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Entries  /  1 

Federal  Register  Pages  and  Dates  / 


THIS  INDEX  is  based  on  a  consolidation  of  contents  entries   TABLE  OF  CONTENTS 

appearing  in  the  January — June  issues  of  the  FEDERAL 
REGISTER  together  with  broad  subject  references.  The 
entries  are  arranged  first  under  the  name  of  the  agency 
which  issued  the  document.  Under  each  agency,  the  entries 
are  then  listed  alphabetically  within  the  categories  of  Rules. 
Proposed  Rules,  and  Notices.  Executive  Orders, 
Proclamations,  and  other  documents  from  the  President  are 
listed  under  Presidential  Documents.  The  number  at  the  end 
of  each-  entry  gives  the  pages  in  the  FEDERAL  REGISTER 
where  the  document  begins.  Use  the  table  of  Federal 
Register  Pages  and  Dates  at  the  back  of  this  index  to  locate 
the  issue  date  for  each  page -number.  This  index  is 
published  monthly  and  is  cumulated  for  12  months. 

A  general  index  to  the  entire  Code  of  Federal  Regulations, 
is  found  in  the  CFR  Index  and  Finding  Aids  volume,  and  is 
revised  as  of  January  1  each  year. 

The  LSA  (List  of  CFR  Sections  Affected),  a  cumulative 
numerical  fmding  aid.  is  published  monthly  and  is 
cumulated  for  12  months,  keyed  to  the  revision  dates  of  the 
various  CFR  volumes. 

ALL  FEDERAL  REGISTER  publications  are  available  for 
purchase  from  the  Superintendent  of  Documents.  U.S. 
Government  Printing  Office.  Washington.  D.C.  20402. 

Linda  L  Jones  is  Chief  Editor  of  the  Federal  Register  Index, 
assisted  by  Melanie  Y.  Williams.  The  Index  is  prepared 
under  the  direction  of  Richard  L.  Claypoole,  assisted  by 
Laurice  A.  Clark. 
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INQUIRIE§./may  be  made  to  the  Finding  Aids  Unit  at  area 
code  202^3-6227  or  (TDD)  202-523-5229.  These  are  not 
toll  free  numbers. 
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SUGGESTIONS  concerning  this  and  other  publications  of 
the  Office  will  be  welcomed  by  Martha  L.  Girard.  Director, 
Office  of  the  Federal  Register.  National  Archives  and 
Records  Administration.  Washinjjton,  D.C.  20408. 
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Acquired  Immune  Deficiency 

Syndrome,  National  Commission 

See  National  Commission  on  Acquired  Immune 
Deficiency  Syndrome 

ACTION 

PROPOSED  RULES 

Regulatory  agenda,  24982 
NOTICES 

Agency  information  collection  activities  under 

OMB  review,  30141,  34408.  34558 
Foster  grandparent  and  senior  companion 

programs;  income  eligibility  levels,  13735 
Grants  and  cooperative  agreements:  availability, 
■       etc.: 

I    Special  volunteer  programs — 
I       Drug  alliance,  12019 
•JVISTA  program  guidelines,  28853 

Actuaries,  Joint  Board  for  Enrollment 

ee  Joint  Board  for  Enrollment  of  Actuaries 

Administration  on  Aging 

See  Aging  Administration 

lAdministrative  Conference  of  the 
'        United  Stotes 

RULES 

Recommendations : 
Administrative  practice  and  procedure; 

Ucorrectioa,  4295 
OPOSED  RULES 
Recommendations: 
Discretionary  grants  award;  peer  review,  16375 

NOTICES 

Agency  adjudications;  nxxlel  procedure  and 

practice  regulations,  6382 
Meetings: 

Adjudication  Committee,  7878 

Administration  CommiRee,  7878 

Assembly  of  Administrative  Conference,  30012 

Ciovemmental  Processes  Committee,  12926 

International  Assistance  in  Administrative  Law 
Special  Committee,  15134 

Judicial  Review  Committee,  11829,  19232 

Regulation  Committee,  11829 

Rulemaking  Committee,  7528.  12219, 17204 

Administrative  Office  of  United  States 
Courts 

NOTICES 

Court  interpreters;  Spanish/English  ceitification 
examination,  13736 

Advisory  Council  on  Historic 
PrMervation 

See  Historic  Preservation,  Advisory  Council 

African  Development  Foundation 

NOTICES 

Meetings;  Sunshine  Act,  11097,  33300 


I 


Agency  for  Health  Care  Policy  and 
Research  / 

NOTICES 

Advisory  committees;  annual  repofts;  availability, 

11413  / 

Meetings:  / 

Clinical  practice  guidelines  development — 
Alzheimer's  and  related  dementias  screening, 

7565 
Cardiac  rehabilitation,  9564  ' 

Chest  pain  due  to  unstable  angina;  diagnosis 

and  treatment.  7566 
Mammography  quality  determinations.  7567 
Health  Care  Policy,  Research,  and  Evaluation 

National  Advisory  Council.  28588 
HIV-infected  persons;  provision  and  utilization 
of  health  and  related  support  services;, 
smdy,  32536 
MeMings;  advisory  committees: 
February,  5734 
April  19126 
May,  21310 
June,  26981,  31717 
Organization,  functions,  and  authority  delegations. 

16534 
Privacy  Act: 
Systems  of  records,  33098  ,v 

Agency  for  International  Development 

RULES 

Acquisition  regulations: 

Miscellaneous  amendments.  8701 
Israel  loan  guarantee  standard  terms  and 
conditions.  14148 

PROPOSED  RULES 

Regulatory  agenda,  24988 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  3966.  18110.  33462 
Committees;  establishment,  renewal,  termiiution, 
etc.: 
International  Food  and  Agriculture  Development 

,  and  Economic  Cooperation  Board,  16551 
Voluntary  Foreign  Aid  Advisoiy  Committee,  t 
7815 
FY  1994  Public  Law  480.  Title  II  voluntary 

agency  program  plan  and  section  202(e)  grant 
proposal  draft  guidance;  document 
availability.  3966 
Housing  guaranty  program: 
Indonesia,  28992 
Jordan,  34818 
Morocco,  12050.  120S1 
Tunisia,  30068 
Meetings: 
International  Food  and  Agricultural 

Development  and  Economic  Cooperation 
Board,  6131,  18416.  30182 
Malaria  Vaccine  Program  Advisory  Committee, 

18109 
Voluntary  Foreign  Aid  Advisory  Committee, 
27266 
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Agency  for  Toxi^  Substances  and 
Disease  Registry 

NOTICES  : 

Committees;  establishment,  renewal  lerminatioo, 
etc.: 
Peer  reviewers,  4437 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Environmental  health  education  activities,  34806 
Health  studies  initiative  of  priority  health 
conditions,  34809. 
Hazardous  substances  releases  and  facilities; 
pubUc  health  assessments  and  effects: 
Quarterly  listing,  12586,  33821 
Meetings: 
ATSDR-Community  PubUc  Health  Aswssmeot 

Workshop,  8765,  33634 
Chemical  sensitivity  and  low  level  chenoical 

exposure.  12040.  16196 
Scientific  Counselors  Board,  28970 
Standardized  test  banery  for  birth  defects  and 
reproductive  disorders  for  use  in 
environmental  health  field  studies, 
workshop,  12244 
Public  health  assessments;  environmental  data; 

draft  guidance  document,  12306 
Reports,  availability,  etc.: 

Health  effects  studies,  29413 
Superfund  program: 
Hazardous  substances;  criteria  for  selecting 

toxicological  profiles.  27286 
Hazardous  substances  priority  list  (toxicological 
profiles).  16410.  19823 

Aging  Administration 

NOTICES 

Grants  and  cooperative  agreements;  avaiUbifity, 
etc.: 
Discretionary  funds  program,  29256 

Agricultural  Marlceting  Service 

See  Packers  and  Stockyards  AdministiitioD 

RULES 

Almonds  grown  in  California,  33021,  34694 

Avocados  grown  in  Florida,  7972,  8533.  337S7, 

34683 
Avocados  grown  in  South  Florida,  34684 
Beans,  canoed  green  and  wax;  grade  standards, 
4295 
Correction.  7607 
Beef  promotion  and  research: 
Cankmen's  Beef  Promotion  and  Research 
(Board);  changes  in  cattle  inventories  and 
cattle  and  beef  imports.  12997 
Cherries,  sweet,  grown  in  designated  counties  ia 

Washington,  306% 
Dairy  products;  grading,  inspection,  and  standards: 
Dairy  plants;  expanded  drug  residue  monitoring 
program.  26911 
Dates  (domestic)  produced  or  packed  in  California. 

13695 
Egg  research  and  promotion  orders.  34696 
Filberts/hazelnuts  grown  in  Oregon  and 
Wasjhingtoo.  28770,  32595  ) 

^1 


Agricultural 


Fhiit,  vegeubles,  and  other  products,  processed; 

inspection  and  certification;  fee  schedules, 

1118S  \ 

Giapes  (Tokay)  grown  in  Califotnia,  33012 
Grapes  grown  in  California.  8893,  21S3S,  34688 
Grapes,  imported,  21S36 


Dairy  products: 

Promotion  and  research  order,  25785 
Dairy  products;  grading,  inspection,  and  standards: 

Colby  cheese.  34993 

Whipped  butter,  34937 
^egs  and  egg  products;  inspection  and  grading: 


KiSt  p^wn  in  California,  3069,  28336,  28337         Refrigeration  and  labeling  requiiements;  sheU 


Lime  research,  promotion,  and  consumer 

information  order,  3366 
Limes  grown  in  Florida,  8533,  33757 
Marketing  orders;  expenses  and  rates  of 

assessment.  4570.  33883 
Melons  grown  in  Texas,  4572,  28768 
MMr  marketing  orders: 
Great  Basin,  32434 
'  Memphis,  TN,  et  al.,  6679 
New  England  ct  al,,  5255,  17946,  27774 
Southwest  Plains,  8894.  14307 
Tennessee  Valley,  17947 
Mushroom  promotion,  research,  and  consuiaer 

information  order,  3446,  8194 
Nectarines  grown  in  Califotnia.  8534,  29099 
Olives  grown  in  California.  8538,  28339.  33013 
Onions  grown  in — 

Idaho  and  Eastern  Oregon,  32S9« 
Texas,  28767 
Oranges  (navel)  grown  in  Arizona  and  California. 

7964,  33010,  33187 
Oranges  (Valencia)  grown  in  Arizona  and 

California,  7964.  33010,  33187 
Oranges,  grapefruit,  tangerines,  and  tangelos 

grown  in  Florida,  33756 
Papayas  grown  in  Hawaii,  4302.  33759 
Peaches  grown  in — 
Georgia.  8209 
Washington,  220 
Ptanuts,  domestically  produced.  32600.  34863. 

34865 
Pears  (winter)  grown  in  Oregon  et  al.,  8536, 

34689 
Pears,  fresh,  and  peaches  grown  in— 

California.  32591 
Pecan  promotion  and  research  plan.  3362 
Potatoes  (Irish)  grown  in — 
California.  33018.  33760 
Colorado,  8539,  33019,  33762,  34691 
Idaho,  33014 

Oregon,  33014,  33018,  33760 
Southeastern  States,  34692 
Washington,  32592,  33016 
Potatoes;  fresh  Irish  round  white  potato  diversion 

program,  29097 
Potato  research  and  promotion  plan,  3358 
Prunes  (dried),  imported,  33320 
Prunes  (dried)-pro<hiced  in  California,  13697, 

32003 
Raisins  prtxluced  from  grapes  grown  in  California. 

32598 
Restricted  use  pesticides,  recordkeeping  by 
\       certified  appUcators;  surveys  and  reports, 
\     19014  ^' 

So^iipan  promotion,  research,  and  consumer         ^ 
information: 
Modifying  or  exempting  petitions;  rules  of 
practice,  32436 
Spearmint  oil  produced  in  Far  West,  28340,  32596 
Tobacco  inspectkm: 
Inspection,  prue  support  services,  and  sales, 
21343 
Watermelon  research  and  promotion  plan,  3354 

PROPOSED  RULES 

Agricultural  and  vegetable  seeds;  inspection  and 

certification  testing  fees.  32617 
Cotton: 

Qassification  services;  user  fees.  32454 
CkMon  research  and  promotion: 
Cooon  Board  rules  and  regulations;  imported 
cotton  value.  32066 


eggs,  3234 

Ruid  milk  promotion  program,  21512,  25900 
Frozen  cauliflower;  grade  standards,  3816,  29985 

Correction,  72% 
Kiwifruit  grown  in  California,  33035,  34940 
Meats,  prepared  meats,  and  meat  products: 

Meat  grading  and  certification  services;  fee 
increase.  32616 
Milk  marketing  orders: 

Chicago  Regional.  32464 

Eastern  Colorado,  32447 

Eastem  Ohio-WestetnJfennsylvania,  33039 

Oorgia,  33038,  34946^ 

Great  Basin,  7996 

Memphis,  TN,  25576 

Middle  Atlantic,  34725 

NashviUe,  TN,  25577,  34230 

New  England  et  al.,  10993,  12634,  29133, 
33347  J 

Ohio  Valley  ef  al.,  33347 

Paducah,  KY,  25577 

Southern  Michigan,  6447 

Southwest  Plains,  8559 

Texas,  32465 
Olives  grown  in  California.  8558 
Onions  grown  in — 

Idaho,  34944 

Idaho  et  al.,  3234 

Oregon,  34944 
Oranges  (navel)  grown  in  Arizona  and  California. 

8912 
Oranges  (Valencia)  grown  in  Arizona  and 

California,  8912 
Organization,  functions,  and  authority  delegations: 

Commodity  laboratory  testing  programs; 
establishment.  13130 
Pofk  promotion,  research,  and  consumer 

information,  32468 
Potatoes  (Irish)  grown  ir> — 

Idaho  and  Oregon,  33037 
Soybean  promotion,  research,  and  consumer 

information;  referendum  procedures,  26933 
Tobacco  inspection: 

Inspection,  price  support  services,  and  sales, 
3233,  14344 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Federal-State  nuuketing  improvement  program, 
3250 
Meetings: 
Burley  Tobacco  Advisory  Committee,  6108, 

31939 
Cotton  Marketing  National  Advisory 

Committee,  14376 
Flue-Cured  Tobacco  Advisory  Conunittee, 

21556.  31939 
National  Organic  Standards  Board.  26734 
Tobacco  Inspection  Services  National  Advisory 
Committee,  15467 
Milk;  nuuufacturing,  production,  and  processing; 
recommended  State  requirements,  26950 


Agricultural  Research  Service 

PROPOSED  RULES 

Biotechnology  risk  assessment  research  grants 
program;  adroinistrtfive  provisioas.  11910 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.:     • 
Biotechnology  risk  assessment  research 
program.  19528 


Inventions,  Govenmient-owned;  availability  fior 

Ucensing,  4147,  21138 
Meetings: 
National  Arboretum  Advisory  Council,  26286 
National  Genetic  Resources  Advisory  Council. 
16649 
Patent  Ucenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Beny  Holding  Corp.,  28545 
British  Technology  Group  USA,  17826 
Dynic  Corp.,  4977 

E.I.  [>u  Pont  &  de  Nemours  &  Co.,  Inc.,  7063 
.    Monell  Chemical  Senses  Center,  21701 

Perten  Instruments  North  America.  Inc.,  16169 

Agricultural  StabUization  and 
Conservation  Service 

RULES 

Conservation  and  environmental  programs: 
Colorado  River  Basin  salinity  control  program, 
11783 
Farm  marketing  quotas,  acreage  allotments,  and 
production  adjustments: 
Peanuts,  11962 
Tobacco,  11959 

PROPOSED  RULES 

Farm  marketing  quotas,  acreage  allotments,  and 
production  adjustments: 
Tobacco,  3869 
Federal  claims  collection,  33029 
Special  programs: 
Agricultural  Foreign  Investment  Disclosure  Act; 
land  used  for  forestry  production,  3871 
Tobacco  inspection: 

Inspection,  price  support  services,  ted  sales, 
3233 

NOTICES 

Feed  grain  donations: 
Blackfeet  Tribe  of  Blackfeet  Indian  Reserva^on, 

MT,  6202 
Colville  Indian  Reservation,  WA,  13444 
Fort  Berthold  Indian  Reservation,  ND,  11207 
Spokane  Indian  Reservation,  WA,  13445 

Meetings: 
National  Conservation  Review  Group,  3932 

Warehouses,  licensed;  list  availability,  13444 

Agricultural  Workers  Conunission 

See  Conunission  on  Agricultural  Workers 

Agriculture  Department 


eserva^on. 


See  Agricultural  Marketing  Service;  Agricultural 
Research  Service;  Agricultural  Stabilization 
and  Conservation  Service;  Animal  and  Plant 
Health  Inspection  Service;  Commodity  Credit 
Corporation;  Cooperative  State  Research 
Service;  Economic  Research  Service; 
Extension  Service,  USDA;  Farmers  Home 
Administration;  Federal  Crop  Insurance 
Corporation;  Federal  Grain  Inspection 
Service;  Food  and  Nutrition  Sorvice;  Food 
Safety  and  Inspection  Service;  Foreign 
Agricultural  Service;  Forest  Service;  Human 
Nutrition  Information  Service;  Packers  and 
Stockyards  Administration;  Rural 
Electrification  Administration;  Rural 
Telephone  Bank;  Soil  Conservation  Service 

RULES 

Administrative  regulations: 

Formal  adjudicatory  proceedings;  post-hearing 
procedure;  CFR  correction,  30696  . 
Meat  import  limitations:  .  . 

Australia  and  New  Zealand,  18143  . 
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OrganizatJQ^-fimctions.  and  authority  delegatioiis: 
Ahemab^Xgricultural  Research  and 

Ontmercialization  Board,  26679 
Anti-Dnjg  Abuse  Act  of  1988;  implementation, 

11954 
Assistant  Secretary  for  Administration  et  al., 

11955 
Assistant  Secretary  for  Economics  et  al.,  4569 

PROPOSED  RULES 

Regulatory  agenda,  24008 
NOTICES 

Agency  infonnation  collection  activities  under 
OMB  review,  4404,  6382,  7063,  7878,  9143, 
11393,  12354.  13444,  14554,  16169,  18199. 
19646,  21437.  25964,  26734.  28387,  29384. 
30748.  31689.  32508,  33429,  34239 
Agricultural  commodities,  overseas  donations; 

types  and  quantities,  343 
Coimnittees;  establishment,  renewal,  termination. 
etc.: 
Agricultural  Advisory  Committee  for  Trade  et 

al..  6473 
Cotton  Marketing  National  Advisory 
Committee.  3249 
Grant  and  co<^)erative  agreement  awards: 
CARE,  28853 
Coordination  in  Development  (CODEL).  Inc.. 

12926 
Midwest  Universities  Consortiura  for 

International  Affairs  (MUCIA).  12926 
Worid  Resources  Institute,  12926 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Alternative  Agricultural  Research  and 

Commercialization  Center  program,  32093 
Impoit  quotas  and  fees: 
Meat  import  limitations;  quaiteriy  estimates, 

536,  17825 
Sugars,  syrups,  and  molasses,  28545 
Meetings: 
Agricultural  Biotechnology  Research  Advisory 
Committee,  8034,  29384 
National  Nutrition  Monitoring  and  Related 

Research  Program;  ten-year  comprehensive 
plan;  availability,  32752 
Privacy  Act: 
Computer  matching  programs,  33246 
Systems  of  records,  6105,  7179 
Program  payments;  income  tax  exclusion;  primary 
purpose  determinations: 
Montana  Department  of  Ftsh,  Wildlife  and 
Parks  upland  game  bird  habitat 
enhancement  program,  19801 
New  York  City  Environmental  Protection 
Department  watershed  agricultural 
program,  19802 
Oregon  Oil  Heat  Commission  enviroimiental 

protection  fiuid  program,  19803 
Wisconsin  Bureau  of  Petroleum  and  Fue 
Inspection,  32343 
United  States-Canada  Free-Trade  Agreement;  firesh 
fruit  and  vegetable  imports: 
Potatoes  from  Canada,  16394,  34558 


Air  Force  Department 

RULES 

Special  investigation: 

Acquisition  of  information  concerning  persons 
and  organizations  not  affiliated  with 
Defense  Department;  CFR  Part  removed. 
4902 

Weatiier  modification;  CFR  Part  removed.  13007 


PROPOSED  RULES 

Acquisition  regulations: 
Contract  management — 
Aircraft  accidents;  toxicological  testing; 
withdrawn,  6771 

NOTICES 

Active  military  service  and  discharge 
determinations: 
Civilian  female  enq)loyees  of  U.S.  Army  Nurse 
Corps  while  serving  in  defense  of  Bataan 
and  Cofregidor  (January  2.  1942-June  12, 
1945),  32523 
Civilian  Flight  Crew  and  Aviation  Ground 
Support  Employees  of  Northwest  Airlines, 
who  served  as  result  of  contraa  with  Air 
Transpoit  Command  (December  14.1941- 
August  14.  1945),  32523 
Environmental  statements;  availability,  etc.: 
Andersen  AFB.  GU;  solid  waste  management 

conq>Iex,  34572 
Base  realigimients  and  closures — 

George  AFB,  CA,  11400 
Bradley  International  Airport,  CT,  et  al.;  aircraft 

conversions,  etc.,  15329 
Palmdale  Regional  Aiipoit,  CA;  commercial 

operations  increase,  15843 
Pope  Air  Force  Base,  NC.  32523 
Meetings: 
Air  University  Board  of  Visitors.  9151 
Conununity  College  Board  of  Visitors.  12942 
Reserve  Officer  Training  Corps  Advisory 

Committee,  11400 
Scientific  Advisory  Board,  3266.  4156.  4415. 
4416.  5717.  5718.  6481.  7550.  7551.  8588. 
8743.  8934.  11400.  11848.  12942.  13061. 
13453.  17210.  18207.  18208.  19237. 
19238.  19663.  27715.  28396.  29397, 
28565.  30153.  31696.  32523,  34785 
Patent  licenses;  non-exclusive,  exclusive,  or 
partially  exclusive:  ' 
Beam  Tech  Corp..  9152 
Privacy  Act: 
Systems  of  records.  12942.  13453.  29206. 
30029 

Alcohol,  Tobacco  and  Fii 
Bureau 

RULES 

Alcohol;  viticultural  area  designations: 
Spring  Mountain  District.  CA.  28348 
Texas  High  Plains,  TX.  11964 
Yolo  County,  CA,  28351 
Alcoholic  beverages: 
Bonded  wine  premises  operations;  change  in 

ftequency  of  filing  reports,  19062 
Bulk  process  sparkling  wines;  labeling.  5608. 

11886 
Malt  liquor,  labeUng  and  advertising — 
Alcoholic  content  labeling,  21228 
Distribution  and  use  of  tax-free  alcohol: 
Special  (occupational)  tax  exemption  for  certain 
educational  institutions,  19060 

PROPOSED  RULES 

Alcohol;  viticultural  area  designations: 
Spring  Mountain,  CA,  8726 
Correction.  11290 
Alcoholic  beverages: 
Malt  liquor,  labeling  and  advertising — 
Alcoholic  content  labeling,  21228,  21233 
Identity  standards,  21126 
Malt  beverage  labels,  disclosure  statement  for 
aspartame,  21130 
Alcohol,  tobacco,  and  other  excise  taxes: 
Tobacco  produas  and  cigarette  papers,  tubes; 
exportation  without  payment  of  tax  or  with 
drawback  of  tax,  3247 


iSaof 


MiimaU  and  animal 


Animal 

Regulatory  agenda,  24783 
NOTICES  , 
Commerce  in  explosives: 

Ex|flosive  materials  list.  4736 
Organization,  functibns.  and  authority  delejjuions: 

Associate  EMrector  (Conq>liance  Operations), 
5058,  8090 

American  Indian,  Alaskan  Native  and 
Hawaiian  Native  Housing, 
National  Commission 

See  National  Conmussion  on  American  Indian, 
Alaskan  Native  and  Hawaiian  Native  Housing 

Animal  and  Plant  Health  Inqwction 
Service 

RULES 

Agricultural  quarantine  and  inspection  services; 
user  fees  (Hawaii  and  Puqrto  Rico),  14305, 
32433 
Exportation  and  impottati6 
products: 
Bovine  spongiform  encephalopathy  (BSE); 
animal  products  and  byproducts 
prohibitions  and  restrictions — 
Denmark  removed  from  list.  4306 
Riitdeipest  and  foot-and-inouth  disease;  disease 
status  change — 
Netheriands.  28343 
Spain,  11365.  13698 
Genetical5'  engineered  organisms: 
Introduction  of  oeitain  regulated  articles  and 
petitions  for  nonregulated  status,  17044 
Interstate  transportation  of  animals  and  animal    « 
products  (quarantine): 
Brucellosis  in  swine — 
State  and  area  classifications,  1 1364,  28342, 
34700 
Tuberculosis  in  cattle  and  bison — 
State  and  area  classifications,  34699 
Livestock  and  poultry  disease  control: 
Tuberculosis  reactor  cattle  and  bison;  indemnity 
claims  for  herd  additioas,  34697 
Overtime  services  relating  to  impoits  and  exports: 

Commuted  traveltime  allowances,  219,  28345 
Plant  importation;  entry  restrictions;  potatoes  from 

Canada.  11957 
Plant-related  quarantine,  domestic: 
Black  stem  rust;  correction,  8820 
Fruits  and  vegetables  fiom  Hawaii  et  al.,  7953 
Mediterranean  fhiit  fly,  6343 
Mexican  finiit  fly,  217,  28335 
Oriental  fruit  fly,  8517,  29028 
Pine  shoot  beetle.  6346.  28333,  34681 
Witchweed,  215 
Correction,  11099 
Plant-related  quarantine,  foreign: 
Honeydew  melons  from  Brazil,  11363 
Monterey  pine  and  Douglas-fir  logs  firom  New 
Zealand,  8524 
Veterinarian  accreditation;  conection,  8820 
Viruses,  serums,  toxins,  etc.': 
Veterinary  biologies.  11367.  29028 

PROPOSED  RULES 

Animal  semen  importation.  266 
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ExpotUtk»  and  infMitaiioa  of  animals  and  animal 
products: 
Poitt  designation — 
Baudetie,  MN,  4361 
Poet  Canavenl,  PL,  4362 
Pofts  of  embaikatioa  and  export  inspection 
fiKilities — 
Tacoma,  WA,  262 
Rindeipest  and  foot  in-mouth  disease;  disease 
status  change — 
FiMce.  14174,  13901.  17642 
Netheriands.  264 
Interstate  transpoftation  of  animals  and  animal 
products  (quarantine): 
Brucellosis  in  cattle  and  bison — 
State  and  area  classificatioas,  4360 
Overtime  services  relating  to  imports  and  exports: 
Thytosanitary  ceitificales;  issuance  by  States, 
260 
Plant-related  quarantidfc,  domestic: 

PinkboUworm.21113 
PUnt-related  quarantine,  foreign: 
Corn  seed  torn  New  Zealand.  324S6 
Fruits  and  vegetables,  impottatioa,  11383 
Practice  and  procedure: 

Veterinary  diagnostic  services;  user  fees,  1S292 
Viruses,  serums,  toxins,  etc.: 
Analogous  products — 
Packaging  and  labeling,  25786 
Restrictions  and  use,  13301 
Immunogenicity;  in  vitro  in  place  of  animal 

tests,  12187 
Veterinary  biologies,  21114 

NOTICES 

Environmental  statements;  availability,  etc.: 
Animal  damge  control  program,  4404,  8232, 

16520 
Genetically  engineered  organisms;  field  test 
permits — 
Cantaloape,  etc.,  28387 
Cora,  7208 

Cora  plants,  etc..  28948 
Petunia  plants,  11382 
Potatoes,  etc..  31939 
Pseudomonas  syringae,  etc.,  34983 
Rice,  etc..  34986 
Soybean  plvits,  etc.,  4403,  11099.  19232, 

26095 
Tobacco  plants  etc.,  16646.  19804,  32642 
Tomato  plants,  etc..  12354.  12927 
Interstate  movement  and  field  testing  of 
biological  control  agents — 
Pythium  rostratum,  31689 
John  F.  Kennedy  International  Airport.  NY; 
comprehensive  gull  hazard  management 
program;  meeting,  19234 
Medfly  cooperative  eradication  program,  18366, 

31007 
Veterinary  services  program,  16520 
Genetically  engineered  organisms  for  release  into 
environment;  permit  applications.  4406,  7208, 
7209,  11382,  12355,  12928.  16647.  17825, 
19233,  21701,  28388,  28950,  32643,  33145, 
33247 
Meetings: 
Foreign  Animal  and  Poultry  Disease  Advisory 

Committee,  21138 
Veterinary  biological  products  manufacture, 
distribution,  and  use,  19234 
Up|ohn  Co.;  ZW-20  virus  resistant  squash 

regulatory  status  determination;  interpretive 
ruUng.  15323 
Vetennary  biological  products;  production  and 
establishment  licenses,  5333,  11829,  15466, 
25601,  30748.  34987 


Anthrnst  Division 

NOTICES 

Competitive  impact  staternents  and  proposed 
consent  judgments:' 
AirUne  Tariff  Publishing  Co.  et  al.,  3971,  27338 
Canstar  Sports  USA,  Inc.,  16695 
Cookson  Groir^  PLC,  et  al.,  6298 
Hospital  AssDciatioa  of  Greater  Des  Moines, 

Inc.,  e|(al.,  6013,  11422 
Primestar  Partners,  LP.,  et  al.,  33944 
Reno  Merchant  Plumbing  &  Heating 

Contractors.  Inc..  et  al..  13090 
Southern  Pine  Association  et  al..  16698 
Texas  Commerce  Bancshates,  Inc.,  et  al.,  13361 
USAir  Group,  Inc.,  16698 
National  cooperative  research  notifications: 
ABB  Atom  AB  et  al.,  8429.  8977 
Advanced  Display  ManuAK:turets  of  America, 

14423 
Advanced  Lead-Acid  Battery  Consortium.  5758, 

15882.  34590 
BeU  Communications  Research,  Inc..  6808- 

6809.  12371,  13091,  21596,  26158.  30814 
Bellcore  Ventures,  Inc.,  21597 
Cable  Television  Laboratories,  Inc.,  et  al.,  4183, 

12371,  33951 
CAD  Frameworic  Initiative,  Inc.,  3980,  13802, 

21597 
Center  for  Emissions  Control,  Inc.,  33952 
Cooductus,  4185 

Consortium  fof  Advanced  Manufacturing- 
International,  Inc.,  7580 
Corporation  for  Open  Systems  International, 

7158 
Frame  Relay  Forum,  6986,  21397 
General  Instrument  Corp.  et  al.,  8429,  8977 
General  Motors  Corp.,  14425.  33955 
Global  Industries.  Ud..  13091 
Great  Lakes  Composites  Consortium,  Inc.,  5758 
GTE  Mobile  Communications  Service  Corp., 

26350 
Halon  Alternatives  Research  Corp.,  Inc,  26350 
Hewlett-Packard  Co.  et  al.,  33952 
IBACoS,  Inc.,  12371.  33284 
Industrial  Macromolecular  Crystallography 

Association.  16703 
International  Business  MachiiKS.  3980 
International  Pharmaceutical  Aerosol 

Consortium  for  Toxicology  Testing  of 

HFA-227  (IPACT-U).  25657 
Kaleida  Labs.  Inc..  28899 
Massachusetts  Institute  of  Technology.  33953 
MCNC  28899 
Microelectronics  &  Computer  Technology 

Corp.,  6014,  6420,  16703,  28900 
Miiuiesota  Mining  A  Manufacturing  Co.,  33469 
National  Center  for  Manufacturing  Sciences, 

Inc.,  8429.  8977.  13504.  33953 
National  Information  Technology  Center  of 

Maryland,  Inc..  21598 
Netwofk  Management  Forum.  13091 
Ohio  Aerospace  Institute,  30814 
Open  Software  Foundation.  Inc.,  3980.  14391, 

30815 
Pacific  Telesis  Group  et  al<,  28900 
Petroleum  Environmental  Research  Forum, 

3980.  13505,  18228,  21476,  21598,  30815, 

33953,  33954.  33955 
Petroteum  Environmental  Research  Fbium; 

correction,  33488 
Petrotechnical  Open  Software  Corp..  8062. 
<     28900 

Portland  Cement  Association.  19141.  33284 
PowetOpen  Association,  Inc.,  33934 
Semiconductor  Research  Corp.,  6529,  8430, 
8978,  21318.  26350 


Smart  House.  L.P.,  7581 

Southwest  Research  Institute,  6015,  13283, 

21318,21598.25351.33955 
Spectra  Diode  Laboratories.  Inc.,  et  al.,  4183 
Spray  Drift  Task  Force,  7582 
Sumitomo  Light  Metal  Industries,  Ltd.,  et  al., 

3980 
Switched  Multi-Megabit  Data  Service  Interest 

Group,  28901 
Thermoplastic  Engineering  Design  Venture, 

33284 
UNIX  International,  Inc.,  16703 
Westinghouse  Electric  Corp.,  8430.  8978 
Pilot  business  review  program,  6132 

Appalacliian  States  Low-Level 

Radioactive  Waste  Commission 

NOTICES 

Meetings,  31940 

ArchitecturaHmtl  Transportation 
Barriers  Compliance  Board 

PROPOSED  RULES 

Americans  with  Disabilities  Act;  implementation: 
Accessibility  guidelines — 
Buildings  and  faciUties;  State  and  local 

government  facilities;  correction,  3069 
Children's  environments,  6924,  17175 
Regulatory  agenda,  24990 

NOTICES 

Conunittees;  establfshment,  renewal,  termination, 
etc.: 

Recreation  Access  Advisory  Committee,  6949 
Meetings,  11207,  25603,  34781 

Recreation  Access  Advisory  Committee,  3251 1 

Arctic  Research  Commission 

NOTICES 

Meetings,  12024,  26531 

Arms  Control  and 
Agency 

NOTICES 

Meetings: 
Chemical  Weapons  Convention  (CWC); 
chemical  and  related  industry;  seminars, 
3933 

Army  Department 

See  Engineers  Corps 
RULES 
Persoimel: 
Panama  Canal  Employment  System  (PCES); 
persoiuiel  poUcy.  3613 

Procurement:  

SuppUes  and  services;  CFR  Subchapter 
removed,  6713  i 

PROPOSED  RULES  ' 

Law  enforcement  and  criminal  investi^ons: 
Absentee  deserter  apprehension  program  and 
surrender  of  military  personnel  to  civilian 
law  enforcement  agencies,  31070 

NOTICES 

Amuunents.  munitions,  and  chemical  command 
(AMCCOM);  contractor  performance 
certification  program.  536S 
Enviroimiental  statements;  availability,  etc.: 
Base  realignments  and  closures — 
Cape  St.  George  Military  Reservation,  FL, 

14204 
Hamilton  Army  Airfield,  CA,  4416 
Redstone  Arsenal,  AL,  14203,  31696 
Rock  Island  Arsenal,  IL,  8043 
Foit  Belvoir  Engineer  Proving  Ground,  VA;  | 
development,  15487 
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Fbit  Bliss,  TX,  et  al.;  Roving  Sands  joint 

training  exercise,  14204 
Foit  Lewis,  WA;  mechanized  or  armor  comiMt 

forces,  17578 
Hamilton  Army  Airfield.  CA,  18082 
Life  Sciences  Test  Facility,  Dugway  Proving 

Ground,  UT,  25978 
Military  Ocean  Terminal,  NC;  deqnlrafi 

dredging,  7770 
Red  Butte  Dam,  UT;  disposition,  32107 
Red-cockaded  woodpecker,  management 

guidelines  development,  8588 
Theater  missile  defense  (TMD)  and  sensor 

programs;  test  range  areas.  18082 
Western  Army  National  Guard  Aviation 

Training  Site,  AZ.  13254 
White  Sands  Missile  Range.  NM;  future  testing 

projects.  21708 
^Meetings: 
'^'-  Armed  Forces  Epidemiological  Board,  4156. 

19805 
Coiastal  Engineering  Research  Board,  29393 
Military  Personal  Property  Claims  Symposium. 

6780,  16653 
Science  Board,  92,  5960,  6780.  8045,  11221. 

12030,  13462.  15330.  16817.  21708. 

21974,  25975,  28397,  30153.  34428,  34785 
U.S.  Military  Academy.  Board  of  Visitors. 

3540,  17209 
Memorandums  of  agreement: 
Enviroimiental  Protection  Agency;  1987  Corps 

of  Engineers  wetlands  delineation  manual; 

wetlands  determinations,  4995 
Military  traffic  management: 
Carrier  liability  limitation  increase  in 

international  through  government  bill  of 

lading  program,  12361 
Carriers  participating  in  one-time-only 

household  goods  and  unaccompanied 

baggage  program;  change,  21562 
DOD  sponsored  household  goods,  4984 
Freight  traffic  by  motor  carrier,  rates  and 

charges  for  overweight  and  over 

dimensional  shipments,  14563 
Freight  traffic  shipments;  fiill  valuation,  34785 
Household  goods  and  unaccompanied  baggage; 

international  through  Government  bill  of 

lading  program,  19805 
Motor  carrier  driveaway  and  towaway  service; 

rates,  12362 
Personal  property  shipping  and  storage  program; 

inclusion  of  DOD  non-appropriated  fiind 

employees,  11401 
Patent  applications;  secrecy  orders,  3540 
Patent  hcenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Alpha  1  Biomedicals.  Inc..  301S3 
Automated  inspection  of  manufactured  products, 

14205 
Cannon  projectile  stabilizer,  31697 
Device  for  surface  heated  water  intake  trash 

rack,  19092 
Ban  Pharmaceutical  Research  Corp.,  3540^ 
Leakage-free  linearly  varying  axial  permanent 

magnet  field  source,  etc.,  17868 
Malaria  parasites,  plasma-fiee  medium  for 

cultivation,  11402 
Mercer  Scientific  International  Corp.,  30154 
Nerve  agent  antidotes  preparation,  11402 
Phase  gradient  contrast  microscope,  30154 
Restraining  movement  of  objects;  rapidly 

dep|oyable  volume-displacement  system. 

19806 
Typhoid  fever,  rapid  diagnosis,  1 1402 
Privacy  Act: 
Systems  of  records,  3936,  25813,  29207 


Arts  and  Hiunanitics,  National 
Foundation 

See  National  Foundation  oo  the  Aiu  and  the 
Humanities 

Barry  M.  Goldwater  Scholarship  and 
Excdlence  in  Education  . 
Foundation 

NOTICES 

Meetings;  Sunshine  Act,  13126 

Blackstonc  River  Valley  National 
Heritage  Corridor  Conunissitni 

NOTICES 

Meetings;  Sunshine  Act.  25702  . 

Blind  br  Severely  Disabled,' 

Committee  for  Purchase  From 
People  Who  Are 

See  Committee  for  Purchase  From  People  Who 
Are  Blind  or  Severely  Disabled 

Bonneville  Power  Administration 

NOTICES 

Billing  credits  contracts: 
Decision  to  sign,  11592,  32922 
Intent  to  sign,  8048 
Billing  credits  pilot  program: 
Seattle  City  Light;  South  Fork  Tolt  River 
Hydroelectric  Project,  3941 
Billing  credits  solicitation;  proposed  conservation 

projects,  8263 
Environmental  statements;  availability,  etc.: 
Columbia  River  Treaty  between  Canada  and 
U.S.;  downstream  power  benefits 
entitlement  delivery  to  Canada,  29811 
Resource  programs,  26740 
Floodplain  and  wetlands  protection;  environmental 
review  deteiminations;  availability,  etc.: 
Taylor  Lakes  area  relocation  project  OR,  21564 
Umatilla  County,  OR;  hatchery  support 
facilities,  30044 
^cific  Northwest  Electric  Power  Planning  and 
^    Conservation  Act: 
Resource  contingency  program;  preconstruction 
and  investigation  expenses  payments  to  - 
selected  sponsors,  19238 
Tenaska  Washington  U  generation  project;  firm 
electric  energy  acquisition.  13256 
Transmission  rates: 

Proposed  modification.  4416  . 
Wholesale  power  rates: 
Proposed  modification,  4662 

Census  Bureau 

RULES 

Age  search  and  citizenship  information;  fee 
structure;  cost  increase,  4077 

NOTICES 

Design  alternatives.  2000  Census;  assessment 

criteria.  16171 
Meetings: 
Agriculture  Statistics  Advisory  Committee, 

28393 
American  Economic  Association  Advisory 
Committee  et  al.,  16812 
Surveys,  determinations,  etc.: 
Manufacturing  area;  annual,  6386 
Post  enumeration  survey  base  adjustment  for 
intercensal  population  estimates,  69 


Voting  age  popubtion  for  1992;  mtimurt,  16649 

Centers  for  Disease  Control  and 
Prevention 

NOTICES 

Aerosol  samplers  sampling  diicieiicy:  NIOSH  - 

meeting,  8054 
Airborne  particulate  lead,  analysis;  NIOSH 

meeting,  6125 
Asphalt  fume  fractionation  ^  identificatioa  of 
genotoxic  conqxMienU;  NIOSH  meeting. 
33445 
Auditory  effects  of  exposure  to  noise  and 

industrial  chemicals;  NIOSH  meeting,  7787 
Childhood  leukemia  and  paternal  ioniziog 
radiation  exposure;  epidemiology  study; 
NIOSH  meeting,  17894 
Committees;  estabbshmeiit.  renewal,  lerminaaoo, 
etc.: 
Prevention  of  HIV  Inflection  Advisory 
Committee  subcommittees,  19261 
Community  epidemiological  studies  near  fonner 
feed  materials  processing  center,  Femald, 
OH;  workshops.  26142 
Engineering  controls  for  preventing  airborne 
infections  in  workers  in  health  care  and 
related  facilities  workshop;  NIOSH  meeting, 
33445 
Environmental  protocol  for  methods  determination 
for  obtaining  respiratory  wood  dust  exposure 
le\^ls  by  task  in  construction  industry; 
NIOSH  meeting,  17894 
Grant  and  cooperative  agreement  awards: 
Michigan  Public  Health  Department,  28970 
National  Association  of  County  Health 
Officials,  21463 
Grants  and  cooperative  agreements;  availability. 
etc.: 
Acquired  Inununodeficiency  SyndronK 
(AIDS>— 

JDS  and  HIV  infection;  epidemiologic 
researeh  studies,  27734 
County-based  medical  examiners  jurisdiction 
office  information  system;  e^abUshment. 
19126 
.Health  promotion  and  disease  prevention 

research  centers,  31718 
Human  immunodeficiency  virus  (HIV) 
prevention  projects  for  minority 
community-based  projects  program.  16535, 
21457,21727 
National/regional  minority  organizations  HIV/ 
STD  prevention,  immuiuzadoil^and  TB 
projects,  31719,  31721  ^ 

Occupational  safety  and  health — 
Clinics;  research,  prevention  education,  and 

clinical  services,  26140 
EARTALK  system.  34466 
Education  programs,  29414 
Postdoctoral  research  assodateship  program, 
28972 
Preventive  health  services — 
>  Sexually  transmitted  diseases  accelerated 
prevention  campaigns  project,  28973 
Radiation  studies  and  research,  28978 
Research  and  development — 
DNA  detection-based  diagnostic  tests  for 

fungal  septicemia.  5735 
Iimovative  ways  for  collecting  urine  from 
infants  for  subsequent  analysis  for 
presence  of  viruses,  34057 
State  and  community-based  childhood  lead 
poisoning  prevention  program.  21310 
Unintentional  injury  prevention  and  control 
research.  21466.  27575 
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Heat  stress  in  waste  abatemeiit  wocken;  NIOSH 

meeting.  19673 
Impact  noise  effects  on  hearing;  NIOSH  meeting, 

13067 
Meetings: 
Advisocy  Committee  to  Director,  32709 
Childhood  blood  lead  surveillance  cooperative 

agreement  recipients,  7141 
Childhood  Lead  Poisoning  Prevention  Advisory 

Committee,  28981 
Childhood  lead  poisoning  prevention  program 

grantee  workshop.  7141 
Clinical  Laboratory  Improvement  Advisory 
Committee,  4173.  6284.  19461,  31963 
Energy-Related  Epidemiologic  Research 

Advisory  Committee,  14401 
P^emald  dosimetry  reconstruction  project 

workshop,  7142 
Fetal  alcohol  syndrome  pNwention  technical 
assistance  workshop  for  cooperative 
agreement  recipients,  7142 
Hanford  Thyroid  Morbidity  Study  Advisory 

Committee,  7232 
HTV  counseling  standards,  guidelines,  and 

options;  consultation.  16S3S 
HIV  Infection  Prevention  Advisory  Conunittee 

26325.  26982.  28981 
Hospital  Infection  Control  Practices  Advisory 

Committee,  3121S 
Idaho  National  Engineering  Laboratory 
Environmental  Dose  Reconstruction 
Projea.  19824 
Immunization  Practices  Advisory  Committee, 

5997,  28981 
Injury  Prevention  and  Control  Advisory 

Committee,  12587 
Injury  Research  Grant  Review  Committee, 

3330,  27287 
Mine  Health  Research  Advisory  Committee, 

21172 
National  and  regional  minohty  orgmizatioas 
HIV/sexually  transmitted  disease 
prevention,  immunization,  and  tuberculosis 
projects;  cooperative  agreements 
preapplication  workshop,  29227 
National  Center  for  Environmental  Health, 

11238 
National  Center  for  Infectious  Diseases,  19461 
National  Institute  for  Occupational  Safety  and 
Health;  Scientific  Counselors  Board,  7787 
Poverty-associated  mental  retardation  prevention 

technical  assistance  workshop,  11 058 
Prevention  Centers  Grant  Review  Committee, 

33445 
Prevention  of  HIV  Infection  Advisoty 
.    Committee,  19261,  19823.  21982,  25994, 
26142,  32709.  33634 
Records  and  Statistics  Public  Health 

Conference.  11058 
Savannah  River  Site  environmental  dose 
-*        reconstroction  project,  31%3 
Smoking  and  Health  Interagency  Committee, 

29227 
TnbeicukMis  Elimination  Advisory  Council. 

4173.  17591 
Twenty-seventh  National  Immunization 

Conference,  21313 
Vital  and  Health  Statistics  National  Committee, 
3951.  3952,  5735,  6125,  7232,  9566, 
13783,  16536,  17894,  21314,  29228.  31964 
Prevention  of  transmission  of  HIV  through  human 
tissue  and  organs  tTaaspUntation  guidelines; 
availability.  14402 
Uranium  conversion  and  enrichment  workers;    ^ 
mortality  panems  epidemiologic  study; 
NIOSH  meeting.  35006 


Virginia  convenience  stores;  violent  crime  study; 
NIOSH  meeting,  12040 

Children  and  FamUies  Administration 

RULES 

Head  Start  program: 
Children  with  disabilities,  performance 

standards,  services  to  gra^fees,  current  and 

prospective  delegate  agencies,  5492 
Development  and  administrative  costs; 

limitation  to  15  percent  of  total  costs; 

repotting  and  recordkeeping  requirements, 

26918 
Grantees  and  current  and  prospective  delegate 

agencies;  appeal  procedures;  correction, 

13019 
State  plan  requirements: 
Income  withholding,  immediate;  review  and 

adjustment  of  child  support  orders; 

assigned  support  collected;  correction.  7040 

NOTICES 

Agency  information  collection  activities  under 
OMB  review.  4172,  4703,  5995,  5996,  5997, 
14213,  14577.  18217.  21310,  26328,  28407, 
28408,  28969,  28970,  29830,  32360,  34056 
Committees;  establishment,  renewal,  termination, 
etc.: 
Child  Abuse  and  Neglect  Advisory  Board, 

25652 
Head  Start  Quality  and  Expansion  Advisory 
Committee,  33277 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Adoption  opportunities  program,  28572 
Child  abuse  and  neglect  prevention  and 

treatment,  28021 
Developmental  disabilities  expenditures;  basic 
support,  protection,  and  advocacy  funds; 
State  allotments,  11607,  16685,  29254 
DevelopiiKntal  disabilities — 
Basic  support  and  protection  and  advocacy 

formula  grant  programs  (FY  94),  32135 
Projects  of  national  significance,  34624 
Family  resource  and  support  programs,  34449 
Family  violence  prevention  and  services 

program,  32137 
Family  violence  prevention  and  services  to 

States  and  Indian  tribes,  etc.,  30170 
Head  Start  enrollment  expansion,  31304 
Runaway  and  homeless  youth  program,  29030. 
33633 
Meetings: 
Child  Abuse  and  Neglect  Advisory  board,  5397, 

26981 
Developmental  Disabilities  Interagency 

Committee.  16687 
Head  Start  Quality  and  Expansion  Advisoty 

Committee.  33277 
President's  Committee  on  Mental  Retardation, 
8053.  11608    • 
Organization,  fimctions.  and  authority  delegations: 
Office  of  Assistant  Secretary  for  Children  and 
Families  et  al.,  6494 
Privacy  Act: 
Sysrems  of  records,  31715 

Children,  National  Commission 

5««  National  Commission  on  Children 

Christopher  Columbus  Quincentenary 
Jubilee  Commission 

NOTICES 

Meetings,  26534 

CivU  Rights  Conunission 

RULES 

Federal  claims  collection;  salary  offtet.  4350 


f 


PROPOSED  RULES 

Regulatory  agenda,  24994 

NOTICES 

Meetings;  State  advisoty  committees: 

Alabama,  6112 

Arizona  et  al.,  14556 

Arkansas,  27994 

Colorado,  8584 

Connecticut,  34782 

District  of  Columbia,  12358 

Florida,  13251,  15323 

Georgia,  25968 

Idaho,  27994 

niinois.  14556 

Indiana,  28951 

Kansas,  21440 

Kentucky,  18200 

Louisiana,  14556 

Maine,  536 

Michigan,  30013 

Minnesota,  4410 

Montana,  5955 

Nebraska,  18201 

Nevada,  21141 

Ne;W  Hampshire.  14376 

New  Jersey.  19648 

New  Mexico.  32512 

North  CatoUna.  9144.  33795 

North  Dakota.  9144 

Ohio.  12359 

Rhode  Island,  8584 

South  Carolina,  14376 

South  Dakota,  13049 

Tennessee.  11207 

Utah.  18201 

Vermont.  32095 

Washington.  21142 

West  Virginia,  7065,  19648 

Wisconsin,  16649 

Wyoming,  32095 
Meetings;  Sunshine  Act.  8818,  13524,  14624, 

21216,  28656,  32568 
Racial  and  ethnic  tensions  in  American 
communities: 

Los  Angeles,  CA,  26958 

Coast  Guard 

RULES 

Anchorage  regulations: 
New  York,  12539,  21103,  21104 
Wisconsin,  9543 
Qass  II  civil  penalties,  17926  . 

Deepwater  potts: 

Administrative  rules,  1 1 193 
Drawbridge  operations: 
California,  33337,  33338 
Delaware,  16499 
Florida.  6717,  15419,  15420,  I542I,  25560, 

29536,  32292 
Illinois,  27933,  33191 
Louisiana.  1 1 192.  12540,  29972 
Virginia.  16122 

Waterbome  emergency  vessels,  19 
Equiprtient,  construction,  and  materials: 
Personal  flotation  device  components,  29488 
Personal  flotation  device  components  32416 
Inland  navigation  rules: 
Implementing  rules — 
Gulf  Intracoastal-Coastal  Waterway  defined 
as  specified  waters,  27624 
Merchant  marine  officers  and  seamen:,  15901 
Commercial  vessel  personnel;  chemical  drug 
and  alcohol  testing  progtaqu;  pre- 
employment  and  periodic  te^tjng 
exemption.  31104 
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Manning  requirements — 
Crewmember  citizenship  requirements  waiver, 
21 
Marine  licensing,  ceitificatioo  of  registry,  and 

merchant  marine  documentation;  user  fees, 

15228 
Conectioii,  ISIQI 
Organization,  fimcti<»^,  and  authority  delegations: 
Houston  and  Galvenon,  TX;  marine  inspection 

and  Captain  <ft  the  Poit  zones  realignment, 

6716 
IloUution: 
Ballast  water  management  for  vessels  entering 

Great  Lakes,  18330 
Facility  response  plans  and  required  pollution 

response  equipment,  7330,  13SS0 
Vessel  response  plans,  7376,  13708 
Ports  and  waterways  safety: 
Boston  Inner  Harbor,  MA;  saftty  zone,  3376S 
Braddock  Bay  et  al.,  NY,  283S4 
Cape  Fear  River,  NC,  34223 
Chesapeake  Bay,  MD;  safety  zone,  2S946 
Gunpowder  Falls  State  Pt^,  MD;  safety  zone, 

33339 
Inland  waterways  navigation  regulations — 
Lake  Huron  to  Lake  Erie;  speed  limits; 
establishment,  17S26 
Kill  Van  Kull,  NJ  and  NY;  safety  zone,  15089, 

30987 
Patapsco  River.  MD;  safety  zone,  32294 
Providence  River,  RI;  safety  zone,  14151 
Safety  and  security  zones;  temporary  riiles 

issued.  29104 
Safety  and  security  zones,  etc.;  list  of  temporary 

rules,  8543 
Santa  Cruz  Island,  CA  (Pacific  Ocean  South); 

security  zone,  17526 
Tankers;  automatic  pilot  use,  unattended 

machinery  spaces,  and  second  officer  on 

bridge;  requirements,  27628 
Upper  Mississippi  River,  MO;  safety  zone, 

2988,  9543,  15775,  30988,  32293.  32294 
•rince  William  Sound  pilotage,  13360 
Recreational  vessels;  fees,  8884 
Regattas  and  marine  parades: 
3rd  Annual  International  Submarine  Races, 

25558 
Annual  Safety-at-Sea  Seminar,  9118 
Augusu  Pott  Authority  Invitational  Rowing 

Regatta,  13214 
Blessing  of  the  Fleet,  16121 
Blue  Angels  Airshow,  19351 
Budweiser  Sailfish  Regatta,  28353 
Buick  Waiersports  Weekend,  28923 
Chesapeake  Bay  Offshore  Challenge,  17525 
Connecticut  River  Raft  Race.  29968 
Crawford  Bay  Crew  Classic,  9118 
Downtown  Georgetown  Revitalization 

Association's  Harfaorwalk  Boat  Races, 

28922 
iTreworks  on  the  Mississippi,  33334 
Great  Chesapeake  Bay  Swim  Event,  7492 
Great  Kennebec  River  Whatever  Race.  33024 
Harvard-Yale  Regatta,  29968        ' 
Hendersonville  Noon  Seitoma  Drag  Boat  Races, 

30986 
International  Bay  City  River  Roar.  25559 
Lake  Worth  Sunfest  '93,  18008 
Marine  events  within  Second  Coast  Guard 

District,  annual,  26428 
Miami  Beach  Super  Boat  Race,  18009 
Miami  Offshore  Grand  Prix,  28922 
Miller  Genuine  Draft  Offshore  Challenge, 

29971 
Montauk  Grand  Prix.  29970 
Newburyport  Grand  Piix,  33335 


Norfolk  Hatborfest,  3098S  / 

Pony  Penning  Swim.  16357  '■ 

River  Race  Augusta.  32292 
Shaiptown  Outboard  Regatta,  29969 
WelconK  America  Firewoiks  Display.  34222 
WheeUng  Synq>hony  Regatta.  33336 
World's  Playground  Grand  Prix.  30984 
Subdivision  and  stability: 

Diy  cargo  vessels,  17316 
Uninspected  vessels: 
Emergency  position  indicating  radio  beacons. 
13364.  27658 
Vessel  traffic  management: 
Prince  William  Sound  automated  dependent 
surveillance  system;  equipment  carriage 
requirement,  26066 
PROPOSED  RULES 
Dangerous  cargoes: 

Bulk  hazardous  materials.  29890 
Drawbridge  operations: 
California,  7497,  7498 
District  of  Columbia,  6766 
Horida,  6767,  26280 
Louisiana,  12568 
New  York,  27504 
Operation  requirements;  temporary  deviations, 

47 
Oregon,  18358 
Pollution: 
Hazardous  materials;  transfer  hoses  marking, 

8918 
Noxious  liquid  substances  list,  29940 
Offshore  cargo  lightering  operations,  452 
Overfill  devices;  minimum  standards 

establishment,  4040 
Refuse  discharges  from  ships;  repotting  and 
recordkeeping  requirements,  29482 
Ports  and  waterways  safety:  > 

Annapolis,  MD;  safety  zone,  7500 
Boston  Inner  Haibor,  MA;  safety  zone,  28942 
Bristol  Haibor.  Rl;  safety  zone,  29562 
Fairfield,  CT;  safety  zone,  18189 
•    Inland  waterways  navigation  regulations — 
Lake  Huron  to  Lake  Erie;  speed  limits; 
establishment,  4130 
Lower  Hudson  River,  NJ  and  NY;  safety  zone, 

27969,  27970 
Mount  Misery  Fireworks  Display,  32317 
Narragansett  Bay,  Rl;  safety  zone,  15821.  15822 
New  York  Haibor.  NJ  and  NY;  safety  zone. 

19790 
New  York  Haibor,  NY;  safety  zone,  17567 
New  York  Harbor.  NY;  Vessel  Traffic  Service 
New  Yoik  (VTSNY)  boundary  expansion, 
30098 
North  Hempstead  Memorial  Day  Fuewoiks, 

NY;  safety  zone,  19791  *• 

Prince  William  Sound,  AK,  et  al.;  escort  vessels 
for  oil  tankers,  16391 
Hearings,  25959,  29157 
Stratford,  CT;  safety  zone,  19074 
Three  Mile  Harbor,  NY;  safety  zone,  29561 
United  States  navigable  waters;  escort 

requirements  for  vessels,  25766 
Upper  Hudson  River,  NY;  safety  zone,  27506 
Westport,  CT;  safety  zone,  21 132 
Regattas  and  marine  parades: 
Gateway  Poweiboat  Regatta,  25957  ' 

New  Jersey  Offshore  Poweibos^t  Race,  25588 
Tank  vessels: 
Vessels  that  cany  oil  cargoes;  longitudinal 
strength,  plate  thickness,  and  periodic 
gauging;  minimum  standards,  15740 
Uninsported  vessels: 
Commercial  fishing  industry  regulatioiis — 
Correction,  630 

Immersion  suits  for  vessels  operating  in 
coastal  waters  that  are  only  seasonally 
cold,  29502 
Vessel  documentation  and  measurement: 
Controlling  interest;  withdrawn,  12352 


Cominercc 

Waterfront  facilities: 
Break-bulk,  containerized,  and  dry  bulk 
hazardous  materials;  handling,  4127 

NOTICES 

Aquatic  resources  trust  fund,  boat  safety  account; 

financial  assistance  availability,  S79S 
Bridges: 
Devine,  IL;  Elgin,  Joliet  &  Easten  Railroad 

bridge;  hearing,  11434 
Hilton  Head  hjfmi,  NC,  construction;  hearing, 
8443 
Committees;  establishment,  renewal,  termination, 
etc.: 
Chemical  Transportation  Advisory  Conmnttee, 

32411 
Commercial  Fishing  Industry  Vessel  Advisory 

Committee,  26377 
Cook  Inlet  Regional  Citizens'  Adviswy 

Council,  34295 
,  Lower  Mississippi  River  Waterway  Safety 
'    '  Advisory  Committee,  15891,  33137 
National  Offshore  Safety  Advisory  Committee, 

7291 
Prince  William  Sound  Regional  Qtizens' 

Advisory  Cpuncil,  4193,  342% 
Towing  Safety  Advisory  Committee,  12058 
Distress  and  safety  communications: 
Medium  frequency  (MF)  Morse  radiotelegraphy 
services;  discontinuance,  4194 
Environmental  statements;  availability,  etc.: 
Long  Beach,  CA,  28087 
Niagara  Falls,  NY,  16442 
Meetings: 
Chemical  Transportation  Advisory  Committee, 

371,  15396,  33851 
Coast  Guard  Academy  Advisory  Committee, 

6836  , 

Commercial  Fishing  Industry  Vessel  Advisory 

Committee,  26377 
Houston/Galveston  Navigation  Safety  Advisoiy 

Committee,\  15891,  15892 
Lower  Mississippi  River  Waterway  Safety 

Advisory  Committee,  15892,  26582 
Merchant  Marine  Personnel  Advisory 

Conunittee,  11286 
National  Boating  Safety  Advisory  Council, 

26582,  26583 
National  Offshore  Safety  Advisory  Committee, 

15892 
Navigation  Safety  Advis(My  Council,  11286. 

15396 
New  York  Haibor  Traffic  Management 

Advisoiy  Committee.  9589,  12978,  16569, 
33851 
Response  exercise;  woikihops,  12624,  338S1 
Second  Coast  Guard  District  Industry  Day 

Program,  4194 
Towing  Safety  Advisoiy  Committee,  33137 
Navy  Western  Pacific  composite  fleet/general 
Morse  telegraphy  NAVAREX  XII  and 
meteorolqgical  information  broadcast; 
discontinuance,  33851 
Northwest  Pacific  Loran-C;  transfer/closure,  7293 
Regattas  and  marine  parades: 
Marine  events  within  Second  Coast  Guard 
District  annual,  26432 
Tank  level  or  pressure  monitoring  devices; 

technical  feasibility  study,  7292  f 

Commerce  Department 

See  Census  Bureau;  Economic  Analysis  Bureau; 
Economic  Development  Administration; 
Economics  and  Statiistics  Administration; 
Export  Administration  Bureau;  Foreign-Trade 
Zones  Board;  International  Trade 
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Commerce 


Administntion:  Minority  Business 
Development  Agency;  National  Institute  of 
Standards  and  Technology;  National  Oceanic 
and  Atmospheric  Administration;  National 
Technical  Information  Service;  National 
Telecommunications  and  Information 
Administration;  Patent  and  Trademark  Office; 
Technology  Administratioo;  Travel  and 
Touiisin  Administntion 

PROPOSED  RULES  ^ 

Regulatory  agenda,  24100 

NOTICES 

Advisory  committees;  lepofts  on  closed  meetings; 

availability,  21703 
Agency  information  collection  activities  under 

0MB  review.  3007,  3250,  4410,  5707.  5708. 

5956,  6473.  7767,  8735,  8929,  11832,  12930. 

13251.  13252.  13583.  15840.  16521.  16811, 

17379,  18078.  18367.  21142,  21440.  21560. 

25603.  26098,  26286.  26287.  27520.  27707. 

28548,  28951.  29808.  30013.  31009.  32644. 

33070,  33071.  33433.  34409.  34988 
Committees;  establishment,  renewal,  temunation, 

etc.: 
Future  of  Woiker-Manageroent  Relations 
Commission.  27311 
Organization,  functions,  and  authority  delegatioos: 
Sunmury;  1992  CY.  11833 

Commercial  Space  •Transportation 
Office 

RULES 

Licensing:  , 

User  fees;  removal,  3826 

Commission  of  Fine  Arts 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.; 
National  Capital  arts  and  cultural  affairs 
program,  9149 
Meetings,  6388.  25972 

Commission  on  Agricultural  Workers 

NOTICES 

Report  to  Congress,  7215 

Commission  on  Immigration  Reform 

NOTICES 

Meetings,  8972,  18081 

Conunission  on  National  and 
Community  Service 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  29810 
Grants  and  cooperative  agreements;  availability, 
ett.: 
Summer  of  Service  program,  12990 
Summer  of  Service  youth  corps  program.  12995 
Meetings;  Sunshine  Act  21331,  33487 

Conunittee  for  Purchase  From  People 
/I     Who  Are  Blind  or  Severely 
Disabled 

NOTICES 

Procurement  list;  additions  and  deletions,  89,  90. 
3262.  4656.  4657.  5959.  6476.  6477.  7215, 
8260,  9150,  9151.  11589.  11590.  12579. 
13586,  15136^^5137,  16401,  16402,  17385, 


17386,  18377.  18378.  18379.  19805.  21706, 
21707,  26124,  27271,  27272,  28562,  28563, 
28564.  29568.  29569.  29570.  31016,  31017. 
31694.  31695.  32654.  32655.  32656.  33621. 
33622.  34424.  34425.  34426 

Committee  for  the  Implementation  of 
Textile  Agreements 

NOTICES 

Bilateral  agreenwnt  negotiations  (1993),  89 
Cotton,  wool,  and  man-made  textiles: 
Argentina.  28858 
Bahrain,  11219 

Bangladesh,  86,  5958,  6117.  6624.  16524 
Brazil.  6248.  13744.  14381.  31189,  34568 
Bulgaria,  11220,  15485 
China,  7125,  13743,  26962.  33255,  33256, 

34568.  34990 
Costa  Rica,  31189,  34991 
Czech  Republic.  33256 
Dominican  Republic,  3539.  5716.  8036 
Egypt,  7126 
El  Salvador,  6249 
Former  Czech  and  Slovak  Federal  Republic, 

3936 
Hong  Kong.  537 
India,  7548.  34569 
Indonesia,  5360,  6952,  13585,  16525.  17208, 

18205.  27271.  29392.  31190,  33799 
Jamaica,  7549 
Korea,  28395 
Laos,  8037,  17384 
Lebanon,  4656 
Macau,  34569 
Malaysia,  M991 
Mexico,  88,  34992 
Myanmar,  13744 
Oman,  12029,  30027 
Pakistan.  21446.  33085.  33257.  33258 
Panama,  14560 
Philippines,  28562 
Poland,  31191 
Qatar.  33933 
Romania,  15329 
Slovak  Republic,  <332S9 
Sri  Lanka,  12941,  17863.  18376,  21286,  34570 
Taiwan,  34571 

Thailand,  14382,  15328,  28396 
United  Arab  Emirates,  344,  13060.  26120, 

28858 
Uruguay,  34427 
Various  countries,  34572 
Export  visa  requirements;  certificatioa,  waivers, 
etc.: 
Bahrain,  9149 
China,  16653.  29393 
Egypt,  5361 
Hong  Kong,  87,  6677 
Indonesia,  5717 
Lesotho,  26121 
Sri  Lanka,  32107 
Olegal  transshipments;  new  U.S.  policy,  34993 
Special  access  and  special  regime  programs; 
participation  denial: 
I.  Appel  Corp.,  26121  ^ 

Textile  and  apparel  categories: 
Correlation  with  U.S.  Harmonized  Tariff 
Schedule,  7126,  9150 
Textile  consultation:  review  of  trade: 
Argentina,  13057 
China,  14561 
Colombia,  13058 
CosU  Rica,  13059 
Guatemala,  32521 
Indonesia.  5362 


irogram;  amended,  4063 


Pakistan.  15486.  18081.  19656,  33238 
Sri  Lanka,  8586  ' 

United  Arab  Emirates,  5363 

Conunodity  Credit  Corporation 

RULES 

Conservatio 
Export  programs: 
Emerging  democracfss  facilities  guarantees, 
11786,  15901 
Correction.  13684.  21218 
Loan  and  purchase  programs: 
Disaster  payment  program.  19767 
Disaster  payment  program  and  tree  assistance 

program  (1990-1992),  9107 
Extra  long  staple  cotton;  acreage  reduction 
percentage,  12332 
Correction,  18304 
Feed  grain  acreage  reduction,  paid  land 

diversion  program,  feed  grain  and  oilseed 
price  support  rates  (1993  crops),  4303 
Feed  grains,  rice,  upland  and  extra  long  staple 
cotton,  wheat,  and  related  programs  (1993 
crops),  12329 
Grain  and  similarly  handled  commodities;  crop 

wheat  as  collateral;  correction,  28446 
Grains  and  similariy  handled  commodities, 

14495 
Price  support  levels — 
Cotton,  15261 
Peanuts,  33884 
Rice,  15416 
Tobacco,  11960 
Upland  cotton  marketing  certificate  provisions, 
15755 

PROPOSED  RULES 

Loan  and  purchase  programs: 
Peanuts;  price  support  and  poundage  quota 
programs — 
1993-1995,  3514 
Sugar  and  crystalline  fructose;  marketing 
aUotments  (1992-1996  FYs),  16126 
Wheat  acreage  reduction;  1994  program,  17807 
Wheat  and  feed  grain  (1993-1995  crops),  12338 

NOTICES 

Chicago  Board  of  Trade;  options  pilot  program, 

21876 
Feed  grain  donations: 
Blackfcet  Tribe  of  Blackfeet  Indian  Reservation, 

MT,  6202 
ColviUe  Indian  Reservation,  WA,  13444 
Fort  Berthold  Indian  Reservation,  ND,  1 1207 
Spokane  Indian  Reservation.  WA.  13445 

Commodity  Futures  Trading 
Commission 

RULES 

Broker  associatiotis;  registration  requirements. 

31167 
Conunodity  customer  protection;  risk  disclosure  by 
futures  conunission  merchants  and 
introducing  brokers;  bankruptcy  disclosure, 
17495 
Correction.  22020 
Commodity  Exchange  Act: 
Financial  repotting  by  introducing  brokers; 
customer  fiinds  investments  valuation  by 
futures  conunission  merchants,  10949, 
12988 
Commodity  option  transactions;  fiitures 
commission  merchants;  discretionary 
accounts;  requirements,  30701 
Commodity  pool  operators  and  conunodity  trading 
advisors: 
Computation  of  rate-of-retum  for  cotiuiwdity 
trading  advisors  and  presentation  of  rate- 
of-retum  in  past  performance  tables.  8226 
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Exclusion  of  regulated  persons  fnm  commodity 
pool  operator  definition,  6371 
Contract  maiket  designation;  q>|rfication  fee 

schedule.  19769 
Contract  maiket  emergency  actions,  26229 
Domestic  exchange-traded  commodity  options; 

recofdkeeping  requirements,  28500 
FMeral  speculative  position  limits,  17973 
Foreign  futures  and  options  transactions: 
Option  contracu  permitted  to  be  offered  or  sold 

in  United  States.  10953 

Sydney  Futures  Exchange,  19209 

Futures  Trading  Practices  Act  of  1992; 

contemporaneous  written  records  of  orders 
pilaced  with  contract  market  members  by 
other  members  present  on  floor.  31162 
Hybrid  instruments: 
Securities  or  depository  instruments  containing 
featured  similar  to  conuiKxlity  fiitures  or 
commodity  option  contracts.  5580 
Organization,  functions,  and  authority  delegations: 
Eastern  regional  office;  address  change; 
correction,  7040 
.1  tactice  and  procedure: 

Floor  traders,  registration;  mandatory  ethics 
training  for  registrants  and  suspension  of 
registrants  and  suspension  of  registrants 
charged  with  felonies,  19575 
CoiTCction,  21776 
No-action,  interpretative  and  exemption  letters 
and  other  written  communications;  public 
availability;  correction,  6677 
1  lecordkeeping;  computer  generated  reports  on 
optical  disk  substituted  for  hard  copy  reports, 
27458,  27465 
Reporting  requirements: 
Conunodity  pools,  conunodity  trading  advisors, 
and  partnerships;  futures  positions; 
financial  interest  definition  and  controlled 
accounts  information,  33327 
:  ipeculative  position  limits  exemption  for  positions 
with  common  owner  but  independently 
controlled;  correction,  6854 
Swap  agreements;  exemption.  5587 

FROPOSED  RULES 

Commodity  Exchange  Act: 
Account  identification  for  orders  submitted  on 
behalf  of  multiple  customer  accounts, 
26270 
Domestic  exchange-traded  commodity  options; 

recordkeeping  requirements,  143(48 
Self-regulatory  organization  governing  boards 
and  major  disciplinary  committees; 
composition,  13565 
(^mmodity  pool  operators  and  conunodity  trading 
advisors: 
Exclusion  of  otherwise  regulated  persons  fiom 
commodity  pool  operator  definition,  32314 
lomplaints  against  registered  persons;  class  action 
suits,  17369 
Contract  market  emergency  actions.  7056 
Domestic  exchange-traded  commodity  option 
I      transactions: 
Futures  commission  merchants;  disciplinary 
actions  notification  requirement,  4948 
Federal  speculative  position  limits,  18057 
Practice  and  procedure: 
Hoor  traders,  registration;  mandatory  ethics 
training  for  registrants  and  suspension  of 
registrants  charged  with  felonies,  6748 
\|legistered  futures  associations  and  exchange 
rule  enforcement  and  fiumcial  reviews;  fee 
schedule,  28365 
Rtgalatoiy  agenda,  2S2S8 
Raiting  requirements: 

i  Commodity  pools,  conuiKxlity  trading  advisors, 
and  partnerships;  futures  positions; 


i 


finncial  interest  definitioo  and  controlled 
accounts  information.  13716 
Trading  standards: 
Dual  trading  by  floor  brokers;  prohibition, 
13025,13684 

NOTICES 

ComniittBes;  establishment,  renewal,  termiiuitioa, 
etc.; 
Agiicuhural  Advisory  Committee,  27998 
Fmancial  Products  Advisory  Conmuttee,  25812 
Contract  market  proposals: 
ducago  Board  of  Trade — 
Catastrophe  insurance,  91 
Non-member  officials  of  member  fitins  and 
non-member  parent  firms;  registration. 
91.  11591 
Chicago  Mercantile  Exchange.  Inc.  et  al. — 

Cross-margining  programs.  4412 
Chicago  Mercantile  Exchange,  Inc. — 
Australian  dollar;  rolling  spot,  34993 
Canadian  dollar,  etc.;  rolling  spot  futures  and 

options,  16177 
Clearing  firms  retention  of  profits  from  trades 

in  excess  of  prescribed  limits,  8741 
Live  cattle,  etc.,  19236 
Rolling  spot  pound  sterling,  6952 
Standard  &  Poor's  500  Stock  Price  Index, 
19090 
Chicago  Mercantile  Exchange — 
Standard  and  Poor's  500  Stock  Price  Index, 
etc.,  26534 
Coffee,  Sugar  &  Cocoa  Exchange,  Inc. — 

Cheddar  cheese  and  non^  dry  milk,  5960 
Commodity  Exchange.  Inc.' — 

Copper,  27544 
Miimeapolis  Grain  Exchange^ 

Frozen  shrimp,  8261 
New  York  Cotton  Exchange — 

Cotton  No.  2,  3015,  18206 
New  York  Futures  Exchange^ 

Utility  index  futures,  31191 
New  York  Mercantile  Exchange — 

Electronic  trading  system  access.  21560 
Non-mendxr  officials  of  member  firms  and 
non-member  parent  firms;  registration, 
6388 
Energy  products;  exemption  for  certain  contracts, 

6250. 21286     . 
Meetings: 
Agricultural  Advisory  Committee.  25813 
Financial  Products  Aidvisoiy  Commitiee,  1 1220, 

34784 
Regulatcty  Coordination  Advisory  Committee, 
27273 
Meetings;  Sunshine  Act,  375,  4201,  5059,  6676, 
7178,  9242,  11097,  11448,  12452,  12984, 
13682.  15178.  15521.  17304.  17641.  19150, 
21331.  26812,  28092.  29452.  32171,  33145, 
33855 
National  Futures  Association: 
Registration  processing  functiona^rformance 


with  respect  to  floor  I 
19657 
Privacy  Act: 

Systems  of  records.  19659N 
Senior  Executive  Service: 
Performance  Review  1 


I  and  brokers. 


membership,  34784 


Commuiiity  Services  OffioB 

NOTICES  ^ 

Graqts  and  cooperative  agreements;  availability, 
ete.: 
Job  opportunities  for  low-income  int^viduaU 
program,  28310 
State  median  income  estimates  for  foiir-^ 
families  (1994  FY),  18220 
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Conminer 
ComptroDer  of  die  Currency 

RULES 

Corporate  activities;  rules,  policies,  and 
procedures: 
Directors  and  senior  executive  officen;  changes, 
27443 
Intangible  assets;  capital  treatment,  16481 
Interpretive  rulings: 

Messenger  services.  4070 
Investment  securities,  27443 
National  bank  insiders;  credit  extensions.  27453 
Real  estate  appraisals: 

Real  estate  lending  standards;  conection,  4460 
Rules,  policies  and  procedures  for  corporate 
activities: 
National  banks;  mergers  or  consolidtfions  with 
Federal  savings  associations;  establishment, 
6441 

PROPOSED  RULES 

Fair  housing  home  loan  dau  system,  27484 
National  bank  securities,  offers  and  sales; 

disclosure  requirements;  extension,  4600 
Real  estate  lending  and  appraisals: 
Other  real  estate  owned  (OREO);  national  bank 

treabnent,  26695 
Threshold  level.  31878   ' 
Regulatory  agenda,  24791 

NOTICES 

Federal  banking  and  thrifk  agencies;  capital  and 
accounting  standards  differences;  report  to 
Congress,  13675  " 

Congressional  Budget  Office  . 

NOTICES 

Balanced  Budget  and  Emergency  Deficit  Control 
Reaffirmation  Act  (Granun-Rudman- 
Hollings): 
Sequestration  preview  report  for  1994  FY 
transmittal  to  Congress  and  OMB,  17576 

Conservati<Hi  and  Renewable  Energy 
OfTice 

RULES 

Schools,  hospitals,  and  buildings  owned  by  local 
'  government  units  and  public  care  institutions; 

grant  programs,  9424 
Weatherization  assistance  program  for  low-income 

persons,  12514 

NOTICES 

Consumer  products;  energy  conservation  program: 
Residential  eneigy  resources;  average  unit  costs, 
345 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Export  Council  for  Renewable  Energy,  1 3260 
National  industrial  competitiveness  through 
efficiency,  energy,  environment,  and 
economics  State  program.  15492 
Iiuovative  utility  conununications  technology; 
congressional  report  on  proposal  to 
demonsmte.  4987 
Meetiiigs:  .  ^ 

Suae  Energy  Advisory  Board,  16191 

Consumer  Product  Safety 
Commissi<^ 

RULES 

Conflict  of  interests,  12335 
Consumer  Product  Safety  Act: 
Consumer  product  involved  in  death  or  grievous 

bodily  injury;  reporting  requirements; 

imeipfetative  rule,  16119 


naramable  Fabncs  Act: 
Children's  sleepwear  (Sizes  0-6X  and  7-14) 
flammability  Mandards;  stay  enforcement, 
4078 

PROPOSED  RULES 

Cigarette  lighten,  child-resistant,  8S6S 
Ranunabie  Fabrics  Act: 
Children's  sleepwear  (sizes  0-6X  and  7-14); 
flanunability  standards  for  tight  fitdng  and 
infant  garments,  4111 
Hazardous  substances: 
Choking  hazards — 

Balloons;  withdrawn,  8023 
Clacker  balls;  definitions  and  nuuumum  ball- 
weight,  cord  length  and  nunimuni  safety 
factor  specifications,  34385 
Marbles;  withdrawn,  8020 
Small  balls;  withdrawn,  8016 
Toys  and  other  articles  for  children  over  3 
years;  small  parts  presenting  choking, 
aspiration,  or  ingestion  hazards;  withdrawn, 
8013 
Regulatory  agenda,  25268 
Regulatory  Flexibility  Act;  review  of  existing 
rales: 
Omnidirectional  citizens  band  base  station 
antennas,  15815 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  6624,  7881.  13745,  31945 
Commission's  long  range  plan;  public  hearing, 

13746 
Meetings: 
Cigarette  Fire  Safety  Technical  Advisory  Group, 
3263.  18082,  30776.  34038 
Vteetings;  Sunshine  Act,  3990,  8653,  12631, 
13825,  17304.  17641,  19150,  21626,  26183, 
27619,  29025,  29855,  32002,  33143.  34125, 
34841 
Senior  Executive  Service: 

Perfotmance  Review  Board;  membership.  29199 
Settlement  agreements: 
Caribe  Marketing  &  Saks  Co.  Inc..  17864 
Ektelon,  Inc.,  17866 

Franco- American  Novelty  Co.,  Inc.,  13747 
Newco,  Inc.,  26125 
PoUy  Gaz  International  Corp.,  25972 
Unique  Industries,  Inc.,  29200  " 

Cot^rative  State  Research  Service 

RULES 

Rangeland  research  grants  program; 
administration,  21852 

PROPOSED  RULES 

Biotechnology  risk  assessment  research  grants 
program;  administrative  procedures,  11910 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Beef  carcass  trimming  versus  washing  study. 

33925 
Biotechnology  risk  assessment  research 

program.  19528 
Rangeland  research  program,  13332 
Small  business  innovation  research  program, 

34239 
Special  research  programs — 
Aquaculture  research,  7182 
Wood  utilization  research,  1 1 144 
Meetings: 
Agricultural  Research  and  Extension  Users 
National  Advisory  Board,  5705,  26529 
Agricultural  Science  and  Technology  Review 
Board.  13737,  33794 


Committee  of  Nine,  14376 
National  Sustainable  Agriculture  Advisory 
Council,  31188 

Copyright  Office,  Library  of  Congress 

RULES 

Oaims  registration: 
Daily  newspapers;  group  registration;  correction, 
17778 
Digital  audio  recording  devices  and  media; 

statements  of  account,  9544 
Practice  and  procedure  rules: 
Computer  shareware  and  donation  of  public 
domain  software;  registry  of  documents. 
29105 

PROPOSED  RULES 

Cable  and  satellite  carrier  royalty  refiinds,  34544 
Digital  audio  recording  devices  and  media; 

statements  of  account;  auditing  and 

confidential  access,  27251    . 

NOTICES 

Cable  compulsory  license;  major  television  market 

list,  34594 
Document  cover  sheet  availability,  3297 
Meetings: 
Audio  Home  Recording  Act;  implementation; 
statennenu  of  account,  29001,  31067 

Copyright  Royalty  Tribunal 

RULES 

Digital  Audio  Recording  Technology  Act: 

implementation,  6441,  13413 
Correction,  8655 
Noncommercial  broadcasting;  copyrighted  works 

use;  royalty  fees;  correction,  7051,  8820 
Organization,  functions,  and  authority  delegations. 

5616 

NOTICES 

Audio  home  recording  royalty  fees: 

Distribution  proceedings,  29810 
Cable  royalty  ,^^: 

DistributiofTproceedings,  17387,  29571 
Meetings;  ^bnshine  Act,  34497 
Satellite  cahier  royalty  fees: 

Distribution  proceedings,  7845,  17576 

Council  on  Environmental  Quality 

NOTICES 

National  Environmental  Policy  Act;  pollution 
prevention,  6478 

Customs  Service 

RULES 

Administrative  ralings: 
Desktop  rv  computer  monitors;  country  of 
origin  markings;  final  determination,  21538 
Articles  conditionally  free,  subject  to  reduced  rate, 
etc  : 
Aircraft  reciprocal  privileges — 

Singapore,  18146 
Strategic  and  Critical  Materials  Stock  Piling 
Act;  certifications,  34522 
Centralized  examination  stations,  5596 

Correction,  6574 
Customs  bonds: 
Duty-free  stores  designation  as  warehouses; 
effective  date  delay  rescinded,  29349 
Financial  and  accounting  procedures: 

Importer  record  number  freeze  program,  34366 
Fingerprints  submission;  fees,  15770 
Merchandise  entry: 
Liquidated  damages  assessment  for  failure  to 
deposit  estimated  duties,  taxes  and  charges. 


or  to  remit  passenger  processing  fees  to 
Customs.  30979 
Special  summary  steel  invoice  elimination, 
16349 
Merchandise,  special  classes: 
Import  sanctions — 

Bolivia;  antique  ceremonial  textiles,  29348 
Textiles  and  textile  products  from  U.S.  insular 
possessions;  country  of  origin,  19347. 
29454 
Correction,  21334 
Organization  and  functions;  field  organization, 
ports  of  entry,  etc.: 
Morgan  City,  LA,  21350 
RcedviUe  and  Cape  Charies  City,  VA,  21349 
Vicksburg,  MS;  port  limits  extension,  25933, 

27336 
Washington  District  realignment,  21350 
Vessels  in  foreign  and  domestic  trades: 
Conforming  amendments,  13195 
Reciprocal  privileges — 
Brazil;  removal,  12538 

PROPOSED  RULES 

Air  commerce: 
Private  aircraft  designated  landing  locations;  list 
additions — 
Douglas  Municipal  Airport,  AZ,  19366 
Articles  conditionally  free,  subject  to  a  reduced 
rate,  etc.: 
Special  tariff  treatment  provisions  and 
programs;  certain  documentation 
requirements  elimination,  4615 
Coirection.  6677 
Customs  bonds: 

Automated  surety  interface,  5680,  16632 
Entry  process: 
Filer  codes  and  identity  of  individuals,  brokers, 
or  importers  assigned  codes;  list 
publication,  4115 
Organization  and  functions;  field  organization, 
potts  of  entry,  etc.: 
Lehigh  Valley,  PA,  28803 
Petitions  by  domestic  interested  parties: 

Down  comforters;  classification,  30726 
Regulatory  agenda,  24803 
Vessels  in  foreign  and  domestic  trades: 
Vessel  repair  applications  for  reUef  from  duty, 
4114 

NOTICES 

Commercial  gauger 
Approval — 
Unimar,  Inc.,  International,  14612 
Copyright,  trademarks,  and  trade  name 

recordations;  public  inspection,  21772 
Country  of  origin  marking: 

Czech  Republic  et  al.,  15519 
Customhouse  broker  license  cancellation, 
suspension,  etc.: 
Anderson,  Kenneth  A.,  Jr.,  3586 
IRS  interest  rate  use  in  calculating  interest  on 

overdue  accounts  and  refunds,  21622,  33140 
Meetings: 
Electronic  data  interchange  for  global  trade; 
conference,  27056 
Merchandise,  special  classes: 
China;  importation  of  convict,  forced,  or 
indentured  labor  made  goods — 
C^nghai  Hide  &  Garment  Factory,  32746 
Pressed  and  toughened  (specially  tempered) 
glassware;  testing;  comments  solicitation, 
31786 
Related  party  transactions;  transfer  pricing,  5445 
Senior  Executive  Service: 
PerformaiKX  Review  Boards;  menibership, 
33140 
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Tariff  rate  quotas: 

Tuna  fish,  18301 
Trade  name  recordation  applications: 

Dovex  Inc.,  18446 

Modular  Computer  Systems,  Inc.;  rescission, 
158% 

NLC.  Inc.,  21772 

Redco  Sales  Co..  34298 

US.  Rope  Co.,  12629,  12630 

U.S.  Rope et  al.  32169 

Wemco,  Inc..  IS896 

Defense  Department 

See  Air  Force  Department;  Army  Department; 
Defense  Logistics  Agency;  Engineers  Corps; 
Navy  Department;  Strategic  Environmental 
Research  and  Devel(^ment  Program 
.Scientific  Advisory  Board;  Uniformeu 
Services  University  of  the  Health  Sciences 

RULES 

Acquisition  regulations: 
Industrial  modernization  incentive  program, 
(^  32062 

Miscellaneous  amendments.  284S8,  32416 
Ozone -depleting  substances;  elimination,  32061 
'  Recoupment  of  nonrecurring  costs  on  sales  or 
licensing  of  U.S.  items.  16782 
Correction,  18448 
Contracting: 
Contractors  receiving  contract  awards  ($10 

million  or  mote),  239 
Recoupment  of  nonrecurring  costs  on  sales  of 
U.S.  items,  16497 
DOD  cooperation  with  civilian  law  enforcemenf 
officials;  Ametican  Forces  Radio  and 
Television  Service  (AFRTS);  Armed  Forces 
Institute  of  Pathology  (AFIP);  CFR  Paru 
removed,  25776 
Federal  Acquisition  Regulation  (FAR): 
FMeral  construction  contracts;  open  bidding, 

12140 
Nonmanufacturer  rule;  correction,  38SO 
U.S.  and  European  Economic  Conununity; 
memorandum  of  understanding; 
government  procurement  and  sanctions 
impose^  on  European  Community,  31140 
Military  service  obligation  fulfillment,  etc.;  CFR 

Parts  removed,  27205 
Organizations,  functions,  and  authority 
delegations: 
Navy  Department;  Defense  Printing  Service, 
5293 
Personnel: 
Senior  Reserve  Officers  Training  Corps 
program;  CFR  Part  removed,  13550 
Reserve  components,  military  standby  air  travel, 
and  industrial  preparedness  plaiming;  CFR 
Parts  removed,  21927 
Sale  of  military  equipment  to  law  enforcement 
and  firefighting  agencies,  etc.;  CFR  Parts 
removed,  7865 
Vocational  rehabilitation  and  education: 
Veterans  education — 
Post-Viemam  era  veterans'  educatiotial 
assistance  program,  31910,  34526 
Veterans'  Educational  Assistance 

Amendments;  implementation.  34368 

PROPOSED  RULES 

Civilian  health  and  medical  program  of  uniformed 
services  (CHAMPUS) 
Specialized  treatment  services  program; 
nonavailability  statements;  peer  review 
organization  program;  supplemental  care, 
27692 
Federal  Acquisition  Regulation  (FAR): 
Regulatory  agenda.  25238 


Regulatory  agenda.  24176 
NOTICES 

Agency  ihformation  collection  activities  under 
0MB  review,  92,  3017.  4415.  4658,  4659. 
7127.  8038.  9562.  13587.  14203.  15841. 
15842.  16815.  16816.  17577,  19090.  21145, 
29201,  30028,  30029.  31946.  32346,  33086. 
33800.  34245,  34784  ^ 

Base  closures  and  realignments:  i 

Ust  additions,  21561,31192 
Reconunendation,  14002 
Recommendations,  31192 
Civilian  health  and  medical  program  of  uniformed 
services  (CHAMPUS): 
DRG-based  payment  system;  rates  and  weights; 

correction,  13253 
Rate  revision,  6254 

Reform  initiative  demonstration  project,  26289 
Committees;  establishment,  renewal,  terminatioa. 
etc.: 
Depot  Mainteiumce  Consolidation  Study  Group. 

5364 
DOD  Government-Industry  Technical  Data 

Committee.  26127 
Enviroomental  Response  Task  Force,  32522 
Govemment-Indusoy  Advisory  Committee  on 
Operation  and  Modernization  of  National 
Defense  Stockpile.  21296 
Cosmetic  surgery  reiinbuisement  rates.  14562 
Couits-Mattial  Manual;  amendments.  19409 
Defense  Base  Gosure  and  Realigimient 

Commission,  13587,  15238.  16526,  21297, 
26963,  30028,  33933 
DoD  directives  system  annual  index;  availability. 

14563 
Environmental  statements;  availability,  etc.: 
Theater  missile  defense  program,  21561 
Yuma  Training  Range  Complex,  CA  and  AZ; 
military  training  procedures,  facilities 
constructioo,  and  airspace  utilization 
reconfiguration,  28859 
Federal  Acqtiisition  Regulation  (FAR): 
Agency  information  collection  activities  under 
OMB  review,  539,  5962,  6389,  6481,  7549, 
8046,  8588.  12945,  12946,  13252.  15489. 
15490.  15844,  16653,  19664,  32108. 
33435,  33436 
Federal  telecommunications  standards: 
Federal  buildings  telecommunication 

infirastructure,  19663 
Teleconununications — 
HF  radio  modems;  proof-of-concept  testing 
of  prototype  equipment,  21297 
Fbreign  assistance  determinations: 

Ecuador.  4658 
Foreign  operations: 
Excess  landing  craft;  transfer  to  Colon^ia. 

12941 
Excess  trucks  and  trailers;  transfer  to  Paraguay. 
34428 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Defense  technology  conversion,  reinvestment, 
and  transition  assistance  program.  15842, 
29202    ' 
Technology  reinvestment  project;  regional 
briefings.  18379 
Meetings: 
Ada  Board.  17209 
Defense  Information  School  Board  of  Visitors. 

19664  ^ 

Defense  Intelligence  Agency  Scientific  Advisory 

Board.  29571        ^ 
Defense  Intelligence  College  Board  of  Visitors. 

31946 
Defense  Systems  Management  College 
of  Visitors.  27999 
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Defoise 

Dependents'  Education  Advis<»y  Council. 

13060 
DIA  Advisory  Board,  7216 
DOD/DOE  System  Safety  Red  Team  Advisory 

Committee,  6625 
DOD  Govemm^t-Industry  Technical  Data 

C:ommittee,  11592,26127 
Education  Benefits  Board  of  Actuaries,  34785 
Education  of  Dependents  with  Disabilities 

National  Advisory  Panel,  21561 
Electron  Devices  Advisory  Groq>,  6625,  12222, 

16526,  19091,  28565,  32522 
FMeral  Wireless  Users  Forum.  19663 
Government-Industry  Technical  Data 

Committee,  61 17,  29206,  29393.  32523 
Military  Justice  Joint  Service  Committee,  19410 
Military  f^ersonnel  Testing  Advisory  Committee. 

13061,  34246 
National  Security  Telecommunications  Advisory 

Committee,  17576,  26739 
Nuclear  Weapons  Surety  Joint  Advisory 

Committee,  15138.  25632 
Retirement  Board  of  Actuaries.  34785 
Scienoe  Board.  7SS0 
Science  Board  task  forces.  4658.  5364.  7550. 

8742.  8743.  12942.  14205.  17868.  21146. 

21974.  26963,  30028,  31946 
Scientific  Advisory  Board.  4415,  26739 
Scientific  Advisory  Group  on  Effects,  26127 
Strategic  Conunand  Strategic  Advisory  Group. 

13588 
Telecommunications  Service  Priority  (TSP) 

System  Oversight  Comtmttee,  25976 
U.S.  Court  of  Vfilitaty  Appeals  Code 

Commitlee.  2S97S 
Wage  Committee.  92, 19091.  26963 
Women  in  Services  Advisory  Conmuttee.  8742. 

34246 
Privacy  Act: 

Systems  of  records,  I00Q2.  21146 
Senior  Executive  Service: 
Performance  Review  Boards;  membership. 

33934,  34246,  34427 
Travel  per  diem  rates,  civilian  peisonnel;  changes. 
3263.  26964.  31946 

Defense  Logistics  Agency 

NOTICES 

Meetings: 
Science  Board  task  forces.  31696 

Privacy  Act: 
Computer  matching  programs.  29397 
Systems  of  records.  3939.  13462.  25819.  316«gL 

* 

Defense  Nadear  FadUties  Safety 
Board 

RULES 

Conflict  of  interests;  organizational  and  consultant; 

correction,  13684 
Freedom  of  Information  Act;  implementation 
Fee  schedule.  21241 

NOTICES 

Conflict  of  interests  tesolutioa: 

Peatistein,  Dr.  Sol.  4413 
Meetings;  Sunshine  Aa  375.  3990.  4201.  6335. 

33855 
Privacy  Act:  » 

Systems  of  records.  7129 
Recommendations:  • 

Critical  experiment  capability  need,  16654 
Energy  Department  defense  nuclear  facilities; 
technical  capability  improvement.  6389. 
32109 
Environmental  restoration  management 

contracts;  health  and  safety  factors,  34247 
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Secretary  of  Eimgy;  trip  repoHs  tmumitta]  and 
other  safety  infonnation;  policy  statement, 
46S9 

Delaware  River  Basiii  Commissioii 

PROPOSED  RULES 

Pnctic^  and  procedure  lules: 
Administrative  manual — 
Nonpoint  lources  of  poUution;  special 
protection  waters;  hearings.  183S2 

iwncES 

Comprehensive  plan  and  water  code;  and 

administrative  manual;  amendments,  18380 

Hearings,  3940,  7882,  14384,  21446,  29399, 
33260 

Drug  Enforcement  Atlministration 

RULES 

Diversion  control  program;  registration  application 

fee  schedule;  adjustment,  15272  "< 

Manufacturers,  distributors,  and  dispensers  of 
controlled  substances;  registration,  ete^ 
Mid-level  practitioners;  definition  and 
registration,  31171 
Cotrectioa,  31907* 
Schedules  of  controlled  substances: 
Alpha-ethyltryptamine,  13S33 
Catiunone  and  2,S-dimethoxy-4- 

ethylamphetaraine,  4316 
Exempt  anabolic  steroid  products,  16772, 

34707.  34708 
Exempt  chemical  preparations,  17106 
Methcnhinone,  2S934 
Veterinary  anabolic  steroid  implant  products, 

15088  •     / 

Zolpidem,  7186  / 

PROPOSED  RULES 

Manufacturers,  distributors,  and  dispensers  of 
controlled  substances;  registration,  etc.: 
Federal,  State,  or  local  government  operated 
hospital/clinics;  employees  fee  exemption. 
31180 
Schedules  of  controlled  substances: 
Alpha-ethyltryptamine,  4370 
Levo-alptiacetylmethadol,  23790 
Methcathinone,  25788 

NOTICES 

Schedules  of  controlled  substances;  production 
quotas: 

Noroxymorphooe,  27751 
Applications,  hearings,  deUrminatioiu,  etc.: 

Achalla,  Lakshmi  N.,  Muity,  M.D.,  14426 

Alford,  William  L.,  Jr..  M.D.,  7246 

Ambadgis,  Theodore  T.,  M.D.,  5759 

Angiolicchio.  Ruggero,  M.D.,  14426 

Beukenkamp,  Cornelius  J.,  Jr.,  M.D.,  28416 

Binding  Site,  Inc.,  14427.  26351 

Blakely,  Guy  Smith,  M.D.,  28993 

Btidgeway  Trading  Cotp.,  7817 

Brown,  Gary  L..  M.D.,  26351 

Constant.  Fred  G..  M.D.,  28038 

Dupont  Pharmaceuticals,  7817,  14427 

Gaber,  Ahmed,  M.D.,  15377 

Gamad,  Romulo  Robleda.  Jr.,  MJ)..  7247 

Ganes  Chemical,  Inc.,  15378,  26559 

Jai^n.  Inc..  12974,  26352 

Johnson  Matthey  Inc.,  3560.  17284,  25848 

Kirk,  Uwell  O.,  M.D.,  15378 

Knight  Seed  Co.,  Inc.,  5416 

Knoll  PharmaceuticaU.  12974,  26352 

Konstantin.  Karl,  M.D.,  15379 

Lonza  Riverside.  26352 

MaUinckrodt  Specialty  Chemicalt  Co..  12053, 
12974,  26352 


MD  Pharmaceirtical,  Inc.,  12053 
Med-Physics,  Inc..  12053.  30184 
Minn-Dak  Growers  Ltd.,  6313,  13505 
Monroe,  Elliott  F.,  MX).,  16704 
Moore,  Sam  F.,  D.V.M.,  14428 
Motamed,  Michael  M.D..  15882     * 
Nonunco  of  Delaware.  Inc..  14429.  26352, 

26353 
North  Pacific  Trading  Co.,  583 
Orpham,  Inc.,  26353 
Orpharm,  Inc.,  11063 
Perzik,  John  David.  M.D.,  14429 
Piust,  James,  25848 
Radian  Corp..  26353,  26559.  32722 
Rahmati,  Ben,  D.D.S.,  21187 
Ramirez,  Rodrigo  I.,  MJ).,  15381 
Red  River  Foods,  Inc.,  5759 
Research  Biochemicals  Inc.,  583,  11424 
Riverside,  Lonza.  14430 
Roberts  Laboratories,  Inc.,  30184 
Roche  Diagnostic  Systems,  Inc.,  27310 
Rucker.  R.  James,  Jr..  D.D.S.,  28417 
Ryan.  Charles  H.,  M.D..  14430 
Sanofi  Winthrop  Pharmaceutical,  12975 
Shah,  Arunkumar  J.,  M.D.,  7247 
Sigma  Chemical  Co..  17285,  30184 
Stanford,  Gary  E..  MX).,  14430 
Stanford  Seed  Co.,  17285.  30185 
Sterling  Organics,  11870,  32722 
Toxi-Lab,  Inc.,  584 
Upjohn  Co.,  584 
Watson.  Lloyd,  M.D.,  5759 
Womack,  James  C.  M.D.,  7248 
Zachary,  Floyd.  D.D.S.,  16704 

Economic  Analysis  Bureau 

PROPOSED  RULES 

International  services  surveys: 
Fbieign  direct  investments  in  U.S. — 
BE-605;  transactions  with  foreign  parent; 
quarterly  survey,  12912 

NOTICES 

Economic  areas  boundaries;  revision,  13049 

Econtmiic  Development 
Administration 

twmCES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Economic  development  assiistance  programs, 
3800,  27188 
Project  specific  environmental  documents; 

availability.  18078 
Trade  adjustment  assistance  eligibility 
determination  petitions: 
CrS  Corp.  et  al..  12024 
Custom  Products  of  Litchfield.  Inc.,  et  al.,  6776 
GAG  Uniform  Co.,  Inc.,  et  al..  30014 
Geo.  E.  Keith  Co..  Inc.,  et  al.,  15840 
Sandvik  Rock  Tools,  Inc.,  et  al.,  34988 
Sholdt  Jewelers,  bic,  et  al.,  25604 

Economic  Regulatory  Administration 

NOTICES 

Consent  orders: 
Dobyns.  Richard  E..  32923 

Economic  Research  Service 

NOTICES 

Meetings: 
National  Agricultural  Cost  of  Production 
Standards  Review  Board,  8252 


Economics  and  Statistics       ^ 
Administration 

NOTICES 

Meetings: 

Designing  the  Year  2000Census  and  Census 
Related  Activities^ 2000-2009  Task 
Force  Advisory  (fommittee,  9144,  27707 

Education  Department 

RULES 

Acquisition  regulations: 

Metric  system  use,  30088 

Miscellaneous  amendments,  32614 
Conflicts  of  interest,  32996 

Demands  for  testimony  or  records  in  legal 
proceedings;  reporting  and  recordkeeping 
requirements,  7860 
Educational  research  and  improvement: 
Library  Services  and  Construction  Act;  State- 
administered  program;  "State  aid" 
definition,  11166  - 

National  diffusion  network;  program 
effectiveness  panel.  35354 

Elementary  and  secondary  education: 

Drug-free  schools  and  communities  counselor 
training  grants  program.  13176 

Educational  agencies  affected  by  Federal 

activities  or  unable  to  provide  suitable  fiee  < 
public  education;  assistance;  CFR 
correction,  26524 

Schoolwide  projects;  fiscal  requirements,  11920 

Special  educational  programs  for  students  whose 
families  are  engaged  in  migrant  and  other 
seasonal  farmwotk;  high  school 
equivalency  and  college  assistance  migrant 
programs;  correction,  11538 

Territories  and  finely  associated  states 
educational  grant  program,  5174 

Family  educational  rights  anid  privacy: 

Postsecondaty  education — 

Disclosure  of  results  of  disciplinary 

proceeding  against  alleged  perpetrator  to 
alleged  victim,  3188 

Postsecondaty  education: 

Defauh  reduction  initiative,  3174 

Drug  prevention  programs  in  higher  education; 
amendment,  27140 

Endowment  challenge  grant  program,  11162 

Family  Education  loan  program,  9119 

Defoult  reduction  initiative,  19211 

Statutory  and  regulatory  provisions,  waivers 
and  modifications,  21860 

Fund  for  improvement  of  postsecondary 

education,  27144  I 

Institutional  eligibility  under  Higner  Education 

Act  of  1%S  and  student  assistance  general 

provisions — 
Emergency  sanctions,  13336,  15523 
Inlematiooal  education  programs,  32574 
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Pell  grant  program — 
Statutory  and  regulatory  provisions,  waivers 
and  iDodificatioos,  21860 
Peiidns  loan  program — 
Statutory  and  regulatory  provisions,  waivers 
and  modifications,  21860 
Student  assistance  general  provisions — 
Audits  of  institutions  of  higher  education  and 

other  nonprofit  organizations,  32188 
Fine,  limitations,  suspensions,  and  teiminatioa 
proceedings  and  appeal  procedures  for 
audit  andprogram  review 
determin^ons;  amendments,  141S2, 
21660        ""^ 
Noncitizen  applicants  immigration  status; 
determination  system,  3180,  26674 
Supplemental  educational  opportunity  grant 
program — 
Statutory  and  regulatory  provisions,  waivers 
and  modifications,  21860 
Various  CFR  Parte  removed,  28504 
Work  study  program — 
Statutory  and  regulatory  provisions,  waivers 

and  modifications,  21860 
Opportunity  and  Pell  grante  programs; 
statutory  and  regulatory  provisions, 
waivers  and  modification 
Special  education  and  rehabilitative  services: 
Children  with  disabihties  education  program  and 
preschool  grants;  assistance  to  States; 
reporting  and  recordkeeping  requirements, 
13528 
Individuals  with  Disabilities  Education  Act; 
implementation — 
Regional  resource  and  Federal  centers,  9462 
Training  personnel  for  education  of  individuals 
with  disabilities  program,  27440        , 

PROPOSED  RULES  ^ 

^Educational  research  and  development: 
Library  education  and  human  resource 

development  program,  32828 
Library  research  and  demonstration,  improving 
access  to  research  library  resources,  and 
college  library  technology  and  cooperation 
grants  programs,  21052 
Elementary  and  secondary  education: 

Drug-free  schools  and  communities  emergency 
grants  program,  1 5748 
Postsecondary  education: 
Campus  sexual  offenses  education  and 

prevention  program;  implementation,  18307 
College  facilities  loan  program,  19298 
Cooperative  education  program,  29157 
Direct  student  loan  program,  17472 
Family  education  loan  program,  13356 
Graduate  assistance  in  areas  of  national  need, 

33224 
Higher  Education  Amendments  of  1 992 — 
Negotiated  rulemaking  meetings,  25590 
Patricia  Roberts  Harris  fellowship  program, 
11928,  15824,33308 
Historically  Black  colleges  and  universities 
program  and  Historically  Black  graduate 
institutions  program — 
Higher  Education  Act  Amendmente; 
implementation,  11158 
Paul  E)ouglas  teacher  scholarship  program, 

28530 
Perkins  loan  program,  13356 
Robert  C.  Byrd  honors  scholarship  program, 

28538 
School,  college,  and  university  partnerships 

program,  32014 
Talent  search  program,  32580 
Urban  community  service  program,  29373 
Regulatory  agenda,  24218 


Special  education  and  rehabilitative  g^ces: 
Demonstration  projects  to  increase  client  choice 

program,  17308 
Individuals  with  disabilities;  projects  for 
initiating  special  recreational  programs, 
28448 
Individuals  with  Disabilities  Education  Act; 
iiq)lementation — 
Serious  emotional  disnubance  definition, 
7938,  11776 
Protection  and  advocacy  of  individual  rights 

program,  26890 
Rehabilitation  Act  Amendments  of  1992; 

implementation;  meeting,  26281 
State  vocational  rehabilitation  services  program. 

9458,  28530 
Vocational  rehabilitation  services  and  providers 
by  an  individual  with  a  disability;  criteria 
selection,  8688 
U.S.  exchange  visitor  program;  waiver  of  2-year 

f(Hcign  residence  requirement,  1 1924 
Vocational  and  adult  education: 
State-administered  and  national  workplace 
literacy  programs,  30916 

NOTICES 

Administrative  Law  Judges  Office  heatings: 
Arizona  State  Education  Department,  28565 
Claim  compromises — 
Arizona  Department  of  Library,  Archives  and 

Public  Records,  8047 
South  Dakou  Education  Department,  31952 
Agency  information  collection  activities  under 
0MB  review,  92,  3018,  4660,  5962,  7132, 
0   8744,  12222,  13588,  15490,  161,79,  17221, 
21563,  25978,  26127,  28566,  28954,  28955, 
29399,  29400,  30776,  30777,  31698,  31952, 
32111,  33261.  33623,  34249,  34573 
Data  acquisition  activities  involving  educational 

agencies  andjnstitutions;  list,  8261 
Educational  research  and  improvement: 
Educationally  at-risk  students;  comment 
solicitation,  6267 
Grantback  arrangemenU;  award  of  fiinds: 
Illinois,  21708 
Michigan,  34573 
New  York,  12030 
Grante  and  cooperative  agreemente;  availability, 
etc.: 
Accounting  and  financial  management  service 
reporting  of  final  expenditures  for  expired 
discretionary  grante,  31876 
Bilingual  education  and  minority  languages 
affairs — 
Discretionary  grant  programs;  field  readers, 
32914 
Braille  training  program,  27999 
Children  with  disabilities 

Early  education  program,  34178 
Children  with  severe  disabilities,  34188 

Statewide  systems  change  awards,  21050 
aient  choice  program  demonstration  projecte, 

32523 
Desegregation  of  public  education — 

Direct  grant  and  fellowship  programs,  21864 
Disabled  individuals;  protection  and  advocacy 

of  righte,  34786 
Distance  learning  through  telecommunications 

program.  28000 
Drug  prevention  programs  in  higher  education, 

5963 
Dwight  D.  Eisenhower  leadership  development 

program.  31080 
Early  childhood  education  and  violence 
counseling;  recrtiitment  and  training 
program,  26192 
Educational  media  research,  production, 

distribution,  and  training  program,  34168 
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Educational  research  program,  3S40 
Emergency  immigrant  education  program,  8744 
Foreign  petiodicids  program.  28956 
Fimd  for  iimovation  in  education — 
Computer-based  instruction  program.  4660 
Iruiovation  in  education  program,  6267, 
14274 
Independent  living  oenlen.  21630.  27716. 

34788 
Indian  education  program —         ' 

Even  Start  program,  9152 
Indian  vocational  education  training  program. 

15052 
Individuals  with  disabilities — 
Education  research  program.  4864,  4866, 

9597 
Parent  information  and  training  program!, 

28001 
Transportation  services  demonstration 
projecte,  5963  ' 

Individuals  with  most  severe  disabilities; 
supported  en^loyment  services  and 
technical  assistance  projecte  and 
denKMistrations,  34194 
Institutional  quality  assurance  program; 

participation  deadline  and  selection  criteria 
revision,  30922 
Integration  of  vocational  and  academic  learning 

program;  demonstration  projecte,  32808 
Jacob  K.  Javite  fellowship  program,  7771 
Library  research  and  demonstration  program; 
online  and  dial-in  access  to  statewide 
multitype  library  database  demonstration 
project,  12314 
Life  skills  for  State  and  local  prisoners  program, 

14278,  18381 
Magnet  schools  assistance  program,  7771 
Minority  studente  teaching  programs,  31019 
National  assessment  of  educational  progress 
data  reporting  program,  21974,  32656 
National  Institute  on  Disability  and 
Rehabilitation  Researcl^ 
Rehabilitation  research  and  training  centers, 
5524,  5535,  9422,  11940,  11941,  13302, 
13313,  34994 
National  resource  centers  program  for  foreign 

language  and  area  studies.  26534 
Patricia  Roberte  Harris  fellowship  program, 

1  32657,33312 
Pell  grant  program,  etc. — 
Need  aiulysis  methodology  (1994-95  award 
year),  30910 
Postsecondary  education  improvement  fund — 
Innovative  projecte  for  community  service 

program,  25980 
SpcHal  focus  competition  (invitational 
priority;  higher  education  collaboration 
and  exchange  between  United  States  and 
European  Community),  25821 
Postsecondary  education — 
Programs  for  individuals  with  disabilities, 
32570 
School  construction  in  areas  affected  by  Federal 

activities  program,  18381 
Services  for  children  with  deaf-blindness 

program,  15138,  34174 
Special  studies  program,  29571 
State  vocational  rehabilitation  unit  in-setvioe    • 

training  program,  14564 
Strengthening  institutions  program,  1 3465 
Student  Literacy  Corps  and  Student  Mentoring 

Corps  program,  14206,  26535 
Technology,  educational  media,  and  materials 
for  individuals  with  disabilities  and  special 
studies  programs,  32206 
Territories  and  freely  associated  states 
educational  program,  14565 
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Training  personnel  for  educatioo  of  individuals 

with  disabilities  program,  31 102 
Youth  with  disabilities  secondary  education  and 

transitional  services  program,  34184 
Meetings: 
Educational  Research  and  Improvement 

National  Advisory  Council,  7216 
Eduction  Statistics  Advisory  Council,  6267, 

25979 
Fund  for  Improvement  and  Reform  of  Scl>o<ils 

and  Teaching  Board,  4157,  2630W 
Indian  Education  National  Advisory  Council, 

6481,  14205,  17874,29811 
National  Assessment  Croveming  Board.  3540, 

5964,  7133.  9152,  13748,  15491,  16526, 

25979,  32525,  33437,  33438,  34039,  34995 
National  Education  Goals  Panel,  5718,  9153, 

16655,  30043 
Student  Financial  Assistance  Advisory 

Committee,  3941,  12581,  34428 
Time  and  Learning  National  Education 

Commission.  12223.  13255,  19410,  25822 
Postsecondary  education: 
Cooperative  education  program;  technical 

assistance  workshops,  15491 
National  defense  and  Perkins  (national  direct) 

student  loan  programs;  directory  of 

designated  low-income  schools;  revised 

directory,  34575 
Privacy  Act: 

Systems  of  records,  6482,  30777 
Special  education  and  rehabilitative  services: 
Private  schools  serving  publicly  placed  children 

with  disabilities;  personnel  standards 

requirements.  32994 
State  educational  agencies;  submission  of  data. 
8745 

Employment  and  Training 
Administration 

PROPOSED  RULES 

Alien  permanent  employment  labor  certifkation 
process: 
Labor  market  information  pilot  program,  15242. 
26077 
Job  Training  Partnership  Act: 
Job  Corps  program  under  Title  IV-B.  33000 

NOTICES 

Adjustment  assistance: 
Airfoil  Textron,  32549 
Allied  Signal.  8769 
Altoona  Steel,  16417* 
American  National  Can  Co.,  30070 
Amencan  National  Can  Co.  et  al.,  21319 
American  Optical  Coip.,  6987,  8062 
American  Welding  &  Manufacturing  Co.  et  al., 

16417 
Anadrill.  25657 
Anderson  Spofttwear,  19276 
ARCO  Alaska,  Inc.,  et  al.,  6809 
■     Ardyne,  Inc..  17430 
Ardyne,  Inc.,  et  al.,  13803 
Atkla  Exploration  Co.,  11249.  17430 
Armor  Elevator  Co.,  6019 
AT&T  Technologies,  15381 
B.TJ?.,  30071 

Baker  Hughes  Production  Tools,  Inc.,  13092 
Baker-Hughes  Tubular  Services.  2<l3ii)^ 
Baker  Oil  Tools,  19276 
Baker  Oil  Tools  et  al.,  34482  / 

Baroid  Management  Co.,  30070       / 
Beaver  Dam  P^Khicu,  19846.  2S6U 
BeU  Hellico|k«(,  12372   x, 
BethEnergy  MineSi.  Inc.,  60^6987 
BethleJ^  Steel  Corp.,  17430?*Xrt|0.  33120 


Bird  Producte  Corp  et  al.,  8063 

Black  Eagle  Petroleum,  13804 

BP  Exploration  &  Oil,  Inc.,  6420 

Brazier  Forest  Industries,  Inc.,  et  al.,  12372 

Cable  Electric  Products,  Inc.,  32550 

Cameo  Products  &  Services  et  al.,  2731 1 

Cas  Refining,  Inc.,  13283 

Chevron  Petroleum  Technology  Co.,  26559 

Chevron  U.S.A.  Production  Co.,  33671 

Chevron  U.S.A.  Production  Co.  et  al..  34592 

Coltec  Industries.  Inc.,  13283 

Conemaugh  &  Black  Lick  Railroad  Co.,  33I2I 

Cox  Exploration  Co.,  25658 

Cyprus  Thompson  Creek  Mining  Co.,  16848, 

19277 
D&H  Manufacturers,  Inc.,  8770 
Dale  Electronics  Inc.,  6020 
Douglas  Aircraft  Co..  15381,  28040 
Dover  Electronics  Co.  et  al.,  17909 
Dowty  Aerospace  Yakima,  30071,  32550 
Eastman  Teleco.  1 1250 
Eddy  Potash  et  al.,  33672 
Enserch  Exploration,  Inc.,  26167 
Exxon  Corp.,  30071 
Five  Sons  Coats,  17910 
G.E.  Motors  et  al.,  19277 
Gencotp  Automotive  et  al.,  26353 
General  Qectric  Co.,  30186 
General  Electric  Co.  et  al.,  17286 
GLG  Energy,  LP.,  19846 
Grant  Tensor  Gepphysical  Corp.,  21320 
H&P  Garment.  12373 
Hawkins  Oil  &.  Gas.  Inc..  13804 
Hayes  Wheels  International  et  al.,  30071         "~ 
Henson  Kickemick,  15382 
Hewlett-Packard  Co.,  28614 
Hill  Acme  Co.  &  Loma  Machine,  30073 
Holden  Manufacturing  Co.  et  al.,  33121 
Homco  International,  Inc.,  et  al.,  34482 
Hurlock  Sportswear  et  al.,  26560 

Koch  Gathering  Systems  et  al.,  25658 -^ 

Lally  Manufacturing  Corp.,  585  ^ 

Laurel  Metal  Processing,  Inc..  34593 
Logic  Sciences,  Inc.,  34593 
Lucas  Aerospace  Power  Transmission  Corp., 

19278 
Marilyn  Fashions,  Inc.,  5421,  8770 
Maynard  Oil  Co.,  32550 
MCM  Co.,  Inc.,  19278 
Merrow  Machine  Co.,  16418 
Middle  Atlantic  Warehouse  Distributor,  Inc., 

12373 
Midessa  Drilling  Co.  et  al.,  6421 
M-I  Drilling  Fluids,  13804 
Midwest  Portland  Cement  Co.  et  al.,  5421 
Monessen,  Inc.,  6988,  17430 
Morristown  Manufacturing  Co.,  Inc.,  et  al., 

16419 
Nerco  OU  &  Gas^  Inc.,  17908 
Nokia-Maillefer,  6421 
Octagon  Corp.  et  al.,  28995 
Optek  Technology,  21320 
Pennzoil  Sulphur  Co.,  7249 
Philips  Consumer  et  al.,  585 
Phillips  Petroleum  Co.  et  al.,  16849 
Praxair,  Inc.,  et  al.,  6810 
Pyke  Manufacturing  Co.,  33123 
RAMCO  Oil  &  Gas.  Inc.,  32550 
South  Texas  Drilling  &  Exploration,  Inc.,  19846 
Spwilding  Composites  Co.  Inc.,  7249 
Speciality  Industries  &  Sales,  34483 
Standard  Tool  &  Manufacturing  Co.  et  al., 

15382 
Sundor  Brands,  Inc.,  1 1250,  12373 
Syntron,  Inc.,  et  al.,  26561 
Tanya  A.  Marie,  Inc.,  19278 


Tanya  A.  Marie,  Inc.,  et  al.,  12374 
Tektronix,  Inc..  et  al.,  12599 
Teledyne  Vasco  Colonial  Plant  et  al.,  15383 
Tetley,  Inc.,  12600 

Texaco  Exploration  &  Production,  Inc.,  12374, 
"     13092.13283.21599.25659,26561 
Texaco,  Inc.,  30073 
Thiokol  Corp.  et  al.,  4185 
Thumb  Plastics-McAllen,  Inc.,  et  al.,  4186 
Timco  Services,  Inc.,  et  al.,  4187 
Transco  Energy  Corp.  et  al.,  25660 
Tri-State  Optical  Co.,  Inc.,  et  al.,  28997 
Tubeco  Steel  Manufacturing,  Inc.,  et  al.,  8063 
Tuckes  Drilling  Co.,  Inc.,  et  al.,  19847 
U-Brand  Corp.,  19848 
UNOCAL  Corp.,  4187,  8064 
Valley  Dress  Manufacturing  Co.  et  al.,  11250 
Vassar  Fibercoating  &  Metalizing  et  al.,  7818 
Wang  Laboratories,  Inc.,  et  al.,  34483 
Wayne  Corp.  et  al.,  13506 
Wayne  H.  Mullin  Shoe  Patterns,  8064 
WCI  Steel  et  al.,  30073 
Welchem,  Inc.,  11250 
Western  Gas  Resources,  Inc.,  et  al.,  32726 
Weyerhaeuser,  681 1 

Willamette  Industries,  Inc.,  et  al.,  21320 
Yankee  Atomic  Electric  Co.,  26355 
Alien  temporary  employment  labor  certification 
process: 
Agricultural  and  logging;  adverse  effect  wage 
rates  and  meal  charges,  6643         ' 
Committees;  estabUshment,  renewal,  termination, 
etc.: 
Job  Training  Partnership  Act  Native  American 

Programs'  Advisory  Committee,  6645 
Native  American  Employment  and  Training 
Council,  15385 
Emergency  unemployment  compensation  program: 
Benefit  periods  in  all  States.  28998 
Extended  benefit  periods;  changes,  15165 
General  administration  letters-  1991 

amendments;  operating  instructions,  34484 
Environmental  statements;  availability,  etc.: 
Charieston  Job  Corps  Center,  WV,  13092 
Connecticut  Job  Corps  Center,  CT,  13093      , 
New  Orieans  Job  Corps  Center,  LA,  13093 
Grant  and  cooperative  agreement  awards: 
Job  Training  Partnership  Art — 
Association  for  Manufacraring  Technology, 

586 
Bay  State  Center  for  Applied  Technology  of 

Boston.  586 
Contart  Center,  Inc.,  28998 
Manpower  Demonstration  Research  Cotp.f 

19278, 22020  / 

United  Auto  Workers  linor  Enqiloyment  an(i 
Training  Co.  of  New  York.  587 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Job  Training  Partnership  Act — 
Migrant  and  seasonal  farmworker  progranis. 

6988  ' 
National  Ctnter  for  the  Workplace.  17287. 

31219 
National  workforce  assistance  collaborative. 
17286,  31219 
Job  Training  Partnership  Art: 
Allotments  and  preliminary  planning  estimate 

(1993  PY),  11063 
Job  Corps  program;  centers  sites  selection. 

33988 
Migrant  and  seasonal  farmworker  programs^ 
State  planning  estimates  and  allocation 
formula,  19279  , 

Native  American  programs —  I   ' 

Regular  and  summer  youth  employment  and 
training  programs;  allocations,  etc.,  5021 
Service  delivery  areas;  guidance  letter,  18114 
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Taiseted  jobs  tax  credit  prognm — 
Lower  living  standard  income  level; 

economically  disadvantaged,  definition. 
15506 
Training  and  employment  guidance  letters — 
Govenor's  coonUnatioD  and  special  services 
plans  and  statewide  job  training  plans; 
modifications,  16849 
Labor  surplus  {ueas  classifications: 
Annual  list — 
Additions,  31220 
Meetings: 
Job  Training  Partnership  Act  Native  Ameiican 

Programs'  Advisory  Cotnmittee,  29435 
Unemployment  Compensation  Advisory 
Council,  17908 
Nonimmigrant  aliens  employed  as  registered 
nurses;  anestations  by  facilities;  list,  26355, 
28998.  32723 
Noniminigrant  aliens  temporarily  employed  as 
registered  nurses;  attestations  by  fiidlities; 
list,  6645,  7819,  13284 
Unemployment  compensation: 
Ex-servicemembers;  remuneration  schedules, 

6135.  6136 
General  administration  letter — 
Extended  benefits  law;  1992  amendment, 
21477 
Wagner-Peyser  Act: 
yUlotments  and  planning  estimates  (1993  FY), 
11063,30815 
Applications,  hearings,  determinations,  etc.: 
Callaway  Safety  Equipment  Co.,  Inc.,  27312 
Kearney  &  Trecker  Corp.,  28041 
Oloffson  Corp.,  27312 
Pennsylvania  Optical  Co..  28041 
Reynolds  Cable  Plant.  27313 

Employment  Pcdicy,  National 
Commission 

See  National  Conmiission  for  Employment  Policy 

Employment  Standards 
Administration 

See  Wage  and  Hour  Division 

NOTICES 

Minimum  wages  for  Federal  and  federally-assisted 
construction;  general  wage  determination 
decisions.  118,  3296,  4718,  5760,  7250,  8430, 
11631,  11641.  12600,  13648,  15166,  16421, 
17431.  18418.  19844.  21754,  26167.  27313, 
28039.  29639,  31757,  32722,  33672,  34488 

Energy  Department 

See  Bonneville  Power  Administratioa; 

Conservation  and  Renewable  Energy  Office; 
Economic  Regulatory  Administration;  Energy 
Efficiency  and  Renewable  Energy  Office; 
Energy  Information  Administration;  Energy 
Research  Office;  Federal  Energy  Regulatory 
Commission;  Hearings  and  Appeals  Office, 
Energy  Depaitment;  Southeastem  Power 
Administration;  Southwestern  Power 
Administration;  Western  Area  Power  • 
Administration 

RULES 

Acquisition  regulations: 
Management  and  operating  contracts — 

Facilities  management,  34924 
Miscellaneous  amendments,  32306 
Nuclear  hot  ceU  service,  8909 

PROPOSED  RULES 

Acquisition  regulations: 
Major  Fraud  Act  of  1988;  management  and 
operating  contracts;  implementation,  4141 


Foreign  atomic  energy  activities;  assistance. 

13427,  15441 
Radiation  protection  of  public  and  environment. 

16268 
Regulatoiy  agenda.  24246 

NOTICES 

Atomic  energy  agreements;  subsequent 

arrangements.  3266.  6632,  8590.  12363. 
15846.  19248,  26128.  28009.  28402.  30784. 
31961 
Coal  and  coal  technology  export  resources 

iixlustry  direct(»y;  international  distribution, 
13260 
Committees;  estd>lishment,  renewal  termination, 
etc.: 
Environment,  Safety  and  Health  Advisory 
Committee,  4416 
Conflict  of  interests: 
Contract  awards;  potential  organizational 

conflict  of  interest,  33262 
Supervisory  employees;  compensation 

prohibitions,  6627 
Supervisory  employees;  divestiture  requirements 
waivers,  19238 
Domestic  uranium  exportation  promotion;  report 

to  Congress;  availability,  26740 
Electricity  export  and  impoft  authorizations, 
permits,  etc.: 
Central  Power  &  Light  Co..  8262,  17880 
Gtizens  Utilities.  17881 
Detroit  Edison  Co.  et  al..  6632 
New  England  Power  Pool  12364 
Environmental  restoration  and  waste  management:. 
4692 
Albany  Research  Center,  OR;  radiological 

conditions,  certification,  11041 
Interim  mixed  waste  inventory  report;  waste 
streams,  treatment  edacities,  and 
technologies;  availability,  25822     ■ 
Mixed  waste,  plans  for  treating;  submission 
schedules;  Federal  Facility  Compliance  Act 
implementation,  17875,  26185 
Environmental  statements;  availability,  etc.: 
Advanced  Neutron  Source.  TN,  31019 
Hanfofd  Site,  WA,  4690 
Lawrence  Livermore  National  Laboratory/ 
Sandia  National  Laboratories,  Livermore. 
CA.  6268 
Strategic  Petroleum  Reserve;  expansion.  6953. 

33801 
Uranium  mill  tailings  remedial  action  project, 

NM.  7551 

Weldon  Spring  chenucal  plant  site,  MO,  5365 

Floodplain  and  wetlands  protection;  environrttental 

review  determinations;  availability,  etc.: 

Ffcmald  EnviroBmental  Management  Project. 

OH,  29401\ 
Oak  Ridge,  TN,A1042.  29401,  32658 
Rocky  Flats  Plant,  CO,  6273.  13826 
Wabash  River  Generating  Station.  IN.  9153 
Grant  and  cooperative  agreement  awards: 
7th  International  Conference  on  Coal  Science. 

13755 
Advanced  Fuel  Research.  Inc..  33935 
Air  Products  &  Chemicals.  Inc.,  26967 
American  Iron  &  Steel  Institute.  6484 
Associated  Western  Universities.  Inc.,  31953 
Bariess  Associates.  26967  '' 

Benedict  College.  26968 
BP  Research.  12946 
CER  Corp..  18085 
Conference  of  Radiation  Control  Program 

Directors.  33086 
Consortium  for  Fossil  Fuel  Liquehction 

Science.  13755 
East-West  Center,  32921 
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East-West  Center.  Resource  Systems  Institute, 

19411 
Electric  Power  Research  Institute.  15330 
Gas  Technology  Information.  Inc..  17387 
Georgia  Energy  Resources  Office.  30154 
Geotechnical  Board.  15138 
Governors'  Ethanol  Coalition  (Nebraska),  29572 
HIavacek.  Vladimir.  33935 
Jefferson  County  School  Distiia  R-1. 6628 
Kansas  City  Support  Office.  30154 
Lake  County.  ID,  16526 
Lawrence  Livermore  National  Laboratory-Site, 

00,  7216 
Manufacturing  &  Technology  Conversion 

International,  Inc.,  18208 
Massachusetts  Institute  of  Technology,  17222 
Minnesota  Department  of  PubUc  Service.  29572 
Mississippi  State  University,  33934 
National  Council  on  Radiation  Protection  and 

Measurements,  11042 
National  Hispanic  University.  29402 
New  Mexico,  21564 
New  Mexico  Mines  and  Mineral  Resources 

Bureau.  30780 
Northeast  Sustainable  Energy  Association. 

27718 
Osmoiek  Inc..  17222 
Petroleum  Engineering  Society.  31699 
Pittsburgh  Energy  Technology  Center,  26740 
Regulatory  Assistance  Project.  33936 
Research  Triangle  Institute,  6391 
Sarkeys  Energy  Center,  University  of 

Oklahoma.  14385 
Shoshone-Bannock  Tribes.  6485 
Society  of  Petroleum  Engineers.  19807 
South  Carolina  Research  Authority,  13255 
Southern  States  Energy  Board,  27545 
Stanford  University,  5965 
Sun  Refining  and  Marketing  (SUN),  Applied 

Research  and  Development.  5971 
Texaco.  Inc.,  12363 
THERMECON.  33936 
Tufts  University,  14206 
University  and  Community  College  System  of 

Nevada,  17223 
University  of — 
Arizona.  4432 

California,  11221  i. 

Colorado,  34575 
Rorida.  26968 
Maryland.  ;i6968 
Massachusetts.  14207 
Nevada,  30043 
North  Dakota.  Energy  and  Environmental 

Research  Center.  4984 
Texa^^  Austin.  16179 
USVSOC  Economic  Council.  16179 
Virginia  Polytechnic  Institute  and  State 

University,  29573 
Welch,  James,  33936 
Western  Governors'  Association.  30155 
Western  Interstate  Energy  Board.  28001 
Yakima  Indian  Nation,  11592 
Grants  and  cooperative  agreements;  availability. ' 
etc.: 
Coke  oven  emission  control;  research. 

development  and  demonstration.  8047 
Environmental  restoration  and  waste 

management  program.  13465 
Heavy  duty  State/municipal  vehicle  ahemative 

fuel  denwnstration  program,  19411 
High  performance  parallel  processor  computing; 

collaborative  research  and  development 

projects,  26129 
Molten  carbonate  fuel  cells  (MCFC)  production 

design  improvement;  research  and 

development.  30043 
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Reteaich.  development  and  demoostntioa  of 

advanced  technologies  for  pulp  and  paper 

industry,  31953 
Rural  education  enrichment  program,  7133 
/i^blizabon  of  advanced  coal  technology 
/       combustion/desiilfuiizatioa  solid  by- 
/         products,  27718 

Weatfierization  assistance  program,  26969 
Initiatioa  of  consultation  with  affected  industries 
and  interested  patties;  report  to  Congress, 
26302 
Inventions  available  for  license,  26S3S 
Meetings: 
Environmental  Restoration  and  Waste 

Management  Advisory  Committee,  92S4, 

16817,  27273,  31954 
Environment,  Safety  and  Health  Advisory 

Committee,  14565 
Hydrogen  Technical  Advisory  Panel  11848 
Ineitial  Confinement  Fusion  Advisory 

Committee/Defense  Programs,  8746    ,    . 
Intenatioaal  Energy  Agency  Industry  Advisory 

Board,  8935.  12581,32112 
Multi-purpose  canister  conceptual  design 

workshop,  33270 
National  advanced  manufacturing  technologies 

initiative;  S-year  program  plan;  workshop, 

31199 
National  Coal  Council,  26317 
V  Nuclear  waste  management  |rian  report,  7217 
Seoetaiy  of  Energy  Advisory  Board  task  forces, 
■      33263 
Mined  geologic  disposal  system  (MGDS)  license 
applications  preparation  aiuiotated  outline; 
transmittal  to  NRC  31699 
Natural  gas  exoottation  and  importation: 
AGE  MarUbc  Co..  6279 
AIG  Tiading  Odlp.,  30161 
Alcan  Aluminuni  Corp.,  6487 
Amerada  Hess  CVp.,  12583.  14570 
American  Hunttf  Exploration  Ltd.,  12364, 

21163 
Anadaiko  Tiading  Co.,  1  lOSl 
Aquila  Eaetfy  Marketing  Corp.,  1 1051 
Aquila  SoMhwest  Marketing  Corp.,  6489,  13260 
BridgeOifs  U.S.A.,  Inc.,  28956 
Cantoo^Potsdam  Hospital,  5726 
CanWest  Gas  Supply  U.S.A.,  Inc.,  549 
Cascade  Natural  Gas  Corp.,  34791 
Centra  Gas  Ontario  Inc..  15846 
Chevron  Natural  Gas  Services,  Inc..  6487, 

17229(^ 
Gek)  Gas  Marketing  Co..  6397 
CoEnergy  Ventures,  Inc.,  17229 
Crestar  Energy  Marketing  Corp.,  11848 
Dartmouth  Power  Associates  Limited 

Partnership,  27719 
MKALB  Energy  Co.,  27273 
El  Paso  Gas  Marketing  Co..  26317.  28956 
Enron  Gas  Marketing  Canada  Inc.,  8051.  19248 
Gas  Co.  of  New  Mexico,  347 
Goctt  Energy  Corp.,  6398 
Grand  Valley  Gas  Co.,  29216 
Httsl^  Gas  Marketing,  Inc.,  32349 
Indeck  Oswego  Limited  Partnership  et  al., 

13589 
Indeck- Yerkes  Limited  Partnership,  8051 
Inland  Natural  Gas  Marketing  Ltd.,  33628 
Kamine/Besicorp  Natural  Dam  L.P.,  348 
KCS  Energy  Mariceting,  Inc.,  17579 
Leqape  Resources  Corp.,  13061 
MCV  Gas  Acquisition  General  Partnership, 

6121 
Meridian  Marketing  &.  Transmission  Coip.i 

25634 
Mexus  Trading  Co.,  16656,  28956 
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Midcon  Gas  Services  Corp.,  29817 

Mock  Resources,  Inc.,  13061 

Montana  Power  Co.,  3274 

New  Yoric  State  Electric  and  Gas  Corp.,  13261 

Pan-Alberta  Gas  (U.S.),  Inc.,  26974 

Pawtucket  Power  Associates  Limited 

Partnership,  27563 
Petro-Canada  Hydrocarbons  Inc.,  15492 
Phillips  Alaska  Natural  Gas  Corp.  et  al.,  6488, 

16191 
Portal  Municipal  Gas,  15341 
Rochester  Gas  &  Electric  Corp.,  93,  3275 
Rotterdam  Generating  Co.,  L.P.,  5727 
Selkirk  Cogen  Partners,  L.P..  93,  6121    . 
Sonat  Marketing  Co.,  31700 
Tennessee  Gas  Pipeline  Co.,  34262 
Tenngasco  Corp.,  11051,  14570,  28863 
Texaco  Gas  Marketing  Inc.,  30161 
Texas  International  Gas  &  Oil  Co.,  34045 
TM  Star  Fuel  Co.,  11051 
TransCanada  PipeLines  Ltd.,  13590 
TransCanada  PipeUnes  Ltd.  et  al.,  27563 
Transco  Energy  Marketing  Co.,  32665 
Unigas  Energy,  Inc.,  14571 
Victoria  Gas  Corp  ,  15341,  15342,  29409 
Washington  Energy  Exploration,  Iik.,  et  al., 

28956 
Western  Gas  Resources,  Inc..  21975.  27274 
Western  Natural  Gas  &  Transmission  Corp., 
7889 
Natural  gas  sale;  naval  petroleum  reserves,  CA, 

6785 
Nuclear  waste  management: 
Waste  isolation  pilot  plant — 
Test  phase  plan  and  waste  retrieval  plan; 

availability.  15845 
Transportation  of  transuranic  waste; 

emergency  response  training  and  and 
equipment  activities;  report  availability. 
12946 
Nuclear  waste  management  plan  report 

preparation,  33802 
Office  of  Science  and  Technology;  integration  of 
research  and  development  programs;  request 
for  comments.  6632 
Organization,  functions,  and  authority  delegations: 
freedom  of  Information  program;  Chicago  Field 
Office;  public  document  reading  room 
relocation,  8746 
Powerplant  and  industrial  fuel  use;  new  electric 
powerplant  coal  capability;  compliance 
certifications: 
Aubumdale  Power  Partnerf.  L.P..  16657 
Camden  Cogen.  LP..  19249 
Carson  Energy  Group.  17578 
Eagle  Point  Cogeneration  Partnership  et  al.. 

4430 
Freehold  Cogeneration  Associates,  L.P.,  19414 
Gordons ville  Energy,  L.P.,  7138 
Harriman  Energy  Partners,  Ltd.,  15846 
Kamine/Besicorp  Allegany  L.P.,  25981 
Las  Vegas  Cogeneration  Limited  Partnership, 
32665 
Presidential  permit  applications: 
Northern  States  Power  Co.,  31193 
Washington  Water  Power  Co.,  14389 
Privacy  Act: 

Systems  of  records.  34040 
Public  road  work  funding  policy;  availability, 

33804 
Public  Utility  Regulatory  Policies  Act: 
Gas  and  electric  utilities  covered  in  1993;  list, 
94 
Radiological  health  and  safety  poUcy  stateiDcnt; 

availability,  33804 
Recommendations  by  Defense  Nuclear  Facilities 
Safety  Board: 
Critical  experiment  capability  need,  31699 


Defense  nuclear  fiKnlities;  standards  utilization,, 

27546 
Defense  nuclear  facilities;  upgrade  training 
programs  for  personnel  and  supervisors, 
6390 
Discipline  of  operations  in  changing  defense 
nuclear  facilities  complex,  3266,  7883 
Secretary  of  Energy  Advisory  Board  task  force; 

report  availabiUty,  3541 
Sfiudl' businesses;  technology  transfer  guidelines, 
32914  I 

Energy  Efficiency  and  Renewable 
Energy  Office 

NOTICES 

Consumer  product  test  procedures;  waiver 
petitions: 
Consolidated  Industries,  34249 
New  Harmony  Systems  Corp.,  33089 
York  International,  34043 

Energy  Informadpa'AdMnistration  i 

NOTICES.  ^-^^ 

Agency  information  cdlection  activities  under     ] 
OMB  review,  539,  540,  4985,  7217,  15139, 
21147,  21298,  21447,  21710,  26535,  30155 
Electric  power  information  publications; 

availability,  15139  i 

Energy  Policy  Act:  \ 

Data  needs  and  user  requirements  examituttion, 
26536 
Forms;  availability,  etc.:  i 

Coordinated  regional  bulk  power  supply  | 

program  report,  16655  I 

Fmandal  repotting  system,  26749  i 

Natural  gas  program  package,  17579  ! 

Petroleum  marketing  survey.  16818 
Residential  transportation  energy  consumption 
survey,  21711 
Meetings:  ^ 

American  Statistical  Association  Committee  on 
Energy  Statistics.  16180 

Energy  Researcli  Office 

NOTICES 

Committees;  establishment,  renewal,  termination^ 
etc.:  *  I 

Basic  Energy  Sciences  Advisory  Committee, 

4429 
High  Energy  Physics  Advisory  Panel,  5389 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Experimental  program  to  stimulate  competitive 

research,  3266 
Human  genome  program,  8746,  8747 
Mid-latitude  atmospheric  ozone/UV-B  survey; 
trends,  distributions,  and  chemical 
determinants;  evaluation,  3541 
Special  research  program — 
Atmospheric  radiation  measurement  program, 

17223 
Molecular  biological  techniques  in  ocean 
margins  system,  11221 
University  reactor  instnunentation  program, 

3267 
University  reactor  sharing  program,  3268 
International  Thermonuclear  Experimental  Reactor 
project  U.S.  Home  Team;  task  area  leader 
appUcations.  30156 
Meetings: 
Fusion  Energy  Advisory  Committee,  8051, 

16821 
Health  and  Environmental  Research  Advisory 
Committee,  11849 
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High  Energy  Physics  Advisory  Panel.  1 1849 

Engineers  Corps 

JIULES 

Danger  zones  and  restricted  areas: 

.     Behm  Canal  near  Ketchikan,  AK,  6718 

Gulf  Coast.  Horacpotts  at  Ingleside,  TX,  6718 

Kuluk  Bay  near  Adak,  AK.  26046 

San  Nicholas  Island.  CA.  21226 

PROPOSED  RULES 

Danger  zones  and  restricted  areas: 
Atlantic  Ocean  south  of  Chesapeake  Bay 

entrance.  VA.  17373 
Kuluk  Bay  near  Adak.  AK.  6768 
Norfolk  Naval  Shipyard.  VA.  17374 

NOTICES 

Cominittees;  establishment,  renewal,  termination, 
etc.: 

Abiquiu  Lake  Citizens  Advisory  Council.  21S62 
Environmental  statements/availability.  etc.: 
Abiquiu  Reservoir  lann  purchase,  NM,  21563 
Adam's  Rib  Recreation  Area.  CO;  wetlands. 

permit  to  fill,  33436 
Central  City  municipal  water  supply  project. 

CO.  5960 
Corpus  Christi.  TX;  deepwater  port,  34038 
Livingston  Parish  flood  study.  LA.  6953 
Lower  Snake  River,  ID  and  WA;  juvenile 

salmon  biological  drawdown  test,  25976 
Mainstem  Passaic  River.  NJ;  flood  protection 

plan",  28954 
McClellan  Air  Force  Base  and  City  of 

Sacramento.  CA;  Magpie  Creek  diversion 
improvement  project.  16402 
Missouri  River  Levee  System.  MO;  construction 

feasibility  reevaluation  study.  29394 
Poitugues  Dam  and  Reservoir,  Rio  Portugues. 

PR.  16178 
Richmond  Harbor,  CA;  deep-draft  navigation 

improvements,  18083 
Rio  Anton  Ruiz  flood  control  study.  PR; 

withdrawn,  12361 
San  Diego  emergency  storage  reservoir  project, 

CA,  14564 
Tencbonne  Parish,  LA;  hurricane  and  wetland 

protection,  18084 
Water  Supply  Improvement  Project,  CA; 

terminated,  13254 
Westwego  to  Harvey  Canal,  LA;  hurricane 

protection  project  post  authorization  change 
study,  29394 
Willamette  River  Basin,  0$;  temperature 
control  facilities  installation,  1 1401 
Little  Goose  and  Lower  Grwite  Projects.  Snake 
River.  WA;  reservoiiydrawdown;  damage 
claims  filing  and  pcbcessing  procedures, 
16403    ,  y- 

Meetings: 
Coastal  Engineering  Research  Board,  11221, 

12580 
Environmental  Advisory  Board.  6388 
Inland  Waterways  Users  Board,  12580 
Regulatory  guidance  letters.  17209.  29395 
Reports;  availability,  etc.: 
Wetlands  in  New  Jersey's  Hackensack 
Meadowlands;  advanced  identificadon 
basis,  3555 
Subcontractor  claims;  Aircraft  Maintenance 

Management  Facility,  Eielson  Air  Force  Base, 
AK,  16178 
Wedand  delineation  certificatioa  program;  f~^ 

training,  19806 

Environmental  Protection  Agency 

RULES 

Administrative  practice  and  procedure: 
OMB  approval  numbers;  technical  amendments, 
18014.  34369 


Reporting  and  recordkeeping  requirements. 
27472 
Air  pollutants,  hazardous;  national  emission 
standards: 
Benzene  waste  operations,  3072 
Early  reductions  of  hazardous  air  pollutants; 

compliance  extensions,  26916 
Montana,  5294 
North  Dakota,  5294 
South  Dakota,  5294 
Wyoming,  5294 
Air  pollution;  standards  of  performance  for  new 
stationary  soi^fes: 
Newton  Power  Station,  Central  Illinois  Public 
Service;  alternative  compliance  method. 
28780 
Air  pollution  control;  new  motor  vehicles  and 
engines: 
Qean  fuel  fleet  credit  programs,  transportation 
control  measure  exenq>tions.  and  related 
provisions.  11888 
Gasoline-  and  methanol-fueled  light-duty 
vehicles  and  trucks  and  heavy-duty 
vehicles;  evaporative  emission  regulations, 
16002 
Correction,  3453S:;5v^> 
Public  workshop.  l^JTl 
Heavy  duty  engines;  re^fit/rebuild 

requirements  farl993  and  earlier  utt>an 
buses;  an^j)i<rogen  oxides  emissions  and 
on-highway  diesel  fuel,  sulphur  content, 
21359 
Highway  diesel  fiiel,  sulphur  content;  and 

heavy-duty  diesel  engines,  nitrogen  oxides 
emissions,  etc.;  meeting.  13413 
light-duty  vehicles  and  trucks;  gaseous  and 

particulate  emissions,  33207 
Light-duty  vehicles  and  trucks  durability  testing 
procedures  and  allowable  maintenance; 
1994  and  later  noodel  years.  3994 
On-board  diagnostic  systems  on  1994  and  later 
model  year  light-duty  vehicles  and  trucks, 
9468 
Urban  buses;  particulate  emissions  standards; 
and  heavy-duty  engines;  nitrogen  oxides 
emissions  standards.  15781 
Air  programs: 
Ambient  air  quality  standards  for  sulphur 

oxides.  21351 
Ambient  air  quality  standards,  national;  ozone. 

13008 
Outer  Continental  Shelf  regulations.  14157 

Consistency  update.  16625 
Pfl&cAllte  matter  (PM  10)  prevention  of 
significant  deterioration;  maximum 
allowable  increases.  34903 
Stratospheric  ozone  protection — 
Class  1  ozone-depleting  substances; 

nonessential  products  ban;  correction. 
4768.  8820 
Labeling  requirements,  8136 
Refrigerant  recycling.  28660 
Air  programs;  fuel  and  fuel  additives: 
Colorado;  gasoline  and  alcohol  blends;  Federal 
Reid  Vapor  Pressure  (RVP)  volatility 
standard.  26067 
Gasoline  and  alcohol  blends  volatility.  14476 
Correction.  19152 
Air  programs;  State  authority  delegations: 
Georgia,  20 
Montana,  5294 
Notth  Dakota.  5294 
South  Carolina,  33025 
South  Dakota,  5294 
Tennessee,  7189 
Wyoming,  5294 


Air  quality  implepoentation  plans: 
Ambient  air  quality  surveillance;  ozone  and 
nitrogen  oxides  and  volatile  organic 
compounds  (including  aldehydes)  and 
meteorological  parameters  monitoring, 
8452 
Air  quality  implementation  plans;  approval  and 
promulgation;  various  States: 
Alabama,  21542,  25566.  33769 
California.  8545.  15282.  28354,  28356.  28357. 

28926.  33194.  33196.  34904.  34906 
Connecticut.  10957 
Florida,  15277 
Georgia,  6093 
Illinois,  3841.  3844,  12541,  17780,  31653, 

34907 
Indiana,  6606,  18161.  3320L  33340 
Iowa,  6093,  27939 
Kansas,  3847 

Maine.  15281.  15422.  33767 
Maryland,  18010,  28926 
Massachusetts.  3492,  10964,  14153,  34908 
Michigan,  28359.  34227 
Minnesota.  15431.  34529 
Montana.  5294.  6056 
New  Hampshire,  4902.  29973 
New  Jersey.  29975 
New  Mexico.  10970.  10977.  27937 
Notth  Dakota.  5294 
Ohio.  11967.  15278.  32057.  33914 
Oregon.  10972.  31654 
Pennsylvania,  17778,  19066,  28362,  33192, 

33197,33200,33203,34911  • 
South  Dakota.  5294 

Tennessee.  10980.  18011.  25776,  25777 
Virginia,  10982,  11374,  33205 
Washington,  4578 
West  Virginia.  28924.  34526 
Wisconsin.  28361.  29537.  29783.  29787.  34225, 

34226,  34528 
Wyoming,  5294 
Air  quality  planning  purposes;  designation  of 
areas: 
Alabama.  3848 
Illinois.  25567 
Minnesota.  15776.  34532 
Moderate  PM-10  nonattaitmient  areas  in 

California  and  Nevada;  reclassification  to 
serious  areas.  3334 
Tennessee.  17783 
Wyoming,  4348 
Gean  Air  Act: 
Acid  rain  allowance  allocations  and  reserves,  '- 

15634,  33769 
Acid  rain  program  allowaiKX  system, 
continuous  emissions  nwnitoring  and 
excess  emissions.  3590,  34126 
Freedom  of  Information  Act;  in4>iementatioa: 
Disclosure  of  confidential  information  ta 
responsible  patties,  458 
Correction,  5061 
Hazardous  waste: 
Corrective  action  nuuiageinent  units  and 

temporary  units,  8658 
Identification  and  listing — 
Boilers  and  industrial  furnaces;  burning  of 

hazardous  wastes;  meeting,  6607 
Toxicity  characteristics;  correction,  6854 
Used  oil,  26420 
Used  oil;  correction,  33341 
Land  disposal  restrictions — 
Ignitable  and  corrosive  characteristic  wastes 

treatment  standards  vacated.  29860 
Newly  identified  and  listed  wastes  and 

contaminated  debris,  28506 
Third  third  wastes;  cyanide  attd  sulfide 
reactive  wastes.  14317 
Oil.  gas.  and  geolhermal  energy  exploivtion, 
development  and  production  waste 


determinations,  15284, 
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State  underground  storage  tank  ptx>grain 

approvals — 
Rhode  Island,  6894 
Underground  storage  tanks — 
Hnancial  responsibility  requirements 
(petroleum),  9026 
Hazardous  waste  program  authorizations: 
Alabama.  14319 
Georgia,  9120.  11539,  12174 
Guam,  15806 
Minnesota,  500.  14321 
Mississippi,  18162 
Missouri,  3497 
South  Carolina.  7865 
Utah.  8232.  26689 
Vermont.  26242.  31911 
Virginia.  32855 
Pesticide  programs: 

Pesticide  export  policy.  9062 
Pesticides;  tolerances  in  food,  animal  feeds,  and 
raw  agriculturrd  commodities: 
l-[(2-(2.4-dichlorophenyl)-4-propyl- 1 ,3- 

dioxolan-2-yl]mcthyl]-lH-li,4-triaz  ole  , 

29549 
l[[2-<2,4-Dichlorophenyl)-4-propyl-l,  3-dixolan- 

2-yl]methyl]-lH-l,2,4-tri  azole,  etc.,  8697 
2-(2-chlorophenyl)methyl-4,4-dimethyl-3- 

isoxazolidinone,  15803 
4-{dichloroacetyl)-l-oxa-4-azaspiro[4.5]decane. 

32300 
Acrylic  acid-sodium  acrylate-sodium-2- 

methylpropanesulfonate  copolymer,  25782 
Aldicarb,  34712 

Aluminum  tris(o-ethylphosphonate),  19352 
Amitraz,  14314 
Azadiiachtin,  8695 
Bufencaib,  32303 
Caibon  disulfide.  33770 
Chlorpyrifos.  19354 
aomazone.  8696 
Ciufomaie.  32302 
Dimethenamid.  14316 
Endrin.  32296 
EPN  (O-ethyl-0-p-nitrophenyl  benzene 

thiophosphonate).  32297 
Ethoxylated  polyarylalkylphenols.  25780 
FD&C  Red  No.,  0,  32295 
Fempropathrin,  19357 
Ruoiide  compounds,  26687 
Fumaric  acid-isophthalic  acid  styrene-ethylene/ 

propylene  glycol  copolymer,  32301 
Imazalil.  30120 

Metalaxyl,  15804,  16776,  30122 
Metarhizium  anisopliae  strain  ESFl,  29119 
Methyl  methacrylate-2-sulfoethyl  methacrylaie- 

dimethylaminoethyl  methactylate-glycidyl 

methacrylate-styrene-2-ethylhexyl  aciylate 

graft  copolymer.  15802 
Nitrapyrin.  32303 
N  ji-diethyl-2-(  1 -naphthalenyloxy)pn>pionamide. 

34913 
Paraquat.  33554 
Pendimcthalin.  11377.  33772 
Perfluidone.  32299 
Profluralin.  32298 
Propionic  acid.  6893 
SUvex,  33211 
Sodium  bisulfate.  25779 
Spod-X  bioinsecticide,  25783 
Stieptomyces  sp.  strain  K61.  21402 
Tcitufos,  29118.  30220 
Tetrapotassium  pyrophosphate,  8699 
Titanium  dioxide,  34914 
Tolerance  processing  fees,  increase,  16094 
Tomato  pinworm  insect  pheromone,  34375 
Urea-formaldehyde  copolymer,  34376 
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Public  information:  ^r — 

Senior  environmental  employment  program; 
confidentiality  of  business  information, 
7187 
Reporting  and  recordkeeping  requirements: 

technical  amendments,  34198 
Solid  wastes: 
Corrective  action  management  units  and 

temporary  units,  8658 
Sewage  sludge;  use  and  disposal  standards, 
9248 
Superfund  program: 
CERCLA  administrative  hearing  procedures  for 

claims  asserted  against  Superfund,  7704 
Hazardous  substances,  pollutants,  and 

contaminants;  response  >  iaims  procedures, 
5460 
Hazardous  substances  releases;  reimbursement 
to  local  governments  for  emergency 
response,  4816 
Lead  metal,  lead  compounds,  lead-containing 
hazardous  wastes,  and  methyl  isocyanate; 
reportable  quantity  adjustments,  35314 
National  oil  and  hazardous  substances 
contingency  plan — 
National  priorities  list  update,  7189,  7492. 
12142,  15287.  30989 
Toxic  chemical  release  reporting;  conununity 
right-to-kr.Dw — 
Freon-113,  etc.;  correction,  32304 
Toxic  substances:  , 

Polychlorinated  biphenyls  (PCBs) — 
Asbestos;  nomenclature  change, 

15808 
Waste  oU  use,  15435.  32060 
Preliminary  assessment  infonnation  and  health 
and  safety  data  reporting  rxiles — 
List  additions.  13556.  28511 
Significant  new  use  rule;  amendment.  29946 
Significant  new  uses — 

1-Butene,  polymer  with2-butene  and  1- 

methyl- 1-propene,  epoxidized,  26691 
2-Butenedioic  acid  (Z).  mono  (2-((l- 
oxopropenyloxy))ethyl)  ester,  etc.; 
correction.  7190 
Alkali  metal  nitrites.  27940 
Benzoic  acid,  etc.,  26690 
Coconut  oil;  reaction  prt><!ucts  with 

tetrahydroxy  branched  alkane  esters  of 
trisubstituted  benzenepropanoic  acid. 
27205 
Heterocyclic  aldehyde  imine.  27206 
Phenol.  4.4'-(9H-fluoren-9-ylidene)bis-. 

27207 
Substituted  ethyl  alkenamide.  etc..  32228 
Testing  requirements — 

Refractory  ceramic  fibers.  28517 
Test  rules  and  consent  orders;  test  standards 
and  schedules;  modifications.  30989 
Water  pollution;  effluent  guidehnes  for  point 
source  categories: 
Oil  and  gas  extraction,  offshore,  124S4 
Water  poUution  control: 
Qean  Water  Act- 
Indian  tribes;  qualification  for  treatment  as 
States  under  Section  404  State  program 
.  regulations,  8172 

^National  pollutant  discharge  elimination 
system — 
State  sewage  sludge  management  program 
requirements,  9404 
Water  quality  standards;  priority  toxic 
pollutants,  numeric  criteria;  State 
compliance;  correction.  31177 
Correction.  34499 

PROPOSED  RULES 

Air  pollutants,  hazardous;  national  emission 
standards: 
Benzene  waste  operations.  1S457 


Coke  oven  batteries 

Hearing.  328 
Halogenated  solvent  emissions  from  organic 

solvent  cleaners,  16808 
Synthetic  organic  chemical  manufacturing 
industry  and  seven  other  processes; 
correction,  11201.  11667 
Wood  fiimiture  numufacturing;  volatile  organic 
emissions;  proposed  rules  and/or  guidelines 
development;  meetings,  4391,  12352, 
13571.21276 
Air  pollution;  standards  of  performance  for  new 
stationary  sources: 
Appendix  A;  test  methods  18.  26,  and  26A; 

correction,  11709 
Municipal  solid  waste  landfills;  new  sources 
control  and  emission  guidelines  for  existing 
sources,  33790 
Air  pollution  control: 

Gean  fuel  fleet  emission  standards,  32474 
Air  poUution  control;  new  motor  vehicles  and 
engines: 
Emission  defect  reporting  requirements  | 

Public  woikshop.  34970 
Emissions  of  oxides  of  nitrogen  and  smoke 
from  new  noiuoad  compression-ignition 
engines  at  or  above  50  horsepower,  28809 
Federal  emission  test  procedure  review;  public 

workshop.  11202 
Heavy-duty  engines  and  vehicles,  including 
heavy  light-duty  trucks;  nonconformance 
penalties,  19087 
Light-duty  vehicles  and  trucks;  gaseous  and 
particulate  emission  and  revised 
performance  warranty  regulations;  1994 
and  later  model  years,  3380,  13730 
Methanol-fueled  motor  vehicles  and  engines  and 

petroleum-fiieled  motor  vehicles,  11816 
On-board  diagnostic  systems  on  1994  and  later 
model  year  light-duty  vehicles  and  trucks; 
workshop,  34013 
Refueling  emissions  for  light-duty  vehicles  and 
trucks  and  heavy-duty  vehicles,  30731, 
33417 
Small  Non-Road  Engines  Emissions  Control 
Negotiated  Rulemaking  Advisory 
Committee:  meetings,  4392,  33061,  34389 
Air  programs: 
Accidental  release  prevention:  regulated  | 

substances  and  thresholds  list;  petition 
requirements,  5102,  13174 
Acid  rain  program — 
Continuous  Emission  Monitoring  (CEM)  Ddta 
Acquisition  and  Handling  Systems 
(DAHS)  certification,  and  electronic  and 
magnetic  data  repgiting;jijceting.-223j£ 
.  Architectural  and  Indusl^  Maintenance 

Coatings  Negotiated  Rulemaking  Advisory 
Committee;  meetings.  6200.  18062.  30007. 
33578 
Qean  Air  Art^  ' 
Citizen  suits  brought  on  their  own  behalf^ 
7870 
Disinfection  by-products  negotiated  rulemaking 

advisory  committee;  meetings,  8565 
Outer  Continental  Shelf  regulations,  33589 
Pulp,  paper,  and  paperboard  industry 

rulemaking;  meetings,  6609,  26946,  316851 

State  programs  approval  and  Federal  authorities 

delegation.  29296 

Hearing  and  comment  period.  33242 

Stratospheric  ozone  protection.  19080 
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Ozone-depleting  chemicals;  substitutes 

evaluation  and  regulation  and  significant 
new  alternatives  policy  program; 
correction,  28094,  33488 
Ozone-depleting  substances;  accelerated 

phaseout  schedule,  15014,  25793 
Special  exemptions;  Guam,  13579 
Air  programs;  fuel  and  fuel  additives: 
CaUfomia  pilot  test  program  and  clean-fuel 
standards  (CFVs)  for  light-duty  vehicles 
and  trucks,  34727 
Air  quality  implementation  plans: 
Preparation,  adoption,  and  submittal — 
Economic  incentive  program  rules;  etc., 

28542 
General  Federal  actions;  conformity  to 
Federal  or  State  implementation  plans, 
13836 
Transportation  plans,  programs,  and  projects; 
Federal  or  State  implementation  plan 
conformity,  3768 
Air  quality  implementation  plans;  approval  and 
promulgation;  various  States: 
Alaska,  13572 
Arizona,  34547 
California,  322,  324,  8245,  12914,  27253. 

27971.  28944,  34553 
Connecticut  et  al.,  31928 
/Delaware,  11555 

/  Illinois,  5319.  12006,  12913,  15824.  16639, 
\         28376, 33578 
V  Indiana,  7762,  8247,  11200 
*  Maryland,  8565 
Massachusetts,  10998 
Minnesota,  34397 
Missouri,  30730 
New  Hampshire,  5695 
New  Mexico,  18190 
Ohio.  19075,  31929.  32081    ' 
Oregon.  13230.  34394 
Pennsylvania.  16639 
Virginia,  34392  '•.^ 

Washington.  13575,  14194.^1133 
Wisconsin.  326  v 

Air  quality  implementation  plans;  preparation, 
adoption,  and  submittal: 
Economic  incentive  program  rules,  11110 
Air  quality  planning  purposes;  designation  of 
n^as: 
Oregon,  34403 
Tennessee,  16806 
Clean  Air  Act: 

Acid  rain  program — 
Nitrogen  oxides  emission  reduction  program, 
5950 
Fuel  and  fuel  additives;  reformulated  gasoline, 
11722 
Hearing,  17175 
Woricshop.  28946 
Drinking  water: 
Disinfection  By-Products  Negotiated 

Rulemaking  Committee  meetings.  3002, 
12199.  18062,  21276,  32474 
Hazardous  waste: 
Hazardous  waste  management  system:  recycling 

regulatory  program,  8028,  18197 
Hazardous  Waste  Manifest  Rulemaking 

Committee;  meeting,  7501,  13730,  25591, 
30049 
Identification  and  listing — 

Exclusions,  6925 
Land  disposal  restrictions — 
Third  third  wastes;  response  to  court  decision. 
4972 
Petroleum-contaminated  media  and  debris  from 
underground  storage  tanks;  exemption. 
8504 


Solid  waste  and  hazardous  waste  recycling 

definition;  meeting.  16517.  32881 
State  undergfound  storage  tank  program 

approvals — 
Washington.  21135 
Wood  Furniture  Manufacturing  Industry 

Negotiated  Rulemaking  Advisory 

Committee;  establishment  and  meeting. 

34011 
Wood  surface  protection  processes; 

identification,  listing,  treatment,  storage, 

and  disposal,  25706,  34977 
Pesticide  programs: 
Microbial  pesticides;  experimental  use  permits 

and  notifications,  5878,  16762 
Natural  cedar  pesticides  exemption;  notification 

to  Agriculture  Secretary,  34404 
Pesticide  management  and  disposal,  26856 
Pesticides;  tolerances  in  food,  animal  feeds,  and 
raw  agricultural  commodities:,  32620 
2-MethyI[(pcrfluoroalkyl) 

sulfonyl]amino]alkyl(C2-C8)acrylatc- 

alkyl(C2-C8)methacrylates-N-methy!olacry 

lamid  copolymer,  etc.,  13239 
4-(Dichloroacetyl)-l-oxa-4-azaspiro[4.5]decane, 

19387 
Acrylic  acid-sodium  acrylate-sodium-2- 

methylpropanesulfonate  copolymer,  12199 
Boric  acid  and  its  salts,  etc.,  34972 
C.I.  pigment  violet  no.  23,  etc.,  34973 
Cross-linked  polyurea-type  encapsulating 

polymer.  25792 
Cyromazinc.  34975  , 

Ethoxylated  polyarylalkylphenols,  8728 
Ethyl  4.4'-dichlorobenzilate  (chloA>benzilate). 

etc..  32320 
Ethylene  dibromide.  32319 
FD&C  Red  No..  0.  12200 
Fumaric  acid-isophthalic  acid  styrene-ethylene/ 

propylene  glycol  copolymer.  13238 
Glyphosate.  26725 
Hexane,  etc.,  4131 
Metalaxyl,  13241 

N  J<-dicthyl-2-{  1  -naphthalenyloxy) 
(  propionamide,  19391 

Paraquat.  13234 
Pendimethalin.  19389 
Polyvinyl  acetate-polyvinyl  alcohol  copolynner. 

etc.,  30131 
Sodium  bisulfate,  8729 
Teibufos.  13236 
Trimethylolpropane,  etc.,  27974 
Urea-formaldehyde  copolymer,  21432 
Vinyl  acetate-allyl  acetate-monomethyl  maleate 

copolymer,  etc.,  27973 
Radiation  protection  programs: 
Comphance  certification  criteria,  8029 
Hearings  and  dockets,  8028,  13731 
Spent  nuclear  fuel,  high-level  and  transuranic 

radioactive  wastes  management  and 

disposal;  environmental  protection 

standards,  7924.  8029.  15320 
Uranium  and  thorium  mill  tailings;  health  and 

environmental  standards,  32174 
Regulatory  agenda.  249% 
Solid  wastes: 
Paper  and  paper  products  containing  recoveied 
materials;  Federal  procurement  guidelines; 
public  forum,  9554 
Superfund  program: 
National  oil  and  hazardous  substances 
contingency  plan — 
National  priorities  list  update,  18197,  27507, 
34018 
Radionuclide  releases;  administrative  reporting 
exemptions,  6056,  12876 
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Toxic  chemical  release  repotting;  community 
right-to-know — 
Barium  sulfate,  32622  v 
Chromium,  etc..  34738 
Di-n-octyl  phthalate.  4133 
Facilities  coverage,  19308 
Sulfuric  acid  and  hydrochloric  acid 
Meeting,  11002 

Meeting  and  comment  extension,  6609 
Toxic  substances: 
Asbestos-containing  materials  in  schools — 

State  waiver  requests,  8926 
Chemical  substances  manufactured  in  quantities 
of  1,000  kilograms  or  less  per  year; 
premanufacture  notification  exemption, 
a7646 
Poilarren  prevennon — 
Lead;  dangerous  levels  identification  nile; 
meetings.  31686 
Polychlorinated  biphenyls  (PCBs) — 
Disposal  and  storage  of  waste;  notification 
requirements,  6184,  12352,  13128 
Polymers;  premanufacture  notification,  7679 
Premanufacture  notification  regulations;  hearing, 

17040 
Premanufacture  notification  regulations: 

revision,  7661  c 

Significant  new  uses — 
2,3,5.6.-tetrachloro-2,5<yclohcxadiene-1.4- 

dione,  27980 
Adipic  acid.  etc..  26727 
Aluminum  crtKs-linked  sodium 

carboxymethylcellulose.  32628 
Amide  of  polyamine  and  organic  acid,  27255 
Dialkyldialkoxysilane;  withdrawn.  33792 
Expedited  process  for  issuing  significant  new 

use  rules.  7676 
Pyridines.  32222 
Tetrafluoroalkenes.  etc.,  30741 
Waste  management,  solid: 

Degradable  plastic  ring  carriers,  18062 
Water  pollution;  effluent  guidelines  for  point 
source  categories: 
Pesticides  chemicals  manufacturing,  19392 
Water  pollution  control- 
Great  Lakes  System;  water  quality  guidance, 
20802 
Correction,  21046 
Ocean  dunq>ing;  site  designations — 
Atlantic  Ocean  offshore  Fott  Pierce,  FL, 

12569 
List  reorganization,  32322 
Lower  Chesapeake  Bay,  VA,  27976 
Massachusetts  Bay,  MA.  10999 
Oil  pollution  prevention — 
Non-transportation-related  onshore  facilities. 
8824,  19030 
Water  programs: 
Pulp,  paper,  and  papeiboard  industry 

rulemaking;  meetings.  6609.  26946.  31685 

NOTICES 

Agency  information  collection  activities  under 
OMB  review.  549.  3948.  5971.  6633.  6786. 
6954,  7779.  8593.  8594.  1 1409,  1 1599, 
11600.  12033.  12034.  12227,  12964,  13591, 
14209,  14397,  15872,  16664,  17230.  17891. 
18216.  19249.  19419.  19666.  21453,  21978. 
21979,  25639.  25830,  25986.  26135,  26136, 
26541.  27279.  27280.  27281,  27729,  28014, 
28863.  28864,  29574,  29827,  30048,  30049, 
30165.  32530.  33093.  33271.  33628.  33629,  ■ 
34046.  34582.  35000 

Air  pollutants,  hazardous;  national  emission 
standards: 
Asbestos;  roof  removal  operaoons;  settlement 
agreement.  30784 
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Diethylene  glycol  monobutyl  ether,  etc.; 
deletion  from  list:  petition  denied,  4164 
<    Eaily  reductions  compliance  extensions;  list, 

11054 
Air  pollution  control;  new  motor  vehicles  and 
engines: 
Califofnia  pollution  control  standards;  Federal 

preemption  waiver,  4166 
Federal  test  procedure  modifications;  status 

report  availability,  9S63 
Federal  test  procedure  review;  preliminaty 
technical  lepon,  29826 
Air  programs: 
Ambient  air  monitoring  refeicnce  and  equivalent 
methods — 
Lear  Siegler  Measurement  Controls  Corp.; 
Monitor  Labs  Models  9810  Ozone 
Analyzer  and  98S0  Sulfur  Dioxide 
Analyzer.  6964 
Citizen  suit  settlement,  350         • 
Air  quality;  prevention  of  significant  deteiioration 
(PSD): 
Permit  determinations,  etc. —       \ 
Region  VI,  13594 
Alternative  fuels  research  strategy;  document 

availability,  4991,  17395 
Atmospheric  programs: 
Halons;  firefighting  and  explo^on  protection; 
essential  uses,  6786 
Clean  Air  Act: 

Acid  rain  provisions — 
National  Allowance  Dau  Base  version  2.1, 

etc.;  availability,  15720 
Program  allowance  system;  conservation 

verification  protocols;  availability,  14397 
Sute  permits,  32667.  34582 
Sulfur  dioxide  control  program;  transferable 
allowances  auctions  and  sales,  6962, 
14210,  27563 
Air  pollution  control;  motor  vehicle  emission 
factors;  model  (MOBILES)  availability, 
7780,29409 
Citizens  suits;  proposed  settlements,  17230, 

33814 
Employee  commute  options  guidance:  document 

availability,  13596 
Hydrogen  fluoride  study;  picliiranai>  findings 

and  meetmg,  33441 
Mobile  source  emission  reduction  credits 

generation;  guidance,  1 1 1 34 
Model  Title  V  operating  pennits;  draft 

availability,  25639 
Montreal  Protocol;  CPCs.  methyl  chlorofomi, 
carbon  tetrachloride,  and  HBFCs;  essential 
use  exemption  nominations,  29410 
Oxygenated  gasoline  waiver  applications — 
California,  21719 
Utah,  32531 
Urban  bus  testing  program;  advisory  circular 
availability,  32121 
Gean  Air  Aa;  consent  decrees: 
Environmental  Defense  Fund,  Inc.,  13595 
Natural  Resources  Defense  Council,  33813 
Nitrogen  dioxide,  11859 
Qean  Water  Act: 
Coastal  nonpoint  source  pollution  State  program 

guidance  documents;  availability,  5182 
Committees;  estabhshment,  renewal,  teimination, 
etc.: 
Gean  Air  Scientific  Advisory  Committee  et  al , 

34263 
Environmental  Financial  Advisory  Board,  12227 
FIFRA  Scientific  Advisory  Panel,  11229 
Mining  Wastes  Pohcy  Dialogue  Committee, 
29828 
Confidential  business  information  and  data  transfer 
to  contractors,  4992,  4993,  7225,  7783, 


19250,  19423,  19667,  21722,  21980,  25641, 

25642,  2583S*.  26322,  26542,  26974,  29219, 

30050,  31026.  32943,  33272,  33629,  33814, 

33815,  34582 
Confidential  business  information  claims  policies 

and  regulations;  meeting,  31711 
Drinking  water: 
Public  water  supply  supervision  program — 

California,  31024 

Georgia,  31200  f 

Hawaii,  17892,  33442 

Idaho,  34047 

Maryland,  17395 

Massachusetts,  34583 

Mississippi,  21170 

Nevada,  21168 

New  Hampshire,  21719,  31024 

North  Carolina,  31201 

North  Dakota,  17891 

Oregon,  21579 

Pennsylvania.  8594 

Tennessee,  31201 

Utah,  12583 
Environmental  leadership  program;  proposed 

establishment.  4802 
Environmental  statements;  availability,  etc.: 
Agency  statements — 

Comment  availability,  3279,  4697,  5727, 
5728,  6490,  7226,  8271,  9173,  11601, 
12584.  135%,  15144,  16406,  17396, 
18392.  19822,  21720,  26137,  27282, 
28567.  29576,  31027,  31710,  32670, 
33650,  34433 

Weekly  receipts,  3280,  4697,  5728,  6491, 
7226,  8273,  9172,  11600,  12583,  13597, 
15145,  16407,  17397,  18394,  19823, 
21721,  26137,  27282,  28568,  29578, 
31026.  31710.  32670,  33630,  34434 
Tampa  Electric  Co.  Polk  Power  Station.  FL, 
29577 

Texas  and  Louisiana  territorial  seas  oil  and  gas 
operations  (NPDES),  8273 

Grants  and  cooperative  agreements;  availability, 
etc.: 

Fuiancial  assistance  programs —  — . 

Emergency  planning  and  community  right-to- 
know:  States  and  Indian  tribes,  16668 
Grants,  State  and  local  assistance: 
Environmental  education  and  training  program, 
27567 

Environmental  monitoring  and  assessment 
program,  6788 

Experimental  program  to  stimulate  competitive 
research,  7781 

Grantee  performance  evaluation  reports — 

Alabama  et  al.,  26780 

Missouri  et  al.,  31711 

Lead-based  paint  abatement  woikeis;  training 
grants,  19419 

Pollution  prevention  incentives  for  States 

program,  16664 
State  water  pollution  control  revolving  fund 
program,  3552 
Green  Page  listing  of  U.S.  suppliers  of 

environmental  producte  and  services,  13597 
Hazardous  waste: 
Electric  utility  power  plants;  coal  combustioa 
wastes;  report  to  Congress,  8273 


Identification  and  listing — 

Guidance  document:  availability,  19250 
Land  disposal  restrictions;  exemptions — 
Allied-Signal,  Inc.,  11601 
BP  Chemicals,  Inc.,  30926 
Gibraltar  Chemical  Resources,  Inc.,  8944 
Witco  Corp.,  8275 
State  program  adequacy  determinations — 
California,  34797 
Kentucky,  26543 
Minnesota,  31027 
Hazardous  waste  generators;  waste  minimization 
^       program  elements;  guidance  availability, 
(        31114 
inventions,  (jovemment-owned:  availability  for 

licensing,  21979 
Low-level  radioactive  mixed  waste;  national 

profile  availabUity  (NUREG/CR-5938),  7265 
Meetings: 
Biological  and  health  effects  of  radiofrequency 

radiation:  conference,  18093 
Biotechnology  Science  Advisory  Conunittee. 

34047 
Gean  Air  Act  Advisory  Committee,  17892, 

21301 
Effluent  Guidelines  Task  Force,  4698,  25986, 

28569 
Emergency  Planning  and  Community  Right-to- 
Know  Act;  Train-the-Trainers  workshops, 
9173 
Environmental  Financial  Advisory  Board,  5390 
Environmental  leadership  program,  16826 
Environmental  Policy  and  Technology  National 
Advisory  Council,  6788,  11603,  14398, 
17231,21169,28960,32671 
EPA  Border  Environmental  Plan  Public 

Advisory  Committee,  29578 

FIFRA/Scientific  Advisory  Panel,  13598 
Grand  Canyon  Visibility  Transport  Commission, 

349,  13756,  32532 
Gulf  of  Mexico  Program  Citizens  Advisory 

Committee,  21721 
Gulf  of  Mexico  Program  Management 

Committee,  21301.  21721 
Gulf  of  Mexico  Program  Policy  Review  Board, 

21722 
Hazardous  Waste  Identification  System,  6121, 

8275,  13757,  16408,  21979 
Lawn  Care  Pesticide  Advisory  Committee,  7890 
Mining  Wastes  Policy  Dialogue  Committee, 

5972 
National  Drinking  Water  Advisory  Council, 

19422  1 

New  source  review  simplification:  workshop, 

11602 
Office  of  Water;  strategic  plan  review,  12584 
Oil  and  grease  workshop,  32122 
Ozone  Transport  Commission,  349,  28960 
PCBs  in  fish  tissues;  natioiud  technical 
workshop,  14399 
'  Phosphoric  Acid  Production  Waste  Dialogue 
Committee,  3553,  12035 
Pollutants  analysis  in  environment;  annual 

conference,  21169 
Science  Advisory  Board,  107,  4992,  6491, 
7561,  9563,  13065,  13757,  16826,  17231, 
18393,  18395,  25831,  27567,  28960. 
32122.  32673.  33094.  33631.  34435 
Science  Advisory  Board  et  al..  3018 
State  an^  Tribal  Toxics  Action  Forum 
Coordinating  Committee  and  Projects, 
1 1603,  28959 
State  FD^A  Issues  Research  and  Evaluation 

Group,  5390,  26138,  30785,  34799 
Sugarcane  borer  control  in  Louisiana,  4433 
Technical  Bases  for  Yucca  Mountain  Standards 
Committee,  28016 
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Technology  Innovation  and  Economics 
Committee.  6788,  31201 
Memorandums  of  agreement: 
Anny  Department;  1987  Corps  of  Engineers 
wetlands  delineation  manual;  wetlands 
determinations,  4995 
Memorandums  of  understanding: 
Coast  Guard;  Clean  Water  Act;  enforcement, 

19420 
Food  and  Drug  Administration;  liquid  chemical 
germicides  for  use  on  medical  devices, 
regulation;  meeting,  33496 
Motor  vehicle-related  air  toxics  study:  availability, 

4165,  27283 
'  Municipal  solid  wa$te  landfill  permit  programs: 
Idaho,  27567 
Oregon,  28960 
Virginia,  6955 
Neurotoxicity  risk  assessment  guidelines  peer 

review  workshop  report;  availability,  8595 
Organization,  functions,  and  authority^legations: 
Headquarters  library  and  INFOTERRA;  new 

opening  hours,  349 
.Resource  Conservation  and"  Recovery  Act — 
Docket  information  center;  relocation,'  28569 
Underground  Storage  Tanks  Docket  Office; 
relocation,  28569 
Pesticide,  food,  and  feed  additive  petitions: 
Ciba-Geigy  Corp.,  13261 
DowElanco,  15873 

E.I.  du  Pont  de  Nemours  &  Co.  et  al.,  29318 
Hoechst  Celanese  Corp.  et  al.,  6958 
Monsanto  Co.,  19425 
Rhone  Poulenc  Ag.  Co.,  33631 
Valent  U.S.A.,Corp.  et  al..  13262 
Pesticide  programs: 
AgriVirion  Inc. — 
Genetically  altered  microbial  pesticide;  field 
test.  34583 
Boyce  Thompson  Institute  for  Plant  Research — 
Genetically  modified  microbial  pesticide; 
field  test,  14400 
Ciba-Geigy  Corp. — 
Genetically  modified  microbial  pesticide; 

.field  test,  30165 
Nonindigenous  microbial  pesticide;  field  test. 

28018 
Nonindigenous  microbial  pesticides;  field  test. 
32354 
Cornell  University — 
Genetically  modified  microbial  pesticide; 
field  test.  30166 
Reduced-risk  pesticides;  development  and 

registration  incentives,  5854 
Residue  chemistry  guidelines;  availability.  5390. 

30785 
Sandoz  Agro.  Inc. — 
Genetically  engineered  microbial  pesticide; 
field  test,  34584 
Sodium  pentachlorophenate  non-wood  use; 
special  review  termination,  7848 
Pesticide  registration,  cancellation,  etc.: 
Amitrole.  5858 
Arsenic  acid.  26975 
Becker  Microbial  Products.  Inc.,  8945 
Cancer-causing  pesticides  in  processed  foods, 

7470.  19546 
Carbon  dioxide,  etc.,  12229 
Ciba-Geigy  Corp.,  25832 
Ciba-Geigy  Corp.  et  al..  32533 
Dexol  benomyl  systemic  fungicide,  etc..  29216 
DowElanco  et  al..  21454 
Du  Pont  Benomyl  50W.  etc..  18093 
Flair,  etc..  12237,  16828 
Grace  Sierra  Chemical  Co.,  Inc.,  29579 
Hydroxytetracycline  monohydrochloride,  etc.. 
18217 


Iron  salts.  16831 
Kemira  Biotech.  35001 
Kill-KO  5%  Cythion  Dust.  etc..  6961 
McLaughlin  Gormley  King  Co.  et  al.,  8945 
Meilpole.  4167,  30166 
Methyl  Parathion  5  Spray,  etc..  13261 
Milazzo  Brand  Animal  Chaser,  etc..  6958 
•  Mite-a-Salt,  15873 
Nosetna  locustae.  19425 
Rigo  benomyl  systematic  fiingicide.  etc..  11234 
Sandoz  Agro.  Inc..  25832 
Tetrazole  4  Flowable  Fungicide,,  etc.,  16832 
Pesticides;  emergency  exemptions,  etc.: 
Acephate,  12228 
Benomyl,  11232 
CheckMate  MRB  (Z-13-octadecenyl  acetate,Z- 

11-hexadecenyl  acetate  and  Z-13- 
,    octadecenal),  30168 
Dicamba,  etc.,  12235 
Fenoxycarb,  4435 
Fenpropathrin,  12237 
Hydrogen  cyanamide,  etc.,  29218 
Imidacloprid,  32534 
Lindane,  267$  1 
Mancozeb.  26782.  28017 
Permit,  19426 

Tebuconazolei,  18095,  25833 
Tridopyr,  etc;,  35002      * 
Pesticides;  experimental  use  permits,  etc.: 
Ciba-Geigy  Corp.,  27284 
Ciba-Geigy  Corp.  et  al.,  4434,  16827 
Consep  Membranes,  Inc.,  et  al.,  26780 
Crop  Genetics  International.  12234 
Dow  Elanco  et  al..  19424 
Monsanto  Co.,  8758",  8759,  33815 
Pesticides;  receipts  of  State  registration,  12239 
Pesticides;  temporary  tolerances: 
Acetochlor.  14399 
Consep  Membranes  Inc..  13263 
E.I.  du  Pont  de  Nemours  &  Co..  Inc..  30169 
Entomopathogen.Beauvaria  bassiana,  15872 
Fenbuconazole,  11233 
Fenoxaprop-ethyl,  29217 
Rumetsulam,  19427 
Iprodione,  4699 

Mitsui  Petrochemicals  Ltd.,  15872.  30169 
Monsanto  Agricultural  Co..  32535 
Privacy  Act: 

Systems  of  records.  13599,  29821 
Reports;  availability,  etc.: 
Electric  and  magnetic  fields;  perspective  on 

research  needs  and  priorities  for  improving 

health  risk  assessment,  11409 
Greenhouse  gas  emissions  and  sinks  estimation 

(1990),  33818 
Integrated  Risk  Information  System  (IRIS), 

11^ 
Ozone  (Jrecursors  role  in  tropospheric  ozone 

formation  and  control,  11603 
Tetrachlorodibenzo-p-Dioxin  (TCDD)  risks  to 

aquatic  organisms  and  associated  wildlife; 

assessment  data  and' methods,  25987 
Wetlands  in  New  Jersey's  Hackensack 
^  Meadowlands;  advanced  identification 

basis,  3555 
Superfund;  response  and  remedial  actions, 
proposed  settlentents,  etc.: 
Calmet  Site,  CO.  5729 
Carter  Industrials.  Inc.,  Site,  MI,  8275 
Fairchild  Semiconductor,  Inc.  Site,  CA,  1 1055 
Great  Lakes  Asphalt  Facility,  IN,  12585 
Haynes  Warehouse  Fire  Site,  ND.  6633 
Hboper  Sands  Site,  ME.  3554 
Intel  Santa  Clara  3.  CA,  12585 
L.E.  MacNair  Building  Site,  ME.  3SS4 
M.T.  Richards  Site.  IL.  12241.  33272 


Mexam  Trucking  Removal  Site,  CA,  31712 
National  Smelting  &  Refining  Site,  GA.  et  al., 

4992 
Old  City  of  York  Site,  PA,  25834 
Old  Springfield  Landfill  Site,  VT,  7227 
Operating  Industries,  Inc.  Site,  CA.  7784 
Route  52  Site.  WV,  3555.  «820 
Shore  Realty  Site,  NY,  17231 
Sunbelt  Site,  TX.  34047 
Sunbelt  Site,  TX,  et  al..  26783 
Union  Scrap  Iron  &  Metal  Site.  MN,  8954 
Western  Sand  &  (jnvel  Site,  RL  13599 
YttriWm  Processing  Plant,  WY,  12S8S 
Superfund  program: 
Federal  Agency  Hazardous  Waste  CompHanoe 

Docket;  Federal  facilities,  list  update.  7298 
Removal  actions  and  removal  response 
activities;  model  administrative  orders; 
documents  availability,  21980 
Response  action  contractor  indemnification, 

5972 
Risk  assessment  evaluation  report;  availability. 

13757 
Toxic  chemical  release  reporting;  commimity 
right-torknow — 
Repotting  forms;  availability,  1 1056 
Toxic  and  hazardous  substances  control: 
Asbestos — 
National  Directory  of  AHERA  Accredited 
Courses;  availability.  11604,  31029 
Chemical  substance  inventory — 
Removal  of  39  repotted  chemical  substances, 
19251 
Chemical  testing — 
Conditional  exemptions.  3949 
Data  receipt,  350.  7784.  9174.  21302 
Policy  statement.  28736 
Confidential  business  information  security 

nuinuaL  revis^;  availability,  19667 
Data  receipt.  32122 
Interagency  Testing  Committee — 

Report.  26898 
Polychlorinated  biphenyls  (PCBs);  applications 

for  disposal  approval,  17397 
Premanufacture  exemption  applications,  8947 
Premanufacttue  exemption  approvals,  5988, 
6963,  12964,  15145,  16668,  16670.  16671. 
21454,  28864,  30788.  32123.  33094 
Premanufacture  notices;  monthly  status  reports. 

9092,  9096.  21070,  28486,  32586 
Premanufacture  notices  receipts,  4993.  6280, 
8946,  8947,  8955,  15343,  15494,  19093. 
19094,  21723,  26544.  28865.  30786, 
30787,  32123,  32127 
Radon  levels  in  new  buildings;  model 

construction  standards  and  techniques, 
19097 
Testing  consent  agreement  development — 
Tier  I  chemical  substances;  itwetings,  16669 
Tier  II  and  III  chemical  substances,  19253 
Toxic  Substances  Control  Act  Confidential  and 
Nonconfidential  Business  Information 
Centers;  temporary  closure,  15146 
Water  pollution;  discharge  of  pollutants  (NPDES): 
Combined  sewer  overflow  control  policy; 

guidance  availability.  4994 
Concentrated  animal  feeding  operations;  general 

permit  and  repotting  requirements.  7610 
Louisiana,  6964 
Ohio.  7889 

Public  water  supply  supervision  program — 
Louisiana.  5729 
New  Mexico,  5729 
Storm  water  discharge  sources  cootn^; 

meetings,  8595 
Texas.  6964 
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EPA 


Water  poUutioa  control: 
Clean  Water  Act — 

State  water  quality  standards;  approval  and 
disapproval  lists  and  individual  control 
strategies;  availability,  1839S,  192S4, 
21724,  28569,  28570 
Total  maximum  daily  loads;  lists  of  watets; 
availability,  17892 
Marine  sanitation  device  standard;  petitions — 

Rhode  Island,  12964,  31202 
National  pollutant  dischaige  elimination  system; 
State  programs — 
New  York,  12035 
Puerto  Rico,  19427 
Public  water  supply  supervision  program — 
Illinois,  26977 
New  Hampshire.  34800 
Water  pollution  control;  sole  source  aquifer 
determinations: 
Massachusetu,  28402 
Water  quality  criteria: 
Ambient  water  quality  criteria  for  ptx>tection  of 
aquatic  life  from  metals.  32131 

EnvirtHunental  Quality  Council 

See  Council  on  Enviroiunental  Quality 

Equal  Employment  Opportunity 
Commissk>n 

RULES 

Employment  discrimination: 
Charges;  designation  of  State  and  local  fair 
employment  practices  agencies  (706 
agencies) — 
Youngstown  (OH)  Human  Relations 
Commission,  19210 
Records  and  reports  for  State  and  local 

goveminents.  29536 
Reports  and  records: 
Local  union  report  (EEO-3);  filing  deadline 
extended.  239 

PROPOSED  RULES 

Regulatory  agenda.  25092 

NOTICES 

Agency  information  collection  activities  under 

0MB  review,  17398 
Meetings;  Sunshine  Act  126.  629,  4201,  14624, 

16444,  26183,  27771,  31066,  35074 

Executive  Office  of  the  President 

See  Council  on  Environmental  Quality; 

Management  and  Budget  Office;  National 
Drug  Control  Policy  Office;  Presidential 
Commission  on  Assigmnent  of  Women  in  the 
Armed  Forces;  Presidential  Documents;  Trade 
Representative.  Office  of  United  States 

Export  Aflministration  Bureau 

RULES 

Commerce  control  list: 

Navigation  and  avionics.  342  Jl 
Revisions,  clarifications,  and  conectiofis; 
conectioii.  6574.  32003 
Expoft  licensing: 
Afghanistan  exports;  special  country  policies. 

485 
Conimerce  control  list — 
Biological  weapons  production  equipment, 
21925 
Foreign  availability  determinations — 
General  license  GFW  eligibility  for  voice 
band  modems,  etc.,  27930 
Foreign  trade  statistics;  Shipper's  Export 
Declarations,  3222 


Metric  system  conversion.  33509 

Science-based  Industrial  Park.  Hsinchu.  Taiwan; 
import  certificate/delivery  verification 
procedure  establishment.  25553 

Western  red  cedar;  export  provisions,  487 

NOTICES 

ExpoiT  privileges,  actions  affecting: 
Applied  Medical  Systems,  Inc..  26958 
Baxter  International,  Inc..  16813 
Burger.  Peter,  et  al..  18368 
Dyi.  Alex  Jiann.  et  al..  19649 
Haak.  Eddie,  et  al..  25968 
Hardimon.  WUliam.  14SS6 
Nachtrab.  Gunther  R..  17571 
O'Hara.  Daniel  J..  1 1024 
Oshiroa.  Yuzo.  et  al..  7767 
Pan  Aviation,  Inc.,  21703 
Pervez,  Arshad  Z.,  21281 
Soghanalian,  Satkis,  C,  21704 
Trzaskowski,  Roman,  et  al.,  5354 
Zandian,  Reza,  et  al.,  21969,  25800 
Foreign  availability  assessments: 
Advanced  high  speed  modems.  3531 
Computers,  21440 
Meetings: 
Conoputer  Systems  Technical  Advisory     y 

Committee,  7528,  1737fl^^\/ 
Electronics  Technical  Advisc«y~€cnnimttee, 

9144.  31941 
Materials  Processing  Equipment  Technical 

Advisory  Committee.  19235 
Materials  Technical  Advisory  Committee. 

12577.  19405 
President's  Export  Council.  343 
Regulations  and  Prtxxdures  Technical  Advisory 

Committee,  3251,  11585,  26099 
Sensors  Technical  Advisory  Committee,  5957. 

19089,  30014 
Telecommunications  Equipment  Technical 

Advisory  Committee,  5957,  18368 
Transportation  and  Related  Equipment 

Technical  Advisory  Committee.  5957. 

26100 
National  Defense  Stockpile;  market  impact  of 
proposed  disposals  of  excess  commodities. 
6775 
Applications,  hearings,  determnations,  etc.: 
Klaus  Westphal.  34240 

Export-Import  Baiil( 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  18095.  29828 
Meetings: 
Advisory  Comminee.  17232.  29828 

Extension  Service,  USDA 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Rural  technology  and  cooperative  development 

program.  27910 
Socially  disadvantaged  fanners  and  ranchers. 
1 1 172 
Meetings: 
National  Sustainable  Agriculture  Advisory 
Council.  31188 

Family  Support  Atiministration 

See  Conununity  Services  Office;  Family 
Assistance  Office;  Refugee  Resettlement 
Office 

Farm  Cretlit  Atiministration 

RULES 

Confiia  of  interests.  5919.  12333 


Equal  Access  to  Justice  Act: 
Application  for  award  of  fees  and  other 
expenses;  implementation.  10945 
Farm  credit  system: 
Administrative  expenses;  assessments  and 

apportionment,  10939,  16104 
Disclosure  to  shareholders — 
(Juarteriy  reports  certification,  27922 
Quarteriy  reports  certification;  effective  date, 
33189 
Loan  policies  and  operations — 
Lending  authorities,  etc.  appraisal  standards, 
participations,  and  lending  limits; 
correction,  11371,  11792 
Orgaiiization — 

Director  compensation,  6604 
Personnel  administration,  etc. — 
Human  resources,  and  retirement  and  thrift 
savings  plans;  regulations  removed,  6605 
TiUe  V  conservators  and  receivers.  10945 

PROPOSED  RULES 

Farm  credit  system: 
Accounting  and  reporting  requirements,  32071 
Disclosure  to  shareholders — 

(^arteriy  reports  certification,  3872 
Funding  and  fiscal  affairs,  loan  policies  and 
operations,  and  fimding  operations — 
Banks  and  associations;  permaitient  capital 
components,  34004 
Organization — 

System  institutions;  reorganization  authorities, 
15099 
Regulatory  burden;  statement,  34003 
Regulatory  agenda,  25278 

NOTICES 

Meetings;  Sunshine  Act  4201,  6335,  7843,  8818, 
11289,  12984,  13127,  16739,  17469,  19294, 
26036.  32171.  34619 
Organization,  functions,  and  authority  delegations: 
Farm  Credit  System  Assistance  Board;  charter 
cancellation.  8955 
National  Special  Asset  Council;  dissolution. 
8955 
Receiver  appointments: 
REW  Enterprises.  Inc..  28963 
William  E.  Harvey  &  Associates,  Inc.,  28962 
Transaction  of  business  of  the  Farm  Credit 

Administration  Board;  policy  statement,  6633 

Farm  Cretlit  System  Insurance 
Corporation 

NOTICES 

Assistance  to  operating  insured  system  banks; 
policy  statements,  27285 

Farmers  Home  Administration 

RULES 

Congregate  housing  services  program 
Correction,  14509 

Reporting  and  recordkeeping  requirements, 
14509 
Food,  Agriculture,  Co:iservation,  and  Trade  Act 
of  1990;  soil  and  water  loan  program;  revised 
instructions.  15071 
Loan  and  grant  programs: 
Community  facility  loans  and  grants.  5564. 
12632 
Organization,  fimctions.  and  authority  delegations: 

State  Directors;  exception  authority.  4066 
Program  regulations: 
Agency  assistance  to  employees,  relatives,  and 
associates;  processing  and  servicing,  222 
Associations — 

Community  facility  loans,  30101 
Certified  lender  program.  34302 
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Debt  settlement,  21344 
Federal  statute  of  limitatioiu — 
Real  estate  title  clearance  and  loan  closing; 
collection,  34868 
Housing  preservation  grant  program:  repair  and 

rehabilitation  assistance,  21891,  30102 
Insured  fanner  program  loans;  real  estate 

appraisals,  etc.,  26679 
internal  processing  of  appeals  cases;  repotting 

authorities,  4065 
Servicing  and  collections — 
Borrowers  loan  servicing;  60-day  deadline 
extension;  State  Director  exception, 
15417 
Delinquent  farm  borrowers;  fiuroer  program 
account  servicing  policies,  30102 
Single  family  housing  security  servicing; 
correction,  4067 

PROPOSED  RULES 

Program  regulations: 
Debt  settlement- 
Community  Facility  hospital  or  health  care 
program  loans.  409S 
Rural  housing — 
Section  502  loan  policies,  procedures,  and 
authorizations,  507 

NOTICES 

Agency  information  collection  activities  under 

0MB  review,  17827 
Environmental  statements;  availability,  etc.: 

Springhill  subdivision  project,  WV,  34987 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Housing  preservation  program,  8582 
Rural  housing  targeting  set  aside  funds,  8732 
Section  515  loan  funds  recipients  (1992  FY),  3250 

Federal  Aviation  Administration 

RULES 

Air  carrier  certification  and  operations: 
Commercial  passenger  or  cargo  operations; 

certification  and  operating  requirements 

(SFAR  No.  38-2),  34514 
Miscellaneous  operational  amendments 

(approved  child  restraint  systems  use,  etc.); 

conecticxi,  12158 
Airport  radar  service  areas,  7738,  11886,  121S7 
Airspace  reclassification;  correction,  32838 
Airspace  terminal  reconfiguration,  15252 
Air  traffic  operating  and  flight  rules: 
Airport  noise  control;  Stage  2  airplanes 

operating  in  48  ct>ntiguous  United  States 

and  Distrid'of  Columbia;  phaseout  and 

nonaddition  (transition  to  all  Stage  3), 

18139 
High  density  traffic  airports;  air  carrier  and 

coiptnuter  operator  slots,  allocation  and 

tt^sfer  methods,  21095 
PoUcy  statement,  229 
Noise-restricted  aircraft  aircraft  (SFAR  64), 

33189 

Airworthiness  directives: 
ACS  Products  Co.  et  al.,  16109 
Aerospatiale,  18337,  21914 
Airbus  Industrie,  4,  16110,  16763,  18338, 

27457.27923,27924.31159 
Allied-Signal  Aerospace  Co.,  16113,  32835 
Allied-Signal  Inc.,  32603,  34880 
AMI  Industries,  Inc.,  18340 
Beech,  4892.  5578,  5923,  5924.  6080.  6369. 

9113.  11188,28917 
BeU,  7479,  11523.  1370a  15757.  33892  de 

Havilland.  Inc..  33895.  33903.  33904 
Boemg.  480.  483.  5574,  5920,  6705,  6879, 

7481,  8693,  11190.  14513,  14515.  16107, 


16115.  16764.  19322,  19571.  21243, 
27454,  27927,  29102,  31650 
British  Aerospace,  6081-6084,  8224,  9114. 

9115,  18341,21920,26913 
Cessna,  5580,  7862,  13406.  15758 
Clorporate  Jets,  Ltd..  32836  \ 

Dassault,  27456 

Dassault  Aviation,  26058  / 

de  Havilland,  6,  5256,  6077-6079,  6703,  6881.  \ 
7861,  11186,  19049,  19328,  21923,  25546,\ 
25549 
de  Havilland,  Inc.,  28526,  30106 
Fairchild,  21242,  21922,  26682 
Fbkker,  5257,  6877,  7185,  7982.  16769.  18342, 
19326.  25551.  25552,  26059,  28920,  33893 
Garrett.  3491.  12152.  21917 
General  Dynamics,  13701.  17972 
Gulfstream,  6878 
Gulfstream  Aerospace.  31160 
Hamilton  Standard  et  al.,  32606 
HattzeU,  16347 

McDonneU  Douglas,  5259,  5576,  6707,  7482, 
1 1525,  15760,  16105,  16770,  19327, 
21916,  26061,  26063,  29347,  32055, 
32278,  32281,  33896.  33898,  33905 
Mitsubishi,  21346 
Pacific  Scientific  Co.,  21912,  27651 
Piper,  7737,  143II,  16118,  21537,  29%5 
Pratt  &  Whitney,  6191,  31649,  31902.  3^ 
Precise  Flight,  Inc.,  34365 
Rigging  Innovations,  Inc.,  25S48 
RockweU,  12155 
SAAB-SCANIA,  9117,  33906 
Schwcizer  Aircraft  Corp.  et  al.,  26055 
Short  Brothers,  PLC,  5261,  6083,  6085,  7983, 

27928 
Teledyne  Continental  Motors,  31904,  33901, 

34521 
Textron  Lycoming,  12153,  19768,  26056, 

31647,  32608 
Textron  Lycoming;  correction,  34366 
Airworthiness  standards: 
Aircraft  engines;  electrical  and  electronic  engine 

control  systems,  29088 
Normal,  utility,  acrobatic,  and  conmiuter 
category  airplanes — 
Powerplant  and  equipment  standards,  18958, 
27060 
Special  conditions — 
Advanced  Aerodynamics  and  Structures,  Inc. 

Jetcruzer  450  airplane.  28494 
Airbus  Industrie  model  A340  series  airplanes, 

19553 
Dassauh-Aviation  Mystere-Falcon  model  50 

airplane,  modified,  12537 
Gtilfstream  Aerospace  Corp.  G-11S9 

airplanes,  16486 
Hamilton  Standard  model  247F-1  propeller, 

3214 
HartzeU  PropeUer,  Inc.  model  HD-E6C-3(  )/ 
E13482K  dual  acting  propeUer,  15262 
I/Kkheed  model  1329  series  airplanes,  33325 
Piper  Model  PA-31T1  airplane,  8222 
SAAB  2000  airplane,  5571  ) 

Turbomeca  model  Maldla  1A2  turtxfehaft 
engine,  6875  / 

Transport  category  airplanes —    . 

Nitrogen  or  other  inert  gas  uk  for  tire 
inflation  in  lieu  of  air,  1 1778 
Control  areas.  17494.  31652.  33907 
Control  zones.  3217.  4314,  6886,  7179,  11373, 

13006,  14517,  17322,  19573,  19574 
Control  zones  and  transition  areas,  1 1373 
IFR  altitudes,  6887,  16489,  34700 
IFR  altitudes;  miscellaneous  amendments,  30107 
Jet  routes,  6371,  6884,  6886,  15763,  16488,  18344 
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FAA 

Offshore  airspace  reconfiguraiioti,  etc.,  12128 
Restricted  areas.  6884.  17323,  18345.  21249. 

26225,  27652,  29522 
Standard  instrument  approach  procedures,  3218, 

3220.  4893,  4895,  6709,  6712,  7485,  7746, 

10945,  10947,  15265,  15266,  15268,  15270, 
.    17324,  17325,  26225,  26227,  27653.  27654. 

28496.  28498,  30976,  30978.  32840.  32842. 

34704.  34706 
Terminal  control  areas,  16611 
I  Transition  areas,  3216,  4315,  6709,  8896.  11373. 
^~--  13703.  13704.  14517.  15264.  17494.  18344. 

19152.  19575 
VOR  Federal  airways.  7484.  19208 
VOR  Federal  airways,  control  areas,  and  jet 

routes,  15762,  16488 

PROPOSED  RULES 

Air  carrier  certification  and  operations: 
Age  60  Project,  consolidated  database 
experiments,  final  report,  21336 
Age  60  rule,  33316 
Flight  attendant  duty  period  limitations  and  rest 

requirements,  17024 
Passenger  carrying  and  cargo  air  operttions  for 

compensation  or  hire,  32248 
Pilot  operating  and  experience  requirements, 

15730 
Protective  breathing  equipment,  16584 
Airmen  certification: 
Aircraft  flight  simulator  and  flight  training 
devices  use  in  pilot  training,  testing,  and 
,  checking  and  at  training  centers; 

clarification 
Correction,  9514 
Niagara  Falls,  NY;  flight  rules  in  vicinity,  7950 
V    O'Hare  International  Airport;  jet  aircraft 

operation  in  commuter  slots,  280 
Airspace  reclassification,  21122,  21123 
Air  traffic  operating  and  flight  rules: 
Special  visual  flight  rules  (SVFR)  operttioos. 
32244 
Airworthiness  directives:    • 
Aerospatiale,  15441.  18051.  21955.  21959. 

27954.  28939.  29800,  34009 

Airbus  Industrie,  515,  5947,  7196,  7759,  12190, 

18347.  19068,  19787,  25954,  28525. 

28938,  29802,  30721,  30722 
Avions  Mudry  &  Cie,  4366 
Ayres  Corp.,  33920,  34383 
Beech,  8916,  11996,  12194,  16137,  19788, 

32877 
BeU,  6056,  1S444,  31916  de  Havilland,  31917 
Boeing,  6198,  6740,  8719,  8723,  9131,  11997. 

12195,  15305,  21692,  25956,  26074, 

27217,  28936,  29998,  31003 
British  Aerospace,  11999,  15114,  21957,  25579, 

27955,  28801.  30000.  32469 
Canadair.  12192.  26076 
Cessna,  7494,  19069 
Corporate  Jets  Limited,  12002 
Dassault  Aviation,  6742,  7495 
de  Havilland,  5671,  6746,  12349,  14182,  14187, 

14189 
de  Havilland,  Inc.,  30001 
Dowty  Aerospace  Gloucester  Ltd.,  33783 
Fairchild,  15309,  27957 
Fokker,  3873,  6743-6745,  8721,  8914,  13430, 

28527,  30725,  31681 
General  Electric  Co.,  9552 
Glaser-Dirks  Flugzeugbau  GmbH.  21546 
GROB  Luft  und  Raumfahrt,  13710 
Gulfstream,  18347 
Gulfetream  Aerospace,  12(X)4 
Lockheed,  6906,  14181 
McDonnell  Dou^,  4367,  9133,  15813,  16505. 

30003,32471,33574 


23 


FAA 


McDooneU  Douglas  et  al..  1S445 

Piper.  141S4 

Pratt  &  Whitney.  275.  19634.  31920 

Precise  Flight.  Inc..  16377 

PRcisioa  Airmotive,  1963S 

Puiitan  Bennett.  34382 

Rigging  Innovations.  Inc.,  4600 

Rockwell  International/Collins  Air  Transport 

Division.  5949 
SAAB-SCANIA.  15116.  19071 
Schweizer  Aircraft  Corp.  et  al.,  15448 
Schweizer  et  al.,  26264 
Short  Brothers,  28529 
Short  Brothers,  pic,  15450,  16507,  18053, 

19073.  33576 
Societe  Nationale  Industrielle  Aerospatiale  et 

al.,  31922 
Textron  Lycoming,  13711,  13713,  14185 
Twin  Commander  Aircraft  Corp.,  34950,  34952, 

34955.  34957,  34959 
Wytwomia  Sptzetu  Komunikacyjnego.  278 
Airworthiness  standards: 

Commuter  category  airplanes;  accelerated  stalls. 

32034 
Rotorcraft;  normal  and  transport  category — 

Turfooshaft  engine  rotor  burst  protection,  4566 
Special  conditions — 
Advanced  Aerodynamics  &  Structures,  Inc. 

Jetcruzer  450  airplane,  10994 
Bell  Helicopter  Textron  model  230  helicopter, 

5669 
Boeing  Model  777  series  airplanes,  13216, 

26710 
Dassauh-Aviation  Mystere  Falcon  models  50 

and  900  airplanes,  modified,  12563 
Eurocopter  Germany  nrndel  BO-108  (EC135) 

helicopter,  5666 
Europeaft  Helicopter  Industries,  Ltd.  model 

EH-101  hehcopter.  3239 
Light  Helicopter  Turbine  Engine  Co.  model 
CTS800  tuiboshaft  engine,  26262 
Control  areas,  29370 
Control  zones,  4946,  6911,  11801,  14190,  26266, 

26267,  33054 
Jet  routes,  34,  6375,  15117.  17541.  18349.  26265. 

32313 
Omnibus  Transportation  Employee  Testing  Act  of 
1991: 

Alcohol  use  by  transpoitation  workers, 
limitation,  7197 
'    Anti-drug  program  and  alcohol  misuse 

prevention  program  for  employees  of 
foreign  air  carriers  engaged  in  specified 
aviation  activities,  8917 
Restricted  areas.  18351.  33223 
Rulemaking  petitions:  sununary  and  disposition, 
5947.  8244.  8719.  11391.  11554.  16798. 
19634.  21274,  26709.  27953,  33783 
Terminal  control  areas,  33878 
Transition  areas,  3241,  3242,  3875,  8244,  8725, 
11553,  11802,  11803,  12197,  12566,  12567, 
13715,  16508,  16914,  17543,  18054,  18055, 
19214,  19637,  21411,  26268,  26269,  27680. 
33054 

VOR  Federal  airways,  5303.  9134.  15118,  18350, 

28941,  33053 
VOR  Federal  airways,  control  areas,  and  jet 

routes,  5301 
VOR  Federal  airways,  repotting  points,  and  jet 

routes,  8724 
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NOTICES 

Advisory  circulars;  availability,  etc.: 
Aircraft — 
Composite  propeller  blade  fatigue 

substantiation.  29851 
In-flight  radiation  exposure;  crewmember 

training,  26808 
Pilot  compartment  view  design 

considerauons,  18132 
Portable  electronic  devices  aboard  aircraft, 

8088 
Traffic  alert  and  collision  avoidance  systems, 
airwonhiness  approval.  32986 
Part  23  airplanes — 
Commuter  category  aiq)lanes;  accelerated 

stalls.  32037 
Converted  from  reciprocating  engine  to 
turbine  engine-powered:  type 
ceitiiication  basis.  34493 
Right  in  icing  conditions,  etc..  371 
Transport  category  airplanes — 
Minimum  flightcrew  determination: 

certification  requirements,  29022 
Takeoff  configuration  warning  systems. 
29022 
Airplanes  and  rotorcraft:  non  halon  fire 
suppression  agents/systems;  halon 
replacement  performance  testing.  33477 
Airport  noise  compatibility  program: 
Bismarck  Municipal  Airport,  ND.  31995 
Capital  Airport,  IL,  18132 
Dane  County  Regional  Airport,  WI,  8444 
Decatur  Airport,  IL,  21620 
Des  Moines  International  Airport,  lA,  26377 
Glynco  Jetport,  GA,  9230 
Hattsfield  Atlanta  International  Airport,  GA, 

3986 
Indianapolis  International  Airport,  IN,  31062 
Melbourne  Regional  Airpoit.  FL,  27764 
Noise  exposure  map — 
Aim  Arbor  Municipal  Airpoit,  MI.  15394 
Bishop  International  Airport,  MI,  13814 
Chico  Municipal  Airport,  CA,  26378 
Cincinnati^orthem  Kentucky  International 

Airport.  KY,  27763 
Gulfport-Biloxi  Regional  Airport.  MS,  31996 
Kalamazoo/Battle  Creek  International  Airport, 

Ml.  13815 
Kent  County  International  Airport  MI,  15397 
Long  Island  MacArthur  Airport.  NY,  13816 
Modesto  City-County  Airpoit  CA,  13815 
Palm  Beach  International  Airport,  FL.  8806 
Palo  Alto  Aiiport.  CA,  15518 
Seattle-Tacoma  International  Aiiport  WA, 

25695 
Shrevepon  Regional  Airport,  LA,  8807 
St.  Augustine/St.  Johns  County  Airport  FL, 
6660 
Pueblo  Memorial  Airpoit  CO,  17466 
Reno  Cannon  International  Airport,  NV,  14464 
Stockton  Metropolitan  Airport,  CA,  33138 
Airport  noise  effects:  report  to  Congress,  16569 
Civil  penalty  actions:  Administrator's  decisions 
and  orders:  index  availability,  5044,  21 199 
Conunittees;  establishment  renewal,  termination, 
etc.: 
Aviation  Rulemaking  Advisory  Cormnittee, 

9230,  13817,  13819.  16572,  16573,  16574 
System  Capacity  Advisory  Committee,  34493 
Detroit  Metro  Terminal  Airspace;  delegation 

modification,  32746 
Environmental  statements;  availability,  etc.: 
Aircraft  fUght  patterns,  changes,  NJ,  14302, 

33138 
Dane  County  Regional  Airport  WI,  34495 
Greater  Rockford  Airport,  IL.  21622.  27765 


John  F.  Kennedy  Interttational  Airpoit/ 

LaGuardia  Airport  access  program.  29682 
Kent  County  International  Airport.  Ml.  15398 
Newark  International  Airport.  NJ.  16576 
Northwest  Arkansas  Regional  Aiiport  AR. 
30839 
Exemption  petitions;  summary  and  disposition. 
376.  3325.  3326.  4450.  6321,  6428,  7030. 
7031.  8445.  8808.  11434.  11435.  11884. 
12625.  13818.  14465.  16576.  17300.  17467. 
19696,  21334.  21761,  21762.  26379,  26808, 
28088,  29685,  30840,  31063,  31782,  32412, 
33852,  33853 
Explosive  detection  systems:  certification  criteria, 

3192,  33967 
General  aviation  activity  and  avionics-survey; 

improvemenu,  21329 
Grants  and  cooperative  agreements:  availability, 
etc.; 
Airway  science  program,  21763 
National  Airspscc  System  (NAS)  long-term    • 
technical  needs,  11436 
Meetings: 
Air  Traffic  Pnxxdures  Advisory  Conrnnttee, 

14466,  32746 
Aviation  Rulemaking  Advisory  Committee, 
5057,  6322,  6661,  7032,  7601,  9230, 
12298,  12978,  15518,  16577,  21506, 
21768,  25696,  26380,  26809,  27614, 
28089,  28647,  2%85,  32165 
Aviation  Security  Advisory  Committee,  5795. 

19697 
Grand  Canyon  National  Park;  airspace  carrying 

capacity  report.  31997 
Informal  airspace  meetings — 
Arizona.  29022 
Rorida.  120.  16578 
Pilot  and  Aviation  Maintenance  Technician 
Shortage  Blue  Ribbon  Panel,  120.  7032. 
14240 
Research,  Engineering,  and  Development 
Advisoiy  Committee,  8811,  8812,  16907, 
27765,  28089,  28090,  33481 
RTCA,  Inc.,  4451,  32413 
Microlite  class  aircraft;  design  standards,  26810 
Military  airport  program  participation;  designation 

criteria.  13294 
Organization,  functions,  and  authority  delegations: 
Anchorage,  AK,  33854 
Barrow,  AK,  27614 
Big  Delta.  AK,  26380 
Crescent  City,  CA,  18134 
Cut  Bank,  MT,  12979 
Honolulu,  Hit  8809 
King  Salmon,  AK,  29023 
Lewistown,  MT,  8446 
Livingston,  MT,  5443 
Long  Beach,  CA,  26808 
McGrath,  AK,  16578 
Miles  City,  MT,  6046 
San  Francisco,  CA,  26380 
Santa  Barbara.  CA,  18134 
Youngstown,  OH,  21199 
Passenger  facility  charges;  applications,  etc.: 
Baton  Rouge  Metropolitan  Airport,  LA,  5058 
Bellingham  International  Airport,  WA,  7032 
Binghamton  Regional  Airport,  NY,  33139 
Bishop  International  Aiiport,  Ml.  14469 
Blair  County  Aiiport  Authority,  PA,  et  al., 

14467  I 

Blue  6rass  Airport,  KY,  30840 
Bradley  International  Airport,  CT,  21506 
Brainerd-Crow  Wing  County  Regional  Airport/ 
Walter  F.  Wieland  Field,  MN,  21209, 
27336 
Capital  Airport,  IL,  7602,  9245 
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Capital  City  Airport  et  al.,  N4I,  29686 
Central  Wisconsin  Airport.  WI,  29686 
Chautauqua  County/Jamestown  Airport,  NY, 

445 1 
Cheyenne  Airport,  WY,  27614 
Chicago  Midway  Airport,  IL,  18439 
Chicago  O'Hare  International  Airport,  IL,  18438 
City  of  Los  Angeles  Department  of  Airports, 

CA,  et  al.,  21210 
Clinton  County  Airport,  NY,  12626 
Columbia  Metropolitan  Airport.  SC.  28648,  . 

30841 
Dane  County  Regional  Airport,  WI,  14470 
Daytona  Beach  International  Airport,  FL,  6568 
Eagle  County  Regional  Airport,  CO,  14240 
Fort  CoUins-Loveland  Municipal  Airport,  CO, 

25696 
Foft  Wayne-Allen  County  Airport  Authority, 

IN,  et  al.,  30841 
Friedman  Memorial  Airport,  ID,  14241 
Gallatin  Field  Airport,  MT,  8812 
General  Edward  Lawrence  Logan  International 

Airport,  MA,  34493 
Gillette-Campbell  County  Airport,  WY,  17638 
Glacier  Park  International  Airport,  MT,  34494 
Gogebic  County  Airport,  MI,  14470 
Greater  Rockford  Airport,  IL,  31998 
Great  Falls  International  Airport  MT,  14241 
Helena  Regional  Airport  MT,  et  al.,  8809 
Huntsville  Intemational-Cari  T.  Jones  Field 

Airport,  AL,  13819 
Indianapolis  Intemaitional  Airport  IN,  18439 
Jackson  Hole  Airport,  WY,  1 1658 
Laredo  International  Airport,  TX,  21507  ■ 
Los  Angeles  International  Airport  CA,  4732, 

8446 
Lubbock  International  Airport,  TX,  17467 
Mahlon  Sweet  Field,  OR,  30845 
McCarran  International  Airport,  NV,  14471 
Medford-Jackson  County  Airport,  OR,  6323 
Montrose  Regional  Airport  CO,  28648 
Natrona  County  International  Airport,  WY, 

15173 
Ontario  International  Airport  CA,  4733,  8446 
Pangbom  Memorial  Airport  WA,  9231 
Philadelphia  International  Airport,  PA,  16578 
Phoenix  Sky  Harbor  International  Airport,  AZ, 

7033,  11439 
Port  Columbus  International  Airport,  OH,  30212 
Pueblo  Memorial  Airport,  CO,  28649 
Redmond  Municipal  Airport  OR,  18440 
Rhinelander-Oneida  County'  Airport,  WI,  2%87 
Robert  Mueller  Municipal  Airport,  TX,  11084 
San  Jose  International  Airport,  CA,  18441 
Southwest  Florida  Regional  Airport  FL,  3327 
Spokane  International  Airport,  WA,  121 
Tampa'Intemational  Airport,  FL,  26380 
Toledo  Express  Airport,  OH,  21213 
Tri-Cities  Airport.  WA,  29688 
Virgin  Islands  Port  Authority,  VI,  et  al.,  6563 
Walla  Walla  Regional  Airport,  WA,  27765 
Washington  National  Airport,  DC,  34495 
William  R.  Fairchild  International  Airport  WA, 

8812,  13122 
Yampa  Valley  Regional  Airport.  CO.  29688 
Sportplane  design  standards;  primary  category  rule 

acceptance  availability,  33297 
Technical  standard  orders: 
Powerplant  Tire  detection  instruments  (diermal 

and  flame  contact  types).  30213 

Federal  Bureau  of  Investigation 

NOTICES 

Committees:  establishment  renewal,  iBnninadon, 
etc.: 
National  Crime  Information  Center  Advisory 
Policy  Board,  12054 


Uniform  Crime  Reporting  Data  Providers 

Advisory  Policy  Board,  16848 
Meetings: 
National  Crime  Information  Center  Advisory 

PoUcy  Board,  27752 
Uniform  Crime  Repotting  Data  Providers 

Advisory  Policy  Board,  1 1 424 

Federal  Communications  Ciminiission 

RULES 

Commercial  radio  operator  licenses;  privatization 

of  examinations,  9123,  12632 
Common  carrier  services: 
2.1  and  2.5  GHz  bands  frequencies  use.  11795 
Access  charges — 
800  service;  policy  statentent.  16628 
General  support  facility  costs  allocation. 

30994 
Local  exchange  carriers;  800  service  access, 
7867,  8908,  9550 
Antidnig  Abuse  Act,  1988 — 
Certification  requirements;  Federal,  State,  or 
local  governmental  entities  exemptions, 
8701 
Filing  and  review  of  open  network  architecture 

plans,  11195 
International  accounting  rates;  repotting  and 

recordkeeping  requirements,  4354 
Interstate  900  teleconununications  services, 

17167 
Interstate  interexchange  marketplace 
competition;  reconsideration  petition 
denied.  21407 
Local  telephone  company  facilities;  expanded 

interconnection;  correction,  5936 
Multipoint  distribution  service,  multichannel 
multipoint  distribution  service,  instructional 
television  fixed  seiVice,  service,  private 
operational-microwave  fixed  service,  and 
cable  television  relay  service;  CFR 
correction,  13709 
Open  network  architecture  access  charge 
subelements  and  dominant  carriers  rates 
policy  and  rules,  17166 
Open  network  architecture  tariffing  policies, 

29791 
Operator  services  access  and  pay  telephone 

conqiensation,  21408 
Public  mobile  services — 
Cellular  geographic  service  areas;  bouixlary 

determination.  11799 
Cellular  radio  general  licensing  procedures 
and  ^plication  filing  and  processing  in 
unserved  areas;  correction,  27213 
Cellular  radio  teleconununications  service; 
comparative  renewal  proceedings 
standards,  21928 
Rural  service  areas;  limited  transfers  and 
assignments  of  ^iplications;  correction, 
34228 
Satellite  communications — 

Alien  carrier  interference,  reduction,  13417 
Tariffs— 
Domiiuuit  carrier  rates;  policy  and  rules;  price 
caps,  promotional  rales  exclusion 
vacated,  31914 
Interstate  interexchange  marketplace 
conq)etition;  AT&T's  800  services, 
29551 
Teleconununications  service  off  Islaad  of  Puerto 

Rico,  14329 
Telecommunications  services  for  hearing  and 

speech  disabled;  amendments,  12175 
Telephones;  hearing  aid  compatibility; 
susp«ision,  26692 
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Communications  equipment: 
Radio  firequdncy  devices — 
Global  Maritime  Distress  and  Safety  System 
bands;  low  power  non-licensed 
transminer  operating  restrictions,  33774 
Radio  scantters  that  receive  cellular  telephone 
transmissions,  25574,  29454 
Frequency  allocations  and  radio  treaty  matters: 
Low-earth  oitit  satellites  below  I  GHz,  16360 
Mobile-satellite  services,  spectrum,  34920 
Organization,  functions,  and  authority  delegations: 
Field  Operations  Bureau  and  Private  Radio 

Bureau,  13019 
Mass  media  and  common  carrier  application 
processing  functions  transfer  to  Gettysburg, 
PA.  19771 
Practice  and  procedure: 
Forfeiture  proceedings,  6895,  27472 
Formal  complaints  against  common  carriers,     r~ 
25569  ) 

New  services  allocation;  pioneer's  perfomuuice; 

procedures  establishment  14328 
Tariff  filing  petitions,  17528 
Telecommunication  Authorization  Act — 
Schedule  of  charges;  amendment  9128 
Privacy  Act;  implementation,  11549 
Radio  and  television  broadcasting: 

Broadcast  services;  editorial  amendments,  34377 
Radio  broadcasting: 
AM  broadcast  stations — 

Technical  assistance  criteria.  27944 
Broadcast  indecency;  prohibitions  enforcement 
5937 
Radio  services,  special: 
Amateur  services — 
Club  and  military  recreation  stations;  call  sign 

administrators;  estabUshment  30716 
Volunteer-examiner  coordinator  examinatioa 
system;  novice  class  operator  license 
examinations  inclusion,  29126 
Aviation  services — 
Emergency  locator  transmitters;  406  MHz 
frequency  use  authorization,  30126 
Emergency  medical  radio  service,  12177 
Maritime  services — 
Marine  VHP  Channel  77  use;  temp<»ary 
■   waiver  of  rules  for  ship-to-coast 
•perations,  29983 
Vessel  Traffic  Services  systems  list;  San 
Francisco,  CA,  addition,  16503 
Personal  radio  services — 
Interactive  video  and  data  service;  declaratory 

ruling.  14161 
Interactive  video  and  data  service  fees  and 
appUcation  process.  2S9S1 
Private  land' mobile  services — 
450-470  MHz  band;  secondary  fixed 

operations,  33212 
896-901/935-940  MHz  bands;  200  channels 

use,  12176 
Fire  call  box  operations,  30128 
*"    Frequencies  in  72-976  MHz  band;  low-power 
mobile  use;  correction,  376 
Qualified  private  carrier  paging  systems  at 
900  MHz;  channel  exclusivity,  17787, 
21110 
Secondary  fixed  signaling  and  alann 

operations,  30995 
Slow  growth  construction  requirements, 
34378 
Private  operational-fixed  microwave  service — 
Federal  access  to  low  power  18  GHz  systems, 

29792 
Multiple  address  station  frequencies; 

grandfathering  provisions  reinstatement 
licensees,  25950 
Private  radio  apphcatioa  signature  requirement 
iixxlification 
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Technical  assignment  critena,  2140S 
Radio  stations;  table  of  assignments: 
Alabama,  16779 
Alabama  et  al.,  16780 
Ahzooa.  15289.  16781 
Aifcansasv  16503.  17786.  19359 
California.  16781.  17786 
California  et  al..  15439 
Florida.  4943.  7194.  17349.  17786.  21259. 

26252 
Florida  et  al..  16780 
Georgia.  21106.  21107.  26918 
Georgia  et  al..  7194 
Hawaii.  33999 
Idaho.  31657.  34537 
Illinois.  4944.  16502.  33918.  34000 
Indiana.  1 1 197- 
lowa.  5299,  7869.  16779 
Kansas.  15439 
Kentucky,  8233.  26524 
Kentucky  et  al..  16502 
Louisiana.  11196.34531 
Maryland,  34000 

Minnesota,  4943.  11197,  25950.  26919.  31657 
Mississippi.  4355.  31178 
Missoun.  4355.  4944,  31 178 
Missouri  et  al.,  7195  ^ 

Montana.  12902  "Vi; 

Nebraska  et  al..  33917  -^ 

New  Mexico.  8233.  8235,  15289 
New  York.  5300.  6193.  8234.  15288 
New  York  et  al..  15289 
North  Dakota,  31658 

Oklahoma.  16780.  25949.  26525,  27214.  31658 
Oregon.  5300,  21106,  27473.  33917 
Tennessee.  32306 
Texas,  11196,  12903,  13423.  13424.  15440. 

26525.  29792.  32449 
Washington.  8234.  15290.  27473 
Washington  et  al..  15440 
Wisconsin,  4944,  6193,  21106.  26069.  32305 
Safety  and  special  radio  services: 
Stations  in  maritime  services — 
Class  emergency  position  indicating  radio 
beacons.  33343 
Television  broadcasting: 
Cable  Television  Consumer  Protection  and 
Competition  Act  of  1992— 
Buy-through  prohibition.  19627 
Consumer  protection  and  customer  service 

standards,  21107 
Indecent  programming,  etc.,  or  cable  excess 

channels,  7990.  19623 
Rate  regulation.  29553 
Cable  television  systems — 
Home  wiring.  1 1970 
Major  television  markets;  list.  30995 
Must-carry  and  retransmission  consent 
provisions.  17350.  32449.  32452 
National  television  networks;  common 
ownership  prohibition  elimination, 
11972,  27677 
Program  distribution  and  carriage  agreements; 
unfair  or  discriminatory  practices 
prohibition.  27658 
Regulated  cable  services;  rate  freeze.  17530. 
1%26.  21929.  29736.  33560 
Financial  interest  and  syndication  regulations; 

evaluation.  28927 
Transmission  standards;  enhanced  closed- 
captioning  service  and  ghost-cancelling 
reference  signal  transmission.  29981 
Television  stations,  table  of  assignments: 
Nebraska.  26525 
Virgin  Islands.  12903 

PROPOSED  RULES 

Common  carrier  services: 
27.5 — 29.5  GHz  frequency  band,  redesignation; 
local  multipoint  distribution  service.  6376 
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Access  charges — 
Interstate  access  tariff  and  revenue 
distribution  processes.  11203 
Allowance  for  funds  used  during  construction; 
accounting  and  ratemaking  treatment. 
16163 
Depreciation  prescription  process  simplification. 

530 
Domestic  nondominant  common  carriers;  tariff 

filing  requirements,  17813 
Domestic  radio  services;  revised  application  and 

reporting  requirements.  12202 
Expanded  interconnection  with  local  telephone 
Company  facilities;  transport  rate  structure 
and  pricing.  13435 
GTE  Corp.;  enhanced  services;  open  network 
architecture  and  nondiscrimination 
safeguards  application,  9137 
International  accounting  rates  regulation,  3522 
Interstate  common  carriers;  tariff  filing 

requirements.  14369 
Interstate  pay-per-call  services;  telephone 

subsoibers'  prt)tection.  14371 
Metric  conversion  of  tariff  publications  and 

supporting  information.  26087 
MSS  Above  1  GHz  Negotiated  Rulemaking 
Conunittee;  meetings,  6937.  7062.  8927. 
8928.  12915.  13041.  15461 
Operator  services  access  and  pay  telephone 

compensation,  21434 
Pensions  and  benefits;  reporting  and  filing 

requirements,  7764 
Personal  communications  services; 

establishment,  31183 
Preemption  of  local  zoning  of  earth  stations. 

31182 
Public  mobile  service — 
Paging  stations  operating  in  931  MHz  band; 
power  limits.  25962 
Rate  of  return  represcription  and  enforcement 

processes;  reform;  correction,  4637 
Redevelopment  of  spectrum  to  encourage 
innovation  in  use  of  new 
telecommunications  technologies.  31686 
Satellite  communications — 
Alien  carrier  interference,  reduction.  13432 
International  receive-only  Earth  stations; 

filing  requirements.  13433 
MSS  Above  1  GHz  Negotiated  Rulemaking 
Committee;  meetings.  4139.  5319 
Satellite  service;  licensing  policies  and 

procedures.  14532 
Tariffs- 
Dominant  carrier  rates;  policy  and  rules;  price 
caps,  promotional  rates  exclusion.  31936 
Telecommunications  companies;  uniform  system 
of  accounts — 
Income  taxes;  liability  method  of  accounting. 
14535 
Telecommunications  services  for  hearing  and 

speech  disabled;  amendments.  12204 
Telephone  network;  hearing-aid  compatibility 

requirements.  14375 
Treatment  of  operator  services  under  price  cap 
regulation,  33061 
Communications  equipment: 
Radio  frequency  devices — 
Radio  scanners  that  receive  cellular  telephone 
transmissions.  6769 
Conflict  of  interests,  34405 
Frequency  allocations  and  radio  treaty  matters.' 
Wind  profiler  radar  systems  spectrum,  19644 
Frequency  allocations  table  amendments;  new 

emerging  technologies  spectrum,  4974 
Practice  and  procedure: 
27.5 — 29.5  GHz  frequency  band,  redesignation; 
local  multipoint  distribution  service,  6376 


Radiofrequency  radiation  exposure  guidelines, 
19393 
Radio  broadcasting: 
Children's  television  programming.  14367, 

19216 
Experimental,  auxiliary,  and  special  broadcast 
and  other  program  distributional  services-} 
Aural  broadcast  auxiliary  stations.  33923 
Low  power  television  service;  application 
acceptiuce  standard;  major  changes 
definition;  four-letter  call  signs,  25794 
Reporting  and  recordkeeping  requirements,  300(2 
Stereophonic  transmitting  standard  in  AM  radio 
broadcasting  service;  establishment,  5320 
Radio  services,  special: 
Amateur  services — 
219-220  MHz;  use  aUocation.  17180 
Message  forwarding  systems.  17375 
Automatic  vehicle  monitoring  systems.  21276 
Aviation  services — 
406  MHz  radiobeacons;  registration 

requirements,  31185 
Amendments.  17568 
Maritime  services — 
406  MHz  radiobeacons;  registration 

requirements,  31185 
Amendments,  17568 
Increase  in  efficiency,  6381 
Oceangoing  cargo  vessels  and  small  passenger] 

vessels;  general  exemption.  29174 
Private  land  mobile  services — 
800  MHz  wide  area  operations.  33062 
896-901/935-940  MHz  bands;  200  channels 

use.  12205 
Major  policy  changes  for  bands  below  512 

MHz.  8731 
Mobile  satellite  services  in  1525-1530  MHzj 
frequency  band;  efficiency  enhancement 
and  WARC-92  implementation  changes. 
34404 
Private  carrier  paging  service  to  individuals, 

15131 
Qualified  private  carrier  paging  systems  at 
900  MHz;  channel  exclusivity.  17819 
Private  operational-fixed  microwave  service- 
Amendments.  17568 
Public  land  mobile  services — 
Co-channel  protection  criteria  above  800 
MHz.  19396 
Radio  stations;  table  of  assignments: 
Alaska.  323^9 
Arizona,  17816.  17817,  17818,  19394.  26088, 

34025 
Arkansas.  13435 
California.  12916.  13436.  16809.  17816.  1939i5 
Colorado.  12916,  31183.  31687 
Delaware.  15321 

Florida,  4974.  19395,  26947.  32339.  32503 
Georgia.  26089 
Hawaii.  15461.  26947,  32503 
Idaho.  4392.  8248.  15462 
Idaho  et  al..  34555 
niinois.  34555 
Kentucky.  31687 
Louisiana.  15321.  32504 
Maryland.  6201.  16644 
Michigan.  25592.  31184 
Minnesota.  6201.  12916.  25592 
Mississippi.  25592,  26089,  31688,  34025 
Missouri.  11204,  16643.  25593,  34555 
Montana,  33922       i 
Nebraska,  32340 
New  Mexico,  5322,  7874,  16518 
New  York,  11204,  19396,  26089,  33923 
North  Dakota.  5323 
Ohio.  34025 
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Oklahoma,  32340 

Oregon.  11205.  21137.  26088,  26528 
Pennsylvania,  5323 
South  Carolina,  16518.  34556 
Tennessee,  .7874,  15462,  31184 
Texas,  4392,  13436,  17818,  25593,  27256 
Vermont,  27699 
Virginia,  11205.  13437 
Washington,  7875,  34026 
West  Virginia,  34026 
Wisconsin.  4974,  7875,  25594 
Wyoming,  11206 
Regulatory  agenda,  25286 
Rules  and  regulations;  plan  for  periodic  review. 

15120 
Television  broadcasting: 
Advanced  television  (ATV)  systems 
Implementation;  correction,  6677 
Cable  Television  Consumer  Protection  and 
Competition  Act  of  1992 — 
Direct  broadcast  satellite  public  service       ^ 
obligations;  implementation,  12917,  • 
34980 
Home  shopping  broadcast  stations,  7205, 

7875 
Rate  regulation,  48 

Video  sports  programming  migration  from 
broadcast  to  subscription  television; 
Section  26  implementation,  8248 
Cable  television  systems — 
Horizontal  and  vertical  ownership  limits, 
cross-ownership  limitations  and  anti- 
trafficking  provisions,  3523,  12921 
Major  television  markets;  list,  3005 
Program' distribution  and  carriage  agreements, 

328 
Rate  regulation;  low  penetration  areas 
elimination,  29769 
Equal  employment  opportunity  rules  and 

pohcies,  3929 
Experimental,  auxiliary,  and  special  broadcast 
and  other  program  distribution  services;  . 
mstructional  television  fixed  service; 
purpose  and  permissible  service,  12011, 
26728 
Financial  interest  and  syndication  rules,  4139 
Reporting  and  recordkeeping  requirements,  3002 
Satellite  cable  programming;  encryption 

technology,  6471 
Transmission  standards;  enhanced  dosed- 
captioning  service  and  ghost-cancelling 
reference  signal  transmission,  3004 
Television  stations;  table  of  assignments: 
California,  31686 
Wisconsin,  4393 

NOTICES 

Agency  information  collection  activities  under 
0MB  review,  550,  4699,  5729,  5989,  6282, 
6399,  6636.  6965,  7139,  8276,  8760,  8955, 
8956,  12965,  13264,  13492,  13600.  15498, 
16191,  16533,  16833.  17399.  17893,  19434, 
19668.  21724.  21725.  25835.  25987.  26138. 
27285,  27569.  27729,  28018,  28404,  29220, 
29581,  31030.  31203.  31713.  32355.  32674. 
32944,  33095,  33937,  34263,  34584 
Automated  Reporting  Management  Information 

Systems  (ARMIS);  revision,  17588 
Conunon  carrier  services: 

Interstate  telecommunications  service  between 
Alaska  and  contiguous  Stales  and  Hawaii; 
market  structure  rcconunendation,  31204 
Local  multipomt  distribution  service,  6399 
Point-to-point  microwave  radio  service;  waiver 

applications  denied,  6400 
Postemploynnent  benefits,  uniform  accounting; 
letter  of  availability,  34048 


Public  mobile  sendees — 
Cellular  radio  unserved  areas  applications; 
date  and  filing  requirenoents.  12364 
International  accounting  rates: 
Benchmark  settlement  rates  for  Europe,  Asia, 
and  other  regions,  6^82 
Lottery  for  220-222  MHz  private  radio  land 

mobile  channels,  26322 
Lottery  for  220-222  MHz  radio  land  mobile 
nationwide  commercial  channels,  9174 
Meetings: 
Advanced  Television  Service  Advisory 
Committee,  4700,  6412,  7139,  14571, 
16533,  21726 
Network  ReliabiUty  CouncU,  11605,  16672 
Meetings;  Sunshine  Act,  3990,  7605,  12984, 

16581,  27620,  33984,  34497 
Mellon  Bank  stamp  and  receipt  procedures  for 

feeable  applications;  clarification,  6966 
Proposed  Emergency  Broadcast  System  (EBS) 

technology;  field  testing,  7890 
Public  safety  radio  communications  plans: 
Alaska,  16672,  34048 
Arkansas.  5730,  17399 
Buffalo  area,  11604 
El  Paso  area,  11605 
Hawaii.  16408,  34049 
Idaho,  32133 
Iowa,  11605 
Kentucky,  28018 
Minnesota,  28019 
Missouri,  28019 
Montana,  6790 
Nevada,  6790,  32705 
New  Mexico.  17399.  33938 
North  Dakota.  16192,  33938  f 

Oregon,  6791 

Puerto  Rico,  16672,  34049 
South  Carohna,  16192,  34049      | 
South  Dakota,  14571,  31030 
Tennessee,  14571,  31030 
Virgin  Islands,  19669,  35002 
Western  Pennsylvania  area,  8760 
West  Virginia,  16408,  34050 
Wisconsin,  34050 
Radio  broadcasting: 
AM  broadcast  stations — 

Technical  assignment  criteria,  21455 
Commercial  operator  license  examination 
manager  filing  window,  19669 
Radio  services,  special: 
Digital  audio  r^io  service  satellite  systems 
applications;  pioneer's  preference  requests 
11605,  27569 
Rulemaking  proceedings;  petitions  filed,  granted, 
denied,  etc.,  4996,  6413,  12364.  12586, 
13758,  17894,  26323,  28404,  28865,  29582, 
33818,  34800 
Television  broadcasting: 
Low  power  television  and  television  translator 
filing  window  (March  29— April  2,  1993), 
8956 
Satellite  cable  programming;  encryption 
technology,  26978 
Travel  reimbursement  program;  summary  report. 

7227.  27570 
Applications,  hearings,  deurmmations,  etc.: 
Americom.  19434 
Atkins  Broadcasting  et  al..  7229 
Bott.  Richard  P.,  II,  33819 
C.  Devine  Media,  Inc.  et  al.,  21726 
Calvary  Educational  Broadcasting  Network, 

Inc.,  7139 
aanton,  Raymond  W.,  et  al.,  19434 
Conununity  TV  of  Southern  California  et  al., 
19255 


FDIC 

Concord-Carlisle  Regional  School  District  et  al., 

t  25642 
EZ  Communications,  Inc.,  et  al.,  19106 
Flanders,  H.  Gibbs,  Jr.,  25643 
Gaf  Broadcasting  Co.,  Inc.,  et  al.,  14571 
Hilding,  Eric  R.,  et  al.,  19435 
Huber,  Martha  J.,  et  al.,  14572 
KR  Partners  et  al.,  25643 
Land  Rush  Communications  et  al.,  27730 
Lehigh  Valley  Community  Broadcasters  Board 

of  Directors  et  al.,  13758 
Local  Television  Associates,  Inc.,  et  al.,  5391 
Moenkopi  Communications,  Inc..  33819 
Ojeda  Broadcasting,  Inc.,  13758 
Petroleum  V.  Nasby  Corp.,  34050 
Rex  Co.,  33819 
Ringer,  David  A.,  et  al,  21580 

Rivertown  Communications  Co.,  Inc.,  et  al.. 
7890 

Rural  Initiatives  for  Shelter  and  Education  et 
al.,  13759,  18304.  19435 

Sadlier-Gill.  Kay.  et  al.,  6413 

Scantland.  Janice  M.,  et  al..  27731 

Scripps  Howard  Broadcasting  Co.  et  al..  19255 

Shain,  Honus,  25643 

Spectrum  Broadcasting  Co.  et  al..  12037 

Sunkissed  Broadcasting,  Inc.,  let  al.,  5391 

Toccoa  FaUs  College  et  al.,  28405 

Trinity  Broadcasting  of  Flori()a.  Inc.,  et  ak, 
19255 

Unicom  Slide  et  al..  5392 

Union  Broadcasting,  Inc.,  21580 

VORAD  Safety  Systems.  Inc.,  34585 

Federal  Crop  Insurance  Corporation 

RULES  ' 

Administrative  regulations: 

Crop  insurance  appUcation;  1993  and 

succeeding  crop  years  regulations,  17943 

Food  Security  Act  of  1985;  implementation, 
17944 

OMB  control  numbers,  13531' 
Crop  insurance  endorsements,  etc.: 

Com,  21241 

Com,  grain  sorghum,  and  soybeans,  3202 . 

Forage  production,  etc.,  33507 

Rice,  33506 
Crop  insurance  regulations: 

Certified  seed  potato  option,  ID;  1993  crop 
year,  exclusion,  1 
PROPOSED  RULES 
Crop  insurance  regulations: 

Small  grains  crop,  32#58 

Federal  Deposit  Insurance 
Corporation 

RULES 

Apparent  crimes  affecting  insured  nonmember 

banks;  reports,  28772 
Assessments: 

Bank  Insurance  Fund  recapitalization,  31150 

Correction,  3069 
Risk-based  assessment  system.  34357 
Capital  maintenance: 
Purchased  mortgage  servicing  rights.  6363 
Risk-based  capital  guidelines,  multifamily 
housing  loans;  policy  statement.  12149 
Deposit  insurance  coverage;  rights  and  capacities 

review.  29952. 
Practice  and  procedure  rules: 
Applications,  authonty  delegations,  capital 

maintenance,  and  prompt  corrective  action. 
8210 
Real  estate  appraisals: 
Real  estate  lending  standards;  correction.  4460 
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Tnith  in  Savings  (Regulation  DD): 
Advertisements  soliciting  deposits  by  State 
Donmembcr  banks;  CFR  Section  removed, 
27921 

PROPOSED  RULES 

Apparent  crimes  affecting  insured  nonmember 

banks;  repons.  3237 
Applications,  requests,  submittals,  authority 
delegations,  and  control  acquisition  notices: 
Merger  transaction  application  filing,  330SO 
Assessments: 

Bank  Insurance  Fund  recapitalization,  17S33 
Capital  maintenance: 
Deferred  tax  assets  limitation;  insured  state 
noiunember  banks,  26701 
Cost,  feasibility,  and  privacy  implications  of 

tracking  deposits,  6903,  16798 
Foreign  banks: 
Insured  State  branches  conducting  activities  not 
permissible  for  Federal  branches; 
applications,  11992  i 

General  policy: 
Federal  deposit  insurance  law  puiposes; 
inconsistent  powers;  removal,  6448 
Insured  State  banks: 
Activities  and  investments,  6AS2,  2S9S3 
Restrictions  removed,  64S0 
Insured  State  banks;  activities  and  investments, 

25953 
Practice  and  procedure  rules: 

"Significant  risk"  and  "equity  sectmty"; 

definitions,  26259 
Unsafe  and  unsound  banking  practices — 
Brokered  deposits  acceptance;  definitions, 
26705 
Real  estate  lending  and  appraisals: 

Threshold  level,  31878 
Regulatory  agenda,  25304 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  4168,  7562,  12242,  13066, 
13601,  14572,  19669,  21170,  27572,  32535  . 
Coastal  Barrier  Improvement  Act;  property 
availability: 
BEECAVE2,  TX,  13066 
Boot  Key,  FL,  29412 
Chamben  Tract,  TX,  4168 
Davis  Hill  Ranch,  TX,  21456 
Lakline  Property,  TX,  13066 
Lohman  Ford  Road  and  Austin  Boulevard  Tract, 

Travis  County,  TX,  33273 
Prince  George  Joint  Venture  Tract  SC,  6966 
Ruidoso,  MM,  32355 
Contracting  with  outside  firms;  policy  statement, 

28866 
Deposits;  advertising  of  interest  and  dividends; 

'-policy  statement  withdrawn,  28019 
Federal  banking  and  thrift  agencies;  capital  and 
accounting  standards  differences;  report  to 
Congress,  4996 
Foreclosure  consent  and  redenoption  rights: 

Liquidation  update  hst,  6122.  14573,  29402,^^ 
Meetings;  Sunshine  Act,  3067,  3328,  6052,  643^ 
7178,  7920,  9242,  11665,  12452.  14624, 
15178,  16265,  17469,  18302,  19873,  21216, 
21774.  26036.  26183.  27058.  28092.  28656. 
29692.  30086.  31066,  31790.  32748,  32989. 
33984.  34299 
Pilot  reinsurance  program,  6966,  25644 
Security  interests  in  assets  of  insured  depository 
institutions;  treatment  by  FDIC  as  conservator 
or  receiver;  policy  statement,  16833 


Federal  Election  Commission 

RULES 

Contribution  and  expenditure  limitations  and 
prohibitions: 
Transfers  of  funds  from  State  to  Federal 

campaigns;  transmittal  to  Congress,  3474. 
17967 
Implementation  plan  change,  14310 
Ex  parte  communications;  hearing,  6875,  14510 

PROPOSED  RULES 

Multicandidate  political  committees,  12189 
Political  committees  recordkeeping  and  reporting 

and  best  efforts;  hearing,  4110 
Recordkeeping  and  reporting  requirements 

Hearing.  14530 
Rulemaking  petitions:  -■ 

Citizens  against  David  Duke.  12189 

NOTICES 

Committees;  establishment,  renewal,  termination, 
etc.: 
Cearinghouse  Advisory  Panel.  34435 
Meetings: 
Clearinghouse  Advisory  Panel.  12966 
Clearinghouse  on  Election  Administration. 
33442 
Meetings;  Sunshine  Act.  3067,  5798,  6435,  6573, 
9023,  11448,  12352,  12985,  14625,  16265, 
18302.  19700.  21626.  26036.  27059.  28445. 
29452.  32568.  33487.  34299 
Special  elections;  filing  dates: 
CaUfomia.  8959 
Mississippi.  8052 
Ohio.  7230 
Texas.  7785.  29413 
Wisconsin.  12966 

Federal  Emergency  Management 
Agency 

RULES 

Federal  crime  insurance  program: 

Availability;  Tennessee  jurisdiction  list,  34919 
Flood  elevation  determinations: 

Alabama  et  al..  8549.  15091.  30123.  32861 

Alaska  etal.,  1%18 

Arizona  etal..  11540,  11544,  14325 

Aricansas  et  al.,  8551,  29121.  32857 

California  et  al..  8553.  11542.  14323.  19617. 
32859 

Connecticut  et  al..  19620 

Pennsylvania  et  al..  29123 

Wisconsin.  30126 
Hood  insurance;  cottununities  eligible  for  sale: 

Connecticut  et  al.  11 193 

Florida.  4084 

Illinois  et  al.,  16500 

Indiana  et  al.,  4082 

Iowa  et  al..  33555 

Maine  et  al..  19612.  29977 

Minnesota.  25568 

Missouri  et  al..  19614.  30992 

Nebraska  et  al.,  33556 

New  Yoit  et  al.,  33558 

North  Carolina  et  al.,  6096 

Pennsylvania  et  al..  1 1968 

South  Dakota  et  al..  14159 

Tennessee  et  al..  29979 

Texas  et  al..  9121 

Virginia  et  al..  501 

PROPOSED  RULES 

Flood  elevation  determinations: 
Alabama  et  al..  11556 
Arizona,  31929 
Atizooa;  cotrection,  32749 


Arizona  et  al..  14350,  19641 
Connecticut;  correction,  30133 
Louisiana  et  al..  32881 
Maine  et  al..  8568 
Mississippi  et  al..  29168 
Regulatory  ageada,  25096 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  6122.  8277,  15874.  16533. 
19256,  19257,  26323,  29225,  32705.  32706 
Disaster  and  emergency  areas: 
Alabama.  16673,  28405,  29582 
Arizona.  6798.  6969,  8277.  11235.  14210 
California,  8277.  11235.  12037.  13492.  26783 

31031.  32706 
Connecticut,  16673 
Delaware,  6122,  16674 
District  of  Columbia,  16674 
Florida,  550,  16674.  16675.  17400,  17589, 

19257 
Georgia,  14210.  16675.  17400.  25647.  25835. 

26783.  30050 
Iowa.  28405,  29225.  29582.  32706 
Kentucky.  16676.  18096 
Louisiana,  8278,  1 1235 
Maine,  16676,  29583,  34051 
Maryland.  16676,  18096 
Massachusetts,  550.  5004.  5005,  6123,  16677 
Missouri,  29583,  31713,  32706.  32707 
Nebraska.  19670,  25835 
New  Hampshire,  16677 
New  Jersey.  550.  551.  5005.  6798,  16678 
New  Mexico.  34051 

New  York.  551,  6798.  6970.  16678.  19670 
North  CaroUna.  16679.  28020.  29225 
Oklahoma.  28020.  29226,  29583.  30050,  3171$, 

32707,  34052.  35003 
Oregon.  28406.  34052 
Pennsylvania.  16679 
Rhode  Island.  16680 
Tennessee,  16680,  18096,  25836.  28406,  2922* 
Vermont,  29584.  32707 
Virginia.  17400 
Washington.  14211 
West  Virginia.  16681 
Emergency  food  and  shelter  national  board 

program;  list  of  localities  funded,  13759  • 
Flood  insurance  program: 
Mortgage  portfolio  protection  program,  15874 
Write  your  own  program;  insurers'  duties  and 
obligations,  30050 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Anti-arson  strategy  program,  19671 
Hotel  and  Motel  Fire  Safety  Act;  national  master 
list,  376,  6856,  11148,  17008,  26414.  3103li 
34678 
State  contacts.  17020 
Meetings: 
Emergency  Management  Institute  Board  of 

Visitors.  8053.  26783 
National  Fire  Academy  Board  of  Visitors. 

16534 
National  Urban  Search  and  Rescue  Response 
System  Advisory  Committee.  28406 
Privacy  Act: 

Systems  of  records.  8278 
Radiological  emergency  planning  and 

preparedness;  regional  implementation 
guidelines  availability,  7562 

Federal  Energy  Regulatory 
Commission 

RULES 

Disclosure  of  documents  and  information  obtained 
in  staff  audits;  interlocutory  appeal  denial  and 
amending  policy  statement,  489 


r 
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Ekctiic  utilities  (Federal  Power  Act): 
Annual  charges;  billing  procedure  revision, 

15765 
Uniform  systems  of  accounts;  revisions  to 

account  for  Clean  Air  Act  allowances,  etc., 
17982 
Filing  fees: 
Annual  update,  7488,  26522 
Elimination,  2968 
Government  ethics: 

Ethical  conduct  principles,  7486 
Natural  gas  companies  (Natural  Gas  Act): 
Interstate  pipelines — 
Facilities  construction  and  replacement 
authorization;  amendments  withdrawn, 
15418 
Project  cost  limits  under  blanket  certificates, 

6893 
Uniform  systems  of  accounts;  revisions  to 

account  for  Clean  Air  Act  allowances,  etc., 
17982 
Natural  Gas  Policy  Act: 
Blanket  marketer  sales  ceitificates;  jurisdictional 

gas  sales;  denial  of  rehearing,  15087 
Interstate  pipelines — 
Facilities  construction  and  replacement 
authorization;  amendments  withdrawn, 
15418 
"On  behalf  of  standard  and  blanket 
transportation  ceitificates,  5595 
Natural  gas  data  collection  system — 

Electronic  media;  expansion  of  listing,  7985 
Pipelines;  gas  supply  annual  report  (Form  15) 
and  gas  .supply  and  requirements  report 
(Form  16),  26915 
Rate  schedule  and  tariff  filings;  form 

requirements;  revision,  25555 
Tight  formation  gas  qualification  for  tax  credit, 
19607 
Correction,  21509 
Public  Utility  Holding  Company  Aa: 
Filing  requirements  and  ministerial  procedures 
for  persons  seeking  exempt  wholesale 
generator  status,  8897,  11886,  21250 
Correction,  25900 

PROPOSED  RULES 

Electric  utilities  (Federal  Power  Act): 
Approved  forms;  FERC-714,  etc.,  17544,  3( 

Correction,  19876 
Electricity  sales-for-resale  and  transmission 
service,  519 
Energy  Policy  Act: 

Oil  pipeline  regulations  revisions;  staff  proposal, 

15816 
,    InArmal  conference,  18185,  19215 
Natural  (^uj'olicy  Act: 
Electronic  Bulletin  Boards  Standards;  informal 
conference,  14530,  15311,  19365,25583, 
27959,  32473 
Outer  Continental  Shelf  Lands  Act; 
implementation;  open  access, 
nondiscriminatory  transportation  of  natural 
gas  on  OCS  ,  25583 
Correction,  27691 
Regulatory  agenda.  25314     ' 

NOTICES  ^ 

Agency  information  collection  activities  under 

OMB  review,  29813 
Conduit  exemption  surrender 
Golden  West  Power,  26134 
Weber  Basin  Water  Conservancy  District,  6780 
Electric  rate,  small  power  production,  and 
interlocking  directorate  filings,  etc.: 
Acn>e  POSDEF  Partners,  L.P..  5718 
AES  Northside.  Inc.,  6485 


Alabanui  Power  Co.  et  al.,  14207 
Alcoa  OwierationCon'.  et  al.,  33805 
Aubumdale  Power  P'armers,  Limited 

Partnership,  8'm8 
Big  Three  Industries,  Inc.,  16660 
Brush  Cogeneration  Partners,  29814 
Cambria  CoGen  Co.,  13469 
Camden  Cogen  L.P.,  33267 
Carolina  Power  &  Light  Co.  et  al.,  1 1849. 

13749 
Cedar  Bay  Generating  Co.,  Limited  Partnership. 

33806 
Central  Florida  Power.  L.P.,  5719 
Cincinnati  Gas  &  Electric  Co.  et  al.,  541 
Oeveland  Electric  Illuminating  Co.  et  al.. 

17580,  19876 
Detroit  Edison  Co.  et  al.,  26750 
Eagle  Point  Cogeneration  Partnership,  13469 
Rorida  Power  &  Light  Co.  et  al..  19664,  21448 
Florida  Power  Corp,  et  al.,  29402,  33263 
Freehold  Cogeneration  Associates,  L.P.,  31194 
Glen  Park  Associates  Limited  Partnership  et  al., 

4157,  6167 
Gordonsville  Energy,  L.P.,  21148,  28402 
Great  Bay  Power  Corp.  et  al.,  27719 
Green  Mountain  Power  Corp.  et  al.,  11594 
Gulf  Power  Co.  et  al.,  14386 
Idaho  Power  Co.  et  al.,  8264 
Interstate  Power  Co.  et  al.,  16657 
Johnson,  WUIiam  W.,  et  al.,  7772 
Kamine/Besicorp  Allegany,  L.P.,  19666 
Lakewood  Cogeneration,  L.P.,  et  al.,  26303 
Lockhait  Power  Co.  et  al.,  7218 
Louis  Dreyfiis  Electric  Power,  Inc.,  et  al.,  15847 
Massachusetts  REFUSETECH,  Inc.,  et  al.,  6274 
Montana  Power  Co.  et  al.,  28399,  32659,  32927 
Montaup  Electric  Co.  et  al.,  29814,  31955. 

34995 
Nissequoque  Cogen  Partners  et  al.,  13469 
Northampton  Generating  Co.,  L.P.,  33806 
Northeast  Utilities  Service  Co.  et  al.,  4693 
Ohio  Power  Co.  et  al.,  15330 
Oklahoma  Gas  &  Electric  Co.  et  al.,  1 1042 
Onondaga  Cogeneration  Ltd.,  7553 
Pacific  Gas  &  Electric  Co.  et  al..  12224 
PacifiCorp  et  al.,  21 149,  25900.  31 194.  32346. 

34251 
Panther  Creek  Partners,  26539 
Pennsylvania  Power  &  Light  Co.  et  al.,  28002 
lajCogeneration  Limited  Partnership, 

27546 
Potomac  Electric  Power  Co.  et  al.,  33624 
Puget  Sound  Power  &  Light  Co.  et  al.,  4159, 

8266,  18209,  25824 
Rochester  Gas  &  Electric  Corp.  et  al..  7553 
Rye  Patch  Linufcd  Partnership.  33812 
San  Dieep-Garf^^ectric  Co.  et  al.,  21714 
Sho-M«^ower  Cor^.  et  al.,  13062 
SoutiKm. California  Edison  Co.  et  al.,  26134, 

30781 
Southern  California  Gas  Co.,  33806 
South  Glens  FaUs  Ltd.,  16820 
Staten  Island  Cogeneration  Corp.,  6118,  16405 
Tampa  Electric  Co.  et  al.,  1 1403,  28860 
Thermo  Cogeneration  Partnerihip,  L.P.,  34790 
Thermo  Power  &  Electric,  lnc\  16404 
Waste  Conversion  Systems  of  Oeorgia.  Inc.. 

31196  \ 

Western  Resources,  Inc.,  et  al.,  112^,  16S27, 

18304,  19239  \ 

West  Texas  Utilities  Co.  et  al..  18381 
Wisconsin  Electric  Power  Co.  et  al.,  6391 
Wisconsin  Power  &  Light  Co.  et  al..  8935 
Electric  utilities  (Federal  Power  Act): 

Prior  notice  and  filing  requirements,  8748 
Environmental  compliance  training  courses,  61 17, 
"V      19092 
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Environmental  statements;  availability,  etc.: 

Augusta  et  al..  KY.  3543 

B&C  Energy.  Inc.,  33438 

Bangor  Hydroelectric  Co.,  19665,  33265 

Beaver  City  Corp.,  543 

Blandin  Paper  Co.,  61 17,  12947 

Central  Maine  Power  Co.,  34429 

CH2M  Hill  et  al.,  11404 

Columbia  LNG  Corp.,  1941 1 

Consumers  Power  Co.,  18086,  18087 

Edwards  Manufacttiring  Co.,  21715 

Edwards  Manufacturing  Co.;  correction,  27622 

Energy  Storage  Partners,  18210 

Energy  Storage  Parmers,  Inc.,  1 1405 

Evans,  Daniel  Nelson,  Jr.,  32929 

Felts  Mills  Energy  Partners,  Ltd.,  32525 

Georgia  Power  Co.,  15848,  31022 

Grand  River  Dam  Attfhority,  33265 

Great  Northern  Paper/ Inc.,  21976 

Idaho  Power  Co.,  19239,  34429 

Indiana  Michigan  Power  Co.,  11595 

Ken  River  Gas  Transmission  Co..  21148 

Liberty  Pipeline  Co.  et  al..  6394 

Maine  PubUc  Service  Co..  27547 

Mayo  Project.  NC.  12947 

Minnesota  Power  &.  Light  Co..  30157 

Minnesota  Power  Co.,  33936 

New  State  Electric  &  Gas  Corp.,  30046 

Niagara  Mohawk  Power  Co.,  7884 

Northern  States  Power  Co.,  28957 

PacifiCorp  Electijc  Operations,  34789 

Potlatch  Corp.,  13063 

Potomac  Edison  Co.,  19807,  32929 

Public  Utility  District  No.  1,  WA,  7219 

Rumf9rd  Falls  Power  Co.,  21976 

South  Beloit  Water,  Gas.  &  Electric  Co.,  27547 

South  Carohna  Public  Service  Authority,  15142 

Southern  California  Edison  Co.,  17583,  25632 

Tumbridge  Mill  Corp..  12947 

Washington  Water  Power,  19239 

Washington  Water  Power  Co.,  33807 

Wells  Rural  Electric  Co.,  7134 

Wisconsin  Power  &  Light  Co.,  11850 

Wisconsin  Valley  Improvement  Co.  et  al.. 
26969 

Wolverine  Power  Supply  Cooperative.  Inc., 
19413 

Yukon  Pacific  Co,  LP..  29403.  31701 
Exempt  wholesale  generator  status  determination 
appUcations: 

Qaike  Generating  Co.,  L.P..  et  al.,  27547 
Hydroelectric  aw)lications,  4160,  4985,  5720, 
5966,  6118,  8050,  8750,  8751,  11224,  11225. 
11851,  12225,  12582,  13471,  13477,  15333. 
16180,  16405,  17388,  17389.  18304,  18384, 
21152,  21298,  21716,  21976,  25981,  26307, 
27548,  29209,  29404,  31701.  32526.  33266, 
34253 
Interstate  natural  gas  pipelines,  oil  pipelines,  and 
electric  utilities;  incentive  ratemaking,  2582S 
Meetings: 

Federal  Power  Act;  notice  and  filing 

requirements,  technical  conference,  7135 

Fish  and  Wildlife  Service  et  al.;  briefing,  26751 

Hydropower  Ucensing  program;  public  outreach. 
30047 

Natural  Gas  Pipeline  Competition  Task  Force. 
15142 
Meetings;  Sunshine  Act,  3587,  6053,  7038,  7604, 
9595,  11448,  12985,  13682.  15898.  169l1, 
19293,  21216,  22019,  26588,  27619,  28656, 
29855,  30855.  32989,  33984,  34619 
Memorandums  of  understanding: 

Natural  gas  aanspoitation  facilities,  7884 

Reclamation  Bureau;  non-federal  hydroelectric 
-  power  development;  eariy  resolution  of 
issues;  process  establishment  3269 
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National  Register  of  Historic  Places;  progranunatic 
agreement  for  managing  properties.  32347 

Natural  gas  cenificate  filings: 

ANR  Pipetine  Co.  et  al.,  19243,  21716,  28005 

Arkla  Energy  Resources  Co.  ct  al..  6276,  17583 

Blue  Ridge  Pipeline  Co.  et  al.,  8936 

CNG  Transmission  Corp.  et  al.,  33087 

Columbia  LNG  Coip.  et  al.,  14386 

B  Paso  Natural  Gas  Co.  et  al..  18087,  31955 

Flotida  Gas  Transmission  Co.  et  al.,  8268 

Gateway  Pipeline  Co.  et  al.,  26753 

High  Island  Offthore  System  et  al.,  5366,  7774 

Iroquois  Gas  Transmission  Systein,  Inc..  et  al.. 
5718 

Mojave  Pipeline  Co.  et  al.,  17224 

N«ional  Fuel  Gas  Supply  Coip.  et  al.,  1 1405 

Natural  Gas  Pipeline  Co.  of  America  et  al., 
16529 

Northern  Natural  Gas  Co.  et  al.,  13589,  15339,     Ifc 
33807  n\ 

Noithwcst  Pipeline  Corp.  et  al..  5969 

Questar  PipeUi^  Co.  et  al..  30045 

Southern  Nati^  Gas  Co.  et  al.,  15863 

TenncsseyBfe  PipeUne^Co.  ct  al.,  4694,  6486 

Texas  Estem  Transmission  Corp.  et  al.,  543, 
4160,  6167 

Texas  Gas  Transmission  Corp.  et  al.,  11044 

United  Gas  Pipe  Line  Co.  et  al.,  25826 

Williams  Natural  Gas  Co.  et  al.,  7220,  7554, 
11855,26755 

Natural  gas  companies  (Natural  Gas  Act):  "^ 

Natural  gas  dau  collection  system — 

Ceitificate  applications;  instructions,  record 
formats,  software  and  use//operations 
manual,  21565 

Edit-checking  software  for  FERC  Form  No. 
2;  availabiUty.  18390 

Interstate  pipelines  marketing  affiliates; 
record  formats  and  hardcopy  fiUng 
requirements.  7773 

Natural  gas  rate  application  filings;  software, 
filing  instructions  and  formats  and  user/ 
operations  manual;  availability.  8754 
Underground  gas  storage  repoit  (FERC  Form 
No.  8);  filing  instructions;  revision,  8270 
Natural  Gas  Policy  Act: 
Natural  gas  data  collection  system — 

Certificate  appUcations;  instructions,  record 
formats,  software  and  user/operations 
manual.  21565 

Edit-checking  software  for  FERC  Form  No. 
2;  availability.  18390 

Interstate  pipelines  marketing  affiliates; 
reccM-d  formats  and  hardcopy  filing 
requirements.  7773 

Natural  gas  rate  application  filings;  software, 
filing  instructions  and  record  formats  and 
user/operatioo^manual.  availability. 


8754 

Software  for  the  FERC  Form  No.  2-A,  1 1595 

Natural  gas  industry;  electronic  bulletin  boards 
standards.  6485 

Self-implementing  transactions.  5367.  9155. 
15849.  19807.  32929 


State  jurisdictional  agenci^ti]^  formation 
recommendations;  preliminary  findings — 
California  Oil  &  Gas  Division.  6119 
Colorado  Oil  &  Gas  Conservation 

Commission.  6628.  6780 
Kansas  State  Corporation  Commission.  6628. 

7776.  31706 
Land  Management  Bureau.  6118.  12948. 
13752.  30046.  32660.  33266,  33809 
Louisiana  Natural  Resources  Department. 
4986.  8754.  17585,  18090,  19413, 
27555.29214.31196 
New  Mexico  Energy  Department  Oil 

Conservation  Division.  8589 
Noith  Dakota  Industrial  Commission.  14388. 

16406.  19820  '^ 

Oklahoma  Corporation  Commission.  4986. 

27274,  28957,  29215,  31957 
Texas  Railroad  Commission,  3945,  4986, 
6119,  6278,  6629,  6781,  7135,  7219, 
7220,  7885.  7886.  8269.  11406.  11407. 
11596.  11597,  13256.  13483.  13484. 
13756,  14566,  14567,  15865,  16189. 
18090,  19413,  21449,  21567,  21717. 
25633,  27275.  28006.  28957.  32112, 
34040.  34041 
Wyoming  Oil  &  Gas  Conservation 

Commission,  6278,  6486.  11597.  16406. 
25827.  26312 
Organization,  fiinctions,  and  authority  delegations: 

Secretary  et  al..  21977 
Preliminary  permits  surrender: 
Clinton  Pumped  Storage  Corp..  28957 
Contractor's  Power  Group.  Inc..  19820 
Farmers  Co-operative  Irrigation  Co.,  Ltd.,  26313 
Hammond  Hydroelectric  Co.,  19820 
Iowa  Hydropower  Development  Corp.,  31707, 

31708 
Russell  Canyon  Corp..  18391 
^Wayne  County  Water  Conservancy  District. 
11597 
Transmission  service  applications;  new  docket 

prefix.  6631 
Applications,  hearings,  determinations,  etc.: 
AES  San  Nicolas.  S.A.,  28007 
Alabama-Tennessee  Natural  Gas  Co..  7135. 
12948,  13484.  16532.  17883.  18212. 
19244.  19820.  21299.  27275.  32112.  32113 
Algonquin  Gas  Transmission  Co..  545,  3543, 
6629,  7556,  8050,  8939.  27275.  27276. 
27555.  27556.  27721.  28567.  28958. 
32113.32942.33267 
Algonquin  Gas  Transmission  Co.  et  al..  8938. 

8939 
Algonquin  LNG.  Inc..  25828 
Algonquin  LNG,  Inc.,  et  al..  8938 
American  REF-FUEL  Co.,  8756,  17227 
ANR  Pipeline  Co..  3543.  3945.  4164,  7136. 
8270,  8271.  16660.  18212.  25828.  26969. 
26970.  27556.  29404,  30157,  32114. 
33267,  34576 
ANR  Storage  Co..  8756 
Arizona  Public  Service  Co.,  34430 
Arkansas  Western  Pipeline  Co..  28567 
Arkla  Energy  Resources,  33625 
Arkla  Energy  Resources  Co.,  3945,  5387.  6629. 
7556.  8589.  8756.  12949,  13063,  13257, 
15493,  17585,  19245,  26970,  27276, 
27557,  27721,  29404.  30047.  30783. 
311%,  32527,  33088,  34258 
Arkla  Energy  Resources  Co.  et  al.,  25633 
Bedford,  VA,  et  al.,  34576 
Belize  Electric  Co.,  Ltd.,  25828 
Birchwood  Development  Corp.  et  al.,  21451 
Black  Marlin  Pipeline  Co.,  7556,  34041 
Blue  Lake  Gas  Storage  Co.,  12582.  15142 
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Blue  Mountain  Power,  L.P.,  12949 

Bonners  Ferry,  ID,  31022 

Boston  Edison  Co.,  4986,  19413,  27722 

Bridgeline  Gas  Distribution  Co.,  8589,  9171 

BurUngton,  VT,  rt  al.,  30783 

Canadian  Association  of  Petroleum  Producers 

et  al.,  27276 
Caprock  Pipeline  Co.,  26970 
Carnegie  Natural  Gas  Co.,  546,  7557,  12949 

18091,  26971.  27557.  27722.  31958. 

32527.  32660.  33809,  34259,  34996 
Central  Louisiana  Electric  Co.,  Inc.,  15866, 

17394 
Central  Maine  Power  Co.,  7136 
Central  Maine  Power  Co.  et  al.,  6278,  31022. 

311%  i 

Central  Termica  Alto  Valle  S.A.  et  al.,  263l|» 
Central  Termica  San  Nicolas,  S.A.,  28007    j 
Central  Vermont  Public  Services  Corp.,  12950 
Century  Power  Corp.,  12950,  16532,  16660. 

32347 
Chevron  Pipe  Line  Co.,  31023 
Citizens  Power  &  Light  Corp.,  28007 
Citizens  UtUities  Co.,  32661,  33438 
Qearfield  Partners,  L.P.,  17881 
CNG  Transmission  Corp..  7557.  7558.  8939, 

11226.  12031.  12032,  13257,  14567, 

15493,  15866,  16660,  17585,  17586, 

18091,  19413,  26313,  27277,  29405, 

29573.  32527.  34259.  34577 
Colorado  Interstate  Gas  Co..  6630.  12032, 

18211,29405,32348,32943 
Columbia  Gas  Transmission  Corp.,  3543,  67|l- 

6782,  7558,  7776,  8939,  12950,  13257, 

14567,  17884,  19820,  21299,  27557, 

28861,29215,31197.32114 
Columbia  <jas  Transmission  Corp.  et  al..  3272 
Columbia  Gulf  Transmission  Co..  6630.  310^3, 

33810 
Columbia  LNG  Corp..  29215.  31 197 
Connecticut  Yankee  Atomic  Power  Co..  30U 
Consolidated  Edison  Co.  of  New  York.  Inc.. 

28007 
Consolidated  Water  Power  Co..  16189 
Consumers  Power  Co..  5388.  12951.  32661  ' 
Crown  Energy.  LP..  13756 
Daggett  Leasing  Corp.  ct  al.,' 29816 
DakoU  Gasification  Co.,  19821 
DC  Tie,  Inc.,  12032,30157 
Delhi  Gas  Pipeline  Corp.  et  al.,  26756 
Delmarva  Power  &  Light  Co.,  3018 
Diamond  Energy  Inc.,  16819 
Dominion  Management  Argentina,  S.A.,  301  $8 
Dow  Intrastate  Gas  Co.,  33625 
Duke  Power  Co.,  27722  j 

Eastern  Shore  Natural  Gas  Co.,  346,  7136,     '■ 

12951.  15866,  18212.  18J13.  26313,  26971 
East  Tennessee  Natural  Gas  Co.,  12951,  15866, 

18213,  27722,  31197,  32114,  33810,  34997 
Bm  Energy  &  Recycling  Ltd.,  17227 
B  Paso  Bectric  Co.,  32528 
B  Paso  Natural  Gas  Co.,  3272,  3544,  3945, 

6120,  6279,  7886,  8590,  11597,  13485, 

15867,  17884,  19245,  26539,  27557, 

27558,29574,31198,32661 
B  Paso  Natural  Gas  Co.  et  al.,  26314 
Energy  Alternatives  of  North  America,  16190 
Enron  Milford  Operating  Corp.,  12951 
Entergy  Power,  Inc.,  28958,  30158 
Equitrans,  Inc.,  3545,  7558,  11226,  13064, 

18213.  19245,  21452,  2727^ri^l0        | 
EUA  Power  Corp.  Official  Boadhold^' 

Committee,  31958  / 

Rorida  Gas  Transmission  Co.,  3545,  6120,      ' 
9171,  13064,  13485,  16190,  19245,  2772i 
29405,32114,32115  1 
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Florida  Power  ft  Ughi  Co..  6631,  17884 

Florida  Power  Cofp.,  12032 

frontier  Gas  Storage  Co..  18214,  27723 

Gas  Company  of  New  Mexico,  3547 

Gas  Research  Institute.  33626 

Glen  Parte  Associates  L.  P.,  1 1047 

Granite  State  Gas  Transmission.  Inc.,  S46.  3273, 

3545,  5719.  8940.  15142.  17227.  26315, 

27558,  29574,  31198,  33267,  33439,  34997 
Great  Bay  Power  Coip.,  17586.  34430.  34998 
Great  Lakes  Gas  Transmission  L.  P.,  14567. 

15867.  16820,  17586,  17885,  25633 
Gieat  Lakes  Gas  Transmission  Limited 

Partnership,  29405,  34577 
Hamilton,  OH.  ct  al..  34577 
High  Island  Offshore  System,  3546,  6120,  7887, 

14568.  29406.  33268 
Idaho  Power  Co.,  7136.  28861,  34578 
Illinois  Power  Co..  11047 
Indiana  Michigan  Power  Co.  et  al.,  34431 
Indicated  Shippers  et  al..  4696 
Inland  Gas  Co.,  Inc..  34042 
InterAmerican  Energy  Leasing  Co.,  7776,  29574 
Iowa  Electric  Light  &  Power  Co.,  34431 
Iowa  Southern  Utilities  Co.,  34431 
Iroquois  Gas  Transmission  System.  L.P..  33626 
Jersey  Generating  Co.,  LP.,  et  at;>^226 
JMC  Ocean  State  Corp..  8050         ^\ 
Kansas  Gas  Electric  Co.,  30784  J 

Kentucky  Utilities  Co.,  5724  f 

Kentucky  West  Virginia  Gas  Co.,  3946.  13064, 

13485,  16661,  19246.  27278 
Kern  River  Gas  Transmission  Co.,  5724.  13486. 

17586,  32348 
KN  Energy,  Inc.,  7559,  11598,  11858,  12226. 

17886,  19246.  27559,  29406,  30783,  33439 
KN  Wattenberg  Transmission  Limited  Liability 

Co.,  28008,  31024 
LG&E  Power  20  Inc.,  8940 
Liberty  Pipeline  Co.  ef.  al.,  6120 
Louisiana  Natural  Gai  Pipeline  Inc..  15143 
Louisiana-(«Ievada  Transit  Co.,  7887 
Louisiana  Shte  Gas  Corp.,  33626 
Louisville  Ga^&  Electric  Co.,  12952 
Malacha  Hydro  Ltd..  6397.  21162 
Massachusetts  Electric  Co.,  25985,  26540 
Massachusetts  REFUSETECH,  Inc..  9171 
McCormick,  Wilham  T.,  Jr.,  34998 
Mechanicville  Corp..  28008 
Meridian  Oil  Inc.,  29406 
Metropolitan  Dade  County,  PL,  et  al.,  32528 
Michigan  Gas  Storage  Co.,  29407 
MidCon  Texas  Pipeline  Corp.,  19246 
Mid  Louisiana  Gas  Co.,  7559.  11227,  27559. 

29816 
Midwestern  Gas  Transmission  Co.,  5725, 

13486,32115 
Midwest  Power  Systems,  Inc.,  16820 
MIGC,  Inc.,  13257 
MUford  Power  L.  P..  12952,  14568 
Mississippi  River  Transmission  Corp.,  3546, 

4986,  7559,  12952,  17886,  18091,  18214, 

19247,  19666,  21300,  25828,  27560, 

28958,30158,32116,33268 
Mitex,  Inc.,  26315 
Mojave  Pipeline  Co.,  7887 
Montana  Power  Co.,  5388.  27560 
Moraine  Pipeline  Co.  et  al..  32116 
Multitrade  Limited  Pannership..31959 
Multitrade  of  Pittsylvania  County.  L.P..  15868 
National  Electric  Associates  L.P.,  30158 
National  Fuel  Gas  Supply  Corp.,  3946,  6121, 

12952,  18092.  19821.  25829.  26971, 
27724,29216,32116,32662 

Natural  Gas  Pipeline  Co.  of  America,  6487, 

12953,  17587,  19821,  27724.  27725. 
28861.  29216,  31708,  33268.  34042 


Nttunl  Gas  Processing  Co.  et  al.,  11227 
New  En^and  Power  Co.,  547,  17227,  32662 
New  England  Power  Service  Co.,  27725,  34578 
Niagara  Mohawk  Power  Corp.,  32662,  34431, 

34432 
Northeast  Utilities  Service  Co.,  17394,  34432 
Northern  Border  Pipeline  Co.,  16820.  30158, 

32117 
Northern  Illinois  Gas  C>.,  33627 
Northern  Natural  Gas  Co.,  548,  3547, 7137, 

7888,  8940,  12033,  12227.  16532.  17886. 

17887.  19247.  26540.  27725.  27726. 

30159,  30784,  31708,  34042 
Northern  State;  Power  Co.,  5388,  13486.  18391. 

26541,  28008 
Northern  Siites  Power  Co.  et  al.,  25985,  34432 
North  Peon  Gas  Co.,  5725,  13486 
Northwest  Alaskan  Pipeline  Co.,  30159 
Northwest  Pipeline  Co,,  34043 
;<orthwest  PipeUne  Corpr,s346.  548,  3273.  3274, 

4987,  6279,  7223.  8941.  12953.  13487. 
-^1^61.  21300.  27560.  27726.  28008. 

28959.  31198.  31199,  32117,  33088, 

33811,301509 
NW  Energy  (S^illiaros  Lake)  L.  P.,  8051, 

16406,  17394 
Odgen  Haverhill  Associates.  6279,  17587 
Old  Dominion  Electric  Cooperative,  13487 
■  Olson  Electric  Development  Co.,  Inc.,  34259 
Orange  &  Rockland  Utilities,  Inc.,  18391 
Oswego,  NY,  12227 

Ozark  Gas  Transmission  System,  16190,  34259 
Pacific  Gas  Transmission  Co.,  3946,  16660, 

27727,  32529,  34998 
Pacific  Interstate  Offshore  Co.,  21978 
'Pacific  Offshore  Pipeline  Co.,  21718 
-PacifiCorp,  32663,  33269 
Paiute  PipeUne  Co.,  12953,  15143,  16661. 

21718, 28862  ^^ 

Paahandle  Eastern  Pm^^ialfCo.,  548,  3947, 

5725,  6631,  77'nr  11227,  11598,  13258, 

15868,  15869.  18092,  19414,  21300, 

26972,  27561,  30046,  32348 
Panhandle  Eastern  Pipe  Line  Co.  et  al.,  33440 
Pan  Pacific  Hydro,  Inc.,  1 1598 
Pembenon  Power  L.  P.,  17228 
Pennsylvania  Power  &  Light  Co.,  27727 
Philadelphia  Electric  Co.,  33811 
Phillips  Gas  Pipeline  Co..  15869 
Portland  General  Electric  Co.,  26315,  30160. 

34432 
Potomac  Electric  Power  Co.  et  al.,  28008 
Providence  Gas  Co.,  15143 
PSI  Energy.  Inc..  34433 
Public  Service  Co.  of — 
Colorado,  13065,  15869,  17394,  21162 
New  Mexico,  33088 
Public  Service  Electric  &  Gas  Co.,  18391, 

21162 
Public  Service  Electric  &  Gas  Co.  et  al.,  6782 
Public  Works  Board  of  Lewes,  DE,  et  al., 

34576 
Puget  Sound  Power  &  Light  Co.,  18391,  33089, 

33811 
Questar  Pipeline  Co.,  7560.  8941.  11598. 

18214.  27278,  33627 
Raton  Gas  Transmission  Co,  16662 
Rayburn  Country  Electric  Cooperative,  Inc., 

13065,  13488 
Rhodes,  James  T..  34578 
Richfield  Gas  Storage  System,  15144,  18392 
Rochester  Gas  ft  Electric  Corp.,  31709 
S.D.  Warren  Co.,  346 
Sabine  Pipe  Line  Co.,  19248 
San  Diego  Gas  &  Electric  Co.,  3548 
Seagull  Shoreline  System.  25829 
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Sea  Robin  PipeUne  Co.,  3548,  13258,  25633 
South  Brunswick  CoGeiML.P.,  15493 
South  Carolina  Electric  CGas  Co.,  25829, 

27060.  32663 
South  Carolina  Genendng  Co.,  Inc.,  9172 
Southern  Califocnia  Edison  Co..  27727 
Southern  California  Gas  Co.  et  al.,  3549 
Southern  Company  Services,  Inc.,  16406 
Southern  Electric  Wholesale  Generators.  Inc.. 

11858 
Southern  Natural  Gas  Co..  7888.  11051.  16662, 

18214,  MM2,  21162.  27561.  27727. 

28959,  294b9,  31960.  34998 
Southera  Nwiral  Gas  Co.  et  al..  12954 
South  Georgia  Natural  Gas  Co.,  26972,  27561 
Southwestern  Electric  Power  Co.,  34432    i 
Southwest  Gas  Corp.,  16662 
Sumas  International  Pipeline.  Inc..  32663 
SunShine  Interstate  Transmission  Co..  321 18 
Superior  Offshore  Pipeline  Co..  7137.  21718. 

25829 
Tampa  Electric  Co .  4429.  16663.  27728 
Tarpon  Transmission  Co..  26316.  26972.  26973 
TCPL  Power  Ltd.,  8941 
Tennessee  Gas  Pipeline  Co..  6631,  6782,  7560. 

8941,  12954,  16532.  16821.  18304.  1915Z 
25829.  26316.  26973.  28009.  30160. 
31960.  32118,  33812,  34260,  34578 

Tennessee  Natural  Gas  Co.,  1 1858 

Tenpeak  Corp.,  34433 

Texas  Eastern  Transmission  Corp.,  3549,  3947, 

5388,  7137,  7223,  7777.  7888.  8942, 

11228,  13488,  14568,  14569.  16663, 
^21301.  25900,  26541,  27562,  29408, 

31961,32119.  32120,32349 
Texas  Gas  Transmission  Co.,  13488 
Texas  Gas  Transmission  Corp..  3274,  3550, 

5725,  11228,  18092,  18215.  26973,  27278, 

27279,  29816,  30047     . 
Texas-New  Mexico  Power  Co.,  33089 
Tex-La  Electric  Cooperative  of  Texas.  Inc., 

6632,9172.11858 
Toledo  Edison  Co..  18392 
Ttailblazer  Pipeline  Co..  3550.  32529 
Transcontinental  Gas  Pipe  Line  Corp.,  346,  549. 

3274.  4429.  5726.  7138,  11228.  12954, 

12955.  12957.  13259.  13489.  14569. 

15493.  15494,  16190.  16663,  19092, 

21718,  26313.  26774.  28862.  29408, 

29816,  32348,  32663,  32664,  32943, 

33089.  33440,  33812,  34999 
Transcontinental  Gas  Pipe  Line  Corp.  et  al., 

29408 
Transwestern  Pipeline  Co.,  3551,  5726,  7778,    • 

8942,  12955,  25830,  29216,  33627,  33813. 
34579 

Tfunkline  Gas  Co..  4429,  5387.  7560,  7778. 

8942.  8943,  11599,  17228,  17587,.  18092, 

19248,  27562,  27728.  32529.  34790 
Trunkline  Gas  Co.  ct  al..  33440 
Tulsa  Metropolitan  Utility  Authority,  11859 
Turiock  and  Modesto  Irrigation  Districte,  347 
Union  Electric  Co..  12956.  30160 
United  Gas  Pipe  Line  Co..  5389,  8271,  8756, 

14208,  17887,  26974,  31024,  33441,  33813 
UtiliCorp  United  Inc.,  27728 
U-T  Offshore  System,  3551,  16821,  29408 
Valero  Interstate  Transmission  Co.,  6121,  7560, 

18215.31199 
Vermont  Yankee  Nuclear  Power  Corp.  et  al., 

19666 
Viking  Gas  Transmission  Co.,  13259 
VistaEnergy,  LP,  13756 
Washington  Water  Power  Co.,  30160,  33269 
WEL  Energy  Group  Limited.  8943 
Western  Area  Power  Administration,  12956, 

34999 
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Weston  Gas  Interstate  Co..  3947.  7889.  8943. 

31709.  32529.  34790 
Westen  Resources,  Inc..  7138 
Western  Systems  Power  Pool.  34043 
West  Texas  Gas,  Inc..  9172.  14569.  32530. 

33270 
Williains  Gas  Proce^ing-Wainsutter  Co..  28863 
Williams  Natural  Gas'Co..  13259,  15869. 

21452,  25830.  26346.  26974.  28567. 

28828.  28862,  33270.  34043,  34260,  35000 
Williston  Basin  Interstate  Pipeline  Co..  3948. 

12227,  12364,  12956,  18216,  19092, 

30048,  32120,  32121.  32530,  33628,  35000 
Wisconsin  Electric  Power  Co..  21567.  28009 
Wiscoosin  Power  &  Ught  Co..  32664.  34579 
Wisconsin  River  Power  Co..  28009 
^Wisconsin  Valley  Improvement  Co.  et  al.. 

34; 
Dlvfhne  Hydroelectric  Corp.,  12225" 
Wythning  Interstate  Gas  Co..  Ltd.,  17588 

Federal  Financial  Institutions 
Examination  CouncU 

NOTICES 

Community  Reinvestment  Act;  interagency 

questions  and  answers,  9176 
Insured  depository  institutions;  supplemental 

disclosure  of  estimated  fair  values,  19257 
Money  laundering;  large-value  fiinds  transfers  use; 

policy  statement.  14400 
Northern  Marbna  Islands;  State  appraiser 

certification  and  Ucensure  requirements; 

tenqiorary  waiver,  551,  11235 

Federal  Grain  Inspection  Service 

RULES 
Fees: 
Official  inspection  and  weighing  services;  fee 
increase,  3213 
Grain  standards: 
Additive-treated  grain  certificanon,  321 1 
Official  inspection  and  weighing  services;  fee 
increase,  5255 

PROPOSED  RULES 

Grain  standards: 
Beans.  14174 
Rice,  3511 

NOTICES 

Agency  designation  actions: 

Georgia  et  al..  6382 

Illinois,  5705,  25964 

Illinois  et  al.,  6383,  34893 

Indiana  et  al.,  16810.  34983 

Iowa,  5705,  25965 

Iowa  et  al.,  12022,  16810 

Kentucky  et  al.,  12023 

Maine,  25965 

Missouri.  12023 

Montana,  25%S 

Nebraska,  25965,  34894 

New  Yorit,  25965.  33066 

Ohio,  6384 

Texas,  25966,  34894 

Texas  et  al.,  6384 
Committees,  establishment,  lenewal.  termination, 
etc.: 

Advisory  Corominee,  17204 
Meetings: 

Advisory  Committee.  7063.  9557 


Federal  Highway  Administration 

RULES 

Engineering  and  traffic  operations: 
Design  standards  for  highways — 
Geometric  design  policy.  25939 
Interstate  system.  25934 
Motor  carrier  safety  standards: 
Accident  notification  and  tepotting 

requirements;  property  damage.  6726 
Technical  corrections,  33775 
Payment  procedures: 
Reimbursement;  temporary  noatching  fiind 
waiver,  6713 

PROPOSED  RULES 

Engineering  and  traffic  operations: 
Construction  and  maintenance- 
Erosion  and  sediment  control  guidelines; 
Federal-aid  highway  projects.  11814 
?ay~itesifn  standards — 
Roadside  barriers  and  safety  appurtenances; 
Federal-aid  projects,  6914 
Speed  limit  enforcement  certification.  186 
Truck  size  and  weight — 

Longer  combination  vehicles  (LCV's)  and 
vehicles  with  2  or  more  cargo  carrying 
units;  restrictions.  11450,  19367 
Uniform  Traffic  Control  Devices  Manual — 
Work  zone  traffic  control  standards  revision, 
288 
Intermodal  Surface  Transportation  Efficiency  Act 
of  1991;  implementation: 
Safety  belts  and  motorcycle  helmets; 

compliance  and  transfer-of-fiinds.  4622 
Management  systems;  implementation,  12096 
Metropolitan  planning.  Statewide  transportation 
planning,  and  management  systems;  meetings. 
15816 
Motor  carrier  safety  standards: 
Commercial  motor  vehicle  drivers  license 

program;  State  compliance.  34^44 
Conunercial  motor  vehicle  operators;  out-of- 
service  orders  violations;  penalties,  4640 
Hazardous  materials  transportation;  motor 

carrier  safety  permits,  33418 
Hours  of  service  of  drivers;  on-duty  time; 

withdrawn,  6937 
Longer  combinatioq  vehicles  (LCVS)  operators; 
mandatory  minimum  training  requirements, 
4638 
Training  for  all  entry  level  drivers  of 
commercial  motor  vehicles,  33874 
Omnibus  Transportation  Employee  Testing  Act  of 
1991: 
Alcohol  use  by  transportation  workers, 
limitation.  7197 
Transportation  plans  and  programs: 
Metropolitan  areas.  12064 
Statewide  regulations.  12084 

NOTICES 

Control  substances  and  alcohol  testing  pilot 
program;  documents  availability,  18441 
Emergency  vehicles  on  interstate  system  and  water 
well  drilling  rigs  transporters  on  pubUc 
highways,  regulation;  .studies  of  vehicle 
weight  laws.  7168  ,    ■ 
Environmental  statements;  notice  of  intent: 
Allegany  County,  MD,  5443 
Allegheny  and  Washington  Counties.  PA.  6159 
AUegheny  County,  PA.  6158.  35067 
Anderson  and  Greenville  Counties.  SC.  18443 
Beaufort  and  Pitt  Counties.  NC,  3987 
Bradford  County.  PA,  16259 
Bucks  County.  PA.  et  al..  16734 
CabeU  County,  WV.  30845 


» 


CanoU  County,  MD.  12441 
Cumberiand  County  et  al..  NC,  6568 
Dade  County.  FL,  22014 
Davis  and  Weber  Counties,  UT,  21768 
Decatur  County  et  al.,  TN,  7169 
Denali  Borough.  AK.  28433 
ErieCounty.  NY.  11287 
Flathead  County.  MT.  6323 
Fond  du  Lac  County.  WI.  7168 
Forsyth  County.  NC.  15173 
Honolulu.  HI.  33686 
Johnson  County.  KS.  33481 
Kane  County.  IL,  17300 
Kitsap  County.  WA.  3062.  16258 
Marin  County.  CA.  14242 
Mason  County,  WV,  31783 
North  Kona,  HI,  13674 
Prince  of  Wales  Island,  AK,  27055 
Rutland  County,  VT,  15398 
Salt  Lake  County,  UT.  29023 
Santa  Barbara  County,  CA,  13295  I 

Schenectady  County.  NY.  6046  ! 

Snohomish  County.  WA.  31783 
Stillwater  County,  MT.  3063 
Sutter  and  Yuba  Counties.  CA.  1 1439 
Westmoreland  County.  PA.  6047.  7827 
Ferryboat  equipment  and  machinery;  Buy  America 

requirements  waiver.  33295 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Congestion  pricing  pilot  program.  33293 
Inteil(gg])t>vehicle  highway  system  program; 
Federal  and  State  |xivacy  laws  analysis  and 
privacy  safeguards  development,  29444 
Intelligent  vehicle  highway  system  (IVHS);  eariy 

deployment  program,  13122 
Intermodal  Surface  Transportation  Efficiency  Act 

of  1991;.  implementation  guidance,  128 
Interstafe  maintenance  program;  transfer  of  fiinds, 

12299 
Meetings: 
Intelligent  Vehicle-Highway  Society  of 

America,  11885,  17301,  332%,  34611 
National  Motor  Carrier  Advisory  Committee, 

18297 
National  Recreational  Trails  Advisory 

Committee,  9589 
Scenic  Byways  Advisory  Committee,  121, 
11658,26028 
Motor  carrier  safety  standards: 
Private  carriage;  for-hire  carriers  of  passengers; 
interpretation,  27328 
Motor  carrier  safety  standards;  waiver  petitions; 

Domino's  Pizza  Distribution  Corp..  372 
Motor  vehicle  safety  standards: 
Motor  carrier  safety  enforcement  cases;  orders, 
16916 
Preservation  of  transportation  corridors.  18297 

Federal  Housing  Finance  Board 

RULES 

Affordable  housing  program;  maximum  subsidy 

limitations.  17968 
Federal  home  loan  bank  system: 
Advances  to  nonmember  mortgagees.  29474 
Directors;  eligibility  and  financial  disclosure, 
and  confUct  of  interest  requirements.  3487, 
31899 
Secured  loans  (advances).  29456 
Freedom  of  Information  Act;  implementation. 

19197 
Government  in  Sunshine  Act;  implementation, 

19202 
Operations  procedures;  establishment,  19195 
Privacy  Act;  implementation.  19204 
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VSLOrd&ED  RULES 

Federal  home  loan  bank  system: 

Study  of  role;  hearing.  8563,  13565 
Regulatory  agenda,  25324 

NOTICES 

Federal  home  loan  bank  system: 
Community  support  review — 

Selection  of  members,  8281,  28868 
Meetings;  Sunshine  Act.  4201,  5059,  7178,  8097, 

8818,  13127,  14625,  15400,  15900,  17469, 

21331,  27059,  29693.  31790.  33855,  34299, 

35074 

Federal  Labor  Relations  Authority 

RULES     ^ 

Organization,  fimctions,  and  authority  delegations: 
Headquarters  and  regional  offices  relocation, 
13695 

Federal  Maritime  (yonimission 

RULES 

Marine  terminal  services  agreements;  exemption, 

5627 
Maritime  carriers  in  domestic  offshore  commerce: 
Financial  reports;  carriers  earning  S2S  million 
or  less;  complete  report  waiver  eligibility 
expansion  and  waiver  trade  percentage 
requirement  deletion,  13414 
Maritime  carriers  in  foreign  commerce: 
Conditions  unfavorable  to  shipping,  actions  to 
adjust  or  meet — 
United  States/Korea  trade,  7988 
Free  time  and  demurrage  charges  on  import 
property  and  truck  detention  at  Pott  of 
New  York;  CFR  Parts  removed.  ]0983 
CFR  Parts  removed,  ," 

Non-vessel-operating  common  carriers;  fmancial 

responsibility,  5618 
Tariffs  and  service  contracts,  25 
Unpaid  freight  chaises:  adjudication 
jurisdiction,  7190 
Ocean  freight  forwarders,  marine  terminal 
operations,  and  [>assenger  vessels: 
Free  time  and  demurrage  charges  on  import 
property  and  truck  detention  at  Port  of 
New  Yoric;,  10983 
CFR  Parts  removed. 
Military  rates;  electronic  filing;  exemption, 

28787 
Tariffs  and  service  contracts;  electronic  filing, 
30709 
Practice  and  procedure: 
Miscellaneous  amendments,  27208 

PROPOSED  RULES 

Maritime  carriers  in  domestic  oflshoie  commerce: 
Electronic  filing  of  tariffs  and  service  contracts, 
7501 
Ocean  freight  forwarders,  marine  terminal 
operations,  and  passenger  vessels: 
Military  rates;  electronic  filing;  exemption,  4137 
Correction,  6167 
Practice  and  procedure: 
Alternative  dispute  resolution,  16641 
Domestic  offshore  trades;  rate  proceedings, 

28379 
Miscellaneous  amendments,  7199 
Regulatory  agenda,  25330 

NOTICES 

Agreements  filed,  etc.,  350,  3280,  3949.  3950. 
4168.  4169.  4700.  5392,  6283,  6493,  6636, 
6970,  7563,  7785,  7891.  8596.  8761.  9182. 
11237.  11238.  11410.  11607,  11859,  12037, 
12242.  12586,  12967,  13067,  13492,  13780, 
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14401,  15875,  17589,  19106,  19260,  t9435, 
21302,  21581,  21726,  25647,  26545,  26784, 
27286,  27572,  27731,  27732.  28021,  28571, 
28876,  28%3,  29584,  29829,  30055,  30170, 
31961,  32133,  32536,  32707,  33442,  33631, 
33820,  33938,  34052,  34435,  34436.  34800 
Anti-rebate  certifications,  failure  to  file;  tariff 

cancellations  and  license  suspensions,  8960 
Casualty  and  nonperformance  certificates: 
Alaska  Sightseeing/Cruise  West,  4701,  28876 
Alaska  Sightseeing/Cruise  West  et  al.,  28876 
Carnival  Cruise  Lines,  Inc.,  19436 
Celebrity  Cruises  Inc.  et  al.,  15349 
Qub  Med  Sales,  Inc.,  et  al.,  26979,  33820 
Commodore  Cruise  Line  Ltd.,  4701 
Costa  Cruise  Lines  N.V.  et  al.,  19107,  26138 
Crown  Cruise  Line,  13601 
Crown  Cruise  Line  et  al.,  13601 
Delphin  Seereisen  GmbH,  15875 
Delphin  Seereisen  GmbH  et  al.,  15875 
Discovery  Cruise  Line  Partnership  et  al.,  12243 
Mariu  Inc.  et  al..  6798,  11860 
Neckermann  Und  Reisen,  3281 
Neckermann  Und  Reisen  et  al.,  3280 
Norwegian  Cruise  Line  et  al.,  4701,  29226 
Palm  Beach  Cruise  Line  Inc.  et  al.,  4701 
Princess  Cruises,  Inc.,  et  al.,  32707,  33632 
Regal  Cruises  et  al.,  32708 
Regal  Cruises  Limited  et  al.,  29226 
Regal  Cruises  Ltd.,  1 1056 
Regency  Maritime  Corp.  et  al.,  6493 
SeaEscape  Cruises  Ltd.,  17894 
SeaEscape  Cruises  Ltd.  et  al.,  21456 
Seafest  Cruises,  Inc.,  et  al.,  4701 
Sun  Fiesta  Cruises,  Inc.,  et  al.,  34436 
Sun  Line  Cruises  Iiic.  et  al.,  9183 
Unicom  Management  Services  (Cyprus)  Ltd.  et 
al.,  16192 
Complaints  filed: 
Best  Homeware,  Inc..  et  al.,  9183 
New  Yoric  Export  Co.,  Inc.,  19436 
Sun  Lee,  Inc.,  et  al.,  19436 
Tropical  Shipping  &  Construction  Co.,  Ltd.,  et 

al.,  11860 
Wortdlink  Logistics,  Inc.,  et  al.,  35003 
Freight  forwarder  licenses: 
A.P.C.  International,  Inc.,  11056 
Aero  Expediting  Inc.  et  al.,- 18096 
Amcargo  Line,  Inc.,  et  al.,  28571,  30220 
American  Cargo  &  Steamship  Agency,  Inc.,  et 

al.,  31034 
Ask  International,  Inc.,  et  al.,  16192 
Aviation  Import-Export  Inc.  et  al.,  5989 
Bernard  J.  McHale  Co.  et  al.,  8761 
Cargo  Express  Inc.  et  al.,  21170 
Cargonauts,  Inc.,  et  al.,  33632 
John  V.  Can  &  Son,  Ltd^.,  et  al.,  3556 
MDR  Enterprises,  Inc.,  3556 
Olympic  International  Freight  Forwarders,  Inc.. 

et  al.,  6637 
Panatrex  Corp.  et  al.,  1 1410 
Ranvar  Corp.  et  al.,  14573 
Safa  Shipping  Co.  et  al.,  6637 
SCAC  California  Inc.  et  al.,  25836 
Seaway  Forwarding  Corp.  et  al.,  25837 
U.S.  International  Transport  Inc.,  et  al.,  25837 
Van  Esch  Trading  &  Shipping  et  al.,  29226 
W.  L.  Richeson  &  Sons,  Inc.,  et  al.,  33820 
Zerda  Forwarding  et  al.,  8053 
Investigations,  hearings,  petitions,  etc.; 
AEI  Ocean  Services  Corp.  et  al.,  33096 
Australia/Eastern  USA  Shipping  Conference  et 

al.,  28876 
Caribe  Basin  Services  Inc.,  33939 
Distribution-Publications,  Inc.,  34801 
Finn  Container  Cargo  Services,  Inc.,  et  al., 
33443 


(  Federal  Railroad 

Pacific  Coast  Tariff  Bureau  et  al..  33096 
Paramount  Tariff  Service  Ljd..  33632 
Sumner  Tariff  Service,  Inc.,  et  al.,  33096 
Union  Transport  Corp.  et  al.,  31961 
Worfd  Tariff  Services,  Inc.,  et  al.,  35003 

Meetings;  Sunshine  Act,  3067,  7295,  7843,  13299. 
14473,  27335 

Practice  and  procedure: 
Alternative  dispute  resolution;  policy  statement, 
16681 

Shipping  Act  of  1984: 
Controlled  carriers  listing;  update,  34264 

Federal  Mediation  and  Conciliation 
Service 

RULES 

Agency  ethics  regulations;  amendments,  18007 
NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Labor-managenKnt  cooperation  program,  5005 

Federal  Mine  Safety  and  Health 
Review  Conunission 

RULES 

Procedural  rules,  12158 

NOTICES 

Meetings;  Sunshine  Act  124,  3991,  7605,  8653, 

15521,  16444,  17641,  19874,  25898,  26812, 

27771,  33857,  34841 

Federal  Procurement  Policy  OfHce 

PROPOSED  RULES 

Acquisition  regulations: 
Cost  Accounting  Standards  Board — 
Cost  accounting  standards  coverage; 

applicability  and  thresholds,  18363 
Cost  accounting  standards  pension  costs; 
changes,  6103 
NOTICES 

Acquisition  regulations: 
Cost  Accounting  Standards  Board — 
Organizational  and  cost  accounting  practices 
changes,  18428 
Contract  Disputes  Act;  claims  certification  for 
individuals  within  contractor's  organizatioa; 
policy  letter,  5039 
Government  contractor  selection;  past  perforniance 

review;  policy  letter,  3573 
Procurement  regulatory  activity  report;  availability, 

15516 
Procurement  systems  management;  draft  policy 

letter,  34489  f 

Small  business  competitiveness  demonstration 
program: 
Policy  directive,  13513 
Subcontract  repotting  system  test  plan  and 
reporting  form,  13514,  19856 
Value  engineering  (0MB  Circular  A- 131),  32964 

Federal  Railroad  Administration 

RULES      1 

Hours  of  Service  Act,  agency  interpretation;  Ninth 
Circuit  Court  of  Appeals  decision,  nationwide 
applicability;  miscellaneous  issues,  18163 
Railroad  locomotive  safety  standards: 
Locomotive  conspicuity;  auxiliary  external 
lights  minimum  standards,  6899 
Railroad  operating  rules: 
Locomotive  engineers;  qualifictfions,  18982 

PROPOSED  RULES 

Omnibus  Transportation  Employee  Testing  Act  of 
1991: 
Alcohol  use  by  transportation  workers, 
)        limitations,  7197 
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Federal  Railroad 

Railroad  operating  niks: 
Grade  crossing  signal  system  malfiuictioas; 
timely  reqwnse,  4400 
Railroad  police  officers,  33S93 
Railroad  safety  enforcement  pnxxdures: 

Remedial  actions  reporting,  33S9S 
Track  safety  standards;  miscellaneous 

amendments: 
j  Public  wofkshops.  338.  497S.  8928 

NOTICES 

Emergency  order,  railroad  tank  car  owners,  8647 
Exemption  petitions,  etc.: 
Burlington  Northern  Railroad  Co..  17921 
Canadian  Pacific  Ltd.,  28434 
CSX  Transportation,  626.  21213 
Massachusetts  Bay  Trarrportation  Corp.,  9231 
Michigan  Shore  Railroad  et  al.,  4452 
Minnesota  Commercial  Railway  Co.  et  al., 

28649  ^^^ 
Monticello  Railway  Museum  et  al..  30082 
National  Railroad  Passenger  Corp.  (Amirak). 

374.  25696.  30846.  32561 
Nimishillen  &  Tuscarawas  Railway  Co.  et  al.. 

9590 
Parr  Terminal  Railroad  et  al..  4453 
Tennessee  Valley  Railroad  et  al.,  21214 
Tri  County  Commuter  Rail  Authority.  9232 
Union  Pacific  Railroad  Co..  627,  6569.  9233 
Wheeling  &  Lake  Erie  Railway  Co..  4454. 

18299 
Meetings: 
Nonheast  Corridor  Safety  Committee,  19698 
Private  highway-rail  grade  crossings  safety 

guidelines,  33139 
Railroad  locomotive  design  features,  29689 
Random  drug  testing  rate  evaluation;  extension  of 

experimental  program.  33481 
Traffic  control  systems;  discontinuance  and 
removal: 
Burlington  Northern  Railroad  Co.,  9233 
Chicago  &  Northwestern  Transportation  Co.  et 

al..  25697 
Ouluth  Missabe  &  Iron  Range  Railway  Co.  et 

al..9233 
Southern  Pacific  Transportation  Co.  et  al..  7169 

Federal  Register,  Administrative 
Committee 

See  Federal  Register  Office 
Federal  Register  Office 

NOTICES 

American  Institute  in  Taiwan  and  Coordinating 
Council  for  North  American  Affairs; 
agreements,  32355 

Guide  to  Record  Retention  Requirements  in  CFR; 
supplement,  26450 

Federal  Reserve  System 

RULES 

Availability  of  fiinds  and  coUectioa  of  checks 
(Regulation  CC): 
Technical  corrections,  2 
Baitk  holding  companies  and  change  in  bank 
control  (Regulation  Y): 
Bank  holding  company  applications;  review 
criteria,  471 
Conection,  4073 
Capital  adequacy  guidelines.  7973,  28491 
Foreign  Bank  Supervision  Enhaacement  Act; 

implementation.  6348 
Real  estate  appraisals.  15076 
Equal  opportunity  rules;  complaint  processing. 
9517  > 


Home  mortgage  disclosure  (Regulation  C): 
Exemption  terminations,  1 
Loan  application  data;  availability.  13403 
MSA  designations  for  data  collection  (1993), 
6601 
Loans  to  executive  officers,  directors,  and 
principal  shareholders  of  member  banks 
(Regulation  O): 
Loans  to  holding  companies  and  affiliates, 
26507,  28492 
Membership  of  State  banking  institutions 
(Regulation  H): 
Capital  adequacy  guidelines.  7973.  28491 
Organization,  functions,  and  authority  delegations: 

Secretary.  Boaid  of  Governors  et  al.,  26508 
Prohibition  against  interest  payment  on  demand 

deposits  (Regulation  Q),  15076 
Real  estate  appraisals: 

Real  estate  lending  standards;  correction.  4460 
Securities  credit  transactions;  OTC  margin  stocks 
list  (Regulations  G.  T.  U.  and  X).  6602. 
25543 
Truth  in  lending  (Regulation  Z): 

Official  staff  commentary  update.  17083 
Truth  in  Savings  (Regulation  DD).  15077 

PROPOSED  RULES 

Bank  holding  companies  and  change  in  bank 
control  (Regulation  Y): 
Capital  adequacy  guidelines,  8007 
Criminal  activity  reporting  requirements; 
uniform  multi -agency  criminal  referral 
form,  3235 
Electronic  hind  transfers  (Regulation  E).  8714 
FiiuuKial  institutions;  netting  eligibility 

(Regulation  EE).  29149 
Home  mortgage  disclosure  (Regulation  Q: 

Loan  application  data;  availability.  31 
International  banking  operations  (Regulation  K): 
Criminal  activity  reporting  requirements; 
uniform  multi-agency  criminal  referral 
form.  3235 
State  licensed  branches  and  agencies  of  foreign 
banks;  permissible  activities,  513 
Membership  of  State  banking  institutions 
(Regulation  H): 
Capital  adequacy  guidelines,  7973,  8007 
Criminal  activity  repotting  requirements; 
uniform  multi -agency  criminal  referral 
form,  3235 
Real  estate  lending  and  appraisals: 

Threshold  level,  31878 
Regulatory  agenda,  25338 
Truth  in  Savings  (Regulation  DD): 
Miscellaneous  amendments,  271 

NOTICES 

Agency  information  collection  activities  under 

0MB  review,  7786 
Bank  holding  companies  engaged  in  underwriting 
and  dealing  in  securities;  ten  percent  revenue 
limit,  28%3 
Committees;  estabUshment,  renewal,  tennination, 
etc.: 
Consumer  Advisory  Council,  34264 
Consolidated  financial  statements;  reporting 

requirements;  changes,  6637,  13781 
Federal  banking  and  thrift  agencies;  capital  and 
accounting  standards  differences;  report  to 
congressional  committees,  3019 
Federal  Open  Market  Committee: 
Domestic  policy  directives,  5008,  6413,  9564, 

26546,  34801 
Foreign  currency  operations — 
Federal  Reserve  Bank  of  New  York; 

authorization,  26546 
Procedural  instructions,  26546 
Securities  procedures;  allocation,  26S48 


Meetings: 

Consumer  Advisory  Council,  13264,  28965 
Meetings;  Sunshine  Act,  124,  375.  629.  3328. 

4201,  4459,  5798,  6054.  6335.  6676.  7038. 

7295.  7920.  8448.  8818,  9243,  9596,  11098. 

11448,  12061.  12631.  13126.  13299.  13524, 

14244.  14473.  15178.  15521.  16444.  17304. 

17924,  18302.  19294,  19295,  19700.  19874. 

21332.  21774.  25898.  26183.  26184.  26588. 

27335,  27771.  28445.  28912.  29025.  29452, 

29693.  30219.  31066.  31791.  32171.  32568, 

33143,  33688.  33984.  34498.  34621 
Organization,  fimctions.  and  authority  delegations: 
Conunodity  Futures  Trading  Commission, 
26979 
Applications,  hearings,  determinations,  etc.: 
ABC  Employee  Stock  Ownership  Plan  et  al.. 

5990 
Algemene  Maatschappij  Voor  Nijverfaeidskrediet 

N.V.  et  al..  3281 
Aliant  National  Corp..  12365 
Alliance  Financial  Corp.  et  al..  17590 
Allied  Irish  Banks  Limited  pic.  6123 
Alpha-Omega  Holding  Co..  6283 
AMBANC  Corp..  13492 
Amboy-Madison  National  Bank  Employee 

Stock  Ownership  Plan  et  al..  33097 
AMCORE  Fuiancial,  Inc..  13493 
AmSouth  Bancorporation,  32708 
AmSouth  Bancorporation  et  al..  21581.  30788 
Aspen  Bancshares.  Inc..  27573.  29829 
B.H.  Cox  Trust  et  al..  11056 
Banc  One  Corp.  et  al..  33443 
Banco  Santander,  S.A..  et  al..  12038 
Bank  Corp.  of  Georgia  et  al..  16193 
Bankers  Trust  New  York  Corp.,  33444 
Bankers  Trust  New  York  Corp.  et  al..  6639. 

6970 
Bank  Holding  Co.  et  al..  34585 
Bank  of  New  York  Co..  Inc.,  et  al..  19107 
Bank  of— 

Boston  Corp.  et  al..  6640.  13265 

Montreal  et  al..  3950 

New  York,  19107 
Bank  South  Corp..  6798 
Bamett  Banks.  Inc..  17401 
Bamett  Merger  Corp.  et  al.,  553 
BB&T  Fuiancial  Corp.  et  al.,  6284 
Beaman  Bancshares.  Inc..  et  al..  3281 
Beaty,  Charies  Hill,  et  al..  30055.  34585 
Britton  &  Koontz  Capital  Corp..  25647 
Brunner,  John  A.,  Jr..  31713 
Buquet.  James  Joseph,  Jr.,  et  al..  12365 
Burgason.  Verle.  et  al..  28%5 
C.L.C.  Enterprises.  16684 
Caisse  Nationale  de  Credit  Agricole.  5990 
Caisse  Nationale  de  Credit  Agricole  S.A..  26548 
Canfield.  Bruce  N..  et  al..  31714 
Cardinal  Bancshares,  Inc..  et  al.,  16409 
Cardwell.  James  Aubrey  "Jack",  et  al..  26784 
Cass  Commercial  Corp.  et  al..  33939 
Central  Bancompany,  Inc..  et  al..  3282 
Centura  Banks.  Inc.,  25648 
Centura  Banks.  Inc..  et  al..  18396 
C:hemical  Banking  Corp..  16834 
China  Trust  Holdings  Corp.  et  ak.  19671 
Citizens  Bancorp  Investment,  Inc.,  18097 
Citizens  Bancshares  Co.,  5392 
Qty  Bancshares.  Inc.  Employee  Stock 

Ownership  Plan  et  al..  6123 
City  Holding  Co.  et  al..  27573 
CNB  Bankshares.  Inc..  8596 
Columbia  Banking  System.  Inc„  21 171 
Comerica  Inc..  15146,  16835 
Comerica  Inc.  et  al..  18097 
Comm.  Bancorp.  Inc.,  et  al.,  16683 
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Commerce  Bancshares,  Inc.,  9183 
CommFirst  Bancorporatioa,  Inc.,  et  al.,  7S64 
Community  Bank-Coq).  of  Sheboygan.  Inc.,  et 

al.,  4169 
Community  Bankers,  Inc.,  32133 
Community  Independent  Bancorp,  Inc.,  et  al., 

9184 
Compagnie  de  Suez  et  al.,  16836 
Continental  Bank  Corp.,  34436 
CoreStates  Financial  Corp.  et  al.,  34052 
Covington,  James  Willis,  et  al.,  2S988 
Creditanstalt-Bankverein  et  al.,  4170,  16193 
Credit  Suisse  et  al.,  32708 
Crestar  Financial  Corp.,  7S64 
Ctestar  Fmancial  Corp.  et  al.,  13782     - 
Dakou  Bancorp,  Inc.,  28877 
Davison,  James  C,  et  al.,  29S84 
Delmar  Bancorp,  13602 
Deposit  Guaranty  Corp.  et  al.,  6640 
DIMECO,  Inc.,  et  al.,  11410 
Diesdncr  Bank  AG  et  al.,  26784 
East  I>ubuque  Bancshares,  Inc.,  et  al.,  32709 
Edgematk  Financial  Corp.,  27732 
Evans  Bancshares,  Inc.,  34437 
F&A  Financial  Co.  et  al.,  34437 
F&M  Bancorporation,  Inc.,  et  al.,  33097 
F&M  National  Corp.  et  al.,  30033  . 

F.N.B.  Corp.  et  al.,  34053 
Farmers  &  Traders  Bancshares,  Inc.,  et  al., 

17401 
FBOP  Corp.,  30789 
Feaster.  George  Edward,  et  al.,  18396 
Federick.  John  W..  et  al.,  34437 
Fidelity  Southern  Corp.,  25988 
First  Alabama  Bancshares,  Inc.,  et  al.,  12363 
First  Alabama  Bankshares,  Inc.,  34033 
Firstar  Corp.  et  al.,  6971,  28963 
First  Baird  Bancshares  Inc.,  et  al.;  cotrection, 

33098 
First  Bank  System,  Inc.,  et  al.,  4436 
First  Community  Financial  Group,  Inc.,  et  al., 

7231 
First  Fidelity  Bancorporation  et  al.,  4171 
First  Hawaiian.  Inc.,  25989 
Fust  Mutual  Bancorp,  M.H.C.,  et  al.,  17390 
First  Security  Bancorp.  Inc.,  et  al..  29829 
First  State  BancShares,  Inc.,  4437 
First  State  Bancshares  of-DeKalb  County,  Inc., 

21171 
First  Union  Corp.,  26324 
First  Virginia  Banks,  Inc.,  27732 
Fu^t  Virginia  Banks,  Inc.,  et  al.,  21981 
Flanagan.  James  M.,  8597 
Flanagan.  Thomas  D..  et  al.,  7564 
Fleet  Financial  Group.  Inc.,  et  al.,  33003 
FMSB  Bancorp.  19672 
Fort  Bancorp,  Inc.,  et  al.,  21981 
Fourth  Financial  Corp.,  13147 
Garwood,  Robert  H.,  et  al.,  553 
Gatlin,  James  Richard,  et  al.,  18098 
GFH  Corp.  et  al.,  13602 
Graham,  William  T..  6641 
Grimaldi,  John  Andrew  Rainier,  et  al.,  33939 
Guaranty  Fmancial,  M.H.C.,  16194 
Guaranty  State  Bancorp  et  al.,  32134 
Gulf  Coast  Bank  Holding  Co.,  li)p.,  et  al., 

15350 
Harris  Financial,  Inc.,  et  al.,  32358 
Haskin,  Jerry  Richard,  et  al.,  34054 
Haugo  Bancshares,  Inc.,  16409 
Heafy.  Paul  Gerard,  32134 
Herren,  Anita,  et  al..  8761 
HNfB  Holding  Co..  Inc..  et  al.,  18098 
HoUandale  Capital  Corp.  et  al.,  25648 
Huntington  Bancshares  Inc.  et  al.,  3282.  18098 

31962 


Huxley  Bancorp,  29830 

Internationale  Nederianden  Group  N.V.^19107 

Iowa  National  Bancshares  Corp.,  8762 

J  J>.  Morgan  &  Co.,  Inc.,  34034 

John  R.  Adams  1991  S  Trust  et  al.,  32338 

Kenqrton  and  Grace  Spooner  Revocable  Trust, 

7231 
KeyCorp,  etal.,  11036 
Keystone  Financial,  Inc.,  et  al.,  26783 
Kootenai  Bancorp,  Inc.,  Ei^oyee  Stodc 

Ownership  Trust,  et  iT^Tmn 
Krumme,  George  W.,  et  al.,  12038 
K^  Bancorp,  Inc.,  et  al.,  16685 
Lanmie  Bankshares,  13783 
Lett,  Bobbie  Saxon,  et  al.,  21582 
Lincoln  Trail  Bancshares,  Inc.,  et  al.,  8762 
Long-Term  Credit  Bank  of  Jq>an,  Ltd.,  et  al.,  j 

29585  1 

Lyon,  Stq>hen  J.,  et  al.,  13350 
M.E.  Black  Dunklin  et  al.,  5393 
Maddox,  Samuel  Guy,  et  al.,  13147 
Mainline  Bancorp,  Inc.,  et  al.,  6124 
Marshall  &.  Dsley  Corp.  et  al.,  33939 
Maiti,  George  W.,  23648 
MBNA  Corp.,  3991 

Merchants  New  York  Bancorp,  Inc.,  et  al.,  553 
Meridian  Bancorp,  Inc.,  28878 
Meridian  Bancorp,  Inc.,  et  al.,  9184 
Merle  CoUe,  7891 
Michigan  National  Corp..  7891 
Mid  Am,  Inc..  et  al.,  5393 
Middletown  Savings  Bank  Enq>loyee  Stock 

Ownership  Tnist  et  al..  16195,  16409 
Mixon,  Margaret  Ann  Speight,  et  al.,  13493 
Mobile  National  Corp.  et  al.,  25649 
Montfoit  Bancorporation.  Inc..  et  al.,  18397 
Montgomery,  Dudley  K.,  6284 
Morgan,  Bruce  B.,  25649 
Murphy,  Dennis  F,  Jr.,  et  al.,  16837 
National  City  Corp.,  33940 
National  Commerce  Bancorporation,  30789 
NationsBank  Corp.,  25649,  30790,  33273 
NationsBank  Corp.  et  al.,  28878 
Northern  Trust  Corp.,  13602 
Noithview  Financial  Corp.  et  al..  8397 
Norwest  Corp..  16193.  21172 
Norwest  Corp.  et  al..  7231 
O'Halloian.  Robert  J..  33444 
Olmsted  Bancorporation.  Inc..  1 3350 
OnBancotp,  Inc.,  et  al..  29585 
Oostburg  Bancorp,  Inc.,  et  al.,  7891 
Oswald.  Norman  Dean,  et  al.,  30790 
Otto  Bremer  Foundation  et  al..  1 1057 
Panhandle  Bancshares.  Inc.,  13493 
Penn,  Alice  Barbara,  et  al.,  12038 
Peoples  State  Bancshares,  Inc.,  et  al.,  33€l^8 
PNC  Bank  Corp.,  31962 
PNC  Bank  Corp.  et  al.,  31714 
Prestige  Financial  Corp.  et  al.,  1421 1 
Republic  Bancorp,  Inc.,  et  al.,  12038 
Republic  New  Yoric  Corp.  et  al.,  26785 
Riverside  Banking  Co.,  28879,  28966 
RNYC  Holdings,  13494 
Robinson,  Theodore  G..  et  al.,  27573 
Royal  Bank  of  Scotland  Group,  pic,  et  al., 

15147.  32359 
Royal  Bank  of  Scotland,  pic;  correction.  35004 
Saban  S.A.,  15351 
Saban,  S.A.,  et  al.,  5393 
Sakura  Bank,  Ltd.,  3283 
Schaipf,  George  E.,  et  al.,  27574 
Shawmut  National  Corp.  et  al.,  33940 
Shierson,  Fern  R.  et  al.,  19108 
Signet  Banking  Corp.,  27574 
Signet  Banking  Corp.  et  al.,  1 141 1 
Snyder.  RandaU  N..  et  al..  21172.  21982 


Societe  Generate  et  al..  32133 

•Society  Coip.  et  al..  29386 

Stanly  Capital  Cctp.  et  al..  16684 

Stamer.  Ray  J.,  et  al..  33004 

Stuart.  Jon  R..  et  al..  7892.  9184 

SUN  Bancorp,  Iik.,  et  aL,  14212  ^. 

Susquehanna  Bancshares,  Inc.,  27374 

Susquehanna  Bancshares,  Inc.,  et  aL,  23989 

Tidwell,  Randy  G.,  16684 

TR  Hnandal  Corp.,  13266 

TR  Fmancial  Corp.  et  aL,  12039 

Trustmark  Corp.,  16837 

U.S.  Trust  Corp.  et  al.,  334 

UJB  Rnancial  Corp.  et  al.,  4436 

Union  Bancorp,  Inc.,  et  al..  33444 

Union  Planters  Corp.,  11412 

Van  Buren  Bancorporatioo  Employee  Stod^ 

Ownership  Plan  et  al.,  417^ 
Walthall  David.  6972 
Watkins.  James  Edward,  et  al.,  29830 
West  Coast  Bancorp,  Inc.,  et  al..  28879 
West  Tennessee  Bancshares,  Iik.,  27733 
Whitaker  Bank  Corp.  of  Kentucky.  31963 
Whidock,  Gary  D.,  et  al..  13783 
Wilmington  Trust  Co.,  33003 
Yoh.  Harold  UoneL  Jr.,  et  al.,  17391 

Federal  Retirement  Thrift  Investment 
Board 

NOTICES 

Meetings;  Sunshine  Act,  3991,  7293.  12631, 
18302,  26812,  27333.  33143 

Federal  Trade  Commission 

RULES 

Appliances,  consumer,  energy  costs  and 
consumption  infonnation  in  labeling  and 
advertising: 
Comparability  ranges — 
Ootfaes  washers,  26684 
Dishwashers,  15086 
Reftigerators,  refrigerator-freezeis,  and 
freezers,  3224 
Residential  energy  sources;  average  unit  energy 
costs,  5925 
Comprehensive  Smokeless  Tobacco  Health 

Education  Act;  healA  warnings  on  point-of- 
sale  and  non-point-of-sale  promotional 
materials,  rotation,  4874 
Conflict  of  interests.  15763,  30695 
Privacy  Act;  implementation.  7047 
Trade  regulation  rules: 
Sieq>ing  bags;  advertising  and  Ubeling  for  size. 
21095 

PROPOSED  RULES 

Appliances,  consumer;  energy  costs  and 

consumption  information  in  labeling  and 
advertising,  12818,  18036 
Comparability  ranges — 

Pool  heaters,  etc.,  7832 
Plumbing  products,  26713 
Comprehensive  Smokeless  Tobacco  Health 
Educabon  Act;  rotation  of  health  warnings 
for  promotional  materials  for  smokeless 
tobacco  products.  4875.  10997 
Nursery  industry  guides;  revisions.  16139.  29153 
Octane  certification  and  posting: 
Alternative  liquid  automotive  fuels  (including 
diesel  fiiel  oU).  16464: 25582 
Pay-per-call  services;  advertising,  operation,  and 

collection  procedures,  13370 
Regulatory  agenda,  25356 
Rules  and  guides;  notice  of  intent  to  request 
comments,  11554 
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Trade  reguUtioa  rules: 
Extension  ladders  length;  deceptive  advertising 

and  labeling.  21125 
Sleeping  bags;  advettistng  and  labeling  for  size, 

Coaection,  25703 
Tablecloths  and  related  products  size;  deceptive 

advertising  and  labeling,  21124 
Television  receiving  sets;  deceptive  advertising; 
viewable  pictures  shown  sizes,  21 125 

NOTICES 

Agency  infotinttion  coUection  activities  under 

0MB  review,  4«77.  16479.  26786 
Devices  that  dispense  automotive  fuel  to 
coosumers;  unifonn  national  label;  study 
availability,  34438 
Interioddng  directorates: 

Clayton  Act  Section  8  jurisdictional  tfartshoids, 
11057 
Meetings;  Sunshine  Act,  15900 
Premerger  notification  waiting  periods;  early 

terminations,  4701,  5396,  6791,  8284,  11412. 
13266,  15875,  18099,  25650,  27733.  30056, 
32946 
Prohibited  trade  practices: 

Abbon  Laboratories.  18397 

AE  Qevite.  Inc.,  17405 

Alliant  Techsystems  Inc  .  554,  26139 

American  Family  Publishers,  8762 

American  Psychological  Association,  557 

Archer  Daniels  Midland  Co.,  5394 

ASFE,  Association  of  Engineering  Firms 
Practicing  in  the  Geosciences,  17401 

Audio-Logics,  19108 

Audio  RX  Hearing  Aids,  191 1 1 

B&J  School  Bus  Service,  Inc.,  et  al.,  6792, 
26787 

Bay  Colony  Audiology  Center  et  al.,  191 13 

BP!  Environmental.  Inc..  19442 

Brooklyn  Audiology  Assocs.,  PC.  et  al..  19115 

Brown-Potter  Hearing  Aid  Center,  19118 

CC  Pollen  Co.  et  al.,  557.  26139 

CDB  Infotex  et  al.,  26787 

Center  for  Improved  Communications  et  al., 
19120 

Citicorp  Credit  Services,  Inc.,  8763 

Clinique  Laboratories,  Inc..  11413 

Qorox  Co.,  32947 

Collins  Buick,  Inc.,  et  al.,  1 1860 

Conair  Corp.,  18400 

DeMen  &  Dougherty,  Inc.,  19436 

Dentsply  International  Inc.,  6796 

Dollar  Rent-A-Car  Systems,  Inc.,  26139 

Dominican  Sanu  Cruz  Hospital  et  al.,  14573 

Fleetwood  Manufacturing,  Inc.,  et  al.,  13267. 
32947 

Fone  Telecoiiununications,  Inc.,  17408 

General  Electric  Co.,  8763 

Gracewood  Fruit  Co.,  21302 

Griffin  Bacal,  Inc.,  25989 

Harcoutt  Companies,  559,  19460 

Hasbro.  Inc..  25992 

Health  Management  Resources  Corp.,  18402 

Hearing  Care  Associates-Arcadia  et  al..  19122 

Honickman.  Harold  A.,  et  al.,  14212 

I.R.S.C,  Inc.,  et  al.,  26788 

Inter-Fact,  Inc.,  et  al.,  26788 

Ion  Systems.  Inc.,  28966 

Isaly  Klondike  Co.,  8763 

Marshall  Field  t  Co.,  30057 

Medical  Marketing  Services,  Inc.,  et  al.,  5991 

Mobil  OU  Corp.,  1 1413 

Monsanto  Co.,  30060 

Mr.  Coffee,  Inc..  19439 

National  Association  of  Social  Workers,  1741 1 

N«ional  Media  Corp.  et  al.,  19446 

NMionwide  Industries,  ItK..  33274 
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Nature's  Cleanser,  Inc.,  et  al.,  26549 

North  American  Plastics  Corp.  et  al.,  19451 

Occidental  Petroleum  Corp.  et  al.,  26788 

Orkin  Exterminating  Co.,  Inc.,  19444 

PerfectDaU  Corp.,  8285 

Phone  Programs,  Inc.,  562 

Proroodes,  S.A.,  et  al.,  33276 

Right  Start,  Inc..  et  al..  21305 

S.C  Johnson  &  Son,  Inc.,  562,  26140 

Sharper  Image  Corp.  et  al.,  21307 

Site  for  Sore  Eyes,  Inc..  6796 

Southeast  Colorado  Pharmacal  Association. 

6796 
Synchronal  Corp.  et  al.,  32947 
United  States  Golf  Association,  5991 
United  Weight  Control  Corp.,  18406 
Value  Rent-A-Car,  Inc.,  26140 
YKK  (U.S.A.)  Inc.,  19454 
Trade  regulation  rules;  franchising  and  business 

opportunity  ventures;  disclosure  requirements 

and  prohibitions: 
Porsche  Cars  of  North  America,  Inc.,  6797 

Federal  Transit  Administration 

RULES 

Bus  testing  facility  program,  2989,  10989 

Meeting.  11549 
Heavy-duty  buses;  eligibility  for  funding  of 

warranties;  policy  statement.  6446 
Uniform  system  of  accounts  and  records  and 

repotting  system,  4880 

PROPOSED  RULES 

Major  capital  investment  projects,  eligibility  for 

funding;  withdrawn,  6948 
Management  systems;  implementation.  12096 
Metropolitan  planning,  Statewide  transportation 
planning,  and  management  systems;  meetings, 
15816 
Omnibus  Transportation  Employee  Testing  Act  of 
1991: 
Alcohol  use  by  transportation  workers, 
limitation,  7197 
Transportation  plans  and  programs: 
Metropolitan  areas,  12064 
Statewide  regulations,  12084 

NOTICES 

Bus  testing  program;  guidelines  availability,  30213 
Environmental  statements;  availability,  etc.: 
Mission  Valley  East  Light  Rail  Project,  CA, 
^  26029 

New  Eugene  Transit  Station,  OR,  18299 
San  Juan  Metropolitan  Area,  PR,  7170 
Grants;  FTA  sections  3  and  9  obligations,  4194, 
8813,  16442,  27615,  32166,  34611 

Financial  Management  Service 

See  Fiscal  Service 

Fine  Arts  Commission 

See  Commission  of  Fme  Arts 

Fiscal  Service 

RULES 

Ffederal  funds  transfers;  Cash  Management 

Improvement  Act  of  1990  implementation; 

correction,  4460 
Federal  payments  made  through  financial 

institutions  by  automated  clearing  house 

method;  clarification,  21634 
Financial  management: 

Foreign  Claims  Settlement  Commission  of  the 
United  States;  awards,  payment,  4578 
Freedom  of  Information  Act;  implementation, 

25943 


Marketable  book-entry  Treasury  bills,  notes,  and 

bonds;  sale  and  issue,  412 
Payment  of  unclaimed  interest  on  certain  awards 

of  Mixed  Claims  Commission,  U.S.  and 

Germany;  CFR  Part  removed,  25774 
Payment  on  amount  of  awards  and  appraisals  in 

favor  of  U.S.  Nationals  on  claims  against 

Mexico;  CFR  Part  removed.  25775 
Payment  under  Act  of  Congress  approved  August 

30,  1%2,  on  unpaid  balances  of  awards  of 

Philippine  War  Damage  Commission:  CFR 

Part  removed,  25774 
Refugee  Relief  Act  of  1953;  loans  to  public  or 

private  agencies;  CFR  Part  removed,  25775 
Treasury  certificates  of  indebtedness,  notes,  and 

bonds;  State  and  local  government  series, 

31908 

PROPOSED  RULES 

Book-entry  Treasury  bonds,  notes,  and  bills  held 
in  Treasury/Reserve  Automated  Debt  Entry 
System  (TRADES),  9134 

Regulatory  agenda,  24779 

NOTICES 

Bonds  and  notes,  U.S.  Treasury;  guaranteed 
minimum  investment  yields,  12059 

Coupons  under  book-entry  safekeeping  (CUBES) 
program,  16910 

Senior  Executive  Service: 

Performance  Review  Board;  membership,  22018 

Surety  companies  acceptable  on  Federal  bonds: 
Acceleration  National  Insurance  Co.,  33141 
American  Manufacturers  Mutual  Insurance  Co., 

6434 
American  Resources  Insurance  Co.,  Inc.,  11663 
Century  Surety  Co.,  7174,  8092 
Contractors  Bonding  &  Insurance  Co.,  7174 
Covenant  Mutual  Insurance  Co.,  15896.  28090 
Kentucky  Central  Insurance  Co.,  28654V 
MCA  Insurance  Co.,  6662  ^ 

Michigan  Mutual  Insurance  Co..  26810 
NAC  Reinsurance  Corp.,  7175 
Navigators  Insurance  Co..  15897 
Nobel  Insurance  Co.,  31232 
Pacific  States  Casualty  Co.,  22018 
Pinnacle  Insurance  Co.,  33141 
Ranger  Insurance  Co.,  7602 
Regency  Insurance  Co.,  6434 
Star  Insurance  Co.,  8092 
Titan  Indemnity  Co.,  11885 
Underwriters  Reinsurance  Co.,  15897 
United  Surety  &  Indemnity  Co.,  17922 

Surety  company  application  and  renewal  fees, 
6434 

Fish  and  WUdlife  Service 

RULES 

Alaska  National  Interest  Lands  Conservation  Act; 
Title  VIII  implementation  (subsistence 
priority),  17776,  31 175.  31252 
Endangered  and  threatened  species:         , 
Adiantum  vivesii,  etc.  (four  Puerto  Rican  fems), 

32308 
Aristida  chaseae,  etc.  (three  Puerto  Rican 

plants),  25755 
Bruneau  Hot  Springsnail,  5938 
Carolina  heelsplitter,  34926 
Cave  crayfish.  25742 
Coastal  (Zalifomia  gnatcatcher,  16742 
Delta  smelt,  12854 
Duskytail  darter,  etc.,  25758 
Fmdings  on  petitions,  etc.,  14169 
Florida  perforate  cladonia,  etc.  (seven  Central 

Florida  plants).  25746 
Homerus.  Corsican.  and  Luzon  peacock 
swallowtail  butterfUes,  4356 
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Ka'u  silvcrsword,  18029 

Leptococus  grantianus  (cactus  from  Colebn 

Island.  PR),  IISSO 
Manatees;  sanctuaries  in  Kings  Bay,  FL,  S643 
Manatees — 
Protection  areas;  Lake  Woodraff  Nadooal 

WUdUfe  Refiige,  FL,  28381 
Sanctuaries  in  Kings  Bay,  FL,  31660 
Mexican  spotted  owl,  14248 
Nelson's  checker-mallow,  8235 
Notthem  riffleshell  and  club  shell  mussels,  S638 
Seabeach  amaranth,  1803S 
Spectacled  eider,  27474 
Tumamoc  ^obeberry,  33S62 
Upland  combshell,  etc.  (1 1  freshwater  mussels), 

14330 
Western  snowy  plover,  12864 
Whooping  cranes,  5647 
Hunting  and  fishing: 
Open  areas  list  additions  and  refiige-specific 

regulations,  29080 
Refiige-specific  regulations,  5064,  29072 
Migratory  bird  hunting: 
National  migratory  bird  harvest  information 

program;  establishment,  15093 

PROPOSED  RULES 

Alaska  National  Interest  Lands  Conservation  Act; 
Title  Vin  implementation  (subsistence 
priority) 
Meeting,  14350 
Endangered  and  threatened  species: 
Alabama  sturgeon,  33148 
Amaranthus  brownii,  etc.  (three  plants  from  < 

Nihoa,  HI),  15828 
Argali  (wild  sheep  in  Kyrgyzstan  et  al.),  25595 
Arizona  willow,  8249 
Asplenium  fragile,  etc.  (four  ferns  from 

Hawaiian  Islands),  34231 
Auerodendron  pauciflorum  (plant),  14541 
Beach  jacquemontia,  14537 
Black-footed  ferrets —  / 

North-central  Montana;  experimental  ' 

population.  19220.  26949.  29805 
Cactus  ferruginous  pygmy  owl,  13045 
Captive-bred  wildlife,  32632 
Coastal  California  gnatcatcher,  8032,  16758 
Colorado  River  endangered  fishes;  razotback 

sucker,  etc.;  critical  habitat,  6578,  12573, 

13732 
Delu  smelt,  14199 
Findings  on  petitions,  etc.,  4975,  5341,  5701, 

8250.  15901,  19216,  19401,  19402,  19795, 

25594,27260.27986,28543,28849.33606 
Hartweg's  golden  sunburst,  etc.,  17376 
Holy  Ghost  ipomopsis;  hearing,  4144 
Hungerford's  crawling  water  beetle.  12013 
Little  Mariana  fruit  bat,  etc.  (six  endangered 

forest  species  from  Guam);  critical  habitat, 

11821 
Louisiana  pearlshell,  1 1579 
'  Manatees;  ptotection  areas — 
Kings  Bay,  FL,  28381 
Manatees;  sanctuaries  in  Kings  Bay,  FL,  34556 
Maim's  bluegrass.  18073 
Melicope  (three  plants  from  Hawaii),  27699 
Myrcia  paganii.  etc..  339 
'Olulu,  etc.  (23  plants  from  Kauai,  Hawaii); 

hearing.  4145 
Pamakani.  16164 
Relict  darter.  12353 
Relict  darter,  etc.;  correction.  4400 
Rio  Grande  silvery  minnow.  11821,  19220 
Siler  pincusMoa  cactus.  13244 
Spineless  hedgehog  cactus.  4401 
Star  cactus.  8249 
Migratory  bird  hunting: 
Federal  Indian  reservations  and  ceded  lands. 

30138 


Seasons,  limits,  and  shooting  hoon; 

estaUishment,  etc..  19008,  31244 
Shotshells;  length,  size,  and  coating  restrictions, 
35332 
Migratory  bird  permits: 
Captive-reared  mallards;  releaae,  31247 
Conectioo,  33160 
Wild  Bird  Conservation  Act  of  1992; 
implementation;  meeting,  16644 

NOTICES 

Agency  infbnmilion  collection  activities  under 

OMB  review.  3963,  16844,  16845 
Alaskan  marine  marrunals;  management  plans. 

28608 
Alaska  public  lands;  fish  and  wildlife,  subsistence 

ti^es,  5955.  13737 
dean  Vessel  Act: 
Waste  treaoneot  £Kalities  and  punqxMit  stations; 
technical  guidelines.  33447' 
Endangered  and  threatened  species: 
Candidate  categories  relative  to  petition 

findings;  policy.  28034 
Recovery  plans — 
•       American  peregrine  folcon.  33457 
Bradshaw's  lomatium.  18225 
Chisos  Mountain  hedgehog  cactus.  26155 
Cochise  pincushion  cactus.  32959 
Desert  pupfisb.  6526 
Desert  tortoise  (Mojave  population),,  16691, 

28894 
Florida  panther,  9220 
Greenback  cutthroat  trout,  26003     . 
Lahontan  cutthroat  tixMit,  11061 
Leopard  darter,  26343 
Lost  River  sucker,  etc.,  5017 
\       Magazine  Mountain  shagreen.  34268 
\      Sand  skink,  etc.,  27307 
)      Sentry  milk-vetch,  32960 
/      Uncompahgre  fritillary  butterfly,  13795 
'       Walker's  Manioc,  32959 
Whooping  crane,  34269 
Endangered  and  threatened  species  permit 

applications.  115.  3294.  4439.  6004.  7153. 
7895.  11243.  12250.  13497,  14585,  16692, 
18226,  26003,  26795,  28414,  32362,  33458, 
34062 
Endangered  Species  Convention: 
African  elephant  sport-hunted  trophy  permits; 

guidelines,  7813 
Appendices  and  amendments,  33103 
Environmental  statements;  availability,  etc.: 
Aquatic  nuisance  species  program  and  meetings, 

3556 
Black-footed  fBrrets— 
Conata  Basin/Badlands  area.  SD; 
reimroduction,  32719 
Brazoria  National  WUdlife  Reftige,  TX,  18226 
California  condor  release;  Lion  Cstayon,  CA, 

31050 
Coastal  Sage  Scrub  Ecosystem  et  al.,  CA, 

34270.  34271 
Conata  Basin/Badlands  Area,  SD;  reintroduction 

of  black-footed  ferrets.  5707 
Incidental  take  permits — 
Beard  Family  Partnership.  Austin.  TX; 

golden-cheeked  warbler.  21990 
Highhmds  County.  FL;  Florida  scrub  jay.  etc.. 

5412 
Landfill  near  Pahrump.  NV;  Mojave  desert 

tortoise.  28414 
Murray  Pacific  Corp.,  Lewis  County,  WA; 

noftbem  spotted  owl,  32720 
Sunland  Communities,  Inc.;  Victorville,  CA; 

desert  tortoise.  21750 
Valley  Community  Chapel  et  al..  Yucca 
Valley.  CA;  desert  tortoise.  21991 
Lower  Florida  Keys  backcoontry.  FL; 
manageroent  plan,  8633 


Ntfioiial  ^TikUife  Reftife  System  i 

13644,  17426 
New  Madrid  National  Wildlife  Refiige,  MO, 

8634 
Stephens'  kangaroo  xm,  iacideatal  taking; 

Riverside.  CA.  6526.  12049 
Tijuana  Sloogh  h^tiooal  Wildlife  Refuge  ct  al.. 
CA.  7154 
Grants  and  cooperative  agreements;  availability, 
etc.: 
North  American  Wetlands  Conservation 
Council;  document  availability,  1 364S 
Lead  fishing  sinker  use  prohibition  on  National 
Wildlife  Refiiges  and  National  Parks;  petition 
consideration,  31740 
Marine  manunal  permit  apfriicatioos.  7155,  7895, 
13452.  30803.  32543 
/Meetings: 

Aquatic  Nmsaoce  Species  Task  Force,  265SS, 

33280 
Great  Lakes  Nooindigeaons  Aquatic  Nnisanoe 

Species  Pwel.  7155 
Klamath  Hsbety  Management  Council.  116, 

11418,  16202 
Klamath  River  Basin  Hsheries  Task  Force, 

14585.  30804 
Zebra  Mussel  Coordination  Commiltee.  13497 
Migratory  bird  hunting  and  conaervatian  stamp 

(Duck  Stamp)  contest.  6974 
Wild  Bird  Consnvation  Act;  proUbitioo  on  import 
of  exotic  birds: 
Agapomis  pullaria.  etc..  19840 

Food  and  Drug  Administnition 

RULES 

Animal  drugs,  feeds,  and  rdated  prodnctt: 
Antibiotic  drugs,  etc..  17515 
Diazepam  injection.  499 
Droncit  (Praziquantel)  fehne  cestode  tablets, 

7864 
Fenbendazole,  etc..  17346 
Gentamicin  intrauterine  solutioli,  14314 
Isoflurane,  17346 

Ivermectin  and  pyrantel  (as  pamoate  salt),  8541 
Miblbemycin  oxime.  5608 
Monensin.  17516 
Penicillin  G  procaine  aqueous  i 

11964 

Penicillin  G  procaine  in  oil.  500 
Penicillin  with  streptomycin  or 

dihydrostreptomycin.  30118 
Phenylbutazone  paste.  29777 
Polyotic  (tetracycline)  soluble  powiler.  33330 
Removal  of  obsolete  regulations  and 
recodification:  correction,  18304 
Sponsor  name  and  address  changes — 
Elanco  Animal  Health,  4316 
Eon  Labs  Manufacturing,  Inc.,  30118 
Mid-Continent  Agrimarketing,  Inc.,  5607 
PM  Ag  Products,  Inc.,  26523 
Sulfadimethoxine  oral  sohitioo  and  soluble 

powder,  6092 
Tiarrmlin  liquid  conoeotrate,  14313 
Yohimbine  injectable,  8542 
Biological  products: 
New  drug,  antibiotic  and  biological  drag 
products;  accelerated  approval  ptocedures; 
correction.  4078 
Poliovirus  vaccine  live  oral;  additiooal 
somdards.  19609 
Chloroflttorocarbon  propdlafMs  in  self-pressarized 
cootainen;  addition  to  list  of  essential  uses, 
6086 
Color  additives: 

1 .4-Bis[4-<2-metliaayloxyethyl)phenylamino]- 
anthraquiiKme  copolymeis;  contact  lenses 
coloring.  17506 
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CI.  Reactive  Red  180  copolymer.  9539.  33909 

D&C  Green  No.  6;  intraocular  lenses  hapdcs 
coloring,  21S38 

FDACBlueNo  1,  17510 

Vinyl  alcohol/methyl  methacrylate-C.I.  reactive 
red  180  reaction  product;  contact  lenses 
coloring,  3225 

Vinyl  alcohol/methyl  inethaciylate-dye  reaction 
pixxhicts,  17508 

Federal  Food.  Dnig,  and  Cosmetic  Act; 
misbranding  sections;  adequate 
implementation;  lists.  2470 

Correction.  17085 

food  additives: 

Adhesive  coatings  and  components — 

S-Sulfo-l,3-benzenedicarboxylic  acid,  etcy, 
21256 

Disodium  4-isodecyl  sulfosuccinate.  21257 

Adjuvants,  production  aids,  and  sanitizers — 

.     2-<2H-bcn20triazol-2-yI)-4,6-bis(  1  -methyl-l  - 
phenylethyl)phenol,  17514 

Oxidatively  refined  montan  wax  acids; 

polyhydric  alcohol  esters,  17512 
Phosphoric  acid,  etc.,  17512 

Sulfosuccinic  acid  4-ester  with  polyethylene 
glycol  dodecyl  ether,  etc..  26684 

Dimethyl  dicartwnate.  6088 

Irradiation  in  production,  processing,  and 
handling  of  animal  feed  and  pet  feed; 
ionizing  radiation  for  treatment  of 
laboratory  animal  diets,  18147 

Modified  food  starch  treated  with  beta-amylase 
enzyme.  21099 

Paper  and  papeiboard  components — 

2-Amino-2-methyl-l-propanol,  21100 
Polymers — 
2.2'  -[  1 ,2.-ethanediylbis(oxy-2. 1  - 

phenyleneazo)]bis[N-(2.3-dihydro-2-oxo- 
IH-b  enzimidazol-5-yl)]-3-oxo- 
j  butanamide.  17513 

Nylon  12;  conection.  2976.  8820 
Nylon  6/1.  32609 
Olefin  polymers.  21258 

Food  and  color  additives,  substances  generally 

recognized  as  safe,  and  prohibited  substances; 

technical  amendments  and  corrections,  17098 
Food  for  human  consumption: 
Aspartame  as  sweetener — 

Baked  goods,  21098 

Hard  and  soft  candy.  19770 

Malt  beverages,  21097 

Nonalcoholic  beverages,  21096 

Bottled  water,  quality  standards,  378 

Cacao  products;  identity  standards,  29523 

Federal  pieemptioa;  State  petitions  requesting 
exemption.  2462 


<^ 


Food  labeling — 
Antioxidant  vitamins  and  cancer,  health 

claims  and  label  statements,  2622 
Application  date  establishment,  2070 
Butter  nutrient  content  claims  use,  2448, 

17100 
Calcium  and  osteoporosis;  health  claims, 

2665,  17100 
Dairy  products  and  maple  sirup;  ingredients 

declaration,  2888,  17105 
Dietary  fiber  and  cancer;  health  claims  and 

label  statements,  2537 
Dietary  fiber  and  cardiovascular  disease; 

health  claims  and  label  statements.  2552, 

17100 
Dietary  lipids  and  cancer;  health  claims  and 

label  statements.  2787,  17343 
Dietary  saturated  fat  and  cholesterol  and 

coronary  heart  disease;  health  claims  and 

label  statements.  2739,  17102 
Diluted  juice  beverages;  ingredients 

declaration.  2897.  17102 
Folic  acid  and  neural  tube  defects;  health 

claims  and  label  statements.  2606.  17099 
Foods  named  by  nutrient  content  claim  and 

standardized  term;  requirements.  2431. 

17096 
General  principles,  petitions,  and  definition 

of  terms.  2302,  17341 
Health  claims;  general  requirements,  2478, 

17097 
Ingredienu  declaration,  2850,  17103 
Misleading  containers;  nonftmctional  slack- 
fill,  27932 
Nutrition  Labeling  and  Education  Act  of 

1990;  implementation;  comments,  2066 
Nutrition  labeling,  mandatory  status;  and 

nutrient  content  revision,  2079,  17328 
Omega-3  fatty  acids  and  coronary  heart 

disease;  health  claims  and  label 

statements,  2682,  17101 
Reference  daily  intakes  and  daily  reference 

values,  2206,  17085 
Regulatory  impact  analysis  statement,  2927, 

17096 
Serving  sizes,  2229,  17085,  19876 
Sodium  and  hypeitension;  health  claims  and 

label  statements,  2820,  17099 
Special  dietary  use  foods,  2427,  17104 
State  enforcement  provisions,  2457,  17097 
Zinc  and  immune  function  in  elderly;  health 

claims,  2661 
Margarine;  identity  standard,  21648 
Tomato  concentrates,  catsup,  and  tomato  juice; 
identity  standards  and  quality  and  fill  of 
container,  16771 
GRAS  or  prior-sanctioned  ingredients; 

Chymosin  enzyme  preparation,  27197,  30220 
Human  drugs:  . 

Antibiotic  drugs —  I 
Azithromycin,  et^..  26655 
Cefprozil.  etc..  26658 
Clarithromycin,  etc.,  26652 
Idarubicin  hydrochloride,  26662 
Loracarbef.  etc.,  26665 
Sterile  imipenem  monohydrate-cilastatin 

sodium,  26669 
Tobramycin-fluorometholone  acetate 

ophthalmic  suspension,  26671 
Bioavailability  and  bioequivalence  testing 

samples  retention,  25918 
Category  II  and  III  (OTC);  active  ingredients 

status  list,  27636 
Methadone;  conditions  for  use  in — 
Maintenance  treatment  of  narcotic  addicts  and 

human  immunodeficiency  virus  disease 

counseUng,  495 
Oiphan  drugs;  cotrectioo,  6167 


Smoking  detetrent  products  (OTC);  final 

monograph,  31236 
Medical  devices: 
Hip  joint  metal/polymer/metal  semi-constrained 

porous-coated  uncemented  prosthesis; 

reclassification  and  codification,  3227 
Microsurgical  argon  laser  for  riiinology  and 

laryngology;  reclassification,  29533 
Physical  medicine  devices — 
Mechanical  automobile  hand  and  foot  driving 
control;  classification  revocation,  29535 
Organization,  functions,  and  authority  delegations: 
Agency  organizational  structure;  headquarters 

and  field  offices  addresses,  17091,  17105 
Center  for  Biologies  Evaluation  and  Research, 

18346 
Change  in  organizational  structure,  evidentiary 

hearings,  and  division  name,  17095 
Commissioner  of  Food  and  Drugs,  17094 
Criminal  investigators;  counterfeit  drugs 

enforcetnent  activities,  494 
Deputy  Commissioner  for  Operations,  17098 
Deputy  Commissioner  for  Operations  et  al., 

34212 
Deputy  Director  (Medical  and  Scientific 

Affairs),  Center  for  Drug  Evaluation  and 

Research,  17093 
Radiological  health: 
Diagnostic  X-ray  systems  and  major 

components;  performance  standard,  26386, 

31067 

PROPOSED  RULES 

Biological  products: 
Blood  and  blood  components;  consignee 
notification  of  increased  HIV  infection 
transmission  risk,  34962 
Civil  money  penalties;  hearing  procedures,  30680 
Food  for  human  consumption: 
Bottled  water — 
Identity  standards,  393,  13041.  34010 
Quality  standards.  382.  389 
Dietary  supplement  regulation,  33690 

Correction.  34389 
Food  labeling — 
Dietary  supplements;  health  claims 

requirements.  33700 
Dietary  supplements  of  vitamins,  minerals, 
herbs,  etc.;  nutrition  labeling,  33715, 
33731 
Diluted  juice  beverages;  ingredients 

declaration,  18057 
Metric  labeling  requirements,  29716 
Misleading  containers;  nonfunctional  slack- 
fill,  2957,  17171 
Nutrient  content  claims;  "healthy"  definition, 

2944,  17171 
Protein  hydrolysates  and  vegetable  broth  in 
canned  tuna;  and  "and/or"  labeling  for 
sof^  drinks;  ingredients  declaration,  2950, 
17171, 29557  i 

Restaurant  foods;  nutrient  content  and  health 
claims.  33055 
Frozen  desserts;  ice  milk,  goat's  milk  ice  milk, 
ice  cream,  frozen  custard,  and  goat's  milk 
ice  cream;  identity  standards,  520 
Lead  in  evaporated  milk  and  evaporated  skim 

milk;  withdrawn,  33871        , 
Lead-soldered  food  cans,  33860 
GRAS  or  prior-sanctioned  ingredients: 

Gelatin,  27959 
Human  drugs: 
Anticaries  drug  product  products  (OTC); 
tentative  final  monograph;  coimnent 
extension,  6102 
Antiperspiiant  drug  products  (OTC);  request  for 
comments,  15452 
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Dandniff.  seborrheic  dermatitis,  and  psoriasis 
drug  products  (OTQ;  monograph 
amendment.  17SS4 
Labeling  of  dnig  products  (OTC); 
interchangeable  words;  monograph 
requirement  17SS3 
Orally  administered  drug  products;  symptoms 
associated  with  overindulgence  in  food  and 
drink,  relief  (OTC);  final  monograph, 
26886 
Sunscreen  drug  products  (OTC);  tentative  final 
monograph,  28194 
Medical  devices: 
Gastroenterology-urology  devices — 
Penile  inflatable  implant;  prematket  approval 

requirement,  25902 
Testicular  prosthesis,  4116,  15119 
Silicone  inflatable  breast  prosthesis;  ptemarket 
approval  requirements,  3436,  13230 
Proposed  rules  (10);  intent  to  withdraw,  4953 
Radiological  health: 
Diagnostic  X-ray  systems  and  major 

components;  performance  standard,  26407, 
31067 
Light-emitting  products;  performance  standards, 
27495 

NOTICES 

Advisory  committees;  annual  reports;  availability, 

7787 
Animal  drugs,  feeds,  and  related  products: 
Animal  drug  user  fee  study,  25994 
Anti-infective  bovine  mastitis  prtxlucts;  target 
animal  and  human  food  safety,  drug 
efficacy,  environmental  and  manufacturing 
studies;  guideline  availability,  7893 
Dairy  and  beef  cattle;  uniform  labeling  of  drugs; 

guideline  availability,  8054 
Export  applications — 
Bacitracin  zinc  Type  A  medicated  article  for 
chicken,  mrkey,  and  swine  feeds,  17895 
Estradiol  benzoate  injection,  33636 
Furazolidone  aerosol  powders,  12366,  16687 
Interceptor  (milberoycin  oxime)  dye-free 

tablets  for  dogs,  6284 
Interceptor  Chewables  (milbemycin  oxime), 
3284 
Neomycin  sulfate;  regulatory  status,  11058 
New  drug  applications — 
Boehriger  Ingelheim  Animal  Health,  Inc.; 

approval  withdrawn,  566 
Manna  Pro  Corp.;  approval  withdrawn,  7789, 

21582 
Stevan  M.  Rogers  Farm;  ^proval  withdrawn, 

17412.  33941 
TPC  Products,  Inc.;  proposal  to  withdraw 
approval,  25653 
Patent  extension;  regulatory  review  period 
determinations — 
Producil,  7787 
Shulcon  Industries,  Inc.;  approval  withdrawn, 

33445 
Tracers  in  animal  feed;  compliance  policy 

guide;  availability,  21731 
Veterinary  Medicine  Center  list  of  guideliites; 
availability,  17413 
Biological  product  licenses: 
Alpha  Plasma  Center,  566 
Hema  Systems,  Ltd.,  28589 
Houston  Apheresis,  Inc.,  28982 
Plasmatek  of  Victoria,  Inc.,  11609 
Westmar  Oceanside,  Inc..  26982 
Worldwide  Biologicals.  Inc.,  15351 
Biological  products: 
Clinical  Laboratory  Improvement  Amendments; 
in  vitro  analytical  test  systems 
manufacturers;  premarket  submissions 
preparation,  3952.  12588 


Export  applications — 
Hepatitis  C  Virus-Encoded  Antigen 

(Recombinant  clOO-3,  HC-23,  HC-29. 
and  HC-34)  Abbot  MATRIX  HCV, 
17593 
Microtnk  n  HIV-I/HIV-2  EIA,  21468 
Ottho  Blood  Grouping  Reagents  Anti-A. 
Anti-B,  Anti-D:  (Monoclonal);  Control, 
Reverse  Diluent,  Ottho  BioVue  System, 
17592,  17593 
Oitho  Blood  Grouping  Reagents  Anti-C 
Anti-E,  Anti-c,  Anti-e,  Anti-K 
(Monoclonal);  Control,  Ortho  BioVue 
System,  17895 
Oitho  Blood  Grouping  Reagents  Anti-D, 
Anti-C,  Anti-E,  Anti-c,  Anti-e: 
(Monoclonal);  Control,  Ottho  BioVue 
System,  17592 
Chlorofluorocarfoons  and  other  ozone  depleting 
substances;  warning  statements  for  medical 
and  food  products;  alternative  language, 
34812 
Color  additive  petitions: 

Keroira,  Inc.,  29230 
Conunittees;  establishment,  renewal,  termination, 
etc.: 
Antiviral  Drugs  Advisory  Conunittee,  13067 
Center  for  Devices  and  Radiological  Health. 

21728,  21730 
Center  for  Drug  Evaluation  and  Research 

standing  committee  to  review  use  of  refusal 
to  file  procedure,  28983 
Tea  Experts  Board,  7788 
Technical  Electronic  Product  Radiation  Safety 
Standards  Committee.  7789 
Debarment  orders: 
Azeem.  Mohammed,  21982,  26814 
Chang,  Charles  Y.,  12967.  21983 
Colton,  Steven  F.,  33446 
FuielU.  Gena  R..  21469 
Kalidindi.  Sanyasi  Raju.  2I47p 
Maiman,  Muhammad  Z..  178% 
Prasad,  Kumar.  35006 
Rivers,  Jacob  H.,  19128 
Schetiick,  Gloria  H.,  21983 
Sturm,  Jan  T.,  33941 
Vegesna.  Raju,  19129 
Environmental  statements;  availability,  etc.: 
New  drug  applications — 
Taxol,  3954 
File  Interchange  System  (FIS)  Program  User 
Reference  Guide  and  Installation  Manual; 
availability,  25995 
Food  additive  petitions:    < 
Allied-Signal,  Inc.,  26325 
Buckman  Laboratories,  Inc.,  14577 
Ciba-Geigy  Corp.,  8289,  14402,  21173 
Denki  Kagaku  Kogyo  Kabushiki  Kaisha.  21583 
DeTer  Co.,  Inc.,  5736 
Dow  Coming  Corp.,  8290 
DSM  Engineering  Plastics,  33447 
EI.  du  Pont  de  Nemours  &  Co..  13603.  26552 
Ecolab.  Inc.,  28882 
General  Electric  Co.,  21583 
Hanover  Foods  Corp.,  14403 
Hercules,  Inc.,  15148 
Hoechst  Aktiengesellschaft.  3027 
Hoechst  Cclanese  Corp.,  8290 
International  Flour  Sales  Corp.,  4703 
Kalsec.  Inc.,  11609 
Lonza,  Inc.,  28882 
Milliken  Chemical,  21583 
Mitsubishi  Gas  Chemical  Co.,  Inc.,  29230 
Mitsubishi  Petrochemical  Co..  13603 
Morton  International,  Inc.,  21583 
Parexel  International  Corp.,  21584 


Food 

R.  T.  Vandeibilt  Co ,  Inc..  34058 
Regutech  Associates,  13604 
SCM  Chemicals,  7789 
Shell  Oil  Co.,  29231 
Showa  Denko  K.K.,  8290 
Sumitomo  Chemical  America,  Inc.,  13604, 
34058 

Takeda  Chemical  Industries,  Ltd.,  13604 

Victorian  Chemical  Co.,  Pty.  Ltd.,  3027 

Witco  Corp..  29231 

Food  for  human  consurnption: 

Food  labeling — 

Foods  derived  from  new  plant  varieties; 
poUcy  statement,  25837 

Lead  in  food  packed  in  lead-soldered  cans; 
emergency  action  levels.  17233 

National  Shellfish  Sanitation  Program  Manual 
of  Operations — 

Sanitation  of  shellfish  growing  areas, 

harvesting,  processing  and  distribution; 

availability,  4174 

Grant  and  cooperative  agreement  awards: 
Shellfish  and  seafood  safety  assistance  project, 
8054 

GRAS  or  prior-sanctioned  ingredients: 

Amaranth  Institute,  28883 

ConAgra,  Inc.,  21173 

Market  Basket.  28984 

Monosodium  glutamate  (MSG);  adverse 
reactions  analysis;  study,  13495 

Olin  Chemicals  Corp.,  8764 
Quad  Corp..  8291 
Scienco/FAST,  6126 

Yandilla  Mustard  Oil  Enteqirise  Pty.  Ltd.,  5736 
Human  drugs: 
Clinical  evaluation  of  analgesic  drugs;  guideline 
availability,  7892 
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Expoft  tpplicatioiu — 
Botulinum  Toxin  Type  A,  26983 
C02  Angiographic  Injection  System,  9S66 
Elmiron  (sodium  pentosan  polysulfite)  100 

mg  capsules,  9567 
Gi^apentin  (bulk).  9567,  15877 
Prolixin  Decanoate  (fluphenazine  decanoate) 
n         25  mg/ml  Injection,  9566 
i  Questran  tablets  (cholestyramine  resin)  Ig., 
9568 
New  drag  applications — 
Adha  Laboratories.  7893 
BaiT  Laboratories,  Inc.,  3 1035 
Bel-Mar  Laboratories,  Inc.;  proposal  to 

withdraw,  34814 
Computer-assisted  new  drag  applications; 
goidaitce  manual  availability;  procedures 
for  revisions,  18218 
Danbnry  Pharmacal,  Iik.,  et  al.;  approval 

withdrawn,  4704 
Forest  Pharmaceuticals,  Inc.;  approval 

withdrawn,  27737 
Fujisawa  USA.  Inc.,  et  al.;  approval 

withdrawn.  27575 
Heather  Drag  Co.  et  al.;  approval  withdrawn, 

12244,  21314 
Lyphoroed;  approval  withdrawn.  I204I 
Lyphomed  et  al.;  approval  withdrawn,  567. 

3027,  7789 
Paike-Davis;  approval  withdrawn,  12042 
Paike-Davis  et  al.;  approval  withdrawn, 

34466 
Phannadenn  et  al.;  approval  withdrawn, 

•  27736 
Quad  Pharmaceuticals,  Inc.,  approval 

withdrawn,  27736 
UpJohn  Co.  et  al.,  9568 
Warner  Chilcon  Laboratories  et  al.;  approval 
withdrawn,  9569 
Orphan  drag  and  biological  products — 

Designations;  cumulative  listing,  12041 
Patent  extension;  regulatory  rsview  period 
determinatioas — 
Accupril,  etc..  6285 
Actinex  cream.  14403 
AMBIEN,  26142 
DAYPRO,  17416 
Desogen,  14404 
Lamisil  cream,  28984 
NORVASC,  7893 
Pravacbol.  568 
Suprane,  7790 
ZEBETA,  7789 
Industty-suppofted  scientific  and  educational 

activities;  policy  statement,  6126 
International  hsinnonization;  FDA  task  force 

report;  availability,  7791 
International  harmonization  conference:,  21086 
Human  drag  stability  documentation  submitting; 

guidelines  availability,  21086 
Medicinal  products;  reproduction  toxicity 

detection;  guidelines  availability.  21074 
Support  of  special  population  studies;  geriatrics; 
guidelines  availability,  21082 
Medical  devices: 
Suspect  adverse  events  and  product  problems 
with  medications  and  devices,  repotting; 
draft  form.  11768 
Medical  devices;  premarket  approval: 
3M  Kennedy  LAD  Ligament  Augmentation 

Device,  26327 
AL\-PACK  CEA,  19461 
Ciba  2000  Spherical  (atlafilcon  A)  Soft 

(hydrophilic)  Contact  Lenses  (clear),  26326 
Cib«  Vision  Disinfectuig  Solution,  26552 
DePuy  Unicompartmental  Device  Configuration 
of  New  Jersey  LCS  Total  Knee  System. 
21984 


40 


Gelseal.  26326 

ISPAN  Perfluoropropane  (C3F8)  Gas,  19463 
ISPAN  Sulfiir  Hexafluoride  (SF6)  Gas,  19462 
Meditronic  PCD  Tachyanhythmia  Control 

System,  17594 
PRO  OSTEON  Implant  500  CoralUne 

Hydroxyapatite  Bone  Void  Filler.  21173 
Spectranetics  CVX-300  Excimer  Laser  System. 
15877 
Meetings: 
Advisory  committees,  panels,  etc.,  568,  3954, 
5398,  5400,  7232,  8291,  8598,  11058, 
1 1238,  13068,  13270,  15149,  15353, 
15466,  15499.  19824.  21314,  21584, 
21586,  26553,  26554,  26555,  27288, 
28590,  28883,  29231,  30791,  33634.  34468 
Carcinogenicity  of  butylated  hydroxyanisole 
(BHA);  request  for  scientific  data  and 
information,  14405 
Cardiovascular  devices  evaluation;  clinical  trials 

design  and  conduct;  workshop,  30179 
Chemical  contaminants  in  seafood;  conference, 

9185 
Combined  vaccines  and  simultaneous 
administration;  international  science 
workshop.  34469 
Consumer  information  exchange,  4704 
Industry  mformation  exchange,  18218.  26555 
Investigational  new  drags;  clinical  hold  process, 
monitoring  procedure;  review  conunittee. 
32537 
Medical  device  problem  reporting,  34469 
MEDWatch;  medical  products  reporting 

program.  21587.  25995 
Topical  wound  healing  biologies,  clinical  trial 
issues;  scientific  workshop,  18219 
Memorandums  of  understanding: 
Association  of  Official  Analytical  Chemists 
Research  Institute;  animal  drag  residues  in 
raw  milk;  tests  screening,  3955 
Fish  and  Wildlife  Service;  chemicals  used  in 
aquaculture;  registration,  28408 
Organization,  ftmctions,  and  authority  delegations: 
Center  Directors  Offices,  14214 
Center  for  Biologies  Evaluation  and  Research, 
Document  Control  Center  relocation; 
biologies  submissions;  temporary 
deferment.  4173 
Position  emission  tomographic  (PET) 

radiopharmaceuticals;  hearing,  6126 
Reports;  availability,  etc.: 
Nutrition  labeling  information  for  raw  fhiit  and 
vegetables  and  raw  fish;  voluntary 
compliance  by  food  retailers,  28985 
Shellfish,  arsenic,  etc.;  guidance  documents,  1 1609 
Target  animal  and  human  food  safety,  drag 
efficacy,  environmental  and  manufacturing 
studies  for  teat  antiseptic  products;  draft 
guideUnes;  availability,  7893 
Toxicological  principles  for  safety  assessment  of 
direct  food  additives  and  color  additives  used 
in  food;  availability,  16536 

Food  and  Nutrition  Service 

RULES 

Child  nutrition  programs: 

Women,  infants,  and  children;  special 
supplemental  food  programs — 
Drag  and  other  harmftil  substance  abuse 
information  and  referrals,  1 1497 
Food  stamp  program: 
Farm  Bill  (1990);  food  stamp  application  and 
income  exclusion  provisions,  213 
PROPOSED  RULES 
Food  distribution  program: 
Donation  of  foods  for  use  in  U.S.,  territories 
and  possessions,  and  areas  under 


jurisdiction;  and  national  commodity 
processing  program;  uniformity,  29985 
Food  stamp  program: 
Quality  control  claims.  State  agency  challenges; 
administrative  review  process,  5188 
Correction,  7296 

NOTICES 

Child  nutrition  programs: 
Child  and  adult  care  food  programs — 
'  Summer  food  service  program; 

reimbursement  rates,  69 
Meals  and  milk,  fiee  and  reduced  price;  income 

eligibility  guidelines,  11393 
School  breakfast — 
National  school  lunch  program,  17378 
School  breakfast  program,  17378 
Wotnen,  infants,  and  children;  special 
supplemental  food  program;  poverty 
income  guidelines.  15836 
Food  distribution  program: 
ComiiKxlity  supplemental  food  program;  elderly 
poverty  income  guidelines,  15838 
Grants  and  cooperative  agreements;  availability, 
etc.: 

Food  stamps  program;  food  stamp  participation 
improvement,  21138 
Meetings: 
ComiiKxlity  Distribution  National  Advisory 

Council.  6202 
Welfare  Simplification  and  Coordination 
Advisory  Conunittee,  11830 

Food  Safety  and  Inspection  Service 

RULES  I 

Meat  and  poultry  inspection: 
Fee  increases.  33322 
Nutrition  labeling — 

Meat  and  poultry  products,  632 
Sodium  and  potassium  lactate  as  flavor 
enhancers  and  flavoring  agents.  4067 
PROPOSED  RULES 
Meat  and  poultry  inspection: 
Cured  poik  products — 

Citric-  acid  as  color  preserver.  269 
Fee  increases,  14177 
Mechanically  separated  (species);  labeling; 

withdrawn.  19781 
Nutrition  labeling — 
Use  of  "healthy"  and  similar  terms,  688, 
8560 
Poultry  produa  produced  by  mechanical 
deboning  and  products  in  which  same  is 
used;  labeUng,  33040 

NOTICES 

Meetings: 
Meat  and  Poultry  Inspection  National  Advisory 

Conunittee.  15134 
Microbiological  Criteria  for  FOods  National 
Advisory  Conunittee.  5353.  15134,  28389. 
31007 
Strategic  plan,  development.  28389,  29254,  29695 

Foreign  Agricultural  Service 

RULES 

Perishable  products  from  Andean  countries;  duty- 
free imports,  emergency  relief.  16103 

Foreign  Assets  Control  Office 

RULES 

Cuban  assets  control  regulations;  amendments. 

34709 
Federal  Republic  of  Yugoslavia  (Serbia  and 
Montenegro)  sanctions  regulations.  13199 
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Haitian  transactions  regulations,  3228,  4080 
Libyan  sanctions  regulations: 
Services  exportation  prohibition:  interpretation, 
13198 
Transaction  control  regulations,  13197 

Foreign  Claims  Settlement 
Commission 

NOTICES 

Gaims  against — 

Iran;  current  addresses  of  claimants  requested, 
26158 
Meetings;  Sunshine  Act,  6165,  7920,  12986, 
17641,  28092,  33143 

Foreign-Trade  Zones  Board 

NOTICES 

Applications,  hearings,  determinations,  etc.: 
'  Arizona 

Wal-Mart  Stores,  Inc.;  distribution/processing 
faciUty,  28393 
California.  6614 
Apple  CompMt^ Inc.;  electronic  data 
processing  ahii-communications 
equipment  manufacturing  plant,  5355 
Connecticut,  536 
norida,  3532,  8930.  11833 
General  Electric  Co.;  simulation,  testing,  and 
control  systems  plant,  16395 
Hawaii.  5355 
Idaho,  118-34 
Illinois 
Maytag  Corp.;  refrigerator/fteezer 
manufacturing  plant.  33609 
Indiana 
Onkyo  America,  Inc.;  electronic  audio  and 
acoustical  products  manufacturing 
faciUty,  32512 
Indiana — 
Fairmont  Homes,  Inc/Culf  Stream,  Inc.; 
manufactured  housing  and  recreational 
vehicle  manufacturing  facilities,  25605 
Mead  Johnson  &  Co.;  pharmaceutical  and 
nutritional  products  manufacturing 
facilities,  78 
Toyota  Industrial  Equipment  Manufacturing, 
Inc.;  fotklift  truck  manufaauring  facility, 
4147 
Kansas,  6112 
Sanofi  Winthrop  L.P.;  pharmaceutical  plant, 
33609 
Kentucky — 
General  Electric  Co.;  borne  appliance 
manufacturing  plant,  3532,  6614 
Louisiana — 
Equitable  Shipyards;  shipbuilding  facility, 

7528 
Trinity  Marine  Group/Equitable  Shipyard; 
shipbuilding  facility,  25606 
'    Massachusetts,  33254 
Michigan,  6614 
Minnesota,  16650 
Davisco  Imemational,  Inc.;  intermediate  dairy 

products  manufacturing  focilities,  5355 
Wirsbo  Co.;  polyethylene  tubing 
yianufacturing  plant,  30143 
Wisconsin  Dairies  Cooperative;  infant 
formula/dairy  products  manufacturing 
plant,  11834 
Missouri — 
General  Motors  Corp.;  automobile 

manufacturing  plant,  13583.  18304 
,  Montana,  6615 
Nevada,  26959 
New  Jersey.  19405 


International  Flavors  &  Fragances,  Inc.; 
flavor  and  fragrance  products  plant,  78 
New  Yoric 
Sanofi  Winthrop  L.P.;  pharmaceutical  plant, 
33254 
Ohio,  537.  30143 
Oregon — 
Colby  Plastics  Processors.  Inc.;  plastic  pipe 

manufacturing  plant,  21441 
Tofle  U.S.A.,  Inc.;  stainless  steel  tubing  plant, 
537 
Pucito  Rico 
Sterling  Pharmaceuticals  Inc.;  pharmaceutical 
manufacturing  facility.  29192 
Puerto  Rico — 
SmithKline  Beecham  Co.;  pharmaceutical 
manufacturing  facilities,  7529 
Tennessee — 
Nissan  Motor  Manufacturing  Corp.  U.S.A.; 
automobile  and  pickup  truck 
manufacturing  plant,  16650,  21334 
Texas,  3533,  16173 
Amoco  Oil  Co.;  refinery,  petrochemical  and 

MTBE  complex,  16396 
BASF  Corp.;  chemical  manufacturing 

facilities,  8929 
Dril-Quip.  Inc.;  oil  field  equipment 
manufocturing  facilities,  28952 
Oiltanking  of  Houston,  Inc.;  liquid  bulk 

storage  facilities,  3532 
Sanden  International  (U.S.A.),  Inc.;  auto  air 
conditioner  manufacturing  plant,  78 
Virginia 
Amoco  Oil  Co.;  refineiy/MTBE  facility, 
31009 
Virginia — 
ABB  Power  Generation,  Inc.;  large  turbine 
electric  power  generator  facility,  16650 
Washington,  5356 
Toray  Composites  (America),  Inc.;  carbon 
fiber  composite  materials  manufactiuing 
plant,  11208 
Wisconsin.  4147.  26959.  30144.  32512 

Forest  Service 

RULES 

Alaska  National  Interest  Lands  Conservatfon  Act; 
Title  VIII  in[q>lementation  (subsistence 
priority).  17776.  31175.  31252 

fROPOSED  RULES 

Alaska  National  Interest  Lands  Conservation  Act; 
Title  Vm  iiiq)lementadon  (subsistence 
priority) 
Meeting,  14350 
Land  uses  and  prohibitions: 

Nonconunercial  group  uses.  26940 
National  Forest  plans  and  project  decisions; 
review,  comment,  and  appeal  procedures, 
19369,  25959 

NOTICES  ^^ 

Alaska  public  lands;  fish  and  wildlife,  subsistence 

takes,  5955,  13737 
Appealable  decisions;  legal  notice: 

Eastern  region,  28546 

Intermountain  region,  17S70  ' 

Northem  region,  26530 

Pacific  Northwest  region.  26735 

Southern  Region,  25797 

Southwestern  region.  307S0 
Appeal  exemptions;  timber  sales: 

Angelina  National  Forest.  TX,  33066 

Boise  National  Forest.  ID.  15134.  21437. 
21438.  31008 

Chattahoochee-Oconee  National  Forest.  GA, 
19404 
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Cherokee  National  Forest.  GA,  21139 
Cherokee  National  Forest,  TN,  27991 
ColviUe  National  Forest,  WA.  30749 
Eldorado  National  Forest,  CA,  31690 
Fuhlake  National  Forest,  UT.  21439 
Fremont  National  Forest,  OR,  30749,  34781 
Gallatin  National  Forest,  MT,  33429 
Helena  National  Forest,  MT,  25%7 
Idaho  Panhandle  National  Forest,  ID,  4407. 

12358.  27264,  28392 
Idaho  Panhandle  National  Forests.  ID,  32508. 

32509.  32510,  33430 
Jefferson  National  Foresu  VA,  26529,  27264  - 
Klamath  National  Forest,  C A.  31691,  34408 
Kootenai  National  Forest,  MT.  26955,  29384. 

33431 
Malheur  National  Forest.  OR,  27265,  33794 
Nantahala  National  Forest,  NC,  30012 
Ocala  National  Forest,  GA,  18199 
Ochoco  National  Forest,  OR.  6109 
Okanogan  National  Forest,  WA,  4407.  4408. 

30750 
Payette  National  Forest  ID.  11022.  26955 
Plumas  National  Forest.  CA.  34559 
Sabine  National  Forest.  TX.  28548,  29807 
Salmon  National  Forest,  ID,  26956.  26957 
Sawtooth  National  Forest,  ID,  30142 
Sequoia  National  Forest,  CA,  8034.  12219, 

12575 
Stanislaus  National  Forest,  CA,  11022 
Uinta  National  Forest,  UT.  17858 
Umatilla  National  Forest.  OR.  6109-6111. 

13445.  26737 
Wallowa- Whitman  National  Forest,  OR.  7064 
Willamette  National  Forest,  OR,  4409,  7064, 

7065,  8253,  13446.  33794 
Boundary  establishment,  descriptions,  etc.: 
Apalachicola  National  Forest.  FL.  27992 
Bagley  Valley  Purchase  Unit,  CA.  11395 
Environmental  statements;  availability,  etc.: 
Angeles  National  Forest.  CA.  6108 
Ashley  National  Forest.  UT.  21556 
Bighorn  National  Forest,  WY.  11830 
Binerrooi  National  Forest,  MT,  30751 
Boise  National  Forest.  ID,  l6l69,  17859 
Cherokee  National  Forest,  TN,  et  al.,  34560 
Chugach  National  Forest,  AK,  6385 
Qearwater  National  Forest,  ID,  5706,  8582, 

8733,  32643.  32903 
Columbia  River  Gorge  National  Scenic  Area, 

OR;  Sandy  River  Delta  master  plan.  1 1023 
Conata  Basin/Badlands  Area,  SD;  reintroduction 

of  Uack-footed  ferreu,  5707 
Deeriodge  National  Forest,  MT.  11395 
Dixie  National  Forest.  UT.  21702.  28951 
Eldorado  National  Forest  et  al..  CA.  5353 
Flathead  National  Forest.  MT,  7210,  26096 
Gallatin  National  Forest,  MT.  8035.  27992 
Gila  National  Forest.  NM.  21140 
Grand  Mesa.  Uncompahgre,  and  Gunnison 

National  Forests.  CO,  33608 
Homochitto  National  Forest.  MS.  13738 
Humboldt  National  Forest,  NV.  11583.  12575 
Idaho  Panhandle  National  Forests.  ID.  29807. 

33431.  33432.  34240 
Inyo  National  Forest.  CA,  9143,  9557,  29566 
Jefferson  National  Forest  et  al.,  VA,  33248 
Jefferson  National  Forest,  KY.  et  al..  34561 
Kootenai  National  Forest,  MT.  6385.  6772- 

6773.  19646,  27266,  30753,  30763 
Malheur  National  Forest.  OR,  1 1831 
Medicine  Bow  National  Forest.  WY  et  al., 

13250 
Northern  spotted  owl  management  plan;  national 

forests.  CA.  OR.  and  WA.  32343 
CMcanogan  National  Forest.  WA.  19646 
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Pacific  Southwest  Region;  California  spotted 
owl,  Sienin  province  management,  14SS4, 
26531 
Payette  National  Potest,  ID.  16394.  27994. 

30764.  30765.  33432 
Plumas  National  Foiest.  CA.  4655 
Salmon  National  Forests.et  al.,  ID.  21557 
San  Bernardino  National  Forest,  CA,  11583 
Santa  Fe  National  Forest,  NM,  16170 
Siuslaw  Nabonal  Forest,  OR.  4410 
Six  Rivers  National  Forest  CA,  25601 
Tahoc  National  Forest.  CA,  25601.  25799 
Targhec  National  Forest,  IDwnd  WY.  29567 
Tongass  National  Forest.  AK.  21559.  32904 
Wallowa- Whitman  National  Forest.  OR.  30766. 

33932 
Wenatchee  National  Forest.  WA.  12929 
Willamette  National  Forest,  OR.  61 1 1,  12577 
Forest  five-year  noxious  weed  control  program; 
amendments: 
Lewis  and  Qark  National  Forest,  MT.  21560 
Meetings: 
Allegheny  Wild  and  Scenic  River  Advisory 

Council,  7212,  17860 
Allegheny  Wild  and  Scenic  River  Southern  and 
Northern  Advisory  Councils,  3932,  12023, 
26098 
National  Urban  and  Community  Forestry 

Advisory  Council,  15135 
Newberry  National  Monument  Ad\isoty 
,     Council,  17205 

Newbetiy  National  Volcanic  Monument 
Advisory  Council,  7212,  31008 
National  Forest  System  lands: 

Western  livestock  grazing  fees,  4655 
Organization,  functions,  and  authority  delegations: 
Forest  Supervisors.  Pacific  Northwest  Region. 
30766 
Rocky  Mountain  region;  sensitive  species  interim 

directive;  availability.  19648 
Twiber  sales;  national  forest: 
Ochoco  National  Forest,  OR,  13446 
Payette  National  Forest,  ID.  9557 

General  Accounting  Office 

PROPOSED  RULES 

Practice  and  procedure: 
Personnel  Appeals  Board.  25785 

NOTICES 

Committees;  establishment,  renewal,  termination, 
etc.: 
Federal  Accounting  Standards  Advisory  Board, 
5992 
Meetings: 
Federal  Accounting  Standards  Advisory  Board, 
4703,  7232,  13269,  17232,  26980,  31035 
Govemment  Auditing  Standards  Advisory 
Coundl.  3284 

General  Services  Administration 

RULES 

Acquisition  regulations: 
Debarment  and  suspension;  administrative 
records,  26919 
Correction.  29254 
Service  contracts;  price  adjustment  clause;  CFR 
conection,  8235 
Fedei;^  Acquisition  Regulation  (FAR): 
Federal  construction  contracts;  open  bid 

12140 
Noomanufacturer  rule;  cone^)0tO85O 
U.S.  and  European  Economic  Conomunity; 
menoorandum  of  lUKxrstanding; 
govenuDent  proomement  and  sanctions 
impoaed  on  European  Community,  31140 


Federal  travel: 
Federal  and  State  relocation  income  tax 
allowance  tables,  8547 
Puerto  Rico  et  al.,  15436 
Per  diem  localities;  maximum  lodging  and  meal 
allowances.  12890 

PROPOSED  RULES 

Acquisition  regulations: 
Debarment  and  suspension  factfinding.  26948 
Multiple  award  schedule  price  reductions  clause. 

32890 
Multiple  award  schedules  program;  cancellation, 
32085 
Federal  Acquisition  Regulation  (FAR): 

Regulatory  agenda.  25238 
Regulatory  agenda.  25106 

NOTICES 

Acquisition  regulations: 
Medical  record-contributor's  list  of  pathological 
noateiial  (SF  543);  stocking  change.  28407 
Agency  information  collection  activities  under 
OMB  review,  5730,  7786,  14212,  14213, 
19260,  30170,  31714.  31715.  32135.  33821 
Child  care  and  development  programs: 
Child  care  providers  in  GSA-controlled  space; 
special  conditions  to  licensing  agreements, 
34801 
Environmental  statements;  availability,  etc.: 
Border  station,  Calexico,  CA;  construction. 

12243 
National  Oceanic  and  Atmospheric 

Administration;  Federal  Building.  Boulder, 
CO,  16195 
Sacramento,  CA;  U.S.  Courthouse  and  Federal 

Building.  34586 
San  Francisco,  CA;  Federal  building 

construction,  28%9 
Santa  Ana,  CA;  Federal  Building-Courthouse, 

19672 
Seattle,  WA;  Federal  Courthouse  Building. 

34055 
Southeast  Federal  Center.  Washington.  DC, 
5992 
Federal  Acquisition  Regulation  (FAR): 
Agency  information  collection  activities  under 
OMB  review.  539.  5962.  6389.  6481.  7549, 
8046.  8588.  12945,  12946,  13252,  15489, 
15490,  15844.  16653.  19M4,  32108, 
33435, 33436  -^ 

Federal  Supply  Service;  multiple  award  schedule 

program.  31215 
Federal  Supply  Service  orders: 
PapCT  purchase  and  delivery  orders; 
discontinuance.  5731 
Federal  travel: 
Augusta  (Richmond  County),  GA  and  Oshkosh 

(Winnebago  County),  WI.  1^25 
Special  actual  subsistence  expense 
reimbursement  ceiling,  5730, 
Florida  disaster  areas,  5730,  256! 
Grants  and  cooperative  agreements; 
etc.: 
Small  business  competitiveness  demonstration 

program.  8764.  35005 
iteragency  Committee  for  MedkaHt^rds 
(ICMR);  medical  stan$iaRfrorms  cancellation. 
j6195 
IntercnvjBlaeoifimunications  services.  28880 

African  Burial  (jround  Steering  Committee, 
16534,  21582 
Multiple  Award  Federal  Supply  Schedule: 

Erosion  control  fabric,  32135 
Multiple  Award  Federal  Supply  Schedule 
Program: ' 
Facsimile  paper,  16196 


Organization,  fitnctions,  and  authority  delegations: 
Interior  Secretary,  19673 
Transportation  Secretary,  26325 
Presidential  appointees'  offices;  expenditures 

limitation  guidelines,  3026 
Privacy  Act: 

Systems  of  records,  6124 
Property  transfers:  , 

Border  station,  Del  Rio,  TX,  6493 
Senior  Executive  Service: 

Performance  Review  Board;  membership,  26980 
Small  business  competitiveness  demonstration 
program;  solicitation  procedures  change, 
17233 

Geological  Survey 

RULES 

State  water  research  institute  program,  27203 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  7156.  18107.  18108 
Freedom  of  Information  Act;  implementation. 

8767 
Grants  and  cooperative  agreements;  availability, 
etc.:  ' 

National  earthquake  hazards  reduction  program, 
7240 
Meetings: 
Earth  Observing  System  Land  Processes 

Distributed  Active  Archive  Center  Science 
Advisory  Panel,  17623 
F^eral  Geographic  Data  Committee,  34272       / 
Monitoring  Water  Quality  Intergovernmental      I 

Task  Force,  26003 
National  Earthquake  Prediction  Evaluati^     J 
Council,  29633  X/ 

Water  Data  for  Public  Use  Advisory  Committee, 
34589 
National  Environmental  Policy  Act;  proposed 

implementing  procedures,  15355 
National  Mineral  Resources  Assessment  Program; 

volunteers;  contribution  acceptance,  21186 
Privacy  Act: 
Systems  of  records.  30804 

Government  Ethics  Office 

RULES 

Conflict  of  interests,  33755 
PROPOSED  RULES 

Regulatory  agenda,  25146 

NOTICES 

Agency  information  collection  activities  under 

OMB  leview,  26790,  32359 
Part-time  career  employment  policy  directive, 

34283 
Senior  Executive  Service: 
Performance  Review  Board;  membership,  14225 

Government  Printing  Office 

NOTICES 

Meetings: 

^undl,  21727 

Harry  S.  Truman  Scholarship 
Foundation 

NOTICES 

Meetings;  Sunshine  Act  8097 
Nominations  from  eligible  two-year  institutions  of 
higher  learning.  4172 

Health  and  Hunum  Services 
Department  ^ 

See  Agency  for  Health  Care  Policy  and  Research; 
Agency  for  Toxic  Substances  and  Disease 
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Registiy;  Aging  Administratioii;  Centeis  for 
Disease  Control  and  Prevention;  Children  and 
Families  Administration;  Community  Services 
Office;  Food  and  Drug  Administration; 
Health  Care  Fmancing  Administration;  Health 
Resources  and  Services  Administration; 
Indian  Health  Service;  Inspector  General 
Office,  Health  and  Human  Services 
Department;  National  Institutes  of  Health; 
Public  Health  Service;  Refugee  Resettlennent 
Office;  Social  Security  Administration; 
Substance  Abuse  and  Mental  Health  Services 
'Administration 

RULES 

Block  grants: 
Substance  abuse  prevention  and  treatment, 
17062 
Correction.  21218 

PROPOSED  RULES 

Regiflatory  agenda,  24272 

NOTICES 

Agency  information  collection  activities  under 

0MB  review.  8287,  1 1607.  21727 
Family  planning  service  projects  ("gag  nile"), 
human  fetal  tissue  transplantation,  and  RU- 
486  (Mifepristine)  importation;  Secretary's 
actions  in  accordance  with  President's 
directives,  7468 
Federal  claims;  interest  rates  on  overdue  debts, 

^5009,  17591 
Oi^nu^d  cooperative  agreements;  availability,    / 
etc.:  ^  [ 

Emergency  medical  services  for  children; 
demonstration  program.  16196 
Meetings: 
Healtii  Prontotion  and  Disease  Prevention 
Council.  11863 
National  Nutrition  Monitoring  and  Related 

Research  Program;  ten-year  comprehensive 
plan;  availabiUty.  327S2 
Nondiscrimination  on  basis  of  handicap  in 

federally-conducted  programs  and  activities; 
self-evaJuation  report  availability.  21456 
Organization,  functions,  and  authority  delegations: 
Agency  for  Toxic  Substances  and  Disease 

Registry.  7568 
Aging  Administration,  12040 
Assistant  Secretary  for  Health,  7565 
Centers  for  Disease  Control,  3963,  6167 
Inspector  General  Office.  12039 
National  Institutes  of  Health,  5731 
Poverty  income  guidelines;  annual  revision,  8287 
Privacy  Act: 

Systems  of  records,  28880,  29228 
Scientific  misconduct  findings;  closed 

investigations,  33830 
Social  security  benefits: 
Cost  of  living  increase,  SSI  monthly  benefit 
amounts  increase,  average  of  total  wages, 
contribution  and  benefit  base,  etc.,  19152 

Health  Care  Financing 
Administration 

Ste  Inspector  General  Office,  Health  and  Human 
Services  Department 

RULES 

Clinical  laboratories  improvement: 

Laboratories  regulations,  5215 

Laboratories  regulations;  correction,  5212 
Medicaid: 

Alien  eligibility — 

Eligibility  and  coverage  requirements,  4908, 
9120,  26185 

Laboratories  regulations,  5215 


Laboratories  regulations;  correction,  5212 
Nursing  facilities;  individuals  with  mental 

illness  and  mental  retardation;  preadmission 
screening  and  annual  resident  review; 
correction.  25784 
Paternity  establishment  and  medical  support  and 
payments;  exemption  of  poverty  level 
pregnant  women  fiom  cooperation 
requirement,  4904 
Provider-related  donations  and  health  care- 
related  taxes  and  disproportionate  share 
hospitals  payments;  limitations;  correction. 
6095 
Revaluation  of  assets;  conection,  17527 
Medicare: 
Customized  wheelchairs;  payment,  34916 
Essential  access  conununity  and  rural  primary 

care  hospitals,  30630 
Laboratories  regulations,  5215 
Laboratories  regulations;  correction.  5212 
Nursing  facilities;  individuals  with  mental 

illness  and  mental  retardation;  preadmission 
screening  and  annual  resident  review; 
correcti(Hi,  25784 
Revaluation  of  assets;  conection. 
17527 

PROPOSED  RULES 

Medicaid: 
Prepaid  health  care  organizations;  physician 
incentive  plans  requirements.  8568 
Medicare: 

"'    HIV  infectious  blood  and  blood  products; 
hospital  standard.  34977 
Hospital  inpatient  prospective  payment  systems 

and  1994  FY  rates.  30222,  34742 

Prepaid  health  care  organizations;  physician 

incentive  plans  requirements,  8568 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  7142,  7143,  21174,  29416 
Medicaid: 
Program  issuances  and  coverage  decisions; 

quaiteriy  Usting,  3028,  9244,  16837 
State  plan  amendments,  reconsideration; 
hearings — 
Arkansas,  14577 
Medicaid  and  medicare: 
Joint  Commission  on  Accreditation  of  Health 
Care;  home  care  organization  standards 
recognition,  35007 
Medicare: 
Fiscal  intermediaries  and  cairien — 
Budgets;  data,  standards,  and  methodology, 
33822 
Health  maintenance  organizations  (HMO) 
qualification  determinations  and 
compliance  actions,  5402 
Inpatient  hospital  deductible  and  hospital  and 
extended  care  services  coinsurance 
amounte;  1993  CY.  630 
Peer  review  organizations — 
Contracts;  in-State  organizations  statements  of 

interest,  17417 
Utilization  aid  quality  control;  scopes  of 
wofk,  12042 
Physician  fee  schedule;  final  relative  value 

units,  31964 
Program  issuances  and  coverage  decisions; 

quaiteriy  Usting,  3028,  9244,  16837 
SELECT  insurance  policies;  revised  designation 

of  States,  35017 
Uniform  hospital  billing  and  payment 
mechanisms,  4705 
Meetings: 
Practicing  Physicians  Advisory  Council,  8291, 
29831 


Hciihil 

Organization,  functions,  and  authocity  delegations, 

14579 
Privacy  Act: 

Computer  matching  programs,  16687 

Systems  of  records,  32145,  33826 

Health  Resources  and  Services 
Administration 

See  Public  Health  Service 

NOTICES 

Advisory  cominittees;  annual  reports;  availability, 

7568,  12968,  16411,  26328,  32958,  34815 
Committees;  establishment,  renewal,  tenninatioa. 
etc.: 
Childhood  Vaccines  Advisory  Commission, 
19261 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Acquired  immune  deficiency  syndrome — 
Non-acute  care  intermediate  and  long-term 
care  facilities  renovation,  34816 
Advanced  nurse  education,  19262 
Advanced  nurse  education  program.  32710 
Allied  health  project.  27288 
Alzheimer's  disease  or  related  disorders  State 

demonstration  projects,  19463 
Area  health  education  centers  program,  12245 
Community  and  migrant  health  center  activities, 

19130 
Community  and  migrant  health  centers,  26328, 

28027 
Dentistry  general  practice;  residency  training 

and  advanced  education,  26791 
Disadvantaged  health  professions  faculty  loan 

.  repayment  program,  19264 
Disadvantaged  students  scholarship  program. 

29417 
Emergency  medical  services  and  trauma  care 

in  rural  areas.  32147  ' 
Emergency  medical  services  for  children; 

demonstration  program,  14406,  16196 
Exceptional  financial  need  and  financial 
assistance  for  disadvantaged  health 
professions  students  programs,  15501 
Family  medicine  department  establishments, 

35019 
Family  medicine — 
Depaitmenu  establishment,  21175 
Faculty  development,  5736 
Graduate  training,  25842 
Predoctoral  training,  5739 
General  internal  medicine  and  pediatrics-:;- 
Facuhy  development,  5737 
Residency  training,  25841 
Geriatric  education  centers,  19825 
Health  administration  traineeships  and  special 

projects  program,  19269,  32711 
Health  careers  opportunity  program.  4707 
Health  education  and  training  centers,  14411 
Health  education  and  training  centers  program, 

30066 
Health  professions  and  nursing  programs — 

Low  income  levels,  8764 
Health  services  in  Pacific  Basin.  32148 
Homeless  individuals  and  children;  primary 

health  and  substance  abuse  services.  17599 
Human  immunodeficiency  virus  (HTV) — 
Outpatient  eariy  intervention  services.  14216, 
17236,  19825 
Matemaf  and  child  health  community  integrated 
service  systems  set-aside  program.  14408, 
17418,  18100,  19828 
Migrant  health  centers;  environmental  and 
occupational  health  services  for  migrant 
and  seasonal  farmworkers,  5738 
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Minority  health  professioos  education  centers  of 

excellence,  14414 
Model  State-supported  area  health  education 

centers  program.  32 ISO 
Nurse  anesthetists — 
Education  programs,  21177 
Faculty  tiaineeship  program,  21986 
Traineeship  program,  21983 
Nurse  practitioner  and  midwifery  programs, 

5009 
Noising  education  loan  repayment  agreements 

for  services  in  certain  health  faciUties, 

21470 
Nursing  special  project  grants,  19270 
Nuising  special  projects,  35020 
Organ  donation  increase.  19673 
Pediatric  Acquired  Immune  DeficieiKy 

Syndrome  (AIDS)  health  care 

demonstration  projects,  17595 
Piimary  Health  Care  Bureau  selected  programs, 

19827 
Professional  nurse  traineeships,  19134 
Professional  nurse  traineeships  program,  32712 
Public  health  traineeships  to  public  health 

schools  and  other  public  and  nonprofit 

private  institutions,  19272,  26792.  32711 
Pubhc  housing  primary  care  program,  32151 
Rural  areas  health  care;  interdisciplinary 

training,  5741 
Rural  health  outreach  deooonstration  program, 

3959 
Selected  grant  programs  under  Public  Health 

Service  Art,  Titles  VII  and  vni;  statutory 

general  fiuding  preference  implementation 

methodology,  3284.  5061.  9570 
Special  projects  of  national  significance 

program,  32958 
State  offices  of  riiral  health  program,  14417 
Health  education  assistance  loan  (HEAL)  program: 

Qmnetiy  interest  rates,  6799,  21987 
Health  professions  student  loan  (HPSA)  program: 
Primary  care  loan  program;  "residency  training 

program  in  ptimaiy  health  care"  definition, 

etc..  29420 
Health  professions  student  loan  (HPSL)  program: 
Primary  care  loan  program;  proposed 

'  'residency  training  program  in  primary 

health  care"  definition,  11610 
Meetings:  advisory  comnitttees:: 
February,  4707,  5742 
March,  5743,  7233 
April  15353,  16688 
May,  16411.  16689 
June,  21732,  26143,  27289,  30180 
National  vaccine  injury  compensation  program: 

Petitions  received.  3284,  14579 
Veterans  Health  Care  Art: 
Drug  purchases — 
Covered  entities;  price  limitation,  27289 
Duplicate  discounts  and  rebates,  27293, 
34058 

Hearings  and  Appeals  Office,  Energy 
Department 

NOTICES 

Cases  filed,  3275.  4164,  4989.  6783.  7223-7224. 
8591,  11052.  11407,  12957,  15869,  17229, 
19414,  21568,  21712.  21713,  26775,  29817. 
29818,  32665,  34791 

Decisions  and  orders,  3276,  4990,  6784,  8756, 
8943,  11408,  12958,  13489,  13752,  13754, 
17882,  19416,  19417,  21164,  21167,  21713, 
26300,  26776,  26778.  29819,  33624,  34792 

Special  refiind  procedures;  implementation,  3276, 
4430.  8591.  8758.  11052.  12%1.  14392, 


16822.  17887,  21569,  21572,  25635,  26318, 
26319,  28009,  29821,  31701,  32349,  32666 


^ 


Historic  Preservation,  Advisory 
Council 

PROPOSED  RULES 

Regulatory  agenda,  24986 

Housing  and  Urban  Development 
Department 

RULES 

Community  facilities: 
Shelter  plus  care  program,  13884 
Suppoitive  housing  demonstration  program; 
services  for  homeless,  1 3870 
Comprehensive  housing  affordability  strategies, 

13686 
Congregate  housing  services  program,  14509 
Fair  housing: 
Fair  Housing  Art;  discriminatory  condurt; 
residential  real  property,  unlawful 
practices;  CFR  correction,  2988 
Low  income  housing: 
Elderly  or  handicapped  housing — 
Elderiy;  supportive  housing,  26836 
Persons  with  disabilities;  supportive  housing, 
26816 
HOME  investment  partnerships  program,  34130 
Housing  assistance  payments  (Section  8) — 
Contrart  rent  annual  adjustment  fartors,  4262, 

11526 
Poverty-level  population;  undue  concentration 
areas  determination;  withdrawn,  4272, 
8186 
Project-based  accounting,  4318 
Single  room  occupancy  program  for  homeless 
individuals,  13828 
Housing  opportunities  for  persons  with  AIDS 
programs  (HOPWA)  entitlement  and 
competitively  awarded  grants;  collection, 
17164 
Materials  release;  exterior  finish  and  insulation 
systems  produrt  standards  and  certification 
program,  34502 
Mortgage  and  loan  insurance  programs: 
Aimual  income  definition;  Holocaust 
reparations,  15773 
Correction,  17164,  21657 
Insured  mortgages  in  default;  technical 

amendmentv  32057 
Low-income  housing  mortgages;  prepayment, 

13007 
Maximum  loan  and  mortgage  limits  for  high- 
cost  areas.  13950 
Mortgagee  approval  reform  and  dirert 

endorsement  expansion;  correction,  1 3534 
Multifamily  low  income  housing  projects 

preservation,  4870 
Multifamily  mortgage  limits;  increase,  16773 
Multifamily  mortgages;  nonjudicial  foreclosure, 
34882 
rj  Resolution  Trust  Coiporation  multifamily 
properties;  expedited  processing 
procedures,  9541 
Title  insurance  policy;  effert  of  acquisition  of 

title  by  mortgagee  or  Secretary,  34213 
Up-front  premiums;  electronic  payment.  12901 
J>ublic  and  Indian  housing: 

Comprehensive  improvement  assistance 

program,  13916 
Drug  elimination  program,  3160 
Family  self-sufficiency  program  guidelines. 

30858.  30906 
Indian  housing;  lease  provisions  and  grievance 
procedures.  19349 


y 


Section  5(h)  homeownership  program,  6092 
Real  Estate  SettlenKnt  Procedures  Art;  ^ 

implementation;  correction,  13705,  17165-^ 
Escrow  accounting  methods  statement; 
interpretive  rule,  5520 

PROPOSED  RULES 

Building  produrt  standards  and  certification 

program;  use  of  materials  bulletin,  26212 
Conununity  facilities: 
John  Heinz  neighborhood  development  program, 
32210 
Fair  housing: 
Housing  and  Conununity  Development  Art — 
Fair  housing  initiatives  program 
implementation,  17172 
HOME  investment  partnership  programs, 

26048 
Low  income  housing: 
Housing  assistance  payments  (Section  8) — 
Fair  markrt  rent  schedules  for  rental 
certificate,  loan  management  and 
property  disposition,  moderate 
rehabilitation  and  housing  voucher 
programs.  27062 
Poverty-level  population;  undue  concentration 
areas  determination.  8187 
Manufactured  home  construction  and  safety 
standards: 
Wind  standards,  19536,  32316 
Mortgage  and  loan  insurance  programs: 
Flexible  subsidy  program;  amendments,  34506 
HUD-owned  multifamily  projects  and 

multifamily  projects  subjert  to  HUD-held 
mortgages;  management  and  disposition; 
preliminary  regulatory  impart  aiialysis, 
21960 
PubUc  and  Indian  housing: 
Certificate  and  voucher  programs;  conforming 

rules,  11292 
Choice  in  public  housing  management  program, 

27964 
Emergency  shelter  grants  program — 
Indian  tribes  and  Alaskan  native  villages, 
17764 
Police  officers  and  security  personnel;  eligibility 

requirements  waiver,  32006 
Vacancy  reduction  program,  29728 
Real  Estate  Settlement  Procedures  Art: 
Lending  coverage,  refinancing  transactions, 
subordinate  loans,  etc.,  28478 
Regulatory  agenda,  24382 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  4708,  5405,  6496,  6517,  6972, 
7793,  7807,  7808,  8057,  13081-13085,  13271, 
13784,  13785,  14583,  15152,  17236,  17241, 
17242,  17243,  18221,  18222,  18223,  21743, 
21744,  21745.  29425,  29426,  29427,  29428, 
29429,  34266 
Committees;  establishment,  renewal,  termination, 
etc.: 
Occupancy  Standards  in  Public  and  Assisted 
Housing  Task  Force.  3039 
Environmental  statements;  availability,  etc.: 

Oakland,  CA,  33639 
Grant  and  cooperative  agreement  awards: 
Community  development  technical  assistance 

program,  5408 
Facilities  to  assist  homeless — 

Supplemental  assistance  program,  13786 
Fair  housing  initiatives  program,  1 3068 
Flexible  subsidy  program;  operating  assistance 
and  capital  improvement;  competition 
wiiuers,  21746 
Historically  black  colleges  and  universities 
program,  32428 
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Housing  oppoitumties  for  persons  with  AIDS 

program  (1992  FY),  6127 

Public  and  Indian  housing — 

Family  self-sufficiency  program,  8611,  13790 

Family  unification  demonstration  program. 

8606 

HOPE  for  elderly  independence  program. 

8609 

Supportive  housing  demonstration  program — 

Handicapped  homeless  persons;  permanent 

housing,  13786 

Transitional  housing  program,  13788 

Grants  and  cooperative  agieeitients;  availability, 
etc.: 
Community  development  block  grant  program — 

Disaster  relief  housing  counseling,  SSS6, 

15158 

Small  cities  program,  32003 

Congregate  housing  services  program,  4713 

Emergency  shelter  grants  program — 

Indian  tribes  and  Alaskan  native  villages. 

17766 

Facilities  to  assist  homeless — 

Excess  and  surplus  Federal  property,  3293, 

4713,  5750,  6518,  7235,  8292.  9185, 

11612,  12589,  13606,  15155,  16412, 

17422.  18411.  19836.  21748,  26145, 

.    • 

27294.  28597.  29594,  31045,  31731, 

32715,  33640.  34475 

Flexible  subsidy  program;  capital  improvement 

loan  component.  32424 

Hexible  subsidy  program;  operating  assistance 

and  capital  improvement  loan  components. 

32022 

HOME  investment  partnerships  program — 

Formula  allocations  (1993  FY).  6289,  6641 

Indian  apphcants.  11102 

Housing  assistance  payments  (Section  8) — 

Contract  rent  annual  adjustment  factors; 

retroactive  payments;  claims  procedures. 

19137 

Housing  counseling.  21064 

Housing  opportunities  for  persons  with  AIDS 

program;  correction.  5410 

John  Heinz  neighborhood  development  program. 

32215 

Lead-based  paint  hazard  reduction  in  priority 

housing.  31848.  32958 

Lead-based  paint  risk  assessmenu.  31842 

Low  income  housing — 

Resident  groups,  community  groups. 

community-based  nonprofit 

organizations,  and  resident  councils; 

technical  assistance  planning  program. 

8766 

Public  and  Indian  housing — 

Comprehensive  improvement  assistance 

[ 

program  (CIAP),  13939 

1 

Drug  ehmination  program,  5150,  31870 

p 

Public  housing  development,  34670 

Public  housing  resident  management  program. 

32254 

Traditional  Indian  housing  development 

program,  16546 

Urban  revitalization  demonstration  program. 

436,  16590,  26556,  31217 

Suppoftive  housing  for  elderly,  26843 

Supportive  housing  for  persons  with  disabilities. 

26824 

Suppoitive  housing  programs — 

,      Shelter  care  plus  and  section  8  moderate 

rehabilitation  for  single  room  occupancy 

dwellings  for  homeless  individuals. 

33101                            / 

Shelter  plus  care  and  sectibniS  moderate 

,            rehabilitation  for  single/room  occupancy 

dwellings  for  homeless  individuals. 

13904 

. 

HUD-approved  housing  counseling  agencies;  list. 

13071 
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Interstate  land  sales;  registration  procedure 

changes,  5012 
Lobbying  of  HUD  personnel;  reports,  17644 
Low  income  bousing: 
Qualified  census  tracts  and  difficuh 

development  areas;  statutorily  mandated  . 
designation  under  1986  Internal  Revenue 
Code  section  42  for  tax  credit,  19704 
Meetings: 
National  Manufactured  Home  Advisory  Council, 

34586 
Occupancy  Standards  in  Public  and  Assisted 
Housing  Task  Force,'  3041,  6642,  1 1415, 
16690,  19838,  26984,  31739 
Mortgage  and  loan  insurance  programs: 
Debenture  interest  rates,  6128 
Debenture  recall,  14584,  21186 
Exception  to  new  6-year  limitation  on  eligibility 

for  distributive  shares,  19139 
Section  235(r)  interest  rates,  18105 
Mortgagee  Review  Board;  administrative  actions, 

6803,  26556 
Organization,  functions,  and  authority  delegations: 
Acting  Assistant  Secretary  for  Community 
Planning  and  Development;  order  of 
succession.  28596 
Acting  Assistant  Secretary  for  Fair  Housing  and 
Equal  Opportunity;  order  of  succession, 
7809 
Acting  Field  Office  Manager;  order  of 

succession,  14583 
Agency  ethics  officials;  designation,  80S7 
Assistant  Secretary  for  Administration; 

procurement  authority,  13496 
Lender  Activities  and  Land  Sales  Registration 

Office.  Director.  34060 
Regional  offices,  etc.;  order  of  succession^ 
Albany.  8632 
Atlanta,  14584 
Chicago,  21988 
Las  Vegas,  8632 
Pittsburgh.  7809 
Privacy  Act: 

Systems  of  records,  21988 
Public  and  Indian  Housing: 
Lead-based  paint;  hazard  identification  and 
abatement;  interim  guidelines,  4175 
Regulatory  waiver  requests;  quarieriy  listing, 
17263 

Human  Nutrition  Information  Service 

NOTICES  " 

Meetings: 
National  Nutrition  Monitoring  Advisory 
Council,  25603 

Immigration  and  Naturalization 
Service 

RULES 

Ffeedom  of  Information  Act;  implementation, 

31147 
Immigration: 
Asyiee  and  refugee-related  applications; 

processing  fees,  12146,  14145 
Immigrant  petitions — 
Scientists  of  Conmranwealth  of  Independent 
States  of  Former  Soviet  Union  and 
Baltic  States;  classification  as 
employment-based  immigrants,  30699 
Philippine  natives  naturalization;  fee  schedule. 
30698 
Nonimmigrant  classes: 
U.S.  transit  without  visas;  prohibition  of 
nationals  from  former  RepubUc  of 
Yugoslavia,  4891 


Indian 

Organization,  fiinctions,  and  authority  delegations: 
Border  patrol  sector  number  3;  name  change 

ftom  Mayaguez,  PR,  to  Raroey,  PR,  3487 
Border  Patrol  stations.  New  York,  et  al.;  name 

changes,  471 

PROPOSED  RULES^S 

Immigration: 
Aliens — 
Alien  registration  receipt  card  (Form  1-551); 
establishment  as  exclusive  registration 
form  for  lawful  permanent  residence. 
31000 
Inspection  services;  reimbursement  for  certain 
salary  costs  and  administrative  overhead 
charges;  conectioo,  6056 

NOTICES 

Alien  registration  teceipt  card;  Fonn  1-151: 

rescission  withdrawn.  28418 
Asylum  and  asylum-related  applications;  mailing 

addresses.  13505 
El  Salvador  nationals;  enforced  departure  deferral. 

32157 
Master  exhibits  for  asylum  applications; 

production  guidelines  availability,  26I6S 
Meetings: 
Immigration  and  Naturalization  Service  User 
Fee  Advisory  Committee,  19844 
Naturalization  applications;  EngUsh  language. 
Amencan  history,  and  civics:  standardized 
test.  11248 
Temporary  protected  status  program  designatioos: 
Lebanon,  7582 
Liberia.  7898 

Indian  Affairs  Bureau 

PROPOSED  RULES 

Energy  and  minerals: 

Indian  lands;  Federal  programs,  15404 
Human  services: 

Indian  Child  Welfare  Act;  discretionary  grant 
process;  changes,  4046 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  17275 
Education  facilities  construction  priority  list  (1993 

FY),  578 
Environmental  statements;  availability,  etc.: 
El  Rancho  Substation  Project,  Santa  Fe  County, 
NM,  16336 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Indian  child  welfare  program,  21236,  33158 
Traffic  safety  projects  on  Indian  reservations, 

7946 
Tribal  self-governance  demonstration  project, 
7809 
Indian  Child  Welfare  Act;  designated  tribal  agents 

for  service  of  notice;  list,  16450^  21776 
Indian  tribes,  acknowledgement  of  existence 
determinations,  etc.: 
Snoqualmie  Indian  Tribe,  27162 
Indian  tribes,  acknowledgment  of  existence 
determinations,  etc.: 
Chicora-Siouan-Indian-People,  16338 
Colorado  Winebagoes.  18328 
Mohegan  Tribe  and  Nation.  CT.  5458 
Ohlone/Costanoan  Esselen  Nation.  CA.  6060 
Irrigation  projects;  operation  and  maintenance 
charges: 
Blackfeet  Irrigabon  Project,  MT,  7944 
Flathead  Indian  Irrigation  Project,  MT,  32040 
Foft  Peck  Irrigation  Project,  MT,  5454 
San  Carlos  Indian  Irrigation  Project,  AZ,  7942 
Wind  River  Irrigation  Project,  WY,  7940 


Indian 


Liquor  and  tobacco  sak  or  distributioa  ordinance: 
Absentee  Shawnee  Tribe,  OK,  14298 
Flandieau  Santee  Sioux  Tribe.  SD.  16330 
Omaha  Tribe  of  Nebraska,  8888 
Seneca  Nation  of  Indians,  NY,  6874 
Yankton  Sioux  Tribe,  SD,  19520 

Meetings: 
Tribal  consultation  on  Indian  education  topics, 
25740 

Metlakatla  Indian  Conununity,  AK;  child  custody, 
jurisdiction  reassumption.  11766,  16448 

Near-fcservation  designations;  Ust,  8882        ' 

Power  rate  adjustments: 
Mission  Valley  Power  UdUty,  MT,  S4S6,  31110 

Rejected  statute  of  limitations  claims;  list; 
cofTcction,  17042 

Tribal-State  Compacts  approval;  Class  III  (casino) 
gambling: 
Ak-Chin  Indian  Community,  AZ.  17006 
Assiniboine  and  Sioux  Tribes  of  Fort  Peck 

Reservation,  MT,  19526 
Chehalis  Reservation.  12534 
Cocur  d'Alene  Tribe,  ID,  8478 
Crow  Creek  Sioux  Tribe,  SD,  18326 
Jamestown  S'Klallam  Tribe,  WA,  26440 
Lower  Bwha  lOallam  Tribe,  WA,  9212 
Mescalero  Apache  Tribe  of  New  Mexico,  5166 
Mississippi  Band  of  Choctaw  Indians,  6600 
Muckleshoot  Indian  Tribe,  27186 
Northern  Cheyenne  Tribe,  WA,  26438 
Oneida  Indian  Nation  of  New  York,  33160 
Rosebud  Sioux  Tribe,  SD,  19518 
Sisseton-Wahpeton  Sioux  Tribe,  ND.  6973 
Swinomish  Indian  Tribal  Community,  WA, 

9466    - 
Upper  Skagit  Indian  Tribe,  12536 


^ 
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Indian  Health  Service 

NOTICES 

Grant  and  C(x>perative  agreement  awards: 
Indian  health  scholarship  progi&m;  recipients 
list,  7144 
Grants  and  cooperative  agreements;  availability, 
etc.:  ' 

American  Indian/Alaska  Native  tribal 
organizations — 
Tribal  management  program,  13635 
Tribal  recruitment  and  retention  of  heahh 
professionals  into  Indian  health 
programs,  18100 
American  Indians/ Alaska  Natives — 
Adolescent  health  centers,  29831 
Mental  health  services;  tribal  demonstration 
projects,  26332 
Health  professions  preparatory,  pregraduate,  and 

Indian  health  professions  scholarship 
/^    program.  21471 

Indian  health  service  research  program,  35021 
Nursing  recruitment  program  for  Indians,  30791 
^    Nursing  recruitment  program  for  Indians; 
I  conectioa.  35025 

Research  program.  26334 
Rational  Environmental  Policy  Act;  categorical 
exclusions,  list.  569 

formation  Security  Oversight  Office 

NOTICES 

National  security  classification  system  changes; 
hearing.  29480 


Inspector  General  Office,  Health  and 
■    Human  Services  Department 

RULES 

Medicare  and  medicaid  programs: 
Fraud  and  abuse — 
Sanction  and  civil  money  penalty  provisions; 
implementation,  5617 
Medicare  programs: 
Fraud  and  abuse;  health  care  plan  protection; 
safe  harbors;  establishment,  2989 

PROPOSED  RULES 

Medicare  and  medicaid  programs: 
Prepaid  health  care  organizations;  physician 
incentive  plans  requirements.  8568 

Inter-American  Foundation 

NOTICES 

Meetings;  Sunshine  Act,  17304 

Interior  Department 

See  Fish  and  Wildlife  Service;  Geological  Survey; 
Indian  Affairs  Bureau;  Land  Management 
Bureau;  Minerals  Management  Service; 
Mines  Bureau;  National  Park  Service; 
Reclamation  Bureau;  Surface  Mining 
Reclamation  and  Enforcement  Office 

RULES 

Conflicts  of  interest,  32446 

Hearings  and  appeal  procedures,  4939 

PROPOSED  RULES 

Freedom  of  Information  Act: 
Employees  as  witnesses,  and  production  of 
documents  for  judicial  or  administrative 
proceedings.  4635 
Native  American  Graves  Protection  and 

Repatriation  Act;  implementation,  31122 
Regulatory  agenda,  24442 

NOTICES 

Air  pollution;  adverse  impact  .determinations: 
Denali  National  Park  and  Preserve,  AK,  8058 
Theodore  Roosevelt  National  Park  et  al.,  13639 
Committees;  estabUshment,  renewal,  termination, 
etc.;  ^ 

Exxon  Valdez  Oil  Spill  Public-Advisoiy  Group, 

25998 
National  Cooperative  Geologic  Mapping 
Program  Advisory  Conunittee,  3963 
Spott  Fishing  and  Boating^  Paitnership  Council, 
6128 
Grazing  administration;  1993  grazing  fee,  5014 
Meetings: 
Exxon  Valdez  Oil  Spill  Public  Advisory  Group, 

4713,  14418.  25843.  33277 
Indian  Affairs  Bureau  Reorganization  Joint 
Tribal/BIA/DOI  Advisory  Task  Force, 
7570.  26340 
National  Environmental  Policy  Act; 
implementation.  13348,  34816 
Take  Pride  in  America  program;  donation  and 
soUcitation  policy  guideUnes;  establishment, 
6000 
Transactions  between  nonprofit  organizations  and 
Interior  Depaitment;  guidelines  withdrawn, 
6003 
Watches  and  watch  movements;  allocation  of  duty 
exemptions: 
Virgin  Islands.  26119 

Internal  Revenue  Service 

RULES 

Excise  taxes:' 
Form  720  procedures;  correction,  6575 


Ozone  layer  depleting  chemicals  and  products 
containing  chemicals 
Correction,  14517 
Federal  regulatory  review,  25556 
federal  regulatory  review;  correction,  26524 
Income  taxes: 
Affiliated  group;  definition.  29028 
Affiliated  group;  definition;  correction,  7041, 

16349 
Arbitrage  and  related  restrictions — 

Tax-exempt  bonds,  33510 
Branch  profits  tax;  correction,  17166 
Cash  in  excess  of  $10,000  received  in  trade  - 
or  business;  reporting  requirements; 
conection,  16496 
Casualty  and  theft  losses  and  loss 

reimbursements,  13706 
Consolidated  return  regulations —       I 
Deferred  gain  or  loss,  13409  I 

Dual  consolidated  losses  treatment;  coirection, 

13412 
Election,  revocation,  termination,  and  tax  effect 
of  Subchapter  S  status;  correction,  3330, 
15274 
Enhanced  oil  recovery  credit;  correction,  6678, 

7987 
Federal  financial  assistance  received  by 
financially  troubled  bank  or  thrift 
institution,  or  in  connection  with 
acquisition,  18148 
Foreign  corporations;  corporate  distribiitions, 
5927 
Correction,  11099 
Foreign  earned  income  and  housing  cdst 
amounts;  valid  election  exclusion; 
extension,  34885 
.  Fringe  benefits;  taxation  and  exclusions  from 
gross  income  (use  of  company  cats,  etc.) 
Correction,  7296 
Intercompany  transfer  pricing  regulations,  5263, 

17775,  28921 
Leased  passenger  automobiles  and  other  listed 

property;  inclusions  in  income,  19060 
Low-income  housing  credit  requirements — 
Monitoring  compliance  procedure;  conection, 
7747 
Nuclear  decommissioning  fund  qualification  . 

requirements;  conection,  7988 
Oil  and  gas  wells;  percentage  depletion 

limitations;  correction,  6678 
Passive  active  losses  and  credits;  limitations, 

11537 
Passive  activity  losses  and  credits  limitation; 
technical  amendments;  correction,  29535 
Passive  foreign  investment  companies; 
shareholders  (election  under  1291); 
correction,  13413 
Policy  acquisition  expenses;  capitalization; 

correction.  7987.  9245 
Qualified  business  unit  functional  currency 
definition.  231 
Correction,  10997 
Qualified  retirement  plans,  etc. — 
Cash  or  deferred  arrangements,  18448 
Nondiscrimination  requirements  and 

miscellaneous  amendments;  correction, 
14150 
Real  estate  mortgage  investment  conduits: 

conection,  8098,  15089 
Related  foreign  persons;  owed  amounts 
deductions,  235 
Correction,  8098 
Resident  alien;  definition;  correction,  17516 
Returns  relating  to  cash  in  excess  of  $10,0(X) 

received  in  trade  or  business,  33763 
Settlement  funds,  etc.;  tax  treatment;  correction, 
7865 
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Telefile  voice  signature  test;  implementation, 
4079 
Correction,  1S089 
Procedure  and  administration: 
Bank  accounts  subject  to  levy;  21 -day  holding 

period,  16 
Elections  and  relief  applications;  extension, 

34886 
Levy,  effect  of  .honoring;  and  authority  to 
release  levy  and  return  property,  3827 
Time  and  place  of  examination,  17517 
Procedure  and  elimination: 
Limited  partnerships;  conpnuity  of  life,  28501 

PROPOSED  RULES 

Employment  taxes  and  collection  of  income  taxes 
at  source: 
Debt  obligations:  registration  requirements, 

sanctions  on  issuers,  etc.,  5316 
Railroad  Retirement  Tax  Act  regulations — 
Supplemental  annuity  tax,  28371 
Update.  28366 
Railroad  unemployment  repayment  tax; 

quarterly  payments  requirements,  28374 
Underpayments;  interest-free  adjustments,  8726 
Estate  and  gift  taxes: 
Generation-skipping  transfer  tax,  7497 
Correction,  6854.  15314 
Hearing,  4372,  6470 
Marital  deduction  provisions;  changes.  305 
Correction.  15313 
Hearing,  322,  4125 
Excise  taxes: 
Marital  deduction  provisions;  changes,  305 

Hearing,  322,  4125 
Ozone  layer  depleting  chemicals;  exports,  4625. 
25791 
Correction.  8099 
Petroleum  tax  on  natural  gasoline,  21963 
Federal  regulatory  review;  withdrawn,  25587 
Income  ta.\es: 
Consolidated  return  regulations — 
Alternative  minimum  tax;  correction,  7845, 
8027 
Corporate  net  operating  loss  carryforwards; 
limitations,  27498 
Correction.  7179,  10997 
Hearing,  27503 
Credit  for  qualified  electric  vehicles  and 
deduction  for  clean-fiwl  vehicles  and 
refueling  property.  32317.  33986 
Debt  instruments  with  original  issue  discount; 
imputed  interest  on  deferred  payment  sales 
or  exchanges  of  property;  correction,  8098. 
21692  \ 

[)ebt  obligations;  registration  requirements. 

sanctions  on  issuers,  etc.,  5316 
Discharge  of  indebtedness 

Hearing.  3522 
Dividends  received  deduction  holding  period 
reduced  for  periods  where  risk  of  l^s^ 
diminished.  30727 
Foreign  corptorations:  taxable  year  changes.  290 
Foreign  deferred  compensation  plans; 

deductions  and  reductions  in  earnings  and 
profits  (or  accumulated  profits),  27219, 
34842 
Correction.  34970 
Hearing.  27250 
Income  and  loss  allocations;  periods  before  and 
after  date  of  loss  corporation  ownership 
change 
Hearing  cancellation.  9553 
Intercompany  transfer  pricing  regulations.  5310. 
29028.  32473 
Hearing,  27503 
Life  insurance,  qualified  accelerated  death 
benefits;  correction,  6854 


Low-income  housing  credit — 
Administrative  errors  and  omissions,  etc.; 

hearing,  44,  47 
Carryover  allocations,  7497 
Marital  deduction  provisions;  changes,  305 
Correction,  15313 
Hearing,  322.  4125 
Nuclear  power  plant  interest  disposition; 

correction,  15312 
Partnerships;  treatment  as  qualified  tax  exempt 
organization;  hearing  cancellation,  8027, 
15818 
Passive  foreign  investment  companies; 

shareholders  treatment;  correction,  14531, 
25703 
Points  paid  on  residential  mortgages;  recipient 
repotting  requirements;  correction,  7845, 
8027 
Preparer  penalties;  manual  signature 
requirement,  21548 
Correction.  29560 
Property  contributed  to  partiiership;  allocations 
reflecting  built-in  gain  or  loss;  correction. 
6854 
Qualified  business  unit;  change  to  dollar 
approximate  separate  transactions 
accounting  method,  300.  1S313 
Correction,  11290 

Qualified  retirement  plans,  etc. 

Cash  or  deferred  arrangements,  43,  8098, 

15313,  25703 
Compensation;  definition,  21412,  21426 
Minimum  coverage  requirennents,  21417, 

21426 
Nondiscrimination  requirements,  3876,  6103 
Permitted  disparity  with  respect  to  benefits' 
and  contributions.  21426 
Research  or'>experimental  expenditures.  15819 

Hearing,  15818 
Scholarships  and  fellowship  grants;  determining 

source  special  rules.  33060 
Tax-exempt  organizations'  income  from 
corporate  sponsorship;  taxation,  5687 
Correction,  6923,  9597 
Hearing,  5691 
TeleFile  voice  signature  test;  implementation; 

cross-reference.  4125 
Valuation  misstatements;  imposition  of 

accuracy-related  penalty.  5304 
Valuation  tables 
Correction.  6922,  17557 
Procedure  and  administration: 
Passport  and  permanent  residence  ai^licants; 
information  reporting;  correction,  6854 
Place  for  filing  lien  on  personal  property,  21550 

Correction,  29560 
Taxable  mortgage  pools;  hearing,  18185 
Tax  collection  by  levy  and  distraint;  correction, 

3331,  7761 
Taxpayers  involved  in  administrative 

proceedings;  reasonable  administrative 
costs  recovery;  correction,  9597,  15314 
Regulatory  agenda.  24811 

NOTICES 

Art  Advisory  Panel;  closed  meetings;  report 

availability,  13125  Z' 

Committees;  establishment,  renewal,  termination,  . 

etc.: 
Information  Reporting  Program  Advisory 
Committee,  21772 
Debt  Collection  Act  of  1982;  delinquent  Federal 

indebtedness  disclosure  to  credit  bureaus, 

30217 
Electronic/magnetic  fiUpgr^Rms  940,  941.  and 

941E,  29024 
Electronic/magnetic  filing;  information  return  of 

U.S.  pensons  with  respect  to  foreign 

corpcvations  (Form  5471),  17640 


Employee  benefit  plans;  prohibited  transaction 
exemptions: 

ApoUo  Fund,  LP..  28614 
Inflation  adjustment  factor  and  reference  price: 

Fuel  credit,  nonconventional  sources,  17302 

Renewable  electricity  production  credit,  16737 
Meetings: 

Alt  Advisory  Panel,  16443 

Commissioner's  Advisory  Group,  32413 

Information  Reporting  Program  Advisory 
Committee,  26382 
Organization,  functions,  and  authority  delegations: 

Acting  Commissioner,  6159 

Assistant  Commissioner  (Employee  Plans  and 
Exempt  Organizations).  13522 

Commissioner  of  Internal  Revenue.  33141 

District  Directors  et  al..  32567 

Regional  Commissioner,  Southwest  Region. 
27770 

Technical  Assistant.  13824 
PubUc  electronic  communications  consortium; 

feasibility,  30218 
Senior  Executive  Service: 

Performance  Review  Board;  membership,  6572 
Taxable  substances,  imported: 

Perchloroethylene.  etc.;  conection.  27617 

International  Boundary  and  Water 
Commission,  United  States  and 
Mexico 

NOTICES 

Environmental  statements;  availability,  etc.: 
Rio  Grande  American  Canal  extension  project. 
El  Paso,  TX,  12250 

International  Broadcasting  Board 
NO-ncES 

Meetings;  Sunshine  Act.  6435 

International  Development 
Cooperation  Agency 

See  Agency  for  International  Development; 
Overseas  Private  Investment  Corporation 

International  Trade  Administration 

RULES 

Watch-duty  exemption  program: 
Dutylexemption  entitiement  allocations  in 
Virgin  Islands.  Guam,  American  Samoa, 
and  Northern  Mariana  Islands,  21347 

PROPOSED  RULES 

Watch  d  jty-exemption  program: 
Duty-  ixemption  entitlement  allocations  in 
\  irgin  Islands.  Guam.  American  Samoa, 
d  Northern  Mariana  Islands,  4947 


\ 
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NOTK 

AntidumpA 
3.S-inch  )nicrodisks  and  coated  media  from — 

Japan,  ^58.  28549 
64K  dynamic  random  access  memory  • 

components  from — 
Japan,  33619 
Acetylsalicylic  acid  from  Turkey,  11208 
Acrylic  yam  (spun)  from — 

Japan,  30766 
Active  matrix  liquid  crystal  high  informatioii 
content  flat  panel  displays  and  display 
glass  from—.  4979 
Japan,  34409 
Alloy  and  carbon  hot-rolled  bars.  rods,  and 
semifinished  products  of  special  bar  quality 
engineered  steel  from — 


47 


International 


Brazil.  3533,  8254 
Antifriction  beaiings  (other  than  tapered  roller 
bearings)  and  parts  from — 

France.  25606 

France  et  al..  34563 

Germany,  25610 

Italy,  25613 

Japan,  25616 

Singapore,  25620 

Sweden,  25622 

Thailand,  25625 

United  Kingdom,  25627 
Ball  bearings  and  pans  from — 

Italy  et  al..  12932 

Romania.  25630  > 

Barbed  wire  and  barless  feacing  wire  from 

Argentina.  5356 
Bahum  carbonate  from — 

Germany.  33610 
Bicycle  speedometers  from — 

Japan.  27707 
Brass  sheet  and  strip  from — 

Canada.  6615.  33610 

France.  11585 
Calcium  aluminate  cement  clinker  firom — 

France.  21971 
Canned  baitlett  pears  from  Australia.  11586 
Carbon  steel  butt-weld  pipe  fittings  from — 

Japan.  8736.  17380 
Carbon  steel  plate  from — 

Taiwan.  33618 
Carton  closing  staples  and  stapling  machines 

from  Sweden.  12931 
Chloropicrin  from  China.  11586 
Circular  pipes  and  tubes  £rom — 

Taiwan.  33795 
Gear  plate  and  float  glass  from  Japan,  8736 
Cold-rolled  carbon  steel  flat  products  from — 

Argentina.  7066,  8736 

Austria,  7073 

Belgium.  13056 

Canada.  14557 

Italy.  7100.  8254 

Japu.  9559.  29385 

Spain.  7120 
Color  television  receivers,  except  for  video 
monitors,  from — ,  4148 

Taiwan.  34415 
Commercial  grade  amorphous  silica  fUament 

fabric  from  Japan,  14200 
Compact  ductile  iron  waterworks  fittings  and 
accessofies  from — ,  8930.  12220 

China.  26960 
Corrosion-resistant  carbon  steel  flat  products 
(1t9m — 

Australia.  26287.  28550 

iapm,  9559 

Mexico,  7071.7111,9559 
Cotrosioa-resistant  caibon  steel  products  from — 

Mexico,  11835 
Cut-to-length  caibon  steel  plate  from — 

Finland,  7090 

Italy,  7100.  8254 

Mexico,  14200 

Poland,  7116,21143 

Romania.  7118.  12025.  28550 

Spain.  7120 

Sweden.  7122 

United  Kingdom.  7124 
Defrost  timers  from  Japan.  8255 
Dr>-  film  photoresist  from  Japan,  13739 
Dynamic  random  access  memory 

semiconductors  of  one  megabit  and  above 
from—,  15467 


i 


Korea.  27520 
Electrolytic  manganese  dioxide  from — 

Japan.  28551 
Feirosilicon  from — 

Argentina.  27534 

Brazil  et  al.,  7529 

China.  5356.  13448 

Egypt.  34564 

Kazakhstan  et  al..  79.  13050.  18079 

Russian  Federation,  29192 

Venezuela,  27522 

Venezuela  et  al..  1 1586.  34243 
Forged  stainless  steel  flanges  from — 

India.  29195 

Taiwan,  30144 
Fresh  and  chilled  Atlantic  salmon  from — 

Norway,  17380 
Fresh  cut  flowers  from — 

Canada.  11587.33616 

(^olombia.  31010 
Grahular  polytetrafluort)ethylene  resin  from 

Italy,  26100 
Gray  Portland  cement  and  clinker  from — 

Japan.  21442 

Mexico.  4980,  6113,  25803,  33071 
Helical  spring  lock  washers  from — 

China.  6619,  26112 

Taiwan,  11027,  27709,  34567 
Hot-rolled  caibon  steel  flat  products,  etc.. 
from — 

Belgium.  7075 

Brazil.  7080.  18201,  28393 

Canada.  7085.  12220 

France.  7091.^12932 

Germany.  7095 

Japan.  7103,  21444 

Korea.  7106 

Netheilands,  7113 
Hot-rolled  caibon  steel  flat  products  from — 

Japan.  9559 

Korea.  14558 
Hot-rolled  lead  and  bismuth  caibon  steel 
products  from — 

Brazil.  6202 

Brazil  et  al..  15324 

France.  6203 

France  et  al..  4981 

Geimany,  6205 

United  Kingdom.  6207 
Impression  fabric  of  man-made  fiber  frx>m — 

Japan.  33796 

Industrial  belts  and  components  and  parts,  cured 
or  uncured.  from —  s 

Japan.  6777.  30018 
Industrial  nitrocellulose  from — 

Brazil.  27537 
Industrial  phosphoric  acid  from — 

Belgium.  80 
Large  electric  motors  from — 

Japan.  14558 
Large  power  tiansformen  from — 

Italy.  33617    , 
Low-fuming  brazing  copper  wire  and  rod  from 
South  Africa.  80.  11397 


Malleable  cast  iron  pipe  fittings  from — 

Brazil.  33796 

Taiwan.  21444 
Malleable  cast  iron  pipe  fittings,  other  than 
grooved,  from — 

South  Korea,  33796 
Melamine  from — 

Japan,  8737,  17382 
New  steel  rail,  except  light  rail,  from — 

United  Kingdom.  9145 
New  steel  rail  from — 

Canada.  29385 
Nitrile  rubber  fix)m — 

Japan,  33618 
Nitromethane  from — 

China.  33617 
Oil  country  tubular  goods  from — 

Taiwan,  33616 
Oscillating  and  ceiling  fans  from  China,  6474 
Oscillating  fans  from — 

China,  30026 
Pads  for  woodwind  instrument  keys  froin-|- 

Italy,  14558,  17382.  30015 
Pipe  fittings  fix)m — 

Taiwan.  33797 
PolychloRiprene  rubber  from  J^an.  6619 
Porcclain-on-steel  cooking  ware  from — 

Mexico,  32095 

Taiwan.  8737 
Portable  electric  typewriters  from — 

Japan.  32513 

Singapore.  7534,  12025 
Portland  cement  from — 

Dominican  Repubbc,  33797 
Potassium  chloride  from  Canada,  12220 
Professional  electric  cutting  and  sanding/ 

grinding  tools  from  Japan,  81,  4981,  30144 
Racing  plates  (aluminum  horseshoes)  from 

Canada,  9559 
Roller  chain,  other  than  bicycle,  from — 

Japan.  11397.30769 

Ciropelled  bituminous  paving  equipment, 
eplacement  parts,  from  Canada,  15481, 
9405 
business  telephone  systems  and 
subassemblies  from — 

Korea.  8738 

Taiwan,  6620 
Sodiiun  thiosulfate  firom — 

China.  12934 
Sorbitol  from  France,  19406 
Spun  acrylic  yam  from  Japan,  19407 
Stainless  steel  butt-weld  pipe  fittings  from — 

Korea.  11029 

Taiwan.  4982.  28556 
Stainless  steel  cooking  ware  bom — 

Taiwan.  80.  13584 
Stainless  steel  flanges  from — 

India.  6619 

Taiwan,  6619 
Stainless  steel  plate  from — 

Sweden,  33619 
Stainless  steel  welded  pipe  from — 

Malaysia,  13742 
Stainless  steel  wire  rods  from  Brazil  et  al.,  6115 
Stainless  steel  wire  rods  from — 

Brazil  et  al.,  26531 
Standard  carnations  from  Kenya,  19407 
Steel  jacks  from  Canada,  18201 
Steel  products  from  Argentina  et  al.,  13056 
Steel  products  from — 

Korea.  29568 

Mexico,  29568 
Steel  wire  rod  from — 

Brazil  et  al.,  29195 
Steel  wire  rope  from  — 

Korea.  11029,  16397 

Mexico.  7531.  16173 
Sugar  and  synips  from  Canada.  19407 
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Sugar  from —  ^ 

Belgium,  33620 
France.  33620 
Gcnnany,  33620 
Sulfanilic  acid  from — 
Hungary,  8256 
India,  3251,  12025 
Sulfur  dyes,  including  sulfur  vat  dyes,  from — 
China,  7537 

India,  6212,  11835.  26532 
United  Kingdom,  3253 
Sweaters  wholly  or  in  chief  weight  of  mait 
made  fiber  from — 
Taiwan,  32644 
Television  receivers,  monochrome  and  color, 

from  Japan,  11211 
Titanium  sponge  from — 

Japan.  18202 
Uranium  from — 
Kazakhstan  et.  al..  19650 
Tajikistan.  29197 
Ukraine.  21144 
Welded  carbon  steel  small  diameter  and  light- 
walled  rectangular  pipes  and  tubes  frofn 
Singapore.  18203 
Welded  stainless  steel  butt-weld  pipe  fittings 
from — 
Taiwan.  33250 
Antidumping  and  countervailing  duties: 
Administrative  protective  orders;  violations 

sanctions,  25631.  34415 
Administrative  review  requests.  4148,  8739. 
11026,  12931,  13583,  16397,  18374, 
25802,  26960,  30767,  31941,  34414 
Cheese  quota;  foreign  government  subsidies: 

Quaiteriy  update,  17205 
Countervailing  duties: 
Acetylsalicylic  acid  (aspirin)  from  Turkey,  6213 
Antifriction  bearings  (other  than  tapered  roller 
bearings)  and  parts  from — 
Singapore,  33251  "^T^ 

Ball  bearings  and  parts  from —  . 

Thailand.  16174  ^ 

Brass  sheet  and  strip  from — 

France,  11842.29386 
Carbon  steel  flat  products  from — 

South  Africa,  32515 
Castor  oil  products  from — 

Brazil,  11843,  29386 
Ceramic  tile  from  Mexico,  6778 
Corrosion-resistant  carbon  steel  flat  products 
and  cut-to-length  carbon  steel  plate  from 
Mexico,  18203 
Cotton  sheeting  and  sateen  from — 

Peru,  6474,  6622,  29386 
Cotton  shop  towels  from —  . 
Pakistan,  32104  I 

Cotton  yam  from — 
Brazil  6779 

Peru,  6475,  6623,  29386 
Deformed  steel  concrete  reinforcing  bar  from 

Peru,  84 
Ferrosilicon  from  Venezuela,  27539 
Fresh  cut  flowers  from — 

Peni,  17206,  32518 
Hot  rolled  lead  and  bismuth  carbon  steel 
products  from — 
Brazil,  85,  6213,  15324 
France.  6221.  15326 
France  et  al..  4981 
Germany,  6233.  15325 
United  Kingdom,  6237,  15327 
Live  swine  from  Canada.  261 15 
.     Oil  country  tubular  goods  from  Istael,  1 1843. 
'    29387 
Pig  iron  from  Brazil.  6246.  16398 


Pistachios,  in-shell,  from — 

Iran.  11844.29387 
Stainless  steel  cooking  ware  from — 
Korea,  85.  18375 
Taiwan,  85,  17206 
Standard  carnations  from  Chile,  29387 
Standard  carnations  from — 
Canada,  11844 
Chile,  11844 
Steel  products  firom — 
Austria  et  al.,  12935 
Germany,  19876 
Korea,  14200,  27995 
Sulfanilic  acid  from — 

India.  3259,  12025.  12026 
Textile  mill  products  and  apparel  from^ 
Argentink4151 
Mexico,  ^51 
Thailand,  4151 
Textile  mill  products  from — 

Argentina,  ot  al.,  4150 
Textiles  and  textile  products  (men's  and  boys' 

woolen  gannents)  from  Argentina.  86 
Welded  carbon  steel  pipe  and  tube  products 
from—.  11845 
Turt^,  29388 
Export  trade  certificates  of  review,  3007,  4410, 
6950,  7212,  8584,  13447,  15841,  17572, 
,     19652,  27268,  29388.  31942,  33073,  34989. 
34990 
Foreign  buyer  program;  domestic  trade  shows 

support  30092 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Market  development  cooperator  program,  4153 
Trade  fair  certification  program,  34518 
Meetings: 
Automotive  Parts  Advisory  Committee,  6779, 

19089 
Exporters'  Textile  Acfvisory  Committee,  12937, 

15323 
President's  Export  Council,  3261 
Scope  r\ilings;  list,  11209,  27542 
Special  export  permit  detenninations: 
Machining  center  frames  and  machining  centers, 
3536 
Trade  fair  certification  program;  support  for 
privately  organized  international  trade  fairs. 
26116 
United  States-Canada  free-trade  agreenKnt; 
binational  panel  reviews:,  11210 
Flat  hot-rolled  carbon  steel  sheet  products 
from — 
United  States.  34421 
Gypsum  board  from  United  States,  6951,  14377 
Hot-rolled  carbon  steel  plate  and  high-strength 
low-alloy  plate  from — 
United  States,  34420 
Live  swine  from  Canada,  7768,  2144S,  21972 
Live  swine  from — 

Canada,  34422 
Machine  tufted  carpeting  from— 

United  States,  33255 
sSelf-propelled  bituminous  paving  equipment 
y        from  Canada,  14377 

Softwood  lumber  products  from  Canada,  29809 
Tomato  paste  in  containers  larger  than  100  fluid 
ounces  from — ,  21445 
United  States,  34423        ^^^^ 
Watches  and  watch  movements;  allocation  of 
duty-exemptions: 
Virgin  Islands,  26119 
Applications,  hearings,  determinations,  etc.: 
Agriculture  Department  et  al.,  34028 
American  Red  Cross  et  al.,  31012 
Brooklyn  College  of  City  University  of  New 
Yorketal.,  11587 


Intemationel 

Children's  Medical  Center  et  al.,  34029 

Oty  of  Chicago  et  al..  1 1588 

Colorado  State  University  et  al..  12938 

Federal  Highway  Administration.  11588 

Geological  Survey,  31013 

Geological  Survey  et  al.,  4977 

Good  Samaritan  Hospital  and  Medical  Center 

et  al..  34030 
Kansas  State  University  et  al..  13449 
Loyola  University  Medical  Center  et  al..  21972 
Massachusetts  Institute  of  Technology  et  al., 

7545,  14559 
Mayo  Clinic  et  al.,  31013 
Michigan  State  University  et  al.,  27266 
National  Oceanic  and  Atmospheric 

Administration,  4978,  27267 
Naval  Hospital  Oakland  et  al.,  17861 
Pennsylvania  State  University,  21282 
Pennsylvania  State  University  et  al.,  12938 
Purdue  University  et  al.,  28953 
Research  Foundation  of  SUNY  at  Albany  et' 

al,  31013 
Rutgers  University.  16176.  21282 
Southwest  Missouri  State  University  et  al., 

34566 
State  University  of  New  York  et  al.,  13449 
Texas  A&M  Research  Foundation,  21282 
Texas  A&M  University,  34244 
Transportation  Department  et  al.,  17861 
University  of — 

California,  21282.  21283 

California  et  al..  11588 

Colorado,  21283 

Connecticut,  26533 

Georgia  et  al.,  34030 

Georgia  Research  Foundation  et  al.,  17862 
Vanderbilt  University,  7546 
Washington  University  et  al.,  7546,  21973 
Yale  University  et  al.,  21283 

International  Trade  Commission 

PROPOSED  RULES 

Practice  and  procedure: 
Imports  sold  at  less  than  fair  value  or  subsidized 
exports  to  U.S.;  injury  to  domestic 
industries;  investigations,  19638 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  30809 
Harmonized  Tariff  Schedule,  U.S.: 

Modifications;  investigation  and  hearing,  29433 
Import  investigations: 
Administrative  protective  orders — 
Breaches  investigation  summary,  21991 
Violations  sanctions,  21752 
Anisotropically  etched  one  megabit  and  greater 
DRAMS,  components,  and  products 
containing  DRAMS,  8110 
Anti-theft  deactivatable  resonanai  tags  and 

components,  13277.  16202,  18110 
Bulk  bags  and  process  for  making  same,  6011, 

6974,8061.  12252 
Calcium  aluminate  cement  and  cement  clinker 

from  France,  31051 
Calcium  aluminate  cement  clinker  from — 

France,  18227 
Circuit  board  testers,  7246,  14223,  16202, 

21994,  29434,  35041 
Commercial  food  portioners,  components, 
including  software,  and  process,  12253, 
16846,  35041 
Compact  ductile  iron  waterworks  fittings  and 

accessories  from  China.  1 3278 
Condensers,  parts  thereof,  and  products 

containing  same,  including  air  conditioners 
for  automobiles,  4717,  31978 
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Cordage  products  from — 
Cosu  Rica  et  al.,  3SS6 
Cutting  toots  for  fleuble  plastic  conduit  and 
components.  4180.  122S3.  16203.  21994. 
28446 
Daily  products.  13279 
Defrost  timers  from  Japan.  6296.  14422 
Diltiazem  hydrochlohde  and  preparations. 

34063 
Diltiazem  hydrocholoiide  and  diltiazem 

preparations,  16846 
Dry  film  photoresist  fiom — 

Japan.  4443.  26795 
Dynamic  random  access  memories  of  one 

megabit  and  above  from  Korea,  28036 
Enterprise  for  the  Americas  Initiative;  regional 
economic  trends  and  summary  of  likely 
effects  of  hemisphetic  free  trade  zone, 
S414 
Erasable  programmable  read  only  memories, 
components,  products  containing  memories, 
and  processes  for  making  memories,  16203 
Extruded  rubber  thread,  4717 
FerrtKilicon  from — 
BrazU.  5413 
Brazil  et  al..  12973 
China.  13S03 
Egypt,  5413 

Kazakhstan  and  Ukraine,  16847 
Russia  et  al .  34064 
Flat-rolled  carbon  steel  products  from — 

Argentina  et  al..  8974.  14590 
Gray  Portland  cement  and  cement  clinker 
from — 
Japan.  32547 
Helical  spring  iockwashers  from — 
China.  26347 
Taiwan.  13280.  34590 
High-information  content  flat  panel  displays  and 

subassemblies  from  Japan.  7245 
Hot-rolled  lead  and  bismuth  carbon  steel 
products  from — 
Brazil  etal.  4181.  14422 
In-line  roller  skates  with  ventilated  boots  and 
with  axle  aperture  plugs  and  component 
patu.  16204,  26796,  28036,  29434,  33281 
Integrated  circuit  teleconmiunication  chips  and 
imxhicts  containing  same,  including  dialing 
apparatus.  4181.  11244,  16205.  21994, 
33280,  35042 
Internal  mixing  devices  and  components,  5756, 

8973 
Magnetic  switches  for  coaxial  transmission  lines 
and  prtxlucts  containing  same,  5414,  35043 
Mechanical  gear  couplings  and  components, 

30810 
Multifiber  agreement;  U.S.  textiles  and  apparel 

imports;  annual  report,  34064 
New  steel  rails  from  United  Kingdom,  18110 
Pads  for  woodwind  keys  from — 

Italy,  33282 
Personal  computers  with  memory  management 
information  stored  in  external  memory  and 
related  materials,  33283 
Plastic  encapsulated  integrated  circuits,  6643 
Portable  electric  typewriters  from — 

Singapore.  16205,  35043 
Professional  electric  cutting  and  sanding/ 

grinding  tools  from  Japan,  6975 
Recombinantly  produced  human  growth 

hormones.  267% 
Removable  hard  disk  cartridges  and  products. 

30810 
Silicon  carbide  from — 

China.  35044 
Special  quality  carbon  and  alloy  hot-rolled  steel 
bars  and  semifinished  products  from  Brazil. 
6976 


Specimen  container  systems  and  components 
including  aligimient  indicator  labels,  and 
method  of  use. .  12973.  18111 
Sputtered  carbon  coated  conoputer  disks  and 
products  containing  same,  including  disk 
drives,  26797 
Stainless  steel  butt-weld  pipe  fittings  from 

Korea,  11245 
Stainless  steel  butt-weld  pipe  fittings  from — 

Taiwan,  32363 
Stainless  steel  flanges  from — 
India.  11245 
India  et  al.,  3967 
Taiwan,  3967,  11245 
Stainless  steel  plate  from  Sweden,  35044 
Stainless  steel  wire  rod  from — 

Brazil  etal..  3966.  11245 
Static  random  acces.«  menKMies.  components, 
and  products  containing  same.  4181,  6296, 
6977 
Steel  wire  rod  from — 
Brazil  et  al..  33280 
Steel  wire  rope  fiom — 

Korea  et  al.,  16206 
Sulfanilic  acid  from — 
Hungary,  353.  11246 
India,  11246 
Sulfiir  dyes  fiom — 
India.  4444.  13281,  19841 
United  Kingdom,  4444.  11246 
Uranium  from — 
Tajikistan.  29635 
Ukraine,J6798 
Vf^ded  staiiii^rsteel  pipe  from  Malaysia. 

\  11247 
Woodworking  accessories.  4718.  3081 1 
Meetings;  Sunshine  Act.  7038.  7843.  8818,  11098, 
12061,  13126,  15521,  16581,  16913.  18303, 
19700,  21332,  27059.  29025,  30086.  32171. 
33300,  34498  • 

Senior  Executive  Service: 
Performance  Review  Boards;  membership. 
35046 
U.S.  international  trade  relief  laws;  proposed 
reorganization  study,  12253 

Interstate  Commerce  Commission 

RULES 

Contracts  and  exemptions: 
Rail  general  exemption  authority — 
Transportation  equipment,  4355 
Motor  carriers: 
Interpretations  and  routing  regulations; 

incidental  for-hire  transportation,  11549, 
16124 
Single  State  insurance  registration,  26693. 
28932 
Organization,  functions,  and  authority  delegations: 

Proceedings  Office  et  al.,  29355 
Practice  and  procedure: 
Fte  billing  and  debt  collection,  7748,  17788 
Interest  rate  calculation;  procedures  revision, 

19359 
Recyclable  conunodities,  railroad  rates; 
exemptions,  27951 
Privacy  Act;  implementation,  15290,  28520 
Rail  carriers: 
Car  hire  conq>ensation;  bilateral  agreements  and 
arbitration  rale,  27678 

PROPOSED  RULES 

Bills  of  lading,  34775 

Contracts  and  exemptions: 
Rail  transportation  of  commodity  groups,  8030 
Rail  transportation  of  scrap  paper,  18072 
Used  motor  vehicle  rail  transportation,  6104 


Motor  carriers: 
Household  goods  shippers;  performance  reports, 
6912,  12573 
Practice  and  procedure:  | 

Railroad  consolidation  procedures — 
Class  exemption  for  transactions  within 
corporate  family.  6612  . 

Single  State  insurance  registration,  59!|1 
Privacy  Act;  implementation,  531 
Regulatory  agenda,  25364 
Tariffs  and  schedules: 
Electronic  tariff  filing.  19795 
Motor  tariff  regulations;  review.  14198 
Payment  of  discounts  by  motor  carriers  of 
property  to  nonpayer  of  freight  charges. 
32340 
Tariff  indexes,  3529 

NOTICES 

Agency  informtttion  collection  activities  under 
OMB  review.  5415.  15356.  15505,  29238 
Agreements  under  sections  5a  and  5b  applications 
for  approval,  etc.: 
Middlewest  Motor  Freight  Bureau,  Inc.,  et  al., 
18417 
Environmental  statements;  availability,  etc.: 
Burlington  Northern  Railroad  Co.,  12370, 

13503.  28415,  34064 
Consolidated  Rail  Corp.,  26799,  35046 
CSX  Transportation,  Inc.,  26006,  33106 
CSX  Transportation,  Inc.,  et  al.,  21595 
Delta  Southern  Railroad  Co.  et  al..  30812 
Gateway  Western  Railway  Co.,  16415 
Georgia  Northern  Railway  Co.  et  al.,  19467 
Norfolk  &  Western  Railway  Co.  et  al..  17282 
West  Virginia  Northern  Railroad,  Ltd.,  29238 
General  purpose  costing  system;  review,  21475 
Household  goods  transportation  in  interstate  or 
foreign  commerce;  publication  availability, 
35047 
Meetings;  Sunshine  Act,  8653,  14244,  21332, 

29025,  33144 
Motor  carriers: 
Adequacy  of  intercity  bus  service,  13282.  15506 
Agricultural  cooperative  transportation  fiUng 

notices,  27310.  29638.  32721 
Compensated  intercorporate  hauling  operations. 
3557,  6297,  7575,  8975,  11624,  13646, 
15506,  17428,  19841,  26156,  29636, 
31051,  31753 
Customer  account  codes  in  tariffs  publication; 
special  tariff  authorities;  reconsideration. 
3558 
Declaratory  order  petitions — 
Georgia-Pacific  Corp..  17428 
Hanson  Natural  Resources  Co..  21595 
New  Jersey,  12052 
Oneida  Motor  Freight.  Inc.,  26348 
Towing  &  Recovery  Association  of  America 
et  al.,  13089 
Fmance  applications,  3294.  26158,  28036 
Household  Goods  Carriers'  Bureau,  Inc.;  tariffs 
filed  by  non-participating  carriersN-. 
cancellation,  11419  ) 

Non-coal  proceedings;  rate  guidelines.  18461, 

19876 
Range  tariffs;  show  cause  proceedings.  3559 
Released  rates  authority;  household  goods. 

18111 
Tariff  filings;  monitoring.  14223 
Practice  and  procedure: 

Fee  billing  and  debt  collection.  1 1099 
Privacy  Act: 

Systems  of  records.  580.  15357 
Rail  carriers: 
Cost  of  capital;  railroad  industry's  aimual  rate 
27310 
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Cost  recovery  percentage,  12254,  15881 
Cost  recovery  procedures — 

Adjustment  factor,  15506,  34065 
Declaratory  order  petitions — 
Hanson  Natural  Resources  Co.,  12052,  18227, 
25848,  26985 
Direct  service  orders — 

Piatt  Valley  Railway,  4444,  13646 
Non-coal  proceedings;  rate  guidelines,  3295, 

8428,  12254,  18461,  19876 
State  intrastate  rail  rate  authority — 
New  Mexico,  17626 
Railroad  operation,  acquisition,  construction,  etc.: 
Albany  Bridge  Co.,  Inc.,  4182 
Atchison,  Topeka  &  Santa  Fe  Railway  Co., 

4182 
Atlantic  &  Gulf  Railroad,  7816 
Belt  Railway  Co.  of  Chicago,  14423 
Bradford  Industrial  Rail,  Inc.,  12254 
Broe  Companies,  Inc.,  582 
Burlington  Northern  Railroad  Co.,  3968,  6527, 

13503,  16416 
Carey  Short  Line  Corp.,  7896 
Central  Kansas  Railway,  Inc.,  3295 
Central  Vermont  Railway,  Inc.,  4444 
Chicago  &  North  Western  Transportation  Co. 

et  al.,  5757 
Chicago  Central  &  Pacific  Railroad  Co.,  26799 
Claussen,  H.  Peter,  et  al.,  6419 
Colorado  &  Wyoming  Railway  Co.,  16207 
Connecticut  Rail  Systems,  Inc..  16552,  17625 
Consolidated  Grain  &  Barge  Co.,  8428 
Consolidated  Rail  Corp.,  7896,  27747 
CSX  Corp.  et  al.,  16848,  26157 
CSX  Transportation,  Inc.,  13504,  15163 
Cundiff,  Gregory  B.,  14423 
Fox  River  Valley  Railroad  Corp.,  11625,  12255, 

14423 
Frick,  Daniel  R.,  18112 
Gateway  Western  Railway  Co.,  34481 
Genesee  &  Wyoming  Industries,  Inc.,  11625, 

16207 
Grand  Trunk  Corp.,  4182 
Grand  Trunk  Western  Raikx>ad,  Inc.,  4183 
Growth  Resources  of  Wellsboro  Foundation  et 

al.,  5415 
Hanson  Natural  Resources  Co.,  16692 
Illinois  Central  Raihnad  Co.,  31753 
Indiana  Harbor  Belt  Railroad  Co.,  19468 
Indiana  Hi-Rail  Corp.,  17282 
Kansas  City  Southern  Railway  Co.,  21752 
'  Kokomo  Rail  Co.,  Inc.,  et  al..  19843 
Kulmer,  Morris  H-.  et  al.,  4184 
Louisiana  &  Delta  Railroad,  Inc.,  3044 
Maine  Coast  Railroad  Corp.,  21753,  33944 
•  Molalla  Western  Railway,  13647 
New  Hampshire  &  Vermont  Railroad  Co., 

17627 
Norfolk  &  Western  RaUway  Co.,  21475,  26158, 

29638 
Oklahoma  Transportation  Department  et  al., 

5757 
Onondaga  County  Industrial  Development 

Agency,  29435  . 

Orange  County  Transportation  Authority  et  al., 
Oz^  Mountain  Railroad,  8061 
Peninsula  Corridor  Joint  Powers  Board,  32721 
Pioneer  Valley  Railroad  Co.,  Inc.,  28037 
PL&W  Railroad,  Inc.,  19468 
Providence  &  Worcester  Railroad  Co.,  29638 
RailTex.  Inc.,  21753 
Rail-West,  Inc.,  12599 
Rio  Valley  Railroad,  Inc.,  14424 
Robey,  Richard  D.,  5416 
Salt  Lake  City  Southern  Railroad  Co.,  Inc., 

21753 


Soo  Line  Railroad  Co.,  353 

Southern  Central  Rail  Group,  29239 

Southern  Electric  Railroad  Co.,  3970,  26799 

Southern  Pacific  Transportation  Co.,  32364 

SPCSL  Corp.,  32156 

St.  Louis  Southwestern  Railway  Co.,  34819 

Steuben  County  Industrial  Development  A^ncy 

et  al.,  9574 
Texas  Northeastern  Division,  Mid-Michigan 

Railroad,  Inc.,  13089 
TTX  Co.  et  al.,  30182 
Tulare  Valley  Railroad  Co.,  4184 
Union  Pacific  Corp.  et  al.,  11626 
Union  Pacific  Raibxwd  Co.,  33106 
Union  Railroad  of  Oregon,  28415 
Wheeling  &  Lake  Erie  Railway  Co.,  9220 
Willamette  &  Pacific  Railroad,  Inc.,  1 1629 
Willanjette  Valley  Railway  Co.,  12599 
Winamac  Southern  Railway  Co.,  18113,  117 
Railroad  services  abandonment: 
Aroostook  Valley  Railroad  Co.,  13797 
Austin  &  Northwestern  Railroad  Co.,  Inc., 

18112 
Boston  &  Maine  Corp.  et  al.,  30069 
Burlington  Northern  Railroad  Co.,  6527,  6977, 

17625,  26157,  28037,  30184 
Chicago  &  North  Western  Transportation  Co., 

3968,  15356,  26348,  29838 
ConsoUdated  Rail  Corp.,  6528,  7576,  8975, 

19140,  21595,  32721 
CSX  Transportation,  Inc.,  3969,  6807,  8428, 

8635,  15357,  16416,  18112,  19468,  19842, 

19843,  21596,  30069,  32364 
Curtis  Milbum  &  Eastern  Railroad  Co.,  5018 
Dakota,  Minnesota  &  Eastern  Railroad  Corp., 

5018 
Elgin,  Joliet  &  Eastem  Railway  Co.,  7816 
Florida  Central  Railroad  Co.,  Inc.,  32961 
Georgia  Northern  Railway  Co.,  17626,  21994 
Illinois  Central  Railroad  Co.,  6528 
Missouri  Pacific  Railroad  Co.,  582,  8769,  8975, 

11626    ^ 
Norfolk  &  V^tem  Railway  Co.,  3560,  3970, 

11419,  m62 
Norfolk  Southern  Railway  Co.,  26349,  34481 
Northwestern  Oklahoma  Railroad  Co.,  18113 
Southern  Pacific  Transportation  Co.,  582,  8636, 

13647,  19843 
T&P  Railway,  Inc.,  25656 
'  Union  Pacific  Railroad  Co.,  27583 
Visalia  Electric  Railroad  Co.,  6297 
West  Virginia  Northern  Railroad,  Ltd.,  27748 
Wheeling  &  Lake  Erie  Railway  Co.,  17627 
Wisconsin  Central,  Ltd.,  21317 
Water  carriers: 
Fmance  applications,  3294,  26158,  28036 

Joint  Board  for  Enrollment  of 
Actuaries 

NOTICES 

Meetings: 
Actuarial  Examinations  Advisory  Committee, 
12974,  31754 

Judicial  Conference  of  the  United 

States 
NOTICES 

Meetings: 
Judicial  Conference  Advisory  Committee  on — 
Appellate  Procedure  Rules,  5758,  7246 
Bankruptcy  Procedure  Rules,  354,  11629 
Civil  Procedure  Rules,  11630 
Criminal  Procedure  Rules,  1 1629 
Evidence  Procedure  Rules,  11630 
Practice  and  Procedure  Rules,  11630 

Justice  Department 

See  Antitrust  Division:  Drug  Enforcement 
Administration;  Federal  Bureau  of 


Investigation;  Foreign  Claims  Settlement 
Commission;  Immigration  and  Naturalization 
Service;  Justice  Programs  Office;  Justice 
Statistics  Bureau;  Juvenile  Justice  and 
Delinquency  Prevention  Office:  National 
Institute  of  Corrections:  National  Institute  of 
Justice;  Parole  Commission:  Prisons  Bureau: 
Victims  of  Crime  Office 

RULES 

Americans  with  Disabilities  Act;  implementation: 
Nondiscrimination  on  basis  of  disability — 
Public  acconunodations  and  commercial 

facilities.  17521 
State  and  local  government  services,  17520 
Practice  and  procedure: 
Death  sentences  in  Federal  cases; 
implementation,  4898 

PROPOSED  RULES 

Americans  with  Disabilities  Act;  implementatioo: 
Nondiscrimin'Stion  on  basis  of  disability — 
Transportation  facilities  and  accessible 
automated  teller  machines  (ATMs), 
17558 
Earthquake  Hazards  Reduction  Act: 
Seismic  saf^  program  in  Federal  and  federally 
assisted  or  regulated  new  building 
construction,  18360 
Incarceration  fee  costs,  34541 
Privacy  Act;  implementation,  21963 
Regulatory  agenda,  24526 

NOTICES 

Agency  information  collection  activities  under 
0MB  review,  5019,  11248,  12255.  13089. 
14590,  14591,  16552,  16693,  21994,  26986, 
27748.  28894.  32962,  33462.  34277 
Civil  and  administrative  litigation  reforms 
(Executive  Order  No.  12778); 
implementation;  guidance  memorandum,  6015 
Grants  and  cooperative  agreements:  availability, 
etc.: 

Americans  with  Disabilities  Act;  technical 
assistance  program,  13797,  15523 

Immigration  related  employment  discrimination 
public  education  program,  21187 
Pollution  control;  consent  judgments: 

Acme  Solvents  Reclaiming,  Inc.,  et  al.,  16694 

Acme  Tag  Co.  et  al.,  28416 

Acushnet  Co.  et  al.,  7577 

Alaqua  et  al.,  3971 

Alcan  Aluminum  Corp.,  6012 

Algoma  City,#^I,  et  al.,  32364 

Alpha  CeUulose  Corp.,  15359 

Alumax  Fabricated  Products,  Inc.,  et  al.,  3296 

American  Feh  &  Filter  Co.,  Inc.,  31754 

American  Steel  Drum  Services  et  al.,  7576 

Anchor  Motor  Freight  et  al.,  1 1419 

Apache  Energy  &  Mineral  Co.  et  al.,  1 1420 

Arizona  Electric  Power  Cooperative,  6978 

Atias  Minerals  &  Chemicals,  Inc.,  et  al.,  21596 

Automation  Components,  Inc.,  et  al.,  11420 

AVX  Corp.  et  al.,  7577 

B&B  Wrecking  &  Excavating,  Inc.,  et  al.,  6132 

Bankei^onathan  W.,  Jr.,  et  al.,  7578 

Bedford,  NY.  et  al..  7577 

Board  of  Education,  NY,  et  al.,  7897 

Boiiden.Metech,  Inc.,  16552 

Case  Corp.,  11421 

Charles  George  Trucking  Co.,  Inc.,  6419 

Chateaugay  Corp.  (LTV),  11421 

Chicago,  IL,  118 

Chrysler  Corp.  et  al.,  7578 

Ciba-Geigy  Corp.,  27749 

Coated  Sales,  Inc..  28895 

Coleman  Trucking  Co.  et  al..  17283 

Consolidated  Edison  Co.,  6012 
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Cooper  Indnstries,  Inc.,  et  al.,  6297 
Creuona  Aluimnum  Co..  Inc..  32547 
Dhu  Cotp.,  Perfect  Circle  Divitiao.  8062 
Onto  Enviroflmenul  Coip.  et  aL,  7897 
DeSoto,  Inc.,  ct  al.. 
Dover  City.  NH,  et  al..  27749 
Eastern  Environmenal  Services  of  the 

Southeast.  Inc.,  17284 
Eastoo  Aiea  Joint  Sewer  Aotboiity  et  al..  18114 
Ebasco  Coostnictora.  Inc.,  9221 
Elf  Atochem  North  America,  Inc.,  28038 
El  Paso  Natural  Gas  Co.,  30812 
Fina  OU  &  Chemical  Co.,  1S359 
Florida  Steel  Corp..  27749 
Garabedian,  Martin,  et  al..  7S79 
GEC  Industries,  Inc.,  31754 
General  Chemical  Coip.  et  al..  28895 
Gloucester,  MA.  13283 
GNB  Inc.,  9221 
Group  Dekko.  Inc.,  30813 
Group  Eight  Technology,  Inc.,  et  al.,  30812 
Grumman  St.  Augustine  Corp..  30813 
GTE  North  Inc.  et  al..  7579 
Hviis  Cccp..  25657 
Hastings.  PL,  32548 
Hranica.  William,  estate,  et  al..  29435 
IMC  Feitiliier,  Inc..  28896 
Industrial  Resources.  Inc..  et  al..  6978 
Inland  Steel  Corp.,  15360 
In-Tek  Coostrocton  et  al.,  19469 
bitenatioaal  Crane  Co.,  16694 
Kerr-McGee  Chemical  Co.,  11422 
LaRoche  Industries.  Inc.,  15360  ^ 

Leith  Jeep-Eagk,  Inc.,  26986 
Lemoyne  Borough,  PA.  et  al..  28895 
Lesbe  Salt  Co..  11422 
Lore  Rano  et  al..  7579.  17429 
Louisiana-Pacific,  Inc..  et  al..  34591 
Lowell.  IN.  6979 
Marathon  Battery  Co.  et  at..  6298 
Masco  Corp.,  31755 
Michael  Co.  et  al..  6808 
Midwest  Solvent  Recovery,  Inc.,  27750 
Milkr.  Nancy,  et  al..  33469 
Modine  Manufacturing  Co.,  33283 
Motrison-Quiik  Grain  Cocp.,  13090   , 
Motorola  et  al..  6013 
MSA  Manufocturing,  Inc.,  31755 
Muir,  Jennie,  et  al.,  7580 
Nelson,  Richard,  32548 
New  Albany.  IN,  7816 
New  Boston  Coke  Cotp-^  14424 
New  YoA.  NY,  9221 
Niagara  Falls,  NY,  14424 
Niagara  Transformer  Coip.,  7580 
NL  Industries,  Inc..  et  al..  17284 
Ohio  Utilities  Co.,  7817 
Petersen  Sand  ^  Gravel  Inc.,  8976 
Phillips  Industries,  Inc.,  et  al.,  6808 
Phoenix  Unioa  High  School  District  et  al., 

21476 
Pilot  Industries  of  Texas,  Inc.,  et  al.,  33842 
Port  of  Portland,  13802 

Puerto  Rico  Industrial  Development  Co.,  28037 
Purolaior  Products  Co.,  26986 
Rehable  Equipment  Coip.,  6132 
Ridge  Developers,  hic.,  21318 
Roanoke  County.  VA.  et  al..  27750 
Rohm  ft  Haas  et  aL.  6529 
ST.  Taylor  Corp.  et  al..  5020 
Sanders  Lead  Co.  et  al..  30813 
Schmalz.  Gregory  A.,  et  al..  35047 
Seanle,  WA.  6298 
Shenango.  Inc..  26349 
Skipper.  Otto,  et  al..  19469 
Smnggkr-Duraat  Miniag  Corp.  et  al.,  7897 


SiringfeUow.  J.B..  Jr..  et  al.,  32548 

Texaco.  Inc..  31755 

Texas  Eastern  Gas  Pipeline  Co..  33843 

Texas  Tank  Car,  19276 

Thomas  et  al.,  8976 

Twin  County  Recycling  Corp.,  6979 

VS.  OU  Co.  et  al..  9222 

U.T.  Alexander  et  al..  14425 

USX  Corp..  11870 

Westinghouse  Bayside  Communities.  Inc..  6529 

Windward  Properties.  Inc..  16694,  31219 
Privacy  Act: 

Systems  of  records,  6979,  21995,  28896 
Voting  Rights  Act  ceitificatioa: 

Scott  County.  MS,  29435 

Jnsticc  Programs  Office 

NOnCES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Discretionary  programs  (1993  FY),  7582 

Justice  Statistics  Bureau 

NOTICES 

Giaals  and  cooperative  agreements;  availability, 
etc.: 
Sttfistical  programs  (1993  FY).  7818 

Juvenile  Justice  and  Delinquency 
Preventitm  Office 

NOTICES 

Grants  and  cooperative  agreements;  avaiUbility, 
etc.: 
Competitive  discretionary  program  (FY  1993), 

etc.,  33162 
Competitive  discretionary  programs,  etc.,  27166 
ComfMchensive  program  plan — 

1993  FY,  5860 
Missing  Children's  Assistance  Act — 
Discretionaiy  grant  programs,  etc.,  21058 
Fual  program  prioiities  (1993  FY),  11944 
Meetings: 
Coalition  for  Juvenile  Justice,  16462 

Labor  Department 

See  Employment  and  Training  Administration; 
Employment  Standards  Administrabon; 
Labor-Management  Standards  Office;  Labor 
Statistics  Bureau;  Mine  Safety  and  Health 
Administration;  Occupational  Safety  and 
Health  Administration;  Pension  and  Welfare 
Benefits  Administration;  Veterans 
Employment  and  Training.  Office  of  Assistant 
Seoetary;  Wage  and  Hour  Division 

RULES 

Job  Training  Partnership  Act: 
Nondiscrimination  and  equal  opp(^rtunity 
tequiiemenu;  implementation.  4742 

PROPOSED  RULES 

Administrative  Law  Judges  Office  proceedings; 

settlement  judges  appointment,  3822 
Conflict  of  interests.  34542 
Farm  labor  protective  statutes;  coofdinated 

enforcement.  5168 
Regulatory  agenda.  24562 

NOTICES 

Agency  information  collection  activities  under 
"%,  OMB  review,  5420.  6134.  6987,  8978.  11249. 

12371.  15163,  16417,  28611,  28994,  30185, 

31052,  31756^32157.  33107.  33111,  33120, 

33956.  34591 ^ 
Committees;  establishment.  rei>ewal.  termituttioa. 

etc.: 
ButiBess  Research  Advisory  Council,  21 190 


Future  of  Worker-Management  Relations 

Commission,  27311 
Immigration  Nursing  Relief  Advisoiy 

Committee,  16553 
Labor  Research  Advisoiy  Council,  21318 
Wofk-Based  Learning  National  Advisoiy 
Commission,  6134 
Consumer  price  iiKlex;  U.S.  city  average,  6135, 

6420 
Giants  and  cooperative  agreements;  availability, 
etc.: 
Nontraditional  Employment  for  Women  Act 
demonstration  programs,  28454 
Meetings: 
Ftoure  of  Woiker-Management  Relations 

Coimnission,  27310,  31756 
Glass  Ceiling  Commission,  584,  5421,  32549 
Trade  Negotiations  and  Trade  Policy  Labor 
Advisoiy  Committee,  3561,  8769,  13802, 
18418,  21599 
Organization,  functions,  and  authority  delegations: 
Assistant  Secretary  for  Employment  Standards, 
21190 
Railroad  or  airline  industri^swoiker-management 
relations;  hearing,  350^ 

Labor-Management  Stantlards  Office 

RULES 

Employee  rights  notification;  payment  of  union 
dues  or  fees;  Executive  Order  12800 
implementation;  CFR  Part  removal,  15402 

Labor  organization  aimual  financial  reports;  and 
small  labor  organizations;  abbreviated 
financial  reports,  28304 

PROPOSED  RULES 

Labor  organization  annual  financial  reports;  and 
small  labor  organization  abbreviated  annual 
financial  repoits,  9418 

Labor  Statistics  Bureau 

NOTICES 

Meetings: 
Business  Research  Advisoiy  Council,  17429 
Labor  Research  Advisoiy  Council,  19845 

Land  Management  Bureau 

RULES 

Public  land  oiders: 
Alaska,  14323,  19212,  19612,  25948,  26251, 

26252,  27060.  31655.  32857 
CaUfomia.  25947 
Colorado.  33999 

Idaho.  4081,  6719,  18018,  26251,  31656 
Montana.  11968.  33773 
Nevada,  316SS 
New  Mexico,  26917,  33773 
North  Dakota,  31656 

Oregon,  19212,  25948,  25949,  26251,  33772 
Utah,  7867 

Washington.  3229.  18163  / 

Wyoming.  16628.  32856  \ 

Coirection.  33025 

PROPOSED  RULES 

Coal  management: 
Federal  coal  maiuigement  program — 
Decisions  remaining  effective  pending  appeal 
to  Land  Appeals  Board.  5697,  18362 
Minerals  management: 
Rental  fees,  raining  claim  recordation,  and 
assessment  work.  12878 

NOTICES 

Agency  information  collection  activities  under 
OMB  review.  7156.  7241.  17275.  17276. 
17277.  17278,  18105,  26795,  27580,  31976 
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Alaska;  Paxson  Campground  fees,  7S71 
Alaska  Native  claims  selection: 
Akhiok-Kaguyak,  Inc.,  35037 
Arctic  Slope  Regional  Corp.,  35037 
NANA  Regional  Corp.,  Inc.,  34817 
Alaska  Native  claims  selections: 
Koniag,  Inc.,  4714 
Kootznoowoo  Inc.,  14419 
Sealaska  Corp.,  12367,  17423 
Tanadgusix  Corp.,  21989 
Unalakleet  Native  Cotp.,  16550 
Arkansas  Headwaters  Recreation  Area,  CO;  draft 

rationing  plan  for  Arkansas  River,  7156 
Boundary  establishment,  descriptions,  etc.: 
North  Fork  Crooked  River,  OR,  32361 
Quaruville  Creek,  OR,  12973 
Classification  of  public  lands: 
California.  29430 
Oregon,  9212 
Qosure  of  public  lands: 
Arizona,  4175,  12367, 18412 
California,  4440,  6414,  6523,  30798.  32544 
Colorado,  16197,  26151 
Florida,  8424 
Montana,  32544 
Nevada.  8424,  9573,  18412 
New  Mexico,  8424,  29430 
Oregon.  6003,  11242,32718 
Coalbed  methane  ownership;  affected  States;  list, 

5410. 21589  "^ 

Coal  leases,  exploration  licenses,  etc.: 
Alabama.  15878 

Colorado.  6129,  13497,  19682,  19683,  29622 
Montana,  9213 
North  Dakota,  111,  19838 
Wyoming,  8425,  27738 
Committees;  establishment,  renewal,  teimination, 
etc.: 
Farmington  District  Advisory  Council,  4176 
Vale  District  Multiple-Use  Advisory  Council, 
6973 
Environmental  statements;  availability,  etc.: 
SOOkV  transmission  line  in  Arizona  and 

California.  6414 
Animal  damage  control  activities  authorization 

in  Utah.  27739 
Arizona  rivers;  national  wild  and  scenic  river 

systems;  recommendations.  9213 
Bedell  Flat  pipelines  rights-of-way,  NV,  29622 
Big  Dry  Resource  Area,  MT,  7571 
California  Desert  Conservation  Area,  CA,  112 
Coal  preference  right  lease,  Rio  Blanco,  CO, 

11415 
Ehrenberg-Cibola  Recreation  Area.  AZ,  25999 
Exploratory  well,  Broward  County,  FL,  14419, 

33458 
Fort  Cady  Minerals  Corp.  borate  solution 

mining  project,  CA,  31745 
Gila  Resource  Area,  AZ,  18223 
Green  River  Resource  Area,  WY,  13498 
Henry  Mountain  Resource  Area,  UT,  12248 
Hidden  Valley  Resources  Residuals  Repository, 

CA,  4714 
Hub  Butte  Sanitary  Landfill  Project  ID.  13640. 

27622 
Kettle  River  Key  Project,  WA,  25844 
Lake  County  Communities  to  Geysers 

Geothermal  Field,  CA;  effluent  pipeline, 
13499 
Lewis  and  Qait  National  Forest,  MT,  7241 
Manti-La  Sal  National  Forest  oil  and  gas 

leasing.  UT,  15159 
MetFuel  Hanna  Basin  Coalbed  Methane  Project, 

WY,  7242 
National  Training  Center,  Fort  Irwin,  CA,  6523 
Newmont  Gold  Company's  South  Operations 
Area  Project  NV,  29431 


Nocthem  spotted  owl  management  |dan;  national 

forests,  CA,  OR,  and  WA,  32343 
Oklahoma  Resource  Area.  OK,  17423 
Phoenix  Resource  Area  et  al.,  AZ,  15879 
Pony  Express  Resource  Area,  UT,  12249 
Rand  Project  CA,  17905,  26984 
Royal  East  Joint  Venture  Exploration  Project  • 

MT,  9214 
Safford  District  AZ,  16197 
San  Juan  Resource  Management  Area,  UT, 

33101 
Soda  ash  processing  facility,  Inyo  and  Ketn 

Counties.  CA,  33102 
South  Coast  Resource  Area,  CA,  12249 
Geothermal  resource  areas:  < 

Utah,  17280 
Jurisdiction  transfers: 
Minnesota,  34842 
Utah,  34272 
Land  and  resource  management  planning 

schedules,  5014 
Management  framework  plans,  etc.: 
Oregon,  34273  ^ 

Oregon  et  al.,  29623 
Utah,  12597,  15160,  18413,  29837,  34273, 

34817  i  < 

Meetings: 
Albuquerque  District  Advisory  Council,  33102 
Arizona  Strip  District  Grazing  Advisory  Board, 

4440,  29431 
Bakersfield  District  Advisory  Council,  6415 
Battle  Mountain  District  Advisory  Council, 

25656 
Boise  District  Grazing  Advisory  Board,  5752, 

13499 
Burley  District  Grazing  Advisory  Board.  8059 
Butte  District  Advisory  Council.  19683 
Butte  Grazing  Advisory  Board.  19683 
Califor^II'Desert  District  Advisory  Council. 

1^.  15160,  28893 
California  Desert  District  Grazing  Advisofy 

Board.  6294.  34273 
Canon  City  District  Advisory  Council.  8973 
Canon  City  District  Grazing  Advisory  Board. 

12368 
Cedar  City  District  Advisory  Council.  4176. 

19839 
Cedar  City  District  Grazing  Advjsory  Board, 

8059 
Craig  Colorado  Advisory  Council,  19683 
Craig  Distria  Advisory  Council,  9214 
Craig  District  Grazing  Advisory  Board,  6524 
Elko  District  Advisory  Council,  30799 
Grand  Junction  District  Advisory  Council, 

13499,  33459 
Grand  Junction  District  Grazing  Advisory 

Board,  8973 
HeUcopters  and  motorized  vehicles  use  for 

gathering  wild  horses  and  burros,  8632, 

29623 
Idaho  Falls  District  Grazing  Advisory  Board, 

5015,  27308 
Kingman  Resource  Area  Grazing  Advisory 

Board.  11416 
Lakeview  District  Grazing  Advisory  Board. 

15879,  33102 
Las  Cruses  District  Grazing  Advisory  Board, 

9214 
Las  Vegas  District  Advisory  Council,  32545 
Lewistown  District  Advisory  Council.  16690 
Miles  City  District  Advisory  Council,  21590 
Miles  City  District  Grazing  Advisory  Board, 

21749 
Miles  City  District  Office,  MT,  9574 
Montrose  District  Grazing  Advisory  Board, 

11242 


•  Land 

Nonhem  Alaska  Advisory  Coundl,  8059.  33840 
Phoenix  District  Advisory  Council,  12047 
Powder  River  Regional  Coal  Team,  27739 
Prineville  Distria  Grazing  Advisory  Board. 

15879 
Richfield  District  Advisory  Council.  6004 
Rock  Springs  District  Advisory  Council.  7573      < 
Safford  District  Advisory  Council.  13641 
Saffofd  District  Grazing  Advisoty  Board,  113. 

19684 
Salmon  District  Advisoiy  Council,  14586, 

34061 
San  Pedro  Riparian  National  Conservation  Area 

Advisory  Committee,  16198 
Shoshone  District  Advisory  Council,  13641 
Shoshone  District  Grazing  Advisory  Board, 

7895 
Southeast  New  Mexj^  Playa  Lakes 

Coordinating  CCTunittee,  32545 
Susanville  District  Advisory  Council,  30180 
Uinta  Southwestern  Utah  Regional  Coal  Team. 

25844 
Ukiah  District  Advisory  Council.  8632.  31217 
Vale  District  Multiple-Use  Advisory  Council. 

5016,  17623 
Wiiuemuca  District  Grazing  Advisory  Board, 

6004  • 
Worland  District  Grazing  Advisory  Board, 

15355 
Mineral  interest  applications: 
Arizona.  7179.  32545 
Montana.  33278 
Motor  vehicle  use  lestrictioos: 
CaUfomia.  21474 
Colorado.  13792,  17623,  31745 
Idaho,  16198 
Oregon,  13500,  21590 
Oil  and  gas  leases: 
Colorado,  12368,  16198,  17278 
Michigan,  27581 

New  Mexico,  6415,  12048,  12597,  32961 
Wyoming,  31747,  34274 
Opening  of  public  lands: 
Alaska,  21590,  30800 
Califonua,*1350P 
Idaho,  3042,  6167,  6574,  7573,  12368,  19684, 

33459         1 
Montana,  14586,  16413,  21334 
Nevada,  5016,  11622,  13501,  13642,  25999, 

28409 
New  Mexico.  14420.  21334 
New  Mexico;  correction,  29431 
Oregon.  6336,  17424.  33840.  34274 
South  Dakota.  3042 
Washington,  6336.  26001 
Wyoming.  31748 
Organization,  functions,  and  audiority  delegations: 
Carlsbad  Resource  Area  Office;  address  change, 

31217 
Realty  actions;  sales,  leases,  etc.: 
Alaska,  6129,  6416,  26000 
Arizona,  8655,  11242,  11243,  13501,  14421, 

16550,  16551,  18224,  21315,  25656, 

26340,  27308,  28410,  28990,  29772, 

31976,  32545,  32749,  33278,  33460 
CaUfomia,  113,  4177,  4714,  5752,  7812,  8059, 

8060,  9214,  12048,  16198,  16413,  16843, 

28609,  28893,  31748,  32961 
Colorado,  114,  6416,  17906,  18106,  19684, 

19685 
Fforida.  21749 
Idaho.  4177.  5411.  5755.  6294.  7040.  9215, 

9597,  11416,  11622,  12369,  14587,.  1« 

25845,  29623,  34274 
Michigan,  351,  32361 
Minnesota.  30800 
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Mootaiu.  33%.  4715.  7136.  7607.  13642, 

19685,  34479 
Nevada.  6524.  6525.  6677.  6973.  7157.  7812, 

8425.9215.9574,  11417.  13502.  16199. 
'     16414.  17278.  17279.  18413.  18414. 

19839,  19840.  26152,  26341.  27740. 

28032.  28412.  30181.  30220.  30800. 

31751.  32546.  34275;  35037,  35038.  35039 
New  Mexico.  5016.  8449.  14587.  17906,  18415. 

21509.  21990.  28410. 18412.  28609. 

29454.  29624,  30801.  31750.  32719.  33460 
Nofth  Dakota.  1S880,  26000 
Oregon.  9216,  13275.  14588.  14589.  15160. 

16200,  19876.  26342,  28990,  32416, 

34061,  35039 
Utah,  13086,  25845,  26001.  26152.  28033. 

28412.  28990.  30802.  33103.  33278.  33460 
WKhmgton,  26001 
Wiscoosm,  34275 
Wyomiiig.  6130.  7573.  13643.  15504.  17279. 

21591.  26814,  27740.  28752.  29431. 

29625,  33669 
Recieatioa  management  restiictioos,  etc.: 
Boise  District.  ID,  6525 
Calienle  Resource  Area.  CA;  rock  outcrops 

visitadoo,  18106 
B  Mirage  Coopendve  Management  Area,  CA; 

prohibition  of  glass  beverage  containers 

and  discharge  of  firearms,  33461 
GlennaUen  District.  AK;  camping  stay  limits. 

7574 
Headwaters  Resource  Area.  MT;  lecreatioa  site 

fiees,  28032 
Imperial  Sand  Dunes  Recreation  Area,  CA, 

33841 
KeyetviUe/Kem  River  Special  Recreatioa 

Management  Area.  CA,  13793 
Moab  District,  UT;  alcoholic  beverage 

lestrictioos,  31751 
Palm  Springs  Resource  Area,  CA;  camping 

prohibition,  33841 
Red  Rock  Canyon  National  Conservation  Area, 

NV;  fund  solicitation,  26153 
WUd  Horse  Corral  Facility.  OR,  29432 
Yuma  District,  AZ,  et  al.;  long-term  visitor  area 

program.  34586 
Recreation  use  permit  system: 

Colorado  River,  etc..  CO.  17424 
Resource  management  plans,  etc.: 
Arizona  Scrip  District,  AZ,  5016 
Box  Elder  Resource  Area.  UT.  17907 
Cedai/Beaver/Garfield/Antiinony  (CBGA)  plan. 

UT.  13087,  33279 
Cody  Resource  Area,  WY.  14421 
Elkboms  Cooperative  Management  Area.  MT. 

31976 
Grand  Junction  Resource  Area,  CO.  18414 
Grand  Resource  Area,  UT.  lis 
Great  Falls  Resource  Area,  MT.  29432 
Gunnison  Resource  Area,  CO.  9217 
House  Range  Resource  Area  et  al.,  UT.  19686 
Lahontan  Resource  Area,  NV,  3964 
Mimbres  Resource  Area.  NM,  33842 
Red  Rock  Canyon  National  Conservation  Area, 

NV,  29625 
Salt  Lake  Meridian.  UT.  29433 
Sevier  River  Resource  Area,  UT.  13087 
South  Coast  Resource  Area.  CA.  14418 
Spokane  Resource  Area.  WA.  13793 
Tonopah  Resource  Area.  NV.  34275 
Uncompahgre  Basin  Resource  Area,  CO.  18224 
Wells  Resource  Area,  NV.  28610 
West  HiUne  Resource  Area,  MT,  19686 
Yuma  District,  AZ,  9218 
Road  rights-of-way  claims;  report  to  Congress; 
meetings,  14220 


Siqyplementaty  rule  establishment;  persons  under 
21  possessing  alcoholic  beverages  on  public 
land;  prohibition.  17425 
Survey  plat  filings: 
Arizona.  6416.  26001.  32416 
CaUfoniia.  11623.27309 
Colorado.  4178.  8060,  21749.  28991.  34276 
Florida.  8633 
Idaho.  6130.  7242.  9219.  11623.  16844.  21592. 

26985.  28611.  29633.  30802 
Louisiana,  32546 
Montana,  4440 
Nevada.  16412 
New  Mexico.  6525.  19274 
Oregon.  6806.  12048,  17426,  28413 
Oregon  and  Washington,  33670 
Rhode  Uland,  21315 
WMhington,  12048,  17426.  28413 
Wisconsin.  8633 
Wyoming.  13794 
Withdrawal  and  reservation  of  lands: 
Alaska,  6417.  9244,  11417,  16690,  33842 
Arizona,  14221,  16201,  21592 
CaUfonia.  7812.  9l\9,  13502.  26002.  30181. 

31752 
Coloiado,  3294.  8060.  9244.  11290.  15504, 

27581,  34277 
Idaho.  4177.  4178.  4715.  16201. 16414. 19686. 

19687 
Montana.  21474 
Nevada.  7040.  13794.  21592 
Nevada;  meeting.  31977 
New  Mexico.  4715,  6677,  8426.  11418.  14589, 

30181,  31752,  31753,  33461 
Oregon,  17280,  26153.  27582.  29254,  33145. 

34277 
Utah,  18106 

Washington.  6418.  34062 
Wyoming,  6418,  12370,  34499 
Withdrawals  and  reservation  of  lands: 

Idaho,  35040 
Yuma  District's  concession  review  program 
manual;  availability.  33279 

Legal  Services  Corporation 

RULES 

Aliens;  legal  assistance  restrictions.  6608 
Legal  assistance  eUgibility;  income  levels.  12335 
Lobbying  and  other  activities;  restrictions.  21403 

PROPOSED  RULES 

Fee-generating  cases;  attorney's  fees,  etc.; 

withdrawn.  6612 
Recipient  governing  bodies;  withdrawn,  661 1 
Use  of  fuiids  from  sources  other  than  Corporation; 

ebgibility;  withdrawn.  21434 

NOTICES 

Grant  and  cooperative  agreement  awards: 
Farmworker  Legal  Services  of  New  York  et 

al..  34593 
Legal  Aid  Society  of  Hawaii.  Inc..  9223 
New  York  Public  Utility  Uw.  1 1073 
Texas  Legal  Services  Center,  6530 
Univenity  of  Califomia/Beikeiey  et  al.,  34593 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Law  school  civil  clinical  programs,  1 1425 
Migrant  alternative  dispute  resolution  projects, 
13109 
Meetings;  Sunshine  Act  4740,  5059,  5450,  8819, 
13682.  21216.  21217.  29025.  29452.  29693. 
33856.  33857 

Libraries  and  Information  Science, 
National  Commission 

See  National  Commission  on  Libraries  and 
Information  Science 


Library  ot  Congress 

See  Copyrig^  Office,  Library  of  Congress 

RULES 

National  Film  Registry;  film  selection  criteria  and 
public  participation  procedures.  30708 

NOTICES 

Meetings: 
American  FoDdife  Center  Board  of  Trustees. 

7158.  21320 
National  Him  Preservation  Board.  30818 

Management  and  Budget  Office 

See  Federal  Procurement  Policy  Office 
PROPOSED  RULES 

Regulatory  agenda,  25152 

NOTICES 

Agency  information  collection  activities  under 

0MB  review.  16248  j 

Budget  rescissions  and  deferrals,  3368,  16324,       | 
17298,  27192,  33164 
Cumulative  reports,  4840,  14226.  21220.  2901S.  ' 
33490 
Circulars,  etc.: 
A-76,  18120 
A-127.  5776 
A-129.  5765 
A-131.  31056 
A-134.  30830 
Economic  classification  system;  issues  papns, 

16990 
Federal  credit  programs  and  non-tax  receivables; 

policies  (Circular  A-129).  5765 
Financial  accounting  principles  and  standards 

(0MB  Circular).  5440.  30830 
Fmancial  management  systems  (Circular  A-127), 

5776 
Procurement: 
Conunercial  activities,  performance  (Circular  A- 
76).  18120 
Regulatory  review.  6074 
Rescissions  and  defernds 

Cumulative  reports.  11156 
Selected  assets  and  liabilities;  accounting 

standards;  availability.  32553 
Value  engineering  (Circular  A-131).  31056 

Marine  Mammal  Commission 

NOTICES 

Meetings;  Sunshine  Act.  29694 

Maritime  Administration 

RULES 

National  shipping  authority: 
National  defense  operations;  shipping  services, 
containers,  and  port  facilities  and  services; 
priority  use  and  allocations.  29351 
Practice  and  procedure: 

Claims  against  Maritime  Administration,  29350 
Subsidized  vessels  and  operators: 
Bulk  cargo  vessels;  operating-differential 
subsidy;  maintenance  and  repair  subsidy 
rates;  calculation.  17346 

PROPOSED  RULES 

National  Shipping  Authority: 
Agency  agreements  and  appointments  of  agents. 
,     9135 

NOTICES 

Mortgagees  and  trustees;  applicants  approval, 
disapproval,  etc.: 
Bank  One,  Texas,  National  Association,  31784 
Chase  Lincoln  First  Bank,  National  Association, 
8649 
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First  Bank,  National  Association,  8649 
Shawmut  Bank  Connecticut,  National 
Association,  12626 
Mortgagees  and  trustees;  applicants  approved, 
disapproved,  etc.: 
Ametittust  Texas  N.A.,  3461 S 
Society  National  Bank.  34615 
Mortgagees  and  trustees;  applications  approval, 
disapproval,  etc.: 
Trustniark  National  Bank  Corporate  Trust, 
29023 
Subsidized  operators;  circular  letters  status,  1S174 
Applications,  hearings,  determinations,  etc.: 
American  President  Lines,  Ltd.,  4734,  1 16S9, 

27617 
Lykes  Bros.  Steamship  Co.,  Inc.,  21329 
Lykes  Brothers  Steamship  Co.,  Inc.,  3S067 

Martin  Luther  King,  Jr.  Federal 
Holiday  Commission 

NOTICES 

Meetings.  13806.  25849 

Merit  Systems  Protection  Board 

RULES     > 

Organization,  functions,  and  authority  delegations: 
Regional  Officei;  relocation,  etc..  28917,  31234 

NOTICES 

Questions  and  answers;  publication  availability; 
call  for  riders: 
"A  Question  of  Equity:  Women  and  the  Glass 
Ceiling  in  the  Federal  Government",  3044 

Mexico  and  United  States, 

International  Boundary  and 
Water  Commission 

See  International  Boundary  and  Water 

Commission.  United  States  and  Mexico 

Minerals  Management  Service 

RULES 

Outer  Continental  Shelf;  oil.  gas.  and  sulphur 
operations: 
Oil  spill  prevention  and  response;  offshore 
facilities  including  State  submerged  lands 
and  pipelines.  7489 
Royalty  management:      -- 
Collection  of  royalties,  rentals,  bonuses,  and 
other  monies  due  Federal  Government; 
payment  method;  CFR  correction.  8907 

PROPOSED  RULES 

Outer  Continental  Shelf;  oil.  gas.  and  sulphur 
operations: 
Blowout  preventer  testing  and  maintenance 
requirements;  workshop.  33921 
Royalty  management: 
Solid  minerals  and  geothermal  leases;  late 
payment  or  underpayment  of  monies  due; 
interest  rate.  33414 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  5413,  6005.  15881.  17280, 
17281,  17282,  "18108.  19687.  28035 
Environmental  statements;  availability,  etc.: 
Gulf  of  Mexico  OCS— 
Lease  sales,  21593.  26188 
Oil  and  gas  operations.  30804 
Outer  Continental  Shelf  natural  gas  and  oil 
resource  management  program,  3080^ 
Meetings: 
Outer  Continental  Shelf  Advisory  Board,  6005, 
14590 


Royalty  obligations  on  contract  settlement 
proceeds,  26004 
Outer  Continental  Shelf  operations: 
Gulf  of  Mexico- 
Lease  sales,  9490,  26004,  26188 
Leasing  systems,  9512 
Official  protraction  diagrams;  availability,  4716, 

21594 
Oil  and  gas  information  program;  report 

availability,  352,  4441 
Oil  and  gas  lease  sales;  restricted  joint  bidders 
list,  18416 
Royalty  management: 
Assessment  rates;  incorrect  or  late  rqxMts  and 
Mure  to  report,  21594 


Mine  Safety  and  Health 
Admioistration 


RULES  * 

Coal  mine  safety^and  health: 
Refuse  piles  and  waste  impoundment  dams; 

CFR  correction,  8543 
Underground  coal  mine  ventilation;  safety 
standards.  21103.  31908.  33996 
Metal  mine  safety  and  health:        ,^ 
Explosives;  safety  standards,  31908 

PROPOSED  RULES 

Coal  mine  safety  and  health: 
Flame-resistant  conveyor  belts;  requirements  for 

approval.  8028 
Underground  coal  mines — 
Machinery  and  equipnaent  operation  and 
mainteiuuice.  9554,  16517 
Metal  mine  safety  an<l  health: 

Explosives;  safety  standard;,  14492 
Nonmetal  mine  safety  and  health: 
Explosives;  safety  standards.  14492 

NOTICES 

Mining  products;  testing,  evaluation,  and  approval 
fees.  5026.  6056 

Petitions  for  safety  standard  modifications; 
summary  of  affirmative  decisions.  28041 

Safety  standard  petitions: 
^B  Coal  Co.  et  al..  29640 
Baylor  Rush  Inc.  et  al..  18419 
Coal  Miners.  Inc..  et  al..  26166 
Consolidation  Coal  Co.  et  al..  13804,  16553 
Enlow  Fork  Mining  Co.  et  al..  5760        j 
Headache  Coal  Co.,  Inc.,  et  al.,  8065 
Helen  Mining  Co.  et  al..  9575 
J&T  Mining.  Inc.,  et  al..  4203 

Safety  standards: 
Costain  Coal.  Inc..  et  al..  32727 

Mine  Safety  and  Health  Federal 
Review  Commission 

See  Federal  Mine  Safety  and  Health  Review 
Commission 

Mines  Bureau 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  18225,  19466,  321SS 
Meetings:' 
Mining  and  Mineral  Resources  Research 
Advisory  Conunittee,  26155 

Minority  Buaness  Development 
Agency 

NOTICES 

Business  development  center  program  applications: 
California,  9147,  12360 
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NASA 

Colorado,  6475 

Georgia,  18203 

Louisiana,  12221  . 

Ohio,  29388 

South  Carolina,  13450 

Texas.  11845,  14559.  26969 

Virginia,  14378.  30774 

Virgin  Islands,  3261,  4411,  8584.  16814 

Mississippi  River  Commission 

NOTICES 

Meetings;  Sunshine  Act  16265 

National  Acid  Precipitation 
Assessment  Program 

NOTICES 

Meetings.  29009 

National  Advisory  Council  on  the 
Public  Service 

NOTICES 

Federal  Government  as  employer;  hearing.  3570, 

16422.  28418 
Meetings.  9223,  11425,  30818 

National  Aeronautics  and  Space 
Administration 

RULES 

Acquisition  regulations: 
Contract  financing;  milestone  billing 
arrangements,  4086 
Federal  Acquisition  Regulation  (FAR): 
Federal  construction  contracts;  open  bidding, 

12140 
Nonmanufacturer  rule;  correction.  3850 
U.S.  and  European  Economic  Community; 
memorandum  of  understanding; 
government  procurement  and  sanctions 
imposed  on  European  Coirununity,  31 140 
Security  programs;  arrest  authority  and  use  of 
force  by  NASA  security  force  personnel. 
5263 

PROPOSED  RULES 

Acquisition  regulations: 

Cost-plus-award-fee  contracts,  19398 
Federal  Acquisition  Regulation  (FAR): 

Regulatory  agenda,  25238 
Regulatory  agenda,  25120 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  7821.  28631  ■ 
Committees;  establishment,  renewal,  termination, 
etc.: 
Biomedical  and  Behavioral  Research  Advisory 

Committee.  6020 
Redesign  of  Space  Station  Advisory  Committee, 
21321 
Federal  Acquisition  Regulation  (FAR): 
Agency  information  collection  activities  under 
OMB  review.  539.  5962.  6389;  6481.  7549. 
8046.  8588.  12945,  12946.  13252.  15489. 
15490.  15844.  16653.  19664.  32108. 
33435.  33436 
Landsat  program  management;  advisory  process. 

587 
Meetings: 
Advisory  Council,  27752 
Advisory  Council  task  forces,  5034,  7822, 

11073,  12375,  16715,  27752,  32963 
Aeronautics  Advisory  Committee.  6812,  16422. 

17432,  26168,  29436 
Aerospace  Medicine  Advisory  Committee.  8431 
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NASA 


AerospKC  Safety  Advisoty  Panel.  7263. 13806 
Histoiy  Advisory  Committee,  12374 
Minority  Business  Resource  Advisory 

Committee.  13385.  28901 
NASA-NIH  Advisory  Committee  on  Biomedical 

and  Behavioral  Research.  32 159 
National  focilities  study;  space  operatioas  and 

space  research  and  development  facilities. 

31759 
Redesign  of  Space  Station  Advisory  Committee, 

21321 
Space  Science  and  Applications  Advisory 

Committee,  5762,  6020,  6812,  7158,  7822, 

9223,  11870.  17432,  26800.  27584,  27752, 

28901.  33123.  34278 
Space  Station  Advisory  Committee,  19470. 

32963 
Space  Station  Redesign  Advisory  Committee. 

25849.  28632 
Space  Systems  and  Technology  Advisory 

Committee,  8770 
Wage  Committee,  5034,  21321,  33673 
Patent  licenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Advanced  High  Temperature  Strain  Sensors, 

30074 
ITAC  Systems  Inc.,  8431 
JP  Technologies,  Inc.,  30074 
Magnetic  Power,  Inc.,  29239 
Shinko  Boeki  Co.,  Ltd.,  6313 
Synthecon,  Inc.,  30074 
University  of  Maryland,  11871 
Vector  Research,  Inc..  30075 
Research  and  development  contracts;  itxreased 

contractor  liability,  16715 
Self-evaluation  and  transition  plan  draft  document; 
comment  procedures,  33123 

National  Archives  and  Records 
Administration 

See  Federal  Register  Office 
RULES  ^ 

Audiovisual  records  management,  28506 
PROPOSED  RULES 
Records  management: 
MicTOgraphic  records  management;  correction. 
376 
Regulatory  agenda.  25130 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  15513 
Agency  records  schedules;  availability.  3044. 
7263.  8065.  12054.  13649.  17432,  19141, 
25674,  29009,  31221.  33124 
Meetings: 
Preservation  Advisoty  Committee,  34596 
Records  of  Congress  Advisory  Committee, 
19690 
Nixon  Presidential  historical  materials;  opening  of 

materials,  17433 
Privacy  Act: 
Records  transfer,  28632 

National  Commission  for  Employment 
PoUcy 

NOTICES 

Meetings,  14224,  26800 

National  Commission  on  Acquired 
Immune  Deficiency  Syndrome 

NOTICES 

Meetings.  7264,  8636.  19470 


National  Commission  on  American 
Indian,  Alaskan  Native  and 
Hawaiian  Native  Housing 

NOTICES 

Meetings.  3570.  13508.  26987 

/ 

National  Commission  on  ChUdrcn 

NOTICES 

Commission  terminated.  12375 

National  Commission  on  Judicial 
Discipline  and  Removal 

NOTICES 

Hearings,  5422 

Meetings,  5422.  8770.  13650.  27753.  33125 

National  Commission  on  Libraries 
and  Information  Science 

NOTIcks 

Meetings;  Sunshine  Act.  19515,  25898 

National  Commission  on . 
Manufactured  Housing 

NOTICES 

Meetings.  3571.  6314.  11642.  16208.  30186 

National  Commission  To  Ensure 
Strong  Competitive  Airline 
Industry 

NOTICES 

Meetings.  28754.  32551 

National  Council  on  DisabQity 

NOTICES 

Meetings;  Sunshine  Act  16581 

National  Credit  Union  Adminis<|iition 

RULES 

Credit  unions: 
Community  development  revolving  loan 

program.  21642 
Insurance  requirements;  call  report  requirement. 

5570 
Investment  and  deposit  authority.  34868 
Investments  and  deposits;  prohibitions; 

correction,  16763 
Loan  interest  rates,  6075    ^ 
Report  of  crime  or  catastrophic  act  and  Bank 
Secrecy  Act  coi^liance;  uniform  multi- 
agency  criminal  reftit^  form,  17491 
Employee  responsibility  and  MMvluct;  CFR  Part 

removed,  6605  ^ 

Items  heard  at  closed  Board  meetings  withheld 
ftom  public  or  made  available  after  meetings; 
determination  procedure,'T7492 

PROPOSED  RULES 

Credit  unions: 
Definitions,  organization  and  operation,  and 

appraisals;  miscellaneous  amendments, 

21953 
Investment  and  deposit  authority,  5664 
Management  official  interlocks,  12910 


Organization  and  operations — 
Corporate  credit  unions;  insurance 

requirements;  fidelity  and  coverage, 
30719 
Corporate  credit  unions;  requirements  for 

insurance,  33783 
Supervisory  conmuttee  audits  and 
verifications,  17808 
Report  of  crime  or  catastrophic  act  and  Bank 
Secrecy  Act  compliance;  uniform  multi- 
jgency  criminal  referral  form,  5663 
Share,  share  draft,  and  share  certificate 
accounts;  dividends  clarification; 
withdrawn;  and  Truth  in  Savings  Act; 
impieinentation,  11801 
Regulatory  agenda,  25370 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  4187,  30075 
Meetings;  Sunshine  Act,  3328,  9023,  14473, 

15900,  19150,  28092,  29453,  32415 

National  Drug  Control  Policy  Office 

RULES 

Grants  and  cooperative  agreements;  uniform 
administrative  requirements,  correction, 
26185 

National  Foundation  on  the  Arts  and 
the  Humanities 

PROPOSED  RULES 

Regulatory  agenda: 
National  Endowment  for  the  Arts,  25136 
National  Endowment  for  the  Humanities,  25140 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  3045,  5034,  6136,  6422,  6530, 
6531,  6989,  7159,  14592,  15385,  17910, 
19280,  26168.  26800.  27753.  31055.  32159, 
33957,  34278 
Committees;  establishment,  renewal,  termination, 
etc.: 
Arts  in  Education  Advisory  Panel.  7583 
Challenge/ Advancement  Advisory  Panel,  7583 
Dance  Advisory  Panel,  7583 
Design  Arts  Advisory  Panel,  7583 
Expansion  Aits  Advisory  Panel,  7584 
Folk  Arts  Advisory  Panel,  7584 
Literature  Advisory  Panel.  7584 
Media  Aiu  Advisory  Panel,  7584 
^  Museum  Advisory  Panel.  7585 
Music  Advisory  Panel.  7585 
Opera-Musical  Theater  Advisory  Panel.  7585 
Presenting  and  Commissioning  Advisory  Panel, 

7585 
Public  Partnership  Office  Advisory  Panel.  7585 
Theater  Advisoty  Panel,  7586 
Visual  Alts  Advisory  Panel,  7586 
Declined  general  a4>plications  for  Federal 

assistance;  reconsideration;  correction,  3330 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Arts  and  education  meetings,  etc.,  32729 
Chamber  music  rural  residencies,  27584 
Expansion  aits  program;  on-site  evaluations  and 

technical  assistance,  12375 
Literature  field  overview  study,  34279 
Mayors'  institute  on  city  design,  19281 
Museum  leadership  initiatives  program,  9223 
Meetings: 
Arts  and  Atti£acts  Indemnity  Panel,  27754 
Alts  in  Education  Advisory  Panel,  6990,  33125 
Arts  National  Council  5423,  26562 
Challenge/ Advancement  Advisory  Panel,  5763, 
6647,  13109,  33125,  33126 
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Dance  Advisory  Panel,  26562,  34S96 

Design  advancement  and  Federal  design 

improvement;  Federal  Government  and 
I  private  sector  representatives,  ad  hoc 

groap.  2S419 
Design  Aits  Advisory  Panel,  71 59,  12255, 

33126 
Expansion  Aits  Advisory  Panel  5423,  6990, 

17288,  26169.  28419,  30818 
Folk  Aiu  Advisory  Panel,  7586,  26563 
Humanities  National  Council.  5762.  18228 
Humanities  Panel,  4719,  6314.  8637.  13806. 

16716,  18228.  19690,  19691.  21479, 

27754,  29009,  32963,  33285,  34279 
International  Advisory  Panel,  5762,  30075, 

308U 
Literature  Advisory  Panel,  6020,  11073.  28419 
Local  Alts  Agencies  Advisory  Panel,  21755 
Media  Aits  Advisory  Panel,  6136.  6422,  7159, 

8997,  13109 
Museum  Advisory  Panel,  6990,  7264,  17288. 

21479.  21480 

Music  Advisory  Panel.  6422.  11074.  11871. 
13110,  15386,  17289,  19470,  30076 

National  Museum  Services  Board,  18229 

Presenting  and  Commissioning  Advisory  Panel, 

6648.  11074.  15386.  17434,  29840,  32551, 

34597 
Public  Paitnership  Advisory  Panel,  29436. 

30818 
Public  Partnership  Office  Advisory  Panel. 

11074.  12375.  12975 
Theater  Advisory  Panel,  11075,  13110.  28420. 

28901.  28902 
Theatre  Advisory  Panel.  32551 
Visual  Alts  Advisory  Panel,  8771,  15883, 

21322,28902,33127 

Meetings;  Sunshine  Act,  U229,  21217 
Senior  Executive  Service: 
Performance  Review  Board;  membership,  29641 

National  Highway  Traffic  Safety 
Administration 

RULES 

Anthropomorphic  test  dummies: 
Newborn  infant;  design  and  performance 
specifications,  3229 
Drunk  driving  prevention  programs;  incentive 

grant  criteria.  21649 
Fuel  economy  standards: 

Light  tracks;  1995  model  year,  18019 
Insurance  cost  information  regulation,  12545 


-r 


Motor  vehicle  safety  standards: 
Child  restraint  systems — 
Built-in  child  restraint  system.  19776,  25900 
Owner  registration  program;  petition  denied. 
31658 
Fuel  system  integrity — 

Alcohol  fuels.  5633 
Glazing  materials — 

Rigid  plastic,  17787 
Lamps,  reflective  devices,  and  associated 
equipment — 
Daytime  running  lamps.  3500 
Motorcycle  turn  signals  and  stop  or  taillamps, 

13023 
Reflective  material  use  on  large  trucks  and 
trailers  for  conspicuity  increase.  11974 
Replaceable  light  source  dimensional 

information;  lower  beam  headlighting 
requirements,  3856 
Round  sealed  beam  headlamps,  12183 
Type  HB2  standardized  replaceable  light  bulb 

ring  for  headlamps.  3853 
Windshield  wiping  and  washing  systems, 
13021 
Nonconforming  vehicles  1iim<^tation — 
Registered  importers;  prepaid  nuuidatory 
service  insurance  policy.  30996 
Occupant  crash  protection — 
Light  tracks,  buses,  and  multipurpose 
passenger  vehicles;  side  impact 
protection;  petition  denied.  19628 
Manual  safety  belts;  tracks  and  multipurpose 
vehicles  driven  by  persons  with 
disabilities,  1 1975 
Power-operated  window,  partition,  and  roof 

panel  systems,  16782 
Roof  crush  resistance,  5632  * 

School  bus  passenger  seating  and  crash 

protection;  students  in  wheelchairs,  4586 
Side  impact  protection — 
Test  procedures  and  performance 

requirements;  quasi-static  door  strength, 
14162 
Steering  assembly  control  system;  impact 

protection  for  driver,  26526 
Tire  selection  and  rims  for  vehicles  other  than 

passenger  cars,  13424 
Vehicle  and  equipment  importation,  12905, 

32614 
Wheel  nuts,  wheel  discs,  and  hub  caps;  winged 
projections,  4582 
Motor  vehicle  thei^  prevention  standards: 
High  theft  lines  for  1993  model  year;  listing, 

3850 
Vehicle  and  equipment  importation,  12905, 
32614 
Organization,  functions,  and  authority  delegations: 
-    Managing  Director,  12545 

PROPOSED  RULES 

Automobile  Fuel  Efficiency  Act;  relief  petitions 
and  plans;  corporate  average  fiiel  economy 
program.  29378 
Engineering  and  traffic  operations: 

Speed  limit  enforcement  certification.  186 
Fuel  economy  standards: 
Passenger  automobiles — 

1990  model  year;  withdrawn.  6939 
Insurer  reporting  requirenoents;  list  of  insurers 

required  to  file  reports,  21277 
Intermodal  Surface  Transpoitation  Efficiency  Act; 
implementation: 
Safety  belts  and  motorcycle  helinets; 

compliance  and  transfer-of-fiinds,  4622 


National  Highway 

Motor  vehicle  safety  standards: 
Air  and  hydraulic  brake  systems — 
Stopping  distance  performance  requirements; 
reinstatement,  30746 
Airbrake  systems — 
Air  applied,  mechanically  held  brake  systems, 

13437 
Stopping  distance  performance  requirements; 
reinstatement,  11009 
Automatic  crash  protection  requirements;  altered 
light  tracks  or  vans  exclusion;  petition 
denied.  32630 
Child  restraint  systems — 
Rear-facing  child  restraint  system;  dynamic 

conq>Uance  testing,  30134 
Rear-facing  child  restraint  systems; 

interactions  between  child  restraints  and 
air  bags;  warning  labels,  19792 
Electric  vehicles — 
Controls,  displays,  and  windshield  defrosting 

and  defogging  systems,  4644 
Passenger  car  brake  systems, 
4649 
Fuel  system  integrity,  7206 

Compressed  natural  gas,  5323,  15463 
Fuel  tank  integrity,  15463 

Compressed  luuural  gas,  5323 
Glazing  materials — 
Plastic,  glass,  and  glass  plastic  used  in  areas 
not  requisite  for  driving  visibility,  28847 
Hydraulic  brake  systems — 
Stopping  distance  performance  requirements; 
estabUshment,  11003,  21435.  21436 
Lamps,  reflective  devices,  and  associated 
equipment — 
Plastic  ntaterials  used  in  lenses;  haze 

limitation.  13042 
Reflective  material  use  on  large  tracks  and 
trailers  for  conspicuity  increase,  5699, 
21553 
Replaceable  bulb  headlamp  systems,  13243, 
15132  • 

Lift  systems  for  accessible  transportation,  1 1562 
Occupant  crash  protection — 

Seat  belt  assemblies.  27517 
Occupant  protection  in  interior  impact — 

Head  impact  protection,  7506 
Seating  systems;  pedestal  seats,  12921 
Temporary  exemptions;  theft  prevention 

standard  compliance,  32091 
Thermal  locking  safety  radiator  caps,  32504 
Warning  devices,  27514 

NOTICES 

Alternate  odometer  disclosure  requirements; 

approval  petitions,  15893 
Committees;  establishment,  renewal,  termination, 
etc.: 
Motor  Vehicle  Titling,  Registration  and  Salvage 
Committee,  28651 
Fuel  economy  program,  automotive;  annual  report 

to  Congress,  6837 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Collision  avoidance  systems;  development. 

evaluation,  and  deployment.  27766 
Highway  traffic  safety  intern  program.  34612 
Traffic  safety  materials  development  for  State/ 
local  officials,  34615 
Highway  safety  program;  breath  alcohol  testing 
devices: 
Evidential  devices;  model  specifications  and 

conforming  products  list,  26030 
Model  specifications  and  conforming  products 
list- 
Calibrating  units,  26030 
Evidential  devices,  26030 
Insurance  cost  information  booklet;  availability, 
16098 
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Meetings: 
Intenadoiial  Hannonization  of  Safely 

Standards.  17301 
Motor  Vehicle  Safety  Research  Advisoty 

Committee,  S444 
Motor  Vehicle  Titling,  Registradoa,  and  Salvage 

Advisory  Conunittee,  34121 
Reseaich  and  development  programs,  31998 
Rulemaking,  research,  and  enforcement 
programs,  11287,  12441,  28909,  29852 
Motor  vehicle  Hefect  proceedings;  petitions,  etc.: 
AM-Safe.  Inc.,  26032 
Grim,  Frederick  E.,  34123 
McCullough,  Elaine.  9018 
Meng.  Eugene  W..  et  al.,  30214 
Ralph  Hoar  &  Associates,  27768 
Splayt  Linda  J.,  6569 
Motoi  vehicle  safety  standards: 
Motorcycle  helmet  standard  compliance  test 

demonstration,  13520 
Nonconforming  vehicles — 
ImpottatioD  eligibility;  determinations,  4196, 
4734,  5796.  6047,  6661,  11085-11088, 
12301,  12979,  12980,  12981,  14242, 
17639,  19147,  22014,  22016,  22017, 
26lt9,  26180,  26S83,  26584,  26586. 
30216,  32561.  34121,  34122,  35068, 
35069,  35070 
Motor  vehicle  safety  standards;  exemption 
petitions,  etc.: 
American  Honda  Motor  Co.,  Inc.,  29689 
B.A.T.  Inc.,  30214 
Blue  Bird  Body  Co.,  9235 
Diamond  Coach  Corp.,  32987 
Ford  Motor  Co.,  3063,  16907,  25699 
Freightliner  Corp.,  28653 
General  Motors,  9236,  16735,  18134,  32167. 
33296 

General  Motors  Coip^^JJ**^ 

General  Tire.  Inc.,  15596^32564 
Goodyear  Tire  &  Rubber  Co.,  31999 
Kewet  Industri.  7905 
Mazda  (Noith  America),  Inc.,  8650 
Nissan  Motor  Co.,  Ltd.,  8651 
Panoz  Auto  Development  Co.,  32168 
Subaru  of  America,  Inc.,  7033,  16736 
Suzuki  Motor  Corp.,  16259 
Suzuki  Motor  Corp.,  Inc.,  32564 
Toyoto  Motor  Corp.,  28910 
Transportation  Manufacturing  Corp.,  4197 
TRW  Inc.,  7171 

Volkswagen  of  America,  Inc.,  12442,  32565 
Motor  vehicle  iheft  prevention  standard; 
exemption  petitions,  etc.: 
General  Motors  Corp.,  11659 
Motor  vehicle  theft  prevention  standards; 
exemption  petitions,  etc.: 
Volkswagen  of  America,  Inc.,  28434 
Older  persons,  traffic  safety  plan;  and  younger 
and  older  drivers,  safety  issues,  report  to 
Congress;  publications  availability.  30084 
Safety  standards,  etc.;  cost  estimating  marketing 

report;  availability,  33482 
Uniform  Emergency  Medical  Services  (EMS);  pre- 
hospital dau  conference,  6048 
Speed  limit  enforcement  ceitiiication,  186 

NatHMud  Indian  Gaming  Commission 

RULES 

Indian  Gaming  Regulatory  Act: ' 
Gass  II  and  Class  III  gaming  ordinances; 
approval,  and  background  investigations 
and  gaming  licenses,  5802 
.     Correction,  8449 
CompUance  and  enforcement  procedures,  5833 


Correctioa,  8449 
Editorial  amendments,  16493 
Managenient  contract  requiremepts  and 
procedures,  5818 
Correction,  8449 
Repotting  and  recordkeeping  requirements, 
16495 
Privacy  Act;  implementation,  5814 
Correction.  8449 

PROPOSED  RULES 

National  Envirotunenial  Policy  Act; 
implementation.  18353.  27967 
Regulatory  agenda,  25380 

NOTICES 

Annual  fees  payable  by  Class  IT  gaming 
operations;  fee  rates.  12601 

National  Institute  for  Literacy 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  31759 
Meetings,  6991,  8431,  16208,  21192,  30186 
Advisory  Board,  15167 

National  Institute  of  Corrections 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Jail  and  mental  health  service  linkages  resource 
center.  33843 
Meetings: 
Advisory  Board,  6530,  31756 

National  Institute  of  Justice 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Program  plan  (1993),  16416 

National  Institute  of  Standards  and 
Tectinology 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Fire  research  program.  14379 
Liposome  immunoanalysis,  17206' 
Information  processing  standards,  Fedend: 
Computer  graphics  metafile;  revision,  27710 
Database  language  SQL,  33986 
Input/output  interface  standards;  proposed 

withdrawal,  27712 
Massachusens  General  Hospital  Utility  Multi- 
programming System  (MUMPS),  32518 
POSIX;  portable  operating  system  interface  for 
computer  environments;  revision,  27995, 
29254 
Secure  hash  standard,  27712 
Inventions,  Government-owned;  availability  for 

licensing,  14201.  28854 
Laboratory  Accreditation  Program,  National 
Voluntary: 
Calibration  laboratories  accreditation;  pro^ihis 
handbook  development;  workshop,  21145    ] 
Fasteners  and  metals  testing  and  inspection        j 
laboratories;  workshop,  8586  / 

Meetings:  / 

Advanced  Technology  Visiting  Conunittee, 

8258,  25631 
Computer  System  Security  and  Privacy 

Advisory  Board,  11210,  14202,  28855 
Fastener  (Juality  Act  Advisory  Committee,  8258 
Malcolm  Baldrige  National  (^iuality  Awards — 
Board  of  Overseers,  3933 
Panel  of  Judges.  3933.  28858 
Weights  and  Measures  National  Conference. 
34423 


Patent  licenses;  non<xclusive,  exclusive,  or 
partially  exclusive: 
Public  Key  Partners,  32105 
Techtrol  Cyclonetics,  Ific.  26533 
Petroleum  storage  tanks;  safe  entry  and  cleaning 

standards;  revision,  3934 
Senior  Executive  Service: 
Performance  Review  Board;  membership,  31014 

National  Institutes  of  Health 

NOTICES 

AIDS  and  HIV-related  disease;  investigational  new 
drugs  expanded  availability  through  parallel 
track  mechanism;  d4T  (trade  name  Stavudine) 
IRB  review  waiver,  8600 
Committees;  establishment,  renewal,  termmation, 
etc.: 
Alternative  Medicine  Program  Advisory 

Committee.  8969 
Multidisciplinary  Special  Emphasis  Panel, 

11059 
National  Institute  on  DeaAiess  and  Other 

Communication  Disorders  Special 

Emphasis  Panel.  3%2 
Grant  and  cooperative  agreement  awards: 

Reckitt  &  Colman  Pharmaceuticals.  Inc.,  28031 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Novel  heparin-binding  peptides;  scientific  and 

commercial  development,  32154 
Recombinant  toxin  to  treat  cancer;  scientific  and 

commercial  development,  19465 
Scientific  and  commercial  development  of 

vaccine  to  prevent  human  genital  tract 

infection  by  human  papillomaviruses, 

18103 
Stabilized  nitric  oxide  complexes;  biomedical 

use,  5743 
Inventions,  Govenunent-owned;  availability  for 
licensing,  7792,  8600,  11863,  19135,  1%74, 
25654,  31728 
Meetings: 
Acquired  Immunodeficiency  Syndronne  Program 

Advisory  Committee,  14582 
Advisory  Committee  to  Director,  27737,  28886, 

33277  , 
Alternative  Medicine  Ad  Hoc  Panel.  16537 
Alternative  Medicine  Office.  34470 
Bionutrition  Group.  26793 
Early  identification  of  hearing  impairment  in 

infants  and  young  children;  consensus 

development  conference,  8601 
Fogarty  International  Onter  Advisory  Board. 

572.  19826 
Genome  Research  Review  Committee.  11059, 

32713 
Human  Genome  Research  National  Advisory 

Council,  572,  21732 
National  Cancer  Institiite,  572,  3037,  3288, 

5010,  5997,  5998,  6287,  7151,  7793,  8969- 

8971,  13605,  13783,  15503,  16689,  17419, 

17420,  21587,  21734,  26339,  28590. 

28591,  28592,  30793,  33277 
National  Center  for  Nursing  Research,  573, 

29234,  31043 
National  Center  for  Research  Resources,  5745, 

5746,  6801,  29837 
National  Eye  Institute,  573,  11240,  31216 
National  Heart.  Lung,  and  Blood  Institute,  573, 

574,  5745,  6641,  6801-6803,  8601.  8602, 

11060,  11413,  11414,  12047,  17421, 

18219,  18220,  19675,  21735,21736, 

26144,  28986,  29237,  29836.  31216. 

34471,  35024 
National  Institute  of  Allergy  and  Infectious 

Diseases,  3289,  3962,  5011,  21733,  27576. 

29234,  29834 
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NOAA 

■ 

National  Institute  of  Aithritis  and 

Musculoskeleta]  and  Skin  Diseases,  6800, 

National  Mediation  Board 

Summer  flounder.  5658.  8557,  11381.  13560. 
21261.27214,27215,31234 

i      : 

8602,  16196,  29235,  32714 

NOTICES 

Western  Pacific  bottomfish  and  seamount 

■ 

National  Institute  of  Child  Health  and  Human 

Senior  Executive  Service: 

groundfish.  29454 

- 

Development,  6800,  18410,  25655,  27576 
National  Institute  of  Dental  Research,  3291, 

Perfuniuuice  Review  Board;  membership,  30819 

Western  Pacific  cnistacean.  21409 

Western  Pacific  Region  pelagic.  14170.  17642, 

5011,  5998,  13496,  29236,  29835 

National  Oceanic  and  Atmospheric 

26255 

National  Institute  of  Diabetes  and  Digestive  and 

Administration 

Marine  mammals: 

Kidney  Diseases,  3289.  3%3,  7151,  8600, 

Bottlenose  dolphjns  in  U.S.  Mid-Atldk 
coastal-migratory  stock  depletionrWing 

11059,  16197,  18219,  19136,  19137, 

RULES 

19826,  25996,  27577,  29236,  32539,  35023 

and  importation  restrictions.  17789 

' 

National  Institute  of  Environmental  Health 

Sacramento  River  winter-run  chinook  salmon. 

Commercial  fishing  operations — 

Sciences,  574,  13784,  18220,  27577,  35024 

33212 

Tuna  (yellowfin)  caught  with  purse  seines  in 

National  Institute  of  General  Medical  Sciences, 

Saimaa  seal,  26920 

eastern  tropical  Pacific  Ocean;  incidental 

574,5010,  5011,  17421.29237 

Sea  turtle  conservation:  shark  gill  net 

taking  and  importation.  29127 

National  Institute  of  Mental  Health.  575,  501 1, 

fisheries — 

Incidental  taking— 

5999,  6287,  8971,  17897,  21736,  21737, 

Observer  requirement,  33220 

On-ice  seismic  activity;  ringed  seals,  4091 

28592,  28593,  29422,  32360, 32539,  33828 

Sea  turtle  conservation;  shrimp  trawling 

^Uer  sea  lions;  buffer  zone  exemptions.  5642 

National  Institute  of  Neurological  Disorders  and 

requiremenu,  2990 

Steller  sea  Uons;  navigational  transit  through 

) 

Stroke,  576.  21588.  25655,  35024 

Leathetback  sea  turtles;  fishery  activities 

ro<Aery  buffer  zones.  16369 

National  Institute  on  Aging,  3288.  1 1239, 

restrictions,  28790 

Marine  sanctuaries: 

■ 

12246,  19826,  21733,  29834,  32538.  35023 

Turtle  excluder  device  exemption.  19631, 

Monterey  Bay  National  Marine  Sanctuary.  CA. 

National  Institute  on  Alcohol  Abuse  and 

28793,  33219 

15271 

^ 

Alcoholism.  3288.  5744.  8969,  28594, 

Turtle  excluder  devices;  list  additions.  28795 

Tuna.  Atlantic  bluefin  fisheries.  26921,  32872 

28595.  30793 

Sea  turtle  conservation;  summer  flounder 

Tuna,  South  Pacific  fisheries,  33565 

. 

National  Institute  on  Deafness  and  Other 

trawling  requirements — 

PROPOSED  RULES 

Communication  Disorders.  577.  3290, 

Temporary  turtle  excluder  device 

Endangered  and  threatened  species: 

5745,  7152,  11059,  11060,  13496,  14218, 

requirements,  4088,  8554 

Central  California  coho  salmon;  status  review. 

^ 

15504.  17421,  19136,  1982^,  21734, 

Sea  turtle  conservation  requirements;  gill  net 

33605 

21735,  29235,  29835,  31043,  31044, 

fisheries.  17364 

Fmdings  on  petitions,  etc.,  34779 

^. 

32538,  32539,  35023 

Fishery  conservation  and  management:.  28799 

Harbor  poqwise;  Gulf  of  Maine  population. 

National  Institute  on  Drug  Abuse,  3290,  8971, 

Alaska  high  seas  salmon;  ChR  correction. 

3108,  17569 

- 

14583,  21735,  30794,  35023 

12336 

Northern  right  whale- 

National  Litvary  of  Medicine,  577,  7152, 

American  lobster.  34001 

Critical  habitat  designation,  29186 

18220.  19827.  29238 

Atlantic  sea  scallop.  4944.  7040 

Sacramento  River  winter-run  chinook  salmon. 

Office  of  Research  on  Women's  Health,  12366, 

Atlantic  shark.  27336,  27482 

31688 

34471 

Atlantic  sharks.  21931 

Sea  ttirtle  conservation;  shrimp  trawling 

- 

President's  Cancer  Panel,  8602,  14583,  16689. 

Atlantic  surf  clam  and  ocean  quahog,  1 1 198, 

requirements — 

34471 

14340 

Tow  time  limits;  permanent  compliance. 

Recombinant  DNA  Advisory  Committee,  8500, 

Atlantic  swotdfish,  32311,33568    ' 

30007 

1 

26676,  31045 

Bering  Sea  and  Aleutian  Islands  groundfish. 

Snake  River  sockeye  salmon,  etc. — 

Research  Grants  Division  Advisory  Committee, 

504,  5660,  5662.  7040.  8703-8712.  9129. 

Critical  habitat  designation.  7206 

11414 

11199.  11381.  11986.  12336.  13561. 

Steller  sea  lion;  critical  habitat  designation. 

1 

Research  Grants  Division  Behavioral  and 

13826.  14172.  14524.  15291.  16374. 

17181.21218.  34238 

Neurosciences  Special  Emphasis  Panel, 

16446.  17196.  17366.  17367,  19213, 

Fishery  conservation  and  management: 

8292.  11240.  14416.  15354.  19273,  32714. 

21627,  21951,  25952,  26072,  27216, 

Atlantic  surf  clam  and  ocean  quahog,  31938 

33829.  35025 

28522.  28799.  29362.  29793,  30130. 

Bering  Sea  and  Aleutian  Islands  ground  fish. 

Research  Grants  Division  study  sections.  3291. 

30997.  32003.  32615.  32874.  34380. 

17196,  17200.  17821.  19087,  21695.  29564 

7153,  27577.  31044 

34381.  34724.  34932 

Gulf  of  Alaska  groundfish.  532.  6574.  6677. 

Women's  Health  Initiative  Program  Advisory 

Foreign  fishing — 
Gulf  of  Alaska  groundfish,  16787 

Gulf  of  Alaska  groundfish,  503,  504,  5660, 
11985,  11986,  13214,  13561,  16372, 
16373,  16786,  16797,  16787,  17196, 
17806,  21218,  21545,  28520,  28799, 
30129,  31679,  31680,  32003,  32064. 
33345.  33778.  34002.  34380.  34723 

Gulf  of  Mexico  and  South  Atlantic  coastal 

17193.  17196,  17821,  29381,  29564 

T 

1 

Committee.  19676 
National  Center  for  Research  Resources  strategic 

plan,  27294 
Patent  licenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Advanced  Peptides,  Inc.,  et  al.,  8603 

Gulf  of  Mexico  and  South  Atlantic  spiny 

lobster,  32639 
Gulfof  Mexico  reef  fish.  12018.  15132.  19152, 

29805 
Northeast  multispecies,  26091 
Pacific  Coast  groundfish,  126.  4146.  7525, 

! 

1 

Alpha  platelet-derived  growth  faaor  (PDGF) 

receptor  gene,  6287 
Fort  Dodge  Laboratories,  578 

14543,  14549      . 
Pacific  halibut,  9138 
Reef  fish  fishery  of  Puerto  Rico  and  Virgin 

Sanyo-Kokusaku  Pulp  Co.,  Ltd.,  8603 

migratory  pelagic  resources.  3330.  4093. 
4599,  10990.  11198.  16785 
Gulf  of  Mexico  and  South  Atlantic  coral  and 

Islands,  34982 

Privacy  Act: 
Systems  of  records,  31967 

South  Atlantic  snapper-grouper,  13732,  31005 
Summer  flounder,  12017,  15463.  16519.  18365. 

Systems  of  records;  annual  publication,  4206 

coral  reefs,  etc.,  29554 

27987.  28386,  30140.  33243 

1 

Public  Health  Service  398,  etc.,  research  grant 

Gulf  of  Mexico  reef  fish,  13560,  16371,  29556, 

Western  Pacific  Region  pelagic.  26090 

application  kits;  conunittee  to  revise,  17897 

33025 

Marine  mammals: 

.  i 

Recombinant  DNA  molecules  research; 

Gulf  of  Mexico  shrimp,  17169 

Incidental  taking — 

Actions  under  guidelines.  9102,  21737 

Northeast  multispecies,  32062,  33028,  33344 

Dolphin  safe  research  program.  31 186 

Proposed,  8500,  26676,  31045 

Ocean  salmcn  off  coasts  of  Washington, 

Gulf  of  Mexico;  bottlenose  and  spotted 

Oregon,  and  ralifomia.  26922.  31664 

dolphins,  33425 

National  Labor  Relations  Board 

Pacific  Coast  groundfish.  2990.  3330.  11984. 

Northern  fur  seals;  subsistence  taking.  32892 

PROPOSED  RULES 

16124.  16629,  21261,  21263,  21265, 

Whales,  dolphins,  porpoises,  seals,  and  sea 

Court  decisions;  union  fees  and  dues;  exaction 
limitations,  7199.  10997,  15314 

21949,27480,31179 
Pacific  halibut,  17791 

lions;  guidelines  for  approach  by  people, 
vessels,  and  aircraft;  withdrawn,  16519 

Regional  fishery  management  councils; 

National  Weather  Service  modernization,  18316 

1 

NOTICES 

consecutive  terms  served  by  voting 

Oil  Pollution  Act: 

1 

Senior  Executive  Service: 

members,  29553 

Natural  icsource  damage  assessments:  stanis 

1 

] 

Perfonnance  Review  Boards;  membership,  4447 

South  Atlantic  snapper-grouper,  1 1979,  21 1 1 1 

report.  4601 
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Rulemaking  petitions: 

Center  for  Marine  Conservation.  21967,  34981 
Tuna.  Atlantic  bluefin  fisheries,  32894.  33793. 
34981 

NOTICES 

Chesapeake  Bay  National  Estuarine  Research 
Reserve,  VA;  component  sites  consideration. 
31014 
Coastal  nonpoint  source  pollution  State  program 

guidance  documents;  availability,  SI 82 
Coastal  zone  management  programs  and  estuarine 
sanctuaries: 
Boundary  recommendation  information; 

availability,  18079 
Consistency  appeals — 
Barceloneta  Municipality,  5958 
Chevron  U.S.A.,  Inc..  12027 
Crosby,  Henry,  5958 
Guerrero-Calderon,  Jorge  L..  25970 
Hanis.  Robert  E..  86 
Mobil  Exploration  &  Production  U.S.  Inc., 

12028 
Pappas,  Claire,  3934 
Union  Exploration  Partners,  Ltd..  et  al., 

12028 
Virginia  Electric  &  Power  Co.,  6247 
State  programs — 
Evaluation  findings  availability.  4982 
Intent  to  evaluate  performance,  4982.  12361. 
21705 
Deep  seabed  mining;  exploration  licenses,  33933 

Application  receipt,  34782 
Endangered  and  threatened  species: 
Gray  whale,  3121 
Illinois  River  winter  steelhead  in  Oregon;  status 

review,  29390 
Northern  offshore  spotted  dolphin,  3136 
Pacific  salmon;  artificial  propagation  interim 

poUcy.  17573 
Recovery  plans — 

Steller  (northern)  sea  lion,  3008 
Snake  River  sockeye  salmon.  8258 
Steller  sea  lions — 

Rookeries;  buffer  zone.  4156 
Steller  sea  lion — 
Rookeries,  buffer  zone,  31943 
Environmental  statements;  availability,  etc.,: 
Atlantic  bluefin  ttuia  fishery,  343 
Atlantic  mackerel,  etc.,  3012 
Tilefish  fishery.  11217 
Fishery  conservation  and  management: 
Pacific  halibut,  etc.,  33798 
Tilefish  fishery  entry  control  date,  33081 
Fishery  management  councils;  hearings: 
Mid-Atlantic — 

Summer  flounder,  3935 
New  England  and  Mid-Atlantic — 

Goosefish.  7879 
New  England — 

Atlantic  Sea  scallop,  1 1 846 
Western  Pacific— 
Bottomfish.  7881 
Fishery  product  inspection  and  cotification;  fees 

and  charges.  16399 
Galveston  Bay  oil  spill;  State/Federal  natural 
resource  damage  assessment  plan;  document 
availabiUty.  12938 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Fishing  industry  research  and  development 
ptojects — 
Gulf  of  Mexico  and  South  Atlantic  (Noith 
Carolina  to  Florida);  fishery  resources 
use.  5708 
Gulf  of  Mexico  and  South  Atlantic  (North 
Carolina  to  Florida);  fishery  resources  use, 
33082 


National  estuarine  research  reserve  system, 
34031 
Marine  mammals: 
Conunercial  fishing  operations;  incidental  taking 
and  importing — 
Fisheries  associated  with  exemption 

procedures;  list,  32905 
YeUowfin  tuna,  3013,  3014 
Incidental  taking;  authorization  letters,  etc. — 
ARCO  Alaska,  Inc.,  27998 
Western  Geophysical  et  al.,  1 1399 
Meetings: 
Caribbean  Inshery  Management  Council,  6476, 

30151 
Carribbean  Rshery  Management  Council,  16176 
Crab  Interim  Action  Committee,  32654 
Delaware  National  Estuarine  Research  Reserve; 

management  plan,  26738  '* 

Florida  Keys  National  Marine  Sanctuary 

Advisory  Council,  8259,  26738,  31188 
Gulf  of  Mexico  Fishery  Management  Council, 
537,  8933.  9148.  11399.  21283.  21284. 
26287,  32106,  34424,  34783 
Hawaiian  Islands  Humpback  Whale  National 

Marine  Sanctuary,  HI,  12359 
Hudson  River  National  Estuarine  Research 

Reserve,  NY;  final  management  plan,  6623 
International  Whaling  Commission.  6951 
Marine  Fisheries  Advisory  Committee,  3015 
Mid-Atlantic  Fishery  Management  Council, 
8934.  16176.  19653,  29198.  32345.  33085, 
34783 
New  England  Fishery  Management  Council, 

3015,  9149,  16401,  27715,  34037 
North  Pacific  Fishery  Management  Council, 
3015,  13451.  16401.  17207,  18375.  19235. 
33253.  33434 
Pacific  Fishery  Managenoent  Council.  4411, 
4984,  6476.  7547,  8259,  12029.  12939, 
16176.  17207,  27544,  31015,  33085.  33799 
South  Atlantic  Fishery  Management  Council. 

4412,  18080,  29198,  32345 
Western  Pacific  Fishery  Management  Council, 
4983,  12939,  13743,  14560,  19235,  21974. 
31015.  33434 
National  Marine  Mammal  Tissue  Bank;  protocol 

and  access  policy;  availability.  1%53 
National  Weather  Service;  modernization;  report. 

344 
Permits: 
Endangered  and  threatened  species.  3935.  6116, 
7213,  7547,  7769,  8740,  8741,  11039, 
11040.  12578.  14202.  16522.  16523. 
16524.  16650.  17383.  18205.  19089. 
1%54.  21284.  21285.  25810.  25811. 
25971.  26288.  26739.  28394.  28561. 
29392.  30775.  31188.  31944.  32913. 

33434.  34037,  34244 
Experimental  fishing.  5716.  11399,  15484 
Foreign  fishing,  32345 

Marine  mammals.  3261,  4983,  5360,  6116, 

6247,  6248,  6387,  7214,  7548,  7770.  8934, 
II040.  11847.  12579.  13451,  14202, 
14203,  14560,  16651,  16652,  I68IS, 
17208.  17383.  17384.  18081.  18375. 
19408.  21285.  25632.  25812.  26288, 
27269,  27270.  28395.  28953.  29199. 
29568,  29810.  31693.  31944.  31945. 
32520.  32543,  32913,  33085,  33434, 

33435,  33621.  33799,  34038.  34424.  34783 
Rookery  Bay  National  Estuarine  Research 

Reserve,  FL;  management  plan,  32521 
Seafood  inspection  program;  hazard  analysis 

critical  control  point-based  service,  30151 
Surveying  and  mapping  activities;  North  American 

Vertical  Datum  of  1988  afTirmation,  34245 


Whaling  Commission.  International: 
Bowhead  whale;  strike  quota,  12940 

National  Park  Service 

RULES 

Special  regulations: 
Golden  Gate  National  Recreation  Area.  CA; 
bicycle  routes;  correction.  28505 

PROPOSED  RULES 

National  parks;  recreational  rock  climbing 
regulations.  32878 

NOTICES 

Boundary  establishment,  descriptions,  etc.: 
Harpers  Ferry  National  Historic  Park,  WV,  116 
Indiana  Dunes  National  Lakeshore,  IN,  117 
Little  River  Canyon  National  Preserve,  AL. 

31217 
Committees;  establishment,  renewal,  termination, 
etc.: 
Littie  Bighorn  National  Monument  Advisory 

Committee.  4180 
Preservation  Technology  and  Training  Board. 

34589 
Concession  contract  negotiations:     | 
Cape  Cod  National  Seashore.  MAL  11244 
Denali  National  Park  and  Preserv^,  AK,  34587 
Grand  Canyon  National  Park,  AZ;  Colorado 

River  running  services,  4180 
Independence  National  Historical  Park,  PA, 

29634 
Cuyahoga  Valley  National  Recreation  Area,  OH; 

lease  of  lands.  34480 
Cuyahoga  Valley  National  Recreation  Area,  OH; 

sale  of  lands,  6294,  16415 
Delaware  Water  Gap  National  Recreation  Area; 

Camp  Mohican  use  proposals.  19274 
Environmental  statements;  availability,  etc.: 
Allegany  County.  MD,  5443 
Anacostia  Park,  Washington,  DC;  stadium 

construction  and  operation,  1 3796,  26985 
California  National  Historic  Trail  and  Pony 

Express  National  Historic  Trail,  CA,  27746 
Cape  Cod  National  Seashore,  MA,  17427 
Capitol  Reef  National  Park  et  al.,  UT;  road 

inqjrovement  alternatives,  28611 
Capitol  Reef  National  Park,  UT,  8634 
Conata  Basin/Badlands  Area,  SD;  reintroduction 

of  black-footed  ferreu,  5707 
Creve  Coeur  Lake  Memorial  Park,  MO,  34480 
Edison  National  Historic  Site.  NJ;  site 

development  plan,  8426 
Grant-Kohrs  Ranch  National  Historic  Site.  MT, 

33944 
Great  Basin  National  Park.  NV.  3042.  13503 
Great  Kills  Park.  NY.  4716 
Hagerman  Fossil  Beds  National  Monument.  ID, 

29634 
Hamilton  Grange  National  Memorial.  NY; 

meeting.  32155 
Katmai  National  Park  and  Preserve.  AK.  31977 
Lake  Mead  National  Recreation  Area,  AZ  and 

NV,  26344 
Lake  Mead  National  Recreation  Area,  NV. 

7244,  21751 
Manzanar  National  Historic  Site,  CA,  21751 
Mississippi  National  River  and  Recreation  Area, 

32546 
Petrified  Forest  National  Park,  AZ,  13645, 

26344 
Prince  William  Forest  Park,  VA;  meeting,  7157 
Rock  Creek  Park  Tennis  Center,  Washington, 

DC,  7574 
Timpanogos  Cave  National  Monument,  UT, 

17427 
Westfield  River,  MA,  8427 
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'White  House  a^  President's  Paik; 

comprehensive  design  plan,  1SI6I 
Lead  fishing  sinker  use  prohibition  on  National 
Wildlife  Refuges  and  National  Parks;  petition 
consideration,  31740 
Managenient  and  land  protection  plans; 
availability,  etc.: 
Manassas  Battlefield  Park,  VA,  18226 
Natchez  National  Historical  Park,  MS,  26345 
Trail  of  Tears  National  Historic  Trail,  1 1623 
Meetings: 
Acadia  National  Park  Advisory  Commission, 

19274 
Cape  Cod  National  Seashore  Advisory 

Commission,  352,  8972,  12598,  26345 
Chesapeake  and  Ohio  Canal  National  Historical 

Park  Commission,  3043,  17428 
Civil  War  Sites  Advisory  Commission,  1 1869, 

19140.  33280 
Delaware  and  Lehigh  Navigation  Canal  National 

Heritage  Corridor,  16692,  29635 
Dclawqjs'Water  Gap  National  Recreation  Area 
Citizens  Advisory  Commission,  19687, 
21751 
Delta  Region  Preservation  Commission,  7244, 

29634 
Denali  National  Park  Subsistence  Reserve  . 

Commission,  31978 
Farmington  River  Study  Committee,  19275 
Gates  of  Arctic  National  Park  Subsistence 

Resource  Commission,  15505 
Gauley  River  National  Recreation  Area 

Advisory  Committee,  7896,  11869,  13087 
Gettysburg  National  Military  Park;  white-tailed 

deer  management  program,  6419 
Gettysburg  National  Military  Park  Advisory 

Commission,  3043,  17907 
Golden  Gate  National  Recreation  Area  and 
Point  Reyes  National  Seashore  Advisory 
Commission,  26345,  30067,  34589 
Jimmy  Carter  National  Historic  Site  Advisory 

Commission,  15162 
Lake  Gark  National  Park  Subsistence  Resource 

Commission,  21751 
Maine  Acadian  Culture  Preservation 

Commission,  12598,  26346 
Mississippi  River  Coordinating  Commission, 

6295,  11062,25846 
Mississippi  River  Corridor  Study  Commission, 

15355.  33842 
Missouri  National  Recreational  River  Advisory 

Group,  11061,31218 
Natchez  National  Historical  Park  Advisory 

Commission,  28413 
National  Capital  Memorial  Commission,  11418 
National  Park  System  Advisory  Board,  34062 
Native  American  Graves  Protection  and 

Repatriation  Review  Committee,  4441 
Niobrara  Scenic  River  Advisory  Commission, 

21186 
Petroglyph  National  Monument  Advisory 

Commission,  12598 
San  Francisco  Maritime  National  Historical  Park 

Advisory  Commission,  7244 
Sleeping  Bear  Dunes  National  Lakeshore 

Advisory  Commission,  32362 
Sudbury,  Assabet  and  Concord  Rivers  Study 

Committee.  12598,  26346,  34063 
Trail  of  Tears  National  Historic  Trail  Advisory 

Council.  21752 
U.S.S.  Cairo;  preservation  measures.  28415 
Underground  Railroad  Advisory  Committee. 

13645 
Vancouver  Historical  Study  Commission.  6974 
Wnngell-St.  Elias  National  Park  Subsistence 
Resource  Commission,  15162 


Mining  plans  of  operation;  availability,  etc.: 
Bering  Land  Bridge  ^lational  Preserve,  AK. 

6005 
Lake  Meredith  National  Recreation  Area,  TX, 

16845 
Wrangell-St.  Elias  National  Park  and  Preserve. 
AK,7245 
National  Register  of  Historic  Places: 
Eligibility  detemiinadons,  33105 
National  Historic  Landmarks;  boundaries 

establishment,  4180 
Pending  nominations,  352,  3964,  5018,  6130, 
6807,  7815,  8634,  11062,  12049,  13088. 
14221.  15505,  16845,  17907.  19275, 
21315,  25846,  26558.  27746,  28992. 
30067.  31218.  32155.  33106.  33943.  34588 
Native  American  human  remains  and  associated 
funerary  objects: 
Chugach  region,  AK,  19688 
Gunther  Island,  CA;  inventory,  6295 
Hawaiian  Islands,  19688 
Heard  Museum,  AZ,  34818 
Navajo  County,  AZ;  inventory,  7574 
Oahu,  HI;  inventory,  7575 
Peabody  &  Essex  Museunu  HI;  inventory.  579 
Peabody  Museum  of  Archaeology  and 

Ethnology;  inventory.  27309 
Peabody  Museum  of  Archaeology  and 

Ethnology;  Zuni  war  god  figurine,  13796 
Portland  An  Museum.  OR,  34818 
Waimanalo  area.  Oahu,  HI,  19689 
Standard  concession  contract  language;  revision, 

3140 
Systemwide  archeological  inventory  program; 

publication  availability.  3965 
Worid  heritage  properties  Ust: 
U.S.  nomination  process,  19689 

National  Science  Foundation 

RULES 

Antarctic  animals  and  plants,  conservation;  waste 
management  and  disposal  regulations; 
enforcement  and  hearing  procedures,  34713 
PROPOSED  RULES 
Regulatory  agenda,  25144 
NOTICES 
Agency  information  collection  activities  under 

0MB  review,  21996,  34829 
Antarctic  Conservation  Act  of  1978;  permit 

applications,  etc.,  1 19,  365,  5424,  7586,  8432, 
25674.  28902.  29010,  30187,  33958 
Committees;  establishment,  renewal,  termination, 
etc.: 
Astronomical  Sciences  Advisory  Committee  et 

al.,  34280 
Federal  Networidng  Council  Advisory 

Committee,  21599 
High  Performance  Computing  Blue  Ribbon 
Panel,  119 
Environmental  statements;  availability,  etc.: 
Antarctic  program's  food  wastes  management 

at  McMurdo  Station,  Antarctica,  5763 
Associated  Universities,  Inc.,  12601 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Graduate  research  traineeships  program,  172889 
Undergraduate  chemistry  curriculum;  systemic 
changes,  32729 
Meetings: 
Alan  T.  Waterman  Award  Committee,  1 1426 
Antarctic  toui  (^lerators,  33845 
Archaeology  Advisory  Panel,  17290 
Archaeometry  and  Systematic  Anthropological 

Collections  Advisory  Panel,  18229 
Arctic  Research  Plan,  third  biennial  revision. 
16423 
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National  Science 

Astronomical  Sciences  Advisory  Conunitiee, 

17290 
Astronomical  Sciences  Special  Emphasis  Panel, 

16208 
Atmospheric  Sciences  Advisory  Committee, 

18229 
Atmoq>beric  Sciences  Special  Eii4>hasis  Panel, 

19874 
Biochemistry  and  Molecular  Structure  and 

Function  Advisory  Panel,  16208,  17291 
Biological  and  Critical  Systems  Special 
Emphasis  Panel,  13508,  14592,  16209. 
16212.  17291,  31978,  33469 
Biological  Instrumentation  and  Resources 
Special  Emphasis  Panel,  8066,  8997, 
11426,  12256,  12376 
Biological  Sciences  Advisory  Committee. 

26563,  29840 
Cell  Biology  Advisory  Panel,  16209,  21599 
Chemical  and  Thermal  Systems  Special 
Emphasis  PaneL  16209,  16210,  17291, 
17434 
Chemistry  Advisory  Committee,  13508,  14592 
Chemistry  Special  Emphasis  Panel,  3302,  18230 
Computer  and  Computation  Research  Special 

Emphasis  Panel,  12376 
Computer  and  Information  Science  and 

Engineering  Advisory  Committee,  7264, 
26801 
Critical  issues  in  advanced  science  and 
engineering  technician  education; 
workshop,  21600 
Cross-Disciplinary  Activities  Special  Eiiq>hasis 

Panel,  16210,  17292,  19470,  21600 
Cultural  Anthropology  Advisory  Panel,  16210 
Decision,  Risk,  and  Managenxnt  Science 

Advisory  Panel,  18230 
Design  and  Manufacturing  Systems  Advisory 

Committee,  28420 
Design  and  Manufacturing  Systems  Special 
Emphasis  Panel,  12376.  16851.  28420, 
28421 
DOE/NSF  Nuclear  Science  Advisory 

Committee,  7160,  16210 
Earth  Sciences  Advisory  Committee,  7160, 

34280 
Earth  Sciences  Special  Enq>hasis  Panel,  5763, 

8997,  8998,  12602 
Ecology  Advisory  Panel,  12376 
Economics  Advisory  Panel  13508,  14224 
Education  and  Human  Resources  Advisory 
Committee,  28421,  28637.  30819,  33469. 
34281 
Electrical  aixi  Communications  Systems 

Advisory  Committee,  8998 
Electrical  and  Communications  Systems  Special 
EmphasU  Panel,  18230,  19471,  19692, 
21600,  26007,  27314,  30819,  34281,  34597 
Bementaiy,  Secondary,  and  Informal  Education 

Special  Enq>hasis  Panel.  16423.  19692 
Engineering  Advisory  Committee.  16717 
Engineering  Education  and  Centers  Special 
Emphasis  Panel,  13508,  16210,  19692 
EnvironiTKntal  Biology  Special  Emphasis  Panel, 

12376,  12377,  14592,  21600 
Equal  Opportunities  in  Science  and  Engineering 

Conunittee,  5764 
Experimental  Programs  to  Stimulate 

Competitive  Research  Special  Emphasis 
Panel,  19692,  26007 
Experintental  Program  to  Stimulate  Competitive 

Research  S()ecial  Emphasis  Panel,  32552 
Federal  Network  Council  Advisory  Conunittee, 

16211 
Genetics  and  Nucleic  Adds  Advisory  Panel, 
18230.  19692,  26007 


a. 


National  Science 


Geography  and  Regional  Science  Advisoiy 

Panel.  11873.  17292 
High  Performance  Computing  Blue  Ribbon 

Panel,  365,  11075,  16717 
History  and  Philosophy  of  Science  Advisory 

Panel,  19693 
Human  Cognition  and  Perception  Advisory 

Panel,  18230 
Human  Resource  Development  Special 

Emphasis  Panel,  5764,  7160.  8066.  13509. 

17292.  18231,  26O0L 
Industrial  Innovation  Interface  Special  Emphasis 

Panel,  28421 
Information,  Robotics,  and  Intelligent  Systems 

Special  Emphasis  Panel,  8067,  16211, 

17292 
Integrative  Biology  and  Neuroscience  Special 

Emphasis  Panel,  8067 
Interagency  Arctic  Research  Policy  Committee. 

16423.  32730 
Imematiooal  Programs  Special  Enqthasis  Panel. 

26563 
Law  and  Social  Science  Advisoiy  Panel.  18232. 

21601 
Linguistics  Advisory  Par»el,  18232 
Materials  Research  Special  Emphasis  Panel. 

3302.  4447.  7160,  13509,  16211.  17292. 

18231,  26008,  28421,  32552,  33470 
Mathematical  and  Physical  Sciences  Advisory 

Committee.  14593 
Mathematical  Sciences  Advisoiy  Committee. 

21601 
Mathematical  Sciences  Special  Emphasis  Panel, 

3045.  5764.  12377,  172^ 
Mechanical  and  Structural  Systems  Special 

Emphasis  Panel.  12055.  14S93.  27315. 

33470 
Microelectronic  Information  Processing  Systems 

Special  Emphasis  Panel,  12377 
Molecular  and  Cellular  Biosciences  Special 

Emphasis  Panel,  8998,  16211 
Networldng  and  Communications  Research  and 

Infrastructure  Special  Emphasis  Panel. 

3981,  4447,  11873.  16212.  17293.  29436, 

34597 
^4euIosciellce  Advisory  Panel,  16212.  18232, 

21996 
Ocean  Sciences  Advisory  Committee.  26008 
Ocean  Sciences  Review  Panel,  18233 
Physical  Anthropology  Advisory  Panel.  16212 
Physics  Advisory  Committee,  21601 
Physics  Special  Emphasis  Panel.  3302.  13509. 

26008.  29437 
Physiology  and  Behavior  Advisofy  Panel. 

13509.  16212 
Polar  Programs  Office  Committee  of  Visitors. 

13509 
Political  Science  Advisory  Panel.  19693 
Presidential  Faculty  Fellows  Advisory  Panel, 

3302 
Research.  Evaluation,  and  Dissemination  Special 

Emphasis  Panel.  7160,  18233,  29641 
Science  and  Technology  Infrastructure  Special 

Emphasis  Panel  32552 
Science.  Engineering,  aixl  Technology  Federal 

Coordinating  Council  and  Education  and 

Human  Resources  Advisory  Committee 

Expert  Panel,  4448,  11075 
Science  Resources  Studies  Special  Emphasis 

Panel,  8067 
Social  and  Economic  Sciences  Special  Emphasis 

Panel  16213,  21322,  28637 
Social  Behavioral  and  Economic  Sciences 

Advisory  Committee.  21601 
Social  Psychology  Advisoiy  Panel.  14593 
Sociology  Advisoiy  Panel  16213 


Systematic  Biology  Advisory  Panel.  16213 
Undergraduate  Education  Special  Emphasis 
Panel  34281 
Meetings;  Sunshine  Act.  3067.  6573.  7843.  12987. 

26588.  32171 
Organization,  functions,  and  authority  delegations, 
7587 
Grants  and  Agreements  Division  et  al..  30819 
Privacy  Act: 
Systems  of  records.  33673 

National  Technical  Information 
Service 

PROPOSED  RULES 

Scientific,  technical,  and  engineering  information; 
transfer  by  Federal  agencies  to  NTIS,  2768 1 

NOTICES 

Inventions,  Government-owned;  availability  for 
licensing,  19655 

Meetings: 

Advisory  Board,  7214.  25971 

Patent  licenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Kyowa  Pharmaceutical,  Inc.,  1^177 
Magainin  Pharmaceutical.  Inc..  30152 
NORAMCO  Engineering  Corp.,  21285 
Organon  International  B.V.  et  al.,  19655 

National  Telecommunications  and 
Information  Administiration 

NOTICES 

Grants  and  cooperative  agreements;  availability. 
etc.: 
National  Endowment  for  Children's  Educational 

Television,  15222 
Public  telecommunications  facilities  planning 
and  construction  program.  16072 
International  teleconununications  services 

regulation;  comprehensive  examination.  4846 
Meetings: 
Children's  Educational  Television  Advisory 

Council,  3538 
Spectrum  Planning  Advisory  Conunittee,  6388. 
7881 
Telecommunications  role  in  hate  crime  study; 
report.  16340 

National  Transportation  Safety  Board 

RULES 

Equal  Access  to  Justice;  implementation: 
Attomey  fees;  cap  adjustment,  21543 

Practice  rules: 
Civil  penalty  proceedings.  11379.  17531 

NOTICES 

Meetings;  Sunshine  Act.  6165.  7844,  11097. 
15521.  17924.  21332.  26812.  29026.  33144 

National  Women's  Business  Council 

NOTICES 

Meetings;  Sunshine  Act,  13825.  26184 

Navy  Department 

RULES 

Navigation.  COLREGS  compliance  exemptions: 
USS  Curtis  WUbur,  25945 
USS  Cyclone,  8694 
USS  Gladiator,  28504 
USS  John  Paul  Jones.  4333 
USS  Keaisarge.  4334 
USS  Mississippi.  11191 
USS  Rhode  Island  et  al..  25944 


USS  VeUa  Gulf.  28503 

NOTICES 

Environmental  statements;  availability,  etc.: 
Base  realignment  and  closures — 
Dahlgien  Division.  Naval  Surface  Warfare 
Center,  VA,  17873 
Element  II,  breakwater  pier  construction.  Naval 

Station  Everett  WA.  17873 
Facilities  development  and  relocation  of  Navy 

activities  to  Guam  from  Philippines.  17874 
Fast  combat  support  ships  (AOE-6  Gass) 

homepoiting  and  support  facilities 

construction;  Naval  Weapons  Station  Earle. 

Colts  Neck.  NJ,  6626 
Long  Beach  Naval  Hospital,  CA;  disposal  and 

reuse.  27999 
Marine  Corps;  training  in  urban  environment, 

28397 
Marine  Corps  Base,  Camp  Lejeune,  NC; 

wastewater  treatment  system  upgrade, 

33622 
Naval  Air  Station  Alameda  et  al..  CA,  15488 
Naval  Air  Station  Chase  Field.  TX;  disposal 

and  reuse  decisions.  34994 
Naval  Air  Warfare  Center  Aircraft  Division. 

Patuxent  River,  MD,  30041 
San  Diego,  CA;  dredged  material  disposal,  6627 
Inventions,  Government-owned;  availabihty  for 

licensing.  7127.  8934.  25974.  26966 
Meetings: 
Chief  of  Naval  Operations  Executive  Panel 

3017,  4984.  5961 
Chief  of  Naval  Operations  Executive  Panel  task 

fon:es.  5961.  9152,  11402,  13254,  13464. 

14384.  18208.  25632.  25977.  26967. 

27545.  28399.  30043.  31018.  33437, 

34039,  34786 
Naval  Academy,  lioard  of  Visitors,  15843 
Naval  History  Advisory  Committee,  6780 
Naval  Postgraduate  School,  Board  of  Advisors 

to  Superintendant,  21563,  26300 
Naval  Research  Advisory  Committee,  17578. 

21146.  21297,  26%7.  27715.  29571. 

31019.  33437 
Naval  War  College.  Board  of  Advisors  to 

President,  25977 
Navy  Exchange  System  Advisoiy  Committee. 

15844,  32109 
Patent  licenses;  non-exclusive,  exclusive,  or 
partially  exclusive: 
Brantner  &  Associates,  33934 

Neighborhood  Reinvestment 
Corporation 

NOTICES 

Meetings;  Sunshine  Acl  8653,  28912 

Nuclear  Regulatory  Commission 

RULES 

Acquisition  regulations.  26253 

Acquisition  regulations;  correction,  8449,  12988 

Conflict  of  interests,  3825.- 29951 

Criminal  enforcement  provisions;  clarification; 

correction.  11886 
Nuclear  equipment  and  material;  import  and 
export: 
Qaiifying  amendments,  12999 
Operator  licenses: 

Nuclear  power  plants — 
/        Personnel  training  and  qualification.  21904 
)  Plants  and  materials;  physical  protection: 

Facilities  possessing  strategic  special  nuclear 
material  in  unirradiat^  form;  unannounced 
safeguards  inspections  to  licensee  and 
contractor  personnel  29521 
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Fixed  sites  and  nonpower  reactors;  radiological 
sabotage  protection  darificatioD,  13699 
Plactice  rules: 
Domestic  licensing  proceedings — 
Policy  staiement.  14308,  17321 
Production  and  utilization  facilities;  domestic 
licensing: 
Nuclear  power  plants — 
Maintenance  effectiveness  monitoring,  33993 
Radiation  protection  standatxls: 
Irradiators,  large;  licensed  radioactive  material 
use;  radiation  safety  and  licensing 
requirements,  77 IS 
Waste  oil  disposal  by  incineration;  correction, 
11290 
Radioactive  wastes;  land  disposal  licensing 
requirements: 
Above  ground  disposal  focilities,  quality 
assurance  program,  etc.,  33886 
Spent  fuel  storage  casks,  approved;  list  additions, 

17948 
PROPOSED  RULES 
Byproduct  material;  domestic  licensing: 
Radiopharmaceutical  reagent  kits  and  elute 
radiopharmaceutical  generators;  use  of 
radiopharmaceuticals  for  therapy,  26938 
Byproduct  material;  medical  use: 
Preparation,  transfer  for  conunercial  distribution, 
and  use  of  byproduct  material  for  medical 
use,  33396 
Emergency  plaiming  licensing  requirements  for 
independent  spent  fuel  storage  facilities 
(ISFSI)  and  monitored  retrievable  storage 
facilities,  29795 
Export  and  import  of  nuclear  equipment  and 
materials: 
Specific  licensing  of  alpha-emitting 

radionuclides  and  byprodua  material, 
14344 
Fee  policy;  changes,  21116 
Fee  schedules;  revision;  and  U.S.  Court  of 

Appeals  decision,  21662,  28801,  29454 
licensee  data  submissal  in  computer  readable  form, 

6098 
License  revocation,  modification,  or  suspension, 

proceedings;  workshc^,  34726 
Operator  licenses: 
Comprehensive  rcqualification  written 

examination  and  operating  tests,  29366 
Plants  and  materials;  physical  protection: 
Radiological  sabotage;  design  basis  threat 
review;  meeting,  21546 
Practice  rules: 
Radiological  criteria  for  decommissioning  of 
NRC-licensed  utilities;  workshops,  8560, 
19784,  29998 
Production  and  utilization  facilities;  domestic 
Ucensing: 
Emergency  plaiming  and  preparedness;  exercise 

requirements,  34539 
Event  reporting  systems;  NRC  systems  and 
guidelines  clarification;  meeting,  18167 
Licensed  facilities  decommissioning;  self- 
guarantee  as  additional  financial  assurance 
mechanism,  3515 
Materials  facilities  decontamination  and 
decommissioning  timeliness,  4099 
Nuclear  power  plants;  final  safety  analysis 

report  update  submittals,  28523 
Nuclear  power  plants;  maintenance  effectiveness 

monitoring,  15303 
Prematurely  shut  down  power  reactors  licensees; 
spent  fuel  management  and  funding  plans, 
34947 
Program  requirements: 
Fitness-for-duty,  modificatioas,  15810 


Radiation  protection  standards: 
Low-level  waste  shipment  manifest  informatioa 

and  reporting;  meeting,  25578 
NRC-licensed  facilities;  radiological  criteria  for 
decommissioning — 
Generic  environmental  impact  statement. 
4363.  11839,  14178,  18049,  33570 
Workshop,  4363,  11389,  14178,  18049. 
26257 
Radioactive  waste;  procedures  and  criteria  for  on- 
site  storage  of  low-level  waste,  6730 
Reactor  site  criteria: 
Nuclear  power  plants;  seismic  and  geologic 
siting  criteria;  Appendix  A  revision; 
meeting,  4946 
Seismic  and  earthquake  engineering  criteria  for 
nuclear  power  plants,  271.  16377 
Regulatory  agenda,  25384,  28523 

Quarteriy  report,  11389 
Requirements  marginal  to  safety;  eliminatioa 

Public  woricshop,  6196 
Rulemaking  petitions: 
Envirocare  of  Utah,  Inc.,  9552 
GriU,  Richard  P..  7757 
Virginia  Electric  &  Power  Co.,  12339 
Washington  and  Oregon;  high-level  radioactive 
waste,  definition  revision;  petition  denied, 
12342 
Safety  regulations,  amendments;  meeting,  27953 
Spent  fuel  storage  casks,  approved:  list  additions, 

5301.  19786 
Whistleblower  protection  provisions,  33042 

NOTICES 

Abnormal  occurrence  reports: 

Periodic  reports  to  Congress,  6314,  26563 

Quarteriy  reports  to  Congress,  3571.  21997 
Agency  information  collection  activities  under 
0MB  review,  366,  367,  3046.  3573,  3981, 
5424,  5764,  6021,  6137,  6314,  6423,  6812, 
6991,  6992,  12275,  12377,  13650,  15884, 
16214,  18427,  19848,  25675,  26008.  26359, 
26987,  28421,  29840,  29841.  31056,  32730 
Committees;  establishment,  renewal,  termination, 
etc.:     1 

Three  Mile  Island,  Unit  2  Decontamination 
Advisory  Panel,  13288 
Environmental  statements;  availability,  etc.: 

Bingham  Engineering,  33675 

Boston  Edison  Co.,  26169 

Carolina  Power  &  Light  Co.  et  al.,  6813 

Cimarron  Corp.,  8432 

Combustion  Engineering,  Inc.,  6813 

Commonwealth  Edison  Co.,  6814,  9576,  16717, 
16880 

Connecticut  Yankee  Atomic  Power  Co..  31760 

DowElanco,  28638 

Duke  Power  Co.,  587,  588 

Duke  Power  Co.  et  al.,  588 

Entergy  Operations,  Inc.,  34829 

Envirocare  of  Utah.  Inc..  1 1642 

Ferret  Exploration  Co.  of  Nebraska.  Inc.,  13651 

Florida  Power  &  Light  Co.,  27584 

Georgia  Power  Co.  et  al.,  13806 

GPU  Nuclear  Corp.,  6814,  12975 

Hardened  wetwell  venting  installation,  12276 

Hecla  Mining  Co.,  29641 

Homestake  Mining  Co.,  32734 

Illinois  Power  Co.  et  al.,  16555 

Indiana  Michigan  Power  Co.,  16555 

Iowa  Electric  Light  &  Power  Co.  et  al.,  28422 

Kcrr-McGce  QMp..  16718 

Nebraska  Public  Power  District,  33286 

Northeast  Nuclear  Energy  Co.,  589,  5035, 
17627,  29642 

Omaha  PubUc  Power  District.  5765.  21480 

Pacific  Gas  &  Electric  Co..  7899 
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Pctrotomics  Co.,  120,  12378,  27315 
Philadelphia  Electric  Co.,  29010 
Portland  General  Electric  Co.,  16556.  19142 
Portland  General  Qectric  Co.  et  al.,  33958 
Power  Authority  of  State  of  New  Yock,  5424 
Public  Service  Co.  of— 

Colorado.  19693 
Quivira  Mining  Co..  4720 
Sactuneoto  Municipal  Utility  District.  3406  J 
Tennessee  Valley  Authority,  6423.  19281. 

21602.  33676 
Texas  Utilities  Electric  Co..  34065 
Toledo  Edison  Co.  et  al..  8068 
TU  Bectric  Utilities  Co.,  5035,  5036 
Virginia  Electric  &  Power  Co..  6424,  11873, 

11874,  14224,28423 
Western  Nuclear  Inc.,  33285 
Export  and  import  license  appUcations  for  nuclei 
facilities  or  materials,  7014,  12603,  15884, 
30187 
Generic  letters: 
Augmented  inservice  inspection  requirements 
for  Mark  1  and  Mark  II  steel  containments, 
refueUng  cavities,  and  associated  drainage, 
3302 
Design  bases  information;  availability  and 

adequacy,  15885 
Instrument  response  time  limits  technical 
specification  relocation  tables,  18118 
Line-item  technical  specification  improvements 
to  reduce  testing  during  power  operation, 
16881 
Technical  q)ecification  administrative  control 
requirements  for  emergency  and  security 
plans,  17293 
Geologic  repository  operations  area  underground 
facility,  thermal  loads;  staff  technical  position 
availability,  4448 
High-level  waste  pre-licensing  program;  bi-weekly 

notification  of  meetings,  7595 
Low-level  radioactive  mixed  waste;  national 

profile  avaUability  (NUREG/CR-5938).  7265 
Meetings: 
Advanced  light  water  reactors;  use  of 

experience  data  for  seismic  qualification  of 
safety  related  equipment.  29012 
Coiiunercial  grade  procurement  and  dedication; 

workshop,  15167 
Compatibility  of  agreement  State  regulatory 

..jrogBms;  public  workshop.  35050 
CONTA&rfteTReview  Committee.  26564 
Former  Defense  Logistics  Agency  property  in 

Curtis  Bay,  MD;  remediation,  27754 
International  Nuclear  Event  Scale  (INES) 
reporting  system;  NRC  participation; 
meeting,  17911 
Medical  Uses  of  Isotopes  Advisory  Committee, 

7823,  21322.  34830 
Nuclear  Safety  Research  Review  Committee, 
15514.  30820.  34066,  34831 
.   Nuclear  Utility  Management  and  Resources 
Committee,  6815 
Nuclear  Waste  Advisory  Committee,  3982, 
6315,  7899,  13286,  13287,  28903,  33470, 
34281 
Pn)posed  schedule,  5426,  11258,  16124, 
25849 
Plant  components,  aging  and  degradation  - 

research  studies.  8998 
Reactor  pressure  vessel  fluence  evaluation; 

technical  issues,  8999 
Reactor  Safeguards  Advisory  Committee,  5425, 
6021,  6022,  6315,  8999,  11258,  11874, 
12279.  13110,  13287,  17295,  17434, 
26170.  26171,  26359,  30820,  30821. 
31221.  33846.  33959,  33960,  34831 
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Proposed  schedule.  S426. 112S8, 16124, 
2S849 
Reactor  Safeguards  Advisoty  Committee  et  al. 

Proposed  schedule,  34067 
Reactor  Safeguards  Advisoiy  Committee  et  al., 

30188 
Regulatory  information  conference,  14593 
Regulatory  Review  Group,  17911 
Seismic  hazard  estimates  for  eastern  U.S.  power 
plants,  I187S 
Meetings:  Sunshine  Act,  124,  3328,  3330,  S4S0, 
6165,  6853,  7038.  7295,  7844,  9023,  11097, 
11665,  12304,  13126,  13682,  14244,  15521, 
16739,  17305,  17924,  19295,  21332,  26036. 
26813,  28912,  29027,  29253,  30086.  31233. 
32172,  33144,  33985,  34841 
Memorandums  of  understanding: 
NBC  emergency  response  dau  system 
utilization — 
Arizona,  26801 
NRC  emergency  response  data  system 
utilizabon — 
Maryland.  13510 
New  Jersey,  21603 
New  York,  21605 
Ni^lear  waste  and  spent  fiiel  shipments: 

iCovemors'  designees  receiving  advance 
t        notification:  list,  35050 
Operating  licenses,  amendments:  no  significant 
(       hazards  considerations;  biweekly  notices,  590, 
\      5427,  6992,  8771,  12256,  14433,  15886, 
16215,  16851,  19471.  25851.  26987.  28050, 
30189,  31222,  32376.  34069 
Organization,  functions,  and  authotity  delegations: 
Local  public  document  room  relocation  and 
establishment — 
Combustion  Engineering,  Inc.;  Hematite.  MO. 

17435 
La  Crosse  Boiling  Water  Reactor.  Wl,  25676 
Petitions:  IDirector's  decisions: 
Advanced  Medical  Systems,  Inc.,  19282 
Aiizooa  PubUc  Service  Co.  et  al.,  367 
Baltimore  Gas  &.  Electric  Co.,  12378 
Boston  Edison  Co.,  35053 
Detroit  Edison  Co.,  18233 
Rorida  Power  &  Ught  Co.,  16558,  33286 
Georgia  Power  Co.  et  al.,  26360 
Interstate  Nuclear  Services,  Inc.,  28423 
Nuclear  Infonnation  and  Resource  .Service, 

8637,  31223 
Nuclear  Information  and  Resource  Service  et 

al.,  7595 
Rosemount,  Inc.,  8796 
Sequoyah  Fuels  Corp..  21481 
Texas  Utilities  Bectiic  Co..  6137.  6138 
Vermont  Yankee  Nuclear  Power  Corp..  34832 
Regulatory  guides:  issuance,  availability,  and 
withdrawal  602Z  8796,  17628,  21606. 
29239.  33675 
Regulatory  Review  Group;  draft  material; 

comments  request,  13808 
Reports;  availability,  etc.: 
Fault  displacement  and  seismic  hazards  at 
geologic  repository,  investigations  to 
identify;  staff  technical  position,  14594 
Regulatory  Review  Group;  report,  29012 
Regulatory  Review  Group  report  33285 
Site  investigation  and  characterization  of  sites 
for  geologic  repositories;  procedural 
agreement  with  DOE.  33470 
Safiety  analysis  and  evaluation  reports;  availability, 
etc.: 
Tennessee  Valley  Authotity.  22003 
Senior  Executive  Service: 
Perfonnance  Review  Boards:  menobership. 
29437 


Applications,  hearings,  deierminaiions,  etc.: 
ABC  Testing,  30821 
Agricuhuie  Department,  17436,  35053 
Amax,  Inc.,  15886 

American  Testing  &  Inspection,  Inc.,  19500 
Anchor/Dariing  Valve  Co.,  30822 
Army  Department,  6815 
Baker  Testing  Services,  Inc.,  30823 
Baltimore  Gas  &  Electric  Co.,  14594 
Baystate  Medical  Center,  Inc.,  5037 
Boston  Edison  Co.,  26171,  32552 
Capital  Materials  Testing.  Inc..  7903.  26564 
Carolina  Power  &  Light  Co.,  7904 
Carolina  Power  &  Light  Co.  et  al.,  8068 
Qeveland  Electric  Illuminating  Co.  et  al.. 

13511.  17628 
Cobin,  Rhoda  H.,  M.D..  32731 
Commonwealth  Edison  Co.,  606.  17914 
Connecticut  Yankee  Atomic  Power  Co..  12379, 

12976,  29012,  31979 
Consolidated  Edison  Co.  of  New  York,  Inc., 

32734 
Consumers  Power  Co.,  8638 
Cooper  Nuclear  Station,  26988 
Cramer  &  Lindell  Engineering,  Inc.,  30824 
Duke  Power  Co.,  11260,  29642 
Duquesne  Light  Co.,  17912,  25676 
Duquesne  Light  Co.  et  al.,  7161 
Eastern  Testing  &  Inspection,  Inc.,  6819 
Rorida  Power  &  Light  Co.,  25678,  25874, 

29013 
Gardecki,  Richard  J.,  27755 
GE  Nuclear  Energy,  31761 
Georgia  Power  Co.  et  al.,  6820,  8434,  8999 
GPU  Nuclear  Corp.,  19282 
GPU  Nuclear  Corp.  et  al.,  13809 
Gulf  States  Utilities,  16246 
Houston  Lighting  &  Power  Co.  et  al..  34832 
Illinois  Power  Co.  et  al.,  11264 
Indiana  Michigan  Power  Co.,  I3I1I.  18119 
Innovative  Weaponry,  Inc.,  34598 
Iowa  Electric  Light  &  Power  Co.,  32735 
Maine  Yankee  Atomic  Power  Co.,  16423 
Miimesota  Valley  Engineering,  30825 
Nebraska  PubUc  Power  District,  26174,  35056 
New  York  Power  Authority,  7596 
Niagara  Mohawk  Power  Corp.,  368,  28904 
Northeast  Nuclear  Energy  Co.,  5038,  6023, 

7265-7267,  19142,  26988,  31761 
Omaha  Public  Power  District,  6822,  19144. 

26009 
Oncology  Services  Corp..  6825,  9224,  31056 
Pacific  Gas  &  Electric  Co.,  6827,  26177 
Philadelphia  Electric  Co.  et  al.,  17296 
Portland  General  Electric  Co.,  7824,  16891, 

21193 
Portland  General  Electric  Co.  et  al..  368.  17629. 

35058 
Power  Authority  of  State  of  New  York.  1 1871 
Public  Service  Co.  of  Colorado,  26361 
PubUc  Service  Electric  &  Gas  Co.,  34833 
Radiation  Oncology  Center,  13810 
Rhode  Island  Atomic  Energy  Commission. 

15514 
Sacramento  Municipal  Utility  District.  34103 
Safety  Ught  Corp.  et  al.,  7268,  12602 
Sam-Son  Inspection  &  Tech.  Services,  Inc.. 

30825 
Sequoyah  Fuels  Corp .  6828,  8638 
South  Carolina  Electric  &  Gas  Co..  11643 
Teiuiessee  Valley  Authority, 

21481,25680,34281 
Texas  Utilities  Electric  Co..  7822.  21323 
Texas  Utilities  Electric  Co.  et  al..  19282 
Toledo  Edison  Co.  et  al.,  14225 
Tnitom  LTD.,  30826 


TU  Electric  Co.,  30827 
Twin  City  Testing  Corp..  30829 
Union  Electric  Co.,  12602.  16247 
University  of  Missouri  Curators.  34103 
University  of — 

Missouri,  32736 

Virginia,  26989 
Venegas  Industrial  Testing  Laboratory,  30830 
Vermont  Yankee  Nuclear  Power  Corp..  13651. 

16892 
Virginia  Electric  &  Power  Co..  7014.  13652. 

29841 
Wahiawa  General  Hospital.  32400 
Western  Technologies.  Inc..  16558 
Westinghouse  Electric  Corp..  3982 
Wisconsin  Public  Service  Corp.  et  al..  9224 
Wolf  Creek  Nuclear  Operating  Corp..  26565 
Yale-New  Haven  Hospital,  26566 
Yankee  Atomic  Electrir  Co.,  19501 

Nudear  Waste  Technical  Review 
Board 

NOTICES 

Meetings,  14452,  32376 
Yucca  Mountain  site,  NV;  Environmental  and 
Public  Health  Panel's  tour.  14452 

Occupational  Safety  and  Health 
Administration 

RULES 

Agriculture  occupational  safety  and  health 
standards: 
Cadmium;  occupational  exposure;  correction. 
21778 
Construction  safety  and  health  standards: 
General  industry  safety  and  health  standards 
applicable  to  construction  work; 
incorporation,  35076 
Lead;  occupational  exposure.  2^590 
Repotting  and  recordkeeping  requirements. 
34218 
General  industry  and  construction  safety  standards; 

amendments,  35306 
Safety  and  health  standards: 
Air  contaminants,  35338 
Cadmium;  occupational  exposure;  correction, 

21778 
Confined  spaces,  permit-required,  4462,  34844 
Explosives  and  blasting  agents;  CFR  correction, 

16496 
Hazardous  energy  sources  control  (lockout/ 

tagout),  16612 
Liquefied  petroleum  gases;  storage  and 
handling;  CFR  correction,  15089 
Shipyard  employment  construction  safety  and 
health  standards: 
Cadmium;  occupational  exposure;  correction, 
21778 

PROPOSED  RULES 

Construction  safety  and  health  standards: 

Fall  protection,  16515 

Scaffolds,  16509,  30131 
Safety  and  health  standards: 

2-methoxyethanol,  2-ethoxyethanol  and  their 
acetates  (glycol  ethers),  15526,  31923 

NOTICES 

Committees;  establishment,  renewal,  termination, 
etc.: 
Occupational  Safety  and  Health  National 
Advisory  Committee,  31220 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Targeted  training  program,  29838 
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Target  training  program,  3S048 
Meetings: 

Constniction  Safety  and  Health  Advisory 
Committee,  6989,  25660 

Shipyard  Employment  Standards  Advisory 

Committee.  4446,  17288.  32158 

Nationally  recognized  testing  laboratories,  etc.: 

United  Stales  Testing  Co.,  Inc..  15509 
State  plans;  standards  approval,  etc.: 

Maryland,  34488 

Occupational  Safety  and  Health 
Review  Commission 

RULES 

Organization,  functions,  and  authonty  delegations: 
Address  and  phone  number  changes,  26065 

NOTICES 

Meetings;  Sunshine  Act,  9243 

Office  of  Management  and  Budget 

See  Management  and  Budget  Office 

Office  of  the  Special  Counsel 

NOTICES 

Agency  information  collection  activities  under 
0MB  review,  609 

Office  of  United  States  Trade 
Representative 

See  Trade  Representative,  Office  of  United  States 

Overseas  Private  Investment 
Corporation 

RULES 

Conflict  of  interests,  33319 
NOTICES 

Agency  information  collection  activities  under 

OMB  review,  32362.  32363 
Meetings:  Sunshine  Act.  124, 19SIS 

Pacific  Northwest  Electric  Power  and 
Conservation  Planning  Council 

NOTICES 

Policy  statement;  amendments,  19694 
Power  plan  amendments: 
Columbia  River  Basin  fish  and  wildlife 
program,  30832 

Packers  and  Stockyards 
Administration 

NOTICES 

Central  filing  system;  State  certifications: 
Oklahoma,  9558.  19404 

Stockyards;  posting  and  deposting: 
Barstow  Sales  Yard,  CA,  et  al.,  34028 
Capital  Stockyard.  Inc..  AL.  18367 
Dairyman's  &  Cattleman's  Beef  Auction,  CA. 

et  al..  34028 
Dill's  Auction  Service.  DE,  et  al.,  34028 
Granger  Trading  Bam,  MS.  18367 
Kinder  Livestock  Auction.  LA,  et  al.,  9SS8 
London  Auction  Bam,  AR.  et  al..  18367 
Osbom  Livestock  Auction.  MO,  9558 

Panama  Canal  Commission 

PROPOSED  RULES 

Regulatory  agenda,  25186 

Parole  Commission 

RULES 

Federal  prisoners;  paroling  and  releasing,  etc.:     . 
Prisoners  transferred  to  U.S.  under  phsoner- 
exchange  treaties,  30703 


Recorded  audio  and  visual  material 

consideration  at  parole  hearings,  16612 

PROPOSED  RULES 

Federal  prisoners;  paroling  and  releasing,  etc.: 
Prisoners  transferred  to  U.S.  under  prisoner- 
exchange  treaties.  4126 

NOTICES 

Meetings;  Sunshine  Act.  6165,  6676,  7606,  7843. 
11665.19515.19700.25898 

Patent  and  Trademark  Office 

RULES 

Patent  cases: 
Patent  Cooperation  Treaty  provisions.  4335 

PROPOSED  RULES 

Patent  cases: 
Burden  of  proof,  528 

NOtlCES 

Meetings: 
Trademark  Affairs  Public  Advisory  Committee, 
6624 

Peace  Corps 

RULES 

Federal  claim  collection;  administrative  o^et, 
2977 

PROPOSED  RULES 

Privacy  Act;  implementation,  31181 
Regulatory  agenda,  25190 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  13515.  21324.  3347L  33960 
Privacy  Act: 
Systems  of  records.  31223 

Pennsylvania  Avenue  Development 
Corporation 

PROPOSED  RULES 

Regulatory  agenda,  25194 

NOTICES 

Meetings;  Sunshine  Act,  12631.  32568 

Pension  and  Wdfare  Benefits 
Administration  . 

NOTICES 

Employee  benefit  plans;  class  exetnptions: 
Individual  retirement  accounts  (IRAs)  or 

retirement  plans  for  self-enq>loyed 

individuals  (Keogh  Plans),  3561-3567 
Employee  benefit  plans;  prohibited  transaction 
exemptions: 
Apollo  Fund,  L.P.,  28614 
Bentley  Nevada  Corp.  et  al.,  34820 
Boor.  John  William,  M.D.,  et  al.,  34824 
Building  Services  32B-J  Health  Fund  et  al., 

8979 
Qow  Stamping  Co.  et  al.,  5026 
Day  Runner,  Inc..  et  al..  25660 
Digital  Wizards,  Inc..  et  al..  5028 
ELK  Promotions,  Inc.,  et  al.,  7251 
Fred  Hervcy  Interests  et  al..  18420 
Individual  retirement  accounts  (IRAs)  and 

retirement  plans  for  self-employed 

individual  (Keogh  Plans)^ 
Services  receipt  by  participants,  31053 
.  Junaluska  Animal  Hospital,  P.A..  et  al..  28619 
Massachusetts  Mutual  Life  Insurance  Co.  et  al., 

13094 
Metropolitan  Life  Insurance  Co.,  354 
Metropolitan  Life  Insurance  Co.  et  al..  16709. 

32363 
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Personnd 

Mid-Hudson  Medical  Group  P.C.  Profit  Sharing 

Trust  etal..  11251 
NationsBank  Corp.  et  al..  8981 
Nomura  Securities  International,  Inc.,  et  al.. 

13098 
Pcnn  Central  Corp.  Master  Trust  et  al.,  28043 
Peoples  National  Bank  of  Lebanon  et  al..  28626 
Society  National  Bank  et  al..  16705 
Union  Labor  Life  Insurance  Co.  et  al.,  7255 
United  Co.  et  al..  25672 
WeHxmi  Clinic  et  al..  18426 
Meetings: 
Employee  Welfare  and  Pension  Benefit  Plans 

Advisory  Council,  32158 

Pension  Benefit  Guaranty 
Corporation 

RULES 

Election  of  single-employer  plan  status;  CFR  Part 

removed,  29349 
Multiemployer  plans: 
Late  preminum  payments  and  employer  liability 
underpayments  and  oveipayments;  interest 
rates,  19609 
Valuation  of  plan  benefits  and  plan  assets  t 
following  mass  withdrawal — 
Interest  rates,  4576.  8231,  13707,  I96II, 
28502,  33023 
Withdrawal  liability;  notice  and  collection; 
interest  rates.  4577,  19610 
Responsibility  and  ethical  conduct  of  employees: 

Appearances  in  certain  proceedings,  4318 
Sin^e-employer  plans: 
Distress  and  standard  terminations,  6605 

Correction.  4203  , 
Distress  and  standard  terminations;  coirectioo. 

34709 
Late  premium  payments  and  employer  liability 
underpayments  and  overpayments;  interest 
rates,  4574.  196109 
Valuation  of  plan  benefits — 
Adopting  additional  PBGC  rales;  amendineqt, 

8230 
Interest  rates.  4575.  13706 

PROPOSED  RULES 

Regulatory  agenda,  25196 
Single  employer  plans: 
Valuation  of  plan  benefits — 
Valuation  following  mass  withdrawal.  5128. 
7921,  15315 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  34835 
Minimum  vesting  standards;  guarantee  of  benefits: 

interpretation,  5781 
Multiemployer  plans: 
Bond/escrow  requirement;  exemption  requests — 

Detroit  Tigers,  Inc.,  26363 

Plaid  Holdings  Corp.,  28646 

Personnel  Management  Office 

RULES 

Allowances  and  differentials: 
Cost-of-living  allowances  and  post  differentials 
(nonforeign  areas).  33501 
Basic  life  insurance.  Federal  employeet: 
Iraq.  Kuwait,  and  Lebanon;  benefits  for 
hostages,  18142 
Conversion  to  metric  system.  32273 
Debarment  and  suspension  (nonprocuremeot). 
-    28759 


<S 


Pcnooncl 


EmpioyiDeat: 
Promodoo  and  intemal  pUcement — 
RiIl  coosideratioo  of  displaced  Defense 
employees;  job  listings,  18139 
Reuuiuuent.  selection,  and  placement — 
Pull  consideration  of  displaced  Defense 
employees;  job  listings,  18139 
Excepted  service: 
Perfonnance  based  reduction  in  grade,  removal 
actions,  and  advene  actions;  Qvil  Service 
Due  Process  Amendments  implementation, 
13191 
Freedom  of  Information  Act;  implementation: 
Confidential  commercial  infonnation;  disclosure 
procedures,  32043 
Group  life  insurance.  Federal  employees: 
Premium  rate  reduction  and  open  enrollment 
period,  11953 
Health  benefits.  Federal  employees: 
l4iiiily  enrollment  change  oppoitunity,  33009 
Inpatient  hospital  charges  and  program  benefit 
payments;  limitations,  4369 
Pay  administration: 
Airborne  fibers  hazards.  General  Schedule 

employees  exposed  to;  eight  percent  hazard 
pay  differential,  32048 
Payments  during  evacuations  caused  by  natural 

disasters.  33S01 
Performance  management  and  recognition 

system;  correction,  6056 
Recruitment  and  relocation  bonuses:  retention 
allowances;  supervisoiy  differentials;  CFR 
correction,  29777 
Pay  rates  and  systems: 
Law  enforcement  officers;  special  pay 
entitlements,  3199 
Pay  under  General  Sdiedule: 

Metropolitan  area  definition:  dumges,  33497 
Pay  under  General  Schedule;  CFR  correction, 

29777 
Prevailing  rate  systems.  12146.  13193,  13194. 

15415.  33499 
Privacy  Act;  imirfementation;  correction,  16446 
Reduction  in  force;  60  days  specific  notice 

exception,  32046 
Reduction  in  force;  permissive  temporary 

exceptions,  5561 
Retirement: 
Civil  Service  and  Federal  Employees  Retirement 
System — 
Quidiens  survivor  annuities  during  school 
attendance,  32051 
Civil  Service  Retirement  System — 
Court  order  affecting  retirement  benefits; 
correction,  3201 
Federal  Employees  Retirement  System — 
Couit  order  affecting  retirement  benefits; 
correction,  3201 
Veterans  readjustment  appointments: 
Vietnam-era  veterans;  restoration  of  eligibility, 
12145 
Voting  tiglMs  program: 
Mississippi,  29791 

PROPOSED  RULES 

Acquisition  regulations: 
Health  benefiu.  Federal  employees — 
Miscellaneous  changes,  3M769 
Allowances  and  differentials: 

Unifotm  allowance  rate,  26694 
Debarment  and  suspensioa  (iK»ptocurementX 

7052 
Employment: 
Executive,  management,  and  siqiervisory 
development,  11988 
Regulatory  agenda.  25164 
Training  of  Federal  employees,  3S0S,  8912 


NOTICES 

Agency  information  collection  activities  under 
OMB  review.  3303,  6828.  8796,  9576.  12604, 
14227,  16559,  26362,  26363,  28645,  28646, 
29645.  31980,  32402,  33287,  34599,  35059 
Excepted  service: 
Schedules  A.  B,  and  C;  positions  placed  or 
revoked — 
Update,  3303,  8434,  12055,  19144,  26802 
Meetings: 
Federal  Prevailing  Rate  Advisory  Committee, 

11076,26363,32737 
Federal  Salary  Council,  9581,  26363,  33287 
Hispanic  Federal  Employment  Advisory  Group, 

26804 
Historically  Black  Colleges  and  Universities 
Federal  Enq>loyment  Advisory  Group, 
3307 
Privacy  Act: 
Computer  matching  programs,  6025,  19145 
Systems  of  records,  19154 
Senior  Executive  Service: 
Career  reserved  positions;  list.  12380 
Performance  Review  Board;  membership,  28904 

Physician  Payment  Review 
Commission 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Changes  in  health  care  system;  telephone 

interview  survey  of  physicians,  31980 
Medicare  program  and  fee  schedule;  telephone 

interview  survey  of  physicians,  27315 
National  data  programming  services,  27317 
Research  and  analysis  to  support  Commission's 
advice  to  Congress  in  specific  policy  areas, 
26568 
Meetings,  7165.  25874 

Postal  Rate  Commission 

RULES 

Practice  and  procedure  rales: 
Domestic  mail  classification  and  rate  schedules; 
pre-barcoded  flats  discounts,  33996 

PROPOSED  RULES 

Practice  and  procedure  rules: 
Postal  rates  and  fees  changes;  four-year  strategic 

rate  cycle:  implementation;  withdrawn;  and 

potential  improvements,  16392 
Rate  and  classification  schedules;  complexity  in 

rates  inquiry.  6769,  12198 

NOTICES 

Complaints  filed: 

United  Parcel  Service  (UPS),  630 
Meetings;  Sunshine  Act,  33144,  33688 
Post  office  closings;  petitions  for  appeal: 

Beaverlett.  VA,  9001 

Colfex,  ND,  12604 

Ithaca,  NY,  16559 

Lille.  ME,  29437 

Lodi,  TX,  25681 

Mc Adams,  MS,  13111 

Winchester.  TX,  16720 
Vuitt  to  facilities,  26365,  29645,  30076 

Postal  Service 

RULES 

Domestic  Mail  Manual: 
Neighborhood  delivery  and  collection  box  units 

(NDCBUs)  and  parcel  lockers; 

procurement,  31177 
Pre-baicoding  of  letter-size  mail,  13551 


Resoucturing  and  revision.  34887 
International  postal  rates  and  fees: 
International  customized  mail  service,  29778 

PROPOSED  RULES 

Domestic  Mail  Manual: 
Neighborhood  delivery  and  collection  box  units 
(NDCBUs)  and  parcel  lockers; 
procurement,  18190 
Postcards,  maximum  thickness,  1907S 
Pre-barcoding  of  letter-size  mail,  8921 
International  Mail  Manual: 
Items  nuuled  by  or  on  behalf  of  senders  in 
U.S.  and  other  countries,  25959 
Privacy  Act;  implementation,  16806 

NOTICES 

Donnestic  rates,  fees,  and  mail  classifications: 

Pre-barcoded  letter-size  mail,  12605 
Meetings;  Sunshine  Act  5798,  9243,  15522, 

21775,  30219,  33985 
Privacy  Act: 

Computer  matching  programs,  30207 

Presidential  Commission  on 

Assignment  of  Women  in  the 
Armed  Forces 

NOTICES 

Meetings,  5441 

Presidential  DtKuments 

PROCLAMATIONS 

Generalized  System  of  Preferences;  amendments 

(Ptocs.  6544,  6575),  19547,  34855 
Haiti,  return  to  constitutional  ttile;  suspension  of 
entry  of  persons  who  formulate  policies  that 
seek  to  impede  progress  of  negotiations  (Proc. 
6569),  31897 
Hurricanes  Andrew  and  Inild-ravaged  areas; 

revocation  of  suspension  of  Davis-Bacon  Act 
provisions  for  clean-up  (Proc.  6534), ,  13189 
Impoits  and  exports:  | 

^anftflft — 
Plywood  tariff  modifications  (Proc.  6519), 

13189 
Textile  articles,  woven  or  knk  :<l;  rales  of 
origin  extension,  (Proc.  6543),  19319 
Special  observances: 
Agriculture  Day.  National  (Proc.  6538),  15753 
American  Red  Cross  Month  (Proc.  6535),  15411 
American  Wine  Appreciation  Week  (Proc. 

6530).  11361 
Arbor  Day,  National  (Proc.  6554).  26501 
Asian/Pacific  American  Heritage  Month  (Proc. 

6557),  26909 
Be  Kind  to  Animals  and  National  Pet  Week 

(Proc.  6560),  27919 
Braille  Literacy  Week  (Proc.  6522),  3193 
Cancer  Control  Month  (Proc.  6549),  25541 
Chavez,  Cesar,  death  of  (Proc.  6552),  26223 
Credit  Education  Week.  National  (Proc.  6547). 

25537 
Crime  Victims'  Righu  Week,  National  (Proc. 

6551),  26221 
Day  of  Prayer.  National  (Proc.  6553),  26499 
Defense  Transportation  Day  and  Week,  National 

(Pioc.  6562),  29519 
Education  and  Sharing  Day,  U.S.A.  (Proc. 

6540),  17773 
Emergency  Medical  Services  Week.  1993  and 

1994  (Pioc.  6567),  31893 
Father's  Day  (Proc.  6573).  33753 
Fellowship  and  Hope.  National  Day  of  (Proc. 

6525),  5917 
Flag  Day  and  National  Flag  Week  (Proc.  6572). 
33185 
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Fonner  Prisoner  of  War  Recognitiofi  Day, 

National  (Proc.  6S41),  1931S 
FMure  Fanners  of  America  Organization 

Awareness  Week.  Nttional  (Proc.  6531), 

11951 
Good  Teen  Day,  National  (Proc,  6520),  467 
Cheek  Independence  Day:  A  National  Day  of 

Celebration  of  Greek  and  American 

Democracy  (Proc.  6539),  16609 
Heart  Month,  American  (Proc.  6528),  8691 
Irish-American  Heritage  Month  (Pioc.  6533), 

13187 
Jewish  Heritage  Week  (Proc.  6550),  26219 
Law  Day,  U.S.A.  (Proc.  6555),  26503 
Law  Enforcement  Training  Week,  National 

(Proc.  6523),  3195 
Loyalty  Day  (Proc.  6556),  26505 
Lyme  Disease  Awareness  Week,  1993  and  1994 

(Proc.  6571),  32267 
Maritime  Day,  National  (Proc.  6564),  29949 
Marshall,  Thurgood;  death  of  (Procs.  6525, 

6526),  6187,  6436 
Martin  Luther  King,  Jr.,  Federal  Holiday  (Proc. 

6524),  4293 
Mother's  Day  (Proc.  6559),  27917 
Nancy  Thurmond  Moore  National  Organ  and 

Tissue  Donor  Awareness  Week  (Proc. 

6548),  25539 
Older  Americans  Month  (Proc.  6565),  30935 
Pan  American  Day  and  I^  American  Week 

(Proc.  6545),  21093 
Poison  Prevention  Week,  National  (Proc.  6536), 

15413 
Prayer  for  Peace,  Memorial  Day  (Proc.  6566), 

31325 
Preschool  Immunization  Week,  National  (Proc. 

6542),  19317 
Safe  Boating  Week,  National  (Proc.  6570). 

32041 
Sanctity  of  Human  Life  Day,  National  (Proc. 

6521).  469 
Save  Your  Vision  Week  (Proc.  6532),  13185 
Small  Business  Week  (Proc.  6561),  28915 
Visiting  Nurse  Associations  Week,  National 

(Proc.  6529),  10937 
Volunteer  Week,  National  (Proc.  6546),  21341 
Walking  Week,  National  (Proc.  6558),  27649 
Women  and  Girls  in  Spoits  Day,  National 

(Proc.  6527),  7477 
Women's  History  Month  (Proc.  6537),  15751 
World  Trade  Week  (Proc.  6563).  29775 
World  War  II  fiftieth  anniversary  national 

observance  (Proc.  6568),  31895 
Zaire;  suspension  of  entry  of  persons  who 

formulate  policies  that  are  impeding  the 

transition  to  democracy  (Proc.  6574), 

34209 

EXECimVE  ORDERS 

Armed  Forces: 
MiUtary  Outstanding  Volunteer  Service  Medal; 
establishment  (EO  12830),  4061 
China.  People's  RepubUc  of.  renewal  of  most- 
favored-nation  trade  status  in  1994; 
conditions  (EO  12850),  31327 
Conunittees;  establishment,  renewal,  termination, 
etc.: 
Economic  Council,  National:  establishment  (EO 

12835),  6189 
Federal  advisory  committees;  termination  and 

limitation  (EO  12838),  8207 
Research  Council,  National;  amendments  (EO 

12832),  5905 
Urban  Families,  America's,  National 

Commission  on;  reporting  period  extensitm 
(EO  12827),  211 
Construction  projects.  Federal;  project  agreements 
prohibition  and  mandatory  posting  of  notice 


stating  that  workers  are  not  required  to  join 
union;  revocation  (EO  12836),  7045 
EURATOM;  U.S.  nuclear  cooperation  (EO 

12840),  13401 
European  Community-U.S.  agreement  on 
reciprocal  Government  procurement  (EO 
12849),  30931 
Facilities  construction  and  maintenance  on  U.S. 

borders;  amendment  (EO  12847),  29511 
Government  agencies  and  employees: 
Alternative-fueled  vehicles;  Fbderal  Government 

use  (EO  12844),  21885 
Energy-efficient  computer  equipment  purchase 

requirement  (EO  12845),  21887 
Executive  Branch  appointees  ethics 

commitments  (EO  12834),  5911 
Executive  Schedule  (Levels  IV  and  V); 

adjustments  (EO  12841),  13529 
Executive  Schedule  (Level  V);  addition  (EO 

12833),  5907 
Federal  agency  procurement  requirements  for 
ozone-depleting  substances  (EO  12843), 
21881 
Federal  Govemrttent  prtxluctivity  improvement 

and  deficit  control  (EO  12837),  8205  , 
Personnel  management  authorities;  delegation'' 

(EO  12828),  2965 
Reduction  of  100,000  Federal  positions  (EO 
12839),  8515 
Homelessness;  Federal  plan  to  break  its  cycle  (EO 

12848),  29517 
Industrial  Security  Program,jNational  (EO  12829), 

3479  ' 

International  Development  Law  Institute; 
designation  as  public  international 
organization  (EO  12842),  17081  ' 
Weapons,  chemical  and  biological,  proliferation 
and  use;  sanctions  and  export  control  (EO 
12851),  33181 
Yugoslavia,  Federal  Republic  of  (Serbia  and 
Montenegro)  additional  economic  sanctions 
(bo  12846),  25771 
Yugoslavia.  Republic  of  (Serbia  and  Montenegro) 
additional  foreign  assets  control  (EO  12831). 
5253 

ADMINISTRATIVE  ORDERS 

Abortion: 
(Privately  funded)  at  military  hospitals; 

authorization  (Memorandum  of  January  22. 
1993).  6439 
Counseling  in  family-planning  clinics 

(suspension  of  "gag  rule"  (Memorandum 
of  January  22.  1993), ,  7455 
Albania,  Armenia.  Azerbaijan,  Belarus,  Georgia. 
Kazakhstan,  Kyrgyzstan,  Moldova,  Mongolia, 
Romania,  Russia,  Tajikistan,  Turkmenistan, 
Ukraine,  Uzbekistan;  continuation  of  waiver 
of  Trade  Act  of  1974  restrictions  (Presidential 
Determination  No.  93-25  of  June  2,  1993), 
33005 
Arms  Control  and  Disarmament  Agency  1992 
atuiual  activity  report;  authority  delegation 
(Memorandum  of  January  15,  1993),  6339 
Bulgaria;  certification  of  compliance  with 
emigration  standards  (Presidential 
E)etermination  No.  93-26,  of  June  3,  1993), 
33007  ^ 

China: 
Export-Import  Bank  loan  extension  (Presidential 
Determination  No.  93-19  of  April  15), 
21889 
Most-favored-nation  trade  status  renewal 
(Presidential  Determination  No.  92-93  of 
May  28.  1993),  31329 
Cook  Islands;  eligibility  to  receive  defense  articles 
and  services  (Presidential  Determination  No. 
93-10  of  January  6.  1993),  5245 
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Presidential 

Federal  energy  coosetvation  annual  report; 

authority  delegation  to  Secretary  of  Energy 

(Memorandum  of  June  23.  1993),  34519 
Fetal  tissue  transplantation  research;  Federal 

funding  (Memorandum  of  January  22,  1993). 

7457 
Foreign  Operations,  Export  Financing,  and  Related 

Programs  Appropriation  Act;  funds 

expenditure  (Presidential  Determiiution  No. 

93-7  of  January  5,  1993),  4059 
Generalized  System  of  Preferences;  amendments 

(Memorandum  of  June  25,  1993),  34861 
Government  employees: 
Public  Health  Sovice  commissioned  officers; 
award  of  military  ribbons,  medals,  and 
decorations  (Memorandum  of  December 
30,  1992),  3485 
Haiti;  refugee  assistance  (Presidential 

Determination  No.  93-15  of  February  27, 

1993),  13183 
International  railway  tunnel  between  U.S.  and 

Canada;  construction  authorization  to 

Canadian  National  Railway  Company  and 

Grand  Trunk  Corporation  and  their 

subsidiaries  (Permit  of  May  17,  1993),  29513 
Israel;  military  assistance  (Presidential 

Determination  No.  93-17  of  March  30), 

19193 
Lithuania,  Latvia  and  Estonia.'^certification  of 

substantial  withdrawal  of  Russian  armed 

forces  (Presidential  Determination  No.  93-24 

of  May  31.  1993).  32269 
Marshall  Islands;  eligibility  to  receive  defense 

articles  and  services  (Presidential 

Determination  No.  93-9  of  January  6,  1993). 

5243  ,■ 

Mexico;  motor  carrier  licenses  issued  to  nationals, 

modification  of  moratorium  (Memorandum  of 

May  6,  1993),  27647 
Micronesia;  eligibility  to  receive  defense  articles 

and  services  (Presidential  Determination  No. 
■     93-8  of  January  6,  1993).  5241 
Narcotics,  major  producing  and  transit  countries; 

certifications  (Presidential  Determination  No. 

93-18  of  Match  31),  19033  ' 
Nuclear  reactor  safety  initiatives  report  to 

Congress;  authority  delegation  to  Secretary  of 

State  (Memorandum  of  March  4,  1993), 

14303 
RU-486  (Mifepristine)  drug;  personal  use 

importation  into  U.S.  (Memorandum  of 

January  22,  1993),  7459 
Russia  and  Emerging  Eurasian  Democracies 

disarmament  programs  facilitation;  authority 

delegation  (Memorandum  of  December  30, 

1992), ,  3193 
Russian  military  exports  reports;  authority 
'  delegation  (Memorandum  of  February  3, 

1993),  8203 
Serbia  and  Montenegro;  sanctions  enforcement 

operations  account,  transfer  of  SS  million 

(Presidential  Determination  No.  93-20), 

28757 
Solomon  Islands;  eligibility  to  receive  defense 

articles  and  services  (Presidential 

Determination  No.  93-1 1  of  January  6.  1993). 

5247 
Soviet  Union,  former.  Independent  States  of, 

report  assessing  effectiveness  of  U.S. 

assistance;  authority  delegation 

(Memorandum  of  January  29, 1993).  8201 
Tajikistan;  refugee  assistance  (Presidential 

Determination  No.  93-14  of  January  19, 

1993).  6341 
Trade:  » 

European  Community  discriminatory  trade 
policy  against  certain  U.S.  goods 
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Presidential 


detemiinatioa  of  existence  and  subsequent 
application  or  suspension  of  retaliatory 
measures;  authority  delegation  to  U.S.  trade 
repfesentative  (Presidential  Determination 
No.  93-16  of  March  20,  1993),  16345 
Vanuatu;  eligibility  to  receive  defense  aiticles  and 

services  (Presidential  [)etenflination  No.  93- 

12  of  January  6,  1993),  5249 
Western  Samoa;  eligibility  to  receive  defense 

articles  and  services  (Presidential 

Detenninatioa  No.  93-13  of  January  6,  1993), 

5251 
Yugoslavia,  Federal  Republic  of  (Serbia  and 

Montenegro);  continuation  of  emergency 

status  (Notice  of  May  25.  1993), ,  30693 

President's  Commission  on  Model 
State  Drug  Laws 

NOTICES 

Hearings,  16249 
Meetings,  15386     ' 

President's  Commission  on  White 
House  Fellowships 

NOTICES  I 

Meetings.  13811     ' 

President's  Task  Force  on  National 
Health  Care  Reform 

NOTICES 

Hearings.  16264 

Meetings.  15177.  21330,  28655,  29854 

Prisons  Bureau 

RULES 

Inmate  control,  custody,  care,  etc.: 
Volunteer  conununity  service  projects.  5210 

NOTICES 

Envirtximental  statements;  availability,  etc.: 
King  County,  WA.  9222 
Oahulsland.  HI.  11630 
Philadelphia.  PA.  13647 

Prospective  Payment  Assessment 
Commission 

NOTICES 

Meetings.  369.  13652,  16721 

Public  Health  Service 

See  Agency  for  Health  Care  Policy  and  Research; 
Agency  for  Toxic  Substances  and  Disease 
Registry;  Centers  for  Disease  Control  and 
Prevention;  Food  and  Drug  Administration; 
Health  Resources  and  Services 
Administrabon;  Indian  Health  Service; 
National  Institutes  of  Health;  Substance 
Abuse  and  Mental  Health  Services 
Administration 

RULES 

Grants: 
Family  planning  service  projects;  abortion- 
related  services;  compliance  standards; 
"gag  nile"  suspension,  7462 
Sterilization  of  persons  in  federally  assisted 
family  planning  projects,  33342 
National  vaccine  program: 
Information  and  education;  vaccine  information 
materials,  30123 

PROPOSED  RULES 

Grants: 
Family  planning  service  projects;  abortion- 
related  services;  compUance  standards; 
"gag-rule"  revocatioa,  7464,  34024 


NOTICES 

Agency  information  collection  activities  under 
OMB  review,  3292,  4708.  6495.  8056,  12588, 
16411,  18411,  21741,  26144,  28595,  31728. 
32714 
Committees;  establishment,  renewal,  termination, 
etc.: 
Health  PronxHion  and  Disease  Prevention 
Council,  7140 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Bilingual/bicultural  service  demonstration 

projects  in  minority  health,  31298 
Family  planning  services,  33832 
Healthy  People  2000;  national  health  promotion 
and  disease  prevention  objectives  and 
related  prevention  policy  initiatives; 
implementation.  3037 
National  prevention  education  program,  33637 
Indian  Health  Service  facilities;  inpatient  and 
outpatient  medical  care: 
1993  CY  reimbursement  rates,  17422 
Medical  care: 
Indian  Health  Service— 
Contraa  health  service  delivery  area 

redesignation.  17602 
Contract  health  services;  reimbursement  rates; 
evaluation,  and  establishment;  Portland 
Pilot  Project;  termination  date  extended. 
11864 
Meetings: 
Health  Promotion  and  Disease  Prevention 

Council.  6127 
ICD-9-CM  Coordination  and  Maintenance 

Committee.  15878.  34472 
National  Nutrition  Monitoring  Advisory 

Council.  25603 
National  Toxicology  Program;  Scientific 

Counselors  Board.  19466.  30794.  32539 
National  Vaccine  Advisory  Committee.  6496. 

11241.33639 
Orphan  Products  Board.  5999 
Research  Integrity  Advisory  Committee.  8597 
National  practitioner  data  baiik: 

User  fees.  312IS 
National  toxicology  program: 
Toxicology  and  carcinogenesis  studies — 
4.4'-Diamino-2.2'-stilbenedisulfonic  acid, 

disodium  salt,  14219 
C.I.  Direct  Blue,  5,  14219 
HC  YeUow,  14219 
Quercetin,  14220 
Resorcinol.  14220 
Organization,  functions,  and  authority  delegations: 
Centers  for  Disease  Control  and  Prevention, 

7568,  21743 
Commissioner  of  Food  and  Drugs,  32543 
Director.  Centers  for  Disease  Control  and 

Prevention.  578,  7791 
Federal  Occupational  Health  Division,  30066 
Health  Resources  and  Services  Administration, 
6803,9573,  11612 
Primary  Health  Care  Bureau,  19137,  34265 
Indian  Health  Service,  17236 
Minority  Health  Office,  7140 
National  Institiites  of  Health,  4438,  6288,  8603- 

8606,  19466,  33942 
Research  Integrity  Office  et  al.,  7140 
Substance  Abuse  and  Mental  Health  Services 

Administration,  Administrator,  7792 
Women's  Health  Office,  107.  4460 
Privacy  Act: 

Systems  of  records.  12589,  12968,  16537 
Scientific  misconduct  findings;  policies  and 

procedures.  5012 
Vaccine  information  materials: 

Diphtheria,  tetanus,  and  pertussis  (DTP) 
pamphlet;  addendum  availability,  17603, 
27622 


Railroad  Retirement  Board 

PROPOSED  RULES 

Railroad  Retirement  Act: 
Compensation  reporting  methods,  11811 
Selection,  payment,  responsibilities,  and 

monitoring  representative  payees,  13225 
Social  security  overall  minimum  guarantee, 
16155 
Railroad  Unemployment  Insurance  Act: 

Benefits  registration,  12005 
Regulatory  agenda.  25206 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  612,  3307,  6046,  7272,  8072, 
14597,  16721.  17630,  19503,  19861,  31762, 
34103,  35059 
Meetings;  Sunshine  Act,  5798,  6676.  17305 
Privacy  Act: 

Computer  matching  programs,  13288,  32402 
Railroad  Unemployment  Insurance  Act: 

Employer  contribution  rates,  5441 
i^uppleiiiental  annuity  program;  determination  of 
quatteriy  rate  of  excise  tax,  13111,  32553 

Reclamation  Bureau 

NOTICES 

Colorado  River  reservoirs;  coordinated  long-range 

operation,  11864 
Contract  negotiations: 
Quatteriy  status  tabulation  of  water  service  and 
repayment,  6006,  27740 
Environmental  statements;  availability,  etc.: 
Central  Valley  Project,  CA,  7242,  13276, 

25846,  25847 
Central  Valley  Project,  CA;  water  service 
contracts  to  Q  Dorado  County  Water 
Agency,  28034 
Rio  Grande  floodway  projects,  NM,  7243 
Rio  Grande  River  maintenance  program,  NM, 

4179,  11869 
Salinas  Valley  Seawater  Intrusion  Program,  CA, 

17624 
Westside  Irrigation  Project,  WY,  33943 
Yellowtail  Aftetbay  Dun  water  quality  study, 
MT,  30181,  30803 
Water  resources  plaiming;  discount  rate  change, 
$411  T 


efbg 


Refugee  Resettlement  Office 

RULES 

Refugee  resettlement  program: 
Cash  and  medical  assistance,  1 1793,  16777, 
29981 
Withdrawn,  16777 
State  legalization  impact  assistance  grants,  31912 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Social  services  for  refugees;  State  allocations, 
29586 

Regulatory  Information  Service 
Center 

PROPOSED  RULES 

Unified  agenda  of  Federal  regulations,  24002 

Research  and  Special  Programs. 
Administration 

RULES 

Hazardous  materials: 
Cargo  tanks;  manufacture,  operation,  etc.; 
requirements;  compliance  date  extension, 
12904 
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Elevated  temperature  mateiials.  3344 
Hazardous  materials  transportation — 
Bulk  packagings  containing  oil;  oil  spill 
prevention  and  response  plans; 
correction,  6864,  8820.  33302,  33918 
Registration  and  fee  assessment  program; 
technical  revision,  12543 
Performance  oriented  packaging  standards — 
Infectious  substances,  including  regulated 
medical  waste,  12182 
Registration  and  fee  assessment  program,  10985 
Safe  transportation  training,  5850 
Pipeline  safety: 
Incorporation  by  reference;  standards  update, 

14519 
Onshore  oil  pipelines;  response  plans,  244, 

21260 
State  grants;  allocation  formula,  10985 

PROPOSED  RULES 

Food  safety  regulations: 

Safeguarding  food  from  contamination  during 
transportauon,  29698 
Hazardous  materials: 
Cargo  tanks;  manufacture,  qualification,  and 

maintenance,  12316 
Container-on-flatcar  and  trailer-on-flatcar 
services;  hazardous  materials 
transportation,  27257 
Performaivce  oriented  packaging  standards — 
Infectious  substances,  including  regulated 
medical  waste,  12207 
Omnibus  Transportation  Employee  Testing  Act  of 
1991: 
Alcohol  u$e  by  transportation  workers, 
limiution,  7197 
Pipeline  safety: 
Hazardous  liquid  transportation;  pipelines 

operating  at  20  percent  or  less  of  specified 
minimum  yield  strength,  12213 
Natural  gas  transportation,  etc. — 
Service  lines;  excess  flow  valve  installation, 
21524,  33064 
Property  and  passenger  tariffs;  electronic  filing, 
287,  12350 

NOTICES 

Fb™  41  financial  schedules;  voluntary  automated 
Spotting  on  diskette  or  magnetic  tape 
cartridge.  16260 
Gas  distribution  and  gas  transmission  facilities 
owners  and  operators;  advisory  bulletin, 
18443 
Hazardous  materials: 
Applications;  exemptions,  renewals,  etc.,  4735, 
6170.  6176,  7906.  8814,  8815,  13820. 
13821,  19869,  19870,  29250,  29251, 
33483,  33484,  33968 
Registration  and  fee  assesment  program,  26040 
Tank  cars;  excepted  thermal  protection  systems 
list,  28436 
Hazardous  materials  transportation;  preemption 

determinations,  32418 
High  pressure  composite  hoop  wrapped  cylinders; 

safety  advisory,  1S89S 
Meetings: 
International  standards  on  transport  of 

dangerous  goods,  13521,  32168,  34840 
Pipeline  Safety  Office;  risk  based  prioritization 
planning,  3987 
Memorandums  of  understanding: 

Natural  gas  transportation  facilities,  7884 
Metric  system  conversion  policy,  4197 
Pipeline  safety: 

Snow  accumulation  on  pipeline  facilities.  7034 
Pipeline  safety;  waiver  petitions: 
ARCO  OU  &  Gas  Co..  26381 


Panhandle  Eastern  Corp.,  13823 
Applications,  hearings,  determinations,  etc.: 
Chemical  Waste  Transportation  Institute  et  al., 

29322 
National  Solid  Wastes  Management  Association, 

11176 
New  York,  NY,  9237,  19148 
Swimming  Pool  Chemical  Manufacturers 

Association,  8480,  8488,  8494 

Rescdution  Trust  Corporation 

RULES 

Government  ethical  conduct  standards,  8220 
Privacy  Act;  implementation,  476 
Program  Fraud  Civil  Remedies  Act; 

implementation,  34870 
Service  of  process,  18144 
Correction.  21627 

PROPOSED  RULES 

Regulatory  agenda,  25412 

NOTICES 

Coastal  Barrier  Improvement  Act;  property 
availability: 
Arlington  Timberiakes.  TX,  29841 
Brookside  Meadows,  CA,  12606 
Campobello  Island  Estates.  Canada,  34835 
Carmel  Valley  Ranch/Open  Space.  CA,  14597 
Carmel  Valley  Ranch/Residential.  CA,  14598 
Denton  County-Lake  view  property,  TX.  19862 
Dominion,  TX,  29842 
FM  1382/Cedar  Hill,  TX,  12606 
Forest  Lakes  Village,  CO,  11875 
Forges  Field  Development,  MA,  17438 
Giannini  Land,  CA,  14598 
Green  VaUey,  AZ,  19863 
Hunter's  Glen  at  Jefferson,  NJ,  19862 
Joe  Pool/108,  TX,  19863 
Kiawah  Island  Resort/Ocean  Course,  SC.  14599 
Kiawah  Island  Resort/Seabrook,  SC,  14599 
Lake  Ridge/330,  TX,  12607 
Moon  River,  FL,  33677 
Mountain  Creek,  TX,  1 1876. 
Mountain  Lakes  Estates.  NJ.  33678 
Northern  Parcels  of  Tuscany  Hills,  CA,  29843 
Oak  Summit,  CA.  17439 
Oak  Tree  West,  CA,  14600 
Orinda  Oaks,  CA,  14600 
Pariso  Cumbres,  CA,  34836 
Rams  Hill  Country  Club,  CA,  29843 
Rancho  La  Quinta  Partners,  CA,  14601 
South  Dade  Agro  property.  FL.  30832 
Sunset  Hammock.  FL,  30833 
Tract  17413-4  and  Parcel  14  of  PM  23910, 
Riverside  County,  CA,  33678 

Contracting  with  firms  with  related  entity  default^ 
on  financial  obligations;  policy  statement; 
three-part  list,  1 8234.  2 1 776,  273 1 8 

Rural  Devel<^ment  Administration 

RULES 

Loan  and  grant  programs: 

Community  facility  loans  and  grants,  12362 
Rural  development: 

Community  facility  loans  and  grants,  5564 

Rural  Electrification  Administration 

RULES 

Federal  statutes,  regulations,  and  executive  orders; 
compliance: 
New  building  construction;  seismic  safety, 
32438 
Rural  development: 
Distance  learning  and  medical  link  grant 
program,  11507,  13194 


SEC 

Loan  payments  for  rural  development  projects; 

deferments,  21637 
Telecommunications  standards  and  specifications: 
Digital,  stored  program  controlled  central  office 

equipment  (Form  522);  general 

spedficatioo,  30937 
Fdled  telephone  cables,  29327,  29336,  32749 

PROPOSED  RULES 

Electric  loans: 
Borrower  fidelity  and  insurance  requirements, 

i5786 
Lien  accommodations  and  subordinations, 

12552 
Title  evidence  policies  and  procedures,  21661 
Local  account  compulations,  procedures  and 

policies.  18043 
Telecommunications:     . 

Software  license  agreement.  29363 
Telephone  loans: 
Borrower  fidelity  and  insurance  requirements, 

25786 
Title  evidence  policies  and  procedures,  21661 

NOTICES 

Environmental  statements;  availability,  etc.: 
Arizona  Electric  Power  Cooperative,  Inc.,  8253 
Associated  Electric  Cooperative,  Inc.,  17860 
Butler  Rural  Electric  Cooperative,  Inc.,  21969 
Central  Virginia  Electric  Cooperative,  6775 
Joe  Wheeler  Electric  Membership  Corp.,  30013 
Palmetto  Electric  Cooperative,  Inc.,  16170 

Grants  and  cooperative  agreements;  availahiluy, 
etc.:  Jr 

Distance  learning  and  medical  link  program. 
*       33067 

Rural  Telephone  Bank  " 

NOTICES 

Meetings;  Sunshine  Act,  14624,  26181,  27058 

Saint  Lawrence  Seaway  Development 
Corporation 

PROPOSED  RULES 

Tariff  of  tolls.  29372 

Secret  Service 

NOTICES  "^ 

Senior  Executive  Service: 
Performance  Review  Boards;  membership, 
28911 

Securities  and  Excliange  Commission 

RULES 

Accounting  bulletins,  staff: 
Accounting  and  disclosures  related  to  loss 
contingencies,  32843 
Electronic  Data  Gathering,  Analysis,  and  Retrieval 
System  (EDGAR): 
HIing  fees  instructions,  15009 
Operational  phase  implementation — 
Coiporatiofl  Finance  and  Investment 
Management  Divisions;  correction, 
14628,  16771.  21348,  21509,  26383, 
27467 
Investment  and  business  development 

companies  and  institutional  investment 
managers,  14848,  17327 
Investment  companies: 
Qosed-end  managemeat  investment  companies 
periodic  repurchases;  and  open -end 
management  investment  companies  and 
registered  separate  accounts,  redemptioo; 
and  staff  guidelines.  19330,  29695 
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Financial  statements;  safe  haibor  rule,  7984 
Mutual  fund  performance  and  portfolio 
managers;  disclosure,  19050 
Correction.  21927 
Organization,  functions,  and  authority  delegations: 
Director,  Market  Regulation  Division.  11792. 

25773 
General  Counsel  Office.  8541 
Public  utility  holding  companies.  14999 
Securities: 
Broker-dealer  compliance  with  self-regulatory 

organizadon  qualification  standards,  27656 
Broker-dealer  registration  and  reporting; 

uniform  form.  1 1 
Broker-dealers  and  investment  advisers; 
registration  of  successors,  7 
Cocrection,  21334 
Multijuiisdictioiial  disclosure;  British  Columbia 
(pstees  eligibility  and  trust  indentures 
exen^on  from  specific  provisions  of 
Trust  Indenture  Act.  33189 
Mutual  fund  performance  and  portfolio 
managers;  disclosure,  19<^ 
Correction,  21927 
Passive  market  making.  19598 
Small  business  initiatives;  financing  facilitation 
and  repotting  requirements  compliance, 
r    26509 
Soticitation  of  purchases  on  exchange  to 
fiMhlitate  distribution  of  securities;  Rule 
lOb-2  rescission,  18145 

PROPOSED  RULES 

Accounting  bulletins,  staff: 
Accounting  and  disclosures  related  to  loss 
contingencies,  34842 
Investment  companies: 
Boards  of  directors;  revision  of  requirements, 

2999 
Exemptive  orders  and  expanded  delegated 
authority;  expedited  procedure,  16799 
Correction,  18352 
Open-end  management;  off-the-page 
prospectuses,  16141 
PubUc  utility  holding  companies: 
Exempt  wholesale  generators  and  foreign  utility 
companies;  acquisitions  financing,  13719 
Regulatory  agenda.  25416 
Securities: 
Broker-dealer  compliance  with  self-regulatory 

organization  qualification  standards,  16151 
Closed-end  management  investment  companies, 
continuous  or  delayed  offerings; 
registration  statements  and  post<ffective 
amendments,  automatic  effectiveness, 
19361 
Distribution  of  foreign  securities  to  qualified 

institutional  buyers,  27686 
Multijurisdictional  disclosure  system  for 
Panarfian  issuers;  amendments,  26442. 
27486 
t4et  capital  rule;  broker-dealer  participation  in 
■nr'*'  derivative  products  markets,  27486 
^gistered  investment  company;  securities 

related  businesses;  acquisitions  exemption. 
3243 
Securities  Exchange  Act — 
Broker-dealer  transactions  settlement 

timeframe,  11806 
Reporting  requirements  for  brokers  or  dealers: 
time  extensions,  11804 
Spain;  securities  exemption  for  trading  futures 
cooincts.  27684 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  369,  613,  8638,  8639.  11876. 


13112,  18429,  18430,  19503,  2J756,  27756, 
31226,  32403 
Alternative  dispute  resolution  policy,  6531,  18430 
Electronic  Dau  Gathering,  Analysis,  and  Retrieval 
System  (EDGAR): 
Filer  Manual  availability.  18638 
Joint  industry  plan: 

Intermarket  trading  system  plan;  amendments, 
14227 
Meetings: 
Market  Transactions  Advisory  Committee.  4720. 
7824,  14601 
Meetings;  Sunshine  Act,  629,  3991.  6166.  6573. 
7920.  8653.  9596.  11665.  13524,  15400, 
16266,  16445,  17469,  19150,  21333,  21775. 
25899,  26184,  26813,  27335,  28656,  29694, 
30219,  32415,  33144,  34497,  34498,  35074 
Options  price  reporting  authority,  21481,  25874 
Securities: 
Foreign  securities;  cooling-off  periods  under 
rule  lOb-6;  exemption,  13288 
Securities  uniformity  law;  annual  conference, 

17915 
Self-regulatory  organizations: 
Gearing  agency  registration  applications — 
Clearing  Corp.  for  Options  and  Secunties, 

34105 
Delta  Government  Options  Corp.,  9005 
Government  Securities  Clearing  Corp..  28075, 

32405 
Intermarket  Clearing  Corp.,  18277 
MBS  Clearing  Corp.,  6424 
Participants  Trust  Co.,  8642 
Options  disclosure  documents — 
Options  Clearing  Corp.,  12286 
Self-regulatory  organizations;  proposed  rule 
changes: 
American  Stock  Exchange,  Inc.,  4720,  6138, 
6542,  6653,  7272,  7273,  8434,  8796,  9004, 
11078,  11265,  12607,  16892,  17918, 
18120,  18431,  18432,  19516,  21327, 
25681,  26009,  26992,  28071,  28073, 
30078,  30833,  32159,  32967.  33960.  35060 
American  Stock  Exchange,  Inc.,  et  al.,  16893. 

19516,  33679 
Boston  Stock  Exchange  Clearing  Corp.,  14602 
Boston  Stock  Exchange,  Inc.,  6026.  11267, 
11647,  17462,  18121,  18433,  21482, 
21492,  21607,  26011,  29646,  30076,  30079 
Chicago  Board  Options  Exchange,  Inc.,  3307, 
3309,  4448,  4722,  6140,  7165,  7274,  8639, 
9002,  11269,  12280,  14228,  14453,  14602, 
15886,  18122,  18288,  19864.  26013. 
26014,  26996.  27000.  27005,  27008. 
27012.  27016.  27020,  27024,  27596, 
32404,  32553,  32737,  32969.  33471. 
33850,  34104,  35060 
Chicago  Board  Options  Exchange,  Inc.,  et  al., 

12056 
Cincinnati  Stock  Exchange,  Inc.,  11268,  17919, 

18123,  22006,  26804,  28424 
Delta  Government  Options  Corp.,  6648,  26366, 

28076,  31057 
Depository  Trust  Co.,  3046,  13291,  13652- 
13654,  15887,  19283,  22003,  22005, 
26366,  32162 
Government  Securities  Clearing  Corp.,  8072, 
13659,  14229,  14603,  14605,  15387, 
18289,  26367,  31981,  31983,  31985 
Intermarket  Gearing  Corp.,  15389,  31986 
International  Securities  Clearing  Corp.,  17920, 

33846 
MBS  Gearing  Corp.,  3310.  3312,  11081. 

33288,  33289 
Midwest  Clearing  Corp.,  9581,  26371 
Midwest  Securities  Trust  Co.,  3049-3051,  6318, 
7276,  11076,  11079,  14453,  14455,  27605, 
29240.  29243,  29438 


Midwest  Stock  Exchange,  Inc.,  6543,  9227, 
11271,  14230,  15888,  18124,21325. 
21483,  28077,  32554,  33681,  34112, 
34284,  34285 

Municipal  Securities  Rulemaking  Board,  11272, 
11273,  18290,  22006,  27599,  27757, 
31987,34113,34115 

National  Association  of  Securities  Dealers,  Inc., 
370,  3052,  3314,  3317,  3576,  4189,  4725, 
5788.  5791.  6029,  6030-6033,  6829,  7016- 
7019,  7598,  8640,  8799,  9244,  9584, 
11275,  12286,  12608,  14232,  14234. 
16249,  16428,  16436,  16560,  16562, 
16721,  18125.  18126,  18277,  1827'9, 
18291,  19505,  21484,  21494,  21609, 
21613,  22009,  22010,  25684,  26805, 
27598,  27601,  27603,  27760,  28079, 
28905,  29017,  29442,  29647,  29655, 
29672,  30208,  30836,  31766,  31768, 
31770,  31773,  32971,  33127.  33962. 
33963,  33965,  34836 

National  Securities  Clearing  Corp.,  630,  6319, 
6649,  9582,  11082,  12609,  13656,  14456, 
26570 

New  York  Stock  Exchange,  Inc..  613.  3579, 
4726,  6034,  6036,  6543,  6650,  7277,  7281, 
7282,  8075,  8436,  9244,  11276,  11277, 
16563,  16895.  16896,  17630,  17634, 
18128,  18295,  19284,  19516,  21616, 
21617,  28905,  29019.  30209,  32972, 
32973,33128,33131,33290,34116, 
34837.  34838 

Options  Gearing  Corp.,  5041,  7027,  8077. 
11878,  11879,  14457,  14459,  14606, 
15889.  16438,  31989,  33472,  33848 

Options  Clearing  Corp.  et  al.,  3318 

Pacific  Clearing  Corp.,  26372 

Pacific  Stock  Exchange,  Inc.,  5042,  6651.  7283. 
8078.  8801.  11279,  12611,  13661,  16566, 
18296,  25685,  29246,  29675,  32975^34118 

Participants  Trust  Co.,  6319.  7284.  7824.  12295. 
16253.  26373.  26573,  31990 

Philadelphia  Depository  Trust  Co.,  27028, 
31058 

Philadelphia  Depository  Trust  Co.,  Inc.,  13658 

Philadelphia  Stock  Exchange,'  Inc.,  3054,  5043, 
11280,  13662,  14238,  15168,  15516, 
17633,  18129,  22011,  25686,  25687, 
25689,  25876,  27029,i28908,  29653. 
31765,  32976,  33473 

Stock  Gearing  Corp.  of  Philadelphia,  27031 
Self-regulatory  organizations;  unlisted  trading 
privileges: 

Boston  Stock  Exchange,  Inc..  4722.  6026.  7014. 
8642.  11076.  16427,  26012,  27606,  31991, 
32737,  33287 

Cincinnati  Stock  Exchange,  Inc.,  4723,  6028, 
7015,  8802,  12285,  14607,  16427,  18285, 
21492,  21757.  26365.  27595.  30837, 

32405,  32408,  32738,  33288 
Midwest  Stock  Exchange,  Inc.,  3580,  3581, 

4724,-6029,  7015,  7285,  8643,  12289, 
12608,  I35I5,  14608,  16428,  17634. 
18287,  18434.  19148.  21484.  21757.  • 

26015.  26371.  27757.  29677.  31992, 

32406,  32407,  33290,  33684,  33962,  35061 
Pacific  Stock  Exchange,  Inc.,  4727,  6038,  7277, 

7285,  8643,  11078,  12295,  16439,  21491. 
25875.  26015.  30837.  32407.  32739. 
33292.  34490 
Philadelphia  Stock  Exchange.  Inc..  4728.  6038. 
6142.  7028.  7166.  7285,  8080,  8644, 
11078,  12297,  15390,  16439,  18284, 
21491.  25823.  26015.  26374.  27605. 
29677.  30838.  31992.  32407.  32739. 
33292.  33966 
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prmiiuaions,  etc.: 
1082 
:  Annuity  Aooount  A, 

Life  Insunmoe 

,27606 


Applications,  hearings,  del 
ABC  Investment  Co.,  1 
Acacia  National  VanabI 

13811 
Acacia  National  VaiiabI 

Account  B,  12612 
Advisors  Fund  L.P.  et  al 
Affiliated  Fund,  Inc..  et  al.,  34119 
AIM  Convertible  Securties,  Inc.,  8644 
AIM  Funds  Group  et  al.,  34490 
Alaska  Air  Group,  Inc.,  29020 
Alliance  Fund,  Inc.,  et  al.,  3320,  144S9 
Allmerica  Funds  et  al.,  6652 
American  Capital  Comstock  Flind,  Inc.,  et  al., 

9006 
American  Capital  Govenunent  Target  Series  et 

al.,  614,  16898 
American  Genual  Equity  Accumulation  Fbnd, 

Inc.,  26574 
American  General  Fixed-Income  Accumulation 

Fund,  Inc.,  4192 
American  Healthcare  Management,  Inc.,  29844 
•   American  Investors  Growth  Fund,  Inc.,  28081 
American  Investors  Income  Fund,  Inc.,  28082 
American  Investors  Money  Fund,  Inc.,  28081 
American  Medical  Holding,  Inc.,  26374 
American  National  Money  Market  Fund,  Inc., 

16723 
American  Pacific  Corp.,  14608 
Apollonius  Institutional  Investment  Fund,  Inc., 

34600 
Associated  Planners  Stock  Fund,  Inc.,  27761 
ATC  Environmental,  Inc.,  32408 
Axe-Houghton  Funds,  Inc.,  14461 
Benchmark  Funds  et  al.,  26575 
Beverage  Group  Acquisition  Corp.  et  al.,  33685 
Bison  Money  Market  Fund,  26177 
Brazilian  Investment  Fund,  Inc.,  12613 
Bull  &  Bear  Capital  Growth  Fund,  Inc.,  8083 
Bull  &  Bear  Equity-Income  Fund,  Inc.,  8084 
Calvert  First  Government  Money  Market  Fund 

etal,  33132 
Canada  Life  Insurance  Co.  of  America  et  al., 

8081 
Capital  Corp.  of  America,  14462  "^ 

Capita]  Investinents,  Inc.,  33134 
Capital  Value  Fund,  Inc.,  et  al.,  26019 
CBC  Cornerstone  Funds,  14608 
Chancellor  Funds,  Inc.,  14463 
Charter  National  Life  Insurance  Co.  et  al., 

32740 
China  Growth  Fund,  Inc.,  17635 
Colonial  Corporate  Cash  Trust  I  21495 
Colonial  Fund,  21496 
Colonial  Government  Securities  Hus  Trust, 

21497 
Colonial  Strategic  Income  Trust,  21497  j 

Colonial  Tax-Exenqx  Money  Market  Trust, 

21498 
Colonial  Tnist  I  et  al..  12287 
Connecticut  Mutual  Investment  Accounts,  Inc., 

et  al.,  18130 
Customedix  Corp.,  17636 
Dean  Winer  American  Value  Fund  et  al.,  28083 
Defmed  Asset  Funds — Equity  Income  Fund, 

Select  Ten  Portfolio  (1993  Winter  Series), 

19285 
Delaware  Group  Trend  Fund,  Inc.,  et  al.,  17636 
Digitian  Systems,  Inc.,  30212 
Dreyfiis  Arizona  Municipal  Bond  Fund,  31226 
Dreyfiis  Liquid  Reserve  Fund,  Inc.,  19511 
Dreyfus  Long-Term  Government  Fund,  19512 
Dieyfus  Special  Government  Money  Market 

Fund,  19512 
Dreyfiis  Strategic  World  Income,  19513 
Dreyfiis  U.S.  Govenunent  Income  Fund.  4729 
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Empire  Fidelity  Investments  Life  Insurance  Co. 

et  al.,  19287 
Enrotdc  Properties  Inc.,  7905 
Environment  One  Coip..  21194 
Equitable  Capital  Partners,  L.P..  et  al..  25877 
Equitable  Funds  et  al..  15390 
Federated  Variable  Rate  Mortgage  Securities 

Trust,  7167 
FFB  Funds  Trust  et  al.,  34601 
Fidelity  Investments  Life  Insurance  Co.  et  'al.. 

6654 
First  Connecticut  Qqiital  Corp..  32164 
Hrst  Investors  Corp..  Inc.,  et  al.,  13664 
First  Prairie  Money  Market  Fund  et  al.,  616 
First  Transamerica  Life  Insurance  Co.  et  al., 

7286,  7287 
Fixed  Income  Securities,  Inc.,  et  al.,  27761 
Foitis  Advantage  PottfoUos,  Inc.,  et  al.,  9009 
Galaxy  VIP  Fund  et  al.,  9012 
Gintel  Capital  Appreciation  Fund,  8084 
Glenbrook  Life  &  Annuity  Co.  et  al.,  28425 
Goldman  Sachs  Equity  Portfolios,  Inc.,  et  al., 

6830,  8438 
Great  American  Reserve  Insurance  Co.  et  al., 

13112 

f  Great  Hall  Investment  Funds,  Inc.,  et  al.,  28085 
Ground  Round  Restaurants,  Inc.,  34839 
Guardian  Insurance  &  Annuity  Co.,  Inc.,  35061 

Harvest  Funds,  Inc.,  13515 

Health  Care  REIT,  Inc.,  16440 

Hecla  Mining  Co.,  21194 

High  Plains  Corp.,  17637 

Hubco,  Inc.,  14609 

Hudson  Fund,  Inc.,  35064 

Huntington  Investment  Trust,  34608 

ICOS  Corp.,  11426,  15392 

Identix  Inc.,  29844 

Insteel  Industries,  Inc.,  16440 

Instrument  Systems  Corp.,  16440 

International  Fund  for  Institutioiis,  29248 

Intervisual  Bodes.  Inc.,  12057 

ITT  Life  Insurance  Corp.  et  al.,  15169,  27032 

Ivy  Fund  et  al.,  13116 

J.W.  Gant  Fund,  Inc.  et  al.,  25690 

Jackson  Fund,  Inc.,  4729 

Janus  Income  Series,  16899 

Janus  Twenty  Fund,  Inc.,  16901 

Janus  Venture  Fund,  Inc.,  16900 

Key  Energy  Group,  Inc.,  12977 

Keyport  Life  Insurance  Co.  et  al.,  21499 

Kidder  Peabody  California  Tax  Exempt  Money 
Fund  et  al.,  6545 

Kidder,  Peabody  MarketGuard  Appreciation 
Fund,  13293 

Kn)ger  Co.,  12057 

Lancashire  Trust,  29249 

Levi  Strauss  Associates  Inc.,  28426 
i       Lexington  Technical  Strategy  Fund,  Inc.,  31059 
I       Liberty  All-Star  Equity  Fund  et  al.,  26579 
^      IMS  Money  Fund,  1 1882 

}^S  Pooled  Tnist  Fund  et  al.,  18285 

Niassachusetts  Investors  Tr\ist  et  al..  34287 

Mky  Department  Stores  Co..  26375 

McLaughlin.  Piven,  Vogel  Securities,  Inc.,  8440 

Medchem  Products,  Inc.,  6425 

•Merrill  Lynch  Equi-Bond  I  Fund,  Inc.,  26375 

-lierrill  Lynch  Life  Insurance  Co.  et  al.,  29844 

Merrill  Lynch  Series  Fund,  Inc.,  et  al.,  1 1650 

MetLife-State  Street  Equity  Tnist  et  al.,  6550 

MFS  Lifetime  Gold  &  Natural  Resources  Fund 
etal.,  11282 

Midwest  Strategic  Tnist  et  al.,  34605 

Monmouth  Capital  Corp.,  34609 

Montgomery  Funds  et  al.,  31774 

Munder  Funds,  Inc.,  et  al.,  3055,  31776 

Mutual  Fund  Group  et  al.,  34292 
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Nations  Fund  Tnist  et  al.,  12290 

Neuwirtfa  Fund,  Inc.,  11283 

New  Century  Fund  Inc.  et  al.,  6554 

New  England  Mutual  Life  Insurance  Co.,  et 

al.,  6038    ' 
New  Getmany  Fund,  Inc.,  et  al.,  16723 
New  Street  Oipital  Corp.  et  al.,  30081 
Newton  Growth  Fund,  Inc.,  31780 
Newton  Income  Fund,  Inc.,  31781 
New  York  Ufe  VLI  Series  Fund,  Inc.,  13293 
Nicholas-Applegate  Mutual  Funds  et  al.,  13SI6 
Noddings  Investment  Tnist,  7167 
North  American  Security  Life  Insurance  Co.  et 

al.,  8085 
North  Coast  Energy,  Inc.,  22012 
Northwestern  Mutual  Capital  Appreciation 

Stock  Fund,  Inc.,  et  al.,  12614 
Ohio  National  Life  Assurance  Corp.  et  al.,  6425 
One  Group  et  al.,  21502 
Oneita  Industries,  Inc.,  16441 
Oppenheimer  Value  Stock  Fund  et  al.,  12294 
Overland  Express  Funds,  Inc.,  et  al.,  25879 
Park  Avenue  PortfoUo,  619 
Parker  &  Parsley  Petroleum  Co.,  14610 
Participanu  Tnist  Co.,  16902 
PEC  Israel  Economic  Corp.,  6427 
PFL  Life  Insurance  Co.  et  al.,  11283,  11653 
Pine  Street  Fund.  Inc..  33475 
PMI  Fund,  Inc.,  32978 
Poland  Fund,  Inc.,  27763 
Pollution  Research  &  Control  Corp.,  27608 
Preferred  Group  of  Mutual  Funds.  26581 
Prefened  Health  Care,  Ltd.,  16902 
Prime  Value  Funds,  Inc.,  et  al.,  13664,  13666 
Provident  Mutual  Life  Insurance  Co.  of 

Philadelphia  cj^al.,  31992,  32742 
Prudential  Adjustable  Rate  Securities  Fund,  Inc., 

etal,  21194 
Public  utility  holding  company  filings,  620, 

4728,  4730,  6044,  8442,  9586,  11655, 

12614,  12617,  13670.  15170,  16254, 

16255,  17463,  18435,  19866,  19867, 

21758,  22012.  26178,  27608,  28427. 

29678.  31060,  31762,  32555,  33475,  34293 
Reserve  Equity  Trust,  16568  / 

Robinson.  Donald  J.,  et  al.,  27610 
Sagamore  Funds  Trust  et  al.,  18436 
Scudder  Variable  Life  Investment  Fund  et  al., 

6655 
Security  Benefit  Life  Insurance  Co.  et  al.,  32408 
Security  Fu^t  Life  Insurance  Co.  et  al.,  6143, 

7599 
Seligman  Capital  Fund,  Inc.,  et  al.,  16903 
Separate  Account  ANA  of  National  Integrity 

Life  Insurance  Co.,  16726 
Shearson  Daily  Dividend  Inc.  et  al.,  25691 
Shearson  VIP  Separate  Account  of  Fust  Capital 

Life  Insurance  Co.-In  Conservation,  31226 
Siebel  Capital  Partners,  Inc.,  1 1285 
Smith  Barney,  Harris  Upham  &.  Co.  Inc.,  29848 
Spectrum  Signal  Processing  Inc.,  34839 
Sport  Supply  Group,  Inc.,  32411 
St.  Qair  Equity  Fund,  Inc.,  19290 
St.  aair  Tax-Free  Fund,  Inc.,  19289 
Stagecoach  Funds,  Inc.,  et  al.,  26015 
Steadman  Financial  Fund,  6656 
SunAmerica  Series  Trust  et  al.,  32557 
Sunrise  Technologies,  Inc.,  7601 
TCW  High  Grade  Fixed  Income  Limited 

Partnership,  et  al.,  657 
Technigen  Corp.,  28428 
Technology  Funding  Medical  Partners  I,  L.P., 

et  al.,  620 
Thomson  Fund  Group  et  al.,  17464 
Titan  Instimtional  Investments.  Inc.,  3056 
Travelers  Growth  and  Income  Stock  Account 

for  Variable  Annuities  et  al.,  623,  8087 
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United  Intenudonal  Holdings,  Inc.,  1 1429 
United  States  Banknote  Corp.,  14610 
USF&G  Money  Market  Funds,  Inc..  6658 
USF&G  Tax-Exempt  Money  Market  Funds, 

Inc.,  14464 
Vanguard  Group,  Inc.,  et  al.,  21618 
Van  Kampen  Merrin  Insured  Tax  Free  Income 

Fund,  Inc.,  1 1656 
Van  Kampen  Merritt  Tax  Free  High  Income 

Fund,  Inc.,  11657 
Variable  Annunity  Life  Insurance  Co.  M  al., 

25881 
Waterbouae  Investor  Services,  Inc.,  6428 
Westcore  Trust  et  al.,  31229 
Westem-Southem  Life  Assurance  Co.  et  al., 

16727 
Wihoa  Fund,  35064 

Selective  Service  System 

PROPOSED  RULES 

Regulatory  agenda,  25212 

NOTICES 

Agency  information  collection  activities  under 
0MB  review,  11432,  21504,  32559 

Health  care  personnel  debvery  system; 
development,  17439 

Sentencing  Commission,  United  States 

Ste  United  States  Sentencing  Commission 
Small  Business  Administration 

RULES 

Disaster-physical  disaster  and  economic  injury 
loans: 
Homeowners  or  businesses  wishing  to 

voluntarily  relocate  outside  disaster  area; 
direct  loans  prohibition,  32053 
Loans  to  State  and  local  development  companies, 

15756 
Organization,  functions,  and  authority  delegations: 
Claims  review  committees,  2967 
Regional  Administrators  et  al.;  other  financial 
and  guaranty  programs,  19321 
Privacy  Act;  implementation,  14145,  14147 
Small  business  size  standards: 
Business  loan  program;  alternative  size  standard 

criterion,  12334 
Environmental  services.  4074 
Nonmanufacturer  rule;  waivers — 
ConqHiter  disk  drives;  terminabon,  11372 
Maiii&ame  computers  and  associated 

peripheral  equipment,  9112,  29346 
Photographic  film  and  video  cassette 

recorders,  7479 
Xerographic  printing  paper,  9113 
Size  standards  table  and  size  standards  under 
Section  8(d)  subcontracting  program, 
25929 

PROPOSED  RULES 

Business  and  disaster  loans: 

Federal  claims  collection.  29152 
Regulatory  agenda,  25214 
Small  business  size  standards: 

Hxed  size  standard  levels,  9131 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  4193,  4732,  5795,  6659.  11286, 
11432.  11882.  13518.  13674,  13812,  16441, 
18297.  19291,  21327.  21504,  27327 
Disaster  loan  areas^ 
Alabama,  19291,  29850 
Arizona.  8803.  12621,  15517 
Atizooa  et  al..  7289 


California.  12621,  13518,  15517,  28086,  32978 

California  et  al.,  8803 

Connecticut  et  al.,  3983 

Honda,  3983,  7289,  8804,  13518,  29249,  29850 

Florida  et  al.,  17921.  19513 

Georgia.  3983 

Georgia  et  al.,  3983,  15517 

Guam,  3984 

Hawaii,  7289 

Illinois  et  al.,  29850,  34295 

Iowa,  29249 

Iowa  et  al.,  30212 

Louisiana,  8804 

Louisiana  et  al.,  12621 

Marshall  Islands,  3984 

Massachusetts,  8804 

Massachusetts  et  al.,  7290 

Mississippi  et  al.,  3984 

Missouri,  29850,  32978 

New  Jersey,  3984,  7290,  12622 

New  Yoric,  3985,  8804,  12622,  26023,  28086, 

29020 
New  Yoric  et  al.,  13519,  34295 
North  Carolina  et  al.,  6557,  29851 
Oklahoma,  28908,  30838,  33685 
Oregon,  19868 
Oregon  et  al.,  28^7 
Pennsylvania,  88(M,  26807 
Pennsylvania  et  al.,  12622,  19291,  26024 
South  Dakota.  13812 
Tennessee.  12622 
Texas,  3985,  33685 
Washington,  26807 
Interest  rates;  quarteriy  determitutions,  6557, 

11432.  17921,26179,34295 
Intergovernmental  review  of  agency  programs  and 

activities,  35065 
License  surrenders: 
Alpha  Capital  Venture  Partners,  L.P..  1 1432 
Amistad  DOT  Venture  Capital,  Inc..  33476 
City  Ventures.  Inc.,  12622 
Financial  Resources,  Inc..  29020 

Fust  Maryland  Capital,  Inc.,  8805 

First  United  Small  Business  Investment  Co., 
Inc..  8805 

Interstate  Capital  Co.,  Inc.,  27327 

Ivanhoe  Venture  Capital  Limited,  33476 

Kitty  Hawk  Capital  Limited  Partnership,  27327 

Mariner  Venture  Capital  Corp.,  6557 

Monmouth  Capital  Corp..  12622 

Old  Stone  Capital  Corp..  17921 

PCF  Venture  Capital  Corp..  21760 

Shared  Ventures,  Inc.,  5442 

Southeast  SBIC,  Inc.,  7290 

Valley  National  lnvest(»s.  Inc..  26807 

Walnut  Street  Capital  Co..  33685 

Westamco  Investment  Co..  7290 

Yuzary  Capital  Funding,  Inc..  12623 
Meetings: 

Investment  Advisory  Council,  14610 

Ntfional  Small  Business  Development  Center 
Advisory  Board,  12623,  15890,  29020 
Meetings;  district  and  regional  advisory  councils: 

Arizona,  17638 

Aricansas,  18437 

California,  5442,  12623,  13813,  14610,  33292 

Connecticut,  6558,  13519 

Georgia.  15172 

Hawaii.  11433.21620 

Idaho.  16906 

niinoU.  13674 

Indiana,  11433 

Iowa,  7291,  8805 

Louisiana,  8805 

Maine,  18437 

Michigan.  16^ 


Minnesota.  17638 

Mississippi,  16907 

Missouri,  15172,  33477 

Montana,  7291 

New  Hampshire,  7291 

New  Jersey,  5442 

New  Mexico,  7290 

New  Yoric,  13519 

Oklahoma,  33477 

Oregon,  22013 

Rhode  Island,  6558 

South  CaroUna,  7291 

Texas,  5442,  7291,  11433,  13674,  21620 

Vermont,  5442,  6558,  21504 

Virginia,  22013 

West  Virginia,  18438  v. 

Meetings;  regional  and  district  advisory  councils: 

California,  29851 

Wyoming,  26376 
Organization,  functions,  and  authority  delegations: 

Assistant  Administrator  for  Financial  Assistance 
et  al.,  8805 

Associate  Deputy  Administrator  for  Business 
Development  et  al.,  35067 

Branch  offices;  branch  claims  review 
committee;  establishment,  3057 

Counselor  to  Administrator  et  al.,  6144 

Field  officers;  loan  approval  authority,  11883 
Privacy  Act:  , 

System  of  records,  13519  ; 

Small  business  competitiveness  detix>nstration 
programs:,  13513 

Policy  letter,  19840 
Small  business  innovation  research  program  policy 

directive,  6144,  25883 
Small  business  investment  companies: 

4%  preferred  stock;  financial  reporting,  6558 
Applications,  hearings,  determinations,  etc.: 

Byrd  Business  Investments,  L.P.,,29020 

Center  City  Mesbic,  Inc.,  16256 

CFB  Ventiire  Fund  II,  L.  P.,  16907 

First  Legacy  Fund,  Inc.,  12623 

First  New  England  Capital,  L.P..  12623 

Green  Mountain  Capital,  L.P.,  27327 
Phoenix  Capital  Partners,  L.P.,  8806 
Polaris  Capital  Corp.,  11433 
United  Financial  Resources  Corp.,  1 1433 

WestVen  Limited  Partnership,  13813 
Zenia  Capital  Corp.,  22014 

Social  Security  Administration 

RULES 

Social  security  benefits: 
Disability  and -blindness  determinations — 
Respir«o(y  system  listings;  expirMion  date 
extension,  31906 
Supplemental  security  income: 
Otildren  of  overseas  armed  forces  personnel; 
benefits  eligibility,  4896 
Correction,  9597 

PROPOSED  RULES 

Social  security  benefits: 
Deemed  application  date  based  on 

misinformation,  5687 
Travel  expenses  limitations  for  representation  of 

claimants  at  administrative  proceedings, 

4950 
Supplemental  security  income: 
Currently  available  reliable  information  for 

determining  benefit  amounts,  14191 
Deemed  appUcation  date  based  en 

misinformation,  5687 
Travel  expenses  limitations  for  representation  of 

claiinants  at  administrative  proceedings, 

4950 
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upplementaiy  security  income: 
Currently  available  reliable  infonnatioa  for 
I  detemuning  benefit  amounts 

I        Correction.  26383 

NOTICES  * 

Agency  information  collection  activities  under 
0MB  review,  5747,  7234.  11241,  15150, 
19835,  26339,  28596,  33636 
Automated  services  availability  in  State  offices 
making  disability  determinations  for  SSA; 
questionnaire.  16537 
Srants  and  cooperative  agreements;  availability, 
etc.: 
Aged,  blind,  and  disabled  outreach 
demonstration  program,  34154 
Federal  old-age,  survivors,  and  disability 
insurance:  research  grants.  34472 
Organization,  fiinctions,  and  authority  delegatio 

107,  26144.  28032 
Privacy  Act: 

Systems  of  records,  28886,  35025 
Social  security;  foreign  insurance  or  pension 
system: 
Estonia,  1 1612 
Social  security  acquiescence  rulings: 
Branham  v.  Heckler;  Flowers  v.  HHS; 
additional  and  significant  work-related 
limitation  of  function.  25996 
Coniey  v.  Bowen;  individual  with  disabling 
impairment;  substantial  gainfiil  activity 
determination,  28887 
Social  security  benefits: 
Cost  of  living  increase,  SSI  monthly  benefit 
amounts  increase,  average  of  total  wages, 
contribution  and  benefits  base.  19152 

Social  security  rulings: 
Mental  deficiency-intelligence  testing; 

rescission,  16545 
Representative  payee;  exercise  of  discretionary 
*      authority  to  select  payee;  legal  guardian 

as  payee;  rescission.  15151 

Soil  Conservation  Service 

NOTICES 

Environmental  statements;  availability,  etc.: 
Argyle  Lake  Watershed.  IL.  26098 
Colorado  River  Salinity  Control  program.  NV, 

11584 
Five  Points  Area  Watershed,  GA,  34240 
Indian  Creek-Van  Buren  Watershed,  lA,  30143 
Lolo/Fotd's  Creek  Agricultural  Pollution 

Abatement  Plan.  ID.  16395 
Lower  Pavette  River  Water  Quality  Planning 

Project.  ID.  16395 
Main  Branch  Meduxnekeag  River  Watershed. 

ME.  18200 
Mud  Creek  Watershed.  MI.  3932 
Muddy  Fork  of  Silver  Creek  Watershed.  IN. 

16170 
Nichols  Watershed,  SC.  15136 
North  East  Middle  Swannee  River  Area 

Watershed.  FL.  11024 
North  Forte  Hughes  River  Watershed.  WV. 

32510 
North  West  Middle  Suwannee  River  Area 

Watershed.  FL,  11584 
Oven  Run  Project  Area.  PA.  31692 
South  East  Middle  Suwannee  River  Area 

Watershed,  FL,  9143 
South  West  Middle  Suwannee  River  Area 

Watershed,  FL.  113% 
Toby  Tubby  Creek  Watershed,  MS,  17204 
Town  Forte  Creek  Watershed,  NC.  9558 
UpCountty  Maui  Watershed,  HI.  28853 


Upper  Buffalo  Creek  Watershed.  WV.  31692 
Upper  Delaware  and  Tributaries  Watershed.  KS. 
25967 

Soutiieastem  Power  Administration 

NOTICES 

Power  rates: 
Georgia-Alabama-South  Carolina  System  of 
Projects,  18392 

Southwestern  Power  Administration 

NOTICES 

Power  rates: 
Robert  D.  WUUs  Project.  TX.  34794  o 

Sam  Raybum  Dam  Project  TX.  34796         ^ 

ial  Counsd  Office 

See  Office  of  the  Special  Counsel 
PROPOSED  RULES 

egulatotysgenda,  25184 

i^  Department 


.PROPOSED  RULES 

yegulatory  agenda,  24612 
NOTICES        ^  ^ 

AAviimraigr^dt  visa  program;  registration.  6559 
Agent^-iilfomiation  coUectipn  activities  under 
OMB>yiew.  1^297.  W729.  19146.  19696. 

2602r^- T 

Antarctic  fishing;  conservation  measures,  3057 
Committees;  establisnment,  renewal,  termination, 
etc.:  / 

Secretary  of  State's  Panel  on  El  Salvador. 
26808 
Environmental  statements;  availability,  etc.: 
Pott  Huron.  MI  and  Sarnia,  Ontario,  Canada; 
cross-border  railroad  tunnel,  30081 
Explorer's  declaration  and  government 
certification  requirement: 
Shrimp,  26025 
Grant  and  cooperative  agreement  awards: 
American  Council  of  Teachers  of  Russian/ 
American  Council  for  Collaboration  in 
Education  and  Language  Study  et  al., 
12057 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Man  and  biosphere  program,  625 
International  conferences: 
Private-sector  representatives  on  U.S. 
delegations.  27034 
International  shipment  of  household  effects; 

transportation  procurement  procedures.  33967 
International  Traffic  in  Arms  regulations;  statutory 

debarment.  6835.  12440,  13519.  26028 
Meetings: 
Fme  Arts  Conunittee,  19146 
Historical  Diplontatic  E>ocumentation  Advisory 

Committee,  6045.  25896 
Inter-American  Tropical  Tuna  Commission. 
United  Slates  Section  Advisory  Committee, 
16256.  19695 
International  Communications  and  Information 
Policy  Advisory  Committee.  3582.  17299 
International  Radio  Consultative  Committee, 

6559,  7291.  15890;  21620.  28428,  32559 
International  Radio  Consultative  Committee  et 

al.,  26024  , 

International  Telegraph  and  Telephone 
Consultative  Committee,  4732,  9228, 
21 199,  26024,  27054,  30838,  30839,  34120 
Overseas  Schools  Advisory  Council,  28908 
Overseas  Security  Advisory  Council.  6045. 
30839 
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Substance 

Secretary  of  State's  Panel  on  El  Salvador. 

27054.  27327.  29021 
Shipping  Coordinating  Committee,  3325,  9228, 
12441.  13520,  13814,  16257,  25694. 
27054,  27055,  28908,  32165,  33850 
Working  Groups  on  U.S.  Input  to  Intematiooal 
Telecommunication  Union  Regional 
Development  Conference  for  Asia  and  the 
Pacific  (AS-RDC),  6045 
Munitions  export  licenses  suspension: 
Amwur  of  America.  Inc..  et  al..  4450 
Burma.  33293 
Zaire,  26024 
Organization,  functions,  and  authority  delegations: 
Deputy  Secretary,  18132 
Senior  IRM  Manager,  8646 
Passport  travel  restrictions;  U.S.: 
Iraq;  11883 
Lebanon,  11286 
Privacy  Act: 

Systems  of  records.  32560 
ShriJaf  trawl  fishing;  turtle  protection  guidelines. 
9015,  30082 
Certifications;  list.  28428 
Sovereign  immunity;  convention  (multilateral 
international  agreement).  16729 

State  Justice  Institifft 

NOTICES 

Meetings;  Sunshine  Act.  11097.  19701 

Strategic  Environmental  Research 
and  Development  Program 
Scientific  Advisory  Board 

NOTICES 

Meetings: 
Scientific  Advisory  Board,  19237 

Substance  Abuse  and  Mental  Health 
Services  Administration 

RULES 

Human  drugs: 
Methadone;  conditions  for  toe  in — 
Maintenance  treatment  of  narcotic  addicts  and 
hunuu  inununodeficieikcy  vims  disease 
coutueling.49S 

NOTICES  . 

Children  with  serious  enxxiona]  disturbance,  and 
adtibs  with  serious  mental  illness;  definitions. 
29422 
Federal  agency  urine  drug  testing;  certified 

laboratories  meeting  minimum  standards,  list:, 
no.  7569.  12246.  17897,  31729 
Program  withdrawals,  26793 
Suspensions,  19835 

Withdrawals,  17897 
Federal  workplace  drug  testing  programs; 

mandatory  guidelines,  6062,  11886 
Grant  and  cooperative  agreement  applications  and 
contract  proposals;  peer  review  and  advisory 
council  review  policy  and  procedures,  5747, 
34059 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Addiction  training  centers,  30795 
Beneficiaries  disabled  due  to  alcohol  and  other 
drug  addictions;  managed  care 
demonstration  models,  31970 
Child  and  adolescent  service  system  program 
infrastructure  development  demonstration 
grants,  33835 
Conununity-based  primary  care,  substance 
abuse.  HIV/AIDS,  and  mental  health 
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Sabstanct 


UMtinta!  tovioet;  linkage  demoostiatioa 

program,  28986 
Commmrity  care  and  effective  tervica  and 

soppoitt  (accesa)  for  homdess  penoos  with 

severe  mental  illness;  demonstnbon 

projects,  17899 
Comnmiity  partneiship  demoostiation  program, 

33835 
Coayreheasive  community  heahfa  services  for 

duldrea  and  adolescents  with  seiious 

emotional  disturtiances,  19676 
Conectiooal  populations;  model  conqxeheasive 

substance  abuse  treatment  program,  21 178 
Ciitical  populations  demoostiatioa  grant 

program.  17606 
Mental  health  systems  change  evaluation; 

technical  aiiriiniif«r^  centers.  29S91  - 
Nco-incaneiated  criminal  and  juvenile  justice 

populations;  model  comptehensive  • 

substance  abuse  treatment  programs.  21182 
RcsidCTtial  treatment  for  pregnant  and 

puatpaitum  women  services  program, 

17610 
Residential  treaanent  for  women  and  children; 

demonstration  program,  17614 
Statewide  family  networks;  dennnstration 

grants.  28889 
Substance  abuse  treatment  and  recovery 

systems;  rural  and  culturally  distinct 

populaboos,  31972 
Target  cities  cooperative  agreement 

demonstratioa  program,  17618 
Meetinp: 
Drug  Testing  Advisory  Board,  6972 
Substance  Abuse  Prevention  Center,  27580 
Meetings;  advisory  committees: 
January.  4439 

Surface  Mining  Reclamation  and 
Enforcement  Office 

RULES 

Initial  and  permanent  regulatory  programs: 
Surface  coal  mining  and  reclamatioa 
operations — 
Previously  mined  area  definition;  and  off-site 
coal  preparation  plans;  performance 
standards;  conectioa.  3466,  8655 
Permanent  program  and  abatKloned  mine  land 
reclanudon  plan  submissions: 
Alabuna,3830 
ininois.4320 

Indiana,  4322,  28775,  34218 
KMsaa,  32847 

Cofrectica,  34126 
Kansas;  correction,  33986 
Kentucky,  3833,  16350,  32283 
MMylMd.  15275,  28778,  33331,  33910 
Montana.  33553 

Ohio.  3838.  4324.  4326.  21658.  32611.  33912 
Pennsylvania.  4331.  18149 
Utah.  16623 
West  VirgiBta.  16353 

PROPOSED  RULES 

Abandoned  mine  land  reclamatioa: 
Reclamation  fund  fee  collection  and  coal 

production  reporting;  basis  for  coal  weight 
demminatioii.  7761,  8655.  12913 
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Initial  and  permanent  regulatory  pn^rams: 
Surface  coal  mining  aixl  reclaination 
operttions — 
Abandoned  sites;  minimum  inspection 

firequency;  changes.  3248 
Definitions;  requirements  for  permits  for 
special  categories  of  mining;  coal 
preparation  plants;  performance 
standards;  withdrawn,  11555 
Definitions,  permits  information  requirements, 

and  applicantMolator  system.  34652 
Indian  lands;  Federal  programs,  15404 
Land  use  information,  3458 
Underground  mining  activities — 
Permit  application  requirements  and 
performance  standards.  19215 
Permanent  program  and  abandoned  mine  land 
reclamation  plan  submissions: 
Arkansas,  21552,  26078 
Colorado.  19367,  27967 
Illinois,  28804,  32003 
Indiana,  3928,  4372.  4374.  16379,  16381, 

21693,  28806 
Iowa,  4376,  16632 
Kansas,  4381 

Kentucky,  4384,  4386.  32618 
Maryland.  16383,  16384,  16386.  2956a  33578 
Mississibpi,  4387 
North  Dakota.  29153.  29155 
Ohio.  4388.  15315.  16388.  17173.  17372. 

18185.  21274.  33416 
Pennsylvania.  15456.  16389.  21965.  31925. 

31926 
Texas.  16634.  33785 
Utah.  4390.  18187 
Virginia.  30005 

Wyoming.  15318,  15319,  16636,  16637,  17811, 
26079 

NOTICES 

Agency  information  collection  activities  under 
OMB  review,  3069,  4442,  4443,  5756,  8427, 
18108,  18109,  21316,  21317,  33671 
Environmental  statements;  availability,  etc.: 
Surface  Mining  Control  and  Reclamation  Act; 
State  and  tribal  program  grants,  13277* 
Privacy  Act:  ^ 

Systems  of  records,  28413 

Teclmology  Administration 

NOTICES 

Meetings: 
National  Medal  of  Technology  Nomination 
Evaluation  Committee,  16171 

Tennessee  Valley  Authority 

RULES 

Contract  documents  or  actions;  general  conditions 
and  certifications  for  incorporation,  25930 

PROPOSED  RULES 

Freedom  of  Information  Aa;  implementation. 

17553 
Regulatory  agenda.  25232 

NOTICES 

Agency  information  collection  activities  under 

OMB  review.  9229.  16257 
Envinnmental  statements:  availability,  etc.: 

Tennessee  River;  chip  mill  terminals,  28429 
Meetings;  Sunshine  Act.  5059.  12987.  19151. 

27620 

Textile  Agreements  Implementation 
Committee 

See  Conmuttee  for  the  Imptementation  of  Textile 
Agreements 


Thrift  Dqpositor  Protection  Oversi^t 
Board  ; 

PROPOSED  RULES 

Regulatory  agenda.  25442 

NOTICES 

Meetings: 
National  Advisory  Board.  9018.  27612 
National  Housing  Advisory  Board,  9018,  27612 

Meetings;  regional  advisory  boards: 
Regions  I  through  VI.  3582. 16441 

Thrift  Supervision  Office 

RULES 

Federal  regulatory  review.  4308 

Correction,  11186 
Practice  and  procedure: 
Minority,  women,  and  disabled  business 
outreach  program;  contracting  for  goods 
and  services,  33323 
Real  estate  appraisals: 

Real  estate  lending  standards;  correction.  4460 
Savings  associations: 
Capital- 
Troubled,  collateral-dependent  loans  and 
foreclosed  assets,  474 
Federal  Home  Loan  Bank  System;  membership 

requirements,  14510 
Operations — 
Small  and  medium-sized  business  and  farm 
loan  documentation;  qualifying 
association  exemption,  28346 
Qualified  thrift  lender  test,  15082 
Risk-based  capital — 
Equity  investments,  15085 

PROPOSED  RULES 

Real  estate  lending  and  appraisals: 

Threshold  level,  31878 
Regulatory  agenda,  24937 

NOTICES 

Conservator  appointments: 
Guardian  Bank,  a  Federal  Savings  Bank,  16911 
Western  Federal  Savings  Bank,  33141 
Receiver  appointments: 
Fust  Home  Federal  Savings  Association.  28654 
Vista  Federal  Savings  Association.  33141 
Western  Federal  Savings  St.  Loan  Association, 
33141 
Applications,  hearings,  determinations,  etc.: 
Albion  Federal  Savings  &  Loan  Association. 

29691 
Blue  River  Federal  Savings  Bank.  16911 
Brevard  Federal  Savings  &  Loan  Association, 

11288 
Carolina  Savings  Bank  et  al..  29691 
ColumbU  Federal  Savings  Bank,  29691 
Coral  Gables  Federal  Savings  &  Loan 

Association,  7175 
Delta  Federal  Savings.  F.S.B..  7175 
Fidelity  New  York.  F.S.B..  16912 
First  Federal  Bank  for  Savings- 
Columbus.  MS,  28655 
First  Federal  Savings  &  Loan  Association  of 

New  Castle,  7175 
First  Federal  Savings  Bank  of— 
Marion,  7175 
Maryvilk,  3586 
Wabash.  8816 
Youngstown.  28655 
Gtiemsey  Bank,  a  federal  savings  bank,  1 1288 
Hamilton  Federal  Savings,  FA.,  8816 
Jefferson  Savings'^  Loan  Association,  8817 
Leader  Federal  Bank  for  Savings,  33142 
Macon  Building  &  Loan  Association,  21773 


^ 


FEDERAL  REGISTER  JNDEX,  January— June,  1993 


Natchez  First  Federal  Savings  Bank,  28655 
Peoples  Federal  Savings  &  Loan  Association 

of  Chicago,  29691 
Plaistow  Co-Operative  Bank.  19699 
St.  Francis  Bank.  F.S.B.,  21773 
Stillwater  Federal  Savings  Bank.  28655 
Third  Savings  &  Loan  Co.,  8817 

iToxic  Substances  and  Disease 
Registry  Agency 

See  Agency  for  Toxic  Substances  and  Disease 
Registry 

Trade  Representative,  Office  of 
United  States 

NOTICES 

Caribbean  Basin  Econonuc  Recovery  Act 
(CBERA);  report  to  Congress,  21505 
Conunittees;  establishment,  renewal,  termination, 
etc.: 
U.S.  automobile  taxes  and  corporate  average 
fuel  economy  (CAFE)  requirements; 
dispute  settlement  panel,  31788 
Ultra-high  temperature  (UHT)  milk  import 
restrictions,  dispute  settlement  panel,  6316 
European  Community: 
Omnibus  Trade  and  Compctitivcnes4Act  of 
1988;  contract  awards  by  Federal  agencies 
for  products  and  services  from  Member 
States;  prohibition,  7163 
Products  and  services  from  Member  States; 
contract  award  prohibition,  17299,  25695, 
31136 

General  Agreement  on  Tariffs  and  Trade  (GATT); 
accession: 
Poland,  6662 
Generalized  System  of  Preferences: 
Annual  review  (1992);  withdrawal  of  petitions, 

7905 
Articles  eligible  for  duty-free  treatment,  etc.. 

6026,  27585 
Imports  information  during  first  10  months 

(1992),  6664 
Russian  Federation;  beneficiary  developing 
country  designation  criteria,  21755 
Government-funded  construction  projects; 

countries  denying  market  opportunities,  list, 
29239 
Indonesia: 
Pencil  slats  exportation;  policies  and  practices 
investigation,  610 
Intellectual  property  rights  protection,  countries 
denying;  policies  and  practices 
BrazU,  31788 

Foreign  countries  identification;  priority,  612 
Meetings: 
Trade  Policy  and  Negotiations  Advisory 
Committee,  35073 
Priority  foreign  countries,  identification: 

Brazil  et  al,  26991 
Procurement;  foreign  government  discrimination 
against  U.S.  products  and  services;  aiwual 
report  compilation.  9593 
Tariff-rate  quota  amount  determinations: 

Imported  sugars,  syrups,  and  molasses  for  other 
specifi«l  countries  and  areas,  34610 
Trade  relations  agreements: 
Belarus,  11096 
Kazakhstan,  11647 
Unfair  trade  practices,  petitions,  etc.: 
Extruded  rubber  thread  imports;  Presidential 

decision,  6317 
Russia  et  al.;  potassium  chloride  exports,  34284 
United  States-Canada  Free-Trade  Agreement: 
Accelerated  tariff  eUmination  provision 
iiiq)lenientation,  27586 


Non-wool  fabrics  and  made-up  goods;  tariff  rate 
quotas  extension,  6317,  16249 

Transportation  Department 

See  Coast  Guard;  Commercial  Space 

Transportarion  Office;  Fedoal  Aviation 
Administration;  Federal  Highway 
Administration;  Federal  Railroad 
Administration;  Federal  Transit 
Administration;  Maritime  Administration; 
National  Highway  Traffic  Safety 
Administration;  Research  and  Special 
Programs  Administisbon;  Saint  Lawrence 
Seaway  Developnient  Corporation 

RULES 

Ethical  conduct  standards;  executive  branch 

employees,  7993 
Legal  proceedings;  testimony  of  employees  and 

production  of  records,  6719 
Organization,  fiinctions,  and  authority  delegations: 
Administrators,  6898 
Administrators  and  Assistant  Secretary  for 

Administration,  6897 
Associate  Deputy  Secrrtary,  6897 
Coast  Guard,  Commandant.  12543 
Commandant,  Coast  Guard,  et  al.,  6193 
Commercial  Space  Transportation  Office, 

Director,  18018 
Federal  Highway  Administrator,  502 
Research  and  Special  Programs  Administration, 

Administrator,  5631,  16914 
Secretary,  6896 
Practice  and  procedure: 
Scheduled  airline  operations  applications;  DOT 
decisionmaker,  34882 
Seismic  safety;  Federal  and  federally  assisted  or 
regulated  new  building  construction,  32867 
Uniform  relocation  assistance  and  real  property 
acquisition  for  Federal  and  federally  assisted 
programs,  26070 

PRON>SED  RULES 

Airline  service  quality  performance  standards: 
On-time  disclosure  rule;  amendments; 
correction,  4370 
Alaska;  unfair  competition  by  commonly  owned 

carriers;  withdrawn,  7053 
Americans  with  Disabilities  Act;  implementation: 
Transportation  for  individuals  with  disabilities, 
6471 
Department  proceedings;  rules  of  conduct,  516 

Correction,  7040 
Disadvantaged  business  enterprise  participation  in 

agency  programs,  12207 
Omnibus  Transportation  Employee  Testing  Act  of 
1991: 
Alcohol  use  by  transportation  workers, 

limitation,  7197 
Workplace  drug  and  alcohol  testing  programs, 
procedures,  7506 
Procedural  regulations: 
Aviation  Form  41  Schedules  B-7  and  B-43; 
confidential  tieatment;  withdrawn.  35 
Property  and  passenger  tariffs;  electronic  filing; 

withdrawn,  12350 
Regulatory  agenda,  24618 
Seismic  safety;  Federal  and  federally  assisted  or 
regulated  new  building  construction;  CFR 
Part  added,  4393 

NOTICES 

Agency  information  collection  activities  under 

OMB  review,  6561,  32978 
Aviation  proceedings: 
Agreements  filed;  weekly  receipts,  625,  3985, 
5442,  6158.  6563.  7825.  8646.  11083, 


FEDERAL  REGISTER  INDEX,  January— June,  1993 


Treasury 

11884.  12624,  14239,  1S39S.  16568, 
17466,  21328,  26376,  28909,  29851, 
31232,  31994,  33135.  33686 
Certificates  of  public  convenience  and  necessity 
and  foreign  air  carrier  permits;  weekly 
applications,  625,  3986,  7826,  8647,  11083. 
11884.  12624.  14239,  15396,  16568, 
17465,  19147,  21328,  21761,  26376, 
28087,  28909,  29851,  31232,  31994, 
33136,  33686 
Hearings,  etc. — 
Air  Florida  Express,  Inc.,  16733 
American  Flight  Group,  Inc.,  29021 
Atlantic  North  Airlines,  14240 
Atlantic  Southeast  Airlines,  Inc.,  6836 
Aviation  Sales,  Inc.,  16258 
Chicago-Greece  combination  air  services, 

21328 
Columbia  Pacific  Airiines,  16734 
Eagle  Airiines,  27614 
Fine  Airiines,  Inc..  33967 
Four  Star  Aviation,  Inc.,  16734 
Friendship  Airlines,  Inc.,  27055 
Guam/Saipan-Osaka  combination  air  service, 

34121 
Kitty  Hawk  Aircargo,  Inc..  32745 
Omni  Air  Express,  12298 
Polar  Air  Ca^o,  32745 
Promech.  Inc.,  19868 
Salair,  Inc.,  33293 
Sky-Jet  Airiinfes,  29444 
Washington,  DC.  (Dulles)-Ottawa  service 
case,  16734 
Intelligent  vehicle-highway  systems  (IVHS) 
implementiition;  potential  nontechnical 
constraints,  7029 
International  cargo  rate  flexibility  level: 
Standard  foreign  fare  leVel — 
Index  adjustinent  factors,  9229,  18438,  31995 
Meetings: 
Aircraft  Accessibihty  Federal  Advisory 

Committee,  12977 
Commercial  Space  Transportation  Advisory 
Committee,  18438 
Senior  Executive  Service: 

Perforraanft  Review  Board;  membership,  29021 
Small  business  competitiveness  demonstration 
program;  implementation,  27613 

Travel  and  Tourism  Administration 

PROPOSED  RULES 

International  tourism  trade  development: 
Cooperative  tourism  marketing  programs; 
financial  assistance,  5672,  8564 

NOTICES 

Meetings: 
Travel  and  Tourism  Advisory  Board,  8741 

Treasury  Department 

See  Alcohol,  Tobacco  and  Firearms  Bureau; 
Comptroller  of  the  Currency;  Customs 
Service;  Fiscal  Service;  Foreign  Asseu 
Control  Office;  Internal  Revenue  Service; 
Secret  Service;  Thrift  Supervision  Office 

RULES 

Bank  Secrecy  Act: 

Administrative  rulings,  7047 
Currency  and  foreign  transactions;  financial 
reporting  and  recordkeeping  requirements: 
Bank  Secrecy  Act;  implementation — 
Casinos,  13538 
Pmtfolio  investment  survey  reporting,  30707 

PROPOSED  RULES 

Regulatory  agenda,  24776 
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NOTICES 

Agency  infonnaboo  collection  activities  under 
0MB  review.  122,  627.  3585.  3988,  4198, 
4199,  4455,  4456.  54*4,  5445.  6051,  6571. 
6572,  6851,  7035.  7036,  7173.  7293.  7294. 
7841,  8089,  8447.  9019.  9020.  9590.  11089, 
11662.  12443,  12444.  12627.  12628.  13296. 
13297,  14611,  15174,  15895,  16263.  16579, 
16737.  17577,  17639.  18134.  18135,  18136, 
18300,  18301,  18444,  19149,  19291,  19513, 
19698.  19871,  21769,  21770,  21771.  25896, 
25897,  26033,  26034,  26181,  26586.  26587. 
27330.  27331.  27617,  27770,  28654.  29447. 
29690,  29691,  30085,  30216,  30848.  31064. 
3200a  32169.  32566,  32987,  33298,  33299. 
33686,  33982.  34296.  34297,  34618,  35071 
Bonds,  Treasury: 
2023  series.  7827.  9593 
Redemptioa  calls;  7  percent  bonds  of  1993- 
1998,  4736 
Boycotts,  international: 

Gmntries  requiring  cooperation;  list,  28090 
Committees;  establishment,  renewal,  tenninatioa. 
etc.: 
Bank  Secrecy  Act  Advisory  Group  on  Reporting 

Requirements,  31785 
Public  Securities  Association  Treasury 
Borrowing  Committee.  35072 
Meetings: 
Customs  Service  Commercial  Operations 

Advisory  Committee,  12981.  19699.  32567 
Debt  Management  Advisory  Committee,  3989, 
13521,  17640,  30849 
Notes,  Treasury: 
A-2003  series,  7832,  9593 
AH-1994  series,  3066 
E-2000  series,  3582 
J-1998  series,  6328 
K-199g  series.  11089.  13298 
S-1995  series.  6331 
T-1995  series,  11093,  13298 
U-1997  series.  3066 
X-19%  series.  7837.  9593 
Organizatioa,  functions,  and  authority  delegations: 
Assistant  Secretary  (Enforcement).  33297 
Assistant  Secretary  (Enforcement)  et  al..  6324 
Assistant  Secretary  (Fiscal);  order  of  succession. 

13125 
Assistant  Secretary  (Management)/Chief 

Financial  Officer  et  al.,  6326,  6327.  6429 
Commissioner.  Financial  Management  Service. 

6056 
Commissioner  of  Public  Debt,  16264 
Deputy  Assistant  Secretary  (Information 

Systems)  et  al.,  26181 
Fuandal  Management  Service,  Commissioner, 

25700 
Fiscal  Assistant  Secretary.  12445 
Foreign  Assets  Control  OfRce,  Director.  19871 
General  Counsel.  5797 
Secret  Service.  Director.  8090 
Reimbursable  services  of  customs  in  Virgin 

Islands;  authorization.  19871 
Senior  Executive  Service; 
Combined  Performance  Review  Board; 
membership.  17302 

Tminan,  Harry  S., 
FoundatkHi 

See  Harry  S.  Truman  Scholarship  Foundation 

U^  Conunission  on  Improving 
EffectiYencss  of  United  Nations 

NOTICES 

Hearings.  17303 


Scholarship 


Meetings.  4738.  11439,  26125 

Uniformed  Services  University  of  the 
Health  Sciences 

NOTICES 

Meetinp;  Sunshine  Act,  28656 

United  States  Information  Agency 

RULES 

Exchange  visitor  program;  regulatory  and 
management  practice  reform.  15180 
Correction.  18304 

PROPOSED  RULES 

Regulatory  agenda,  25236 
NOTICES 

Agency  information  collection  activities  under 

OMB  review.  16738,  17922,  29448 
Alt  objects,  importation  for  exhibition: 
Biitfa  of  Athenian  Democracy,  28438 
Daumier  Drawings.  7036 
Great  Age  of  British  Watercolois:  1750-1880, 

14612,  18446 
Great  French  Paintings  from  the  Barnes 

Foundation:  Impressionist,  Post- 
Impressionist,  and  Early  Modem,  14472 
Joan  Miro.  33687 
Painters  of  the  Great  Ming:  The  Imperial  Court 

and  the  Zhe  School.  8817 
Sacred  banner  of  Greek  Revolution  of  1821, 

16443 
Scrolls  from  the  Dead  Sea:  The  Ancient  Library 

of  Qumran  and  Modem  Scholarship,  6852, 

12303 
Splendid  Legacy:  The  Havemeyer  Collection, 

11663 
Teotihuacan:  aty  of  the  Gods,  14472 
Vatican  Treasures:  2000  Years  of  Ait  and 

Culture  in  the  Vatican  and  Italy.  33983 
VeriDcchio's  Christ  and  Saint  Thomas:  A 

Masterpiece  of  Sculpture  from  Renaissance 

Florence.  21214 
Cuhural  property: 
Bohvia;  emergency  impoit  restriction  extension 

on  antique  ceremonial  textiles.  26811 
Grants  and  cooperative  agreements;  availability, 
etc.: 
Central  and  Eastern  European  citizens  network 

initiative.  11440 
Countries  of  former  Yugoslavia;  leaders  in 

democratic  transition  program,  21622 
Democracy  in  Africa  program.  29449 
Donated  book  projects.  14612 
Eastern  European  English  as  a  foreign  language 

(EFL)  fellows  program.  4456 
Edmund  S.  Muskie  fellowship  program 

Washington  workshop,  33485 
Fulbright  teacher  exchange  program,  13522 
International  educational  and  cultural  activities, 

30849 
National/provincial  legislatures  development  in 

Yemen  and  Nepal.  11443 
Newly  Independent  States  (NIS)  university 

partnerships  program,  5447 
Non-profit  organization  in  support  of  quarterly 

journal  publication  for  overseas  educational 

advisers,  7175 
Public  and  private  non-profit  organizations  in 

support  of  international  educational  and 

cultural  activities.  8094,  9021.  12445. 

14614.  30852 
Regional  scholar  exchange  program  in 

humanities  and  social  sciences  in  Armenia 

et  al..  28441 
Rule  of  law  for  African  audiences;  public 

education  exchange  program,  14616 


Russia,  Ukraine,  and  Kyrgyzstan;  local  and 

regioiud  self-government  training  programs, 

14619 
Samantha  Smith  memorial  exchange  program, 

28439 
Sunmier  institute  for  English-as-foreign 

language  educaton  from  Albania  et  al., 

8092 
University  affiliations  program,  27331 
University  development  program  in  business 

management  for  selected  regions  in  Eastern 

and  Central  Europe.  9238 
Meetings: 
Public  Diplomacy.  U.S.  Advisory  Commission. 

7602.  15177.  19149,  28090,  32414 

United  States  Institute  of  Peace 

NOTICES 

Meetings;  Sunshine  Act,  6055,  14625,  27771, 
34841 

United  States  Sentencing  Commission 

NOTICES 

Sentencing  guidelines  and  policy  statements  for 
Federal  courts,  27148 

Veterans  Affairs  Department 

RULES 

Acquisition  regulations: 
Processing  interagency  agreements;  procedure 

guidance,  clarification,  31914 
Adjudication;  pensions,  compensation, 
dependency,  etc.: 
Civil  Liberties  Act  1992  amendments;  Japanese- 
American  World  War  II  intemee  restitution" 

payments;  income  exclusion.  33766 
Dependency  and  income  computation; 

correction,  12174.  31909 
Dependency  and  indemnity  compensation  for 

survivors.  25561.  27622 
Diseases  associated  with  service  in  Vietnam, 

29107 
Exchange  of  evidence;  Social  Security 

Administration  and  Veterans  Affairs  ^ 

Department,  25562 
Iiiq>roved  pension  program;  exclusions  from 

income.  25563 
Incompetents  $1,500  estate  cases;  resumption 

and  payment  of  withheld  benefits.  34224 
Ionizing  radiation  exposure  claims;  ovarian 

cancer  and  parathyroid  adenoma,  16358 
Post-traumatic  stress  disorder;  service 

connection.  29109 
Presumptive  service  connection  for  diseases 

resulting  from  exposure  to  ionizing 

radiation,  25563 
Procedural  due  process  and  i^qiellate  rights, 

16359 
Radiation  Exposure  Compensation  Act  of  1990; 

implementation.  2SS64 
Social  security  benefits:  special  allowance  to 

restore,  34524 
Adjudication,  pensions,  compensation, 
dependency,  etc.: 
Benefit  eligibility;  reinstatement  of  benefits  for 

remarried  surviving  spouses,  service- 
connected  disability  evaluations  of  certain 

veterans,  etc..  32442.  32443 
Board  of  Veterans  Appeals: 

Appeals  regulations  and  rules  of  practice.  27934 
Federal  claims  collection: 
Waiver  of  benefit  and  home  loan  program  debts 

collection.  3840 
Correction.  7296 
Loan  guaranty: 
Servicing  procedures,  29111 
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Medical  benefits: 
Home  improvement  and  stnictural  alterations; 

increase  in  limit.  2SS6S 
Hospital  care  and  meidical  services  in  non-VA 
facilities,  3244S 
Organization,  fiinctions,  and  authmity  delegations: 
Director,  Office  of  Budget  and  Finance,  et  al., 
32442 
Vocational  rehabilitation  and  education: 
Veterans  education — 
Dependents'  education;  enrollment 

verification  by  telephone;  correction, 
26239 
Educational  assistance  requirements  under 
I  VEAP;  monthly  verification  of 

I  enrollment;  effective  date  delayed,  2SS6S 

Post-Vietnam  era  veterans'  educational 
assistance  program,  31910.  34526 
Veterans'  Educational  Assistance 

Amendments;  implementation,  26239 
Veterans'  Education  Assistance  Ainendments; 
implementation.  34368 
PROPOSED  RtJLES 
Acquisition  regulations: 
Solicitation  provisions,  contract  clauses,  and 
prescriptions;  changes,  31937 
Adjudication;  pensions,  compensation, 
dependency,  etc.: 
Zero  percent  disability  evaluations.  28808 
Disabilities  rating  schedule: 
Cardiovascular  system,  4954 
Dental  and  oral  conditions,  4961 
Endocrine  system,  5691 

Correction,  11099 
Hemic  and  lymphatic  systems,  26080 
Muscle  injuries,  33235    . 
Respiratory  system,  4962 
Skin,  4969 

Systemic  conditions,  26083 
Zero  percent  disability  evaluations,  28808 
Loan  guaranty: 

Limited  denial  of  participation  in  loan  guaranty 
I         program,  26282 
Regulatory  agenda.  24946 

NOTICES 

Advisory  committees;  annual  reports;  availability, 

15519,  19872,  27057 
Agency  information  collection  activities  under 
OMB  review,  122.  3066,  4199,  6160,  7036, 
7841,  7842,  8096,  12448,  12981,  12982, 
14472,  19699.  21215,  29024,  29852,  32000 
Committees;  establishment,  renewal,  termination, 
etc.: 
Wage  Committee.  31064 
Legal  interpretations;  General  Counsel-precedent 
opinions: 
Veterans'  benefits  under  VA  administered  laws; 
sununaries.  12449 


Meetings: 
Career  Development  Qjmmittee.  17923 
Cooperative  Studies  Evaluation  Committee, 

14622 
Environmental  Hazards  Advisory  Committee. 

628.  15520.  34618 
Former  Prisoners  of  War  Adviswy  Committee, 

15520 
Geriatrics  and  Gerontology  Advisory 

Committee,  21215 
Health  Services  Research  and  Development 

Scientific  R^ew  and  Evaluation  Board. 

28443  ' 

Medical  Research  Service  Merit  Review  Boards. 

12059 
Prosthetics  and  Special-Disabilities  Program 

Advisory  Committee.  .31064 
Rehabilitation  Research  and  Development 

Scientific  Review  and  Evaluation  Board. 

15520 
Special  Medical  Advisory  Group.  12060 
Vietnam  and  Other  War  Veterans  Readjustment 

Advisory  Committee,  17303 
Voluntary  Service  National  Advisory 

Committee,  14622 
-Wage  Committee,  18446,  32567 
Women  Veterans  Advisory  Committee,  21215 
Organization,  fiinctions,  and  authority  delegations: 
National  Center  for  Veteran  Analysis  and 

Statistics;  establishment,  33299 
Privacy  Act: 

Systems  of  records,  21508,  29853 
Procurement: 
Veterans  Health  Administration;  commercial 

activities,  performance;  cost  comparison 

schedules  (OMB  A-76  implementation), 

25701 
State  home  per  diem  rates  for  domiciliary,  nursing 
home,  and  hospital  care;  1993  FY,  7037 

Veterans  Employment  and  Training, 
Office  of  Assistant  Secretary 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Stewart  B.  McKinney  Homeless  Assistance 
Act- 
Homeless  veterans  reintegration  project, 
18116.21599 

Victims  of  Crime  Office 

NOTICES 

Grants  and  cooperative  agreements;  availability, 
etc.: 
Discretionary  programs  (1993  FY).  3561,  5416 


N«ive  American  discretionary  programs — 
Victims  of  Federal  crime  in  Indian  country; 
assistance,  584,  7582 

Wage  and  Hour  Division 

RULES 

American  Samoa;  special  industry  committees;  per 

diem  allowance,  34523 
Family  and  Medical  Leave  Act;  implementation, 

31794,32611 

PROPOSED  RULES 

I^amily  and  Medical  Leave  Act;  impletnentation, 
13394 

NOTICES 

Committees;  establishment,  renewal,  terminatioa. 
etc.: 
Special  Industry  Conunittee  for  All  Industries 
in  American  Samoa.  26006 
Meetings: 
Special  Industry  Committee  for  All  Industries 
in  American  Samoa,  26(X)6 
Minimum  wages  for  Federal  and  federally-assisted 
construction;  general  wage  detenniiuaioa 
decisions,  31052 

Western  Area  Power  Administration 

NOTICES 

Environmental  statements;  availability,  etc.: 
Navajo  Transmission  Line  Project.  AZ.  30162, 
32666 
Floodplain  and  wetlands  protection;  ehvironmental 
review  determinations;  availability,  etc.: 
Big  George-Carter  Mountain  Transmission  Line 

RebuUd  Project,  WY.  7139 
Sterling  Substation  transformer  and  fiise 
replacement  project.  Logan  County.  CO. 
14395 
Summit-Watettown  115-kilovolt  transmission 
line.  SD,  7778 
Power  matlceting  plans,  etc.: 

Ontral  VaUey  Project,  CA,  34579 
Transition  from  guidelines  and  acceptance  criteria 
to  integrated  resource  planning,  3552 

White  House  Fellowships,  President's 
Commission 

See  President's  Commission  on  White  House 
Fellowships 


>v 


FEDERAL  REGISTER  INDEX,  January— June,  1993 


77 


FEDERAL  REGISTER  PAGES  AND  DATES— JANUARY— JUNE  1993 


Pages 


Dale     llssue  No.) 


1-212  Jan.  4  (1) 

213-466  „ 5  (2) 

467-2964  6  (3) 

2965-3192  7  (4) 

3193-3484  8  (5) 

3485-3824  11  (6) 

3825-4058  12  (7) 

4059-4294  13  (8) 

4295-4568  14  (9) 

4569-4890  „ 15  (10) 

4891-5252  19  (11) 

5253-5560  21  (12) 
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21535-21636  22  (76)  33753 

21637-21888  23  (77)  33883 

21889-25536  26  (78)  33993- 

25537-25772  27  (79)  34211- 

25773-25928  28  (80)  34357- 

25929-26054  29  (81)  34519- 

26055-26224  30  (82)  34681- 

26225-26498  May  3  (83)  34863 


(^ 


Date     tissue  No.) 


26678  , 4  (84) 

26910  L 5  (85) 

27196  [.....  6  (86) 

27442  S.....   7  (87) 

27650  L.  10  (88) 

27920 11  (89) 

28332  L...  12  (90) 

28490 13  (91) 

28756  14  (92) 

28914  17  (93) 

29096  18  (94) 

29326  19  (95) 

29520  20  (96) 

29776  21  (97) 

29948 24  (98) 

30100  25  (99) 

30694 26  (100) 

30934  27  (101) 

31146  28  (102) 

31330  June  1  (103) 

31460  2  (104) 

31646  3  (105) 

31892  , 4  (106) 

32040 7  (107) 

32268  8  (108) 

32432  9  (109) 

32590 10  (110) 

32834  11  (111) 

33004  14  (112) 

33184  15  (113) 

33318 16  (114) 

33496  17  (115) 

33752  18  (116) 

33882  21  (117) 

33992  22  (118) 

34210  23  (119) 

34356  24  (120) 

34518  25  (121) 

34680  28  (122) 

34862  29  (123) 

35356  „....  30  (124) 


FEDERAL  REGISTER  IND^X,  Jannmry— Jane,  1993 


GUIDE  TO  FREEDOM  OF  INFORMATION  INDEXES 


Editorial  Note:  The  Freedom  of  Infonnation  Act  (5  U.S.C.  552)  requires  Government  agencies  to  maintain  and  make 
available  for  inspection  and  copjrlng  current  indexes  that  provide  identifying  information  on  certain  matters  issued, 
adopted,  or  promulgated  after  July  4,  1967.  Public  Law  93-502  (88  Stat.  1561)  requires  the  publication  (with  exceptions) 
and  distribution  of  these  indexes  quarterly.  This  guide  has  been  compiled  by  the  Office  of  the  Federal  Register  from 
Information  submitted  by  agencies  in  order  to  notify  the  public  of  the  availability  of  these  indexes  for  sale  or  inspection. 
For  Further  Information  Contact:  * 

Linda  L.  Jones,  Office  of  the  Federal  Register,  National  Archives  and  Records  Administration,  Washington,  DC  20408 

(202)  523-5227  or  (202)  523-5229. 


Agency  and  subagency  name 


Department  of  Defense,  Of- 
fice of  tf)e  Secretary 


Department  of  Defense,  De- 
partment of  the  Air  Force 


Index  title:  perkxj  covered,  brief  description 
of  contents 


Department  of  Defense,  De- 
partment of  the  Army,  In- 
formation Systems  Com- 
mand, Amiy  Publications 
Command  and  Printing 
Command 

Department  of  Education 
(ED),  Office  of  the  Assist- 
ant Secretary  for  Legisla- 
tion and  Public  Affairs 


Department  of  Energy,  Bon- 
nevine  Power  Administra- 
tion 


Fish  and  Wildlife  Sewice 


Department  of  Health  and 
Human  Services,  Public 
>lealth  Sen/ice,  Centers  for 
Disease  Control  (HHS/ 
PHS/CDC) 


Department  of  Health  and 
Human  Services,  Public 
Health  Service,  Food  and 
Drug  Administration  (HHS/ 
PHS/FDA) 


DoD  Directives  System  Quarterty  Index. 
Lists  DoD  Directives  and  DoD  Instmc- 
tions  numerically  and  by  subject  mattery 
and  includes  final  opinions,  statements 
of  policy,  and  administrative  staff  manu- 
als that  affect  the  public 


Numerical  index  of  standard  publications 
(AFR  0-2).  January  4,  1993.  Lists  regu- 
lations, manuals,  and  pamphlets  to- 
gether under  each  subject  series;  list 
visual  aids  and  recurring  periodicals 
separately 

Numerical  index  of  departmental  forms 
(AFR  0-9).  January  2,  1993.  Lists  forms 
numerically  within  each  category,  includ- 
ing accountable  forms,  forms  requiring 
storage  safeguards,  and  obsolete  forms 

DA  pamphlet  25-30  (Consolidated  Index 
of  Army  Publications  and  Blank  Fomns) 
September  30,  1990.  Printed  in  micro- 
fiche only 


ED  Index  contains  those  records  required 
by  Public  Law  90-23  (Freedom  of  Infor- 
mation Act).  The  index  is  a  guide  to  ED 
policies,  instnjction  memoranda,  organi- 
zation function  statements,  guidelines, 
decisions  and  procedures  not  published 
in  the  Federal  Register.  Contains 
records  originated  since  May  4,  1980; 
updated  quarterly 

BPA  Manual  Index  dated  1-25-89  (12 
pages).  Policy,  procedural,  and  direc- 
tives material  Indexed  by  subject  and 
BPA  Manual  chapter  number 


Order  from;  price;  malce  checks  payable 
to— 


U.S.  Rsh  and  Wildlife  Service  Manual     [ 
Table  of  Contents  Checklist 

CDC  Freedom  of  Information  Act  (FOIA) 
Index  contains  those  records  required  by 
the  Freedom  of  Information  Act  (P.L.  90- 
23).  This  Index  provides  IdenUfyIng  infor- 
mation, by  program  and  subject,  for  the 
publk:  as  to  any  matter  Issued,  adopted, 
or  promulgated  after  July  4,  1967,  and 
not  published  in  the  Federal  Register. 
Index  Is  updated  quarterty 

Analyst  Operations  Manual:  Training  Infor- 
mation, instmctions  and  procedures  for 
new  laboratory  personnel 
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Subscription  senrtce  is  $13.00  annually. 
Mail  certified  bank  check  or  postal 
money  order  to  the  Director,  Naval  Pub- 
lications and  Printing  Service,  Eastern 
Division,  Building  4,  Section  D,  700  Rob- 
bins  Avenue,  Philadelphia,  PA  19111 


National  Technfcal  Information  Servkse, 
5285  Port  Royal  Road,  Springfield,  VA 
22161. 


Nattonal  Technksi  lnfomuitk>n  San/ice, 
Order  Preprocessing  Sectk>n,  5285  Port 
Royal  Road,  SpringfieW,  VA  22161 


Freedom  of  Informatton  Officer,   Depart 
ment  of  Education,  Offtoe  of  Legislation 
and  Public  Affairs,  400  Maryland  Ave 
SW.,  Washington,  DC  20202 


The  public  may  review  the  Index,  obtain  a 
copy  of  the  Index,  without  charge,  or  se- 
cure further  Information  conceming  the 
contents  of  the  records  listed  by  contact- 
ing Bonneville  Power  Administratton's 
OffkM  of  Media  Relattons,  905  NE.  11th 
Avenue.  Portland,  OR  97232,  or  the 
Washington,  DC,  Office,  Forrestal  Build- 
ing, Room  8G-033,  1000  Independence 
Ave.,  SW.,  Washington,  DC  20585 


PDM/FWS,  4401  N.  Fairfax  Dr.,  MS-224, 

USFWS,  Artington,  VA  22203 
No  charge 

Public  Inquiries,  Communteattons  and 
Management  Analysis  Office,  Centers 
for  Disease  Control,  Atlanta,  GA  30333. 


For  Inspection,  copying,  or  additional  Infor- 
mation contact 


Nattonal  Technteal  Infomwtion  Sendee, 
U.S.  Department  of  Commerce,  5285 
Port  Royal  Rd.,  Springfield,  VA  22161. 
Accession  «PB85-211639:  $46.50  for 
paper  copy,  $6.50  for  mteroftohe 


For  Inspectton  and  copying:  Director  for 
Freedom  of  Information  and  Security 
Review,  OASD(PA),  Washington,  DC 
20301 

Telephjne  202-697-1171 

For  additional  informatk>n:  OSD  Federal 
Register  Liaison  Officer,  Washington 
Headquarters  Servtees,  Washington,  DC 
20301 

Telephone  202-697-41 1 1 

Chief,  Base  Information  Management  at 
nearest  Air  Force  installation 


CNef,  Base  lnformatk>n  Management  at 
nearest  Air  Force  installation 


Director,  Army  Publications  and  Printing 
Comnund,  Hoffman  BMg.,  Alexandria, 
VA  22331-0302 


Office  of  Legislatkjn  and  Public  Affairs, 
Document  Review  Center,  400  Maryland 
Ave.,  SW.,  Washington,  DC  20202 

Telephone  245-8907  or  472-3850 


Bonneville  Power  Administration  offices 
listed  In  previous  column  or  BPA  Areas 
and  Districts  at  the  folk>wing:  1500  NE. 
Irving,  Portland,  OR  97208;  201  Queen 
Anne  Ave.,  N.,  Seattle,  WA  98109;  U.S. 
Cthse,  West  920  RlversWe  Ave.,  Spo- 
kane, WA  99201;  West  101  Poplar  St., 
Walla  Walla,  WA  99362;  U.S.  Federal 
BIdg.,  211  E.  7fh  Ave.,  Eugene.  OR 
97401;  800  Kensington,  Missoula,  MT 
59801;  U.S.  Federal  BWg.,  301  Yakirtta 
St.,  Wenatchee,  WA  98807;  1650 
HolliparV  Dr.,  Idaho  Falls,  ID  83401;  and 
550  West  Fort  Street,  Boise,  ID  83724 

PDM 

Nocost      .     .. 

Public  tnqulrtas,  Communlcattons  and 
Management  Analysis  Office,  Centers 
for  Disease  Control,  Atlanta,  GA  30333 


Food  and  Drug  Administratton,  Freedom  o( 
Informatton  Staff,  HFI-35,  5600  Fishers 
Lane,  Rockvllle,  MD  20857  (FDA/FOIS/ 
HFI-35) 

79 


i 
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Index  tMa:  period  covered,  brief  deacriptlon 
ol  contents 


Order  from;  price;  make  checks  payable 


For  InapedkHi,  copying,  or  addittonal  Infor- 
mation contact 


BkMeseaicri  Momtortng  Manual  for  Super- 
visory Inveatigators.  NCTR  NoncMntoal: 
One-week  course  conducted  by  tfie  ^4a■ 
ttonal  Canter  for  Toxkx>k)gk»l  Research 

Center  for  Drugs  and  Btotogtos  Staff  Man- 
ual: Primarily  concerned  «vlth  the  prapa- 
ratkxi  and  review  of  documents  within 
the  Center  for  Drugs  and  Btotogkx 

Center  for  Food  Safety  and  Applied  Nutri- 
tkm  DaHy  Operating  QuMe:  Primarily 
concerned  with  ttw  preparation  and  re- 
view of  documents  witffin  the  Center  for 
Food  Safety  and  Applied  Nutritton 

Center  for  Veterinary  Medicine  Poltey  and 
Procedures  Manual:  Primarily  concerned 
with  the  praparatton  arKl  review  of  docu- 
ments within  the  Center  for  Veterinary 
Medk:ine 

Compliance  PoHcy  QuMes:  Statements  of 
FDA  compllanca  policy,  Including  those 
statements  which  contain  regulatory  ac- 
tk)n  guidance  InformatkKi 


Corrpiiance  Program  Guidance  Manual: 
Programs,  plans  and  lnstnjctk>ns  di- 
rected to  FDA  fieU  operatkxw  for  Pro- 
gram Management  System  (PMS) 
prefect  implernentatkin 

Drug  Autoanaiysis  Manual:  A  manual  of 
automated  mettxxte  wtiich  provfcles  con- 
tent uniformity  test  speclficattons  In  USP 
XVII  and  NF  XII.  Provides  assurance  of 
homogeneity  within  a  sirtgle  lot  for  a 
safe  and  effective  dnig  supply.  Speci- 
fications are  for  aK  table  monographs 
where  the  active  Ingredient  is  present  In 
tow  quantities  (usually  50  mg.  or  less) 

EDRO  Data  Codes  Manual:  Computer 
code  Information  for  program  manage- 
ment system  projects  used  for  reporting 
project  information  mto  the  Program  Ori- 
ented Data  System  (POOS) 

Fieto  Management  Directives:  FDA  fiekJ 
poitoy  In  tt)e  arsas  of  operations  man- 
agarnent  planning  and  budget,  program 
management 

Inapectton  Operatkxts  Manual:  Standard 
operating  inspectfc>nal  and  Investlga- 
tkxial  procedures  and  mstnjctlons  used 
by  FDA  Investlgattonal  personnel 


Inspector  Training  Manual:  Bask:  training 
manual  for  food  and  dnjg  Inapectore  and 
Inapedfcm  technk)uee 


Inspector's  Manual  for  State  Food  and 
Drug  Offkrials:  Two-part  manual— Part 
(1):  operattorw  sectton  contains 
Inspactkxfal  and  investlgattonal  proce- 
dures. Part  (2):  program  sectton  outlines 
the  specMc  recommended  Inspecttonal 
procedures  applicabie  to  a  parttoular 
problem  area,  commodity  or  regulatMJ 
Industry.  Similar  In  content  to  the  In- 
spectton  Operattons  Manual. 
FDA  administrative  procedures  whtoh 
are  not  relevant  to  State  Food  and  Drug 
Offtoiala 

Inspector's  Techntoal  Gukle:  Techntoal  m- 
fonnatton  for  FDA  Irapectore,  not  pre- 
viously available  on  a  broad  scale 


Food  and  Dnjg  Admlniatratton.  Freedom  of 
Infomwtton  Staff.  HFI-35,  5600  Flahers 
Lane.  Rockvllle.  MD  20857.  Coet: 
$41.00.  Payable  to  the  Food  and  Dmg 
Admlniatratton 

Food  and  Drug  Adminlstratton,  Freedom  of 
Infonnatton  Staff,  HFI-35,  5600  Flahers 
Lane,  Rockvllle,  MD  20857.  Cost: 
$96.00.  Payable  to  the  Food  and  Dnjg 
Adminlstratton 

Food  and  Drug  Administration,  Freedom  of 
Infomratton  Staff,  HFI-35,  5600  Fishere 
Lane.  Rockvllle.  MD  20857.  Coet: 
$33.00.  Payable  to  the  Food  and  Dnjg 
Admlniatratton 

Food  and  Dnjg  Adminlstratton.  Freedom  of 
Informatton  Staff.  HR-35,  5600  Fishers 
Lane.  Rockvllto.  MD  20857.  Cost: 
$42.70.  Payable  to  the  Food  and  Dnjg 
Adminlstratton 

Nattonal  Techntoal  Informatton  Senrlce, 
U.S.  Department  of  Commerce,  5285 
Port  Royal  Rd.,  Springfieto,  VA  22161. 
Manual  accession  •PB88-915499. 
$109.95;  subscriptton  accesston  *PB88- 
915400,  $135.00 

Nattonal  Techntoal  Informatton  Senrtoe, 
U.S.  Department  of  Commerce,  5285 
Port  Royal  Rd.,  SpringfieW,  VA  22161. 
Entire  manual  accesston  •PB89-920499, 
$157.95;  subscriptton  accesston  #PB89- 
920-400,  $425.00 

Food  and  Drug  Adminlstratton,  Freedom  of 
Informatton  Staff.  HR-35,  5600  Fishere 
Lane,  Rockvllle,  MD  20857.  Cost 
$56.00.  Payable  to  the  Food  and  Drug 
Admhilstratton 


Food  and  Dnjg  Adminlstratton,  Freedom  of 
Informatton  Staff,  HFI-35,  5600  Fishere 
Lane,  Rockvllle,  MD  20857.  Cost: 
$100.00.  Payable  to  the  Food  and  Dnjg 
Adminlstratton 

Food  and  Dnjg  Administratkxi,  Freedom  of 
Informatton  Staff,  HFI-35,  5600  Fishere 
Lane.  Rockvllle,  MD  20857.  Cost: 
$35.00.  Payable  to  the  Food  and  Dnjg 
Administretton 

l^attonal  Techntoal  Informatton  Service, 
U.S.  Department  of  Commerce,  5285 
Port  Royal  Rd.,  Springfiekl,  VA  22161. 
Manual  acceaston  «PB88-913399, 
$55.95;  subecriptton  accesston  #PB88- 
913300.  $65.00 

Food  and  Dnjg  Administretton,  Freedom  of 
Infonnatton  Staff,  HR-3S,  5600  Fishere 
Lane,  Rockvllle,  MD  20857.  Cost: 
$24.00.  Payable  to  the  Food  and  Dnjg 


Food  and  Drug  Administretton,  Freedom  of 
Infonnatton  Staff,  HFI-35,  5600  Fishere 
Lane.  Rockvllle,  MD  20857.  Coet: 
$71.00.  Payable  to  the  Food  and  Dnjg 
Adminlstratton 


ind  Dnjg  Adminlstratton,  Freedom  of 
Infoi^tton  Staff,  Hn-35,  5600  Fiahere 
Rockvllle,    MD    20857.    Coet: 
$l8.ab.  Payable  to  the  Food  and  Dnjg 
Admnistratton 
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Agency  and  subagency  name 


Index  title:  period  covered,  brief  description 
of  contents 


Order  from;  price;  make  cfiecks  payable 
to— 


For  inspection,  copying,  or  additional  infor- 
mation contact. 


Department  of  Heattti  and 
Human  Services,  Public 
Health  Service.  Health 
Services  Administration 
(HHS/PHS/HSA) 


Pesticide  Analytical  Manual:  Procedures 
and  methods  used  In  FDA  lat>oratorles 
for  surveillance  of  the  extent  and  signlfi- 
dsince  of  contarhination  of  man  and  his 
environment  by  pesticides  and  their 
metabolites 

Quantity  of  Contents  Compendium:  Con- 
tains information  used  to  measure  ac- 
ceptance levels  of  shrinkage  in  food 
containers.  DivWed  Into  two  parts— (1) 
procedures  for  measuring  fiii-of-con- 
tainer,  statistk^l  evaluatkxi  acceptable 
comnwn  or  usual  declaratkxi  of  quantity 
of  contents:  (2)  infonnatkxi  on  sampling 
where  special  technk^ues  are  required 

Regulatory  Procedures  Manual:  Guklance 
on  regulatory  polkry  and  support  proc- 
essing procedures  \ 


Staff  Manual  Gukias— Organization  and 
Delegatkjns:  Directives  issued  by  FDA 
to  establish  policy,  organizatkxi,  proce- 
dures or  responsibilities  In  the  adminis- 
trative area  ^ 

Supervisory  Investigators  Gukto:  Gukle- 
lines  to  assist  supervisory  inspectors  in 
managing  investigational  groups 


Index  to  Administrative  Staff  Manuals:  Cur- 
rant listing  of  all  staff  manuals  with  in- 
dexes and/or  tabte  of  contents 


HSA  Freedom  of  lnformatk>n  Act  (FOIA) 
Index:  March  1975  to  June  30,  1982. 
The  HSA,  FOIA  index  is  a  compilation  of 
supplen>ents  to  the  departmental  manual 
system,  program  level  operatkms  manu- 
als, circulars,  memoranda,  notk:es  and 
guides  used  by  the  components  of  HSA. 
All  information  included  in  this  index  is 
current  as  of  June  30,  1982.  The  re- 
spective bureau  level  indexes  are  listed 
as  foltows:  OA— Office  of  the  Adminis- 
trator: OCPA— Publk;  Affairs  Manage- 
ment System  Manual;  OPEL— HSA  for- 
ward plan,  fiscal  year  1979-83;  OM/ 
OCQ— 4-ISA  procurement  operating  In- 
stnjctkxis;  OM/OMP— HSA  transmittal 
rwtkses  for  supplements  to  HHS  manu- 
als: HSA  Circulars;  OM/OFS— polkry  de- 
cisk>ns,  procedures,  and  opinton.  BMS— 
Bureau  of  Medical  Servces:  Divlston 
of  Hospitals  and  Cllntos  Operatk)ns 
Manual;  BMS  supplements  to  HHS 
manuals;  Manual  of  Operatk>ns  for  PHS 
Health  Unit,  OFEH,  BMS;  BMS  circulars; 
Contract  Physician's  Gukto.  IHS— Indian 
Health  Services:  IHS  circulars;  IHS 
supplements  to  HHS  manuals;  IHS  Op- 
erattons  Manual;  General  Counsel  opin- 
k>ns;  polk^  and  procedural  manual  and 
drcuiars.  BCHS— Bureau  of  Commu- 
Nrrv  Health  Services:  BCHS  adminis- 
trative gukle  system;  BCHS  Operattons 
Manual;  Emergency  Medk»l  Sen/tee 
Systems  Program  GuktoUnes;  BCHS 
Regk>nal  Memorandum  Series. 
BHPDS— Bureau  of  Hfalth  Person- 
nel Development  and  Service:  BHPDS 
supplements  to  the  HHS  manuals; 
BHPDS  operatk>ns  manuals  whk:h  in- 
clude menfx>randa,  guMellnes,  hand- 
books and  procedures 


Natkxul  Technical  lnformatk>n  Service, 
U.S.  Department  of  Commerce,  5285 
Port  Royal  Rd..  Sprlngfiekl,  VA  22161. 
Volume  I— Accesskxi  #P688-911799, 
$62.95.  Volume  II— Accesston  *PB88- 
911999,  $193.95.  Entire  Manual— Ac- 
cesskxi *PBe6-911799,  $230.00 

Food  and  Dnjg  Admlnistratkxi,  Freedom  of 
Informatkxi  Staff,  HFI-35,  5600  Fishers 
Lane.  Rockvilie,  MD  20857.  Cost: 
$18.60.  Payat)le  to  the  Food  and  Drug 
Admlnistratton 


Food  and  Drug  Admlnistratkxi,  Freedom  of 
Informatton  Staff,  HFi-35.  5600  Rshers 
Lane,  Rockvilie,  MD  20857.  Cost: 
$142.80.  Payable  to  the  Food  and  Drug 
Administration 

Food  and  Dnig  Administration,  Freedom  of 
Irrfonnatron  Staff,  HFI-35,  5600  Rshers 
Lane,  Rockvilie,  MD  20857.  Cost: 
$259.00.  Payable  to  the  Food  and  Dnjg 
Admlnistratton 

Food  and  Drug  AdminlstratkKi,  Freedom  of 
Information  Staff.  HFI-35.  5600  Fishers 
Lane,  Rockvilie.  MD  20857.  Cost:  $9.00. 
Payable  to  the  Food  and  Drug  Adminis- 
tratk>n 

Food  and  Dmg  Admlnlstratk>n.  Freedom  of 
Infomiation  Staff,  HFI-35,  5600  Fishers 
Lane.  Rockvilie,  MD  20857.  Cost: 
$29.00  Payable  to  the  Food  and  Dmg 
Administratk>n 

Offtee  of  Communteatk>ns  and  Publk;  Af- 
fairs, HHS/PHS/HSA,  Room  14A-39, 
5600  Fishers  Lane,  Rockvilie.  MD 
20857.  Checks  payable  to  HHS/Publk: 
Health  Sen/ice.  Mall  to  HSA  Coliectton 
Offfcer.  HHS/PHS/HSA.  Room  16-36, 
5600  Fishers  Lane,  Rockvilie,  MD 
20857.  Fees  charged  for  research  and 
reproduction  of  infomiation  are  based 
upon  the  current  departmental  fee 
schedule  for  information  under  the  FOI 
regulations  (45  CFR  part  5  subpart  E) 


Offtee  of  Communk:atk}ns  and  Publk:  Af- 
fairs, HHS/PHS/HSA,  Room  14A-39, 
5600  Fishers  Lane,  Rockvilie,  MD  20857 
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Agancy  and  subagancy  name 


Index  We:  period  covered,  brief  desctlptton 
ot  contents 


Order  from;  price;  make  checks  payable 


For  Inspection,  copying,  or  addltkxial  Infor- 
mation contact 


Oepailment  of  tfie   mteitor. 
Office  of  the  Secretary 


Department  of  the  Interior, 
Office  of  the  Secretary,  Of- 
fice of  Acquisition  and 
Property  Maragement 


Department  of  the  Interior, 
Office  of  the  Secretary,  Of- 
fice ot  Aircraft  Services 


Department   of   the    Interior, 
Bureau  of  Indian  Affairs 


Department  of  tt>e  Interior, 
Bureau  of  Land  Manage- 
ment 


Department   of   the   Interior, 
Bureau  of  Mines 


Department  of  the   Interior, 
Bureau  of  Reclamation 


Department  of   the   Interior, 
US.  Geological  Sunrey 


Department  of  the   Interior, 
Minerals  Management 

Service 


Department  of  the   Interior, 
National  Paric  Service 
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Departmental  Manual  Table  of  Contents, 
Checklist,  and  Subject  Index  dated  May 
31,  1969.  Index  of  directives  containing 
descriptions  of  central  and  fletd  organl- 
zattons  of  the  Department  delegatkxis 
ot  authority,  Intemal  policies,  guidelines, 
procedures,  and  other  administrative 
matters 

Checklist  and  Subject  Index  ot  Depart- 
mental Manual  Additk>ns  to  the  FPM 
dated  June  3,  1968.  Index  of  Depart- 
mental personnel  management  dlrec- 
tivas  which  supplement  the  Federal  Per- 
sorvMl  Manual 

Listing  of  Secretary's  Orders  which  are 
considered  In  effect  with  respect  to  cur- 
rent operations  of  the  Department  dated 
January  28.  1986 

Departmental  Manual  Additkxis  to  the  Fed- 
eral Acquisition  Regulatk>n  (FAR) 


400  DM  -  Departmental  Manual  Addltton  to 
the  Interkx  Property  Management  Regu- 
latk)ns(IPMR)  Part  114-52 


OAS  Operational  Procedures  Memoran- 
dum No.  93-1,  dated  January  1.  1993. 
Subject:  Index  of  Departmental  Manual 
(Aviatkxi  Management)  and  Operatiorul 
Procedures  Memoranda  Information. 

Bureau  of  Indian  Affairs  Manual  Index  and 
Table  of  Contents  dated  June  23, 1983 


Directives  Digest  Bulletin's  dated  -  1/31/ 
90,  2/28/90,  3/31/90,  4/30/90.  5/31/90,  6/ 
30/90,  7/31/90,  8/31/90,  9/31/90,  10/31/ 
90,11/30/90,  12/31/90 

Land  Management  Instructtons  and  Man- 
ual Indexes 


Basic  Bureau  of  Mines  Manual  General 
Table  of  Contents  and  Checkllst-Ouly  6, 
1976 

Numerk:  and  subject  listing  of  intemal  poli- 
cies and  procedures  by  series,  part, 
cfiapter,  paragraph,  and  subordinate 
paragraph 

Reclamation  Instructtons  Index  dated  July 
7,1963. 


Table  of  Contents,  Checklist,  and  Subject 
Index  relating  to  the  Geologk»l  Survey 
Manual 

Table  of  Contents  and  Checklist  to  Bask; 
Minerals  Management  Sen/k^e  Manual. 
Listed  numerically  by  part,  series,  chap- 
ter, release  number,  date,  and  pages. 

Index  of  Director's  appeal  decisions 


Checklist  of  the  NPS  GuhMlnes  and  Di- 
rectives Dated  January  1, 1993 


Ottica  of  lnfonnatk>n  Resources  Manage- 
ment, U.S.  Department  of  the  Interior, 
Washington,  DC  20240 

Or>e  copy  only,  no  ctwrge 


Chief,  OlvWon  ot  Program  Management 
and  Evaluatkxi,  Offk»  of  Personnel, 
US.  Department  of  the  Interkx,  Wash- 
ington. DC  20240 

One  copy  only,  no  charge 

Office  of  Informatkxi  Resources  Manage- 
ment, U.S.  Department  of  the  Intertor, 
Washington,  DC  20240 

One  copy  only,  no  charge 

DIvlston  of  Acquisition  and  Assistance,  Of- 
fk:e  of  /^uisltlon  and  Property  Manage- 
ment, Department  of  the  Interior,  18th  & 
C  Sts.,  NW.,  Room  5512,  Washington, 
DC  20240 

ite  Charge 

DivWon  ot  Property  Management,  Offne  of 
Acquisition  and  Property  Management, 
Department  of  the  Interwr,  18th  &  C 
Sts.,  NW..  Room  5512,  Washington,  DC 
20240 

Itectwrge 

Offtee  of  Aircraft  Services,  3905  Vista  Ave- 
nue, P.O.  Box  15428,  Boise,  ID  83715- 
5428. 


No  charge 

Divison  of  Management  Support,  Bureau 

of  Indian  Affairs,  18th  and  C  Streets, 

NW.,  Washington.  DC  20245 
No  charge 

Department  of  the  Intertor,  Bureau  of  Land 
Management,  1849  C  Street,  N.W.,  MIB 
2454,  Washington,  DC  20240 

Department  of  the  Interior,  Bureau  of  Land 
Management,  1849  C  Street,  N.  W.,  MIB 
2454,  Washington,  DC  20240 

Duplteate  copies  at  13  cents  per  page, 
in  accordance  with  fee  schedule  in  43 
CFR  2,  Appendix  A 


Bureau  of  Mines 


Supply  and  Servtoes  Division,  D-7923,  Bu- 
reau of  Reclamatk>n,  P.O.  Box  25007, 
Denver,  CO  80225.  No  charge 

Papenwork  Management  Offteer,  U.S.  Geo- 
kjgkal  Sun/ey,  208  Nattonal  Center, 
Reston,  VA  22092 

No  charge 

In  accordance  with  fee  scfiedule  in  43 
CFR  2,  Appendix  A 


In  accordance  with  fee  schedule  in  43 
CFR  2,  Appendix  A 


U.  S.  DepL  ot  the  Intertor,  NatkKial  Park 
Sendee,  P.O.  Box  37127,  Washington, 
DC  20013-7127  Attn:  Management 
Sen/toes  Dlvi8k)n 

Noctiarge 


Olftoe  of  Informatkm  Resources  Manage- 
ment, U.S.  Department  of  the  Interior, 
Washington,  DC  20240 


CNef,  Division  of  Program  Management 
and  Evaluatk>n,  OffkM  of  Personnel, 
U.S.  Department  of  the  lnterk>r,  Wash- 
ington, DC  20240 


DIvlskin  of  Acquisitton  and  Assistance,  Of- 
fice of  /^uisitkKi  and  Property  Manage- 
ment, Department  of  the  Interior,  18th  & 
C  Sts.,  NW.,  Room  5512,  Washington, 
DC  20240 

Telephone:  (202)  343-6431 

Divisk>n  of  Property  Management,  Office  of 
Acquisltton  and  Property  Management. 
Department  of  tfie  Interior,  18th  &  fi 
Sts.,  NW.,  Room  5512,  Washington,  DC 
20240 

Telephone:  (202)  343-3336 

Offk^  of  Aircraft  Servtees,  3905  Vista  Ave- 
nue, P.O.  Box  15428,  Boise,  ID  83715- 
5428 


Divisk>n  of  Management  Support,  Bureau 
of  Indian  Affairs,  Room  334-lntehor 
South,  1951  Constitution  Ave.,  NW., 
Washington.  DC  20240 

Telephone:  A.C.(202)  343-3577 

Department  of  the  Interior,  Bureau  of  Land 
Management,  1649  C  Street,  N.  W.,  MIB 
2454,  Washington,  DC  20240 

Telephone:  (202)  208-6152 

Sectton  for  Directives  and  Records  Oper- 
attons  (W0873) 

Room  2454,  MIB 

Telephone:  (202)  208-6152 

Elizabeth  Knorr,  Chief,  Branch  of  Manage- 
ment Analysis,  810  7th  Street,  NW.,  MS- 
2193,  Washington,  DC  20241 

Telephone  202-501-9248 


Records  Management  Polkry  Staff,  Bureau 
of  Reclamation,  D-7924,  P.O.  Box 
25007,  Denver,  CO  80225-0007 

Telephone:  (303)  236-6494 

Paperwork  Management  Offteer  U.S.  Qeo- 
to^cal  Sun/ey;  208  National  Cer^ter, 
Reston,  VA  22092 

Telephone  703-648-7309 

Chief,  Records  and  Mail  Management 
Sectton,  381  Ekien  Street,  MS  2050, 
Hemdon,  VA  22070 

Telephone  703-787-1239 

Chief,  /Appeals  Divlston,  Minerals  Manage- 
ment Servtee,  Office  of  Poltey  and  Man- 
agement Improvement,  381  Elden 
Street,  MS  9110,  Hemdon,  VA  22070, 
Teleplione  703-787-1275 

U.  S.  Dept.  of  the  Interior,  National  Parte 
Sen/toe,  P.O.  Box  37127,  Washington. 
DC  20013-7127  Attn:  Management 
Services  Diviston 

Telephbne  202-523-5043 


) 
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Agency  and  subagency  name 


Index  title:  period  covered,  brief  description 
of  contents 


Order  from;  price;  make  checks  payable 
to— 


For  inspactton,  copying,  or  addltkxwi  Infor- 
mation contact 


Department  of  the  Interior, 
Office  of  Hearings  and  Ap- 
peals 


Department  of  the   Interior, 
Offk:e  of  Inspector  General 


Department  of   the   Interior, 
Offee  of  Surface  Mining 


Department  of  Latxx 


Department  of  Transpor- 
tation, Federal  Highway 
Administration  (FHWA) 


Index-Digest  -  Index  of  synopses  for  all 
decistons  decided  by  OHA  Boards  of 
Appeal  and  published  Solicitor's  deci- 
sions under  specific  topical  headings. 
Useful  In  researching  legal  hoMlngs  of 
Department  of  the  Interior.  Published 
quarterly,  annually  and  on  5-year  basis. 


Indian  Citatpr  —  Index  of  authorities  cited 
in  decisions'  of  the  Intehor  Board  of  In- 
dian Appeals  (IBCA).  Initial  publication 
covers  volumes  1-15  of  IBIA  decisions. 
Annually. 


Administrative  Manual—  Index  related  to 
administrative  policies,  procedures  and 
standards  as  contained  In  the  Adminis- 
trative Manual 


Inspector  General  Manual  Index,  Decem- 
ber 17, 1992. 

Numeric  and  subject  listing  of  internal  poli- 
cies and  procedures  by  volume,  cfiapter, 
section,  and  sub-sectkxi 

Functional  Index  (OSMRE  Directives  List- 
ed by  Functk>ns)  dated  October  22, 
1986 

Department  of  Labor  Freedom  of  Informa- 
tk>n  Act  Index  Overview  and  Guide  to 
DOL  agencies  and  subagencies  with  in- 
formation on  how  to  obtain  more  de- 
tailed Indexes  to  records  maintained  by 
each  subagency;  Includes  cross-ref- 
erence to  agencies  by  statute  or  execu- 
tive order  28  pages 

CrossReference  Index  of  cun-ent  direc- 
tives. The  Index  Is  alphabetical  by  sub- 
ject and  within  each  subject,  applicable 
directives  are  klentlfied.  The  index  also 
includes  a  three-part  cross-referer^ce  for 
the  FHPM,  23  U.S.C.  and  23  CFR.  The 
index  is  updated  semi-annually  (March 
and  September) 

Cease  and  Desist  and  Driver  Dlsqualifica- 
tton  Final  Orders  by  the  Federal  High- 
way Administrator:  1969-1984;  listing  of 
cease  and  desist  and  driver  disqualifica- 
tion final  orders  of  the  Federal  Highway 
Administrator  items  listed  are  Identified 
by  case  docket  number  name  of  carrier 
and  date  nottee  of  Investigation  was 
mailed 

Opintons  and  Final  Orders  of  the  FHWA  In 
Regard  to  the  Regulation  of  Toll 
Bridges:  1968-1984  listing  of  opinkxis 
and  final  orders  regarding  regulatk>n  of 
toll  bridges  Issued  by  the  Federal  High- 
way Administrator  which  identifies  tfie 
case  and  the  date  issued 


Editorial  Branch,  Offtee  of  Hearings  &  Ap- 
peals, Room  1103.  4015  Wilson  Blvd. 
Ariington.  VA  22203.Telephone  703- 
235-3791 

Price:  $475.00  annually  for  quarteriy  Is- 
sues and  bound  cumulative  issue  at  end 
of  calendar  year  Checks  made  payable 
to  "Department  of  the  Interior" 


Price  for  photocopies  as  prescribed  in  Di 
partment  fee  schedule  for  FOIA  Infoi 
tkjn   (43   CFR   Part  2.   Appendix 
Checks  made  payable  to  "Department  of 
the  Interior" 


I  Dfc 

w 


Price  on  Quinquennial  issue  Is  set  by  Gov- 
ernment Printing  Office  and  available 
from  that  agency. 

Editorial  Branch,  Office  of  Hearings  &  Ap- 
peals, Room  1103,  4015  Wilson  Blvd.. 
Ariington,  VA  22203. 

Telephone  703-235-3791 

Price:  $30.00  -  Initial  cost  Checks  made 
payable  to:  "Department  of  the  Interior". 
$15.00  -  annual  update 

Editorial  Branch,  Office  of  Hearings  &  Ap- 
peals, RooiTi  1103,  4015  Wilson  BNd., 
Ariington.  VA  22203. 

Price  for  photocopies  as  prescribed  In  De- 
partment fee  schedule  for  FOIA  Informa- 
tion (43  CFR  Part  2,  Appendix  A): 
Checks  payable  to  Department  of  the  In- 
terior 

In  accordance  with  fee  schedule  In  43 
CFR  Part  2,  Appendix  A  -  Fees 

Offtoe  of  Inspector  General 


Office  of  Surface  Mining,  Division  of  Man- 
agement Services,  1951  Constitution 
Ave..  NW..  Washington,  DC  20240 

No  charge 

Mail  $4.20  check  payable  to  DEPART- 
MENT OF  LABOR  to;  FOIA  Index  Re- 
quest, Counsel  for  Administrative  Law, 
Division  of  Legislation  and  Legal  Coun- 
sel, Office  of  the  Solicitor,  Department  of 
Labor«  200  Constitution  Avenue,  NW.. 
Room  N2428.  Washington,  DC  20210. 


FOIA  Program  Officer, 
enth  Street,  SW., 
20590.  No  Charge 


FHWA,  400  Sev- 
Washington.    DC 


FOIA  Program  Officer  FHWA,  400  Sev- 
enth Street,  SW..  Washington.  DC 
20590.  No  charge 


\ 


FOIA  Program  Offteer.  FHWA.  400  Sev- 
enth Street,  SW.,  Washington,  DC 
20590.  No  charge 


Editorial  Branch,  Offk:e  of  Hearings  &  Ap- 
peals, Ftoom  1103.  4015  Wilson  Blvd., 
Ariington,  VA  22203.  Telephone  703- 
235-3791 

Telephone  (703)  235-3791 


Editorial  Branch,  OHA,  4015  Wilson  Blvd.. 
Ariington,  VA  22203.  Telephone:  (703) 
235-3791 


Betty  Foyes,  Information  Officer,  Depart- 
ment of  the  Interior  Offk^e  of  Inspector 
General,  1 8th  and  C  Straete,  NW.. 
Washington,  DC  20240 

Telephone:  202-208-4356 

Office  of  Surface  Mining.  Diviskjn  of  Man- 
agement Servk:es,  1951  Constitutk)n 
Ave.,  NW..  Washington,  DC  20240 

Telephone:  A.C.  (202)  343-2210 

Administrator.  FOIA/PA,  Counsel  for  Ad- 
ministrative Law,  Dlvisk>n  of  Legislatkxi 
and  Legal  Counsel,  Office  of  tfie  Solici- 
tor Department  of  Labor  200  Constitu- 
tk>n  Avenue,  NW.,  Room  N2428,  Wash- 
ington, DC  20210 

Phone  (202)  523-9277 


FOIA  Program  Offteer 
enth  Street.  SW.. 
20590 


FHWA,  400  Sev- 
Washington,    DC 


FOIA  Pro^m  Offtew.  FHWA,  400  Sev-., 
enth    Street,    SW..    Washington.    DC 
20590 


FOIA  Program  Offteer 
enth    Street,    SW., 
20590 


FHWA.  400  Sev- 
Washlngton,    DC 
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Agincy  and  MJtMigcncy  nam* 


Dapartmant  of  tha  Traaaury, 
Dapartmental  Offloaa 


ArcNtactural  and  Transpor- 
tation Barriers  Complianca 
Board 


Convninee  for  Purchase 
From  tfie  Blind  and  Otfier 
Severely  Handicapped 


Commodity  Futures  Trading 
Commission 


Index  Me:  portod  covered,  brief  descrtpOon 
of  contents 


Index  of  Selected  Records.  July  1967  to 
March  31,  1993.  Index  either  contains 
the  following  information  or  Indicates 
where  the  public  may  obtain  Information, 
dedaions.  statements  of  the  general 
course  and  method  by  which  functions 
are  channeled  and  determined;  a  de- 
scription of  the  central  and  field  offices; 
rules  of  procedure,  descriptions  of 
forms;  substantive  rules  and  statements 
of  general  policy  and  interpretations 
adopted  by  the  agency;  and  each 
amendment  revision,  or  repeal  of  the 
foregoing;  final  adjudications  of  cases; 
statements  of  policy  and  interpretations 
which  have  been  adopted  by  the  agency 
and  are  not  published  in  the  Federal 
Register  and  administrative  staff  manu- 
als and  irwtnjctions  to  staff  that  affect  a 
member  of  the  public  for  the  Depart- 
mental Offices,  Internal  Reverse  Serv- 
ice. United  States  Customs  Sen/lce. 
United  States  Secret  Service,  Bureau  of 
Alcohol.  Tobacco  and  Firearms.  Bureau 
of  Engraving  and  Priming,  Financial 
Management  Service,  United  Statae 
Mint.  Bureau  of  the  Public  Debt.  Office 
of  the  Comptroller  of  the  CurrerKy,  Unit- 
ed States  Savings  Bond  Division,  Fed- 
eral Law  Enforcement  Training  Center. 
Office  of  Thrift  Supervision. 

ATBCB  Freedom  of  Information  Index; 
June  1978  tiirough  November  1962: 
Final  dedaions  made  In  adjudicatton  of 
cases  concerning  alleged  noncompH- 
anca  to  ttie  Architectural  Barriers  Act  of 
1968;  and  a  record  of  ttie  final  votes  of 
each -member  of  the  Board  in  every 
Board  proceeding.  ATBCB  annual  re- 
ports; pamphlets  describing  ttie  ATBCB, 
how  to  file  complaints,  and  resource 
guides  to  literature  In  ttie  area  of  creat- 
ing an  accessible  environment 

Index  of  Additions  and  Deletions  to  the 
Procurement  List:  (a)  Procurement  List 
1990  incorporates  all  additions  and  dele- 
tions tiirough  November  3,  1989;  (b) 
Current  index  ftovember  1989-Decem- 
ber1991. 


Index  of  final  Commission  opinions,  Includ- 
ing concurring  and  dissenting  opinions, 
and  orders  in  the  adjudication  of  cases. 
April  21,  1975  to  date.  (This  index  con- 
sists of  separate  chronological  listings  of 
final  Commission  opinions  and  orders  In 
enforcement  cases  and  reparations  pro- 
ceedings before  ttw  Commission) 

Index  of  statements  of  policy  and  Interpre-' 
tatlons  adopted  t>y  the  Commission  and 
not  published  In  ttie  Federal  Register. 
April  21,  1975  to  date 

Index  of  Commission  administrative  manu- 
als and  Instructions  to  staff  ttiat  affect  a 
member  of  ttie  public.  April  21,  1975  to 
date.  (Commission  instmctions  no  longer 
In  use  are  not  induded  In  ttiis  Index) 


Order  from;  prtoa;  malta  checks  payable 


Library.  Room  5010-IUIT.  Department  of 
the  Traaaury,  Washington,  DC  20220. 
Reproduced  upon  request;  fees  charged 
per  page  copied  In  accordance  with  fee 
schedule  at  31  CFR  1.7.  Malce  checks 
payable  to  Traaaury  of  ttie  United  States 


For  lnapectk>n.  copying,  or  additional  infor- 
mation contact 


Freedom  of  Information  Officer,  ATBCB, 
Rm.  1010,  330  C  St.,  SW.,  Washington, 
DC  20202.  Reproduced  upon  request. 
Twenty  cents  per  page,  per  copy.  Make 
checks  payable  to  ttie  Department  of 
Education 

PubUc  Infomnation  (Mce,  ATBCB.  Rm. 
1010.  330  C  St.,  SW.  Washington,  DC 
20202.  No  charge 


Order  from;  Executive  Director,  Committee 
for  Purchase  From  the  Blind  and  Other 
Severely  Handksapped,  Crystal  Square 
BulkUng  No.  5,  1755  Jefferson  Davis 
Highway,  Suite  1107,  Arlington,  VA 
22202-3509.  Phce:  Ten  cents  per  page, 
per  copy.  Make  checks  payable  to: 
Treasurer  of  the  United  States 

Offtee  of  the  Secretariat,  Commodity  Fu- 
tures Trading  Commission,  2033  K 
Street.  NW.,  Washington,  DC  20581 

Prtoe:  10  cents  per  page 


Traaaury  Department  Ubrary,  Room  5010, 
Main  Treasury  BMg.,  15tti  and  Penn- 
sylvania Ave.,  NW..  Washington,  DC 
20220 

Telephone  202-622-0990 


Freedom  of  Information  Officer,  ATBCB, 
Rm.  1010,  330  C  St.,  SW.,  Washington. 
DC 

Phone:  202-245-1591 

Pubik:  Infonnation  Offtoe.   ATBCB,   Rm. 

1010,  330  C  St.,  SW.,  Washington,  DC 

20202 
Telephone:  202-245-1591 


Committee  for  Purchase  From  the  Blind 
and  Other  Severely  Handicapped,  Atten- 
tkxi:  Freedom  of  Information  Officer 


Offk:e  of  the  Secretariat,  Comnxxllty  Fu- 
hjres  Trading  Commission,  2033  K 
Street,  NW..  Washington,  DC  20581 

Telephone  202  254-6314 


.1 
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Agency  and  subagency  name 


General  Services  Administra- 
tion (QSA) 


International  Boundary  and 
Water  Commission,  United 
States  and  Mexico,  U.S. 
Section 


Index  title:  period  coveiBd,  t>r1ef  descrtption 
of  contents 


GSA  Freedom  of  Information  index;  July  4, 
1967  througfi  June  30,  1984.  Category 
A  Infonnation  wfiicti  Is  final  opinions.  In- 
cluding cor)curring  and  dissenting  opin- 
ions and  orders,  made  in  tfie  adjudica- 
tion of  cases.  Category  B  information 
wtiicfi  is  tfiose  statements  of  policy  and 
interpretations  wtiich  have  t)een  adopted 
by  QSA  and  are  not  publisfied  in  the 
FEDERAL  REGISTER.  Category  C  In- 
formation which  is  administrative  staff 
manuals  and  Instnxrtions  to  staff  that  af- 
fect members  of  the  pt^lic 


Brochure:  Amistad  Dam  and  Reservoir 


\ 

Brochure:  Falcon  Dam  and  Power  Plant 


Water  Bulletins:  Containing  data  for  1  year 
covering  flow  of  Rio  Grande  and  related 
data  from  Elephant  Butte,  NM,  to  Gulf  of 
Mexico,  re  storage  In  major  reseMoirs, 
diversions,  suspended  silt,  chemical 
analyses,  sanitary  aspects  of  water  qual- 
ity, meteorologic  data,  and  irrigated 
areas-for  years  1931  through  1960 

Water  Bulletins:  Containing  data  for  1  year 
covering  flow  of  Coiorado  River  and 
other  Western  Boundary  streams,  and 
related  data  (including  Tijuana,  Santa 
Cnjz,  and  San  Pedro  Rivers,  and 
Whitewater  Draw)  for  years  1960 
through  1980 

Color  print  map  -  Lower  Rio  Grande  Val- 
ley United  States  and  Mexico 


Annual  Report:  Operation  of  Rio  Grande 
Dams  and  Reservoirs.  This  report  pro- 
vides data  concerning  the  operation  of 
the  intemational  dams  and  reservoirs 
constructed  by  the  Governments  of  the 
United  States  and  Mexico  on  the  reach 
of  the  Rio  Grande  which  forms  tt>e 
boundary  between  the  two -countries 

Color  print  map:  El  Paso  Rio  Grande 
Projects,  Canalization  and  Rectification 
Projects 


Brochure:  Joint  Projects  of  the  United 
States  and  Mexico  through  the  Inter- 
national  Boundary  and  Water  Commis- 
sion 


Order  from;  price;  main  checks  payable 
to— 


GSA,  Freedom  of  Infonnatidn  Officar 
(ATRAR),  Washington.  DC  20405.  Price: 
$4.75.  Make  checks  payable  to:  General 
Sen/toes  AdministratkHt 


Projad  Engineer.  U.S.  Section,  IBWC, 
Route  2.  Box  37.  Highway  90  West,  Dei 
Rk>,  TX  78840.  No  charge 

Reservoirs  Manager,  U.S.  Sectksn,  IBWC, 
P.O.  Box  1.  Fataon  Village,  TX  78545. 
No  charge 

Diviston  Engineer,  Hydrographic  Diviskxi, 
U.S.  Sectton.  IBWC.  4171  North  Mesa. 
Suite  C-310,  El  Paso,  TX  79902.  Price: 
$4.50  per  bulletin  (data  for  1  year).  Pay- 
able to:  Intematkxial  Boundary  and 
Water  Commission.  U.S.  Sectkm 


Division  Engineer.  Hydrographk:  Oiviskxi, 
U.S.  Sectkxi,  IBWC.  4171  North  Mesa. 
Suite  C-310.  El  Paso.  TX  79902.  Price: 
$5.50  per  bulletin  (data  for  1  year).  Pay- 
able to:  Intemational  Boundary  and 
Water  Commlsskxi,  U.S.  Section 

Diviston  Engineer.  Projects  Diviskxi.  U.S. 
Sectkxi.  IBWC.  4171  North  Mesa.  Suite 
C-310.  El  Paso,  TX  79902.  Prices: 
142x36^  $4.00  per  map;  102x282  $3.00 
per  map.  Payable  to:  lnterr>atk>nal 
Boundary  and  Water  Commissk>n,  U.S. 
Sectk)n 

DIviskxi  Engineer,  Hydrographic  DIviston. 
U.S.  Sectkxi,  IBWC,  4171  North  Mesa, 
Suite  C-310,  B  Paso,  TX  79902.  No 
charge 


Divlston  Engineer,  Projects  DIviskxi,  U.S. 
Sectton,  IBWC,  4171  North  Mesa,  Suite 
C-310,  El  Paso,  TX  79902.  Price: 
$10.00  per  map.  Payable  to  Intematkxial 
Boundary  and  Water  Commisskxi,  U.S. 
Sectkxi 

Sectkxi  Secreatry,  U.S.  Sac.,  IBWC,  4171 
North  Mesa,  Suite  C-310,  E|  Paso,  TX 
79902.  Price:  $6.00  per  brochure.  Pay- 
aUe  to  Intematkxiai  Boundary  and 
Water  Commisskxi.  U.S^, Sectkxi 


For  InipecUon, 


copying,  or  addltkxial  Infor 
natxxi  contact 


J 


G&A  Central  Oftksa  Ubrary  and  the  buii- 

irass  servkse  centers  located  in  each  re- 
gional offtoa  listed  bek>w: 
Central  Offtee  Ubrary,  18th  &  F  Sts..  NW., 

Rm.  1033,  Washington,  DC  20405 
Business  Servtee  Centers: 
Natkxial  Capital  Regkxi: 
Tlh  &  D  Sts.,  SW.,  Washington,  DC  20407 
Regkxi  1:  John  W.  McCormack  Post  Offtee 

and  Courthouse,  Boston,  Mass.  02109 
Regkxi  2: 26  Federal  Plaza,  New  York.  NY 

10278 
Regkxi  3:  9th  &  Market  Sts..  Philadelphia, 

PA,  19107 
Regton  4:  Rtahan)  B.  Russell  BWg.,  75 

Spring  St.,  Atlanta.  GA  30303 
Region  5:  230  So.  Deartxxn  SL,  Chicago, 

IL,  60604 
Regton  6: 1500  East  Bannister  Rd.,  Kansas 

City,  MO  64131 
Regkxi  7:  819  Taykx  St..  R.  Worth,  TX 

76102 
Regkxi  8:   Buikting  41,   Denver  Federal 

Center,  Denver,  CO  80225 
Regkxi  9:  525  Marttat  St..  San  Francisco, 

CA  94105 
Regkxi   10:   GSA  Center,  Auburn,  WA 

98002 
Project   Engineer,   US    Sectk>n.    IBWC. 

Route  2,  Box  37.  Highway  90  West.  Del 

Rk>,  TX  78840 

Reservoirs  Manager,  U.S.  Section,  IBWC, 
P.O.  Box  1,  Fakxxi  Village.  TX  78545 

DIviskxi  Engineer.  Hydrographk:  DIviskxi, 
U.S.  Sectkxi,  IBWC,  4171  North  Mesa, 
SuHe  C-310,  El  Paso,  TX  79902 


Oiviskxi  Engineer,  Hydrographic  Diviskxi, 
U.S.  Sectkxi,  IBWC,  4171  North 
Suite  C-310,  Ei  Paso.  TX  79902 


DIviskxi  Engineer.  Projects  Oiviskxi.  U.S. 
Sectkxi.  IBWC.  4171  North  Mesa.  Suite 
C-310.  B  Paso.  TX  79902 


DIviskxi  Engineer,  Hydrographk:  Diviskxi. 
U.S.  Sectkxi.  IBWC.  4171  North  Mesa. 
Suite  C-310.  B  Paso.  TX  79902 


DIviskxi  Engineer,  Projects  Diviskxi,  U.S. 
Sectkxi.  IBWC.  4171  North  Mesa,  Suite 
C-310.  B  Paso.  TX  79902 


Sectkxi  Secretary.  U.S.  Sectkxi,  IBWC, 
4171  North  Mesa,  SuKe  C-310,  El  Paso, 
TX  79902 
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Agency  and  subagency  name 


Natlonai  ArcMvas  and 
Records  Administration 
(NARA) 


National  Science  Foundation 


J 


tlUe:  period  covered,  tnlef  description 
of  contents 


)    cont 


NARA  FOiA  Index  IMs  the  following  mate- 
rials wtiich  have  been  a^ted  by  NARA 
since  April  1,  1985.  and  which  are  not 
publiehed  In  the  Federal  Register  NARA 
final  opinions  and  orders,  staterDents  of 
policy  and  Interpretations,  and  adminis- 
trative staff  manuals  and  Instructions  to 
staff  that  affect  a  member  of  ttie  public 


Reviewer  panelist,  alphalMtical  listing  con- 
tains name.  State,  and  Institution  of  indi- 
viduals who  fuve  reviewed  proposals  for 
ttw  Natlorul  Science  Foundation  for  the 
previously  completed  fiscal  year 

Numerical  Index  of  the  following  NSF 
agency-wide  Issuances  and  Important 
Notices  in  effect  as  of  January  24,  1986: 
(1)  Office  of  the  Director  Staff  Memo- 
randa (0/D's);  (2)  NSF  Bulletins;  (3) 
NSF  Manuals/Circulars;  (4)  NSF  Hand- 
books; and  (5)  NSF  Important  Notices. 
0^'s  are  used  by  ttie  NSF  Director  and 
Deputy  Director  to  communicate  Infor- 
mation to  the  staff.  0/D's  also  may  be 
used  to  convey  short-term  policy  state- 
ments or  ttw  Initial  statement  of  long- 
tarm  policy.  NSF  Bulletins  transmit  ap- 
proved changes  to  policy  and  convey 
administrative  or  "houseiteeping"  infor- 
mation. Significant  NSF  policy  and  pro- 
cedure are  located  In  NSF  Manuals. 
NSF  Circulars  (historically  used  to  com- 
inicate  policies  arxj  procedures  of  a 
continuing  nature)  are  being  converted 
to  Manuals  and  will  be  discontinued. 
Handbooics,  less  formal  than  Manuals, 
provide  compendia  of  Information  con- 
cerning NSF  progreme,  I.e.,  they  do  not 
establish  NSF  policy.  Important  NoUcea 
are  the  Director's  primary  means  of 
communicating  with  organizatlorts  re- 
ceiving or  eligible  for  NSF  support.  Im- 
portant h4otlces  are  Issued  over  the  Di- 
rector's signature  and  convey  Informa- 
tion on  NSF  policies  and  procedures  or 
other  subjects  determined  to  be  of  inter- 
est to  the  academic  community  and  to 
other  selected  audiences. 

Index  of  NSF  regulations  promulgated  In 
the  Code  of  Federal  Regulations  under 
Title  48,  Public  Contracts  and  Property 
ktanagement;  and  Title  45,  Public  Wel- 
(are.  A  listing,  by  subject  title,  of  current 
Foundation  regulations  with  a  brief  de- 
scription of  the  content  of  each 

Publications  of  the  National  Science  Foun- 
dation. An  Index  by  topical  classification, 
as  of  April  1986,  of  current  NSF  publica- 
tions issued  and  available  to  the  public. 
Listing  Include  annual  reports,  specific 
program  announcements,  and  bro- 
chures, science  resources  studies  pam- 
phlets, special  studies  publications,  and 
NSF  perlodicais.  In  addition  to  Titles, 
provides  NSF  publication  numbers  and 
copy  prices.  (NSF  Publication  86-18) 

NSF  Guide  to  Programs,  A  composite  list- 
ing of  summary  information  about  NSF 
support  programs,  as  of  October  1985. 
Provides  general  guidance  and  Informa- 
tion daecflbing  the  principal  characteris- 
tics and  basic  purposes  of  each  activity; 
eligibility  requirements;  closing  dates 
(wtiere  applicatM);  and  the  address 
where  more  detailed  Infomiatlon  or  ap- 
plications may  be  obtained.  (NSF  Publi- 
cation 85-40) 


Order  from;  price;  make  checks  payable 
to— 


Program  Poitoy  and  Evaluation  Diviskjn, 
Natk>nal  Archives  (NAA),  Washington, 
DC  20408 


/ 


NSF  Fornis  and  Publteatkxis  Section, 
Room  232,  1800  G  St.,  NW.,  Washing- 
ton, DC  20550.  One  copy  only  (free) 


NSF  Forms  and  Publtoattons  Sectkxi, 
Room  232,  1800  G  St.,  NW.,  Washing- 
ton, DC  20550.  One  copy  gratis;  or 
Superinderxjent  of  Documents,  U.S. 
Q<wemment  Printing  Office,  Washington, 
DC  20402.  Stock  \ia.  038-000-00458-1. 
Unit  price  $5.00 


For  inspection,  copying,  or  additional  Infor- 
mation contact 


Program  Poltoy  and  EvaiuatkDn  DMskin, 
Room  409,  National  Archives  Bulkjlng, 
8th  and  Pennsylvania  Ave.,  NW./ Wash- 
ington, DC.  Mailing  address:  National 
Archives  (NAA),  Washington,  DC  20408. 
202/523-3214 


NSF  Library,  Room  245,  1800  G  St., 
Washington,  DC  20550 


NW., 


Office  of  the  General  Counsel,  Room  501, 
1800  Q  SL.  NW.,  Washington.  DC 
20S60 


For  Inspectkxi  or  copying:  NSF  Library, 
Room  245,  1800  G  St.,  NW.,  Washing- 
ton, DC  20550.  For  additional  Infomrut- 
Uon:  Put>lk:  Affairs  Group,  room  527, 
1800  Q  SL,  NW.,  Washington,  DC 
20550 
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Order  from;  price;  malce  cheda  payatM 
to— 


For  inspection,  copying,  or  addltiorul  infor- 
mation contact 


Office  of  Personnel  Manage- 
ment 


Pennsylvania  Avenue  Devel- 
opment Corporation 


Pension  Benefit  Guaranty 
Corporation,  Legal  Depart- 
ment 


Pension  Benefit  Guaranty 
Corporation,  Corporate  Ad- 
ministrative Planning  De- 
)artment 


Pension  Benefit  Guaranty 
Corporation,  Insurance  Op- 
erations Department 


Pension     Benefit     Guaranty 
Corporation,       Participant 
and  Employer  Appeals  De- 
■partment 


Veterans  Administration 


NSF  Grant  Policy  Manual.  A  compe«)dlum 
of  basic  NSF  grant  policies  and  proce- 
dures for  use  by  tfie  grantee  community 
and  NSF  Staff.  Ttie  Manual  Implements 
OMB  Circular  No.  A-tlO,  wtiicfi  Is  di- 
rected toward  standardizing  and  sim- 
pttfying  the  various  accountability  and  re- 
porting requirements  amoung  Federal 
granting  agencies.  (NSF  Publication  77- 
47) 

Handbook  of  Publications,  Periodicals,  and 
FPM  Issuances,  OPM-AG-PSD-01 .  As 
of  December  1991.  A  listing  of  publica- 
tions, periodicals,  and  FPM  issuances 
arranged  In  alpftabetical  order  by  title 
witfiln  each  0PM  issuing  organization. 
This  tiandbook  contains  some  informa- 
tk>n  fomierly  published  in  the  Index  to 
Infonnatton  (no  longer  published). 

PADC  Freedom  of  lnformatk>n  Act  (FOIA) 
Index;  this  Index  contains  numerk;  and 
subject  listings  of  PADC  policy  state- 
rrrants;  public  improvement  policies;  de- 
velopment guidelines;  final  opinions  and 
cases  interpreting  PADC  enabling  legis- 
lation; and  Internal  policies,  guidelines 
and  administrative  procedures.  Contains 
records  originated  since  October  27, 
1972,  to  date.  The  Index  Is  updated 
semi-annually  (March  and  September). 

Index  to  Pension  Benefit  Guaranty  Corp. 
Opinion  Manual;  Sept  2,  1974  to 
present;  Interpretive  letters  add'essing 
the  provisions  of  Title  IV  of  the  Em- 
ployee Retirement  Income  Security  Act 
(ERISA)  plan  termination  Insurance  pro- 
gram 

Index  to  Pension  Benefit  Guaranty  Corp. 
Operating  Policy  Manual;  Oct.  1,  1984, 
to  present;  contains  basic  policy  state- 
ments used  by  the  PBGC  staff  In  admin- 
istering Title  IV  of  the  Employee  Retire- 
ment Income  Security  Act  (ERISA)  plan 
temilnatlon  Insurance  program 

Index  to  Pension  Benefit  Guaranty  Corp. 
OPO  Operations  Manual;  Part  1  from 
Sept.  2,  1974,  to  Oct.  1,  1984.  and  addl- 
tk>nal  Parts  as  adopted;  contains  basic 
policies  and  procedures  used  by  Insur- 
arxse  Operations  Department  staff  In  ad- 
ministering Title  IV  of  the  Employee  Re- 
tirement Income  Security  Act  (ERISA) 
plan  termination  insurance  program 

Index  to  Pension  Benefit  Guaranty  Corp. 
Appeals  Board  decisions:  from  Feb.  ^8, 
1980,  to  present;  contains  closed  appeal 
case  decision  letters  that  are  final  dM^- 
slons  of  the  Appeals  Board  made  pufsu- 
ant  to  PBGC  regulation,  29  CFR  Part 
2606,  Rules  for  Administrative  Review  of 
Agency  Decistons 

Board  of  Veterans  Appeals  Index  1-01-1, 
an  Index  to  appellate  decisions.  Annual 
Indexes  are  available  from  July  1977  to 
the  present.  This  Index  is  published  on 
mteroflche  only 


Superlndendent  of  Documents,  U.S.  Gov- 
ernment Printing  Offfce,  Washington,  DC 
20402.  Stock  No.  038-000-81001-4.  Unit 
Prtee  $13.00 


Publishing  Management  Branch,  Offtee  of 
Personnel  Management,  Room  8464, 
1900  E  St.  NW,  Washington,  DC  2041 S- 
0001. 


PADC,  Freedom  of  Information  Offteer, 
Suite  1220  North,  1331  Pennsylvania 
Avenue,  NW,  Washington.  DC  20004- 
1703.  Fees  charged  for  research  and  re- 
production of  Information  are  based 
upon  the  current  Corporation  fee  sched- 
ule for  Information  under  FOI  regulatk>ns 
(36  CFR  Part  902,  Subpart  I). 


Dlsck)sure  Offk:er,  Communications  and 
Public  Affairs  Departnient,  Pension  Ben- 
efit Guaranty  Corp.,  Room  7104,  2020  K 
St.,  NW.,  Washington,  DC  20006; 
Charge  $0.10  per  page;  payable  to  Pen- 
sion Benefit  Guaranty  Corp.;  or  contact 
Disclosure  Offk^r  for  Information  regard- 
ing a  subscription  to  the  Opinion  Manual 

Disclosure  Officer,  Communk^atlons  and 
Public  Affairs  Department,  Pension  Ben- 
efit Guaranty  Corp.,  Room  7104,  2020  K 
St.,  NW.,  Washington,  DC  20006. 
Charge  $.10  per  page.  Payable  to  Pen- 
sion Benefit  Guaranty  Corp.  or  contact 
Disclosure  Officer  for  price  of  entire  Op- 
erating Policy  Manual 

Disclosure  Officer.  Communications  and 
Public  Affairs  Department.  Pension  Ben- 
efit Guaranty  Corp.,  Room  7104,  2020  K 
St.,  NW.,  Washington,  DC  20006. 
Charge  $.10  per  page,  payable  to  Pen- 
sion Benefit  Guaranty  Corp.  or  contact 
Disclosure  Offteer  for  price  of  entire  Op- 
erations Manual 

♦ 

DIsctosure  Officer,  Communk»tioru  and 
Public  Affairs  Department,  Pension  Ben- 
efit Guaranty  Corp.,  Room  7104,  2020  K 
St.,  NW.,  Washington,  DC  20006. 
Charge  $.10  per  page,  payable  to  Pen- 
sion Benefit  Guaranty  Corp. 


Indexes  from  July  1977  through  December 
1983  may  be  obtained  from  the  Chair- 
man, Board  of  Veterans  Appeals  (01  CI), 
810  Vermont  Avenue,  NW.,  Washington, 
DC  20420.  Indexes  since  January  1984 
may  be  purchased  for  $7.00  per  quarter 
or  for  the  annual  cumulative  from: 
Promlsel  &  Kom,  Inc.,  4720  Montgomery 
Lane,  Suite  1009,  Bethesda,  Maryland 
20814 


NSF  Divi8k>n  of  Grants  and  Contracts. 
Room  1150,  1800  Q  St..  NW.,  Washing- 
ton, DC  20550 


OPM  Library  or  any  0PM  Office,  Including 
regkxial  and  area  offices 


PADC,  Freedom  of  Informatkjn  Officer, 
Suite  1220  North,  1331  Pennsylvania 
Avenue,  NW,  Washington,  DC  20004- 
1703. 


Disclosure  Officer.  Communtoatkxis  and 
Pubic  Affairs  Department.  202-254- 
5527  (202-254-8010  for  TTY  and  TDD), 
2020  K  St.,  NW.,  Washington,  DC 
20006 


Board  of  Veterans S^ppaals,  Room  824. 
Lafayette  Bunding,  flii  Vermont  Ave- 
nue, NW.,  Washington.  DC  20420.  or 
contact  your  nearest  VA  regk>nal  office 
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Agwicy  and  lubagancy  naiiM 


Indsx  tttor  p6f1od  oowred,  bfM  dsKriplkxi 
of  oontsnts 


Order  from;  prtcs;  make  checks  payable 
to— 


For  Inapectkm,  copying,  or  additional  Infor- 
mation contact 


AdmMstratton 


Veterans  AdmMetratlon  PubMcatton  Index. 
1-03-1.  M  Infocmatkx)  Is  cunent  as  of 
Oct  31.  1984.  Classification  subfect  and 
numeric  iMirtg  of  manuals,  VA  Regula- 
tions, circulars.  Interim  Issues,  hand- 
books, bulletins,  pamphlets,  and  gukJes. 
conveying  agency  poUdes,  regulatkxw 
and  procedures  of  a  continuing  nature 


The  put>iic  may  obtain  a  copy  of  the  index 
without  charge  from  the  Veterans  Ad- 
mlnistratton  Forms  and  Publcatk>ns 
Depot  6307  Gravel  Ave.,  Alexandria, 
VA  22310,  ATTN:  Depot  Oftteer  (036B) 


For  Inspectton:  VA  Central  Office,  Editorial 
Sectkxi,  Room  C-4,  810  Vermont  Ave., 
NW.,  Washington,  DC  20420.  Phone: 
(202)  389-3966  -OR-  Administrative  Of- 
fk:er  at  nearest  VA  facility.  Check  your 
local  Telephone  Directory  under  United 
States  Government,  Veterans  Adminls- 
tratkxi.  or  ask  your  Directory  Assistance 
Operator  for  the  number  in  your  area. 


FEDERAL  REGISTER  INDEX,  January— June,  1993 


o 


Would  you  like 
to  know... 

if  any  changes  have  been  made  to  the 
Code  of  Federal  Regulations  or  what 
documents  have  been  published  in  the 
Federal  Register  without  reading  the 
Federal  Register  every  day?  If  so,  you 
may  wish  to  subscribe  to  the  LSA 
(List  of  CFR  Sections  Affected),  the 
Federal  Register  Index,  or  both. 

LSA  •  List  of  CFR  Sections  Affected 

The  LSA  (List  of  CFR  Sections  Affected) 
is  designed  to  lead  users  of  the  Code  of 
Federal  Regulations  to  amendatory 
actions  published  in  the  Federal  Register 
The  LSA  is  issued  monthly  in  cumulative  form. 
Entries  indicate  the  nature  of  the  changes- 
such  as  revised,  removed,  or  corrected. 
$21.00  per  year 

Federal  Register  Index 

The  index,  covering  the  contents  of  the 
daily  Federal  Register  is  issued  monthly  in 
cumulative  form.  Entries  are  carried 
primarily  under  the  names  of  the  issuing 
agencies.  Significant  subjects  are  carried 
as  cross-references. 
$19.00  per  year 


A  finding  aid  is  included  in  each  publication  Mhich  lists 
federal  Register  page  numbers  with  the  date  ol  publicatioa 
in  the  Federal  Register 

Note  to  PR  Subscribers 

FR  Indexes  and  the  LSA  (List  ol  CFR  Sections  Atfected) 

are  mailed  automatically  to  regular  FR  subscribers 


Superintendent  of  Documents  Subscriptions  Order  Form 


(Mr  Prace&s«)g  Codt 

*6483 


Charge  your  order. 
It's  easy! 


YES. 


'a  please  send  me  the  following  indicated  subscriptions: 

I I  LSA  •  List  of  CFR  Sections  Affected— one  year  as  issued-$2I.OO  (LCS) 

I I  Federal  Register  Index-one  year  as  issued  -  $19.00  (FRSU) 


Charge  orders  may  be  telephoned  to  the  GPO  order 
desk  at  (202)  783-3238  from  8  00  am  to  4  00  p  m 
eastern  time.  Monday-Friday  (except  holidays) 


1.  The  total  cost  of  my  order  is  $ 

International  customers  please  add  25%. 

Please  Type  or  Print 

2 


(Company  or  personal  name) 


(Additional  address/anention  line) 


All  prices  include  regular  domestic  postage  and  handling  and  are  subject  to  change. 


X  Please  choose  method  of  payment: 

I I  Check  payable  to  the  Superintendent  of  Documents 


LJ  GPO  Deposit  Account 

I I  VISA  or  MasterCard  Account 


(Street  address) 


(Cily.  State.  ZIP  Code) 
( ) 


Thanli  yott  for  yO»r  nrHprf 

(Credit  card  expiration  date) 

(Daytime  phone  including  urea  code) 

(Signature) 

4.  Mail  To:  Superintendent  of  Documents.  Government  Printing  Office.  Washington.  DC  20402-9371 
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FEDERAL  REGISTER  PublUhod  daily,  Monday  through  Friday, 
(not  published  on  Saturdays.  Sundays,  or  on  o^icial  holidays),  by 
the  Office  of  the  Federal  Register,  National  Archives  and  Records 
Administration,  Washington,  DC  20408.  under  the  Federal  Register 
Act  (49  Stat.  500,  as  amended:  44  U.S.Q  Ch.  15)  and  the 
regulations  of  the  Administrative  Committee  of  the  Federal  Register 
(1  CFR  Ch.  I).  Distribution  is  made  only  by  the  Suoerintendent  of 
Docimients,  U.S.  Government  Printing  OfTice,  Washington.  DC 
20402. 

The  Fedaral  Ragister  provides  a  uniform  system  Cor  making 
available  to  the  public  regulations  and  legal  notices  issued  by 
Federal  agencies.  These  include  Presidential  proclamations  and 
Executive  Orders  and  Federal  agency  documents  having  general 
applicability  and  legal  effect,  documents  required  to  be  published 
by  act  of  Congress  and  other  Federal  agency  documents  of  public 
interest.  Documents  are  on  file  for  public  inspection  in  the  Office 
of  the  Federal  Register  the  day  before  they  are  published,  unless 
earlier  filing  is  requested  by  the  issuing  agency. 

The  seal  of  the  National  Archives  and  Records  Administration 
authenticates  this  issue  of  the  Federal  Register  as  the  official  serial 
publication  established  under  the  Federal  Register  Act.  44  U.S.C 
1507  provides  that  the  contents  of  the  Federal  Register  shall  be 
judicially  noticed. 

The  Federal  Register  is  published  In  paper.  24x  microfiche  format 
and  magnetic  tape.  The  annual  subscription  price  for  the  Federal 
Regieter  paper  edition  is  $375.  or  $415  for  a  combined  Federal 
Register,  Federal  Register  Index  and  List  of  CFR  Sections  Affected 
(LSA)  subscription:  the  microfiche  edition  of  the  Federal  Register 
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DEPARTMENT  OF  AGRICULTURE 
Federal  Crop  Insurance  Corporation 
7  CFR  Part  422     . 

Certified  Seed  Potato  Option  in  Idaho 

I  ^ 

AGENCY:  Federal  Crop  Insurance 
Corporation,  USDA. 

ACTION:  Notice  of  exclusion  for  the  1993 
crop  year. 

SUMMARY:  The  Federal  Crop  Insurance 
Corporation  (FCIC)  herewith  gives 
notice  of  its  determination  to  exclude 
the  Certified  Seed  Potato  Option  in 
Idaho  for  the  1993  crop  year  only. 

EFFECTIVE  DATE:  January  4, 1993. 

FOR  FURTHER  INFORMATION  CONTACT:  Mari 
L.  Dunleavy,  Acting  Director,  Regulatory 
and  Procedural  Development,  Federal 
Crop  Insurance  Corporation,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250,  telephone  (202)  254-8314. 

SUPPLEMENTARY  INFORMATION:  Consistent 
with  the  FCIC's  continuing  commitment 
to  limiting  crop  insurance  programs  that 
bear  unreasonable  risks  to  the  taxpayer, 
the  Corporation  will  exclude  the  Option 
in  Idaho  for  the  1993  crop  year  only. 
Actuarial  experience  has  dictated  that 
the  adverse  risk  associated  with  this 
option  was  in  excess  to  the  program's 
benefits.  FQC  will  further  assess  the 
option  during  the  1993  crop  year  for 
possible  implementation  in  the  1994 
crop  year. 

Authority:  U.S.C  1506. 1516. 

Done  in  Washington,  DC  on  December  23, 
1992. 

Jane  A.  Wittmeyer, 

Deputy  Manager.  Federal  Crop  Insurance 
Corporation. 

[FR  Doc.  92-31724  Filed  12-31-92;  8:45  ami 
BILUNG  CODE  M10-0S-M 


FEDERAL  RESERVE  SYSTEM 

12  CFR  Part  203 

[Docket  No.  R-0790;  Regulation  C] 

Home  Mortgage  Disclosure; 
Termination  of  Exemptions 

AGENCY:  Board  of  Governors  of  the 

Federal  Reserve  System. 

ACTION:  Notice  of  order  terminating  state 

exemptions. 

SUMMARY:  Certain  financial  institutions 
in  Connecticut  and  Massachusetts  have 
been  exempted  from  the  Home  Mortgage 
Disclosure  Act  because  the  Board 
determined  that  they  were  subject  to 
substantially  similar  mortgage 
,  disclosure  requirements  under  state  law, 
and  that  these  state  laws  contained 
adequate  provisions  for  enforcement. 
After  consultation  with  the  banking 
commissioners  of  Connecticut  and 
Massachusetts  about  the  allocation  of 
resources  required  for  the  processing 
and  editing  of  the  data,  and  the  states' 
continued  ability  to  enforce  compliance 
with  their  state  mortgage  disclosure 
laws,  the  Board  is  terminating  the 
exemptions  as  of  January  1, 1993.  The 
state  officials  concur  with  these 
terminations.  The  previously  exempted 
institutions  will  submit  their  1992 
HMDA  data  to  their  federal  regulatory 
agency  rather  than  to  the  state. 
DATES:  This  order  is  effective  January  1, 
1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jane  Jensen  Cell  or  W.  Kurt 
Schumacher,  Staff  Attorneys,  Division 
of  Consumer  and  Community  Affairs, 
Board  of  Governors  of  the  Federal 
Reserve  System,  Washington,  DC  20551, 
at (202)  452-2412  or  (202) 452-3667. 
For  the  hearing  impaired  only,  contact 
Dorothea  Thompson. 
Telecommunications  Device  for  the  Deaf 
(TDD),  at  (202)  452-3544. 
SUPPLEMENTARY  INFORMATION: 

(1)  Introduction 

The  Board's  Regulation  C  (12  CFR 
Part  203)  implements  the  Home 
Mortgage  Disclosure  Act  of  1975 
(HMDA)  (12  U.S.C.  2801  et  seq.).  HMDA 
requires  certain  depository  institutions 
and  other  lenders  located  in 
metropolitan  statistical  areas  to 
annually  report  information  on  the 
geographic  distribution  of  their  home 
mortgage  and  home  improvement  loans. 


and  also  to  provide  information  on  the 
race  or  national  origin,  sex,  and  income 

of  applicants  and  borrowers  for  such 
loans.  Under  HMDA  and  Regulation  C, 
the  Board  may  grant  exemptions  to 
state-chartered  or  state-licensed 
financial  institutions  that  Ste  subject  to 
state  mortgage  disclosure  laws  if  those 
laws  are  substantially  similar  to  the 
Federal  law  and  contain  adequate 
provisions  for  enforcement. 

The  Board  previously  determined  that 
the  laws  of  Connecticut  and 
Massachusetts  were  substantially 
similar  to  federal  law  and  that  adequate 
provisions  for  enforcement  existed. 
Therefore,  the  Board  granted 
exemptions  for  state-chartered  financial 
institutions  subject  to  the  state  mortgage 
disclosure  laws  of  the  two  states. 

Following  discussions  and 
consultation  with  the  banking 
commissioners'  offices  in  each  state,  the 
Board  is  terminating  these  exemptions 
as  of  January  1, 1993.  While  the 
exemptions  were  in  place,  the  states 
allocated  resources  to  processing  the 
HMDA  data  submissions  frbm  exempt 
institutions,  and  transmitted  the  data  to 
the  Federal  Financial  Institutions 
Examination  Council  (FFEEC)  for 
compilation.  Termination  of  the 
exemptions  will  shift  the  data 
processing  responsibility  back  to  the 
federal  supervisory  agencies.  It  will 
enable  the  states  to  reallocate  their 
resources  to  analysis  of  the  mortgage 
data,  instead  of  to  processing  the  raw 
data.  Termination  will  also  facilitate  the 
processing  of  the  HMDA  data  for  the 
FFIEC  by  having  all  processing  carried 
out  directly  by  the  federal  agencies. 

Because  both  states  require  the 
collection  of  the  federally  mandated 
HMDA  data  in  a  manner  identical  to  the 
federal  law,  this  termination  will  result 
in  institutions  sending  their  HMDA  data 
to  their  federal  supervisory  agency  and 
not  to  their  state  regulator.  (Banking 
commission  staff  in  the  two  states  are 
expected  to  inform  institutions  shortly 
that  they  will  not  be  required  to  send 
duplicate  copies  of  their  HMDA  data  to 
the  state  agency.)  Given  the  absence  of 
any  apparent  burden  to  affected 
institutions,  the  Board  is  issuing  a  final 
order  terminating  the  exemption  for 
state-chartered  institutions  in 
Connecticut  and  Massachusetts  without 
providing  a  public  comment  period. 
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(2)  Order  of  Terminatioii  K»  FURTHER  MFORMATION  CONTACT:  make  the  amendments  effective 

^^    „       .         ,    ,             .,        . Oliver  Ireland,  Associate  General  immediately,  without  regard  for  the  30- 

The  Board  granted  exemptions  from  q^^^^x  (202/452-3625).  or  Stephanie  day  period  provided  for  in  5  U.S.C 

the  federal  Home  Mortage  Disclosure  Martin.  Senior  Attorney  (202/452-3198).  553(d). 

Act  to  state^Jiartered  nnanciai  j^j  ^jyision.  For  the  hearing  impaired  -.     ,  R^-uiaiorv  nexibilitv  Analysis 

institutions  m  Massachusetts  and  ^  Telecommunications  Device  for  '^'"•'  Regulatory  Flexibility  Analysis 

Connecticut  in  1990  and  1991  the  Deaf,  Dorothea  Thompson  (202/452-  Pursuant  to  section  605(b)  of  Uie 

respective  y,  based  on  the  existence  of                   ^^^  ^j  Governors  of  the  Federal  Regulatory  Flexibility  Act  (5  U.S  C. 

substantially  similar  requirernents  Reserve  System.  20th  and  C  Streets.  605(b)).  the  Board  certifies  that  adoption 

imposed  by  state  law  and  on  the  states  ^^    Washington  DC  20551.  of  ^h"  f"^'  '^'®  *^''*  "°*  ""^^  * 

provisions  for  their  enforcement.  The                 '              f   iJefti»u»Tift»i^  Th  significant  economic  impact  on  a 

Board  hereby  terminates  the  exemptions  *"™"i!^  ,  ..   '^'t*^^  "®  ^  ,__,  substantial  number  of  small  entities  that 

for  Connecticut  and  Massachusetts  Board  s  Regulation  CC  (12  CFR  part  229)  ^^^  ^^          ^^  ^^^  regulation.  As  noted 

following  consultation  with,  and  the  fnd  its  accompanying  Commentary  ^^      ^^^  amendments  impose  no  new 

concurrence  of.  the  banking  (Appendix  E  to  part  229)  contains  many  j^^gntj  but  merely  update  UCC 

commissioners  of  the  two  states.  State-  citations  and  cross-references  to  the  cross-references  and  appendices. 

chartered  financial  insUtutions  in  "'"^^'^o^^Two       ?!•      rr  .-.    re  k-    .    !„,,nrBP.HMQ 

ConnecUcut  and  Massachusetts  that  Section  229.2(u)  of  Regulation  CC  List  of  Subjects  in  12  CFR  Pert  229 

were  previously  exempt  frem  the  federal  defines  "Uniform  Commercial  Code   as  ganks.  banking.  Federal  Reserve 

law  shall  be  subject  to  the  federal  Home  »he  version  of  the  UCC  adopted  by  the  System.  Reporting  and  recordkeeping 

Mortgage  Disclosure  Act  and  RegulaUon  individual  states.  The  Commentary  to  requirements. 

Ceff«:tive  January  1.1993.  this  definition  states  that,  for  purposes  For  the  reasons  set  out  in  the 

Accordingly.  s;;rch.rtered  instituUon,  of  uniform  citation.  «» -taUons  to  the  ^^^'t'^TzSprt  229  is  amended 

previously  exempt  from  HMDA  and  UCC  m  the  regula  ion  and  Commentary  P^^jj"  ^.              ^ 

RegulaUon  C  by  virtue  of  the  disclosure  refer  to  the  official  text  as  approved  by  ^  ^^^  authority  citation  for  part  229 

laws  of  Connecticut  and  Massachusetts  die  National  Conference  of  continues  to  read  as  foUows: 

shall  submit  their  loan/applicaUon  Commissioners  on  Uniform  State  Laws  k.  n ,  1 1  q  r  ^nm  -» c«, 

registers  to  their  federal  supervisory  (NCCUSL)  and  the  Amencan  Law-  Authonfy:  12  U.S.C  4001  ei  se,. 

agency  beginning  with  data  collected  for  Institute  (ALI).  2.  In  section  229.2.  in  the  second 

calendar  year  1992,  which  are  due  to  the        ^  ^990.  the  NCCUSL  and  the  AU  sentence  of  paragraph  (cc),  "U.C.Q  4- 

supervisory  agencies  by  March  1. 1993.  approved  new  versions  of  UCC  Articles  202(2)"  is  revised  to  read  "UCC  4- 

o     -J       f.iT  n    _i    ,r-                ».k  3  and  4,  governing  commercial  202(b)". 

By  order  of  the  Board  oiCovernon  of  tiie  transactions  and  bank  deposits  and  3.  In  Appendix  A  to  part  229,  under 
Federal  Reserve  System.  December  28. 1992.  ^^,,^jo„s  ^^ich  have  already  been  the  heading" SECOND  FEDERAL 
William  W.  WUm.  adopted  in  several  stales.  Some  sections  RESERVE  DISTRICT."  the  numbers 
Secretary  of  the  Board.  ^f  t^e  new  Articles  3  and  4  have  been  appearing  directly  under  the  subheading 
jFR  Doc.  92-31872  Filed  12-31-«2: 8:45  ami  amended  substantially  and  some  only  in  "Wead  Of/ice"  are  transferred  in 
BiujNQ  cooc  ttio-at-M  form.  The  Board  has  amended  the  numerical  order  under  the  subheading 
citations  and  cross-references  in  "Jericho  Office"  and  the  subheading 

Regulation  CC  and  its  Commentary  to  "Head  Office"  is  removed. 

12  CFR  Part  229  conform  to  the  new  version  of  the  UCC  4.  In  Appendix  B-2  to  part  229,  the 

(Regulation  CC;  Dodm  No.  ft-07831  The  Board  has  also  relocated  two  headings  "New  York"  and  "Jericho"  and 

sentences  in  the  Commentary  to  their  corresponding  entries  are  removed 

RIN  7100-AB01  ^  229.30(a)  that  were  misplaced.  from  the  table. 

Aw.ii.kiii«u  Af  c.»wi«  anH  rnllartion  of          I"  addition,  the  Federal  Reserve  Bank  5.  In  Appendix  E  und^r  the 

ChSia            ^^         Collection  of  ^^  ^^^  ^^^^  ^^^^^  discontinued  Commentary  to  section  229.2.  in  the 

check  processing  at  its  head  office  and  first  sentence  of  the  second  paragraph  of 

AGENCY:  Board  of  Governors  of  the  incorporated  the  former  head  office  paragraphs  (0  and  (g),  "U.C.C.  §  4- 

Federal  Reserve  System.  check  processing  region  into  the  Jericho  104(l)(c)"  is  revised  to  read  "UCC  4- 

ACTlON:  Final  rule:  technical  corrections,  office  check  processing  region.  The  104(a)(3)";  in  the  second  sentence  of 

—  Board  has  amended  the  routing  number  paragraph  (j).  "U.C.C.  §§  3-410,  3-411  ' 

SUMMARY:  The  Board  Is  publishing  hsts  in  Appendices  A  and  B-2  to  reflect  is  revised  to  read  "UCC  3-409";  in  the 

technical  corrections  to  Regulation  CC.  this  change.  first  sentence  of  the  third  paragraph  of 

The  corrections  will  conform  the                    The  amendments  adopted  by  the  paragraph  (k).  "U.C.C.  §  3-120"  is 

Uniform  Commercial  Code  citations  in  Board  are  technical  changes  that  do  not  revised  to  read  "UCC  4-106(a)";  the  first 

Regulation  CC  and  its  Commentary  to  affect  the  substance  of  Regulation  CC  or  sentence  of  the  last  paragraph  of 

the  1990  version  of  Articles  3  and  4  of  its  Commentary.  The  amendments  will  paragraph  (bb)  is  revised  as  set  forth 

the  UCC,  as  approved  by  the  National  provide  updated  cross-references  below;  and  in  the  fourth  sentence  of 

Conference  of  Commissioners  on  between  Regulation  CC  and  the  latest  paragraph  (cc),  "U.C.C.  4-202(2)'  is 

Uniform  State  Laws  and  the  American  version  of  the  UCC  and  update  the  revised  to  read  "UCC  4-202(b)". 

Law  Institute,  and  to  a  recent  routing  number  lists  in  Appendices  A  Appendix  E  to  Part  229— (Amendedl 

realignment  in  Federal  Reserve  check  and  B-2.  Accordingly,  the  Board,  for  .        ,        •        •        • 

processing  regions.  The  amendments  good  cause,  finds  that  the  notice  and 

will  provide  updated  cross-references  public  comment  procedure  normally  Section  229.2  Definitions 

between  Regulation  CC  and  the  latest  required  is  not  necessary  and  would  be  •         •         •         •         • 

version  of  the  UCC  and  will  update  the  contrary  to  the  public  interest  under  5  (bb)  Qualified  returned  check,  •  •  * 

routing  numbers  in  the  appendices  to  U.S.C.  553(b)(B).  The  Board  further  .         .         «         .         • 

the  regulation.  finds  that,  for  the  same  reasons,  there  is  a  qualified  returned  check  need  not 

EFFECTIVE  DATE:  January  5. 1993.  good  cause  under  5  U.S.C  SS3(d)(3)  to  contain  the  elements  of  a  check  drawn  on  'he 
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depodtaiy  bink.  nich  m  tfaa  ntme  of  the 
depotitaiy  bank.  *  *  * 

•        •        •        •        • 

6.  In  Appendix  E  iinder  the 
Commentary  to  secti<»  229,11.  in  the 
fourth  sentence  of  the  last  paragraph  of 
paragraph  (b)  undw  the  heading  "Time 
Pesiod  Adjustment  for  Withdrawal  by 
Cash".  "U.CC.  S  4-107"  is  revised  to 
read  "UCX:  4-108". 

7.  In  Appendix  E  under  the 
Commentary  to  paragraph  (a)  of  sectitm 
229.14.  in  the  fourth  sentence  of  the  first 
paragra^  of  footnote  3,  "U.CC 
sections  4-211  and  4-213"  is  revised  to 
read  "UCC  4-214  and  4-215". 

8.  In  Appendix  E  under  the 
Commentary  to  section  229.19,  in  the 
last  sentence  of  the  last  paragraph  of 
paragraph  (e),  "U.CC  4-213(lHa)"  is' 
revised  to  read  "UCC  4-21S(aHl)". 

9.  In  Appendix  E  xmder  the 
Commentary  to  section  229.30: 

a.  In  paragraph  (a),  the  last  two 
sentences  of  the  seventh  from  the  last 
paragraph  are  removed;  two  new 
sentences  are  added  to  the  end  of  the 
fifth  from  the  last  paragraph  as  set  out 
below;  in  footnote  4.  "U.CC  section  4- 
202(3)"  is  revised  to  read  "UCC  4- 
202(c)":  in  the  third  sentence  of  the 
sixth  from  the  last  paragraph,  "U.CC 
sections  3-418  and  4-2^3(1)"  is  revised 
to  read  "UCG3-418(c)  and  4-215(a)":  the 
third  from  the^l^tft  paragraph  (niunbered 
1)  is  removed:  th^second  from  the  last 
and  the  last  paragraphs  (numbered  2 
and  3)  are  redesignated  as  1  and  2. 
respectively;  in  newly-iedesignated 
paragraph  1.  "Section  4-301(4)"  is 
revised  to  read  "Section  4-301(d)";  and 
in  newly-redesignated  paragraph  2, 
"Section  4-301(1)"  is  revised  to  leed 
"Section  4-30l(a)": 

b.  In  paragraph  (b).  in  the  last 
sentence  of  the  last  paruraph,  "U.CC 
section  4-207"  is  revised  to  read  "UCC 
4-208";  and 

c.  In  paragraph  (f),  in  the  first 
sentence  of  the  second  paragraph. 
"U.CC.  section  4-301(1)"  is  revised  to 
read"UOC4-301(a)". 

Appeadiz  B  to  Part  22a— (AsMdadl 


Section  229.30  Paying  bank's  leaponsibility 
for  return  of  checks 

•        •        •         •        • 

(a)*** 

*  *  *  Also,  a  paying  bank  is  not  responsible 
for  failuia  to  make  expaditioas  ratunt  to  a 
party  that  lias  bnedied  a  presentment 
warranty  under  UOC  4-208.  notwithstanding 
that  the  paying  bank  has  returned  dw  check. 
(See  Commsntaiy  to  %  228.33(a).) 

10.  In  Appendix  E  under  the 
Commentary  to  section  229.31: 

a.  In  paragni^  (a),  in  the  second 
sentence  of  the  fifUi  from  the  last 


paragraph.  "U.CC  section  4-202(3)"  is  (b)  *  -  * 

revised  to  read  "UOC  4-202(c)":  the  *•  Section  3-4t5  and  related  provisions 

third  from  the  last  paragraph  (numbered  <«"«*  "  section  3-503).  in  that  imdi 

1)  is  removed;  the  second  W  the  last  Fovis.ons  *°)jWnot  apply^brtv^^ 

and  the  last  paragraphs  (numbered  2  S°c!StL"r                   ^^^ 

and  3)  are  redesignated  as  1  and  2,  •        •        •        •        • 

respectively;  in  newly-redesignated  ....         j-i?      j.l 

pai^ph  1.  "Section  4-202(S^'  is  ^  "•  '^  ^PP^""^'^.  ""^"  •?' 

ievi^  to  read  "Section  4-202(b)".  and  Commentary  to  section  229.36: 

in  newly-redesignated  paragraph  2,  «;  ^"  ^'^^I'Pi-^'  ""  *^  '°k^ 

"SectioJ  4-2imr  is  reVis^  tS  read  ?«"»«?f  ^^'^''..n'?^r^Sv'  •. 

"«5«rtinn  4.9i4f«V'.  (numbered  1).  "U.CC.  4-204(3)    is 

iS.  paJ^ph  (b).  in  the  firat  "vised  to  read  "UOC  4-204(c)";  in  the 

sentence  of  the  third  paragraph.  "U.CC  fo^^h  sentence  of  the  seventh 

section  4-202(2)"  is  revised  to  read  paragraph  (numbered  3).    U.CC.  3- 

"UCC  4-202(b)":  and  504(2)"  is  revised  to  read  "UCC  3-111": 

c.  In  paragraph  (c).  in  the  first  and  in  the  last  paragraph.  "U.CC  3- 

sentence  of  the  last  paragraph,  "U.CC  504(2)(c)"  is  revised  to  read  "UCC  3- 

section  4-212(1)"  is  revised  to  read  111";                  ,  ,»    .      .      . 

"UCC  4-214(a)".  "•  ^  paragraph  (c),  the  third  sentence 

11.  In  Appendix  E  under  the  is  revised  as  set  out  below;  and 
Commentary  to  section  229.32.  in  the  c.  In  paragraph  (d),  in  the  fifth 
fourth  sentence  of  the  first  paragraph  of  sentence.  "U.CC  §  4-213(b)  or  (d)"  is 
paragraph  (a).  "U.CC  section  3-504(2)"  revised  to  read  "UCC  4-215(a)(2)  or  (3)". 
is  revised  to  reed  "UCC  3-111".  and  in  Appendix  E  to  Part  229— (Amendadl 

the  second  sentence  of  the  second  «        •        •        •        • 

paragraph  of  paragraph  (b),  "U.CC 

section  4-107"  is  revised  to  reed  "UCC  Section  229  J6  Presentment  and  issuance  of 

4-108".  checks 

12.  In  Appendix  E  under  the  •        •        •        •        • 
Commentary  to  paragraph  (a)^of  section  (c)  *  *  *  This  process  lias  the  potential  to 
229.33.  in  the  second  from  the  last  improve  the  efficiency  of  chac^  processing, 
sentence  of  the  last  paragraph,  "U.CC  and  express  provision  for  tmncaUon  and 
4-207(1)"  is  revised  to  read  "UCC  4-  electronic  presentaent  is  made  in  UCC  4-110 
208"  and  in  the  last  sentence  of  the  last  *"**  4-406(b). 

paragraph,  "U.CC  4-207(1)  and  4-302 j.*  ^   *j      u 

is  revised  to  read  "UCC  4-208  and  4-  15.  In  Appendix  E  under  the 

3g2»_  Commentary  to  section  229.37,  before 

13.  In  Appendix  E  under  the  the  parenthetical  in  the  second  sentence 
Commentary  to  section  229.35:  in  the  first  paragraph,  "U.CC  4-103(1)" 

a.  In  paragraph  (a),  the  second  is  revised  to  read  "UOC  4-103(a)".  and 
sentence  of  the  sixth  paragraph  is  in  the  first  sentence  in  the  second 
riBvised  to  read  "(See  UCC  4-207(a)  and  paragraph.  "U.CC.  4-103(2)  *  is  revised 
4-208(a).)":  to  read  "UCC  4-103{b)". 

b.  In  paragraph  (b),  in  the  seventh  16.  In  Appendix  E  imder  the 
sentence  of  the  fifth  paragraph,  "U.CC  Commentaiy  to  section  229.38: 
sections  4-213(1)  and  4-302"  is  revised  a.  In  paragraph  (a),  in  the  third 
to  read  "UCC  4-215(a)  and  4-302  •;  in  sentence  in  the  second  paragraph, 

the  eighth  sentence  of  the  fifth  "U.CC.  sections  4-103(5)  and  4-202(3)- 

paragraph,  "U.CC.  4-211(2)  and  (3)  and  is  revised  to  read  "UOC  4-103(e)  and  4- 

4-213(3)"  is  revised  to  read  "UCC  4-213  202(c)"; 

and  4-215(d)":  in  the  tenth  sentence  of  b.  In  paragraph  (b),  in  the  last 

the  fifth  paragraph.  "U.CC.  4-211,  4-  sentence,  "sections  4-213  and  4-302"  is 

212,  and  4-213"  is  revised  to  read  "UOC  revised  to  reed  "sections  4-215  and  4- 

4-213, 4-214,  and  4-215";  in  the  first  and  302";  md 

second  sentences  of  the  second  frtan  the  c.  In  ^Mii^graph  (e),  the  second 

last  paragraph  (numbered  1),  "Section  4-  sentence  is  revised  to  read  as  follows: 

212(1)"  is  revised  to  read  "Section  4-  Appendix  E  to  Part  229— (AnMndedl 

214(a)":  and  the  last  paragraph  •        •        •        •        * 

(numbeored  2)  is  revised  as  set  out 

below;  and  \  Section  22939  LiabUity 

c.  In  paragraph  (c).  in  the  second  •        •        •        •        • 

sentence.  "U.CC.  section  4r201(2)"  is  (e)  *  *  *  H  adopts  the  standard  of  UCC  4- 

revised  to  reed  "UCC  4-201(b)".  109(b). 

Appendix  E  to  Part  22a-(AaMnded]  *  ,_  !    ^  *      j,*  «.    *j     .u 

,^*^™       ,        ,        ,  17.  In  Appendix  E  under  the 

Commentary  to  section  229.39,  in  the 

Section  22935  Indorsements  introductory  text.  "U.CC  section  4- 

214"  is  revised  to  leed  "UCC  4-216". 
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By  order  of  the  Board  of  Govemora  of  the 
Federal  Reeerve  System,  ectlog  through  the 
Secretary  of  the  Board  under  delasated 
authority,  December  29, 1M2. 
William  W.Wilae, 
SecnUuy  of  the  Board. 
[FR  Doa  92-31933  Filed  12-31-92;  8:45  am] 
■UMQ  COM  ai»-ei-f 


DEPARTMENT  OF  TRANSPORTATION 
FMtfai  Aviation  Adminlatration 

14  CFR  Part  39 

Poetot  Na  tl-NM-IOO-AO;  AmandnMOt 
39-«4«»:AO  •2-37-14] 

AirworttUnMS  DiractivM;  AlrlMia 
Industrie  Modal  A320  Sariaa  Airplanaa, 
Equippad  With  Qarratt  Auxiliary  Powar 
Untt  (APU)  QTCP3e-300[A] 

AGENCY:  Federal  Aviation 
Administration,  DOT. 
action:  Final  rule. 

summary:  This  amendment  supersedes 
an  existing  airworthiness  directive  (AD), 
applicable  to  certain  Airbus  Industrie 
Model  A320  series  airplanes,  that 
currently  requires  a  revision  to  the 
Limitations  Section  of  the  Airplane 
Flight  Manual  (AFM)  and  the 
installation  of  a  placard  in  the  cockpit 
prohibiting  the  use  of  the  APU  during 
flight  or  on  the  ground  until  the 
installation  of  an  external  secondary 
turbine  containment  shield  assembly 
has  been  accomplished.  This 
amendment  requires  replacement  of  the 
currently-installed  external  secondary 
turbine  containment  shield  assembly 
with  an  assembly  of  an  improved 
design.  This  amendment  is  prompted  by 
a  recent  report  of  an  APU  turbine  rotor 
that  separated  and  several  fragments 
were  not  contained.  The  actions 
specified  by  this  AD  are  intended  to 
prevent  potential  damage  to  the  fuselage 
and  flight  controls,  and  subsequent 
reduced  controllability  of  the  airplane. 
DATES:  Effective  February  8, 1993. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Director 
of  the  Federal  Roister  as  of  February  8, 
1993. 

ADDRESSES:  The  service  information 
referenced  in  this  AD  may  be  obtained 
from  Garrett  Airline  Services  Division. 
Technical  Publications,  Department  65- 
70,  P.O.  Box  52170.  Phoenix.  AZ  85072- 
2170.  This  information  may  be 
examined  at  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  Rules  Docket, 
1601  Lind  Avenue,  SW.,  Renton. 
Washington;  or  at  the  Office  of  the 


Federal  Register,  800  North  Capitol 
Street,  NW.,  suite  700.  Washington.  DC 
FOR  FURTHER  MFORMATKM  CONTACT:  Greg 
Holt,  Aerospace  Engineer, 
Standardization  Branch,  ANM-113, 
FAA,  Transport  Airplane  Directorate, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington  98055-4056;  telephone 
(206)  227-2140;  fax  (206)  227-1320. 
SUPPLEMENTARY  INFORMATION:  A 
proposal  to  amend  part  39  of  the  Federal 
Aviation  Regulations  by  superseding  AD 
90-11-51  Rl.  Amendment  39-6635  (55 
FR  24073,  June  14.  1990).  which  is 
applicable  to  certain  Airbus  Industrie 
Model  A320  series  airplanes,  was 
published  in  the  Federal  Register  on 
July  6. 1992  (57  FR  29681).  The  action 
proposed  to  require  replacement  of  the 
currently-installed  external  secondary 
turbine  containment  shield  assembly 
with  an  assembly  of  an  improved 


Interested  persons  have  been  afforded 
an  opportunity  to  participate  in  the 
making  of  this  amendment.  Due 
consideration  has  been  given  to  the 
comments  received. 

One  commenter  supports  the 
proposed  rule. 

Chie  commenter  objects  to  the 
wording  in  the  Summary  and 
Discussion  sections  of  the  proposal 
because  it  inaccurately  depicts  the 
incidents  as  they  actually  occurred.  The 
proposal  states  that  in  a  second  incident 
of  auxiliary  power  imit  (APU)  turbine 
rotor  separation,  several  firagments  were 
not  contained.  The  commenter  asserts 
that,  in  this  incident,  only  low  ener^ 
fragments  were  released,  which  resulted 
in  minor  damage  to  the  APU  fire 
enclosure  and  that  the  integrity  of  the 
Bre  enclosure  was  not  breached. 
Furthermore,  the  commenter  states  that 
the  safety  of  the  aircraft  was  unaffected 
with  respect  to  Rre,  the  fuselage,  and  the 
flight  controls.  Therefore,  the  incident 
was  considered  contained  by  the  APU 
manufacturer,  the  airplane 
manufacturer,  the  definition  of  TSO- 
C77a,  and  the  FAA's  Los  Angeles 
Aircraft  Certification  Office.  The 
commenter  further  maintains  that  the 
incident  clearly  demonstrated  the 
capability  of  the  containment  system  to 
contain  high  energy  rotor  bursts. 
Additionally,  the  commenter  notes  that 
the  extended  external  shields  were 
designed  to  provide  additional 
protection  against  the  escape  of 
secondary  low  energy  Eragments,  not 
because  the  original  shield  posed  a 
potential  safety  problem.  The  FAA  does 
not  concur  that  the  depiction  of  the 
incident  needs  to  be  clarified.  The  FAA 
has  determined  that  since  low  energy 
fragments  were  released  and  causecT 


damage  to  the  APU  fire  enclosure,  the 
possibility  exists  for  high  energy 
particles  to  be  released  in  a  worse  case 
of  rotor  biirst. 

One  commenter  notes  that  th« 
applicability  of  the  proposal  needs  to  be 
revised  to  exclude  airplanes  equipped 
with  Garrett  APU  GTCP36-300lA|,  part 
number  3800278-2,  having  aerial 
numbers  P-453,  P-454,  and  R-477  and 
subsequent;  and  APU's  that  have  been 
modified  in  accordance  with  Garrett 
Service  Bulletin  GTCP36-49-6525; 
because  the  turbine  plenum  in  these 
APU's  incorporates  a  thicker  wall.  The 
FAA  concurs.  Paragraphs  (a)  and  (b)  and 
the  applicability  of  the  final  rule  have 
been  revised  accordingly. 

Additionally,  paragraph  (c)  has  been 
revised  to  clarify  that  installation  of  an 
extended  external  secondary  turbine 
containment  shields  assembly  in 
accordance  with  Garrett  Service  Bulletin 
GTPC36-49-6549  terminates  the 
requirements  for  paragraphs  (a)  and  (b) 
of  the  final  rule. 

This  same  commenter  states  that  the 
subject  APU's  are  also  installed  on 
airplanes  other  than  Airbus  Model  A320 
series  airplanes;  therefore,  the 
applicability  of  the  rule  should  be 
revised  to  include  these  other  airplanes. 
The  FAA  does  not  concur.  The  FAA  has 
verified  that  the  subject  APU's  were 
modified  prior  to  installation  on  those 
other  airplanes;  therefore,  they  need  not 
be  included  in  this  final  rule. 

One  commenter  requests  that  the 
proposed  compliance  time  of  24  months 
be  extended  to  compensate  for  a 
potential  parts  availability  problem  and 
the  time  required  to  fierform  the  retrofit 
of  the  APU's.  The  FAA  does  not  concur. 
In  developing  an  appropriate 
compliance  time  for  this  action,  the 
FAA  considered  not  only  the  degree  of 
urgency  associated  with  addressing  the 
subject  unsafe  condition,  but  the 
availability  of  required  parts  and  the 
practical  aspect  of  installing  the 
required  modification  within  a 
maximum  interval  of  time  allowable  for 
all  affected  airplanes  to  continue  to 
operate  without  compromising  safety. 
Tlie  APU  manufacturer  has  advised  that 
an  ample  number  of  required  parts  will 
be  available  for  modification  of  the  U.S. 
fleet  within  the  proposed  compliance 
period.  However,  under  the  provisions 
of  paragraph  (d)  of  the  final  rule,  the 
FAA  may  approve  requests  for 
adjustments  to  the  compliance  time,  if 
data  is  submitted  that  substantiate  that 
such  an  adjustment  would  provide  an 
acceptable  level  of  safety. 

Aner  careful  review  of  the  available 
data,  including  the  comments  noted 
above,  the  FAA  has  determined  that  air 
safety  and  the  public  interest  require  the 
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adoption  of  the  ful*  vrith  Um  cfaangas 
previously  described  The  FAA  has 
detemuned  that  these  changes  will 
neither  increase  the  economic  burden  f 
on  any  operator  nor  increase  the  scope 
oftheAO. 

The  FAA  estimates  that  32  airplanes 
of  US.  registry  will  be  affected  by  this 
AD,  that  it  will  take  approximately  3 
work  hours  per  airplane  to  accomplish 
the  required  actions,  and  that  the 
average  labor  rate  is  $55  per  vtatk  hour. 
Required  parts  would  be  supplied  by 
the  manufacturer  at  no  charge  to 
operators.  Based  on  these  figures,  the 
total  cost  impact  of  the  AD  on  U.S. 
operators  is  estimated  to  be  $5,280,  or 
$165  per  airplane.  This  total  cost  Rgaie 
assumes  that  no  operator  has  yet 
accomplished  the  requirements  of  this 
AD.     ^< 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  govenmient  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
i^is  determined  that  this  final  rule  does 
'iiot  have  sufficient  faderalism 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  action  (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  imder  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034.  February  26. 1979):  and  (3) 
will  not  have  a  significant  economic 
impact,  positive  or  negative,  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  final  evaluation  has 
been  prepared  for  this  action  and  it  is 
contained  in  the  Rules  Docket.  A  copy 
of  it  may  be  obtained  from  the  Rules 
Docket  at  the  location  provided  \mder 
the  caption  "ADDRESSES." 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety,  Incorporation  by  reference. 
Safety. 


Adoption  of  the  AmwiHinant 

Accordingly,  pursuant  to  the 
authmity  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  14  CFR  part  39 
of  the  Federal  Aviation  Regulations  as 
follows: 

PART  39-AlRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1354(a).  1421 
and  1423: 49  VS.C.  106(g):  and  14  CFR 
11.89. 

139.13    [Amondod] 

2.  Section  39.13  is  amended  by 
removing  amendment  39-6635  (55  FR 
24073.  June  14. 1990),  and  by  adding  a 
new  airworthiness  directive  (AD), 
amendment  39-6449.  to  read  as  follows: 

92-27-14.  Airims  Industrie::  Amendment 
39-«449.  Docket  92-NM-lOO-AD. 
Supersedes  AD  90-11-51  Rl. 
Amendment  39-6635. 

ApplictAUity:  Model  A320  series  airplanes; 
equipped  with  Garrett  Auxiliary  Power  Unit 
(APU)  GTCP36-300IA1.  Part  No.  3800278-2, 
excluding  serial  numbers  P-453.  P-454,  and 
R-477  and  tutMequent;  and  APU's  modified 
in  accordance  with  Garrett  Service  Bulletin 
GTCP36-4 9-6525,  any  revision;  certificated 
in  any  category. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  potential  damage  to  the 
fuselage  and  flight  controls,  and  subsequent 
reduced  controllability  of  the  airplane, 
accomplish  the  following: 

(a)  Within  72  hours  (dock  hours,  not  flight 
hours)  after  )uly  2. 1990  (the  effective  date  of 
AD  90-11-51  Rl.  Amendment  39-6635), 
accomplish  the  procedures  specified  in 
paragraphs  (a)(1)  and  (aH2)  of  this  AD: 

(1)  Revise  the  Limitations  Section  in  the 
FAA-approved  Airplane  Flight  Manual 
(AFM)  to  include  the  following  statement 
Thislnay  be  accomplished  by  inserting  a 
copy  of  this  AD  in  the  AFM  Limitations 
Section! 

"Operation  of  the  APU  on  the  ground  is 
prohibited,  and  operation  of  the  APU  during 
flight  is  prohibited,  except  during  an 
emergency." 


(2)  hutall  •  placard  next  to  the  APU  start 
switch  in  the  cockpit  to  state: 

"Operatton  of  the  APU  on  the  ground  is 
prohibited,  and  operation  of  die  APU  during 
flight  is  prohibited,  except  during  an 
emergency." 

(b)  Within  30  days  after  July  2. 1990  (the 
effective  date  of  AD  90-11-61  Rl, 
Amendment  39-6635).  install  an  external 
secondary  turbine  containment  shield 
assembly,  Part  Number  3615644-1,  in 
accordance  with  Garrett  Alert  Service 
Bulletin  GTC3>36-49-A5973.  dated  May  17, 
1990;  or  Revision  1,  dated  May  22. 199a 
Installation  of  this  containment  shield 
assembly  constitutes  terminating  action  for 
the  requirements  of  paragraph  (a)  of  this  AD. 

(c)  Within  24  months  after  the  effactive 
date  of  this  AD.  remove  the  external 
secondary  turbine  containment  shield 
assembly,  Part  No.  3615644-1.  and  install  a 
new  external  secondary  turbine  containment 
shield  assembly.  Part  Numbers  3615896-1 
and  361S899-1.  in  accordance  with  Gairett 
Service  Bulletin  GTCP36-40-«549.  dated 
February  28, 1992.  Installation  of  this 
containment  shield  assembly  coostltutas 
terminating  action  for  the  requirements  of 
paragraphs  (a)  and  (b)  of  this  AD. 

(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safsty  may  be 
used  if  apfuoved  by  the  Manager. 
Standardization  Branch.  ANM-113.  FAA. 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Standardization 
Branch.  ANM-113. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  AD.  if  any.  may  be 
obtained  from  the  Manager.  Standardization 
Branch,  ANM-113. 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

(f)  The  installation  and  replacement  shall 
be  done  in  accordance  with  the  following 
Garrett  service  bulletins,  which  contain  the 
specified  effective  pages: 


Setvice  Bulattn  rafaranced  and  date 


GTCP36-49-A5973.  RovWon  1,  May  22. 1990 

GTCP36-49-A5873,  May  17, 1990 

QTGP3a-4»:-6649.  FebAMiy  28. 1M2  


Page  number 


1.3.5,7-8.11-12  .. 
2,  4. 8.  9-10,  13-14 

1-6.  9-14 

7-8 

1-16 — 


Ravtston  ie«el  shoiin 
on  page 


1 

Original  

Origkwl 

(Removed) 
Original  


Data  shown  on  page 


May  22. 1960. 
May  17, 1990. 
May  17, 1990. 

FetNuaiy  28, 1882. 


.This  incorporation  by  refsrence  was 
appsttved  l>y  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.Q  552(a) 
and  1  CFR  part  51.  Copies  may  be  obtained 


from  Garrett  Airline  Services  Division, 
Technical  Publications.  Department  65-70, 
P.O.  Box  52170.  Phoenix.  AZ  85072-2170. 
Copies  may  be  inspected  at  the  FAA, 


Transport  Airplane  Directorato,  1601  Lind 
Avenue.  SW..  Ronton.  Washington;  or  at  the 
Office  of  the  Federal  RegUter.  800  North 
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Capitol  Street.  NW..  suhe  700.  Washington. 
DC 

(g)  This  amendment  becomes  effective  on 
February  8. 1993. 

Issued  in  Renton.  Washington,  on 
December  17, 1992. 
BUll.BoxweU. 

Aciing  Miinager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 
|FR  Doc.  92-31876  Filed  12-31-92;  8:45  am) 

MUMG  COOC  4ai»-1>-M 


14CFRPart39 

rOoelMl  No.  92-NI»-137-AD;  AimndiMnt 
39-8450;  AD  92-27-1 5] 

AJrwortMnM*  DIractivM;  do  Havilland. 
Inc..  Model  DHC-7  Serto*  Airplanes 

agency:  Federal  Aviation 

Administration.  DOT. 

ACTION;  Final  rule. 

SUMMARY:  This  amendment  adopts  a 
new  airworthiness  directive  (AD), 
applicable  to  Model  DHC-7  series 
airplanes,  that  requires  installation  of  a 
water  deflector  over  the  elevator  servo 
drum'  assembly.  This  amendment  is 
prompted  by  a  report  of  uncommanded 
pitch  excursion  that  occurred  during 
flight  while  the  autopilot  was  engaged, 
apparently  caused  by  ice  accumulation 
in  the  elevator  servo  drum  assembly. 
The  actions  specified  by  this  AD  are 
intended  to  prevent  freezing  of  the 
elevator  servo  drum  assembly,  which 
could  lead  to  an  uncommanded  pitch 
excursion  with  the  autopilot  engaged 
and  reduced  controllability  of  the 
aircraft. 
DATES:  Effective  February  8. 1993. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Dir^tor 
of  the  Federal  Register  as  of  February  8, 
1993. 

ADDRESSES:  The  service  information 
referenced  in  this  AD  may  be  obtained 
from  de  Havilland.  Inc.,  Garratt 
Boulevard,  IDownsview,  Ontario  M3K 
1 Y5,  Canada.  This  information  may  be 
examined  at  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  Rules  CNDcket, 
1601  Lind  Avenue.  SW.,  Renton. 
Washington:  or  at  the  FAA,  Engine  and 
Propeller  Directorate,  New  York  Aircraft 
Certification  Office.  181  South  Franklin 
Avenue,  Room  202.  Valley  Stream,  New 
York;  or  at  the  Office  of  the  Federal 
Register,  800  North  Capitol  Street.  NW.. 
suite  700,  Washington.  DC. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Michele  Maurer.  Aerospace  Engineer, 
Systems  and  Equipment  Branch,  ANE- 
173.  New  York  Aircraft  Certification 


Offics.  FAA.  Engine  and  Propeller 
Directorate.  181  South  Franklin  Avenue, 
room  202.  Valley  Stream.  New  York 
11581;  telephone  (516)  7&1-6427:  fax 
(516) 791-9024. 
SUPPI^MENTARV  MFORMATION:  A 
proposal  to  amend  part  39  of  the  Federal 
Aviation  Regulations  to  include  an 
airworthiness  directive  (AD)  that  is 
applicable  to  Model  DHC-7  series 
airplanes  was  published  in  the  Federal 
Register  on  August  17. 1992  (57  FR 
36926).  That  action  proposed  to  require 
installation  of  a  water  defiector  over  the 
elevator  servo  drum  assembly. 

Interested  persons  have  been  afforded 
an  opportunity  to  participate  in  the 
making  of  this  amendment.  Due 
consideration  has  been  given  to  the 
comments  received. 

One  commenter  supports  the  rule  as 
proposed. 

Cfne  commenter  requests  a  reduction 
of  the  compliance  time  for 
accomplishing  the  installation  from  the 
proposed  60  days  to  30  days.  The 
commenter  feels  that  the  compliance 
time  as  proposed  will  expose  the 
affected  airplanes,  passengers,  and  flight 
crew  to  an  increased  risk  of 
uncommanded  pitch  excursion  as  a 
result  of  ice  accumulation  in  the 
elevator  servo  drum  assembly.  This  is 
especially  critical  during  the  winter 
months.  The  FAA  does  not  concur  with 
the  need  for  a  shorter  compliance  time. 
In  developing  an  appropriate 
compliance  time  for  this  action,  the 
FAA  considered  not  only  the  degree  of 
urgency  associated  with  addressing  the 
subject  unsafe  condition,  but  the 
availability  of  required  parts  and  the 
normal  maintenance  schedules  for  the 
majority  of  the  affected  fleet.  In 
consideration  of  all  of  these  items,  the 
FAA  determined  that  60  days  was 
reasonable  and  appropriate.  In  addition, 
the  FAA  determined  that  the  probability 
of  the  occurrence  of  the  unsafe 
condition  is  sufficiently  low  to  warrant 
a  compliance  time  of  60  days. 

One  commenter  requests  that  the 
proposal  be  amended  to  include  a 
provision  to  alert  fiight  crews  of  the 
potential  icing  hazard  during  autopilot 
operation.  The  commenter  notes  that 
this  could  be  accomplished  by  either 
adding  a  placard  on  the  instrument 
panel,  or  incorporating  the  warning  in 
the  FAA-approved  Airplane  Flight 
Manual  (AFM).  The  FAA  does  not 
concur.  The  FAA  has  determined  that 
the  probability  of  the  occurrence  of  the 
subject  unsafe  condition  is  low  and,  if 
it  occurs,  it  would  be  readily  detected 
and  corrected  by  standard  flight  crew 
procedures.  Additionally,  the 
modification  that  is  required  by  this  AD 


action  is  intended  to  prevent  the  unsafe 
condition  (caused  by  water 
accumulation  in  the  servo  drum 
assembly)  from  occurring  altogether. 

After  careful  review  ofthe  available 
data,  including  the  comments  noted 
above,  the  FAA  has  determined  that  air 
safety  and  the  public  interest  inquire  the 
adoption  of  the  rule  as  proposed. 

Tne  FAA  estimates  that  50  airplanes 
of  U.S.  registry  will  be  affected  by  this 
AD,  that  it  will  take  approximately  5 
work  hours  per  airplane  to  accomplish 
the  required  actions,  and  that  the 
average  labor  rate  is  $55  per  work  hour. 
Required  parts  will  cost  approximately 
$75  per  airplane.  Based  on  these  figures, 
the  total  cost  impact  of  the  AD  on  U.S. 
operators  is  estimated  to  be  $17,500,  or 
$350  per  airplane.  This  total  cost  figure 
assumes  that  no  operator  has  yet 
accomplished  the  requirements  of  this 
AD. 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612. 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

For  the  reasons  discussed  above.  I 
certify  that  this  action  (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034.  February  26. 1979);  and  (3) 
will  not  have  a  significant  economic 
impact,  positive  or  negative,  on  a 
substantial  number  of  small  entities 
under  the  criteria  ofthe  Regulatory 
Flexibility  Act.  A  final  evaluation  has 
been  prepared  for  this  action  and  it  is 
contained  in  the  Rules  Docket.  A  copy  '• 
of  it  may  be  obtained  from  the  Rules 
Docket  at  the  location  provided  under 
the  caption  "ADDRESSES." 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety,  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  14  CFR  part  39 
of  the  Federal  Aviation  Regulations  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 
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Aothority:  49  U.S.C.  App.  1354(a).  1421 
and  1423;  43  U.S.C  106(g):  and  14  CFR 
11.89. 

S  39.13    [AfTMiMtod] 

2.  Section  39.13  is  amended  by  . 
adding  the  following  new  airworthiness 
directive: 

92-27-15.  De  HaviUand,  Inc.:  Amendment 
39-8450.  Docket  92-NM-137-AD. 

Applicability:  All  Model  DHC-7  series 
airplanes,  certificated  in  any  category. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  freezing  of  the  elevator  servo 
drum  assembly,  which  could  lead  to  an 
uncommanded  pitch  excxirsion  with  the 
autopilot  engaged  and  reduced  controllability 
of  the  aircraft,  accomplish  the  following: 

(a)  Within  60  days  after  the  effective  date 
of  this  AD,  install  a  water  deflector  onto  the 
front  spar  of  the  vertical  stabilizer,  directly 
over  the  elevator  servo  assembly. 
Modification  No.  7/2605,  in  accordance  with 
paragraph  III.  of  de  Havilland  Service 
BuUeUn  S.B.  7-55-10,  dated  October  25. 
1991. 

(b)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safiaty  may  be 
used  if  approved  by  the  Manager,  New  York 
Aircraft  Certification  Office  (AGO),  FAA, 
Engine  and  Propeller  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  New  York  ACQ. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  New  York  ACXD. 

(c)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

(d)  The  installation  shall  be  done  in 
accordance  with  de  Havilland  Service 
Bulletin  S.B.  7-55-10,  dated  October  25. 
■1991.  This  incorporation  by  reference  was 
approved  by  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.C  5S2(a) 
and  1  CFR  part  51.  Copies  may  be  obtained 
from  de  Havilland,  Inc.,  Garratt  Boulevard, 
Downsview,  Ontario  M3K  1Y5,  Canada. 
Copies  may  be  inspected  at  the  FAA, 
Transport  Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington;  or  at  the 
FAA,  Engine  and  Propeller  Directorate,  New 
York  Aircraft  Certiffcation  Office,  181  South 
Franklin  Avenue,  Room  202,  Valley  Stream. 
New  York  11581:  or  at  the  Office  of  the 
Federal  Register.  800  North  Capitol  Street, 
NW.,  suite  700,  Washington,  DC. 

(e)  This  amendment  becomes  effective  on 
February  8, 1993. 

Issued  in  Renton,  Washington,  on 
December  17, 1992. 
Bill  R.  Boxwell. 

Acting  Managa,  Transport  Aiiplane 
Directorate.  Aircraft  Certification  Service. 
[FR  Doc  92-31877  Filed  12-31-92;  8:45  am] 
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Registration  of  Successors  to  Broker- 
Dealers  arut  Investment  Advisers 

agency:  Securities  and  Exchange 

Commission. 

ACTION:  Adoption  of  rule  amendments;    . 

interpretive  statement. ^ 

summary:  The  Commission  is  adopting 
amendments  to  the  rules  under  the 
Securities  Exchange  Act  of  1934 
governing  the  registration  of  successors 
to  registered  broker-dealers.  The 
Commission  also  is  issuing  interpretive 
guidance  in  ^is  release  regarding  the 
registration  of  successors  to  broker- 
dealers  and  the  registration  of 
successors  to  investment  advisers  under 
the  Investment  Advisers  Act  of  1940. 
The  amendments  and  interpretive 
statement  are  intended  to  clarify  which 
entities  may  file  as  successors  to 
registered  broker-dealers  and  advisers, 
whether  such  fllings  should  be  in  the 
form  of  an  amendment  to  the 
predecessor's  registration  statement  or 
in  the  form  of  a  new  application,  aiid 
when  such  filings  must  be  made. 
EFFECTIVE  DATES:  The  rule  amendments 
will  become  effective  on  February  3, 
1993.  The  interpretive  positions  become 
effective  on  December  28, 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Robert  L.D.  Colby,  Chief  Ck)unsel.  or 
BeUnda  A.  Blaine,  Branch  Chief,  at  (202) 
504-2418,  Office  of  Chief  Counsel. 
Division  of  Market  Regulation  (with 
respect  to  broker-dealer  successors);  Eric 
C.  Freed.  Senior  Counsel,  at  (202)  272- 
2107.  Office  of  Disclosure  and 
Investment  Adviser  Regulation,  Division 
of  Investment  Management  (with 
respect  to  investment  adviser 
successors);  Securities  and  Exchange 
Commission.  450  Fifth  SU«et.  NW., 
Washington.  DC  20549. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Securities  Exchange  Act  of  1934 
("Exchange  Act")  and  the  Investment 
Advisers  Act  of  1940  ("Advisers  Act") 
respectively  provide  for  the  registration 
of  "successors"  to  registered  broker- 
dealers  and  investment  advisers.*  A 
successor  is  an  unregistered  entity  that 
assumes  and  continues  the  business  of 


a  registered  broker-dealer  or  adviser, 
which  then  ceases  its  broker-dealer  or 
advisory  activities.  The  purpose  of  the 
statutory  provisions  is  to  enable  the 
successor  to  operate  without  an 
interruption  of  business  by  relying  for  a 
limited  period  of  time  on  the 
registration  of  the  predecessor  broker- 
dealer  or  adviser.  The  Commission  has 
adopted  several  rules  to  efiiectuate  the 
statutory  provisions  of  the  Exchange  Act 
and  the  Advisers  Act.' 

In  general,  the  statutory  provisions 
and  rules  provide  that  a  successor  may 
rely  on  the  registration  of  the 
predecessor  until  such  time  as  its  own 
registration  becomes  effective  if  it  files 
an  application  for  registration  within 
thirty  days  of  the  succession.'  The 
successor  rules  also  provide  that,  in 
certain  limited  circiunstances,  the 
successor  may  file  an  amendment  to  the 
predecessor's  registration  statement, 
instead  of  an  original  application  for 
registration,  within  the  prescribed  time 
period.* 

n.  Amendments  to  Broker-Dealer 

Successor  Rules 

The  Commission  is  adopting  several 
technical  amendments  to  the  broker- 
dealer  successor  rules  under  the 
Exchange  Act  in  order  to  address  certain 
ambiguities  in  the  rules.'  As  originally 
adopted,  paragraph  (a)  of  rule  15bl-3* 
allowed  a  broker-dealer  that  succeeded 
to  and  continued  the  business  of  a 
registered  broker-dealer  to  operate 


<  Section  15(bX2)  of  the  Exchange  Act  (19  U.S.C 
7Bo(bK2)):  MCtiaa  203(g)  <d  the  Advism  Ad  (IS 
V.SJC  80b-3(g)). 


'Rules  lSbl-3. 15Ba2-4,  lSBa2-6,  and  lSCa2-3 
under  the  Exchange  Act  (17  CFR  240.15bl-3, 
lSBa2-4. 15Ba2-6,  and  15Ca2-3):  rule  203-1  under 
the  Advisers  Act  (17  CFR  275.203-1). 

'  See,  e.g..  paragraph  (a)  of  rule  ISbl-)  under  die 
Exchange  Act:  section  203(g}  of  the  Advisers  Act 

*  See,  e.g.,  paragraph  (b)  of  rule  15bl-3  under  the 
Exchange  Act:  paragraphs  (b),  (c)  and  (d)  of  rule 
203-1  under  the  Advisers  Act. 

Currently,  broker-dealers  that  are  members  of  the 
National  Association  of  Securities  Dealers,  Inc. 
("NASD")  must  make  all  filings  with  both  the 
Commission  and  the  NASD.  In  a  companion  release 
published  today,  the  Commission  announced  that  it 
is  joining  the  Central  Registration  Depository 
("CRD"),  a  computer  system  operated  by  the  NASD 
that  maintains  registration  information  regarding 
NASD  member  firms  and  their  registered  persooneL 
Thus,  effective  January  25, 1993,  all  broker-dealer* 
filing  for  succession  by  application  (or  amendment) 
will  be  required  to  file  with  the  Commission 
through  the  CRD.  See  Securities  Exchange  Act 
Release  No.  31660  (Dec.  28, 1992).  Investment 
advisars.will  continue  to  file  directly  with  the 
Commission. 

•These  amendments,  as  well  as  an  interpretive 
statement  regarding  the  broker -dealer  successor 
rules,  were  proposed  for  public  comment  in 
SecuriUes  Exdiange  Act  Release  No.  30959  0«ly  2'. 
1992).  57  FT.  34048.  No  comments  were  submitted 
in  connection  with  the  proposed  amendments  or 
the  interpretive  statement. 

•Rule  l5bl-3  was  adapted  in  1089  pursuant  to 
$ectioa  15{bK2)(A)  of  the  Exchange  Act  See 
Securities  Exchange  Art  Release  No.  22468 
(Sq>tember  26. 198S),  50  FR  41 867. 
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under  the  registration  of  the  (iredecessor 
for  seventy-Bvb  days  if.  within  thirty 
days  of  the  succession,  it  filed  its  own 
application  for  registration  on  Form 
BD7  Paragraph  (b)  of  the  rule  permitted 
a  successor  iHokar-dealer  to  file  an 
amendment  to  the  predecessor's  Form 
BD  if  the  succession  was  based  on  a 
change  in  the  date  or  state  of 
incorporation,  form  pf  oiganization,  or 
composition  of  a  partnership. 

In  addition  to  minor  revisions  to  the 
language  of  the  rule,  the  amendments 
adoptfld  today  make  two  notable 
changes.  First,  paragraph  (a)  has  been 
amended  to  provide  that  the 
predecessor's  registration  terminates 
forty-five  days  aAer  the  date  on  which 
the  successor  files  its  own  application 
for  registration  on  Form  BD.  rather  than 
seventy-five  days  alter  the  date  of  the 
succession.'  This  amendment  is 
intended  to  address  situations  in  which 
a  successor  broker-dealer  submits  an 
application  within  thirty  days  of  the 
succession,  but  because  the  application 
is  incomplete  in  certain  minor  respects, 
the  seventy-five  day  period  expirM 
before  the  successor  broker-dealer's 
registration  becomes  effective.  Under 
the  modified  rule,  the  forty-five  day 
period  will  not  begin  to  run  until  a 
complete  application  has  been  filed 
with  the  Commission.* 

Second,  paragraph  (b)  of  rule  15bl-3 
has  been  revised  to  clarify  that 
successors  may  register  by  filing  an 
amendment  to  the  predecessor's  Form 
BD,  rather  than  a  complete  application 
on  Form  BD,  only  in  certain  limited 
drciunstances,  discussed  below  in  part 
in.  Rule  15Ca2-3.  which  governs  the 
registration  of  successors  to  government^ 
securities  broker-dealers,  and  rules 
lSBa2-4  and  15Ba2-6,*»  which  govern 
the  registration  of  successors  to 
municipal  securities  dealers.^*  also  have 


'17CF11249.S01. 

■This  4S.<iay  parted  is  cootiitMit  with  aactioa 
1S(bXlXB)  of  tha  g»r4>My  Act  wrhlch  providM 
thai  Um  Commlwlon  hat  45  days  in  which  to  grant 
registration  or  to  Institnta  pncaadings  to  datannliM 
if  ragistralioa  should  b«  daniad. 

In  addition,  as  discussad  hvthar  halow,  the 
pfadacassor  must  fila  Sm  %rtlhdra«ral  fron 
regislntioa. 

*For  hiithar  discxisaton  of  Iha  timing 
raquinoiaDts  lor  iwccassot  filings,  saa  disctissinn  at 
part  nU).  infra. 

"■Rule  lSBa2-e  also  has  baan  radasignalad  as 
rule  lSBa2-4{b). 

•<  SpadficaUy,  thass  iwlas  paimit  a  asanicipal 
securitias  daalar  that  iiicoaadi  to  and  oootinuas  tba 
business  of  s  registarad  ■wwlripal  sacuritiaa  daalar 
to  nty  OD  tha  ragistralkM  of  Ika  pfadacassor  if  it 
filst  so  application  or  ae  swawdmant  lor 
^stration  on  Form  USD  (17  CFR  249.1100)  (tor 
a  municipal  sacuritiaa  daalar  thai  is  •  bank  cr  a 
separataly  idsatifiabla  dapatfiant  or  division  of  a 
bank),  or  Fom  BO  (ior  all  othar  municipal 
securitias  daalars). 


been  revised  to  be  consistent  with 
amended  rule  15bl-3. 

m.  Interpretive  Position  on  Brolier- 
Dealer  and  Investment  Adviser 
Successions 

A.  General 

As  discussed  above,  the  purpose  of 
the  successor  rules  under  both  the 
Exchange  Act  and  the  Advisers  Act  is  to 
facilitate  the  legitimate  transfer  of 
business  between  two  or  more  entities." 
The  successor  rules  therefore  are 
intended  to  be  used  only  where  there  is  ^ 
a  direct  and  substantial  business  nexus  ^ 
between  the  predecessor  and  the 
successor.  They  are  not  designed  to 
allow  registered  broker-dealers  or 
advisers  to  sell  their  registrations, 
eliminate  substantial  liabilities,  spin  off 
personnel,  or  to  facilitate  the  transfer  of 
the  registration  of  a  "shell"  organization 
that  does  not  conduct  any  business.*^ 
To  ensure  that  there  is  a  legitimate 
connection  between  the  predecessor  and 
successor,  no  entity  may  rely  on  the 
successor  rules  imless  it  is  acquiring  or 
assuming  substantially  all  of  the  assets 
and  liabilities  of  the  predecessor's 
broker-dealer  or  advisory  business.** 
Altbough  under  this  standard  the 
successor  need  not  acquire  every  asset 
and  liability  of  the  predecessor,  it  may 
not  exclude  any  significant  asset  or 
liability.*^  Therefore,  an  entity  that  is 


**Tha  Intaqxattva  positions  sal  forth  in  this 
relaaae  apply  to  both  oroker-dealers  and  invsstmeni 
•dviaars.  CoinpanbU  traatntflnl  of  brokar-dealars  . 
and  advisars  eaaaa  complifiooa  burdans  on 
registrants  that  maintain  dual  ragistrations.  and 
simplifies  the  raviaw  of  registration  materials  by 


>  Saa  SacufUiaa  Bxcfa«^  Act  Raiaase  No.  X24«d 
(Sept.  28.  JStSS).  SO  FR  41B67. 

Hty's  status  under  the  successor  miaa. 
how«*«r,  Ik^t  determinative  of  whether  It  will  be 
held  Uabie  fM^<ba  acts  of  its  predeceesor.  See 
gaoarally.  RicOaiMlo  v.  /.  W.  Cant »  Co.,  (1  se»- 
19901  Fed.  Sec  ITllMt.  (CX3f]  1  •4.796  (July  7. 
19S9):  SecuriUes  Exd^anga  Act  Ralaaae  Na  25S3I 
(March  30. 1968}  (sockessor  broker-dealer  held 
liable  for  tlie  predacaayr's  Ulnre,  prior  lo  the 
succession,  lo  mainUinttbe  required  balance  of  cash 
or  qualified  sacuitios  in  its  ressrve  account  tor  the 
exclusive  benpfit  of  cuslbmers);  Hutton 
Management  Co  .  Investment  Advisers  Act  Ral.  No. 
107B  (Aug.  17,  19e7]^uccassor  investment  adviser 
held  liable  for  predecessor's  violations  of  section 
10(0  of  1^  lnves<liient  Company  Act  of  1940). 

**The  predeceMor's  liabilities,  for  axampte,  may 
include:  Customed  claims,  monies  or  securities  due 
lo  customers  or  othar  broker-dealers  or  advisers. 
unsatlsried  )u<lgmeoU.  and  outstanding  fees  or 
fines  In  a  few  instances,  the  staff  of  the 
GMnmlMion  has  granted  no-action  relief  lo  allow 
successors  lo  rely  on  rule  lSb1-3  without  assuming 
a  specific  asset  or  liability  of  the  predecessor.  Sea, 
e.g..  Alpha  ktanagemmt  Inc.  (December  21. 1989) 
lavailabla  on  LEXIS)  (permitting  a  successor  broker- 
dealer  to  nie  an  application  under  paragraph  (a)  of 
Role  15bl-3  without  acquiring  the  shares  of  a 
subsidiary  not  engaged  in  broker-dealer  activities): 
and  FranUin  Financial  Senricat.  Inc..  11987-1966) 
Fed.  Sac.  L  Rap.  (CCH)  1  78.529  ()uly  2.  1967) 
(allowing^  successor  to  proceed  under  paragraph 


not  assuming  substantially  all  of  tlie 
assets  and  liabilities  of  its  predecessor  is 
not  entitled  to  rely  on  the  successor 
rules,  and  must  wait  until  its  own 
registration  becomes  effective  before 
engaging  in  business  as  a  broker-dealer 
or  investment  adviser. 

Because  the  successor  rules  are 
intend^  to  allow  an  unregistered 
successor  to  rely  on  the  registration  of 
its  predecessor  for  a  linutM  period  of 
time,  they  do  not  app^to 
reorganizations  that  )|nvolve  only 
registered  entities.  Inr  those  situations, 
the  registered  entities  need  not  use  the 
successor  rules  because  they  can 
continue  to  rely  on  their  existing 
registrations.  For  instance,  if  two 
registered  broker-dealers  merge,  the 
surviving  broker-dealer  would  file  an 
amendment  to  its  Form  BD,  while  the 
acquired  broker-dealer  would  file  to 
withdraw  its  registration  on  Form 
BDW.*>  Furthermore,  if  a  person  or 
entity  acquires  some  or  all  of  the  shares 
of  a  registered  adviser,  or  if  one 
registered  adviser  purchases  or 
otherwise  assumes  part  or  all  of  the 
business  assets  or  personnel  of  another 
registered  adviser,  there  would  be  no 
need  to  rely  on  the  successor 
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provisions. 

In  addition,  the  successor  rules  do  not 
apply  to  situations  in  which  the 
predecessor  intends  to  continue  to 
engage  in  broker-dealer  or  advisory 
activities.*"  Otherwise,  confusion  may 
result  as  to  the  identities  and 
registration  statuses  of  the  parties.  Hius, 
if  a  registered  broker-dealer  or  adviser 
shifts  a  portion  of  its  business 
operations  to  a  new  unregistered  entity. 


(a)  without  assuming  unknown  oontingant 
liabilities  of  the  predecessor.  The  predecessor 
represented  that  it  would  retain  adequate  funds  in 
escrow  to  meet  any  such  contingent  iiabilitlea). 

>•  17  CTR  249.501a. 

*'  In  the  case  of  the  purchase  of  the  business 
assets  or  persotmel  of  one  registered  adviser  by 
another,  the  purchasing  adviser  would  file  an 
ameodmeni  lo  Form  AOV  (17  CFR  279.1)  lo  reflect 
any  changes  in  its  operations,  while  the  other 
adviser  would  file  either  Form  ADV-W  (17  CFR 
279.3)  or  an  ameadmenl  to  its  Form  ADV, 
depending  on  whether  it  remained  in  the  advisory 
businaas. 

Of  couiM,  there  Is  generally  no  difference  In 
substance  between  the  acquisition  of  an  entity's 
shares  and  the  acquisition  of  its  assets,  but  In  the 
latter  case  the  presetKse  of  a  cmw  entity  that  will  act 
as  Iha  broker-daaler  or  adviser  necessitates  raliaaca 
on  the  successor  rules.  The  successor  rules  parallel 
state  corporate  laws  in  this  regard,  under  which  il 
is  necessary  to  Incorporate  or  register  a  new 
corporation,  while  no  similar  action  is  required  If 
the  ownership  of  an  existing  corporation  rhangaa. 

"■See  generally  F.W.  Home  &  Co..  Inc.  3a  S£.C. 
104  (1957)  (finding  that  a  broker -dealer  did  not 
succeed  to  the  registration  of  another  broker-dealar, 
where  the  first  broker-dealer  continued  to  exist  n 
a  corporate  entity  with  the  ability  to  resume 
business,  and  where  ihe  acquiring  broker-dealer 
failed  to  acquira  all  of  the  assaU  of  the  first  broker- 
dealer). 
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but  remains  in  the  broker-dealer  or 
advisory  business,  the  new  entity  must 
file  a  complete  application  for 
registration  and  refrain  from  doing 
business  until  its  application  is 
approved  by  the  Commission  piirsuant 
to  section  15(b)(1)  of  the  Exchange  Act 
or  section  203(c)(2)  of  the  Advisers 
Act." 

B.  Succession  by  Amendment 

In  limited  circumstances,  the 
successor  rules  permit  the  successor  to 
file  an  amendment  to  the  predecessor's 
Form  BD  or  Form  ADV,  rather  than  its 
own  original  application  for 
registration.*"  The  only  successions  that 
may  be  completed  by  filing  an 
amendment  are  those  that  are  the  result 
of  a  formal  change  in  the  structure  or 
legal  status  of  the  broker-dealer  or 
adviser;  i.e.,  successions  that  involve 
the  creation  of  a  new  legal  entity,  but  no 
practical  change  in  the  control  or 
operations  of  the  broker-dealer  or 
adviser.2»  whether  an  actual  change  of 
control  has  occurred  depends  upon  the 
facts  and  circunistances  of  the  particular 
transaction.  For  purposes  of  the 
successor  rules,  however,  the 
presumption  of  "control"  in  the 
instructions  to  Form  BD  and  Form  ADV 
offers  some  guidance.** 

The  types  of  successions  that  may  be 
effected  by  filing  an  amendment  are 
listed  below.  In  all  of  these  situations. 


'•15  U.S.C.  780(b)(1).  80b-3(c)(2).  In  addition, 
the  registered  broker -dealer  or  adviser  would  be 
required  to  promptly  file  an  amendment  on  Form 
BD  or  Form  ADV  to  reflect  any  changes  in  its 
operations.  Like  dual  successions,  discussed  below, 
this  type  of  reorganization  is  classifled  as  a  "partial 
acquisition"  under  the  CRD  system.  See  n.28,  infm, 
and  accompanying  text. 

»«  See.  e.g..  Rule  15bl-3(b)  under  the  Exchange 
Act.  Rule  203-l(b)-(d)  under  the  Advisers  Act. 

In  the  case  of  a  broker-dealer,  the  amendment  to 
Form  BD  would  include  page  1  (the  execution 
page),  page  2  (indicating  that  the  applicant  is  a 
successor).  Schedule  D,  and  any  other  pages 
containing  information  that  is  no  longer  accurate  as 
a  result  of  the  change  in  the  form  of  organization 
of  the  broker-dealer.  See  rule  15b3-l(b)  (17  CFR 
240.15b3-l(b))  under  the  Exchange  Act.  In  the  case 
of  an  investment  adviser,  the  amendment  to  Form 
ADV  would  include  page  1,  page  2,  Schedule  E  and 
any  other  pages  containing  information  required  to 
be  updated  by  rule  204-l(b)  (17  CFR  275,204-l(b)) 
under  the  Advisers  Act. 

"  The  successor  rules  provide  that  a  succession 
that  is  based  solely  upon  certain  events,  such  as  a 
change  in  form  of  organization,  may  be  effected  by 
amendment.  See,  e.g.,  rule  15bl-3(b)  under  the 
Exchange  Act  (as  amended);  Rule  203-l(d)  under 
the  Advisers  Act.  A  succession  that  involves  a 
change  in  control  is  not  based  solely  upon  an  event 
enumerated  in  the  rules,  and  therefore  cannot  be 
effected  by  amendment 

■"  Under  the  Advisers  Act,  a  change  of  control  of 
an  adviser  results  in  the  "assignment"  of  its 
advisory  contracts.  Rule  202(aKl)-l  under  the 
Advisers  Act  (17  CFR  275.202(a)(l)-l).  The  adviser 
must  obtain  client  consent  to  the  assignment  under 
section  205(a)(2)  of  the  Adviser*  Act  (15  U.S.C 
.80b-S(a)(2)). 


the  predecessor  must  cease  operating  as 
a  broker-dealer  or  adviser. 

1.  Change  in  Form  of  Organization 
An  internal  corporate  reorganization 

or  restructuring  in  which  broker-dealer 
or  advisory  activities  are  transferred 
from  one  entity  to  another  within  the 
same  organization,  but  that  does  not 
result  in  a  change  of  control  of  the 
broker-dealer  or  adviser,  wOuld  be  filed 
by  amendment.*^ 

2.  Change  in  Legal  Status 

A  succession  resulting  from  a  change 
in  the  state  of  incorporation  or  a  change 
in  the  form  of  business,  such  as  from  a 
partnership  to  a  corporation,  does  not 
typically  involve  a  change  of  control. 
Therefore,  such  a  succession  may 
generally  be  completed  by  amending  the 
predecessor's. Form  BD  or  Form  ADV 
promptly  after  the  succession.** 

3.  Change  in  Composition  of  a 
Partnership 

A  change  in  the  composition  of  a 
partnership  (by  death,  withdrawal,  or 
inclusion  of  a  partner)  that  results  in  the 
dissolution  of  the  partnership  under 
local  law.  but  does  not  result  in  a 
change  in  control  of  the  partnership, 
would  be  completed  by  filing  an 
amendment  to  the  predecessor's  Form 
BD  or  Form  ADV  in  order  to  reflect  the 
changes  in  the  partnership. 

C.  Succession  by  Application 

In  all  other  successions,  the  successor 
may  operate  under  the  registration  of 
the  predecessor  for  a  limited  period  of 
time  only  if  it  files  its  own  complete 
application  for  registration  on  Form  BD 
or  Form  ADV.  The  following  are 
examples  of  the  types  ofreorganizations 
that  must  be  completed  by  filing  an 
application.*' 


"  For  example,  an  unregistered  entity  that 
acquires  substantially  all  of  the  assets  and  liabilities 
of  a  registered  entity  owned  by  the  same  parent 
corporation  may  file  an  amendment  to  its 
predecessor's  registration,  provided  that  it  (the 
surviving  entity)  continues  to  be  wholly-owned  by 
the  parent  corporalion.  In  contrast,  a  corporate 
reorganization  involving  a  change  of  control,  such 
as  a  change  in  the  beneflcial  owners  of  the  broker- 
dealer  or  advisory  operation,  must  tee  filed  by 
application,  as  discussed  in  part  III.C,  infra. 

"  Other  changes  in  legal  status  that  may  be 
completed  by  filing  an  amendment  include:  (i)  A 
change  from  general  corporation  to  S  corporation 
status  under  subchapter  S  of  the  Internal  Revenue 
Code  of  1986,  as  amended;  and  (ii)  a  change  in  a 
registered  entity's  name  that  results  in  the 
dissolution  of  the  entity  under  local  law.  If  a  name 
change  does  not  alter  the  entity's  legal  status, 
however,  the  successor  rules  do  not  apply.  Instead, 
the  registered  entity  would  be  required  to  promptly 
file  an  amendment  to  Form  BD  or  Form  ADV  to 
reflect  its  new  name.  See  rule  15b3-l(b)  under  the 
Exchange  Act;  rule  204-1  (b)  under  the  Advisers 
Act. 

»»  Unless  otherwise  indicated,  the  titles  below 
conespond  to  the  classification  of  the  succession 


1.  Acquisitions 

In  a  typical  succession,  an 
unregistered  entity  purchases  or 
assumes  substantially  all  of  the  assets 
and  liabilities  of  a  registered  broker- 
dealer  or  adviser,  and  the  unregistered 
entity  then  operates  the  business  of  the 
broker-dealer  or  adviser.*'  Under  the 
successor  rules,  the  new  entity  must  file 
a  complete  application  within  thirty 
days  of  the  succession,  while  the 
predecessor  must  file  for  withdrawal 
from  registration  on  Form  BDW  or  Form 
ADV-W.*' 

2.  Consolidations 

If  two  or  more  registered  entities 
consolidate  their  firms  and  conduct 
their  business  through  a  new 
unregistered  entity,  which  assumes 
substantially  all  of  the  assets  and 
liabilities  of  the  predecessor  entities,  the 
new  entity  would  be  required  to  file  a 
complete  application  on  Form  BD  or 
Form  ADV,  while  the  predecessor  firms 
would  each  be  required  to  file  for 
withdrawal  from  registration  on  the 
appropriate  form. 

3.  Dual  Successions  *' 

Succesions  in  which  one  registered 
entity  subdivides  its  business  into  two 
or  more  new  unregistered  entities  are 
known  as  "dual  successions,"  and  may 
be  effected  by  application  under  the 
successor  rules.  A  dual  succes'.ion  may 
occur,  for  instance,  when  a  cl  jaring 
broker-dealer  decides  to  separate  its 
own  retail  broker  functions  from  its 
clearing  broker  functions  by  creating 
two  new  entities.  In  that  case,  the 
successors  in  combination  must  acquire 
substantially  all  of  the  assets  and 
liabilities  of  the  predecessor.  Each 
successor  must  then  file  a  complete 
application  on  Form  BD  within  thirty 
days  of  the  succession,  while  the 
predecessor  broker-dealer  must  file  an 
application  for  withdrawal  on  Form 
BDW.*« 


under  the  CRD's  "mass  transfer"  program,  which 
determines  whether  registered  representative*  of  a 
broker-dealer  may  have  their  registraaon* 
transferred  to  another  entity. 

^'  However,  if  no  change  in  control  occurs  in 
connection  with  the  transaction  [e.g..  the  beneficial 
owners  of  the  adviser  or  broker-dealer  remain  the 
same),  the  succession  could  be  effected  by  filing  an 
amendment.  See  part  III.B.  supra. 

»'  See  mle  15b6-l  under  the  Exchange  Act  (17 
CFR  240.15b6-l);  rule  203-2  under  the  Adviser* 
Act  (17  CFR  275.203-2). 

»•  Under  the  CRD's  mas*  transfer  program,  this 
type  of  reorganization  is  classified  as  a  "partial 
acquisition." 

»»Bolh  successors  in  a  dual  succession  must  fUa 
original  applications  for  registration,  regardless  of 
whether  there  is  a  change  in  control  of  tha  broker- 
dealer  or  advisory  operation. 
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4.  Division  of  Dual  Registrants^ 

For  business  reasons,  an  entity 
registered  as  both  an  investment  adviser 
and  as  a  broker-dealer  may  wish  to 
separate  its  services  by  transferring 
either  the  broker-dealer  or  advisory 
activities  to  a  new  unregistered  entity.  If 
that  unregistered  entity  acquires 
substantially  all  of  the  assets  and 
liabiUties  of  the  broker-dealer  or 
advisory  operation  or  division,  and 
there  is  a  change  of  control  of  that 
operation  or  division,  the  unregistered 
entity  would  be  a  successor  required  to 
file  by  application.'^ 

D.  Timing  Requirements 

In  order  to  temporarily  rely  on  its 
predecessor's  registration,  a  successor 
must  file  the  required  application  or 
amendment  within  thirty  days  of  the 
succession.^  Occasionally,  situations 
arise  in  which  a  successor  broker-dealer 
or  adviser  submits  an  application  within 
thirty  days  of  the  succession,  but 
because  the  application  is  incomplete  in 
certain  minor  respects,  the  application 
is  not  considered  "filed"  until  after  the 
thirty-day  period  has  expired." 
Notwithstanding  the  fact  that  the  filing 
requirements  technically  have  not  been 
met,  the  Commission  would  permit  a 
successor  that  submits  a  substantially 
complete  appUcation  or  amendment 
within  thirty  days  of  the  succession  to 
rely  on  its  predecessor's  registration 
under  the  successor  rules.  A  successor 
entity,  however,  will  not  be  permitted  to 
"lock  in"  the  thirty-day  window  period 
by  submitting  an  application  that  is 
incomplete  in  maior  respects,  or  by 
otherwise  failing  to  file  an  application 
that  represents  a  good  feith  attempt  at 
compliance  with  the  successor  rules.^ 


»In  tbacaMof  adivisioo  of  dual  registnats.  Ibe 
CRD  calego/y  will  be  b«Md  oo  tha  typa  of  farokar- 
dealer  reorganization. 

"  Tha  predecessor  also  would  be  required  lo  tile 
Fonn  BDW  or  ADV-W.  See.  e.g..  Alpha 
Management  Inc.  (Dacamber  21,  1989)  (available  on 
UXIS). 

''RulelSbl-S  under  the  Exchange  Act;  lection 
203{g)  of  the  Advisers  Ad 

"  Rule  0-3  under  the  Exchange  Act  (1 7  CFR 
240.0-3)  provide*  that  a  report  or  application  is  not 
"filed"  for  purposes  of  the  Act  until  il  fully 
complies  with  ail  of  the  requirements  of  the 
applicable  rule  or  provision  of  the  statute.  While 
there  is  no  comparable  rule  under  the  Adviser*  Act, 
ihe  Commission  likewise  doe*  not  consider 
incomplete  documents  to  be  "filed"  under  Ihe 
Advisers  Act. 

**  As  discussed  above,  the  Commission  is 
amending  paragraph  (a)  of  rule  lSbl-3  under  the 
Exchange  Act  lo  provide  that  the  registration  of  a 
piedacasaor  farokar-daalar  ceia*  to  be  eflectiva  a* 
the  registration  of  the  succeuor  broker-dealer  (orty- 
Bve  days  after  Ihe  application  lor  registration  on 
rorm  BO  is  filed  by  Ihe  sucoaeeor.  rather  than 
levaoty-five  day*  aflar  Ih*  imxaaaluii  Thareiore. 
because  IIm  CoouUsalaB  Baal  act  oo  appllcackMS 
far  (agismtioD  within  forty-Bva  day*  (••*  od*  S, 


IV.  Efiiacis  on  Compelitioii  and 
Regulatory  Flexibility  Act 
Considerations 

Section  23(a)(2)  of  the  Exchange 
Act^  requires  the  Commission,  in 
adopting  rules  under  the  Exchange  Act, 
to  consider  the  anticompetitive  effects 
of  such  rules,  if  any,  and  to  balance  any 
anticompetitive  impact  against  the 
regulatory  benefits  gained  in  terms  of 
furthering  the  purposes  of  the  Exchange 
Act.  The  Commission  believes  that  the 
clarifying  amendments  to  the  broker- 
dealer  successor  rules  will  not  result  in 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  Uie  Exchange  Act. 

In  addition,  the  Commission  has 
prepared  a  Final  Regulatory  Flexibility 
Analysis  ("FRFA")  pursuant  to  the 
requirements  of  the  Regulatory 
Flexibility  Act.^  regarding  the  revisions 
to  the  rules.  A  copy  of  the  FRFA  may 
be  obtained  from  Belinda  Blaine,  Branch 
Chief,  Office  of  Chief  Counsel,  Division 
of  Market  Regulation,  5iecurities  and 
Exchange  Commission,  450  Fifth  Street, 
hAV.,  Washington,  DC  20549. 

ListofSublects 

1 7  CFR  Parts  240  and  24 1 

Registration  of  brokers  and  dealers. 
Registration  of  government  securities 
brokers  and  government  securities 
dealers.  Registration  of  non-bank 
municipal  securities  dealers;  Reporting 
and  recordkeeping  requirements. 
Securities,  Broker-Dealers. 

17  CFR  Part  276 

Investment  advisers.  Reporting  and 
recordkeeping  requirements,  Securities. 

Statutory  Basis  and  Text  of  Proposed 
Amendments 

In  accordance  with  the  foregoing,  title 
17,  chapter  11  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 


supra),  the  lagistratlon  of  Ihe  predecessor  will  no( 
expire  during  the  period  that  the  successor  needs 
lo  rely  on  such  registration.  Neither  the  Advisers 
Act  nor  Ihe  rules  thereunder  specify  when  the 
registration  of  Ihe  predecessor  expires.  However. 
Form  ADV-W  must  be  filed  to  withdraw  the 
registration  of  the  predecessor,  and  Form  ADV-W 
becomes  effective  on  the  60tb  day  aflar  Tiling.  See 
Rule  203-2(b)  under  Ihe  Advisers  Act  Therefore. 
Ihe  predecessor's  registration  will  expire  only  after 
Ihe  successor  has  established  Its  own  tegistratioa. 
which,  as  undsr  the  Exchange  Act  will  occur 
within  forty-five  days  alter  Ihe  filing  of  Iha 
successor  applicaliotL  See  section  203(cX2)  of  Ihe 
Advisers  Act  (IS  U.S.C  BOt>-3(cM2)). 

**ISU.S.C78w(aM21. 

»SU.S£.603. 


PART  240-OENERAL  RULES  AND 
REGULATIONS,  SECURITIES 
EXCHANGE  ACT  OF  1934 

1.  The  authority  citation  for  part  240 
continues  to  read  as  follows: 

Authority:  15  U.S.C  77c,  77d,  77g,  77|. 
778.  77eee.  77ggg,  77nnn,  778M,  77m,  7«c 
78d.  78i.  78).  78/.  78m.  78n.  78o,  78p,  788. 
78w.  78x.  78//(d).  79q,  79t.  80a-20,  .80a-23, 
80a-29.  80a-37.  80b-3.  80b-4,  and  80b-ll, 
unless  otherwise  noted. 

2.  By  revising  §  240.25bl-3  to  read  as 
follows: 

f  240.1 5b1-3    Raglstralion  of  succossor  to 
registered  broker  or  dealer. 

(a)  In  the  event  that  a  broker  or  dealer 
succeeds  to  and  continues  the  business 
of  a  broker  or  dealer  registered  pursuant 
to  section  15(b)  of  the  Act,  the 
registration  of  the  predecessor  shall  be 
deemed  to  remain  effective  as  the 
registration  of  the  successor  if  the 
successor,  within  30  days  after  such 
succession,  files  an  application  for 
registration  on  Form  BO,  and  the 
predecessor  files  a  notice  of  withdrawal 
from  registration  on  Form  BDW; 
Provided,  however.  That  the  registration 
of  the  predecessor  broker  or  dealer  «vill 
cease  to  be  effective  as  the  registration 
of  the  successor  broker  or  dealer  45  days 
after  the  application  for  registration  on 
Form  BD  is  filed  by  such  successor. 

(b)  Notwithstanding  paragraph  (a)  of 
this  section,  if  a  broker  or  dealer 
succeeds  to  and  continues  the  business 
of  a  registered  predecessor  broker  or 
dealer,  and  the  succession  is  based 
solely  on  a  change  in  the  predecessor's 
date  or  state  of  incorporation,  form  of 
organization,  or  composition  of  a 
partnerehip.  the  successor  may.  within 
30  days  after  the  succession,  amend  the 
registration  of  the  predecessor  broker  or 
dealer  on  Form  BD  to  reflect  these 
changes.  This  aiUendment  shall  be 
deemed  an  application  for  registration 
filed  by  the  predecessor  and  adopted  by 
the  successor. 

3.  By  revising  §  240.1SBa2-4  to  read 
as  follows: 

{  240. 1 5Ba2-4    Registration  of  auccessor 
to  registered  municipal  securities  dealer. 

(a)  In  the  event  that  a  municipal 
securities  dealer  succeeds  to  and 
continues  the  business  of  a  registered 
municipal  securities  dealer,  the 
registration  of  the  predecessor  shall  be 
deemed  to  remain  effective  as  the 
registration  of  the  successor  if  the 
successor,  within  30  days  after  such 
succession,  files  an  application  for 
registration  on  Form  MSD,  in  the  case 
of  a  municipal  seciuities  dealer  that  is 
a  bank  or  a  separately  identifiable 
department  or  division  of  a  bank,  or 
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Form  BD,  in  the  case  of  any  other 
municipal  securities  dealer,  and  the 
predecessor  files  a  notice  of  withdrayral 
bom  registration  on  Form  MSDW  or 
Form  BDW,  as  the  case  may  be; 
Provided,  however.  That  the  registration 
of  the  predecessor  dealer  will  cease  to 
be  effective  as  the  registration  of  the 
successor  dealer  45  days  alter  the 
application  for  registration  on  Form 
MSD  or  Form  BD  is  filed  by  such 
successor. 

(b)  Notwithstanding  paragraph  (a)  of 
this  section,  if  <:  municipal  securities 
dealer  succeeds  to  and  continues  the 
business  of  a  registered  predecessor 
municipal  securities  dealer,  and  the 
succession  is  based  solely  on  a  change 
in  the  predecessor's  date  or  state  of 
incorporation,  form  of  organization,  or 
composition  of  a  partnership,  the 
successor  may,  within  30  days  after  the 
succession,  amend  the  registration  of 
the  predecessor  dealer  on  Form  MSD,  in 
the  case  of  a  predecessor  municipal 
securities  dealer  that  is  a  bank  or  a 
separately  identifiable  department  or 
division  of  a  bank,  or  on  Form  BD,  in 
the  case  of  any  other  municipal 
securities  dealer,  to  reflect  these 
changes.  This  amendment  shall  be 
deemed  an  application  for  registration 
filed  by  the  predecessor  and  adopted  by 
the  successor. 

|240.15Ba2-6    [Removed  and  reeerved] 

4.  By  removing  and  reserving 
§  240.15Ba2-6. 

5.  By  revising  §  240.15Ca2-3  to  read 
as  follows: 

Sa4ai5Ca2-3    Reglalration  of  aucceesor 
to  regialered  government  aecurMae  broker 
or  government  eecurttiae  dealer. 

(a)  In  the  event  that  a  government 
securities  broker  or  government 
securities  dealer  succeeds  to  and 
continues  the  business  of  a  government 
securities  broker  or  government 
securities  dealer  registered  pursuant  to 
section  15C(a)(l)(A)  of  the  Act.  the 
registration  of  the  predecessor  shall  be 
deemed  to  remain  eRiactive  as  the 
registration  of  the  successor  if  the 
successor,  within  30  days  after  such 
succession,  files  an  application  for 
registration  on  Form  BD,  and  the 
predecessor  files  a  notice  of  withdrawal 
from  registration  on  Form  BDW; 
Pmvid&d,  however.  That  the  registration 
of  the  predecessor  government 
securities  broker  or  government 
securities  dealer  vrill  cease  to  be 
effective  as  the  registration  of  the 
successor  government  securities  broker 
or  government  securities  dealer  45  days 
after  the  applicaticm  for  registration  on 
Form  BD  is  filed  by  such  successor. 


(b)  Notwithstanding  paragraph  (a)  of 
this  section,  if  a  government  securities 
broker  or  government  securities  dealer 
succeeds  to  and  continues  the  business 
of  a  predecessor  government  securities 
broker  or  government  securities  dealer 
that  is  registered  pursuant  to  section 
lSC(a)(l)(A)  of  the  Act.  and  the 
succession  is  based  solely  on  a  change 
in  the  predecessor's  date  or  state  of 
incorporation,  form  of  organization,  or 
composition  of  a  partnership,  the 
successor  may,  within  30  days  after  the 
succession,  amend  the  registration  of 
the  predecessor  broker  or  dealer  on 
Form  BD  to  refiect  these  changes.  This 
amendment  shall  be  deemed  an 
application  for  registration  filed  by  the 
predecessor  and  adopted  by  the 
successor. 

PART  241— INTERPRETIVE  RELEASES 
RELATING  TO  THE  SECURITIES 
EXCHANGE  ACT  OF  1934  AND 
GENERAL  RULES  AND  REGULATIONS 
THEREUNDER 

Part  241  is  amended  by  adding  this 
Interpretive  Release  (Release  No.  34- 
31661]  to  the  lists  of  Interpretive 
Releases. 

PART  276— INTERPRETIVE  RELEASES 
RELATING  TO  THE  INVESTMENT 
ADVISERS  ACT  OF  1940  AND 
GENERAL  RULES  AND  REGULATIONS 
THEREUNDER 

Part  276  is  amended  by  adding  this 
Interpretive  Release  [Release  No. " 
1357]  to  the  Usts  of  Inteipretiv$ 
Releases. 

Dated:  December  28, 1992. 

By  the  Commission. 
Margarat  H.  McFarland. 
Deputy  Secretary. 
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17  CFR  Part*  240  and  249 
[Releaee  Na  34-31660] 
RiN  3235-AES4 

Broker>Dealer  Registration  and 
Reporting 

AGBICV:  Securities  and  Exchange 

Commission. 

ACTION:  Adoption  of  rule  amendments. 

SUMMARY:  In  order  to  coordinate  the 
broker-dealer  registration  process  with 
the  Central  Registration  Depository,  a 
computer  system  operated  by  the 
National  Association  of  Securities 
Dealers,  Inc.,  the  Securities  and 
Exchange  Commission  is  adopting 
several  amendments  to  the  broker^eeler 


registration  rules  under  the  Securities 
Exchange  Act  of  1034.  The  amendments 
provide  new  instructions  for  filing  Form 
BD,  the  uniform  application  form  for 
broker-dealer  registration,  aiid  Form 
BDW,  the  uniform  request  form  for 
broker-dealer  withdrawal,  with  the 
Central  Registration  Depository.  The 
amendments  also  eliminate  the 
requirement  that  appUcants  for  broker- 
dealer  registration  file  a  statement  of 
financial  condition  and  representations 
regarding  capital  contributiuns, 
facilities,  and  financing,  as  part  of  their 
applications  on  Form  BD.  f 

EFFECTIVE  DATE:  January  25, 1993. 

FOR  FtiRTHER  INFORMATION  CONTACT. 
Robert  L.D.  Colby,  Chief  (Counsel,  or 
Belinda  Blaine.  Branch  Chief,  (202) 
504-2418,  Office  of  Chief  Counsel, 
Division  of  Market  Regulation, 
Securities  and  Exchange  Commission, 
450  Fifth  Street,  NW.,  Washington.  DC 
20549. 

SUPPLEMENTARY  INFORMATION: 

I.  Introduction 

As  part  of  its  ongoing  effort  to  reduce 
the  costs  associated  with  broiiLer-dealer 
registration,'  the  Seciuities  and 
Exchange  Commission  ("Commission") 
is  preparing  to  participate  in  the  Central 
Registration  Depository  ("CRD").  The 
CRD  is  a  computerized  filing  and  data 
processing  system  operated  by  the 
Naticmal  Association  of  Securities 
Dealers.  Inc.  ("NASD")  that  maintains 
registration  information  regarding 
NASD  member  firms  and  their 
registered  personnel  for  access  by  state 
regulators,  certain  self-regulatory 
organizations  ("SROs"),  and  the 
Commission.  The  Commission's 
primary  objective  in  joining  the  CRD 
system  is  to  provide  "one-stop  filing" 
for  broker^ealers.  Currently,  applicants 
for  broker-dealer  registration  that  also 
are  applying  for  membership  in  the 
NASD  are  required  to  file  separate 
applications  on  Form  BD,  the  uniform 
form  for  broker-dealer  registration,  with 
both  the  Commission  and  the  NASD. 
Under  the  new  system,  broker-dealers 
will  only  be  required  to  file  one 
application  for  registration  on  Form  BD 
with  the  NASD,  which  will  enter  the 
information  into  the  CRD  system  and 
then  electronically  forward  the  data  to 
the  Commission  for  review.  Form  BD. 
amendments  and  withdrawals  from 


<  The  Conuniuioo  recantly  adopted  amendmeoU 
to  Form  BO.  See  Seciihtiet  and  Exchange  Act 
ReleMe  No.  30958  Uuly  27. 1992).  S7  FR  3402S:  and 
SacuiitiM  Exchange  Act  Ralaaae  No.  31398 
(November  4.  1992).  S7  FR  S3261.  Tbate 
ameodmaola  bacanM  aOacUwe  OB  NovMifaw  aa, 
1992. 
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registraUon  on  Form  BDW  also  will  be 
filed  through  the  CRD  system. 

The  Commission  believes  that  its 
direct  participation  in  the  CRD  system 
will  improve  the  efficiency  of  the 
registration  process  by  creating  a 
comprehensive,  centralized  database  of 
all  registrants,  and  by  giving  the 
Commission  more  immediate  access  to 
current  data  in  broker-dealer  filings.  The 
hew  system  also  will  result  in  cost 
savings  to  registrants,  who  will  no 
longer  be  required  to  make  multiple 
filings  with  \he  Commission,  the  NASD, 
and  state  agencies. 

To  prepare  for  its  entry  into  the  CRD 
system,  the  Commission  recently 
proposed  several  amendments  to  the 
broker-dealer  registration  rules  under 
the  Securities  Exchange  Act  of  1934 
("Exchange  Act"),  as  well  as 
corresponding  amendments  to  the 
registration  filing  instructions.'  The 
Commission  received  one  comment 
letter  on  the  proposed  amendments, 
which  expressed  support  for  the 
concept  of  "one-stop  filing."  '  The 
Commission  therefore  is  adopting  the 
amendments  as  proposed,  with  the 
exception  of  one  technical  change  to  the 
filing  instructions  for  non-NASD 
member  broker-dealers,  discussed 
below. 


n.  Filing  Procedures 

Rules  15bl-l.  15b3-l,  and  15b6-l,< 
the  Special  Instructions  for  Completing 
or  Amending  Form  BD.  and  the  General 
Instructions  to  Form  BDW,  have  been 
revised  to  implement  the  new 
procedures  for  filing  registration 


materials  through  the  CRD  system,  as 
follows.* 

A.  Form  BD 

1.  New  Applicants 

All  broker-dealers,  including 
government  securities  broker-dealers." 
applying  for  registration  with  the 
Commission  on  or  after  January  25. 
1993,  will  file  one  executed  original 
Form  BD  with  the  CRD  in  accordance 
with  the  instructions  to  the  Form.' 
Foreign  broker-dealers  that  are  required 
to  file  a  consent  to  service  of  process 
pursuant  to  Rule  15B1-5  or  Rule  15Ca2- 
5  under  the  Exchange  Act.will  continue 
to  file  the  consent  directly  with  the 
Commission,  but  will  send  a  copy  to  the 
CRD  with  their  Form  BD  application." 

2.  Registered  NASD  Member  Broker- 
Dealers 

Registered  broker-dealers  that  are 
members  of  the  NASD  will  not  be 
required  to  file  a  new  Form  BD  when 
the  Commission  joins  the  CRD  on 
January  25, 1993,  because  the  system 
already  contains  Form  BD  information 
on  NASD  members.  Any  NASD  member 
amending  its  Form  BD  filing  on  or  after 
that  date,  however,  will  need  to  file  the 
amended  pages,  together  with  the 
execution  page,  with  the  CRD  iA 
accordance  with  the  instructions  to  the 
Form.» 


2  Securities  Exchange  Act  Release  Ho.  30959  (July 
27. 1992).  57  FR  34048  ("Proposing  Release").  In 
the  Proposing  Release,  the  Commission  also 
proposed  structural  amendmeqlijo  the  rules  under 
the  Exchange  Act  governing  Me  r^istr^ticn  of 
successors  to  brnlcer-daalers/Those  amendments  are 
being  adopted  toda^  in  aj»parate  release,  which 
provide*  interpretive  guidance  with  respect  to  the 
registration  of  successors  to  broker-dealers  and  the 
registration  of  successors  to  investment  advisers 
under  the  Investment  Advisers  Act  of  1940.  Sea 
Securities  Exchange  Act  Release  No.  31661: 
Investment  Advisers  Act  Release  No.  1357  (Dec.  28, 
1992). 

>  Latter  from  Jacqueline  H.  Hallihan,  Presidant, 
National  Regulatory  Sarrices,  Inc.  ("NRS"),  to 
Jonathan  G.  Katz,  Secretary,  SEC  (August  27, 1992). 
NRS  also  expressed  concern  about  the  continued 
public  availability  of  Form  BO  information  onca  the 
Commission  joins  the  CRD.  The  Commission 
wishes  to  emphasize  that  public  access  to  Form  BO 
and  other  registration  information  will  not  ba 
affected  by  the  CRD  plan:  such  informabon  will 
continue  to  ba  available  directly  from  the 
Commission, 

*  17  CFR  240.15bl-l.  240.15b3-l.  and  240.15ba- 
1.  Amendments  also  have  been  made  to  the 
analogous  rules  governing  oon-bank  municipal 
securities  dealers  (wfaoaa  buainais  Is  exclusively 
intrastate)  and  govanunant  sacuritias  brokar- 
dealers.  Sea  17  CFR  240.15Ba2-2,  240.1SBc3-l. 
240.lSCal-l.  24ai3Ca2-l,  md  240.1SCcl-l. 


*  All  applications,  amendments,  and  withdtawals 
from  registration  that  are  filed  with  the  CRD  will 
be  deemed  to  be  filed  with  the  Commission. 
However,  the  45-day  period  under  section  lS(b)(l) 
of  the  Exchange  Act  (15  U.S.C  780(b)(1))  (or  any 
other  relevant  Tiling  period)  will  not  begin  to  rtm 
until  the  CRD  has  transmitted  the  form  data  to  the 
Commission  and  the  Commission  has  determined 
that  the  filing  is  complete. 

*  Non-bank  municipal  securities  dealers  whose 
business  is  exclusively  intrastate  also  will  fils  Form 
BD  with  the  CRD.  Municipal  securities  dealers  that 
are  banks  or  departments  of  banks,  however,  will 
continue  to  file  Form  MSD  directly  with  the 
Commission  pursuant  to  Rule  15Ba2-l  (17  CFR 
240.1SBa2-l). 

'  As  noted  above,  amendments  to  Form  BD 
became  effective  on  November  16,  1992. 
Accordingly,  all  new  applicants  for  broker-dealer 
registration,  as  well  as  all  registered  non-NASD 
member  broker-dealers  filing  a  complete  Form  BD 
with  the  CRD  in  accordance  with  the  schedule  sat 
forth  in  Part  II.A.3  below,  must  file  on  the  new 
revised  Form  BD. 

•17  CFR  240.15bl-5  and  17  CFR  240.1SCa2-S 
raiiuire  foreign  broker-dealers  to  file  consents  to 
sarvice  of  process  on  Form  7-M.  8-M,  9-M,  or  10- 
M. 

In  addition,  non-resident  broker-dealers  should 
continue  to  file  the  notice  or  undertaking  required 
by  Rule  l7a-7  (17  CFR  240.17»-7)  directly  with  the 
Commission,  but  sand  a  copy  with  their 
applications  to  the  CRD. 

*The  Commission  will  not  accept  filings  directly 
from  NASD  mambar*  aftar  January  25. 1993. 


3.  Registered  Non-NASD  Member 
Broker-Dealers 

In  order  to  allow  the  CRD  system  to 
capture  registration  information  on  all 
broker-dealers,  registered  broker-dealers 
that  are  members  of  an  SRO  other  than 
the  NASD  will  be  required  to  file  a 
complete  Form  BD  with  the  CRD  over  a 
period  of  nine  months.*"  In  the 
Proposing  Release,  the  Commission 
suggested  processing  non-NASD 
member  broker-dealers'  filings  by  their 
SEC  registration  numbers.  To  facilitate 
the  transition,  these  filings  will  now  be 
processed  according  to  both  the  broker- 
dealers'  SEC  registration  numbers  and 
their  Designated  Examining  Authorities 
("DEA")."  Specifically,  non-NASD 
member  broker-dealers  will  be  required 
to  file  a  complete  Form  BD  "  during  the 
week  of: 

(1)  January  25, 1993,  for  all  such 
broker-dealers  whose  DEA  is  the  Boston 
Stock  Exchange,  the  Cincinnati  Stock 
Exchange,  the  Midwest  Stock  Exchange, 
or  the  Philadelphia  Stock  Exchange; 

(2)  February  1, 1993.  for  all  such 
broker-dealers  whose  DEA  is  the  Pacific 
Stock  Exchange; 

(3)  May  3, 1993,  for  all  such  broker- 
dealers  whose  DEA  is  the  New  York 
Stock  Exchange; 

(4)  June  1, 1993,  for  all  such  broker- 
dealers  whose  DEA  is  the  American 
Stock  Exchange; 

(5)  July  6, 1993,  for  all  such  broker- 
dealers  whose  DEA  is  the  Chicago  Board 
Options  Exchange  and  whose  SEC 
registration  number  is  between  8-18117 
and  8-34181; 

(6)  August  2, 1993.  for  all  such  broker- 
dealers  whose  DEA  is  the  Chicago  Board 
Options  Exchange  and  whose  SEC 
registration  number  is  8-34182  or 
above;  and 

(7)  September  7, 1993,  for  all  other 
non-NASD  member  broker-dealers. 

Any  subsequent  amendments  to  these 
Form  BD  filings  also  must  be  submitted 
to  the  CRD.  Registered  non-NASD 
member  broker-dealers  that  need  to 
amend  their  Forms  subsequent  to 
January  25, 1993,  but  prior  to  their 
scheduled  processing  date,  will  be 
required  to  promptly  file  a  complete 
amended  Form  BD  with  the  CRD." 


'"Broker-Dealers  that  are  members  of  both  the 
NASD  and  an  exchange  will  follow  the  procedures 
for  NASD  members  set  forth  in  Part  n.A.2,  supra. 

"  See  generally  secUon  lS(bK2)(C)  of  the 
Exchange  Act  (15  U.S.C.  78o(b)(2)(C)).  For  most 
non-NASD  member  broker-dealers,  the  DEA  will  be 
the  national  securities  exchange  of  which  they  are 
a  member. 

"  All  broker-dealers  should  file  using  the  version 
of  Form  BD  that  became  effective  on  November  16, 
1992.  See  discussion,  supra. 

"In  addition,  broker-dealer*  filing  pursuant  to 
Rule  l5a-4  (17  CFR  240.l5a-tl  «riU  ba  raquirwl  to 
file  «vith  the  CRD. 
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These  broker-dealars  will  not  be 
required  to  resubmit  an  application  on 
their  scheduled  date. 

B.  Form  BDW 

N/i£SD  member  broker-dealers 
requesting  withdrawal  from  registration 
on  or  after  January  25, 1993  will  file  one 
manually  signed  original  Form  BDW, 
the  uniform  request  form  for  broker- 
dealer  withdrawal,  and  a  copy  of  the 
required  sections  of  part  II  (or  part  HA 
for  non-clearing  firms)  of  their  FOCUS 
reports  with  the  C31D.^*  Non-NASD 
member  broker-dealers  that  have  not 
previously  filed  a  Form  BD  with  the 
CRD  will  begin  filing  for  withdrawal 
from  registration  with  the  CRD  on 
September  30.  1993."  Non-NASD 
members,  however,  will  continue  to 
send  a  copy  of  Form  BDW.  together  with 
the  required  attachments.^*  directly  to 
the  Commission's  Office  of  Filings, 
Information,  and  Consumer  Services. 

III.  Statement  of  Financial  Condition 
and  Representations 

To  facilitate  the  registration  of  broker- 
dealers  through  the  CRD  system,  the 
Commissiqn  also  is  rescinding  Rule 
l5bl-2  and  related  Rules  15Ba2-2(b) 
and  15Ca2-2,  all  under  the  Exchange 
Act.*^'  Rule  15bl-2  originally  required 
an  applicant  for  broker-dealer 
registration  to  submit  a  statement «f 
financial  condition  and  other 
information  regarding  its  financial 
resources  as  part  of  its  application  on 
Form  BD."  Rules  15Ba2-2(b)  and 


Ing  the  vanlon 
November  16, 


Although  the  NASD  is  developing  modiflcations 
Id  the  CRD  system  that  eventually  will  allow  non- 
NASD  members  to  file  for  tegistration  with  the 
stales  through  the  CKD.  until  further  notice,  all  non- 
NASD  memben  will  need  to  file  eeparmtely  with  the 
states  in  which  they  are  registering. 

'♦Form  BDW  instructs  broker -dealers  that  file 
FOCUS  reports  lo  attach  a  copy  of  the  "Statement 
of  Financial  Condition"  and  "•Computation  of  Net 
Capital"  sections  of  their  FOCUS  report  Broker- 
dealers  that  do  not  file  FOCUS  reporU  are  required 
to  attach  a  statement  of  financial  condition  giving 
the  type  and  amount  of  the  firm's  net  worth  and 
assets  and  liabilities.  Both  the  FOCUS  report  and 
the  statement  of  financial  condition  must  be  dated 
no  earlier  than  10  days  before  the  Form  BDW  is 
filed. 

<*  Prior  to  September  30. 1993.  non-NASD 
members  should  file  Form  BDW  with  the  CRD  only 
if  thoy  have  already  filed  Form  BD  with  the  CRD. 
If  iboy  have  not  previously  filed  form  BD  with  the 
CRD.  they  should  continue  to  file  Form  BDW  with 
the  Commission. 

"  See  n.l4,  supta. 

"  17  CFR  240.15bl-2,  240.15Ba2-2(b).  and 
240.1SCa2-2. 

"Specifically,  the  rule  required  the  applicant  to 
provide:  (i)  Information  regarding  its  assets, 
liabilities,  and  net  worth;  (ii)  a  schedule  listing  its 
securities  and.  if  readily  marketable,  their  market 
value;  (iii)  a  computation  of  aggregate  indebtedness 
and  net  capital  in  compliance  with  Rule  15c3-l 
under  the  Exchange  Act  (or  the  relevant  rule  of  the 
national  securities  exchange  of  which  the  applicant 
is  or  will  b«  a  member);  (iv)  a  •taiement  describing 


15Ca2-2  contained  similar  reporting 
requirements  for  non-bank  municipal 
securities  dealers  whose  business  Lb 
exclusively  intrastate  and  government 
securities  broker-dealers. 

These  filing  requirements  were;, 
intended  to  assist  the  Commission  in 
determining  whether  applicants  had  the 
requisite  amount  of  capital  and  the 
capacity  to  operate  as  a  broker-dealer. 
As  the  Proposing  Release  noted, 
however,  tne  rules  of  the  SROs  also 
require  broker-dealers  to  file  a  statement 
of  financial  condition,  or  to  otherwise 

demonstrate  their  ability  to  conduct  ^ 

business  as  a  broker-dealer,  with  their 
applications  for  membership.*'  This 
inrarmation,  as  vrell  as  other  registration 
information  obtained  by  the  SROs,  Is 
readily  available  to  the  Commission. 

The  Commission  therefore  is 
rescinding  Rule  15bl-2,  paragraph  (b)  of 
Rule  15Ba2-2,  and  rule  15Ca2-2 
because  the  filing  requirements  \utder 
those  rules  duplicate  SRO  requirements 
and  are  not  necessary  to  ensure  that 
applicants  for  broker-dealer  registration 
comply  with  the  net  capital  and  other 
requirements  of  the  Exchange  Act. 
Eliminating  these  requirements  will 
result  in  savings  to  broker-dealers 
without  affecting  the  Commission's 
ability  to  evaluate  the  financial 
condition  of  appiic:ants.  Moreover,  it 
will  simplify  the  Commission's  entry 
into  the  CRD  system,  thereby  facilitating 
the  broker-dealer  registraticm  process. 

IV.  EfitBcts  on  Competition  and 
Regulatory  Flexibility  Act 
Considerations 

Section  23(a)(2)  of  the  Exchange 
Act  ***  requires  the  Commission,  in 
adopting  rulesKmder  the  Exchange  Act, 
to  consider  the  anticompetitive  effects 
of  such  rules,  if  any.  and  to  balance  any 
anticompetitive  impact  against  the 
regulatory  benefits  gained  in  terms  of 
furthering  the  purposes  of  the  Exchange 
Act.  The  Commission  believes  that  the 
amendments  to  the  broker-dealer 
registration  rules  and  filing  instructions 
will  not  result  in  any  burden  on 
competition  that  is  not  necessary  or 
appropriate  in  furtherance  of  the 


the  nature  and  source  of  capital,  and  representing 
that  such  capital  has  been  and  will  continue  lo  be 
contributed  to  the  business;  (v)  a  representation  that 
adequate  arrangements  have  been  made  for  Ihe 
establishment  and  maintenance  of  facilities, 
financing,  and  certain  other  aspects  of  its  business; 
and  (vi)  a  statement  describing  the  arrangements 
made  for  obtaining  the  funds  necessary  lo  operata 
the  business  in  the  ensuing  year,  setting  forth  the 
anticipated  expenses  for  that  year,  and  providing 
information  regarding  arrangements  made  lo  obtain 
additional  financing  should  it  become  necessary. 

'"See,  eg..  NASD  Schedules  lo  the  By-Laws, 
Schedule  C  part  I.  S§(lKal.  (C).  NASD  Manual 
(CCH)  11783. 

*»lSU.S.C78w(aX2). 


purposes  of  the  Exchange  Act.  On  the 
contrary,  the  amendmoats  should 
reduce  the  costs  currently  associated 
with  broker-dealer  registration. 

In  addition,  the  Commission  has 
prepared  a  Final  Regulatory  Flexibility 
Analysis  ("FRFA"),  pursuant  to  the 
requirements  of  the  Regulatory 
Flexibility  Act,"  regarding  the 
amendments.  A  copy  of  the  FRFA  may 
be  obtained  £rom  Belinda  Blaine,  Branch 
Chief.  Office  of  Chief  Counsel,  Division 
of  Market  Regulation.  Securities  and 
Exchange  Commission.  450  Fifth  Street, 
N.W..  Washington,  D.C  20549;  at  (202) 
504-2418. 

V.  Effective  Date 

Pursuant  to  Section  4(c)  of  the 
Administrative  Procedure  Act,** 
publication  of  the  amendments  to  the 
brolcer-dealer  registration  rules  may  not 
be  made  less  than  thirty  days  before 
their  effective  date,  absent  good  cause. 
As  noted  above,  the  Commission  is 
joining  the  CRD  system  on  January  25, 
1993.  In  order  to  begin  processing 
filings  through  the  CRD  by  that  date,  the 
amendments  to  the  registration  rules 
shall  become  effective  on  January  2S, 
1993,  based  on  the  Commission's 
finding  of  good  cause. 

List  of  SubjecU  in  17  CFR  Parts  240  and 
249 

Registration  of  brokers  and  dealers. 
Registration  of  government  securities 
brokers  and  government  securities 
dealers.  Registration  of  non-bank 
municipal  securities  dealers;  Reporting 
and  recordkeeping  requirements. 
Securities,  Broker-dealers. 

Statutory  Basis  and  Text  of  Pn^Mwed 
Amendments 

In  accordance  with  the  foregoing,  dtle 
17,  chapter  II  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  240— GENERAL  RULES  AND 
REGULATIONS,  SECURITIES 
EXCHANGE  ACT  OF  1934 

1.  The  authority  citation  for  part  240 
continues  to  read  as  follows: 

Authority:  15  U.S  C  77c.  77d,  77g,  77). 
77g.  77eee,  77ggg.  77nnn,  77sss,  77ttt,  78c 
78d.  78i,  78j.  78/.  78m,  78n,  78o.  78p.  78», 
78w,  78x.  78//(d).  79q.  79t,  8Oa-20.  80a-23. 
80a-29,  80a-37,  80t>-3,  BOb-*.  and  806-11, 
unless  otherwise  noted. 

2.  By  amending  §  240.15b  1-1  by 
revising  the  section  heading, 
designating  the  current  text  as 
paragraphia),  and  adding  paragraphs  (b) 
and  (c)  to  read  as  follows: 


»'  S  U.S.C  603. 
»SU.S.CSSlef  seq. 
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f  240.1 5b1-1    Application  for  rtgistratfcm 
of  brokor*  or  doatars. 

•        •        •        •        • 

(b)  Every  application  for  registration 
of  a  broker  or  dealer  that  is  filed  on  or 
after  January  25, 1993.  shall  be  filed 
with  the  Central  Registration  Depository 
operated  by  the  National  Assodation  of 
Securities  Dealers,  Inc. 

(c)  An  application  for  registration  that 
is  filed  with  the  Central  R^istration 
Depository  pursuant  to  this  section  shall 
be  eonsidered  filed  with  the 
Commission  for  purposes  of  Section 
15(b)  of  the  Act. 

3.  By  removing  and  reserving 
§240.15bl-2. 

4.  By  revising  S  24p.l5b3-l  to  read  as 
follows: 

1 246.1 5b3-1    Amandmwita  to  applicMion. 

(a)  If  the  information  contained  in  any 
application  for  registration  as  a  broker 
or  dealer,  or  in  any  amendment  thereto, 
is  or  becomes  inaccurate  for  any  reason, 
the  broker  or  dealer  shall  promptly  file 
with  the  Central  Registration  Depository 
(operated  by  the  National  Association  of 
Securities  Dealers.  Inc.)  an  amendment 
on  Form  BD  correcting  such 
information. 

(b)  Temporary  Filing  Instructions.  (1) 
Every  registered  broker  or  dealer  who  is 
not  a  member  of  the  National  \ 
Association  of  Securities  Dealers,  Inc. 
shall  file  as  an  amendment  to  its 
application  a  complete  Form  BD  (as 
revised  November  16, 1992.  and  as 
amended),  and  any  subsequent  — 
amendments  thereto  pursuant  to 
paragraph  (a)  of  this  section,  with  the 
Central  Registration  Depository  during: 

(i)  The  week  of  January  25,  1993,  in 
the  case  of  a  broker-dealer  whose 
Designated  Examining  Authority  (DEA) 
is  the  Boston  Stock  Exchange,  the 
Cincinnati  Stock  Exchange,  the  Midwest 
Stock  Exchange,  or  the  Philadelphia 
Stock  Exchange; 

(ii)  The  week  of  February  1. 1993.  in 
the  case  of  a  broker-dealer  whose  DEA 
is  the  Pacific  Stock  Exchange; 

(iii)  The  week  of  May  3, 1993,  in  the 
case  of  a  broker-dealer  whose  DEA  is  the 
New  York  Stock  Exchange; 

(iv)  The  week  of  June  1, 1993,  in  the 
case  of  a  broker-dealer  whose  DEA  is  the 
.    American  Stock  Exchange; 

(v)  The  week  of  July  6.  1993.  in  the 
case  of  a  broker-dealer  whose  DEA  is  the 
Chicago  Board  Options  Exchange  and 
whose  SEC  registration  number  is 
between  8-18117  and  8-34181; 

(vi)  The  week  of  August  2. 1993,  in 
the  case  of  a  broker-dealer  whose  DEA 
is  the  Chicago  Board  Options  Exchange 
and  whose  SEC  registration  number  is 
8-34182  or  above;  and 

(vii)  The  week  of  SeptembOT  7. 1993, 
in  the  case  of  all  other  broker-dealers. 


(2)  Notwithstanding  paragraph  (b)(1) 
of  this  section,  if  the  information 
contained  in  any  application  for 
registration  as  a  broker  or  dealer  filed  by 
a  broker  or  dealer  who  is  not  a  member 
of  the  National  Association  of  Securities 
Dealers,  Inc.  is  or  becomes  inaccurate 
for  any  reason  prior  to  the  applicable 
date  set  forth  in  paragraph  (b)(1)  of  this 
section,  the  broker  or  dealer  shall 
promptly  file  as  an  amendment  to  its 
application  a  complete  Form  BD  (as 
revised  November  16, 1992,  and  as 
amended)  with  the  Central  Registration 
Depository. 

(c)  Every  amendment  filed  pursuant 
to  this  section  shall  constitute  a 
"report"  filed  with  the  Commission 
within  the  meaning  of  sections  15(b), 
17, 18,  32(a),  and  other  applicable 
provisions  of  the  Act. 

5.  By  amending  §  240.15b6-l  by 
redesignating  paragraphs  (b),  (c).  and 
(d).  as  paragraphs  (c),  (d),  and  (e), 
adding  paragraph  (b),  and  revising 
newly  redesignated  paragraph  (e)  to 
read  as  follows: 

§  24ai  5b&-1    Withdrawal  from  registration. 

(b)  Every  notice  of  withdrawal  from 
registration  as  a  broker  or  dealer  that  is 
filed  on  or  after  January  25, 1993,  by  a 
broker  or  dealer  who  has  previously 
filed  an  application  for  registration  with 
the  Central  Registration  Depository 
(operated  by  the  National  Association  of 
Securities  Dealers,  Inc.)  shall  be  filed 
with  the  Central  Registration 
Depository.  Every  other  notice  of 
withdrawal  from  registration  as  a  broker 
or  dealer  shall  be  filed  with  the 
Commission;  except  that  such  notice 
shall  be  filed  with  the  Central 
Registration  Depository  beginning  on 
September  30, 1993. 

(e)  Every  notice  of  withdrawal  filed 
pursuant  to  this  section  shall  constitute 
a  "report"  filed  with  the  Commission 
within  the  meaning  of  sections  15(b), 
17(a),  and  other  applicable  provisions  of 
the  Act. 

6.  By  revising  §  240.15Ba2-2  to  read 
as  follows: 

i  240.1 5Ba2-2    Application  for  registration 
of  non-t>ank  municipal  securities  dealers 
whose  business  is  exclusively  Intrastate. 

(a)  An  application  for  registration, 
pursuant  to  section  15B(a)  of  the  Act,  of 
a  municipal  securities  dealer  who  is  not 
subject  to  the  requirements  of 
§  240.15Ba2-l,  that  is  filed  on  or  after 
January  25, 1993,  shall  be  filed  with  the 
Central  Registration  Depository 
(operated  by  the  National  Association  of 
Securities  Dealers.  Inc.)  on  Form  BD  in 


accordance  with  the  instructions 
contained  therein. 

(b)  Every  applicant  shall  file  with  its 
application  for  registration  a  statement 
that  such  applicant  is  filing  for 
registration  as  an  intrastate  dealer  in 
accordance  with  the  requirements  of 
this  section.  Such  statement  shall  be 
deemed  a  part  of  the  application  for 
registration. 

(c)  If  the  information  contained  in  any 
application  for  registration  filed 
pursuant  to  paragraph  (a)  of  this  section, 
or  in  any  amendment  to  such 
application,  is  or  becomes  inaccurate  for 
any  reason,  the  dealer  shall  promptly 
file  with  the  Central  Registration 
Depository  an  amendment  on  Form  BD 
correcting  such  information. 

(d)  Every  application  or  amendment 
filed  pursuant  to  this  section  shall 
constitute  a  "report"  filed  with  the 
Commission  within  the  meaning  of 
Sections  15B,  17, 18,  32(a),  and  other 
applicable  provisions  of  the  Act. 

7.  By  amending  §  240.15Bc3-l  by 
redesignating  paragraphs  (b)  and  (c)  as 
paragraphs  (c)  and  (d),  adding  paragraph 
(b),  and  revising  newly  redesignated 
paragraph  (d)  to  read  as  follows: 

%  240.1 5Bc^-1    Withdrawal  from 
registration  of  municipal  securities  dealers. 

•         *         *         •         • 

(b)  Every  notice  of  withdrawal  from 
registration  as  a  municipal  securities 
dealer  that  is  filed  on  Form  BDW  on  or 
after  January  25. 1993.  by  a  dealer  who 
has  previously  filed  an  application  for 
registration  on  Form  BD  with  the 
Central  Registration  Depository 
(operated  by  tho  National  Association  of 
Securities  Dealers,  Inc.)  shall  be  filed 
with  the  Central  Registration 
Depository.  Every  other  notice  of 
withdrawal  from  registration  as  a  dealer 
on  Form  BDW  shall  be  filed  with  the 
Commission;  except  that  such  notice 
shall  be  filed  with  the  Central 
Registration  Depository  beginning  on 
September  30,  1993.  Every  notice  of 
withdrawal  on  Form  MSDW  shall  be 
filed  with  the  Commission. 

(d)  Every  notice  of  withdrawal  filed 
pursuant  to  this  section  shall  constitute 
a  "report"  filed  with  the  Commission 
within  the  meaning  of  Sections  15B, 
17(a).  and  other  applicable  provisions  of 
the  Act. 

8.  By  amending  §  240.15Cal-l  by 
adding  paragraph  (c)  to  read  as  follows: 

§  240.1 5Ca1-1    Notice  of  government 
aecurities  broker-dealer  activities. 


(c)  Any  notice  required  pursuant  to 
this  section  shall  be  considered  filed 
with  the  Commission  if  it  is  filed  with 
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the  Central  Registration  Depository 
operated  by  the  National  Association  of 
Securities  Dealers,  Inc. 

9.  By  revising  §  240.1SCa2-l  to  read 
as  follows: 

S240.1SCa2-1    Application  for  raglMratlon 
••  a  govsmment  — cufW—  broker  or 
govamment  Mcurlti«a  dMiar. 

(a)  An  application  for  registration, 
pursuant  to  Section  15C(a)(l)(A)  of  the 
Act,  of  a  government  securities  broker  or 
government  securities  dealer  that  is 
filed  on  or  after  January  25, 1993,  shall 
be  filed  with  the  Central  Registration 
Depository  (operated  by  the  National 
Association  of  Seciuities  Dealers,  Inc.) 
on  Form  BD  in  accordance  with  the 
instructions  contained  therein. 

(b)  Temporary  filing  instructions. 
Every  registered  government  securities 
broker  or  government  securities  dealer 
who  is  not  a  member  of  the  National 
Association  of  Securities  Dealers,  Inc. 
shall  file  a  complete  Form  BD  (as 
revised  November  16. 1992,  and  as 
amended)  with  the  Central  Registration 
Depository  in  accordance  with  the 
schedule  set  forth  in  §  240.15b3-l(b). 

(c)  Every  application  or  amendment 
filed  pursuant  to  this  section  shall 
constitute  a  "report"  filed  with  the 
Commission  within  the  meaning  of 
Sections  15. 15C.  17(a),  18,  32(a),  and 
other  applicable  provisions  of  the  Act. 

S  240.1 5Ca2-2    [Ramovad  and  raaorvad] 

10.  By  removing  and  reserving 
§240.15Ca2-2. 

§  240.1 5Ca2-3    [Amandad] 

11.  By  removing  the  last  sentence  of 
paragraph  (b)  of  §  240.15Ca2-3. 

12.  By  amending  §  240.15Ccl-l  by 
revising  the  section  heading, 
redesignating  paragraphs  (b)  and  (c)  as 
paragraphs  (c)  and  (d),  adding  paragraph 
(b),  and  revising  newly  redesignated 
paragraph  (d)  to  read  as  follows: 

S  240.1 5Cc1-1    WHtidrawal  from 
registration  of  govwmmant  aoeurltiaa 
broliar*  or  govammant  sacurltias  daalars. 

•        •        •        «        • 

(b)  Every  notice  of  withdrawal  from 
registration  as  a  government  securities 
broker  or  dealer  that  is  filed  on  or  after 
January  25, 1993,  by  a  government 
securities  broker  or  dealer  who  has 
previously  filed  an  application  for 
registration  with  the  Central 
Registration  Depository  (operated  by  the 
National  Association  of  Securities 
Dealers,  Inc.)  shall  be  filed  with  the 
Central  Registration  Depository.  Every 
other  notice  of  withdrawal  fi^m 
registration  as  a  government  seairities 
broker  or  dealer  shall  be  filed  with  the 
Commission;  except  that  such  notice 
shall  be  filed  with  the  Central 


Registration  Depository  beginning  on 
September  30, 1993. 

(d)  Every  notice  of  withdrawal  filed 
pursuant  to  this  section  shall  constitute 
a  "report"  filed  with  the  Commission 
within  the  meaning  of  sections  15, 15C, 
32(a),  and  other  applicable  provisions  of 
the  Act 

PART  249-fORMS.  SECURITiES 
EXCHANGE  ACT  OF  1934 

13.  The  authority  citation  for  part  249 
continues  to  read  as  follows: 

Authoritjr:  15  U.S.C  78a,  et  seq.,  unless 
otherwise  noted. 

Note:  The  following  forms  do  not  appear  in 
the  Code  of  Federal  Regulations. 

14.  By  revising  the  Special 
Instructions  for  Completing  or 
Amending  Form  BD  (§  249.501),  and  the 
General  Instructions  to  Form  BDW 

(§  249.501a)  to  read  as  follows: 

Special  Instructions  for  Completing  or 
Amending  Form  BD,  Uniform  Application 
for  Registration  as  a  Broker4)ealer,  With  the 
U.S.  Securitiea  and  Exchange  Commission 

How  to  File 

File  one  manually  signed  and  notarized 
Form  BD  (with  the  schedules).  Keep  a  copy 
for  your  files.  A  copy  may  be  filed  if 
manually  signed  and  notarized  and  on 
standard  B^/2  x  11  white  paper,  in  the  same 
size  as  the  original. 

To  file  an  amendment  to  Form  BD. 
complete  all  amended  pages  or  schedules 
and  file  with  page  1.  the  execution  page. 

Where  to  File 

Broker-dealers  that  are  applying  for 
registration  should  file  Form  BD  and  its 
sdhedules  with  the  Central  Registration 
Depository  (CRD),  P.O.  Box  3401, 
Gaithersburg,  Maryland  2089S-0401.  Any 
subsequent  amendments  to  Form  BD  also 
should  be  filed  with  the  CRD. 

All  registered  broker-dealers  that  are  not 
members  of  the  National  Association  of 
Securities  Dealers,  Inc.  (NASD)  should  file  a 
complete  Form  BD  and  its  schedules,  with  the 
CRD  during  the  week  of: 

(1)  January  25, 1993,  in  the  case  of  all  non- 
NASD  member  broker-dealers  whose 
Designated  Examining  Authority  (DEA)  is  the 
Boston  Stock  Exchange,  the  Cincinnati  Stock 
Exchange,  the  Midwest  Stock  Exchange,  or 
the  Philadelphia  Stock  Exchange; 

(2)  February  1, 1993,  for  all  such  broker- 
dealers  whose  DEA  is  the  Pacinc  Stock 
Exchange;  9 

(3)  May  3, 199'  for  all  such  broker-dealers 
whose  DEA  is  the  New  York  Stock  Exchange: 

(4)  June  1, 1993.  for  all  such  broker-dealers 
whose  DEA  is  the  American  Stock  Exchange: 

(5)  July  6, 1993,  for  all  such  broker-dealers 
whose  DEA  is  the  Chicago  Board  Options 
Exchange  and  whose  SEC  registration 
number  is  between  8-16117  and  8-34181; 

(6)  August  2, 1993,  for  all  such  broker- 
dealers  whose  DEA  is  the  Chicago  Board 
Options  Exchange  and  whose  SEC 
registration  number  is  8-34182  m  above;  and . 


(7)  September  7, 1993,  for  all  other  non- 
NASD  meml>er  broker-dealers. 

Any  sul>8equent  amendments  to  thasa 
Form  BD  filings  also  should  be  filed  with  the 
CRD.  Non-NASD  members  that  need  to  file 
an  amendment  to  their  Form  BD  before  their 
scheduled  date  should  prompUy  file  a 
complete  Form  BD  with  the  CRD. 

All  non-NASD  members  must  include  their 
SEC  8-registration  number  in  the  appn^riata 
box  on  page  one  of  Form  BD. 

Foreign  Broker-Dealers 

Rules  15bl-5  and  15Ca2-S  require  non- 
resident broker-dealers  applying  tor 
registration  to  provide  th«  Commission  with 
a  consent  and  [x>wer  of  attorney.  This 
consent  and  power  of  attorney  designate  the 
Commission  as  agent  for  the  service  of 
process  of  any  papers  in  connection  with 
actions  arising  from  the  broker-dealer's 
business  that  are  subject  to  the  {urisdictioa  of 
the  United  States  and  that  accrue  while  the 
broker-dealer  Is  registered  with  the 
Commission.  This  consent  and  power  of 
attorney,  which  is  in  addition  to  and  seftarate 
from  the  consent  to  service  of  process 
provided  on  Form  BD,  should  be  filed 
directly  with  the  Conunission.  A  copy  also 
should  be  filed  with  the  CRD  as  part  of  the 
application  on  Form  BD. 

Successor  Begistration 

A  broker-dealer  that  assumes  substantially 
all  of  the  assets  and  liabilities,  and  that 
continues  the  business,  of  a  registered 
predecessor  broker-dealer  is  a  successor 
broker-dealer.  Rules  15bl-3, 15Ba2-4,  and 
15Ca2-3  require  a  successor  broker-dealer  to 
file  a  new  Form  BD  (or,  in  special  instances, 
to  amend  the  predecessor  l)roker-dealer's         /\ 
Form  BD)  within  30  days.  The  filing  should 
indicate  on  page  2  of  the  form  that  die 
applicant  is  a  successor.  [See  Sectuities 
Exchange  Act  Release  No.  31661  (Dec.  28, 
1992)). 

Prohibited  Broker-Dealer  Names 

United  States  Code  Title  IB  Section  709 
makes  it  a  criminal  offense  to  use  the  words 
"National."  "Federal,"  "United  States," 
"Reserve,"  or  "Deposit  Insurance"  in  the 
name  of  a  person  or  organization  in  the 
brokerage  business,  unless  otherwise  allowed 
by  Federal  law.  If  these  words  are  used  in  the 
applicant's  name,  include  an  opinion  of 
counsel  with  the  Form  BD  explaining  why 
the  words  are  permitted.  Send  a  copy  of  the 
opinion  directly  to  the  Commission. 

Uniform  Request  for  Broker-Dealer 
Withdrawal 

General  Instructions 

•  Each  copy  of  this  form  must  be  manually 
signed  by  the  proper  individual. 

•  Type  all  information. 
•/-Use  only  the  Form  BDW  or  a 

reproduction  of  it 

•  Filing  Bequirements 

Full  Withdrawal 

NASD  Members:  file  Form  BDW  with  the 
CRD  beginning  on  January  25, 1993. 

Non-NASD  Members:  file  Fonn  BDW  %vlth 
the  CRD  beginning  on  September  30, 1993. 
Prior  to  September  30, 1993,  fila  Form  BDW 
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with  the  CRO  if  Form  BD  haa  already  boen 
filed  with  the  CRD:  if  not.  fUa  with  the  SBC 

Attach  a  oqty  of  FOCUS  Rapoct  Part  II  (or 
Part  nA  far  aon-canyiag  arnoB-cIaaiing 
firms)  "Statement  of  Financial  Condition'' 
and  "Computation  of  Nat  Capital"  ae^ons. 
Finns  that  are  not  reqaired  to  file  FOCUS 
Reports  should  attach  a  Statement  of 
Financial  Condition  giving  the  type  and 
amount  of  the  firm's  asaets.  liabilities,  and 
net  worth.  The  FOCUS  Report  and  Statement 
of  Financial  Condition  must  reflect  the 
finances  of  the  firm  no  earlier  than  10  days 
before  Form  BDW  is  filed. 

Non-NASO  Members  only  should  send  a 
QVpy  of  Fccm  BDW  and  all  attachments  to  the 
Office  of  Filings,  Infonnation,  and  Consumer 
Services.  SEC.  450  Stfa  St.  NW..  Washington. 
DC20S49. 

Check  with  the  States  where  registered  for 
additional  filing  raquiremants. 

Partial  Withdrawal 

File  Form  BDW  widi  the  CKO.  Check  with 
the  Statea  where  registaied  far  additlaoal 
filing  reqoiiamBits.  Amand  Fonn  BD  and  file 
with  the  CRD  in  aroordanoa  with  the 
instiuctians  to  the  fann. 

By  the  Commissicm. 

Dated:  December  28, 1M2. 
Margaret  H.  McFarlaiBd. 
Z>epu(xSecretaiy. 

(FR  Doc  92-31868  Piled  12-31-92: 8:45  am] 
MJJNa  COM  «i«-tt-« 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Servtee 

26  CFR  Part  301 

[TJ>.f4M] 

RmiS4S-AN45 

21-Oey  Holding  Period  for  Bank 
Accounia  SulHeet  to  Levy 

AGENCY:  Intonal  Revenue  Service, 

Treasury.. 

ACnOM;  Final  regulation. 

SUMMARY:  This  document  contains  final 
regulations  regarding  the  surrender  of 
property  subject  to  levy  in  the  case  of 
banks.  Section  6236(e)(1)  of  the 
Technical  and  Misoellaneous  Revenue 
Act  of  1988  amended  section  6332(c)  of 
the  Internal  Revenue  Code  by  adding  a 
new  paragraph  (c),  which  provides  that 
banks  shaU  surrender  deposits  in 
taxpayers'  accotmts  (including  interest 
thereon)  only  after  21  days  after  service 
of  a  levy.  The  regulations  set  forth  the 
rules  for  compliance  by  banks,  and  also 
contain  conforming  amendments 
reflecting  the  new  {wovision. 
DATES:  Theae  regulationa  are  efiisctive 
on  January  4. 1993,  and  apply  %vith 
respect  to  leviea  made  on  or  after 
January  4, 1993. 


FOR  FURTHER  MFORMATION  CONTACT. 
Kevin  B.  Connelly,  202-622-3640  (not  a 
toll-free  call). 

8UPPI.EMENTARY  eiFORMATlON: 
Background 

This  document  contains  final 
regulations  amending  the  Procedure  and 
Administration  Regtilations  (26  CFR 
part  301)  under  section  6332  of  the 
Internal  Revenue  Code  (Code).  Hie 
regulations  reflect  the  amendment  of 
section  6332  by  section  6236(e)(1)  of  the 
Technical  and  Miscellaneous  Revenue 
Act  of  1988  (Pub.  L.  No.  100-647. 102 
Stat.  3342)  (TAMRA). 

Explanation  ofProviaions 

The  Internal  Revenue  Service 
published  a  notice  of  proposed 
rulemaking  in  the  Federal  Register  on 
May  1. 1991.  (56  FR  19963).  Numerous 
commentators  submitted  written 
commenta  concerning  the  proposed 
regulations.  However,  no  request  for  a 
hearing  was  received  and  no  hearing 
was  held.  Each  of  the  issues  raised  in 
the  commenta  was  fully  considered 
during  the  formulation  of  the  final 
regulations.  The  principal  commenta 
received  by  the  Internal  Revenue 
Service  are  discussed  below. 

Section  6236(e)(1)  of  TAMRA 
amended  section  6332  of  the  Code  by 
redesignating  paragraphs  (c),  (d).  and  (e) 
as  paragnplu  (d).  (e).  and  (f). 
respectively,  and  by  adding  new 
paragraph  (c).  Under  section  6332(c) 
banks  (as  defined  in  section  408(n)  of 
the  Code)  shall  surrender  levied 
deposits,  together  with  the  interest 
accruing  thereon,  only  after  21  days 
after  a  levy  is  made. 

The  regulations  provide  that  a  levv  on 
a  bank  account  applies  to  those  funds 
on  deposit  at  the  time  the  levy  is  made, 
up  to  the  amount  of  the  levy.  No 
withdrawals  may  be  made  against  the 
funds  reached  by  the  levv  during  (he  21* 
day  holding  period.  The  bank  must 
surrender  the  deposita  on  the  first 
business  day  fbllowring  the  21st  calendar 
day  after  the  levy  is  made,  unless  the 
bank  receives  notification  from  the 
district  director  of  a  release  of  levy  or 
unless  the  district  director  has  requested 
an  extension  of  the  holding  period.  In 
addition,  the  bank  mtist  surrender  any 
interest  which  accrued  on  the  deposita 
under  the  terms  of  ita  agreement  with  ita 
customer,  but  in  no  event  must  the  bank 
surrender  an  amount  greater  than  the 
amoimt  of  the  levy.  Any  interest  that 
accrues  and  is  turned  over  to  the 
Internal  Revenue  Service  is  considered 
to  be  paid  to  the  bank's  depositor.  The 
depositor  may  waive  the  21-day  holding 
period  by  notifying  the  bank  of  his  or 


her  intention  to  do  so.  However,  where 
mora  than  one  depositor  is  listed  as  the 
owner  of  an  accoimt.  all  of  the  listed 
ownws  must  agree  to  a  vraiver  of  the 
holding  period.  The  regulations  set  forth 
examples  illustrating  the  requirementa 
for  compliance  with  section  6332(c) 
under  various  diciunstances,  and  define 
the  term  "bank"  pursuant  to  section 
408(n)oftheCode. 

The  regulations  provide  further  that 
the  bank's  depositor  may  notify  the 
district  director  to  whom  the  assessment 
is  charged  of  any  errors  with  respect  to 
the  levied  accotmt  by  telephoning  the 
telephone  number  listed  on  the  face  of 
the  notice  of  levy.  The  district  director 
may  require  any  supporting 
documentation  necessary  to  review  an 
alleged  error.  Notification  by  telephone 
does  not  constitute  or  stibstitute  for  the 
filing  by  a  third  party  of  a  written 
request  for  the  return  of  wrongfully 
levied  property. 

With  respect  to  imposing  liability 
tmder  section  6332(d)  for  refusal  or 
failure  to  surrender  property  subject  to 
levy,  the  21-day  rule  effectively  changes 
the  date  of  the  making  of  a  levy  on  bank 
deposita  to  tha  date  of  the  expiration  of 
the  21-day  holding  period  or  any 
extension  of  the  period  granted  by  the 
Internal  Revenue  Service. 

(>ie  commentator  suggested  that  the 
regulations  should  discharge  banks  bom 
liability  to  any  third  party  that  claims  an 
interest  in  an  attached  account  This  is 
beyond  the  narrow  scope  of  section 
6332(c)  and  these  regulations.  A  bank's 
potential  liability  to  the  taxpayer  or  to 
third  parties  for  surrendering  deposita  is 
governed  generally  by  section  6332(e), 
which  provides  that  any  person  who 
surrenders  property  or  righta  to  property 
subject  to  levy  to  the  Internal  Revenue 
Service  is  discharged  from  any 
obligation  or  liability  to  the  delinquent 
taxpayer  or  any  other  person.  That 
section  applies  to  banks  that  surrender 
deposits  in  accordance  with  section 
6332(c)  just  as  it  applies  to  any  other 
party  that  surrendere  property  punuant 
to  an  Internal  Revenue  Service  levy. 

The  proposed  regulations  provide  that 
the  district  director  may  extend  the 
holding  period  beyond  the  initial  21 
days  if  more  time  is  necessary  for  the 
district  director  to  resolve  alleged  errors 
with  respect  to  attached  deposita  before 
the  deposita  are  surrendered.  One 
commentator  sugsested  that  extensions 
of  the  21-day  holding  period  should  be 
limited  to  two  21-day  extensions. 
Althou^  it  will  be  in  the  best  interest 
of  the  Internal  Revenue  Service  to 
resolve  as  quickly  as  possible  any  issues 
concerning  whether  deposita  should  be 
turned  over,  the  length  of  extensions  of 
the  holding  period  will  vary  depending 
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on  the  issues  under  consideration. 
Limiting  the  length  or  number  of 
extensions  could  result  in  deposits 
being  lumed  over  before  the  district 
director  has  the  time  to  resolve  an 
alleged  error,  thereby  defeating  the 
purpose  of  section  6332(c). 

One  commentator  suggested  that  the 
regulations  should  include  the  language 
that  banks  must  use  to  indicate  that 
depositors  have  waived  the  21-day 
holding  period.  There  is  no  specific 
language  that  a  bank  must  use  to  inform 
the  Internal  Revenue  Service  that 
depositors  have  waived  the  holding 
period.  As  long  as  the  bank  indicates 
that  each  depositor  to  an  account  has 
agreed  to  a  waiver,  the  waiver  is 
sufficient  with  respect  to  that  accoimt. 

Two  commentators  submitted 
questions  concerning  the  effect  of 
section  6332(c)  on  the  terms  of  a  bank's 
interest  agreement  with  its  depositor. 
The  regulations  provide  that  interest 
must  be  paid  in  accordance  with  the 
terms  of  a  bank's  agreement  with  its 
depositor.  This  provision  is  based  on 
the  fact  that  the  Internal  Revenue 
Service  is  entitled  only  to  the  amount  to 
which  the  taxpayer  would  be  entitled  if 
the  taxpayer  withdrew  the  funds.  If  the 
taxpayer  would  not  be  entitled  to 
interest,  the  Internal  Revenue  Service  is 
not  entitled  to  interest.  This  provision  is 
illustrated  by  Examples  5  and  6,  which 
deal  with  a  certificate  of  deposit,  the 
terms  of  which  provide  that  the 
depositor  must  forfeit  thirty  days  of 
interest  in  the  event  of  early 
withdrawal. 

Numerous  commentators  noted  that 
the  calculation  of  interest  on  levied 
funds  poses  a  burden  on  banks  and 
suggested  that  banks  either  should  not 
have  to  pay  any  interest  or  that  the 
regulations  should  set  a  floor— based  on 
either  the  amount  of  interest  due,  the 
amount  of  the  depositor's  account 
balance,  or  the  amount  of  the  levy — 
below  which  the  bank  would  not  have 
to  pay  interest.  A  prescribed  floor  below 
which  no  interest  would  have  to  be  paid 
would  effectively  reduce  the  amount  of 
the  depositor's  liability  that  is  satisfied 
by  the  levy.  In  light  of  the  detrimental 
impact  on  the  interests  of  the  depositor 
and  the  Service,  together  with  the 
statute's  explicit  reference  to  the 
payment  of  interest,  the  final  regulations 
do  not  contain  the  suggested  exceptions. 
One  commentator  also  suggested  that 
a  bank  should  be  allowed  to  enforce 
against  levied  funds  a  contractual  right 
to  charge  the  depositor  a  fee  for 
processing  a  levy  or  a  garnishment. 
Again,  the  Internal  Revenue  Service  is 
entitled  to  the  amount  to  which  the 
taxpayer  is  entitled.  If  the  terms  of  the 
account  do  not  allow  the  bank  to  charge 


a  levy  processing  fee  on  a  withdrawal  by 
the  depositor,  the  bank  may  not  deduct 
such  a  fee  from  the  amount  subject  to 

One  commentator  suggested  that 
banks  should  be  given  an  additional  10- 
day  period  after  the  21-day  period 
expires  in  which  to  turn  over  levied 
funds.  Once  a  bank  receives  a  levy  the 
bank  knows  exactly  when  the  21-day 

Kriod  will  expire  and  the  funds  will 
come  due.  An  extra  10-day  period  in 
whidh  to  turn  over  levied  funds  is 
unnecessary. 

Many  comments  that  were  submitted 
for  consideration  raise  additional 
substantive  issues  that  are  unrelated  to 
the  21-day  rule  or  to  procedural  issues 
concerning  the  implementation  of  the 
21-day  rule.  For  example,  a  number  of 
commentators  submitted  comments  and 
questions  concerning  the  types  of 
accounts  and  deposits  that  are  subject  to 
an  Internal  Revenue  Service  levy.  One 
commentator  suggested  that  the 
regulations  should  describe  the  type  of 
information  that  banks  should  and  can 
legally  divulge  without  violating 
financial  privacy  laws  when  informing 
the  Service  that  a  levy  is  unpostable, 
e.g.,  the  levy  is  on  a  closed  account. 
These  issues  are  outside  the  scope  of  the 
regulations.  Section  6332(c)  and  these 
regulations  neither  address  nor  affect 
the  priority  of  competing  claims  to  a 
taxpayer's  deposits,  the  type  of  property 
to  which  a  leVy  attaches,  the  type  of 
financial  information  that  a  bank  may 
divulge  about  a  depositor's  account,  or 
a  bank's  responsibilities  with  respect  to 
deposits  (other  than  to  provide  that  the 
bank  must  hold  deposits  for  21  days). 
To  reflect  the  limited  scope  of  these 
regulations,  the  caption  has  been 
changed  to  "The  21-day  holding  period 
applicable  to  property  held  by  banks." 
Finally,  one  commentator  suggested 
that  the  rule  that  interest  surrendered  to 
the  district  director  is  considered  to  be 
paid  to  the  bank's  customer  and  must  be 
reported  to  the  Internal  Revenue 
Service,  should  be  clarified  to 
distinguish  between  the  reporting  of 
interest  on  IRA  accounts  and  tlie 
reporting  of  interest  on  non-IRA 
accounts.  While  most  interest  paid  to  a 
depositor  must  be  reported  as  interest, 
there  are  situations  in  which  interest 
must  be  reported  as  some  other  type  of 
payment.  The  purpose  of  this  provision 
is  to  inform  banks  that  the  submission 
to  the  Internal  Revenue  Service  of 
interest  that  accrues  prior  to  and  during 
the  holding  period  should  be  treated  as 
a  payment  to  the  bank's  customer. 
Instead  of  accounting  for  each  difierent 
characterization  of  interest  in  the  Code 
and  setting  forth  the  different  reporting 
requirements,  the  final  regulation  has 


been  changed  to  provide  simply  that  to 

the  extent  interest  is  accrued  and 
surrendered  such  interest  is  considered 
to  be  paid  to  the  bank's  customer. 

Special  Analyses 

It  has  been  determined  that  these 
rules  are  not  major  rules  as  defined  in 
Executive  Order  12291.  Therefore,  a 
Regulatory  Impact  Analysis  is  not 
required.  It  has  also  been  determined 
that  section  553(b)  of  the  Administrative 
Procedure  Act  (5  U.S.C  chapter  5)  and 
the  Regulatory  FlexibiUty  Act  (5  U.S.C. 
chapter  6)  do  not  apply  to  these 
regulations,  and,  therefore,  a  final 
Regulatory  Flexibility  Analysis  is  not 
required.  Pursuant  to  section  780S(f)  of 
the  Code,  these  regulations  were 
submitted  to  the  Chief  Counsel  for 
Advocacy  of  the  Small  Business 
Administration  for  comment  on  their 
impact  on  small  business. 

Drafting  Information 

The  principal  author  of  these 
proposed  regulations  is  Kevin  B. 
Connelly.  Office  of  the  Assistant  Chief 
Counsel  (General  Litigation).  Internal 
Revenue  Service.  However,  personnel 
from  other  offices  of  the  Internal 
Revenue  Service  and  Treasury 
Department  participated  in  their 
development. 

List  of  Subjects  in  26  CFR  Part  301 

Administrative  practice  and 
procedure.  Alimony,  Bankruptcy,  Child 
support.  Continental  shelf.  Courts, 
Crime,  Employment  taxes.  Estate  taxes. 
Excise  taxes.  Gift  taxes.  Income  taxes. 
Investigations,  Law  enforcement.  Oil 
pollution.  Penalties,  Pensions, 
Reporting  and  recordkeeping 
requirements.  Statistics,  Taxes. 

Amendments  to  the  Regulations 

Accordingly.  26  CFR  part  301  is 
amended  as  follows: 

PART  301— lAMENDEDl 

Paragraph  1.  The  authority  citation 
for  part  301  continues  to  read  in  part: 
Authority:  26  U.S.C  7805  '  *  * 

Par.  2.  Section  301.6332-1  is 
amended  as  follows: 

1.  In  paragraph  (a)(1)  the  language 
"and  in  §  301.6332-3,  relating  to 
property  held  by  banks,"  is  added 
immediately  following  the  language 
"endowment  contracts."  and 
immediately  before  the  language  "any 
person." 

2.  The  heading  of  paragraph  (a)(2)  is 
revised  to  read  as  sot  forth  below. 

3.  In  paragraph  (b)(2),  in  the  first     , 
sentence,  the  language  "6332(c)(1)"  is 
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removed  and  die  language  "6332(d)(1)" 
is  added  in  its  place. 

f301.633»-1    Surrender  of  property 
eubieet  to  levy. 

(a)*  •  • 

(2)  Levy  on  bank  deposits  held  in 
offices  outside  the  United  States. 

Par.  3.  Section  301.6332-3  is  added  to 
read  as  follows: 

|301.<33>-3   The  21-day  hoMng  period 
appaeaMe  to  properly  held  by  banke. 

(a)  In  general.  This  section  provides 
special  rules  relating  to  the  surrender, 
after  21  days,  of  deposits  subject  to  levy 
which  are  held  by  banks.  The  provisions 
of  §  301.6332-1  which  relate  generally 
to  the  surrender  of  property  subject  to 
levy  apply,  to  the  extent  not 
inconsistent  with  the  special  rules  set 
forth  in  this  section,  to  a  levy  on 
property  held  by  banks. 

(b)  Definition  of  bank.  For  purposes  of 
this  section,  the  term  "bank"  means— 

(1)  A  bank  or  trust  company  or 
domestic  building  and  loan  association 
incorporated  and  doing  business  under 
the  laws  of  the  United  States  (including 
laws  relating  to  the  District  of  Columbia) 
or  of  any  State,  a  substantial  part  of  the 
business  of  which  consists  of  receiving 
deposits  and  making  loans  and 
discounts,  or  of  exercising  fiduciary 
powers  similar  to  those  permitted  to 
national  banks  under  authority  of  the 
Comptroller  of  the  Currency,  and  which 
is  suDJect  by  law  to  supervision  and 
examination  by  State  or  Federal 
authority  having  supervision  over 
banking  institutions; 

(2)  Any  credit  \mion  the  member 
accoimts  of  which  are  insioed  in 
accordance  with  the  provisions  of  title 
n  of  the  Federal  Credit  Union  Act,  12 
U.S.C.  1781  et  seq.:  and 

(3)  A  corporation  which,  under  the 
laws  of  the  State  of  its  incorporation,  is 
subject  to  supervision  and  examination 
by  the  Commissioner  of  Banking  or 
other  officer  of  such  State  in  charge  of 
the  administration  of  the  banking  laws 
of  such  State. 

(c)  21-day  holding  period— {I)  In 
general.  When  a  levy  is  made  on 
deposits  held  by  a  bank,  the  bank  shall 
surrender  such  deposits  (not  otherwise 
subject  to  an  attachment  or  execution 
under  judicial  process)  only  after  21 
calendar  days  after  the  date  the  levy  is 
made.  The  district  director  nuy  request 
an  extension  of  the  21-day  holding 
period  ptirsuant  to  paragraph  (d)(2)  of 
this  section.  During  the  prescribed 
holding  period,  or  any  extension 
thereof,  the  levy  shall  be  released  only 
upon  notification  to  the  benk  by  the 
district  director  of  a  decision  by  tha 


Internal  Revenue  Service  to  release  the 
levy.  If  the  bank  does  not  receive  such 
notification  from  the  district  director 
within  the  prescribed  holding  period,  or 
any  extension  thereof,  the  bank  must 
surrender  the  deposits,  including  any 
interest  thereon  as  determined  in 
accordance  with  paragraph  (c)(2)  of  this 
section  (up  to  the  amoimt  of  the  levy), 
on  the  first  business  day  after  the 
holding  period,  or  any  extension 
thereof,  expires.  See  §  301.6331-l(c)  to 
determine  when  a  levy  served  by  mail 

is  made. 

(2)  Payment  of  interest  on  deposits. 
When  a  bank  surrendera  levied  deposits 
at  the  end  of  the  21-day  holding  period 
(or  at  the  end  of  any  longer  period  that 
has  been  requested  by  the  district 
director),  the  bank  must  include  any 
interest  that  has  accrued  on  the  deposits 
prior  to  and  during  the  holding  period, 
and  any  extension  thereof,  under  the 
terms  of  the  bank's  agreement  with  its 
depositor,  but  the  bank  must  not 
siurender  an  amount  greater  than  the 
amount  of  the  levy.  If  the  deposits  are 
held  in  a  noninterest  bearing  accoimt  at 
the  time  the  levy  is  made,  the  bank  need 
not  include  any  interest  on  the  deposits 
at  the  end  of  the  holding  period,  or  any 
extension  thereof,  under  this  paragraph. 
Interest  that  accrues  on  deposits  and  is 
surrendered  to  the  district  director  at 
the  end  of  the  holding  period,  or  any 
extension  thereof,  is  treated  as  a 
payment  to  the  bank's  customer. 

(3)  Transactions  affecting  accounts.  A 
levy  on  deposits  held  by  a  bank  applies 
to  those  funds  on  deposit  at  tha  time  the 
levy  i»made.  up  to  the  amount  of  the 
levy,  and  is  effective  as  of  the  time  the 
levy  is  made.  No  withdrawals  may  be 
made  on  levied  upon  deposits  during 
the  21-day  holding  period,  or  any 
extension  thereof. 

(4)  Waiver  of  21-day  holding  period. 
A  depositor  may  waive  the  21-day 
holding  period  by  notifying  the  bank  of 
the  depositor's  intention  to  do  so. 
Where  more  than  one  depositor  is  listed 
as  the  owner  of  a  levied  account,  all 
depositora  listed  as  owners  of  the 
account  must  agree  to  a  waiver  of  the 
21-day  holding  period.  If  the  21-day 
holding  period  is  waived,  the  bank  must 
include  with  the  surrendered  deposits  a 
notification  to  the  district  director  of  the 
waiver. 

(5)  Examples.  The  provisions  of  this 
paragraph  (c)  may  be  illustrated  by  the 
following  examples: 

Example  1.  On  April  2, 1992.  a  notice  of 
levy  for  an  unpaid  Inconw  tax  assessment 
due  from  A  in  the  amount  of  S10,000  Is 
served  on  X  Bank  with  mpect  to  A'*  uvingi 
acoounL  At  the  time  the  notice  of  levy  is 
served.  X  Bank  holds  $5,000  in  A's  interest- 
bearing  nvings  account.  On  April  24, 1992. 


(the  first  business  day  after  the  21-day 
holding  period)  X  Bank  must  surrender 
$5,000  plus  any  Interest  that  accrued  on  the 
account  imder  the  terms  of  A's  contract  with 
X  Bank  up  through  Apvil  23, 1992,  (the  last 
day  of  the  holding  period). 

Example  2.  The  facU  are  the  same  as  in 
Example  1  except  that  on  April  3, 1992,  A 
deposits  an  additional  $5,000  into  the 
account  On  April  24, 1992,  X  Bank  must  still 
surrender  only  $5,000  plus  the  interest  which 
accrued  diereon  until  the  end  of  the  holding 
period,  because  the  notice  of  levy  served  on 
April  2. 1992,  attached  only  to  those  funds 
on  deposit  at  the  time  the  notice  was  served 
and  not  to  any  subsequent  deposits. 

Example  3.  The  focts  are  the  same  as  in 
Example  1  except  that  at  the  time  the  notice 
of  levy  is  served  on  X  Bank,  A's  savings 
account  contains  $50,000.  On  April  24, 1992. 
X  Bank  must  surrender  $10,000,  which  is  the 
amount  of  the  levy.  The  levy  will  not  apply 
to  any  interest  that  accrues  on  the  deposit 
dvuing  the  21-day  holding  period,  because 
the  entire  amount  of  the  levy  is  satisfied  by 
the  deposiU  existing  at  the  time  the  levy  is 
served. 

Example  4.  The  facts  are  the  same  as  in 
Example  1  except  that  the  amount  of  the  levy 
is  $5,002.  Under  the  terms  of  A's  contract 
with  the  bank,  the  account  will  earn  more 
than  $2  of  interest  during  the  21-day  holding 
period.  On  April  24, 1992,  X  Bank  must 
surrender  $5,002  to  the  district  director.  The 
remaining  Interest  which  accrued  during  the 
21 -day  holding  period  is  not  subject  to  the 
levy. 

Example  5.  On  September  3, 1992,  A  opens 
a  $5,000  six-month  certificate  of  deposit 
account  with  X  Bank.  Under  the  terms  of  the 
account,  the  depositor  must  forfeit  up  to  30 
days  of  interest  on  the  account  in  the  event 
of  early  withdrawal.  On  January  4, 1993,  a 
notice  of  levy  for  an  unpaid  income  tax 
assessment  due  from  A  in  the  amount  of 
$10,000  is  served  with  respect  to  A's 
certificate  of  deposit  account.  On  January  26, 
1993,  the  bank  must  surrender  $5,000  plus 
the  interest  which  accrued  on  the  account 
through  January  25, 1993,  minus  the  penalty 
of  30  days  of  interest  as  provided  in  the 
deposit  agreement. 

Example  6.  Same  facts  as  in  Example  5 
except  that  the  notice  of  levy  is  served  on  X 
Bank  on  February  15. 1993.  The  certificate 
matures  on  March  2. 1993.  On  March  8,  X 
Bank  must  surrender  $5,000  plus  the  interest 
that  accrued  on  the  certificate  without  any 
reduction  for  penalties. 

(d)  Notification  to  the  district  director 
of  errors  with  respect  to  levied  upon 
bank  accounts— {1)  In  general.  If  a 
depositor  believes  that  there  is  an  error 
with  respect  to  the  levied  upon  account 
which  the  depositor  wishes  to  have 
corrected,  the  depositor  shall  notify  the 
district  director  to  whom  the  assessment 
is  charged  by  telephone  to  the  telephone 
number  listed  on  the  face  of  the  notice 
of  levy  in  order  to  enable  the  district 
director  to  conduct  an  expeditious 
review  of  the  alleged  error.  The  district 
director  may  require  any  supporting 
documentation  necessary  to  me  review 
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of  the  alleged  error.  The  notification  by 
telephone  provided  for  in  this  section 
does  not  constitute  or  substitute  for  the 
filing  by  a  third  party  of  a  written 
request  under  §  301.6343-l(b)(2)  for  the 
return  of  property  wrongfully  levied 
upon. 

(2)  IJisputes  regarding  the  merits  of 
the  underlying  assessment.  This  section 
does  not  constitute  an  additional 
procedure  for  an  appeal  regarding  the 
merits  of  an  underl)ang  assessment. 
However,  if  in  the  judgment  of  the 
district  director  a  genuine  dispute 
regarding  the  merits  of  an  underlying 
assessment  appears  to  exist,  the  district 
director  may  request  an  extension  of  the 
21-day  holding  period. 

(3)  Notification  of  errors  fmm  sources 
other  than  the  depositor  The  district 
director  may  take  action  to  release  the 
levy  on  the  bank  accoimt  based  on 
information  obtained  from  a  source 
other  than  the  depositor,  including  the 
bank  in  which  the  account  is 
maintained. 

(e)  Effective  date.  These  provisions 
are  effective  with  respect  to  levies 
issued  on  or  after  January  4, 1993. 
Shirley  D.  Petemm, 
Conunissioner  (^Internal  Revenue. 

Approved:  December  IS,  1992. 
Alan  J.  WUensky. 

Deputy  Assistant  Secretary  of  the  Tieasury. 
(FR  Doc  92-31713  Filed  12-31-02;  6:4Saml 
BttJJNQ  CODE  4nO-*t-H 


DEPARTMENT  OF  TRANSPORTATION 
Coast  Guard 

33  CFR  Part  117 
[CGD  91-016] 
RIN2115-A077 


Drawbridge  Operation  Regulation*. 
Emergency  Situations 

agency:  Coast  Guard.  DOT. 

ACTION:  Final  rule. 

summary:  On  August  7, 1991,  the  Coast 
Guard  published  a  Notice  of  Proposed 
Rulemaking  in  the  Federal  Register  to 
amend  the  regulations  that  govern  the 
nation's  drawbridges  by  requiring  that 
emergency  vessels,  and  vessels  in  an 
emergency  situation,  that  have  given  the 
proper  emergency  signal,  be  passed 
through  an  attended  draw  at  any  time. 
This  proposal  wasjnade  becaxise  there 
is  provision  for  the  passage  of 
emergency  land  vehicles,  but  nothing 
similar  has  been  done  to  make 
allowance  for  the  passage  of  emergency 
vessels  or  vessels  in  an  emergency 
situation.  This  action  will  provide 


guidance  for  emergency  situations  both 
on  land  and  water  and  should  not 
seriously  interfere  with  the  needs  of 
vehicular  traffic,  yet  still  provide  for  the 
reasonable  needs  of  navigation  in  an 
emergency. 

EFFECTIVE  DATE:  This  rule  is  effective  on 
February  3, 1993. 

ADDRESSES:  Unless  otherwise  indicated, 
documents  referenced  in  this  preamble 
are  available  for  inspection  and  copying 
at  the  office  of  the  Executive  Secretary, 
Marine  Safety  Council  {G-LRA-2/3406) 
(CGD  91-016).  U.S.  Coast  Guard 
Headquarters,  2100  Second  Street.  SW., 
Washington,  DC  20593-0001,  room 
3406,  between  8  a.m.  and  3  p.m., 
Monday  through  Friday,  except  Federal 
hoUdays.  The  telephone  number  is  (202) 
267-1477  fur  information. 
FOR  FURTHER  MFORMATION  CONTACT:  Mr. 
Larry  R.  Tyssens,  Alterations, 
Regulations  and  Systems  Branch  (G- 
NBR-1),  at  (202)  267-0376. 

SUPPLEMENTARY  tiFORMATION: 

Drafting  Information 

The  principal  persons  involved  in 
drafting  this  document  are  Mr.  Larry  R 
Tyssens,  Project  Manager,  and 
Lieutenant  Ralph  L.  Hetzel,  Project 
Counsel,  Office  of  Chief  Counsel. 

Regulatory  History 

On  August  7, 1991.  the  Coast  Guard 
published  a  Notice  of  Proposed 
Rulemaking  (NPRM)  in  the  Federal 
Register  (56  FR  37504)  to  revise  33  CFR 
part  117  to  allow  for  emergency  passage 
of  vessels.  It  was  proposed  that  this 
amendment  be  incorporated  in  the  Code 
of  Federal  Regulations  (CFR)  imder  a 
new  §  117.29  entitled.  "Opening  of  draw 
for  emergency  vessels  and  vessels  in  an 
emergency  situation."  Opportunity  for 
comment  on  the  proposal  was  provided 
until  September  23, 1991.  Since  then, 
the  decision  has  been  made  to  combine 
the  proposed  amendment  v«rith  existing 
S  117.31  "Closure  of  draw  for  emergency 
vehicles"  and  to  revise  the  section  title 
to  read,  "Operation  of  draw  during 
emergency  situations." 

Two  comments  were  received  from  a 
local  government  official  in  Jackson 
County.  Mississippi,  and  a  private 
individual  in  Houston,  Texas.  These 
comments,  along  wdth  the  views  of 
pertinent  Coast  Guard  officials,  have 
been  included  in  the  public  docket  and 
are  discussed  below. 

Background  Information 

An  issue  was  raised  by  a  member  of 
the  public  concerning  the  lack  of 
.  provisions  in  the  regulations  to  allow 
for  the  passage  of  vessels  in  an 
emeigency  situation  through  a  draw 


during  a  scheduled  closure  period.  The 
Coast  Guard  agrees  that  provision 
should  be  made  for  emergency  passage 
of  vessels,  and  vessels  in  an  emeigency 
situation,  as  it  is  made  for  the  passage 
of  emergency  land  vehicles. 

Discussion  of  Comments  and  Changes 

The  two  comments  objected  to 
requiring  draws  to  be  opened  for  vessels 
seeking  shelter  from  severe  weather 
equivalent  to  Force  7  or  greater  on  the 
Beaufort  Wind  Scale.  As  was  pointed 
out  by  the  individual  bom  Texas,  the 
"•  •  *  severe  weather  operation  of 
many  bridges  has  already  been 
discussed,  and  procedures  accepted,  by 
many  of  the  Port  Safety  Committees 
whidi  advise  local  Captains  of  the  Port 
These  procedures  reflect  local 
(emergency  management] 
considerations  such  as,  highway  routes 
for  hurricane  evacuation,  the  populace 
to  be  evacuated,  the  capability  of  the 
bridges  to  operate  in  high  winds,  and 
the  availability  of  other  areas  for 
sheltering  of  vessels."  Therefore, 
stipulating  that  draws  should  be  opened 
for  vessels  seeking  shelter  from  severe 
weather  equivalent  to  Force  7  or  greater 
on  the  Beaufort  Wind  Scale  could  be  in 
conflict  with  local  emergency 
management  procedures.  Tliis  is 
essentially  the  same  concern  that  was 
expressed  by  a  local  government  official 
in  Jackson  County,  Mississippi.  In 
addition,  officials  from  different  Coast 
Guard  districts  independently 
concurred  with  the  fact  that  the  same 
wind  velocity  can  and  does  have 
different  effects  on  different  bodies  of 
water  based  on  the  depth  of  the  water 
body  and  its  geographic  location.  Thus, 
the  use  of  the  Beaufort  Wind  Scale 
readings  for  this  purpose  is  less  than 
ideal.  As  a  result  of  these  comments,  the 
Coast  Guard  has  determined  that 
requiring  a  draw  to  be  opened  at  a 
specific  vnnd  velocity,  irrespective  of 
the  geographic  situation  and  local 
emergency  management  procedures, 
may  be  imprudent.  Instead,  the  decision 
to  open  a  draw  during  adverse  weather 
conditions  should  rest  with  the 
drawtender  and/or  bridge  owner  in 
accordance  with  local  emergency 
management  procedures  which  have 
been  approved  by  the  cognizant  Coast 
Guard  Captain  of  the  Port. 

In  addition,  the  decision  was  made  to 
combine  the  amendment  to  open  draws 
for  vessels  in  an  emergency  situation  as 
a  part  of  the  existing  section  117.31  that 
allows  foi  the  closure  of  a  draw  for  land 
vehicles  responding  to  an  emergency. 

Regulatory  Evaluation 

This  rulemaking  is  not  major  under 
Executive  Ordet  12291  and 
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nonsignificant  under  the  Department  of 
Transportation  Regulatory  Polides  and 
Procedures  (44  FR 11040;  February  26, 
1979).  The  Coast  Guard  expects  the 
economic  impact  of  this  rule  to  be  so 
minimal  that  a  full  Regulatory 
Evaluation  is  unnecessary.  There  will  be 
no  cost  to  the  general  public  other  than 
that  associated  with  the  inconvenience 
to  vehicular  traffic  occasioned  by  an 
opening  of  the  draw  for  an  emergency. 

This  rulemaking  establishes 
emergency  operating  regulations  for  the 
nation's  drawbridges  across  its 
navigable  waters.  The  authority  to 
regulate  concerning  drawbridge 
operation  is  committed  to  the  Coast 
Guard  by  Federal  statutes.  Furthermore, 
since  the  regulated  drawbridges  are 
located  nationwide,  operating 
regulations  concerning  emergency 
situations  shoxild  be  consistent  to  avoid 
unreasonably  burdensome  variances. 
Therefore,  the  Coast  Guard  intends  this 
rule  to  preempt  state  action  addressing 
the  same  subject  matter. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601  et  seq.),  the  Coast  Guard 
must  consider  whether  this  rulemaking 
will  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  "Small  entities"  include 
independently  owned  and  operated 
small  businesses  that  are  not  dominant 
in  their  field  and  that  othervdse  qualify 
as  "small  business  concerns"  under 
section  3  of  the  Small  Business  Act  (15 
U.S.C.  632). 

Because  this  final  rule  imposes  no 
special  expense  on  small  business,  and 
because  the  rule  is  expected  to  be 
infrequently  used,  the  Coast  Guard 
anticipates  the  economic  impact  of  it  to 
be  minimal.  No  new  equipment  will  be 
required.  The  delay  to  vehicular  traffic 
will  result  in  a  minimal  loss  of  time. 
The  Coast  Guard  certifies  under  5  U.S.C. 
605(b)  that  this  final  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

Collection  of  Infonnation 

This  rulemaking  contains  no 
collection  of  information  requirements 
under  the  Paperwork  Reduction  Act  (44 
U.S.C  3501  et  seq.). 

Federalism 

The  Coast  Guard  has  analyzed  this 
rulemaking  in  accordance  with  the 
principles  and  criteria  contained  in 
Executive  Gtder  12612  and  has 
determined  that  it  does  not  have 
sufficient  federaUsm  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment 


EiiTironment 

The  Coast  Guard  considered  the 
environmental  impact  of  this  final  rule 
and  concluded  that  under  section  2.B.2. 
of  Commandant  Instruction  M16475.1B, 
this  rulemaking  is  categorically 
excluded  from  further  environmental 
documentation  because  it  is  a  Bridge 
Administration  Program  action 
involving  the  promulgation  of  operating 
requirements  or  procedures  for 
drawbridges.  A  Categorical  Exclusion 
E)etermination  is  available  in  the  docket 
for  inspection  or  copying  where 
indicated  under  "ADORCSSES." 

List  of  Subjects  in  33  CFR  Part  117 

Bridges. 

For  the  reasons  set  out  in  the 
preamble,  the  Coast  Guard  amends  33 
CFR  part  117  as  follows: 

PART  117— DRAWBRIDGE 
OPERATION  REGULATIONS 

1.  The  authority  citation  for  part  117 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  499;  33  CFR  1.05-l(g); 
49  CFR  1.46. 

2.  Section  117.31  is  revised  to  read  as 
follows: 

f  117.31    Operation  of  draw  for  emargenqf 
situationa. 

(a)  When  a  drawtender  is  informed  by 
a  reliable  source  that  an  emergency 
vehicle  is  due  to  cross  the  draw,  the 
drawtender  shall  take  all  reasonable 
measiues  to  have  the  draw  closed  at  the 
time  the  emergency  vehicle  arrives  at 
the  bridge. 

(b)  When  a  drawtender  receives 
notice,  or  a  proper  signal  as  provided  iji 
§  117.15  of  this  part,  the  drawtender 
shall  take  all  reasonable  measures  to 
have  the  draw  opened,  regardless  of  the 
operating  schedule  of  the  draw,  for 
passage  of  the  following,  provided  this 
opening  does  not  conflict  with  local 
emergency  management  procedures 
which  have  been  approved  by  the 
cognizant  Coast  Guard  Captain  of  the 
Port: 

(1)  Federal,  State,  and  local 
govenunent  vessels  used  for  public 
safety; 

(2)  vessels  in  distress  where  a  delay 
would  endanger  Ufa  or  property; 

(3)  commercial  vessels  engaged  in 
rescue  or  emergency  salvage  operations; 
and 

(4)  vessels  seeking  shelter  from  severe 
weather. 


Dated:  December  28, 1992. 
W.J.  Eckw.  . 

Rear  Admiral.  U.S.  CoasfGuard,  Chief.  C^fice 
of  Navigation  Safety  and  Waterway  Services. 
IFR  Doc  92-31912  ?¥ied  12-31-92;  8:45  am] 
BUUNO  coos  4«1»-14-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  60  and  61 
[FRL-4550-9] 

Standards  of  Performance  for  New 
Stationary  Sources;  National  Emission 
Standards  for  Hazardous  Air  Pollutants 
Supplemental  Delegation  of  Authority 
to  the  State  of  Georgia 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Delegation  of  authority.     


summary:  On  April  3, 1991,  the  Georgia 
Department  of  Natural  Resources  of  the 
State  of  Georgia  requested  delegation  of 
authority  for  the  implementation  and 
enforcement  of  additional  categories  of 
the  New  Source  Performance  Standards 
(NSPS)  and  the  National  Emission 
Standards  for  Hazardous  Air  Pollutants 
(NESHAPS).  EPA's  review  of  the  State 
of  Georgia's  laws,  rules,  and  regulations 
showed  them  to  be  adequate  for  the 
implementation  and  enforcement  of 
these  Federal  standards.  EPA  granted 
the  delegation  as  requested. 
EFFECTIVE  DATES:  The  effective  date  of 
delegation  of  authority  is  June  18, 1992 
for  the  Asbestos  NESHAPS,  and  August 
23, 1991,  for  the  other  subparts  in  this 
notice. 

ADDRESSES:  Copies  of  the  request  for 
delegation  of  authority  and  EPA's  letter 
of  delegation  are  available  for  public 
inspection  during  normal  business- 
hours  at  the  following  locations:     — ^^ 
Region  IV  Air  Programs  Branch, 
Environmental  Protection  Agency, 
345  Courtland  Street,  Atlanta,  Georgia 
30365 
Air  Protection  Branch,  Georgia  ' 

Environmental  Protection  Division,      j 
Georgia  Department  of  Natural  ] 

Resources,  205  Butler  Street,  V 

Southeast,  room  1162,  East  Tower, 
Atlanta,  Georgia  30334 
Effective  immediately,  all  requests, 
applications,  reports  and  other 
correspondence  required  pursuant  to 
the  newly  delegated  standards  should 
not  be  submitted  to  the  Region  IV  office, 
but  should  instead  be  submitted  to  the 
following  address:  Mr.  Robert  H. 
Collom,  Chief.  Air  Protection  Branch. 
Georgia  Environmental  Protection 
Division,  Georgia  Department  of  Natural 
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Resouroes.  205  Butler  Street.  SE..  room 
1162.  East  Tower.  Atlanta,  Georgia 
30334. 

RW  FURTHER  INFORMATION  CONTACT: 
Diane  Altsman  of  the  EPA  Region  IV  Air 
Programs  Branch  at  (404)  347-2864  and 
at  the  above  EPA  address. 
SUPPLEMENTARY  MF0RMAT10N:  Secticm 
301,  in  conjunction  with  sections  110, 
111(c)(1).  and  112(d)(1)  of  the  Clean  Air 
Act  as  amended  November  15. 1990. 
authorize  the  Administrator  to  delegate 
his  authority  to  Implement  and  enforce 
the  standards  set  out  in  40  CFR  part  61. 
National  Emission  Standards  for 
Hazardous  Air  Pollutants  (NESHAPS), 
and  to  implement  and  enforce  the 
standards  set  out  in  40  CFR  part  60, 
New  Source  Performance  Standards 
(NSPS). 

After  a  thorough  review  of  the 
categories  requested  for  delegation,  the 
Regional  Administrator  determined  that 
such  delegation  was  appropriate  for 
these  source  categories  with  the 
conditions  set  forth  in  the  original 
delegation  letter  of  May  3, 1976,  and 
subsequent  delegation  letters  of  August 
8, 1977,  and  June  17, 1985. 

EPA,  thereby,  delegated  its  authority 
for  40  CFR  part  60  and  part  61  as 
follows: 

40  CFR  Part  60— New  Categories  for 
NSPS 

Subpart  BBB— Rubber  Tire  Manufocturiog 
Industry,  except  S  60.S43(cM2)(ii)(B). 

Subpart  DDD— VOC  Emissions  From  The 
Polymer  Manubctiuing  Industry  except 
$60.562-2(c). 

Subpart  III— VOC  Emissions  From  SOCMI 
Air  Oxidation  Unit  Processes,  except 
§  60.613(e). 

Subpart  KKK— Onshore  Natural  Gas 
Processing. 

Subpart  NNN— VOC  Emissions  From 
SOCMI  Distillation  Operations,  except 
§  60.663(e). 

Subpart  QQQ— VOC  Emissions  From 
Petroleum  Refinery  Wastewater  Systems. 

Subpart  SSS— Magnetic  Tape  Coating 
Facilities,  except  $60.711(a)(16), 
S60.713(b)(l)(i),  S60.713(b)(l)(ii), 
§60.713(b)(5)(i),  $  60.713(d),  S  60.715(a)  and 
$60,716. 

Subpart  TTT— Plastic  Parts  For  Business 
Machine  Coating,  except  §  60.723(b)(1). 
S  60.723(b)(2)(i)(C).  §  60.723(b)(2)(iv). 
S  60.724(e).  S  60.725(b). 

Subpart  VW— Polymeric  Coating  Of 
Supporting  Substrates  Facilities  except 
$60.743(a)(3)(v)(A)  ft  (B),  S  60.743(e), 
§  60.745(a)  and  $  6a746. 

40  CFR  Part  60— Revised  Categories 
for  NSPS 

Subpart  D— Fossil-Fuel  Fired  Steam 
Generators. 

Subpart  Da— Electric  Utility  Steam 
Generating  Units. 


Subput  B— Incinerators. 

Subpart  F— Portland  Cement  Plants. 

Subpart  C— Nitric  Add  Plants. 

Subpart  H— Sulfuric  Acid  Plants. 

Subpart  I— Mb(  Asphalt  Facilities. 

Subpart  L — Secondary  Lead  Smelters. 

Subpart  M — Secondary  Brass  and  Bronxa 
Ingot  Production  Plants. 

Subpart  N — Iron  and  Steel  Plants. 

Subpart  Na — Secondary  Emissions  From 
Basic  Oxygen  Prooass  Steel  Facilities. 

Subpart  O— Sewage  Treatment  Plants, 
except  S60.1S3(e). 

Subpart  P — Primary  Copper  Smelters. 

Subpart  Q— Primary  Zinc  Smelters. 

Subpart  R — Primary  Lead  Smelters. 

Subpart  S — Primary  Aluminum  Reduction 
Plants. 

Subpart  T — Phosphate  Fertilizer  Industry: 
Wet  Process  Phosphoric  Acid  Plants. 

Subpart  U — Phosphate  Fertilizer  Industry: 
Superphosphoric  Acid  Plants. 

Subpart  V — Phosphate  Fertilizer  Industry: 
Diammonium  Phosphate  Plants. 

Subpart  W — Phosphate  Fertilizer  Industry: 
Triple  Superphosphate  Plants. 

Subpart  X — Phosphate  Fertilizer  Industry: 
Granular  Triple  Superphosphate. 

Subpart  Y— Coal  Preparation  Plants. 

Subpart  Z — Ferroalloy  Production 
Facilities. 

Subpart  AA — Steel  Plants:  Electric  Arc 
Furnaces. 

Subpart  AAa— Steel  Plants:  Electric  Arc 
Furnaces  and  Argon-Oxygen  Decarburization 
Vessels 

Subpart  BB— Kraft  Pulp  Mills. 

Subpart  CC— Glass  Manufacturing  Plants. 

Subpart  DD — Grain  Elevators. 

Subpart  CG — Stationary  Gas  Turbines, 
except  §  60.334(b)(2)  and  §  60.335(f)(1). 

Subpart  HH— Lime  Manufocturing  Plants. 

Subpart  KK— Lead-Acid  Battery 
Manu,fiBctiuing  Plants. 

Subpart  LL — Metallic  Mineral  Processing 
Plants. 

Subpart  NN— Phosphate  Rock  Plants. 

Subpart  PP — Ammonium  Sulfate 
Manufacture. 

Subpart  UU — Asphalt  Processing  and 
Asphalt  Roofing  Manufocture,  except 
S  60.474(g). 

Subpart  W— Equipment  Leaks  of  VOC  in 
SOCMI,  except  §60.482-1(cK2)  and  $60,484. 

Subpart  XX— Bulk  Gasoline  Terminals, 
except  $60.S02(e)(6). 

Subpart  LLL — Onshore  Natiual  Gas 
Processing. 

Subpart  OOO — Nonmetallic  Mineral 
Processing  Plants. 

Subpart  PPP— Wool  Fiberglass  Insulation. 

40  CFR  Part  61— New  Categories  for 
NESHAP 

Subpart  L — Benzene  Emissions  From  Coke 
By-Pniduct  Recovery  Plants,  except 
$  61.136(d). 

Subpart  Y — ^Benzene  Emissions  From  ' 
Benzene  Storage  Vessels,  except  $61,273. 

Subpart  BB — Benzene  Emissions  From 
Benzene  Transfer  Operations. 


40  CFR  Part  61— Revised  Categories 
for  NESHAP 

Subpart  FF — Benzene  Waste  Operatioiis. 
except  $61,353. 

The  Administrator  retains  the 
exclusive  right  to  approve  equivalent 
and  alternative  test  methods, 
continuous  monitoring  projedures,  and 
reporting  requirements.  Therefore,  the 
noted  sections  of  the  requested  NSPS 
and  NESHAPS  standards  are  among  the 
sections  which  may  not  be  delegated. 

The  EPA  hereby  notifies  the  pubUc 
that  it  has  delegated  the  authority  over 
certain  NSPS  and  NESHAP  subparts  to 
the  State  of  Georgia. 

The  Office  of  Management  and  Budget 
exempted  this  rule  from  thei 
requirements  of  Section  3  of  Executive 
Order  12291. 

This  notice  is  issued  under  the 
authority  of  sections  101. 110,  111.  112. 
and  301  of  the  Clean  Air  Act,  as 
amended  (42  U.S.C  7401. 7410. 74121. 
7412,  and  7601). 
Patrick  M.  Tobin. 
Acting  Regional  Administrator. 
[FR  Doc  92-31748  Filed  12-31-92: 8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Coast  Guard 

46  CFR  Part  15 
[COD  69-061] 
RIN2115-AD36 

Waiver  of  Crewmember  Citizenship 
Requirements 

agency:  Coast  Guard,  DOT. 
ACTION:  Final  rule. 

SUMMARY:  In  an  interim  final  rule 
pubhshed  on  January  12, 1990,  the 
Coast  Guard  amended  the  regulations 
concerning  the  use  of  non-U.S.  citizens 
as  licensed  individuals  and  unlicensed 
seamen  on  U.S.  documented  vessels  to 
provide  a  general  waiver  for  offshore 
supply  vessels  (OSVs)  operating  out  of 
foreign  ports,  and  mobile  offshore 
drilling  units  (MODUs)  operating 
beyond  the  water  above  the  U.S.  Outer 
Continental  Shelf.  This  action  was 
necessary  to  allow  these  vessels  to 
operate  in  areas  subject  to  foreign 
jurisdiction  where  local  citizenship 
requirements  may  apply  and  where 
recruitment  of  U.S.  citizens  may  be 
impractical.  The  intent  of  this  action 
was  to  allow  these  operations  to  be 
conducted  without  obligating  the 
operators  to  request  individual  waivers 
for  each  situation  in  which  a  non-U.S. 
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dtizan  may  be  employed  or  engaged. 

Tliis  rule  adopts  the  interiui  final  rule 

without  change. 

EFFECTIVE  DATE:  This  rule  is  effiactive  on 

February  3. 1993. 

FOR  FUirmER  MFORMATION  CONTACT:  Mr. 

Christopher  Yoimg,  Project  Manager, 

Office  of  Marine  Safety.  Security  and 

Environmental  Protection  (G-MVP), 

telephone  (202)  267-0229. 

SUPPt^MENTARY  MFORMATION: 

Drafting  Information 

The  principal  persons  involved  in 
drafting  this  document  are  Mr. 
Christopher  Yoiuig.  Project  Manager. 
Office  of  Marine  Safety,  Security  and 
Environmental  Protection,  and  Mr. 
Nicholas  GrasselU.  Project  Counsel. 
Office  of  Chief  Counsel. 

Regulatory  History 

On  January  12. 1990,  the  Coast  Guard 
published  an  interim  final  rule  entitled 
"Waiver  of  Crewmember  Citizenship 
Requirements"  in  the  Federal  Register 
(55  FR 1210).  The  Coast  Guard  received 
11  letters  commenting  on  the  interim 
final  rule.  A  public  hearing  was  not 
requested  and  one  was  not  held. 


Background  and  Purpose 

The  Commercial  Fishing  Industry 
Vessel  Anti-Reflagging  Act  of  1987 
(Pubhc  Law  100-239,  as  amended  in 
Public  Law  100-255)  aulhoriz»wl  the 
Secretary  of  Transportation  to  waive, 
except  with  respect  to  the  master,  the 
requirement  that  the  licensed 
individuals  and  75  percent  of  the  total 
number  of  unlicensed  seamen  on  board 
a  U.S.  documented  vessel  must  be 
citizens  of  the  United  States  (46  U.S.C 
8103(b)(3)).  This  authority  has  been 
delegated  to  the  Coast  Guard  (49  CFR 
1.46(b)). 

In  accordance  with  46  U.S.C. 
8103(b)(3).  a  waiver  may  be  granted 
with  respect  to  the  following: 

(a)  An  offshore  supply  vessel  or  other 
similarly  engaged  vessel  of  less  than      ^ 
1600  gross  tons  that  operates  from  a 
foreign  port; 

(b)  A  mobile  offshore  drilling  unit  or 
other  vessel  engaged  in  support  of 
exploration,  exploitation,  or  production 
of  offshore  mineral  energy  resources 
operating  beyond  the  water  above  the 
Outer  Continental  Shelf;  and 

(c)  Any  other  vessel  if  the  Secretary  of 
Transportation  (Coast  Guard) 
determines,  after  an  investigation,  that 
quaUfied  seamen  who  are  citizens  of  the 
United  States  are  not  available. 

This  regulatory  action  establishes  a 
waiver  only  with  respect  to  offshore 
supply  vessels  (OSVs)  that  operate  from 
a  foreign  port,  and  mobile  oSthore 


drilling  uniU  (MODUs)  operating 
beyond  the  water  above  the  U.S.  Outer 
Continental  Shelf  (as  defined  in  43 
U.S.C  1331(a)). 

An  OSV  is  defined  in  46  U.S.C 
2101(19)  as  "a  motor  vessel  of  more 
than  15  gross  tons  but  less  than  500 
gross  tons  that  regularly  carries  goods, 
supplies,  or  equipment  in  support  of 
exploration,  exploitation,  or  production 
of  offshore  mineral  orwnergy  resources 
and  is  not  a  small  passenger  vessel." 

A  MODU  is  defined  in  46  U.S.C 
2101(15a)  as  "a  vessel  capable  of 
engaging  in  drilling  operations  for  the 
exploration  or  exploitation  of  subsea 
resources." 

Waivers  from  citizenship 
requirements  with  respect  to  other 
vessels,  including  vessels  engaged  in 
operations  similar  to  those  of  OSVs  or 
MODUs.  are  not  within  the  scope  of  this 
rulemaking.  Waivers  for  these  vessels 
are  considered  by  the  Coast  Guard  only 
on  an  individual  basis. 

Discussion  of  Comments  and  Changes 

The  11  comments  received  expressed 
a  division  of  opinions  based  on  a  variety 
of  concerns.  In  most  cases,  opposition  to 
the  rule  was  qualified  by  comments  on 
the  appropriate  use  of  a  general  waiver, 
and  support  for  the  rule  was  qualified 
by  comments  on  the  limited  scope  of  the 
waiver.  Three  comments  expressed 
general  opposition  to  any  waiver  which 
allows  the  employment  of  non-U.S. 
citizens  on  U.S.  documented  vessels. 
Four  comments  were  opposed  to  the  use 
of  a  general  waiver  procedure  to  exempt 
certain  U.S.  vessels  from  citizenship 
requirements.  Three  comments 
expressed  support  for  the  rule  but 
wanted  it  broadened  to  include 
additional  vessels.  One  comment 
expressed  concern  regarding  the 
availability  of  radio  officers  but  did  not 
take  any  position  which  was  relevant  to 
the  present  rulemaking. 

The  views  expressea  in  the  11 
comments  related  to  the  following 
general  issues:  (1)  The  consistency  of 
the  rule  with  congressional  intent;  (2) 
the  use  of  a  general  as  opposed  to  an 
individual  waiver  process;  (3)  the  scope 
of  the  general  waiver;  (4)  the 
responsibility  of  the  master  to  determine 
whether  non-U.S.  citizens  are  qualified 
for  crewmember  positions;  (5)  the  effect 
of  foreign  law  on  a  U.S.  vessel  while  it 
is  operating  in  water  subject  to  foreign 
jurisdiction;  and  (6)  the  amendment  of 
46  CFR  15.720(a)  to  reflect  a  statutory 
revision  allowing  substitution  of  U.S. 
crewmembers  by  non-U.S.  citizens  on  a 
U.S.  vessel  on  a  foreign  voyage  imtil  the 
vessel's  return  to  a  port  where  a  U.S. 
citizen  can  be  obtained  expeditiously. 
Each  of  these  issues  is  discussed  below. 


1.  Congressional  Intent 

The  interim  final  rule  was  described 
as  inconsistent  with  the  intent  of 
Congress  by  both  those  who  supported 
and  those  who  opposed  the  rule.  Several 
comments  quoted  sections  of  the  House 
Report  relating  to  the  statutory 
provision  which  authorizes  this 
regulation.  The  relevant  paragraph 
states  as  follows: 

The  Committee  recognized  that  the 
practice  of  employing  a  limited  number  of 
American  citizens  on  offshore  supply  vessels 
and  mobile  offshore  drilling  units  when 
operating  in  foreign  territorial  waters  or  on 
the  high  seas  or  beyond  the  waters  above  our 
Outer  Continental  Shelf  would  have  to  be 
continued.  Therefore,  the  Secretary  of  the 
Department  in  which  the  Coast  Guard  is 
operating  (currently  Transportation)  has  been 
granted  authority  to  waive  the  citizenship 
requirement  in  specific  and  limited  cases. 
The  existing  authority  of  the  Secretary  to 
authorize  a  reduction  in  citizenship 
requirements  after  an  investigation  shows 
that  this  authority  cannot  be  used  under 
normal  circumstances  and  should  only  bo 
used  when  a  cause  and  effect  shortage  is 
adequately  investigated  and  docimienled.  For 
example,  a  sudden  mobilization  effort  in 
which  sufficient  citizen  seamen  are  not 
available,  such  as  occurred  in  the  Korean  and 
Vietnam  conflicts,  might  call  for  a  reduction 
in  citizenship  requirements  documented  after 
an  adequate  investigation.  (House  Report 
100-423.  pages  10  and  11). 

One  comment  said  "these  sentences 
establish  beyond  doubt  that  the 
Congress  did  not  intend  this  waiver 
authority  to  be  used  in  a  general  or 
blanket  manner  o)r  without  a  case-by- 
case  investigatioi^." 

Another  comment  expressed  the  same 
view  and  said  the  report  language 
indicated  that  waiver  authority  was  only 
to  be  used  "in  specific  and  limited 
cases"  and  "clearly  shows  that  Congress 
never  intended  to  allow  citizenship 
requirements  to  be  waived  in  a  general 
manner,  without  a  case-by-case 
investigation." 

In  contrast  to  this  view,  a  comment 
supporting  the  general  waiver  cited  this 
report  language  and  the  wording  of  the 
statute  to  argue  that  the  limited  scope  of 
the  waiver  was  inconsistent  with 
congressional  intent.  Instead,  according 
to  this  view.  Congress  intended  for  the 
waiver  to  be  granted  not  only  to  OSVs 
but  also  to  "other  similarly  engaged 
vessels."  Restricting  the  waiver  to  OSVs 
as  defined  in  46  U.S.C  2101(19) 
excluded  other,  similarly  engaged 
vessels  of  less  than  1600  gross  tons 
which,  in  this  person's  opinion. 
Congress  intended  to  be  covered  by  the 
waiver.  The  comment  said  the 
regulations  were  "too  restrictive,  do  not 
carry  out  the  intent  of  Congress,  and  do 
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not  sufficiently  address  the  needs  of  our 
(offshore  oil  and  gas]  industry." 

Two  other  comments  said  the 
wording  of  46  U.S.C  8103(b)(3)  itself 
expressed  the  "intent"  to  include  "other 
similarly  engaged  vessels  of  less  than 
1600  gross  tons"  and  "other  vessels 
engaged  in  support  of  exploration, 
exploitation,  or  production  of  o^hore 
mineral  energy  resources  operating 
beyond  the  water  above  the  Outer 
Continental  Shelf  in  the  general 
waiver.  One  of  the  comments  said 
"clearly,  Congress  intended  for  [these 
other  vessels]  to  be  treated  the  same  as 
OSVs  and  MODUs." 

The  Coast  Guard  interprets  the 
paragraph  from  the  House  Report 
quoted  above  as  describing  two  separate 
and  distinct  situations.  First,  the 
Committee  on  Merchant  Marine  and 
Fisheries  recognized  that  the  practice  of 
employing  non-U.S.  citizens  on  OSVs 
and  MODUs  when  operating  in  foreign 
territorial  waters  or  on  the  high  seas  or 
beyond  the  waters  above  the  U.S.  Outer 
Continental  Shelf,  needed  to  be 
continued.  "Therefore"  authority  was 
granted  to  waive  the  citizenship 
requirement  "in  specific  and  limited 
cases."  The  Coast  Guard  understands  46 
U.S.C.  8103(b)(3)  (A)  and  (B)  codify  the 
specific  and  limited  cases  in  which 
waivers  are  intended  to  be  granted.  The 
operational  criteria  in  those  subsections 
are  vary  specific  and  limited.  The  fact 
that  the  waiver  in  the  present  rule 
applies  to  a  class  of  vessel  rather  than 
a  specific  ship  does  not  render  the  rule 
incompatible  with  the  report  language: 
the  report  does  not  state  that  each  vessel 
must  be  considered  for  a  waiver 
individually:  it  states  that  the  cases 
must  be  specific  and  limited,  as  they 
indeed  are  when  the  statutory  criteria 
are  applied. 

The  Coast  Guard  understands  the 
second  situation  described  in  the 
Committee's  report  to  include  all  other 
cases,  where  it  can  be  determined  that 
qualified  U.S.  citizens  are  not  available. 
Authority  to  issue  a  wavier  in  this 
situation  existed  in  46  U.S.C  8103(b) 
prior  to  the  enactment  of  the  1987  Anti- 
Reflagging  Act  and  is  "retained" 
according  to  the  report  language.  This 
authority,  according  to  the  report, 
"cannot  be  used  under  normal 
circimistances  and  should  only  be  used 
when  a  cause  and  efliact  shortage  is 
adequately  investigated  and 
documented."  An  example — sudden 
mobilization  during  a  military  conflict- 
is  provided  in  the  report.  There  is  no 
indication  that  the  Committee  intended 
for  this  condition  to  be  met  before  a 
waiver  could  be  issued  with  respect  to 
OSVs  and  MCM)Us  in  the  specific  and 


limited  cases  described  in  the  first 
portion  of  the  paragraph. 

The  wording  and  structure  of  46 
U.S.C.  8103(b)(3)  is  entirely  consistent 
with  the  Coast  Guard's  understanding  of 
the  language  in  the  House  Report. 
Waivers  may  be  issued  in  two  specific 
and  hmited  cases:  OSVs  or  other 
similarly  engaged  vessels  of  less  than 
1600  gross  tons  when  operating  fix>m  a 
foreign  port  (subsection  (A));  and 
MODUs  or  other  vessels  engaged  in 
support  of  exploration,  exploitation,  or 
production  of  offshore  mineral  energy 
resources  when  operating  beyond  the 
water  above  the  U.S.  Outer  Continental 
Shelf  (Subsection  (B)).  Waivers  may  also 
be  issued  in  a  third  category:  "any  other 
vessel"  if  the  Coast  Guard  determines, 
after  an  investigation,  that  qualified 
seamen  who  are  citizens  of  the  United 
States  are  not  available. 

Therefore,  it  is  the  Coast  Guard's  view 
that  Congress  intended  for  waivers  to  be 
considered  under  three  separate  criteria, 
and  the  provisions  of  46  U.S.C. 
8103(b)(3)  do  not  preclude  the  use  of  a 
general  waiver  when  it  is  applied  to  the 
specific  and  limited  cases  described  in 
46  U.S.C.  8103(b)(3)  (A)  and  (B). 

2.  Use  of  General  Waiver  Process 

Three  commipnts  expressed 
opposition  to  granting  any  waiver  of 
citizenship  requirements  to  U.S. 
documented  vessels,  on  the  basis  that 
this  discouraged  the  employment  of 
U.S.  citizens  or  denied  U.S.  citizens 
certain  career  opportunities. 

"The  Coast  Guard  must  respect  the 
statutory  provisions  which  authorize 
waivers  of  citizenship  requirements.  As 
House  Report  100-423  states:  "the 
Committee  recognized  that  the  practice 
of  employing  a  limited  number  of 
American  citizens"  on  certain  OSVs  and 
MODUs  "would  have  to  be  continued." 
The  statutory  provisions  are  very  clear 
as  to  the  criteria  to  be  appUed  in 
granting  waivers  to  these  vessels.  An 
individual  request  to  waive  a 
citizenship  requirement  for  an  OSV  or 
MODU  that  met  the  operational 
conditions  stated  in  46  U.S.C. 
8103(b)(3)(A)  or  (B)  would 
automatically  be  granted  a  waiver 
request  as  long  as  there  was  no  reason 
to  doubt  the  vessel  was  actually 
operating  bom  a  foreign  port  or  beyond 
the  water  above  the  U.S.  Outer 
Continental  Shelf.  Therefore,  the 
exercise  of  waiver  authority  in  these 
conditions  is  considered  to  be  strictly  in 
accordance  with  the  statutory 
provisions. 

Three  comments  expressed 
opposition  to  the  use  of  a  general  waiver 
procedure  and  believed  a  waiver  should 
be  issued  only  on  a  case-by-case  basis. 


Representative  of  this  view  was  one 
letter  which  said  treating  waivers  "in  an 
unUmited,  general  sense  of  whole 
classes  of  vessels  without  specific 
justification"  would  set  a  "oad 
precedent"  and  would  lead  to  an 
expansion  of  general  waivers  "to  other 
kinds  of  vessels,  even,  eventually,  the 
entire  U.S.  flag  fleet" 

As  explained  above,  the  Coast  Guard 
is  convinced  that  Congress  allowed  fior 
a  general  waiver  process  in  46  U.S.C 
8103(b)(3).  The  primary  argiunent  in 
fovor  of  a  general  waiver  for  certain 
OSVs  and  MODUs  was  presented  in  the 
preamble  to  the  interim  final  rule,  as 
follows:  "The  Coast  Guard  is  of  the  view 
that  the  operational  conditions 
established  in  the  Act  for  OSVs  and 
MODUs  are  sufficiently  clear  that  there 
is  no  need  for  a  case-by-case  evaluation 
of  applications  for  waivers  for  vessels 
which  meet  these  conditions."  In  other 
words,  the  criteria  stated  in  46  U.S.C 
8103(b)(3)(A)  and  (B)  are  specific  and 
objective  and  can  be  described 
unambiguously  for  application  of  a 
general  waiver  to  a  limited  class  of 
vessels.  Each  vessel  operator  knows  for  - 
certain  whether  or  not  non-U.S.  citizens 
can  be  employed  on  a  particular  vessel 
under  the  general  waiver,  and  approval 
does  not  require  an  exercise  of  agency 
discretion  on  a  case-by-case  basis. 

In  the  view  of  one  comment,  this 
general  waiver  will  set  a  precedent 
which  will  be  broadened  to  include 
other  classes  of  vessels  in  the  future. 
The  Coast  Guard  finds  that  a  general 
waiver  is  only  appropriate  to  the  extent 
that  specific  and  limited  circumstances 
exist  which  justify  this  process.  There 
are  currently  no  plans  to  expand  the 
general  waiver  procedure  to  any  classes 
of  vessel  other  than  those  identified  in 
the  present  rule. 

The  Coast  Guard  does  not  agree  with 
the  view  of  one  comment  which 
asserted  that  a  waiver  should  only  be 
used  when  a  shortage  of  qualified  U.S. 
citizens  is  adequately  investigated  and 
documented.  Tliis  is  a  separate  statutory 
test  which  applies  under  46  U.S.C 
8103(b)(3)(C)  to  vessels  other  than  the 
OSVs  and  MODU's  described  in  46 
U.S.C.  8103(b)(3)  (A)  and  (B). 

3.  Scope  of  the  General  Waiver 

Three  comments  expressed  support 
for  the  general  waiver  but  argued  that  it 
was  too  narrow  and  should  be 
broadened  to  include  vessels  other  than 
OSVs  and  MODUs  which  are  engaged 
in  similar  activities,  as  provided  in  46 
U.S.C  8103(b)(3)  (A)  and  (B).  These 
comments  argued  that  Congress  clearly 
intended  for  these  vessels  to  be  covered 
by  the-waiver.  One  comment  said  such 
a  narrow  waiver  was  "unfair"  to 
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operaton  of  tba  othar  sijnilarlv-angaged 
vesaals  which  ara  f^ad  with  tha  tama 
difBcultiaa  whan  oparating  undar 
foreign  (urisdictioa. 

In  drafting  the  general  waiver  in  thia 
rule,  the  Coast  Guard  has  aalactad  tha 
elements  of  46  U.S.C  8103(bK3)  whidi 
are  clear  and  unambiguous  and  require 
no  exercise  of  agency  discretion  to 
determine  whether  a  particular  vessel  is 
operating  under  the  conditions  for 
which  citizenship  requirements  are 
waived.  This  is  entirely  consistent  with 
the  congressional  intent  to  apply  the 
waiver  in  specific  and  limited  cases. 
The  terminologyiised  in  46  U.S.C 
8103(b)(3)  with  respect  to  these  "other 
vessels"  is  not  as  precise  and 
unambiguous  as  the  terms  used  with 
respect  to  OSVs  and  MODVt.  In 
particular,  the  phrase  "other  similarly 
enga^  vessel"  in  46  U.S.C 
8103(b)(3)(A)  is  not  as  objective  as  the 
statutcmly  defined  "o&hora  supply 
vessel";  and  the  phrase  "other  vessel 
engaged  in  support  of  exploration, 
exploitation,  ot  production  of  of&hore 
mineral  energy  resources"  is  not  as 
precise  as  the  statutorily  defined  term 
"MobUe  Ofbhora  Drilling  Unit" 

The  use  of  a  general  waiver  for  OSVs 
and  Kff)DUs  does  not  preclude  tha 
issuance  of  an  individual  waiver  to  any 
other  vessel  which  is  determined  by  the 
Coast  Guard  to  meet  tha  critada 
described  in  46  U.S.C.  8103(bX3)  (A) 
and  (B).  However,  tha  Coast  Guard  has 
not  had  any  requests  for  waivers  for 
these  vessels:  and.  until  further 
information  becomea  available  about  tha 
precise  operational  circumstances  of 
these  "otnar"  vessels  which  coiild  be 
used  in  drafting  a  specific  and  limited 
waiver,  the  Coast  &iard  will  evaluate 
any  such  waiver  requests  only  on  a  case- 
by-case  basis. 

^  the  Master  to 
lent  Qualifications 

On^comment  expresaed  concern  that 
the  Coast  Guard  was  in  effect  delegating 
Coast  Guard  authority  to  vessel  masters 
by  reqxiiring  the  master,  under  46  CFR 
15.720(d),  to  assure  that  any  non-U.S. 
citizen  replacement  holds  "a  license  or 
document  which  is  equivalent  in 
experience,  training,  and  other 

aualifications  to  tha  U.S.  license  or 
ocument  required  for  the  position 
*  *  *."In  the  opinion  of  this  comment, 
the  responsibility  for  determining  who 
is  qualified  should  be  performed  oy  tha 
Coast  Guard  on  a  casa^-caaa  basis,  and 
it  is  unreasonable,  in  tha  absanoa  of  a 
"world  wide  guide  of  equivalendea,"  to 
expect  a  master  to  determine  that  a 
foreign  seaman  is  qoalifiad  to  be 
angled  in  a  poaitian  on  a  U.S.  ship. 


4.  Responsibility 
Determine 


As  a  note,  46  CFR  lS.720(d)  is  only 
a  renumbered  and  editorially  revised 
version  of  an  existing  provision.  Thia 
provision  was  firet  promulgated  as  an 
interim  final  rule  in  1987  (52  FR  38654. 
October  16, 1987)  after  it  had  been 
proposed  in  a  supplemental  notice  of 
proposed  rulemaking  (SNPRM)  as  part 
of  a  revision  of  the  manning  regulations 

fireviously  contained  in  46  CFR  part  157 
50  FR  43363.  October  24. 1985).  There 
were  no  comments  submitted  on  this 
provision  at  that  time. 

Section  15.720(d)  should  be 
understood  not  to  delegate  authority  but 
to  assign  a  responsibility  to  the  master. 
The  Coast  Ckuvd's  authority  to  certify 
that  an  individual  meets  certain 
qualifications  and  to  issue  that 
individiial  a  license  or  document  has 
not  been  delegated.  The  master  is 
required  to  ensure  that  non-U.S.  citizen 
replacements  have  documentary 
evidence  to  indicate  they  are  qualified 
to  act  in  a  certain  capacity  on  the  vessel 
(i.e..  that  their  experience,  training  and 
other  qualificatitms  are  eqtiivalent  to 
those  required  for  a  comparable  U.S. 
license  or  document).  The  master's 
judgment  is  not  used  as  a  substitute  for 
Coast  Guard  determinations  of 
qualification  or  as  the  basis  for 
certification  of  competence  for  any  level 
of  ability  except  for  performing  duties  in 
a  specific  position  on  a  specific  vessel. 

5.  The  Effect  of  Foreign  Law  on  a  U.S. 
Vessel  While  H  Is  Operating  in  Water 
Subject  to  Foreign  Jurisdiction 

Two  different  concerns  were 
expressed  by  two  comments  on  tha 
influence  of  foreign  law  on  a  policy  of 
waiving  citizenship  on  U.S.  snips  which 
operate  on  wraters  subject  to  foreign 
jurisdiction.  One  comment  said  it  was 
inappropriate  for  the  Coast  Guard  to 
promu^ate  the  waiver  rule  on  the  basis 
that  U.S.  veasels  must  operate  in  areas 
subject  to  foreign  jurisdiction  where 
local  dtizanship  laws  may  apply,  since 
under  international  law  principles,  the 
flag  State  of  a  ship  has  exclusive 
jurisdiction  over  shipboard  matters 
relating  to  the  internal  order  and 
economy  of  the  vessel. 

The  QMSt  Guard  is  not  convinced  that 
the  comment  has  identified  a  conflict 
between  the  waiver  rule  and 
international  principles  of  flag  State 
jurisdiction.  The  Coast  Guard  is 
convinced  that  these  matten  were  taken 
into  acootut  when  the  statutory 
provisim  allowing  for  waiven  was 
enacted  by  Congress.  A  foreign  citizen 
who  is  engaged  or  employed  on  a  U.S. 
flag  ship  in  accordance  with  this  general 
waiver  should  be  subject  to  U.S. 
jurisdiction  to  the  same  extent  as  a 
foreign  dtiaan  employed,  fo^^axampla. 


to  fill  a  vacancy  in  accordance  with  46 
U.S.C.  8103(e).  The  fact  that  a  foreign 
country  raquiraa.  as  tha  point  was 
expressed  by  another  ccmunant. 
employment  of  "indigenous  crevrs  as  a 
condition  of  resource  development"  in  ■ 
their  offshore  areas,  does  not  in  itself 
alter  the  scope  of  flag  State  jurisdiction 
over  shipboard  matten. 

Another  comment  expressed  concern 
about  the  aspect  of  the  general  waiver, 
stating  there  were  a  number  of  "legal 
questions"  which  should  be 
"thorou^ly  investigated"  by  the  U.S. 
Coast  Guard,  such  as  "what  disciplinary 
action  will  be  available  to  tha  Masten 
aboard  U.S.-flag  OSVs  and  MODUs  with 
foreign  crews"  and  "can  the  U.S.  Coast 
Guard  prosecute  non-U.S.  citizens 
engaged  in  waten  subject  to  foreign 
jurisdiction  aboard  U.S. -documented 
vessels?"  While  the  Coast  Guard  agrees 
that  there  may  be  complicated  legal 
issues  in  recruiting  foreign  citizens  to 
work  on  a  U.S.  vessel  which  is  operating 
in  waten  subject  to  the  jurisdiction  of 
a  foreign  coimtry  and  subject  to 
conditions  imp<Med  by  that  country, 
these  questions  are  not  unique  to  this 
rulemaking.  Furthermore,  in  the  absence 
of  any  specific  Cactxial  scenario,  any 
attempt  to  address  these  complicated 
questions  would  be  vague  and  possibly 
misleading.  In  the  most  general  terms, 
the  Coast  Guwd  is  of  tha  view  that  the 
master  and  crew  on  a  U.S.  dociunented 
vessel  are  subject  to  the  full  application 
of  U.S.  laws  and  regulations  and  any 
agreements  which  the  U.S.  has  entered 
with  countries  which  have  jurisdiction 
over  waten  whare  that  vessel  is 
operating. 

6.  Revision  of  46  CFR  15.720(a)  to 
Reflect  Statutory  Change 

The  1987  Anti-Reflagging  Act  revised 
46  U.S.C  8103(e)  by  allowing  the 
recruitment  of  a  non-U.S.  citizen  to  fill 
the  vacancy  on  a  U.S.  documented 
vessel  on  a  foreign  voyage  only  "until 
the  vessel's  return  to  a  port  at  which  in 
the  most  expeditious  manner  a 
replacement  who  is  a  citizen  of  the 
United  States  can  be  obtained."  The 
previous  venion  of  46  U.S.C.  8103(e) 
allowed  the  substitution  by  a  non-U.S. 
crewmember  "until  the  vessel's  first 
return  to  a  United  States  port  at  which 
a  replacement  who  is  a  citizen  of  tha 
United  SUtes  can  be  obtained."  The 
revision  also  allows  the  substitution 
with  respect  to  every  position  "except 
the  master  and  the  radio  ofBcer" 
(whereas  the  prim  language  excepted 
only  the  master).  Since  the  amendments 
bring  the  regulation  in  line  with  tha 
current  statutory  language,  the  revision 
of  46  CFR  15.720  is  considered  editorial 
in  nature.  Two  comments  expresaed 
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specific  support  for  these  changes  in  the 
rules. 

Regulatory  Evaluation 

This  rule  is  not  major  under  the 
Executive  Order  .12291  and  not 
significant  under  the  Department  of 
Transportation  Regulatory  Policies  and 
Procedures  (44  FR 11040;  February  26. 
1979).  ,f 

The  Coast  Guard  expects  the 
economic  Impact  of  this  rule  to  be  so 
minimal  that  further  regulatory 
evaluation  is  lumecessary.  In  effect  this 
rule  is  permitting  vessels  to  continue  to 
operate  according  to  current  industry 
practice. 

Small  Entities 

Because  this  rule  is  essentially 
procedural  and  will  permit  the  affected 
vessels  to  operate  according  to  current, 
longstanding  industry  practice,  the 
economic  impact  of  this  action  is 
expected  to  be  minimal.  Therefore,  the 
Coast  Guard  certifies  under  section 
605(b)  of  the  Regulatory  Flexibility  Act   / 
(5  U.S.C.  601  et  seq.)  that  this  final  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities. 

Collection  of  Information 

This  final  rule  contains  no  collection 
of  information  requirements  under  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  etseq.). 

Federalism 

The  Coast  Guard  analyzed  this 
rulemaking  in  accordance  with  the 
principles  and  criteria  contained  in 
Executive  Order  12612,  and  it  has  been 
determined  that  the  action  does  not 
have  sufficient  federalism  implications 
to  warrant  the  preparation  of  a 
Federalism  assessment.  This  final  rule 
provides  a  general  waiver  for  offshore 
supply  vessels  (OSVs)  operating  out  of 
foreign  ports,  and  mobile  offshore 
drilling  units  (MODUs)  operating 
beyond  the  water  above  the  U.S.  Outer 
Continental  Shelf  to  use  non-U.S. 
citizens  as  licensed  individuals  and 
unlicensed  seamen  on  U.S.  documented 
vessels.  This  action  was  necessary  to 
allow  these  vessels  to  operate  in  areas 
subject  to  foreign  jurisdiction  where 
local  citizenship  requirements  may 
apply  and  where  recruitment  of  U.S. 
citizens  may  be  impractical.  Since  this 
rule  affects  the  manning  of  these 
specific  vessels  outside  of  State  waters, 
the  Coast  Guard  intends  to  preempt 
State  action  addressing  the  same  subject 
matter.  This  rule  adopts  the  interim 
final  rule  without  change. 


Environment 

The  Coast  Guard  considered  the 
environmental  impact  of  this  rule  and 
concluded  that  under  section  2.B.2  of 
Commandant  Instruction  M16475.1B, 
this  proposal  is  categorically  excluded 
from  further  environmental 
documentation.  The  rule  is  procedural 
in  nature  and  permits  the  affected 
vessels  to  continue  to  operate  according 
to  current  industry  practice.  Therefore, 
this  is  included  in  the  categorical 
exclusion  in  subsection  2.B.2.1, 
"Administrative  actions  or  procedural 
regulations  and  policies  which  clearly 
do  not  have  any  environmental  impact." 
A  Categorical  Exclusion  Determination 
has  been  placed  in  the  docket. 

List  of  Subjects  in  46  CFR  Part  15 

Reporting  and  recordkeeping 
requirements.  Seamen,  Vessels. 

In  consideration  of  the  foregoing,  the 
interim  rule  amending  46  CFR  part  15 
which  was  published  at  5S  FR  1210  on 
^January  12, 1990,  is  adopted  as  a  final 
rule  without  change. 

By  direction  of  the  Commandant. 

Dated:  October  30, 1992. 
ILC  North, 

Captain,  U.S.  Coast  Cugri.  Deputy  Chief. 
Office  of  Marine  Safety,  Security  and 
Environmental  Protection. 
(FR  Doc  92-31914  Filed  12-31-92;  B:4S  am] 
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FEDERAL  MARITIME  COMMISSION 

46  CFR  Part  514 
Podut  No.  90-23] 

Tariffs  and  Service  Contracts;  First 
interim  ATH  Amendments 

AGENCY:  Federal  Maritime  Commission. 
ACnON:  Interim  rule. 

SUMMARY:  In  order  to  implement  the 
Federal  Maritime  Commission's 
("Commission's"  or  "FMC's") 
Automated  Tariff  Filing  and  Information 
System,  the  Commission  issued  an 
interim  rule  on  August  12, 1992.  Several 
comments  were  filed  to  the  interim  rule, 
and  these  amendments  address  those 
comments.  Additionally,  Part  514's 
filing  requirement  for  military  rates 
(tenders)  is  noted  as  being  the  subject  of 
a  separate  rulemaking  proceeding. 

DATES:  Amendments  are  effective  on 
February  3, 1993.  Further  written 
comments  in  response  to  this  notice 
may  be  submitted  by  April  30, 1993. 
and  again,  by  September  30, 1993. 

ADDRESSES:  Written  comments  (original 
and  15  copies)  should  be  sent  to  Joseph 


C  Pdking,  Secretary,  Federal  Maritime 
Commission,  800  North  Capitol  Street, 
NW.,  Washington.  DC  20573-0001. 
FOR  FURTHER  MFORMATION  CONTACT.  John 
Robert  Ewers,  Deputy  Managing 
Director,  Federal  Maritime  Commission, 
800  North  Capitol  Street,  NW., 
Washington,  DC  20573-0001,  (202)  523- 
5800. 

8UPPt.EMENTARY  INFORMATION:  On  August 
12, 1992,  the  Federal  Maritime 
Commission  ("Commission"  or  "FMC") 
issued  an  interim  rule  to  implement  the 
Commission's  Automated  Tariff  Filing 
and  Information  System  ("ATFI"  or  "the 
system").  See  the  Federal  Register  of 
August  12,  1992,  at  57  FR  36248- 
36311.'  While  the  interim  regulations 
were  scheduled  to  go  into  effect  by 
September  11, 1992,  further  comments 
were  invited  to  be  filed  by  September 
30,  1992.  especially  on  the  format  for 
filing  the  essential  terms  of  service 
contracts  under  §  514.17. 

Comments  were  submitted  by: 

Conferences:  Asia  North  America 
Eastbound  Rate  Agreement  (ANERA), 
jointly  with  the  "8900"  Lines,  U.S. 
Atlantic  &  Gulf/Australia-New  Zealand 
Conference,  the  South  Europe/USA 
Freight  Conference,  and  Transpacific 
Westbound  Rate  Agreement  (TWRA),— 
the  "Joint  Conferences,"  and  the  Trans- 
Pacific  Freight  Conference  of  Japan  and 
the  Japan-Atlantic  and  Gulf  Freight 
Conference  ("TPFQ/JAG"); 

Carriers:  Farrell  Lines,  Inc. 
f 'Farrell"),  Sea-Land  Service,  Inc. 
("Sea-Land"),  and  Zim-American  Israeli 
Shipping  Co.,  Inc.  ("Zim"); 

Tariff  Services:  Pacific  Coast  Tariff 
Bureau  ("PCTB").  and  Rijnhaave 
Information  Service.  Inc.  and  World 
Tariff  Services,  Inc.,  a  Rijnhaave  Group 
Company  ("Rijnhaave"); 

Others:  Military  Sealift  Command 
("MSC")  within  the  Department  of  the 
Navy. 

Several  commenters  suggested  a 
"user-group"  approach  to  technical 
problems  (with  periodic  meetings).  The 
Commission  believes  that,  if  the 
industry  is  interested  in  participating  in 
a  user  group,  it  should  take  the . 


'  Since  the  issuance  of  (be  interim  rule  on  August 
12. 1992.  pvt  514  also  bas  been  amended  in 
connection  with  other  regulatory  initiatives.  See.  for 
example.  Tinal  rules  in  ihe  Federal  Kagialar  of 
September  28.  1992  (S7  FR  44S04):  September  29. 
1992  (57  FR  44697):  and  October  8,  1992  (57  FK 
46318).  which  provide  for.  respectively.  Ihe 
reduction  of  notice  for  certain  rate  increases  in  the 
domestic  offshore  trades  to  7  working  days: 
relaxation  of  the  requirements  for  filing  of  financial 
documents  by  non-veesel-operating  commoa 
carriers  in  the  domestic  offshore  trades:  and  the 
amendment  of  service  contracts.  The  ATFI 
implementation  schedule,  as  well  as  proposed 
amendments  to  part  514  to  implement  section  S02 
of  Public  Law  102-582,  are  being  address^ 
separately. 
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appropriate  steps  to  form  such  an  antity 
without  direct  FMC  involvemoit.  other 
than,  perhaps,  an  occasional  invitation 
to  adcheas  tne  group. 

Sectioii-by-Sectioa  Analysis 

The  following  addresses  other 
comments  received  and  the  resulting 
changes  in  Part  514.  if  any,  in  a 
sequence  which  tracks  the  affected 
sections  of  Part  514. 

514.2— DefinJtions 

As  suggested  by  the  Joint  Confiarencas. 
the  definition  of  "Alternate  Port 
Service"  is  revised.  As  requested  by 
Riinhaave,  the  definitions  df 
"Combination  rate"  and  'Commodity 
description"  are  revised,  and  a  new 
definition  (cross  reference)  of 
"IntermOdal  service"  is  added.  All 
suggested  changes  are  improvements, 
leading  to  more  accvirate  definitions  and 
concepts  within  ATFL 

514.3— Exemptions  and  Exclusions 

With  regard  to  transportation  in 
foreign  commerce  of  U.S.  Department  of 
Defense  cargo  under  terms  and 
conditions  negotiated  and  approved  by 
MSC  (see  §S  514.3(b)(4)  and 
514.9(b)(13)),  MSC  suggests  that  the  rule 
delete  the  term.  "American-flag"  so  that 
the  continuing  special  permission  (and 
electronic  implementation  thereof) 
applies  to  all  common  carriers,  both 
U.S.-  and  foreign-flag.  Farrell  and  Sea- 
Land  propose  Uiat  the  rule  be  changed 
to  eliminate  ATFI  filing  and  require 
only  hard  copy  filing  as  at  present.  (See 
also  discontinued  Docket  No.  92-25. 
Pegulation  of  Military  Rates  Under  the 
Shipping  Act  of  1984.) 

Both  suggestions  are  broader  than  the 
provisions  of  part  514,  either  as 
proposed  or  finalized.  Accordingly,  the 
filing  of  military  tenders,  including  the 
above-described  comments,  will  be 
addressed  in  a  separate  proceeding. 

514.7— Tariffs  and  Service  Contracts 

Under  S  514.7(k).  where  a  service 
contract  (and/or  essential  terms)  has 
been  allowed  (directed)  to  be  corrected, 
a  me-too  shipper  can  elect  to  continue 
with  or  without  the  changed  essential 
tenn(s).  This  also  would  apply  to 
amendments  of  service  contracts  and 
essential  terms,  now  permitted  imder  a 
rule  promulgated  in  Docket  No.  92-21. 
While  ATFI  would  show  the  previous 
version  of  the  essential  terms  (in 
history),  it  would  not  show  that  one  or 
more  shippers  has  elected  to  continue 
with  the  previous  version  unless  the 
filer  is  reouired  to  enter  this  information 
(with,  peinaps,  a  special  ATFI  field  in 
which  to  put  it).  Riinhaave  urges  the 
"filing  of  such  data  to  keep  ATFI  as 


viable  a  system  as  possible  to  meet  all 
contingency  essential  term 
applications."  This  information,  while  it 
could  be  helpful  in  administering  me- 
too  provisions,  would  be  more  than  just 
the  filing  of  essential  terms  and  is, 
therefore,  outside  the  scope  of  the 
proposed  rule. 

to  paragmphs  (f)(4).  (1)(1)  and  (1)(2)  of 
§  514.7,  several  cross  reference  citations 
to  paragraphs  in  $  514.17  are  revised  to 
reflect  the  changes  described  in  the 
analysis  for  that  section. 

Paragraphs  (f)(3)  and  (h)(l)(iii)  of 
§  514.7  are  amended  to  require  the 
insertion  in  a  service  contract  of  the 
"FMC  File  Number,"  which  is  generated 
by  the  system  when  essential  terms  are 
electronically  filed  and  made  available 
to  the  filer  by  electronic  mail.  See  new 
$  514.17(d).  This  number  facilitates 
FMC  linkage  of  the  electronically-filed 
essential  terms  and  the  later,  physically- 
delivered-in-paper-form  service  contract 
itself.  Paragraph  (f)(3)  also  requires  that 
filers  of  any  service  contract  indicate  in 
their  transmittal  that  it  is  a  "me-too" 
contract,  if  that  is  the  case.  Many  filers 
do  this  at  present. 

514.8— Electronic  Filing 

The  notice  issue,  including  the 
interim  rule  becoming  effective  on  30- 
days  (rather  than  90-days)  notice 
(similar  to  what  originally  appeared  to 
be  the  notice  period  for  implementation 
after  the  release  of  recent  software 
upgrades),  was  raised  by  a  commenter. 
The  Commission  will  continue  to  give 
the  industry  as  much  notice  as  possible 
in  order  that  they  can  be  ready  for 
implementation.  The  30-day  notice  for 
the  interim  rule,  for  example,  conforms 
to  the  guidelines  set  forth  in  the 
Administrative  Procedure  Act  (5  U.S.C. 
551.  et  seq.).  However,  because 
implementation  under  the  interim  rule 
will  now  not  begin  until  at  least  6 
months  after  it  was  published,  notice 
should  be  more  than  adequate. 

Several  commenters  have  raised 
technical,  non-rulemaking  issues,  which 
either  have  been  or  will  be  addressed. 

In  S  514.8.  paragraph  (n)(l)(iii)(G)  is 
revised  to  indicate  that  the  system 
conformity  checks  will  ensure  that  there 
is  a  30-day  availability  date  for  both 
initial  service  contracts,  as  well  as 
amendments  thereto. 

514.10— Other  Items  Used  Throughout 
ATFI 

As  pointed  out  by  the  commenters. 
freight  forwarder  compensation  is  not 
an  assessorial.  and.  therefore,  is  being 
deleted,  as  an  example  of  an  assessorial 
from  paragraph  (d)(l)(i)(B)  of  §  514.10. 

Paragraph  (d)(l)(ii)  of  §  514.10 
provides  that,  when  there  may  be  a 


conflict  between  the  text  description 
and  the  algorithm  formula  of  an 
assessorial.  the  algorithm  shall  take 
precedence.  The  Joint  Conferences  and 
TPFCJ/JAG  request  that  the  procedure 
should  be  reversed.  I.e..  the  text  should 
t^e  precedence  over  algorithms.' 
Alternatively.  TPFCJ/JAG  argues  that 
the  provision  should  be  suspended  for 
12  to  18  months.  It  is  possible  that 
paragraph  (d)(l){ii)  has  been  confused 
with  the  "bottom-line  calculation" 
provision,  but  the  bottom-line  total  is 
not  intended  to  be  "official"  because  of 
(inter  alia)  non-predeterminable  charges 
and  operator  discretion  used  in  its 
calcufetion.  See  §§  514.10(d)  and 
514.13(c).  Otherwise,  the  commenters 
appear  to  be  addressing  the  extent  to 
which,  if  any,  an  assessorial  can  be 
expressed  in  mathematical  terms 
(algorithm),  vis-a-vis  purely  textual 
description.  (The  latter  would  seem  to 
be  more  susceptible  to  error  or 
ambiguity  in  the  majority  of  cases.)  to 
any  event,  the  Commission  has 
determined  to  make  no  changes  to 
paragraph  (d)(l)(ii).  Any  other  approach 
would  unduly  dilute  the  importance  of 
algorithms  and  the  industry's  duty  to 
ensure  clarity  and  unambiguity  in  tariff 
data. 

514.12— Governing  and  General 
Reference  Tariffs 

As  discussed  below,  the  essential 
terms  of  service  contracts  will  be  filed 
substantially  in  "full-text"  format, 
without  the  capability  (requirement)  of 
"linking"  various  tariff  objects  between 
types  of  tariffs,  including  the  essential 
terms  of  service  contracts.  For  these 
reasons,  essential  terms  publications 
and  tariffs  of  general  applicability  are 
deleted  as  types  of  "Governing  tariffs 
(filed  electronically)"  under  paragraph 
(a)  of  §  514.12,  but  are  included  as 
special  types  of  governing  tariffs  under 
new  paragraph  (c)  of  that  section. 

514.1  S—Tarriff  Rules 

The  requirement  in  paragaph 
(b)(l)(iii)(A)  of  §  514.15  that  a  carrier 
state  its  liability  to  a  shipper  for  each 
type  of  intermoidal  movement  has  been 
deleted  as  requested  by  the  commenters. 
Additionally,  paragraph  (b)(2)(i)  is 
amended  to  delete  the  reference  to 
"inland  rate  tables." 

514.1 7— Essential  Terms  of  Service 
Contracts 

ANERA  continues  to  request  that  ETs 
be  completely  exempted  firom  electronic 
filing.  AltemaUvely.  ANERA  suggesU 


*Th«  r«v«n«  approach,  i.*.,  making  Dm  l«Kt 
vanion  govara  In  case  of  conflict,  would  appaar  (o 
be  ouUida  Iba  (copa  of  the  proposad  rule  in  any 
event. 
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iest  that  ETs 
)m  electronic 
A  suggests 


fiUng  in  "full  text"  TPPq  also 
suggested  this  option.  On  the  other 
hand,  Rijnhaave  stated  that  ETs  fit  the 
ATFI  modd  and  should  be  in  catabase 
format,  but  it  admitted  that  it  would 
take  several  more  rounds  of  comments 
to  achieve  that  result.  Zim  suggested 
that  because  it  is  complicated  to  ccnvot 
ETs  to  electronic  foimat,  the 
Commission  should  accept  the  service 
contract  itself,  with  the  converted  ETs  to 
follow  four  or  five  days  later  (the  reverse 
of  the  current  ATFI  scheme). 

In  view  of  the  difficulties  in 
converting  ETs  to  electronic  fiiHin,  the 
Commission  has  decided  to  adopt  the 
full-text  approadi  in  theae  interim 
amendments,  without  prefudioe  to 
revisiting  the  datdiase  approach  in  the 
future. 

While  the  rule  change  relaxes  the 
electronic  formatting  of  essential  terms 
in  order  to  facilitate  filing  into  ATFI. 
certain  standardization  will  be  retained/ 
required.  Certain  routine  data  will 
continue  to  be  filed  in  data-element 
format,  e.g..  all  relevant  types  of  dates 
and  identifying  niunbers.  Location 
names  will  continue  to  be  validated 
against  the  ATFI  Locations  Databaae. 
although  full-text  clarification  may  be 
given  in  "subterms."  Additionally,  the 
subj^K^  of  ten  mandatory  terms  must  be 
addreued  for  every  essential  term 
document  by  use  of  standardised 
numbering  and  titles.  (If  a  tom  does  not 
apply,  sudi  as  the  clause  for  liquidated 
damages  or  fOT  later  events  causing 
deviation,  the  filer  must  use  the  number 
and  title,  but  with  the  notation  "NA.") 
A  new  mandatory  term  for 
"assessorials"  is  added,  wherein  the 
filer,  in  full  text,  sets  forth  all  ET 
assessorials,  either  fiilly,  or  by  cross- 
references  to  the  places  where  the 
assessorial  may  be  found.  Preferably,  a 
separate  subterm  will  be  used  for  each 
type  of  assessorial. 

In  addition  to  a  new  screen 
illustration,  the  interim  amendments  to 
§  514.17(d)  provide  for  amendment 
nuroben  and  symbols  to  accommodate 
the  new  regulations  allowing 
amendment  of  service  contracts,  and  an 
FMC  File  Number,  gmerated  by  the 
system,  which  will  facilitate  FMC 
linkage  of  an  essential  terms  to  its 
associated  service  contract  See  the 
analysis  under  §  S14.7. 

The  Conunission  believes  that  the 
foregoing  reflects  a  good  compromise 
and  should  facilitate  the  first-time 
formatting  and  electoonic  filing  of 
essential  terms  into  the  ATFI  system. 

514.21— User  Charges 

Section  514.21  is  amended  by  the 
addition  of  routine  billing  and  payment 
information,  i.e.,  how  and  where 


payment  for  ATFI  services  may  be 
made,  and  poialties  for  non-payment, 
which  conffHin  to  penalties  for  non- 
payment  for  other  services  provided  by 
the  Commission  and/or  the  U.S. 
Government. 

Although  the  Commission,  as  an 
independent  regulatory  agency,  is  not 
subject  to  Executive  CMer  12291,  dated 
February  17, 1981,  it  nonetheless  has 
reviewed  these  amendments  to  46  CFR 
part  514  in  terms  of  this  Order  and  has 
determined  that  they  do  not  result  in  a 
"maJOT  rule,"  as  defined  in  Executive 
Order  12291,  because  they  will  not 
result  in: 

(1)  An  annual  effect  on  the  economy  of 
$100  million  or  more; 

(2)  A  ma)or  increase  in  costs  or  prices  for 
oonsumera ,  individual  indiutries,  Federal, 
State  or  local  government  agendas  or 
geographic  regions; 

(3)  Significant  advene  effocts  on 
competition,  employment,  investment, 
productivity,  innovations,  or  on  the  ability  of 
United  States-based  enterprises  to  compete 
%vith  foreign-based  enterprises  in  domestic  or 
export  moriwts. 

The  Federal  Maritime  Commission 
certifies,  pursuant  to  section  605(b)  of 
the  Regulatory  Flexibility  Act,  5  U.S.C 
605(n),  that  the  interim  amendments  to 
46  CFR  part  514  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities, 
including  small  businesses,  small 
organizational  units  and  small 
government  jurisdictions.  Instead,  most 
of  the  amendments  result  fi'om  the 
comments  of  the  affected  industry  and, 
if  anything,  they  will  significantly 
reduce  or  inhibit  any  adverse  economic 
impact  on  small  entities. 

The  collection  of  information 
requirements  contained  in  46  CFR  part 
514  and  Exhibit  1  to  part  514  have  been 
approved  by  the  Office  of  Management 
and  Budget  (C^4B)  in  accordance  with 
44  U.S.C.  chapter  35  and  have  been 
assigned  C^fB  control  number  3072- 
0055.  The  amendments  to  part  514 
contained  in  this  rulemaking  contain  no 
significant,  additional  information 
collection  requirements. 

List  of  Sublecto  in  46  CFR  Part  514 

Barges,  Cargo,  Cargo  vessels.  Exports, 
Fees  and  user  charges.  Freight  Haibors. 
Imports,  Maritime  carriers.  Motor 
carriers.  Ports,  Rates  and  fares. 
Reporting  and  recordkeeping 
requirements.  Surety  bonds.  Trudcs. 
Water  carriere.  Waterfront  fedhties, 
Water  transportation. 

Therefore,  for  the  reasons  set  forth  in 
the  preamble,  and  pursuant  to  5  U.S.C 
552  and  553;  31  U.S.C  9701;  46  U.S.C 
app.  804, 812,  814-817(a),  820,  833a. 
841a.  843,  844,  845. 845a,  845b,  847. 


1702-1712. 1714-1716. 1718, 1721  and 
1722;  and  section  2(b)  of  Public  Law 
101-92;  part  514  of  title  46,  Code  of 
Federal  Regulations,  is  amended  as 
follows: 

PART  514— TARIFFS  AND  SERVICE 
CONTRACTS 

1.  The  authority  citation  for  part  514 
continues  to  read  as  follows: 

AodMrity:  5  U.S.C  S52  and  S53;  31  U.S.a 
9701;  46  U.S.C  app.  804,  812,  814-«17(a), 
820,  833a.  841a.  843,  844,  845, 845a,  84Sb, 
847, 1702-1712, 1714-1716, 1718. 1721  and 
1722;  and  sec.  2(b)  of  Pub.  L  101-92, 103 
Stat.  601. 

2.  In  §  514.2,  the  alphabetically  listed 
definitions  of  "Alternate  port  service," 
"Combination  rate,"  and  "Commodity 
description"  are  revised,  and,  in 
alphabetical  order,  the  definition  of 
"Intermodal  service,"  is  added,  to  read 
as  follows: 

f514.2    Deflnitione. 


Alternate  port  service  means 
substituted  service  whereby  the  vessel- 
operating  common  carrier  for  whom  the 
tariff  object  is  filed  uses  someone  else  to 
perform  the  transportation  between  the 
point  at  which  the  caigo  %vas  tendered 
by  the  shipper  and  the  port  at  which  the 
cargo  is  actually  loaded  on  the  filing 
carrier's  vessel,  or  between  the  port  at 
which  the  cargo  is  discharged  from  the 
filing  carrier's  vessel  and  the  point  at 
whidi  the  cargo  is  to  be  tendoed  to  the 
consignee. 
•        •        •        •        • 

Combination  rate  means  a  rate  for  a 
shipment  moving  under  intermodal 
transportation  whidi  is  computed  by 
the  addition  of  a  TLI.  and  an  inland 
rate(s)  applicable  from/to  inland 
point(s)  not  covered  by  said  TLL 

Commodity  description  means  a 
comprehensive  description  of  a 
commodity  listed  in  a  tariff,  including  a 
brief  definition  of  the  commodity,  any 
applicable  assessorial.  related 
assessorial  charges  if  any.  and  the 
commodity  index  entrieaby  which  the 
commodity  is  referenced. 

Intermodal  service.  See  "intermodal 
transportation." 

3.  In  S  514.7.  in  paragraphs  (f)(4).  flXD 
uid  (1)(2).  change  the  croas  refarenoa 
citations  "§  514.1 7(dM8Mv)"  and 
"S514.17(d)(8)(vi)"  to 
"§5l4.l7(dX7Kvii)-and 
"§514.17(d)(7)(viii)."  respectively.  Also 
in  S  517.7.  paragraphs  (f)(3)  and 
(h)(l)(iii)  are  revised  to  read  as  follows: 
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fS14.7   8«rv<c«oontraettinfor«ign 
comnMTM. 


(3)  Filing  ofme-too  contracts.  The 
service  contract  resulting  from  a  request 
under  this  section  may  be  implemented 
as  described  in  paragraph  (j)(3)  of  this 
section,  and  no  additional  statement  of 
essential  terms  need  be  filed.  The  letter 
transmitting  the  service  contract  itself 
for  filing,  however,  shall  indicate  that  it 
is  a  "me-too"  contract  and  reference  the 
essential  terms  FMC  File  Number.  See 
S514  17(d)(4)(i). 

(!)•*• 

(iii)  A  reference  to  the  statement  of 
essential  terms  numbers,  as  follows: 

(A)  "ET  Number "  as 

provided  in  §514.17(d)(2)(i);  and. 

(B)  "FMC  File  Number. 


conUacts  under  §  514.17  will  usually  be 
"I"  for  initial  filings.  "S"  for 
corrections,  and  the  appropriate 
symbols  for  amendments  to  essential 
terms.  See  §  514.17(d)(5)(i). 

6.  In  §  514.10.  paragraph  (d)(l)(i)(B)  is 
removed  and  paragraphs  (d)(l)(i)  (C). 
(D),  and  (E).  are  redesignated  (d)(l)(i) 
(B).  (C).  and  (D).  respectively;  also,  in 
§  514.10.  paragraph  (d)(l)(iii)  is  revised 
to  read  as  follows: 


UMI 


as  provided  in  S514.17(d)(4)(i). 

4.  In  §  514.8.  paragraphs  (d)(3) 
introductory  text,  and  (n)(l)(iii)(G)  are 
revised  to  read  as  follows: 

S  51 4.8    ElMtronic  flUng. 

(d)'  •  • 

(3)  "Batch  Filing  Guide. "The  ATFI 
"Batch  Filing  Guide"  is  published  and 
updated  in  Pike  and  Fischer.  "Shipping 
Regulation."  SR  329:501.  and  a  copy  of 
the  Guide  is  available  from  BTCL.  The 
"Batch  Filing  Guide"  includes  the 
following  items: 

(n)*  •  • 
(1)  '  *  ' 
(iii)*  •  • 

(G)  Essential  terms  (§  514.17)  must 
have: 

(1)  All  mandatonr  terms  (§  514.17(d)). 

(2)  Availability  (Ute  for  initial  service 
contracts  and  each  amendment  thereto 
at  least  30  days  greater  than  the  filing 
date  ($  514.17(d)(3)). 

5.  In  §514.9.  paragraph  (a)(5)  is 
revised  to  read  as  follows: 

1514.9    HUngrAmandmant  codM  and 
r*qu<r*d  notioa  parloda. 

(a)«  •  • 

(5)  Essentia!  terms  and  terminal 
tariffs.  Due  to  the  absence  of  most  of  the 
notice  requirements  otherwise 
applicable  to  carrier  or  conference 
tariffs,  the  use  of  symbols  under  this 
section  for  terminal  taiitts  will  be 
appropriate  for  the  tariff  objects 
employed  and  filing/maintenance. 
Symbols  for  essential  terms  of  service 


1514.10 
ATFL 


OltMr  Mama  uaad  throughout 


(d)*  •  • 

(D*  •  • 

(iii)  Predeterminable  charges. 
Assessorial  charges  which  can  be 
determined  prior  to  shipment  shall  be 
expressed  in  algorithm  form  and  may  be 
contained  in  Tariff  Rules  of  tariffs  under 
§  514.15,  as  well  as  in  commodity 
descriptions  and  TUs  cf  tariffs  under 
§514.13.  Algorithms,  including  dummy 
algorithms  under  paragraph  (d)(l)(iv)  of 
this  section,  are  not  accommodated  in 
essential  terms  publications  or 
statements  of  essential  terms  under 
§514.17. 

7.  In  §  514.12.  paragraphs  (a)(l){v)  and 
(a)(l)(vi)  are  removed;  and  a  new 
paragraph  (c)  is  added,  to  read  as 
follows: 

i  51 4.1 2    Govaming  and  general  rafaranca 


(c)  Essential  terms  of  service 
contracts.  To  the  extent  possible  under 
the  special  full-text  format  for  electronic 
filing  of  the  essential  terms  of  service 
contracts  under  §  514.17,  the  following 
types  of  governing  tariffs  are 
permissible: 

(1)  Essential  terms  publications  under 
§  514.17(b)  (solely  for  essential  terms 
documents);  and 

(2)  Tariffs  of  general  applicability 
under  §  514.17Cb)(2)  (solely  for  essential 
terms  publications). 

8.  hi  §  514.15.  paragraphs  (b)(l)(iii)(A) 
and  (b)(2)(i)  are  revised  to  read  as 
follows:   . 

f  514.15    Tariff  Rutas. 

•         •         *         •         • 

(b)'  •  ' 

(D*  •  * 

(iii)*  •  • 

(A)  Tariff  Rule  1  shall  describe  the 
modes  of  intermodal  service  provided 
(e.g..  rail,  truck,  etc.). 

(2)*  •  ' 


(i)  All  services  provided  to  the 
shipper  and  covered  by  the  TLIs, 
including  the  rate  bases  set  forth  in 
§§  514.13(b)(17)(ii)  and  (b)(17)(iv)(A): 
and 

9.  In  §  514.17.  paragraphs  (a)(1)  and 
(d)  are  revised  to  read  as  follows: 

§514.17    Eaaantial  tarma  of  aarvica 
contracta  (n  foreign  commarca. 

(a)  General.  (1)  A  concise  statement  of 
the  essential  terms  (ETs)  of  every  initial 
service  contract  (which  is  filed  in  paper 
form  under  §  514.7)  and  appropriate 
amendments  to  ETs  resulting  from  any 
amendment  of  the  filed  service  contract. 
shall  be  filed  with  the  Commission  by 
authorized  persons  (see  §  514.4(d)(5)) 
and  made  available  to  the  general  public 
in  electronic  tariff  format.  Unlike  most 
other  tariff  data.  ETs  shall  be  filed 
largely  in  full  text,  with  a  minimum  of 
database  formatting  (but  with  certain 
other  standardization),  as  set  forth  in 
this  section.  Additionally,  ETs  are  not 
subject  to  the  algorithm  or  linkage 
requirements  of  §  514.10(d).  Filing  and 
maintenance  of  ETs  are  accomplished 
through  an  electronic  essential  terms 
publication  (ETF)  for  each  carrier  or 
conference  filer,  which  contains  ETs  for 
each  of  the  carrier's  or  conference's 
service  contracts. 

(d)  Essential  terms;  specific 
requirements— (1)  ATFI  sample  screen 
illustration.  The  following  ATFI 
simulated  screen  illustrates  the 
elements  required  to  be  contained  in' 
essential  terms  filings  and  how  they 
may  appear  in  the  ATFI  system.  The 
references  in  brackets  in  each  line  are  to 
the  subparagraphs  of  this  paragraph 
which  explain  the  requirements  for  the 
fields  and  the  data  contained  therein. 
See  paragraph  (b)(1)  of  this  section  for 
provisions  regarding  the  essential  terms 
publication.  On  the  screen,  data  above 
the  double  line,  i.e.,  down  through 
"Contract  Termination,"  shall  be 
entered  in  database  format  in  the  special 
fields  provided:  data  beginning  with 
Mandatory  Term  No.  3  ("Commodities") 
shall  be  entered  in  "full-text"  format 
without  the  application  of  algorithms 
under  §  514.10(d).  However,  the 
mandatory  ETs  (Nos.  1  to  10)  shall  bear 
the  appropriate  term  number  and  exact 
mandatory  term  title,  as  set  forth  in  this 
paragraph  (and  the  screen).  If  the 
mandatory  terra  does  not  apply  (e.g.. 
No.  7  or  No.  8).  the  filer  shall  also  enter 
the  symbol  "NA." 
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(2)(i)  ETNuw  (statement  of  essential 
terms  number).  The  "ET  Num"  is 
deHned  by  the  filer  and  shall  be  entered 
in  the  appropriate  field.  See  §  514.7(h). 

(ii)  ET  Heading.  The  filer's  title  of  the 
ET  document  (e.g.,  "Personal  Computers 
from  Taiwan")  is  entered  here  and  will 
appear  in  the  ETP  index  to  the  included 
ETs. 

(3)(i)  SC  NUM  (service  contract 
number).  The  "SC  Num"  is  defined  by 
the  filer  and  shall  be  entered  in  the 
appropriate  field.  See  §  514.7(h). 

(ii)  Amendment  Num.  Where  feasible, 
ETs  should  be  amended  by  amending 
only  the  affected  specific  term(s)  or 
subterms,  mandatory  or  optional.  Each 
time  any  part  of  an  ET  is  amended,  the 
filer  shall  assign  a  consecutive  ET 
amendment  number  (up  to  three  digits), 
beginning  with  the  number  "1."  (The 
amendment  number  field  must  be  "0" 
or  void  for  the  initial  ET  filing.)  Each 
time  any  part  of  the  ET  is  amended,  the 
ET  "Filing  Date"  will  be  the  date  of 
filing  of  the  amtodment  and  the 
"Available  Until  Date"  will  be  30  days 
ftom  the  filing  date,  but  the  filer  can 
enter  a  later  date,  making  the 
availability  period  longer.  See 
correction  provisions  under  §  514.7(k) 
and  paragraph  (d)(5)(ii)  of  this  section. 

(iii)  Available  until.  The  period  of 
availability  of  the  essential  terms  to 
similarly  situated  shippers  shall  be  no 
less  than  thirty  (30)  days,  i.e.,  fi'om  the 
"Filing  Date"  (paragraph  (d)(6)(i)  of  this 
section  and  §  514.10(a)(2))  of  the  initial 
filing  or  the  latest  amendment,  to  the 
"Available  imtil"  date  (automatically 
defaulted  to  30  days  fi-om  the  Filing 
Date  by  the  interactive  ATFI  system,  but 
the  filer  can  enter  a  later  date,  making 
the  availability  period  longer). 


(4)(i)  FMC  File  Num.  The  FMC  File 
Numbers  will  be  system  assigned  as 
initial  ET  filings  are  received/processed. 
The  FMC  File  Numbers  will  be  assigned 
sequentially  and  will  start  at  a  number 
designated  by  FMC  at  production  start. 
The  FMC  File  Number  will  be  provided 
to  filers  in  the  acknowledge  message 
(EMail)  for  filings  so  that  they  can  put 
the  number  in  the  related  service 
contract  when  it  is  filed  in  paper  form. 
See  §514.7(h)(l)(iii)(B).  This  procedure 
will  facilitate  FMC  linkage  of  the  ET  to 
its  related  service  contract. 

(ii)  Contract  effective.  In  addition  to 
the  period  of  availability  of  essential 
terms  to  similarly  situated  shippers,  the 
service  contract  itself  must  have  an 
efiiective  date  and  an  expiration  date 
(see  paragraph  (d)(5)(iii)  of  this  section 
and  §§  514.10  (a)(3)  and  (a)(4)), 
governing  the  duration  of  the  contract 
between  the  original  signatory  parties. 
The  duration  ;nust  also  be  set  forth  in 
mandatory  essential  term  No.  9,  where 
the  duration  of  the  contract  shall  be 
stated  as  a  specific  fixed  time  period, 
with  a  beginning  date  (effective  date) 
and  an  ending  date  (expiration  date). 

(5)(i)  Amendment  type.  All  ATH 
amendment  codes  under  §  514.9,  except 
"G"  and  "S"  (§§  514.9(b)(7)  and 
514.9(b)(ig)),  may  be  used  in  any 
combination,  with  up  to  three 
amendment  codes  for  amendments  to 
ETs.  No  notice  period  is  required  for 
amendments  to  ETs,  except  that 
amendments  to  ETs  require  a  new 
"Available  until"  date,  which  must  be  at 
least  30  days  fi'om  the  filing  date.  For 
the  amendment  code  "S."  see  paragraph 
(d)(5)(ii)  of  this  section. 

(ii)  Special  Case  symbol  and  number. 
The  "S"  amendment  code  (for  special 
case  under  §  S14.9(b)(19)(iii))  must  be 


used  singly,  and  in  conjunction  with  a 
validated  special  case  number  for 
corrections  to  ETs.  See  correction 
provisions  under  §  514.7(k). 

(iii)  Contract  expiration.  See 
paragraph  (d)(4)(ii)  of  this  section. 

(6)(i)  Filing  date.  The  filing  date  is 
automatically  set  by  the  system 
whenever  an  ET  or  amendment  thereto 
is  filed.  See  "Available  until"  in 
paragraph  (d)(3)(iii)  of  this  section. 

(ii)  Contract  termination  date.  A 
statement  of  essential  terms  may  not  be 
canceled  until  after  all  of  its  associated 
service  contracts,  including  any  renewal 
or  extension,  have  expired  under  the 
terms  of  the  contract,  or  have  been 
terminated  for  reasons  not  specifically 
set  forth  in  the  contract.  See 
§§  514.4(e)(2)  and  514.7(l)(l)(ii).  The 
contract  termination  date  would, 
therefore,  be  the  same  as  the  contract 
expiration  date  under  paragraph 
(d)(5)(iii)  of  this  section,  unless 
terminated  sooner,  in  which  case  the 
filer  would  enter  the  earlier  date  when 
the  termination  event  occurred. 

(7)  Terms  and  subtams.  Mandatory 
essential  terms  Nos.  1  to  10  shall 
address  the  subjects  and  bear  the  terms' 
titles  for  the  respective  numbers  exactly 
as  provided  in  this  section.  If  a  subject 
is  not  included,  such  as  No.  7  or  No.  8. 
the  number  must  be  listed  with  the 
appropriate  title  and  the  designation 
"NA."  All  essential  terms,  mandatory 
and  optional,  may  be  subdivided  into 
subterms  (as  illustrated  for  mandatory 
term  No.  4)  to  facilitate  retrieval  and 
amendment.  The  mandatory  terms  are 
as  follows: 

(i)  Ori^n  (No.  1).  "Origin"  includes 
the  origin  port  range(s)  in  the  case  of 
port-to-port  movements,  and  the  origin 
geographic  area(s)  in  the  case  of  through 
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intermodal  movements,  except  that,  in 
service  contracts,  the  origin  and 
destination  of  cargo  moving  under  the 
contract  need  not  be  stated  in  the  form 
of  "port  ranges"  or  "geographic  areas," 
but  shall  reflect  the  actual  locations 
agreed  to  by  the  contract  parties.  See 
§  514.10(b).  Origin  point  and  port 
locations  will  be  validated  against  the 
ATFI  Locations  database.  The  vaUdated 
names  %viU  be  "inserted"  by  the  system 
in  Mandatwy  Term  #1.  The  Mandatory 
Term  may  not  contain  text,  but  jf  the 
flier  wishes  to  use  full  t«xt  to  clarify  or 
expand  on  the  point/port  entries  in 
Term  1.  fiill  text  may  be  used  in 
subterms. 

(ii)  Destination  (No.  2).  "Destination" 
includes  the  destination  port  range{s)  in 
the  case  of  port-to-port  movements,  and 
the  destination  geographic  ar«a(s)  in  the 
case  of  through  intermodal  movements, 
except  that,  in  service  contracts,  the 
origin  and  destination  of  cargo  moving 
under  the  contract  need  not  be  stated  in 
the  form  of  "port  ranges"  or  "geographic 
areas."  but  shall  reflect  the  actual 
locations  agreed  to  by  the  contract 
parties.  See  §  514.10(b).  Destination 
point  and  port  locations  will  be 
validated  against  the  ATFI  Locations 
database.  The  validated  names  will  be 
"inserted"  by  the  system  in  Mandatory 
Term  #2.  The  Mandatory  Term  may  not 
contain  text,  but  if  the  filer  wishes  to 
use  full  text  to  clarify  or  expand  on  the 
point/port  entries  in  Term  2.  full  text 
may  be  used  in  subterms. 

(ui)  Commodities  (No.  3).  Mandatory 
term  No.  3  shall  include  commodities 
covered  by  the  service  contract,  but 
these  commodities  may  not  be  entered 
as  described  in  §  514.13(a),  i.e., 
commodities  cannot  be  entered  in  data- 
element  format,  but  the  full-text  format 
may  incorporate  the  same  elements  of 
information,  as  desired.  See  §  514.7(c) 
for  exempt  commodities.  For  each 
commodity  filed  in  this  term,  a  separate 
formatted  commodity  index  entry  is 
required. 

(iv)  Minimum  quantity  (No.  4). 
Mandatory  term  No.  4  shall  address  the 
minimum  quantity  or  volume  of  cargo 
and/or  amount  of  freight  revenue 
necessary  to  obtain  the  rate  or  rate 
schedule(s).  except  that  the  minimum 
quantity  of  cargo  committed  by  the 
shipper  may  not  be  expressed  as  a  fixed 
percentage  of  the  shipper's  cargo. 


(A)  Subterm.  Example:  Minimum 
quantity  in  20FT  Containers. 

(B)  Subterm.  Example:  Minimum 
quantity  in  40FT  Containers. 

(v)  Service  commitments  (No.  5). 
Mandatory  term  No.  5  shall  address  the 
service  commitments  of  the  carrier, 
conference  or  specific  members  of  a 
conference,  sucn  as  assured  space, 
transit  time,  port  rotation  or  similar 
service  features. 

(vi)  Contract  rates  or  rate  schedule(s) 
(No.  6).  Mandatory  term  No.  6  shall 
contain  the  contract  rates  or  rate 
schedules,  including  any  additional  or 
other  charges  (i.e..  general  rate 
increases,  surcharges,  terminal  handling 
charges,  etc.)  that  apply,  and  any  and  all 
conditions  and  terms  of  service  or 
operation  or  concessions  which  in  any 
way  affect  such  rates  or  charges;  except 
that  a  contract  may  not  permit  the 
contract  rate  to  be  changed  to  meet  a 
rate  offer  of  another  carrier  or 
conference  not  published  in  a  tariff  or 
set  forth  in  a  service  contract  on  file 
with  the  Commission. 

(vii)  Liquidated  damages  for  non- 
performance (if  any)  (No.  7).  Mandatory 
term  No.  7  shall  include  liquidated 
damages  for  non-performance.  See 
§514.7(1). 

(viii)  Later  events  causing  deviation 
from  ET(ifany)  (No.  8).  Where  a 
contract  clause  provides  that  there  can 
be  a  deviation  from  an  original,  essential 
term  of  a  service  contract,  based  upon 
any  stated  event  occurring  subsequent 
to  the  execution  of  the  contract, 
mandatory  term  No.  8  shall  include  a 
clear  and  specific  description  of  the 
event,  the  existence  or  occurrence  of 
yvhich  shall  be  readily  verifiable  and 
objectively  measurable.  See  §514.7(1). 
This  requirement  applies  to,  inter  alia. 
the  following  types  of  situations: 

(A)  Retroactive  rate  adjustments  based 
upon  experienced  costs; 

(B)  Reductions  in  the  quantity  of 
cargo  or  amount  of  revenues  required 
under  the  contract; 

(C)  Failure  to  meet  a  volume 
requirement  during  the  contract 
duration,  in  which  case  the  contract 
shall  set  forth  a  rate,  charge,  or  rate  basis 
which  will  be  applied. 

(D)  Options. for  renewal  or  extension 
of  the  contract  duration  with  or  without 
any  change  in  the  contract  rate  or  rate 
schedule; 


(E)  Discontinuance  of  the  contract: 

(F)  Assignment  of  the  contract;  and 

(G)  Any  other  deviation  from  any 
original  essential  term  of  the  contract. 

(ix)  Duration  of  the  Contract  (No.  9). 
The  duration  of  the  contract  shall  be 
stated  as  a  specific  fixed  time  period, 
with  a  beginning  date  (eff^ective  date) 
and  an  ending  date  (expiration  date). 
See  paragraph  (d)(4)(ii)  and  (d)(5)(iii)  of 
this  section. 

(x)  Assessorials  (No.  10).  Mandatory 
Term  10  shall  contain  all  ET 
assessorials,  preferably  using  a  separate 
subterm  for  each  type  of  assessorial.  For 
•  every  assessorial,  the  filer  shall  set  forth 
either: 

(A)  The  full  assessorial;  or 

(B)  A  complete  cross-reference  to  the 
place(s)  where  it  may  be  found. 

(8)  Optional  terms.  Any  essential  term 
of  a  service  contract  not  otherwise 
specifically  provided  for  in  this  section 
shall  be  entered  after  the  mandatory 
terms  and  in  numerical  order,  beginning 
with  No.  100. 

10.  In  §  514.18.  change  the  cross 
reference  citation  in  paragraph  (c)(1) 
ft-om  "§  514.7(d)"  to  "§  514.4(d)." 

11.  In  §514.21.  the  introductory  text 
is  revised  to  read  as  follows: 

§514.21    User  charge*. 

In  accordance  with  5  U.S.C.  552  and 
31  U.S.C.  9701,  the  user  charges  in  this 
section  are  established  for  services 
under  this  part.  Unless  otherwise 
provided  in  this  part,  checks,  drafts  or 
money  orders  shall  be  remitted  and 
made  payable  to  "Federal  Maritime 
Commission  (OBFM)."  800  North 
Capitol  Street.  NW..  Washington,  EX: 
20573.  Unless  otherwise  specified, 
overdue  payments  will  be  charged 
interest  in  accordance  with  the  rate 
established  by  the  Department  of  the 
Treasury  for  each  30-day  period  or 
portion  thereof  that  the  payment  is 
overdue.  In  addition  to  any  other 
remedy  and  penalty  provided  by  law 
and  regulation,  if  payment  is  overdue 
for  90  days.  ATFI  services  will  be 
denied: 

By  the  Commission. 
Joseph  C.  Polking. 
Secretary. 
|FR  Doc.  92-31889  Filed  12-31-92: 8:45  ami 
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FEDERAL  RESERVE  SYSTEM 

12  CFR  Part  203 

[Docket  No.  R-07M;  Regulatien  C] 

Horn*  Mortgag*  Diadosura;  Propoaed 
Regulatory  Amafldmanta 

AGENCY:  Board  of  Govemora  of  the 

Federal  Reserve  System. 

action;  Proposed  rule. 

SUMMARY:  The  Board  is  publishing  for 
comment  a  proposal  to  amend 
Regulation  C,  which  implements  the 
Home  Mortgage  Disclosure  Act,  to 
incorporate  new  statutory  provisions. 
The  Housing  and  Community 
Development  Act  of  1992  contains 
amendments  that  will  require  financial 
institutions  to  make  their  loan 
application  register  data  available  to  the 
public  beginning  March  31, 1993;  the 
register  must  be  modified  in  accordance 
with  Board  regulations  before  release  to 
die  public.  The  act  also  reauires 
institutions  to  make  their  disclosure 
statement — as  compiled  by  the  Federal 
Financial  Institutions  Examination 
Coimcil— available  to  the  public  within 
three  business  days  of  receiving  it  bom 
the  Examination  Council;  they  currently 
have  30  days  to  do  so.  The  revised  rules 
will  apply  to  the  disclosure  of  the  loan 
and  application  data  collected  for 
calendar  year  1992. 
DATES:  Comments  must  be  received  on 
or  before  January  31. 1993. 
AOOftESSES:  Comments  should  refer  to 
Docket  No.  R-0789  and  be  mailed  to 
William  W.  Wiles.  Secretary,  Board  of 
Governors  of  the  Federal  Reserve 
System,  Washington.  DC  20551.  They 
may  also  be  delivered  to  the  guard 
station  in  the  Eccles  Building  Courtyard 
on  20th  Street,  NW.  (between 
Constitution  Avenue  and  C  Street.  NW.) 
between  8:45  a.m.  and  5:15  p.m. 
weekdays.  Except  as  provided  in  §  261.8 
of  the  Board's  rules  regarding  the 
availability  of  infonnation  (12  CFR 
261.8),  comments  received  will  be 
available  for  inspection  and  copying  by 
any  member  of  tne  public  in  the 


Freedom  of  Information  Office,  room  B- 
1122  of  the  Eccles  Building,  betvraen  9 
a.m.  and  5  p.m.  weekdays. 
FOR  FURTHER  MFORMATKM  CONTACT:  Jane 
Jensen  Cell  or  W.  Kurt  Schimiacher, 
Staff  Attorneys,  or  John  C.  Wood,  Senior 
Attorney,  Division  of  Consumer  and 
Community  Affairs,  Board  of  Governors 
of  the  Federal  Reserve  System, 
Wa^ington,  DC  20551,  at  (202)  452- 
2412  or  (202)  452-3667.  For  the  hearing 
impaired  only,  contact  Dorothea 
Thompson.  Telecommunications  Device 
for  the  Deaf  (TDD),  at  (202)  452-3544. 

SUPPLEMENTARY  MFORMATKM: 

(1)  Background 

The  Home  Mortgage  Disclosure  Act 
(HMDA)  requires  certain  depository  and 
nondepository  mortgage  lenders  that 
have  offices  in  metropolitan  areas  to 
disclose  their  housing-related  lending 
activity  each  year.  The  Housing  and 
Community  Development  Act  of  1992 
(Pub.  L.  102-550, 106  Stat.  3672) 
amends  HMDA  in  several  respects.  The 
statutory  amendments  require 
institutions  to  make  modified  versions 
of  their  loan  application  registers 
available  to  the  public;  the  modified 
registers  must  be  available  before  April 
1  for  requests  made  on  or  before  March 
1  following  the  year  for  which  the  data 
are  compiled,  and  within  30  days  for 
requests  made  after  March  1.  The 
amendments  require  the  Board  to 
specify  deletions  or  modifications  from 
institutions'  registers  needed  to  protect 
the  privacy  interest  of  any  appUcant  or 
borrower,  and  to  protect  an  institution 
from  liability  \mder  federal  or  state 
privacy  laws. 

HMDA  and  Regulation  C  currently 
require  financial  institutions  to  make 
their  mortgage  loan  disclosure  statement 
publicly  available  no  later  than  30 
calendar  days  after  they  receive  the 
statement  frt>m  their  supervisory 
agency.  The  statutory  revisions  amend 
HMDA  to  require  institutions  to  make 
the  disclosure  statement  publicly 
available,  upon  request,  within  three 
business  days  after  receiving  it  from  the 
Federal  Financial  Institutions 
Examination  Council  (FFIEC). 

The  statutory  provisions  contain 
additional  amendments  relating  to  the 
time  periods  within  which  the  federal 
supervisory  agencies  must  make 
disclosure  statements  and  aggregate 
tables  available  to  financial  institutions 
and  the  public  The  statute  requires  that 


for  data  collected  in  1993,  disclosure 
statements  must  be  publicly  available 
for  Septembef  1, 1994.  The  aggregate 
data  that  are  compiled  by  the  FFIEC  are 
to  be  publicly  available  (in  central  data 
depositories)  before  December  1, 1994. 
For  data  collected  in  1994  and 
subsequent  years,  federal  supervisory 
agencies  must  make  every  effort  to 
ensure  that  disclosure  statements  are 
publicly  available  before  July  1,  and 
aggregate  disclosure  reports  before 
September  1,  following  the  year  for 
which  the  data  are  compiled.  In 
addition,  the  statutory  revisions  make 
various  other  amendments  to  HMDA 
that  are  discussed  below. 

The  comment  period  ends  on  January 
31. 1993.  Because  prompt 
implementation  of  the  statutory 
amendments  is  in  the  public  interest, 
the  Board  has  set  a  3oAlay  comment 
period  in  flace  of  the  60  days  normally 
called  for  in  the  Board's  policy 
statement  on  rulemaking  (44  FR  3957, 
January  19, 1979).  The  Board  believes 
an  abbreviated  comment  period  is 
necessary  to  ensure  that  a  final  rule  is 
in  place  as  quickly  as  possible  to 
provide  guidance  to  covered  lenders. 

In  accordance  with  section  3507  of 
the  Paperwork  Reduction  Act  of  1980 
(44  U.S.C  ch.  35;  5  CFR  1320.13).  the 
proposed  revisions  will  be  reviewed  by 
the  Board  imder  the  authority  delegated 
to  the  Board  by  the  Office  of 
Management  and  Budget  after 
consideration  of  the  comments  received 
during  the  public  comment  period. 

(2)  Summary  of  Proposed  Regulatory 
Amendments 

The  following  discussion  simmiarizes 
the  proposed  amendments  to  Regulation 
C  section  by  section.  Heading  changes 
and  certain  other  changes  that  are  self- 
evident  are  not  discussed. 

Section  203.5    Disclosure  and 
Reporting 

Section  203.S(a)  Reporting  to  Agency 

The  Board  proposes  to  revise  this 
section  to  require  institutions  to  retain 
copies  Oi  their  complete  loan 
application  register  for  a  minimum 
period  of  three  years,  not  two  years  as 
presently  required.  This  change  is 
consistent  with  the  provisions  in  the 
new  law  (see  proposed  §  203.5(d)). 
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Section  203.5(b)  Public  Disdosun  of 
Statement 

The  statutory  revisions  reqiiire 
institutions  to  make  their  disclosure 
ttatenient  publicly  available,  upon 
request,  no  later  than  three  business 
days  after  they  receive  the  statement 
from  the  FFIEC  The  Board  proposes  to 
incorporate  this  requirement  into  this 
subsection,  in  lieu  of  the  current  30 
calendar  days  for  public  data 
availability.  However,  the  Board 
proposes  to  limit  the  three-business  day 
requirement  for  availability  to  the 
institution's  home  ofBce.  Because  of  the 
need  for  duplication  and  distribution, 
many  institutions  could  find  it  difficult 
to  make  disclosure  statements  available 
in  a  branch  office  in  other  MSAs  within 
three  business  days  after  receipt 
Therefore,  the  Board  proposes  that 
institutions  have  ten  budness  dajrs  in 
which  to  make  their  disclosure 
statements  available  in  these  MSAs.  The 
Board  solicits  comments  on  this 
proposed  timing. 

Section  203. S(c)  Public  Disdosure  of 
Loan  Application  Repster 

The  statutory  revisions  require 
institutions  to  make  their  loan 
application  registers  available  to  the 
public  upon  request,  and  require  the 
Board  to  specify  deletions  or 
modifications  from  institutions' 
registers  to  protect  the  privacy  interests 
of  applicants  and  borrowers,  and  to 
protect  institutions  from  liability  under 
federal  or  state  privacy  lavrs.  The  Board 
proposes  to  add  this  new  subsection  to 
reflect  this  requirement  The  three  items 
to  be  deleted  (application  at  loan 
number,  data  application  received,  and 
date  of  action  taken)  are  specified  in  the 
instructions  to  the  HMDA-IAR  found 
in  appendix  A;  they  correspond  to  the 
items  specified  by  the  statutory 
amendmoits. 

The  proposed  language  also 
incorporates  the  statutorily  mandated 
time  periods  by  which  an  institution 
must  make  its  modified  register  publicly 
available. 

Section  203.5(d)  AvaildbUity  of  Data 

The  proposed  revisions  to  paragraph 
(d)  reflect  the  amendments  to  the  statute 
requiring  that  modified  loan  application 
re^ster  information  be  retainM  by 
in^tutions  and  made  publicly  available 
for  a  period  of  three  years.  Hie  Board 
proposes  to  use  the  existing  rule 
concerning  the  availability  of  disclosure 
statements  at  the  branch  office  level  as 
the  rule  governing  the  availability  of  an 
institution's  modified  ragislar  data. 

Tba  Board  alao  propoaea  to 
incorpoiile  language  from  the  statutory 


amendments  regarding  the  im(>osition  of 
fees  by  an  institution  for  providing  or 
reproducing  the  modified  loan 
application  register  or  the  disclosure 
statement 

Appendix  A  to  Pott  203— Form  and 
Instructions  for  Completion  of  HMD  A 
Loan/ Application  Register 

m.  Submission  of  HMDA-LAR  and 
Public  Release  of  Data 

D.  Availability  of  disclosure 
statement.  The  proposal  would 
incorporate  the  new  rule  discussed 
above  that  an  institution  must  make  its 
disclosure  statement  available  at  its 
home  office  within  three  business  days 
of  receiving  it  from  the  FFIEC  The 
Board  proposes  to  specify  that 
disclosure  statements  must  be  made 
available  in  at  least  one  branch  office  in 
each  additional  MSA  within  ten 
business  days  after  receipt  from  the 
FFIEC  As  mentioned  above,  the  Board 
solicits  comment  on  this  proposed 
timing.  As  an  alternative,  the  Board 
solicits  comment  on  the  feasibility  of 
specifying  that  copies  of  disclosure 
statements  must  be  made  available  at 
the  appUcable  branch  offices,  upon 
request,  within  a  "reasonable  time"  of 
an  institution's  receipt  of  the  statements 
from  the  FFIEC 

E.  Availability  of  modified  loan 
application  register.  Paragraph  1  of  this 
subsection  would  incorporate  the 
requirement  in  the  new  provisions  that 
the  Board  specify  deletions  or 
modifications  from  an  institution's 
register  to  protect  the  privacy  interests 
of  applicants  and  borrowers.  (See  also 
the  proposed  revisions  to  §  203.5(c).) 
The  deletions  that  the  Board  proposes  to 
reqiiire  are  specified  by  the  newly 
enacted  statute.  These  items  are  those 
that  the  FFIEC  presently  deletes  prior  to 
the  public  release  of  the  edited  raw  data 
that  it  makes  available. 

F.  Location  and  format  of  disclosed 
data.  The  statutory  amendments 
encouraae  institutions  to  make  their 
modified  register  data  available  in 
census  tract  order,  and  allow  the  public 
release  of  this  information  (and  of 
disclosxue  statements)  in  any  media — 
including  hard  copy  or  in  automated 
form — that  is  not  prohibited  by  the 
Board.  The  statute  makes  clear, 
however,  that  aside  from  making  the 
specified  deletions,  institutions  are  not 
required  to  change  the  format  of  the  data 
from  that  used  by  institutions  to 
internally  maintain  this  information. 
The  Board's  proposed  paragraph  F.  in 
the  appendix  reflects  these  statutory 
provisions. 

Additionally,  the  revisions  to  HMDA 
require  institutions'  dlscloeura 


statements  to  be  accompanied  by  a  clear 
and  conspicuous  notice  that  the 
statement  is  subject  to  final  review  and^ 
revision,  if  necessary.  Given  that  the 
FFIEC  compiles  the  disclosure 
statements  of  financial  institutions  for 
public  release  by  the  institutions,  the 
Board  proposes  that  the  FFIEC  add  this 
notice  on  the  disclosure  statements.  ' 
thereby  eliminating  the  need  for 
financial  institutions  to  supply  the 
notice. 

As  mentioned  in  the  supplementary 
information  to  §  203.5(d)  above,  the 
Board  proposes  to  use  the  existing  rule 
concerning  the  availability  of  disclosure 
statements  at  the  branch  office  level  as 
the  rule  for  availability  of  an 
institution's  modified  register  data. 

(3)  Form  of  Comment  Letters 

Comment  lettera  should  refer  to 
Docket  No.  R-078g.  The  Board  requests 
that,  when  possible,  comments  be 
prepared  using  a  standard  typeface  with 
a  type  size  of  10  or  12  characters  per 
inch.  This  will  enable  the  Board  to  i 

convert  the  text  into  machine-readable 
form  through  electronic  scanning,  and 
will  facilitate  automated  retrieval  of         | 
comments  for  review.  Comments  may      | 
also  be  submitted  on  3Mi  inch  or  5V4        | 
inch  computer  diskettes  in  any  IBM- 
compatible  DOS-based  format;  but  must  I 
be  accompanied  by  an  original 
document  in  paper  form. 

(4)  Regulatory  FkxibUity  Analysis 

HMDA  does  not  cover  small 
dei>ository  institutions  (those  with 
assets  of  $10  million  or  less),  or  small 
nondepository  mortgage  lendera  (those 
with  fewer  than  100  home  purchase 
loan  originations  and  assets  of  $10 
million  or  less).  HMDA  also  exempts 
from  coverage  institutions  that  have 
neither  a  home  nor  a  branch  office  in  an 
MSA.  Covered  institutions  currently 
must  provide  their  loan/application 
registera  to  their  supervisory  agencies  by 
March  1  for  the  preceding  calendar  year. 
Any  incremental  burden  caused  by  this 
proposal  would  result  from  the 
requirement  that  these  registera  be 
modified  prior  to  public  release  in  the 
manner  proposed  by  the  Board.  Small 
finandal  institutions  will  likely  have 
fewer  modifications  to  make  to  their 
registera  (based  on  their  fswer  numben 
of  reportable  transactions).  This 
proposal  is  not  expected  to  have  a 
significant  impact  on  the  costs  of  small 
institutions. 

(5)  List  afSubieGls  la  12  Cn  Part  a03 

Banks,  banking.  Federal  Reserve 
System,  Mortgagas.  Reporting  and 
recordkeeping  requirements. 
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(6)  Taxi  of  Propoaad  RavWons 

For  the  reasons  set  forth  in  this 
proposed  rule  and  pursuant  to  the 
Board's  authority  under  section  30S(a) 
of  the  Home  Mortgage  Disclosiire  Act 
(12  U.S.C.  2804(a)),  the  Board  proposes 
to  amend  Regulation  C,  Home  Mortgage 
Disclosibre  (12  CFR  part  203),  as  set 
forth  below. 

Certain  conventions  have  been  used 
to  highlight  the  proposed  changes  to  the 
regulation  and  the  instructions. 
Language  to  be  added  is  shown  inside 
bold-faced  arrows,  while  language  that 
would  be  removed  appears  within  bold- 
faced brackets.  The  Board  is  publishing 
only  those  sections  of  the  regulation  and 
instructions  that  would  be  affected  by 
~^e  changes. 


PAF 
DISCLOS 


IE  MORTGAGE 


1.  The  aihhority  citation  for  part  203 
continues  to  read  as  follows: 

Authority:  12  U.S.C  2801-2810. 

2.  Section  203.5  would  be  amended 
by  redesignating  paragraphs  (c)  and  (d) 
as  (d)  and  (e),  by  adding  a  new 
paragraph  (c).  and  by  revising 
paragraphs  (a)  through  (e)  to  read  as 
follows: 

I203.S    Dtodoatire  and  reporting. 

(a)  Reporting  to  agency.  By  March  1 
following  the  calendar  year  for  which 
the  loan  data  are  compiled,  a  financial 
institution  shall  send  two  copies  of  its 
complete  ^loan  appHcaticml  register  to 
the  agency  office  specified  in  appendix 
A  of  this  regulation,  and  shall  retain  a 
copy  for  its  records  for  a  period  of  not 
less  than  |three4  [two]  years. 

(b)  ^Publicl  disclosure  ^statement4 
[to  thepublici.  A  financial  institution 
shall  make  its  mortgage  loan  disclosure 
statement  (to  be  prepared  by  the  Federal 
Financial  Institutions  Examination 
Council)  available  to  the  public  ^at  its 
home  oSicel  no  later  than  ^three 
business^  [30  calendar]  days  after  the 
institution  receives  it  from  its 
supervisory  agency  ^r  from  the 
Examination  Council.  The  disclosure 
statement  also  shall  be  made  available' 
in  at  least  one  branch  office  in  each 
additional  MSA  where  the  institution 
has  offices,  within  ten  business  days 
after  the  institution  receives  it.|  [The 
financial  institution  shall  make  the 
statement  available  to  the  public  for  a 
period  of  five  years.] 

Kc)  Public  disclosure  of  loan 
application  register.  A  financial 
inrtitution  shall  make  its  loan 
application  register  available  to  the 
public  at  its  hooM  office  after  modifying 
it  in  accordanca  with  appendix  A.  An 


institatkm  ihall  ouke  its  modified 
register  availaUe  following  the 
cslcndar  year  for  which  the  data  are 
compiled,  by  March  31  for  a  reqnaat 
received  on  or  before  March  1,  and 
within  30  days  for  a  request  received 
after  March  1.  The  modified  register 
also  shall  be  made  available  in  at  least 
one  branch  office  in  each  additional 
MSA  where  the  institution  has  offices.^ 

HAH  [(c)]  Availability  of  ^tt»i 
[disclosure  statement].  A  financial 
institution  shall  make  |its  modified 
register  availaUe  for  a  period  of  three 
years  and  its  diadoeure  statement 
available  for  a  period  of  five  years.^ 
[the  disclosure  statement  available  at  its 
home  office.  If  it  has  a  physical  branch 
office  in  other  MSAs,  the  institution 
shall  also  make  a  statement  available  in 
at  least  one  branch  office  in  each  of 
those  MSAs;  the  statement]  ^The 
statement  and  register^  at  a  branch 
office  need  only  contain  data  relating  to 
property  in  the  MSA  where  that  branch 
office  is  located.  An  institution  shall 
make  the  ^ata4  [disclosure  statement] 
available  for  inspection  and  copying 
during  the  hours  the  office  is  normally 
open  to  the  public  for  business.  It  may 
impose  a  reasonable  ^fee  for  providing 
or  rq;>roducing  the  data!  [charge  for 
photocopying  services]. 

MfiH  1(d)]  Notice  of  availability.  A 
financial  institution  shall  post  a  general 
notice  about  the  availability  of  its 
disclosiire  statement  in  the  lobbies  of  its 
home  office  and  any  physical  branch 
offices  located  in  an  MSA.  Upon 
request,  it  shall  promptly  provide  the 
location  of  the  institution's  offices 
where  the  statement  is  available.  At  its 
option,  an  institution  may  include  the 
location  in  its  notice. 

3.  Appendix  A  to  part  203  would  be 
amended  by  revising  the  heading  of 
section  HI.,  by  revising  subsection  in.D., 
and  by  adding  new  subsections  ni.E.,  F.. 
and  G.,  to  read  as  follows: 

Appendix  A  to  Part  203 — Form  and 
In^ructions  for  Completion  of  HMD  A 
Loan/Application  Roister 

III.  Submission  of  HMDA-LAR  and  ^Pnblic^ 
Release  of  |Data4  [Disclosure  Statements] 

ID.  Availability  of  disdocare  Btatement. 
The  Fedtfal  Financial  InstitatioM 
ExaminatioD  Coandl  (FFIEC)  wiU  prepare  a 
diadosura  atatenient  from  the  data  you 
rabmit.  Your  diadoaure  stataneat  will  be 
returned  to  the  name  and  address  indicated 
on  the  transmittal  sheet.  Within  three 
buuneM  day*  of  receiving  your  disclosure 
statement,  you  must  make  a  c(^  available 
at  your  home  ofiBce  for  inspection  by  the 
public  You  also  must  aaaka  your  diadosure 
statement  available,  widiin  ten  bnsineH 
days  after  i^ceipt  of  the  statement  from  die 


PFIEC  In  at  leeal  eae  braach  aflice  in  ( 
additiaMl  MSA  when  you  have  sAoas. 

B.  AvallabiUiy  af  mediOad  loea 
appUcatiaa  legistar. 

1.  To  |>i  elect  the  privacy  ef  applicants  aad 
bonowers.  an  inelitadoa  BMial  modify  its 
loan  appUcatiaB  ngiilar  befno  ralaaae  to 
ttiepidilicbyiemiiiimaefoUowii^ 
informatioa:  the  applicatioB  or  loan  aumbar. 
date  application  received,  and  date  of  action 


2.  A  financial  iMtitudoa  must  make  ito 
aMdifiad  ragialw  available  foUawii«  the 
fahmifw  year  for  wUdi  Am  data  are 
compiled,  by  March  31  for  a  raqoMl 
received  on  or  before  March  1.  and  within 
30  days  for  a  request  received  after  Man^ 
1. 

F.  Locatioa  and  fofaul  ofdiedoaed  data. 
Yon  maat  make  a  fawpletw  copy  of  your 
diti  hffiirt  statviHTrt  and  your  modified 
register  available  to  the  public  at  your  home 
office.  Yon  may  ■mka  thaas  data  available  in 
hard  oqiy  or  in  automated  farm  (such  aa  by 
flippy  disk  or  computer  tape).  Ahhongh  you 
are  encouraged  to  make  your  BMidified  loan 
application  ragiatar  availaUs  to  the  public  in 
oenaua4ract  order,  yon  are  not  raquirsd  to 
do  so.  In  additioB,  if  you  have  physical 
branch  offices  in  otfao'  MSAs,  yon  must 
make  available  in  at  least  one  branch  office 
in  each  of  thoae  MSAs  eithar  a  complete 
copy  of  the  disdonire  •tatement  and  of  the 
modified  register,  or  the  portion  of  each  dmt 
relatas  to  propertiaa  in  that  MSA. 

G.  Posters.  Your  agency  can  provide  you 
with  HMDA  posten  that  you  can  use  to 
inform  the  public  of  the  availability  of  your 
disclosure  statement,  or  you  may  print  your 
own  posters.4 

[D.  The  Federal  Finandal  Institution 
Examination  Council  (FFIEC)  will  prepare  a 
disdosura  statement  from  the  data  you 
submit.  Your  disclosure  statement  will  be 
returned  to  the  name  and  address  indicated 
on  the  transmittal  sheet.  When  you  receive 
that  disclosure  statement  you  must  make  a 
copy  available  for  inspection  by  the  public 
within  30  calendar  days  of  the  date  the 
statement  is  received  by  your  Institution.  You 
must  make  a  complete  copy  available  at  your 
home  office.  If  you  have  physical  branch 
offices  in  other  MSAs,  you  must  make 
available,  in  at  least  one  branch  office  in  each 
of  those  MSAs,  either  the  complete  statement 
or  the  portion  of  the  statement  relating  to  tliat 
MSA. 

Your  agency  can  provide  you  with  HMDA 
posters  tliat  you  can  use  to  inform  the  public 
of  the  availability  of  your  disclosure 
statement,  or  you  may  print  your  own 
posters.] 

By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System,  December  28. 1992. 
William  W.  Wiles, 
Secretary  of  the  Board. 
(PR  Doc.  92-31871  Piled  12-31-«2: 8:45  am) 
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DEFARnMEHT  OF  TRANSPORTATION 
FadMVi  AvMlon  Admlntalrailon 

UCFRPartTI 

lAlraiMM  OeeM  Ito.  »-ANM-aiI 

PropoaadAnaraHonof  JtRoutaJ- 
1S1:WA 

AGENCY:  Federal  Aviation 

Adminirtration  (FAA).  DOT. 

action:  Notice  of  propoeed  rulemaking. 


SUMMARY:  This  notice  propoeea  to  alter 
the  description  of  Jet  Route  )-151  by 
extending  the  route  segment  between 
Whitehall,  MT.  VHF  Omnidirectional 
Rai]^a/Tactical  Air  Navigation 
(VORTAQ  direct  to  Spokane,  WA, 
VORTAC  Currently,  there  is  no  jet  route 
from  Whitehall.  MT.  direct  to  Spokane, 
WA.  This  (et  route  extension  would 
enhance  traffic  flow  and  reduce 
controller  workload. 
DATIS:  Comments  must  be  received  on 
or  before  February  16. 1993. 
AOONESSCS:  Send  comments  on  the 
proposal  in  triplicate  to:  Manager.  Air 
Traffic  Division.  ANM-500.  Docket  No. 
92-ANM-21,  Federal  Aviation 
AdHunistration,  1601  Line  Avenue. 
Southwest.  Renton.  WA  98055-4056. 

The  official  docket  may  be  examined 
in  the  Rules  Docket.  Office  of  the  Chief 
Counsel,  room  916.  800  Independence 
Avenue,  SW.,  Washington,  DC, 
weekdays,  except  Federal  holidays, 
between  8:30  a.m.  and  5  p.m. 

An  informal  docket  mav  also  be 
examined  during  normal  business  hours 
at  the  oCBoe  of  the  Regional  Air  Traffic 
Divisioo. 

FOR  pwmcR  mromxpon  contact: 
Norman  W.  Thomas,  Airspace  and 
Obstruction  Evaluation  Branch  (ATP- 
240),  Airapaoe-Rules  and  Aeronautical 
Information  Division.  Air  Traffic  Rules 
and  Procedures  Service.  Federal 
Aviation  Administration,  800 
Independence  Avenue.  SW.. 
Washington.  DC  20591:  telephone:  (202) 
267-9230. 

suHn^MDirARV  mformation: 


iBvitad 

Intsrasted  parties  are  invited  to 
participate  in  this  proposed  rulemaking 
by  submitting  such  written  data,  views, 
or  arguments  as  they  may  desire. 
Comments  that  provide  the  factual  basis 
supporting  the  views  and  suggestions 
presmted  are  particularly  helpful  in 
developing  reasoned  regulatory 
decisions  on  the  proposal.  Comments 
are  specifically  invited  on  the  overall 
regulatory,  aeronautical,  economic, 
environmental,  and  energy-related 


aspects  of  the  proposal. 
Communications  should  idmtify  the 
airspace  docket  number  and  be 
submitted  in  triplicate  to  the  address 
listed  above.  Commentera  wishing  the 
FAA  to  acknowledge  receipt  of  their 
comments  on  this  notice  must  submit 
with  those  comments  a  self-addressed, 
stamped  postcard  On  which  the 
following  statement  is  made: 
"Comments  to  Airepace  Docket  No.  92- 
ANM-21."  The  postcard  will  be  date/ 
time  stamped  and  returned  to  the 
commenter.  AH  communications 
received  on  or  before  the  specified 
closing  date  for  comments  will  be 
consicMred  before  taking  action  on  the 
proposed  rule.  The  proposal  contained 
in  this  notice  may  be  changed  in  light 
of  comments  received.  All  comments 
submitted  will  be  available  for 
examination  in  the  Rules  Docket  both 
before  and  after  the  closing  date  for 
comments.  A  report  summarizing  each 
substantive  public  contact  with  FAA 
personnel  concerned  with  this 
rulemaking  will  be  filed  in  the  docket. 

Availability  of  NPRM's 

Any  person  may  obtain  a  copy  of  this 
Notice  of  Proposed  Rulemaking  (NPRM) 
by  submitting  a  request  to  the  Federal 
Aviation  Administration,  Office  of 
Public  Affaire.  Attention:  Public  Inquiry 
Center,  APA-220, 800  Independence 
Avenue,  SW.,  Washington,  DC  20591,  or 
by  caiMRg  (202)  267-3485. 
Communications  must  identify  the 
notice  number  of  this  NPRM.  Persons 
interested  in  being  placed  on  a  mailing 
list  for  future  NPRM's  should  also 
request  a  copy  of  Advisory  Circular  No. 
11-2A  whicn  describes  the  application 
procedure. 

The  Proposal 

The  FAA  is  considering  an 
amendment  to  part  71  of  the  Federal 
Aviation  Regulations  (14  CFR  part  71)  to 
alter  Jet  Route  J-151  by  extending  this 
route  from  Whitehall,  MT,  to  Spokane, 
WA.  Currently,  there  is  no  direct  jet 
route  segment  between  these  points. 
This  extension  would  enhance  traffic 
flow  and  reduce  controller  workload.  Jet 
routes  are  published  in  Section  71.607 
of  FAA  Order  7400.7  A  dated  November 
2. 1992,  and  effective  November  27, 
1992,  which  is  incorporated  by 
refarance  in  14  CFR  71.1.  The  jet  route 
listed  in  this  dociunent  would  be 
published  subseouently  in  the  Order. 

The  FAA  has  aetemuned  that  this 
proposed  rmilation  only  involves  an 
estiA)lidied  body  of  technical 
regulations  for  which  frequent  and 
routiite  amendments  are  necessary  to 
keep  them  operationally  current,  h, 
therefore— (1)  is  not  a  "major  rule" 


under  Executive  Order  12291;  (2)  is  not 
a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR 11034;  FefaHruary  26. 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  affect  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

List  of  SubiectB  in  14  CFR  Part  71 

Aviation  safety.  Incorporation  by 
reference.  Jet  routes. 


The  Propoeed  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
proposes  to  amend  14  CFR  part  71  as 
follows: 

PART71-{AMEN0E0] 

1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

AudMrity:  49  U.S.C  app.  1348(a).  1354(a). 
1510,  E.O.  10854.  24  FR  9565,  3  CFR.  1959- 
1963  Comp..  p.  389;  49  U.S.C  106(g):  14  CFR 
11.69. 

171.1    [Amended) 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400. 7A, 
Compilation  of  Regulations,  dated 
November  2, 1992,  and  effective 
November  27, 1992,  is  amended  as 
follows: 

Section  71.607   Jet  roMes. 


I-ISI    [Kaviaad] 

From  Cross  City,  FL;  Vulcan,  AL;  INT 
Vulcan  335'  and  Fannlngton,  MO,  139" 
radials:  Faimington:  St.  Louis.  MO:  Des 
Moines.  lA;  O'Neill.  NE;  Rapid  Qty.  SD; 
Billings,  MT;  INT  Billings  266°  and 
Whitehall,  MT,  103°  radials:  to  Spokane,  WA 


Issued  in  Washington,  DC.  on  December 
21.1992. 

Harold  W.  Backer. 

Manager.  Alrspace-Buht  and  Aeronautical 
Information  Division. 

(FR  Doa  92-31908  Filed  12-  31-92;  8:45  am) 
MLUMO  ooof  4aia-is-M 
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or  Aircraft 


aqency:  Ofllos  of  the  S«a«taiy  of 
Tr»nqx>itatioD,  and  Rawarch  and 
Special  Program*  Adminiatratioo,  DOT. 
action:  Withdrawal  of  propoaad  rule 
and  denial  of  petition  for  rulemaking. 

summary:  This  documaot  denies  a 
petition  for  rulemaking,  filed  in  Docket 
46597,  to  ammd  part  241  of  the 
Department's  Economic  Regulations  to 
indude  a  period  of  confidential 
treatment  for  aircraft  inventory  data 
reported  cm  R^A  Form  41  Schedules 
B-7  and  B-43,  writhdraws  the 
rulemaking  proceeding  initiated  based 
on  the  petition,  and  dmies  the  motions 
filed  in  Docket  46597  for  confidential 
treetmeot  of  aircraft  inventory  data 
reported  on  Schedules  B-7  and  B-43. 
This  document  is  being  issued  because 
the  Department  has  determined  that 
withhrnding  information  reported  on 
Sdiedules  B-7  and  B-43  is  unwarranted 
tmder  the  Freedom  of  Information  Act 
and  the  Department's  regulations 
governing  infbrmatirai  that  is  exempt 
from  public  disclosure. 
DATES:  This  document  is  effsctive  on 
January  4, 1993. 

FOR  PURTMBI  SPOnMATTON  CONTACT 
M.  Clay  Moritz.  )r.  or  Jade  M.  Calloway, 
Office  of  Airline  Statistics.  DAI-10. 
Reseerdi  and  Spedal  Programs 
Administratian,  Department  of 
Transportatian.  400  Seventh  Street. 
SW..  Washinfiton.  DC  20590-0001,  (202) 
366-4385  and  366-4383.  respectively. 

SUPPLBIENTARY  MFORMATION: 


On  July  10, 1991,  tlM  Department 
issued  an  Advanced  Notice  of  Proposed 
Rulemaking  (ANPRM)  seeking  public 
comments  on  the  need  fcv  establishing 
a  period  of  confidential  treatment  for 
Form  41  Schedules  B-7,  Airframe  and 
Aircraft  Engine  Acquisitians  and 
Retirements  and  B-43,  Invaitory.of 
Airframes  and  Aircraft  fiogines  (56  FR 
32992;  July  18. 1991).  This  rulemaking 
notice  respcmds  to  the  confidentiality 
issues  raised  in  the  ANPRM  and  the 
puUic  comments  entered  into  Docket 
46597. 

The  issue  of  confidential  treatment 
was  first  raised  by  the  November  8. 1989 
motion  of  United  Air  lines  (United). 
%^ch  requeued  the  Dnwitmsnt  to 
withhold  from  public  disdosuie  the 


acquisition  costs  and  sales  raaliation 
amounts  for  airframes  and  airaaft 
engines  reported  on  its  Sdiedule  B-7, 
Airframe  and  Aircraft  Engine 
Acquisitians  and  Retirements,  for  the 
quHter  ended  September  30. 1909 
UXidtet  46597).  Subsequent  motions 
vraie  filed  with  every  Sdiedule  B-7 
submitted  since  then  (Docketo  46868. 
46933. 47119  and  47254).  On  Mardi  28, 

1990.  United  also  filed  a  motion  ktt 
confidential  treatment  pertaining  to  the 
airframe  and  aircraft  eqgine  acqvdsitian 
cost  data  reported  on  annual  Saiedule 
B-43,  Inventory  of  Airframes  and 
Aircraft  Enginee.  its  report  covering 
calendar  year  1989  (Docket  46869).  In 
addition,  American  Airlines  filed  a 
motion  dated  August  9, 1990,  for 
confidential  treatment  of  its  Schedule 
B-7  frff  the  quarter  ended  June  30, 1990. 
All  requests  for  confidential  treatment 
were  filed  under  14  CFR  302.39, 
"Ot^ections  to  Public  Disdosure  of 
Information." 

The  Director  of  the  Research  and 
Special  Pronanu  Administration's 
(RSPA's)  Office  of  Airline  Statistics,  in 
a  letter  dated  January  9, 1991,  denied 
each  of  United's  moticms  for 
confidential  treatment.  On  February  1. 

1991,  United  ffled  a  reqxmse  to  the 
letter  in  the  form  (rf  a  petition  for  review 
of  the  staff  action  dwiying  its  motions. 
In  its  petition.  United  sUted  that  it  was 
not  seeking  eocdiisive  confideirtiality  for 
its  data,  but  rather,  believea  that  aircraft 
acquisition  costs  ukd  sales  realiati<m 
amounts  should  be  hM  confidential  for 
all  carriMS.         \ 

In  urging  the  Depertment  to  review  its 
staff  action.  United  vxpnmtiad  its  desire 
to  have  incorporated  in  the  regulations 
governing  the  submission  of  Schedules 
B-7  and  B-43  (14  CFR  241.23,  Schedule 
B-7  and  Schedule  B-43)  a  provision  for 
the  OHifidential  treatment  of  the 
reported  data.  United  also  indicated  that 
it  planned  to  submit  a  petltimi  for 
rulemaldng  proposing  to  amend  part 
241  by  {Hovidii^  fat  the  confidential 
treatmoit  of  the  equipment  price  data 
reported  on  both  schedules. 

Pending  the  filing  of  its  rulemaking 
pc^tion.  United  requested  that  the 
Department  grant  its  motions  to 
withhold  from  public  disdosure  along 
with  those  of  any  other  carrier 
requesting  such  relief.  By  letter  dated 
March  22, 1991.  the  Dfrector,  Office  of 
Airline  Statistics,  granted  United's 
request  for  a  rulemaking  to  explan 
whether  14  CFR  241.23  of  the 
Department's  Economic  Regulations 
should  be  amended  to  accord 
confidential  treatment  for  the 
,  information  reported  on  Form  41 
Schedules  B-7  end  B-43.  A  copy  of  tiie 
March  22  letter  is  provided  es  Exhibtt  A. 


In  the  kttar,  tiM  Dtrsctor,  Offlos  of 
Airline  Statistics,  overturned  his  earlier 
dedsfon  by  granting  United's  motions, 
pending  the  outcome  of  dds  nilamaking 
proceeddiw.  The  Director  also  indicated 
that  in  order  not  to  prsfodge  the 
outcome  of  the  rulemaking  process  snd 
to  prednde  United  from  en^oyine  an 
advantage  over  other  cairiars  By  naving 
its  data  withheld  from  the  public  eye, 
the  Department  would  look  fitvorably 
upon  individual  air  carrier  motions  for 
confidoitial  treatment  of  Form  41 
Sdiedule  B-7  and/or  Form  41  Sdiedule 
B-43.  This  offer  aftpUed  to  the 
information  reported  on  Schedule  B-7 
for  the  fourth  quarter  of  1990  and 
Schedule  B-43  for  the  calendar  year 
1990.  At  the  same  time,  carriers  were 
also  apprised  of  their  ri^t  to  file, 
should  they  so  desire,  subsequent 
motions  for  confidential  treetment  for 
eadi  successive  filing  of  B-7  and  B-43. 

In  order  to  simplify  the  administrative 
burden  of  responding  to  similar  motions 
for  omifidential  treatment  filed  in 
muhiple  dodcets,  the  Mardi  22  letter 
announced  the  Department's  action  to 
consolidate  in  Docket  46597  all 
previously  filed  motions  for  confidential 
treatment  of  Schedules  B-7  and  B-43. 
The  Department's  ANPRM  (Notice  91- 
11)  on  the  issue  of  confidentiality  and 
this  NPRM  are  also  included  in  Docket 
46597. 

AdvsMx  Notice  of  Propoeed 
Rulemaking 

In  wder  to  fwovide  the  focts  necessary 
to  determine  Kvfaether  a  grant  of 
confidentiality  to  airframe  and  aircraft 
engine  data  is  ivananted,  the 
Department,  in  the  ANPRM,  solidted 
answers  to  tlie  following  questions: 

1.  Is  thoe  a  need  to  keep  the 
inforaiation  reported  on  Form  41 
Schedule  B-7  and/or  Form  41  SdieduJe 
B-43  oonfidentiair  Plaaee  eomlain,  in 
detail,  viby  the  informetion  diould  or 
should  not  be  hM  confidentiaL 
Identify,  by  specific  data  element,  the 
information  on  Sdiedulea  B-7  and  B-43 
that  you  believe  should  or  should  not  be 
held  oonfidMottiaL  Explain  how  the 
information  does  or  ooes  not  qualify  for 
confidential  trsatmant  given  the 
governing  body  of  law  and  regulation, 
namely,  the  Fraedom  of  infoimation  Act 
(POIA),  5  U.S.C  552.  and  the 
Department's  regulations.  49  CFR  part  7. 

2.  For  what  length  of  time  should  the 
information  be  held  confidential?  Pleese 
explain  the  qiedflc  reasons,  by  data 
elmnent  if  nooaaaanr,  for  selecting  a 
particular  period  of  time. 


Pnhiki 

Twenty  oommento  were  received  in 
lesponae  to  the  ANTOM.  Sixoommenta 
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were  filed  in  tuppoit  oft  period  of 
confidantielity  for  Form  41  Schedules 
B-7  and  B-43  fay  American  Airlines, 
Inc  (American):  Delta  Air  Lines,  Inc 
(Delta):  Northwrest  Airiinss.  Inc. 
(Northwest):  United  Air  Lines,  inc. 
(United):  United  Parcel  Service.  Co. 
(UPS):  and  The  Boeing  Company 
(Boeing).  Thirteen  comments  were  filed 
in  oppositioo  to  a  grant  of 
conndentiality  b|V  Federal  Express 
Corporation  ^edEx):  McDonnell 
Douglas  Corporation  (MDC):  Air  Line 
Pilots  Association  International  (ALP A): 
Air  Cargo  Management  Group;  Airt 
Services:  BK  Associates.  Inc.;  Avitas, 
Inc.:  The  CTT  Group/Capital  Equipment 
Financing:  DCB  Consultants;  Jack  B. 
Feir  ft  Associates:  Mack  Aviation 
Company.  Inc:  Simat.  Helliesen  ft 
Eichner.  Inc:  and  Yoik  University.  One 
Comment  was  filed,  by  Continental  Air 
Lines.  Inc  (Continental)  suggesting  an 
alternative  course  of  action.  In  addition 
to  these  twenty  comments,  United 
States  Leasing  International,  Inc.  filed  a 
late  comment  in  opposition  to  granting 
confidentialitv.  A  discussion  of  these 
comments  follows: 

Data  EleiaeatB  at  Issue 

In  their  comments.  American,  Delta. 
Noithivest.  United,  and  UPS  identify  the 
foUowing  data  elements  that  they  ■ 
believe  should  be  accorded  confidential 
treatment 


Fonn41 
ScrMdulaa-7 

Fom  41  Sohadula  B-43 

l.Cost. 

ZAfflOfflmy 
DoprKMMt 
oam 

3.  nmaion. 

1.  Aoqubed  ooM  or  capMUad 

2  Alowanoa  lof  (tapiadaSon  of 

aivttfSxatton. 

3  iMpraoawi  ooai  or  ainonma 
4.  CiSiiiiliil  fisidual  vakM. 

UPS.  in  addition  to  these  data 
elements,  states  that  confidentiality 
should  also  be  granted  to  the  "Estimated 
Depreciable  or  Amortizable  Life 
(Months)"  on  Schedule  B-43.  In  its 
comments.  Boeing,  while  not 
identifying  specific  data  elements  on 
Schedule  B-7  and/or  Schedule  B-43 
that  it  believes  should  be  granted 
confidential  treatm«it.  does  refer  to 
"airframe  acquisition  costs"  and  "the 
negotiated  price  of  aircraft." 

FOIA  and  DOT  RsgulatkiBS 

Having  idmitified  the  data  elements  at 
issue,  we  will  now  turn  to  a  discussion 
of  the  need  for  granting  confidentiaUty. 
In  (Hder  to  ream  a  conclusion  on 
whether  or  not  to  withhold  the  above 
infmrnatioo  from  ptiblic  disclosure,  we 
must  examine  the  arguments  made  for 
and  against  confidentiality  vrithin  the 
context  of  the  Fieedmn  of  Information 


Act  (FCMA)  5  U.S.C  552.  This  section 
protects  from  public  disclosure  "trade 
secrets  and  commercial  or  financial 
information  obtained  from  a  person 
(which  is)  privileged  or  confidential"  (5 
U.S.C.  SS2  (b)(4)).  This  section  is  cited 
in  each  of  the  comments  filed  in  support 
of  confidentiality  with  the  exception  of 
Boeing,  which  does  not  address  how  the 
information  at  issue  would  fell  within 
FOIA  guidelines  for  exempting  data 
from  public  disclosure.  Boeing  states: 
"This  letter  is  furnished  in  strong 
support  of  the  subject  ANPRM  to 
provide  confidential  treatment  of  the 
identified  information.  Confidential 
treatment  is  requested  pursuant  to  Rule 
39  of  DOT'S  Rules  of  Practice."  The 
"identified  information"  in  its 
'  comments  refers  to  the  airframe 
acquisition  cost  reported  on  Schedule 
B-7  and  Schedule  B-43.    . 

Since  the  data  elements  in  question 
are  not  a  trade  secret,  we  have  evaluated 
the  information  to  see  if  it  meets  the 
requirements  of  the  second  category  of 
commercial  or  financial  information 
obtained  from  a  person,  which  is 
privil^ed  or  confidential.  Rule  39  of  the 
Department's  Procedural  Regulations 
(14  CFR  302.39),  which  concerns  the 
filing  of  objections  to  public  disclosure 
of  information,  specifically  states  the  49 
CFR  part  7  governs  the  availability  of 
the  Department's  records  and 
documents  to  the  public.  Part  7  contains 
the  Department's  regulatory 
implementation  of  POIA. 

Rule  39  contains  the  procedures  for 
objecting  to  the  public  disclosure  of 
information.  Section  302.39(e)  states 
that  information  covered  in  reports  filed 
with  the  Department  need  not  be 
withheld  from  public  disclosure  unless 
a  «vritten  motion  objecting  to  such 
disclosure  is  filed  with  the  Department. 
The  motion  must  contain,  among  other 
things,  a  description  of  the  information 
to  be  withheld  and  a  statement 
explaining  how  and  why  the 
information  Calls  within  the  FOIA 
exemptions  (5  U.S.C.  552(b)(l)-(9)). 

In  addressing  the  issue  of 
confidentiality  in  view  of  the  provisions 
of  FOIA  and  the  Department's 
regulations,  American,  Delta, 
North«vest.  United  and  UPS  raise  the 
folIo%ving  points: 

•  Pubuc  disclosure  would  impair  the 
Department's  diility  to  obtain  the 
informaticm  at  issue. 

•  Public  disclosure  would  cause 
substantial  competitive  harm. 

•  Public  disclosure  is  inconsistent 
with  the  grant  of  confidentiality  to 
similar  information  by  the  Securities 
and  Kxchanae  CommiiMi<m. 

•  Public  cusdosure  would  require  the 
air  carriers  to  violate  a  contract 


provision  of  eqtiipment  purchase 
agreements  that  bars  release  of  the 
information. 

•  The  informaticm  at  issue  is  not 
customarily  disclosed  to  the  public. 

In  addition  to  these  five  pomts, 
United  cites  Civil  Aeronautics  Board 
Order  79-10-91.  concerning  the 
confidentiality  of  fuel  price  data,  in  its 
support  for  a  grant  of  confidentiality. 
Each  of  these  issues  is  addressed  below 
under  separate  captions. 

Impair  the  Ability  to  Collect  the  DaU 

American  and  UPS  state  in  their 
comments  that  information  should  be 
treated  as  confidential  if  disclosure 
would  impair  the  government's  ability 
to  obtain  die  information  in  the  future 
or  cause  substantial  harm  to  the 
competitive  position  of  the  person  from 
whom  the  information  is  obtained.  In 
support,  both  carriers  cite  National 
Parks  6"  Conservation  Assn  v.  Morton, 
498  F.2d  765.  770  (DC.  Cir.  1974). 
American  also  dtes  Guerra  v.  Guajardo. 
466  F.Supp.  1046, 1059  (S.D.  Tex.  1978) 
aff'd  without  opinion,  597  F.2d  769  (5th 
Qr.  1970);  and  United  Technologies 
Corp.  V.  Department  of  Health  and 
Human  Seivices.  574  F.Supp.  86.  89 
(D.Del.  1983). 

All  of  the  data  elements  at  issue  are 
submitted  in  accordance  with  the 
reporting  requirements  of  14  CFR  part 
241.  Part  241  is  applicable  to  all  large 
certificated  air  carriers.  A  large 
certificated  air  carrier  is  defined  as  an 
air  carrier  operating  under  a  certificate 
of  public  convenience  and  necessity 
issued  imder  section  401  of  the  Federal 
Aviation  Act  of  1958,  as  amended,  using 
aircraft  writh  over  60  seats  or  over  18,000 
pounds  of  payload  capacity,  or 
operating  internationally  (14  CFR 
241.03).  It  is  a  mandatory  condition  for 
air  carriers  operating  under  a  section 
401  certificate  to  abide  by  the 
Department's  regulations.  Since  all  large 
certificated  airiarriers  are  required  by 
regulation  (14  CFR  241.23— Schedule 
B-7  and  Sdiedule  B-43)  to  provide  the 
Department  with  the  information 
contained  in  both  Schedules  B-7  and  B- 
43,  the  Department  believes  that  the 
ability  of  me  government  to  obtain  the 
information  in  the  future  will  not  be 
adversely  afiiacted  by  the  issue  of 
confidentiaUty.  Since  this  test  of     * 
confidentiaUty  has  not  been  met,  we 
next  examine  the  data  elements  under 
the  test  of  substantial  competitive  harm. 

Conqpetitive  Harm 

Each  air  carrier  filing  in  support  of 
confidentiaUty  dtes  competitive  harm 
when  addressing  the  need  for  the 
confidential  treatment  of  the  data  at 
issue.  Befove  discussing  the  carriw 


/  VoL  58.  Na  1  /  Monday.  Janmry  4.  1993  /  lYopowd  Rnlet 


comments  on  oompetitiv*  harm.  It 
diould  ba  noted  that  Booing'i  commmts 
support  the  need  for  confidantiaUty  by 
Stating  that,  in  its  opinioa.  diadosura  of 
the  inlonnatifm  at  issue  wrouhl  ba 
competitivriy  hannful  to  earners  filing 
Schedules  B-7  and  B-43.  While 
remaining  cognizant  of  Boring's 
comment  on  briialf  of  the  reporting 
carriers,  the  Department  wrlll  weigh  its 
decision  as  to  potential  for  oompatitive 
harm  based  on  the  oonunrats  of  the  air 
carriers  that  are  directly  affected. 

As  to  the  affected  carriers,  American 
states:  "It  is  not  necessary  to  show 
actual  competitive  harm;  actual 
competition  and  the  likelihood  of 
substantial  injury  is  all  that  is 
necessary."  Prof nsional  Review 
Organization  of  Florida,  Inc.  ▼.  U.S. 
Department  of  Health  and  Human 
Services,  607,  P.Supp.  423  P.C.  1985)  at 
425-426. 

Similarly,  Delta  states  that 
information  is  considered  confidential  if 
disclosure  of  the  information  is  likely  to 
cause  substantial  harm  to  the 
competitive  positicm  of  the  person  from 
whom  the  infonnaticHi  was  obtained. 
National  Parks  8-  Conservation  Assn  v. 
Morton,  supra.  Under  this  test.  Delta 
quotes  National  Parks  and  Conservation 
Assn  V.  Kleppe,  547  F.2d.  673, 683  (D.C 
Qr.  1976):  "*  •  *  No  actual  adverse 
efiisct  on  competition  need  be  shown 
•  •  •  Tlie  court  need  only  exercise  its 
judgment  in  view  of  the  nature  of  the 
materials  sought  and  the  competitive 
circumstances  [in  which  the  person 
from  whom  the  information  was 
received  does  business),  relying  at  least 
in  part  on  relevant  and  credible  opinion 
testimony." 

Northwest  also  dies  National  Parks  &• 
Conservation  Assn  v.  Morton,  supra,  as 
support  that  information  is  confidential 
if  it  could  cause  substantial  harm  to  the 
competitive  position  of  the  person  from 
whom  the  information  was  obtained. 
Northwest  goes  on  to  state  that 
information  bom  which  competitors 
oould  deduce  ofwrating  costs,  profit 
margins,  and  competitive  vulnerability 
is  generally  confidential  and  dtes  a 
number  of  cases  in  support: 
Westinghouse  Electric  Corp.  v. 
Schlesinger,  392  F.Supp.  1248  (E.D.  Va 
1974),  afTd.  542  F.2d  1190  (4th  Or. 
1976).  cert,  denied.  431  U.S.  924  (1977) 
(data  describing  a  company's  workforce 
held  exempt  from  FOIA);  Natiornd  Parks 
and  Conservation  Assn  v.  Kleppe,  supra, 
(agency  records  concerning  concession 
operations  at  National  Parks  held 
exempt  from  FOIA);  Sterling  Drug  v. 
FTC.  450  F.2d  698  p.C.  Cir.  1971) 
(disclosure  of  certain  documents 
pertaining  to  corporate  acquisiti(Hi 
properly  withheld  by  agency):  McCoy  v. 


WeinbergBT.  386  P.Supp.  504  (W  J>.  Ky. 

1974)  (cost  raport  from  nursing  homa 
held  exempt  from  FOIA  dlsdosnra). 

In  arguing  that  public  diadosura  of 
the  data  elements  at  issue  would  causa 
substantial  competitlw  harm.  UPS 
states  that  the  District  of  Columbia 
Circuit  Court  of  Appeals  admowledsed 
the  implication  of  msclosura  of  similar 
information  in  Worthinpon 
Compressors,  Inc.  t.  Costb.  213  U.S. 
App.  D.C  200. 662.  P.2d  45. 51  (1961). 
In  this  case,  the  court  rejected  an 
argument  that  design  and  engineering 
8{Mdfications  for  (^  compressors  were 
not  entitled  to  confidential  treatment 
because  competitors  could  take  the 
compressors  apart  and  determine  how 
they  were  made.  UPS  dtes  the  court  as 
stating: 

Because  competition  in  business  turns  on 
the  relative  costs  and  opportunities  bced  by 
members  of  the  same  industry,  there  is  a 
potential  windfall  for  comp>etiton  to  whom 
information  is  released  imder  FOIA.  If  those 
competitors  are  charged  only  minimal  FOIA 
retrieval  costs  for  the  infonnation,  rather  than 
the  considerable  costs  of  private 
reproduction,  tbey  may  be  getting  quite  a 
bargain.  Such  bargains  could  easily  have 
competitive  consequences  not  contemplated 
as  part  of  FOlA's  inincipelaim  of  promoting 
openness  in  government 

As  to  competitive  harm,  UPS  states 
that,  imlike  the  Worthington  case,  the 
Department's  Form  41  sdiedules  are  the 
sole  meens  for  competitors  to  obtain  the 
information  and  the  test  under  the  case 
(Worthington  at  51)  becomes  one  of 
considering  "how  valuable  the 
information  will  be  to  the  requesting 
competitors  and  how  much  this  gain 
will  damage  the  submitter."  UPS  goes 
on  to  state:  "There  is  little  doubt  as  to 
how  valuable  purchase  and  sale  prices 
of  aircraft  would  be  to  a  competitor  who 
does  not  have  the  resources  or  abilities 
to  negotiate  the  same  type  of 
arrangement.  One  should  be  entitled  to 
the  fruits  of  their  labor." 

We  agree  that  actual  harm  need  not  be 
shown,  only  the  likelihood  of 
substantial  competitive  harm,  in  order 
to  prevail  on  a  grant  of  confidentiality. 
We  now  turn  to  the  issue  of  substantial 
competitive' harm,  as  addressed  in  the 
comments. 

Americah  states  its  belief  that  public 
disclosure  would  imdermine  its"*  *  * 
efforts  to  negotiate  more  favorable 
aircraft  and  engine  piuchase  prices,  as 
vendors  would  be  for  less  willing  to 
grant  concessions  knowing  that  other 
carriers  would  learn  of  and  demand  the 
same  terms."  Beyond  this,  American 
states  that  public  disclosure  would  chill 
the  willingness  of  vendors  to  engage  in 
price  negotiations. 


Similatly.  Datta  alalaa:  "Airaafk  and 
angina  poichasaa  fans  a  ooBttnual 
stream  of  oompiax  trnnaactiwn  that 
require  a  gnat  daal  of  nagotiatiiig  skill 
and  axparianoa  to  obtaia  dia  most 
fevorabla  tanas  poaaiUa  uadar  ttia 
particular  drcumalanoaa.  Any 
advantages  adiiavad  by  Daka  through 
hard,  aima-langth  bargainiiig  with 
mamifactuian  would  Ukaly  avaporata.  if 
Delta's  coBipatitoss  ara  able  to  ruy  on 
information  availabla  in  Drila's 
Schadulaa  B-7  and  B-43  to  gain 
leverage  in  their  own  alraaft  aoqtdsitiaa 
ncnotiations.'* 

N(»thwest  states  that  tha  need  to  keep 
tha  infonnation  at  issue  confidential 
relates  directly  to  its  ddlity  to  acquire 
aircraft  at  tha  lowest  possiUa  cost,  and 
maximize  laaala  vahia. 

In  a  similar  vein.  United  states  that  it 
appUes  considerable  management 
resources  in  trying  to  obtain  airframaa 
and  engines  at  tha  lowest  possible 
acquisition  cost  and  dispoae  of  these 
assets  at  the  highest  powble  sales  price. 
As  with  Deha.  United  states  that  public 
release  of  the  aircraft  acquisition  costs 
arid  sales  realization  amounts  denies  it 
the  full  benefit  of  its  negotiating  efforts. 

UPS  states"*  *  *  the  disdoaure  of 
aircraft  price  infiormation  will  cause 
substantial  harm  to  tha  competitive 
position  of  the  submittOT  by  revealing 
the  fruits  of  the  negotiation  process 
leading  to  the  agreement.  There  is  a 
multitude  of  unique  factors  to  be 
considered  in  arriving  at  the  negotiated 
purchase  price  of  an  aircraft.  Disclosure 
of  this  price  information  would  be 
analogous  to  creating  government- 
required  tariffs  on  airline  prices." 

Delta,  Northwest  and  United  each 
comment  that  disdosure  of  the  airfrvnie 
and  aircraft  cost  and  sales  price 
infonnation  leeds  to  an  unfair 
competitive  advantage  vis  a  vis  foreign 
flag  carriers,  which  are  not  required  to 
report  their  equipment  prices  to  the 
Department  United  goes  on  to  state  that 
it  is  commerdally  damaging  for  U.Si. 
carriers  to  have  the  traits  of  their 
competitive  efforts  with  manufacturers 
divulged  to  foreign  flag  competitors  that 
will  use  the  infonnaticm  to  c^in  the 
best  possible  purdiase  price. 

By  contrast.  Northwest  states  that  U.S. 
carriers  have  an  advantage  in  that  U.S. 
carriers  can  sometimes  obtain  more 
favorable  voliune  discounts  than 
relatively  smaller  fcneign  flag  carriers. 
Northwest  furthw  states  that  disdosure 
tends  to  increase  pressure  on 
manufacturers  to  lessen  the  discount  to 
a  U.S.  flag  carrier  to  avoid  the  need  to 
grant  similar  discounts  to  all 
purchasers. 

ALPA  and  Airt  Services  both  question 
the  carriers'  contention  as  to  substantial 
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competitive  hann.  ALPA.  in  resDooM  to 
the  DepaitnMot't  question  as  to  how 
airframe  and  aircraft  engine  cost 
infonnatioD  would  qualify  for  an 
exemption  from  FOIA.  stated  that,  until 
United's  motion  for  confidentiality  was 
filed  in  1989.  the  information  contained 
in  B-7  and  B-43  has  been  routinely 
available  and  carriers,  such  as  United, 
have  nevertheless  been  frilly  capable  of 
transacting  business.  ALPA  goes  on 
fruther  to  state  that  United  and  other 
carriers  can  claim  only  that  it  might  be 
easier  to  transact  business  if  this 
information  was  not  available  to  its 
competitors,  but  luch  a  claim  does  not 
meet  the  standard  of  substantial  harm  to 
its  competitive  position. 

UnitM  states  m  its  comments,  that,  if 
disclmed.  its  equipment  costs  can  be 
used  by  its  competitors  to  negotiate 
reductions  in  prices  on  ongoing  flight 
equipment  purchase  contracts.  United 
further  states  that  once  a  carrier's  costs 
are  divulged,  competitors  can  use  the 
information  to  negotiate  contract  price 
adjustments  from  the  same  suppliers  the 
carrier  is  using  or  from  competing 
suppliers. 

In  its  comments,  Airt  disputes  the 
contention  that  disclosure  of  the 
financial  data  on  B-7  and  B-43  enables 
competitors  to  use  the  data  as  a  starting 
point  in  their  own  negotiations  to  obtain 
equal  or  more  favorable  prices,  allowing 
the  carrier  to  enjoy  lower  capital  costs 
and  compete  more  efficiently.  Airt  states 
that  aircraft  acquisition  contracts 
contain  a  large  niunber  of  individual 
items  and  terms  of  purchase  that  affect 
the  final  price.  Some  examples  of 
contract  provisions,  identified  by  Airt. 
that  can  affect  the  price  of  aircraft  are 
the  size  of  the  order,  delivery  dates, 
inflation  clauses,  selected  manufacturer 
or  carrier  supplied  equipment, 
configuration,  warranty,  and  financing. 
Airt  states  that  in  order  to  be  useful  in 
a  competitive  situation,  a  competitor 
would  also  need  to  know  the  frill  terms 
and  conditions  of  the  contract. 

As  to  the  "acquired  cost  or  capitalized 
value"  reported  on  Schedule  B-43  for 
airframes  and  engines,  AIRT  points  out 
that  this  amount  may  change  frtim  year 
to  year  as  modifications  are  made  to  the 
aircraft.  For  used  equipment,  AIRT 
states  that  an  important  determinant  of 
the  cost  of  used  aircraft  reported  on 
Sdiedule  B-7  is  the  time  between 
overhauls.  The  time  between  overhauls 
is  not  reported  on  Schedule  B-7; 
therefore,  its  impact  on  the  acquisition 
co^sales  price  of  used  aircraft  cannot 
be  determined. 

After  considering  the  comments,  the 
Department  believes  that  the  comments 
in  support  of  confidentiality  do  not 
demonstrate  that  disclosure  of  the  cost 


information  reported  on  Form  41 
Schedules  B-7  and  B-43  would  likely 
result  in  substantial  competitive  harm  to 
the  carriers  submitting  the  schedules.  In 
assessing  the  potential  for  competitive 
harm,  the  Department  has  considered 
the  impact  that  the  availability  of  the 
information  over  the  last  several 
decades  has  had  on  competition.  The 
Department  is  unaware  of  any  instance 
where  the  public  release  of  acquisition 
cost  and/or  sales  realization  data  has 
sulwtantially  harmed  the  competitive 
position  of  an  individual  air  carrier. 
Considering  that  airframe  and  aircraft 
engine  acquisition  costs  and  sales 
realization  amounts  have  been  publicly 
available  for  several  decades,  the 
Department  believes  that  it  would  be 
reasonable  to  expect  that  historical 
evidence  of  substantial  competitive 
harm  would  exist,  given  the  history  of 
public  availability.  None  of  the 
comments  submitted  in  support  of 
confidentiality  has  presented  any 
evidence  that  substantial  competitive 
harm  has  occurred. 

In  reaching  this  conclusion,  the 
Department  has  also  considered  the 
changes  that  have  occurred  within  the 
operating  environment  of  the  air 
transportation  industry,  namely  the 
advent  of  deregulation  and 
accompanying  changes  in  carrier  route 
structures  and  competition.  This  new 
evolution  of  the  industry  began  with  the 
passage  of  the  Airline  Deregulation  Act 
of  1978,  which  phased  in  deregulation 
of  the  domestic  sector.  Domestic  routes 
were  deregulated  beginning  January  1, 
1982  and  the  fares  charged  for  domestic 
air  transportation  were  deregulated  as  of 
January  1, 1983.  Thus,  deregulation  has 
been  evolving  for  almost  fourteen  years 
and  the  Department  is  unaware  of  any 
occurrence  of  substantial  competitive 
harm  that  has  resulted  from  the 
availability  of  Schedules  B-7  and  B-43. 

As  to  Delta's.  Northwest's  and 
United's  comment  that  disclosure  of  the 
airfiame  and  aircraft  cost  and  sales  price 
information  creates  an  imfair 
competitive  advantage  vis  a  vis  foreign 
flag  carriers,  the  Department  is  unaware 
of  any  evidence  that  U.S.  carriers,  in  the 
international  area,  either  have  been  or 
would  be  substantially  harmed  by  the 
disclosure  of  Schedules  B-7  and  B-43. 
-The  Department  also  notes  that  there 
is  no  consensus  among  the  affected 
parties  as  to  whether  the  information 
should  be  held  confidential.  Of  the 
eleven  largest  air  carriers  (Group  III  air 
carriers,  defined  as  having  over  $1 
billion  in  total  annual  operating 
revenues),  only  five  submitted 
comments  in  response  to  the  ANPRM. 
Four  filed  in  support  of  confidentiality, 
while  one.  Federal  Express,  filed 


comments  in  support  of  continuing  the 
public  availability  of  Form  41  Schedules 
B-7  and  B-«3. 

In  its  comments.  Federal  Express, 
contends  that  the  cost  information 
reported  on  Schedules  B-7  and  B-43 
provides  the  financial  community, 
appraisers,  aviation  consultants,  and 
buyers  and  sellers  with  reference  points 
for  evaluating  fair  market  values  on 
aircraft  airframes  and  engines.  Federal 
Express  goes  on  to  state  that:  "The 
elimination  of  such  credible  data  on 
which  to  project  fair  market  value  could 
very  well  reduce  the  willingness  of 
investors  to  invest  in  aircraft.  This  could 
have  a  detrimental  impact  on  the  ability 
of  the  airline  industry  to  raise  financing 
for  the  large  number  of  aircraft  needed 
to  accommodate  future  traffic  growth." 
In  concluding.  Federal  Express  states 
that"*  *  *  airline  disclosure  of  Form 
41  Schedules  B-7  and  B-43  ensures  a 
reasonable  balance  of  investment 
information,  and  thus  opportunity,  for 
all  air  carriers,  thereby  enhancing 
competition.  Federal  Express' 
experience  is  that  aircraft  and  engine 
manufacturers  base  their  pricing  on 
order  size,  support  requirements,  and 
credit  worthiness.  Those  carriers  who 
are  in  the  best  position  to  meet  these 
factors  are  able  to  negotiate  the  best 
prices." 

Of  the  sixteen  air  carriers  classified  as 
Group  n  (carriers  with  total  annual 
operating  revenues  of  between  $100 
million  and  $1  billion),  only  one  carrier, 
UPS,  filed  a  comment.  UPS  filed  in 
opposition  to  the  public  disclosure  of 
airframe  and  aircraft  engine  acquisition 
costs  and  sal^  realization  amounts. 
None  of  the  tnirty-one  Group  I  air 
carriers  (defineoNM  having  total  annual 
operating  revenues  between  $0  and 
$100  million)  filed  comments  regarding 
this  rulemaking  notice.  As  to  each 
group's  reporting  obligation.  Group  HI 
and  Group  II  air  carriers  file  both  the 
quarterly  report  of  airframe  and  aircraft 
engine  acquisitions  and  retirements 
(Schedule  B-7).  and  the  annual 
inventory  of  airframes  and  engines 
(Schedule  B-43).  Group  I  air  carriers  file 
only  the  annual  inventory  of  airframes 
and  engines. 

Before  moving  on  to  the  issue  of  the 
Securities  and  Exchange  Commission's 
grant  of  confidentiality,  we  want  to 
address  Boeing's  comments  regarding 
the  competitive  harm  to  aircraft 
manufacturers.  In  discussing 
competitive  harm.  Boeing  cites  four 
factors  in  support  of  its  position  that 
airframe  acquisition  costs  should  be 
kept  confidential:  (1)  Boeing  does  not 
routinely  make  the  information 
available  and  takes  steps  to  maintain  its 
confidentiality.  (2)  Boeing  has  recently 
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rmninded  its  customers  of  the  sensitive 
nature  of  this  information.  (3)  Boeing 
has  requested  its  customers  to  take 
appropriate  actions  to  protect  its 
confiaentiality,  and  (4)  the  information 
is  of  the  type  and  content  which  has  in 
the  past  been  treated  as  ccmfidential  by 
the  Securities  and  Exchange 
Commission. 

In  claiming  a  competitive 
disadvantage,  it  must  be  kept  in  mind 
that,  in  order  to  remain  confidential,  the 
information  at  issue  must,  among  other 
things,  result  in  the  likelihood  of  Boeing 
sufiiBring  substantial  competitive  harm. 

Boeing  is  the  only  aircraft 
manufacturer  to  support  confidential 
treatment.  Neither  of  Boeing's  main 
competitors,  McDonnell  Dmiglas  (MDC) 
and  Airbus  hidustrie,  support 
confidentiality.  MDC,  on  its  own  behalf, 
filed  comments  supporting  the 
continued  public  availability  of  the  cost 
information  reported  on  Schedules  B-7 
and  B-43.  MDC's  comments  are 
discussed  under  the  caption  "Comments 
in  Support  of  PubUc  Access."  While 
Airbus  did  not  file  a  comment  in 
support  of  confidential  treatment  in 
response  to  the  ANPRM,  it  should  be 
noted  that  the  acquisition  cost  of  Airbus 
aircraft  is  reported  on  Schedules  B-7 
and  B-43  by  those  U.S.  air  carriera 
operating  such  aircraft.  As  of  the  quarter 
ended  Kterch  31, 1992,  five  (American, 
America  West,  Continental,  Delta  and 
Northwest)  of  the  eleven  ma}or  U.S.  air 
carriers  aro  operating  over  one  himdred 
aircraft  manufactured  by  Airbus  and 
Airbus  has  not  objected  to  the 
availability  of  this  information. 

The  Departinent  has  concluded  that 
Boeing  would  not  be  likely  to  suffer 
substantial  competitive  harm  if  the 
aircraft  cost  data  reported  on  Schedules 
B-7  and  B-43  were  publicly  available. 
As  stated  previously  in  discussing  the 
comments  of  the  air  carriera  that  filed  in 
support  of  confidential  treatment,  the 
inrormation  Boeing  seeks  to  hold 
confidential  has  been  publicly  available 
for  decades  and,  despite  Boeing's 
comment  that  it  does  not  routinely  make 
such  data  available  and  takes  steps  to 
protect  its  confidentiality,  this,  to  the 
Department's  knowledge,  is  the  first 
time  Boeing  has  objected  to  the 
availability  of  any  data  reported  on 
either  Schedule  B-7  ot  Sdiedule  B-43: 
moreover,  as  stated  previously,  this  is 
also  the  first  time  that  the  Department 
is  aware  of  Boeing  making  an  effort  to 
"remind  its  customera  of  the  sensitive 
nature  of  this  information  and  request 
its  customera  to  take  appropriate  action 
to  protect  its  confidentiality." 

As  in  the  case  of  the  canien  filing 
Schedules  B-7  and  B-43.  the 
Departmoit  believes  that,  given  the 


decades  the  data  have  been  available, 
especially  over  the  last  decade  during 
which  the  air  transportation  industry 
operated  in  a  deregulated  competitive 
environment,  the  existence  of 
competitive  harm  affecting  aircraft 
manu&cturen  would  have  surfaced.  In 
readiing  its  conclusion,  the  De{>artment 
notes  tlut  no  evidence  of  competitive 
harm  has  been  presented  by  any  party 
arguing  for  conndential  treatment 
Based  on  the  comments  submitted  into 
the  docket,  the  Department  concludes 
that  it  is  xmlikely  that  either  the  affected 
air  carriera  or  Boeing  would  suffer 
substantial  competitive  harm  through 
the  pubhc  availability  of  Schedules  B- 
7  and  B-43. 

Boeing's  comment  that  the  aircraft 
acquisition  cost  data  reported  on 
Schedules  B-7  and  B-43  are  of  the  type 
and  content  which  have  in  the  past  been 
granted  confidential  treatment  by  the 
Securities  and  Exchange  Commission  is 
discussed  below. 

SEC  Confidentiality 

American,  Delta,  United  and  Boeing, 
in  support  of  a  grant  of  confidentiality, 
state  that  the  S^:urities  and  Exchange 
Commission  (SEC)  has  granted 
confidential  treatment  to  data  that  are  of 
the  type  and  content  similar  to  the  data 
at  issue  here.  American  and  Delta  both 
state  that  the  SEC  grants  confidential 
treatment  to  air  carriera'  "aircraft 
acquisition  costs  and  other  sensitive 
financial  information."  Delta  and 
Boeing  go  on  to  state  that  the  SEC's 
grant  of  confidentiality  occura  on  a 
regular  or  routine  basis.  In  support. 
Delta  and  United  have  cited,  as 
examples  of  the  SEC's  grant  of 
confidentiality,  certain  exhibits  to  their 
SEC  Form  lOK  filings.  Delta  dtes 
Exhibit  10.8  to  its  Form  lOK  for  fiscal 
year  ended  June  30, 1990.  United  dtes 
Exhibits  (10)K  and  (10)L  to  UAL 
Corporation's  Form  lOK  filing  for  the 
year  ended  December  31, 1989.  United 
is  a  wholly-owned  subsidiary  of  UAL 
Corporation.  The  request  for 
confidential  treatment  filed  vrith  the 
SEC  was  submitted  jointly  by  UAL  and 
United.     . 

In  order  to  better  imderstand  this 
apparent  anomaly  in  the  application  of 
FOIA  regarding  aircraft  acquisition  costs 
and  sales  realization  amoimts,  we 
examined  UAL's  Exhibits  (10)K  and 
(10)L  to  its  }989  Form  lOK  report.  The 
review  has  disclosed  that  both  exhibits 
contain,  in  great  detail,  the  specific 
contract  terms  and  conditions  regarding 
the  purchase  of  Boeins  757-222  and 
737-222  aircraft  (Exhibit  (lO)lC),  and 
767-322ER  aircraft  (Exhibit  (10)L). 

Similarly,  we  also  examined  Delta's 
Exhibit  10.8  to  its  SEC  Form  lOK  for 


fiscal  year  ended  June  30, 1990.  Exhibit 
10.8  is  Purchase  Agreement  No.  1646, 
whidi  was  executra  vrith  the  Boeing 
Company  for  the  acquisition  of  Boeing 
Model  737-332  aircraft  As  vrith 
United's  piuchase  agreement.  Delta's 
agreement  also  contains,  in  spedfic 
detail,  the  contract  terms  and  conditions 
regarding  the  aircraft  purchase. 

In  general,  our  review  revealed  that 
purchase  agreements  indude  the 
number  of  aircraft  that  are  part  of  the 
basic  order  as  well  as  the  number  of 
option  aircraft.  The  schedule  of  aircraft 
deliveries,  by  month'and  year,  is  also 
induded.  As  to  acquisition  cost,  only 
base  year  prices  are  included  along  with 
a  myriad  of  provisions  that  must  be 
factored  in  to  arrive  at  a  "final  price." 
Among  these  provisions  are  agreemmts 
as  to  buyer  furnished  equipment, 
excusable  delays,  customs  duties, 
warranties,  adjustment  fsctore  for 
economic  fluctuations,  post  delivery 
support,  accelerated  deUvery  of  options, 
cancellation  of  options,  training  of 
cockpit  crews,  and  various  credit 
memoranda.  Any  one  of  these 
provisions  could  have  an  impad  on  the 
price  of  each  delivered  aircraft.  The 
final  price  can  also  be  affeded  by 
changes  required  by  law  or  government 
regulation  that  may  be  required  to 
secure  a  standard  airworthiness 
certificate.  Beyond  the  basic  contrad. 
many  side  letter  agreements  are 
executed  between  the  contracting 
parties,  affecting  the  twms  and  possibly 
the  cost  of  the  contrad.  Another 
significant  determinant  of  price  is  the 
quantity  of  aircraft  covered  by  a  spedfic 
purchase  agreement,  the  volume  of 
Dusiness  transaded  between  buyer  and 
seller  and  whether  the  aircraft  order  is 
a  launch  order  for  a  new  aircraft  type. 

Without  the  knowledge  of  the 
particular  circumstances  surrounding  an 
agreement  and  the  many  detailed 
provisions  of  the  contrad,  an  individual 
could  not  deduce  exactly  how  the  price 
of  a  spedfic  aircraft  was  computed  and 
how  the  various  fadora  were  weighted 
in  arriving  at  the  final  price.  Further 
masking  the  connection  of  the 
acquisition  cost  reported  on  Schedule 
B-7  are  any  modifications  that  a  carrier 
may  make  to  an  aircraft  between  the 
time  it  is  delivered  and  placed  in 
service.  Any  such  modifications  would 
be  induded  in  the  reported  cost. 
As  to  the  inventory  of  aircraft 
reported  on  Schedule  B-43,  the 
connection  between  buyer  and  seller  is 
even  man  tenuous.  Any  modification  or 
betterment  that  is  made  to  the  aircraft  is 
included  in  the  reported  acquisition 
cost/capitalized  value.  For  example  any 
changes  in  avionics,  noise  abatement 
technology,  cabin  configuration,  or 
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governmental  ragulatioo  tuch  as 
pasaengar  exit  requiramenta,  are  all 
included  in  the  raviaad  coat/capitalizad 
value  of  tlie  afiiacted  aircraft  Aa  time 
passea,  keeping  in  mind  that  Schedule 
B-43  is  submitted  annually,  the 
pn^Mbility  increases  that  the  "cost" 
initially  reported  on  Schedule  B-7  will 
not  be  the  same  as  the  cost  reported  on 
the  latest  filing  of  Schedule  B-43. 

As  to  used  aircraft,  an  important 
factor  in  determining  price  is  the 
amount  of  time  betwMo  o««rtiauls. 
which  is  not  reported  on  either 
Schedule  B-7  or  Schedule  B-^3. 
Another  bctor  in  dstarmining  the 
reported  cost  of  used  aircraft  is  whether 
the  aircraft  is  "equii^>ed"  as  needed  or 
requires  modification  before  being 
placed  in  transport  service. 

In  reviewii^  the  comments,  no 
evidence  has  been  presented  that  would 
lead  the  Department  to  omclude  that 
carriers  are  not  ^le  to  engage  in  arm's- 
length  negotiations  to  acquire  and  sell 
aircraft  or  would  likely  suffer 
substantial  competitive  harm  due  to  the 
availability  of  Schedules  B-7  and  B-43. 
There  also  is  no  indication  that  any 
carrier  has  sufisred  substantial 
competitive  harm  in  disposing  of  or 
puruiasing  used  aircraft 

Absent  ue  Imowledge  of  the  full 
terms  and  conditions  contained  in  the 
purchase/sale  agreement  the 
Department  fails  to  see  how  the 
information  reported  on  Schedules  B-7 
and  B-43  can  subject  air  carriers  to  the 
likelihood  of  suffering  substantial 
competitive  harm. 

Contract  Proviaioiis 

As  a  manufecturer/seller  of  aircraft 
Boeing  states  that  selling  commercial 
aiixTaft  is  highly  competitive  and  that 
prematiire  disclosure  of  the  financial 
data  applicable  to  Boeing  aircraft  to 
purchasers  of  aircraft  or  to  competing 
manufacturers  would  seriously  impair 
Boeing's  future  sales  of  aircraft,  and 
would  put  Boeing  at  a  continuing 
disadvantage  with  respect  to  its 
domestic  and  foreign  competitors. 
Boeing  goes  on  to  state  that  it  does  not 
routinely  make  such  information  public 
and  takes  steps  to  maintain  its 
confidentiality.  Boeing  also  states  it  has 
recently  reminded  its  customers  of  the 
sensitive  nature  of  the  information  and 
has  requested  its  customers  to  take 
appropriate  actions  to  protect  its 
coafidmtiality.  Boeing  equates  the 
airframe  acquisition  costs  reported  on 
Schedules  B-7  and  B-43  to  the 
information  that  has  in  the  past  been 
treated  as  confidantial  bv  the  SEC 

American.  Deha.  and  UPS  each 
commented  that  airframe  and  aircraft 
engine  acquisition  contracts  contain 


confidentiality  proviaioos  that  are 
ovoridden  by  the  Department's  public 
release  of  Schedules  B-7  and  B-t3.  As 
stated  by  UPS.  "Normal  business 
practice  treats  sales  and  purchasing 
negotiations  as  a  confidential  matter 
unless  the  parties  involved  choose  to 
make  the  details  of  their  negotiations 
public  As  a  result  confidentiality 
clauses  are  standard  in  these  types  of 
agreements  and  the  parties  are  Uius 
prohibited  fnaa  disclosing  price 
information,  except  where  required  by 
law."  Boeing  states  that  the  contractual 
provisions  provide  for  full  compliance 
with  all  government  filing  requirements 
and  that  it  has  always  relied  on  the 
agency  to  which  the  data  are  provided 
for  reasonable  protecti(Hi  from  broad 
public  disclosure. 

It  should  be  noted  that  both  before 
and  after  deregulation,  the  former  Civil 
Aeronautics  Board  collected  on 
recurrent  Form  41  schedules,  aircraft 
acquisition  cost  and  sales  realization 
daU  that  were  available  for  inspection 
in  a  public  reports  reference  fedlity. 
Subsequent  to  the  sunset  of  the  CAJB. 
the  Department  has  continued  this 
policy  of  public  availability.  As  to  the 
information  filed  on  Schedules  B-7  and 
B-43.  this,  to  the  best  of  the 
Department's  knowledge,  is  the  first 
time  that  Boeing  has  filed  an  ob)ection 
to  the  disclosxire  of  any  data  collected 
on  these  two  schedules. 

In  siun,  neither  the  former  CAB  nor 
the  Department  has  changed  the  policy 
regarding  the  public  availability  of  the 
airframe  and  aircraft  engine  cost  data  at 
issue  and  Boeing  has  never  objected, 
until  now.  to  the  policy  of  public 
release.  That  inaction  leads  us  to  believe 
that  Boeing  was  previously  satisfied 
with  the  public  information  policies  of 
the  agency  collecting  the  aircraft 
acquisition,  retirement  and  inventory 
data.  Because  of  these  facts,  the 
Department  fails  to  see  the  relevance  of 
Boeing's  comment  that  it  does  not 
routinely  make  such  information  public 
and  takes  steps  to  maintain  its 
confidentiality. 

The  Department  assumes  that  the 
steps  Boeing  refers  to  relate  to  the  filing 
of  data  with  the  SEC  The  Department 
recognizes  that  there  is  a  historical  trail 
where  the  SEC  has  granted  the 
confidential  treatment  requests  of 
Boeing  and  its  customers  that  address 
the  diaclosure  of  information  contained 
in  aircraft  piirchase  agreements. 
However,  Boeing's  statement  that  the 
information  at  issue  is  of  the  type  and 
content  as  that  which  is  filad  mth  the 
SEC  has  already  been  discussed  and 
rejected  under  the  preceding  caption. 
"SEC  Confidentiality." 


As  with  the  affected  air  carriers,  the 
Department  notes  that  thara  is  no 
consensus  »mnng  aircraft  manufacturers 
as  to  the  need  for  ocmfidentiality.  Boeing 
and  McDonnell  Douglas  are  the  onlv 
two  aircraft  manufei^urers  that  filed 
comments.  McDonnell  Douglas,  on  its 
bebalf,  filed  comments  supporting  the 
continued  public  availability  of  the  coat 
infonnati<Hi  reported  on  Schedules  B-7 
and  B-43.  Its  comments  are  discussed 
under  the  caption  "Comments  in 
Support  of  Ftiblic  Access." 

Based  on  the  preceding  discussion, 
the  Department  concludM  that  it  is 
unlikely  that  Boeing  would  suffer 
substantial  competitive  harm  in  its 
future  sales  of  aircraft  due  to  the  public 
availability  of  Schedules  B-7  and  B-43. 

Customary  Discloaare 

American  states  that  it  would  not 
publicly  disclose  the  cost  and 
depreciation  figures  contained  in 
Schedules  B-7  and  B-43  absent 
government  compulsion  to  do  so. 
Similarly.  UPS  states  that  normal 
business  practice  treats  sales  and  > 

purchasing  negotiations  as  a 
confidential  matter  unless  the  parties 
involved  choose  to  make  the  details  of 
their  negotiations  public  Delta's 
position  is  that  diaclosiira  of  aircraft 
acquisition  costs  and  sales  realization 
amounts  reported  on  Schediiles  B-7  and 
B-43  is  not  required  by  the  public 
interest 

Whether  or  not  a  carrier  would  have 
released  the  aircraft  cost  data  on  their 
own  is  not  the  issue  hers.  The  guiding 
principal  of  FOIA  is  that  the 
Government's  information  belongs  to 
the  people,  unless  there  is  a  justifiable 
reason  to  «vithhold.  The  justifiable 
reason  would  be  FOIA  exemption  4; 
ho%vever,  the  comments  filed  in  support 
of  confidentiality  have  failed  to  mdce  a 
case  that  substantial  competitive  harm 
would  likely  resuh  from  disclosure. 

Once  again,  the  Department  notes  that 
the  information  at  issue  has  been 
publicly  available  for  several  decades 
and  is  unaware  of  any  objection  to 
public  disclosure  until  Unitad's  initial 
filing  in  1989.  Furthermore,  no  evidence 
has  been  presented  that  substantial 
competitive  harm  has  occurred. 

Confidentiality  of  Fuel  Price  DaU 

In  its  comments.  United  states  that  the 
aircraft  inventory  data  at  issue  here  are 
comparable  in  sensitivity  to  the  price 
paid  by  air  carriers  tot  fuel.  In  support. 
United  dtes  Civil  Aeronautics  Board 
Order  79-10-91.  granting  confidential 
treatment  to  submittad  ftuil  price  data. 
United  quotea  the  order  at  2:  "Rolease 
of  current  datailad  (fuel  pricel  data  and 
invoices  could  enable  competing 
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purchaaen  of  acarce  fuel  as  well  as  fuel 
supplien  to  anticipate  [the  reporting 
carrier's]  attempts  to  secure  fuel  at  the 
lowest  possible  price."  United  goes  on 
to  state  that  releasing  equipment  prices 
gives  an  unfair  competitive  advantage  to 
competing  purchasers  and  suppliers. 

llie  Depvtment  believes  the  question 
of  competitive  harm  has  been 
adeqiiately  addressed  \mder  the  caption 
"Competitive  Harm."  The  Department 
also  believes,  however,  that  United's 
citation  of  Order  79-10-91  warrants 
comment. 

The  circumstances  surroimding  the 
grant  of  confidentiality  in  Order  79-10- 
91  are  not  the  same.  Order  79-10-91 
dealt  with  the  collection  of,  on  a  weekly 
basis,  the  average  price  of  aviation  fuel 
purchased  plus  hiel  invoices  for  one  day 
of  each  week.  The  sitxiation  in  efiiact,  at 
that  time,  was  highly  imusual  and  of 
hmited  duration.  The  collection  of  the 
fuel  price  data  was  conducted  under 
delegated  authority,  not  by  regulation, 
and  for  a  limited  period  of  time.  The 
request  for  special  air  carrier  reports 
was  in  response  to  a  crisis  period  of  fuel 
scarcity  and  volatile  fuel  price  changes 
brought  about  by  conditions  in  the 
Kiiddle  East.  The  information  collected 
was  used  by  the  Civil  Aeronautics  Board 
to  update  the  Standard  Industry  Fare 
Level  on  the  basis  of  the  most  current 
fuel  information  possible.  Finally,  the 
information  collection  was  applicable  to 
only  a  limited  number  (nine)  of  air 
carriers. 

None  of  these  circumstances  are 
present  in  the  Department's  collection 
of  aircraft  inventory  data,  which  has 
been  a  recurrent  reporting  requirement 
under  14  CFR  part  241  for  decades  and 
is  applicable  to  all  large  certificated  air 
carriers. 

In  a  similar  vein,  United  had  filed  a 
motion  with  the  Department  to 
permanently  withhold  from  public 
disclosure:  (1)  the  fuel  cost  and 
consumption  data  it  reports  pursuant  to 
14  CFR  part  241  on  monthly  RSPA  Form 
41  Schedule  P-12(a).  Fuel  Consumption 
by  Type  of  Service  and  Entity,  and  (2) 
the  number  of  gallons  of  aircraft  fuels 
issued  and  oils  issued  that  are  reported 
on  quarterly  RSPA  Form  41  Schedule 
T-2,  Traffic,  Capacity,  Aircraft 
Operations,  and  Miscellaneous  Statistics 
by  Type  of  Aircraft.  United's  original 
motion  was  filed  in  Docket  42882. 
By  letter  dated  July  26, 1990,  the 
Department  rejected  United's  motion  for 
confidentiality  stating  it  was  not 
convinced  that  there  was  a  likelihood  of 
substantial  competitive  harm  through 
the  release  of  the  fuel  data.  In  reacldng 
its  conclusion,  the  Department  noted 
that,  while  the  average  cost  of  fuel,  by 
entity,  was  disclosed,  the  information 


collected  lacked  sufficient  detail  so  as  to 
cause  the  likelihood  of  substantial 
competitive  hmn.  For  example,  the 
collected  fiiel  data  are  not  detailed  to 
the  extent  they  would  permit  a 
competing  fuel  supplier  or  airline  to 
determine  another  airline's  fuel  cost  or 
consumption  at  a  particular  location. 

The  situation  surroimding  the 
availability  of  airfiame  and  aircraft 
engine  transaction  costs  is  similar  to  the 
above  situation  involving  United's 
request  for  confidential  treatment  of  the 
fuel  data  reported  in  its  Form  41  reports. 
The  Department  believes,  absent  the 
availability  of  the  purchase  (sales) 
agreements'  terms  and  conditions, 
substantial  competitive  harm  would  not 
likely  occur. 

Alternative  Course  of  Action 

Continental,  in  its  comments, 
proposes  an  alternative  course  of  action 
in  lieu  of  amending  part  241  to  include 
a  grant  of  confidentiality.  Specifically, 
Continental  proposes  that  the 
Department  eliminate  the  following  data 
elements:  (1)  Schedule  B-7:  Cost, 
AmortizedyDepredated  Cost,  and 
Realization;  and  (2)  Schedule  B-43: 
Acquired  Cost,  Allowance  for 
Depreciation,  Depreciated  Cost,  and 
Estimated  Residual  Value.  The  reason 
given  for  eliminating  this  information  is 
that  there  is  no  direct  link  bom  any 
summarization  of  these  elements  to 
either  the  Balance  Sheet  (Schedule  B-1), 
Statement  of  Operations  (Schedule  P- 
1.2),  or  Aircraft  Operating  Expenses 
(Schedule  P-5.2).  Continental  questions 
the  Department's  need  for  the 
information. 

The  question  of  the  Department's 
need  for  the  data  elements  cited  above 
is  not  at  issue  here.  The  need  for  the 
information  has  been  addressed  in  other 
docketed  forums,  most  recently  as  part 
of  the  President's  Federal  Regulatory 
Review,  which  concluded  that  the 
information  cited  by  Continental  is  still 
required  by  the  Department  for  the 
administration  of  its  aviation 
responsibilities. 

Comments  in  Support  of  Public  Access 

As  noted  above,  fourteen  of  the 
comments  filed,  including  the  late 
comment,  were  in  opposition  to  the 
grant  of  confidential  treatment  for  the 
aircraft  inventory  data  reported  on  Form 
41  Schedules  B-7  and  B-43.  FedEx,  as 
previously  pointed  out,  has  stated  that 
it  believes  the  public  availability  of 
Schedules  B-7  and  B-43  enhances 
competition.  Basically,  the  carrier 
contends  that  disclosure  ensures  a 
reasonable  balance  of  investment 
information,  and  thus  opportunity  for 
all  carriers  to  evaluate  investment 


decisions.  The  B-7  and  B-43  data 
provide  the  financial  community, 
appraisers,  aviation  consultants  and 
buyers  and  sellers  with  refarenoe  points 
for  evaluating  fair  market  values  for 
airframes  and  aircraft  engines. 
Eliminating  the  availabiUty  of  siich 
information  could  reduce  the 
wUlingness  of  investors  to  invest  in 
aircraft. 

As  a  manufacturer  of  aircraft,  the 
McDoimell  Douglas  Corporation  (MDC) 
filed  comments  in  support  of  the  public 
availability  of  airframe  and  «igine 
acquisition  costs.  MDC  states  that 
continued  disclosiue  of  the  information 
would  best  serve  the  public  interest  and 
the  U.S.  aerospace  industry. 

In  its  comments,  MDC  states  that  it 
makM  extensive  use  of  Schedules  B-7 
and  B-43  to  support  the  design 
decisions  of  new  and  derivative  aircraft 
To  quote  MDC:  "The  results  of  these 
design  efforts  have  provided  the 
aerospace  industry  with  efficient  and 
modem  aircraft,  llie  improved 
efficiencies  have  led  to  new  models 
with  improved  operating  costs.  As  a 
result,  the  travelling  public  pays  less  for 
air  travel,  adjusted  for  inflation,  than 
they  did  ten  years  ago." 

llie  remaining  ten  comments  (Air 
Cargo  Management  Group;  BK 
Associates;  Avitas;  The  OT  Group/ 
Capital  Equipment  Financing;  DCB 
Consultants:  Jack  B.  Fair  k  Associates; 
Mack  Aviation;  Simat.  Helliesen  k 
Eichner,  Inc.;  United  States  Leasing 
International  and  York  University)  come 
fit)m  air  transportation  industry 
analysts,  researchers,  consultants,  and 
aircraft  appraisers.  (Two  of  the 
comments  in  opposition  to 
confidentiality,  ALPA's  and  Airt 
Services',  have  been  discussed 
previously  in  this  notice  under  the 
caption  "Competitive  Harm.") 

The  themes  expressed  in  these  ten 
comments  are  woven  with  several 
common  threads.  Among  these  are  the 
shifting  patterns  of  aircraft  ownership 
within  the  air  transportation  industry  to 
a  trend  towards  sale  and  leaseback 
transactions,  which  require  accurate 
valuations  by  banks  and  other  financial 
institutions  that  provide  debt  and  equity 
for  the  transaction.  Tbe  comments 
generally  also  note  the  participation  of 
income  funds,  limited  partnerships,  and 
equipment  trusts  in  assisting  air  carriers 
in  shifting  to  asset-based  financing.  As 
a  consequence  of  this  move  away  from 
a  position  of  equity-financing  to  asset- 
based  financing,  buyers,  sellers,  and 
investors  depend  more  on  "appraisals." 
Without  historical  prices  of  new  and 
used  aircraft,  it  would  be  difficuh,  if  not 
impossible,  to  develop  a  fair  matkel 
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value  of  a  leased  aircraft  in  the  "nth" 

year. 

BK  Associates  comments  that, 
without  the  data  avaiM}le  on  Schedules 
B-7  and  B-43,  lenders  wrill  be  more 
restrictive  in  financing  airframe  and 
mgine  purchases.  BK  goes  on  to  state 
that  financially  weaker  airlines  will 
have  trouble  in  selling  and  leasing  back 
aircraft  to  finance  operations. 
Furthonnoie,  airline  requests  for  an 
appraiser  to  value  aircraft  for  collateral 
purposes  in  establishing  a  line  of  credit 
would  also  be  (eoperdized  by  not  having 
B-7  and  B-43  data.  In  a  similar  vein. 
Mack  Aviation  notes  that  appraisers 
need  the  knowledge  of  used  aircraft 
transacti(His  to  assist  the  trustee  in 
airline  bankruptcy  cases. 

Yorii  University  states  that  data 
availability  makes  the  mariiets  for 
airaraft  more  efficient  by  facilitating  the 
movement  of  aircraft  and  engines  to 
their  highest-valued  users. 

York  goes  on  to  state  that  befmre 
granting  confidentiality,  a  convincing 
case  must  be  made  that  the  carriers 
seeking  confidmtiality  have  been,  and 
will  continue  to  be.  harmed 
significantly  by  such  information  being 
made  public.  The  data  at  issue  have 
been  available  for  over  SO  years  and  at 
no  time  has  it  been  determined  that 
individual  canriera  have  been  seriously 
harmed  by  the  government's  data  access 
policies. 

Federal  Aviation  Act  of  195S,  As 


The  issue  of  confidential  treatment 
has  been  discussed  within  the  context  of 
the  provisions  of  the  Freedom  of 
Information  Act  (FOIA).  5  U.S.C  section 
552.  and  §  7.69.  Trade  Secrets  and 
Commercial  or  Financial  Information 
Obtained  bom  a  Person  and  Privileged 
or  Confidential,  of  the  Department's 
regulations  (49  CFR  oart  7).  Before 
concluding,  we  need  to  consider  the 
sensitivity  of  the  airframe  and  aircraft 
engine  cost  information  reported  on 
Schedules  B-7  and  B-43  within  the 
context  of  section  1104,  Withholding  of 
Information,  of  the  Federal  Aviation  Act 
of  1958,  as  amended.  Section  1104  is 
referenced  in  paragraph  (a)(13)  of  S  7.67. 
Records  Exempted  from  Disclosure  by 
Statute,  of  the  Depertment's  regulations 
(49  CFR  7.67). 

Section  7.67  states  that,  under  section 
1104.  infrHmation  is  exempted  from 
public  disclosure  if  it  would  prejudice 
the  formulatian  and  preeentation  of 
positions  of  the  United  States  in 
international  aviation  negotiations  or 
adversely  affiact  the  competitive  position 
of  any  United  States  air  carrier  in 
forein  air  transportation.  Based  on  the 
decades  ofexperienoe  that  the 


Department  and  the  former  Civil 
Aeronautics  Board  have  in  conducting 
bi-lateral  and  multi-lateral  aviation 
negotiations,  the  Department  concludes 
that  the  availability  of  Form  41 
Schedules  B-7  and  B-43  vrould  not 
adversely  impact  the  development  and 
presentation  of  U.S.  positions  in 
international  negotiations.  The 
information  reported  on  both  schedules 
has  been  publicly  available  for  decades 
and  the  availability  of  the  information 
has  not  adversely  impacted  U.S. 
international  aviation  policy  or 
international  aviation  negotiations. 

As  to  the  potential  for  the  information 
to  adversely  affect  U.S.  air  carriers  in 
foreign  air  transportation,  the 
Department  addressed  this  issue  under 
the  preceding  caption:  Competitive 
Harm. 

Coaclnsion  " 

After  considering  the  comments 
submitted  in  response  to  the  ANPRM. 
the  Department  has  decided  to 
withdraw  the  rulemaking  proceeding 
started  in  Docket  46597.  Furthermore, 
based  on  the  preceding  discussion  of  the 
comments,  the  Department  has 
concluded  that  no  further  action  is 
required  and  that  the  vrithholding  of  the 
Form  41  Schedules  B-7  and  B-43  from 
public  disclosure  is  unwarranted. 

This  action  also  denies  air  carrier 
motions  for  confidential  treatment  of 
Form  41  Schedules  B-7  and  B-43  that 
have  been  filed  in  Dockets  46597, 
46868. 46869,  46933,  47119  and  47254. 
This  action  also  repliestp  United  Air 
Lines'  February  1. 199tTpetition for 
review  of  staff  action  by  reaffirming  the 
January  9, 1991  denial  of  United's 
previous  motions  for  confidentiality  that 
were  filed  in  the  above  listed  dockets. 
Finally,  this  action  further  denies 
United's  petition  for  rulemaking  to 
modify  14  CFR  part  241  to  include  a 
period  of  confidential  treatment  for 
Form  41  Schedule  B-7  Airframe  and 
Aircraft  Engine  Acquisitions  and 
Retirements  and  Schedule  B-43. 
Inventory  of  Airframes  and  Aircraft 
Engines. 

Issued  in  Washingtoo.  DC  oo  December  23. 
1992. 

laaaea  W.  MilchBll. 

Acting  Associate  Administrator  for  Research. 
Technology  and  Ani^lysis.  Research  and 
Special  Proptuns  Administratioa. 

ExhiMA 

This  Letter  Was  Sent  to  All  Larga  Certificated 
AlrCanien 

March  22. 1991. 
Dear 

This  letter  coDcams  the  confidentiality  of 
InConnation  reported  on  quarterly  Fonn  41 
Schedule  B-7,  Airframe  uoA  Aircraft  Engine 


Acquisitions  and  Retirements,  and  annual 
Fonn  41  Schedule  B-43,  inventory  of 
Airframes  and  Aircraft  Kngtnes. 

The  issue  of  oonfidential  treatment  was 
first  raised  by  United  Air  Lines'  motioa  of 
November  8, 1989.  reouesting  the 
Department  to  withhold  from  public 
disclosiue  the  acquisition  costs  and  sales 
realization  amounts  for  airfirames  and  aircraft 
engines  reported  on  its  Schedule  B-7  for  the 
quarter  ended  September  30, 1989  (Docket 
46597).  Sulieequent  motions  were  filed  with 
every  Schedule  B-7  submitted  since  then 
'  (Dockets  46868. 46933.  47119  and  472S4). 
United  also  filed  a  motion  on  March  28, 
1990.  for  confidential  treatment  pertaining  to 
the  airframe  and  aircraft  engine  acquisition 
cost  data  reported  on  Schedule  B-43,  the 
annual  report  oovenng  calendar  year  1989 
(Docket  46869).  In  addition.  American 
Airlines  filed  a  motion  dated  August  9, 1990. 
for  confidential  trsatment  of  its  Schedule  B- 
7  for  the  quarter  ended  June  30, 1990  (Docket 
47273). 

In  my  letter  dated  January  9. 1991, 1  denied 
each  of  United's  motions  Cor  confidential 
treatment.  United  filed  a  petition  for  review 
of  the  staff  action  denying  its  motions  on 
February  1. 1991.  In  its  petition,  United 
states  that  it  is  not  seeking  exclusive 
confidentiality  for  its  data,  but  rather, 
believes  that  aircraft  acquisition  costs  and 
sales  realization  amounts  should  be  held 
confidential  for  all  carriers. 

In  urging  the  Research  and  Special 
Programs  Administration  to  review  its  staff 
action,  United  expresses  its  desire  to  have 
incorporated  in  the  regulations  governing  the 
submission  of  B-7  and  B-43  (14  CFR  part 
241,  Schedule  B-7  and  Schedule  B-43)  a 
provision  for  the  confidential  treatment  of 
the  reported  data.  As  stated  in  its  petition, 
"To  that  end,  United  proposes  In  the  near 
future  to  submit  a  petition  for  rulemaking 
requesting  an  amendment  to  part  241  to 
accord  confidential  treatment  to  the 
equipment  price  data  on  Schedules  B-7  and 
B-43.  Pending  action  on  that  rulemaking 
petition,  United  requests  that  its  motions  to 
withhold  firom  public  disclosure  along  with 
those  of  any  other  carrier  requesting  such 

relief  beamed 

Delta  Air  Lines  filed  an  answer  on 
February  8, 1991,  in  support  of  United's 
petition.  In  noting  United's  intention  to  file 
a  rulemaking  petition.  Delta  states  its  belief 
that  the  Department  should  conduct  a 
thorough  review  of  the  important  policies 
and  interests  wrhich  are  at  issue. 
Furthermore,  Delta  states:  "Should  the 
Department  review  and  reverse  the  staff's 
denial  of  United's  request,  the  equipment 
acquisition  and  sales  data  of  all  carriers  must 
be  accorded  the  same  treatment  as  United's 
similar  data." 

To  expedite  the  administrative  process,  I 
have  decided  to  treat  United's  petition  for 
review  of  staff  action  as  a  request  fat 
rulemaking  to  explore  whether  section  23  of 
part  241  of  tlte  Department's  Economic 
Regulations  (14  CFR  part  241)  should  be 
amended  to  accocd  ooofidential  treatment  for 
the  infannatioa  reported  on  Fonoa  41 
Schedules  B-7  and  B-43.  Pending  the 
determination  on  the  request  far  rulemaking. 
I  am  reversing  my  earlier  decision  and 


Director,  Offit 
(FR  Doc  92-3 
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grantiag  confidential  tnetment  to  Unitsd's 
Schedule  B-7  and  Schedule  B-43,  m 
previously  raquMted. 

To  preclude  United  from  enjoying  an 
advantage  over  other  carrien  by  having  its 
data  withheld  from  the  public  eye,  I  will  look 
tavorMynpaa  individual  air  carrier  motiona 
fcv  ooafiM&tial  treatment  of  Fonn  41 
Schedule  B-T^nd/or  Form  41  Sdiedule  B- 
43,  which  are  Vufamittad  under  the  provisions 
I  of  the  Depaitment's 
itions  (14  CFR  part  302.30). 
that  a  separate 
^  with  each  submission 
of  data  for  which  confidential  treatment  is 
requested.  If  Form  41  Sdiedules  B-7  and  B- 
43  are  submitted  at  the  same  time, 
confidential  treatment  requests  kx  both 
schedules  may  be  combined  hito  a  sin|^ 
motion. 

This  opportunity  to  request  confidential 
treatment  under  section  302.39  applies, 
initially,  to  the  submission  of  the  quaiteriy 
Schedule  B-7  for  the  {ourth  quarter  of  1990 
and  the  annual  filing  of  Schedule  B-43  for 
calendar  year  1990.  The  opportunity,  of 
course,  also  applies  to  subsequent  filings  of 
both  schedules  pending  the  determination  on 
the  request  for  nilemaking. 

For  those  air  carrims  that  may  have  already 
filed  their  fourth  quarter  Sdiedule  B-7  for 
1990  and/or  annual  Schedule  B-43  for 
calendar  year  1990.  we  will  maintain  their 
schedules  confidential  until  April  15, 1991  in 
order  to  afford  sufficient  time  for  any  aSscted 
carrier  to  file  a  motion  for  confidentiality.  If 
a  motion  is  not  filed  by  April  15,  the  affected 
schedules  will  then  be  placed  in  the 
Department's  Reports  Reference  Room  and  be 
made  available  for  public  inspection. 

For  administrative  convenience,  %ve  am 
consdidating  all  doclceted  motions  of  United 
(Dockets  46S97, 46868. 46669, 46933, 47119, 
and  47254)  and  American  (Docket  47273) 
into  a  single  docket  Docket  46597.  All 
motions  for  confideDtial  treatment  of 
Schedules  B-7  and  B-43  should  be 
designated  for  Docket  46597.  We  further  plan 
that  any  rulemaking  action  taken  regarding 
United's  request  for  confidentiality  would 
also  be  placed  in  Docket  46597. 

This  action  is  taken  imder  authority 
granted  by  14  C7R  385.27  (a)  and  (i). 

Sincerely, 
RalMaA.Caldwril. 
Dincior.  Office  ofAiHine  Statistics. 
(FR  Doc.  92-31704  Filed  12-31-02;  8:45  am] 
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agency:  Internal  Itevanue  Service, 
Treefuiy. 


ACTION:  Notice  of  proposed  mlemakiiig. 

SUMMARY:  This  document  prt>po6es  to 
amend  final  regulations  imder  section 
401(k).  The  proposed  amendments  will 
affect  sponsors  of  certain  cash  or 
deferred  arrangements  benefiting 
employees  who  are  members  of 
collective  bargaining  imits. 
DATES:  Written  conmients  and  requests 
for  a  public  hearing  must  be  received  by 
March  5, 1993. 

ADDRESSES:  Send  written  comments  and 
requests  for  a  public  hearing  to:  Internal 
Revenue  Service.  P.O.  Box  7604,  Ben 
Franklin  Station,  Attention: 
(X:.<X)RP:T:R  (E&-42-92),  Washington, 
DC  20044.  In  the  alternative,  comments 
may  be  hand  delivered  to:  Internal 
Revenue  Building,  nxun  5228. 1111 
Constitution  Ave.,  NW.,  attention: 
OC:OORP:T:R  (E&-42-92).  Washington. 
DC 

FOR  FURTHER  MFORMAT10N  CONTACT: 
Cheryl  Press  at  202-622-4688  (not  a 
toll-free  number). 

SUPPIEMENTARY  MF0RMAT10N: 

Background 

Pinal  regulations  tmder  section  401(k) 
of  the  Internal  Revenue  Code  (Code) 
were  published  in  the  Federal  Register 
on  August  15, 1991  (56  FR  40507). 
Amendments  to  the  final  regulations 
were  pubUshed  in  the  Federal  Register 
on  December  4, 1991  (56  FR  63420). 
Corrections  to  the  final  regulations  were 
published  in  the  Federal  Register  on 
March  25, 1992  (57  FR  10289). 

Explanation  of  Provisions 

This  document  proposes  amendments 
to  the  final  regulations  under  section 
401  (k)  of  the  Code.  The  proposed 
amendments  simplify  the  application  of 
the  regulations  to  certain  plans 
benefiting  employees  who  are  members 
of  collective  bargaining  units.  The 
amendments  modify  the  definition  of 
the  term  "plan"  to  make  optional, 
instead  of  mandatory,  the  disaggregation 
of  a  plan  covering  members  of  more 
than  one  collective  bargaining  unit 

Section  1.401{k)-l(g)(ll)(iii)(A)  of  the 
final  regulations  provides  that  a  plan 
that  benefits  employees  who  are 
included  in  a  unit  of  employees  covered 
by  a  collective  baigainii^  agreement 
and  employees  who  are  not  included  in 
a  collective  bargaining  tmit  is  treated  as 
comprising  separate  plans.  Furthermore, 
employees  of  each  collective  bargaining 
unit  bonefiting  under  the  plan  must  be 
treated  as  covered  under  a  separate 

Elan.  Thus,  for  example,  if  a  plan 
snefits  employees  in  three  categories, 
employees  included  in  collective 
^laiyiintng  unit  A.  amplqyoet  inchtded 


in  unit  B.  and  tboee  not  included  in  any 
collective  bargaining  unit,  the  plan  is 
treated  as  comprising  three  separate 
plans,  each  of  which  benefite  (mly  one 
category  of  employees.  Many 
commentetors  have  suggested  that  an 
employer  be  reouired  instead  to  treat  the 
portion  of  the  plan  that  benefits 
employees  included  in  collective 
bargaining  units  as  a  separate  plan  bom 
the  portion  of  the  plan  that  benefits 
other  employees. 

The  propcwed  amendments  adopt  the 
approach  suggested  by  commentetors. 
"uxe  portion  of  a  plan  that  benefite 
employees  who  are  included  in 
collective  bargaining  unite  and  the 
portion  that  benefite  employees  who  are 
not  included  in  collective  bargaining 
unite  must  be  treated  as  comprising 
separate  plans.  However,  further 
disaggregation  of  the  plan  by  collective 
bargaining  unite  is  permissive,  provided 
Uiat  the  combinations  of  unite  are 
determined  on  a  basis  that  is  reasonable 
and  reasonably  consistent  from  year  to 
year.  An  employer  or  plan 
administrate,  as  approprtete,  may 
therefore  treat  the  entire  portion  of  a 
plan  benefiting  members  of  collective 
bargaining  unite  as  a  single  plan,  may 
treat  the  portion  benefiting  men^>ers  of 
each  collective  bargaining  unit  as 
separate  plans,  or  may  aggregate  the 
portions  benefiting  members  of  any  two 
or  more  collective  oargainins  unite. 

Section  1.401(k)-l(g)(ll)(ui)(D)  is 
similarly  amended  to  make  permissive 
the  disaggregation  of  a  multiemployer 
plan  by  collective  bargaining  unit. 
Under  the  final  regulations,  only  the 
portion  of  a  multiemployer  plan 
benefiting  employees  under  die  same 
collective^  bargaining  agreement  and  the 
same  benefit  computetion  formula  is 
treated  as  a  separate  plan.  Under  the 
proposed  amendmente,  the  emplojrer  or 
plan  administrator  may  choose  to 
disaggregate  this  separate  plan  further 
on  the  basis  of  collective  bargaining 
imite 

Under  §  §  1.401(k)-l(a)(7)(i)  and 
1.402(a)-l(d)(3)(iv)  of  the  final 
regulations,  a  collectively  bargained 
plan  is  only  required  to  satisfy  the 
actual  defewral  percentage  test  for  plan 
years  beginning  aftw  December  31, 
1992.  Hie  proposed  amendmente  are 
efiiective  for  the  same  plan  years. 

The  proposed  amendmente  to  the 
regulations  diange  the  aggregation  rules 
oiUy  for  collectively  bargained  plans. 
TYaemuy  and  the  Service  anticipate 
fiirthei  technical  amendmente  to  the 
regulations  tmder  section  401(k)  and 
reuted  provisions.  No  infiarenoe  diould 
be  drawn  from  these  proposed 
amendmente  coooaming  any  other  issue 
under  the  final  legulatians.  including 
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any  other  issue  involving  the  treatment 
of  collectively  bargained  cv 
multiemployer  plans. 

Comments  on  the  proposed 
amendments,  and  on  any  other  issues  or 
problems  related  to  the  testing  of  plans 
with  participants  who  are  members  of 
collective  bargaining  units,  are  invited. 
In  particular,  comments  are  invited 
regarding  the  aggregation  or 
disaggregation  of  multiemployer  plans 
by  collective  bargaining  agreement  (as 
opposed  to  or  in  addition  to  collective 
bargaining  unit)  or  by  benefit 
computation  formula. 

fecial  Analysea 

It  has  been  determined  that  these 
proposed  rules  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  has  also  been 
determined  that  section  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C 
diapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C  chapter  6)  do  not  apply  to 
these  regulations  and,  tharefora,  an 
initial  Regulatory  Flexibility  Analysis  is 
not  required.  Pursuant  to  section  7805(f) 
of  the  Code,  these  regulations  will  be 
submitted  to  the  Chief  Coimsel  for 
Advocacy  of  the  Small  Business 
Administration  for  comment  on  their 
impact  on  small  business. 

Written  Comments 

Before  adopting  these  proposed 
regulations,  consideration  will  be  given 
to  any  written  comments  that  are 
submitted  timely  (preferably  a  signed 
original  and  eight  copies)  to  the  Intemal 
Revenue  Service.  All  comments  will  be 
available  for  public  inspection  and 
copying  in  their  entirety. 

DrailiBg  loJbrmation 

The  principal  author  of  these 
regulations  in  Cheryl  Press,  Office  of  the 
Associate  Chief  Counsel  (Employee 
Benefits  and  Exempt  Organizations), 
Intnnal  Revenue  Service.  However, 
personnel  from  other  offices  of  the 
Service  and  Treasury  Department 
participated  in  their  development. 

List  of  Subfacts  in  26  CFR  1.401-0 
Tliraa^  1.41«A-2T 

Bonds,  Employee  benefit  plans. 
Income  taxes.  Pensions,  Reporting  and 
recordkeeping  requiremoats,  Seciuities, 
!  Trusts  ana  trustees. 

Propoaad  Amandinents  to  the 
Rq^olatiaaa 

Accordingly,  26  CFR  nait  1  is 
proposed  to  be  amended  ••  follows: 


PART  1-«IC0ME  TAX:  TAXABLE 
YEARS  BEGUNNMQ  AFTER 
DECEMBER  31. 1953 

Paragraph  1.  The  authority  citation 
for  part  1  continues  to  read,  in  part,  as 
follows: 

Antfaority:  26  U.S.a  7805  •  *  *. 

Par.  2.  Section  1.401(k)-l  is  amended 
by  revising  paragraphs  (g)(ll)(iii)(A) 
and  (g)(ll)(iii)(D)(2)  to  read  as  follows: 

|1.401(k)-1    Certain  caah  or  deferred 


(g)  •  •  * 
(11)  •  •  • 

(iii)  •  *  •  M  Plans  benefiting 
collective  bargaining  unit  employees.  A 
plan  that  benefits  employees  who  are 
included  in  a  \mit  of  employees  covered 
by  a  collective  bargaining  a^eement 
and  employees  who  are  not  included  in 
such  a  collective  bargaining  \mit  is 
treated  as  comprising  separate  plans. 
This  paragraph  (g)(ll)(Ui)(A)  is 
generally  applied  separately  with 
respect  to  each  collective  bargaining 
unit.  At  the  option  of  the  employer, 
however,  two  or  more  separate 
collective  bargaining  units  can  be 
treated  as  a  single  bargaining  unit, 
provided  that  the  combinations  of  units 
are  determined  on  a  basis  that  is 
reasonable  and  reasonably  consistent 
from  year  to  year.  Thus,  for  example,  if 
a  plan  benefits  employees  in  three 
categories — employees  included  in 
collective  bargtdning  unit  A,  employees 
included  in  collective  bargaining  unit  B. 
and  employees  who  are  not  included  in 
any  collective  bargaining  unit — the  plan 
can  be  treated  as  comprising  three 
separate  plans,  each  of  whidi  benefits 
only  one  category  of  emplo3rees. 
However,  if  collective  bargaining  units 
A  and  B  are  treated  as  a  single  collective 
bargaining  unit,  the  plan  will  be  treated 
as  comprising  only  two  separate  plans, 
one  benefiting  all  employees  who  are 
included  in  a  collective  bargaining  unit 
and  another  benefiting  all  other 
employees.  Similarly,  if  a  plan  benefits 
only  employees  who  are  included  in 
collective  bargaining  unit  A  and 
collective  bargaining  unit  B.  the  plan 
can  be  treated  as  comprising  two 
separate  plans.  However,  if  collective 
bairgaining  units  A  and  B  are  treated  as 
a  single  collective  bargaining  unit,  the 
plan  will  be  treated  as  a  sin^e  plan. 

(D)  •  •  • 

[2]  Multiemployer  plans.  Consistent 
vfiih  section  413(b),  the  porticm  of  the 
plan  that  is  maintained  pursuant  to  a 
collective  bargaining  agreement  (within 
the  meaning  of  §  1.415-l(a)(2))  is  treated 


as  a  single  plan  maintained  by  a  single 
employer  that  employs  all  the 
employees  benefiting  under  the  same 
benefit  oomputation  formula  and 
covered  pursuant  to  that  collective 
bargaining  agreement.  The  rules  of 
paragraph  (^ll)(iii)(A)  of  this  section 
(including  the  optional  aggregation  of 
collective  bargaining  units)  apply  to  the 
resulting  deemed  single  plan  in  the 
same  manner  as  they  would  to  a  single 
employer  plan,  except  that  the  plan 
administrator  is  substituted  for  the 
employer  where  appropriate  and 
appropriate  fiduciary  ooligations  are 
taken  into  account  The  non-collectively 
bargained  portion  of  the  plan  is  treated 
as  maintained  by  one  or  more 
employers,  depending  on  whether  the 
non-collective  bargaining  imit 
employees  who  benefit  under  the  plan 
are  employed  by  one  or  more 
employer*. 


SyikyD. 

Coaunissioner  of  Intemal  Bevenue. 

(PR  Dot  92-31188  Filed  12-31-92;  8:45  am] 
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Rules  to  Carry  Out  ttie  Purpoaee  Of 
Section  42  and  for  Connecting 
Adminietratlve  Errors  and  Omiselone 

AGENCY:  Internal  Revenue  Service. 

Treasury. 

ACnOKR  Notice  of  proposed  rulemaking. 


WMMARY;  This  document  contains 
proposed  regulations  concerning  the 
Secretary's  authority  to  provide 
guidance  necessary  or  appropriate  to 
carry  out  the  purposes  of  section  42. 
This  document  also  contains  proposed 
regulations  allowing  State  and  local 
housing  credit  agencies  to  correct 
administrative  erron  and  omissions 
made  in  connection  with  allocations  of 
low-income  housing  credit  dollar 
amounts  and  recordkeeping  within  a 
reasonable  period  after  their  discovery. 
The  proposed  regulations  affect  State 
and  local  housing  credit  agencies, 
ownen  of  buildingi^  or  projects  for 
which  the  low-income  housing  credit  is 
allocated,  and  taxpayera  claiming  the 
low-income  housing  credit. 
DATCS:  Writtoi  comments  must  be 
received  by  March  5, 1993.  Requests  to 
appear  at  a  public  hearing  scheduled  for 
April  5, 1993,  and  outlines  of  oral 
comments  must  be  received  by  March 
15. 1993.  See  notice  of  hearing 


Fedwal  Ragtoter  /  Vol.  58.  No.  1  /  Monday,  January  4.  1993  /  Proposed  Rulat 


45 


published  elsewhere  in  this  issue  of  thi 
Federal  Register. 
AOOnCSSEt:  Send  comments,  requests  to 
appear  at  the  public  hearing,  and 
outlines  to:  Internal  Revenue  Service. 
P.O.  Box  7604,  Ben  Franklin  Station, 
(Attn:  CC:CORP:T:R  (PS-5a-92),  room 
5228),  Washington.  DC  20044.  In  the 
alternative,  comments,  requests  to 
appear  at  the  public  hearing,  and 
outlines  may  be  hand  delivered  to: 
CC:CORP:T:R  {PS-5a-92),  Internal 
Revenue  Service,  room  5228, 1111 
Constitution  Avenue.  NW.,  Washington, 
DC  20224.  The  public  hearing  will  be 
held  in  the  Internal  Revenue  Service 
Auditorium,  Seventh  Floor,  7400 
Corridor,  Internal  Revenue  Service 
Building,  1111  Constitution  Avenue, 
NW.,  Washington.  DC. 
FOR  FURTHER  MFORMATION  CONTACT: 
Concerning  the  proposed  regulations, 
Jeffrey  A.  Erickson,  (202)  622-3040  (not 
a  toll-free  call).  Concerning  the  hearing, 
Mike  Slaughter,  Regulations  Unit,  (202) 
622-7190  (not  a  toll-free  call). 

SUPPLEMENTARY  MFORMATION: 

Paperwork  Reduction  Act 

The  collection  of  information 
reqtiirement  contained  in  this  notice  of 
proposed  rulemaking  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  review  in  accordance 
with  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C.  3504(h)).  Comments  on 
the  collection  of  information  should  be 
sent  to  the  Office  of  Management  and 
Budget.  Attn:  Desk  Officer  for  the 
Department  of  the  Treasury,  Office  of 
Information  and  Regulatory  Affairs, 
Washington.  DC  20503.  with  copies  to 
the  Internal  Revenue  Service.  Attn:  IRS 
Reports  Clearance  Officer  T:FP, 
Washington.  DC  20224. 

The  collection  of  information 
requirement  in  this  proposed  regulation 
is  contained  in  §  1.42-13(b).  This 
information  is  required  by  the  Internal 
Revenue  Service  in  order  to  ascertain 
the  circumstances  resulting  in  the 
administrative  error  or  omission.  The 
likely  respondents  are  state  and  local 
housing  credit  agencies,  individuals, 
business  or  other  for-profit  institutions, 
nonprofit  institutions,  and  small 
businesses  or  organizations. 

These  estimates  are  an  approximation 
of  the  average  time  expected  to  be 
necessary  for  the  collection  of 
information.  They  are  based  on  such 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  may  require  greater  or  less 
time,  depending  on  their  particular 
drcumstancss.  Estimated  total  annual 
reporting  burden:  128  hours.  Estimated 
average  annual  burden  pw  req>ondent: 


1.5  hours.  Estimated  number  of 
respondents:  85.  Estimated  frequency  of 
responses:  on  occasion. 

Backgronnd 

This  document  contains  proposed 
amendments  to  the  Income  Tax 
Regulations  (26  CFR  part  1)  imder 
section  42  of  the  Internal  Revenue  Code 
of  1986.  These  amendments  are 
proposed  to  provide  guidance  under 
section  42(n).  Under  section  42(n),  the 
Secretary  of  the  Treasury  may  prescribe 
regulations  as  may  be  necessary  or 
appropriate  to  carry  out  the  purposes  of 
section  42.  Under  section  42(n)(4),  the 
Secretary  may  prescribe  regulations 
providing  housing  credit  agencies  the 
oppKirtunity  to  correct  administrative  . 
errors  and  omissions  with  respect  to 
allocations  and  repordkeeplng  within  a 
reasonable  period  after  their  discovery. 

Explanation  of  Pnnrisions 

Section  42  provides  for  a  low-income 
housing  credit  that  may  be  claimed  as 
part  of  the  general  business  credit  imder 
section  38.  The  credit  determined  under 
section  42  is  allowable  only  to  the 
extent  the  owner  of  a  qualified  low- 
income  building  receives  a  housing 
credit  allocation  from  a  State  or  local 
housing  credit  agency  (Agency),  imless 
the  building  is  exempt  bom  the 
allocation  requirement  by  reason  of 
section  42(h)(4)(B). 

The  proposed  regulations  incorporate 
the  authority  granted  to  the  Secretary 
under  section  42(n)  to  provide  guidance 
necessary  or  appropriate  to  carry  out  the 
purposes  of  section  42.  Thus,  the 
proposed  regulations  establish  that  the 
Secretary  may  implement  section  42(n) 
by  issuing  guidance  in  a  form  other  than 
regulations. 

The  proposed  regulations  also  permit 
an  Agency  to  correct  administrative 
errors  and  omissions  with  respect  to 
allocations  and  recordkeeping  within  a 
reasonable  period  after  their  discovery. 
Under  the  regulations,  an  Agency  must 
obtain  the  prior  approval  of  the 
Secretary  to  correct  an  administrative 
error  or  omission  if  the  correction  is  not 
made  before  the  close  of  the  calendar 
year  of  the  error  or  omission  and  the 
correction:  (1)  Is  a  numerical  change  to 
the  housing  oedit  dollar  amount 
allocated  for  the  building  or  project;  (2) 
affects  the  determination  of  any 
component  of  the  housing  credit  ceiling 
of  the  State  under  section  42(h)(3)(C):  or 
(3)  affiects  the  State's  unused  housing 
credit  carryover  that  is  assigned  to  the 
Secretary  under  section  42(h)(3)P).  In 
all  other  cases  an  Agency  may  correct  an 
administrative  error  or  omission 
without  obtaining  prior  approval  from 
the  Secretary. 


The  proposed  ragulatioos  spedfically 
define  what  coostituteB  an 
administrative  error  or  omission.  Errors 
or  omissions  that  are  not  within  this 
definition,  including  misinterpretations 
of  the  appUc^le  rules  and  regulations 
under  section  42,  are  not  covered  by  the 
proposed  regidations  and  therefore  may 
not  be  corrected  as  provided  by  the 
proposed  regulations.  However,  relief 
may  be  granted  by  the  Service  under  its 
general  authority.  The  Service  solicits 
comments  as  to  other  errore  and 
omissions  that  should  also  be  included 
in  this  section  as  administrative  errors 
or  omissions. 

The  guidance  discussed  in  Notice  92- 
35, 1992-33  I.R.B.  18,  relating  to  an 
Agency's  ability  to  participate  in  the 
pool  of  unused  housing  credit 
carryoven.  is  not  in  these  prt^sed 
regulations.  However,  that  guidance  will 
be  provided  in  other  propped 
regulations  that  directly  address  State 
housing  credit  ceiling  calculations. 

Pn^MMed  Effisctive  Date 

These  proposed  regulations  are 
proposed  to  be  effective  on  March  5. 
1993. 

Special  Analyees 

It  has  been  determined  that  these 
proposed  rules  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  also  has  been 
determined  that  section  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C 
chapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C.  chapter  6)  do  not  apply  to 
these  regulations,  and,  therefore,  an 
initial  I^gulatory  Flexibility  Analysis  i« 
not  required.  Pursuant  to  section  780S(f) 
of  the  Internal  Revenue  Code,  this 
notice  of  proposed  rulemaking  was  . 
submitteo  to  the  Chief  Counsel  fat 
Advocacy  of  the  Small  Business 
Administration  for  comment  on  the 
impact  on  small  business. 

Comments  and  Requests  to  Appear  at 
Public  Hearing 

Before  adopting  these  proposed 
regulations,  consideration  will  be  given 
to  any  written  comments  that  are  timely 
submitted  (preferably  a  signed  original 
and  eight  copies)  to  Uie  Internal 
Revenue  Service.  All  comments  will  be 
available  for  public  inspection  and 
copying.  A  public  hearing  will  be  held 
on  April  5, 1993.  See  notice  of  hearing 
publUhed  elsewhere  in  this  issue  of  the 
Fedwal  Register. 

Drafting  InfionnatioB 

The  principal  author  of  these 
regulations  is  Jeffrey  A.  Erickson.  Office 
of  the  Assistant  Chief  Counsel 
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(Passthroughs  and  Special  Indiutries). 
Internal  Revenue  Service.  However, 
other  personnel  from  the  bitemal 
Revenue  Service  and  the  Traesury 
Department  participated  in  their 
development 

Lial  of  Sdb^da  in  M  CFR 1 J7-1 
Throogii  1-44A-4 

Credits.  Income  taxes,  Reporting  and 
recordkeeping  requirements. 

Proposed  Amendments  to  the 
Segnlatkins 

Accordingly.  26  CFR  pert  1  is 
proposed  to  be  amended  as  follows: 

PART  1-MCOME  TAX;  TAXABLE 
YEARS  BEGINNINa  AFTER 
DECEMBER  31, 1993 

Paragraph  1.  The  authority  citation 
for  part  1  is  amended  by  adding  the 
following  citation: 

Authority:  26 use.  7805  •  •  •$1.42-13 
also  issued  under  26  U.S.C  42(n).  *  *  * 

Par.  2.  New  $  1.42-13  is  added  to  read 
as  follows: 


11.42-13 

■ppraprMe;  houetoig  eredili 

eonectlen  o(  admlntotrative  errors  and 


(a)  Publication  of  guidance.  Under 
section  42(n),  the  Secretary  has 
authority  to  prescribe  regulations  as 
may  be  necessary  or  appropriate  to  carry 
out  the  piuposes  of  section  42.  The 
Secretary  may  also  provide  guidance 
through  various  publications  in  the 
Internal  Revenue  Bulletin.  (See 
§601.601(d)(2)(ii)(6)  of  this  chapter.) 

(b)  Correcting  administrative  errors 
and  omissionsh—i'i)  In  general.  An 
Agency  may  correct  an  administrative 
error  or  omission  with  respect  to 
allocations  and  recordkeeping,  as 
described  in  paragraph  (b)(2)  of  this 
section,  within  a  reasonable  period  after 
the  Agency  discovers  the  administrative 
error  or  omission.  Whether  a  correction 
is  made  within  a  reasonable  period 
depends  on  the  facts  and  circimistances 
of  each  situation.  Except  as  provided  in 
paragraph  (b)(3)(ii)  of  diis  section,  an 
Agency  need  not  obtain  the  prior 
approval  of  the  Secretary  to  correct  an 
administrative  error  or  omission,  if  the 
correction  is  made  in  accordance  with 
paragraph  (b)(3)(i)  of  this  section.  The 
administrative  errors  and  omissions  to 
which  this  paragraph  (b)  applies  are 
strictly  limited  to  those  described  in 
paragraph  (b)(2)  of  this  section,  and  thus 
do  not  include,  for  example,  any 
misinterpretation  of  the  applicable  rules 
and  regulations  under  section  42. 
AccOTOingly,  an  Agency's  allocation  of  a 
particular  ulendar  year's  low-income 


housing  dollar  credit  amounts  made 
after  the  close  of  that  calendar  year,  or 
the  use  of  an  incorrect  poptilation 
amount  in  calculating  a  State's  housing 
credit  ceiling  for  a  csilendar  year  are  not 
administrative  errors  that  can  be 
corrected  under  this  paragraph  (b). 

(2)  Administrative  errors  and 
omissions  described.  An  administrative 
error  or  omission  is  a  mistake  that 
results  in  a  document  that  inaccurately 
reflects  the  intent  of  the  Agency  at  the 
time  the  document  is  originally 
completed  or,  if  the  mistake  affects  a 
taxpayer,  a  document  that  inaccurately 
reflects  the  intent  of  the  Agency  and  the 
affected  taxpayer  at  the  time  the 
document  is  originally  completed. 
Administrative  errors  and  omissions 
described  in  this  paragraph  (b)(2) 
include  the  following: 
(i)  A  mathematicaierror; 
(ii)  An  entry  on  a  document  that  is 
inconsistent  with  another  entry  on  the 
same  or  another  document  regarding  the 
same  property,  or  taxpayer; 

(iii)  An  omission  of  information  that 
is  required  on  a  document;  and 
(ivj  Any  other  type  of  error  or 
omission  identiBed  by  guidance 
published  in  the  Internal  Revenue 
Bulletin  (see  §601.601(d)(2)(ii)(h)  of  this 
chapter]  as  an  administrative  error  or 
omission  covered  by  this  paragraph  (b). 

(3)  Procedures  for  correcting 
administrative  errors  or  omissions — (i) 
In  general.  An  Agency's  correction  of  an 
administrative  error  or  omission,  as 
described  in  paragraph  (b)(2)  of  this 
section,  must  amend  the  document  so 
that  the  corrected  document  reflects  the 
original  intent  of  the  Agency,  or  the 
Agency  and  the  affected  taxpayer,  and 
complies  with  applicable  rules  and 
regulations  under  section  42. 

(ii)  Secretary's  prior  approval    ■ 
required.  An  Agency  must  obtain  the 
Secretary's  prior  approval  to  correct  an 
administrative  error  or  omission,  as 
described  in  paragraph  (b)(2)  of  this 
section,  if  the  correction  is  not  made 
before  the  close  of  the  calendar  year  of 
the  error  or  omission  and  the 
correction — 

(A)  Is  a  numerical  change  to  the 
housing  credit  dollar  amount  allocated 
for  the  building  or  project; 

(B)  Affects  the  determination  of  any 
component  of  the  State's  housing  credit 
ceiling  under  section  42(h)(3)(C);  or 

(C)  Affects  the  State's  unused  housing 
credit  carryover  that  is  assigned  to  the 
Secretary  under  section  42(h)(3)(D). 

(iii)  Requesting  the  Secretary's 
approval.  To  obtain  the  Secretary's 
approval  under  paragraph  (b)(3)(ii)  of 
this  section,  an  Agency  must  submit  a 
request  for  the  Secretary's  approval 
within  a  reasonable  period  after 


discovering  the  administrative  emx  or 
omission,  and  must  agree  to  any 
conditions  that  may  be  required  by  the 
Secretary  under  paragraph  (b)(3)(iv)  of 
this  section.  When  requesting  the 
Secretary's  approval,  the  Agracy,  or  the 
Agency  and  the  affected  taxpayer,  must 
file  an  appUcation  that  compUes  with 
the  requirements  of  this  paragraph 
(b)(3)(iii)  and  Rev.  Proc,  92-1. 1992-1 
I.R.B.  9  (or  any  subsequent  applicable 
revenue  procedure).  (See 
§601.601(d)(2)(ii)(b)  of  this  chapter). 
The  application  requesting  the 
Secretary's  approval  must  contain  the 
following  information — 

(A)  The  name,  address,  and 
identification  number  of  each  affected 

(B)  ^e  Building  Identification 
Number  (B.I.N.)  and  address  of  each 
building  or  project  affected  by  the 
administrative  error  or  omission; 

(C)  A  statement  explaining  the 
administrative  error  or  omission  and  the 
intent  of  the  Agency,  or  of  the  Agency 
and  the  affected  taxpayer,  when  the 
document  was  originally  completed; 

(0)  Copies  of  any  supporting 
documentation; 

(E)  A  statement  explaining  the  effect, 
if  any.  that  a  correction  of  the 
administrative  error  or  omission  would 
have  on  the  housing  credit  dollar 
amount  allocated  for  any  building  or 
project;  and 

(F)  A  statement  explaining  the  effect, 
if  any,  that  a  correction  of  the 
administrative  error  or  omission  would 
have  on  the  determination  of  the 
components  of  the  State's  housing  credit 
ceiling  under  section  42(h)(3)(C)  or  on 
the  State's  unused  housing  credit 
carryover  that  is  assigned  to  the 
Secretary  under  section  42(h)(3)(D). 

(iv)  Agreement  to  conditions.  To 
obtain  the  Secretary's  approval  imder 
paragraph  (b)(3)(ii)  of  this  section,  an 
Agency,  or  the  Agency  and  the  affected 
taxpayer,  must  agree  to  the  conditions 
the  Secretary  considers  appropriate. 

(c)  Examples.  The  following  examples 
illustiBte  the  scope  of  this  section: 

Example  1.  Individual  B  applied  to  Agency 
X  for  a  reservation  of  low-income  housing 
credits  for  a  building  that  is  part  of  a  lew- 
income  housing  project.  When  applying  for 
the  low-Income  housing  credits,  B  infomied 
Agency  X  that  B  intended  to  form 
Partnership  Y  to  finance  the  project.  Ai\er 
receiving  the  reservation  letter  and  prior  to 
receiving  an  allocation,  B  formed  Partnership 
Y  and  sold  partnership  interests  to  a  number 
of  limited  partners.  B  contributed  the  low- 
income  housing  project  to  Partnership  Y  in 
exchange  for  s  partnership  interest  B  and 
Partnership  Y  informed  Agency  X  of  the 
ownership  change.  When  actually  allocating 
the  crediU.  Agency  X  sent  Partnership  Y  a 
document  listtng  B.  rather  than  Partnenhip 


Y.asthebuildJ 
promptly  notif 
After  reviewioj 
determined  thi 
the  building's  ( 
dociunent  Sin 
intended  that  I 
the  allocation  i 
Agency  X  may 
obtaining  the  i 
Partnership  Y  i 
allocation  doa 
Example  2.  i 
income  housin 
housing  buildi 
intended.  Afts 
of  the  allocatic 
discovered  the 
Agency  Y.  Age 
documents  a&i 
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provided  in  pa 
section,  for  uu 
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Y,  M  tb0  building's  ownar.  Partnership  Y 
promptly  notified  Agency  X  of  the  eiror. 
After  reviewing  leleted  documents.  Agency  X 
determined  that  it  had  inoonectly  listed  B  as 
the  building's  owner  on  the  alloaition 
document  Since  the  parties  originally 
intended  that  Partnership  Y  would  receive 
the  allocation  as  the  owner  of  the  building. 
Agency  X  may  correct  the  error  without 
obtaining  the  Secretary's  approval,  and  Insert 
Partnership  Y  as  the  building's  owner  on  the 
allocation  document. 

Example  2.  Agency  Y  allocated  fewer  low- 
income  housing  credits  for  a  low-income 
housing  buiUUng  than  Agency  Y  originally 
intended.  After  the  close  of  the  calendar  year 
of  the  allocation,  B,  the  building's  owner, 
discovered  the  error  and  promptly  notified 
Agency  Y.  Agency  Y  reviewed  relevant 
documents  and  agreed  that  an  error  had  , 
occurred.  Agency  Y  and  B  must  apply,  as 
provided  in  paragraph  (b)(3)(iii)  of  this 
section,  for  the  Secretary's  approval  before 
Agency  Y  may  correct  the  error. 

(d)  Effective  date.  The  rules  set  forth 
in  this  notice  of  proposed  rulemaking 
are  proposed  to  be  effiective  on  March  5, 
1993. 

MichadP.Deba, 

Acting  Commissioner  of  Internal  Revenue. 
'  (FR  Doc.  92-31189  Filed  12-31-92;  8:45  am) 


26  CFR  Part  1 

[P8-60-92] 
RIN  1S4S-AQM 

Ruias  to  Carry  Out  tha  Purpoaat  o( 
Section  42  and  for  Conracting 
Admlnlatrativa  Errora  and  Omiaaiona; 
Haarfng 

AGENCY:  Internal  Revenue  Service, 

Treasury. 

ACTION:  Notice  of  public  hearing  on 

proposed  regulations. 

SUMMARY:  Tliis  document  provides 
notice  of  a  public  hearing  on  proposed 
Income  Tax  Regulations  conceraing  the 
Secretary's  authority  to  provide 
guidance  necessary  or  appropriate  to 
carry  out  the  purposes  of  section  42  and 
allowing  State  and  local  housing  credit 
agencies  to  correct  administrative  errors 
and  omissions  made  in  connection  with 
allocations  of  low-income  housing 
credit  dollar  amoimts  and 
recordkeeping  within  a  reasonable 
period  after  their  discovery. 
DATES:  The  public  hearing  will  be  held 
on  Monday.  April  5. 1993.  beginning  at 
10  a.m.  Requests  to  speak  andoutlines 
of  oral  commrats  must  be  received  by 
Monday.  March  15, 1993. 
A00M8SES:  The  public  hearing  will  be 
held  in  the  IRS  Commissioner's 
Confiannoe  Room,  room  3313.  Internal 
Revenue  Building.  1111  Constitution 


Avenue.  NW..  Washington,  DC 
Requests  to  speak  and  outlines  of  oral 
comments  should  be  submitted  to  the 
Internal  Revenue  Service,  P.O.  Box 
7604.  Ben  Franklin  SUtion.  Attn: 
CC:CORP:T:R  lPS-50-92].  room  5228. 
Washington.  DC  20044. 
FOR  FURTHER  WrORMATION  CONTACT: 

Mike  Slaughter  of  the  Regulations  Unit. 
Assistant  Chief  Counsel  (Corporate). 
202-622-7190  (not  a  toll-free  number). 
SUPPLEMENTARY  aWORMATION:  The 
subject  of  the  pubUc  hearing  is  proposed 
regulations  imder  section  42  of  the 
Internal  Revenue  Code  of  1986. 

The  rules  of  §  601.601(a)(3)  of  the 
"Statement  of  Procedural  Rules"  (26 
CFR  part  601)  shall  apply  with  respect 
to  the  public  hearing.  Persons  who  have 
submitted  written  comments  mthin  the 
time  prescribed  in  the  notice  of 
proposed  rulemakins  and  who  also 
desire  to  present  oral  comments  at  the 
hearing  on  the  proposed  regulations 
should  submit  not  later  than  Monday, 
March  15, 1993,  an  outline  of  the  oral 
comments/testimony  to  be  presented  at 
the  hearing  and  the  time  they  wish  to 
devote  to  each  subject. 

Each  speaker  (or  group  of  speakers 
representing  a  single  entity)  will  be 
limited  to  10  minutes  for  an  oral 
presentation  exclusive  of  the  time 
consumed  by  the  questions  from  the 
panel  for  the  government  and  answers 
to  these  questions. 

Because  of  controlled  access  i 

restrictions,  attendees  cannot  be  j 

admitted  beyond  the  lobby  of  the 
Internal  Revenue  Building  until  9:45 
a.m. 

An  agenda  showing  the  scheduling  of 
the  speakers  will  be  made  after  outlines 
are  received  from  the  persons  testifying. 
Copies  of  the  agenda  will  be  available 
free  of  charge  at  the  hearing. 

By  direction  of  the  Commissioner  of 
Internal  Revenue: 
Dale  O.  Goods, 

Federal  Register  Liaison  Officer,  Assistant 
QiiefCounsel  (Corporate). 
(FR  Doc.  92-31470  Filed  12-31-92;  8:45  am) 
BUMO  coot  4«ie-»1-M 


DEPARTMENT  OF  TRANSPORTATION 

Coaat  Guard 

33  CFR  Part  117 

[CQO92-01Sb] 

RM211S-AE30 

Tamporary  Davlatlona  for  Drawbrldga 
OparaUon  Raqulramanta 


agency:  Coast  Guard,  DOT. 


ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Coast  Guard  proposes  to 
amend  drawbridge  operatiim  regulations 
to  allow  for  temporary  deviations  for  up 
to  90  days.  Under  cuirent  regulations,  a 
Coast  Guard  District  Commander  may 
authorize  a  temporary  deviation  from  a 
part  117  provision  for  a  maximum  of  60 
days.  The  additional  30  days  would 
better  accommodate  seasonal  testing 
and  public  response  surveys,  and  would 
provide  additional  time  for  a  test 
regulation  to  be  in  effect  befne 
comments  are  due  on  the  proposed 
change  and  its  effectiveness. 
DATES:  Comments  must  be  received  on 
or  beforo  Mardi  5. 1993. 
ADDRESSES:  Comments  may  be  mailed  to 
the  Executive  Secretary.  Marine  Safety 
Council  (G-LRA/3406)(GGD  92-015b). 
U.S.  Coast  Guard  Headquarters,  2100 
Second  Street,  SW..  Washington.  DC 
20593-0001.  or  may  be  delivered  to 
Room  3406  at  the  above  address 
between  8  a.m.  and  3  p.m..  Monday 
throu]^  Friday,  except  Federal  holidays. 
Hie  telephone  number  is  (202)  267- 
1477. 

The  Executive  Secretary  maintains  tha 
public  docket  for  this  rulemaking. 
Comments  will  become  part  of  tbus 
docket  and  will  be  available  for 
inspection  or  copying  at  Room  3406, 
U.S.  Coast  Guard  Headquarters. 
FOR  FURTHER  MFORMATKM  CONTACT:  Ms. 
Marcia  L.  Waples.  Chief.  Alterations. 
Drawbridges,  and  Systems  Branch  (G- 
NBR-1).  at  (202)  267-0375. 

SUPPLEMENTARY  MFORMATION: 
Request  for  CommeBts 

The  Coast  Guard  encourages 
interested  persons  to  participate  in  this 
rulemaking  by  submitting  written  data, 
views,  or  argtunents.  Persons  submitting 
comments  should  include  their  names 
and  addresses,  identify  this  rulemaking 
(CGD  92-015b)  and  the  specific  section 
of  this  proposal  to  which  each  comment 
appUes,  and  give  a  reason  for  each 
comment  The  Coast  Guard  requests  that 
all  comments  and  attachments  be 
submitted  in  an  unbound  format 
suitable  for  copying  and  electronic 
filing.  If  not  practical,  a  second  copy  of 
any  bound  material  is  requested. 
Persons  wanting  acknowledgement  of 
receipt  of  comments  should  enclose  a 
stamped,  self-addressed  postcard  or 
envelope. 

The  Coast  Guard  will  consider  all 
comments  received  during  the  comment 
period.  It  may  change  this  proposal  in 
view  of  the  comments. 

The  Coast  Guard  plans  no  public 
hearing.  Persons  may  request  a  public 
hearing  by  writing  to  the  Marine  Safety 
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Council  at  the  addreM  undar 
"MOMMM."  IIm  raqiiMl  diould 
inchid*  iMMoa  why  •  hMring  would  ba 
baoafidaL  If  It  dalanninaa  that  the 
opportunity  fcr  ofal  piaaantatlnni  will 
aid  thia  rulamaUiM.  the  Coaat  Guard 
will  hold  a  publichaaring  at  a  time  and 
place  announced  by  a  latar  notice  in  the 


The  prindpel  penont  involved  in 
drafting  thia  document  are  Ms.  Maida 
L  WapW  Prefect  Manager,  and  Mr. 
Don  Faleris.  Profect  Counael.  OfBce  of 
Chief  Coxmael. 


Title  33,  part  117  of  the  Code  of 
Fadafal  Ragulationa  contains  both 
general  and  specific  requimaoits  far 
drawbridge  oparatioos.  fai  order  to 
evaluate  su^eated  diangea  to  the 
drawbridge  oparatian  raquiiements, 
S  117.43  allows  a  Coast  Guard  District 
commander  to  authorize  temporary 
deviations  from  the  regulations 
contained  in  part  117,  for  up  to  60  days. 
The  authori»d  temporary  deviation  is 
meant  to  allow  for  regulations  testing  as 
a  prelude  to  permanent  regulation 
changes  governing  drawbridge 
operations  and  achedulea.  An  issue  has 
been  raised  regarding  the  need  to  revise 
§  117.43  because  the  maximum  60-day 
period  does  not  consider  the  need  to  test 
a  propoeed  regulation  change  over 
varioua  lengths  of  seasonal  periods  in 
order  to  capture  significant 
droimstances  associated  with  seasonal 
waterbome  traffic  patterns.  The  60-day 
limitation  also  does  not  allow  for 
adequate  public  survey  responses  or 
commentary  on  profKiaed  changes  at 
other  related  problems  not  specifically 
addraaaed  under  part  117. 


The  proposed  amendment  would 
allow  temporary  deviations  &x>m 
dravrtvidge  operation  regulations  to  be 
authorind  by  a  District  Commander  for 
up  to  90  days,  instead  of  the  cvirrent  60 
days.  This  %dll  make  the  testing  of 
proposed  changes  more  efiisctive  and 
will  increase  the  likelihood  of  more 
useful  fsedback  from  the  affected 
public. 

legulatory  EvahiatioB 

This  proposal  is  not  maior  under 
Executive  Order  12291  and  not 
significant  under  the  "Department  of 
Transportation  Regulatory  Policies  and 
Piocedurea"  (44  FR 11040;  February  26. 
1979).  The  Coast  Guard  expects  the 
economic  impact  of  this  proposal  to  be 
so  minimal  that  a  full  Regulatory 
Evahiatian  is  iinnnrsassry.  This 


proposal  merely  extends  the  allowable 
time  for  tsmporafy  disngss  in 
drawbridgs  oparstioD  rsqidfsnMnts  far 
regulatoiy  purpoeea.  There  will  be  no 
cost  to  tfaie  general  pubhc  In  fact,  the 
ultimate  purpose  is  to  balance  the  needs 
of  nav^tion  and  railroad  and  land 
transportation  in  the  most  effective  and 
efficient  cunner  possible,  in  order  to 
minimiM  to  the  peatast  extant 
practicable  inconvenience  and 
transportation  and  navigation  coats 
whi(±  may  be  associatad  with  delsys 
cauaed  by  scheduling  or  othw  operating 
requirements  in  need  of  adjustment 

SmaU  Entities 

Under  the  Regulatory  Flexibility  Act 
(S  U.S.C  601  et  seq.),  Uie  Coast  Guard 
must  consider  wdiether  this  proposal,  if 
adopted,  will  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  "Small 
entities"  include  independently  owned 
and  operated  small  businesses  that  are 
not  dominant  in  their  field  and  that 
otherwise  qualify  as  "small  business 
concOTns"  \mder  section  3  of  the  Small 
Business  Act  (15  U.S.C  632). 

This  proposal  is  intended  to  provide 
greater  flexibility  in  the  regulation 
which  allows  for  testing  proposed 
changes  in  drawbridge  operations  or 
scheduling.  This  pit)posal  is  largelv 
administrative  in  nature,  and  will  be 
infrequently  used.  It  imposes  no  special 
expense  on  small  businesses.  Because  it 
expects  the  economic  impacts  of  this 
proposal  to  be  minimal,  tne  Coast  Guard 
certifies  under  5  U.S.C  605(b)  that  this 
proposal,  if  adopted,  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

Collectiaa  of  Information 

This  proposal  contains  no  additional 
collection  of  information  requirements 
under  the  Paperwork  Reduction  Act  (44 
U.S.C3501etseq.). 

Federalism 

The  Coast  Guard  has  analyzed  this 
proposal  under  the  principles  and 
criteria  contained  in  Executive  Order 
12612  and  has  determined  that  this 
proposal  does  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 
Under  Federal  law,  the  primary 
jurisdiction  to  regulate  drawbridges 
across  the  navigable  waters  of  the 
United  States  is  vested  in  the  Secretary 
of  Transportation  and  deleoated  to  the 
Coast  Guard.  Therefore,  if  this  rule 
becomes  final,  the  Coart  Guard  intends 
it  to  preempt  State  action  addressing 
this  subject  matter. 


The  Coast  Guard  coosidsrKl  the 
anvironmsotal  in^MCt  of  this  proposal 
and  ooochtded  that  under  section 
2.B.2.g.(5)  of  Commandant  Instruction 
M16475.1B,  this  nropossl  is 
categorically  excluded  from  farther 
environmental  documentation  because 
it  ia  a  Bridge  Administration  Program 
acticm  involving  the  promulgation  of 
operating  requirements  or  procedures 
for  drawbiid^  A  Categorical 
Exclusion  Detorminaticm  is  available  in 
the  dodcet  for  inspection  or  copying 
where  indicated  under  " "  ~ 


LisI  of  SoMscts  ia  33  CFR  Part  117 

Bridflee. 

For  the  reaaons  set  out  in  the 
preamble,  the  Coast  Guard  proposes  to 
amend  33  CFR  part  117  aa  follows: 

PART  IIT-ORAWBRIDQE 
OPERATION  REGULATIONS 

1.  The  authority  dtation  for  part  117 
continues  to  read  as  follows: 

Aodiorily:  33  U.S.C  499;  49  CFR  1.46;  33 
CFR  1.0S-l(g). 

2.  Section  117.43  is  revised  to  read  as 
follows: 


1117.43    Ctiangaeint 
requiremente  for  reguialDry  I 

In  order  to  evaluate  suggested  changes 
to  the  drawbridge  operation 
requirements,  the  District  Commander 
may  authorize  temporarv  deviations 
from  the  regulations  in  tnis  part  for 
periods  not  to  exceed  90  days.  Notice  of 
these  deviations  is  disseminated  in  the 
Local  Notices  to  Mariners  and  published 
in  the  Federal  R^lslar 

Dated:  Dec  28. 1992. 
A-CattaUai. 

Acting  Chief,  Office  ofNavigatim  Safety  and 
Watereway  Setvicae. 

[FR  Doc.  92-31913  Piled  12-31-92;  8:45  am] 
aaisM  0001 4aw-M4i 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47CFRPart7S 

[My  DodNt  No.  n-ate.  FCC  92-644] 

Implemantatlon  of  tha  Cabia  TatovMon 
Conaumar  Prolactlon  and  CompatMon 
Ad  of  1992;  Rata  Ragulallon 

AGENCY:  Federal  Communications 

Commission. 

action:  Proposed  rule.  ^____ 


r:  In  this  Notice  of  Proposed 
Rulemaking  (NPRM),  the  Commission 
proposes  to  smend  its  rules  to 


AOORESSES:  ] 
Commission 
Washington, 

FOR  FURTHER 

Patrick  Done 
Nancy  Boocl 
Common  Caj 
Harrison  or  i 
Rules  Divisii 
7792. 
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implement  sections  623, 612,  and 
622(c).  of  the  Communications  Act  of 
1934. 47  U.S.C.  543,  532  and  542(c)  as 
amended  by  the  Cable  Television 
Consumer  Protection  and  Competition 
Act  of  1992.  Pub.  L.  No.  102-385.  §§  3, 
9.  &  14. 106  Stat.  1460  (1992)  (Cable  Act 
of  1992).  The  Cable  Act  of  1992  directs 
the  Commission  to  estabUsh  rules  to 
govern  rate  regulation  of  cable  service 
provided  by  cable  systems  not  subject  to 
effective  competition  and  leased 
commercial  access  offered  by  cable 
systems  to  programmers. 
DATES:  Comments  must  be  filed  on  or 
before  January  27, 1993,  and  reply 
comments  on  or  before  February  11. 
1993. 

ADDRESSES:  Federal  Communications 
Commission,  1919  M  Street.  NW.. 
Washington.  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
Patrick  Donovan  (202)  632-1295  or 
Nancy  Boocker  (202)  632-6917. 
Common  Carrier  Bureau;  Regina 
Harrison  or  Alan  Aronowitz,  Policy  and 
Rules  Division.  Mass  Media.  (202)  632- 
7792. 

SUPPUEMENTARY  INFORMATX)N: 

I.  Introduction 

The  FCC  solicits  comment  to  help  it 
to  craft  a  comprehensive  regulatory 
model  that  will  best  fulfill  statutory 
objectives  related  to  rate  regulation  for 
the  cable  industry.  The  NPRM  describes 
and  proposes  alternative  procedural  and 
substantive  regulations  through  which 
the  requirements  of  these  statutory 
provisions  could  be  implemented.  It 
also  discusses  the  advantages  and 
disadvantages  of  each  alternative.  The 
NPRM  tentatively  concludes  that  the 
FCC  should  adopt  a  benchmark 
regulatory  alternative  for  regulation  of 
cable  service  rates  under  which  the  FCC 
would  establish  a  benchmark  rate,  or  a 
simple  formula  which  could  be  used  to 
derive  such  a  rate.  Rates  above  the 
benchmark  would  be  presumed 
unreasonable.  Cost-of-service  regulation 
on  an  individual  system  basis  would  be 
applied  to  cable  systems  seeking  to 
justify  a  rate  above  the  benchmark.  The 
FCC  solicits  comment  generally  on  how 
the  different  rate  regulation  proposals 
presented  in  the  NPRM  would  affect, 
and  be  affected  by,  other  parts  of  the 
Cable  Act  of  1992  addressed  in  separate 
Commission  proceedings. 

n.  Proposed  Implementation 

A.  Regulation  of  Cable  Service  Rates 
1.  General  Issues 

The  Cable  Act  of  1992  directs  the 
Commission  to  estabUsh  rules  to  govern 
rate  regulation  of  cable  service  tiers 


offered  by  cable  systems  not  subject  to 
effective  competition.  The  Commission 
must  establish  regulations  that  assiire 
that  rates  for  the  b&sic  service  tier  are 
reasonable,  and  standards  that  permit 
identification,  in  individual  cases,  of 
rates  for  cable  programming  services 
that  are  unreasonable. 

The  Cable  Act  of  1992  states  that 
since  the  rate  deregulation  triggered  by 
the  Cable  Communications  Policy  Act  of 
1984.  monthly  rates  for  the  lowest 
priced  basic  cable  service  have 
increased  by  40  percent  or  more  for  28 
percent  of  cable  subscribers. 
Acknowledging  that  since  1984  the 
average  number  of  basic  channels  has 
increased  from  about  24  to  30,  the  Act 
still  finds  that  average  monthly  rates 
have  risen  29  percent  during  tne  same 
period  and  that  the  average  monthly 
cable  rate  has  grown  almost  three  times 
as  fast  as  the  Consumer  Price  Index 
(CPI)  since  deregulation.  The  Cable  Act 
of  1992  also  requires  that  regulations 
governing  rates  for  cable  service  be 
based  on,  among  other  factors,  the  rates 
charged  by  cable  systems  subject  to 
effective  competition.  This  leads  to  the 
basic  question  of  whether  the  purpose 
and  the  terms  of  the  Cable  Act  embody 
a  congressional  intent  that  our  rules 
produce  rates  generally  lower  than  those 
in  effect  when  the  Cable  Act  of  1992 
was  enacted  (and  if  so,  to  what  degree), 
or,  rather  a  congressional  intent  that 
regulatory  standards  serve  primarily  as 
a  check  on  prospective  rate  increases. 
To  the  extent  Congress  envisioned 
reductions  in  rates,  the  FCC  solicits 
comment  on  the  extent  to  which  this 
should  be  accomplished  for  the  basic 
service  tier  and/or  for  cable 
programming  services.  The  FCC  solicits 
comment  generally  on  the  impact  of  rate 
reductions,  or  of  limits  on  prospective 
rate  increases,  on  the  ability  of  cable 
operators  to  provide  service  to 
subscribers  on  the  basic  or  higher  level 
service  tiers. 

The  Cable  Act  of4992  permits,  and 
appears  to  require  in  some  cases,  a 
restructuring  of  service  offerings.  The 
FCC  solicits  comment  on  the  impact  of 
the  rate  regulation  alternatives 
presented  in  the  NPRM  on  the  ability 
and  incentive  of  cable  operators  to 
create  packages  of  programming  at 
different  tier  levels  that  will  be  useful 
and  valuable  to  subscribers.  The  FCC 
also  solicits  comment  on  whether  any 
regulatory  alternative  would,  as  a 
practical  matter,  unduly  restrict  the 
ability  of  cable  operators  to  provide  a 
full  range  of  services  on  either  the  basic 
or  higher  level  service  tiers.  In  addition, 
the  FCC  seeks  comment  generally  on  the 
impact  upon  the  cable  industry,  its 
investors,  subscribers,  future  growth  of 


services  and  of  programming,  and 
service  quality  of  the  different 
approaches  to  rate  regulation  that  we 
present  in  the  NPRM. 

2.  Standards  and  Procedures  for 
Identification  of  Cable  Systems  Subject 
to  Effective  Competition 

The  Cable  Act  permits  regulation  of  a 
cable  system's  subscriber  rates  only  if 
this  Commission  finds  that  the  cable 
system  is  "not  subject  to  efiiactive 
competition."  Where  effective 
competition  does  not  exist,  the  Cable 
Act  states  that  rates  for  the  provision  of 
"basic  cable  service"  are  to  be  regulated 
by  the  franchising  authority  (or  by  this 
Commission  in  circumstances  discussed 
below),  while  rates  for  "cable 
programming  services"  shall  be  subject 
to  regulation  only  by  this  Commission. 
The  statute  establishes  three  separate 
tests,  any  one  of  whidi,  if  satisfied, 
would  determine  that  cable  system  is 
subject  to  effective  competition.  The 
first  is  satisfied  if  the  households 
subscribing  to  a  cable  system  constitute 
fewer  than  30  percent  of  the  households 
in  the  fianchise  area.  The  second  test  is 
met  if:  (i)  There  are  at  least  two 
unaffiliated  multichannel  video 
programming  distributors  (one  of  which 
may  be  the  cable  system  in  question), 
each  of  which  offiers  comparable  video 
programming  to  at  least  50  percent  of 
the  households  in  the  franchise  area, 
and  (ii)  the  households  subscribing  to 
all  but  the  largest  multichannel  video 
programming  distributor  exceed  15 
percent  of  the  households  in  the 
franchise  area.  The  third  way  effiective 
competition  may  arise  is  if  the 
fianchising  authority  in  the  subject 
franchise  area  is  itself  a  multichannel 
video  programming  distributor  and 
offers  video  programming  to  at  least  50 
percent  of  the  households  in  that 
franchise  area.  The  Commission  seeks 
comment  on  the  effiective  competition 
standards  contained  in  the  Cable  Act. 

The  Commission  also  seeks  comment  . 
on  whether  the  standard  for  gauging 
whether  households  are  "offered"  video 
programming  under  the  second  and 
third  tests  should  be  that  service  is 
actually  available  to  such  households. 
The  Commission  plans  to  count 
"households"  subscribing  to  or  being 
offered  cable  or  other  video 
programming  service  on  the  basis  of 
each  separately  billed  or  billable 
customer.  The  Commission  seeks 
comment  on  this  tentative  view. 
Comments  are  also  sought  on  sources 
for  data  needed  to  evaluate  such  criteria, 
and  their  current  availabiUty. 

The  Commission  also  seeks  comment 
on  who  is  "a  multichannel  video 
programming  distributor"  for  purposes 


so 
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of  the  sacood  and  third  teats.  The  Cable 
Act  defines  multichannel  video 
programming  distributor  as  an  entity 
%^o  makes  multiple  diannels  of  video 
programming  available  for  purchase  by 
subscribers  or  customara.  As  examplaa 
of  such  entitiaa.  sactian  602(12)  of  the 
Communicatiau  Act  lists:  A  cable 
operator,  a  DBS  satellite  service 
provider,  a  televisii»  reoaive-only 
satellite  program  distributor,  and  an 
MMDS  provider.  In  assessing  cable 
competition,  the  Commission 
previously  has  considered  whether  to 
take  into  account  alternative  or 
substitute  delivery  services  readily 
available  to  subscribers  in  the  home.  In 
this  regard,  the  Commission  seeks 
comment  on  whether  a  telephone 
company  offsrins  of  "video  dialtcme" 
service  or  a  tele^osion  broadcast  sUtion 
offering  multiplexed  multichannel 
service  would  qualify  aa  a 
"multichannel  video  pogramming 
distributor."  A  related  issue  on  which 
the  Commission  sought  oomment  is 
whether  a  leased  access  user  offering 
compraaaed,  multichannel  service,  or  a 
leased  aocasa  user  or  a  franchising 
authority  offering  multichannel 
programming  on  the  operator's  leased 
access  or  Pe5  channels,  on  either  a 
perchannel  or  a  multiplexing  basis, 
would  be  a  "multichannel  video 
prraramming  distributor." 

Ine  Commission  also  seeks  comment 
on  its  tentative  view  that  it  should 
measure  penetration  for  purposes  of  the 
second  test  cumulatively,  i.e.,  by  adding 
the  subscribership  of  all  alternative 
multichannel  video  programming 
distributors  (other  than  the  largest) 
together.  In  addition,  the  Commission 
ask  parties  to  address  whether  any 
minimum  amount  of  programming  or 
minimum  niunber  of  separate  channels 
must  be  provided  by  an  enti^  for  it  to 
quality  as  a  "multicnannel  video 
programming  distributor."  With  respect 
to  "comparable  video  programming." 
the  Conunisaion  might  presume  that 
such  comparability  exists  under  the 
second  statutory  test  for  effective 
competition  if  a  competitor  otten 
multiple  channels  of^video 
prooamming  and  the  numerical  tests 
for  me  offering  of  and  subscription  to 
competitive  service  under  the  second 
test  are  met.  The  Commission  seeks 
comment  on  this  approach. 

3.  Regulation  of  the  Basic  Service  Tier 
Rates 

a.  Ck)mponents  of  the  basic  service  tier 
subject  to  regulation.  Under  the  Cable 
Act.  each  cwle  operator  must  offer  its 
subscribera  a  separately  available  basic 
service  tier  to  wnich  subscription  is 
required  lor  access  to  "any  other  tier  of 


service."  Qualified  franchising 
authorities  are  to  be  the  primvy 
regulators  of  rates  for  this  basic  tier  of 
service,  with  the  Commission  regulating 
in  certain  drcumstancea.  The  statute 

Erovides  that  the  basic  service  tier  must 
iclude: 

(1)  All  local  commercial  and 
noncommercial  educational  television 
and  qualified  low  power  station  signals 
carried  to  meet  carriage  obligations 
imposed  by  sections  614  and  615  of  the 
Cable  Act: 

(2)  Any  public,  educaticmal,  and 
governmental  access  programming 
required  by  the  system  franchise  to  be 
provided  to  subscribers;  and 

(3)  Any  signal  of  any  televisicni 
broadcast  station  that  the  cable  operator 
offers  to  any  subscriber,  unless  it  is  a 
signal  that  is  secondarily  transmitted  by 
a  satellite  carrier  beyond  the  local 
service  area  of  such  a  station. 
SecUon  623(b)(7)(B)  permite  the 
operator  to  include  additional  video 
programming  signals  or  services  in  the 
basic  tier  as  long  as  the  charges  for  their 
services  conform  to  the  Commission's 
rate  regulations. 

The  statute  requires  that  "must-carry" 
local  television  signals,  as  defined  by 
secticms  614  and  615  of  the 
Communications  Act,  must  be  included 
in  the  basic  service  tier.  However,  the 
Cable  Act  authorizes  local  television 
stations  to  exercise  "retransmission 
consent"  rights  in  lieu  of  mandatory 
carriage.  Parties  are  requested  to 
comment  on  how  the  retransmission 
consent  provisions  will  affiect  or  shape 
the  composition  of  the  basic  service  tier. 
In  particular,  section  623(b)(7)(A)(iii) 
would  appear  to  make  any  local  signal 
carried  pursuant  to  retransmission 
consent  a  basic  tier  channel.  The 
Commission  seeks  comment  on  this 
tentative  conclusion.  The  Commission 
also  seeks  comment  on  whether 
channels  carried  pursuant  to 
retransmission  consent  would  be 
classified  as  basic  service  channels, 
even  if  an  operator  had  already  satisfied 
his  signal  carriage  obligations.  The 
Commission  also  seeks  comment  on  its 
tentative  finding  that  cable  operators 
may  add  any  and  as  many  video 
programming  services  to  the  basic  tier  as 
they  wish,  provided  that  such  services 
are  subject  to  basic  rate  regulation. 

The  statute  defines  basic  service  as  a 
tier  "to  which  subscription  is  required 
for  access  to  any  other  tier  of  service." 
The  Commission  seeks  comment  on 
whether  this  language  establishes  a 
"basic  buy-through"  requirement.  i.e., 
whether  it  precludes  the  ofiiering  of 
video  services  completely  "a  la  carte" 
and  without  prior  sxibscription  to  the 


basic  service  tier.  In  particular,  the 
Commission  aaka  interaatad  parties  to 
comment  en  whether  Congreiss  intended 
to  deprive  conaumen  of  the  option  of 
purchasing  services,  such  as  premium 
channels,  or  the  services  of  a  leased 
access  programmer,  on  a  stand-alone 
basis,  eqiedally  in  light  of  the  plain 
language  of  the  statute  which  limits  any 
su<i  "basic  buy-through"  to  other  tiers 
of  service.  In  addition,  the  Commission 
interpreU  section  623(b)(8)(A)  as 
precluding  an  operator's  requiring  the 
purdiase  of  services  in  addition  to  the 
oasic  tier  as  a  precondition  for  ordering 
other  programming.  Assuming  arguendo 
that  oUier  alternative  interpretations  are 
possible,  the  Commission  seeks 
comment  on  whether  the  Act  would 
also  preclude  subscribers  from 
purcnasing  a  separate  offiaring  of  a 
nonvideo  or  "institutional  network" 
without  firat  purchasing  the  basic  tier. 
The  definition  of  what  services  are 
subject  to  rate  regulation  as  part  of  the 
basic  service  tier  appean  to  contemplate 
only  a  single  tier,  and  to  effectively 
amend  the  general  "baaic  tier" 
definition  that  remains  in  the 
Conunimications  Act  from  the  1984 
Cable  Act.  Section  602(3)  defines  "basic 
cable  service"  as  "any  service  tier  which 
includes  the  retransmission  of  local 
television  broedcast  signals"  (emphasis 
supplied).  As  American  Gvil  Liberties 
Union  v.  FCX:.  823  F.2d  1554  (D.C  Or., 
1987)  held,  under  the  1984  Act,  a  tier 
of  service  that  incorporates,  in  a 
mariceting  sense,  the  basic  tier  is  itself 
also  a  bausic  tier  service,  although  a  tier 
added  to  a  basic  tier  for  a  separate 
charge  would  not  be  considered  a  basic 
service.  The  Commission  seeks 
comment  on  the  effect  of  the  1992  Cable 
Act  on  the  ACLU  interpretation  of  basic 
service.  In  particular,  it  appeare  that  the 
1992  Cable  Act  contemplates  that  there 
be  a  single  "basic  tier"  of  service  that  is 
subject  to  local  regulation  and  that 
includes  the  services  defined  in  section 
623(b)(7)(A)  (i).  (ii),  (iii).  If  this  were  not 
the  case,  the  anti-buy  through 
provisions  of  section  623(b)(8)  could  be 
frustrated  through  the  marketing  of 
cumulative  tiere  of  "basic"  service.  The 
Commission  seeks  comment  on  its 
tentative  interpretation. 

b.  Regulation  of  the  basic  service  tier 
by  local  franchising  authorities  and  the 
Commission.  The  Cable  Act  of  1992 
permits  local  franchising  authorities  or 
the  Commission  to  regulate  the  rates  for 
"basic  cable  service"  only  if  effiBcUve 
competition  does  not  exist.  A 
franchising  authority  wishing  to  exert 
such  regulatory  jurisdiction  must  certify 
in  writing  to  the  Commission  that:  (1) 
The  frandusing  authority  will  adopt 
and  administer  rules  with  respect  to  the 
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rates  sub|ect  to  regulatirai  that  are 
consistent  with  the  r^ulations 
prescribed  by  the  Coimnission;  (2)  the 
franchising  authority  has  the  legal 
authority  to  adopt,  and  the  personnel  to 
administer,  such  regulations;  and  (3) 
procedural  laws  and  rules  governing 
rate  regulation  proceedings  by  such 
authority  provide  a  reasonable 
opportunity  for  consideration  of  the 
views  of  interested  parties.  Such  a 
certification  filed  with  this  Commission 
by  a  franchising  authority  will  become 
effective  30  days  after  filing  unless  the 
Commission  finds,  after  notice  and  a 
reasonable  opportunity  for  the  authority 
to  comment,  that  the  franchising 
authority  has  not  met  one  of  the  three 
criteria  Usted  above.  If  the  Conunission 
disapproves  the  certification,  this 
Commission  must  notify  the  franchise 
authority  of  any  revisions  or 
modifications  necessary  to  obtain 
approval.  Further,  if  the  Commission 
disapproves  or  revokes  a  certification, 
section  623(a)(6)  requires  this 
Conunission  to  exercise  the  franchise 
authority's  regulatory  jurisdiction  until 
that  authority  becomes  qualified  by 
filing  a  new  certification  that  meets  the 
requirements.  Such  new  certifications 
become  effective  upon  approval  by  this 
Commission,  which  is  required  to  act  on 
them  within  90  days. 

aa.  Jurisdictional  Division.  The 
Commission  interprets  Section  623  of 
the  Communications  Act,  as  amended 
by  the  Cable  Act.  to  permit  local 
firanchising  authorities  to  regulate  the 
rates  for  basic  cable  service  in  areas  that 
are  not  subject  to  effiective  competition 
unless  the  Commission  disallows  or 
revokes  an  authority's  certification.  The 
scope  of  the  Commission's  authority  to 
regulate  basic  cable  service  rates  under 
the  statute  is  less  clear.  The  Commission 
tentatively  concludes  that  it  has  the 
power  to  regulate  basic  cable  service 
rates  only  if  the  Commission  has 
disallowed  or  revoked  the  fi-anchise 
authority's  certification.  The  Act  states 
that  rates  for  basic  cable  service  "shall 
be  subfect  to  regulation  by  a  fi-anchising 
authority"  or  "by  the  Commission  if  the 
Commission  exercises  jurisdiction 
pursuant  to  paragraph  (6)."  Paragraph 
(6)  of  section  623(a)  only  permits  this 
Commission  to  exercise  "the  fi«nchising 
authority's  regulatory  jurisdiction" 
when  a  nancUse  authority's 
certification  is  disapproved  or  revoked, 
and  then  only  until  a  new  certification 
is  approved.  Thus,  undw  the 
Commission's  tentative  interpretation, 
imless  a  local  franchise  authority  seeks 
to  assMl  regulatory  jurisdiction  over 
basic  cable  service  and  is  unsuccessful, 
the  Conunission  would  have  no 


independent  authority  to  initiate 
regulation  of  basic  service  rates.  The 
Commission  seeks  comment  on  this 
tentative  interpretaticm. 

Other  interpretations  may  be  possible, 
however.  Section  623(b)  mandates  that 
the  Commission  ensiire  by  regulation 
that  the  rates  for  the  basic  tier  are 
reasonable.  This  section  can  be  read  as 
giving  the  Commission  authority  over 
basic  cable  rates  in  areas  not  subject  to 
effective  competition,  including  such 
areas  in  which  local  authorities  have  not 
sought  certification  from  the 
Commission  to  regulate  basic  service 
rates.  Und^r  this  interpretation,  the 
Commission  might  exercise  its 
jurisdiction  over  basic  service  rates 
through  individual  petitions  or 
complaints.  Alternatively,  the 
Commission  might  regulate  using 
procedures  similar  to  those  it  proposes 
for  local  franchising  authorities.  The 
Commission  seeks  comment  on  this  or 
any  other  alternative  interpretation  of 
the  jiuisdictional  division  established 
under  the  Cable  Act  The  Commission 
seeks  comment  on  whether  it  should 
permit  a  local  franchising  authority  to 
file  a  statement  explaining  why  the 
authority  cannot  submit  a  certification, 
(e.g.,  lack  of  personnel)  and  requesting 
that  the  Commission  assert  jurisdiction. 
Parties  advocating  this  approach  should 
explain  how  this  is  consistent  with  the 
jurisdictional  framework  of  the  Cable 
Act. 

bb.  Finding  of  effective  competition. 
The  Cable  Act  au&orizes  the 
Commission  to  "find"  whether  or  not  a 
cable  system  is  subject  to  effective 
competition.  The  Conunission  proposes 
to  base  its  independent  findings  on  an 
initial  determination  of  an  absence  of 
effective  competition  by  the  franchising 
authority.  The  Commission  proposes  to 
have  the  franchise  authority  submit  its 
finding  and  the  basis  for  this  finding  to 
the  Commission  as  part  of  the  process 
by  which  local  authorities  are  certified 
to  regulate  basic  service  rates.  Given  the 
large  number  of  franchise  areas 
nationally  and  thefr  varied  competitive 
characteristics,  this  approach  appears  to 
be  reasonable  and  reaUstic  First,  the 
statute  on  its  face  states  that  local 
authorities  may  exercise  regulatory 
jurisdiction  over  cable  rates  only  if  the 
authority  certifies  that  it  has  "the  legal 
authority  to  adopt  •  *  *  such 
regulations."  Since  the  Cable  Act  makes 
the  absence  of  effective  competition  a 
prerequisite  to  regulators'  legal 
authority  over  basic  cable  rates,  the 
Commission  finds  it  reasonable  to 
require  that  local  franchising  authorities 
provide  evidence  of  the  lack  of  effective 
competition  as  a  threshold  matter  of 
jurisdiction.  In  addition,  frandiising 


authorities  may  be  in  a  superior  position 
to  gather  relevant  local  focts  and  to  test 
the  accuracy  of  operators' 
representations  regarding  competition. 
The  Commission  also  eiqiects  that  they 
will  consider  any  data  operaton  sulnnit 
to  the  Commission  as  a  result  of  data 
requests  or  reporting  obligations.  The 
Commission's  proposal,  it  believes, 
would  permit  in  many  cases  a  m0ra 
accurate  and  expeditious  initial  | 
effective  competition  analysis  than  the 
Commission  could  undertake  without 
local  assistance.  The  Commission  seeks 
comment  on  this  proposal  Parties  may 
also  wish  to  comment  on  whether 
challenges  to  a  determination  of  lack  of 
effiective  competition  may  appropriately 
be  made  as  part  of  a  revocation 
proceeding  under  secti(Mii  623(a)(5),  or 
as  part  of  the  Conunission's  normal 
procedures  for  reconsideration  and 
review.  The  Commission  also  seeks 
comment  on  whether  multichaxmel 
video  programming  distributors  who  are 
competitors  to  cable  systems  should  be 
required  to  disclose  the  number  of  thefr 
subscribers  and  any  other  data  relevant 
to  finding  of  effiective  competition: 
whether  such  information  [e.g.,  as  to 
number  of  subscribers)  is  likely  to  be 
proprietary  and  subject  to  special 
'  protections,  and  if  so.  what  that  special 
protection  should  be. 

The  Commission  also  tentatively  finds 
that  the  language  of  section  623(1)(1). 
which  expresses  the  tests  for  the 
presence  or  absence  of  effective 
competition  in  terms  of  a  "franchise 
area."  implies  that  determinations  that 
effective  competition  is  absent  should 
be  made  on  a  fianchise-area  basis.  Thus, 
if  a  cable  system  serves  more  than  one 
franchise  area  in  a  geographic  region, 
separate  effective  competition 
determinations  would  have  to  be  made 
for  each  distinct  franchise  area. 
Moreover,  the  Commission  tentatively 
finds  that  if  more  than  one  cable  system 
is  authorized  to  operate  in  a  given 
franchise  aree,  the  requisite  effective 
competition  analysis  must  be  applied  to 
each  system.  The  Commission  seeks 
comment  on  these  tentative 
conclusions.  The  Commission  also  seeks 
comment  on  whether  a  determination  of 
effective  competition  for  cable 
programming  services,  which  this 
Commission  is  charg^  primarily  with 
regulating,  could  and  should  be  made 
on  a  system-wide,  as  opposed  to 
franchise-area,  buis. 

cc.  Filing  of  franchise  authority 
certification.  "The  Commissiim  proposes 
that  a  franchise  authority  intending  to 
regulate  the  rates  for  basic  c^le  service 
be  required  to  submit  a  certification 
meetfrig  the  requirements  of  section 
623(a)(3)(A-C).  and  additionally  stating 
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the  basis  for  its  finding  that  its 
franchisee  is  not  subiect  to  effective 
ounpetition.  The  Commission 
tentatively  concludes  that  a 
standardized  and  simple  form  can  and 
should  be  used  fm  certifying  to  the  three 
criteria  of  section  623(a)(3).  and  that  this 
form  should  include  a  section  for  the 
authority's  statement  and  explanation  of 
its  initial  finding  that  effective 
competition  is  lacking,  with  reference  to 
documentable  data,  including  any 
submissions  made  to  the  Commission. 
The  Commission  seeks  conmient  on  this 
tentative  conclusion,  as  well  as  on  the 
specific  format  for  such  a  form.  The 
Commission  also  invites  comment  on 
any  other  administratively  efficient 
method  for  certification.  Parties 
proposing  such  an  alternative  should 
also  explain  how  their  proposal  is 
consistent  with  the  goals  of  the  Cable 
Act. 

Section  623(a)(3)  of  the 
Communications  Act.  as  amended, 
requires  that  a  franchising  authority  be 
able  legally  to  adopt  regulations 
consistmt  with  those  the  Coounission 
establishes  for  basic  cable  rate 
regulation.  The  Communications  Act.  as 
amended  by  the  1984  Cable  Act.  appears 
to  assume  that  a  franchise  authority 
derives  its  powers,  including  those  to 
regulate  rates,  from  state  law.  The 
legislative  history  of  the  Cable  Act  of 
1992,  however,  suggests  that  the  Act 
itself  may  abrogatefranchise  agreements 
in  certain  circumstances  to  permit  rate 
regulation  consistent  with  Commission 
rules.  The  Commission  seeks  comment 
on  whether  franchising  authorities 
derive  their  powers  to  regulate  bom 
state  and  local  laws  alone,  or  whether 
the  Cable  Act  may  itself  be  an 
independent  source  of  authority  to 
regulate  rates.  To  the  extent  the 
authority  is  not  derived  from  state  law. 
are  there  issues  that  need  to  be 
addressed  as  to  which  specific 
authorities  within  state  and  local 
govenmient  are  entitled  to  exercise  this 
authority?  The  Commission  asks  what 
Congress  intended  by  enacting  section 
623(a)(3)(B).  if  the  Cable  Act  in  fact 
grants  franchise  authorities  rate 
regulation  powers  irrespective  of  state 
law.  The  Commission  also  seeks 
comment  on  whether  exercise  by  this 
Commission  of  basic  service  rate 
regulation  authority  in  a  state 
prohibiting  rate  regulation  by  local 
authorities  would  in  fact  constitute 
preemption  of  state  law.  If  so,  the 
Commission  also  ask  whether  such 
preemption  would  extend  to  giving 
franchising  authorities  the  power  to 
regulate  rates  where  they  otherwise 
would  be  ¥rithout  such  power,  or 


whether  it  would  merely,  under  an 
alternative  interpretation  of  section  623. 
authorize  this  Commission  to  do  so. 

The  Commission  seeks  comment  on 
whether  two  or  more  communities 
served  by  the  same  cable  system  could 
file  a  joint  certification  and  exercise 
joint  regulatory  jurisdiction.  The 
Commission  asks  whether  there  are 
actions  it  should  take  to  provide 
incentives  for  local  regulaton  to 
coordinate  their  activities  and  whether 
such  coordination  should  be  required  as 
part  of  the  certification  process.  The 
Commission  seeks  comment  on  the 
impact  of  franchising  authorities' 
decisions  to  proceed  independently  on 
the  Act's  requirement  that  an  operator's 
rate  structure  be  uniform  throughout  a 
geographic  area,  llie  Commission  also 
solicits  comment  on  how,  under  such 
circumstances,  a  cable  operator  might 
fulfill  the  uniform  rate  structure 
requirement. 

od.  Approval  of  certification  by  the 
Comwission.  The  Cable  Act  states  that 
the  written  certification  submitted  by  a 
franchising  authority  to  the  Commission 
shall  be  effective  30  days  after  it  is  filed, 
unless  the  Commission  finds,  after 
notice  to  the  authority  and  a  reasonable 
opportunity  for  the  authority  to 
comment,  that  (1)  the  authority  has 
adopted  or  is  administering  basic  cable 
service  rate  regulations  that  are 
inconsistent  with  those  the  Commission 
prescribes.  (2)  the  authority  lacks  the 
legal  authority  to  adopt,  or  the 
personnel  to  administer,  such 
regulations,  or  (3)  procedural  laws  and 
regulations  applicable  to  the  authority's 
rate  regulation  proceedings  do  not 
provide  a  reasonable  opportunity  for 
consideration  of  the  views  of  interested 
parties.  The  Act  thus  contemplates  that 
unless  the  Commission  takes  explicit 
action  within  30  days,  a  certification 
will  be  efiiective.  The  Act  also  appeare 
to  contemplate  that  any  decision 
denying  certification  must  be  made 
within  30  days. 

Given  the  expedited  deadlines  the  Act 
imposes,  the  Commission  assumes  that 
Congress  did  not  intend  that  the 
Commission  establish  a  full-scale 
pleading  cycle  with  opportunity  for 
interested  parties,  including  the  cable 
operator,  to  comment  prior  to  expiration 
of  the  initial  30-day  period.  Thus, 
although  the  Commission  proposes  that 
eech  certification  application  be  served 
on  the  franchisee,  tne  Commission 
proposes  to  base  its  decision  on 
certification  on  the  submission  by  the 
franchising  authority  alone.  If  a 
certification  appean  defective  on  its 
fece.  the  franchise  authwity  will  be 
given  notice,  and  the  opportunity  to 
submit  additional  information  prior  to 


the  Commission's  decision.  Other 
interested  parties,  including  cable 
operatora,  could  subsequently  challenge 
a  certification  by  filing  a  petition  for 
revocation  once  a  certification  is 
effective.  The  Commission  seeks 
comment  on  this  approach,  and  on 
whether,  in  addition  to  this  avenue  of 
relief,  cable  operaton  or  other  interested 
parties  would  be  allowed  to  seek 
reconsideration  of  its  decision  regarding 
the  existence  of  effective  competition 
and  certification.  The  Commission  also 
ask  interested  parties  to  comment  on 
what  procedures  it  might  adopt  for  the 
giving  of  notice  and  the  submission  of 
additional  information  by  a  franchise 
authority  that  would  enable  the 
Commission  to  render  decisions  within 
the  30-day  statutory  period.  The 
Commission  also  seeks  comment  on 
whether  it  would  be  possible  and 
consistent  with  legislative  intent  to 
establish  a  highly  expedited  pleading 
cycle  permitting  interested  parties, 
including  cable  operatora.  to  comment 
prior  to  the  30'day  deadline. 

The  Commiision  proposes  to  reflect 
in  its  rules  the  Cable  Act  requirement 
that,  in  disapproving  a  franchising 
authority's  certification,  the  FCC  notify 
the  authority  of  any  revisions  or 
modifications  necessary  to  obtain 
approval.  The  Commission  tentatively 
concludes  that  denial  of  certification 
would  be  subject  to  normal  procedures 
for  reconsideration,  review  and  appeal. 
If  the  Commission  certifies  an  authority, 
it  proposes  to  reauire  the  authority  to 
notify  each  fi^ncnisee  within  10  days  of 
this  decision.  The  Commission  seeks 
comment  on  these  proposals  and 
tentative  conclusions. 

ee.  Revocation  of  certification. 
Subsection  623(a)(5)  requires  that  "upon 
petition  by  a  cable  operator  or  other       / 
interested  party,"  the  Commission 
"review  the  regulation  of  cable  system 
rates  by  a  franchising  authority."  If  the 
Commission  finds  that  the  franchising 
authority  has  acted  inconsistently  with 
the  requirements  of  section  623(a)(3). 
the  Commission  is  directed  to  "grant 
appropriate  relief."  If.  after  giving  the 
frandiising  authority  a  reasonable 
opportunity  to  comment,  the 
Commission  finds  the  state  and  local 
laws  and  regulations  do  not  conform  to 
Commission  rules  governing  basic 
service  rate  regulation,  the  Commission 
must  revoke  the  jurisdiction  of  such 
authority.  "The  Commission  interprets 
this  subsection  to  require  it  to  revoke  an 
authority's  certification  whenever  local 
or  state  Uwt  are  inconsistent  with  its 
regulations  concerning  basic  service 
rates.  However,  the  statute  appean  to 
contemplate  other  lesser  remedies 
where  local  and  state  laws  may  be 
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facially  consistent  with  Its  regulations, 
but  the  authority  has  applied  them 
inconsistently,  or  has  otnerwise 
departed  from  the  terms  of  its 
certification.  The  Commission  seeks 
comment  on  this  interpretation.  The 
Commission  also  asks  parties  to 
comment  on  how  their  analysis  of  the 
Commission's  power  to  act  where  local 
or  state  regulations  are  inconsistent  with 
its  rate  regulations  harmonizes  with 
their  analysis  of  the  PCC's  preemptive 
powers.  Does  the  1992  Cable  Act  give 
the  Commission  the  power  to  preempt 
speciRc  state  or  local  laws  that  may 
conflict  with  the  rules  that  the 
Commission  establish?  Can  actions 
other  than  inconsistent  local  and  state 
laws,  which  would  have  caused  the 
Commission  to  disallow  a  certification 
in  the  first  instance,  also  be  the  basis  for 
revocation,  or  should  some  lesser 
remedy  be  applied?  The  Commission 
also  seeks  comment  on  what  types  of 
relief,  short  of  revocation,  it  could 
apply.  Could  the  Commission,  for 
example,  suspend  a  certification,  or 
impose  a  reporting  requirement  on  a 
local  authority?  In  cases  of  suspension, 
could  the  Commission,  consistent  with 
the  Cable  Act,  assume  the  local 
authority's  rate  regulation  authority  and 
obligations? 

>  -  The  Commission  also  proposes  that  a 
petitioner  for  revocation  or  other  relief 
against  a  franchising  authority  serve  a 
copy  of  its  petition  on  the  franchising 
authority,  as  required  by  statute,  and 
that  the  petition  contain  a  statement  that 
such  service  was  made.  The 
Commission  also  proposes  to  permit  an 
authority  15  days  in  which  to  file  an 
opposition  to  such  a  petition,  and  a 
cable  operator  or  other  party  ten  dajrs  in 
which  to  reply.  The  Commission  seeks 
comment  on  these  proposals. 

The  Commission  seeks  comment  on 
what  procedures  should  apply  if  an 
operator  in  a  particular  franchise  area, 
once  not  subject  to  effective 
competition,  becomes  subject  to  it.  The 
Commission  tentatively  finds  that  a 
cable  operator  should  be  required  to 
petition  a  frandiising  authority  for  a 
change  in  its  regulatory  status.  This 
petition  should  be  subject  to  public 
comment.  A  franchising  authority  shall 
promptly  inform  the  Commission  that  a 
cable  operator  had  petitioned  for  a 
change  in  regulatory  status  and  shall 
forward  its  findings  to  the  Commission, 
including  the  basis  for  those  findings.  If 
the  Commission  ratifies  the  initial 
determination  of  the  fr«nchising 
authority,  the  franchising  authority 
would  then  cease  regulating  basic  cable 
service  rates,  and  its  regulation  of  cable 
programming  services  for  this  S3r8tem  in 
this  franchise  area  would  also  cease. 


Cable  operators  denied  a  change  in 
status  by  a  frandiising  authority  would 
be  entitled  to  seek  review  of  that 
determination  with  this  Commission, 
with  pleadings  subject  to  the  standard 
filing  periods.  The  Commission  seeks 
comment  on  these  tentative 
conclusions.  The  Commission  also  seeks 
comment  on  whethw  a  challenge  to  a 
denial  of  change  in  status  regarding 
effective  competition  could  or  should  be 
made  as  part  of  a  petition  for  revocation. 

ff.  Assumption  of  furisdiction  by  the 
Commission.  The  Act  requires  that  if  the 
Commission  disapproves  or  revokes  a 
franchise  certification,  the  FCC  exercise 
the  franchising  authority's  regulatory 
jurisdiction  until  the  authority  qualifies 
to  exercise  that  jurisdiction  by  filing  a 
new  certification,  and  that  the 
Commission  must  act  on  such  new 
certification  within  90  days  after  it  is 
filed.  The  Commission  seeks  comment 
on  the  procedures  that  it  should  employ 
when  it  assumes  a  franchising 
authority's  jurisdiction  over  basic 
service  rates. 

c.  Regulations  governing  rates  of  the 
basic  service  tier.  The  Act  requires  the 
Commission  to  ensure,  by  regulation, 
that  rates  for  the  basic  service  tier  are 
reasonable.  Such  regulations  are  to  be 
designed  to  protect  subscribers  of  any 
cable  system  not  subject  to  effiective 
competition  from  paying  rates  higher 
than  those  that  would  be  charged  if  the 
system  were  subject  to  effective 
competition.  In  establishing  regulations 
governing  rates  for  the  basic  service  tier, 
the  Commission  must  seek  to  reduce  the 
administrative  burdens  on  subscribers, 
cable  operators,  franchising  authorities, 
and  itself,  and  it  may  adopt  formulas  or 
other  mechanisms  and  procedures  to 
achieve  this  objective,  the  FCC's  rate 
regulations  must  additionally  take  into 
account  seven  factors: 

(1)  The  rates  for  cable  systems  that  are 
subject  to  effective  competition; 

(2)  The  direct  costs  (and  changes  in 
such  costs)  of  obtaining,  transmitting. 
and  providing  signals  carried  on  the 
basic  tier  including  additional  video 
programming  signals  or  services  beyond 
the  "must  carry"  local  broadcast 
television  signals,  and  any  public, 
educational,  and  governmental  access 
programming  required  by  the 
franchising  authority; 

(3)  Only  a  reasonable  and  prop)erly 
allocable  portion,  as  determined  by  the 
Commission,  of  the  joint  and  common 
costs  of  obtaining,  transmitting,  and 
providing  signals  on  the  basic  service 
tier: 

(4)  Cable  operator  revenues  from 
advertising  on  the  basic  tier  or  other 
consideration  obtained  in  connection 
with  the  basic  tier. 


(5)  The  reasonably  and  properly 
allocable  portion  of  taxes  and  fees 
imposed  by  any  state  or  local  authority 
on  transactions  between  cable  operatcnv 
and  subscribers  or  assessments  of 
general  applicability  imposed  by  a 
governmental  entity  applied  against 
cable  operators  or  cable  subscribers; 

(6)  Tne  cost  of  satisfying  franchise 
requirements  to  support  public, 
educational,  or  governmental  channels 
or  the  use  of  sudi  channels  or  any  other 
services  required  under  the  franchise; 
and 

(7)  A  reasonable  profit,  as  defined  by 
the  Commission  consistent  %vith  the 
Commission's  obligations  to  ensure  that 
rates  are  reasonable  and  the  goal  of 
protecting  subscribers  of  any  cable 
system  not  subject  to  effective 
competition  from  paying  more  for  basic 
tier  service  than  subscribers  would  pay 
if  the  system  were  subject  to  effective 
competition. 

The  NPRM  tentatively  concludes  that 
Congress  intended  the  FCC  to  embody 
in  its  regulations  a  standard  of 
reasonableness  for  basic  tier  rates  that 
reflects  a  balancing  of  the  statutory  goals 
and  enumerated  factors.  The  NPRM 
further  tentatively  concludes  that 
Congress  intended  to  leave  the  FCC 
discretion  to  determine  in  its 
rulemaking  process  the  comparative 
weight  to  be  assigned  to  each  of  the 
seven  factors. 

Tlie  NPRM  solicits  comment  on  the 
extent  to  which  Congress  intended  a 
low  priced  basic  service  tier,  and  the 
extent  to  which  FCC  rate  regulations 
should  seek  to  promote  the  availability 
of  programming  on  the  basic  service  tier 
beyond  that  minimum  statutory 
components.  If  our  regulations  produce 
low  rates  for  the  basic  service  tier, 
would  this  in  turn  require  us  to  permit 
more  flexibility  in  pricing  for  higher 
tiers? 

The  FCC  has  identified  two  generic 
approaches  for  regulation  of  rates  for 
basic  tier  service:  benchmarking  and 
cost-based.  Because  the  Cable  Act  of 
1992  directs  the  FCC  to  craft  rules  that 
will  reduce  burdens  on  cable  operators, 
franchising  authorities,  the  FCC,  and 
consumers,  the  NPRM  tentatively 
concludes  that  the  FCC  should  not 
select  a  cost-of-service  alternative  as  the 
primary  mode  of  cable  rate  regulation 
unless  it  is  unable  to  gather  the 
information  needed  to  develop  a 
benchmarking  alternative.  The  NPRM 
tentatively  concludes  that  each  of  the 
benchmarking  alternatives  could 
achieve  reasonable  rates  at  lower  costs 
and  with  less  administrative  burdens 
than  could  traditional  cost-of-servica 
regulation.  The  FCC  nonetheless 
concludes  that  cost-of-service  regiilatory 
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prindplet  could  hav«  a  aeoondary  role 
for  cable  operators  seeking  to  justify  the 
reasonableness  of  rates  that  do  not  meet 
the  primary  benchmarking  standard. 

Benchmarking.  The  NPRM  describes  s 
benchmaik  rate  as  a  price  against  which 
a  given  cable  system's  basic  tier  rate 
would  be  compared.  The  system's  rate 
would  be  presumed  reasonable  if  it  did 
not  exceeo  the  benchmark.  Under  a 
benchmaridng  approach  to  rate 
regulation,  the  rcc  would  establish  a 
benchmaric  rate,  or  a  eimple  formula 
which  could  be  used  to  derive  such  a 
rate.  Cable  systems  with  rates  above  the 
benchmark  price  by  an  amount 
determined  by  the  FCC  would  be 
reqmred  to  reduce  their  rates  to  the 
benchmaik  level  unless  the  system 
could  justify  a  rate  higher  than  the 
benchmark.  The  benchmaric  would 
permit  identification  of  systems  with 
presumptively  imreasonable  rates,  while 
establisning  a  zone  of  reasonableness  for 
systems  with  rates  below  the 
benchmark.  The  NPRM"  solicits 
comment  on  whether  to  include  as  a  • 
component  of  any  benchmark 
alternative  a  price  cap  formula  to  limit 
how  quickly  systems  with  rates  below 
the  benchmark  could  raise  their  rates  to 
that  benchmark  price. 

The  FCC  recognizes  the  potential 
tension  between  the  need,  on  the  one 
hand,  to  establish  an  accurate 
benchmark  using  sound  data  collection 
processes  and  ratemaking 
methodologies,  and  the  command  of  the 
Act.  on  the  other  hand,  to  simplify 
regulation.  A  simple  formula,  however, 
would  protect  consumers  from 
excessive  rates  and,  by  eliminating  the 
need  for  detailed  cost-based  regulation 
in  many  jurisdictions,  would  keep  the 
costs  of  administration  and  compliance 
low.  Allowing  higher-cost  systems  to 
opt  for  cost-based  regulation  if  the 
benchmark  rate  proved  unreasonably 
low  would  provide  a  safety  valve  to 
prevent  confiscatory  rates. 

Under  a  benchmark  alternative,  the 
FCC  could  separate  cable  systems  into 
distinct  classes  based  upon  specified 
variables  and  then  define  a  benchmark 
for  each  class  of  systems.  The 
benchmarks  might  then  be  set  forth  in 
a  matrix  or  table.  The  variables  used  to 
separate  cable  systems  into  distinct 
classes  might  include  such  cost-defining 
characteristics  as:  homes  passed  per 
mile,  number  of  subscribere,  number  of 
channels,  system  age.  miles  of 
underground  cable,  terrain  crossed, 
above  average  programming  costs,  or 
readily  id«itifiable  costs.  Another 
variable  could  be  the  local  price  level  in 
comparisiui  to  the  national  price  level  as 
measured  by  appropriate  indexes.  For 
dach  of  the  bancnmarking  alternatives 


discussed  in  the  NPRM.  the  FCC  solicits 
comment  on  what  variables  should  be 
used  for  defining  the  classes  of  systems 
to  which  a  diffierent  benchmark  rate 
should  apply.  One  efiiect  of  benchmarks 
could  be  to  cause  the  rates  of  the 
systems  subject  to  the  same  benchmark 
to  converge  over  time  to  that 
benchmark.  If  we  were  to  conclude  that 
such  a  resuh  would  not  be  desirable,  we 
could  also  permit  some  benchmark 
adjustment  based  upon  individual 
system  diaracteristics.  The  FCC  solicits 
comment  on  whether  we  should  permit 
individual  system  adjustment  to 
otherwise  widely  apphcable 
benchmarks  and  what  measures  should 
and  could  be  established  to  permit  such 
adjustments.  The  FCC  solicits  comment 
on  appropriate  indexes  for  local  and 
national  price  levels  that  we  could  use 
as  a  variaole  in  establishing 
benchmarks. 

Another  important  adjustment  factor 
is  a  general  change  in  the  cost  of  doing 
business.  Such  changes  often  are 
represented  by  the  general  consumer 
price  index  (CPI)  or  producer  price 
index  (PPI)  compiled  on  a  national  or 
regional  basis  by  the  Bureau  of  the 
Census  and  Bureau  of  Labor  Statistics. 
The  FCC  seeks  comment  on  the 
tentative  conclusion  that  a  local  service 
price  index  (SPI)  would  be  more 
appropriate  than  the  CPI  or  PPI  for 
adjusting  cable  rate  benchmarks,  if  such 
an  index  can  be  easily  determined.  The 
FCC  also  seeks  comment  on  the 
composition  of  such  a  local  SPI,  how 
such  an  index  would  be  created,  what 
services  should  be  included,  where  data 
would  come  from,  and  what 
geographical  area  is  appropriate  for 
comparison. 

Cost-of -Service.  Under  a  cost-of- 
service  approach,  the  reasonableness  of 
a  cable  isystem's  rates  would  be 
determined  by  examination  of  the 
particular  costs  of  the  individual  cable 
system  using  ratemaking  principles  set 
by  the  Commission.  The  primary 
advantage  of  a  cost-based  alternative  is 
that  it  would  permit  close  supervision 
of  rates.  A  primary  disadvantage  is  that 
it  would  be  more  burdensome  on  cable 
systems  and  regulatory  authorities. 
In  addition  to  the  benchmarking 
alternatives,  the  NPRM  solicits 
comment  on  another  alternative  called 
the  "Direct  Cost  of  Signals  Plus  Nominal 
Contribution  to  Joint  and  Common 
Costs  "  for  regulating  basic  service  tier 
rates.  The  FQ^  solicits  comment 
generally  on  which  among  these  specific 
proposals  should  be  incorporated  in  our 
comprehensive  framework  for  regulating 
basic  rates,  and  how  they  could  be 
combined  to  govern  rates  for  the  basic 
service  tier.  The  FCC  also  seeks 


comment  on  how  these  proposals  might 
be  modified  to  achieve  more  effectively 
the  goals  of  section  623(b]  of  the  Cable 
Act  of  1992.  The  FCC  discussed  and 
solicited  comment  on  several 
benchmark  alternatives. 

aa.  Benchmark  alternatives— Rates 
charged  by  systems  facing  effective 
competition.  One  potential  benchmark 
would  be  defined  using  the  average  of 
rates  currently  charged  by  systems 
facing  effiective  competition,  as  the 
Cable  Act  of  1992  defines  that  term. 
This  benchmark  would  appear  to  meet 
the  statutory  goal  of  "protecting 
subscribere  of  any  cable  system  that  is 
not  subject  to  effective  competition  from 
rates  for  the  basic  service  tier  that 
exceed  the  rates  that  would  be  charged 
for  the  basic  service  tier  if  such  cable 
system  were  subject  to  effective 
competition."  To  use  a  benchmark 
based  on  rates  charged  by  systems 
facing  effective  competition,  however, 
the  FCC  would  first  have  to  identify 
those  systems.  Moreover,  basic  service 
tier  rates  of  systems  facing  effective 
competition  would  reflect  the  different 
numbera  of  channels  in  different 
systems'  basic  tiers.  To  perform  the 
necessary  computations  the  FCC  would 
thus  need  to  know,  at  a  minimum,  the 
basic  service  tier  rates  and  the  number 
of  channels  in  the  basic  tier  for  systems, 
facing  effective  competition.  This 
information  would  permit  us  to 
compute  a  single  average  rate. 

To  create  benchmarks  that  more 
accurately  reflect  conditions  facing 
individual  systems,  the  FCC  might  seek 
to  determine  how  rates  vary  with  cost 
characteristics  of  the  systems  facing 
competition.  If  sufficient  data  were 
available,  regression  analysis  or  some 
other  statistical  technique  could  be  used 
to  determine  how  rates  varied  with  such 
characteristics  affecting  costs  as  homes 
passed  per  mile,  number  of  channels, 
number  of  subscribers,  the  relative  mix 
of  buried  and  overhead  cable,  and  the 
factors  described  in  section  623(b).  With 
this  information,  we  could  create  a 
benchmark  formula  based  upon  systems 
subject  to  effective  competition  that 
shared  at  least  some  of  the  regulated 
systems'  underlying  cost  characteristics. 

Past  regulated  rates.  A  second 
alternative  would  be  to  develop  a 
benchmark  for  basic  service  tier  rates 
based  on  rates  charged  in  1986  before 
the  Cable  Communications  Policy  Act  of 
1984  effectively  prohibited  local  rate 
regulation  of  most  cable  systems.  It  may 
be  acceptable  to  assume  that  rates  in 
1986  were  reasonable  because  they 
resulted  from  a  competitive  bidding 
process  for  the  franchise  and  subsequent 
rate  adjustments  made  under  local 
franchiae  authority  oversight.  U^ng 
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these  data  we  could  develop  individual 
benchmark  rates  for  systems  operating 
in  1986  based  upon  the  1986  per- 
channel  rate  for  their  lowest  tiers.  Some 
adjustment  might  be  made  in  individual 
cases  for  factors  generally  agreed  to 
aSecX  costs.  For  systems  not  operating  in 
1986  the  FCC  proposes  a  benchmark 
expressed  on  a  per-channel  basis  to 
account  for  diflerences  in  the  number  of 
channels  offered  on  the  basic  tier  and 
based  on  the  per  channel  rates  of  the 
systems  operating  in  that  year.  The  FCC 
requests  comment  on  the  advantages 
and  disadvantages  of  using  a  benchmark 
based  on  past  regulated  rates. 

Average  rates  of  cable  systems.  A 
third  alternative  would  use  data  for  all 
cable  systems  operating  in  1992  to 
develop  a  benchmark  from  the  average 
per-channel  rate  for  their  lowest  service 
tier.  Per-channel  rates  would  be 
considered  reasonable  if  they  did  not 
exceed  that  average  by  more  than  some 
fixed  amount.  Systems  whose  rates 
exceeded  the  average  rate  for  all  systems 
by  more  than  a  specified  amount,  or  by 
more  than  a  specified  percent,  or 
systems  which  ranked  among  the 
highest  few  percent  [e.g.,  top  2-5%)  in 
terms  of  rates  would  be  assumed  not  to 
have  rates  that  were  reasonable.  Thus, 
this  benchmark  would  identify  those 
systems  whose  rates  were  unusually 
hi^  or  substantially  above  the  average. 

This  standard  would  have  the 
advantage  that  data  would  be  more 
readily  available  for  calculating  the 
benchmark,  and  consumers  would  be 
protected  against  rates  fat  exceeding  the 
general  industry  practice.  Unadjusted, 
however,  the  benchmark  would  not 
reflect  competition  but  merely  average 
performance  in  the  industry;  if 
monopoly  profits  were  reflected  in  the  , 
rates  of  at  least  some  industry  segments, 
they  would  be  incorporated  in  the 
average  rate.  In  addition,  over  time  the 
average  rates  would  be  affected  by 
regulation  and  would  cease  to  be  an 
independent  measure  of  industry 
performance.  The  NPRM  requests 
comment  on  the  validity  of  a  measiu« 
based  on  average  industry  rates.  The 
FCC  also  inquires  as  to  the  best  source 
of  data  for  calculating  the  benchmark  if 
such  a  standard  were  adopted. 

Cost-of-Service  Benchmark.  Under 
this  approach  to  developing  a 
benchmark,  the  FCC  would  use 
engineering,  operating,  programming 
and  other  cost  data  gathered  in  this 
rulemaking  to  construct  the  costs  of  an 
"ideal"  or  "typical"  cable  system  or 
systems,  possibly  on  a  per  channel  or 
per  subsCTiber  basis.  This  approach 
could  produce  a  benchmark  roughly 
related  to  coet  without  requiring 
detailed  examination  of  actual  costs  of 


individual  systems.  For  this  reason,  this 
approach  might  be  a  useful  alternative 
if  implementation  of  other  benchmark 
alternatives  prove  infeasible  to 
implement.  We  seek  comment  on  the 
feasibility  and  desirability  of  developing 
and  applying  a  benchmaK  based  upon 
constructing  "ideal"  or  "typical"  system 
costs.  Parties  supporting  this  approach 
should  submit  specific  and  detailed  cost 
data  to  be  included  in  such  a 
benchmark,  along  with  detailed 
informaticm  about  how  the  data  were 
developed,  including  data  soiirces, 
validity,  and  reliability. 

Price  Caps.  A  price  cap  benchmark 
would  be  a  formula  set  by  the  FCC  to 
define  reasonable  increases  in  rates  for 
the  basic  tier.  For  this  reason,  we  would 
not  intend  to  use  the  price  cap  formula 
to  assess  initially  whether  a  system's 
rates  were  reasonable.  The  price  cap 
formula  would  instead  govern  changes 
to  rates  that  have  been  found  reasonable 
imder  some  other  alternative,  either 
based  upon  cost-of-service  or  another 
benchmark  alternative. 

A  price  cap  formula  permits  the 
regulated  company  to  adjust  its  prices 
when  certain  variables  contained  in  the 
price  cap  formula  change.  The  price  cap 
formula  would  apply  to  an  existing  rate 
and  would  control  changes  to  the  cable 
system's  prices  over  time.  The  FCC 
solicits  comment  on  the  price  cap 
alternative  and  whether  it  should  make 
it  a  component  of  a  comprehensive 
regulatory  scheme  for  rates. 

If  we  adopt  a  price  cap  alternative  to 
govern  rates  for  the  basic  tier,  we  would 
propose  to  define  and  to  control  rate 
changes  permitted  under  this 
alternative.  We  will  additionally  need  to 
determine  how  and  when  to  revise  the 
cap,  and  select  an  appiupiiate  price 
index  to  include  among  permitted 
adjustments.  The  FCC  seeks  comment 
on  whether  and,  if  so,  how  a  price  cap 
formula  might  accommodate  rate 
adjustments  to  reflect:  changes  in 
subscriber  penetration,  channel 
capacity,  the  nationwide  level  of  prices, 
the  relative  contribution  of  regulated 
revenues  to  total  cable  revenues, 
franchise  fees  and  requirements,  and 
other  factors  relevant  to  the  Act's 
regulatoiy  objectives. 

Bb.  Inaividual  system  cost-based 
alternatives — Direct  costs  of  signals  plus 
nominal  contribution  to  joint  and 
common  costs.  Under  this  alternative, 
the  FCC  would  prescribe  guidelines  for 
basic  service  tier  rate  regulation  by  the 
local  franchise  authority  that  used  an 
individual  system's  costs  to  define 
reasonable  rates.  Cable  systems  would 
be  required  to  keep  their  accoimting 
records  according  to  generally  accepted 
accounting  principles  (GAAP)  and  to 


provide  those  records,  as  requested,  to 
the  local  franchising  authority. 

The  fivnchise  authority  would  be 
required  to  find  reasonable  basic  service 
tier  rates  that  allowed  recovery  of  at 
least  the  direct  costs  of  the  channels  in 
the  basic  tier.  The  FCC  envisions  that 
the  major  component  of  sudi  direct 
costs  would  be  programming  costs, 
including  both  payments  to  cable 
networks  and  retransmission  fees  to 
broadcast  stations.  Allowing  cable 
systems  to  pass  the  former  costs  through 
to  subscribers  might  reduce  operators' 
incentive  to  remove  highly  valued 
programming  from  the  oasic  tier. 
Whatever  equipment  used  and  operating 
costs  incurred  to  activate  additional 
individual  channels  in  this  tier  would 
also  be  covered. 

In  addition,  the  rates  for  the  basic 
service  tier  would  include  a  nominal 
contribution  to  the  joint  and  common 
costs  of  the  system  as  a  whole.  Under 
the  statute,  basic  service  tier  rates  can 
recover  "only  such  portion  of  the  joint 
and  common  costs  "  *  'asis*  •  • 
reasonably  and  properly  allocable  to  the 
basic  service  tier."  This  requirement 
would  set  an  upper  bound  on  basic 
service  tier  rates  that  could  be 
considered  reasonable  under 
Commission  guidelines.  Within  this 
limit,  the  FCC  has  several  options  for 
treatment  of  joint  and  common  costs  in 
basic  service  tier  regulation.  The  FCC 
could  set  guidelines  thht  resulted  in 
rates  that  recovered  far  less  than  the 
fully  distributed  cost  of  providing  the    ' 
service  in  order  to  provide  assurance  of 
service  for  lower  income  viewers. 
Alternatively,  the  FCC  could  set 
guidelines  that  would  permit  higher 
basic  service  tier  rates  in  order  not  to 
discourage  ofiiering  of  a  broader  basic 
service  tier  with  a  larger  number  of 
channels,  including  popular  cable 
channels.  This  alternative  would, 
however,  require  more  elaborate  cost 
allocation  rules.  Rules  that  the  FCC 
might  apply  to  the  allocation  of  joint 
and  common  costs,  and  to  the 
determination  of  allowable  costs,  ere 
proposed  in  appendix  A  of  the  NPRM. 
The  FCC  might  also  leave  to  the 
franchise  authority  some  discretion  in 
setting  the  level  of  basic  service  tier 
rates.  The  FCC  requests  comment  on  the 
proposal  to  adopt  FCC  guidelines  for 
cost-based  basic  service  tier  rate 
regulation. 

Cost-of 'Service.  Under  this 
alternative,  a  cable  system's  rates  would 
be  reviewed  using  the  established 
standards  of  cost-of-service  regulation 
traditionally  applied  to  public  utilities. 
The  broad  principles  of  cost-of-service 
regulation  are  well  established.  While 
these  principles  could  be  implemented 
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in  a  rigaroiM  fMhion  with  axtmsiw 
cost-accountiiig  raqiuirHMnts,  tha  FCC 
balievaa  radi  an  approadi  vrould  ba 
inoonaistaot  with  lagialativa  intent  For 
this  raaaon.  tha  FOC  propoaaa  to  usa 
simpUfiad  coit-acoountiiig  raquiranants 
deacribad  in  appandlx  A  of  tha  NPRM 
if  coit-oPtarvioa  lagulatian  bacomaa  a 
compooant  of  our  comprahantiva  modal 
for  ragukting  cabla  rataa. 

Undar  coit-of-aarvioa.  companias  can 
meet  aervice  demand  bacauae  aarvioe 
ravenuaa  may  ba  tat  to  cover  operating 
expenaaa  and  capital  coats.  Because 
cost-based  lataa  only  compensate  for  the 
cost  of  providing  service,  if  the  cost-of- 
service  raguJation  is  properly  applied, 
companiaa  cannot  vxtncA  monopoly 
rents  from  consumers.  Cost-of-servioe 
regulation  also  imposes  high  cosU  on 
the  regulators  and  regulatees.  The  FCC 
is  concerned  that  cost-of-sarvice 
accounting  may  require  a  significant 
(and  potentially  axi>ensive)  departiire 
from  current  indusby  accounting 
practices.  The  FOC  seeks  comment  on 
the  relative  advantagea  and 
disadvantages  of  applying  cost-of- 
service  raeulatian  to  the  basic  tier. 

The  FOC  additionally  seeks  comment 
on  the  impact  of  cost-of-service 
regulation  on  the  cable  industry.  The 
NPRM  asks  how  such  regulation  would 
afiiact  the  ability  of  cable  operators  to 
expand  their  channel  capacity  and 
f  program  offerings.  The  FCC  also  seeks 
comment  cm  the  implications  of  cost-of- 
service  ratunaking  on  tha  industry's 
ability  to  recover  its  investment, 
including  goodwill,  and  to  service  its 
current  capital  debt.  The  FCC  also 
requests  comment  on  whether  wre  would 
need  to  include  transiticMi  mechanisms 
if  we  were  to  adopt  a  coat-of-service 
resulatc»y  model. 

If  coet-of-swvice  ratemaking  is  used  as 
a  "safety  net"  to  allow  cable  operators 
to  defend  rates  challenged  under  a 
benchmark  teat,  the  FOC  believes  that 
the  efficiency  of  the  appeal  process 
could  be  greatly  improved  if  we 
established  standards  for  the  showings 
that  should  be  made  in  such  an  appeal 
process.  The  NPRM  notes  that  cost-of- 
service  regulation  requires  the 
regulatory  authority  to  make 
determinations  relating  to  four  major 
cost  components:  Rate  base,  the  cost  of 
capital,  depredation,  and  operating 
expenses.  It  also  generally  requires  rules 
to  govern  the  design  of  rates  once 
determinations  have  been  made  in  these 
four  areas.  In  order  to  establish' 
standards  for  the  showings  that  should 
be  made  by  cabla  systems  seeking  to 
defend  rates  hi^er  than  tha  benchmark, 
the  FCC  proposes  to  adopt  guidelines  in 
each  of  these  areaa.  The  FCC  solicits 
comment  on  what  requirements  it 


would  need  to  adopt  in  thaea  areas  and 
on  tha  impact  on  tha  cabla  industry  and 
subaoriban  of  thoaa  raquiramants.  Tha 
NPRM  seU  frxth  in  mora  detail  in 
appendix  B  the  issues  in  eadi  of  theae 
four  areas  that  would  require  resolution 
for  coat-of-sarvioa  regulation  to  be 
implemented. 

d.  Regulation  of  rates  for  equipment. 
The  Cable  Act  of  1992  direcU  the  FCC 
to  establish  standards  for  setting,  on  the 
basic  of  actual  cost,  the  rate  for 
installation  and  lease  of  equipment  used 
by  subachben  to  receive  the  basic 
service  tier,  including  converter  boxes 
and  remote  control  units,  and 
installation  and  lease  of  monthly 
connections  for  additional  television 
reoeiven. 

Based  on  the  langu^  and  legislabve 
history  of  section  623(b)(3).  the  FCC 
tentatively  concludes  that  CongrMS 
intended  to  separate  rates  for  equipment 
and  installations  from  other  basic  tier 
rates.  The  FCC  also  tentatively 
concludes  that,  to  be  consistent  with  the 
statute's  intent,  the  rates  for  installation 
should  not  be  bundled  with  rates  for  the 
lease  of  equipment.  The  FCC  believes 
that  this  unbundling  could  help  to 
establish  an  environment  in  which  a 
competitive  market  for  equipment  and 
insUllation  may  develop.  The  NPRM 
seeks  comment  on  these  tentative 
conclusions,  especially  on  the  faasibility 
of  a  competitive  maiket  for  installation 
services. 

Although  the  FCC  tentatively 
concludes  that  equipment  covered 
under  this  section  of  the  Act  includes 
the  converter  box.  remote  control  unit, 
connections  for  additional  television 
receivere,  and  wiring  other  inside 
cabUng,  the  NPRM  seeks  comment  on 
the  extent  of  this  coverage.  The  FCC 
believes  that  our  rules  should  clarify  the 
relationship  between  section  623(b)(3), 
which  requires  regulating,  on  the  basis 
of  actual  cost,  "equipment  used  for  the 
basic  tier,"  and  section  623(c),  requiring 
regulations  for  cable  programing 
services,  which  includes  the  installation 
or  rental  of  equipment  use  for  the 
receipt  of  suab  programming  services. 
For  the  latter,  the  FCC  must  establish 
standards  for  determining  whether  the 
rates  are  unreasonable  and,  as  for  basic 
tier  service,  cost  is  to  be  only  one  of 
several  fectore  to  consider. 

On  the  one  hand,  it  appean  that 
Congress  may  not  have  intended  to  limit 
regmation,  on  the  basis  of  actual  cost,  to 
that  equipment  only  used  for  basic  tier 
service.  On  the  other  hand,  the  Act 
includes  equipment  and  installation  in 
the  definition  of  cable  programming 
services.  If  the  FOC  assumes  that 
Congress  intended  difiiarent  standards 
for  determining  the  reasonableness  of 


rataa  for  aquipmaot  uaad  to  receive 
cable  programming  sarvicaa.  it  is 
unclear  how  to  treat  aquipmoit  that  is 
used  for  tha  provision  of  iwth  basic  tier 
service  and  cable  programming  services. 
Therefore,  the  FOC  requests  comment 
identifying  any  equipment  not  used  for 
basic  tier  service  and  the  extent  to 
which  the  actual  cost  standard  of 
section  623(b)(3)  controls  the  rates 
charged  for  equipment  used  for  more 
than  just  basic  tier  service.  The  FCC 
solicits  comment  on  whether  the  only 
equipment  that  liiotUd  ba  subiect  to 
section  623(b)(3)  should  be  equipment 
that  is  necessary  to  receive  buic  service 
tier  programming,  and  whether 
equipment,  if  any,  usa  only  to  receive 
cable  programming  service  would  not  be 
subject  to  section  623(b)(3). 

Ilie  FOC  proposes  requiring  operatora 
to  base  charges  for  equipment  covered 
by  section  623(b)(3)  on  direct  costs,  and 
indirect  cost  allocations,  including 
reasonable  general  administrative 
loading  and  a  reasonable  profit.  Cable 
operatora  would  amortize  the  cost  of 
equipment  over  the  average  life  of  that 
equipment  to  determine  the  monthly 
equipment  rate.  The  cost  of  maintaining 
and  servicing  equipment  should  be 
factoreid  into  leesed  rates  for  equipment. 
If  the  FCC  adopts  a  cost-of-service 
showing  requirement  for  basic  tier  rates, 
cable  companies  could  allocate  a  share 
of  the  general  administrative  overhead 
expenses  on  the  same  basis  that  they 
allocate  to  basic  tier  services,  which 
would  simpUfy  the  rate  setting  process 
for  equipment.  If  the  FOC  adopts  the 
proposal  that  basic  tier  rates  include 
only  a  nominal  contribution  to 
overhead,  it  is  unclear  whether  the  same 
loading  should  apply  to  equipment.  It 
appean  that  Congress  intoided  low 
rates  for  equipment  and  installation,  but 
Congress  mignt  have  intended  actual 
costs  to  include  a  share  of  joint  and 
common  costs  allocated  using  a  fully 
distributed  cost  methodology.  The 
NPRM  seek  comment  on  which 
allocation  rule  would  more  accurately 
reflect  congressional  intent  concerning 
rates  for  equipment  covered  by  section 
623(b)(3). 

Alternatively,  cable  operatora  may 
wish  to  sell  eqmpment  to  their 
customera.  The  sale  may  occur  as  a  one- 
time payment  or  over  a  period  of  time. 
The  Act,  however,  appean  to 
contemplate  that  cable  operatora  would 
be  limited  to  recovery  of  actual  costs, 
however,  the  FOC  defines  that  term.  The 
FCC  recognizes  that  actual  costs  may 
vary  depending  on  the  length  of 
payment  schedule.  The  piuchaser 
would  probably  ba  independently 
responsible  for  repair  of  tha  equipment, 
unless  a  awioe  contract  were  also 
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purchased.  In  addition,  cable  operators 
may  have  a  competitive  advantage  as  an 
alternative  market  for  cable  equipment 
develops  because  customers  will  not 
have  or  may  not  know  of  other 
equipment  supplies.  Therefore,  the  FCC 
asks  whether  customers  purchasing  on 
time  from  the  cable  operator  should  be 
permitted  to  change  tneir  minds  and 
purchase  equipment  from  an  alternative 
source. 

We  propose  determining  the  actual 
costs  for  installation  on  the  same  basis 
as  for  equipment.  Because  the  FCC 
believes  that  this  determination  will 
require  allocating  many  joint  and 
common  costs,  it  proposes  not  to 
prescribe  any  allocation  rules  but  rather 
to  require  the  cable  operator  to  bear  the 
burden  of  showing  its  implementation 
of  those  general  allocation  rules  to  be 
reasonable.  To  the  extent  that 
installation  costs  have  traditionally  been 
recovered  through  a  one-time  charge, 
and  because  the  length  of  time  a 
subscriber  will  continue  service  is 
unpredictable,  it  appears  reasonable  that 
companies  be  permitted  to  continue 
recovering  these  costs  as  one-time 
charges. 

The  FCC  recognizes  that  costs  for 
installation  will  vary  depending  on 
whether  the  dwelling  has  inside  cabling 
already.  It  may  thus  be  more  reasonable 
to  require  two  installation  rates,  one  for 
previously  wired  dwellings  and  one  rate 
for  new  inside  cabling.  This  could 
encourage  competition,  especially  for 
simple  installations  (or  customers  could 
do  it  themselves).  The  FCC  requests 
comment  on  whether  costs  vary  enough 
to  reasonably  require  cable  operators  to 
develop  two  separate  rates  for 
installation  or  use  an  average  rate  and 
whether  that  decision  should  be  left  to 
the  discretion  of  the  local  franchising 
authority. 

Many  operators  charge  less  than 
actual  costs  for  service  installation  as 
part  of  their  marketing  efforts.  The  FCC 
seeks  comment  on  whether  section 
623(b)(3)  reflects  a  legislative  intent  to 
prohibit  such  promotional  offerings. 

Section  623(b)(3)(B)  also  specifically 
directs  the  Commission  to  establish,  on 
the  basis  of  actual  cost,  rates  for 
installation  and  monthly  use  of 
connections  for  additional  television 
receivers.  The  FCC  tentatively 
concludes  that  cable  operators  should 
use  the  same  cost  methodology  they  use 
for  installation  of  other  equipment  to 
calculate  the  rates  for  installation  of 
connections  for  additional  receivers.  If 
additional  connections  are  installed  at 
the  same  time  a  subscriber's  initial 
service  is  installed,  the  FCC  proposes 
that  cable  operators  be  limited  to 


recovering  the  incremental  costs  of  the 
additional  in8tallati(m. 

e.  Costs  of  franchise  requirements. 
The  statute  requires  that  regulations 
governing  the  basic  service  tier  shall 
include  standards  to  identify  costs 
attributable  to  satisfying  franchise 
requirements  to  support  public, 
educational,  and  governmental  channels 
or  the  use  of  such  channels  or  any  other 
service  required  imder  the  franchise. 

The  NPRM  tentatively  concludes  that 
the  purpose  of  this  statutory 
requirement  is  to  assure  the 
establishment  of  standards  that  mil 
permit  the  cable  operator  to  identify  on 
subscriber  bills  pursuant  to  section 
622(c)(2)  the  amount  of  the  bill 
attributable  to  franchise  requirements. 
The  FCC  does  not  interpret  this  section 
as  mandating  that  it  establish  separate 
cost-based  charges  apart  from  those  for 
the  basic  service  tier  generally  for  either 
the  customer  or  the  users  of  public, 
educational,  and  governmental  channels 
for  costs  attributable  to  franchise 
requirements.  The  NPRM  solicits 
comment  on  this  tentative  conclusion. 
The  NPRM  further  tentatively  concludes 
that  the  FCC  should  require  that  the 
costs  attributable  to  satisfying  franchise 
requirements  should  include  (1)  any 
direct  costs  of  providing  any  services 
required  under  the  franchise,  (2)  the 
sum  of  per  channel  costs  for  the  number 
of  channels  used  to  meet  franchise 
requirements  for  public,  educational, 
and  governmental  channels,  and  (3)  a 
reasonable  allocation  of  overhead. 

f.  Customer  changes.  The  Cable  Act  of 
1992  requires  that  regulations  for  the 
basic  tier  also  include  standards  and 
procedures  to  prevent  unreasonable 
charges  for  changing  equipment  or 
service  tiers.  Charges  for  changing  the 
service  tier  must  be  based  on  cost. 

The  FCC  tentatively  concludes  that 
Congress  intended  to  broadly  protect 
subscribers  from  unreasonable  charges 
for  changes  in  service  tiers.  The  FCC 
tentatively  concludes,  therefore,  that 
regulations  adopted  to  implement 
section  623(b)(5)(C)  should  apply  to  any 
changes  at  the  request  of  the  subscriber 
in  the  number  of  service  tiers  received 
by  the  subscriber  after  installation  of 
initial  service.  The  NPRM  tentatively 
proposes  to  require  that  charges  for 
changing  service  tiers  not  exceed  a 
nominal  amount  "when  the  system's 
configuration  permits  changes  in  service 
tier  selection  to  be  effected  solely  by 
coded  entry  on  a  computer  terminal  or 
by  other  similarly  simple  method."  The 
FCC  seeks  comment  on  whether  and,  if 
so,  at  what  level  we  should  set  the 
nominal  amount  y/then  this  condition  is 
met. 


To  otherwise  assure  that  subscribers 
do  not  pay  unreasonable  chams  for 
changes  in  service  tiers  not  eflncted  by 
coded  entry  on  a  computer  terminal  or 
by  other  simple  methods,  the  FCC 
solicits  comment  on  two  alternatives. 
First,  the  FCC  could  require  that  charges 
be  based  on  the  actual  costs  of  making 
service  tier  changes  at  the  subscriber's 
request  including  any  direct  costs  and  a 
reasonable  allocation  of  indirect  costs 
and  overhead  and  a  reasonable  profit. 
Under  the  second  alternative,  as  for 
changes  effiscted  by  coded  entry  on  a 
computer  terminal,  the  FCC  could 
require  that  charges  for  changes  in 
services  tiers  effected  by  other  means 
recover  only  nominal  costs. 

The  FCC  also  solicits  comment  on 
applying  these  alternatives  to  define 
reasonable  charges  for  changing 
equipment.  The  FCC  seeks  comment  on 
our  tentative  conclusions  and  proposals 
relating  to  customer  changes  and  on 
how  best  to  implement  them.  In 
addition,  the  NPRM  requests  comment 
on  whether  the  implementation  of  this 
rulemaking  could  encourage  customers 
to  change  service  tiers. 

g.  Implementation  and  enforcement. 
The  Cable  Act  requires  that  the 
Commission's  regulations  regarding 
basic  service  rates  include  procedures 
for  implementation  by  cable  operators, 
for  enforcement  by  franchising 
authorities,  and  for  expeditious 
resolution  of  disputes  between  cable 
operators  and  franchising  authorities, 
llie  Commission  must  also  establish 
regulations  to  assure  that  subscribers  are 
informed  that  basic  service  is  available 
to  them  and  that  a  cable  operator  notify 
franchising  authorities  30  days  in 
advance  of  any  proposed  increase  in 
rates  for  the  basic  service  tier.  The 
Commission  seeks  comment  on  an 
expeditious  way  to  trigger  initial  review 
of  a  cable  operator's  current  basic  tier 
rate  once  a  local  franchising  authority 
has  been  certified  to  regulate  fhose  rates. 
One  alternative  would  be  to  require  that 
the  operator  file  its  schedule  of  basic 
tier  rates  with  the  franchising  authority 
within  a  relatively  brief  period.  The 
Commission  believes  that  a  deadUne 
should  apply  to  review  of  both  an 
operator's  initial  filing  and  any  later- 
filed  proposed  rate  increases  and  service 
changes  that  involve  rates  increases. 
After  expiration  of  the  deadline, 
proposed  rates  would  be  presumed 
reasonable  absent  a  negative  finding. 
The  Commission  seeks  comment  on 
whether  a  deadline  for  a  franchising 
authority  to  act  on  proposed  rate 
increases  would  be  appropriate,  and  if 
so,  what  time  [>eriod  would  best  balance 
the  need  for  expiration  with  the  need  to 
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nockr  m  infonned  tad  Mkious  rate 

dateiniiiMtioiL 

AdoUmt  ahamativ*  would  ba  to 
tMtabH*h  i^tivaly  briaf  notice  periods 
(e.g..  60  or  90  days)  after  which  an 
inoeaae  «»ould  become  efiactive  unleaa 
a  franchisins  authority  had  reiected  it. 
but  also  toaUow  for  the  tolling  of  the 
franchising  authority's  deadline  in 
partioilar  dTCumstances.  The 
disadvantage  to  this  second  alternative 
is  that  it  mi^t  deprive  the  public  of 
new  services  and  the  opwator  of  a 
reasonable  price  increase  for  long 
periods  of  time.  The  Commission  also 
observes  that  in  some  areas,  a 
franchising  authority's  rate 
determination  may  be  subject  to  review 
by  a  higher  level  of  local  or  state 
authority.  fuith«r  delaying  a  final 
determination.  A  third  poaaibility. 
mi^t  be  to  permit  rate  increases  to  go 
into  effect  automatically  after  the  30-day 
notice  pwiod  expires.  "The  Commission 
seeks  comment  on  these  various 
alternatives,  on  any  other  commenters 
suggest  fat  implementing  basic  tier  rate 
regulation,  and  particularly  on  the  time 
constraints  that  should  govern 
determinationa  on  proposed  rate 
increases.  The  Commission  also  seeks 
comment,  depending  on  the  ratemaking 
methodology  adopted,  on  whether 
certain  price  changes  caused  by  factors 
outside  the  operator's  control,  should 
not  be  deemed  price  "increeses"  subject 
to  the  notice  requirement.  Such 
increases  might  thus  be  permitted  to  be 
passed  through  without  prior  regulatory 
review.  Thoee  advocating  such  an 
approach  should  fully  discuss  its 
relationship  to  the  ratemaking 
methodology  ihey  recommend. 

The  Commission  seeks  comment  on 
how  to  achieve  expedition  in 
:  ratemaking  procedures  while  at  the 
same  time  ensuring  that  all  parties 
received  the  due  process  to  which  they 
are  entitled.  To  ensure  that  interested 
parties  have  an  adequate  opportimity  to 
comment,  the  Commission  proposes  to 
require  that  an  operator  notify 
subscribers  in  writing  of  a  proposed  rate 
increase  at  approximately  tne  same  time 
it  notifies  the  franchising  authority,  i.e.. 
at  the  billing  cycle  doaest  to  30  days 
before  anyproposed  increase  is 
effedive.  Tne  Commission  also 
proposes  to  permit  any  inierested 
parties,  including  subscribers,  to 
participate  in  the  local  authority's 
ratemslking  decisions.  The  Commission 
seeks  comment  on  this  prcn>oeal.  on 
what  the  appropriate  pleadiing  cycle 
might  be.  and  on  how  such  a  cycle 
could  be  hannoniaed  with  the  statutory 
goal  that  disputaa  between  cable 
operatora  and  franchising  authoritiea  be 
reeohrad  axpeditiouaty.  The 


Commission  alao  purpoaea  to  require 
the  operator,  for  ita  initial  filing  and  any 
subaMiuently  propoaed  rate  increeae.  to 
show  that  its  submission  complies  with 
section  623  and  the  Commission's 
implementing  regulations. 

Given  the  statutory  emphasis  on 
expedition,  the  Commission  does  not 
propose  to  provide  for  formal  hearings 
on  proposed  rate  increases  or  rate- 
relateddisputes.  The  Commission  also 
proposes  to  require  the  authority  to 
issue  a  written  initial  decision 
explaining  its  disposition  of  each  rate 
increase  request.  The  Commission 

{>roposes  also  to  adopt  rules  allowing 
ocal  authorities  to  obtain  additional 
informaticm  from  operators  requesting  a 
rate  increeae  and  to  establish 
proprietary  information  procedurea 
analogous  to  those  proposed  below  for 
cable  programming  seivice  complaints. 
The  Commission  seeks  comment  on 
these  tentative  conclusions  and 

ftroposals.  The  Conunission  also  asks 
nterested  parties  to  comment  on  what 
oversight  procedures  franchising 
authorities  may  need  to  ensure 
compliance  with  the  Cable  Act. 

When  franchising  authorities  regulate 
rates  for  basic  cable  service  consistent 
with  the  Act.  they  would  be  in  the  best 
position  to  monitor  an  operator's 
compliance  with  the  Commission's 
regulations.  Consequently,  the 
Commission  tentatively  finds  that 
enforcement  of  cable  regulation  should 
occur  at  the  local  level  in  these 
circumstances.  The  Commission  seeks 
comment  on  whether  a  franchising 
authority  has  the  power  under  the  Cable 
Act.  if  it  denies  a  rate  increase,  to  set  a 
rate  for  basic  cable  service  itself,  or 
whether  formulation  of  a  new  rate 
should  be  left  to  the  cable  operator.  The 
Commission  also  seek^  comment  on 
whether,  in  the  event  an  operator 
should  fail  to  comply  with  a  rate 
decision,  the  Cable  Act  gives  an 
authority  the  power  to  order  refunds,  or 
whether  the  authority  must  obtain  an 
order  from  a  court  or  other 
governmental  entity  with  the  power  to 
order  refunds.  In  order  to  obtain  a 
refund,  would  an  authority  have  to 
employ  special  procedures  to  ensure 
that  the  due  process  rights  of  an 
operator  were  not  violated?  The 
Oommission  also  seeks  comment  on 
what  forms  of  relief  would  be  available 
under  local  law.  For  those  authorities 
with  franchise  agreements  that  do  not 
provide  for  rate  regulation,  could 
nranchise  agreements  be  revoked  or  not 
renewed  for  lack  of  compliance  with 
rate  dedsionsT  The  Commission  seeks 
comment  on  whether  other  remedies, 
such  as  finea.  would  be  avail^le  under 
state  or  local  law.  The  Commission  alao 


series  comment  on  whether  tt  could 
impoae  forfaituraa  upon  cable  operatora 
feiUng  to  comply  with  local  authorities' 
determinations  that  were  ooosistent 
with  its  baaic  servica  rate  regulations. 
The  Commisaicm  invitee  interested 
partiea  to  comment  on  the  appropriate 
forum  for  appeals  of  local  authorities' 
rate  decisions.  One  approach  would  be 
to  rely  on  the  local  courts,  and  not  this 
Commission,  to  resolve  what  is 
essentially  a  local  dispute  between  an 
operator  or  subscriber  and  a  franchising 
authority.  An  alternative  would  be  for 
this  Commission  to  resolve  such 
disputes.  This  approach  might  assure  a 
more  uniform  interpretation  of  the 
standards  and  proceduraa  adopted 
pursuant  to  the  Cable  Act.  The 
Conunission  seeks  comment  on  these 
alternatives.  In  particular,  the 
Commission  asks  whethw  the 
jurisdictional  frameworic  of  the  Cable 
Act  permiU  it  exerdse  jurisdiction  over 
an  auth(vity's  dedsion  in  the  absence  of 
its  disallowing  or  revoking  its 
certification.  The  Commission  has 
alreedy  ttdced  whether  the  Cable  Ad 
gives  it  junsdiction  over  basic  cable 
service  rates  if  franchising  authorities 
do  not  seek  certification.  The 
Commission  seeks  conunent  here  on 
whether,  if  it  asserts  jxuisdiction  over 
basic  service  rates  in  cases  of 
disapproval  or  revocation  of      * 
certification,  the  Commission  should 
apply  the  same  procedures  to  basic 
service  rate  petitions  as  those  it  would 
apply  to  cable  programming  services 
complaints,  whether  it  should  apply 
procedures  more  closely  analogous  to 
those  prop<Mwd  for  local  franchising 
authority's  regulation  of  besic  service 
rates  (see  below),  or  whether  some 
combination  of  the  two  would  be  most 
appropriate. 

The  Cable  Art  also  requires  that  the 
Commission  estabUsh  rules  to  assure 
that  operators  inform  subscribers  that  a 
basic  service  tier  is  available.  The 
Commission  tentatively  omdudes  that 
it  should  require  the  operator  to  give 
initial  written  notice  of  basic  tier 
availability  to  existing  subscribers 
within  90  days  or  three  billing  cydea 
from  the  effective  date  of  the 
Commission's  rules  governing  cable 
rates.  Additionally,  the  Commission 
proposes  to  require  operators  to  notify 
subscribers  in  any  sales  information 
distributed  prior  to  installation  and 
hookup  and  at  the  time  of  installation. 
The  Commission  seeks  comment  on  this 
proposal,  llie  Conuniaaion  also  seeks 
comment  on  the  appropriate  format  and 
content  of  any  sma  nc^oe.  In  addition, 
the  Commission  seeks  comment  on  any 
other  meana  by  which  it  can  ensure  that 
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subacribsn  raceiv«  meaningful  notice  of 
basic  tier  availability. 

4.  Regulation  of  Cable  Programming 
Services 

a.  i?egti/ation5  governing  rates.  The 
Cable  Act  of  1992  requires  that  the  FCC 
establish  criteria  for  identifying,  in 
individual  cases,  rates  for  the 
acquisition  and  distribution  of  cable 
programming  services  that  are 
unreasonable.  The  statute  provides  that 
in  establishing  such  criteria  the  FCC 
must  consider: 

(1)  Rates  for  similarly  situated 
systems  taking  into  account  similarities 
In  costs  and  other  relevant  factors; 

(2)  Rates  of  systems  subject  to 
effective  competition; 

(3)  The  history  of  rates  for  the  system 
including  their  relationship  to  changes 
in  general  consumer  prices; 

(4)  The  systems'  rates  as  a  whole  for 
all  cable  services; 

(5)  Capital  operating  costs  of  the 
system;  and 

(6)  Advertising  revenues. 

The  statute  also  permits  the  FCC  to 
consider  other  relevant  factors. 

The  FCC  tentatively  concludes  that 
the  statute  intends  for  the  FCC  to 
establish  criteria  to  govern  the 
determination  in  an  individual  case  of 
whether  rates  for  cable  progranuning 
service  are  unreasonable  based  on  a 
reasoned  balancing  of  the  fiactors 
enumerated  in  the  statute  and  other 
factors  that  the  FCC  in  its  discretion 
may  choose  to  consider. 

With  the  exception  of  the  "Direct 
Costs  of  Signals  Nominal/Contribution 
to  Joint  and  Common  Costs"  alternative, 
all  previously  described  regulatory 
alternatives  that  could  be  used  for  the 
basic  service  tier  could  also  be  used  to 
determine  in  individual  cases  whether 
rates  for  cable  programming  service  are 
unreasonable.  The  FCC  believes  that  the 
advantages  and  disadvantages  of 
regulatory  approaches  and  alternatives 
previously  discussed  for  basic  tier 
service  are  equally  applicable  to  cable 
pifogramming  service.  As  with  the  basic 
sejrvice  tier,  die  NPRM  concludes  that 
traditional  cost-of-service  regulation 
wbuld  not  be  the  best  alternative  to 
seAect  as  the  primary  method  of 
regulating  rates  for  cable  prop^mming 
services.  The  FCC  seeks  comment  on 
this  tentative  conclusion  and  on  which 
alternatives  it  should  incorporate  in  the 
comprehensive  plan  we  will  adopt  for 
regulating  cable  programming  service 
rates. 

The  FCC  is  aware  that  is  must  balance 
(a)  the  need  to  ensiire  that  cable  rates 
are  relatively  low  and  do  not  include 
monopoly  rents,  against  (b)  the  need  to 
enstne  that  cable  systems  earn  a 


reasonable  ratum  so  that  they  can 
continue  to  attract  capital  necessary  to 
operate  and  to  expand  the  services  they 
provide  to  their  subscribers.  To  the 
extent  that  local  or  state  regulation  of 
basic  rates  constrains  the  reveniie  and 
profits  obtained  from  the  basic  tier. 
cable  operators  may  seek  to  earn 
relatively  more  revenue  and  higher 

Erofits  on  their  programming  services 
eyond  the  basic  tier.  Hence,  there  may 
be  a  tradeoff  between  the  severity  of  the 
restricticMu  that  mav  b»  placed  on  basic 
tier  rates  and  rates  for  other 
programming  services.  The  FCC  seeks 
comment  on  how  this  tradeoff  can  best 
be  made  in  our  cable  rate  regulations. 

The  Cable  Act  defines  "cable  progranuning 
service"  as  any  video  programming  im>vided 
over  a  cable  system,  ragardleas  of  sarvioa  tier, 
including  inattUation  or  rantal  of  equipment 
used  for  the  receipt  of  such  video 
programming,  other  than  (A)  video 
programming  carried  on  the  basic  service 
tier,  and  (B)  video  programming  offered  on  a 
per  channel  or  per  program  basic. 

Thus,  cable  programming  service 
encompasses  all  video  "tiered" 
programming,  other  than  that  included 
in  the  basic  service  tier,  and  would 
exclude  all  pay-per-channel  or  per- 
program  material.  As  noted  in  the 
legislative  history  of  the  Cable  Act. 
some  cable  systems  are  "ei^rimenting 
with  'mtiltiplexing' — the  offering  of 
multiple  diaimels  of  commonly- 
identified  video  progranuning  as  a 
separate  tier  [e.g..  HBOl,  HB02  and 
HB03)."  The  FCC  thus  proposes  to 
exclude  from  the  definition  of  "cable 
progranuning  service,"  pay-per-channel 
or  pay-per-program  services  offered  on  a 
multiplexed  or  time-shifted  basis.  The 
NPRM  seeks  conunoat  on  whether,  for 
a  tiered  offering  of  a  multiplexed 
premium  service  to  be  exempt  from  rate 
regulation,  the  multiple  channels 
offered  would  have  to  consist  of 
essentially  the  same  programming 
offered  on  a  time-shifted  basis. 

b.  Complaint  procedures;  rate 
reduction  and  refund  proceduresfor 
rates  found  to  be  unreasonable.  The 
Cable  Act  requires  that  the  Commission 
establish  "fair  and  expeditious 
procedures"  for  receiving,  considering 
and  resolving  complaints  from  "any 
subscriber,  franchising  authority,  or  ^ 
other  relevant  State  or  local  government 
entity"  alleging  that  rates  for  cable 
programming  services  are  unreasonable 
pursuant  to  our  rules.  The  statute 
specifically  states  that  the  Commission 
must  specify  the  minimum  showing 
required  for  a  complaint  to  obtain 
Commission  consideration  and 
resolution.  A  complaint  is  timely  only  if 
filed  during  the  180-day  period 
following  the  effective  date  of  the 


Commission's  regulations  gowning 
unreasonable  rates  fior  cable 
programming  services  or  within  a 
reasonable  pieriod  of  tima  after  the  cable 
operator  changes  its  rates.  This  time 
constraint  on  filing  complaints  also 
applies  to  complaints  concerning 
cnangas  in  rates  that  result  from  changes 
in  the  system's  anvice  tien. 

The  legislative  history  indicates  that 
Congress  intended  tba  Commission's 
regulations  not  to  be  "so  technical  or 
complicated  as  to  require  subscribers  to 
retain  the  services  of^a  lawyer  to  file  a 
complaint  and  obtain  Commission 
consideration  of  the  reascmableness  of 
the  rate  in  question."  The  Commission 
thus  plans  to  devise  procedures  that  are 
not  only  fair  to  all  pwties,  but  are  also 
simple  and  expeditioua.  One  alternative 
is  to  require  that  complaints  concisely 
state  facts  showing  how  an  operator  has 
violated  the  Commission's  rate 
regulations.  The  Commission 
recognizes,  however,  that  the 
ratemaking  methodology  it  adopts,  even 
if  very  simple,  may  not  be  readily 
accessible  to  the  ordinaiv  subscriber.  In 
addition,  the  legislative  history 
indicatea  that  Congreas  deliberately 
excluded  the  requirement  that  a  y 
complaint  demonstrate  a  "prima  facie 
case".  Thus,  if  the  Commission  adopted 
this  requirement,  and  a  subscriber's 
complaint  failed  to  conform,  the 
Commission  might,  instead  of 
dismissing  it  out  of  hand,  send  the 
subscriber  an  informational  letter 
describing  what  a  complaint  should 
state,  and  permitting  refiling  within  a 
set  period.  f<a  example.  30  days.  The 
filing  of  the  first  complaint  would  act  to 
toll  Uie  time  limit  on  complaints.  On  the 
other  hand,  although  rigorous  technical 
requirements  shotud  not  be  imposed, 
this  Commission  and  cable  operatora 
need  assurance  that  the  CcMnmission's 
procedures  permit  only  genuine 
allegations  of  illegal  rates  to  go  forward, 
and  do  not  permit  complaints  that  are 
frivolotis  or  lack  any  serious  substantive 
allegation  to  proceed. 

A  second  alternative,  therefore,  is  to 
set  an  even  simpler  standard  for  a 
subscriber  complaint,  and  to  make  this 
a  minimum  standard  which  would  have 
to  be  met  in  order  to  avoid  dismissal. 
We  (Swerve  that  if  a  straightforward 
benchmark  approach  is  adopted,  a 
statement  cf  facts  showing  that  rates 
were  above  the  benchmark  might  be 
easily  done  by  a  layman.  The  complaint 
would  have  to  allege  that  the 
complainant  was  a  subscriber  of  a  cable 
system  named  in  the  complaint,  and 
also  state  the  name  of  the  franchising 
authority.  The  simplicity  of  this  second 
approach  would  facilitate  the  filing  of 
subscriber  complaints.  However,  it 
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might  not  give  the  cable  operator 
sufficient  notice  of  the  precise  claims 
made,  and  might  place  greater  demands 
on  Commission  staff  seeking  to 
determine  the  issues  and  resolve  the 
dispute.  It  also  might  not  adequately 
screen  frivolous  or  unsubstantiated 
complaints.  The  Commission  seeks 
comment  on  these  two  alternative 
standards  for  defining  the  minimum 
showing  required  for  substantive 
complaints.  The  Commission  also 
invites  additional  siiggestions. 

Interested  parties  are  also  asked  to 
comment  on  specific  forms  or  language 
that  might  be  standardiied  for  use  by 
subscribers  in  filing  rate-related 
complaints.  The  Commission  also  asks 
for  comment  on  how  such  standardized 
information  might  be  made  widely 
available.  For  example,  should  it  be 
given  to  local  franchising  authorities  for 
local  distribution?  The  Qimmission  also 
seeks  comment  on  whethw  complaints 
filed  by  franchising  authorities  or 
parties  represented  by  counsel  could  or 
should  be  held  to  a  different  pleading 
standard,  and  if  so,  what  that  standard 
should  be.  The  Commission  also  seeks 
comment  on  whether  subscribers  should 
be  permitted,  or  required,  to  obtain  a 
franchising  authority's  decision  or 
concurrence  as  a  precondition  to  the 
filing  of  a  valid  complaint  Parties 
advocating  such  an  approach  are  asked 
to  recondle  It  with  the  specific 
provision  in  the  Act  permitting 
subscribers,  as  well  as  relevant 
governmental  entities,  to  file 
complaints. 

The  Commission  proposes  to  require 
that  all  complaints  be  served  on  both 
the  cable  operator  and  the  franchising 
authority  by  the  complaining  parties. 
After  a  complaint  is  served,  an  operator 
would  have  a  reasonable  period  of  time 
in  which  to  file  a  response.  Based  on  the 
complaint  and  response,  the 
Commission  would  make  a 
determination  of  whether  a  complainant 
had  made  a  minimum  showing  to 
permit  the  case  to  go  forward.  Once  the 
Commission  has  determined,  based  on  a 
review  of  the  two  dociunents,  that  a 
minimum  showing  of  a  violation  of  its 
rules  had  been  established,  the 
Commission  would  issue  an  order 
esking  for  further  information  from  the 
operator,  and  setting  a  further  pleading 
schedule,  if  necessary.  At  this  point  the 
operator  would  have  the  burden  of 
producing  evidence  to  disprove  the 
allegations.  This  alternative  should 

i>rove  expeditious  and  easy  for  non- 
awyers  to  use.  The  Commission  seeks 
comment  on  these  tentative  conclusions 
and  proposals.  In  particular,  the 
Comminioo  asks  interested  parties  to 
comment  on  what  the  appropriate 


pleading  cycle  should  be,  taking  into 
account  the  statute's  dual  objectives  of 
expedition  and  fairness.  Alternatively, 
the  Commission  seeks  comment  on 
whether  it  should  require  that  cable 
operators  answer  complaints  that  the 
Commission  has  determined  are  in  good 
faith  and  raise  a  genuine  substantive 
issue.  Under  this  approach,  a  cable 
operator  would  not  be  required  to 
respond  automatically  to  complaints. 
Katner,  the  Commission  (or  the 
subscriber)  would  notify  the  operator  of 
a  complaint  after  it  had  been  initially 
reviewed  by  Commission  staff  and 
found  to  meet  this  minimum  showing. 

The  Cable  Act  provides  that,  with  one 
exception,  the  Commission's  procediires 
for  cable  programming  service 
complaints  shall  be  available  only  to 
those  filing  within  a  "reasonable 
period"  afrer  a  change  in  rates, 
including  a  change  resulting  from  a 
tiering  change.  The  Commission 
tentatively  finds  that  a  time  limit  of  30 
days  from  the  time  that  a  subscriber 
receive  notification  of  such  a  rate 
change  would  provide  adequate 
opportimity  for  a  subscriber  to 
formulate  a  complaint  under  the 
simplified  procedures  the  Commission 
contemplates.  The  Commission  seeks 
comment  on  whether  this  would  be  a 
reasonable  period  of  tioM  within  the 
meaning  of  the  statute.  The  Commission 
also  asks  for  comment  on  whether  it 
should  allow  an  additional  30  days  if 
the  Commission  requires  the 
concurrence  of  a  frajichising  authority 
for  the  filing  of  a  complaint.  Section 
623(c)(3)  excepts  from  the  "reasonable 
period  of  time"  requirement  complaints 
filed  within  180  days  following  the 
effective  date  of  the  Commission's 
regulations  concerning  cable 
programming  service  rates.  During  this 
period,  subscribers  and  other  interested 
parties  will  have  become  familiar  with 
the  Commission's  new  regulations.  The 
Commission  thus  interprets  this 
exception  to  permit  subscribers  to 
complain  of  any  cable  programming 
services  rates  within  that  180-day 
period,  regardless  of  when  those  rates 
were  initially  effective.  After  this  180- 
day  period  passes,  subscribers  would  be 
held  to  the  30-Klay  time  limitation.  The 
Commission  seeks  comment  on  these 
tentative  conclusions. 

The  Commission  also  seeks  comment 
on  how  to  treat  information  which  may 
be  necessary  to  a  decision,  but  which 
the  cable  operator  regards  as 
proprietary.  The  Commission's  existing 
rules  authorize  the  withholding  of  trade 
secrets  or  confidential  financial  or 
commercial  information  from  routine 
di.sclosure  to  the  public.  As  a  general 
matter,  however,  the  Commission 


believes  the  burden  should  be  firmly  on 
the  cable  operator  involved  to 
demonstrate  that  significant  competitive 
injury  might  result  bt}m  any  disclosure 
of  information  used  in  the  rate 
regulation  process  and  that  as  full  • 
disclosure  as  is  reasonably  possible 
should  be  mandated.  The  Commission 
seeks  comment  on  whether  its  existing 
rules  would  be  adequate  in  a  cable  rate 
dispute,  and  whether  they  are 
sufficiently  flexible  to  permit  an    I 
opposing  party  to  have  access  to  the 
informaHon  necessary  for  its  case.  In 
particular,  the  Commission  also  asks 
whether  it  should  devise  procedures 
permitting  the  parties  to  a  dispute 
limited  access  to  proprietary 
information  in  spednc  cases,  and  in 
what  cases  such  limited  access  would 
be  appropriate.  Should  the  Commission 
permit  an  operator  to  redact  confidential 
information  in  the  first  instance,  with 
Commission  staff  retaining  the  ability  to 
seek  further  information  if  necessary?  In 
such  cases,  should  the  Commission 
confine  distribution  of  such  information 
to  designated  representatives  of  parties 
and  CtHumission  staff?  The  Commission 
also  invites  comment  on  the  types  of 
information  relevant  to  a  cable  rate 
determination  which  would  likely  be 
considered  proprietary  by  any  of  the 
parties  involved,  and  in  particular,  on 
any  special  problems  that  may  arise 
from  use  of  data  proprietary  to  third 
parties. 

Once  a  decision  is  made,  the 
Commission  seeks  comment  on  what 
types  of  relief  are  available.  The 
Commission  assumes  that  its  authority 
under  the  Cable  Act  to  prevent 
unreasonable  rates  at  a  minimum 
authorizes  it  to  order  prospective 
reductions  of  rates  it  has  found  to  be 
unreasonable.  The  Commission 
proposes  to  require  operators  to  make 
such  reduction  promptlyt  such  as,  for 
example,  within  30  days  of  a 
Commission  decision  finding  existing 
rates  unreasonable.  The  Commission 
seeks  comment  on  this  tentative 
conclusion  and  proposal.  In  edition, 
the  Commission  asks  intereste<H>arties 
to  comment  on  whether  its  abili^  to 
order  prospective  rate  reductions  would 
extend  to  prescription  of  specific  rates. 

"The  Commission  tentatively  finds  that 
its  authority  under  section  623(c)(2)(C) 
permits  it  to  reduce  rates  determined  to 
be  unreasonable  and  to  refund  to 
subscribers  the  portion  of  such  rates 
found  to  be  unreasonable  that 
subscribers  paid  after  the  filing  of  a 
complaint.  The  Commission  proposes  in 
the  nrst  instance  to  determine  the 
amoimt  of  overcharge  and  to  order  a 
refund  to  the  actual  subscribers  who 
paid  this  overage.  It  may,  however,  be 
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adtninistntively  infeasible  or 
unreasonably  burdensome  to  determine 
the  actual  subecribers  wbo  paid  the 
unreasonable  rate.  In  such  cases,  the 
Commission  proposes  to  order  a 
prospective  percentage  reduction  in  the 
unreasonable  service  rate  to  cover  the 
cumulative  overchar^ge,  and  to  have  that 
reduction  made  in  the  bills  sent  to  the 
class  of  subscribers  that  had  been 
unjustly  charged.  This  reduction  would 
be  in  addition  to  the  rate  reduction 
necessary  to  eliminate  prospective 
overcharges,  and  would  end  when 
compensation  for  the  overcharge  had 
been  made.  The  Commission  interprets 
its  authority  under  section  623(c)  as 
permitting  it  to  reduce  rates  for  the  class 
of  subscribers  who  paid  for  a  service  the 
rate  for  which  was  determined  to  be 
unreasonable,  even  if  this  finding  was 
based  upon  a  complaint  filed  by  a  single 
subscriber.  The  Commission  believes 
that  this  construction  is  necessary  to 
fulRll  the  purposes  of  this  statutcny 
provision.  The  Commission  seeks 
comment  on  these  tentative  findings 
aiKl  proposals. 

The  Commission  seeks  comment  on 
bow  best  to  device  procedures  that  will 
be  simple  and  informal,  while  at  the 
same  time  safaguarding  the  due  process 
rights  of  all  parties  involved.  One  option 
would  be  to  treat  cable  programming 
service  complaints  as  informal 
adjudications,  and  apply  the 
streamlined  procedures  outlined  )ust 
above.  If  this  option  were  adopted, 
would  it  also  be  advisable  to  adopt 
relaxed  (e.^;.,  permit  but  disclose)  ex 
parte  rules  to  facilitate  staff  resolution 
of  a  dispute  in  which  presumably  non- 
lawyers  were  participating?  Another 
approach  might  be  to  style  cable 
programming  services  complaints  as 
ratemaking  proceedings,  using 
procedures  analogous  to  those  followed 
in  our  tariff  review  process.  These 
procedures  would  be  the  sole  means  by 
which  the  Cable  Act  empowers  the 
Commission  to  regulate  cable 
programming  service  rates,  and  would 
determine  liability  for  overcharges  on  a 
prospective  basis  only  (from  the  time 
the  complaint  was  filed).  They  thus 
reasonably  could  be  analogized  to 
ratemaking  proceedings.  Under  this 
option,  the  Commission  would  also 
consider  cable  programming  service 
proceedings  to  be  non-restricted 
proceedings  under  its  ex  parte  rules, 
subject  to  "permit  but  disclose"  ex  parte 
obligations.  This  approach  would  give 
Commission  staff  maximum  flexibility 
to  gather  relevant  information, 
flexibility  particularly  helpful  in 
disputes  where  one  or  more  parties  were 
not  represented  by  counseL  This 


approach  thus  also  serves  the 
Commission's  objective  of  crafting 
procedures  which  do  not  require  parties 
to  have  professional  representation.  The 
Commission  sedu  comment  on  these 
proposed  alternative  approaidies  to 
complaint  procedures  and  on  whether 
they  would  adequately  accommodate 
the  various  policy  objectives  and  legal 
constraints  just  articulated.  Should  it  be 
necessary  to  establish  more  formal 
proceedings  in  cases  involving  factual 
disputes  or  potential  refund  liability, 
the  Commissicm  seeks  comment  on  how 
it  might  accomplish  this  and  still  make 
these  proceedings  accessible  to  non- 
lawyers  and  to  parties  located  in  areas 
distant  from  Commission  offices  in 
Wuihington,  DC  The  commission  also 
seeks  comment  on  whether  alternative 
dispute  resolution  would  be  one 
possible  solution,  should  the  parties 
agree  to  employ  it. 

Once  relief  is  ordered,  the 
Commission  must  ensure  that  its 
decision  is  properly  effectuated.  The 
Commission  seeks  comment  on  whether 
operators  should  be  required  to  certify 
that  they  have  implemented  the 
Commission's  decision.  The 
Commission  tentatively  finds  that 
noncomplying  operators  would  be 
subject  to  forfeitiues.  The  Commission 
seeks  comment  on  this  tentative 
conclusion,  and  on  other  remedies,  such 
as  reporting  requirements,  that  may  be 
appropriate  in  specific  circumstances. 

5.  Provisions  Applicable  to  Cable 
Service  Generally 

a.  Geographically  uniform  rate 
strvcture.  Tne  Cable  Act  of  19Q2 
requires  cable  operators  to  "have  a  rate 
structure,  for  the  provision  of  cable 
service,  that  is  uniform  throughout  the 
geographic  area  in  which  cable  service 
is  provided  over  its  cable  system." 

In  accordance  with  the  above 
provision  of  the  Cable  Act,  the  NPRM 
proposes  to  incorporate  into 
implementing  regulations  a  provision 
that  cable  systems  must  have  a  uniform 
rate  structure  throughout  lite  geographic 
area  served  by  the  cable  system.  The 
NPRM  solicits  comment  generally  on 
the  extent  to  which  cable  operators' 
ability  to  establish  service  categories 
with  separate  rates  and  terms  and 
conditions  of  service  is  limited  by  the 
requirement  for  a  geographically 
uniform  rate  structure.  TTie  NPRM  also 
seeks  information  on  the  extent  to 
which  cable  operators  currently  enter 
into  special  service  arrangements  with 
some  customers  or  types  of  customers, 
such  as  long-term  service  contracts  with 
certain  types  of  customers^ith 
discounted  rates  and  other  special  terms 
and  conditions.  In  addition,  the  FOC 


solicits  commeot  on  whether  cable 
operatcws  should  be  afforded  the 
flexibility  to  establish  bono  fide  service 
categories  with  separate  rates  and 
service  terms  and  conditions. 

The  FCC  tenUtively  concludes  that 
the  statutory  requirement  of  a 
geographically  uniform  rate  structure 
does  not  prohibit  establishment  of 
reasonable  categories  of  service  with 
separate  rates  and  terms  and  conditions 
of  service.  The  FCC  tentatively 
concludes  that  the  requirement  for  a 
uniform  rate  structure  should  be  read  in 
conjxmction  with  the  amendments  to 
section  623(e).  which  authorize 
regulatory  authorities  to  i»ohibit 
discrimination,  but  do  not  require  that 
they  do  so. 

tne  NPRM  seeks  comment  on  the 
meaning  of  the  term  "geonaphic  area" 
as  used  in  this  section  of  the  Act.  One 
possible  interpretation  is  that  Congress 
intended  this  phrase  to  mean  a  franchise 
area.  The  FCC  recognizes,  however,  that 
many  cable  systems  provide  service  for 
more  than  one  franchise  area.  If 
Congress  intended  to  limit  the  meaning 
of  geographic  area  to  a  franchise  area,  it 
could  nave  used  the  leas  ambiguous 
term.  / 

If  the  FCC  assumes  that  geographic 
area  refers  to  an  area  greater  thana 
franchise,  the  Act  appears  to  limjit  the 
region  to  the  ccmtiguous  area  served  by 
the  cable  system.  Under  this  more 
inclusive  interpretation,  the  FCC  would 
require  a  tmiform  rate  structure 
throughout  a  cable  system.  The  NPRM 
requests  comment  on  whether  Congress 
intended  to  require  or  to  permit  cross- 
subsidization  to  maintain  uniform  rates 
within  a  cable  system.  The  FCC  solicits 
comment  on  the  advantages  and 
disadvantages  generally  of  interpreting 
geographic  area  as  synonymous  with 
frandiise  area  or  as  referring  to  a  greater 
area. 

b.  Discrimination.  The  Cable  Act 
permits  local  and  federal  authorities  to 
prohibit  discrimination  in  provision  of 
cable  service,  except  that  (1)  cable 
operators  may  establish  reasonable 
discounts  for  senior  citizens  or  other 
economically  disadvantaged  groups, 
and  (2)  local  and  federal  authorities  may 
regulate  installation  or  rental  of 
equipment  for  the  hearing  impaired. 
Based  on  this  provision,  the 
Commission  tentatively  concludes  that 
it  should  explicitly  permit  the  discounts 
contemplated  in  the  statut^|C!b6al 
authorities  would  also  be  free  to  adopt 
anti-discrimination  provisions 
consistent  with  the  statutawtd  the 
Commission's  implemaimng 
regulations.  The  Commission  teAs 
comment  on  these  tentative 
conclusions.  The  Commission  seeks   • 
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comment  in  particular  on  whether 
diffinences  in  rates  among  different 
classes  of  customers  based  on 
differences  in  costs  of  providing 
services  should  not  be  prohibited  under 
this  provision.  The  Commission  also 
seeks  comment  on  what  economically 
disadvantaged  groups  other  than  senior 
citizens  may  be  awarded  reasonable 
discounts  by  cable  operators.  The  Act 
does  not  preclude  local  authorities  from 
adopting  regulations  concerning 
equipment  and  installation  which 
frtciiitate  reception  by  the  hearing 
impaired  that  are  consistent  with  the 
other  provisions  of  the  Cable  Act.  In 
addition,  the  Commission  asks  whether 
there  is  any  need  at  this  time  to  adopt 
specific  rules  at  the  federal  level  as  well. 

c.  Negative  option  billing.  The  Cable 
Act  provides  that  an  operator  may  not 
charge  a  subscriber  for  "any  service  or 
equipment  that  the  subscriber  has  not 
affirmatively  requested  by  name."  The 
Act  further  provides  that  a  subscriber's 
failure  to  refuse  a  proposal  to  provide 
such  service  or  equipment  "shall  not  be 
deemed  to  be  an  affirmative  request  for 
such  service  or  equipment."  The 
legislative  history  indicates  that 
Congress  did  not  intend  this  section  to 
apply  to  "changes  in  the  mix  of 
programming  services  that  are  included 
in  various  tiers  of  cable  service."  The 
Commission  interprets  this  provision  to 
mean  that,  in  order  to  be  billed  for  any 
cable  service  (either  tiers  or  individually 
priced  programs  or  channels)  or 
equipment,  a  subscriber  previously 
must  have  affirmatively  requested  that 
particular  service  or  equipment.  A  cable 
operator  may  not  take  a  subscriber's 
inaction  following  the  operator's 
proposal  to  provide  such  service  or 
equipment  as  an  affirmative  request  for 
the  same.  The  Commission  tentatively 
concludes  that  an  affirmative  request  for 
service  or  equipment  may  occur  orally 
or  in  wntiiig  so  that  subscribers  are 
given  flexibility  to  order  by  either 
method.  The  Commission  also 
tentatively  concludes  that  an  operator 
should  not  be  permitted  to  charge  for 
any  service  or  equipment  provided  in 
violation  of  section  623(f)  of  the  Act  and 
the  Commission's  implementing  rules. 
The  Commission  seeks  comment  on  this 
tentative  conclusion.  The  Commission 
also  seeks  comment  on  whether 
disputes  between  the  operator  and 
subscriber  arising  under  this  provision 
would  primarily  oe  subject  to  resolution 
in  the  local  courts.  This  remedy  would 
be  in  addition  to  the  forfeiture 
provisions  applicable  to  the  operator 
that  fails  to  comply  with  section  623(0 
and  the  Commission's  implementing 
rules.  The  Conunission  remains 


concerned,  however,  that  its 
enforcement  procedures  be  adequate  to 
correct  any  practices  or  patterns  on  the 
part  of  operators  that  violate  the 
Commission's  rules,  and  seeks  comment 
on  how  the  Commission  can  ensure  its 
ability  to  do  so. 

The  legislative  history  states  that 
section  623(0  does  not  apply  to 
"changes  in  \b»  mix  of  programming 
services  that  are  included  in  various 
tiers  of  cable  service."  The  Commission 
seeks  comment  on  the  types  of  tier 
changes  that  may  be  made  without 
violating  the  negative  option  billing 
restriction  and  in  particular,  whether 
such  tier  changes  must  be  revenue 
neutral.  Can  they  involve  additions  or 
deletions  of  services?  The  Commission 
tentatively  finds  that  a  change  in  the 
composition  of  a  tier  that  was 
accompanied  by  a  price  increase 
justified  under  its  rate  regulations 
would  not  be  subject  to  the  negative 
option  billing  prohibition.  The 
Commission  oelieves  that  this 
interpretation  will  avoid  an  undesirable 
stalemate  in  system  offerings,  to  the 
public's  detriment.  The  Commission 
also  does  not  believe  that  Congress 
intended  the  negative  option  billing 
provision  to  apply  to  system-wide 
upgrades  in  equipment  accompanied  by 
a  justified  price  increase.  Otherwise  the 
provision  might  discourage  operators 
from  making  beneficial  system 
improvements.  However,  the 
Commission  also  seeks  comment  on 
whether  subscribers  should  be  given  30- 
days  notice  of  changes  in  tier 
composition  or  in  system  equipment, 
that  are  accompanied  by  a  price 
increase.  The  Commission  also  seeks 
comment  on  the  interplay  between  the 
negative  option  billing  provision  and 
the  prohibition  on  evasions  pursuant  to 
section  623(h). 

The  Commission  also  seeks  comment 
on  how  this  provision  should  apply  to 
initial  implementation  of  the  basic  cable 
service  rate  structure.  For  example,  an 
operator  may  have  been  offering  a  basic 
service  consisting  of  more  channels  than 
are  now  required  under  the  Cable  Act's 
definition  of  basic  service.  It  may  now 
effectively  be  required  to  split  its  former 
basic  service  into  the  Act's  formulation 
of  basic  service  and  an  expanded  basic 
tier.  If  some  subscribers  do  not 
affirmatively  request  both  basic  and 
expanded  basic,  the  Commission  seeks 
comment  on  whether  the  operator  may 
nevertheless  continue  to  bill  them  at  the 
old  rate.  What  if  the  operator  has  also 
changed  the  rates? 

d.  Collection  of  information.  The 
statute  requires  cable  operators  to  file 
annually  with  the  FCC  or  franchising 
authorities,  as  appropriate,  beginning 


one  year  from  the  date  of  enactment, 
such  financial  information  as  is 
necessary  to  administer  and  enforce  rate 
regulation. 

The  information  that  regulators  will 
need  to  assure  that  they  can  effectively 
administer  and  enforce  the  requirements 
of  section  623  will  be  determined  by  the 
alternative  that  we  ultimately  adopt.  In 
order  to  assure  that  the  FCC  can  adopt 
a  collection  of  information  requirement 
that  will  permit  effective  administration 
and  enforcement  of  section  623.  it  is 
proposing  to  collect  on  an  annual  basis 
the  information  specified  in  appendix  C 
of  the  l^RM  and  the  information 
collected  by  the  Commission  in  the 
Order.  MM  Docket  No.  92-266,  FCC  92- 
545,  adopted  Docember  10. 1992.  The 
FCC  will  also  need  to  collect 
information  concerning  rates  of  systems 
subject,  and  not  subject,  to  effective 
competition  to  enable  us  to  publish  the 
annual  reports  on  average  prices 
required  by  section  623(k). 

The  FCC  solicits  comment  generally 
on  the  appropriate  scope  of  information 
that  it  should  collect  pursuant  to  section 
623(k).  The  FCC  solicits  comment  on 
the  availability  of  the  information 
specified  in  appendix  C  of  the  NPRM. 
on  whether  cable  systems  will 
ordinarily  have  developed  this 
information,  and  the  burdens  that  the 
collection  of  this  information  would 
impose.  To  the  extent  this  information 
is  not  already  developed  by  cable 
systems,  the  NPRM  solicits  comment  on 
the  extent  to  which  the  FCC  should 
require  that  they  develop  it.  and  on  time 
periods  that  the  FCC  should  permit  for 
its  development.  The  FCC  solicits 
comment  on  whether  it  should  require 
the  information  specified  in  appendix  C 
of  the  NPRM  to  be  submitted  by  every 
cable  system.  Alternatively,  the  NPRM 
seeks  comment  on  whether  the  FCC 
should  rely  instead  on  a  sampling  of 
systems,  and,  if  so.  what  sampling 
methodology  it  should  use.  The  NRPM 
also  solicits  comment  on  whether,  in 
order  to  reduce  burdens  on  systems 
with  1000  or  fewer  suKscribers.  ihe  FCC 
should  require  less  information,  or  no 
information,  fit)m  such  systems. 

e.  Prevention  of  evasions.  The  Cable 
Act  requires  the  Commission  to 
promulgate  regulations  that  will  praver.t 
evasion  of  its  rate  regulation  provisions 
and,  specifically,  evasions  resulting 
from  retiering.  The  statute  requires  that 
the  Commission  periodically  review 
these  regulations.  The  Commission 
proposes  generally  to  prohibit  evasion 
of  its  rate  regulations  by  cable  operators. 
The  Commission  proposes  to  allow 
interested  parties  to  avail  themselves  of 
the  expedited  procedures  the 
Commission  establishes  for  rate  relief  to 
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seek  redress  of  evasions  of  its  rate 
regulations.  The  Commission  plans  to 
periodically  review  the  standards  it 
establishes  pursuant  to  this  subsection, 
with  the  first  review  occurring  two  years 
from  the  rules'  effiective  date,  and  with 
periodic  reviews  every  three  years 
thereafter.  The  Commission  seeks 
comment  on  these  proposals. 

As  the  legislative  history 
contemplates,  the  Commission  proposes 
to  prohibit  retiering  that  "shiflls]  cable 
programs  out  of  the  basic  service  tier 
into  other  packages"  and  causes  an 
unjustified  increase  in  rates  to 
subscribers  for  cable  service.  At  the 
same  time,  the  Cable  Act  of  1992 
permits,  and  indeed  appears  to  require 
in  some  cases,  a  restructuring  of  service 
offerings.  Thus,  the  Commission 
proposes  to  prohibit  retiering  which 
actually  results  in  an  increase  in 
regulated  rates  inconsistent  with  the 
regulations  it  establishes.  Thus,  retiering 
necessary  to  comply  with  basic  tier 
requirements,  retiering  that  did  not 
change  the  ultimate  price  for  the  same 
mix  of  channels  in  issue  to  the 
sxibscriber,  or  retiering  accompanied  by 
a  price  change  that  complied  with  the 
Commission's  rate  regulations  would 
not  be  deemed  an  evasion.  The 
Commission  seeks  comment  on  this 
proposal.  It  is  also  possible  that  our 
substantive  rate  regulations  will  lessen 
the  potential  for  evasions  through 
retiering  as  well.  Should  the 
Commission  adopt  the  same  rate 
regulation  regime  for  both  the  basic  tier 
and  cable  programming  services,  this 
uniformity  of  approach  might  eliminate 
the  incentive  for  operators  to  move 
services  from  basic  to  cable 
programming  services  tiers  in  order  to 
evade  rate  regulation.  The  Commission 
seeks  comment  on  the  interplay 
between  its  substantive  rate  regulation 
responsibility  and  its  obligation  to  adopt 
rules  preventing  evasions.  The 
Commission  also  seeks  comment  on 
whether  it  needs  to  establish  specific 
rules  regarding  evasions  of  rate 
regulation  through  charges  for  changes 
in  equipment,  particularly  in  light  of  the 
specific  rules  the  Commission  is 
adopting  regarding  such  charges. 
Finally,  the  Commission  seeks  comment 
on  other  specific  evasive  acts  and 
practices  that  should  be  prohibited.  For 
example,  the  Commission  seeks 
comment  on  whether  retiering  and 
repricing  of  cable  services  between  the 
effective  date  of  the  Act  and  the 
implementation  of  these  regulations 
could,  if  found  to  be  unreasonable  or 
evasive,  raise  specific  concerns  under 
the  Commission's  proposed 
enforcement  scheme. 


f.  Small  business  burdens.  The  Cable 
Act  requires  that  the  Commission 
develop  and  prescribe  cable  rate 
regulations  that  reduce  the 
administrative  burdens  and  cost  of 
compliance  for  cable  systems  that  have 
1000  or  fewer  subscribers.  The 
Commission  seeks  comment  on  how 
best  to  effectuate  this  statutory 
requirement.  The  Commission's  cxirrent 
rules  exempt  operatore  of  cable  systems 
of  fewer  than  1000  subscribera  from 
certain  administrative  requirements. 
The  Commission  similarly  could 
exempt  cable  systems  of  fewer  than 
1000  subscribers  from  certain 
administrative  burdens  associated  with 
the  rate  regulations  it  establishes. 
Depending  on  the  substantive 
ratemaking  standard  adopted,  the 
Commission  might,  for  example,  exempt 
small  systems  from  certain  accounting 
requirements  or  the  obligation  to  submit 
certain  data.  With  respect  to  the  data 
collection  requirements  of  the  Act,  the 
Commission  might  rely  on  external 
sources  of  data  or,  if  necessary,  special 
studies  instead  of  requiring  individual 
reports  frt)m  small  systems.  The 
Commission  seeks  comment  on  this 
general  proposal,  as  well  as  on  the 
specific  requirements  bom  which  small 
systems  might  appropriately  be 
exempted.  Parties  are  also  invited  to 
comment  on  other  alternatives,  e.g.,  the 
filing  of  abbreviated  reports  or  other 
streamlining  of  administrative 
obligations  that  also  might  be 
appropriate.  The  Commission  also  seeks 
comment  on  ways  it  might  coordinate 
any  administrative  requirements  with 
the  actual  operations  of  small  cable 
systems. 

The  Commission  also  seeks  comment 
on  whether  it  should  exempt  small 
systems  frt>m  any  substantive  or 
procedural  rate  regulation  requirements 
and,  if  so,  which  ones.  The 
Commission's  current  rules  exempt 
small  systems  from  network  non- 
duplication  protection  requirements, 
syndicated  exclusivity  rules,  and  frtim 
certain  technical  standards  and 
performance  testing  requirements.  A 
commimity  unit  having  fewer  than  1000 
subscribers  currently  is  exempt  from  the 
sports  broadcast  blackout  rule.  Are  there 
requirements  in  the  Commission's 
proposed  rate  regulation  regime  from 
which  small  systems  may  also 
appropriately  be  exempt?  In  this  regard, 
the  Commission  also  seeks  comment  on 
whether  it  should  establish  a 
presumption  that  systems  with  under 
1000  subscribers  are,  because  of  the 
underlying  costs  involved  and  the  small 
base  over  which  these  costs  can  be 
spread,  imlikely  to  be  earning  returns  or 


charging  rates  that  could  effectively  be 
altered  to  the  benefit  of  subscribera 
through  detailed  regulatory  overaight.  A 
second  option  might  be  to  permit  small 
companies  to  certify  their  compliance 
with  the  Commission's  rate  regulations. 
A  third  option  might  be  to  tailor  the 
Commission's  rate  regulations 
specifically  to  small  companies.  The 
Commission  might,  for  example,  devise 
basic  cable  rate  regulations  that  assure 
that  high-cost  small  systems  will  be  able 
to  fully  recover  their  costs.  The 
Commission  seeks  comment  on  these 
substantive  approaches  to  alleviating 
regulatory  burdens  on  small  systems 
and  on  whether  they  harmonize  with 
the  general  objectives  of  the  Cable  Act. 
In  addition,  the  Commission  might 
exempt  small  systems  bom  certain 
procedural  requirements,  including,  for 
example,  the  filing  of  rate  schedules. 
The  Commission  might  also  modify 
requirements  such  as  biirdmi  of  proof  or 
information  production  for  small 
systems  in  contested  cases.  The 
Gommission  seeks  comment  on  these 
prpcedural  approaches  to  alleviating 
regulatory  burdens  on  small  systems. 

Finally,  in  making  some  or  all  of  these 
small  system  exceptions,  should  the 
Commission  distinguish  between 
independently  owned  stand-alone 
systems  of  under  1000  subscribera  and 
systems  of  imder  1000  subscribera 
which  are  ovraed  by  a  large  MSO? 
Although  the  plain  language  of  the      ' 
statute  makes  no  such  distinction,  the 
Commission  questions  whether  systems 
in  the  latter  case  need  such  regulatory 
protection.  A  small  cable  system 
affiliated  with  an  MSO  may  enjoy 
advantages  such  as  program  discounts 
or  access  to  corporate  resources  that 
stand-alone  small  systems  do  not,  and 
thus  may  not  need  the  protection 
section  623(i)  otfen.  It  might  also  be 
appropriate  to  distinguish  between 
larger  and  smaller  MSOs  if  the 
Commission  distinguished  between 
MSO  and  independently-owned 
systems.  For  example,  the  Commission 
mi^t  distinguish  a  system  directly  or 
indirectly  owned  by  a  cable  operator 
that  directly  or  Indirectly  owns  other 
cable  systems,  which  altogether  serve 
some  s{>ecific  number  of  subscribers. 
Parties  advocating  such  an  option  are 
encouraged  to  suggest  specific 
subscrilwr  numbere  that  might  serve  to 
distinguish  large  bom  small  MSOs. 

Witn  the  exception  of  the  sports 
blackout  rule,  the  size  of  a  cable  system 
is  determined  under  the  Commission's 
current  rules  according  to  the  number  of 
subscribera  served  by  a  single  integrated 
headend.  In  contrast,  the  community 
unit  measurement  used  in  the  sports 
blackout  rule  defines  a  system  in  a 
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narrower  manner,  according  to  what  is 
essentially  the  cable  franchise  area.  Use 
of  the  single  integrated  headend  might 
help  ensure  that  what  is  in  practice  a 
large  system  fully  capable  of  meeting 
the  Commission's  requL-ements  does  not 
qualify  merely  because  it  covers 
numerous  fra.  chise  areas,  each  under 
1.000  subscribers.  The  Commission 
seeks  comment  on  whether  either  of 
these  two  definitions  might  be 
appropriately  applied  in  the  context  of 
rate  regulation  of  small  cable  systems. 
1  he  Commission  also  asks  interested 
parties  to  suggest  any  alternative 
definitions  they  believe  would  be 
appropriate  under  the  Cable  Act. 
Finally,  the  Commission  seeks  comment 
on  wh^er  a  system's  qualifying  for 
small  system  treatment  should  be  based 
upon  the  average  number  of  subscribers 
over  a  period  of  years,  rather  than  the 
number  of  subscribers  as  of  a  specific 
date.  The  former  standard  would  avoid 
abrupt  or  frequent  changes  in  regulatory 
status  resulting  from  seasonal  or  other 
brief  fluctuations  In  the  subscriber  base, 
g.  Grandfathering  of  rate  agreements. 
The  Cable  Act  provides  that  the  statute 
and  its  implementing  regulations  do  not 
supersede  franchising  agreements  made 
before  July  1, 1900  that  authorize 
regulation  of  basic  cable  service  rates  if 
there  was  not  efliactive  competition  as  of 
that  data.  The  provision  states  that  such 
agraemmts  are  to  remain  in  effect 
"during  the  term"  of  such  agreements. 
The  Commission  tentatively  concludes 
that  this  provision  authorizes  a 
franchising  authority  with,  a  franchise 
agreem«it  executed  before  July  1. 1990, 
that  was  regulating  basic  cable  rates  at 
that  time  to  continue  regulating  basic 
cable  rates  for  the  remaining  term  of  that 
agreement  without  certification  from 
this  Commission.  The  Commission 
tentatively  concludes  that  such 
franchising  authorities  (who  are  not 
required  to  apply  fat  cenification) 
should  nevert^iolass  be  required  to 
notify  this  Commission  that  they  intend 
to  continue  to  regulate  basic  cable  rates 
under  the  provisioDS  of  section  623()). 
This  notification  will  give  the 
Commission  the  infonuation  it  needs  to 
compile  the  aim  oal  reports  on  average 
prices  required  under  the  Cable  Act. 
The  Commission  seeks  comment  on 
these  tentative  conclusions.  The 
Commission  also  seeks  comment  on 
whether  an  agreement  that  falls  mthin 
the  terms  of  aection  623(|)  would 
supersede  Commission  reyulalions 
governing  the  rates  for  cable 
programming  aervices  that  are  not  part 
of  tha  basic  tier  as  defined  in  the 
E;.  T-enient  and  thus  not  subject  to 
regulation  under  the  agreement.  The 


Commission  also  seeks  comment  on 
how  franchising  authorities  now 
regulating  rates  and  that  are  not  covered 
by  the  grandfathering  provision  just 
discussed  should  m^e  the  transition  to 
rate  regulation  under  the  Commission's 
new  rules. 

h.  Reports  on.  average  prices.  The 
statute  requires  the  Commission  to 
publish  annual  statistical  reports 
comparing  charges  for  the  basic  tier, 
cable  programming  services,  and 
equipment  by  cable  systems  subject  to. 
with  those  charges  by  systems  not 
subject  to  effective  competition.  In  order 
to  comply  with  these  requirements,  the 
Commission  will  need  to  collect  certain 
cable  system  data.  These  data  include 
rates  charged  for  basic  cable  service, 
expanded  basic  service,  and  other  cable 

Erogramming;  and  fees  for  converter 
oxes,  remote  control  imits,  program 
guides,  installation  and  disconnection 
charges,  and  any  other  charges  for 
equipment  or  service.  Because  the 
Commission  may  wish  to  compare 
systems  of  similar  sizes  or  other 
chaihtcteristics,  the  Commission 
proposes  also  to  collect  information  on 
system  size  (measured  by  number  of 
subscribers),  system  channel  capacity, 
and  poasibly  cither  characteristics  such 
as  percent  of  distribution  plant  above  or 
below  ground,  length  of  distribution 
plant,  and  subscriber  density  per  mile. 
The  Commission  envisions  that  the 
annual  statistical  report  will  consist  of 
a  compilation  of  the  above  data 
elements. 

There  are  a  number  of  possible  ways 
to  collect  the  specific  data.  Trade 
publications  such  as  the  Cable  Fact 
Book  collect  much  of  the  data  we 
require,  but  such  data  are  collected  on 
a  voluntary  basis  and  are  not  always 
complete  lor  each  individual  cable 
system.  It  appears  to  be  necessary, 
therefore,  to  require  cable  operators  to 
submit  certain  information  directly  to 
the  Commission  on  a  regular  basis.  Such 
information  obtained  directly  from  cabla 
operators  would  be  reliable,  complete 
and  compfl'-ahle.  The  Commission 
requests  comment  on  the  specific  data 
to  be  collected.  For  example,  should  the 
data  submitted  be  on  a  per  system  rather 
than  a  per  franchise  basis?  Further,  the 
Commission  notes  that  the  data  it 
proposes  to  collect  for  the  annual  report 
on  rates  may  duplicate  in  part  the  data 
needed  to  carry  out  the  ongoirg  rate 
regulations  provisions  of  the  Cable  Act. 
In  addition,  depending  on  the  perticular 
rate  standard  the  Commission 
ultimately  adopts,  the  Commission  may 
also  need  data  on  various  costs  and 
other  financial  information.  The 
Commission  tentatively  concludes  that 
it  should  combine  all  data  requirements 


on  a  single  form  and  requests  comment 
on  that  conclusion. 

The  Commission  realizes  that  annual 
collection  of  data  will  be  costly  for  both 
the  industry  and  the  Commission.  One 
option  for  minimizing  these  costs  would 
be  to  collect  data  from  a  sample  of  cable 
systems  rather  than  from  the  industry  as 
a  whole.  The  Commission  seeks 
comment  on  how  to  identify  systems 
subject  to  effective  competition.  The 
Commission  seeks  comment  on  this 
issue.  Finally,  conunerters  are  invited  to 
suggest  other  ways  the  Commission  may 
obtain  the  data  needed  to  fulfill  the 
annual  reporting  requirements  specified 
in  section  623  (k). 

i.  Definitions.  The  statute  includes 
definitions  of  effective  competition, 
cable  programming  service,  and 
multichannel  video  programming 
distributor.  In  order  to  implement  the 
statutory  definitions  and  rules  to 
incorporate  these  terms,  the  NPRM 
proposes  to  adopt  the  definitions 
without  change.  The  FCC  solicits 
comment  on  this  proposal.  The  FCC 
additionally  solicit  comment  on 
whether  it  should  establish  any 
additional  definitions  in  oui  rules. 

j.  Effective  date.  The  statute  provides 
that  the  amendments  to  section  623 
establishing  rate  regulation  of  cable 
systems  not  subject  to  eRiective 
competition  shall  be  effective  180  days 
from  the  data  of  enactment.  The  statute 
gives  the  FCC  authority  to^prescribe 
regulations  effective  on  the  date  of 
enactment.  The  statue  expressly 
requires  the  FCC  to  establish  regulations 
concerning  rates  for  the  basic  service 
tier,  rates  for  cable  programming 
service,  and  prevention  of  evasions 
within  180  days  of  enactment. 

In  order  to  assure  that  the  FCC  meet 
the  statutory  deadline  for  implementing 
regulations,  we  propose  to  adopt 
implementing  rules  prior  to  April  3. 
1993  and  to  make  them  effective  as 
rapidly  thereafter  as  is  reasonably 
feasible.  The  NPRM  seeks  comment  on 
this  proposal  and  on  what  if  any  interim 
requirements  may  be  net^essary  as  the 
rules  come  into  force.  The  FCC  has 
tentatively  concluded  thctt,  while  its 
regulations  must  be  in  place  180  days 
fit>m  the  date  of  enactment,^e  statute 
does  not  require  that  all  implementing 
steps  that  cable  systems  must  take  to 
meet  the  obligations  of  the  statute  or  our 
rules  must  be  completed  on  that  date. 

D.  Leased  Commercial  Access 

.  1.  Statutory  Requirements 

Section  612  of  the  Communication 
Act  states  that  its  purpose  is  to  assure 
that  the  widest  possible  diversity  of 
information  sources  is  made  available  to 
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the  public  from  cable  systems  in  a 
manner  consistent  with  growth  and 
'  development  of  cable  systems.  The 
amendments  to  section  612  of  the 
Communications  Act  contained  in  the 
Cable  Act  of  1992  add  an  additional 
purpose  to  the  section:  To  promote 
competition  in  the  delivery  of  diverse 
sources  of  video  programming.  Other 
amendments  to  section  612  grant  the 
Commission  authority;  To  determine  the 
maximum  allowable  rates  that  a  cable 
operator  may  establish  for  leased 
commercial  access,  including  the  rate 
charged  for  billing  and  collection 
services;  to  establish  reasonable  terms 
and  conditions  for  commercial  use  of 
the  system,  including  those  to  govern 
billing  and  collection;  and  to  establish 
procedures  for  expedited  resolution  of 
disputes  concerning  rates  or  carriage. 
The  FCC  is  required  within  180  days  of 
enactment  to  adopt  regulations 
exercising  authority  in  these  areas. 

2.  Discussion 

a.  Maximum  reasonable  rates.  The 
language  of  section  612,  as  emended  by 
the  Cable  Act  of  1992,  that  governs 
leased  commercial  access  does  not  limit 
its  application  to  only  cable  systems  not 
subject  to  effective  competition  as  the 
Act  defines  that  term.  Accordingly,  the 
FCC  tentatively  concludes  that  our 
regulations  governing  the  maximum 
reasonable  rate  for  leased  commercial 
access  will  apply  to  all  cable  systems. 
The  NPRM  also  tentatively  concludes 
that  the  Cable  Act  of  1992  does  not 
necessarily  require  cable  operators  to 
provide  billing  and  collection  services. 
Rather,  the  FCC  believes  that  Congress 
intended  only  that  we  establish 
regulations  governing  the  maximum  rate 
for  such  services  if  an  operator  chooses 
to  offer  them.  The  FCC  also  tentatively 
concludes  that  it  should  require  that  any 
charges  for  billing  and  collection 
services  that  a  cable  operator  may  elect 
to  provide  be  unbundled  from  other 
charges  for  leased  commercial  access. 

The  FCC  has  initially  identified  three 
alternative  standards  for  determining 
maximum  reasonable  rates  for  leased 
commercial  access  and  for  billing  and 
collection  services:  Reliance  on 
benchmark  rates  based  on  costs  of 
typical  cable  systems,  reliance  on  the 
cost-of-service  principles,  and  reliance 
on  the  marketplace  where  effective 
competition  exists.  A  fourth  possibility, 
not  explored  in  detail  in  the  NPRM  but 
on  which  comments  are  solicited, 
would  be  for  the  FCC  to  establish  a 
mechanism  or  formula  under  which 
subscriber  rates  for  the  basic  service  tier 
and/or  cable  programming  services 
could  be  used  to  compute  a  rate  for 
leased  commercial  access.  Additionally, 


the  NPRM  seeks  comment  on  whether 
we  should  establish  additional  rate 
ceilings  to  govern  rates  for  not-for-profit 
programmers. 

Benchmark  Based  on  Typical  System 
Costs.  Under  this  alternative,  rates  for 
leased  commercial  access  would  be 
governed  by  a  benchmark  based  on  costs 
incurred  by  a  typical  or  ideal  cable 
system  for  constructing  and  operating 
channel  capacity.  Such  a  benchmark 
would  be  particularly  useful  fbi  cable 
systems  whose  rates  for  basic  tier 
service  and  cable  programming  service 
were  not  subject  to  individual  system 
cost-based  regulation,  possibly  because 
they  also  met  a  benchmark. 

Cost-of -Service.  Under  this 
alternative,  the  maximum  reasonable 
rates  for  leased  commercial  access  and 
for  billing  and  collection  services  would 
be  designed  to  recover  the  costs  of 
providing  those  services.  Under  this 
alternative,  the  FCC  would  require  that 
the  maximum  reasonable  rate  would  be 
based  on  all  direct  costs,  an  allocation 
of  the  joint  and  common  costs  of  access 
and  of  providing  other  cable  services,  an 
allocation  of  general  and  administrative 
overheads,  and  a  reasonable  profit 
determined  under  cost-of-service 
regulatory  principles  that  were 
previously  discussed.  Should  the  FCC 
select  the  cost-of-service  alternative,  the 
NPRM  solicits  comment  on  whether  the 
FCC  should  require  a  fully  distributed 
cost  methodology  to  identify  the  joint 
and  common  costs  to  be  recovered 
through  rates  for  leased  channel  access 
or  for  bilhng  and  collection  services. 

Marketplace  Rates.  Under  this 
alternative,  the  FCC  would  determine 
that  where  a  competitive  market  exists 
for  leased  commercial  access  or  for 
billing  and  collection  services  there 
would  be  no  prescribed  price  or 
ratemaking  methodology.  The  FCC 
solicits  comment  on  this  approach 
generally  and,  in  particular,  on  whether 
it  is  consistent  with  congressional  intent 
and  whether  the  Cable  Act  of  1992 
authorizes  us  to  rely  on  market  forces  to 
set  such  maximum  rates.  The  NPRM 
also  solicits  comment  on  the  extent  to 
which  a  competitive  market  for  leased 
commercial  access  currently  exists.  The 
NPRM  solicits  comment  on  whether  the 
billing  and  collection  services  that  were 
considered  by  the  Commission  in 
connection  with  telephone  companies 
are  the  same  as,  or  relevant  to 
determining  proper  treatment  of,  the 
billing  and  collection  services  that  cable 
systems  might  offer  in  connection  with 
leased  commercial  access. 

Special  Rates  for  Not-for-Profit 
Programmers.  The  NPRM  solicits 
comment  generally  on  the  need  for 
special  rates  for  not-for-profit 


programmers.  The  NPRM  seeks 
comment  on  whether  the  Cable  Act  of 
1992  empowers  the  FCC  to  set  a  lower 
maximiun  rate  for  leased  commercial 
access  for  not-for-profit  programmers, 
and  ask  whether  this  could  help  assure 
the  diversity  of  programming  sources  on 
cable  systems  sought  by  the  drafters  of 
Section  612.  The  FCC  asks  to  what 
extent  it  can  permit  costs  of  providing 
leased  commercial  access  to  not-for- 
profit  programmers  to  be  recovered  frpm 
other  leased  access  customers  or  from 
cable  subscribers  on  all  tiers  generally. 

In  addition  to  the  above  proposals,  the 
NPRM  solicits  comment  on  whether  we 
need  to  take  any  measures  to  assure  that 
our  regulations  governing  maximum 
resale  rates  for  leased  commercial  access 
are  fulfiUing  the  statutory  objectives  of 
section  612.  The  NPRM  solicits 
comment  on  relying  on  the  complaint 
process  to  monitor  the  effectiveness  of 
our  regulations.  Alternatively,  or  in 
addition  to  the  complaint  process,  the 
FCC  could  establish  a  reporting 
requirement  that  will  enable  us  to  track 
the  use  of  leased  commercial  access  and 
rates  charged  for  that  use. 

b.  Reasonable  terms  and  conditions  of 
use.  Section  612(c)(4)(A)(ii)  requires  the 
Commission  to  "establirii  reasonable 
terms  and  conditions"  for  commercial 
use  of  leased  access  cable  channels.  In 
enacting  this  Section,  Congress  was 
particularly  concerned  that  leased 
access  programmers  be  offered  a 
"genuine  outlet"  for  their  product. 
Thus,  the  Commission  seeks  comment 
on  whether  it  needs  to  address  in  its 
rules  tier  location,  channel  position,  and 
time  scheduling  for  leased  access  use. 
The  Commission  also  seeks  comment  on 
how  such  an  alternative  could  be 
fashioned  so  that  it  intruded  minimally 
up&n  programming  decisions  negotiated 
by  private  parties  and  on  the  discretion 
of  the  cable  operator  with  respect  to 
channel  positioning  and  configuration 
of  its  system.  However,  the  general 
prohibition  on  the  cable  operator's 
exercising  editorial  control  over  leased 
access  remains  intact,  and  Congress  has 
expressed  concern  over  providing 
leased  access  programmers  "genuine 
outlet."  Thus,  the  Commission  seeks 
comment  on  the  appropriate  scope  of 
the  operator's  discretion  regarding 
tiering  and  channel  location  for  leased 
access. 

The  Commission  tentatively 
concludes  that  it  should  establish 
guidelines  for  technical  standards  and 
conditions  for  leased  access.  The 
Commission  proposes  to  require  that 
operators  apply  the  same  technical 
standards  they  apply  to  programa^to  be 
carried  on  public,  educational,  and 
governmental  access  channels  to  leased 
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access  prognuns.  Thus,  an  operator 
could  not  reject  for  tachnical  reasons  a 
program  for  leased  access  airing  if  it 
would  not  reject  the  program  for  the 
same  reasons  for  airing  on  public, 
educatimal  or  governmental  access 
channels.  The  Commission  seeks 
comment  on  this  proposal.  The 
Commission  also  seeks  comment  on 
what,  if  any,  technical  and  production 
facilities  the  cable  operator  should  be 
expected  to  offer  leased  access  users. 
The  Commission  also  asks  when  the 
operator  should  be  able  to  require 
posting  of  a  bond  or  deposit,  and  what 
the  impact  of  any  bond  or  deposit 
requirement  would  be  on  programmers' 
ability  to  secure  access  to  leased 
channels. 

While  the  Communications  Act  does 
not  give  cable  operators  editorial  control 
over  leased  access  programming,  the 
Cable  Act  does  permit  operators  to 
prohibit  or  to  channel  indecent  material 
on  leased  access  channels.  The 
Commission  is  presently  considering 
how  to  implement  these  provisions  of 
the  Act  The  Commission  proposes 
generally  to  prohibit  a  cable  operator 
from  setting  terms  or  conditions  for 
leased  access  use  based  on  content.  The 
Commission  proposes  to  except  from 
this  prohibition  those  terms  and 
conoitions  relating  to  indecent  material 
that  would  be  consistent  with  the  Cable 
Act  and  the  implementins  regulations 
the  Commission  ultima(eV  adopts,  hi 
addition,  as  provided  in  existing  section 
612(c)(3)  of  tne  Communications  Act,  an 
operator  may  consider  content  "to  the 
minimum  extent  necessary  to  establish 
a  reasonable  price  for  the  commercial 
use  of  designated  channel  separately  by 
an  unaffiliated  person."  The 
Commission  seeks  comment  on  this 
approach. 

Existing  section  612(c)(1)  provides 
that  an  operator  shall  establish  prices, 
terms  and  conditions  for  leased  access 
to  an  unaffiliated  user  at  least  sufficient 
to  ensxire  that  such  use  "not  adversely 
affect  the  operation,  financial  condition, 
or  market  development  of  the  cable 
system."  The  Commission  seeks 
comment  on  how  to  ensure  that 
regulations  it  establishes  for  leased 
access  terms  and  conditions  are 
consistent  with  this  provision  and  do 
not  undermine  the  financial  condition 
of  the  cable  system,  while  at  the  same 
time  harmonizing  with  the  statutory 
provisions  governing  the  maximum  rate 
for  leased  access.  The  legislative  history 
of  the  1984  Act  indicates  that  Congress 
contemplated  different  treatment  of 
leased  access  providers,  vrho  by 
definition  are  unaffiliated  with  the 
operator,  and  of  affiliated  entities  who 
may  also  lease  a  channel  or  have  an 


equivalent  arrangement.  It  is  imclear 
whether  in  passing  the  1992  Cable  Act. 
and  requiring  us  to  establish  reasonable 
terms  and  conditions  for  leased  access 
use.  Congress  intended  to  reinforce  or 
reduce  such  differentiation.  The 
Commission  thus  seeks  comment  on 
whether  it  has  the  authority  to  require 
and,  if  so,  whether  it  should  require 
operators  to  apply  the  same  terms  and 
conditions  to  the  leasing  of  channel 
capacity  by  both  affiliated  and 
nonaffiliated  users.  If  so,  would  this 
requirement  extend  to  services  such  as 
billing  and  collection?  The  Commission 
also  seeks  comment  on  how  its 
regulations  might  permit  the  beneficial 
discrimination  which  Congress 
considered  might  be  necessary  to 
establish  terms  and  conditions  that 
might  be  needed,  for  example,  by  non- 
profit program  suppliers.  The 
Commission  also  seeks  comment  on 
whether  there  is  any  need  to  reconcile 
the  amendments  made  by  the  Cable  Act 
of  1992  with  the  existing  statute  and  its 
underlying  objective  of  promoting 
diversity.  For  example,  one  may 
speculate  that  if  rates  for  leased  access 
are  low  enough,  unaffiliated 
programmers  may  seek  to  move  their 
program  offerings  ft'om  other  channels 
to  those  set  aside  for  leased  access, 
thereby  diminishing  the  number  of 
channels  available  for  leased  access 
without  adding  to  the  diversity  of 
programming  offered  on  the  system.  The 
Commission  seeks  comment  on  the 
probability  of  such  migration  occurring, 
the  likely  impact  of  such  actions,  and 
whether  there  is  any  need  to  take 
regulatory  action  at  this  time  to  prevent 
it. 

c.  Procedures  for  expedited  resolution 
of  disputes.  The  Cable  Act  requires  that 
the  Commission  establish  procedures 
"for  the  expedited  resolution  of  disputes 
concerning  rates  or  carriage"  of  leased 
access.  The  legislative  history  of  section 
612(c)(4)(A)  indicates  that  Congress 
believed  that  existing  provisions  of  the 
Cable  Act  of  1984  entitling  aggrieved 
leased  access  users  to  bring  action  in 
federal  district  court  or  file  complaints 
at  the  Commission  were  too 
cumbersome.  Congress  believed  these 
provisions,  together  with  the  imposition 
of  a  high  burden  of  proof  on  access 
users,  may  have  led  to  limited  demand 
•for  leased  access.  One  means  of 
fuinUing  Congressional  intent  to 
increase  use  of  leased  access  channels 
would  be  to  streamline  this 
Commission's  dispute  resolution 
procedures  for  aggrieved  leased  access 
users.  Thus,  the  Commission  proposes 
to  permit  an  aggrieved  access  user  to  file 
a  petition  for  relief  alleging  that  an 


operator's  rates  or  terms  and  conditions 
for  use  of  leased  access  capacity  violate 
the  Commission's  rules.  Should  the 
Commission  determine  that  a  prima 
facie  case  of  violation  of  Its  rules  has 
been  made,  the  burden  of  production 
would  then  shift  to  the  operator  to 
disprove  the  allegations.  At  this  stage, 
the  Commission  might  also  issue  an 
order  requesting  further  information 
from  the  operator,  under  procedures 
analogous  to  those  established  for 
complaints  of  imreasonable  rates.  The 
Commission  seeks  comment  on  this 
approach. 

The  Commission  proposes  that  if  a 
petitioner  has  made  out  a  prima  facie 
case  of  a  violation  of  its  rules 
promulgated  piirsuant  to  Section  612(c), 
this  case  would  be  sufficient  to  rebut  the 
presumption  established  in  the  1984 
Cable  Act  that  the  prices,  terms  and 
conditions  for  leased  access  are 
reasonable.  If  such  allegations  are 
proven,  they  would  constitute  clear  and 
convincing  evidence  of  unreasonable 
practices  or  rates  and  meet  the  burden 
of  proof  imposed  under  the  Act.  The 
Commission  seeks  comment  on  this 
proposal.  The  Commission  also  seeks 
comment  on  alternative  approaches  to 
reconciling  the  provisions  of  the  1984 
Act  (which  presume  that  the  operator's 
good  faith  prices,  terms  and  conditions 
are  reasonable)  with  the  provisions  of 
the  1992  Act  (which  require  the 
Commission  to  establish  reasonable 
terms  and  conditions  and  to  determine 
maximum  reasonable  rates  for  leased 
access). 

As  a  matter  of  general  policy,  the 
Commission  also  believes  that  parties 
should  bring  complaints  to  the 
Commission's  attention  in  a  timely 
manner.  This  policy  vsrill  help  to  guard 
against  determinations  based  on  a  stale 
record,  as  well  as  forestall  development 
of  any  patterns  of  abuse.  The 
Commission  also  proposes  to  give  oral 
rulings  in  those  situations  in  which  time 
is  of  the  essence,  to  be  followed  by  a' 
wrritten  formal  ruling.  The  Commission 
seeks  comment  on  what  types  of  cases 
might  be  appropriate  for  such 
emergency  treatment.  The  Commission 
tentatively  finds  that  rate  disputes, 
which  are  generally  complex  in  nature, 
should  not  be  the  subject  of  emergency 
action  at  the  Commission.  The 
Commission  believes  that  it  would  be 
possible  in  such  cases  to  devise 
procedures  that  will  enable  a  user  to 
have  access  before  a  Commission 
decision  is  made.  The  Commission 
proposes  to  require  that  the  user  provide 
some  form  of  security,  e.g.,  establish  an 
escrow  account,  while  the  rate  dispute 
is  being  determined,  and  seeks  comment 
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on  the  fBiiness  of  this  procedure  to  all 
parties  involved. 

The  Conunission  seeks  comment  on 
the  xise  of  Alternative  Dispute 
Resolution  ("ADR")  for  leased  access 
petitions  filed  at  the  Commission.  The 
legislative  history  reflects  concern  that 
"cumbersome"  administrative 
pnx»diire8  may  have  limited  usefulness 
for  leased  access.  In  light  of  this  history, 
when  the  drcumstancea  of  a  given  case 
are  fairly  straightfcH-wrard.  the 
Commission  tentatively  condudes  that 
ADR  may  be  the  moat  appropriate 
means  of  resolving  conflicts  by 
providing  both  expedition  and  cost- 
effectiveness.  The  Commission  also 
assiunas  that  it  could  be  made  available 
to  parties  in  the  franchise  area  in  which 
they  are  located,  adding  the  benefit  of 
geographic  convenience  in  such  cases. 
The  election  of  mediation  by  the  parties 
would  be  purely  voluntary  under  the 
Administrative  Dispute  Resolution  Act, 
5  U.S.C.  582(c)  (1990).  The  Commission 
seeks  comment  on  this  approadi,  and 
on  whether  the  Commission  should 
encourage  its  use.  The  Commission  also 
seeks  comment  on  whether  parties 
should  be  permitted  to  elect  ADR  at  the 
outset  of  a  dispute  or  wdiether  election 
should  take  place  only  at  the  time  the 
Commission  rules  that  a  prima  fade 
case  has  been  established.  The 
Commission  also  seeks  suggestions  on 
what  types  of  disputes  would  be  most 
suitable  for  ADR.  Specifically,  the 
Commission  seeks  comment  on  whether 
conflicts  concerning  rates,  credit  terms, 
technical  quality,  or  other  terms  or 
conditions  would  reasonably  lend 
themselves  to  resolution  by  mediation, 
or  whether  cotaln  categCNries  of  disputes 
would  be  better  resolved  by  other 
means. 

The  Commissiim  also  seeks  comment 
on  whether  and  how  it  might  enlist  the 
assistance  of  local  franchising 
authorities  in  resolving  leased  access 
disputes.  The  Commission  thus  asks 
whether  parties  should  be  permitted  to 
seek  resolution  of  leased  access  disputes 
by  franchising  authorities.  The 
Commission  seeks  comment  on  whether 
this  option  should  be  voluntary,  or 
possibly  be  reqiiired  as  a  prerequisite  to 
review  by  this  Commission.  On  the 
latter  point,  the  Conunission  seeks 
comment  on  whether  such  a 
requirement  would  be  consistent  with 
the  language  and  intent  of  the  Cable  Act. 
Finally,  the  Commission  seeks  comment 
on  whiat  types  of  leased  acxess  disputes 
may  be  suitable  for  fitmchising  authority 
resolution. 

d.  Leased  access  for  quality  minority 
programming  and  qualified  educational 
prograniming.  The  Cable  Act  permits  a 
cable  operator  to  place  progranuning 


from  a  qualified  minority  or  educational 
programming  source  on  up  to  33  pfln»nt 
of  the  cable  system's  designated  leased 
access  channels.  Progranuning  already 
carried  by  a  cable  system  as  of  July  1, 
1990  does  not  qualify  as  minority  or 
educational  programming  for  pxuposes 
of  this  section.  The  Act  defines  a 
qualified  minority  programming  source 
as  one  that  devotes  siibstantially  all  of 
its  programming  to  coverage  of  minority 
viewpoints,  or  to  programming  directed 
at  members  of  minority  groups,  and 
which  is  over  50  percent  minority- 
owned,  as  the  term  minoriW  is  defined 
in  section  309(i)(3)(C)(ii)  of  the 
Communications  Act.  The  Act  defines  a 
qualified  educational  programming 
source  as  one  that  devotes  substantially 
all  of  its  programming  to  educational  or 
instructional  progranmiing  that 
promotes  public  understanding  of 
mathematics,  the  sciences,  the 
humanities,  and  the  arts  and  has  a 
documented  annual  expenditure  on 
programming  exceeding  $15  million. 
The  Commission  proposes  to  adopt  this 
subsection  as  part  of  its  rules.  The  Cable 
Act  defines  "minority"  with  reference  to 
section  309(i)(3KC)(ii)  of  the 
Commimications  Act,  which  identifies 
Blacks.  Hispanics.  American  Indians. 
Alaska  Natives.  Asians,  and  Pacific 
Islanders  as  minority  groups.  The 
Commission  thus  tentatively  finds  that, 
for  purposes  of  the  minority 
programming  provision,  programming 
that  covers  "minority  viewpoints"  or  is 
"directed  at  members  of  minority 
groups"  would  have  to  cover  the 
viewpoints  of  or  be  targeted  to  members 
of  the  above-listed  groups.  The 
Commission  seeks  comment  on  this 
proposal  and  tentative  conclusion.  The 
Commission  also  proposes  to  reflect  the 
statutory  definition  of  educational 
programming  source  described  above  in 
its  rules.  The  Commission  seeks 
comment  on  this  proposal. 

The  Act  qualifies  minority  and 
educational  programming  sources  for 
leased  access  under  this  section  if  they 
devote  "substantially  all"  of  their 
programming  to  the  coverage  of 
minority  viewpoints  or  to  educational  or 
instructional  programming.  The       '"> 
Commission  seeks  comment  on  the 
amount  or  proportion  of  programming 
necessary  to  fulfill  this  requirement. 

C.  Subscriber  Bill  Itemization 

Section  622(c)  of  the  Communications 
Act,  as  amended  by  the  Cable  Act, 
permits  a  cable  operator  to  itemize,  on 
separate  lines  on  each  regular  subscriber 
bill.  (1)  the  amount  of  that  bill 
attributable  to  the  franchise  fee,  together 
with  the  identity  of  the  franchising 
authority  to  which  the  fee  is  paid.  (2) 


the  amount  attributabla  to  the  support 
or  use  of  public,  educational,  or 
governmental  channels  which  is 
required  under  a  franchise  agreement, 
and  (3)  the  amount  of  the  total  bill 
attributable  to  any  other  governmental 
assessments  on  transactions  between  the 
operator  and  the  subscriber.  The 
Conference  Report  states  that  an 
amendment  waa  made  to  the  legislation 
to  clarify  that  itemizatioo  must  be  done 
in  a  manner  consistent  with  the 
Commission's  regulations  implementing 
aection  623.  The  House  Report  indicates 
that  only  direct  and  varifiaola  costs 
within  the  above-listed  categories  may 
be  so  itemized.  Section  623  provides 
that  rules  governing  basic  service  rates 
shall  take  into  account  "the  reasonabfy 
and  properly  allocable  portion"  of 
amounts  assessed  as  franchise  faes. 
taxes,  or  governmental  charges  a&^ssed 
on  operator/subscriber  transactions,  and 
any  amount  required  to  satisfy  franchise 
requirements  to  support  public, 
educational,  or  governmental  channels, 
or  the  use  of  such  chaniMls  under  a 
frandiise.  The  Conunission  seeks 
comment  on  the  possible  difiarences 
and  the  interralatknships  between 
section  622(c)  and  section  623.  The 
House  Report  also  indicates  that 
Congress  a)q>licitly  intended  that  such 
costs  be  itemized  as  part  of  the  total  bill, 
but  not  separately  billed.  The 
Commission  proposes  to  reflect  this 
Congressional  intent  in  its  rules 
inovporating  secticm  622(c).  The 
Conunission  seeks  comment  on  this 
proposal,  and  on  any  othw  regulations 
that  may  be  necessary  to  adequately  . 
implement  this  provision. 

Initial  Regalatorf  Flexibility  Act 
Analjrsis 

Pursuant  to  secticm  603  of  the 
Regulatory  FlexJlnlity  Act,  the 
Conunission  has  prepared  the  following 
initial  regulatory  flexibility  anahrsia 
(IRFA)  of  the  expected  impact  of  these 
proposed  policies  and  rules  on  small 
entities.  Written  pnblic  comments  are 
reqiiested  on  the  IRFA.  These  comments 
must  be  filed  in  acctsdance  with  the 
same  filing  deadlines  as  comments  on 
the  rest  of  the  Notice,  but  they  must 
have  a  separate  and  distinct  heading 
designating  them  as  responses  to  the 
regulatory  flexibility  analysis.  The 
Secretary  shall  cause  a  copy  of  this 
Notice,  including  the  initial  regulatory 
flexibility  inalysis,  to  be  sent  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  section  603(a)  of  the  Regulatory 
Flexibility  Act.  Public  Law  No.  96-354. 
94  Stat.  1164,  5  U.S.C  601  et  seq. 
(1981). 
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Reason  for  action.  The  Cable 
Television  Consumer  Protection  and 
Competition  Act  of  1992  reouires  the 
Commission  to  prescribe  rules  and 
regulations  for  determining  reasonable 
fates  for  basic  tier  cable  service, 
including  rates  for  equipment  and 
installation,  and  procedures  for 
implementation  and  enforcement  of 
those  rules.  The  Cable  Act  of  1992  also 
requires  the  Commission  to  establish 
criteria  for  identifying  unreasonable 
rates  for  cable  programming  services, 
and  procedures  for  resolving  complaints 
regarding  cable  programming  services. 
In  addition,  the  statute  requires  the 
Commission  to  establish  rules  for 
determining  the  reasonable  terms  and 
conditions  and  maximum  reasonable 
rates  for  leased  commercial  assess. 
including  billing  and  collection. 

Objectives.  To  propose  rules  to 
implement  sections  3  and  14  and  those 
portions  of  section  9  peitaining  to  rate 
regulation,  of  the  Cable  Television 
Consumer  Protection  and  Competition 
Act  of  1992.  We  also  desire  to  adopt 
rules  that  will  be  easily  interpreted  and 
readily  applicable  and,  whenever 
possible,  minimize  the  regulatory 
burden  on  affected  parties. 

Legal  basis.  Action  as  proposed  for 
this  rulemaking  is  contained  in  sections 
4(i).  4(j).  303(r).  612(c).  622(c)  and  623 
of  the  Communications  Act  of  1934.  as 
amended. 

Description,  potential  impact  and 
numbo' of  small  entities  affected.  Until 
«ve  receive  more  data,  we  are  unable  to 
estimate  the  number  of  small  cable 
systems  that  would  be  affected  by  any 
of  the  proposals  discussed  in  the  Notice 
of  Proposed  Rulemaking.  We  have, 
however,  attempted  to  reduce  the 
administrative  burdens  and  cost  of 
compliance  for  cable  systems  that  have 
1.000  or  fewer  subscribers  as  required 
by  section  3(i)  of  the  Cable  Act  of  1992. 

Reporting,  record  keeping  and  other 
compliance  requirements.  The 
proposals  under  consideration  in  this 
Notice  of  Proposed  Rulemaking  include 
the  possibility  of  new  reporting  and 
record  keeping  requirements  for  cable 
systems. 

Federal  rules  w/tich  overlap, 
duplicate  or  conflict  mth  this  rule. 
None. 

Any  siffiificant  alternatives 
minimizing  impact  on  small  entities  and 
consistent  with  stated  objectives. 
Wherever  possible,  the  Notice  proposes 


general  rules,  or  alternative  rules  for 
small  systems,  to  reduce  the 
administrative  burdens  and  cost  of 
compliance  for  cable  systems  that  have 
1,000  or  fewer  subscribers  as  required 
by  Section  3(i)  of  the  Cable  Act  of  1992. 

Paperwork  Reduction  Act  \ 

The  proposals  contained  herein  have 
been  analyzed  with  respect  to  the 
Paperwork  Reduction  Act  of  1980  and 
found  to  impose  new  or  modified 
information  collection  requirements  on 
the  public.  Implementation  of  any  new 
or  modified  requirement  will  be  subject 
to  approval  by  the  Office  of 
Management  and  Budget  as  prescribed 
by  the  Act 

Procedural  ProTisions 

For  purposes  of  this  non-restricted 
informal  rulemaking  proceeding, 
members  of  the  public  are  advised  that 
ex  parte  contracts  are  permitted  from 
the  time  of  issuance  of  a  notice  of 
proposed  rulemaking  until  the  time  a 
draft  Order  proposing  a  substantive 
disposition  of  the  proceeding  is  placed 
on  the  Commission's  Open  Meeting 
Agenda.  In  general,  an  ex  parte 
presentation  is  any  written  or  oral 
communication  (other  than  formal 
written  comments  or  pleadings  and  oral 
arguments)  between  a  person  outside 
this  Commission  and  a  Commissioner  or 
a  member  of  this  Commission's  staff 
which  addresses  the  merits  of  the 
proceeding.  Any  person  who  submits  a 
written  ex  parte  presentation  must  serve 
a  copy  of  that  presentation  on  this 
Commission's  Secretary  for  inclusion  in 
the  public  file.  Any  person  who  makes 
an  oral  ex  parte  presentation  addressing 
matters  not  fully  coverM^  in  any  written 
comments  previously ^1^  in  the 
proceeding  must  prepare  a  written 
summary  of  that  presentation.  On  the 
day  of  the  oral  presentation,  that  written 
summary  must  be  served  on  this 
Commission's  Secretary  for  inclusion  in 
the  public  file,  with  a  copy  to  the  -^ 
Commission  official  receiving  the  oral 
presentation.  Each  ex  parte  presentation 
discussed  above  must  state  on  its  face 
that  the  Secretary  has  been  served,  and 
must  also  state  by  docket  number  the 
pnx^eding  to  which  it  relates.  See 
generally  $1.1231  of  the  Commission's 
Rules.  47  CFR  1.1231. 
Pursuant  to  applicable  procedures  set 

forth  in  §§  1.415  and  1.419  of  the 
Commission's  Rules.  47  CFR  1.415  ft 


1.419.  interested  parties  may  file 
comments  on  or  before  January  27, 
1993.  and  reply  comments  on  or  before 
February  11, 1993.  To  file  formally  in 
this  proceeding,  you  must  file  an  j 

original  plus  four  copies  of  all 
comments,  reply  comments,  and 
supporting  comments.  If  you  want  each 
Commissioner  to  receive  a  personal 
copy  of  your  comments,  you  must  file 
an  original  plus  nine  copies.  You  should 
sent  comments  and  reply  comments  to 
Office  of  the  Secretary.  Federal 
Communications  Commission. 
Washington.  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  Inspection  during  regular 
business  houn  in  the  FCC  Reference 
Center,  room  239.  Federal 
Communications  Commission.  1919  M 
Street.  NW..  Washington.  DC  20554. 

Ordering  GEaiisee 

Accordingly.  It  IS  ordered.  That, 
pursuant  to  sections  4(i).  4(j).  303(r). 
612(c).  622(c)  and  623  of  the 
Communications  Act  of  1934.  47  U.S.C. 
154(i).  154(j).  303(r).  532(c).  543,  noUce 
is  hereby  given  of  adoption  of  proposed 
regulatory  changes  and  amendments  to 
the  Commission's  rules  and  regulations 
in  accordance  with  the  proposals, 
disciissions.  and  statements  of  issues  in 
this  Notice  of  Proposed  Rulemaking, 
and  that  comment  is  sought  regarding 
such  proposals,  discussion,  and 
statements  of  issues. 

It  is  further  ordered.  That  a 
rulemaking  proceeding  is  instituted  to  f 
implement  sections  623. 612.  and  622(c) 
of  the  Communications  Act  of  1934.  as 
amended  by  the  Cable  Television         j 
Consiuner  Protection  and  Competition 
Act  of  1992.  i 

It  is  further  ordered.  That  commenters 
shall  address  in  a  separate  section  of 
their  comments  issues  concerning 
leased  commercial  access  raised  in 
paragraphs  144-73  of  the  NPRM. 

List  of  Subiects  for  47  CFR  Part  76 

Cable  Television,  Reporting  and 
recordkeeping  requirements. 

Federal  Commiuiications  Commission. 
WilliaiB  F.  Caton.  | 

Acting  Secretary. 
|FR  Doc.  92-31839  Filed  12-31-92;  8:45  ami 
■nxMa  oooe  sn>-et-« 
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DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service 

Summer  Food  Service  Program  for 
Children;  Program  Reimbursement  for 
1993 

AOaNCY:  Food  and  Nutrition  Service. 

USDA. 

ACnON:  Notice. 

SUMMARY:  This  notice  informs  the  public 
of  the  annual  adjustments  to  the 
reimbursement  rates  for  meals  served  in 
the  Summer  Food  Service  Program  for 
Children  (SFSP).  These  adjustments 
reflect  changes  in  the  Consumer  Price 
Index  and  are  required  by  the  statute 
governir>g  the  Program. 
EFFECTIVE  DATE:  January  1, 1993. 
FOR  FURTHER  INFORMATION  COIfTACT: 
Robert  M.  Eadie,  Chief,  Policy  and 
Prog.'-am  Development  Branch,  Child 
Nutrition  Division.  Food  and  Nutrition 
Service.  U.S.  Department  of  Agriculture, 
Alexandria,  Virginia  22302.  (703)  305- 
2620. 

SUPPLEMENTARY  INFORMATION:  This 
action  is  not  a  rule  as  defined  by  the 
Regulatory  Flexibility  Act  (5  U.S.C 
601-612)  and  thus  is  exempt  from  the 
provisions  of  that  Act.  In  accordance 
v.ith  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C.  3507),  no  new 
recordkeeping  or  reporting  requirements 
have  been  included  that  are  subject  to 
approval  from  the  Office  of  Management 
aikd  Budget. 

This  program  is  listed  in  the  Catalog 
of  Federal  Domestic  Assistance  under 
Np.  10.559  and  is  subject  to  the 
provisions  of  Executive  Order  12372 
which  requires  intergovernmental 
consultation  with  State  and  local  official 
(7  CFR  part  3015.  subpart  V.  and  final 
rule  related  notice  published  at  48  FR 
29114,  June  24. 1983). 

Deflniliona 

The  terms  used  in  this  Notice  shall 
have  the  meaning  ascribed  to  them  in 


the  regulations  governing  the  Summer 
Food  Service  Program  for  Children  (7 
CFR  part  225). 

Background 

Pursuant  to  section  13  of  the  National 
School  Lunch  Act  (42  U.S.C  1761)  and 
the  regulations  governing  the  ^SP  (7 
CFR  part  225).  notice  is  hereby  given  of 
adjustments  in  Program  payments  for 
meals  served  to  children  partidp^ing  in 
the  SFSP  during  the  1993  Program. 
Adjustments  are  based  on  changes  in 
the  food  away  from  home  series  of  the 
Consumer  Price  Index  for  All  Urban 
Consumers  for  the  period  November 
1991  through  November  1992. 

The  new  1993  reimbursement  rates  in 
dollars  are  as  follows: 

Maximum  Per  Meal  Reimbursement 

Rates 

Breakfast 1.1375 

Lunch  or  Supper .'... 2.042S 

Supplement .5350 

Administrative  Costs: 

a.  For  meals  served  at  rural  or 
self-preparation  sites: 

Breakfast  _ 1050 

Lunch  or  Supper 1950 

Supplement .0525 

b.  For   meals   served    at    other 
types  of  sites: 

Breakfast - 0825 

Lunch  or  Supper 1600 

Supplement .0425 

The  total  amount  of  payments  to  State 
agencies  for  disbursement  to  Program 
sponsors  will  be  based  upon  these 
Program  reimbursement  rates  and  the 
number  of  meals  of  each  type  served. 
The  above  reimbursement  rates,  before 
being  rounded-ofT  to  the  nearest  quarter- 
cent,  represent  a  1.6  per  cent  increase 
during  1992  (from  139.3  in  November 
1991  to  141.5  in  November  1992)  in  the 
food  away  from  home  series  of  the 
Consumer  Price  Index  for  All  Urban 
Consumers,  published  by  the  Bureau  of 
Labor  Statistics  of  the  Department  of 
Labor.  Because  of  the  relatively  small 
adjustment,  the  Department  points  out 
that  several  of  the  new  administrative 
rates  are  identical  to  the  rates  in  effect 
for  the  1992  Program. 

Authority:  Sees.  9. 13  and  14,  National 
School  Lunch  Act,  as  amended  (42  U.S.C 
1758,  1761  and  1762a). 

Dated:  December  24, 1992. 
Robert  E.  Washington, 
Acting  Administrator,  Food  and  Nutiitioa 
Service. 

|FR  Doa  92-318B1  Filed  12-31-92;  8:45  am) 
HLUNO  CODE  Mte^^lMt 


DEPARTMENT  OF  COMMERCE 

Bureau  ofthe  Censua 
[Docket  Na  S20895-23471 

Decision  of  the  Mrector  of  the  Bureau 
of  ttta  Census  on  Whether  To  Uaa 
Infonnation  From  the  1990  Post- 
Enun>eratton  Survey  (PES)  To  Ad|usl 
the  Base  for  the  intercensai  Population 
Estintates  Produced  by  ttta  Bureau  of 
tita  Census 

December  29. 1992. 

AGENCY:  Bureau  of  the  Census. 

Commerce. 

ACTION:  Notice  of  final  decision.       ^ 

SUMMARY:  This  is  a  notice  of  the  final 
decision  of  the  Director  of  the  Census 
Bureau  on  the  issue  of  whether  to  use 
information  from  the  Post-Enumeration 
Survey  (PES)  to  adjust  the  base  for 
Intercensai  Popul^on  Estimates 
produced  by  the  Bureau  of  the  Census. 
DATES:  The  decision  is  efEactive  on 
December  30, 1992. 
FOR  FURTHER  MFORMATICN  CONTACT: 
Peter  Bounpiane.  Assistant  Director. 
Decetwial  Census,  Bureau  of  the 
Census.  Telephone  (301)  763-5613. 
SUPPLEMENTARY  MFORMATNM:  Title  13. 
U.S.  Code,  section  181,  states  that: 
Diuing  the  intervals  between  each 
census  of  population  required  under 
section  141  of  this  title,  the  Secretary,  to 
the  extent  feasible,  shall  annually 
produce  and  publish  for  each  State, 
county,  and  local  unit  of  general 
purpose  government  which  has  a 
population  of  50,000  or  more,  ciirrent 
data  on  total  population  and  population 
characteristics  and,  to  the  extent 
feasible,  shall  biennially  produce  and 
publish  for  other  local  units  of  general 
purpose  government  current  data  on 
total  population.  Such  data  shall  be 
produced  and  published  for  each  State, 
country,  and  other  local  unit  of  general 
purpose  government  for  which  data  are 
compiled  in  the  most  recent  census  of 
population  taken  under  section  141  of 
this  title.  Such  data  may  be  produced  by 
means  of  sampling  or  other  methods, 
which  the  Secretary  determines  will 
produce  current,  comprehensive,  and 
reliable  data. 

This  authority  is  delegated  by  the 
Secretary  of  Commerce  to  the  Director  of 
the  Bureau  of  the  Census. 

On  August  10.  1992  and  September 
17. 1992.  notices  were  published  in  the 
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Federal  Register  (57  FR.  Nos.  154  and 
181.  pp.  35562-35564  and  pp.  42939- 
42940).  informing  the  public  about 
alternatives  available  to  the  Director  of 
the  Census  Bureau  for  potential 
improvement  in  the  intercensal 
estimates  of  population  and  to  seek 
comments  on  the  alternative  options  on 
this  issue.  In  addition,  a  public  hearing 
was  held  on  August  31. 1992  at  the 
Bureau  of  the  Census  to  provide  the 
public  the  opportunity  to  present  views 
on  this  matter  and  to  give  the  Bureau  of 
the  Census  the  opportunity  to  hear  the 
comments  of  interested  parties. 

The  decision  process  was  divided  into 
several  distinct  phases: 

Research  Phase 

A  program  of  research  was 
undertaken  following  the  July  IS.  1991. 
decision  of  former  Secretary  of 
Commerce  Robert  A.  Mosbacher  not  to 
adjust  the  1990  census,  and  continued 
through  November  1992.  Following  his 
decision.  Secretary  Mosbacher  urged  the 
Bureau  of  the  Census  to  continue  the 
research  that  was  started  in  1990  to 
determine  whether  the  census  should  be 
adjusted  using  data  from  a  post- 
enumeration  survey  (PES)  and  a  method 
of  population  estimation  called  the  dual 
system  estimate  (DSE)  which  used  both 
census  and  PES  results.  Although 
former  Secretary  Mosbacher  determined 
the  research  results  were  not  usable  for 
adjustment  of  the  census,  he  felt  that — 
with  continued  work — results  might  be 
used  to  adjust  the  base  of  intercensal 
population  estimates  to  improve  those 
estimates.  Intercensa)  estimates  are  not 
prepared  for  census  tracts  and  blocks,  or 
used  for  redistricting.  as  are  census  data. 
The  additional  research  following 
former  Secretary  Mo^)acker's  decision 
was  done  under  the  direction  of  a  senior 
level  group  of  Bureau  of  the  Census 
statisticians  and  demographers  who 
made  up  the  Committee  on  Adjustment 
of  Postcensal  Estimates  (CAPE).  The 
Director  of  the  Bureau  of  the  Census  was 
present  at  virtually  all  meetings  of  the 
C.\FE*and  examined  carefully  all 
research  reports  of  CAPE  during  the  July 
1991 -November  1992  period  of  its  work. 

Public  Commentary  Phase 

The  Federal  Register  notices  of 
August  10,  1992,  and  September  17. 
1992.  invited  comment  from  the  pubUc 
on  the  issue  of  whether  to  use  data  from 
the  PES  to  adjust  the  base  for  intercensal 
population  estimates,  and  on  public 
preferences  among  five  options 
available  to  the  Director.  1,118 
individuals  and  organizations 
responded  by  the  end  of  a  three  month 
period  of  commentary  which  ended 
November  13. 1992. 


Public  Hearing 

On  August  31. 1992. 17  individuals, 
some  representing  organizations  and 
coalitions,  testified  at  a  public  hearing 
on  the  issue. 

Evaluation 

In  making  my  decision.  I  relied  on  the 
results  of  research  produced  under  the 
direction  of  the  Committee  on 
Adjustment  of  Postcensal  Estimates 
(CAPE),  advice  from  members  of  CAPE 
and  senior  Bureau  of  the  Census 
officials,  and  from  a  panel  of  outside 
experts  who  studied  the  matter  under 
the  aegis  of  the  CAPE  and  spent  a  day 
at  the  Bureau  of  the  Census.  In  addition. 
I  considered  all  public  comments 
received  by  mail  and  at  the  public 
hearing.  These  comments,  as  well  as  the 
appendices.  CAPE  Report  and 
Addendum,  referred  to  in  the  following 
explanation  of  the  decision,  are 
available  for  public  inspection  in  the 
U.S.  Department  of  Commerce.  Central 
Reference  and  Records  Inspection 
Facility,  room  6020  Herbert  C.  Hoover 
Building.  14th  and  Constitution 
Avenue.  NW..  Washington.  EX:  20230. 

^Following  is  a  detailed  discussion  of 
the  decision  and  the  basis  for  the 
decision.  The  discussion  is  in  six 
sections: 

I.  Summary  Statement  of  the  Decision 

II.  Uses  of  Intercensal  Population  Estimates 

III.  Research  Input  into  the  Decision 

IV.  Analysis  of  Options  Available  to  the 

Director  of  the  Bureau  of  the  Census 

V.  Adjusted  Population  Estimates  for  Survey 

Controls  but  Official  Unadjusted 
Estimates  for  Use  in  Administering  Any 
Law  in  Which  Population,  or  Population 
Characteristics,  Are  Used  to  Determine 
Benefits 

VI.  Summary  of  the  Public  Commentary  and 

Public  Hearing 
Date:  December  29. 1992. 
Barbara  Everilt  Bryant. 
Director.  Bureau  of  the  Census 

I.  Summary  Statement  of  the  Decision 

Intercensal  population  estimates 
using  the  1390  census  as  their  base  will 
not  be  adjusted  to  correct  for  an 
undercount.  currently  estimated  as  1.6 
percent  nationally,  in  the  1990  census. 

The  small  overall  undercount  makes 
adjustment  impossible  to  do  accurately 
at  all  levels  of  places,  counties  and 
states  at  which  intercensal  estimates  are 
produced.  Intercensal  population 
estimates  are  made  by  the  Bureau  of  the 
Census  for  the  United  States,  the  50 
states  and  the  District  of  Columbia,  and 
for  44,055  substate  areas. 

This  decision  was  difficult  to  make 
because  it  is  the  unanimous  opinion  of 
senior  statisticians  and  demographers  at 
the  Bureau  of  the  Census  comprising  the 


Committee  on  Adjustment  of  Postcensal 
Estimates  (CAPE)  that  adjustment  would 
improve  the  accuracy  of  the  1990  census 
base  at  the  national  level.  There  is 
substantial  consensus,  but  not 
unanimity  of  opinion,  among  CAPE 
members  that  adjustment  would 
improve  the  distribution  of  i>opulation 
shares  among  the  states,  but  not 
necessarily  the  share  of  every  single 
state.  Below  the  large  area  level,  the 
research  does  not  show  that  adjustment 
improves  the  accuracy  of  population 
estimates. 

Having  made  the  decision  not  to 
adjust  the  official  intercensal  population 
estimates.  I  am  making  the  decision  that 
sponsors  of  Federal  sample  surveys 
conducted  by  the  Bureau  of  the  Census 
will  be  offered  the  option  of  having  their 
surveys  calibrated  to  adjusted 
population  estimates.  This  is  described 
in  Section  V.  The  national  surveys 
conducted  by  the  Bureau  of  the  Census 
are  calibrated  at  large,  aggregate  levels 
where  Census  Bureau  research  shows 
adjusted  estimates  are.  on  average,  more 
accurate.      "* 

Although  the  1990  undercount  is 
estimated  as  only  1.6  percent  for  the 
United  States,  it  is  hi^er  among  certain 
demographic  groups.  At  the  national 
level,  at  which  all  CAPE  members  have 
confidence  that  the  adjusted  population 
estimate  is  an  improvement  on  the 
census  count,  there  are  significant 
differences  in  the  undercount  between 
residents  of  owner-occupied  housing 
and  residents  of  rental  housing. 
Undercount  rates  for  Blacks.  American 
Indians,  and  Hispanics.  but  not  for 
Asians  and  Pacific  Islanders,  are 
statistically  significantly  different  from 
those  for  non-Hispanic  Whites. 

Undercount  Rates        ' 
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Unoerccxjnt  Rates— Continued 
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The  method  of  adjustment  would 
correct  for  the  dinerential  undercount 
measured  for  these  groups,  and  thus 
improve  the  measures  of  their 
distribution  throughout  the  population. 
Thus,  the  decision  not  to  adjust  is  made 
particularly  difficult.  Unfortunately, 
accurate  correction  of  the  many  substate 
areas  for  which  the  Bureau  of  the 
Census  produces  population  estimates 
is  not  achievable  with  the  present 
adjustment  modeling  methodology. 

In  making  the  decision  not  to  adjust, 
I  want  to  acknowledge  that  the  research 
on  undercount  and  adjustment 
methodologies  conducted  at  the  Bureau 
of  the  Census  over  the  past  two  and  one- 
half  years  has  advanced  knowledge 
substantially  on  both  the  potentiality 
and  the  difficulty  of  using  statistical 
techniques  to  improve  the  accuracy  of 
enumeration.  Results  of  the  1990  census 
show  that  the  population  of  the  United 
States  is  very  diverse  in  demographic 
composition  and  living  arrangements, 
and  becoming  increasingly  so.  It  is 
unlikely  that  direct  enumeration  can 
ever  approach  100  percent  coverage  of 
the  population — achieving  net  coverage 
of  over  98  percent  in  1990  was  an 
amazing  feat.  Looking  toward  the  2000 
census,  the  Bureau  of  the  Census  will 
need  to  work  closely  with  the  Congress 
in  deliberating  over  policy  alternatives 
for  developing  a  design  for  census 
taking  which  incorporates  into  the  Gnal 
count  some  type  of  statistical  estimation 
of  those  who  are  missed,  or  choose  to 
be  missed,  by  all  types  of  direct 
enumeration. 

At  large  aggregate  levels,  one  has 
more  confidence  in  the  use  of  a  large 
scale  survey  to  adjust  the  census  than  at 
the  smaller  aggregate  levels.  CAPE 
research  shows  that  the  national 
population  estimate  produced  by  the 
post-enumeration  survey  and  dual 
system  estimation  of  252,712,821  is 
closer  to  the  true  population  of  the 
United  States  on  April  1, 1990  than  the 
census  enumerated  count  of 
248,709,873,  although  neither  of  these 
represents  precisely  true  population 
count.  At  the  national  level,  the 
population  estimate  can  be  tested  by  a 
third,  independent  method: 
Demographic  Analysis.  Demographic 
Analysis,  using  vital  statistics  and 
admmistrative  records  (births,  deaths, 


immigration.  Medicare  and  other 
current  and  historical  administrative 
data),  provides  an  estimate  of 
253,393,786— closer  to  the  PES  figure 
than  to  the  census  coimt.  Demographic 
Analysis  provides  a  higher  figure  than 
either  of  the  other  two  methods  because 
it  is  less  subject  to  the  bias  of  missed 
persons,  which  affects  both  the  census 
and  the  post-enumeration  survey. 

Below  the  national  level,  the 
statistical  test  used  by  the  Bureau  of  the 
Census  to  measure  whether  the  census 
or  the  post-enumeration  survey  (PES)/ 
dual  system  estimate  produces  the  more 
accurate  population  shares  is  called  loss 
function  analysis.  Loss  function  analysis 
depends  upon  first,  building  an  estimate 
of  the  true  population  then  comparing 
the  census  and  the  PES/dual  system 
estimate  to  this  estimate.  Although  the 
test  indicates  whether  the  PES  or  the 
census  produces  the  more  accurate 
distribution  of  population  between 
states,  it  does  not  show  which  state 
estimates  are  improved  or  whether  any 
are  made  less  accurate. 

As  a  check  on  the  loss  function 
analysis  result.  Census  Bureau 
demographers  and  a  demographer 
expert  from  outside  the  Census  Bureau 
reviewed  each  state's  estimated 
undercount  to  see  if  it  made 
demographic  sense,  given  what  they 
know  about  the  demographic 
composition  of  each  state.  For  44  states 
and  the  District  of  Columbia,  the  PES/ 
dual  system  estimates  of  undercoxint 
appear  logical.  That  is,  given  the 
proportions  and  concentrations  of 
different  demographic  groups  in  each 
state,  the  mix  of  rerital  and  ovtrner- 
occupied  housing,  and  measured 
undercount  patterns  for  these,  the 
undercount  in  relation  to  other  states 
was  what  demographers  might  expect. 
For  three  states,  however,  the  measured 
undercount  was  somewhat  more  than 
they  would  anticipate;  for  three  it  was 
somewhat  less  than  they  would 
anticipate. 

From  analysis  of  the  extensive 
research  CAPE  proAced,  I  conclude, 
with  CAPE,  that  (a)  adjustment  would 
improve  the  accuracy  of  the  national 
level  count  of  the  total  population  and 
of  demographic  groups  by  sex,  race, 
Hispanic  origin  and  tenure  (residents  of 
owner-occupied  or  rental  housing)  and 
that  (b)  adjustment  would  improve  the 
overall  distribution  of  population  shares 
among  the  states. 

At  substate  levels,  however,  CAPE 
was  unable  to  conclude  with  reasonable 
certainty  whether  adjustment  would 
improve  or  do  harm  to  the  estimates  for 
counties  and  places.  CAPE  made  no 
recommendation  of  whether  or  not  to 
adjust  for  substate  levels.  While  in  some 


states  loss  function  analysis  provides 
statistical  evidence  that  the  population 
share  of  large  places  with  high 
concentrations  of  those  in  undercounted 
demographic  groups  is  improved  versus 
the  population  share  of  the  balance  of 
their  states,  this  is  not  the  case  within 
all  states  with  such  large  places.  Below 
the  large  area  level,  the  research  does 
not  show  that  adjustment  improves  the 
accuracy  of  population  estimates. 

None  of  the  options  available  to  me — 
not  adjusting,  partial  adjustment  or  full 
adjustment — is  ideal.  There  is  no  perfect 
answer  to,  "What  was  the  population  of 
the  United  States  on  Census  Day,  April 
1, 19907"  Any  statistical  and 
demographic  research  can  only  answer 
that  question  with  some  degree  of 
uncertainty.  After  more  than  two  years 
of  Bureau  of  the  Census  research 
evaluating  the  1990  census,  the  post- 
enumeration  survey  which  followed  it, 
and  statistical  models  for  making  an 
adjustment,  I  must  make  a  decision 
now.  CAPE'S  recent  work  has  solved 
some  of  the  problems  and  criticisms 
which  caused  former  Secretary  Robert 
A.  Mosbacher  to  decide  not  to  use  the 
PES/dual  system  estimate  for 
adjustment  of  the  1990  census. 
Unfortunately  many  issues  remain. 
Some  sources  of  bias  cannot  be 
removed.  Some  of  the  concerns  with  the 
PES/dual  system  estimate  expressed  by 
CAPE  and  in  the  public  commentary  are 
not  resolved  and  probably  could  not  be 
with  more  time  and  research.  While  I 
strongly  support  continued  research  on 
these  issues  for  the  year  2000  census,  I 
also  feel  strongly  that  the  debate  over 
adjustment  of  the  1990  census  and 
related  intercensal  estimates  should  not 
continue  further  into  the  decade. 

The  CAPE  work  with  the  1990  PES 
has  been  intensive  for  over  two  years.  It 
has  occupied  the  time  and  talent  of  the 
most  senior  statisticians  and 
demographers  within  the  Bureau  of  the 
Census.  Their  work  suggests  that  no 
survey — either  the  high  quality,  well 
controlled  and  interviewed  1990  PES  of 
170,000  households  or  a  larger  one— can 
be  used  to  make  a  post-census  fine 
tuning  of  an  average  undercount  as 
small  as  1.6  percent  in  all  types  of 
places,  counties  and  states  at  a  level  of 
accuracy  beyond  that  by  which  surveys 
are  usually  judged.  The  preponderance 
of  evidence  suggests  that  adjustment 
would  be  a  tradeoff  of  small  errors  in 
some  states,  counties  and  places  for 
large  overall  improvements  at  the  state 
and  national  level — but  there  would  be 
errors.  However,  as  the  public 
commentary  gives  evidence,  adjustment 
would  not  be  acceptable  to  those 
localities  harmed  by  such  a  decision. 
The  stakes  for  communities  and  states 


72 


F«4«ral  Ra^er  /  Vol.  58,  No.  1  /  Monday.  Jannary  4,  1993  /  NotJces 


in  population  figures  «t«  hi^,  as  the 
lUM  of  int«ro«isal  estimates  in  the  next 
section  dasoiMtrata. 

Statistkasns  amoiig  tiiose  who  made 
puUic  comments,  and  mambert  of 
CAPE  express  cxmoems  about  aspects  cC 
the  PES/ dual  system  astiniata.  about  the 
total  emir  modal  and  loss  function 
analysis  used  to  evaluate  it  and  about 
possibie  etTors  in  the  PES  as  a 
measuremeat  tool  compared  to  the  level 
of  underoouitts  and  overcounts  it  seeks 
to  measure.  Given  that  tfiere  is  little  or 
DO  evidence  adjustment  would  improve 
the  quality  of  substate  estimates,  o^er 
than  for  a  hraited  number  of  large 
places,  the  dacinon  is  not  to  adjust  the 
base  for  intercensal  population 
estimates. 

n.  Uses  of  Intercensal  Population 
Estimates 

The  Bureau  of  tbe  Census  produces 
interoe«sal  populotkn  estimates  for  the 
United  States,  metropolitan  areas,  states, 
couatiaa.  county  wbdivisians.  places 
(cities,  towns,  tawa^pa,  etc.).  aixl 
coneohdated  citsaa.  They  are  used  by 
Federal  state,  and  local  governments, 
and  the  public  and  priv^a  sectors  in  a 
variety  of  ways.  The  Bureau  of  the 
Census  inveeti^aled  Federal  formula 
program  uses  and  other  major  Federal 
uses  *  and  identified  five  major  Federal 
uses: 

1.  As  the  beaia  lor  Federal  fonnula 
program  funds  allocations.  Funding 
formulas  are  written  by  the  Congress, 
not  by  the  Bureau  of  the  Censxis. 
F»i«Htig  formulas  were  vrritten  over 
many  yean  and  incorporate  population 
estimates  as  all,  or  part,  of  the  variables 
used  in  these  formulas  in  different 
ways.  Some  formula  program  funds 
allocations  use  population  estimates 
while  others  use  the  decennial  census 
throughout  the  decade.  Title  13,  U.S. 
Code,  section  163{a)  requires  use  of  the 
current  population  estimate,  which 
according  to  this  decision  will  be  the 
unadjusted  estimate,  for  programs 
vrhich  provide  Federal  benefits,  unless 
in  section  183(14  the  fonnula  has  been 
speciHcally  tied  to  the  decennial  census. 

Some  fonnulas  use  population  shares 
for  all  persons  in  states,  or  for  particular 


^  Souiom:  GmmmI  Aeoomtiflg  OtBca.  FEDERAL 
FOMAJLA  PaOGBAMS  OutfMHl  POpulaOoB  DM* 
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1901). 
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U.S.  HouM  ofRaiiraMBtalivM.  TJnitad  StetM 
CodelMS^ 


age  groups,  or  for  those  with  particular- 
characteristics  as  some  portion  of  the 
formula:  odier  formulas  use  per  capita 
figures,  such  a«  per  capita  income,  for 
which  population  estimates  are  &e 
denominator,  or  a  ratio  of  state  to  U.S. 
per  capita  income  with  state  and 
national  population  estimates  as  the 
denominators.  Some  of  these  programs 
use  the  population  estimates  in  several 
ways  in  their  formulas.  The  largest  of 
these  funding  programs  is  Medicaid, 
title  XIX.  whidi  uses  50  percent  of  the 
ratio  of  state  to  U.S.  per  capita  income 
as  one  part  of  its  formula. 

2.  As  the  denominator  for  per  capita, 
axMl  incidence  rates,  soc^  as  per  captta 
income;  particular  heahh  conditions  per 
1 JOOO  persons-,  number  of  crimes  per 
1,000  persons,  etc 

3.  As  the  determinant  of  the  volume 
cap  for  tax-exempt  private  activity 
bonds  issued  within  a  state.  Section  146 
of  the  internal  Revenue  Code  mandates 
use  of  the  most  recent  Bureau  of  the 
Census  stale  population  estimate  issued 
before  the  beginning  of  the  calendar 
year  in  wtiicli  the  bonds  are  issued  for 
setting  the  cap  for  tax-exempt  private 
activity  bonds.  Small  states  are 
guaranteed  a  minimum  funding  level, 
but  states  with  over  diree  (3)  million 

Eopulation  racerva  an  additional  $50  in 
onding  authority  for  each  person  in  the 
population  estimate.  Unlike  uses  of 
population  estimates  in  many  Federal 
funding  formulas,  bonding  authority  for 
each  state  is  based  on  the  absolute  size 
of  the  state's  population,  not  on  its 
proportional  share. 

4.  As  the  basis  for  calibrating  Federal 
government  and  other  sample  surveys. 
By  calibrating  sample  survey  estimates 
to  independent  estimates  of  the 
population,  accuracy  of  survey 
estimates  is  improved.  For  Federal 
government  surrejrs  conducted  by  the 
Bureeu  of  the  Census,  the  current 
population  estimate  is  used  as  the 
control  total  for  the  total  population  and 
population  groups  by  sex.  age,  race, 
Hispanic  origin.  They  are  calibrated 
geographically  by  the  population 
estimates  for  ihe  50  states,  District  of 
Columbia,  New  York  City  and  Los 
Angeles.  Because  Federal  surveys 
conducted  by  the  Bureau  of  the  Census 
are  calibrated  only  to  these  large 
aggregated  areas,  at  which  CAPE 
considers  adjusted  population  estimates 
an  improvement  over  the  unadjusted 
estimates,  the  Bureau  of  the  Census  will 
ofiiar  survey  sponsors  the  option  of 
having  their  surveys  calibrated  to 
adjusted  populaticm  estimates  beginning 
in  1993. 

5.  As  descriptive  statistics  to  provide 
the  most  current  profile  of  the 
population  of  the  Nation,  state  and 


substate  areas,  and  as  the  niimbers  for 
determining  population  gains  and  losses 
compared  to  prior  yeara. 

m.  Research  Input  Into  the  Decision 

When  former  Secretary  of  Commerce 
Mosbacher  made  the  decision  not  to 
adjust  the  1990  census,  he  expressed 
several  major  concerns  with  me  PES 
and  dual  system  estimation  model  that 
would  have  been  used  for  adjustment 
purposes.  However,  he  did  recognize 
that  both  the  PES  and  £)emographic 
Analysis  showed  an  undercount  and  a 
continuatioa  of  the  historical 
differential  undercount  of  csrtain 
groups.  He  directed  that  research 
continue  at  the  Bureau  of  the  Census  to 
determine  the  possibility  of 
incorporating  adjustment  into  the 
intercensal  estimates,  which  are  made 
with  less  geographic  detail  than  the 
census. 

The  Bureau  of  the  Census  established 
the  Committee  on  Adjustment  of 
Postcensal  Estimates  (CAPE), 
comprising  13  statisticians  aad 
demographers,  plus  the  Director  and 
Deputy  Director  of  the  Bureau  of  the 
Census  as  ex-officio  members.  Eight  of 
the  13  members  had  also  served  on  the 
Undercount  Steering  Committee  which 
directed  the  research  prior  to  July  1991. 

GAPE  deliberations  were  not 
constrained  by  pre-specification  of 
procedures  and  of  this  dual  system 
estimating  model.  Such 
prespecificalions  were  required 
pursuant  to  court  order  in  considering 
whether  to  adjust  the  1990  decennial 
census.  CAPE  also  had  the  advantage 
that  many  of  its  members  had  worked 
extensively  with  PES  data  and  gained 
insight  on  possible  ways  to  improve  the 
dual  system  estimate  model. 

CAPE  determined  that  the  necessary 
research  could  not  be  completed  in  time 
for  potential  incorporation  into  1991 
intercensal  estimates.  Instead,  they 
scheduled  this  work  in  time  to  provide 
it  for  the  Director's  decision  on  whether 
or  not  to  incorporate  edjus'jyrjnt  into  the 
estimates  to  be  released  ia  late 
December  1992  for  July  1 ,  1992. 

CAPE  researdi  fiocused  on  five  key 
areas  of  technical  concern  with  the 
population  estimate  model  as  cf  July 
1991.  This  research  has  been  able  to 
answer  all  of  these  concerns  to  some 
degree,  but  not  all  completely.' 

Concern  1 

Could  the  problems  In  the  smoothing 
model,  including  lack  of  robustness,  be 
resolved? 


*  ThU  laMardi  is  daaoibed  in  more  datail  ia 
"RapoTt  of  thu  Comaittae  od  Pcitoanaal  EMiasatM," 
Augual  7. 1992  tmi  Addandtia.  Noftmbm  1992 
(BuTMU  of  the  Cmuus.  Wuhington.  DC  20233) 
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Background 

The  pre-July  1991  modeling  of  the 
PES  was  done  by  dividing  survey 
respondents  into  1,392  post-strata,  or 
groupings,  based  on  census  division, 
(geographic),  type  of  place  of  residence, 
race,  Hispanic  origin,  sex,  age,  and  some 
post-strata  by  whether  residents  owned 
or  rented  their  housing  units.  The 
rationale  for  each  post-stratum  is  the 
assumption  that  persons  within  it  have 
similar  probability  of  having  been 
counted  in  the  census  or  the  PES 
(although  not  necessarily  the  same  in 
each).  This  is  called  the  homogeneity,  or 
synthetic,  assumption.  An  undercount 
rate  was  computed  for  each  post-stratum 
by  matching  names  and  characteristics 
of  people  enumerated  in  the  PES  to  the 
census  to  determine  who  had  been 
counted  and  who  not,  then  producing 
an  adjustment  factor  for  each  post- 
stratum  to  make  the  PES  dual  system 
estimate  of  the  population.  One  problem 
in  dividing  the  sample  respondents  into 
1 ,392  post-strata  was  that  sample  sizes 
for  some  strata  were  very  small.  A 
statistical  process  known  as 
"smoothing"  had  to  be  done  to  reduce 
variability  from  sampling  error.  Results 
varied  by  how  some  of  the  outliner  post- 
strata  (those  with  unusually  high 
sampling  error)  were  treated.  Because  of 
these  variations,  statisticians  felt  the 
model  was  not  "robust"  to  changes  in 
model  specification  and  procedure. 

Besults 

The  PES  and  dual  system  estimate 
have  been  redesigned  to  used  only  357 
post-strata,  thereby  gaining  enough 
sample  size  in  each  stratum  to  make 
smoothing  unnecessary.  Analysis  of  PES 
data  showed  some  characteristics  more 
important  than  others  in  identifying 
whether  persons  had  been  counted  in 
the  census.  Besides  race  and  Hispanic 
origin  characteristics,  living  in  owner 
occupied  or  rented  housing  proved  to 
have  an  effect,  as  did  living  in  an 
urbanized  areas  of  250,000  or  more 
versus  living  in  other  urban  or  non- 
urban  areas.  A  more  effective  division 
made  it  possible  to  reduce  the  number 
of  post-strata.  CAPE  now  considers  the 
337  post-strata  model  robust.  Sampling 
error  has  been  reduced  as  a  source  of 
error,  with  some  loss  of  homogeneity. 
Both  CAPE  and  I  have  used  some 
caution  in  interpretfng  results  of  loss 
function  analyses  since  these  are  highly 
dependent  upon  the  homogeneity 
assumption  (See  discussion  under 
Concern  4). 


Concern  2 

Could  the  estimated  nonsampling 
error  biases  in  the  PES  estimate  of 
undercount  be  removed? 

Background 

In  the  research  prior  to  July  1991, 
Bureau  of  the  Census  statisticians 
identified  biases  (nonsampling  errors) 
that  amounted  to  0.7  percent  of  the  then 
reported  2.1  percent  undercount. 

Results 

Matching  experts  matched  PES 
respondents  to  the  census  in  the  104 
blocks  that  had  the  most  effect  on 
undercount.  This  removed  some  bias 
and  reduced  the  national  estimate  of 
undercount  by  0.1  percentage  points. 
During  this  analysis,  the  Bureau  of  the 
Census  also  found  and  corrected  a 
computer  error  in  the  matching  that  had 
led  to  an  overstated  estimate  ef 
undercount.  This  correction  reduced  the 
undercount  estimate  an  additional  0.4 
percentage  points.  Matphers  also 
rechecked  matching  in  blocks  with  a 
preponderance  of  Hispanic  surnames. 
These  matches  proved  to  have  been    j 
done  with  the  same  apparent  accuracy 
of  the  rest  of  the  PES  matching.  Beyond 
these  improvements,  CAPE  could  Hnd 
no  reliable  or  expedient  method  to 
remove  the  balance  of  nonsampling 
error  bias  from  the  PES  estimates.  A 
significant  amount  of  bias  remains.  The 
research  estimates  that,  at  the  national 
level,  removing  all  biases  from  the  PES 
estimates  woi^ld  lower  the  estimated 
undercount  from  1.6  to  1.3  percent. 
When  the  effect  of  correlation  bias  is  not 
taken  into  account,  (CAPE  believes 
correlation  bias  should  be  considered) 
the^estimated  undercount  would  fall  to 
0.9  percent.  Correlation  bias  is 
discussed  under  Concern  3. 

Concern  3 

Were  all  components  of  bias 
adequately  reflected  in  the  total  error 
model,  and  was  total  error  being 
accurately  handled  in  loss  function 
analysis? 

Background 

The  total  error  model  is  used  for 
building  an  estimate  of  the  "true" 
population  without  bias,  since  the  exact 
truth  cannot  be  known.  Loss  function 
analysis  is  a  statistical  technique  used  to 
compare  the  census  count  and  the  PES/ 
dual  system  estimate  to  this  "true" 
target  population  to  see  which  is  closest 
to  it  (that  is,  has  less  "loss").  Loss 
functions  can  be  nui  for  various 
geographic  levels. 


Results 

Two  new  components  of  error  were 
added  to  those  used  in  modeling  prior 
to  July  1991.  With  these  additions, 
CAPE  felt  satisfied  that  all  components 
of  error  were  represented  except  for 
homogeneity  bias.  (The  bias  of  all 
persons  in  a  post-stratum  not  having  the 
same  probability  of  having  been  counted 
in  the  census  or  PES.  This  is  discussed 
under  Concern  4.)  CAPE  was  concerned 
about  the  accuracy  and  variance  of  the 
estimates  of  bias  and,  therefore,  used 
caution  in  evaluating  the  results  of  loss 
function  analyses  since  the  "true"  target 
numbers  are  Uiemselves  dependent  on 
levels  of  estimated  bias. 

The  majority  of  CAPE  members  felt 
that  correlation  bias  should  be  a 
component  of  total  error.  Correlation 
bias  has  two  parts:  (1)  The  dual  system 
estimate  assumes  a  person's 
participation  in  the  PES  is  not  affected 
by  his  or  her  participation  in  the  census. 
Based  on  the  evidence  available  to  it, 
CAPE  judged  this  was  not  a  problem. 
The  PES  was  conducted  4  months  after 
the  census  and  there  were  other 
controls.  (2)  The  dual  system  estimate 
assumes  people  in  each  post-stratum 
have  the  same  probability  of  being 
included  in  either  the  census  or  the   '' 
survey.  Some  people  may  be  virtually 
impossible  to  count,  leading  to  a 
component  of  correlation  bias.  A 
national  estimate  was  made  of  these 
people  by  comparing  the  PES  estimate 
to  the  Demographic  Analysis  estimate, 
which  is  less  subject  to  correlation  bias. 
The  difference  %\9S  not  added  to  the  PES 
estimate,  but  included  in  the  total  error 
model  and  used  to  determine  the  target 
"true"  target  population  to  which  the 
census  and  the  PES  estimate  were  - 
compared.  As  mentioned,  most  CAPE 
members  felt  correlation  bias  should  be 
a  component  of  total  error.  However, 
concerns  continue  about  measuring  it 
and  allocating  it  to  the  target  "true" 
numbers.  Loss  functions,  therefore,  have 
been  analyzed  with  and  without 
correlation  bias. 

For  use  in  loss  function  analysis,  the 
"true"  target  population  estimate  was 
made  by  modifying  the  PES  estimate  by 
removing  error  in  the  PES  identified  in 
the  total  error  model.  A  modeling 
system  was  used  to  allocate  the  direct 
estimates  of  bias  from  10  evaluation 
post-strata  (aggregated  post-strata)  to 
smaller  levels  of  geography.  Such 
modeling  and  error  measurement 
obviously  have  errors  themselves.  CAPE 
decided  to  run  loss  functions  in  a 
variety  of  ways  to  judge  resuhs.  CAPE 
ran  loss  functions  using  different  ways 
of  allocating  bias  to  the  target  "true" 
numbers:  with  and  without  correlation 
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bias;  using  absolute  and  squared  error, 
as  well  as  variations  of  these  to  take 
account  of  variations  in  state  (or  other 
areas  of  interest)  size.  They  looked  at 
aggregate  loss  (difference  from  truth), 
then  ran  statistical  hypothesis  tests  and 
reported  the  signiBcance  levels.  These 
were  run  to  look  at  whMher  the  census 
or  the  PES  estimate  showed  the  greater 
or  lesser  difference  from  the  "true" 
target  population  shares  for  a  variety  of 
levels  of  geography  for  places  and 
counties  by  size  and  for  states. 

Using  hypothesis  tests  with  10 
percent  sigaificance.  loss  function 
analysis  excluding  coirelation  bias  does 
not  support  adjustaieiiL  Including 
correlation  bias,  all  bvit  one  of  the  loss 
function  analyses  favors  adjustment  at 
the  state  laval  whan  examining 
aggr^ate  Iocs.  These  results  show  that 
the  state  level  analysis  is  sensitive  to 
assumptions  about  correlation  bias. 
Below  the  state  level.  CAPE  was 
generally  uxwble  to  conclude  that 
adjustment  was  better. 

Concern  4 

Could  more  be  learned  about  whether 
or  not  the  homogeneity  assumption 
holds  sufficiently  to  support 
adjustment? 

Background 

The  homogeneity  (or  synthetic) 
assumption  is  that  every  person  in  a 
post-stratum  has  the  same  prob^ility  of 
having  been  counted  in  the  census  or 
PES  (though  not  neceasarily  the  same 
probability  in  both).  There  were  1.392 
post -strata  in  the  earlier  model.  There 
are  357  in  the  currant  model  produced 
by  CAPE. 

Results 

The  PES  data  show  clearly  that  the 
variables  used  for  dividing  the  country 
into  poststrata — particularly  race, 
Hispanic  origin,  tenure  (owner/renter), 
end  type  of  place  of  residence— account 
for  considerable  variation  in  census 
coverage.  The  homogeneity  assumption 
assumes,  however,  that  there  is  no 
further  variation  in  coverage  within 
each  poststratum  separately,  that  is.  that 
everyone  within  a  poststratum  has  the 
same  probability  of  being  counted  in  the 
census.  This  assumption  is  central  to 
the  way  that  PES  estimates  have  been 
produced  for  states,  counties,  towns. 
and  all  other  units  important  in 
postcensal  estimation.  The  PES  data  by 
themselves  have  not  offered  enough 
evidence  tc  evaluate  the  homogeneity 
assumption  adequately,  especially  to 
answer  the  most  important  question  for 
me— does  the  assumption  hold 
sufncienlly  so  that  our  PES  estimates 


based  on  it  represent  an  actual 
improvement  to  the  census? 

Consequently,  I  have  relied  upon  the 
available  lesulu  on  the  homogeneity 
assumption  from  the  analysis  of  the 
artificial  populations,  disciissed 
extensively  in  the  CAPE  report  and  the 
Addendum  to  that  report.^  Because  the 
artiBcial  populations  are  baaed  on 
known  quantities  (such  as  percent  mail 
response,  percent  of  multi-unit  housing, 
percent  in  poverty,  etc.).  we  can  put  the 
adjustment  procedure  based  on  357 
post-strata  to  a  test.  For  every  one  of  the 
eight  surrogate  variables  that  we 
examined,  our  results  indicate  that  we 
can  make  adjustments  that,  on  average, 
are  closer  to  the  truth  than  not 
adjusting.  To  represent  the  adjustment 
to  the  artificial  population,  we  used  the 
rates  for  the  surrogate  varirf>le  in  each 
of  the  357  post-strata  and  the 
homogeneity  assumption  to  construct 
adjustments  in  the  same  way  as  the  PES 
does  for  estimeting  undercount.  1  feel 
very  confident  about  this  finding  for  the 
artificial  populations  because  we  do 
know  tbe  actual  values  of  the  artificial 
population  surrogate  variables. 

Any  problem  cased  by  departures 
from  the  hoiDogeneity  assumption, 
which  we  have  called  heterogeneity 
bias,  would  be  less  troublesome  if  we 
had  been  able  to  represent  its  effects  in 
the  loss  Amotion  analysis.  In  Cact.  tbe 
loss  function  analysis  for  the  PES  data 
could  not  include  heterogeneity  bias 
because  the  PES  data  did  not  furnish 
adequate  evidence  on  this  question. 
Consequently.  1  have  again  relied  on 
evidence  from  additional  research  on 
the  artificial  populations.  I  have 
considered  the  recent  results  discussed 
in  the  CAPE  Addendum  that  compare  1) 
the  loss  function  analysis  as  it  is  seen 
in  the  PES  context,  i.e.,  as  the 
comparison  of  the  census  and  PES 
values  to  targets  based  on  the 
homogeneity  assumption;  to  2)  the 
actual  losses  comparing  adjusted 
population  estimates  and  the  census  to 
the  true  values.  1  have  been  encouraged 
that,  for  7  of  the  8  surrogate  variables 
available  for  study,  the  loss  function 
analysis  is  robust.  In  other  words,  in  all 
but  one  case,  the  loss  function  analysis 
understates  or  approximately  correctly 
measures  the  level  of  improvement  from 
adjustment,  although  the  loss  function 
also  understates  the  true  errors  from 
non-adjustment  ar.d  from  adju.stment. 
The  August  CAPE  report  stated  that 
research  ^owed  that  tfje  artificial 
population  analysis  supported  the 
homogeneity  assumption  but.  once  25 
percent  bias  was  introduced,  the 
support  for  the  assumption  broke  down. 
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Furthermore,  these  results  were  then 
compared  to  estimated  levels  of  bias  in 
the  PES,  which  were  near  the  25  percent 
level.  Because  of  the  clarification  in  the 
CAPE  Addendum  of  the  interpretation 
of  these  eariier  findings  for  the  artificial 
populations,  one  should  not  place  so 
much  weight  on  the  results  for  25 
peroant  bias,  since  tbe  comparisons 
were  based  on  nnsMric  accuracy 
whereas  our  primwy  focus  has  been  on 
tbe  accuracy  of  population  shares.  In 
August,  with  the  information  availiMe 
to  us.  the  results  for  25  percent  basis, 
reported  in  the  manner  that  they  were, 
represented  a  strong  case  against 
adjustment,  but  1  now  believe  that  the 
CAPE  Addendum  should  alleviate  many 
of  the  concerns  about  this  issue. 

Concent  5 

Could  CAPE  resolve  the 
inconsistencies  between  the  PES  and 
Demographic  Analysis  (DA)  estimates  of 
undercount? 

Background 

At  the  time  of  the  July  1991  decision, 
there  were  differences  in  PES/DSE  and 
Demographic  Analysis  estimates  of 
population  for  some  major  subgroups. 
Also,  at  that  Ume,  the  PES/DSE  showed 
a  higher  undercount  rate  than 
Demographic  Analysis,  which  was 
unexpected  because  Demographic 
Analysis  accounts  for*  people  missed  in 
both  the  census  and  the  PES. 

BesuHs 

The  corrections  to  ihe  PES  and 
subsequent  reduction  of  the  PES 
estimate  of  undercount  to  1.6  percent 
cleared  up  the  major  inconsistencies 
between  the  PES  and  DA  estimates. 
Demographic  Analysis  which,  as 
pointed  out  earlier,  is  less  subject  to 
correlation  bias,  should  measure  a 
somewhat  higher  undercount  than  the 
PES  since  it  include*  those  who  are 
missed  or  impossible  to  count.  It  now 
does.  1.8  percent  undercount  for 
Demograpliic  Analysis  compared  to  1.6 
percent  for  the  PES/DSE.  Comparisons 
of  PES  and  DA  for  spates  and  large  areas 
(DA  cannot  go  dowil  to  small  areas) 
meet  face  validity  expectations  for  most 
states.  By  "face  validity"  I  mean  that  the 
patterns  of  high  and  low  undercounts 
are  logical  demographic^lly. 

In  summary.  CAPE  developed  a  new 
estimation  model  bisod  on  the  modeling 
of  the  PES  to  357  post-strata  and  a  more 
thorough  identification  of  biases 
resulting  from  sampling  and 
nonsampling  error. 

The  Bureau  of  the  Census  conducted 
a  number  of  studies  to  evaluate  and 
measure  errors  in  the  PES.  A  total  error 
model  was  then  used  to  conibine  the 


Federal  Rigiater  /  Vol.  58.  No.  1  /  Monday.  January  4,  1993  /  Notices 


75 


results  from  these  studies  to  produce 
measures  of  net  error  on  the  estimated 
undercount  rates.  The  estimated  level  of 

bias  in  the  PES  that  was  estimated  from 

the  total  error  model  was  -0.7%. 
without  correlation  bias,  or  -0.4%  when 
the  effects  of  correlation  bias  were  takrni 
into  account.  These  estimates  reflected 
the  measures  of  bias  in  national 
estimates  of  undercount.  Thus  the 
national  estimated  undercount  rate  of 
1.6%  is,  without  bias,  between  1.2% 
and  0.9%. 

Both  the  unadjusted  and  adjusted 
census  results  are  imperfect.  The 
unadjusted  census  is  subject  to 
undercount.  and  the  adjusted  census  is 
subject  to  the  error  in  the  PES — 
sampling  error  and  bias.  A  key  question 
to  answer  is  which  of  these  two 
imperfect  systems  %vill  provide  a  more 
accurate  base  for  use  in  the  interoensal 
estimates  program.  This  question  is 
particularfy^relevant  for  population 
shares  and  was  addressed  through  loss 
function  analysis.^  The  loss  function 
analysis  accounts  for  both  the  sampling 
error  and  bias  in  the  PES.  The  CAPE 
examined  the  results  of  the  loss  function 
analysis,  and  concluded  that  an 
adjustment  would  make  the  distribution 
of  population  shares  for  states  more 
accurate.  However,  they  could  not  readi 
consensus  on  substate  areas. 

An  important  issue  associated  with 
loss  function  analysis  is  the 
methodology  associated  with  the 
creation  of  the  target  population  (the 
estimates  of  the  true  imknown 
populatioa).  The  measures  of  bias  in  the' 
PES  were  used  to  "correct"  the  PES/ 
dual  system  estimate  to  produce  the 
target  population.  Unfortunately,  the 
PES  bias  was  not  directly  measured  for 
each  state,  coimty  or  dty.  Models  were 
used  to  allocate  the  directly  measured 
bias  at  10  siib-national  levels  to  each 
state,  county,  and  place  to  produce  the 
target  population.  Questions  have  been 
raised  regarding  whether  these  models 
reflect  an  accurate  distribution  of  the 
bias. 

I  am  also  concerned  about  this  issue, 
as  was  the  CAPE.  The  CAPE  recognized 
that  there  were  potential  deficiencies  in 
the  modeling  methodology.  The  CAPE 

^  therefore  examined  a  number  of 
different  models  for  creating  target 
populations.  They  concluded  in  August 
that  the  bias  modeling  methodology  was 
sufficiently  robust  to  conclude  that  at 
the  state  level,  an  adjustment  would 
improve  the  state  base  for  intercensal 
estimates.  However,  they  could  make  no 
conclusion  about  the  effects  of 
adjustment  at  substate  levels  other  than 
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documenting  in  the  November 
addendum  to  their  August  report  that  an 
adjustment  would  also  improve  the 
distribution  of  population  shares  for 
large  places  (lOO.OOO^-)  in  aggregate 
compared  to  state  balances  in  aggregate. 

I  have  considered  this  modehng  cdF 
bias  issue  at  great  length.  There  are 
certainly  problems  with  the  modeling 
methodology.  In  most  statistical 
applications,  we  nevOT  know  the  true 
situation,  and  no  model  is  perfect 
Despite  the  extensive  research,  too 
many  concerns  remain  about  the  level  of 
bias;  the  estimate  of  the  true  population 
used  as  the  target  in  loss  function 
analyses;  allocation  of  correlation  bias; 
and  whether  the  homogeneity 
assumption  holds,  given  the  levels  of 
bias,  to  make  a  decision  to  adjust 
intercensal  population  estimates 
defensible  across  the  board  to  all  44,055 
substate  areas. 

rv.  Analysis  of  Options  Available  to  the 
Director,  Bureau  of  the  Census 

A  notice  that  the  Bureau  of  the  Census 
placed  in  the  Federal  Register  August 
10, 1992,  and  repeated  on  September  17, 
1992,  described  five  decision  options 
available  to  the  Director,  Bureau  of  the 
Census. 

Option  One:  Incorporate  the  results  of 
the  PES  into  the  base  for  intercensal 
estimates  at  all  levels  of  geography. 

CAPE  research,  which  provided  much 
of  the  input  to  my  decision,  did  not 
support  adjustment  below  the  state 
level.  Although  taking  this  option 
would  have  made  some  improvements 
at  the  state  and  national  level,  taking 
this  option  for  all  levels  of  geography  is 
not  defensible. 

Option  Two:  Incorporate  the  PES 
results  in  the  intercensal  base  at  the 
national  and  slate  levels.  At  the  sub- 
state  level,  use  a  simple  synthetic 
estimate  baf*d  on  the  percentage  of 
slate-level  estimated  undercount. 

I  rejected  this  option  because  the 
simple  synthetic  estimate  would  distort 
within  state  counts  artificially.  For 
example,  a  small  city  or  county  that  had 
been  well  counted  would  have  its 
population  inflated  because  of  the 
undercount  in  a  large  city  in  the  same 
state.  Conversely,  the  city  with  a  large 
undercount  would  have  its  population 
understated  because  of  low  undercounts 
in  other  parts  of  the  state. 

Option  Three:  Incorporate  the  results 
of  the  PES  into  the  intercensal  base  for 
national  and  state  level  estimates,  but 
not  for  substate  levels  (counties,  cities, 
etc.). 

Although  this  is  the  level  of 
adjustment  which  CAPE  researdi  very 
clearly  supports,  I  rejected  this  option 
because  it  would  not  be  additive  at  state 


levels;  for  example,  the  sum  of  the 
population  of  all  counties  within  a  state 
would  not  sum  up  to  the  state  total. 
Public  commentary  from  data  usere, 
user  groups.  Federal  statistical  agencies, 
and  analysts  within  the  Bureau  of  the 
Census  said  nonadditive  population 
coimts  would  b$  very  difficult  for  them 
to  use. 

Option  Four:  The  base  for  intercensal 
estimates  for  all  levels  of  geography 
would  be  a  simple  average  of  the  1990 
census  count  and  an  estimate 
incorporating  the  results  of  the  PES. 
I  gave  serious  consideration  to  this 
option.  CAPE  conducted  additional 
research  on  this  option  and  a 
modification  of  it  after  the  initial  CAPE 
report  of  August  7, 1992.  There  is 
precedent  in  the  statistical  community 
for  averaging  two  estimates.  This  would 
have  had  the  effect  of  reducing  the  effect 
of  biases  in  the  PES,  However,  neither 
I  as  Director  nor  CAFE  were  comfortable 
with  a  "partial"  correction  at  the 
national  level.  This  option  would  have 
had  the  effect  of  raising  the  population 
by  approximately  two  million  when  the 
undercount  is  a  measured  four  million. 
CAPE  considered  the  modification  of 
averaging  the  census  and  PES,  then  ratio 
adjusting  to  the  PES/dual  system 
estimate  total  proportionally  by  eight 
racial,  Hispanic,  owner/renter 
subgroups  (what  CAPE  refers  to  as  a 
raked  composite  estimate  in  the 
November  Addendum  to  the  CAPE 
report).  I  decided  against  this 
modification  because,  according  to 
CAPE,  the  "raking"  to  naticmal  totals 
introduced  more  dependence  on  the 
homogeneity  assumption,  possibly 
offsetting  gains  from  reducing  the  effects 
of  bias.  T^s  treatment  of  a  census  and 
an  evaluation  survey  (the  raked 
composite)  is  a  treatment  I  hope  the 
Bureau  of  the  Census  will  continue  to 
study  in  designing  ways  to  make  the 
2000  census  more  accurate. 

Option  Five:  Do  not  iacorporate  the 
PES  results  into  the  intercensal 
estimates  for  any  jurisdiction. 

This  is  the  option  I  have  chosen. 
While  adjustment  would  make 
improvement  at  the  national  and  state 
level,  it  is  n^  defensible  for  ail  levels 
of  geography.  Concerns  remain  about 
the  level  of  bias  in  the  PES/dual  system 
estimate  and  in  whether  the 
homogeneity  assumption  holds,  i.e., 
whether  all  persons  in  a  post-strata  in 
the  PES  have,  in  fact,  the  same 
prrf>ebi!ity  of  having  been  counted  in 
either  the  PES  or  the  census.  These      „ 
concerns  do  not  have  answere  nor  are 
further  research  avenues  available  with 
which  to  ans%ver  them  in  the  near 
future.  This  option  is  not  ideal,  as  noted 
previously,  because  it  foregoes  the 
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opportunity  to  improva  estimates  at 
national  and  state  levels. 

V.  Adjusted  Population  Estimates  for 
Survey  Controls  But  Official 
Unadjusted  Estimates  for  Use  in 
Administering  Any  Law  in  Which 
Population,  or  Population 
Characteristics,  Are  Used  To  Determine 
Benefits 

Having  made  the  decision  not  to 
adjust  intercensal  population  estimates, 
I  am  making  the  decision  that  sponsors 
of  Federal  sample  surveys  conducted  by 
the  Bureau  of  the  Census  will  be  offered 
the  option  of  having  their  surveys 
calibrated  to  adjusted  population 
estimates.  Federal  statistical  surveys  are 
calibrated  at  the  level  of  national  sex, 
age,  race,  Hispanic  groups,  and 
population  totals  for  the  50  states. 
District  of  Columbia,  New  York  City  and 
Los  Aneeles.  These  are  the  levels  at 
which  CAPE  judges  the  adjusted 
estimates  are  more  accurate  than  the 
unadjusted  estimates.  Reaching  the 
demographic  groups  undercounted  in 
the  census  is  a  greater  problem  in  taking 
surveys  than  in  taking  the  census. 

In  the  public  commentary.  Senator 
Herb  Hohl  of  Wisconsin  and  Senator 
Arlen  Specter  of  Pennsylvania  suggested 
decoupling  the  official  population 
estimate  from  the  survey  controls.  This 
is  what  this  decision  does.  Unadjusted 
population  estimates  are  the  official 
estimates,  required  to  be  reported  by  the 
Secretary  to  the  President  under  title  13, 
U.S.  Code  section  183(a)  for  use  in 
administering  any  law  of  the  United 
States  in  which  population  or  other 
population  characteristics  are  used  to 
determine  the  amount  of  benefit 
received  by  any  State,  county,  or  local 
units  of  general  purpose  government. 
Sponsors  of  surveys  conducted  by  the 
Bureau  of  the  Census  will  have  the 
option  of  calibration  to  the  adjusted 
estimates. 

VI.  Summary  of  the  Public  Commentary 

As  Director,  Bureau  of  the  Census,  I 
received  letters  from  1,118  individuals 
cr  groups  in  response  to  our  Federal 
Register  notices  of  August  10  and 
September  17. 1992. 1  have  personally 
read  each  of  these. 

Table  1  shows  the  distribution  of  the 
1,118  responses — 58  from  Senators,  176 
from  Members  of  the  U.S.  House  of 
Representatives,  37  from  Governors.  349 
from  State  Representatives,  state  and 
local  government  officials  and  agencies. 
498  from  all  other  respondents, 
including  organizations,  private 
citizens,  and  a  small  number  from 
Federal  agencies.  Some  individuals 
vn^ote  a  lotter  as  well  as  co-signing  a 
group  letter,  or  wrote  a  second  letter 


responding  to  the  second  Federal 
Register  notice.  Such  persons  are 
counted  only  once  in  Table  1. 

Most  responses  stated  a  position  for  or 
against  adjustment  rather  than 
responding  to  the  five  options  of  the 
Bureau  of  the  Census'  Federal  Register 
notices.  Preferences  for  the  options,  as 
well  as  positions  for  or  against 
adjustment  are  summarized  in  Table  2. 
Overall.  995  favored  adjustment:  123 
opposed  it. 

In  making  my  Hnal  decision,  I 
considered  this  overwhelming 
preference  for  adjustment.  However,  I 
felt  I  should  not  use  a  "popular  vote" 
as  a  determinant  of  a  decision  made  on 
the  basis  of  statistical  and  demographic 
criteria.  With  the  exception  of  a  few 
statisticians  and  a  very  few  others, 
virtually  everyone  took  the  position 
which  maximized  the  population 
estimate  for  his  or  her  state  or  city  rather 
than  considering  the  merits  of  the  issue. 
This  is  a  problem  which  will  persist  in 
trying  to  make  any  adjustment  ai^er  a 
census. 

Fifteen  to  20  letters  had  substantial 
statistical  commentary.  Some  brought 
out  issues  that  CAPE  was  already 
researching.  Others  presented  new  ideas 
that  led  to  some  additional  CAPE 
research.  I  asked  CAPE  statisticians  to 
analyze  these  letters  for  me,  in  addition 
to  my  reading  each  of  these  letters  at 
least  twice.  A  summary  of  the  comments 
with  statistical  content  is  available  as 
Appendix  A:  Discussion  of  Technical 
Issues  Raised  by  Outside  Comment. 
What  follows  is  a  more  abbreviated 
summary. 

The  majority,  but  not  all,  of  the 
technical  comments  came  from  those 
who  oppose  adjustment. 

Homogeneity  Assumption 

Several  reviewers  were  concerned 
about  the  critical  nature  of  the 
dependence  upon  the  homogeneity 
assumption,  questioning  whether 
persons  living  in  post-strata  which  fell 
across  several  states  had  the  same 
probability  of  being  counted.  CAPE 
agrees  that  this  is  one  of  the  more 
vulnerable  aspects  of  the  PES/dual 
system  estimate  design  and  recognizes 
that  each  post-strata  carmot  be  precisely 
homogeneous.  The  key  issue  is  whether 
the  assumption  represents  an  adequate 
approximation  to  the  distribution  of 
undercount.  While  some  of  the  concerns 
expressed  with  homogeneity  were 
general  comments,  one  commenter 
created  a  U.S.  map  showing  the  high 
degree  of  association  between  the 
adjustment  at  the  state  level  and  the 
groupings  of  states  into  the  four  census 
regions.  The  reviewer  showed  maps  of 
other  characteristics,  such  as  poverty 


rate,  which  do  not  exhibit  as  marked  a 
regional  character  as  the  undercount 
rates.  Census  Bureau  researchers 
subsequently  reexamined  the  series  of 
characteristics  employed  in  defining  the 
8  surrogate  artificial  populations.  In 
varying  degrees,  the  Census  Bureau's  , 
investigations  confirm  that  the 
adjustment  methodology  tends  to 
emphasize  regional  aspects  of  the 
characteristic  being  estimated  while 
missing  or  understating  other  aspects  of 
state-to-state  variation.  However,  among 
the  variables  defining  post-strata,  region 
captures  some  of  the  geographic 
variation.  Others — race,  Hispanic  origin, 
tensure  type  of  place  of  residence— ere 
highly  correlated  with  undercount. 

Another  reviewer  provided 
calculations  showing  that  it  was 
possible  that  departures  from  the 
Homogeneity  assumption,  that  is 
heterogeneity,  might  account  for  more 
error  in  the  PES  adjustments  of  states 
than  all  the  components  of  error 
estimated  and  included  in  the  Bureau  of 
the  Census'  total  error  model.  Research 
on  artificial  populations  continued  after 
this  commentary  was  received.  These 
added  investigations  by  the  Bureau  6f 
the  Census  showed  that  the  error  due  to 
heterogeneity  tended  to  be  large  for  the 
artificial  populations.  Applying  these 
results  to  the  PES  itself,  it  is  possible 
that  errora  due  to  heterogeneity  in  fact 
could  be  larger  than  all  other  sources  of 
error  in  the  adjustment.  However,  the 
investigations  supported  the  premise 
that  the  PES  adjustment  could  still,  on 
average,  make  improvements  to  the 
overall  state  population  shares.  When 
heterogeneity  bias  is  present,  the  results 
for  artificial  populations  showed  that 
the  loss  function  tended  to  understate 
the  errors  of  both  the  adjustment  and 
non-adjustment.  If  it  understated  these 
by  equal  amounts,  the  net  difference 
would  be  correct.  In  fact,  the  analyses 
shewed  that,  for  a  majority  of  the  8 
artificial  populations  (surrogate 
variables),  the  loss  function  would 
approximately  correctly  indicate  or 
understate  the  net  advantage  from 
adjustment. 

Sample  Size 

Some  writers  argued  that  the  PES 
sample  size  was  insufficient  to  permit 
an  adjustment.  These  arguments  were 
tiot  reinforced  by  explicit  calculations 
showing  that  the  sample  sizes  were  too 
small.  Tlie  issue  of  sample  size  is  linked 
directly  to  the  level  of  sampling 
variance.  The  use  of  the  357-po8t-8trata 
design  reduced  the  effect  of  sampling 
variability  considerably.  Sampling  error 
was  a  component  of  the  total  error 
model  and  was  included  in  the  loss 
function  analysis.  The  loss  function 
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analysis  indicates  that  at  the  state  level 
the  adjustment  results  in  an 
improvement 

Post-Stratification 

Several  comments  were  received 
applauding  the  revised  post- 
stratification  (357  post-strata  compared 
to  1,392  in  the  original  design). 
However,  some  of  these  reviewers 
claimed  that  the  post-stratification  was 
data-driven.  The  end  result  of  this  was 
that  the  estimates  of  sampling  error 
would  be  too  low,  therefore,  causing  the 
loss  function  analysis  to  unduly  favor 
the  adjustment 

One  reviewer  found  the  new  post- 
strati^cation  acceptable  but  would  have 
preferred  the  Bureau  of  the  Census  to 
continue  to  use  "smoothing." 
Alternatively  he  proposed  to  control 
sampling  variability  by  collapsing  the 
original  1.392  post -strata  to  a  smaller 
number  to  retain  greater  homogeneity 
within  post-strata.  However,  this 
reviewer  felt  that  the  revised  357  post- 
strattfication  scheme  for  adjusting  was 
superior  to  not  adjusting. 

These  post-stratification  ideas  were 
discussed  at  various  times  by  CAPE. 
The  clear  consensus  of  the  CAPE  was 
not  to  use  "smoothing."  and  CAPE  was 
pleased  with  the  new  post -stratification 
scheme.  Members  recognized  the  danger 
of  post-stratification  after  data  had  been 
examined.  This  had  some  bearing  on 
their  general  concerns  regarding  the  loss 
function  analysis. 

Correlation  Bias 

Correlation  bias  was  widely  discussed 
both  internally  and  externally.  Some 
reviewers  noted  that  an  adjustment 
based  on  the  Bureau  of  the  Census 
estimate  of  correlation  bias  would  be 
conservative;  it  would  not  go  far  enough 
in  correcting  the  undercount. 

Other  reviewers  noted  that  at  the 
national  level  there  was  clear  evidence 
of  correlation  bias.  However,  they 
claimed  that  problems  resulted  because 
there  were  no  direct  measures  of 
correlatian  bias  sub-nationally.  It  was 
npl  clear  to  these  reviewers  that  the 
method  of  modeling  correlation  bias  to 
produce  sub-national  estimates  was 
appropriate.  These  reviewers  were  not 


convinced  that  the  adjustment  would 
improve  the  distribution  of  population 
.shares  subnationally.  CAPE  had 
previously  expressed  many  of  these 
same  concerns.  The  general  conclusion 
was  that  correlation  bias  should  be  a 
component  of  total  error.  However, 
there  were  concerns  about  the  methods 
of  estimating  and  allocating  it.  CAPE 
jrequest6d  that  loss  function  analysis  be 
done  with  and  without  correlation  bias. 

Total  Error  Model 

Some  reviewers  viewed  the  total  error 
model  as  being  complete,  and  when 
combined  with  the  loss  function 
analysis  supportive  of  an  adjustment 
One  reviewer  felt  that  the  total  error 
measure  of  correlation  bias  was 
understated  and  a  more  accurate 
measurement  would  favor  adjustment 
more  than  the  current  estimates. 

There  were  others  who  did  not 
believe  that  the  total  error  model 
covered  all  sources  of  error.  They  cited 
sources  of  error  they  felt  were  omitted. 
They  also  felt  many  of  the  sources  of 
error  included  in  the  total  error  model 
were  not  measured  accurately,  and  cited 
specific  ones.  CAPE  discussed  the  total 
error  model  at  great  length.  Members 
felt  that  all  components  of  error  were 
included  except  for  bias  due  to  failure 
of  the  homogeneity  assumption. 
However.  CAPE  could  come  to  no 
agreement  about  the  adequacy  of  the 
levels  of  error  measured.  CAPE 
concluded  to  use  caution  in  evaluating 
the  results  of  the  loss  function  analysis 
since  the  target  numbers  used  as  truth 
were  so  dependent  upon  the  levels  of 
estimated  bias.  The  uncertainty  in  the 
levels  of  estimated  bias  thus  affects  the 
measures  of  accuracy  based  on  these 
target  numbers. 

Loss  Function  Analysis 

Some  reviewers  viewed  the  loss 
function  analysis  as  being  very 
supportive  of  adjustment,  and  that  the 
improvement  indicated  by  the  loss 
function  analysis  was  an 
understatement  because  correlation  bias 
was  underestimated  in  the  total  error 
model. 

Other  reviewers  generally  had  two 
major  sources  of  concern  regarding  the 


loss  function  analysis:  (1)  There  are 
components  of  error  in  the  adjusted 
estimates  that  are  not  included  in  the 
loss  function  analysis,  such  as 
uncertainties  from  failure  of  the 
homogeneity  assumpticn  and  from  the 
choice  of  post-stratiRcation.  (2)  There 
are  concerns  with  the  methods  used  to 
model  the  total  error  estimates  of  bias  to 
create  the  taiget  "truth"  populations. 
One  reviewer  expressed  concerns 
regarding  the  levels  of  significance  for 
the  loss  function  test. 

CAPE  discussed  the  loss  function 
analysis  in  great  detail.  In  particular,  the 
comments  regarding  uncertainty  due  to 
failure  of  the  homogeneity  assumption 
led  to  some  late  research.  In  general. 
CAPE  accepted  the  loss  function  results 
keeping  in  mind  the  caveats  reflected  in 
this  report. 

Other  comments,  which  did  not 
address  the  technical  merits  of  this 
decision  are  summarized  and  available 
as  Appendix  B. 

Public  Hearing 

Testimony  at  the  public  hearing 
August  31, 1992,  came  from  individuals 
and  groups,  mostly  groups,  representing 
both  those  in  favor  of  adjustment  and 
those  against  it  All  presented  reasoned 
arguments  that  I  listened  to  at  the 
hearing  and  have  read  and  weired 
since.  A  summary  of  this  testimony  is 
available  as  Appendix  C:  Public 
Hearing.  August  31. 1992.  Summary  of 
the  Proceedings. 
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|FR  Doa  92-31890  Filed  12-29-92;  11:37 
am) 
.  KUMG  cooc  »\o-cr-m 

Foreign-Trade  Zones  Board 
[Ordwr  No.  618] 

Resolution  and  Order  Approving  the 
Application  of  tlM  Indiana  Port 
Commission  for  Special-Purpose 
Subzone  Status 

Pursuant  to  the  authority  under  in  the 
Foreign-Trade  Zones  Act  of  June  18. 
1934,  as  amended  (19  U.S.C.  81a-61u). 
the  Foreign-Trade  Zones  Board  (the 
Board)  adopts  the  following  Resolution 
and  Order: 

The  Board,  having  considered  the 
matter,  hereby  orders: 

After  consideration  of  the  application  of 
the  Indiana  Fort  Commission,  grantee  of  FTZ 
177,  filed  with  the  Foreign-Trade  Zones 
(FTZ)  Board  (the  Board)  on  October  23, 1991, 
and  amended  on  July  23, 1992,  requesting 
special-purpose  subzone  status  at  the 
pharmaceutical  manufacturing  plant  of  Mead 
Johnson  ft  Company,  in  Evansvilie  and  Mt. 
Vernon,  Indiana,  the  Board,  finding  that  the 
requirements  of  the  Foreign-Trade  Zones  Act 
and  the  Board's  regulations  are  satisfied,  and 
that  the  proposal  is  in  the  public  interest, 
approves  the  application,  as  amended. 

Approval  is  subject  to  the  FTZ  Act  and  the 
FTZ  Board's  regulations  (as  revised,  56  FR 
50790-50808, 10/8/91),  including  section 
400.28.  The  Secretary  of  Commerce,  as 
Chairman  and  Executive  Officer  of  the  Board, 
is  hereby  authorized  to  issue  a  grant  of 
authority  and  appropriate  Board  Order. 

Whereas.  By  an  Act  of  Congress  approved 
June  18  1934,  an  Act  To  provide  for  the 
establishment  of  foreign-trade  zones  in  ports 
of  entry  of  the  United  States,  to  expedite  and 
encourage  foreign  commerce,  and  for  other 
purposes,  as  amended  (19  U.S.C.  81a-81u) 
(the  Act),  the  Foreign-Trade  Zones  Board  (the 
Board)  is  authorized  to  grant  to  corporations 
the  privilege  of  establishing  foreign-trade 
zones  in  or  adjacent  to  U.S.  Customs  jjorts  of 
entry. 

Whereas,  The  Board's  regulations  (15  CFR 
part  400)  provide  for  the  establishment  of 
special-purpose  subzone*  when  existing  zone 
facilities  cannot  serve  the  specific  use 
involved; 

Whereas.  An  application  from  the  Indiana 
Port  Commission,  grantee  of  Foreign-Trade 
Zone  177,  for  authority  to  establish  a  special- 
purpose  subzone  fcff  the  pharmaceutical  and 


nutritional  products  manufacturing  plant 
(four  sites)  of  Mead  Johnson  ft  Company,  in 
Evansvilie  and  Mt.  Vemon,  Indiana,  was 
filed  by  the  Board  on  October  23, 1991,  and 
notice  was  given  in  the  Federal  Register  on 
November  1. 1991  (FTZ  Dociiet  64-91,  56  FR 
56186); 

Whereas.  The  application  was  amended  on 
July  23,  1992  (56  FR  33318,  7/28/92)  to  add 
two  sites;  and. 

Whereas,  The  Board  has  found  that  the 
requirements  of  the  Act  and  the  Board's 
regulations  are  satisfied  and  that  the 
proposal,  as  amended,  is  in  the  public 
interest; 

Now,  Therefore,  The  Board  hereby 
authorizes  the  establishment  of  a  subzone 
(Subzone  177A)  for  the  manufacture  of 
pharmaceutical  and  nutritional  products  at 
the  Mead  Johnson  ft  Company  facilities  in 
Evansvilie  and  Mt.  Vemon,  Indiana,  at  the 
locations  described  in  the  application,  as 
amended,  subject  to  the  FTZ  Act  and  the 
Board's  regulations  (as  revised,  56  FR  50790- 
50808. 10-8-91).  including  section  400.28. 

Signed  at  Washington,  DC,  this  21st  day  of 
December  1992,  pursuant  to  Order  of  the 
Board. 

Alan  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman,  Committee  of 
Alternates.  Foreign-Trade  Zones  Board. 

Attest: 

lolm  |.  Da  Ponte,  |r.. 

Executive  Secretary. 

|FR  Doc.  92-31886  Filed  12-31-92;  8:45  am) 
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[Order  No.  610] 

Resolution  and  Order  Approving  With 
Restrictions  Extension  o<  Subzone 
Status;  Foreigrt-Trade  Zone  Subzones 
44B,  44C,  and  44D 

Pursuant  to  the  authority  granted  in 
the  Foreign-Trade  Zones  Act  of  June  IB, 
1934.  as  amended  (19  U.S.C.  81a-«lu), 
the  Foreign-Trade  Zones  Board  (the 
Board)  adopts  the  following  Resolution 
and  Order. 

The  Board,  having  considered  the 
matter,  hereby  orders: 

After  consideration  of  the  application  of 
the  Department  of  Commerce  and  Economic 
Development  of  the  State  of  New  Jersey, 
grantee  of  Foreign-Trade  Zone  44,  Mt.  Olive, 
New  Jersey,  filed  with  the  Foreign-Trade 
Zones  (FTZ)  Board  (the  Board)  on  Octol)er 


23, 1992,  requesting  a  time  extension  for  FTZ 
Subzones  44B,  44C,  and  44D  (FTZ  Board 
Order  366, 12/1/87),  located  in  the  northern 
New  Jersey  area,  adjacent  to  the  New  York 
Customs  port  of  enby,  the  Board,  finding  that 
the  requirements  of  the  FTZ  Act  and  the 
Board's  regulations  would  be  satisfied  and 
that  the  proposal  would  be  in  the  public 
interest  if  the  extension  were  approved  for 
five  years  (to  12/1/97),  subject  to  the 
conditions  contained  in  Board  Order  366, 
hereby  approves  a  time  extension  for  said 
subzones  to  December  1, 1997,  subject  to  the 
conditions  below.  • 

The  approval  is  subject  to  the  FTZ  Act  and 
the  FTZ  Board's  regulations  (as  revised,  56 
FR  50790-50808, 10/8/91),  including  section 
400.28,  and  further  subject  to  the  following 
conditions: 

1.  Authority  for  the  subzones  may  be 
further  extended  after  a  review  by  the  Board; 

2.  Foreign  merchandise  admitted  into  the 
subzones  shall  be  monitored  annually  to 
ensure  that  zone  procedures  do  not  cause 
increased  imports;  and, 

3.  IFF  shall  provide  the  FTZ  Board  and  the 
District  Director  of  Customs  annually  with  a 
list  of  merchandise  admitted  to  the  subzones 
in  nonprivileged  foreign  status. 

Signed  at  Washington.  DC,  this  21st  day  of 
December.  1992,  pursuant  to  Order  of  the 
Board. 

Alan  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman,  Committee  of 
Alternates,  Foreign-Trade  Zones  Board. 
Attest: 

John  ).  Da  Ponte,  Jr., 
Executive  Secretary. 
jFR  Doc.  92-31887  Filed  12-31-92;  845  am) 
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{Docket  37-92] 

Foreign-Trade  Zone  39— Oailas/Fort 
Worth,  TX;  Application  for  Subzone, 
Sanden  International  (U.S.A.),  Inc., 
Auto  Air  Conditioner  Manufacturing 
Plant,  Wylie,  TX 

An  application  has  been  submitted  to 
the  Foreign-Trade  Zones  Board  (the 
Board)  by  the  DFW  International  Airport 
Board,  grantee  of  FTZ  39,  requesting 
special-purpose  subzone  status  for  the 
automotive  air  conditioner 
manufacturing  plant  of  Sanden 
International  (U.S.A.),  Inc.  (Sanden) 
(subsidiary  of  Sanden  Corporation, 
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Japan),  located  in  Wylie,  Texas.  The 
application  was  submitted  pursuant  to 
the  provisions  of  the  Foreign-Trade 
Zones  Act,  as  amended  (19  U.S.C.  81a- 
81u),  and  the  regulations  of  the  Board 
(IS  CFR  part  400).  It  was  formally  filed 
on  December  21. 1992. 

The  Sanden  plant  (437.000  sq.-ft. 
bldg.  on  95  acres)  is  located  at  601 
South  Sanden  Boulevard  in  Wylie 
(Collin  County),  some  24  miles 
northeast  of  downtown  Dallas.  The 
Facility  (34S  employees)  is  used  to 
produce  air  conditioning  compressors, 
evaporator  coils,  and  related 
components  for  use  in  motor  vehicles 
and  heavy  equipment.  The 
manufacturing  process  involves 
machining  and  assembly  of 
compressors,  clutches,  and  evaporator 
coils.  Certain  subcomponents  are 
sourced  from  abroad,  including  clutch 
assemblies,  heat  insulators,  electrical 
switches,  coil  covers,  fan/motor 
assemblies,  gaskets,  and  labels  (duty 
rata  range:  3.4%-6.2%).  Such 
subcomponents  represent  some  54 
percent  of  the  finished  compressors' 
value  and  20  percent  of  the  evaporator 
coils'  value. 

Zone  procedures  would  exempt 
Sanden  from  Customs  duty  payments  on 
the  foreign  parts  used  in  export 
production.  On  its  domestic  sales,  the 
firm  would  be  able  to  choose  the  duty 
rata  that  applies  to  finished  compressors 
(3.4%)  and  evaporator  coils  (2.2%)  for 
the  foreign  material  inputs  noted  above. 
If  the  products  are  shipped  to  auto 
assembly  plants  with  subzone  status, 
the  compressors  would  be  subject  to  the 
finished  auto  duty  rate  (2.5%).  Foreign 
status  merchandise  and  finished 
components  made  for  export  would  also 
be  exempt  from  certain  state  and  local 
ad  valorem  taxes.  The  application 
indicates  that  the  savings  will  help  * 
improve  the  plant's  international 
competitiveness. 

In  accordance  with  the  Board's 
regulations  (as  revised,  56  FR  50790- 
50808, 10-8-91).  a  member  of  the  FTZ 
StafT  has  been  appointed  examiner  to 
investigate  the  application  and  report  to 
tha  Board. 

Public  comment  on  the  application  is 
inti|ited  from  interested  parties. 
Submissions  (original  and  three  copies) 
shall  be  addressed  to  the  Board's 
Executive  Secretary  at  the  address 
below.  The  closing  period  for  their 
receipt  is  March  5, 1993.  Rebuttal 
comments  in  response  to  material 
submitted  during  the  foregoing  period 
may  be  submitted  during  the  subsequent 
15<day  period  March  22, 1993. 

A  copy  of  the  application  and  the 
accompanying  exhibits  will  be  available 


for  public  inspection  at  each  of  the 

following  locations: 

U.S.  Department  of  Commerce  District 

Office,  World  Trade  Center,  suite  170. 

2050  N.  Stemmons  Freeway.  Dallas. 

Texas  75242-0787. 
Office  of  the  Executive  Secretary. 

Foreign-Trade  Zones  Board.  U.S. 

Department  of  Commerce,  room  3716. 

14th  Street  k  Constitution  Avenue. 

NW..  Washington.  DC  20230. 

Dated:  December  22, 1992. 
|ohn).  DaPonte.'|r..  | 

Executive  Secretary. 
IFR  Doc.  92-31888  Filed  12-31-92;  8:45  ami 
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International  Trade  Administration 

[A-834-804,  A-621-804.  A-B23-804] 

Affirmative  Preliminary  Determinationa 
of  Critical  Circumstances:  Ferrosilicon 
From  Kazaktistan,  ttte  Russian 
Federation,  and  Ukraine 

agency:  Import  Administration. 
International  Trade  Administration, 
Department  of  Commerce. 
EFFECTIVE  DATE:  January  4, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kimberly  Hardin,  Office  of 
Antidumping  Investigations,  Import 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW..  Washington.  DC  20230: 
telephone  (202)  482-0371. 
PRELIMINARY  DETERMINATION:  On  July  14, 
1992,  petitioners  alleged  that  critical 
circumstances  exist  with  respect  to 
imports  of  ferrosilicon  from  Kazakhstan, 
the  Russian  Federation,  and  Ukraine. 
The  Department  of  Commerce  (the 
Department)  published  its  preliminary 
determinations  of  sales  at  less  than  fair 
value  in  these  investigations  on 
December  29, 1992,  but  inadvertently 
omitted  its  critical  circumstances 
analysis  frt)m  those  determinations. 

Section  7^3(e)(l)  of  the  Act  provides 
that  the  Department  will  preliminarily 
determine  that  critical  circumstances 
exist  if  we  determine  that  there  is  a 
.reasonable  basis  to  believe  or  suspect 
that: 

(A)(i)  There  is  a  history  of  dumping  in 
the  United  States  or  elsewhere  of  the 
class  or  kind  or  merchandise  which  is 
the  subject  of  the  investigation,  or 

(ii)  The  person  by  whom,  or  for  whose 
account,  the  merchandise  was  imported 
knew  or  should  have  known  that  the 
exporter  was  selling  the  merchandise 
which  is  the  subject  of  the  investigation 
at  less  than  its  fair  value,  and 

(B)  There  have  been  massive  imports 
of  the  class  or  kind  of  merchandise 


which  is  the  subfect  of  the  investigation 
over  a  relatively  short  period. 

Regarding  criterion  (A)  above,  we 
normally  consider  either  an  outstanding 
antidumping  order  in  the  United  S\|ates 
or  elsewhere  on  the  subject 
merchandise,  or  margins  of  25  percent 
or  more  in  the  case  of  purchase  price, 
and  15  p>ercent  or  more  in  the  case  of 
exporter  sales  price,  comparisons 
sufficient  to  impute  knowledge  of 
dumping  under  section  733(e)(1)(A)  of 
the  Act.  Since  the  preliminary  dumping 
margins  for  all  exporters  of  ferrosilicon 
from  Kazakhstan,  the  Russian 
Federation.  €md  Ukraine,  ere  in  excess 
of  25  percent,  we  can  impute  knowledge 
under  section  733(e)(l/(A)  of  the  Act. 

Pursuant  to  19  CFR  353.16(f),  we 
generally  consider  the  following  factora 
in  determining  whether  imports  have 
been  massive  over  a  short  period  of 
time:  (1)  The  volume  and  value  of  the 
imports;  (2)  seasonal  trends  (if 
applicable):  and  (3)  the  share  of 
don^estic  consumption  accounted  for  by 
imports. 

Regarding  criterion  (B)  above,  because 
we  did  not  receive  adequate 
questionnaire  responses  from  any  party 
in  Kazakhstan,  the  Russian  Federation, 
or  Ukraine,  we  based  oxir  preliminary 
determinations  on  best  information 
available  (BIA).  Because  we  did  not 
receive  adequate  questionnaire     • 
responses,  we  determine  that  imports 
were  massive  over  a  relatively  short 
period  of  time  based  on  BIA. 
Accordingly,  we  preliminarily  find  that 
critical  circumstances  do  exist  in  these 
investigations. 

We  will  announce  the  final 
determinations  of  critical  circumstances 
along  with  the  final  antidumping 
determinations  in  these  investigations 
on  March  3, 1992. 

Suspension  of  Liquidation 

In  accordance  with  section  733ie)(2) 
of  the  Act.  we  are  instructing  the 
Customs  Service  to  suspend  liquidation 
of  all  entries  of  ferrosilicon  frt;ra 
Kazakhstan,  the  Russian  Federation,  and 
Ukraine,  that  are  entered,  or  withdrawn 
on  or  after  August  30, 1992.  which  is  90 
days  prior  to  December  29. 1992.  the 
date  of  publication  of  the  preliminery 
determinations. 

rrc  Notification 

In  accordance  wiih  section  733(.*)  of 
the  Act.  we  have  notified  the  ITC  of  our 
determinations. 

Public  Comment 

Comments  regarding  these 
preliminary  critical  circumstances 
determinations,  if  any,  should  be 
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included  in  the  case  briefs,  which  are 
currently  due  on  February  5. 1983. 

These  detwminations  are  published 
pursuant  to  section  733(0  of  the  Act  and 
19  CFR  353.1 5(aK4)- 

Dated:  December  24, 1992. 
AlaaMDunn, 
Assistttttt  Seavtaiyfor  Import 
Administration. 

IFR  Doc  92-31924  FiM  12-31-92: 8:45  an) 
•UJNG  COOK  Mie-oa-M 

Industrial  PhoaplwHc  Add  From 
BalgKim;  Datarmlnrtlon  Not  To  Rovoto 
ttw  Antidumping  Duly  Order 

AGENCY:  Intamational  Trade 
Administration/Import  Administration, 
Department  of  Commerce. 
ACTKM:  Notice  of  determination  not  to 
revoke  the  antidumping  order. 

SUMMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its 
determination  not  to  revoke  the 
antidumping  duty  order  on  industrial 
phosphoric  add  from  Belgium. 
EFFECTTVE  OATE:  January  4, 1993. 
RW  FURTHER  INFORMATION  CONTACT: 
John  Kugelman.  Office  erf  Antidumping 
Compliance.  International  Trade 
Administration.  VS.  Department  of 
Commerce.  Washington.  DC.  20230; 
telephone:  (202)  482-3601. 
SUPPIEMDITARV  MKWMATION:  The 
Department  of  Commerce  (the 
Department)  may  revoke  an 
antidumping  duty  order  or  finding, 
pursuant  to  §  353.25(d)(4)  of  the 
Department's  regulations,  if  no 
interested  party  has  reouested  an 
administrative  review  tor  five 
consecutive  annual  anniversary  mcmths 
and  no  interested  party  objects  to  the 
revocation  (19  CFR  353.25(d)(4)(iii) 
(1992)).  We  had  not  received  a  request 
to  conduct  an  administrative  review  of 
the  antidumping  duty  order  on 
industrial  phosphiHic  add  from 
Belgium  (52  FR  31439.  August  20. 1987) 
for  the  last  four  consecutive  annual 
anniversary  months.  Therefore, 
pursuant  to  §  353.25(dK4)(i)  of  the 
Department's  regulations,  on  November 
27. 1992.  we  published  in  the  Federal 
Register  a  notice  of  intent  to  revoke  the 
order  and  served  written  notice  of  the 
intent  to  revoke  to  each  interested  (>arty 
on  the  Department's  service  UsL 

On  December  7, 1992,  FMC 
Corporation  and  Monsanto  Company, 
the  petitioners  in  the  original 
antidumping  investigation,  objected  to 
our  intent  to  revoke  this  antidumping 
duty  order.  Therefore,  because 
interested  parties  have  ol^ectad  to  the 


revocation,  we  no  longer  intend  to 
revoke  this  antidumping  duty  order. 

Dated:  DMsembar  24. 1992. 
laMph  A.  SiMftrlBi. 

Deputy  Auistaat  Secretary  for  Compliance. 
IFR  Doc  92-31925  Filed  12-31-92;  9:45  am] 
BNJjNacooe  ano-ae-M 


[A-79t-6021 

Low-fuming  Brazing  Coppar  WIra  and 
Rod  From  South  Africa;  Intent  To 
Ravoka  Antidumping  Duty  Ordar 

AGENCY:  Intwnational  Trade 
Administration/Imp<Bl  Administration. 
Department  of  Commerce. 
ACTION:  Notice  of  intent  to  revoke 
antidumping  duty  order. 

SUMMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its  intent  to 
revoke  the  antidumping  duty  order  on 
low-fuming  brazing  copper  wire  and  rod 
from  South  Africa.  Interested  parties 
who  object  to  this  revocation  must 
submit  their  comments  in  wniting  no 
later  than  January  31, 1993. 
EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  John 
Kugelman.  Office  of  Antidiunping 
Compliance,  International  Trade 
Administration.  U.S.  Dqwrtment  of 
Commerce.  Wi»hington.  DC  20230. 
telephooe:  (202)  482-3601. 

SUPfl^NCNTARV  aiFORMATION: 

Background 

On  January  29. 1986.  the  Department 
of  Commwce  (the  Dep«tment) 
published  an  antidumping  duty  order 
on  low-fuming  brazing  copper  wire  and 
rod  from  South  Africa  (51  FR  3640).  The 
Department  has  not  received  a  request 
to  conduct  an  administrative  review  of 
this  order  for  the  meet  recent  four 
consecutive  annual  anniversary  mcmths. 

The  Department  may  revoke  an 
antidumping  duty  order  or  finding  if  the 
Secretary  of  Commerce  concludes  that  it 
is  no  longer  of  intoest  to  interested 
parties.  Accordingly,  as  required  by 
§  353.25(d)(4)  of  the  Department's 
regulations,  we  are  notifying  the  public 
of  our  intent  to  revoke  this  antidumping 
duty  order. 

Opportunity  to  Object 

No  later  than  January  31, 1993, 
interested  parties,  as  defined  in 
S  353.2(k)  of  the  Departmoat's 
regulations,  may  object  to  the 
Department's  intent  to  revoke  this 
antidumping  duty  order. 

Seven  copies  of  any  such  objections 
should  be  submitted  to  the  Assistant 
Secretary  for  Import  Administration, 


International  Trade  Administration, 
room  B-009,  US.  Department  of 
Commerce.  Washington,  DC  20230. 

If  intereostod  parties  do  not  request  an 
administrative  review  in  accordance 
with  the  Department's  notice  of 
opportunity  to  request  administrative 
review,  or  object  to  the  Department's 
intent  to  revoke  by  January  31, 1993,  we 
shall  conclude  that  the  order  is  no 
longer  of  interest  to  interested  parties 
and  shall  proceed  with  the  revocation. 

This  notice  is  in  accordance  with  19 
CFR  3S3.25(d)(4)(i). 

Dated:  December  23, 1992. 
Joaaph  A.  Spetrinia 

Depu  ty  Assistant  Seaekayfor  Comipliance. 
(FR  Doc  92-31982  FiM  12-31-«2:  8:45  mn\ 
■NAJNa  COOK  3sta-se-M 

[A-583-6031 

Stalnlasa  Steal  CooMng  Ware  From 
Taiwan;  Intent  to  Ravoka  Antidumping 
DutyOrdM' 

AGENCY:  International  Trade 
Administration/Import  Administration 
Department  of  Conunerce. 
ACTION:  Notice  of  intent  to  revtdie 
antidumping  duty  order. 

StWMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its  intent  to 
revoke  the  antidumping  duty  order  on 
stainless  steel  cookiiag  ware  from 
Taiwan.  Interested  parties  who  object  to 
this  revocation  must  submit  their 
comments  in  writing  no  later  than 
January  31. 1993. 
EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
John  Kugelman,  Office  of  Antidumping 
Compliance,  Intematiaoal  Trade 
Administration,  U.S.  Department  of 
Commerce.  Washington.  DC  20230, 
telephone:  (202)  482-3601. 

SUPPLEMENTARY  MFORMATION: 
Background 

On  January  20, 1987,  the  Department 
of  Commerce  (the  Department) 
published  an  antidumping  duty  order 
on  stainless  steel  cooking  ware  from 
Taiwan  (52  FR  2138).  The  Department 
has  not  received  a  request  to  conduct  an 
administrative  review  of  this  order  for 
the  most  recent  four  consecutive  annual 
anniversary  months. 

The  Department  may  revoke  an 
antidumping  duty  order  or  finding  if  the 
Secretary  of  Commerce  concludes  that  it 
is  no  longer  of  interest  to  interested 
parties.  Accordingly,  as  required  by 
§  353.25(d)(4)  of  the  Department's 
regulations,  we  are  notifying  the  pubUc 
of  our  intent  to  revoke  this  antidiimping 
duty  order. 


Federal  Register  /  Vol.  58,  No.  1  /  Monday,  January  4,  1993  /  Notices 


81 


Opportunity  to  Obfect 

No  later  than  January  31, 1993, 
interested  parties,  as  defined  in 
§  353.2(k)  of  tlie  Department's 
regulations,  may  object  to  the 
Department's  intent  to  revoke  this 
antidumping  duty  order. 

Seven  copies  of  any  such  objections 
should  be  submitted  to  the  Assistant 
Secretary  for  Import  Administration, 
International  Trade  Administration, 
room  B-099,  U.S.  Department  of 
Commerce,  Washington,  DC  20230. 

If  interested  parties  do  not  request  an 
administrative  review  in  accordance 
with  the  Department's  notice  of 
opportunity  to  request  administrative 
review,  or  object  to  the  Department's 
intent  to  revoke  by  January  31, 1993,  we 
shall  conclude  that  the  order  is  no 
longer  of  interest  to  interested  parties 
and  shall  proceed  with  the  revocation. 

This  notice  is  in  accordance  with  19 
CFR  353.25(d)(4)(i). 

Dated:  December  23. 1992. 
loseph  A.  Spetrini, 

Deputy  Assistant  Secretary  for  Compliance. 
IFR  Dcx:.  92-31883  Filed  12-31-«2;  8:45  ami 

BaiMGCOOE  3fie-OS-H 


CA-588-8231 

Preliminary  Determina^ona  of  Salea  at 
Lesa  Tlian  Fair  Vaiua  and 
Postponement  of  Final  Determinationa 
of  Sales  at  Less  Than  Fair  Value: 
Professional  Electric  Cutting  Tools  and 
Professional  Electric  Sartding/Grinding 
Tools  from  Japan 

AGENCY:  Import  Administration, 
International  Trade  Administration. 
Department  of  Commerce. 
EFFECTIVE  DATE:  January  4, 1993. 
FOR  FURTHER  INFORUATKM  CONTACT: 
Brian  Smith,  Office  of  Antidumping 
Investigations,  Import  Administration, 
International  Trade  Administration, 
U.S.  Department  of  Commerce,  14th 
Street  and  Constitution  Avenue,  NW., 
Washington,  DC  20230;  telephone:  (202) 
482-1766. 

PREUMINARY  DETERMINATIONS:  The 
Department  of  Commerce  ("the 
Department")  preliminarily  determines 
that  professional  electric  cutting  tools 
(PECTs)  and  professional  electric 
sanding/grinding  tools  (PESGTs)  ht>m 
Japan  are  being,  or  are  likely  to  be,  sold 
in  the  United  States  at  less  than  fair 
value  (LTFV).  as  provided  in  section 
733  of  the  Tariff  Act  of  1930.  as 
amended  (the  Act).  The  estimated 
margins  are  shown  in  the  "Suspension 
of  Liquidation"  section  of  this  notice. 
Also,  the  Department  preliminarily 


finds  that  critical  circumstances  do  not 
exist. 

Case  History 

Since  these  investigations  were 
initiated  on  June  18, 1992,  (57  FR  28483 
June  25, 1992),  the  following  events 
have  occurred: 

On  July  2,  Ryobi,  a  Japanese  exporter 
of  subject  merchandise,  submitted  a 
letter  of  appearance.  On  July  7,  Hitachi 
did  the  same. 

On  July  13,  the  U.S.  International 
Trade  Commission  (ITC)  issued  an 
afHrmative  preliminary  injury 
determination. 

On  July  14,  the  Department  presented 
Section  A  of  the  antidumping  duty 
questionnaire  to  Makita  Corporation, 
Makita  U.S.A.,  Inc.,  and  Makita 
Corporation  of  America  (Makita).  Makita 
accounted  for  at  least  60  percent  of  the 
exports  of  PECTs  and  PESGTs  to  the 
United  States. 

On  July  28.  Makita  submitted  its 
Section  A  response.  On  July  31.  Makita 
requested  the  Department  to  use  third 
country  sales  as  a  basis  for  foreign 
market  value  (FMV).  On  August  10,  the 
Department  determined  that  the  home 
market  was  viable  and  therefore  denied 
Makita's  request  to  use  its  tliird  country 
sales  as  a  basis  for  FMV. 

Also  on  August  10,  after  considering 
comments  submitted  by  two  interested 
parties,  we  issued  a  decision 
memorandum  regarding  the  instructions 
for  selecting  similar  merchandise.  These 
instructions  were  included  with 
Sections  B  and  C  of  the  antidumping 
questionnaire  which  was  presented  to 
Makita  on  August  11. 1992.  On  August 
20.  we  issued  to  Makita  a  Section  A 
deficiency  letter.  On  September  3. 
Makita  submitted  its  deficiency 
response. 

On  September  30,  the  Department    . 
postponed  the  preliminary 
determinations  until  December  28, 1992 
(57  FR  46148  October  7.  1992).  On 
October  5,  Makita  submitted  its 
response  to  Sections  B  and  C  of  the 
antidumping  questionnaire. 

The  Department  issued  supplemental 
sales  questionnaires  to  Makita  in 
October  and  November,  1992.  Makita 
submitted  the  responses  to  these 
supplemental  questionnaires  in 
November  1992. 

On  December  2,  petitioner.  Black  & 
Decker,  alleged  that  critical 
circumstances  exist  with  respect  to 
imports  of  PECTs  and  PESGTs  bom 
Japan.  Petitioner  requested  that  the 
Department  collect  critical 
circumstances  data  from  Makita,  Ryobi. 
and  Hitachi. 

On  December  8,  the  Department,  in 
order  to  reach  a  critical  circumstances 


determination,  requested  that  Makita 
furnish  shipment  data  concerning  its 
exports  of  PECTs  and  PESGTs  to  the 
United  States  for  the  last  two  years.  As 
only  Makita  is  designated  as  a 
mandatory  respondent  in  these 
investigations,  we  did  not  solicit  this 
data  from  Ryobi  and  Hitachi.  On 
December  9,  the  Department  issued 
questions  to  Makita  concerning  some  of 
its  proposed  model  matches. 

(Dn  December  10,  Makita  requested 
that,  in  the  event  of  affirmative 
preliminary  determinations  in  these 
investigations,  the  Department  postpone 
the  final  determinations  to  105  days 
after  the  date  of  the  publication  of  the 
affirmative  preliminary  determinations. 
See  the  "Postponement  of  Final 
Determinations"  section  of  this  notice. 

On  December  14,  Makita  provided  an 
explanation  for  those  model  matches 
identified  in  the  Department's  December 
9,  letter. 

On  December  16,  Makita  submitted 
replacement  home  market  databases  in 
response  to  a  Department  request.  These 
databases  were  submitted  too  late  to  be 
considered  in  these  preliminary 
determinations.  In  addition,  petitioner 
submitted  comments  after  December  4, 
which  were  not  considered  in  the 
preliminary  determinations. 

On  December  18, 1992,  Makita  alleged 
that  petitioner  did  not  have  standing  to 
seek  on  behalf  of  the  U.S.  industry  relief 
fit>m  imports  of  the  subject  merchandise 
from  Japan.  This  allegation  was 
submitted  too  late  to  be  considered  in 
the  preliminary  determinations.  On 
December  22.  Makita  submitted  its 
shipment  data.  j 

Scope  of  Investigations 

In  the  notice  of  initiations  of  these 
investigations,  the  Department  invited 
interested  parties  to  comment  on  their* 
scope.  We  received  comments  from  four 
parties,  Makita,  Ryobi.  Hitachi,  and 
Black  &  Decker,  on  September  4.  On 
September  17,  we  requested  additional 
information  fit>m  the  four  parties.  On 
October  13,  we  received  their  replies. 
On  November  13,  the  Department 
requested  product  characteristic  data 
from  the  three  Japanese  parties  end 
certain  clarifying  information  from 
Black  &  Decker.  We  received  replies 
from  the  four  parties  by  November  27. 

Having  considered  the  comments  of 
all  parties,  the  Department  preliminarily 
defines  the  scopes  of  these  proceedings 
as  follows  (See  Memorandum  to  Richard 
W.  Moreland.  Acting  Deputy  Assistant 
Secretary.  December  28. 1992.  for  more 
details).  These  investigations  cover  two 
classes  or  kinds  of  merchandise.  PECTs 
and  PESGTs.  The  tools  may  be 
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assembled  or  unassembled  and  corded 

or  cordless. 

•  The  term '^electric"  encompasses 

electromedianical  devices,  including 
tools  with  electronic  variable  speed 

features. 

•  The  term  "assembled"  includes 

unfinished  or  incomplete  articles, 
which  have  the  essential  characteristics 
of  the  finished  or  complete  tool. 

•  The  term  ''unassembled"  means 
components,  which  when  taken  as  a 
whole,  can  be  converted  into  the 
finished  or  unfinished  or  incomplete 
tool  through  simple  assembly 
operations,  e.g.,  kits. 

PECTs  have  blades  ornther  cutting 
devices  used  for  cutting  wood,  metal, 
and  othw  materials.  PECTs  include 
chop  saws,  circular  saws,  )ig  saws, 
reciprocating  saws,  miter  saws,  portable 
bend  saws,  cut-off  machines,  shears, 
nibblers.  planers,  routers,  joiners, 
jointers,  metal  cutting  saws,  and  similar 
cutting  tools.  PESGTs  have  moving 
abrasive  surfaces  used  primarily  for 
grinding,  scraping,  clewing,  d^urring, 
and  polishing  wood,  metal,  and  other 
materials.  PESGTs  include  angle 
grinders,  finishing  senders,  disc 
senders,  orbital  senders,  belt  senders, 
polishers,  straight  grinders,  die  grinders, 
and  similar  saiiding/grinding  tools. 

The  products  subject  to  these 
investigations  include  all  hand-held 
PECTs  and  PESGTs  and  certain  bench- 
top,  hand-operated  PECTs. 

•  Hand-operated  tools  are  designed  so 
that  only  the  functitHial  or  moving  pert 
is  held  and  moved  by  hand  while  in 
use,  the  vrhole  being  designed  to  rest  on 
a  table  top.  bench,  or  other  surface. 

•  Bencn-top  tools  are  small  stationary 
tools  that  can  be  mounted  or  placed  on 
a  table  or  bench.  They  are  generally 
distinguishable  from  other  stationary 
tools  by  size  and  ease  of  movement. 

The  scope  of  the  PECT  investigation 
includes  only  the  following  bendi-top. 
hand-operated  tools:  cut-off  saws;  PVC 
saws;  chop  saws;  cut-off  machines, 
currently  classifiable  under  suUieading 
8461  of  the  Harmonized  Tariff  Schedule 
of  the  United  States  (HTSUS);  all  types 
of  miter  saws,  including  slide 
compound  saws,  currently  classifiable 
under  subheading  8465  of  the  HTSUS; 
and  band  saws  with  detachable  bases, 
also  currently  classifiable  under 
subheading  8465  of  the  HTSUS.  The 
PECT  and  PESCT  investigations  do  not 
include: 

•  Professional  electric  drilling/ 
fastening  tools; 

•  Lawn  and  garden  tools; 

•  Heat  guns; 

•  Paint  and  wallpaper  strippers;  and 

•  Chain  saws,  currently  classifiable 
under  subheading  8508  of  the  HTSUS. 


Parts  or  components  of  PECTs  and 
PESGTs  when  they  are  imported  as  kits, 
or  as  accessories  imported  together  with 
covered  tools  are  included  within  the 
scope  of  these  investigations. 

"Corded"  and  "cordless*  consumer 
electric  cutting  tools  and  consumer 
electric  sanding/grinding  tools  are  not 
included  within  the  scope  of  these 
investigations.  "Corded"  c<msumer 
electric  power  tools  (CEPTs),  which  are 
driven  by  electrical  current  passed 
through  a  power  ccwd.  are.  for  purposes 
of  these  investigations,  defined  as  power 
tools  which  have  at  least  five  of  the 
following  seven  characteristics: 

(1)  The  predominant  use  of  sleeve  or 
plain  bearings  (i.e.,  a  majority  or  greater 
number  of  the  bearings  in  the  tool  are 
sleeve  or  plain  bearings); 

(2)  Spur  or  straight  bevel  gearing; 

(3)  A  thermo-plastic  jacketed  power 
supply  cord  with  a  length  of  less  than 
eight  feet; 

(4)  A  power  supply  cord  restrained  by 
a  moldfld-on  cord  protector; 

(5)  The  absence  of  user-serviceable 
motor  brushes: 

(6)  The  predominant  use  of  non-heat 
treated  transmission  parts  (i.e.,  a 
majority  or  greater  number  of  the 
transmission  parts  in  the  tool  are  not 
heat  treated);  and 

(7)  The  presence  of  only  one  coil  per 
slot  armature.  If  a  "corded"  CEPT 
possesses  only  six  of  the  seven 
characteristics,  then  the  tool  must  have 
at  least  four  of  the  six  characteristics. 

"Cordless"  CEPTS  are  distinguishable 
from  professional  electric  "cordless" 
tools  by  voltage.  We  preliminarily  find 
that  the  voltage  of  "cordless"  CEPTs 
does  not  excMd  7.2  vohs. 

We  have  examined  the  comments  of 
all  parties  in  reaching  these  preliminary 
determinations.  Nonetheless,  given  the 
compUcated  nature  of  these  issues,  we 
invite  all  parties  to  comment  on  our 
preliminary  determination  of  the  scope 
of  these  proceedings.  We  are  especially 
interested  in  comments  regarding 
criteria  defining  "corded"  professional 
power  tools,  rather  than  "corded" 
CEPTs,  and  additional  criteria  that 
should  be  considered  in  distinguishing 
professional  and  consumer  cordless 
tools.  Such  comments  should  be 
submitted  to  the  Department  not  later 
than  February  1. 1993. 
PECTs  are  currently  classifiable  under 
« the  following  subheadings  of  the 
IHTSUS:  8508.20.00.20,  8508.20.00.70. 
'8508.20.00.90,  8461.50.00.20, 
8465.91.00.35,  8508.80.00.55  and 
8508.80.00.65.  PESGTs  are  currently 
classifiable  under  the  follotying 
subheadings  of  the  HTSUS: 
8508.80.00.10,  8508.80.00.15, 
8508.80.00.25.  8308.80.00.35,  and 


8508.80.00.90.  Ahhou^  the  HTSUS 
subheadings  are  provided  for 
convenience  and  customs  purposes,  our 
written  descriptions  of  the  scopes  of 
these  proceedings  are  dispositive. 

Period  of  InveatigatioBS 

The  period  of  these  investigations 
(POO  is  from  December  1, 1991,  through 
May  31, 1992. 

Such  or  Similar  Coin{iarisons 

We  made  fair  value  comparisons, 
using  the  following  such  or  similar 
categories  for  PECTr 

(1)  Circular  saws  and  hypoid  saws; 

(2)  Hand-held  jig  saws  and  hand-held 
scroll  saws; 

(3)  Hand-held  reciprocating  saws; 

(4)  Hand-operated  cut-off  saws,  PVC 
saws,  and  chop  saws; 

(5)  Hand-held  band  saws; 

(6)  Hand-held  metal  cutting  saws; 

(7)  Hand-held  cutter  saws,  angle 
cutters,  and  cut-off  machines; 

(8)  Hand-held  planers; 

(9)  Hand-held  trimmers  and  routers; 

(10)  Hand-held  shears  and  nibblers; 

(11)  and  Hand-held  joiners  and 
jointers; 

(12)  Groove  cutters;  and 

(13)  Other  miscellaneous  groupings. 
We  made  fair  value  comparisons 

using  the  following  such  or  similar 
categories  for  PESGTs: 

(1)  Orbital  and  random  orbit  finishing 
Sanders; 

(2)  Beh  Sanders; 

(3)  Wheel  senders; 

(4)  Disc  Sanders  and  disc  polishers; 

(5)  Angle  grinders,  disc  grinders, 
angle  sanders,  and  angle  polishers; 

(6)  Straight  grinders  and  die  grinders; 
and 

(7)  Other  miscellaneous  groupings. 
We  based  all  product  comparisons  in 

the  U.S.  and  home  markets  on  sales  of 
similar  merchandise  only  because 
identical  merchandise  was  not  sold  in 
both  markets.  We  selected  similar 
merchandise  by  applying  the  following 
criteria  in  descending  order  of 
importance: 

(1)  Configuration; 

(2)  Corded  vs.  cordless; 

(3)  Capacity; 

(4)  Power, 

(5)  Speed; 

(6)  Housing  material;  and 

(7)  Size. 

In  examining  Makita's  model 
matches,  we  noted  that  they  did  not 
conform  to  the  instructions  contained  in 
the  questionnaire.  On  December  8, 1992, 
we  informed  Makita  of  these  problems, 
and  on  December  14, 1992.  Makita 
replied  that  it  had  applied  the  "Power" 
criteria  using  volts  and  amps,  rather 
than  the  watts  figure  contained  in  their 
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catalogues.  However,  we  contimied  to 
find  mismatched  producta,  unaffected 
by  Makita's  e^qilanaticm.  These 
misntatchei  are  not  great  in  number,  nor 
do  they  foUow  a  conugtent  pattern.  We 
have  matched  these  products  correctly 
and  this  issue  will  be  a  ibcus  of  our 
verification. 

In  additicm,  we  excluded  sales  made 
of  one  U.S.  PESGT  model  fi-om  our 
analysis  and  certain  other  miscellaneous 
sales  (e.g.,  sample  salesKfrom  our  price- 
to-price  comparisons  bec^se  they 
accounted  for  a  small  peroentage  of  U.S. 
sales  and  we  had  addi^wte  sales 
coverage.  In  performing  its  LTFV 
analysis,  the  Department  is  not  required 
to  examine  every  sales  transaction  made 
by  a  respondent  during  the  POL  19  CFR 
353.42(b). 

Fair  Valae  Comparisons 

To  determine  whether  sales  of  PECTs 
and  PESGTs  from  Japan  to  the  United 
States  were  made  at  less  than  fair  value, 
we  compared  the  United  States  price 
(USP)  to  the  FMV  at  the  same  levels  of 
trade,  as  specified  in  the  "United  States 
Price"  and  "Foreign  Market  Value" 
sections  of  this  notice.  Although  Makita 
did  not  propose  any  level  of  trade 
comparisons,  we  have  determined  that 
comparisons  should  be  made  at  two 
levels  of  trade,  wholesale  and  retail. 

United  SUtes  Price 

We  based  USP  on  exporter  sales  price 
(ESP)  in  accordance  with  section  772(c) 
of  the  Act,  because  the  subject 
merchandise  was  sold  to  unrelated 
purchasers  in  the  United  States  after 
importation  into  the  United  States. 

We  calculated  ESP  based  on  packed, 
delivered  and/or  undelivered  prices  to 
unrelated  customers  in  the  United 
States.  We  made  deductions,  where 
appropriate,  for  discounts,  rebates, 
foreign  brokerage  and  handling,  foreign 
inland  freight,  ocean  freight,  marine 
insurance,  U.S.  duties.  U.S.  bn^erage 
and  handling,  and  U.S.  inland  freight  in 
accordance  with  section  772(d)(2)  of  the 
Act.  We  added  to  U.S.  price  payments 
Makita  received  for  drop-ship  fees. 

In  accordance  with  section  772(e)  of 
the  Act,  we  made  additional  deductions, 
where  appropriate,  for  credit  expenses, 
direct  and  indirect  advertising  expenses, 
wanranty  expenses,  product  liability 
premium  expenses,  and  indirect  selling 
expenses,  including  inventory  carrying 
costs  and  bad  debt  expenses. 

We  disallowed  an  addition  to  U.S. 
price  for  handling  fees  associated  with 
returned  merchandise  claimed  by 
Makita.  Makita  did  not  adequately 
explain  how  this  fee  related  to  the  sales 
beiag  examined.  If  at  verification,  we 
find  evidence  that  the  returned 


merchandise  should  not  be  considered 
in  our  analysis,  we  will  not  include  it 
in  the  final  determinations. 

In  accordance  with  section 
772(d)(1)(C)  of  the  Act.  we  added  to  net 
unit  price  the  amoimt  of  value-added 
tax  (VAT)  that  is  not  collected  by  reason 
of  exportation  of  the  merchandise  to  the 
United  States. 

ForeigB  Market  Vahw 

In  order  to  determine  whether  there 
were  sufficient  sales  of  PECTs  and 
PESGTs  in  the  home  market  to  serve  as 
viable  bases  for  calculating  FMV,  we 
compared  the  volume  of  home  market 
sales  of  PECTs  to  the  volume  of  third 
party  country  sales  of  PECTs,.and 
compared  the  volume  of  home  market 
sales  of  PESGTs  to  the  volume  of  third 
coimtry  sales  of  PESGTs,  in  accordance 
with  19  CFR  353.48(a).  Makita  had 
viable  home  markets  with  respect  to 
sales  of  PECTs  and  PESGTs  during  the 
POL 

We  excluded  from  our  anal3rsis 
certain  home  market  sales  claimed  by 
Makita  to  be  outside  the  ordinary  course 
of  trade. 

We  calculated  FMV  based  on 
delivered  prices  to  unrelated  customers 
in  the  home  market.  We  made 
deductions,  where  appropriate,  for 
discounts,  rebates,  inland  frei^t,  post- 
sale  warehousing  expenses,  credit 
expenses,  and  direct  advertising . 
expenses. 

We  also  deducted  from-FMV  the 
weighted-average  home  market  indirect 
selling  expenses,  including,  where 
appropriate,  advertising  and  inventory 
carrying  costs,  up  to  the  amount  of 
indirect  selling  expenses  and 
commissions  incurred  on  U.S.  sales,  in 
accordance  with  19  CFR  353.S6(b). 

We  made  a  circumstance  of  sale 
adjustment  for  the  difference  between 
VAT  on  home  market  sales  and  that 
which  would  have  been  collected  on 
U.S.  sales  if  the  export  sales  had  been 
taxed. 

We  deducted  home  market  packing 
costs  and  added  U.S.  packing  costs. 

Makita  provided  constructed  value 
(CV)  information  for  two  cordless  PECT 
models  sold  in  the  United  States.  In 
submitting  the  CV  information,  Makita 
did  not  follow  the  instructions  in  the 
August  11, 1992,  questionnaire,  which 
required  Makita  to  request  a  CV 
qiiestionnaire  by  contacting  the 
"Official  in  Charge"  if  it  was  unable  to 
make  home  market  comparisons  with  a 
din^erence  of  merchandise  adjustment 
within  20  percent.  The  Department 
requires  that  CV  information  be 
submitted  in  response  to  its  own 
questionnaire  so  that  the  information 
can  be  efficiently  used  in  its  analysis. 


When  informed  th^  a  questionnaire 
request  would  be  required,  Makita  chose 
not  to  submit  a  request.  Therefore,  we 
did  not  analyze  the  data  and  have 
subsequently  returned  the  CV 
information  to  Makita. 

In  addition,  in  submitting  the  CV 
Information ,  Makita  claimed  that  these 
two  models  represented  an  insignificant 
portion  <^  its  total  U.S.  sales  made 
during  the  POI  and  requested  that  we 
exclude  them  from  our  analysis. 
However,  after  examining  the  total 
number  of  sales  transactions  of  these 
two  U.S.  models  during  the  POI.  we  find 
that  these  sales  were  not  insignificant 
Normally,  we  use  the  highest  calculated 
rate  but  in  this  case  it  was  aberrationaL 
Therefore,  as  best  infonnation  available 
(BIA)  in  accordance  with  19  CFR 
353.37.  we  used  the  average  of  the 
positive  margins  calculated  for  PBCT 
transactions  for  these  sales.  See,  e.g.. 
Preliminary  Resuhs  and  Termination  in 
Part  of  Antidumping  Duty 
Administrative  Review:  3.5^'  Microdisks 
and  Coated  Media  Thereof  from  Japan. 
56  FR  36768  (August  1. 1991). 

Currency  Conversion 

We  made  currency  conversions  based 
on  the  official  exchange  rates  in  eSect 
on  the  date  of  the  U.S.  sales  as  certified 
by  the  Federal  Reserve  Bank. 

Verification 

As  provided  in  section  776(b)  of  the 
Act.  we  will  verify  the  information  used 
in  making  our  final  determinations. 

Critical  Ctrciuiwtaiicas 

Petitioner  alleges  that  "critical 
drcurastances"  exist  with  respect  to 
imports  of  PECTs  and  PESGTs  from 
Japan.  Section  733(e)(1)  of  the  Act 
provides  that  there  is  a  reasonable  basis 
to  believe  or  suspect  that  critical 
circumstances  exist  if: 

(A)  (i)  thero  is  a  history  of  dumping  in  the 
United  States  or  elsewhere  of  the  class  or 
kind  of  the  merchandise  which  is  the  subject 
of  the  investigation,  or 

(ii)  the  person  by  wham,  or  for  whose 
account,  \he  merchandiae  was  imported 
knew  or  should  have  knoura  that  the  exporter 
was  selling  the  merchandise  which  is  the 
subject  of  \h»  investigation  at  less  than  its  &ir 
value,  and 

(B)  there  have  been  massive  imports  of  the 
class  or  kind  of  merchandise  which  Is  the 
subject  of  the  investigation  over  a  relatively 
short  period. 

Pursuant  to  19  CFR  353.16(0.  we 
generally  consider  the  following  foctors 
in  determining  whethw  imports  have 
been  massive  over  a  short  period  of 
time: 

(1)  The  volume  and  value  of  the 
imports:  (2)  seasonal  trends  (if 
applicable);  and  (3)  the  share  of 
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domestic  consumption  accounted  for  by 
imports.  See,  e.g.,  Final  Determination 
of  Sales  at  Less  Than  Fair  Value: 
Certain  Internal-Combustion  Industrial 
Forklift  Trucks  from  Japan.  53  FR 12552 
(April  15. 1988).  To  determine  whether 
imports  have  been  massive,  we 
normally  compare  the  export  volume  for 
the  base  p>eriod,  which  is  a  period  of  not 
less  than  three  months  beginning  with 
the  month  the  petition  was  filed 
(provided  that  the  petition  was  filed 
Iwfore  the  mid-way  point  in  the  month), 
with  an  immediately  previous  period  of 
comparable  duration.  Since  the  petition 
was  filed  on  May  29.  1992.  we 
compared  available  U.S.  Customs 
import  data  of  PECTs  and  PESGTs  from 
Japan,  during  the  four  month,  not  three 
month  period  after  the  Hling  of  the 
petition  (the  comparison  period).  June 
through  September  1992  (Customs  data 
was  not  available  after  September  1992). 
to  U.S.  Customs  imfKirt  data  during  the 
four  month  period  including  the  month 
the  petition  was  filed.  February  through 
May  1992.  Makita's  company-specific 
shipment  data  was  submitted  too  late  to 
be  considered  for  purposes  of  the 
preliminary  determinations.  It  will, 
however,  be  verified  and  considered  for 
the  Hnal  determinations. 

Under  19  CFR  353.16(fl(2),  unless  the 
imports  in  the  comparison  period  have 
increased  by  at  least  15  percent  over  the 
imports  during  the  base  period,  we  will 
not  consider  the  imports  "massive." 
Based  on  this  analysis,  we  find  that 
imports  of  the  subject  merchandise 
during  the  period  subsequent  to  the 
receipt  of  the  petition  have  not  been 
massive. 

Since  we  do  not  find  that  there  have 
been  massive  imports,  pursuant  to 
section  733(e)(1)(B)  of  the  Act.  we  need 
not  consider  whether  there  is  a  history 
of  dumping  or  whether  there  is  reason 
to  believe  or  suspect  that  importers  of 
this  product  knew  or  should  have 
known  that  it  is  being  sold  at  less  than 
fair  value. 

Therefore,  we  preliminarily  determine 
that  there  is  not  a  reasonable  basis  to 
believe  or  suspect  that  critical 
circumstances  exist  with  respect  to 
imports  of  PECTs  and  PESGTs  from 
Japan. 

Suspension  of  Liquidation 

In  accordance  with  section  733(d)(1) 
of  the  Act.  we  are  directing  the  Customs 
Service  to  suspend  liquidation  of  all 
entries  of  PECTs  and  PESGTs  from 
Japan  that  are  entered,  or  withdrawn 
from  warehouse,  for  consumption  on  or 
after  the  date  of  publication  of  this 
notice  in  the  Federal  Register.  The 
Customs  Service  shall  require  a  cash 
deposit  or  posting  of  a  bond  equal  to  the 


estimated  preliminary  dumping 
margins,  as  shown  below.  This 
suspension  of  liquidation  will  remain  in 
effect  until  further  notice. 
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ITC  Notification 

In  accordance  with  section  733(0  of 
the  Act,  we  have  notified  the  ITC  of  our 
determinations.  If  our  final 
determinations  are  affirmative,  the  ITC 
will  determine  before  the  later  of  120 
days  after  the  date  of  these  preliminary 
determinations  or  45  days  after  our  final 
determinations  whether  imports  of 
PECTs  and  PESGTs  are  materially 
injuring,  or  threaten  material  injury  to, 
the  U.S.  industry. 

Postponement  of  Final  Determinations 

As  stated  above,  in  accordance  with 
19  CFR  353.20(b).  Makita.  which 
accounts  for  a  significant  portion  of  the 
merchandise  covered  by  these 
proceedings,  has  requested  in  writing 
that,  in  the  event  of  affirmative 
determinations,  the  Department 
postpone  the  final  determinations  by  30 
days.  Accordingly,  we  are  postponing 
the  date  of  the  final  determinations  until 
not  later  than  105  days  after  the  date  of 
publication  of  this  notice. 

Public  Conunent 

In  accordance  with  19  CFR  353.38. 
case  briefs  or  other  written  comments  in 
at  least  ten  copies  must  be  submitted  to 
the  Assistant  Secretary  for  Import 
Administration  no  later  than  March  12. 
1993.  and  rebuttal  briefs  no  later  than 
March  17, 1993.  In  accordance  with  19 
CFR  353.38(b),  we  will  hold  a  public 
hearing,  if  requested,  to  afford  interested 
parties  an  opportunity  to  comment  on 
arguments  raised  in  case  or  rebuttal 
briefs.  Tentatively,  the  hearing  will  be 
held  on  March  22. 1993.  at  9:30  a.m.  at 
the  U.S.  Department  of  Commerce,  room 
3708, 14th  Street  and  Constitution 
Avenue,  NW..  Washington.  DC  20230. 
Parties  should  confirm  by  telephone  the 
time.  date,  and  place  of  the  hearing  48 
hours  before  the  scheduled  time. 

Interested  parties  who  wish  to  request 
a  hearing,  or  to  participate  if  one  is 
requested,  must  submit  a  ATitten 
request  to  the  Assistant  Secretary  for 
Import  Administration.  U.S.  Department 
of  Commerce,  room  B-099.  within  ten 
days  of  the  publication  of  this  notice. 


Requests  should  contain:  (1)  The  party's 
name,  address,  and  telephone  number; 
(2)  the  number  of  participants:  and  (3) 
a  list  of  the  issues  to  be  discussed.  In 
accordance  with  19  CFR  353.38(b).  oral 
presentations  will  be  limited  to  issues 
raised  in  the  briefs. 

These  determinations  are  published 
pursuant  to  section  733(0  of  the  Act  and 
19  CFR  353.15(a)(4).       { 

Dated:  December  28, 1992. 
Alan  M.  Dunn, 
Assistant  Secretary  for  Import 
Administration. 

(FR  Doc.  92-31926  Filed  12-31-92;  8:45  am) 
sauNQ  cooc  Mio-oe-« 


(C-333-602] 

Deformed  Steel  Concrete  Reinforcing 
Ber  From  Peru;  Determination  Not  To 
iRevoke  Countervaiiing  Duty  Order 

AGENCY:  International  Trade 
Administration/Import  Administration 
Department  of  Commerce. 
ACTION:  Notice  of  determination  not  to 
revoke  countervailing  duty  order. 

SUMMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its 
determination  not  to  revoke  the 
coimtervailing  duty  order  on  deform'ed 
steel  concrete  reinforcing  bar  from  Peru. 
EFFECTIVE  OATE:  January  4, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Patricia  W.  Stroup  or  Maria  MacKay, 
Office  of  Countervailing  Compliance. 
International  Trade  Administration, 
U.S.  Department  of  Commerce. 
Washington,  DC  20230;  telephone:  (202) 
482-0983  or  482-2786. 
SUPPLEMENTARY  INFORMATION: 

Background 

On  November  3. 1992.  the  Department 
of  Commerce  ("the  Department") 
published  in  the  Federal  Register  (57 
FR  49691)  its  intent  to  revoke  the 
countervailing  duty  order  on  deformed 
steel  concrete  reinforcing  bar  from  Peru 
(50  FR  48819;  November  27. 1985). 
Under  19  CFR  355.25(d)(4)(iii).  the 
Secretary  of  Commerce  will  conclude 
that  an  order  is  no  longer  of  interest  to 
interested  parties  and  will  revoke  the 
order  if  no  interested  party  objects  to 
revocation  or  requests  an  administrative 
review  by  the  last  day  of  the  fifth 
anniversary  month.  We  had  not  received 
a  request  for  an  administrative  review  of 
the  order  for  more  than  four  consecutive 
anniversary  months. 

On  November  18. 1992.  Chaparral 
Steel  Company,  a  domestic  producer  of 
the  subject  merchandise  and  a  petitioner 
in  this  proceeding,  objected  to  our 
intent  to  revoke  the  order.  On  November 
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24. 1992.  Florida  Steel  Cofporation.  also 
a  domestic  producer  and  a  petitioner, 
submitted  an  objection  to  our  intent  to 
revoke  the  order.  Becaiise  the 
requirements  of  19  CFR  3S5.25(d)(4)(iii) 
have  not  been  met.  we  will  not  revoke 
the  order. 

This  notice  is  in  accordance  with  19 
CFR  355.25(d). 

Dated:  December  23. 1992. 
Joseph  A.  Spetriiu. 

Deputy  Assistant  Secretary  for  Compliance. 
|FR  Doc.  92-31881  Filnd  12-31-92;  8:4S  un] 

BIUJNO  COOC  3»10-Oa-H 


[C-3S1-412] 

Rescheduling  of  Public  Hearing: 
Certain  Hot-Roiled  Lead  and  Bismuth 
Carbon  Steel  Products  From  BrazH 

agency:  Import  Administration. 
International  Trade  Administration, 
Department  of  Commerce. 

ACTION:  Notice  of  rescheduling  of  a 
public  hearing. 

EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  MFORMATKM  CONTACT: 

Phil  Pia  or  Laurel  Lynn,  Office  of 
Countervailing  Compliance,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW.  room  4012,  Washington, 
DC  20230;  telephone  (202)  482-2786. 

NOTICE  OF  RESCHEDULING:  In  accordance 
with  19  CFR  355.38(0(1992),  we  will 
hold  a  public  hearing  to  afford 
interested  parties  an  opportunity  to 
comment  on  arguments  raised  in  case  or 
rebuttal  briefs.  The  hearing  will  be  held 
at  the  U.S.  Department  of  Commerce, 
<^    14th  Street  and  Constitution  Avenue, 
NW..  room  1412.  Washington,  DC,  on 
January  5, 1993  at  1  p.m.  Parties  should 
confirm,  by  telephone,  the  time,  date 
and  place  of  the  hearings  48  hours  prior 
to  the  scheduled  time. 

The  schedule  for  submission  of  briefs 
is  as  previously  established  with  the 
parties. 

This  notice  is  published  pursuant  to 
19  CFR  355.20(b). 

Dated:  December  22, 1992. 
Rolf  Th.  Lundbers. 
Acting  Assistant  Secretary  for  Import 
Administration. 

IFR  Doc.  92-31927  FlJed  12-31-92;  8:45  am] 
eiLUNO  COOC  Mio-oa-H 


[C-580-602] 

Certain  Stainless  Steel  Cooking  Ware 
From  the  Republic  of  Korea,  Intent  To 
Revoke  Countervailing  Duty  Order 

AGENCY:  International  Trade 
Administration/Import  Administration 
Department  of  Commerce. 
ACnON:  Notice  of  intent  to  revoke 
countervailing  duty  order. 

summary:  The  Department  of  Commerce 
is  notifying  the  public  of  its  intent  to 
revoke  the  countervailing  duty  order  on 
certain  stainless  steel  cooking  ware  from 
the  Republic  of  Korea.  Interested  parties 
who  object  to  this  revocation  must 
submit  their  comments  in  %vriting  not 
later  than  January  31. 1993. 
EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Patricia  W.  Stroup.  Dana  Mermelstein  or 
Maria  MacKay.  Office  of  Coimtervailing 
Compliance,  International  Trade 
Administration.  U.S.  Department  of 
Commerce.  Washington,  DC  20230; 
telephone:  (202)  482-0983  or  482-0984. 
SUPP1.EMENTARY  INFORMATION: 

Background 

On  January  20, 1987,  the  Department 
of  Commerce  ("the  Department") 
published  a  countervailing  duty  order 
on  certain  stainless  steel  cooking  ware 
from  the  Republic  of  Korea  (52  FR 
2140).  The  Department  has  not  received 
a  request  to  conduct  an  administrative 
review  of  this  countervailing  duty  order 
for  four  consecutive  annual  anniversary 
months.  

In  accordance  with  19  CFR 
355.25{d)(4){iii).  the  Secretary  of 
Commerce  will  conclude  that  an  order 
is  no  longer  of  interest  to  interested 
parties  and  will  revoke  the  order  if  no 
interested  party  objects  to  revocation  or 
requests  an  administrative  review  by  the 
last  day  of  the  fifth  anniversary  month. 
Accordingly,  as  requir|^y 
§  355.25(d)(4)  <^f  the  E^Mment's 
regulations,  w^  are  notitywg  the  public 
of  our  intent  to  revoke  this  order. 

Opportunity  to  Object 

Not  later  than  January  31, 1993. 
interested  parties,  as  defined  in 
§  355. 2(i)  of  the  Department's    ' 
regulations,  may  object  to  the 
Department's  intent  to  revoke  this 
countervailing  duty  order. 

Seven  copies  of  any  such  objections 
should  be  submitted  to  the  Assistant 
Secretary  for  Import  Administration. 
International  Trade  Administration, 
room  B-099,  U.S.  Department  of 
Commerce,  Washington.  DC  20230. 

If  interested  parties  neither  request  an 
administrative  review  (pursuant  to  the 


Department's  notice  of  opportimity  to 
request  administrative  review),  nor 
object  to  the  Departmrnit's  intent  to 
revoke  by  January  31, 1993,  we  shall 
conclude  that  the  order  is  not  longer  of 
interest  to  interested  parties  and  shall 
proceed  with  the  revocation. 

This  notice  is  in  accordance  with  19 
CFR  355.25(d){4)(i). 

Dated:  December  24. 1992. 
|oe^>li  A.  Spell  Uu, 

Deputy  Assistant  Secretary  for  Compliance. 
(FR  Doc.  92-31885  Filed  12-31-92;  8:45  am] 
HUMQ  CODE  »1»-0S-H 


[O-583-604] 

Stainless  Steel  Cooking  Ware  From 
Taiwan;  Intent  To  Revoke 
Countervailing  Duty  Order 

AGENCY:  International  Trade 
Administration/Import  Administration, 
Department  of  Commerce. 
ACTION:  Notice  of  intent  to  revoke 
countervailing  duty  order. 

SUMMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its  intent  to 
revoke  the  countervailing  duty  order  on 
stainless  steel  cooking  ware  from 
Taiwan.  Interested  parties  who  object  to 
this  revocation  must  submit  their 
comments  in  writing  not  later  than 
January  31. 1993. 
EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Patricia  W.  Stroup,  Lorenza  Olivas  or 
Maria  MacKay,  Office  of  Countervailing 
Compliance.  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  Washington,  DC  20230; 
telephone:  (202)  482-0983  or  482-2786. 
8UPPl£MENTARY  MFORMATION: 

Background 

On  January  20, 1987.  the  Department 
of  Commerce  ("the  Department") 
published  a  countervailing  duty  order 
on  stainless  steel  cooking  ware  from 
Taiwan  (52  FR  2141).  The  Depertment 
has  not  received  a  request  to  conauct  an 
administrative  review  of  this 
countervailing  duty  order  for  four 
consecutive  annual  anniversary  months. 

In  accordance  with  19  CFR 
355.259d)(4)(jii).  the  Secretary  of 
Commerce  will  conclude  that  an  order 
is  no  longer  of  interest  to  interested 
parties  and  will  revoke  the  order  if  no 
interested  party  objects  to  revocation  or 
,  requests  an  administrative  review  by  the 
last  day  of  the  fifth  aimiversary  month. 
Accordingly,  as  required  by 
§  355.25(d)(4)  of  the  Department's 
regulations,  we  are  notifying  the  public 
of  our  intent  to  revoke  this  order. 
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Opportunity  to  Object 

Not  later  than  January  31, 1993, 
interested  parties,  as  defined  in 
§  355.2(i)  of  the  E)epartment'8 
regulations,  may  object  to  the 
Department's  intent  to  revoke  this 
countervailing  duty  order. 

Seven  copies  of  any  such  objections 
should  be  submitted  to  the  Assistant 
Secretary  for  Import  Administration, 
International  Trade  Administration, 
room  B-099,  U.S.  Department  of 
Commerce,  Washington,  DC  20230. 

If  interested  parties  neither  request  an 
administrative  review  (pursuant  to  the 
Department's  notice  of  opportunity  to 
request  administrative  review),  nor 
object  to  the  De{>artment'8  intent  to 
revoke  by  January  31. 1993,  we  shall 
conclude  that  the  order  is  no  longer  of 
interest  to  interested  parties  and  shall 
proceed  with  the  revocation. 

This  notice  is  in  accordance  with  19 
CFR  355.25(d)(4)(i). 

Dated:  Decemlier  24. 1992. 
Joseph  A.  Spctrini, 

Deputy  Assistant  Secretary  for  Compliance. 
IFR  Doc.  92-31884  Filed  12-31-92;  8:45  ami 

aiUMO  COOC  3B1O-0S-M 


16. 1978).  Under  19  CFR 
3S5.2S(d)(4)(iii),  the  Secretary  of 
Commerce  will  conclude  that  an  order 
is  no  longer  of  interest  to  interested 
parties  and  will  revoke  the  order  if  no 
interested  party  objects  to  revocation  or 
requests  an  administrative  review  by  the 
last  day  of  the  fifth  anniversary  month. 
We  had  not  received  a  request  for  an 
administrative  review  of  the  order  for 
more  than  four  consecutive  anniversary 
months.         f 

On  November  10.  1992.  the 
Amalgamefed  Clothing  and  Textile 
Workers  Union,  AFL-CIO,  e  petitioner 
and  an  interested  party  in  this 
proceeding,  objected  to  our  intent  to 
revoke  the  order.  Because  the 
requirements  of  19  CFR  355.25{d)(4)(iii) 
have  not  been  met,  we  will  not  revoke 
the  order. 

This  notice  is  in  accordance  with  19 
CFR  355.25(d). 

Dated:  December  24. 1992. 
foMph  A.  Spelrini. 

Deputy  Assistant  Secretary  for  Compliance 
IFR  Doc.  92-31880  Filed  12-31-92;  8:45  amj 
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(C-357-048] 

Certain  TextllM  and  Taxtila  Products 
(Men's  and  Boys'  Woolen  Garments) 
From  Argentina;  Determination  Not  To 
Revoke  Countervailing  Duty  Order 

AGENCY:  International  Trade 
Administration/Import  Administration, 
Department  of  Commerce. 
ACTION:  Notice  of  determination  not  to 
revoke  countervailing  duty  order. 

SUMMARY:  The  Department  of  Commerce 
is  notifying  the  public  of  its 
determination  not  to  revoke  the 
countervailing  duty  order  on  certain 
textiles  and  textile  products, 
specifically,  men's  and  boys'  woolen 
garments,  from  Argentina. 
EFFECTIVE  DATE:  January  4. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Patricia  W.  Stroup,  Lorenza  Olivas  or 
Maria  MacKay,  Office  of  Countervailing 
Compliance,  International  Trade 
Administration.  U.S.  Department  of 
Commerce,  Washington  DC  20230; 
telephone:  (202)  482-0983  or  482-1775. 
SUPPLEMENTARY  INFORMATION: 

Background 

On  November  3, 1992,  the  Department 
of  Commerce  published  in  the  Federal 
Register  (57  FR  49691)  its  intent  to 
revoke  the  countervailing  duty  order  on 
certain  textiles  and  textile  mill  products 
from  Argentina  (43  FR  53421;  November 


National  Oceanic  and  Atmospheric 
Administration 

Coastal  Zone  Management;  Federal 
Consistency  Appeal  by  Robert  E. 
Harris  From  an  Objection  by  the  New 
York  State  Department  of  State 

AGENCY:  National  Oceanic  and 

Atmospheric  Administration, 

Commerce. 

ACTION:  Notice  of  decision. 

On  December  2, 1992.  the  Secretary  of 
Commerce  (Secretary)  issued  a  decision 
in  the  consistency  appeal  of  Robert  E. 
Harris  (Appellant).  The  Appellant  had 
applied  to  the  U.S.  Army  Corps  of 
Engineers  (Corps)  for  a  permit  to 
construct  a  dock  with  18  slips  behind 
his  property  on  the  shore  of  the  Hudson 
River  in  Rensselaer,  New  York.  In 
conjunction  with  the  Federal  permit 
application,  the  Appellant  submitted  to 
the  Corps  for  review  by  the  New  York 
State  Department  of  State  (State),  the 
State  of  New  York's  coastal  management 
agency,  under  section  307(c)(3)(A)  of  the 
Coastal  Zone  Management  Act  of  1972, 
as  amended  (CZMA),  16  U.S.C. 
1456(c)(3)(A).  a  certification  that  the 
proposed  activity  is  consistent  with  the 
State's  federally-approved  Coastal 
Management  Program  (CMP). 

On  September  28, 1990,  the  State 
objected  to  the  Appellant's  consistency 
certification  for  the  proposed  project  on 
numerous  grounds  including  that  the 
proposed  project  is  not  in  accordance 


with  the  State's  CMP  policies  and 
objectives  of  facilitating  the  siting  of 
water  dependent  uses  and  facilitates  on 

or  adjacent  to  coastal  waters.  Under 

CZMA  section  307(c)(3)(A)  and  15  CFR 
930.131,  the  State's  consistency 
objection  precludes  the  Corps  firom 
issuing  a  permit  for  the  activity  unless 
the  Secretary  finds  that  the  activity  is 
either  consistent  with  the  objectives  or 
purposes  of  the  CZMA  (Ground  I)  or 
necessary  in  the  interest  of  national 
security  (Ground  11).  The  Appellant 
based  his  appeal  on  Ground  I. 

Upon  consideration  of  the 
information  submitted  by  the  Appellant, 
the  State,  and  interested  Federal 

agencies,  the  Secretary  made  the   

following  findings  pursuant  to  15  CFR 
930.121(d):  The  alternative  proposed  by 
the  State  of  construcUng  a  small  dock 
with  eight  slips  for  the  recreational  use 
of  the  Appellant  and  his  tenants  was  a 
reasonable,  available  alternative  that 
vK)uld  be  consistent  with  the  State's 
••'■niUP.  Accordingly,  the  proposed  project 
is  not  consistent  with  the  objectives  or 
purposes  of  the  CZMA.  Because  the 
Appellant's  proposed  project  failed  to 
satisfy  all  of  the  requirements  of  Ground 
I.  the  Secretary  did  not  override  the 
State's  objection  to  the  Appellant's 
consistency  certification.  Consequently, 
the  proposed  project  may  not  be 
permitted  by  Federal  agencies.  Copies  of 
the  decision  may  be  obtained  from  the 
contact  person  listed  below. 
FOR  ADOmONAL  MFORMATION  CONTACT: 
Angelica  G.  Fleites,  Law  Clerk.  Office  of 
the  Assistant  General  Counsel  for  Ocean 
Services,  National  Oceanic  and 
Atmospheric  Administration,  U.S. 
Department  of  Commerce,  1825 
Connecticut  Avenue.  NW.,  suite  603, 
Washington.  DC  20235.  (202)  606-4200. 

Federal  Domestic  Assistance  Catalog  No. 
11.419  Coastal  2U}ne  Management  Program 
Assistance. 

Dated:  December  23, 1992. 
Thomas  A.  Campbell, 
General  Counsel. 
IFR  Doc.  92-31896  Filed  12-31-92;  8:45  am) 
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COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Adiustment  of  Import  Limits  for  Certain 
Cotton  and  Man-Made  Fiber  Textile 
Products  Produced  or  Manufactured  In 
Bangladesh 

December  29, 1992. 
AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(CTTA). 


EFFECTIVE  04 


'^ 
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ACnON:  Issuing  a  directive  to  the 
Commissioner  of  Customs  adjusting 
limits. 

EFFECTIVE  DATE:  December  29. 1992 

^F6r  FURTHER  MFORMATION  CONTACT:  Ross 
Arnold,  International  Trade  Specialist, 
OfTica  of  Textiles  and  Apparel,  U.S. 
Department  of  Commerce,  (202)  482- 
4212.  For  information  on  the  quota 
status  of  these  limits,  refer  to  the  Quota 
Status  Reports  posted  on  the  bulletin 
boards  of  each  Customs  port  or  call 
(202)  927-5850.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202) 482-371S. 

SUPPLEMDfTARY  MFORMATXM: 

Authority:  Executiva  Order  11651  of  March 
3, 1972,  as  amended:  section  204  of  the 
Agricultural  Act  of  1956.  as  amended  (7 
U.S.C.  1854). 

The  current  limits  for  certain 
categories  are  being  adjusted,  variously, 
for  carryforward  and  swing. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
ninnbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Sch^ule  of  the  United  States  (see 
Federal  Register  notice  56  FR  60101. 
published  on  November  27, 1991).  Also 
see  57  FR  1146.  published  on  January 
10, 1992. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  purstiant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  the  bilateral 
agreement,  but  are  designed  to  assist 
only  in  the  implementation  of  certain  of 
its  provisions. 
I.  Hayden  Boyd 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 
Agreements 
December  29. 1992. 
Commissioner  of  Customs, 
Department  of  the  Treasury,  Washington.  DC 
20229. 

Dear  Commissioner  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  January  7, 1992,  by  the 
Chairman,  Committee  for  the  Implementation 
of  Textile  Agreements.  That  directive 
concerns  imports  of  certain  cotton,  man- 
made  fiber,  silk  blend  and  other  vegetable 
Fiber  textiles  and  textile  products,  produced 
or  manufactured  in  Bangladesh  and  exported 
during  the  twelve-month  period  which  began 
on  February  1, 1992  and  extends  through 
)anuah^31. 1993. 

EfCqcnve  on  December  29, 1992  ,  you  are 
directedjo  amend  further  the  directive  dated 
January  /,  1992  to  adjust  the  limits  for  the 
following  categories,  as  provided  under  the 
tenns  of  the  current  bilateral  agreement 


between  the  Governments  of  the  United 
States  and  People's  Republic  of  Bangladesh: 


Category 

Adiustad  MMivo^nonm 

334 

638/639 

641  

109.618  dozen. 
1,293.950  dozen. 
619,533  dozen. 

■Th*  bnto  hav*  not  bmn  ii^HHitl  to  aooounl  ier  any 
knpoftt  Mpoftod  •Itor  jMu*>y  31.  1982. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  detnmined  that 
these  actions  fail  within  the  foreign  affairs 
exception  to  the  rulemaking  provisions  of  5 
U.S.C  553(a)(1). 

Sincerely. 
).  Hayden  Boyd 

Acting  C/iaVman,  Committee  for  the 
Implementcftion  of  Textile  Affeements. 
(FR  Doc.  92-31921  Filed  12-31-92:  8:45  am] 
BtLUNG  C006  3Sia-on-f 


Amendment  of  Export  Visa 
Requirements  for  Certain  Cotton  and 
IMan-Made  Hber  Textile  Products 
Produced  or  Manufactured  In  Hong 
Kong 

December  29, 1992. 

AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(OTA). 

ACTION:  Issuing  a  directive  to  the 
Commissioner  of  Customs  amending 
visa  requirements. 

EFFECTIVE  DATE:  January  1, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 

Anne  Novalc,  International  Trade 
Specialist,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce. 
(202) 482-4212. 

SUPPI.EUENTARY  MFORMATION: 

Authority:  Executive  Order  11651  of  March 
3, 1972,  as  amended:  section  204  of  the 
Agricultural  Act  of  1956.  as  amended  (7 
use  1854). 

The  existing  export  visa  arrangement 
between  the  Governments  of  the  United 
States  and  Hong  Kong  is  being  amended 
to  require  a  visa  for  women's  and  girls' 
cotton  aqhd  man-made  fiber  trousers, 
breeches  and  shorts  in  part-Categories 
348-K  (knit),  348-W  (woven),  648-K 
(knit)  and  648-W  (woven),  produced  or 
manufactured  in  Hong  Kong  and 
exported  fi-om  Hong  Kong  on  and  after 
January  1, 1993. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  57  FR  54976. 
published  on  November  23, 1992).  Also 
see  48  FR  2400.  published  on  January 


19, 1983  and  51  FR  27235,  Dublished  on 
July  30, 1986. 
f .  Hayden  Boyd, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Affeements. 

Committee  for  the  Implomontotion  of  Toxtite 
Agreements 

December  29, 1992. 

Commissioner  of  Customs. 
Depaitment  of  the  Treasury,  Washington,  DC 
20229. 

Dear  Conunissioner  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  January  14, 1983,  as 
amended  on  July  25, 1986,  byt^e  Chairman, 
Committee  for  the  Implementation  of  Textile 
Agreements.  That  directive  directed  you  to 
prohibit  entry  of  certain  cotton,  wool,  man- 
made  fiber,  silk  blend  and  other  vegetable 
fiber  textiles  and  textile  products,  produced 
on  manufectured  in  Hong  Kong,  for  which 
the  Government  of  Hong  Kong  has  not  issued 
an  appropriate  visa. 

Effective  on  January  1, 1993,  you  are 
directed  to  amend  further  the  January  14. 
1983  directive  to  require  an  export  visa  for 
shipments  of  cotton  and  man-made  fiber 
textile  products  in  the  following  part- 
categories,  produced  or  manufactured  in 
Hong  Kong  and  exported  from  Hong  Kong  on 
and  after  January  1, 1993: 


Catagoiy 

HTSnuntMis 

346-K 

Knti  trousers.  t>F8ectw«  and  shotts— 

All  HTS  numtMfs  In  Colegofy  348. 

except  Ihoea  m  Category  348-W. 

348-W  

Woven     trousers. 

breachea     and 

■hofia— Only 

6204.12.0030. 

6204.1 9  J030. 

620422.3040, 

6204.22  JOSO. 

6204.29.4034. 

6204.62.3000. 

6204.62.4005. 

6204  62.4010. 

6204.62.4020. 

6204.62.4030. 

6204.62.4040, 

6204.62.4050. 

6204.62.4055. 

6204.62.4065. 

6204.66.3010. 

6204.69.9010. 

6210.502035, 

6211.20.1550, 

6211.20.6010. 

6211.42.0030  and  6217.90.0050. 

648-X  

KnN  troosers,  txeectwe  and  ahods— 

All  HTS  numbere  m  Catagoty  648, 

aicepl  tfKMO  m  Cateoofy  648-W 

648-W  

Woven     trousers. 

breectws     and 

8»x>rt»-Oo»y 

HTS       nufTtien 

6304.23.0040. 

620423  0045. 

62O4.29.2C20, 

620429.2025. 

6204.29.4306, 

6^04  63  2000, 

6204.63  JOOO. 

6.204  63  3510, 

6204.63.3530. 

62^463.3532. 

6204.63.3540, 

6£->4 .6925)0. 

£204.69.2530. 

62'04.e92540. 

6204.60.2560. 

6204.69.3030. 

6204  69.9030. 

6210.50.1035. 

621  i  20.1555. 

6211.20.6030. 

6211.430040  and  6217.90.0060. 

Also  effective  January  1. 1993  the  merged 
Category  347/348  visa  shall  no  longer  be 
accepted  for  goods  produced  or 
manufactured  in  Hong  Kong  and  exported 
from  Hong  Kong  on  and  after  January  1, 1993. 
All  shipments  of  goods  in  Category  347  and 
Category  348  produced  or  manufactured  in 
Hong  Kong  and  exported  from  Hong  Kong  on 
and  after  January  1, 1993  must  be  visaed  as 
Category  347,  348-K  or  348-W  and  not  as 
meiged  Category  347/348. 
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Shipments  ent«i«d  or  withdnwn  from 
warehouse  according  to  tbis  directive  wfatch 
are  not  accompanied  by  an  appropriate 
export  visa  shall  be  denied  eolsy  mnd  m  new 
visa  must  be  obtained. 

The  CoouBiUse  for  the  Implementatieo  ol 
Textile  Agreements  has  determined  that 
Aotv  actioae  fail  wMits  the  foreign  afhirs 
exception  to  the  rulemaking  provisions  of  5 
U.S.Q  553(a)(t). 
Sincerely, 
).  Hayden  Boyd. 

Acting  Chairman,  Committee  for  the 
.  knplemetttatiom  of  Tmxtde  AgeeemetttM. 
IFR  Doc  92-31936  FiM  12-30-92: 10(40 
ami 


AiwoMncamant  of  Import  Raatratnt 
UmKa  tor  CarlalnoRon,  Wool  and  f 
Mad*  Fibsr  Taxtfia  Producta  Produead 
or  Manufacturad  In  tha  United  Uaxicait 
Stataa 

December  28,  1992. 

AGENCY:  Committea  for  tha 

Implementatioo  of  Textile  AgreenMoU 

(CITA). 

ACnOM:  Isnting  a  directive  to  the 

Commissioner  of  Customs  astablishing 

limits  for  the  new  agroement  year. 

EFFECTIVE  BATE:  January  1. 1993. 
FOR  FURTHER  ttfORMADOM  COKTACT: 
Anne  Novak,  Intemationai  Trade 
Spaoahst.  Offka  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce. 
(202)  482-4212.  For  inforraation  on  the 
quota  statns  of  thaaa  thaits,  refer  to  the 
QtK>ta  Status  Reports  posted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-6711.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202) 482-3715. 

SUPPtEMBaARV  WFOfWATMN: 

Aethofity;  Executive  Order  11S51  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C  1854). 

The  Bilateral  Cotton,  Wool  and  Man- 
Mada  Fiber  Textile  Agreement  of 
February  13,  1988.  as  amended  and 
axtende<l,  establishes  limits  for  the 
period  beginning  on  January  1, 1993  and 
extending  through  December  31, 1993. 

In  tha  letter  published  below,  the 
C3tairman  of  CITA  directs  the 
Commissioner  of  Customs  to  establish 
limits  for  tha  1993  agreement  period, 
including  certain  categories  subject  to 
•  the  Special  Regime.  Sublimits  and 
separate  limits  for  Normal  Regime 
categories  are  established  far  {iroducts 
whidi  are  not  subject  to  the  terms  of  the 
Special  Regime. 

A  copy  of  the  current  bilateral  textile 
agreement  is  available  firom  the  Textiles 
EKvision,  Bureau  of  Economic  and 


Busiaeas  Afiaiis,  U.S.  Dapartmeot  of 
State.  (202)  647-3880. 

A  description  ol  tha  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  RegMar  notice  S7  FR  S4978. 
published  on  November  23, 1992). 

Requirements  for  participatian  in  the 
Special  Regima  Pro-am  mn  available  in 
Federal  l^istarBolicea  53  FR  15724, 
published  on  Uay  3. 19B8: 53  FR  32421. 
published  on  August  25, 1988;  53  FR 
49346,  published  on  December  7, 1988; 
and  FR  50425.  published  on  December 
6. 1989. 

The  letter  to  the  Commissioner  of 
Customs  and  ths  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  tha  bilateral 
agreement,  but  are  designed  to  assist 
only  in  the  implementation  of  certain  of 
its  provisions. 
).  Haydee  Boyd 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

Otmmittee  for  the  hapluuiaiitaHee  sfTesffle 
AgraeoMiila 

December  28. 1992. 
Commissioner  of  Customs. 
Depaitmeia  of  the  Treasury,  Washingloa,  DC 
20229. 
Dear  Commissioner  Under  tlia  tarms  of 
section  204  of  the  Agricultural  Act  of  1956, 
as  amended  (7  \iS.C  1854).  aad  the 
Arrangement  Regarding  Intemationai  Trade 
in  Textiles  done  at  Ceavva  on  December  20^ 
1973,  as  further  extraded  on  July  31. 19M: 
pursuant  to  the  Bilateral  Cotton,  Wool  and 
Man-Made  Fiber  Textile  Agreement  of 
February  13, 1988,  as  amended  and 
extended,  between  the  Governments  of  the 
United  States  aod  the  Uniled  Mexicaa  States; 
and  in  accordance  with  the  provisions  of 
Executive  Order  11651  of  Mvch  3, 1972,  as 
amended,  you  are  diredad  to  prohibit, 
effective  on  January  1, 1993,  entry  into  the 
United  States  for  consiimplion  and 
withdrawal  from  warehouse  for  consumption 
of  cotton,  wool  and  man-made  fiber  textile 
products  in  the  following  categories, 
produced  or  manufactured  in  M«>xico  and 
exported  during  the  twehve-moDth  period 
beginning  on  )anuary  1, 1993  and  extending 
through  December  31 .  1993,  in  excess  of  the 
following  levels  of  restraint: 


MMduai  Umils  not  In 
•  group 

30(V301/B07-Y*  


334M34 

335  (SpecW  Ragan^ 
33a«38(S|MCialRl>- 

gftiw). 
33a/33M3B«3a^a»- 


Category 

T  whr^-inof^t  rsstrarinc  Invi 

Groupl 

218-220.  225-227, 
313-326,  SI  t-61 7 
a.id  625-629.  as  a 

JJIOUp. 

Sut)«eMiainGro«pl 

218 

219  - 

313  _.- _ - 

317 _ 

32a 

611   ._     

63,586,720  squara  mateis. 

1.1  lajaes  squaw  malam. 
16JB74,224  squan  nwlaw. 
29.775,400  aquara  malafs. 

34<y640  (SpacW  Re- 
gime). 

341/641  (Spodif  Re- 
glm^ 

342M42  (SpacM  Re- 
gln«e). 

347/34a«47/B48  (Spe- 
cial RegliTw). 

351/651  (SpedafRe- 

362A662  ISpadal  Re- 

glme). 
359-0659-C' (Spe- 
cial Regime). 

363 

410 

433 


8.337,112      hflograms     ol 


435  (Special  ReglMM^ 

443  

604-A*  

604-CM07-O''~! 1 

633  (Spedai  RegknsI 
635  (Spedal  Regimcl 

643  

»»         


670 

Normal  Regime  Cat- 
egory 

(Not  aublact  lathe 

SaacMRagtms) 

335  CHitamlt) . 

336^636  (S 


4,525361  Mtograms  ahal 
BelnCMaoonrSOO. 

TSOuooOdnaa, 

136,000  doasd 

476.406  doaan-V^ 

t/«00,OOOaoien. 
4atJ62(>onn. 
800,000  dozsa 
30O.00OdBaM 

4,500.000  dozaa 
300,000  dozwi. 
ajOO^aoo  aeaan. 

1,800.000  Ulognms. 

5.500.000  numban. 
387,180  aquara  matora. 
lljOOOdoaMi. 
281,060  Jujen. 
118.485  nmnbars. 

2,eo«ja7i 
1,257  josa  I 
tlOOwOOOt 
300.000  ( 
196,5561 

StOOO^OOOtdtogMW. 


344V640  (subOmlO . 
34tA84T 


342/642  

347/348/647/648 

351/651   

352/652 
3S8-0«5»-C 

(suUbnK). 
436 


633  (SubUmil) 
635 


36.000  dozsn. 
238,203  dozen. 
66aJ0OO  dozsn. 

120.438  dazwi. 

700.000  dozen  a(  wNdt  ml 
mow  ttan  319.204  dozsn 
■asa  be  In  CatagoMas 
341-V/641-V* 

119,102  dozaa 

650.000  dozan. 

75.000  dozsn. 

1,a06jB26  dozaa 

250,000  Utogcams. 


i2jn>( 
10.000  dozen. 
153396  dozen. 


'CMagoriM  300  wd  301;  Cmmvv  aor-V:  only  KTS 

ntimew*  5soe.53.oo30  mtf  asot.s3.ooao. 

*CaMa»r  aee-Ci  ofw  hts  mmtm*  aia3.43.xna 

eio3.42io».  eio3.4a3oi4.  ei04.62.ioio.  aHM.aa.iceo. 

eio4ee3oia  si  14.20.0042.  eii4.2ooo«a,  atu^o.oosz. 

62oa422oos.  aao3.4a.aoi«.  aaoa^a^oaa  asotasjoos. 

630462201a    a2tT.3e.00ar.    e2T1.32.00K>.   6211J200»^ 
6211.43X1007  and  CI  14Za0ia  CWIBUII  6e»-C:  v*f  HTS 

numbwa    eioa3aooH.     ei03.«uot5,    aioa.4U«ea 

6103.43.2025.    61OS.4S.2D0a    6103.48.3038,   6104.63.10^)1 

aio«a&ieao,  aiosaatosa  aiMsaHna  •io4s».3ei4. 

6114.30.3044.  ai14.30.30a4,    63Oa4Sa006i.   6203.43J»ia 
630a.43J090.    6203.49.1006.   62a9.48.10ia    a2O3.4ai0a0. 

620463L1SOS.  aaoAsaisia  6304.e6.vom.  6eo*6aioia 
e2iaia4ois,  6211^010007.  6aii.33.ooia  taii.3aooi7. 

6311.43.0007  Wid  8211.43.00ia 

r  HTS  iwnaar  9606.32  000a 

I  560030.6000 

\  numotis  awpl 
teer-Yf. 
>CMniy  6a»-a:  v*t  >OS  't»0Hmm'  6605.3^0001}  ■n« 
6306  39-0000 

*CaMgory  341-Y:  only  HTB  nuntaM  620421306a 
6200303010  ane  aSOeSOSOSa  Cmaam  641-Y;  orw  HTS 
nun«MS  e204.23.006a  62042820307  630a40J010  and 
6200403025. 

Imports  diafgad  to  thass  catsgory  limits  for 
the  period  Janaary  t,  19S2  tinoagb  Dacanber 
31. 1992  sfaaU  be  chanad  againat  those  la*«ts 


of  restraint  to  t 
balances.  In  th< 
for  that  period 
previous  entrie 
to  the  levels  se 
The  limits  sc 
adjustment  in  I 
provisions  of  tl 
between  the  d 
States  and  Uni 
The  bilateral 
separate  treatn 
categories.  Th( 
U.S.  formed  ar 
Special  Regim' 
listed  in  this  d 
aro  exported  fr 
States  under  p 
Regime  on  anc 
acconq)aniued 
1TA-370P. 

Any  shipme 
Regime  Progra 
by  a  valid  and 
iShippers  Expc 
370P)  in  accor 
the  certificatic 
the  directive  c 
shall  be  denies 
Special  Rcgim 
that  are  subjec 
entry  will  be  c 

Shipments  i 
covered  by  th< 
not  subject  to 
to  the  applical 
in  this  directii 

In  carrying  ( 
Commissionei 
entry  into  the 
to  include  ent 
Commonweal 

The  Commi 
Textile  Agreei 
these  actions 
exception  of  t 
U.S.C  553(a)( 

Sincerely, 
J.  Hayden  Boj 
Acting  Chairti 
Implamentati 
IFR  Doc.  92-2 
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■MJpi  aacaaaaotio 

rrS  numotf*  anpl 

•y  Mt-Y:  on*  MT8 
teoi.*030^0  and 

■gory  limits  for 
mghD«cMDb«r 
utthoMla*«ls 


of  restraint  to  the  extent  of  any  unfilled 
balances.  In  the  event  the  limits  established 
for  that  period  have  been  exhausted  by 
previous  entries,  such  goods  shall  be  subiect 
to  the  levels  set  forth  in  this  directive. 

The  limits  set  forth  above  are  subject  to 
adjustment  in  the  future  pursuant  to  the 
provisions  of  the  current  bilateral  agreement 
between  the  Governments  of  the  United 
States  and  United  Mexican  States. 

The  bilateral  agreement  establishes 
separate  treatment  for  products  in  certain 
categories.  Those  products  which  are  made  of 
U.S.  formed  and  cut  fabric  are  subject  to  the 
Special  Regime  and  to  the  category  limits 
listed  In  this  directive.  Those  products  which 
arc  exported  from  Mexico  to  the  United 
States  under  provisions  of  the  Special 
Regime  on  and  after  January  1. 1993  must  be 
accompaniued  by  a  properly  certified  Fonn 
ITA-370P. 

Any  shipment  for  entry  under  the  Special 
Regime  Program  which  is  not  accompanied 
by  a  valid  and  correct  certification  and 
iShippers  Export  Declaration  (Form  FTA- 
370P)  in  accordance  with  the  provisions  of 
the  certification  requirements  established  in 
the  directive  of  August  22. 1988.  as  amended, 
shall  be  denied  entry,  invoices  visaed  for 
Special  Regime  shall  include  only  products 
that  are  subject  to  the  Special  Regime  or 
entry  will  be  denied. 

Shipments  of  products  in  categories 
covered  by  the  Special  Regime,  but  that  are 
not  subject  to  the  Special  Regime,  are  subject 
to  the  applicable  limits  and  sublimits  listed 
in  this  directive. 

In  carrying  out  the  above  directions,  the 
Commissioner  of  Customs  should  construe 
entry  into  the  United  States  for  consumption 
to  include  entry  for  consumption  Into  the 
Commonwealth  of  Puerto  Rico. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  affairs 
exception  of  the  rulemaking  provisions  of  5 
U.S.C  553(a)(1). 

Sincerely, 
).  Hayden  Boyd 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 
|FR  Doc.  92-31922  Filed  12-31-92;  8:45  am! 

BILUNC  CODE  3S10-OR-F 


Soliciting  Public  Comment  on  Bilateral 
Negotiations  During  1993 

December  28, 1992. 

AG€NCY:  Committee  for  the 

Implementation  of  Textile  Agreements 

(CITA). 

ACTION:  Announcement. 

SUPPLEMENTARY  mroRMATION: 

The  U.S.  Government  anticipates 
holding  negotiations  during  1993 
concerning  expiring  bilateral 
agreements  covering  certain  cotton, 
wool,  man-made  fiber,  silk  blend  and 
other  vegetable  fiber  textiles  and  apparel 
from  China  (December  31, 1993), 
Colombia  (December  31, 1993),  Costa 


Rica  (December  31, 1993),  Czech  and 
Slovak  Federal  Republic  (May  31, 1993), 
Dominican  Republic  (December  31. 
1993),  Egypt  {December  31, 1993), 
Guatemala  (December  31, 1993 — 
Categories  340/640  only),  Hungary  - 
(December  31, 1993).  India  (December 
31, 1993),  Jamaica  (December  31, 1993). 
Korea  (December  31, 1993),  Macau 
(December  31, 1993),  Mauritius 
(September  30, 1993),  Nepal  (December 
31, 1993).  Pakistan  (December  31, 1993), 
Poland  (December  31, 1993), 
Philippines  (December  31, 1993). 
Romania  (December  31, 1993).  Thailand 
(December  31, 1993),  Turkey  (December 
31, 1993),  United  Arab  Emirates 
(December  31, 1993)  and  Uruguay  (June 
30, 1993).  (The  dates  noted  in 
parenthesis  are  the  expiration  dates  of 
the  agreements.) 

Anyone  who  wishes  to  comment  or 
provide  data  or  information  regarding 
these  agreements,  or  to  comment  on 
domestic  production  or  availability  of 
textiles  and  apparel  affected  by  these 
agreements,  is  invited  to  submit  such 
comments  or  information  in  10  copies  to 
J.  Hayden  Boyd,  Acting  Chairman, 
Committee  for  the  Implementation  of 
Textile  Agreements,  U.S.  Department  of 
Commerce,  Washington.  DC.  20230; 
ATTN:  Helen  L.  LeGrande.  The 
comments  received  will  be  considered 
in  the  context  of  the  consultations  held 
with  respect  to  these  agreements. 
Because  the  exact  timing  of  the 
consultations  is  not  yet  certain, 
comments  should  be  submitted 
promptly.  Comments  or  information 
submitted.in  response  to  this  notice  will 
be  available  for  public  inspection  in  the 
OfGce  of  Textiles  and  Apparel,  room 
H3100,  U.S.  Department  of  Commerce, 
14th  and  Constitution  Avenue.  NW., 
Washington,  DC.  Further  comment  may 
be  invited  regarding  particular 
comments  or  information  received  from 
the  public  which  the  Committee  for  the 
Implementation  of  Textile  Agreements 
considers  appropriate  for  further 
consideration.  ' 

The  solicitation  of  comments 
regarding  any  aspect  of  the  agreements 
or  the  implementation  thereof  is  not  a 
waiver  in  any  respect  of  the  exemption 
contained  in  5  U.S.C.  553(a)(1)  relating 
to  matters  which  constitute  "a  foreign 
affairs  function  of  the  United  States." 
].  Hayden  Boyd, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 
IFR  Doc.  93-31923  Filed  12-31-93;  8:45  am] 
BttjjMG  cooe  aBi»-on-F 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BUND  OR 
SEVERELY  DISABLED 

Procurement  List;  Additions 

agency:  Committee  for  Purchase  from 

People  Who  Are  blind  or  Severely 

Disabled. 

action:  Additions  to  Procurement  List. 

summary:  This  action  adds  to  the 
Procurement  List  a  commodity  and 
services  to  be  furnished  by  nonprofit 
agencies  employing  persons  who  are 
blind  or  have  other  severe  disabilities. 
EFFECTIVE  DATE:  February  3, 1993. 
A00RESSE8:  Committee  for  Purchase 
from  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3,  suite  403. 
1735  Jefferson  Davis  Highway, 
Arhngton.  Virginia  22202-3461. 
FOR  FURTHER  VIFORMATION  CONTACT: 
Beveriy  Milkman,  (703)  603-7740. 
SUPPLEMENTARY  MFORMATION:  On  June 
12,  August  28,  November  16  and  20, 
1992,  the  Committee  for  Pui;^ase  from 
People  Who  Are  Blind  or  Severely 
Disabled  published  notices  (57  FR 
25023,  39190,  54062  and  54774)  of 
proposed  additions  to  the  Procurement 
List. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 
qualified  nonprofit  agencies  to  produce 
the  commodity  and  provide  the 
services,  fair  market  price,  and  impact 
of  the  addition  on  the  current  or  most 
recent  contractors,  the  Committee  has 
determined  that  the  commodity  and 
services  listed  below  are  suitable  for 
procurement  by  the  Federal  Government 
under  41  U.S.C.  46-48c  and  41  CFR  51- 
2.4. 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  major  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  furnish  the 
commodity  or  services  to  the 
Government. 

2.  The  action  will  not  have  a  severe 
economic  impact  on  current  contractors 
for  the  commodity  or  services. 

3.  The  action  will  result  in 
authorizing  small  entities  to  fiimish  the 
commodity  or  services  to  the 
Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
ODay  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  commodity  or 
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servicss  proposed  for  •ddition  to  the 
ProcuremoDt  LiaL 

Accordingly,  the  following 
commodity  and  services  are  hereby 
added  to  the  ProcunmeDt  List: 

Commodity 

Cap.  Knit.  8405-C1-O06-1074 

Services 

Comm'fauy  Shelf  Stocking  and  Custodial. 
Naval  Station.  Traasura  Island,  Callfarnia 


Grounds  MafaUsDanca.  U.S.  Anny 

Caniar.  6401  Imperial  Drive.  Waco.  Taxes 
)anitariaiyCustodial.  Veterans  Oitreach 

Cantor.  MO  Walnut  Stnat.  McKaesport. 

Pennsylvania 
lanitorialA^ustodial.  Veterans  Outieach 

Center.  954  Penn  Avenue.  PIttsburgb. 

ftnnsylvania 
Janitorial/Custodial.  V.S.  Army  Reserve 

Center,  6401  Imperial  Drive.  Waco.  TeMS 
Janitorial/Custodial.  Army  National  Guard 

Resdiaess  Centar.  til  South  George  Mason 

Drive.  Arhngtoo.  Virginia 
Mailroom  Operation.  IRS  Computing  Cealer. 

Route  9  and  Needy  Road.  Martinsburg. 

West  Virginia 

This  action  does  not  affect  contracts 
awarded  ptiat  to  the  efliactiv»  date  of 
this  addition  or  options  exercised  under 
those  contracts. 
Beverly  L.  Milkman. 
Executive  Ditector. 
IFR  Dor.  92-31938  Filed  12-31-92;  8:45  ami 


AddWone  to  the  Proavtmem  Uet; 
CorrectkMi 

In  the  document  appearing  on  (Mge 
57423  of  FR  Doc  92-29469  in  the  issue 
of  Clecember  4. 1992  under 
Supplementary  Information:  In  the  third 
pa.'-agraph  the  following  sentence 
should  be  inserted  afler  the  first 
sentence:  The  contractor  did  not  receive 
the  previous  contract  for  the  pads,  so  it 
cannot  be  considered  dependent  on 
continuous  Government  contracts  for 
them. 

Beverly  L.  Milkmaa. 
Executive  Director. 
|FK  Doc.  92-31931  Filed  12-31-92;  8:45  am) 

atLUHO  COOC  MM  ■  M 

Procurement  Usl  Propoeed  Additk>ne 

AGENCY:  Committee  for  Purchase  From 

Ffaople  Who  are  Blind  or  Severely 

Disabled. 

ACTION:  Proposed  additions  to 

procurementlist. 

SUMMARY:  The  Committee  has  received 
proposals  to  add  to  the  Procurement  List 
commodities  to  be  furnished  by 
nonprofit  agencies  employing  persons 


who  are  blind  or  have  otber  severe 
disabilities. 

COMMEKTS  MUST  BC  RCCeVEO  ON  ON 
BEFORE:  February  3, 1993. 
A00RE8SE8:  Committee  hr  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled.  Crystal  Square  3,  suite  403, 
1735  Jefferson  Davis  Highway. 
Arlington.  Virginia  22202-3461. 
FOR  FURTHER  BIRMMATION  CONTACT: 
Beverly  Milkman.  (703)  60S-7740. 
SUPPLEMENTARY  MF0RMAT10N:  This 
notice  is  published  pursuant  to  41 
use  47(a)  (2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  possible  impact  of  the  proposed 
actions. 

If  the  Committee  approves  the 
proposed  additions,  all  entities  of  the 
Federal  Government  (except  as 
otherwise  indicated)  will  be  required  to 
procure  the  commodities  listed  below 
from  nonprofit  agencies  employing 
persons  who  are  blind  or  have  other 
severe  disabilities. 

I  certify  that  the  following  action  will 
not  have  a  significant  impMct  on  a 
substantial  number  of  small  entities. 
The  mafor  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  furnish  the 
commodities  to  the  Government. 

2.  The  action  does  not  appear  to  have 
a  severe  adverse  impact  on  the  current 
contractors  for  the  commodities. 

3.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
commodities  to  the  Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
ODay  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  commodities 
proposed  for  addition  to  the 
Procurement  List. 

Comments  on  this  certification  are 
invited.  Commenlers  should  identify  the 
statement(s)  underlying  the  certification 
on  which  thuy  are  providing  additional 
information. 

It  is  proposed  to  add  the  following 
commodities  to  the  Procurement  List  for 

f>roduction  by  the  nonprofit  agency 
isted: 

Conunod/t/es 

Floorboard.  Wood.  2510-01-067-2630; 

Nonprofit  Agency:  Hardeman  County 

Developmental  Services  Center, 

Bolivar.  Tennessee 
Rail.  Target  Framing,  6920-01-E02- 

1996,  Requirements  for  the  U.S. 

Marine  Corps.  Parris  Island.  SC); 


Nonprofit  Agency:  Walteiboro 
Vocational  Rehabilitation  Center, 
Walterboro,  South  Carolina 

Cradle.  Military  Fuel  Can.  7240-01- 
318-5222;  Nonprofit  Agency:  Knox 
County  Association  for  Retarded 
Citizens,  Knoxville.  Tennessee 

Yard  News,  GPO  Program  ClOl-S, 
7690-00-NSH-0046  (Requirements 
for  the  Government  Printing  Office, 
Washington.  DC  only);  Nonprofit 
Agency:  Lt.  Joseph  P.  ICennedy 
Institute.  Washington.  DC 

Beverly  L.MUkaun, 

Executire  Director. 

IFR  Doc.  92-31929  Filed  12-31-92;  8:45  ami 


Procurement  Uet;  Propoeed  Addition 

AGENCY:  Committee  for  Purchase  From 

People  Who  Are  Blind  or  Severely 

Disabled. 

ACTION:  Proposed  addition  to 

procurement  list. 

SUMMARY:  The  Committee  has  received  a 

proposal  to  add  to  the  Procurement  List 
a  commodity  to  be  furnished  by 
nonprofit  agencies  employing  persons 
who  are  blind  or  have  other  severe 
disabilities. 

COMMENTS  MUST  BE  RECEIVEO  ON  OR 
BEFORE:  February  3. 1993. 
A00RC8SES:  Committee  fw  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3.  suite  403. 
1735  Jefferson  Davis  Highway. 
Arlington.  Virginia  22202-3461. 
FOR  FURTHER  MFORMATION  CONTACT: 
Beverly  Milkman,  (703)  603-7740. 
SUPPI.EMENTARY  INFORMATION:  This 
notice  is  published  pursuant  to  41 
U.S.C.  47(a)(2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  possible  impact  of  the  proposed 
action. 

If  the  Committee  approves  the 
proposed  addition,  all  entities  of  the 
Federal  Government  (except  a* 
otherwise  indicated)  will  be  required  to 
procure  the  commodity  listed  below 
from  nonprofit  agencies  employing 
persons  who  are  blind  or  have  other 
severe  disabilities. 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  major  foctors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  oth«-  than  the  small 
organizations  that  will  furnish  the 
commodity  to  the  Government. 
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Z.  Ttre  action  will  result  in 
airthorizing  small  entities  to  furnish  the 
cornmodity  to  the  Government. 

3.  There  are  no  known  ragoistory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagnei^ 
O'Day  Act  (41  U.S.C.  46-48c)  hi 
connection  with  the  commodity 
proposed  for  addition  to  the 
Procurement  List. 

Comments  on  this  certification  are 
invited.  Commenters  riiould  identify  the 
statenient(s)  underlying  the  certification 
on  which  they  are  providing  additional 
information. 

It  is  proposed  to  add  the  fbllowiDg 
commodity  to  the  Procurement  List  for 

ftroduction  by  the  nonprofit  agency 
isted: 

Towei,  Paper.  Decomposable,  7930-00- 
NIB-0020;  Nonprofit  Agency:  East 
Texqs  Lighthouse  for  the  Blind,  Tyler, 
Texas 
Beverly  L.  Milkman, 
Executive  Director. 
IFR  Doc.  92-31930  Filed  12-31-§2;  8:45  am] 

BILUNO  CODE  M3»-»-H 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Chicago  Board  of  Trada  Propoaaf  to 
Registar  CartaIn  Non  Mawbar  OfHclaia 
of  Mambar  Fhrna  and  To  Raquira 
MembarsMp  of  Certain  Non-Mamber 
Parent  Finns 

AGiMCV:  CcHnmodity  Futures  Trading 

Commission. 

AcnON:  Extension  of  comment  period. 

SUMMARY:  On  October  7, 1992,  the 
Commission  published  in  the  Federal 
Register  a  notice  of  a  proposed  new 
Chicago  Board  of  Trade  ("CBT") 
Regulation  230.03  which  would 
establish  procedures  requiring 
registration  of  certain  non-member 
officials  of  member  firms  and 
application  for  membership  by  certain 
non-member  parent  firms.  57  PR  46151. 
The  comment  period  on  the  proposed 
new  regulation  originally  was  scheduled 
\o  expire  on  November  6, 1992, 
however,  on  that  date  the  Commission 
extended  the  comment  p>eriod  until 
December  21. 1992.  57  FR  53887 
(November  13, 1992). 

The  Futtires  Industry  Association 
(■  FIA")  and  the  CBT  have  both 
requested  that  the  public  comment 
period  for  CBT  Regulation  230.03  be 
extended  so  that  the  FIA  and  CBT  could 
fully  address  the  issues  raised  by  the 
proposal. 

In  order  to  ensure  that  all  interested 
parties  have  an  opportunity  to  submit 
meaningful  comments,  the  Commission 


has  determined  to  grant  a  31-day 
extension  of  the  comment  period  for  the 
CBT's  proposal. 

DATES:  Comments  must  be  submitted  by 
January  21, 1993. 

FOR  FURTHER  MFORMAT10N  CONTACT: 
David  P.  Van  Wagner,  Special  Counsel, 
Division  of  Trading  and  Markets. 
Commodity  Futures  Trading 
Commission.  2033  K  Street.  NW.. 
Washington,  DC  20581.  Telephone: 
(202) 254-8955. 

Issued  in  Washington,  DC  on  Decnnber  28, 
1992  by  the  Cammission. 
Alan  L.  Scifiut, 
Deputy  Directm: 
(FR  Doc.  92-31897  Filed  12-31-92;  8:45  ami 

BIUJNG  COOCOSI-ai-M 


Chicago  Board  of  Trada  Proposal  to 
Assign  the  Catastrophe  Insurvtce 
Futures  Contracts  to  the  Agricultural 
and  Associated  Market  Category 

AGENCY:  Commodity  Futures  Trading 

Commission. 

ACTION:  Notice  of  proposed  contract 

market  rule  changes. 

SUMMARY:  The  Chicago  Board  of  Trade 
("CBT")  has  submitted  proposed  role 
amendments  which  would  assign  the 
Catastrophe  Insurance  ("Q")  futures 
contracts  to  the  Agricultural  and 
Associated  Market  ("AAM")  category.' 
Acting  pursuant  to  the  authority 
ddegated  by  Onmnissioa  Regulations 
140.96,  the  Director  of  the  Division  of 
Trading  and  Markets  has  detmmioed  to 
publish  tbe  CBT  proposal  for  public 
comment  The  Division  believes  that 
publication  of  the  CBT  proposal  is  in 
the  public  interest  and  will  assist  the 
Commission  in  considering  the  views  of 
interested  persons. 

DATES:  Comments  must  be  received  on 
or  before  February  3, 1992. 
FOR  FURTHER  MFORMATXM  CONTACT: 
Clarence  Sanders,  Attorney.  Division  of 
Trading  and^Markets,  Commodity 
Futures  Trading  Commission,  2033  K 
Street  NW,  Washington,  DC  20581. 
Telephone  (202)  254-8955. 
SUPPLEKKNTARY  MFORMATKM: 

L  Description  of  Proposed  Rule 
Amendments 

By  a  letter  dated  November  24,  1992. 
the  CBT  submitted  proposed  rule 
amendments  pursuant  to  section  58(1 2) 
of  the  Commodity  Exchange  Act  ("Act") 


'  On  NovemlMr  IS,  1992.  the  Cooiroitsion 
desifnalml  the  CBT  as  ■  contract  aurktt  in  leparata 
futures  and  optionj  contract*  io  National 
Catastrophe  Insunnc«,  Eastam  Cataatrophs 
Insurance,  Mtdweslarn  Catastrophe  huorance,  and 
Westam  CatiMtvoftka  bwmace. 


and  Commissioii  Regulation  1.41(c) 
which  would  assign  the  Q  futures 
contracts  to  the  AAM  category.  Each  of 
the  Q  contractors  is  based  upon  and 
settled  according  to  en  index 
constructed  from  insxirance  loss  data. 

Under  existing  CBT  Rule  290.00,  eadi 
futiu«s  and  options  contract  must  be 
assigned  to  one  of  four  maricet 
categories:  the  Index,  Debt  and  Energy 
Market  ("IDEM"),  Government   \ 
bistrument  Market  ("GIM "),  Con^^odity 
Opti<ms  Market  ("COM"),  and  AAM 
categories.  Assignment  ol  a  cootiact  to 
one  of  these  four  market  categories 
entitles  holders  of  trading  interests  in 
that  particular  mariwt  category  to  trade 
the  newly  assigned  contract.  Thus, 
although  a  futures  contracts  may  be 
considered  "index"  contracts,  tmder  the 
CBT  proposal  the  CI  futures  contrects 
would  be  assigned  to  the  AAM  category, 
and  holders  of  IDEM  interests  would  be 
ineligible  to  trade  the  Q  futures 
contracts. 

Upon  assignment  of  the  Q  futures 
contracts  to  the  AAM  category,  tredii^ 
eligibility  would  be  determined  by 
reference  to  CBT  rules  governing  trading 
rights  of  holders  of  voting  membwrahip 
interests — full  end  essociaie  members. 
Full  members  are  eligible  to  trade  all 
CBT  contracts  and  associate  m«nbera 
are  eligible  to  trade  all  contracts 
assigned  to  the  IDEM,  GIM,  and  COM 
market  categories.  However,  because  the 
CBT  has  not  irapiemented  the  AAM 
market  category,  and  there  are  no  AAM 
interest  holders,  assignnient  of  Q 
futures  contracts  to  the  AAM  category 
ultimately  would  reserve  the  Q  fiitures 
contracts  exclusively  for  trading  by  full 
members.  Assignment  to  the  AAM 
category  would  not  have  any  effect 
immediately  because  the  CBT  seperately 
has  granted  temporary  trading  privileges 
in  Q  futures  contracts  to  Associate 
Members  for  a  period  of  five  years  and 
to  IDEM,  GIM  and  COM  men^>ers  for  a 
period  of  three  years. 

n.  Request  for  ConmieBts 

The  Commission  requests  comments 
on  any  aspect  of  the  CBTs  proposed 
rule  amendments  that  memoers  of  the 
public  believe  may  raise  issties  under 
the  Act  or  Commission  regulations. 

Copies  of  the  proposed  rule  and 
related  materials  are  available  for 
inspection  at  the  Office  of  the 
Secretariat,  Commodity  Futures  Trading 
Commission.  2033  K  Street  NW., 
Washington.  E)C  20581.  Copies  also  may 
be  obtained  through  the  Office  of  the 
Secretarial  at  the  above  address  or  by 
telephoning  (202)  254-6314.  Some 
materials  may  be  subject  to  confidential 
treatment  pursuant  to  17  CFR  145.5  ax 
145.9. 
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Any  person  interested  in  submitting 
written  data,  views,  or  arguments  on  the 
proposed  amended  rule  should  send 
such  comments  to  Jean  A.  Webb. 
Secretary.  Commodity  Futures  Trading 
Commission.  2033  K  Street  N.W. 
Washington.  DC.  205ai.  by  the  specified 
date. 

Issued  in  Washington.  DC.  on  December 
28. 1992. 
Al«aL.Scifart. 
Deputy  Director. 

IFR  Doa  92-31898  Piled  12-31-92;  8:4S  ami 
■■.UNO  cooc  sMi-et-ai 


DEPARTMENT  OF  DEFENSE 

Public  Information  Coli«ction 
ftoquirMMnt  Submittad  to  0MB  lor 
Raview 

ACTION:  Notice. 


Dated:  December  29. 1992. 
L.M.  BywM. 

Alternate  OSD  Federal  Register  Liaison 
Officer.  Department  of  Defense. 
|FR  Doc.  92-31904  Filed  12-31-92;  8:45  ami 
HLUNO  COOC  »ia-*Mi 


The  Department  of  Defense  has 
submitted  to  OMB  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35). 

Title.  Applicable  Form,  and  Applicable 
OMB  Coi^trol  Number  Development 
of  A  DoD  Interest  Measure 
Type  of  Request:  New  collection 
Average  Burtlen  Hours/Minutes  Per 

Response:  1.019  hours 
Responses  Per  Respondent:  t 
Number  of  Respondents:  4650 
Annual  Burden  Hours:  4738 
Annua/  Responses:  4650 
Needs  and  Uses:  By  February  of  1905. 
the  DoD  needs  to  replace  a 
commercially  purchased  inventory 
that  is  now  used  in  the  DoD  Student 
Testing  Program.  This  data  collection 
will  allow  for  the  development  of  an 
interest  inventory  according  to 
professionally  accepted  development 
standards. 
A//ecf  Public:  Individuals  or 
households:  state  or  local 
governments 
Frequency:  One  time 
Respondent's  Obligation:  Voluntary 
OMB  Desk  Officer:  Mr.  Edward  C 
Springer.  Written  comments  and 
recommendations  on  the  propKwed 
information  collection  should  be  sent 
to  Mr.  Springer  at  the  Office  of 
Management  and  Budget,  Desk  Officer 
for  DoD.  room  3235.  New  Executive 
Office  Building.  Washington.  DC 
20503. 
DOD  Clearance  Officer:  Mr.  William  P. 
Pearce.  Written  request  for  copies  of 
the  information  collection  proposal 
should  be  sent  to  Mr.  Pearce.  WHS/ 
mOR.  1215  JefSarsoD  Davis  Highway, 
suite  1204.  Arlington.  Virginia  22202- 
4302. 


Offlca  of  tlM'Sacratary 

Department  of  Dafanaa  Waga 
Committaa;  Cloaad  Maatinga 

Pursuant  to  the  provisions  of  section 
10  of  Public  Law  92-463.  the  Federal 
Advisory  Committee  Act.  notice  is 
hereby  given  that  a  meeting  of  the 
Department  of  Defense  Wage  Committee 
will  be  held  on  Tuesday,  February  2. 
1993;  Tuesday.  February  9. 1993; 
Tuesday.  February  16, 1993;  and 
Tuesday.  February  23, 1993,  at  2  p.m.  in 
room  800.  Hoffman  Building  #1. 
Alexandria.  Virginia. 

The  Committee's  primary 
responsibihty  is  to  consider  and  submit 
recommendations  to  the  Assistant 
Secretary  of  Defense  (Force  Management 
and  Personnel)  concerning  all  matters 
involved  in  the  development  and 
authorization  of  wage  schedules  for 
Federal  prevailing  rate  employees 
pursuant  to  Public  Law  92-392.  At  this 
meeting,  the  Committee  will  consider 
wage  survey  specifications,  wage  survey 
data,  local  wage  survey  committee 
reports  and  recommendations,  and  wage 
schudules  derived  therefrom. 

Under  the  provisions  of  section  10(d) 
of  Public  Law  92-463,  meetings  may  be 
,  closed  to  the  public  when  they  are 
"concerned  with  matters  listed  in  5 
U.S.C  552b."  Two  of  the  matters  so 
listed  are  those  "related  solely  to  the 
internal  personnel  rules  and  practices  of 
an  agency."  (5  U.S.C  552b.  (c)  (2)).  and 
those  involving  "trade  secrets  and 
commercial  or  financial  information 
obtained  from  a  person  and  privileged 
or  confidential"  (5  U.S.C.  552b.  (c)  (4)). 

Accordingly,  the  Deputy  Assistant 
Secretary  of  Defense  (Civilian  Personnel 
Policy/Equal  Opportunity)  hereby 
determines  that  all  portions  of  the 
meeting  will  be  closed  to  the  public 
because  the  matters  considered  are 
related  to  the  internal  rules  and 
practices  of  the  Department  of  Defense 
(5  U.S.C  552b.  (c)  (2)),  and  the  detailed 
wage  data  considered  were  obtained 
from  officials  of  private  establishments 
with  a  guarantee  that  the  data  will  be 
held  in  confidence  (5  U.S.C  552h(c) 
(4)). 

However,  members  of  the  public  who 
may  wish  to  do  so  are  invited  to  submit 
material  in  writing  to  the  chairman 
concerning  matters  believed  to  be 
deserving  of  the  Committee's  attention. 


Additional  information  concerning 
thi^  meeting  may  be  obtained  by  writing 
the  Chairman.  Department  of  Defense 
W^  Committee,  room  3D264.  The 
Pahtagon.  Washington.  DC.  20310. 

4)ated:  December  29. 1992. 
LJbl.  Bynum. 

OSD  Federal  Register  Liaison  Officer. 
Department  of  Defense. 
(PR  Doc  92-31905  Filed  12-31-92: 8:45  am) 
■LUNQ  cooc  M1*-*t-« 


Dapartinant  of  tha  Army 

Army  Sclanca  Board;  Cloaad  MeaUng 

In  accordance  with  section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463).  announcement  is 
made  of  the  fbllowing  Committee 
Meeting: 

Name  of  Committee:  Army  Science  Board 
(ASH). 

Date  of  Meeting:  2(^22  January  1993. 

Time  of  Meeting:  1200-1700.  20  January: 
and  0800-1700.  21-22  )anuary. 

Place:  Ft.  Monmouth.  N). 

Agenda:  The  Army  Science  Board  Ad  Hoc 
Pane!  on  "Space  Syste.ms  and  Future  Anny 
Operations"  will  meet  for  discussions 
fbcussed  on  current  operational  concepts,  the 
Army  Long-range  Plan  for  Space  and 
associated  technologies.  This  meeting  will  be 
closed  to  the  public  in  accordance  with     > 
section  552b.(c)  of  title  5.  U.S.C,  specifically 
subparagraph  (1)  thereof  and  title  5.  U.S.C 
Appendix  2,  subsection  10(d).  The  classified 
and  non-classified  information  to  he 
discussed  will  be  so  Inextricably  Intertwined 
so  as  to  preclude  opening  any  portion  of  the 
meeting.  The  ASB  Administrative  Officer, 
Sally  Warner,  may  be  contacted  for  further 
information  (703)695-0781. 
SaUy  A.  Wanvr. 

Administrative  Officer.  Army  Science  Board. 
(FR  Doc.  92-31878  Filed  12-31-92: 8:45  am] 
MujNO  cooc  srio-aa-ii 


DEPARTMENT  OF  EOUCATKNH 

Notica  of  Propoaad  Information 
Collactlon  Raquaata 

agency:  Department  of  Education. 
ACTION:  Notice  of  proposed  information 
collection  requesta. 

SUMMARY:  The  Director.  Information 
Resources  Management  Service,  invites 
commenta  on  the  proposed  information 
collection  requesta  as  required  by  the 
Paperwork  Reduction  Act  of  1980. 
DATES:  Interested  persons  are  invited  to 
submit  commenta  on  or  before  February 
3. 1993. 

A00NES8E8:  Written  commenta  should 
be  addressed  to  the  Office  of 
Information  and  Regulatory  Affairs. 
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Attention:  Don  Chenok:  Desk  Officer. 
Department  of  Education,  Office  of 
Management  and  Budget,  726  Jackson 
Place,  NW.,  room  3208,  New  Executive 
Office'Building,  Washington,  DC  20503. 
Requests  for  copies  of  the  proposed 
information  collectian  requests  should 
be  addressed  to  Gary  Green,  Department 
of  Education.  400  Maryland  Avenue, 
SW.,  room  5624,  Regional  Office 
Building  3.  Washingtos.  DC  20202- 
4651. 

FOR  FURTHER  MFORMATMN  CONTACT:  Gary 
Green  (202) 708-5174. 
SUPPLEMENTARY  MFOHMATlOlt:  Section 
35 17  of  the  Paperwork  Reduction  Act  of 
1980(44  VS.C.  chapter  35)  requires  that 
the  Office  of  Management  and  Budget 
(OMB)  provide  interested  Federal 
agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  C^B  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency's  ability  to  perform  its 
statutory  obligations.  The  Director  of  the 
Information  Resources  Management 
Service,  publishes  this  notice  containing 
proposed  information  collection 
requests  prior  to  submission  of  these 
requests  to  OMB.  Each  proposed 
information  collection^  grouped  by 
office,  contains  the  ft^owing;  (1)  Type 
of  review  re<^ested,  e.g.r  new,,  revision, 
extension,  existing  or  reinstatement:  (2) 
Title;  (3)  Frequency  of  collection;  (4) 
The  affected  public;  (5)  Reporting 
burden:  and/or  (6)  Recordkeeping 
burden;  and  (7)  Abstract.  OMB  invites 
public  comment  at  the  address  specified 
above.  Copies  of  the  requests  are 
available  m>m  Gary  Green  at  the  address 
specified  above. 

Dated:  December  28, 1992. 
Wallace  McPhanon, 

Acting  Director,  Information  Betoarcea 
Management  Smvict. 

Office  of  Postsecondary  Education 

Type  of  Review:  New 

Title:  Student  Assistance  General 

Provisic»is,  Interlocutory  Appeals 
Frequency:  On  Occasion 
Affected  Public:  Businesses  or  oihei  for- 

EroHt;  non-profit  institutions:  small 
usinesses  or  organizations 
Reporting  Burden: 
Responses:  30 
Burden  Hours:  240 
Recordkeeping  Burden: 
Recordkeepers:  0 
Burden  Hours:  0 

Abstract:  The  Department  must 
provide  an  administrative  sppeat 


procedure  for  disputes  regarding  audit 
claims  and  enforcement  actions  against 
instituticms  of  higher  education  in  the 
student  financial  aid  programs.  The 
information  will  be  used  to  consider 
appeals  to  the  Secretary  in  these 
proceedings. 

Office  of  Educational  Research  and 
Inqirovement 

Type  of  Review:  New 
Title:  Second  FoUowup:  Beginning 
Postsecondary  Students 
Longitudinal  Study  Field  Test  and 
FUlI-Scale  Survey     ^ 
Frequency:  Biennially 
Affected  Public:  Individuals  or 

housebolds;  businesses  or  others  for 
profit;  non-profit  institutions;  small 
businesses  or  oiganizatians 
Reporting  Burden: 
Responses:  1.345 
Burden  Hours:  859 
Recordkeeping  Bartlen: 
Recordkeepers:  0 
Burd«i  Hours:  0 
Abstract  This  study  will  collect, 
analyze,  and  report  data  about  first-time 
entering  postsecondary  students  in 
academic  yeer  1988-89  and  19&9-9a 

Office  of  Policy  and  Planning 

Type  of  Review:  Revision 
rjt7e.-  Even  Start  Evaluation 
Frequency:  Semi-annually 
Affected  PMic:  Individuals  or 
households;  state  or  local 
governments 
Reporting  Burden: 

Responses:  22.717 

Burden  Hours:  15.276 
Recordkeeping  Airden: 

Recordkeepers;  Q 

Burden  Hours:  0 

Abstract:  This  collection  will  analyze 
and  report  data  on  all  Even  St«t  local 
grantees  that  started  their  prefects  in 
1989  or  199a  The  Department  will  use 
the  information  for  program  analysis 
and  to  report  to  Congress. 

(PR  Doc.  92-31875  Filed  12-31-92;  8:45  am) 

BiLUNG  CODE  40ioO-O1-ll 


DEPARTMENT  OF  ENERGY 

Office  of  Foaail  Energy 
[FE  Docket  No.  90-04-NGl 

Rocheater  Gaa  and  Electric  Corp.; 
Rnat  Authorization  To  Export  and 
Import  Natural  Gaa  To  and  From 
Canada 

AGENCY:  Office  of  Fossil  Energy,  DOE. 
ACTION:  Notice  of  order. 

SUMMARY:  The  Office  of  Fossil  Eneigy  of 
the  Department  of  Energy  gives  notice 


that  it  has  issued  a  final  order 
authorizing  Rochester  Gas  and  Electric 
Corporation  (RG&E)  to  export  tip  to 
227.5  MMcf  of  natural  gas  per  day  to 
Canada  near -St.  Clair,  Michigan,  and  to 
import  from  Canada  near  Grand  Island, 
New  York,  up  to  227.5  MMcf  per  day. 
The  term  of  the  authorization  is  IS  years 
beginning  oa  the  date  of  RGftFs  first 
export/import  delivery  on  the  proposed 
Empire  State  Pipeline  system. 

This  order  is  avtulable  for  inspection 
and  copying  in  the  Office  of  Fuels 
Programs  Docket  Room,  rooos  3F-0S6,  at 
1000  Independence  Avenue,  SW.. 
Washington,  DC  20585.  The  docket 
room  is  open  between  the  hours  of  8 
a.m.  and  4:30  p.m.,  Monday  diraugh 
Friday,  except  Federal  holSdaya. 

Issued  in  Wasningtan,  DC  on  Decouiber  24, 

1992. 

OiarlM  F.  Vacck. 

Deputy  Assistant  Secretary  for  Fu^ 

Programs,  Office  of  Fossil  Energy. 

[FR  Doc  92-31 91ft  Piled  12-31-92;  8:45  am) 

BtLUNQCOOC 


[FE  DOCKET  NO.  M-ta-NG] 

Selldrli  Cogen  Partners,  LR.;  Lonf- 
Term  Authorization  To  Impoit  Natural 
Gaa  From  Canada 

AGENCY:  Office  of  Fossil  Energy,  DC^ 
ACTION:  Notice  of  order. 

SUMMARY:  The  Office  of  Fossil  Eneigy  of 
the  Department  of  Energy  gives  notice 
that  it  has  issued  an  order  granting 
authorization  to  Selkiik  Cdgen  Partners, 
L.P.  to  import  up  to  55,000  Mcf  of 
natural  gas  per  day  over  a  15-year 
period  beginning  on  the  date  of  first 
delivery  for  use  at  a  new  252  megawatt 
cogeneration  facility  it  is  constnicting  in 
Selkirk.  New  York. 

A  copy  of  this  order  is  available  for 
inspection  and  copying  in  the  Office  of 
Fuels  Programs  Docket  Room,  room  3F- 
056  at  the  above  address.  The  docket 
room  is  open  between  the  hours  of  8 
a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  Federal  holidays. 

Issued  in  Waskingtoo,  DC  on  Deceml>er  24. 
1992. 

Charka  F.  Vacek, 

Deputy  Assistant  Secretary  for  Fuels 
Profftims,  Office  ofFossS  Eaergy. 
(FR  Doc.  92-31918  Filed  12-ai-«3;  8:4S  aro| 
aaxMocoof  i 
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[Ooctat  No.  FE-R-7»-«381 

Electric  and  Gas  UUUtiM  Covwad  In 
1993  by  TKlea  i  and  M  of  tha  Public 
Utility  Regulatory  PoUdea  Act  of  1978 
and  Raquiremanta  for  Stato  Regulatory 
Authoritlea  to  Notify  the  Department  of 

Energy 

AGENCY:  Office  of  Fossil  Energy. 
Department  of  Energy. 
ACTION:  Notice. 


summary:  Sections  102(c)  and  301(d)  of 
the  Public  Utility  Regulatory  Policies 
Act  of  1978  (PURPA)  require  the 
Secretary  of  Energy  to  publish  a  list, 
before  the  beginning  of  each  calendar 
year,  identifying  each  electric  utility 
and  gas  utility  to  which  titles  I  and  III 
of  PURPA  apply  during  such  calendar 
year.  The  1993  list  is  published  here  as 
two  separate  tabulations.  Appendix  A 
lists  the  covered  utilities  by  State  and 
appendix  B  lists  them  alphabetically. 

Each  State  regulatory  authority  is 
required,  pursuant  to  sections  102(c) 
and  301|d)  of  PURPA.  to  notify  the 
Secretary  of  Energy  of  each  electric 
utility  and  gas  utility  on  the  list  for 
which  such  State  regulatory  authority 
has  ratemaking  authority.  In  addition, 
written  comments  are  requested  on  the 
accuracy  of  the  list  of  electric  utilities 
and  gas  utilities. 

DATES:  Notifications  by  State  regulatory 
authorities  and  written  comments  must 
be  received  by  no  later  than  4:30  p.m. 
on  February  15. 1993. 
ADDRESSES:  Notifications  and  written 
comments  should  be  forwarded  to: 
Department  of  Energy.  Office  of  Coal 
and  Electricity.  FE-52. 1000 
Independence  Avenue.  SW..  room  3F- 
070,  Docket  No.  FE-R-79-43B. 
Washington.  DC  20585. 
FOR  FURTHER  WFORMATJON  CONTACT: 
Steven  Mintz.  Office  of  Coal  and 
Electricity.  Fossil  Energy.  Department  of 
Energy.  1000  Independence  Avenue. 
SW..  room  3F-O70.  FE-52,  Washington. 
DC  20585.  Telephone  202/586-9506 
SUPfiJUIENTARY  MFORMATKM: 


I.  Background 

Pursuant  to  sections  102(c)  and  301(d) 
of  PURPA.  P«  blic  Uw  95-617.  92  Stat. 
'- .  ^Nt*  <:«(}.  116  U.S.C  2601  et  seq.. 
\::Jf^KnfeTnd  to  as  the  Act)  the 
Depfcy       .i.  of  Energy  (DOE)  is  required 
to  puBh&A  a  list  of  utilities  to  which 
Titles  I  and  III  of  PURPA  apply  in  1993 

State  regulatory  authorities  are 
required  by  the  Act  to  notify  the 
Secretary  of  Energy  as  to  their 
ratemaking  authority  over  the  listed 
utilities.  The  inclusion  or  exclusion  of 
any  utility  on  or  from  the  list  does  not 
affect  the  legal  obligations  of  such 


utility  or  the  responsible  authority 
under  the  Act.  .    ,. 

The  term  "State  regulatory  authonty 
means  any  State,  including  the  District 
of  Columbia  and  Puerto  Rico,  or  a 
political  subdivision  thereof,  and  any 
agency  ot  instrumentality,  which  has 
authority  to  fix.  modify,  approve,  or 
disapprove  rates  with  respect  to  the  sale 
of  electric  energy  or  natural  gas  by  any 
utility  (other  than  such  State  agency).  In 
the  case  of  a  utility  for  which  the 
Tennessee  Valley  Authority  (TVA)  has 
ratemaking  authority,  the  term  "Statei 
regulatory  authority"  means  the  TVA. 

Title  I  of  PURPA  sets  forth  ratemaking 
and  regulatory  policy  standards  with 
respect  to  electric  utilities.  Section 
102(c)  of  Title  I  requires  the  Secretary  of 
Energy  to  publish  a  list,  before  the 
beginning  of  each  calendar  year, 
identifying  each  electric  utility  to  which 
title  I  applies  during  such  calendar  year. 
An  electric  utility  is  defined  as  any 
person.  State  agency,  or  Federal  agency 
that  sells  electric  energy.  An  electric 
utility  is  covered  by  title  I  for  any 
calendar  year  if  it  had  total  sales  of 
electric  energy  for  purposes  other  than 
resale  in  excess  of  500  million  kilowatt- 
hours  during  any  calendar  year 
beginning  after  December  31. 1975.  and 
before  the  immediately  preceding 
calendar  year.  An  electric  utility  is 
covered  in  1993  if  it  exceeded  the 
threshold  in  any  year  from  1976  through 

1991. 

Title  ni  of  PURPA  addresses 
ratemaking  and  other  regulatory  policy 
standards  with  respect  to  natural  gas 
utilities.  Section  301(d)  of  title  III 
requires  the  Secretary  of  Energy  to 
publish  a  list,  before  the  beginning  of 
each  calendar  year,  identifying  each  gas 
utility  to  which  titfe  III  applies  during 
such  calendar  year.  A  gas  utility  is 
defined  as  any  person.  State  agency,  or 
Federal  agency,  engaged  in  the  local 
distribution  of  natural  gas  and  the  sale 
of  natural  gas  to  any  ultimate  consumer 
of  natural  gas.  A  gas  utilKy  is  covered 
by  title  III  if  it  had  total  sales  of  natural 
gas  for  purposes  other  than  resale  in 
excess  of  10  billion  cubic  feet  during 
any  calendar  year  beginning  after 
December  31, 1975,  and  before  the 
immediately  preceding  calendar  year.  A 
gas  utility  is  covered  in  1993  if  it 
exceeded  the  threshold  in  any  year  from 
1976  through  1991. 

In  compiling  the  list  published  today, 
the  DOE  revised  the  1992  list  (56  FR 
66310.  December  20. 1991)  upon  the 
assumption  that  all  entities  included  on 
the  1992  list  are  properly  included  on 
the  1993  list  unless  the  DOE  has 
information  to  the  contrary.  In  doing 
this,  the  DOE  took  into  account 
information  included  in  public 


documents  regarding  entities  which 
exceed  the  PURPA  thresholds  for  the 
first  Ume  in  1991.  The  DOE  believes  that 
it  will  become  aware  of  any  errore  or 
omissions  in  the  list  published  today  by 
means  of  the  comment  process  called 
for  by  this  Notice.  The  DOE  will,  after 
consideration  of  any  comment  and  other 
information  available  to  the  DOE. 
provide  written  notice  of  any  further 
additions  or  deletions  to  the  list. 


n.  Notification  and  Comment 
Procedures 

No  later  than  4:30  p.m.  on  February 
15, 1993,  each  State  regulatory  authority 
must  notify  the  Department  of  Energy  in 
writing  of  each  utility  on  the  list  over 
which  it  has  ratemaking  authority.  Five 
copies  of  such  notification  should  be 
submitted  to  the  address  indicated  in 
the  "ADDRESSES"  section  of  this  Notice 
and  should  be  identified  on  the  outside 
of  the  envelope  and  on  the  document 
with  the  designation  "Docket  No.  FE-R- 
79-43B."  Such  notification  should 
include: 

1.  A  complete  list  of  electric  utilities 
and  gas  utilities  over  which  the  State 
regulatory  authority  has  ratemaking 

authority: 

2.  legal  citations  pertaining  to  the 
ratemaking  authority  of  the  State 
regulatory  authority:  and 

3.  for  any  listed  utility  known  to  be 
subject  to  other  ratemaking  authorities 
within  the  State  for  portions  of  its 
service  area,  a  precise  description  of  the 
portion  to  which  such  notification 

applies. 

All  interested  persons,  including  State 
regulatory  authorities,  are  invited  to 
comment  in  wrriting.  no  later  than  4:30 
p.m.  on  February  15. 1993.  on  any  errors 
or  omission  with  respect  to  the  list.  Two 
copies  of  such  comments  should  be  sent 
to  the  address  indicated  in  the 
"ADDRESSES"  section  of  this  Notice  and 
should  be  identified  on  the  outside  of 
the  envelope  and  on  the  document  with 
the  designation  "Docket  No.  FE-R-79- 
438."  Written  comments  should  include 
the  commenter's  name,  address,  and 
telephone  number.  ; 

All  notifications  and  comments 
received  by  the  DOE  will  be  made 
available,  upon  request,  for  public 
inspection  in  the  Freedom  of 
Information  Reading  Room,  room  lE- 
190. 1000  Independence  Avenue.  SW.. 
Washington.  DC  20585.  between  the 
hours  of  9  a.m.  and  4  p.m.  Monday 
through  Friday,  except  Federal  holidays. 

III.  List  of  Electric  Utilities  and  Gas 

Utilities  j 

Appendices  A  land  B  contain  two 
different  tabulations  of  the  utilities  that 
meet  PURPA  coverage  requirements.  As 
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stated  above,  the  inclusion  or  exclusion 
of  any  utility  on  or  from  the  lists  does 
not  affect  its  legal  obligations  or  those 
of  the  responsible  State  regulatory 
authority  under  PURPA. 

Appendix  A  contains  a  list  of  utilities 
which  are  covered  by  PURPA.  These 
utilities  are  grouped  by  State  and  by  the 
regulatory  authority  within  each  State. 
Also  included  in  this  Ust  are  utilities 
which  are  covered  by  PURPA  but  which 
are  not  regulated  by  the  State  regulatory 
authority.  This  tabulation,  including 
explanatory  notes,  is  based  on 
information  provided  to  the  DOE  by 
State  regulatory  authorities  in  response 
to  the  December  20, 1991,  FederaJ 
Register  notice  (56  FR  66310)  requiring 
each  State  regulatory  authority  to  notify 
the  DOE  of  each  utility  on  the  list  over 
which  it  has  ratemaking  authority, 
public  comments  received  with  respect 
to  that  notice,  and  information 
subsequently  made  available  to  the 
DOE.         I 

The  utilities  classiHed  in  appendix  A 
as  not  regulated  by  the  State  regulatory 
authority  in  fact  may  be  regulated  by 
local  municipal  authorities.  These 
municipal  authorities  would  be  State 
agencies  as  defined  by  PURPA  and  thus 
have  responsibilities  under  PURPA 
identical  to  those  of  the  State  regulatory 
authority.  Therefore,  each  such 
municipality  is  to  notify  the  DOE  of 
each  utility  on  the  list  over  which  it  has 
ratemaking  authority. 

In  appendix  B,  the  utilities  are  listed 
alphabetically,  subdivided  into  electric 
utilities  and  gas  utilities,  and  further 
subdivided  by  type  of  ownership: 
investor-owned  utilities,  publicly- 
owned  utilities,  and  rural  cooperatives. 

The  changes  to  the  1992  list  of  electric 
and  gas  utilities  are  as  follows: 

Additions 

Cap  Rock  Electric  Cooperative,  Inc.  (TX) 
Centra]  Hudson  Gas  ft  Electric  Corptoration 

(NY) 
Citizens  Utilities  Company  (AZ) 
Citizens  Utilities  Company  (CO) 
City  of  Fort  Morgan  Gas  Department  (CO)        ^ 
ComFurT  Gas,  Incorporated  (CO) 
Dyersburg  Electric  System  (TN) 
Eastern  Colorado  Utility  Company  (CO) 
Granite  Stele  Electric  Company  (NH) 
Holy  Cross  Electric  Association  (CO) 
)onesboro  Water  &  Light  (AR) 
Rocky  Mountain  Natural  Gas,  Division  of  K 

N  Energy,  Inc.  (CO) 
South  Kentucky  Rural  Electric  Cooperative 

(KY) 
Town  of  Ignacio  Municipal  Utilities  (CO) 
Town  of  Rangley  Gas  Department  (CO) 

(Public  Utility  Regulatory  Policies  Act  of 
1978.  Pub.  L  95-617,  92  Stat  3117  etseq.  (16 
U.S.C2601e(seq. )). 


Issued  in  Washington,  DC  on  December  24, 
1992. 

Charles  F.  Vmctk, 

Deputy  Assistant  Secretary,  for  Fuels 
Programs,  Office  of  Fossil  Energy. 

Appendix  A 

All  gas  utilities  listed  below  had 
natural  gas  sales,  for  purposes  other 
than  resale,  in  excess  of  10  billion  cubic 
fiset  in  any  year  from  1976-1991. 

All  electric  utilities  listed  below  had 
electric  energy  sales,  for  purposes  other 
than  resale,  in  excess  of  500  million 
kilowatt-hours  in  any  year  from  1976- 
1991. 

State:  Alabama 

Regulatory  Authority:  Alabama  Public 
Service  Commission. 

Gas  Utilities : 

Investor-Owned: 
Alabama  Gas  Corporation 
Mobile  Gas  Service  Corporation 

Electric  Utilities 

Investor-Owned: 

Alabama  Power  Company 

The  following  covered  utilities  within 
the  State  of  Alabama  are  not  regulated 
by  the  Alabama  Public  Service 
Commission: 

Electric  Utilities 

Publicly-Owned: 

Athens  Utilities 

Decatur  Electric  Department 

Dothan  Electric  Department 

Florence  Electric  Diepartment 

Huntsvill  Utilities 
Rural  Electric  Cooperatives: 

Cullman  Electric  Cooperative 

Joe  Wheeler  Electric  Membership 
Corporation 

Rural  Electric  System 

State:  Alaska 

Regulatory  Authority:  Alaska  Public 
Utilities  Commission. 

Gas  Utilities 

Investor-Owned 
Enstar  Natural  Gas  Company 

Electric  Utilities 

Rural  Electric  Cooperatives: 
Chugach  Electric  Association 

Publicly-Owned: 
Anchorage  Municipal  Light  &  Power 
Department 

State;  Arizona 

Regulatory  Authority:  Arizona 
Corporation  Commission. 

Gas  Utilities 

Investor-Owned: 
Citizens  Utihties  Company 
Southwest  Gas  Corporation 


Electric  Utilities 

Investor-Owned: 

Arizona  Public  Service  Company 

Tuscon  Electric  Power  Company 
Publicly-Owned: 

Trico  Electric  Cooperative,  Inc. 
Rural  Electric  Cooperative: 

Duncan  Valley  Electric  Cooperative, 
Inc. 

The  following  covered  utilities  within 
the  State  of  Arizona  are  not  regulated  by 
the  Arizona  Corporation  Commission: 

Electric  Utilities 

Publicly-Owned: 
Salt  River  Proje^  Agricultural 
Improvement  and  Power  District 

State:  Arkansas 

Regulatory  Authority:  Aikansas 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Arkansas-Louisiana  Gas  Company 
Arkansas-Oklahoma  Gas  Corporation 
Arkansas  Western  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Arkansas  Power  and  Light  Company 
Empire  District  Electric  Company 
Oklahoma  Gas  and  Electric  Dimpany 
Southwestern  Electric  Power 
Company 
Rural  Electric  Cooperatives: 
Arkansas  Valley  Electric  Cooperative 

Corporation 
Carroll  Electric  Cooperative 

Corporation 
First  Electric  Cooperative  Corporatioii 
Mississippi  County  Electric 
Cooperative  Corporation 
The  following  covered  utilities  within 
the  State  of  Arkansas  are  not  regulated 
by  the  Arkansas  Public  Service 
Commission: 

Electric  Utilities 

Publicly-Owned: 
Jonesboro  Water  &  Light 
North  Little  Rock  Electric  Department 

State:  Caiifomia 

Regulator]^  Authority:  Caiifomia 
Public  Utilities  Conunission. 

Gas  Utilities 

Investor-OWfted: 
Pacific  Gas  and  Electric  Company 
San  Diego  Gas  and  Electric  Company 
Southern  Caiifomia  Gas  Company 
Southwest  Gas  Corporation 

Electric  Utilities 

Investor-Owned: 
Pacific  Gas  and  Electric  Company 
Pacific  Power  and  Light  Comptmy 
San  Diego  Gas  and  Electric  Company 
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Sierra  Pacific  Power  Company 
Southern  California  Edison  Company 
The  following  covered  uUlitie*  ¥rithin 
the  Suie  of  California  are  not  regulated 
by  the  California  Pubhc  Utilities 
Commissiim:     ' 

Electric  Utilities 

Publicly-Owned: 
Anaheim  Public  Utilities  Department 
Burbank  Public  Service  Department 
Glendale  Public  Service  Department 
Imperial  Irrigation  District 
Los  Angeles  Department  of  Water  and 

Power 
Modesto  Irrigation  District 
Palo  Alto  Electric  Utility 
Pasadena  Water  and  Power 

Department 
Riverside  Public  Utilities 
Sacramento  Municipal  Utility  District 
Santa  Clara  Electric  Department 
Turlock  Irrigation  District 
Vernon  Municipal  Light  Department 

Gas  Utilities 

Publicly-Owned: 
Long  Beach  Gas  Department 

State:  Colorado 

Regulatory  Authority:  Colorado  Public 
Utilities  Commission. 

Gas  Utilities 

Investor-Owned: 
Citizens  Utilities  Company 
ComFurT  Gas,  Incorporated 
Eastern  Colorado  Utility  Company 
Greeley  Gas  Company 
K  N  Energy,  Incorporated 
Peoples  Natural  Gas  Company 
Public  Service  Company  of  Colorado 
Rocky  Moimtain  Natural  Gas  Division 

of  KN  Energy.  Inc. 
Publicly-Owned: 
City  of  Colorado  Springs  Department 

of  Public  Utili lias 
City  of  Fort  Morgan  Gas  Department 
To%vn  of  Ignacio  Municipal  Utilities 
Town  of  Rangley  Gas  Department 

Electric  Utilities 


Investor-Owned: 

Public  Service  Company  of  Colorado 

West  Plains  Energy 

The  following  covered  utilities  within 
the  State  of  Colorado  are  not  regulated 
by  the  Colorado  Public  Utilities 
Commission: 

Gas  UUlitinS 

Publicly-Owned: 
Colorado  Springs  Department  of 
Utilities  (except  sales  to  another  gas 
utility) 

Electric  Utilities 

Publicly-Owned: 
Colorado  Springs  Department  of 


Public  Utilities 
Rural  Electric  Cooperatives: 
Holy  Cross  Electric  Association 
Intermountain  Rural  Association 
Moon  Lakes  Electric  Association 

State:  Connecticut 

Regulatory  Authority:  Connecticut 
Department  of  Public  UUUty  Control. 

Gas  Utilities 

Investor-Owned: 
Connecticut  Natural  Gas  Corporation 
Southern  Connecticut  Gas  Company 
Yankee  Gas  Service  Company 

Electric  Utilities 

Investor-Owned: 

Connecticut  Light  and  Power 
Company 

United  Illuminating  Company 
Publicly-Owned: 

Groton  Public  Utilities 

State:  Delaware 

Regulatory  Authority:  Delaware 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Delmarva  Power  and  Light  Company 

Electric  Utilities 

Investor-Owned: 
Delmarva  Power  and  Light  Company 

State:  District  of  Columbia 

Regulatory  Authority:  Public  Service 
Commission  of  the  District  of  Columbia. 

Gas  Utilities 

Investor-Owned: 
Washington  Gas  Light  Company 

Electric  Utilities 

Investor-Owned: 
Potomac  Electric  Power  Company 

State:  Florida 

ReRiilatory  Authority:  Florida  Public 
Service  Commission. 

Gas  Utilities 

Investor-Owned: 
City  Gas  Company  of  Florida 
People  Gas  System 

Electric  Utilities 

Investor-Owned: 

Florida  Power  and  Light  Company 

Florida  Power  Corporation 

Gulf  Power  Company 

Tampa  Electric  Company 

The  Florida  Public  Service 
Commission  has  rcie  structure 
jurisdiction  over  the  following  utilities: 
Publicly-Owned: 

Gainesville  Regional  Utilities 

Jacksonville  Electric  Company 


Kissimme  Utility  AuthoriW 
Lakeland  Department  of  Electric  apd 

Water 
Ocala  Electric  Authority 
Orlando  Utilities  Commission 
Tallahassee.  City  of 
Rural  Electric  Cooperatives: 
Clay  Electric  Cooperative 
Lee  County  Electric  Coc^rative 
Sumter  Electric  Cooperative.  Inc. 
Withlacoochee  River  Electric 
Cooperative 

SUta:  Georgia 

Regulatory  Authority:  Georgia  Public 
Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Atlanta  Gas  Ught  Company 
United  Qties  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Georgia  Power  Company 
Savannah  Electric  and  Power 

Company 
The  following  utilities  within  the 
State  of  Georgia  are  not  regulated  by  the 
Georgia  Public  Service  Commission: 

Electric  Utilities 

Publicly-Owned: 
Albany  Water.  Gas  k  Ught 

Commission 
Dalton  Water.  Light  &  Sink 
Rural  Electric  Cooperatives: 
Cobb  Electric  Membership 

Corporation 
Flint  Electric  Membership 

Corporation 
GreyStone  Power  Electric 

Membership  Corporation 
Jackson  Electric  Membership 

Corporation 
North  Georgia  Electric  Membership 

Corporation 
Sawnee  Electric  Membership 

Corporation 
Walton  Electric  Membership 

Corporation 

State:  Hawaii 
Regulatory  Authority:  Hawaii  Public 
*  Utilities  Commission. 

Electric  Utilities 

Investor-Owned: 
Hawaii  Electric  Ught  Company.  Inc. 
Hawaiian  Electric  Company.  Inc. 
Maui  Electric  Company.  Ltd. 

State:  Idaho 

Regulatory  Authority:  Idaho  Public 
Utilities  Commission. 

Gas  Utilities 

Investor-Owned: 
Intermountain  Gas  Company 
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Washington  Water  Power  Company 
Electric  Utilities 

Investor-Owned: 
Idaho  Power  Company 
Pacific  Power  and  Li^t  Company 
Utah  Power  and  Light  Company 
Washington  Water  Power  Company 

Stale:  Illinois 

Regulatory  Authority:  Illinois 
Commerce  Commission. 

Gas  Utilities 

Investor-Owned: 
Central  Illinois  Light  Company 
Central  Illinois  Public  Service 

Company 
Illinois  Power  Company 
Iowa-Illinoi$  Gas  and  Electric 

Company 
North  Shore  Gas  Company 
Northern  Illinois  Gas  Company 
Panhandle  Eastam  Pipeline  Company 
Peoples  Gas,  Light,  and  Coke 

Company 

Electric  Utilities 

Investor-Owned: 

Central  Illinois  Light  Company 

Central  Illinois  Public  Service 
Company 

Commonwealth  Edison  Company 

Interstate  Power  Company 

Iowa-Illinois  Gas  and  Electric 
Company 

Union  Electric  Company 

The  following  covered  utility  within 
the  State  of  Illinois  is  not  regulated  by 
the  Illinois  Commerce  Commission: 

Electric  Utilities 

Publicly-Owned: 
Springfield  Water,  Light  and  Power 
Department 

State:  Indiana 

Regulatory  Authority:  Indiana  Utility 
Regulatory  Commission. 

Gas  Utilities 

Investor-Owned: 
Indiana  Gas  Company 
Northern  Indiana  Public  Service 

Company 
Southern  Indiana  Gas  and  Electric 
Company 
Publicly-Owned: 
Citizens  Gas  and  Coke  Utility 

Electric  Utilities 

Investor-Owned: 
Indiana  and  Michigan  Power 

Company 
Indianapolis  Power  and  Light 

Company 
Northern  Indiana  Public  Service 

Company 
PSI  Energy 


Southern  Indiana  Gas  and  Electric 
Company 
Publicly-Owned: 
Richmond  Power  and  Light 

State:  Iowa 

Regulatory  Authority:  Iowa  Utilities 
Board. 

Gas  Utilities 

Investor-Owned : 
Interstate  Power  Company 
Iowa-Electric  Light  and  Power 

Company 
Iowa-Illinois  Gas  and  Electric 

Company 
Iowa  Southern  Utilities  Company 
Midwest  Gas,  Division  of  Iowa  Public 

Service  Company 
Peoples  Natural  G^  Company, 

Division  of  Utilicorp  United,  Inc. 
United  Cities  Gas  Company,  Great 

River  Division 

I 

Electric  Utilities 

Investor-Owned: 
Interstate  Power  Company 
Iowa  Electric  Light  and  Power 

Company 
Iowa-Illinois  JGas  and  Electric 

Company 
Iowa  Power  Incorporated 
Iowa  Southern  Utilities  Company 
IPS  Electric,  Division  of  Iowa  Public 

.Service  Company 
Union  Electric  Company 

Rural  Electric  Cooperatives: 
Linn  County  RECA 
The  Iowa  Utilities  Board  has  service 

and  safety  regulation  over  the  following 

utilities: 

Publicly-Owned 
Muscatine  Power  and  Water 
Omaha  Public  Power  District 

State:  Kansas 

Regulatory  Authority:  Kansas  State 
Corporation  Commission. 

Gas  Utilities 

Investor-Owned: 
Anadarko  Production  Company 
Arkansas-Louisiana  Gas  Company 
Greeley  Gas  Company 
KN  Energy,  Incorporated 
KPL  Gas  Service 

Panhandle  Eastern  Pipeline  Company 
Peoples  Natural  Gas  Company, 
Division  of  UtiliCorp  United 
United  Cities  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Empire  District  Electric  Company 
Kansas  City  Power  and  Light 

Company 
Kansas  Gas  and  Electric  Company 
KPL  Gas  Service 
Southwestern  Public  Service 


Company 
West  Plains  Energy,  Division  of 
UtiliCorp  United 
Rural  Electric  Cooperatives: 
Midwest  Energy  Incorporated 
The  following  covered  utility  within 
the  State  of  Kansas  is  not  regulated  by 
the  Kansas  State  Corporation 
Commission: 

Electric  Utilities 

Publicly-Owned: 
Kansas  City  Board  of  Public  Utilities 

State:  Kentucky 

Regulatory  Authority:  Kentucky 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Columbia  Gas  of  Kentucky,  Inc. 
Louisville  Gas  and  Electric  Company 
Union  Light,  Heat  and  Power 

Company 
Western  Kentucl^y  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Kentucky  Power  Company 
Kentucky  Utilities  Company 
Louisville  Gas  and  Electric  Company 
Union  Light,  Heat  and  Power 
Company 

Rural  Electric  Cooperatives: 
Green  River  Electric  Corporation 
Henderson-Union  Rural  Electric 

Cooperative  Corporation 
South  Kentucky  Rural  Electric 

Cooperative 
The  following  covered  utilities  within 

the  State  of  Kentucky  are  not  regulated 

by  the  Kentucky  Public  Swvice 

Commission: 

Electric  Utilities 

Bowling  Green  Munici{)al  Utilities 
Owensbioro  Municipal  Utilities 
Pennyrile  Rural  Electric  Cooperative 

Corporation 
Warren  Rural  Electric  Cooperative 

(Dorporation 
West  Kentucky  Rural  Electric 

Cooperative  Corporation 

State:  Louisiana 

Regulatory  Authority:  Louisiana 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Arkansas-Louisiana  Gas  Company 
Entex,  Inc. 

Gulf  States  Utilities  Company 
Louisiana  Gas  Service  Company 
Trans  Louisiana  Gas  Company 

Publicly-Ov«ied: 
New  Orleans  Public  Service,  Inc. 

Electric  Utilities 
Investor-Owned: 
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Central  Louisiana  Electric  Company 
Gulf  States  Utilities  Company 
Louisiana  Power  and  Light  Company 

(West  Bank) 
Southwestern  Electric  Power 
Company 
Rural  Electric  Cooperatives: 
Cajun  Electric  Power  Cooperative 
Dixie  Electric  Membership 

Corporation 
Southwest  Louisiana  Electric 

Membership  Corporation 
The  following  covered  utilities  within 
the  State  of  Louisiana  are  not  regulated 
by  the  Louisiana  Public  Service 
Commission: 

Electric  Utilities 

Publicly-Owned: 
Lafayette  Utilities  System 
New  Orleans  Public  Service,  Inc. 

St^te:  Maine 

Regulatory  Authority:  Maine  Public 
Utilities  Commission. 

Electric  Utilities 

Investor-Owned: 
Bangor  Hydro-Electric  Company 
Central  Maine  Power  Company 

SUIe:  Maryland 

Regulatory  Authority:  Maryland 
Public  Service  Commission. 

Cas  Utilities 

Investor-Owned: 
Baltimore  Gas  and  Electric  Company 
Washington.  Cas  Light  Company 

Eectric  Utilities 

Investor-Owned: 
Baltimore  Gas  and  Electric  Company 
Conowingc  Power  Company 
I^lmarva  Power  and  Light — Company 

of  Maryland 
Potomac  Edison  Company 
Potomac  Electric  Power  Company 
Rural  Electric  Cooperatives: 
Southern  Maryland  Electric 

Cooperative.  Inc. 

State:  Massachtuetts 

Regulatory  Authority:  Massachusetts 
Department  of  Public  Utilities. 

Gas  Utilities 

Investor-Owned: 
Bay  Stale  Gas  Company 
Boston  Gas  Company 
Colonial  Gas  Energy  System 
Commonwealth  Gas  Company 

Electric  Utilities 

In  vastor-Owned: 
Boston  Edison  Company 
Cambridge  Electric  Light  Company 
Commonwealth  Electric  Company 
Eastern  Electric  Company 


Western  Massachusetts  Electric 
Company 

State:  Michagaa 

Regulatory  Authority:  NUchigan 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Consumers  Power  Company 
Michigan  Consolidated  Gas  Company 
Michigan  Gas  Company 
Southeastern  Michigan  Gas  Company 
Wisconsin  Public  Service  Corporation 

Electric  Utilities 

Investor-Owned: 
Consumers  Power  Company 
Detroit  Edison  Company 
Indiana  and  Michigan  Electric 

Company 
Michigan  Power  Company 
Northern  States  Power 
Upper  Peninsula  Power  Company 
Wisconsin  Electric  Power  Company 
Wisconsin  Public  Service  Corporation 
The  following  covered  utilities  within 

the  State  of  Michigan  are  not  regulated 

by  the  Michigan  Public  Service 

Commission: 

Gas  Utilities 

Investor-Owned: 
Battle  Creek  Gas  Company 

Electric  Utilities 

Publicly-Owned: 
Lansing  Board  of  water  and  Light 

Slate:  Minneaola 

Regulatory  Authority:  Minnesota 
Public  Utility  Commission. 

Gas  Utilities 

Investor-Owned: 

Interstate  Power  Company 

Midwest  Gas.  Division  of  Iowa  Public 
Service  Company 

Minnegasco — ^Division  of  Arkla.  Inc. 

Northern  Minnesota  Utilities- 
Division  of  UtiliCorp  United.  Inc. 

Northern  States  Power  Company 

Peoples  Natural  Gas  Company- 
Division  of  UtiliCorp  United.  Inc. 

Electric  Utilities 

Investor-Owned: 

Interstate  Power  Company 

Minnesota  Power  and  Light  Company 

Northern  States  Power  Company 

Otter  Tail  Povrer  Company 
Rural  Electric  Coop)erative: 

Dakota  Electric  Association 

The  following  covered  utilities  within 
the  State  of  Minnesota  are  not  regulated 
by  the  Minnesota  Public  Utility 
Commission: 

Electric  Utilities 
Publicly-Owned: 


Rochester  Department  of  Public 
Utilities 
Rural  Electric  Cooperative: 
Anoka  Electric  Cooperative 

State:  Miaaiaeippi 

Regulatory  Authority:  Mississippi 
Public  Service  Commission. 

Gas  Utilities 

Investor-Obvned: 
Entex.  Inc. 
Mississippi  Valley  Gtes  Company 

Electric  Utilities 

Investor-Owned: 
Mississippi  Power  aid  Light 

Company 
Mississippi  Power  Company 
The  following  covered  utilities  within 

the  State  of  Mississippi  are  not 

regulated  by  the  Mississippi  Public 

Service  Commission:   i 

Electric  Utilities 

Publicly-Owned: 

Tupelo  Water  k  Light  Department 
Rural  Electric  Cooperatives: 
Alcorn  County  Electric  Power 

Association 
Coast  Electric  Power  Association 
4-County  Electric  Power  Association 
Singing  River  Electric  Power 

Association 
Southern  Pine  Electric  Power 

Association 
Tombigbee  Electric  Power  Association 

State:  Miaaouri 

Regulatory  Authority:  Missouri  Public 
Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Associated  Natural  Gas  Company 
Kansas  Power  &  Light  Company  - 
Laclede  Gas  Company 
Missouri  Public  Service  Company 
Union  Electric  Company 

Electric  Utilities 

Investor-Owned: 

Arkansas  Power  &  Light  Company 
Citizens  Electric  Corporation 
Empire  District  Electric  Company 
Kansas  City  Power  and  Light 

Company 
Missouri  Public  Service  Company 
St.  )oseph  Light  and  Power  Company 
Union  Electric  Company 
The  following  covered  utilities  within 

the  State  of  Missouri  are  not  regulated 

by  the  Missouri  Public  Service 

Commission: 

Gas  Utilities 

Investor-Owned: 

Williams  Natural  Gas  Company 
Publicly-Owned: 


I  nitric  Ul 
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Springfield  Qty  Utilities 
Electric  Utilities 

Publicly-Chnnied: 
Independence  Power  and  Light 

Department 
Springfield  City  Utilities 

Stale:  Montana 

Regulatory  Authority:  Montana  Public 
Senice  Commission. 

Gas  Utilities 

investor-Owned: 
Montana-Dakota  Utilities  Company 
Montana  Power  Company 

Hiectric  Utilities 

Investor-Owned: 
Black  Hills  Power  and  Light  Company 
Montana-Dakota  Utilities  Company 
Montana  Power  Company 
Pacific  Power  and  Light  Company 
Washington  Water  Power  Company 

State:  Nebraska 

Regulatory  Authority — Nebraska 
Public  Service  Commission. 

The  Commission  does  not  regulate  the 
rales  and  service  of  the  gas  and  electric 
utilities  of  the  State  of  Nebraska. 

The  following  covered  utilities  within 
the  State  of  Nebraska  are  not  regulated  * 
by  the  Nebraska  Public  Service 
Commission: 

Gas  Utilities 

liivestor-Ownied: 
Gas  Service  Company 
Midwest  Gas,  Division  of  Iowa  Public 

Service  Company 
Minnegasco — Division  of  Arkla,  hic. 
Northwestern  Public  Service  - 

Company 
Peoples  Natural  Gas  Company, 

Division  of  Utilicorp  United,  Inc. 

I  iWtric  Utilities 

Fiiblicly-Owned: 

Lincoln  Electric  System 
Nebraska  Public  Power  District 
Omaha  Public  Power  District 
The  governing  body  of  each  Nebraska 
i.iiijnjcipality  exercises  ratamaking 
jurisdiction  over  gas  utility  rates, 
operations,  and  services  provided  by  a 
gas  utility  within  its  city  or  town  limits, 
rhfcso  municipal  authorities  would  be 
Stale  agencies  as  defined  by  PURPA, 
end  thus  have  responsibilities  under 
FlIRPA  identical  to  those  of  the  State 
regiulatory  authority. 
Publicly-Owned: 
Metropolitan  Utilities  District  of 
Omaha 

State:  Nevada 

Regulatory  Authority:  Nevada  Public 
Service  Commission. 


Gas  Utilities 

Investor-Owned: 
Southwest  Gas  Corporation 

Electric  Utilities 

Investor-Owned: 
Idaho  Power  Company 
Nevada  Power  Company 
Sierra  Pacific  Power  Company 

State:  New  Hampshire 

Regulatory  Authority:  New 
Hampshire  Public  Utilities  Commission. 

Electric  Utilities 

Investor-Owned: 
Granite  State  Electric  Company 
Public  Service  Company  of  New 
Hampshire 
Rural  Electric  Cooperatives: 
New  Hampshire  Electric  Cooperative, 
Inc. 

State:  New  Jersey 

Regulatory  Authority:  New  jersey 
Board  of  Public  Utilities. 

Gas  Utilities 

Investor-Owned : 
Elizabethtown  Gas  Company 
New  Jersey  Natural  Gas  Company 
Public  Service  Electric  and  Gas 

Company 
South  Jersey  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Atlantic  City  Electric  Company 
Jersey  Central  Power  and  Light 

Company 
Public  Service  Electric  and  Gas 

Company 
Rockland  Electric  Company 

State:  New  Mexico 

Regulatory  Authority;  New  Mexico 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Gas  Company  of  New  Mexico 

Electric  Utilities 

Investor-Owned: 
El  Paso  Electric  Company 
Public  Service  Company  ofjNew 

Mexico 
Southwestern  Public  Seryf 

Company 
Texas-New  Mexico  Power  Company 
Rural  Electric  Cooperatives: 
Duncan  Valley  Electric  Cooperative, 

Inc. 
Lea  County  Electric  Cooperative,  Inc. 

State:  New  York 

Regulatory  Authority:  New  York 
Public  Service  Commission. 

Gas  Utilities 
Investor-Owned: 


rv/ce 


Brooklyn  Union  Gas  Company 
Central  Hudson  Gas  end  Electric 

Corporation 
Consolidated  Edison  Company  of 

New  York 
Long  Island  Lighting  Company 
National  Fuel  Gas  Distribution 

Corporation 
New  York  State  Electric  and  Gas 

Corporation 
Niagara  Mohawk  Power  Corporation 
Orange  and  Rockland  Utilities 
Rochester  Gas  and  Electric 

Corporation 

Electric  Utilities 

Investor-Owned: 
Central  Hudson  Gas  and  Electric 

Corporation 
Consolidated  Edison  Company  of 

New  York 
Long  Island  Lighting  Company 
New  York  State  Electric  and  Gas 

Corporation 
Niagara  Mohawk  Power  Corporation 
Orange  and  Rockland  Utilities 
Rochester  Gas  and  Electric 

Corporation 
The  following  covered  utility  within 
the  State  of  NeW  York  is  not  regulated 
by  the  New  York  Public  Service 
Commission: 

Electric  Utilities 

Publicly-Owned: 
New  York  Power  Authority 

State:  North  Carolina 

Regulatory  Authority:  North  Carolina 
Utilities  Commission. 

Gas  Utilities 

Investor-Owned: 
North  Carolina  Natural  Gas 

Corporation 
Piedmont  Natural  Gas  Company 
Public  Service  Company,  Inc.  of  North 

Carohna 

Electric  Utilities 

Investor-Owned : 
Carolina  Power  and  Light  Company 
Duke  Power  Company 
Nantahala  Power  &  Light  Company 
Vii^inia  Electric  and  Power  Company 
The  following  covered  utilities  within 

the  State  of  North  Carolina  are  not 

regulated  by  the  North  Carolina  Utilities 

Commis.sion: 

Electric  Utilities 

Publicly-Owned: 
Fayetteville  Public  Works 

Commission 
Greenville  Utilities  Commission 
High  Point  Electric  UtiHty  Department 
Rocky  Mount  Public  Utilities 
Wilson  Utilities  Department 

Rural  Electric  Cooperatives:  ^^ 


/ 
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Blue  Ridge  Electric  Membership 

Corporation 
Rutherford  Electric  Membership 

Corporation 
State:  North  DakoU 

Regulatory  Authority:  North  Dakota 
Public  Service  Commission. 

Cos  Utilities 

Investor-Owned: 
Montana  Dakota  Utilities  Company 
Northern  States  Power  Company 

Electric  Utilities 

Investor-Owned: 
Montana  Dakota  Utilities  Company 
Northern  States  Power  Company 
Otter  Tail  Power  Company 

State:  Ohio 

Regulatory  Authority:  Ohio  Public 
Utilities  Commission. 

Gas  Utilities 

Investor-Owned: 
Qncinnati  Gas  and  Electric  Company 
Columbia  Gas  of  Ohio,  Inc. 
Da>ton  Power  and  Light  Company 
East  Ohio  Gas  Company 
National  Gas  and  Oil  Company 
West  Ohio  Gas  Company 

Electric  Utilities 

Investor-Owned: 

Cincinnati  Gas  and  Electric  Company 

Cleveland  Electric  Illuminating 
Company 

Columbus  and  Southern  Ohio  Electric 
Company 

Dayton  Power  and  Light  Company 

Monongahela  Power  Company 

Ohio  Edison  Company 

Ohio  Power  Company 

Toledo  Edison  Company 

The  following  covered  utilities  within 
the  State  of  Ohio  are  not  regulated  by 
the  Ohio  Public  Utilities  Commission: 

Electric  Utilities 

Publicly -Owned: 

Cleveland  Division  of  Light  and 
Power 
Rural  Electric  Cooperative: 

South  Central  Power  Company 

Stale:  Oklahoma 

Regulatory  Authority:  Oklahoma 
Corporation  Commission. 

Gas  Utilities 

In  vestor-Owned: 
Arkansas-Louisiana  Gas  Company 
Arkansas-Oklahoma  Gas  Corporation 
KPL  Gas  Service  Compary 
Oklahoma  Natural  Gas  Cximpany 
Southern  Union  Gas  Company 

Electric  Utilities 
Investor-Owned: 


Empire  District  Electric  Company 
Oklahoma  Gas  and  Electric  Company 
Public  Service  Company  of  Oklahoma 
Southwestern  Public  Service 
Company 
Rural  Electric  Cooperative: 
Cotton  Electric  Cooperative 

State:  Oregon 

Regulatory  Authority:  Public  Utility 
Commission  of  Oregon. 

Gas  Utilities 

Investor-Owned: 
Cascade  Natural  Gas  Corporation 
Northwest  Natural  Gas  Company 
Washington  Water  Power  Company 

Electric  Utilities 

Investor-Owned: 
Idaho  Power  Company 
Pacific  Power  and  Light  Company 
Portland  General  Electric  Company 
The  following  covered  utilities  within 

the  State  of  Oregon  are  not  regulated  by 

the  Public  Utility  Commission  of 

Oregon: 

Electric  Utilities 

Publicly-Owned: 
Central  Lincoln  Peoples  Utility 

District 
Clatskanie  People's  Utility  District 
Eugene  Water  and  Electric  Board 
Springfield  Utility  Board 

Rural  Electric  Cooperatives. 
Oregon  Trail  Electric 
Umatilla  Electric  Cooperative 
Association 

State:  Pennsylvania 

Regulatory  Authority:  Pennsylvania 
Public  Utility  Commission. 

Gas  Utilities 

Investor-Owned: 
Carnegie  Natural  Gas  Company 
Columbia  Gas  of  Pennsylvania.  Inc 
Equitable  Gas  Company 
National  Fuel  Gas  Distribution 

Corporation 
North  Penn  Gas  Company 
Pennsylvania  Gas  and  Water 

Company 
Peoples  Natural  Gas  Company 
Philadelphia  Electric  Company 
T.W.  Phillips  Gas  and  Oil  Company 
UGI  Corporation 

Electric  Utilities 

Investor-Owned: 
Duquesne  Light  Company 
Metropolitan  Edison  Company 
Pennsylvania  Electric  Company 
Pennsylvania  Power  Company 
Pennsylvania  Power  and  Light 

Company 
Philadelphia  Electric  Company 
UGI— Luzerne  Electric  Company 


West  Penn  Power  Company 
The  following  covered  utility  within 
the  State  of  Pennsylvania  is  not 
regulated  by  the  Pennsylvania  Public 
Utility  Commission: 

Gas  Utilities 

Publicly-Owned: 
Philadelphia  Gas  Works 

State:  Puerto  Rico 

Regulatory  Authority:  Puerto  Rico 
Public  Service  Commission. 

The  following  covered  utility  within 
Puerto  Rico  is  not  regulated  by  the 
Puerto  Rico  Public  Service  Commission: 

Electric  Utilities 

Publicly-Owned: 
Puerto  Rico  Electric  Power  Authority 

State:  Rhode  Island 

Regulatory  Authority:  Rhode  Island 
Public  Utilities  Commission. 

Gas  Utilities 

Investor-Owned: 
Providence  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Blackstone  Valley  Electric  Company 
Narragansatt  Electric  Company 

State:  South  Carolina 

Regulatory  Authority:  South  Carolina 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Carolina  Pipeline  Company 
Piedmont  Natural  Gas  Company 
South  Carolina  Electric  and  Gas 

Company 
Electric  Utilities 

Investor-Owned: 

Carolina  Power  and  Light  Company 

Duke  Power  Company 

South  Carolina  Electric  and  Gas 
Company 

The  following  covered  utilities  within 
the  Slate  of  South  Carolina  are  not 
regulated  by  the  South  Carolina  Public 
Service  Commission: 

Electric  Utilities 

Publicly-Owned: 

South  Carolina  Public  Service 
Authority 
Rural  Electric  Cooperatives: 

Berkeley  Electric  Cooperatives.  Inc. 

Palmetto  Electric  Cooperatives,  Inc. 

State:  South  Dakota 

Regulatory  Authority:  South  Dakota 
Public  Utilities  Commission. 

Gas  Utilities 
Investor-Owned: 


Electric  Uti 


State:  Tenii 


Gas  Utilitif. 


Electric  Uti 
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Midwest  Cas,  Division  of  Iowa  Public 

Serx'ice  Company 
Minnegasco,  Inc. 

Montana-Dakota  Utilities  Company 
Northwestern  Public  Service 

Company 

Eleqtric  Utilities 

Investor-Owned: 
Black  Hills  Power  and  Light  Company 
IPS  Electric,  Division  of  Iowa  Public 

Service  Company 
Montana-Dakota  Utilities  Company 
Northern  States  Power  Company 
Northwestern  Public  Service  i 

Company 
Otter  Tail  Power  Company 
The  following  covered  utility  within 

the  State  of  South  Dakota  is  not 

regulated  by  the  South  Dakota  Public 

Service  Commission: 

Electric  Utilities 

Publicly-Owned: 
Nebraska  Public  Power  District 

State:  Tennessee 

Regulatory  Authority:  Tennessee 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Chattanooga  Gas  Company 
Nashville  Gas  Company 

Electric  Utilities 

Investor-Owned: 

Kingsport  Power  Company 

The  following  covered  utilities  within 
the  State  of  Tennessee  are  not  regulated 
by  the  Tennessee  Public  Service 
Commission. 

Gas  Utilities 

Publicly-Owned: 
Memphis  Light,  Gas  and  Water 
Division 

Electric  Utilities 

Publicly-Owned: 
Bristol  Tennessee  Electric  System 
Chattanooga  Electric  Power  Board 
Clarksville  E)epartment  of  Electricity 
Cleveland  Utilities 
Greenville  Light  and  Power  System 
Jackson  Utility  Division-Electric 

Department 
Johnson  City  Power  Board 
Knoxville  Utilities  Board 
Lenior  City  Utilities  Board 
Memphis  Light.  Gas  and  Water 

Division 
Murfreesboro  Electric  Department 
Nashville  Electric  Service 
Sevier  County  Electric  System 
Rural  Electric  Cooperatives: 
Appalachian  Electric  Cooperative 
Cumberland  Electric  Membership 

Corporation 


Duck  River  Electric  Membership 

Cooperative 
Gibson  County  Electric  Membership 

Corporation 
Meriwether  Lewis  Electric 

Cooperative 
Middle  Tennessee  Electric 

Membership  Corporation 
Southwest  Tennessee  Electric 

Membership  Corporation 
Tri-County  Electric  Membership 

Corporation 
Upper  Cumberland  Electric 

Membership  Corporation 
Volunteer  Electric  Cooperative 
Regulatory  Authority:  Tennessee 
Valley  Authority. 

Electric  Utilities 

Publicly-Owned: 
Athens  Utilities 

Bowling  Green  Municipal  Utilities 
Bristol  Tennessee  Electric  System 
Chattanooga  Electric  Power  Board 
Qarksville  Department  of  Electricity 
Cleveland  Utilities 
Clinton  Utilities  Board 
Decatur  Electric  Department 
Dyersburg  Electric  System 
Florence  Electric  Department 
Greeneville  Light  and  Power  System 
Huntsville  Utilities 
Jackson  Utility  Division-Electric 

Department 
J(6hnson  City  Power  Board 
Knoxville  Utilities  Board 
Lenoir  City  Utilities  Board 
Memphis  Light,  Gas  and  Water 

Division 
Morristown  Power  System 
Murfreesboro  Electric  Department 
Nashville  Electric  Service 
Sevier  County  Electric  System 
Tupelo  Water  and  Light  Department 
Rural  Electric  Cooperatives: 
Alcom  County  Electric  Company 

Association 
Appalachian  Electric  Cooperative 
Cullman  Electric  Cooperative 
Cumberland  Electric  Membership 

Corporation 
Duck  River  Electric  Membership 

Corporation 
4-County  Electric  Power  Association 
Gibson  County  Electric  Membership 

Corporation 
Holston  Electric  Cooperative 
Joe  Wheeler  Electric  Membership 

Corporation 
Meriwether  Lewis  Electric 

Cooperative 
Middle  Tennes-see  Electric 

Membership  Corporation 
North  Georgia  Electric  Membership 

Corporation 
Pennyrile  Rural  Electric  Cooperative 

Corporation 
Sequachee  Valley  Electric  Cooperative 
Southwest  Tennessee  Electric 


Membership  Corooration 
Tombigbee  Electrij:  Power  Association 
Tri-County  Electric  Membership 

Corporation 
Upper  Cumberland  Electric 

Membership  Corporation 
Volunteer  Electric  Cooperative 
Warren  Rural  Electric  Cooperative 

Corporation 
West  Kentucky  Rural  Electric 

Cooperative  Corporation 

State:  Texas 

Regulatory  Authority:  Texas  Public 
Utility  Commission. 

Electric  Utilities 

Investor-Owned: 

Central  Power  and  Light  Company 

El  Paso  Electric  Company 

Gulf  States  Utilities  Company 

Houston  Lighting  and  Power 
Company 

Southwestern  Electric  Power 
Comjjany 

Southwestern  Electric  Service 
Company 

Southwestern  Public  Service 
Company 

Texas-New  Mexico  Power  Company 

TU  Electric 

West  Texas  Utilities  Company 
Publicly-Owned: 

Lower  Colorado  River  Authority 
Rural  Electric  Cooperatives: 

Bluebonnet  Electric  Cooperative,  Ina 

Cap  Rock  Electric  Cooperative,  Inc. 

Guadalupe  Valley  Electric 
Cooperative,  Inc. 

Pedemales  Electric  Cooperative.  Inc. 

Sam  Houston  Electric  Cooperative. 
Inc. 

Tri-County  Electric  Cooperative,  Ice. 

The  governing  body  of  each  Texas 
municipality  exercises  exclusive 
original  jurisdiction  over  electric  utility 
rates,  operations,  and  services  provided 
by  an  electric  utility  (whether  privately 
owned  or  publicly  owned)  within  its 
city  or  town  limits,  unless  the 
municipality  has  surrendered  this 
jurisdiction  to  the  Texas  Public  Utility 
Commission.  The  Commission  hears  de 
novo  appeals  from  the  decision  of  such 
municipalities.  These  municipal 
authorities  would  be  State  agencies  as 
defmed  by  PURPA  and,  thus,  have 
responsibilities  under  PURPA  identical 
to  those  of  a  State  regulatory  authority. 

The  municipally  owned  utilities 
li.sted  below  are  not  under  the 
commission's  original  ratemaking 
jurisdiction: 

Electric  Utilities 

Publicly-Owned: 
Austin  Electric  Department 
Brownsville  PUB 
Bryan,  City  of 
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Garland  Electric  DeMrtment 

Lubbock  Power  andU^ht 

San  Antonio  Gty  Public  Service 

Board 
Regulatory  Authority:  Railroad 
Commission  of  Texas. 

Gas  Utilities 

Investor-Owned: 

Atmos  Energy  Corporation 

Entex.  Inc. 

Lone  Star  Gas  Company,  a  division  of 
ESERCH  Corporation 

Southern  Union  Company 

The  governing  body  of  each  Texas 
municipality  exercises  exclusive 
original  ratemaking  jurisdiction  over  gas 
utility  rates,  dperations.  and  services 
provided  by  a  gas  utility  within  its  city 
or  town  limits  subject  to  appellate 
review  by  the  Railroad  Commission  of 
Texas.  These  municipal  authorities 
would  be  State  agencies  as  defined  by 
PURPi\  and.  thus,  have  responsibilities 
under  PURPA  identical  to  those  of  a 
State  regulatory  authoritv. 

The  following  coverea  utilities  within 
the  State  of  Texas  are  not  regulated  by 
the  Railroad  Commission  of  Texas.  (The 
Railroad  Commission's  appellate 
authority  does  not  extend  to 
municipally  owned  gas  utilities.) 

Gas  Utilities 

Publicly-Owned  ^ 

City  Public  Service  Board  (San 
Antonio) 

State:  Utah 

Regulatory  Authority:  Utah  Public 
Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Mountain  Fuel  Supply  Company 

Electric  Utilities 

Investor-Owned: 
Utah  Power  and  Light  Company 

Rural  Electric  Cooperatives: 
Atmos  Energy  Corporation 
Moon  Lake  Electric  Association 

Slate:  Vermont 

Regulatory  Authority:  Vermont  Public 
Ser/ice  Board. 

Electric  Utilities 

Investor-Owned: 
Central  Vermont  Public  Service 

Corporation 
Green  Mountain  Power  Corooration 
Public  Service  Company  of  New 

Hampshire 

State:  Virginia 

Regulatory  Authority:  Virginia  State 
Corporation  Commission. 

Cds  Utilities 
Investor-Owned: 


Columbia  Gas  of  Virginia,  Inc. 
Commonwealth  Gas  Services.  Inc. 
Northern  Virginia  Natural  Gas 
Virginia  Natural  Gas 

Electric  Utilities 

Investor-Owned: 

Appalachian  Power  Company 

Delmarva  Power  and  Light  Company 

Old  Dominion  Power  Company 

Potomac  Edison  Company 

Virginia  Electric  and  Power  Company 
Rural  Electric  Cooperatives; 

Northern  Virginia  Electric 
Cooperative 

Rappahannock  Electric  Cooperative 

The  following  covered  utilities  within 
the  Slate  of  Virginia  are  not  regulated  by 
the  Virginia  State  Corporation 
Commission: 

Gas  Utilities 

Publicly-Owned: 
City  of  Richmond.  Virginia. 
Department  of  Public  Utilities 

Electric  Utilities 

Publicly-Owned: 
Danville  Water.  Gas  &  Electric 

State:  Washington 

Regulatory  Authority:  Washington 
Utilities  and  Transportation 
Commission. 

Gas  Utilities 

Investor-Owned: 
Cascade  Natural  Gas  Corporation 
Northwest  Natural  Gas  Company 
Washington  Natural  Gas  Company 
Washington  Water  Power  Company 

Electric  Utilities 

Investor-Owned: 
Pacific  Power  &  Light  Company 
Puget  Sound  Power  &  Light  Company 
Washington  Water  Power  Company 
The  following  covered  utilities  within 
the  State  of  Washington  are  not 
regu'.ated  by  the  Washington  Utilities 
and  Transportation  Commission: 

Electric  Utilities 

Publicly-Owned: 
Port  Angeles  Light  and  Water 

Department 
Public  Utility  District  No.  1  of  Benton 

County 
Public  Utility  District  No  1  of  Chelan 

County 
Public  Utility  District  No.  1  of  Clark 

County 
Public  Utility  District  No.  1  of  Cowlitz 

County 
^Public  Utility  District  No.  1  of 

Douglas  County 
Piiblic  Utility  District  No.  1  of 

Franklin  County 
"  Public  Utility  District  No.  1  of  Grays 


County 
Public  Utility  District  No.  1  of  Lewis 

County 
Public  Utility  District  No.  1  of 

Snohomish  County 
Public  Utility  District  No.  2  of  Grant 

County 
Richland  Energy  Service  Department 
Seattle  City  Light  Department 
Tacoma  Public  Utilities— Light 

Division 

State:  West  Virginia 

Regulatory  Authority:  West  Virginia 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Equitable  Gas  Company  • 

Hope  Gas  Incorporated 
Mountaineer  Gas  Company 

Electric  Utilities 

Investor-Owned: 
Appalachian  Power  Company 
Monongahela  Power  Company 
Potomac  Edison  Company 
Wheeling  Electric  Company 

State:  Wisconsin 

Regulatory  Authority:  Wisconsin 
Public  Service  Commission. 

Gf^  Utilities 

Investor-Owned: 
Madison  Gas  and  Electric  Company 
Northern  States  Power  Company 
Wisconsin  Fuel  and  Light  Company 
Wisconsin  Gas  Company 
Wisconsin  Natural  Gas  Company 
Wisconsin  Power  and  Light  Company 
Wisconsin  Public  Service  Corporation 

Electric  Utilities 

Investor-Owned: 
Madison  Gas  and  Electric  Company 
Northern  States  Power  Company 
Wisconsin  Electric  Power  Company 
Wisconsin  Power  and  Light  Company 
Wisconsin  Public  Service  Corporation 

State:  Wyoming 

Regulatory  Authority:  Wyoming 
Public  Service  Commission. 

Gas  Utilities 

Investor-Owned: 
Cheyenne  Light.  Fuel  and  Power 

Company 
Kansas-Nebraska  Natural  Gas 

Company 
Montana-Dakota  Utilities  Company 
Mountain  Fuel  Supply  Company 

Electric  Utilities 

In  vestor-Owned : 
Black  Hills  Power  and  Light  Company 
Montana-Dakota  Utilities  Company 
Pacific  Power  and  Light  Company 
Utah  Power  and  Light  Company 
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Rural  Electric  Cooperative: 
Tri-County  Electric  Association.  Inc. 

Appendix  B 

Electric  Utilities 

All  utilities  listed  below  had  electric 
energy  sales,  for  purposes  other  than 
resale,  in  excess  of  500  million  kilowatt 
hours  in  any  year  from  1976-1991.  The 
utiUties  listed  more  than  once  have 
sales  in  more  than  one  State,  and  those 
States  are  indicated  by  abbreviations  in 
parentheses. 
Investor-Owned: 
Alabama  Power  Company 
Appalachian  Power  Company  (VA) 
Appalachian  Power  Company  (WV) 
Arizona  Public  Service  Company 
Arkansas  Power  k.  Light  Company 

(AK) 
Arkansas  Power  &  Light  Company 

(MO) 
Atlantic  City  Electric  Company 
Baltimore  Gas  A  Electric  Company 
Bangor  Hydro-Electric  Company 
Black  Hills  Power  &  Light  Company 
,      (MT) 
Black  Hills  Power  &  Light  Company 

(SD) 
Blac)c  Hills  Power  &  Light  Company 

(VVY) 
Blackstone  Valley  Electric  Company 
Boston  Edison  Company 
Cambridge  Electric  Light  Company 
Carolina  Power  &  Light  Company 

(NO 
Carolina  Power  &  Light  Company  (SC) 
Central  Hudson  Gas  &  Electric 

Corporation 
Central  Illinois  Light  Company 
Central  Illinois  Public  Service 

Company 
Central  Louisiana  Electric  Company 
Central  Maine  Power  Com.pany 
Central  Power  &  Light  Company 
Central  Vermont  Public  Service 

Corporation 
Cincinnati  Gas  &  Electric  Company 
Citizens  Electric  Corporation 
Cleveland  Electric  Illuminating 

Company 
Columbus  and  Southern  Ohio  Electric 

Company 
Commonwealth  Edison  Company 
Commonwealth  Electric  Company 
Connecticut  Light  &  Power  Company 
Conowingo  Power  Company 
Consolidated  Edison  Company  of 

New  York 
Consumers  Power  Company 
Dayton  Power  &  Light  Company 
Delmarva  Power  &  Light  Company 

(DE) 
Oelmarva  Power  &  Light  Company 

(VA) 
Delmarva  Power  &  Light  Company  of 

Maryland 
Detroit  Edison  Company 


Ehike  Power  Company  (NC) 
Duke  Power  Company  (SC) 
Duquesne  Light  Company 
Eastern  Electric  Company 
El  Paso  Electric  Company  (NM) 
El  Paso  Electric  Company  (TX) 
Empire  District  Electric  Company 

CAR) 
Empire  District  Electric  Company 

(KS) 
Empire  District  Electric  Company 

(MO) 
Empire  District  Electric  Company 

(OK) 
Florida  Power  Corporation 
Florida  Power  &  Light  Company 
Georgia  Power  Company 
Granite  State  Electric  Company 
Green  Mountain  Power  Corporation 
Gulf  Power  Company 
Gulf  States  Utilities  Company  (LA) 
Gulf  States  Utilities  Company  (TX) 
Hawaii  Electric  Light  Company,  Inc. 
Hawaiian  Electric  Company,  Inc. 
Houston  Lighting  and  Power 

Company 
Idaho  Power  Company  (ID) 
Idaho  Power  Company  (NV) 
Idaho  Power  Company  (OR) 
Illinois  Power  Company 
Indiana  &  Michigan  Power  Company 

(IN) 
Indiana  &  Michigan  Power  Company 

(MI) 
Indianapolis  Power  &  Light  Company 
Interstate  Power  Company  (lA) 
Interstate  Power  Company  (IL) 
Interstate  Power  Company  (MN) 
Iowa  Electric  Light  &  Power  Company 
Iowa-Illinois  Gas  &  Electric  Company 

(L\) 
Iowa-Illinois  Gas  &  Electric  Company 

(IL) 
Iowa  Power  Incorporated 
Iowa  Southern  Utilities  Company 
IPS  Electric,  Division  of  Iowa  Public 

Service  Co.  (lA) 
IPS  Electric,  Division  of  Iowa  Public 

Service  Co.  (SD) 
Jersey  Central  Power  &  Light 

Company 
Kansas  City  Power  &  Light  Company 

(KS) 
Kansas  City  Power  &  Light  Company 

(MO) 
Kansas  Gas  &  Electric  Company 
Kentucky  Electric  Company 
Kentucky  Utilities  Company 
Kingsport  Power  Company 
KPL  Gas  Service  (KS) 
Long  Island  Lighting  Company 
Louisiana  Power  &  Light  Company 
Louisville  Gas  &  Electric  Company 
Madison  Gas  &  Electric  Company 
Massachusetts  Electric  Company 
Maui  Electric  Company,  Ltd. 
Metropolitan  Edison  Company 
Michigan  Power  Company 
Minnesota  Power  &  Light  Company 


Mississippi  Power  Company 
Mississippi  Power  k  Light  Company 
Missouri  Public  Service  Company 
Monongahela  Power  Company  (OH) 
Monongahela  Power  Company  (WV) 
Montana-Dakota  Utilities  Company 

(MT) 
Montana-Dakota  Utilities  Company 

(ND) 
Montana-Dakota  Utilities  Company 

(SD) 
Montana-Dakota  Utilities  Company 

(WY) 
Montana  Power  Company 
Nantahala  Power  &  Light  Company 
Narragansett  Electric  Company 
Nevada  Power  Company 
New  Orleans  Public  Service,  Inc. 
New  York  State  Electric  &  Gas 

Corporation 
Niagara  Mohawk  Power  Company 
Northern  Indiana  Public  Service 

Company 
Northern  States  Power  Company  (MI) 
Northern  States  Power  Company  (MN) 
Northern  States  Power  Company  (ND) 
Northern  States  Power  Company  (SD) 
Northern  States  Power  Company  (WI) 
Northwestern  Public  Service 

Company 
Ohio  Edison  Company 
Ohio  Power  Company 
Oklahoma  Gas  &  Electric  Company 

(AR) 
Oklahoma  Gas  &  Electric  Company 

(OK) 
Old  Dominion  Power  Company 
Orange  &  Rockland  Utilities 
Otter  Tail  Power  Company  (MN) 
Otter  Tail  Power  Company  (ND) 
Otter  Tail  Power  Company  (SD) 
Pacific  Gas  &  Electric  Company 
Pacific  Power  &  Light  Company  (CA) 
Pacific  Power  &  Light  Company  (ID) 
Pacific  Power  &  Light  Company  (MT) 
Pacific  Power  &  Light  Company  (OR) 
Pacific  Power  &  Light  Company  (WA) 
Pacific  Power  &  Light  Company  fWY) 
Pennsylvania  Electric  Company 
Pennsylvania  Power  &  Light  Company 
Pennsylvania  Power  Company 
Philadelphia  Electric  Company 
Portland  General  Electric  Company 
Potomac  Edison  Company  (MD) 
Potomac  Edison  Company  (VA) 
Potomac  Edison  Company  (WV) 
Potomac  Electric  Power  Company 

(DC) 
Potomac  Electric  Power  Company 

(MD) 
PSI  Energy  (IN) 

Public  Service  Company  of  Colorado 
Public  Service  Company  of  New 

Hampshire  (NH) 
Public  Service  Company  of  New 

Hampshire  (VT) 
Public  Service  Company  of  New 

Mexico 
Public  Service  Company  of  Oklahom 
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Public  Service  Electric  and  Gas 

Company 
Puget  Sound  Power  &  Light  Company 
Rodiester  Gas  k  Electric  Corporation 
Rockland  Electric  Company 
St.  Joseph  Lig^t  k  Power  Company 
San  Diego  Gas  k  Electric  Company 
Savannah  Electric  k  Power  Company 
Sierra  Pacific  Power  Company  (CA) 
Sierra  Pacific  Power  Company  (NV) 
South  Carolina  Electric  k  Gas 

Company 
Southern  California  Edison  Company 
Southern  Indiana  Gas  &  Electric 

Company 
Southwestern  Electric  Power 

Company  lAR) 
Southwestern  Electric  Power 

Company  (LA) 
Southwestern  Electric  Power 

Company  (TX) 
Southwestern  Electric  Service 

Company 
Southwestern  Public  Service 

Company  (KS) 
Southwestern  Public  Service 

Company  (NM) 
Southwestern  Pi^lic  Service 

Company  (OKJ 
Southwestern  Public  Service 

Company  (TXJ 
Tampa  Electric  Company 
Texas-New  Mexico  Power  Company 
Toledo  Edison  Company 
TU  Electric 

Tucson  Electric  Power  Company 
UCI-Luzeme  Electric  Division 
Union  Electric  Company  (lA) 
Union  Electric  Company  [ILJ 
Union  Electric  Company  (MO) 
Union  Light.  Heat  k  Power  Company 
United  Illuminaling  Company 
Upper  Peninsula  Power  Company 
UliSi  Power  &  Light  Company  (ID) 
Utah  Power  k  Light  Company  (UT) 
Utah  Power  k  Ught  Company  fWY) 
Virginia  Electric  k  Power  Company 

(NQ 
Virginia  Electric  &  Power  Company 

(VA) 
Washington  Water  Power  company 

(ft)) 
Washington  Water  Power  Company 

(MT) 
Washington  Water  Power  Company 

(W.A) 
West  Penn  Power  Company 
West  Plains  Energy  (CO) 
West  Texas  Utilities  Company 
Western  Massachusetts  Electric 

Company 
West  Plains  Energy.  Division  of 

UtiliCorp  United  (KS) 
Wheeling  Electric  Company 
Wisconsin  Electric  Power  Company 

(MI) 
Wisconsin  Electric  Power  Company 

(WI) 
V/isconsin  Power  &  Light  Company 


Wisconsin  Public  Service  Corporation 

(MI)     . 
Wisconsin  Public  Service  CorporaUon 

(WI) 
Publicly-Owned; 
Albany  Water.  Gas  &  Light 

Commission  (CA) 
Anaheim  Public  Utilities  Department 

(CA) 
Anchorage  Municipal  Light  &  Power 

Department  (AKJ 
Athens  Utilities  (AL) 
Austin  Electric  Department  (TX) 
Bowling  Green  Municipal  Utilities 

(KY) 
Bristol  Tennessee  Electric  System 

(TN) 
Brownsville  Public  Utility  Board  (TX) 
Bryan.  City  of  (TX) 
Burbank  Public  Service  Department 

(CA) 
Central  Lincoln  People's  Utility 

District  (OR) 
Chattanooga  Electric  Power  Board 

(TN) 
Clarksville  Department  of  Electricity 

(TN) 
Clatskanie  People's  Utility  District 

(OR) 
Cleveland  Division  of  Light  k  Power 

(OH) 
Cleveland  Utilities  (TN) 
Clinton  Utilities  Board  (TN) 
Colorado  Springs  Department  of 

Public  Utilities  (CO) 
Dalton  Water.  Ught  k  Sink  (CA) 
Danville  Water.  Gas  k  Electric  (VA) 
Decatur  Electric  Department  (AL) 
Dothan  Electric  Department  (AL) 
DyersbuTg  Electric  System  iTN) 
Eugene  Water  &  Electric  Board  (OR) 
Fayettevilie  Public  Works 

Commission  (NC) 
Florence  Electric  Department  (AL) 
Gainesville  Regional  Utilities  (FL) 
Garland  Electric  Department  (TX) 
Glendale  Public  Service  Department 

(CA) 
Greenville  Light  &  Power  System  (TN) 
Groton  Public  Utilities  [CT) 
High  Point  Electric  Utility  Dept.  (NC) 
Huntsville  Utilities  (AL) 
Imperial  Irrigation  District  (CA) 
Lidependence  Power  &  Light 

Department  (MO) 
Jackson  Utility  Division-Electric 

Department  (TN) 
Jacksonville  Electric  Authority  (FL) 
Johnson  City  Powar  Board  (TN) 
Jonesboro  Water  &  Light  (AR) 
Kansas  City  Board  of  Public  Utilities 

(KS) 
Kissimmee  Utility  Authority  (FL) 
Knoxville  Utilities  Board  (TN) 
Lafayette  Utilities  System  (LA) 
Lakeland  Department  of  Electric  and 

Water  (FL) 
Unsing  Board  of  Water  k  Light  (MI) 
Lenoir  City  UtiUties  Board  (TN) 


1  of  Chelan 
1  of  Claris 


Lincoln  Electric  System  (NE) 

Los  Angeles  Department  of  Water  and 

Power  (CA) 
Lower  Colorado  River  Authority  (TX) 
Lubbock  Power  &  Ught  (TX) 
Memphis  Light.  Gas  &  Water  Division 

(TN) 
Modesto  Irrigation  District  (CA) 
Morristown  Power  System  (TN) 
Murfreesboro  Electrit;  Dept.  (TN) 
Muscatine  Power  k  Water  (lA) 
Nashville  Electric  Service  (TN) 
Nebraska  Public  Power  District  (NE) 
Nebraska  Public  Power  District  (SD) 
New  York  Power  Authority  (NY) 
North  Uttle  Rock  Electric  Department 

(AR) 
Ocala  Electric  Authority  (FL) 
Omaha  Public  Power  District  (lA) 
Omaha  Public  Power  District  (NE) 
Orlando  Utilities  Commission  (FL) 
Owensboro  Mimicipal  Utilities  (KY) 
Palo  Alto  Electric  Utility  (CA) 
Pasadena  Water  k  Power  Department 

(CA) 
Port  Angeles  Light  ft  Water 

Department  (WA) 
Public  Utility  District  No.  1  of  Benton 

County  (WA) 
Public  Utility  District  No. 

County  (WA) 
Public  Utility  District  No. 

County  (WA) 
Public  Utility  District  No.  1  of  Cowlitz 

County  (WA) 
Public  Utility  District  No.  1  of 

Douglas  County  (WA) 
Public  Utility  District  No.  1  of 

Franklin  County  (WA) 
Public  Utility  District  No.  1  of  Grays 

Harbor  County  (WA) 
Public  Utility  District  No.  1  of  Lewis 

County  (WA) 
Public  Utility  District  No.  1  of 

Snohomish  County  (WA) 
Public  Utility  District  No.  2  of  Grant 

County  (WA) 
Puerto  Rico  Electric  Power  Authority 
Richland  Energy  Services  Department 

(WA) 
Richmond  Power  &  Ught  (IN) 
Riverside  Public  Utilities  (CA) 
Rochester  Department  of  Public 

Utilities  {MNf 
Rocky  Mount  Public  Utilities  (NC) 
Sacramento  Municipal  Utility  District 

(CA) 
Salt  River  Project  Agricultural 
Improvement  and  Power  District 
(AZ) 
San  Antonio  City  Public  Service 

Board  (TX) 
Santa  Clara  Electric  Department  (CA) 
Seattle  City  Light  Department  (WA) 
Sevier. County  Electric  System  [TN] 
South  Carolina  Public  Service 

Authority 
Springfield  City  Utilities  (MO) 
Springfield  Utility  Board  (OR) 
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Springfield  Water,  Light  &  Power 

E)epartment  (IL) 
Tacoma  Public  Utilities-Light 

Division  (WA) 
Trico  Electric  Cooperative,  Inc.  (AZ) 
Tallahassee,  City  of  (FL) 
Tupelo  Water  &  Light  Department 

IMS) 
Turlock  Irrigation  District  (CA) 
Vernon  Municipal  Light  Department 

(CA) 
Wilson  Utilities  Department  (NC) 
Rural  Electric  Cooperatives: 
Alcorn  County  Electric  Power 

Association  (MS) 
Anoka  Electric  Cooperative  |MN) 
Appalachian  Electric  Cooperative 

(TN) 
Arkansas  Valley  Electric  Cooperative 

Corporation  (AR) 
Berkeley  Electric  Cooperative  (SC) 
Bluebonnet  Electric  Cooperatives,  Inc. 

(TX) 
Blue  Ridge  Electric  Membership 

Corporation  (NC) 
Cajun  Electric  Power  Cooperative 

(LA) 
Cap  Rock  Electric  Cooperative,  Inc. 

(TX) 
Carroll  Electric  Cooperative 

Corporation  (AR) 
Chugach  Electric  Cooperative  (AK) 
Clay  Electric  Cooperative  (FL) 
Coast  Electric  Power  Association  (MS) 
Cobb  Electric  Membership 

Corporation  (GA) 
Cotton  Electric  Cooperative  (OK) 
Jullman  Electric  Cooperative  (AL) 
Cumberland  Electric  Membership 

Corporation  (TN) 
Dakota  Electric  Association  (MN) 
Dixie  Electric  Membership 

Corporation  (LA) 
Duck  River  Electric  Membership 

Corporation  (TN) 
Duncan  Valley  Electric  Cooperative. 

Inc.  (AZ.  NM) 
First  Electric  Cooperative  Corporation 

(AR) 
Flint  Electric  Membership 

Corporation  (GA) 
4-County  Electric  Power  Association 

(MS) 
Gibson  County  Electric  Membership 

(TN) 
Green  River  Electric  Corporation  (KY) 
GreyStone  Power  Corporation  (GA) 
Guadalupe  Valley  Electric 

Cooperative,  Inc.  (TX) 
Henderson-Union  Rural  Electric 

Cooperative  Corporation 
Holston  Electric  Cooperative  (TN) 
Holy  Cross  Electric  Association  (CO) 
Intermountain  Rural  Electric  (CO) 
Jackson  Electric  Membership 

Corporation  (GA) 
Joe  Wheeler  Electric  Membership 

Corporation  (AL) 
Lea  County  Electric  Cooperative,  Inc. 


(NM) 
Lee  County  Electric  Cooperative  (FL) 
Linn  County  Rural  Electric 

Cooperative  Association  (lA) 
Meriwether  Lewis  Electric 

Cooperative  (TN) 
Middle  Tennessee  Electric 

Membership  Corporation  (TN) 
Midwest  Energy  Incorporated  (KS) 
Mississippi  County  ECC  (AR) 
Moon  Lake  Electric  Association  (CO) 
New  Hampshire  Electric  Cooperative, 

Inc.  (NH) 
Northern  Virginia  Electric 

Cooperative  (VA) 
North  Georgia  Electric  Membership 

Corporation  (GA) 
Oregon  Trail  Electric 
Palmetto  Electric  Cooperative,  Inc. 

(SO 
Pedemales  Electric  Cooperative 

Corporation,  Inc.  (TX) 
Pennyriie  Rural  Electric  Cooperative 

Corporation  (KY) 
Rappahannock  Electric  Cooperative 

(VA) 
Rural  Electric  System  (AL) 
Rutherford  Electric  Membership 

Corporation  (NC) 
Sam  Houston  Electric  Cooperative, 

Inc.  (TX) 
Sawnee  Electric  Membership 

Corporation  (GA) 
Sequachee  Valley  Electric  Cooperative 

(TN) 
Singing  River  Electric  Power 

Association  (MS) 
South  Central  Power  Company  |OH) 
Southern  Maryland  Electric 

Cooperative,  Inc.  (MD) 
Southern  Pine  Electric  Power 

Association  (MS) 
South  Kentucky  Rural  Electric 

Cooperative  (KY) 
Southwest  Louisiana  Electric 

Membership  Corporation  (LA) 
Southwest  Tennessee  Electric 

Membership  Corporation  (TN) 
Sumter  Electric  Cooperative  (FL) 
Tombigbee  Electric  Power  Association 

(MS) 
Tri-County  Electric  Association,  Inc. 

(WY) 
Tri-County  Electric  Cooperative,  Inc. 

(TX) 
Tri-County  Electric  Membership 

Corporation  (TN) 
Umatilla  Electric  Cooperative 

Association  (OR) 
Upper  Cumberland  Electric 

Membership  Corporation  (TN) 
Volunteer  Electric  Cooperative  (TN) 
Walton  Electric  Membership 

Corporation  (GA) 
Warren  Rural  Electric  Cooperative 

Corporation  (KY) 
West  Kentucky  Rural  Electric 

Cooperative  Corporation  (KY) 
Withlacoochee  River  Electric 


Cooperative  (FL) 
Federal  Agencies: 
Bonneville  Power  Administration 

(OR) 
Tennessee  Vglley  Authority  (TN) 
Western  Area  Power  Administration 

(CO) 

Gas  Utilities 

All  gas  utilities  listed  below  had 
natural  gas  sales,  for  purposes  other 
than  resale,  in  excess  of  10  billion  cubic 
feet  in  any  year  from  1976-1991.  The 
utilities  listed  more  than  once  have 
sales  in  more  than  one  State  and  those 
States  are  indicated  by  abbreviations  in 
parentheses. 
Investor-Owned: 
Alabama  Gas  Corporation 
Anadarko  Production  Company 
Arkansas-Louisiana  Gas  Company 

(AR) 
Arkansas-Louisiana  Gas  Company 

(KS) 
Arkansas-Louisiana  Gas  Company 

(LA) 
Arkansas-Oklahoma  Gas  Corporation 

(OK) 
Arkansas-Oklahoma  Gas  Corporation 

(AR) 
Arkansas  Western  Gas  Company 
Associated  Natural  Gas  Company 

(MO) 
Atlanta  Gas  Light  Company 
Atmos  Energy  Corporation 
Baltimore  Gas  &  Electric  Company 
Battle  Creek  Gas  Company 
Bay  State  Gas  Company  • 

Boston  Gas  Company 
Brooklyn  Union  Gas  Company 
Carnegie  Natural  Gas  Company 
Carolina  Pipeline  Company 
Cascade  Natural  Gas  Corporation  (OR) 
Cascade  Natural  Gas  Corporation 

(WA) 
Central  Hudson  Gas  and  Electric 

Corporation  (NY) 
Central  Illinois  Light  Company 
Central  Illinois  Public  Service 

Company 
Chattanooga  Gas  Company  (TN) 
Cheyenne  Light,  Fuel  and  Power 

Company 
Cincinnati  Gas  and  Electric  Company 
Citizens  Utilities  Company  (AZ)   - 
Citizens  Utilities  Company  (CO) 
City  Gas  Company  of  Florida 
Colonial  Gas  Energy  System 
Columbia  Gas  of  Kentucky.  Inc. 
Columbia  Gas  of  Ohio,  Inc. 
Columbia  Gas  of  Pennsylvania,  Inc. 
Columbia  Gas  of  Virginia,  Inc. 
ComFurt  Gas  Incorporated  (CO) 
Commonwealth  Gas  Company 
Commonwealth  Gas  Service 

Incorporated 
Commonwealth  Gas  Services, 

Incorporate 
Connecticut  Natural  Gas  Corporation 
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Consolidated  Edison  Company  of 

New  York,  Inc. 
CoDsumars  Powrer  Compairy 
Dayton  Power  &  Light  Company 
Delmarva  Powar  h  Light  Company 

{DE) 
East  Ohio  Gas  Company 
Eastern  Colorado  Utility  Company 
Elizabethtown  Gas  Company 
Enstar  Natural  Gas  Company 
Entex  Inc.  (LAj 
Entex  Inc.  (MS) 
Entex  Inc.  fTX) 
Equitable  Gas  Coaipany  (PAj 
Equitable  Gas  Company  (WV) 
Gas  Company  of  New  Mexico 
Gas  Service  Company  (NE) 
Greeley  Gas  Company  (CO) 
Greeley  Gas  Company  (KS) 
Gulf  States  Utifities  Company 
HopeCas,  Incorporated 
Illinois  Power  Company 
Indiana  Gas  Company 
Intel niuuutain  Gas  Company 
Interstate  Power  Company  (lA) 
Interstate  Power  Company  (MN) 
Iowa  Electric  Light  &  Power  Company 
lowa-HKnois  Gas  &  Electric  Company 

(lA) 
lowa-llHnois  Gas  ft  Electric  Company 

(IL) 
Iowa  Sotrthem  Utilities  Company 
Kansas-Nebraska  Natural  Gas 

Company  (WY) 
Kansas  Power  «  Light  Company  fMO) 
KNEnergyJhic.(CO) 
K  M  Energy,  hic.  (KS) 
KPL  Gas  Servioe  Company  (KS) 
KPL  Gas  Service  Company  (OK) 
Laclede  Gas  Company  Consolidated 
Lone  Star  Gas  Company,  a  division  of 

ENSBRCH  Corpu  (TX) 
Long  IsUtnd  Lighting  Company 
Loaisianff\Gas  Service  Company 
Louisville  Ces  ft  Electric  Company 
Madison  Gas  ft  Electric  Company 
Michigan  Consolidated  Gas  Company 
Michigan  Gas  Company 
Midwest  Gas.  Division  of  Iowa  Public 

Service  Company  (lA) 
Midwest  Gas.  Division  of  Iowa  Public 

Service  Company  (MN) 
Midwest  Gas.  Division  of  Iowa  Public 

Service  Company  (NE) 
Midwest  Gas.  Division  of  Iowa  Public 

Service  Company  (SD) 
Minnegasco — Division  of  Arkla,  Inc. 

(MN) 
Minnegasco — Division  of  Arkla.  Inc. 

(NE) 
Minnegasco — Division  of  Arkla.  Inc. 

(SD) 
Mississippi  Valley  Gas  Company 
Missouri  Public  Servioe  Company 
Mobile  Gas  Service  Coq>oration 
Montana-Dakota  Utilities  Company 

(MT) 
Montana-Dakota  Utilities  Company 

(NDJ 


Montana-Dakota  Utilities  Company 

(SD) 
Montana-Dakota  Utilities  Company 

(WY) 
Montana  Po**«r  Company 
Mountaineer  Gas  Company 
Mountain  Fuel  Supply  Company  (UT) 
Mountain  Fuel  Supply  Company 

(WY) 
NashvilliCas  Company 
National  Fuel  Gas  Distribution 

Corporation  (NY) 
National  Fuel  Gas  Distribution 

Corporation  (PA) 
National  Gas  and  Oil  Company 
New  Jersey  Natuial  Gas  Company 
New  Orleans  PuMic  Service.  Inc. 
New  York  Stale  Electric  A  Gas 

Corporatton 
Niagara  Mohawk  Power  Company 
North  CaroJina  Natural  Gas 

Corporation 
North  Shore  Gas  Company 
Northern  Illinois  Gas  Company 
Nortbani  Indiana  Public  Service 

Company 
Northern  Minnesota  Utitoies-Di vision 

of  UtiliCorp  United.  Inc. 
Northern  Natural  Gas  Company  (KS) 
Northern  Natural  Gas  Company  (NE) 
Northern  States  Power  Company  <MN) 
Northern  States  Povrer  Company  (ND) 
Northern  States  Power  Company  (WI) 
North  Penn  Gas  Company 
Northwest  Natural  Gas  Company  (OR) 
Northwest  Natural  Gas  Company 

(WA) 
Northwestern  Piiblic  Service 

Company  (N£) 
Northwestern  Fablic  Service 

Company  (SD) 
Oklahoma  Natural  Gas  Company 
Orange  ft  Aockland  Utilities 
Paciflc  Gas  ft  Electric  Company 
Panhandle  Eastern  Pipeline  Company 

(lU 
Panhandle  Eastern  Pipeline  Company 

(KSJ 
Pennsylvania  Gas  ft  Water  Company 
Peoples  Gas.  Light  and  Coke  Company 
Peoples  Gas  System 
Peoples  Natural  Gas  Company 
Peoples  Natural  Gas  Company  (CO) 
Peoples  Natural  Gas  Company. 

Division  of  UtiliCorp  United.  Inc. 

(lAJ 
Peoples  Natural  Gas  Company. 

Divisiwa  of  UtiliCorp  United.  Inc. 

(KS) 
Peoples  Natural  Gas  Company. 

Division  of  UtiliCorp  United.  Inc. 

(MN) 
Peoples  Natural  Gas  Company. 

Division  of  UtiliCorp  United.  Inn. 

(NE) 
Philadelphia  Electric  Company 
Pie-imont  Natural  Gas  Company  (NCJ 
Piedmont  Natural  Gas  Company  (SC) 
ProvideiM»  Gas  Company 


Public  Ser«rit3e  Company  of  Colorado 
Public  Service  Company  of  North 

Carolina 
Public  Service  Electric  and  Gas 

Company 
Rochester  Gas  ft  Electric  Corpca-ation 
Rocky  Mountain  Natural  Gas  Division 

of  K  N  Energy.  Inc. 
San  Diego  Gas  ft  Electric  Company 
South  Carolina  Gas  ft  Electric 

Company 
South  Jersey  Gas  Company 
Southwestern  Michigan  Gas  Company 
Southern  California  Gas  Company 
Southern  Connecticut  Gas  Company 
Southern  Indiana  Gas  ft  Electric 

Company  I 

Southern  Union  Company  (TX) 
Southern  Union  Gas  Compary  (OK) 
Southwest  Gas  Corporation  (AZ) 
Southwest  Gas  Coiporalion  (CJV) 
Southwest  Gas  Corporation  (NV) 
Trans  Louisiana  Gas  Company 
T.W.  Phillips  Gas  and  Oil  Company 
UGI  Corporation 
Union  Electric  Company 
Union  Light.  Heat  ft  Power  Company 

(KY) 
United  Cities  Gas  Company  (KS) 
United  Cities  Gas  Company  (GA) 
United  Cities  Gas  Company.  Great 

River  Division 
Virginia  Natural  Gas 
Washii^tan  Gas  Light  Company  {PO 
Washington  Gas  Light  Company  (MD) 
Washington  Gas  L^t  Company  (VA) 
Washington  Natural  Gas  Company 
Washington  Water  Power  Company 

(ID) 
Washington  Water  Power  Company 

(OR) 
Washington  Water  Power  Company 

(WA) 
West  Ohio  Gas  Company 
Western  Kentucky  Gas  Company 
Williams  Natural  Gas  Company 
Wisconsin  Fuel  ft  Light  Company 
Wisconsin  Gas  Company 
Wisconsin  Natural  Gas  Company 
Wisconsin  Power  ft  Light  Company 
Wi.sconsin  Public  Service  Corporation 

(MI) 
Wisconsin  Public  Service  Corporation 

(Wli 
Yankee  Gas  5^rvices  Company  (CT) 
Publicly-Ownem, 
Citizens  Gas  ft  Coke  Utility  (IN) 
City  of  Fort  Moi^n  Gas  Dept.  (CO) 
City  of  Richmond.  Department  of 

Public  Utilities  (VA) 
City  Public  Services  Board  (San 

Antonio.  TX) 
Colorado  Springs.  Department  of 

Public  Utilities  (CO) 
Long  Beach  Gas  Department  (CAJ 
Memphis  Light,  Gas  ft  Water  Division 

(TN) 
Metropolitan  Utilities  District  of 
Omaha  (NE) 
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Philadelphia  Gas  Works  (PA) 
Springfield  City  Utilities  (MC) 
Town  of  Ignacio  Municipal  Utilities 

(CO) 
Town  of  Rangley  Gas  Department 

ICO) 

|FR  Doc.  92-31915  Piled  12-31-92:  8:45  ami 
BU.UNG  COM  uao-9f-m 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-4551-31 

Science  Advisory  Board 
Environmental  Engineering  Committee 
Modeling  Project  Subcommittee;  Open 
Meeting 

Pursuant  to  the  Federal  Advisory 
Committee  Act,  Public  Law  92-463, 
notice  is  hereby  given  that  the  Science 
Advisory  Board's  (SAB's)  Modeling 
Project  Subcommittee  {MPS)  of  the 
Environmental  Engineering  Committee 
(EEC),  will  meet  on  Thursday.  Januuy 
14  through  Friday.  January  15, 1903. 
The  meeting  will  be  a(  the  Howard 
Jobnson  National  Airport  Hotel,  2650 
Jefferson  Davis  Highway,  Arlington.  VA 
22202  (telephone  number  is  (703)  684- 
7200).  Oi  Thursday,  ^noary  14, 1993 
the  MPS  will  meet  from  9  a.m.  to  5  p.m. 
On  Friday,  Januwjr  15, 1993  the  MPS 
will  meet  starting  at  8:30  a.m.  and  will 
adjourn  no  later  thsi  4  p.m. 

At  this  meeting,  the  MPS  will  be 
briefed  on  the  Office  of  Solid  Waste  and 
Emergency  Response  (OSWER)  Ehaft 
Policy  on  Modeling,  with  particular 
attention  paid  to  OSWElTs  assessment 
framework  for  groundwater  model 
applications.  Specifically,  the  SAB  is 
requested  to  review  the  ifraft  guidance 
entitled  "Assessment  Framework  for 
Ground-Water  Model  Apphcations." 
and  to  address  the  following  questions: 
(1)  Is  the  substance  of  the  Framework 
scientifically  correct?;  (2)  Does  the 
Framework  address  groundwater  model 
application  activities  with  as  much 
completeness  as  is  acceptable  and 
necessary?;  (3)  Does  the  Frameworic 
provide  help  from  the  prefect 
management  perspective  for  managing 
model  applications?;  (4)  Will  the  use  of 
the  Framework  serve  to  aid  the  OSWER 
staff  in  improving  the  management  of  its 
modeling  activities?;  and  (5)  Is  there 
additional  information  or  direction 
which  should  be  added  to  Project 
Management  Requirements  for 
Modeling  teams,  and  the  Model  Code 
and  Public  DosMin? 

The  meeting  is  open  to  the  public  and 
seating  will  be  on  a  first  come  basis. 
Any  member  of  the  public  wishing 
larlher  information,  such  as  a  proposed 


agenda  on  the  meeting  ^ould  contact 
Dr.  K.  lack  Kooyoomjian,  Designated 
Federal  Official,  or  Mrs.  Diana  L.  Pozun, 
Secretary,  Science  Advisory  Board 
(AlOlF).  U^  Environmental  Protection 
Agmcy.  Washington.  DC  20460,  at  (202) 
260-6552.  Anyone  wishing  copies  of  the 
draft  report  entitled  "Assessment 
Framework  foe  Ground-Water  Model 
Apptications,"  should  contact  Ms.  Mary 
Lou  Melley  of  OSWER's  Information 
Management  SuEf  at  (202)  260-6860. 
Written  comments  received  by  January 
4, 1993  will  be  mailed  to  the  SAB's 
MPS;  comments  received  after  that  date 
will  be  provided  to  the  MPS  at  the 
meeting.  Written  comments  of  any 
length  (at  least  35  copies)  may  be 
provided  to  the  Suboommittee  up  until 
the  meeting. 

Members  of  the  public  who  wish  to 
make  a  brief  oral  presentation  should 
contact  Dr.  K.  Jack  Kooyoomjian  no  later 
than  January  7,  1993.  The  Science 
Advisory  Board  expects  that  public 
statements  presented  at  its  meetings  will 
not  be  repetitive  of  previously 
submitted  oraj^or  written  statements,  hi 
general,  each  individual  or  group 
making  an  oral  presentation  will  be 
limited  to  a  total  tnne  of  five  minutes. 

Dated:  December  14. 1992.  .  , 
A.  Robert  Flaak. 

Acting.  Staff  DinctoT.  Science  Advisory 
Board. 
(PR  Doc.  92-31907  Filed  12-31-92;  8:45  am] 


DEPAimiENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Public  Health  Service 

Office  of  th*  Astlstant  Secretary  for 
Health;  Statement  of  Organization, 
Functions  and  E)efegatlons  of 
Authority 

Put  H,  Public  Heahh  Service  (PHS). 
Chapter  HA  (Office  of  the  Assistent 
Secretary  for  Health)  of  the  Statement  of 
Organization,  Functions  and 
Delegations  of  Authority  for  the 
Department  of  Health  and  Human 
Services  (42  FR  61318,  December  2. 
1977.  as  amended  most  recently  at  57 
FR  47107-08,  October  1^.  1992).  is 
amended  to  reflect  changes  to  the 
functions  of  the  Office  on  Women's 
Health  (HAW)  within  the  Office  of  the 
Assistant  Secretary  for  Health  to  reflect 
more  accurately  current  activities 
associated  with  women's  health  issiies. 

Office  of  &a  Aasistaat  Secretary  far 
Health 

Under  Part  H,  Chap(«^  HA.  Office  of 
the  Assistant  Secretary  for  Health, 


Section  HA-20.  Functions,  following 
the  title  and  statement  for  the  Division 
of  Payment  Management  (HAU45), 
delete  the  title  and  statement  for  the 
Office  on  Women's  Heehfa  (HAW)  and 
add  the  following  title  and  statement: 

Office  of  Women  '$  Health  (HAW).  The 
Director,  Office  on  Women's  Health, 
serves  as  the  principal  advisor  to  the 
Assistant  Secretary  for  Health  on 
scientific,  legal,  ethical,  and  policy 
issues  relating  to  women's  health.  The 
issues  cut  across  all  PHS  components 
which  provide  research,  service, 
prevention,  promotion,  treatment, 
training,  education,  and  dissemination 
of  information.  The  crosscutting 
categories  include  the  health  pHiorities 
addressed  in  the  PHS  Action  Plan  on 
Women's  Health,  and  the  objectives 
outlined  in  Healthy  People  2000  whidt 
specifically  address  women's  health. 
The  Office: 

(1)  Coordinates  the  programmatic 
aspects  of  PHS  agencies  in  regard  to 
issues  relating  to  women's  health; 

(2)  Serves  as  a  locus  within  PHS  to 
identify  changing  needs,  to  recommend 
new  studies,  and  to  assess  new 
challenges  to  the  health  of  women; 

(3J  Serves  as  a  focal  point  within  PHS 
to  coordinate  the  continuing 
implementation  of  recommendations  of 
the  report  of  the  PHS  Task  Force  on 
Women's  Health  Issues  in  the  context  of 
the  health  objectives  for  the  year  2000; 

(4)  Monitors  the  PHS  Actioa  T)mi  for 
Women's  Health; 

(5)  Assures  liaison  with  relevant  PHS 
agencies  and  offices;  and 

(6)  Provides  staff  support  to  the  PHS 
Coordinating  Committee  on  Women's 
Health  Issues  in  furthering  their  dkarge; 

(7)  Facilitates  the  expansion  of 
services  and  access  to  health  care  for  all 
women,  particularly  women  of  lew 
socioeconomic  statu*  and  those  who  are 
socially  or  geographicdiy  istdatad;  and 
(8)  assesses  the  opportunities  for  woman 
in  assuming  leadership  positions  in  the 
PHS. 

Datad:  December  18. 1992. 
lamet  O.  Mason, 
Assistant  Secretary  for  Health. 
(FR  Doc.  92-31894  Filed  12-31-«;  »;45  am) 

BILUNG  COOE  41«0-r7-M 


Social  Security  Administration 

Statement  of  Organization,  Functions 
end  Delegation  of  Author!^ 

Part  S  of  the  Statement  of 
Organization,  Functions  and 
Delegaticms  of  Authority  for  the 
Department  of  Health  and  Human 
Services  covers  the  Social  Security 
Administration  (S5A).  Chapter  S4 
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covers  the  Deputy  Commissioner. 
Systems.  Notice  is  hereby  given  that 
subchapter  S4H.  the  Office  of  Systems 
Requirements,  is  being  amended  to 
reflect  the  realignment  of  the  Office  of 
Pre-Claims  Requirements  {S4HB). 
Notice  is  further  given  that  subchapter 
S4j.  the  Office  of  Systems  Planning  and 
Integration,  is  being  amended  to  reflect 
revised  functions  and  division  level  title 
changes.  Notice  is  further  given  that 
subchapter  S4K.  the  Office  of 
Information  Management,  is  being 
amended  to  reflect  the  abolishment  of 
the  Division  of  Office  Systems  and  to 
update  functions  in  the  remaining 
divisions.  The  changes  are  as  follows: 

Section  S4H.10    The  Office  of  Systems 
Fequirements — (Organization) 

E.  The  Office  of  Pre-Claims 
Requirements  (S4HB). 

Delete: 

1.  The  Division  of  Enumeration  and 
Employer  Identification  (S4HB1)  in  its 
entirety. 

Retitle  and  Renumber. 

2.  The  Division  of  Earnings  Reporting 
and  Maintenance  (S4HB2)  to:  "1.  The 
Division  of  Earnings  Control  and 
Processing  (S4HB2)." 

Renumber: 
•3"  to  "2"." 


Retitle  and  Renumber: 

4.  The  Division  of  User  Support  and 
Interfaces  {S4HB4)  to:  "3.  The  Division 
of  Data  Support  and  Enumeration 

(S4HB4)." 

Renumber: 

•5"  to  "4." 

Section  S4H.20     The  Office  of  Systems 
Requirements — (Functions) 

E.  The  Office  of  Pre-Claims 
Requirements  (S4HB). 

Delete: 

1.  The  Division  of  Enumeration  and 
Employer  Identification  (S4HB1)  in  its 
entirety. 

Retitle  and  Renumber: 

2.  The  Division  of  Earnings  Reporting 
and  Maintenance  (S4HB2)  to:  "1.  The 
Division  of  Earnings  Control  and 
Processing  (S4HB2)." 

Delete: 
a.  In  its  entirety. 

.*dd: 

a.  Plans,  develops,  evaluates  and 
implements  organizational  information 
requirements,  functional  specifications, 
procedures,  instructions  eind  standards. 


V, 


including  those  relating  to  security  and 
fraud  detection,  for  reporting  private 
and  public  sector  earnings  data;  for 
establishment,  correction  and 
maintenance  of  earnings  records;  for 
reconciling  disagreements  and  resolving 
discrepancies;  for  the  establishment  and 
maintenance  of  employer  identification 
information;  for  the  classification  of 
employers;  for  the  employer  reporting 
control  and  SSA/IRS  reconciliation 
process;  and  for  State  and  local 
reporting  audit  and  reconciliation. 

Delete: 
c.  thru  f.  In  their  entirety. 

Add: 

c.  Develops  and  maintains  a 
comprehensive,  updated  and  integrated 
set  of  systems  requirements 
specifications  for  the  earnings  reporting 
and  maintenance  process.  State  and 
local  contribution  and  liability,  and  the 
employer  identification  and  control 
process. 

d.  Performs  requirements  analyses 
and  definition,  conveying  SSA- 
approved  user  needs  and  requirements 
in  the  areas  of  earnings  reporting.  State 
and  local  contributions  and  liability, 
and  employer  identification  and  control 
to  the  Office  of  Systems  Design  and 
Development  (OSDD)  for  the 
development  of  ADP  specifications  and 
system  design. 

e.  Evaluates  legislative  proposals, 
regulations  and  policy  changes  affecting 
the  earnings  reporting  process,  State  and 
local  contributions  and  liability,  and  the 
employer  identification  and  control 
process. 

f.  Represents  users  in  resolving 
systems  discrepancies  and  errors 
relating  to  the  existing  earnings 
reporting  and  maintenance  process, 
existing  State  and  local  contributions 
and  liability,  and  employer 
identification  and  control  processes 
with  OSDD  and  the  Office  of  Systems 
Operations'  (OSO's)  representatives. 

Renumber: 

3.  The  Division  of  Earnings  Correction 
and  Certification  (S4HB3)  to  "2." 

Delete: 

c.  thru  f.  In  their  entirety. 
Add: 

c.  Develops  and  maintains  a 
comprehensive,  updated  and  integrated 
set  of  system  requirements 
specifications  for  earnings  data  use  and 
data  accessing  processes. 

d.  Performs  requirements  analyses 
and  definition,  conveying  SSA- 
approved  user  needs  and  requirements 
in  the  area  of  earnings  data  use  and  data 


accessing  processes  to  OSDD  for  the 
development  of  ADP  specifications  and 
systems  design. 

e.  Evaluates  legislative  proposals, 
regulations  and  policy  changes  affecting 
use  and  maintenance  of  earnings  data 
and  data  accessing  processes. 

f.  Represents  users  in  resolving 
system  discrepancies  and  errors  relating 
to  earnings  data  uses  and  data  accessing 
procesijes  with  OSDD  and  OSO 
representatives. 

Retitle  and  Renumber: 

4.  The  Division  of  User  Support  and 
Interface  (S4HB4)  to:  "3.  The  Division  of 
Data  Support  and  Enumeration 
(S4HB4)." 

Delete: 


a.  In  its  entirety. 
Add: 

a.  Plans,  develops,  validates, 
evaluates  and  implements 
organizational  information 
requirements,  functional  specifications, 
procedures,  instructions  and  standards, 
including  security  and  fraud  detection 
for  data  exchanges  between  SSA 
systems  and  other  Federal  and  State 
agencies;  data  bases;  data  base  access  for 
information,  and  teleprocessing;  for  the 
establishment,  correction  and 
maintenance  of  Social  Security 
numbers;  for  the  issuance  of  new  or 
replacement  cards;  and  for  the  Death 
Master,  News  and  Tride  files. 

Delete: 

c.  thru  f.  In  their  entirety. 

Add: 

c.  Develops  and  maintains  a 
comprehensive,  updated  and  integrated 
set  of  systems  requirements 
specifications  for  the  enumeration 
process  and  for  interface  and  data  base 
access  processes. 

d.  Performs  requirements  analyses 
and  definition,  conveying  SSA- 
approved  user  needs  and  requirements, 
in  the  areas  of  enumeration,  data  base 
accesses  and  interfaces  to  OSDD  for  the 
development  of  ADP  specifications  and 
systems  design. 

e.  Evaluates  legislative  proposals, 
regulations  and  policy  changes  affecting 
enumeration  process  and  system 
interfaces. 

f.  Represents  users  in  resolving 
system  discrepancies  and  errors  relating 
to  the  existing  interface  and 
enumeration  process  with  OSDD  and 
OSO  representatives. 

Renumber: 

•■5"to"4." 
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Section  S4I.10    The  Office  of  Systems 
Planning  and  fntegration — 
(Organization) 

C.  Tbe  faamsdBate  Office  o£  tha 
Director,  Offico  of  Systenu  Planning  and 
Integration  {S4f>. 

Delete: 

1.  The  Data  Administiation  Staff  (S4j- 
1)  In  its  uUlratji. 

Retitle: 

E.  The  Division  of  Systems  Planning 
(S4yi^  to:  "The  Division  of  TechBolosj^ 
Assessment  and  Training  (S4^X" 

RetitW: 

F.  Tbe  Division  of  Financial. 
Procurement  and  Information 
Management  (S4JC1  to:  "The  Division  of 
Systems  Planning  and  Budget  tS4jQ." 

Section  S4J.  20    The  C^ce  of  Systems 
Planning  and  Integration — (Function) 

C.  The  Immediate  Office  of  the 
Director.  Office  of  Systems  Planning  and 
Integratioa  (S4J). 

Ddeia: 

i.  Th»  Data  Administration  Staff  (S4J- 
1)  in  its  entirety. 

Delete: 

D.  The  Division  of  Systems 
Engineering  (S4IA)  in  its  entirety. 

A4d: 

D.  The  Division  of  Systems 
Engineering  (S4)A)  is  respwMisible  for 
SSA-wide  data  administiation  including 
responsibility  for  the  overall  operaticm 
of  the  SSA  Data  Resource  Management 
Program.  It  is  responsible  for  the 
development  of  Systems-wide  policies, 
procedures  and  standards  for  all  phases 
of  tha  systems  life  cycle  development 
process;  development  of  methods  to 
assure  the  quality  of  systems  products; 
and  development  and  maintenance  of 
the  Software  Engineering  Technology, 
which  includes  the  policies,  standards, 
guidelines,  procedures,  tools  and 
training  elements  pertaining  to  the 
following  software  life  cycle  stages: 
Requirements  definition  and  analysis, 
design,  programming,  validation, 
operation  and  review.  The  Division 
develops  proposals  and 
recommendations  for  new  software 
engineering  methods  for  use  at  SSA, 
based  on  extensive  research  into  various 
methodologies  utilized  by  other  data 
processing  installations.  Develops  and 
maintains  quality  assiirance  procedures 
and  mechanisms  to  assure  thiat  software 
products  satisfy  user  requirements  and 
conform  to  the  defined  standards, 
guidelines  and  procedures  of  SSA 
systems. 


RetMe: 

E.  Tbe  Division  of  Systems  Planning 
(S4JB)  tor  "The  Division  of  Technology 
Assessment  and  Training  (S4JBJ." 

Revise  in  its  entirety: 

E.  The  DlrisieA  €>f  Technology 
Assassaent  and  Trainiog  (S4JB)  is 
rearaonsiUa  fcx  assessment  of  new 
teGonrDlqgies  and  planning  for  aa A 
ff«'y»'^g  taciiiiieal  trainine  Sor  systems 
persoBOH.  The  Diviskm  ancljraas  the 
current  SSA  data  processiag     ^ 
enviraasient.  future  systems 
letpijranents  and  tnchnology  faracasts 
to  evakute  the  apf^icabihty  of  new 
techndogtaa  to  SSA  procassas.  It 
develops  pilot  pro|e<^  to  evaliiata 
technmogies.  (mrticularly  in  the  aisa  of 
artificial  intelligence  and  wqpeit 
systems,  for  selected  applications.  The 
Division  evaluates  technical  and 
nontechnical  training  needs  for  all 
Systems  offices  and  coordinates  and 
evaluates  vendor  provided  aad  in-house 
tiaining  as  applicable. 

Retitle: 

F.  The  Division  of  Financial. 
Procurement  and  Information 
Management  (S4)Q  to:  "The  Division  of 
Systems  Planning  and  Budget  (S41C)." 

Revise  in  its  entiretjr 

F.  The  Divisi(Mi  of  Systems  Planning 
and  Budget  [S4]C\  is  responsible  for 
development  of  SSA's  Information 
Systems  Plan  (ISP)  which  sets  forth 
SSA's  major  systems  goals  and 
objectives  and  the  initiatives/pn^ects  to 
achieve  them.  It  develops  the  Systems  5- 
year  Information  Technology  Systems 
(ITS)  plan  and  budget.  It  directs  the 
fiscal  management  and  tracking  of  ITS 
procurements  and  keeps  management 
abreast  of  the  status  of  all  ITS 
acquisitions,  systems  life  cycle  costs 
and  full-time  equivalent  utilization.  The 
Division  functions  as  an  advisor  and 
consultant  to  the  Director,  Office  of 
Systems  Planning  and  Integration,  and 
the  Deputy  Commissioner  for  S>'Stems. 
on  all  matters  related  to  the 
development  and  execution  of  the  ISP 
and  the  5-year  plan  and  budget.  The 
Division  is  responsible  for  ongoing, 
formal  change  control  procedures  for 
the  ISP  and  monitoring  and  reporting 
progress  toward  ISP  project  goals.  It 
identifies  major  systems  integration 
issues  and  develops  alternative 
solutions  and  recommendations  to  the 
Deputy  Commissioner  for  Systems.  It 
also  designs  and  maintains  software 
systems  and  such  as  the  Resource 
Accounting  System  to  track  and  report 
on  personnel  and  computer  resource 
utilizatiiMi.  The  Division  (grates  the 
Systems  Management  Center,  a  fully- 


automated  iBu)tlnie<fia  briefiag  canter, 
and  designs  briefing  nalerial  for  SSA 
executive  staff. 

Section  S4K.10    The  Office  of 
Information  Management — 
(Cirganizationl 

Delete: 

D.  The  Division  of  Office  Systems 
(S4KA)  in  its  entirety. 

Reletter 

"E"  to  "Di"  "T"  to  "E,*"Xno  "F* 
andj;il"lot;.- 

Section  S4K.20    The  Office  of 
Information  Monagemenf — (Functions) 

Delete: 

D.  The  Division  of  Office  Systems 
(S4KA)  in  its  entirety. 

Rslettec: 

"E"  to  "D,"  "F'  to  "E,"  "G"  to  "¥" 
and  "H"  to  "G." 

E.  The  Division  of  Information 
Resource  Managament  (S4KB). 

Delete: 

1.  In  its  entirety: 

Add: 

I.  Coordinates  with  dw  staff 
components  under  die  Deputy 
Commissioner  for  Systems  on  all  areas 
within  Division  control,  (e.g.,  ITS 
budget,  management  information 
systems  design  and  delivery,  ongoing 
user  support.) 

Add: 

9.  Plans,  imple.-nents.  integrates  and 
controls  Office  Automation  (OA) 
software  functions  at  SSA  and  is 
responsible  for  development  and 
dissemination  of  OA  software 
acquisition  and  development  policies, 
standards,  guidelines  and  procedxues. 

10.  Monitors  technology  trends  and 
maintains  ciurent  information  on  OA 
software  products,  development  tools 
and  techniques. 

II.  Works  with  SSA  users  to  provide 
solutions  to  their  OA  requirements  that 
are  consistent  with  Agency  OA  policies. 

12.  Assists  SSA  users  in  refining  OA 
requirements,  configuring  and 
engineering  solutions,  coordinating 
implementation  and  evaluating 
effectiveness. 

13.  Assists  SSA  users  in  determining 
OA  applications,  software  and  training 
needs,  implementing  solutions, 
planning  for  expansion. 

14.  Provides  a  full  range  of  initial  and 
follow-up  OA  applications,  software 
and  development  support  for  SSA  users 
in  requirements  analysis,  system  design, 
engineering,  implementation  and 
training. 
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15.  Directs  the  preparation, 
acquisition  and  management  of 
contracts  for  OA/end-user  computing/ 
MI  hardware,  software  and  support 
services. 

F.  The  Division  of  Information 
Systems  Policy  and  Administration 
(S4KC). 

Add: 

8.  Responsible  for  formulating  and 
maintaining  the  Information  Systems 
Architecture  supporting  SSA's 
administrative  and  management 
information  systems. 

9.  Responsible  for  developing  systems 
requirements  and  validation  in  support 
of  new  automated  management 
information  systems. 

10.  Provides  fourth  and  fifth 
generation  computer  language  support 
to  end-users  and  developers  of  Admin/ 
MI  systems. 

Dated:  December  IS.  1992. 
Rnth  A.  PiflTca, 

Deputy  Commissioner  for  Human  Resources. 
|FR  Doc  92-31895  Filed  12-31-92;  8:45  ami 

■NJJNO  COOK  41M-1»-I1 


Subetance  Abuse  snd  Mental  Health 
Services  Administration 

Current  List  of  Laboratories  Which 
■Meet  Minimum  Standards  To  Engage  in 
Urine  Drug  Testing  for  Federal 
Agencies  and  Laboratories  That  Have 
Withdrawn  From  the  Program 

AGENCY:  Substance  Abuse  and  Mental 
Health  Services  Administrati6n.  HHS. 
(Formerly:  National  Institute  on  Drug 
Abuse.  AD.\MHA.  HHS). 
action;  Notice. 

SUMMARY:  The  Department  of  Health  and 
Human  Services  notifies  Federal 
agencies  of  the  laboratories  currently 
certified  to  meet  standards  of  subpart  C 
of  Mandatory  Guidelines  for  Federal 
Workplace  Drug  Testing  Programs  (53 
FR 11979. 11986).  A  similar  notice 
listing  all  currently  certified  laboratories 
will  he  published  during  the  first  week 
of  each  month,  and  updated  to  include 
laboratories  which  subsequently  apply 
for  and  complete  the  certification 
process.  If  any  listed  laboratory's 
certification  is  totally  suspended  or 
revoked,  the  laboratory  will  be  omitted 
from  updated  lists  until  such  time  as  it 
is  restored  to  full  certification  under  the 
Guidelines. 

If  any  laboratory  has  withdrawn  from 
the  National  Laboratory  Certification 
Program  during  the  past  month,  it  will 
be  identified  as  such  at  the  end  of  the 
current  list  of  certified  laboratories,  and 


will  be  omitted  from  the  monthly  listing 
thereafter. 

FOR  FURT>«R  etfORMATION  CONTACT: 
Denise  L.  Goss.  Program  Assistant. 
Division  of  Workplace  Programs,  room 
9-A-54.  5600  Fishers  Lane,  Rockville. 
Maryland  20857;  Tel.:  (301)  443-6014. 
SUPPLEMENTARY  MFORMATION:  Mandatory 
Guidelines  for  Federal  Workplace  Drug 
Testing  were  developed  in  accordance 
with  Executive  Order  12564  and  section 
503  of  Public  Law  100-71.  Subpart  C  of 
the  Guidelines.  "Certification  of 
Laboratories  Engaged  in  Urine  Drug 
Testing  for  Federal  Agencies."  sets  strict 
standards  which  laboratories  must  meet 
in  order  to  conduct  urine  drug  testing 
for  Federal  agencies.  To  become 
certified  an  applicant  laboratory  must 
undergo  three  rounds  of  performance 
testing  plus  an  on-site  inspection.  To 
maintain  that  certification  a  laboratory 
must  participate  in  an  every-other- 
month  performance  testing  program 
plus  periodic,  on-site  inspections. 

Laboratories  which  claim  to  be  in  the 
applicant  stage  of  certification  are  not  to 
be  considered  as  meeting  the  minimum 
requirements  expressed  in  the  HHS 
Guidelines.  A  laboratory  must  have  its 
letter  of  certification  from  SAMHSA, 
HHS  {formerly:  HHS/NIDA)  which 
attests  that  it  has  met  minimum 
standards. 

In  accordance  with  subpart  C  of  the 
Guidelines,  the  following  laboratories 
meet  the  minimum  standards  set  forth 
in  the  Guidelines: 

AccuTox  Analytical  Laboratories,  427  Fifth 

Avenue.  NW.,  P.O.  Box  770.  Attalla.  AL 

35954-0770.  205-538-0012/800-247-3893 
Aegis  Analytical  Laboratories,  Inc.,  624 

Grassmere  Park  Road,  Suite  21,  Nashville. 

TN  37211.  615-331-5300 
Alabama  Reference  Laboratories,  Inc.,  543 

South  Hull  Street.  Montgomery,  AL  36103, 

800-541-4931/205-263-5745 
Allied  Qinical  Laboratories.  201  Plaza 

Boulevard,  Hurst,  TX  76053.  817-282- 

2257 
American  Medical  Laboratories,  Inc.,  14225 

Newbrook  Drive,  Chantiliy,  VA  22021. 

703-802-6900 
Associated  Pathologists  Laboratories,  Inc.. 

4230  South  Bumham  Avenue,  Suite  250, 

Las  Vegas,  NV  89119-54T2,  702-733-7866 
Associated  Regional  and  University 

Pathologists,  Inc.  (ARUP),  500  Chipeta 

Way,  Salt  Lake  City,  DT  84108,  801-583- 

2787 
Baptist  Medical  Center— Toxicology 

Laboratory,  9601  1-630,  Exit  7.  Little  Rock, 

AR  72205-7299,  501-227-2783  (fomierly: 

Forensic  Toxicology  Laboratory  Baptist 

Medical  Center) 
Bayshore  Clinical  Laboratory,  4555  W. 

Schroeder  Drive.  Brown  Deer,  VVI  53223, 

414-355-4444/800-877-7016 
Bellin  Hospital— Toxicology  Laboratory,  215 

N.  Webster  Ave.,  Green  Bay,  WI  54301, 

414-433-7485 


Bioran  Medical  Latxiratory,  415 
Massachusetts  Avenue.  Cambridge,  MA 
02139, 617-547-8900 
California  Toxicology  Services.  1925  East 
Dakota  Avenue,  suite  206,  Fresno,  CA 
93726.  20^-221-5655/800-448-7600 
Cedars  Medical  Center,  Department  of 
Pathology,  1400  Northwest  12th  Avenue, 
Miami,  PL  33136,  305-325-5810 
Cenlinela  Hospital  Airport  Toxicology 
Laboratory,  9601  S.  Sepulveda  Blvd.,  Los 
Angeles,  CA  90045,  310-215-6020 
Qinical  Pathology  Facility,  Inc.,  711 
Bingham  Street,  Pittsburgh,  PA  15203. 
412-488-7500 
ainical  Reference  Lab,  11850  West  85th 

Street,  Lenexa,  KS  66214,  800-445-6917 
CompuChem  Laboratories,  Inc.,  A  Subsidiary 
of  Roche  Biomedical  Laboratory,  3308 
Chapel  Hill/Nelson  Hwy.,  Research 
Triangle  Park,  NC  27709.  919-549-8263/ 
800-833-3984 
CompuChem  Laboratories,  Special  Division, 
3308  Chapel  Hill/Nelson  Hwy.,  Research 
Triangle  Park,  NC  27709,  919-549-8263 
Cox  Medical  Centers,  Department  of 
Toxicology,  1423  North  Jefferson  Avenue. 
Springfield.  MO  65802,  800-876-3652/ 
417-836-3093 
CPF  MetPath  Laboratories,  21007  Southgafe 
Park  Boulevard,  Cleveland,  OH  44137- 
3054  800-338-0166  f outside  OH)/800- 
362-8913  (inside  OH)  (name  changed: 
formerly  Southgate  Medical  Laboratory; 
Southgate  Medical  Services,  Inc.) 
Damon  Clinical  Laboratories,  140  East  Ryan 
Road,  Oak  Creek,  WI  53154,  800-638-1100 
(name  changed:  formerly  Chem-Bio 
Corporation;  CBC  Clinilab) 
Damon  Clinical  Laboratories,  8300  Esters 
Blvd.,  suite  900,  Irving,  TX  75063  214- 
929-0535 
Doctors  ft  Physicians  Laboratory,  801  East 
Dixie  Avenue,  Leesburg,  FL  32748.  904- 
787-9006 
Drug  Labs  of  Texas,  15201 1-IO  East,  suite 
125,  Channelview.  TX  77530.  713-457- 
3784 
DrugScan,  Inc.,  P.O.  Box  2969, 1119  Mcams 
Road,  Warminster,  PA  18974,  215-674- 
9310 
Eagle  Forensic  Laboratory.  Inc.,  950  .North 
Federal  Highway,  Suite  308,  Pompano 
Beach,  FL  33062,  305-946-4324 
Eastern  Laboratories,  Ltd..  95  Seaview 
Boulevard,  Port  Washington,  NY  11050, 
516-625-9800 
ElSohly  Laboratories,  Inc..  1215-1/2  Jackson 

Ave  .  Oxford,  MS  38655,  601-236-2609 
Employee  Health  Assurance  Group,  405 
Alderson  Street,  Schofield,  WI  54476,  800- 
627-8200  (name  change:  formerly  Alpha 
Medical  Laboratory,  Inc.) 
General  Medical  Laboratories,  36  South 
Brooks  Street,  Madison,  WI  53715.  608- 
267-6267 
Harrison  &  Associates  Forensic  Laboratories, 
606  N.  Weatherford,  P.O.  Box  2788, 
Midland.  TX  79702,  800-725-3784/915- 
687-6877 
HealthCare/Preferred  Laboratories,  24451 
Telegraph  Road,  Southfield,  Ml  48034, 
800-328-4142  (inside  MI)/800-225-94i4 
(outside  MI) 
Hermann  Hospital  Toxicology  Laboratory, 
Hermann  Professional  Building.  6410 


Fannin,  suite  354,  Hoiiston,  TX  77030, 

713-793-6080 
(HC  Laboratory  Services  Forensic  Toxicology. 

930  North  500  West,  suite  E,  Provo.  UT 

84604  800-967-9766 
lewish  Hospital  of  Cincinnati,  Inc..  3200 

Burnet  Avenue.  Cincinnati.  Ohio  45229. 

513-569-2051 
Laboratory  of  Pathology  of  Seattle.  Inc..  1229 

Madison  St..  Suite  500.  Nordstrom  Medical 

Tower.  Seattle.  WA  98104,  206-386-2672 
Laboratory  Specialists,  Inc.,  113  JarteltDrive. 

Belle  Chasse.  LA  70037.  504-392-7961 
Marshfield  Laboratories,  1000  North  Oak 

Avenue.  Marshfield,  Wl  54449,  715-389- 

3734/800-222-5835 
Mayo  Medical  Laboratories,  200  S.W.  First 

Street,  RochestOT.  MN  55905,  507-284- 

3631 
Med-Chek  Laboratories,  Inc,  4900  Perry 

reghway.  Pittsburgh.  PA  15229.  412-931- 

7200 
MedExpress/National  Laboratory  Center, 

4022  WiUow  Lake  Boulevard,  Memphis. 

TN  38175, 901-795-1515 
MedTox  Bio-Analytical,  a  Division  of 

MedTox  Laboratories,  Inc.,  9176 

Independence  Avenue,  Chatsworth.  CA 

91311,  818-718-0115/800-331-8670 

(outside  CA)/80O-464-7081  (inside  CA) 

(name  changed:  formerly  Laboratory 

Specialists,  Inc.:  Abused  Drug 

Laboratories) 
MedTox  Bio-Analytical,  a  Division  of 

MedTox  Laboratories.  Inc.,  2356  North 

Lincoln  Avenue.  Chicago.  IL  60614,  312- 

880-6900  (name  changed:  formerly  Bio- 
Analytical  Technologies) 
MedTox  Laboratories.  Inc.,  402  W.  County 

Road  D.  St.  Paul,  MN  55112,  800-832- 

3244/612-636-7466 
Methodist  Hospital  of  Indiana,  Inc., 

Department  of  Pathology  and  Laboratory 

Mmlicine,  1701  N.  Senate  Boulevard, 

Indianapolis,  IN  46202,  317-929-3587 
Methodist  Medical  Center  Toxicology 

Laboratory,  221  N.E.  Glen  Oak  Avenue, 

Pboria,  IL  61636.  800-752-1835/309-671- 

5199 
MetPath,  Inc.,  1355  Mittei  Boulevard,  Wood 

Dale,  IL  60191,  708-595-3886 
MetPath,  Inc..  One  Malcolm  Avenue, 

Teterboro.  NJ  07608,  201-393-5000 
MetWest-BPL  Toxicology  Laboratory,  18700 

Oxnard  Street.  Tarzana,  CA  91356,  800- 

492-0800/818-343-8191 
National  Center  for  Forensic  Science.  1901 

Sulphur  Spring  Road.  Baltimore.  MD 

21227, 410-536-1485  (name  changed: 

formerly  f«1aryland  Medical  Laboratory. 

Ina) 
National  Drug  Assessment  Corporation,  5419 

South  Western.  Oklahoma  Qty,  OK  73109. 

800-74^3784  (name  changed:  formerly 

Mod  Arts  Lab) 
National  Health  Laboratories  Incorporated, 

2540  Empire  Drive.  Winston-Salem.  NC 

27103-6710.  919-760-4620/800-334-8627 

(outside  NC)/80O-«42-0894  (inside  NC) 
Nation^  Health  Laboratories  Incorporated. 

75  Rdfa  Smith  Place,  Cranford,  Nj  07016- 

2843.  908-272-2511 
National  Health  Laboratories  Incorporated, 

d.b.a.  National  Reference  Laboratory, 

Substance  Abuse  Division,  1400  Donelson 

Pike,  Suite  A-15,  NashviUe,  TN  37217. 

61 5-360-3992/800-800-4522 
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National  Health  Laboratories  Incorporated. 

13900  Park  Center  Road,  Hemdon,  VA 

22071,  703-742-3100/800-372-3734 

(inside  VA)/800-336-0391  (outside  VA) 
National  Psychopharmacology  Laboratory. 

Inc..9320  Park  W.  Boulevard.  Knoxville. 

TN  37923. 800-251-9492 
National  Toxicology  Laboratories,  Inc.,  1100 

California  Avenue,  Bakersfield.  CA  93304. 

805-322-4250 
Nichols  Institute  Substance  Abuse  Testing 

(NISAT),  7470-A  Mission  Valley  Road,  San 

Diego,  CA  92108-4406,  800-446-4728/ 

61^-686-3200  (name  changed:  formerly 

Nichols  Institute) 
Northwest  Toxicology,  Inc,  1141  E.  3900 

South,  Salt  Lake  Qty,  UT  84124, 800-322- 

3361 
Occupational  Toxicology  Laboratories,  Inc.. 

2002  20th  Street,  suite  204A,  Kenner,  LA 

70062.  504-465-0751 
Oregon  Medical  Laboratories,  P.O.  Box  972. 

722  East  11th  Avenue,  Eugene,  OR  97440- 

0972, 503-687-2134 
Parke  DeWatt  Laboratories,  Division  of 

Comprehensive  Medical  Systems,  Inc., 

1810  Frontage  Rd.,  Northbrook,  IL  60062. 

708-480-4680 
Pathology  Associates  Medical  Laboratories. 

East  11604  Indiana,  Spokane,  WA  99206, 

509-026-2400 
PDLA,  Ina  (Precision),  5  Industrial  Park 

Drive.  Oxford,  MS  38655, 601-236-5600/ 

800-237-7352 
PDLA.  Inc.  (Princet(m),100  Corporate  Court. 

So.  Plainfield,  NJ  07080, 908-769-8500/ 

800-237-7352 
PharmChem  Laboratories,  Inc..  1505-A 

O'Brien  Drive.  Menlo  Park.  CA  94025. 415- 

328-6200/800-446-5177 
PharmChem  Laboratories.  Inc..  Texas 

Division.  7606  Pebble  Drive,  Fort  Worth, 

TX  76118, 817-595-0294,  (Formerly: 

Harris  Medical  Laboratory) 
Physicians  Reference  Toxicology  Laboratory, 

7800  West  110th  Street,  Overland  Park,  KS 

66210, 913-338-4070 
Poisonlab,  Inc.,  7272  Clairemont  Mesa  Road, 

San  Diego,  CA  92111, 619-279-2600/800- 

882-7272 
Precision  Analytical  Laboratories.  Inc..  13300 

Blanco  Road,  suite  #150,  San  Antonio,  TX 

78216,  512-493-3211 
Puckett  Laboratory,  4200  Mamie  Street, 

Hattiesburgh,  MS  39402, 601-264-3856/ 

800-844-8378 
Regional  Toxicology  Services,  15305  N.E. 

40th  Street.  Redmond,  WA  98052,  206- 

882-3400 
Resource  One,  Inc.,  Seven  Pointe  Circle, 

Greenville,  SC  29615,  803-233-5639 
Roche  Biomedical  Laboratories,  1801  First 

Avenue  South,  Birmingham,  AL  35233, 

205-581-4170 
Roche  Biomedical  Laboratories,  1957 

Lakeside  Parkway,  suitj9  542.  Tucker.  GA 

30084, 404-939-4811 
Roche  Biomedical  Laboratories,  Inc.,  1120 

Stateline  Road,  Southaven.  MS  38671, 

601-342-1286 
Roche  Biomedical  Laboratories,  Inc.,  69  First 

Avenue,  Raritan,  NJ  08869,  800-437-4986 
Scott  ft  White  Driig  Testing  Laboratory,  600 

S.  25th  Street,  Temple,  TX  76504,  800- 

749-3788 


S£.D.  Medical  UbooratOTies,  500  Walter  NE, 
•uite  500,  Albuquerque,  NM  87102,  505- 
848-8800 
Sierra  Nevada  Laboratories,  Inc.,  888  Willow 

Street,  Reno,  NV  89502.  800-648-5472 
SmithKline  Beecham  Clinical  Laboratories, 

7600  Tyrone  Avenue,  Van  Nuys,  CA  91045. 

818-376-2520 
SmithiGine  Beecham  Clinical  Laboratories, 

3175  Presidential  Drive,  AtlanU,  GA 

30340,  404-934-9205  (name  changed: 

formerly  SmithiGine  Bio-Science 

Laboratories) 
SmithKline  Beecham  Clinical  Laboratories. 

506  E.  State  Parkway,  Schaumburg,  IL 

60173.  708-685-2010  (name  changed: 

formerly  International  Toxicol(^ 

Laboratories) 
SmithKline  Beecham  Qinical  Laboratories, 

11636  Administration  Drive,  SL  Louis,  MO 

63146. 314-567-3905 
SmithKline  Beecham  Clinical  Laboratories, 

400  Egypt  Road.  Norristown,  PA  19403. 

800-523-5447  (name  changed:  formeriy 

SmithKline  Bio-Science  Laboratories) 
SmithKline  Beecham  Clinical  Laboratories. 

8000  Sovereign  Row.  Dallas,  TX  75247, 

214-638-1301  (name  changed:  formerly 

SmithKline  Bio-Science  Laboratories) 
South  Bend  Medical  Foundation,  Inc.,  530  N. 

Lafayette  Boule^raffd.  South  Bend,  IN 

46601,  219-234-4176 
St  Anthony  Hospital  (Toxicology 

Uboratory),  P.O.  Box  205. 1000  N.  Lee 

Street,  Oklahoma  Qty,  OK  73102, 405- 

272-7052 
SL  Louis  University  Forensic  Toxicology 

Laboratory,  1205  Carr  Lane,  St  Louis,  MO 

63104,  314-577-8628 
Toxicology  ft  Drug  Monitoring  Laboratory. 

University  of  Missouri  Hospital  ft  Qinics, 

301  Business  Loop  70  West,  siiite  208, 

Columbia,  MO  65203,  314-882-1273 
Toxicology  Testing  Service,  Inc.,  5426  N.W. 

79th  Avenue,  Miami,  FL  33166,  30&-593- 

2260 

No  laboratories  have  voluntarily 
withdrawn  from  the  National  Laborattwy 
Certification  Program. 
Richard  Kopanda, 

Acting  Executive  Officer.  Substance  Abuse 
and  Mental  Health  Services  Administration. 
(FR  Doc.  92-31899  Filed  12-31-92;  6:45  am] 
MUMO  CODE  411 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Managament 
[IIT-921-0e-412(M)3;  NDM  S1SS2] 

Coal  Laaaa  AppllcaUon-MDM  81582— 
The  Coteau  Propartiea  Company; 
Intent  To  Hold  Scoping  Meetings  To 
Solicit  Comments  for  the  Preperation 
of  an  Environmental  Analysis  for 
Federal  Coal  Resources  Wittiln  the 
Fort  Union  Coal  Production  Region, 
North  Dakota 

AGENCY:  Bureau  of  Land  Management. 
Department  of  the  Interior. 
ACTKM:  Notice  of  intent  to  hold  scoping 
meetings  to  solicit  comments  for  the 
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praparation  of  an  rnivironmental 
analysis  for  the  proposed  lease  tracts. 


;  On  December  18, 1992.  The 

Coteau  Propwties  Company  filed  a  lease 
application.  NI^  81582,  for  federal 
coal  resources  within  the  Fort  Union 
Coal  Production  Region. 

The  land  included  in  Coal  Lease 
Application  NDM  81582  is  located  in 
Mercer  County,  North  Dakota,  and  is 
described  as  follows: 

T.  145  N.,  R.  88  W.,  5th  P.M. 
Sac  6:  Lots  3.4.5.  SEV«NWVi. 
Sac.  8:  B%BV^  NW'ANW'/i.  SF/«NWV«. 

SEV«SWV«,  SWV«SBV4. 
Secl8:B\L 
792.90  acrea— Marcar  County. 

The  application  will  be  processed  in 
accordance  with  the  provisions  of  the 
Mineral  Leasing  Act  of  1920,  as 
amended  (30  U.S.C  181.  et  seq.).  and 
the  implementing  regulations  at  43  CFR 
Part  3400.  A  decision  to  allow  leasing  of 
the  coal  resources  in  said  tract  will 
result  in  a  competitive  lease  sale  to  be 
held  at  a  time  and  place  to  be 
announced  through  publication 
pursuant  to  43  CFR  Part  3422. 

An  environmental  analysis  wrill  be 
prepared  to  analyze  the  proposed 
leasing  of  these  federal  coal  resources 
and  tlM  reasonably  foreseeable 
conaeqtienoes  of  this  action  as  %veU  as 
the  impacts  of  development  of  the  coal. 

All  intareitod  parties,  including 
federal,  state,  and  local  agendas  are 
invited  to  participate  in  the 
environmental  analysis  scoping  process. 

Hm  scaping  prooess  usea  to  collect 
issues  and  concerns  on  the  proposed 
lease  application  wrill  involva  a  public 
meeting  and  a  wittten-comment  period 
which  will  begin  immediately  and  will 
close  on  January  15. 1993. 
DATES:  Written  response  and  comments 
will  be  accepted  now  through  January 
15. 1993.  A  public  meeting  will  be  held 
on  January  11, 1993,  at  7  p.m.  Mountain 
Standard  Time  at  the  Qvic  Center,  250 
7th  Street  NE,  Beulah,  North  Dakota. 
SUPPLOefTART  MFOMUTION:  The 
Coteau  Properties  Company  submitted 
Coal  Lease  Application  NDM  81582  as 
a  result  of  the  United  States  Department 
of  the  Interior's  grant  of  a  Category  5 
Federal  Royalty  Rate  Reduction  for 
Coteau's  federal  lease  ntmibers  NDM 
071813  and  NDM  78697,  situated  within 
Coteau's  Freedom  Mine. 

The  tracts  included  in  Coal  Lease 
Application  NDM  81582  are  not 
prmently  sciieduled  to  be  mined.  In  the 
event  Cc^u  is  successful  in  obtaining 
a  onl  lease  covering  these  trects.  a 
Category  5  Federal  Royalty  Rata 
Redaction  Application  wUl  be 
submitted.  Upon  issuance  of  the 


reduction,  Coteau  will  amend  its  mine 
plan  and  permits  to  pnnride  for  the 
mining  of  the  coal  underljring  these 
tracts.  In  the  absence  of  such  a 
reduction,  these  tracts  will  remain 
bypassed. 

Coteau  is  imder  contract  with  Dakota 
Coal  Company  which  supplies  coal  to 
Dakota  Gasification  Company's  synhiels 
plant.  Basin  Electric  Power 
Cooperative's  Antelope  Valley  Station 
and  Leland  Olds  Station,  and  United 
Power  Association's  Stanton  Station. 
The  current  annual  coal  production 
from  the  Freedom  Mine  is  pro)ected  to 
range  from  13.5  million  tons  in  1992  to 
15.5  million  tons  in  1094,  dependine  on 
the  coal  requirements  of  Dakota  Coal 
Company. 

The  application  is  available  for  review 
between  &e  hours  of  9  a.m.  to  4  p  jn. 
at  the  Bureau  of  Land  Management, 
Montana  State  Office,  222  North  32nd 
Street.  Billings.  Montana  59101.  and  at 
the  Bureeu  of  Land  Management 
Dickinson  District  Office,  whose  address 
is  2933  Third  Avenue  West,  Dickinson. 
North  Dakota  58801-2619  between  the 
hours  of  7:45  a.m.  to  4:30  pjn. 
FOR  RIRTNER  MFORHATION  CONTACTt  For 
additional  information  regarding  this 
application,  please  contact  Jackie 
Samsal  at  (406)  255-2830.  or  Coal 
Coordinator  Ed  Hughes  at  (406)  255- 
2813,  at  the  Burrau  of  Land 
Management,  Montana  State  Office,  222 
North  32nd  Street,  Billings.  Montana 
59107-6800. 

All  comments  and  requests  for 
additional  information  concerning  the 
scoping  process  should  be  addressed  to 
Do«iglas  J.  Burger,  District  Manger, 
Bureau  of  Land  Management,  IMckinson 
District,  2933  Third  Avenue  West, 
Dickinson,  North  Dakota  58601-2619. 
Patlai ).  Bnrfv, 
District  Uanager. 

(PR  Doc  92-31789  Piled  12-31-92;  8:45  ami 
aauNQ  COOK  <»•-»*-« 


[CA-0«M35(M»] 

Intent  To  Prepare  Chuckwalla  Oeeert 
Tortol—  HebHt  Menegemem  Pfm,  To 
Amend  the  CaNfomla  Deeert 
ConeerveUon  Aree  Plan  and  To 
Analyze  Impacta  in  an  environmental 
Impact  Statement;  Invitation  To 
Participate  In  the  Identification  of 


AOENCY:  Bureau  of  Land  Management. 

Interior. 

ACnOM;  Notice  of  intaat 

SUMMARY:  Notice  is  hoeby  given  that 
the  Bureau  of  Land  Management  (BLM), 
in  cooperation  with  the  California 


Department  of  Fish  and  Game  under 
Sikes  Act  a'utliority.  intends  to  prepare 
a  Qiuckwalla  Desert  Tortoise  Habitat 
Management  Plan  (HMP)  and  to  analyze 
impacts  in  an  associated  Environmental 
Impact  Statement  (EIS).  The  HMP  will 
constitute  a  proposed  amendment  to  the 
Cabfomia  Desert  Conservation  Area 
(CDCA)  Plan  of  1980.  This  notice  also 
constitutes  the  scoping  notice  required 
by  the  National  Envinmmental  Policy 
Act  (40  CFR  1501.7).  The  HMP  will 
provide  guidelines  for  managing  desert 
tortoise  within  the  Colorado  Desert  by 
identifying  zones  within  which  the 
species  will  be  managed  for  long-term 
viable,  wild  populations.  The  desert 
tortoise  is  on  both  the  State  and  Federal 
lists  of  threatened  species. 

The  planning  effort  will  focus  on  the 
desert  tortoise  in  the  Colorado  Desert  of 
southern  California.  The  2.8  millicHi 
acre  planning  area  will  include  only 
public  lands  and  will  extend  around 
Joshua  Tree  National  Monument  on  the 
north  to  the  Chocolate  Mountains  and 
the  Coechella  Valley  on  the  south  and 
from  the  San  Gorgonio  Pass  below  4500 
feet  elevation  on  the  west  almost  to  the 
Colorado  River  on  the  east  This  aree 
includes  the  known  range  of  wild  desert 
tortoise  on  public  land  Ui  the  Colorado 
Desert  region. 

Agencies  having  land  management 
responsibilities  and/or  regulatoy 
jxuisdiction  affacting  deeert  tortoise  will 
be  invited  to  participate  in  the  planning 
effort.  By  addressing  the  issues  of 
spedes  protection  in  relation  to 
resource  development  on  a  habitat-wide 
basis,  the  range  of  options  for  protection 
and  development  are  increased. 
DATES:  Public  scoping  is  initiated  with 
publication  of  this  notice  and  will 
continue  imtil  Februaiy  3, 1993.  Public 
scoping  workshops  wiU  be  held  to 
identify  issues  and  onoems  involving 
protection  of  desert  tortoise  and 
encotirage  and  fedlitate  public 
partidpation  in  the  planning  process. 

The  workshops  are  scheduled  as 
follows: 
January  25, 1993,  7  p.m.  at  Blythe  Qty 

Hall.  220  N.  Spring.  Blythe,  CA. 
January  26. 1993,  7  p.m.  at  the  BLM 

office,  63-500  Garnet  Ave.,  North 

Palm  Springs.  CA. 
January  27, 1993,  7  p.m.  at  the  Imperial 

Irrigation  District's  Auditorium,  1285 

Broadway.  El  Centro,  CA. 
January  28. 1993,  7  pjn.  at  the  BLM 

office.  3150  Winsor  Avenue.  Yuma, 

AZ. 
ADDRESSES:  Send  your  comments  to  the 
Bureau  of  Land  Management.  Palm 
Springs-South  Coast  Resource  Area, 
Attn:  Theodora  Glenn,  63-500  Garnet 
Ave..  P.O.  Box  2000,  North  Palm 
Springs.  CA  02258-2000. 
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FOR  RJirmER  MFORMA-nON  CONTACT: 
Theodora  Glenn  at  (619)  251-0812. 

Dated:  December  21. 1992. 
David  H.  Edinger, 
Acting  Area  Manager. 
(FR  Doc.  92-31792  Filed  12-31-92;  8:45  am! 

BNJJNO  COOC  «31»-«»-M 


[AZ-04a-432(M)1] 

Safford  Oietrict  Grazing  Advisory 
Board;  Meeting 

AGENCY:  Bureau  of  Land  Management. 
Interior. 

ACTKM:  Notice  of  meeting. 


SUMMARY:  The  Bureau  of  Land 
Management  (ELM).  Safford  District 
announces  a  forthcoming  meeting  of  the 
Safford  District  Grazing  Advisory  Board. 

DATES:  Friday.  January  22. 1993: 9  a.m. 

ADDRESSES:  BLM  Office.  711  14th  Ave.. 
Safford.  Arizona  B5546. 

SUPPLEMENTARY  INFORMATION:  This 
meeting  is  held  in  accordance  with 
Public  Law  92-463.  The  agenda  for  the 
meeting  will  include: 

1.  Election  of  Treasurer. 

2.  Report  on  Permittee  Water  Rights. 

3.  Business  from  the  floor: 

a.  Oral  statement  from  Mr.  Wallace 
Klump. 

b.  Requests  for  Advisory  Board  Funds. 

4.  Report  on  Reservation  Fence. 

5.  Gila  Box  Riparian  National  Resource 

Conservation  Area  update. 

6.  BLM  management  update. 

The  meeting  will  be  open  to  the 
public.  Interested  persons  may  make 
oral  statements  to  the  Board  between  10 
a.m.  and  11  a.m.  A  written  copy  of  the 
oral  statement  may  be  required  to  be 
provided  at  the  conclusion  of  the 
presentation.  Written  statements  may 
also  be  filed  for  the  Board's 
consideration.  Anyone  wishing  to  make 
an  oral  statement  must  notify  the 
District  Maneger.  Bureau  of  Land 
Management.  711  14th  Ave..  Safford. 
AZ  85546.  by  4:14  p.m..  Thxu^day. 
January  21. 1993. 

Summary  minutes  of  the  Board 
meeting  will  be  maintained  in  the 
District  Office  and  will  be  available  for 
public  inspection  and  reproduction 
(during  regular  business  hours)  within 
thirty  (30)  days  following  the  meeting. 

Dated:  December  21. 1992. 
Frank  Rowley. 
Acting  District  Manager 
(FR  Doc.  92-31793-Filed  12-31-92;  8:45  am) 
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[CA-02fr-421(M)S:  CACA-a0745] 

Sale  of  Public  Land  and  Temiination  of 
Classification:  Lassen  County,  CA 

AGENCY:  Bureau  of  Land  Management. 

Interior. 

ACTION:  Notice. 

SUMMARY:  The  Bureau  of  Land 
Management.  Susanville  District 
proposes  to  sell  forty  (40)  acres  of  public 
land  by  means  of  direct  sala  to  the 
Lassen  Community  College  District,  in 
order  to  resolve  a  hazardous  materials 
trespass  action.  This  notice  of  realty 
action  terminates  the  existing 
Recreation  and  Public  Purposes  Act 
classification  of  the  land  and 
simultaneously  closes  the  land  to 
appropriation  under  the  public  land 
laws,  including  the  mining  laws,  for  up 
to  270  days  from  the  date  of  publication 
of  this  document  in  the  Federal 
Register. 

DATES:  Comments  must  be  submitted  by 
February  18. 1993. 

ADDRESSES:  Comments  should  be  sent  to 
the  District  Manager.  Bureau  of  Land 
Management.  705  Hall  St..  Susanville. 
California  96130. 

FOR  FURTHER  MFORMATION  CONTACT: 
Peter  Humm,  Bureau  of  Land 
Management  (BLM)  Susanville  District, 
916-257-5381. 

SUPPLEMENTARY  INFORMATION:  Th« 
following  described  public  land  has 
been  examined  and  found  suitable  for 
sale  under  section  203  of  the  Federal 
Land  Policy  and  Management  Act  of 
1976  (FLPMA).  and  the  regulations 
under  title  43  Code  of  Federal 
Regulations  (43  CFR).  Part  2710.0- 
3(a)(3): 

T  30  N..  R.  12  E..  Mt.  Diablo  Meridian. 
California 
Section  28.  SWV4SEV4. 

The  projKJsed  sale  to  Lassen  College 
is  in  conformance  with  the  BLM's  land 
use  plan  for  the  area,  the  Honey  Lake 
Management  Framework  Plan  (MFP). 
dated  June  30, 1976.  The  Honey  Lake 
Unit  Land  Use  Guides  for  this  area  (Area 
#3)  cover  a  total  of  850  acres  of  public 
land  adjacent  to  the  College.  The 
approved  multiple-use  recommendation 
from  the  MFP  states:  "National  resource 
lands  in  this  area  will  be  used  for 
college  expansion  and  related  use." 

On  February  1, 1982,  the  Bureau  of 
Land  Management  (BLM)  issued  a 
twenty-five  year  lease  with  option  to 
purchase  this  public  land  under  the 
Recreation  and  Public  Purposes  (R&PP) 
Act  of  June  14. 1926  (as  amended),  to 
the  Lassen  Community  College  District. 
This  lease,  number  CA-9273. 
authorized  Lassen  College  to  develop 


and  eventuaHy  purchase  thia  40  acres  of 
public  land  for  use  under  the  College's 
agricultural  studies  program.  The  Ituad 
was  classified  for  lease  or  sale  under  the 
RJcPP  Act,  to  be  used  by  Lassen  College 
for  agricultiuvl  studies  classes.  livestock 
raising  facilities,  a  rodeo  arena  and  an 
environmental  study  area.  During  the 
first  half  of  1985.  Lassen  College 
generated  fly  ash  and  bottom  ash  from 
its  nearby  cogeneration  plant,  located  on 
College  property  to  the  west  of  this 
parcel  of  public  land.  The  College  stored 
and  disposed  of  the  fly  ash  and  bottom 
ash  within  the  northeastern  10  to  15 
acres  of  this  40  acre  parcel  of  public 
land.  Testing  of  the  fly  ash  and  bottom 
ash  shovired  that  the  ash  contained 
certain  hazardous  materials,  primarily 
lead  and  other  metals.  This  action  by 
Lassen  College  constituted  a  violation  of 
the  College's  Recreation  and  Public 
Purposes  Lease  on  the  parcel  (CA- 
9273).  a  violation  of  federal  and  state 
solid  waste  disposal  laws  and 
regulations,  and  a  trespass  on  the  public 
land.  During  1989,  Lassen  College 
removed  the  deposits  of  fly  ash  and 
bottom  ash  from  the  public  land.  Final 
testing  of  the  site  by  an  outside 
engineering  firm  indicated  that  total 
threshold  limit  concentrations  for 
remaining  contaminants  (lead)  were 
below  the  standards  set  forth  in 
California  Code  of  Regulations,  title  22, 
Division  4.  Article  11.  The  California 
Department  of  Health  Services  (DHS) 
determined  that  lead  was  the  indicator 
parameter  for  site  cleanup,  and  that  the 
cleanup  goal  established  in  the  site 
closure  plan  had  been  met.  In  a  letter  to 
the  Bureau  of  Land  Management  dated 
October  10. 1990.  the  DHS  determined 
that  "the  site  poses  no  potential  for 
environmental  or  public  health  threat". 

Lassen  College  and  the  BLM  have 
signed  an  Agreement,  dated  April  8. 
1992,  to  resolve  this  situation  on  the 
parcel  described  above.  A  copy  of  the 
Agreement  is  available  in  the  Susanville 
District  Office.  In  accordance  with  the 
terms  of  the  Agreement,  the  land  will  be 
sold  by  direct  sale  under  43  CFR 
2711.3-3  to  the  Lassen  Community 
College  District,  at  the  appraised  fair 
market  value.  The  sale  will  be 
conducted  in  accordance  with  section 
120(h)  of  the  Comprehensive 
Environmental  Response  Compensation 
and  Liability  Act  as  amended  by  the 

Superfund  Amendments  and  

Reauthorization  Act  of  1986.  (CERCLA) 
(42  U.S.C  9620(h)).  In  accordance  with 
CERCLA,  the  patent  for  this  land  will 
contain  a  Notice'Clause  under  section 
120(h)  of  CERCLA,  concerning  the 
hazardous  substances  known  to  have 
been  stored,  released,  or  disposed  of  on 
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th«  propaity  described  in  tbe  patent, 
and  describing  the  remediation 
measures  taken  on  the  laiul.  The  patent 
will  contain  an  bidemnificatioa  Clause 
to  protect  the  United  States  from  future 
li^Iity  on  the  parcel.  The  petent  will 
also  contain  a  reservation  to  the  United 
States  of  a  right-of-way  thereon  for 
ditches  and  canals  constructed  by  the 
authority  of  the  United  States  (Act  of 
August  30. 1890.  43  U.S.C  945). 

The  proposed  sale  of  this  parcel  to 
Lassen  College  is  necessary  to  resolve 
the  pending  trespass  action  against  the 
College,  to  relieve  the  United  States  of 
future  liability  for  the  College's  disposal 
of  hazardous  materials  on  this  public 
land,  and  to  provide  Lassen  College 
with  the  ability  to  use  this  parcel  for 
College  programs  and  development  in 
the  future.  Tbe  BLM  will  not  be  able  to 
sell  the  land  to  any  other  entity  due  to 
the  disposal  and  temporary  storage  of 
hazaixlous  materials  on  the  site.  The' 
land  may  be  sold  to  the  Lassen 
Community  College  District  %vithout 
continuing  liability  to  the  United  States, 
because  the  Lassen  Commiuiity  College 
District  is  the  "potentially  responsible 
party"  (under  CERCLA)  for  the 
generation  and  deposition  of  the 
hazardous  materials. 

The  land  in  question  was  ciassifted 
for  lease  or  sale  under  the  RAPP  Act.  for 
disposal  to  Lassen  College.  This 
classification  is  hereby  revoked,  and 
R&FP  lease  CA-9273  is  hereby 
terminated  at  the  request  of  the  Lassen 
Community  College  District,  to  allow 
sale  under  section  203  of  FLPMA.  In 
accordance  with  43  CFR  2711.1-2(d). 
the  publication  of  this  notice  in  the 
Federal  Register  shall  segregate  the 
public  lands  described  herein  to  the 
extent  that  they  will  not  be  sub)ect  to 
appropriation  under  the  public  land 
laws,  including  the  mining  laws,  for  up 
to  270  days  from  the  date  of  publication. 

All  minerals  in  this  parcel  will  also  be 
sold  to  the  Lassen  Community  College 
District  under  section  209  of  FLPMA 
and  the  regulations  under  43  CFR  part 
2720.  There  are  no  grazing  leases  or 
permits  on  this  parcel,  and  no  other 
third-party  rights  or  interests. 

Dated:  December  17. 1992. 
HuTick  E.  Hanka. 
District  Manag/er. 
IFR  Doc  92-31865  Filed  12-31-92;  8:45  am) 
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[C<M)10-0»-«2t<MM:  COC-62M4) 

RMtty  Action:  EsduMg*  of  Public  and 
Prtvala  Lands  in  Grand  and  Jwiiaon 
Counti«a,CO 

AGENCY:  Bureau  of  Land  Management. 

Department  of  Interior 

ACnow:  Notice  of  realty  action. 

summary:  Ptirsuant  to  section  206  of  the 
Federal  Land  Policy  and  Management 
Act  of  1976  (43  U.S.C  1716).  the  Bureau 
of  Land  Management.  Kremmling 
Resource  Area  is  considering  the 
following  described  land  in  Grand  and 
Jackson  Counties  as  suitable  for  disposal 
by  exchange.  This  action  is  in  response 
to  a  land  exchange  submitted  by  Daniel 
Ritchie.  Grand  River  Ranch. 

Selacled  Public  Land 

Sixth  Principal  Meridian.  Colorado 
Muddy  Pass— 4465.98  acres. 

T.  4N..  R.  81W.. 

Sec  5.  Lots  14  3,  SEVtNE'A,  NEV«SEV«. 

Sec.  7.  Lots  3  »  4,  SfANEV*,  EViSEVi, 
SWV«SEV«, 

Sec  8,  NW'ANW'A.  SViNW'A.  WViSEVi. 
SWV«. 

See  17,  NWV4.  NWiANE'.<..  NViSVVVt. 
SEV4SWV4 

Sec  18.  NEV«NEV«. 
T.  4N..  R.  82W.. 

Sec  1.  Lots  5-8; 
T.  5N..  R.  81W., 

Sec  7.  Lots  12  »  13. 

Sec  17,  LoU  11-13. 

Sec  IS.  Lou  7-ia  13. 19  *  20. 

Sec  19.  Lots  5.  6. 11-14. 19  &  20. 

Sec.20.  Lots  2-5. 11*12. 

Sec.  28.  5-9  h  11-15, 

Sec  29.  Lots  5-8. 

Sec  30.  Lots  5  a  8-12, 

Sec.  31,  LoU  S-12. 15-18  t  20, 

Sec  32.  LoU  3*9. 

Sec33,  Lots4,  5  4  12;  ' 

T.  5N..  R.  82W.. 

Sec.  24,  Lots  3  a  14. 

Sec  25.  LoU  1  a  10. 
Tyler  Mtn.— 385.04  acres. 
T.  3N.  R.  82W., 

Sec.  24.  LoU  3  4  4. 

Sec  25.  Lots  1.  2.  3  4  6. 

Sec36.  LoU  1.4,  5  4  11. 
Mitchell— 345.42  acres. 

T.  3N..  R.  80W.. 

Sec  30,  LoU  8  4  9. 

Sec  31.  Lot  6; 
T.  3N..  R.  81W.. 

Sec.  25.  WANE'/..  E'/iNW'A.  SWV«SEV«. 
SEy«SWV«. 

The  selected  lands  described  above  contain 
5.196.44  acres,  more  or  less.  In  exchange  for 
these  lands,  the  United  States  will  acquire 
the  following  described  lands  from  Daniel 
Ritchie.  Grand  River  Ranch. 

Oflered  Private  land 

Sixth  Principal  Meridian.  Colorado 
Wilharas  Fork — 2.628.03  acres  more  or  less. 
Metes  and  Bounds  description  in  Sections 
28.  29.  31.  32  ind  33.  T.  IS..  R.  7a\V..  and 


Sections  5, 6,  7, 8. 17,  and  18.  T.  2S..  R 
78W.,  and  Sections  12  and  13.  T.  2S..  R. 
79W.:  containing  2,628.03  acres  more  or  less 
Red  Dirt  Re8erviof^-803.16  acres. 
T.  3N..  R  82W.. 

Tracts  48.  49  4  49A: 
T.  2N..  R  82W.. 

Tract  39A. 
Diamond  Creek— 91 . 1 1  acres. 
T.  5N..  R.  81W.. 

Sec  33.  Lots  10  4  15. 
Grizzly  Creek — 30  acres. 
T.  5N..  R.  82W.. 

Sec.  13.  a  portion  of  the  SWWi. 

Sec  14,  a  portion  of  the  SEV4. 

The  Offered  lands  described  above  rontain 
3.352.3  acres  more  or  less. 

FOn  RIRTHER  INf  ORMAtlON  AMD  PUBLIC 
COMMENT:  The  environmental 
assessment  and  other  information 
concerning  this  exchange,  is  available 
for  review  in  the  Kremmling  Resource 
Area  Office  at  1116  Park  AvMiue, 
Kremmling,  Colorado  80459.  For  a 
period  of  45  days  from  the  date  of  this 
notice,  interested  parties  may  submit 
comments  to  the  District  Manager.  Craig 
District  Office.  Bureau  of  Land 
Management.  455  Emerson  Street,  Craig. 
Colorado  81625.  Any  adverse  comments 
will  be  evaluated  by  the  Slate  Director, 
who  may  sustain,  vacate  or  modify  this 
realty  action. 

SUPPLEMENTARY  MPORMATION:  The 
purpose  of  this  exchange  is  to  facilitate 
improved  resource  management  and  to 
dispose  of  scattered,  difficult  to  manage 
public  land  parcels  while  consolidating 
ownership  of  and  establishing  legal 
access  to  other  public  lands. 

The  exchange  will  be  completed  on 
an  equal  value  basis.  Full  equalization 
of  values  will  be  achieved  through 
acreage  adjustment,  or  by  cash  payment 
in  an  amount  not  to  exceed  25  percent 
of  the  value  of  the  lands  being 
transferred  out  of  federal  ownership. 

The  following  reservations  will  be 
made  in  a  patent  issued  for  the  public 
lands: 

1.  A  reservation  to  the  United  States 
of  a  right-of-way  for  ditches  or  canals 
constructed  by  the  authority  of  the 
United  States.  Act  of  August  30. 1890 
(43  use.  945). 

2.  A  reservation  to  the  United  States 
of  all  mineral  deposits  of  kno\»-n  value. 

3.  A  reservation  of  all  existing  and 
valid  land  uses,  including  grazing 
leases,  unless  waived. 

Publication  of  this  notice  in  tbe 
Federal  Register  segregates  the  public 
lands  from  operation  of  the  public  land 
laws  and  the  mining  law.  except  for 
mineral  leasing  and  exchange  under 
section  206  of  FLPMA.  For  a  period  of 
2  years  from  the  date  of  publication  of 
this  notice  in  the  Federal  Register  the 
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land  will  be  segiegMsd  as  specified 
above  tmless  the  applicatioo  is  denied, 
canceled  or  the  exchange  is  approved 
prior  to  that  date. 

Dated:  December  14. 1992. 
Robst  Schneider. 
Associate  District  Manager. 
[FR  Doc  92-31801  Filed  12-31-92;  8:45  am] 

MUMO  COOC  4»W->»-M 
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GrendReeourceAi— Menegemewt 
Plen 

AGENCY:  Bureau  of  Land  Management 

Interior. 

action:  Notice  of  intent 

SUMMARY;  The  1985  Grand  Resotnce 
Management  Plan  (RMP)  is  being 
revised  and  an  accompanying 
Environmental  Impact  Statement  (HS) 
is  being  prepared  for  the  Grand 
Resource  Area,  Moab  District,  Bureau  of 
Land  Managament  The  revised  RMP 
will  provide  overall  management 
direction  for  ttie  Reaource  Area. 
Necessary  amradments  to  the  approved 
plan  will  keep  the  document  current 
and  viable.  This  notice  is  Intended  to 
infcvni  the  public  of  the  planning  effort 
and  to  invite  public  participation  in  the 
identification  of  planning  issues.  Public 
comment  will  be  solicited  throu^out 
the  planning  process.  A  call  for 
nomination  of  Areas  of  Critical 
Environmental  Concern  (ACECs).  and 
Wild  and  Scenic  River  (WfrSR)  is  being 
made,  al<»g  with  a  request  for 
submission  of  tedmical  mineral 
resoxirce  information. 
FOR  FURTMER  MFORMATION  CONTACT. 
Michael  ODonneU,  Team  Leader. 
Bureau  of  Land  Managemaot,  Moab 
District  Office.  82  East  Dogwood.  Moab. 
Utah  84532.  Moab  District  Office  hours 
are  7:45  a.m.  to  4:30  p.m..  Monday 
through  Friday  and  me  telephone 
number  is  (801)  259-6111. 
SUPPLEMENTARY  MFORMATION:  The 
revised  Grand  RMP/EIS  %viU  be 
prepared  under  43  CFR  part  1610  to 
meat  the  requirements  of  section  202  of 
the  Federal  Land  Policy  and 
Management  Act  and  section  102  of  the 
National  Environmental  Policy  Act.  The 
revision  is  necessary  to  consolidate, 
modify,  update,  and  expand  the 
decisions  in  the  existing  Grand  RMP. 

Decisions  generated  during  this 
planning  process  will  supersede  land 
use  planning  decisions  presented  in  the 
1985  Grand  RMP.  The  RMP  will  bring 
forward  valid  existing  decisions  from 
the  existing  Grand  RMP  and  other 
approved  planning  documents 
developed  since  1985.  The  RMP/EIS 


will  also  incorporate  needed  decisions 
relating  to  policy  and  regulatiMy 
changes  initiated  or  enacted  since  1985. 

The  Grand  Resource  Area  covers 
approximately  1.8  million  acres  in 
Grand  and  Sain  Juan  Coimties.  located  in 
eastern  Utah.  Additionally,  the  Grand 
Resource  Area  manages  mineral 
interests  on  other  public  lands, 
including  the  USDA  Forest  Service 
lands,  and  lands  on  the  Uintah  and 
Ouray  Indian  Reservation. 

The  revised  RMP/EIS  will  provide  a 
comprehensive  land  use  plan  that  will 
coordinate  management  of  all  public 
resources  in  the  Graid  Resource  Area. 
Coordination  will  take  place  with  the 
State  of  Utah;  the  Ute  Indian  Tribe; 
Federal  agencies  such  as  the  National 
Paric  Service.  USDA  Forest  Service,  and 
the  Bureau  of  Indian  Afbirs;  as  well  as 
other  county  and  private  ^entities.  It  will 
coordinate  management  ef  the  Federal 
sub-surfiace  mineral  estate  with  the 
private  or  other  surface  owmer. 
Coordination  will  also  ta|w  place  with 
adjoining  BLM  IXstricts  &  Utah  and 
Colorado. 

General  planning  issues  to  be 
addressed  are:  Access  and 
transportation  needs,  livestock 
management,  wildlife  habitat 
management  wratershed  managemeot, 
mineral  activities,  recreation 
management,  cultural  resource 
management,  and  threatened  and 
endangered  species  recovery 
impiement^(Hi  plans. 

As  a  part  of  the  RMP/QS  process, 
requests  for  nominationsfor  ACEC 
designations  are  encouraged. 
Nominations  must  indudia  a  map  as 
well  as  a  discussion  on  why  an  ACEC 
is  necessary  and  what  special 
management  would  be  proposed. 
Nominations  will  be  evaluated  and  final 
designations  will  be  made  through  the 
RMP  process.  Nominations  for  Wild  and 
Scenic  River  (WftSR)  designations  are 
also  requested  and  will  be  evaluated 
through  suitabihty.  Oppprtunity  is  also 
provided  at  this  time  mTaubmission  of 
relevant  technical  infortiotation  regarding 
mineral  resources  in  the'Grand  Resource 
Area.  This  data  will  be  used,  along  with 
other  published  information,  in  the 
evaluation  of  mineral  resource  potential 
and  to  assist  in  making  resource 
allocation  decisions. 

Public  participation  is  being  sought  at 
this  initial  state  in  the  planning  process 
to  ensiue  the  RMP/EIS  addresses,  all 
issues,  problems,  and  concerns  from 
those  interested  in  the  management  of 
lands  with  the  Grand  Resource  Area. 
The  development  of  the  RMP/EIS  is  a 
public  process  and  the  public  is  invited 
to  assist  in  the  identification  of  issues, 
the  scope  of  the  EIS,  and  the  nomination 


of  special  designation  areas.  Public 
woricshops  will  be  held  in  January  1993 
to  discuss  planning  issues.  The  date, 
time,  and  location  of  these  Scoping 
meetings  will  be  announced  at  a  later 
date  in  local  newspapers.  Additional 
public  participation  will  be  encouraged 
throughout  this  process;  however,  initial 
input  on  ACEC  nominations  and  Wild 
and  Scenic  River  nominations  to  be 
considered  should  be  sidnnitted  to  the 
team  leader  by  September  30. 1993. 

Formal  public  participation  will  be 
requested  again  for  review  of  the  draft 
RMP/EIS  in  1995  and  the  proposed 
RMP/Final  EIS  in  1996.  Notice  of 
availability  of  these  documents  will  be 
published  at  the  appropriate  times. 

The  RMP/EIS  will  be  fvepared  by  an 
interdisciplinary  team  which  includes 
specialists  in  archaeological  and 
paleontoligical  resources,  minerals,  soil/ 
water/air,  range  vegetation  (Including 
threatened  and  endangered  plants), 
forestry,  fire  management  realty, 
recreation,  and  wildlifa  (including 
threatened  and  endangered  animals). 
Other  disciplines  may  be  represented  as 
necessary. 
Janet  NLPavkar, 
State  Director. 
[FR  Doc  93-^1892  FUed  12-31-92: 8:45  am) 
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Flah  and  WUdMe  Service 
Receipt  of  Appltcatlone  lor  PermN 

The  following  applicant  has  applied 
for  a  permit  to  conduct  certain  activities 
with  endangered  species.  This  notice  is 
provided  pursuant  to  Section  10(c)  of 
the  Endai^Med  Species  Act  off  1973.  as 
amended  (16  U.S.C  1531,  et  seg.): 
PRT-774973 
Applicant:  Embessy  of  the  State  of  Qatar,  600 

New  Hampshire  Ave,  NW..  Washiii||loa. 

DC 

The  applicant  requests  a  permit  to 
import  and  re-export  one  male  captive- 
hatched  Eurasian  peregrine  felcon 
[Falco  pereffine  pereffinus)  from  and  to 
Jaber  Muhammad  Nesir  Al  Bureedi. 
Doha-Qatar,  for  enhancement  of 
propagation  and  survival  of  the  spedes 
through  educational  display  at  a  Qatari 
Cultural  E)diibition  in  Washington.  DC 

Written  data  or  comments  should  be 
submitted  to  the  Director.  U.S.  Fish  and 
Wildlife  Service,  Office  of  Management 
Authority.  4401  North  Fairfax  Drive, 
room  432.  Ariington.  Virginia  22203  and 
must  be  received  by  the  Director  within 
30  days  of  the  date  of  this  publication. 

Documents  and  other  information 
submitted  with  this  application  is 
availd)le  for  review  by  any  party  who 
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submits  a  written  request  for  a  copy  of 
such  documents  to.  or  by  appointment 
during  normal  business  hours  (7:45- 
4:15)  in,  the  following  office  within  30 
days  of  the  date  of  publication  of  this 
notice:  U.S.  Fish  and  Wildlife  Service. 
Office  of  Management  Authority,  4401 
North  Fairfax  Drive,  room  432. 
Arlington.  Virginia  22203.  Phone:  (703/ 
358-2104):  FAX:  (703/358-2281). 

Dated:  December  28. 1992. 
SoMalacobMB. 

Acting  Chief,  Branch  of  Permits,  Office  of 
Management  Authority. 

[FR  Doc.  92-31849  Filed  12-31-92;  8:45  ami 
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Meeting;  tOamath  Hehery  Management 
Council 

AGENCY:  U.S.  Fish  and  Wildlife  Service, 
Department  of  the  Interior. 
action:  Notice  of  meeting. 

SUMMART:  Pursuant  to  section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act  (5 
U.S.C  app.  I),  tliis  notice  announces  a 
meeting  of  the  Klamath  Fishery 
Management  Council,  established  under 
the  authority  of  the  IGamath  River  Basin 
Fishery  Resources  Restoration  Act  (16 
U.S.C  460SS  et  seq.).  The  meeting  is 
open  to  the  public. 
IMTE8:  The  IGamath  Fishery 
Management  Council  will  meet  from 
10:30  am  to  5:30  pm  on  Thursday. 
January  28, 1992.  and  from  8  am  to  3:30 
pm  on  Friday,  January  29, 1992. 
PLACE:  The  meeting  will  be  held  at  the 
Quality  Inn.  3535  Janes  Road,  Areata, 
CaUfomia. 

FOR  FURTHER  MFORMA-HON  CONTACT:  Dr. 
Ronald  A.  Iverson,  Project  Leader,  U.S. 
Fish  and  Wildhfe  Service,  P.O.  Box 
1006,  Yreka,  California  96097-1006, 
telephone  (916)  842-5763. 
SUPPI^MENTARY  MFORMATION:  For 
background  information  on  the 
Management  Coimcil,  please  refer  to  the 
notice  of  their  initial  meeting  that 
appeared  in  the  Federal  Register  on  July 
8, 1987  (52  FR  25639).  The  council  will 
meet  to  hear  technical  reports  on  1992 
harvest  and  spawning  escapement,  and 
on  projections  of  1993  abundance  of 
Klamath  chinook  salmon.  The  Council 
will  decide  how  to  proceed  on  a  new 
harvest  allocation  agreement,  and  how 
to  put  the  long  term  harvest 
management  plan  into  action. 
Discussion  will  also  include:  Issues  to 
be  elevated  for  discussion  by  chairs  of 
the  three  IGamath  basin  fishery  advisory 
committees;  recommendations  on 
editorial  policy  for  the  Klamath 
Restoration  News:  and  ways  to  make  the 
Council  more  successful  in  reaching 


consensus  on  harvest  management 
recommendations. 

Dated:  December  28. 1992. 
WiUiam  F.  Shaka. 

Acting  Regional  Director,  U.S.  Fish  and 
Wildhfe  Service. 

IFR  Doc.  92-31874  Filed  12-31-92;  8:45  ami 
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Netlonel  Parte  Service 

Boundery  Revialon:  hierpere  Ferry 
Netional  Hiatorical  Parti 

AGENCY:  National  Park  Service,  Interior. 
ACTION:  Notice  of  boundary  revision. 

SUMMARY:  Notice  is  hereby  given  that 
the  National  Park  Service  is  revising  the 
boimdary  of  Harpers  Ferry  National 
Historical  Park  to  include  three 
additional  parcels  within  the  Park. 
EFFECTIVE  DATE:  December  31, 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
John  G.  Parsons,  Associate  Regional 
Director,  Land  Use  Coordination. 
National  Capital  Region,  National  Park 
Service,  1100  Ohio  Drive  SW., 
Washington,  DC  20242,  (202)  619-7025; 
Gerald  L.  Kirwan,  Chief,  Land  Resources 
Division,  Mid-Atlantic  Region,  National 
Park  Service,  143  South  Third  Street, 
Philadelphia,  Pennsylvania  19106- 
2878,  (215)  597-9939;  and  Donald  W. 
Campbell,  Superintendent,  Harpers 
Ferry  National  Historical  Park,  Harpers 
Ferry.  West  Virginia  25425,  (304)  535- 
6224. 

SUPPtfMENTARY  MFORMATION:  The  Act  of 
June  30, 1944,  c.  328,  58  Stat.  645 
(codified  as  amended  and 
supplemented,  16  U.S.C.  450bb-450bb- 
6)  .which  established  Harpers  Ferry 
National  Historical  Park,  provides  the 
Secretary  of  the  Interior  with  authority 
to  make  minor  revisions  in  the 
boundary  of  the  Park.  Such  boundary 
revisions  may  be  made,  when  necessary, 
after  advising  the  appropriate 
Congressional  committees,  and 
following  publication  of  a  revised 
boundary  map  drawing  or  other 
boundary  description  in  the  Federal 
Register. 

In  order  to  properly  interpret  and 
preserve  the  historic  character  of 
Harpers  Ferry  National  Historical  Park, 
it  is  necessary  to  revise  the  existing 
boundary  of  the  Park  to  include  three 
additional  parcels  of  land  comprising 
approximately  25.13  acres.  The 
inclusion  of  the  three  parcels  in  the  Park 
will  bring  Park  acreage  to  just  over  2300 
acres.  The  acreage  ceiling  for  the  Park  is 
2505  acres.  The  parcels  are  being 
acquired  by  donation,  exchange,  and 
purchase  as  an  economic  remnant. 


Notice  is  hereby  given  that  the 
exterior  boundary  of  Harpers  Ferry 
National  Historical  Park  is  revised  to 
include  the  following  described  parcels: 

Parcel  1 

All  that  parcel  of  Land,  situated  along 
the  eastside  of  Hoffmaster  Road 
approximately  0.56  miles  Northeast 
from  the  intersection  of  the 
southernmost  end  of  said  Road  with 
Harpers  Ferry  Road,  in  Election  District 
No.  n,  Washington  Coimty,  Maryland, 
and  being  more  particularly  described, 
according  to  a  description  prepared  by 
J.  Harold  Seibert.  Engineer  and 
Surveyor,  dated  May  3. 1979  as  follows: 

Beginning  at  the  Intersection  of  the  center 
line  of  Hof&naster  Road  writh  the  center  of  the 
culvert  under  It  on  an  unnamed  stream,  said 
point  of  intersection  being  at  the  end  of  the 
South  82'  38'  East  51.72  foot  line  on  the  deed 
from  Thomas  B.  Kern  and  Lillian  Kem.  his 
wife,  to  the  said  Andres  L  Steignian  and 
Meryl  F.  Steigman,  his  wifis,  dated  July  26, 
1968,  and  recorded  in  Liber  474,  folio  167, 
one  of  the  Land  Records  of  Washington 
County.  Maryland,  and  running  thence  along 
HofEmaster  Road  with  one  of  the  lines  of  said 
deed  South  1*  40'  West,  93.43  feet  to  a  point 
on  the  eastside  thereof,  thence  leaving 
Hoffmaster  Road  but  continuing  with  the 
lines  of  said  deed  and  along  the  southern 
boundary  of  the  50  foot  right  of  way 
conveyed  by  the  heirs  of  Daisy  Kem  to  the 
State  of  Maryland  by  deed  dated  January  17, 
1962,  and  recorded  in  Liber  378,  folio  195, 
another  of  said  Land  Records,  South  72°  55' 
East  200.0  feet  to  a  p>oint,  thence  correcting 
the  next  line.  South  69*  20'  East  657.8  feet 
to  a  concrete  monument  marked  NFS  12, 
thence  South  69"  20'  East  1060.83  feet  to  a 
NFS  monument  13,  thence  binding  on  the 
property  of  the  United  States  of  America 
North  20°  55',  East  536.64  feet  to  a 
monument  marked  USDI  NFS  14,  thence 
continuing  along  said  property  NcHth  69°  20* 
West  1692.93  feet  to  a  monument  marked 
USDI  NFS  15  with  an  iron  pin  alongside  it, 
and  North  27*  33'  East  163.0  feet  to  a 
monument  marked  USDI  NFS  16,  thence 
leaving  the  lands  of  the  United  States  of 
America  and  the  lines  of  said  deed  and 
running  North  62°  2^  West  17.5  feet  info 
Hofbnaster  Road,  thence  along  or  near  the 
middle  thereof  South  31°  12'  West  155.82 
feet  to  a  point,  thence  South  64°  49'  West 
234.35  feet  to  a  point,  and  South  18°  36'  West 
107.26  feet  to  a  place  of  Beginning: 

Containing  23.17  acres  of  land,  more  or 
less. 

This  parcel  of  Land  is  depicted  as 
Tract  101-08  on  Land  Status  Map 
Numbered  385/92002,  Index  and 
Segment  101,  dated  30  June  1975. 

Force/  2  j 

All  that  certain  tract  of  land  lying  and 
being  situated  in  the  Town  of  Harpers 
Ferry,  Jefferson  County,  West  Virginia, 
and 'occupying  a  portion  of  Parcels  17, 
19.  and  33.  as  shown  and  designated  on 
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the  Baltimore  and  Ohio  Raihrowd 
Compaay  Right-of-Wav  and  tract  Map 
Number  V-36. 1/1  and  being  mora 
particularly  described  as  follows: 

Beginning  at  a  point  on  the  Kutherly 
shoreline  of  die  Potomac  River,  at  a  comer 
common  to  die  lands  of  the  subject  owner 
and  a  tract  of  famd  designated  as  Tract  101- 
04  in  the  Harpers  Ferry  National  Historical 
Park,  said  comer  being  mariied  by  a  United 
States  Monument  numbered  148;  thence.from 
said  point  extending  along  the  said  riioretine 
(Being  a  stone  letaintng  wall)  South  40*  OX 
23"  Bast.  7a.g6  fieet  to  a  point:  thence  South 
41  *  ir  09"  East.  262.33  fiset  to  a  point  ia  the 
lines  of  a  tract  of  land  now  or  fanneriy 
owned  by  the  Baltimore  and  CMiio  Railroad 
Company;  thence  leaving  the  said  shoreline 
and  retaining  nvall  and  extending  ak»ig  the 
lands  of  the  said  Railroad  Company  South 
38  *  12'  38"  East  165.92  faet  to  a  point; 
thence  South  20*  34'  sr  West.  15.00  feet  to 
a  point:  thence  along  the  arc  of  a  curve  to  the 
right,  having  a  radius  of  1494.35  feet,  a  curve 
length  of  760.00  feet  and  a  chord  bearing  and 
distance  of  North  54  •  SOT  52"  West,  751.84 
feet  to  a  point  (the  last  mentioned  course 
leaves  the  lands  of  the  said  railroad  at  an 
unknown  distance  and  continues  along  the 
aforementioned  Tract  101-04  to  a  point); 
thence  continuing  along  the  said  Tract  101- 
04  the  fDllowing  bearings  and  distances: 
North  49'  43*  19"  East.  37.00  feet  to  a  point; 
South  45  '  44'  37"  Bast  228.15  feet  to  a  point; 

and 
North  44  *  15'  27"  Bast,  144.98  feet  to  the 

point  of  Beginning. 
Containing  1.60  acres,  more  or  less. 


This  parcel  of  land  is  depicted  as 
Tract  10&-28  on  land  Status  Map 
numbered  385/92002.  Segment  106, 
dated  30  June  197S. 

Panels 

All  those  certain  lots,  tracts  or  parcels 
of  land  lying  and  being  situated  on 
Putnam  Street  in  Block  "W"  in  the 
Town  of  Harpers  Farry,  Jefferson 
County.  West  Virginia,  and  being  more 
particularly  described  as  follows: 

Lots  10  and  11  in  Block  "W"  in  said  Town 
of  Harpers  Ferry. 

Containing  0.36  of  an  acre,  more  or  less. 

This  parcel  of  land  is  depicted  as  Tract 
106-49  on  Land  Status  Map  Numbered  385/ 
92002,  Segment  106.  dated  30  June  1975. 

All  maps  referenced  are  on  file  and 
available  for  inspection  in  the  offices  of 
the  National  Park  Service,  Department 
of  the  Interior,  listed  above. 

Dated:  October  23, 1992. 
John  G.  PauraoDS, 

Acting  PegSonal  Director,  Nationa]  Capital 
negipn. 
[TR  Doc.  92-31857  Filed  12-31-92;  8:45  am] 
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Indtena  Dunaa  National  Lakaahora; 
RevMon  of  Lakaahof*  Boundary 

The  Act  of  October  18. 1976.  90  Stat. 
2532,  2533. 16  U.S.C.  460  u-19, 
following  notice  to  Coogrees  as 
provided  therein,  which  has  been 
satisfied,  authorizes  the  United  States  to 
accept  title  to  any  lands,  or  interests  in 
lands,  located  outside  the  boundaries  ot 
the  Lakeshore  which  any  private  person, 
organization,  or  public  or  private 
corporation  may  offer  to  donate  tc  the 
United  States,  if  the  Secretary  finds  that 
such  lands  would  make  a  significant 
contribution  to  the  purposes  tor  which 
the  Lakeshore  was  created;  and  he  shall 
administer  such  lands  as  part  of  the 
Lakeshore  following  this  publication. 
The  Shirley  Heinze  Environmental 
Fund,  a  Quritable  Trust,  has  offered  to 
donate  2.37  acres  of  land  for 
incorporation  into  the  Lakeshore.  Three 
tracts  of  land  are  being  donated,  one  in 
LaPorte  County,  and  two  in  Lake 
County,  Indiana.  The  tracts  contain  a 
small  wetlands,  forest  and  flora  species 
providing  habitat  for  butterfly  larva,  and 
will  preclude  commercial  development 
which  would  have  an  adverse  impact  on 
Lakeshore  property.  The  tracts  also 
afford  recreational  opportunities  for  the 
visiting  public.  It  is  considered  that  the 
recreational  opportunities  offered  by 
this  property,  along  with  the  biological 
resources  on  this  2.37  acres,  will  make 
a  significant  contribution  to  the 
Lakeshore.  The  specific  lands  proposed 
for  addition  are  described  as  follows: 

A  tract  of  land  situate  in  Section  31. 
Township  37  North,  Range  7  West, 
Second  Principal  Meridian,  Lake 
Coimty,  Indiana,  described  as  follows: 

Lots  1  through  5,  the  west  half  of  Lot  6,  and 
Lots  9  through  16  of  Block  1;  Lots  1  through 
7  of  Block  2;  Lots  1  through  3,  and  Lot  9  of 
Block  3;  all  in  Johnson-Kennedy  Estates  Fifth 
Subdivision  in  the  City  of  Gary,  as  shown  on 
Plat  Book  16,  Page  6.  in  the  records  of  Lake 
Coimty,  Indiana. 

Containing  2.19  acres  of  land,  more  or  less. 

A  tract  of  land  situate  in  Section  31, 
Township  38  North.  Range  4  West, 
Second  Principal  Meridian,  LaPorte 
County.  Indiana,  described  as  follows: 

The  north  half  of  Lot  7  in  Block  24  in  Fred 
K.  Bartletfs  South  Shore  Acres  Subdivision, 
as  shown  on  Plat  filed  December  7, 1927  in 
Plat  Book  6,  Pages  26  and  27  in  the  records 
of  LaPorte  County,  Indiana. 

Containing  0.18  of  an  acre  of  land,  more  or 
less. 

Aggregating  2.37  acres  of  land,  more  or 
less. 

Therefore,  notice  is  hereby  given  that 
in  accordance  with  the  Act  of  October 
18, 1976,  the  boundary  of  the  Indiana 
Dunes  National  Lakeshore  is  revised  as 


described  ^Mve,  and  as  shown  oo 
Indiana  Dunes  National  Lakeshore 
Segment  Maps  14  and  96.  These  maps 
are  on  file  and  available  for  inspection 
in  the  Office  of  the  National  Park 
Service,  Department  of  the  Interim;  the 
Office  of  the  Midwest  Region,  National 
Park  Service:  and  the  Office  of  the 
Superintendent,  Indiana  Dunes  National 
Lakeshore. 

Dated:  December  11, 1992. 
Don  H.  Caatkb«T7. 

Hegiooal  Director,  Midwest  Region . 

[FR  Doc  92-31856  Filed  12-31-92;  8:45  am] 
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INTERSTATE  COMMERCE 
COMMISSION 

[Finance  Dodiat  Ne.  32173  (Sub4lo.  1)] 

RIveratde  County  Tranaportatlon 
Commtealon— Trackage  RIghta 
Exemption— The  AtcMeon,  Topeka  and 
Sanla  Fa  Ralhaay  Company 

Two  Los  Angeles  area  transportation 
agencies,  the  Orange  County 
Transportation  Authority  and  the 
Rivnvide  County  Transportation 
Commission  (County  Ageiunes),  have 
jointly  filed  a  notice  of  exemption  to 
acquire  incidental  trackage  rights  from 
The  Atchison.  Topeka  and  Santa  Fe 
Railway  Company  (Santa  Fe)  over  the 

Eroperty  described  in  the  footnote 
slow,  which  totals  about  57  miles.* 
The  exemption  became  effective  on 
December  17, 1992.*  The  parties  intend 
to  consummate  the  transaction  as  part  of 
the  transactions  exempted  in  Finance 
Docket  No.  32173,  Orange  County 
Transportation  Authority,  et  al. — 
Acquisition  Exemption — ^The  Atchison. 
Topeka  And  Santa  Fe  Railway  Company 


'  Between:  (a)  San  Bernardino  Subdivision 
mileposts  143.9  al  Redondo  Junction  and  160.3  at 
the  Orange  County  line  in  Loi  Angelei  County, 
inile(>osts  160.3  and  30.B  at  the  Riverside  County 
line  in  Orange  County.  mileposU  3a6  and  5.7  in 
Riverside  County,  and  mileposts  S.7  and  0.34  in 
San  Bernardino  County;  (b)  Pasadena  Subdiviiion 
mileposts  81.56  and  81 .32  in  San  Bernardino 
County;  and  (c)  Ca^oo  Subdiviiion  mileposts  81.32 
and  61.19  in  San  Bernardino  County. 

Note:  At  FuUerton,  the  junction  of  two  separate 
lines  causes  the  milepc'St  designations  for  the 
continued  trackage  rights  to  San  Bernardino  to 
change.  Milepoet  165.7  on  the  line  from  Mission 
Tower  in  Los  Angoies  to  FuUerton  is  equivalent  to 
mileposl  45.3  on  the  line  that  continues  from 
FuUerton  east  Uirough  Orange  County  towards 
Riverside  and  San  Bemardinc.  Thus,  the  line 
segments  involved  on  the  San  Beniordino 
Subdivisioo  in  Orange  County  ore  mileposts  160J 
to  165.7,  a  total  of  5.4  miles  and  milepost  45.3  to 
30.6,  a  total  of  14.7  miles. 

*  Under  49  CFR  1 1 50.32(b).  the  exemption  is 
effective  seven  days  after  tlie  notice  is  filed.  The 
notice  was  stamped-in  on  December  8, 1992,  but  Iha 
filing  tee  was  inadvertently  omitted  and  was  not 
paid  until  December  10, 1992. 
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(not  printed),  served  November  20. 

1992. 

The  County  Agencies  are  acquiring 
these  trackage  rights  to  provide  mass 
transit  service.  Santa  Fe  will  continue  to 
provide  freight  common  carrier  service 
on  the  line.  As  we  noted  in  Finance 
Docket  No.  32173.  supra,  we  may  lack 
jurisdiction  over  this  acquisition  of 
trackage  rights  because  the  provision  of 
passenger  service  by  the  Coiinty 
Agencies  may  be  exempt  from  our 
regulation.'  If  we  subsequently  find  that 
iurisdiction  is  lacking,  we  will  vacate 
this  exemption.  ^^ 

This  notice  is  filed  under  49  CFR 
1150.31(a)(4).  If  the  notice  contains  false 
or  misleading  information,  the 
exemption  is  void  ab  initio.  Petitions  to 
revoke  the  exemption  under  49  U.S.C. 
10505(d)  may  be  filed  at  any  time.  The 
fihng  of  a  petition  to  revoke  will  not 
stay  the  transaction. 

Pleadings  must  be  filed  with  the 
Commission  and  served  on:  Charles  A. 
Spitulnik.  Hopkins  k  Sutter,  Suite  700. 
888  16th  Street.  NW..  Washington.  DC 
20006. 

Decided:  December  28, 1992. 

By  the  Commission,  Julia  M.  Farr,  Acting 
Director,  Office  of  Procsedings. 
Sidney  L.  Stricklaad.  |r„ 
Secretary. 
|FR  Doc  92-31902  Filed  12-31-92;  8:45  ami 

iNJJHG  COOC  70IS-«1-M 


of  Justice.  Washington.  DC  20530.  and 
should  refer  to  United  States  v.  City  of 
Chicago.  D.J.  Ref.  No.  90-5-2-1-1529. 

The  proposed  Stipulated  Judgment 
may  be  examined  at  the  office  of  the 
United  States  Attorney.  Northern 
District  of  Illinois.  219  South  Dearborn 
Street,  Chicago,  Illinois  60604;  at  the 
Region  5  Office  of  the  United  States 
Environmental  Protection  Agency. 
Records  Center,  Seventh  Floor.  77  West 
Jackson  Boulevard.  Chicago.  Hlindis 
60604-3590;  and  at  the  Environmental 
Enforcement  Section  Document  Center, 
601  Pennsylvania  Avenue  Building. 
Washington.  DC  20044. 

Copies  of  the  proposed  Stipulated 
Judgment  may  be  obtained  in  person  or 
by  mail  from  the  Environmental 
Enforcement  Section  Document  Center. 
601  Pennsylvania  Avenue,  NW..  Box 
1097.  Washington.  DC  20004,  (202)  347- 
2072.  In  requesting  a  copy,  please  refer 
to  the  case  by  name  and  D.J.  Ref.  No. 
90-5-2-1-1529  and  enclose  a  check  in 
the  amoimt  of  $1.50  (25  cents  per  page 
for  reproduction  cost),  payable  to  the 
Consent  Decree  Library. 
John  C  Cruden. 

Environment  and  Natural  Resources  Division. 
(FR  Doc  92-31879  Filed  12-31-92;  8:45  am] 
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DEPARTMENT  OF  JUSTICE 

Lodging  of  Stlpuiatod  Judgment 
Pursuant  to  Clean  Air  Act 

In  accordance  with  Departmental 
policy,  28  CFR  50.7,  notice  is  hereby 
given  that  on  December  18, 1992,  a 
proposed  Stipulated  Judgment  in  United 
States  V.  City  of  Chicago,  Civil  Action 
No.  90-C-7544,  was  lodged  with  the 
United  States  District  Court  for  the 
Northern  District  of  Illinois.  The 
proposed  Stipulated  Judgment  requires 
the  City  of  Chicago  to  continue  to 
comply  with  the  Federal  Clean  Air  Act 
provisions  concerning  asbestos 
abatement  operations  and  to  pay  a  Clean 
Air  Act  civil  penalty  of  $10,000.00  to 
the  United  States. 

The  Department  of  Justice  will  receive 
for  a  period  of  thirty  (30)  days  frx)m  the 
date  of  this  publication  comments 
relating  to  the  proposed  Stipulated 
Judgment.  Comments  should  be 
addressed  to  the  Assistant  Attorney 
General  for  the  Environment  and 
Natural  Resources  Division.  Department 


'This  issue  is  pending  before  the  Commission  in 
■  petibon  to  reconsider  Southern  Psciflc  Transp. 
Co.— Ah«ndonmen(,  S  I.CC2d  495  (1992). 


DEPARTMENT  OF  LABOR 

Employmant  Standards  Administration 

Wag«  and  Hour  Division 

Minimum  Wages  for  Federal  and 
Federally  Assisted  Construction; 
General  Wage  Determination  Decisions 

General  wage  determination  decisions 
of  the  Secretary  of  Labor  are  issued  in 
accordance  with  applicable  law  and  are 
based  on  the  information  obtained  by 
the  Department  of  Labor  from  its  study 
of  local  wage  conditions  and  data  made 
available  from  other  sources.  They 
specify  the  basic  hourly  wage  rates  and 
fringe  benefits  which  are  determined  to 
be  prevailing  for  the  described  classes  of 
laborers  and  mechanics  employed  on 
construction  projects  of  a  similar 
character  and  in  the  localities  specified 
therein. 

The  determination  in  these  decisions 
of  prevailing  rates  and  fringe  benefits 
have  been  made  in  accordance  with  29 
CFR  part  1.  by  authority  of  the  Secretary 
of  Labor  pursuant  to  the  provisions  of 
the  Davis-Bacon  Act  of  March  3, 1931. 
as  amended  (46  Stat.  1494,  as  amended, 
40  U.S.C.  276a)  and  of  other  Federal 
statutes  referred  to  in  29  CFR  part  1. 
appendix,  as  well  as  such  additional 
statutes  as  may  from  time  to  time  be 


enacted  containing  provisions  for  the 
payment  of  wages  determined  to  be 
prevailing  by  the  Secretary  of  Labor  in 
accordance  with  the  Davis-Bacon  Act. 
The  prevailing  rates  and  fringe  benefits 
determined  in  these  decisions  shall,  in 
accordance  with  the  provisions  of  the 
foregoing  statutes,  constitute  the 
minimum  wage  payable  on  Federal  and 
federally  assisted  construction  projects 
to  laborers  and  mechanics  of  the 
specified  classed  engaged  on  contract 
work  of  the  character  and  in  the 
localities  described  therein.  Good  cause 
is  hereby  found  for  not  utilizing  notice 
and  public  comment  procedure  thereon 
prior  to  the  issuance  of  these 
determinations  as  prescribed  in  5  U.S.C. 
553  and  not  providing  for  delay  in  the 
effective  date  as  prescribed  in  that 
section,  because  the  necessity  to  issue 
current  construction  industry  wage 
determinations  frequently  and  in  large 
volume  causes  procedures  to  be 
impractical  and  contrary  to  the  public 
interest. 

General  wage  determination 
decisions,  and  modifications  and 
supersedes  decisions  thereto,  contain  no 
expiration  dates  and  are  effective  from 
their  date  of  notice  in  the  Federal 
Register,  or  on  the  date  written  notice 
is  received  by  the  agency,  whichever  is 
earlier.  These  decisions  are  to  be  used 
in  accordance  with  the  provisions  of  29 
CFR  parts  1  and  5.  Accordingly,  the 
applicable  decision,  together  with  any 
modifications  issued,  must  be  made  a 
part  of  every  contract  for  performance  of 
the  described  work  within  the 
geographic  area  indicated  as  required  by 
an  applicable  Federal  prevailing  wage 
law  and  29  CFR  part  5.  The  wage  rates 
and  fringe  benefits,  notice  of  which  is 
published  herein,  and  which  are 
contained  in  the  Government  Printing 
Office  (GPO)  document  entitled 
"General  Wage  Determinations  Issued 
Under  The  Davis-Bacon  And  Related 
Acts,"  shall  be  th^  minimum  paid  by 
contractors  and  stjibcontractors  to 
laborers  and  mechanics. 

Any  person,  organization,  or 
governmental  agency  having  an  interest 
in  the  rates  determined  as  prevailing  is 
encouraged  to  submit  wage  rate  and 
fringe  benefit  information  for 
consideration  by.  the  Department. 
Further  information  and  self- 
explanatory  forms  for  the  purpose  of 
submitting  this  data  may  be  obtained  by 
writing  to  the  U.S.  Department  of  Labor. 
Employment  Standards  Administration. 
Wage  and  Hour  Division,  Division  of 
Wage  Determinations.  200  Constitution 
Avenue.  NW..  room  S-3014, 
Washington.  DC  20210. 


Modificatie 
Determinat 


ion  to  ( 
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Modificatidn  to  General  Wage 
Determination  Decisions 

The  number  of  decisions  listed  in  the 
Government  Printing  Office  document 
entitled  "General  Wage  Determinations 
ksued  Under  the  Davis-Bacon  and 
Related  Acts"  being  modified  are  listed 
by  Volume,  State,  and  page  number(s) 
Dates  of  publication  in  the  Federal 
Register  are  in  parentheses  following 
the  decisions  being  modified. 

Volume  I 
ConDecticut: 
CT91-1  (Feb.  22,  p.  all. 

1991. 
CT91-3  (Feb.  22. 

1991. 
CT91-4  (Feb.  22. 

1991. 
District  of  Columbia: 
DC91-1  (Feb.  22. 

1991. 
Virginia: 
VA91-5  (Feb.  22. 

1991. 
VA91-23  (Feb.  22. 

1991. 
VA91-33  (Feb.  22, 

1991. 
VA91-36  (Feb.  22. 

1991. 
VA91-65  (Feb.  22. 

1991. 
West  Virginia: 
WV91-3  (Feb.  22. 

1991. 


general  wage  determinations  for  the 
States  covered  by  each  volume. 
Throughout  the  remainder  of  the  year, 
regular  weekly  updates  will  be 
distributed  to  subscribers. 

Signed  at  Washington.  DC,  this  28th  day  of 
Decemt)er,  1992. 
Alan  L.  Moss. 

Director.  Division  of  Wage  Determinations 
(FR  Doc  92-31823  Filed  12-31'-92;  8:45  ami 
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p.  all. 
p.aU. 

p.  all. 

p.  all. 
p.  all. 
p.  all. 
p.  all. 
p.  all. 


p.  1445.  pp.  1447- 
1458d. 


Volume  U 
Texas: 
TX91-60  (Feb.  22.  pall 

1991. 

Volume  m 
Hawaii: 
HI91-1  (Feb.  22.  p.  all. 

11991. 


General  Wage  Determinatidn 
Publication 

General  wage  determinations  issued 
under  the  Davis-Bacon  and  related  Acts, 
including  those  noted  above,  may  be 
found  in  the  Government  Printing  Office 
(GPO)  document  entitled  "General  Wage 
Determinations  Issued  Under  The  Davis- 
Bacon  And  Related  Acts".  This 
publication  is  available  at  each  of  the  50 
Regional  Government  Depository 
Libraries  and  many  of  the  1,400 
Government  Depository  Libraries  across 
the  country.  Subscriptions  may  be 
purchased  from:  Superintendent  of 
Documents,  U.S.  Government  Printing 
Office,  Washington,  D.C.  20402,  (202) 
783-3238. 

When  ordering  subscription(s),  be 
sure  to  specify  the  State(s)  of  interest, 
since  subscriptions  may  be  ordered  for 
any  or  all  of  Uie  three  separate  volumes, 
arranged  by  State.  Subscriptions  include 
an  annual  edition  (issued  on  or  about 
January  1)  which  includes  all  current 


NATIONAL  SCIENCE  FOUNDATION 

Permit  Application  Received  Under  tlie 
Antarctic  Conservation  Act  of  1978 

December  28, 1992. 

AGEt4CY:  National  Science  Foundation 
action:  Notice  of  permit  applications 
received  under  the  Antarctic 
Conservation  Act  of  1978,  Public  Law 
95-541. 

SUMMARY:  The  National  Science 
Foundation  (NSF)  is  required  to  publish 
notice  of  permit  applications  received  to 
conduct  activities  regulated  under  the 
Antarctic  Conservation  Act  of  2978. 
NSF  has  published  regulations  under 
the  Antarctic  Conservation  Act  of  1978 
at  title  45  part  670  of  the  Code  of 
Federal  Relations.  This  is  the  required 
notice  of  permit  application  received. 
DATES:  Interested  parties  are  invited  to 
submit  written  data,  comments,  or 
views  with  respect  to  this  permit 
application  by  January  29, 1992.  Permit 
applications  may  be  inspected  by 
interested  parties  at  the  Permit  Office, 
address  below. 

ADDRESSES:  Comments  should  be 
addressed  to  Permit  Office,  room  627. 
Division  of  Polar  Programs,  National 
Science  Foundation,  Washington,  DC 
20550. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  B.  Talmadge  at  the  above  address 
or (202)  357-7817. 
SUPPLEMENTARY  INFORMATION:  The 
National  Science  Foundation,  as 
directed  by  the  Antarctic  Conservation 
Act  of  1978  (Public  Law  95-541),  has    ' 
developed  regulations  that  implement 
the  "Agreed  Measures  for  the 
Conservation  of  Antarctic  Fauna  and 
Flora"  for  all  Untied  States  citizens.  The 
Agreed  Measures,  developed  by  the 
Antarctic  Treaty  Consultative  Parties, 
recommended  establishment  of  a  permit 
system  for  various  activities  in 
Antarctica  and  designation  of  certain 
animals  and  certain  geographic  areas  as 
requiring  special  protection.  The 
regulations  establish  such  a  permit 
system  to  designate  Specially  Protected 
Areas  and  Sites  of  Special  Scientific 


Interest.  The  application  received  is  as 
follows: 

Applicant:  Sean  Turner,  Department 
of  Biological  Sciences,  University  of 
Cincinnati,  878  La  Fayette  Avenue.  #3. 
Cincinnati,  OH  45221-0006 

Activity  for  Which  Permit  Requested: 
Import  Into  USA-Port  of  Entry.  Enter 
Site  of  Special  Scientific  Interest.  Permit 
requested  to  visit  Tramway  Ridge  on  Mt. 
Erebus  site  of  special  scientific  interest 
in  order  to  collect  samples  for  his 
project  on  cyanobacterial/algal 
communities  peculiar  to  Antarctica.  The 
objective  on  Mt.  Erebus  is  to  collect 
samples  of  these  organisms,  particulary 
in  the  vicinity  of  Tramway  Ridge  where 
the  highest  population  densities  occur. 
Samples  will  be  returned  to  the  Crary 
Science  and  Engineering  Center  at 
McMurdo  Station  for  subsequent 
culturing  and  isolation  of 
photosynthetic  microorganisms  using 
standard  techniques.  Equipment  will  be 
limited  to  sterile  sampHng  spatulas, 
whirlpack  bags,  and  sample  containers. 

Locafion;  Tramway  Riage  SSSI,  Mt. 
Erebus;  Ross  Island  access  by  heUcopter 
to  outside  area,  then  travel  by  foot. 
Itates:  01/01/93-01/15/93. 

John  B.  Talmadge, 

Permit  Office,  Division  of  Polar  Pro-ams. 
|FR  Doc.  92-31870  Filed  12-31-92:  8:45  amj 

BtLUNC  CODE  7555-01-M 


Committee  Management; 
Establishment 

The  Assistant  Director  for  Computer 
and  Information  Science  and 
Engineering  has  determined  that  the 
establishment  of  the  Blue  Ribbon  Panel 
on  High  Performance  Computing  is 
necessary  and  in  the  public  interest  in 
connection  with  the  performance  of 
duties  imposed  upon  the  Director. 
National  Science  Foundation  (NSF)  by 
42  U.S.C.  1861  et  seq.  This 
determination  follows  consultation  with 
the  Committee  Management  Secretariat, 
General  Services  Administration. 

Name  of  Committee:  Blue  Ribbon 
Panel  on  High  Performance  Computing. 

Purpose:  To  assess  the  contributions 
of  high  performance  computing  to 
scientific  research  and  education; 
project  future  hardware,  software  and 
commimication  resource  needs  and 
means  for  providing  them;  and  analyze 
possible  cooperative  relations  between 
governmental  agencies,  the  private 
sector  and  international  entities. 

Balanced  Membership  Plan:  The 
Panel  will  be  composed  of  10-15 
leading  scientists  and  engineers 
representing  relevant  disciplines  and 
knowledge  of  the  field.  Members  will  be 
drawn  fttim  academia,  industry,  and 
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government  to  insure  representation 
across  all  appropriate  dimensions, 
technical  as  well  as  policy. 

Responsible  NSF  Official:  Dr.  A.  Nico 
Habermann.  Assistant  Director, 
Computer  and  Information  Science  and 
Engineering,  National  Science 
Foundation,  room  306,  Washington,  DC 
20550,  (202)  357-7936. 

Dated:  December  29, 1992. 
M.  Rebecca  Winkler, 
Committee  Management  Officer. 
IFR  Doc  92-31919  Filed  12-31-«2;  8:45  am) 

BIUJNGCOOC  TSSS-Ot-H 


NUCLEAR  REGULATORY 
COMMISSION 

[Docket  No.  40-6659] 

Petrotomics  Co.;  Finding  of  No 
Significant  Impact  Regarding  laauance 
of  an  Amendment  to  Source  Material 
License  SUA-551  for  the  Petrotomics 
Co.,  Shirley  Basin  Mill,  To  Incorporate 
Reclamation  Schedules,  C«rt)on 
County,  WY 

agency:  Nuclear  Regulatory 

Commission. 

ACnON:  Notice  of  a  finding  of  no 

significant  impact. 

1.  Proposed  Action 

The  administrative  action  is  issuance 
of  a  license  amendment  to  incorporate 
an  enforceable  reclamation  schedule  for 
the  Shirley  Basin  Mill  in  Carbon 
County.  Wyoming. 

2.  Reasons  far  Finding  of  No  Significant 
Impact 

The  proposed  amendment  is 
administrative,  incorporating 
reclamation  milestones  into  the  license 
in  accordance  vnth  the  Memorandum  of 
Understanding  (MOU)  between  the 
Environmental  Protection  Agency  (EPA) 
and  the  NRC  which  was  published  in 
the  Federal  Register  on  October  25, 

1991.  The  Notice  of  Intent  to  Amend 
Source  Material  License  SUA-5S1  for 
the  Shirley  Basin  Mill  to  incorporate 
reclamation  schedules  was  published  in 
the  Federal  Register  on  October  19. 

1992.  The  NRC  accepted  comments  on 
this  proposed  licensing  action  for  45 
days.  No  comments  were  received.  In 
accordance  with  10  CFR  51.22(c)(ll)), 
the  Commission  has  determined  that  no 
environmental  analysis  need  be 
performed  since  no  significant  impacts 
will  result  from  the  proposed  licensing 
actions. 

3.  Action 

Tha  Commission  action  is  to  amend 
Source  Material  License  SUA-551  upon 


publication  of  this  Notice.  The  action  is 
based  on  this  Finding  of  No  Significant 
Impact  and  no  comments  being  received 
to  the  Notice  of  Intent  published  on 
October  19. 1992. 

This  Notice,  together  with  the  Notice 
of  Intent  to  Amend  Source  material 
License  SUA-551,  are  available  for 
public  inspection  and  copying  at  the 
Commission's  Uranium  Recovery  Field 
Office  at  730  Simms  Street.  Golden, 
Colorado,  and  at  the  Commission's 
Public  Document  Room  at  2120  L  Street. 
NW.,  Washington,  DC  20555. 

Dated:  at  Denver.  Colorado,  this  23nd  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Ramon  E.  Hall, 

Director,  Uranium  Recovery  Field  Office. 
IFR  Doc.  92-31893  Filed  12-31-92;  8:45  ami 

atUMG  COOE  75W>-01-M 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Proposed  Alteration  of  the  Terminal 
Control  Area  at  Tampa,  FL;  Public 
Meetings 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Notice  of  public  meetings. 

SUMUARY:  This  notice  announces  two 
fact-finding  informal  airspace  meetings 
to  solicit  information  from  airspace 
users  and  others  concerning  a  proposal 
to  modify  the  Tampa,  FL,  Terminal 
Control  Area  (TCA).  and  to  provide 
interested  persons  an  opportunity  to 
discuss  the  proposal.  All  comments 
received  during  these  meetings  will  be 
considered  prior  to  the  issuance  of  a 
Notice  of  Proposed  Rulemaking. 
TIMES  AND  DATES:  These  meetings  will  be 
held  from  7  p.m.  to  10  p.m.,  on 
Tuesday,  February  16  and  Wednesday. 
February  17, 1993.  Comments  must  be 
received  on  or  before  April  19, 1993. 

Oafe- Tuesday.  February  16. 1993. 

Place:  University  of  South  Florida — 
Bayboh)  Campus.  MSL  Auditorium.  St. 
Petersburg.  FL  33701,  (Next  to  Albort- 
Whitted  Airport). 

Date:  Wednesday,  February  17. 1993. 

Place:  Armwood  High  School  Auditorium, 
1200  U.S.  Hwy  92.  Sefhier.  FL  33584. 

ADDRESSES:  Send  comments  on  the 
proposal  in  triplicate  to:  Manager,  Air 
Traffic  Division.  ASO-500,  Federal 
Aviation  Administration,  P.O.  Box 
20636.  Atlanta,  GA  30320. 
CONTACT  PERSON  FOR  MORE  MfORMATKM: 
Kenneth  Patterson:  Manager,  Airport 
Traffic  Control  Tower;  Tampa 
International  Airport;  Tampa.  FL  33607; 
telephone:  (813)  872-1528. 


SUPPLEMENTARY  INFORMATION: 
Meeting  Procedures 

(a)  These  meetings  will  be  informal  in 
nature  and  will  be  conducted  by  a 
representative  of  the  AdministiBtor. 
FAA  Southern  Region.  Each  participant 
will  be  given  an  opportunity  to  make  a 
presentation,  although  a  time  limit  may 
be  imposed. 

(b)  These  meetings  will  be  open  to  all 
persons  on  a  space-available  basis. 
There  will  be  no  admission  fee  or  other 
charge  to  attend  and  participate. 

(c)  Any  person  wisning  to  make  a 
presentation  to  the  panel  will  be  asked 
to  sign  in  and  estimate  the  amount  of 
time  needed  for  such  presentation  so 
that  timefi'ames  can  be  established.  This 
will  permit  the  panel  to  allocate  an 
appropriate  amount  of  time  for  each 
presenter.  The  panel  may  allocate  the 
time  available  for  each  presentation  in 
order  to  accommodate  all  speakers. 
These  meetings  will  not  be  adjourned 
until  everyone  on  the  list  has  had  an 
opportunity  to  address  the  panel.  These 
meetings  may  be  adjourned  at  any  time 
if  all  persons  present  have  had  the 
opportunity  to  speak. 

(d)  Position  papers  or  other  handout 
material  relating  to  the  substance  of  the 
meetings  may  be  accepted.  Participants 
wishing  to  submit  handout  material 
should  present  three  copies  to  the 
presiding  officer.  There  should  be 
additional  copies  of  each  handout 
available  for  other  attendees. 

(e)  These  meetings  will  not  be 
formally  recorded.  However,  a  summary 
of  the  comments  made  at  these  meetings 
will  be  filed  in  the  docket. 

Agenda  for  Each  Meeting 

Opening  Remarks  and  Discussion  of  Meeting 

Procedures 
Briefing  on  Background  for  I>roposal 
Public  Presentations 
Closing  Comments 

Issued  in  Washington,  DC,  on  Decemb« 
21, 1992. 

Harold  W.  Becker, 

Manager,  Airspace — Rules  and  Aeronautical 
Information  Division. 
[FR  Doc.  92-31909  Filed  12-31-92;  8:45  ami 

BILUNG  COOC  4ai«-13-M 


Pilot  and  Aviation  Maintenance 
Technician  Shortage  Blue  Ribbon 
Panel;  Meeting 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Notice  of  meeting. 

SUMMARY:  Notice  is  hereby  given  of  a 
meeting  of  the  Pilot  and  Aviation 
Maintenance  Technician  Shortage  Blue 
Ribbon  Panel. 
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0ATE6:  The  meetings  will  be  held 
Febraary  9. 1993.  from  1  p.m.  to  4  p.m. 
ADDRESSES:  The  meeting  will  be  held  at 
the  FAA  Center  for  Management 
Development,  room  C123,  4500  Palm 
Coast  Parkway.  Palm  Coast.  Florida 
32137. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  C.  Beaudette.  Executive  Director. 
800  Independence  Ave..  SW.. 
Washington.  DC.  20591;  telephone  (202) 
267-7804. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  10(a)(2)  of  the  Federal 
Advisory  Committee  Act  (Public  Law 
92-463:  5  U.S.C.  app.  H).  notice  is 
hereby  given  of  a  meeting  of  the  Pilot 
and  Aviation  Maintenance  Technician 
Shortage  Blue  Ribbon  Panel  to  be  held 
February  9, 1993.  The  meeting  agenda 
will  include: 

•  Opening  comments. 

•  Public  comments. 

•  panel  deliberations. 
•i  future  operations. 
Attendance  is  open  to  the  interested 

public  but  may  be  limited  to  the  space 
available.  The  public  must  make 
arrangements  on  or  before  January  29. 
1993.  to  present  oral  statements  at  the 
meeting.  The  public  may  present 
written  statements  to  the  committee  at 
any  time  by  providing  25  copies  to  the 
Executive  Director.  Arrangements  may 
be  made  by  contacting  the  personlisted 
under  the  heading  "FOR  FURTHER 
INFORMATION  CONTACT." 

Issued  in  Washington,  DC,  on  December 
23.  1992. 

Daniel  C  Beaudette. 

Executive  Director  of  the  Pilot  and  Aviation 
Maintenance  Technician  Shortage  Blue 
Ribbon  Panel. 
IFR  Doc.  92-31911  Filed  12-31-92;  8:45  ami 

BILUMG  CODE  4910-19-M 


Notice  of  Intent  To  Rule  on  Application 
To  Impose  a  Passenger  Facility  Charge 
(PFC)  at  Spokane  International  Airport 
and  Use  the  Revenue  at  Spokane 
international  Airport  and  Fetts  Field. 
Spokane,  WA 

agency:  Federal  Aviation 
Administration  (FAA).  DOT. 
ACTION:  Notice  of  intent  to  rule  on 
application. 

SUMMARY:  The  FAA  proposes  to  rule  and 
invites  public  comment  on  the 
application  to  impose  a  PFC  at  Spokane 
International  Airport  and  use  the 
revenue  at  Spokane  International 
Airport  and  Felts  Field  under  the 
provisions  of  the  Aviation  Safety  and 
Capacity  Expansion  Act  of  1990  (title  IX 
of  the  Omnibus  Budget  Reconciliation 


Act  of  1990)  (Public  Law  101-508)  and 
part  158  of  the  Federal  Aviation 
Regulations  (14  CFR  part  158). 
DATES:  Comments  must  be  received  on 
or  before  February  3. 1993. 
ADDRESSES:  Comments  on  this 
application  may  be  mailed  or  delivered 
in  triplicate  to  the  FAA  at  the  following 
address:  J.  Wade^ryant.  Manager, 
Seattle  Airports  Eiistrict  Office.  SEA- 
ADO,  Federal  Aviation  Administration. 
1601  Lind  Avenue  SW.,  suit  k50, 
Renton.  WA  98055-4056. 

In  addition,  one  copy  of  any 
comments  submitted  to  the  FAA  must 
be  mailed  or  delivered  to  Mr.  Paul 
Norman.  Airport  Director  of  the 
Spokane  Airport  Board,  at  the  following 
address:  Spokane  International  Airport. 
P.O.  Box  19186.  Spokane.  Washington 
99219-9186. 

Air  carriers  and  foreign  air  carriers 
may  submit  copies  of  written  comments 
previously  provided  to  Spokane  Airport 
Board  under  §  158.23  of  part  158. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Paul  Johnson  (206)  227-2655; 
Seattle  Airports  District  Office,  SEA- 
ADO;  Federal  Aviation  Administration: 
1601  Lind  Avenue  SW..  suite  250; 
Renton.  Washington  98055-4056.  The 
application  may  be  reviewed  in  person 
at  this  same  location. 
SUPPLEMENTARY  INFORMATION:  The  FAA 
proposes  to  rule  and  invites  public 
comment  on  the  application  to  impose 
a  PFC  at  Spokane  International  Airport 
and  use  the  revenues  at  Spokane 
International  Airport  and  Felts  Field 
Airport,  under  the  provisions  of  the 
Aviation  Safety  and  Capacity  Expansion 
Act  of  1990  (title  IX  of  the  Omnibus 
Budget  Reconciliation  Act  of  1990) 
(Public  Law  101-508)  and  part  158  of 
the  Federal  Aviation  Regulations  (14 
CFR  part  158). 

On  December  23, 1992,  the  FAA 
determined  that  the  application  to 
impose  and  use  the  revenue  from  a  PFC 
submitted  by  Spokane  Airport  Board 
was  substantially  complete  within  the 
requirements  of  §  158.25  of  part  158. 
The  FAA  will  approve  or  disapprove  the 
application,  in  whole  or  in  part,  no  later 
than  March  24. 1993. 

The  following  is  a  brief  oven'iew  of 
the  application. 

Level  of  the  proposed  PFC:  $3.00 
Proposed  charge  effective  date:  June  1, 

1993 
Proposed  charge  expiration  date: 

October  31.  2000 
Total  estimated  PFC  revenue: 

$17,548,000.00 

Brief  description  of  proposed  project: 
Spokane  International  Airport  and  Felts 
Field  Airport  have  both  listed  projects 


to  use  PFC  revenues^Spokane 
International  has  listed  the  following: 
Planning  studies,  construct  airport 
perimeter  road,  purchase  safety 
equipment,  taxi  way  and  apron 
improvements;  runway  safety 
improvements,  public  area  safety 
improvements/Americans  with 
Disabilities  (ADA)  compliance,  access 
control  improvements,  airport  airfield 
lighting  and  signage,  access  road 
improvements,  ARFF  training  facility, 
aircraft  deidng  facility,  airside 
infrastructure  development,  loading 
bridges  and  regional  gate  expansion. 

Felts  Field  Airport  has  requested  PFC 
revenue  for  safety  improvements. 

Class  or  classes  of  air  carriers  which 
the  public  agency  has  requested  not  be 
required  to  collect  PFCs:  Spokane 
Airport  Authority  requested  that  no  air 
carriers  be  exempted  from  collection. 

Any  person  may  inspect  the 
application  in  person  at  the  FAA  office 
listed  above  under  "FOR  FURTHER 
INFORMATION  CONTACT"  and  at  the  FAA 
regional  Airports  office  located  at: 
Federal  Aviation  Administration, 
Northwest  Mountain  Region.  Airports 
Division,  ANM-600, 1601  Lind  Avenue 
SW.,  suite  540,  Renton.  WA  98055- 
4056. 

In  addition,  any  person  may.  upon 
request,  inspect  the  application,  notice 
and  other  documents  germane  to  the 
application  in  person  at  the  Spokane 
Airport  Board  at  Spokane  International 
Airport. 

Issued  in  Ronton.  Washington  on 
December  23. 1992. 
Cecil  C  Wagner. 

Assistant  Manager,  Airports  Division. 
Nort/iH-esf  Mountain  Region. 
IFR  Doc.  92-31910  Filed  12-31-92;  8:45  ami 

BILUNC  CODE  4910-13-M 


Federal  Highway  Administration 

Scenic  Byways  Advisory  Committee; 
Public  Meeting 

AGENCY:  Federal  Highway 
Administration  (FHWA).  DOT. 

ACTION:  Notice  of  public  meeting. 


SUMMARY:  The  pHWA  announces  a 
meeting  of  the  Scenic  Byways  Advisory 
Committee.  The  focus  of  the  meeting 
will  be  to  develop  and  make 
recommendations  regarding  minimum 
criteria  and  standards  for  use  by  State 
and  Federal  agencies  in  designating 
highways  as  scenic  byways  and  ail- 
American  roads  for  the  purpose  of  a 
national  scenic  byways  program.  The 
national  scenic  byways  program  is 
authorized  by  section  1047(a)(3)  of  the 
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Inturmodal  Surface  Transportation 
Efficiency  Act  of  1991. 
DATES:  January  28, 1993,  8:30  a.m.  to 
4:30  p.m.  and  January  29. 1993,  8:30 
a.m.  to  4:30  p.m.  This  meeting  is  open 
to  the  public. 

AOOnESSES:  The  RiU-Carlton  Hotel, 
Pentagon  Qty.  1250  S.  Hayes  Street. 
Board  Room.  Arlington.  VA  22202. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mr.  Eugene  Johnson,  Federal  Highway 
Administration,  Intermodal  Planning 
Division,  HEP-50.  room  3301.  400 
Seventh  St..  SVV..  Washington.  DC 
20590,  (202)  36&-0150.  Office  hours  are 
7:30  a.m.  lo  4  p.m.,  e.t.,  Monday  through 
Friday,  except  legal  holidays. 

Authority:  23  U.S.C.  315;  49CFR  1.4«:  Sec. 
1047.  Public  Law  102-240. 105  Stat.  1914, 
1996. 

Is.sjed  on:  December  24.  1992. 
T.D.  Lanon, 
Atiministrator. 

IFK  Doc.  92-31900  Filed  12-31-92;  8:45  am! 
BOiJNGOOOc  4•io-^^4l 


DEPARTMENT  OF  THE  TREASURY 

Public  InfonnaUon  Collection 
Requirements  Submitted  to  OMB  for 
Review 

December  28,  1992. 

The  Department  of  the  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  room  3171  Treasury  Annex, 
1500  Pennsylvania  Avenue,  NW.. 
Washington.  DC  20220. 

Internal  Revenue  Service    « 
I 

OMB  Number:  1545-0244 

Form  Number:  IRS  Form  6199 

Type  o//?eview:  Extension 

Title:  Certification  of  Yoiith 
Participating  in  a  Qualified 
Cooperative  Education  Program 

Description:  Internal  Revenue  Code 
(IRC)  §  51(d)(8}  requires  that  qualified 
school  cooperative  programs  must 
certify  their  qualified  students  as 
youths  participating  in  a  qualified 
cooperative  program  in  order  that 
wages  paid  to  the  students  by  an 
employer  be  qualified  for  the  jobs 
credit.  Form  6199  provides  for  this 
certification. 


Respondents:  Farms.  Businesses  or 

other  for-profit.  Small  businesses  or 

organizations 
Estimated  Number  of  Hespondents/ 

Recordkeepers:  64,000 
Estimated  Burden  Hours  Per 

Respondent/Recordkeeper: 

Recordkeeping 7  minutes. 

Learning  about   the   law   or    7  minutes. 

the  form. 

Preparing  the  form 24  minutes. 

Copying,     assembling     and     20  minutes. 

sending   the   form   to   the 

IRS. 

Frequency  of  Response:  On  occasion 

Estimated  Total  Reporting/ 
Recordkeeping  Burden:  62.080  hours 

OMB  Number  1545-0725 

Form  Number:  IRS  Form  928 

Type  of  Review:  Extension 

Title:  Fuel  Bond 

Description:  Certain  sellers  of  gasoline 
and  diesel  fuel  may  be  required  under 
§4101  to  post  bond  before  they  incur 
liability  for  gasoline  and  diesel  fiiel 
excise  taxes  imposed  by  §  4081  and 
4091.  This  form  is  used  by  taxpayers 
to  give  bond  and  provide  other 
information  required  by  Regulations 
§48.4101-2T. 

Respondents:  Individuals  or 
households.  Businesses  or  other  for- 
profit.  Small  businesses  or 
organizations 

Estimated  Number  of  Respondents/ 
Recordkeepers:  500 

Estimated  Burden  Hours  Per 
Respondent/Recordkeeper: 

Recordkeeping  1  hour,  55  minutes. 

Learning  about  the         18  minutes. 

law  or  the  form. 
Preparing  copying,         20  minutes. 

assembling,  and 

sending  the  form 

to  the  IRS. 

Frequency  of  Response:  On  occasion 

Estimated  Total  Reporting/ 
Recordkeeping  Burden:  1.280  hours 
Clearance  Officer:  Garrick  Shear  (202) 

622-3869,  Internal  Revenue  Service, 

room  5571, 1111  Constitution  Avenue. 

NW.,  Washington.  DC  20224. 

OMB  Reviewer:  Milo  Sunderhauf 

(202)  395-6880,  Office  of  Management 

and  Budget,  room  3001,  New  Executive 

Office  Building.  Washington,  DC  20503. 

Lois  K.  HoUand, 

Departmental  Reports,  Management  Officer. 

|FR  Doc  92-31864  Filed  12-31-92;  845  ami 
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Public  Information  Collection 
Requirements  Submitted  to  OMB  for 
Review 

December  28, 1992. 

The  Department  of  Treasury  has 
submitted  the  following  public 


information  collection  requiremenl(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  lo  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  room  3171  Treasury  Annex. 
1500  Pennsylvania  Avenue,  NW., 
Washington.  DC  20220. 


Internal  Revenue  Service 

OMB  Number:  New 

Form  Number:  None 

Type  of  Review:  New  collection 

Title:  Focus  Group  Interviews 

Concerning  Taxpayer  Input  on  Forms 

1099 
Description:  Focus  group  interviews  are 

necessary  to  determine  whether 

taxpayers  experience  problems  with 
Ahe  1099  family  of  forms  and  the 
/  various  substitute  forms  lo  determine 
/  whether  the  information  should  be 
*     reported  in  a  uniform  fashion. 

Afi'eded  public  is  50  participants. 
Respondents:  Individuals  or  households 
Estimated  Number  of  Respondents:  600 
Estimated  Burden  Hours  Per 

Respondent:  3  hours 
Frequency  of  Response:  Other  (one-time 

focus  groups) 
Estimated  Total  Reporting  Burden:  230 

hours 

Clearance  Officer:  Garrick  Shear. 
(202)  535-4297,  Internal  Revenue 
Service,  room  5571, 1111  Constitution 
Avenue.  NW.,  Washington,  DC  20224. 

OMB  Reviewer:  Milo  Sunderhauf, 
(202)  395-6880.  OfBce  of  Management 
and  Budget,  room  3001.  New  Executive 
Office  Building.  Washington.  DC  20503 
Lais  K.  HoUand, 

Departmental  Reports  Management  Officer. 
jFR  Doc.  92-31891  Filed  12-31-92;  8:45  ami 

BILLING  COOe  030-01 -M 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

Information  Collection  Under  OMB 
Review 

AGENCY:  Department  of  Veterans  Affairs. 
ACTION:  Notice. 

The  Department  of  Veterans  Affairs 
has  submitted  lo  OMB  the  following 
proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35).  This  document  lists  the 
following  information:  (1)  The  title  of 
the  information  collection,  and  the 
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Department  fbnn  Rumber(«),  if 
applicable;  (2)  a  description  of  the  need 
and  its  use;  (3)  who  will  be  Tequired  or 
asked  to  respond;  (4)  an  estimate  of  the 
total  annual  reporting  hours,  and 
recordkeeping  burden,  if  applicable;  (5) 
the  estimated  average  burden  hours  per 
respondent:  (6)  the  frequency  of 
response;  and  (7)  an  estimated  number 
of  respondents. 

ADDRESSES:  Copies  of  the  prqposed 
information  coUection  and  supporting 
documents  may  be  obtained  from  Janet 
G.  Byers,  Veterans  Benefits 
Administration  (20A5),  Department  of 
Veterans  Affairs,  810  Vermont  Avenue, 
NW..  Washington,  DC  20420  (202)  233- 
3021. 


Comments  and  questions  about  the 
items  on  the  list  should  be  directed  to 
VA's  0MB  Desk  Officer,  Joseph  Lackey, 
NEOB,  room  3002.  Washington,  DC 
20503,  (202)  395-7316.  Do  not  send 
requests  for  benefits  to  this  address. 
DATES:  Comments  on  the  information 
collection  should  be  directed  to  the 
OMB  Desk  Officer  by  February  3. 1993. 

Dated:  December  23. 1992. 

By  direction  of  the  Secretary. 
Frank  B.  LaOejr. 

Associate  Depaty  Assistant  Secretary  for 
Information  Besources  Policies  and  Oveni^t 

ExIeBUon 

KNonsupervised  Lender  Nomination 
and  ReoHnmendation  of  Credit 
Underwriter,  VA  Form  26-8736a. 


2.  The  form  is  submitted  to  VA  by  a 
nonsupervised  lender  with  the  initial 
application  for  authority  to  close  loans 
on  the  automatic  basis  or  in  connecti(m 
with  nominations  of  additional  or  new 
credit  underwriters.  The  information  is 
used  to  determine  whether  or  not  the 
underwriter  nominee  is  qualified 

3. 1,000  hours. 

4.  20  minutes. 

5.  On  occasion. 

6.  Businesses  or  other  for-profit;  Small 
businesses  or  organizations. 

7.  3,000  respondents. 

|FR  Doc  92-31858  Piled  12-31-42;  8:46  ami 
MLUNO  cooc  «no-«i-« 


124 


Sunshine  Act  Meetings 


Federal  Register 

No.  1 
Monday,  lanuaiy  4.  1993 


Thi«  twiton  of  tw  FEDERAL  REGISTER 
conMna  noiCM  ol  mMlingt  pubishad  under 
the 'tSovemmenl  m  «!»  SuneNne  Act  (PiA>. 
L.  94-409)  5  U.S.C.  552l>(eK3). 


ratEML  MME  SAFETY  AND  HEALTH  REVIEW 

coumsstoH 

December  29. 1992. 

TME  AND  DATE:  10.00  a.m.,  Tuesday. 

January  5, 1993. 

PLACE:  Room  600  1730.  K  Street.  NW.. 

Washington.  DC 

STATUS:  Open. 

MATTERS  TO  BE  CONSOEREO:  The 
Commission  will  consider  and  act  upon 
the  following: 

1.  Island  Cnek  Coal  Company.  Docket  No. 
VA  91-47-R.  eta  (Isniea  include  whether  the 
judge  erred  in  vacating  two  imminent  danger 
orders  of  withdrawal  issued  to  Island  CreeliL 
by  the  Secretary  of  Labor,  pursuant  to  30 
VS.C.  §  817(a).  alleging  that  the  south  gob  at 
its  mine  contained  an  explosive  level  of 
methane  and  that  Island  Creek  violated  30 
CF.R.$  75.316.) 

Any  person  attending  this  meeting 
who  requires  special  accessibility 
features  and/or  auxiliary  aids,  such  as 
sign  language  interpreters,  must  inform 
the  Commission  in  advance  of  those 
needs.  Subject  to  29  CFR 
§  2706.150(a)(3)  and  $  2706.160(e). 

COffTACT  PERSON  FOR  MORE  MFORMATION: 

jean  Ellen  (202)  653-5629/(202)  70a- 

9300  for  TDD  RBlay/l-«)0-877-8339 

for  toll  &ee. 

leanlLEIleB, 

Agenda  Qerk. 

(FR  Doc  92-31944  Filed  12-30-92;  3:20  pm) 

■UMQ  COOK  STSS-tt-ll 

FEDERAL  RESERVE  SYSTEM.  BOARD  OP 
OOVERNORS 

THE  AND  DATE:  10:00  a.m.,  Wednesday. 

January  6. 1993. 

PLACE:  Marriner  S.  Ecdes  Federal 

Reserve  Board  Building,  C  Street 

entrance  between  20th  and  21st  Streets. 

NW..  Washington,  DC  20551 . 

STATUS:  Open. 

MATTERS  TO  BE  COfWDEREO: 

1  Publication  for  OMnment  of  proposed 
amendments  to  Regulation  E  (Electronic 
Fund  Transfan)  to  cover  Electronic 
Benefit  Transfer  (EST)  programs 
established  by  federal,  state,  or  local 
govenunent  agencioe. 

2.  Any  items  carried  forward  Cram  a 
previously  announced  meeting. 


Note.— This  meeting  will  be  recorded  for 
the  benefit  of  those  unable  to  attend. 
Cassettes  will  tw  available  for  listening  in  the 
Board's  Freedom  of  Information  Office,  and 
copies  may  be  ordered  for  $5  per  cassette  by 
calling  (202)  452-3684  or  by  writing  to: 
Freedom  of  Information  Office.  Board  of 
Governors  of  the  Federal  Reserve  System. 
Washington.  DC  20551. 

CONTACT  PERSON  FOR  MORE  MFORMATION: 
Mr.  Joseph  R.  Coyne.  Assistant  to  the 
Board:  (202)  452-3204. 

Dated:  December  30, 1992. 
laniiifier ).  Johnson. 
Associate  Secretary  of  the  Board. 
IFR  Doc  92-31937  Filed  12-30-92: 10:55 
ami 
MUMQ  cooc  tno-et-n 


FEDERAL  RESERVE  SYSTEM  BOARD  OF 
GOVERNORS 

TME  AND  DATE:  11:00  a.m..'  Wednesday. 
January  6. 1993,  foUowring  a  recess  at 
the  conclusion  of  the  open  meeting. 
PLACE:  Marriner  S.  Eccles  Federal 
Reserve  Board  Building,  C  Street 
entrance  between  20th  and  21st  Streets. 
NW..  Washington.  DC  20551. 
STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 

1.  Personnel  actions  (appointments, 

promotions,  assignments,  reassignments, 
and  salary  actions)  involving  individual 
Federal  Reserve  System  employees. 

2.  Any  items  carried  forward  hom  a 

previously  announced  meeting. 

CONTACT  PERSON  FOR  MORE  MFORMATION: 
Mr.  Joseph  R.  Coyne.  Assistant  to  the 
Board;  (202)  452-3204.  You  may  call 
(202)  452-3207,  beginning  at 
approximately  5  p.m.  two  business  days 
before  this  meeting,  for  a  recorded 
announcement  of  bank  and  bank 
holding  company  applications 
scheduled  for  the  meeting. 

Dated:  December  30, 1992. 
leanifiw  |.  fohnaoa. 
Associate  Secretary  of  the  Board. 
IFR  Doc  92-31938  Filed  12-30-92;  10:55 
ami 
MXMO  CODE  ttie-et-M 

NUCLEAR  REGULATORY  COMMISSION 

DATE:  Weeks  of  January  4, 11. 18.  and 

25. 1993. 

PLACE:  Commissioner's  Conference 

Room.  11555  Rockville  Pike.  Rockville. 

Maryland. 

STATUS:  Open  and  Qosed. 

MATTERS  TO  BE  CONSOEREO: 


Week  of  January  4 

Tuesday.  January  5 

11:30  a.m. 
Affirmation/Discussion  and  Vote  (Public 
Meeting)  (if  needed) 

Week  of  January  11— Tentative 

Monday.  January  tt 

11:30  a.m. 
Affirmation/Discussion  and  Vote  (Publi^ 
Meeting)  (if  needed) 

Week  of  January  18— Tentativa 

Thursday.  January  21 

11:30  a.m. 
Affirmation/Discussion  and  Vote  (Public 
Meeting)  (if  needed) 

Week  of  January  2S-^TeBlativ*     I  | 

Friday.  January  29  j 

10:00  a.m. 
Briefing  on  Implementing  Guidance  for  the 
Maintenance  Rule  and  Industry 
Verification  and  Validation  Effort  (Public 
Meeting)  (Contact:  William  Russell,  301- 
504-1274) 
11:30  a.m. 
Affirmation/Discussion  and  Vote  (Public 

Meeting)  (if  needed) 
Note. — Affirmation  sessions  are  initially 
scheduled  and  announced  to  the  public  on  a 
time-reserved  twsis.  Supplementary  notice  is 
provided  in  accordance  with  the  Sunshine 
Act  as  specific  items  are  identified  and  added 
to  the  meeting  agenda.  If  there  is  no  specific 
subject  listed  for  affirmation,  this  means  that 
no  item  has  yet  been  identified  as  requiring 
any  Commission  vote  on  this  date. 

TO  VERIFY  THE  STATUS  OF  MEETMG  CAU 
(RECOROMQ):  (301)  504-1292. 
CONTACT  PERSON  FOR  MORE  MFORMATION: 
William  Hill  (301)  504-1661. 

Dated:  December  29. 1992. 
WUliamM.Hill.Jr.. 
SECY  Tracking  Officer.  Office  of  the 
Secretary. 

(FR  Doc  92-31939  Filed  12-30-02;  10:58 
am) 
BOOMO  CODE  7sao-at-M 


OVERSEAS  PRIVATE  MVESTMENT 
CORPORATION 

Meeting  of  the  Board  of  Directors 
TBIE  AND  DATE:  1:00  p.m.  (closed 
portion).  2:30  p.m.  (open  portion), 
Thursday.  January  14, 1993. 
PLACE:  Offices  of  the  Corporation. 
Twelfth  Floor  Board  Room,  1100  New 
York  Avenue.  NW..  Washington.  DC 
STATUS:  The  first  part  of  the  meeting 
from  1:00  p.m.  to  2:30p.m.  will  be 
closed  to  the  public  The  open  portion 
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of  the  meeting  will  commence  at  2:30 
p.m.  (approximately). 
MATTERS  TO  BE  CONSIOEREO:  (Closed  to 
the  public  1:00  p.m.  to  2:20  p.m.). 

1.  President's  Report 

2.  Information  Reports 

3.  Pending  Major  Projects 

4.  Finance  Project  in  Argentina 

5.  Insurance  Project  in  Tunisia 

6.  Insurance  Project  in  Argentina 


7.  Approval  of  9/22/92  Minutes  (Qosed 
Portion) 

FURTHER  MATTERS  TO  BE  CONSIOEREO: 
(Open  to  the  public  2:30  p.m.). 

1.  Approval  of  9/22/92  Minutes  (Open 

Portion) 

2.  Information  Reports 

3.  RMxmunendation  for  meeting  schedule 

through  end  of  September  1993 


CONTACT  PERSON  KM  MFOMMTION: 
Information  with  regard  to  the  meeting 
may  be  obtained  from  the  Corporation 
Secretary  on  (202)  336-8403. 

Dated:  December  30. 1992. 
Dmnk  K.  Dolan. 
OPIC  Caqmnte  Secniary. 
(FR  Doc.  92-31942  Filed  12-30-92;  3n9  pm) 
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Corrections 


Federal  Regiater 

Na  1 
Monday.  lanuary  4.  t993 


Thte  tw^on  of  •»  FEDERAL  REGISTER 
ooniirim  wilofW  oormdlont  of  prm4ou8iy 
pubiih«l  PrwidwHtal.  Rul^  PropoMd  RJ*. 
WKl  No«o«  doounwnto.  TlwM  oomcHons  are 
preparad  by  tt«  Oflico  of  tw  Fwleral 
Rs^slw.  AgMwy  pnftnd  cormclons  ar* 
tatuad  as  signad  documonis  and  appear  in 
iha  aoprapdato  documani  calagorias 
eisawtwre  in  ttw  issua. 


DEPARTMENT  OF  COMMERCE 

National  OcMnIc  wMl  Atmospheric 
Adminltlration 

50CFRPart663 

(Doctot  No.  920372-20721 

PmHIc  Coast  Groundfish  nshery 

Correction 

In  proposed  rule  dooiment  92-27061 
beginning  on  page  53313  In  the  issue  of 
Monday.  November  9. 1992.  make  the 
following  correction:  On  page  53315.  in 
the  first  column,  in  the  first  full 
paragraph,  in  the  fourth  line  "16  U.S.a 
1810"  should  read  '16  U.S.C.  1801". 

aNJUNO  COOC  1«»4M> 


EQUAL  EMPLOYMENT  OPPORTUNITY 
COMMISSION 

Correction 

In  Sunshine  Act  Meetings  notice 
document  92-31620  appearing  on  page 
61965  in  the  issue  of  Tuesday. 
December  29. 1992.  make  the  following 
corrections: 

1.  On  page  61965,  under  the  heading 
"Matters  To  Be  Considered"  in  open 
session,  item  4.  "Waiver  of  1992  EEO- 
3  Reporting  Requirements,"  should  be 
deleted. 

2.  On  the  same  page,  under  the  same 
heading,  item  5  should  be  numbered  as 
item  4. 

aaojNO  coot  ma-at-o 


UMI 


Monday 
January  4,  1993 


Part  II 


Department  of 
Transportation 

^^  ^^^  Federal  Highway  Administration 


/ 


intermodal  Surface  Transportation 
Efficiency  Act  of  1991;  Implementation 
Guidance;  Notice 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Admlnlatration 

Intermodal  Surface  Tranaportatlon 
Efficiency  Ad  of  1991;  Implementation 


AQENCV:  Federal  Highway 
Administration  (FHWA).  DOT. 
ACTION:  Notice. 


summary:  The  FHWA.  in  order  to  assure 
%videspiead  distribution  of 
implementation  guidance  on  the 
Intermodal  Sur&ce  Tranro^tion 
Efficiency  Act  of  1991  (ISTEA)  (Pub.  L. 
102-240, 105  Stat.  1914),  (whidi  it  has 
issued  to  its  regional  and  division 
offices)  is  publishing  implementation 
materials  tnat  have  been  issued  since 
the  act  was  signed  on  December  18. 
1991.  Implementation  guidance 
materials  were  first  published  in  the 
Federal  Register  on  April  23, 1992.  at 
57  FR 14880.  In  that  notice  of  April  23. 
the  FHWA  stated  it  would  continue  to 
publish  implementation  guidance  in 
Ltxira  issues  of  the  Federal  Register. 
This  notice  is  the  second  publicati<»  of 
ISTEA  implementation  guidance.  Any 
dianges  to  this  implementation 
guidance  will  be  published  in  future 
issues  of  the  Federal  Register. 

The  ISTEA  implementation  guidance 
pubUshed  in  this  Federal  Register 
notice  is  intended  to  be  nonbinding 
except  insotai  as  it  references  existing 
statutory  requirements  and  should  not 
be  construed  as  rules  of  general 
appUcability  and  legal  effect  or  notices 
of  proposed  rulemaking. 

On  March  27. 1992.  the  FHWA  issued 
a  notice  (57  FR  10691)  advising 
members  of  the  public  that  they  may 
now  dial  into  the  FHWA  Electronic 
Bulletin  Board  System  (FEBBS) 
information  conference  using  a 
microcomputer  and  modem  and  view 
informal  questions  and  answers  on  how 
the  agency  intends  to  implement  the 
provisions  of  the  ISTEA.  The  FEBBS 
will  also  contain  the  implementation 
guidance  published  with  this  notice  as 
well  as  future  implementation  guidance. 
This  read-only  facility  is  especially 
intended  for  use  by  the  State  and  local 
transportation  agencies.  The  telephone 
number  for  FEBBS  is  Area  Code  202- 
386-3764.  While  the  system  supports 
300. 1200  and  2400  baud  line  speeds, 
and  a  variety  of  terminal  types  and 

Erotocols.  setting  the  modem  for  2400 
■ud.  8  data  bits,  full  duplex  and  no 
parity  will  give  optimal  performance. 
Once  a  connection  has  been  established 
and  the  <R<egistration  item  completed, 
callera  should  select  either  <Q<ue8tions 
and  Answera  on  ISTEA,  or 
<I<nformation  for  more  detailed  help. 


Specific  questions  on  any  of  the 
material  p«d>lished  with  this  notice 
should  be  directed  to  the  contact  person 
named  in  the  particular  guidance:  if  a 
contact  is  not  included,  calls  should  be 
directed  to  Frank  Calhoun.  Assistant 
Chief  Counsel  for  Legislation  and 
Regulations,  Office  of  the  Chief  Counsel 
(202)  36ft-0761.  Federal  Hi^way 
Administration.  400  Seventh  Street. 
SW.,  room  4223  (HCC-10).  Washington, 
DC  20590,  for  referral.  Questions  can 
also  be  directed  to  the  FHWA  Regianal 
Offices  or  the  FHWA  Division  Office  In 
your  State:  updated  addresses  and 
phone  numben  for  these  offices  are 
listed  in  an  attachment  to  this  notioe. 
Some  of  the  materials  reference 
attachments  which  are  copies  of 
sections  of  the  ISTEA.  These  are  not 
included.  Copies  can  be  obtained  from 
the  offices  referred  to  herein. 

FOR  RJRTNER  INFORMATION  CONTACT:  Mr. 
Frank  L.  Calhoun.  Office  of  the  Chief 
Counsel.  (202).  366-0761.  Federal 
Highway  Administration.  400  Seventh 
Street.  SW..  Washington.  DC  20590. 
Office  houra  are  from  7:45  a.m.  to  4:15 
p.m..  e.t.  Monday  through  Friday 
except  l^al  holidays. 

For  Technical  Assistance  Contact: 
FHWA  Computer  Help  Desk.  HMS-40. 
room  4401,  400  Seventh  Street.  SW., 
Washington.  DC  20590.  (202)  366-112a 

(23  VS.C  315;  49  CPR  148) 
Issued  od:  December  10, 1092. 


TAI 

Adminis^ator. 

AttaduBMl— FHWA  Rflgional  OSces 

Fepon  1  (HRA-Olh-Headquarten.  Hoon  o/ 

Duty:  7-30-4300  BST 

U)cation;  Lao  W.  O'Brien  Federal  Building. 

Room  719,  QintoD  Avenue  and  ?4ofth  Peari 

Street  Aibwiy.  New  York  12207 
Regional  Federal  Highway 

Administrator.  John  G.  Bestgen.  Jr..  518- 
472-6476 

Repon  3  (HRA-03}—H«adquart»n,  Houn  of 
Duty:  730-4:15  EST 

Location:  George  H.  Fallon  Federal  OfBce 
Building.  31  Hopkins  Plaza.  Room  1633. 
Baltimore,  Maryland  21201 

Regional  Federal  Highway 
Administrator,  David  S.  Gendell.  410-962- 
0093 

Region  4  (HItA-04h-Headquarten,  Houn  of 

Duty:  T:45-4:15  EST 

Location:  Suite  200. 1720  Paachtree  Road. 

NW.,  Atlanta,  Georgia  30367 
Regional  Federal  Highway 

Administrator,  Leon  N.  Larson.  404-347- 
4078 


Region  5  (HRA-OSh-Headquarten.  Houn  of 
Duty:  7-30-4:15  CST 

Location:  16209  Dixie  Highway.  Homewood. 
UUnois  60430-2204 

Regional  Federal  Highway 

Administrator,  Heibeit  R.  Teets.  708-206- 
3186 
Re^on  e  (HRA-oeh-Headquarten,  Houn  <^ 
Duty:  8:00-430  CST 
Location:  819  Taylor  Street,  Room  BAOO.  P.O. 

Box  902003,  Fort  Worth.  Texas  76102 

Regional  Federal  Highway 
Administrator,  Wesley  S.  MendenhalL  |r.. 
817-334-4393 

FHWA— Fadaral-Ald  DiviaioB  OfBcas 

Alabama  (HDA-ALl 

7:15-4:30  CST 

Division  Administrator,  Joe  D.  Wilkaisoo, 
SCO  Eastern  Boulevard,  Suite  200, 
Montgomery,  Alabama  36117-2018, 205- 
223-7370 

Alaslai  (HDA-AKl 

7:30-5:00  AST 

Division  Administrator,  Robert  E.  Ruby,  709 

W.  Ninth  Street,  Room  851,  Juneau.  Alaska 

99802-1648.  6^907-586-7180 

Arizona  (HDA-AZ) 

7-.30-«:15  MST 

Division  Administrator,  Edward  A.  Wueste, 
234  N.  Central  Avenue,  Suite  300,  Phoenix. 
Arizona  85004. 602-379-3646 

Arkansas  (HDA-AR) 

7:30-4:00  CST 

Division  Administrator,  William  D. 
Ridiardsoa,  Federal  OfBce  Building.  Room 
3128. 700  West  Capitol  Avenue.  Little 
Rock.  Arkansas  72201-3298, 8+501-324- 
5625 

California  (HDA-CA) 

7:45-4:30  PST 

Division  Administrator,  Roger  B.  Borg, 
Federal  Building,  2d  Floor,  801 1  Street, 
Sacramento,  California  95814, 916-551- 
1280 

Colorado  [HDA-COi 

7:45-4:15  MST 

Division  Administrator,  George  H.  Osborne, 

555  Zang  Street,  Room  250.  Lakewood. 

Colorado  80228,  303-969-6730 

Connecticut  (HDA-CT) 

7:30-i:00  EST 

Division  Administrator,  Gary  Hamby, 
Abraham  A.  Ribicoff  Federal  Building,  450 
Main  Street,  Room  635,  Hartford, 
Connecticut  06103,  203-240-3705 

Bepon  7  (HRA-07)—Headquarten.  Houn  of 

Duty:  730-4M)  CST 

Location:  6301  RocUiiU  Road,  Kansas  Qty. 

Missouri  64131 
Mailing  Address:  P.O.  Box  419715,  Kansas 

Qty.  Missouri  64141 
Regional  Federal  Hl^way  "^ 

Administrator,  Volmer  K.  Jensen,  816-926- 
7490 
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Region  8  lHRA-08)—Headq\iarten,  Hours  of 
Duty:  7:45-4:15  MST 

Location:  555  Zang  Street,  Room  400, 
Lakewood,  Ck>lorado  80228 

Regional  Federal  Highway 
Administrator,  Louis  N.  MacDonald,  303- 
969-6722 

Region  9  (HRA-09)— Headquarters,  Hours  of 
Duty:  7:45-4:15  PST 

Locatioif:  211  Main  Street,  Room  1100,  San 

Francisco,  California  94105 
Regional  Federal  Highway 

Administrator.  Edwin  M.  Wood.  415-744- 
2639 

Reffon  10  (HRA-CIO)— Headquarters,  Hours 
of  Duty:  7:45-4:30  PST 

Location:  KOIN  Center,  Suite  600,  222  S.W.. 
Columbia  Street,  Portland,  Oregon  97201 

Regional  Federal  Highway 
Administrator,  Jerald  P.  Qark,  503-326- 
2053 

Delaware  (HDA-DE) 

7:45-4:15  EST 

Division  Administrator,  John  J.  Gilbert,  300 
South  New  Street,  Room  2101,  Dover, 
Delaware  19901-6726, 302-734-5323 

District  of  Columbia  (HDA-DC)  » 

8:00-4:30  EST 

Division  Administrator,  Arthur ).  Hill,  Union 
Center  Plaza,  Suite  750, 820  First  Street, 
NE.,  Washington.  D.C  20002.  202-523- 
0163 

Florida  (HDA-FL) 

7:30-4:00  EST 

Division  Administrator,  Jennings  R.  Skinner, 

227  No.  Bronough  Street.  Room  2015. 

Tallahassee,  Florida  32301, 904-681-7223 

Georgia  (HDA-GA) 

7:00-4:00  EST 

Division  Administrator,  Larry  Dreihaup,  1720 

Peachtree  Rd.,  NW..  Suite  300,  Atlanta, 

Georgia  30367,  404-347-4751 

Hawaii  (HDA-HI) 

7:30-4:00  HST 

Division  Administrator,  William  R.  Lake,  Jr., 
Ptince  Jonah  Kuhio  Kalanianaole  Federal 
Building,  300  Ala  Moana  Boulevard,  Room 
3202;  Honolulu,  Hawaii  96850, 808-541- 
2700 

Mailing  Address:  Box  50206,  Honolulu, 
Hawaii  96850 

Idaho  (HDA-ID) 

7:30-4:00  MST 

Division  Administrator.  Jack  T.  Coe,  3050 
Lakeharbor  Lane,  Suite  126.  Boise,  Idaho 
83703, 208-334-1690 

aiinois  (HDA-IL) 

7:30-4:15  CST 

DiNision  Administrator,  Lyle  P.  Renz,  3250 

Executive  Park  Drive,  Springfield.  Illinois 

62705,  217-492-4640 

Indiana  (HDA-IN) 
7:30-4K)0  EST 

Division  Administrator,  Arthur  A.  Fendrick. 
575  N.  Pennsylvania  Street,  Room  254, 


Indianapolis,  Indiana  46204, 317-226- 
7475 

Iowa  (HDA-IA) 
7:4S-4:30CST 

Division  Administrator,  Hubert  A.  Willard, 
105  Sixth  Street,  Ames,  Iowa  50010,  51S- 
233-1664 

Kansas  (HDA-KS) 

7:45-4:15  CST 

Division  Administrator,  Robert  J.  Deatrick. 

444  SE.  Quincy  Street,  Room  240,  Topeka, 

Kansas  66683,  913-267-7281 

Kentucky  (HDA-KY) 

8:00-4:45  EST 

Division  Administrator,  Paul  E.  Toussaint, 

John  C  Watts  Federal  Building  and  U.S. 

Courthouse,  330  W.  Broadway,  Frankfort. 

Kentucky  40602.  502-582-5468 
Mailing  Address:  P.O.  Box  536,  Frankfort, 

Kentucky  40602 

Louisiana  (HDA-LA) 

7:30-4:00  CST 

Division  Administrator,  William  A.  Sussman, 

Federal  Building,  Room  255,  750  Florida 

Street,  Baton  Rouge,  Louisiana  70801,  504- 

389-0464 
Mailing  Address:  P.O.  Box  3929,  Baton 

Rouge,  Louisiana  70821 

Maine  (HDA-ME) 

7:30-4:00  EST 

Division  Administrator,  Vacant,  Edmund  S. 
Muskie  Federal  Building,  40  Western 
Avenue,  Room  614,  Augusta,  Maine  04330, 
207-622-8487 

Maryland  (HDA-MD) 

7:45-4:15  EST 

Division  Administrator.  A.  Porter  Barrows, 
The  Rotunda,  Suite  220,  711  West  40th 
Street,  Baltimore,  Maryland  21211,410- 
962-4440 

Massachusetts  iHDA-MA) 

7:45-4:15  EST 

Division  Administrator,  Donald  E.  Hammer, 

55  Broadway — 10th  Floor,  Cambridge'. 

MassachusetU  02142, 617-494-2416 

Michigan  (HDA-Ml) 

7:45-4:15  EST 

Division  Administrator,  A  George  Ostensen, 
Federal  Building,  Room  211,  315  West 
Allegan  Street,  Lansing,  Michigan  48933. 
517-377-1844 

Minnesota  (HDA-MN) 

7:30-4:00  CST 

Division  Administrator.  Charles  E.  Foslien, 
Metro  Square  Building,  Suite  490,  Seventh 
ft  Robert  Streets,  St.  Paul,  Minnesota 
55101,612-290-3230 

Mississippi  (HDA-MS) 

7:30-4  KX)  CST 

Division  Administrator,  John  F.  Sullivan,  Jr., 
666  North  Stoeet,  Suite  105,  Jackson, 
Mississippi  39202-3199, 601-965-4215 

Missouri  (HDA-MO) 
7:30-4.00  CST 


Division  Administrator,  Gerald  J.  Reihsen. 

209  Adams  Street,  Jefferson  Qty,  Minouti 

65101,  314-636-7104 
Mailing  Address:  P.O.  Box  1787.  JefEsrson 

Qty,  Missouri  65 1 02 

Montana  (HDA-MT) 

7:30-4:00  MST 

Division  Administrator,  Henry  O.  HoneyweU. 

Federal  Office  Building,  301  S.  Park. 

Drawer  10066,  Helena,  Montana  59626- 

0056,'40&-44»-5306 

Nebraska  (HDA-NE) 

7:30-4:15  CST 

Division  Administrator,  Charles  A.  Gulp. 
Federal  Building,  Room  220, 100 
Centennial  Mall  North.  Lincoln,  Nebraska 
68508-3851. 402-437-5521 

Nevada  (HDA-NV) 

7:45-^:30  PST 

Division  Administrator,  Frederick  G.  Wright. 

Jr.,  1535  Hot  Springs  Road.  Suite  100. 

Carson  Qty.  Nevada  89701-0602.  702- 

687-5320 

New  Hampshire  (HDA-NH) 

7:30-4KK)  EST 

Division  Administrator.  Gerald  L  Eller.* 
Federal  Building,  Room  204,  279  Pleasant 
Street,  Concord,  New  Hampshire  03301. 
603-225-1605 

New  Jersey  (HDA-NJ) 

8:00-4:30  EST 

Division  Administrator,  Charles  J.  Nemmers, 
Suburban  Square  Building.  2nd  Floor,  25 
Scotch  Road,  Trenton,  New  Jersey  08628- 
2595, 609-989-2288 

New  Mexico  (HDA-NM) 

7:30-4:00  MST 

Division  Administrator,  Reuben  S.  Thomas, 
117  U.S.  Courthouse,  S.  Federal  Place, 
Santa  Fe,  New  Mexico  87501-1963, 505- 
988-6569 

New  York  IHDA-NY) 

7:3O-4K)0  EST 

Division  Administrator,  Harold  J.  Brown,  Leo 
W.  O'Brien  Federal  Building,  9th  Floor, 
Qinton  Avenue  and  North  Pearl  Street, 
Albany,  New  Yorii  12207,  518-472-3616 

North  Carolina  (HDA-NC) 

7:45-4:15  EST 

Division  Administrator,  Nicholas  L  Graf.  310 
New  Bern  Avenue.  Suite  410,  Raleigh, 
North  Carolina  27611, 919-856-4346 

North  Dakota  (HDA-ND) 

7:45-4:30  CST 

Division  Administrator,  George  A.  Jensen, 
Federal  Building,  P.O.  Box  1755,  220  East 
Rosser  Avenue,  Bismarck.  North  Dakota     , 
58502,  701-250-4204 

Ohio  (HDA-OHJ 

7:30-4:15  EST  ' 

Division  Administrator.  Fred  J.  Hempel.  200 

North  High  Street,  Room  328.  Columbus. 

Ohio  43215,  614-469-6896 
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(Mahemo  (HDA-OK) 

Division  Administrator.  Gary  R  Larson, 
PedenI  OfBc*  Buiidinc,  Room  454, 200 
NW.  Fifth  Street.  Oklahoma  City. 
Oklahoma  73102. 40S-231-4624 

Oregon  (HDA-ORi 

7:30-4:15  PST 

Divisioa  Adminlstntor.  Robert  G.  Clour.  The 
RmittiM*'  Center.  Suite  100.  530  Center 
Street.  NB..  Salem.  Oregon  97301.  503- 
39»-5749 

Peansyimnia  (HDA-PA) 

8:00-4:30  EST 

Division  Administrator.  Manuel  A.  Marks. 

228  Walnut  Street.  Harrisburg. 

Pennsylvania  17108, 717-782-2222 
Mailing  Address:  P.O.  Box  1086,  Harrisburg. 

Pennsylvania  17108 

Puerto  Rico  (HDA-PRi 

7.30-4«)  AST 

Division  Administrator.  luan  O.  Cruz, 

Frederico  DegeUu  Federal  Building  and 

U.S.  Courthouse.  Carlos  Chardon  Street. 

Room  329.  Hato  Rey.  Puerto  Rico  0091S. 

80»-76e-5600 

Rhode  IsiattdlHDA-ttll 

7:45-4:15  EST 

Division  Administrator.  Gordon  G.  Hoxie. 

380  Westminster  Mall.  Fifth  Ftoor. 

Providence.  Rhode  Uland  02903, 401-528- 

4541 

South  CanAim  (HDA-SCl 

7:45-4:15  EST 

Divisioa  Administrator,  Robert ).  Probst. 
Strom  Thurmond  Federal  Building,  1835 
Assembly  Street.  Suite  758.  Columbia. 
South  Carolina  29201.  803-765-5194 

South  Dakota  (HDASDI 

8:0O-4^M>CST 

Divisioa  Administrator.  Donald  F.  Kamnikar. 
Federal  Building.  Room  337.  225  South 
Plene  Street.  P.O.  Box  700.  Pierre.  South 
DakoU  57501.  605-224-8033 

Tennessee  (HDA-TN) 

8K)0-4.30CST 

Division  Administrator.  Dennis  C  Cook.  249 
Cumberland  Bend  Drive.  Nashville, 
Tennessee  37228, 615-736-5394 

Texas  (HDA-TX) 

7:30-4:15  CST 

Division  Administrator.  Frank  M.  Mayer. 
Federal  Office  Building.  300  East  Eighth 
Street.  Room  826.  Austin.  Texas  7B701. 
512-482-6511 

Utah  (HDA-VT) 

7:30-4:00  MST 

Division  Administrator.  Donald  P.  Steinke. 
2520  West  4700  South,  Suite  9A.  Salt  Lake 
aty,  Utah  84118. 80a-524-5141 

Vemoat  (HDA-VT) 

7:30-4:00  EST 

Divisioa  Administrator.  Karia  L.  Saydar. 
Fedaial  Building,  87  Stal*  Straet 
Montpelier,  Vermoat  05602. 802-628-4423 


Mailing  AddTMK  P.a  Box  566,  Montpaliw. 
Vermont  05601 

Virfftiia  (HDA-VAl 

7:30-4«)  EST 

Division  Administrator,  lames  M.  Tumlin. 

Federal  Bulldii^  lOth  Floor,  400  N.  Sth 

Street  Richmond,  Virginia  23240. 804- 

771-2371 
Mailing  Address:  P.O.  Box  10045,  Richmond, 

Virginia  23240 

lVas/iiftg(on  (HDA—WA) 

7:30-4:30  PST 

Division  Administrator.  Barry  F.  Morehead. 
Suite  501.  Evergreen  Plaza.  711  South 
Capitol  Way,  oYympia.  Washington  98501. 
206-753-0480 

West  Virgiaia  (HDA—WV) 

8:00-4:30  EST 

Division  Administrator.  Billy  R. 
Higginbotham.  550  Eagan  Strwt.  Suite  300, 
Charleston,  West  Virginia  25301.  304-347- 
5928 

Wisconsin  (HDA-W!) 

7:30-4:15  CST 

Division  Administrator.  James  E.  St  |ohn. 

4502  Vernon  Boulevard.  Madison. 

Wisconsin  53705-4905.  606-264-5395 

Wyoming  (HDA-WY) 

7:45-4:30  MST 

Division  Administrator.  Frederick  A. 

Behrens.  1916  Evans  Avenue,  Cheyenne. 

Wyoming  82001-3764.  307-772-2101 

INDEX  TO  ISTEA  OF  1991  l»«PLEMEWTA710N 

Guidance 


Index  to  ISTEA  of  1991  iMPLBdENTATIOM 
GtJiOANCE— CombHied 


Section  of  ISTEA 


1007, 1009. 1020. 

loei. 


1006. 


1006 

1008 

1008 

1011.3085 


01 

Ouhtanoe 


0501/92 


10n6/92 


06/15/92 


07/3(VB2 
07/3QM 


04/14/92 


TMe 


1991  ISTEA  bnple- 


Further  &*<■«»> 
on  the  OofiQae* 


wtdAlrQuiMy 


PiogrsM. 
CMAQandTrana- 
portaMon  En- 
hancement Afr 


Federal  TrenaR 


1021. 1022 


1021 


Sectioo  ot  ISTEA 

Oelaal 

guidance 

TWe 

1001. 1021. 1012. 

04AOaf92 

1891  ISTEA  Miple- 

1020. 1100. 

mamaUon  Inlar- 
stale  ConsMiO- 
Uon  ProQiafn. 

1002          

07/17/92 

Revised  Proce- 

durastMHie 

Quaneily  ObB- 

1  (anon  of  Sur- 
&neTranapor- 

Mon  Funds. 

1002.  1004.  1013  . 

04/20/92 

FIsctf  Year  1992 
FedaraKM 
IMghwiay  Pro- 
gram Oblga- 
lions. 

1002.  1003(c). 

07/17/92 

Comments  on  STP 

1004.1007. 

Ouanerty  ObH- 
gallon  Proce- 
dures. 

1003(1))  - 

10/19/92 

Oisadvafliagad 
Business  Emar- 
prtses(DBE) 

t006           ' 

00n2fB2 

Inolnidions  tor  De- 

veloping tie 

PiopoeedNa- 

llonelHlghMy 

System. 

1007 

0M>sn2 

Tiansponnon  kj*' 

o*/s*m 

hanoemenlAc- 

•vMaa. 

1007. 1006 

aansm 

FIsidMRy  In  vie 

MsnnooH  Smt- 
laceTran^or- 
tadon  EMdancy 
AciCiSTEAl 

1023.  4006.  4007 
1024 . 


1024.1025 
1025 —. 


06«y92 


03/17/92 


03RMA2 


06/19/92 


PolcyonagUly 
ofPM-10 
Proiedstor 
CMAQIundbig. 

1991  mtemwdal 
Surtace  Tiane- 
portatonEfK- 
deneyAct 
(ISTEA)  Imple- 
meniBilon  of  tie 
Mental*  Sub- 
sMuUonPro- 
gram. 

FadacBl  Sliarsa 
EstabMiadby 
TMe  23.  use 
andtietSTEA 
of  1991. 

FHWANo«oe(N 
454012)  SMblf 
State  Raiaa  In 
PubteUnd 


ENecttvelnlaioh 

17. 1992. 
Longer  ComUna- 

HonVaMdaa 

and  ISTEA 
Fiscal  Pracaduna 

for  Federal 


Financed  by 
Federal  MgNtay 


1025. 


1025 


1027  .„ _.. 


0M)3/92 
06^24/92 


06OC/92 


06/28/92 


IO/Oa'92 


WXHK 


Funds. 
Pubic  mvotve- 


SMewldePlan- 
nlng  and  Devd- 
opmemof 
TranapottalkM. 

linprevemenl  l*io- 
grems(TIP)lor 
Federal  Lands 


Interim  GuUanoe 
23  use  135— 
Stalewlds  Pten- 

nmg  Requlf*- 


mterim  Meayres 
IBMealSTlP 
WtdTIPR*- 


Quldanoeon 
SadtonHOrot 
1961  ISTEA 

Pubic  TrBnapo^ 


nanoadby 
KlanlHK)»w«y 


«(mMMauiw 

>Me«lSTlP 

ndTIPR*- 


MdanMon 

tadkwHttrot 

M1ISTEA 

•uMeTtarapor 


Index  to  ISTEA  of  1991  Implementation 
Guidance— Continued 


Federal  Register  /  Vol.  58.  No.  1  /  Monday,  January  4,  1993  /  Notices 


131 


Sactlon  ollSTEA 


1028. 


1044 


1044 


J. 


1301.  1302.  1303. 
8003. 

4002 

4ooe 

6001  


Otlaot 
guldano* 


05/15/82 


08/22/92 

06/26/B2 

04/24/92 

Oa/04/92 
06/29/92 

06/2S/92 


TIM 


05/22/92 


Highway  Bridge 
Raptaoamam 
wdRahabNtta- 
tlon  PfOQfvn 
(HBRI«>)  hjods 
lor  Approach 
Roa(hMyCon- 
sbucdon. 

Sactlon  1044  ol 
Iha  1901  ISTEA 
CradRtorNon- 
Fadaral  Share. 

Section  1044- 
Cradll  tor  Non- 
Fedaial  Share 
Implenientatlon 
O&A. 

Guldanca  In  the 
Transfer  Provl- 
siorw  contained 
in  the  ISTEA. 

National  Rec- 
raationai  Trails 
Progiam. 

MCSAP  Final  Rule 
Pan  350. 

intormation  on 
UnUonnily  Grant 
Process. 

hnpleffleniation  ol 
ISTEA  Minimum 
Expenditures  on 
Research.  De- 
velopment and 
Technology 
Transfer  Activl- 
lies. 

Joint  Memo  on  im- 
plementation of 
the  mtermodal 
Surtace  Trans- 
portation Etn- 
dencyAct. 


MEMORANDUM 

U.S.  Department  of  Transportation 

Federal  Highway  Administration 

Date:  April  8, 1992. 

Reply  to  Attn  of:  HNG-13. 

Subject:  Information— 1991  Intermodal 

Surface  Transportation  Efficiency  Act 

(ISTEA)  Implementation  Interstate 

Construction  Program. 
From:  Associate  Administrator  for  Program 

Development. 
To:  Regional  Federal  Highway 

Administrators;  Federal  Lands  Highway 

Program  Administrator. 

The  purpose  of  this  memorandum  is  to 
provide  written  guidance  regarding  the 
provisions  in  the  1991  ISTEA.  which  change 
or  impact  the  Interstate  construction 
program. 

Authorizations — Section  1001 

Section  1001(a)  declares  that  the  Interstate 
construction  (IC)  funds  authorized  by  the  act 
are  the  final  authorizations  of  funding  to 
complete  construction  of  the  Interstate 
System.  The  authorizations  of  Si. 8  billion 
per  year  for  fiscal  years  1993  through  1996 
are  specified  in  section  1000(0.  In  some 


States,  it  may  be  necessary  to  supplement  IC 
funds  with  other  funds  such  as  National 
Highway  System  (NHS)  funds,  or  low  priority 
work  may  be  dropped  from  the  Interstate 
program.  An  extension  of  the  program  or 
additional  authorizations  are  not 
contemplated. 

Apportionments — Section  1001 

Section  1001(b)  approved  the  1991 
Interstate  Cost  Estimate  (ICE),  and  directed 
use  of  factors  contained  in  the  revised  Table 
5  of  Committee  Print  102-24,  which  were 
used  in  making  apportionments  for  the  FY 
1993  fiinds.  Section  1001(d)  extends  the 
administrative  adjustment  for  FY  1994 
through  1996.  All  previous  credits, 
apportionments,  lapses,  withdrawals, 
discretionary  allocations,  and  transfers  of 
funds  will  t>e  reflected  as  detailed  in  section 
1001(d). 

Prior  to  making  apportionments  from  the 
S1.8  billion  authorized  each  year,  a  separate 
allocation  is  made  to  Massachusetts  in 
accordance  with  section  1001(e).  Further,  $20 
million  will  he  set  aside  each  year  to  carry 
out  the  provisions  of  section  1006(h)  of  the 
act.  Apportionments  to  Wisconsin  will  be 
made  as  s(>ecified  in  section  1045. 

Section  1001(h)  amends  section  102(c)  of 
the  1987  Surface  Transportation  and  Uniform 
Relocation  Assistance  Act,  and  eliminates  the 
provision  that  no  State  receive  less  than  one- 
half  percent  minimum  apportionment.  The 
flexibility  provided  at  the  end  of  section 
104(b)(5)(A)  of  title  23  was  not  altered  by  the 
ISTEA.  Thus,  if  the  Secretary  and  a  State 
highway  department  agree  that  a  part  of  the 
apportionment  of  IC  funds  is  not  needed  for 
that  fiscal  year,  the  unneeded  portion  is  not 
apportioned,  but  will  be  distributed  under 
the  Interstate  discretionary  program  in 
accordance  with  section  118  of  title  23.  This 
agreement  must  be  reached  prior  to  the  IC 
apportionment  and  so  if  any  State  is 
interested  in  this  provision,  inquiry  should 
be  made  to  the  Program  Analysis  Division 
(HFS-30)  well  in  advance  of  the  scheduled 
IC  apportionment. 

Period  of  Availability— Seciion  1020 

Section  1020(a)  amends  section  118  of  title 
23  and  provides  that  IC  funds,  which  are 
made  available  1  year  in  advance,  will  be 
available  until  the  last  day  of  the  fiscal  year 
in  which  the  funds  are  apportioned  or 
allocated.  This  applies  to  all  apportionments 
except  the  final  apportionment,  the  FY  1996 
funds,  which  will  be  apportioned  on  October 
1, 1994.  and  will  remain  available  until 
expended. 

Federal  Highway  Administration  Notice 
N4510.263,  dated  December  18, 1991, 
transmitted  the  certificate  of  apportioimient 
of  IC  funds  authorized  for  FY  1993.  In  a 
change  to  that  notice  issued  February  27, 
1992.  paragraph  2b  of  the  notice  was  revised 
to  indicate  that  FY  1991  and  1992  IC 
apportionments  are  available  until  expended. 

Federal  Shore— Section  1021 

Section  1021  provides  for  a  90  percent 
Federal  share  for  all  IC  funded  projects, 
except  for  those  that  provide  additional 
capacity,  which  will  be  funded  at  an  80- 
percent  Federal  share.  The  section  provides 
for  funding  HOV  and  auxiliary  lanes  (truck 


climbing  lanes,  for  example)  at  the  90  percent 
Federal  share.  It  is  believed  that  the  Congress 
intended  that  all  IC  funded  projects  would 
retain  the  traditional  90  percent  Federal 
share  (with  sliding  scales  up  to  95  percent, 
where  applicable).  Technical  correction 
language  has  been  submitted  to  the 
Congressional  committees  to  restore  the  90 
percent  share.  In  the  meantime,  those 
portions  of  new  IC  funded  projects  that 
provide  additional  capacity  (exclusive  of 
HOV  and  auxiliary  lanes)  on  existing 
Interstate  routes  shall  be  funded  at  an  80- 
percent  Federal  share. 

Eligibility 

The  1991  ISTEA  did  not  change  eligibility 
criteria  for  IC  funds.  Only  work  eligible 
under  the  provisions  of  the  1981  Federal-Aid 
Highway  Act,  and  included  in  the  1981  ICE 
is  eligible  for  IC  funding. 

Toll  Roads,  Bridges,  and  Tunnels— Section 
1012 

Section  1012(d)  provides  that  existing  toll 
agreements  entered  into  under  section  129  of 
title  23  prior  to  and  in  effect  on  the  date  of 
enactment  of  the  1991  ISTEA,  shall  continue 
in  effect  in  accordance  with  the  provisions  of 
the  agreement. 

Federal  participation  in  the  initial 
construction  of  toll  roads,  bridges,  tunnels  or 
approaches  thereto  on  the  Interstate  System 
is  not  allowed  under  section  129(a)(1)(A) 
where  such  facility  was  not  covered  by  a 
section  129  agreement  in  effect  on  the  date 
of  enactment  of  the  1991  ISTEA. 

Discretiono/y  Funds— Section  1020 

Section  IQ^O  amends  section  118(c)  of  title 
23  by  reducing  the  amount  of  funds  set  aside 
for  the  Interstate  Discretionary  (ID)  Program 
from  S300  million  annually  to  S100  million 
annually.  A  separate  memorandum  will  be 
issued  by  Headquarters  near  the  end  of  each 
fiscal  year  to  seek  applications  for  ID 
allocations. 

Section  1020  has  eliminated  the  priorities 
(i.e.  #1  for  gaps,  etc.)  of  section  118(b)(2)(B) 
of  title  23  previously  used  in  allocating  ID 
funds.  Any  specific  criteria  to  t>e  used  in 
considering  friture  candidates  for 
discretionary  allocations  will  be  included  in 
the  memorandum  seeking  applications  each 
year. 

All  ID  funds  set  aside  for  the  current  fiscal 
year  have  l>een  allocated.  Refer  to  Mr. 
Willett's  memorandum  dated  December  23. 
1991,  for  details. 

Transferability 

Section  119(d)  of  title  23,  providing  for  the 
transfer  of  IC  apportiorunents,  is  essentially 
unchanged,  except  that  the  transfers  will  be 
from  IC  funds  to  NHS  or  Interstate 
Maintenance  funds.  Requests  to  transfer  IC 
funds  are  limited  to  the  Federal  share  of  the 
cost  to  complete  open-to-traffic  work 
included  in  the  1991  ICE.  and  must  be  made 
in  writing  to  the  Office  of  Fiscal  Services 
(HFS-30).  Upon  approval  of  the  transfer,  the 
work  on  which  the  transfer  is  based  will  be 
removed  fitim  the  1991  ICE  and  will  lose  its 
IC  fiind  eligibility. 
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Utpotmtm  ofUnobiigalad  fbnd»— Sectioo 
1100 

Section  1100  (b)  md  (c)  ded  with  th« 
dispoMl  of  ttnoM^Mwi  balancM  of  funds 
appoitkJDed  prior  to  th«  act  The  provisioa 
has  been  ln(eq>ratod  to  apply  to  unoblipted 
balances  of  nr  1M1  and  1992  iC  funds 
which  weie  appoctioaed  prior  to  September 
30. 1991.  TIm  period  of  availabiUty  far  these 
FY  1991  and  1992  apporttonments  will 
continue  «  prior  to  the  act;  available  until 
expended.  As  a  result.  IC  funds  will  lapse  on 
September  30. 1092.  (or  1993  or  1994)  if  the 
amount  of  unobligated  IC  funds  is  in  excess 
of  the  total  of  FY  1991  and  1992  IC 
appottiomnents. 

This  giildinr#  will  be  supplemented  La  the 
future  iiftuther  clarifications  are  found 
necessary.  Questions  about  any  of  these 
Interstate  Issues  should  be  directed  to  the 
IntersUte  and  Program  Support  Branch 
(HNG-13). 
/s/  Kevin  B.  Heenue  far  Anthony  R.  Kane. 

MEMORANDUM 


[)ate-.  July  17, 1992. 

Raply  to  Attn,  of:  HFS-aa 

Subiect  Iii/oniiatioi>— Revised  Procedures  for 

the  Quarteriy  Obligation  of  Surface 

Transportation  Funds. 
From:  Director.  Office  of  Fiscal  Services. 

Washington.  DC  20S90. 
To:  Associate  Administrators:  Regional 

Administrators;  Division  Administrators. 

Procedures  for  the  obligation  of  funds  for 
States  that  confirm  that  they  wish  to  obligate 
Sur&ce  Transportation  Program  (STP)  funds 
on  a  quarteriy  basis  were  provided  in  my 
March  24. 1992  memorandum.  These 
procedures  required  that  States  which  will 
obligate  STP  fbnds  quarterly  do  so  using  one 
Federal-Aid  project  each  quarter. 

A  number  of  States  expressed  concern 
about  die  eCfocts  that  quarterly  obligations 
will  have  oo  their  Internal  accounting  system 
and  have  requested  that  they  be  permitted  to 
obligate  STP  funds  on  a  proJect-by-project 
besis.  Therefore,  we  have  revised  the 
procedures  to  provide  States  «rith  the 
following  optioos  far  obligating  STP  funds 
for  protects  not  on  the  Interstate  System  or 
National  Highway  System  (NHS),  on  ■ 
quarteriy  bMls: 

1.  Using  an  annual  prefect  with  obligatioiu 
each  quarter, 

2.  Using  a  single  project  for  each  quarter, 

3.  ObligatingSTP  funds  on  a  project-by- 
project  basis  each  quarter. 

It  should  be  noted  that  in  accordance  with 
Mr.  Carlson's  memorandum  of  January  28, 
1992.  (Subj:  Implementing  Guidance— Project 
Review.  Oversl^t  and  Aouninistration  under 
the  ISTEA  of  1991).  STP  funded  projects 
located  on  the  Interstate  or  NHS  systems 
must  be  oblioated  oo  a  project-by-project 
basis  with  all  the  normally  required 
statistical  data  being  reputed  on  the  FHWA- 
37. 

In  addlttoo  to  the  three  methods  of 
obUgaHngoo  a  quarteriy  basis,  we  have 
provided  a  aaethod.  wfaidi  will  allow  those 
States  ttsiag  die  single  project  or  annual 
project  optkM.  to  timely  ckiee  STP  projects. 

Stalas  thai  wish  to  obUgale  STP  foods  far 
projects  not  oa  the  bMatstata  System  or  NHS. 


OB  a  quarteriy  basis,  using  any  of  the  above 

options,  must: 

1.  Request  that  die  FHW  A  no  longer  review 

and  approve  plans,  spedflcatlaas.  and 
estimates  In  accordance  with  23  U.S.C 
106(b)  or  23  U.S.C  117.  If  a  State  makas  this 
request  they  must  utilize  the  quarteriy 
obli^Hon  procedures  far  STP  projects  not 
located  on  the  Interstate  or  NHS. 

2.  The  Governor,  or  designee.  Is  required 
by  Statute  to  certify  before  the  beginning  of 
each  quarter  dut  die  State  will  meet  all  die 
requirements  of  23  U.&C  133;  and  the  State 
must  notify  the  FHW  A  Division  Office  of  die 
amount  of  obligations  expected  tobe 
incurred  during  the  quarter,  for  STP  projects 
coming  under  mis  provision. 

Annuo/ Ano^ect 

If  the  State  chooses  to  use  the  annual 
project  option.  Division  offices  are  required 
to  notify  the  Program  Analysis  Division 
(HFS-30)  when  the  State's  request  for 
exemption  from  the  FHWA  PS*B  review  Is 
processed  so  that  the  Fiscal  Management 
Information  System  (FMIS)  can  be  adjusted 
to  permit  the  obligation  on  quarterly  basis  for 
that  State. 

States  wishing  to  obligate  STP  foods  on  an 
annual  project  must  establish  a  separate 
project  for  each  year.  The  following  are  the 
procedures  for  obligating  STP  fonds  on  a 
quarterly  basis  using  the  annual  project 
option: 

(a)  The  State  must  submit  the  required 
Certification  (signed  by  the  Governor  or 
designee)  and  notify  die  Division 
Administrator  of  the  amount  the  State  will 
obligate  In  the  next  quarter.  The  amount 
obligated  should  be  the  total  federal  share  for 
each  state  project  included  in  the  Annual 
Project  A  Project  Agreement  (PR-2)  or 
Modified  Project  A^ewnent  (PR-2a)  is  to 
accompany  the  State's  submission.  The 
submission  should  reach  the  division  prior  to 
the  be^nnlng  of  die  quarter.  Anew 
submission  Is  required  for  each  quarter. 

(b)  The  Division  Administrator  will  notify 
the  State  that  the  quarterly  submission  has 
been  accepted  and  process  the  PR-2  or  PR- 
2a.  In  the  first  quarter  the  Division's 
acceptance  represents  project  authorization 
and  project  agreemenL  In  the  following 
quarters  the  Division's  acceptance  represente 
an  amended  authorization  and  modified 
project  agreement 

(c)  States  must  analyze  the  amounU 
obli^tsd  each  quarter  and  make  adjustments, 
as  necessary,  to  reflect  changss  as  a  result  oC 
delayed  or  additional  projects,  over-runs  or 
undenuns.  A  PR-2a  may  be  used  to  make 
adjustmente  at  any  time  during  the  quarter. 
The  State  must  provide  this  analysis  to  the 
Division  Office  each  quarter. 

(d)  In  addition  to  the  required  certification 
the  SUte's  submisston  must  contain,  at  a 
minimum,  the  following  items: 

1.  Project  number  (A  different  project 
number  must  be  used  for  each  ymr). 

2.  Total  Federal  Funds  to  be  obligated  and 
a  break-down  by  appropriation  code. 
Addltioaalfy.  If  funds  an  to  be  obUgated 
from  appropriatioa  code  33C  (urbanized 
areas  of  2004)00  or  mora)  the  State  must 
provide  a  bnak-down  showring  the  amounts 
for  each  Hfbattlaed  area. 


3.  The  totel  cost  of  die  project  as  It  relates 
to  die  Federal  Funds  In  Item  2  above.  This 
Is  also  required  to  be  broken-down  by 
appropriation  code. 

The  work  auUiorlzed  in  a  particular  year 
will  remain  wlUi  dial  project  until 
completed.  However,  to  facUitate  die  dosing 
of  projects  a  State  may  elect  to  close  die 
annual  prefect  at  die  end  of  die  year  and  roll 
the  uncompleted  State  projecto  into  the  next 
year's  Annual  pn^ect  If  a  State  electa  this 
option  they  must  deobligate  all  the  funds 
from  all  uncompleted  old  State  projecto  and 
obligate  them  under  the  new  Annual  project 
For  example.  If  the  Annual  project  was 
comprised  of  4  State  projecto  and  oidy  one 
«vas  completed  and  ready  to  close  at  the  end 
of  the  year,  Uie  total  amount  obligated  for  the 
3  uncompleted  projecto  would  be  deobligated 
and  re-obligated  under  the  next  years  annual 
project 

lite  process  would  also  require  a  debit 
and  credit  on  the  Current  Billing  to  move  any 
expenditures  from  the  old  Federal  project  to 
the  new  one.  Once  the  obligatioiu  and 
expenditures  have  been  moved,  the  original 
annual  project  will  contain  only  completed 
«vork  and  may  therefore  be  closed  and  a  final 
voucher  submitted. 

Each  quarter  the  Dlvteloo  Office  will  enter 
into  FMIS  die  quarterly  obligation  of  die  STP 
program.  Only  the  amount  needed  for  die 
next  quarter  may  be  obligated,  when  the  next 
quarter's  needs  are  ready  to  be  obligated,  it 
should  be  bested  as  a  modification  to  the 
annual  project  A  separate  FHWA-37.  using 
the  same  project  number,  will  have  to  be 
completed  for  each  appropriation  code. 
When  entering  the  obligation  and  ayeement 
Into  the  FMIS  die  division  will  complete  the 
following  Items  on  die  FHWA-37: 

a.  Region  and  State  Code. 

b.  Appropriation  Code.  « 
c  PnHect  Number. 

d.  Prefix  letters— Division  Office  may  use 
any  combination  of  letters. 

e.  Transactton  Number. 

t  Line  number— enter  as  line  30— onfy  one 
line  to  required  except  for  apprtipriatioo  coda 
33C  In  this  case  a  line  is  required  for  each 
urtianlzed  area.  See  section  1  below. 

g.  County — enter  as  999. 

h.  Agreement  Date— enter  the  appropriate 
date. 

I.  Step,  and  Step  Data— Bnter  step  6  wban 
die  funds  are  obligated.  Move  die  project  to 
stop  8  when  the  final  voucher  to  received  and 
stop  9  when  paid.  Normally,  a  divisioD  will 
not  receive  the  necessary  documentation  to 
move  a  project  to  steps  7  or  P. 

j.  Totel  Cost— enter  the  appropriate 
amount 

k.  Federal  Funds— enter  the  amount 
requested. 

I.  When  entering  data  for  ai^iropriatioo 
code  33C  each  urbanized  area  will  have  to 
be  entered  on  a  separate  line  with  the 
urbanized  area  code  being  entered  In  the 
field  "Urbenlzed  Area— WOO-082".  The 
Urbanized  Aree  field  In  the  header  record 
should  be  left  blank. 

Singfe  Quarteriy  Profect  Option 

If  die  State  chooees  to  use  die  single 
quarteriy  project  opIkNt.  DMskm  offices  an 
raquicad  to  notify  Oa  Pragnm  Analysis 
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Division  (HFS-30)  when  the  State's  pequest 
for  exemption  from  the  PHWA  PSftB  review 
is  processed  so  thai  the  Fiscal  Manngnmiint 
Inionnation  System  (PMIS)  can  be  adfusted 
to  permit  quarterly  obUgatlons  far  that  State. 
States  wishing  to  obligate  STP  funds  on  a 
single  pro)ect  must  establish  a  separate 
prc^Kt  for  each  quarter.  The  following  are 
the  procedures  far  obligating  STP  funds  on 
a  quarterly  basis  using  the  single  profect 
option: 

(a)  The  State  must  submit  the  required 
Gertiflcation  (signed  by  the  Governor  or 
designee)  and  notify  the  Division 
Administrator  of  the  amoimt  the  State  will 
obligate  in  the  next  quarter.  The  amount 
obligated  should  be  the  total  fBderal  share  for 
each  state  project  included  in  the  single 
project  A  Protect  Agreement  (PR-2)  or 
Modified  Project  Agreement  (PR-2a)  is  to 
accompany  the  State's  submissian.  The 
submission  should  reach  the  division  prior  to 
the  beginning  of  the  quarter.  A  new 
submission  is  requireid  Cor  each  quarter. 

(b)  The  Division  Administntor  will  notify 
the  State  that  the  quarterly  submission  has 
been  accepted  and  process  the  PR-2  or  PR- 
2a.  The  Division's  acceptance  refvesents 
protect  authorization  and  pn>)ect  agreement 

(c)  States  must  analyze  the  amounta 
obligated  each  quarter  and  make  adjustmenta. 
as  necessary,  to  reflect  changes  as  a  result  ol, 
delayed  or  additional  proieoU,  over-runs  or 
undemms.  A  PR-28  may  be  used  to  make 
adjustments  at  any  time  during  the  quarter. 
The  State  must  provide  this  analysis  to  the 
Division  (MBce  each  quarter. 

(d)  In  addition  to  tlM  required  certification, 
the  State's  submission  must  contain,  at  a 
minimum,  the  followdng  items: 

1.  Protect  number  (a  difierant  profect 
number  must  be  used  for  each  quarter). 

2.  Total  Federal  Funds  to  be  obligated  and 
a  breakdown  by  aj^iropriation  code. 
Additionally,  if  fonds  are  to  be  obligated 
bnm  appropiiatian  code  33C  (urbanized 
areas  ot  200,000  or  more)  the  State  must 
provide  a  fasisakdown  showing  the  amounta 
far  each  urbanized  area. 

3.  The  total  cost  of  the  protect  as  it  relates 
to  the  Federal  Funds  in  item  2  above,  litis 
is  also  required  to  be  brokendown  by 
appropriation  code. 

The  work  authorized  in  a  particular  quarter 
will  remain  with  that  qttarterty  protect  until 
completed.  However,  to  fadUtato  the  closing 
of  protecta  a  State  may  elect  to  close  a 
quarterly  protect  at  a  specific  point  in  time 
(far  instance  every  December  31st)  and  roll 
the  uncompleted  State  protecta  into  a  new 
Federal  quarteriy  protect  If  a  State  electa  this 
option  they  must  dei^ligate  the  total  amount 
obligated  associated  with  uncompleted  old 
State  protecta  and  obligate  them  under  a  new 
quarterly  project  For  example,  if  a  quarterly 
protect  was  comprised  of  4  State  protecta  and 
only  one  w%»  completed  and  ready  to  dose, 
the  total  amount  obligated  far  the  3 
uncompleted  |m>tecta  would  be  deobligated 
and  reK>bligated  under  a  new  quarterly 
project 

lliis  process  would  also  require  a  debit 
and  credit  oo  the  Current  Billing  to  move  any 
expenditiues  from  die  <rid  Federal  project  to 
the  new  one.  Once  the  obUgatkms  and 
expenditures  have  been  moved,  the  original 


quarterly  protect  will  contain  onlv  completed 
work  and  may  therefore  be  dosed  and  a  final 
voucher  submitted. 

Each  quarter  the  Division  Office  will  enter 
into  FMIS  the  quarterly  obligation  of  the  STP 
program.  A  new  project  number  must  be  set 
up  rar  each  quarter.  A  separate  FHWA-37, 
using  the  same  protect  number,  %vlll  have  to 
be  completed  for  each  appropriation  code. 
When  entering  the  obligation  and  agreement 
into  the  FMIS,  the  division  will  complete  the 
following  items  on  the  FHWA-37: 

a.  Regfon  and  State  Code. 

b.  Appropriation  Code, 
c  Project  Number. 

d.  PreiSx  letters — Division  OCRce  may  use 
any  combination  of  letters. 

e.  Transaction  Number. 

f.  Line  number— enter  as  line  30— only  one 
line  is  required  except  for  appropriation  code 
33C  In  this  case  a  line  is  requireid  for  each 
urbanized  area.  See  section  1  below. 

g.  County— enter  as  999. 

h.  Agreement  Date — enter  the  appropriate 
date. 

L  Step,  and  Step  Date— Enter  step  6  when 
the  funds  are  obligated.  Move  the  protect  to 
step  8  when  the  final  voucher  is  received  and 
step  9  when  paid.  Normally,  a  division  will 
not  receive  the  necessary  documentation  ^ 
move  a  protect  to  steps  7  or  P.  /^ 

j.  Total  Cost— enter  the  appropriate/^ 
amount 

k.  Federal  Funds— enter  the  amount 
requested. 

L  When  entering  data  for  appropriation 
code  33C  ead)  uroanized  area  will  have  to 
be  entered  on  a  separate  line  «vlth  the 
urbanized  area  code  being  entered  in  the 
field  "Uibanized  Area— W0S-O82*'.  The 
Urbanized  Area  field  in  the  header  record 
should  be  left  blank. 

Profect-by-Project  Option 

If  the  State  chooses  to  use  this  option. 
Division  offices  are  required  to  notify  the 
Program  Analysis  Division  (HFS-30)  when 
the  State's  request  for  exemptimi  from  the 
FHWA  PSa£  review  is  processed  so  that  the 
Fiscal  Management  Infmnation  System 
(FMIS)  can  be  adjusted  to  permit  quarteriy 
obligations  for  that  State. 

States  wishing  to  obligate  STP  funds  on  a 
proted-by-protect  besis  should  obligate  the 
nmds  at  the  beginning  of  each  quarter  for  all 
projecta  expected  to  begin  during  the  qxiaiter. 
Quinges  to  the  quarterly  package  of  projeds, 
such  as  the  addition  of  a  projed,  may  be 
made  at  any  time  during  the  quarter.  The 
amounts  obligated  on  eadi  projed  must  be 
adjusted  as  necessary  due  to  over-runs, 
under-runs.  As  individual  projects  are 
completed,  final  vouchers  should  be 
prepiared  for  each  prated  using  the  final 
voucher  {xocedures  fbr  non  STP  proteds. 

The  following  procedures  should  be 
utilized  for  obligating  STP  funds  on  a 
quarterly  besis  using  this  option; 

(a)  The  State  must  submit  the  required 
certification  (signed  by  the  Goveroor  or 
designee)  and  notify  the  Division 
Administrator  of  the  proteds  the  State  will 
obligate  for  the  quarter.  A  Prated  Agreement 
(PR-2)  must  be  submitted  far  each  proted. 
The  submission  should  reach  the  division 
prior  to  the  beginning  of  the  qoaiter.  A  new 
submission  is  required  far  eadi  quarter. 


(b)  The  Division  Administrator  will  notify 
the  State  diat  the  quarterly  submission  has 
been  accepted  and  process  the  PR-2(s).  The 
Division's  acceptance  represents  projed 
authorization  and  project  agreement.  Upon 
agreement  between  the  Division  and  the  State 
the  PR-2  for  construction  proteds  may  be 
delayed  until  the  oonstrudion  proted  is 
awarded. 

(c)  The  State  must  adjust  the  amount 
obligated,  as  necessary  due  to  overruns, 
undeiruns,  eta  A  PR-2a  must  be  submitted 
to  Division  to  modify  the  amounta  obligated. 

(d)  In  addition  to  the  required  certification 
the  State's  submission  must  contain  fbr  each 
projed,  at  a  minimum,  the  following  items: 

1.  Projed  number — including  the 
appropriation  code. 

2.  Total  Federal  funds  to  be  obligated 

3.  The  total  cost  of  the  projed  as  it  relates 
to  the  Federal  funds  above.' 

4.  if  the  projed  is  in  an  urbanized  area  over 
200,000— tne  urbanized  area  name  is 
required. 

Each  quarter  the  Division  Office  is  to  enter 
into  FMIS  the  quarteriy  obligation  of  the  STP 
program.  A  separate  FHWA-37  is  required 
for  eech  project  When  entering  the 
(^ligation  and  agreement  into  the  FMIS  the 
division  will  complete  the  following  items  on 
the  FHWA-37: 

a.  Region  and  State  Code. 

b.  Appropriation  Code, 
c  Projed  Numlwr. 

d.  Prefix  letters — Division  Office  may  use 
any  combination  of  letters. 

e.  Transaction  Number. 

f.  Line  numbers-enter  as  Hne  3(K— onfy  one 
line  is  required. 

g.  County— enter  as  999. 

b.  Agreement  Date— enter  the  appropriate 
date. 

L  Step  and  Step  Date— Enter  step  6  when 
the  funds  are  obligated.  Move  the  pwojed  to 
st^  8  when  the  final  voucher  is  received  and 
step  9  when  paid.  Normally,  a  division  will 
not  receive  the  necessary  documentation  to 
move  a  projed  to  steps  7  or  P. 

j.  Total  Cbst — enter  the  appropriate 
amount. 

k.  Federal  Funds— enter  the  amount 
requested. 

1.  When  entering  data  fbr  appropriation 
code  33C.  each  uibanized  area  will  have  to 
be  entered  on  a  separate  hne  with  the 
uibanized  area  code  being  entered  in  the 
field  "Urtwnized  Area— W08— 082". 

Division  Offices  should  work  with  their 
State  to  determine  whidi  method  best  suita 
their  local  requlrementa.  States  may  change 
from  one  method  to  another  with  the 
approval  of  the  Division  Office.  Prejeds 
currentfy  underway  using  non-quarterty 
procedures  (ie..  Individual  letters  of 
authorization)  should  continue  to  be 
processed  as  an  individual  projed. 

When  obligating  STP  funds,  using 
quarteriy  obligation  procedures,  no 
additional  program  statistical  data  is 
necessary.  However,  the  States  vrlll  be 
required  to  provide  data  which  will  allow 
FHWA  to  monitor  the  program  on  a 
nationwide  basis  and  respond  to  questions 
and  requesta  for  information  about  the  STP 
program.  The  requirements  for  this 
additional  data  yrill  be  provided  in  the  near 
foture. 
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Only  STP  hinds  may  be  oUigiBtsd  using 
thsse  procsduiM.  All  other  programs, 
including  Minimum  Allocitioa  end  Donor 
Stale  Bonus  funds,  are  to  be  obligated  using 
normal  procedures.  STP  Ainds  used  tor 
transit  projects  in  conjunction  with  the 
Federal  Transit  Administration  will  follow 
procedures  Issued  on  June  19. 1992. 

Should  you  have  any  questions  concerning 
this  matter,  please  contact  Bruce  Swlnford  or 
Tom  Parlt  (HFS-30)  on  202-366-0673. 

Peter ).  Basso 

MEMORANDUM 


Date:  April  20. 1992. 
Reply  to  Attn,  of:  HFS-31. 
Subject:  Actjo/h— Fiscal  Year  1992  Federal- 
aid  Highway  Program  Obligations. 
From:  Administrator. 
To:  Regional  Administrators;  Division 
Administralon:  Federal  Lands  Highway 
Program  Administrator.  Associate 
Administrators. 

The  Federal  Highway  Administration  and 
the  Department  of  Transportation  are 
committed  to  the  President's  charge  to  use  all 
available  FY  1992  Federal-aid  high%vay 
program  funds  as  efficiently  as  possible  as  a 
means  to  stimulate  the  national  economy  and 
generate  employment  The  purpose  of  this 
memorandum  is  to  provide  direction  and 
procedures  for  worliing  with  the  state 
Transportation  agencies  to  ensure  that  these 
benefits  are  realized  by  redistributing 
unneeded  balances  of  FY  1992  obligation 
authority  to  those  states  that  can  use 
additional  obligation  authority  beyond  that 
presently  available.This  guidance  pertains  to 
obligations  controlled  by  the  Federal-aid 
obligation  limitation  as  well  as  the  obligation 
of  minimum  allocation  funds  that  are  exempt 
from  the  Federal-aid  limitation,  but  are 
subject  to  separate  obligation  controls  during 
Hscal  year  1992  to  ensure  budget  compliance. 

The  amounts  released  by,  or  redistributed 
to.  states  for  both  the  formula  and  Minimum 
Allocation  limitations,  will  have  no  bearing 
on  the  limitation  that  states  receive  in  fiscal 
year  1993. 

Background 

The  Inlermodal  Surface  Transportation 
Efficiency  Act  (ISTEA)  of  1991  (Pub.  L  102- 
240)  provides  for  redistribution,  after  August 
1. 1992,  of  authority  distributed  to  a  state  for 
FY  1992  if  the  state  will  not  obligate  the 
authority  during  FY  1992. 

Of  the  total  $15,686,364,000  obligation 
authority  subject  to  the  Federal-aid 
limitation., S378.9  million  was  reserved  for 
the  Federal  Lands  program,  $449.6  million 
for  administration.  S5  million  for  the  high- 
speed ground  transportation  program,  and 
$508.6  million  to  support  the  obligation  of 
FY  1992  allocations  of  special  non-formula 
funds.  The  remainder.  $14,344,347,430.  was 
distributed  by  formula  to  the  states. 

The  ISTEA  of  1991  does  not  provide  for 
additional  FY  1992  obligation  authority  to 
those  states  that  have  obligated  all  authority 
distributed  by  formula.  Therefore,  any 
additional  amounts  to  be  made  available  in 
FY  1992  will  be  derived  solely  from  the 
amount  returned  for  redistribution.  Thus,  it 
is  critical  to  determine  as  early  as  possible  in 


the  fiscal  year  those  states  that  will  not  (ully 
obligate  available  formula  distribudoo. 

In  accordance  with  section  1004  (Budget 
Compliance)  of  the  ISTEA  of  1991,  the 
obligation  of  FY  1992  section  157  Minimum 
Allocation  hinds  may  not  exceed  $1,092 
million  during  FY  1992.  The  "llmlution"  on 
these  obligations  does  not  reduce  a  state's 
apportionment  of  these  funds.  The 
distribution  to  states  of  obligation  authority 
under  this  "limiUtion"  was  based  on  each 
state's  proportionate  share  of  FY  1992 
Minimum  Allocation  apportionments.  Any 
unobligated  balances  ot  minimum  allocation 
funds  nom  previous  fiscal  years  are  also 
available  for  obligation  during  FY  1992.  We 
are  seeking  at  this  time  to  determine  whether 
states  Intend  to  fully  obligate  available 
minimum  allocation  "limitation"  during  FY 
1992  and  for  those  states  that  will  not  use 
their  limitation  to  redistribute  this 
"limitation." 

RedistrOtuUon  of  Unobligated  FY  1992 
Authority  Initially  Distributed  by  Formula 

To  provide  a  basis  for  determining  (1)  the 
amount  of  FY  1992  obligation  authority 
initially  distributed  by  formula  that  will  be 
available  for  redistribution  among  the  other 
states  after  August  1. 1992.  and  (2)  those 
states  that  are  able  to  obligate  amounts  in 
addition  to  those  previously  distributed,  each 
state  shall  submit  a  plan  by  May  18. 1992. 
to  the  Division  Administrator  showing: 

(1)  The  projected  July  31  unobligated 
balance  of  obligation  authority. 

(2)  The  projects  and/or  Federal  funds  that 
will  be  obligated,  or  could  be  obligated  by  the 
states  by  September  30, 1992.  if  additional    - 
authority  is  provided. 

(3)  The  obligation  authority  that  is  excess 
to  the  needs  of  the  state  and  is  being  released. 

(4)  Additional  obligation  authority 
required. 

The  Division  Administrator  shall  review 
the  plan  submitted  by  the  state  and  reach  an 
agreement  with  the  state  on  those  projecU 
which  could  be  approved  and  authorized  by 
the  division  office  on  or  before  September  30. 

By  May  26. 1992,  Division  Administrators 
shall  report  to  their  regional  offices:  (1)  The 
amount  of  FY  1992  formula  authority  that  is 
excess  to  the  state's  needs  and  is  being 
released,  or  (2)  that  the  state  and  Division 
Administrator  have  reached  an  agreement 
that  the  sUte's  remaining  unobligated  FY 
1992  formula  authority  will  be  obligated  by 
September  30, 1992,  and/or  (3)  the  additional 
formula  authority  that  could  be  obligated  by 
September  30, 1991.  The  report  shall  be 
submitted  to  Washington  Headquarters  by 
June  1.1992. 

Redistribution  of  Unobligated  FY  1992 
Minimum  Allocation  Obligation  Authority 

To  provide  a  basis  for  determining  (1)  the 
amount  of  FY  1992  obligation  authority 
initially  distributed  for  minimum  allocation 
that  will  be  available  for  redistribution 
among  the  other  states  after  August  1. 1992. 
and  (2)  those  states  that  are  able  to  obligate 
amounts  in  addition  to  those  previously 
distributed,  each  state  shall  submit  a  plan  by 
May  18, 1992.  to  the  Division  Administrator 
showing: 

(1)  The  projected  July  31  unobligated 
balance  of  Minimum  Allocation  funds 


(Appropriatioo  Codes  34A,  343, 34C  and 
34D>. 

(2)  The  protects  and/or  Federal  fonds  that 
will  be  obligated,  or  could  be  obligated  by  the 
states  by  September  30, 1992,  if  additional 
authority  is  provided  up  to  a  maximum  of  the 
amount  apportioned  to  the  states  In  FHWA 
Notice  45ia271.  The  attached  table  provides 
the  sub-allocations  for  the  total  minimum 
allocation  apportionment  for  FY  1992. 

(3)  The  Minimum  Allocation  (^ligation 
authority  that  is  excess  to  the  needs  of  the 
state  and  is  being  released. 

(4)  Additional  obligation  authority 
required. 

The  Division  Administrator  shall  review 
the  plan  submitted  by  the  state  and  reach  an 
agreement  with  the  state  on  those  protects 
which  could  be  approved  and  authorized  Iqr 
the  Division  Office  on  or  before  September 
30.  Care  must  be  taken  to  ensure  that  the 
planned  projects  do  not  exceed  the  amounts 
available  in  the  sub-allocations  (see  attached 
table). 

By  May  26, 1992,  Division  Administrators 
shall  report  to  tiielr  region  offices:  (1)  The 
amount  of  FY  1992  minimum  allocation 
authority  that  is  excess  to  the  state's  needs 
and  is  being  released,  or  (2)  that  the  state  and 
Division  Administrator  have  reached  an 
agreement  that  the  state's  remaining 
unobligated  FY  1992  minimum  allocation 
authority  will  be  obligated  by  September  30, 
1992.  and/or  (3)  the  additional  minimum 
allocation  authority  that  could  be  obligated 
by  September  30, 1992.  The  amounts 
requested  in  (1)  and  (3)  above  must  be 
provided  by  appropriation  code.  The  report 
shall  be  submitted  to  Washington 
Headquarters  by  June  1, 1992. 

Release  of  Unobligated  FY  1992  Authority 
Distributed  To  Support  Obligations  of  Non- 
Formula  Allocations  (Except  Federal  Lands) 

No  state  will  be  provided  with  special 
obligation  authority  in  FY  1993  to  cover  any 
unobligated  FY  1992  allocations  carried  over 
on  September  30.  Obligation  in  FY  1993  of 
any  such  carryover  allocation  must  be 
charged  to  the  state's  share  under  the  formula 
distribution. 

The  amount  of  FY  1992  obligation 
authority  distributed  to  support  obligations 
of  allocations  of  non-formula  funds  that  will 
not  be  obligated  by  September  30. 1992. 
should  be  determined  by  the  Division 
Administrator  in  consultation  with  the  state. 

By  May  18. 1992.  Division  Administrators 
shall  report  to  their  regional  oHices  the 
amount  of  FY  1992  non-formula  funds  and 
authority  allocated  to  the  states,  the  amount 
that  will  be  obligated  as  of  September  30, 
1992.  and  the  amount  of  obligation  authority 
which  is  being  released. 

Redistribution  of  FY  1992  Authority 
Reserved  for  Federal  Lands  and  Other 
Headquarters  Controlled  Programs.  Each 
respective  Associate  Administrator  should 
report  the  balance,  if  any.  of  obligation 
authority  reserved  for  their  program(s)  which 
will  not  be  obligated  as  of  September  30, 
1992.  to  the  Pn^ram  Analysis  Division 
(HFS-30)  by  May  26. 1992. 

Reports  From  Regional  Offices.  Based  on 
reports  from  division  offices,  regional  offices 
shall  submit  reports  in  the  attached  format 
for  each  state  ia  their  region. 
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Bedistribution  of  Excess  FY  1992  Obligation 
Authority 

A  fonnula  for  redistribution  of  released 
obligation  authority  will  be  developed  to 
implement  the  requirements  of  Public  Law 
102-240.  Priority  will  be  given  to  those  states 
having  large  unc4>ligBted  balances  of  funds 


apportioned  under  23  U.S.C  104  and  144.  A 
fina)  review  of  the  reports  submitted  will  be 
requested  in  early  July  to  provide  for  any 
necessary  revisions  to  the  states'  obligation 
plans. 

The  redistribution  of  released  authority 
will  be  accomplished  on  August  3, 1992. 


Program  Monitoring.  The  Washington 
Headquarters  will  monitor  the  program  on  a 
national  basis  to  insure  that  available 
authority  is  fiilly  utilixed. 
T.D.  Larson. 
■LUNa  cooc  4t10-»-« 
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SUB-AUOCA'nON  OF  FY  1992  TOTAL  MINIMUM  AOOCATION  APPORTIONMENT 


Stata 


Alabama 
Artxona  .. 


CaMooiia 
Florfda  .... 
Qaorgia... 


mdtona. 

Kerttjcky 

LouWana  ....... 

Michigan"!!." 

MIsslsalppi 

Miatourt 

North  CaroHna 

Ohio 

Oklahoma  ~ 

Oregon  ..... — 

Tennasaaa  

TeMBa 

Wlaconain 


Total 

Appfopriatkxi  code 


Minimum  aSoca- 

lion  a|)portlonment 

N4510.271 


(1) 


24,283.712 

48.943, 194 

48353,480 

135,126,746 

158,082,913 

80,121,375 

81,219,913 

ia551,973 

4.030,342 

1,209.959 

62,608,271 

22,371,121 

56.968,903 

65,948.471 

98.837.335 

36,377,321 

1.257,963 

40,094,300 

125,464.106 

56.615.426 


1,159.987.824 


Urbanized 

araaaof 

200,000  piua 

popuiation 

(2) 

2,188,523 

10,789.005 

2.207314 

32368,742 

33335321 

10,085,226 

9,016.398 

994347 

496,232 

ibisobiiij 

865,650 

8,399.029 

3.757303 

17,201.510 

4.550,269 

138,854 

4354319 

20313.302 

5318,901 


177.783.057 
34B 


Araaaof  laaa 

than  200,000 

popuiation 

(3) 

5,400,137 

1,990364 
13.058,901 

9358.366 
16,177,589 
14,952.704 
16364,825 

2,302,644 
763,249 
378,112 

8312,775 

6,125325 

9,410,003 
16351,407 
13385,157 

6,817,644 
254,150 

7.674,649 
18,694,231 
12373.419 


161.946,160 
34C 


Araaaof  laaa 
man  5300 
populaMon 


"2314,876 


252,066 


2,766.974 
340 


State  tadbMy 


(5) 

16395352 

33,648.430 

33388,775 

92399,636 

100369,603 

55,083>45 

55336,680 

7,254.462 

Z770361 

831347 

43,043,186 

15380,146 

30,178371 

46340361 

e7,96a668 

25,008,406 

664350 

27,564332 

86,256373 

38323,106 


797,491,633 
34A 


Gfwtd  total 


m 

24383,712 

48343,184 

48353,480 

135,126,746 

150362313 

80,121375 

81319313 

10361,973 

4330342 

1308368 

62,606371 

22,371,121 

56,966303 

66340,471 

96337336 

36377321 

1357363 

4O.0O4.?fK) 

125,464,106 

56,616/426 


1,159,987324 


Now:  RaqjaMi  tor  •ddJUonal  autfwrty  may  nol  MSMd  tm  abowo  amaunct  by  caMgory. 


MEMORANDUM 


Date:  July  17, 1992. 

Reply  to  Attn,  of:  HFS-31. 

Subject:  Ck)mments  on  STP  Quarterly 

Obligation  Procedures. 
From:  Director,  Office  of  Fiscal  Services, 

Washington,  DC 
To:  Regional  Administrators,  Division 

Administrators. 

On  June  12, 1992,  we  issued  draft 
procedures  for  the  quarterly  obligation  of 
STP  funds.  Comments  were  received  from  23 
Division  Offices.  Listed  below  is  a 
summarization  of  the  conunents  along  with 
the  action  taken. 

•  Does  the  law  require  that  a  waiver  of 
PS&E  review  under  23  U.S.C  106(b)  be 
complied  with  in  order  to  process  STP 
obligations  on  a  quarterly  basis? 

Yes,  the  language  in  23  U.S.C  133(e)(2) 
allows  quarterly  obligations  for  STP  projects 
not  subject  to  review  by  the  Secretary  imder 
chapter  1  of  title  23.  Only  States  operating 
under  106(b)  and  117  meet  this  criteria. 

•  Qarify  which  STP  projects  are  covered 
by  quarterly  procedures. 

Qarification  has  been  added  to  specifically 
exclude  STP  projects  on  the  Interstate  System 
and  the  National  Highway  System  as 
provided  in  the  memorandum  providing. 
Implementing  Guidance — Project  Review, 
Owrsight  and  Administration  under  the 
ISTEA  of  1991,  issued  by  the  Executive 
Director  on  January  28, 1992.  Because  the 
principal  Federal  interest  lies  with  the 
National  Highway  System  and  Interstate 
System,  it  was  determined  by  the  FHWA  that 
its  traditional  process  for  obligating  funds 
and  tracking  project  accomplishments 
through  FMIS  would  be  retained  for  all 
Federal-aid  projects  on  the  NHS  and 
Interstate  System. 


•  Quarterly  procedures  will  cause  a  lot 
more  woik  fat  the  State  in  project  planning, 
record  keeping  and  accounting. 

The  ISTEA  established  the  concept  of 
obligating  STP  on  a  quarterly  basis.  This  will 
require  a  State  to  plan  for  the  upcoming 
quarter.  There  is  no  change  in  record  keeping 
requirements  or  in  accounting  for  project 
costs.  States  which  have  systems  that  can 
take  advantage  of  the  annual  or  single  project 
option  can  do  so.  The  project-by-projoct 
option  is  very  similar  to  business  as  usual 
with  the  one  additional  requirement  that 
States  must  plan  for  the  next  quarter. 

•  New  procedures  could  have  significant 
impact  on  State  systems  and  therefore, 
should  be  implemented  formally,  using  the 
regulatory  process. 

The  proosdures  for  the  annual  and  single 
project  option  can  have  an  impact  on  State 
systems,  nowever,  they  are  optional.  States 
that  desire  to  obligate  quarterly  can  do  so 
using  the  project-by-project  option.  This 
would  have  an  insignificant  impact.  For 
these  reasons  we  do  not  feel  that  the  formal 
regulatory  process  is  necessary. 

•  States  should  be  allowed  to  continue 
project-by-project  until  they  are  ready  to 
begin  quarterly. 

States  can  obligate  STP  projects  on  a 
quarterly  basis  using  the  project-by-project 
option  then  switch  to  the  annual  or  single 
project  option,  with  the  concurrence  of  the 
Division  Office,  when  they  are  ready. 

•  Qarify  how  a  State  may  change  from  one 
option  to  another  as  the  States  capabilities 
change. 

Qarffication  has  been  added  to  state  that 
the  option  may  be  changed  with  the  approval 
of  the  Division  Office.  No  headquarters 
action  is  necessary. 

•  Qarification  is  needed  to  indicate  that  a 
State  can  sulmiit  a  PR-2a  to  adjust  the 
quarterly  obligation  at  any  time  during  the 
quarter  under  any  of  the  three  options. 


Clarification  has  been  added  to  make  this 
clear. 

•  Procedures  are  extremely  complicated 
and  we  would  reconunend  major 
simplification  to  incorporate  efficiency  into 
the  program. 

We  fa^ve  simplified  the  procedures  as 
much  as  possible.  One  should  note  that 
procedures  for  each  of  the  three  options  has 
been  written  such  that  each  can  stand  on  its 
own.  This  eliminates  the  need  to  refer  back 
to  another  section  of  the  procedures. 

•  The  Credit  and  Debit  process  in  closing 
projects  will  give  the  State  major  timing  and 
paperwork  problems.  Suggested  alternative — 
Keep  the  ongoing  work  under  the  existing 
and  move  the  completed  work  to  a  new 
number. 

We  are  attempting  to  provide  a  mechanism 
which  will  allow  the  State  to  close  projects 
and  reduce  the  number  of  Federal-aid 
projects  that  are  open,  the  suggested 
alternative  will  not  achieve  this. 
Additionally,  if  a  State  chooses  this  option  it 
should  result  in  a  review  of  the  obligation  to 
ensure  that  the  amount  obligated  is  still 
valid. 

•  Question  the  need  for  a  final  voucher  cm 
Annual  Project.  If  final  voucher  is  required 
the  information  required  should  be  as  simple 
as  possible. 

Final  vouchers  are  required  by  23  U.S.C 
121(b).  The  information  required  is  contained 
in  23  CFR  140.107. 

•  The  ISTEA  requires  only  a  notification  of 
expected  obligations  at  the  beginning  of  the 
quarter  and  not  the  obligation  of  the  expected 
amount  at  the  beginning  of  the  quarter.  The 
State  would  prefer  to  obligate  funds 
throughout  the  quarter  and  not  at  the 
beginning. 

The  ISTEA  also  states  that  acceptance  of 
this  notification  shall  be  deemed  a 
contractual  obligation  of  the  United  States. 
This  makes  it  very  clear  that  the  intent  is  to 
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obUg»te  ftind*  bMad  on  the  notiflcadao. 
StalM  thffltM  notily  tha  Divition  of  tba  binds 
to  be  oblignted  Cor  the  quarter  at  the 
ba^iwiiiV  of  the  quaitar.  Adjuatmenta  to  thia 
amount  may  be  made  at  any  time  duriaig  Ika 

quarter. 

•  The  Mfording  of  option  3  Impbes  a  strict 
nquiremeot  for  immediate  adiustment  tor 
^jtt^ti^m  while  the  State  believee  the  intent  is 
far  the  use  of  judfBMOl  at  the  Division  as  to 
tha  timi^  of  the  ad|iiatBtents. 

TIm  warding  has  bean  modified. 

•  Rewrite  the  fbat  paragraph  of  Multiple 
Ptotact  Option  as  faUow«  "States  wishing  to 
obttgrta  8T?  funds  on  a  multiple  project 
basis  slMMild  obligate  the  funds  at  dM 
biftani^  of  eech  onartsr  Car  all  projects 
ff.pft'tmA  to  begin  ouiing  the  quarter. 
Chaise  to  the  quarterly  package  for  prefects. 
simA  m  tte  addltloa  of  a  project,  may  be 
■Mtfci  at  otfMr  timec  during  the  quarter.  The 


whan  a  State  begins  quarteriy  procees.  Are 
they  mixed  or  does  the  State  continue  to 
piocaea  pro(ect4>y-pnitect  when  modifyiqg 


axlalLM  prefects. 
CMBoattoor 


This  warding  has  been  incorporated  in  the 
procedures. 

•  Stato  wants  the  mutiple  proioct  option 
tritboat  the  quartariy  requirement 

Slalae  irfakh  elect  to  utilize  section  106(b) 
must  obligate  funds  on  a  quarterly  basis. 

•  State  wants  to  hold  the  PR-2  until 
constnictlon  projects  are  awarded  as  opposed 
to  placing  the  project  in  Agreement  at  the 
timeofObliffMkia. 

This  flexibility  has  been  added  to  the 
prooedurea. 

•  State  wants  to  have  STPproiects  go 
throi^  stop  P  as  they  use  it  far  monitodng 

purposes. 

Dlvisioa  Offices  and  States  may  agree  to 
continue  this  practice.  However,  it  should  be 
noted  that  tha  criteria  used  to  advanoea 
protect  into  Slap  P  will  not  oonnally  be 

availabte  far  STP  proiact*- 

•  Need  the  raquirement  far  any  additional 

statistical  date  as  soon  as  possible. 

The  Program  Offices  are  developing  the 
types  of  date  and  the  mechanism  to  be  used 
in  rn<^r*«"B  the  data.  Infcrmation  will  be 
provided  aa  soon  as  it  baooaaes  avaiU>le. 

•  State  sees  no  need  for  a  Quarterly 
Gartificattoa.  Steto  wants  to  certify  annually. 

The  raquirement  contained  In  23  U.S.C 
133(eN2)  ia  far  a  quarterly  certification. 
Annual  certiflcattoos  would  not  nwet  the 
criterte  established  in  law. 

•  Want  dM  Details  oftha  quarterly  analysis 
required  wiien  obligating  imder  the  Annual 
Inject 

•  The  analysis  is  simply  a  reviev^  of  the 
amounte  obligated  during  the  quarter  to 
ensure  that  necessary  adjustments  are  made 
far  delayed  protects,  over-runs,  under^runs 
and  projects  which  advanced  quiciiar  than 
expected. 

•  How  should  we  handle  the  obligatlona  at 
the  beginning  of  the  Fiscal  Year.  The 
Diviskm  is  going  to  require  the  certification 
befare  the  Iwainning  of  the  quarter  and 
obligate  the  £iada  after  Oi^obar  1.  when 
funds  beoome  availahts. 

This  is  tha  correct  prooaas. 

•  Needtocia(ifylaopttoo3para(b)thM 
a  PR-2  is  required  for  each  project  This  caa 
be  doo*  by  putting  a  "(sr  amr  tha  PR-2. 

This  has  beaa  doaa. 

•  Need  dariflcMiaa  oa  how  the  Pratacte 
already  uadarwy  ia  8TP  will  be  kaadlad 


^  has  been  added  to  stete  that 

projects  authorized  under  non-quaiterly 
procsdurea  will  continue  to  be  processed 
under  tboee  preoeduies. 

•  The  annual  doaa  out  procedures  will 
fcrea  tha  Steto  to  assume  nill  req>onsifaiUty 
far  monitoring  tha  10  yr  ROW  AND  P8 
raqjuiraaoaots.  Is  fhk  covered  by  the 
cssttacation?  and  what  is  the  Divisioe's 
napoaaifaUity  in  this  ana? 

ftrSTP  projecte  thaStete  would  assume 
lull  raaponsibility  far  die  10  year 
requirements. 

•  The  lequirement  that  the  Divisioa  review 
the  Governor's  certification  to  ensure 
compUaacs  with  23  USC133  ia  vary  time 

coBwming 
Tha  rs(|uiremeat  that  the  Divisioa  review 

the  Governor's  certification  haa  baea 
dropped.  Divisioas  should  accept  the 
certlncation  as  evidence  that  State  will 
comply  with  23  U.S.C  133. 

•  The  procedures  require  a  breakdown  of 
the  STP  appropriation  codes — ^What  backup 
and  delala  are  totendad. 

No  additional  details  or  backup  is  required. 

•  STP  funds  have  diffisrent  funding  ratios 
who  will  track  these,  Le..  100%  safety. 

The  fimda  will  be  obligated  by 
appropriatkM  code,  eadi  difEerent  binding 
ratio  hu  a  diffBrent  appropriation  code. 

•  Can  the  state  authorixe  a  targe  project 
and  oMtoato  only  the  amount  of  raoenl  ftiads 
needed  nr  the  quarter. 

Oartllcation  has  been  added  to  explain 
that  tha  amounte  obUgated  must  eoual  the 
total  federal  finds  required  far  eadi  state 
pn|ect  incfaided  in  the  quarterly  package. 

•  Rolling  over  uncompleted  projecte  will 
result  la  the  current  quarterly  project  having 
multlpte  authorisation  dates.  Since  the 
Stete's  system  only  allows  for  a  single 
eligibility  date,  bow  should  this  be  treated. 

The  rolling  over  of  uncompleted  projecte  is 
an  optioa  that  Statae  have  to  reduce  the 
numoer  of  open  Federal  projects.  If  this  is 
unworkable  in  a  particular  Stete  we  are 
willing  to  work  with  that  Stete  to  develop 
another  method. 

As  noted  above  we  laceived  a  large  number 
of  comments  and  suggestkms.  A  number  of 
the  commente  were  leoeived  from  more  than 
one  Diviaion.  We  attempted  to  accommodate 
as  many  of  the  coounents  as  possiblo.  I 
sincerely  appreciate  the  level  of  interest  and 
eflort  put  into  the  responses  to  the  draft. 
Should  you  have  any  other  comments  or 
questions  please  contact  the  Program 
Analysis  Division  at  202-366-2906. 
Peter).  Bassa 

MEMORANDUM 


Date:  October  19, 1992. 

Reply  to  Attn,  of:  HCR-20. 

SiAject  Momation:  Section  1003(b)  of  the 

1991 ISTBA— Disadvantaged  Busineu 

Enterprise  (DBB)  Program. 
Prom:  Federal  Highway  Administrator. 
Tk  Ragional  Fadaral  Highway 

Administrator*.  Assocteto  Administrators. 

Staff  Office  Directocs.  Federal  Lands 

Higharay  Program  Administratoc 


Sectioa  1003(b)  of  the  ISTEA  continued  the 
DBB  program.  Section  1003(b)  replaces 
section  106(c)  of  the  1967  STURRA  as  the 
stetutory  authority  for  tha  DBB  program.  A 
copy  of  section  1003(b)  is  attached  Cor  your 
information 

Despite  significant  changes  by  the  ISTBA 
to  FHWA's  program  and  iU  stewardship  role 
under  title  23,  the  agency's  responsibility  to 
oversee  comj^iance  with  the  DBB  program 
has  not  changed.  This  is  because  the  DBB 
pro-am  is  a  noo-titla  23  program.  The 
legislation  mandating  the  DBB  program 
applies  equally  to  several  modes  of  the  U.& 
Department  of  Transportation  other  than 
FHWA.  i.e..  FTA  and  FAA.  That  Is  why  the 
Implementing  regulations  for  the  DBB 
program  are  published  by  the  Depaitiiiwnt 
and  contained  in  49  CFR  part  23.  not  23  CFR. 
Tberafcre.  all  projecte.  regardless  of  whether 
they  are  on  or  off  the  National  Highway 
System  (NHS),  continue  to  be  subject  to  (he 
legislative  and  regulatory  DBE  program 
lequiramenU.  Similarly.  FHWA  must 
continue  to  approve  each  State's  DBB 
program  and  its  aimual  goals,  and  to  ensure 
compliance  with  all  DBB  program 
requirements. 

Section  1003(b)  retained  all  the  basic  DBS 
requirements  of  section  106(c)  and  added 
several  requirements.  The  provisions 
retained  and  added  are  summarized  in  the 
following  paragraphs. 

Significant  provisions  retained  from  the 
1987  STURRA  include: 

•  Continuation  of  the  raquirement  that  not 
less  than  10  percent  of  funds  authorized  ia 
the  act  be  expended  with  small  business 
concerns  owned  and  controlled  by  sodaUy 
and  economically  disadvantaged  Individuals. 

•  Continuation  of  the  inclusion  of  women 
in  the  presumptively  disadvantaged  category. 

•  Application  of  the  DBB  program  to  all 
categorical  programs  iiKluding 
demonstration  projects. 

•  Application  of  the  DBB  program  to  all 
funds  authorized  by  the  1987  STURRA  that 
were  unobligated  prior  to  the  passage  of  the 
act 

•  Continuation  of  the  requirement  for  an 
annual  survey  and  listing  }aj  each  State  of  the 
firms  certified  and  thefr  locations. 

•  Omtinuation  of  the  requirement  for 
minimum  uniform  certification  criteria. 

New/revised  provisions  of  section  1003(b) 
of  the  ISTEA  Include: 

•  The  size  limitation  for  qualifying  as  a 
small  business  for  purpoees  of  the  DBB 
program  was  modified  by  raising  the 
threshold  toS1S,370.000  average  annual 
gross  receipts  over  3  years.  This  is  the  same 
size  standard  established  by  the  U.S. 
Department  of  Transportation  (DOT)  in  the 
June  20, 1990,  Federal  Register  notice. 

•  A  requirement  that  the  States  annually 
report  to  the  Secretary  a  detailed  percentage 
breakdown  of  the  socially  and  economically 
disadvantaged  businesses  participating  In  the 
DBB  program.  The  annual  report  shall  show 
the  percentage  (and  number)  of: 

(1)  White  women  business  enterprises 

(WWBBsh 

(2)  Minority  women  business  enterprises 
(MWBEs):  and 

(3)  Minority  business  enterprises  (MBSs). 
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9ee  our  memorandum  dated  April  22,  that 
discusses  these  reporting  requirements  in 
more  detail. 

•  Funds  expended  for  contracts  under 
Title  V  (Intermodal  Transportation)  and  Title 
VI  (Research)  are  now  subject  to  the  DBB 
requirement  that  not  less  than  10  percent  of 
funds  be  expended  with  DBB  firms. 
Consistent  with  current  policy  (see  FHWA 
Administrator's  August  23. 1983, 
memorandum,  Attachment  #2),  the  DBE 
program  requirements  are  applicable  to  all 
funds  expended  in  contracts  (e.g.,  technical, 
professional,  and  management  services) 
awarded  by  FHWA,  States,  or  other  federally 
funded  recipients  under  these  programs.  We 
will  be  cooixlinating  with  each  of  the 
Associate  Administrators  to  determine  how 
this  requirement  will  be  implemented. 

•  A  requirement  that  General  Accounting 
Office  (GAO)  conduct  a  study  of  10  areas  of 
FHWA's  DBE  Program.  These  areas  are 
described  in  Section  1003(b)(5). 

Should  you  require  additional  clarification 
of  the  statutory  requirements  of  the  ISTEA, 
please  contact  Ms.  Linda  J.  Brown  (HCR-10) 
at  (202)  366-0471  or  Mr.  George  Duffy  (HCR- 
20)  at  (202)  366-2925. 
T.D.  Larson. 

MEMORANDUM 


Date:  June  12, 1992. 

Reply  to  Attn  of:  HEP-12. 

Subject:  Action:  Instructions  for  Developing 

the  Proposed  National  Highway  System 

(NHS). 
From:  Executive  Director. 
To:  Regional  Federal  Highway 

Administrators;  Federal  Lands  Highway 

Program  Administrator. 

The  purpose  of  this  memorandum  is  to 
provide  instructions  for  use  in  developing 
the  proposed  NHS  authorized  by  section 
1006  of  the  Intermodal  Sur&ce 
Transportation  Efficiency  Act  (ISTEA)  of 
1991.  Copies  should  be  made  available  to  the 
States,  metropolitan  planning  organizations 
(MPOs)  and  any  other  organizations,  groups 
or  stakeholders  expressing  an  interest  in  the 
process. 

The  NHS  is  the  centerpiece  of  the  ISTEA, 
and  the  system  is  expected  to  be  the  major 
focus  for  the  Federal-aid  highway  program 
into  the  21st  century.  It  is  critically 
important,  therefore,  for  the  Federal  Highway 
Administration  (FHWA)  to  play  a  strong 
leadership  role  in  the  development  of  the 
proposed  NHS  to  ensure  that  national 
objectives  are  achieved.  Attachment  1 
describes  specific  areas  that  require  a  strong 
Federal  emphasis  during  the  development  of 
the  proposed  NHS.  We  are  asking  that  you. 
the  Division  Administrators  and  appropriate 
regional  and  division  office  staffs  work 
closely  with  the  States  and,  where 
appropriate,  with  the  MPOs  and  others  in 
this  effort.  The  successful  completion  of  this 
important  activity  will  depend  on  the 
combined  efforts  of  the  States,  MPOs  and 
FHWA. 

Section  1006(a)  directs  the  Secretary  to 
submit  a  proposed  NHS  to  the  Congress  for 
approval  not  later  than  December  18, 1993. 
This  section  establishes  a  limitation  of 
155,000  miles  for  the  proposed  NHS  but 


permits  the  Secretary  to  increase  or  decrease 
the  maximum  mileage  by  up  to  15  percent. 
Section  1006(a)  also  states  that  the 
illustrative  NHS.  submitted  to  the  Congress 
in  February  1991.  "•  •  *  shall  serve  as  the 
basis  for  the  States  in  proposing  arterials  and 
highways  for  designation  to  such  system." 
Accordingly,  the  rural  and  urban  mileage 
totals  by  State  represented  by  the  150.000- 
mile  illustrative  NHS  will  be  used  as  the 
starting  point  for  developing  the  proposed 
NHS.  Rural  and  urban  mileage  targets  and 
related  instructions  for  use  by  the  States  in 
proposing  routes  for  the  NHS  are  included  in 
Attachments  1  through  6.  Two  copies  of  a 
map  depicting  the  rural  component  of  the 
illustrative  NHS  in  each  State  are  also 
attached. 

We  do  not  plan  to  conduct  NHS 
workshops;  however,  if  a  region,  or  multiple 
regions,  decide  to  schedule  a  workshop, 
Planning  and  Programmirig  BraiK:h  staff 
members  are  available  to  participate. 
Requests  for  technical  assistance  or 
participation  in  workshops  should  be 
directed  to  Mr.  Robert  A.  Gorman.  (202)  366- 
5001. 

Policy  questions  related  to  this 
memorandum  and  the  attached  instructions 
should  be  directed  to  Mr.  Richard  A.  Torbik, 
Chief,  Planning  Programs  Division  (202)  36&- 
0233  or  Mr.  Thomas  R.  Weeks,  Chief, 
Planning  and  Programming  Branch  on  (202) 
366-5002.  Technical  questions  should  be 
directed  to  Mr.  Gorman. 
E.  Dean  Carlson 
7  Attachments 

Attachment  1 — General  Approach  for 
Developing  the  Proposed  National  Highway 
System  and  Areas  of  Federal  Emphasis 

Section  1006  of  the  Intermodal  Surface 
Transportation  Assistance  Act  (ISTEA)  of 
1991  directs  the  Secretary  to  develop  a 
proposed  National  Highway  System  (NHS)  in 
cooperation  with  the  States  and  local 
officials.  This  section  establishes  a  limitation 
of  155,000  miles  for  the  proposed  NHS,  but 
the  Secretary  is  authorized  to  increase  or 
decrease  the  maximum  mileage  by  up  to  15 
percent.  The  broad  criteria  contained  in  the 
statement  of  purpose  and  the  required 
components  identified  in  Section  1006 
provide  the  principal  bases  for  developing 
the  proposed  NHS.  Section  1006  also 
specifies  that  the  routes  on  the  map 
illustrating  the  NHS  submitted  to  the 
Congress  in  February  1991,  will  serve  as  the 
basis  for  the  States  in  proposing  routes  for 
the  system.  The  proposed  NHS  must  be 
submitted  to  the  Congress  for  approval  not 
later  than  December  18, 1993.  No  funds  may 
be  apportioned  for  the  NHS  or  the  Interstate 
maintenance  program  after  September  30, 
1995,  unless  the  Congress  approves  a  law 
designating  the  NHS. 

B«:ause  of  the  national  significance  of  the 
NHS.  it  is  critical  that  the  Federal  Highway 
Administration  play  a  strong  role  in  its 
developing  the  proposed  NHS  in  cooperation 
with  the  States  and  local  officials. 
Accordingly,  the  instructions  for  developing 
the  proposed  NHS  emphasize  a  cooperative 
Federal/state/local  process. 


Purpose  {Objective}  of  the  NHS  (Section  J  006 
of  the  ISTEA) 

"Provide  an  interconnected  system  of 
principal  arterial  routes  which  will  serve 
major  population  centers,  international 
borider  crossings,  ports,  airports,  public 
transportation  tacilities,  and  other  intermodal 
transportation  fodlities  and  other  major 
travel  destinations;  meet  national  defense 
requirements;  and  serve  interstate  and 
interregional  travel." 

General  Approach 

The  instructions  contained  in  this  and 
related  attachments  are  intended  to  yield  a 
150.000-  to  155.000-mile  proposed  NHS; 
however,  the  final  mileage  may  vary.  Mileage 
targets  based  on  the  150,000-mile  illustrative 
NHS,  submitted  to  the  Congress  in  February 
1991,  will  serve  as  the  starting  point  for 
developing  the  proposed  NHS.  This  approach 
is  consistent  with  the  direction  provided  in 
Section  1006  that  the  illustrative  NHS 
■'•  •  •  serve  as  the  basis  for  the  States  in 
proposing  arterials  and  highways  for 
designation*  *  •"  Rural  and  urban  mileage 
targets  are  contained  in  Attachment  2.  All 
components  of  the  NHS  identified  in 
Attachments  3  and  4  must  be  satisfied  with 
the  mileage  targets;, however,  the  instructions 
provide  an  oppmrtunity  for  the  States  and 
metropolitan  planning  organizations  (MPOs) 
to  propose  routes,  within  certain  constraints, 
which  exceed  the  mileage  targets.  This 
approach  will  provide  needed  flexibility  to 
achieve  an  equitable  system  that  meets  the 
objectives  of  section  1006. 

Consistent  with  the  traditional  Federal/ 
State  relationship  in  administering  the 
Federal-aid  highway  program,  the  States  are 
expected  to  take  the  lead  in  working  with  the 
MPOs  and  other  local  officials  to  (1)  identify 
routes  for  the  proposed  NHS,  (2)  coordinate 
with  adjacent  States  to  achieve  an  integrated 
system  consistent  with  the  objectives  of  the 
NHS,  and  (3)  submit  all  required  products  to 
FHWA.  ' 

Because  of  the  December  18, 1993. 
deadline  established  by  the  ISTEA  for 
submitting  the  proposed  NHS  to  the 
Congress,  it  may  not  be  possible  to  fully 
integrate  this  effort  with  implementation  of 
the  statewide  transportation  planning 
requirements  of  23  U.S;€:  135.  Nevertheless, 
the  States  are  encouraged  to  work  within  the 
framework  of  the  requirements  of  23  U.S.C. 
135  to  develop  the  proposed  NHS.  To  the 
extent  practicable,  the  public  involvement 
processes  established  under  23  U.S.C  135 
should  be  utilized  during  the  development  of 
the  proposed  NHS. 

The  strategic  highway  network 
(STRAHNET)  and  major  STRAHNET 
connectors  are  required  components  of  the 
NHS.  Specific  instructions  regarding  these 
routes  are  included  in  Attachment  3.  These 
routes  must  be  included  as  a  part  of  the 
proposed  systems  submitted  by  the  States.  If 
a  State  believes  that  there  is  a  superior 
alternative  to  a  STRAHNET  corridor,  or  part 
of  a  corridor,  or  to  a  major  STRAHNET 
connector,  the  reason(s)  for  the 
recommended  change  must  be  provided. 
Proposed  changes  to  the  STRAHNET 
corridors  and  major  STRAHNET  connectors 
will  be  coordinated  by  the  Planning  and 
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jBnndiwiUitiwMaitwy 

Traffic  Man^ement  Comownd  (MTMC).  If 
the  MTUC  Md  PHWA  ooacur  with  th* 
propoMd  ciMi«i.  (ha  PIttiaIng  Md 
PragnmmliV  Bnach  wiU  aMk*  «ppropriato 
adjustaaote  to  the  propoMd  NHS  and  «dviM 
tha  aOiclad  StaMsMn  tha  avant  chaogaa 
occur  la  tha  opantioaal  ttatua  of  military 
instatlatiaas  aarrad  bjr  maior  STRAHNBT 
coonediM  duriag  tha  davalopmaot  of  tha 
NHS.  adiustmants  will  ba  mada  to  tha 
proposed  NHS  in  cooperatioa  with  the 
SUte*. 

AttachaMot  S  provide*  ipacific 
instiuDtloe*  ooverlag  a  variety  of  lamea  and 
special  caaa  afiscting  tha  davalopiiient  of  the 
propoaad  NHS.  Whaf*  appfopriata.  the  Slates 
Md  MFOi  an  auwcted  to  work  together  and 
with  dM  FHWA  field  offices  to  laaolva 
conflicts  aad  iasuaa  such  as  syatoaii 
coanactlvily.  parallel  routes  in  adjacant 
Stalee.e(c 

Fmieral  Emphasis 

It  wiU  be  aeoesasry  far  the  ragioos  and 
divistons  to  work  cloaely  with  the  States  and 
the  MPOa  during  the  deveiopinent  of  the 
proposed  system.  Specific  areas  of  Pedetal 
emphasis  are  ideotifled  and  discussed  below. 

•  Multt-Stato  corridars— Providing  an 


inteiooaaecna  sis—i  of  arterial  routes 
which  serve  maipt  population  centers  and 
intarslatoand  ItswegioDal  travel  is  a  maior 
obiectivo  »f  tha  NHS.  Each  Stale  (except 
Ataska.  Hawaii  Puerto  Rico)  wUl  need  to 
work  doaaly  with  adfaoent  States  to  achieve 
this  ob)ectiv&  Llkewriaa.  tha  ragions  and 
divisioiis  should  place  a  strong  emphasis  on 
multi-siato  oorridars  In  working  with  the 
Stalee  during  the  davaiopment  of  the 
propoeed  NHS.  This  area  will  alao  reoaive 
uiasldardbleawphasis  In  reviews  by  the 
Ottoe  of  Bnvlnmaient  and  Planning. 

•  Sisto  ooanectivity— As  with  imilti-stato 
conidars.  apechd  attention  must  be  given  to 
adilaviagaa  Inlegtated  system.  Each  State 
will  be  expected  to  «vwk  cloeely  with 
adjacent  Stadas  to  resolve  any  issues  afbctlng 
coonecttons  at  State  lines.  When  necawary. 
the  tegioaa  and  dhrisioos  should  work  with 
affected  fftstes  to  achieve  an  integrated 


•  Relatioasfalp  to  dw  Interstate  System— 
The  NHS  will  consist  of  the  moat  important 
principal  arterials  and  as  such  will  serve  a« 
an  exteosioo  of  the  hiterstate  System.  In 
some  cases  the  noninterstate  NHS  routes  will 
be  logical  additions  to  the  Interstate  System: 
therefore,  Statea  an  encouraged  to  propoee 
NHS  corridors  that  may  provide  logical 
future  additions  to  the  Interstate  System  and 
that  provide  service  between  existing 
Interstate  oorridors. 

•  Rural/urban  connectivity— The  piopoeed 
NHS  must  provide  far  system  connectivity 
between  nual  and  urban  areas  of  the  State: 
therefare  the  Slates  must  «rark  cloeely  «vith 
the  MFOs  divi^  dM  development  of  die 
system  to  enaura  system  continuity  ecrom 
ufhna  bouodariaa.  When  necaasary.  tha 
divisions  slMMld  work  with  die  Stalaa  aMi 
MPO  to  achieve  this  oMactiva. 

•  Rote  of  local  ofBdala  and  the  MPOs— 
Section  1006  of  dM  IST8A  provides  dial  ~tbe 
States,  la  mooeralton  with  local  and  regional 
officials,  shall  propoee  to  die  Secrstaijr 


I  aad  highways  for  dasigiiatioa  to  dw 
Nattoaal  Highway  System*  *  '."Tlite 
section  fufdMr  states  drat  "in  ufbaatead 
anM.  tha  hxal  officials  shall  act  through  die 
mstrapolitaa  planning  organiatioos 
dealymtod  far  such  araea  under  aactioa  134 
*  *  •."  Clearly,  the  CongraMbileiids  far 
local  oOUala  to  ba  actively  hivolved  la 
IdeatUyicv  propoeed  routes  far  die  NHS. 
Acconiii^y.  die  Stales  must  seek,  aooounga 
and  provide  opportunities  far  the  cooperative 
in  vulvament  of  die  MPOs  and  other  local 
officials.  io4:hM*'"g  representatives  from 
afiectad  Indian  tribal  gavemments  and  land 
o%vning  Federal  agBocies.  In  this  procssa.  The 
regions  and  divisions  should  be  particulariy 
aware  of  this  requirement  aad  assist  the 
States,  where  appropriate,  in  esteblishlng  a 
process  to  obtain  the  cooperation  of  local 
fffBT^lf  in  developing  the  propoeed  system. 
•  High  priority  corridors— Section  llOS  of 
die  ISTBA  IdenUfies  21  "high  priority 
corridors'*  for  inclusion  in  the  NHS. 
Although  section  1005  specifies  that  the  high 
priority  conidon  must  be  Included  in  the 
proposed  NHS.  affected  SUtes  may  have 
concerns  about  Including  certain  corridors. 
The  States  should  be  asked  to  take  a  hard 
look  at  the  high  priority  corridors  and  advise 
the  PHWA  If  any  are  not  logical  or 
appropriate  as  NHS  routes.  If  high  priority 
corridon  teck  State  support  for  inclusion  in 
tiw  proposed  NHS  and  PHWA  agrees,  a 
recomrnendation  will  be  included  in  the 
report  to  the  Congress  that  the  corhdocfs)  not 
be  included  in  the  final  NHS.  The  regions 
and  divisions  are  asked  to  work  cloaely  wUh 
the  States  in  looking  at  these  corridors, 
particularly  those  which  involve  more  than 
one  State. 


Altsrhmsiit  a    NaHaaal  Highway  System 
MllaiyTanate 

Cposiatant  with  Uie  directioh  provided  in 
section  1006  that  routes  on  Uie  illustradva 

National  Highway  System  (NHS) 

serve  as  thebasis  for  Uie  States  in  proposing 
artarials  and  highways  lor  designation 
*  *  *".  each  State  is  provided  an  urban  and 
a  rural  mileage  target  based  on  the  150.000- 
mile  Illustrative  NHS  submitted  to  the 
Coi^ress  In  February  1991.  These  mileage 
targets  are  listed  In  Table  1.  Because  of 
changes  in  urban  area  boundaries  and  the 
need  for  Qexibllity  to  develop  the  proposed 
NHS,  Slates  are  permitted  to  transrer  up  to 
15  percent  of  the  rural  mileage  to  the  urban 
category  without  FHWA  approval.  Likewise, 
the  States  and  metropolitan  planning 
organizations  acting  cooperatively  may 
transfer  IS  percent  of  the  urban  mileage  to 
the  rural  category  without  FHWA  approval 
If  a  State  desires  to  transfer  more  than  IS 
percent  of  the  miteege  from  urban  to  rural  or 
vice  versa,  the  transfer  must  be  approved  by 
PHWA  (Headquarten). 

Although  the  States  are  required  to  use  the 
urban  mileage  in  urban  areas  (except  as 
provided  shovel.  H  Is  not  necessary  that  each 
urban  or  larbanlaad  area  receive  the  same 
relative  ahara  of  die  mileage.  The  relative 
sharo  of  mileage  la  each  urban  area  la 
expected  to  vwy  due  to  differencea  in  size 
aad  ooaflgiiratiott. 

Tha  mileage  togete  provide  a  starting  point 
for  developing  the  propoeed  NHS.  The 


PHWA  anlidpatas  dial  some  Stales  %vill 
propom  a  sjrstem  that  is  smaller  than  the 
combined  mileage  target  (rural  plus  urban) 
while  other  States  will  propose  a  system  diat 
is  Iwger  than  the  combined  mileage  target 
The  PHWA  feels  that  U  Important  to 
maintain  a  national  perspective  on  the 
overall  Sim  of  the  syalam;  therefore.  FHWA 
(Headquarten)  will  make  the  final 
determination,  after  cooatdtation  with 
affiBCted  States,  on  proposed  routes  that 
exceed  the  mileage  taioets.  Attachment  4 
provides  instructions  for  justifying  propoeed 
routes  that  exceed  the  mileage  targets. 

AttadimenI  3 — Required  National  Highway 
System  Compoaento 

The  following  are  required  components  of 
the  National  H^way  System  (NHS): 

•  Insleretate  routes.  All  Interstate  routes 
including  routes  designated  under  23  \iS.C 
139(a)  and  139(c)  shall  be  included.  Future 
additions  as  to  the  Interstate  System 
appraved  under  23  U.S.a  139(b)  should  also 
be  included. 

•  STKAHNET  routes.  Section  1006  of  the 
ISTHA  lists  the  strategic  high%vay  network 
(STRAHNET)  as  one  of  the  components  of  ^ 
Uie  NHS.  All  STRAHNET  routes  contained  in  . 
the  Military  Traffic  Management  Command 
(MTMC)  report.  Strategic  Highway  Corridor 
Network.  MTMC  Report  SE  89-4b-27. 
)anuary  1991  should  be  included:  unless 
revisions  are  approved  by  HEP-12. 

•  Major  STRAHNET  Connectors.  Section 
1006  of  the  ISTEA  also  specifies  major 
strategic  highway  connectors  as  a  component 
of  the  NHS.  Major  STRAHNET  connector 
routes  are  listed  in  the  MTMC  report. 
STRAHNET  Connector  Adas,  MTMCTEA 
Report  SB  89-«b-«9.  September  1991.  Major 
STRAHNET  connectors  are  those  providing 
connections  to  priority  1  and  2  installations. 
(Note:  Two  priority  3  installations— the 
Savanna  Army  Depot,  Illinois  and  the  Iowa 
Army  Ammunition  Plant.  Iowa — have 
recently  been  upgraded  to  priority  2  and 
should  alw  be  included.)  If  mora  than  one 
connection  is  identified,  route  A  should  be 
included,  other  routes  may  be  included.  Both 
routes  A  and  8  should  be  included  for  Port 
Stewart.  Georgia  and  Fort  Drum,  New  York. 
Any  devtetions  or  revisions  must  be 
approved  by  the  Planning  and  Programming 
Branch  (HSP-12).  (Some  priority  1  and  2 
installations  may  be  scheduled  for  closing  by 
the  Department  of  Defense.  If  these  bases  are 
actually  doled,  some  foture  adjustments  to 
the  proposed  NHS  may  be  necessary.) 

Note:  Althou^  there  has  been 
considerable  effort  to  establish  and  adjust  the 
STRAHNET  routes  and  the  STRAHNET 
connecton  in  cooperation  with  MTMC, 
further  refinements  may  be  warranted.  If  a 
more  suitable  route  exists  that  serves  the 
same  corridor,  HEP-12  will  work  with  the 
MTMC  in  evaluating  such  proposals. 
However,  until  changes  are  approved  by 
FHWA  aad  MTMC.  the  existing  routes  shall 
be  included. 

•  Congrenlonal  High  Priority  Routes. 
These  routes  are  listed  in  Section  llOS  of  the 
ISTBA.  Tha  folkming  list  is  provided  to 
clarify  any  ambiguities  ooooeraing  the 
alignmanto  of  theae  routes: 

1.  North-South  corridor  from  Kansas  Qty. 
Missouri  to  Shreveport  Louisiana.  This  route 
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basically  follows  UmUS  71  route  alignmmt. 
Refer  to  Section  1105(f)  3, 14. 15, 21. 

2.  Avenue  of  the  Saints,  St.  Louis,  Missouri 
to  SI.  Paul,  Minnesota.  The  Coiridor  B 
alignment  is  the  preferred  route. 

3.  East-West  Transamerica  Cbrridor.  A 
feasibility  study  for  this  corridor  authorized 
by  the  FY  1991  Department  of  Transportation 
Appropriations  Act  and  Section  1105(f)  is 
underway.  No  ahgnment  will  be  specified 
until  that  study  is  complete. 

4.  Hoosier  Heartland  Industrial  Corridor. 
This  route  follows  In  25  and  US  24  from 
Lafcyette,  Indiana  to  Ft  Wayne,  Indiana,  then 
US  24  from  Ft.  Wayne,  Indiana  to  Toledo, 
Ohio. 

5. 1-73/74  North-South  Corridor  from 
Charleston,  South  Carolina  through  Winston- 
Salem.  North  Carolina  to  Portsmouth,  Ohio  to 
Qncinnati,  Ohio  and  Detroit  Michigan.  This 
route  connects  Detroit,  Michigan;  Toledo, 
Ohio;  Columbus,  Ohio;  Portsmouth.  Ohio  (a 
separate  leg  connects  Cincinnati,  Ohio  to 
Portsmouth,  Ohio).  From  Portsmouth  Ohio, 
the  route  generally  follows  US  52  to 
Bluefield,  West  Virginia.  Then  the  route 
proceeds  in  a  south^t  direction  (west  of 
Roanoke,  Virginia  and  west  of  Fayetteville, 
North  Carolina)  to  Myrtle  Beach,  South 
Carolina  and  then  to  Charleston,  South 
Carolina.  Also,  refer  to  the  three  high  priority 
segments  of  this  corridor  in  West  Virginia 
listed  in  Section  1105(f),  numbers  10-12. 

6.  US  80  from  Meridian,  Mississippi  to 
Savannah,  Georgia.  This  route  follows  US  85 
from  Meridian,  Mississippi  to  Montgomery, 
Alabama.  East  of  Montgomery,  it  follows  I- 
85  and  US  80  and  GA  96  to  Macon,  Georgia. 
East  of  Macon,  it  follows  1-16  to  Savannah, 
Georgia. 

7.  East- West  Corridor  from  Memphis, 
Tennessee  through  Huntsville,  Alabama  to 
Atlanta,  Georgia  and  Chattanooga,  Tennessee. 
Section  1105(f)  lists  a  high  priority  segment 
along  US  72.  This  route  follows  US  72  from 
Memphis,  Tennessee  to  Lelghton,  Alabama; 
US  Alt  72  from  Leighton,  Alabama  to 
Huntsville.  Alabama  (including  1-565).  The 
route  forks  at  Huntsville,  Alabama  with  one 
leg  going  to  Chattanooga,  Tennessee  via  US 
72  and  the  other  to  Atlanta,  Georgia  via  AL 
35  from  Scottsboro,  Alabama  to  Cedar  Bluff. 
Alabama;  AL  9  from  Cedar  Bluff,  Alabama  to 
the  Alabama-Georgia  state  line;  GA  20  to 
Rome.  Geoi;gia  and  1-75  to  Atlanta,  Georgia. 

8.  Highway  412  East-West  Corridor  from 
Tulsa.  Oklahoma  through  Arkansas  along  US 
62/63/65  to  Nashville,  Tennessee.  Refer  to 
Section  1105(f).  numbers  4,  5,  and  29. 

9.  US  route  220  and  the  Appalachian 
Thruway  Corridor  from  Business  220  in 
Bedford,  Pennsylvania  to  the  vicinity  of 
Coming,  New  York.  Refer  to  Section  1105(f), 
numbers  1  and  6. 

10.  Appalachian  Regional  Corridor  X. 

11.  Appalachian  Regional  Corridor  V. 

12.  US  route  25E  corridor  from  Corbin, 
Kentucky  to  Morristown,  Tennessee  via 
Cumberland  Gap  including  a  portion  of  route 
58  in  Virginia  which  lies  within  the 
Cumberland  Gap  Historical  Park. 

13.  Raleigh-Norfolk  Corridor.  Refer  to 
Section  1105(f),  number  13. 

14.  Heartland  Expressway  from  Denver, 
Colorado  through  Scottsbluff,  Nebraska  to 
Rapid  City,  South  Dakota.  1-76  from  Denver, 


Colmado  to  1-90  naar  Rapid  Qty.  South 
Dakota.  Alignment  to  be  determined, 
although  potentially  through  Fort  Moigan, 
Colorado;  the  Nebraska  panhandle  dties  of 
Kimball,  Scottsbluff-Gering.  Alliance, 
Chadron;  and  north  into  South  Dakota, 
skirting  the  Black  Hills  to  the  east  and 
terminating  at  1-90.  Also,  refer  to  feasibility 
^  study  authorized  by  Section  110S(f).  number 
7. 

15.  Urban  Highway  Corridor  M-59  in 
Michigan.  Follows  M-59  from  1-94  to  1-96. 

16.  Economic  Lifeline  Coiridor  along  MS 
and  1-40  in  California,  Arizona,  and  Nevada. 
Refer  to  Section  1105(f).  number  20. 

17.  Route  29  corridor  frttan  Greensboro, 
North  Carolina  to  the  District  of  Columbia. 

18.  Corridor  from  Indianapolis,  Indiana  to 
Memphis,  Tennessee  through  Evansville, 
Indiana.  Refer  to  Section  1105(f),  number  26. 

19.  US  395  from  Canadian  border  to  Reno, 
Nevada. 

20.  US  59  from  Laredo,  Texas  through 
Houston,  Texas  to  vicinity  of  Texarkana, 
Texas. 

21.  US  219  from  Buffalo,  New  York  to 
intersection  of  US  17  in  vicinity  of 
Salamanca,  New  York. 

•  Other  corridors:  US  219  from  1-68  in 
Maryland  to  Buffalo,  New  York.  This  corridor 
is  specified  in  Section  1069  of  the  Intermodal 
Surface  Transj)ortation  Efficiency  Act  of 
1991. 

Attachment  4— Other  National  Highway 
System  Components 

Attachment  3  describes  the  required 
elements  of  the  National  Highway  System 
(NHS),  i.e..  Interstate,  strategic  highway 
network  (STRAHNET),  major  STRAHNET 
connectors  and  high  priority  corridors. 
Additional  routes  are  required  to  provide 
access  between  the  NHS  and  major  ports, 
airports,  public  transportation  facilities,  aild 
other  intermodal  transportation  facilities,  and 
to  adequately  serve  interstate  and 
interregional  travel.  A  process  approach  will 
be  used  to  identify  the  additional  routes 
required  to  complete  the  proposed  NHS.  In 
other  words,  specific  criteria  will  not  be 
provided  by  the  FHWA  on  which  ports, 
airports,  etc..  must  be  served  and  the  level  of 
access  that  must  be  provided.  The  FHWA  has 
determined  that  these  criteria  can  best  be 
addressed  by  the  States  in  cooperation  with 
the  metropolitan  planning  organizations 
(MPOs),  the  port  and  airport  authorities,  or 
other  public  organizations  and  agencies 
involved  with  public  transportation  fodlities 
and'intermodal  transportation  facilities. 

Access  Befween  the  SHS  and  Major  Ports, 
Airports,  Public  Transportation  Facilities  or 
Intermodal  Transportation  Facilities 

Improved  intermodal  connectivity  is  a 
major  objective  of  the  NHS,  and  this  area 
should  be  given  special  attention  in 
identifying  the  proposed  NHS.  The  States  are 
expected  to  work  closely  with  the  MPOs  and 
other  affected  agencies  to  identify  which 
intermodal  terminals  and  facilities  should  be 
served  by  the  NHS  and  the  level  of  access 
that  is  needed  to  meet  the  objectives  of  the 
NHS 


Internationa}  Border  Crossings 

As  with  access  to  major  ports,  airports,  etc., 
specific  criteria  will  not  be  provided.  The 
appropriate  States  should  evaluate  the 
relative  importance  of  all  border  crossings  to 
international  travel  and  commerce  in 
deciding  which  should  be  served  by  the 
proposed  NHS.  As  a  rule  of  thumb,  only 
border  crossings  that  an  open  24  hours  and 
allow  access  to  commercial  travel  should  be 
considered.  Coordination  with  adjacent 
States  may  be  necessary  to  ensure  that 
spacing  between  routes  serving  international 
border  crossings  is  consistent  with  the 
objectives  of  the  NHS. 

Other  Rural  and  Urban  Prutcipal  Arterials  - 

Nationally,  the  required  components  of  the 
NHS  (i.e.,  Interstate  System,  STRAHNET, 
major  STRAHNET  connectors,  and  high 
priority  corridors  and  routes  providing  access 
to  major  ports,  airports,  public  transportation 
fecilities  and  intermodal  transportation 
focilities)  are  expected  to  account  for  75,000 
to  80,000  miles  of  the  proposed  NHS.  The 
remaining  routes— 70,000  to  75,000  miles- 
must  be  comprised  of  routes  functionally 
classified  as  rural  and  urban  principal 
arterials.  The  States  and  MPOs  have  the 
flexibility  to  propose  routes  for  the  system 
within  the  remaining  mileage  that  are 
consistent  with  the  objectives  of  the  NHS  and 
that  are  responsive  to  the  areas  of  Federal 
emphasis  identified  in  Attachment  1. 
Consideration  should  also  be  given  to 
principal  arterial  routes  on  the  National 
Network  for  trucks  and  those  that  provide 
service  to  major  travel  generators  such  as 
National  Paris,  commercial  recreation 
facilities,  resorts,  eta 

States  may  propose  routes  which  exceed 
the  mileage  targets  contained  in  Attachment 
2;  however,  sufficient  justification  must  be 
provided  to  permit  FHWA  to  evaluate  the 
relative  importance  of  the  routes  and  whether 
they  meet  the  objectives  of  the  NHS.  The 
mileage  for  these  routes  should  not  exceed  15 
percent  of  the  total  mileage  target  for  the 
State.  At  a  minimum,  the  following 
.  information  should  be  provided: 

1.  Relationship  of  route(s)  to  adopted  plans 
such  as  trunk  highway  system,  arterial 
highway  plan,  long-range  system  plan,  etc. 

2.  Amount  of  commercial  vehicle  travel. 

3.  Importance  to  State  economic 
development  plans  and  programs. 

4.  Importance  to  regional  or  interstate 
travel  and  relationship  to  routes  in  adjacent 
States  to  form  multi-state  corridors. 

5.  Relative  priorify  of  routes  if  more  than 
one  route  is  identified. 

The  FHWA  %vill  evaluate  the  information 
submitted  by  the  States  and,  in  consultation 
with  the  affected  States,  determine  which 
routes  meet  the  purpose  and  objectives  of  the 
NHS. 

Attachment  5-— Special  Instructions 

The  following  special  instructions  are 
provided  to  address  a  variety  of  issues 
that  may  arise  during  the  development 
of  the  proposed  National  Highway 
System  (NHS): 

1.  Toll  Roads— States  are  strongly 
encouraged  to  identify  all  major  toll 
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roads  for  th«  propoMd  NHS  •m  if  thoy 
do  not  iatflod  to  um  NHS  funds  for 
improveoMats  to  the  routs*.  If  ina)or  toU 
roads  ara  not  Included.  •  ri^aificuit 
portion  of  die  principal  arterial  mileage 
in  a  State  could  be  excluded  from  the 
NHS.  and  it  may  be  difficult  to  achieve 
a  continuoua  interconnected  system. 
Tbe  Statae  are  leminded  that  NHS  funds 
may  be  uaed  Cor  impravements  on  toll 
Cadlitiea;  however,  if  diey  do  not  use 
the  hinds  in  this  menner.  the  funds  may 
be  used  OB  odter  NHS  routes  or 
transferred  to  the  STP  program. 

2.  Raglonel  OIBcea  ahould  monitor 
the  developaiaat  of  dM  proposed  NHS 
to  ensure  that  therejs  cloae 
coordination  amool  States,  particularly 
for  rottles  that  croas  Slate  bmindaries.  If 
ad|aoent  Slates  Identify  parallel  routes 
in  the  same  corridor.  FHWA  expects  the 
affected  States  to  taaikB  every  effort  to 
decide  oo  a  single  route  for  the  corridor. 
For  uffaeniaed  areas  that  extend  across 
State  linoa.  doee  coordination  among 
the  Stalae  and  local  fuiiadictions 
invohred  will  be  required  to  insure  that 
all  proposed  NHS  routes  connect  across 
jurisdictloiial  lines.  In  the  absence  of 
agreement  among  States  or  between  a 
State  and  an  MPO  over  whi<:h  route 
should  be  included.  FHWA  will  make 
the  final  determination. 

3.  Propoeed  NHS  routes  in  urban  and 
rural  areas  should  ooonsct  writh  ssch 
other  and  provide  a  continuous 
interconnected  system.  However,  there 
may  be  Instances  where  a  route  swves 
a  ma)or  travel  generator  and  a  stub 
coniiection  cannot  be  avoided. 

4.  If  parkways  are  identified  for  the 
NHS  and  trucks  are  excluded  from  the 
parkways,  one  parallel  batata 
accommodate  trucks  may  be  included 
without  the  Slate  having  to  count  that 
additional  mileage  against  its  mileage 
target  If  the  paribaray  is  under  the 
iurisdiction  of  the  National  Park 
Service.  It  should  be  consulted  tbouk 
the  inctusioa  of  parkway  on  tlie  NHS. 

5.  If  a  route  is  functiooally  classified 
as  a  principal  arterial  end  included  in 

a  short-ranoe  program  (5-6  years)  it  may 
be  included  on  the  NHS  even  though 
the  route  is  not  jret  constructed  or  open 
to  traffic. 


6.  States  should  be  encouraged  to  take 
a  long-term,  system  perspective  in 
identifjing  routes  for  the  NHS.  The 
functional  classification  should  not  be 
distorted  so  that  1ms  important  routes 
could  become  eligible  for  inclusion  on 
the  NHS.  States  are  encouraged  to 
identify  all  important  routes  that  meet 
the  objectives  of  the  NHS  even  if  some 
are  currently  in  good  condition  and  may 
not  need  iau>rovements  in  the 
foresoeeble  mture. 

7.  The  milsaga  far  a  propoeed  NHS 
route  that  passes  through  Federal  lands 
must  be  counted  against  tiie  State's 
mileege  target  if  the  route  is  uiuler  State 
jurisdiction.  If  the  route  is  under  the 
jurisdiction  of  a  Federal  agency,  the 
mileege  will  not  be  counteid  against  the 
State's  mileege  target.  The  Federal 
agency  having  jurisdiction  over  the 
route,  must  be  consulted  about 
including  the  route  on  the  proposed 
NHS. 

8.  Ferry  boat  routes  may  be 
considered  part  of  the  NHS  if  they 
provide  logical  connections  with  other 
NHS  routes.  The  ferry  route  mileage  will 
not  count  against  the  State's  mileege 
target. 

9.  Mileage  for  one-way  pairs  should 
onlv  be  counted  once.  Vm  mileage  for 
both  routes  should  be  added  and  then 
divided  by  2  for  reporting  the  mileage. 

la  The  Territories  are  not  required  to 
develop  an  NHS. 

11.  The  illustrative  NHS  contains 
numerous  stubs  that  were  included  in 
an  attempt  to  provide  service  to  all 
urban  areas  greater  than  10.000 
population  ^Lccess  Amerioa).  Since 
Access  America  is  not  a  specific  criteria 
for  developing  the  propoMd  NHS.  these 
stub  connections  should  be  reevaluated 
to  determine  whether  they  would  make 
logical  extensions  of  the  NHS. 

Attachment »— Schedule  and  Products 

Scfcerfule 

The  proposed  National  Highway 
System  should  be  submitted  by  the 
States  to  the  FHWA  division  offices  by 
April  30. 1993.  After  apprc^riate 
reviews  by  the  divisions  and  regions, 
the  propoaad  NHS  far  each  Stale  should 
be  fonMrdad  to  the  Planning  and 
Programming  Branch  (JHEP-lli  by  June 


30. 1993.  or  sooner  if  poesible.  The 
proposed  NHS  must  be  submitted  to  the 
Congress  by  December  18. 1993. 

Products 

In  order  to  ensure  ixsasistency  in 
interpreting  the  results  among  States. 
uniform  conventions  have  been 
established.  The  States  are  asked  to 
adhere  to  these  conventi<ms  in 
preparing  the  required  products.  States 
should  submit  3  copies  of  a  map  . 
depicting  the  proposed  NHS  in  rural 
and  urban  areas  to  the  FHWA  division 
office.  Inserts  or  separate  maps  for  all 
urbanized  areas  should  be  included. 
The  scale  for  the  urbanized  inserts 
should  not  be  less  than  1":  100.000". 
The  following  conventions  should  be 
adhered  to: 

1.  Adjusted  Census  urban  boundary  or 
Census  designated  boundary— Black 
solid  line 

2.  Interstate  highways— Blue  solid 
line 

3.  STRAHNET  routee— &een  solid 
line  

4.  Major  STRAHNET  Connectors- 
Purple  solid  line 

5.  Congressional  high  priority 
corridors— Orange  solid  line 

6.  Other  principal  arterial  routes— Red 
solid  line 

(All  future  routes  should  be  depicted 
with  the  appropriate  color  but  ^ould  be 
shown  as  dashed  lines.) 

Symbols  will  be  used  to  represent 
major  airports,  seaports,  etc  The 
foUowiitg  convention  should  be  used: 

1.  Major  Airport— A 

2.  Major  Seeport  (River  &  Lake 
Ports>-P 

3.  Other  Major  Intermodal  Terminal 

T 

4.  Major  International  Border 
Crossings — B 

5.  Military  faistallation»-M 
The  States  are  also  requested  to 

provide  a  list  of  all  proposed  NHS 
routes.  This  list  should  include  the 
route  number,  total  length,  urban  length, 
and  a  brief  dMcription.  The  list  dunud 
basically  follow  a  Cormat  similar  to  the 
former  Federal-aid  Primary  list 
contained  hi  23  CFR  part  470.  appendix 
B.  See  example  below. 
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Appb«xx  B.— Prmmrv  Feogral-Ao  System 

fSlMKA^ihal 


Route  No. 

Route  desolpOon  end  tarniM 

OauMy 

Mtaga' 

Fed. 

SMeortMK 

Rurel 

Utoan- 
Ized 

Snal 

MUM 

Totol 

1  

sjn.  1 .. 

Cit-andSWe 
RoaiaB2.2e.3. 
iaand24. 

Sit  3. 1.70  and 
toeetfowL 

From  me  CaM>inia-N««da  Stale  «ne  aouthieaet  of  Venf  via  nana, 
Famiaik  LOMlock,  wnnnemucoa.  Baiaa  MoMttki.  Bko.  and  WMa  to 
ew  Navada-Ulah  State  Hne  at  Wtandmar.  UMi.  ««h  a  apur  Irem 
MP  nouia  1  amilheity  along  17«i  SL  la  FAS  Aouto  706  (QIandBle 
m.)lnSpaita.  Approved  Jan.  1. 1964.  mutaad  Dec.  7,  ISM. 

eon  CRy,  Dayton.  LeetevMe.  Gallon.  Austla  Euraka.  and  Ely  to  a 
lincMn  nMi  FA  Route  1  near  Wendower.  Uttfi.  AppiOMd  Jan.  1. 
1964.  cavlaad  July  27. 1967. 

Frem  the  C«Moinh4«evailB  Stota  ma  at  Topaz  take  via  Mndan  to  a 
point  on  FA  Wouto  2  aoutfi  o<  C«w«  <»f  *<■  »■«> »  —  W»wdP- 
CiMofnIa  SMto  Ina  nodfMvast  ol  Rano^  wrilh  a  apw  to  nana  Iran 
FAM  Rawto  3  «to  Eaat  Ptaab  tana  to  «w  Reno  Munich  Aupon 
^^pnwdJaa  1. 1964.  revised  Aug.  2S,  196$. 

Waihoa .— _..». 

Storey 

414 

.2 

tta 

27.7 
7SjO 
61.3 
264 
264 
131J 

S4 

3.2 

464 

4 
164 

Ctoacha 

Panhkig 

mRBoni „.«.._ 

Eureka 

Eto 

root 

27.7 
754 
614 
264 
264 
1344 

4064 

64 

34 

41S.1 

2  .. 

CtwrctM 

PO^Wjif ,«.««,«„, 

Eko ^... 

Eureka -. 

Under . — 

lyon ... 

Ormsby 

«(WtoPine 

Total _ 

1044 
154 
S34 
47.4 
594 
354 
144 

132.7 

24 

1044 
154 
532 
474 
864 
SS4 
164 

132J 

462.1 

2.0 

464.1 

3  ... 

Douglas „. — 

Om«i>y 

34.1 

34 

344 

64 

94 

34.1 

44 

41.1 

Total L 

71.7 

64 

•4 

794 

'  For  <««•  M»N«M  Ma  er 


I  MpaiWIy  tor  Men  cotMy.  Staur  gone  loM  tor  «w 


ontoM 


Attachment  7  is  not  available  for 

publication. 

MEMORANDUM 


Date:  June  S.  1992. 

Reply  to  Attn,  ofc  HEP-32. 

Subject:  Irrforwation:  Transportation 

Enhancensent  Activities. 
From:  Associate  Administrator  for  Program 

Development 
To:  Regional  Federal  Higliwajr 

Administrators.  Fedaial  Lands  Highway 

Program  Administrator. 

Qur  April  24  memorandum  on  this  siifa(ecl 
had  an  error  which  we  would  like  to  conect 
The  third  sentence  on  page  4  sbould  read: 

In  additioo.  10  percent  of  faalf  of  the  funds 
provided  as  (1)  relmbursemeots  for  the 
segments  of  the  Interstate  System  constructed 
writhout  Federal  assistance  under  23  VSJC 
160  and  (2)  apportionment  adjustments  made 
pursuant  to  suosactioas  101S(aHc)  of  ISTCA 
are  avalUble  only  for  transportation 
enhancement  activities. 

As  onginally  wrritten,  this  sentence  did  not 
reflect  ttiat  ooly  half  of  the  binds  in  the 
categories  mentioned  are  subject  to  the  10 
percent  requirement 
AnAieny  R.  Kane 

MEMORANDUM 


Date:  April  24, 1S92. 

Reply  to  Alta.  o£  IIEP-^2. 

Subject  TiaaqMMtatioii  Ebhanoemeat 

Activities. 
From:  Associate  Administtatar  ior  Pragrton 

DevalopaaenL 


To:  Regional  Federal  Highway 

Administrators  Federal  Lands  Highway 

Program  Administrator. 

Section  1007(a)  of  daa  ISTEA.  addii«  23 
U.S.a  133(d)(2).  requires  that  10  peroeiat  of 
the  new  Sur&ce  Transportation  Program 
funds  only  be  available  for  traospoitttian 
enhancement  activities.  Section  1007(c), 
amending  23  U.S.Q  101(a].  defines 
transportation  enhancement  activities. 
Section  1024.  amendiog  23  U.S.C  134(0(5). 
specifies  that  the  programmiog  of 
transportation  enhancement  activities  is  a 
factor  to  be  considered  in  the  development  of 
metropolitan  transportation  plans  and 
programs.  Section  1025.  adding  23  U.S.C 
135,  specifies  that  the  statewide 
transportation  improvement  prograii!  shall 
reflect  the  priorities  for  programming  and 
expenditure  of  funds,  including 
transportation  enhancements.  This 
memorandum  provides  interim  guidance 
concerning  the  interpretation  of  these 
provisions. 

Qualifying  Activities 

Several  field  ofiioes  have  asiced  wtuttier 
the  Ust  of  aotivitiea  in  section  1007(c)  is 
exclusive  or  illustrative.  It  is  exclusive.  Only 
those  activities  listed  io  section  1007(c)  are  ^ 
eligible  to  be  accounted  for  as  transportatkMi 
enhancement  acdvitiea.  They  are: 
'   1.  Provision  of  iadlities  far  pedestrians  and 
tticycles. 

2.  Acquisitioo  of  scenic  easemmits  aad 
scenic  or  historic  sites. 

3.  Scenic  or  historic  highway  pragraau. 

4.  Landscaping  and  other  aoanic 
beautificatkin. 

5.  Histotte  preservation. 


6.  Rehabilitation  and  operation  of  historic 
traospoitatioa  buildings,  structures,  or 
bcilities  (iadudiog  historic  railroad  facilities 
andcanab). 

7.  Preservation  of  abandoned  railway 
corridors  (including  the  onovanian  and  use 
thereof  for  pedestrian  or  bicycle  trails). 

6.  Control  and  lemoml  of  outdoor 
adveitisiRg. 

9.  Archaaohgical  planning  and  research. 

10.  Mitigation  of  water  pollution  due  to 
highway  runoff. 

Many  projects  are  a  mix  of  elements,  aome 
on  the  list  and  soaae  oot.  Those  project 
elements  which  are  on  the  list  may  be 
counted  as  txanspoftatioo  enhaooaawnt 
activities.  For  example,  a  rest  area  mi^ 
include  a  historic  site  purchased  and 
developed  as  an  interpretive  site  illustrating 
local  history.  The  histiodc  site  purchase  and 
development  would  qualify  as  a 
transpiMtation  enhancement  activity. 

Activities  which  are  not  explicitly  on  die 
list  might  qualify  if  they  are  an  integral  part 
of  a  lafgar  qualifying  activity.  For  eKampla, 
if  the  rehabilitation  of  a  historic  railroad 
station  required  the  constrvctioo  of  new 
drainage  fiaciiities.  tlte  entire  project  could  be 
considered  a  Iraiuportation  enhancement 
activity.  Similarly,  environmental  analysis, 
project  planning,  design,  land  acquisition, 
and  construction  activities  necessary  for 
implemanting  qualifying  transportation 
enhancement  adivitiaa  am  aligiUe  far 
fanding  and  may  be  oountad  toward  tiw  10 
percent  reqairameat 


144 


F«deral  Register  /  Vol.  58.  No.  1  /  Monday,  January  4,  1993  /  Notices 


Transportation  Enhancement  antt 
Environmental  Mitigation 

The  Congnss  indu<kd  the  language  on 
transportation  enhancanianta  as  a  means  of 
stimulating  additional  efforts  in  the  activities 
listed.  Enhancement  measures  in  the 
activities  listed  that  go  beyond  what  is 
customarily  provided  as  environmental 
mitigation  can  be  considered  as 
transportation  enhancement.  States  may  not 
use  transportation  enhancement  funds  to 
finance  normal  environmental  mitigation 
work.  We  realize  that  the  process  of 
determining  which  activities  will  be 
considered  as  normal  mitigation  and  which 
will  be  accounted  for  as  transportation 
enhancement  activities  will  be  difficult 
Initially,  it  will  require  dose  coordination 
between  the  State  DOTs  and  their  FHWA 
[Mvision  OfTices  on  a  case-by-case  basis. 

Project  Linkage 

The  definition  of  transportation 
enhancement  activities  includes  the  phrase, 
"with  respect  to  any  project  or  the  area 
served  by  the  project."  Given  its  overall 
context,  we  interpret  this  phrase  to  mean  that 
the  proposed  transportation  enhancement 
activity  must  have  a  direct  relationship  to  the 
intermodal  transportation  system,  but  not 
necessarily  to  a  currently  planned  highway 
project.  This  relationship  may  be  one  of 
function,  proximity,  or  impact.  For  example, 
an  independent  bike  path  is  a  functional 
component  of  the  intermodal  transportation 
system.  Removal  of  outdoor  advertising  in 
the  viewshed  of  a  highway  is  justified  in  light 
of  its  proximity.  Retrofitting  an  existing 
highway  by  creating  a  wetland  to  filter  runoff 
from  the  highway  would  qualify  based  on  the 
impact  of  the  hi^way  in  terms  of  water 
pollution. 

Once  a  relationship  to  the  intermodal 
transportation  system  is  established, 
transportation  enhancement  activities  can  be 
implemented  in  a  variety  of  ways.  They  can 
be  developed  as  parts  of  larger  transportation 
projects,  as  parts  of  larger  joint  development 
projects,  or  as  stand-alone  projects. 

Planning  Process 

The  metropolitan  and  Statewide  planning 
processes  should  occupy  a  central  role  in  the 
identification,  planning,  and  funding  of 
transportation  enhancement  activities.  In 
particular,  the  planning  processes  are  the 
appropriate  mechanisms  for  determining 
funding  priorities  from  among  competing 
transportation  enhancement  activities, 
including  those  which  are  not  part  of  larger 
transportation  projects.  FHWA  field  offices 
should  strongly  encourage  the  States  and 
metropolitan  planning  organizations  (MPOs) 
to  seek  nut  and  fully  integrate  transportation 
enhancement  activities  into  both  their  plan 
development  and  programming  processes.  To 
be  funded,  transportation  enhancement 
activities  must  be  included  in  the  appropriate 
metropolitan  and  statewide  transportation 
improvement  programs. 

Given  the  widespread  public  interest  in 
transportation  enhancement  activities,  they 
should  be  highlighted  in  public  involvement 
activities  implemented  under  the  new 
metropolitan  and  statewide  planning 
requirements.  Procedures  for  planning. 


programming  and  developing  transportation 
enhancement  activities  are  of  special  interest 
to  public  interest  org^oiiatiooj  and  members 
of  the  general  public. 

Project  Development 

Building  on  the  work  done  in  the  planning 
process,  Stete  DOTs,  MPOs,  and  FHWA  field 
offices  have  a  responsibility  to  actively 
pursue  transportation  enhancement 
oppoitimities  during  the  development  of 
individual  transportation  project. 
Accadingly,  future  environmental  approvals 
should  specifically  take  into  consideration 
the  potential  for  implementing  transportation 
enhancement  activities  as  part  of  the  overall 
projects.  During  their  involvement  on  these 
projects,  FHWA  field  offices  should  promote 
transi>ortation  enhancement  activities  as  a 
means  of  more  creatively  integrating 
transportation  facilities  into  their 
surrounding  communities  and  the  natural 
environment. 

Where  appropriate,  transportation 
enhancement  activities  may  be  developed  in 
cooperation  with  other  State  and  local 
agencies  and  with  private  entities.  However, 
the  State  DOT  or  other  eligible  transportation 
agency  shall  remain  responsible  to  the 
FHWA  for  the  enhancement  project. 
Furthermore,  transportation  enhancement 
activities,  including  stand-alone 
transportation  enhancement  projects,  must 
comply  with  all  applicable  environmental 
and  other  Federal  requirements,  even  though 
the  express  purpose  of  the  project  is  to 
enhance  an  element  of  the  natural  or  cultural 
environment. 

Financial  Accounting 

The  funds  made  available  only  for 
transportation  enhancement  activities  are 
derived  from  several  sources.  The  main 
source  is  the  STP,  of  which  10  percent  is 
available  only  for  transportation 
enhancement  activities.  In  addition,  10 
percent  of  (1)  the  fonds  resulting  from 
reimbursements  for  segments  of  the  Interstate 
system  constructed  without  Federal 
assistance  under  23  U.S.C  160  and  (2)  the 
apportionment  adjustments  made  pursuant  to 
Subsection  1015(a)-{c)  of  ISTEA  are  available 
only  for  transportation  enhancement 
activities. 

The  Office  of  Fiscal  Services  has  already 
established  an  appropriation  code  for 
transportation  enhancement  activities  and 
has  notified  you  of  the  FY  1992  STP 
suballocation  amounts  available  only  for 
transportation  enhancement  activities.  While 
10  percent  of  each  year's  STP  apportionment 
may  be  obligated  only  for  transportation 
enhancement  activities,  there  is  no 
requirement  that  10  percent  of  the  funds  for 
any  given  project  be  devoted  to 
trans{>ortation  enhancement  activities,  nor  is 
there  a  requirement  that  10  percent  of  the 
STP  obligations  made  during  a  given  fiscal 
year  be  devoted  to  transportation 
enhancement  activities. 

Section  1007  specifies  that  the  10  percent 
of  STP  funds  for  transportation  enhancement 
activities  is  separate  from  the  STP  funds 
which  are  suballocated  to  the  larger 
metropolitan  areas  and  to  other  areas  of  the 
State.  Accordingly,  while  the  STP  sub-State 


allocation  funds  can  be  used  for 
transportation  enhancement  activities,  any 
such  use  would  not  count  toward  the  10 
percent  requirement. 

Monitoring  Program  Accomplishments 

Guidance  on  reporting  requirements  will 
be  forthcoming.  It  is  very  likely  that  States 
will  need  to  prepare  an  annual  report  on 
overall  STP  obligations.  To  cover  this 
contingency,  States  should  maintain  records 
on  (1)  the  amounts  obligated  for 
transportation  enhancement  activities  using 
the  STP  transportation  enhancement 
appropriation  code  (counting  toward  the  10 
percent  requirement)  and  other  STP  funds 
(not  counting  toward  the  10  percent 
requirement),  and  (2)  how  obligations  for 
transportation  enhancement  activity  are 
distributed  among  the  10  qualifying 
activities.  A  brief  description  of  each  specific 
transportation  enhancement  action  for  which 
STP  funds  have  been  obligated  would  also  be 
very  useful  information. 

Further  Information 

The  transportation  enhancement 
provisions  offer  exciting  new  opportunities 
to  achieve  the  goals  laid  out  in  the  National 
Transportation  Policy,  FHWA's 
Environmental  Policy  Statenwnt.  and 
FHWA's  strategic  planning  process.  This  is 
an  area  that  will  undoubtedly  evolve  rapidly 
as  we  begin  implementing  projects  under  the 
new  authority.  We  will  be  issuing  additional 
guidance  and  sharing  information  on 
successfol  endeavors  as  the  opportunities 
arise.  In  the  meantime,  please  keep  us 
informed  about  good  examples  of 
transportation  enhancement  efforts  in  your 
region.  Our  contact  on  transportation 
enhancement  activities  is  Mr.  Fred  Skaer.  He 
can  be  reached  at  FTS  366-2058.  v/ 

Anthony  R.  Kane  (l_^ 

MEMORANDUM 


Date:  March  5,1992. 

Reply  to  Attn  of:  HEP-23. 

Subject:  Information:  Flexibility  in  the 

Intermodal  Surface  Transportation 

Efficiency  Act  (ISTEA). 
From:  Executive  Director.  j 

To:  Regional  Federal  Highway  I 

Administrators  Federal  Lands  HighWay 

Program  Administrator. 

To  highlight  the  flexibility  in  the  use  of 
highway  and  transit  fonds  within  the 
Intermodal  Surface  Transportation  Efficiency 
Act  (ISTEA)  of  1991.  the  Federal  Transit 
Administration  (FTA)  and  the  Federal 
Highway  Administration  sent  out  the 
attached  letter  to  transportation  professionals 
representing  State  Departments  of 
Transportation,  Metropolitan  Planning 
Organizations  (MPO's).  and  transit  operators. 
I  endorse  this  flexibility  message  and 
challenge  you  to  take  an  active  role  in 
working  with  the  States  and  MPO's  in 
implementing  multimodal  transportation 
plans  and  programs. 

I  want  this  flexibility  to  work  the  way  it 
was  intended  to,  that  is,  for  transportation 
investment  decisions  to  be  made  on  a  level 
playing  field,  with  no  built-in  biases  or 
upfront  advantages  given  to  one  mode  over 
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MMttbar.  TUt  Icvtl  playing  fi«M  te  lupported 
by  the  equivalent  ooat  shanlag  for  Ughwajr 
aod  tnasit  (apital  prafscts  «mI  tfaa  «nluDO«i 

mHrnp^t*!"  planning  p«»Mrf«iftiM  »nA  tha 

new  requirameot  for  statswidft  planning  in 
ISTEA.  The  planning  pravitions  provkw  the 
firamework  for  evaluating  multfanodal 
tnmsportatiaa  apttoos  and  making  ooat 
efiKtiva  tiantprirtation  iavMtnMat  dadatow. 

I  aa  oooHDitlad  to  aeaing  a  fair  and 
unbiased  avaluatioB  of  modal  •HamalhPM 
canried  out  thnmgb  th«  atolawide  and 
metropc>Utan  traaqxirtation  planning  and 
progrunming  proceases.  To  mat  end.  I  win 
continue  to  work  with  my  collaagues  In  PTA 
and  ask  you  to  do  the  same  with  the  States. 
MPO**  and  the  FTA  rapresentativea  in  your 

E.  DeanCarison 
Attachment 


FederalHighwajr 
Match  2. 1992. 

Oe«  Colleague:  One  of  the  moat  important 
aspects  of  Uw  latemodal  Suifaoe 
Tiansportatioa  Efficiency  Act  of  1991 
(ISTEAI  i«  tha  increaaed  flexibility  of  Paderai 
Hii^way  Administration  (FHWA)  and 
Federal  Transit  Administration  (FTA)  faiads. 
The  purpose  of  this  letter  is  to  infonn  you  of 
the  foods  available  and  to  encourage  you  to 
take  advantage  of  this  flexibility  as  you  plan 
and  astabtish  your  project  priorities. 

ISTBA  astaMisfaes  a  new  FHWA  Surface 
Transportation  Program  (STP)  which 
ptovktes  Mock  grant-type  6mding  which  can 
be  used  Cor  any  type  (^highway  or  transit 
capital  pro)«i  involving  either  mode.  PTA 
Section  9  ftinds.  capital-only,  can  be  used  for 
hi^  way  protects  as  lor^  as  certain  specific 
requirements  are  met.  Flexible  funding  is 
also  available  frtun  the  National  Highway 
System  (NHS)  program  and  the  Congestion 
Mitigation  and  Air  Quality  (CMAQ)  program 
as  weli  as  a  number  of  other  piugiam  aouroes. 

CongaalioB  Mitigation  and  Air  Quality 
program  funds  am  available  in  ooona  and 
carbon  moooxkia  noa-attainment  areas  for 
programs  and  profects.  highway  or  transit 
which  contrttnite  to  attainment  of  a  National 
Ambient  Air  Quality  Standard.  Projects  such 
as  transit  capital  Improvements,  high 
occupancy  vehicle  treatments  and  demand 
management  projects  are  eligible,  if  they  can 
be  Aown  to  halp  meet  air  quality  standards. 
Enclosed  Is  bemc8  detailed  guidance  on  this 
program. 

Under  oactain  ooDditioos.  National 
Highway  System  program  hinds  may  ba  usad 
for  transit  pmtecU  in  NHS  fraeway  coRidocs. 
In  addition.  NHS  funds  may  be  transferred  to 
the  STP  program  and  used  for  all  STP- 
eligible  activities. 

FTA  and  FHWA  have  reached  agreement 
on  procedures  for  handling  transit  projects 
funded  with  FHWA  funds  and  vice  versa.  In 
the  near  future,  we  will  be  issuing  guidance 
on  theie  procedures. 

We  encourage  State  and  local  officials  to 
consider  use  of  these  funds  on  the  basis  of 
the  multi-modal  transportation  planning/ 
programming  prtx^ss  also  outlined  in  the 
new  legislation.  The  new  transportation 
planning  and  programming  process 
established  by  the  ISTEA  will  {Mt>vide  the 
forum  for  making  transportation  investment 


decisions  thnwgb  a  oooFdinatod  State  and 
matropoHlaa  area-wide  piocass. 

F>oryiiiiri«twinaHoii.wahaaaanckiaada 
Uble  wrUch  show*  tiM  amonnl  of  STP 
fandiiV  wUch  is  allocatBd  to  each  State,  ud 
how  oMKh  of  these  funds  an  attrttNitifaia  to 
each  Hibaniaad  ana  over  200.000  popuiatton 
within  tha  States.  In  addttioB.  dM  table 
iodudas  tha  total  aflKMint  of  aactioB  9  foods 
allocated  to  aach  uibaniaad  area  and  how 
much  of  Ifaasa  fiinds  an  capital  only,  and 
thus  available  far  Ugb  way  projects  in 
tT^it«pn»*«HftB  ■iniM^jfimnt  mrama  {ttAmaitmit 
areas  over  TOOfiOO  population).  The  table 
also  shows  the  amount  of  NHS  aod  CVIAQ 
funds  avaOabla  In  each  Stata 

We  encourage  you  to  use  the  Bexibility 
providad  tlaough  this  landmaifc  legisMaa. 
We  will  keep  you  informed  of  our  propnaa 
ia  developing  the  details  on  Implwrnentiag 
tfiis  Impoctant  new  aspect  of  our  piquans. 
Please  do  not  hesitate  to  cootact  our  nsld 
offices  as  ^)ecific  questions  arise. 

Sincerely. 
Brian  W.  Qymer. 
AdoiiofStRrtor.  ftsdera/ Thinsit 
AdminislraUon. 
Thomas  H  Laraoa. 
Admmistrtrtor,  Phdend  Higfiway 
AvUHUustiOtion. 

MEMOSAM9UM 


Date:  May  21. 1992. 

Reply  to  Attn.  t>f  HNG-13. 

Swject:  fiifbnnatfon:  1991  Intermodal 

Surface  Transportation  Efflciency  Act 

(ISTEA)  iBiplementation  Interstate 

Maintenance  Pn^ram. 
Prom:  Associate  Administrator  for  Program 

Development. 
Tb:  Reghmal  Pedera!  Hi^way 

Adminlstntors  Federal  Lands  Higjhway 

Program  Administrators. 

The  purpose  of  this  memorandum  is  to 
provide  written  guidance  regarding  the 
provisions  In  the  1991  ISTEA  which  created 
the  Interstate  maintenance  (IM)  program. 

AutAor/ratiMU— Sectkm  1003 

Section  1003(a)(t)  establishes  the  first 
annual  authorizations  for  the  IM  program  for 
FY  1992  through  FY  1997,  in  amounts 
ranging  from  S2.431  billion  to  $2,914  billion. 

Apportionments— Section  1009 

Section  1009  modified  section  104(bH5NB) 
of  title  23,  which  previously  aatablishad  the 
apportionment  formula  for  the  I-4R  pragmm. 
Tha  formula  remains  based  on  the  same 
factors,  lana-mils  (S5  percent)  and  vehicular 
miles  of  travel  (45  percent),  for  apporttoning 
a  IM  fonds.  but  the  fonnuii  now  includes 
those  Interstate  routes  designated  under 
sections  103  and  139(c)  of  Title  23  plus 
Interstate  routes  designated  under  23  U.S.C.. 
section  13g(a)  before  March  9. 1984  (except 
toll  roads  not  subject  to  a  secretarial 
agreement  as  provided  in  section  105  of  the 
Federal-Aid  HighMray  Act  of  1978).  Section 
104(b)(5MB)  (rf  title  23  provides  that  no  State 
shall  receive  less  than  one-half  percent  of  the 
total  IM  funds  apportioned  annually. 

The  certificate  of  ^poctionment  of  FY 
1992  fonds  %vas  transmitted  by  the  FHWA 
Notice  N  45ia264  dated  December  18, 1991. 


Avaifa6<7i()«— Section  10X0 

Section  1020(a)  rewrites  23  U.S.C  114  and 
providet  that  IM  funds  shall  remain  avaUaUa 
for  obligation  in  a  State  for  a  period  of  3  years 
afier  the  last  day  of  the  fiscal  year  for  whkh 
th^  are  aulhairU»d.  Por  example,  FY  1992 
funds  were  anportioned  on  December  18. 
1901.  and  wui  lapse  on  September  30. 199S. 
and  PY 1993  fonds  will  be  apportioned  oo 
October  1. 1992,  and  wOl  l^se  on  Septsmbar 
30, 199B. 

Federal  Shan    Section  1021 

Sectkia  1021(a)  provides  that  the  Pederri 
share  on  di  MpioieeiB  shall  be  90  peroent. 
ewept  as  modified  in  States  with  sUdtaig 


BigAility^Sectiaa  1009 

Section  1009(eMS)  amends  23  U.S.C  119(a) 
to  permit  the  Seostary  to  approve  IM  funded 
projects  for  resurfacing,  restoring,  and 
rehabilitating  routes  on  the  Interstate  System 
designated  under  sections  103  and  139(c)  of 
title  23,  and  routes  des^paled  prior  to  March 
9. 1984,  under  section  139(a)  and  (b)  of  title 
23. 

Soctioo  1000(aK3)  amends  section  119(c)  of 
title  23  to  astaUish  typos  of  work  eligibla  far 
IM  funding.  The  section  has  been  intatprstod 
to  indude  as  eligible,  those  work  items 
which  provide  far  3R  work  on  existing 
features  on  the  Interstate  route  and  its 
interchanges  and  grade  separations  within 
normal  "touchdown  limits."  For  example. 
the  rehabilitation  of  existing  roadside 
hardware  may  include  IM  fonding  for  wrofk 
such  as  bringing  old  guardrail  up  to  currant 
standards,  maintenance  of  impact 
attenuators,  refoifoisfaing  existtng  traffic 
control  si^u,  pavvmut  markings,  and  other 
davkss.  ato.  Ifawevar.  •Hdudad  from 
oUgibility  far  IM  fonding  an  all  aaw  work 
elements,  such  as  new  iatarcfaangan,  new 
ramps,  new  taat  anas,  new  noise  walls,  or 
other  mfotk  which  does  not  resurface,  reatora. 
or  rehabiUtato  an  axisting  element. 

Existing  bridges  (including  over  crossing 
structures)  may  be  rMilaoed  with  IM  faiids, 
provided  they  maet  the  structurally  defidant 
criteriaof  the  bridga  program.  Bridges 
classified  as  fimctiooally  obsolete  may  also 
be  repland  with  IM  fundii^  except  duM 
capacity  Bnpnnsifm  elements  should  be 
subject  to  the  limitations  discussed  in  Uaa 
following  paragraphs. 

Section  1009(a)  prohibits  IM  fonding  far 
tha  porttoo  of  the  cost  of  any  project 
attributable  to  the  expansion  oi  th«  capacity 
of  any  Interstate  highway  or  bridge,  except 
for  the  addition  of  high-oocupancy  vehicle 
laaas  or  auxiliary  Unas  (such  as  triick 
climbing  lanes). 

In  detarmining  what  portion  of  a  pn^ect  k 
eligible  for  IM  fonding  and  what  portion  is 
capacity  expansion  (and,  therefore,  not 
eligible  for  IM  fonds),  the  basic  purpose  of 
the  project  should  be  considered.  If  the 
project  is  a  combination  of  preservation  and 
capacity  expansion,  the  cost  should  be  split 
Mrith  3R  ite.ns  eligible  for  IM  fonding  and 
capadty  expansion  items  eligible  for  other 
funds.  In  determining  the  split,  it  may  be 
helpfol  to  visualize  the  project  without  ths 
capadty  expansion  vrark  (added  lanes,  bridge 
widening  or  extension  for  example)  and 
allow  IM  funding  for  all  necessary  3R  items. 
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Section  1009(e)(4)  amends  23  U.S.C  119(e) 
to  allow  IM  funding  for  preventative 
maintenance  activities,  which  a  State  can 
demonstrate  through  its  pavement 
management  system,  are  a  cost-effective 
means  of  extending  Interstate  pavement  life. 
Preventative  maintenance  includes  activities 
such  as  sealing  joints  and  cracks,  patching 
concrete  pavement,  shoulder  repair,  and 
restoration  of  drainage  systems  which  are 
found  to  be  cost-efiiactive  projects  res«ilting  in 
extending  the  service  life  of  (Mvements. 

This  provision  has  been  extended 
administratively  to  allow  IM  funding  for 
other  preventative  maintenance  activities. 
Examples  may  include  structure  work  such 
as  crack  sealing,  joint  repair,  seismic  retrofit, 
scour  countermeasures,  and  painting  of  steel 
members  which  are  coct-effactive  in 
extending  the  service  life  of  the  structure. 

Toll  Roads,  Bridges  and  Tunnels — Section 
1012 

Section  1012(d)  provides  that  existing  toll 
agreements  entered  into  under  section  119(e) 
or  129  of  title  23  prior  to  and  in  effect  on  the 
date  of  enactment  of  the  1991 ISTEA,  shall 
continue  in  effect.  All  new  agreements  must 
be  executed  in  accordance  with  the 
provisions  of  the  1991  ISTEA.  Guidance  on 
the  use  of  Federal-aid  funds  on  toll  roads  has 
been  provided  by  Mr.  Kane's  memorandum 
ofMarchl2, 1992. 

Discretionary  Funds 

There  is  no  provision  for  set  aside  of  funds 
from  the  IM  program  for  discretionary 
purposes.  Also  there  is  no  provision  Ha 
reallocation  of  apportioned  IM  funds  which 
lapse  at  the  end  of  the  availability  period. 

Section  1020  does  provide  Cor  a 
continuation  of  the  I-4R  discretionary  fund 
program  that  is  separate  and  distinct  from  the 
IM  program.  The  source  of  the  I-4R 
discretionary  funds  is  an  annual  set  aside 
from  National  Highway  System  (NHS)  funds. 
These  I-4R  discretionary  funds  may  be  used 
for  IM-type  projects  or  for  other 
improvements  on  the  Interstate  including 
projects  to  provide  additional  Interstate 
capacity.  A  memorandum  %vas  issued  on 
December  20, 1991,  which  outlined 
procedures  for  applying  for  FY  1992  1-4  R 
discretionary  funds.  A  similar  memorandum 
will  be  issued  annually. 

Thuu/erabiy/f)i— Section  1009 

Section  1009(e)(S)  (D)  and  (E)  modifies  23 
U.&Q  119(f)  to  allow  a  State  to 
unconditionally  transiiBr  an  amoimt  not  to 
exceed  20  percent  of  its  IM  apportionment  to 
Its  apoottlonaients  under  23  U.S.C  104(b)(1) 
for  the  NHS.  or  23  U.S.C  104(bX3)  far  the 
Surface  Transportation  Program  (STP). 


Section  1009(b)  further  amends  23  U.S.C 
119(f)  to  allow  a  Sute  to  transflar  an  amount 
in  excess  of  the  20  percent  imconditional  IM 
fiind  transfer,  if  the  State  certifies  to  the 
Secretary  that  (1)  the  sums  to  be  transferred 
are  in  excess  of  its  needs  for  resurfacing, 
restoration  or  rehabilitating  its  Interstate 
System  routes  and  (2)  the  State  is  adequately 
maintaining  the  Interstate  System,  and  if  the 
Secretary  accepts  the  certification. 

State  requests  to  transfer  IM  funds  should 
be  submitted  to  the  Division  Administrator 
and  may  be  approved  by  the  Regional  Federal 
Highway  Administrator.  Funds  transferred 
into  the  STP  will  be  transferred  into  the  State 
Flexible  Appropriation  Code  33D. 

Adequate  Maintenance  of  the  Interstate 
System 

Requj.-ements  for  the  State  to  certify  that  it 
is  adequately  maintaining  the  Interstate 
System  and  that  the  Secretary  develop 
criteria  for  determining  what  constitutes 
"adequate  maintenance"  were  added  by 
section  1009(c)(2). 

We  anticipct*  thsit  formal  rulemaking  may 
be  necessary  to  allow  input  from  the  States 
in  the  development  of  definitive  guidance  on 
what  constitutes  adequate  maintenance. 
Therefore,  for  the  purpose  of  evaluating  State 
requests  to  transfer  IM  funds,  in  excess  of  the 
20  percent  unconditional  amount,  and  until 
such  time  as  these  criteria  are  established, 
the  guidance  contained  in  the  Federal-Aid 
Policy  Guide,  CFR  635E  and  its  supplement 
(old  FHPM  6-4-3-1)  should  be  used  for 
determining  whether  the  State  is  adequately 
maintaining  the  Interstate  System. 

Headquarters  Contacts 

This  guidance  will  be  updated  in  the  future 
if  further  clarifications  are  found  necessary. 
Questions  about  what  constitutes  adequate 
maintenance  of  the  Interstate  System  should 
be  directed  to  the  Construction  and 
Maintenance  Division  (HNG-21).  Pavement 
management  systems  are  coordinated  by  the 
Pavement  Division  (HNG-41).  Other 
questions  about  the  IM  program  should  be 
directed  to  the  Interstate  and  Program 
Support  Branch  (HNG-13). 
Anthony  R.  Kane 

kSMORANDUM 


Date:  October  16. 1992. 

Reply  to  Attn  of:  TGM-22/HEP-41:  M. 

Savonis.  x62080. 
Subject:  Information:  Further  Guidance  on 

the  Congestion  Mitigation  and  Air  Quality 

Improvement  Program  (CMAQ  Program). 
From:  Federal  Transit  Associate 

Administrator  for  Grants  Management; 


Federal  Highway  Associate  Administrator 

for  Program  Development. 
To:  Regional  Federal  Transit  Administrators; 

Regional  Federal  Highway  Administrators; 

Federal  Lands  Highway  Program 

Administrator. 

This  memorandum  provides  further 
guidance  for  the  obligation  of  funds  under 
the  CMAQ  program  (CM  funds),  provided  by 
the  Intermodal  Surface  Transportation 
Efficiency  Act  (ISTEA)  of  1991.  Information 
contained  in  this  memorandum  supersedes 
the  interim  guidance  of  February  20, 1992, 
and  incorporates  the  PM-10  policy 
memorandum  of  July  30, 1992.  This  guidance 
has  been  coordinated  with  the  Environiitantal 
Protection  Agency  (EPA). 

The  first  CMAQ  apportionment  was  made 
in  December  1991,  and  the  last  will  not  lapse 
until  the  end  of  fiscal  year  (FY)  2000.  (See 
Figure  1  attached.)  It  is  useful  to  view  the 
CMAQ  Program  in  three  phases;  pre-1995, 
1995-1997,  and  post  1997.  The  pre-1995 
phase  is  the  start-up  period.  The  amount  of 
CMAQ  funding  will  accumulate  yearly,  and 
obligation  rates  are  expected  to  increase  as 
the  Program  develops.  The  primary  activities 
during  this  phase  will  be  to  get  the  program 
started  by  funding  transportation  control 
measures  (TCMs)  and  other  eligible  projects, 
and  develop  and  disseminate  information  on 
the  effectiveness  of  various  CMAQ  activities. 
Program  review  may  also  be  necessary  during 
this  period  toward  a  possible  mid-course 
correction  in  1984. 

The  second  phase,  FY  1995  through  FY 
1997,  will  be  a  critical  time  for  the  Program. 
During  FY  1995.  the  first  CMAQ 
apportioiunent  is  subject  to  lapse,  and 
activity  in  the  Program  will  increase  and 
reach  its  peak.  Also  during  this  period, 
moderate  nonattainment  areas  for  particulate 
matter  (PM-10).  carbon  monoxide  (00)  and 
ozone  are  scheduled  to  reach  attainment,  and 
the  second  triennial  report  to  (Congress  on  the 
effectiveness  of  transportation  programs  to 
improve  air  quality  will  be  due,  as  required 
by  the  Clean  Air  Act  Amendments  (CAAA) 
of  1990.  The  best  information  on  the 
efiiectiveness  of  the  CMAQ  Program  will  be 
crucial  for  this  task.  Finally,  the  last 
authorization  for  CMAQ  funds  under  ISTEA 
is  for  FY  1997.  During  the  post-1997  period 
of  the  Program,  the  most  serious 
nonattainment  areas  are  scheduled  to  reach 
attainment. 
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I.  Program  PurpoM  and  Gcnwal  Guidum 

As  established  under  the  ISTEA.  the 
purpose  of  the  CMAQ  program  l«  to  fund        j( 
transportation  projecU  or  programs  that  will 
contribute  to  attainment  of  national  ambient 
air  quality  standards  (NAAQS)  with  a  focus 
on  ozone  and  CO.  Under  certain  conditions, 
transportation  projects  and  programs 
targeting  PM-10  are  also  eligible. 

Six  billion  dollars  have  been  authorized  by 
Congress  for  the  CMAQ  program  for  fiscal 
years  1992  through  1997.  The  greatest  air 
quality  benefit  will  accrue  not  solely  from 
these  funds  but  from  a  partnership  of 
Federal,  State  and  local  efforts.  In  cases 
where  specific  guidance  is  not  provided, 
either  below  or  in  other  communications,  the 
following  should  guide  CMAQ  eligibility 
decisions.  Federal  contributions  to  air  quality 
improvements  through  CMAQ  will  be  most 
effective  if  they  are  used  for  establishment  of 
projects  and  programs  that  will  result  in 
tangible  reductions  in  CO  and  ozone 
precursor  emissions  (and  under  certain 
conditions  PM-10  pollution)  and  can  be 
completed  within  tne  legislated  timeframe 
for  attainment  as  provided  in  the  CAAA  of 
1990.  Appropriate  CMAQ  projects  and 
programs  include  those  that  would  be 
approved  as  a  TCM  in  a  State 
Implementation  Plan  (SIP)  and  receive 
emission  reduction  credit  by  EPA. 

The  program  is  primarily  focused  on 
nonattainment  areas  for  ozone  and  CO,  and 
the  guidance  below  is  specific  to  States  with 
these  nonattainment  areas.  States  with  no  CO 
or  ozone  nonattainment  areas  also  receive  a 
minimum  apportionment  of  CMAQ  funds, 
and  guidance  for  these  States  is  covered  in 
section  VUl. 

The  Federal  share  for  most  eligible 
activities  and  projects  is  80  percent  or  90 
percent  if  used  on  certain  activities  on  the 
Interstate  System.  Under  certain  conditions 
(including  sliding  scale  rates),  the  Federal 
share  can  even  be  higher.  Certain  activities 
identified  in  section  120(c)  of  title  23  (see 
Attachment  1),  including  traffic  control 
signalization,  and  conmiuter  carpooling  and 
vanpooling,  may  be  funded  at  100  percent 
Federal  share  if  they  meet  the  conditions  of 
that  section.  Pedestrian  and  bicycle  projects 
and  programs,  however,  are  limited  to  an  80 
percent  Federal  share  under  ISTEA. 

II.  Program  Focus:  Ozone,  CO  and  PM-10 

States  having  ozone  and/or  CO 
nonattainment  areas,  which  meet  the 
nonattainment  classifications  contained  in 
the  CAAA  of  1990,  must  use  these 
apportioned  funds  in  such  nonattainment 
areas,  except  under  certain  conditions  where 
they  may  also  use  them  in  PM-10 
nonattainment  areas.  Under  the  CMAQ 
program.  States  which  have  ozone 
nonattainment  areas  that  are  classified  as 
"marginal"  or  worse  are  apportioned  funds 
based  on  the  population  in  these  areas  and 
the  severity  of  the  ozone  problem.  Under  the 
statute,  if  the  ozone  nonattainment  area  is 
also  a  CO  nonattainment  area,  classified  as 
"moderate"  or  worse,  the  State  is 
apportioned  additional  CMAQ  funds.  If  a 
State  contains  a  CO  nonattainment  area  that 
is  not  a  nonattainment  area  for  ozone  as  well, 
no  additional  funds  are  apportioned  to  the 
SUte. 


Once  apportioned,  SUtea  generally  must 
oblig9te  these  funds  for  projects  and 
programs  in  CO  or  ozone  nonattaiimient 
areas  of  the  classifications  noted  above 
(marginal  or  worse  for  ozone,  moderate  or 
worse  for  CO).  In  certain  cases,  CMAQ  funds 
may  also  be  used  in  PM-10  nonattainment 
areas.  States  with  ozone  or  CO  nonattainment 
areas,  but  wishing  to  use  CMAQ  funds  in 
PM-10  nonattainment  areas,  must  meet  the 
following  requirements. 

•  The  State  must  consult  with,  and 
consider  the  views  of.  the  EPA  regional  office 
and  the  metropolitan  planning  organizations 
(MPOs)  in  all  nonattainment  areas  for  ozone, 
CO,  and  PM-10  within  the  State  before 
programming  CMAQ  funds  for  a  PM-10 
project 

•  Also,  if  the  State  conUins  any  ozone  or 
CO  nonattainment  areas,  the  EPA  regional 
office  must  agree  that  the  proposed  use  of 
CMAQ  funds  for  PM-10  projects  or  programs 
will  not  detract  from  or  delay  efforts  to  attain 
the  ozone  or  CO  standards. 

The  CMAQ  provisions  in  ISTEA  recognize 
ozone  and  CO  as  the  primary  transportation 
pollutants.  The  requirements  listed  above 
will  ensure  proper  consideration  of  the  views 
of  the  agencies  charged  with  controlling 
transportation  omissions  of  ozone  precursors, 
CO.  and  PM-10,  especially  their  views  on  the 
most  effective  use  of  transportation  funds  in 
achieving  the  NAAQS.  The  CMAQ  eligibility 
of  PM-10  projecU  will  not  affect  a  Slate's 
CMAQ  apportionment,  but  has  the  potential 
to  spread  the  limited  CMAQ  funds  over  a 
greater  number  of  nonattainment  areas 
within  the  State. 

The  consultation  and  agreement  with  EPA 
will  ensure  that  the  proposed  projects  and 
programs  effectively  address  PM-10 
problems  without  exacerbating  other 
pollution  problems.  For  example,  a  project 
which  reduces  PM-10  emissions  in  a  PM-10 
and  CO  nonattainment  area  may  cause  an 
increase  in  CO  emissions  and  be  therefore 
less  desirable  than  a  project  without  this  CO 
problem.  Examples  of  projects  and  programs 
in  a  PM-10  nonattainment  area  eligible  for 
CMAQ  funds,  if  the  above  requirements  are 
met.  are  paving  dirt  roads,  diesel  bus 
replacements,  and  purchase  of  more  effective 
street  sweeping  equipment. 

In  an  area  which  is  nonattainment  for  both 
PM-10  and  ozone  or  CO,  projects  and 
programs  which  reduce  emissions  of  CO  or 
ozone  precursors  in  addition  to  reducing 
PM-10  emissions  (e.g.  transportation 
activities  in  approved  State  Implementation 
Plans  and  transportation  control  measures 
listed  in  Section  108(f)(1)(A)  of  the  Clean  Air 
Act)  are  not  subject  to  the  additional 
requirements  listed  above.  The  requirements 
apply  only  to  projects  and  programs  whose 
sole  justification  for  CMAQ  eligibility  is  the 
reduction  in  PM-10  emissions. 

Except  for  cases  that  meet  the  above 
criteria.  States  cannot  obligate  funds  in  any 
other  area  of  the  State  until  all  ozone  and  CO 
nonattainment  areas  have  come  into 
attainment. 

III.  CMAQ  Programming  Priorities 

The  Clean  Air  Act  requires  that  FHWA  and 
FTA  give  priority  to  the  implementation  of 
transportation  portions  of  applicable  SlPs, 


and  TCMs  from  applicable  SIPs  are  provided 
the  highest  priority  fior  funding  under  the 
CMAQ  Pro-am.  Some  SUtes  have  reached 
their  ceiling  on  obligation  authority  with 
little  use  of  CMAQ  funds. 

In  view  of  the  Clean  Air  Act  priority 
requirement,  this  is  Inappropriate  unless 
other  sources  of  funds  are  being  directed 
toward  TCMs  and  oansportation  pwtions  of 
SIPs.  The  SIPs  and  the  control  mea^qys  they 
contain  are  necessary\to  assist  a  State  to 
attain  and  maintain  tne  NAAQS.  If  States  are 
failing  to  implemen^fheir  stated  TCMs, 
adverse  consequeptes  can  ensue.  A  basic 
criterion  for  mal^ijig  conformity 
determinationyisj^  timely  Implementation 
of  TC\^s-ioJ^8  S*P.  "°<1  conformity 
determhMuboi'are  necessary  before 
transporUtton  plans,  programs,  or  projects 
can  he  adopted  or  approved.  If  States  fail  to 
give  priority  to  such  TCMs,  their  conformity 
determinations  and  transportation  initiatives 
will  be  in  jeopardy.  In  addition,  failingv^o 
implement  TCMs  is  also  the  basis  for 
applying  the  Clean  Air  Act's  hijshway 
funding  sanctions.  Under  certain 
circumstances,  sanctions  may  now  be 
expanded  even  beyond  the  nonattaiiunent 
areas  to  cover  an  entire  State.  Obviously, 
close  coordination  is  needed  between  the 
State  and  MPO  to  assure  that  CMAQ  funds 
are  used  appropriately  and  to  maximize  their 
effectiveness  in  meeting  the  Qean  Air  Act 
requirements. 

States  and  MPOs  must  fulfill  this 
responsibility  so  that  nonattainment  areas  are 
able  to  meet  their  attainment  dates 
established  in  the  Qean  Air  Act.  It  is  crucial 
that  FHWA  and  FTA  assist  State  and  MPO 
actions  to  achieve  the  NAAQS  which 
Includes  establishing  an  effective  CMAQ 
Program.  State  and  MPO  actions  should 
include  consultation  with  air  quality 
agencies  at  the  State  and  local  levels  to 
develop  an  appropriate  project  list  of  CMAQ 
programming  priorities  which  will  have  the 
greatest  impact  on  air  quality.  (See  VI.B.  for 
a  more  complete  discussion  of  this  process.) 
Once  CMAQ  projects  and  programs  are 
identified.  States  need  to  make  stue  that 
sufficient  obligation  authority  is  reserved  to 
implement  these  projects  and  programs  so 
that  nonattainment  areas  make  progress 
toward  attainment  of  the  NAAQS. 

IV.  Project  Eligibility 

All  projects  and  programs  eligible  for 
CMAQ  funds  must  come  from  a  conforming 
transportation  plan  and  TIP,  and  be 
consistent  with  the  conformity  provisions 
contained  in  section  176(c)  of  the  Qean  Air 
Act.  Projects  also  need  to  complete  the 
National  Environmental  Policy  Act  (NEPA) 
requirements  and  be  included  in  the 
appropriate  statewide  program. 

Transportation  projects  and  programs  are 
eligible  for  CMAQ  Program  funds  only  if  they 

meet  certain  criteria  spelled  out  in  the 

ISTEA.  The  CMAQ  provisions  in  the  ISTEA 
are  attached  (see  Attachment  2).  In 
determining  project  eligibility  under  these 
criteria,  priority  should  be  given  to 
implementing  those  projects  and  programs 
that  are  included  in  an  approved  SIP  as  a 
TCM  and  will  have  air  quality  benefits.  Note 
that  to  enable  FHWA  and  FTA  to  fulfill 
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statutory  obligatioos,  aU  GMAQ-funtM 
protects  and  ptograma.  whathar  axpUcitly 
covared  in  this  ^danoe  or  not,  nquira  an 
assessment  and  documentation  of  air  quality 
bmaBts  by  the  State. 

In  all  cases  below,  any  reference  to 
improving  air  quality  means  reducing  ozone 
precursors  in  ozone  nonattainment  areas,  00 
emissions  in  00  nonattainment  areas  or,  if 
appUcable<  tiansportaticm-related  PM-10 
pollution  laPM^  nonattainment  areas. 

A.  SligiiAe  Projects/Pn^ramM  and 
Bestrictions 

The  kinds  of  activities  that  are  eligible  for 
CMAQ  funds  are  described  bekm.  together 
with  any  restrictions.  AU  possible  lemiests 
for  funding  are  not  covered:  instead  this 
section  provides  particular  cases  where 
guidance  can  be  given  and  rules  of  thumb 
applied  to  assist  decisions  regarding  CMAQ 
eligibility. 

-1.  Transportation  Activities  in  an  Approved 
SIP 

Transportation  activities  in  approved  SIPs 
are  generally  considered  to  be  eligible 
activities  and  must  be  given  the  highest 
priority  for  CMAQ  funding.  Their  air  quality 
beneflu  will  generally  have  already  been 
doomiented.  If  not,  rach  documentation  is 
necessary  before  CMAQ  funding  can  be 
approved.  Further,  the  transportation  activity 
must  contribute  to  the  specific  emission 
reductions  necessary  to  bring  the  area  into 
attainment 
2.  Transportation  Control  Measures 

The  TCMs  Included  in  section  108(f)(l)<A) 
of  the  CAAA  of  1990  are  the  kinds  of  projecU 
intended  by  the  ISTEA  for  CMAQ  hinding. 
and  generally  fulfill  the  eligibility  criteria.  As 
above  and  consistent  with  the  statute,  air 

auality  benefiU  for  TCMs  must  be 
etermined  and  documented  before  a  project 
can  be  considered  eligible.  Two  of  the  CAAA 
TCMs,  however,  are  specifically  excluded 
boai  the  CMAQ  Program  by  the  ISTEA 
legislation.  They  are:  xii — reducing  emissions 
from  extreme  cold-start  conditions,  and  xvi — 
programs  to  encourage  removal  of  pre-1980 
vehicles.  Eligible  TCMs  are  listed  below  as 
they  appear  in  section  106. 

(i)  Programs  for  improved  public  traiuit; 

(ii)  Restriction  of  certain  roads  or  lanes  to, 
or  construction  of  such  roads  or  lanes  for  use 
by,  passenger  buses  or  high-occupancy 
vehicles  (HOV): 

(ill)  Employer-based  transportation 
management  plans,  indudinig  incentiver, 

(iv)  Tri£-reduction  ordinances; 

(v)  Traffic  flow  improvement  programs  that 
achieve  emission  reductions: 

(vi)  Fringe  and  transportation  corridor 
parking  bcilities  serving  multiple-occupancy 
vehicle  programs  or  transit  service; 

(vli)  Programs  to  limit  or  restrict  vehicle 
use  in  downtown  areas  or  other  areas  of 
emission  concentration  particulariy  during 
periods  of  peak  usr, 

(viii)  Prcqpwns  for  the  provision  of  all 
forms  of  high-occupancy,  shared-ride 
servicer, 

(ix)  Programs  to  limit  portions  of  road 
surfaces  or  certain  sections  of  the 
metropolitan  area  to  the  use  of  non- 
ntotorized  vehicles  or  pedestrian  use,  both  as 
to  time  and  place; 


(x)  Programs  for  secure  bicycle  storage 
hdlities  and  other  fecilities.  Including 
bicycle  lanes,  far  the  convenience  and 
protection  of  UcycUsts,  in  both  public  and 
private  areas: 

(xi)  Programs  to  control  extended  idling  of 
vehicles; 

(xii)  Excluded  by  ISTEA; 

(xiii)  Employer-sponsored  programs  to 
permit  flexible  work  schedules: 

(xiv)  Programs  and  ordinances  to  fecilitate 
non-automobile  travel,  provision  and 
utilization  of  mass  transit,  and  to  generally 
reduce  the  need  for  sln^e-occupant  vehicle 
travel,  as  part  of  transportation  planning  and 
development  efforts  of  a  locality,  including 
programs  and  ordinances  applicable  to  new 
shopping  centers,  special  events,  and  other 
centen  of  vehicle  activity; 

(xv)  Programs  for  new  construction  and 
major  reconstructions  of  paths,  tracks  or 
areas  solely  for  the  use  by  pedestrian  or  other 
non-motorized  means  of  trannortation  when 
economically  feasible  and  in  the  public 
interest.  For  purposes  of  this  clause,  the 
Administrator  shall  also  consult  with  the 
Secretary  of  the  Interior. 

(xvi)  Excluded  by  ISTEA. 

3.  Bicycle  and  Pedestrian  Facilities  and 
Progranu 

Bicyde  and  predestrian  facilities  and 
programs  are  included  as  a  TCM  in  Sectfon 
106  of  the  CAAA  (ix,  x,  xiv  and  xv  above). 
In  addition,  the  ISTEA  makes  specific 
mention  of  the  eligibility  of  bicycle  and 
pedestrian  fecilities  and  programs  under 
CMAQ  (see  23  U.S.C  217  (B)(d)).  Included  as 
eligible  projects  are: 

•  Construction  of  bicycle  and  pedestrian 
fadlities, 

•  Nonconstruction  projects  related  to  safe 
bicycle  use,  and 

•  Establishment  and  funding  of  State 
bicycle/pedestrian  coordinator  positions,  as 
established  in  the  ISTEA.  for  promoting  and 
facilitating  the  increased  use  of  non- 
motorized  modes  of  transportation.  This 
includes  public  education,  promotional,  and 
safety  programs  for  using  such  facilities. 

4.  Management  Systems 

The  ISTEA  requires  that  6  management 
systems  be  established  and  implemented  (see 
23  U.S.C  303  (a)(g)).  ProjecU  required  to 
develop  and  establish  3  of  these  management 
systems  (traffic  congestion,  public 
transportation  fiadlities  and  equipment,  and 
Intermodal  transportation  facilities  and 
systems),  as  well  as  implementation  of 
projects  contained  in  them,  are  eligible  for 
CMAQ  funds  where  it  can  be  demonstrated 
that  they  are  likely  to  contribute  to  the 
attainment  of  a  NAAQS. 

5.  Traffic  Monitoring,  Management  and 
Control  Operations 

The  ISTEA  also  requires  States  to  design 
and  effed  a  traffic  monitoring  system  for 
highways  and  public  transportation  fadlities 
and  equipment  (see  23  U.S.Q  303(b)(g}).  Note 
that  the  Interim  Guidance  of  February  20 
alloMfed  operating  expenses  as  an  eligible 
CMAQ  activity,  provided  that  the  operations 
contribute  to  achievement  of  a  NAAQS  and 
previous  fimding  is  not  displaced.  Under  this 
guidance  operat  ing  expenses  for  traffic 


monitoring,  managentent  or  control,  where 
they  can  be  showm  to  have  air  quality 
benefits,  are  eligible  far  CMAQ  hinding,  and 
as  previously  required,  the  expenses  must  be 
incurred  from  new  or  additional  services. 
However,  the  operating  expenses  are  now 
eligible  only  for  a  period  of  2  years  from  the 
inception  of  the  additional  service.  It  should 
Mooted  that  operating  expenses  for  traffic 
inanagement  and  control  services  are  eligible 
Smder  the  Surfoce  Transportation  Program 
(STP)  and  that  ISTEA  provide  flexibility  to 
transfer  other  funding  sources  to  STP  if 
additional  operating  expenses  are  needed  for 
traffic  management  systems.  Capital  expenses 
for  air  quality-related  facilities  and  programs 
are  still  eligible  where  it  can  be  shown  that 
they  will  contribute  to  attainment  of  a 
NAAQS. 

The  reason  for  this  is  to  use  the  CMAQ 
Program  to  gain  the  maximum  reductioiu  in 
emissions  through  new  initiatives  rather  than 
through  funding  ongoing  expenses  that 
maintain  the  status  quo.  Similar  guidance  on 
the  eligibility  of  operating  expenses  for 
transit  and  for  Inspection  and  Maintenance 
(1/M)  Programs  has  also  been  developed  (see 
below).  The  same  reasoning  described  above 
applies  to  these  areas  as  well,  and  to 
establish  a  consistent  policy,  operating 
expenses  to  manage  and  control  traffic  are 
eligible  under  CMAQ  only  for  the  first  2 
years  after  start-up  of  a  new  traffic  o(>erations 
projed. 

6.  Emission  I/M  Programs 
Emission  I/M  Programs  show  strong 

potential  for  improving  air  quality  and 
appear  to  be  a  good  use  of  CMAQ  funds.  To 
this  end.  construction  of  bcilities  and 
purchase  of  equipment  for  1/M  stations  in 
test-only  networks  are  eligible.  Projeds 
necessary  for  the  development  of  these  1/M 
programs  and  one-time  start-up  adivities, 
such  as  updating  quality  assurance  software 
or  developing  a  mechanic  training 
curriculum,  are  also  eligible.  Operating 
expenses  are  eligible  for  CMAQ  funding,  but 
the  same  conditions  described  in  "Traffic 
Monitoring.  Management  and  Control 
Operations"  apply  here  as  well.  The  I/M 
services  must  be  new  or  additional  services, 
existing  funding  (including  inspection  foes) 
should  not  be  displaced  and  operating 
expenses  are  only  eligible  for  2  years  for  the 
reasons  described  above. 

While  I/M  programs  show  strong  potential 
to  improve  air  quality.  Implementation 
should  be  accomplished  through  a 
partnership  of  Federal,  State  and  local 
agencies  that  shows  the  most  promise  for 
success. 

7.  Transit  Projeds 

Improved  public  transit  is  one  of  the  TCMs 
listed  in  section  108  of  the  CAAA.  EPA's 
TCM  Information  Document  describes  a 
range  of  transit  Improvements  under  three 
broad  types  of  adions:  System/service 
expansions,  operational  Improvements,  and 
demand/market  strat^ies.  The  emission 
redudions  achieved  with  any  of  these 
measures  can  vary  widely  depending  on 
projed  specifics  as  well  as  the  existence  of 
policies  and  actions  that  promote  transit  use, 
such  as  transit-supportive  land  use  controls 
and  single-occupant  auto  disincentives. 
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In  gBBeral.  the  capital  cotU  of  •yttam/ 
aervice  expaoaions  ara  aUgibta  for  CMAQ 
hindu^  because  of  tha  potential  ior  attracting 
new  transit  ri<len  and  redudng  tripa  by 
singW-occujjant  vehidea.  Bxainplea  are:  new 
rail  lystenw  and  extensioni,  new  roadways  or 
leaarved  lanes  on  existing  roads  for  exchistve 
bos/HOV  use,  and  capital  costs  of  Initiating 
commuter  rail  or  fsrry  service.  Capital 
projects  that  clearly  enhance  transit  service 
are  also  eligible,  such  as  new  stations, 
terminals,  transit  malls,  Intermodal  transfar 
fiacilities,  and  track  and  signalization 
tanpiovements.  New  vehicles  and  equipment 
needed  to  provide  the  enhanced  sarvica  ara 
also  eligible.  Park-and-ride  fadlitiaa  related 
to  transit  systems  ara  eligible  far  04AQ 
funding  since  they  generally  contribute  to 
ridesharing  and  transit  use.  It  should  be 
noted  for  these  projects,  in  particular,  that  air 
quality  analysis  may  subsequently  be 
required  during  NEPA  compliance  to  assure 
that  no  localized  00  violations  ara  likely  to 
occur  and  that  air  quality  conformity 
requirements  are  met. 

One-far<me  vehicle  replacements  of  the 
existing  bus  or  rail  fleet,  including 
locomotives,  ire  -"sible  sine*  »he  new 
vehicles  are  generally  mora  reliable,  less 
polluting,  and  make  transit  a  more  attractive 
option.  However,  the  decision  to  use  CMAQ 
funds  for  vehicle  replacements  should  be 
made  with  consideration  of  the  area's 
specific  pollution  problem  and  the  project's 
capacity  to  reduce  that  pollution.  For 
example,  new  buses  ara  significantly  cleaner 
than  old  buses  with  respect  to  small 
particulates:  thus,  the  justification  is 
strongest  rbr  using  CMAQ  funds  for  bus 
replaceroeits  in  PM-10  nonattainmenl  areas. 
One-for-oole  replacement  of  buses  is  also 
eligible  inr'CO  and  ozone  nonattaiiunent  areas 
but  much  smaller  emission  reductions  can  be 
expected  for  these  pollutants. 

In  general,  transit  (^lerating  and 
maintenance  costs  ara  not  alible  for  CMAQ 
fiuMb  since  they  only  maintain  existing 
service.  In  limited  cases,  operating  costs  for 
new  transit  service  ara  ^i^bla  far  CMAQ 
funding.  The  main  criterian  is  that  It  must  be 
for  new  service  which  supports  a  discrata. 
new  project  or  program  having  documented 
air  quality  bonefltt.  CMAQ  funds  cannot  ha 
used  to  replace  existing  funding  sourcea  for 
transit  operations  and  cannot  be  used  to 
further  subsidize  existing  operations.  The 
intent  is  to  assist  in  the  start-up  of  various 
transit  supply  and  travel  demand 
management  measures  linked  to  transit 
which  have  been  speciBcally  designed  to 
reduce  mobile  source  emissions.  As 
discussed  in  the  preceding  sections,  transit 
operating  costs  meeting  the  abcm  criteria  ara 
eligible  far  a  maximum  of  tvro  yaars. 
Examples  of  eligible  costs  are:  new  transit 
service  to  a  major  employer  in  support  of  an 
employer  trip  reduction  program;  new  bus 
service  in  a  community  which  prasaatly 
lacks  adequate  transit  servior.  or  new  transit 
service  initiated  on  a  HQV  fadUty. 

The  TO!  Information  DocmneDt  discusses 
a  number  of  transit  system  operational 
improvements  and  marketing  stratagiea 
which  can  lead  to  modest  emisaion 
reductions.  e.g.,  improving  transfar  pobciea 
and  remofval  of  on-streat  parking.  Their 


mention  in  the  TCM  docxmient  should  not  be 
taken  to  meen  that  they  ara  eligiUa  for  tha 
CMAQ  Program  or  even  that  they  ara 
improvements  which  typically  receive 
Federal  funding  assistance.  Far  the  mod  part, 
these  ara  polidea  or  actions  which  evolva 
from  local  planning  in  an  effort  to  make  the 
most  efRcient  use  of  existing  resources. 
While  they  ara  not  discrete  pn^ects  or 
programs  which  receive  Federal  assistance, 
these  types  of  operational  improvements 
should  not  be  overlooked  in  local  air  quality 
plaimlng,  particularly  since  they  have  the 
potenti^for  reducing  emissions  at  very  little 
or  no  additional  cost. 

8.  Highway  and  Transit  Maintenance  and 
Reconstruction  Projects 

Routine  maintenance  projects  ara  ineligible 
for  CMAQ  fundii^  As  above,  routiDa 
maintananoe  on  existing  fadlitias  maintains 
the  existing  faveb  of  hl^way  and  transit 
service,  and  tharafora  n>aintains  existing 
ambient  air  quality  levels.  Accordingly, 
progress  toward  the  NAAQS  is  not  achieved. 
Funding  most  simple  reconstruction  only 
serves  to  bring  existing  facilities  back  to 
acceptable  levels  of  service.  Other  funding 
sources,  like  tha  STP  funds,  exist  for 
reconstruction  activities.  Replacement  in 
kind  of  track  or  other  equipment, 
reconstructian  of  bridges,  stations  and  other 
facilities,  and  rapaving  or  repairing  roads  that 
do  not  improva  air  quality  through  upgraded 
levels  of  sarvioa  an  inaligibil*. 

9.  Planning  and  Air  Quality  Monitoring 
Projects 

Project  planning  or  other  development 
activities  that  lead  directly  to  construction  of 
facilities  or  new  services  and  programs  that 
will  have  an  air  quality  benefit,  such  as 
preliminary  engineering  or  alternatives 
analysis  for  transportation/air  quality 
projects  ara  eligible.  Also  Included  ara 
studies  for  the  preparation  of  environmental 
or  NEPA  documents  and  ralated 
transportation/air  quality  project 
development  activities.  Project  development 
studies  would  include  planning  directly 
related  to  a  TCM  or  feasibility/developmental 
studies  for  any  other  eligible  project  or 
program.  In  the  event  that  air  quality 
monitoring  ia  necessary  to  detennine  the  air 
quality  impacU  of  a  propoaed  project,  which 
is  eligible  for  CMAQ  funding,  the  cosU  of 
that  monitoring  ara  also  eligible. 

General  plauiing  activities,  such  as 
economic  or  demographic  studies,  that  do 
not  directly  propose  or  support  a 
transportation/air  quality  project  ara  too  far 
removed  from  project  development  to  aasura 
realization  of  any  emission  reductions. 
Praparation  of  NEPA  or  other  environmental 
documents  that  ara  not  rafated  to  a 
transportation  project  to  improve  air  Quality 
is  also  Ineligible.  Such  activities  should  be 
funded  with  other  appropriate  titfa  23  or 
Federal  Transit  Act  finds. 

Region-  or  area-wide  air  quality  monitoring 
is  not  eligibla  because  such  projects  do  nor 
themselves  yield  air  quality  Improvements 
nor  do  they  lead  directly  to  prefects  that 
vfould  yield  air  quality  benefits.  Air  quality 
monitoring  is  normally  a  State  air  ouality 
^ancy  re^onsibUity  which  is  fonded  under 
section  10S  of  the  Clean  Air  Act.  If  the  MFC 


or  State  chooses,  air  quality  monitoring  ooald 
also  be  funded  as  a  transportation  planning 
activity  and  appropriate  title  23  or  Federal 
Transit  Act  funds  used.  However,  it  should 
be  noted  that  regional  air  quality  monitoring 
is  sub  ject  to  EPA  guidance  on  siting  and 
quality  assurance.  i 

10.  Public/Private  Initiatlvat 

The  CMAQ  program  may  be  used  to  fund 
projects  or  programs  that  are  owned, 
operated  or  under  the  primary  control  of  the 
public  sector,  including  public/private  joint 
ventures.  A  State  may  use  CMAQ  funds  far 
Initiatives  that  ara  privately  owned  and/or 
operated,  inchiding  eflcHts  developed  and 
Implemented  by  Transportation  Management 
Associations,  as  fong  as  the  activity  ia  oam 
which:  (1)  Normally  is  a  public  sector 
rasponsibility  (such  as  facility  development 
for  enhanced  1/M  programs  in  test-only 
networks),  (2)  private  ownership  or  operation 
is  shown  to  be  cost-efiective.  and  (3)  the  State 
is  responsible  Cor  protecting  the  public 
interest  and  public  investment  inherent  in 
the  use  of  Federal  funds. 

Activities  which  ara  the  mandated 
responsibility  of  the  private  sector  tmdar  the 
Qean  Air  Act.  such  as  vapor  recovery 
systems  at  gas  stetions  for  example,  ara  not 
eligible.  Implementation  of  employer  trip 
reduction  programs,  required  for  seven  and 
extrame  ozime  nonattaiiunent  areas,  an  also 
a  private  responsibility,  but  general  pni^am 
assistance  to  eraployen  to  help  them  plan 
and  promote  these  programs  ara  eligible. 
I^irther  public  assistance  to  support  trip 
reduction  programs  ia  the  farm  of  new  or 
redirected  public  transportatian  servioea  an 
also  eligible. 

11.  Limitation  (m  Construction  of  Single- 
Oocupant  Vehicle  Capacity 

Construction  projects  which  will  add  new 
capacity  for  single-occupant  vehicles  ara  na< 
eligible  under  this  program  unless  the  project 
consists  of  a  HOV  facility  only  available  to 
single-occupant  vehicles  at  off-peak  travel 
times.  For  purposes  of  this  program, 
construction  of  added  capacity  for  singfa- 
occupant  vehicles  means  the  addition  of 
general  purpose  through  lanes  to  an  existing 
facility,  which  ara  not  HOV  lanes,  or  a   . 
highway  on  new  location. 

12.  Other  Eligible  Transportation  Projects 
and  Programs 

Other  transportation  projecU  and 
programs,  even  if  they  ara  not  included 
under  one  of  the  categories  above  may  aiao 
be  funded  under  CMAQ.  Innovative  activities 
based  on  promising  techncdogies  and  faasible 
approaches  to  improve  air  mtality  will  abo 
be  considered  for  funding.  This  would 
include  such  ventures  as  iMw  efifarta  to 
identify  and  improve  the  emissions  of  graas 
emitters,  vanpooling  programs,  planning  and 
development  of  parking  management 
programs,  and  preferential  treatment  far 
higb-occupaucy  vehicles.  Like  all  propoaals. 
the  SUte  must  provide  documaBtation  of  atr 
quality  benefiu.  and  FTA/FHWA.  ia 
consultation  with  EPA.  must  be  satisfied  that 
the  project  or  jMogram  will  brip  attain  a 
NAAQS. 
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B.  Levels  ofAnafym 

Decision!  regarding  tha  l«vd  and  type  of 
air  quality  analysis,  as  well  as  the  cmUbillty 
of  Its  results,  ai«  left  to  FTA  ud  PWHA  field 
staff,  In  consultation  with  BPA.  Acreas  the 
country.  State  and  local  transportation/air 
quality  agencies  have  dltbrent  approaches, 
analytical  capabilities  and  technical  expertise 
with  respect  to  such  analysis.  At  the  national 
level,  it  is  not  feasible  to  speciiy  a  single 
method  of  analysis  that  nvould  be  applicable 
in  all  cases. 

While  no  method  is  specified,  every  efibrt 
must  be  taicen  to  ensure  that  determinations 
of  air  quality  benefits  are  credible  and  based 
on  a  reproducible  and  logical  analytical 
procedure  that  will  yield  quantitative  results 
of  emission  reductions.  In  subsection  VIA.  of 
this  guidance.  States  are  required  to  submit 
annual  reports  provicUng  e^imates  of 
emission  reductions  Cor  the  CMAQ  Program. 
Analysis  of  air  quality  benefits  for  individual 
protect  proposals  will  assist  preparation  of 
the  annual  reports.  It  also  aids  in  the  CMAQ 
project  selection  process.  Of  course,  if  an  air 
quality  analysis  has  been  done  for  other 
reasons,  it  may  also  be  used  for  this  purpose. 

Although  quantitative  analysis  of  air   f 
quality  impacts  is  required  whenever 
possible,  some  highway  and  transit 
improvements  may  not  lend  themselves  to 
rigorous  quantitative  analysis  because  of  the 
si2e  or  scope  of  the  project  or  because 
practical  experience  is  lacking  to  adequately 
analyze  the  project  In  these  cases,  a 
qualitative  assessment  based  on  a  reasoned 
and  logical  examination  of  how  the  project  or 
program  will  decrease  emissions  and 
contribute  to  attainment  of  a  NAAQS  is 
appropriate  and  acceptable. 

In  some  instances  the  appropriate  fiocus  of 
the  analysis  will  not  be  the  specific  proposal 
suiunitted  for  CMAQ  funding.  In  cases  where 
CMAQ  funds  are  to  be  used  for  planning 
studies,  for  example,  the  analysis  should 
focxts  on  the  project  emanating  from  the 
planning.  In  these  cases,  related  projects 
should  be  grouped  and  the  air  quality 
benefits  determined  together. 

In  other  situations,  the  appropriate 
analytical  focus  wrill  be  to  examine  the 
impacts  of  more  comprehensive  strategies  to 
improve  air  quality  by  grouping  TCMs.  A 
stategy  to  reduce  reliance  on  single-occupant 
vehicles  in  a  travel  corridor,  for  example, 
could  include  transit  improvements  coupled 
with  demand  management  The  benefits  of 
such  a  strategy  should  be  evaluated  together 
rather  than  as  separate  projects.  Transit 
improvements,  ridesharing  programs  or  other 
TCMs  affecting  an  entire  regioq  may  be  best 
analyzed  in  this  fashion. 

C  Responsibility  for  Pnjact  Management  and 
Final  Elig^Uity  Decisions 

Either  the  local  FTA  or  FHWA  office  i^ill 
be  responsible  for  project  management  In 
cases  where  the  project  is  clearly  related  to 
transit,  FTA  will  manage  the  project 
Similarly,  highway  projects  that  improve  air 
quality  through  trafiBc  operational 
improvements  would  be  managed  by  FHWA. 
For  projects  that  include  both  highway  and 
transit  elements,  such  as  park  and  ride  lots 
and  intsrmodal  projects,  the  managing 
agency  will  be  decided  on  cas»-by-case  basis. 


Following  initial  review  by  the  managing 
agency  and  ooosultation  wim  BPA,  the 
wMMM^ing  agency  makes  the  final 
determination  on  whether  the  project  or 
program  is  likely  to  contribute  to  attainment 
of  a  NAA(^  and  is  eligible  for  CMAQ 

fiiniting. 

V>  Oordinarioo  With  EPA 

As  noted  in  the  February  20  interim 
guidance,  the  FTA  and  FHWA  Regional 
Offices  should  establish  a  consultation  and 
coordination  process  with  their  respective 
BPA  Regional  Offices  for  review  of  CMAQ 
funding  proposals.  EPA  review  is  critical  to 
assist  the  determination  of  whether  a  project 
wiU  have  air  quality  benefits  and  to  assure 
that  the  most  effoctive  projects  and  programs 
are  approved  for  CMAQ  funding. 

At  the  same  time,  the  consultation  process 
shcnild  be  developed  with  the  urgency  of 
improving  air  quality  and  kaepii^the  CAAA 
attainment  schedules  in  mind.  A  process 
should  be  established  for  timely  review  and 
handling  of  CMAQ  funding  proposals.  Also, 
a  project  category  list  should  be  developed 
for  expedited  fonding  under  CMAQ  without 
further  review.  As  EPA  will  evaluate  all 
TCMs  in  an  approved  SIP  for  the  conformity 
determination,  they  can  be  included  on  such 
a  list 

VL  MPO  and  State  Authority/Responsibility 

A.  Annual  Reports 

To  assist  in  meeting  statutory  obligations, 
States  are  required  to  prepare  annual  reports 
for  FTA,  FHWA  and  the  general  public  that 
specifies  how  CMAQ  funds  have  been  spent 
and  what  the  air  quality  benefits  are  expected 
to  be.  Annual  reporting  will  serve  to 
minimJM  fonding  questionable  activities 
under  CMAQ,  and  appropriately  makes  the 
States  and  local  agencies  accountable  to  the 
general  public.  Also,  an  annual  report  would 
enable  FTA  and  FHWA  to  be  responsive  to 
the  Congress  on  the  utilization  of  the  funds. 

This  report  should  be  provided  by  the  first 
day  of  February  following  the  end  of  the 
previous  Federal  fiscal  year  (September  30) 
and  cover  all  CMAQ  obligations  for  that 
fiscal  year.  The  report  should  include: 

1.  A  list  of  projects  fimded  under  CMAQ, 
best  categorized  by  one  of  the  following  six 
project  types: 

•  Transit:  construction,  equipment  or 
operating  expenses  for  new  and  improved 
services,  and  parking  for  transit  services,  etc. 

•  Other  shared-ride:  vanpool  and  carpool 
programs,  and  parking  for  shared-ride 
services,  etc 

•  Highway/road:  traffic  management  and 
control  services,  signalization  projects, 
intersection  improvements,  and  construction 
or  (todication  of  HOV  lanes,  etc 

•  Demand  management:  employer  trip 
reduction  programs,  transportation 
management  plans,  flexible  work  schedule 
programs,  vehicle  restriction  programs,  etc. 

•  Pedestrian/bike:  trails,  storage  facilities, 
promotional  activities,  etc 

•  I/M  and  other  TCMs  (not  covered  by  the 
above  categories). 

Project  planning  and  other  developmental 
activities,  eligible  under  CMAQ  should  be 
categorized  the  same  way  as  the  project  or 
program  they  support. 


2.  The  amount  of  CMAQ  funds  obligated 
for  the  year,  disaggregated  by  the  type  of 
project  listed  above;  and 

3.  A  tabulation  of  the  estimated  air  quality 
benefits  for  the  year  summed  from  project- 
level  analyses  and  expressed  as  reductions  of 
ozone  precursors  (volatile  organic 
compounds  and  nitrogen  oxides),  CO,  or  PM- 
10.  These  reductions  should  t>e  expressed  as 
kilograms  per  day  removed  from  the 
atmosphere.  This  information  will  be 
important  to  monitoring  and  reporting  to 
Congress  on  CMAQ  Program  effectiveness. 

B.  Fund  Allocation  and  Project  Selection 

According  to  the  ISTEA  legislation.  CMAQ 
funds  are  apportioned  to  the  States  based  on 
the  severity  of  their  ozone  pollution  and  the 
number  of  people  affected  by  it.  Additional 
funds  are  apportioned  if  a  nonattainment 
area  for  ozone  is  classified  as  nonattainment 
Cor  CO  as  well.  Each  State  is  guaranteed  a 
minimum  of  0.5  pwrcent  of  the  total  yearly 
apportiorunent  even  if  it  has  no 
nonattainment  areas. 

A  State's  apportionment  can  change  from 
year-to-year.  As  some  areas  come  into 
attainment,  or  as  some  areas  whose  air 
quality  gets  worse  are  classified  as 
nonattainment  the  distribution  of  the  total 
yearly  apportionment  will  change,  affecting 
each  State's  apportionment  to  some  degree. 
Further,  EPA  can  adjust  the  boundaries  of  a 
nonattainment  area  which  will  in- turn  affect 
the  number  of  fteople  in  the  area  and  shift 
the  distribution  as  well. 

Despite  the  statutory  formula  for 
determining  the  apportionment  amount  the 
State  can  us#its  CMAQ  fonds  in  any  ozone, 
00  or  PM-10  (under  certain  conditions) 
nonattainment  area.  It  is  under  no  statutory 
obligation  to  suballocate  CMAQ  fonds  in  the 
same  way  as  they  were  apportioned.  States 
may  retain  fonds  for  use  in  specific 
nonattainment  areas  or  fund  CMAQ  projects 
on  a  case-by-case  basis.  We  suggest,  however, 
that  the  State  consult  with  affected  MPOs  to 
determine  CMAQ  priorities  and  allocate 
fonds  accordingly. 

The  decision  over  which  projects  and 
programs  to  fond  under  CMAQ  should  be 
made  through  a  cooperative  process 
involving  the  State  departments  of 
transportation,  a^ected  MPOs,  and  State  and 
local  air  quality  agencies.  This  process  serves 
to  develop  a  pool  of  potential  CMAQ  projects 
to  be  considered  for  funding  in  a  State's 
nonattainment  areas.  The  programming  of 
CMAQ  projects  should  follow  the  procedures 
for  TIP  development  and  project  selection 
noted  below. 

Projects  to  be  fonded  with  CMAQ  funds 
must  be  included  in  the  TIPs  that  are 
developed  by  the  MPOs  in  cooperation  with 
the  State  and  transit  operators.  Under  the 
metropolitan  planning  interim  guidance  of 
April  6, 1992,  TIPS  must  contain  a  priority 
list  of  projects  to  be  carried  out  in  the  3-year 
period  following  adoption.  For  projects 
targeting  CMAQ  funds,  priority  in  the  TIP 
should  be  based  on  the  projects'  estimated  air 
quality  benefits. 

Since  the  TIPs  must  be  consistent  vrtth 
available  fonding,  it  is  important  that  the   '^ 
State  advise  the  MPOs  of  its  proposed  -^ 

approach  to  utilize  CMAQ  funds  in  a  timely 
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mumer.  One*  CMAQ  prolKte  m  Inchidsd 
in  a  TIP  (approved  by  tfaa  MPO  ud  tlM 
Governor,  and  included  ia  •  FHWA/FTA- 
approv«d  statewride  tranraoctatioa        ,  ^  _, 
improvement  program),  they  may  be  selected 
far  implemenUtion  in  accordance  with  the 
specified  project  selection  proceduree.  In 
transportation  management  areas.  CMAQ 
pro|ects  would  be  selected  far 
implementation  from  the  approved  TIP  by 
the  MPO  in  consultation  with  the  State.  In  all 
other  areas  CMAQ  proiectt  would  be  selected 
from  the  approved  TIP  by  the  State  in 
cooperation  with  the  MPO. 

Vn.  SUtea  Thai  Are  ia  Attainmenl 

States  that  do  not  have  any  ozone  and  CO 
nonattainraent  areas,  which  meet  the 
nonattalninent  classifiaitioiu  contained  in 
the  CAAA,  may  use  their  funds  for  any 
eligible  projects  under  the  STP.  We  would 
encourage  any  of  these  Stales  which  also 
have  PM-10  nonattainment  areas,  and  those 
that  achieve  attainment  of  ozone  and  CO 
standards  In  the  fufure.  but  still  have  HM-10 
nonattainment  areas,  to  give  priority  to  the 
use  of  these  funds  for  projects  and  programs 
that  contribute  to  attainment  of  the  PM-10 
standard.  This  priority  should  be  given  only 
if  mobile  sources  are  considered  major 
contributors  of  such  nonattainment. 

For  States  that  are  in  attainment  or  achieve 
attaiiunent  of  transportation-related  NAAQS, 
we  would  further  encourage  them  to  give 
priority  to  the  use  of  CMAQ  program  funds 
for  the  development  of  congestion 
management  systems,  public  transportatioa 
&cilities  and  equipment,  and  intermodal 
fodlities  and  systems,  as  well  as  the 
implemenUtion  of  projecU  and  programs 
produced  by  those  systems. 

VOL  Parthar  Infiannatioa 

If  you  have  any  questions  on  the  OlAQ 
program  or  this  guidance,  please  contact 
\amn  M.  Shrouds  at  (202)  366-2074,  Michael 
].  Savonis  at  (202)  366-2080  or  Abbe  Mamer 
at  (202)  366-4317. 

Anthony  R.  Kane 
Robert  H.  McManus 
2  Attachments 

Attachments  Dot  availahk  Car  pahUrtion 

Attachment  •!  is  23  U.S.Ca20.    \ 
Attachment  »2  Is  Section  lOOa^of  the 
liitamodal  Surface  Transportatioa  EfTiciency 
Act  of  1991.  Pub.  L.  102-240. 105  Stat.  1914. 

MEMORANDUM 


UMI 


Date:  June  15, 1992. 

Reply  to  Attn  df:  HEP-41/HEP-32. 

Sub)ect:  bifonnation:  CongestioD  Mitigation 

■ad  Air  Quality  (CMAQ)  fanprovament 

Program  and  l^nsportatioo  Enhancement 

Activities. 
From:  Director,  Office  of  Environment  and 

Planning. 
To:  Regional  Federal  Highway 

Administrators:  Federal  Lands  Hi^way 

Program  Administrator. 

Implementation  of  two  of  the  new  areas 
under  the  Intermodal  Surface  Transportation 


Effidancy  Act  (ISTBA)  have  created  soma 
concern  at  Headquarters.  The  CMAQ 
Improvement  Program  and  Transportation 
Enhancamant  Activities  (under  the  Surface 
Transportatioa  Program)  have  shown  rathar 
slow  rates  of  obligition  to  date.  These 
activities  represent  completely  new  areas  for 
FHWA.  and  some  planning  to  determine  how 
best  to  use  these  funds  is  not  only  expected, 
but  desirable. 

Our  concern,  however,  is  that  States  may 
also  be  slow  to  obligate  these  funds  because 
of  uncerUinties  over  project  eligibility  and 
program  structure.  We  need  to  address  these 
uncertainties  and  remove  the  bottlenecks  that 
may  be  kttnfaring  with  the  successful 
implementation  of  these  programs. 

CMAQ 

Interim  guidiFwy  on  the  CMAQ  program 
was  sent  out  on  February  2a  Still  eli|^ttiiUty 
questions  have  continued  to  arise,  most 
recently  at  a  May  20  confarenoa  call  with 
Regional  Planning  and  Program  Directors. 
These  questions  seem  to  be  hindering 
program  implementation.  We  need  to  insure 
that  State  DepartmenU  of  Transportation 
(DOT)  are  fully  aware  of  our  positions  oa 
project  eligibilitY  and  what  is  required  under 
the  ISTEA.  Headquarters  staff  have  already 

Cvided  the  most  up-to-date  information  we 
e,  and  further  guidance  on  project 
eligibility  and  procedures  for  coOTdination 
with  the  Federal  Transit  Administration 
(FTA)  are  being  developed.  These  will  be 
disseminated  as  soon  possible. 

In  the  interim,  the  divisions  and  regions 
should  exercise  their  best  judgement  in 
making  eligibility  calls  while  keeping  in 
mind  the  purpose  of  the  CMAQ  program— to 
fund  projacU  and  programs  that  will 
contribute  to  attainment  of  National  Ambient 
Air  Quality  Standards  for  ozone  and  carbon 
monoxide.  The  interim  guidance  of  February 
20  and  previous  discussions  with 
Headquarters  will  further  serve  to  direct  your 
decisions.  It  would  be  prudent  to  avoid 
making  long-term  commitments,  such  as 
funding  operating  expenses  or  capital 
projects  that  will  extend  far  into  the  futxua, 
because  final  guidance  may  contradict  some 
of  these  eligibility  decisions. 

You  should  be  aware  that  the  continuing 
development  of  State  Implementation  Plans 
may  also  play  a  role  in  the  slow  obligation 
rate  for  CMAQ.  Some  States  seem  to  be 
waiting  for  their  plans  to  more  fully  develop 
before  expending  these  funds.  In  that  1992 
CMAQ  funds  do  not  lapse  for  4  years,  this 
poses  no  significant  threat  to  their  funding 
and  is  within  their  prerogative. 

Transportation  Enhancement  Activitiea 

The  April  24  memorandum  on 
traiuportation  enhancement  activities 
provided  guidelines  for  determining  which 
activities  qualified  as  transportation 
enhancemenU.  Nevertheless,  many  State 
DQTs  are  grappling  with  enhancement 
proposals  that  are  not  definitively  addressed 
by  these  guidelines.  Some  such  proposals 
appear  to  qualify  as  transportation 
enhancements,  but  some  State  DOTs  ara 
unsure  how  these  initial  proposals  will  rank 


against  transftortation  enhancement 
proposals  that  materialize  as  a  broader  group 
of  interested  f>arties  seek  to  become  involved 
in  the  Surface  Transportation  ProgranL  State 
DOTS  therefore  find  thanuelves  in  the 
position  of  balancing  the  Inunediate 
obligation  of  funds  far  transportatioa 
enhancement  activities  against  taking  the 
time  to  build  a  process  which  wrill  serve  them 
well  over  the  longer  term. 

Given  the  newness  of  the  transportatioa 
enhancoment  concept  and  the  number  of 
interested  outside  parties,  one  strategy  that 
States  should  seriously  consider  is  to  develop 
separate  short-term  and  longer-term 
approaches.  Over  the  short  term  (the 
remainder  of  FY  92  and  the  beginning  of  FY 
93),  State  DOTs  could  concentrate  on 
incorporating  clearly  qualifying 
transportation  enhancement  measures  into 
transportation  projecU  that  an  currently  in 
the  project  development  pipeline  and  on 
advancing  proposals  for  standHdone  projects 
which  have  indisputable  merits.  At  the  same 
time.  State  DOTs  would  be  well-advised  to 
Immediately  begin  developing  a  longer  term 
process  for  identifying  candidate 
transportation  enhancement  proposals  and 
for  selecting  which  proposals  will  be  funded 
In  developing  the  longer  term  (nooess.  State 
DOTs  should  consiUt  with  Interested  outside 
parties.  Once  developed.  State  DOTs  should 
widely  publicize  the  process  in  a  way  that 
Interested  members  of  the  public  can  easily 
understand. 

A  few  State  DOTs  have  made  substantial 
progress  in  developing  strategies  far 
implementing  transportation  enhancement 
activities.  One  State  is  establishing  an 
Interagency  conunittee  to  screen 
enhancement  proposals  using  published 
criteria  and  to  advise  the  DOT  Secretary  of 
which  proposals  merit  advancemeot 
Another  State  DOT  has  decided  to  reserve 
some  of  the  transportatioa  enhancement 
funds  for  upgrading  its  own  projects  and  will 
conduct  a  grant  competition  for  the 
remaining  funds.  We  will  provide  you  with 
specifics  as  these  processes  are  finalized  and 
the  State  DOTs  ara  willing  to  shara  the 
information. 

Requested  FoUowup 

In  order  to  relieve  the  uncertainties  that 
may  be  Interfering  with  the  successful 
implementation  of  both  the  CMAQ  program 
and  transportation  enhancement  activities, 
we  ask  that  Division  Administrators  meet 
with  State  DOTs  as  soon  as  possible  to  clarify 
any  misunderstandings  that  exist  The  FTA 
regional  representatives  should  be  Invited  to 
participate  In  these  meetings  because  of  the 
significant  role  they  play  in  transportation 
enhancement  activities  and  the  CMAQ 
program. 

If  you  need  further  information  on  these 
matters,  contact  the  following  members  of  my 
staff:  CMAQ:  James  Shrouds.  HEP-41  (202- 
366-2074),  or  EnhancemenU:  Fred  Skaer. 
HEP-32  (202-366-2058). 
Kevin  E.  Heanue 
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|uly30.1«a. 

Dear  CoUetgM*:  Tbis  is  •  bUowup  lettw  to 
on0  we  MDt  you  oo  Maidi  19  on  the  geaaral 
subject  of  admtnlttrativB  procadujw  to  b> 
followed  when  Ffedanl  h%)iwray  Mslstanca  Is 
use4  Cor  mass  transit  projects,  or  transit  Kinds 
are  used  far  hightvav  prc^acts.  Both  of  these 
new  options  are  authorised  under  the 
Intermodal  Surface  Transportation  Efficiency 
Actori991(ISTBA). 

The  March  10  latter  primarily  concerned 
itself  wife  the  Surface  TVansportatioB 
Pranam  {STP)  of  the  highway  title,  as  well 
as  the  Section  9  lYogram  of  the  transit  title. 

This  letter,  in  an  attachment,  addimses  the 
procedures  that  will  be  used  whan 
transfiBrring  funds  to  or  from  a  highway 
program  tlut  is  a  companion  of  the  SIT, 
namely,  the  Congestion  Mitigation  and  Air 
Quality  Improvement  Program  (CMAQ). 
Wliiie  generally  similar  to  the  procedures 
outlined  in  our  Mardi  19  letter,  there  are 
some  ditbrence,  especially  with  reqiect  to 
project  eligibility. 

A  second  attadmient  to  this  letter,  an 
internal  memorandum  to  the  field  staff  of 
both  the  Federal  Highway  Administration 
(FHWA)  and  the  Federal  Transit 
Administration  CPTA),  outlines  accounting 
procedures  feat  wrill  be  used  by  our 
respective  agencies  far  the  fiscal  management 
of  transit  Directs  financed  by  highway 
funds,  either  STP  or  CMAQ  in  origin. 

It  is  expected  that  whatever  fee  origin  of 
the  Federal  funds  Involved.  FTA  will  manage 
protects  that  are  clearly  transit  in  nature  (e^.. 
fee  purchase  of  transit  vriiicles.  the 
construction  of  transit  facUiUes,  etc),  while 
FHWA  will  manage  projects  that  improve 
genettl  road  trafBc  and  conditions. 

Questions  have  arisen,  however,  about 
whkfa  agency  will  manage  projects  of  an 
intermodal  nature.  Dedsioos  on  feese  will  be 
made  on  a  case-by-case  basis.  Sponsors  of 
such  faitannodal  projects  should  contact  their 
field  ofltees.  bofe  FTA  and  FHWA,  as  quickly 
as  possible  in  the  project  development 
process,  if  at  all  possible,  anv  preference  feat 
the  project  nonsor  has  will  be  honored. 

At  feb  point  In  fee  ImplementatloD  of  fee 
fSTBA,  we  would  Uke  to  express  our 
appreciation  fior  bofe  the  enfeuslasm,  and  the 
patience,  that  tve  are  finding  among  our 
grantees.  Th«  ISTBA  is  not  just  another 
reauthorization  of  two  Federal  assistance 
programs;  it  represents  a  m^  mileatone  in 
fee  partnership  between  Federal,  State,  and 
local  interests  on  questions  of  tranqxMtation. 

Sincanly  youiB. 
Brian  W.  aymar. 
Admiirfslmiar.  ^mleml  ThwsH 
AdninlttnuoHm 

Thomas  D.  Larson, 
AdtninisttBtof,  Ftdsiol  Hi^way 
Administration. 
2Eoclosuras. 


Transfar 


forUsaonmeas 
aadAirQiMUly 


(CMAQ) 
Transit  ProM* 

I\inds  from  the  04AQ  fanproveneal 
i>nKam  caa  ba  used  farlmn^afftatloa 


projects  and  prap«ms  (for  simplicity  refaned 
to  as  "projects'*  in  tbeee  procedures)  that  will 
lead  to  attainmaiit  of  National  Ambient  Air 
Quality  Standards  (NAAC^).  The  fatterim 
guidance  of  Fetacuary  20  in  combination  w)fe 
quastfaos  and  answers  on  the  Federal 
Blectnmic  Bulletin  Board  System  serve  as  the 
most  currant  guide  to  what  projects  are 
elii^e  far  CMAQ  fanding.  Additional 
guklaaoe  is  being  davekqied  and  will  be 
issued  as  sooo  as  possible.  The  CMAQ  funds 
may  be  used  far  either  hi^wnqr  or  transit 
projects.  This  paper  outlines  the  steps  %vhlch 
are  to  be  taken  in  order  to  use  these  funds 
far  a  transit  pn^ect 

Tmnsportation  Improvement  Pittgmm  (TIP) 
Developmeat,  Pnlect  Selection  and 
Confonnity  Detenninations 

A  transit  project  intended  to  use  CMAQ 
funds,  just  as  wife  highway  projects,  must 
contribute  to  the  attainment  of  the  NAAQS 
as  defined  by  the  Intermodal  Surface 
Transportation  Efficiency  Act  the  Clean  Air 
Act  Amendments  of  1990  and  the  guidance 
reforenced  above.  As  in  the  case  of  projects 
selected  to  use  Surface  Transportation 
Program  funds,  tlie  project  must  also  be 
included  in  a  conforming  Transportation 
Plan  and  TO*  developed  by  the  Metropolitan 
Planning  Oiguiiation  (MPO).  The  TIP  must 
be  appc^ed  by  the  Ml^  and  the  Govemor 
(or  designate).  Additionally,  projects  inside 
and  outside  the  metropolitan  areas  must  be 
included  in  the  State  Transportation 
Improvement  Program  (STIP).  The  STIP  is  to 
be  approved  by  tlie  Secretary  no  less 
frequently  tiian  biennially.  Projects  must 
feen  be  selected  fior  implementation  in 
accordance  with  the  requirements  ^fsa^on 
8  of  the  Federal  Transit  Act  and  se6nonni34 
and  135  of  title  23.  United  Stat^Code. 

Once  fee  project  it  selected  far 
implementation,  the  recipient  of  the  transit 
project  funds  (the  "Grantee"  as  determined 
by  State  and  local  officials)  completes  all 
necessary  preliminary  steps.  This  includes 
preparation  of  itecessary  National 
Bnviromnental  Policy  Ad  documentation. 

AppiiaHioa 

The  Grantee  submits  a  project  application 
to  the  ongnliant  Federal  Transit 
Administration  (FTA)  Regional  Office  which 
should  include  documeotatiaQ  oo  how  the 
project  will  improve  air  quality.  At  the  time 
of  the  appUcatioo,  the  Grantee  notifies  the 
State  that  it  has  submitted  an  applicatioa  to 
FTA  which  will  require  a  transfer. 

The  application  should  specify  under 
which  Federal  Transit  Act  section  the  funds 
will  be  utiiiaed.  and  the  application  should 
be  prepared  in  conformance  «ifith  the 
requirements  and  procedures  governing  that 
section.  Section  9  requirements  and 
procedures  «rill  apply  to  urbanised  area 
projects.  Section  18  to  non-urbanised  area 
projects,  and  Sectioa  16  to  projects  for  the 
purposes  of  that  section.  Section  13(c) 
requirements  will  apply  as  may  be  called  for 
under  thoee  programs. 

The  FTA  Ragfanal  Office  will  receive  and 
process  the  ^iplicatioos  under  the  nomal 
quarterly  release  process.  Projects  receive 
project  numbers  coosi^ent  wife  the  purposes 
to  which  the  funds  will  be  ^ipUed. 


Fund  Obligation  and  Application  Appimml 

If  the  pnlect  submitted  for  CMAQ  funding 
U  unambiguously  a  transit  project,  the  FTA 
Regional  Office  will  decide  if  the  project  is 
riigible  for  CMAQ  funding  and  will  manage 
the  project  Similarly  far  a  daariy-defined 
highway  project  the  Fed«al  Hig^wray 
Administratioo  will  be  the  responsible 
agency.  In  the  case  of  an  intermodal  project 
or  other  projects  which  have  elements  of  bofe 
hi^way  and  transit  improvements,  the  FTA 
and  FHWA  Rsgiooal  Offices  wiU  joindy 
decide  if  die  project  is  eligible  far  CMAQ 
funding,  if  the  a{q>Ucatioo  should  be 
approved  and  whkh  agency  will  manage  the 
project  The  remainder  of  this  guidance 
applies  if  FTA  is  fee  managing  agency. 

If  a  State  has  not  yet  submitted  a  transfar 
request,  the  FTA  Regional  Office  will  notify 
the  SUte  and  the  Grantee  that  the  project  is 
ready  far  approvaL 

JV«^  Execution 

Once  fee  project  is  approved,  the  Grantee 
executes  tlte  project  using  normal  FTA 
program  prooedures  appropriala  to  the 
pro^  in  question.  The  FTA  Regional  Office 
will  manage  the  project  in  the  same  maimar 
as  typical  transit  projects.  Requests  far 
reimbursement  are  sent  to  FTA  as  fior  other 
FTA  projects. 

Project  Amendments 

Project  AmendmenU  which  require  the  use 
of  additional  CMAQ  funds  will  undergo  the 
same  processing  as  an  original  request  far 
funding. 

MEMORANDUM 

Date:  )uly  30. 1992. 

Reply  to  Atta.  of:  HEP-41.  M.  Savonis. 

X62080.TCM-1. 
Subject  Action— Policy  on  Eligibility  of  PM- 

10  Projects  for  CMAQ  Funding. 
From:  Federal  High%vay  Associate 

Administrator  for  Program  Devek^Nnent 

Federal  Traruit  Associate  Administrator  for 

Grants  Management 
To:  Regional  Federal  Highway 

Adminiatntorr.  Federal  Lands  Highway 

Program  Administrator  Federal  Transit 

Area  Directors  and  Regional 

Administrators. 

Officials  in  several  small  particulate  matter 
(PM-10)  nooattainmant  areas  have  requested 
that  transportation  projects  and  programs 
«vhich  reduce  PM-10  emissions  in  a  PM-10 
noitattalnmant  area  be  considered  eligible  far 
fonding  under  fee  Congestion  Mitigadon  and 
Air  Quality  Improvement  Program  (04AQ). 
Such  a  request  from  Spokane,  Wa^ington  is 
attached.  We  have  concluded  that  projects 
and  programs  which  reduce  transportation- 
generated  PM-10  emissions  in  a  PM-10 
nonattaiimient  area  should  be  considered 
eligit>le  for  CMAQ  fonding  under  the 
following  additional  coiuiitionr 

The  Stale  must  consult  with,  and  consider 
the  views  of.  fee  EPA  regional  office  and  the 
metropolilan  planning  organisations  (MPOs) 
in  all  Donattainment  areas  for  osone.  carbon 
monoxide  (CX)).  and  PM-10  wifeln  dae  Stale 
before  programming  CMAQ  tbads  for  a  PM- 
10  pr^ect 
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If  the  Sute  contains  any  oxom  or  CX) 
nooattainmsBt  traa*.  tha  EPA  ragkmal  office 
must  i^raa  that  tha  propoaad  use  of  CMAQ 
funds  for  PM-10  im)acts  or  pcogmns  will 
not  detract  from  or  dalay  afibrts  to  attain  tha 
ozonfl  or  CO  standards. 

Thfl  primary  focus  of  a  transportation 
program  intended  to  improve  air  quality 
should  be  tlie  primary  transportation 
pollutanU.  ozone  and  CXX  lite  CMAQ 
apportionment  formula  in  the  Intermodal 
Surface  Transportation  Efficiency  Act 
recognizes  ozone  and  00  as  the  primary 
transportation  pollutants.  The  reiquirements 
listea  above  will  ensiire  proper  consideration 
of  the  views  of  the  agencies  charged  with 
controlling  transportation  emissions  of  ozono' 
precursors.  CO.  and  PM-10,  especially  their 
views  on  the  moat  effoctive  use  of 
transportation  funds  in  achieving  the 
National  Ambient  Air  Quality  Standards.  The 
CMAQ  eligibility  of  PM-10  profecU  ¥fill  not 
affect  a  SUte's  CMAQ  apportionment,  but  has 
the  potential  to  spread  tne  limited  CMAQ 
funds  over  a  greater  nimiber  of 
nonattainment  areas  within  the  State. 

The  consultation  and  agreement  with  EPA 
will  ensure  that  the  proposed  projects  and 
programs  effectively  address  PM-10 
problems  without  exacerbating  other 
pollution  problems.  For  example,  a  project 
which  reduces  PM-10  emissions  in  a  PM-10 
and  CO  nonattainment  area  may  cause  an 
increase  in  CO  emissions  and  be  therefore 
less  desirable  than  a  project  without  this  CO 
problem. 

Examples  of  projects  and  programs  in  a 
PM-10  nonattainment  area  that  would  be 
eligible  for  CMAQ  funds  if  the  above 
requirements  are  met  are  paving  dirt  roads, 
diesel  bus  replacements,  and  more  effective 
street  sweeping  equipment.  In  an  area  which 
is  nonattainment  for  both  PM-10  and  ozone 
or  CO,  projects  and  programs  which  reduce 
emissions  of  CO  or  ozone  precursors  in 
addition  to  reducing  PM-10  emissions  (e.g. 
transportation  activities  in  approved  State 
Implementation  Plans  and  transportation 
control  measures  listed  in  section 
108(f)(lKA)  of  the  Qean  Air  Act)  are  not 
subject  to  the  additional  requirements  listed 
above.  The  requirements  apply  only  to 
projects  and  programs  whose  sole 
justification  for  CMAQ  eligibility  is  the 
reduction  in  PM-10  emissi(ms. 

These  requirements  have  been  coordinated 
with  EPA  and  will  be  incorporated  into  more 
extensive  guidance  on  CMAQ  which  will  be 
issued  soon.  Please  advise  the  States,  MPOs, 
and  transit  agencies  in  your  region  of  this 
PM-10  policy. 
Robert  H.  McManus 
Anthony  R.  Kane 
Attachment 

United  States  Senate 
Washington,  DC  20510-4701 
June  23, 1992 
William  K.  Reillv,  Administrator, 

Environmental  Protection  Agency,  401  M 

Street  Southwest.  tl200-W,  Washington, 

aC  20460. 

Dear  Administrator  Reilly:  I  understand 
that  the  Enviroimiental  Protection  Agency 
will  be  working  with  tha  Department  of 
Transportation  as  it  review*  its  interpretation 


of  the  Intermodal  SurfiMa  Transportation 
Efficiency  Act's  Congestion  Mitiigaticm  and 
Air  Quality  Improvement  Program  to  include 
PM-10  (particulate  micron  material) 
reduction.  Presently,  DOTs  interpretation 
only  permits  the  funding  of  projects  which 
reduce  carbon  monoxide  and  ozone  levels. 

In  the  State  of  Washington.  Uie  dty  of 
Spokane  continually  fKes  the  threat  of  being 
labeled  by  the  EPA  as  "serious"  for  PM-10 
nonattainment.  If  labeled  "serious"  by  the 
EPA,  the  city  would  face  a  banaga  of 
restrictions  on  business  and  other  activities 
vital  to  local  commerce.  Simnly  put.  jobs  and 
economic  opportunities  would  be  liinited — if 
not  lost— for  Spokane's  many  bmilies  and 
communities. 

After  extensive  research,  EPA  Region  10 
and  the  Washington  State  Department  of 
Ecology  have  targeted  4'/i  miles  of  unpaved 
roads  which,  if  paved,  will  contribute  to  a 
substantial  deaeaae  in  Spokane's  PM-10 
level.  The  Washington  State  Department  of 
Transportation  and  regional  Federal  Highway 
Administration  support  the  use  of  Congestion 
Mitigation  funds  for  this  project. 

I  encourage  the  EPA  to  consider  the 
problems  fe^ng  the  city  of  Spokane  when 
consulting  with  the  DCrT  on  iU  interpretation 
of  Uie  Congestion  Mitigation  and  Air  Quality 
Improvement  Program.  The  threat  which 
PM-10  poses  to  Spokane's  citizens  is  great, 
and  any  measure  which  will  reduce  the 
pending  threat  of  being  labeled  "serious" 
would  greatly  assist  both  the  environmental 
and  economic  livability  of  this  city. 

Thank  you  for  your  consideration  of  this 
request.  I  look  forward  to  your  response. 

Sincerely, 
Slade  Gorton. 
United  States  Senator. 

United  States  Senate 

Washington,  DC  20510-4701 

)ime  23, 1992 

The  Honorable  Andrew  Card,  Secretary. 

Department  of  Transportation,  400  Seventh 

Street.  Southwest.  Washington.  D.Q  20590. 

Dear  Secretary  Card:  I  understand  that  the 
Department  of  Transportation  is  reviewing  its 
interpretation  of  the  Intermodal  Surface 
Transportation  Efficiency  Act's  Congestion 
Mitigation  and  Air  Quality  hnprovement 
Program  to  include  PM-10  (particulate 
micron  material)  reduction.  PresenUy.  DOT'S 
interpretation  only  permits  the  funding  of 
projects  which  reduce  carix)n  monoxide  and 
ozone  levels. 

In  the  State  of  Washington,  the  city  of 
Spokane  continually  faces  the  threat  of  being 
labeled  by  the  Environmental  Protection 
Agency  (EPA)  as  "serious"  for  PM-10 
nonattainment.  If  labeled  "serious"  by  the 
EPA.  the  city  would  face  a  barrage  of 
restrictions  on  business  and  other  activities 
vital  to  local  commerce.  Simply  put.  jobs  and 
economic  opportunities  would  be  limited — if 
not  lost — for  Spokane's  many  families  and 
communities. 

After  extensive  research,  EPA  Region  10 
and  the  Washington  State  Department  of 
Ecology  have  targeted  4V*  miles  of  unpaved 
roads  which,  if  paved,  will  contribute  to  a 
substantial  decrease  in  Spokane's  PM-10 
level.  The  Washington  State  Department  of 


Transportation  and  regional  Federal  Highway 
Administration  support  the  use  of  Congestion 
Mitigation  funds  for  this  project. 

I  urge  your  prompt  review  of  the 
Department's  interpretation  of  the  Congestion 
Mitigation  and  Air  Quality  hnprovement 
Pro-am  to  include  PM-10.  The  threat  which 
PM-10  poses  to  Spokane's  citizens  is  great, 
and  any  measure  whidi  will  reduce  the 
pending  Uireat  of  being  labeled  "serious" 
would  greatly  assist  both  the  enviromnental 
and  economic  livability  of  this  dty. 

Thank  you  for  your  consideration  of  this 
request.  I  look  forward  to  your  response. 

Sincerely, 
Slade  Gorton, 
United  States  Senator. 

MEMORANDUM 


Date:  April  14. 1992. 

Reply  to  Attn  of.  HNG-13. 

Subject:  Action— 1991  Intermodal  Surface 

Transportation  Bffidency  Ad  (ISTEA) 

hnplementation  of  Interstate  Substitution 

Program. 
From:  Assodate  Administrator  for  Program 

Development. 
To:  Regional  Federal  Highway 

Administrators:  Division  Administrators; 

Federal  Lands  Highway  Program 

Administrator. 

This  memorandum  provides  written 
guidance  in  the  implementation  of  the 
provisions  of  the  1991  ISTEA  accoimting  for 
changes  and/or  amendments  made  to  the 
Interstate  Substitution  Program. 

AutTionzotJqj^s— Sections  1011  and  3025 

Section  1011(a)(1)  authorizes  $240,000,000 
per  fiscal  year  for  each  of  fiscal  years  1992.    - 
1993, 1994  and  1995  for  substitute  highway 
projeds.  Substitute  transit  funds  are 
authorized  in  section  3025  of  the  Ad  and  the 
authorizations  available  when  appropriated 
are  $160,000,000  for  fiscal  year  1992  and 
$164,843,000  for  fiscal  year  1993.  These 
substitute  program  authorizations  will 
complete  the  withdrawal  substitution 
program  based  on  the  remaining  needs 
shown  in  the  1991  Interstate  Substitute  Cost 
Estimate  (ISCE). 

Distribution  of  Funds — Section  1011 

Section  1011  amends  tiUe  23.  United  States 
Code  103(eK4)  (H)  and  ())  to  provide  that  all 
funds  made  available  far  substitute  highway 
and  transit  projecU  shall  be  apportioned  in 
accordance  with  the  estimates  of  the  cost  to 
complete.  The  substitute  cost  estimates  shall 
be  adjusted  every  year  and  used  to  calculate 
the  apportionmenU  for  substitute  highway 
projeds  for  fiscal  years  1992  and  1993. 

In  view  of  the  changes  to  the  substitution 
program  by  the  1991  Ad,  an  update  to  the 
1991  ISCE  will  be  prepared  in  cooperation 
with  the  States  involved  in  the  program.  The 
purpose  of  the  update  is  to  verify  the  spllto 
(highway  versus  transit),  in  the  consideration 
of  the  1991  Ad  provisions,  for  use  in 
apportioning  substitute  funds. 

Period  of  Availability— Sttdon  1011 
Sedion  1011(c)  amends  23  U.S.Q 
103(e)(4MQ(i)  to  provide  that  fimds 
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authariaMl  to  be  ■ppcMtknMi  for  rabatitate 
hi^iwqr  ptotKto  tor  6Kd  yMT  1*BS  "Bd  tor 
(ubttMuto  tiHMtt  ptojactt  for  fiKd  yMT  1M3 
shall  raoMla  available  for  obliRattoB  until 
expended.  There  it  no  change  in  the 
availability  period  far  fundi  apportioned 
prior  to  dioae  yean.  Unobligated  fond*  al  the 
end  of  the  availability  period  In  a  State  are 
subject  to  withdrawal  and  leapportionniaot 
to  other  States  except  when  an  amount  by 
itself  is  not  sufficient  to  pay  the  Fedetal  share 
of  the  cost  of  a  substitute  pro|ect. 

EligibiUty 

Pio)eotseUgtt4e  for  funding  remain  as  in      n 
23  U.S£.  103(eK4MB).  However,  Section 
1011  now  provkles  that  substitute  highway 
funds  may  be  used  for  substitute  tamsit 
projects. 

If  substitute  highway  6wds  are  to  be  used 
for  a  transit  project,  a  State  will  follow  die 
unifanm  prooedures  astablishad  for  the  use  of 
SurfiHa  Transportation  Program  fonds  and 
Intarsteto  Substitute  Midway  foods  for 
transit  protects.  Tbaee  prooeduras  are 
described  in  a  March  19. 1092.  letter  signed 
iointty  by  Mr.  Brian  W.  dymar.  VTA 
Administntar.  and  Mr.  Thomas  D.  Larson, 
FHWA  Administrator.  A  copy  is  attached  far 
your  ready  refarsBcai 

OiscretioiiaiyFbAdf— Section  1011 

The  1991  Act  eliminates  the  discretionary 
allocatioo  of  a  portion  of  the  substitute 
higtnvay  and  substitute  transit  fund 
authoriaations.  In  aooordanoe  with  Ute 
Section  1011(aX2)  and  (bN2);un0ndmanta  to 
Title  23,  the  funds  authorized  by  dw  1991 
Act  will  be  apportioned. 

Federal  Participation 

The  Federal  share  of  each  substitute  project 
remains  at  85  percent  of  the  coat  in 
accordance  with  23  U.S.C  103(eM4)(D). 
Anthony  R.  Kane 

Attachmento 

FedanJ  Highway  Administration 

March  19, 1992. 

Dear  Colleague:  Recently,  we  wrote  to  you 
desoibing  some  of  the  new  flexibility 
availaUein  the  use  of  Federal  Highway 
Administration  (FHWA)  and  Federal  Transit 
Administration  (FTA)  funds.  We  remain  folly 
committed  to  see  that  this  new  flexibility  Is 
fiiUy  realized.  Consequently,  we  have  been 
wrotUng  togedier  to  develop  prooedures  to 
permit  all  program  funds  whidi  have  flexible 
uses  to  be  used  as  eiqwditiously  as  possible. 

bclosed  are  descriptions  of  the 
procedures  we  have  put  in  place  to  govern 
use  of  FHWA  Surtaoe  Transportation 
Program  and  Interstate  Substitution- 
Highways  Program  funds  used  for  transit 
ptoiects  and  use  of  FTA  Sactton  9  Program 
fonds  for  hl^way  pit>|ects.  We  will  be 
issuing  simUar  guidance  on  use  of  FHWA 
Cbngestion  Mit^tion  and  Air  Quality 
program  Ibnds  for  transit  pro)ecta  shortly. 

We  believe  that  theae  procedures  should 
provktcTStates  and  transit  tqieratan  the 
wfirtiniiin  Qaxlbility  permitted  under  the 
law.  Please  do  not  hasitata  to  oootact  our 
field  otBoes  as  questions  arise  on  these 
procedures. 


Slaoerely, 
Brian  W.aymer. 
Administntar,  Pbduxtl  TmasH 
Administration. 

Thomas  D.  Larson. 
Adminhtraiof,  Aifem/  Midway 
Administration. 

Enclosure. 

ibrUsaarSwCaoe 


Surface  Transportation  Program  (STP) 
funds  may  be  used  for  a  wide  variety  of 
surface  transportation  activities,  induding 
both  highway  and4ransit  protects.  Interstate 
Substitotioa— Highways  (Ix)  funds  may  be 
used  lor  transit  projects.  Certain  other  FHWA 
funds,  such  as  National  Hi^way  Syttem 
Funds,  may  be  transfwred  to  the  STP  and 
then  used  for  any  STP-eligibte  activity.  This 
paper  outlines  the  stops  which  are  to  be 
taken  in  order  to  use  these  FHWA  funds  for 
a  transit  prefect. 

TIP  Devdopment  and  Project  Selection 

A  transit  pro)ecl  intended  to  use  STP  or  Ix 
foods  must  be  included  in  a  Transportation 
fanprovament  Program  (TIP)  developed  by  the 
Metropolitan  Planning  Oganization  (MPO) 
and  approved  by  the  MPO  and  the  Governor. 
Pmlecta  must  also  be  included  in  the  State 
Transportation  Improvement  Profpam  (STIP). 
Protects  outside  metropolitan  areas  must  be 
included  in  die  STIP.  The  STIP  must  be 
approved  by  the  Secretary  no  less  frequently 
than  biennially.  Protects  must  then  be 
ejected  for  implementation  In  accordance 
with  the  requirementa  of  Section  8  of  the 
Federal  Transit  Act  and  Section  135  of  Title 
23.  United  States  Code. 

Once  the  protect  is  selected  for 
implementation,  the  recipient  of  the  transit 
protect  funds  (the  "Grantee,"  as  determined 
by  State  and  local  officials)  completes  all 
necessary  preliminary  stops.  This  includes 
preparation  of  necessary  National 
Environmental  Policy  Act  documentation. 

Appliocaion 

The  FTA  Grantee  submits  an  appUcatloo 
for  the  protect  to  the  cognizant  FTA  Regional 
Office.  The  oMnpleted  application  must  be 
submitted  on  or  before  the  (tart  of  a  quarter 
for  the  application  to  be  approved  at  the  end 
of  that  quarter.  At  the  same  time,  the  Grantee 
notifies  the  State  that  it  has  submitted  an 
application  to  FTA  which  will  require  a 
tninsfar. 

The  applicatioo  should  specify  under 
which  Federal  Transit  Act  section  the  funds 
will  be  utilized  and  die  application  should  be 
prepared  in  conformance  with  the 
requirementa  and  procedures  governing  that 
section.  Section  9  requirementa  and 
prooedures  will  apply  to  urbanized  area 
prt^ecta.  section  18  requirementa  and 
prooedures  to  non-urbanized  area  pn^ecto 
and  section  16  requirements  and  procedures 
to  pn^ecta  farthe  purposes  of  that  Sectioa 
Section  13(c)  requirementa  will  apply  as  may 
be  called  far  under  those  programs. 

FTA  itogloBal  Offices  will  receive  and 
prooais  the  applications  under  the  normal 


quarterly  relaaaa  psooass  Pn^acta  vaoelva 
protect  numbers  consistent  writh  the  purposes 
to  whIdi  the  funds  will  be  aniUed. 

Fund  ObUgaOoa  and  Application  Approni 

If  the  FT  A  Regional  Office  determines  that 
the  protect  can  be  approved  and  if  a  State  has 
not  yet  submitted  a  transfar  request,  the  FTA 
Regional  Office  will  notify  the  State  and  the 
grantee  that  the  protect  is  ready  for  approval 
In  order  for  the  proiisct  to  be  approved  that 
quarter,  the  State  must  request  the  transfar  no 
later  than  10  woridng  days  prior  to  tlie  end 
of  the  quarter. 

Once  all  steps  have  been  completed,  the 
FTA  Regional  Office  will  award  the  grant  at 
the  end  of  the  quarter. 

Project  Execution 

Once  the  project  is  approved,  the  Grantae 
executes  the  protect  using  normal  FTA 
pco^am  procedures  appropriate  to  the 
protect  in  question.  The  FTA  Regional  Office 
will  manage  the  project  in  the  same  manner 
as  typical  transit  projecU.  Requesta  for 
reimbursement  are  sent  to  FTA  as  for  other 
FTA  projects. 

Project  AmendmeiM 

Project  Amendmenta  wiiich  requln  the  use 
of  addititmal  STP  or  Ix  hmds  will  undergo 
the  same  processing  as  an  original  request  for 
funding. 


Procednras  for  Uae  oTSaotiaa  9 1 
Highway  Pn^acto 

Section  9  capital-only  funds  may  be  used 
for  high%vay  projecta  In  Ttansportatton 
Management  Areas  if  1)  sudi  use  is  approved 
by  the  Metropolitan  Planning  Organizatiaa 
(MPO),  2)  such  funds  are  not  needed  for 
investmenta  required  by  the  Americans  with 
Disabilities  Act  (ADA),  and  3)  the  funds  used 
btt  the  State  or  local  share  of  such  a  protect 
are  eligible  to  be  used  for  either  highway  or 
transit  projects.  This  paper  outlines  the  steps 
which  are  to  be  taken  in  order  to  use  FTA 
Section  9  funds  for  a  highway  project 

TTP  Devdopment  and  Project  Selection 

A  highway  project  intended  to  use  Section 
9  funds  must  be  induded  in  a  Transportation 
improvement  Program  (TIP)  develonsd  by  the 
MPO  and  approved  by  the  MPO  and  the 
Governor.  Piotecta  must  also  be  included  in 
the  State  Transportation  Improvement 
Program  (STIP).  The  STIP  must  be  approved 
by  the  Secretary  no  less  frequently  than 
bietmially.  The  protecta  must  then  be 
selected  tor  implenientation  in  accordance 
with  the  requirementa  of  Secttons  134  and 
135  of  Title  23,  United  States  Code. 

Once  the  pn^ect  is  selected  for 
implementation,  the  State  completes  all 
necessary  preliminary  steps  including 
preparation  of  necessary  National 
Environmental  Policy  Act  documentation. 
Once  these  steps  an  completed  the  State 
notifies  die  section  9  Designated  Redpient 
tiiat  the  pn^ect  Is  ready  to  proceed.  The 
Designated  Redpient  then  sends  a  request  to 
transfer  to  the  FTA  Regional  Office.  Tlw 
request  riiould  indude  a  certification  by  the 
MPO  that  ADA  needs  have  been  met  The 
FTA  Regional  Office  will  process  the  request 
and  nuke  the  required  determination  that 
ADA  needs  have  been  met 
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Kaquest  for  Authority  to  Proceed 

The  Stale  submits  a  request  for  PSAE 
approval  or  a  request  to  obligate  to  the 
FHWA  Division  Office  including  a 
certification  that  the  State  or  local  niatching 
funds  are  eligible  to  be  used  for  either  transit 
or  highway  projects.  FHWA  Division  Offices 
will  receive  and  process  requests  as  for  other 
highway  projects. 

Project  Execution 

Once  the  project  is  approved,  the  State 
executes  the  project  and  the  FHWA  Division 
Office  will  manage  the  project  using  FHWA 
program  procedures.  Requests  for 
reimbursement  are  sent  to  FHWA  as  for  other 
FHWA  projects. 

Project  Amendments 

Project  amendments  which  require  the  use 
of  additional  section  9  funds  will  undergo 
the  same  processing  as  an  original  request  for 
funding. 

MEMORANDUM 


Date:  June  30. 1992. 

Reply  to  Attn,  of:  HFS-21. 

Subject:  Information — Federal  Shares 

Established  by  title  23  U.S.C  and  the 

lSTEAofl991.  } 
From:  Director.  Office  of  Fiscal  Services. 

Washington.  DC  20590. 
To:  Regional  Administrators,  Division 

Administrators. 

The  following  information,  concerning 
Federal  share,  was  furnished  by  the 
Executive  Director's  memorandum  to 
Regional  Administrators,  dated  December  6, 
1991: 


"For  new  projects  advanced  using  old 
funds,  the  Federal  share  is  governed  by  the 
provisions  of  title  23  in  existence  prior  to 
enactment  of  the  1991 ISTEA. 

For  NHS.  STP.  or  new  Bridge  funds  used 
to  cover  overruns  on  previously  authorized 
Federal-aid  projects,  the  Federal  share  should 
be  that  originally  authorized  for  the  project. 

For  new  projects  advanced  using  the  new 
Interstate  Maintenance  program.  NHS,  or  STP 
funds,  projects  on  the  Interstate  System 
would  have  a  Federal  share  of  90  percent 
(including  HOV  or  other  auxiliary  lanes  but 
excluding  any  other  added  lanes).  All  other 
projects  would  be  80  percent." 

The  above  information  is  still  valid.  The 
basic  Federal  share  payable  for  Federal-aid 
highway  projects,  established  by  23  U.S.C. 
120,  is  90  percent  for  Interstate  system 
projects  (including  a  project  to  add  high 
occupancy  vehicle  lanes  and  a  project  to  add 
auxiliary  lanes  but  excluding  a  project  to  add 
any  other  lanes):  80  percent  for  Interstate — 
other  added  lanes,  the  National  Highway 
System  (NHS)  and  the  Surface  Transportation 
Program  (STP);  and  100  percent  for  certain 
safety  projects,  territorial  projects,  and 
emergency  relief  (for  eligible  emergency 
repairs  to  minimize  damage,  protect  facilities 
or  restore  essential  traffic  accomplished 
within  180  days).  The  basic  Federal  share 
payable  applies  to  all  projects  unless 
otherwise  provided  by  title  23  or  other 
legislation.  The  basic  Federal  share  payable 
under  sections  120(a)  and  120(b)  may  be 
increased  by  the  sliding  scale  rates  for  public 
land  states,  not  to  exceed  95  percent.  A  State 
may  contribute  an  amount  in  excess  of  the 
non-Federal  share  of  any  project  under  title 
23. 


The  attached  exhibit  provides  a  brief 
summary  of  section  120,  other  sections  of 
title  23  that  contain  exceptions  to  section 
120,  and  Federal  share  information  from  the 
ISTEA.  The  exceptions  to  23  U.S.C  120  and 
the  Federal  share  information  from  the 
ISTEA  are  not  subject  to  the  sliding  scale 
rates  for  public  land  states.  Listed  sections  of 
23  U.S.C.  and  the  ISTEA  should  be  referred 
to  for  program  specifics. 

Ten  percent  of  the  STP  apportionments 
have  been  set  aside  to  carry  out  sections  130, 
Railway-highway  crossings;  and  152,  Hazard 
elimination  (23  U.S.C  133  (d)(1)).  The 
Federal  share  for  projects  using  the  set-aside 
funds  may  not  exceed  90  percent,  unless 
qualified  for  the  increased  Federal  share  for 
safety  work  in  accordance  with  section 
120(c).  The  Federal  share  for  other  projects 
for  these  programs  will  be  the  same  as  source 
funds. 

Categorical  funding  has  been  discontinued 
for  several  programs  such  as  sections  131. 
Outdoor  Advertising;  136,  Junkyards;  147, 
Priority  Primary;  and  155.  Access  highways 
to  certain  lakes.  The  Federal  share  payable 
for  new  projects  for  these  programs,  using 
funds  authorized  by  the  ISTEA.  will  be  the 
same  as  source  funds. 

The  Appalachian  Regional  Commission    ' 
provides  funds  for  Appalachian  development 
highways  (ISTEA  section  1069(y)).  The        [ 
Federal  share  payable  for  Appalachian         [ 
development  highway  projects  is  80  percent. 

Any  questions  concerning  the  Federal 
share  may  be  directed  to  Mr.  Robert  Sharpies, 
HFS-21,  on  202^366-2855. 


Peter  J.  Basso 
Attachment 


Title  23  U.S.C. 


Section 


Not  to  ex- 
ceed (per- 
oeni) 


Federal  Share  Payable— Section  120 


120(a)  Interstate  projects  (including  HOV  and  auxiliary  lanes) 

Subject  to  sliding  scale  rates  

Interstate  (other  added  lanes)  ' » 

Subject  to  sliding  scale  rates  •• 

120(b)  Other  projects » » - 

Subject  to  sliding  scale  rates • 

120(c)  Certain  safety  projects  • 

120(e)  Emergency  Relief: 

For  certain  work  (first  180  days)  , 

Federal  lands  highways 

120(h)  Territories  (all  projects) - - • 

120(1)  A  State  may  increase  the  non-Federal  share  on  any  Federal-aid  project  under  title  23. 

Exceptions  To  Section  120 


103  Interstate  substitute 

129  Toll  roads,  bridges,  and  tunnels  ~ ~ 

130  Railway-highway  crossings  (STP  10%  set-aside) 

143  Economic  growth  centers:  engineering  and  economic  surveys 

144  Bridge  replacement  ■ 

152  Hazard  elimination  (STP  10%  set-aside) 

153  Safety  belts  and  motorcycle  helmetK 

First  fiscal  year  ™ ~ 

Second  fiscal  year .~...... 

Third  fiscal  year 

Funds  transferred  to  section  402 ~ ~. 


90 
95 
80 
95 
80 
95 
100 

100 
100 
100 


85 
50/80 
90 
100 
80 
90 

75 

50 

25 

100 
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Thla  23  U^C— Continued 


SmUob 


Not  torn- 


217  Mcyd*  fMlUttM  and  pedMtrian  waOmrqr*  

307  RmmkIi  ud  planning: 

Rewardi  and  Isdinologjr,  WD  coop,  agna 

(Secntaiy  may  approva  a  IU|^  aiian) 

Stata  pW««i«ng  and  reaaarch  .^....«......~..~.~.....^..>~.>..~..~' 

Appliad  reaaarch  and  tachnology  . — • — ..~...~...~.........>. — 

320  BridgM  on  Pedaral  damai 

Portion  witliln  tlie  limits  of  tlw  dam  ....- — 

OtlieBr  portions  as  determined  ...^..^^.„._^.....~m...~_..~..~. 

321  National  Highway  Institute:  training  far  Stata  and  local  amployaas 
326  Education  and  training  centers:  for  Indian  tribal  govenunants  .~.... 

402  Highway  safisty  program:  Indian  tribes  with  Insuffidant  match  .>...^....^.»...~.~... 

403  Highww  safety  research:  coUriwrativa  RftO  oqop.  agreaments 

406  sSool  bus  driver  training ; —- - - ~ ~—' 

406  Alcohol  traffic  safisty  programs: 

I  First  fiscal  year  ~..." - — —...»..... 

Second  fiscal  year "~ 

Third,  fourth,  and  fifth  fiscal  years 

410  Alcohol-impaired  driving  eountermeasures:  Indian  tribes  with  insufficient  match 

Inlannodal  Surbce  Transportation  Bfficieocy  Act— The  following  sections  of  the  ISTBA  contain  Fedaial-share  infoimatioo  (not  sui^ect  to 

sliding  scale  rates): 


SO 

M 
•0 

100 

100 

80 

100 

100 

SO 

76 

78 
80 
88 

100 


I 


1012(b)  Congestion  pricing  pilot  program 

1021(d)  Projects  under  sections  1103  through  1106: 

Eligible  for  Federal  lands  funds  ......... 

On  Federally  owned  bridges ~~..~ 

1030(d)  Highway  timber  bridge  research  and  demonstration  program 

1040(f)  Highway  use  tax  evasion  projects  « — - 

1047(c)  Scenic  byways  program ~~...~ „..„..._-~ — 

1064(b)  Ferry  boats  and  terminal  focilities 

1103(d)  Hi(^  cost  Ividge  projects  ~. - —•• 

1104(d)  (ingestion  relief  projects — 

lia6(g)  High  priority  corridors  on  the  NHS  ....„^.....^..~.......^^ 

Iia6(h)  NHS  high  priority  corridor  feasibility  — - 

1106(a)  Rural  access  projects >« 

1106(b)  Urban  access  and  mobility  projects  .. 

1107(d)  Innovative  projects  ~. 

1108(d)  Priority  intermodal  projects 


>«•«••••••••*•••••••••< 


>«•*•••«••••••■ 


80 
100 

too 

00 

too 

00 
00 
00 
80 
00 
100 
80 
80 
80 
80 
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Subfect:  Sliding  Scale  Rates  in  PaMic  Land 
Statu— Rates  Effective  March  17. 1992 

Qassificatlon  Code-^  4540.12 

Date:  March  17, 1092. 

1.  Purpose.  To  provide  tables  which  show 
sliding  scale  rates  of  Federal  participation  in 
public  lands  States. 

2.  Authority,  a.  Rates  applicable  to  projects 
on  the  Interstate  System  were  detennined 
pursuant  to  23  U.S.C  120(^. 

b.  Rates  applicable  to  any  project  not  on 
the  Interstate  System  were  determined 
pursuant  to  23  U.S.C  120(b)(l]  and  (2). 

3.  General,  a.  The  sliding  scale  rates 
provided  herein  apply  to  the  costs  of  Federal- 
aid  projects  financed  from  the  respective 
funds  except  far  traffic  control  sifpaalization 
projects,  pavement  marking  projects, 
commuter  carpooling  and  vanpooling 
projects,  and  installation  of  traffic  signs, 
traffic  lights,  guardrails,  impact  attenuaton. 
concrete  bairier  endtreatments,  breakaway 
utility  poles,  or  priority  control  systems 
projects  for  emergency  vehicles  at  signalized 
intmaection  flnanowd  at  greater  than  the 
regular  participating  ratia  The  sliding  scale 


rates  initially  determined  diall  be  retained 
throughout  the  liCs  of  the  project,  except  (1) 
the  State  may  elect  to  revise  active  projects 
by  modification  of  agreements  to  utilize 
revised  sliding  scale  rates,  and  (2)  at  the  final 
voucher  stage  the  State  may  elect  to  utilize 
the  sliding  scale  rate  then  in  effect.  Hewrever, 
this  instruction  does  not  permit  revision  from 
an  initially  established  Federal/State  pro  rata 
(70/30)  tor  a  project  to  a  different  Federal/ 
State  pro  rata  (75/25),  i.e.,  a  sliding  scale  rate 
based  on  a  70/30  pro  rata  may  be  changed  to 
the  revised  sliding  scale  rate  based  on  the 
same  70/30  pro  rata  but  not  to  a  sliding  scale 
rate  based  on  a  dinierent  pro  rata  (75/25). 

b.  For  traffic  control  signallzation. 
pavement  marking,  commuter  carpooling  and 
vanpooling,  installation  of  traffic  signs,  traffic 
lights,  guardrails,  impact  attenuaton, 
concrete  barrier  endtreatments,  breakaway 
utility  poles,  or  priority  control  systems 
projects,  the  maximum  rate  of  participation 
of  Federal-aid  funds  is  100  percent  of  the  coat 
of  construction,  except  that  not  more  titan  50 
percent  is  payable  for  right-of-way  and 
property  damage  costs  obligated  prior  to  July 
1, 1973;  70  percent  is  payable  July  1. 1973 
to  November  6. 1078;  and  75  perceA  is 


payable  November  6, 1978  to  December  18. 
1991. 

c.  Projects  financed  with  HPR  funds 
punuant  to  23  U.S.C  307  and  bridge  funds 
pursuant  to  23  U.S.C  144  are  not  subject  to 
sliding  scale  rates. 

d.  The  rate  of  Federal  participation  in 
projects  financed  with  one  percent 
metropolitan  planning  funds  is  80  percent 
The  sliding  scale  rates  may  be  applied  to  this 
program. 

4.  Rates,  a.  Cause  (1)  Rates  Applicable  to 
Protects  not  subject  to  paragraph  4c  below. 
The  rates  shown  in  Table  1  are  based  on  the 
ratio  of  the  areas  of  nontaxable  Indian  lands 
and  of  public  domain  lands  (reserved  and 
unreserved)  exclusive  of  national  forests  and 
national  parks  and  monuments,  to  the  total 
area  of  the  Sute.  Rates  are  available  for  Stetes 
in  which  the  designated  public  land  area 
exceeds  5  percent  of  the  total  area  of  the 
State.  The  50  percent  Federal,  50  percent 
SUte  rates  apply  to  obligations  incurred  oe 
projects  from  J\dy  1, 1973.  The  70  percent 
Federal,  30  percent  State  rates  apply  to 
obligations  Incurred  on  projects  from  July  1, 
1973  to  November  6, 1978.  The  75  percent 
Federal.  25  percent  State  rates  apply  to 
(Alligations  incurred  on  Fedaral-aid  non* 
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Intentate  projocta  on  and  after  Novwnber  6, 
1978. 

b.  Qausa  12)  Batat  AppUcabh  to  Pmiects 
not  Bubjoct  to  paragraph  4c  below.  Th«te 
rates  are  ahowii  in  Table  2  and  an  baaed  on 
the  ratio  of  the  area  of  nontaxable  Indian 
land,  public  domain  lands  (reserved  and 
luuMerved).  national  forest,  and  national 
paries  and  monuments  to  the  total  area  of  the 
State.  The  50  percent  Federal,  50  percent 
State  rates  apply  to  obligations  incurred  on 
projects  prior  to  July  1. 1973.  The  70  percent 
Federal,  30  percent  State  rates  apply  to 


obligations  Incurred  on  pm|ecU  from  July  1, 
1973  to  November  6. 1978.  The  75  percent 
Federal,  25  percent  State  rates  apply  to 
obligations  Incuned  on  Pedaral^d  non- 
Interstate  proiects  November  6, 1978,  and 
thereafter.  The  maximum  rate  of  Federal 
participation  is  95  pocent  These  rates  are 
available  for  States  that  have  signed 
agreementa  pursuant  to  23  U.S.C  120(bX2). 

c  Hates  Apptkabie  to  ProfectB  on  the 
Intentate  System  (inchiding  a  pnject  to  add 
high  occupancy  vehicle  lams  and  a  foofect 
to  add  auxiliary  lane$  but  excluding  a  project 


to  add  any  other  kme$).  Theee  rates  are 
shown  in  Table  3  and  are  based  on  the  ratio 
of  the  area  of  unappropriated  and  unreserved 
public  lands  and  nontaxable  Indian  lands  to 
the  total  area  of  the  State.  Rates  are  available 
for  States  in  which  the  designated  public 
land  area  exceeds  5  percent  of  the  total  area 
of  the  State.  The  maximum  rate  of  Federal 
participation  is  95  percent 
Peter  J.  Basso, 

Director,  Office  of  Fiscal  Services. 
Attachments. 
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Table  1.— U.S.  Department  of  Transportation,  Federal  Hkjhway  administration 

ol  Fedeial^  peftk^aOon  m  puUk:  lends  ilalii    ralsi  lofj>«ole(^  not  on  Merstata  syslem-puiiuart  to  23  U.S.C.  ia0ff>K1>- 


•ItocttM  March  17. 1M2] 


Slate 


Aiteone  ... 

CaMomia 

Colorado. 

Hawtl  

Idaho 


Cfegon 

South  Dakota 

Utah — 

WasNngion  ... 
Wyoniing  


Rallootdae- 
Ignated  pubic 
»a'  to 
<eaol 
State 


0.S4M 
0.S243 
ai786 
ai3B7 

o.oe48 

0.2486 
ai376 
a7444 
0.2718 
0.2317 
0.0076 
a4761 
0.0711 

a33e4 


ol  ooet  ol  Federai^id  proiecta  payabte  by  FedacBl  govemnent 


50%  Federal 


77.42 
76.22 
56  J3 
S6J0 
53.25 
62.43 
56  J6 
8722 
63.50 
61.60 
64M 
73J1 
53.56 
66.92 


70%  Federal 
30%  State 


86.45 
85.73 
75.36 
74.10 
71.95 
77.46 
74.13 
92.33 
78.15 
76.95 
72.93 
84.28 
72.13 
8ai5 


75%  Federal 
25%  State 


88.71 
88.11 
79.47 
78.48 
76.62 
81.22 
7a44 
83.61 
81.80 
80.79 
77.44 
88.90 
78.78 
63.46 


88%  Federal 
15%  State 


93.23 

87.68 
87.10 
86.97 
88.73 
87.08 
■96.00 
89.08 
88.48 
86.48 
92.14 
86.07 

gaoe 


80%  Federal 
20%  Slate 


0OJ7 
9049 
83.57 
82.79 
81  JO 
84  J7 
82.75 
94.89 
86.44 
84.63 
81.95 
80.52 
81.42 
86.77 


'Aim  of  noHuaM  Mtet  »<di  wd  r— ricd  wtd  immmvM  puMc  eamHn  Iwidi  ticMM  ol  nrtonal  knm  and  nutcKai  pa)«»  and  monunwrM. 
AjmWMd  by  tw  OfMVmt  ol  tw  kMrtor. 
'MBdmum  tnouHL 


en 


[SMng 


Table  2.— U.S.  Department  of  Transportation,  Federal  Highway  Administration 

ol  Federal-aid  partldpetloo  m  public  lands  stetee   tor  projects  i«  on  the  Marstate  system-pwioant  to  23  UAC.  i20(bM2)— 


effective  March  17, 1982] 


Alabama ~ 

Alaska 

Artzona 

Afkansas  

CaMomte 

Cotorado 

Connecflcut 

Delawara 

Ftorida 

Qeoigia 

Hawal  

Idaho — 

wnoia „__._. 

Ill  <■■■■ 
moana 

\cme „__ 

Kwvas 

Kentucky 

LouMana 

Mama : 

Maryland 

Massachuseite . 

MicMgwi  


Reaool  des- 
ignated pubMc 
lands  aiaa'to 
wol 
State 


New  Harvipahira  < 


0.0200 

0.7476 

0.7150 

0.0773 

0.4263 

0.3664 

0.0020 

0.0000 

0.0666 

0.0238 

0.1241 

0.6329 

0.0073 

0.0086 

0.0002 

0.0027 

0.0289 

0.0207 

0.0142 

0.0063 

0.0060 

0.0024 

0.0700 

0.0417 

0.0343 

0J290 

0.0091 

0.8386 

0.1226 

00070 

0J680 


Paioentage  ol  cost  payabte  t>y  Faderal  government 


50%  Federal 
50%  State 


51.00 
87.38 
85.75 
53.87 
7132 
68.27 
50.10 


54.83 

61.19 
56.21 
81.65 
50.37 
5a43 
50.01 
50.14 
51.46 
51.04 
50.71 
50.27 
60.30 
54.62 
53.55 
52.09 
51.72 
66.45 
5046 
91.83 
56.35 
60.13 
69 JO 


70%  Federal 
30%  Slate 


70.60 
92.43 
91.46 
72  J2 
82.79 
80.98 
7a06 


72J0 
70.71 
73.72 


7022 
7028 
7O01 
7O08 
7087 
70J2 
70.43 
70.16 
T0 18 
72.77 
72.13 
71.2S 
71.03 
70J7 
7027 
•96.00 
73J8 
70J1 
81 J8 


7S%  Federal 
25% 


7SJ0 
93J9 
92J8 

76.93 
86.66 
84.14 
75.06 


77.41 
75.60 
78.10 
9082 
78.18 
75J1 
75.01 
75J7 
78.72 
75J2 
75.36 
76.13 
75.15 
77J1 
78.77 
76.04 
75J8 
83.23 
76.23 
•96.00 
TtM 
76.18 
84.90 


80%  Faderal 
20%  r 


80.40 
94.95 
94.» 
81 J6 
8&53 
87  J1 
8O0t 


81.93 
8048 
82>48 
92.88 
8016  1 
8017 
8O00 
8O06 
8058 
8041 
8028 
8011 
8012 
81J6 
81.42 
8083 
80.60 
86J8 
80.18 
■96.00 
82.46 
8014 
87.92 


New  York  — 
North  CwuMa 


•AMsalflort- 
iwnwMd  by  Sw 


'•.IhSMM 

Oscerwbw  39, 
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ISQ 


■ra 

lie  ratio 
uessrvad 
lands  to 
■vailable 
lublic 
italaraa 
adaral 


ISadtag 


TABLE  2.— U.S.  DB»ARTiyiOa  OF  TnAN8K)flTATI0N,  FEOeiWL  HIGHWAY  AOMWISTRATKJ^^ 

olFada>^<*lp>i1lclpaBonln pubic Iwwiaiigaa   to pwjacti rwt on »a ln>aw>a>a tyatam-puiiuant to 23 U3.C.  120(bK2)— 

aNacttva  Manh  i7, 1002] 


YoA 


ONO 

OMainnia  _.. 

Oragon  

Pannay»<anla 


Raaooldaa- 
jgnaMjuMe 

lOf 


Oj0062 


y- 


Somh  Carolina 
SoutiOakola 


0%Fada«l 
20%Siato 


9097 


83^7 
82.79 
81  JO 
84  J7 
82.75 
94.88 
86.44 
84.63 
81 J6 
88.52 
81.42 
86.77 


Vkghia 

WaaMnflfton. 

Wast  VligWa 

wisconasi  ~..— — _....—._._. 

WyonlnB _._~_™.— .—"... 

OsMd  of  Colunibia 

Puerto  Rico ~... 

*  AM*  al  fiMvttUbto  iMSsn  Lwds  and 
lumlitad  by  t«*  OtpwtmM  at  fewrtar. 

9"     ' 


OXHOTB 

Oi)2»1 

0.4666 

0.0192 

OiMSS 

0.0315 

0.1410 

0.0332 

0.0112 

04613 

a0641 

0.0748 

0J250 

0.0679 

OJOSSS 

0.5244 

aiS74 

Oj0124 


Pareamaoa  ol  cost  payatHa  by  Fadand  gowammani 


50% 
50% 


50.26 
52.44 
52.32 

5OJ0 
S1j46 
74.33 
50J6 

sai2 

51.56 
SfM 
5146 
5046 
8347 
Si71 
53.74 
66.25 
S3.40 
5^78 
76.22 
5747 
5042 


70%Fadanl 
30% 


7ai6 

71.46 
7146 
7043 
7047 


7048 
70.07 
7045 
7443 
71.00 
7044 
8944 
71.62 
7244 
79.75 
7244 
7147 
85.73 
74.72 
7047 


78% 

25% 


80%Fadaial 

20%  i 


78.13 

8aio 

7642 

8046 

76.16 

8043 

7640 

8ai6 

75.73 

8048 

67.16 

6973 

75.48 

8046 

7S46 

8046 

75.79 

8043 

7843 

8242 

7543 

80.66 

7546 

8042 

9143 

9343 

7646 

8148 

7647 

81.90 

83.13 

86.50 

76.70 

6146 

7849 

81.11 

68.11 

90.49 

7844 

83.15 

7541 

8045 

iMWwad  and  uMMMvwi  puWe  domain  tondi  kvAwlM  d  nMlonil  toMit  and  >i«l^ 
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Table  3.--U.S.  Department  of  Trans- 
portation, Federal  Hiqmwav  Adminis- 
tration 

ISMng  acala  ratat  d  Fadanrf-akt  paittdpation 
In  public  landi  aiajaa-faiaa  lor  IrtaiatalB  pjo- 
(Hama-puisuani  to  23  U4.C.  I20(c)-a»ac!lva 
Mvch  17. 19021 


nXFadaral 
20%  I 


80.40 
94.95 
94.» 
8146 
86.53 
8741 
8044 

"aiiw 
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MBKKNIANDUM 


Date:  March  24, 1992. 
Reply  to  Attn  o^  HIA-20. 


Subject:  Intermodal  Surface  Transp<Ktation 

Efficiency  Act  of  1991. 
From:  Director,  Office  of  Motor  Carrier 

Infonnation  Management  and  Analysis. 
To:  Regional  Directors.  Office  of  Motm 

Carriers  Thru:  Michael  P.  lYentacoste 

Director.  Office  of  Motor  Carrier  Field 

Operations  (HFO-1). 

Reference  is  made  to  Mr.  Landis'  December 
19, 1991,  memorandum  asking  that  you 
coordinate  the  collection  of  State  responses 
regarding  the  longer  combination  vehicle 
(LCV)  infonnation  required  by  the  Intermodal 
Surface  Transportation  Efficiency  Act 
(ISTEA).  We  appreciate  the  fine  eSbrt  made 
by  both  the  region  and  division  offices  in 
helping  all  of  the  States  meet  the  initial  60- 
day  information  submission  deadline. 

The  State  responses  have  been  processed 
and  an  Initial  Notice  of  Proposed  Rulemaking 
(NraM)  was  published  Friday.  March  20 
Sufficient  copies  of  the  NPRM  are  included 
with  this  memorandum  to  provide  cme  for 
your  office  and  two  for  each  division.  Please 
have  the  divisions  forward  one  copy  to  the 
State,  along  with  a  copy  of  the  attached 
instructions. 

The  CNt^C  division  personnel  are  asked  to 
work  with  the  Sutes  to  see  that  the 
"operational  conditions"  responses  are 
subdivided  by  die  indicated  categories.  As 
with  any  PHWA  rulemaking,  direct 
ccmiments  by  our  field  offices  should  be  seftt 
to  HIA-20  at  Headquaitars,  attenticMi  Mr. 
Tom  Klimdc  not  to  the  dodcet 

Again,  we  appreciate  the  effort  you  have 
made  in  coordinating  the  FHWA's  eSocts  to 
comply  with  the  ISTEA.  If  you  have  any 
questions,  please  contact  Tom  Klimdi  ^  my 
staft  at  FTS  366-2212. 
johnF.aimm 
Attachment 


AttachmaBt  1— InalnicliaaB  br  Stale  Kafvlaw 
gfthe  NPKM  OB  RaatrictiaM  far  LCVa  and 
ComfainattoB  Vdiidaa  WMi  Tw«  or  Mora 
Caifo  Cairyiag  Units 

1.  Have  each  State  cuefolly  review  the 
information  contained  in  the  NPRM 
regartling  the  oparatioa  of  LCVs  and 
combination  vehicles  with  two  or  more  cargo 
carrying  units  in  the  State,  and  make  any 
comctions  needed. 

2.  On  Fedaral  lagiatar  (FR)  page  9902.  a 
misrepresentation  contained  in  our  original 
LCV  questionnaire  is  explained.  A  straight 
truck-trailer  combination  can  contain  two 
caigo  carrying  units,  but  a  State  strictly 
folIo%ving  the  LCV  questitmnaire  instructions 
could  easily  have  overlooked  this 
combination.  Any  State  which  allows,  but 
did  not  report,  tl:^  operation  of  this 
combination  should  do  so  at  this  time,  in 
accordance  with  cargo-carryiog  length 
determination  guidelines  deacribad  in  the 
NPRM  (page  9900).  The  operation  of  Uiis 
combination  must  be  reported  by  a  Stato  if 
the  cargo  carrying  length  exceeds  65  fset  A 
State  should  not  report  the  operation  of  this 
combination  with  cargo  carrying  lengths  less 
than  or  equal  to  65  feeL 

3.  FR  page  9902  also  discusses  the  wide 
range  of  tc^ics  and  level  of  detail  with 
respect  to  "operational  conditions"  provided 
by  the  States  in  responding  to  tiie 
questionnaire.  In  an  attempt  to  provide 
unifcxmity  in  this  area,  the  NPRM  is  asking 
the  States  that  allow  LCVs  and/or  extra- 
length  vriiicles  to  provide  initially,  or 
resubmit,  the  ooncUtion  information  in  a 
uni&nm  manner  far  appendix  C  and  at  least 
the  first  vehicle  oombinatinn  deacribed  in 
appendix  D.  using  the  following  sot^ect 
hfa«H"gi  in  the  sequence  indicated. 

a.  IVe^f— List  the  *«■**""""  single  axle, 
tandem  axle  and  gross  weight;  as  well  as  any 
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axle  spacing  reaulna 
comblnatkM  vaUd*. 
b.  DnVBT-OMcrlbe  uy  speckl  traialng  or 

•xpariaaoa  nquind  to  haodl*  tha 
combfaMOoB  vihkte  dbaoMttal  to  iB 
addition  to  a  commercUt  (WrBili  Ucbhot 
Willi  apfrapriala  aidoiMBMa^*). 

c  MsAidtf— OawribenyapacW 
fvqvifmMBts  dM(  ap^  antt  aa  tranepowMT. 
fcrakinfl  ability.  oC-tracking  teHi  or  ordar  af 
baikrt. 

d.  i^raiK— tedlcata  whetfaat  a  parmit  la 
laqofaad  and.  if  to.  its  durattaa.  type,  i.a.. 
wbetfaer  it  U  for  a  single  or  nmMpIe  trip  and 
tf  a  fee  is  chanad  Cbr  purpoaat  of  this  role, 
the  amount  of  the  fee  is  irreianat). 

m.Acc9*$    Recagniaingy>ataw»ro»*<> 
eyanting  roulaa  aie  listed  •epantety, 
describe  any  coBdHions  whidi  would  restrict 
wUcIfl  accesB  between  tennlaalB  and 
appsoved  higbwys,  i^..  dascrihe  what,  if 
aay,  "reasonafaie  access"  conAllons  exist  kw 
the  oooblnatlaB  described. 

For  subsequent  vehicle  oimhtaations 
desoibed  in  rapaadix  D,  tha  Infivmattoa 
provided  for  the  first  vehicle  nay  be 
rateenced  If  it  is  the  seme.  If  difcrent 
oooditions  apply  to  difiereat  vatbde 
f  .t  iBHH  Bat  Hwte  they  oraat  be  oateo< 

la  caapletlng  mla  iafcrmation,  the  States 
are  requested  to  restrict  the  response  far  each 
subiect  heading  to  one  double-spaced 
type«mttea  pag^.  if  at  all  poaaibla. 

If  the  iafcimatian  far  these  suMed 
heedtagr  la  pert  of  a  booUeC  or  other 
pubMcatlan.  or  longar  than  the  suggjBslBd  ooe- 
p^e  length,  we  ask  that  the  States  sucdoctiy 
sunuBsriaa  the  lafasiaaHiai  fat  eech  heeding 
and  provide  a  copy  of  tha  sauna  docnmsBt 
If  the  FHWA  was  piusidad  a  eepy  of  dw 

Infomatiaa  raapoM*.  the  States  do  oa«  haw 

to  submit  another  copy,  they 

refeieDoa  the  first.  If  bo  ittftk 

f or  a  sufatect  headiag  phase  ao  tedkata.  The 


appoMficaa  C  aad/or  D  an  Islanded  to  be  an 
inrarmatkaal  rur— ~*y  of  tiba  aia^ 
ooaditiaaa  fartba  piAttc  at  larg^.  They  an' 
not  to  be  used  aa  the  basis  far  adud 
opeiMloBa.  Accflrdii«>y.  the  FHWA  feek  that 
summarieaoliagufalBry  den—atsaod 
cross  lefateacaa  to  iafarmatfao  provMad 
elsewhere  aiamproprfata  to  caoveythle 
infoBaatfan. 

InfaRaatioa  that  la  pravidad  by  any  Stato 
in  rsspoase  to  the  facegpiac  iastiuctktoa.  or 
any  other  aspect  of  tha  NPRM  fachtding  the 
geaeral  qiaartioaa  oa  cargp^anylng  le^lth 
detenotaatioa  (pagia  9900).  aad  pieeeatattoa 
format  (page  9903),  must  be  submitted  to  the 
docket  ^  the  date  P4ay  4.  t9S2)  coDtaiaed 
intheNPRM. 

MDIOKANDUM 


Data:  JaaalA.  1992. 

Reply  to  Atto.  oil  HTS-aOw  TW-2a 

Subiect:  MbnaaCioacPiecal  Pracaduraa  far 
Pedanl  TnaaH  Piejactt  Plaaaoed  by 
FedanI  Hi^Maa  AdoiiaialBalloa  Fuade. 

Fran:  Dtsectsr,  Oflka  o<  Fiacal  Sarvkae. 
Director.  OOca  of  Badfpt  aad  Flaaadal 


Aibatntarratfaia  fiegiaaal  i 

Pfcderai  Htgbway  AdmhatHiattna  DivlaloB 

Admlnlstralaas.  Padaat  T^aadl 

Adoilaiatiatiao  Bxacutlve  Staff.  Federal 

Transit  Adadalatntioa  Regional 

Adtalnlstialura. 

23  U.S.a  IMCU  provides.  In  part  that 
fands  made  available  far  a  transit  project  by 
the  Intermodal  Suifboe  IVaatportation  and 
EfBdeacy  Act  of  1991  (ISTVA>  abatt  be 
admlnislarad  in  accordaao*  wMb  the 
raqulremeBtr  of  the  Federd  Tmelt  Act 
Therefore,  the  following  ara  tha  procedoraa 
to  be  emplBwed  when  using  ftiaos 
apportloaad  or  allocated  by  the  Federal 
Wghway  Adaalnistratioa  far  transit  projects 
adminietaaad  by  the  Federal  Transit 
Admlnlalntlan  (FTA): 

Obligatiom  of  Fund* 

Suta  Highway  Agency— Notlfiea  the 
FHWA  DtviatonAdmlnlstrater  to  obligate 
funds  to  oovar  an  initial  pro)act  appbcatlan 
submitted  to  the  FTA  Regloaal  Office.  The 
notificatiaa  from  the  SHA  must  Identify  both 
the  FTA  aad  FHWA  project  numbers  and 
amount  to  b*  obligated.  A  copy  should  be 
provided  to  the  Local  TransU  Agency.  Prefect 
overruns  wltt  be  handled  ia  die  saaw 
manner.  The  submission  of  this  letter  is  aa 
indication  that  the  SHA  approves  the  use  of 
its  apportioned  funds  and  fanns  the  basis  for 
the  later  tiaaafcr  of  cash  by  FHWA 
Headquarters,  when  reqiaerted  b«  FTA. 

FHW  A  DMatoa  Oflka— DMdoa 
Admlalstntor  detaimlnes  fbads  an  availahle 
and  oblig»tM  the  funds  ia  the  PMIS.  TIm 
Division  notiftoft  the  SHA.  FHWA  Ftnaaca 
Division  (lffS-20)  and  FTA  Headquarters. 
Financial  Management  Dlvlskn  (nP-23).  of 
the  date  the  funds  were  obligated,  the 
— MWHt.  both  FTA  Mid  FHWA  profect 
number,  aad  tha  mw  A  appnprialioa  cede. 

Tho  DtvMoa  Oflloe  satan  aa  mWA-37. 
Step  «,  "waderway^  aad  raporta  the  prafad 
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FTA  Headqjuitar*— The  FTA  Office  of 
Budgst  and  Pinandal  Manaafimrmt  advises 
the  FTA  Regional  Office  of  the  availability  of 
fmiiL  uii  I  lu  prnraed  with  grant  award 

FTA  Re,^onal  Office— Awards  the  grant, 
records  it  in  tha  FTA  GMIS  and  notlfiw  the 
grantee  of  the  grant  avrard. 

Project  Expenditum 

Grantee— As  work  proceeds  on  the  pca|ad. 
the  grantee  will  requeet  Federal  Ibada 
thitMgb  the  FTA  ECHO  P^mant  Syaton. 

FTA  Hoadgjuaitan    FTAaaatfa 
BaBMKaaduiB  nauaettag  camat  caao  aaaaa 
(Mathly  baaif^  to  FHW  A  FtaaBca  DifeMaa 

FHWA  Pfanao*  DMsiea— Traasftra  taA 
toPTA(BySP-1151). 

FTA  Headquartera— Submits  monthly 
reports  to  FHWA  Finance  IXvision  u  agreed 
to  by  FHWA  and  FTA, 

FHWA  Finance  Divlslaa—Prqiana 
FHWA'.STI,  Coda  caid  rrT-9^  nAactiag  the 
TA  aofpeadUanby  FHWA  paa^  womtm. 


Thefottcwtagantba; 
Traaapotatian  Piapam  ISTP).  aad 
Congesttoa  Mitigabaa  aad  Air  Qaallfjr 
(C34ACB.  eppra^Mtaa  oodn  aad  tha 
correspcmdiag  sabeUfiery  code  to  ba  need  by 
FHWA  when  obUgatlag  faada  fur  tmaalt 
pnjecta  to  be  adiniaistered  by  FTA.  The  FTA 
Transit  Code  vrill  be  need  by  FTA  la  tracUag 
the  projects. 


FTAeapeadltanbyl 

Prapane  a  BWBQuy  n 

pioyect  oMigdion  aii  cod  data  wMi  tha 

"open"  and  "cloaed"  profect  data  stihartttarf 

by  FTA. 

iVt^Cforfctg 

FTA  Regional  Office— Advlan  tha  Stoto 
Hidiway  Agency  of  project  completiaa  and 
of  final  project  cosU  (total  cost  and  Federal 
Paads). 

SHA-AddsM  DIviafaa  OOca  thd  dka 

Project  is  complete. 
FHWA  Divisiaa  OOca-Eirtars  aa  FHWA- 

to  a  Stop  9i  doeiag  stotaa 

The  uM  of  then  laocadurec  Aoald  eaean 
thd  hlgbway  fiuidt  utflfnd  i»  transit 
projecU  admlBlstandbgr  FTA  ara  obligated 
ia  •  tiaaaly  aad  effideaft  awaaar. 

PetarJ-Bassa 
).L.WilaaB. 

MDIiOaiANIIUM 


DMr  Septomber  3, 1992. 

Reply  to  Atta  of:  HEP-32. 

Su^ed:  PubUclsvolvement. 

Ftam:  Director,  Ofllce  (rf  Environment  aad 

Planning. 
To:  Regional  Fadaral  Highway 

Afhnlnistialari:  Fisderal  Lands  Midway 

Program  Adadalstrator. 

Sedions  1024  and  1025  of  the  tetenaodal 
Surfbce  Traasportation  Efficieacy  Ad  of  Ittl 
(ISTEA)  requira  opportunity  far  ooamaal  by 
the  public  on  both  long  luge  kasspoitatiaa 
plHM  and  Traasportation  bnpsovemaaft 
Psopams  (TIF)  nr  both  the  MatrapoUtaa 
Ptaanliig  prooassw  and  tha  statewide 
plaaaii[«  laooaeeea.  ^  spedficaDy 


MeaUfyli^  tha  iatoadad  pabMc 
sadioofaatiyiia.«BsdadpabB 
iHcX  tb0  legiriatiaa  daany  tauaca 
need  far  a  broad  outreach  beyoad 


To;  Fadaaal  Highway  Adaahiiatratioa 

» A^ainistraton.  Padenl  Highway 


Additional  codn  will  be 
necessary. 


programs.  Ouriecant  "iBtarioi  GaldBaca  aa 
the  ISTEA  Metropolitan  Planalag 
RequiremenU"  and  "Interim  Gwidanra— 23 
U.S.C  135  Statevride  Planning 
RaqulnaMato'' bath  spedfy  dm  pabUc 
Involvement  prooedurm  1 
opportunities  for  Int 


mustresped 
individual  St 
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to  aSsure  thai 
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development 
In  additiot 
assistance  or 
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EnvlronroenI 
the  Metropol 
Divisions  in 
on  public  im 
and  statewid 
for  influenci 
guidance  ani 
recently  askc 
information 
involvement 
metropolitar 
this  request, 
several  regie 
Since  the  m 
was  rather  li 
requesting  tt 
any  other  ex 
involvement 
metropolltai 
previously  s 
receive  infoi 
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statewide  pi 
be8ubmitte< 
it  in,a  report 
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involved  In  the  eariy  stages  of  the  plan 
development/update  process.  The  somewhat 
more  detailed  Metropolitan  Planning 
Organization  (MPO)  guidance  adds  early 
involvement  in  development  of  the  TIP  and 
provision  for  public  innnmatioo  through 

[tublication  or  other  diseeminatioa  of  Out 
ong-range  plan.  The  statewide  planning 
guidance  reiterates  the  requirement  for 
public  comment  on  the  statewide  TIP  thereby 
implying  public  information  and  early 
involvement  Thus,  at  present,  public 
involvement  for  both  planning  processes 
includes  three  elements:  (1)  Broad  outreach, 
(2)  early  opportunity  for  involvement  and 
comment  continuing  to  adoption  of  the  plan 
or  TIP,  and  (3)  public  information. 

There  are,  however,  largw  implicatioiu  for 
public  involvement  than  )ust  two  new, 
required  public  involvement  processes. 
FHWA  has  long  required  public  involvement 
for  project  development  under  National 
Environmental  Policy  Act  (NBPA).  The 
Enviromnental  Protection  Agency  (EPA) 
intends  to  include  a  public  involvement 
consultation  as  part  of  the  air  quality 
conformity  regulations  required  by  \he  Clean 
Air  Act  Amendments.  All  of  these  provisions 
result  in  the  potential  for  four  separate 
Federal  public  involvement  requirements  for 
highway  project.  There  is  considerable 
potential  for  public  confosion  and  duplicate 
involvement  opportxmities.  Here  in 
Washington,  we  strongly  believe  that  public 
involvement  on  air  quality  conformity  issues 
should  be  conducted  as  part  of  the  plaiming 
processes.  I  urge  you  to  advocate  with  our 
partners  in  State  and  local  governments  that 
the  public  involvement  processes  at  the 
planning  and  project  development  levels  be 
coordinated  with  one  another.  Such  efforts 
must  respect  the  differences  between 
individual  States  aiul  between  individual 
MPOs.  Also,  we  need  to  institutionalize  ways 
to  assure  that  information  received  from 
public  input  during  metropolitan  or 
statewide  planning  reaches  project 
development  staff. 

In  addition  to  providing  technical 
assistance  on  public  involvement  in  project 
development,  I  have  asked  the 
Environmental  Operations  Division  to  assist 
the  Metropolitan  and  Statewide  Planning 
Divisions  in  providing  technical  assistance 
on  public  involvement  in  the  metropolitan 
and  statewide  planning  processes.  As  a  basis 
for  influencing  FHWA  policy,  developing 
guidance  and  identifying  research  needs,  we 
recently  asked  each  region  to  provide 
information  on  good  examples  of  public 
involvement  procedures  being  used  in  the 
metropolitan  planning  process.  As  a  result  of 
this  request,  we  received  information  from 
several  regions  as  shown  on  the  attachment. 
Since  the  response  to  our  previous  request 
was  rather  limited,  we  are  now  formally 
requesting  the  submission  of  information  on 
any  other  examples  of  good  public 
invcdvement  procedures  used  in 
metropolitan  planning  that  was  not 
previously  submitted.  We  would  also  like  to 
receive  information  on  any  examples  of  good 
public  involvement  procedures  being  used  in 
statewide  plaiming.  This  information  should 
be  submitted  by  October  15  so  we  may  use 
it  in  a  report  on  good  practices. 


An  infannal  telephone  survey  of  the 
regions  was  conducted  earliar  mis  year  to 
obtain  an  idea  of  the  puUic  involvamant 
procedures  being  used  in  metropolitan  and 
state%vida  plaiming  prior  to  ISTBA.  This 
infonnatton  was  useful  and  we  appreciate  the 
assistance  of  the  Regional  staff.  To  be  able  to 
respond  to  questions  on  the  procedurwand 
processes  being  used  to  addrass  the  ISTBA 
requirements  and  to  develop  a  data  base  on 
public  Involvement,  vre  would  like  to  racalve 
Infbcmation  on  existing,  new,  or  revised 
ptdilic  Involvement  procedures  thatMPOa 
and  States  plan  to  use  to  satisfy  these 
requirements.  For  statewide  planning  this 
should  include  involvement  of  the  Indian 
Nations,  where  appropriate.  We  also  would 
like  any  infnmation  on  how  States  and 
MPOs  are  providing  linkages  between  the 
new  metropolitan  and  statewide  public 
involvement  processes  and  existing  State 
public  involvement/public  bearing 
procedures  for  project  devefopment  A  brief 
description  of  the  procedures  and  techniques 
will  be  adequate. 

Please  send  the  information  to  Florence 
Mills.  HEP-32.  For  additional  information  on 
this  request,  please  contact  Mrs.  Mills  at 
(202)  366-2062.  Policy  questions  on  public 
involvement  in  metropolitan  planning 
should  be  directed  to  Sheldon  Edner  or  Dean 
Smeins  in  HEP-21.  Policy  questions  on 
public  involvement  in  statewide  planning 
should  be  directed  to  Martin  Weiss  or  Tom 
Weeks  in  HEP-12. 
Kevin  E.  Heanue. 
Attachment 

Rasponaes  Raceivad  FriMa  Field  Survey 
MPO  Public  Involvement  Procedures 
Region  4 

Kentucky:  brief  summary  for  eadi  MPO. 

Alabama:  table  of  MPO  public  involvement 
methods  by  MPO. 

North  Carolina:  summary  of  State  Action 
Plan  and  Winston-Salem  procedures. 

Florida:  summary  for  State  MPOs  as  a 
group  plus  relevant  checklist  items  from 
Urbanirad  Area  Transportation  Planning 
Process  Certification  Procedure. 

Region  5 

Minnesota:  section  on  Public  Involvement 
bom  1991  Transportation  Unified  Planning 
Work  Program  for  the  Twin  Cities 
Metropolitan  Area. 

Regions 

Utah:  copy  of  Certification  Package  for  Salt 
Lake  and  Ogden  including  simmiary  of 
public  involvement  activities  1985-preaent. 

Region  9 

Arizona:  summary  of  Maricopa  Association 
of  Governments  public  involvement  activities 
plus  relevant  excerpts  from  this  MPO's  1991 
Unified  Planning  Work  Program. 

Califrvnia:  excerpts  of  State  requirement 
and  guidelines  for  public  Involvement  in 
preparing  long  range  transportation  plans 
and  TIPs  plus  sample  discussion  of  public 
involvement  activities  from  San  Diego. 

Region  10 

Oregon:  brief  summary  of  Portland 
procedures  plus  Bylaws  of  Transpoitatioa 


Policy  Alternatives  Committee  (6  dtlzans.  13 
local  officials). 

Washington:  brief  summary  of  Seattle 
procedures  plus  detailed  description  of 
public  involvement  for  recent  long  langs 
plan  update  1^  Puget  Sound  GOG. 

MEMCHLANDUM 


Date:  June  24, 1992. 
Reply  to  Attn,  oft  HFL-11. 
Subject:  Statewide  Planning  and 
Development  of  Transportation 
Improvement  Programs  (TIP)  for  the 
Federal  Lands  Higbwray  Program  (Reply 
due  July  20, 1992). 
Prom:  Federal  Lands  Highway  Program 
Administrator;  Federal  Lands  Highwray 
Office. 
To:  Federal  Lands  Highway  Division 
Engineers. 

This  memorandimi  and  attachments 
explain  the  revised  statewide  transportatfon 
planning  and  programming  requirements, 
processes,  and  your  role.  In  section  1025  of 
the  Intermodal  Surface  Transportation 
Efficiency  Act  (ISTBA)  of  1991,  Public  Law 
102-240,  Congress  established  requirements 
for  statewide  planning.  The  Federal  Highway 
Administration  (FHWA)  and  the  Federal 
Transit  Administration  jointly  issued  interim 
guidance  on  the  ISTEA  statewide 
transportation  planning  and  programming 
requirements  pending  the  issuance  of  formal 
guidance  through  the  rulemaking  process.  A 
copy  of  the  interim  guidance  along  with  the 
wording  of  Section  135.  Statewide  Planning, 
of  title  23  U.S.C  are  attached  (Attachments 
1  and  2). 

The  statutory  requirements  for  statevride 
transportation  planning  and  programming 
include: 

— Implementation  of  a  statewide 
transportation  planning  process  that 
involves  local  officials  and  Indian  tribal 
govenunents 
— Increased  coordination  between 
Metropolitan  Plaiming  Organizations, 
States,  Federal  agencies,  and  Indian  tribal 
governments 
— A  list  of  20  footers  that  must  be  considered 

as  part  of  the  planning  process 
— Investment  strategies  to  improve  adjoining 
State  and  local  roads  that  support  rural 
economic  growth  and  tourism 
development.  Federal  agency  renewable 
resources  management,  and  multipurpose 
land  management  practices,  including 
recreational  development 
— Development  of  a  long-range  transportation 

plan  for  all  areas  of  the  State 
— ^Development  of  a  Stetewide  Transportatfon 
Improvement  Program  (STIP)  that  includes 
all  projecU  fonded  under  title  23  U.S.C 
— Project  selection 

All  Federal  Lands  Highway  Prograsp 
(FLHP)  projects  must  be  in  the  appropriate 
State's  STIP  in  order  to  be  funded.  In 
cooperation  with  our  Office  of  Environment 
and  Planning,  we  have  developed  interim 
statewide  transportation  planning  and 
programming  procedures  for  the  Federal 
Lands  Highway  programs  funded  under  23 
U.S.C  A  copy  of  these  procedures  is  also 
attached  (Attachment  3). 
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UBihr  than  fnfarte  ptoowkaw.  tin 
Federal  Lands  Highway  Offlc»(FLH(^  and 
its  thiee  dtrMuns  w0r 

1.  Qtalawide  TtaBSueitatkn  luipiuwameBt 
ruifli—  Di>etop  ■  mwriaily  CUM traJaed 
transfKiTtatioB  taBfmvaiBaal  pngram  (TB') 
Ipr  FY  93  and  FY  04  (longer  iillM 
Bfonnation  is  available)  using  available 
approved  kmg-ranga  pragran*  In  each  FLHP 
cat^ary.  The  divisions  «vltt  develop  the 
Forest  Highway  TIPfe  fat  the  Poeat  Highway 
programs  &»- their  raqpective  SMaa.  The 
FLHO.  in  coc^MradoB  with  dM  Nrikae)  Park 
Service  (NFS).  wiU  devekip  th«  Park  Koeds 
and  ParkwaiyB  (FRP)  TV  for  ^e  PRP  peo^am. 
The  Bureau  of  Indian  ASUit  ^lA)  wUl 
prepare  its  taKUaa  Raaamtka  Roada  (DtX) 
TIP  far  the  KK  pesfm.  An  TlPa  will  be  sent 
to  the  FLHQ  The  FLHO  will  assemble  the 
TIPS  for  aU  FLHP  catagofieeby  SUrte  end 
forward  them  to  each  FHWAregtcn  for 
iadusiaa  ia  the  ayprepriale  SUPa. 

a.  Federal  Land  I  laaajnatianl  Agency 
Plaaoiag  iBteBMtkia:  tattlela  eflotte  to  have 
tba  Baneu  ol  Land  MBagaBBeal  (BLM).  BIA. 
Foract  S«vica  (FS).  nd  NPS  develop 


MBiaBa 

ipiaBs. 

aad  have  copiee  d^  eodeliBg  traaapartetioa 
plans  provided  t«  the  appaprii 
y«h«My  aSPKy  W  Odste  1. 

3.  Federal  I 


i  tolhaBLA. 
BLM.' FS.  Mid  NTS.  Hmm  dtoedoilea  vrUl  ba 
diafedMlad  lo  att  SMIa  UgkvMy  MBoctae  aad 

khyanrOOoaal 
ria  the  year. 
Instructions  and  format  lor  preparing  the 
FLHP  TIPS  era  aMachad  lAtta^HMafl  4. 
DiskatteK  We  weald  nnaeilalBieieiilBg the 
TlPi  (peper  and  magnetic)  on  the  Foreal 
Highway  portioD  of  the  pcopan  for  your 
respective  States  by  My  2a 

We  have  writtao  letters  lathe  BIA.  BLM. 
FS.  and  the  NFS  advising  them  of  these 
state%vide  transportatkai  planning  and 

programming  requtaements  aad  ra^M't^ 
assistance.  If  yoa  have  any  qpasffnat,  plaaae 
call  Mr.  Paul  Los  on  20Z-33»-«487. 
Thomas  a  Edick. 
4  Attarhmepta 
)UMl7,t99a 


LaadaSghway 

Foctu  of  Interim 

Tlie  porpose  of  this  Interim  Statewide 
Transportation  Pknnfaig  and  Progi^nmlng 
Praoaduies  for  the  Federal  Lands  Highway 
Program  (PLHP)  is  to  provide  detailed 
guidance  Cor  complying  with  the  Statewide 
Transportation  Improvonent  Program  (aiir) 
ana  rrofeci  iiaieciMm  feqinraaMow  loei  were 
established  la  sediflB  135.  SlaAewlda 
Planning,  of  tMe  23  VS.C.  by  seetlen  1028(e) 
ofthalateraMMiM  Asvca  nsBspiJSlatkjB 
BfBdeacy  Act  PSTKA)  of  1991.  PabBc  Lew 
102-249L  N  definee  the  leepoaeMMea  of  the 
three  PMeral  Laada  M^way  DMeioBe,  the 
Buieea  oThMtteo  AfMrs  fBIA).  die  Batean  of 
Land  llaii^siiiiint  (BlMj,  A»  Foreet  Ssrvka 
(FS),  and  the  National  Park  Sarvka  INPSI) 


and  pruvldas  piuueduxee  for  prepering  and 
tiausmltting  PLHP  and  prajact  selection 
information  far  faichulaa  Into  STIPs.  Thaee 
piocedufsa  aw  ejipected  to  remain  tn  effcd 
until  the  pending  ruhmaktag  by  PHWA  la 
completed. 

BbckgrPUAB 
The  new  section  135C0  of  tttfe23  reoolres: 

1.  Bach  State  to  devriop  a  STIF  ibr  all  areas 
of  the  State. 

2.  AD  protects  withtetite  boundaries  of  dw 
State  that  are  ib^ed  under  tMe  23  to  be 
Included  in  Ham  STIP. 

3.  Oppratunlty  fcr  pidiHc  comment  on  the 
STIP.      

4.  The  STIP  to  reflect  the  prioritlas  fbr 
programming  and  expenAture  of  funds. 

5.  fanrestment  strategies  to  Improve 
ad)oining  Stete  and  local  roads  diet  support 
rural  eniiiemte  giuwth  and  tomlsm 
development.  PWlaral  agency  rsneweble 
leeuuites  menegement,  end  muhipurpase 
land  Biauagenient  practices,  InchMfing 
recreational  development 

6.  Biennial  review  and  appraval  of  the 
STV  by  the  Secretary  erf  the  U.S.  DepAtment 
of  Transportatlan. 

In  adotkm,  amended  section  2M  of  title 
23  V.SXl  nqahm  Indian  trftal  amerumente 
fat  eooperatkn  wMi  the  BIA  and  as  may  be 
appropriate  with  State,  kica)  government,  or 
metoujioHtaB  ptenning  oigantetians  (MPOs), 
to  develop  a  transpartation  improvement 
program  Uiat  includes  all  Indian  leservation 
road  projecte  proposed  for  ftiadhag.  Pn^acte 
are  to  be  selected  by  the  Indian  trwl 
government  &om  the  (IRR)  transportetlon 
improvement  program  and  diaD  De  subject  to 
the  appraml  of  the  Secntertea  af  btarte 
(BIA)  and  Transportetton  (FHWA). 

The  amended  sectioi  204  of  title  23  V.5XI 
also  pafolsee  dial  aa  pahM 
psajectaiaybaaBiiitehin  tail 
unless  the  Stete  concurs  in  the  i 
plaaiUng  of  the  prafeci 

Poiicy 

Tha  Pedasri  Laada  Highway  OOca  (FLW^ 
is  in  foil  support  ef  as  latepated  aaWBodal 
statewide  traitapattalleB  pteaalag  aad 
prngramintng  process  which  is  used  to 
develop  a  multiyear  STIP  ofprojecte.  The 
process  needs  to  satisfy  the  following  czitaria: 

•  An  eCBdent  and  etfKttvv  process  is 
needed  to  provide  timely  and  complete 

e>iect  infbrmation  to  State  highway  agencies 
statevride  transportation  planning  ud 
development  of  a  STIP. 

•  Tha  pimasa  shall  aol  stcy  the  allocatloa 
of  Federal  LaMla  Highway  (FLH)  foads  for 
the  approved  program  of  projecta  on  the  first 
workday  of  each  Federal  nsol  year. 

•  ThaFLHFAihalBlalialcgleras 

daiaated)  wiU  oootlaua  to  aMMoaa  dta 

"  .  - V« «  ._i  _i7_  ' 

aBBBBi  asn  nag-mga  pnomy  piayaB  es 

protects,  in  aocardaBoa  with  foteiageacy 

A^aaansote  «d/flr  RagidBttaiis.  for  dM 

Forest  Hl^nvay  puittaai  of  ftnoc  lieada 

Highways,  BDU  and  PUP. 

We  haea  savtewad  Iha  May  as.  1902, 

Interim  Cahfance  oa  BTBA  fliatewlrte 

Transportatton  Plaiming  and  Prograaaniaa 

(HPD-l/TGM-1)  whidi  wasra^ed  by  the 

Office  of  Bhriioiiineiil  aad  PlaiHifng  The 

proposed  guidance  piuvlues  adeijuato 


flexibility.  Tha  following  piooaaa  Is  Intended 
to  detail  tha  faaterim  guiduice  with  respect  to 
thePLHF. 

SlatewMr  Fkauthig  Anosss 

TheFLHOwilh 

•  faritiete  efhrte  to  heve  the  BLM.  BIAi  PS. 
and  MPS  devehip  Inventarlee  of  aU  adsliBg 
transpottetloB  peas  and  land  end  leewuce 
Biaaagemeof  piaae  ay  peptemoer  i. 

•  Initiate  eflbrts  to  have  oopiea  of  n 
existing  transportatioa  plans  provided  to  die 
appropriate  State  hi^rway  agency  by  October 
1. 

•  Develop  persoanel  dbectorfes  of 
tiaaspoftatlon  pianidii[g  peisuuuei  in  dM  BIA« 
BLM,  FS.  and  MPS.  in  eooperadoo  wltt  dia 
Fidere)  agencies. 

•  Work  with  the  Federal  egeades  to 
GQodify  tta  existing  meraorandmBS  of 
agreement  to  lacuiporete  tiaiis|wirtattou 
pUnnta^  and  ofter  BTHA  luqulremeate  m4 
procedaree. 

•  Wkrtcwi^thePrteralageBdesto 
develop  tieaspBttedoa  plawahig  sad 
programauag  pracadares  to  awet  BTBA 


la  dasalop  ar  levlea 

Mw^  Stete 
ilPOiwThaaaly 


their  ptocedmee  la 
tha  lraas|Mittatloa 
highway 

change  anddpated  by 
ageacy  PteasI  Mghwava 
wUaeedtaba 


FLHOtadwM- 
folhalAa 

hitha 


fiacati 

Fiscef  year  1882  roderai  Londi  MIghaay 
fto/ecte 


funds  BMdaaialMiteaniteidHa  13 
nilT  uiaji  be  uhljaateil  allhiaslhaii 
indadad  te  a  SIVMdi  Odaharl 
ihayaaalaaB 

Arocetff/brOevefop/ivoSltBtewidb      ^^^ 
Tnuisportatkui  Ajifvurauient  A^giuui  (SiTTrJ 

Under  these  interim  procadana,  ^PLHO 
and  its  duaa  divlalflaa  «rlU  develop 

im|»ovement  piqgnBa  rnPal  for  FY  U  aad 
FY  94  (kmgar  If  dia  iafoBaadm  la  avaOabM 
using  awailabia  afiproved  kmg^aaga 
pragraaa  in  each  PLHP  eatetgDry.  Tha 
divlak»a  wUl  develop  dM  Fosaat  W^way 
TIPS  far  the  Fosest  H^wayjrapaaM  for 
their  respective  States.  Tha  PLHO,  la 
cooperatton  with  tha  NFS.  wtti  daveleo  tha 
financially  oonatraiaad  Park  Boade  and 
Parlnvay  (FBP)  Tff  foK  the  PRP  prapaBkoshif 
the  exiting  BuiltiyaaE  ptog^aB  of  psafacte 
nd  Ota  NPS-wlda  miosis  list  Tha  BIA  wlU 
prepaia  ita  finanduly  coastralaed  DtR  TIP 
man  infoematiaa  uovidad  fay  tha  ladlaa 
tribes.  An  TIPS  wffl  be  seat  to  FLHQ.  Tha 
FLHOwOI  assemble  the  FLH  TIF  Bnrhidlng 
all  PLHP  cateuriesl  by  State  and  forward 
them  to  eech  FHWA  la^on  by  August  1  far 
inclusion  in  the  n^mqaiate  STIPs.  Oopieaaf 
the  TLH  TIP  wfflbe  alao  be  provldad  to 
Office  of  Bavkoamant  and  Planning. 

The  FLH  TIP  will  be  divided  In  FLHP 
fbndlng  cateapry,  fiacal  year,  and  bv  Stale. 
There  sbeuld  be  ooa  pegs  par  fiscal  year 
whoa  one  or  more  protacU  an  plannad  or 
programmed  In  diat  State.  A  comr  of  tha 
required  TIP  page  fbrmal  is  attached.  The 
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divisions  are  to  furnish  dwfar  TIPS  in  both 
paper  and  magnetic  form. 

The  TIP  will  have  the  following 
information  on  a  pio)ect: 
— <Iounty 
— Route  number 

—Highway  or  bridge  name/ldeotiflcation 
— ^Project  limits  or  termini 
—Type  of  pro)sct 

—Net  construction  amount  to  be  funded 
■~<k}ntracting  agency 
—Priority 

—Source  of  funding 
—Fiscal  year  to  be  funded 

The  costs  for  preliminary  and  construction 
engineering  for  all  projects  should  be  totaled 
•nd  entered  on  the  form.  The  FLHO  or 
FHWA  Federal  Lands  Highway  Divisfon 
Engineer  shall  approve  the  projects  in  the 
STIP. 

A  signature  block  is  provided  for  the  State 
official  to  indicate  when  this  information  ia 
incorporated  into  the  STIP. 

Only  those  projects  included  in  the  list  of 
projects  will  be  eligible  for  funding  beginning 
October  1,1992. 

Emergency  projects  (i.e.,  bridaa  {allure, 
slide,  etc.)  may  be  advanced  to  fimding  even 
if  they  were  not  in  the  original  STIP 


submission.  A  revised  TIP  must  be  prepared 
and  forwarded  to  the  FLHO  for  transmission 
to  the  appropriate  State. 

An  updated  TIP  should  be  submitted  by 
March  1  of  each  subsequent  fiscal  year.  This 
earlier  date  is  necessary  to  provide  the  States 
with  adequate  time  to  allow  for  public 
comment  on  their  STIP. 

Inetnictiona  for  Rnlering  labumttbm  oa  the 
FLHTIP 

State:  Enter  the  State  name  where  the 
projects  are  located. 

Fiscal  Year.  Enter  the  Federal  fiscal  year  of 
funding. 

Count)':  Enter  the  countyfs)  where  the 
project  is  located. 

Route  Number  Enter  the  State,  U.S.,  or 
Federal  route  niunber. 

High%vay/Bridge  Project  Name:  Enter  the 
highway  or  bridge  name.  The  National 
Forest.  Park,  or  area  name  can  also  be  entoied 
here.  The  National  Bridge  Inspection  System 
number  can  be  entered  here. 

Project  Limits/Termini:  Enter  the  limit  or 
project  termini. 

Type  of  Project:  Enter  the  type  of  project 
such  as  grade,  drain,  base,  pave, 
reconstruction,  overlay,  bridge,  signing,  etc. 


Net  Construction  Program  Funding 
Amount:  Enter  the  anxnmt  of  program  funds 
to  be  used  for  actual  construction. 
Construction  eogineenng  costs  are  not  to  be 
included. 

Contracting  Agency:  Ebter  the  name  of  the 
agency  or  organization  that  will  administer 
the  construction  contract 

Priority:  Enter  the  priority  of  the  project. 
Priority  can  be  High,  Medium.  Low,  Back-up 
Project,  or  numeric 

Engineering  Costs  aid  Funding:  The  costs 
for  pnelimlnaiy  and  construction  engineering 
for  all  projects  should  be  totaled  and  entered 
on  the  form.  The  total  program  funds 
available  for  the  fiscal  year  including  any 
carryover  should  also  be  entered. 

Signature  Boxes:  The  FHWA  Federal  Lands 
Highway  Division  Engineer  shall  approve  the 
Forest  Highway  projects  in  the  STIP.  The 
Federal  Lands  Highway  Program 
Administrator  will  approve  the  IRR  and  PRP 
projects  in  the  STIP. 

MUMO  COOe  4«1»-S-M 
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STATE: 


Cotftty 

Rout* 
Nuiter 

Ntghuay/Bridgc  Project  Naiae 

Projact  Liwita/TeniJnJ 

Type  of  Project 

«m««m>a«ssaas«s«a«sm 

Met  Conatruction 

Prograai  Fuiding 

AMOunt(SOOO) 

aasaaaaaaamaaaaa 

Contracting 

aaaaaasaaaaaaaa 

Priority 

i 

1 

* 

r- 

. 

^ 

i 

\ 

StatMid* 

"*•■■*■********            (' 

0 

• 

Total  ProQrBi  Coat  for  Haical  iraar:                            » 

coat  and  F«ltne  SuMary                                                    Progra.  Fi«*a  Avai  labia:                                             J 

■alahca:                                                                            " 

Fadtral  Landa  NighMa 
Prooraa  Aaproval: 

y 

Data 

: 

Stat*  < 

in  STIP 

ncluaion 

Date; 
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STATE: 


Cowity 

Rout* 
tkab»r 

Nigitway/lridga  Projaet  NaaM 

■■•■■•■•■■■ ••■■■aarascsmsasass 

Projaet  Llaita/Taralnl 

aaaaaaaaaaaaaa— aaaaaaaaa 

8< 

Typa  of  Project 

laaaaaaaaaaaaaaaaaa 

Net  Construction 

Prograa  Finding 

Aiaixjnt(SOOO) 

aasaaaasaaaaaaaa 

Contracting 
Agency 

aaaaaasaaaaaaaa 

Priority 

- 

i 
j 

, 

••••^ •••••••••• 

1 

- 

' 

,      ■  • 

ttatawfd* 

Total  of  PrallalMry  and  Conatructton  En«<na«r<ng  for  all  projacta: 

0 

- 

( 

Coat  and  Fwtdir«  Suaairy                                                 ProgrMi  FtfKk  Aval  labia:                                           0 

Balanca:                                                                           i* 

Fsdtrsl  Lands  NlgtHwy 

Stata  Inclusion 

{.  cTi»>                                                                             Data:  
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June  30, 1992. 

The  Honorable  James  M.  Ridenour,  Director, 
Nationa]  Park  Service,  Department  of  the 
Interior,  Washington,  DC  20240. 

Dear  Mr.  Ridenour  The  Intermodal  Surface 
Transportation  Efficiency  Act  (ISTEA)  of 
1991,  Public  Law  102-240,  made  a  number 
of  changes  to  the  park  roads  and  parkways 
(PRP)  program.  During  the  past  several 
months,  our  staffs  have  held  a  number  of 
discussions  on  the  procedures  to  implement 
the  new  provisions  of  the  ISTEA.  On  May 
19-21,  the  National  Park  Service  (NPS)  and 
the  Federal  Highway  Administration  (FHWA) 
held  an  interagency  PRP  program  meeting. 
The  enclosures  provide  the  interim  guidance 
for  implementing  23  U.S.C  204,  Federal 
Lands  Highway  Program,  as  amended  by  the 
ISTEA. 

The  ISTEA  of  1991  expends  the  list  of 
items  eligible  for  PRP  program  funding.  In 
cooperation  and  coordination  with  your  staff, 
we  have  updated  the  listing  of  eligible 
program  items  that  was  first  issued  in  July 
1983.  The  revised  list  identiries  items  that 
may  be  funded,  items  that  will  generally  not 
be  funded  due  to  their  low  priority  in 
relation  to  the  large  PRP  backlog  of  needs, 
and  items  that  will  not  he  funded  under  the 
PRP  program  category. 

We  will  continue  working  with  your  staff 
to  finalize  details  for  implementing  the  new 
program  requirements.  If  there  are  any 
questions,  please  contact  us. 

Sincerely  yours, 
Allen  W.  Burden,  for  Thomas  O.  Edick,  P.E., 
Federal  Lands  Highway  Program 
Administrator,  Federal  Lands  Highway  Office. 

FHWA  Interim  Guidance  on  Park  Roads  and 
Parkways  Program  (23  U.S.C  101  and  23 
U.S.C204) 

June  30, 1992. 

The  purpose  of  this  hiterim  Guidance  on 
the  Park  Roads  and  Parkways  Program  is  to 
provide  guidance  for  complying  with  the 
requirements  of  23  U.S.C  101.  23  U.S.C  202, 
and  23  U.S.C  204,  Federal  Lands  Highways 
Program,  as  stated  and  amended  by  section 
1032  of  the  Intermodal  Surface 
Transportation  Efficiency  Act  (ISTEA)  of 
1991.  Public  Law  102-240. 

Provision — The  term  "park  road"  means  a 
public  road,  including  a  bridge  built 
primarily  for  pedestrian  use,  but  with 
capacity  for  use  by  emei^gency  vehicles,  thai 
is  located  within  or  provides  access  to  an 
area  in  the  national  park  system  with  title 
and  maintenance  responsibilities  vested  in 
the  United  States,  23  U.S.C  101. 

Guidance — ^This  provision  redefmes  the 
temporary  bridge  between  Ellis  Island  and 
Liberty  State  Park  as  a  park  road.  A 
permanent  replacement  for  the  bridge  is  a 
project  being  executed  jointly  by  the  FHWA 
and  the  NPS.  On  March  20.  a  program 
schedule  was  developed.  The  design  and 
construction  of  this  bridge  will  be  exp>edited 
upon  approval  of  the  Record  of  Decision  in 
accordance  with  the  National  Environmental 
Policy  Act. 

Provision — ^The  Secretary  of 
Transportation,  in  cooperation  with  the 
Secretary  of  the  Interior  and  the  Secretary  of 
Agriculture  shall  develop  appropriate 


transportation  planning  procedures  and 
safety,  bridge,  and  pavement  maDagement 
systems  for  roads  funded  under  the  Federal 
Lands  Highway  Program,  23  U.S.C  204(a). 

Guidance — Current  park  roads  and 
parkways  (PRP)  program  transpcKtation 
planning  procedures  will  continue  for  the 
interim  period.  The  NPS  and  FHWA  will 
jointly  prepare  a  Transportation 
Improvement  Program  (TIP)  for  the  PRP 
program.  The  Jime  24, 1992.  letter  to  the  NPS 
describes  the  interim  TIP  procedures  for 
roads  funded  under  the  Federal  Lands 
Highway  Program.  The  existing  information 
system  will  be  reviewed  by  NPS  and  FHWA 
to  determine  whether  any  enhancements  are 
necessary  to  meet  new  management  systems 
requirements  and  guidance  will  be  jointly 
developed.  Guidance  on  additional 
appropriate  transportation  planning 
procedures  and  management  systems  will  be 
issued  at  later  dates. 

Provision — All  appropriations  for  the 
construction  and  improvement  of  each  class 
of  Federal  lands  highways  shall  be 
administered  in  conformity  with  regulations 
and  agreements  jointly  approved  by  the 
Secretary  of  Transportation  and  the  Secretary 
of  the  appropriate  Federal  land  managing 
agency,  23  U.S.C  204(f). 

Guidance — The  Memorandum  of 
Agreement  signed  by  the  NPS  on  May  3, 
1983,  and  by  the  FHWA  on  May  19, 1983. 
remains  in  effect.  A  technical  addendum 
updating  and  conforming  legal  references 
will  be  jointly  developed  by  the  NPS  and 
FHWA,  if  necessary. 

Funding  of  Program  Items.  Park  Roada  and 
Parkways  Program 

June  30. 1992. 

Provision — The  Secretary  of  Transportation 
shall  allocate  the  sums  authorized  to  be 
appropriated  for  such  fiscal  year  for  park 
roads  and  parkways  each  according  to  the 
relative  needs  of  Qie  various  elements  of  the 
national  park  system,  taking  into 
consideration  the  need  for  access  as 
identified  through  land  use  planning  and  the 
impact  of  such  planning  on  existing 
transportation  facilities,  23  U.S.C  202(c) 

Provision — Funds  available  for  park  roads, 
parkways,  and  Indian  reservation  roads  shall 
be  used  by  the  Secretary  of  the  Interior  to  pay 
for  the  cost  of  planning,  research,  engineering 
and  construction  thereof,  23  U.S.C  204(b). 

Provision — Funds  available  for  each  class 
of  Federal  lands  highways  shall  be  available 
for  any  kind  of  transportation  project  eligible 
for  assistance  under  this  title  that  is  within 
or  adjacent  to  or  provides  access  to  areas 
served  by  the  particular  class  of  Federal 
lands  highways.  23  U.S.C  204(b). 

iVovisjon^Funds  available  for  each  class 
of  Federal  lands  highwrays  niay  be  available 
for  the  following:  (1)  Transportation  planning 
for  tourism  and  recreational  travel  including 
the  National  Forest  Scenic  Byways  Program, 
Bureau  of  Land  Management  Back  Country 
Byways  Program,  National  Trails  System 
Program,  and  similar  Federal  programs  that 
benefit  recreational  development.  (2) 
Adjacent  vehicular  parking  areas,  (3) 
Interpretive  signage,  (4)  Acquisition  of 
necessary  easements  and  scenic  or  historic 
sites,  (5)  Provisions  for  pedestrians  and 


bicycles,  (6)  Construction  and  raoMistTuction 
of  roadside  rest  areas  including  sanitary  and 
water  facilitlea,  (7)  Other  appropriate  public 
road  facilities  such  as  visitor  centers  as 
determined  by  the  Secretary  of 
Transportation.  23  U.S.C  204(h). 

Cuj'dance — ^Tlie  following  updates  the  July 
19, 1983,  list  of  eligible  park  roads  and 
parkways  (PRP)  program  items.  The  list 
identifies  items  that  may  be  funded,  items 
that  will  generally  not  bis  funded,  and  Items 
that  will  not  be  funded  under  the  PRP 
program  category.  Funding  for  some  items 
will  be  jointly  determined  by  National  Pvk 
Service  (NPS)  and  Federal  Highway 
Administration  Headquarters  based  on 
overall  relative  PRP  program  priorities. 

Ilona  Thai  May  B«  Fnndad 

Project  Support  hems 

•  Transportation  planning  including 
planning  for  tourism  and  recreational  travel 
that  benefits  recreational  development. 

•  Research  part  of  coordinated  technology 
implementation  program  (CTIP). 

•  Traffic  engineering  and  safety  studies. 

•  Identification  and  surveillance  of 
accident  locations. 

•  Development  of  road  and  bridge 
standards. 

•  Bridge,  pavement,  and  safety 
management. 

•  Selected  preliminary  engineering 
studies. 

•  Necessary  interagency  program/project 
formulation  meetings. 

•  Interagency  program  review  meetings 
(per  interagency  agreement). 

•  Necessary  environmental  studies  and 
archeological  investigation  confined  to  the 
general  roadway  construction  limits. 

•  Necessary  architectural  and  landscape 
engineering  services. 

•  Engineering  design  for  roads  and  bridges. 

•  Necessary  interagency  project 
coordination. 

•  Project  related  revegetation. 

•  Construction  engineering  for  contract 
administration,  inspection  and  testing. 

Construction  and  Improvements  Items 

•  Engineered  pavement  overlays  that  add 
structural  value,  design  life  or  improved  skid 
resistance. 

•  Double  bitim[iinous  surface  treatments 
and  chip  seals  that  era  part  of  predefined 
stage  construction  or  fbrm  fmal  surface  on 
low  volume  roads. 

•  Engineered  rehabilitation  or 
reconstruction  of  pavement  structures, 
bridges  and  bridge  decks,  and  tunnels. 

•  Engineered  spot  safety  improvements 
resulting  from  safety  studies. 

•  Upgrading  of  substandard  traffic  barriera 
and  bridge  rails  to  current  standards. 

•  Replacement  of  nonstandard  traffic 
regulatory  and  guide  signs. 

•  Upgrading  substandard  or 
nonconforming  traffic  markings  (1-tima 
only). 

•  Park  entrance  signs  if  the  sign  conforms 
to  park  standards,  is  in  a  safe  location,  is  part 
of  an  adjacent  park  road  project,  and  is  of 
reasonable  cost  (Si 0,000  maximum). 

•  Handling  traffic  and  pedestrians  through 
construction  xones. 
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•  Publk  approach  roads  and  ir>t«n;haiige 
nmp*  which  are  vinder  the  turiidiciioo  tad 
rwpoMibility  of  the  MPS. 

•  Instalktioo  of  wvnntwl  roadway 

lighting. 

•  Adjustment  of  utlHUas  directly  related  to 
roadway  work. 

•  Conducts  croaaing  under  the  roadway  to 
accommodate  future  planned  utilities. 

•  Landscaping  and  seoding  of  areas 
disturbed  by  PRP  road  construction. 

•  Landscaping  required  to  meet  EIS 
mitigation  measures  resulting  btmi  roadvray 
coostntction. 

•  Construction  of  erosion  control  and 
enviroomentai  mitigaiion  measures  directly 
related  to  roadway  construction. 

•  Experimental  features  where  there  is  a 
planned  monitoring  evaluation  schedule. 

•  Public  parking  lots  or  pull-of&  to  trail 
heads,  inteipretive  areas,  public  lodging, 
visitor  center,  (including  necessary 
supporting  retaining  walls,  protective  railings 
and  adjacent  perimeter  sidewalL 

•  Provisions  for  pedestrians  within/ 
adjacent  to  roadway  prism  when  warranted 
for  safety  reasons. 

•  Restoration  of  burrow  pits  created  by 
projects  funded  from  the  PRP  program. 

•  Force  account  and  day  labor,  including 
materials  and  equipment  rental,  being 
p'«rformed  in  accordance  with  approved 
plans  and  specifications,  which  has  been 
determined  to  be  cost-effective  (public 
interest). 

Funding  Will  Generally  Not  Be  Made 
Aviulabla  for  iha  Following  Items 

(Funding  will  be  determined  on  a  case-by- 
case  exception  basis  taking  into 
consideration  overall  relative  PRP  program 
priorities.) 

Project  Support  Rests 

•  Acquisition  of  necessary  scenic 
easements  and  scenic  or  historic  sites. 

Conitruction  or  bnproveawntM  Items 

•  Special  use  tram  roads  if  in  lieu  of 
constructing  a  2-lane  public  road  and 
additional  parking  lots. 

•  Bike  paths,  unless  they  are  part  of  the 
park's  approved  General  Management  Plan 
(GMP),  conooucted  in  conjunction  with  PRP 
projects,  and  are: 

— part  of  a  roadwray  prism  necessary  for 
safety  reasons  and  if  bike  tiafTic 
warrants, 

— independent  paths  used  for 
transportation  and  safety  reasons  besod 
on  accidttnt  and  traffic  data  analysis. 

•  Interpretive  signage  part  of  a  roadway 
project 

•  Construction  of  visitor  infbnnation 
centers  and  related  items. 

•  Construction  of  roadside  rest  area 
including  sanitary  and  water  bciUties. 

•  Bridge  painting  work  ea  structures 
(painting  of  major  large  structures  considered 
on  a  case-by<ase  exception  basis). 

•  Other  public  triads  which  provide  access 
to  areas  under  the  jurisdiction  and 
responsibility  of  the  NPS. 

Items  That  Will  Not  Be  Fnndad 


Profect  Support  Items 

•  General  park  planning. 

•  Nonprogram  specific  confiarences,  field 
trips,  or  training  conferences. 

•  Archeological  investigations  and  work 
outside  roadway  construction  limits. 

Constructioa  or  Improvements  Items 

•  Construction  of  campground  roads  and 
related  parking  pads  (Refenrenca  NPS  3/28/89 
Memorandum  for  relative  PRP  program 
priority  funding). 

•  Cyclic  roadway  maintenance  work 
including  chip  and  slurry  seals  (seal  coats), 
pavement  patching,  shoulder  and  ditch 
grading,  cleaning  culverts,  snow  removal, 
roadside  mowing,  normal  sign  repeir  and 
traffic  markings. 

•  Seal  coats  on  top  of  new  asphalt  concrete 
(Mvements. 

•  Cyclic  bridge  maintenance  work 
including  cleaning  and  repairing  bridge 
joints,  cleaning  and  repairing  bridge 
drainage,  and  repairing  other  bridge 
appurtenances. 

•  Landscaping  and  Irrigation  systems  of 
areas  not  disturbed  by  PRP  road  construction. 

•  Utilities  and  biiildings  not  disturbed  by 
construction. 

•  SaniUtion  facilities  not  disturbed  by 
construction. 

•  Walls  and  erosion  protection  that  are  not 
part  of  or  support  the  roadway  prism. 

•  Recreational  boat  launching  facilities 
and  ramps. 

•  General  park  development  project. 

•  Park  road  that  serves  only  an 
adminis^ative  site  such  as  park  housing, 
maintenance  areas,  or  park  dormitory  (or  a 
combination  of  these]. 

•  Park  road  that  provides  access  to  Park 
Headquarters  which  is  not  open  to  the 
general  public  (i.e.,  not  a  visitor  center). 

•  Restoration  ofborrow  pits  (or  portions  of 
borrow  pits)  created  by  projects  bmded  with 
non-PRF  program  funds. 

•  Repali's  to  or  replacement  of  fences  not 
disturbed  by  PRP  road  construction. 

•  Fences  constructed  for  esthetics. 
)une  30. 1992. 

Mr.  Patrick  A.  Hayes,  Deputy  to  the  Assistant 

Secretary — Indian  Affairs,  ' 
U.S.  Department  of  the  Interior.  1849  C 
Street.  NW  (Code  260  S4S  4588). 
Washington,  DC  20340. 

Dear  Mr.  Hayes:  The  Intermodal  Surface 
Transportation  Efficiency  Act  (ISTEA)  of 
1991.  Public  Law  102-240.  made  a  number 
of  changes  to  the  Indian  Reservation  Road 
(IRR)  program.  During  the  past  several 
months,  our  staffs  have  held  a  number  of 
discussions  on  the  procedures  and  policy  to 
implement  the  new  provisions  of  ISTEA.  The 
enclostires  provide  the  interim  guidance  for 
implementing  section  204.  Federal  Lands 
Highway  Program,  of  title  23  U.S.C  as 
amended  by  ISTEA. 

The  ISTEA  has  significantly  increased  the 
items  that  are  eligible  for  IRR  funding.  The 
last  list  of  eligible  program  items  was  issued 
in  July  1983.  The  revised  list  of  program 
items  identifies  items  that  may  be  funded, 
items  that  wilt  generally  not  be  funded  due 
to  their  low  priority  In  relation  to  the  large 
IRR  backlog  of  needs,  and  items  that  will  not 
be  funded  imder  the  IRR  program  category. 


We  will  continue  working  with  your  staff 
on  procedures  and  policy  for  implementing 
new  program  requirements  from  the  ISTEA. 
If  you  have  any  questions,  please  call  Mr. 
Paul  R.  Los  on  FTS  202-366-9487  or  Mr. 
Salim  Nassif  on  FTS  202-366-9490. 

Sincerely  youra, 
Allen  W.  Burden  for  Thomas  O.  Edick. 

FHWA  Interim  Goidaaca  an  Indian 
Reservation  Roads  Program  (23  VS.C  204) 

June  30, 1992. 

Focus  of  Interim  Guidance 

The  purpose  of  this  Interim  Guidance  on 
the  Indian  Reservation  Roads  Program  is  to 
provide  guidance  for  complying  with  the 
requirements  of  23  U.S.C  204.  Federal  Lands 
Highway  Program,  as  amended  by  sections 
1030  and  1032  of  the  Intermodal  Surface 
Transportation  Efficiency  Act  of  1991,  Public 
Law  102-240. 

Pi-ovisjon— The  Secretary  of  Transportation 
in  cooperation  with  the  Secretary  of  the 
Interior,  shall  develop  appropriate 
transportation  planning  procedures,  and 
safety,  bridge,  and  ftavement  management 
systems  for  roeds  funded  under  the  Federal 
Lands  Highway  Program.  23  U.S.C.  204(a). 

Guidance — ^The  BIA  will  prepare  a 
Transportation  Improvement  Program  (TIP) 
for  the  Indian  Reservation  Road  program  in 
accordance  with  the  May  28  Interim 
Guidance  on  23  U.S.C  135— Statewide 
Planning  Requirements  (HEP-12/TGM-21). 
The  IRR  TIP  must  he  sent  to  FLHO.  FLHO 
will  assemble  the  TIPs  by  State  and  forward 
them  to  each  FHWA  region  for  inclusion  in 
the  appropriate  Statewide  Transportation 
Improvement  Programs.  Safety,  bridge,   . 
pavement  management  systems  are  required 
for  Indian  Reservation  Roads.  Guidance  on 
the  management  systems  will  be  Issued  at 
later  dates. 

Provision — Notwithstanding  any  other 
provision  of  this  title.  Indian  reservation 
roads  under  the  jiarisdiction  of  the  Bureau  of 
Indian  Affairs  of  the  Department  of  the 
Interior  shall  be  eligible  to  expend  not  more 
than  IS  percent  funds  appropriated  from  the 
Highway  Trust  Fund  for  the  purpose  of  road 
sealing  projects.  The  Bureau  of  Indian  Affairs 
shall  continue  to  retain  responsibility, 
including  annual  request  responsibility,  for 
road  maintenance  programs  on  Indian  — 

Reservations.  23  U.S.C  204(c).- 

Guidance — Prior  to  expenditures  of  these 
funds,  the  BIA  shall  submit  to  the  Federal 
Highway  Administration  (FHWA)  a  list  of 
proposed  sealing  projects  (APL)  for  approval 
and  an  annual  report  of  the  amoimt 
expended  on  road  sealing  projects  by  State. 
Phjvision— Up  to  2  percent  of  funds  made 
available  to  IRR  roads  for  each  fiscal  year 
shall  be  allocated  to  those  Indian  tribal 
governments  applying  for  transportation 
planning  pursuant  to  the  provisions  of  the 
Indian  Self-Determinaticn  and  Education 
Assistance  Act.  The  Indian  tribal 
government,  in  cooperation  with  the 
Secretary  of  the  Interior,  and,  as  may  be 
appropriate,  with  a  State,  local  government, 
or  metropolitan  planning  organization,  shall 
develop  a  transportation  improvement 
program,  that  includes  all  Indian  reservation 
road  projects  proposed  for  funding.  Projects 


Federal  Register  /  Vol.  58,  No.  1  /  Monday,  Janxiary  4,  1993  /  Notices 


169 


shall  be  selected  by  Indian  tribal  govermnent 
from  the  transportation  inaprovement 
program  and  shall  be  subject  to  the  approval 
of  the  Secretary  of  the  Interior  and  the 
Secretary,  23  U.S.C.  204(j]. 

Guidance — Interim  guidance  and 
procedures  were  jointly  developed  and 
issued  in  Mr.  Patrick  A.  Hayes'  March  12 
memorandum  on  Interim  Guidelines  and 
Procedures  for  Highway  Trust  Funds 
Transportation  Planning  Funds  for  Tribes. 

Fimdiiig  of  Program  Items,  Indian 
Rewrvation  Roada  Program 

June  30, 1992. 

Provision — Funds  available  for  each  class 
of  Federal  Lands  Highways  shall  be  available 
for  any  kind  of  transportation  project  eligible 
for  assistance  under  this  title  that  is  wdthin 
or  adjacent  to  or  provides  access  to  the  areas 
served  by  the  particular  class  of  Federal 
Lands  Highways,  23  U.S.C  204(b). 

PhJviSJOii— The  Secretary  of  the  Interior 
may  reserve  funds  from  the  Bureau  of  Indian 
Afbirs'  administrative  funds  associated  with 
the  Indian  Reservation  Road  Program  to 
finance  the  Indian  technical  centers 
authorized  under  section  326,  23  U.S.C 
204(b). 

Provision — Funds  available  for  each  class 
of  Federal  Lands  Highways  shall  be  available 
for  the  following:  (1)  Transportation  planning 
for  tourism  and  recreational  travel  including 
the  National  Forest  Scenic  Byways  Program, 
Bureau  of  Land  Management  Bade  (Country 
Byways  Program,  Programs  that  benefit 
recreational  development,  (2)  Adjacent 
vehicular  parking  areas,  (3)  Interpretive 
signage,  (4)  Acquisition  of  necessary  scenic 
easements  and  scenic  or  historic  sites,  (5) 
Provision  for  pedestrians  and  bicycles,  (6) 
Construction  and  reconstruction  of  roadside 
rest  areas  including  sanitary  and  water 
facilities,  (7)  other  appropriate  public  road 
facilities  such  as  visitor  centers %s 
determined  by  the  Secretary,  23  U.S.C 
204(h). 

Guidance — ^The  last  list  of  eligible  program 
items  was  issued  in  July  1983.  The  ISTEA 
hat  significantly  increased  the  items  that  are 
eligible  for  IRR  funding.  The  list  identifies  (1) 
items  that  may  be  funded,  (2)  items  that  will 
generally  not  be  funded  due  to  their  low 
priority  in  relation  to  the  large  IRR  backlog 
of  needs,  and  (3)  items  that  will  not  be 
funded  under  the  IRR  program  category.  The 
funding  for  items  in  (2)  will  be  determined 
on  a  case-by  case  exception  basis  taking  into 
consideration  overall  relative  IRR  program 
priorities. 

Items  That  May  Be  Funded 

Project  Support  Items 

•  Transportation  planning  procedures 
including  planning  for  tourism  and 
recreational  travel  that  benefits  recreational 
development. 

•  Management  systems  for  bridges, 
pavements,  and  safety. 

•  Development  of  reservation 
transportation  plans  and  priority  list  of 
projects. 

•  Research  part  of  Cktordinated  Technology 
Implementation  Program  (CTIP). 

'  I  Traffic  engineering  and  safety  studies. 


•  Identification  and  surveillance  of 
accident  locations. 

•  Development  of  road  and  bridge 
standards. 

•  Selected  praliminary  engineering 
studies. 

•  Necessary  interagency  program/project 
formulation  meetings. 

MEMORANDUM 

Date;  5/28/92. 

Reply  to  Attn  of:  HEP-12,  TGM-21. 

Subject:  Action — Interim  Guidance— 23 

U.S.C  135— Statewide  Planning 

Requirements. 
From:  Federal  Highway  Associate 

Administrator  for  Program  Development; 

Federal  Transit  Associate  Administrator  for 

Grants  Management. 
To:  Regional  Federal  Highway 

Administrators;  Federal  Transit  Area 

Directon  and  Regional  Administrators. 

The  attached  Interim  Guidance  on 
Statewide  Transpcotatlon  Planning  and 
Programming  addresses  the  requirements  of 
the  Intermodal  Surface  Transportation 
Efiiciency  Act  (ISTEA)  of  1991,  pending  the 
issuance  of  formal  guidance  through  the 
rulemaking  process.  It  clarifies  phase-in 
o|>erations  where  new  processes  and 
documents  are  required  and  provides  target 
dates  for  State  compliance. 

The  Interim  Guiaance  does  not  provide  the 
full  detail  of  ISTEA  provisions,  but  does 
include  as  suggestions,  some  fundamental 
elements  that  may  well  be  added  by 
rulemaking. 

Copies  of  the  Interim  Guidance  should  be 
provided  to  the  State  transportation  agency, 
the  Governor's  Office,  county  and  municipal 
government  associations,  MPOs  and  other 
regional  planning  organizations  and  transit 
<^)eratora.  In  addition,  it  may  be  provided  to 
other  interested  Individuals  or  oiganizations. 

We  expect  to  formally  publish  the  Interim 
Guidance  in  the  Federal  Regiatn-  shortly. 
Questions  on  the  Interim  Guidance  should  be 
directed  to  Mr.  Robert  Kirkland  (FTA,  TGM- 
21,  FTS  366-1612)  or  Mr.  Thomas  R  Weeks 
(FHWA,  HEP-12,  FTS  366-5002). 
Robert  H.  McManus 
Anthony  R  Kane 
Attachment 

Interim  Guidance  on  Statewide 
Tranapoitatlim  Planning  and  Programming 
(23  U.S.C  135) 

Focus  of  Interim  Guidance 

The  purpose  of  this  Interim  Guidance  on 
Statewide  Transportation  Planning  and 
Programming  is  to  provide  guidance  for 
complying  with  the  requiremmits  of  23 
U.S.C  135,  in  conjunction  with  the  guidance 
on  metropolitan  transpcHlation  planning 
issued  on  April  6, 1992.  In  establishing  this 
interim  guidance,  the  Federal  Highway 
Administration  (FHWA)  and  the  Federal 
Transit  Administration  (FTA)  acknowledge 
the  need  for  a  phase-in  period  to  fully 
comply  with  the  requirements  of  section  135, 
and  in  particular  the  requirement  for  a 
statevride  muhi-modal  transportation  plan. 
Accordingly,  this  guidance  is  Intended  to 
provide  sufficient  flexibility  to  the  States, 


transit  operatora,  and  local  officials  to 
maintain  project  authorial tions  within  the 
spirit  and  intent  of  the  lej^slation.  Th« 
guidance  identifies  FHWA's  and  FTA's 
expectations  concerning  compUance  writh  the 
statewide  transportation  improvement 
programming  requirements  during  the  phase- 
in  period.  The  FHWA  and  FTA  Intend  to 
issue  regulations  through  formal  rulemaking 
actions  to  establish  permanent  policies  and 
procedures  for  implementing  Section  135 
and  for  administering  revisions  to  planning 
funding. 

Statewide  TranKportation  Planiting  Process 

Provision — A  statewide  transportation 
planning  process  is  required  that  is 
co(»tlinated  with  the  transportation  planning 
carried  out  in  metropolitan  areas  and  with 
the  planning  for  all  modes  of  transportatioa. 
Facton  that  the  process  must  consider  are 
specified.  Included  are  requirements  to 
determine  transportation  needs  in 
nonmetropolitan  areas  in  consultation  with 
local  elected  officials  having  jurisdiction  over 
transportation  and  to  consider  the  concerns 
of  Indian  tribal  governments  having 
jurisdiction  over  lands  within  a  State. 
(Section  135(c)] 

Guidance— Pending  rulemaking  by  the 
FHWA  and  the  FTA.  each  Stete  Is  encouraged 
to  (1)  review  the  requirements  of  23  U.S.C 
135  and  Initiate  steps  to  establish  or  modify 
its  statewide  transportation  planning  process 
to  respond  to  these  requiremmts  and  to 
include  the  management  systenu  activities 
required  by  23  U.S.C  303,  (2)  review  State/ 
local  legisiaUve  transportation  and  land  use 
planning  provisions  and  assess  the  adequacy 
of  these  provisions  to  comply  with  23  U.S.C. 
135,  (3)  review  existing  organizational 
arrangements  affecting  statewide 
transportation  planning  and  programming 
and  establish  new  processes  as  necessary,  (4) 
Initiate  discussions  with  local  officials  and 
other  State  officials  on  nonmetropolitan 
multi-modal  transportation  needs,  (5) 
coordinate  with  the  metropolitan  planning 
organizations  (MPO)  in  the  State  on 
transportation  needs  end  on  the  processes  tor 
integrating  metropolitan  plans  and  {nograms 
with  statewide  plans  and  programs,  and  (6) 
review  existing  public  involvement 
procedures  and  identify  changes  necessary  to 
meet  the  requirements  of  23  U.S.C  135. 
Where  appropriate,  discussions  should  be 
initiated  with  Indian  tribal  govonments  and 
appropriate  Federal  lands  agencies  to 
establish  a  cooperative  process  for  planning 
and  programming  transportation 
improvements. 

Statewide  Transportation  Man 

Provision— A  long-range  transportation 
plan  for  all  areas  of  the  State  is  required 
which  provides  for  develojunent  of 
transportation  bciUties  that  will  function  as 
an  Intermodal  State  transportation  system. 
With  respect  to  metropolitan  areas  (rf  the 
State,  the  land  must  be  devehiped  in 
cooperation  with  the  MPOs.  For  areas  of  the 
State  under  the  jurisdiction  of  an  Indian 
tribal  government,  the  plan  needs  to  be      ' 
developed  in  cooperation  with  tbo  Indian 
tribal  government  and  the  Secretary  of  tba 
Interior.  Bicycle  transportation  and  > 


170 


Fedgral  Regiatw  /  Vol.  56,  No.  1  /  Monday,  January  4,  1993  /  Notices 


pedestrian  walkway  plans  are  required  for 
appropriate  areas  of  the  State.  There  must  be 
oppiortunity  for  public  comment  on  the 
proposed  transportation  plan.  Additionally, 
Section  1006  of  the  ISTEA  provides  for  the 
identification  of  a  proposed  National 
Highway  S>-5tem  (NHS)  by  the  States  in 
cooperation  with  local  officials.  The  NHS 
must  be  based  on  a  functional  reclassiHcation 
of  highways  and  other  critsria  established  by 
FHWA.  A  report  on  the  proposed  NHS  must 
be  submitted  to  the  Congress  by  December 
13, 1993.  (Section  135(e)] 

Guidance — Pending  further  guidance,  each 
State,  in  cooperation  with  Indian  tribal 
governments,  MPOs  and  local  officials,  is 
encouraged  to  (1)  conduct  an  Inventory  of 
transportation  plans  and  (wlides  for  both 
matTt?po)itan  and  nonmetro{>olitan  areas 
which  can  serve  as  an  interim  basis  for  the 
de\'«lopment  of  the  statewide  transportation 
improvement  program,  (2)  identify 
appropriate  organizational  structures  for  use 
in  developing  the  long-range  multi-modal 
transportBtion  plan  for  all  areas  of  the  state, 
and  (3)  establish  an  overall  approach  and 
schedule  for  developing  a  multi*modal 
transportation  plan. 

By  October  1, 1992.  each  State  must 
establish  or  modify  existing  public 
involvement  procedures  so  that  citizens, 
affected  public  agencies,  representatives  of 
transportation  agency  employees,  private 
provid(«rs  of  transportation,  and  other 
interested  parties  will  have  a  reasonable 
opportunity  to  provide  input  during  early 
stages  and  later  key  stages  of  the 
development  of  the  long-range  transportation 
plan. 

By  April  1. 1993.  as  an  interim  step  in  the 
plan  development,  each  State,  in  cooperation 
with  the  MPOs,  should  identify  a  preliminary 
arterial  highway  component  of  the  Statewide 
long-range  multi-modal  transportation  plan 
to  serve  as  the  basis  for  developing  the 
proposed  SHS. 

Pending  nilemaking  by  the  FHWA  and  the 
FTA,  a  statewide  transportation  plan  for  all 
areas  of  the  State  must  (1)  be  approved  by 
January  1, 1995,  by  the  Governor  (or 
designee],  (2)  include  elements  for  all  modes, 
including  coordination  of  the  plan  elements, 
(3)  include  policies  for  implementation  of 
projects  based  on  the  plan,  and  (4)  be 
developed  in  cooperation  with  the  MPOs  for 
metrop>olitan  areas  of  the  State  in  accordance 
with  23  U.S.C.  134  and  FTA  Section  8(g).  The 
FHWA  and  FTA  anticipate  that  regulations  to 
implement  23  U.S.C  135  will  include  tliase 
requirements,  as  a  min'mum 

The  Federal  Ixnds  Highway  O9ico,  FHWA. 
will  arrange  wi'ji  appropriate  Federal  lands 
agencies  for  States  to  receive  copies  of 
existing  transportation  plans. 

Statewide  Transportation  L-nprovement 
Program  (STIPj  and  Project  Selection 

Provision — All  highway  and  transit 
projects  in  the  S'ate  funded  u.nder  title  23 
and  the  Federal  Transit  Act  must  be  included 
in  a  federally  approved  STIP.  Prefects  in  the 
STIP  must  be  ccniistent  with  the  statewide 
long-range  transportation  plan  and 
metropolitan  transportation  improvement 
program(s)  (TIP),  and  the  program  must 
refiert  exp)ectad  funding  and  priorities  for 


programming,  including  transportation 
enhancements.  Additionally,  in  air  qualify 
nonattainment  areas,  only  those  projects  that 
have  been  determined  to  conform  under  the 
requirements  of  the  Qean  Air  Act 
Amendments  of  1990  may  be  included  in  the 
STIP.  There  must  be  opportunity  for  public 
comment  on  the  proposed  improvement 
program.  The  STIP  must  be  reviewed  and 
approved  at  least  biennially  by  the  Secretary. 
[Section  13S(f)  (1),  (2),  and  (4)] 

Projects  in  rural  areas  and  urban  areas  of 
less  than  50,000  population  (excluding 
projects  on  the  NHS.  and  projects  funcfad 
with  Bridge  and  Interstate  Maintenance 
funds)  are  selected  by  the  State  in 
cooperation  with  affected  local  ofBciala. 
Projects  on  the  NHS,  and  Bridge  and 
Interstate  Maintenance  projects  are  aslected 
by  the  State  in  consultation  with  aSiacted 
local  officials.  (Section  135(C(3)j 

Guidance— The  duplicate  programming 
requirements  of  23  U.S.C  105  &»  projects 
funded  under  title  23  were  not  rescinded  by 
the  ISTCA.  These  requirements  will  be 
applicable  during  a  transition  period  but  will 
be  satisfied  by  following  the  requirements  of 
23  U.S.C  135  described  herein  and  in 
subsequent  regulations. 

Each  State  should  develop  procedures, 
where  appropriate,  to  work  with  Federal 
lands  agencies  to  ensure  that  Federal  lands 
highway  projects  selected  for  the  STIP  are 
consistent  with  plans  for  other  transportation 
taciiities  in  the  State.  For  public  lands 
highway  projects  (including  forest  highways). 
State  concurrence  in  the  selection  of  projects 
is  required.  The  Federal  Lands  Highway 
Office,  FHWA,  will  provide  a  multi-year  list 
of  projects  selected  for  funding  for  the  use  of 
each  State  involved. 

Subellocations  of  the  flexible  Surface 
Transportation  Program  (STP)  hmds  and  the 
STP  funds  allocated  for  use  in  areas  less  than 
200,000  to  individual  jurisdictions  or  modes 
by  predetermined  percentages  or  formulas 
are  discouraged.  Such  suballocations 
minimize  the  benefits  of  transpcatation 
plaiming,  hinder  the  abilify  of  States  to 
respond  to  high  priorify  problems  identified 
through  the  transportation  planning  process, 
imduly  constrrin  the  programming  process, 
and  firustrate  the  flexibilify  provisions  of  the 
Intermodal  Surface  Transportation  Efficiency 
Act  of  1991.  (Soe  the  interim  metropolitan 
paidance  issued  by  the  FHWA  and  the  FTA 
on  April  6, 1992,  for  further  information  on 
suballocations  of  STP  funds  within  the 
metropolitan  areas.) 

Until  October  1, 1692,  Federal  ftinds  made 
available  under  Title  23  and  the  Federal 
Transit  Act  may  be  obligated  for  projects 
containad  la  a  federally  approved  section  105 
highway  program  of  projects.  Federal  lands 
highway  program,  section  9  transit  program 
cf  projects,  section  18  transit  program  or 
8ec;;jn  16(b)(2)  transit  program  without 
further  programming  actions.  For  projects 
thit  ere  not  included  in  the  above  programs, 
the  State  muirt  certify  that  projects  submitted 
to  FHWA  or  FTA  for  obligation  of  Foderal 
funds  have  been  selected  in  accordance  %irith 
the  requirements  for  the  specific  funding 
programs  (e.g..  Federal-aid  secondary,  STP, 
public  lands,  section  18  transit,  etc.).  (For 
project  selection  in  areas  greater  than  50,000 


population,  see  the  Interim  metropolitan 
guidance  Issued  jointly  by  the  FHWA  and  the 
FTA  dated  April  6, 1992.) 

Effective  October  1, 1992,  a  STIP  approved 
by  FHWA  and  FTA  is  required  fat  the 
obligation  of  Federal  funds  made  available  to 
each  State  under  title  23  and  the  Federal 
Transit  Act.  A  multi-year  STIP  should  be 
developed  with  proposed  projects  and 
funding  identified  for  each  year,  or  group  of 
years.  Highway  and  transit  projects, 
including  Federal  lands  highway  projects, 
must  be  selected  in  accordance  with  the 
specific  funding  programs.  For  projects  in 
areas  less  than  50,000  population,  including 
rural  areas,  the  project  selection  requirements 
for  coop)eration  or  consultation  with  affected 
local  officials  shall  be  satisfied  for  the  first 
year  of  the  STIP  during  the  development  of 
the  STIP. 

Infonnation  on  project  scheduling  and 
funding  sources  must  be  provided  to 
selecting  officials,  FHWA  and  FTA  for  each 
project  or  group  of  like  projects  that  is 
selected  for  the  fint  year  of  the  STIP.  ProjacU 
advanced  fat  obligation  of  Federal  funds 
from  subsequent  yean  of  the  STIP  must  again 
meet  the  project  selection  requirements.  (For 
areas  greater  than  50.000  population,  see  the 
interim  metropolitan  guidance  issued  jointly 
by  the  FHWA  and  the  FTA  dated  April  6, 
1992.) 

The  STIP  shall  be  based  on  an  adopted 
statewide  transportation  plan  but  as  an 
interim  measure  may  be  developed  utilizing 
other  existing  transportation  plans  and 
policies,  and  for  FY  1993.  the  existing  section 
105  and  transit  programming  processes.  The 
provisions  of  section  13S(f)  with  respect  to 
public  Involvement,  priorities  for 
programming,  and  expenditures  of  funds 
shall  be  addressed. 

Since  the  Governor  or  the  Governor's 
designee  must  approve  each  metropolitan 
area  transportation  improvement  program 
(TIP),  thereby  indicating  state-level 
concurrence  in  each  metropolitan  area  TIP,  it 
is  expected  that  the  TIP  for  each  metropolitan 
area  or  part  thereof  within  each  State  will  be 
Incorporated,  either  directly  or  by  rafsrance. 
into  the  STIP  ultimately  approved  by  the 
State  and  the  Secretary.  Because  the 
metroi>olitan  area  TIPs  and  the  STIP  must  be 
financially  constrained,  it  U  «ss«niia'  thai  ilm 
States  work  virith  the  MPOs  during  the 
development  of  the  metropolitan  arsa  TIPs  to 
ensure  that  the  TIPs  reflect  available  Federal 
and  State  funding  and  that  there  is  one  State 
concurrence  for  the  TIPs,  whether  prior  to  or 
simultaneous  with  adoption  of  the  STIP.  It  is 
particularly  important  that  there  be  one  Stata 
concurrence  for  the  TIPs  developed  for  air 
qualify  nonattainment  areas,  as  there  must  be 
a  Federal  determination  that  the  metropolitan 
TIPs  conform  to  the  State  implementation 
plan. 

Effisctive  October  1, 1993,  pending 
rulemaking  by  the  FHWA  and  the  FTA,  the 
STIP  mt:st  meet  all  reqiiirements  of  section 
135(0;  therefore,  each  State  should 
immediately  establish  a  process  for  the 
development  of  the  STIP,  including 
establishing  or  modifying  existing  public 
involvement  procedures  so  that  citizens, 
afiected  local  and  other  public  agencies, 
representatives  of  transportation  agency 
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eGDpk>yaes,  pdvalB  pioviden  of 
transportation,  and  othar  intarastad  partial 
hav«a  leasonabia  appottunity  to  commsnt 
on  the  pioposed  STIP, 

Preservation  ofTransportation  Coirkhn — 
Rgport  to  Coitgreas 

Provision — Subsection  1017(c)  otihe 
ISTEA  requires  the  Secreteu7  to  submit  a 
report  to  die  Congress  by  December  18, 1993, 
that  contains  a  national  list  of  rights-of-way 
identified  for  preservation  undar  sections  134 
and  135  of  title  23.  The  report  is  to  include 
the  mileage  involved,  an  estimate  of  total 
costs  (rights-of-way)^  and  a  strategy  for 
fweventing  forther  loss  of  rights-of-way 
including  the  desirability  of  creating  a 
transportation  right-of-way  bank  to  preserve 
vital  corridors. 

Guidance— The  FHWA  Office  of  Right-of- 
Way  is  coordinating  the  development  of  this 
report  and  expects  to  issue  detailed  guidance 
by  June  30.  The  States  and  the  MPOs  will  be 
asked  to  davalop  tba  requirad  information  for 
the  report  through  the  section  134  and  13S 
transportation  planning  processes. 

Fumiiag 

Provisiom — Funds  apportioned  to  the  States 
under  23  U.S.C  307(c)(1)  for  planning  and 
research  (2  percent)  and  Section  26(a)(2)  of 
the  Federal  Transit  Act  are  available  to  carry 
out  the  statewide  transportation  planning 
requirements  as  well  as  metropolitan 
traasportatioa  planning  reqviirements.  Not 
less  than  25  [leecent  of  &inds  apportioned 
under  2i  LKS.C  307tc)(l)  must  be  used  for 
research,  davelopaiant,  and  technology 
transfer  activities,  unless  the  State  certifiaa  to 
the  Secretary  \hai  expenditures  undar 
statewide  and  metiopoiitaB  txansportation' 
planning  wiU  exceed  75  petcant  and  the 
Secretary  accepts  tba  cartilicatiaa.  {Section 
307) 

Guirffwce — Statewide  traosportation. 
planning  is  an  eligible  activity  under  the 
Pedcral-aid  highway  NHS  and  STP  progrwns 
and  the  Federal  transit  section  9,  IS,  and 
26(a)(2)  programs.  Statewide  tianspartstioa 
planning  activities  funded  with  NHS  and 
STP  funds  must  be  treated  as  projects  and 
identitied  in  the  STIP.  All  planning  activities 
must  be  included  in  the  annual  stalawida 
transportation  planning  program  or,  when 
appropriate,  in  a  unified  planning  work 
program  for  a  metropolitan  area. 

A  State  may  request  approval  for  the  use 
of  more  than  75  percent  of  its  annual  amount 
of  highway  planning  and  research  (HPR) 
funds  for  metropolitan  and  statewide 
transportation  planning.  Such  requests  must 
be  submitted  to  FHWA  Headquarters  for 
approval.  Additional  guidance  on  this  sut^ect 
will  be  provided  separately  by  the  Office  of 
Research  and  Development  in  cooperation 
with  tha  Office  of  Environment  and  Planning. 

MEMORANDUM 


Date:  October  9, 1992. 

Reply  to  Attn,  of:  HEP-12  and  21.  Attn  of: 

TGM-2a. 
Subject:  Information — Interim  Maaswras  To 

Meet  the  STIP  aad  TIP  Requiiaments. 
Prom:  Federal  Highway  Associate 

Administrator  for  Program  Development; 


Padaral  Transit  Aaaodata  Admtnktrator  for 

Grants  Management 
To:  Regional  Federal  Hi^M«y 

Administrators:  Federal  Transit  Area 

Diractors  and  Regional  Admiiiistrators. 

The  joint  FHWA/FTA  interim  guidance 
issued  on  May  28, 1992,  requires  that  a  STIP 
be  jointly  approved  by  FHWA  and  FTA  as  a 
condition  to  obligating  funds  authorized  by 
Title  23  and  the  Federal  Transit  Act  after 
October  1, 1992.  Delays  have  occurred  in  tba 
development  of  the  STIP  in  some  States  dua 
in  part  to  difficulties  in  getting  conformity 
determinations  completed  for  the 
metropolitan  TIPs  and  correspondfaig  delays 
in  getting  approvals  of  the  metmpoUtan  TIPs 
by  the  MPOs  and  the  Governor.  To  prevent 
all  highway  and  transit  projects  from  being 
delayed  until  the  STIP  is  approved,  two 
interim  measures  may  be  used  for  meeting 
tha  STIP  requiremeat. 

Interim  Measures  for  h4eeting  STW 
Requirement 

1 .  Use  the  existing  Seetioa  103  and  tKuuit 
programs  approved  by  FHWA  and  FTA  prior 
to  October  1  as  an  interim  STIP.  These 
programs  would  serve  as  tba  basis  far  FHWA 
and  FTA  project  funding  actions  until  tba 
STIP  prepared  far  FY  1993  is  jokitiy 
approved  by  FHWA  and  FTA.  Prajaet 
authorizations  would  be  limUad  to  any 
remaining  projects  in  these  programsi. 
Evidence  must  be  provided  tbat  appropriate 
project  selection  ptocedutee  have  bsen 
foUowad.  A  ccMwdinatarf  FHWAifFTA 
approval  action  would  still  be  required. 

2.  Approve  parU  of  the  STIP.  If  the  STIP 
cannot  be  approved  in  total,  specific  projects 
or  groups  of  projacts  could  bo  approved.  For 
example,  NHS,  STP,  Federal  Lands,  and 
Section  18  projacts  in  non  metropolitan  areas 
could  be  approved  even  thougbTIPs  for 
metropolitan  areas  have  not  been  approved 
by  the  MPO  and  Gnveraor.  A  coordinated 
FHWA/FTA  appioval  action  would  still  be 
required. 

Interim  Kteasurea  for  Meeting  TIP 
Hequiremeiff 

A  number  of  questioiu  have  been  asked 
about  using  existing  TIPs  for  all  or  part  of  the 
next  fiscal  year.  The  attached  Questions  and 
Answers  prm'ide  guidance  on  the  use  of 
existing  TIPs  as  an  interim  measure. 

Questions  on  interim  measures  for  STIPs 
should  be  directed  to  Mr.  Robert  Kirkland 
(FTA.  TGM-2t,  FTS  386-WSl  2)  or  Mr.  Tom 
Weeks  (FHWA.  HEP-12,  FTS  365-5002). 
Questions  on  interim  TIP  measures  should 
also  be  directed  to  Mr.  Robert  Kirkland  or  Mr. 
Dean  Smems  (FHWA.  HEP-21,  FTS  366- 
9227). 

Robert  H.  McManus 
Anthony  R.  Kane 
Attachment 

Questions  and  Answers  Regarding  Uaa  at 
Existing  Tips 

C^testion:  If  a  metropohtan  area  does  not 
have  a  new  TIP  apfuoved  by  the  K6>Q  and 
the  Gcvranor  (and  conformity  determinations 
complatad  if  applicable)  by  the  bsginaing  of 
the  new  FY,  doee  the  authority  to  obligate 
funds  for  na%s  projects  in  tbat  mafropoliten 
area  stop? 


Answer  Yes,  imless  them  are  pra^ecta 
remaining  in  the  awBiiat/Stonntal  ■lint^  n# 
the  approved  TIP  (and  these  pro^cts  an  also 
included  in  tha  approeed  IQS  piogrem  fas 
FHWA  projects  or  the  section  3, 9, 16,  and 
18  programs  ftxr  FTA  projects).  Such  projects 
may  proceed  subject  to  the  concunence  of 
the  MPO  in  the  proiect(s)  selected  for 
implenentation  by  the  State  or  the  transit 
operator.  This  assiunes  good  faith  effartato 
meet  tha  data  fiar  the  start  of  the  new  FY. 
Further,  we  would  not  expect  this  situation 
to  exist  for  mare  than  a  few  nrtnnths. 

In  addition  to  the  above,  if  the  1^0*0,  the 
State,  and  the  transit  operator  agree,  prc^ects 
in  the  outyears  of  tba  TIP  could  be  advanced 
if  these  projects  are  included  in  tha  first  three 
years  of  the  pending  new  TIP,  the 
appropriate  project  selectloa  procedures  are 
used  and  the  STIP  is  amended  to  include 
these  projects.  Again,  we  would  not  expect 
this  situation  ta  contimie  far  more  then  a  &w 
months. 

Questitxt:  Cvi  tbe  MPO  and  the  Gowsnor 
simply  approve  the  current  TIP  for  one 
additional  year  in  lien  of  deveicping  and 
approving  a  new  TIP  that  Inrhyiws  additional 
projects?  Woukl  this  raqoin  a  new 
conformity  determtnation  if  a  nonetf  Inment 
ana  is  invotvad? 

Answer  Yea,  tfa»hlPOaad  tbe  Govamar 
could  approve  the  existing  TIP  far  another 
year,  not  to  extend  bayand  9/30^93.  li  the 
CoUowing  conditions  an  met: 

•  Tbe  MPO,  State  and  transit  aparator, 
after  full  consideration  of  the  ftedbility 
provisions,  agree  tbsft  no  pm^eUs  need  to  be 
added  or  dcletvL 

•  A  finMTtal  plan  is  pnparad  and  II 
demonstrates  tbat  the  TIP  isflnaBciaHy 
constrained. 

•  The  TIP,  if  necessary,  is  refannatted  se 
projects  an  grouped  and  prioritiaed  ii> 
accordance  with  the  interim  guManoe  mad 
new  funding  categories. 

•  It  includes  all  profects  to  be  f^HKtetf 
under  TUhi  23  or  the  FT  Act,  bickidteg 
Federal  Lands  projects. 

•  The  MPO  provldee  a  raesonabie 
opportimity  for  comment  on  tbe  TIP  by  the 
pik>bc  and  interested  parties  prior  to 
approval 

A  new  conformity  detenntnation  for  such 
a  TIP  in  a  nonattainment  area  woold  not  be 
required  as  long  as  there  is  ira  slgniflcaal 
change  in  prioritiea,  particularty  far  TCMs, 
that  would  a£hct  attaiamenf  of  the  CAA 
standards. 

Project  advancement  %»ouU  be  subject  to 
these  projects  being  Included  in  «t  approved 
STIP 

Question:  (Variatian  on  Ae  scmario  far  tbe 
above  question)  If  tbe  MPO  and  the  GoversCT 
wish  to  approve  a  new  TIP  in  a 
nonattainment  arse  that  includes  tbe  s^e 
projects  tbat  are  in  die  existing  TIP  except  for 
the  addition  of  neutral  profacts  is  a  new 
confcomity  analysis/detarminatioB 
necesstuy? 

Answer  A  new  conformity  deteruilnetioo 
%»ould  be  necessary,  bowevar,  since  only 
neutral  projects  are  being  added,  no 
additicmal  analysis  would  be  necessary. 

MEMORANDUM 
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Date:  May  20, 1992. 

Raply  to  Attn  of  HNG-12. 

Suo)act:  Information — Implementation 

Guidance  on  Section  1027  of  the  1991 

ISTBA — Public  Transportation. 
From:  Associate  Administrator  for  Program 

Development 
To:  Regional  Federal  Highway 

Administrators;  Federal  Lands  Highway 

Program  Administrator. 

Section  1027  of  the  1991 ISTEA  amends 
sections  142  and  156  of  title  23.  United  States 
Code,  covering  the  use  of  Federal-aid  funds 
for  transit  activities  and  accxKnmodation  of 
transit  facilities  on  highway  right-of-way. 

Pertinent  modifications  are: 

1.  In  the  past,  only  Federal-aid  urban  funds 
could  be  uMd  for  mass  transit  protects.  Now. 
surface  transportation  program  (STP)  funds 
can  be  used  for  this  purpose  (23  U.S.C 
142(aK2)l. 

2.  Eligible  «rark  Includes  any  capital  transit 
project  eligible  for  assistance  under  the 
Federal  Transit  Act.  It  has  been  further 
deHned  to  Include  capital  improvements  to 
provide  access  and  coordination  between 
intercity  and  rural  bus  service  and 
construction  of  facilities  to  provide 
connections  between  highways  and  other 
modes  of  transportation  (23  U.S.C  142(a)(2)|. 

3.  Eligible  work  can  now  include 
modifications  to  existing  highway  facilities 
necessary  to  accommodate  other  modes  of 
transportation  provided  these  modifications 
will  not  adversely  affect  automotive  safety 
(23  U.S.C  142(c)l. 

4.  Public  transportation  projects  carried  out 
under  Section  142  in  an  unianlzed  area  are 
subject  to  the  metropolitan  plaiming 
requiremenU  of  23  U.SC  314  (23  U.S.C 
142(d)l. 

5.  Prior  to  passage  of  the  ISTEA,  Federal- 
aid  project  right-of-way  could  only  be  made 
available  without  charge  to  publicly  owned 
mats  transit  authorities.  Now,  a  State  may 
make  Federal-aid  project  right-of-way 
available  with  or  without  charge  to  publicly 
or  privately  ovvned  mass  transit  facilities.  In 
addition  to  mass  transit  facilities,  right-of- 
way  can  be  made  available  to  passenger  and 
commuter  rail  facilities  including  those  that 
are  high  speed  rail  and  magnetic  levitation 
lines  (23  U.S.C  142(01-  Previously  the 
criteria  to  be  satisfied  for  allowing  this  use 
of  highway  right-of-way  were  that  the 
accommodation  would  not  adversely  impair 
automotive  safety  or  future  highway 
improvements  and  such  use  was  found  to  be 
in  the  public  interest.  The  criteria  now  are 
that  the  accommodation  will  not  adversely 
affect  automotive  safety  (23  U.S.C.  142(f)l. 

Should  a  State  desire  to  use  STP  funds  for 
capital  transit  projects  eligible  for  assistance 
under  the  Federal  Transit  Act,  the  procedures 
outlined  in  the  March  19.  letter  to  the  States, 
transit  operators  and  metropolitan  planning 
organizations,  jointly  signed  by  FHWA 
Administrator  Larson  and  FTA  Administrator 
Qymer.  should  be  followed. 

Proposals  to  allow  mass  transit  or  other 
passenger  and  commuter  rail  facilities  to  use 
Federal-aid  project  right-of-way  should 
continue  to  be  processed  following  the 
procedures  outlined  in  23  CFR  part  810, 
subpart  C,  except  that  the  criteria  for 
determining  the  acceptability  of  the  proposed 


uae  should  be  that  contained  in  amended  23 
U.S.C  142(f). 

If  you  have  any  questions  call  Mr.  Jerry 
Poeton,  Chief.  Federal-Aid  Program  Branch  at 
FTS  366-^4652  or  Mr.  Robert  Winans  at  PTS 
366-4656. 
Anthony  R.  Kane 

MEMORANDUM 


Date:  May  IS.  1992 

Reply  to  Attn  of:  HNG-33 

Subject:  In/ormation— Uee  of  Highway  Bridge 

Replacement  and  Rehabilitation  Program 

(HBRRP)  Funds  for  Approach  Roadway 

Construction. 
From:  Associate  Administrator  for  Program 

DevelopmenL 
To:  Regional  Federal  Highway 

Administrators;  Federal  Lands  Highway 

Program  Administrator. 

Mr.  Rex  C  Leathers'  memorandum  of 
August  29.  1985.  pertinent  to  the  above 
subject  described  the  concern  of  the 
Washington  Headquarters  for  the  State's  use 
of  HBRRP  funds  for  improving  deficient 
bridges  as  intended  by  Cbngress  rather  than 
for  constructing  long  approach  roadways. 
The  guidance  was  to  limit  costs  for  approach 
roadways  associated  with  the  HBRRP  project 
so  that  a  nationwide  average  of  no  more  than 
10  percent  of  the  total  project  costs  would 
result  We  felt  the  guidance  provided 
sufficient  flexibility  to  allow  for  a  higher 
percentage  for  individual  bridges  in  unusual 
or  exceptional  cases. 

Application  of  the  guidance  slnv»  it  was 
issued  has  resulted  in  a  wide  variety  of 
projects  with  approach  roadway  cosvS  greater 
than  the  targeted  10  percent.  Typical 
examples  have  been  cases  where  sight 
distance  across  a  structure  or  Improved 
underclearances  require  longer  approcu:h 
roadways  to  a  HBRRP  bridge  project  Also  a 
Division  Administrator  could  determine  th  * 
replacing  a  deficient  bridge  with  a  shorter 
sp>an  bridge  and  roadway  fills  Is  eligible  for 
HBRRP  funding,  if  this  strategy  is  more  cost- 
effective  than  replacing  the  deficient  bridge 
with  a  similarly  sized  one. 

The  HBRRP  project  experience,  coupled 
with  revisions  to  section  104(gj  of  Title  23, 
which  provides  that  40  percent  of  HBRRP 
funds  may  be  transferred  to  NHS  or  STP 
funds.  Indicates  a  need  to  ease  our  previous 
guidance  regarding  a  10  percent  target.  The 
eligible  costs  for  approach  roadway  work  for 
an  HBRRP  project  should  be  limited  to  that 
necessary  to  render  the  replaced  or 
rehabilitated  bridge  serviceable,  and  may 
exceed  10  percent  of  the  total  project  cost 
within  reasonable  limits.  Using  HBRRP  funds 
for  an  entire  roadway  project  which  happens 
to  include  an  eligible  deficient  bridge  is  to  be 
avoided. 

Regarding  the  coding  of  HBRRP  work  items 
for  the  Fiscal  Management  Information 
System  (FMIS),  we  are  providing  the  attached 
guidelines  for  classification  of  project  work 
items  into  specific  work  type  codes.  This  is 
made  necessary  because  of  a  1991  HBRRP 
review  conducted  by  the  Office  of  Inspector 
General  (OIG).  The  focus  of  the  effort  was  to 
evaluate  the  FHWA's  control  over  the  use  of 
HBRRP  funds  for  non-bridge  work  items. 


The  OIG  review  concluded  that  the  FHWA 
has  adequate  controls  in  place,  but  added 
guidance  Is  required.  When  using  HBRRP 
mnds,  inconsistencies  were  Cound  In  the 
FHWA  Division  Offices'  coding  of  bridge, 
roadway,  and  miscellaneous  work  items  In 
the  FMIS.  These  inconsistencies  do  not 
Impact  eligibility  of  construction  work  for 
Federal  funding,  but  do  affect  the  accuracy  in 
identifying  approach  roadway  and  bridge 
costs  in  the  FMIS.  Because  of  the  many 
different  bridge  replacement  and 
rehabilitation  project  situations  and  the 
engineering  judgement  required,  it  is  not 
possible  to  eliminate  all  inconsistencies  In 
data  entry.  However,  this  guidance  should 
help  to  arrive  at  better  uniformity  In 
preparing  the  FHWA-37  and  ultimately 
improve  the  validity  of  the  FMIS  data. 
Anthony  R.  Kane 
Attachment 

Guidelinee  for  a«nfic«tion  of  HBRRP 
Profect  WiH^  IteoM       j 

A.  Bridge  Items 

The  following  project  work  items  can  be 
classified  using  Bridge  Work  Type 
Codes=X — 

1.  Bridge  Substructure  and  Superstructure 
Items 

2.  Structural  Excavation — Required  to 
construct  bridge 

3.  Approach  Railing— Transition  sections, 
including  approach  guardrail 

4.  Approach  Roadway— Bridge  approach  slab 
(that  portion  of  the  approach  slab  which 
spans  the  region  of  the  abutment  backfill) 

5.  Slope  Protection— Concrete,  rock,  and 
other  materials  to  protect  the  slopes  at 
substructure  units  and  abutment  wingwalls 

6.  Rock  Blankets — Necessary  to  protect 
substructure  units  from  erosion  or  scour 

7.  Bridge  Removal — Removal  of  substructure 
units  and  or  superstructxuv  elements 

8.  Mobilization— The  percentage  of  this  item 
attributable  to  bridge  work 

9.  Traffic  Control— Work  items  and  devices, 
including  temporary  detour  bridges, 
needed  to  direct  traffic  through  the  work 
mne  or  detour 

16.  Stream  Chaimel  Work— Bridge  work 
codes  may  be  used  for  all  or  part  as 
deemed  appropriate 

MEMORANDUM 


Date:  June  22. 1992. 
Reply  to  Att!i.  of:  HNG-12.- 
Subject:  /n/a-motjon— Section  1044  of  the 
1991  ISTEA -Credit  for  Non-Federal 
Share. 
From:  See  Below. 
To:  Regional  Fedoral  Highway 

Administrators;  Regional  Federal  Transit 
Administrators;  Regional  National 
Highway  Traffic  Safety  Administrators: 
Federal  Lands  Highway  Program 
Administrator. 

Section  1044  permits  a  State  to  use  certain 
toll  revenue  expenditures  as  a  credit  toward 
the  non-Federal  matching  share  of  all 
programs  authorized  by  Title  23  and  the 
ISTEA.  This  is  in  essence  a  "soft  match" 
provision  that  allows  the  Federal  share  to  be 
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increased  up  to  100  percent  to  the  extent 
credits  are  available. 

The  purpose  of  this  memorandum  ir  to 
provide  initlat  gttklaiic»  far  luiplemeiitfag 
this  provieion.  The  fallowing  (uacuMioB 
ooveis  determination  of  th*  credif  amount, 
determination  of  the  mslntiin— re  of  effcit 
test,  and  overall  appiicatimi  of  the  sndU. 

i.  Determination  of  Amount  of  Credit 

The  amount  of  credit  earned  is  besed  oa 
revenues,  generated  by  the  toll  auAorHy  (ke., 
toil  receipts,  conceesioa  sales,  ri^-of-way 
leases  or  interest)  including  borrowed  ftt^a 
(i.e.,  bonds,  loans)  supp<Hled  by  this  revenue 
stream  that  are  used  by  that  authority  to 
build,  improve  or  maintain  highways.  Ividges 
or  tunnels  that  serve  interstate  cnmmwca. 
The  following  requirements  apply. 

•  The  toll  focility  generating  the  revenue 
must  be  open  to  public  travel. 

•  The  toll  authority  may  be  a  public,  quasi- 
public  or  private  entity. 

•  The  amount  of  credit  is  based  on 
expenditures  (outlays]  by  a  toll  authority  for 
capital  improvements  to  buUd,  improve,  or 
maintain  public  highway  facilities  that  canv 
vehicles  Involved  in  Interstate  commerce  (the 
degree  does  not  matter).  It  cannot  include 
expenditures  lor  Items  sucdt  as  routine 
maintenance  woric  (i.e.,  snow  removal, 
mowing],  debt  service  or  costs  of  collecting 
tolls.  Further,  such  expntditures  must  have 
been  made  for  improvements  paid  for 
entirely  without  Federal  fimds.  These 
improvements  can  be  on  ficlUtiaB  which 
have  had  prior  Federal  funding. 

•  The  soft  match  opportunity  begins  wkh 
Sscnl  year  (FY)  1992.  The  amount  of  soft 
match  creifit  is  baaed  on  the  prior  year's 
expenditures.  A  credit  for  any  ghrm  FY  can 
only  be  earned  if  a  State's  non-Federal 
transportation  capital  expenditures  (aa 
deHned  under  Item  2  below)  in  the  prior  FY 
equal  or  exceed  the  average  level  of  sud) 
expenditures  for  the  3  FYs  preceding  that 
prior  FY.  For  example,  to  earn  a  credit  for  use 
in  FY  1992  a  State  must  first  determine  if  it 
has  qualifying  toll  authority  expenditures  in 
FY  1991.  Then  a  Sute  must  also  demonstrate 
that  its  FY  1991  ncn-Federal  transportation 
capital  expenditures  equal  or  exceed  the 
average  of  such  expenditures  tor  FYs  1988, 
1989  and  1990. 

•  The  State  will  have  4  FYs  to  use  the 
credit  amount  established  for  any  FY,  these 
being  the  FY  for  which  the  credit  amount 
was  estctblished  plus  the  following  3  FYs.  For 
example,  if  a  State  establishes  a  credit  for  FY 
1992  ba&ed  on  the  FY  1991  toll  authority 
expenditures,  the  credit  is  available  for 
projects  authorized  in  FYs  1992, 1993, 1994 
and  1995.  However,  any  portion  of  this  credit 
not  used  by  the  end  of  FY  1995  lapses. 
Accordingly,  the  State  must  establish  a 
special  account  to  track  appropriate  credit 
amounts  and  their  subsequent  use  by  FY. 

•  For  chartered  multi-State  toH  entities, 
the  amount  of  credit  must  Iw  divided  equally 
among  all  the  charter  States. 

•  The  State  will  provide  the  FHWA  a 
certification  that: 

— The  credit  has  been  based  on  expenditures 
for  improvements  that  met  the  above 
criteria. 

— Lists  the  qualifying  toll  f^Httes  generating 
the  revenue  and  the  totisf  expenditures 


being  proposed  for  use  as  credits  aloa^ 
with  the  total  non-Federal  transpoctatiflD 
capital  expenditures  for  each  of  the  laet  4 
FYs. 

2.  Maintenance  of  Effort  (MOE) 
DetBi  ui  I  nntiou 

To  be  able  ta  use  the  credit,  a  State's  non- 
Federal  transportation  capital  expenditures 
in  the  prior  FT  must  have  beaa  at  or  abov* 
the  average  level  of  such  expenditures  for  the 
3  FYs  preceding  the  prior  FY. 

The  following  requirements  apply: 

•  The  calcnlotion  of  the  non-Federal 
transportation  capital  expenditures  must 
include  expenditures  to  Duild,  improve  or 
maintain  (but  not  routine  maintenance) 
public  highways,  including  toll  facilities,  and 
transit  systems  within  the  State.  These  would 
include  expenditures  on  projects  wholly 
fonded  by  the  ^ate,  jrtiu  the  non- Federal 
shares  of  all  federally  funded  highway  and 
transit  projects. 

•  The  MOB  determination  is  based  on  data 
for  the  previous  FY  comfmred  to  the 
preceding  3-year  average.  For  example,  if  a 
State  wants  to  use  this  credit  provision  is  FY 
1992,  it  would  detwmine  the  amount  of  its 
noD-Federal  capital  transportation 
expenditures  for  FYs  1968, 1989,  and  1990. 
and  compare  the  average  of  those  3  FYs  with 
the  FY  1901  expenditures.  To  satisfy  the 
MOE  test,  FY  1991  expenditures  must  equal 
or  exceed  the  average  of  FYs  1988, 1989,  and 
1990. 

•  The  State  wHl  provide  the  FHWA  a 
certification  as  to  the  total  capital 
expenditures  to  demonstrate  compliance 
with  the  MOE  test 

•  In  addition  to  die  certification  of  amount 
of  credit  (under  Item  1  above)  and  the  MOE 
amounts,  a  State  must  also  certify  that  it  has 
on  file  adequate  documentation  to  supf>ort 
these  amounts.  These  records  will  be 
available  for  audit  or  inspection. 

3.  Application  I 

•  The  required  certifications  in  ttems  1 
and  2  above  are  to  be  provided  to  the  FHWA 
Division  Office.  The  FHWA  acceptance  of  a 
State's  certifications  must  be  accomplished 
prior  to  use  of  the  soft  match  provision  on 
any  Fadaral-aid  project.  Until  experience  is 
gained  in  the  operaticHi  of  this  new  provision, 
the  certifications  shall  be  forwarded  to 
FHWA  Washington  Headquarters  for  review 
prior  to  any  field  approval  of  a  project  with 
the  incroased  Federal  share.  The  FKWA 
Headquarters  will  notify  FTA  and  NHTSA 
Headquarters  when  certifications  are 
accepted. 

•  A  request  to  use  the  soft  match  provision 
on  a  specific  Federal-aid  project  should  be 
submitted  to  the  appropriate  Federal  Agency, 
FHWA,  FTA  or  NHTSA,  administering  the 
project. 

•  The  soft  match  provision  is  initiated  at 
the  time  Federal  funds  are  obligated  and  can 
only  be  used  if  the  State  has  met  the  MOB 
test  at  that  point  In  time.  The  State  has  the 
option  of  using  amounts  of  credits  to  cover 
all  or  a  portion  of  the  non-Federal  share  of 

a  project  The  result  is  that  the  efiactive 
Federal  share  of  an  eligible  project  could  be 
any  value  up  to  100  percent 

•  For  ell^ble  projects,  whatever  effective 
Federal  share  is  established  at  the  time  of 


firojact  authorizadoo  BHistlM  itead 
throughout  the  Ufa  ol  tb*  pra^ci.  Si^eequent 
overruns  or  underruns  wotild  be  proreaeed  at 
this  effective  share  provided  a  betance  of 
credits  are  available. 

•  The  Sute  must  eetabliah  •  special 
account  to  track  aK><nvl>fa  aadilt.  The 
State  may  ^aca  iato  the  special  account  the 
amoimt  of  credit  that  the  FHWA  has  accepted 
under  Item  1  above.  When  die  State  requests 
autitorizatian  of  a  project  nsing  the  Sartiop 
1044  provisions,  it  shall  request  that  all  or  a 
portion  oi  the  non-Padani  diara  be  czedttad 
from  the  special  accoimt.  These  projects  wiU 
be  processed  and  acfaninistered  in  accosdance 
wiih  normal  jBOoedaxm  except  the  amooBt  of 
funds  anthocizBd  on  the  project  and  die 
Federal  pro  rata  share  will  be  increased. 
When  the  State  snbmita  a  request  to  tua 
credifil  from  the  special  acoouat,  it  will 
reduce  the  account  in  the  sama  amount 
applied  to  tha  projects.  The  ammmt  of  noo- 
Federal  share  credited  will  be  daductad  frcni 
the  unobligated  balance  of  Federal-aid  ftmds 
available  and  charged  to  tha  State's 
obligation  limitation. 

Questions  regarding  detarmlnatiaBa  of 
credit  and  MOE  or  application  on  FHWA 
administered  projects  should  be  diracfad  to 
Mr.  jerry  Poston,  HNG-12,  (FTS  36»-«52). 
Questions  on  application  on  FTA  and 
NHTSA  administered  projects  should  be 
directed  to  Mr.  Ed  Flaiadnaaa.  TGM-10. 
(FTS  366-1662)  and  Gary  Butler,  NKQ-IO. 
(FTS  366-2674}  respectively. 
Robert  H.  McManus, 
Associate  Administrator  for  Grant 
Management.  Federal  Tmnsit  Administration 
Anthony  R.  Kane, 

Associate  Administrator  for  Program 
Development,  Federal  H^way 
Administration. 
Adele  Derby, 

Associate  Administrator  for  Regional 
Operations,  National  Hi^waf  Traffic  Safety 
Administration. 

MEMORANDUM 


Date:  September  2, 1992. 

Reply  to  Attn  of:  HNG-12. 

Subject  Information — Section  1044  of  the 

ISTEA,  Oedit  for  Non-Federal  Share — 

Implementation  Qaestioiu  and  Answers, 
Prom:  Associate  Administrator  for  Program 

Development 
To:  Regional  Federal  Highway 

Administrators. 

Initial  implementing  guidance  for  section 
1044  was  provided  to  you  by  a  June  22 
memorandum  issued  jointly  by  tha  FHWA, 
FTA,  and  NHTSA.  FHWA  U  sarving  as  tha 
lead  agency  in  accepting  a  State's 
certification  regarding  determination  of  the 
credit  and  maintenance  of  effort  (MCffi) 
amounts. 

One  modification  to  this  initio  guidance  is 
being  implemented  with  this  memcsaadtHn. 
The  June  22  guidanca  did  not  allow  tha  use 
of  the  soft  match  provision  until  FHWA 
acceptance  of  a  State's  credit  and  MOE 
certifications.  BSKtiva  the  data  of  this 
memorandum,.  Fadaralaid  {v^acts  may  ba 
conditionally  authorized  using  the  soft  matoh 
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provisions  subject  to  a  State  providing 
appropriate  credit  and  MOB  csrtiiications 
and  their  subsequent  acceptance  by  the 
FHWA. 

Several  questions  have  been  raised  by  the 
division  omces  and  States  concerning  the 
credit  and  MOE  determinations  and 
application  of  the  soft  match  provisions. 
These  questions  and  our  responses  follow. 

Determination  of  Amount  of  Credit 

Question  1:  Do  toll  authority  expenditures 
for  capital  improvements  on  public  highway 
Cacilities  need  to  be  In  the  same  year  as  the 
revenues  are  generated? 

Answer.  Tc^l  authority  expenditures  are 
based  on  when  the  actual  expenditures  are 
made  regardless  of  when  the  revenue  was 
raised. 

Question  2:  A  toll  authority  receives  grant 
^ands  from  the  State  DOT  or  State  legislature 
Can  these  funds,  when  expended  by  the  toll 
authority,  be  included  in  the  credit 
calculation? 

Answer  No.  Giants  are  not  considered  (o 
be  revenues  generated  by  the  toil  authority 

Question  3:  Does  the  Federal  fiscal  year 
have  to  be  used  for  the  credit  calculation? 

Answer  It  is  expected  the  Federal  Hscal 
year  will  normally  be  used  for  both  the  credit 
and  MOE  calculation.  However,  if  a  State  can 
demonstrate  to  the  FHWA  division  office  that 
data  by  Federal  fiscal  year  is  not  readily 
available  but  is  available  by  State  fiscal  year 
or  on  a  calendar  year  basis,  then  these 
alternate  12-months  periods  can  be  used  in 
making  one  or  both  of  the  calculations.  For 
example,  a  State  could  use  a  calendar  year  in 
determining  the  credit  amount,  if  that  is  the 
way  toll  authorities  routinely  keep  their 
accounts,  and  then  use  the  State's  own  June 
30  FY  in  determining  the'MOE.  If  a  State 
does  use  these  alternate  time  periods,  they 
must  continue  to  use  the  same  1 2-month 
periods  in  future  credit  and  MOE 
determinations.  Notwithstanding  this 
(lexibility.  the  application  year  for  use  of  the 
credit  towards  the  non-Federal  share  of 
eligible  Federal-aid  projects  must  be  the 
Federal  Bscal  year. 

Question  4:  For  FY  92,  when  is  the 
deadline  for  submitting  the  credit/MOE 
certificaticns? 

Answer  The  determination  of  credit 
earned  for  application  beginning  in  FY  62 
could  theoretically  be  figured  any  time  prior 
to  that  point  in  time  the  credit  lapses.  Lapse 
for  the  FY  92  determination  would  occur  at 
the  end  of  FY  95.  Of  course,  the  Stale  would 
have  to  satisfy  the  MOE  determination  for  FY 
92  to  earn  the  credit  for  the  FY.  In  addition, 
for  a  State  to  be  able  to  apply  the  credit  in 
any  given  FY.  a  MOE  determination  for  the 
application  year  must  also  be  satisfied. 
Question  5:  Since  funds  spent  by  toll 
authorities  on  their  own  fodlities  are  counted 
in  the  credit  calciilation  and  since  those 
funds  can  be  borrowed  funds,  can  Initial 
construction  of  a  toll  road  be  counted  as 
credit  even  though  the  road  is  not  open  to 
traffic  yet? 

Answer  If  the  lx}rrowed  funds  used  to  pay 
for  initial  construction  are  to  be  refwid  by 
revenues  generated  by  the  toll  authority,  then 
the  actual  expenditures  of  these  borrowed 
funds  for  Initial  constructioa  In  •  given  fiscal 


year  can  count  in  the  credit  calculation  for 
that  fiscal  year. 

Question  6:  Can  funds  spent  on 
preliminary  engineering  or  ri^t-of-way  for 
niture  projects  be  counted  in  the  credit 
calculationT 

Answer  Yes,  if  they  relate  to  construction 
projects  that  are  eligible  to  be  counted  for  the 
credit  purpose. 

MOE  Detennination 

Question  1:  Are  expenditures  actual  cash 
outlays  or  are  expenditure*  when  funds  are 
encumbered  (obligated)  for  a  contract? 

Answer  Bxpenditores  are  based  on  actual 
cash  outlays. 

Question  2:  Do  non-Federal  transportation 
expenditures  Include  only  the  normal  Title 
23  highway  construction  costs  or  does  it 
Include  the  cost  of  computer  design 
equipment,  vehicles  (ambulances  and  fire 
trucks)  purchased  under  the  402  program, 
traffic  monitoring  equipment,  etc.? 

Answer;  The  MOE  determination  is  based 
on  expenditures  for  highways  and  transit 
systems.  If  data  are  available,  the  State  could 
include  expenditures  for  402  program 
activities,  traffic  monitoring  and  computer 
equipment,  etc.,  related  to  highways  in  the 
MOE  determination.  If  these  types  of 
expenditure*  are  included  in  the  MOE 
detennination.  for  consistency  they  should 
be  provided  for  all  years  used  in  the  MOE 
determination. 

Question  3:  Why  were  expenditures  on 
airports  excluded  from  MOE? 

Answer  Since  the  soft  match  provision  is 
limited  in  application  to  projects  eligible  for 
funding  under  Title  23  or  the  ISTEA,  it  can 
not  be  used  for  other  DOT  modal  projects 
such  as  airports  or  maritime  facilities. 
Accordingly,  it  was  decided  these  other  types 
of  non-Title  23  or  non-ISTEA  projects  would 
not  be  included  in  the  MOE  calculation. 

Question  4:  Does  the  Federal  fiscal  >'ear 
have  to  be  used  for  the  MOE  calculation? 

Answer  Not  necessarily  (see  Credit — 
Question  3). 

Question  5:  Is  the  MOE  a  "yes/no" 
decision  or  is  use  of  soft  match  limited  to  the 
incremental  amount  of  increase  in  the  MOE. 

Answer:  The  MOE  is  a  detennination  of 
eligibility:  either  the  State  qualifies  or  does 
not.  If  the  State  qualifies,  then  it  can  use  any 
or  all  of  its  credit  amounts  as  soft  match. 

Question  6:  Can  funds  spent  on 
preliminary  engineering  and  right-of-way  for 
future  projects  be  counted  in  the  MOE 
calculation? 

Answer  Yes.  if  they  relate  to  construction 
projects  that  are  eligible  to  be  counted  for 
MOE  purposes. 

Question  7:  Do  local  government 
expenditures  or  those  by  toll  authorities  have 
to  be  included  in  the  MOE  calculation? 

Answer  It  is  preferable  that  the  MOE 
include  local  governmental  and  toll  authority 
expenditures.  However,  we  will  accept  a 
MOE  calculation  that  does  not.  If  a  State 
excludes  these  types  of  expenditures  in  their 
initial  calculation,  then  future  MOE 
calculations  by  the  State,  for  consistency, 
must  also  exclude  these  types  of 
expenditures. 

Question  8:  If  •  toll  authority  receives  grant 
hinds  from  the  State  DOT  or  State  legislature. 


can  these  funds,  when  expended  by  the 
authority,  be  included  in  the  MOB 
calculation. 

Answer  If  the  State  is  including  toil 
authority  expenditiires  in  its  MOB 
calculation  (see  Question  7  above),  then  that 
portion  of  a  grant  actually  expended  by  a  toll 
authority  on  construction  can  be  included  in 
theMCK. 

Application 

Question  1:  If  a  State  does  not  include  local 
government  expenditures  in  the  MOB 
calculation,  can  the  soft  match  credit  be  used 
on  local  government  projects? 

Answer  Regardless  of  which  governmental 
units  are  included  in  the  MOE,  if  a  credit  is 
approved  for  use,  the  soft  match  provision  is 
available  for  all  title  23  and  ISTEA  projects 
at  the  discretion  of  the  State  and  with 
whatever  conditions  the  State  wishes  to  place 
on  local  entities. 

Question  2:  For  Federal-aid  highway  funds, 
is  soft  match  limited  to  only  the  formula 
funds? 

Answer  No.  Soft  match  can  be  used  for  all 
Federal-aid  programs  under  title  23  m 
ISTEA. 

Question  3:  Can  new  projects  be  split 
funded  with  formula  funds  subject  to 
obligation  authority  and  other  funds  exempt 
from  obligation  authority? 

Answer  Yes.  The  State  has  the  option  of 
applying  the  soft  match  provision  to  any  or 
all  of  the  funding  sources  eligible  for  soft 
match  that  are  being  used  to  finance  the 
project. 

Question  4:  A  State  has  an  unused  balance 
of  credit  at  the  end  of  FY  92  that  is  carried 
forward  into  FY  93.  Is  a  new  MOB 
determination  needed  before  the  State  can 
use  this  carryover  in  FY  93? 

Answer  Yes.  A  new  MOB  determination 
(for  the  next  12-month  period  the  State  is 
using)  will  need  to  be  certified  by  the  State 
for  application  of  the  credit  (either  the 
carryover  balance  or  the  next  year's  credit 
determination)  in  Federal  FY  93.  If  this 
certification  is  not  available,  conditional 
authorization  of  projects  using  the  soft  match 
provisions  may  be  approved  subject  to  the 
State  providing  appropriate  MOB  and/or 
credit  certification. 

Question  5:  Can  a  State  which  qualifies  for 
soft  match  use  the  soft  match  credits  on 
previously  authorized  projecte? 

Answer  No.  However,  use  of  conditional 
authorizations  is  allowed  lor  work  authorized 
on  or  after  the  date  of  this;  memorandum 
while  a  State  is  documenlfing  its  qualifying 
amounts. 

Questions  regarding  this  memorandum 
should  be  directed  to  Mr.  Jerry  Poston,  Chief. 
Federal-Aid  Program  Branch.  FTS  202-36^ 

4652.  or  Mr.  Jim  Overton.  FTS  202-366- 

4653,  of  his  staff. 
Thomas  O.  WlUott, 
for 

Anthony  R.  Kane 

MEMORAlSfDUM 


Date:  June  26, 1992. 
Reply  to  Attn  of.  HFS-31. 
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Subject:  Guidance  on  Transfer  Provisions 
Contained  in  the  Intermodal  Surface 
TYansportation  Act  of  1991  (ISTEA). 
From:  Director,  OfBce  of  Fiscal  Services. 
To:  Associate  Administrators,  Regional 
Administrators,  Division  Administrators. 
The  ISTEA  provides  a  significant  amount 
of  flexibility  in  the  use  of  apportioned  funds 
by  permitting  States  to  transfer  funds 
between  apportionments.  Additionally 
Section  1100  provides  that  selected 
unobligated  fiands  from  prior  Acts  may  be 
transferred  to  the  new  programs  contained  in 
ISTEA.  It  should  be  noted  that  funds  may  not 
be  transferred  both  into  and  out  of  an 
appropriation  within  the  same  Fiscal  Year. 
Guidance  relating  to  the  transfer  provisions 
is  provided  below. 

Transfer  of  Unobligated  Balances 

Section  1100  of  the  ISTEA  provides  that 
certain  unobligated  funds  remaining  from 
apportionments  made  before  October  1, 1991 
may  be  transferred  to  certain  apportionments 
made  afler  October  1, 1991.  These  are  as 
follows: 

•  Primary  System  Funds  may  be 
transferred  to  the  National  Highway  System 
(NHS)  and/or  the  Surface  Transportation 
Program  (STP).  Funds  transferred  into  STP 
are  not  subject  to  sub-allocation  and  will  be 
transferred  into  the  state  flexible 
appropriation  code  (33D). 

•  Secondary  System  Funds  may  be 
transferred  to  STP.  These  funds  are  not 
subject  to  sub-allocation  and  will  be 
transferred  into  the  state  flexible 
appropriation  code  (33D). 

•  Urban  System  Funds,  both  attributable 
and  non-attributable,  may  be  transferred  to 
STP.  As  required  by  23  U.S.C  150.  the 
appropriate  Metropolitan  Planning 
Organization  must  approve  the  transfer  of 
attributable  funds.  These  funds  are  hot 
subject  to  sub-allocation  and  will  be 
transferred  into  the  state  flexible 
appropriation  code  (33D). 

It  should  be  noted  that  the  lapse  date  for 
the  transferred  funds  is  3  years  af^er  the 
Fiscal  Year  in  which  they  were  originally 
authorized. 

Regional  Administrators  may  approve 
these  transfers  (this  may  be  delegated).  A 
copy  of  the  approval,  the  State's  request,  and 
the  attached  form  must  be  provided  to  HFS- 
31, 

Transfer  of  National  Highway  System  Funds 

•  Up  to  50%  of  a  State's  NHS  funds  may 
be  transferred  to  STP  upon  the  request  of  the 
State. 

Regional  Administrators  may  approve 
these  transfers  (this  may  be  delegated).  A 
copy  of  the  approval,  the  State's  request,  and 


the  attached  form  must  be  provided  to  HFS- 
31. 

•  Up  to  100%  of  a  State's  NHS  funds  may 
be  transferred  to  STP  if  approved  by  the 
Secretary  of  Transportation  aa  being  in  the 
public  interest.  Additionally,  States  must 
provide  notice  to  the  public  of  the  intent  to 
request  the  transfer  and  give  the  public 
sufficient  opportunity  to  comment. 

The  State's  request,  along  with  the  attached 
form  and  the  Regional  Administrator's 
recommendation,  should  be  forwarded  to  the 
Director,  Office  of  Fiscal  Services  for 
coordination  and  submission  to  the  Federal 
Highway  Administrator  for  approval. 

National  Highway  System  funds 
transferred  to  STP  are  not  subject  to  the  sub- 
allocation  and  will  be  transferred  to  the  state 
flexible  appropriation  code  (33D). 

Transfer  of  Bridge  Replacement  and 
Rehabilitation,  Rail/Hi^way  Crossing, 
Hazard  Elimination  Funds,  and  STP  Safety 
Funds 

•  Up  to  40%  of  a  State's  Bridge  funds, 
apportioned  under  23  U.S.C.  144  may  be 
transferred  to  the  NHS  and/or  STP.  f^mds 
transferred  into  STP  are  not  subject  to  sub- 
allocation  and  will  be  transferred  to  the  state 
flexible  appropriation  code  (33D). 

To  comply  with  the  requirements  of  23 
U.S.C.  144(g)(3).  the  funds  provided  under 
Appropriation  Code  117,  the  15%  minimum 
for  Off-system  bridges,  may  not  be  transferred 
without  a  determination  that  the  State  has 
inadequate  needs  to  justify  such 
expenditures. 

•  For  unobligated  balances  of  funds  from 
apportionments  made  before  October  1, 1991, 
States  may  continue  to  transfer  Bridge  funds 
to  the  Rail/highway  Crossing,  and  Hazard 
Elimination  Programs  (HES),  however,  the 
fiscal  year  identity  must  not  be  lost.  That  is, 
1990  bridge  funds  may  be  transferred  to  the 
1990  HES  program  but  not  into  the  1991  HES 
program. 

•  The  Rail/Highway  Crossing  and  Hazard 
Elimination  funds  apportioned  under  23 
U.S.C  130  and  23  U.S.C  152  may  continue 
to  be  transferred  as  in  the  past. 

•  Of  the  funds  provided  by  104(b)(3)  for 
safety  programs: 

•  40%  of  the  funds  available  for  the  Rail/ 
highway  Crossing  Program  and 

•  40%  of  the  funds  provided  for  the 
Hazard  Elimination  Program  safety  programs. 

may  be  transferred  between  the  two  safety 
programs  or  to  the  bridge  apportionment. 
Funds  transferred  to  bridge  will  be  placed 
into  appropriation  114  and  be  available  for 
either  on  or  off  system  bridges. 

•  Up  to  100%  of  a  State's  safety  funds  may 
be  transferred  if  approved  as  being  in  the 
public  interest  and  with  the  assurance  from 


the  State  that  the  purposes  of  the  progruo 
have  been  met 

Regional  Administrators  may  approve 
these  transfers  (this  may  be  delegated).  A 
copy  of  the  approval,  the  State's  requeat.  and 
the  attached  form  must  be  provided  to  HFS- 
31. 

Interstate  Maintenance 

•  Up  to  20%  of  a  State's  Interstate 

Maintenance  funds  may  be  transfBired  to 

NHS  and/or  STP.  Funds  trantfened  into  STP 
are  not  subject  to  sub-allocation  and  will  be 
transferred  to  the  state  flexible  appropriation 
code  (33D). 

Regional  Administrators  may  approve 
these  transfers  (this  may  be  delegated).  A 
copy  of  the  approval,  the  State's  requeat,  and 
the  attached  form  must  be  provided  to  HFS- 
31. 

«  Up  to  100%  of  a  State's  Interstate 
Maintenance  funds  may  be  transferred  to 
NHS  and/or  STP  if  the  State  certifies  that  the 
funds  are  in  excess  of  its  needs  for 
resurfacing,  restoring  or  rehabilitating 
Interstate  System  routes  and  the  State  if 
adequately  maintaining  the  Interstate  System. 
The  Secretary  of  Transportation  must  accept 
the  certification  before  the  transfer  can  be 
made.  Funds  transferred  into  STP  are  not 
subject  to  sub-allocation  and  will  be 
transferred  to  the  state  flexible  appropriation  ' 
code  (330). 

The  State's  request,  along  with  the  attached 
form  and  the  Regional  Adininistrator's 
recommendation,  should  be  forwarded  to  the 
Director,  Office  of  Fiscal  Services  for 
coordination  and  submission  to  the  Secretary 
for  approval. 

Interstate  Construction 

•  A  State  (other  than  Massachusetts)  may 
transfer  an  amount  equivalent  to  the  Federal 
share  of  the  cost  to  complete  its  open-to- 
traffic  Interstate  segments  included  in  the 
1991  Interstate  Cost  Estimate  (ICE)  from  ita 
Interstate  construction  funds  to  NHS  and/or 
Interstate  Maintenance  apportionments. 
Upon  approval  of  the  transfer,  the  work  on 
which  the  transfer  is  based  will  be  removed 
from  the  1991  ICE  and  will  lose  iU  IC  fund 
eligibility. 

The  State's  request,  identifying  the  specific 
work  to  be  removed  from  the  ICE,  along  with 
the  attached  form  and  the  Regional 
Administrator's  recommendation,  should  be 
forwarded  to  the  Director,  Office  of  Fiscal 
Services  for  coordination  and  approval. 

If  you  have  any  questions  concerning  these 
transfer  provisions  please  contact  the 
Program  Analysis  Division  (HFS-30}  on  FTS 
36&-2906. 
Peter ).  Basso 
Attachment 
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MEMOKANDUM 


Date:  April  24. 1992. 

Raply  to  Attn.  o£  HEP-Sa 

Subject;  Infionaatioa:  National  Recreational 

Trail*  Pragnm. 
From:  Director.  Office  of  Bnviroament  and 

Planning, 
To:  Regiooal  Federal  Highway 

Adninistraton  Federal  Lands  Highway 

Program  Adminiatrator. 

The  Symma  National  Recreetional  Trails 
Act  of  1991  (ISTEA  sections  1301, 1302. 
1303.  and  B003)  is  intended  to  provide  funds 
for  recreational  trails  and  trail-related 
proiects.  Dr.  Larson  sent  a  letter  dated 
Fekmry  25, 1992.  to  each  State  Governor 
asking  them  to  designate  the  State  agency 
and  ofBdal  who  wrould  administer  the  Trails 
program  in  the  State  as  required  by  the 
Symms  Act.  As  of  April  21.  we  have  received 


responses  from  27  States  (see  attached  list). 
Please  verify  if  the  remaining  States  are 
planning  to  designate  a  State  agency  and 
official 

The  Division  ofTices  should  initiate  contact 
with  the  State  agency  that  will  be 
administering  the  Recreaticmal  Trails 
Program.  In  most  cases,  it  will  not  be  the 
Department  of  Transportation.  This  is  an 
opportunity  to  deN-elop  new  State 
partnerships. 

The  Washington  Headquarters  Office 
would  appreciate  knowing  who  the  contact 
person  %vill  be  in  each  Regional  and  Division 
Office  for  the  Recreational  Trails  Program. 
Please  provide  the  name,  telephone  nimiber. 
and  routing  code  to  Christopher  B.  Douwes, 
Recreation  Trails  Program  Manager.  Ho  may 
be  reached  at  (202)  366-5013,  or  FAX  (202) 
386-3713. 

Finally,  the  Synuns  Act  requires  that 
Racxeatioaal  Trail  prt^ecto  be  identified  in.  or 


further  a  specific  goal  of,  a  trail  plan 
included  or  referenced  in  a  Statewide 
Comprehensive  Outdoor  Recreation  Plan 
(SOORP)  as  required  by  the  Land  and  Water 
Conservation  Fund  Act  of  1965  (LWCF).  All 
States  have  SCORPs.  The  National  Park 
Service  has  asked  each  State  to  send  three 
copies  of  their  SCORPs  to  the  Washington 
Headquarters  Office.  As  they  arrive,  one  copy 
will  be  sent  directly  to  the  Division  Office. 
Copies  for  Regional  offices  will  be  held  until 
SCORPs  arrive  from  all  States  in  that  Region. 
Each  SCORP  mailing  will  include  a  copy  of 
the  Land  and  Water  Conservation  Fund  Ad 
The  last  page  will  have  excerpts  from  the 
LWCF  Act  referenced  in  the  Symms  Act 
B.  Juhasx 
for 

Kevin  E.  Heantie 
Attachment 
BUJNa  cooc  4ai*-B-M 
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NATIONAL  RECREATIONAL  TRAILS  PROGRAM 
DESIGNATED  STATE  AGENCY 

As  of  10  December,  1992 


STATE 

Alabama 

Alaska 

Arizona 

Arkansas 

California 

Colorado 

Connecticut 

Delaware 

Dist  Columbia 

Florida 

Georgia 

Hawaii 

Idaho 

Illinois 

Indiana 

Iowa 

Kansas 

Kentucky 

Louisiana 

Maine 

Maryland 

Massachusetts 

jointly 
Michigan 
Minnesota 
Mississippi 
Missouri 
Montana 
Nebraska 
Nevada 

New  Hampshire 
New  Jersey 
New  Mexico 
New  York 
North  Carolina 
North  Dakou 
Ohio 

Oklahoma 
Oregon 
Pennsylvania 
Puerto  Rico 
Rhode  Island 
South  Carolina 
South  Dakou    ' 
Tennessee 
Texas 
Uuh 
Vcnnont 
Virginia 
Washington 
West  Virginia 
Wisconsin 
Wyoming 


OFFiaAL 

Gene  Anderson 

Neil  Johannsen 

Kenneth  E.  Travous 

Maurice  Snnith 

Douglas  P.  Wheeler 

Laurie  A.  Mathews 

Joseph  Hickey 

Charles  SaDcin 

Carol  Hill  Lowe 

Fran  P.  Mainella 

Joe  D.  Tanner 

MkhMl  Buck,  ChhftiD*  Meiler 

Yvonne  S.  Ferrell 

Kirk  Brown 

Patrick  R.  Ralston 

Nancy  j.  Bums 

Jack  Lacey 

Bruce  Ferguson 

General  Jude  Patin 

Herbert  W.  Hartman 

O.  James  Lighthizer 

William  Steffens 

Richard  Thibedeau 

Roland  Harmes 

R.  Sando/Dennis  Asmussen 

G.  Tracy  Mehan 
Bob  Walker 
Rex  Amack 

Wilbur  F.  UPage 

John  Weingart 

Anita  Lockwood 

Orin  Lehman  /  Ivan  Vamos 

William  W.  Cobey.  Jr. 

Dr.  Douglas  K.  Eiken 

Frances  S.  Buchholzer 

James  Thomas 

David  Talbot  /  Peter  Bond 

James  R.  Grace 

Hon.  Ibrahim  Pdrez 

Judith  S.  Benedict 

J.W.  (Bill)  Lawrence 

Doug  Hofer 

J.W.  Luna 

Andrew  Sansom 

Dee  C.  Hanson 

Jan  Eastman  /  C.  Motyka 

J.  Robert  Hicks,  Jr. 

L.D.  Fairleigh 

Carroll  D.  Besadny 
Gary  Thorson 


AGENCY 

Department  of  Economic  and  Community  Affairs  \ 

Department  of  Natural  Resources;  Div  of  Parks  and  Outdoor  Recreation 

Arizona  State  Parks  ( 

Department  of  Highways  and  Transporution;  coop  with  Depi  of  Forks  and  Tourism 

The  Resources  Agenoy;  Department  of  Parks  and  Recreation 

Department  of  Natural  Resources;  Div  of  Parks  and  Outdoor  Recreation 

Department  of  Environmental  Protection;   Bureau  of  Outdoor  Recreation 

Dept  of  Natural  Resources  A  EnvironmenUl  Control;   Div  of  Parks  &.  Recreation 

Department  of  Recreation  and  Parka 

Department  of  Natural  Resources;   Division  of  Recreation  and  Parks 

Department  of  Natural  Resources 

Dept  of  Land  and  Natural  Resources;  Div  Forestry  and  Wildlife;    Na  Ala  Hele 

Department  of  Parks  and  Recreation 

Dept  of  Transportation;  Dept  of  Conservation  to  select  projects  /  administer  program 

D^Mitment  of  Natural  Resources 

Department  of  Transportation;   Office  of  Project  Planning 

Department  of  Wildlife  and  Parks 

Department  of  Local  Government 

Department  of  Transportation  and  Development 

Department  of  Conservation;   Bureau  of  Parks  &  Recreation 

Department  of  Transportation;  Maryland  Greenways  Commission 

Massachusetts  Highway  Department 

Massachusetts  Department  of  EnvironmenUl  Management  • 

Department  of  Natural  Resources 

Department  of  Natural  Resources;  Trails  and  Waterways  Unit 

^0  ACTION  TAKEN 

Department  of  Natural  Resources 

Department  of  Fish,  Wildlife,  and  Parks;    Parks  Division;    Trails  Program 

Nebraska  Game  and  Parks  Commission 

Contact  person  named,  but  FHWA  has  not  received  formal  notificatioH 

Department  of  Resources  and  Economic  Development;   Div.  of  Parks  and  Recreation 

Department  of  EnvironmenUl  Protection  and  Energy 

Energy,  Minerals,  and  Natural  Resources  Department 

OfTice  of  Parks,  Recreation,  and  Historic  Preservation;  coordinate  with  NYS  DOT 

Department  of  Environment,  Health,  and  Natural  Resources;  coop  with  NO  DOT 

Department  of  Parks  &  Tourism;   Parks  and  Outdoor  Recreation  Sites 

Dept  of  Natural  Resources;  coordinate  with  Jerry  Wray,  Dept  of  Transportation 

Tourism  and  Recreation  Department 

Parks  and  Recreation  Department 

Department  of  EnvironmenUl  Resources 

Department  of  Recreation  and  Sports 

Department  of  EnvironmenUl  Management;   Planning  and  Development  Division 

Department  of  Parks,  Recreation,  and  Tourism 

Department  of  Game,  Fish,^and  Parks;  in  consultation  with  SD  DOT 

Department  of  Environment  and  Conservation 

Texas  Parks  and  Wildlife  Department 

Department  of  Natural  Resources 

Agency  of  Natural  Resources;  Forests,  Parks,  and  Recreation 

Department  of  Conservation  and  Recreation 

Interagency  Committee  for  Outdoor  Recreation 

NO  ACTION  TAKEN 

Department  of  Natural  Resources 

Department  of  Commerce;  Sute  Parks  and  Historic  Sites 
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MEMORANDUM 


Date:  September  4, 1992. 

Reply  to  Attn  of:  HFO-30. 

Subject:  Motor  Carrier  Safety  Assistance 

Program  Final  Rule  Part  350  Reference 

Guide. 
From:  Director.  Office  of  Motor  Carrier  Field 

Operations. 
To:  Regional  Directors,  Office  of  Motor 

Carriers. 

The  issuance  of  the  final  rule  on  September 
8  marks  a  major  milestone  in  our  efforts  to 
carry  out  the  provisions  of  the  Intermodal 
Surface  Transportation  Efficiency  Act  of  1991 
(ISTEA).  l\.s  provisions  apply  to  all  SEPs 
submitted  for  FY  1993.  The  advent  of  the 
final  rule  may  raise  questions  as  to  how  the 
new  requirements  are  applied  and  how  they 
will  be  implemented  by  the  States.  This 
reference  guide  was  prepared  to  help  answer 
some  of  these  questions. 

The  preamble  of  the  final  rule  also 
includes  much  information  about  the  intent- 
and  rationale  behind  many  of  the  new 
requirements.  Therefore,  the  explanations  in 
the  preamble  should  help  answer  many  of 
the  questions  that  arise.  The  reference  guide 
supplements  the  information  in  the  preamble 
by  expounding  on  Issues  that  received 
limited  coverage  or  are  not  addressed  in  the 
preamble.  Both  the  preamble  of  the  final  rule 
and  this  reference  guide  will  be  made  part  of 
our  policy  memo.  We  hope  that  the  "Q  k  A" 
format  will  help  you  to  quickly  pinpoint  the 
answers  to  your  questions. 

If  you  need  additional  information,  please 
call  your  Regional  contact  in  Headquarters. 
Michael  F.  Trentacoste 

Motor  Carrier  Safisty  Assistance  Program 
Final  Rule 

Reference  Guide 

Secondary  Grant  States 

Question:  The  preamble  (paregraph  "e"  of 
the  Analysis  of  Comments)  states  that  while 
the  Secondary  grant  States  are  not 
accommodated  in  the  formula,  preference 
will  be  given  to  these  States  in  the 
redistribution  of  funds  and  also  that  the 
funds  will  be  reduced  over  the  life  of  the 
authorization.  In  the  rule  this  Is  addressed  in 
49  CFR  350.21(f).  How  will  Secondary 
funding  be  reduced  for  the  Secondary  grant 
States  (Colorado.  Connecticut,  Idaho, 
Louisiana,  Massachusetts,  Rhode  Island,  and 
Utah)? 

Response:  For  FY  '93,  based  upon 
availability  of  funds.  Secondary  grant  States 
will  receive  90  percent  of  the  amount  they 
received  in  Secondary  funds  for  FY  "92.  The 
FHWA  intends  to  gradually  phase  out  these 
Secondary  grants  over  the  period  of  the 
authorization. 

Question:  May  Secondary  grent  States 
receive  additional  grants  In  addition  to  their 
Basic  formula  allocation? 

Response:  Yes,  Secondary  grant  States  may 
receive  Supplemental  grants  and  Special 
grants  above  their  Basic  grants,  i.e.,  Idaho's . 
video  center  and  Utah's  drug/alcohol  testing 
pilot  project. 

Question:  May  a  State  which  is  receiving 
Secondary  funding  request  reallocated  funds? 


Response:  Yes,  a  Secondary  grant  State 
may  request  reallocated  funds  for  eligible 
activities.  However,  as  with  all  States,  the 
State  should  be  discouraged  from  requesting 
funds  to  expand  its  work  UitvM  because 
additional  reallocated  funds  may  not  be 
available  in  future  years. 

Maiatsaance  of  Effort  (MOE) 


Question;  Must  a  State  calculate  its  MOE 
and  Include  it  in  the  State  Enforcement  Plan 
(SEP)? 

Response:  Although  the  States  are 
responsible  for  calculating  their  MOEs,  the 
dollar  amount  is  no  longer  included  in  the 
SEP.  States  will  certify  that  they  have 
calculated  their  MOE  end  an  able  to  provide 
the  supporting  documentation  if  audited. 
This  self-ceitificaUon  is  included  in  49  CFR 
part  350,  appendix  B,  paragraph  8,  "State 
Certification." 

Question:  Once  a  State  has  determined  its 
new  MOE  based  on  the  ISTEA,  must  the 
MOE  ever  be  recalculated? 

Response:  Yes,  a  State  would  recalculate 
its  MOE  if  it  adds  another  MCSAP 
participating  agency  which  has  performed 
MCSAP  eligible  activities  during  the  MOE 
period. 

Question:  For  the  purpose  of  a  State 
determining  its  MOE,  what  is  a  "participating 
agency?" 

Response:  A  participating  agency  is  any 
jurisdiction — State  or  local — which  receives 
MCSAP  funding  to  perform  MCSAP  eligible 
activities.  An  agency,  which  employs  officers 
who  have  been  trained  with  MCSAP  iimds. 
but  does  not  receive  MCSAP  funding  to 
perform  activities  related  to  the  training  need 
not  be  considered  a  "participating  agency." 

RoUover  Funds 

Question:  Section  350.21(g)  provides  that 
funds  are  available  in  the  year  they  are 
obligated  and  the  next  full  fiscal  year.  What 
is  the  pnx»dure  for  a  State  to  roll  ever  funds 
to  the  next  year's  program? 

Response:  To  ensiu^  proper  tracking  of  2- 
year  monies,  a  State  must  do  the  following: 

1.  Submit  a  final  voucher  (or  a  MCSAP- 
2A)  within  90  days  after  the  expiration  of  the 
grant  for  the  amount  expended  during  the 
fiscal  year  (projects  to  be  broken  out 
Individually); 

2.  File  a  MCSAP-2A  to  increase  the 
amount  of  the  new  fiscal  year's  grant  program 
by  the  rolled  over  amount:  and 

3.  Within  30  days  after  submitting  the  final 
voucher  (or  MCSAP-2A),  amend  the  SEP  to 
justify  the  higher  total  amount  of  funding 
now  provided  for  the  current  year's  grant 
program. 

This  process  will  deobligate  the  amount  to 
be  rolled  over  end  reobligata  the  rolled  over 
amount  into  the  State's  new  grant  program. 
This  will  then  increase  the  current  grant 
program  by  the  rolled  over  amcur.t.  As  stated 
in  49  CFR  Section  350.21,  the  rollover  funds 
must  be  expended  before  new  money  is  used. 

Question:  How  can  rollover  funds  be  used 
and  tracked? 

Response:  Basic  and  Supplemental  grant 
funding  that  is  rolled  over  will  be  rolled  over 
into  the  Basic  grant  and  will  "lose  its 
identity."  That  is,  rollover  funding  can  be 
used  for  any  eligible  activity.  Because  the 


rolled  over  funds  must  be  a  port  of  an 
approved  SEP,  careful  planning  and  program 
monitoring  should  keep  unplanned  rollover 
funds  to  a  ry'"'"'""' 

Reallocated  funds  are  awarded  117  specific 
high-priority  activities.  While  these  funds  are 
generally  Supplemental  granU  which  can  be 
rolled  over  for  any  eligible  activity  the 
following  year,  States  ere  discouraged  from 
applying  for  grants  from  reallocated  funds 
with  the  desire  to  hold  the  funds  in  reserve 
in  order  to  use  them  for  other  activities  the 
following  fiscal  year.  Reallocated  funds 
should  be  closely  monitored  by  the  region 
and  division  to  ensure  the  funds  are  used  to 
the  extent  practicable  for  the  original  intenL 

Rolled  over  funding  for  Special  grants  must 
be  used  for  the  same  or  substantially  similar 
activities. 

Question;  May  a  State  plan  to  reserve  some 
funds  to  roll  over  to  the  next  year? 

Response:  Yes.  Now  that  fimds  are 
available  for  up  to  2  years,  a  State  may  plan 
to  combine  Basic  andJoi  Supplemental  grant 
funds  from  two  separate  SEPs  to  cover  large 
purchases.  For  example,  a  State  needs  to 
obtain  computer  equipment  costing  520,000. 
Only  510,000  is  available  for  this  purchase  in 
the  present  SEP.  The  State  nuy  include 
$10,000  in  iU  present  budget  for  rollover 
toward  the  purchase  of  $20,000  worth  of 
computer  equipment  the  next  year. 


SEP  Goidelinee 

Question:  What  new  format  should  be  used 
In  preparing  SEPs  to  comply  with  the  new 
activities  and  assurances  that  the  ISTEA 
requires? 

Response:  The  States  are  encouraged  to 
submit  one  SEP,  which  includes  their  request 
for  Basic,  Supplemental,  and  Special  giants, 
as  well  as  requests  for  reallocated  funds.  This 
faciliUtes  the  Division  and  Region  review  of 
the  State's  overall  safety  program.  Special 
and  reallocated  grant  funds  will  be 
prioritized  for  funding  if  funds  become 
available.  Therefore,  it  is  best  to  submit  all 
requests  in  one  submission,  so  that  all 
applications  can  be  evaluated  at  the  same 
time.  Special  and  reallocated  grant  requests 
may  be  submitted  throughout  the  grant  year, 
but  States  are  encouraged  to  include  these 
requests  with  the  SEP  so  the  requests  will 
receive  consideration  in  light  of  other 
requests. 

Question:  What  is  the  current  policy  of 
submitting  three  quarterly  reports  in  lieu  of 
a  narrative  analysis? 

Response:  That  policy  is  now  rescinded. 
The  new  policy  is  to  require  a  narrative 
analysis  consistent  with  the  provisions  in 
appendix  A  to  part  350  and  based  on  the 
activities  of  the  previous  12  months.  A  State 
may  also  base  the  analysis  on  the  most 
current  12-month  period  in  which  It  has 
complete  program  activities  Informstion. 
This  analysis  shall  be  submirted  with  the 
SEP,  a::d  is  in  addition  to  the  quarterly 
reports,  which  are  required  to  be  submitted 
30  days  after  the  end  of  each  quarter. 

In-Kind  Contributions 

Question:  A  State  may  use  either  cash  or 
non-cash  contributions  to  satisfy  the 
matching  or  cost-sharing  requirements  of  the 
MCSAP.  Non-cash  contributioos  are  more 
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commonly  refBired  to  as  in-khid 
contributions.  PleaBC  define  "matching  or 
cost  sharing"  contributions  and  "io-kind^ 
contributions. 

Response:  Matching  or  OoM  Sharing  is  the 
portion  o£^a  project  or  program  costs  not 
borne  by  the  Federal  Government. 

In-kind  contribution  is  tbe  value  of  non- 
cash contributions  provided  by  the  recipient 
and  non-Federal  third  parties,  ki-kind 
contributions  are  allcwable  costs  vakied  w 
any  othsx  grantee  coet  in  accordance  with  the 
cost  principles.  In4dnd  contribotioas  may  be 
in  the  fonn  of  chacgea  for  equtpmenf , 
supplies  and  other  services  <fi>eetly 
benefiting  and  spadficaily  identifiable  to  tbe 
project  or  program. 

For  further  infonnation,  reference  the 
Uniform  Administrative  Requirements  for 
Grants  and  Cooperafive  Agrvements  to  State 
and  Local  Governments,  camraonly  referred 
to  as  the  Common  Rule  OhS&  Circular  A-102 
published  in  the  March  11, 19S8  Fadarai 
Register  (see  53  FR  &034-ai03)  as  codified  in 
tbe  Code  of  Federal  Regulations  49  CFR  Part 
18. 

Eligible- ActividesACosts 

Question:  Section  350.29(c).  Eligible  Costs^ 
provides  for  several  new  initiatives  within 
the  MCSAP  such  as  sixe  and  weight 
er.fiDrcement,  drug  intardictioa  activities,  and 
traffic  enforcement  What  conditions  must  be 
met  for  these  activities  to  be  eligible? 

Response:  These  activities  are  eligible  for 
reimbursement  if  tbey  are  performed  in 
conjunction  with  a  MCSAP  inapectioa. 
Additionally ,  the  following  mast  be  mat: 

Siae  and  Weight  actlvitisa  are  eU^bls  for 
funding  uader  limited  ciccumstancas.  For 
example,  they  must  be  performed  "in 
coaiunction  with"  (as  part  of)  an  eligible 
MCSAP  inspection.  Fiuther,  for  size  and 
weight  activities  to  bo  eligiUe,  they  must  not 
be  conducted  at  a  fixed  scale  facility.  A  fixed 
scale  facility  includes  weighing  operations 
that  could  be  anticipated  by  a  driver  of  a 
cocmiercial  motor  vehicle.  The  following  are 
examples  of  fixed  scale  facilities: 

(a)  A  pennanent  scale  site: 

(b)  Portable  equipment  placed  at  a  specific 
location,  operating  on  regularly  scheduled 
days  of  the  week  during  specific  times  of  the 
day:  or 

(cl  Portable  or  semi-portable  equipment 
used  on  a  regular  basis  at  fixed  bciUtiea.  This 
includes,  for  example,  facilities  with  a 
cement  structure  Xa  cradle  the  semi-portable 
scales. 

Size  and  weight  activities,  including  Qxsd 
scale  activities,  are  eligible  whan  conducted 
at  specific  sites  where  the  weight  of  the 
vehicle  has  a  significant  effect  on  safety,  such 
as  steop  grades  or  at  seaports  where 
Intermodal  shipping  containers  enter  and 
exit  the  U.S.  These  exceptions  to  using 
MCSAP  funds  for  fixed  scale  activities  are 
specifically  limited  by  the  ISTEA. 

Drug  Interdiction  activities  are  restricted  to 
those  designed  to  detect  and  deter  the  use 
and  transportation  of  contrclled  substances 
by  the  drivers  or  otter  occupants  of 
ccmmerc^  motor  vehicles.  Fimding 
eligibility  is  extended  only  to  those  officers 
who  have  been  spedficaily  trained  in 
commercial  motor  vehicle  drug  Interdiction 
techniques. 


Traffic  Bnforcametit  activities  (and 
subsequent  vehicle  andAx'  drivwr  inspection) 
are  reixnborsabie  provided  the  contact  aroae 
as  a  direct  result  of  a  safety-related  traffic  law 
violation,  such  as  speeding,  improper  lane 
change,  following  too  closely,  etc. 

Question:  What  costs  associated  with  these 
activities  are  considered  to  be  "eligible  costs" 
under  MCSAP? 

Response:  The  officer's  time  spent  on 
eligible  actirities  and  the  pro-rated  share  of 
specialize*^  equipment  used  to  carry  out 
these  activities  m  eligible  costs.  For 
example,  breathalyzers,  speed  control 
.equipment,  and  portable  scale  equipment,  are 
eligible  costs.  Some  other  examples  of 
eligible  costs  (or  these  new  activities  are: 

Drug  Interdiction:  Field  test  kits  and  the 
purchase  of  dogs  nsed  to  detect  drugs. 

Traffic  Enforcement:  Training  related  to 
equipment  use.  If  a  piece  of  eqcinment  is 
used  on  commercial  motor  venicle 
enforcement  fbr  90  percent  of  the  time,  &en 
tbe  Stafe  may  charge  50  percent  of  the  cost 
of  the  training  to  use  such  equipment  to  the 
MCSAP.  If  a  police  officer  spends  75  percent 
of  the  time  on  commercial  motor  vehicle 
enforcement  activities,  the  State  may  charge 
75  percent  of  the  officer's  time  to  MCSAP. 

HM  Training:  Costs  associated  with 
attendance  at  appropriate  hazardous 
materials  training,  including  shipper  and 
cargo  tank  training. 

Local  Enforcement:  Costs  associated  with 
attendance  at  appropriate  commercial  motor 
vehicle  eafoTcement  training  and  time  spent 
on  conducting  Inspections  in  acxordance 
with  the  North  American  Unifwin  Driver- 
Vehieie  fespection  Standard. 

HM  Shipper  Reviews:  Time  spent 
conducting  shipper  reviews  to  the  same 
extent  as  safety  and  compliance  reviews. 

NGA  Spacial  Graats 

Question:  Up  to  S2  million  a  year  is 
provided  to  the  States  to  adopt  and 
implement  the  22  NGA  recommended 
accident  data  elements.  How  may  the  States 
apply  for  NGA  funds  made  available  for  FY 
1993? 

Response:  The  States  may  include 
proposals  for  their  NGA  grants  in  their  FY 
1993  SEPs  or  later  as  an  amendment  to  the 
SEP.  Funds  have  been  allocated  to  each  State 
as  a  Special  grant  These  funds  will  be 
distributed  to  the  lead  MCSAP  agency  to 
draft  forms,  train  officers,  evaliiate  data,  etc. 
These  fonds  are  available  to  all  States — 
whether  they  participate  in  the  MCSAP  or 
not — to  provide  full  accident  data  collection 
nationwide. 

MEMORANDUM 


Date:  May  29, 1992. 

Reply  to  Attn  of:  HIA-20/HFO-1. 

Subject:  Information  on  Uniformity  Ckant 

Process  (Section  4008,  ISTEA). 
From:  Director,  Office  of  Motor  Carrier 

Information  Mecagoment;  Director,  Office 

of  Motor  Carrier  Field  Operations. 
To:  Regional  Directors,  Office  of  Motor 

Caniers,  Regions  1-10. 

This  memorandum  requests  your 
assistance  in  obligating  and  administering 
grants  to  the  Sutes  as  required  by  Section 


4008(i)  of  the  Intel  modal  Surface 
Transportation  Efficiency  Act  (ISTEA)  of 
1991.  Section  400B  of  the  ISTEA  requires  that 
all  States  join  the  International  Registration 
Plan  (IRP)  and  the  Intcm:>^onal  Fuel  Tax 
Agreement  (IFTA)  by  September  30, 1996. 
(See  Attachment  G  for  a  copy  of  Section  4006 
of  the  ISTEA.)  States  which  participated  in 
the  Regional  Fuel  Tax  Agreement  (RFTA)  ai 
of  ^uary  1, 1991,  are  not  required  to  jota 
IFTA.  The  IRP  is  a  base-State  agreement  for 
registering  commercial  trucks  and  buses 
operating  in  diffarent  States.  Likewise,  tbe 
IFTA  and  the  RFTA  are  base-State 
agreements  for  reporting  and  paying  State 
fuel  taxes.  (See  Attachments  H,  I,  and )  far 
a  more  detailed  description  of  IRP,  IFTA  and 
RFTA.) 

To  fadlitate  State  participation  in  the  BiP 
and  IFTA  agreements.  Section  4008  also 
requires  the  establishment  of  a  Working 
Group  comprised  of  State  officials  to:  (1) 
Recommend  procedures  for  resolving 
disputes  among  IRP  and  IFTA  member 
States,  and  (2)  provide  technical  assistance  to 
member  States  la  their  efforts  to  join  IRP  and 
IFTA.  (See  Attachment  E  and  F  for  a  list  of 
members  to  the  Base-SUte  Working  Group 
and  State  membership  in  the  HU>,  IFTA  wd 
RFTA.) 

In  fiscal  years  1992  through  1997  Congress 
has  authorized  $5  million  annually  in  g^vats 
to  States  for  technical  assistance,  training, 
and  equipment  associated  with  participation 
in  the  IRP  and  ffTA.  This  memorandom  and 
its  attachments  address  tbe  prooeas  and 
distribiition  of  FY  1992  funds  only. 

Another  nnifdrmity  provision  is  contained 
in  Section  4003  of  the  ISTEA.  This  Section 
provides  funds  for  the  development  of  a 
Conunercial  Vehicle  Information  System 
(CVIS).  These  funds  will  be  made  available 
under  a  later  solicitation  once  a  lead  Stale  is 
identified  for  the  CVIS  project  We  will 
provide  details  on  the  distribution  of  these 
funds  next  month. 

The  attached  briefing  package  prof  ides  a 
schedule  of  dates,  a  descrption  of  the 
proposed  grant  process,  sample  forms, 
instructions  fbr  completing  the  work  plan,  a 
list  of  Woridng  Group  members.  State 
membership  lists,  and  background 
information  on  the  IRP.  IFTA  and  RFTA. 
Attachment  A:  Schedule  of  Important 
Dates. 

Attachment  B:  Description  of  tbe  Grant 
Award  Process. 

Attachment  C:  Grant  Agreement 
(pending). 

Attachment  D:  Instructions  fbr 
Completing  a  State  Work  Plan. 

Attachment  B:  List  of  Members  of  the 
Base-State  Working  Group. 

Attachment  F:  List  of  States  In  IRP,  IFTA 
and  RFTA. 
Attachment  G:  Section  4008  of  the  ISTEA. 
Attachment  H:  Description  of  DO*, 
^tachment  I:  Description  of  IFTA. 
Attachment  J:  Description  of  RFTA. 
Attachment  K:  Description  of  the  OOP  and 
IFTA  Repositories. 

Please  be  advised  that  the  lead  agaocy  far 
administering  the  Section  4008  funds  will  be 
identified  by  the  Govamor.  We  are  requesting 
that  be  or  she  dssigoato  a  lead  agency  and 
notify  the  Office  of  Motor  Carriers  (OMC) 
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State  Director  in  the  Federal  Highway 
Administration's  (FHWA)  Division  Office  by 
mid-June.  In  addition,  all  State  Work  Plans 
should  be  received  In  the  Division  Office  by 
July  15, 1992,  so  that  grants  can  be  awarded 
by  August  31, 1992.  (Attachment  A  provides 
a  schedule  of  important  dates  related  to  the 
Section  4008  grant  distribution  process.) 

We  encourage  OMC  State  Directors  to 
initiate  discussions  with  those  State  agencies 
that  may  be  designated  as  the  lead  agency  in 
this  grant  program.  A  copy  of  the  letter  from 
the  FHWA  Administrator  to  the  Governors 
will  be  forwarded  to  you. 

Note  that  Attachment  C,  the  Grant 
Agreement  is  pending  final  clearances  from 
our  Office  of  Management  Systems.  We 
expect  the  grant  agreement  form  to  be 
approved  by  Management  Systems  within  the 
near  future.  The  approved  grant  agreement 
form  will  be  sent  to  you  at  that  time. 

We  will  be  sending  you  a  package  of 
section  4008  Information  materials  to  be 
forwarded  onto  the  lead  agencies  within  the 
States  about  mid-June.  This  informational 
package  will  inform  the  States  about  the      ■ 
availability  of  the  Section  4008  grant  funds 
and  provide  them  with  information  about 
how  and  where  to  apply  for  the  uniformity 
grants. 

This  is  a  proposed  grant  process.  If  you 
have  any  questions  or  suggestions  pertaining 
to  this  process,  please  contact  Nancy 
Emanuel  at  (202)  36^-2948.  If  you  have  any 
technical  questions  pertaining  to  either  IRP 
or  IFTA  or  questions  about  State 
participation  in  the  IRP  or  IFTA,  please 
contact  Bonnie  Bass  at  (202)  366-0089. 

Michael  F.  Trentacoste. 
John  F.  Grinun. 
Attachment. 

AttaduiMiit  A— FY  '92  Unifonnity  Grants- 
Schedule  of  Important  Dales 

Late  May— Briefing  Package  sent  to  OMC 
Regional  Directors  and  Division  Offices. 

Early  June— Letter  from  FHWA 
Administrator  Sent  to  Governors  Requesting 
the  Designation  of  a  Lead  Agency  to 
Administer  Section  4008  Gran;  Funds. 

Mid-June— OMC  State  Directors  Notified  of 
Lead  Agency  by  Governor's  Office. 

Mid-June — Informational  Package  for  the 
States  Sent  to  Regional  Directors  and  OMC 
State  Directors  for  Distribution  to  Lead 
Agencies  within  the  States. 

July  15— State  Work  Plans  Submitted  to 
CMC  State  Directors  for  Review  and 
Recommendation. 

July  31— State  Work  Plans  Submitted  to 
OMC  Regional  Directors  for  Approval       , 
Regional  Directors  Recommend  to  OMC 
Headquarters  the  Amounts  to  be  Allocated  to 
Each  State. 

Mid-August— OMC  Headquarters  Will 
Issue  the  Allocation  Memo. 

August  31 — Grant  Agreements  Signed 
between  Individual  States  and  the  FHWA 
Regional  Director. 

Attachment  B — Uniformity  Grant*— 
Deaoiptioa  of  die  Graal  Award  Procaaa 

The  following  narrative  provides  a 
'  description  of  the  process  for  distributing  FY 
'92  Section  4008  grant  funds  to  States. 


•  Role  of  the  Headquarters  and  Field  Suff 
in  Distributing  UnifiMinlty  Grant  Funds. 

Headquartera:  The  State  Programs  Division 
(HFO-30)  will  ovenee  the  allocation  of 
section  4008  grant  funds  to  the  Regions  for 
obligation  to  the  States.  Nancy  Emanuel  will 
be  the  official  headquarter's  contact  for  this 
activity.  Ms.  Emanuel  can  be  reached  on 
(202)  366-2948. 

Regions:  Regions  provide  guidanca  to  the 
Divisions  ensuring  the  timelinesa  and  quality 
of  reports.  Regions  support  Divisions  and 
States  in  achieving  program  status  (reporting) 
and  goals  through  the  use  of  Highway  Trust 
Fund  and  MCSAP  funds.  The  Regional 
Directon  will  have  final  approval  of  State 
Work  Plans  and  sign  the  agraemenl 
authorizing  the  grant  award. 

Divisions:  Divisions  work  with  the  lead 
agency  within  the  States  to  achieve 
uniformity  goals  developed  in  the  State  Work 
Plan.  The  Program  Managers  within  the 
Division  Offices  will  be  primarily  responsible 
for  monitoring  individual  State  activities  and 
uniformity  grant  monies  to  the  States. 

•  Amount  of  Uniformity  Grant  Funds  to  be 
Distributed  to  the  States. 

Although  section  4008  provides  $5  million 
in  grant  funds  each  fiscal  year,  only  S3. 5 
million  of  the  grant  monies  will  be 
distributed  directly  to  the  States  this  fiscal 
year.  The  remaining  $1.5  million  will  be  used 
to  fund  the  IRP  and  IFTA  repositories  and  to 
provide  training  and  technical  assistance  to 
the  States.  The  $1.5  million  will  be 
administered  by  Headquartera  staff  through 
coop>erative  agreements  with  national 
associations  such  as  the  American 
Association  of  Motor  Vehicle  Administratora 
(AAMVA)  and  the  IFTA  Board  of  Directora. 

•  Deadline  for  Awarding  Grants  to  States. 
All  State  Work  Plans  should  be  received  by 

the  OMC  Division  Office  no  later  than  July 
15  and  all  grants  should  be  awarded  by 
August  31, 1992.  This  money  is  available  to 
the  States  for  expenditure  in  the  current 
fiscal  year  and  one  succeeding  fiscal  year. 

•  Criteria  or  Formula  to  be  Used  as  a  Basis 
for  Awarding  the  Grants. 

Because  of  the  short  time  fr^me  for 
awarding  the  grants  before  the  end  of  the 
fiscal  year,  no  special  criteria,  needs  analysis 
or  funding  formula  will  be  applied.  Alaska 
and  Hawaii  are  exempt  from  the  mandate  to 
join  IRP  and  IFTA  and  so  will  not  be  eligible 
to  receive  grant  funds.  Therefore,  the  grant 
funds  will  be  divided  among  the  remaining 
48  States  and  the  District  of  Columbia.  Under 
preseii!  projections,  each  of  these  States  will 
get  an  equal  share  amounting  to  at  least 
$71,000.  State  allocations  for  future  fiscal 
years  (1993-1997)  may,  however,  be  based 
upon  sp>ecial  criteria  or  a  formula.       

As  required  by  section  4008  of  the  ISTEA, 
FHWA  has  established  a  Base-State  Working 
Group  to  facilitate  participation  in  the  IRP 
and  IFTA.  The  Base-State  Working  Group 
will  provide  recommendations  to  FHWA  on 
any  formulas  or  criteria  to  be  used  in 
allocating  future  section  4008  grant  funds. 
Because  of  the  late  distribution  of  these  FY 
'92  funds,  the  State  Work  Plan  should  be 
developed  to  cover  FY  '92  and  FY  '93.  We 
encourage  the  States  to  prepare  this~Work 
Plan  for  between  $71,000  and  $100,000  to  be 
expended  during  FY  '92  and  FY  '93.  We  are 


specifying  up  to  $100,000  because  soma 
States  may  cnoose  not  to  participate  in  the 
section  4008  grant  program  and  their  share  of 
the  funding  may  be  ncUstributed  to 
participating  States.  When  the  distribution  of 
additional  funds  is  decided  the  State  can 
then  amend  the  current  State  Work  Plan  to 
incorporate  them  and  related  activities. 

•  State  Match  Requirement 

Even  though  the  section  4008  funds  come 
out  of  the  MCSAP  authorization  for  fiscal 
yean  1993-1997  no  State  match  is  required. 
These  are  100%  Federal  grants. 

•  Lead  Agency  in  the  State. 

At  least  three  agencies  within  the  State 
could  potentially  ba  iotarastad  in  serving  as 
the  lead  agency  tat  administering  tba  section 
4008  grant  funds.  Thaae  aganciaa  are:  (1)  The 
Department  of  Motor  Vehicles:  (2)  the 
Department  of  Revenue;  and  (3)  the 
Department  of  Transportation.  We  are 
requesting  that  the  Governor's  Offlca  identiiy 
the  lead  agency  within  the  State.  The  FHWA 
Administrator  has  sent  a  letter  to  each 
Governor  and  the  Mayor  of  the  District  of 
Columbia  requesting  that  the  OMC  State 
Directora  be  notified  of  a  lead  agency  by  mid- 
June  1992. 

•  Overview  of  the  Grant  Distribution 
Process. 

The  following  describes  the  nia)or  aspects 
of  the  uniformity  grant  award  process. 

(1)  The  FHWA  Administrator  will  contact 
the  Governor's  Office  and  request  the 
GovemOTS  to  designate  a  lead  agency  to 
administer  the  section  4008  grant  funds  and 
to  notify  the  OMC  State  Directora  of  their 
decisions  by  mid-June. 

(2)  Around  mid-Jime,  OMC  headquartera 
will  send  the  OMC  Regional  Directras  and 
State  Directon  an  intonuitional  package  to 
be  forwarded  to  the  State's  lead  agency.  This 
informational  package  will  notify  the  States 
about  the  availability  of  the  section  4008 
grant  funds  and  provide  them  with 
information  about  how  and  where  to  apply 
for  the  uniformity  grants. 

(3)  States  interested  in  applying  fior  tha 
section  4008  grant  funds  must  (a)  develop  a 
State  Work  Plan  detailing  how  the  grant 
funds  will  be  spent;  and  (b)  submit  a 
completed  State  Work  Plan  to  the  OMC 
Division  Office  for  review  and 
recommendations.  The  Division  Office  will 
submit  the  State  Work  Plan  to  the  Regional 
Office  for  approval. 

(4)  When  the  State  Work  Plan  is  approved, 
the  authorized  State  representative  will  sign 
an  agreement  v<rith  the  OMC  Regional 
Director.  (A  copy  of  the  pending  grant 
agreement  and  instructions  for  completing 
the  State  Work  Plan  is  attached.) 

(5)  A  copy  of  the  signed  grant  agreement 
and  the  State  Work  Plan  will  be  sent  to 
Headquartera  for  our  records. 

•  State  Reimbursement  Procedures. 

Reimbursement  procedures,  including  the 
responsibility  of  review  by  the  Division 
Office  and  concurrence  by  the  Regional 
Director,  will  be  the  seme  as  those  used  la 
administering  the  MCSAP. 

A  State  may  request  periodic 
reimbursement  four  costs  incurred  for  a 
project.  The  request  shall  be  in  tha  form  of 
a  voucher  and  shall  be  certified  and 
accompanied  by  supporting  data. 
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Ail  claku^by  ft  State  Br»to  bs  inad»QB 
Form  PR-2e  "  Voucher  for  Work  Vviormad 
under  PravisiaB*  of  th»  Pedaia^Aifl  and 
Federal  Highway  Acts,  muaeaimd."  Thcae 
vouchers  are  submitted  to  the  PHWA's  OMC 
Division  Office  ior  reimbursement  after  coett 
are  Incurred. 

A  Gnal  voucber  repreaeate  the  final  date 
and  shall  be  submiKad  by  a  State  ta  the 
FHWA  wiAin  M  day*  after  the  paat  axpim 
or  the  peojeGt  i»  con^tlatod- The  fiaal  voocber 
shows  all  laal  coets  taicnirad.  aracmat  of 
Federal  fiuida  due  oa  the  praiect.  piewioM 
Federal  raiobucaeBiaBl*,  amount  currantiy 
due,  and  a  summary  of  pn>|ect  cotfs  ob  tba 
reverse  side  of  the  form.  Tba  final  summary 
of  the  proiect  costs  shall  contain,  at  a 
minimum,  the  types  of  costs  incurred 
sunuoarised  by  the  primary  ftmrtions 
perfbrmed  under  the  gnat 

•  Reportiog. 

Ilie  lead  agpacy  within  the  Slats  wiU  be 
required  to  prepare  a  brief  semiannud  report 
within  30  days  after  each  reporting  period. 
For  aon-caeinber  States,  the  report  shall 
contain  a  description  of  &a  State's  progress 
in  accomplishing  the  requiivnents  of  section 
4008  over  the  past  6  mrmtia.  For  member 
States,  the  report  shall  contain  a  descrtptioa 
of  how  section  4008  fuads  have  liaan  used  to 
improve  the  operation  of  HtP  and  IFT  A. 

Attaduneot  C  (Pendtag) 

PrtqectNo. 

hrtemational  Registration  Plan  (IRP)/Base- 
State  Fuel  Tax  Grant  Agreement  for  Year 
19 

Between:  The  Federal  Highway 
AdministnUon  (FHWA)  and 

(State  Agent?) 

entered  into  in  accordance  with  the  Motor 
Carrier  Act  of  1991.  (Pob-  L  102-240,  Trtle 
IV,  165  Stat  2140,  December  T8, 1991.) 

Pursuant  to  Sections  4088  (e)  and  (j)  of  the 
Motor  CarriBT  Act  of  1 991,  the  Federal 
Highway  Administration  hereby  approves  the 
grant  request  of  the  State  of  ^ 

fState  Agency} 
(hereinafter  referred  to  as  the  State)  dated 

,  for  Federal  assistance  funding 

in  the  amount  of  S for  the  Grant 

Program  as  described  in  the  grant  request. 

These  grant  funds  are  provided  to  assist 
States  in  meeting  the  mandates  of  Section 
4008  of  the  Motor  Carrier  Act  of  1991.  The 
Act  requires  that  after  September  30, 1998  (1) 
no  State  shall  estafoHsh,  maintain,  or  enforce 
any  commercial  motor  vehicle  registration 
law,  regulation  or  agreement  which  limits  ^ 
operation  of  any  commercial  motor  vehicle 
within  its  borders  which  is  not  registered 
under  the  laws  of  the  State  if  the  vehicle  is 
registered  under  the  laws  of  any  other  State 
participating  in  the  International  Registration 
Plan  (Section  4008(f)l:  (2)  no  State  shall 
establish,  maintain  or  enforce  any  law  or 
regulation  which  has  fuel  use  tax  reporting 
requirements  (including  tax  reporting  fcHms)^ 
which  are  not  in  coafonnity  with  the 
Irtemational  Fuel  Tax  Agreement  (Section 
■;008(g](l))-,  and  (3)  no  State  shall  establish, 
ruaintain,  or  enfrace  any  law  or  regulation 
\«iiich  provides  for  the  payment  of  fuel  use 


laxnnleea  sudi  law  oragcaemeBt  ialn 
QoolDnBity  ivith  the  tatamatioaai^  Fuel  Tax 
Agreement  with  respect  to  the  coUectlon  of 
such  a  tax  by  a  singfe  base  Slate  and  taxes 
so  charged  are  shand  proportionately  among 
the  States,  where  a  coaunatcial  '^'^'^  "rhirl? 
u  operated  ISisction  4D08(g)(2)]. 

The  State  hereby  agrees  (1)  to  subiBit  t»tbe 
FHWA  a  semiannual  report  covering  the 
progress  of  hnplemantatlnn  and  a  final 
report,  (2)  to  assure  that  accurate  and       1 
auditable  records  to  support  the  costs 
chimed  ere  maintained  and  available  for 
inspection  by  FHWA  for  a  period  of  3  years 
after  the  date  of  submission  of  the  final 
expenditure  report;  (^  Co  limit  {nterim  and 
final  claims  to  dtoee  coeta  iocuned  in 
accordance  widi  this  agreement;  and  (4)  to 
comply  with  all  laws,  regulatioixs  and 
requirements  relating  to  this  program  and 
with  the  provisions  set  forth  on  the  reverse 
hereof. 

This  agreement  taeflsctive , 

andexpiias . 


training  seaaiaBa.  toawel  to  ISP.  VTA  aa 
RFTAmeting>oraBiiaarB)costa.aad 
technotogy  and  e^nipraeat  a  jaodatod  wUk 
partictpadoB. 

(f)  Table  which  bseaka  dcwn  costo  by 
activity. 

(g)  Detoilad  budget  breakdown  by  Una 
item. 

(h)  Schedida  far  acoomfdisbiagpsofosed 
activities. 


(State  Agency) 


(Authorized  Representative.  Title)  Date 

(FHWA  Regional  Director)  Date     , 

Attachment  D — Uniformity  Granta 
Instractiom  Csr  CoBikpUtiag  tba  Sectian  4008 
YVaakPlaa 

To  obtain  grant  monies  under  Section  4008 
of  the  ISTEA.  aU  States  eligible  far  ftmdiag 
must  complete  a  Woak  Pian  to  insure  that  the 
section  4008  grant  fands  %nll  be  spent 
properly.  SutenissfaiB  of  a  Work  Plan  will 
also  serve  as  tba  State's  applicatioa  far  tlu 
grant  tndivithial  State  Work  Plans  will  be 
submitted  to  rb»  CMC  Division  Office  far 
review  and  fbrwarded  to  OMC  Ragionai 
Director  for  approval.  An  appeoved  State 
Work  Plan  is.  a  prerequistte  for  obtaining  the 
imifacmity  yant  fundss  We  wticipate  these 
Work  Plans  to  be  approximately  2-5  pages  in 
length.  In  preparing  the  pl«a,  Steteasboold 
include  the  following  loformatioB: 

1.  Name  and  addrraa  of  the  lead  agency. 

2.  Name  and  address  of  the  principal 
official  within  the  lead  agency  responsible 
for  the  administration  of  the  grant  program. 

3.  Current  Annual  State  Work  Plan 
including: 

(a)  Total  amount  of  fonds  requested. 

(b)  Percentage  of  funds  to  be  used  to 
facilitate  participation  in  the  International 
Registration  Plan. 

(c)  Percentage  of  grant  fands  to  be  used  to 
facilitate  participation  in  the  International 
Fuel  Tax  Agreement 

(d)  Percentage  of  grant  fands  to  be  used  to 
facilitate  participation  in  the  Regional  Fuel 
Tax  Agreement  (RFTA). 

(^  Narrative  description  ef  activates  to  be 
accomplished. 

All  proposed  activities  most  bciiitate  State 
partic^Mtioa  ta  toe  IRP  and  IFTA  and  be 
consistent  with  the  eligible  funding  actavities 
identified  under  section  4008(a)  of  the 
ISTEA.  Those  activities  include:  Providing 
technical  assisteoce,  personnel  Gaining, 
travel  (e.g.  technical  assistance  trips  to  otiier 
States,  travel  to  attend  DIP.  IFTA  or  BPTA 


Attachment  B—Uat  nrbfambara  to  tba  I 
State  WarklBg  Group 

Mr.  Roger  Taw  (Chair),  Commlsstanar.  Utah 
State  Tax  Commission.  160  East  300  South, 
Sak  LabaCity.  Utah  84134.  [V>\]  530-6088 
Ml.  )amaa  Centner  (Vice  Chair).  Program 
Administrator.^  Arlaooa  Department  of 
Transportation.  Motor  Vehicle  Division^ 
1801  W.  laffiKson  SU  Drop  S20M.  Pboanix. 
Arizona  85001.  (602)  255-8968 
Ms.  Patricia  B.  Addnod.  Commiasionflr.  Naw 
York  Sute  Department  of  Motor  VeUdas, 
Empire  State  Plaza.  Albany,  New  Yorii 
12228.  (518)  474-0841 

Mr.  Timothy  Byrnes,  Program  Administrator, 
Tax  Procassina  Administration..  Illinois 
Department  ofRevenue,  101  West 
)efferson.  Mail  Code  3-200,  Springfield.  IL. 
62794 

Mr.  R.  Gary  Qark.  Tax  Administrator,  Rhode 
Island  Division  of  Taxation,  1  Capitol  Hill, 
Providence,  Rhode  Island  02900-6800. 
(401)  277-305C 

Mr.  Ralph  Craft,  Traiwportation  Analyst.  New 
Jersey  Govamor's  Office,  444  N.  Capitol 
Street,  NW..  Suite  201.  Washington.  DC 
20001,(202)638-0631 

Mr.  Harley  Duncan,.  Executive  Director. 
Federation  of  Tax  Administrators,  444  N. 
Capitol  Street,  NW..  suite  348.  WasUagton. 
DC  20001,  (202)  624-5890 

Mr.  DennU  Feushee,  Director,  latematiaaai 
Registration  Plan,  North  Qv^ina  Diviaioa 
of  Motor  Vehicles,  IRP  Unit,  1100  New 
Bern  Ave..  Raleigh.  NO  27897-001.  fW9j 
733-7458 

Mr.  Marc  D.  Guthrie,  State  Representative. 
Assistant  Majority  Whip  Ohio  House  of 
Representatives,  77  South  High  Street. 
Columbus,  Ohio  43215.  (614)  466-4361 

Mr.  John  LaFaver,  State  Tax  Assassor,  Pureau 
of  Taxation.  State  House  Station  24, 
Augusta,  Maine  04333,  (207)  28»-«702 

Mr.  Clark  Martin.  Director,  Motor  Carrier 
Services,  American  Association  of  Motor 
Vehicle  Administrators,  4200  Wilson 
Blvd..  suite  1100.  Arlington,  VA  22203. 
(703)  522-4200 

Ms.  Linley  Oberman,  Area  Manager, 
Castomer  Service  Division,  Bureau  of 
Motor  Vehicles,  room  104,  Transportetioa 
and  Safety  Building,  Harrisburg, 
Pennsylvairia  17120,  (717)  787-2780 

Mr.  Joseph  PawlowsU,  Deputy  Seczetary  of 
State,  Michigan  Department  of  State, 
Bureau  of  Driver  and  Vehide  Reoords. 
7064  Crowner  Drive.  Ijnsing.  Michigan 
48918,  (517)  322-1528 

Mr.  Jacses  Poe,  Fuel  Tax  Administrator. 
Indiana  Department  of  Revenue,  Special 
Tax  Division,  100  N..SenBte  Ave.,  room 
218,  Indianapolis,  kidlana  482D4.  (317) 
232-1862 

Mr.  Fied  Porter,  IRP  Administrator,  P.O.  Box 
1272  MV,  Uttle  Rock.  Arkansas  72203. 
(501)  682-4630 
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Mr.  )amM ).  Scheiuer,  President,  Benatec 
Associates.  101  Eflbrd  Road,  Camp  Hill, 
Pennsylvania  17011.  (717)  763-7391 

Mr.  James  Sizemore,  )r..  Commissioner, 
Alabama  Department  of  Revenue,  Gordon 
Persons  Building,  50  N.  Ripley  Street. 
Montgomery,  Alabama  36130,  (205)  242- 
1175 

Ms.  Ruth  Skluzacek.  Director.  OfBce  of  Motor 
Carrier  Services,  Iowa  Department  of 
Transportation,  5238  N\V.  2nd  Avenue, 
Des  Moines.  Iowa  50313,  (515)  237-1021 

Mr.  Ronald  Snell,  Program  Director  for  Fiscal 
Afbirs.  National  Conference  of  State 
Legislatures,  1560  Broadway,  suite  700, 
Denver,  Colorado  80202.  (303)  830-2200 

Mr.  James  VVetzler.  Ccmmissioner,  New  York 
State  Department  of  Taxation  and  Finance, 
W.A.  Harriman  Campus,  Albany,  New 
York  12227-0125,  (518)  457-2244 

Federal  Highway  Administration  Liaison 

(non-voting) 

Mr.  John  P.  Grimm,  Director,  Office  of  Motor 
Carrier  Information  Management  and 
Analysis,  U.S.  Department  of 
Transportation.  400  7th  Street  SW., 
Washington,  DC  20590,  (202)  366-4023 

ATTACHMEKfT    F.— STATE    MEMBERSHIP    IN 

IRP.    IFTA    A^40    RFTA    as    of    May 
15.  1992 
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ATTACHMENT    F.— STATE    MEMBERSHIP    IN 
IRP,     IFTA    AND     RFTA    AS    OF     MAY 

15. 1992— Continued 
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Attachment  G:  See  Section  4008  of  the 
ISTEA 

Attachments  H,  I,  |:  These 
attachments  could  not  be  reproduced 
without  permission  from  the  author. 

AtUdunenl  K— DiacimioB  of  tha  IKP  and 
IfTA  Rapoaiiorlaa 

Both  IRP  and  IFTA  have  esUbllshed  a 
Repository.  The  repositories  an  not 
policymaking  bodies.  Instead,  they  serve  as 
information  clearinghouses  and  provide 
technical  assistance  and  administrative 
support  to  the  States.  The  following  represent 
examples  of  the  kinds  of  activities  performed 
by  the  repositories. 

(1 )  Arrange  for  IRP/IFTA  training  to  the 
States  for: 

(a)  State  motor  vehicle  and  fuel  tax 
administrators; 

(b)  State  registration  and  fuel  tax  clerks. 

(2)  Arrange  for  on-site  technical  assistance 
visits. 

(3)  Perfwm  clerical  and  administraUve 
duties  to  support  the  agreements: 

(a)  Maintain  historical  files; 

(b)  Prepare  and  distribute  ballots  in 
accordance  with  the  agreements; 

(c)  Report  results  In  ballots  to  membership; 

(d)  Maintain  current  versions  of  the  IRP 
and  IFTA  agreements,  procedures,  audit  and 
compliance  manuals; 

(e)  Maintain  and  distrilmte  ctirient 
registration  fee  schedules  and  fuel  tax  rates; 

(f)  Provide  a  focal  point  for  collection  of  all 
relevant  information; 

(g)  Establish  and  coordinate  an  annua) 
schedule  of  Peer  Reviews; 

(h)  Distribute  minutes  and  agendas  from 
conferences; 

(i)  Establish  and  maintain  an  accounting 
system,  and; 

(!)  Prep>are  a  proposed  annual  budget. 

The  IRP  repository  is  the  American 
Association  of  Motor  Vehicle  Administrators 
I AAMVA).  The  name  of  the  contact  person, 
the  address  and  phone  number  of  the  IRP 
repository  is  as  follows:  Mr.  Cark  Martin, 
AAMVA,  4200  Wilson  Blvd.,  suite  1100, 
Arlington,  Va  22203,  (703)  522-4200. 

The  IFTA  repository  Is  the  Lockheed 
Management  Service  Co.  Tha  name  of  the 
contact  person,  the  address  and  phone 
number  of  the  IFTA  Repository  is  u  follows: 
Ms.  Bonnie  Anderson,  Lockheed 
Management  Service  Co.,  40  North  Central 
Avenue,  suite  2250,  Phoenix,  Arizona  85004, 
(602)  254-1687. 

MEMORANDUM 


Date:  )ima  25. 1992. 
Reply  to  Attn,  ot  HRD-lO. 


Subject:  Information — Implementation  of 
ISTEA — Minimum  Expenditures  on 
Research,  Development,  and  Technology 
Transfer  Activities. 
From:  Executive  Director. 
To:  Associate  Administrators:  Regional 
Federal  Highway  Administrators. 
Subsection  (c)  of  section  307,  title  23,  as 
amended  l>y  the  Inteimodal  Surfiace 
Transportation  Efficiency  Act  of  1991 
(ISTEA).  requires  that  not  less  than  25 
percent  of  the  State  Planning  and  Research 
(SPftR)  funds  apportioned  to  a  State  for  a 
fiscal  year  be  expended  for  research, 
development,  and  technology  transfer 
activities  relating  to  highway,  public 
transportation,  and  Intennodal  transportation 
systems.  The  legislation  provides  for  an 
exception  to  this  requirement  when  the 
Secretary  accepts  a  State's  certification  that 
total  expenditures  l^  the  State  for 
transportation  planning  under  Section  134 
and  135  will  exceed  75  percent  of  the  amoimt 
apportioned  for  this  program.  We  have 
received  several  inquires  from  field  offices 
regarding  this  provision. 

We  believe  it  is  the  intent  of  the  language 
in  the  ISTEA  to  ensure  that  no  less  than  25 
percent  of  the  SPftR  funds  be  spent  on 
research,  development,  and  technology 
transfer,  unless  the  need  for  a  shift  in  balance 
toward  planning  is  compelling.  Any  requests 
to  use  more  than  75  percent  of  a  State's 
annual  apportionment  of  SPItR  (formerly 
Highway  Planning  and  Research)  funds  for 
metropolitan  and  Statewide  planning  should 
be  carefully  reviewed  to  ensure  the 
additional  planning  activities  are  essential 
and  there  are  no  ^er  reasonable  options 
available  for  funding  these  planning 
activities  (including  the  use  of  National 
Highway  Systran,  Surface  Transportation 
Program,  or  Federal  Transit  Administration 
Section  26  (a)(2)  funds)  or  deferring  lower 
priority  activities.  It  should  be  noted  that 
some  activities  which  have  been  funded 
under  the  planning  portion  of  the  State's 
work  program  may  actually  be  rasearch 
activities  that  could  be  Included  In  the 
research  portion  of  the  work  program.  Prior 
to  submitting  a  request  for  an  exception  to 
the  25  percent  requirement,  the  State  and 
field  offices  should: 

1.  Ensure  the  planning  projects  have  a 
higher  priority  than  research  projects  in 
overall  needs  of  the  State  of  given  year. 

2.  Ensure  the  total  level  of  effijrt  by  the 
State  in  research  (using  l>oth  Federal  and 
State  funds)  is  adequate. 

3.  Ensure  the  division  Administrator  has 
negotiated  with  the  SUte  and  both  iMrtiea  are 
agreeable  to  the  respective  levels  of  funding 
for  both  planning  and  research. 

Attached  is  a  list  of  additional  items  which 
should  be  considered  when  a  State  Is 
requesting  an  exemption.  If  a  State  wishes  to 
pursue  an  exception,  the  request,  along  with 
stippoTting  justification  and  FHWA  field 
office  recommendations,  should  be  sent  to 
Mr.  Robert  J.  Betsold,  Acting  Associate 
Administrator  for  Research  and  Development 
(HRD-IO).  The  reanonse  to  the  request  will 
be  coordmated  with  the  Office  of 
Environment  and  Planning. 
E.  Dean  Carlson. 
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Item*  To  B»  Conridiirtd  la  BrahiaHng  • 
SUta%  RaqiiMl  lor  an  ExMptkn  to  Um 
ISTEA  RaqniranMat  Car  MiBiaam 
Expoodilnn  on  W— irrh.  DaroIopiBent,  and 
Tochaologjr  Truutu  ActivltiM 

1.  Does  the  State  have  a  piocan  for 
identifying  research  and  technology  transfer 
(RD&T)  needs,  and  for  implementing  a  viable 
RO&T  program? 

2.  Is  the  State  contributing  to  national 
programs  such  as  the  National  Cooperative 
Highway  Research  Program,  the 
Transportation  Research  Board's  activities, 
the  implementation  of  products  coming  out 
of  the  Strategic  Highway  Research  Pro-am, 
and  pooled-fund  studies?  (Note:  Funding 
contributed  to  these  programs  counts  towards 
fulfillment  of  the  25  percent  requirement.) 

3.  Is  the  State  using  SPftR  funds  for 
technology  transfer  and  for  transit  or 
intermodal  research  and  development  that 
are  now  specifically  permitted,  or  for 
planning  research  activities,  to  help  meet  the 
25  percent  minimum  requirement? 

4.  What  percentage  of  the  State's  Highway 
Planning  and  Rase^T±  fonds  was  used  for 
planning  and  research  respectively  before  the 
(STEA  and  will  the  percentage  of  rands  used 
for  RO&T  activities  increase  if  the  exception 
is  approved? 

5.  If  an  exception  is  approved,  can  the 
State  show  that  in  following  years  it  will 
meet  the  requirement,  or  substantially 
increase  its  research  expenditures  toward 
meeting  the  requirement  over  the  6-year 
period  of  the  legislation?  (Note:  The  approval 
of  an  exception  is  valid  only  for  the  fiscal 
year  in  which  the  exception  is  approved.) 

6.  Does  the  amount  of  Federal  fonds 
needed  for  planning  for  the  program  period 
exceed  the  total  of  the  75  percent  limit  for 
the  fiscal  year  plus  any  unexpected 
(including  unused  fonds  that  can  l>e  released 
from  completed  projects)  planning  fonds 
from  previous  apportionments? 

MEMORANDUM 


Date:  May  22. 1992. 

Reply  to  Attn,  of:  HEP-31. 

Subject:  Action — Joint  Memorandum  on 

"Imp'ementation  of  the  Intermodal  Surface 

Transportation  Act" 
From;  Executive  Director, 
To:  Regional  Federal  Highway 

Administrators;  Federal  Lands  Highway 

Program  Administrator. 

On  May  1, 1992,  Secretary  of 
Transportation  Andrew  H.  Card,  Jr.,  along 
with  Administrator  William  K.  Reilly  of  the 
Environmental  Protection  Agency  (EPA)  and 
Army  Assistant  Secretary  Nancy  P.  Dom. 
signed  a  joint  memorandum  on 
"implementation  of  the  Intermodal  Surfece 
Transportation  Act."  The  memorandum  is 
written  as  official  policy  to  Regional 
Administrators  and  District/Division 
Engineers  of  the  DOT.  the  EPA,  and 
Department  of  the  Army  (DOA)  to  improve 
coordination,  emphasize  innovative  and  cost- 
effective  approaches,  and  integrate  the 
requirements  of  the  National  Environmental 
Policy  Act  (NEPA)  and  section  404  of  the 
Clean  Water  .Act.  On  May  1, 1  sent  a  copy  of 
the  joint  memorandum  to  the  field  oCfices  for 


infonnatfon.  Today,  I  am  attadilng  oopias  of 
tha  May  1  memonndum  plus  tba  ancloaun, 
which  was  not  prwiously  available, 
outlining  additional  InitiativM  to  improve 
and  streamline  the  regulation  of 
transportation  projects  under  Section  404) 
("Protecting  the  Environment  and  Reducing 
Regulatory  Inefficiencies"). 

Funding  available  under  ISTEA  is 
extremely  important  to  our  Nation's 
transportation  infrastructure,  as  well  as  being 
a  vit^  stimulus  to  our  economy.  The  FHWA, 
EPA,  and  DOA  are  totally  committed  to  the 
succassfiil  implementation  of  all  elements  of 
ISTEA,  removal  of  any  unnecessary  delays, 
and  expeditious  development  of  highway 
projects  in  an  environmentally  sound 
manner. 

As  you  know,  the  Executive  Workshop  for 
regional  field  office  heads  of  FHWA.  EPA. 
and  the  Corps  of  Engineers  (OC^  held  on 
November  15-16, 1990,  was  designed  to 
discuss  wetlands  and  transportation  issues. 
Participants  discussed  six  basic  issues: 
Project  Purpose  and  Need;  Practicable 
Altamarive  Analysis;  Mitigation;  Assessment 
of  Functional  Values;  Wetlands  Delineation; 
and  Merging  NEPA  and  Section  404.  The 
workshop  improved  participants' 
understanding  of  the  FHWA/NEPA  process, 
wetland  protection,  and  the  Section  404 
permit  process.  Participants  also  pledged 
commitment  to  early  coordination  and  timely 
resolution  of  issues  at  the  regional  and  field 
levels. 

The  attached  joint  memorandum,  with  its 
enclosures,  illustrates  the  continuing  high- 
level  commitment  to  improved  interagency 
coordination.  Where  problems  exist,  Regional 
and  Division  Administrators  are  urged  to 
become  personally  involved  in  reaolving 
issues  causing  project  dalajrs. 

Mr.  Eugene  W.  Qeckley,  Chief  of  the 
Environmental  Operations  Division,  is 
heading  a  team  of  Washington  Headquarters 
officials  of  the  EPA,  the  DOA,  and  the  COE 
to  expedite  resolution  of  section  404  issues 
on  highway  projects  potentially  ready  for 
construction  by  October  1, 1992.  He  will 
soon  be  calling  each  Regional  Administrator 
regarding  highway  projects  that  Gt  this 
category.  The  Washington  Headquarters  team 
will  assist  efforts  by  FHWA  Regional 
Administrators  and/or  arrange  meeting^ in 
Washington  or  the  field  with  officials  of  the 
FHWA.  the  State  DOT's,  the  EPA.  and  the 
COE  to  resolve  issues.  The  U.S.  Fish  and 
Wildlife  Service  and  the  National  Marine 
Fisheries  Sen-ico  will  be  invited,  where 
appropriate. 

After  October  1,  the  Washington  ^ 
Headquarters  team  will  continue  to  conduct 
interagency  workshops  and  meetings  at  the 
regional  and/or  State  level  with  the 
aforementioned  officials  responsible  for 
implementing  the  FHWA/NEPA  and  Section 
404  permit  processes.  The  purpose  will  be  to 
FBsclve  any  misunderstandings  about  this 
policy,  the  initiatives,  and  the  maiger  of 
NEPA  and  Section  404. 

Implementation  of  the  attached  policy  and 
initiatives  is  a  top  priority  of  the 
Administrator  and  Secretary  Card.  Every 
level  of  FHWA  must  do  everything  within  iu 
power  to  make  the  policy  become  a  reality. 
Our  goal  is  for  all  regions  to  develop 


measures  to  merge  tha  coounon  elemanti  of 
NEPA  and  Section  404  by  the  and  of  tiacal 
year  1993.  All  environmental  documanta 
developed  under  thoaa  maasurea  should 
demonstrate  that  the  merger  haa  been 
accomplished. 

This  policy  is  consistent  with  the  National 
Transportation  Policy,  the  FHWA's 
Environmental  Policy  Statement,  FHWA 
2000.  and  ISTEA.  Wa  mus*  take  full 
advantage  of  this  great  window  of 
opporttmity  to  renovate  our  transportation 
infrastructure,  stimulate  our  economy,  and 
provide  environmentally  sustainable 
transportation  projects. 
E.  Dean  Carlson 

2  Attachments. 

Department  of  TranaportatiML 
Eaviroamanlal  Protectioa  Agency. 
Depaitment  of  the  Amy 

May  1, 1992 

Memorandum  for  Regional  Administrators 
and  DisthcUDivision  Snginears 

Subject:  Implementetion  of  the  Intermodal 
Surfiace  "Transportation  Act 

The  Intermodal  Surface  Transportation 
Efficiency  Act  of  1991  (ISTEA)  is  landmark 
legislation.  It  sets  new  directions  for  the 
Nation's  highway  and  transit  programs  In  a 
post-interstate  highway  era.      

Important  provisions  of  the  ISTEA  include 
a  new  emphasis  on  comprehensive 
intermodal  planning  at  the  state  and 
metropolitan  area  levels;  greater  flexibility  in 
funding  for  both  transit  and  highways,  baaed 
on  local  needs  and  preferences;  and 
increased  attention  to  compatibility  between 
transportation  and  environmental  protectim. 
Booklets  summarizing  key  overall  provisions 
of  ISTEA  and  summarizing  iU  environmental 
features  are  enclosed. 

The  rapid  and  sxiccessful  implementation 
of  ISTEA  is  a  top  priority  for  President  Bush 
and  for  each  one  of  us.  The  additional 
fonding  available  under  the  Act  is  an 
important  resource  both  for  the  renovation  of 
our  transportation  infr'astructure  and  as  a 
vital  stimulus  to  our  economy.  Tha 
Department  of  Transportation  has  taken  steps 
to  assure  that  the  ISTEA  funds  are 
immediately  made  available  to  state  and  local 
agencies  so  the  money  can  be  put  to  work 
creating  jobs  and  helping  to  jump-start  the 
economy. 

But  making  the  funds  a\'aiiable  Is  only  half 
the  job.  They  have  to  be  put  to  use  on  actual 
construction  projects.  All  three  of  our 
agencies  are  firmly  committed  to  removing 
any  unnecessary  impediments  to  such 
projects.  Recognizing  the  importance  of 
environmental  protection  and  the  necessity 
to  comply  with  legal  requirements,  we 
believe  that  wa  can  help  accomplish  the 
President's  objective  by.  among  other 
measures,  streamlining  and  improving  tha 
efficiency  of  the  environmental  review  and 
clearance  process  and  taking  prompt  action 
-  on  Section  404  permit  applications.  This  ia  . 
consistent  with  tha  President's 
comprehensive  plan  announced  on  August  9, 
1991,  to  improve  the  protection  of  the 
Nation's  wetlands  and  streamline  the 
regulatory  process. 
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In  1988.  the  F«d«ra)  Highway 
Administntion  (FHWA).  Army  Corpt  of 
EngiiMera  (COE),  BBTiroBnmittl  Protaction 
AgSBcy  (KFA).  Plah  uid  WlldHCB  SottIcv.  snd 
r4ationa)  MariiM  FtolMriM  S«rrice  jointly 
published  at  guidance  the  document 
"Apptyli^  the  Section  4M  Permit  Process  to 
Federal-aid  Highway  Proiecta."  Better  known 
as  the  "Red  Book."  this  document  provldee 
numerous  maesures  to  improve  coordination, 
emphasize  innovative  and  cost-effBctive 
approaches,  and  integrate  the  NEPA  and 
section  404  permit  processes.  Efbctive 
immediately,  it  will  be  the  official  policy  of 
FHWA.  the  Corps,  and  BPA  to  fully 
implement  the  intent  of  the  "Red  Book." 

Where  there  are  interagency  issues  or 
problems  delaying  Issuance  of  Section  404 
permits,  we  urge  you  to  become  personally 
Involved  in  settling  disputes,  assuring  duo 
protection  of  aquatic  resources,  and  getting 
the  projects  moving.  Please  pass  this 
message,  with  your  personal  endorsement,  to 
each  member  of  your  staff  who  is  working  on 
transportation  projects  and  permitting. 

Even  as  we  seek  expedited  treatment  of 
Section  404  permit  applications,  we  do  not 
expect  to  see  reduced  {jrotection  and  aquatic 
resources,  Including  wetlands.  Costs  of 
avoiding,  minimizing  and  compensating  for 
wetland  impacu  are  an  ellgibla  expense 
under  ISTEA  for  projects  and  should  be 
Included  wherever  appropriate. 

If  there  are  issues  on  important  projects 
which  cannot  be  promptly  resolved  at  the 
state  or  regional  levels,  please  involve 
appropriate  headquarters  contacts  promptly. 
They  will  arrange  ior  review  at  headquarters 
level  and,  if  appropriate,  on  site  meetings 
with  all  appropriate  participants  to  faciUtata 
a  permit  decision.  Headquarters  contacts  on 
this  are: 

Gene  Qeckiy  (FHWA)  (202)  366-0106 
Greg  Peck  (EPA)  (202)  260-8794 
Michael  Davis  (OASA(CW))  (703)  695-1376 

We  appreciate  your  cooperatian  and 
assistance  on  this  important  initiative. 

Sincerely, 
Andrew  H.  Card,  p.. 
Secretary,  Department  of  Tronsportotion 
WiUiam  K.  Reilly. 

Administrotor,  Environmental  Protection 
Agency. 
Nancy  P.  Dom. 
Assistant  Secretary  of  the  Army  (Civii  Works) 

Enciosuie. 

Impiementatioa  of  the  liilei  modal  SotCko 
Transportation  Effidancy  Act 

Protecting  the  Environment  and  Reducing 
Regulatory  Inefficienciet 

Several  initiatives  currently  underway  or 
proposed  by  the  Department  of  the  Army 
(DA)  will  improve  and  streamline  the 


regulation  of  Federally-aided  trannxntatkm 
protects  under  section  404  of  the  dean  Water 
Act  The  DA  recognizes  the  Importanl  rob 
that  the  Intennodal  Surbcs  Transportatloa 
EfOcioocy  Act  (ISTEA)  can  play  in  the 
Nation's  ecooomic  raoovety.  It  is  tha  belief  of 
tl^  DA  that  significant  administiatlva 
improvements  in  program  efficiaiury  can  be 
accomplished  without  diminishing 
protaction  of  the  Nation's  valuable  aquatic 
resources. 

To  help  accomplish  the  ob)ectlves  of 
ISTBA  in  an  environmeDtaUy  soDsithra 
manner,  the  actloa  Itams  listed  below  should 
be  undertaken  by  the  DA  and  the  Depaitmont 
of  Transportation,  as  wall  as  other  appUcabla 
Federal  and  sUte  agencies.  These  items  are 
divided  into  two  categories:  Those  that  are 
specifically  designed  to  improve  tha 
regulation  of  transportatloo  DToiectr.  and 
those  that  are  compooants  ra  the  Pieaideat's 
August  9, 1991.  «»etlands  plan  that  wriU  also 
benefit  transportation  projocta. 

Action  Items  Designed  Specifically  To 
Improve  the  Regulation  of  Transportation 
Projects 

1.  Effective  immediately,  it  will  be  the 
ofBdal  policy  of  the  Federal  Highway 
Administration  (FHWA).  the  Array  Corps  of 
Engineers  (Corps)  and  the  Environmental 
Protaction  Agency  (EPA)  to  implement  fully 
the  intent  of  the  "Red  Boc^" 

2.  To  the  extent  practical,  the  NEPA 
environmental  impact  statement  alternatives 
analysis  and  the  Clean  Water  Act  Section 
404(b)(1)  Guidelinea  altamativa  analysis  will 
be  consolidated. 

3.  The  Corps  will  issue  guidance  to  its  field 
offices  providing  that,  because  of  the 
infrastructure  needs  of  the  country  and  the 
positive  impact  on  the  ecanonoy  of 
infrastructure  development,  eraluation  of 
transportation  proiects  be  given  high  priority. 

4.  During  the  analysis  of  practicable 
alternatives  under  NEPA  and  Section  404. 
the  Corps  and  EPA  vrlll  make  every  effort  to 
provide  FHWA  and  states  information  on  tha 
impacts  of  various  alternative  road 
alignments. 

5.  The  Corps  will  esUblish,  where 
appropriate,  additional  general  permits  for 
the  repair  or  replacement  of  roads  and  other 
projects  which  have  only  minimal  impacts 
on  wetlands. 

6.  The  Corps,  FHWA,  EPA  and  other 
Federal  agencies  will  work  to  establish 
wetlaads  mitigation  ttanks  for  Federal  and 
state  highway  projects. 

7.  The  Corps  and  EPA  will  coordinate  with 
FHWA  and  state  IXDTs  to  provide  additional 
wetlands  delineation  traisdng  opportunities. 
The  FHWA  and  sUte  DQTs  will  request 
training  and  subsequently  assist  the  Corps  in 
conducting  wetlands  jurisdictional 
determinations. 


8.  The  DA/Corps,  FHWA.  and  EPA  will 
convene,  as  necassary,  a  headquarters  level 
team  to  assist  in  resolving  controversiea  over 
NEPA  and  Section  404  issues.  Other  agendas 
such  as  the  President's  Council  on 
Environmental  Quality,  the  TUib  md  Wildlife 
Service  and  the  National  Marina  Fisheries 
Service  will  ba  invited  to  partidpate  as 
appropriate. 

9.  The  Corps.  FHWA  and  EPA  will  form 
regional  interagency  teams  to  identify  tha 
principal  causes  of  delay  during 
environmental  review  of  transportation 
projects.  Consistent  with  applicable  law  and 
regulation,  &e  teams  will  propose  spedflc 
meesures  to  reduce  identified  delays. 

10.  The  Corps,  BPA.  and  FHWA  will 
evaluate  the  need  fior  guidance  that  clarifies 
that  alternatives  that  would  result  in 
significant  delays  in  project  initiation  will 
not  be  considered  "practicable." 

ComponenU  of  the  President'M  Wetlaads  Pbut 
That  Will  Benefit  Tnuuportation  Profectt 

1.  By  mid-May  1992,  the  Corps  will  issue 
a  regulatory  guidance  letter  which  claariy 
articulates  the  role  of  the  Corps  as  "project 
manager"  and  dedsion  maker  on  section  404 
permits.  The  guidance  letter  will  also 
emphasize  the  need  for  effedive  and  efficient 
coordination  among  prospective  permittees, 
the  Corps  and  Federal  resource  agendes.  The 
need  for  project-related  comments  from  the 
resource  agencies  will  be  emphasiaed. 

2.  By  early  summer  1992,  me  Section 

404  (q)  Memoranda  of  Agreement  between  the 
Army  and  the  Federal  resource  agendes  will 
be  revised  to  significantly  streamline  the 
agency  appeal  process.  This  will  directly 
reduce  applicant  delays  assodated  with 
interagency  disagreements. 

3.  The  Corps  and  EPA  will  issue  guidance 
to  their  field  personnel  to  use  flexibility  in 
requiring  alternatives  analysis  when  resource 
values  are  low  (e.g.,  don't  require  a  detailed 
alternatives  analysis  for  a  projed  proposed  In 
low  value  wetlands). 

In  addition  to  the  13  items  mentioned 
above,  the  Cori>s  will  complete  in  Fiscal  Year 
1993  a  25  percent  increase  in  regulatory 
personnel.  This  will  result  in  reduced  permit 
evaluation  times  for  highway  projects. 
Imp'.amentatloE  of  all  of  the  items  noted  will 
signiricantly  streamline  the  permit  evaluation 
process  by  minimizing  delays  and  ensuring 
more  timely  dedsions.  while  allowing  for 
meaningful  opportunity  for  substantivs 
evaluation  by  the  Corps  and  other  Federal 
agendes.  These  streamlining  measures  are 
designed  to  maximize  efficiency  and  are  not 
Inconsistent  with  reasonable  environmental 
protedion. 

IFR  Doc.  92-31030  Filed  12-31-02:  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Highway  Administration 

National  Highway  Traffic  Safety 
Admlnlatration 

23  CFR  Parta  659  and  1260 
(Dodwt  No.  9S-«1 
RIN  2125-0027 

Certification  of  Speed  Umit 
Enforcement;  Revision  of  Procedures 

AGENCY:  Federal  Highway 

Administration  (FHWA)  and  National 

Highway  Traffic  Safety  Administration 

(NHTSA).  Department  of 

Transportation. 

action:  Notice  of  proposed  rulemaking 

(NPRM). 

SUMMARY:  This  notice  proposes  to 
replace  the  National  Maximum  Speed 
Limit  procedures  contained  in  23  CFR 
part  659  with  new  procedures  as 
required  by  section  1029  of  Public  Law 
102-240,  the  "Intermodal  Surface 
Transportation  Efficiency  Act  of  1991." 
It  proposes  that  the  speed  limit 
compliance  formula,  the  speed 
monitoring  plan,  and  the  penahy  for 
non-compliance  be  modified  in 
accordance  with  the  requirements  of 
this  new  legislation. 
DATES:  Comments  must  be  received  on 
or  before  February  3, 1993. 
ADDRESSES:  Comment*  should  refar  to 
the  docket  number  set  forth  above  and 
be  submitted  (preferably  in  10  copies)  to 
Docket  92-x.  HCC-10.  Federal  Highway 
Administration,  room  4232.  400 
Seventh  Street.  SW..  Washington.  DC 
20590.  Docket  hoars  are  from  8:30  ajn. 
to  3:30  p.m.,  Monday  through  Friday. 
FOR  FURTHER  INFORMATION  CONTACT:  In 
FHWA.  Henry  Sandhusen.  Office  of 
Highway  Safety.  TrafBc  Control 
Division.  202-366-2218.  In  NHTSA.  J. 
Michael  Sheehan.  Chief.  Policy  Traffic 
Services  Division.  202-366-4295. 

SUPfLEMENTARV  MF0RMAT10N: 

Background- 

The  55  mph  national  maximum  speed 
limit  (NMSL)  was  first  instituted  in 
1974  as  a  temporary  conservation 
measure  in  response  to  the  oil  embargo 
imposed  by  certain  oil-producing 
nations.  Because  of  the  reduction  in 
traffic  fatalities  that  accompanied  the 
institution  of  the  speed  Umit.  it  was 
made  permanent  in  1975.  The  States 
were  required  to  post  55  mph  as  their 
maximimi  speed  limit,  and  to  certify 
annually  that  they  were  enforcing  the  55 
mph  Umit.  as  a  prerequisite  for  approval 
of  Federal-aid  highway  projects. 


In  1978.  Congress  amended  the  law  to 
reouiie  that,  in  addition  to  pocting  and 
enforcing  the  speed  limit,  the  States 
would  have  to  achieve  specific  levels  of 
compliance  by  their  motorists  or  risk  a 
reduction  of  up  to  ten  percent  in  cartain 
Federal-aid  highway  construction 
apportionments.  The  compliance  level, 
originally  enacted  as  a  series  of  steps  up 
to  a  final  level  of  70  percent,  was 
reduced  by  a  1982  amendment  to  a  level 
of  SO  percent.  The  State  certifications  of 
compliance  were  submitted  along  with 
supporting  data  collected  by  State 
operated  speed  monitoring  programs. 
Pursuant  to  regulations  published  in  23 
CFR  part  659.  FHWA  and  NHTSA  have 
shared  responsibility  for  the 
enforcement  of  the  natitmal  maximum 
speed  limit  since  1980. 

In  April  1987,  Congress  passed 
legislation  which  allowed  States  to  post 
65  mph  maximum  speed  Umits  on  rural 
Interstate  highways.  In  December  1987, 
the  President  approved  legislation 
enacting  a  limited  demonstration 
program,  which  allowed  the  posting  of 
speed  limits  as  high  as  65  mph  on 
certain  rural  non-Interstate  highways 
through  the  end  of  FY  1991. 

The  Intermodal  Surface 
TransportaticKi  Efficiency  Act  of  1991 
(ISTEA)  made  the  demonstration 
program  permanent,  and  allowed  other 
rural  non-Interstate  highways  that  were 
not  a  port  of  the  demonstration  program 
to  be  posted  at  the  65  mph  speed  Umit. 
provided  they  met  the  criteria 
applicable  to  the  highways  in  the 
demonstration  program. 

ISTEA  also  required  the  Secretary  of 
Transportation  to  publish  a  rule  to 
establish  speed  limit  compliance 
requirements  on  65  mph  roads,  in 
addition  to  55  mph  roads,  and  to 
include  a  formula  for  determining 
compliance  by  the  States  with  such 
requirements.  The  statute  requires  that 
the  formula  assign  greater  wei^t  fior 
violations  of  the  applicable  speed  Umits 
in  proportion  to  the  amount  by  which 
the  speed  of  the  motor  vehicle  exceeds 
the  speed  limit.  The  formula  must  also 
differentiate  among  the  types  of  road  on 
which  the  violations  occur.  In 
developing  this  formula,  the  Secretary 
has  been  directed  to  consider  factora 
relating  to  the  enforcement  efforts  made 
by  the  States,  data  concerning  fetaUties 
and  serious  injuries  occurring  on  roads 

Eosted  at  the  national  maximum  speed 
mits  (NMSL).  and  any  other  factors 
relating  to  speed  limit  enforcement  and 
speed-related  highway  safety  trends 
which  the  Secretary  determines 
appropriate. 

The  ISTEA  also  requires  the  Secretary 
to  consider — 


(1)  The  variability  of  speedometer 
readings; 

(2)  Tne  speeds  of  all  vehicles  or  a 
representative  sample  of  all  vehicles; 

(3)  The  number  of  speeding  citations, 
travel  speeds  and  the  posted  speed  limit 
for  NMSL  highways;  and. 

(4)  The  design  characteristics  for  the 
NMSL  highways. 

In  addition,  the  ISTEA  mandates  that: 

(1)  The  data  shall  be  collected  from 
uniform  monitoring  programs;  and. 

(2)  The  data  shall  be  obtained  from 
devices  and  equipment  placed  at 
locations  on  NMSL  highways  on  a 
scientifically  random  basis  which  takes 
into  account  the  relative  risk  of  motor 
vehicle  accidents  occurring  considering 
the  classes  of  highways  and  the  speeds 
being  attained  on  such  highways. 

Proposed  Changes 

The  proposed  rule  would  retain  the 
format  of  the  current  rule,  but  modify  it 
to  reflect  the  changes  mandated  by 
ISTEA  in  the  compliance  formula,  an 
increase  in  sample  size  required  for 
reliability  and  a  change  in  the  sanctions 
for  noncompliance. 

Discussion  of  Proposed  Compliance 
Formula 

Two  methods  to  determine  States' 
compliance  with  the  national  maximum 
speed  limit  were  examined.  The  first  is 
a  method  that  would  compare  an 
individual  State's  compliance  only  to 
itself.  Under  this  proposal,  compliance 
would  be  determined  by  comparing  a 
State's  compliance  "score"  with  a 
baseline  score  determined  for  the  State 
based  upon  a  suitable  data  collection 
period,  rather  than  measuring  the  State  s 
score  against  a  single  national 
performance  standard.  However,  all 
States  would  determine  their 
compliance  score  using  the  same 
formula. 

The  second  alternative  is  the 
development  of  a  national  compliance 
score.  The  former  NMSL  criterion, 
established  in  1982,  provided  that  a 
State  would  have  to  certify  that  it  met 
a  national  performance  standard  by 
having  at  least  50  percent  of  its 
motorists  on  55  mph  roads  travelling  at 
or  below  55  mph.  The  adoption  of  a 
national  compliance  score  would 
continue  this  concept  of  a  national 
compliance  standard  while 
incorporating  the  elements  of  ISTEA 
into  the  proposed  formula. 

State-by-State  Individual  Score 
Abemative 

This  method  would  select  the  first 
fiscal  year  following  publication  of  the 
final  rule  as  the  initial  baseline  year  for 
data  collection.  Data  would  be  collected 
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in  the  identical  Dianner  for  the  next  two 
fiscal  years.  The  data  for  the  three  years 
would  then  be  averaged  to  obtain  the 
baseline.  This  computation  of  three 
years  of  data  would  determine  the  final 
baseline  score  each  State  could  not 
exceed  to  maintain  compliance. 

To  remain  in  compliance  during  the 
second  year,  States  would  be  allowed  to 
exceed  the  first  year  score  by  not  more 
than  10  percent  to  tccount  for  disasters, 
economic  anomalies,  statistical 
variabiUty,  weather  conditions,  and 
other  unforeseen  ciicumstanoes  that 
may  not  be  reflected  in  one  year's  data. 
In  year  three.  States  would  be  allowed 
to  exceed  the  average  of  the  actual 
reported  score  of  the  years  one  and  two 
by  not  more  than  10  percent. 

However,  in  the  computation  of  the 
final  baseline  score,  a  State  would  be 
required  to  use  the  actual  scores  from 
years  one,  two  and  three.  The  basic 
formula,  which  is  also  used  in  the  single 
national  compliance  score,  would 
compute  the  score  as  the  sum  of 
mulUple  components,  one  for  each 
hi^way  type  in  question  (55  mph 
freeways,  65  mph  fi^eways  and  55  mph 
nonfreeways).  Each  of  the  three  highway 
components  consists  of  three  parts,  one 
for  each  certification  level:  percentage 
exceeding  60  mph.  65  mph  and  70  mph 
on  55  mph  posted  highways,  and 
percentage  exceeding  70  mph,  75  mph 
and  80  mph  on  65  mph  posted 
highways;  i.e.,  5  mph  over  the  posted 
speed  limit,  10  mph  over  the  posted 
speed  limit  and  15  mph  over  the  posted 
speed  limit.  (The  rationale  for  these 
levels  is  discussed  at  greater  length  in 
the  following  section.) 

Additionally,  the  score  would  have  a 
"floor"  to  assist  those  States  who  are 
currently  well  within  compliance  to 
remain  in  compliance,  and  a  "ceiling" 
to  give  a  State  having  a  very  high  score 
some  incentive  to  improve,  not  to  just 
maintain  its  high  score. 

Although  this  method  might  achieve 
the  purposes  of  ISTEA.  it  is  extremely 
complex  in  computation  as  well  as 
application.  The  data  collection  would 
require  three  years  of  data  to  determine 
the  baseline  score  and  each  State  would 
have  an  individual  score  which  would 
vary  widely  from  State  to  State.  Further 
examination  revealed  that  this  method 
would  not  only  be  extremely 
complicated,  but  would  be  perceived  to 
be  un&ir  because  of  the  wide  diversity 
of  scoring  permitted  among  the  States. 
The  agencies  have  therefore  tentatively 
rejected  it  in  favor  of  a  more  uniform 
national  performance  standard. 
Comments  are  nonetheless  invited  as  to 
any  revisions  that  might  make  this 
method  more  acceptable. 


National  Compliance  FarmitU 

Hie  second  alternative  compliance 
formula  would  establish  a  naticHial 
compliance  score  against  which  each 
State  would  be  measured.  The  proposed 
compliance  fdnnula  wo\Ud  assign 
greater  weight  to  higher  speed  violaticms 
and  would  account  for  fatality  risk  and 
crash  severity.  It  would  require  States  to 
monitor  traffic  speeds  at  incremental 
levels  on  each  of  the  three  different 
hi^way  categories:  Freeways  posted  at 
55  mph,  freeways  posted  at  65  mph,  and 
non-freeways  posted  at  55  mph. 

Federal  law  permits  the  posting  of 
speed  limits  lower  than  65  mph  on 
certain  rural  highways.  To  account  for 
this  in  the  proposed  compliance 
formula,  tha  speed  Umits  that  are  higher 
than  55  mph  but  lower  than  65  mph 
would  be  reported  as  65  mph  NMSL 
roads  for  the  purposes  of  speed 
mcnitoring,  data  collection  and 
compliance  computation.  Since  there 
are  so  few  miles  posted  in  this  range, 
the  Department  has  determined  that 
having  to  report  additional  speed  limits 
would  impose  an  imdue  burden  on  the 
States.  Such  additional  reporting  would 
also  overly  compUcate  the  compliance 
formxda  and  the  monitoring  plan. 

For  compliance  purposes,  speeds 
would  be  measined  at  5, 10  and  15  mph 
over  the  55  mph  and  65  mph  speed 
limits.  To  provide  for  statistical 
reporting  and  computational 
adjustments,  two  additional  increments, 
one  at  the  posted  speed  and  the  other  at 
20  mph  over  the  posted  speed  limit 
respectively,  would  also  be  collected 
end  reported. 

The  rationale  to  begin  measuring 
sfieeds  at  5  miles  over  the  posted  speed 
limit  is  based  on  several  customs  and 
practices  generally  accepted  by  the  law 
enforcement  community  and  motorists. 
As  a  general  practice,  police  agencies  do 
not  apply  the  strict  letter  of  the  law  to 
enforcement  of  minor  speed  infractions 
in  any  speed  limit  zone.  It  is  unusual  for 
motorists  to  be  stopped  or  even  warned 
if  their  speed  is  within  five  miles  of  the 
posted  speed  Umit.  In  rare  instances 
when  enforcement  acticm  is  taken  for 
minor  in&actions,  traffic  courts 
generally  do  not  reinforce  the  action  by 
imposing  sanctions.  In  essence,  traffic 
courts  expect  application  of  reasonable 
judgment  by  police  when  «iforcing 
traffic  laws. 

In  speed  ranges  of  5-0  miles  per  hour 
above  the  Umit,  enforcement  action  is 
more  likely.  Violations  in  this  range 
may  be  processed  with  either  a  verbal  or 
written  warning,  or  by  issuance  of  a 
citation.  Generally,  aU  violations 
exceeding  10  mph  over  the  maximum 


speed  limit  call  for  enforcement  actfon, 
usually  vrith  the  iss\iaTtf»  of  a  citation. 
In  recognition  of  those  enforcement 
practices  many  drivers  now  realize  the 
police  and  coxuls  tolerate  moderate 
excesses  of  the  55  and  65  mph  speed 
limits  before  applying  enforcement  and 
sanctions.  The  resulting  average  traffic 
speeds  have  slowly  increased  to  this 
perceived  tolerance  level. 

The  proposed  weighting  scheme 
would  encourage  law  enforcement 
agencies  to  focus  enforcement  efforts  on 
higher  speed  violations  on  all  categories 
of  highways.  These  efforts  should  assist 
in  controlling  speed  variance,  whidi 
affects  safiaty,  and  foture  increases  in 
average  travel  speeds. 

In  sum,  three  speed  increments  (5 
mph,  10  mph  and  15  mph  over  the 
speed  limit)  account  for  the  practical 
factors  associated  with  speed 
enforcement  and  ISTEA  requirements 
including  gen«ally  accepted  practices 
of  law  enforcement  and  courts,  effects  of 
speed  variance,  and  giving  greater 
weights  to  higher  speeds. 

Under  this  proposal,  compliance 
would  be  determined  based  on  a 
comparison  of  a  State's  compliance 
"score"  with  a  national  compliance 
score.  Each  State  would  determine  its 
compliance  score  using  data  collected  in 
a  manner  consistent  with  the 
monitoring  plan  appended  to  the  rule. 
All  States  would  use  the  same  formula 
to  determine  compliance. 

The  compliance  formula  comfrntes 
the  "score"  as  the  sum  of  nine 
components.  Each  of  the  three  highway 
categories  (freeways  posted  at  55  mph, 
freeways  posted  at  65  mph,  and 
nonfreeways  posted  at  55  mph)  has 
three  speed  levels  (percentage  exceeding 
60  mph,  65  mph,  and  70  mph  on  55 
posted  highways,  or  percentage 
exceeding  70  mph,  75  mph,  and  80  mph 
on  65  mph  posted  highways;  i.e.,  5  mph 
over  the  posted  speed  limit,  10  miles 
over  the  posted  speed  limit  and  IS  mph 
over  the  posted  speed  limit). 

In  addition,  each  component  is 
weighted  by  a  constant  comprised  of 
two  factors:  The  relative  risk  of  fatalihr 
per  100  million  vehicle  miles  traveled 
on  each  highway  category  and  a 
measure  of  crash  severity. 

The  total  urban  fieeway  fatality  rate 
(0.83)  is  used  as  the  base  for  computing 
relative  risk.  The  relative  fstalitv  risk  on 
rural  Interstates  is  computed  to  be  1.28 
which  is  the  rural  Interstate  fatality  rate 
divided  by  the  total  urban  freeway 
fatality  rate  (1.14/0.89).  Similarly,  using 
the  total  (2.23)  fatality  rate  for  other  55 
mph  roads  (both  arterials  and  collectors) 
and  calculating  the  ratio  to  total  urban 
freeways  (both  Interstate  and  non* 
Interstate  (0.89])  yields  2.52  (2.23/0.89). 
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Thus,  the  relative  risk  of  a  fatality  while  Similarly,  the  relative  risk  of  a  fatality 

driving  on  a  rural  freeway  posted  at  65  while  driving  on  a  55  mph  nonfieeway 

mph  is  1.28  Umes  the  risk  while  driving  road  is  2.52  Umes  as  great  as  when 

on  an  urban  fiwway  posted  at  55  mph.  driving  on  a  55  mph  urban  freeway. 

Table  1.— Fatality  Rate  ano  Relative  Fatality  Risk  by  Hkshway  Type 


The  fatality  rates  and  relative  fatality 
risk,  as  explained  above,  are: 


Hlgh<My  typ« 


FrawMyTyiM 


Non4nlw«lil» 
ToM 


Oewr  56  inpit  Roads 

ArtwWB 

ColMtOfS  ~ 


FatalMy  rata  1990  fatal  accMeni  ra- 
porting  tystam  (FARS) 


UrtMn 


0.70 
1.28 
a88 


1.62 


RunI 


1.14 


^52 
3.24 


Total 


0.97 


2.23 


RaiatNala- 
taWyrisk 


1.28 

"i'ijb 

2.52 


Second,  to  accoimt  for  crash  severity. 
1989-1991  National  Accident  Sampling 
Survey  (NASS)  files  at  NHTSA  were 
examined  to  determine  the  relationship 
between  the  change  in  velocity  during  a 
crash  (a  standard  measure  of  crash 
severity,  usually  referred  to  as  "Delta 
V")  and  the  posted  speed  limit.  Table  2 
present  these  data  tot  average  Delta  V. 
Delta  V  is  related  to  the  sqiiare  of  the 
posted  speed  limit.  The  resultant  curve 
has  an  r^  of  .81.  The  formula  is: 

Predicted  Delta  V*0.00144x'>10.62838 

where  xsposted  speed  limit. 

Predicted  Delta  V  from  the  formuJa  is 
also  presented  in  the  table. 


Table  2.— Average  and  Predicted 
Delta  V 

INASS  data  1968.  1990.  1901) 


Poatad  9>aad  mM 


25. 

30. 

36. 

40. 

45. 

SO. 

56. 

80. 

66 

70 

7S 

80 


Avaraga 
DaHaV 


11.9266 
12.0421 
12.3215 
12.1860 
13^243 
15.1972 
13.3791 


Praddad 
DatiaV 


table,  representing  the  relative  crash 
severity  for  vehicles  exceeding  the 
posted  speed  limit  by  5  mph,  10  mph 
and  15  mph. 

Table  3.— Multipuers  Wrw  Delta  V 


Dividing  the  predicted  Delta  V  for  5. 
10  and  15  mph  over  the  speed  limit  by 
the  Delta  V  for  a  baseline  speed  limit  (55 
mph  or  65  mph)  yields  the  following 


MPH  ovar  tpaad  ami 

SpaadlmH 

5 

10 

15 

55 

1.055 
1.068 

1.115 
1.121 

1.180 

es 

1.187 

The  two  fecton  (relative  fatality  risk 
and  relative  crash  severity)  are 
combined  for  use  in  the  final  formula. 
The  first  factor,  freeways  at  55  mph.  is 
the  baseline  (1.00)  freeways  at  65  mnh 
have  a  multiplier  of  1.28  and  55  mph 
nonfreeways  have  a  multiplier  of  2.52. 

Table  4  provides  the  resultant  bctors. 


Table  4.— Resultant  Factors 

HwyCalag 

5  MPH  ovar  ^Mad  ln« 

10  MPH  ovar  9)aad  HmN 

15  MPH  ovar  apaad  mut 

RalWly 

RalOana 
V 

Combd 
tactor 

RalMly 
rtsk 

RalOalta 
V 

Comb'd 
tactor 

Rainity 
rtak 

RalDaila 
V 

Cont'd 
lactor 

65FRW                  

i.noo 
1.280 
2.520 

1.055 
1.058 
1.065 

1.055 
1.364 
2.659 

1.000 
1.280 
2.520 

1.115 
1.121 
1.115 

1.115 
1.434 
2.811 

1.000 
1.280 
2.520 

1.180 
1.187 
1.180 

1.180 

65  FRW  __>... 

1.520 

56  NFR 

2.974 

Inserting  the  resultant  constants  the 
following: 
Compliance  score  s 
1.055  X  (percentage  >60  on  55  mph 

freeways) 
•f  1.115  X  (oercentage  >65  on  55  mph 

freewavs) 
■¥  1.180  A  (percentage  >70  on  55  mph 

freewavs) 
•f  1.354  X  (percentage  >70  on  65  mph 

freeways) 
4 1.434  A  (percentage  >75  on  65  mph 

frMwavs) 
•f  1.520  X  (Dercentage  >80  on  65  mph 

freeways) 
•f  2.659  A  (percentage  >Woa  55  mph 

nonfreeways)  " 


■¥  2.811  X  (percentage  >65  on  55  mph 

nonfreeways) 
4  2.974  X  (percentage  >70  on  55  mph 

nonfreeways). 

The  percentage  of  vehicles  exceeding 
a  speed  is  expressed  in  percentage  form. 
For  example.  48.5%  is  expressed  in  the 
formula  as  48.5,  non  0.485.  The 
multipliers  of  each  of  the  nine 
components  are  indicative  of  the 
relative  risks  of  fatality  and  crash 
severity  on  the  three  highway  categories 
at  each  of  the  three  certification  speed 
levels. 

When  compliance  is  computed  based 
on  more  than  a  single  highwray  category. 


there  is  a  possibility  of  trade-off.  That  is, 
compliance  can  improve  on  certain 
roads  and  decline  on  othen.  The 
proposed  formulation  weighs  more 
dangerous  roads  and  higher  speeds 
more  heavily.  Poor  speed  compliance  on 
these  roads  will  have  a  grater  bifluence 
on  a  State's  score. 

Calculation  of  the  National  CiHnpliance 
Scores 

As  part  of  the  process  for  certifying 
compliance  vnth  the  55  mph  NMSL. 
States  are  required  to  provide  quarterly 
travel  speed  data  to  FHWA  for  all  roads 
posted  at  55  mph.  Information  currently 
provided  by  States  as  part  of  the 
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Conib'd 
iKior 

80 
87 
60 

1.160 
1.S20 
2974 

certification  process  includes  median 
speed,  average  or  mean  speed,  85th 
percentile  travel  speed,  and  the  vehicle 
miles  traveled  (VMT)  for  each  type  of 
road  posted  at  55  mph.  Historically^ 
traffic  studies  have  concluded  that 
travel  speeds  follow  an  approximately 
normal,  bell-shaped  curve.  Using  this 
assumption,  highway  engineers  can 
estimate  the  travel  speed  distribution 
from  the  average  or  mean  speed  and  the 
85th  percentile  speed.  For  a  normal 
distribution,  one  standard  deviation 
away  from  the  mean  contains 
approximately  34  percent  on  one  side  of 
the  distribution.  With  this  information, 
it  is  possible  to  estimate  the  standard 
deviation  as  the  difference  between  the 
average  speed  and  the  85th  percentile 
travel  speed  (this  difference  contains  35 
percent  of  the  distribution). 

Using  the  FY  1990  data  provided  by 
the  States,  unweighted  national  average 
speeds  and  national  standard  deviations 
were  calculated  for  each  of  three 
highway  categories:  55  mph  freeways, 
65  mph  freeways  and  55  mph 
nonfreeways.  That  is,  for  each  highway 
category,  each  State  providing  data  was 
counted  exactly  once,  without 
weighting  the  State  observations  for  the 
number  of  registered  vehicles,  vehicle 
miles  traveled,  etc.  Data  for  both  55  mph 
freeways  and  55  mph  nonfreeways  were 
provided  by  forty-nine  States  (one  State 
has  only  55  mph  freeways  and  another 
State  has  only  55  mph  nonfreeways  and 
60  mph  freeways);  eighteen  States 
provided  information  on  65  mph 
freeways. 

From  the  average  speed,  the  standard 
deviation  and  the  statistical  properties 
of  the  normal  distribution,  it  was 
possible  to  develop  a  normal,  bell- 
shaped  distribution  for  each  of  the  three 
highway  types.  Using  these  three 
derived  national  normal  distributions 
and  a  table  of  areas  under  the  standard 
normal  distribution,  the  estimated 
percentages  of  vehicles  exceeding  the 
posted  speed  limits  by  5  mph,  10  mph. 
and  15  mph  were  determined  for  each 
of  the  three  highway  categories. 
The  results  were: 


Percentage  Exceeding  the  Posted 
Speed  Limit 


NMSL  road 
category 

Smph 

10  mph 

15  mph 

55  mph  free- 
ways   

65  mph  free- 
ways   

55  mph 
nonfreeways 

43 
19 
27 

19 
5 
9 

5 

1 
2 

Thus,  it  is  estimated  that  an  average 
43  percent  of  the  vehicles  exceeded  60 


mph  on  55  mph  freeways,  19  percent 
exceeded  65  mph  cm  55  mph  freeways, 
and  5  percent  exceeded  70  mph  on  55 
mph  freeways. 

These  estimates  are  proposed  for  use 
in  determining  the  national  performance 
standard  for  speed  compliance.  There 
are  four  categories  of  States: 

(1)  Those  with  al!  three  highway 
types; 

(2)  Those  with  55  mph  freeways  and 
55  mph  nonfr«eways; 

(3)  Those  with  only  55  mph 
nonfreeways  and  60  mph  freeways. 

(4)  Those  with  only  55  mph  freeways: 
and. 

Substituting  these  percentages  into 
the  compliance  formula  yields  the 
following  maximum  scores,  one  for  each 
of  the  four  categories  of  States.  The 
scores  have  been  rounded  up  to  the  next 
whole  number. 

Maximum  Allowable  Compliance  Scores 

States  with  all  highway  categories 210 

States  with  55  mph  freeways  and  55 

mph  nonfreeways  176 

States  with  only  55  mph  nonfreeways 

and  60  mph  freeways 138 

States  with  only  55  mph  freeways 73 

Since  the  compliance  formula  is  the 
su^  of  either  nine,  six.  or  three 
percentages  (depending  upon  the 
presence  of  specific  highway  categories 
in  each  State)  it  is  not  necessary  to  be 
below  the  percentage  exceeding  each 
individual  speed  increment,  but  rather 
to  be  in  compliance  with  the  overall 
score.  Thus,  a  State  may  exceed  one  or 
inore  of  these  individual  percentages 
and  still  remain  below  the  maximum 
score  (in  compUance)  by  having  a  lower 
percentage  exceeding  other  speed 
intervals  on  the  available  highway  . 
categories.  | 

The  national  performance  score  Was 
established  without  using  any  of  the 
previously  allowed  adjustments  to  the 
reported  data,  which  included 
speedometer  error,  statistical  error  and 
speed  monitoring  equipment  error. 
However,  when  a  State  certifies 
compliance,  the  data  may  be  adjusted  to 
take  into  account  potential  error 
sources.  The  current  rule  at  23  CFR 
659.15  governing  compliance  with  the 
55  mph  NMSL  specifies  the  following 
areas:  speedometer  variability,  sampling 
variability,  and  equipment  error.  If  three 
separate  adjustments  were  used,  they 
would  be  applied  to  each  of  the  nine. 
six,  or  three  individual  percentages 
exceeding,  for  a  total  of  27  possible 
adjustments.  Instead  of  applying  a 
maximum  of  27  adjustments,  this  rule 
proposes  a  single  adjustment. 

The  proposal  is  to  use  only  the  single 
adjustment  which  represents  the 
average  percentage  in  two  consecutive  5 


mph  intervals.  Thus,  the  single 
adjustment  requires  far  fewer 
calculations  overall  (only  one 
calculation  for  each  percentage 
exceeding  rather  than  three 
calculations).  In  addition,  for  the  FY 
1991  compliance  certification,  44  States 
used  the  single  adjustment,  while  only 
six  Slates  elected  to  use  the  individual 
adjustments  for  speedometer  variability, 
sampling  error  and  equipment  error. 

For  example,  if  45  perc«it  of  the 
vehicles  were  observed  to  be  exceeding 
60  mph  on  a  55  mph  freeway  and  35 
percent  were  observed  to  be  exceeding 
65  mph,  the  single  adjustment  takes  the 
average  of  the  two  estimates,  yielding  an 
adjusted  40  percent  of  the  vehicles 
exceeding  60  mph.  The  adjustments  are 
applied  to  each  individual  estimate  of 
the  percent  exceeding  a  speed 
increment  BEFORE  being  substituted 
into  the  compliance  formula  to 
determine  the  overall  score. 

Plan  for  the  Collection  of  Monitering 
DaU 

The  monitoring  of  speeds  remains  a 
requirement  for  the  States,  and  the 
proposed  rule  would  require  the  States 
to  continue  to  monitor  speeds  on 
national  maximum  speed  limit  roads. 
Each  State  would  continue  to  certify  to 
the  Secretary  of  Transportation  before 
January  1  of  each  year  that  it  is 
enforcing  the  national  maximum  speed 
limits  on  all  public  highways  in 
accordance  with  the  criteria  set  forth  in 
this  rule.  The  certification  shall  be 
supported  by  information  on  activities  . 
and  results  achieved  during  the  12- 
month  period  ending  on  September  30 
preceding  the  January  1  date  by  whidi 
certification  is  required. 

Starting  in  FY  1994,  the  States  would 
be  required  to  revise  their  data 
collection  procedures  to  conform  to  the 
new  requirements.  If  the  data  a  State 
collects  under  the  new  procedures 
shows  that  it  is  not  in  compliance,  the 
State  will  be  subject  to  a  transfer  of 
funds  penalty  for  non-compliance  in 
accordance  with  the  requirements  of  the 

new  rule. 

It  is  proposed  that  each  State  develop 
a  speed  monitoring  plan  in  accordance 
with  the  Speed  Monitoring  Program 
Procedural  Manual,  which  is  found  in 
the  Appendix  to  this  rule.  The  speed 
monitoring  plan  is  intended  to  provide 
reliable  data  to  be  included  in  a  State's 
annual  certification  of  NMSL 
enforcement. 

Monitoring  stations  will  be  randomly 
selected  from  road  segments  in  three 
highway  categories:  55  mph  freeways, 
65  mph  freeways  (including  freeways 
with  speed  limits  that  are  higher  than  55 
mph  but  lower  than  65  mph),  and  55 
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mph  nonfireeways.  The  number  of 
monitoring  stations  required  in  each 
State  will  be  a  function  of  the  number 
of  different  highway  categories  in  the 
State,  the  variability  in  the  number  of 
vehicles  using  each  highway  category, 
and  the  num^r  of  vehicles  exceeding 
the  speed  limit  in  each  of  three  different 
speed  levels  (for  highways  posted  at  55 
mph  the  percent  exceeding  60  mph,  65 
mph  and  70  mph;  for  freeways  posted 
at  65  mph  the  percent  exceeding  70 
mph.  75  mph  and  80  mph).  Four  times 
a  year,  once  in  each  quarter,  monitoring 
will  occur  at  each  monitoring  station  for 
a  continuous  24-hour  period. 

A  count  of  all  vehicles  and  the  speed 
of  all  vehicles  in  each  24-hour 
monitoring  period  must  be  recorded  at 
each  monitoring  station.  The  speed  data 
from  the  monitoring  sessions  will  be 
summarized  by  each  State  by  highway 
category.  A  State  will  then  use  the  data 
summarized  by  highway  category  to 
calculate  its  compliance  score. 

The  details  on  sampling,  site 
selection,  data  collection,  data  analysis, 
and  data  submission  can  be  found  in  the 
Speed  Monitoring  Program  Procedural 
Manual. 

Since  FY  1994  would  be  the  first  year 
for  speed  monitoring,  it  would  be 
advantageous  to  the  States  to  initiate  the 
selection  and  implementation  of 
monitoring  sites  as  soon  as  possible  to 
ensure  that  data  collection  can 
commence  on  October  1. 1993.  The 
FHWA  division  offices  will  work  with 
the  States  in  developing  their 
monitoring  plans,  selecting  sites,  and 
approving  deviations  from  the 
recommended  procedures  set  forth  in 
this  NPRM. 

Sanctions  for  Noncompliance 

Statutory  moratoria  on  sanctions 
against  a  State  for  non-compliance  with 
the  requirements  of  23  CFR  part  659 
have  been  in  effect  since  fiscal  year  FY 
1986.  There  was  no  direction  given  in 
ISTEA  regarding  a  moratorium  beyond 
FY  1991.  However.  Congress  required 
the  Secretary  of  Transportation  to 
develop  a  rule  which  makes  it 
unnecessary  to  sanction  for  non- 
compliance until  the  rule  becomes 
effective.  Therefore,  the  effect  of  the 
proposed  rule  would  be  to  continue  the 
moratorium  on  sanctions  for  FY  1992 
and  FY  1993. 

Section  1029(c)(1)(A)  of  ISTEA 
provides"*  *  *  for  the  transfer  of 
apportionments  under  section  104(b)  of 
title  23,  United  States  Code  (other  than 
paragraph  (5)).  if  a  State  fails  to  enforce 
speed  limits  in  accordance  with  this 
section,  land  the  rulemaking  authorized 
by  section  1029)."  However,  the 
legislation  does  not  specify  the  amount 


of  the  apportionments  to  be  transferred 
or  designate  the  program  area  to  which 
the  apportionments  would  be 
transferred.  The  House  bill  had  stated 
that  the  amount  to  be  transferred  would 
range  from  one  to  five  percent  of  the 
designated  apportionments  for  the  first 
year  of  non-compliance  and  from  two  to 
ten  percent  for  two  or  more  consecutive 
years  of  non-compliance.  The  amounts 
were  to  be  transferred  to  the  highway 
safety  grant  programs  of  section  402  of 
title  23.  The  Senate  bill  did  not  provide 
for  a  transfer  of  apportionments. 

In  reviewing  the  ranges  of  the  House 
bill  for  the  purpose  of  proposing  a 
reasonable  amount  to  be  utilized  by  a 
non-complying  State,  the  Department 
determined  that  one  and  one-half 
percent  of  the  designated  apportionment 
for  each  State  approximated  the  total 
amount  of  its  402  program.  This  amount 
was  selected  as  the  appropriate  penalty 
because  it  represents  a  significant 
penalty  and  encourages  the  States  to 
stay  in  compliance.  A  lesser  amount 
may  not  have  that  effect.  A  greater 
amount,  exceeding  the  total  section  402 
apportionments,  would  overburden  a 
State's  highway  safety  planning  process 
and  ability  to  expend  the  funds  as 
intended. 

In  adopting  the  House's  transfer 
penalty  without  the  House  language 
pertaining  to  amounts,  the  conferees 
included  the  following  statement  on 
page  328  of  the  report  accompanying  the 
conference  bill: 

The  Conference  Substitute  applies 
that  same  reprogramming  provision  and 
Secretarial  discretion  with  regard  to  the 
percentage  transferred  as  in  the  House 
bill. 

Consistent  with  this  guidance,  the 
agency  proposes  the  following  sanction 
provisions  for  a  State  having  a 
compliance  score  exceeding  the  national 
compliance  score: 

1.  One  and  one-half  percent  of  the 
funds  apportioned  to  the  State  for 
Federal-aid  highways  and  highway 
safety  construction  programs  under 
section  104(b)  of  title  23.  United  States 
Code  (other  than  paragraph  (5))  would 
be  transferred  to  the  State's 
apportionment  under  23  U.S.C.  402  for 
the  fiscal  year,  not  to  exceed  the  total 
section  402  apportionment  for  that  year. 

2.  The  funos  reapportioned  to  section 
402  Highway  Safety  Grant  Programs 
would  be  used  for  section  402  highway 
safety  programs  with  an  emphasis  on 
speed  enforcement. 

Credits  in  Mitigation  of  Noncompliance 

Section  1029(c)(2]i  of  ISTEA  included 
the  following  statement: 

In  developing  the  compliance  formula 
*  *  *  the  Secretary  shall  consider  factors 


relating  to  the  enforcement  efforts  made  by 
the  States  and  data  concerning  felalities  and 
serious  injuries  occuiring  on  (NMSL)  roads 
•  •  •  and  any  other  factors  relating  to  speed 
limit  enforcement  and  speed-related  highway 
safety  trends  which  the  Secretary  determines 
appropriate. 

The  Department  examined  a  number 
of  factors  to  recognize  State  efforts  to 
reduce  speed  related  crashes  and  to 
weigh  highway  safety  trends. 
Considerations  were  based  upon  the 
relationship  to  speed  enforcement  and 
whether  or  not  the  specific  item  could 
be  quantified  and  measured.  The  only 
factor  considered  to  be  appropriate  for 
the  proposed  rule  is  whether  a  State  has 
a  fatality  rate  below  the  national 
average. 

The  primary  goal  of  highway  safety  is 
to  reduce  the  number  of  deaths  and 
injuries  occurring  on  our  nation's 
highways.  The  Department  has 
historically  used  the  national  fatality 
rate  to  gauge  the  success  of  highway 
safety  programs.  The  fatality  rate  is  an 
indicator  of  the  success  of  a  State's 
overall  highway  safety  program,  and 
thus  reflects  a  number  of  specific  safety 
efforts  within  a  State.  In  order  to 
provide  for  meaningful  consideration  of 
a  State's  fatality  rate  in  accordance  with 
the  statutory  requirement,  the  rule 
proposes  a  penalty  reduction  for  States 
that  exceed  the  national  compliance 
score  but  have  a  low  fatality  rate.  As 
discussed  below,  a  State  fatality  rate, 
rounded  to  the  nearest  tenth,  of  at  least 
twenty  percent  below  the  national 
fatality  rate  would  result  in  a  reduction 
in  the  amount  of  the  apportionment 
being  transferred. 

A  number  of  other  specific  factors, 
listed  below,  were  considered  and 
rejected  for  inclusion  in  the  proposed 
rule.  In  each  instance,  there  was  no  way 
to  quantify  the  results  of  a  specific 
activity  or  the  particular  factor  was 
coveredby  other  sections  of  the  ISTEA. 
Those  factors  were: 

•  Public  information  and  education 
campaigns  that  are  speed  enforcement 
related; 

•  Use  of  innovative  technology  such 

as  photo-radar,  laser  speed  measuring 
devices,  drone  radar,  electronic  speed 
display  and  signing,  variable  speed 
limits: 

•  Increased  use  of  physical  speed 
control  techniques,  such  as  speed 
bumps,  and  rumble  strips;  and  psycho- 
perceptual  techniques  such  as  pavement 
markings; 

•  Point  systems  for  speed  limit 
violations,  with  higher  speeds  receiving 
more  points  that  lead  to  the  suspension 
or  revocation  of  a  driver's  license; 

•  Increases  in  the  number  of  speeding 
citations  issued  on  NMSL  highways; 
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•  Presence  of  a  Statewide  front  seat 
safety  belt  use  law; 

•  75  percent  safety  belt  usage  rate; 

•  Presence  of  0.08  BAG  law.  and. 

•  Presence  of  an  administrative  per  se 
law. 

Penalty  Reduction 

A  State  in  noncompliance  would  be 
eligible  to  have  its  penalty  reduced  by 
one-third  if  it  has  a  fatality  rate  at  least 
twenty  percent  below  the  national 
fatality  rate.  This  rate  is  determined 
using  fatality  data  contained  in 
NHTSA's  Fatal  Accident  Reporting 
System  Annual  Report  and  vehicle 
miles  of  travel  data  reported  in  FHWA's 
Annual  Highway  Statistics  publication. 
The  State's  fatality  rate  would  be  based 
on  data  for  the  calendar  year  preceding 
the  Fiscal  year  of  noncompliance.  The 
previous  calendar  year  fatality  rate  is 
used  because  tlie  State  vehicle  miles  of 
travel  data  are  not  available  prior  to  the 
fiscal  year  in  which  the  transfer  of  funds 
occurs. 

A  State  having  a  fatality  rate  at  least 
twenty  percent  below  the  national 
fatality  rate  demonstrates  the  benefit  of 
a  balanced  highway  safety  program.  The 
Department  has  selected  this  level  of 
fatality  reduction  as  a  fair  and 
reasonable  measure  of  traffic  safety 
efforts.  Since  the  ultimate  purpose  of  all 
highway  safety  programs,  including 
speed  enforcement,  is  to  reduce  traffic 
fatalities,  injuries  and  crashes,  a  level  of 
twenty  percent  below  the  national 
fatality  rate  provides  meaningful 
evidence  of  such  efforts.  Further,  this 
measure  is  consistent  with  the 
objectives  of  ISTEA. 

The  Department  is  proposing  a 
penalty  reduction  of  one-third  to 
recognize  overall  highway  safety 
accomplishments  which  resulted  in 
reducing  fatalities.  Even  with  a 
reduction  of  one-third,  the  funds 
transfer  remains  a  significant  penalty. 
The  purpose  of  the  transfer  is  to  aid  a 
State  to  return  to  compliance  by 
increasing  the  overall  level  of  traffic 
safety  programs.  Any  reduction  of  the 
penalty  shall  be  applied  in  the  fiscal 
year  in  which  the  transfer  penalty  is 
assessed. 

Although  the  Department  believes 
that  the  proposed  penalty  reduction 
level  of  one-third  and  the  proposed 
fatality  rate  level  of  twenty  percent 
below  the  national  rate  are  fair  and 
reasonable  levels,  comments  are 
nonetheless  invited  regarding  whether 
these  percentages  should  be  increased 
or  reduced. 

Notification  of  Noncompliance 

Under  the  current  regulation,  the 
States  are  afforded  the  opportunity  to 


request  a  meeting  to  discuss  compliance 
status  and  the  amount  and  timing  of  any 
reduction  of  apportionments.  They  are 
allowed  to  request  a  hardship  deferral 
and/or  request  a  reduction  in  the 
amount  of  reduction  of  apportionments. 
However,  these  procedures  are 
unnecessary  under  the  proposed  rule. 

The  specific  amount  of  the 
apportionments  that  must  be  transferred 
is  set  forth  in  the  rule  and  therefore  no 
procedure  is  necessary  to  challenge  the 
results  of  compliance.  The  legislation 
does  not  provide  for  hardship 
considerations.  There  is  no  loss  of 
funds,  only  a  transfer  from  highway 
construction  to  highway  safety 
programs. 

Regulatory  Analyses  and  Notices 

Civil  Justice  Reform 

This  proposed  rule  would  not  have 
any  preemptive  or  retroactive  effect.  It 
imposes  no  requirements  on  the  States, 
but  rather  encourages  States  to  consider 
enacting  and  enforcing  legislation 
requiring  speed  limits  and  speed  limit 
enforcement  through  the  potential 
redesignation  of  Federal  highway 
construction  funds  to  safety  programs. 
Any  redesignation  of  funds  would  not 
take  place  until  FY  1996.  If  a  State  (1) 
submits  data  showing  that  its  highway 
speeds  are  below  a  certain  national 
level,  and  (2)  submits  a  certification 
frt>m  the  Governor  reporting  that  the 
State  is  enforcing-the  speed  limits  on 
public  highways  in  accordance  with  23 
U.S.G.  154.  then  it  shall  not  be  subject 
to  a  redesignation  of  funds.  The 
authorizing  legislation  for  the  proposed 
rule  does  not  establish  a  procedure  for 
judicial  review  of  final  rules 
promulgated  under  its  provisions.  There 
is  no  requirement  that  individuals 
submit  a  petition  for  reconsideration  or 
other  administrative  proceedings  before 
they  may  file  suit  in  court. 

Executive  Order  12291  (Federal 
Regulation)  and  DOT  Regulatory 
Policies  and  Procedures 

The  agencies  have  analyzed  the  effect 
of  this  proposed  action  and  determined 
that  it  is  not  "major"  within  the 
meaning  of  Executive  Order  12291. 
However,  because  of  the  public's 
interest  in  the  55/65  MPH  speed  limit, 
it  is  considered  to  be  "significant" 
within  the  meaning  of  Department  of 
Transportation  regulatory  policies  and 
procedures.  The  agencies  have  prepared 
a  Preliminary  Regulatory  Evaluation 
(PRE)  for  this  proposal,  and  made  it 
available  in  the  public  docket.  A  copy 
of  the  PRE  may  be  obtained  by  writing 
to  the  pubic  docket  at  the  address 
referenced  above. 


The  PRE  discusses  the  benefits  of 
limiting  excessive  speed  in  general  and 
estimates  the  costs  of  new  speed 
monitoring  devices  to  be  $4.4  million. 
The  PRE  also  presents  estimated  FY 
1990  speed  compliance  data  and  finds 
that  at  least  three  States  (Gonnecticut. 
Massachusetts  and  Wyoming)  would 
have  likely  been  out  of  compliance  with 
the  proposed  maximum  allowable 
compliance  scores  had  they  been  in 
effect  in  FY  1990. 

Regulatory  Flexibility  Act 

In  compliance  with  the  Regulatory 
Flexibility  Act,  the  agencies  have 
evaluated  the  effects  of  this  proposed 
action  on  small  entities.  Based  on  the 
evaluation,  we  certify  that  this  action 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  PRE  concluded  that  there 
would  be  no  significant  impact  on  small 
businesses  since  the  portion  of  the 
highway  construction  funds  going  to 
noncompliant  States  would  not  be  lost, 
but  only  transferred  to  highway  safety 
programs.  Accordingly,  the  preparation 
of  Regulatory  Flexibility  Analysis  is 
unnecessary. 

Paperwork  Reduction  Act 

The  requirement  relating  to  this 
proposal,  that  each  State  must  submit 
speed  data  and  related  certification 
information  necessary  to  calculate  its 
compliance  score,  is  considered  to  be  an 
information  collection  requirement,  as 
that  term  is  defined  by  the  Office  of 
Management  and  Budget  (0MB)  in  5 
CFR  part  1320.  Accordingly,  this 
information  collection  requirement  has 
been  previously  submitted  to  and 
approved  by  0MB,  pursuant  to  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.G.  3501,  et  seq.).  The  former 
requirement  has  been  approved  through 
March  31, 1993.  and  has  been  assigned 
control  number  0MB  No.  2125-0027.  A 
request  for  a  revised  information 
collection  requirement  under  the 
proposed  rule  has  been  submitted  lo 
OMB  for  approval  subject  to  the 
publication  of  a  final  rule. 

This  information  collection 
requirement  is  specified  in  the  Speed 
Monitoring  Program  Procedural  Manual 
located  in  the  appendix.  The  burden 
hours  for  quarterly  data  collection  end 
annual  certification  is  estimated  at 
93.024  hours  for  the  respondent  State 
Highway  Departments  on  an  annual, 
basis.  The  average  response  time  for  this 
information  collection  is  364.8  hours. 
ThaFHWA  will  use  this  information  to 
judge  the  effectiveness  of  each  State's 
enforcement  program. 

The  monitoring  plan  proposed  is 
designed  so  the  States  collect  the 
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minimum  amount  of  speed  data  to 
reliably  measure  compliance.  The 
Department  believes  tnat  the  proposed 
information  collection  reouirement, 
specifically  the  number  oi  monitoring 
sites  and  the  Quarterly  monitoring 
sessions,  are  the  minimum  needed  to 
ensure  statistically  reliable  estimates  of 
annual  compliance. 

However,  comments  are  invited 
regarding  whether  ihe  amount  of  data 
collection  could  be  reduced  through 
statistical  means.  That  is,  could  fewer 
than  four  quarterly  observations  be 
conducted  and  stiU  ensure  the 
availability  of  reliable  unbiased 
estimates  of  annual  speed  limit 
compliance?  Could  this  be  achieved 
through  the  use  of  conducting 
observations  during  key  time  periods 
during  the  year  which  result  in  minimal 
information  less?  Is  it  possible  to 
identify  particular  times  during  the  year 
which  are  indicative  of  annuel  travel 
speed  trends?  Can  statistical  models  be 
developed  that  use  the  inforrrdtion 
collected  during  these  key  time  periods 
to  estimate  annual  treve)  speeds  and 
hence,  compliance,  based  on  a  reduced 
data  collection  effort? 

The  Department  requests  specific 
details  on  these  methods  and  an 
indication  of  specific  times  during  the 
year  when  such  predictive  information 
could  be  collected.  For  example, 
existing  surveys  of  energy  use  patterns 
and  agricultural  commodities  employ 
model-based  methods  of  data  collection 
and  estimation  that  rely  on 
measurements  conducted  during  key 
periods  of  the  year.  The  data  collected 
during  these  key  time  periods  are 
modeled  to  derive  annual  estimates 
without  having  to  conduct  surveys 
monthly  or  quarterly.  These  statistical 
models  are  based  on  relationships 
between  the  annual  estimates  and  data 
collected  during  key  time  periods. 

For  further  information  one  may 
contact  the  Information  Requirements 
Division,  M-34.  Office  of  the  Secretary 
of  Transportation,  400  Seventh  Street, 
SW..  Wa.shington,  IX  20590.  202-266- 
4735.  Comments  on  the  proposed 
information  collection  requirements 
should  be  submitted  to  the  Office  of 
Management  and  Budget,  Office  of 
Information  and  Regulatory  Affaire, 
Washington,  DC  20503.  to  the  attention 
of  the  Desk  Officer  for  the  FHWA.  It  is 
requested  that  comments  sent  to  OMB 
also  be  sent  to  the  FHWA  Docket  for  this 
proposed  rule. 

National  Envimnmental  Policy  Act 

The  agendet  have  analyzed  this 
proposed  action  for  the  purpose  of 
compliance  with  the  National 
Environmental  Policy  Act  and  have 


determined  thai  it  will  not  have  a 
significant  effect  on  the  human 
environment. 

Executive  Order  126  J  2  (Federalism) 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612.  Since  the  Congress  has  directed 
the  Secretary  of  Transportation  to 
establish  a  rule  for  monitoring  and 
promoting  compliance  with  the 
National  Maximum  Speed  Limits 
described  in  23  U.S.C.  154,  the 
federalism  implications  pursuant  to 
Executive  Order  12612  are  minimal. 
Moreover,  the  proposed  rule  does  not 
impose  any  requirements  on  the  States, 
but  rather  encourages  States  to  consider 
enacting  and  enforcing  legi.slation 
requiring  speed  limits  and  speed  limit 
enforcement  through  a  potential 
redesignation  of  the  purpose  of  certain 
Federal-aid  highway  funds.  Under  these 
circumstances,  the  preparation  of 
Federalism  Assessment  is  not 
warranted. 

Comments  to  the  Docket 

The  agencies  are  providing  a  30-day 
comment  period  for  interested  parties  to 
present  data,  views,  and  arguments  on 
the  proposed  action.  The  agencies  invite 
comments  on  the  issues  raised  in  this 
notice  and  any  other  issues  commenters 
believe  are  relevant  to  this  action.  All 
comments  must  not  exceed  15  pages  in 
length  (49  CFR  553.21).  This  Umitation 
is  intended  to  encourage  commenters  to 
detail  their  primary  arguments  in  a 
concise  fashion.  Necessary  attachments 
may  be  appended  to  these  submissions 
without  regard  to  the  15-page  hmit. 

All  comments  received  before  the 
close  of  business  on  the  comment 
closing  date  indicated  above  for  the 
proposal  will  be  considered  and  will  be 
available  for  examination  in  the  docket 
at  the  above  address  both  before  and 
after  that  date.  To  the  extent  possible, 
comments  filed  after  the  closing  date 
will  also  be  considered.  Comments 
received  too  late  for  consideration  in 
regard  to  the  final  rule,  if  one  is  issued, 
will  be  considered  as  suggestions  for 
further  rulemaking  action.  The  agencies 
will  continue  to  file  relevant 
information  in  the  docket  as  it  becomes 
available  after  the  closing  date  and  it  is 
recommended  that  interested  persons 
continue  to  examine  the  docket  for  new 
material. 

Those  persons  desiring  to  be  notified 
of  receipt  of  their  comments  by  the 
docket  should  enclose  a  self-addressed, 
stamped  postcard  in  the  envelope  with 
their  comments.  Upon  receipt  of  the 
comments,  the  docket  supervisor  will 
return  the  postcard  by  raai). 


List  of  Subjects 
23  CFB  Part  659 

Grant  programs — transportation. 
Highway  and  roads.  Motor  vehicles. 
Reporting  and  recordkeeping 
requirements,  Traffic  regulations. 

23  CFR  Part  1260 

Grant  programs — transportation. 
Highway  and  roads,  Motor  vehicles. 
Reporting  and  recordkeeping 
requirements,  Speed  limit.  Traffic 
regulations.  | 

(Catalog  of  Federal  Domestic  Assistance 
Program  Numl)er  20.205.  Highway  Planning 
and  Construction.  The  regulations 
implementing  Executive  Order  12372 
regarding  intergovernmental  consultation  on 
Fwieral  programs  and  activities  apply  to  this 
program). 

In  consideration  of  the  foregoing,  the 
FHWA  and  NHTSA  hereby  propose  to 
remove  part  659  of  chapter  I.  subchapter 
G  of  title  23,  Code  of  Federal 
Regulations  (CFR),  and  to  add  part  1260 
to  chapter  II,  subchapter  C  of  title  23, 
CFR,  as  set  forth  below. 

Issued  on;  December  18. 1992. 
Thomas  D.  Larson, 
Administrator.  Federal  Midway 
Administration. 
Marion  C  Blakey, 

Administrator,  National  Highway  Traffic 
Safety  Administration. 

PART  1260-CERTIFICATION  OF 
SPEED  LIMrr  ENFORCEMENT 

Sec. 

1260.1     Purpose. 

1260.3    Objective. 

1260.5     Defmilions. 

1260.7    Adoption  of  national  maximum 

speed  limits. 
1 280.9    Formulation  of  a  plan  for  monitoring 

speeds. 
1 260. 1 1    Guidelines  and  evaluations  of 

operations. 
1260.13    Certification  requirement. 
1260.15    Certification  content.      | 
1260.17    Certification  and  statistical 

sutmiittal. 
1260.19    Effect  of  failure  to  certify  or  to  meet 

compliance  standards. 
1260.21    Penalty  reduction  and  notiilcation 

of  noncompliance. 

Appendix  to  Part  1260— Speed  Monitoring 
Program  Procedural  Manual 

Authority:  23  U.S.C  118. 141. 1$4,  315  and 
delegations  of  authority  at  49  CFR  1.48  and 
1.50.  I 

S  1260.1    Purpose. 

To  prescribe  requirements  for 
administering  a  prtigram  for  monitoring 
speeds  on  public  highways  in  order  to 
provide  reliable  data  to  be  included  in 
a  State's  annual  certification  of  speed 
limit  enforcement. 
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S  1260.3    ObieetivM. 

To  establish  a  valid  statistical  tnethod 
of  measuring  a  sample  of  vehicle  speeds 
on  a  sample  of  highways  to  estimate  the 
percentage  of  vehicles  exceeding  the 
speed  limit  on  highways  posted  at  55 
mph  and  on  highways  posted  at  65  mph 
with  sufficient  accuracy  to  support  a 
determination  of  compliance  by  a 
State's  motoring  public  with  the 
National  Maximum  Speed  Limits  in 
accordance  with  23  U.S.C.  154;  to 
prescribe  the  compliance  reporting 
requirements  for  the  States;  and  to 
specify  fund  transfer  provisions  for  non- 
compliance with  the  National  Maximum 
Speed  Limits. 

§1260.5    Definitions. 
As  used  in  this  part: 

(a)  FHWA  means  the  Federal  Highway 
Administration. 

(b)  Fiscal  year  means  the  Federal 
fiscal  year,  consisting  of  twelve  months 
beginning  each  October  1  and  ending 
the  following  September  30. 

(c)  Governor  means  the  Governor  of 
any  of  the  fifty  States,  Puerto  Rico  or  the 
Mayor  of  the  District  of  Columbia. 

(d)  Freeway  means  a  divided  arterial 
highway  for  through  traffic  with  full 
control  of  access  and  grade  separated 

I   intersections. 

(e)  Highway  means  all  streets,  roads  or 
parkways  under  the  jurisdiction  of  a 
State,  including  its  political 
subdivisions,  open  for  use  by  the 
general  public,  and  including  toll 
facilities. 

(0  Interstate  System  means  the 
Interstate  System  as  is  described  in  23 
U.S.C.  103(e). 

(g)  Motor  vehicle  means  any  vehicle 
driven  or  drawn  by  mechanical  power 
manufactured  primarily  for  use  on 
public  highways,  except  any  vehicle 
operated  exclusively  on  a  rail  or  rails. 

(h)  National  Maximum  Speed  Limits 
mean  the  speed  limits  provided  for  the 
highways  described  in  §  1260.7  of  this 
part. 

(i)  NHTSA  means  the  National 
Highway  Traffic  Safety  Administration. 

())  Roadway  Segment  means  a 
highway  performance  monitoring 
system  (HPMS)  sample  section  as 
defined  by  the  States. 

(k)  State  means  any  one  of  the  50 
States,  the  District  of  Columbia,  or 
Puerto  Rico. 

§  1 260.7    Adoption  of  national  maximum 
sp«*d  limit*. 

The  Secretary  of  Transportation  shall 
not  approve  any  Federal-aid  projects 
under  23  U.S.C.  106  in  a  State  which 
fails  to  adopt  or  maintain  maximum 
speed  limits  as  follows: 

(a)  The  maximum  speed  limit  shall  be 
65  Biph  or  less  on  a  highway  located 


outside  of  an  urbanized  area  of  50,000 
population  or  more,  either  on  the 
Interstate  System,  or  on  a  highway: 

(1)  Which  is  constructed  to  Interstate 
standards  in  accordance  with  23  U.S.C 
109(b]  and  connected  to  a  highway  on 
the  Interstate  System; 

(2)  Which  is  a  divided  4-lane  fully 
controlled  access  highway  designed  or 
constructed  to  connect  to  a  highway  on 
the  Interstate  System  posted  at  65  miles 
per  hour  and  constructed  to  design  and 
construction  standards  as  determined  by 
the  Secretary  which  provide  a  facility 
adequate  for  a  speed  limit  of  65  miles 
per  hour;  or 

(3)  Which  is  constructed  to  the 
geometric  and  construction  standards 
adequate  for  current  and  probable  future 
traffic  demands  and  for  the  needs  of  the 
locality  and  is  designated  by  the 
Secretary  as  part  of  the  Interstate  System 
in  accordance  with  23  U.S.C.  139(c). 
The  maximum  speed  limit  on  all  other 
public  highways  in  the  State  shall  be  55 
mph  or  less.  Emergency  and  police 
motor  vehicles  may  be  authorized  to 
operate  at  higher  speeds  when  necessary 
to  protect  the  public  health  and  safety. 

(b)  Except  as  provided  in  paragraphs 
(c)  and  (d)  of  this  section,  the  speed 
limit  on  any  portion  of  a  highway  shall 
be  uniformly  applicable  to  all  types  of 
motor  vehicles  using  such  portion  of 
highway,  if  on  November  1. 1973,  such 
portion  of  highway  had  a  speed  limit 
which  was  uniformly  applicable  to  all 
types  of  vehicles  using  it. 

(c)  Notwithstanding  the  provisions  of 
paragraph  (b)  of  this  section,  a  State  may 
establish  a  lower  speed  limit  for  a  motor 
vehicle  operating  under  a  special  permit 
because  of  weight  or  dimension  of  such 
vehicle,  including  any  load  thereon. 

(d)  Notwithstanding  the  provisions  of 
paragraph  (b)  of  this  section,  a  State  may 
specify  nonuniform  speed  limits  on  any 
portion  of  a  highway  when  the 
condition  of  the  highway,  weather,  a 
crash,  or  other  condition  creates  a 
temporary  hazard  to  the  safety  of  traffic 
on  such  portion  of  a  highway. 

§  1 260.9    Formulation  of  a  plan  for 
monitoring  speeds. 

(a)  Each  State  shall  develop  a  speed 
sampling  plan  following  the  guidelines 
in  the  Speed  Monitoring  Program 
Procedural  Manual  (SMPPM),  FHWA. 
1992,  which  is  set  forth  in  the  appendix. 

(b)  At  a  minimum,  the  plan  shall 
discuss  the  following  subjects: 

(1)  Miles  of  highway  posted  at  the 
National  Maximum  Speed  Limit 
(NMSL)  classified  as  follows: 
(i)  Miles  of  freeways  posted  at  55  mph 
(ii)  Miles  of  freeways  posted  at  65 
mph  (including  freeways  with  posted 


speed  limits  that  are  higher  than  55  mph 
but  lower  than  65  mph) 

(iii)  Miles  of  nonfreeways  posted  at  55 
mph 

(2)  Number  of  sampling  locations  and 
their  distribution  by  highway 
classification  (55  mph  freeways.  65  mph  • 
freeways  and  55  mph  nonfreeways),  all 
of  which  shall  be  determined  in 
accordance  with  the  SMPPM.  The 
minimum  sample  size  needed  by  each 
State  for  each  highway  classification 
shall  be  determined  in  accordance  with 
the  SMPPM. 

(3)  Location  of  monitoring  stations. 
The  discussion  of  the  location  or  the 
monitoring  sites  must  include 
information  on  the  functional 
classification  of  the  highway  where  the 
monitoring  station  is  located. 

(4)  Type  and  capabilities  of  speed 
measuring  eouipment  to  be  used. 

(5)  Data  collection,  (i)  Schedule. 
Speed  monitoring  sessions  shall  be 
scheduled  evenly  among  the  three- 
month  periods  of  the  year  ending 
December  31,  March  31,  June  30,  and 
September  30.  Each  monitoring  station 
-must  be  monitored  once  per  three- 
month  period.  The  dates  that 
monitoring  is  planned  must  be  included 
in  the  schedule. 

(ii)  Field  data  collection.  The  choice 
of  a  data  collection  site  within  a  given 
segment  shall  reflect  the  geometric 
design  conditions  of  the  segment.  In 
addition,  data  will  not  be  acceptable  in 
determining  compliance,  if  conditions 
at  a  site  are  such  that  the  normal  flow 
of  traffic  is  substantially  restricted  by 
activities  such  as  highway  construction, 
maintenance  operations,  extreme 
weather  conditions,  temporary  lane 
closings,  or  the  presence  of  non-routine 
enforcement  activity. 

(iii)  A  24-hour  monitoring  period 
shall  be  the  duration  of  any  individual 
speed  monitoring  session. 

(6)  Any  deviation  from  the  analysis 
methods  described  in  the  SMPPM. 

§  1260.1 1    Guidelines  and  evaluations  of 
operations. 

(a)  The  State  shall  submit  Its  initial 
speed  monitoring  plan  to  the  FHWA 
Division  Administrator  within  90  days 
after  publication  of  the  Final  Rule.  The 
plan  shall  be  in  accordance  with  the 
provisions  of  the  SMPPM.  The  plan 
shall  be  evaluated  annually  and  revised 
as  conditions  dictate.  The  plan  may  also 
be  revised  at  any  time  during  the  12- 
month  data  collection  period  ending 
September  30  if  the  State  elects  to 
change  its  speed  limit  on  elinble  roads. 

(b)  Annual  evaluations  of  the  State's 
speed  monitoring  plan  shall  be 
submitted  to  the  FHWA  Division 
Administrator  by  December  1  following 
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the  close  of  the  data  collection  period  of 
each  year  beginning  with  December  1, 
1993.  so  that  changes  to  the  plan  called 
for  by  the  evaluation  can  go  into  effect 
with  the  subsequent  quarter  beginning 
January  1.  At  a  minimum,  the 
evaluation  shall  discuss: 

(1)  Adjustments  to  the  number  of 
sampling  locations  in  a  State. 

(2)  Any  other  changes  to  the  plan 
proposed  by  the  State. 

(c)  Plan  revisions  called  for  during  the 
data  collection  period  due  to  a  State 
changing  its  speed  limit  shall  also  be 
submittal  to  the  FHWA  Division 
Administrator  for  approval,  and  may 
take  effect  retroactively  to  the  date  on 
which  the  speed  limit  was  changed  if 
such  approval  is  granted. 

§  1260.13    Certification  raquirement 

Each  State  shall  certify  to  the 
Secretary  of  Transportation  before 
January  1  of  each  year  that  it  is 
enforcing  the  National  Maximum  Speed 
Limit  on  all  public  highways  in 
accordance  with  23  U.S.C.  154.  The 
certification  shall  be  supported  by 
information  on  activities  and  results 
achieved  during  the  12-month  period 
ending  on  September  30  preceding  the 
January  1  date  by  which  certification  is 
required. 

S1260L15    CertHieation  content 

The  certification  shall  consist  of  the 
following  elements: 

(a)(1)  A  statement  by  the  Governor  of 
the  State,  or  an  official  designated  by 
the  Governor,  that  the  National 
Maximum  Speed  Limits  on  public 
highways  in  the  State  are  being 
eiiforced.  The  certifying  statement  shall 
be  worded  as  follows: 

(Name  of  the  certifying  ofTicial),  (position 
title),  of  the  (Slate  or  Commonwealth)  of 

,  do  hereby  certify  that  the  (State  or 

CommGnwealth)  of ,  is  enforcing  the 

National  Maximum  Speed  Umits. 

■    (2)  If  this  statement  is  made  by  an 
official  other  than  the  Governor  a  copy 
of  the  document  designating  the  official, 
signed  by  the  Governor,  shall  also  be 
included  in  the  certification  made  under 
this  part. 

(b)  A  copy  of  any  State  law, 
regulation,  administrative  order, 
statement  of  policy  or  any  other  written 
instruction  relating  to  enforcement  of 
the  National  Maximum  Speed  Limits 
shall  be  included  with  the  initial 
certification  required  by  this  rule.  If 
there  has  been  no  change  in  the 
applicable  State  law.  regulation, 
administrative  order,  policy  statement 
or  written  instruction  concerning 
National  Maximum  Speed  Limit 
enforcement,  then  a  State  may  include 
a  statement  to  that  efiiict  with  the 


annual  certification.  If  a  change  has 
occurred  then  a  State  need  only  submit 
a  copy  of  the  changed  document  with 
subsequent  annual  certifications.  If  a 
written  enforcement  policy  on  the 
National  Maximum  Speed  Limits  does 
not  exist,  a  statement  to  that  effect  must 
also  be  included. 

(c)  Information  relating  to 
enforcement  and  monitoring  as  follows: 

(1)  Miles  of  highway  with  a  55  mph 
or  65  mph  speed  limit,  by  the  following 
highway  categories: 

li)  Freeways  posted  at  55  mph; 

(ii)  Freeways  posted  at  65  mph 
(including  freeways  posted  higher  than 
55  mph  but  lower  than  65  mph);  and 

(iii)Nonfreeways  posted  at  55  mph. 

(2)  The  number  of^speeding  citations 
issued  by  all  law  enforcement  agencies 
in  the  State  with  jurisdiction  and 
responsibility  to  enforce  speed  limit 
violations  on  national  maximum  speed 
limit  roads  for  violation  of  the  55  mph 
speed  limit  and  65  mph  speed  limit 
during  each  month  of  the  12-month 
period  ending  on  September  30  before 
the  date  by  which  certification  is 
required. 

(3)  Number  of  monitoring  locations 
and  monitoring  sessions. 

(4)  Number  of  vehicles  observed 
during  mon  itori  ng  sessions. 

(5)  Distribution  of  vehicles  speed  by 
each  highway  category  listed  in  (c)(1). 

(6)  For  fieeways  and  nonfreeways 
posted  at  55  mph.  The  percentage  of 
vehicles  exceeding  each  of  the  following 
speeds:  55,  60.  65,  70  and  75  mph.' 

(7)  For  freew^ays  posted  at  65  mph. 
The  percentage  of  vehicles  exceeding 
each  of  the  following  speeds:  65,  70.  75, 
80  and  85  mph. 

(8)  The  data  must  be  reported  as 
required  in  the  SMPFM. 

(d)  The  State's  compliance  score  is 
determined  by  summing  the  product  of 
relative  fatality  and  a  measure  of  crash 
severity,  as  derived  from  the  1989-1991 
National  Accident  Sampling  System 
data  and  1990  Fatal  Accident  Reporting 
System  data,  and  the  percentage  of 
vehicles  exceeding  5  mph,  10  mph  and 
15  mph  over  the  speed  limit  for  each  of 
the  three  highway  categories.  The 
compliance  score  formula  is: 

Compliance  score  = 

1.055  X  (percentage  >60  on  55  mph 
freeways) 

*  1.155  X  (percentage  >p5  on  55  mph 
freeways) 

-f  1.180  X  (percentage  >70on  55  mph 
freeways) 

*  1 .354  X  (percentage  >70  on  65  m|^ 
freeways) 

■f  1.434  X  (percentage  >75  on  65  mph 
freeways) 

*  1.520  X  (percentage  >80  on  65  mph 
fireeways) 

■f  2.6S9  X  (percentage  >60  on  55  mph 
Doofitecways) 


♦  2.811  X  (percentage  >65  on  55  mph 

nonfreeways) 
•••  2.974  X  (percentage  >70  on  55  mph 

nonfreeways) 

The  statewide  percentage  of  vehicles 
exceeding  60,  65  and  70  mph  on  all  55 
mph  highways,  and  70,  75  and  80  mph 
on  all  65  mph  highways,  is  derived  from 
the  speed  sampling  plan  specified  in 
§  1260.9,  and  adjusted  using  a  single 
adjustment  procedure  to  take  into 
account  potential  error  sources.  The 
single  adjustment  formula  is: 


H 


{A*B] 


where: 

H  =  The  percent  exceeding  x  mph  after 

adjustment 
A  =  the  percent  of  vehicles  exceeding  x 

mph,  and 
B  =  the  percent  of  vehicles  exceeding 

x+5  mph 
The  adjusted  percentages  are  then 
inserted  into  the  compliance  formula 
and  the  State's  compliance  score  is 
calculated.  The  maximum  allowable 
compliance  scores  are: 

Status  with  all  highway  categories 210 

States  with  55  mph  freeways  and  55 

nonfreeways - 176 

States  with  only  55  mph  nonfreeways 

and  60  mph  freeways — 138 

States  with  only  55  mph  freeways 73 

The  State  must  submit  its  compliance 
score  in  its  annual  certification 
statement. 

§  1 260. 1 7    Certification  and  atatlatical 
•ulMnittaL 

(a)  The  Governor,  or  an  official 
designated  by  the  Governor,  each  year 
shall  submit  the  certification  to  the 
FHWA  Division  Administrator.  The 
FHWA  Division  Administrator  shall 
retain  the  original  and  forward  two 
copies  each  to  the  Regional 
Administrators  of  FHWA  and  NHTSA. 
The  Regional  Administrators  shall  each 
retain  one  copy  and  forward  one  copy 
of  the  submission,  ivith  any  pertinent 
comments,  to  their  respective 
Washington,  DC  headquarters,  to  the 
attention  of  the  Chief  Counsel. 

(b)  Any  changes  to  the  original 
certification  or  supplemental 
information  necessitated  by  the  review 
of  the  certifications  as  they  are 
forwarded  shall  be  submitted  in  the 
same  manner  as  the  original  submission. 

(c)  The  State  is  required  to  submit  the 
information  relating  to  enforcement, 
monitoring,  and  the  compliance  score  as 
described  in  §  1260.15  (c)  and  (d). 

(d)  The  data  required  for  the  annual 
certirication  under  §  1260.15(c).  with 
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the  exception  of  the  speeding  citaticm 
data  requiied  under  §  1260.15(cKZ), 
shall  be  submitted  by  each  State  to  the 
FHWA  Division  Administrator  on  a 
quarterly  basis  for  the  S-mcmth  periods 
ending  December  31.  March  31,  )uim  30 
and  September  30  of  eadi  year.  The 
subm-issioo  of  the  )u)y-September 
quarter  sha)),  in  addition  to  the 
quarter>y  report,  include  a  summary 
report  of  the  entire  year's  speed 
monitoring  data  (starting  bom  the 
previous  October  1). 

S12C0.19    Effect  e(  failure  to  certify  ev  to 


(a)  If  a  State  fails  to  certify  as  required 
by  §  1260.13,  no  Pederat-aid  highway 
project  shall  be  approved  under  23 
U^.C.  106  in  that  State. 

(b)  Notwithstanding  the  proper 
submission  of  the  certification  and 
information  supporting  the  speed 
monitoring  activities  of  any  State,  if  the 
Secretary  determines  that  a  State's 
compMance  score  calculated  pursuant  to 
§  1260.15(d)  is  greater  than  the 
maximum  allowable  compliance  score 
as  provided  in  §  1260.15(d),  one  and 
one-half  percent  of  the  funds 
apportioned  to  that  State  under  23 
U.S.C.  104(b)(1).  104(b)(2).  104(bM3), 
104(b)(4)  and  104(b)(6)  shall  be 
transferred  to  such  date's  highway 
safety  grant  program  fund  under  23 
U.S.C.  402  for  the  fiscal  year  subsequent 
to  the  fiscal  year  in  whidi  the 
compliance  score  is  calculated  to  be 
greater  than  the  maximum  allowable 
compliance  score. 

$1260.21    Penatty  reduction  and 

(a)  If  the  Administrators  determine 
that  a  noncompliant  State's  fatality  r^e. 
rounded  to  the  Devest  tenth,  is  at  least 
twenty  percmt  beknv  the  national 
fatality  rate,  the  Secretary  ^mII  reduce 
the  amount  of  the  apporticmment 
transfigrred  under  §  1260.19  by  one- 
third.  The  fatality  rate  is  determined 
using  fatality  data  contained  in 
NHTSA's  Fatal  Accident  Reporting 
System  Annual  Report  and  vducl»- 
milcs  of  travel  data  reported  in  FHWA's 
Annual  Highway  Stat^tics  publicati<». 
The  State's  fatality  rate  will  be  based  on 
data  for  the  calendar  year  preceding  the 
fiscal  year  in  whidi  its  compliance 
sccffe  is  greater  than  the  maximum 
allowable  complianoe  score. 

(b)  On  the  basis  of  the  infiormation 
provided  by  the  State  and  other 
information  in  the  possession  of  the 
£)epertment.  the  Seoetwy  will  iMtify 
the  Governor  of  the  State  of  the  transfer 
of  apportionments  and  direct  the 
transfer  of  said  apportionments.  A  copy 


of  that  notification  will  be  trarrsmitted 
promptly  to  the  State  by  certified  mail. 

(c)  llie  State  shall  expend  any 
transfiarred  funds  pursuant  to 
§  1260.19(b)  for  section  402  programs 
with  an  emphasis  on  speed  enforcement 
jMX)grams  within  that  State.  In  no 
instance  shall  such  transfer  exceed  the 
total  section  402  apportidnroent  for  that 
fiscal  year,  prior  to  any  pertalty 
reduction. 

Appendix  to  Part  1260 — Speed 
Moaitrtring  Pvegraoi  Procedural 
Manual 

Purpose 

The  apeed  monitoring  program  is  intended 
to  provide  reliable  data  to  be  included  in  a 
State's  annual  certification  of  NMSL 
enforcement. 

Development  and  Documentation  of 
Sampling  Plan 

Following  the  requirements  in  the 
proposed  rule,  each  State  shall  develop  a 
Speiad  Sampling  and  Analysis  Plan  for 
approval  by  the  FHWA  Ehrision 
Administrator.  The  plan  shall  be  reviewed 
annually,  and  updated  if  there  are  changes  in 
the  number  or  location  of  monitoring 
stations,  or  in  the  dates  that  data  collection 
it  planned.  At  a  miniinum,  the  ptaa  shall 
include: 

•  Grouping  of  highways  by  three  highway 
categories: 

— Freeways  pasted  at  SS  raph; 

— Freeways  posted  at  65  mph  (including 

freeways  posted  higher  than  55  mph  but 

lower  than  65  mph);  and, 
— Nonfreeways  posted  at  55  mph. 

•  Numberofnules  of  highway  with  a  55 
or  65  mph  speed  limit,  by  above  categories. 

•  Number  of  monitoring  stations,  sessions, 
location,  and  the  direction  that  monitoring 
takes  place  (Northbauixl,  Westbound.  elcX 

•  Any  request  for  an  exemptitn  if  a  State 
proposes  to  limit  the  number  of  mQnitoring 
stations  to  a  number  no  less  than  30  percent 
higher  than  the  maximmn  mimber  of 
monitoring  stations  under  the  previous 
program.  This  request  should  faichide  a 
justification  as  well  as  demonstrable 
assurances  that  the  data  integrity  is  being 
preserved. 

•  Type  and  capabilities  of  speed 
measuring  equipment  used. 

•  Functional  classification  of  selected 
monitoring  sitea. 

•  Dales  of  planned  data  collection  for  each 
monitoring  stati(Kt. 

•  Any  deviation  from  analysis  methods 
recommended  in  this  document. 

Sampling  Plan  Prerequisites 

The  three  types  of  data  that  roost  be 
assembled  before  a  sampUng  phn  can  be 
developed  are: 

1.  Miles  of  h^way.  by  highway  category, 
with  a  S5  or  65  mph  speed  limit. 

2.  Location  of  Highway  ferfonoance 
Monitoring  System  fHPMS)  sample  sectioM. 

3.  Locattoo  of  monitoring  stations  under 
old  program. 


Miles  afHigfxway,  by  Highway  Oategory,  Whh 
a  55  mpb  or  65  mph  Spied  UrnH 

Miles  of  highway,  by  highway  catagoty, 
with  a  55  or  65  mj^  speed  Uaut  will  ha  veed 
in  the  random  seiectioB  of  monitoiiag 
statioBS. 

Highways  will  be  youped  into  dte 
foikwriog  categoriae: 
— Freeways  posted  at  55  mpb; 
— Freeways  posted  at  65  mpb  (inchidiBg 

freeways  posted  speed  limits  that  are 

higher  than  55  mph  but  lower  than  6S 

mph);  and, 
— Nonfreeways  posted  at  55  mph. 

The  monitoring  category  "nonfreewaya 
posted  at  55  mph"  will  NOT  include  any 
fodlities  classified  as  "locai."  any  unpayed 
roads,  and  any  rural  minor  ooUet^ois. 

Location  ofHP%S  Samph  Sectiom 

The  locatkia  of  the  HPMS  saiB{^  sectioas 
will  assist  in  the  selection  ctf  monitoring 
stations.  HPMS  sectioas  average  five  miles  in 
length.  Monitoring  stations  will  be  randomly 
selected  from  among  the  HI>MS  saaapla 
sections  where  the  entire  section  is  posted  at 
55  or  65  mph. 

Location  of  Monitoring  StationM  Under  the 
Old  Program 

The  location  of  existing  monitoring 
stations  must  be  known.  Since  the  aid 
monitoring  stations  were  selected  randomly, 
many  of  those  sUtions  can  be  retainad.  under 
the  procedures  discussed  in  the  section 
"Selection  of  Sample  Sites". 

Sampling  Guidelines 

This  is  a  sampling  plan  designed  to 
monitor  the  speeds  vehicles  travel  on 
highways  posting  with  a  55  mph  or  65  mpb 
spieed  Ihnlt  Monitoring  stations  will  be 
randomly  selected  from  road  segments  in 
three  hi^way  categories; 
— Freeways  posted  at  55  mph; 
— Freeways  posted  at  65  mph  fincludiag 

freeways  posted  speed  limits  that  are 

higher  than  55  mph  but  lower  than  65 

mph);  and, 
— Nonfreeways  posted  at  55  n^kb. 

The  State  ritall  be  le^Miosibie  for  selactiag 
the  sites  to  be  monitored  in  accordaaoe  with 
the  procedures  in  this  section.  The  following 
issues  are  addressed: 

•  DetarmiiMtion  of  samfrfe  sizes; 

•  Selection  of  sample  sftes; 

•  Number  of  sampling  sessions  and  length 
of  monitoring  period. 

DetensuaotMMi  of  Sampie  Siaes 

The  number  of  mraiitoring  stations 
required  in  each  Stale  is  a  functioa  of  the 
number  of  different  highway  categories,  the 
variability  in  the  number  of  vehiclee  using 
each  highway  category,  and  the  oumiier  of 
v^icles  exceeding  the  q>esd  limit  in  each  of 
the  three  diflereni  levels  (sMceediag  60. 65, 
70  etc).  Dela  from  past  speed  surveys  indicate 
that  speeds  vary  much  moie  oa  S5  mph 
nonfraeways  than  on  55  or  65  mpb  freeways, 
in  addition,  roost  Stales  have  much  moie  65 
mph  nonfreewsy  mileage  than  55  or  65  mph 
freeway  mileage.  Thus,  otoet  States  vnll  ha«B 
more  monitoring  stations  on  nonfreeways 
than  on  freeways. 
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Thrae  table*  havs  been  developed  to  assist 
the  States  Id  determiaiog  sample  sizes.  The 
tables  were  derived  using  speed  daU  Crom 
previous  surveys.  Estimates  of  sampling 
errors  %vere  calculated  for  the  55  mph 
freeway  and  55  mph  nonfreeway  monitoring 
categories.  Since  no  daU  were  available  for 
65  mph  beeways.  the  assumption  was  made 
that  the  variability  of  speeds  on  this  highway 
category  were  similar  to  the  variability  of 
speeds  on  the  55  mph  fireeways.  An  estimate 
of  overall  variance  and  percent  of  vehicles 
exceeding  55  mp^  were  calculated  using 
weighted  averaging  across  the  States 
examined.  For  the  55  mph  freeways,  the 
percent  of  vehicles  exceeding  55  mph 
averaged  70.9  percent  with  an  estimated 
population  standard  deviation  of  21  percent. 
For  the  55  mph  nonfreeways.  the  percent  of 
vehicles  exceeding  55  mph  averaged  51.8 
percent  with  an  estimated  population 
standard  deviation  of  40  percent 

Using  these  Tiguies  the  sample  size  tables 
*»ere  created.  The  tables  show  sample  sizes 
for  each  highway  category  as  a  function  of 
the  required  precision  and  the  number  of 
road  segments  in  each  category.  The  sample 
sizes  given  in  each  table  at  the  7.5  percent 
level  of  precision  are  the  minimum  necessary 
in  each  category  to  meet  the  precision 
requirement  of  these  guidelines.  Table  1 
should  be  used  to  determine  the  number  of 
monitoring  stations  for  freeways  with  55  mph 
speed  limits.  For  example,  in  a  State  with 
120  freeway  road  segments  at  55  mph.  seven 
monitoring  stations  would  be  required. 

table  1.— freeways  wrtm  55  mph 
Speed  Lmtt 


NuntMr  o(  road  segmama 


Number  ot 
tiiQNMBy  seg* 
marts  lobe 


»-3 


7-10  .: 

11-18 

19-38  

37-141  

142orinoi«. 


Similarly.  Table  2  should  be  used  for 
determining  the  nuaifaer  of  monitoring 
stations  for  65  mph  beewrays  and  Table  3  for 
55  mph  nonCteewaya.  Continuing  the 
example,  if  this  State  had  60  segments  of  65 
mph  freeways  then  a  sample  of  seven 
monitociiHt  statlow  wrould  be  nqulred  OQ 
tfaeee  roads.  If  die  State  had  1000  segments 
of  55  mph  nonfreeway*  then  28  monitoring 
statioos  would  be  rei^ilrad  on  these  roads. 

Table  2.— Frsways  With  65  mph 

SPGEDlMfT 


Table  2.— Freeways  Wrro  65  mph 
Speed  Limit— Continued 


Nmnber  ol  load  segments 


11-18  

18-38 _. 

37-141  

142  or  nxxa . 


Numtorol 


inert*  to  be 
sampled* 


5 

6 
7 
8 


•S^nfmtUm  M  t»Md  on  (M*  ham  55 
wid  Sw  animpban  »«  •<•  ooo  reaOMy 


Table  3.— Nonfreeways  With  55  mph 
Speed  Limit 


NiKTOer  o>  road  segments 


1  

2  

3  ..-. 

4-5 -. 

6  

7-8 

8-10  

11-12  

13-14  

15-18  ,. 

17-19  

20-22 

23-25  

26-29  

30-34 

35-39 

40-45  

46-53  

54-62  

63-74  

75-88  

88-109  

110-137  

138-180  

181-253  — 

254-406  

407-950  — 
951  or  mom. 


Number  ol 
NghiMy  seg- 
mertsiobe 

sampled* 


Numtoer  of  Voad  sagmarts 

NMinbaral 

1   ! 

2-3 ./•...: 

4-6                           .•"•    -          ~~ 

1 
2 
3 

7-To.r. '.'.'...  ~.~ 

4 

1 

2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
28 
27 
28 


•SmwI*  tteM  •(•  bMSd  an  on«  Mn*ie 


ol  7.5 

•qwri  to  S<a  panianL 

If  the  totid  number  of  monitoring  stations 
required  by  the  rimve  methodology  is  more 
than  30  percent  higher  than  the  maximum 
number  of  stations  used  oo  roads  in  the 
State's  existing  speed  monitoring  program, 
then  the  State  can  petition  the  Division 
Administrator  for  a  reduced  number  of 
stations.  The  reduction  in  stations  can  be  to 
a  level  no  lower  than  30  percent  higher  than 
the  maximum  number  of  stations  under  the 
old  program.  However,  there  can  be  no 
reduction  in  the  number  of  stations  required 
oo  freeways  posted  at  65  mph.  Therefore,  any 
reduction  in  the  number  of  stations  must 
come  frtrni  the  high%vay  categories  free%vays 
poated  at  55  mph  and  nonfreeways  posted  at 
55  mph. 

In  lieu  of  the  sample  size  tables.  States  can 
use  their  o%»n  data  from  past  speed  surveys 
to  calculate  sample  sizes  for  each  of  the 
highway  categories.  Howrever.  the  Sute  must 
document  in  their  sampling  plan  that  their 
level  of  precision  meets  the  precision 
requirements  in  each  highway  category.  For 
55  mph  free%vays  and  65  mph  freeways,  a 
relative  error  of  1 1  percent  for  the  toUl 


percent  of  vehicles  exceeding  the  speed  limit 
is  required.  For  55  mph  nonfreeways.  a  14 
percent  relative  error  for  the  total  percent  of 
vehicles  exceeding  the  speed  limit  is 
required.  Relative  error  is  defined  as  one 
standard  error  divided  by  the  estimate  of  the 
percent  of  vehicles  exceeding  the  speed  limit 
For  example,  for  55  mph  freeways,  the 
percent  of  vehicles  exceeding  the  speed  limit 
was  71  percent.  One  standard  error  was 
estimated  at  7.5  percent  The  relative  error 
would  be  calculated  as: 
Relative  Error=Standard  Error/Estimate, 
Relative  ErTor=7.5/71=ll  percent. 

If  a  State  wjshes  to  have  a  higher  level  of 
statistical  reliability  than  a  7.5  percent  level 
of  precision,  then  the  State  can  modify  these 
monitoring  requirements.  The  State  can  add 
monitoring  stations  or  increase  the  number  of 
days  per  year  during  which  data  are 
collected.  The  FHWA  Division  Administrator 
must  accept  the  SUte's  proposal  before  it  can 
be  implemented. 

Selection  of  Sample  Sixes 

It  is  not  feasible  to  select  all  new 
monitoring  stations.  Therefore,  existiiig 
stations  should  be  used  to  the  maximum 
extent  possible.  Slates  may  either  have  too 
many  or  too  few  existing  monitoring  stations 
in  each  highway  category.  For  example, 
many  States  may  not  have  a  sufficient 
number  of  stations  on  65  mph  freeways. 
Under  the  old  monitoring  program,  all  NMSL 
highways  were  divided  into  segments,  an 
average  of  about  five  miles  long,  and 
monitoring  stations  *vere  randomly  selected 
from  these.  A  similar  process  will  be  used 
under  the  new  monitoring  program. 

•  Too  few  monitoring  stations  within  a 
highway  category.  If  more  stations  are 
needed,  road  segments  should  be  chosen  at 
random  from  all  road  segments  in  that 
category  that  currently  do  not  have  a 
monitoring  station. 

•  Too  many  monitoring  stations  within  a    . 
highway  category:  If  a  SUte  has  more  sUtions  ^ 
in  a  monitoring  category  than  required  in  the 
previous  section,  the  State  cantioose  to 
eliminate  stations.  However,  the  stations  to 

be  eliminated  must  be  selected  at  random 
from  the  existing  stations. 

A  random  selection  procedure  for  either 
alternative  is  provided  in  Table  4.  For  all 
new  stations  one  of  the  two  directions  of 
traffic  should  also  be  choeen  at  random.  On 
existing  monitoring  stations,  monitoring 
should  take  place  in  the  same  direction  as 
under  the  old  program.  As  under  the  old 
program,  monitoring  will  take  place  on  all  , 
lanes  of  the  highway  segment  chosen  as  the 
monitoring  station. 

Each  year,  the  number  of  monitoring 
stations  should  be  reviewed  to  determine  if 
any  changes  are  required.  EvenU  that  could 
precipitate  changing  the  number  of 
monitoring  stations  include: 

•  An  increase  or  decrease  in  the  number  of 
HPMS  sample  sections  in  a  highway 

category; 

•  The  introduction  or  elimination  of  a  65 
mph  maximum  speed  limit  in  a  State;  and 

•  A  significant  increase  or  decrease  in  the 
amount  of  55  mph  highways. 


Federal  Register  /  Vol.  58,  No.  1  /  Monday.  January  4.  1993  /  Proposed  Rules 


197 


Number  and  Length  of  Sessions 

Each  nionitoring  station  wrili  be  monitored 
four  tinnes  a  jroar,  once  in  each  quarter.  This 
is  necessary  to  account  for  seasonal  variation 
in  traffic 

A  24-hour  monitoring  period  will  be  used 
to  account  for  varying  hourly  traffic 
conditions  and  to  fecilitate  the  scheduling  of 
data  collection.  It  is  expected  that  the 
number  of  vehicles  counted  during  the  24- 
hour  monitoring  period  will  vary. 

Data  Collection 

This  section  summarizes  guidelines  for 
data  collection  in  the  speed  monitoring 
program.  It  is  a  brief  outline  of  basic 
procedures  that  should  be  expanded  on  by 
each  State  in  devek>ping  its  speed  monitining 
program. 

Organization 

The  State  program  nwnager  should  be 
responsible  for  selection  of  monitoring  sites, 
determining  location  of  monitoring  stations, 
obtaining  necessary  speed  measurement 
equipment,  scheduling  equipment 
installation,  scheduling  data  collection, 
managing  data  jnocessing  and  analysis,  and 
submission  of  required  data  and 
certifications.  For  the  field  opention,  a 
detailed  schedule  should  be  developed  that 
includes  as  a  minimum: 

•  Selection  and  location  of  stations; 

•  Date  of  permanent  station  installation; 

•  Date/timeof  equipment  setup  at  each 
location; 

•  Date/time  ofequiptnenttakedovm  at 
each  location; 

•  Travel  time; 

•  Makeup  time  for  equiproent  malfunction; 
bad  weather,  etc;  and 

•  Transfer  of  recorded  data  to  program 
manager. 

This  schedule  should  be  as  comprehensive 
as  possible  so  that  each  member  of  the  data 
collection  team  knows  what  woric  is 
expected.  This  schedule  should  be 
coordinated  with  district  or  local  engineers, 
and  law  enforcement  officials  so  that  data 
collection  does  not  ocau"  during 
construction/maintenance  activities  and 
periods  of  intensive  enforcement  that  might 
affect  vehicle  speeds. 

Selection  and  Location  of  Stations 

Selection  and  location  of  stations  should 
be  as  described  in  the  Speed  Sampling  and 
Analysis  Plan.  Once  sites  are  selected,  it 
must  be  determined  which  sites  will  be 
permanent  monitoring  stations  and  which 
ones  temporary.  Speed  monitoring  has  been 
underway  since  ihe  mid  lS70s  and  is 
currently  planned  to  extend  at  least  until  FY 
1997.  Thus,  it  may  be  cost  effective  to  install 
permanent  rnonitoring  stations. 

Installation  of  equipntent  at  monitoring 
Stations — Segments  which  will  have 
permanent  monitoring  statiooa  should  be 
surveyed  to  determine  the  optiiQum  place  far 
the  installation  of  the  monitoring  ttation.  The 
location  of  the  monitoring  station  should  be 
representative  of  typical  condltioas  on  the 
section.  Situations  to  be  avoided  are: 

•  Near  or  at  a  sharp  horizoatal  curve  with 
a  speed  advisory  plate  lesc  than  the  posted 
speed  limit 


•  Steep  grades  (i.e.  greater  than  4%) 

•  Within  1000  feet  of  a  signiflcant  at-grade 
intersection 

•  Within  1000  feet  of  an  exit  ramp  on 
entrance  ramp  of  an  interchange 

•  Anywitere  within  tlie  interchange 
(defiited  as  the  distance  from  the  beginning 
of  a  deceleration  lane  through  the  end  of  an 
acceleration  lane) 

•  Where  other  unusual  features  exist  that 
might  influence  vehicle  speeds  (e.g.  a  narrow 
bridge  or  railroMl  crossing) 

Temporary  monitoring  stations  should  be 
subjected  to  the  same  criteria  as  permanent 
stations.  In  this  case,  the  Held  crew  should 
drive  the  section  (a  minimum  of  twice)  to 
become  femiliar  with  its  characteristics  and 
to  identify  any  unusual  conditions,  in 
addition  to  those  mentioned  above,  and  any 
other  criteria  developed  by  the  program 
manager.  The  criteria  established  for  locating 
the  mcmitoring  station  should  be  carefully 
followed  since  feilure  to  do  so  may  yield  in 
speed  data  that  could  result  in  non- 
compliance due  to  data  error  and/or  non- 
comparability. 

Equipment  InstoUation  and  Data  Collectiom 

Twro  common  cat^ories  of  detectors  are 
available  to  be  placed  on  the  roadways  for 
speed  monitoring.  The  Tirst  is  the  standard 
loop  detector.  Loop  detectors  are 
permanently  placed  in  the  pavement.  The 
seomd  category  Includes  temporary  sensors 
(e.g.,  tape  switch,  cable  sensors)  and 
pneumatic  tubes.  These  sensors  must  be 
placed  on  the  pavement  just  before  the  start 
of  each  si>eed  monitoring  station.  Extreme 
care  is  needed  in  placing  the  cables  on  the 
pavement  since  all  traffic  in  one  direction 
must  be  stopped  to  place  the  temporary 
sensors  on  the  highway.  The  sensors  are 
attached  to  the  pavement  by  glue,  tape,  or 
both.  There  may  be  some  problems  installing 
the  sensors  during  wet  or  cool  weather.  Both 
types  of  sensors  perform  well  when  properly 
placed  on  the  highway.  However,  under 
heavy  traffic  conditions  temporary  sensors 
may  be  damaged. 

Data  recorders  can  be  placed  at  a  distance 
from  the  sensors  where  the  recorder  can  be 
secured.  The  deployment  of  the  data  recorder 
and  the  temporary  sensors  can  take  up  to  four 
hours  depending  on  traffic  and  weather 
conditions.  A  shorter  deployment  period 
would  be  needed  if  permanent  loop  detectors 
were  already  in  place. 

Review  High  way  Conditions 

Prior  to  goir>g  to  the  nxinitoring  site,  the 
State  should  check  with  district  and  local 
engineers  and  local  enforcement  offlcials  to 
determine  if  any  maintenance/construction 
and/or  enforcement  activities  are  present  or 
planned  for  the  site.  When  the  State 
personnel  arrive  at  the  designated  site,  they 
should  determine  the  suitability  of 
conditions  at  the  site.  Speed  monitoring 
should  not  be  attempted  under  the  following 
conditions: 

•  Extreme  weather  conditions  expactod 
during  the  next  24-hour  period  (severe 
rainstorms,  heavy  snow  accumulating  or  icy 
roadway); 

•  Presence  of  non-routine  eoforcsBMnt 
activity;  or 


•  Construction/maiirienance  activity  or 
other  disruptive  activities  which  affect  the 
speed  of  vehicles  passing  the  site. 

If  any  of  these  conditions  exist,  the  field 
personnel  should  immediately  contact  the 
program  manager  or  his/her  representative  so 
that  the  session  can  be  rescheduled. 

1.  Document  Speed  Monitoring  StatioB. 
The  field  data  collection  crew  document  the 
exact  location,  equipment  setup,  and 
equipment  used.  The  foUowiag  infarmatioB 
should  be  included  in  station  documentation: 
— Location  of  slla: 

— Station  number. 

— Session  number, 

— Equipment  used; 

— Field  data  coUectioa  crew  names; 

— ^Time  of  arrival  at  site; ' 

— Sketch  of  site  indicating 

a.  Location  of  speed  monitoring  aquipmeot 
(sensor,  recorder,  etc.) 

b.  Direction  of  traffic  monitored 

c  Geometries  of  highway  (lane,  width, 

shoulder  width,  etc.),  and 
d.  Other  physical  features; 
—Calibration  of  equipment  checklist 

completed  (check  manufacturer's 

literature);  and 
— Time  equipment  is  turned  on. 

Each  manuCKturer's  rannm  mended 
calibration  procedures  should  be  cnmpWled 
before  the  monitoring  session  begins.  Any 
discrepancy  should  be  repotted  to  the 
program  manager.  No  measurement  should 
be  taken  with  uncalibraled  equipment. 

2.  End  of  Session  Procedures.  When  the 
crew  first  arrives,  they  should  determine  if 
the  equipment  is  still  opeiatiag  and  run  all 
calibration  and  data  checks.  Any  temporary 
speed  monitoring  equipment  and  all  data 
recorders  should  be  removed  frtim  the  road 
and  stored. 

Scheduling  the  Data  Collection 

Data  collection  must  account  for  variations 
in  speed  by  the  hour  of  the  day,  day  of  the 
week,  and  time  of  the  year.  To  account  for 
the  houriy  variation,  all  data  collection 
sessions  should  be  24  hours  long.  At  all 
monitoring  stations,  one  session  of  data  will 
be  obtained  each  quarter.  All  sessions  should 
be  evenly  distributed  by  day  of  weeL  Data 
should  not  be  collected  on  any  monitoring 
station  more  than  once  on  any  day  of  the 
week  in  any  one  year. 

Procedures  for  Obtaining  and  Recording  Data 

Data  must  be  collected  at  each  monitoring 
station  to  allow  for  the  calculation  of  the 
following  statistics: 

•  At  monitoring  stations  on  highways 
posted  at  5S  mph: 

— Percent  of  vehicles  exoeediiig  55  nph. 
— Percent  of  vehicles  exceeding  60  mpb. 
— Percent  of  vehicles  exceeding  65  mph. 
— Percent  of  vehicles  exceeding  70  mph.  and 
— Percent  of  vehicles  exceeding  75  mph. 

•  At  monitoring  stations  on  freeways 
posted  at  65  mph: 

— Percent  of  vehicles  exceeding  65  mph. 
— Percent  of  vehicles  exceeding  70  mph. 
— Percent  of  vehicles  exceeding  75  mph, 
— Percent  of  vehldes  exceeding  80  mph.  and 
— Percent  of  vehicles  exceeding  85  mph. 

•  The  mmaber  of  vehidas  observed. 
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measxirad  during  th«  four  monitoring 
sossion*. 

The  percentage  of  vehicles  exceeding  70 
mph  is  derived  simply  by  multiplying  the 
proportion  by  100.  For  example: 


LocaMow  nuinber 


Number  of  Total  Miii- 
''eNcies  ax-  riM  m^i 
e«*j70      «*»JS^ 


1  . 

2  . 

3 

4. 


2.036 
X473 
3JB16 
3^229 


8.786 
11.87S 
12.428 
11.064 


ToW. 


13.254 


45.154 


To  detennina  the  above  ttatistics,  each 
monitoring  statioa  must  record  a  count  of  all 
vehicles  and  the  speed  of  all  vehicles  that 
pass  by  the  mooitorlng  station  in  each  24- 
hour  mooitorlng  period. 

Information  on  more  categories  of  "percent 
exceeding"  than  is  specified  in  the 
compliance  fonnula  is  required  to  allow  for 
the  single  adtustment  to  take  into  account 
potential  error  sourcas  and  to  gather 
information  on  percent  exceeding  speed 
limit 
Data  Analysis  and  Sample  Design  Evaluation 

This  section  describes  the  procedures  to  be 
used  in  analyzing  speed  monitoring  data.  The 
main  objective  is  to  develop  standard 
procedures  applicable  to  all  States.  This 
section  is  divided  into  two  parts: 

•  CompuUtion  of  statistics  related  to  the 
percentage  of  vehicles  exceeding  55  mph.  60 
mph.  65  mph.  70  mph.  75  mph.  80  mph.  and 
85  mph. 

•  Calculation  of  ComplUince  Score 

Computation  ofStatisHa 

For  monitoring  stations  on  freeways  and 
nonfireeways  posted  at  55  mph.  it  is 
necessary  to  compute  the  percentage  of 
vehicles  exceeding  55  mph.  60  mph.  65  mph. 
70  mph.  and  75  mph.  For  monitoring  stations 
on  firee«rays  posted  at  65  mph.  it  is  necessary 
to  compute  the  percentage  of  vehicles 
exceeding  65  mph.  70  mph,  75  mph.  80  mph. 
and  85  mph. 

The  daU  in  each  category  is  then  adjusted 
to  account  for  the  various  errors  inherent  in 
the  process.  As  under  the  old  program  (FY 
1961  to  FY  1993).  a  single  adjustment  will  be 
used  to  take  into  account  the  potential  error 
sources.  The  single  adjustment  formula  is: 

"=•    ;  3  ■■  _.;; 8.410       35.831 

*  4 18.374      61.143 

5  ;...." 14.291      48.784 

^aen:  .^oW 68.848  247.461 

A=the  percent  of  vehicles  exceeding  x  mph        ^ 

B=tl»e  percent  of  vehicles  exceeding  x-f  5  Percentage  Exceeding  70  mph  for  Freeways 

mph.  and  Posted  at  65  mph: 

H«The  percent  exceeding  x  mph  after 
adjustment 
The  adjusted  percentages  are  then  inserted  . .,  «     n  ^  ■«  o     5  \ 

mto  the  compliance  formula  and  the  State's  jf-    ^•^°  •  " — ^^  :  •". 

compliance^ score  is  calculated.  The  2 

follo%ving  examples  demonstrates  these 
calculations.  Part  3Single  Adjustment 

This  adjustment  Is  to  be  taken  for  each  of 
the  nine  percentages  exceeding  that  go  into 
base  compliance  score.  Using  the  following 


Percentage  Exceeding  70  mph  for  Location 
Numbcirl: 


100  (^i^-llj)  =29.4 
45, 154 

Part  2— Percent  Exceeding  for  One  Highway 
Category 

The  percentage  exceeding  70  mph  for  each 
highway  category  is  derived  by  summing  the 
number  of  vehicles  exceeding  70  mph  for  all 
the  monitoring  stations  within  the  highway 
category,  dividing  this  sum  by  the  total 
number  of  vehicles  measured  in  the  highway 
category,  and  multiplying  the  result  by  100. 

Freeways  Posted  at  65  mph 


Location  number 


NuntMTOt 

veMctes  ex- 
ceeding 70 
mpn 


ToWvahi- 
des  meas- 
ured 


Example 


Part  J — Percent  Exceeding  at  One  Station 

The  first  two  parts  presenU  a  computation 
of  statistics  on  the  percentage  of  vehicles 
exceeding  70  mph  on  freeways  posted  at  ob 
mph.  The  same  procedure  is  to  be  used  to 
calculate  the  percentage  of  vehicles 
exceeding  55  mph.  60  mph.  65  mph.  70  mph. 
and  75  mph  on  highways  posted  at  55  mph. 
and  the  percent  of  vehicles  exceeding  65 
mph.  70  mph.  75  mph.  80  mph.  and  85  mph 
on  freeways  posted  at  65  mph. 

For  example,  a  monitoring  station  on  a  65 
mph  highway,  the  proportion  of  vehicles 
exceeding  70  mph  is  computed  by  dividing 
the  number  of  vehicles  traveling  in  excess  of 
70  mph  by  the  total  number  of  vehicles 


percentages: 

•»»  c  «M*.Mn»  exceeding  60  mph  on  55  mph 

freeways 
19.0  percent  exceeding  65  mph  on  55  mph 

freeways 
calculate  the  adjusted  percent  exceeding  60 
mph  on  55  mph  freeways: 

(38.04^19.5) 


K-28.6.  the  adjusted  percent  exceeding  60 
mph  on  55  mph  freeways. 


Part  4 — Calculation  of  Compliance  Score 

Assume  a  Sute  with  all  three  highway 
categories  has  collected  the  following  data: 
38.5  percent  exceeding  60  mph  on  55  mph 

freeways 
19.0  percent  exceeding  65  mph  on  55  mph 

freeways 
9.1  percent  exceeding  70  mph  on  55  mph 

freeways 
1.5  percent  exceeding  75  mph  on  55  mph   - 

leeways 
28.2  percent  exceeding  70  mph  on  65  mph 

freeways 
10.2  percent  exceeding  75  mph  on  65  mph 

freeways 
3.3  percent  exceeding  60  mph  on  65  mph 

freeways 
a9  percent  exceeding  85  mph  on  65  mph 

freeways 

27.0  percent  exceeding  60  mph  on  55  mph 
nonfreeways 

12.5  percent  exceeding  65  mph  on  55  mph 

nonfireeways 
4.9  percent  exceeding  70  mph  on  55  mph 

nonfreeways 
0.5  percent  exceeding  75  mph  on  55  mph 

nonfreeways 

Applying  the  single  adjustment  to  these 
figures  yield: 
28.8  percent  exceeding  60  mph  on  55  mph 

freeways 

14.1  percent  exceeding  65  mph  on  55  mph 
freeways  J 

5.3  percent  exceeding  70  mph  on  55  mph 
freeways 

19.2  percent  exceeding  70  mph  on  65  mph 
freeways 

6.8  percent  exceeding  75  mph  on  65  mph 

freeways 
2.1  percent  exceeding  80  mph  on  65  mph 

freeways 
19.8  percent  exceeding  60  mph  on  55  mph 

nonfreeways 
8.7  percent  exceeding  65  mph  on  55  mph 

nonfreeways 
2.7  percent  exceeding  70  mph  on  55  mph 
nonfreeways 

These  adjusted  percent  exceeding  figures 
are  used  to  calculate  the  compliance  score  as 
follows: 

Compliance  Score* 
(1.055x28.8  percent  exceeding  60  mph  on  55 

mph  freeways) 
♦{1.115x14.1  percent  exceeding  65  mph  oa 

55  mph  freeways) 
♦(1.180x5.3  percent  exceeding  70  mph  on  55 

mph  freeways) 
■♦■(1.354x19.2  percent  exceeding  70  mph  on 

65  mph  freeways) 
■^(1.434x6.8  percent  exceeding  75  mph  on  65 

mph  freeways) 
■►(1. 520x2.1  percent  exceeding  80  mph  on  65 

mph  freeways) 
■K2.659X19.8  percent  exceeding  60  mph  on 

^■i  mph  nonfreeways) 
■f(2.811x8.7  percent  exceeding  65  mph  on  55 

mph  nonfreeways) 
■♦(2.974x2.7  percent  exceeding  70  mph  on  55 
mph  nonfreeways) 
This  calculation,  without  the  verbiage.  Is: 

Compliance  score* 
(1.055x28.8)^{1.115xl4.1)^(1.ieOx5J) 
♦(1.354x1 9.2)+<1.432x6.8)+(1.520x2.1) 
♦(  2.659x1  fl.8)4^2.Bllx8.7)^(2.974x2.7) 

The  sum  of  this  multiplication- 
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30.87^15.7246.25 
■f26.0(H9.754^3.19 
•fS2.65424.4648.03 
The  final  8Core=176.9 
Reporting  Results 

Sununary  speed  statistics  firom  each  State's 
monitoring  program  are  required  to  be 
submitted  to  the  FHWA  as  part  of  the  annual 
certification  of  NMSL  enforcement.  In 
addition,  the  current  practice  of  submitting 
quarterly  reports  showing  results  of  speed 
monitoring  during  the  previous  3-month 
period  will  continue.  The  FHWA  Speed 
Simunary  Refxirt  form  is  to  be  used  for 
reporting  both  annual  and  quarterly  speed 
summary  data.  The  compliance  score  is  to  be 
calculated  on  the  Speed  Summary  Report 
form.  In  the  annual  certification,  the 
following  data  must  be  reported: 

•  For  freeways  and  nonfreeways  posted  at 
55  mph: 

— Percent  of  vehicles  exceeding  55  mph, 
— Percent  of  vehicles  exceeding  60  mph. 
— Percent  of  vehicles  exceeding  65  mph, 
— Percent  of  vehicles  exceeding  70  mph,  and 
— Percent  of  vehicles  exceeding  75  mph. 

•  For  freeways  posted  at  65  mph: 

— Percent  of  vehicles  exceeding  65  mph, 
— Percent  of  vehicles  exceeding  70  mph, 
— Percent  of  vehicles  exceeding  75  mph, 
— Percent  of  vehicles  exceeding  80  mph,  and 


— Percent  of  vehicles  exceeding  85  mph. 

•  In  addition  to  the  above,  the  following 
must  be  determined  for  each  highway 
category: 

— Highway  mileage  posted  at  the  NMSL, 
— Number  of  vehicles  observed, 
— Number  of  monitoring  locations,  and 
— Number  of  monitoring  sessions. 

Data  on  freeways  posted  at  55  mph  and 
nonfreeways  posted  at  55  mph  must  be 
reported  separately. 

The  data  must  be  reported  to  the  following 
precision: 

•  Number  of  Miles — ^Tenth  of  a  Mile. 

•  Number  of  Vehicles  Observed — Exact 
Number  of  Vehicles. 

•  Ntmiber  of  Locations — Exact  Number  of 
Locations. 

•  Number  of  Sessions — Exact  Number  of 
Sessions. 

•  Percent  Exceeding  55  mph — ^Tenthofa 
Percent. 

•  Percent  Exceeding  60  mph — ^Tenih  of  a 
Percent. 

•  Percent  Exceeding  65  mph — Tenth  of  a 
Percent. 

•  Percent  Exceeding  70  mph — ^Tenthofa 
Percent. 

•  Percent  Exceeding  75  mph — ^Tenthofa 
Percent. 

•  Percent  Exceeding  80  mph — ^Tenth  of  a 
Percent. 


•  Percent  Exceeding  85  mph — ^Tenth  of  a 
Percent. 

•  Compliance  Score — ^1  Decimal  Place. 
In  addition,  a  distribution  of  vehicle 

speeds  shall  be  reported  for  each  highway 
category.  The  following  categories  shall  be 
used  in  the  reporting  of  the  distribution  of 
vehicle  speeds: 

•  Number  of  vehicles  at  30  mph  and 
below; 

•  Number  of  vehicles  from  31  to  35  mph; 

•  Number  of  vehicles  from  36  to  40  mph; 

•  Number  of  vehicles  from  41  to  45  mph; 

•  Number  of  vehicles  from  46  to  50  mph; 

•  Number  of  vehicles  from  51  to  55  mph; 

•  Number  of  vehicles  from  56  to  60  mph; 

•  Number  of  vehicles  from  61  to  65  mph; 

•  Number  of  vehicles  from  66  to  70  mph; 

•  Number  of  vehicles  from  71  to  75  mph; 

•  Number  of  vehicles  from  76  to  80  mph; 

•  Number  of  vehicles  from  81  to  85  mph; 
and, 

•  Number  of  vehicles  at  86  mph  and 
above. 

These  data  should  be  reported  on  a 
formatted  computer  diA  which  will  be 
provided  to  each  State  by  the  Division  office. 


SPEED  SUMMARY  REPORT 
ISand  quartsriy  raport  to  oHlce  of  Highway  Mormation  Managemant  HPM-aO] 
(Sand  annuai  report  to  OHica  of  Higrnray  Safaty  HHS-321 
IQuartarty  report  annual  report  (ClrclaOnaHquartaf  of  yaar 


J 


FiMiMya  poaM  al  5S  mjph  . 


rreaw^apoaladte6iwph  — 
Moo-fcaawaiyapoaladatSSwph 


No.  of 


No.  ofvaN- 
ctaaob- 
aarvad 


No.oftoca- 


No.of 


Parcant  enaeding 


SSmpti 


xxxx 


SOmph 


XXXX 


esmph 


TOmph 


75mph 


aomph 


XXXX 


xxxx 


85mp»i 


XXXX 


XXXX 


XXXX-OMiNitoba 


3 
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• 

CALCUtAI 
{Sand  annual  fop 
(Annual  Report- 

nON  OF  COMPLIANCE  SCORE 

oil  to  Omca  of  Highway  Safely  HHS-32] 

■Year                     State                     1 

HiQhvMiy  cttflQOfy 

A4u8tadpefcenle)cceedto«o 

eomph 

6Smph 

TOmph 

rsmph 

aomph 

Freeways  Posted  al  55  MPH 

XXXX 

XXXX 

Frea«wy«  poctad  at  66  MPH 

xxxx 

XXXX 

Non-ffeaways  posted  al  96  MPH „...„_ — ... 

• — 

• 

xxxx 

XXXX 

XXXXX— (Mi  IM  10  to  NpoMtf 


Computation  of  Compliance  Score: 
Percent  Exceeding  60  mph  on  55  mph 

Freeways: . times 

1.055« . 

Percent  Exceeding  65  mph  on  55  mph 

Freeways: .^__times 

1.1 15» . 

Percent  Exceeding  70  mph  on  55  mph 

Freeways:  ■ times 

1.180= . 


Percent  Exceeding  70  mph  on  65  mph 

Freeways: . ^times 

t.354» . 

Percent  Exceeding  75  mph  on  65  mph 

Freeways: . times 

1.434= . 

Percent  Exceeding  80  mph  on  65  mph 

Freeways: . times 

1.520= . 

Percent  Exceeding  60  mph  on  55  mph  Non- 
Freeways:  . times 

2.659= . 


Percent  Exceeding  65  mph  on  55  mph  Non- 
Freeways:  . times 

2.811= . 

Percent  Exceeding  70  mph  on  55  mph  Non- 
Freeways:  . times 

3.974= . 

Adjusted  Compliance  Sane  (sum  of  the 
scores  for  the  nine  highway  categories) 


DiSTRIBUtlON  OF  VEHICLE  SPEEDS 

(Send  quailarty  report  to  Office  of  Highway  Inlonnation  Statistics  HPM-30.  send  annual  report  to  Office  of  Highway  Safety  HHS-32) 

(Quarterly  Report   Annual  Report  (drda  one)— Quarter  or  Year State ) 


NumlMr  d  vshides  measured 

Recorded  speeds 

Freeways  posted  al  65  mph 

Freeways  Posted  al  65 
mph 

Non^raaways  Posted  al 
66  mph 

Rt 

RO 

M 

UO 

Rl 

RO 

Rural 

Urban 

30  MPH  and  Below. 

31  to  36  MPH. 

36  to  40  MPH. 

4110  45  MPH. 

46  to  SO  MPH. 

51  to  56  MPH. 

56I0  60MPK 

61  to  66  MPH. 

66  to  70  MPH. 

71  to  75  MPH. 

76  to  80  MPH. 

81  to  85  MPH. 

86  MPH  and  Above. 

• 

RMIural  MwsMM.  RO-ftursI  Oaar.  Ul-Uibwt  MmMM.  U0-<M«t  OMr. 


Tibb4 

Table  of  Random  Numbers 

This  table  contains  2800  five-digit  numbers 
organized  in  200  rows  by  14  columns. 
Nimibers  from  this  table  may  be  selected  by 
any  random  procedure.  The  procedure 
presented  heire  consists  of  five  steps: 

1.  Decide  upon  some  arbitrary  scheme  of 
selecting  the  starting  point  (row,  column) 
from  the  table.  One  method  is  to  ask  a  person 
to  select  a  number  between  1  and  14.  This 
will  be  the  column  number.  Tben  ask  a 
second  person  to  select  a  number  betMreen  1 


and  200.  Tliis  will  be  the  row  number.  You 
liave  now  selected  a  point  (number)  to  start 
in  the  table. 

2.  Assign  numbers  1  to  99.999  to  all  items 
(highway  sections  within  a  highway 
category)  in  the  population  from  which  the 
random  selection  will  be  made. 

3.  Decide  upon  some  arbitrary  scheme  of 
selecting  positional  digits  for  each  number 
chosen.  If  500  is  the  highest  sequence 
number  used,  you  may  decide  to  use  the  first, 
third,  and  fourth  digit  of  each  entry  selected, 
and  as  a  consequence  a  three-digit  number  is 
created  from  each  entry  choice. 


4.  If  the  number  selected  from  the  random 
number  table  is  less  than  the  highest 
sequence  number,  one  item  has  been  selected 
from  your  population.  If  a  number  selected 

is  greater  than  the  highest  sequence  number 
or  is  a  repeat  of  a  number  already  selected, 
it  should  be  passed  over  and  the  next  number 
selected  used.  This  process  should  continue 
until  the  desired  number  of  random  numbers 
have  been  selected. 

5.  A  method  should  be  designed  to 
progress  through  the  random  number  table 
from  the  starting  point.  Any  method  can  be 
used,  but  you  should  decide  before  the 


aoa 
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random  numbers  are  selected  One  method  is 
to  read  down  the  column  as  far  as  you  can. 
Then  select  one  of  the  columns  on  either  side 
and  read  up  the  next  column.  Continue  this 
process  until  the  desired  number  of  random 
numbers  has  been  selected. 

The  feUowing  is  an  aianple  tkal  ptite  lUa 
procedure  into  practice 

Example 

Tbe  problem  is  to  fsadomly  select  tO 
highway  aegifteats  to  be  monitored  from  a 
population  of  500  segments. 

•  Select  starting  point  in  the  Random 
Number  Table. 

a.  Person  one  selected  a  number  between 
1  and  14.  7. 

b.  Person  two  setectod  a  number  between 
1  and  200. 3. 


•  TberaCora.  tba  starting  point  selected  is 
row  3.  column  7,  random  number  15179. 

•  Assign  number  to  highway  segment 
population  1  to  SOO. 

•  Selection  of  Position  of  Digits. 

a.  Since  the  highest  sequence  number  is 
500.  three  digits  should  be  selected. 

b.  The  firat  three  digits  from  the  random 
number  table  will  be  used  to  construct  the 
midom  number. 

•  The  highest  number  that  can  be  used  is 
500.  therefore,  a  number  greater  than  500  will 
be  pnsed  over.  If  the  number  000  repmsents 
1,000,  and  if  it  is  encountered  it  will  not  be 
used  as  it  is  greater  than  500. 

•  If  a  number  appears  more  than  once  in 

a  selection,  it  wilt  not  be  selected  the  second 
time  (or  third  time,  fourth  time,  etc.). 

•  Selection  of  Random  Numbers 


a.  The  progress  through  the  random 
number  table  will  be  down  the  columns 
selected  and  up  one  of  the  colunms  on  either 
side  of  the  column  used  before. 

b.  Locate  starting  point  row  3,  column  7. 

c.  The  tint  rmdanly  selected  number 
using  the  position  of  the  digits  in  step  3  is 
151.  The  next  number  is  394  (row  4.  column 
7).  The  next  number,  604  Crow  5,  column  TJ. 
will  not  be  used  as  it  is  greater  than  500. 
Continue  do%vn  the  column  selecting  only 
numbers  that  ara  less  than  or  equal  to  SOO. 

This  process  continues  until  all  ten 
numbers  have  been  selected.  The  result  is  the 
ten  randomly  selected  highway  segments 
listed  below: 

151.  394.  IW.  388.  383.  475. 185.  458,  328. 
and  379. 


FlANDOM  Number  Table 


t874« 
58646 

9232S 


3i 

(14i 

291 

90700 

ei5 

99505 

348 

58629 

758 

16379 

263 

54613 

394 

42880 

634 

12952 

fiO« 

32307 

.585 

56941 

1603 

•4962 

610 

78186 

1703 

90322 

1613 

74952 

1975 

89866 

1551 

90707 

i601 

40719 

>944 

55157 

"747 

•4861 

357W 
58104 

seaia 

22861 
18510 
94953 
96729 
26089 
9B2S9 
90449 
69618 
768M 
88006 
4e90t 
03547 
88090 

Taut 
4gy»4 

87338 
20468 
18062 
46708 
88348 
86794 
97188 
59583 
4»S4« 
51800 
•r788 
9077 


8*262 


18746 
58646 

92325 
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Random  Number  Table— Continued 


UwAooL 

(1) 

(2) 

(3) 

m 

(5) 

m 

(n 

m 

P) 

(10) 

(11) 

<«) 

(13) 

(14) 

80 

78919 

19474 

23632 

27889 

47914 

02564 

37680 

20801 

72152 

39336 

34606 

08930 

85001 

07820 

St 

03*31 
M428 

33300 

57047 
43872 

74211 
10119 

63445 
88tf7 

17361 
15065 

82826 
52872 

30906 

05607 
73144 

91264 
86662 

68833 
88970 

25570 
74492 

36616 
51805 

6?   _ ,.      , , 

33278 

99378 

*»   ,    ,  , 

008O9 

•5452 

82848 

46454 

00552 

86815 

10553 

51125 

79375 

97596 

16296 

16834 

64 _ 

42238 

12426 

87025 

14267 

20078 

O4S08 

64S35 

31355 

88064 

29472 

47688 

05974 

52466 

66  .. .- 

66   . 

16IS3 
214S7 

OBOor 

40742 

2K04 
29820 

41744 
•8783 

81858 
28400 

65642 
21840 

74240 
16035 

96302 

34537 

00033 
33310 

67107 
06116 

77510 

95240 

70625 
15957 

26725 
16572 

34101 
06004 

ft7 

21661 

SMQ2 

89728 

17937 

37621 

47075 

42080 

97403 

48626 

68696 

43605 

33366 

21907 

HA ,,,. 

SS6t2 

83197 

33732 

06810 

24813 

86802 

nm 

03264 

88525 

42786 

06269 

02532 

69 

44667 

6fttt 

98324 

51261 

84463 

60563 

79312 

994S4 

68676 

25471 

93811 

25650 

12682 

73572 

70  _ 

91340 

84979 

46048 

81973 

37949 

61023 

43087 

tS2<3 

80644 

43842 

88203 

71795 

90533 

50501 

71   ,       

91227 

9UU0t 
66390 

21199 
38140 
05224 

31936 
06321 
72958 

27022 
19934 
28609 

84067 
72163 
81406 

05462 

00538 
39147 

35216 
12151 
25549 

14486 

29091 
91903 
42627 

68607 
18749 
45233 

41867 
34405 
57202 

14951 

91696 

82790 
23772 

85065 

72 

7-1                       

70925 
07896 

48542 

94617 

74   ,   •,  , .  ,  , 

27504 

96131 

83944 

41575 

10573 

00619 

64482 

73823 

36152 

05184 

94142 

25299 

84387 

34925 

37 168 

94651 

39117 

89632 

00959 

16487 

65536 

49071 

39782 

17095 

02330 

74301 

00275 

48200 

76 

11506 

70225 

51111 

38351 

19444 

66499 

71»45 

05422 

13442 

78675 

84061 

66938 

93654 

59894 

77 

37449 

30362 

06694 

54690 

04052 

531 15 

62757 

95348 

78662 

11163 

81651 

50245 

34971 

52924 

78 _,. 

46515 

70331 

85622 

38329 

57015 

15765 

97181 

17868 

45349 

61796 

66346 

81073 

49106 

79860 

73   

30986 

81223 

42416 

58353 

21S32 

30502 

32305 

86482 

05174 

07901 

54339 

58861 

74818 

46942 

flO 

63796 

64965 

46563 

09765 

44180 

78128 

83991 

42865 

92520 

83531 

80377 

35909 

81250 

54238 

fli   .          

82486 

84846 

99254 

67632 

43218 

50076 

21361 

64816 

51202 

88124 

41870 

52689 

51275 

63556 

R?   

21865 

32906 

92431 

09060 

64297 

51674 

64126 

62570 

26123 

05155 

59194 

52799 

28225 

85782 

m     

60336 
43937 

96782 
46691 

07406 
24010 

53458 
25660 

13S64 
86355 

59089 

33941 

26445 

25786 

29789 
54990 

82505 
71899 

41001 
15475 

12535 
95434 

12133 
98227 

14645 
21624 

23541 

a4  

19585 

«5  , _ 

97656 

63175 

893CS 

16275 

07100 

92063 

21942 

16611 

43748 

20203 

18534 

03862 

78096 

50136 

86   .  ., .;. ,  , 

03298 

01221 

05416 

38962 

55758 

92237 

26759 

86367 

21216 

98442 

08303 

56613 

91511 

75928 

B7   _ 

79626 

06466 

03574 

17668 

07785 

76020 

79924 

25651 

83325 

88428 

85076 

72811 

22717 

50585 

fls         ,  ■,,' 

85636 

68335 

47539 

03129 

65651 

11977 

02610 

26113 

99447 

68645 

34327 

15152 

55230 

93448 

HQ             

16039 
06362 

U367 
15656 

61337 
60627 

06177 
36478 

12143 
65648 

46609 
16764 

32989 
53412 

74014 
09013 

64708 
07832 

00533 
41574 

35398 
17639 

58408 
82163 

13261 
60859 

47908 

90 

75S67 

91 _... 

79556 

29068 

04  M2 

16266 

15367 

12856 

66227 

38358 

22478 

73373 

88732 

09443 

82558 

06250 

i» 

92606 
23982 

82674 
25635 

27072 
40056 

32534 
67006 

17075 
12263 

27666 
02753 

96204 
14827 

63863 

11951 
35071 

34648 

99704 

88022 
37543 

56148 
11601 

34925 
35503 

57031 

93 _ 

22236 

86171 

»4 

09915 

96306 

05906 

97901 

26395 

14166 

00621 

80703 

70426 

75647 

76310 

88717 

37890 

40120 

9s  ■;..,. 

S0937 

33300 

26695 

62247 

60927 

76123 

S0642 

43834 

86654 

70959 

79725 

93872 

28117 

19233 

96   

42488 
46764 

76077 
86273 

69662 
63003 

61657 
93017 

34136 
31204 

79180 
36692 

97526 

40202 

43092 
36275 

04096 
5rj06 

73571 
55543 

80799 
53203 

76536 
16098 

71255 
47625 

64230 

97 

68684 

9a 

03237 

46430 

55417 

63262 

90616 

173«9 

88298 

90183 

36600 

78406 

06216 

95787 

42579 

90730 

99   .    ,  , 

86591 

81462 

52667 

61563 

14972 

90053 

89534 

76036 

49199 

43716 

97548 

04379 

46370 

28672 

ino  ,        ,  .  

38534 

01715 

94964 

87286 

65680 

43772 

30560 

12916 

86537 

52738 

19636 

51132 

25739 

56947 

101      

13264 
21224 

99052 

16834 
00370 
47867 

74151 
30420 
81085 

92027 
03683 
648^ 
38452 
37867 
01929 
59611 
72417 
11900 
87365 
20673 

24670 
96648 
66279 

36665 

89428 
80432 

00770 
41563 
657S3 

22878 

17564 
83287 

021791 

27395 

34142 

51602 
63904 
13241 

07270 
41548 
30590 

76517 
49197 
97760 

97275 
82277 
35848 

45960 

if» 

24120 

103 _.. 

91983 

104 

00199 
60578 
a2V40 
97456 
35249 
38960 
10750 
36247 

50993 
06463 
18312 
14229 
38646 
46600 
52745 
27850 

98603 
28/33 
17441 
12063 
34475 
11758 
38749 
73958 

87890 
07936 
18163 
32249 
60S14 
46743 
58959 
37800 

94624 
96710 
69201 
90466 
69257 
27860 
53731 
63835 

66721 
31211 

rwi6 

12489 
77940 
69295 
71051 

57404 
27186 
54266 
19356 
51924 
39296 
59062 
84724 

67501 
31237 
38296 
02591 
86871 
97838 
39404 
S2492 

77636 
80612 
37318 
54263 
92446 
95145 
13196 
22342 

44331 
44488 
65724 
88449 
36607 
32378 
59960 
78071 

11257 
97819 
90401 
01912 
11458 
68036 
70408 
17456 

71131 
70401 
79017 
07436 
30440 
89351 
?9fl12 
96104 

110SO 

If**!                       ,  ,   , 

95410 

lOfi      , 

62077 

107 

50813 

loa 

52S30 

109  ,       

37006 

110  .         

83126 

Ill  .        ,  .      

18327 

11?  , 

70994 
99638 
72055 
24038 
74976 
35553 

66886 
94702 
15774 
65541 
14631 
71628 

99744 
11463 
43857 
85786 
35806 
70189 

72438 
18148 
99605 
RV«5 
26221 
26436 

01174 
81366 
10419 
388% 

39470 
63407 

42159 
80431 
7(i9;W 
5S399 
91548 
91178 

11392 
90628 
25993 
13790 
12854 
90348 

20724 

52506 
03544 
35112 
30166 
55360 

54322 
02016 
21560 
01324 
09073 
80392 

36923 
66151 
63471 
39520 
75887 
41012 

70009 
88598 
43969 
76210 
36782 
36270 

23233 
47821 
90770 
22467 
00268 
77786 

65<38 
00265 
22965 
83275 
97121 
89578 

50685 

iin  ,       

8252S 

114  ..  .     

44247 

115  ,      

32208 

lis 

57676 

117 _ 

21060 

11«  . 

35676 
74815 
45246 

12797 
67523 
68048 

51434 
72S85 
65173 

82976 
23183 

50989 

42010 

02446 
91060 

26344 
63584 
89894 

92920 
98924 

36063 

92155 
20633 

32819 

58807 
58842 

68556 

54644 

85961 
99221 

sawi 

07648 
49475 

95331 
70164 
50568 

78629 
34994 
34698 

73344 

119          

67862 

1?0 

71800 

121  _.. 

76509 

47069 

86378 

41797 

11910 

49672 

88575 

97966 

32466 

10083 

54728 

81972 

56975 

30761 

122 „ 

19689 

90332 

04315 

21358 

97248 

11188 

39062 

63312 

52496 

07349 

79178 

33692 

57352 

72862 

123 . „„.„„ 

42751 

35318 

97513 

61537 

54955 

08159 

00337 

80778 

27507 

95478 

2I2S2 

12746 

37554 

97775 

124 ;. 

11946 

22681 

45045 

13964 

57517 

59419 

58045 

44067 

58716 

58840 

45557 

96345 

33271 

53464 

125 

96518 

46688 

20996 

11090 

48396 

57177 

83867 

66464 

14342 

21545 

46717 

72364 

86954 

55580 

126 

35726 
39737 

58643 
42750 

76869 
48968 

64622 
70536 

39098 
84864 

3fiOaT 
64952 

72505 
38404 

92265 
94317 

23107 
65402 

60278 
13589 

05822 
01055 

46760 
79044 

44294 
19308 

07672 

127 

83623 

128 

97025 

66492 

56177 

04049 

80312 

48028 

26408 

43591 

75526 

65341 

49044 

95495 

81256 

53214 

129 

62814 

08075 

09788 

56350 

76787 

51591 

54509 

49295 

atrJO 

59860 

30883 

69660 

96142 

18354 

130 ; _.... 

25578 

22950 

15227 

83291 

41737 

79599 

96191 

71845 

86899 

70694 

24290 

01551 

80092 

82118 

131  ..„ 

68763 

69576 

88991 

49662 

46704 

63362 

56625 

00481 

73323 

91427 

15264 

06969 

67048 

54149 

132 _ _ 

17900 

00613 

64361 

60726 

88974 

61005 

99709 

30666 

26451 

11528 

44323 

34778 

60342 

60388 

133 _..._ 

71944 

60227 

63561 

71109 

05624 

43836 

58254 

26160 

32116 

63403 

35404 

57146 

10909 

07346 

134 _ 

54684 

93691 

85132 

64399 

29182 

44324 

14491 

55226 

78793 

34107 

30374 

48429 

51376 

09559 

135 _ _ 

25946 

27623 

11258 

65204 

52832 

50880 

22273 

05554 

99521 

73791 

85744 

29276 

70326 

60251 

irifi       

01353 
99083 

39318 
88191 

44961 
27662 

44972 
99113 

91766 
67174 

90262 
35571 

56073 

06606 
13951 

51826 
71057 

16893 
53961 

83448 
61448 

31915 
74909 

97764 
07322 

75091 

137 

80960 

ViMJU^ 

138.. _ _ _ - 

52021 

45406 

37945 

75234 

24327 

86978 

22644 

87779 

23753 

99926 

63898 

,54886 

18051 

96314 

139 ™  .   „.        „ 

78755 
25282 

47744 
69106 

43776 
59180 

83098 
16257 

03225 
22810 

14281 
43609 

83637 
12224 

55964 
25643 

13300 
89884 

52212 
31149 

58781 
85423 

\l4905 
32561 

46502 
34374 

04472 

140 

70673 

UMI 
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141  . 
142. 
143. 

144. 


146  « 


146. 


147. 

Me. 

146. 
150. 


151  . 
152. 


153... 
154... 
155... 
156... 


isr. 

156. 


ite. 


160  .._ 

161 

162™.. 
163  __ 


164  ._ 

165  ._ 
166... 


167  .„ 
166.- 
169... 
170... 

171  ... 

172  ._ 

173  „ 

174  .« 
175 -. 

176  ._ 

177  ._ 
178 ... 
179... 
160.- 


181  ... 
162... 
163... 
184  .„ 
185... 
186... 

187  _ 

188  .„ 
186.. 
190... 
191  ... 
192... 
193- 


Random  Number  Table— Ckxitinued 


Una^ooL 


(1) 


194™. 

195  ..„ 

196  „ 


197. 
196. 


199. 


200. 


11959 
11644 
06307 
76285 
55322 


78017 
44768 
25100 
83612 
41347 
36128 
60050 
90524 
49697 
18494 
65373 
40653 


(2) 


51638 

69742 

58012 

18348 

59614 

75688 

13941 

96656 

03363 

70366 

47870 

79504 

46967 

14558 

12440 

32293 

10640 

47615 

16948 

21258 

15072 

99154 

08759 

67323 

06255 

36304 

16664 

18745 

72934 

17626 

27117 

93995 

67392 

04910 

81453 

19480 

21456 

89406 

09866 

86541 

10414 

49942 

23995 


(3) 


94202 

13792 

97912 

75714 

07569 

90026 

43342 

19336 

46623 

81666 

61178 

00455 

17320 

18278 

99209 

72964 

12843 

22238 

99303 

74072 

19655 

00193 

28630 

77802 

86420 

82042 

06390 

36605 

77806 

74641 

50769 

25057 

29938 

21875 

23169 

11128 

61092 

48853 

57412 

61069 

57839 

13986 

74712 

67429 

32031 

40066 

02944 

61389 

18678 

89421 

12261 

20283 

75790 

13162 

20912 

07414 

24681 

96041 

06683 

68882 


02743 

98190 

68110 

89585 

39600 

90220 

20696 

14605 

62876 

82961 

75096 

73254 

29632 

67160 

61060 

30171 

04213 

56344 

62578 

67488 

42867 

58064 

39210 

69101 

96475 

15042 

69155 

12927 

22761 

50923 

35444 

01132 

66663 

72462 

39571 

71624 

66634 

15178 

09856 

23706 

61114 

84834 

00374 

66612 

35303 


W 


20910 
50967 
90012 
09623 
37566 
79929 
46539 
74606 
46188 
55977 
23421 
06205 
41479 
42291 


86647 
01424 
59812 
99296 

60666 
92503 
26331 
88603 


(5) 


85197 

60413 

13609 

96067 

96116 

39406 

19488 

37741 

70925 

44587 

83575 

74580 

06279 

29086 

52897 

70061 

66456 

14549 

25496 

16043 

30518 

15339 

59030 

36611 

10497 

77961 

56872 

72754 

70335 

30730 

65671 

32994 

62192 

20764 

10107 

47367 

06134 

65726 

57662 

41390 

63645 

80725 

60016 

59639 

23703 

81011 

76376 

16419 

13521 

72222 

58962 

23374 


(6) 


79725 

30078 

95446 

52640 

63007 

83375 

43140 

51680 

07824 

71020 

16110 

50717 

75792 

97056 

65596 

70203 

95360 

63231 

30337 

47992 

43206 

44385 

62748 

35460 

54463 

38324 

13240 

53257 

28373 

37755 

87516 

28135 

96919 

56550 

20628 

49064 

92446 

47481 

60655 

35426 

47547 

72206 

85061 

10242 

33925 

38300 

80161 

81636 

85701 

62620 

21245 

23875 

15537 

55612 

25536 

01 101 

28000 

57167 

56288 

24299 


(7) 


51811 

28197 

43244 

46516 

20007 

26966 

60744 

97678 

91392 

63658 

73533 

13678 

25326 

43517 

59787 

94094 

55774 

50317 

07488 

69482 

47077 

45740 

72656 

34576 

96419 

87094 

57407 

93796 

73698 

96995 

46193 

68089 

46667 

55999 

21768 

96303 

17354 

48490 

71479 

JDOOO 

58023 
89393 
69228 
44880 
03044 
42323 
38579 
16663 
65269 
64162 
69377 
13245 
48685 
07461 
87212 
69343 
94917 
83902 
42853 
27024 


(8) 


12996 
55563 
31262 
56486 

66619 
74390 
62928 

24261 
56317 
02415 
42564 

03216 

22940 

84426 

47938 

87261 

76439 

74541 

51941 

56624 

42637 

70752 

96059 

15412 

55417 

19069 

91407 

52721 

30550 

40162 

02945 

10954 

77701 

87310 

51736 

27830 

63432 

41436 

63520 

63966 

64630 

34546 

81969 

12060 

59929 

64066 

24580 

15634 

62263 

87366 

50420 

46808 

02861 

93551 

20748 

13305 

07423 

07460 

92196 

67460 


76844 
05197 
88880 

90754 
84164 
30660 

24968 
02464 
37726 
33322 


(9) 


59670 
78274 
24904 
59660 
91225 
30056 
61768 
07719 
84316 
17106 
45606 
0S663 
67202 
81304 
41375 
67590 
49180 
73120 
76664 
89561 
00922 
10097 
99119 
69643 
33133 
45617 
40608 
25015 
31357 

34886 

93438 
92216 
44309 

95418 
96373 
90529 
79717 
68331 
29560 
85656 
74124 
86587 
72189 
12831 
94302 
57523 
68507 
20632 
94783 


05320 
47714 
13040 
88932 
61131 
88567 
94237 
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Part  IV 


The  President 


Proclamation  6519--To  Implement  Tariff 
Modifications  on  Certain  Plywood 
Originating  In  the  Territory  of  Canada 
and  for  Other  Purposes 

Executive  Order  12827— Amendment  to 
Executive  Order  No.  12792 
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Title  3— 

The  President 


Proclamation  6519  of  December  30,  1992 

To  Implement  Tariff  Modifications  on  Certain  Pl3rwood  Origi- 
nating in  the  Territory  of  Canada  and  for  Oth^r  Purposes 


By  the  President  of  the  United  States  of  America 

A  Proclamation 

1.  Pursuant  to  section  201(c)  of  the  United  States-Canada  Free-Trade  Agree- 
ment Implementation  Act  of  1988  (PubHc  Law  100-449)  (the  "CFTA  Act"), 
the  President  is  authorized  to  implement  the  tariff  concessions  described 
in  article  2008  of  the  United  States-Canada  Free-Trade  Agreement  (the 
"CFTA")  when  he  determines  that  common  performance  standards  for  the 
use  of  softwood  plywood  and  other  structural  panels  in  construction  applica- 
tions have  been  incorporated  into  building  codes  in  the- United  States  and 
Canada.  Article  2008  of  the  CFTA  allowed  the  United  States  and  Canada 
to  delay  implementation  of  tariff  concessions  on  softwood  plywood  and 
on  waferboard,  oriented  strand  board,  and  particle-board  of  all  species  be- 
cause a  panel  of  experts  firom  the  two  countries  failed  to  resolve  issues 
regarding  the  use  of  a  particular  grade  of  plywood  by  the  date  of  entry 
into  force  of  the  CFTA. 

2.  Pursuant  to  section  201(c)(2)  of  the  CFTA  Act,  the  President  reports 
to  the  Congress  on  the  incorporation  of  common  plywood  performance  stand- 
ards into  building  codes  in  the  two  countries.  Pursuant  to  section  201(c)(3) 
of  the  CFTA  Act,  any  tariff  reduction  undertaken  by  the  United  States 
and  commencing  after  January  1,  1991,  need  not  be  in  equal  annual  incre- 
ments. 

3.  Pursuant  to  section  201(c)  of  the  CFTA  Act,  I  have  determined  that 
common  plywood  performance  standards  have  been  incorporated  into  build- 
ing codes  in  the  United  States  and  Canada  and  that  the  necessary  conditions 
for  implementing  the  tariff  concessions  under  article  2008  of  the  CFTA 
have  been  met.  Accordingly,  I  have  reported  to  the  Conraress  on  such  incorpo- 
ration, and  I  have  decided  that  the  implementation  oy  the  United  States 
of  previously  agreed  staged  reductions  in  duties  on  certain  plywood  originat- 
ing in  the  territory  of  Canada  should  begin  on  January  1,  1993,  and  end 
on  January  1,1998. 

4.  Section  1204(b)(1)(C)  of  the  Omnibus  Trade  and  Competitiveness  Act 
of  1988  (19  U.S.C  3004(b)(1)(C))  (the  "1988  Act")  authorizes  the  President 
to  proclaim  modifications  to  the  Harmonized  Tariff  Sdiedule  of  the  United 
States  ("HTS")  as  are  necessary  or  appropriate  to  implement  such  technical 
rectifications  as  the  President  considers  necessary.  Pursuant  to  section 
1204(b)(1)(C),  I  have  determined  that  certain  technical  rectifications  to  the 
HTS  are  necessary  to  provide  the  proper  tariff  treatment  to  certain  chemicals. 

5.  Section  604  of  the  Trade  Act  of  1974,  as  amended  (19  U.S.C.  2483) 
(the  "Trade  Act"),  authorizes  the  President  to  embody  in  the  HTS  the 
substance  of  the  provisions  of  that  Act,  and  of  other  acts  affecting  import 
treatment,  and  action  thereunder,  including  the  removal,  modification,  con- 
tinuance, or  imposition  of  any  rate  of  duty  or  other  import  restriction. 
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NOW.  TE3EREF0RE,  L  GEORGE  RJSH.  President  of  the  United  States  of 
America,  acting  under  the  authority  vested  in  me  by  the  Constitution  and 
the  laws  of  the  United  States  of  America,  including  but  not  limited  to 
section  201(c)  of  the  CFTA  Act.  section  1204(b)(1)(C)  of  the  1988  Act. 
and  eection  «04  of  the  Trade  Act,  do  proclaim  that: 

(1)  In  order  to  implement.  consistMit  with  the  provisions  of  article  2O08 
of  the  CFTA,  the  tariff  concessions  on  certain  plywood  and  on  waferboMd, 
oriented  strand  board,  and  particle-board  of  all  species,  the  HTS  is  modified 
Ms«t  forth  in  Annex  Ito  this  proclamation. 

{2)  In  order  to  make  technical  rectificaUons  in  the  tariff  treatment  afforded 
to  certain  chemicals,  the  HTS  is  further  modified  as  set  forth  in  Annex 
n  to  this  proclamation. 

(3)  Any  provisions  of  previous  proclamations  inconsistent  with  the  provi- 
sions of  this  proclamaUon  are  hereby  superseded  to  the  extent  of  such 
inconsistency. 

(4)U)  The  modifications  made  by  Annex  I  to  this  proclamation  shall 
be  eHective  with  respect  to  goods  originating  in  the  territory  of  Canada 
entered,  or  withdrawn  from  warehouse  for  consumption,  on  or  after  the 
dates  set  forth  in  Annex  I 

<b)  The  modifications  made  by  Annex  n  to  this  proclamaUon  shall  be 
flfibcdve  with  xmpacX  to  aitides  anlefed,  or  withdrawn  bom  warehouse 
teoansMinptioa,  GO  or  after  laxMiaiy  1. 1W3. 

IN  WITNESS  WHEFEOF,  I  hare  hwwiato  set  my  hand  this  thirtieth  day 
of  DMmber.  ta  the  yeair  of  onr  Lord  nineteen  hundred  and  ninety-two. 
and  of  «»  tadependwice  of  *e  United  States  of  America  the  two  hundred 


BdMMUl  nalK  For  tb»  President's  letter  to  Coiyassional  leaders  on  this  modificatioa. 
Iscue  na  53  of  the  WeMy  Compilation  ofPnsUlwiadI  Documenti. 
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ANNEX  X 

IMPI^EMENTATZON  OF  STAGED  TARIFF  REOUCTXOMS 
ON  CERTAIN  PLYWOOO 


(a)  Effsctiv*  with  reapect  to  qooda  originating  in  the  territory  of  Canada 
entered,  or  withdrawn  from  werehouae jf or  conaumption,  on  or  after  Janufry  1, 
1993.  HTS  subheading  4410.10.00  is  modified  by  inaerting.  in  the  parentheeea 
following  the  -Vree"  duty  rate  in  the  Ratee  of  Duty  1-Special  aubcolumn,  the 
symbol  "CA"  in  alphabetical  order. 

(b)  Effective  with  reapect  to  gooda  originating  in  the  territory  of  Canada 
entered,  or  withdraim  from  warehouae  for  conaumption,  on  or  after  January  1  of 
each  of  the  following  years,  for  each  of  the  enumerated  BTS  aubheadinga  in  the 
following  table,  the  Ratea  of  Duty  1-SpeciaI  aubcolumn  in  the  HTS  is  modified 
(i)  by  inserting  in  such  subcolumn  for  each  such  subheading  the  rate  of  duty 
specified  for  euch  subheading  in  the  1999  column  followed  by  the  eumbol  "CA" 
in  parentheses,  and  (ii)  for  each  of  the  subsequent  dated  columne  by  deleting 
the  rates  of  duty  that  are  followed  by  the  aymbol  "CA"  in  parentheeea  and  by 
inaerting  the  following  ratee  of  duty  in  euch  eubheadinge  in  lieu  thereof. 


HTS  subheading 


19?? 


.1221. 


-22L. 


1996 


_IS22. 


1998 


4412.19.40 
4412.99.40 


10% 
10% 


8% 
8% 


6% 
6% 


4% 
4% 


2% 
2% 


Free 
Free 


ANNEX  XZ 

TECHNICAL  RECTIFICATIONS  TO  THE 
HARMONIZED  TARIFF  SCHEDULE  OF  THE  UNITED  STATES 


Bracketed  matter  is  included  to  assist  in  the  understanding  of  the  proclaimed 
modifications.   The  following  supersedes  matter  now  in  the  HTS.   The 
subheadings  and  superior  text  are  set  forth  in  columnar  format,  and  material 
in  such  columns  is  inserted  in  the  columne  of  the  HTS  designated 
"Heading/Subheading",  "Article  Deecription",  "Rates  of  Duty  1-General",  "Ratee 
of  Duty  1-Special",  and  "Ratee  of  Duty  2",  reepectively. 

Effective  with  respect  to  articles  entered,  or  withdrawn  from  warehouse  for 
consumption,  on  or  after  January  1.  1993; 

(a)  HTS  subheading  2922.29.23  is  deleted. 


tFR  t)oa  92-31947 
Filed  12-30-92;  4:59  pm| 
Billing  cod*  3190-01-C 


(b)   Subheading  2922. SO*  of  the  HTS  is  modified  by  inserting  the   following  new 
subheading,    in  numerical   sequence: 

tOaygen- function  ami no -compounds:) 
(Amino-alcohol -phenols, ... :) 
(Aromatic:) 


-2922.50.11 


d(  - ) -  p- Mydronypheny I g I y c  I  nc 
and  its  salts 


3.7«/kg  ♦ 
1S.6X 


rrta  <A«.CA,I. 
11. J) 


lS.«c/ks  • 
SOX" 


(c)  General  note  3(c)(ii)(D)  to  the  HTS  is  modified  by  deleting 

"2922. 29. 23  India"  and  inserting,  in  numerical  sequence.  "2922.50.11  India"  in 

lieu  thereof. 


VOL 


I  SS 


tFItDoc92 
Filed  13-30 
Billing  cod< 
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itive  Order  12827  of  December  30,  1992 
Amendment  to  Executive  Order  No.  12792 


By  the  authority  vested  in  me  as  President  by  the  Constitution  and  the 
laws  of  the  United  States  of  America,  including  the  Federal  Advisory  Commit- 
tee Act,  as  amended  (5  U.S.C.  App.  2),  and  in  order  to  extend  the  reporting 
period  of  the  National  Commission  on  America's  Urban  Families,  it  is  hereby 
ordered  that  section  2(b)  of  Executive  Order  No.  12792  is  amended  by 
deleting  the  date  "December  31.  1992"  and  inserting  in  lieu  thereof  the 
date  "January  20. 1993". 


IFR  Doc.  92-31946 
FiM  13-30-92:  431  pm] 
BiUii^  coda  319S-01-M 


THE  WHITE  HOUSE, 
December  30,  1992. 
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Slock  Nuntar 


This  cheeklst.  prepared  by  •»  Office  ol  *»  Federal  Refljsler, « 
pubfehed  weekly.  It  is  arranged  in  the  order  o«  CFR  tjites.  Stock 
numbers,  prices.  ar>d  revision  dates. 

An  asterisk  O  prec«(to>  each  entry  tiat  has  been  issued  since  last 
week  and  which  is  now  avaiteble  tor  sale  at  the  Governnient  Pnnting 

Oflica. 

A  checfcist  o«  current  CFR  vokimes  oonipristng  •  complete  CFR  sot, 

also  <«>pears  in  ttw  talsst  issue  o(  tie  LSA  (List  o<  CFR  Sections 

Aflected),  which  is  revised  monthly. 

The  annual  rate  tor  subscription  to  all  revised  volumes  is  $775.00 

domestic,  $193.75  additional  tor  foreign  mailing. 

Mai  orders  to  the  Superintendent  of  Documents.  Attn:  New  Orders, 

P.O.  Box  371954.  Pittsburgh.  PA  15250-7954.  AH  orders  must  be 

accompanied  by  nminat)OB  (check,  money  order.  GPO  Deposit 

Account,  VISA,  or  lytaster  Cad).  Charge  orders  may  be  telephoned 

to  the  GPO  Order  Desk.  Monday  through  Friday,  at  (202)  783-3238 

from  800  a.m.  to  4t)0  p  m.  eastern  lime,  or  FAX  your  charge  orders 

to  (202)  512-2233. 
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51-199 (968-01740038-2) 18J)0 

200-399 (968-017-OOOJ1-1) 1100 

400499 (968-017-00032-9) 20.00 

508-Enrf  (968-017-00033-7) 2100 

11  (968^7-40034-6) 1108 

12  Parte: 

1-199 _.. (999-417-00035-3) 1100 

200^9 .  (968-01740038-1) 1100 

228498 (868-417-00037-0) 22J» 

(968-017-00038-4) 1108 

600-EJid (868-817-000484) 1100 

13 


(968^7-00041-8) 2100 


14 
1-88 


.  IM8-817-00042-0) 


2100 


Jan.  1,1992 
Jan.  1.1992 
Jan.  1.1992 

Jan.  1.1992 
Jan.  1.1992 
Jan.  1.1992 
Jan.  1. 1992 
Jan.  1,1992 
Jan.  1.1992 
Jan.  1.1992 
Jan.  1. 1992 
Jan.  1. 1992 
Jan.  1. 1992 
Jan.  1, 1992 
Jan.  1,1992 
Jan.  1, 1992 
Jan.  1.1992 
Jan.  1. 1992 
Jan.  1,1992 
Jan.  1.1992 
Jan.  1.1992 
Jan.  1, 1992 

Jan.  1.1992 


Jan.  1.1992 
Jan.  1.1992 

Jan.  1.1992 
Jan.  1.1992 
4  Jan.  1. 1967 
Jan.  1.1992 
Jan.  1,1992 

1,1992 


Jan.  1.1992 
Jan.  1. 1992 
Jan.  1. 1992 
Jan.  1,1982 
Jan.  1.1992 
Jan.  1,1992 

Jan.  1.1992 
Jan.  1,1992 


.  (968-017-00043-4) 2108 

(968-01740844-2) 11i» 

(860-417-60045-1) 30410 

14.08 


1108 


TWe 

60-139  

148-199 

200-1198 

1208-Cn4  

15  Parte: 

0-299 (868-017-00067-7) 1108 

300-798 (868-017-40048-9 t\M 

800-Efld (868-017-00049-3) 17.00 

16PMte: 

0-149 (86^417-40068-7) 108 

150-999 (868-417-00051-5) 14J0 

1000-End  (868-017-00052-3) 3108 

17  Parte: 

1-199 -...  (868-417^40054-4) 1108 

208-239 (868-417-00055-4) MM 

240-End (869-017-00056-6) 24.00 

18  Parte: 

1-149 (869-017-00057-4) 1100 

150-279 (868-017-00058-2) 1100 

288499 (868-017-00058-1) 14JJ8 

400-End (868-017400684) ISO 

19  Parte: 

1-190 (869-017-00061-2) 2100 

200-End  ....„ (869-01740062-1) 158 

20Psrte: 

1-399 (868-017-400634) 1100 

40M99 (868-017-40084-7) 31il0 

500-£jid (86^417-00065-4) 2IJ0 

21  Parte: 

1-49 (868-417-40068-3) 

100-168 (868-017-00067-1) 

178-198 (96^417-90068-0) 

20^'299  •..■•«•••••••••••••• ^•^►-•■f  ww^^^l *«• 

308498 (868-017-00078-1) 2108 

S08-589 (868-417-40871-8) 21 J8 

600-799 (868417-40072-0)  .......       1M 

800-1299 -  (868-017400734) 1108 

1300-Entf  «...  (868-017-000744) 100 

22  Parte: 

1-299 (968-41740875-2) «Jt 

308-End (868-01740078-1) 1M8 

23 (86*417-00877-8) . 

24  Parte: 

0-199 (968-417-00078-7) 

200-498 (868-O17-80878-5) 3248 

508499 (968-417-80088-4) 1108 

700-1698 .*. (968-41740081-7) 3108 

1700-Enrf  (96»41740082-4) 1108 

25  (868-017-00083-8).. 29J8 

2«  Parte: 

§§1*1-1.68  (068-01740084-1) 17.08 

§§1.61-1.168 (868-01740005-0) 1108 

§§1.170-1  JOO (868-41740006-8) Hit 

§§1J01-1>400 (868-01740067-4) 17J8 

§§1^-1i00 (868-017-000684) 3108 

§§1J01-1J40  (86*41740068-2) 1108 

§§1J41-1  J50 (968-017-00008-6) 1108 

§§1J51-1J07 (968-017-00081-4) 3108 

§§1J06-1.1000  (868-017-00093-2) 2108 

§§1.1001-1.1400 (868-017-00093-1)  ' 

§§1.1401-£nd  (86»4174008«-0} . 

2-29 (86»417-00085-7> , 

ms-MT-oodoo-ii 

•••■■•••••■•■••■■•••••■•■a  ^i^^^r^w F^^^^^^r^^  I 

(868-417-00087-8) 1248 

58-298  (96*41740008-1) 


Price      Revision  Data 


500498 (86*4*740108-7) 

600-Eatf » (868-417-48101-6I . 


Jan.  1,1992 
Jan.  1, 1992 
Jm.  1. 1992 
Jan.  1,1992 

Jan.  1,1992 
Jan.  1.1992 
Jan.  1. 1992 

Jm.  1,1992 
Jan.  1.1992 
Jan.  1, 1992 

Apr.  1, 1902 
Apr.  1. 1992 
Apr.  1. 1992 

Apr.  1.1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1. 1992 
Apr.  1, 1992 

Apr.  1. 1992 
Apr.  1. 1902 
%)r.  1.1992 

Apr.  1,1992 
Apr.  1. 1992 
A^.  1, 1982 
Apr.  1,1992 
Apr.  1,1992 
Apr.  1,1992 
Apr.  1, 1992 
Apr.  1, 1982 
Apr.  1, 1982 

Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1.1992 

Apr.  1, 1902 
Apr.  1. 1992 
Apr.  1. 1992 
t^r.  1. 1902 
Apr.  1. 1992 

Apr.  1.1992 

Apr.  1, 1992 
Apr.  1. 1992 
Apr.  1, 1992 
Apr.  1, 1982 
Apr.  1,1992 
Apr.  1.1992 
Apr.  1.1992 
Apr.  1,1992 
Apr.  1. 1992 
Apr.  1. 1992 
Apr.  1. 1982 
Apr.  1. 1992 
Apr.  1. 1982 
i^.  1, 1982 
Apr.  1.1992 
Apr.  1, 1982 
•Apr.  1, 1990 
V.  1, 1992 


^A    ^L 


inn-1  i  d.«^«4h^ 
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III 


THM 


Pfte*       R««MonOal« 


27  Parts: 

1-199 (8W-017-00102-3) UM 

VM^ild (889-017-001(»-1) 11JI0 

28  ....| (86»-017-««04-0) 37j00 

29  Pans: 

0-99 (8«9-(«7-9810S-8) 19« 

10(M9B (869-O1J-0O10^«) 9il0 

500-899 (889-017-00107-4) 32.00 

900-1889 {888-017-80108-2) 16i)8 

190(^1910  (§§1901.1  to 

1910.999)  (868-017-00109-1) 29i» 

1910  (§§1910.1000  to 

•nd)  (86W)17-00l10-4) HM 

1911-192S  (868^7-00111-2) 9J» 

1926 (868-017-80112-1) 140)0 

1927-End  (B6WM7-00113-9) 30.00 

30  Parts: 

1-199 (869-017-00114-7) 25i» 

200-888 (868-017-0011V*) 19J» 

700-£ad  (868-017-00118-3) 25J» 

31  Parts: 

0-199  (869-017-00117-1) 17.00 

200-ead  (869-817-00118-0) 25.00 

32  PmIs:  . 

1-39,  Vol  I 15410 

1-38,  Vot  H MOW 

1-39,  ¥oL  M I^J* 

1-188  (888-817-00119-8) MM 

190-398 (868-017-00120-1) 33J)0 

400-829 (868-017-80121-0) 29J0 

630-688 (888-017-00122-8) 14ilO 

700-798 (888-017-00123-6) KM 

60O-E«d (868-017-80124-4) 20J)0 

33  Parts: 

1-124 (869-017-0012S-2) MM 

125-199 (868-817-08128-1) 21i» 

20(^Ad  {8»^7-00127-8) 2180 

34  Parts: 

1-299 (668-017-00128-7) VM 

300-399 (869-817-00129-^ 19.08 

400-Efld  (86^*7-80130-^ 32J)0 

35  (869-017-00131-7) 12J0 


Apr.  1. 1992 
•Apr.  1.1991 

July  1. 1992 

My  1,1902 
July  1,1992 
July  1,1992 
July  1, 1992 

July  1,1992 

July  1, 1992 

'July  1,1989 

July  1,1992 

July  1. 1992 

July  1,1992 
July  1,1992 
July  1,1992 

July  1, 1992 
July  1, 1992 

*July  1, 1984 

*July  1,1964 

'July  1,1984 

July  1,1992 

July  1,1992 

July  1,1992 

*July  1, 1991 

July  1. 1992 

July  1,1992 

July  1, 1992 
July  1, 1992 
July  1, 1992 

July  1,1992 
July  1,1992 
July  1,1992 

July  1,1992 

July  1.1992 
July  1,1992 

July  1.1992 

July  1,1991 
S«pL  1,1992 

(869-017-00137-6) 16M         July  1, 1992 


36  I 

1-199 nm-mi-vna-s) im8 

200-End (868-017-00133-3) 32J8 

37  (869-017-80134-1) 17ilO 

38  Parta: 

0-17  _ (869-013-00135-4) HM 

18-Eiid (869-817-00138-8) 28J)0 

39 


40ParU: 

1-61 (888-017-00138-4) 310)8  July  1, 1992 

52 (869-817-00139-2) 330)0  July  1. 1992 

53-88 (868-017-00140-6) 360)0  July  1, 1992 

61-80 (869-017-00141-4) 160)8  July  1, 1992 

61-85 (868-017-88142-2) 170)8  July  1. 1992 

66-88 (868-017-80143-1) 83010  July  1, 1992 

100-149 (868-017-80144-9) 34010  July  1, 1992 

150-119 (869-017-00145-7) 21.00  July  1, 1992 

190-2S9 (868-017-00148-5) 160)0  July  1, 1992 

260-299 _....  (86»-0l7-«0147-3) .._..;.  HM  July  1. 1992 

300-309 .a^ (86W)17-«0148-1)  ..^._  MM  July  1, 1992 

40M24 (869-017-«014SM») -  260)0  July  1, 1992 

42S-6M (869-017-00150-3) 260)0  July  1, 1992 

700-789 (868-017-80151-1) ..  230)0  July  1, 1992 

790-5od...-- (869-017-00152-0).. 250)0  July  1. 1992 


TW* 

1, 1-41  to  Appmdii,  2  (2  Rasanad) 13JII 

3-8  .......;.... „.... , tU» 

7  ........: . Ml 

8  ...-:. . *M 

9  IIjOO 

18,  Vol  I.  Parta  1-8 — . .......-._ 13M 

18,  Vol  I,  Parts  8-18  ... - 13J8 

18,  Vol  H,  Parta  20-52 13J0 

18-188  1»j08 

1-180  (868-817-88t$3-8) %M 

101  - (888-817-881$4-^ 28J8 

102-200 (86»-017-0ei55-4) UM 

201-End  (868-817-80158-2) 11J88 

42  Parta: 

1-88 (868*3-00157-^ 17.00 

61-399 (889-013-00158-2) ISO 

400-429 (868-813-80158-1) 210)8 

430-End  (868-013-00188-5) MM 

43Parto: 

1-899  (868-813-88181-^ 200)0 

1000-3999 (868-813-80182-1) 260)8 

4000-End  (888-013-08163-8) 12018 


*Jlilr  1,1984 
*Mr  1. 19M 

*  Ju^  1. 1984 
*July  1. 1884 
>jHly  1, 1984 
*Juty  1.1984 

*  July  1, 1984 
•July  1. 1884 
•July  1,1984 
•July  1, 1884 

July  1.1882 

July  1,1982 

•July  1.1881 

July  1.1882 

Oet  1,1901 
Oct.  1. 1991 
OcL  1.1991 
Oet  1,1981 

Oct  1,1981 
Oct  1,1991 
Oct.  1, 1991 


.  (86»-0l7-80163-5) 26.00         Oct.  1, 1992 


45  ParU: 

1-199  (868-813-80165-6) 180)0 

200-499 (868-813-80168-4) 120(0 

500-1199  (868-813-00167-2) 260)0 

1200-End (868-017-00167-8) 20.00 

46  ParU: 

1-40 r. (869-013-00169-8) 150)8 

41-89 (868-017-00169-4) 160)0 

70-89 (868-013-00171-1) 1M 

90-139  (869-813-00172-9) 120)0 

140-155 (88^)13-80173-7) 100)8 

156-165 (868-017-00173-2) ^AM 

166-199 (868-017-00174-1) 170)8 

200-499 (869-017-8017J-8) 220)8 

500-End (869-013-00177-0) 110)0 

47  ParU: 

0-19 (869-013-00178-8) MM 

20-39 (868*3-88179-8) MM 

40-68 (868-013-00188-0) 18010 

70-79 ...I (868-013-00181-8) 180)8 

SO-End I (868-013-00182-8) 200)8 


48Ctiapt«ra: 

1  (Parts  1-51) (868-013-00183-4)  310)8 

1  (Parts  52-89) ....; (e6»-0l7-80183-0) 220)0 

2  (Parta  201-2S1)  (869-017-00184-8) MM 

2  (Parts  252-299)  (868-817-00185-8) 120)8 

J-6 (868-813-80187-7) MM 

7-14 (868-817-80187-2) 300)0 

lS-£nd (868-013-00188-^ 300)0 

49  ParU: 

1-99 (869-013-00190-7) 20010 

100-177 (869-813-00191-$) 230)0 

178-199 (868-013-00192-3) 170)0 

200-399 (869-013-00193-1) 220)0 

400-999  ..airsv (869-013-00194-0) ......  27.00 

1000-1199  !j: (869-013-00195-8) 17.88 

1200-End (868-013-00198-^ MM 

50  ParU: 

1-199  (868-013-80197-4) 210)8 

200-599  ...._ (868-817-80188-8) 20.00 

600-End (868-013-80199-1) 170)0 

CFR  Indai  and  HndbigB 


41  Ctiaptara: 
1, 1-1  to  1-18  .. 


13j00       'July  1.1984 


.  (86>-Ol7-O0OS»-1) 310)0 

Conf>Ma  1992  CFR  a* 7750)0 

liefolichs  CPR  EdMon: 

Con^M*  act  (ona^iim  maHns) — •■  ^HM 


Oct  1,1991 
Oct  1, 1991 
Oct  1, 1991 
Oct  1,1982 

Oet  1,1991 
Oet  1,1992 
Oct  1,1991 
Oet  1,1991 
Oet  1,1991 
•Oct  1, 1991 
Oet  1,1992 
Oet  1,1992 
Oct  1,1991 

Oct  1.1991 
Oct  1,1981 
Oet  1,1981 
Oct  1,1991 
Oct.  1, 1991 

Oet  1,1991 
Oet  1.1992 
Oct  1,1992 
Oct  1,1992 
Oct  1, 1991 
Oct  1,1992 
Oct  1,1991 

Oet  1,1981 
Dec  31, 1991 
Dee.  31, 1991 
Oet  1. 1991 
Oct  1. 1991 
Oet  1, 1991 
Oet  1, 1991 

Oct  1,1981 
Oet  1,1882 
Oct  1,1881 


J«t  1,1992 
1993 

1998 


it,... 


» 


IV 
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(I 


Pnc0       Iwvlwofi 


188.00 

22X00 

2M 


tm 

199) 


M«NtM 


*tlM  Mr  1,  tlH  9mm  •!  It  cm  P«li  l-tM  MntiiM  •  MM  M»r  tef  taiti 
iriHL  Fw  *•  M  (Ml  i4  «M  BtiMM  Ac^mWHm  RifluMMH  In  PwM  V. 
»  CMMl  «M  VMM  CfM  mtmm  immi  «  ilJuty  1.  itH  eMWMtag  *m«  pwli. 

•Tin  My  1.  IW  aMM  al  41  cm  OhwIm  1-t«  cmMiIm  a  Mti  wily  Iw 
rrijli  I  1  la  «•  Maaiva.  Far  Ha  M  ImI  at  piawiaiK  MguMioia  In  Oapliia 
1  ta  41^  aaaaua  *a  alawii  cm  takaaa  laaaari  mttMi  \^9H  ceniaMng  thaaa 


«Na  iiw<»iata  la  Ma 
t«7  la  Bae.  n,  iWt.  Tta  CfR 

•Na  ■aiw*aiaN  la  Ma 
MM  la  Mk  31.  1«L  Ilia  cm 

*Na  MMaMNnla  la  Ma 

tm  la  ikf.  Ml  im  Tiia  cm 

'Ma  aNaMNMla  la  Ma 
IMIla  Jmm  3tC  IMS.  Tha  Cm 

ta  Ma 


Miing  Iha  pariod  Jm.  1, 
jMMwy  1,  1M7,  thouM  ba  laWfiad. 


«HI  1,  tMH  ifcouM  ka  MainaA 
*N<ng  Iha  paiM  Apt.  1, 
li$m  \tm,  ahouM  ka  raWnaA 
Mitng  tfw  pariod  Mf  1. 
laaiiad  M  t,  iMil  iImuM  ka 


1MI  la  Jhm  31^  MB.  Tka  cm 
•Na  wiaiaiiiM  la  Ma 

1,  1M1  la  »a»laaika>  M,  IMS.  Ita  Cm 

ka 


My  1,  tMt,  *atiM  ka 
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CFR  ISSUANCES  1993 

Complete  Listing  of  1992  Editions  and  Proiected 

January.  1993  Editions 

This  list  sets  out  the  CFR  issuances  for  the  1992  editions  and 
projects  the  (M^ication  plans  for  the  January,  1993  quarter.  A 
proiected  schedule  that  wW  include  the  April,  1993  quatter  wM 
appear  in  the  first  Federal  Register  issue  of  Aprfl. 

For  pricing  Information  on  avallabia  1992-1993  voiuinaa 
consutt  the  CFR  cheddiat  which  appears  avary  Monday  In 
the  Federal  Regiatar. 

Pricing  infonnation  is  not  available  on  protected  issuances.  The  - 
weeidy  CFR  cheddist  and  the  monthly  List  of  Cf=R  Sections 
Affected  will  continue  to  provide  a  cumulath«  list  of  CFR  titles 
and  parts,  revision  date  and  price  of  each  volume. 
Nornialty.  CFR  volumes  are  revised  aoconflng  to  the  following 
schedule: 

Titles  1-16-^tonuafy  1 
Titles  17-27— Aprt1 1 
Titles  28-4l^July  1 
Titles  42-50-Octot)er  1 

Alt  Volumes  listed  below  vnU  adhere  to  these  scheduled  revision 
dates  unless  a  notation  In  the  Usting  indicates  a  different  revision 
date  for  a  particular  volume. 
'Indicates  volume  is  still  in  production. 

Tides  revised  as  of  January  1, 1992  editions: 


TUto 


CFR  Index 

1-199 

200-end 

1-t 

10  Parts: 

3  (Compilation) 

0-50 

51-199 

♦ 

200-399  (Cover  only) 

400-409 

S  Parti: 

500-End 

1-€99 

700-1199 

11 

12CK>-End 

12  Parts: 

6(Reserved] 

1-199 

200-219 

7  Parts: 

220-299 

0-26 

300-499 

27-45 

500-599 

46-51 

600-End 

52 

53-209 

^  ^3 

210-299 

300-399 

14  Parts: 

400-699 

1-59 

700-899 

60-139 

900-699 

140-199 

1000-1059 

200-1199 

1060-1119 

1200-End 

1120-1199 

1200-1499 

IS  Parts: 

1500-1899 

0-299 

1900-1939 

300-799 

1940-1949 

800-End 

1950-1999 

2000-End 

16  Parts: 

0-140 

•l 

150-099 

! 

1000-End 

9  Parts: 

■  *^*.'  •  e 


TMas  ravised  aa  of  April  1. 1992: 


ITPsrts: 

21 

1-199 

200-239 

24Parts: 

240-End 

0-199 

200-499 

16  Parts: 

500-689 

1-149 

700-1609 

150-279 

1700-End 

280-399 

■ 

400-End 

26 

19l>srts: 

26Psrts: 

1-199 

1  (§§1.0-1-1.60) 

200-End 

1  (§§1.61-1.160) 

1  (§§1.170-1.300) 
1  (§§1.301-1.400) 

20  Parts: 

1-399 

1  (§§1.401-1.500) 

400-499 

1  (§§1.501-1.640) 

500-End 

1  (§§1.641-1.850) 

1  (§§1.851-1.907) 

21  Parts: 

1  (§§1.908-1.1000) 

1-99 

1  (§§1.1001-1.1400) 

100-169 

1  (§1.1401-End) 

170-199 

2-29 

200-299 

30-39 

300-499 

40-49 

500-599 

50-299 

600-799^ 

300-499 

800-1299 

500-699  (Covsr  only) 

1300-End 

600-End 

22  Parts: 

27PBns: 

1-299 

1-199 

30O-€nd 

200-End  (Cover  only) 

Tidas  revised  aa  of  July  1, 

1992: 

TWe 

' 

26 

34Psrts: 

29  Parts: 

1-299 

0-89 

300-399 

100-499 

400-End 

500-899 

900-1899 

35 

1900-1910  (§§1901.1- 

1910.999) 

36  Parts: 

1910(§§191O100O-End) 

1-199 

1911-1925  (Cover  only) 

200-End 

1926 

1927-End 

W 

30  Parts: 

38  Parts: 

1-199 

0-17  (Raviaed  as  of  Sapi  1. 

20O-«99 

1992) 

700-€nd 

18-End  (Ravlssd  as  of  SapL  1 

1992) 

31  Parts: 

0-199 

96     •  ■' 

200-End 

-            ^          ■ 

40  Parts: 

32Parts: 

1-61 

1-189 

52 

190-399 

53-60 

400-629 

61-80 

630-699  (Cover  only) 

81-86 

700-799 

86-09 

800-End 

100-140 

150-188 

33P8rts: 

190-258 

1-124 

260-298 

125-199 

300-^80 

200-End 

400-424 

VI 


Fadaral  Register  /  Vol.  58.  No.  1  /  Monday.  January  4. 1993  /  Reader  Aids 


42S-«99 

700-789 
790-End 


41 


Chs.  1-100 

Ch.  101 

Chs.  102-200  (Covar  only) 

Ch.  201 -End 


194»-1»48 
1950-1999 
2000-End 


Titles  revised  as  of  October  1, 1992: 

mi* 


1993 


42  Parts: 

47Psrts: 

1-399 

0-19 

400-429 

20-39 

430-End 

40-69 

70-79* 

43  Parts: 

80-£nd 

1-999 

• 

1000-3999 

48  Parts: 

4000-€nd 

Ch.  1  (1-51) 

Ch.  1  (52-99) 

44 

Ch.  2  (201-251) 

Ch.  2  (252-299) 

45Parta: 

Ch».3-6 

1-199 

Chs.  7-14 

200-499* 

Ch.  15-End* 

500-1199* 

1200-€nd 

49  Parte: 

1-99 

46  Parts: 

100-177 

1-40 

17ft-199 

41-69 

200-399 

70-89  (Cover  only) 

400-99r 

90-139  (Cover  only) 

1000-1199 

140-155 

1200-End 

156-165  (Cower  only) 

166-199 

SO  Parte: 

200-499 

1-199* 

500-end 

200-599 

600-£nd* 

Projected  January  1, 

1993  edHione: 

mm 

CFR  Index 

0-26 

27-45 

1-2 

46-51 

52 

3  (CempHaHon) 

53-209 

210-299 

4 

300-399 

400-699 

S  Parte: 

700-899 

1-699 

900-999 

700-1199 

1000-1059 

1200-£nd 

1060-1119 

1120-1199 

S  [RcmtvmI) 

1200-1499 

. 

1500-1899 

TParts: 

1900-1838 

9Perts: 

1-190 

20O-End 


300-489 
SOO-689 

600-End 

19 

UPsrts: 

1-69 

60-139 

140-190 

200-1199 

1200-End 


101 
0-60 

51-199 
200-399 
400-499 
500-End 

11 

12  Parts: 

1-199 

200-219 

220-299 


151 
0-299 
300-799 
800-End 

16Psrts: 
0-149 
150-999 
1000-£nd 


UMI 


f 


Federal  Renter  /  VoL  58.  No.  1  /  Monday.  Jaimary  4, 1993  /  Readet  Aid> 


VII 


TABLfOFtfracnVEl 


This  table  is  used  by  tha  OffioB  of  tke 
Federal  Regfator  tpumiputa  certafai 
dates,  sudi  aaalfadiwa^rtaaaBd 
comment  deadlinet.  vdiich  appear  in 
agency  documents,  bi  computiDg  these 


dales,  the  day  after  puMiRatiop.lS! 
counted  aadie  first  day. 

Wboa  a  dale  fcUe  en  a  wMfaad  er 
holiday,  the  next  Federal  business  day 
is  used.  (See  ICFR  18.17) 


Anew  taUe  wiU  be  pubUahad  in  I 
first  issue  of  eedi  month. 


DMTE  OF  FR  MMUCKTION 


Januafy4 


Januarys 


Januarys 


Januarys 


Januaryll 


January  12 


t3 


January  14 


I    January  15 


January  19 


January  21 


January  .22 


January  25 


January  28 


January  19 


January  21 


January  2t 


January  25 


January  28 


January  27 


January  29 


February  1 


Februarys 


Februarys 


Februarys 


Februarys 


February  10 


Wont* 


TION 


FebniaiyS 


F^bniaiyt* 


Febnjary4 


February  19 


Februarys 


February  22 


Fewvary  S 


FebrMrr22 


Februarys 


February  22 


February  10 


February  25 


Febnacyll 


February  26 


Ftttumflft 


Mardil 


Febniary  18 


Marehl 


February  18 


March  6 


February  22 


MarchS 


February  22 


MarchS 


Febniaiy24 


It 


Febniary  25 


March  12 


HON 


MaKhS 


MarehS 


MarchS 


MarchS 


MarchS 


March  12 


IteicbtS 


t5 


March  tS 


Mkrch  fS 


March  22 


March  22 


March  23 


March  29 


SaiMVB  AFTER  PUSUCA- 


/>pti5 


AprlCs 


AprlS 


Aprfl7 


Apns 


Aprl12 


A«i8t2 


Apri1» 


Aprlt4 


Aprils 


Apr«19 


Apr«2t 


>^22 


i^28 


Apr«26 


January  27 

Febniwyfl 

Febniary  28 

March  15 

Mwch29 

>^27 

January  28 

Febniary  t2 

Mard»t 

MwditS 

M«di2» 

Apdi2ft 

January  29 

Febniary  18 

Marehl 

March  15 

March  30 

Apri29 

FEDERAL  REGISTER  SUBSCRffiERS: 

IMPORTANT  INFORMATION 

ABOUT  YOUR  SUBSCRIFnON 

After  6  years  without  an  adjustment,  it  has  become  necessary  to  increase  the  price  of  the  Federal 
Register  in  order  to  begin  recovering  the  actual  costs  of  providing  this  subscription  service. 
Effective  October  1, 1992,  the  price  for  the  Federal  Register  will  increase  and  be  offered  as 
follows: 

(1)  FEDERAL  REGISTER  COMPLETE  SERVICE— Each  business  day  you  can  continue 
to  receive  the  daily  Federal  Register,  plus  the  monthly  Federal  Register  Index  and  Code 
of  Federal  Regulations  List  of  Sections  Affected  (LSA),  all  for  $415.00  per  year. 

(2)  FEDERAL  REGISTER  DAILY  ONLY  SERVICE— With  this  subscription  service,  you 
will  receive  the  Federal  Register  every  business  day  for  $375.00  per  year. 

HOW  WILL  THIS  AFFECT  YOUR  CURRENT  SUBSCRIPTION? 

You  will  receive  your  current  complete  Federal  Register  service  for  the  length  of  time  remaining 
in  your  subscription. 

AT  RENEWAL  TIME 

At  renewal  time,  to  keep  this  important  subscription  coming — ^you  can  continue  to  receive  the 
complete  Federal  Register  service  by  simply  renewing  for  the  entire  package,  or  you  can  select 
and  order  only  the  parts  that  suit  your  needs: 

•  renew  your  entire  Federal  Register  Service  (complete  service) 

or  select. . , 

•  the  daily  only  Federal  Register  (basic  service) 

•  and  complement  the  basic  service  with  either  of  the  following  supplements:  the  monthly 
Federal  Register  Index  or  the  monthly  LSA 

When  your  current  subscription  expires,  you  will  receive  a  renewal  notice  to  continue  the 
complete  Federal  Register  service.  At  that  time,  you  will  also  receive  an  order  form  for  the  daily 
Federal  Register  basic  service,  the  Federal  Register  Index,  and  the  LSA. 

To  know  when  to  expect  the  renewal  notice,  check  the  top  line  of  your  subscription  mailing  label 
for  the  month  and  year  of  expiration  as  shown  in  this  sample: 

A  renewal  notice  will  be  sent 
approximately  90  days  before 
the  end  of  this  month. 
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This  section  of  tie  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  wtiich 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulatiortt,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulaiions  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  irst  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service 

7  CFR  Parte,  271, 272, 273, 274,  275, 
276,  277, 278, 279,  280, 281, 282, 284, 
and  285 

[AmdL  Na  330] 

Food  Stamp  Program;  Food  Stamp 
Application  and  Income  Exdueion 
Provieione  of  the  1990  Farm  Bill 

agency:  Food  and  Nutrition  Service, 
USDA. 

ACTION:  Final  rule. 

SUMMARY:  This  action  adopts  as  Hnal  the 
interim  Food  Stamp  Program  (FSP) 
rulemaking  published  March  28, 1991 
(56  FR  12843).  The  interim  regulation 
implemented  several  provisions  of  the 
Mickey  Leland  Memorial  Domestic 
Hunger  Relief  Act  (title  XVII.  Pub.  L 
101-624,  enacted  November  28, 1990.) 
These  provisions  simplify  FSP 
application  requirements  and  exclude 
certain  annual  clothing  allowances  and 
general  assistance  (GA)  vendor 
payments  from  being  counted  as 
income.  The  Department  accepted 
comments  on  the  interim  rulemaking 
through  June  26, 1991.  This  final  action 
addresses  relevant  issues  raised  by 
commenters. 

DATES:  This  action  was  effective  and 
required  to  be  implemented  by  State 
agencies  on  August  1, 1991. 

FOR  FURTHER  INFORMATION  CONTACT: 

Judith  M.  Seymour,  Eligibility  and 
Certification  Rulemaking  Section, 
Certification  Policy  Branch,  Program 
Development  Division,  Food  and 
Nutrition  Service.  USDA,  3101  Park 
Center  Drive,  Alexandria,  Virginia, 
22302.  The  telephone  number  is  (703) 
305-2496. 


SUPPLEMENTARY  INFORMATION: 

Classification 

Executive  Order  12291 

The  Department  has  reviewed  this 
rule  under  Executive  Order  12291  and 
the  Secretary  of  Agriculture's 
Memorandum  No.  1512-1.  The  rule's 
effect  on  the  economy  will  be  less  than 
$100  million,  and  it  will  have  no  effect 
on  costs  or  prices.  Competition, 
employment,  investment,  productivity, 
and  innovation  will  remain  unaffected. 
There  will  be  no  effect  on  the  ability  of 
United  States-based  enterprises  to 
compete  with  foreign-based  enterprises. 
Therefore,  the  Department  has  classified 
this  rule  as  nonmajor. 

Executive  Order  12372 

The  Food  Stamp  Program  is  Hsted  in 
the  Catalog  of  Federal  Domestic 
Assistance  under  No.  10.551.  For  the 
reasons  set  forth  in  the  final  rule  and 
related  Notice  of  7-CFR  part  3015, 
subpart  V  (48  FR  29115),  this  Program 
is  excluded  from  the  scope  of  Executive 
Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials. 

Executive  Order  12778 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  This  rule  is  intended  to 
have  preemptive  effect  with  respect  to 
any  State  or  local  laws,  regulations  or 
policies  which  conflict  with  its 
provisions  or  which  would  otherwise 
impede  its  full  implementation.  This 
rule  is  not  intended  to  have  retroactive 
effect  unless  so  specified  in  the 
"Effective  Date"  paragraph  of  this 
preamble.  Prior  to  any  judicial  challenge 
to  the  provisions  of  this  rule  or  the 
application  of  its  provisions  all 
applicable  administrative  procedures 
must  be  exhausted.  In  the  Food  Stamp 
Program  the  administrative  procedures 
are  as  follows:  (1)  For  program  benefit 
recipients — State  administrative 
procedures  issued  pursuant  to  7  U.S.C 
2020(e)(10}  and  7  CFR  273.15;  (2)  for 
State  agencies — administrative 
procedures  issued  pursuant  to  7  U.S.C 
2023  set  out  at  7  CFR  276.7  (for  rules 
related  to  non-quality  control  (QC) 
liabilities)  or  part  284  (for  rules  related 
to  QC  liabilities);  (3)  for  program 
retailers  and  wholesalers — 
administrative  procedures  issued 


pursuant  to  7  U.S.C.  2023  set  out  at  7 
CFR  278.8. 

Regulatory  Flexibility  Act 

The  Department  has  also  revievred 
this  rule  in  relation  to  the  requirements 
of  the  Regulatory  Flexibility  Act  of  1980 
(Pub.  L.  96-354.  94  Stat.  1164, 
September  19, 1980).  PhylUs  R.  Gault. 
Acting  Administrator  of  the  Food  and 
Nutrition  Service  (FNS),  has  certified 
that  this  rul^  does  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The 
requirements  will  affect  food  stamp 
applicants  and  recipients  and  the  State 
and  local  agencies  that  administer  the 
Program.  The  application  process  will 
be  simplified,  and  some  currently 
participating  households  will  realize  an 
increase  in  Program  benefits. 

Paperwork  Reduction  Act 

The  requirement  of  the  Immigration 
Reform  and  Control  Act  of  1986  (Pub.  L 
99-603)  that  applicants  for  food  stamps 
attest  to  their  alien  or  citizenship  status 
was  implemented  in  regulations  issued 
October  7, 1988  (53  FR  39433).  At  that 
time,  the  Office  of  Management  and 
Budget  (OMB)  approved  the  signature 
requirement  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (Pub. 
L.  96-511)  under  OMB  No.  0584-0064. 
Therefore,  changes  required  to  be  made 
in  the  food  stamp  application  as  a  result 
of  the  provisions  in  7  CFR  273.2(b)  of 
this  action  do  not  significantly  alter  the 
methodologies  used  to  determine  the 
burden  estimates  currently  approved  for 
the  application  under  OMB  No.  0584- 
0064. 

Background 

On  March  28, 1991,  the  Department 
published  an  interim  rulemaking  (56  FR 
12843)  implementing  several  provisions 
of  the  Mickey  Leland  Memorial 
Domestic  Hunger  Relief  Act,  Public  Law 
101-624, 104  Stat.  3783,  November  28, 
1990  (Leland  Act),  which  simplify 
application  requirements,  exclude  GA 
vendor  payments  from  income  if  no 
payments  can  be  made  in  cash  under 
State  law,  and  exclude  annual  clothing 
allowances  from  consideration  a^ 
income.  The  Department  receiv^five 
comment  letters  from  State  ag^cies, 
and  reviewed  and  consideon^  all 
comments.  For  a  full  und^standing  of 
the  provisions  of  this  final  rule,  the 
reader  should  refer  to  the  preamble  of 
the  interim  rule. 
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Food  Stamp  Pmgram  Application 
Fequirements—7  CFR  273.2(bf 

The  interim  rule  implemented  the 
provision  of  section  1736  of  the  Leland 
Act  allowing  one  adult  representative  of 
the  household  to  attest,  under  penalty  of 
perjury,  to  the  truth  of  the  information 
in  the  application,  including 
information  indicating  that  all  members 
are  citizens  or  aliens  eligible  for 
participation  under  the  alien  provisions 
of  the  Food  Stamp  Act.  With  one 
exception,  the  commenters  were 
supportive  of  the  change,  which 
eliminated  the  requirement  that  each 
adult  sign  a  declaration  of  alien  or 
citizenship  status  and  that  an  adult  sign 
for  each  child  in  the  household. 

One  commenter  indicated  that  the 
change  in  food  stamp  procedures 
complicated  the  application  process 
because  the  procedures  for  the  Medicaid 
and  the  Aid  to  Families  with  Dependent 
Children  (AFDC)  programs  still  require 
that  all  adults  sign  •  statement  attesting 
to  their  citizenship  or  alien  status. 
According  to  the  commenter.  this  will 
require  State  agencies  to  provide  two 
different  sets  of  instructions  for 
completing  integrated  applications. 
Also,  since  an  individual  household 
member  who  is  not  required  to  sign  the 
food  stamp  application  could  be 
disqualified  by  the  Medicaid  or  AFDC 
programs  for  failing  to  sign  an  alien/ 
citizenship  statepient,  the  commenter 
believes  a  potential  for  error  exists. 

The  Department  had  no  discretion  in 
this  area.  Therefore,  the  interim 
provision  amending  7  CFR  273.2(b)  is 
adopted  as  Hnal  without  change. 

Exclusion  of  General  Assistance  (GA) 
Payments  When  No  Cash  Payments  May 
Be  Made— 7  CFR  273.9(c)(J) 

Section  1722  of  the  Leland  Act 
amended  section  5(k)(2)  of  the  Food 
Stamp  Act  to  add  an  income  exclusion 
for  vendor  payments  provided  under  a 
State  or  local  GA  program,  or  another 
local  basic  assistance  program 
comparable  to  GA.  Under  this  provision, 
vendored  GA  assistance  is  excluded  if. 
under  State  law.  no  assistance  can  be 
provided  to  the  household  in  the  form 
of  cash.  The  payment  may  not  be 
excluded  if  the  prohibition  against  a 
cash  payment  is  included  only  in  the 
local  law.  The  interim  rule  amended  7 
CFR  273.9(c)(1)  accordingly. 

One  commenter  objected  to  the 
interim  provision  because  it  results  in 
income  being  counted  in  one  State  and 
excluded  in  another.  According  to  the 
commenter,  households  receiving  GA 
are  penalized  if  they  live  in  a  State  that 
does  not  have  a  GA  program  which, 
under  State  law,  is  prohibited  from 


providing  cashbenefits.  The  commenter 
also  indicated  that  it  is  unfair  to  count 
as  income  payments  from  GA  directly  to 
a  third  party  on  behalf  of  a  household 
when  the  same  payments  would  be 
excluded  from  income  if  they  were 
made  by  a  private  organization. 

The  Department  has  no  discretion  in 
implementing  the  GA  vendorpayment 
exclusion  of  the  Leland  Act  Therefore, 
the  provisions  of  the  interim  rule  are 
adopted  as  final.  However,  it  should  be 
noted  that  some  GA  vendor  payments 
may  be  excluded  under  other  parts  of 
the  Food  Stamp  Act  and  eidsting 
regulations.  For  example,  rent  or 
mortgage  payments  made  to  landlords 
or  mortgage  holders  by  State  or  local 
housing  authorities  and  payments  by  a 
government  agency  to  a  child  care 
institution  are  excluded  under  7  CFR 
273.9(c)(l)(i).  GA  vendor  payments  for 
energy  assistance  may  be  excluded,  as 
provided  in  7  CFR  273.9(c)(ll).  Child 
care  assistance,  medical  assistance, 
temporary  or  emergency  assistance  to 
migrant  or  seasonal  farmworkers  in  the 
job  stream,  and  certain  housing 
assistance  may  be  excluded  under  7 
CFR  273.9(c)(l)(ii)  (A)  through  (E). 
Assistance  provided  through  vendor 
payments  financed  by  State  or  local 
funds  that  are  over  and  above  the 
normal  GA  or  public  assistance  grant  or 
not  normally  provided  as  part  of  the 
grant  is  excluded  under  7  CFR 
273.9(c)(l)(iv)(B). 

Another  commenter  suggested  the 
regulation  clarify  how  a  GA  vendor 
payment  would  be  treated  when  only  a 
portion  of  the  GA  grant  is  required  by 
State  law  to  be  provided  directly  to  a 
third  party.  For  example,  the  State  law 
may  require  that  the  shelter  part  of  GA 
grant  be  paid  directly  to  the  landlord 
but  provide  for  other  household  needs 
to  be  met  by  payments  directly  to  the 
household.  The  language  of  section 
1722  of  the  Leland  Act  which 
authorized  this  GA  vendor  payment 
exclusion  provides  that  the  exclusion 
applies  only  if,  under  State  law,  no 
assistance  under  the  GA  program  may 
be  provided  in  cash.  Therefore,  if  a  GA 
program  provides  some  assistance  in 
cash  and  some  as  a  vendor  payment,  no 
amount  may  be  excluded  under  this 
provision. 

Exclusion  of  Annual  Clothing 
Allowances— 7  CFR  273.9(c) 

Section  1716  of  the  Leland  Act 
amended  section  5(d)(5)  of  the  Food 
Stamp  Act  to  exclude  from  income  any 
allowance  a  State  agency  provides  no 
more  frequently  than  annually  to 
families  with  children  for  school  clothes 
when  the  children  enter  or  return  to 
school  or  daycare.  However,  the 


allowance  shall  not  be  excluded  If  the 
State  agency  reduces  the  amount  of 
monthly  assistance  provided  by  the  Aid 
to  Families  with  Dependent  Children 
(AFDC)  program  in  the  month  for  which 
the  allowance  is  provided.  In 
accordance  with  the  provision  of  section 
1716,  the  interim  rule  amended  7  CFR 
273.9(c)(5)  to  exclude  from  income 
annual  school  and  daycare  clothing 
allowances  provided  by  a  State  agency 
regardless  of  whether  they  are  paid  in 
the  form  of  cash,  a  voucher,  or  a  two- 
party  check.  Annual  clothing  payments 
are  excluded  regardless  of  the  age  of  the 
child  or  the  correctness  of  the  pa3rment. 
One  commenter  requested  that  annual 
clothing  allowances  made  in  the  form  of 
vendor  payments  also  be  excluded. 
Section  273.9(c)(5)  applies  to  vendor 
payments  as  well  as  cash  payments,  so 
annual  school  clothing  allowances 
provided  as  vendor  payments  are 
excluded.  Further,  the  exclusion  of 
annual  (not  monthly)  clothing 
allowances  made  as  vendor  payments  is 
allowed  by  regulations  at  7  CFR 
273.9(c)(l)(iv)(B)  as  assistance  provided 
over  and  above  the  normal  PA  or  GA 
grant.  Therefore,  the  provisions  of  the 
interim  rule  are  adopted  as  final  without 
change. 

Implementation 

Section  1781  of  the  Leland  Act 
required  that  the  provisions  of  this 
rulemaking  be  effective  and 
implemented  the  first  day  of  the  month 
beginning  120  days  after  publication  of 
implementing  regulations.  The 
Department  published  implementing 
regulations  March  28, 1991;  therefore, 
the  provisions  of  this  rule  were  effective 
and  State  agencies  were  required  to 
Implement  them  on  August  1. 1991.  The 
implementation  requirements  of  the 
interim  rule  at  7  CFR  272.1(g)(116)  are 
adopted  as  final  without  change.  Those 
requirements  are:  the  provisions  of  the 
rule  must  be  implemented  for  all 
households  that  newly  apply  on  or  after 
the  required  implementation  date.  The 
current  caseload  must  be  converted  to 
the  new  provisions  at  recertification,  at 
household  request,  or  when  the  case  is 
next  reviewed,  whichever  occurs  first, 
and  the  State  agency  must  provide 
restored  benefits  back  to  the  required 
implementation  date.  If  for  any  reason  a 
State  agency  failed  to  implement  on  the 
required  effective  date,  restored  benefits 
must  be  provided  back  to  the  required 
effective  date  or  the  date  of  the  food 
stamp  application,  whichever  is  later. 

The  interim  rule  provided  that  any^ 
variance  resulting  from  implementation 
of  the  provisions  of  this  rule  would  be 
excluded  from  error  analysis  for  90  days 
from  the  required  implementation  date. 
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in  accordance  with  7  CFR 
275.12(d)(2)(vii).  One  commenter 
requested  that  the  final  rule  clarify  the 
application  of  this  provision  when  the 
regulations  are  implemented  after  the 
required  implementation  date.  As 
indicated  in  the  preamble  to  regulations 
published  November  2. 1988  (53  FR 
44172},  a  State  agency  is  eHgible  for 
exclusion  of  implementation  variances 
from  the  date  of  actual  implementation 
by  the  agency  through  the  90th  day  of 
required  implementation. 
Implementation  at  any  time  during  the 
90-day  variance  exclusion  period 
entitles  the  State  agency  to  exclude 
implementation  variances  for  the 
remainder  of  the  90-day  period. 
Therefore,  a  State  agency  is  entitled  to 
at  least  a  partial  exclusion  if  it 
implemented  provisions  of  the  interim 
rule  prior  to  November  1. 1991. 

Technical  Amendment 

The  interim  rule  also  revised  the 
authority  citation  for  parts  271  through 
285  which  appears  after  the  Table  of 
Contents  for  each  part.  The  authority 
citation  was  revised  to  read  "7  U.S.C. 
2011-2031."  The  Department  is  taking 
this  opportunity  to  again  revise  the 
authority  citation  to  include  an  addition 
to  the  Food  Stamp  Act  made  by  the 
Leland  Act.  This  final  rule  revises  the 
citation  to  read  "7  U.S.C  2011-2032." 

Accordingly,  the  interim  rule 
amending  parts  271  through  285  which 
was  published  at  56  FR  12843-12845  on 
March  28. 1991.  is  adopted  as  final  with 
the  following  change: 

The  authority  citation  for  parts  271- 
285  is  revised  to  read  as  follows: 

Authority:  7  U.S.C  2011-2032. 

Dated:  Decemlier  21, 1992. 
Phyllis  R.  Gault, 
Acting  Administrator 
IFR  Doc.  93-116  Filed  1-4-93;  8:45  ami 
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Animal  and  Plant  Health  Inspection 
Service 

7  CFR  Part  301 
[Docket  No.  92-097-1] 

Witchweed  Quarantine  and 
Regulations 

agency:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Interim  rule  and  request  for 
comments. 

SUMMARY:  We  are  adding  sorghum  to  the 
list  of  regulated  articles  whose  interstate 
movement  is  restricted  to  prevent  the 
artificial  spread  of  witchweed.  We  are 


also  amending  the  list  of  suppressive 
areas  under  the  vtritchweed  quarantine 
and  regulations  by  adding  and  deleting 
specified  areas  in  10  counties  in  North 
Carolina  and  1  county  in  South 
Carolina.  Tliese  actions  are  necessary  to 
impose  certain  restrictions  on  the 
interstate  movement  of  regulated 
articles  and  to  delete  certain 
unnecessary  restrictions  on  the 
interstate  movement  of  regulated 
articles.  The  intended  effect  is  to 
prevent  the  artificial  spread  of 
witchweed  into  noninfested  areas  of  the 
United  States. 

DATES:  Interim  rule  effective  January  5, 
1993.  Consideration  will  be  given  only 
to  comments  received  on  or  before 
March  8. 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief, 
Regulatory  Analysis  and  Development, 
PPD.  APHIS.  USDA,  room  804,  Federal 
Building,  6505  Belcrest  Road, 
Hyattsville,  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
097-1.  Comments  received  may  be 
inspected  at  USDA,  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue  SW.,  Washington,  IX],  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Thomas  G.  Flanigan,  Operations 
Officer,  Domestic  and  Emergency 
Operations.  PPQ,  APHIS.  USDA,  room 
646,  Federal  Building.  6505  Belcrest 
Road.  Hyattsville.  MD  20782.  (301)  436- 
8247. 

SUPPLEMENTARY  INFORMATION: 

Background 

Witchweed  [Striga  spp.),  a  parasitic 
plant  that  feeds  off  the  roots  of  its  host, 
causes  degeneration  of  com,  sorghum, 
and  other  grassy  crops.  It  has  been 
foimd  in  the  United  States  only  in  parts 
of  North  Carolina  and  South  Carolina. 

The  witchweed  quarantine  and 
regulations  (contained  in  7  CFR  301.80 
through  301.80-10.  and  referred  to 
below  as  the  regulations]  quarantine  the 
States  of  North  Carolina  and  South 
Carolina  and  restrict  the  interstate 
movement  of  certain  articles  from 
regulated  areas  in  the  quarantined  States 
for  the  purpose  of  preventing  the 
artificial  spread  of  witchweed. 

Regulated  articles  cannot  be  moved 
interstate  from  any  quarantined  State 
except  under  conditions  prescribed  in 
the  regulations.  These  conditions 
include  certification,  permit,  and  other 
requirements  before  moving  certain 
farm  products,  commodities,  and 
equipment  from  regulated  areas. 

Regulated  areas  for  witchweed  are 
designated  as  either  suppressive  areas  or 


generally  infested  areas.  Restriction!  are 
imposed  on  the  interstate  movem^t  of 
regulated  articles  from  both  types  of 
areas  to  prevent  the  artificial  movement 
of  witchweed  into  noninfested  areas. 
However,  the  eradication  of  witchweed 
is  undertaken  as  an  objective  only  in 
areas  designated  as  suppressive  areas. 
Therefore,  restrictions  are  also  imposed 
on  the  interstate  movement  of  regulated 
articles  from  generally  infested  areas 
into  suppressive  areas.  Current^,  there 
are  no  areas  designated  as  generally 
infested  areas  (any  part  of  a  regulated 
area  not  designated  as  a  suppressive 
area  in  accordance  wdth  §  301.80-2). 

Designation  of  Articles  as  Regulated 
Articles 

We  are  amending  §  301.80(b)  by 
adding  sorghum  to  the  list  of  specified 
regulated  articles. 

We  are  taking  this  action  because 
sorghum  is  a  host  of  witchweed.  Until 
recently,  sorghum  production  was 
limited  in  North  Carolina  and  negligible 
in  South  Carolina.  The  demand  for 
sorghum  as  feed  for  poultry  has 
increased  due  to  the  recent  growth  in 
the  poultry  industry  in  North  Carolina 
and  South  Carolina.  Production  of 
sorghum  has  grown  to  match  this 
increased  demand.  We  expect  that 
interstate  and  intrastate  movement  of 
sorghum  will  result  from  this  increased 
production,  presenting  an  unacceptable 
risk  of  introducing  witchweed  into 
noninfested  areas. 

Designation  of  Areas  as  Suppressive 
Areas 

We  are  amending  §  301.80-2a  of  the 
regulations,  which  lists  generally 
infested  and  suppressive  areas,  by 
adding  areas  in  two  new  counties, 
Harnett  and  Lenoir,  in  North  Carolina  to 
the  list  of  suppressive  areas.  We  are  also 
adding  areas  in  Craven,  Cumberland. 
Greene,  Pender,  and  Wayne  counties  in 
North  Carolina,  and  areas  in  Horry 
County  in  South  Carolina  to  the  list  of 
suppressive  areas. 

Tne  rule  portion  of  this  document 
lists  the  suppressive  areas  for  each 
county.  Nonfarm  areas,  if  any,  are  listed 
first;  farms  are  then  listed 
alphabetically. 

We  are  takmg  this  action  because 
surveys  conducted  by  the  United  States 
Department  of  Agriculture  and  State 
agencies  of  North  Carolina  and  South 
Carolina  have  established  that  these 
areas  meet  one  or  more  of  the  following 
conditions  specified  in  §  301.8(>-2(a)  of 
the  regulations:  (1)  Witchweed  has  been 
found  in  these  areas;  (2)  there  is  reason 
to  believe  that  witchweed  is  present  in 
these  areas;  (3)  it  is  deemed  necessary    - 
to  regulate  these  areas  because  of  their 
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proximity  to  infestation;  or  (4)  these 
areas  cannot  be  separated  for  quarantine 
enforcement  purposes  from  infested 
localities.  Designation  of  these  areas  as 
regulated  areas  imposes  controls  on  the 
movement  of  regulated  articles  from 
these  areas  and  prevents  the  spread  of 
witchweed  to  noninfested  areas. 

Removal  of  Areas  From  List  of 
Regulated  Areas 

We  are  also  amending  §  301.80-2a  of 
the  regulations  by  removing  areas  in 
Columbus,  Cumberland,  Duplin, 
Greene,  Pender,  Pitt,  and  Wayne 
Counties  in  North  Carolina  from  the  list 
of  suppressive  areas.  There  are  no 
deletions  for  South  Carolina. 

We  are  taking  this  action  because  we 
have  determined  that  witchweed  no 
longer  occurs  in  these  areas,  and  there 
is  no  longer  a  basis  to  continue  listing 
these  areas  as  suppressive  areas  for  the 
purpose  of  preventing  the  artificial 
spread  of  witchweed.  This  action 
removes  unnecessary  restrictions  on  the 
interstate  movement  of  regulated 
articles  from  these  areas. 

Emergency  Action 

The  Administrator  of  the  Animal  and 
Plant  Health  Inspection  Service  has 
determined  that  a  situation  exists  that 
warrants  publication  of  this  rule 
without  prior  opportunity  for  public 
comment.  Because  of  the  possibility  that 
witchweed  could  be  spread  artificially 
to  noninfested  areas  of  the  United 
States,  it  is  necessary  to  act  immediately 
to  control  its  spread  by  adding — (1) 
Sorghum  to  the  list  of  regulated  articles; 
and  (2)  specified  areas  to  the  list  of 
suppressive  areas  in  North  Carolina  and 
South  Carolina.  Also,  where  witchweed 
no  longer  occurs,  immediate  action  Is 
needed  to  delete  unnecessary 
restrictions  on  the  interstate  movement 
of  regulated  articles. 

Since  prior  notice  and  other  public 
procedures  with  respect  to  this  interim 
rule  are  impracticable  and  contrary  to 
the  public  interest  under  these 
conditions,  there  is  good  cause  under  5 
U.S.C.  553  to  make  it  effective  upon 
publication  in  the  Federal  Register.  We 
will  consider  comments  received  within 
60  days  of  publication  of  this  interim 
rule  in  the  Federal  Register.  After  the 
comment  period  closes,  we  will  publish 
another  document  in  the  Federal 
Register.  It  will  include  a  discussion  of 
any  comments  we  receive  and  any 
amendments  we  are  making  to  the  rule 
as  a  result  of  the  comments. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  rule  in 
conformance  with  Executive  Order 


12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  rule  will  have  an  effect  on  the 
economy  of  less  than  $100  million;  will 
not  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries,  Federal,  State,  or  local 
government  agencies,  or  geographic 
regions;  and  will  not  cause  a  significant 
adverse  effect  on  competition, 
employment,  investment,  productivity, 
innovation,  or  on  the  ability  of  United    - 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

This  interim  rule  affects  the  interstate 
movement  of  regulated  articles  from 
specified  areas  in  North  Carolina  and 
South  Carolina.  Based  on  information 
compiled  by  the  U.S.  Department  of 
Agriculture,  we  have  determined  that 
approximately  280,907  small  entities 
move  these  articles  interstate  from 
North  Carolina  and  South  Carolina. 
However,  this  rule  affects  only  678  of 
these  entities,  by  removing  593  entities 
from  regulation  and  placing  85  new 
entities  under  regulation. 

We  have  determined  that  the  593 
deregulated  entities  will  realize  a 
combined  annual  dollar  benefit  of 
$39,731.  Due,  in  part,  to  the  reduction 
in  regulatory  and  control  costs,  each 
deregulated  entity  will  realize  an 
average  annual  dollar  benefit  of  $67. 
Approximately  $40  of  the  $67  benefit 
represents  increased  revenue  due  to 
gained  interstate  markets. 

Sixty-five  of  the  newly-regulated 
small  entities  produce  sorghum.  The 
remaining  20  are  affected  as  a  result  of 
additions  to  the  list  of  suppressive 
areas.  We  estimate  that  the  85  newly- 
regulated  entities  will  need  to  invest 
approximately  $20  each,  per  year,  in 
order  to  comply  with  our  regulations. 
Implementation  of  this  rule  will  also 
result  in  lost  interstate  markets  for  the 
newly-regulated  entities.  We  estimate 
that  annual  income  for  each  impacted 
entity  will  be  reduced  by  about  $40 
annually.  Therefore,  the  total  cost  for 
each  of  the  85  aewly-regulated  entities 
will  be  about  $60  per  year. 

In  the  instances  where  this  interim 
rule  removes  specified  areas  from  the 
list  of  suppressive  areas,  this  rule  will 
enable  freer  movement  of  goods  and 
services  across  State  lines.  Consumers 
will  benefit  from  lower  prices  and 
quicker  access  to  products  from  the  593 
entities  removed  from  the  list  of 
suppressed  areas.  Overall,  we  expect 
that  this  rule  will  enhance  the  ability  of 
small  entities  to  market  products 
interstate. 


For  this  action,  the  Office  of 
Management  and  Budget  has  waived  the 
review  process  required  by  Executive 
Order  12291. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
imder  No.  10.025  and  is  subject  to 
Executive  Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  (See  7  CFR  part 
3015.  subpart  V.) 

Executive  Order  12778 

This  rule  has  been  reviewed  under 
Executive  Order  12778,  Civil  Justice 
Reform.  This  rule:  (1)  Preempts  all  State 
and  local  laws  and  regulations  that  are 
inconsistent  with  this  rule;  (2)  has  no 
retroactive  effect;  emd  (3)  does  not 
require  administrative  proceedings 
before  parties  may  file  suit  in  court 
challenging  this  rule. 

Paperwork  Reduction  Act 

This  rule  contains  no  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperworit 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

List  of  Subjects  in  7  CFR  Part  301 

Agricultural  commodities,  Plant 
diseases  and  pests.  Quarantine. 
Reporting  and  recordkeeping 
requirements,  Transportation. 

Accordingly,  7  CFR  part  301  is 
amended  to  read  as  follows: 

PART  301— DOMESTIC  QUARANTINE 
NOTICES 

1.  The  authority  citation  for  part  301 
continues  to  read  as  follows: 

Authority:  7  U.S.C.  ISObb,  ISOdd.  150ee, 
ISOff,  161, 162.  and  164-167;  7  CFR  2.17. 
2.51,  and  371.2(c). 

2.  In  §  301.80,  paragraph  (b)  is 
amended  by  redesignating  paragraphs 
(b)(17)  through  (b)(21)  as  paragraphs 
(b)(18)  through  (b)(22)  and  adding  a  new 
paragraph  (b)(17)  to  read  as  follows: 

§301.80    Quarantine;  restriction  on 
interstate  movement  of  specified  regulated 
artipies. 

(b)*  '  ' 
(17)  Sorghum. 
•        •        •        •        • 

3.  In  §  301.8O-2a.  the  list  of 
suppressive  areas  is  amended  by 


Fedaral  Register  /  Vol.  58.  No.  2  /  Tuesday,  January  5,  1993  /  Rules  arjd  Regulations 


217 


adding,  in  alphabetical  order,  Hartnntt 
and  Lenoir  Counties  in  North  CaroUna 
and  the  following  areas  in  the  counties 
of  Craven,  Cumberiand.  Greene,  Pender, 
and  Wayne  in  NcHlh  CaxoUna  and  Horry 
in  South  Carohna: 


generally 


S301.aO-2a 

infested  and  suppreeaive 


North  Carolina 


(i)  •  •  • 


The  Waters,  Thomas,  Estate  farm 
located  on  both  sides  of  State  Secondary 
Road  1318  and  0.3  mile  north  of  its 
intersection  with  State  Secondary  Road 
1317. 

Pender  County. 

The  Salomon,  Gwendolyn  S.,  farm 
located  on  a  field  road  1.7  miles  east  of 
U.S.  Highway  117  and  0.3  mile  south  of 
its  intersection  with  State  Secondary 
Road  1411. 


Craven  County. 


The  Nobles.  Jr.,  Jack,  farm  located  on 
the  west  side  of  State  Secondary  Road 
1262  and  located  0.7  mile  south  of  the 
intersection  of  State  Secondary  Road 
1258  and  State  Secondary  Road  1262. 

Cumberland  County. 


The  Lee,  Jack,  farm  located  on  the 
west  side  of  State  Secondary  Road  1716 
and  0.1  mile  north  of  its  intersection 
with  State  Secondary  Road  1717. 

•        •        •        •        • 

Greene  County.  The  Alexander,  Jenny, 
farm  located  on  the  west  side  of  State 
Secondary  Road  1410  and  0.3  mile 
south  of  its  intersection  with  North 
Carolina  Highway  903. 

The  Wood,  Nina,  farm  located  on  the 
southwest  side  of  the  intersection  of 
State  Secondary  Roads  1400  and  1418. 

Harnett  County.  The  Hicks,  Vashti, 
farm  located  on  the  south  side  of  State 
Secondary  Road  2039  and  0.4  mile  west 
of  its  intersection  with  State  Secondary 
Road  2031. 

The  Jeter,  James,  farm  located  down  a 
private  lane  off  the  south  side  of  State 
Highway  27  at  its  intersection  with  State 
Secondary  Road  1200. 

The  Womack,  E.H.,  farm  located  on 
the  east  side  of  State  Highway  27  and  1 
mile  north  of  its  intersection  with  State 
Hiehway  24. 

Lenoir  County.  The  Dawson,  Wayne, 
farm  located  on  the  east  side  of  State 
Secondary  Road  1318  and  0.25  mile 
north  of  its  intersection  with  State 
Secondary  Road  1316. 

The  Howell,  Gregor,  farm  located  on 
the  northeast  side  of  the  intersection  of 
State  Secondary  Roads  1310  and  1318. 

The  Pelletier,  Roger,  farm  located  on 
the  northeast  side  of  State  Secondary 
Road  1316  and  0.3  mile  northwest  of  its 
intersection  with  State  Secondary  Road 
1318. 

The  Sutton,  Nancy,  form  located  on 
the  south  side  of  State  Secondary  Road 
1330  and  0.5  mile  east  of  its  intersection 
with  State  Secondary  Road  1331. 


The  Thompson,  Dick,  farm  located  on 
the  south  side  of  State  Secondary  Road 
1108  and  0.5  mile  northwest  of  its 
intersection  with  State  Secondary  Road 
1107. 

The  Williams,  Sidney,  farm  located 
on  a  field  road  0.2  mile  north  of  State 
Secondary  Road  1102  and  1.0  mile 
northwest  of  its  interaction  with  North 
Carolina  Highway  210. 

The  Zibelin,  John  R.,  farm  located  0.5 
mile  east  of  Secondary  Road  1105  and 
1.2  miles  south  of  its  intersection  with 
State  Secondary  Road  1104. 

Wayne  County. 


The  Jones,  Mary,  farm  located  on  the 
west  side  of  State  Secondary  Road  1731 
at  its  intersection  with  State  Secondary 
Road  1730. 


South  Carolina 

(D*  '  ' 
(2)*  •  • 

•  •        •        •        • 

Horry  County. 

The  Thomas,  Fred,  farm  located  on 
the  west  side  of  a  dirt  road  and  0.1  mile 
northwest  of  State  Primary  Highway  90, 
this  intersection  being  3.2  miles  south  of 
the  intersection  of  State  Primary  Road 
90  with  State  Secondary  Road  31. 

The  Thomas,  Hubert,  farm  located  on 
the  west  side  of  a  dirt  road  and  0.3  mile 
northwest  of  State  Primary  Highway  90, 
this  intersection  being  3.2  miles  south  of 
the  intersection  of  State  Primary  Road 
90  with  State  Secondary  Road  31. 

The  Thomas,  J.R.,  farm  located  on  the 
west  side  of  a  dirt  road  and  0.2  mile 
northwest  of  State  Primary  Highway  90, 
this  intersection  being  3.2  miles  south  of 
the  intersection  of  State  Primary  Road 
90  with  State  Secondary  Road  31. 

•  •        •        •        • 

4.  hi  §  301.80-2a,  the  list  of 
suppressive  areas  is  amended  by 
removing  the  following  areas  in 
Columbus,  Cumberland,  Ehiplin, 
Greene,  Pender,  Pitt,  and  Wayne 
Counties  in  North  Carolina: 


a.  In  Columbus  County,  The 
Harmon,Thelma,  (formerly  the  Lloyd 
Spaulding  farm)  and  The  Walters, 
Eugene,  brm. 

b.  In  Cumberland  County,  The 
McLatuin,  McLaurin,  form;  The 
Mclaurin,  Octavious,  farm;  The 
Shirman,  Harry,  farm;  and  The  Smith. 
Agnes,  farm. 

c.  In  Duplin  County,  The  Holland, 
William,  farm;  The  Lee,  Daphne,  farm; 
The  Miller,  O'Berry,  farm;  The  Thomas, 
J.R.,  farm;  and  The  Tyner,  J.R.,  farm. 

d.  In  Greene  County,  The  Williams, 
Minnie,  farm. 

e.  In  Pender  County,  The  Anderson, 
Julian  W.,  farm;  The  Batson,  Arthur, 
farm;  The  Dees,  Betty,  farm;  The  Huxiie, 
George,  farm;  The  Hicks,  Carol,  farm; 
The  Larkins,  C.E.,  farm;  The  Marshall, 
Crawford,  farm;  The  Marshall,  Milvin, 
farm;  The  Terrell,  Nancy,  farm;  and  The 
William,  Leroy,  farm. 

f.  hi  Pitt  County,  The  Hodges,  M.B., 
farm. 

g.  In  Wayne  County,  The  Daniels, 
Riley,  farm;  The  George-Padfic  Corp., 
farm;  The  Greenfield,  Charlie,  farm;  The 
Greenfield,  Mattie,  farm;  and  The 
Humphrey,  Josephine,  farm. 

5.  h)  §  301.80-2a,  in  the  list  of 
suppressive  areas  for  Greene  County  in 
North  Carolina,  the  Usting  for  "The  Dun, 
Jo,  Estate  farm"  is  corrected  to  read 
"The  Dunn,  Joe,  Estate  farm". 

Done  in  Washington,  DC,  this  30th  day  of 
December  1992. 
Lonnie  J.  King. 

Acting  Administrator.  Animal  and  Plant 
Health  Inspestion  Service. 
[FR  Doa  93-65  Filed  1-4-43:  8:45  ami 
■NJJNQ  COOe  M10-M-M 


7  CFR  Part  301 
[Doclwt  92-033-2] 

Mexican  Fruit  Fly;  Removal  Rom  tha 
Quarantined  Araa 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Interim  rule. 

SUMMARY:  We  are  amending  the  Mexican 
fruit  fly  regulations  by  removing  the 
quarantined  area  in  Los  Angeles  County, 
CA,  fit>m  the  list  of  areas  regulated 
because  of  the  Mexican  fruit  fly,  and  by 
removing  California  from  the  Ust  of 
States  quarantined  because  of  the 
Mexican  fiiiit  fly.  We  have  determined 
that  the  Mexican  fruit  fly  has  been 
eradicated  from  California,  and  that 
restrictions  are  no  longer  necessary  to 
prevent  the  spread  of  the  Mexican  fruit 
fly  into  noninfested  areas  of  the  United 
States.  This  action  reUeves  unnecessary 
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restrictions  on  the  interstate  movement 
of  regulated  articles  from  the  previously 
regulated  area. 

DATES:  Interim  rule  effective  December 
30. 1992.  Consideration  will  be  given 
only  to  comments  received  on  or  before 
March  8, 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief, 
Regulatory  Analysis  and  Development. 
PPD.  APHIS,  USDA,  room  804,  Federal 
Building.  6505  Belcrest  Road, 
Hyattsville.  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
033-2.  Comments  received  may  be 
inspected  at  USDA,  room  1141.  South 
Building.  14th  Street  and  Independence 
Avenue  SW..  Washington.  DC.  between 
8  a.m.  and  4:30  p.m..  Monday  through 
Friday,  except  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Michael  B.  Stefan,  Operations 
Officer,  Domestic  and  Emergency 
Operations,  PPQ,  APHIS,  USDA.  room 
640.  Federal  Building.  6505  Belcrest 
Road.  Hyattsville.  MD  20782.  (301)  436- 
8247. 

SUPft^MENTARY  INFORMATION: 
Background 

The  Mexican  fruit  fly.  Anastrepha 
ludens  (Loew).  is  an  extremely 
destructive  pest  of  citrus  and  many 
other  types  of  fruits.  The  short  life  cycle 
of  the  Mexican  fruit  fly  allows  rapid 
development  of  serious  outbreaks  that 
can  cause  severe  economic  losses  in 
commercial  citrus-producing  areas.  The 
Mexican  fruit  fly  regulations,  contained 
in  7  CFR  301.64  through  301.64-10 
(referred  to  as  the  regulations), 
quarantine  infested  States,  designate 
regulated  areas,  and  restrict  the 
interstate  movement  of  regulated 
articles  from  regulated  areas  in  order  to 
prevent  the  spread  of  the  Mexican  fruit 
fly  to  noninfested  areas. 

In  an  interim  rule  effective  December 
31. 1991.  and  published  in  the  Federal 
Register  on  January  7. 1992  (57  FR  519- 
522.  Docket  No.  91-174).  we 
quarantined  the  State  of  California  and 
designated  a  portion  of  Los  Angeles 
County,  near  Maywood.  as  a  regulated 
area  because  that  area  had  b«5«n  found 
to  be  infested  with  the  Mexican  fruit  fly. 
In  a  document  effective  March  27. 1992. 
and  published  in  the  Federal  Register 
on  April  1. 1992  (57  FR  10973-10974. 
Docket  No.  92-033),  we  expanded  the 
regulated  area  in  Los  Angeles  County  to 
include  an  area  of  the  county  near 
Norwalk  and  Bellflower. 

Based  on  insect  trapping  surveys  by 
inspectors  of  California  State  and 
county  agencies  and  by  inspectors  of  the 
Animal  and  Plant  Health  Inspection 
Service,  we  have  determined  that  the 


Mexican  fruit  fly  has  been  eradicated 
from  the  regulated  area  in  Los  Angeles 
County.  CA.  The  last  finding  of  Mexican 
fruit  fly  thought  to  be  associated  with 
the  infestation  in  this  area  was  made  on 
March  17, 1992. 

Since  then,  no  evidence  of  Mexican 
fruit  fly  infestations  has  been  found  in 
this  area.  We  have  determined  that  the 
Mexican  fruit  fly  no  longer  exists  in  Los 
Angeles  County,  and  we  are  therefore 
removing  it  from  the  list  of  areas  in 
S  301.64-3(c)  regulated  because  of  the 
Mexican  fi^it  fly.  As  a  result  of  this 
action  there  is  no  longer  an  area  in 
CaUfomia  regulated  because  of  the 
Mexican  fruit  fly.  Because  we  have 
determined  that  the  Mexican  fruit  fly  no' 
longer  exists  in  California,  we  are 
removing  California  from  the  Ust  in 
§  301.64-3  of  States  quarantined 
because  of  the  Mexican  fruit  fly. 

Immediate  Action 

The  Administrator  of  the  Animal  and 
Plant  Health  Inspection  Service  has 
determined  that  there  is  good  cause  for 
publishing  this  interim  rule  without 
prior  opportunity  for  public  comment. 
The  area  in  California  affected  by  this 
document  was  regulated  due  to  the 
possibility  that  the  Mexican  fruit  fly 
could  be  spread  to  noninfested  areas  of 
the  United  States.  Since  this  situation 
no  longer  exists,  and  the  continued 
regulated  status  of  this  area  would 
impose  unnecessary  restrictions  on  the 
public,  we  are  taking  immediate  action 
to  remove  the  restrictions. 

Since  prior  notice  and  other  public 
procedures  with  respect  to  this  interim 
rule  are  impracticable  and  contrary  to 
the  public  interest  under  these 
conditions,  there  is  good  cause  under  5 
U.S.C.  553  to  make  it  effective  upon 
signature.  We  will  consider  comments 
received  within  60  days  of  publication 
of  this  interim  rule  in  the  Federal 
Register.  After  the  comment  period 
closes,  we  will  publish  another 
document  in  the  Federal  Register, 
including  a  discussion  of  any  comments 
we  receive  and  any  amendments  we  are 
making  to  the  rule  as  a  result  of  the 
comments. 


Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  rule  in 
conformance  with  Executive  Order 
12291.  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  rule  will  have  an  effect  on  the 
economy  of  less  than  $100  million;  will 
not  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries,  Federal,  State  or  local 


government  agencies,  or  geographic 
regions;  and  will  not  cause  a  significant 
adverse  effect  on  competition, 
employment,  investment,  productivity, 
innovation,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-ba.«»d  enterprises  in 
domestic  or  export  markets. 

For  this  action,  the  Office  of 
Management  and  Budget  has  waived  the 
review  process  required  by  Executive 
Order  12291. 

This  regulation  removes  restnctions 
on  the  interstate  movement  of  regulated 
articles  from  a  portion  of  Los  Angeles 
County.  CA.  Within  this  regulated  area 
there  are  approximately  835  entities  that 
could  be  affected,  including  270  fruit/ 
produce  markets.  113  nlirseries,  6  flea 
markets.  3  processors.  430  mobile  fruit 
vendors.  3  farmers'  markets,  5  growers 
of  lemons  and  oranges  on  4  acres,  and 
5  wholesale  distributors.  These  entities 
comprise  less  than  1  percent  of  the  total 
number  of  similar  entities  operating  in 
the  State  of  California. 

The  effect  of  this  rule  on  these  entities 
should  be  insignificant  since  most  of 
these  small  entities  handle  regulated 
articles  primarily  for  local  intrastate 
movement,  not  interstate  movement, 
and  the  distribution  of  these  articles  was 
not  affected  by  the  regulatory  provisions 
we  are  removing. 

Many  of  these  entities  also  handle 
other  items  in  addition  to  the  previously 
regulated  articles  so  that  the  effect,  if 
any,  on  these  entities  is  minimal. 
Further,  the  conditions  in  the  Mexican 
firuit  regulations  and  treatments  in  the 
Plant  Protection  and  Quarantine 
Treatment  Manual,  incorporated  by 
reference  in  the  regulations,  allowed 
interstate  movement  of  most  articles 
without  significant  added  costs. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
under  No.  10.025  and  is  subject  to 
Executive  Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  (See  7  CFR  part 
3015.  subpart  V.) 

Executive  Order  12778 

Tliis  rule  has  been  reviewed  under 
Executive  Order  12778.  Qvil  Justice 
Reform.  This  rule:  (1)  Preempts  all  State 
and  local  laws  and  regulations  that  are 
inconsistent  with  this  rule;  (2)  has  no 
retroactive  effect;  and  (3)  does  not 
require  administrative  proceedings 


k 
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before  parties  may  Hie  suit  in  court 
challenging  this  rule. 

Paperwork  Reduction  Act 

This  dociunent  contains  Ito  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

List  of  Subjects  in  7  CFR  Part  301     - 

Agricultural  commodities.  Plant 
diseases  and  pests,  Quarantine, 
Reporting  and  recordkeeping 
requirements.  Transportation. 

Accordingly.  7  CFR  part  301  is 
amended  to  read  as  follows: 

PART  301— DOMESTIC  QUARANTINE 
NOTICES 

1.  The  authority  citation  for  7  CFR 
part  301  continues  to  read  as  follows: 

Authority:  7  U.S.Q  ISObb,  ISOdd,  ISOee, 
ISOff.  161. 162,  and  164-167;  7  CFR  2.17. 
2.51.  and  371.2(c). 

§301.64    [Amended] 

2.  In  §  301.64,  paragraph  (a),  the 
phrase  "the  States  of  California  and 
Texas"  is  removed  and  the  phrase  "the 
State  of  Texas"  is  added  in  its  place. 

§301.64-3    [Amended] 

3.  In  §  301.64-3,  paragraph  (c)  is 
amended  by  removing  the  entry  for 
"California"  and  the  description  of  the 
regulated  area  for  Los  Angeles  County, 
CA. 

Done  in  Washington,  DC,  this  30th  day  of 
December  1992. 
Lonnie  J.  King, 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
IFR  Doc.  93-64  Filed  1-4-93;  8:45  am) 
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7  CFR  Part  354 
[Docket  No.  92-175-1] 

Commuted  Traveltime  Periods 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Final  rule. 

SUMMARY:  We  are  amending  the 
regulations  concerning  overtime 
services  provided  by  employees  of  Plant 
Protection  and  Quarantine  (PPQ)  by 
removing  and  adding  commuted 
traveltime  allowances  for  travel  between 
Green  Bay  and  Milwaukee,  Wisconsin. 
Commuted  traveltime  allowances  are 
the  periods  of  time  required  for  PPQ 
employees  to  travel  from  their  dispatch 
points  and  return  there  ftx)m  the  places 
where  they  perform  Sunday,  holiday,  or 


other  overtime  duty.  The  Government 
charges  a  fee  for  certain  overtime 
services  provided  by  PPQ  employees 
and,  under  certain  circumstances,  the 
fee  may  include  the  cost  of  commuted 
traveltime.  This  action  is  necessary  to 
inform  the  public  of  commuted 
traveltime  for  these  locations. 
EFFECTIVE  DATE:  January  5, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
George  H.  McFadden,  Jr..  Director, 
Resource  Management  Support,  PPQ, 
APHIS,  USDA,  room  458,  Federal 
Building,  6505  Belcrest  Road, 
Hyattsville.  MD  20782.  (301)  436-7764. 

SUPPtXMENTARY  INFORMATION: 

Background 

The  regulations  in  7  CFR,  chapter  HI, 
and  9  CFR,  chapter  I,  subchapter  D, 
require  inspection,  laboratory  testing, 
certification,  or  quarantine  of  certain 
plants,  plant  products,  animals  and 
animal  byproducts,  or  other 
commodities  intended  for  importation 
into,  or  exportation  from,  the  United 
States.  When  these  services  must  be 
provided  by  an  employee  of  PPQ  on  a 
Sunday  or  holiday,  or  at  any  other  time 
outside  the  PPQ  employee's  regular 
duty  hours,  the  Government  charges  a 
fee  for  the  services  in  accordance  with 
7  CFR  part  354.  Under  circumstances 
described  in  §  354.1(a)(2),  this  fee  may 
include  the  cost  of  commuted 
traveltime.  Section  354.2  contains 
administrative  instructions  prescribing 
commuted  traveltime  allowances,  which 
reflect,  as  nearly  as  practicable,  the 
periods  of  time  required  for  PPQ 
employees  to  travel  from  their  dispatch 
points  and  return  there  from  the  places 
where  they  perform  Sunday,  holiday,  or 
other  overtime  duty. 

We  are  amending  §  354.2  of  the 
regulations  by  removing  and  adding 
commuted  traveltime  allowances  for 
travel  between  Green  Bay  and 
Milwaukee,  Wisconsin.  The 
amendments  are  set  forth  in  the  rule 
portion  of  this  document.  This  action  is 
necessary  to  inform  the  public  of  the 
commuted  traveltime  between  the 
dispatch  and  service  locations. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act: 

We  are  issuing  this  rule  in 
conformance  With  Executive  Order 
12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  rule  will  have  an  effect  on  the 
economy  of  less  than  $100  million;  will 
not  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries.  Federal,  State,  or  local 


government  agencies,  or  geographic 
regions;  and  will  not  cause  a  significant 
adverse  effect  on  competition, 
employment,  investment,  productivity, 
innovation,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

The  number  of  requests  for  overtime 
services  of  PPQ  employee  at  the 
locations  affected  by  our  rule  represents 
an  insignificant  portion  of  the  total 
number  of  requests  for  these  services  in 
the  United  States. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Efifective  Dale 

The  commuted  travel  time  allowances 
appropriate  for  employees  performing 
services  at  ports  of  entry,  and  the 
features  of  the  reimbursement  plan  for 
recovering  the  cost  of  furnishing  port  of 
entry  services,  depend  upon  facts 
within  the  knowledge  of  the  Department 
of  Agriculture.  It  does  .not  appear  that 
public  participation  in  this  rulemaking 
proceeding  would  made  additional 
relevant  information  available  to  the 
Department. 

Accordingly,  pursuant  to  the 
administrative  procedure  provisions  in 
5  U.S.C.  553,  we  find  upon  good  cause 
that  prior  notice  and  other  public 
procedure  with  respect  to  this  rule  are 
impracticable  and  unnecessary;  we  also 
find  good  cause  for  making  this  rule 
effective  less  than  30  days  after 
publication  of  this  document  in  the 
Federal  Register 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
under  No.  10.025  and  is  subject  to 
Executive  Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  (See  7  CFR  part 
3015.'subpart  V.) 

Executive  Order  12778 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  This  rule  is  intended  to 
have  preemptive  effect  with  respect  to 
any  state  or  local  laws,  regulations,  or 
policies  that  conflict  with  its  provisions 
or  that  would  otherwise  impede  its  full 
implementation.  This  rule  is  not 
intended  to  have  retroactive  effect 
unless  so  specified  in  the  "Effective 
Date"  section  of  this  preamble.  There 
are  no  administrative  procedures  that 
must  be  exhausted  prior  to  any  judicial 
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challenge  to  the  provisions  of  this  rule 
or  the  application  of  its  provisions. 

Paperwork  ReductioB  Act 

This  rule  contains  no  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
etseq.). 

List  ofSobiects  in  7  CFR  Part  354 

Exports.  Government  employees. 
Imports.  Plant  diseases  and  pests. 
Quarantine.  Reporting  and 
reeordke^ing  requirements.  Travel  and 
transportation  expenses. 

Accordingly.  7  CFR  part  354  is 
amended  as  follows; 

PART  354— OVERTIME  SERVICES 
RELATING  TO  IMPORTS  AND 
EXPORTS;  AND  USER  FEES 

1.  The  authority  citation  for  part  354 
continues  to  read  as  follows: 

Authority:  7  U.S.C  2260.  21  U.S.C  136 
and  136a:  49  U.S.C  1741: 7  CFR  2.17.  2.S1, 
and  371.2(c). 

2.  Section  354.2  is  amended  by 
removing  or  adding  in  the  table,  in 
alphabetical  order,  the  information  as 
shown  below: 

§354.2    Adminislrative  Instnicttone 
prescribing  commuted  traveitime. 


Commuted  Traveltime  Auowances 

(In  hours] 


L«^«^       Ser^dfrom 


MMropoNun 
area 

WNNn     Outtide 


Rsniovo: 


QiMnBay      M^—utoe 


Add: 


GiMnBay     Mfc»auhaa 


Done  in  Washington.  DC.  this  30th  day  of 
December  1992. 
Lonnie  J.  King. 

Acting  Administrator,  Animal  aad  Plant 
Health  Inspection  Service. 
iPR  Doc  93-66  Filed  1-4-93;  8:45  ami 
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AgrictJitural  Marketing  Sendee 

7CFRPart921 

(Dodiet  No.  FV92-921-1) 

Suspension  of  Provisions  of  Marksting 
Order  921;  Fresh  Peaches  Grown  in 
Designated  Counties  In  Washington 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Suspension  and  referendum 

order.  ^^ 

1 

SUMMARY:  This  action  susoends  all 
provisions  of  Federal  Marketing  Order 
No.  021  for  peaches  grown  in  designated 
counties  in  Washington,  and  the  rules 
and  regulations  issued  thereunder.  This 
action  directs  that  a  referendum  be 
conducted  among  eligible  growers  to 
determine  whether  they  favor 
continuance  of  the  Federal  marketing 
order  regulating  the  handling  of  their 
fruit,  lliis  action  is  taken  as  a  result  of 
a  recommendation  for  suspension  made 
by  the  Washington  Fresh  Peach 
Marketing  Committee  (committee),  the 
agency  responsible  for  local 
administration  of  the  order.  The 
committee's  recommendation  was  based 
on  the  Washington  State  Department  of 
Agriculture's  promulgation  of  handling 
regulations  on  fresh  peaches  comparable 
to  those  that  are  in  place  under  the 
Federal  marketing  order.  The  committee 
believes  that  with  the  duplication  of 
regulations,  continuing  to  fund  the 
Federal  marketing  order  is  an 
imnecessary  expense. 
EFFECTIVE  DATE:  March  31, 1993.  The 
representative  production  period  for  the 
referendum  is  July  l-September  30, 
1993.  The  referendum  will  be 
conducted  during  the  period  November 
13-December  10. 1993. 
FOR  FURTHER  MF0RMAT10N  CONTACT: 
Gary  D.  Olson,  Northwest  Marketing 
Field  Office,  1220  SW.  Third  Avenue, 
room  369,  Portland,  Oregon  97204, 
telephone  503-326-2724,  or  Ken 
Johnson,  Marketing  Order 
Administration  Branch,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  P.O. 
Box  96456,  room  2525-S,  Washington, 
ex:  20090-6456,  telephone  202-690- 
3670. 

SUPPtfMENTARY  INFORMATION:  The 
Marketing  Agreement  and  Order  No. 
921  (7  CFR  part  921)  regulates  the 
handling  of  peaches  grown  in 
designated  counties  in  Washington.  The 
order  is  effective  under  the  Agricultural 
Marketing  Agreement  Act  of  1937,  as 
amended  (7  U.S.C.  601-674),  hereinafter 
referred  to  as  the  "Act."  The  suspension 
action  is  being  taken  under  the 
provisions  of  section  8c(16)(A)  of  the 
Act. 


The  referendum  will  be  conducted  in 
accordance  with  the  procedure  for  the 
conduct  of  referenda  to  determine 
whether  cof^tinuation  of  the  marketing 
order  is  favored  by  producers,  who 
during  the  representative  period  were 
engagjed  in  the  production  of  peadies 
grown  in  designated  counties  in 
Washington.  The  procedure  applicable 
to  the  referenda  is  the  "Procedure  for 
the  Conduct  of  Referenda  in  Connection 
with  Marketing  Orders  for  Fruits, 
Vegetables,  and  Nuts  Pursuant  to  the 
Agricultural  Marketing  Agreement  Act 
of  1937,  as  Amended"  (7  CFR  900.400 
et  seq).  The  representative  period  for 
the  conduct  of  such  referendum  is 
hereby  determined  to  be  July  1  through 
September  30, 1993. 

This  action  has  been  reviewed  by  the 
Department  of  Agricultxue  (Department) 
in  accordance  with  Departmental 
Regulation  1512-1  and  the  criteria 
contained  in  Executive  Order  12291  and 
has  been  determined  to  be  a  "non- 
major"  rule. 

This  action  has  been  reviewed  under 
Executive  Order  12778,  Civil  Justice 
Reform.  It  is  not  intended  to  have 
retroactive  effect.  This  action  will  not 
preempt  any  State  or  local  laws, 
regulations,  or  policies,  unless  they 
present  an  irreconcilable  conflict. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  suit  in  court.  Under 
section  8c(15)(A)  of  the  Act,  any  handler 
subject  to  an  order  may  file  with  the 
Secretary  a  petition  stating  that  the 
order,  any  provision  of  the  order,  or  any 
obligation  imposed  in  connection  with 
the  order  is  not  in  accordance  with  law 
and  requesting  a  modification  of  the 
order  or  to  be  exempted  therefrom.  A 
handler  is  afforded  the  opportunity  hx 
a  hearing  on  the  petition.  After  the 
hearing  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  as  his  or  her  principal 
place  of  business,  has  jurisdiction  in 
equity  to  review  the  Secretary's  ruling 
on  the  petition,  provided  a  bill  In  equity 
is  filed  not  later  than  20  days  after  date 
of  the  entry  of  the  ruling. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA), 
the  Administrator  of  the  Agricultural 
Marketing  Service  (AMS)  has 
considered  the  economic  impact  of  this 
action  on  small  entities.  The  purpose  of 
the  RFA  is  to  fit  regulatory  actions  to  the 
scale  of  business  subject  to  such  actions 
in  order  that  small  businesses  will  not 
be  unduly  or  disproportionately 
burdened.  Marketing  orders  issued 
pursuant  to  the  Act,  and  rules  issued 
thereunder,  are  unique  in  that  they  are 
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brought  about  through  group  action  of 
essentially  snudl  entities  acting  on  their 
own  behalf.  Thus,  both  statutes  have 
small  Mitity  orientation  and 
compatibility. 

There  are  approximately  65  handlers 
of  Washington  peaches  who  are  subject 
to  regulation  under  the  marketing  order 
and  approximately  890  peach 
produces.  Small  agricultural  producers 
have  been  defined  by  the  Small 
Business  Administration  (13  CFR 
121.601)  as  those  having  annual  receipts 
of  less  than  $500,000.  Small  agricultural 
service  firms  are  defined  as  those  whose 
annual  receipts  are  less  than  $3,500,000. 
The  majority  of  these  handlers  and 
producers  may  be  classified  as  small 
entities. 

Marketing  Order  921  has  been  in 
effect  since  1960.  The  order  provides  for 
the  establishment  of  grade,  size,  quality, 
maturity,  pack  and  container,  and 
inspection  requirements.  In  addition, 
the  order  authorizes  marketing  research 
and  development.  It  also  provides  for 
reporting  and  recordkeeping 
requirements  on  affected  handlers.  The 
production  and  marketing  season  runs 
from  late  July  to  early  October. 

The  committee  met  on  May  12, 1992. 
and  by  an  11  to  1  vote  recommended 
that  the  marketing  order  be  suspended 
at  the  end  of  the  1992-93  fiscal  period. 
The  recommendation  was  made  to 
eliminate  the  expense  of  administering 
the  marketing  order.  The  committee's 
recommendation  was  based  on  the 
Washington  State  Department  of 
Agriculture's  (State)  promulgation  of 
handling  regulations  on  intrastate 
shipments  of  fresh  peaches.  The  State 
handling  regulations  are  similar  to  those 
regulations  that  are  in  place  under  the 
Federal  marketing  order.  With  this 
duplication  of  regulations,  the 
committee  believes  that  continuing  to 
fund  the  Federal  program  is  an 
unnecessary  expense.  While  the 
marketing  order  authorizes  marketing 
research  and  development  projects,  this 
provision  has  been  inactive  for  many , 
years. 

The  committee  recommended 
suspension,  not  termination,  of  the 
marketing  order  to  allow  the  industry  an 
opportunity  to  review  the  effectiveness 
of  operating  only  under  State  handling 
regulations.  If  problems  develop,  the 
committee  wants  the  industry  to  have 
the  alternative  of  reactivating  the 
Federal  marketing  order.  Evidence 
indicates  that  the  committee  and  the 
industry  continue  to  support  the  need 
for  grade,  size,  quality,  maturity,  pack 
and  container,  and  inspection 
requirements. 

'The  industry  will  have  the 
opportunity  to  monitor  the  effectiveness 


of  the  State  handling  regulations, 
without  Federal  marketing  order 
regulations  in  effect,  during  the  next 
marketing  season.  After  that  season  is 
completed,  the  Department  will  conduct 
a  referendum  of  eligible  growers  to 
determine  whether  they  favor 
continuance  of  tha  Federal  marketing 
order. 

Thus,  it  is  determined  that  Federal 
Marketing  Order  921  and  the  rules  and 
regulations  issued  thereunder  do  not 
tend  to  efi'ectuate  the  declared  policy  of 
the  Act.  This  action  suspends,  effective 
March  31, 1993,  for  an  indefinite  period, 
provisions  of  Federal  Marketing  Older 
921  and  the  rules  and  regulations  issued 
thereunder,  including: 

(1)  Provisions  of  the  order  dealing 
with  the  establishment  and 
responsibilities  of  the  committee  and 
the  administration  of  the  order; 

(2)  The  grade,  size,  quality,  maturity, 
pack  and  container,  and  inspection 
requirements; 

(3)  The  administrative  rules  and 
regulations  related  to  special  purpose 
shipments;  and 

(4)  Information  collection  and 
reporting  requirements  (In  compliance 
with  the  Pap>erwork  Reduction  Act  of 
1980  (44  U.S.C  chapter  35).  such 
requirements  have  been  approved  by  the 
Office  of  Management  and  Budget  and 
assigned  OMB  Control  No.  0581-0097). 

It  is  also  found  and  determined,  upon 
good  cause,  that  it  is  impracticable, 
unnecessary,  and  contrary  to  the  public 
interest  to  give  preliminary  notice  or  to 
engage  in  further  public  procedure  with 
respect  to  this  action  because: 

(1)  This  action  reUeves  restrictions  on 
halKUers  by  suspending  the 
requirements  regulating  the  handUng  of 
peaches  pursuant  to  M.O.  921; 

(2)  Handlers  are  aware  of  this  action, 
which  was  discussed  and  recommended 
at  public  meetings  held  by  the 
committee; 

(3)  A  grower  referendum  will  be 
conducted  prior  to  deciding  whether  to 
continue  or  terminate  the  program;  and 

(4)  No  useful  purpose  would  be 
served  by  delaying  the  suspension  of  the 
marketing  order. 

The  committee  shall,  for  the  purpose 
of  liquidating  the  affairs  of  the 
committee,  continue  as  trustees  of  all 
the  funds  and  property  in  its  possession, 
or  under  its  control,  including  clainas 
for  any  funds  unpaid  or  property  not 
delivered. 

The  said  trustees  shall: 

(1)  Continue  in  such  capacity  until 
discharged  by  the  Secretary; 

(2)  From  time  to  time  account  for  all 
receipts  and  disbursements  and  deliver 
all  property  on  hand,  together  with  all 
bocM3  and  records  of  the  committee  and 


of  the  trustees,  to  such  persons  as  the 
Secretary  may  direct;  and 

(3)  Upon  the  request  of  the  Secretary, 
execute  such  assignments  (k  other 
instruments  necessary  or  apprt^wiate  to 
vest  in  sudi  pwson,  ftill  title  and  right 
to  all  of  the  fimds.  property,  and  claims 
vested  in  the  committee  or  the  trustees 
piirsuant  hereto. 

Any  person  to  wh<un  funds,  property, 
or  claims  have  been  transforred  or 
delivered,  shall  be  subject  to  the  same 
obligation  imposed  upon  the  committee 
and  upon  the  triistees. 

After  a  statement  of  total  claims  and 
debts,  remaining  funds  held  in  the 
reserve  account  will  be  returned,  on  a 
pro  rata  basis,  to  those  handlers  who 
paid  assessments  under  M.O.  921 
during  one  or  more  of  the  1990-91, 
1991-92  and  1992-93  fiscal  years. 

The  Secretary  of  Agriculture 
(Secretary)  has  the  authority  to  conduct 
a  continuance  referendum  to  determine 
whether  growers  affected  by  a  marketing 
order  favor  continuance  of  their  order. 
The  Secretary  has  determined  that 
continuance  referenda  are  an  effective 
means  for  ascertaining  whether  growers 
favor  continuance  of  marketing  order 
programs. 

The  Secretary  would  consider 
termination  of  the  order  if  less  than  two 
thirds  of  the  peach  growers  voting  in  the 
referendum  and  growers  of  less  than 
two-thirds  of  the  volume  of  such  fruit 
represented  in  the  referendum,  favor 
continuance.  In  evaluating  the  merits  of 
continuance  versus  termination,  the 
Secretary  would  consider  the  results  of 
the  continuance  referendum,  other 
relevant  information  concerning  the 
operation  of  the  order,  and  the  relative 
benefits  and  disadvantages  to  growers, 
handlers,  and  consumers.  Through  such 
analysis,  the  Secretary  would  determine 
whether  continued  existence  of  the 
order  would  tend  to  effectuate  the 
declared  policy  of  the  Act. 

In  any  event  section  8c(16)(B)  of  the 
Act  requires  the  Secretary  to  terminate 
an  order  whenever  the  Secretary  finds 
that  a  majority  of  all  growers  favor 
termination,  and  that  majority.produced 
for  market  more  than  50  percent  of  the 
commodity  covered  by  the  order. 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C 
chapter  35),  the  ballot  material  that  will 
be  used  in  the  referendum  herein 
ordered  has  been  submitted  to  and 
approved  by  the  Office  of  Management 
and  Budget  (OMB)  and  has  been 
assigned  OMB  No.  0581-0097.  It  has 
been  estimated  that  it  will  take  an 
average  of  10  minutes  to  read  and 
complete  the  ballot  for  each  of  the 
approximately  150  growers  who  elect  to 
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participate  in  the  voluntary  referendum 
balloting. 

It  is  hereby  directed  that  a  referendum 
be  conducted  in  accordance  with  the 
procedure  for  the  conduct  of  referenda 
(7  CFR  900.400  et  seq.)  to  determine 
whether  continuance  of  the  marketing 
order  regulating  the  handling  of 
Washington  peaches  is  approved  or 
favored  by  producers  who  during  the 
representative  period  were  engaged  in 
the  production  of  peaches  grown  in 
designated  counties  in  Washington. 

The  referendum  agents  of  the 
Secretary  to  conduct  the  referendum  are 
hereby  designated  as  Gary  D.  Olson  and 
Robert  J.  Curry.  Northwest  Marketing 
Field  Office.  Fruit  and  Vegetable 
Division.  AMS.  USDA.  1220  SW.  Third 
Ave.,  room  369,  Portland.  Oregon. 
97204.  telephone  (503)  326-2724. 

Ballots  will  be  mailed  to  all  growers 
of  record.  Ballots  may  also  be  obtained 
at  County  Extension  Service  Offices  or 
by  contacting  the  USDA  Northwest 
Marketing  Field  Office. 

Copies  of  the  text  of  Marketing  Order 
No.  921  may  be  obtained,  at  the  above 
address,  by  contacting  the  referendum 
agents. 
List  of  Subjects  in  7  CFR  Part  921 

Marketing  agreements,  Peaches. 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  forth  in  the 
preamble.  7  CFR  part  921  is  suspended 
as  follows: 

PART  921— FRESH  PEACHES  GROWN 
IN  DESIGNATED  COUNTIES  IN 
WASHINGTON 

1.  The  authority  citation  for  7  CFR 
part  921  continues  to  read  as  follows: 

Authority:  Sees.  1-19. 48  Stat.  31.  as 
amended;  7  U.S.C.  601-674. 

2.  Part  921— Fresh  Peaches  Grown  in 
Designated  Counties  in  Washington  (7 
CFR  part  921).  and  all  provisions 
therein,  is  suspended  effective  March 
31. 1993.  for  an  indefinite  period. 

Dated:  December  29. 1992. 
lohn  E.  Frydenlund. 

Deputy  Assistant  Secretary.  Marketing  and 
Inspection  Services. 
jFR  Doc.  93-€3  Filed  1-4-93;  8:45  am| 
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Fanners  Home  Administration 

7  CFR  Parts  1822, 1823, 1900, 1901, 
1910, 1941, 1942, 1943, 1944, 1945, 
1948, 1951,  and  1980 

RIN  057S-AA64 

Processing  and  Servicing  FmHA 

Assistance  to  Employees,  Relatives 

and  Associates 

AGENCY:  Farmers  Home  Administration, 

USDA. 

ACTION:  Final  rule.  


SUMMARY:  Farmers  Home 
Administration  (FmHA)  issues  new 
regulations  on  processing  and  servicing 
FmHA  assistance  to  FmHA  employees, 
members  of  their  families,  known  close 
relatives  and  associates.  This  action  is 
taken  to  prevent  employees  from  being 
directly  involved  in  the  processing  or 
servicing  of  authorized  FmHA  program 
assistance  to  those  with  whom  they 
have  business  or  close  personal 
associations.  The  intended  effect  is  to 
reduce  agency  vulnerability  to  employee 
conflict  of  interest. 
EFFECTIVE  DATE:  These  rules  become 
effective  February  4. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Joyce  M.  Halasz.  Senior  Realty 
Specialist.  Property  Management 
Branch.  Single  Family  Housing 
Servicing  and  Property  Management 
Division.  Room  5307-S.  (202)  720-1452. 
SUPPUMENTARY  INFORMATION:  FmHA 
Instruction  2045-BB.  Employee 
Responsibilities  and  Conduct  (available 
in  any  FmHA  office),  requires  the 
maintenance  of  high  standards  of 
honesty,  integrity,  and  impartiality  by 
FmHA  employees.  To  reduce  the 
potential  for  employee  conflict  of 
interest,  any  processing,  approval, 
servicing  or  review  activity,  including 
access  to  automated  information 
systems,  is  conducted  only  by 
authorized  FmHA  employees  who  (1) 
are  not  themselves  the  recipient;  (2)  are 
not  members  of  the  family  or  known 
close  relatives  of  the  recipient;  (3)  do 
not  have  an  immediate  working 
relationship  with  the  recipient,  the 
employee  related  to  the  recipient,  or  the 
employee  who  would  normally  conduct 
the  activity;  or  (4)  do  not  have  a 
business  or  close  personal  association 
with  the  recipient.  Nothing  in  the  rule 
takes  precedence  over  individual 
program  requirements  or  restrictions.  A 
reference  to  this  rule  and  its 
requirements  is  added  to  the  regulations 
of  each  of  the  programs  affected. 

Qassification 

This  action  has  been  reviewed  under 
USDA  procedures  in  Departmental 


Regulation  1512-1.  which  implements 
Executive  Order  12291  and  has  been 
determined  to  be  "nonmajor"  since  the 
annual  effect  on  the  economy  is  less 
than  $100  million  and  there  will  be  no 
significant  increase  in  cost  or  prices  for 
consumers,  individual  industries. 
Federal.  State  or  local  government 
agencies,  or  geographic  regions. 
Furthermore,  there  will  be  no  adverse 
effects  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States  based 
enterprises  to  compete  with  foreign 
Iwsed  enterprises  in  domestic  or  import 
markets.  This  action  is  not  expected  to 
substantially  affect  budget  outlay  or 
affect  more  than  one  agency  or  to  be 
controversial. 


Background/Discussion 

On  July  16. 1985.  the  Office  of 
Inspector  General  (OIG)  presented 
results  of  a  FmHA  Nationwide  Audit  of 
County  Office  Operations  (04642-1-Te) 
which  revealed  that  the  agency's 
internal  control  process,  a  major 
administrative  control,  did  not  cover 
program  assistance  provided  to  close 
relatives  of  FmHA  employees.  OIG 
recommended  changing  regulations  to 
prevent  those  with  loan  approval 
authority  from  approving  loans  to  their 
close  relatives.  The  agency  determined 
the  OIG  finding  and  related  areas  of 
vulnerability  should  be  addressed  in 
single  regulation  governing  all  stages  of 
processing  and  servicing  any  authorized 
program  assistance  provided  to  FmHA 
employees,  members  of  their  families, 
known  close  relatives  and  business  or 
close  personal  associates. 

On  July  9. 1990.  FmHA  published  a 
proposed  rule  (55  FR  28057)  on 
processing  and  servicing  FmHA 
assistance  to  employees,  relatives  and 
associates.  Two  comments  were 
received.  One  comment  from  an 
employee  requested  an  explanation  of 
the  reasons  why  an  employee  may  or 
may  not  be  permitted  to  obtain  a 
particular  type  of  FmHA  loan  or  grant 
assistance  and  indicated  that  a  closing 
agent's  eligibility  for  FmHA  program 
benefits  should  be  discussed.  This 
action  does  not  in  any  way  affect  the 
eligibility  of  an  employee  or  a  closing 
agent  for  FmHA  program  benefits; 
therefore,  the  requested  discussions  are 
beyond  the  scope  of  this  action. 
Comments  from  an  employee 
organization  requested  clarification  of 
certain  administrative  provisions  which 
will  be  provided  with  instructions  for 
program  implementation.  Other  changes 
were  made  to  the  proposed  rule  as  a 
resuh  of  more  detailed  analysis  by 
program  officials  during  the  final  rule 
clearance  process.  These  changes: 
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— Revised  the  definition  of  employee  to 
clarify  the  status  of  county  or  area 
committee  members  and  closing 
agents. 
— Added  a  reference  to  assure  that 
prohibited  processing  and  servicing 
activity  also  prohibited  access  to 
automated  loan  records. 
—To  simplify  reporting  and  review 
procedures,  provided  that  assistance 
usually  processed  and  serviced  at  the 
County  level  would  be  reassigned 
only  to  another  County  Office,  and  at 
the  District  level  only  to  another 
District  Office.  This  necessitated 
removal  erf  proposed  provisions  for 
default  servicing. 
— Clarified  the  responsible  officials  for 
assistance  processed  and  serviced  at  a 
State  Office  and  for  assistance  to 
relatives  or  associates  of  a  State 
DirectOT. 
—Added  a  reference  to  clarify  the 
source  of  funds  to  be  obligated. 
— ^Added  provisions  for  handling 

acquired  property  case  files. 
— Replaced  several  ambiguous 
references  to  FmHA  officials  with  the 
term  "processing/servicing  official." 
— ^Made  several  minor  editorial  and 
grammatical  changes  which  clarify 
but  do  not  affect  the  proposed, 
meaning  or  intent. 
In  addition,  while  the  proposed  rule 
published  the  entire  FmHA  histniction, 
the  final  rule  omits  internal 
management  and  operating  procedines. 
,In  the  past,  FmHA  regulations 
published  in  the  Federal  Register  and 
FmHA  Instructions  distributed  to  FmHA 
field  offices  have  been  identical, 
comprised  of  regulations  as  well  as 
internal  management  and  operating 
procedures.  The  agency  has  adopted  a 
policy  of  publishing  only  FmHA 
regulations  which  confer  an  entitlement 
or  benefit  or  impose  an  obligation  on  the 
public.  FmHA  Instructions  distributed 
to  FmHA  field  offices  will  include 
regulations  and  internal  management 
and  operating  procedures  and  are 
available  to  the  public  on  request. 

Programs  Affected 

The  programs  affected  are  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
luiden 

10.404  Emergency  Loans 

10.405  Farm  Labor  Housing  Loans  and 
Grants 

10.406  Farm  Operating  Loans 

10.407  Farm  Ownership  Loans 
10.410    Low  Income  Housing  Loans 
ia411    Rural  Housing  Site  Development 

Loans 
ia414    Resource  Conservation  and 

DeveloiMnent  Loans 
ia415    Rural  Rental  Housing  Loans 
ia416    Soil  and  Water  Loans 


10.417  Very  Low-income  Housing  Repair 
Loans  and  Grants 

10.418  Water  and  Waste  Disposal  Systems 
for  Rural  Communities 

10.419  Watershed  Protection  and  Flood 
Prevention  Loans 

10.420  Rural  Self-Help  Housing  Technical 
Assistance 

10.421  Indian  Tribes  and  Tribal 
Corporation  Loans 

10.422  Business  and  Industrial  Loans 

10.423  Community  Facilities  Loans 

10.424  Rural  Business  Enterprise  Grants 
and  Television  Demonstration  Grants 

10.427  Rural  Rental  Assistance  Payments 

10.428  Economic  Emergency  Loans 

10.433  Housing  Preservation  Grants 

10.434  Nonprofit  National  Corporation 
Loan  and  Grant  Program 

10.437  Rural  Development  Loan  Fund 

10.438  Intermediary  Relending  Program 

Intergovernmental  Consultation       | 

This  activity  affects  all  FmHA  I 
financial  assistance  programs  listed 
above  which  are  subject  to  Executive 
Order  12372  which  requires 
intergovernmental  consultation  with 
State  and  local  officials  (7  CFR  3015, 
subpart  V). 

Environmental  Impact  Statement 

This  dociunent  has  been  reviewed  in 
accordance  with  7  CFR  part  1940, 
subpart  G,  "Environmental  Program."  It 
is  the  determination  of  FmHA  that  this 
action  does  not  constitute  a  major 
Federal  action  significantly  affecting  the 
quality  of  the  human  environment,  and 
in  accordance  with  the  National 
Environmental  Policy  Act  of  1969, 
Public  Law  91-190,  an  Environmental 
Impact  Statement  is  not  required. 


^ 


List  of  Subjects 

7  CFR  Partl822 

Aged,  Loan  programs — Housing  and 
commimity  development.  Low  and 
moderate  income  housing,  Mortgages, 
Nonprofit  corporations.  Rent  subsidies. 
Rural  housing. 

7  CFR  Part  1823 
Credit,  Indians. 

7  CFR  Part  1900 

Administrative  practice  and 
procedure.  Government  employees. 
Conflict  of  interest,  Federal  aid 
programs.  Rural  areas.  Low  and 
moderate  incomehousing.  Loan 
programs — ^Housing  and  community 
development.  Loan  programs — 
Agriculture. 

7  CFR  Part  1901 
Agriculture,  Authority  delegations. 

7  CFR  Part  1910 

Applicrtions,  Credit.  Loan 
programs — ^Agriculture,  Loan 


programs — Housing  and  community 
development.  Low  and  moderate 
income  housing.  Marital  status 
discrimination.  Sex  discrimination. 

7  CFR  Part  1941 

Qopt,  Livestock.  Loan  programs'— 
Agriculture,  Rural  areas.  Youth. 

7  CFR  Part  1942 

Business  and  industry.  Community 
development.  Community  fedlitiee. 
Grant  programs — ^Housing  and 
community  development.  Industrial 
park.  Loan  programs — Housing  and 
commimity  development.  Loan 
programs — ^Natural  resources.  Loan 
security.  Rural  areas,  Soil  conservation, 
Waste  treatment  and  disposal — 
Domestic,  Watw  supply— Domestic. 

7  am  Part  1943 

Credit.  Loan  programs — Agriculture. 
Recreation,  Water  resources. 

7  CFR  Part  1944 

Administrative  practice  and 
procedure.  Aged,  Farm  labor  housing. 
Grant  programs — Housing  and 
community  development,  Handicapped, 
Home  improvement,  Loan  programs — 
Housing  and  community  development. 
Low  and  moderate  income  housing — 
Rental,  Migrant  labor,  Mobile  homes. 
Mortgages.  Nonprofit  organizations, 
Public  housing.  Rent  subsidies. 
Reporting  and  recordkeeping 
requirements.  Rural  housing.  Subsidies. 

7  CFR  Part  1945 

Agriculture,  Disaster  assistance. 
Intergovernmental  relations.  Livestock, 
Loan  programs — Agricultine. 

7  CFR  Part  1948  '' 

Business  and  industry,  coal. 
Community  development.  Community 
facilities.  Energy,  Grant  programs — 
Housing  and  commimity  development, 
Housing,  Nuclear  energy,  Planning, 
Rural  areas.  Transportation,  Credit. 
Economic  development. 

7  CFR  Part  1951 

Account  servicing.  Debt  restructuring. 
Credit,  Loan  programs — ^Agriculture, 
Loan  programs — ^Housing  and 
community  development,  Low  and 
moderate  income  housing  loans — 
Servicing. 

7CFRPtutl9a0 

Agriculture,  Grant  programs — 
Nonprofit  corporations.  Home 
improvement.  Livestock,  Loan 
programs — ^Agriculture,  Loan 
programs — Housing  and  community 
development.  Mortgage  insurance. 
Mortgages,  Rural  areas.  Loan 
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programs— Community  programs- 
Rural  development  assistance. 

Therefore,  chapter  XVm.  title  7.  Code 
of  Federal  Regulations,  is  amended  as 
follows: 

PART  1822-DURAL  HOUSING  LOANS 
AND  GRANTS 

1.  The  authority  citation  for  part  1822 
continues  to  read  as  follows: 

Authority:  Sec.  510. 63  SUt.  437. 42  U.S.C 
14*0:  Orders  of  Secy,  of  Agr..  29  FR  16210. 
32  FR  6650. 

SubfMft  Q— Rural  Housing  Site  Loan 
Policies,  Procedures,  and 
Authorizations 

2.  Section  1822.261  is  amended  by 
adding  new  text  after  the  sentence  to 
read  as  follows: 

{1822.261    GMMraL 

•  *  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees\  members  of  their 
families,  known  closja  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  • 

PART  182»-ASSOCIAT10N  LOANS 
AND  GRANTS-COMMUNITY 
FAaUTIES,  DEVELOPMENT. 
CONSERVATION,  UTILIZATION 

3.  The  authority  citation  for  part  1823 
continues  to  read  as  follows: 

Aothorily:  7  U.S.C  1989;  5  U.S.C  301;  7 
CFR  2.23;  7  CPK  2.70. 

Subpart  N— Loans  to  Indian  Tribes  and 
Tribal  Corporations 

4.  Section  1823.401  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

11823.401    QwMraL 

•  •  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  AppHcants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
%«th  an  FmHA  employee.  •  •  • 

PART  1900— GENERAL 

5.  The  authority  citation  for  part  1900 
continues  to  read  as  follows: 

Authority:  7  U.S.C  1989;  42  U.S.C  1480; 
5  use  301;  7  CFR  2.23  tnd  2.70. 


6.  Fart  1900  is  amended  by  adding 
subpart  D  to  read  as  follows: 

Subpart  D— Processing  and  Servicing 
FmHA  Assistance  to  Employees, 
Relatives,  and  Aasociatea 

Sec. 

1900.151  General. 

1900.152  Definitions. 

1900.153  Identifying  and  reporting  an 
employee  relationship. 

1900.154  Determining  the  need  for  special 
handling. 

1900.155  Designating  the  processing/ 
servicing  official. 

1900.156  Special  handling-processing. 
1900.157-1900.200    IReserved) 

PART  1900-GENERAL 

Subpart  D— Processing  and  Servicing 
FmHA  Assistance  to  Employees, 
Relatives,  snd  Associates 

SISOaiSI    General. 

(a)  Farmers  Home  Administration 
(FmHA)  Instruction  2045-BB  (available 
in  any  FmHA  office)  requires  the 
maintenance  of  high  standards  of 
honesty,  integrity,  and  impartiality  by 
employees.  To  reduce  the  potential  for 
employee  confiict  of  interest,  any 
processing,  approval,  servicing  or 
review  activity,  including  access 
through  automated  information  systems, 
is  conducted  only  by  authorized  FmHA 
employees  who: 

(1)  Are  not  themselves  the  recipient. 

(2)  Are  not  members  of  the  family  or 
known  close  relatives  of  the  recipient. 

(3)  Do  not  have  an  immediate  working 
relationship  with  the  recipient,  the 
employee  related  to  the  recipient,  or  the 
employee  who  would  normally  conduct 
the  activity. 

(4)  E)o  not  have  a  business  or  close 
personal  association  with  the  recipient. 

(b)  No  provision  of  this  subpart  takes 
precedence  over  individual  program 
requirements  or  restrictions,  especially 
those  restrictions  found  in  FmHA 
Instruction  2045-BB  (available  in  any 
FmHA  office)  relating  to  eligibility  for 
FmHA  assistance  of  FmHA  employees, 
members  of  families  of  employees,  close 
relatives,  or  business  or  close  personal 
associates  of  employees. 

(c)  The  determination  of  a  case's  need 
for  special  handling  under  the 
provisions  of  this  subpart  is  not  an 
adverse  action  and.  therefore,  is  not 
subject  to  appeal. 

f190ai52    Dtfflnltlona. 

Applicant  or  borrower.  All  persons  or 
organizations,  individually  or 
collectively,  applying  for  or  receiving 
insured  or  guaranteed  loan  or  grant 
assistance  from  or  through  FmHA. 
Referred  to  as  recipient. 


Assistance.  Loans  or  grants  made, 
insured  or  guaranteed,  or  serviced  by 
FmHA. 

Associates.  All  persons  with  whom  an 
employee  has  a  business  or  close 
personal  association  or  immediate 
working  relationship. 

Business  association.  Business 
relationship  between  those  with  an 
identity  of  financial  interest;  including 
but  not  limited  to  a  business 
partnership,  being  an  officer,  director, 
tru^ee.  partner  or  employee  of  an 
organization,  or  other  long-term 
contractual  relationship. 

Close  personal  association.  Social 
relationship  between  unrelated 
residents  of  the  same  household. 

Close  relatives.  The  spouse,  relatives 
and  step-relatives  of  an  employee  or  the 
employee's  spouse,  including 
Grandmother.  Grandfather.  Mother, 
Father,  Aunt,  Uncle,  Sister,  Brother. 
Daughter.  Son.  Niece.  Nephew, 
Granddaughter,  Grandson,  and  First 
Cousin. 

Conflict  of  interest.  A  situation  (or  the 
appearance  of  one)  in  which  one  could 
reasonably  conclude  that  an  FmHA 
employee's  private  interest  conflicts 
with  his  or  her  Government  duties  and 
responsibilities,  even  though  there  may 
not  actually  be  a  conflict. 

Employee.  All  FmHA  personnel, 
including  gratuitous  employees  and 
those  negotiating  for  or  having 
arrangements  for  prospective 
employment,  except  as  otherwise 
specifically  stated.  For  the  purposes  of 
this  instruction  only,  the  term  also 
refers  to  county  or  area  committee 
members,  elected  or  appointed,  and  to 
closing  agents  who.  although  they  are 
not  employees,  have  a  special 
relationship  to  FmHA  and  therefore 
should  be  subject  to  these  provisions. 
Immediate  working  relationship.  A 
relationship  between  a  subordinate  and 
a  supervisor  in  a  direct  line,  or  between 
co-workers  in  the  same  ofiice.  For  the 
purposes  of  this  subpart,  the  i 

relationships  among  a  County    *  ] 

Supervisor  and  members  of  the  local 
County  Committee  are  immediate 
working  relationships. 

Me/noers  of  family.  Blood  and  in-law 
relatives  (sudi  as  by  marriage  or 
adoption)  who  are  residents  of  the        j 
employee's  household. 

Recipient.  One  who  has  applied  for  or 
received  FmHA  financial  assistance  in 
the  form  of  a  loan  or  grant.  See 
definition  of  applicant  or  borrower. 

f190ai53    Mwfrtifyingandrepoilinaan 
•mployae  retationaMp. 

(a)  Responsiblity  of  applicant.  When 
an  application  for  assistance  is  filed,  the 
processing  official  asks  if  there  is  any 
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known  relationship  or  association  with 
an  FmHA  employee.  The  applicant  is 
required  to  disclose  the  requested 
information  under  subpart  A  of  part 
1910  of  this  chapter  and  jwrtinent 
program  regulations. 

(b)  Responsibility  ofFmHA  employee. 
An  FmHA  employee  who  knows  he  or 
she  is  related  to  or  associated  with  an 
applicant  or  recipient,  regardless  of 
whether  the  relationship  or  association 
is  known  to  others,  is  required  to  notify 
the  FmHA  official  who  is  processing  or 
servicing  the  assistance,  in  writing. 
FmHA  Guide  Letter  1900-D-l  (available 
in  any  FmHA  office)  may  be  used  as  the 
notice.  If  the  appropriate  official  is  not 
known,  the  State  Director  should  be 
notified.  Regardless  of  whether  the 
relationship  or  association  is  defined  in 
§  1900.152  of  this  subpart,  if  the 
employee  believes  there  may  be  a 
potential  conflict  of  interest,  the  FmHA 
oHlcial  who  is  processing  or  servicing 
the  assistance  may  be  notified  and 
special  handling  requested.  An 
employee's  request  that  the  case  receive 
special  handling  is  usually  honored. 

(c)  Responsibility  of  FmHA  official. 
When  any  relationship  or  association  is 
identified,  the  FmHA  official  completes 
and  submits  FmHA  Guide  Letter  1900- 
D-2  (available  in  any  FmHA  office)  to 
the  State  Director  (or  Administrator, 
under  paragraph  (e)  of  this  section  or 

§  1900.155(a)  of  this  subpart).  When 
completed  FmHA  Guide  Letter  1900-D- 
3  (available  in  any  FmHA  office)  is 
returned  by  the  State  Director,  the 
processing  official: 

(1)  [Reserved) 

(2)  [Reserved) 

(3)  notifies  the  recipient  in  writing  of 
the  change  in  responsibility  and  any 
other  pertinent  information, 

(4)  [Reserved] 

(d)  Relationship  or  association 
established  after  application  for  FmHA 
assistance.  If  a  relationship  or 
association  is  established  after  an 
application  has  been  filed  or  assistance 
has  been  provided,  both  recipient  and 
employee  are  required  to  notify  the 
FmHA  official  who  is  processing  or 
servicing  the  assistance.  FmHA  Guide 
Letter  1900-D-l  (available  in  any 
FmHA  office)  may  be  used  for  the 
notice. 

(e)  Relationship  or  association  with  a 
State  Office,  Finance  Office  or  National 
Office  employee.  If  an  identified 
relationship  or  association  is  with  an 
employee  at  a  State  Office  (other  than  a 
State  Director),  Finance  Office  or 
National  Office,  the  processing/ 
servicing  official  completes  and  submits 
FmHA  Guide  Letter  1900-D-2  (available 
in  any  FmHA  office)  to  the  State 
Director  in  the  normal  manner.  The 


State  Director  reviews  the  information, 
determines  the  need  for  special 
handling,  designates  the  processing/ 
servicing  official,  completes  and 
submits  FmHA  Guide  Letter  1900-D-3 
(available  in  any  FmHA  office)  to  the 
Administrator  for  written  concurrence. 
When  the  Administrator's  concurrence 
is  received,  the  State  Director  returns 
completed  FmHA  Guide  Letter  1900-D- 
3  to  the  original  official  who  completes 
the  action  described  in  paragraph  (c)  of 
this  section. 

(f)  Relationship  or  association  with  a 
State  Director.  If  an  identified 
relationship  or  association  is  with  a 
State  Director,  the  processing/servicing 
official  completes  and  submits  FmHA 
Guide  Letter  1900-D-2  (available  in  any 
FmHA  office)  to  the  Administrator.  The 
Administrator  reviews,  determines  the 
need  for  special  handling,  designates 
the  processing/servicing  official, 
completes  and  returns  FmHA  Guide 
Letter  1900-D-3  (available  in  any 
FmHA  office)  to  the  original  official 
who  completes  the  action  described  in 
paragraph  (c)  of  this  section. 

(g)  Change  in  relationship  or 
association,  status  of  FmHA  assistance, 
or  employee's  duty  station.  If  the 
relationship  or  association  has  changed, 
the  application  denied  or  the  assistance 
otherwise  terminated,  or  the  FmHA 
employee's  duty  station  changed,  the 
designated  processing/servicing  official 
completes  FmHA  Guide  Letter  1900-D- 
2  (available  in  any  FmHA  office)  with 
the  new  information  and  submits  it.  The 
review  process  takes  place  as  described 
in  paragraphs  (a)  through  (e)  of  this 
section  to  determine  if  processing/ 
servicing  activity  may  return  to  normal 
or  requires  another  change.  If  the 
assistance  is  denied  or  otherwise 
terminated,  the  designated  official 
notifies  the  original  official. 

§1900.154    Determining  the  need  for 
special  handling. 

The  State  Director  (or  Administrator, 
under  §  1900.153(e)  or  §  1900.155(a)  of 
this  subpart): 

(a)  (Reserved) 

(b)  determines  whether  the  reported 
relationship  or  association  is  defined  in 
§  1900.152  of  this  subpart  and  would 
violate  the  provisions  of  §  1900.151(al  of 
this  subpart, 

(c)  [Reserved] 

(d)  [Reserved] 

(e)  [Reserved] 

(f)  [Reserved) 

§1900.155    Designating  the  processing/ 
servicing  official. 

(a)  Designating  an  official  with 
equivalent  authority,  "fiie  State  Director 
(or  Administrator,  under  §  1900.253(e) 


of  this  subpart  or  this  paragraph) 
designates  a  nonrelated  or 
nonassociated  FmHA  official  authorized 
to  conduct  the  activity  under  program 
regulations,  established  delegation  of 
authority  and  approval  authority  under 
subpart  A  of  part  1901  of  this  chapter, 
and  whose  duty  station  is  most 
convenient  to  the  recipient  and  to  the 
security  property.  A  type  and/or  amount 
of  assistance  processed  or  serviced  by  a 
County  Supervisor  or  at  a  County  Office 
should  be  assigned  only  to  another 
County  Supervisor  or  County  Office.  A 
type  and/or  amount  of  assistance 
processed  or  serviced  by  a  District 
Director  or  at  a  District  Office  should  be 
assigned  only  to  another  District 
Director  or  District  Office. 

(b)  County  Committee.  For  processing 
or  servicing  decisions  to  be  made  by  a 
County  Committee,  if  the  recipient  is  a 
member,  a  different  Coimty  Committee 
is  designated.  If  the  recipient  is  related 
to  or  associated  with  the  member, 
notwithstanding  the  provisions  of 

§  1900.151(a)(3)  of  this  subpart,  the 
State  Director  may  permit  the  decision 
to  be  made  by  the  local  committee,  if  the 
related/associated  member  abstains. 

(c)  (Reserved) 

§1900.156    Special  handling— processing. 

(a)  [Reserved] 

(b)  Eligibility  determination.  The 
designated  processing  official  reviews 
the  application  and  develops  additional 
data  as  necessary.  Upon  determination 
of  whether  the  assistance  will  be 
provided,  the  designated  processing 
official  notifies  the  applicant  of  the 
decision  in  writing  under  program 
regulations,  subpart  A  of  part  1910  of 
this  chapter,  and  subpart  B  of  part  1900. 
If  the  determination  is  favorable,  unless 
otherwise  designated,  the  complete 
application  is  returned  to  the  original 
processing  official  for  docket 
preparation.  If  the  determination  is 
unfavorable,  the  designated  processing 
official  as  decisionmaker  participates  in 
the  appeal  process  to  its  conclusion. 

(c)  [Reserved) 

(d)  [Reserved] 

(e)  [Reserved] 

(0  Closing  agent.  Unless  there  is  a 
clear  or  apparent  conflict  of  interest, 
closing  will  be  at  a  location  and  by  a 
closing  agent  chosen  by  the  recipient. 

(g)  Supervised  bank  account.  Unless 
there  is  a  clear  or  apparent  conflict  of 
interest,  any  supervised  bank  account 
(or  construction  account)  is  established 
at  a  financial  institution  chosen  by  the 
recipient  under  supbart  A  of  part  1902 
of  this  chapter.  Countersignature 
authority  is  delegated  only  to  a 
nonrelated  or  nonassociated  FmHA 
official. 
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(h)  Conttmction  inspection. 
Craistniction  inspections  aie  delegated 
to  a  nonielated  or  nonassodated 
employee  authorized  to  conduct 
inspections,  whose  duty  station  is 
nearest  the  construction  site.  The 
designated  processing/servicing  official 
notifies  the  builder  (or  architect/ 
engineer)  in  writing  of  how  and  from 
whom  to  request  inspections. 

if  1900.157-1900.200    (ReeenMd] 

PART  1901--PROGRAM-RELATEO 
INSTRUCTIONS 

SubfMrt  A— Loan  and  Grant  Approval 
Authoritiaa 

7.  The  authority  citation  for  part  1901 
continues  to  read  as  follows: 

AolhBrity:  42  U.S.C  1480.  7  U.S.C  1819, 
5  U.S.C  301;  sec  10,  Pub.l-.  93-357.  88  Stot. 
392;  Title  11  of  the  Eiiiei:geDcy  Agricultural 
Adjustment  Art  of  1978.  92  Stat.  429,  7  CFR 
2.23;  7  era  2.70. 

8.  Section  1901.2  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

S  1901.2    PoNcy. 

•  •  *  Assistance  to  FmHA 
employees,  members  of  their  families, 
close  relatives  or  business  or  close 
personal  associates  is  subject  to  the 
provisions  of  subpart  D  of  part  1900  of 
this  chapter.  •   •  ■ 


PART  1910— GENERAL 

9.  The  authority  citation  for  part  1910 
continues  to  read  as  follows: 

Authority:  7  U.S  C.  1989;  42  U.S.C  1480; 
5  U.S.C  301;  7  CFR  2.23;  7  CFR  2.70. 

Subpart  A— ftecatving  and  Procasataig 
AppiicatioTM 

10.  Section  1910.3(a)(7)  is  added  to 
read  as  follows: 

I1910J    Recetving  appUcation*. 

■        •        •         •         • 

(a)'   •  • 

(7)  Applicants  are  asked  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee  when 
completing  the  application-  When  there 
is  a  relationship  or  association,  the 
processing  official  must  complete  the 
action  required  under  subpart  D  of  part 
1900  of  this  chapter. 
•        •        •        •        • 

11.  Section  1910.4  introductory  text  is 
amended  by  adding  the  following 
language  at  the  end  of  the  paragraph: 

f19ia4    ProotMing  appMcatkMW. 
•  •  •  Applications  of  FmHA 
employees,  members  of  their  femilies. 
close  relatives,  or  business  or  close 


personal  associates  are  processed 
according  to  subpart  D  of  part  1900  of 
this  chapter. 

PART  1941— OPERATING  LOANS 

12.  The  authority  dtation  for  part 
1941  continues  to  read  as  follows: 

Anthoritr.  7  U.S.C  1989;  5  U.SC  301;  7 
era  2.23;  7  era  2.70. 

Subpart  A— Operating  Loan  PoHdaa, 
Procaduraa,  and  Authorizationa 

13.  Section  1941.1  is  amended  by 
adding  new  text  after  the  fourth 
sentence  to  read  as  follows: 

f  1941.1    Introdiiction. 

•  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •   • 

PART  1942— ASSOaATIONS 

14.  The  authority  citation  for  part 
1942  continues  to  read  as  follows: 

AodMirlly:  7  U.S.C  1989;  5  U.S.C  301;  7 

era  2.23;  7  era  2.70. 

Subpart  A— Community  Facility  Loana 

15.  Section  1942.1(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

f  1942.1    GenwraL 

(a)  •  *  *  Any  processir>g  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  *  •   • 


Subpart  C— Fire  and  Rescue  Loana 

16.  Section  1942.101  if  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

11942.101    GMMfal. 

•  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 


business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  • 

Subpart  G— Rural  Buainess  Enterprise 
Grants  and  Television  Demonstration 
Grants 

17.  Section  1942.301  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

11942.301    Purposes. 

•  •  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  dose  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  19  identify 
any  known  relationship  or  associetirai 
with  an  FmHA  employee. 

Subpart  H— Development  Grants  for 
Community  Don>e5tic  Water  and  Waste 
Disposal  Systems 

18.  Section  1942.351(a)  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

SI  942.351    Genwal. 

(a)  *  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  Farmers  Home  Administration 
(FmHA)  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employe.  •  •  * 
•        •        •.       •        •    . 

Sut>part  I— Resource  Conservation  end 
Development  (RCO)  Loans  and 
Watershed  (WS)  Loans  and  Watershed 
Advar>ces 

19.  Section  1942.402(a)  is  amended  by 
adding  new  second  and  third  sentences 
to  read  as  follows: 

S  1942.402    PoRcy. 

(a)  *  •  "  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
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any  known  relationship  or  association  . 
with  an  FmHA  employee.  •  •  • 


Subpart  J— Technical  Assistance  and 
Training  Grants 

20.  Section  1942.451  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1942.451    Geiwral. 

*  *  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  Farmers  Home  Administration 
(FmHA)  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

Sut>part  K— Emergency  Community 
Water  Assistance  Grants 

21.  Section  1942.501(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1942.501    General. 

(a)  *  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  AppUcants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 


PART  1943— FARIM  OWNERSHIP,  SOIL 
AND  WATER  AND  RECREATION 

22.  The  authority  citation  for  part 
1943  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1989;  5  U.S.C  301;  7 
CFR  2.23  and  2.70. 

Subpart  A — Insured  Farm  Ownership 
Loan  Policies,  Procedures  and 
Authorizations 

23.  Section  1943.1  is  amended  by 
adding  new  text  after  the  third  sentence 
to  read  as  follows: 

§1943.1    Introduction. 

•  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  |>ersonal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 


this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  • 

Subpart  B— Insured  Soil  and  Water 
Loan  Policies,  Procedures,  and 
Authorizations 

24.  Section  1943.51  is  amended  by 
adding  new  text  after  the  second 
sentence  to  read  as  follows: 

§1943.51    Introduction. 

•  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  AppUcants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  * 

PART  1944— HOUSING 

25.  The  authority  citation  for  part 
1944  is  revised  to  read  as  follows: 

Audiority:  42  U.S.C  1480;  5  U.S.C  301: 7 
CFR  2.23  and  2.70. 

Subpart  A — Section  502  Rural  Housing 
Loan  Policies,  Procedures  and 
Authorizations 

26.  Section  1944.1  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1944.1    General. 

•  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

§1944.37    [Amended] 

27.  hi  §  1944.37  paragraph  (f)  is 
amended  by  changing  the  reference 
"§  1944.10(g)(4)"  to  "§  1944.10(i){4)," 
and  paragraph  (g)  is  amended  by  adding 
the  words  "of  subpart  G  of  part  1951" 
following  "§  1951.314." 

28.  Section  1944.39  is  revised  to  read 
as  follows: 

§1944.39  RH  loan*  to  FmHA  employae* 
and  loan  dosing  officials. 

FmHA  employees.  County  Committee 
members,  and  loan  closing  agents,  or 
members  of  their  families  may  obtain  a 
section  502  RH  loan  subject  to  the 
provisions  of  this  subpart  and  the 
following^conditions: 


(a)  Written  evidence  indicating  the 
applicant's  inabiUty  to  obtain  the 
needed  credit  elsewhere  will  be 
included  in  the  appUcation. 

(b)  Applications  will  be  processed 
and  loans  will  be  serviced  according  to 
subpart  D  of  part  1900  of  this  chapter. 

(c)  Loans,  credit  sales,  or  assumption 
agreements  will  not  be  approved  for  any 
of  the  following  purposes: 

(1)  Buying  FmHA  inventory  property. 

(2)  Buying  FmHA  secxuity  property 
from  a  borrower. 

(3)  Buying  FmHA  security  property  at 
foreclosure  sale. 

Sut>part  D — Farm  Lat>or  Housing  Loan 
and  Grant  Policies,  Procedures  and 
Authorizations 

29.  Section  1944.151  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1944.151    Purpose. 

•  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistanc^re  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

Subpart  E — Rural  Rental  and  Rural 
Cooperative  Housing  Loan  Policies, 
Procedures  and  Authorizations 

30.  Section  1944.201  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1944.201    General. 

•  *  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

Subpart  I— Self-Heip  Technical 
Assistance  Grants 

31.  Section  1944.401  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

§1944.401    Objective. 

•  •  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
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business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  kno«vn  relationship  or  association 
with  an  FmHA  employee.  •  •  • 

Subpart  J— Section  504  Rural  Housing 
|.oans  and  Grant* 

32.  Section  1944.451  is  amended  by 
adding  new  second  and  third  sentences 
to  read  as  follows: 

f1944.4S1    General. 

*  *  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  Imown  relationship  or  association 
with  an  FmHA  employee.  •  •  • 

Subpart  K— Technical  and  Supervisory 
Assistance  Grants 

33.  Section  1944.501  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

{1944.501    GenaraL 

•  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  knovra  relationship  or  association 
with  an  FmHA  employee.  •  •  * 

Subpart  N— Housing  Preservation 
Grants 

34.  Section  1944.651(a)  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

I194C651    GmmnL 

(a)  *  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  Farmers  Home  Administration 
(FmHA)  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  AppUcanta  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  • 


PART  194&-EMERGENCY 

35.  The  authority  citation  for  part 
1945  continues  to  read  as  follows: 

Authority:  U.S.Q  1989;  42  U.S.C  1480;  5 
U.S.C.  301;  7  CFR  2.23  and  2.70. 

Subpart  C— Economic  Emergency 
Loans 

36.  Section  1945.101(a)  is  amended  by 

adding  the  following  language  at  the 
end  of  the  paragraph: 

11945.101    Introduction. 

(a)  •  •  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 


Subpart  D— Emergency  Loan  Policies, 
Procedures  and  Authorizations 

37.  Section  1945.151(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

{1945.151    Introductton. 

(a)  •  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 


PART  194fr-RURAL  DEVELOPMENT 

38.  The  authority  citation  for  part 
1948  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1989:  7  CFR  2.23;  7 
CFR  2.70. 

Subpart  B— Section  601— Energy 
impacted  Area  Development 
Assistance  Program 

39.  Section  1948.51  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

11948.51    GMMral. 

*  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 


subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  . 

Subpart  C — Intermediary  Relending 
Program  (IRP) 

40.  Section  1948.101(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

11948.101    Introduction. 

(a)  *  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 


PART  1951— SERVICING  AND 
COLLECTIONS 

41.  The  authority  citation  for  part 
1951  continues  to  read  as  follows: 

Authority:  42  U.S.C.  1480;  5  U.S.C  301;  7 
CFR  2.23  and  7  CFR  2.70. 

Subpart  S — Farmer  Programs  Account 
Servicing  Policies 

42.  Section  1951.901  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

S  1951.901    Purpose. 

*  *  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

PART  1980— GENERAL 

43.  The  authority  citation  for  part 
1980  continues  to  read  as  follows: 

Authmity:  7  U.S.C  1989;  42  U.S.C  1480; 
5  use  301;  7  CFR  2.23;  7  CFR  2.70;  Pub. 
L.  100-387;  Pub.  L.  101-82. 

Subpart  B— Farmer  Program  Loans 

44.  Section  1980.101(a)  is  amended  by 
adding  new  text  after  the  fourth 
sentence  to  read  as  follows: 

|198ai01    Introduction. 

(a)  •  *  *  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
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subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  w 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •  •  • 


Subpart  C — Emergency  Livestock 
Loans 

45.  Section  1980.201(a)  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

§  1 380.201    Introduction. 

(a)  *  *  •  Any  processing  or 
servicing  activity  conducted  pursuant  to 
this  subpart  involving  authorized 
assistance  to  FmHA  employees, 
members  of  their  fomilies,  known  close 
relatives,  or  business  or  close  personal 
associates,  is  subject  to  the  provisions  of 
subpart  D  of  part  1900  of  this  chapter. 
Applicants  for  this  assistance  are 
required  to  identify  any  known 
relationship  or  association  with  an 
FmHA  employee.  •  •  • 
*        •        •        •        • 

46.  In  §  1980.207,  the  introductory 
text  is  revised  to  read  as  follows: 

§1980.207    Definition. 

The  following  general  definitions  are 
applicable  to  this  subpart.  Additional 
definitions  may  be  found  in  §  1980.6  of 
subpart  A  of  this  part. 


Subpart  D— Rural  Housing  Loans 

47.  Section  1980.301(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1980.301    Introduction. 

(a)  *  *  •  Any  processing  or 
servicing  activity  conducted  pursuant  to 
this  subpart  involving  authorized 
assistance  to  FmHA  employees, 
members  of  their  families,  known  close 
relatives,  or  business  or  close  personal 
associates,  is  subject  to  the  provisions  of 
subpart  D  of  part  1900  of  this  chapter. 
Applicants  for  this  assistance  are 
required  to  identify  any  known 
relationship  or  Association  with  an 
FmHA  employee. 


Subpart  E — Business  and  Industrial 
LoanProgiwn 

48.  Section  1980.401(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 


§1980.401    k*oductian. 

(a)  •  *  *  Any  processing  or 
servicing  activity  conducted  pursuant  to 
this  subpart  involving  authorized 
assistance  to  FmHA  employees, 
membo^s  of  their  families,  known  close 
relatives,  or  business  or  close  personal 
associates,  is  subject  to  the  provisions  of 
subpart  D  of  part  1900  of  this  chaptw. 
Applicants  for  this  assistance  are 
required  to  identify  any  known 
relationship  or  association  with  an 
FmHA  employee. 


Sut>part  F— Economic  Emergency 
Loans 

49.  Section  1980.501(a)  is  amended  by 
adding  new  text  after  the  first  sentence 
to  read  as  follows: 

§1980.501    Mroduction. 

(a)  •   *   •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee.  •   *   * 


Subpart  G— Nonprofit  National 
Corporations  Loan  and  Grant  Program 

50.  Section  1980.601  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§198a601    Purpose. 

*   *   'Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  lunown  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 

Subpart  I — Community  Programs 
Guaranteed  l.oans 

51.  Section  1980.801(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§1980.801    Introduction. 

(a)  *  •  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 


part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  kno%<rn  relationship  or  association 
with  an  FmHA  employee. 


Subpart  J — Agricultural  Resource 
Conservation  Demonstoatfon  Program 

52.  Section  1980.g01(a)  is  amended  by 
adding  the  following  language  at  the 
end  of  the  paragraph: 

§  1 980.901    Introduction. 

(a)  •  •  •  Any  processing  or  servicing 
activity  conducted  pursuant  to  this 
subpart  involving  authorized  assistance 
to  FmHA  employees,  members  of  their 
families,  known  close  relatives,  or 
business  or  close  personal  associates,  is 
subject  to  the  provisions  of  subpart  D  of 
part  1900  of  this  chapter.  Applicants  for 
this  assistance  are  required  to  identify 
any  known  relationship  or  association 
with  an  FmHA  employee. 
•        •        *        •        • 

Dated;  Novemlwr  18, 1992. 
La  Verne  Ausman, 
Administrator,  Farmers  Home 
Administration. 
[PR  Doc.  93-21  FUed  1-4-93;  8:45  ami 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

14  CFR  Part  93 
[Docket  No.  27101] 

High  Density  Traffic  Airports;  Slot 
Allocation  and  Transfer  Methods 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT)- 
ACTION:  Statement  of  policy:  denial  of 
petition  for  exemption. 

SUMIMARY:  This  policy  statement  and 
denial  of  petition  are  issued  in  response 
to  a  petiticHi  for  exemption  filed  with 
the  Federal  Aviation  Administration 
(FAA)  on  December  22, 1992,  by  the  Air 
Transport  Association  (ATA)  on  behalf 
of  11  of  its  members.  In  its  petition, 
ATA  requests  a  90-day  exemption  for  its 
member  air  carriers  operating  at  any  of 
the  high  density  traffic  airports  from  the 
increased  slot  usage  requirement  or,  in 
the  alternative,  a  delay  of  the  effective 
date  of  the  final  rule  that  will  require 
the  higher  minimum  slot  usage  of  80 
percent  efRective  January  1, 1993.  This 
action  denies  ATA's  petition  to  grant 
either  a  90-day  exemption  or  delay  the 
effective  date  of  the  higher  minimum 
slot  usage  requirement.  Also,  this  action 
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explains  the  FAA's  response  to  and 
treatment  of  requests  for  waivers 
submitted  by  air  carriers  or  commuter 
operators  that  are  predicated  on  the 
nonuse  of  slots  due  to  the 
implementation  of  a  deidng  or  ground 
delay  program  at  any  of  the  four  high 
density  traffic  airi>orts. 
EFFECTIVE  DATES:  January  5. 1993. 
FOR  FURTHER  W4F0RIIATI0N  CONTACT: 
Patricia  R.  Lane.  Office  of  the  Chief 
Counsel.  AGC-230.  Federal  Aviation 
Administration.  800  Independence 
Avenue.  SW..  Washington.  DC  20591. 
Telephone:  (202)  267-3491. 
SUPPUMENTARY  INFORMATION: 

New  Entrant  Slot  Final  Rule      '  ^ 

On  August  12. 1992.  the  FAA  issued 
a  final  rule  (New  Entrant  Slot  Final 
Rule)  amending  the  Federal  Aviation 
Regulations  governing  the  allocation 
and  transfer  of  air  carrier  and  commuter 
slots  effective  November  1, 1992  (57  FR 
37308:  August  18. 1992).  Congress 
subsequently  passM  a  bill  postponing 
the  emotive  date  of  the  rule  until 
January  1. 1993.  A  "slot"  is  the 
authority  to  conduct  an  instrument 
flight  rule  (IFRj  landing  or  takeoff 
during  certain  periods  at  four  high 
density  traffic  airports:  JFK 
International,  LaGuardia,  O'Hare 
International,  and  Washington  National. 
The  rule  changes  the  slot  lottery  and 
withdrawal  procedures  to  enhance  the 
opportunities  for  carriers  holding  no  or 
few  slots  at  a  high  density  traffic  airport 
to  obtain  the  necessary  authority  to 
conduct  landings  and  takeoffs  at  such 
an  airport.  The  rule  also  increases  the 
minimum  slot  use  requirements  from  65 
percent  to  80  percent.  Section  206  of  the 
FAA  reauthorization  bill  (H.R.  6168). 
passed  by  Congress  on  October  8. 1992. 
delayed  the  rule's  efl^ective  date  until 
January  1.1993. 

Deicing  Rule 

The  Aircraft  Ground  Deicing  and 
Anti-Icing  Program  interim  final  rule 
became  effective  on  November  1. 1992. 
(57  FR  44924;  September  29, 1992.)  The 
rule  requires  part  121  certificate  holders 
to  develop  and  comply  with  an  FAA- 
approved  ground  deicing/anti-icing 
program. 

The  FAA  received  a  number  of 
comments  in  response  to  the  Aircraft 
Ground  Deicing  and  Anti-Icing  Program 
Notice  of  Proposed  Rulemaking 
(NPRM),  including  comments  relating  to 
the  roles  of  airport  operators  and  air 
traffic  control  (ATC)  and  the  delays 
resulting  from  deicing.  Some 
commenters  stated  that  ATC's  role  must 
be  fully  coordinated  with  the  actions  of 
air  carriers  and  airports  to  ensure  the 


proper  use  of  holdover  times  and 
smooth  traffic  flows  diiring  icing 
conditions.  Involvement  of  ATC  and 
airport  operators  is  essential  for 
increasing  safety  in  potential  icing 
conditions.  The  FCC  acknowledges  that 
there  may  be  delays  affiUated  with  the 
new  rule,  especially  if  aircraft  retiun  for 
secondary  deicing. 

The  FAA,  in  cooperation  with  the 
airports,  engages  in  a  national  effort  to 
manage  departure  dMays  during  airline 
deicing  operations.  For  example,  at 
Washington  National  Airport,  an 
objective  of  the  airport  deicing  plan  is 
to  assist  users  to  manage  the  flow  of 
traffic  from  deicing  through  takeoff  to 
minimize  the  time  after  deicing.  ATC 
regulates  the  arrival  flow  at  Washington 
National  to  accommodate  timely 
departures  of  deiced  aircraft.  Similarly, 
JFK  International  Tower  has  developed 
a  deicing  plan  to  manage  the  time  a 
deiced  aircraft  waits  for  departure. 
LaGuardia  Tower  has  developed  a 
deicing  plan  to  ensure  an  effective 
departure  How  from  the  aircraft  ramps 
to  the  active  departure  runway.  O'Hare 
International  Tower  has  also  established 
procedures  to  minimize  departure 
delays  during  ground  deicing 
operations. 

ATA's  Petition 

On  December  22. 1992.  ATA  filed 
with  the  FAA  a  petition  for  exemption 
on  behalf  of  its  carriers  operating  at  any 
of  the  four  high  density  traffic  airports. 
In  its  petition.  ATA  requests  the  FAA  to 
grant  a  90-day  exemption  from  the 
increased  slot  used  requirement  for  11 
of  its  member  carriers,  i.e..  American. 
American  Trans  Air.  Continental.  Delta. 
DHL.  Federal  Express.  Northwest.  TWA. 
United.  UPS,  and  USAir.  In  the 
alternative,  ATA  is  requesting  a  delay  of 
the  effective  date  of  the  New  Entrant 
Slot  Final  Rule  (57  FR  37308),  which 
will  require  the  higher  minimum  slot 
usage. 

In  support  of  its  petition,  ATA  states 
that  the  juxtaposition  of  the  interim 
deicing  rule  and  the  higher  slot  usage 
requirement  places  operators  in  an 
untenable  position.  C)n  the  one  hand, 
the  FAA  will  require  that  slots  be  used 
80  percent  of  the  time  over  a  2-month 
period.  On  the  other  hand,  the  deicing 
and  ground  delay  programs  will  cause 
carriers  to  forego  the  use  of  some  slots. 
The  interaction  among  the  deicing 
program,  ground  delay  programs,  and 
the  higher  minimum  slot  usage 
requirement,  the  ATA  says,  will  force 
the  carriers  to  operate  slots  that  will 
"choke"  the  airport  during  these 
programs  or  to  operate  the  slots  in 
nonproductive  times,  i.e..  the  weekend. 


For  this  reason.  ATA  is  requesting  the 
specified  relief. 

In  the  interest  of  responding  to  ATA's 
urgent  request  as  expeditiously  as 
possible,  the  FAA  has  waived  the 
requirements  for  publishing  a  summary 
of  this  petition  in  the  Federal  Register. 
Although  comments  were  not  solicited. 
America  West  submitted  a  resoonse 
nonetheless,  urging  denial  of  tne 
petition.  The  FAA's  analysis  of  ATA's 
petition  is  set  forth  as  follows. 

Request  for  a  Delay  of  the  EGfective  Date 

When  the  Department  of 
Transportation  (Department)  issued  the 
New  Entrant  Slot  Final  Rule,  it 
considered  the  comments  of  air  carriers, 
commuters,  communities,  and  other 
interested  parties  concerning  the 
minimum  slot  usage  that  should  be 
required.  In  determining  a  slot  usage 
minimum,  the  Department  wanted  to 
achieve  a  balance  that  would  not 
jeopardize  the  viability  of  the  smaller 
carriers  and  still  promote  the  efficient 
use  of  slots.  To  that  end,  the  Department 
considered  the  comments  raising  the 
potential  problems  of  sporadic 
cancellations  cased  by  weather, 
mechanical  failure,  or  holiday  schedule 
reductions  in  relation  to  the 
achievement  of  the  goal  of  encouraging 
carriers  to  hold  no  more  slots  than  their 
markets  demand,  potentially  freeing  up 
underutilized  slots  for  use  by  other 
carriers  without  imposing  impractically 
stringent  use  requirements. 

The  Department's  objective  of 
increasing  the  slot  use  efficiency  and 
potentially  freeing  up  underutilized 
slots  has  not  changed.  The  Department 
still  believes  that  the  80  percent  usage 
requirement  may  accomplish  the  twin 
objectives  of  improving  efficiency  and 
increasing  potential  access  for  new 
entrants  without  substantially 
disrupting  existing  air  service.  The 
E)epartment  sees  no  benefit  to  be 
derived  that  warrants  delaying  the 
effective  date  of  the  final  rule.  The  delay 
will  not  force  operators  to  release 
underutilized  slots  to  those  operators 
that  could  use  them,  nor  will  it  solve  the 
relationship  between  slot  usage  and  bad 
weather.  (Operators  have  commented  on 
that  issue  for  almost  every  slot  rule  that 
has  been  published  in  the  Federal 
Register.) 

Request  for  a  90-Day  Exemption 

When  the  New  Entrant  Slot  Final  Rule 
was  originally  published  for  comment 
as  an  NPRM.  some  commenters 
mentioned  the  effect  of  weather  and 
mechanical  breakdowns  on  slot  usage. 
After  reviewing  the  conunents.  the  FAA 
determined  that  the  80  percent  usage 
requirement  would  allow  for  routine 
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ictive  Date 


nonuse  of  slots  due  to  bad  weather  and 
mechanical  difficulties  without  placing 
an  undue  burdoi  on  the  operator.  At  the 
time  that  the  NPRM  was  published, 
however,  the  FAA  had  not  yet 
implemented  the  rule  prescribing  the 
deicing  requirements  (56  FR  44924; 
September  29.  1992).  The  FAA 
recognizes  that  there  might  be  some 
inherent  conflict  between  the  need  for 
the  reduction  of  operations  during  a 
deicing  program  and  the  continued  80 
percMit  operation  of  slots.  But  this 
potential  can  be  adjusted  without  the 
need  for  a  blanket  90-day  exemption. 
Disagreeing  with  the  contention  In 
ATA's  petition  that  differentiating  the 
slots  affected  by  deicing  delays  would 
not  be  practical  or  efficient,  the  FAA 
will  adjust  the  slot  usage  for  those 
operators  affected  by  the 
implementation  of  a  deicing  program  as 
described  below. 

Statement  of  Policy 

When  an  operator  submits  its 
bimonthly  use-or-Iose  report,  it  may 
designate  those  slots  that  were  adversely 
affected  by  the  implementation  of  a 
deicing  program.  The  FAA  Office  of 
Chief  Counsel,  Slot  Administration 
Office,  will  verify  with  the  carrier  that 
a  deicing  program  was  in  effect  that 
affected  the  carrier's  operations.  Upon 
sufficient  verification  that  use  of  a  slot 
was  delayed  or  foregone  because  of  a 
deicing  program,  the  FAA  will  give 
credit  for,  i.e.,  treat  as  used,  any  slot  that 
the  holder-of-record  or  operator-of- 
record  designates  as  either  not  used  or 
used  outside  its  allocated  time  as  a 
result  of  the  program's  implementation. 
In  this  way,  no  operator  will  be  in 
jeopardy  of  losing  a  slot  merely  because 
its  use  has  been  adversely  affected  by  a 
deicing  program.  As  a  result,  safety 
would  remain  unaffected  and  the  public 
interest  in  maximizing  to  the  extent 
feasible  the  efficient  use  of  slots  would 
also  be  served. 

Conclusion 

For  the  above  stated  reasons,  the  FAA 
is  denying  ATA's  request  for  either  a  90- 
day  exemption  from  the  minimum  slot 
usage  requirement  or  a  delay  of  the 
effective  date  of  the  higher  minimum 
slot  usage.  The  FAA  will  consider  an 
operator's  request  to  give  credit  of  usage 
for  those  slots  that  are  either  not  used 
or  used  in  a  different  time  period  due 
to  the  implementation  of  an  airport 
deicing  program  that  adversely  affects 
usage  of  the  slots  in  question. 


Signed  in  Washington.  DC.  on  Decamber 
30, 1992. 

ThomM  C  Richards, 
Administrator. 

[FR  Doc  92-31954  Filed  12-31-92;  12:S4 
pm] 
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DEPARTMENT  OF  THE  TREASURY 

Internal  Ravenue  Service 

26  CFR  Part  1 
[T  J).  8464] 
RIN  154S-ACM4 

Changa  in  Functional  Currency 

AGENCY:  Internal  Revenue  Service. 

Treasury. 

ACnON:  Final  regulations. 

SUMMARY:  This  document  contains  final 
Income  Tax  Regulations  relating  to 
adjustments  and  transition  rules  with 
respect  to  a  change  in  functional 
currency.  These  regulations  are  issued 
under  section  985  of  the  Internal 
Revenue  Code  of  1986  (Code),  which 
was  added  to  the  Code  by  the  Tax 
Reform  Act  of  1986.  These  regulations 
provide  guidance  for  taxpayers  with 
qualified  business  units  (QBUs)  that 
diange  functional  currency  and  provide 
special  rules  for  taxpayers  with  QBUs 
operating  in  a  hyperinflationary 
environment  that  elect  the  dollar  as 
their  functional  currency  for  their  first 
po5t-1986  taxable  year. 
EFFECTIVE  DATE:  These  regulations  are 
effective  February  4, 1993. 
FOR  FURTHER  MFORUATION  CONTACT: 
Jacob  Feldman  of  the  Office  of  Associate 
Chief  Counsel  (International),  within  the 
Office  of  Chief  Counsel.  Internal 
Revenue  Service,  1111  Constitution 
Avenue.  NW..  Washington,  DC  20224 
(202-622-3870,  not  a  toll-free  call). 

SUPP1.EMENTARY  INFORMATION: 

Background 

On  September  20, 1989,  proposed  and 
temporary  regulations  §§  1.985-5T  and 
1.985-6T  were  adopted  (as  part  of  T.D. 
8263)  and  published  in  the  Federal 
Register  at  54  FR  38649  (September  20, 
1989).  No  public  hearing  was  requested, 
and  none  was  held.  Very  few  comments 
were  received.  The  issues  raised  by 
these  comments  are  discussed  below. 
After  consideration  of  the  comments 
and  related  issues  with  respect  to 
§§  1.985-5T  and  1.985-6T,  these 
sections  of  the  proposed  regulations  are 
adopted  as  a  Treasury  decision  effective 
30  days  after  publication,  with  the 
modifications  discussed  below.  In 


addition,  in  an  accompanyin^notice  of 
proposed  rulemaking,  §  1.985-7 
provides  special  rules  for  cases  in  which 
a  C^U  changes  bom  the  profit  and  loss 
method  of  accoimting  (P&L  method)  to 
the  dollar  approximate  s^>arate 
transactions  method  (DASTM).  These 
revised  rules  are  proposed  to  be 
effective  in  taxable  years  beginning  30 
days  after  the  publication  of  final 
regulations. 

^](planation  of  Provisions 

Section  1.985-5T.  which  contains 
adjustments  required  upon  a  change  in 
functional  ciurency,  is  finahzed 
substantially  as  proposed.  However,  a 
new  §  1.985-7  is  being  proposed  to 
apply  to  a  QBU  that  uses  the  P&L 
method  in  a  post- 1986  taxable  year  and 
that  subsequently  begins  to  use  the 
dollar  as  its  functional  currency  using 
DASTM  accounting.  The  proposed 
regulation  responds  to  taxpayers' 
comments  and  would  permit  the  use  of 
historical  exchange  rates  to  establish  the 
QBU's  DASTM  balance  sheet,  rather 
than  the  spot  rate  provided  under 
§  1.985-5,  provided  that  the  taxpayer 
makes  a  section  481  adjustment  llie 
proposed  regulation  would  permit 
taxpayers  that  elected  DASTM  in  an 
open  taxable  year  beginning  before  the 
proposed  ride  is  finalized  to  use 
§  1.985-7  instead  of  the  temporary  or 
final  versions  of  §  1.985-5  and  §  1.985- 
6. 

The  final  regulations  contain  several 
clarifying  amendments  to  the  temporary 
regulations.  Section  §  1.985-5T(e)(l), 
providing  for  translation  of  a 
corporation's  earnings  and  profits  into 
its  new  functional  currency  at  the  spot 
exchange  rate,  is  expanded  to  clarify 
that  pre-1987  creditable  income  taxes 
and  accumulated  profits  of  a  foreign 
corporation  maintained  in  foreign 
currency  for  purposes  of  section  902 
also  are  translated  at  the  spot  rate  when 
the  foreign  corporation  changes  its 
functional  currency.  Pre-1987  earnings 
and  taxes  must  be  translated  at  the  same 
rate  in  order  to  implement  the  rule  of 
section  902(c)(6)  that  the  tax  effecU  of 
distributions  out  of  pre-1987  earnings 
are  governed  by  pre-1987  law.  See  Bon 
Ami  Co..  39  B.T.A.  825  (1939). 

One  taxpayer  suggested  that  income 
or  loss  required  toM  recognized  under 
the  propc^ed  regulations  at  the  time  a 
QBU  changes  functional  currency 
should  be  taken  into  account  over 
several  years.  See  §  1.985-5(b)  with 
respect  to  section  988  transactions 
denominated  in  the  new  functional 
currency.  §  1.985-5(d)(2)  with  respect  to 
a  deemed  branch  termination  when  a 
branch  changes  to  the  taxpayer's 
functional  currency,  and  §  1.985-5(e)(2) 
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with  respect  to  a  deemed  distribution  of 
previously  taxed  earnings  and  proflts 
Mfhea  a  controlled  foreign  corporation 
changes  its  functional  ourency  to  the 
dollar.  This  suggestion  was  not  adopted 
for  several  reasons. 

In  the  case  of  the  required  section  988 
adjustment  to  the  subpart  F  income  and 
earnings  and  profits  of  a  foreign 
corporation  changing  functional 
currency,  a  multi-year  spread  period 
would  be  particularly  difficult  to 
implement  because  of  the  need  for 
additional  information  reporting  with 
respect  to  the  foreign  corporation,  and 
the  administrative  complexity  that 
would  result  from  spreading  a  subpart  F 
inclusion  and  associated  deemed  paid 
foreign  tax  credits  at  the  shareholder 
level.  Spreading  the  adjustments 
resulting  from  a  deemed  branch 
termination  and  a  deemed  distribution 
of  previously  taxed  income  also  would 
be  particularly  complex  because,  for 
example,  of  their  effect  on  the  U.S. 
taxpayer's  foreign  tax  credit.  In 
addition,  the  Service  is  concerned  that 
if  a  spread  period  were  allowed 
taxpayers  could  use  distributions  in 
connection  with  a  change  in  functional 
currency  to  manipulate  the  time  these 
amounts  are  taken  into  account. 

Section  §  1.985-6T,  which  contains 
transition  rules  for  QBUs  that  use 
DASTM  accounting  for  their  first 
taxable  year  beginning  in  1987,  is 
finalized  essentially  as  proposed,  except 
that  a  new  paragraph  (d)(1)  provides  for 
a  spot  exchange  rate  translation  of  pre- 
1987  section  902  accumulated  profits 
and  deficits  as  well  as  foreign  income 
taxes  attributable  to  such  accumulated 
profits.  In  addition,  new  paragraph 
(d)(2)  provides  that  only  the  translated 
amount  of  a  pre-1987  section  902  deficit 
in  accumulated  profits  is  carried  over 
into  the  foreign  corporation's  post-1986 
undistributed  earnings  pool.  The 
amount  of  any  pre-1987  deficit  in 
retained  earnings  determined  under 
§  1.964-l(e)  is  not  carried  over.  These 
rules  are  the  same  as  those  applicable 
under  Notice  87-54, 1987-2  C.B.  363, 
and  Notice  88-70, 1988-2  C.B.  369,  to 
QBUs  whose  functional  currency  in 
1987  is  the  same  currency  in  which  the 
taxpayer  kept  the  QBU's  books  and 
records  for  purposes  of  section  902  prior 
to  1987. 

One  commentator  suggested  that  in 
the  case  of  a  DASTM  CFC.  a  pre-1987 
section  964  accumulated  deficit  (and 
not  a  section  902  deficit)  should  be 
carried  forward  into  the  post- 1986 
undistributed  earnings  pool.  This 
suggestion  was  not  adopted  because 
under  section  902(c)(6)  of  the  Internal 
Revenue  Code  the  tax  effects  of 
distributions  out  of  pre-1987 


accumulated  profits  must  be  determined 
under  pre-1987  law.  Accordingly,  the 
total  amount  of  earnings  and  profits 
available  for  distribution  as  a  dividend 
from  a  controlled  foreign  corporation 
that  begins  to  use  DASTM  accounting  in 
1987  is  the  sum  of  (1)  the  pre-1987 
accumulated  profits  (or  deficits) 
computed  in  foreign  currency  imder  a 
F&L  method  in  accordance  with  the 
rules  of  section  902  prior  to  amendment 
in  1986  and  translated  into  dollars  in 
1987  in  accordance  with  the  principles 
of  Notice  88-70,  and  (2)  the  post-1986 
undistributed  earnings  pool,  consisting 
of  earnings  and  profits  computed  in 
dollars  under  the  DASTM  method  in 
post-1986  years.  The  Service  believes 
that  reducing  the  post- 1986 
undistributed  earnings  pool  (which  is 
the  denominator  of  the  section  902 
fixation)  by  a  pre-1987  deficit  computed 
in  dollars  for  purposes  of  section  964 
would  contravene  the  rule  that  the  pre- 
1987  section  964  amounts  are  not 
relevant  for  purposes  of  determining  the 
tax  effects  of  dividend  inclusions. 
Similarly,  excluding  a  pre-1987  section 
902  deficit  firom  the  post-1986 
undistributed  earnings  pool  would  be 
inconsistent  with  the  rule  referring  to 
(positive)  pre-1987  accumulated  profits 
in  determining  the  effect  of  a 
distribution  in  excess  of  the  post-1986 
pool. 

A  rule  bringing  forward  a  pre-1987 
section  964  deficit  into  the  post-1986 
pool  of  a  DASTM  CFC  would  also  create 
a  difference  in  treatment  between  a 
DASTM  CFC  and  a  CFC  with  a  dollar 
functional  currency  that  uses  a  separate 
transactions  profit  and  loss  method. 
Finally,  the  commentators*  proposed 
rule,  to  the  extent  it  created  a  negative 
post-1986  pool,  could  increase  the 
incidence  of  inclusions  without  credits 
should  the  foreign  corporation  realize 
subpart  F  income  or  pay  a  "nimble 
dividend"  in  a  post-1986  year. 

Paragraphs  (d)  and  (e)  of  §  1.985-6T 
are  renumbered  as  paragraphs  (e)  and 
(f),  respectively,  in  the  final  regulations. 
An  alternative  transition  rule  for  a 
branch  that  used  a  profit  and  loss 
method  of  accounting  in  pre-1987 
taxable  years  and  that  now  uses  DASTM 
because  the  taxpayer  elected  to  use  the 
dollar  as  the  branch's  functional 
currency  in  its  first  post-1986  taxable 
year  is  provided  in  the  accompanying 
notice  of  proposed  rulemaking. 

Special  Analyses 

It  has  been  determined  that  these 
rules  are  not  major  rules  as  defined  in 
Executive  Order  12291.  Therefore,  a 
Regulatory  Impact  Analysis  is  not 
required.  Although  this  Treasuiy 
decision  was  preceded  by  a  notice  of 


proposed  rulemaking  that  solicited 
public  comments,  it  has  been 
determined  that  the  notice  was  not 
required  by  5  U.S.C.  553  since  the 
regulations  proposed  in  that  notice  and 
adopted  by  this  Treasury  decision  are 
interpretative.  Therefore,  a  final 
Regulatory  Flexibility  Analysis  is  not 
required  by  the  Regulatory  Flexibility 
Act  (5  U.S.C  chapter  6). 

.Drafting  Information 

Personnel  from  the  Internal  Revenue 
Service  and  Treasiuy  Department 
participated  in  developing  these 
regulations. 

List  of  Subjects  in  26  CFR  1.985-0 
Through  1.989(c)-l 

Income  taxes.  Reporting  and 
recordkeeping  requirements. 

Adoption  of  Amendments  to  the 
Regulations 

Accordingly,  26  CFR  part  1  is 
amended  as  follows: 

PART  1— INCOME  TAX;  TAXABLE 
YEARS  BEGINNING  AFTER 
DECEMBER  31, 1953 

Paragraph  1.  The  authority  citation 
for  part  1  is  amended  by  removing  the 
entry  for  "Sections  1.985-OT  through 
1.985-5T"  and  adding  a  citation  to  read 
as  follows: 

Authority:  26  U.S.C.  7805  *  *  *  Sections 
1.985-0  through  1.985-5  also  issued  under 
26  use  985.  •   *  • 

Par.  2.  Section  1.985-5T  and  1.985- 
6T  are  removed. 

Par.  3.  Section  1.985-0  is  amended  as 
follows: 

1.  The  introductory  text  for  section 
1.985-0  is  revised. 

2.  The  section  heading  in  the  entry  for 
§  1.985-5T  is  removed  and  a  section 
heading  for  §  1.985-5  is  added  in  its 

3.  The  entry  for  §  1.985-6T  is 
removed  and  an  entry  for  §  1.985-6  is 
added. 

4.  The  revisions  and  additions  read  as 
follows: 

S  1.985-0    Outlint  of  regulations. 

This  section  lists  the  paragraphs 
contained  in  §  §  1.985-1  throu^  l.§85- 
6. 

•        •        •        •        • 

Section  1.985-5    Adjustments  required  upon 
change  in  functional  currency. 

Section  1.985-6    Transition  rules  for  a  QBU 
that  uses  the  dollar  approximate  separate 
transactions  method  for  its  first  taxable  year 
beginning  in  1987. 

(a)  In  general. 
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ons  read  as 


(b)  Certain  controlled  foreign  corporations. 

(c)  AH  other  foreign  corporations. 

(d)  Pre-1987  section  902  amounts. 

(e)  Net  worth  branch. 

(f)  Profit  and  loss  branch. 

Par.  4.  New  §  §  1.985-5  and  1.985-6 
are  added  to  read  as  follows: 

S 1 .985-5    Adiuttmenta  r«qulr*d  upon 
change  in  functional  currancy. 

(a)  In  general.  This  section  applies  in 
the  case  of  a  QBU  that  changes  ^om  one 
functional  currency  (old  functional 
currency)  to  another  functional  currency 
(new  functional  currency).  A  taxpayer 
or  QBU  subject  to  the  rules  of  this 
section  shall  make  the  adjustments  set 
forth  in  the  3-step  procedure  described 
in  paragraphs  (b)  through  (e)  of  this 
section.  The  adjustments  shall  be  made 
on  the  last  day  of  the  taxable  year 
ending  before  the  year  of  change  as 
defined  in  §  1.481-l(a)(l).  Gain  or  loss 
required  to  be  recognized  luider 
paragraphs  (b),  (d)(2),  and  (e)(2)  of  this 
section  is  not  subject  to  section  481  and, 
therefore,  the  full  amount  of  the  gain  or 
loss  must  be  included  in  income  or 
earnings  and  profits  on  the  last  day  of 
the  taxable  year  ending  before  the  year 
of  change.  Except  as  provided  in 

§  1.985-6,  a  QBU  with  a  functional 
currency  for  its  first  taxable  year 
beginning  in  1987  that  is  different  from 
the  currency  in  which  it  had  kept  its 
books  and  records  for  United  States 
accounting  and  tax  accounting  purposes 
for  its  prior  taxable  year  shall  apply  the 
principles  of  this  §  1.985-5  for  purposes 
of  computing  the  relevant  functional 
currency  items,  such  as  earnings  and 
profits,  basis  of  an  asset,  and  amount  of 
a  liability,  as  of  the  first  day  of  a 
taxpayer's  first  taxable  year  beginning  in 
1987. 

(b)  Step  1 — Taking  into  account 
exchange  gain  or  loss  on  certain  section 
988  transactions.  The  QBU  shall 
recognize  or  otherwise  take  into  account 
for  all  purposes  of  the  Code  the  amoimi 
of  any  unrealized  exchange  gain  or  loss 
attributable  to  a  section  988  transaction 
(as  defined  in  section  988(c)(1)(A).  (B), 
and  (C))  that,  after  applying  section 
988(d),  is  denominated  in  terms  of  or 
determined  by  reference  to  the  new 
functional  currency.  The  amount  of 
such  gain  or  loss  shall  be  determined 
without  regard  to  the  limitations  of 
section  988(b)  (i.e.,  whether  any  gain  or 
loss  would  be  realized  on  the 
transaction  as  a  whole).  The  character 
and  source  of  such  gain  or  loss  shall  be 
determined  under  section  988. 

(c)  Step  2 — Determining  the  new 
functional  currency  basis  of  property 
and  the  new  functional  currency 
anmunt  of  liabilities  and  any  other 
relevant  items.  The  new  functional 


currency  adjusted  basis  of  property  and 
the  new  functional  currency  amount  of 
liabilities  and  any  other  relevant  items 
[e.g.,  items  described  in  section 
988(c)(l)(B)(iii))  shall  equal  the  product 
of  the  amount  of  the  old  functional 
currency  adjusted  basis  or  amount 
multiplied  by  the  new  functional 
currency/old  functional  currency  spot 
exchange  rate  on  the  last  day  of  the 
taxable  year  ending  before  the  year  of 
change  (spot  rate). 

(d)  Step  3 A — Additional  adjustments 
that  are  necessary  when  a  branch 
changes  functional  currency — (1) 
Branch  changing  to  a  functional 
currency  other  than  the  taxpayer's 
functional  currency — (i)  Rule.  If  a  QBU 
that  is  a  branch  of  a  taxpayer  changes 
to  a  functional  currency  other  than  the 
taxpayer's  functional  currency,  the 
branch  shall  make  the  adjustments  set 
forth  in  either  paragraph  (d)(l)(ii)  or 
(d)(l)(iii)  of  this  section  for  purposes  of 
section  987.  See  §  1.987-5(d)  for  rules 
for  computing  the  branch's  equity  pool 
and  basis  pool. 

(ii)  Where  prior  to  the  change  the 
branch  and  taxpayer  had  different 
functional  currencies.  If  the  branch  and 
the  taxpayer  had  different  functional 
currencies  prior  to  the  change,  the 
branch's  new  functional  currency  equity 
pool  shall  equal  the  product  of  the  old 
functional  currency  amount  of  the 
equity  pool  multiplied  by  the  spot  rate. 
No  adjustment  to  the  basis  pool  is 
necessary. 

(iii)  where  prior  to  the  change  the 
branch  and  taxpayer  had  the  same 
functional  currency.  If  the  branch  and 
the  taxpayer  had  the  same  functional 
currency  prior  to  the  change,  the 
branch's  basis  pool  shall  equal  the 
difference  between  the  branch's  total 
old  functional  currency  basis  of  its 
assets  and  its  total  old  functional 
currency  amount  of  its  liabilities.  The 
branch's  equity  pool  shall  equal  the 
product  of  the  basis  pool  multiplied  by 
the  spot  rate. 

(2)  Branch  changing  to  the  taxpayer's 
functional  currency.  If  a  branch  changes 
its  functional  currency  to  the  taxpayer's 
functional  currency,  the  branch  shall  be 
treated  as  if  it  terminated  on  the  last  day 
of  the  taxable  year  ending  before  the 
year  of  change.  In  such  a  case,  the 
taxpayer  shall  realize  gain  or  loss 
attributable  to  the  branch's  equity  pool 
under  the  principles  of  section  987. 

(e)  Step  3B — Additional  adjustments 
that  are  necessary  when  a  taxpayer 
changes  functional  currency^l) 
Corporations.  The  amount  of  a 
corporation's  new  functional  currency 
earnings  and  profits  and  the  amount  of 
its  new  functional  currency  paid-in 
capital  shall  equal  the  product  of  the  old 


functional  currency  amoimts  of  such 
items  multiplied  by  the  spot  rate.  The 
foreign  income  taxes  and  accumulated 
profits  or  deficits  in  accumulated  profits 
of  a  foreign  corporation  that  were 
maintained  in  foreign  currency  for 
purposes  of  section  902  and  that  are 
attributable  to  taxable  years  of  the 
foreign  corporation  beginning  before 
January  1, 1987,  also  shall  be  translated 
into  the  new  functional  currency  at  the 
spot  rate. 

(2)  Collateral  consequences  to  a 
United  States  shareholder  of  a 
corporation  changing  to  the  United 
States  dollar  as  its  functional  currency. 
A  United  States  shareholder  (within  the 
meaning  of  section  951(b)  or  section 
953(c)(1)(A))  of  a  controlled  foreign 
corporation  (within  the  meaning  of 
section  957  or  section  953(c)(1)(B)) 
changing  its  functional  currency  to  the 
dollar  shall  recognize  foreign  currency 
gain  or  loss  computed  under  section 
986(c)  as  if  all  previously  taxed  earnings 
and  profits,  if  any,  (including  amounts 
attributable  to  pre-1987  taxable  years 
that  were  translated  fit)m  dollars  into 
functional  currency  in  the  foreign 
corporation's  first  post-1986  taxable 
year)  were  distributed  immediately 
prior  to  the  change.  Such  a  shareholder 
shall  also  recognize  gain  or  loss 
attributable  to  the  corporation's  paid-in 
capital  to  the  same  extent,  if  any,  that 
such  gain  or  loss  would  be  recognized 
under  the  regulations  under  section 
367(b)  if  the  corporation  was  liquidated 
completely. 

(3)  Taxpayers  that  are  not 
corporations.  [Reserved] 

(4)  Adjustments  to  a  branch's 
accounts  when  a  taxpayer  changes 
functional  currency— {\)  Taxpayer 
changing  to  a  functional  currency  other 
than  the  branch's  functional  currency.  If 
a  taxpayer  changes  to  a  functional 
currency  that  differs  from  the  functional 
currency  of  a  branch  of  the  taxpayer,  the 
branch  shall  adjust  its  basis  pool  in  the 
manner  prescribed  in  paragraph 
(d)(l)(ii)  of  this  section  for  adjusting  the 
equity  pool,  if  the  taxpayer's  old 
functional  currency  was  different  from 
the  branch's  functional  currency.  If  the 
taxpayer's  old  functional  currency  was 
the  same  as  the  branch's  functional 
currency,  the  branch  shall  determine  its 
equity  pool  and  basis  pool  in  the 
manner  set  forth  in  paragraph  (d)(l)(iii) 
of  this  section  for  determining  the  basis 
pool  and  equity  pool,  respectively. 

(ii)  Taxpayer  changing  to  the  same 
functional  currency  as  the  branch.  If  a 
taxpayer  changes  to  the  same  functional 
currency  as  a  branch  of  the  taxpayer,  the 
taxpayer  shall  realize  gain  or  loss  as  set 
forth  in  paragraph  (d)(2)  of  this  section. 
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(!)  Examples.  The  provisions  of  this 
section  ere  illustrated  by  the  following 
examples. 

Example  1.  S.  a  calendar  year  foreign 
corporation,  is  wholly  owned  by  domestic 
corporation  P.  The  Commissioner  granted 
permission  to  dunge  S's  Junctional  currency 
from  the  LC  to  the  PC  beginning  January  1. 
1993.  The  IXTFC  exchange  rata  on  December 
31. 1992  U  1  LC/2  PC  The  following  shows 
how  S  must  convert  the  items  on  iu  balance 
sheet  from  the  LC  to  the  FC 


1 

^:2 

LC 

FC 

CaahonlMnd 

40.000 

80,000 

AocouriB  RaoaMbta - 

toooo 

20!000 

Invenlofy  — . — — 

100.000 

200.000 

100.000  FC  Bond 

(100.000  IX;  N8to«t- 

cal  basis)  ._..? 

*S0.000 

100.000 

RndasaatK 

Pmpeity 

300.000 

490X)00 

Plart . — — - 

500.000 

1.000,000 

AccumiMadOe- 

pradalion 

(200,000) 

(400.000) 

EqMpmem 

1.00.000 

2.000.000 

Accuraulalad  Oa- 

piadaUon 

Total  Aoeals 

ibWtes: 

(400.000) 

(800,000) 

1.300.000 

2.600.000 

\Ju 

Accounts  Payahte  

50.000 

100,000 

Long^emt  UabiNiae  .... 

400.000 

800.000 

Pai(Hn-Capilal 

800.000 

1,600.000 

Retained  Eairtngs 

ToM  UabiMea  and 

»  50.000 

100,000 

EqtMty 

1.300.000 

2,600,000 

'UndW  ilSBS-Sft).  S  •< 

1  raoogni*  a  i 

iOjOOO  LC  torn 

(100.000  tC  b«««-5a000  LC  <mtu»)  on  *»» 
from  aw  ettang*  »•  iunetait  oorranq   T1««i«, 
MKM  9m  cnang*.  S'«  (mm  m  tw  FC 
account  *m  loM)  *  50.000  LC. 

'Ttw  wnouM  d  S^  LC  laHlM 
50.000  LCkas  on  m*  bond. 

Example  2.  P.  a  domestic  corporation, 
operates  a  foreign  branch,  S.  The 
Clommissioner  granted  permission  to  change 
S's  fonctional  currency  from  the  LC  to  the  FC 
beginning  January  1, 1993.  As  of  December 
31, 1992,  S's  equity  pool  was  2,(XK)  LC  and 
its  basis  pool  was  $4,000.  The  LC/FC 
exchange  rate  on  December  31. 1992  is  1  LC/ 
2  PC.  On  January  1, 1993,  the  new  functional 
ciirrency  amount  of  S's  equity  pool  is  4,000 
FC  The  basis  pool  is  not  afliacted. 

|1.9eS-<    Transition  rules  for  ■  OBU  Ittat 
uses  the  dollar  approximete  separate 
transactions  mettiod  tor  Hs  first  tsxat>(e 
yeer  iMginning  in  1967. 

(a)  In  general.  This  section  sets  forth 
transition  rules  for  a  QBU  that  used  the 
dollar  approximate  separate  transactions 
method  of  accounting  set  forth  in 
§  1.985-3  or  §  1.98S-3T  (as  contained  in 
the  April  1. 1989  edition  of  26  CFR  part 
1  (1.908  to  1.1000))  for  its  first  taxable 
year  beginning  in  1987  (DASTM  C^U). 
A  DASTM  QBU  must  determine  the 
dollar  and  h3rperinflationary  currency 
basis  of  its  assets  and  the  dollar  and 
hyperinflationary  currency  amount  of 
its  liabilities  that  were  acquired  or 


incurred  in  taxable  years  beginning 
before  January  1. 1987.  In  addition,  a 
DASTM  QBU  must  determine  its  net 
worth,  including  its  retained  earnings, 
at  the  end  of  the  QBU's  last  taxable  year 
beginning  before  January  1, 1987.  This 
section  provides  rules  for  controlled 
foreign  corporations  (as  defined  in 
section  957  or  section  953(c)(1)(B)), 
other  foreign  corporations,  and  branches 
of  United  States  persons  that  must  make 
these  determinations. 

(b)  Certain  controlled  foreign 
corporations.  If  a  DASTM  QBU  was  a 
controlled  foreign  corporation  for  its  last 
taxable  year  beginning  befbra  January  1, 
1987,  and  it  had  a  significant  event  as 
described  in  §  1.964-l(cK6)  in  a  taxable 
year  beginning  before  January  1, 1987, 
then  the  rules  of  this  paragraph  (b)  shall 

apply. 

(1)  Basis  in  assets  and  amount  of 
liabilities.  The  hyperinflationary 
currency  adjusted  basis  of  the  QBU's 
assets  and  the  hyperinflationary 
currency  amount  of  the  QBU's  liabilities 
acquired  or  incurred  by  the  QBU  in  a 
taxable  year  beginning  before  January  1, 
1987,  shall  be  the  basis  or  the  amount 
as  determined  under  §  1.964-l(e)  prior 
to  translation  under  §  1.964-l(e)(4).  The 
dollar  adjusted  basis  of  such  assets  and 
the  dollar  amount  of  such  liabilities 
shall  be  the  adjusted  basis  or  the 
amount  as  determined  under  the  rules 
of  S  1.964-l(e)  after  translation  under 
§1.964-l(e)(4). 

(2)  Retained  earnings.  The  dollar 
amount  of  the  QBU's  retained  earnings 
at  the  end  of  its  last  taxable  year 
beginning  before  January  1. 1987,  shall 
be  the  dollar  amount  determined  under 
§1.964-l(e)(3). 

(c)  All  other  foreign  corporations.  If  a 
foreign  corporation  is  a  DASTM  QBU 
that  is  not  described  in  paragraph  (b)  of 
this  section,  then  the  hyperinflationary 
currency  and  dollar  adjusted  basis  in 
the  QBU's  assets  acquired  in  taxable 
years  beginning  before  January  1, 1987, 
the  hyperinflationary  currency  and 
dollar  amount  of  the  QBU's  liabilities 
acquired  or  incurred  in  taxable  years 
beginning  before  January  1, 1987,  and 
the  dollar  amount  of  the  QBU's  net 
worth,  including  its  retained  earnings, 
at  the  end  of  its  last  taxable  year 
beginning  before  January  1, 1987,  shall 
be  determined  by  applying  the 
principles  of  §  1.985-3T  or  §  1.985-3. 
Thus,  for  example,  the  dollar  basis  of 
plant  and  equipment  shall  be 
determined  using  the  appropriate 
historical  exchange  rate. 

(d)  Pre-1987  section  902  amounts— {I) 
Translation  of  pre-1987  section  902 
accumulated  profits  and  taxes  into 
United  States  dollars.  The  foreign 
income  taxes  and  accumulated  profits  or 


deficits  in  accumulated  profits  of  a 
foreign  corporation  that  were 
maintained  in  foreign  currency  for 
purposes  of  section  902  and  that  are 
attributable  to  taxable  years  of  the 
foreign  corporation  beginning  before 
January  1, 1987,  shall  be  translated  into 
dollars  at  the  spot  exchange  rate  on  the 
first  day  of  its  first  taxable  year 
beginning  after  December  31. 1986. 
Once  translated  into  dollare,  these 
accumulated  profits  and  taxes  shall 
(absent  a  change  in  functional  currency) 
remain  in  dollars  for  all  federal  income 
tax  purposes. 

(2J  Carryforward  of  accumulated 
deficits  in  accumulated  profits  from  ore- 
1987  taxable  years  to  post- J 986  taxable 
years.  For  purposes  of  sections  902  and 
960,  the  post-1986  undistributed 
earnings  of  a  foreign  corporation  that  is 
subject  to  the  rules  of  this  section  shall 
be  reduced  by  the  dollar  amount  of  the 
corporation's  deficit  in  accumulated 
profits,  if  any,  determined  under  section 
902  and  the  regulations  thereunder,  that 
was  accumulated  at  the  end  of  the 
corporation's  last  taxable  year  beginning 
before  January  1, 1987.  The  dollar 
amount  of  the  accumulated  deficit  shall 
be  determined  by  multiplying  the 
foreign  currency  amount  of  such  deficit 
by  the  spot  exchange  rate  on  the  last  day 
of  the  corporation's  last  taxable  year 
beginning  before  January  1, 1987,  and 
shall  be  taken  into  account  on  the  first 
day  of  the  corporation's  first  taxable 
year  beginning  after  December  31, 1986. 
Post-1986  undistributed  earnings  may 
not  be  reduced  by  the  dollar  amount  of 
a  pre-1987  deficit  in  retained  earnings 
determined  under  §  1.964-1  (e). 

(e)  Net  worth  branch.  If  a  DASTM 
QBU  is  a  branch  of  a  United  States 
person  and  the  QBU  used  a  net  wo«th 
method  of  accounting  for  its  last  taxable 
year  beginning  before  January  1, 1987, 
then  the  rules  of  this  paragraph  (e)  shall 
apply.  A  net  worth  method  of 
accounting  is  any  method  of  accounting 
under  which  the  taxpayer  calculates  the 
taxable  income  of  a  QBU  based  on  the 
net  change  in  the  dollar  value  of  the 
QBU's  equity  (assets  minus  liabilities) 
during  the  course  of  a  taxable  year, 
taking  into  account  any  contributions  or 
remittances  made  during  the  year.  See. 
e.g..  Rev.  Rul.  75-106, 1975-1  C.B.  31, 
(See  §  601.60l(d)(2)(iiKW  of  this  j 
chapter).  ' 

(1)  Basis  in  assets  and  amount  of 
liabilities— \i)  Hyperinflationary 
amounts.  For  the  first  taxable  yew 
beginning  in  1987.  the  hyperinflationary 
currency  adjusted  basis  of  a  QBU's 
assets  or  the  hyperinflationary  currency 
amounts  of  its  liabilities  acquired  or 
incurred  in  a  taxable  year  begiiming 
before  January  1, 1987  is  the 
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hyperinflationaiy  currency  basis  or 
amount  at  the  date  when  acquired  or 
incurred,  as  adjusted  according  to 
United  States  generally  accepted 
accounting  and  tax  accounting 
principles.  If  a  hyperinflationary 
currency  basis  or  amount  was  not 
determined  at  such  date,  the  dollar  basis 
or  amount,  as  adjusted  according  to 
United  States  generally  accepted 
accoimting  and  tax  accounting 
principles,  shall  be  translated  into 
hyperinflationary  currency  at  the  spot 
exchange  rate  on  the  date  when  the 
asset  or  liability  was  acquired  or 
incurred. 

(ii)  Dollar  amounts.  For  the  first 
taxable  year  beginning  in  1987,  the 
dollar  adjusted  basis  of  the  QBU's  assets 
and  the  amounts  of  its  Uabilities  shall  be 
those  amounts  reflected  on  the  QBU's 
dollar  books  and  records  at  the  end  of 
the  taxpayer's  last  taxable  year 
beginning  before  January  1, 1987,  after 
adjusting  the  books  and  records 
according  to  United  States  generally 
accepted  accounting  and  tax  accounting 
principles. 

(2)  Ending  net  worth.  The  dollar 
amount  of  the  QBU's  net  worth  at  the 
end  of  its  last  taxable  year  beginning 
before  January  1, 1987  shall  equal  the 
QBU's  net  worth  at  that  date  as 
determined  under  paragraph  (e)(l)(ii)  of 
this  section. 

(f)  Profit  and  loss  branch.  If  a  DASTM 
QBU  is  a  branch  of  a  United  States 
person  and  the  QBU  used  a  profit  and 
loss  method  of  accounting  for  its  last 
taxable  year  beginning  before  January  1, 
1987,  then  the  United  States  person 
shall  first  apply  the  transition  rules  of 
§  1.987-5  in  order  to  determine  the 
beginning  amount  and  dollar  basis  of 
the  branch's  EQ  pool,  the 
hyperinflationary  currency  basis  of  the 
branch's  assets,  and  the 
hyperinflationary  currency  amounts  of 
its  liabilities.  A  profit  and  loss  method 
of  accounting  is  any  method  of 
accounting  imder  which  the  taxpayer 
calculates  the  profits  of  a  QBU  by 
computing  the  QBU's  profits  in  its 
functional  currency  and  translating  the 
net  result  into  dollars.  See  e.g..  Rev.  Rul. 
75-107, 1975-1  C.B.  32.  (See 
§  601.601(d)(2)(ii)(6)  of  this  chapter). 
The  QBU  and  the  taxpayer  must  then 
make  the  adjustments  required  by 
§  1.985-5,  e.g.,  the  QBU  must  take  into 
account  unrealized  exchange  gain  or 
loss  on  dollar-denominated  section  988 
transactions,  the  taxpayer  must  account 
for  the  deemed  termination  of  the 
branch,  and  the  taxpayer  must  translate 
the  QBU's  balance  sheet  items  from 


hyperinflationary  currency  into  dollars 
at  die  spot  rate. 
Midiael  P.  Dolan, 

Acting  Commissioner  of  Internal  Revenue. 

Approved:  November  30, 1992. 
Alan  J.  Wilensky. 

Deputy  Assistant  Secretary  of  the  Treasury. 
[FR  Doc.  92-31467  Filed  12-31-92;  8:45  am] 
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26  CFR  Part  1 

[T4).8465] 
RtN154S-AN83 

Deduction  of  Amount*  Owed  To 
Related  Foreign  Persons 

AGENCY:  Internal  Revenue  Service, 

Treasury. 

ACTION:  Final  regulations. 

summary:  This  document  contains  final 
Income  Tax  Regulations  describing 
when  an  otherwise  deductible  amount 
owed  to  a  related  foreign  person  may  be 
deducted.  Changes  to  the  applicable  tax 
law  were  made  by  the  Tax  Reform  Act 
of  1984  and  the  Tax  Reform  Act  of  1986. 
These  final  regulations  provide 
guidance  needed  to  comply  with  these 
changes  and  affect  persons  that  owe 
otherwise  deductible  amoimts  to  a 
related  foreign  person. 
EFFECTIVE  DATES:  January  5, 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
G.  Sams  of  the  Office  of  Associate  Chief 
Counsel  (International),  within  the 
Office  of  Chief  Counsel,  Internal 
Revenue  Service,  1111  Constitution 
Avenue,  NW.,  Washington,  DC  20224, 
Attention:  CC:CORP:T:R  (INTL-625-89) 
(202-622-3840,  not  a  toll-fi^  call). 

SUPPLEMENTARY  INFORMATION: 

Background 

On  March  19, 1991,  the  Internal 
Revenue  Service  published  in  the 
Federal  Register  proposed  amendments 
(56  FR  11531)  to  the  Income  Tax 
Regulations  (26  CFR  part  1)  under 
sections  163  and  267  of  the  Internal 
Revenue  Code  (Code).  Written 
comments  responding  to  this  notice 
were  received.  The  significant  points 
raised  by  these  comments  and  the 
changes  made  to  the  proposed 
amendments  are  discussed  in  the 
following  sections  of  this  preamble. 

Discussion  of  Major  Commfents  and 
Revisions  to  Proposed  Regulations 

Section  163(a)(3)  generally  requires  a 
taxpayer  to  use  the  cash  method  of 
accounting  with  respect  to  the 
deduction  of  original  issue  discount 
owed  to  a  related  foreign  person. 


Section  1.163-12  of  the  proposed 
regulations  describes  Ihis  general  rule, 
and  provides  certain  exceptions.  In 
response  to  comments  received,  special 
rules  are  provided  for  original  issue 
discount  owed  to  a  related  foreign 
person  that  is  a  foreign  personal  holding 
company,  a  controlled  foreign 
corporation,  or  a  passive  foreign 
investment  company.  These  special 
rules  are  appropriate  because  there  is  a 
proper  matdiing  of  income  and 
deduction  with  respect  to  original  issue 
discount  owed  to  a  related  foreign 
corporation  that  is  required  to  compute 
its  taxable  income  and  earnings  and 
profits  for  United  States  tax  purposes 
pursuant  to  the  foreign  personal  holding 
company,  subpart  F,  or  passive  foreign 
investment  company  provisions. 

Section  267(aj(3)  also  generally 
requires  a  taxpayer  to  use  the  cash 
method  of  accoimting  with  respect  to 
the  deduction  of  amounts  owed  to  a  re- 
lated foreign  person.  Section  1.267(a)-3 
of  the  proposed  regulations  describes 
this  general  rule  and  the  amounts 
covered,  and  also  provides  certain 
exceptions.  Stated  broadly,  the 
exceptions  apply  to  certain  amoimts 
treated  as  income  efi^ectively  connected 
with  the  conduct  of  a  trade  or  business 
in  the  United  States  by  the  recipient  of 
the  income,  and  to  certain  amounts 
reported  as  income  of  the  related  foreign 
person  pursuant  to  the  foreign  personal 
holding  company,  controlled  foreign 
corporation,  and  passive  foreign 
investment  company  provisions  of  the 
Code.  Amounts  excepted  under  the 
regulations  generally  remain  subject  to 
the  rules  described  in  section  267(a)(2), 
however. 

A  commentator  stated  that  sections 
267(a)  (2)  and  (3)  does  not  provide 
authority  to  place  a  taxpayer  on  the  cash 
method  of  accounting  with  respect  to 
amounts  owed  to  related  foreign 
persons,  arguing  that  the  rules 
aimounced  in  ihe  proposed  regulations 
exceed  the  diijection  of  Congress  to 
apply  the  pririciples  of  section  267(a)(2). 
"This  comment  is  rejected,  since  the 
legislative  history  of  section  267(a)(3) 
states  clearly  that  a  taxpayer  may  be 
placed  on  the  cash  method  of 
accounting  with  respect  to  amounts 
owed  to  a  related  foreign  person.  See 
H.R.  Rept.  No.  426,  99th  Cong.,  2d  Sess, 
939-940  (1985). 

A  related  foreign  person,  for  purposes 
of  sections  163(e)(3)  and  267(a)  (2)  and 
(3),  is  defined  as  any  person  that  is  not 
a  United  States  person  within  the 
meaning  of  section  7701(a)(30)  that  has 
a  relationship  with  the  issuer  described 
in  section  267(b).  Pursuant  to  section 
267(b)(3),  two  corporations  are  related  if 
they  are  members  of  the  same 
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"controlled  group"  within  the  meaning 
of  section  1563(a).  subject  to  certain 
modifications.  The  final  regulations 
clarify  that  this  definition  applies 
without  regard  to  any  of  the  limitations 
under  section  1563(b). 

Several  commentators  argued  that  the 
regulations  under  section  267(a)(3) 
governing  the  treatment  of  interest 
should  be  applied  only  prospectively, 
contending  that  the  pubUc  had  no 
notice  that  the  statute  would  be  applied 
in  the  manner  described  in  the 
regulations.  This  comment  also  was 
rejected.  Section  267(a)(2)  provides 
generally  that  an  otherwise  deductible 
amount  may  not  be  deducted  by  the 
payor  until  the  amount  is  includible  in 
the  gross  income  of  the  recipient.  The 
legislative  history  makes  clear  that  its 
provisions  apply  to  otherwise 
deductible  amounts  owed  to  related 
foreign  persons,  and  that  regulations 
under  section  267  (a)(3)  would  be 
necessary  only  to  clarify  the  appUcation 
of  the  matching  principle  of  section 
267(a)  (2)  and  (3)  to  amounts  not 
includible  in  the  gross  income  of  the 
recipient  for  United  States  tax  purposes. 
See  H.R.  Rept.  No.  426.  99th  Cong..  2d 
Sess.  939-940  (1985). 

Therefore,  it  was  determined  that  the 
general  principles  of  section  267(a)(2) 
should  be  applied  to  interest  amounts 
from  the  elective  date  of  its  provisions. 
The  effective  dates  for  the  application  of 
the  rules  governing  stated  interest  thus 
are  consistent  with  those  under  section 
163(e)(3)  governing  the  treatment  of 
original  issue  discount,  ensuring  general 
uniformity  of  treatment  of  items  of 
stated  interest  and  original  issue 
discoimt. 

A  commentator  argued  that  these 
regulations  may  violate  the  non- 
discrimination provisions  of  certain 
income  tax  treaties.  The  Service  rejects 
this  comment,  since  domestic  tax 
principles  are  applied  uniformly  to 
determine  the  timing  of  a  deduction  for 
otherwise  deductible  amounts  owed  by 
a  taxpayer  to  a  related  person  (whether 
domestic  or  foreign)  under  sections 
163(e)(3)  and  267(a)  (2)  and  (3). 

Lastly,  an  amount  owed  to  a  forei^ 
sales  corporation  that  is  exempt  foreign 
trade  income  of  the  foreign  sales 
corporation  for  purposes  of  section  921 
et  seq..  is  not  an  amount  to  which  these 
regulations  apply,  because  the  amount 
is  treated  as  foreign  source  income  of 
the  foreign  sales  corporation  that  is  not 
effectively  connected  with  the  conduct 
of  a  trade  or  business  within  the  United 
SUtes.  Pursuant  to  section  924(fl(2), 
foreign  trading  gross  receipts  do  not 
include  interest  and  other  investment 
income.  Interest  and  other  investment 
income  is  never  characterized  as  exempt 


foreign  trade  income.  For  this  reason, 
the  special  rule  in  the  proposed 
regulations  excluding  from  the 
application  of  these  regulations  interest 
owed  to  a  foreign  sales  corporation  is 
not  necessary.  Accordingly,  the  rule 
described  in  §  1.267(a)-3(c)(4)  of  the 
proposed  regulations  is  removed.  No 
contrary  inference  is  intended. 

Additional  clarifying  or  editorial 
changes  also  have  been  made.  For 
example,  the  special  rule  described  in 
§§  1.163-12(b)(3)(iii)  and  1.267(a)- 
3(c)(4){iii)  governing  amounts  owed  to  a 
related  foreign  person  that  is  a  passive 
foreign  investment  company  applies  if 
the  person  that  owes  the  amount  to  the 
related  foreign  person  has  made  and  has 
in  eH^ect  an  election  under  section  1295 
(and  not  section  1291)  with  respect  to 
the  passive  foreign  investment  company 
to  which  the  amount  is  owed. 

Change  in  Method  of  Accounting 

A  revenue  procedure  is  issued 
contemporaneously  with  the  issuance  of 
these  final  regulations  that  describes  the 
procedures  for  a  change  in  method  of 
accounting  to  conform  with  these  rules. 
See  §601.601{d)(2)(ii)(fe)  of  this  chapter. 


Special  Analyses 

It  has  been  determined  that  these 
rules  are  not  major  rules  as  defined  in 
Executive  Order  12291.  Therefore,  a 
Regulatory  Impact  Analysis  is  not 
required.  It  has  also  been  determined 
that  section  553(b)  of  the  Administrative 
Procedure  Act  (5  U.S.C.  chapter  5)  and 
the  Regulatory  Flexibility  Act  (5  U.S.C. 
chapter  6)  do  not  apply  to  these 
regulations,  and  thus  a  final  Regulatory 
Flexibility  Analysis  is  not  required. 
Pursuant  to  section  7805(f)  of  the 
Internal  Revenue  Code,  the  notice  of 
proposed  rulemaking  for  the  regulations 
was  submitted  to  the  Chief  Counsel  for 
Advocacy  of  the  Small  Business 
Administration  for  comment  on  its 
impact  on  small  business. 

Drafting  Infoniiation 

The  principal  author  of  these 
regulations  is  James  K.  Sams  formerly  of 
the  Office  of  Associate  Chief  Counsel 
(International),  within  the  Office  of 
Chief  Counsel.  Internal  Revenue 
Service.  Other  personnel  firom  the 
Internal  Revenue  Service  and  Treasury 
Department  participated  in  developing 
the  regulations. 

List  of  Subjects  in  26  CFR  1.161-1 
Throu^  1.280H-1T 

Income  taxes.  Reporting  and 
recordkeeping  requirements. 


Adoption  of  Amendments  to  the 
Regulations 

Accordingly,  26  CFR  part  1  is 
amended  as  follows: 

PART  1-INCOME  TAX;  TAXABLE 
YEARS  BEGINNING  AFTER 
DECEMBER  31, 1953 

Paragraph  1.  The  authority  citation 
for  part  1  is  amended  by  adding  the 
following  citation: 

Authority:  26  U.S.C  7805  *  *  *  Section 
1.267(a}-3  issued  under  26  U.S.C  267(a)(3). 

•  •  • 

Par.  2.  Section  1.163-12  Is  added  to 
read  as  follows: 

f  1 .1 63-1 2  Deduction  of  original  issue 
discount  on  instrument  hetd  by  related 
foreign  person. 

(a)  General  ru/e*— (1)  Deferral  of 
deduction.  Except  as  provided  in 
paragraph  (b)  of  this  section,  section 
163(e)(3)  requires  a  taxpayer  to  use  the 
cash  method  of  accounting  with  respect 
to  the  deduction  of  original  issue 
discount  owed  to  a  related  foreign 
person.  A  deduction  for  an  otherwise 
deductible  portion  of  original  issue 
discount  with  respect  to  a  debt 
instrument  will  not  be  allowable  as  a 
deduction  to  the  issuer  until  paid  if,  at 
the  close  of  the  issuer's  taxable  year  in 
which  such  amount  would  otherwise  be 
deductible,  the  person  holding  the  debt 
instrument  is  a  related  foreign  person. 
For  purposes  of  this  section,  a  related 
foreign  person  is  any  person  that  is  not 
a  United  States  person  within  the 
meaning  of  section  7701(a)(30),  and  that 
is  relat^  (within  the  meaning  of  section 
267(b))  to  the  issuer  at  the  close  of  the 
taxable  year  in  which  the  amount 
incurred  by  the  taxpayer  would 
otherwise  be  deductible.  Section  267(f) 
defines  "controlled  group"  for  purposes 
of  section  267(b)  without  regard  to  the 
limitations  of  section  1563(b).  An 
amount  is  treated  as  paid  for  purposes 
of  this  section  if  the  amount  is 
considered  paid  for  purposes  of  section 
1441  or  section  1442  (including  an 
amount  taken  into  account  pursuant  to 
section  871(a)(1)(C),  section  881(a)(3).  or 
section  884(f)).  The  rules  of  this 
paragraph  (a)  apply  even  if  the  original 
issue  discount  is  not  subject  to  United 
States  tax.  or  is  subject  to  a  reduced  rate 
of  tax,  pursuant  to  a  provision  of  the 
Internal  Revenue  Code  or  a  treaty 
obligation  of  the  United  States.  For 
purposes  of  this  section,  original  issue 
discount  is  an  amount  described  in 
section  1273,  whether  from  sources 
inside  or  outside  the  United  States. 

(2)  Change  in  method  of  accounting. 
A  taxpayer  that  uses  a  method  of 
accounting  other  than  that  required  by 
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the  rules  of  this  section  roust  dunge  its 
method  of  accounting  to  amfonn  its 
method  to  the  rules  of  this  section.  The 
taxpayer's  change  in  method  must  be 
made  pursuant  to  the  rules  of  section 
446(e),  the  regulations  thereunder,  and 
any  applicable  administrative 
procedures  prescribed  by  the 
Commissioner.  Because  the  rules  of  this 
section  prescribe  a  method  of 
accounting,  these  rules  apply  in  the 
determination  of  a  taxpayer's  earnings 
and  proHts  pursuant  to  §  1.312-6(a). 

[b)  Exceptions  and  special  ruie*— (1) 
Effectively  connected  income.  The 
provisions  of  section  267(a)(2)  and  the 
regulations  thereunder,  and  not  the 
provisions  of  paragraph  (a)  of  this 
section,  apply  to  an  amount  of  original 
issue  discount  that  is  income  of  the 
related  foreign  person  that  is  effectively 
connected  with  the  conduct  of  a  United 
States  trade  or  business  of  such  related 
foreign  person.  An  amount  described  in 
this  paragraph  (b)(1)  thus  is  allowable  as 
a  deduction  as  of  the  day  on  which  the 
amount  is  includable  in  the  gross 
income  of  the  related  foreign  person  as 
effectively  connected  income  under 
sections  872(a)(2)  or  882(b)  (or.  if  later, 
as  of  the  day  on  which  the  deduction 
would  be  so  allowable  but  for  section 
267(a)(2)).  However,  this  paragraph 
(b)(1)  does  not  apply  if  the  related 
foreign  person  is  exempt  from  United 
States  income  tax  on  the  amount  owed, 
or  is  subject  to  a  reduced  rate  of  tax, 
pursuant  to  a  treaty  obligation  of  the 
United  States  (such  as  under  an  article 
relating  to  the  taxation  of  business 
profits). 

(2)  Certain  obligations  issued  by 
natural  persons.  'This  section  does  not 
apply  to  any  debt  instrument  described 
in  section  163(e)(4)  (relating  to 
obligations  issued  by  natural  persons 
before  March  2, 1984.  and  to  loans 
between  natural  persons). 

(3)  Amounts  owed  too  foreign 
personal  holding  company,  controlled 
foreign  corporation,  or  passive  foreign 
investment  company — (i)  Foreign 
personal  holding  companies.  If  an 
amount  to  which  paragraph  (a)  of  this 
section  otherwise  applies  is  owed  to  a 
related  foreign  person  that  is  a  foreign 
personal  holding  company  within  the 
meaning  of  section  552,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  the  amount  is 
includible  in  the  iiu:ome  of  the  foreign 
personal  holding  company.  The  day  on 
which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  foreign  personal  holding  company 
computes  its  taxable  income  and 
earnings  and  profits  for  purposes  of 
sections  551  through  558.  See  section 


551(c)  and  the  regulations  thereunder 
for  the  reporting  requirements  of  the 
foreign  personal  holding  company 
provisions  (sections  551  through  558). 

(ii)  Controlled  foreign  corporations.  If 
an  amount  to  wfajch  paragraph  (a)  of 
this  section  otherwise  applies  is  owed  to 
a  related  foreign  person  that  is  a 
controlled  foreign  corporation  within 
the  meaning  of  section  957,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  the  amount  is 
includible  in  the  income  of  the 
controlled  foreign  corporation.  The  day 
on  which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  controlled  foreign  corporation 
computes  its  taxable  income  and 
earnings  and  profits  for  purposes  of 
sections  951  through  964.  See  section 
6038  and  the  regulations  thereunder  for 
the  reporting  requirements  of  the 
controlled  foreign  corporation 
provisions  (sections  951  through  964). 

(iii)  Passive  foreign  investment 
companies.  If  an  amount  to  which 
paragraph  (a)  of  this  section  otherwise 
applies  is  owed  to  a  related  foreign 
person  that  is  a  passive  foreign 
investment  company  within  the 
meaning  of  section  1296,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  amount  is 
includible  in  the  income  of  the  passive 
foreign  investment  company.  The  day 
on  which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  earnings  and  profits  of  the  passive 
foreign  investment  company  are 
computed  for  purposes  of  sections  1291 
through  1297.  See  sections  1291  through 
1297  and  the  regulations  thereunder  for 
the  reporting  requirements  of  the 
passive  foreign  investment  company 
provisions.  This  exception  shall  apply, 
however,  only  if  the  person  that  owes 
the  amount  at  issue  has  made  and  has 
in  effect  an  election  pursuant  to  section 
1295  with  respect  to  the  passive  foreign 
investment  company  to  which  the 
amount  at  issue  is  owed. 

(c)  Application  (^section  267.  Except 
as  limited  in  paragraph  (b)(1)  of  this 
section,  the  provisions  of  section  267 
and  the  regulations  thereunder  shall 
apply  to  any  amount  of  original  issue 
discount  to  which  the  provisions  of  this 
section  do  not  apply. 

(d)  Effective  date.  The  rules  of  this 
section  are  effective  with  respect  to  all 
original  issue  discount  on  debt 
instruments  issued  after  June  9, 1984. 

Par.  3.  Section  1.267(a>-3  is  added  to 
read  as  follows: 


f1.287(«)-a    DeAidioiief 
n  remaiwfviTi  |M*aons> 

(a)  Purpose  and  scope.  This  section 
provides  rules  under  section  267(a)  (2) 
and  (3)  governing  wbmi  an  amount 
owed  to  a  related  foreign  person  that  is 
otherwise  deductible  under  Chapter  1 
may  be  deducted.  Paragraph  (b)  of  this 
section  provides  the  genoal  rules,  and 
paragraph  (c)  of  this  section  provides 
exceptions  and  special  rules. 

(b)  Deduction  of  amount  owed  to 
related  foreign  person — (1)  In  general. 
Except  as  provided  in  paragraph  (c)  of 
this  section,  section  267(a)(3)  requires  a 
taxpayer  to  use  the  cash  method  of 
accounting  with  respect  to  the 
deduction  of  amounts  owed  to  a  related 
foreign  person.  An  amount  that  is  owred 
to  a  related  foreign  person  and  that  is 
otherwise  deductible  under  Chapter  1 
thus  may  not  be  deducted  by  the 
taxpayer  until  such  amount  is  paid  to 
the  related  foreign  person.  For  purposes 
of  this  section,  a  related  foreign  person 
is  any  person  that  is  not  a  United  States 
person  within  the  meaning  of  section 
7701(a)(30),  and  that  is  related  (within 
the  meaning  of  section  267(b))  to  the 
taxpayer  at  the  close  of  the  taxable  year 
in  which  the  amount  incurred  by  the 
taxpayer  would  otherwise  be 
deductible.  Section  267(f)  defines 
"controlled  group"  for  purposes  of 
section  267(b)  without  regard  to  the 
limitations  of  section  1563(b).  An 
amount  is  treated  as  paid  for  purposes 
of  this  section  if  the  amount  is 
considered  paid  for  purposes  of  section 
1441  or  section  1442  (including  an 
amount  taken  into  account  pursuant  to 
section  884(0). 

(2)  Amounts  covered.  This  section 
applies  to  otherwise  deductible  amounts 
that  are  of  a  type  described  in  section 
871(a)(1)  (A),  (B)  or  P),  or  in  section 
881(a)  (1),  (2)  or  (4).  The  rules  of  this 
section  also  apply  to  interest  that  is 
from  sources  outside  the  United  States. 
Amounts  other  than  interest  that  are 
from  sources  outside  the  United  States, 
and  that  are  not  income  of  a  related 
foreign  person  efliBctively  connected 
with  the  conduct  by  such  related  foreign 
person  of  a  trade  or  business  within  the 
United  States,  are  not  subject  to  the 
rules  of  section  267(a)  (2)  or  (3)  or  this 
section.  See  paragraph  (c)  of  this  section 
for  rules  governing  the  treatment  of 
amounts  that  are  income  of  a  related 
foreign  person  effectively  connected 
with  the  conduct  of  a  trade  or  business 
within  the  United  States  by  sudi  related 
foreign  person. 

(3)  Change  in  method  of  accounting. 
A  taxpayer  that  uses  a  method  of 
accounting  other  than  that  required  by 
the  rules  of  this  section  mu^  diange  its 
method  of  accounting  to  canfcMm  its 
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method  to  the  rules  of  this  section.  The 
taxpayer's  change  in  method  must  be 
made  pursuant  to  the  rules  of  section 
446(e),  the  regulations  thereunder,  and 
any  applicable  administrative 
procedures  prescribed  by  the 
Commissioner.  Because  the  rules  of  this 
section  prescribe  a  method  of 
accounting,  these  rules  apply  in  the 
determination  of  taxpayer's  earnings 
and  profits  pursuant  to  §  1.1312-6(a). 
(4)  Examples.  The  provisions  of  this 
paragraph  (b)  may  be  illustrated  by  the 
following  examples: 

Example  1.  (i)  FC,  a  corporation 
incorporated  in  Country  X,  owns  100  percent 
of  the  stock  of  C,  a  domestic  corporation.  C 
uses  the  accrual  method  of  accounting  in 
computing  its  income  and  deductions,  and  is 
a  calendar  year  taxpayer.  In  Year  1.  C  accrues 
an  amount  owed  to  FC  for  interest.  C  makes 
an  actual  payment  of  the  amount  owed  to  FC 
in  Year  2. 

(ii)  Regardless  of  its  source,  the  interest 
owed  to  FC  is  an  amount  to  which  this 
section  applies.  Pursuant  to  the  rules  of  this 
paragraph  (b),  the  amount  owed  to  FC  by  C 
will  not  be  allowable  as  a  deduction  in  Year 
1.  Section  267  does  not  preclude  the 
deduction  of  this  amount  in  Year  2. 

Example  2.  (i)  RS,  a  domestic  corporation, 
is  the  sole  shareholder  of  FSC.  a  foreign  sales 
corporation.  Both  RS  and  FSC  use  the  accrual 
method  of  accounting.  In  Year  1,  RS  accrues 
$z  owed  to  FSC  for  commissions  earned  by 
FSC  in  Year  1.  Pursuant  to  the  foreign  sales 
company  provisions,  sections  921  through 
927.  a  portion  of  this  amount.  $x.  is  treated 
as  effectively  connected  income  of  FSC  from 
sources  outside  the  United  States. 
Accordingly,  the  rules  of  section  267(a](3) 
and  paragraph  (b)  of  this  section  do  not 
apply.  See  {>aragraph  (c)  of  this  section  for 
the  rules  governing  the  treatment  of  amounts 
that  are  effectively  connected  income  of  FSC 

(ii)  The  remaining  amount  of  the 
commission.  Sy.  is  classified  as  exempt 
foreign  trade  income  under  section  923(a)(3) 
and  is  treated  as  income  of  FSC  &om  sources 
outside  the  United  States  that  is  not 
effectively  connected  income.  This  amount  is 
one  to  which  the  provisions  of  this  section 
do  not  apply,  since  it  is  an  amount  other  than 
interest  from  sources  outside  the  United 
States  and  is  not  effectively  connected 
income.  Therefore,  a  deduction  for  $y  is 
allowable  to  RS  as  of  the  day  on  which  it 
accrues  the  otherwise  deductible  amount, 
without  regard  to  section  267  (a)(2)  and  (a)(3) 
and  the  regulations  thereunder. 

(c)  Exceptions  and  special  rules — (1) 
Effectively  connected  income  subject  to 
United  States  tax.  The  provisions  of 
section  267(a)(2)  and  the  regulations 
thereunder,  and  not  the  provisions  of 
paragraph  (b)  of  this  section,  apply  to  an 
amount  that  is  income  of  the  related 
foreign  person  that  is  effectively 
connected  with  the  conduct  of  a  United 
States  trade  or  business  of  such  related 
foreign  person.  An  amoimt  described  in 
this  paragraph  (c)(1)  thus  is  allowable  as 


a  deduction  as  of  the  day  on  which  the 
amount  is  includible  in  the  gross  * 
income  of  the  related  foreign  person  as 
effectively  connected  income  under 
sections  872(a)(2)  or  882(b)  (or,  if  later, 
as  of  the  day  on  which  the  deduction 
would  be  so  allowable  but  for  section 
267(a)(2)).  However,  this  paragraph 
(c)(1)  does  not  apply  if  the  related 
foreign  person  is  exempt  firom  United 
States  income  tax  on  the  amount  owed, 
or  is  subject  to  a  reduced  rate  of  tax, 
pursuant  to  a  treaty  obligation  of  the 
United  States  (such  as  under  an  article 
relating  to  the  taxation  of  business 
profits). 

(2)  Items  exempt  from  tax  by  treaty. 
Except  with  respect  to  interest,  neither 
paragraph  (b)  of  this  section  nor  section 
267  (a)(2)  or  (a)(3)  applies  to  any 
amount  that  is  income  of  a  related 
foreign  person  with  respect  to  which  the 
related  foreign  person  is  exempt  from 
United  States  taxation  on  the  amount 
owed  pursuant  to  a  treaty  obligation  of 
the  United  States  (such  as  under  an 
article  relating  to  the  taxation  of 
business  profits).  Interest  that  is 
effectively  connected  income  of  the 
related  foreign  person  imder  sections 
872(a)(2)  or  882(b)  is  an  amount  covered 
by  paragraph  (c)(1)  of  this  section. 
Interest  that  is  not  effectively  connected 
income  of  the  related  foreign  person  is 
an  amount  covered  by  paragraph  (b)  of 
this  section,  regardless  of  whether  the 
related  foreign  person  is  exempt  from 
United  States  taxation  on  the  amount 
owed  pursuant  to  a  treaty  obligation  of 
the  United  States. 

(3)  Items  subject  to  reduced  rate  of  tax 
by  treaty.  Paragraph  (b)  of  this  section 
applies  to  amounts  that  are  income  of  a 
related  foreign  person  with  respect  to 
which  the  related  foreign  person  claims 
a  reduced  rate  of  United  States  income 
tax  on  the  amount  owed  pursuant  to  a 
treaty  obligation  of  the  United  States 
(such  as  under  an  article  relating  to  the 
taxation  of  royalties). 

(4)  Amounts  owed  to  a  foreign 
personal  holding  company,  controlled 
foreign  corporation,  or  passive  foreign 
investment  company — (i)  Foreign 
personal  holding  companies.  If  an 
amount  to  which  paragraph  (b)  of  this 
section  otherwise  applies  is  owed  to  a 
related  foreign  person  that  is  a  foreign 
personal  holding  company  within  the 
meaning  of  section  552,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  the  amount  is 
includible  in  the  income  of  the  foreign 
personal  holding  company.  The  day  on 
which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  foreign  personal  holding  company 
computes  its  taxable  income  and 


earnings  and  profits  for  ptuposes  of 
sections  551  through  558.  See  section 
551(c)  and  the  regulations  thereimder 
for  the  reporting  requirements  of  the 
foreign  personal  holding  company 
provisions  (sections  551  through  558). 

(ii)  Controlled  foreign  corporations.  If 
an  amount  to  which  paragraph  (b)  of 
this  section  otherwise  applies  is  owed  to 
a  related  foreign  person  that  is  a 
controlled  foreign  corporation  within 
the  meaning  of  section  957,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  the  amount  is 
includible  in  the  income  of  the 
controlled  foreign  corporation.  The  day 
on  which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  controlled  foreign  corporation 
computes  its  taxable  income  and 
earnings  and  profits  for  purposes  of 
sections  951  through  964.  See  section 
6038  and  the  regulations  thereunder  for 
the  reporting  requirements  of  the 
controlled  foreign  corporation 
provisions  (sections  951  through  964). 

(iii)  Passive  foreign  investment 
companies.  If  an  amount  to  which 
paragraph  (b)  of  this  section  otherwise 
applies  is  owed  to  a  related  foreign 
person  that  is  a  passive  foreign 
investment  company  within  the 
meaning  of  section  1296,  then  the 
amount  is  allowable  as  a  deduction  as 
of  the  day  on  which  amount  is 
includible  in  the  income  of  the  passive 
foreign  investment  company.  The  day 
on  which  the  amount  is  includible  in 
income  is  determined  with  reference  to 
the  method  of  accounting  under  which 
the  earnings  and  profits  of  the  passive 
foreign  investment  company  are 
computed  for  purposes  of  sections  1291 
through  1297.  See  sections  1291  through 
1297  and  the  regulations  thereunder  for 
the  reporting  requirements  of  the 
passive  foreign  investment  company 
provisions.  This  exception  shall  apply, 
however,  only  if  the  person  thqt  owes 
the  amount  at  issue  has  made  and  has 
in  effect  an  election  pursuant  to  section 
1295  with  respect  to  the  passive  foreign 
investment  company  to  which  the 
amount  at  issue  is  owed. 

(iv)  Examples.  The  rules  of  this 
paragraph  (c)(4)  may  be  illustrated  by 
the  following  examples.  Application  of 
the  provisions  of  sections  951  through 
964  are  provided  for  illustration  only, 
and  do  not  provide  substantive  rules 
concerning  the  operation  of  those 
provisions.  The  principles  of  these 
examples  apply  equally  to  the 
provisions  of  paragraphs  (c)(4)  (i) 
through  (iii)  of  this  section. 

Example  I.  P,  a  domestic  corporation, 
owns  100  percent  of  the  total  combined 
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voting  power  and  value  of  the  stock  of  both 
FCl  and  FC2.  P  is  a  calendar  year  taxpayer 
that  uses  the  accrual  method  of  accounting  in 
computing  its  income  and  deductions.  FCl  is 
incorporated  in  Country  X,  and  FC2  is 
incorporated  in  Country  Y.  FCl  and  FC2  are 
controlled  foreign  corporations  within  the 
meaning  of  section  957,  and  are  both 
calendar  year  taxpayers.  FCl  computes  its 
taxable  income  and  earnings  and  profits,  for 
purposes  of  sections  951  through  964,  using 
the  accrual  method  of  accounting,  while  FC2 
uses  the  cash  method.  In  Year  1  FCl  has 
gross  income  of  S10,000  that  is  described  in 
section  952  (a)  ("subpart  F  income"),  and 
which  includes  interest  owed  to  FCl  by  P 
that  is  described  in  piaragraph  (b)  of  this 
section  and  that  is  otherwise  allowable  as  a 
deduction  to  P  under  chapter  1.  The  interest 
owed  to  FCl  is  allowable  as  a  deduction  to 
P  in  Year  1. 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  except  that  in  Year  1  FCl  reports 
no  subpart  F  income  because  of  the 
application  of  section  954  (b)(3)(A)  (the 
subpart  F  de  minimis  rule).  Because  the 
amount  owed  to  FCl  by  P  is  includible  in 
FCl's  gross  income  in  Year  1,  the  interest 
owed  to  FCl  is  allowable  as  a  deduction  to 
Pin  Year  1. 

Example  3.  The  facts  are  the  same  as  in 
Example  J.  In  Year  1,  FCl  accrues  interest 
owed  to  FC2  that  would  be  allowable  as  a 
deduction  by  FCl  under  chapter  1  if  FCl 
were  a  domestic  corporation.  The  interest 
owed  to  FC2  by  FCl  is  paid  by  FCl  in  Year 
2.  Because  FC2  uses  the  cash  method  of 
accounting  in  computing  its  taxable  income 
for  purposes  of  subpart  F,  the  interest  owed 
by  FCl  is  allowable  as  a  deduction  by  FCl 
in  Year  2,  and  not  in  Year  1. 

(d)  Effective  date.  The  rules  of  this 
section  are  effective  with  respect  to 
interest  that  is  allowable  as  a  deduction 
under  chapter  1  (without  regard  to  the 
rules  of  this  section)  in  taxable  years 
beginning  after  December  31, 1983,  but 
are  not  effective  with  respect  to  interest 
that  is  incurred  with  respect  to 
indebtedness  incurred  on  or  before 
September  29,  1983,  or  incurred  after 
that  date  pursuant  to  a  contract  that  was 
binding  on  that  date  and  at  all  times 
thereafter  (unless  the  indebtedness  or 
the  contract  was  renegotiated,  extended, 
renewed,  or  revised  after  that  date).  The 
regulations  in  this  section  issued  under 
section  267  apply  to  all  other  deductible 
amounts  that  are  incurred  after  July  31, 
1989,  but  do  not  apply  to  amounts  that 
are  incurred  pursuant  to  a  contract  that 
was  binding  on  September  29, 1983  and 
at  all  times  thereafter  (unless  the 
contract  was  renegotiated,  extended, 
renewed,  or  revised  after  that  date). 
Michael  P.  Dolan, 
Acting  Commissioner  of  Internal  Revenue. 

Approved:  December  17, 1992. 
Alan  J.  WUensky, 

Deputy  Assistant  Secretary  of  the  Treasury. 
(FR  Doc.  92-31618  Filed  12-31-92;  8:45  am] 
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EQUAL  EMPLOYMENT  OPPORTUNITY 
COMMISSION 

29  CFR  Part  1602 

Records  and  Reports  for  Local  Unlona. 

AGENCY:  Equal  Employment 
Opportimity  CommissicHi. 

ACTION:  Notice  of  Extension  of  deadline 
for  filing  report. 

SUMMARY:  Notice  is  hereby  given  that 
the  deadline  for  filing  the  1992  Local 
Union  report  (EEO-3)  required  by  29 
CFR  1602.22  is  extended  from  December 
31. 1992  to  February  28. 1993.  The  two 
month  period  required  to  report  certain 
information  in  Schedule  I  of  that  report 
may  be  any  consecutive  period  of  two 
months  beginning  no  earlier  than 
August  1, 1992  and  ending  no  later  than 
November  30, 1992. 

EFFECTIVE  DATE:  January  5, 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joachim  Neckere,  Director,  Program 
Research  and  Surveys  Division  at  (202) 
663-4958  (voice)  or  (202)  663-4593 
(TDD). 

For  the  Commission: 
Evan  |.  Kemp.  Jr.. 

Chairman. 

[FR  Doc.  93-7  Filed  1-4-93;  8:45  am] 

BILUNG  CODE  C750-01-M 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

32  CFR  Part  40a 

Defense  Contracting;  Reporting 
Procedures  on  Defense  Related 
Employment 

AGENCY:  Office  of  the  Secretary.  DoD. 
ACTION:  Final  rule. 

SUMMARY:  This  rule  is  the  fiscal  year 
1992  revision  of  the  section  listing  DoD 
contractors  receiving  contract  awards  of 
$10  million  or  more.  This  part  is 
published  to  comply  with  the 
provisions  of  section  1  of  the  Public 
Law  on  Employees  or  Former 
Employees  of  Defense  Contractors: 
Reports. 

EFFECTIVE  DATE:  September  30, 1992. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  J.R.  Sungenis,  Director,  Directorate 
for  Information  Operations  and  Reports, 
Washington  Headquarters  Services, 
1215  Jefferson  Davis  Highway,  Suite 
1204,  Arlington,  VA,  22202-4302. 
Telephone  (703)  746-0334. 


SUPPLBSNTAfVY  MFOfNMTION: 
List  of  Subjects  in  32  CFR  Part  40a 

Armed  Forces,  Conflict  of  interests. 
Government  employees,  GovemiDent 
procurement.  Reporting  and 
recordkeeping  requirements. 

Accordingly,  32  CFR  part  40a  is 
revised  to  read  as  follows: 

PART  40a— DEFENSE  CONTRACTING: 
REPORTING  PROCEDURES  ON 
DEFENSE  RELATED  EMPLOYMENT 

Authority:  10  U.S.C  2397. 

40a. 1 — ^Department  of  Defense 
contractors  receiving  awards  of  $10 
million  or  more. 

Fiscal  Year  1992 

3D/IntematiaD£d,  Inc. 

3M 

A&E  Industries,  Inc. 

AAl  Corp. 

AAR  Allen  Airmotive  Inc. 

AAR  Brooks  &  Perkins  Corp. 

ABB  Flakt,  Inc. 

ACC  Construction  Co.  Inc. 

AEL  Defense  Corp. 

AIL  Systems,  Inc. 

AM  General  Corp. 

AMCA  International  Construction  Corp. 

AT&T  Communications,  Inc. 

AW  &  Associates  Inc. 

Abacus  Technology  Corp. 

Abbott  Laboratories 

Accudyne  Corp. 

Actus  Corp.  &  Sundt  Corp.  JV 

Advanced  Marine  Enterprises 

Advanced  Research  4  Applicaticms 

Aepco,  Inc. 

Aerojet 

Aeromet,  Inc. 

Aeroquip  Corp. 

Aerospace  Corp.,  The 

Afram  Lines,  Ltd.,  USA 

Age  Marketing  Co. 

Agip  Petroli  SPA 

Ahntech,  Inc. 

Air  Treads,  Inc. 

Aksarben  Foods,  Inc. 

Alascom,  Inc. 

Alberid,  J.S.  Construction  Co. 

Alisud  Handling  SPA 

All  Bann  Enterprises,  Inc. 

All  Star  Maintenance,  Inc. 

AUiant  Techsystems,  Inc. 

Allied  Signal  Aerospace  Co. 

Allied  Signal,  Inc. 

Altama  IJelta  Corp. 

Amerada  Hess  Corp. 

American  Auto  Carriers 

American  Engineer  Corp. 

American  Fuel  Cell  &  Coated  Fabrics 

American  International  Contractors 

American  Management  Systems,  Inc. 

American  President  Lines,  Ltd. 

American  Systems  Corp. 

American  Systems  Engineering  Corp. 
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American  Telephone  k  Telegraph  Co. 
American  Trans  Air  &  Connie  Kalitta 

Services  JV 
American  Transport  Lines,  Ltd. 
American  Vis'on  Systems.  Inc. 
Amerind,  Inc. 
Ametek,  Inc. 
Amoco  Oil  Corp. 
Amron  Corp. 
Amtec  Corp. 
Anadac,  Inc. 

Analysis  &  Technology.  Inc. 
Analytic  Science  Corp.,  The 
Analytic  Services,  Inc. 
Analytical  Systems  Engineering  Corp. 
Andnilis  Research  Corp. 
Applied  Data  Technology.  Inc. 
Applied  Research  Associates,  Inc. 
Applied  Technology  Associates,  Inc. 
Areata  Associates,  Inc. 
Arco  Power  Technologies,  Inc. 
Arinc,  Inc. 

Arinc  Research  Corp. 
Armtec  Defense  Products  Co. 
Arrow  Construction,  Inc. 
Association  Momentanee  Entre 
Assurance  Technology  Corp. 
Astronautics  Corp.  of  America 
Atherton  Construction 
Atlantic  Dry  Dock  Corp. 
Atlantic  Industries,  Inc. 
Atlantic  Research  Corp. 
Atlantic  Richfield  Co. 
Atlas  Processing  Co. 
Autec  Range  Services 
Automated  Sciences  Group,  Inc. 
Automation  Research  Systems,  Ltd. 
Avco  Corp. 

Avondale  Industries,  Inc. 
BAMSI,  Inc. 
BBDO  Worldwide,  Inc. 
BEN  Communications  Corp. 
BDM  International,  Inc. 
BDM  Management  Services  Co. 
BEI  Electronics,  Inc. 
BFM  Aerospace  Corp. 
BP  Oil  Co. 
BT  Marine,  Ltd 
Babcock  &  Wilcox  Co. ,  The 
Bahrain  National  Oil  Co. 
Baker  TSA.  Inc. 
Balimoy  M^.  Co.  of  Venice 
Ball  Corp. 

Baltimore  Gas  &  Electric  Co. 
Bamhart,  Douglas  E.,  Inc. 
Barrett  Refining  Corp. 
Basil  &  Trataros  JV 
Basil,  Frank  E.,  Inc. 
Bateson,  J.W.  Co.,  Inc. 
Bath  Iron  Works  Corp. 
Battelle  Memorial  Institute 
Bay  Tankers,  Inc. 
Bean  Dredging  Corp. 
Bechtel  National,  Inc. 
Beech  Aerospace  Services,  Inc. 
Beech  Aircraft  Corp. 
Bell  Atlantic  Corp. 

Bell  Helicopter  Textron  &  Boeing  Co.,  JV 
Bell  Helicopter  Textron,  Inc. 


Belleville  Shoe  M^.  Co. 

Bender,  Allen  L.,  Inc. 

Bender,  Shipbuilding  &  Repair  Co. 

Beneco  Enterprises,  bic. 

Beretta  U.S.A.  Corp. 

Betac  Corp. 

Bethlehem  Steel  Corp. 

Biehn  Construction,  Inc. 

Big  Bear  Oil  Co..  Inc. 

Bionetics  Corp. 

Black  &  Decker  Corp. 

Black  &  Veatch 

Black  River  Constructors 

Blake  Construction  Co.,  Inc. 

Blount,  Inc. 

BlountAJniversal  City  Construction  JV 

Blue  Cross  &  Blue  Shield  of  South 

Carolina 
Boeing  Aerospace  Operations 
Boeing  Co.  &  Sikorsky  Aircraft  JV 
Boeing  Co.,  The 
Boland,  David,  Inc. 
Bolt  Beranek  &  Newman,  Inc. 
Booz  Allen  &  Hamilton,  Inc. 
Braintree  Maritime  Corp. 
Braswell  Services  Group,  Inc. 
Brazos  Roofing  International 
British  Aerospace  PLC 
Broughton,  T.T.  &  Sons 
Brown  &  Root,  Inc. 
Brown  &  Root  International,  Inc. 
Brown  &  Root  Services  Corp. 
Browning  Construction  Co. 
Brunswidc  Corp. 
Buckner  &  Moore,  Inc. 
Bulova  Technologies  Inc. 
Bimdesamt  Fuer  Wehrtechnik 
Biirgos  Fred  Construction  Co. 
Bums  &  Roe  Services  Corp. 
Bumside  Ott  Aviation  Training  Center 
C3,  Inc. 
CAQ,  Inc. 

CAQ  International,  Inc. 
CAE  Link  Corp. 
CAS,  Inc. 

CBC  Enterprises,  Inc. 
CFM  International,  Inc. 
CFS  Aircargo,  Inc. 
CRS  Sirrine  Metcalf  &  Eddy  JV 
CTA.  Inc. 
Cabot  Corp. 

Caddell  Construction  Co.,  Inc. 
Calcasieu  Refining  Co. 
California  Microwave,  Inc. 
California  Pacitic  Associates 
Calspan  Corp.  • 
Caltex  Oil  Products  Co. 
Campbell  Industries 
Canon  USA,  Inc. 
Cargill  Petroleum,  Inc. 
Carnegie  Mellon  University 
Carolina  Power  &  Light  Co. 
Carothers  Construction,  Inc. 
Casde  Corp. 
Case,  J.L  Co. 
Caterpillar,  Inc. 
Celikcilik  San  Ve  Tic  As 
Center  For  Naval  Analyses 
Central  Gulf  Lines,  Inc. 


Centre  Mfjg.  Co.,  Inc. 
Century  Technologies,  Inc. 
Ceridian  Corp. 
Chamberlain  M^.  Corp. 
Chem-Nuclear  Systems,  Inc. 
Chemical  Waste  Management,  Inc. 
Oiesapeake  &  Potomac  Tel  Co  VA 
Chevron  USA,  Inc. 
Childers  Construction  Co. 
Chrysler  Technologies  Airborne 

Systems 
Cincinnati  Gear  Co.,  The 
Cincinnati  Milacron  Mktg  Co. 
Coastal  Aruba  Refining  NV 
Coastal  Eagle  Point  Oil  Co. 
Coastal  Group,  Inc. 
Coastal  Refining  k  Marketing 
Cobro  Corp. 
Codar  Technology,  Inc. 
Codex  Corp. 
Coleman  Research  Corp. 
Collins  International  Service  Co. 
Colsa,  Inc. 

Columbia  Research  Corp. 
Comarco,  Inc. 
Comcon,  Inc. 

Communications  Satellite  Corp. 
Compania  Espanola  De  Petroleos 
Compliance  Corp. 
Comprehensive  Technologies 
International 

Comptek  Research,  Inc. 

Computer  Associates  International 

Computer  Dynamics.  Inc. 

Computer  Sciences  Corp. 

Conagra,  Inc. 

Condor  Systems,  Inc. 

Conoco,  Inc.  

Consolidated  Electronics,  ITT  k 
Westinghouse  JV 

Consolidated  Services,  Inc. 

Contel  Corp. 

Continental  Maritime  of  San  Diego 

Contraves  Goerz  Corp. 

Control  Data  Corp. 

Cormorant  Shipholding  Corp. 

CortanaCorp. 

Cox  Construction  Co. 

Craddock,  Terry,  Inc. 

Craft  Machine  Works,  Inc. 

Crowley  Marine  Services,  Inc.  '-' 

Crysen  Refining  Inc. 

Cubic  Corp. 

Cummins  Engine  Co.,  Inc. 

Curtis  Wright  Corp. 

DBA  Systems.  Inc. 

DCS  Corp. 

Dames  k  Moore 

Dataproducts  News  England.^Inc. 

Day  &  Zimmerman.  Inc. 

Day  k  Zimmerman/Basil  Corp.  JV 

De  Bra.  Fred  B.  Co.,  The 

De  Filippis 

Del  Jen,  Inc. 

Delta  Air  Lines,  Inc. 

Delta  Etental  Plan  of  California 

Detroit  Diesel  Corp. 

Detyens  Shipyards.  Inc. 

Deutsche  Bundespost 
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Deval  Corp. 

Diagnostic  Retrieval  Systems 

Diamond  Shamrock  Refining 

Digital  Equipment  Corp. 

Digital  Systems  Research,  Inc. 

Dillingham  Construction  Corp. 

Dipl  Ing  Hans  Schiebel 

Dock  Express  Contractors,  Inc. 

Douglas  Aircraft  Co. 

Draper,  Charles  Stark  Laboratories,  Inc. 

Dreyfus  Louis  Corp. 

Du  Pont,  E.I.  De  Nemours  &  Co. 

Dual  &  Associates,  Inc. 

Dycom  Industries,  Inc. 

Dynamic  Science,  Inc. 

Dynamics  Research  Corp. 

Dyncorp 

Dynetics,  Inc. 

EA  Engineering  &  Science  Technology 

EC  III  IV 

ECC  International  Corp. 

ECI  Construction,  Inc. 

EDP  Enterprises.  Inc. 

EER  Systems  Corp. 

EG&G.  Inc. 

EG&G  Management  Systems 

EG&G  Riticon 

EG&G  Washington  Analytical  Services 

Center 
EOS  Technologies,  Inc. 
ERC  Environmental  &  Energy  Service 
ESL,  Inc. 

E  Systems,  Inc.  i 

Eagle  Technology,  Inc. 
Earl  Industries,  Inc. 
Earth  Technology  Corp. 
East  Penn  M^.  Co. 
Eastman  Kodak  Co. 
Eaton  Corp. 

Ebasco  Constrs  Gust  Newberg  JV 
Ebasco  Services,  Inc. 
Eberharter  Construction  Group,  Inc. 
Economics  Technology  Associates 
El  Paso  Refining  Co.,  Ltd. 
Elbit  Computers,  Ltd. 
Eldyne,  Inc. 
Electro  Methods,  Inc. 
Electronic  Data  Systems  Corp. 
Electronics  &  Space  Corp. 
Electrospace  Systems,  Inc. 
Elkem  Metals  Co. 
Emco,  Inc. 

Emergency  Medical  Services  Assoc. 
Engineered  Air  Systems,  Inc. 
Engineering  &  Economics  Research 
Engineering  Science,  Inc. 
Ensco,  Inc. 
Environmental  Research  Institute  of 

Michigan 
Environmental  Technologies  Group 
Equa  Industries,  Inc. 
Esso  Nederland  BV 
Ex  Cell  O  Corp. 
Executive  Resource  Associates 
Exide  Electronics  Corp. 
Expeditor  Transport  Corp. 
Exporter  Transport  Corp. 
Expressor  Transport  Corp.. 
Exxon  Co.,  USA 


Exxon  Corp. 

F2M.  Inc. 

FELCorp. 

FKW,  Inc. 

FMCCorp. 

FMSCorp. 

FN  M^.,  Inc. 

Face,  Edward  W.,  Co.,  Inc. 

Fairchild  Aircraft  Corp. 

Fairchild  Industries,  Inc. 

Fairchild  Space  &  Defense  Corp. 

Falcon  Microsystems,  Inc. 

Farrell  Lines,  lac. 

Federal  Express,  Northwest  Airlines, 

PanAm  World  Airways,  Tower  Air  & 

United  Parcel  Service  JV 
Federal  Computer  Corp. 
Federal  Data  Corp. 
Federal  Hoffman,  Inc. 
Felec  Services,  Inc. 
Ferguson  Williams,  Inc. 
First  Hospital  Corp. 
Flight  International  Group,  Inc. 
Flightsafety  International,  Inc. 
Flightsafety  Service  Co. 
Fhntco,  Inc. 

Fluke,  John  Mfg.  Co.,  Inc. 
Fluor  Engineers,  Inc. 
Foley  Co. 

Fordice  Construction  Co. 
Foundation  Health  Corp.  * 

Freightliner  Corp. 
Frito  Lay,  Inc. 
Frontier  Engineering,  Inc. 
Fuller,  George  A.  Co. 
G&C  Enterprises,  Inc. 
G&FCo. 

GEC  Avionics,  Ltd. 
GEC  Marconi  Electronic  Systems 
GLR  Constructors  JV 
GNB  Industrial  Battery  Co. 
GTE  Government  Systems  Corp. 
Garcia,  Luis  E.,  Inc. 
Gaskins,  L.C.,  Construction  Co. 
General  Atomics 
General  Dynamics  Corp. 
General  Dynamics  &  FMC  Corp.  JV 
General  Dynamics  &  Westinghouse  JV 
General  Electric  Co. 
General  Foods  USA 
General  Mills,  Inc. 
General  Motors  Corp. 
General  Physics  Corp. 
General  Research  Corp. 
General  Ship  Corp. 
Gentex  Corp. 
Geo  Centers,  Inc. 
Georgia  Power  Co. 
Georgia  Tech  Research  Corp. 
Giant  Refining  Co. 
Cibbs  &  Cox,  Inc. 
Giddings  &  Lewis,  Inc. 
Gilbert  Corp  of  Delaware 
Gold  Line  ReHning,  Ltd. 
Golden  Mfg  Co.,  Inc. 
Goodrich,  B.F.  Co.,  The 
Goodyear  Tire  &  Rubber  Co.,  The 
Government  Micro  Resources 
Government  Systems,  Inc. 


Government  Technology  Services 

Granite  Construction  Co. 

Great  Lakes  Dredge  &  Dock  Co. 

Greenbrier  Industries,  Inc. 

Greenwich  Air  Services,  Inc.    * 

Grimberg,  John  C.  Co.,  Inc. 

Grumman  Aerospace  Corp. 

Grumman  Corp. 

Grumman  Data  Systems  Corp. 

Grumman  Technical  Services.  Inc. 

Gulf  Coast  Trailing  Co. 

Gulfstream  Aerospace  Corp. 

Guyco  Engineering  Co. 

HFSI,  Inc. 

Halifax  Engineering,  Inc. 

Halter  Marine,  Inc. 

Herbert  International,  Inc. 

Hereon,  Inc. 

Hardaway  Co.,  Inc.,  The 

Hamischfeger  Corp.  * 

Harris  Corp. 

Harsco  Corp. 

Hawaiian  Airlines,  Inc. 

Hawaiian  Electric  Co.,  Inc. 

Hawaiian  Independent  Refinery 

Ha  worth,  Inc. 

Hazeltine  Corp. 

Health  Strategies  International 

Hellenic  Fuels  &  Lubricants 

Hensel  Phelps  Construction  Co. 

Hercules  Construction  Corp. 

Hercules  Engines,  Inc. 

Hercules,  Inc. 

Hermes  Consolidated,  Inc. 

Heroux,  Inc.     ' 

Hewlett  Packard  Co. 

Hilton  Systems,  Inc. 

Hitt  Electric  Corp. 

Hoffman  La  Roche,  Inc. 

Holmes  &  Narver  Inc. 

Holston  Defense  Corp. 

Honam  Oil  Refinery  Co.,  Ltd. 

Honeywell,  Inc. 

Hooks,  Mike,  Inc. 

Horizons  Technology,  Inc. 

Horst  Mosolf  International  Sped 

Hospital  Klean 

Howmet  Corp. 

Hubbard  Construction  Co. 

Hughes  Aircraft  &  Raytheon  Co.  JV 

Hughes  Aircraft  Co. 

Hughes  Data  Systems  &  BTG,  Inc.  JV. 

Hughes  Danbury  Optical  Systems 

Hughes  Electronic  Technologies 

Hughes  Training  Systems,  Inc. 

Hunt  Building  Corp. 

Huttenbauer,  E.  &  Son,  Inc. 

Hyman,  George  Construction  Co. 

Hyster  Co. 

I  Net,  Inc. 

IBP,  Inc. 

ICF,  Inc. 

IQ  Americas,  Inc. 

HT  Research  Institute 

ILC  Dover 

ILC  Industries,  Inc. 

IPAC 

IRISSCo. 

IT  Corp. 
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nrcorp. 

nr  Federal  Services  Corp. 

Illinois  Glove  Co. 

Imo  Industries,  Inc 

Industrial  Acoustics  Co..  Inc. 

Industrial  Data  Link  Corp. 

Information  Handling  Services  Croup 

Information  Spectrum,  Inc. 

Information  Technology,  Inc 

Infotec  Development,  Inc. 

Ingalls  Shipbuilding,  Inc. 

Institute  for  Defense  Analyses 

Integrated  Systems  Analysts 

Intel  Corp. 

Intelcom  Support  Services.  Inc. 

Intergraph  Corp. 

Intermarine,  USA 

Intermetrics,  Inc. 

International  Business  Machines  Corp. 

International  Marine 

International  Technology  Corp. 

International  Terminal  Operating  Co. 

Interstate  Electronics  Corp. 

Interstate  Landscaping  Co..  Inc. 

Ireco,  Inc. 

Irvin  Industries.  Inc. 

Israel  Aircraft  Industries,  Ltd. 

Israeli  Military  Industries 

Isratex,  Inc. 

Itek  Corp. 

J&J  Maintenance,  Inc. 

JT  Construction  Co..  Inc. 

JWK  International  Corp. 

Jacobs  Engineering  Group,  Inc. 

James.  T.L  &  Co.,  Inc. 

)apan  Aircraft  MFC  Ca,  Ltd 

jaycor 

Jered  Brown  Brothers,  Inc. 

jersey  Central  Power  &  Light  Co. 

Joeris.  Inc. 

Johns  Hopkins  University 

Johnson,  Al  Construction  Co. 

Johnson  Controls  World  Service 

Johnson  G.E.  Construction  Co. 

Johnson  Technology,  Inc. 

Jonathan  Corp.,  The 

Jones  Group,  Inc.,  The 

Jones,  John  T.  Construction  Co. 

Jordan,  W.M.  Co.,  Inc. 

Jowett.  Inc. 

Junghans  Feinwerktechik 

K&K  Industries,  Inc. 

KAcM  Maintenance  Services 

Kaiser  Aerospace  &  Electronics  Corp. 

Kaman  Aerospace  Corp 

Kaman  Sciences  Corp. 

Kay  &  associates.  Inc. 

Kearfott  Guidance  &  Navigation  Corp. 

Keco  Industries,  Inc. 

Kidde,  Inc. 

Kiewit  &  Johnson,  Al  JV 

Kilgallon  Construction  Co. 

Kilgore  Corp. 

Kodi  Fuels.  Inc. 

Koh  .Systems,  Inc. 

Kokosing  Construction  Co..  Inc. 

Koilmorgen  Corp. 

Korea  Electric  Power  Corp. 

Korean  Air  Lines  Co.,  Ltd. 


Kraft  General  Foods.  Inc 

Krempp  Lumber  Co. 

Krystal  Gas  Marketing  Co. 

Kvaas  Construction  Co. 

Kyung  IN  Energy  Co. 

La  Baj^  Products,  Inc. 

Ladd,  Roy  E.,  Inc. 

Laguna  Industries,  Inc. 

Laidlaw  Environmental  Services 

Laketon  Refining,  Inc 

Lane  Construction  Corp. 

Law  Co.,  Inc.,  The 

Law  Environmental,  Inc 

Lawrence  Associates.  Inc 

Lear  Astronics  Corp. 

Lear  Siegler  Management  Services 

Learjet  Corp. 

Leland  Electrosystems,  Inc. 

Lewis,  Lee  General  Contractor 

Libby  Corp. 

Life  Cycle  Engineering.  Inc. 

Light  Helicopter  Tiubine  Engine  Co. 

Lilly,  David  B.  Co..  Inc 

Lilly.  Eli  4  Co. 

Little,  Arthur  D.,  Inc 

Litton  Industries,  Inc. 

Litton  Systems,  Inc. 

Lockheed  Aeromod  Center,  Inc. 

Lockheed  Aeronautical  Systems  Co. 

Lockheed  Aircraft  Service  Co. 

Lockheed  Corp. 

Lockheed  Missiles  &  Space  Co. 

Lockheed  Sanders,  Inc. 

Locus,  Inc. 

Loggins  Meat  Co.,  Inc. 

Logicon,  Inc. 

Logistics  Management  Institute 

Loral  Aerospace  Corp. 

Loral  Corp. 

Loral  Training  &  Tech  Svcs. 

Loral  Vought  Systems 

Lott  Constructors,  Inc 

Louisville  Gas  &  Electric  Co. 

Luhr  Brothers,  Inc 

Lykes  Brothers  Steamship  Co.,  Inc. 

MCC  Construction  Corp. 

MCI  Constructore,  Inc. 

MCI  International,  Inc. 

MCI  Telecommunications  Corp. 

MG  Reftning  &  Marketing 

MK  Ferguson  Group 

MW  Builders 

Mac  H.B.,  Inc 

Macalloy  Corp. 

Macaulay  Brown,  Inc 

Maden  Tech  Consulting,  Inc. 

Maersk,  Inc. 

Maersk  Stevedoring  Co. 

Magann,  W.F.  Corp. 

Magnavox  Government  &  Industrial 

Electronics  Co. 
Mandex,  Inc. 

Manson  Construction  &  Engineering  Co. 
Mantech  International  Corp. 
Mantech,  VSE,  &  Potomac  Research  JV 
Mar  Ship  Operators,  Inc. 
Marconi  Command  &  Control  Systems, 

Ltd. 
Marine  Hydraulics  International 


Marie  Diversified,  Inc. 

Martech  USA.  Inc. 

Martin  Baker  Aircraft  Co..  Ltd 

Martin  Electronics.  Inc. 

Martin  Marietta  Qxrp. 

Martin  Marietta.  Diehl  Go's..  Thorn  ft 

Thompson  JV 
Martin  Marietta  Corp.  ft  Westinghouse 

Electric  Co.  JV 
Marvin  Engineering  Co.,  Inc 
Maryland  Air  International,  Inc. 
Mason  Hanger  Silas  Mason.  Inc 
Massachusetts  Institute  of  Technology 
Maxima  Corp. 
Maxwell  Laboratories,  Inc. 
Mayer,  Oscar  Foods  Corp. 
McCarthy  Construction  Co. 
McDonnell  Douglas  Corp. 
McDonnell  Douglas  Electronic  Systems 
McDonnell  Douglas  Helicopter  Co. 
McDonnell  Douglas  Missile  ft  Space 

Systems  Co. 
McDonnell  Douglas  Space  Systems  Co. 
McDonnell  Douglas  Training  Systems. 

Inc. 
McKnight  Construction  Co..  Inc. 
McLaghlin  Research  Corp. 

McMaster  Construction  Inc     * 

McMuUan,  Robert  ft  Son,  Inc.  • 

McMullen,  John  J.  Associates.  Inc 

Mercer  University 

Merchants  National  Corp. 

Merck  &  Co.,  Inc. 

Meredith,  W.B.,  n..  Inc 

Metal  Trades,  Inc 

Metcalf  ft  Eddy,  Inc 

Metric  Construction  Co.,  Inc. 

Metric  Constructors,  Inc. 

Metric  Systems  Corp. 

Metro  Machine  Corp. 

Metters  Industries,  Inc. 

Mevatec  Corp. 

Michalin  Tire  Corp. 

Micro  Lithics,  Inc. 

Midgard  DSAG  . 

Milcom  Systems  Corp. 

Miles  Biological  Laboratories 

Miller  Herman,  Inc. 

Mills  Mfg.  Corp. 

Mi  hope  Corp. 

Mine  Safety  Appliances  Co. 

Mip  Instandsetzungsbetric 

Misener  Marine  Construction 

Mission  Research  Corp. 

Mitre  Corp. 

Mobil  Corp. 

Mobility.  Inc. 

Modem  Technologies  Corp. 

Modular  Computer  Systems.  Inc 

Mohan\ed  A.  Kharafi 

Monarch  Construction  Co. 

Montgomery,  J.M.,  Consulting  Engineers 

Moon  Engineering  Co-.  Inc. 

Morrison  Knudsen  Co.,  Inc 

Mortenson,  M.A.  Companies. 

Motor  Oils  Hellas  Corinth  Refinery 

Motorola  Communications  ft  Electronics 

Motorola,  Inc 

NASP  National  Contractor  Team 
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NCR  Comten.  Inc. 

NUSCorp. 

Natco  Limited  Partnership 

National  Academy  of  Sciences 

National  Airmotive  Corp. 

National  Apparel,  Inc. 

National  Beef  Packing  Co. 

National  Forge  Co. 

National  Steel  &  Shipbuilding  Co. 

National  Systems  &  Research  Co. 

Navcom  Defense  Electronics.  Inc. 

Navcom  Systems,  Inc. 

Navistar  International  Transportation 

Nero  &  Associates,  Inc. 

Net  Fed,  Inc.  ^ 

New  Mexico  State  University  n. 

Newport  News  Shipbuildingft  Dry  Doi^ 

Co.  ) 

Ni  Industries,  Inc. 
Nichols  Research  Corp. 
Nomura  Enterprise,  Inc. 
Norden  Systems,  Inc. 
Norfolk  Eiredging  Co.,  Inc. 
Norfolk  Shipbuilding  &  Dry  Dodk  Corp. 
North  American  Mechanical  Services 
North  Atlantic  Industries,  Inc. 
North  Carolina  Dept.  of  Human 

Resources 
Northeast  Construction  Co. 
Northern  Telecom,  Inc. 
Northrop  Corp. 
Northrop  Worldwide  Aircraft  Services, 

Inc. 
Northwest  Enviro  Service,  Inc. 
Nova  Group,  Inc. 
Nuclear  Research  Corp. 
OH  Materials  Corp. 
Ocean  Star  Shipping,  Inc. 
Ohbayashi  Corp. 
Oil  ReHneries,  Ltd. 
Okinawa  Electric  Power  Co. 
Ohn  Corp. 
Qhn  Ordnance 
Olmos  Equipment  Co.,  Inc. 
Oracle  Complex  System  Corp. 
Oregon  Iron  Works,  Inc. 
Orincon  Corp. 
Oshkosh  Truck  Corp. 
Owl  International,  Inc. 
PAEGMBH 

PCC  Technical  Industries,  Inc. 
PCL  Construction  Associates,  Inc. 
PHH  Homequity  Corp. 
PHP  Healthcare  Corp. 
PRC  Environmental  Management 
PRC,  Inc. 

Pacer  Systems,  Inc. 
Pacific  Architects  &  Engineers,  Inc. 
Pacific  Ship  Repair  &  Fabrication 
Pacific  Sierra  Research  Corp. 
Pacifica  Services,  Inc. 
Paramax  Systems  Corp. 
Parker  Hannifin  Corp. 
Parsons,  Ralph  M.  Co.,  The 
Patrol  Ofisi  A  S  Genel  Mud 
Patton  TuUy  Transportation  Co. 
Peat  Marwick  Mitchell  &  Co. 
Peerless  Petrochemicals,  Inc. 
Pemco  Aeroplex,  Inc. 


Pence,  Howard  W.,  Inc. 
Pennsylvania  State  University 
Pentastar  Electronics,  Inc. 
Perini  Corp.  &  O&G  Industries  JV 
Perland  Environmental 
Peterson  Builders,  Inc. 
Philip  Morris,  Inc. 
Phillips  &  Jordan,  Inc. 
Phillips  Petroleum  Co. 
Phoenix  Construction  Services 
Physics  International  Co. 
Picker  International,  Inc. 
Pile  Foimdation,  Inc. 
Pillsbury  Co.,  The 
Pine  Bluff  Sand  &  Gravel  Co. 
Pinner  Construction  Co.,  Inc. 
Pioneer  Recovery  Systems,  Inc. 
Piquniq  Management  Corp. 
PizzagalU  Construction  Co. 
Placid  Oil  Co. 
Planning  Systems,  Inc. 
Pneumo  Abex  Corp. 
Potomac  Electric  Power  Co. 
Potomac  Systems  Engineering 
Power  Conversion,  Inc. 
Powertronic  Systems,  Inc. 
Prestolite  Electric,  Inc. 
Pride  PipeUne  Co. 
Proctor  &  Gamble  Co.,  The 
Producto  Electronic  Industries 
Propellex  Corp. 
Puerto  Rico  Sun  Oil  Co.,  Inc. 
Puget  Sound  Tug  &  Barge  Co. 
Pulau  Electronics  Corp. 
QED  Systems,  Inc. 
Questech,  Inc. 
Quintron  Corp. 
R&D  Associates 
R}0  Enterprises,  Inc. 
Racal  Communications,  Inc. 
Racal  Tacticom,  Ltd. 
Radian  Corp. 
Rados,  Steve  P.,  Inc. 
Rafael  Armamlants  Development 
Ram  Systems  GMBH 
Rand  Corp.,  T^e 
Rasmussen,  C.A..  Inc. 
Raymond  Engineering,  Inc. 
Raytheon  Co.  ' 
Raytheon  ServSce  Co. 
Raytheon  Support  Services,  Co. 
Red  River  Carriers 
Refinery  Associates  of  Texas 
Reflectone,  Inc. 

Research  Analysis  &  Maintenance 
Resource  Consultants,  Inc. 
Rexon  Technology  Corp. 
Rejmolds  Metalls  Co. 
Rich  International  Airways 
River  City  Construction  Co. 
Riverside  Research  Institute 
Robbins  Gioia,  Inc. 
Rockwell  International  Corp. 
Rockwell  Pbwer  Systems 
Rolls  Royce,  PLC 
Roofing  Constructors,  Inc. 
Rooney,  Frank  I.,  Inc. 
Rosenblatt,  M.  &  Son,  Inc. 
Ross,  R.G.,  Construction  Co.,  Inc. 


Royal  Norwegian  Naval  Material 

Ryan  Co.,  Inc. 

Ryan  Walsh,  Inc. 

S  Systems  Corp. 

S&H  Mechanical  Contractors 

S&M  Sakamoto,  Inc. 

SAIC  Engineering,  Inc. 

SQ  Systems,  Inc. 

Sa  Technology,  Inc. 

SFA,  Inc. 

SMS  Data  Products  Group.  Inc. 

SPSA  Southeastern  Public  Service 

SRA  Technologies,  Inc. 

SRI  International 

SRS  Technologies 

Saab  Training  Systems  AB 

Sabreliner  Corp. 

Saco  Defense,  Inc. 

Sacramento  Mimidpal  Utility 

Sadelmi  New  York,  Inc. 

Saft  America,  Inc. 

Salk  Institute  for  Biological  Studies 

Salomon,  Inc. 

San  Diego  Community  College  District 

Sargent  Fletcher  Co. 

Saudi  Operations  &  Maintenance  Co. 

Schafer,  W.J.  Associates,  Inc. 

Schneider,  Inc. 

Science  &  Technology,  Inc. 

Science  Applications  International 

Corp. 
Scientific  Atlanta,  Inc. 
Scientific  Research  Corp. 
Sea  Land  Service,  Inc. 
Sealift,  Inc. 
Sears  Roebuck  &  Co. 
Sechan  Electronics,  Inc. 
Semcor,  Inc. 
Sequa  Corp. 
Serv  Air,  Inc. 

Service  Engineering  Co.,  Inc. 
Sevenson  Construction  Corp. 
Shadrock  Petroleum  Products 
Sharp  Construction  Co.,  Inc. 
Sharp,  George  G.,  Inc. 
Shell  Oil  Co. 
Sherikon,  Inc. 
Shin  Cheon  Co.,  Ltd. 
Shirley  Construction  Corp. 
Short  Brothers  PLC 
Short,  John  &  Associates 
Siemens  Elektrogeraete  GMBH 
Sierra  Nevada  Corp. 
Silicon  Graphics,  Inc. 
Silverton  Construction  Co.,  Inc. 
Simms  Industries,  Inc. 
Simplex  Wire  &  Cable  Co. 
Sippican,  Inc. 
Sisters  of  Charity 
SUgsby  Aviation,  Ltd. 
Smiths  Industries,  Inc.,  USA 
Sohio  Oil  Co. 
Sonalysts,  Inc. 

Sony  Corporation  of  America 
South  Carolina  Research  Authority 
Southeast  Atlantic  Cargo  Operators 
Southern  Air  Transport,  Inc 
Southern  California  Edison  Co. 
Southern  Systems,  Inc. 
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Southfork  Systems.  Inc. 

Southwest  Marine,  Inc. 

Southwest  Mobile  Systems  Carp. 

Southwest  Research  Institute 

Space  k  Sensors  Assodatas 

Space  Applications  Corp. 

Space  Data  Corp. 

Sparta,  Inc. 

Sparton  Corp. 

Sparton  Electronics  Florida 

Spectrum  Emergency  Care.  Inc. 

Sperry  Marine,  tnc 

Ssangyong  Oil  Refining  Co..  Ltd. 

Standard  Technology,  lac. 

Stanford  Telecommunications 

Stanford  University 

Statoil  North  America.  Inc. 

Sterling  Federal  Systems.  Inc. 

Stewart  &  Stevenson  Services.  Inc. 

Storage  Technology  Corp.  ' 

Strand.  Inc. 

Strong  Bill  Enterprises.  Inc. 

Sumaria  Systems.  Inc. 

Sumitomo  Electric 

Summa  Technology,  Inc. 

Sun  Microsystems,  Inc. 

Sun  Refining  k  Marketing  Co. 

Sundstrand  Corp. 

Sundt  Corp. 

Sunkyoung,  Ltd. 

Superfbs  A/S 

Supreme  Beef  Processors,  Inc. 

Sverdrup  Corp. 

Sverdrup  Tecnnology.  Inc 

Synetics  Corp. 

Syscon  Corp. 

System  Planning  Corp. 

System  Resources  Corp. 

Systems  &  Electronics,  Inc. 

Systems  Control  Technology 

Systems  Engineering  k  Management 

Associates 
Systems  Engineering  k  Management  Co. 
Systems  Engineering  Associates 
Systems  Planning  k  Analysis 
Systems  Research  k  Applications  Corp. 
Systems  Research  Laboratories 
TDS.  Inc. 

TGS  Technology.  Inc. 
TSC.  Inc. 
TRW,  Inc 

Tadiran  Israel  Electronic  Industries 
Talley  Defense  Systems.  Inc. 
Tampa  Shipyards,  Inc. 
Techmatics,  Inc. 

Technical  &  Management  Services  Corp. 
Technology  Applications.  Inc. 
Technology  Scientific  Services 
Tecolote  Research,  Inc 
Tecom.  Inc 
Tektronix,  Inc 
Teledyne  Industries,  Inc. 
Telephonies  Corp. 
Telos  Corp. 

Tennessee  Apparel  Corp. 
Tennier  Industries,  Inc 
Texaco  Caribbean.  Inc 
Texaco  International  Trader,  Inc. 
Texaco  Instruments  k  Martin  Marietta 

IV 


Texas  Instruments  Inc. 

Texas  Utilities  Electric  Co. 

Texcom,  Inc 

Textron,  inc 

Thermo  Electronic  Technologies  Corp. 

Thiokol  Corp. 

Thomasville  Furniture  Industries 

Thompson,  J.  Walter  Co. 

Tilley  Constructors  k  Engineers 

Titan  Corp. 

Titan  Wheel  International 

Todd  Pacific  Shipyards  Corp. 

Tohoku  Denryoku  KK 

Tokyo  Denryoku  KK 

Tracor  Aerospace.  Inc. 

Tracer  Applied  Sciences.  Inc. 

Tracor.  Inc. 

Trans  World  Airlines.  Inc 

Transient,  Inc 

Trescomp,  Inc 

Tri  State  Design,  Inc 

Trinity  Industries,  Inc 

Trinity  Marine  Group 

Triton  Marine  Construction 

Tucson  Electric  Power  Co. 

Turtle  Mountain  M^.  Co. 

Tyger  Construction  Co.,  Inc. 

U.S.  Marine  Management,  Inc. 

U.S.  Sprint  Communications  Co. 

UNC.  Inc 

URS  Corp. 

Unified  Industries.  Inc 

Union  Carbide  Corp. 

Union  Corp. 

Union  Oil  Co.  of  California 

Uniroyal  Chemical  Co.,  Inc 

Unisys  Corp. 

United  Engineers  &  Constructors 

United  International  Engineers 

United  Technologies  Corp. 

United  Telecontrol  Electronics 

Universal  Maritime  Service 

University  of  California 

University  of  Dayton 

University  of  Florida 

University  of  Minnesota 

University  of  Pennsylvania 

University  of  Pittsburgh 

University  of  Southern  California 

University  of  Texas  System 

University  of  Washington 

Utah  Power  &  Light  Co. 

Utah  State  University 

VSE  Corp. 

Valentec  International  Corp. 

Valmac  Industries,  Inc 

Varian  Associates,  Inc. 

Varo,  Inc. 

Vector  Research.  Co..  Inc 

Vector  Research.  Inc 

Veda,  Inc. 

Viereck  Co.,  Inc 

Vinnell  Corp. 

Vinnell  Corp.,  &  Brown  k  Root  JV 

Virtexco  Corp. 

Vitro  Corp. 

Vitronics,  Inc 

Vought  Aircraft 

WMP  Security  Service  Ca 


Wang  Laboratories,  Inc 

Waterman  Steamship  Corp. 

Wellco  Enterpriae*.  Inc 

Western  Gaar  Corp. 

Western  Petroleum  Co. 

Westinghouse  Electric  Corp. 

Westmont  Industries 

Weston,  Roy  F.,  Inc. 

Wheeler  Brothars,  Inc 

Whitesell  Green,  inc  | 

Whittakm-  Corp.  ' 

Willbros  Butler  Engineers,  Inc 

Williams  intematioaal  Corp. 

Wisconsin  Physicians  Service  Insurance 

Woodward.  Clyde  Consultants 

World  Airways.  Rosenbalm  Aviaticm. 
Key  Airlines.  American  Airlines, 
Evergreen  International  &  Emery 
Woridwide  JV 

Wyle  Laboratories 

Wynn  Construction  Co. 

Xerox  Corp. 

Xontech,  Inc. 

Yates.  W.G.  k  Sons  Construction  Co. 

Yeager.  E.L.  Construction  Co. 

Young  &  Rubicam.  Inc. 

Zachry.  RB.  Co. 

Zodiac  of  North  America  Inc. 

Dated:  December  28, 1992. 
L.M.  Bynum. 

Altemata  OSD  Fedwal  Register  Liaison 
Officer,  Department  of  Defense. 
[PR  Doc  93-12  Filed  1-4-93:  8:45  am) 
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December  28, 1992. 

AGENCY:  Research  and  Special  Programs 
Administration  (RSPA),  DOT. 
ACnON:  Interim  final  rule  with  request 
for  comments. 

StJMMARY:  This  interim  final  rule 
establishes  regulations  requiring 
response  plans  for  certain  pipelines  that 
transport  oil  These  regulations  are 
mandated  by  the  Federal  Water 
Pollution  Control  Act.  as  amended  by 
the  Oil  Pollution  Act  of  1990  (OPA  90). 
The  purpose  of  these  reqvurements  is  to 
improve  response  capabilities  and 
minimize  the  environmental  impact  of 
oil  discharges  from  pipelines.  Althou^ 
RSPA  is  issuing  an  interim  final  rule,  it 
invites  comments  and  will,  if 
appropriate,  make  changes  to  the  rule. 


SUPPLEMEh 
Introducti( 
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DATES:  The  effective  date  of  this  interim 
final  rule  is  January  5. 1993.  Comments 
must  be  received  on  or  before  February 
19,  1993. 

ADDRESSES:  The  RSPA  Dockets  Unit 
maintains  the  public  docket  for  this 
rulemaking.  Written  comments  must  be 
submitted  in  duplicate  and  mailed  or 
hand-delivered  to:  RSPA  Dockets  Unit, 
room  8421,  U.S.  Department  of 
Transportation,  400  Seventh  Street, 
SW.,  Washington,  DC  20590-0001. 
Comments  will  become  part  of  this 
docket  and  will  be  available  for 
inspection  or  copying  at  the  Dockets 
Unit  in  room  8421.  Nassif  Building,  400 
Seventh  Street.  SW..  Washington,  DC 
20590-0001. 

All  comments  and  docketed  material 
will  be  available  for  inspection  and 
copying  each  business  day  between  8:30 
a.m.  and  5  p.m.  in  room  8421.  For 
information  concerning  comments  or 
copies  of  this  interim  final  rule,  the 
telephone  number  of  the  Dockets  Unit  is 
202-366-5046. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Lloyd  W.  Ulrich.  Office  of  Pipeline 
Safety  Regulatory  Programs.  RSPA, 
Department  of  Transportation,  400 
Seventh  Street.  SW.,  Washington,  DC 
20590-0001,  202-366-4556, or  Mr. 
Robert  A.  Monniere,  Office  of  the  Chief 
Counsel.  RSPA.  Department  of 
Transportation.  400  Seventh  Street, 
SW.,  Washington,  DC  20590-0001,  202- 
366-^400,  regarding  the  contents  of  this 
interim  final  rule;  or  the  RSPA  Dockets 
Unit,  room  8421, 400  Seventh  Street, 
SW.,  Washington.  DC  20590-0001.  202- 
366-5046,  regarding  copies  of  this 
interim  final  rule  or  other  information 
in  the  docket. 

SUPPLEMENTARY  MFORMATION: 

Introduction 

In  accordance  with  5  U.S.C. 
553(b)(3)(B),  this  interim  final  rule  is 
being  issued  without  a  prior  notice  of 
proposed  rulemaking  and  opportunity 
to  comment.  The  Oil  Pollution  Act  of 
1990.  Pub.  L.  No.  101-380, 104  Stat. 
484,  (OPA  90)  which  amends  the 
Federal  Water  Pollution  Control  Act,  33 
U.S.C.  1251  et  seq.,  contains  statutory 
deadlines  for  the  preparation  and 
submission  of  response  plans  for 
onshore  pipelines.  After  these 
deadlines,  a  pipeline  operator  whose 
pipeline  is  not  in  compliance  with  the 
statutory  requirements  would  be 
prohibited  ^om  using  that  pipeline  to 
handle,  store,  or  transport  oil. 

In  order  to  allow  the  timely 
implementation  of  OPA  90.  RSPA  has 
determined  that  good  cause  exists  for 
finding  that  notice  and  comment  is 
impracticable  and  contrary  to  pubUc 


interest.  RSPA  believes  that  any  further 
delay  in  issuing  these  regulations  would 
create  an  undue  hardship  cm  the 
regulated  community  and  have  the 
potential  to  disrupt  the  sale  and 
delivery  of  oil.  In  order  to  encourage  the 
prompt  filing  of  response  plans  and  thus 
avoid  the  disruptive  effiect  this  rule 
could  have  on  the  oil  industry,  this  rule 
is  effective  on  its  publication  date. 

Although  an  opportimity  for  public 
comment  has  not  been  provided  prior  to 
issuing  this  interim  final  rule,  RSPA 
seeks  public  comment  to  assure  that  the 
rule  is  feasible  and  workable.  If 
appropriate,  RSPA  will  amend  the 
provisions  of  this  rule.  RSPA  will 
consider  holding  public  hearings  to 
obtain  comments  at  a  later  date,  if 
needed.  As  an  interim  final  rule,  this 
regulation  is  fully  in  effiact  and  binding 
upon  publication  in  the  Federal 
Register. 

Although  no  further  regulatory  action 
by  RSPA  is  essential  to  implement  this 
rule,  RSPA  encourages  interested 
persons  to  participate  in  this  rulemaking 
by  submitting  written  views,  data,  or 
information  on  this  interim  final  rule. 
Persons  submitting  comments  should 
include  their  names  and  addresses, 
identify  this  rulemaking  by  the  docket 
number  stated  in  the  heading  of  this 
rule  and  the  specific  section  of  the  rule 
to  which  each  comment  applies,  and 
give  the  basis  for  each  comment.  RSPA 
will  consider  all  public  comments  and 
will  make  changes  to  this  rule  if  pubhc 
comments  indicate  a  change  is 
necessary. 

Prior  to  the  issuance  of  this  rule,  the 
Department  engaged  in  preliminary 
data-gathering  from  various  sources  in 
order  to  define  such  terms  as 
"substantial  harm."  "significant  and 
substantial  harm"  and  "worst  case 
discharge."  A  summary  of  these 
contacts  has  been  placed  in  the  docket. 

Background  and  Purpose 

In  recent  years,  several  catastrophic 
oil  spills  have  damaged  the  marine 
environment  of  the  United  States.  These 
spills  had  extensive  environmental 
impact,  including  the  loss  of  fish  and 
wildlife.  In  response  to  these 
catastrophic  spills.  Congress  passed 
OPA  90  to  establish  a  new  national 
planning  and  response  system.  This 
system  includes  the  development  of 
facihty  response  plans. 

On  October  18. 1991.  the  President,  in 
Executive  Order  (E.O.)  12777,  56  FR 
54757  (October  22. 1991)  delegated 
authority  to  the  Secretary  of 
Transportation  (the  Secretary)  to 
establish  procedures,  methods,  and 
requirements  for  equipment  to  prevent 


and  contain  discharges  of  oil  &x>m 
pipelines. 

The  Secretary  delegated  certain  OPA 
90  prevention  authority  to  the 
Administrator,  Research  and  Special 
Programs  Administration  (RSPA),  57  FR 
8581  (March  11, 1992).  Specifically,  the 
Secretary  granted  the  RSPA 
Administrator  (Administrator)  authority 
to  estabUsh  "procedures,  methods,  and 
equipment  and  other  requirements  for 
equipment  to  prevent  discharges  from, 
and  to  contain  oil  and  hazardous 
substances  in,  pipelines,  motor  carriers, 
and  railways."  33  U.S.C.  1321(j)(l)(C). 
RSPA  believes  that,  with  respect  to 
pipelines,  these  prevention  concerns 
nave  been  addressed  and  satisfied  by 
the  existing  regulations  in  49  CFR  pert 
195  (e.g.,  49  CFR  195.402. 195.416, 
195.418, 195.428,  and  195.430).  In  a 
subsequent  rulemaking,  the  Secretary 
also  delegated  to  the  appropriate  modal 
administrators  the  authority  to  require, 
review,  and  approve  response  plans  for 
pipelines,  motor  carriers,  and  railroads. 
Under  a  delegation  from  RSPA's 
Administrator,  the  Office  of  the 
Associate  Administrator  for  Pi]>eline 
Safety  willimplement  this  regulation. 
This  rule  implements  OPA  90 
requirements  as  they  apply  to  response 
planning  for  oil  discharges  from 
pipelines.  Response  planning  for 
hazardous  substance  discharges  from 
pipelines  will  be  the  subject  of  a 
separate  rulemaking. 

This  rule  applies  to  all  oil  pipelines 
whether  or  not  such  pipelines  are 
exempt  from  existing  Federal  pipehne 
safety  regulations  or  statutes  (e.g.,  49 
CFR  part  195  currently  exempts 
pipelines  operating  at  a  stress  level  of  20 
percent  or  less  of  specified  minimum 
yield  strength  (SMYS),  onshore 
gathering  lines  in  rural  areas,  and 
pipelines  operated  by  gravity). 

This  rule  implements  section  4202(a) 
and  section  4202(b)  of  OPA  90.  SecticHi 
4202(a)  amended  section  311())  of  the 
FWPCA.  33  U.S.C.  1321(j),  and  sets  out 
in  paragraph  (j)(5)  response  planning 
requirements  relating  to  pipelines. 
Section  4202(b)  of  OPA  established  the 
implementation  schedule  for  these 
provisions.  These  requirements  include 
the  preparation  and  submission  of  a 
response  plan  addressing  a  worst  case 
discharge  or  a  substantial  threat  of  a 
worst  case  discharge  of  oil  or  a 
hazardous  substance. 

Definitions 

The  OPA  90  defines  "facility"  as  "any 
structure,  group  of  structures, 
equipment,  or  device  (other  than  a 
vessel)  which  is  used  for  one  or  more  of 
the  following  purposes:  exploring  for, 
drilling  for,  producing,  storing. 
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handling,  transferring,  processing,  or 
transporting  oil.  This  term  includes  any 
motor  vehicle,  rolling  stock,  or  pipeline 
used  for  one  or  more  of  these  purposes." 
33  U.S.C.  2701(9).  In  addition,  "onshore 
facility"  is  detined  as  "any  facility 
(including,  but  not  limited  to.  motor 
vehicles  and  rolling  stock)  of  any  kind 
located  in,  on,  or  under,  any  land  within 
the  United  States  other  than  submerged 
land."  33  U.S.C.  2701(24). 

As  defined  in  this  rule,  oil  includes 
but  is  not  limited  to  petroleum,  fuel  oil. 
sludge,  oil  refuse,  and  oil  mixed  with 
waste  other  than  dredge  spoils.  This 
definition  includes  animal,  vegetable, 
and  mineral  oils  in  addition  to 
petroleum  oil.  In  addition,  the  term 
"navigable  waters,"  as  used  in  section 
1001  of  FWPCA  and  this  rule,  means  the 
waters  of  the  United  States,  including 
the  territorial  sea.  This  would  include 
such  waters  as  lakes,  rivers,  streams, 
waters  which  are  used  for  public 
drinking  water  supplies,  recreation,  and 
waters  from  which  fish  or  shellfish  are 
taken  and  sold  in  interstate  or  foreign 
commerce.  The  term  "worst  case 
discharge"  is  defined  as  the  largest 
foreseeable  discharge  in  adverse 
weather  conditions.  33  U.S.C. 
1321(a)(24)(B}. 

Reconunendations  of  Oil  Spill  Response 
Plan  Negotiated  Rulemaking  Committee 

The  Coast  Guard  has  been  drafting 
regulations  requiring  response  plans  for 
tank  vessels  and  onshore  marine 
transportation-related  facilities.  To 
assist  with  the  development  of  its  rules, 
the  Coast  Guard  established  the  Oil 
Spill  Response  Plan  Negotiated 
Rulemaking  Committee.  (57  FR  1139. 
January  10,  1992). 

Many  of  the  recommendations 
developed  through  the  negotiated 
rulemaking  process  are  relevant  to 
pipeline  transportation  and  have  been 
included  in  this  rule.  These  include 
recommendations  on  definitions  of 
"adverse  weather"  and  "maximum 
extent  practicable." 

A  copy  of  the  final  Committee  report 
is  available  in  the  RSPA  public  docket 
(Docket  No.  PS-130). 

Response  Plans  for  Onshore  Oil 
Pipelines 

Section  4202(b)(4)  of  OPA  90 
establishes  statutory  deadlines  for  the 
submission  and  approval  of  response 
plans  regarding  onshore  oil  pipelines. 
After  February  18, 1993,  a  pipeline  for 
which  a  response  plan  is  required  to  be 
submitted  may  not  be  used  to  handle, 
store,  or  transport  oil  unless  a  plan  for 
the  pipeline  has  been  submitted  to 
RSPA.  After  August  18. 1993,  a  pipeline 
for  which  a  response  plan  is  required. 


may  not  handle,  store,  or  transport  oil 
unless  the  facility  is  operating  in 
compliance  with  the  applicable 
response  plan. 

For  those  plans  addressing 
"significant  and  substantial  harm" 
caused  by  an  oil  discharge  and  thus 
requiring  RSPA  approval.  RSPA  may 
authorize  the  operation  of  an  onshore 
oil  pipeline  for  up  to  two  years  after  the 
operator  has  submitted  a  response  plan. 
Ine  two  year  authorization  is  based  on 
the  operator  certifying,  no  later  than 
July  18, 1993,  that  it  has  obtained 
sufficient  private  personnel  and 
equipment  to  respond  to  a  worst  case 
discharge  or  a  substantial  threat  of  a 
worst  case  discharge.  RSPA  has  set  the 
July  18, 1993  deadline  for  receipt  of 
certifications  to  allow  adequate 
processing  time  prior  to  the  statutory 
deadline.  The  terms  "respond"  and 
"response"  include  the  containment 
and  removal  of  oil  from  water  and 
shorelines,  the  temporary  storage  and 
disposal  of  recovered  oil,  and  other 
actions  needed  to  minimize  or  mitigate 
damage  to  the  environment. 

In  the  vast  majority  of  cases,  the 
operator's  response  plan  will  consist  of 
a  core  plan  covering  the  entire 
company's  pipeline  facilities  and 
separate  response  zone  appendices. 
Each  appendix  will  address  a  response 
zone  which  is  a  geographic  area  along 
a  length  of  pipeline,  containing  one  or 
more  adjacent  line  sections,  for  which 
the  operator  must  provide  response 
capabilities.  The  size  of  the  response 
zone  is  determined  by  the  operator  after 
considering  available  spill  response 
capability,  resources,  and  geographic 
characteristics,  including  number  and 
location  of  navigable  waters,  public 
drinking  water  intakes  and 
environmentally  sensitive  areas  in  or 
adjacent  to  navigable  waters.  An 
operator  must  provide  sufficient 
response  equipment  and  response 
personnel,  either  by  the  operator's 
organization  or  through  contract,  to 
reach  a  worst  case  discharge,  or  a 
substantial  threat  of  such  a  discharge, 
within  the  times  prescribed  in  this  rule. 
RSPA  requires  operators  to  ensure  by 
their  response  plans  that  resources  can 
be  deployed  in  required  time  frames. 
RSPA  requests  comments  on  the 
definition  for  response  zone. 

RSPA  believes  that  many  operators 
already  have  in  place  response  plans 
that  satisfy,  or  substantially  satisfy,  the 
intent  of  OPA  90.  RSPA  intends  that  the 
definition  for  "response  zone."  as 
proposed  in  this  rule,  will  conform  with 
those  planning  areas  already  delineated 
in  the  operators'  existing  plans.  RSPA's 
purpose  in  asking  for  appendices 
applicable  to  separate  response  zones  is 


to:  (1)  Allow  the  operator  to  add 
incrementally  to  the  existing  plans  the 
information  elements  required  by  OPA 
90  and  (2)  provide  the  operator  the 
convenience  of  grouping  appropriate 
line  sections  for  which  a  common  set  of 
planning  elements  would  apply  in  one 
response  zone. 

A  major  objective  of  OPA  90  is  to 
utilize  elective  response  planning  to 
reduce  the  likelihood  that  an  accidental 
oil  discharge  will  reach  navigable 
waters.  OPA  90  emphasized  facility 
location  as  a  key  element  in  determining 
the  environmental  threat  posed  by  a 
facility.  Therefore,  this  interim  final  rule 
requires  operators  to  identify,  within  a 
response  zone,  areas  of  greatest 
vuLnerability  to  an  oil  discharge, 
including  navigable  waters,  public 
drinking  water  intakes,  and 
environmentally  sensitive  areas. 

RSPA  is  requiring  operators  of 
onshore  pipelines  that  handle,  store  or 
transport  oil  and  could  reasonably  be 
expected  to  cause  either  "substantial 
harm"  or  "significant  and  substantial 
harm"  to  the  environment  by 
discharging  oil  into  or  on  the  navigable 
waters  or  adjoining  shorelines,  to 
prepare  and  submit  response  plans  for 
a  worst  case  discharge  or  the  substantial 
threat  of  a  worst  case  discharge. 

In  the  event  of  a  worst  case  discharge, 
or  a  substantial  threat  of  such  a 
discharge,  operators  must  then  take 
action  to  protect  these  navigable  waters, 
public  drinking  water  intakes,  and 
environmentally  sensitive  areas  in 
accordance  with  a  response  plan.  Soon 
after  the  discovery  of  a  discharge,  an 
operator  must  determine  whether  or  not 
it  is  a  substantial  threat  of  becoming  a 
worst  case  discharge,  based  on  pipe 
diameter,  operating  pressure,  flow  rate, 
topography,  weather  conditions  and 
shut  down  capabihty.  By  activating  its 
response  plan,  the  operator  can  reduce 
the  likelihood  that  the  discharge  will 
become  a  "worst  case"  discharge.  In 
determining  the  adequacy  of  equipment 
and  personnel  involved  in  responding 
to  such  a  discharge  in  vulnerable  areas, 
an  operator  must  consider  the  range  of 
geographic  factors. 

Tnis  rule  requires  operators  to 
compute  a  "worst  case  discharge"  as  a 
basis  for  response  planning.  This 
hypothetical  discharge  is  the  largest 
volume  of  oil  that  could  reasonably  be 
expected  to  be  discharged  in  a  single 
event  within  a  response  zone,  regardless 
of  spill  location  in  that  zone.  This  rule 
includes  factors  the  operator  must  use  to 
determine  a  worst  case  discharge  for 
each  response  zone.  This  computation  is 
a  way  of  measuring  discharge  volume  to 
ensure  the  necessary  response  capability 
for  any  location  in  the  response  zone. 
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Since  the  computation  of  worst  case . 
discharge  is  hypothetical,  operators 
must  consider  tne  need  to  respond  in 
vulnerable  environmentally  sensitive 
areas  within  the  zone,  whether  or  not 
the  worst  case  discharge  is  calculated 
for  that  specific  location. 

RSPA  encourages  operators  to  plan  for 
responses  to  discharges  that  are  less 
severe  than  the  worst  case  discharge. 
Although  OPA  90  does  not  require 
submission  of  plans  for  less  than  worst 
case  discharge,  the  Coast  Guard  (USCG) 
and  the  Environmental  Protection 
Agency  (EPA)  are  proposing  response 
planning  that  specifies  three  separate 
and  distinct  planning  levels,  RSPA  is 
not  requiring  response  planning  for  less 
than  a  worst  case  discharge;  however, 
an  operator  may  benefit  by  planning 
responses  to  smaller  discharges  since 
they  are  more  likely  to  occur  and  would 
likely  require  different  types  and 
quantities  of  response  equipment. 

OPA  90  requires  that  response  plans 
must:  (1)  Identify  the  qualified 
individual  with  full  authority  to 
implement  response  actions,  including 
liaison  with  the  Federal  On-Scene 
Coordinator  (OSC)  and  response 
contractors;  (2)  identify  and  ensure,  by 
contract  or  other  approved  means,  the 
availability  of  private  personnel  and 
equipment  sufficient  to  remove,  to  the 
maximum  extent  practicable,  a  worst 
case  discharge  and  to  mitigate  or 
prevent  a  substantial  threat  of  such  a 
discharge  from  the  facility;  (3)  describe 
the  training,  equipment  testing,  periodic 
unannounced  drills,  and  response 
activities  of  persons  at  the  facility  to 
ensure  the  safety  of  the  facility  and 
mitigate  the  effects  of  an  oil  discharge; 
(4)  include  procedures  for  periodically 
updating  or  resubmitting  the  response 
plan  for  approval  when  significant 
changes  occur,  and  (5)  be  consistent 
with  the  National  Contingency  Plan 
(NCP)  and  any  Area  Contingency  Plan 
(ACP)  for  the  geographic  area  in  which 
the  facility  operates. 

The  NCP  provides  general 
organizational  structure  and  procedures 
for  addressing  discharges  of  oil  and 
hazardous  substances  and  specifies 
responsibilities  among  all  levels  of 
government,  resources  available  for 
response,  emergency  planning 
requirements  and  procedures  for 
undertaking  removal  actions.  ACPs  are 
prepared  by  Area  Committees, 
composed  of  Federal,  state  and  local 
personnel,  under  the  direction  of  the 
Federal  OSC  for  each  area,  who  is  either 
a  Captain  of  the  Port  for  coastal  areas, 
or  an  EPA  regional  administrator  for 
inland  areas. 

ACPs  address  the  removal  of  a  worst 
case  discharge  from  a  facility  operating 


in  or  near  the  area  covered  by  the  plan 
and  the  mitigation  and  prevention  of 
such  a  discharge.  Further,  they  describe 
areas  of  environmental  importance; 
responsibilities  of  operators  and 
agencies  in  removing,  mitigating  and 
preventing  discharges;  equipment 
available  to  an  operator  to  ensxue 
effective  removal,  mitigation  or 
prevention  of  a  discharge,  or  a  threat  of 
such  a  discharge;  procedures  for 
decisions  on  use  of  dispersants;  and 
other  operating  procedures. 

ACPs  are  in  early  stages  of 
development.  As  these  plans  evolve, 
OPA  90  requires  operators  to  update 
their  facility  plans  so  as  to  be  consistent 
with  corresponding  procedures  and 
activities,  including  any  response 
equipment  limitations  identified  by  the 
Area  Committee. 

As  noted  above,  OPA  90  requires  that 
response  plans  identify  and  ensure  the 
availability  of  private  persoimel  and 
equipment  necessary  to  remove,  to  the 
maximum  extent  practicable,  a  worst 
case  discharge,  including  a  discharge 
resulting  firom  fire  or  explosion.  For  the 
purposes  of  this  rule,  this  requirement 
applies  to  each  response  zone  covered 
by  a  response  plan. 

Although  the  intent  of  OPA  90  is  to 
create  a  system  in  which  private  parties 
supply  the  bulk  of  any  equipment  and 
personnel  needed  for  oil  spill  response 
in  a  given  area,  in  the  event  of  a  worst 
case  discharge,  the  private  resources  are 
likely  to  be  supplemented  by  public 
response  resources.  Therefore,  this  rule 
requires  that  the  response  plan  identify 
private  resources,  either  maintained  by  ♦ 
the  operator  or  other  approved  means, 
and  the  names  and  telephone  numbers 
of  any  government  agencies  expected  to 
assume  pollution  control 
responsibilities.  The  integration  and 
coordination  of  pubUc  and  private 
response  resources  will  be  addressed  in 
the  applicable  ACP.  As  prescribed  in 
OPA  90,  this  rule  requires  that  the 
response  plans  be  consistent  with  the 
ACP  and  the  NCP.  An  operator  must 
certify  that  it  has  reviewed  the  NCP  and 
each  apphcable  ACP  and  that  its 
response  plan  is  consistent  with  the 
NCP  and  apphcable  ACPs. 

Statutory  Criteria:  "Substantial  Harm" 
and  "Significant  and  Substantial 
Harm" 

OPA  90  requires  that  operators  of 
onshore  oil  pipelines  that  may 
reasonably  be  expected  to  cause 
"substantial  harm"  or  "significant  and 
substantial  harm,"  prepare  and  submit 
response  plans.  It  also  requires  RSPA  to 
review  and  approve  those  response 
plans  for  any  onshore  oil  pipeUne  that 


may  reasonably  be  expected  to  cause 
"significant  and  substantial  harm." 

^A  90  does  not  define  "substantial 
harm"  or  "significant  and  substantial 
harm."  The  OPA  90  Conference  Report 
(H.R.  Conf.  Report  No.  653, 101st  Cong., 
2d  Sess.,  101.  reprinted  in  1990  U.S. 
Code  Cong.  &  Admin.  News  779)  states 
that  the  President  should  develop 
nationwide  criteria  to  determine  those 
facilities  which  could  reasonably  be 
expected  to  cause  "substantial  harm" 
and  are  therefore  reqmred  to  submit 
response  plans.  (OPA  Conference 
Report,  p.  829)  The  report  indicates  that 
the  criteria  should  result  in  a  broad 
requirement  for  fadUty  owners  and 
operators  to  prepare  and  submit  plans, 
but  that  only  a  subset  of  these  plans 
(i.e.,  those  addressing  significant  and 
substantial  harm)  will  actually  be 
reviewed  and  approved.  (OPA 
Conference  Report,  p.  829) 

Substantial  Harm;  Significant  and 
Substantial  Harm 

Section  4202(b)(4)  of  OPA  90 
estabhshed  statutory  deadlines  for  the 
submission  and  approval  of  response 
plans  regarding  onshore  oil  pipelines. 
After  February  18, 1993,  a  pipeline  for 
which  a  response  plan  is  required  to  be 
submitted  may  not  be  used  to  handle, 
store,  or  transport  oil  imless  a  response 
plan  for  the  pipeline  has  been  submitted 
to  RSPA.  After  August  18, 1993,  a 
pipeline  for  which  a  response  plan  is 
required,  may  not  handle,  store,  or 
transport  oil  unless  the  facility  is 
operating  in  compliance  with  the 
applicable  response  plan. 

RSPA  has  determined  that  most 
onshore  oil  pipelines,  because  of  their 
locetions,  could  reasonably  be  expected 
to  cause  substantial  harm  to  the 
environment  by  discharging  oil  into  or 
on  the  navigable  waters  or  adjoining 
shorelines.  This  determination  is  based 
on  the  volume  of  oil  transported  by 
pipelines  and  the  fact  that  they  often 
cross,  or  are  located  adjacent  to, 
navigable  waters.  Thus,  most  onshore 
oil  pipeline  operators  will  be  required  to 
prepare  and  submit  response  plans. 

Because  of  varying  environmental 
conditions  along  the  route  of  a  pipeline, 
RSPA  is  requiring,  in  addition  to  a 
company-wide  core  plan,  submission  of 
response  zone  appendices  which 
address  geographic  variables.  Operators 
will  compute  a  worst  case  dischaige  for 
each  response  zone.  A  response  zone 
may  include  one  or  more  adjacent  line 
sections. 

A  "line  section"  is  defined  in  this  rule 
as  "a  continuous  run  of  pipe  that  is 
contained  between  adjacent  pressure 
pump  stations,  between  a  pressure 
pump  station  and  a  terminal  or  breakout 
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tank,  between  a  pressure  pump  station 
and  a  block  valve,  or  between  adjacent 
block  valves." 

Under  the  rule,  the  operator  must 
make  a  determination  of  whether  a 
response  zone  contains  a  line  section 
that  may  reasonably  be  expected  to 
cause  "significant  and  substantial 
harm."  The  operator  must  provide  this 
information  in  the  response  plan's 
information  summary. 

This  rule  provides  exceptions  from 
the  requirement  to  submit  plans  to 
certain  pipelines  operators  and 
establishes  criteria  developed  by  RSPA 
for  operators  to  use  in  determining 
which  onshore  oil  pipelines  may 
reasonably  be  expected  to  cause 
"significant  and  substantial  harm"  to 
the  environment.  If  any  line  section 
within  a  response  zone  is  determined  to 
be  likely  to  cause  "significant  and 
substantial  harm",  then,  for  the  purpose 
of  plan  review  and  approval.  RSPA  will 
consider  all  of  the  operator's  pipelines 
contained  in  that  particular  response 
zone  as  likely  to  cause  "significant  and 
substantial  harm"  in  the  event  of  a 
discharge.  The  operator  must  be  able  to 
deliver  response  resources  adequate  for 
a  worse  case  discharge  to  any  location 
in  that  zone. 

RSPA  will  review  and  approve  only 
those  response  plans  for  response  zones 
which  include  a  line  section  that  may 
reasonably  be  expected  to  cause 
"significant  and  substantial  harm"  to 
the  environment.  The  prohibition  on 
operation  of  a  pipeline  without  an 
approved  response  plan  applies  only  to 
those  pipelines  within  a  response  zone 
containing  one  or  more  "significant  and 
substantial  harm"  line  sections. 

Exceptions  and  Requirements  for 
"Small"  Pipelines  and  "Distant" 
Pipelines 

Some  pipelines,  based  on  their  length 
and  size,  are  too  small  to  transport  a 
large  volume  of  oil  and.  consequently, 
do  not  have  the  capacity  to  discharge  a 
volume  of  oil  large  enough  to  cause 
substantial  harm  to  the  environment. 
RSPA  believes  there  is  no  reasonable 
expectation  that  these  pipelines  will 
cause  substantial  harm  to  the 
environment  in  the  event  of  a  discharge. 
Therefore,  RSPA  has  created  an 
exception  from  the  response  plan 
submission  requirements  under  this 
regulation  for  certain  pipelines,  imless 
an  OSC  recommends  otherwise,  or  they 
are  in  proximity  to  navigable  waters, 
public  drinking  water  intakes  or 
environmentally  sensitive  areas  which 
are  in  or  adjacent  to  navigable  waters. 
For  the  purposes  of  this  rule,  "in 
proximity"  means  the  pipeline  is  within 
a  distance  of  navigable  waters,  public 


drinking  water  intakes  or 
environmentally  sensitive  areas  which 
are  in  or  adjacent  to  navigable  waters 
such  that  a  discharge  could  cause 
substantial  harm,  even  though  the 
pipeline  is  transporting  a  "small" 
volume  of  oil. 

The  "small  pipeline"  exception 
applies  only  to  a  pipeline  which  is  6Va 
inches  or  less  in  outside  nominal 
diameter,  is  10  miles  or  less  in  length, 
and  meets  all  of  the  following 
conditions: 

(1)  The  pipeline  has  not  experienced 
a  release  greater  than  1,000  barrels 
within  the  previous  five  years; 

(2)  The  pipehne  has  not  experienced 
two  or  more  reportable  releases,  as 
defined  in  49  CFR  195.50,  within  the 
previous  five  years; 

(3)  A  pipeline  containing  any  electric 
resistance  welded  pipe,  manufactured 
prior  to  1970.  does  not  operate  at  a 
maximimi  operating  pressure 
established  under  §  195.406  that 
corresponds  to  a  stress  level  greater  than 
50  percent  of  the  specified  minimum 
yield  strength  of  the  pipe  as  defined  in 
this  rule;  and 

(4)  The  pipeline  is  not  in  proximity  to 
public  drinking  water  intakes,  navigable 
waters,  or  environmentally  sensitive 
areas  as  defined  in  this  rule. 

If  the  small  pipeline  meets  all  of  these 
conditions,  it  qualifies  for  the  exception, 
and  the  operator  does  not  have  to 
submit  a  response  plan.  RSPA  has 
determined  that  even  a  "small"  pipeline 
can  cause  "substantial  harm"  to  the 
environment  in  the  event  of  a  discharge, 
when  it  is  in  proximity  to  navigable 
waters,  public  drinking  water  intakes  or 
environmentally  sensitive  areas. 
Environmentally  sensitive  areas  are 
those  areas  of  environmental 
importance  which  are  in  or  adjacent  to 
navigable  waters.  These  areas  may 
include,  wetlands,  national  parks, 
wilderness  and  recreational  areas, 
wildlife  refuges  marine  sanctuaries,  and 
conservation  areas.  As  required  by 
statute,  an  ACP  must  describe  those 
areas  covered  by  the  ACT  that  are  of 
environmental  importance.  The  statute 
also  requires  that  an  operator's  response 
plan  be  consistent  with  the  ACT.  Thus, 
an  operator  must  compare  its  response 
plan  with  the  applicable  ACT(s)  to 
ensure  consistency. 

Some  other  pipelines  are  located  at  a 
distance  far  enough  away  from  any 
navigable  waters,  public  drinking  water 
intakes  or  environmentally  sensitive 
areas  that  it  is  not  reasonable  to  expect 
that  a  discharge  at  any  point  on  the 
pipeline  would  have  an  adverse  affect 
within  12  hours  after  the  time  of  release. 
RSPA  believes  it  is  reasonable  to  except 
these  "distant"  pipelines  or  line 


sections  of  pipelines  from  the 
requirement  to  submit  response  plans. 
RSPA  encourages  an  operator  to  plan  a 
response  to  such  a  discharge  within  12 
hours,  so  as  to  prevent  it  firom  reaching 
navigable  waters,  public  drinking  water 
intakes  or  environmentally  sensitive 
areas. 

RSPA  believes  that  a  similar  distance 
exception  should  apply  for  small 
pipelines.  Therefore,  where  it  is  not 
reasonable  to  expect  that  a  distance  at 
any  point  on  the  small  pipeline  would 
have  an  adverse  affect  within  4  hours 
after  the  time  of  release,  RSPA  is  not 
requiring  the  submission  of  a  response 
plan. 

RSPA  was  imable  to  develop  specific 
procedures  for  determining  whether  a 
pipeline  would  meet  this  distance 
exception.  Therefore,  RSPA  is 
requesting  comments  on  procedures  for 
determining  the  time  it  takes  for  oil  to 
travel  from  a  release  site  to  navigable 
waters,  public  drinking  water  intakes  or 
environmentally  sensitive  areas  and 
whether  the  travel  time  of  4  hours  for 
small  pipelines  or  12  hours  for  other 
pipelines  from  the  time  of  release  to 
navigable  waters  is  an  appropriate 
criteria  for  determining  "distant" 
pipelines. 

If  after  February  18, 1993,  an  operator 
determines  that  an  exception  no  longer 
applies  to  a  previously  excepted 
pipeline,  then  the  operator  must  prepare 
and  submit  a  response  plan  for  that 
pipeline. 

While  this  rule  provides  exceptions 
from  the  requirement  to  submit 
response  plans  for  certain  pipeline 
operators,  it  does  not  relieve  operators 
from  their  responsibilities  under  49  CFR 
195.402  which  requires  operators  to 
have  procedures  to  provide  safety  when 
an  emergency  condition  occurs. 

Requirements  for  All  Other  Pipelines 

Onshore  oil  pipelines  not  qualifying 
for  the  "small  pipeline"  or  "distant 
pipeline"  exceptions  are  expected  to 
cause  "substantial  harm"  in  the  event  of 
a  discharge,  and  the  operators  of  those 
pipelines  must  submit  response  plans  to 
RSPA.  Each  plan  must  identify  each 
response  zone  covered  by  the  plan,  and 
the  operator  must  determine  if  any  line 
section  within  a  response  zone  could 
reasonably  be  expected  to  cause 
"significant  and  substantial  harm"  to 
the  environment.  If  a  response  zone 
contains  a  line  section  that  is  expected 
to  cause  significant  and  substantial 
harm,  then  the  entire  response  zone 
must,  for  response  plan  approval 
purposes,  be  treated  as  if  it  is  expected 
to  cause  significant  and  substantial 
harm. 
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As  adopted  in  the  rule,  a  line  section 
can  reasonably  be  expected  to  cause 
"signiHcant  and  substantial  hann"  if  the 
pipeline  is  greater  than  6Vb  inches  in 
outside  nominal  diameter,  greater  than 
10  miles  in  length,  and  any  of  the 
following  conditions  exist: 

(1)  The  line  section  has  experienced 
a  release  greater  than  1,000  barrels 
within  the  previous  five  years; 

(2)  The  line  section  has  experienced 
at  least  two  reportable  releases,  as 
defined  in  §  195.50,  within  the  previous 
five  years; 

(3)  A  line  section  containing  any 
electric  resistance-welded  pipe, 
manufactured  prior  to  1970,  operates  at 
a  maximum  operating  pressure 
established  under  §  195.406  that 
corresponds  to  a  stress  level  greater  than 
50  percent  of  the  specified  minimum 
yield  strength  of  the  pipe  as  defined  in 
this  rule; 

(4)  The  line  section  is  located  within 
a  five-mile  radius  of  potentially  affected 
public  drinking  water  intakes  and  could 
reasonably  be  expected  to  reach  public 
drinking  water  intakes;  or 

(5)  The  line  section  is  located  within 
a  one-mile  radius  of  potentially  affected 
environmentally  sensitive  areas,  as 
defined  in  this  rule,  and  could 
reasonably  be  expected  to  reach  these 
areas. 

Potentially  affected  means  that  an  oil 
discharge  could  reach  a  public  drinking 
water  intake  or  environmentally 
sensitive  area  by  moving  downstream  or 
downhill  from  the  pipeline. 

In  determining  the  proximity  of  a  line 
section  to  public  drinking  water  intakes 
and  environmentally  sensitive  areas, 
until  the  ACPs  are  developed,  the 
operator  should  use  its  regional 
knowledge  and  the  existing  Local 
Contingency  Plan  (LCP).  developed  by 
the  OSC,  for  its  area  of  operation. 

RSPA  requests  comments  on  the 
criteria  it  has  established  to  determine 
which  Une  sections  could  reasonably  be 
expected  to  cause  significant  and 
substantial  harm  to  the  environment. 
RSPA  specifically  requests  comments 
on  whether  it  should  consider 
additional  faciUty  characteristics  and 
the  appropriateness  of  using  the 
specified  distances  from  navigable 
waters,  public  drinking  water  intakes 
and  environmentally  sensitive  areas,  as 
criteria. 

As  a  result  of  new  information, 
changing  circumstances,  the 
recommendation  of  an  OSC,  and  the 
development  of  ACPs,  RSPA  may  in  the 
future  identify  facilities  as  having  the 
potential  to  cause  either  "substantial 
harm"  or  "significant  and  substantial 
harm". 


Requirements  fiv  Infionnation 
Summary 

In  order  to  facilitate  RSPA's  review 
and  approval  of  response  plans,  this 
rule  requires  all  operators  to  submit  an 
information  summary  as  part  of  its 
response  plans.  The  information 
summary  will  provide  RSPA  with  the 
necessary  information  to  determine 
which  response  plans  require  review 
and  approval  by  RSPA. 

The  mformation  siunmary  for  a  core 
plan  must  include: 

•  The  name  and  address  of  the  operator; 
and 

•  A  listing  and  description  of  all  response 
zones,  including  county(s)  and  state{s),  in 
which  a  worst  case  discharge  could  cause 
significant  and  substantial  harm  to  the 
environment. 

The  information  summary  for  a 
response  zone  appendix  must  include: 

•  The  name  and  telephone  number  of  the 
qualified  individual,  available  on  a  24-hour 
basis; 

•  A  description  of  the  response  zone, 
including  county(s)  and  state(s),  in  which  a 
worst  case  discharge  could  cause  substantial 
harm  to  the  environment; 

•  A  listing  of  the  line  sections  in  the  zone, 
identified  by  milepost  or  survey  station 
number  or  other  operator  designation; 

•  The  basis  on  which  the  operator 
determined  that  the  zone  meets  the  criteria 
for  "significant  and  substantial  harm";  and 

•  The  type  of  oil  and  volume  of  the  worst 
case  discharge. 

Additionally,  operators  must  prcMde 
a  duplicate  copy  of  the  information 
summary  sheet  from  the  core  plan  with 
each  response  zone  appendix  to  assure 
availability  of  complete  information 
during  the  review  of  the  response  zone 
appendices. 

Certification 

OPA  90  provides  the  opportunity  for 
an  operator,  with  response  zones  that 
contain  line  sections  which  can 
reasonably  be  expected  to  cause 
significant  and  substantial  harm,  to  seek 
a  waiver  from  the  requirement  to  have 
an  approved  response  plan  by  August 
18, 1993.  hi  order  to  receive  a  waiver, 
the  operator  must  submit  to  RSPA  a 
certification  by  the  qualified  individual 
or  appropriate  corporate  officer  that  the 
operator  has  obtained,  through  contract 
or  other  approved  means,  the  necessary 
private  personnel  and  equipment  to 
respond,  to  the  maximum  extent 
practicable,  to  a  worst  case  discharge,  or 
the  substantial  threat  of  such  a 
discharge,  in  each  of  its  response  zones. 

Given  the  large  number  of  plans 
requiring  review  and  approval  which 
RSPA  expects  to  receive  in  February 
1993,  RSPA  may  not  complete  all  the 
required  approvals  by  August  18, 1993. 


Therefore,  operators  may  choose  to 
provide  a  certification  at  the  time  of 
submission  of  the  plan,  or  up  imtil  July 
18, 1993.  Operators  who  opt  to  provide 
certification  are  granted  an  automatic 
extension  for  up  to  two  years  after  plan 
submission  or  vmtil  the  date  RSPA 
approves  or  disapproves  the  plan. 
whichever  occiirs  first.  Ehuing  this 
period  they  may  operate  without 
response  plan  approval.  Operators  who 
choose  this  option  may  provide  the 
certification  vtrith  the  information 
summary  sheet  for  their  core  plans. 

General  Response  Plan  Requirements 

1.  Immediate  Communications 
Procedures 

Each  response  plan  must  provide  the 
name  and  telephone  nimiber  of  a 
qualified  individual  for  each  response 
zone  and  describe  a  communications 
network,  such  as  a  spill  response 
telephone  Ust.  to  identify  those  parties 
(i.e.,  Federal,  state,  and  local  officials, 
contractors,  and  company  personnel) 
who  must  be  immediately  contacted  in 
the  event  of  any  discharge. 

2.  Planning  for  Worst  Case  Discharge 

Each  response  plan  must  describe  the 
means  by  which  an  operator  will 
respond,  to  the  maximum  extent 
practicable,  to  its  worst  case  discharge 
in  each  response  zone.  Response  to  a 
worst  case  discharge  includes  planning 
for  a  discharge  of  the  largest  foreseeable 
volume  in  environmentally  sensitive 
areas. 

The  definition  of  "maximum  extent 
practicable,"  as  used  in  this  rule,  is 
based  on  a  recommendation  made  by 
the  USCG's  negotiated  rulemaking 
committee.  "Maximiun  extent 
practicable"  means  the  limits  of 
available  technology  and  the  practical 
and  technical  limits  on  an  individual 
pipeline  operator  in  planning  the 
response  resources  required  to  provide 
the  on-water  recovery  capability  and  the 
shoreline  protection  and  cleanup 
capability  to  conduct  response  activities 
for  a  worst  case  discharge  from  a 
pipeline  in  adverse  weather. 

As  used  in  this  rule,  a  worst  case 
discharge  is  the  largest  foreseeable 
discharge  in  adverse  weather  conditions 
that  a  pipeline  could  discharge  in  a 
response  zone.  It  is  based  on  a 
comparison  between  several  factors. 
First,  it  could  result  from  the  calculation 
of  the  rate  of  flow  times  the  maximum 
time  to  detect  the  spill,  plus  the  rate  of 
flow  times  the  time  to  shut-down  the 
pipeline,  plus  the  drainage  volume  after 
shutdown  of  the  pipeline.  The  operator 
must  determine  and  utilize  a  realistic 
shut  down  time  based  on  the  pipeline's 
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operating  and  design  ckaiacteristics, 
including  leak  detaction  and  shui  down 

c^abilitv- 

secona.  the  worst  case  dlschaigp 
could  be  (he  larg9St  foreseeable 
discharge  for  (he  line  s«ction(sl  within 
a  response  zone,  expressed  in  barrels, 
based  on  (he  maxfmum  historic 
dischargiB.  if  ona  exists,  adpistad  for  any 
subsequent  corrective  or  preventive 
action  taken.  Subsequent  corrective  or 
preventive  action  may  include 
instaHation  of  a  Supervisory  Control 
and  Data  Acquisition  (SCADAI  based 
leak  detection  subsystem,  replacement 
of  debctiTe  pipe,  or  th>  inatriktioD  d 
block  valves. 

Third,  ff  a  response  zone  contains 
breakout  tanks,  it  could  be  the  total 
volsHW  el  tke  sing)*  kvgMft  taraakml 
tank  or  battery  of  breakout  tanks  witUn 
a  sin^  conlaisnnent  system,  ad)oste<i 
for  t^  capacity  of  tfaa  containniaiil 
system. 

An  operator  most  select  the  largest  of 
these  numbers  as  the  volome  for  a  worst 
case  discharge. 

If  the  worst  case  discharge  is  based  on 
one  or  more  breakout  tanks,  an 
adjustment  or  credit  can  be  applied  to 
the  capacity  of  the  tank  or  tanks.  This 
credit  in  reducing  the  worst  case 
discharge  volinna  is  permissible  if  the 
tank  is  protected  by  a  secondary 
containment  systeni  providing 
containment  of  a  minimum  of  110%  of 
the  capacity  of  the  tank.  This  credit  is 
granted  bawd  on  the  fact  that  it  is 
unlikely  that  a  facility,  with  adcquale 
secondary  containment,  will  discharge 
its  entire  contents  since  the  secoivdery 
containment  system  will  retain  a 
substantial  portion  of  the  discharge. 

RSPA  requests  coounents  on  the 
worst  case  discharge  for  pipeline 
breakout  tanks,  including  the  credit 
adiustment  for  an  adequate  secondary 
containment  system.  In  additioa.  what 
other  csiteria  are  appropriate  for  the 
definition  of  worst  case  discharge? 
Should  there  be  one  definition  used  for 
pipelines  or  should  there  be  a  separate 
definition  based  on  each  pipeline's 
unique  set  of  operating  conditions  and 
equipment  installed?  Should  there  be  a 
tiered  approach  to  the  worst  case 
discharge  with  consideration  given  to  a 
pipeline  having  in  place  a  Supervisory 
and  Data  Acquisition  (SCADAI  system 
with  a  SCADA-basad  le^  detection 
subsystem?  Should  RSPA  consider  other 
criteria  on  the  types  and  locations  of 
valves,  the  operating  parameters  of  a 
le4k  detection  systems,  and.  in  the  case 
of  breakout  tanks,  secondary 
containraeot? 

As  stated  earlier,  the  computation  of 
worst  case  discharge  is  a  BMthod  of 
measuring  response  capability  needed 


for  any  location  in  a  losBonae  aone.  In 
planning  response  capabilities  aad 
strategies,  operators  must  consider  the 
need  to  respond  m  vnfaienibla  areas, 
where  greatest  damage  could  occur, 
whether  or  not  the  worst  case  discharge 
could  octrur  in  tfiat  location. 

Several  reasons  exist  for  RSPA 
reqniring  operators  to  provide  dieir 
comptrtatian  of  worst  case  discharge 
with  the  summery  of  response  plan 
information.  In  the  operator's 
preparation  of  plans  and  in  RSPA's 
review  of  plans,  the  operator  and  RSPA 
moat  cooaider  the  uniqxie  set  of 
variables  that  determine  the  potential 
vokHne.  including  line  drainiagB  vtrfume 
after  shntdovm.  which  might  be 
discharged  at  any  location  along  the 
pipeline.  Pipe  diameter,  operating 
pressure,  flow  rate  and  the  topography 
surrounding  the  pipeline  are  among  the 
factors  which  RSPA  believes  are  most 
critical  in  planning  and  d^ermining  the 
need  for  persramel  and  equipmeot. 
Operator  submission  of  these  data  will 
allow  RSPA  to  effectively  assess  the 
operator's  leak  detection  and  coBtrrrf 
measures  and  other  as]>ects  of  discharge 
prevention  and  mitigation,  and  thereby 
improve  the  response  planning  procasa. 

Additionally,  under  this  ntle.  RSPA 
retains  discrelioo  to  consider,  on  a  case- 
by-caae  basis,  the  above-mentioited  and 
other  risk-based  factckrs  in  making  final 
determinations  of  which  Hne  sections  in 
response  zones  could  cause  significant 
and  substantial  bam  to  the 
environment,  and  thefefoie  require 
review  and  approval.  RSPA  believes 
that  the  amount  of  a  worst  case 
discharge  is  a  relevant  factor  for  future 
consideration  in  determining  which 
zones  require  review  and  approval. 

3.  Consistency  with  the  NCPandACPi 

The  rule  requires  response  plans  to  be 
consistent  with  requirements  in  the  YiCP 
and  ACPs.  as  these  plans  evcdve.  An 
operator  must  certify  that  it  has 
reviewed  the  NCP  and  each  applicable 
ACP  and  its  respoitse  plan  is  consistent 
with  the  NCP  and  ACPs. 

Because  revisions  to  the  NCP  were  not 
completed  by  the  EPA  and  the  USCG 
prior  to  August  18.  1992,  response  plans 
should  be  based  on  the  existing  NCP 
published  in  40  CFR  part  300.  ACPs  are 
in  various  stages  of  development  and,  in 
most  cases,  will  not  be  completed  in 
time  for  operators  to  consult  when 
developing  their  response  plans.  Ihxtil 
the  applicable  ACPs  are  completed, 
response  plans  submitted  to  meet  the 
February  18, 1993  deadline  should  be 
consistent  with  the  LCP  or  ACP  in  eOKt 
on  August  18.  1902. 

A  response  plan  submitted  after 
February  18. 1993  mast  be  consistent 


wkb  the  apphcaUe  conlinflvncy  plan 
(LCP  or  ACP>  iB  effwt  when  the 
response  f^ae  is  st^Mmtted.  If  the  NCP 
or  ACP  has  been  revised  within  six 
months  of  the  date  of  submission,  th* 
operator's  response  plan  may  confinm 
to  the  prior  NCP  or  ACP. 

4.  Beqainment  for  Updates 

Unless  a  change  in  the  NCP  oe  an  ACP 
has  significant  impact  on  e<^pmeat 
appropriate  for  raqmnsa  or  other 
giBographic-specific  considerations, 
approved  response  plans  will  not  be 
required  to  be  resubmitted  for  approval 
based  solely  on  a  subsequent  revision  of 
ACP  or  an  NCP.  However,  the  OPA  90 
requires  that  the  operators  update  their 
plans  "periodically."  This  rule  requires 
that  after  a  plan  is  submitted,  an 
operator  must  perform  a  periodic  update 
every  three  years.  RSPA  believes  that 
significant  changes  in  procedures  are 
not  likely  to  occur  once  the  oftemtor  has 
completed  the  response  planning  to 
comply  with  the  requirements  of  this 
regulation.  In  exercising  its  eniorcement 
authority  for  comparable  situations  (e.g., 
49  CFR  part  195),  OPS  has  adopted  this 
triennial  requirement. 

Consistent  with  the  statute,  however, 
an  operator  must  resubmit  a  response 
plan  in  the  event  of  a  significant  change 
that  affects  the  response  plan's 
implementation.  Significant  changes 
include: 

•  Changetathetypeof  oil  transported. 

•  Relocatiroa  or  replacement  of  a  pipeliae 
or  a  line  section  in  a  manner  that 
operationally  affects  the  response  plan  or  the 
worst  case  discharge, 

•  Change  in  the  persan(sl  qualified  to 
activate  Hw  response  plan, 

•  Contracting  with  new  cleanup  operators, 
or 

•  Any  change  to  ioformatioa  relating  to 
circumstances  likely  to  affect  full 
implemeatalioD  of  the  plan. 

RSPA  may  also  request  a  pipeKoe 
operator  to  revise  and  resubmit  a 
resfMMise  plan  based  on  the  agency's 
review  of  the  plan,  due  to  a  recent 
discharge  from  the  facility,  or  at  the 
request  of  the  OSC. 

5.  Availability  of  Response  Resources 

Operators  must  identify  and  ensure. 
by  contract  at  other  acceptable  mauis, 
the  availabitity  of  private  persoonel  and 
equipment  necessary  to  respond,  to  the 
maximum  extent  practicable,  to  a  worst 
case  discharge  (inchtding  a  discharge 
resulting  from  fire  or  e^qilosion).  and  to 
mitigate  or  prevent  a  substantial  threat 
of  such  a  discharge. 

Operators  may  find  it  advantageous  to 
place  deanup  contractors  or  spiU 
cooperatives  on  retainer  to  ensure  their 
response  services  are  available. 
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(Operators  are  reminded  that  cleanup 
contractors  who  may  be  hired  to 
perform  an  emergency  response 
Kinction  regulated  by  49  CFR  part  195 
may  be  subject  to  the  drug  testing 
requirements  of  49  CFR  part  199.) 

m  order  to  ensiire  the  availability  of 
private  personnel  and  equipment 
necessary  to  remove  a  worst  case 
-  discharge,  operators  need  to  determine 
the  capabilities  of  response  resources 
needed  for  the  specific  operating 
environments.  limitations  for  particular 
re^onse  zones  will  be  identified  in  the 
ACPs,  including  types  of  equipment 
permissible  for  response.  Response 
resources  should  include  sufficient 
boom,  oil  recovery  devices  and  storage 
capacity  to  recover  a  worst  case 
discharge.  RSPA  encoiuages  operators, 
as  part  of  the  planning  process,  to 
identify  storage  location  and  the  make, 
model  and  effective  daily  recovery  rate 
of  oil  recovery  devices. 

The  USCG,  in  its  Navigation  and 
Vessel  hispection  Grcular  (NVIC)  No. 
7-92  issued  September  15, 1992, 
provided  an  appendix  with  guidelines 
on  what  type  and  amount  of  equipment 
are  required  for  a  specific  discharge 
volume  from  a  facility  based  on  its 
capacity.  A  copy  of  this  NVIC  is 
available  in  the  public  docket  for  this 
rulemaking.  Operators  may  use  this  as  a 
reference  for  determining  equipment 
requirements.  Other  factors  such  as  the 
facility's  location,  the  environmental 
sensitivity  of  the  area,  the  facility's 
proximity  to  public  drinking  water 
intakes,  and  the  type  of  oil  transported 
by  the  facility  (i.e.,  persistent  or  non- 
persistent)  need  to  be  considered  by  the 
operator  in  determining  the  type  and 
amoimt  of  required  response  equipment. 

Tiering  Response  Resources  for  On 
Water  Recovery 

RSPA  has  structured  the  requirements 
for  responding,  to  the  maximum  extent 
practicable,  to  a  worst  case  discharge  in 
a  tier  system.  RSPA  has  specified  the 
times  by  which  certain  response 
equipment  must  be  present  at  discharge 
sites.  This  rule  establishes  three  tiers  to 
allow  the  operator  to  identify  response 
resoiut»s  from  outside  a  facility's 
specific  geographic  location  to  satisfy  its 
response  requirements. 

Some  fiaction  of  the  personnel  and 
equipment  necessary  to  respond  to  a 
worst  case  discharge  must  be  available 
for  each  tier  standard.  For  instance,  it 
might  be  appropriate  for  the  resoiuces  to 
arrive  in  the  first  tier  to  be  prepared  to 
address  immediate  requirements  to  keep 
the  maximum  amount  of  oil  from  getting 
into  the  water.  The  second  tier  might 
address  containment  equipment  to 
prevent  the  discharge  from  disbursing. 


The  third  tier  might  concentrate  on 
cleanup  and  storage  of  the  discharge. 
The  intent  is  to  provide  the  operator 
latitude  in  staging  resources  most 
efficiently. 

The  tier  approach  recognizes  two 
levels  of  concern  based  on  the  areas 
traversed  by  pipelines.  "High  volume 
areas"  means  those  areas  where  an  oil 
pipehne  having  a  nominal  outside 
diameter  of  20  inches  or  more  crosses  a 
major  river  or  other  navigable  waters, 
which,  because  of  the  velocity  of  the 
river  flow  and  vessel  traffic  on  the  river, 
would  require  a  more  rapid  response  in 
case  of  a  worst  case  discharge  or 
substantial  threat  of  such  a  discharge. 
"All  other  areas"  include  smaller  rivers, 
canals,  inland  and  nearshore  areas.  The 
hst  of  "high  volume"  areas,  provided  in 
Appendix  B,  may  not  be  complete  for 
the  piuposes  of  Uiis  regulation. 
Operators  should  determine,  based  on 
their  regional  knowledge,  if  there  are 
other  areas  that  contain  rivers  or  other, 
navigable  waters  which,  because  of  their 
velocity  or  traffic,  would,  in  case  of 
discharge,  require  a  iifbre  rapid 
response.  '"* 

On-scene  arrival  times  in  hours  for 
each  tier  are  as  follo)vs: 


Tlefl 

Tl«f2 

TlarS 

Htgh  vokime  areas 
AN  other  areas 

6 

12 

36 

54 

60 

Tier  1  response  activities  must  begin 
after  discovery  of  a  worst  case  discharge 
or  substantial  threat  of  such  a  discharge 
and  be  completed  within  the  hours 
prescribed.  Response  activities  must  be 
operational  by  Uie  tier  3  time.  As 
required  by  OPA  90,  the  response  plan 
must  identify  and  ensure  the  availability 
of  personnel  and  equipment  necessary 
to  remove,  to  the  maximum  extent 
practicable,  a  worst  case  discharge. 
RSPA  believes  this  should  include 
consideration  of  mobilization  and  travel 
time.  In  calculating  the  travel  time  for 
personnel  and  equipment,  an  on-water 
speed  of  10  knots  and  a  land  speed  of 
35  miles  per  hour  is  assumed  imless  the 
operator  can  demonstrate  otherwise. 
RSPA  is  requesting  comments  on  this 
approach  to  tiering  response  resources. 

Recognizing  the  diversity  of  situations 
to  be  addressed.  RSPA  has  not  specified 
the  equipment  and  personnel  to  be 
provided.  The  operator  needs  to 
determine  the  amount  of  response 
resources  that  need  to  be  mobilized  and 
delivered  to  respond  to  a  worst  case 
discharge,  consistent  with  the  times 
estabUshed  in  this  rule.  USCG's  NVIC 
7-92  Usts  the  response  resource 
mobiUzation  factors. 

These  factors  reflect  the  organization 
of  on-water  oil  recovery  capacity  to  be 


mobilized  and  delivered  within  the 
response  times  for  each  tier  in  order  to 
maximize  the  oil  recovery  potential. 

The  operator  is  responsible  for 
ensxuing  that  sufficient  niunbers  of 
trained  personnel,  boats,  aerial  spotting 
aircraft,  sorbent  materials,  boom 
anchoring  materials  and  other  suppUes 
are  available  to  sustain  response 
operations.  The  operator  needs  to 
evaluate  the  availability  of  adequate 
temporary  storage  capacity  to  sustain 
effective  daily  recovery  rates.  Based  on 
USCG  guidance  in  NVIC  7-92, 
temporary  storage  should  be  equivalent 
to  twice  the  daily  oil  recovery  rate  due 
to  inefficiency  of  oil  recovery  devices 
which  collect  approximately  equal 
amoimts  of  oil  and  water.  Since  the 
water  is  contaminated,  storage  must  be 
provided  for  the  contaminated  water. 
This  capacity  may  be  reduced  if  the 
operator  can  demonstrate  a  better 
efficiency  rate.  The  operator  needs  to 
also  arrange  for  disposal  of  recovered  oil 
products,  consistent  with  specifications 
oftheACP. 

6.  Training.  Equipment  Testing,  Drills 
and  Response  Actions 

Each  response  plan  must  address 
training,  equipment  testing,  periodic 
unannounced  drills,  and  the  response 
actions  of  operator  persormel.  This  rule 
establishes  levels  of  training.  The 
amoimt  of  training  required  depends  on 
the  complexity  of  functions  performed. 
Additionally.  Occupational  Safety  and 
Health  Administration  (OSHA)  rules 
require  that  all  personnel  who  are 
expected  to  respond  to,  and  control, 
hazardous  discharges  will  imdergo 
formal  worker  health  and  safety  training 
before  starting  woric.  These  rules  also 
apply  to  personnel,  including 
volunteers  and  casual  laborers 
employed  during  a  response,  that  are 
subject  to  those  standards  pursuant  to 
40  CFR  part  311.  Personnel  are  required 
to  receive  refresher  training  at  regular 
intervals.  OSHA  considers  petroleum 
products  and  gases  to  be  hazardous 
materials. 

The  response  plan  must  describe 
equipment  testing  and  the  type, 
schedule,  and  procedure  for  drills.  It 
must  describe  response  actions  under 
the  plan  that  ensure  the  safety  of 
feciUties  and  mitigate  or  prevent  the 
worst  case  discharge  or  the  substantial 
threat  of  such  a  discharge.  Appropriate 
types  of  drills  and  frequencies  need  to 
be  selected  by  the  operator.  Equipment 
and  procedures  used  in  drills  must  be 
consistent  with  requirements  of  the 
ACP. 

When  the  operator  is  deciding  the 
equipment  to  test  and  the  drill  schedule, 
the  operator  should  consider  drills  or 
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exercises  of:  (IJMsiMiedpipeBi** 
facrKtiOT,  •raefgwier  proceoBTW,  an^ 
qualified  hKBitdaa!  neUllcatioR:  f2} 
emerg9ncy  actions  by  assigned 
operatiBg  or  iiisiulensnce  peisonael  sno 
noCtfrcation  of  die  qoriifiea  imfhridnal 
on  pipeline  facilities  which  aiv 
nonrnltf  nnmanned;  (3>  spfR 
management  teem  tabletop  exercises;  (4) 
oil  spill  removal  org^mizafion  field 
equipment  deployment;  and  (5) 
exeicises  of  the  entitv  ra^onse  zone 
oiiaiilnCion. 

Operatofs  need  to  evriuate  drills  and 
correct  any  ptublems  iiisH tilled.  OPA  90 
requiree  operators  to  p«rtiopat»  in  any 
unuimounced  driRs  condacted  by  tfte 
appropriate  06C,  including  the 
activation  of  the  appropriate  oil  spfH 
remorti  oiganization  aid  spill 
management  teem  identified  in  the 
response  plan. 

OPA  99  reqaires  operators  to  describe 
response  actions  of  assigned  penonnel 
in  tfierssponse  plm.  In  Appendix  A. 
GuideKaee  for  the  Reparation  of 
Response  Plans,  RSPA  has  provided 
infonnatioa  to  assist  operators. 
Operators  are  encouraged  to  consider 
the  information  in  the  guidelines.  RSPA 
considers  the  following  fiictor*  priorities 
in  response  planning;  ctmtainmeiit  and 
cleamip  activities;  assessment  of 
proximity  to  environmentaHy  sensitive 
areas;  assessment  of  potential  impact  of 
worst  CHse  discharge;  precautions  for 
worker  health  and  safisty;  uid 
assessment  of  die  threat  to  pubhc  healdi 
and  safety  from  the  worst  case 
dischaige. 

SubmMsioB  of  Slate  PUas 

RSPA  is  aware  that  many  operators 
are  developing  response  plans  that 
comply  with  state  lew  or  regulation 
requiring  preporatioB  of  an  oil  spill 
respoase  plan  wbidi  provides 
equivalent  or  greater  response 
capabihties  than  required  in  diis  rule. 
RSPA  betieves  that  the  response 
plaomng  process  an  operator  completes 
to  comply  with  state  requirements  will 
serve  to  ensure  that  operators  plan  lor 


respoiMBiiytoAeiiMxiiBUin-eMteiit 
practicaMifr  to  a  worst  case  dischaige.  A 
response  plan  meeting  state  law 
requirements  aid  submitted  to  RS'A 
must  name  the  qualihed  individuri  uid 
ensure,  throngh  contract  or  other 
approved  means,  die  necessary  private 
persoimri  and  equipment  to  respond  to 
a  worse  case  dtsdiarge  or  a  substantial 
threatofsocfaadischargev 

If,  to  satifl^  therequHemeBts  of  tins 
rulev  SB  operator  submits  a  plan 
developed  to  comply  with  state 
raqguirraients,  an  operator  must  provide 
an  informatieR  stnnHiary  sheet 
identifying  criticai  information  as 
specified  in  this  rale,  as  required  in  49 
CFR  194.113.  After  review  of  those 
plans,  RSPA  may  determine  that 
additional  amendments  are  necessary  to 
ensure  adequate  response  resources  for 
worst  case  discharge. 

Mulli  Ogamrylusisdirtioe 

Most  oil  storage  Ibcilfties  are 
confMwed  ol  both  transportation-retated 
and  noB-transportatian-ralatad  fadUtias 
as  defined  in  tile  1971  MBmorandnm  of 
Understanding  between  the 
EnviroiMBeiiw  Protection  Agency  and 
Department  of  Tran^>ortatioR  (3&  FR 
Z4080;  Dacember  18. 1971  J.  This 
combination  of  trnnyp^r*'*'""-'""^*"^ 
and  non-txansportation-related.  fariUti— 
will  be  subject  to  multi-agency 
juristGction.  The  USOG,  EPA.  and  RSPA 
are  discussing  how  a  response  plan  from 
snch  a  facility  will  be  reviewed  and 
approved. 

SiHUMry  of  Public  Coaaaaeals 
Requested 

RSPA  requests  public  comraeat  on  a 
variety  of  issues.  As  a  convenience  to 
the  reader,  those  issues  are  summarized 
below: 

(1)  The  definition  of  "response  zone", 

(2)  The  criteria  for  "distratt"  pipelines 
and  procadoies  foe  detn  mining  the  time 
it  tdcss  for  oil  to  travel  from  a  release 
site  to  navigable  waters,  pubbc  drinking 
water  intakes  ox  environaMikaUy 
sensitive  areas. 


(3)  The  seleetieR  errleria  need  » 
determining  which  Rne  soctioiis  fa 
response  tettn  coutd  roasonabiy  be 
expected  to  catise  "atgnfficanl  and 
substantial  harm"  to  the  envhonment, 

(4)  The  selection  criteria  and 
additional  fiudfity  characteristics, 
including  a  facility's  location  in  relation 
to  navigable  waters,  public  drinking 
water  intakes  and  proximity  to 
environmentally  sensitive  areas, 

(5)  The  definftioa  of  worst  case 
dischaiga  for  pipeline  breakout  tanks» 

(6)  Othai  criteria  ^>p>opriate  for  the 
definition  of  worst  case  disdiarge. 

(7)  The  tiered  q>{aroadi  to  the  worst 
case  dtachargia^  witk  coBaidecatioB  ^ven 
to  a  pipeltte  hawng  in  place  a 
Superviaofy  aad  Data  AoquisitioB 
(SCADA)  ^staaa  with  a  SCADA-basad 
leak,  detoctioa  subsystem, 

(8)  Odker  aiterie  on  die  types  flsid 
locations  of  valvesy  die  oper^iag 
parameters  of  larit  detection  systems^ 
and,  in  the  case  of  break  out  tawki, 
secondary  contaiuuiaet,  sad 

(^  The  tiered  approach  to  determine 
the  necosaary  response  resomces. 

Regulatory  Analysaa  and  Noticaa 

A.  Impact  Assessment 

This  rule  doee  not  meat  the  criteria 
specified  ia  section  1(b)  of  Executive 
Order  12291  and  is  not.  therefore,  a 
major  rule,  but  it  is  considered  a 
significant  rule  undas  the  section 
5(a)(2)(f)  of  DOT'S  Repdatory  Pc^icies 
and  ProcaduBBB  ("the  Procedures")  (44 
FR  11034:  February  26, 1979J  because  of 
si^ficant  public  and  congression^ 
interest  This  rule  does  not  require  a 
Regulatory  Impact  Analysis.  A 
regulatory  evaluation  is  under 
development,  h  will  indude  an  andysis 
of  the  economic  consequences  of  the 
regulatioa  and  an  analysis  of  its 
antidpatsd  beoefits  and  impacts. 

RSPA  h»  tentatively  determined  the 
incremental  inut  costs  of  die  rule,  above 
and  beyond  existing  response  planning 
costs.  They  are  as  f^ows: 
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.  smments  are  requested  on  these 
costs  so  that  RSPA  may  finalize  the 
regulatory  evaluation.  RSPA  specifically 
requests  comments  on  the  cost  that 
operators  will  incur  for  retainers 
associated  with  response  capability. 

B.  Pegulatory  Flexibility  Act 

A  majority  of  the  entities  composing 
the  regulated  pipeline  industry  are  large 
corporations  with  both  sales  and 
revenue  in  the  million  of  dollars.  For 
the  majority  of  small  businesses  that  are 
subject  to  this  interim  final  rule,  the 
regulatory  evaluation  under 
development  indicates  they  should  be 
able  to  absorb  the  estimated  regulatory 
compliance  costs  without  experiencing 
significant  adverse  economic  effects. 

Thus,  based  on  information  available 
concerning  the  size  and  nature  of 
entities  likely  affected  by  this  rule,  I 
certify  this  regulation  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  criteria  of  the  Regulatory 
Flexibility  Act. 

However,  RSPA  specifically  requests 
ccnnments  on  the  impact  of  this  rule  on 
small  business  concerns  and  this 
certification  is  subject  to  modification  as 
a  result  of  a  review  of  comments 
received  in  response  to  this  regulation. 
The  rule  will  have  no  direct  impact  on 
small  units  of  government. 

C.  Federalism  Assessment 

RSPA  has  analyzed  this  regulation  in 
accordance  with  Executive  Order  12612 
and  has  determined  tliat  it  does  not 
have  sufficient  Federalism  implications 
to  warrant  preparing  a  Federalism 
Assessment.  The  regulations  have  no 
substantial  effects  on  the  states,  on  the 
current  Federal-State  relationship,  or  on 
the  current  distribution  of  power  and 
resp)onsibilities  among  the  various 
levels  of  government.  Nothing  in  this 
rule  shall  be  construed  as  preempting 
any  State  or  a  political  subdivision  of  a 
State  from  imposing  any  additional 
requirement  or  liability  with  respect  to 
the  discharge  of  oil  into  any  waters 
within  the  State,  or  with  respect  to  any 
removal  activities  related  to  such  a 
discharge.  (33  U.S.C  2718  Supp.  II 
1990). 


D.  Paperwork  Reduction  Act 

The  reporting  and  recordkeeping 
requirement  associated  with  this  rule  is 
being  submitted  to  the  Office  of 
Management  and  Budget  for  approval  in 
accordance  with  44  U.S.C.  chapter  35. 
0MB  NO.  New; 

Administration:  Research  and  Special 
Programs  Administration.  Title: 
Response  Plans  for  Onshore  Pipelines: 

Need  for  Information:  The  Oil 

Pollution  Act  of  1990  requires  an 
operator  of  a  pipeline  transporting  oil  to 
submit  a  plan  for  responding  to  a  worst 
case  discharge  or  the  threat  of  such  a 
discharge;  Proposed.  Use  of  Information: 
RSPA  will  use  this  information  to 
review  and  approve  certain  response 
plans:  Frequency:  one  time  submission 
with  plan  updates  every  three  years; 

Burden  Estimate:  26,400  hours; 
Respondents:  300  oil  pipeline  operators; 
Forms:  none;  Average  Burden  Hours  per 
Respondent:  11.5  hours. 

For  further  information  contact:  The 
Information  Requirements  Division,  M- 
34.  Office  of  the  Secretary  of 
Transportation,  400  Seventh  Street. 
SW.,  Washington,  DC  20590  or  Edward 
Clarke  or  Ron  Minsk,  Office  of 
Management  and  Budget,  New 
Executive  Office  Building,  room  3228, 
Washington,  DC  20503. 

E.  National  Envimnmental  Policy  Act 

RSPA  has  reviewed  these  regulations 
in  accordance  with  its  procedures  for 
ensuring  full  consideration  of  the 
environmental  impacts  of  RSPA  actions 
as  required  by  the  National 
Environmental  Policy  Act  (42  U.S.C. 
4321  et  seq.),  other  environmental 
statutes,  executive  orders,  and  DOT 
Order  5610.1c.  RSPA  has  determined 
that  the  rules  are  not  a  major  Federal 
action  for  which  an  Environmental 
Impact  Statement  must  be  prepared. 

List  of  Subjecto  in  49  CFR  Part  194 

Oil  pollution.  Reporting  and 
recordkeeping  requirements. 

For  the  reasons  discussed  in  the 
preamble,  the  Administrator,  RSPA. 
adds  part  194  to  chapter  I  of  title  49  of 
the  Code  of  Federal  Regulations  as 
follows: 


Part  194— RESPONSE  PLANS  FOR 
ONSHORE  OIL  PIPELJNES 

Subpart  A— Gefieral 

S«c 

194.1     PurpoM. 
194.3    Applicability. 
194.5    Definitions. 

194.7    Operating  restrictions  and  interim 
operating  authorization.* 

Subpart  B—A«spons«  Plana 

194.101    Operators  lequired  to  submit  plans. 
194.103    Significant  and  substantial  harm; 

operator's  statement. 
194.105    Worst  case  discharge. 
194.107    General  response  plan 

requirements. 
1 94 . 1 09    Submission  of  state  response  plans. 
194.111     Response  plan  retention. 
194.113     Information  summary. 
194.115    Response  resources. 
194.117    Training. 
194.119    Submission  and  approval 

procedures. 
194.121     Response  plan  review  and  update 

procedures. 

Appendix  A  to  Part  194— Guideline*  Cor  the 
Preparation  of  Response  Plans 

Appendix  B  to  Part  l94— High  Xohme  Area* 

Authority:  33  U.S.C  1231. 1321(jMlMCl, 
(j)(5)  and  (j){6);  sec  2.  E.0. 12777.  56  PR 
54757,  3  CFR,  1991  Comp..  p.  351;  49  CFR 
1.53. 

Subpart  A— General 

§194.1    Purpose. 

This  part  contains  requirements  for 
oil  spill  response  plans  to  reduce  the 
environmental  impact  of  oil  discharged 
firom  onshore  oil  pipelines. 

§194.3    Applicability. 

This  part  applies  to  an  operator  of  an 
onshore  oil  pipeline  that,  because  of  its 
location,  could  reasonably  be  expected 
to  cause  substantial  harm,  or  significant 
and  substantial  harm  to  the 
environment  by  discharging  oil  into  or 
on  any  navigable  waters  of  the  United 
States  or  adjoining  shorelines. 

§  194.5    Definitions. 

Adverse  weather  means  the  weather 
conditions  considered  by  the  operator  in 
identifying  the  response  systems  and 
equipment  to  be  deployed  in  accordance 
with  a  response  plan,  including  wave 
height,  ice.  temperature,  visibility,  and 
currents  within  the  inland  or  Coastal 
Response  Zone  (defined  in  the  National 
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ConUngency  Plan  (40  CFR  part  300))  in 
which  those  systems  or  equipment  are 
intended  to  function. 

Barrel  means  42  United  States  gallons 
at  60  degrees  Fahrenheit. 

Bwakout  tank  means  a  tank  used  to: 

(1)  relieve  surges  in  an  oil  pipeline 
system  or 

(2)  receive  and  store  oil  transported 
by  a  pipeline  for  reinjection  and 
continued  transportation  by  pipeline. 

Coastal  zone  means  all  United  States 
waters  subject  to  the  tide.  United  States 
waters  of  the  Great  Lakes  and  Lake 
Champlain,  specified  ports  and  harbors 
on  inland  rivers,  waters  of  the 
contiguous  zone,  other  waters  of  the 
high  seas  subject  to  the  National 
Ckjntingency  Plan,  and  the  land  surface 
or  land  substrate,  ground  waters,  and ' 
ambient  air  proximal  to  those  waters. 
(The  term  "coastal  zone"  delineates  an 
area  of  federal  responsibility  for 
response  action.  Precise  boundaries  are 
determined  by  agreements  between  the 
Environmental  Protection  Agency  (EPA) 
and  the  U.S.  Coast  Guard  (USCG).  and 
are  identified  in  Federal  Regional 
Contingency  Plans  and  Area 
Contingency  Plans.) 

Contract  or  other  approved  means  is: 

(1)  A  written  contract  or  other  legally 
binding  agreement  between  the  operator 
and  a  response  contractor  or  other  spill 
response  organization  identifying  and 
ensuring  the  availability  of  the  specified 
personnel  and  equipment  within 
stipulated  response  times  for  a  specified 
georavphic  area; 

(2)  Certification  that  specified 
equipment  is  owned  or  operated  by  the 
pipeline  operator,  and  operator 
personnel  and  equipment  are  available 
within  stipulated  response  times  for  a 
specified  geographic  area;  or 

(3)  Active  membership  in  a  local  or 
regional  oil  spill  removal  organization 
that  has  identified  specified  personnel 
and  equipment  to  be  available  within 
stipulated  response  times  for  a  specified 
geographic  area. 

Environmentally  sensitive  area  means 
an  area  of  environmental  importance 
which  is  in  or  adjacent  to  navigable 
waters. 

High  volume  area  means  an  area 
which  an  oil  pipeline  having  a  nominal 
outside  diameter  of  20  inches  or  more 
crosses  a  major  river  or  other  navigable 
waters,  whidi,  because  of  the  velocity  of 
the  river  flow  and  vessel  traffic  on  the 
river,  would  require  a  more  rapid 
response  in  case  of  a  worst  case 
discharge  or  substantial  threat  of  such  a 
discharge.  Appendix  B  to  this  part 
contains  a  list  of  some  of  the  high 
volume  areas  in  the  United  States. 

Inland  area  means  the  area  shoreward 
of  the  boundary  lines  defined  in  46  CFR 


part  7,  except  that  in  the  Gulf  of  Mexico, 
it  means  the  area  shoreward  of  the  lines 
of  demarcation  (COLREG  lines)  defined 
in  33  CFR  80.740-80.850.  The  inland 
area  does  not  include  the  Great  Lakes. 
Inland  zone  means  the  environment 
inland  of  the  coastal  zone  excluding  the 
Great  Lakes,  Lake  Champlain.  and 
specified  ports  and  harbors  on  inland 
rivers.  (The  term  inland  zone  delineates 
an  area  of  federal  responsibilities  for 
response  actions.  Precise  boundaries  are 
determined  by  agreements  between  the 
EPA  and  the  USCG  and  are  identified  in 
Federal  Regional  Contingency  Plans.) 

Line  section  means  a  continuous  run 
of  pipe  that  is  contained  between 
adjacent  pressure  pump  stations, 
between  a  pressure  pump  station  and  a 
terminal  or  breakout  tank,  between  a 
pressure  pump  station  and  a  block 
valve,  or  between  adjacent  block  valves. 

Major  river  means  a  river  that, 
because  of  its  velocity  and  vessel  traffic, 
would  require  a  more  rapid  response  in 
case  of  a  worst  case  discharge.  For  a  list 
of  rivers  see  "Rolling  Rivers,  An 
Encyclopedia  of  America's  Rivers," 
Richard  A.  Bartlett.  Editor.  McGraw-Hill 
Book  Company.  1984. 

Maximum  extent  practicable  means 
the  limits  of  available  technology  and 
the  practical  and  technical  hmits  on  a 
pipeline  operator  in  planning  the 
response  resources  required  to  provide 
the  on-water  recovery  capability  and  the 
shoreline  protection  and  cleanup 
capability  to  conduct  response  activities 
for  a  worst  case  discharge  from  a 
pipeline  in  adverse  weather. 

Navigable  waters  means  the  waters  of 
the  United  States,  including  the 
territorial  sea  and  such  waters  as  lakes, 
rivers,  streams;  waters  which  are  used 
for  recreation;  and  waters  from  which 
fish  or  shellfish  are  taken  and  sold  in 
interstate  or  foreign  commerce. 

Oil  means  oil  of  any  kind  or  in  any 
form,  including,  but  not  limited  to, 
petroleum,  fuel  oil.  vegetable  oil.  animal 
oil.  sludge,  oil  refuse,  oil  mixed  with 
wastes  other  than  dredged  spoil. 

Oil  spill  removal  organization  means 
an  entity  that  provides  response 
resources. 

On-Scene  Coordinator  (OSC)  means 
the  federal  official  designated  by  the 
Administrator  of  the  EPA  or  by  the 
Commandant  of  the  USCG  to  coordinate 
and  direct  federal  response  under 
subpart  D  of  the  National  Contingency 
Plan  (40  CFR  part  300). 

Onshore  oil  pipeline  facilities  means 
new  and  existing  pipe,  rights-of-way 
and  any  equipment,  facility,  or  building 
used  in  the  transportation  of  oil  located 
in,  on,  or  under,  any  land  within  the 
United  States  other  than  submerged 
land. 


Operator  means  a  person  who  owns 
or  operates  onshore  oil  pipeline 
facilities. 

Pipeline  means  all  parts  of  an  onshore 
pipeline  facility  through  which  oil 
moves  including,  but  not  limited  to.  line 
pipe,  valves,  and  other  appurtenances 
connected  to  line  pipe,  pumping  units, 
fabricated  assemblies  associated  with 
pumping  iinits,  metering  and  delivery 
stations  and  fabricated  assemblies 
therein,  and  breakout  tanks. 

Qualified  individual  means  an 
English-speaking  representative  of  an 
operator,  located  in  the  United  States, 
available  on  a  24-hour  basis,  with  fiili 
authority  to:  activate  and  contract  with 
required  oil  spill  removal 
organization(8);  activate  personnel  and 
equipment  maintained  by  the  operator, 
act  as  liaison  with  the  OSC;  and  obligate 
any  funds  required  to  carry  out  all 
required  or  directed  oil  response  | 

activities. 

Response  activities  means  the 
containment  and  removal  of  oil  from  the 
water  and  shorelines,  the  temporary 
storage  and  disposal  of  recovered  oil.  or 
the  t^ing  of  other  actions  as  necessary 
to  minimize  or  mitigate  damage  to  the 
environment. 

Response  area  means  the  inland  zone 
or  coastal  zone,  as  defined  in  the 
National  Contingency  Plan  (40  CFR  part 
300),  in  which  the  response  activity  is 
occurring. 

Response  plan  means  the  operator's 
core  plan  and  the  response  zone 
appendices  for  responding,  to  the 
maximum  extent  practicable,  to  a  worse 
case  discharge  of  oil.  or  the  substantial 
threat  of  such  a  discharge. 

Response  resources  means  the 
personnel,  equipment,  supplies,  and 
other  resources  necessary  to  conduct 
response  activities. 

Response  zone  means  a  geographic 
area  either  along  a  length  of  pipeline  or 
including  multiple  pipelines,  containing 
one  or  more  adjacent  line  sections,  for 
which  the  operator  must  plan  for  the 
deployment  of.  and  provide,  spill 
response  capabilities.  The  size  of  the 
zone  is  determined  by  the  operator  after 
considering  available  capability, 
resources,  and  geographic 
characteristics. 

Specified  minimum  yield  strength 
means  the  minimum  yield  strength, 
expressed  in  pounds  per  square  inch, 
prescribed  by  the  specification  under 
which  the  material  is  purchased  from 
the  manufacturer. 

Stress  level  means  the  level  of 
tangential  or  hoop  stress,  usually 
expressed  as  a  ]>ercentage  of  specified 
minimum  yield  strength. 

Worst  case  discharge  means  the 
largest  foreseeable  discharge  of  oil. 
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including  a  discharge  h-om  fire  or 
explosion.  in  adverse  weather 
conditions.  This  volume  wiltbe 
determined  by  each  pipeline  operator 
for  each  response  zone  and  is  calculated 
according  to  §  194.105. 

S 1 94.7    Operating  restrlctiona  and  interim 
openrting  authorization. 

(a)  After  February  18. 1993,  an 
operator  of  a  pipeline  for  which  a 
response  plan  is  required  under 

§  194.101,  may  not  handle,  store,  or 
transport  oil  in  that  pipeline  imless  the 
operator  has  submitted  a  response  plan 
meeting  the  requirements  of  this  part. 

(b)  AAer  August  18, 1993,  an  operator 
must  operate  its  onshore  pipeline 
facilities  in  accordance  with  the 
applicable  response  plan. 

(c)  After  August  18, 1993,  the  operator 
of  a  pipeline  line  section  described  in 

§  194.103(c),  may  continue  to  operate 
the  pipeline  for  two  years  after  the  date 
of  submission  of  a  response  plan, 
pending  approval  or  disapproval  of  that 
plan,  only  if  the  operator  has  submitted 
the  certification  required  by 
§  194.119(e). 

Subpart  B — Response  Plans 

§194.101    Operators  required  to  submit 
plan*. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  or  unless  RSPA  grants 
a  request  from  the  OSC  to  require  an 
operator  of  the  following  pipelines  to 
submit  a  response  plan  or  the  pipeline 

is  covered  by  §  194.103,  each  operator  of 
an  onshore  pipeline  facility  shall 
prepare  a  response  plan  and  submit  the 
response  plan  to  RSPA,  as  provided  in. 
§194.119. 

(b)  Exception.  An  operator  need  not 
submit  a  response  plan  for: 

(1)  A  pipeline  that  is  6%  inches  or 
less  in  outside  nominal  diameter,  is  10 
miles  or  less  in  length,  and  all  of  the 
following  conditions  apply  to  the 
pipeline: 

(i)  The  pipeline  has  not  experienced 
a  release  greater  than  1,000  barrels 
within  the  previous  five  years, 

(ii)  The  pipeline  has  not  experienced 
at  least  two  reportable  releases,  as 
defined  in  $  195.50,  within  the  previous 
five  years, 

(iii)  A  pipeline  containing  any  electric 
resistance  welded  pipe,  manufactured 
prior  to  1970,  does  not  operate  at  a 
Oiaximum  operating  pressure 
established  under  §  195.406  that 
corresponds  to  a  stress  level  greater  than 
50  percent  of  the  specified  minimimi 
yield  strength  of  the  pipe,  and 

(iv)  The  pipeline  is  not  in  proximity 
to  navigable  waters,  public  drinking 
water  intakes,  or  environmentally 
sensitive  areas. 


(2)(i)  A  line  section  that  is  greater 
than  6V8  inches  in  outside  nominal 
diametOT  and  is  greater  than  10  miles  in 
length,  where  the  operator  determines 
that  it  is  unlikely  that  the  worst  case 
discharge  from  any  point  on  the  line 
section  would  adversely  affect,  within 
12  hours  after  the  initiation  of  the 
discharge,  any  navigable  waten,  public 
drinking  water  intake,  or 
environmentally  sensitive  areas. 

(ii)  A  line  section  that  is  6^%  Inches 
or  less  in  outside  nominal  diameter  and 
is  10  miles  or  less  in  length,  where  the 
operator  determines  that  it  is  unlikely 
that  the  worst  case  discharge  &om  any 
point  on  the  line  section  would 
adversely  affect,  within  4  hours  after  the 
initiation  of  the  discharge,  any 
navigable  waters,  public  drinking  water 
intake,  or  environmentally  sensitive 
areas. 

§194.103    Significant  and  sulMtandal 
harm;  operator's  statement 

(a)  Each  operator  shall  submit  a 
statement  with  its  response  plan,  as 
required  by  §§  194.107  and  194.113. 
identifying  which  line  sections  in  a 
response  zone  can  be  expected  to  cause 
significant  and  substantial  harm  to  the 
environment  in  the  event  of  a  discharge 
of  oil  into  or  on  the  navigable  waters  or 
adjoining  shorelines. 

(b)  If  an  operator  exp>ects  a  line 
section  in  a  response  zone  to  cause 
significant  and  substantial  harm,  than 
the  entire  response  zone  must,  for  the 
purpose  of  response  plan  review  and 
approval,  be  treated  as  if  it  is  expected 
to  cause  significant  and  substantial 
harm.  However,  an  operator  will  not 
have  to  submit  sepiarate  plans  for  each 
line  section. 

(c)  A  line  section  can  be  expected  to 
cause  significant  and  substantial  harm 
to  the  environment  in  the  event  of  a 
discharge  of  oil  into  or  on  the  navigable 
waters  or  adjoining  shorelines  if;  the 
pipeline  is  greater  than  6Vti  inches  in 
outside  nominal  diameter,  greater  than 
10  miles  in  length,  and  the  line 
section — 

(1)  Has  experienced  a  release  greater 
than  1.000  barrels  within  the  previous 
five  years, 

(2)  Has  experienced  two  or  mote 
reportable  releases,  as  defined  in 

§  195.50,  within  the  previous  five  years, 

(3)  Containing  any  electric  resistance 
welded  pipe,  manufactured  prior  to 
1970.  operates  at  a  maximum  operating 
pressure  established  under  §  195.406 
that  corresponds  to  a  stress  level  greater 
than  50  percent  of  the  specified 
minimum  yield  strength  of  the  JPlpe. 

(4)  Is  located  within  a  five-mue  radius 
of  potentially  affected  pubUc  drinking 
water  intakes  and  could  reasonably  be 


expected  to  reach  puUic  drinking  water 
intakes,  or 

(5)  Is  located  within  a  one-mile  radius 
of  potentially  affected  environmentally 
sensitive  areas,  and  could  reasonably  be 
expected  to  reach  these  areas. 


1194.105    Worst  case  discharge. 

(a)  Each  operator  shall  determine  the 
worst  case  discharge  for  each  of  its 
response  zones  and  provide  the 
methodology,  including  calculations, 
used  to  arrive  at  the  volume. 

(b]  The  worst  case  discharge  is  the 
largest  volume,  in  barrels,  of  the 
following: 

(1)  The  pipeline's  maximtun  release 
time  in  hours,  plus  the  maximum 
shutdown  response  time  in  hours  (based 
on  historic  discharge  data  or  in  the 
absence  of  such  historic  data,  the 
operator's  best  estimate),  multiplied  by 
the  maximum  flow  rate  expressed  in 
barrels  per  hour  (based  on  the  maximum 
daily  capacity  of  the  pipeline),  plus  the 
largest  line  drainage  volume  after 
shutdown  of  the  line  section(s)  in  the 
response  zone  expressed  in  barrels;  or 

(2)  The  largest  hireseeable  discharge 
for  the  line  section(s)  within  a  response 
zone,  expressed  in  barrels,  based  on  the 
maximimi  historic  discharge,  if  one 
exists,  adjusted  for  any  subsequent 
corrective  or  preventive  action  taken;  or 

(3)  If  the  response  zone  contains  one 
or  more  breakout  tanks,  the  capacity  of 
the  single  largest  tank  or  battery  of  tanks 
within  a  single  secondary  containment 
system,  adjusted  for  the  capacity  or  sire 
of  the  secondary  containment  system, 
expressed  in  barrels. 

S  194.107    General  responss  plan 
rsquirements. 

(a)  Each  response  plan  must  plan  for 
resources  for  responding,  to  the 
maximum  extent  practicable,  to  a  worst 
case  discharge,  and  to  a  substantial 
threat  of  such  a  discharge. 

(b)  Each  response  plan  must  be 
written  in  English  and  also,  if 
applicable,  in  a  language  that  is 
understood  by  the  personnel 
responsible  for  carrying  out  the  plan. 

(c)  Each  resp>onse  plan  must  be 
consistent  with  the  National 
Contingency  Plan  (NCP)  (40  CFR  part 
300]  and  each  applicable  Area 
Contingency  Plan  (ACP).  An  operator 
must  certify  that  it  has  reviewed  the 
NCP  and  each  applicable  ACP  and  that 
its  response  plan  is  consistent  with  the 
existing  NCP  and  each  existing 
applicable  ACP. 

(d)  Eadi  response  plan  must  include: 
(1)  A  core  plan  consisting  of— 

(i)  An  information  summary  as 
reouired  in  §  194.113. 

(ii)  Immediate  notification 
procedures. 
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(iii)  Spill  detection  and  mitigation 
procedures, 

(iv)  The  name,  address,  and  telephone 
number  of  the  oil  spill  response 
organization,  if  appropriate, 

(v)  Response  activities  and  response 
resources, 

(vi)  Names  and  telephone  numbers  of 
Federal,  state  and  local  agencies  which 
the  operator  expects  to  have  pollution 
control  responsibilities  or  support, 

(vii)  Training  procedures, 

(viii)  Equipment  testing, 

(ix)  Drill  types,  schedules,  and 
procedures,  and 

(x)  Plan  review  and  update 
procedures;  and 

(2)  An  appendix  for  each  response 
zone.  Each  response  zone  appendix 
must  include  the  information  required 
in  paragraph  (d)(1)  (i)-(ix)  of  this 
section  that  is  specific  to  the  response 
zone  and  the  worst  case  discharge 
calculations. 

f  194.109    Submission  of  ttst*  rMpooM 
plan*. 

(a)  In  lieu  of  submitting  a  response 
plan  required  by  §  194.103,  an  operator 
may  submit  a  response  plan  that 
complies  with  a  state  law  or  regulation, 
if  the  state  law  or  regulation  requires  a 
plan  that  provides  equivalent  or  greater 
spill  protection  than  a  plan  required 
under  this  part. 

(b)  A  plan  submitted  under  this 
section  must 

(1)  Have  an  information  summary 
required  by  §194.113; 

(2)  Name  the  qualified  individual;  and 

(3)  Ensure  through  contract  or  other 
approved  means  the  necessary  private 
personnel  and  equipment  to  respond  to 
a  worst  case  discharge  or  a  substantial 
threat  of  such  a  discharge. 

f  194.1 1 1    RMponse  plan  retention. 

(a)  Each  operator  shall  maintain 
relevant  portions  of  its  response  plan  at 
the  following  locations: 

(1)  The  response  plan  at  the  operator's 
headquarters: 

(2)  The  core  plan  and  relevant 
response  zone  appendices  for  each  line 
section  whose  pressure  may  be  affected 
by  the  operation  of  a  particular  pump 
station,  at  that  pump  station;  and 

(3)  The  core  plan  and  televant 
response  zone  appendices  at  any  other 
locations  where  response  activities  may 
he  conducted. 

(b)  Each  operator  shall  provide  a  copy 
of  its  response  plan  to  each  qualified 
individual. 

f  194.1 13    Information  sunMnary. 

(a)  The  information  summary  for  the 
core  plan,  required  by  §  194.107,  must 
include: 


(1)  The  name  and  address  of  the 
operator;  and 

(2)  For  each  response  zone  which 
contains  one  or  more  line  sections  that 
meet  the  criteria  for  determining 
significant  and  substantial  harm  as 
described  in  §  194.103.  a  listing  and 
description  of  the  response  zones, 
inducing  county (s)  and  statels). 

(b)  The  information  summary  for  the 
response  zone  appendix,  required  in 
§  194.107,  must  include: 

(1)  The  information  summary  for  the 
core  plan; 

(2)  The  name  and  telephone  number 
of  the  qualified  individual  available  on 
a  24-hour  basis; 

(3)  The  description  of  the  response 
zone,  including  county(s)  and  state(s), 
for  those  zones  in  which  a  worst  case 
discharge  could  cause  substantial  harm 
to  the  environment; 

(4)  A  list  of  line  sections  for  each 
pipeline  contained  in  the  response  zone, 
identified  by  milepost  or  survey  station 
number,  or  other  operator  designation; 

(5)  The  basis  for  the  operator's 
determination  of  significant  and 
substantial  harm;  and 

(6)  The  type  of  oil  and  volume  of  the 
worst  case  discharge. 

S  194.1  IS    Response  rasourcas. 

(a)  Each  operator  shall  identify  and 
ensiue,  by  contract  or  other  approved 
means,  the  resources  necessary  to 
Temove,  to  the  maximum  extent 
practicable,  a  worst  case  discharge  and 
to  mitigate  or  prevent  a  substantial 
threat  of  a  worst  case  discharge. 

(b)  An  operator  shall  identify  in  the 
response  plan  the  response  resources 
which  are  available  to  respond  within 
the  time  specified,  after  discovery  of  a 
worst  case  discharge,  or  to  mitigate  the 
substantial  threat  of  such  a  discharge,  as 
follows: 
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1194.117    Training. 

(a)  Each  operator  shall  conduct 
training  to  ensure  that: 

(1)  All  personnel  know — 
(i)  Their  responsibilities  under  the 

response  plan, 

(li)  The  name  and  address  of,  and  the 
procedure  for  contacting,  the  operator 
on  a  24-hour  basis,  and 

(iii)  The  name  of,  and  procedtires  for 
contacting,  the  qualified  individual  on  a 
24-hour  basis; 

(2)  Reporting  personnel  know — 
(i).The  content  of  the  information  summary 

of  the  response  plan, 

(ii)  The  toll-free  telephone  number  of 
the  National  Response  Center,  and 


(iii)  The  notification  nrocess;  and 

(3)  Personnel  engaged  in  response 
activities  know — 

(i)  The  characteristics  and  hazards  of 
the  oil  discharged, 

(ii)  The  conditions  that  are  likely  to 
worsen  emergencies,  including  the 
consequences  of  facility  malfunctions  or 
failvues,  and  the  appropriate  corrective 
actions, 

(iii)  The  steps  necessary  to  control 
any  accidental  discharge  of  oil  and  to 
minimize  the  potential  for  fire, 
explosion,  toxicity,  or  environmental 
damage,  and 

(iv)  The  proper  firefighting 
procedures  and  use  of  equipment,  fire 
suits,  and  breathing  apparatus. 

(b)  Each  operator  shall  maintain  a 
training  record  for  each  individual  that 
has  been  trained  as  required  by  this 
section.  These  records  must  be 
maintained  in  the  following  manner  as 
long  as  the  individual  is  assigned  duties 
under  the  response  plan: 

(1)  Records  for  operator  persoimel 
must  be  maintained  at  the  operator's 
headquarters;  and 

(2)  Records  for  personnel  engaged  in 
response,  other  than  operator  personnel, 
shall  be  maintained  as  determined  by 
the  operator. 

(c)  Nothing  in  this  section  relieves  an 
operator  from  the  responsibility  to 
ensure  that  all  response  personnel  are 
trained  to  meet  the  Occupational  Safety 
and  Health  Administration  (OSHA) 
standards  for  emergency  response 
operations  in  29  CTR  1910.120, 
including  volunteers  or  casual  laborers 
employed  during  a  response  who  are 
subject  to  those  standards  pursuant  to 
40  CFR  part  311. 

$194,119    SutMnlasion  and  approval 
procaduraa. 

(a)  Each  operator  shall  submit  two 
copies  of  the  response  plan  reqxiired  by 
this  part.  Copies  of  the  response  plan 
shall  be  submitted  to:  Pipeline  Response 
Plans  Officer,  Research  and  Special 
Programs  Administration,  Department 
of  Transportation,  400  Seventh  Street, 
SW.,  Washington.  DC  20590-0001. 

(b)  If  RSPA  determines  that  a  response 
plan  requiring  approval  does  not  meet 
all  the  requirements  of  this  part,  RSPA 
will  notify  the  operator  of  any  alleged 
deficiencies,  and  to  provide  die  operator 
an  opporttmity  to  respond,  including 
the  opportimity  for  an  informal 
conference,  on  any  proposed  plan 
revisions  and  an  opportunity  to  correct 
any  deficiencies. 

(c)  An  operator  who  disagrees  with 
the  RSPA  determination  that  a  plan 
contains  alleged  deficiencies  may 
petition  RSPA  for  reconsideration 
within  30  days  from  the  date  of  receipt 
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of  RSPA's  notice.  After  considering  all 
relevant  material  presented  in  writing  ox. 
at  an  informal  conference,  RSPA  will 
notify  the  operator  of  its  final  decision. 
The  operator  must  comply  with  the  final 
decision  within  30  days  of  issuance 
unless  RSPA  allows  additional  time. 

(d)  For  those  response  zones  of 
pipelines,  described  in  §  194.103(c),  that 
could  reasonably  be  expected  to  cause 
significant  and  substantial  harm,  RSPA 
will  approve  the  response  plan  if  RSPA 
determines  that  the  response  plan  meets 
all  requirements  of  this  part,  and  the 
OSC  raises  no  objection. 

(e)  If  RSPA  has  not  approved  a 
response  plan  for  a  pipeline  described 
in  §  194.103(c),  the  operator  may  submit 
a  certification  to  RSPA  by  July  18, 1993, 
that  the  operator  has  obtained,  through 
contract  or  other  approved  means,  the 
necessary  private  personnel  and 
equipment  to  respond,  to  the  maximum 
extent  practicable,  to  a  worst  case 
discharge  or  a  substantial  threat  of  such 
a  discharge.  The  certificate  must  be 
signed  by  the  qualified  individual  or  an 
appropriate  corporate  officer. 

(f)  If  RSPA  receives  a  request  from  an 
OSC  to  review  a  response  plan,  RSPA 
may  require  an  operator  to  provide  a 
copy  of  the  response  plan  to  the  OSC. 
If  an  OSC  recommends  that  an  operator 
not  previously  required  to  submit  a  plan 
to  RSPA,  should  submit  one,  RSPA  will 
require  the  operator  to  prepare  and 
submit  a  response  plan  and  send  a  copy 
to  the  OSC. 

§  194.121    Response  plan  review  and 
update  procedure*. 

(a)  Each  operator  shall  review  its 
response  plan  at  least  every  three  years 
from  the  date  of  submission  and  modify 
the  plan  to  address  new  or  different 
operating  conditions  or  information 
included  in  the  plan. 

(b)  If  a  new  or  different  operating 
condition  or  information  would 
substantially  affect  the  implementation 
of  a  response  plan,  the  operator  must 
immediately  modify  its  response  plan  to 
address  such  a  change  and,  within  30 
days  of  making  such  a  change,  submit 
the  change  to  RSPA.  Examples  of 
changes  in  operating  conditions  that 
would  cause  a  significant  change  to  an 
operator's  response  plan  are: 

(1)  An  extension  of  the  existing 
pipeline  or  construction  of  a  new 
pipeline  in  a  response  zone  not  covered 
by  the  previously  approved  plan; 

(2)  Relocation  or  replacement  of  the 
pipeline  in  a  way  that  substantially 
affects  the  information  included  in  the 
response  plan,  such  as  a  change  to  the 
worst  case  discharge  volume; 

(3)  The  type  '^oil  transported,  if  the 
type  affects  the  required  response 


resources,  such  as  a  change  from  crude 
oil  to  gasoline); 

(4)  The  name  of  the  oil  spill  removal 
organization; 

(5)  Emergency  response  procedures; 

(6)  The  qualified  individual; 

(7)  A  change  in  the  NCP  or  an  ACP 
that  has  significant  impact  on  the 
equipment  appropriate  for  response 
activities;  and 

(8)  Any  other  information  relating  to 
circumstances  that  may  afiect  full 
implementation  of  the  plan. 

(c)  If  RSPA  determines  that  a  change 
to  a  response  plan  does  not  meet  the 
requirements  of  this  part,  RSPA  will 
notify  the  operator  of  any  alleged 
deficiencies,  and  provide  the  operator 
an  opportimity  to  respond,  including  an 
opportunity  for  an  informal  conference, 
to  any  proposed  plan  revisions  and  an 
opportunity  to  correct  any  deficiencies. 

(d)  An  operator  who  disagrees  with  a 
determination  that  proposed  revisions 
to  a  plan  are  deficient  may  petition 
RSPA  for  reconsideration,  within  30 
days  from  the  date  of  receipt  of  RSPA's 
notice.  After  considering  all  relevant 
material  presented  in  writing  or  aN^he 
conference,  RSPA  will  notify  the 
operator  of  its  final  decision.  The 
operator  must  comply  with  the  final 
decision  within  30  days  of  issuance 
unless  RSPA  allows  additional  time. 

Appendix  A  to  Part  194 — Guidelines  for 
the  Preparation  of  Response  Plans 

This  appendix-provides  a  recommended 
form  for  the  preparation  and  submission  of 
response  plans  required  by  49  CFR  part  194. 
Operators  may  use  other  forms  provided  the 
form  chosen  provides  the  information 
required  by  49  CTR  part  194. 

Response  Plan:  Section  1.  Information 
Summary 

Section  1  would  include  the  following: 

(a)  For  the  core  plan: 

(1)  The  name  and  address  of  the  operator; 
and  ' 

(2)  For  each  response  zone  which  contains 
one  or  more  line  sections  that  meet  the 
criteria  for  determining  significant  and 
substantial  harm  as  described  in  §  194.103,  a 
listing  and  description  of  the  res{K)nse  zones, 
including  county(s)  and  state(s}. 

(b)  For  each  response  zone  appendix: 

(1)  The  information  summary  for  the  core 
plan; 

(2)  The  name  and  telephone  number  of  the 
qualified  individual,  available  on  a  24-bour 
basis; 

(3)  A  description  of  the  response  zone, 
including  county(s]  and  state(s)  in  which  a 
worst  case  discharge  could  cause  substantial 
harm  to  the  environment; 

(4)  A  list  of  line  sections  contained  in  the 
response  zone,  identified  by  milepost  or 
survey  station  number  or  other  operator 
designation. 

(5)  The  basis  for  the  operator's 
determination  of  significant  and  substantial 
harm;  and 


(6)  The  type  of  oil  and  volume  of  the  worst 
case  discharge. 

(c)  The  cartificatioQ  that  the  operator  hai 
obtained,  through  contract  or  other  approved 
means,  the  necessary  private  personnel  and 
equipment  to  respond,  to  the  maximum 
extent  practicable,  to  a  worst  case  discharge 
or  a  substantial  threat  of  such  a  discharge. 

Response  Plan:  Section  2.  Notification 
Procedures 

Section  2  would  include  the  following: 

(a)  Notification  requirements  that  apply  in 
each  area  of  operation  of  pipelines  covered 
by  the  plan,  including  applicable  State  or 
local  requirements; 

(b)  A  checklist  of  notifications  the  operator 
or  qualified  individual  is  required  to  make 
under  the  response  plan,  listed  in  the  order 
of  priority; 

(c)  Names  of  persons  (individuals  or 
organizations)  to  be  notified  of  a  discharge, 
indicating  whether  notification  is  to  be 
performed  by  operating  personnel  or  other 
personnel; 

(d)  Procedures  for  notifying  qualified 
individuals; 

(e)  The  primary  and  secondary 
communication  methods  by  which 
notifications  can  t>e  made;  and 

(f)  The  information  to  be  provided  in  the 
initial  and  each  follow-up  notification, 
including  the  following: 

(1)  Name  of  pipeline; 

(2)  Time  of  discharge; 

(3)  Location  of  discharge; 

(4)  Name  of  oil  involved; 

(5)  Reason  for  discharge  (e.g.,  material 
failure,  excavation  damage,  corrosion); 

(6)  Estimated  volume  of  oil  discharged; 

(7)  Weather  conditions  on  scene;  and 

(8)  Actions  taken  or  planned  by  persons  on 
scene. 

Response  Plan:  Section  3.  Spill  Detection  and 
On-Scene  Spill  Mitigation  Procedures 

Section  3  would  include  the  following: 

(a)  Methods  of  initial  discharge  detection; 

(b)  Procedures,  listed  in  the  order  of 
priority,  that  personnel  are  required  to  follow 
in  responding  to  a  pipeline  emergency  to 
mitigate  or  prevent  any  discharge  from  the 
pipeline; 

(c)  A  list  of  equipment  that  may  be  needed 
in  response  activities  on  land  and  navigable 
waters,  including — 

(1)  Transfer  hoses  and  connection 
equipment; 

(2)  Portable  pumps  and  ancillary 
equipment:  and 

(3)  Facilities  available  to  transport  and 
receive  oil  from  a  leaking  pipeline; 

(d)  Identification  of  the  availability, 
location,  and  contact  telephone  numbers  to 
5)btain  equipment  for  response  activities  on  a 

24-hour  basis;  and 

(e)  Identification  of  personnel  and  their 
location,  telephone  numbers,  and 
responsibilities  for  use  of  equipment  in 
response  activities  on  a  24-hour  basis. 

Response  Plan:  Section  4.  Response  Activities 

Section  4  would  include  the  following: 
(a)  Responsibilities  of,  and  actions  to  be 
taken  by,  operating  personnel  to  initiate  and 
supervise  response  actions  pending  the 
arrival  of  the  qualified  individual  or  other 
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response  mourcM  idmtified  in  the  response 

plan; 

(b)  The  qualified  individuars 
responsibilities  and  authority,  including 
notification  of  the  response  resources 
identified  ia  the  plan; 

(c)  Procedures  for  coordinating  the  actions 
of  the  operator  or  qualified  individual  with 
the  action  of  the  OSC  responsible  lor 
monitoring  or  directing  those  actions: 

(d)  Oil  spill  response  organizations 
available,  through  contract  or  other  approved 
means,  to  respond  to  a  worst  case  discharge 
to  the  maximum  extent  practicable:  and 

(e)  For  each  organization  identified  under 
paragraph  (d)  of  this  section,  a  listing  of: 

(1)  Equipment  and  supplies  available:  and 

(2)  Trained  personnel  necessary  to 
continue  operation  of  the  equipment  and 
staff  the  oil  spill  removal  organization  few  the 
first  7  days  of  the  response. 

Ffsponse  Plan:  Section  5.  List  of  Contacts 
Section  5  would  include  the  namos  and 
a.ldresses  of  the  following  individuals  or 
organizations,  with  telephone  numbers  at 
which  they  can  be  contacted  on  a  24-hour 
basis: 

(a)  A  list  of  persons  the  plan  requires  the 
operator  to  contact; 

(b)  Qualified  individuals  for  the  operator's 
dreas  of  operation; 

(c)  Applicable  insurance  representatives  or 
surveyors  for  the  operator's  areas  of 
operation;  and 

(d)  Persons  or  organizations  to  notify  for 
activation  of  response  resources. 

Fesponse  plan:  Section  6.  Training 
Procedures 

Section  6  would  include  a  description  of 
the  training  procedures  and  programs  of  the 
operator. 

Fesponse  plan:  Section  7.  Drill  Procedures 
Section  7  would  include  a  description  of 
the  drill  procedures  and  programs  the 
operator  uses  to  assess  whether  its  response 
plan  will  function  as  planned.  It  would 
include: 

(a)  Announced  and  unannounced  drills;   . 

(b)  The  types  of  drills  and  their 
frequencies.  For  example,  drills  could  be 
described  as  follows: 

(1)  Manned  pipeline  emergency  procedures 
and  qualified  individual  notification  drills 
conducted  quarterly. 

(2)  Drills  involving  emergency  actions  by 
assigned  operating  or  maintenance  personnel 
and  notification  of  the  qualified  individual 
on  pipeline  facilities  which  are  normally 
unmanned,  conducted  quarterly. 

(3)  Shore-based  spill  management  team 
tabletop  drills  conducted  yearly. 

(4)  Oil  spill  removal  organization  field 
equipment  deployment  drills  conducted 
ytsarly. 

(5)  A  drill  that  exercises  the  entire 
response  plan  for  each  response  zone,  would 
be  conducted  at  least  once  every  3  years. 


Response  plan:  Sectioe  8.  Oespoose  Plaa 

Review  and  Update  Procedures  J 

Section  8  would  include  the  following: 

(a)  Procedures  to  meet  §194.121;  and 

(b)  Procedures  to  review  the  plan  after  a 
worst  case  discharge  and  to  evaluate  and 
record  the  plan's  effectiveness. 

Response  plan:  Section  9.  Response  Zone 
Appendices. 

Each  response  zone  appendix  would 
provide  the  following  information: 

(a)  The  name  and  telephone  number  of  the 
qualified  individual: 

(b)  Notification  procedures; 

(c)  Spill  detection  and  mitigation 
procedures; 

(d)  Name,  address,  and  telephone  number 
of  oil  spill  response  organization; 

(e)  Response  activities  and  response 
resources  including — 

(1)  Equipment  and  supplies  necessary  to 
meetS19*HJ5,  and 

(2)  The  trained  personnel  necessary  to 
sustain  operation  of  the  equipment  and  to 
staff  the  oil  spill  removal  organization  and 
spill  management  team  for  the  first  7  days  of 
the  response; 

(fl  Names  and  telephone  numbers  of 
Federal,  state  and  local  agencies  which  the 
operator  expects  to  assume  pollution 
res[)onse  respionsibilities; 

(g)  The  worst  case  discharge  volume; 

(h)  The  method  used  to  determine  the 
worst  case  discharge  volume,  with 
calculations; 

(i)  A  map  that  clearly  shows — 

(1)  The  location  of  the  worst  case 
discharge,  and 

(2)  The  distance  between  each  line  section 
in  the  response  zone  and — 

(i)  Each  potentially  affected  public 
drinking  water  intake,  lake,  river,  and  stream 
within  a  radius  of  five  miles  of  the  line 
section,  and 

(ii)  Each  p>otentially  affected 
environmentally  sensitive  area  within  a 
radius  of  one  mile  of  the  line  section; 

(j)  A  piping  diagram  and  plan-profile 
drawing  of  each  line  section,  which  may  be 
kept  separate  from  the  response  plan  if  the 
location  is  identified;  and 

(k)  For  every  oil  transported  by  each 
pipeline  in  the  response  zone,  emergency 
response  data  that — 

(1)  Include  the  name,  description,  physical 
and  chemical  characteristics,  health  and 
safety  hazards,  and  initial  spill-handling  and 
fircfighting  methods;  and 

(2)  Meet  29  CFR  1910.1200  or  49  CFR 
172.602. 

Appendix  B  to  Part  194— High  Volume 
Areas 

As  of  January  5, 1993  the  following  areas 
are  high  volume  areas: 


Maior  rtvera 


Maiornwera 

Nearest  town  and  state 

Artiansas  River _... 

AikansM  Rtver  

N.  Uttle  Roctt,  AR. 
Jefiks.CIK. 

Artcansas  River  — ~ 

Black  Wantor  River  

Biacfc  Warrtof  River  

Biazoe  Rtver - 

Brazos  River 

Catawtia  Rtvar 

Cnanalxxx:hae  Riwar  — 

Coioado  River 

Colorado  Rtver „ 

Connecticut  Rtver 

Coosa  Rtver 

Cumbeitand  RIvar _.... 

IJalaiMare  River 

Delaware  River 

GHa  Rrver _ 

Grand  River 

illlrois  River 

lUinois  Rrver 

James  River 

Kankakee  River 

Kankakee  Rtver  _ 

Kankakee  River  

KentviCky  River  

Kentucky  River  

Maumee  River  _ 

Maumee  River 

Mississippi  River  ...„ 

Mississippi  Rrver 

Mississippi  River 

Mississippi  River 

Mississippi  River 

Mississippi  River 

Mlssiss()pi  River  — - 

Mississippi  River 

Mississippi  River 

Mississippi  River  .„ 

Mississippi  River „ 

Mississippi  River  ..„ 

Missouri  River 

Missouri  River  .„ 

Missouri  Rtver 

Missouri  River 

Nacties  River -. 

Olio  River  

OhK)  River  

Otik)  River  ..„ ~ 

Pascagoola  River  

Pascagoula  River 

Peail  River _ 

Peart  River _ 

Platte  River 

Poiornac  River 

Rappatiannock  River 

Raritan  flk/er  

Raritan  River  

Red  River  (o<  ttie  South) 

Red  River  (ol  ttie  Soutti) 

Red  River  (o(  the  Soutn) 

Red  River  (o(  the  South) 

Red  River  (o(  the  Nortti) 

Rio  Grande . — 

Sabine  River 

Sabine  River , 

Sabine  River 

Sabine  River 

Savannah  River 

Smokey  HUl  River 

Susquehanna  River 

Tenessee  River  

Wabash  River 

Wabash  River 

Wabash  River — 

White  River 

While  River 

Wisconsin 

Yukon  River 


NaaracI  town  and 


UMaRocii.Aa 
MouncMUa.  Al- 
Akion,  AL 
Glen  Rose,  TX 

Sea»y,TX. 
Mount  Hdy.Na 
Sandy  Springs,  GA. 
Yuma,  AZ. 
UiPaz,  AZ. 
I^ncaster,  NH. 
Vhwaftt.AL 
CtorksvNle,TM. 
Frenchtown.  NJ. 
Lower  Ctilchestar.  tU. 
Gila  Bend.  AZ. 
Bocwoith,  MO. 
Chittkx)tt>e,  H- 
Havanru.  U- 
Arvonta.  VA. 
Kankakee,  It- 
Soutti  Bend.  M. 
Wlhnlnglon,  IL. 
SaJvtsa,  KY. 
Worthville.  KY 
tTefiance,  OH. 
Toledq,  OH. 
Myrite  prove.  LA. 
Woodftver,  IL. 
Chester,  «_ 
Cape  Girardeau,  MO. 
Woodriver.  It_ 
St.  James.  LA. 
New  Roads,  LA 
Ball  Club.  MN. 
Mayersvilte.  MS. 
New  Roads,  LA. 
Quincy,  K^ 
R.  Madison,  lA. 
Waverty,  MO. 
St.  Josepti,  MO. 
WeWoo  Springs,  MO. 
New  Frankion.  MO 
Beaumor«,TX. 
Joppa,  IL. 
Cincinnati,  OH. 

Ower\sboio.  KY. 

Lucedale,  MS. 

Wiggins.  MS. 

Columbia,  MS. 

Oria,  TX. 

Ogaliala.  NE. 

Reston,  VA. 

Midland.  VA 

South  Bound  Brook.  NJ. 

Highland  PaiK  NJ. 

Harvia,  LA. 

Bonham,  TX. 

Dekalb,  TX. 

SenteO  Plantation,  LA. 

Wahpeton.  NO. 

Anthony,  NM. 

Edgewood,  TX. 

Leesvffle,  LA. 

Orange,  TX 

Echo,  TX. 

Hartwell,  GA. 

Abilene,  KS. 

DarHngton,  MD. 

New  JohnsonvWe,  TN. 

Harmony.  IN. 

Tene  Haute.  IN. 

ML  Carmel.  IL. 

Batesvitte,  AR. 

Grand  Glaise,  AR. 

Wisconsin  Rapids.  Wl 

Fairbanks,  AK. 


Other  Navigt 

Arthur  Kill  C 
Ckmk  Inlet,  A 
Freeport,  TX 
Los  Angelesy 
Port  Lavaca, 
San  Fransicc 


UMI 
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Other  Navigable  Waters 

Arthur  Kill  Channel,  NY 

Cook  Inlet,  AK 

Freeport,  TX 

Los  Angeles/Long  Beach  Haibor,  CA 

Port  Lavaca,  TX 

San  Fransico/San  Pablo  Bay.  CA 


Issued  in  Washington,  DC,  on  December 
28. 1992. 
AlanLRobertt, 

Acting  Administrator,  Research  and  Special 
Programs  Administration. 
(PR  Doc.  92-31866  Filed  12-30-92;  9:34  am] 
HLUNQ  CODE  4*1»-M-M 
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Proposed  Rules 


Federal  Register 

Vol.  58.  No.  2 

Tuesday,  January  5,  1993 


This  secton  o«  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  Interested 
persons  an  opportunity  to  participate  in  tt>e 
rule  making  priof  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

Animal  and  Plant  Health  Inspection 
Service 

7  CFR  Part  354 
piociwt  No.  92-157-1] 

User  Fees— Calculation  of  Fees 
Charged  by  States  for  Issuance  of 
Phytosanitary  Certificates 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Proposed  rule. 

SUMMARY:  We  are  proposing  to  amend 
the  regulations  concerning  user  fees  for 
export  certification  of  plants  and  plant 
products,  by  providing  an  alternative 
method  of  calculating  the  fees  States 
may  charge  when  States  issue  Federal 
phytosanitary  certificates.  The 
regulations  currently  provide  guidelines 
for  States  to  calculate  a  "cost  per 
certificate"  fee.  Some  States  have 
brought  it  to  our  attention  that  they 
would  prefer  to  calculate  fees  on  a  "cost 
per  hour"  basis.  We  believe  that  a  "cost 
per  hour"  fee  is  also  an  appropriate  way 
of  charging  for  the  issuance  of 
phytosanitary  certificates.  We  are 
therefore  proposing  to  add  guidelines 
for  States  to  calculate  a  "cost  per  hour" 
fee  for  the  issuance  of  Federal 
phyiosanilary  certificates. 
DATES:  Consideration  will  be  given  only 
to  comments  received  on  or  before 
March  8. 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief, 
Regulatory  Analysis  and  Development, 
PPD.  APHIS,  USDA,  room  804.  Federal 
Building.  6505  Belcrest  Road, 
Hyattsville,  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
157-1.  Comments  received  may  be 
inspected  at  USDA.  room  1141,  South 
Building.  14th  Street  and  Independence 
Avenue  SW..  Washington.  DC,  tjetween 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  WFORMATtON  CONTACT:  Mr. 
Don  R.  Thompson,  Operations  Officer, 


Port  Operations,  PPQ,  APHIS.  USDA. 
room  638,  Federal  Building,  6505 
Belcrest  Road.  Hyattsville,  MD  20782. 
(301) 436-8646. 

SUPPLEMENTARY  INFORMATION: 

Background 

In  a  final  rule  published  in  the 
Federal  Register  on  January  9, 1992, 
and  effective  on  February  9. 1992  (57  FR 
755-773.  Docket  No.  91-135).  we 
amended  the  regulations  in  7  CFR  part 
354  (referred  to  below  as  the 
regulations)  to,  among  other  things, 
impose  user  fees  for  the  issuance  of 
phytosanitary  certificates  for  the  export 
of  plants  and  plant  products. 
Phytosanitary  certificates  are  issued  in 
accordance  with  7  U.S.C.  147a  and 
regulations  in  7  CFR  part  353,  and  they 
certify  agricultural  products  as  being 
fi«e  from  plant  pests,  according  to  the 
phytosanitary  requirements  of  the 
foreign  countries  to  which  the  plants  or 
plant  products  may  be  exported  or  to 
the  freedom  from  exposure  to  plant 
pests  while  in  transit  through  the 
United  States.  These  certificates  must  be 
issued  in  accordance  with  7  CFR  part 
353  to  be  accepted  in  international 
commerce. 

The  proposed  rule  on  which  that  final 
rule  was  based  was  published  on 
August  7. 1991  (56  FR  37481-37499. 
Docket  No.  91-021).  In  that  proposal. 
we  explained  that  in  some  States  certain 
State  employees  are  designated  to  issue 
Federal  phytosanitary  certificates. 
Designated  State  employees  issue 
approximately  47  percent  of  all 
phytosanitary  certificates  issued  in  the 
United  States  for  the  export  of  plants 
and  plant  products.  These  State 
inspectors  are  vital  to  the  success  of  our 
certification  program.  There  are  more 
State  inspectors  than  Animal  and  Plant 
Health  Inspection  Service  (APHIS) 
inspectors,  and  in  many  instances.     ^ 
including  in  remote  portions  of  the 
country,  they  are  able  to  provide 
services  more  efficiently. 

As  provided  in  the  regulations,  when 
an  APHIS  employee  conducts  the 
inspection  and  signs  the  phytosanitary 
certificate,  the  user  is  required  to  pay 
the  applicable  APHIS  user  fee.  However, 
if  a  designated  State  employee  conducts 
the  inspection  and  signs  the 
phytosanitary  certificate,  we  do  not 
charge  the  APHIS  user  fee  because 
APHIS  is  not  providing  any  service  to 

the  user.  The  State,  if  it  wishes,  may 


charge  a  State  fee  to  cover  the  cost  of 
providing  its  services.  The  regulations 
include  guidelines  which  the  State  must 
follow  in  order  to  establish  such  fees. 
These  guidelines  require  States  to 
calculate  a  "cost  per  certificate"  fee  for 
the  issuance  of  phytosanitary 
certificates,  and  are  the  same  guidelines 
used  in  the  calculation  of  APHIS  fees. 
To  calculate  a  "cost  per  certificate"  fee. 
the  States  must: 

(1)  Estimate  the  annual  number  of 
certificates  to  be  issued; 

(2)  Determine  the  total  cost  of  issuing 
certificates;  and 

(3)  Divide  the  cost  of  issuing 
certificates  by  the  estimated  number  of 
certificates  to  be  issued  to  obtain  a 
"raw"  fee. 

The  State  may  round  the  "raw"  fee  up 
to  the  nearest  quarter,  if  necessary,  for 
ease  of  calculation,  collection,  or  billing. 

When  determining  the  total  cost  of 
issuing  certificates,  States  may  include 
delivery,  support,  and  administrative 
costs.  Delivery  costs  are  costs  such  as 
employee  salary  and  benefits, 
transportation,  per  diem,  travel, 
purchases  of  specialized  equipment, 
and  user  fee  costs  associated  with 
maintaining  field  offices.  Support  costs 
are  similar  costs  at  supervisory  levels, 
and  user  fee  costs  such  as  training, 
automated  data  processing,  public 
affairs,  enforcement,  legal  services, 
communications,  postage,  budget  and 
accounting  services,  and  payroll 
purchasing,  billing,  and  collection 
services.  Administration  costs  are  any 
additional  costs  the  States  incur  as  a 
direct  result  of  collecting  and 
monitoring  Federal  certificates. 

At  the  time  that  we  proposed 
guidelines  for  calculating  the  "cost  per 
certificate"  fee.  we  did  not  receive  any 
comments  alerting  us  that  another 
method  of  calculation  is  preferred  by 
some  States.  However,  since  the 
regulations  have  been  in  effect,  it  has 
come  to  our  attention  that  certain  States 
prefer  to  use  a  different  method  of 
calculating  fees  than  the  "cost  per 
certificate"  method  provided  in  the 
regulations.  This  method  is  not  the  same 
as  that  used  by  APHIS  in  the  calculation 
of  APHIS  fees.  However,  in  some  cases, 
States  were  charging  a  "cost  per  hour" 
fee  prior  to  the  implementation  of  the 
regulations,  and  it  would  be  helpful  for 
them  to  be  able  to  do  so.  APHIS  believes 
that  the  "cost  per  hour"  calculation  is 
also  appropriate  for  the  establishment  of 
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user  fees.  We  are  therafora  proposing  to 
add,  as  an  altematiTe,  guidelines  for  the 
calculation  of  a  "cost  per  hour"  fee, 
according  to  the  foe-setting  method 
preferred  by  some  States  that  issue 
Federal  {^ytosanitary  certificates. 

To  establish  the  "cost  per  hour"  fee, 
the  States  would  have  to: 

(1)  Estimata  the  annual  number  of 
hours  taken  to  issue  phytosanitary 
certificates; 

(2)  Determine  the  total  cost  of  issuing 
phytosanitary  certificates:  and 

13)  Divide  the  cost  of  issuing 
phytosanitary  certificates  by  the 
estiraated  number  of  hours  taken  to 
issue  phytosanitary  certificates,  to 
obtain  a  "cost  per  hour"  fee. 

The  State  could  round  the  "cost  per 
hour"  fee  up  to  the  nearest  quarter,  if 
necessary  for  ease  of  calculabon, 
collection,  or  billing. 

When  determining  the  total  cost  of 
issuing  certificates,  States  could  include 
delivery,  support,  and  administrative 
costs.  Delivery,  support,  and 
administrative  costs  would  be  the  same 
as  those  used  in  the  calculation  of  a 
"cost  per  certificate"  fee.  Likewise, 
when  calculating  the  total  number  of 
hours  taken  to  issue  phytosanitary 
certificates.  States  could  include 
delivery,  support,  and  administrative 
hours.  Delivery  hours  are  hours  taken  by 
the  inspector  to  issue  the  certificate, 
including  travel  time,  inspection  time, 
and  time  taken  to-complete  paperwork. 
Support  hours  are  similar  hours  taken  at 
supervisory  levels,  as  well  as  hours 
taken  in  training,  automated  data 
processing,  enforcement,  legal  services, 
communications,  budgeting  and 
accounting,  payroll  purchasing,  billing, 
and  collecting.  Administrative  hours  are 
any  additional  hours  taken  as  a  direct 
result  of  collecting  and  monitoring 
Federal  certificates. 

As  explained  above,  the  States' 
participation  in  this  program  is  vital  to 
its  success.  To  ensure  that  United  States 
plants  and  plant  products  move  in 
international  commerce,  it  is  in  the 
pubbc's  interest  that  APHIS  cooperate 
with  States  to  ensure  that  phytosanitary 
certificates  are  issued.  For  this  reason, 
we  believe  that  offering  States  an 
additional  option  for  the  calculation  of 
user  fees  for  the  issuance  of 
phytosanitary  certificates  is  warranted, 
as  the  addition  would  encourage  States 
to  continue  participating  in  the 
program.  Therefore,  we  are  proposing  to 
amend  §  354.3(g)(4)  to  provide,  as  a 
alternative,  guidelines  for  the 
calculation  of  a  "cost  per  hour"  fee  that 
States  may  charge  when  States  issue 
Federal  phytosanitary  certificates. 

In  addition,  we  are  proposing  to  make 
a  nonsubstantive  editorial  change  in 


§  354.4.  paragraf^  (a)(3),  by 
rede»gnating  footnote  2  and  the 
reference  to  it  as  footnote  1. 

Executive  Order  12291  and  Regul^ory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
confonnu)ce  with  Executive  Order 
12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  proposed  rule,  if  adoprted,  would 
have  an  effect  on  the  economy  of  less 
that  $100  million:  would  not  cause  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal.  State,  or  local  government 
agencies,  or  geographic  regicms;  and 
would  not  cause  a  significant  adverse 
efliect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United" States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
maricets. 

This  proposed  rule,  if  adopted,  would 
provide  guidelines  for  the  establishment 
of  fees  on  a  "cost  per  hour"  basis  for 
States  which  wish  to  charge  a  fee  for 
issuance  of  Federal  phytosanitary 
certificates.  As  explained  above,  the 
regulations  already  allow  States  to 
charge  user  fees  for  the  issuance  of 
Federal  phytosanitary  certificates  on  a 
"cost  per  certificate"  basis. 

APHIS  estimates  that  only 
approximately  five  States  would  opt  to 
use  the  "cost  per  hour"  fee.  In  these 
States,  the  fees  collected  from  each 
exporter  may  differ  fi"om  the  present  fee 
collected,  depending  on  the  scenario. 
For  example,  the  time  taken  by  an 
inspector  to  issue  a  block  of 
phytosanitary  certificates  is  not 
significantly  longer  than  the  time  taken 
by  an  inspector  to  issue  a  single 
phytosanitary  certificate.  Therefore,  the 
cost  per  hour  fee  for  the  exporter 
receiving  a  block  of  phytosanitary 
certificates  would  be  less  than  the  fee  on 
a  cost  per  certificate  basis.  As  another 
example,  it  might  happen  that  an 
inspector  would  have  to  travel  a 
considerable  distance  to  inspect  a 
shipment  and  issue  a  single 
phj'tosanitary  certificate.  The  cost  per 
hour  fee  for  this  service  would  be 
greater  than  the  cost  per  hour  fee  for  a 
shipment  located  closer  to  the 
inspector's  workplace.  According  to 
these  scenarios,  the  fee  charged  may  be 
lower  in  some  instances  and  may  be 
higher  in  other  instances. 

However,  APHIS  does  not  believe  that 
calculation  on  a  "cost  per  hour"  basis 
would  significantly  change  the  total  fees 
collected  by  each  State,  because  the 
same  delivery,  support,  and 


administrative  factors  would  be  used  to 
calculate  the  fee.  In  the  end,  we  estimate 
that  the  total  fees  collected  annually 
would  be  approximatriy  the  s^ne.        ■     ^ 

Most  small  entities  that  currently  pay 
user  fees  to  States  for  the  issuance  of 
Federal  ph3rto6anitary  certificates  are 
exporters  of  non-conunercial  and  low 
value  shipments,  and  would  not  likely 
be  affected  by  this  proposed  rule. 
Issuing  a  phytosanitary  certificate  for  a 
commercial  shipment  generally  requires 
inspectors  to  travel  to  the  inspection 
site.  It  also  generally  requires  them  to 
inspect  larger  shipments,  whidi  takes 
more  time.  Because  exporters  of  non- 
commercial and  low  value  shipments 
usually  bring  their  items  to  the  office  to 
be  inspected,  they  would  not  be  charged 
for  any  travel  time.  Also,  their 
shipments  usually  take  less  time  to 
inspect  than  a  commercial  shipment. 
Therefore,  their  fees  would  remain 
lower  than  the  fees  charged  for 
inspection  of  commercial  shipments,  to 
reflect  the  amount  of  services  they 
would  receive. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
under  No.  10.025  and  is  subject  to 
Executive  Order  12372.  which  requires 
intergovernmental  consultation  with 
Stale  and  local  officials.  (See  7  CTR  part 
3015,  subpart  V.) 

Executive  Order  1277S 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  If  this  proposed  rule  is 
adopted:  (1)  All  State  and  local  laws  and 
regulations  that  are  inconsistent  with 
this  rule  will  be  preempted:  (2)  no 
retroactive  effect  will  he  given  to  this 
rule;  and  (3)  administrative  proceedings 
will  not  be  required  before  parties  may 
file  suit  in  court  challenging  this  rule. 

Paperwork  Reduction  Act 

This  document  contains  no 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

Regolatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  di.<scretion 
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pennits.  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  understand,  use.  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28. 1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 
List  of  Subjects  in  7  CFR  Fart  354 

Exports,  Government  employees. 
Imports,  Plant  diseases  and  pests. 
Quarantine,  Reporting  and 
recordkeeping  requirements.  Travel  and 
transportation  expenses. 

Accordingly,  we  propose  to  amend  7 
CFR  part  354  as  follows: 

PART  354— OVERTIME  SERVICES 
RELATING  TO  IMPORTS  AND 
EXPORTS;  AND  USER  FEES 

1.  The  authority  citation  for  part  354 
would  continue  to  read  as  follows: 

Authority:  7  U.S.C  2260,  21  U.S.C  136 
and  136a;  49  U.S.C  1741:  7  CPR  2.17.  2.51. 
and  371.2(c). 

2.  In  §  354.3,  paragraph  (g)(4)  would 
be  revised  to  read  as  follows: 

S  354.3    User  fe««  for  certain  intematiorwl 
••rviees. 


(B)  Determine  the  total  cost  of  issuing 
certificates  by  adding  together  delivery,* 
support,'  and  administrative*  costs;  and 

(C)  Divide  the  cost  of  issuing 
certificates  by  the  estimated  number  of 
certificates  to  be  issued  to  obtain  a 
"raw"  fee.  The  State  may  round  the 
"raw"  fee  up  to  the  nearest  quarter,  if 
necessary  for  ease  of  calculation, 
collection,  or  billine;  or 

(ii)  Calculation  of  a  "cost  per  hour" 
fee.  The  State  must: 

(A)  Estimate  the  annual  number  of 
hours  taken  to  issue  certificates  by 
adding  together  delivery,  support,  and 
administrative  hours; 

(B)  Determine  the  total  cost  of  issuing 
certificates  by  adding  together  delivery, 
support,  and  administrative  costs;  and 

(C)  Divide  the  cost  of  issuing 
certificates  by  the  estimated  number  of 
hours  taken  to  issue  certificates  to 
obtain  a  "cost  per  hour"  fee.  The  State 
may  round  the  "cost  per  hour"  fee  up 
to  the  nearest  quarter,  if  necessary  for 
ease  of  calculation,  collection,  or  billing. 
•        •        •        •        • 

§354.4    [Amended] 

3.  In  §  354.4.  paragraph  (a)(3), 
footnote  2  and  the  reference  to  it  would 
be  redesignated  as  footnote  1. 

Done  in  Washington.  DC.  this  30th  day  of 
December  1992. 
Lonnie  J.  King, 

Acting  Administrator.  Animal  and  Plant 
Health  Inspection  Service. 
|FR  Doc.  93-67  Filed  1-4-93;  8:45  ami 
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(g)'    '     • 

(4)  Any  State  which  wishes  to  charge 
a  fee  for  services  it  provides  to  issue 
certificates  must  establish  fees  in 
accordance  with  one  of  the  following 
guidelines: 

(i)  Calculation  of  a  "cost  per 
certificate"  fee.  The  State  must: 

(A)  Estimate  the  annual  number  of 
certificates  to  be  issued; 


9  CFR  Part  91 
(Docket  No.  92-120-1] 

Ports  Designated  for  the  Exportation  of 
Animals 

agency:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 


»  Delivery  costs  are  costs  such  as  employee  salary 
and  benefits,  transportation,  per  diem,  travel, 
purchase  of  specialized  equipment,  and  user  fee 
costs  associated  with  maintaining  field  offices. 
Delivery  hours  are  similar  hours  taken  by 
inspectors,  including  travel  lime,  inspection  time, 
and  time  taken  to  complete  paperwork. 

'  Support  costs  are  costs  at  supervisory  levels 
which  are  similar  to  delivery  costs,  and  user  fee 
costs  such  as  training,  automated  data  processing, 
public  affairs,  enforcement,  legal  services, 
communications,  postage,  budget  and  accounting 
services,  and  payroll,  purchasing,  billing,  and 
collecting  services.  Support  hours  are  similar  hours 
taken  at  supervisory  levels,  as  vyell  as  hours  taken 
In  training,  automated  data  processing, 
enforcement,  legal  services,  communication, 
budgeting  and  accounting,  payroll  purchasing, 
billing,  and  collecting. 

*  Administrative  costs  are  costs  incurred  as  a 
direct  result  of  collecting  and  monitoring  Federal 
phylosanitary  cerlificales.  Administrative  hours  are 
hours  taken  as  a  direct  result  of  collecting  and 
monitoring  Federal  phylosanitary  certificates. 


ACTION;  Proposed  rule. 

SUMMARY:  We  are  proposing  to  amend 
the  "Inspection  and  Handling  of 
Livestock  for  Exportation"  regulations 
by  designating  Tacoma,  WA,  as  a  port  of 
embarkation  and  Pacific  Rim  Livestock 
Quarantine  as  an  export  inspection 
facility  for  that  port.  Tacoma,  WA,  and 
Pacific  Rim  Livestock  Quarantine 
appear  to  meet  the  requirements  of  the 
regulations  for  designation  as  a  port  of 
embarkation  and  an  animal  export 
inspection  facility,  respectively.  We  are 
also  proposing  to  remove  the  listings  for 
three  export  inspection  facilities  that  are 
no  longer  operating  and  to  revise  the 
listings  for  two  others  that  have  changed 
operators  or  locations.  These  actions 
would  add  a  port  of  embarkation  and  an 
inspection  facility  through  which 
animals  may  be  processed  for  export 
and  would  update  the  regulations. 
DATES:  Consideration  will  be  given  only 
to  comments  received  on  or  before 
February  4, 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief, 
Regulatory  Analysis  and  Development, 
PPD.  APHIS,  USDA,  room  804,  Federal 
Building,  6505  Belcrest  Road. 
Hyattsville,  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
120-1.  Comments  received  may  be 
inspected  at  USDA,  room  1141.  South 
Building.  14th  Street  and  Independence 
Avenue  SW.,  Washington.  DC.  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Najam  Faizi,  Senior  Staff 
Veterinarian,  Import-Export  Animals 
Staff.  VS.  APHIS.  USDA,  room  762, 
Federal  Building.  6505  Belcrest  Road. 
Hyattsville.  MD  20782.  (301)  436-8383. 

SUPPt^MENTARY  INFORMATION: 

Background  \ 

The  regulations  in  9  CFR  part  91, 
"Inspection  and  Handling  of  Livestock 
for  Exportation"  (referred  to  below  as 
the  regulations),  prescribe  conditions  for 
exporting  animals  from  the  United 
States.  The  regulations  state,  among 
other  things,  that  all  animals,  except 
animals  being  exported  to  Mexico  or 
Canada,  shall  be  exported  through 
designated  ports  of  embarkation. 

To  receive  designation  as  a  port  of 
embarkation,  a  port  must  have  export 
inspection  facilities  available  for  the 
inspection,  holding,  feeding,  and 
watering  of  animals  prior  to  exportation 
to  ensure  that  the  animals  meet  certain 
requirements  specified  in  the 
regulations.  To  receive  approval  as  an 
export  inspection  facility,  the 
regulations  provide  that  a  facility  must 
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meet  specified  standards  in  §  91.14(c) 
concerning  materials,  size,  inspection 
implements,  cleaning  and  disinfection, 
feed  and  water,  access,  testing  and 
treatment,  location,  disposal  of  animal 
wastes,  lighting,  and  office  and  rest 
room  fiacilities. 

It  appears  that  Pacific  Rim  Livestock 
Quarantine,  17835  Highway  507  SE.. 
Yelm,  WA,  (206)  458-1762,  meets  the 
requirements  of  §91. 14(c).  Yelm  is 
located  approximately  20  miles  south  of 
Tacoma,  so  the  facility  is  availaUe  to 
exporters  using  Tacoma's  airport  and 
hart)or.  Therefore,  we  propose  to  add 
Tacoma,  WA,  to  the  regulations  as  a  port 
of  embarkation  and  Pacific  Rim 
Livestock  Quarantine  as  an  export 
inspection  facility  for  that  port. 

We  are  further  proposing  to  delete 
Stewart  Airport  in  Newburgh.  I^IY, 
Northwest  Quarantine  Station  in 
Portland,  OR,  and  SAW  Export  Ltd.  in 
Seattle,  WA.  from  the  list  of  animal 
export  inspection  Polities.  These  three 
facilities  are  no  longer  operating  as 
animal  export  inspection  facilities,  so 
their  deletion  is  necessary  to  keep  the 
list  current.  In  the  cases  of  Stewart 
Airport  and  Northwest  Quarantine 
Station,  the  facilities  were  the  sole 
animal  export  inspection  facilities 
available  for  the  ports  of  Newburgh,  NY, 
and  Portland,  OR,  respectively.  As 
discussed  above,  a  port  must  have 
export  inspection  facilities  available  in 
order  to  qualify  for  designation  as  a  port 
of  embarkation.  Because  neither 
Newburgh  nor  Portland  has  an  export 
inspection  facility  available,  we  would 
delete  both  ports  from  the  list  of  ports 
of  embarkation  for  animals. 

Miscellaneous 

The  export  inspection  facility  for  the 
port  of  embarkation  at  the  John  F. 
Kennedy  International  Airport  in 
Jamaica.  NY,  is  no  longer  operated  by 
the  American  Society  for  the  Prevention 
of  Cruelty  to  Animals  (ASPCA).  The 
facility  is  now  operated  by  Vetport,  Inc. 
We  propose  to  revise  the  facility's  entry 
on  the  list  of  export  inspection  facilities 
to  reflect  this  change. 

The  street  address  and  telephone 
number  for  the  export  inspection  facility 
operated  by  Stevedoring  Service  of 
America  in  Seattle,  WA,  have  changed. 
We  propose  to  change  the  facility's 
entry  on  the  iist  of  export  inspection 
facilities  to  reflect  these  changes. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
conformance  with  Executive  Order 
12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 


Department,  we  have  determined  that 
this  proposed  rule,  if  adopted,  would 
have  an  effect  on  the  eomomy  of  less 
than  $100  million;  would  not  cause  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal.  State,  or  local  government 
agencies,  or  geographic  regions;  and  - 
would  iiot  cause  a  signiHcant  adverse 
effect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

Currently,  the  Slate  of  Washington  is 
served  by  designated  ports  of 
embarkation  in  Seattle,  Olympia,  and 
Moses  Lake.  Our  proposal  to  add 
Tacoma  as  a  fourth  port  of  embarkation 
for  the  State  of  Washington  would 
facilitate  the  export  of  animals  from  this 
part  of  the  United  States.  We  believe 
that  adding  this  fourth  port  of 
embarkation  would  have  little  or  no 
economic  impact  on  animal  exporters, 
the  majority  of  which  are  small 
businesses,  because  it  would  not 
signiHcantly  change  the  cost  of  doing 
business.  Although  animal  exporters 
based  in  the  Tacoma  area  would  realize 
some  savings  from  reduced 
transportation  costs,  the  primary  impact 
on  these  animal  exporters  would  be  the 
increased  convenience  of  having  an 
additional  port  of  embaikation  from 
which  to  choose. 

The  three  export  inspection  facilities 
that  we  are  proposing  to  delete  from  the 
list  have  already  ceased  operating  as 
animal  export  inspection  facilities. 
Therefore,  we  do  not  believe  that  their 
deletion  from  the  regulations  will  have 
any  economic  impact.  The  port  of 
embarkation  at  John  F.  Kennedy 
International  Airport,  located 
approximately  60  miles  south  of 
Newburgh,  NY,  is  available  to  animal 
exporters  who  had  used  the  Stewart 
Airport  animal  export  inspection 
facility.  Similarly,  animal  exporters  who 
used  the  Northwest  Quarantine  Station 
in  Portland,  OR,  can  use  the  animal 
export  inspection  facility  located  at  the 
port  of  Olympia.  WA,  approximately 
150  miles  to  the  north.  Animal  exporters 
in  Seattle.  WA,  still  have  a  local  animal 
export  inspection  facility  available, 
despite  the  closing  of  S&W  Export  Ltd. 

Imder  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 


under  No.  10.025  and  is  subject  to 
Executive  Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  (See  7  CFR  part 
3015,  subpart  V.) 

Executive  Order  1277B 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  If  this  proposed  rule  is 
adopted: 

(1)  All  State  and  local  laws  and 
regulations  that  are  in  conflict  with  this 
rule  will  be  preempted; 

(2)  No  retroactive  effect  will  be  given 
to  this  rule;  and 

(3)  Administrative  proceedings  will 
not  be  required  before  parties  may  file 
suite  in  court  challenging  any  provision 
of  this  rule. 

Paperwork  Reduction  Act 

This  proposed  rule  contains  no  new « 
information  collection  or  recordkeeping 
requirements  under  tlie  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

Regulatory  Rcfomi:  Less  Burdensome 
or  More  Efficient  Ahematives 

The  Department  of  Agriculfure  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  understand,  use.  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  pTinciples. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
thAt  the  final  regulatory  product  is 
imnimally  burdensome  and  maximally 
^icient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 
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List  of  Subfects  in  9  CFR  Part  91 

Animal  diseases.  Animal  welfare. 
Exports.  Livestock,  Reporting  and 
recordkeeping  requirements. 
Transportation. 

Accordingly,  we  propose  to  amend  9 
CFR  part  91  as  follows: 

PART  91-4NSPECTION  AND 
HANOUNG  OF  UVESTOCK  FOR 
EXPORTATION 

1.  The  authority  citation  for  part  91 
would  continue  to  read  as  follows: 

Authority:  21  U.S.C  105. 112. 113. 114a. 
120, 121, 134b.  134f.  612. 613.  614.  618;  46 
U.S.C  466a.  466b;  49  U.S.C  1509(d);  7  CFR 
2.17.  2.51.  and  371.2(d). 

191.14    [Amended] 

2.  Section  91.14  would  be  amended  as 
follows: 

a.  Paragraph  (a)(10)(i)  would  be 
removed  and  paragraph  (a)(10)(ii)  would 
be  redesignated  as  paragraph  (a)(10)(i). 

b.  In  newly  designated  paragraph 
(a)(10)(i}(A).  the  word  "ASPCA"  would 
be  removed  and  "Vetport.  Inc."  would 
be  added  in  its  place. 

c.  Paragraph  (a)(13)  would  be 
removed  and  paragraphs  (a){14)  through 
(a)(17)  would  be  redesignated  as 
paragraphs  {a){13)  through  (a)(16}. 

d.  Newly  designated  paragraph 
(a)(16)(ii)(A)  would  be  removed  and 
paragraph  (a)(16)(ii)(B)  would  be 
redesignated  as  paragraph  (a)(16)(ii)(A) 
and  revised  as  set  forth  below. 

e.  A  new  paragraph  (a)(16)(iv)  would 
be  added  to  read  as  follows: 

191.14    Port*  of  «nt>«rkatlon  and  •iport 
inspection  faeiUtie*. 

(a)*   •   * 

(16)*  •   • 

(ii*  •  • 

(A)  Stevedoring  Service  of  America, 
3415  11th  Avenue  SW..  Seattle.  WA 
98134,  (800)  422-3505. 

*  (iv)  Tacoma — airport  and  ocean  port. 
(A)  Pacific  Rim  Livestock  Quarantine. 

17835  Highway  507  SE..  Yelm.  WA 
98507,  (206)  458-1762. 

•  •         *         •         • 

Done  in  Washington.  DC,  this  30th  day  of 
December  1992. 
Lonnie  |.  King, 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
IFR  Doc.  93-€8  Filed  1-4-93;  8:45  am) 
ilUING  COOK  Mie-44-M 


9CFRPart94 

[Docket  Na  92-154-11 

Change  in  Disease  Status  of  the 
Netherlands  Because  of  Rinderpest 
and  Foot-and-IMouth  Disease 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 

action:  Proposed  rule. 


summary:  We  are  proposing  to  declare 
The  Netherlands  free  of  rinderpest  and 
foot-and-mouth  disease.  There  have 
been  no  outbreaks  of  foot-and-mouth 
disease  in  The  Netherlands  since  1984, 
and  we  have  determined  that  rinderpest 
has  not  existed  there  since  1870.  We  are 
also  proposing  to  add  The  Netherlands 
to  a  list  of  countries  that,  although 
declared  free  of  rinderpest  and  foot-and- 
mouth  disease,  are  subject  to  special 
restrictions  on  the  importation  of  their 
meat  and  other  animal  products  into  the 
United  States.  This  proposed  revision 
would  relieve  certain  prohibitions  and 
restrictions  on  the  importation  into  the 
United  States,  from  The  Netherlands,  of 
ruminants  and  fresh,  chilled,  and  frozen 
meat  from  ruminants. 

The  Netherlands  is  not  declared  to  be 
free  of  hog  cholera  and  swine  vesicular 
disease.  Therefore,  even  if  this  proposal 
is  adopted,  the  importation  from  The 
Netherlands  of  swine  and  fresh,  chilled, 
and  frozen  meat  from  swine  would 
continue  to  be  restricted  because  of 
these  diseases.  We  are  also  proposing  to 
add  The  Netherlands  and  Poland  to  the 
list  of  countries  whose  importation  into 
the  United  States  of  llamas  and  alpacas 
is  restricted. 

DATES:  Consideration  will  be  given  only 
to  comments  received  on  or  before 
March  8. 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief. 
Regulatory  Analysis  and  Development. 
PPD.  APHIS.  USDA.  room  804.  Federal 
Building.  6505  Belcrest  Road, 
Hyattsville.  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
154-1.  Comments  received  may  be 
inspected  at  USDA.  room  1141.  South 
Building.  14th  Street  and  Independence 
Avenue  SW..  Washington,  DC.  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dr.  Harvey  A.  Kryder.  Chief  Staff 
Veterinarian.  Import-Export  Products 
Staff.  VS.  APHIS.  USDA.  room  753. 
Federal  Building.  6505  Belcrest  Road. 
Hyattsville.  MD  20782,  (301)  436-7885. 


SUPPLEMENTARY  INFORMATION; 
Background 

The  regulations  in  9  CFR  part  94 
(referred  to  below  as  the  regulations) 
govern  the  importation  into  the  United 
States  of  specified  animals  and  animal 
products  in  order  to  prevent  the 
introduction  into  the  United  States  of 
various  diseases,  including  rinderpest, 
foot-and-mouth  disease,  bovine 
spongiform  encephalopathy.  African 
swine  fever,  hog  cholera,  and  swine 
vesicular  disease.  These  are  dangerous 
and  destructive  communicable  diseases 
of  ruminants  and  swine. 

Section  94.1(a)(1)  of  the  regulations 
provides  that  rinderpest  or  foot-and- 
mouth  disease  exists  in  all  countries  of 
the  world  except  those  listed  in 
§  94.1(a)(2).  which  are  declared  to  be 
free  of  these  diseases.  We  are  proposing 
to  add  The  Netherlands  to  this  list. 

We  will  consider  declaring  a  country 
to  be  free  of  rinderpest  and  foot-and- 
mouth  disease  if  there  have  been  no 
cases  of  these  diseases  reported  there  for 
at  least  the  previous  1-year  period. 
Rinderpest  has  not  existed  in  The 
Netherlands  since  1870.  and  there  have 
been  no  outbreaks  of  foot-and-mouth 
disease  in  The  Netherlands  since  1984. 
The  Netherlands  has  applied  to  the  U.S. 
Department  of  Agriculture  to  be 
recognized  as  free  of  rinderpest  and 
foot-and-mouth  disease.  The  Animal 
and  Plant  Health  Inspection  Service 
(APHIS)  has  reviewed  the 
documentation  submitted  by  the 
government  of  The  Netherlands  in 
support  of  its  request.  In  addition,  a 
team  of  APHIS  officials  recently 
conducted  an  on-site  evaluation  of  the 
animal  health  program  in  The 
Netherlands  in  regard  to  the  foot-and- 
mouth  disease  situation  in  that  country. 
The  evaluation  consisted  of  a  review  of 
the  capability  of  The  Netherlands* 
veterinary  services,  laboratory  and 
diagnostic  procedures,  vaccination 
practices,  and  the  administration  of 
laws  and  regulations  to  ensure  against 
the  introduction  into  The  Netherlands 
of  foot-and-mouth  disease  through  the 
importation  of  animals,  meats,  and 
animal  products.  The  team  of  APHIS 
officials  conducting  the  on-site 
evaluation  concluded  that  The 
Netherlands  is  free  of  foot-and-mouth 
disease.  Details  concerning  the  on-site 
evaluation  are  available  upon  written 
request  to  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

Based  on  the  information  discussed 
above,  we  believe  that  The  Netherlands 
qualifies  for  listing  in  §  94.1(a)(2)  of  the 
regulations  as  a  country  declared  free  of 
rinderpest  and  foot-and-mouth  disease. 
This  action  would  remove  the 
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prohibition  on  the  importation  of  live 
ruminants  and  fresh,  chilled,  and  frozen 
meat  from  ruminants.  Importations  of 
live  swine  and  fresh,  chilled,  or  frozen 
meat  from  swine  would  continue  to  be 
restricted  under  9  CFR  part  94.  since 
The  Netherlands  has  not  been  declared 
free  of  hog  cholera  and  swine  vesicular 
disease. 

Special  Restrictions 

We  also  propose  to  add  The 
Netherlands  to  the  list  in  §  94.11(a)  of 
countries  free  of  rinderpest  and  foot- 
and-mouth  disease  that  are  subject  to 
special  restrictions  on  the  importation 
of  their  meat  and  other  animal  products 
into  the  United  States.  The  countries 
listed  in  §  94.11(a)  are  subject  to  these 
special  restrictions  because  they:  (1) 
Supplement  their  national  meat  supply 
by  importing  fresh,  chilled,  or  frozen 
meat  of  ruminants  or  swine  from 
countries  that  are  designated  in  §  94.1(a) 
as  infected  with  rinderpest  or  foot-and- 
mouth  disease;  (2)  Jiave  a  common  land 
border  with  countries  designated  as 
infected  with  rinderpest  or  foot-and- 
mouth  disease;  or  (3)  import  ruminants 
or  swine  from  countries  designated  as 
infected  with  rinderpest  or  foot-and- 
mouth  disease  under  conditions  less 
restrictive  than  would  be  acceptable  for 
importation  into  the  United  States. 

The  special  restrictions  placed  on 
meat  and  meat  products  of  ruminants 
and  swine  in  §  94.11  generally  require 
that  the  meat  be:  (1)  Prepared  in  an 
inspected  establishment  that  is  eligible 
to  have  its  products  imported  into  the 
United  States  under  the  Federal  Meat 
Inspection  Act;  and  (2)  accompanied  by 
an  additional  certificate,  issued  by  ap 
animal  health  official  of  the  national 
government  of  the  country  declared  free 
of  the  disease,  assuring  that  the  meat 
and  meat  products  have  not  been 
commingled  with  or  exposed  to  meat  or 
other  meat  products  originating  in, 
imported  from,  or  transported  through  a 
country  infected  with  rinderpest  or  foot- 
and-mouth  disease,  and  are  otherwise 
handled  in  accordance  with  the 
requirements  of  §  94.11. 

The  Netherlands  has  common  land 
borders  with  Germany  and  Belgium, 
which  are  designated  in  §  94.1(a)(1)  as 
countries  in  which  rinderpest  or  foot- 
and-mouth  disease  exists.  In  addition, 
The  Netherlands  imports  live  ruminants 
and  swine  from  countries  not 
recognized  as  free  of  foot-and-mouth 
disease  under  conditions  less  restrictive 
than  would  be  acceptable  for 
importation  into  the  United  States. 
Further.  The  Netherlands  supplements 
its  national  meat  supply  by  the 
importation  of  fresh,  chilled,  and  bozen 
meat  of  ruminants  and  swine  from 


countries  designated  in  §  94.1(a)(1)  as 
countries  in  which  rinderpest  or  foot- 
and-mouth  disease  exists.  As  a  result, 
even  though  we  propose  to  designate 
The  Netherlands  as  free  of  rinderpest 
and  foot-and-mouth  disease,  the  meat 
and  other  animal  products  produced  in 
The  Netherlands  may  be  commingled 
with  the  fresh,  chilled,  or  frozen  meat  of 
animals  from  a  country  in  which 
rinderpest  and  foot-and-mouth  disease 
exists,  resulting  in  an  undue  risk  of 
introducing  rinderpest  or  foot-and- 
mouth  disease  into  the  United  States. 

Therefore,  we  are  proposing  that  meat 
and  other  animal  products  of  nmiinants 
and  swine,  and  the  ship  stores,  airplane 
meals,  and  baggage  containing  these 
meat  or  animal  products  imported  into 
the  United  States  from  The  Netherlands 
be  subject  to  the  restrictions  specified  in 
§94.11  of  the  regulations,  in  addition  to 
other  applicable  requirements  of  title  9. 
chapter  III. 

We  also  propose  to  add  The 
Netherlands  to  the  list  in  §  94.1(d)(1)  of 
countries  in  which  rinderpest  or  foot- 
and-mouth  disease  has  been  known  to 
exist  and  that  are  declared  free  of 
rinderpest  and  foot-and-mouth  disease   ■ 
on  or  after  September  28. 1990.  All 
countries  declared  free  of  rinderpest  and 
foot-and-mouth  disease  on  or  after 
September  28, 1990,  must  be  added  to 
this  list.  Adding  The  Netherlands  to  this 
list  would  restrict  the  importation  of 
llamas  and  alpacas  from  The 
Netherlands  into  the  United  States, 
unless  in  accordance  with  9  CFR  92.435. 

Miscellaneous 

We  also  propose  to  add  Poland  to  the 
list  in  §94.1(d)(l).  We  declared  Poland 
free  of  rinderpest  and  foot-and-mouth 
disease  in  a  final  rule  published  in  the 
Federal  Register  on  April  24. 1992  (57 
FR  15002-15004.  Docket  No.  91-200). 
However,  in  that  document,  we 
neglected  to  add  Poland  to  the  list  in 
§  94.1  (d)(1).  We  are  now  proposing  to 
add  Poland  to  the  list  in  order  to  correct 
our  oversight.  Adding  Polemd  to  the  fist 
would  likewise  restrict  the  importation 
of  llamas  and  alpacas  from  Poland  into 
the  United  States. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
conformance  with  Executive  Order 
12291.  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  proposed  rule,  if  adopted,  would 
have  an  effect  on  the  economy  of  less 
than  $100  million;  would  not  cause  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  inciustries. 


Federal.  State,  or  local  government 
agencies,  or  geographic  regions;  and 
would  not  cause  a  significant  adverse 
effect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

This  proposed  rule,  if  adopted,  would 
add  The  Netherlands  to  the  list  in  part 
94  of  countries  declared  to  be  free  of 
rinderpest  and  foot-and-mouth  disease. 
This  action  would  relieve  restrictions 
imposed  on  the  importation  of  live 
ruminants  and  fresh,  chilled,  and  frozen 
meat  of  ruminants  from  The 
Netherlands  into  the  United  States.  This 
action  would  not  relieve  restrictions  on 
the  importation  of  live  swine  and  fresh, 
chilled,  and  frozen  meat  of  swine 
because  The  Netherlands  is  still 
considered  to  be  affected  with  hog 
cholera  and  swine  vesicular  disease. 

Based  on  available  information,  the 
Department  does  not  anticipate  a  major 
increase  in  exports  of  fresh,  chilled,  or 
frozen  meat  of  ruminants  from  The 
■  Netherlands  into  the  United  States  as  a 
result  of  this  proposed  rule.  In  1990. 
total  meat  production  in  the  United 
States  (excluding  pork)  was  just'over 
10.6  million  metric  tons.  In  comparison, 
in  1990.  total  meat  production 
(excluding  pork)  in  The  Netherlands 
was  only  554.000  metric  tons,  which 
amounts  to  about  5  percent  of  U.S. 
production.  Since  The  Netherlands' 
cattle  industry  is  relatively  small,  it  is 
unlikely  that  The  Netherlands  would 
export  a  significant  portion  of  its  meat 
production  exclusively  to  the  United 
States.  Therefore,  any  effect  on  domestic 
prices  or  supplies  would  be 
insignificant.  Increases  in  imports  of 
live  ruminants  from  The  Netherlands 
are  also  unlikely  because  of  high 
transportation  costs. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  If  this  proposed  rule  is 
adopted:  (1)  All  State  and  local  laws  and 
regulations  that  are  in  conflict  with  this 
rule  will  be  preempted;  (2)  no 
retroactive  effect  will  be  given  to  this 
rule;  and  (3)  administrative  proceedings 
will  not  be  required  before  parties  may 
file  suit  in  court  challenging  this  rule. 
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Papm  wit  twtucrt—  Ad 

In  affOfdimra  with  tha  Paparwotk 
Reductioa  Act  of  1980  (44  U.S.C.  3501 
et  seq.),  the  infonaatieo  coUectioa  or 
recordkaaping  raqtuiamenU  includad  in 
this  proposad  rula  have  been  submittad 
and  approvedrby  the  Offica  of 
Management  and  Budget  (OMB),  and 
there  are  no  new  nxpirements.  The 
assigned  OKffl  control  number  is  0579- 
0015. 

RegalMarf  RafenK  Lata  BufJcaaoma 
or  Maw  ElBcieat  AltarmrtHraa 

The  DeparfeBMOt  of  Agricuhura  ia 
committed  to  carrying  out  ita  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  tha  public  interest. 
Thefefore.  where  legal  discration 
permits,  tha  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  sra 
minimally  burdensome,  axui  are  easy  for 
the  public  to  understand,  use,  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  bmiefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28,  1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  tathe 
full  extent  possible,  coosistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  tha  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efFicient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
a^  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 

List  of  Subiects  in  9  CFR  Part  94 

Animal  diseases.  Imports.  Livestock. 
Meat  and  meat  products.  Milk,  Poultry 
and  poultry  products.  Reporting  and 
recordkeeping  requirements. 

Accordingly,  we  propose  to  amend  9 
CFR  part  94  as  follows: 


PART  94— RNUDCRPEST,  FOOT-AND- 
MOtmi  DISEASE.  FOVn.  PEST  (FOWL 
PLAGUE),  VELOGEMC 
VISCEROTROPIC  NEWCASTLE 
DISEASE.  AFRICAM  SWINE  FEVER, 
HOG  CHOLERA,  AND  BOVINE 
SPOffGIFOnit  ENCEPHALOPATHY: 
PROHiaiTED  AND  RESTRICTED 
IMPORTATIONS 

1.  The  authority  citation  for  part  94 
would  continue  to  read  as  follows: 

Authoritjr:  7  U.S.C.  147a,  ISOea.  161, 162. 
450;  19  U.S.C  1306;  21  U  S.C  111.  114«. 
134a,  134b,  134G.  and  134f,  31  U.SC  9701; 
42  U.SC  4331, 4332;  7  CFR  2.17,  2.31,  and 
371.2(d). 


S9Ct    [i 

2.  fai  §94.1,  paragraph  (a)(2)  would  be 
amended  by  adding  "The  Netheriands," 
immediately  after  "Mexico,". 

3.  In  §  94.1,  paragraph  (d)(1)  would  be 
amended  by  adding  ",  The  Netherlands, 
and  Poland"  immediately  after  "Chile". 

194.11    [Amandadl 

4.  In  §94.11,  the  first  sentence  in 
paragraph  (a)  would  be  amended  by 
adding  "The  Netherlands."  immediately 
aAet  "Japan,". 

Done  in  Washingtoo.  DC,  this  30th  day  of 
December  1992. 

LMuiie).  Kmg. 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
|FR  Doc.  93-69  Filed  1-4-93  8:45  ami 
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(Docliat  No.  92-128-11 

Importation  of  Certain  Animal  Semen 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Proposed  rule. 

SUMMARY:  We  are  proposing  to  amend 
the  regulations  concerning  the 
importation  of  certain  animal  semen  by: 
Adding  a  provision  requiring  that  all 
imported  animal  semen  be  accompanied 
by  a  health  certificate;  restoring  the 
exemption  from  the  requirement  for  an 
impart  permit  for  animal  semen  being 
imported  into  the  United  States  from 
Canada  through  a  land  border  port;  and 
restoring  the  list  of  ports  of  entry  so  that 
it  includes  all  of  the  ports  designated  for 
the  importation  of  animal  semen  into 
the  United  States.  These  actions  would 
help  to  prevent  disease  from  entering 
the  United  States  and  correct  omissions 
that  resulted  from  the  reorganization  of 
the  regulations. 


OATIS:  Consideration  will  be  given  only 
to  commanta  recatved  on  or  before 
Februwy  4. 1983. 

ADOncsSES:  Please  send  m  original  and 
three  copies  of  jrour  comments  to  Chief. 
Regulatory  Analysis  and  Devekxpment, 
PPD.  APHIS.  USDA,  room  804.  Federal 
Building.  6505  Belcrest  Road. 
Hyattsville.  MD  20782.  Please  state  that 
your  comments  refer  to  Dockak  No.  92- 
128-1.  Comments  received  may  be 
inspected  at  USDA.  room  1141.  South 
Building.  14tli  Street  and  Independence 
Avenue  SW.,  Washington,  DC.  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Joyce  Bowling.  Staff  Veterinarian, 
Import-Export  Animals  Staff,  VS, 
APHIS.  USDA,  room  766,  Federal 
Building,  6505  Bdcrest  Road, 
Hyattsville,  MD  20782.  (301)  436-8170. 

SUPPLEMENTARY  MFORMATION: 

Background 

The  regulations  contained  in  "Subpart 
C— Certain  Animal  Semen"  of  9  CFR 
part  98  (refvred  to  below  as  "the 
regulations")  concmi  the  importati<m  of 
certain  animal  semen  into  the  United 
States.  We  are  proposing  to  amend  or 
revise  several  sections  of  subpart  C  to 
help  prevent  disease  from  entering  the 
Unitwl  States  and  correct  omissions  that 
resulted  frtnn  the  reorganization  of  the 
regulations. 

We  are  proposing  to  add  a 
requirement  that  all  animal  semen 
imported  into  the  United  States  be 
accompanied  by  a  health  certificate.  A 
health  certificate  would  help  the 
Animal  and  Plant  Health  Inspection 
Service  (APHIS)  to  determine  if  animal 
semen  being  offered  for  importation  into 
the  United  States  meets  the  collection, 
identification,  and  testing  requirements 
of  §  98.34.  A  health  certificate  would 
not  only  help  to  ensure  the  disease-free 
status  of  animal  semen  entering  the 
United  States,  but  it  would  also  provide 
a  means  of  tracing  the  animal  semen 
back  to  its  source  if  necessary. 

We  would  require  that  the  health 
certificate  state  where  the  animal  semen 
was  collected,  who  collected  the  animal 
semen,  the  date  of  collection,  the 
identification  and  breed  of  the  donor 
animal,  the  number  of  ampules  or 
stravrs  and  the  identification  number  or 
code  used  on  each,  the  dates  and  results 
of  all  examinations  and  tests  required  by 
the  regulations,  and  the  names  and 
addresses  of  the  cosignor  and  the 
consignee.  The  health  certificate  would 
also  iMve  to  state  that  the  animal  semen 
was  being  imported  in  accordance  with 
the  regulations  in  subpart  C  of  9  CFR 
part  98. 
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We  would  further  require  that  the 
health  certificate  be  issued  by  a  full- 
time  salaried  veterinary  officer  of  the 
national  government  of  the  exporting 
country,  or  issued  by  a  veterinarian 
authorized  by  the  national  government 
of  the  exporting  country  and  endorsed 
by  a  full-time  salaried  veterinary  officer 
of  the  national  government  of  that 
country.  We  believe  that  a  full-time 
salaried  veterinary  officer  of  the 
national  government  of  the  exporting 
country  would  be  best  qualified  to 
certify  to  the  accuracy  of  the 
information  provided  on  the  health 
certificate.  However,  we  would  accept  a 
certificate  issued  by  a  veterinarian  who 
is  not  a  salaried  veterinary  officer  of  the 
national  government  of  the  exporting 
country  if  the  certificate  were  endorsed 
by  a  salaried  veterinary  officer  of  the 
national  government  of  the  exporting 
country.  The  endorsement  would  ensure 
that  the  veterinarian  issuing  the 
certificate  was  authorized  to  do  so. 

The  remainder  of  our  proposed 
changes  are  needed  to  rectify  errors  that 
occurred  when  9  CFR  part  92  was 
reorganized  by  a  final  rule  published  in 
the  Federal  Register  on  August  2. 1990 
(55  FR  31484-31562,  Docket  No.  90- 
023).  Originally,  part  92  was  a  mixture 
of  general  provisions  that  applied  to  all 
types  of  animals  and  specific  rules  that 
applied  only  to  some  types  of  animals. 
To  eliminate  the  need  to  search  through 
all  of  part  92  to  find  all  the  regulations 
for  one  type  of  animal,  part  92  was 
divided  into  seven  subparts,  with  each 
subpart  containing  all  the  regulations 
for  a  given  type  of  animal.  If  a  section 
in  the  original  part  92  applies  to  more 
than  one  type  of  animal,  that  section 
.   was  repeated  in  each  subpart  to  which 
it  applied.  The  reorganization  of  part  92 
was  undertaken  to  make  the  regulations 
easier  to  use  rather  than  to  make  any 
substantive  changes  to  the  requirements, 
so  care  was  taken  to  avoid  omitting 
provisions  that  might  apply  to  a  given 

subpart. 

During  the  reorganization  of  9  CFR 
part  92,  the  animal  semen  importation 
regulations  were  assembled  into  their 
own  subpart  and  moved  to  9  CFR  part 
98.  When  the  animal  semen  importation 
regulations  were  moved,  some 
provisions  that  should  have  been  copied 
from  part  92  were  unintentionally 
omitted,  and  some  provisions  that  did 
not  apply  to  the  subpart  were  copied 
from  part  92.  These  errors  are  the 
subject  of  our  remaining  proposed 
changes. 

Section  98.33  of  the  regulations 
contains  a  list  of  limited  ports  that  are 
designated  for  the  importation  of  animal 
semen.  Although  the  ports  listed  are 
coirect,  the  list  is  incomplete.  The 


limited  ports  paragraph  was  the  only 
paragraph  in  the  original  part  92  that 
specifically  mentioned  animal  semen, 
so  when  the  animal  semen  importation 
subpart  was  assembled,  the  paragraphs 
listing  air  and  ocean  ports.  Canadian 
border  ports,  and  Mexican  border  ports 
were  not  included.  The  ports  that  were 
omitted  do  have  adequate  inspection 
facilities  for  the  entry  of  animal  semen 
and  should  have  been  included  in  the 
list  of  designated  ports  in  §  98.33. 
Therefore,  we  propose  to  change  the 
section  heading  of  §  98.33  to  the  more 
specific  title  of  "Ports  designated  for  the 
importation  of  certain  animal  semen" 
and  restore  the  paragraphs  listing  air 
and  ocean  ports,  Canadian  border  ports, 
and  Mexican  border  ports. 

Section  98.36  of  the  regulations 
contains  requirements  for  import 
permits  and  declarations  for  animal 
semen  imported  from  Canada.  In  the 
original  part  92.  that  section  contained 
a  provision  that  exempted  animal  semen 
collected  from  certain  donor  animals  in 
Canada  from  the  requirement  for  an 
import  permit  when  the  animal  semen 
is  imported  into  the  United  States 
through  a  land  border  port  on  the 
United  States-Canada  border.  When  the 
animal  semen  importation  subpart  was 
assembled,  the  exemption  was 
inadvertently  omitted.  Applications  for 
import  permits  help  APHIS  to  project  its 
future  workload  and  schedule  quaUfied 
personnel  to  be  at  ports  of  entry  to 
inspect  shipments  upon  their  arrival. 
Because  APHIS  veterinarians  are 
already  assigned  on  a  full-time  basis  to 
each  of  the  land  border  ports  on  the 
United  States-Canada  border,  the 
advance  notice  provided  by  the  import 
permit  process  is  not  necessary  to 
ensure  that  qualified  personnel  are 
present  at  the  port  of  entry  at  the  time 
of  importation.  Moreover,  the  previous 
regulations  required  the  animal  semen 
to  be  from  donor  animals  bom  in 
Canada  or  the  United  States,  or  to  have 
been  legally  imported  into  Canada  and 
unconditionally  released  into  Canada; 
such  semen  presents  an  insignificant 
risk  of  carrying  communicable  diseases 
into  the  United  States.  Therefore,  we 
propose  to  restore  the  provision  that 
exempts  animal  semen  collected  from 
certain  donor  animals  in  Canada  from 
the  requirement  for  an  import  permit 
when  the  animal  semen  is  imported  into 
the  United  States  through  a  land  border 
port  on  the  United  States-Canada 

border. 

In  the  original  part  92.  §§  92.19  to 
92.42  were  divided  into  three  categories: 
Canada,  Countries  of  Central  America 
and  West  Indies,  and  Mexico.  Each 
category  contained  regulations  specific 
to  the  importation  of  animals  from  each 


country  or  group  of  countries.  When  the 
animal  semen  importation  subpart  was 
assembled,  the  three  categories  were 
retained;  they  now  appear  in  part  98  as 
§§98.36  to  98.39.  However,  §98.37, 
which  concerns  the  countries  of  Central 
America  and  the  West  Indies,  and 
§§98.38  and  98.39,  which  concern 
Mexico,  contain  nothing  that  differs 
from  the  general  provisions  contained 
elsewhere  in  the  subpart.  To  eliminate 
any  confusion  that  this  dupUcation 
might  cause,  we  propose  to  remove  the 
category  headings  before  §§  98.37  and 
98.38.  their  footnotes,  and  §§  98.37 
through  98.39. 

Finally,  we  are  proposing  to  amend 
§§  98.31  and  98.35(a)  by  removing 
references  to  "this  part."  a  term  that  had 
been  used  before  the  animal  semen 
importation  regulations  were  placed  in 
their  own  subpart,  and  replacing  them 
with  references  to  "this  subpart."  We 
are  also  proposing  to  amend  §  98.34(a) 
by  removing  an  outdated,  inaccurate 
reference  to  §§  98.26.  98.27.  and  98.28 
and  replacing  it  with  a  reference  to 
§98.36. 


Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
conformance  with  Executive  Order 
12291.  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  proposed  rule,  if  adopted,  would 
have  an  effect  on  the  economy  of  less 
than  $100  million;  would  not  cause  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal.  States,  or  local  government 
agencies,  or  geographic  regions;  and 
would  not  cause  a  significant  adverse 
affect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 

markets.  .  .         , 

We  anticipate  that  the  provisions  ol 
this  proposed  rule,  if  adopted,  would 
have  little  or  no  economic  effect.  We 
believe  that  the  proposed  requirement 
for  a  health  certificate  to  accompany 
each  shipment  of  animal  semen  being 
imported  into  the  United  States  would 
not  have  any  significant  impact  on 
importers.  The  health  certificate  would 
not  require  any  additional  tests  or 
examinations  to  be  conducted  on  the 
donor  animal;  rather,  the  health 
certificate  would  merely  document  the 
identification,  collection,  and 
examination  activities  that  are  afready 
required  by  the  regulations. 

The  remainder  of  our  proposed 
changes  are  either  non- substantive  in 
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nature  or  would  simply  rwloro  langiiage 
that  wras  mistakenly  omitted  from  the 
regulations.  We  beKere.  therefore,  that 
this  rule  would  have  little  or  do 
economic  impact  on  iniporters  of  animal 
semen  because  it  would  not 
signiHcantiy  increase  or  decrease  the 
cost  of  doing  business. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Heahh  bispection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  If  this  proposed  rule  is 
adopted:. 

(1)  All  State  and  locsl  laws  and 
regulations  that  are  in  conflict  with  this 
rule  will  be  preempted; 

(2)  No  retroactive  effect  will  be  given 
to  this  rule;  and. 

(3)  Administrative  proceedings  will 
not  be  required  before  parties  may  file 
suite  in  court  challenging  this  rule. 

Papei  wwk  tcductkm  Act 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1980  (44  U.SC  3501 
et  seq],  the  information  collection  or 
recordkeeping  requirements  included  in 
this  proposed  rule  will  be  submitted  for 
approval  to  the  Office  of  Management 
and  Budget.  Please  send  written 
comments  to  the  Office  of  Information 
and  Regulatory  ASairs.  OMB,  Attention: 
Desk  Officer  for  APHIS,  Washington.  DC 
20503.  Please  sand  a  copy  oi  your 
comments  to  (1)  Chief.  Regulatory 
Analysis  and  Development.  PPD. 
APHIS.  SUDA.  room  804.  Federal 
Building.  6505  Belcrest  Road. 
Hyattsville.  MD  20782  and  (2)  Clearance 
Officer,  CXRM.  USDA.  room  404-W. 
14th  Street  and  Independence  Avenue 
SW.,  Washington.  DC  20250. 

Regulatory  ReiDmi:  Lms  Burdenaoaw 
or  More  Efficient  Alternatives. 

The  Department  of  AgricuUure  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  maimer 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  )obs.  are 
minimally  burdensome,  and  are  easy  for 
the  pubhc  to  understand,  use.  or  comply 
with.  In  sh<vt.  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992. 
memorandum  to  agency  beads,  and  in 
Executive  Orders  12291  and  1249S.  The 


Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  ai>d  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accompli^  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 
List  of  Subjects  in  0  CFR  Part  98 

Animal  diseases.  Imports. 
Accordingly,  we  propose  to  amend  9 
CFR  part  98  as  follows: 

PART  98— IMPORTATION  OF  CERTAIN 
ANIMAL  EMBRYOS  AND  ANIMAL 
SEMEN 

1.  The  authority  citation  for  part  98 
would  continue  to  read  as  follows: 

Antfaority:  7  U.SC  1622;  21  U.SC  103, 
104,  105,  111,  134a,  134b,  134c,  134d,  134f; 
31  U.SC  9701;  7  CFR  2.17.  2^1.  and 
371.2(d). 

2.  In  §§  98.31  and  98.35(a),  the  words 
"this  part"  would  be  removed  and  the 
words  "this  subpart"  would  be  added  in 
their  place  each  time  the  words  appear. 

3.  Section  98  33  would  be  amended 
by  revising  the  section  heading,  revising 
paragraph  (a)  and  redesignating  it  as 
paragraph  (d).  redesignating  paragraph 
(b)  as  paragraph  (e).  and  adding  new 
paragraphs  (a),  (b),  and  (c)  to  reed  as 
follows: 

§98.33    Porta  designated  (or  the 
importation  of  certain  animal  semen. 

(a)  Air  and  ocean  ports.  The  following 
air  and  ocean  ports  are  designated  as 
having  inspection  facilities  for  the  entry 
of  animal  semen:  Los  Angeles. 
California;  Miami.  Florida;  Honolulu. 
Hawaii;  and  Newburgh,  New  York. 

(b)  Canadian  border  ports.  The 
following  land  border  pcsrts  are 
desi^ated  as  having  inspection 
facilities  for  the  entry  of  animal  semen 
from  Canada:  Eastport.  Idaho;  Houlton 
and  Jackman.  Maine:  Detroit,  Port 
Huron,  and  Sault  Ste.  Marie,  Michigan; 
Opheim.  Raymond,  and  Sweetgrass, 
Montana;  Alexandria  Bay.  Buffalo,  and 
Champlain,  New  York;  Dunseith, 
Pembina,  and  Portal.  North  Dakota; 
Derby  Line  and  Highgate  Springs. 
Vermont;  Blaine.  Lynden.  Oroville,  and 
Sumas,  Washington. 


(c)  Mexican  border  ports.  The 
following  land  border  ports  are 
designated  as  having  inspection 
facilities  for  the  entry  of  anioMl  semen 
fit>m  Mexico:  Douglas.  Naco.  Nogales, 
San  Luis,  and  Sasabe,  Arizona;  Calexico 
and  San  Ysidro,  California;  Antelope 
Wells.  Columhiis.  and  Santa  Teresa. 
New  Mexico;  Brownsville.  Del  Rio. 
Eagle  Pass.  El  Paso.  Hidalgo.  Laredo, 
and  Presidio.  Texas. 

(d)  Limited  ports.  The  following 
limited  ports  are  designated  as  having 
inspection  facilities  for  the  entry  of 
animal  semen:  Anchorage  and 
Fairbanks.  Alaska;  San  Diego. 
California;  Denver.  Colorado: 
Jacksonville.  St.  Petersburg-aearwaler, 
and  Tampa.  Florida;  Atlanta.  Georgia; 
Chicago.  Illinois;  New  Orleans, 
Louisiana;  Portland,  Maine;  Baltimore, 
Maryland;  Boston.  Massachusetts; 
International  Falls  and  Minneapolis, 
Minnesota;  Great  Falls,  Montana; 
Portland.  Oregon;  San  Juan.  Puerto  Rico; 
Galveston  and  Houston.  Texas;  Seattle, 
Spokane,  and  Tacoma.  Washington. 

•        •        •        •        • 

§98.34    (Amendedl 

4.  In  §  98.34.  paragraph  (a)(1),  the 
designations  "§§  98.26. 98.27.  and 
98.28."  would  be  removed  and  the 
designation  "§  98.36, '  would  be  added 
in  their  place. 

5.  hi  §98.35.  paragraph  (a),  the  words 
"this  part"  would  be  removed  and  the 
words  "this  subpart"  would  be  added  in 
their  place. 

5.  In  §  98.35.  the  section  heading 
would  be  revised  and  two  new 
paragraphs,  (c)  and  (d).  would  be  added 
to  read  as  follows: 


§98.35    Dedaralion,  hMHh  cerlMcale, 
ottoer  documents  for  animal  aamen. 


(c)  All  animal  semen  ofEsred  for 
importation  into  the  United  States  shall 
be  accompanied  by  a  health  certificate 
issued  bv: 

(1)  A  full-time  salaried  veterinarian  of 
the  national  government  of  the  country 
of  origin;  or  ^ 

(2)  Any  veterinarian  authorized  by  the 
national  government  of  the  country  of 
origin,  provided  that  the  health 
certificate  is  endorsed  by  a  full-time 
salaried  veterinarian  of  the  national 
government  of  the  country  of  origin. 

(d)  The  health  certificate  must  state: 

(1)  The  name  and  address  of  the  place 
where  the  semen  was  collected; 

(2)  The  name  and  address  of  the 
veterinarian  who  collected  the  semen; 

(3)  The  date  of  semen  collection; 

(4)  The  identification  aiKi  breed  of  the 
donor  animal; 

(5)  The  number  of  ampules  or  straws 
covered  by  the  health  certificate  and  the 


.1  «. 
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kientification  number  or  cxide  on  each 
ampule  or  straw; 

(6)  The  dates,  types,  and  results  of  all 
examinations  and  tests  performed  oo 
the  dooor  animal  as  a  condition  for 

importing  the  semen; 

(7)  The  names  and  addresses  of  the 
consignor  and  consignee;  and 

(8)  That  the  semen  is  being  imported 
into  the  United  States  in  accordance 
with  subpart  C  of  9  CFR  part  98. 

6.  Section  98.36,  including  the 
undesignated  center-heading, 
"CANADA^",  would  be  revised  (and 
footnote  3  removed)  to  read  as  follows: 

CANADA 

f  98.36    ImfMtrt  permN,  declaraUoii,  and 
health  certificate  for  animal  semen. 

(a)  For  animal  semen  intended  for 
importation  from  Canada,  the  importer 
shall  first  apply  for  and  obtain  from 
APHIS  an  import  permit  as  provided  in 
§  98.34:  Provided,  that  an  import  permit 
is  not  required  for  animal  semen  offered 
for  entry  at  a  land  border  port 
designated  in  §  98.33(b)  if  the  donor 
animal: 

(1)  Was  bom  in  Canada  or  the  United 
States,  and  has  been  in  no  country  other 
than  Canada  or  the  United  States;  or 

(2)  Has  been  legally  imported  into 
Canada  from  some  other  country  and 
unconditionally  released  in  Canada  so 
as  to  be  eligible  to  move  freely  within 
that  country  without  restriction  of  any 
kind  and  has  been  in  Canada  after  such 
release  for  60  days  or  longer. 

Cb)  For  all  animal  semen  offisred  for 
importaticm  from  Canada,  the  importer 
or  his  or  her  agent  shall  present  two 
copies  of  a  declaration  and  a  copy  of  a 
health  certiftcate  as  provided  in  §  98.35. 

§§98.37  through  98.39    [Removed) 

7.  The  undesignated  center-headings 
"Countries  of  Central  America  and  West 
bidies*"  and  "Mexico '"and  §§98.37 
through  98.39  and  (footnotes  4  and  5) 
would  be  removed. 

Dong  in  Washington.  DC.  diis  30th  day  of 
December  1992. 


>|.King, 

Acting  Adminiitiator,  Animal  and  Pkatt 
HealOi  Inspection  Service. 
IFR  Doc.  93-70  Filed  1-4-93;  8:45  am) 
BNJJNGCOOC  3410-34-M 


I  or  Straws 
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Food  Safety  and  Inspection  Servlc* 

9CFRPart318 
[Dockal  No.  80-0331^ 
RtN0583-AB20 

Use  of  CNrlc  Add  ae  •  Color  PfMerver 
on  Cured  Poric  Products 

AGEttCi:  Food  Safety  and  Inspection 
Service.  USDA. 
ACTION:  Proposed  rule. 

SUMMARY:  the  Food  Safety  and 
Inspection  Service  (FSIS)  is  proposing 
to  amend  the  Federal  meat  inspection 
regulations  to  permit  the  use  of  citric 
acid  as  a  color  preserver  on  cured  pork 
products  during  storage.  It  is  proposed 
that  a  solution  consisting  of  citric  acid. 
at  levels  not  to  exceed  30  percent  in 
water,  be  allowed  as  a  spray  applied  to 
the  surfaces  of  cured  pork  cuts,  prior  to 
packaging.  Use  of  the  citric  add  in 
water  solution  would  be  limited  to  a 
one-time  application.  This  prt^osed 
rule  is  in  response  to  a  petition 
submitted  l^  the  Better  Mari^ng 
Company.  East  Rutherford,  New  jersey. 
DATES:  Comments  must  be  received  on 
or  before  February  4. 1993. 
AOOf^SSES:  Written  comments  to: 
Policy  OfBce,  Attn:  Linda  Carey,  FSIS 
Hearing  Cleric,  room  3171,  South 
Building,  Food  Safety  and  Inspection 
Sendee,  U.S.  Department  of  Agriculture. 
Washington,  DC  20250.  (See  also 
"Comments"  under  "SOPPLEMEHTARY 

INFORMATION.") 

FOR  FURTHER  INFORMATION  CONTACT: 
Charles  Edwards,  Director,  Product 
Assessment  Division,  Regulatory 
Programs,  Food  Safety  and  Inspection 
Service,  U.S.  Department  of  Agricuhure, 
Washington,  DC  20250,  (202)  205-0080. 

SUPPLEMENTARY  MFORMATION: 

Execnthre  Order  12291 

The  Agency  has  determined  that  this 
proposed  rule  is  not  a  major  rule  under 
Executive  Order  12291.  It  would  not 
result  in  an  annual  effect  on  the 
economy  of  $100  million  or  more;  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  inaustries. 
Federal,  State  or  local  government 
agencies  or  geographic  regions;  or 
significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
imder  Executive  Order  12778,  Qvil 


Justice  Reform.  States  and  local 
jurisdictions  are  preempted  under 
section  408  of  the  Federal  Meet 
hispection  Act  (FNOA.)  (21  U.S.C  678) 
from  imposing  any  mariung,  labeling, 
packaging,  or  ingredient  requirements 
on  federally  inspected  meet  products 
that  are  in  addition  to,  cnr  different  than, 
those  imposed  under  the  FMIA.  States 
and  local  jurisdictions  may,  however, 
exercise  concurrent  jurisdiction  over 
meat  products  that  are  outside  ofRcial 
establishments  for  the  purpose  of 
preventing  the  distribution  of  meat 
products  that  are  misbranded  or 
adulterated  under  the  FMIA,  or,  in  the 
case  of  imported  articles,  which  are  not 
at  such  an  establishment,  after  their       ^ 
entry  into  the  United  States.  Under  the 
FMIA,  States  that  maintain  meat 
inspection  programs  must  impose 
requirements  on  State  inspected 

firoducts  and  establishments  that  are  at 
east  equal  to  those  required  under  the 
FMIA.  The  States  may,  however,  impose 
more  stringent  requirements  cm  such 
State  inspected  products  and 
establishments. 

This  rule  is  not  intended  to  have 
retroactive  effect.  However,  the 
administrative  procedures  specified  in  9 
CFR  306.5  must  be  exhausted  prior  to 
any  judicial  challenge  of  the  application 
of  the  provisions  of  this  rule,  if  the 
challenge  involves  any  decision  of  an 
inspector  relating  to  inspection  services 
provided  imder  ttie  FMIA.  The 
administrative  procedures  specified  in  9 
CFR  part  335  must  be  exhausted  prior 
to  any  judicial  challenge  to  the 
application  of  the  provisions  of  this  rule 
with  respect  to  labeling  decisions. 

c 

EfiTecU  on  Small  Entities 

The  Administrator,  FSIS,  has  made  an 
initial  determination  that  this  proposed 
rule  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The  proposal 
would  permit  the  use  of  citric  acid, 
applied  as  a  sf»ay  prior  to  packaging,  as 
a  color  preserver  on  cured  pork  cuts 
during  storage.  Manufacturers,  both 
large  and  small,  opting  to  use  such 
substance  in  the  proposed  manner 
would  be  required  to  revise  the 
ingredient  statements  on  product  labels 
to  show  the  presence  of  citric  add. 
However,  the  use  of  dtric  add  would  be 
voluntary  and  any  costs  assodated  with 
new  label  applications  would  be 
covered  under  existing  approved 

Eaperwork  requirements  of  FSIS's  prior 
tbel  approval  system.  Decisions  by 
individual  manufactiirers  on  whether  to 
use  dtric  add  on  cured  pork  cuts  would 
be  based  on  their  ccndusioos  that  the 
benefits  would  outweigh  the  costs. 
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Comments 

Interested  persons  are  invited  to 
submit  written  comments  concerning 
this  proposed  rule.  Written  comments 
should  be  sent  to  the  Policy  Office  at  the 
address  shown  above  and  should  refer 
to  Docket  Number  89-033P.  All 
comments  submitted  in  response  to  this 
proposal  will  be  available  for  public 
inspection  in  the  Policy  Office  from  9 
a.m.  to  12:30  p.m.  and  from  1:30  p.m. 
to  4  p.m..  Monday  through  Friday. 

Background 

Better  Marketing  Company  Petition 

FSIS  has  been  petitioned  by  Better 
Marketing  Company,  East  Rutherford, 
New  jersey,  to  approve  the  use  of  a 
solution  consisting  of  citric  acid,  at  a 
level  of  30  percent  in  water,  to  be 
applied  to  cut  surfaces  of  cured  meat 
products,  prior  to  packaging,  to  preserve 
the  product's  cured  color  for  up  to  3 
days.*  According  to  the  petitioner,  a 
color  retention  of  3  days  is  considered 
essential  for  retail  merchandising  of 
aued  meat  cuts  such  as  slices  and  end 
pieces  of  smoked  hams  and  picnics. 
After  cured  meat  is  cut,  the  cut  surface 
begins  to  fade  from  pink  to  a  light  gray, 
resulting  in  economic  loss  to  meat 
merchandisers,  who  either  trim  and 
rewrap  the  product  or  reduce  the  price. 

The  petitioner  contends  that  a  one- 
time spraying  of  a  solution  containing 
30  percent  citric  add  and  water,  to  the 
surfaces  of  cured  pork  cuts  will  not 
preserve  the  product's  cure  color 
beyond  3  days  nor  reverse  gray-colored 
meat  to  a  pink  color.  Supporting  data 
submitted  by  the  petitioner  was  based 
on  a  series  of  tests  using  citric  acid 
alone  and  in  combination  with  ascorbic 
acid  in  solution  levels  ranging  from  10 
percent  to  30  percent  on  surfaces  of 
cured  pork  cuts.  The  data  show  that 
only  the  solution  consisting  of  30 
percent  citric  acid  in  water  provides  a 
cure  color  retention  of  up  to  but  no 


more  than  3  days.  The  data  also  show 
that  a  30  percent  citric  add  level  is  the 
lowest  level  sufficient  for  up  to  3-day 
color  preservation  without  a  concern  for 
masking  any  indicators  of  spoilage. 

Current  Regulations 

Section  318.7(c)(4)  of  the  Federal 
meat  inspection  regulations  (9  CFR 
318.7(c)(4))  currently  allows  the  use  of 
dtric  acid  as  a  curing  accelerator  to 
accelerate  color  fixing  or  preserve  color 
during  storage  of  cured  pork  and  beef 
cuts,  and  cured  comminuted  meat  food 
products.  Citric  acid  may  be  used  in 
cxired  products  or  in  a  10  percent 
solution  to  spray  surfaces  of  cured  cuts 
prior  to  packaging  to  replace  up  to  50 
percent  of  the  ascorbic  add.  erythorblc 
acid,  sodium  ascorbate  or  sodium 
erythorbate  that  is  used  (9  CFR 
318.7(c)(4)).  atric  add  may  also  be  used 
as  an  addifier.  an  anticoagulant,  a 
flavoring  agent,  and  a  synergist  at 
various  levels  in  various  meat  food 
products  (9  CFR  318.7(cM4)).  The  Food 
and  Drug  Administration  lists  citric  add 
as  generally  recognized  as  safe  (GRAS) 
for  use  in  foods  in  21  CFR  182.1033. 
when  used  in  accordance  with  good 
manuhcturing  practices. 

The  Proposal 

After  reviewing  the  petitioner's  data 
and  information,  FSIS  has  determined 
that  a  one-Ume  spray  application  of  a 
solution  containing  dtric  add.  at  levels 
up  to  30  percent  in  water,  to  surfaces  of 
cured  pork  cuts  would  not  afiiect  the 
wholesomeness  of  the  products  and 
would  be  in  accordance  with  the 
requirements  of  the  Federal  Meat 
Inspection  Act.  Therefore,  FSIS  is 
proposing  to  amend  the  chart  of 
approved  substances  in  9  CFR 
318.7(c)(4)  to  allow  the  use  of  citric  acid 
to  preserve  the  color  on  surfaces  of 
cured  pork  cuts.  This  proposal  would 
permit  the  one-time  spray  application  of 
a  solution  consistijig  of  citric  acid,  at 


levels  not  to  exceed  30  percent  in  water, 
to  the  surfaces  of  cured  pork  cuts. 
Although  the  petitioner  requested  use  of 
the  citric  acid  and  water  solution  on  cut 
surfaces  of  "cured  meat  products,"  the 
petitioner's  supporting  data  was  based 
on  tests  done  on  cured  pori^  products 
only.  Therefore,  this  proposal  is  limited 
to  the  use  of  a  citric  acid  in  water 
solution  on  the  surfaces  of  cured  poik 
cuts.  Further,  although  the  data 
submitted  by  the  petitioner  shows  that 
the  30  percent  citric  add  level  is  the 
lowest  level  sufficient  for  up  to  a  3-day 
color  preservation,  FSIS  will  allow  use , 
levels  up  to  30  percent  because  some 
manufacturers  may  want  to  use  lower 
levels  to  preserve  the  cured  color  for 
less  than  3  days. 

List  of  SubjecU  in  9  CFR  Part  318 

Food  additives.  Meat  inspection. 

Proposed  Rule 

For  the  reasons  discussed  in  the 
preamble,  FSIS  is  proposing  to  amend  9 
CFR  part  318  of  the  Federal  meat 
inspection  regulations  to  read  as 
follows: 

PART  318— ENTRY  INTO  OFFICIAL 
ESTABUSHMENTS;  REINSPECTION 
AND  PREPARA'nON  OF  PRODUCTS 

1.  The  authority  citation  for  part  318 
would  continue  to  read  as  follows: 

Authority:  7  U.S.C  4S0. 1901-1906;  21 
U.S.C  601-695:  7  CFR  2.17.  2.55. 

2.  In  the  chart  in  §  318.7(c)(4).  the 
Class  of  substance  "Miscellaneous" 
would  be  amended  by  adding  at  the  end 
thereof  the  following: 

f  31 8.7    Approval  of  substances  for  us*  in 
the  preparation  of  products. 


(€)••• 
(4)  •  '  • 


Oasc  o4  Bubstaixe 


Subslanoa 


PurpoM 


Produds 


Amount 


Miscalianeout 


OMcacU. 


To  prasMve  cured  color  during  ■toraga 


Cured  portc  culs Not  (o  exceed  30  percent,  m  water  solution 

used  10  apcay  surfaces  o<  cured  cuts,  prior 
10  packaging.  In  accordance  with  21  CPR 
182  1033.  (T^«  use  o(  such  solution  Shan 
not  result  In  the  addition  61  a  significant 
amount  o<  moisture  to  the  product  and  shall 
t>e  applied  only  once  to  the  product) 


<  A  «>f>y  of  thU  petlUoo  is  available  for  public 
i«*i«w  in  the  FSIS  HMhag  C3«fk's  Office. 
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Done  at  Washli^n.  DC.  on  DeconbOT  16. 
1992. 

H.  RiMadi  Cnm, 

AdministTator.  Food  Safety  ond  Inspection 
Service. 

IFR  Doc.  93-57  nied  1-4-93;  8:45  ami 
BIUMG  COOK  WtV-IMM-M 


NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Parts  SO.  52  and  too 

RINn5&-A093 

Reactor  Site  Criteria;  Including 
Seismic  and  Earthquake  Engineering 
Criteria  for  Nuclear  Power  Plants  and 
Proposed  DenUrf  of  Petition  From  Free 
Environment,  Inc.  et  al. 

AGENCY:  Nuclear  R^[ulalory 

Commission. 

ACTION:  Propoeed  ruk:  Extensioo  of 

comment  period. 

SUMMARY:  On  October  20. 1992  (57  FR 
47802).  the  NRC  published  for  public 
comment  a  proposed  rule  to  update  the 
criteria  used  in  decisions  regarding 
power  reactor  siting,  including  geologic, 
seismic,  and  earthquake  ei^neehng 
considerations  for  future  nuclear  power 
plants.  The  comment  period  for  this 
proposed  rule  was  to  have  expired  on 
Frf>ruary  17, 1993.  The  availability  of 
the  five  draft  regulatory  guides  and  the 
standard  review  plan  section  that  were 
developed  to  provide  guidance  on 
meeting  the  proposed  regulations  was 
published  on  November  25. 1992  (57  FR 
55601).  Because  the  proposed  rule 
would  move  the  detailed  guidance  from 
the  regulation  and  place  it  into  a 
regulatory  guide,  a  critical  evaluation  of 
the  proposed  rule  could  not  be 
performed  until  the  draft  regulatory 
guides  and  standard  review  plan  section 
were  available.  The  NRC  has  stated  that 
comments  on  the  draft  regulatory  guides 
and  standard  review  plan  section  would 
be  most  helpful  if  received  by  Mardi  24. 
1993.  In  view  of  the  importance  of  the 
proposed  rule  and  the  differences  in  the 
comment  period,  the  NRC  has  decided 
to  extend  the  comment  period  on  the 
proposed  rule  for  an  additional  thirty 
six  days.  The  extended  comment  period 
now  expires  March  24, 1993. 
DATES:  The  comment  period  has  been 
extended  and  now  expires  March  24, 
1993.  Comments  received  after  this  date 
will  be  considered  if  it  is  practical  to  do 
so,  but  the  Commission  is  able  to  assure 
consideration  only  for  comments 
received  on  or  before  this  date. 
ADDRESSES:  Mail  written  ccNnments  to: 
Secretary,  U.S.  Nuclear  Regu)alc»y 


Commissimi,  Wadiington.  DC  20555, 
Attention:  Docketing  and  Service 
Brand). 

Deliver  comments  to  11555  Rockville. 
Pike.  Rodcville.  Maryland,  between  7:45 
a.m.  and  4:15  p.m..  Federal  vrorkdajrs. 

Copies  of  the  regulatory  analysis,  the 
environmental  assessment  and  finding 
of  no  significant  impact,  and  comments 
received  may  be  examined  at  the  NRC 
Public  Document  Room  at  2120  L  Street 
NW.  (Lower  Level),  Warfiington,  DC 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Andrew  J.  Murphy.  Office  of  Nuclear 
Regulatory  Research,  U.S.  Nuclenr 
Regulatory  Commission,  Washington, 
DC  20555.  telephone  (301)  492-3860, 
concerning  the  seismic  and  earthquake 
engineering  aspects  and  Mr.  Leonard 
Soffer,  Oflice  of  Nucleaj^  R^ulatory 
Research.  U.S.  Nuclear  Regulatory 
Commission.  Washington.  DC  20555. 
telephone  (301)  492-3916.  concerning 
other  siting  aspects. 

Dated  at  Rockville.  JUaryland.  this  29tb  day 
of  December.  1992. 

For  the  Nudeor  Regulatory  Commission. 
Saamd ).  Chilk, 
Secretory  t^the  Commission. 
(FR  Doa  93-48  Filed  1-4-93;  8:45  ami 
BILUNG  COOe  7S90-01-M 


FEDERAL  RESERVE  SYSTEM 

12CFR  Part  230 

{Regulation  D(^,  Docket  Na  R-0791] 

Truth  In  Savings;  Proposed  Regulatory 
Amendments 

agency:  Board  of  Govemcws  of  the 
Federal  Reserve  System. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Board  is  publishing  for 
comment  proposed  amendments  to 
Regulation  DD  (Truth  in  Savings)  to 
implement  recent  changes  made  to  the 
Truth  in  Savings  Act  by  the  Housing 
and  Community  Development  Act  of 
1992.  The  law  extends  the  mandatory 
date  for  cotnplianoe  with  the 
requirements  of  the  Truth  in  Savings 
Act  by  three  months,  so  that  institutions 
must  comply  by  June  21, 1993.  rather 
than  March  21, 1993.  The  law  also 
modifies  the  advertising  rules  relating  to 
signs  in  an  institution's  lobby,  and 
makes  a  technical  change  to  the 
provision  dealing  ivith  notices  required 
to  be  given  to  existing  account  holders. 
In  addition,  the  Board  is  proposing  to 
make  a  minor  diange  to  the  regulatimi 
and  clarify  and  provide  additional 
guidance  on  a  few  issues  that  have  been 
raised  by  instituti<ms  since  publication 


of  the  fine]  regulatimi  on  September  21, 
1992. 

DATES:  Comments  must  be  received  on 
or  before  February  1, 1993. 
ADt)RESSES:  Comments  should  refier  to 
Docket  No.  R-0791,  and  may  be  mailed 
to  Mr.  William  W.  Wiles.  Secretary, 
Board  of  Governors  of  the  Federal 
Reserve  System,  20th  Street  and 
Constitution  Avenue,  NW..  Washington, 
DC  20551.  Comments  also  may  be 
deKvered  to  room  B-22Z2  of  the  Ecdes 
Building  between  8:45  a.m.  and  5:15 
p.m.  weekdays,  or  to  the  guard  station 
in  the  Eccles  Building  courtyard  on  20th 
Street,  NW  (between  Constitution 
Avenue  and  C  Street)  any  time. 
Comments  mey  be  inspected  in  Room 
B-1122  between  9  a.m.  and  5  p.m. 
weekdays,  except  as  provided  in  12  CFR 
261.8  of  the  Bond's  rules  regarding  the. 
availability  of  information. 
FOR  FURTHER  MFOfMATKM  contact: 
Jane  Ahrens,  Kyung  Cho,  Kurt 
Schumacher,  or  Mary  Jane  Se^Mch, 
Staff  Attorneys,  Division  of  Consumer 
and  Community  Affairs,  at  (202)  736- 
5500;  for  the  hearing  impaired  only 
contact  Dorothea  Thompson, 
Telecommunications  Device  for  the 
Deaf,  at  (202)  452-3544,  Board  of 
Governors  of  the  Federal  Iteserve 
System.  Washington,  DC  20551. 

SUPPLEMENTARY  MFORMATION: 

(1)  Background 

The  Truth  in  Savings  Act  (act) 
(contained  in  the  Federal  Deposit 
Insurance  Corporation  Improventent  Act 
of  1991)  was  enacted  in  December  1991. 
The  Board  publi^ed  proposed  rules  to 
implement  the  act  cm  April  13, 1992  (57 
FR  12735),  and  published  a  final 
regulation.  Regulation  DD,  on 
September  21, 1992  (57  FR  43337) 
(correction  notice  at  57  FR  46480, 
October  9,  1992). 

The  Housing  and  Community 
Development  Act  (HCDA)  was  enacted 
in  October  1992  (Pub.  L.  102-550. 106 
Stat.  3672).  The  law  contains  three 
provisicms  that  amend  the  Truth  in 
Savings  Act.  The  provi«ons  extend  the 
effective  date  for  compliance  with  the 
act  by  three  months,  reduce  the 
requirements  that  apply  to  some 
advertisements  on  the  premises  of  a 
depository  institution,  and  modify  the 
provision  that  requires  a  notice  to  be 
given  to  existing  account  holders 
alerting  them  to  the  availability  of 
account  disclosures. 

To  implentent  the  changes,  the  Board 
is  proposing  regulations  for  comment, 
and  expects  to  adopt  final  amendments 
before  March  21, 1993 — the  compliance 
date  currentfy  set  fwth  in  Regulation 
DD.  In  K^t  of  the  mincw  nature  of  the 
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amendments  and  in  order  to  ensure  that 
amendments  are  adopted  by  March  21, 
the  Board  is  providing  only  a  30-day 
comment  period.  In  addition  to 
proposing  rules  to  implement  the 
statutory  changes,  the  Board  is 
proposing  to  make  one  minor  change  to 
the  regulation  and  to  provide  guidance 
on  a  few  other  issues  that  have  been 
raised  by  institutions  since  adoption  of 
the  final  rules.  Ehie  to  a  significant 
number  of  questions  raised  about  these 
issues,  the  Board  proposes  to  provide 
guidance  at  this  time,  rather  than 
delaying  until  the  Official  Staff 
Commentary  is  proposed  for  comment 
in  the  fall  of  1993. 

(2)  Proposed  Regulatory  Provisions 

Mandatory  Compliance  Date 

The  final  regulation  referred  to  March 
21. 1993,  as  the  mandatory  date  for 
complying  with  the  requirements  of  the 
regulation.  The  definition  of  "account" 
under  §  230.2(a)  states  that  existing 
accounts  held  by  an  unincorporated 
nonbusiness  association  of  natural 
persons  prior  to  March  21, 1993  are  not 
included  in  the  term. 

As  discussed  above,  the  mandatory 
date  for  compliance  with  the 
requirements  of  the  Truth  in  Savings 
Act  was  extended  by  the  HCDA  for  three 
months.  (Section  957(b)  of  the  HCDA 
amended  section  269(a)(2)  of  the  Truth 
in  Savings  Act.)  The  Board  proposes  to 
replace  the  reference  to  "March  21" 
with  "June  21"  in  §  230.2(a). 

In  several  places,  the  supplementary 
information  accompanying  the  final 
regulation  referred  to  an  effective  date  of 
March  21,  1993.  The  proposed  change  to 
the  regulation  supersedes  all  such 
references. 

In  conjunction  with  the  final 
regulation,  the  Board  had  deleted  the 
existing  advertisement  and  disclosure 
rules  in  Regulation  Q  (12  CFR  part  217) 
as  of  March  21. 1993.  when  the 
requirements  in  Regulation  DD  would 
become  mandatory.  Consistent  with  the 
change  to  Regulation  DD.  the  Board  will 
make  a  technical  amendment  to 
Regulation  Q  so  that  the  requirements  in 
Regulation  Q  will  remain  in  effect  until 
June  21. 1993.  As  stated  in  the 
supplementary  information 
accompanying  the  final  regulation, 
however,  institutions  may  begin 
complying  solely  with  the  advertising 
provisions  in  Regulation  DD  prior  to  the 
date  for  mandatory  compliance,  instead 
of  the  advertising  and  disclosures 
provisions  in  Regulation  Q. 

Section  230.4 — Account  Disclosures 

(c)  Notice  to  existing  account 
holders — (1)  Notice  of  availability  of 


disclosures.  As  enacted  in  December 
1991.  section  266(e)  of  the  act  would 
have  required  institutions  to  include  a 
notice  of  disclosure  availability  on  or 
with  any  regularly  scheduled  periodic 
statement  sent  to  existing  consumer 
account  holders  within  180  days  of 
adoption  of  the  Board's  final  rule.  In 
implementing  this  provision,  the 
Board's  regulation  specified  that  this 
notice  to  existing  account  holders  did 
not  have  to  be  sent  prior  to  the 
mandatory  compliance  date  of  Mart:h 
21, 1993.  Instead,  the  notice  was  to  be 
included  on  or  with  the  first  periodic 
statement  sent  on  or  after  March  21, 
1993  (or  the  first  periodic  statement  for 
a  statement  cycle  beginning  on  or  after 
that  date). 

As  stated  above,  section  9S7(b)  of  the 
HCDA  extended  the  mandatory 
compliance  date  from  6  months  to  9 
months  after  the  Board's  issuance  of  a 
final  rule.  In  addition,  section  1604(e)  of 
the  HCDA  amended  section  266(e)  of 
the  Truth  in  Savings  Act  to  require  that 
the  notice  to  existing  account  holders  be 
sent  "on  or  with  the  first  regularly 
scheduled  mailing  sent  after  the  end  of 
the  6  month  period  beginning  on  the 
date  of  publication"  of  the  Board's 
implementing  regulations  (emphasis 
added). 

If  the  revisions  to  statutory  sections 
957(b)  and  1604(e)  were  taken  literally, 
the  amended  act  could  be  read  to 
require  institutions  to  provide  the  notice 
to  existing  consumer  account  holders  on 
or  with  the  first  periodic  statement  sent 
after  March  21, 1993.  The  Board 
believes  that  the  Congress  did  not 
intend  for  institutions  to  have  to  comply 
with  this  disclosure  duty  prior  to  the 
new  compliance  data,  but  rather 
intended  to  grant  institutions  an 
additional  three-month  period  to 
comply.  Therefore,  the  Board  is 
proposing  to  amend  §  230.4(c)  of 
Regulation  DD  to  require  the  notice  of 
account  disclosure  availability  to  be 
included  on  or  with  the  first  periodic 
statement  sent  on  or  after  the  mandatory 
compliance  date  of  June  21. 1993  (or  the 
first  periodic  statement  for  a  statement 
cycle  beginning  on  or  after  that  date). 
The  Board  solicits  comments  on  this 
proposal. 

Section  230.5 — Subsequent  Disclosures 

(a)  Change  in  terms — (2)  No  notice 
required — (ii)  Check  printing  fees.  The 
act  and  regulation  require  institutions  to 
provide  a  30-day  advance  notice  to 
consumers  of  any  change  in  a 
previously  disclosed  term  that  may 
adversely  affect  the  consumer.  In  the 
final  rule  the  Board  used  its  exception 
authority,  pursuant  to  section  269(a)(3) 
of  the  act,  to  create  a  limited  exception 


to  the  notice  requirements  for  changes 
in  check  printing  fees  "assessed  by  third 
parties." 

Since  release  of  the  final  rule,  the 
Board  has  received  numerous  inquiries 
about  the  scope  of  this  exception.  For 
example,  institutions  have  asked 
whether  they  can  take  advantage  of  the 
exception  if  the  check-printing  vendor 
directly  bills  the  institution  which  adds 
a  "mark-up"  and  passes  the  fee  on  to  the 
consumer.  Institutions  have  asked 
whether  the  exception  applies  if  the 
third  party  originates  a  debit  to  the 
account,  but  the  institution  is  involved 
in  determining  the  fee. 

In  order  to  simplify  the  requirement 
and  avoid  further  confusion,  the  Board 
proposes  to  clarify  the  exception  so  that 
an  institution  does  not  have  to  provide 
a  change  in  terms  notice  for  check 
printing  fees — regardless  of  whether  the 
fee  is  assessed  by  a  third  party  or  by  the 
depository  institution  itself.  The  Board 
solicits  comment  on  whether  it  is 
necessary  to  broaden  the  current 
exception  in  this  manner. 

The  imposition  of  check  printing  fees 
by  a  third  party  was  referred  to  in  the 
supplementary  information  to  section 
230.8(a)  that  accompanied  the  filial 
regulation.  That  section  prohibits 
institutions  from  advertising  an  account 
as  "free"  or  "no  cost"  if  a  "maintenance 
or  activity"  fee  might  be  imposed  on  the 
account.  The  supplementary 
information  specified  that  fees  imposed 
by  a  third  party  to  print  checks  are  not 
considered  maintenance  or  activity  fees 
imposed  on  the  account.  Consistent 
with  the  proposed  amendment  to  the 
regulation  and  in  light  of  the  concerns 
discussed  above,  the  Board  proposes  to 
clarify  that  check  printing  fees  are  not 
maintenance  or  activity  fees,  regardless 
of  who  imposes  them.  Thus,  an 
institution  that  imposes  check  printing 
fees  could  state  that  an  account  is  free, 
if  no  maintenance  or  activity  fees  are 
imposed. 

Section  230.8— Advertising 

(e)  Exemption  for  certain 
advertisements.  Section  263(a)  of  the  act 
provides  that  a  reference  to  a  specific 
interest  rate,  yield,  or  rate  of  earnings  in 
an  advertisement  triggers  a  duty  to  state 
certain  additional  information, 
including  the  annual  percentage  yield. 
The  HCDA  amendment  to  section  263(c) 
of  the  advertising  rules  provides  that  if 
a  rate  is  displayed  on  a  sign  (including 
a  rate  board)  designed  to  be  viewed  only 
from  the  interior  of  an  institution,  the 
disclosure  requirements  of  section  263 
do  not  apply.  Instead,  only  the  annual 
percentage  yield  and  a  statement 
advising  consumers  to  ask  employees 
about  fees  and  terms  applicable  to  the 
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advertised  account  are  required  to  be 
stated. 

The  regulation  currently  exempts 
lobby  signs  from  some  advertising 
disclosure  requirements.  The  Board's 
proposal  woiud  amend  the  regulation  by 
reorganizing  §  230.8(e).  A  new 
subparagraph  (2)  would  be  added  to 
address  disclosure  requirements  for 
lobby  signs. 

The  proposal  does  not  define  the  term 
"lobby  sign."  The  Board  believes  that 
lobby  signs  would  include  signs  such  as 
preprinted  posters  and  chalk  or  peg 
boards,  whether  affixed  to  a  wall  or 
displayed  on  an  easel  or  a  counter.  The 
Board  also  proposes  that  a  lobby  sign 
include  any  advertisement  "facing 
inside"  an  institution,  including 
computer  screens  and  electronic  media. 
The  Board  believes,  however,  that  a 
lobby  sign  does  not  include  a  document 
that  can  be  retained  by  a  consiuner 
(such  as  a  print-out  horn  a  computer  or 
a  brochure).  Thus,  such  a  document 
would  be  subject  to  all  of  the  advertising 
rules.  The  Board  requests  comment  on 
whether  "lobby  signs"  should  be 
defined,  and  if  so,  how  the  term  should 
be  defined. 

Under  the  act,  the  exception  applies 
to  lobby  signs  designed  to  be  viewed 
only  from  the  interior  of  a  depository 
institution  (or  the  premises  of  a  deposit 
broker).  The  Board  proposes  to  use  the 
term  "facing  inside"  the  lobby  rather 
than  using  an  "intent"  standard.  The 
Board  believes  this  will  provide  a 
simpler  test  for  determining  if  a  sign  is 
exempt  under  section  230.8(e)  or  not. 
Since  the  act  creates  an  exemption  only 
for  lobby  signs  designed  to  be  viewed 
from  inside  an  institution,  lobby  signs 
that  do  not  face  inside  a  depository 
institution  (or  the  premises  of  a  deposit 
broker)  would  remain  subject  to  the 
normal  disclosure  requirements  of  this 
section. 

Technically,  the  statute  could  be  read 
to  exempt  from  the  disclosure  rules  only 
those  lobby  signs  that  state  a  rate.  The 
Board  believes  the  Congress  intended  to 
except  these  media  from  the  disclosure 
provisions  in  section  263(a)  and  263(c) 
regardless  of  whether  a  rate  of  return  is 
stated.  Lobby  signs  would  be  exempt 
from  the  disclosure  requirements  under 
paragraphs  (b).  (c)  and  (d)  of  §  230.8  if 
the  signs  face  inside  a  depository 
institution  or  the  premises  of  a  deposit 
broker.  This  would  exempt  such  lobby 
signs  from  the  disclosure  rules  dealing 
with  bonuses  in  §  230.8(d);  thus,  a  lobby 
sign  could  state  a  "bonus"  without 
stating  any  additional  disclosures. 

Section  263(c)  of  the  act  excepts  lobby 
signs  from  the  "disclosure  provisions" 
of  section  263.  A  second  amendment  to 
the  act  exempts  lobby  signs  from 


paragraph  (a)  of  section  263,  which 
deals  specifically  with  "disclosures" 
required  when  rates  of  earnings  are 
mentioned  In  advertisements.  The 
proposal  would  exempt  lobby  signs 
from  the  disclosure  provisions  of 
section  263,  but  they  would  remain 
subject  to  the  prohibition  on  misleading 
or  inaccurate  advertisements.  The  Board 
believes  that  if  a  broader  exemption 
were  intended,  the  Congress  would  have 
exempted  the  lobby  signs  described  in 
section  263(c)  of  the  act  fit>m  section 
263  entirely.  Thus,  the  Board  believes 
that  lobby  signs  facing  inside  an 
institution  (or  the  premises  of  a  deposit 
broker)  are  subject  to  the  act's 
prohibitions  against  the  use  of 
misleading  or  inaccurate  statements  in 
advertisements,  and  against  the 
description  of  accounts  as  "free"  if  a 
regular  service  fee  is  imposed.  As  a 
result,  lobby  signs  facing  inside  a 
depository  institution  would  be  covered 
by  paragraph  (a)  of  §  230.8.  The  Board 
solicits  comment  on  this  proposal. 

The  amendment  to  section  263(c)  of 
the  act  requires  that  if  any  rate  is- 
displayed,  the  annual  percentage  yield 
must  also  be  stated  (but  does  not 
expressly  require  that  the  figure  be 
described  as  the  "annual  percentage 
yield").  The  regulation  currently 
provides  that  in  all  cases,  if  any  rate  of 
return  is  advertised,  it  must  be  stated  as 
the  annual  percentage  yield,  using  that 
term  or  the  abbreviation  "APY."  The 
Board  solicits  comment  on  this  issue. 

(3)  Proposed  Additional  Guidance 

Section  230.2(q)— Periodic  Statement 

The  regulation  defines  a  periodic 
statement  as  one  sent  to  a  consumer  "on 
a  regular  basis  four  or  more  times  a 
year."  The  supplementary  information 
accompanying  the  final  regulation 
stated  that  if  an  institution  provides  a 
statement  to  meet  other  legal 
requirements  (for  example,  if  an 
electronic  fund  transfer  takes  place  and 
the  transaction  is  covered  by  the  Board's 
Regulation  E),  such  a  statement  is  a 
periodic  statement  for  purposes  of 
Regulation  DD. 

Many  institutions  have  asked  whether 
every  statement  sent  to  meet 
requirements  of  Regulation  E  is 
considered  a  periodic  statement  for 
purposes  of  Regulation  DD.  For 
example.  Regulation  E  requires  a 
statement  to  be  sent  for  each  monthly  or 
shorter  cycle  in  which  an  electronic 
fund  transfer  has  occurred,  but  at  least 
quarterly  if  no  transfer  has  occurred  (12 
CFR  205.9(b)).  Institutions  that  provide 
regular  quarterly  statements,  and  only 

Srovide  monthly  statements  if  a  transfer 
as  occiured,  have  asked  whether  the 


monthly  statement  is  a  periodic 
statement  for  Regulation  DD  purposes. 

The  Board  does  not  believe  this 
monthly  statement  is  a  periodic 
statement  for  Regulation  DD,  The 
statement  may  or  may  not  be  sent  on  a 
monthly  basis,  de{>ending  on  whether 
an  electronic  fund  transfer  actually 
occxirs  that  month.  Unlike  a  statement 
sent  every  quarter — or  a  policy  of  an 
institution  in  which  it  sends  a  statement 
on  a  monthly  or  other  regular  basis — the 
statement  is  not  sent  on  a  "regular" 
basis  since  an  institution  may  send  the 
statement  one  month  but  not  every 
month.  Thus,  the  Board  believes  that 
such  a  statement  need  not  include  any 
of  the  disclosures  in  §  230.6,  since  it 
does  not  meet  the  definition  of 
"periodic  statement." 

In  such  a  circumstance  discussed 
above,  however,  the  quarterly  statement 
is  a  periodic  statement,  and  the 
disclosures  in  §  230.6  would  have  to  be 
provided  for  that  statement  period.  The 
Board  solicits  comments  on  whether 
institutions  should  be  exempt  from 
disclosing  fees  for  a  quarterly  statement 
if  they  have  reflected  those  fees  in  the 
prior  monthly  statement,  in  accordance 
with  Regulation  E. 

Appendix  A  to  Part  230 — Annual 
Percentage  Yield  Calculation. 

Proposed  Alternative  Formula  for 
Certain  Accounts 

Part  II  of  appendix  A  provides 
institutions  with  a  single  formula  to 
calculate  the  annual  percentage  yield 
earned  for  periodic  statements.  The 
Board  has  received  several  inquiries 
from  institutions  about  whether  this 
formula  should  be  used  in  all  situations. 
Institutions  that  use  the  daily  balance 
method  to  accrue  interest  have  noted 
that  if  a  periodic  statement  is  sent  more 
frequently  than  the  period  for  which 
interest  is  compounded,  the  annual 
percentage  yield  earned  may  be  higher 
than  the  annual  percentage  yield. 
Institutions  have  stated  that  consumers 
could  be  confused  or  mislead  by  the 
annual  percentage  yield  earned  figure. 
By  way  of  illustration,  an  institution 
that  pays  a  5%  interest  rate  and 
compounds  annually  would  state  an 
annual  percentage  yield  of  5%.  The 
same  institution  would  show  $4.11  of 
interest  accrued  on  $1,000  of  principal 
on  a  monthly  periodic  statement 
(reflecting  30  days).  In  such  a  case,  the 
annual  percentage  yield  earned  shown 
on  that  statement  would  be  5.12%. 
Institutions  have  urged  the  Board  not  to 
require  use  of  a  formula  that  produces 
such  a  result. 

The  Board  solicits  comment  on 
whether  an  additional  formula  should 
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be  added  to  Appendix  A.  Part  II.  to 
calculate  the  annual  percentaga  yield 
earned  for  those  accouots  in  which 
institutions  provide  periodic  statemaots 
more  often  than  they  compouixl 
interest  The  Board  also  requests 
commeot  on  whether  use  of  any 
additional  fbnnuk  should  be  optional 
or  required.  The  dafinitioos  that  apply 
to  the  existipfl  fbnnula  in  Appendix  A. 
Part  D  would  a(>ply  to  the  new  {omauk. 
altbough  a  definition  of  "compounding" 
would  be  added,  where  "compoundixtg" 
is  the  frequency  with  which  interest  is 
compounded,  expressed  as  a  number  of 
days.  (For  examjMa..  quarterly 
compounding  would  be  eicpressed  as 
91.25;  semi-annual  compounding  would 
be  expressed  as  182.5;  and  annual 
compounding  would  be  expressed  as 
365.)  The  Board  requests  comment  on 
wbether  the  following  formula  should 
be  added: 


APYEanMd= 


100  ll« 


(hHerett  earned/Balance) 
Days  in  period 


(CkjmpoundingJ)  f***^*-*™"^' -1 

To  illustrate,  in  the  example 
discussed  above,  if  a  consumer  earned 
$4.11  in  hiterest  for  a  30-day  period  on 
a  $1,000  deposit,  the  annual  percentage 
yield  earned  under  the  proposed 
formula  would  be  5%. 


(4.11/1.000    \ 


APY  EafM<NlOO-(1> 

(365)J<*«»*»-t 
APYEan»ed«5% 

The  Board  believes  that  this  second 
annual  percentage  yield  earned  formula 
would  be  used  under  &irly  nanow 
circumstances.  First,  the  additional 
formula  could  be  used  only  by  those 
institutions  that  calculate  interest  by 
using  a  daily  balance  method.  (Section 
230.6(bl  of  the  regulation  provides  a 
special  rule  for  calculating  the  annual 
percentage  yield  earned  if  institutions 
use  the  average  daily  balance  method  to 
calculate  interest.)  Second,  only 
accounts  that  provide  periodic 
statements  more  often  than  the 
frequency  for  which  interest  is 
compounded  would  be  afliected. 
Evidence  indicates  that  the  vast  majority 
of  NOW  and  money  market  accounts — 
typically  accounts  that  provide  periodic 
statements  on  a  monthly  or  quarterly 
basis — compound  on  a  daily  or  monthly 
basis.  Third,  given  the  proposed 
position  regarding  the  deHnition  of  a 
periodic  statement  discussed  earlier  ia 
this  notice,  there  may  be  ftfw  cases  in 


which  an  institution  provides  a  periodic 
statenant  more  firequently  than  it 
compounds  interest.  (See  the  disnusion 
under  §  230.2(q)  above,  in  which  the 
Board  proposes  that  a  statement  sent  on 
a  nonregular  basis,  to  meet  Regulation  E 
requirements,  is  not  a  periodic 
stateaoent  for  purposes  of  Regulation 
IXXl  Finally,  several  Eactocs  may  cause 
the  annual  percentage  yield  earnad  that 
is  disclosed  on  the  periodic  statement  to 
be  lower  than  the  annual  percentage 
yield,  such  as  tha  failure  to  meet  a  daily 
minimum  balance  rec^irenient,  a 
decrease  in  the  interest  rate,  and  use  of 
a  coUactad  balance  method  of  accruing 
interest. 

Use  of  •Ledger"  and  "Cdlhcted" 
Balance  To  Calculate  the  Annuaf 
Percentage  Yield  Earned 

The  Board  proposes  to  address  a 
second  issue  in  Part  II  of  Appendix  A. 
The  supplementary  information 
accompanying  tha  ruval  regulation  stale 
that  the  annual  percentage  yield  earned 
reflects  the  relation  between  the  amount 
of  interest  and  the  "account  balance  for 
the  period  reflected  on  the  statement." 
(Emphasis  added.)  The  Board  has 
received  nunMrous  questions  regarding 
how  the  balance  figure  is  deterrmned 
when  an  institution  uses  a  "collected" 
balance  method  of  accruing  interest.  (As 
was  stated  in  the  supplementary 
information  acoMnpanying  the  final 
regulation,  institutions  may  accrue 
interest  using  either  the  collected  or 
ledger  balance  method.)  Regardless  of 
which  method  is  used  to  accrue  interest, 
the  Board  intends  for  institutions  to  use 
the  Iedg9r  balance  in  the  account,  for 
the  period  reflected  on  the  statement, 
for  calculating  the  annual  percentage 
yield  earned. 

The  Board  believes  using  the  ledger 
balance  for  the  periodic  statement  cycle 
provides  a  more  accurate  yield  figure 
since  it  demonstrates  the  difference 
between  institutions  that  acaiie  interest 
using  a  collected  balance  compared  to 
those  that  use  a  ledger  balance. 
(Assuming  that  the  interest  rate  and 
other  conditions  remain  the  same,  an 
institution  using  the  ledger  balanca 
method  of  accruing  interest  would 
disclose  a  higher  annual  percentage 
yield  earned  on  the  periodic  statement 
than  an  institution  using  a  collected 
balance  method.)  The  Board  beUeves  it 
is  essential  that  the  annual  percentage 
yield  earned  be  calculated  in  a 
standardized  way  to  ensure  that 
consumers  are  abla  to  compare  returns 
on  deposit  accounts.  In  addition,  the 
Board  beUeves  requiring  use  of  a  ledger 
balance  to  calculate  the  annual 
percentagia  yield  earned  will  minimize 


compUanoe  costs  and  burdens  on 
institutions.  j 

(4)  Fom  of  Gbimiiafit  Lattera 

As  discussed  above,  comment  letters 
should  reCat  to  DodLat  No.  R-0791 .  The 
Board  requests  that,  when  possible, 
comments  be  prepared  using  a  standard 
typeface  %vith  a  type  size  of  10  or  12 
characters  per  indi.  This  will  enable  the 
Board  to  convert  the  twd  into  machine- 
readable  form  thrott^  electronic 
scanning,  uai  will  fecilitate  automated 
retrieval  of  comments  for  review. 
Comments  may  also  be  si^Mnitted  on 
3V^  faich  or  5V4  inch  computer  diskettes 
in  any  IBM-compatible  DOS-based 
format,  if  accompanied  by  an  original 
document  in  paper  form. 

(5)  Econonuc  Impact  Statement 

The  proposed  change  to  the  regulation 
is  not  likely  to  have  a  significant  impact 
on  institutions'  costs.  Including  those  of 
small  institutions. 

List  of  Subjects  in  12  CFR  Part  230 

Advertising.  Banks.  Banking. 
CoDSumer  protection.  Deposit  accounts. 
Interest,  Interest  rates.  Federal  Reserve 
System.  Truth  in  savings. 

Certain  conventions  nave  been  used 
to  highlight  the  proposed  revisions  to 
the  regulation.  New  language  is  shown 
inside  bold-{sM»d  arrows,  while 
language  that  would  be  deleted  is  set  off 
with  bold-faced  brackets 

For  the  reasons  set  forth  in  the 
preamble.  12  CFR  part  230  is  proposed 
to  be  amended  as  follows: 

PART  230-TRUTH  IN  SAVINGS 

1.  The  authority  citation  for  pert  230 
continues  to  read  as  follows: 

Authority:  12  U.S.C.  4301  et  S9q. 

2.  Section  230.2  would  be  amended 
by  revising  the  last  sentence  of 
paragraph  (a)  to  read  as  follows' 

S  230.2    DeflnMoos. 


(a)  Account  •  •  •  The  terra  does  not 
include  an  existing  account  held  by  an 
unincorporated  nonbusiness  association 
of  natural  persons  prior  to  IMarch  21 1 
IJune  214, 1993.  unless  the  association 
notifies  the  institution  that  it  meets  the 
definition  of  "consumer." 

3.  Section  230.4  would  be  amended 
by  revising  the  first  and  second 
sentences  of  paragraph  (cKD  to  read  as 
follows: 

§2304    Account  discloauraa. 

•        •        •        •        • 

(c)  Notice  to  existing  accouiU 
holders — (1)  Notice  of  availability  of 
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disclosures.  Depository  institutions 
shall  provide  a  notice  to  consumers  who 
receive  periodic  statements  and  who 
hold  existing  accounts  of  the  type 
offered  by  the  institution  on  [March  21] 
♦June  21|,  1993.  The  notice  shall  be 
included  on  or  with  the  first  periodic 
statement  sent  on  or  after  [March  21] 
IJune  21|.  1993  (or  on  or  with  the  first 
periodic  statement  for  a  statement  cycle 
beginning  on  or  after  that  date).  *  1  * 

*  •       •       •       •  ! 

(4.  Section  230.5  would  be  amended 
by  revising  paragraph  (a)(2)(ii)  to  read  as 
follows: 

§230.5    Subsequent  disclosurM. 

•  *        •         •        • 

(a)*  •  • 

(2)*  •  * 

(ii)  Check  printing  fees.  Changes  in 
fees  assessed  [by  third  parties)  for  check 
printing. 

•  •        *        •        « 

5.  Section  230.8  would  be  amended 
by  revising  paragraph  (e)  and  by  adding 
a  new  p>aragraph  (e)(2)  to  read  as 
follows: 

§230.8    Advertising. 

*  •         *         •         * 

(e)  Exemption  for  certain 
advertisements.  |(1)  Certain  media.^  If 
an  advertisement  is  made  through  one 
of  the  following  media,  it  need  not 
contain  the  information  in  paragraphs 
(c)(1).  (c)(2).  (c)(4).  (c)(5).  (c)(6)(ii). 
(d)(4).  and  (d)(5)  of  this  section: 

l(i)l  [(1)]  Broadcast  or  electronic 
media,  such  as  television  or  radio; 

|(ii)|  [(2)]  Outdoor  media,  such  as 
billboards;  f  or| 

|(iii)4  [(3)]  Telephone  response 
machines#.|  [;  or 

(4)  Lobby  boards  inside  a  depository 
institution  or  deposit  broker  (provided 
they  contain  a  notice  advising 
consumers  to  contact  an  employee  for 
further  information).] 

1(2)  Lobby  signs.  Lobby  signs  facing 
inside  a  depository  institution  (or  facing 
inside  the  premises  of  a  deposit  broker) 
are  not  subject  to  paragraphs  (b),  (c),  or 
(d)  of  this  section.  If  a  lobby  sign  states 
a  rate  of  return,  it  shall: 

(i)  State  the  rate  as  an  "annual 
percentage  yield,"  using  that  term  or  the 
term  "APY."  The  advertisement  shall 
not  state  any  other  rate,  except  that  the 
interest  rate  may  be  stated  in 
conjunction  wiOi  the  annual  percentage 
yield  to  which  it  relates. 

(ii)  Contain  a  statement  advising 
consumers  to  contact  an  employee  for 
further  information  about  applicable 
fees  and  terms.l 


By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System,  December  29. 1992. 

VViUiam  W.  Wiles. 

Secretary  of  the  Board. 

|FR  Doc.  93-54  Filed  1-4-93;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

14  CFR  Part  39 
[Docket  No.  91-ANE-51] 

Airworthiness  Directives;  Pratt  & 
Whitney  JT9D  Series  Turt>ofan  Engines 

AGENCY:  Federal  Aviation 
Administration,  DOT. 
ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

summary:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to  Pratt 
&  Whitney  JT9D  series  turbofan  engines. 
This  proposal  would  require  a  one-time 
modification  and  overhaul  of  engine 
control  system  accessories.  This 
proposal  is  prompted  by  multiple 
engine  surge  and  power  loss  events 
caused  by  deterioration  of  internal 
components  of  engine  control  system 
accessories.  The  actions  specified  by  the 
proposed  AD  are  intended  to  prevent 
the  loss  of  engine  compressor  surge 
margin  caused  by  the  deterioration  of 
engine  control  system  accessories, 
resulting  in  an  engine  surge,  and 
subsequent  power  loss  or  inflight  engine 
shutdown. 

DATES:  Comments  must  be  received  by 
February  4, 1993. 
ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  New  England 
Region,  Office  of  the  Assistant  Chief 
Counsel,  Attention:  Rules  Docket  No. 
91-ANE-51, 12  New  England  Executive 
Park,  Burlington.  Massachusetts  01803- 
5299.  Comments  may  be  inspected  at 
this  location  between  8  a.m.  and  4:30 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Pratt  &  Whitney,  Publications 
Department,  400  Main  Street.  East 
Hartford,  Connecticut  06108.  This 
information  may  be  examined  at  the 
FAA.  New  England  Region.  Office  of  the 
Assistant  Chief  Counsel,  12  New 
England  Executive  Park.  Burlington. 
Massachusetts. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  Kerman,  Engine  Certification 
Branch,  ANE-141.  FAA,  New  England 


Region,  Engine  &  Propeller  Directorate, 
12  New  England  Executive  Park, 
Burlington.  Massachusetts  01803-5299, 
telephone  (617)  270-2410;  fox  (617) 
270-2412. 

SUf>Pt.EMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications 
should  identify  the  Rules  Docket 
number  and  be  submitted  in  triplicate  to 
the  address  specified  above.  All 
communications  received  on  or  before 
the  closing  date  for  comments  specified 
above  will  be  considered  before  taking 
action  on  the  proposed  rule.  The 
proposals  contained  in  this  notice  may 
be  changed  in  light  of  the  comments 
received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  No.  91-ANE-51."  The  postcard 
will  be  date  stamped  and  returned  to  the 
commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  New  England  Region,  Office  of  the 
Assistant  Chief  Counsel,  Attention: 
Rules  Docket  No.  91-ANE-51, 12  New 
England  Executive  Park,  Burlington, 
Massachusetts  01803-5299. 

Discussion 

The  FAA  has  conducted  an  extensive 
fleet-wide  study  of  Pratt  &  Whitney 
(PW)  JT9D  series  turbofan  engines  for 
incidents  of  engine  surge  and 
subsequent  power  loss  or  inflight  engine 
shutdown.  The  FAA  received  operators' 
responses  to  a  request  from  the  engine 
manufacturer  for  data  on  incorporation 
of  recommended  modifications  and 
frequency  of  overfiauls.  The  FAA  has 
concluded  from  the  above  data  that 
engine  control  system  accessory 
reliability  is  a  predominant  contributing 
factor  to  insufficient  engine  compressor 
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surgB  BUt^  Fuithac  analysis  shows 
that  PW  JTQDsariaa  tuibo&B  enginaa 
have  a  bsiglitaned  susceptibihty  to 
engine  auigaa.  and  subaeqaenl  powav 
loss  or  inflight  engine  shutdown  when 
engine  control  system  accessories  have 
not  incorporated  certain  recomnencted 
modifications  and  have  not  undatgaae 
periodic  overhaul.  This  situation  allovra 
these  components  W>  deteriorate  beyond 
acceptable  levels,  thus  greatly 
increasinft  the  likelihood  of  engme 
surge,  and  subsequenl  power  loss  or 
inflight  engine  shutdown. 

Some  ofthe  incidents  of  engine  surgp 
the  FAA  studied  involved  more  than 
one  engine  during  the  same  flight.  There 
have  been  12  incidents  over  the  past 
two  years  where  more  than  one  engine 
on  the  same  aircraft  simultaneously 
surged,  rewlting  in  kws  of  power  or 
inflight  shutdown  of  multiple  engines. 
During  certain  phases  of  flight,  such  as 
takeoS  or  climb-out.  a  Loss  of  power  on 
more  than  one  engine  adversely  afiacts 
aircraft  control.  The  FAA  has  concluded 
that  there  is  a  greatly  increased  risk  of 
more  than  one  engine  surging  on  the 
same  flight  when  engine  control  system 
accessories  have  not  been  modified  and 
have  not  undergone  periodic  oveihauL 
This  condition,  if  not  corrected,  could 
result  in  the  loss  of  engine  coapressor 
surge  margin  caused  by  the 
deterioration  of  engine  control  system 
accessories,  resulting  in  an  engine  surge, 
and  subsequent  power  kws  or  infB^ 
engine  abatdown. 

Tbe  FAA  has  reviewed  and  approved 
the  technital  contents  of  the  foUowiag 
TRW.  Argo-Tech  (AT).  Hamilton 
Standafd  (HS).  and  Pratt  *  Whitney 
(PW)  service  bMlletins  (SB): 


S8Na 


SB  No. 

Rflvision 

Date 

Main  FtMl  Gear  Pump: 

TRW  SB  Mo.  73-28 

2 

4-15-77 

TRW  SB  Mo.  73-29  — 

t 

9-V-80 

TnWSBNa73-3t  — 

Ofiginat-... 

•-V-7V 

THW  SB  Ma  73-32  — . 

3 

4-1-85 

AT  SB  MO.  73-38 

t  „ 

10-1-88 

AT  SB  Mol  73-43  - 

Origmal 

12-15-88 

TRW  SB  Ma  73-B 

CMgtnrt  — 

•-1-82 

PW  SB  No  5889 

3 

10-i-ai 

TRW  SB  No  73-5 

OflQinal 

4-30-61 

Engina  Vane  Bte«d  Coo- 

trot  GTA  9: 

H5S8Ma7S-26 

t  .._ 

8-21-81 

HSSaMa75-t9 

1  

8-21-81 

HSSBNa7S-t7 

Oftgmal-. 

>.31-88 

HS  SB  MO.  75-t6 

Oftgmai .... 

3-20-88 

MS  SB  Na  75-» _.. 

2 

8-21-81 

Engms  vane  Conaot  3-«: 

HS  SB  Ma  75-0 

2  

8-21-81 

HS  SB  Na  75-6  ..„    _. 

1  

8-20-81 

MS  SB  Mas75-5 

Ortginal 

3-31-88 

HS  S8  Na  75-«  ..- 

2 

8-20-81 

HS  SB  Ma  75-2 

1 

11-8-78 

Engina  Vane  Contel  3-4: 

HS  SB  Na  75-28 

Ori0nal  ...- 

5-13-81 

HS  SB  NO.  75-27 

t  „ 

8-18-81 

HS  SB  NO.  75-24 

t  .._ 

8-19-81 

HS3Bltoi7»-23 

Ohftm-.. 

3-31-88 

HSS8Ma7S-22- 

t 

6-18-81 

HS  SB  No.  75-19 

HS  SB  No.  7&-20 

HS  SB  Na  75-14 

HS  SB  Ma  75-11 

HS  SB  No.  75-10 

Engine  Vane  Control  3-2: 

HSS8  Ma  75-48 

HS  SB  No.  75-48 

HSSBMa7S-4S 

HS  SB  No.  75-43 

HS  SB  Na  75-42 

HS  SB  No.  75-41  

HS  SB  No.  75-37 

HS  SB  No.  75-36 

HS  SB  No.  75-31  - 

HS  SB  No.  75-28 

HS  SB  No.  75-27 

Fuel  Contrel  66-6: 

HS  SB  Mo.  73-19 

HS  SB  No.  73-27 

HS  SB  No.  73-23 

HS  SB  No.  73-3 

Fuel  Control  68-4: 

HS  SB  73-19 

HS  SB  No.  73-50  ........ 

HS  SB  No.  73-42 

HS  SB  Na  73-36 

HS  SB  Na  73-35 

HS  SB  No.  73-33 

HS  SB  No.  73-29 

HS  SB  Na  73-26 

HS  SB  No.  73-24 

HS  SB  No  73-21  

Fuel  ContTDl  68-3 

HS  SB  No.  73-19 

HS  SB  Na  73-150  .— 
HS  SB  Na  73-138  — 
HS  SB  Na  73-129  ..._ 

HS  SB  Mo.  73-128 

HS  SB  Mo.  73-127 

HS  SB  Na  73-122 

HS  SB  Ma  73-121  — 
HS  SB  Na  73-117  — 
HS  SB  Mo.  73-111  .... 


3 

Ortgtnal, 
Orttfnat . 
(M^nal. 
Original 


1  

t 

2 

1 

3 

3 — 

Origkwf . 
Original 
Ortginai . 
Original 


* 

»-»-» 

1 

9-27-82 

1 _ 

8-19-91 

Orifinal.... 

1-7-77 

1  

9-20-86 

1  

8-15-79 

Original 

2-27-78 

3 

7-1-77 

1  - 

8-29-75 

2 

10-3V-78 

»-«7-77 

Originate. 

5-29-74 

2  

10-15-74 

10-27-76 

1 

9-20-86 

Origimt-.. 

4-30-81 

Origmat..... 

2-27-78 

3  .-„    — 

7-1-77 

8-29-75 

1  _ 

3-6-76 

t 

9-27-77 

OrigM  ...- 

5-2»-75 

3  .- 

10-15-74 

10-27-78 

fr-1»41 

9-1-78 
5-23-75 

1-3-7S 
9-10-74 

5-13-tl 
fr-16-91 
•-1*-91 
4-28-81 
»-t6-81 
8-16-81 
S-16-81 
1-31-78 
5-23-75 
t-3-75 
9-10-74 


The  iagMl*ikk>ns  proposed  herein 
would  not  have  substantial  direct  effacts 
on  the  states,  on  the  relatioosbip 
between  the  nation^  government  and 
tke  states,  or  on  the  distribution  of. 
power  and  responsibilities  among  the 
various  lewels  of  gpremment.  Therefote. 
in  accordance  with  Executive  Order 
1 261 2.  it  is  determined  that  this 
pcopoed  would  not  have  sufficient 
federalism  implicaticHis  to  warrant  the 
preparatiTSn^f  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  tfiis  action  (1)  Is  not  a  "major 
rule"  under  Bcecutive  Order  12291;  (2J 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034.  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regolatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the.Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
"ADDRESSES." 


These  SB's  describe  the  procedures  far 
modifying  certain  criticaJ  engine  control 
system  accessories. 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  a  one-time  oMKlification  and 
overhaul  of  engine  control  system 
accessories  to  prevent  loss  of  engine 
compressor  surge  margin  caused  by  the 
deterioration  of  engine  control  system 
accessaries,  resulting  in  an  engine  surge, 
and  subsequent  power  loss  or  inflight 
engine  shutdown.  The  actions  would  be 
required  to  be  accomplished  in 
accordance  with  the  service  bulletins 
described  previously. 

The  FAA  estimates  that  300  engines 
of  the  affected  design  installed  on 
aircraft  of  U.S.  registry  would  be 
affected  by  this  AD.  that  it  would  take 
approximately  30  work  hours  per  engine 
to  accomplish  the  required  actions,  and 
that  the  average  labor  rate  would  be  $55 
per  work  hour.  The  cost  of  required 
parts  is  estimated  to  be  $13,100  per 
engine.  Based  on  these  figures,  the  total 
cost  impact  of  the  AD  on  U.S.  operaiors 
is  estimated  to  be  $4,425,000. 


List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety,  Safety. 

The  Propoaed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follovvs: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Antfaerity:  49  U.S.C.  App  1354(a),  1421 
and  1423;  49  US.C  106(g);  and  14  CFR 
11.89. 


139.13    fAwawdadl 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Pratt  k  Whitaey.  Docket  No.  91-ANE-51 
Applicability:  Pratt  ft  Whitney  (PW)  Model 
IT9D-3A.  -7.  -7 A.  -7 AH.  -7a  -7F.  -71, 
-20.  -VH,  -59A.  -70A.  and  -7Q  tiirtx>{Bn 
eaginet  inslalled  on  but  not  Kniited  to 
Boeing  747  series.  McDonnell  Douglas 
DCIO  series,  and  Airbus  A300  series 
aircraft. 
Compliance:  Required  as  indicated,  unless 

accomplished  previously. 
To  prevent  ^  loss  of  engine  compressor 
(urge  margin  caused  by  the  deterioration  of 
engine  coiitxo)  qrstem  accasaories.  resultiag 
in  an  engine  surge,  and  subsequeat  power 


73-150  {L160] 
73-139(1152] 
73-129  {L143] 
73-128  (L142] 
73-127  (L141] 
73-122  (LI 37] 
73-121  (L136] 
73-117  (L133] 
73-111  (L128] 

N/A 

73-19.  Revtek 
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loss  or  inflight  engine  shutdown,  accomplish 
the  following: 

(a)  Overhaul  and  modify  the  main  fuel 
controls  as  follows: 

(1)  For  main  fuel  controls  with  either 
12,000  hours  or  more  time  since  overhaul 
(TSO)  on  the  effective  date  of  this  AD  cv  with 
an  undocumented  TSO,  or  for  those  main 
fiiel  controls  that  have  never  been  overhauled 
and  have  either  12,000  hours  or  more  time 
since  new  (TSN)  on  the  elective  date  of  this 
AD  or  an  undocumented  TSN,  overhaul  in 
accordance  with  the  applicable  Hamilton 
Standard  (HS)  Maintenance  Manual  (MM) 
listed  in  Table  1  of  this  AD,  and  modify  in 


accordance  with  the  applicable  HS  Service 
Bulletins  (SB)  listed  in  Table  2  of  this  AD.    » 
at  the  earliest  of:  the  next  shop  visit;  3,000 
hours  time  in  service  (TIS)  after  the  effective 
date  of  this  AD;  or  January  31, 1995. 

(2)  For  main  fuel  controls  with  more  than 
10,000  hours  but  less  than  12,000  hours  TSO, 
or  TSN  if  never  overhauled,  on  the  effective 
date  of  this  AD,  overhaul  in  accordance  with 
the  HS  MM  listed  in  Table  1  of  this  AD,  and 
modify  In  accordance  with  the  applicable  HS 
SB's  listed  in  Table  2  of  this  AD,  not  later 
than  3,000  hours  TIS  after  the  effective  date 
of  this  AD,  or  by  January  31, 1995,  whichever 
occurs  first. 


(3)  For  main  fuel  controls  with  10,000 
hours  or  less  TSO,  or  TSN  if  never 
overhauled,  on  the  effective  date  of  this  AD, 
overhaul  in  accordance  with  the  HS  MM 
listed  in  Table  1  of  this  AD,  not  later  than 

1 2,000  hours  TSO  or  TSN,  or  by  January  31, 
1995,  whichever  occurs  later. 

(4)  For  main  fuel  controls  with  10,000 
hours  or  less  TSO,  or  TSN  if  never 
overhauled,  on  the  effective  date  of  this  AD, 
modify  in  accordance  with  the  applicable  HS 
SB's  listed  in  Table  2  of  this  AD,  not  later 
than  12.000  hours  TSO  or  TSN,  or  by  January 
31, 1995,  whichever  occurs  first. 


Table  1.— Engine  Accessory  Overhaul  Reference  List 


Accessoiy  description 

Hamilton  standard  maintenance  manual  No. 

Temporery  revision  No. 

Main  fcjel  controls: 

JF0fi«-3  

JFC68-4 

JF0R8-€  .'„ — 

Engine  vane  controls: 

EVC3-2  and  EVC3-4 

73-21-01.  Revlalon  19.  dated  June  15, 1991 — .. 

73-21-02,  Revision  10,  dated  Jan.  15. 1982 ._ 

73-21-03,  Revision  9.  dated  Jan.  15, 1992 _ 

75-31-01.  Revision  20.  dated  July  1, 1992 

75-32-01,  Revision  9,  dated  June  15, 1988 

73-54,  dated  June  15. 1992. 
73-31,  dated  Juno  15. 1992. 
73-2%  dated  June  15, 1992. 

EVC3-5 

75-5.  dated  July  1.1992. 

Engine  vane  and  bleed  contrete: 
GTA9-1  and  GTA9-2 

7S-34-01  Revision  10.  dated  Jan.1. 1992 

75-1 1 .  dated  June  15. 1992. 

Table  2.— Hamilton  Standard  Main  Fuel  Control  Unit  (FCU)  Service  Bulletin  Incorporation  List 


Series  engines 


FCU  nwdel,  JFC68-3.  JT9D-3A.  -7 

FCU  model.  JFC68-4,  JT9O-20,  -20J 

FCU  model.  JFC66-6,  JT90-59A,  -70A, 
-7Q 

73-150  {L160),  Original,  dated  4-30-«1  —      

73-139  (LI 52).  Original,  dated  2-27-76 . 

73-129  (L143).  Revision  3.  dated  7-1-77 

71-1 TR  <l  149)   Rflviskwi  1    datad  A-2ft-7S 

73-50  (L94).  Revision  1,  dated  8-15-79 ~ 

73-42  (L87),  Original,  dated  2-27-76  

73-36  (Lfll).  Revision  3.  dated  7-1-77 ...„ 

73-36  (L80)  Revision  1.  dated  6-29-75  .„ 

73-23  (L30),  Revision  1,  dated  8-15-91. 

N/A 

73-3  (LI  4),  Original,  dated  7-1-77. 

N/A 

73-127  fL141^  Revision  1  dated  3-S-76 

73-33  (L79),  Revision  2.  dated  10-31-78 

N/A. 

73-122  iLl371  Revision  1  dated  9-27-77 

73-29  (L75),  Revision  1,  dated  9-27-77 

73-26  (L74).  Original,  dated  5-29-74  

73-24  (L71)  

N/A 

73-121  (L136)  Orioinal  dated  S-29-75 

N/A 

73-117/11331                                        

N/A 

73-111  (L128i  ~ !u 

73-21  (Le8)  - 

N/A                  „ 

N/A 

N/A 

73-27  (L33).  Revision  1,  dated  9-27-82. 

73-19,  Revision  1,  dated  9-20-66 - 

73-19,  Revision  1,  dated  9-20-86  

73-19,  Revision  1,  dated  9-20-86. 

(b)  Overhaul  and  modify  engine  vane 
controls  as  follows: 

(1)  For  engine  vane  controls  with  either 
12,000  hours  or  more  TSO  on  the  effective 
date  of  this  AD  or  with  an  undociunented 
TSO,  or  for  those  engine  vane  controls  that 
have  never  been  overhauled  and  have  either 
12,000  hours  or  more  TSN  on  the  effective 
date  of  this  AD  or  an  undocumented  TSN, 
overhaul  in  accordance  with  the  applicable 
HS  MM  listed  in  Table  1  of  this  AD,  and 
modify  in  accordance  with  the  applicable  HS 
SB's  listed  in  Table  3  of  this  AD,  at  the 
earliest  of:  the  next  shop  visit;  3,000  hours 


time  in  service  (TIS)  after  the  effective  date 
of  this  AD;  or  January  31, 1995. 

(2)  For  engine  vane  controls  with  more 
than  10,000  hours  but  less  than  12,000  hours 
TSO,  or  TSN  if  never  overhauled,  on  the 
effective  date  of  this  AD,  overhaul  in 
accordance  with  the  applicable  HS  MM  listed 
in  Table  1  of  this  AD,  and  modify  in 
accordance  with  the  applicable  HS  SB's 
listed  in  Table  3  of  this  AD.  not  later  than 
3,000  hours  TIS  after  the  effective  date  of  this 
AD,  or  by  January  31, 1995,  whichever  occurs 
first. 

(3)  For  engine  vane  controls  with  10,000 
hours  or  less  TSO,  or  TSN  if  never 


overhauled,  on  the  effective  date  of  this  AD. 
overhaul  in  accordance  with  the  applicable 
HS  MM  listed  in  Table  1  of  this  AD,  not  later 
than  12,000  hours  TSO  or  TSN,  or  by  January 
31, 1995,  whichever  occurs  later. 

(4)  For  engine  vane  controb  with  10,000 
hours  or  less  TSO,  or  TSN  if  never 
overhauled,  on  the  effective  date  of  this  AD, 
modify  in  accordance  with  the  applicable  HS 
SB's  listed  in  Table  3  of  this  AD  not  later 
than  12,000  hours  TSO  or  TSN,  or  by  January 
31, 1995,  whichever  occurs  first 


TABLE  3.— Hamilton  Standard  Engine  Vane  CONTRa  (EVC)  Recommended  Service  Bulletin  Incorporation  Ust 


Series  engines 


EVC3-2  modal,  JT90-3A  -7 

EVC3-4  model.  JT9D-20,  -20J 

EVC3-5  model,  JT9D-59A  70A  -7Q 

75-48  rL461  Revision  1  dated  6-6-91 

75-27  (L33),  Revision  1,  dated  8-19-91  

75-9  (L10).  Revision  2,  dated  8-21-91. 

75-45  (L43)  Revision  1  dated  8-16-91 

75-24  (L30),  Revision  1.  dated  8-19-91 

75-6  (L7),  Revision  1,  dated  8-20-91.  ' 

75-43  IL42)  Revision  2  dated  4-26-91 

75-23  (L29).  Original,  dated  3-31-88 

75-5.  Original,  dated  3-31-88. 

75-41  lL4li  Revision  3  dated  6-16-91  

75-22  (L28).  Revision  1,  dated  8-19-91  

75-4  (L5),  Revision  2,  dated  6-20-91. 

7S-42  Revision  1  dated  8-16-91 _.  ... 

N/A 

N/A 

75-37  (L4Q),  Revision  3,  dated  a-16-91 

75-19  (L27),  Rovlslont3,  dated  8-19-91  

75-2  {L4),  Revision  1.  dated  11-8-79. 

Z7B 
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Continued 


EVC3-2  modiL  .TTBO-OA. -7 


75-36.  Original.  (Matf  t-31-78 

75-31  (13^  0««ginal.  dMatf  5-2»-75 .... 
75-28  (L33).  0<y>  ■!.  dMd  5-13-V1  ..... 
75-27  (L32i  HinMBn  t  *IM}  S-1»-«1 
75-4a  IL30K  (MalUt(Maa^t3-»t  _- 


EWC3-*  moiM,  JFT9O-20.  -301 


75-2a  Origfetri.  dalBd  »-t-78  „„ 

7&-U  (L22).  Crignil.  dMKt  5-23-75 . 
7^t1  (LZOt.  OKginal.  dalad  1-3-75  ~ 
7S-K>  0.19).  OiigiMl.  (Mad  »- 10-74  . 
75-28  (L34>  ObgM.  dalsd  5-13-8>  .. 


EVC9-6  mnM.  JT9O-60A.  70A.  -70 


N/A. 


N/A. 
N/A. 
N/A. 


(c)  Overhaul  and  modify  engme  wie  and 
bleed  controls  as  follows: 

(1)  For  engine  vane  and  bleed  controls  with 
either  10,000  hours  or  more  TSO  on  the 
effective  date  of  this  AD  or  with  an 
undocumented  TSO.  or  for  those  engine  vane 
and  bleed  controls  that  have  never  been 
overhauled  and  have  either  10.000  hours  or 
more  TSN  oa  the  efiactive  data  of  this  AD  or 
an  undocumeaied  TSN,  owwhaol  rn 
accordance  with  the  applicable  HS  MM  listed 
in  Table  1  of  this  AD.  and  modify  in 
accordance  «vUh  the  applicabie  HS  SB's 
listed  in  Table  4  of  this  AD.  at  the  earliest 

of:  the  next  shop  visftr  3.000  hours  TIS  after 
the  effective  date  of  this  AD;  or  January  31, 
1995. 

(2)  For  engine  vane  and  bleed  controls  with 
more  than  8,000  hours  but  less  than  10.000 
hours  TSO.  or  TSN  if  never  owarhauied.  ob 
the  aOsctiM  dole  of  tkii  AD.  OMrhaul  in 
accordance  with  the  applicable  HS  MM  listed 
in  Table  1  of  this  AD.  and  modify  in 
accordance  with  the  sppKcabte  HS  SB's 
listed  in  Table  4  of  this  AD,  not  later  than 
3.000  hours  TTS  alter  the  effective  date  of  this 
AD,  or  by  January  31, 1995,  whichever  occurs 
first. 

(3)  For  engine  vane  and  bleed  controls  with 
8,000  hours  or  less  TSO,  or  TSN  if  n«ver 
overhauled,  on  the  effective  date  of  this  AD, 
overhauf  in  accordance  with  tfm  applicable 
HS  MM  listed  in  Table  1  of  this  AD,  not  later 
than  10,000  hours  TSO  or  TSN,  or  by  January 
31, 1995.  whichever  occurs  later. 

(4)  For  Mgioe  vwM  and  bleed  controls  with 
8,000  houz»  or  leas  TSO,  or  TSN  if  never 
overhauled,  on  the  eOactive  date  of  this  AD, 
modi^  ia  accordaace  with  the  applicable  HS 
SB's  listed  in  Table  4  of  this  AD,  not  later 
than  10.000  hours  TSO  or  TSN.  or  by  January 
31, 1995,  whichever  occurs  first 

Table  4.— Hamilton  Stanoard  Engine 
Vam  Bleb)  Control  (EVBC)  (GTA9) 
Required  Sermce  Bulletin  (ncoapo- 
ratxmUst 

JTSO-saA.  -70A.  -7a  Series  Engines 
SwvtoabuMIn 


75-26  (12 1). 
7S-t*(Lt4). 
75-17  (L13) 
75-t6  (Lt2J 
75-9  (LB) — 


TSO,  or  for  those  main  fuel  gear  pumps  that 
haVe  never  been  overhauled  and  have  either 
84)00  hours  or  more  TSN  on  the  effective 
date  of  this  AD  or  an  undocumented  TSN, 
overhaul  in  accordance  with  either  Argo- 
Tech  (AT)  Overhaul  Manual  (OM)  No.  73- 
11-01  or  No.  73-11-02.  as  applicable,  and 
modify  in  accordance  with  the  applicabie 
TRW.  AT,  and  Pratt  h  Whitney  (PW)  SB's 
listed  in  Table  5  of  this  AD,  at  the  eariiast 
of:  the  next  shop  visit;  3,000  hours  TIS  after 
the  effective  date  of  this  AD;  or  January  31 , 
1995. 

(2)  For  main  fuel  gear  pumps  with  more 
than  6.000  hours  but  less  than  8.000  hours 
TSO,  or  TSN  if  never  overhauled,  on  the 
effective  date  of  this  AD.  overhayl  la 
accordance  with  either  AT  OM  No.  73-11- 
01  or  No.  73-11-02.  as  applicable,  and 
modify  In  y-"^""*^  with  the  applicable 
TRW,  AT.  aad  PW  SB's  listed  in  Table  5  of 
this  AD,  not  later  than  3,000  hours  TIS  after 
the  effective  date  of  this  AD,  or  by  January 
31, 1995,  whicherer  occurs  first. 

(3)  For  main  fud  gear  pumps  with  6,000 
hoora  or  less  TSO.  or  TSN  if  never 
overhauled,  oa  the  effective  date  of  Ihie  AD. 
overhaul  in  accord aare  with  eithar  AT  OM 
No.  73-11-01  or  No.  73-11-OZ,  as  appticable. 
not  later  than  8.000  hours  TSO  or  TSN,  or  by 
January  31, 199S,  whichever  occurs  later. 

(4)  For  main  fuel  gear  pumps  with  6,000 
hours  or  less  TSO,  or  TSN  if  never 
overhauled,  on  the  effective  date  of  this  AD. 
modify  in  accordance  with  the  applicable 
TRW.  AT  and  PW  SB's  listed  In  Table  5  of 
this  AD,  not  later  than  8J)00  hours  TSO  or 
TSN,  or  by  January  31. 1995.  whichever 
occtm  first 

Table  5.— TRW.  AT,  and  PW  Main 
Fuel  Gear  Pump  Required  Service 
Bulletin  Incorporation  Ust 


9-21-91 
9-21-91 

3-31-ae 

3-20-89 
8-21-91 


Sariee  anginea 


(d)  Overhaul  and  modify  main  hiel  gear 
pumf>$  as  follows: 

(1 }  For  main  fual  g^ar  pumps  with  either 
8,000  hours  or  more  TSO  on  the  effective 
date  of  this  AD  or  wilh  an  uadocamantad 


JTgO-3A.-7.-20.-20J 

JT90-68A.  -7QA.  -7Q 

TRW  73-28  (-26^  Rani- 

N/A. 

slon  2.  dated  4-1S-77. 

TRW  73-29  (-27).  Revi- 

TRW 73-5  (-9).  Original. 

sion  1.  dated  9-1-60. 

dated  4-30-81. 

TRW  73-31  t-29),  Oagl- 

KOk 

Ml.  dated  9-1-79. 

TRW  73-32  (-30),  Ravt- 

N/A. 

alQn3.dalKl4-t-6S. 

AT  73-36  (-32).  Ra»*- 

NIK 

sloa  y  d«M>  10-V-89. 

AT  73-43,  OriglML 

t*/K 

dklad  12-15-89. 

WA 

TRW  73-8  (-12).  Oiigi- 

niri.dBlad»-«-62. 

PW  5889.  Revision  3, 

N/A 

dated  10-4-91. 

(e)  For  the  parposa  of  this  AD.  a  shop  visit 
Is  defined  as  an  engine  removal  where  engine 
maintenance  entails  separation  of  pairs  of 
mating  engine  flanges  or  the  removal  of  a 
disk,  hub,  or  spool. 

(f)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  tinw  that 
provides  an  acceptable  level  of  safety,  may  be 
used  if  approved  hy  the  Manager,  Engine 
Certification  Office.  The  request  should  be 
forwarded  through  an  FAA  Principal 
Maintenance  Insp>ector,  who  may  add 
comments  and  then  send  it  to  the  Manager. 
Ea§iae  Certification  Office. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
oompUaace  with  this  airworthiness  directive, 
if  any,  may  be  obtained  from  the  Engine 
Certification  Office. 

(g)  Special  flight  permits  may  be  Issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

Issued  in  Burlington.  Massachusetts,  oa 
December  14, 1992. 
|ackA.Sai^ 

Manager,  Engine  and  nvpelTer  Directotate, 
Aircrafl  Certification  Service. 
[FR  Doc.  93-42  Filed  1-4-93;  8:45  am] 
■lUMe  eoec  49te-i>-« 


14CFRPart39 
[Docfcat  No.  92-ANE-31] 

AlrwortMneM  DirecUv—,  Wytiiromto 
Sprzetu  Kofminlkacy)fMgo  "PZL- 
RZESZOW"  PZL-3S  SM»nd  Sariet 
Engine* 

agency:  Federal  Aviation 
Adndnistration.  DOT, 
ACnOM:  Notice  of  proposed  rulemakiitg 
(NPRM).     

SUMMARY:  Tliis  document  proiMises  the 
supersedure  of  an  existing  airworthiness 
directive  (AD),  applicable  to  Wytwomia 
Sprzetu  Komunikacyjnego  "PZL- 
RZESZOW"  PZL-3S  Second  Series 
engines,  that  currently  requiree  reniovel 
from  service  certain  modified  pistons, 
inspection  of  the  propeller  to  engine 
propeller-nange  attadunent  bolts, 
inspection  of  the  engine  prc^ller-flange 
retaining  nut  Mid  inspection  of  the  leer 
crankshaft  counterwekbt  system.  Thi» 
action  would  remove  Oi9  repetitive 
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inspection  requirements  of  the  existing 
AD,  but  retains  the  requirement  to 
remove  from  service  certain  modified 
pistons.  This  proposal  is  prompted  by 
test  results  that  have  indicated  that 
PZL-3S  Second  Series  engines  not 
ccHifigured  with  modified  pistons  are 
not  susceptible  to  excessive  vibration. 
The  actions  specified  by  the  proposed 
AD  are  intended  to  prevent  separation 
of  the  propeller  and  loss  of  the  aircraft. 
DATES:  Comments  must  be  received  by 
March  8, 1993. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Aoministration  (FAA),  Office  of  the 
Assistant  Chief  Counsel,  Attention: 
Rules  Docket  No.  92-ANE-21,  New 
England  Region,  12  New  England 
Executive  Park,  Burlington, 
Massachusetts  01803-5299.  Comments 
may  be  inspected  at  this  location 
botween  8:30  a.m.  and  4:30  p.m., 
Monday  through  Friday,  except  Federal 
holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
VVytwomia  Sprzetu  Komunikacyjnego 
■PZl^RZESZOW",  ul.  Hetmanska  120, 
35-078  Rzeszow,  Poland.  This 
information  may  be  examined  at  the 
FAA,  New  England  Region,  Office  of  the 
Assistant  Chief  Counsel,  12  New 
England  Executive  Parte.  Burliflgton, 
Massachusetts. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robert  ].  Ganley,  Engine  Certification 
Office,  ANE-140,  Engine  and  Propeller 
Directorate,  Aircraft  Certification 
Service.  FAA,  New  England  Region.  12 
New  England  Executive  Park, 
Burlington,  Massachusetts  01803-5299; 
telephone  (617)  272-S047:  fax  (617) 
270-2412. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications 
should  identify  the  Rules  Docket 
number  and  be  submitted  in  triplicate  to 
the  address  sp>ecified  above.  All 
communications  received  on  or  before 
the  closing  date  for  comments,  specified 
above,  will  be  considered  before  taking 
action  on  the  proposed  rule.  The 
proposals  contained  in  this  notice  may 
be  changed  in  light  of  the  comments 
received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comntents 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments. 


in  the  Rules  Docket  for  examination  by 
interested  perscHis.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  thi« 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-ANE-21."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NFRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  oy  submitting  a  request  to  the 
FAA.  Office  of  the  Assistant  Chief 
Counsel,  Attention:  Rules  Docket  No. 
92-ANE-21.  New  England  Region,  12 
New  England  Executive  Park, 
Burlington,  Massachusetts  01803-5299. 

Discussion 

On  December  16, 1991,  the  Federal 
Aviation  Administration  (FAA)  issued 
AD  91-ia-12.  Amendment  39-8120  (57 
FR  5378.  February  14, 1992),  applicable 
to  Wytwomia  Sprzetu  Komunikacyjnego 
"PZL-RZESZOW"  PZ1^3S  Second 
Series  engines,  to  require  removal  from 
service  ofcertain  modified  pistons, 
inspection  of  the  propeller  to  engine 
propeller-fiange  attachment  bolts, 
inspection  of  the  engine  propeller-flange 
retaining  nut.  and  inspection  of  the  rear 
crankshaft  counterweight  system.  That 
action  was  prompted  by  two  reported 
occurrences  of  propeller  to  engine 
propeller-flange  attachment  bolts  found 
to  have  cracked  or  failed.  That 
condition,  if  not  corrected,  could  result 
in  separation  of  the  propeller  and  loss 
of  the  aircraft. 

Since  the  issuance  of  that  AD, 
additional  engine  testing  with  modified 
and  standard  pistons  has  been 
completed.  The  results  indicate  that 
excessive  engine  vibration  that  could 
result  in  cracking  or  failure  of  the 
propeller  to  engine  propeller-flange 
attachment  bolts  occurs  in  those  engines 
which  incorporate  pistons  modified  and 
assembled  with  certain  compression 
ring,  scraper  ring,  and  oil  ring 
components.  Engines  that  have  not 
incorporated  pistons  modified  and 
assembled  with  these  components  have 
acceptable  engine  vibratory 
characteristics,  and  no  longer  must  be 
inspected  as  required  by  AD  91-18-12. 

Since  an  unsafe  condition  has  been 
identified  that  is  hkely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
supersede  AD  91-18-12  to  require 
removal  from  service  certain  PZL-3S 


Second  Series  engine  pistons  which 
have  been  modified  and  assembled  with 
certain  compression  ring,  scraper  ring, 
and  oil  control  ring  components. 

There  are  approximately  11  PZL-3S 
Second  Series  engines  of  the  affected 
design  in  the  worldwide  fleet  The  FAA 
estimates  that  3  engines  of  the  affected 
design  are  installed  on  aircraft  of  U.S. 
registry,  that  it  would  take 
approximately  5  work  hours  per  engine 
to  accomplish  the  proposed  actions,  and 
that  the  average  labor  rate  is  $55  per 
work  hour.  Based  on  these  figures,  the 
total  cost  impact  of  the  proposed  AD  on 
U.S.  operators  is  estimated  to  be  $825. 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612.  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above.  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  "major  rule"  under  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  the  DOT  Regulatory  PoUdes 
and  Procedures  (44  FR  11034.  February 
26, 1979);  and  (3)  if  promulgated,  will 
not  have  a  significant  economic  impact, 
positive  or  negative,  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 
A  copy  of  the  draft  regulatory  evaluation 
prepared  for  this  action  is  contained  in 
the  Rules  Docket.  A  copy  of  it  may  be 
obtained  by  contacting  the  Rules  Docket 
at  the  location  provided  under  the 
caption  "ADDRESSES." 

List  of  SubjecU  in  14  CFR  Part  39 

Air  transportation.  Aircraft.  Aviation 
safety,  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  App.  1354(a),  1421 
and  1423:  49  U.S.C.  106(g);  and  14  CFR 
11.89. 

139.13    [AmwKledl 

2.  Section  39.13  is  amended  by 
removing  amendment  39-8120  (57  FR 
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5378,  February  14. 1992).  and  by  adding 
the  following  new  airworthiness 
directive.  Amendment  39-XXXX  to  read 
as  follows: 

Wytwornia  Sprzetu  Komunikacyinego 
"PZL-RZESZOW":  Docket  No.  92-ANB-21. 
Supersedes  AD  91-18-12.  Amendment  3d- 
8120. 

Applicability:  Wytwomia  Sprzetu 
Komunlkacyjnego  'PZl^RZESZOW  PZL-3S 
Second  Ser^s  piston  engines  installed  on  Imt 
not  limited  to  Grumman  AG  CAT  aircraft. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  separation  of  the  propeller  and 
loss  of  the  aircraft,  accomplish  the  following: 

(a)  For  pistons  that  have  been  modified  and 
assembled  with  compression  ring,  part 
number  (P/N)  JRS  123421,  scraper  ring.  P/N 
JRS  123423.  and  oil  control  ring,  P/N  JRS 
123424,  prior  to  further  flight: 

(1)  Remove  these  pistons  from  service  and 
replace  with  serviceable  parts. 

(2)  Remove,  clean,  and  visually  inspect 
using  lOx  magniflcation  the  propeller  to 
engine  propeller-flange  attachment  bolts  for 
evidence  of  cracking  or  failure,  and  perform 
the  following: 

(i)  For  engines  with  bolts  found  to  be 
cracked  or  broken,  replace  with  new  bolts 
and  disassemble  and  visually  inspect  for 
distress  of  the  roar  crankshaft,  rear 
counterweight,  and  rear  counterweight  pins. 

(A)  If  any  distress  is  found  in  the  rear 
crankshaft,  rear  counterweight,  or  rear 
counterweight  pins,  replace  distressed  parts 
with  new  parts. 

(B)  Distress  is  defined  as  any  evidence  of 
wear,  galling,  pitting,  or  scoring,  and 
includes  discoloration  (blue  color)  of  the 
counterweight  pins. 

(ii)  For  engines  with  twits  found  not  to  be 
cracked,  inspect  the  engine  propeller-flange 
retaining  nut  for  looseness  and  perform  the 
following: 

(A)  Retorque  the  propeller-flange  retaining 
nut  if  found  loose  in  accordance  with  Section 
3.3.4  of  the  PZL-3S  Engine  Servicing 
Instructions,  revised  March  1984. 

(B)  Replace  all  propeller  to  engine 
propeller-flange  attachment  bolts  with  new 
twits. 

(b)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time,  which 
provides  an  acceptable  level  of  safety,  may  be 
used  when  approved  by  the  Manager,  Engine 
Certification  Office.  The  request  should  be 
forwarded  through  an  FAA  Maintenance 
Inspector,  who  may  concur  or  comment  and 
then  send  it  to  the  Manager,  Engine 
Certification  Office. 

(c)  Special  flight  permits  may  be  issued  In 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

Issued  In  Burlington.  Massachusetts,  on 
December  9. 1992. 
Diane  S.  RomaBosky, 
Acting  Manager,  Engine  and  Propeller 
Directorate.  Aircraft  Certification  Service. 
[FR  D.IC  93-43  Filed  1-4-93;  8:45  ami 
MUJNO  cooe  «t10-1>4l 
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[Docket  No.  27106  Notice  No.  92-20] 
RtN  2120-AE78 

Operation  of  Jet  Aircraft  in  CommtJter 
Slots  at  O'Hare  International  Airport 

AGENCY:  Federal  Aviation 
Administration  (FAA).  Department  of 
Transportation  (DOT). 
ACTION:  Notice  of  proposed  rulemaking 
(^4PRM).  


SUMMARY:  This  proposed  rule  would 
amend  the  regulations  pertaining  to  the 
definition  and  allocation  of  commuter 
operator  slots  (i.e..  allocated  instrument 
flight  rules  (IFR)  takeoff  and  landing 
reservations)  at  O'Hare  International 
Airport  (O'Hare).  The  FAA  proposes  to 
elimiitate  the  provision  that  limits  the 
use  of  larger  aircraft  in  commuter  slots 
at  O'Hare  to  a  temporary  2-year  trial 
period.  It  further  proposes  to  permit  an 
air  carrier  to  use  larger  aircraft  in  up  to 
50  percent  of  its  commuter  slot  holdings 
at  O'Hare,  expand  the  category  of 
aircraft  that  may  be  used  in  those  slots, 
and  remove  the  restriction  on  the 
maximum  number  of  larger  aircraft 
operations  in  commuter  slots  per  half 
hour  or  consecutive  half  hour  periods. 
This  proposed  rule  would  neither 
increase  the  number  of  operations  at 
O'Hare.  nor  necessarily  bring  about 
additional  jet  service  to  some  smaller 
communities.  The  proposed  rule  would 
preserve  the  class  of  commuter  slots  as 
distinct  from  air  carrier  slots.  This 
NPRM  is  in  response  to  a  petition  for 
rulemaking  by  American  Airlines  and 
the  comments  on  that  petition. 
DATES:  Comments  must  be  received  on 
or  before  March  8, 1993. 
AOOftESSES:  Send  comments  on  the 
pro]>osal  in  triplicate  to:  Federal 
Aviation  Administration,  Office  of  the 
Chief  Counsel.  Attention:  Rules  Docket. 
Docket  No.  27106. 800  Independence 
Avenue,  SW.,  Washington.  DC  20591;  or 
deliver  comments  in  triplicate  to: 
Federal  Aviation  Administration,  Rules 
Docket,  room  91 5G.  800  Independence 
Avenue,  SW.,  Washington.  DC  20591. 
Comments  may  be  examined  in  the 
rules  docket  weekdays,  except  Federal 
holidays,  between  8:30  a.m.  and  5  p.m. 
FOA  FURTHER  INFORMATION  CONTACT: 
Patricia  R.  Lane.  Office  of  the  Chief 
Counsel.  AGC-230,  Federal  Aviation 
Administration,  800  Independence 
'  venue,  SW..  Washington.  DC  20591; 
t^ephone:  (202)  267-3491. 

SUPPIEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  proposal  by 


submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Comments  that  provide  the  factual  basis 
supporting  the  views  and  suggestions 
presented  are  particularly  helpful  in 
developing  reasoned  decisions  on  the 
proposals.  Comments  are  specifically 
invited  on  the  overall  economic,  energy, 
environmental,  reporting,  and 
recordkeeping  aspects  of  the  proposals. 
Communications  should  identify  the 
docket  number  and  be  submitted  in 
triplicate  to  the  address  listed  above. 
Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
on  this  notice  must  submit  with  those 
comments  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  No.  27106."  Communications 
received  on  or  before  the  specified 
closing  date  for  comments  will  be 
considered  before  taking  any  further 
action  on  the  proposal.  The  proposals 
contained  in  this  notice  may  be  changed 
in  light  of  comments  received.  All 
comments  submitted  will  be  available 
for  examination  in  the  docket  both 
before  and  after  the  closing  date  for 
comments.  A  report  summarizing  each 
substantive  public  contact  with  FAA 
personnel  concerned  with  this  proposal 
will  be  filed  in  the  docket. 

Availability  of  NPRM 

Any  person  may  obtain  a  copy  of  this 
NPRM  oy  submitting  a  request  to  the 
Federal  Aviation  Administration.  Office 
of  Public  Affairs,  Attention:  Public 
Inquiry  Center,  APA-430,  800 
Independence  Avenue,  SW., 
Washington.  DC  20591., or  by  calling 
(202)  267-3484.  Communications  must 
identify  the  docket  number  of  this 
NPRM.  Persons  interested  in  being 
plaied  on  a  mailing  list  for  future 
notices  should  also  request  a  copy  of 
Advisory  Circular  NO.  11-2A,  "Notice 
of  Proposed  Rulemaking  Distribution 
System."  which  describes  the 
application  procedures. 

Background 

The  High  Density  Traffic  Airport 
Rule,  or  "High  Density  Rule."  14  CFR 
part  93.  subpart  K,  was  promulgated  in 
1969  to  reduce  delays  at  five  congested 
airports:  JFK  International,  LaGuardia, 
O'Hare  International,  Washington 
National,  and  Newark  International  (33 
FR  17896,  December  3. 1968).  The 
regulation  hmits  the  number  of  IFR 
operations  at  each  airport,  by  hour  or 
half  hour  (by  half  hour  at  O'Hare). 
during  certain  hours  of  the  day.  It 
provides  for  the  allocation  to  carriers  of 
operational  authority,  or  a  "slot,"  for 
each  IFR  landing  or  takeoff  during  a 
specific  30-  or  60-minute  period.  The 
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restrictions  were  lifted  at  Newark  in  the 
early  1970*8. 

Oin  August  19, 1991,  the  Department 
published  Amendment  No.  93-62 
which,  among  other  changes,  revised 
the  definition  of  "commuter"  aircraft  in 
the  High  E>ensity  Rule  to  include 
turboprop  or  reciprocating  aircraft 
having  less  than  75  passenger  seats  or 
turbo)et  aircraft  having  less  than  56 
seats  (56  FR  41200).  In  that  same 
amendment,  the  FAA  changed  the  slot 
rules,  effective  for  a  2  year  period 
banning  September  20. 1991.  to  allow 
carriers  at  Oliare  to  use  up  to  25 
percent  of  their  commuter  slots  for 
operations  with  aircraft  having  a 
maximum  certificated  seating  capacity 
of  no  more  than  110  passengers. 

The  American  Airlines  Petition 

Summary  of  the  Petition 

On  February  18, 1992,  American 
Airlines  (AAL)  filed  a  petition  for 
rulemaking  to  (1)  Suspend  the  30-  and 
60-minute  slot  restrictions  at  O'Hare;  (2) 
eliminate  the  category  of  commuter  slots 
at  O'Hare  or  increase  firom  25  percent  to 
45  percent  the  number  of  commuter 
slots  for  which  larger  aircraft  may  be 
used  under  Amendment  No.  93-62;  (3) 
impose  slot  restrictions  at  Midway 
Airport  or  estabUsh  a  Chicago  area  slot 
system  incorporating  O'Hare  and 
Midway;  (4)  permit  AAL  to  revise  its 
selection  of  commuter  slot  times  for 
operations  with  larger  aircraft  under 
^endment  No.  92-62;  and  (5)  make 
Amendment  No.  93-62  permanent.  The 
FAA  published  a  suounary  of  the 
petition  on  March  31, 1992,  with  a  60- 
day  comment  period^(57  FR  10836). 

Comments  on  the  Petition 

More  than  200  comments  were 
received,  most  of  which  supported 
AAL's  petition.  Supporting  commenters 
include  government  officials, 
community  leaders,  business  o%vners  or 
managers,  and  other  residents  of  regions 
that  have  received  Fokker  100  (F-lOO) 
jet  service  by  AAL  since  the 
promulgation  of  Amendment  No.  93-62, 
or  that  anticipate  such  service. 
Comments  in  support  came 
predominantly  httm  the  communities  of 
Fargo,  ND;  Sioux  Falls,  SD;  and  Peoria 
and  Springfield.  IL.  Although  pilots  of 
Simmons  Airlines,  an  AAL  subsidiary, 
commented  that  Decatur,  IL.  and 
Madison.  WI,  may  lose  service  if  more 
commuter  slot  conversions  are  allowed, 
some  commenters  from  those  two  areas 
support  the  petition,  ostensibly 
expecting  an  upgrade  rather  than 
cessation  of  air  service. 

Supporting  comments  are  not  limited 
to  communities  within  Chicago's 


commuter  drciunference.  Raleigh- 
Durban,  NC.  and  Nashville.  TN.  now 
have  F-lOO  service  non-stop  into 
O'Hare.  Several  North  Carolina  and 
Tennessee  commenters  support  making 
Amendment  No.  93-62  permanent  to 
continue  that  service.  Commenters  firom 
Louisville,  KY,  also  support  the 
petition. 

Commenters  firom  Vail,  Colorado, 
anticipate  benefiting  firom  a  rule  change. 
Three  officers,  of  Vail  Associates  wrote 
in  support  of  AAL's  petition,  sajring  that 
adoption  of  the  proposal  would  allow 
AAL  to  add  service  to  Vail,  improving 
the  competiGve  position  of  Vail  and 
Beaver  Creek  resorts  in  the  European 
marketplace.  Aspen  Skiing  Company 
submitted  a  similar  comment. 

Commenters  opposing  the  petition 
include  government  officials, 
community  leaders,  business  owners  or 
managers,  and  other  residents  of  regions 
that  have  suffered  or  fear  a  reduction  or 
elimination  of  air  service  by  AAL's 
subsidiary  commuter  airlines,  AMR 
Eagle  and  Simmons.  These  communities 
include  Mattoon,  IL;  Bloomington, 
Lafayette,  and  Terre  Haute,  IN: 
^Thibuque,  Ames,  and  Waterloo,  lA; 
"  Lansing,  MI;  and  Madison,  WI.  Pointing 
I  to  the  loss  of  a  daily  flight  since 
i  Amendment  No.  93-62  went  into  effect. 
/  the  Madison  writers  opposing  the 
petition  do  not  share  the  optimism  of 
the  Madison  commenters  supporting  the 
position  and  would  rather  see  the  1991 
amendment  terminated.  AAL  has  since 
announced  plans  to  add  a  flight  to 
Madison,  causing  one  commenter  to 
submit  a  second  comment  reversing  his 
position. 

Also  opposing  AAL's  petition  are  the 
Simmons  pilots  and  AAL's  competitors. 
One  commenter  stated  that  Simmons 
has  announced  a  20  percent  cutback  in 
pilot  staffing  as  a  result  of  the  transfer 
of  slots  firom  Simmons  to  AAL. 
Numerous  commenters  said  that  AAL 
will  train  new  hires  rather  than 
Simmons  pilots  as  it  substitutes  jets  for 
turboprops  in  the  commuter  slots. 

The  supporting  and  opposing 
comments  exhibit  little  common 
ground.  Supporters  of  the  petition 
generally  urged  eliminating  the 
commuter  restrictions  or  increasing  the 
slots  eligible  for  use  with  larger  aircraft 
to  45  percent  of  a  carrier's  commuter 
slot  base,  making  the  recent  amendment 
permanent,  imposing  slots  at  Midway, 
and  giving  carriers  greater  scheduling 
flexibility  at  O'Hare.  A  common  theme 
is  that  allowing  airlines  to  match 
equipment  vrith  market  demand  will 
improve  service  to  small  commimities 
and  bring  about  economic  growth  and 
opportunities.  Many  commented  on  the 
enhanced  competition  AAL  has  brought; 


one  commenter  observed  that  Sioux 
Falls,  SD,  is  now  served  by  seven 
commercial  airlines.  Another 
commenter  observed  that  upgraded  jet 
service  has  enhanced  connections  to 
other  cities  in  the  region.  Other 
commenters  spoke  about  the  perception 
of  extra  safety,  comfort,  and 
convenience  that  jet  service  provides. 
The  Fort  Wayne  Chamber  of  Commerce 
and  the  Assistant  General  Covmsel  for 
Caterpillar  Inc.,  Peoria,  mentioned 
reduced  noise. 

Those  opposing  AAL's  petition  said 
that  Amendment  No.  93-62  should  be 
allowed  to  expire  in  September  1993. 
Any  further  relaxation  of  the  commuter 
restrictions,  they  argued,  will  lead  to  air 
service  only  in  major  maricets,  small 
commimities  will  lose  access  to  O'Hare 
and  its  connections  to  the  rest  of  the 
nation  and  the  world,  and  much  of  the 
rural  Midwest  will  be  placed  at  a  severe 
competitive  disadvantage.  Some 
commenters  saw  the  recent  amendment 
as  a  measure  to  enhance  the  competitive 
position  of  one  carrier,  American 
Airlines. 

United  Air  Lines.  USAir,  Delta  Air 
Lines,  Air  Wisconsin,  Continental 
Airlines,  and  Pan  Am  Express  also 
opposed  the  petition  on  grounds  of 
diminishing  air  service  to  small 
communities,  the  exclusive  benefit  and 
windfall  to  AAL,  and  the  resulting 
increase  in  air  and  ground  congestion  at 
O'Hare.  The  City  of  Chicago  foresees, 
however,  a  reduction  in  {Miiang  ramp 
congestion  as  jet  aircraft  replace 
commuter  turboprops. 

The  Qty  of  Chicago  also  suggested,  as 
did  Great  Lakes  Aviation,  that  the  slot 
category  for  general  aviation  and  non- 
scheduled  operators  is  underutiUzed 
and  should  in  part  be  made  available  for 
carrier  use.  Among  the  other  comments 
were  that  certain  slots  should  be 
attached  to  secondary  hubs  through 
which  connections  would  be  provided 
to  outlying  commimities,  that  AAL  has 
used  most  of  its  subsidiaries'  commuter 
slots  designated  for  use  with  larger 
aircraft  to  serve  major  long-haul 
markets,  and  that  increased  use  of 
commuter  slots  with  larger  jets  will 
require  additional  Essential  Air  Service 
awards  to  replace  discontinued  service 
to  small  communities. 

Discussion  of  Comments 

A.  Suspend  30-  and  60-Minute  Slot 
Restrictions . 

AAL  proposed  to  expand  the  air 
carrier  slot  restriction  periods  to  2-hour 
blocks.  It  claimed  that  the  30-  and  60- 
minute  restrictions  concentrate  arrival 
and  departure  banks.  The  City  of 
Chicago  agreed  and  suggested 
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conducting  a  demonstration  program 
suspending  the  limits  during  one  2-hour 
period.  The  Mayor  of  Chicago  stated 
that  airlines  at  other  hub  airpoits  have 
been  able  to  adjust  their  schedules  to 
avoid  congestion  and  delays.  United  Air 
Lines  suggested  extending  each  slot 
period  to  include  the  15  minutes  before 
and  after  the  designated  period  and 
permitting  slides  of  slot  times  to  less 
congested  periods.  Delta  Air  Lines 
disagreed  that  any  expansion  will 
reduce  the  bunching  of  operations, 
citing  AAL's  practice  of  concentrating 
banks  at  its  Dallas,  Raleigh-Durham,  and 
Nashville  hubs.  The  Michigan 
Department  of  Transportation  (MOOT) 
asserted  that  expanding  the  slot 
restriction  periods  might  reduce  the 
opportunities  for  smaller  communities 
to  gain  access  to  O'Hare. 

The  FAA  is  not  persuaded  that 
expanding  the  slot  restriction  periods 
will  ameliorate  the  concentration  of 
flight  operations  since  airlines  appear  to 
schedule  their  operations  based 
primarily  on  marketing  strategy.  At 
O'Hare,  voluntary  schedule  agreements 
have  been  used  several  times  since  1984 
to  reduce  concentrations  of  operations. 
These  agreements  authorized  the 
participating  airlines  to  operate  outside 
their  allocated  slot  times  on  the 
condition  that  the  major  hub  operators 
diffused  the  concentrations  of  their 
arrival  and  departure  banks.  These 
agreements  served  to  reduce  congestion 
and  delays  in  the  short  term,  but  carriers 
quickly  made  schedule  adjustments  and 
peaked  operations,  leapfrogging  their 
schedules  to  precede  immediately  a 
competitor's  banks. 

The  purpose  of  the  slot  restriction 
periods  is  to  force  carriers  to  spread 
their  operations  throughout  the  day  and 
avoid  concentrated  operations  within 
discrete,  peak  periods.  AAL  argues  that 
the  30-minute  restriction  on  scheduling 
within  a  slot  period  causes  peaking 
because  carriers  tend  to  bunch  flights  at 
the  beginning  and  end  of  the  30-minute 
slot  period.  Scheduled  flights  at  O'Hare 
show  periods  of  compressed  scheduling 
throughout  the  day,  however,  and  not 
just  at  the  beginning  and  end  of  a  slot 
period.  Adoption  of  AAL's  proposal  to 
substitute  2-hour  limits  for  the  current 
30-  and  60-minute  totals  would  merely 
raise  the  ceiling  on  the  number  of 
operations  that  carriers  might  bunch 
within  the  same  peak  times.  The 

Eractice  of  peaking  schedules  would 
kely  be  exacerbated  at  O'Hare  if  the 
slot  periods  were  expanded. 

The  timing  of  current  operations  at 
O'Hare  is  largely  determined  by  the 
number  of  slots  held  by  the  major  hub 
carriers  during  half-hour  periods.  The 
30-minute  slot  restrictions  and  the 


distribution  of  a  slot  holdings  prevent 
large  overlapping  of  banks  during  most 
periods  of  the  day.  This  notice  does  not 
propose,  therefore,  to  adopt  the 
suspension  that  AAL  seeks. 

B.  Eliminate  the  Commuter  Slot 
Category 

AAL  proposed  to  eliminate  the 
seating  capacity  restrictions  applicable 
to  commuter  slots  or  to  raise  to  45 
percent  the  percentage  of  commuter 
slots  in  which  aircraft  with  up  to  110 
seats  may  be  operated  under 
Amendment  No.  93-62.  The  City  of 
Chicago  would  support  this  proposal  if 
the  larger  jets  operate  below  24,000  feet 
mean  sea  level  (MSL)  and  added  that 
the  substitute  aircraft  should  meet  Stage 
3  noise  standards.  MDOT  would  concur 
with  the  proposed  change  if  small  and 
medium  communities  were  guaranteed 
access  to  O'Hare.  a  view  shared  by  the 
Wisconsin  Department  of 
Transportation  (WDOT)  and  the  Director 
of  the  Monroe  County  Airport. 
Bloomington,  IN. 

The  FAA  is  proposing  to  retain  the 
category  of  commuter  slots  to  preserve 
slots  for  use  by  commuter  aircraft 
serving  smaller  communities.  Where 
feasible,  however,  the  FAA  endeavors  to 
reduce  or  remove  burdens  on  slot  use. 
Increasing  the  percentage  of  commuter 
slots  that  could  be  used  with  larger 
aircraft  is  consistent  with  that  objective 
and  could  be  accommodated  without 
exacerbating  air  traffic  congestion.  The 
FAA  proposes,  therefore,  to  retain  the 
commuter  slot  restrictions  but  to 
increase  the  number  of  slots  that  may  be 
used  for  operations  with  non-commuter 
aircraft  to  50  percent  of  a  carrier's 
commuter  slot  holdings.  In  proposing  50 
percent,  the  FAA  is  seeking  to  achieve 
a  fair  balance  among  competing 
interests  and  operational  practicalities 
at  O'Hare  and  would  appreciate 
comments  on  whether  50  percent  is  the 
appropriate  level  considering  the 
potential  impact  on  service  to  small 
communities. 

Amendment  No.  93-62  limits  the 
aircraft  size  to  110  maximum  passenger 
seats  according  to  the  aircraft  series' 
type  certificate,  regardless  of  the  actual 
seating  configuration.  To  reduce  the 
restrictive  burden  of  this  limit,  the  FAA 
proposes  to  modify  the  110-seat 
restriction  and  allow  the  use  of  any 
aircraft  having  an  actual  seating 
configuration  of  110  or  fewer  passengers 
as  reflected  in  the  type  certificate  or  any 
supplemental  type  certificate  for  the 
aircraft  in  up  to  50  {>ercent  of  a  carrier's 
commuter  slot  holdings  at  O'Hare. 

The  use  of  the  actual  seating 
configuration  of  an  aircraft  as  based  on 
the  limitations  set  forth  in  the  type 


certificate  or  supplemental  type 
certificate  would  be  a  change  to  the 
existing  rule.  Under  current  procedures, 
the  maximum  number  of  passengers 
seats  as  reflected  in  the  original  type 
certificate  for  the  aircraft  series  is 
controlling  for  the  purpose  of 
determining  the  size  of  aircraft 
permitted  to  be  operated  in  commuter 
slots  pursuant  to  the  definitions  found 
in  14  CFR  part  93,  subpart  K.  The  FAA 
incorporated  the  use  of  the  original  type 
certificate  as  a  way  of  limiting  the 
overall  size  of  the  aircraft.  The  original 
type  certificates  show  maximum  seating 
in  excess  of  110  passengers,  however, 
for  several  models  of  aircraft  that  are 
comparable  in  size,  i.e.,  fuselage  length 
and  wing  span,  to  the  aircraft 
envisioned  by  the  FAA  for  use  in 
commuter  slots,  but  their  actual  seating 
is  configured  for  less  than  110 
passengers. 

The  number  of  type  certificated 
passenger  seats  does  not  necessarily 
relate  directly  to  the  overall  size  of  the 
aircraft.  Therefore,  the  FAA  is  proposing 
to  change  the  current  procedures  and 
use  the  seating  configuration  approved 
for  the  operator's  airplane,  rather  than 
the  original  type  certificate  for  the 
aircraft  series.  The  FAA  is  proposing  to 
use  the  most  recent  certification 
(original,  amended,  or  supplemental)  for 
the  operator's  airplane  as  the  basis  for 
determining  whether  an  aircraft 
complies  with  the  110-seat  maximum 
limit.  Comments  are  welcome  on 
whether  using  the  most  recent 
certificate  might  compel  an  operator  to 
seek  to  amend  or  supplement  a  type 
certificate  just  to  enable  it  to  use  the 
aircraft  in  commuter  slots  at  O'Hare 
imder  this  proposed  rule. 

The  FAA  recognizes  that  even  wide- 
body  aircraft  might  be  configured  to 
hold  less  than  110  seats.  To  ensure  that 
the  larger  aircraft  used  in  the  commuter 
slots  would  be  comparable  in  size,  the 
FAA  proposes,  in  conjunction  with  the 
seat  limit,  a  maximum  takeoff  weight 
limit  of  126,000  pounds.  This  limitation 
would  also  make  the  aircraft  being  used 
in  commuter  slots  more  likely  to  fit  into 
the  short-  and  medium-haul  categories. 
Several  comments  received  while 
Amendment  No.  93-62  was  imder 
consideration  suggested  using  weight, 
wake  turbulence,  or  performance 
criteria  to  determine  the  appropriate 
class  of  aircraft.  In  Amendment  No.  93- 
62,  the  FAA  acknowledged  that,  firom  an 
air  traffic  standpoint,  no  significant 
difi^erences  separated  aircraft  in  the  100 
to  110  seat  range,  such  as  the  P-100, 
from  the  slightly  larger  jets  such  as 
certain  Boeing  737  and  DG-9  series.  The 
FAA  went  on  to  say  that  expanding  the 
rule  to  include  slightly  larger  aircraft 
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would  be  considered  in  future  rule 
changes.  (56  FR  41201.) 

Upon  reviewing  the  performance  data 
of  aircrafl  currently  in  service  in  the 
United  States,  the  FAA  concludes  that, 
as  a  complement  to  the  110-seat 
restriction,  a  maximum  certificated 
takeoff  wei^t  limit  of  126.000  pounds 
would  further  inhibit  the  use  of  long- 
range  aircraft  in  commuter  slots.  The 
FAA  recognizes  that  some  aircraft 
meeting  this  weight  limit  may  have 
long-range  capability,  but  they  are 
unlikely  to  have  as  few  as  110  passenger 
seats.  Thus,  the  combination  of  110 
seats  and  126,000  pounds  maximum 
takeoH'  weight  should  effectively  limit 
the  aircraft  being  used  in  commuter 
slots  to  short-  and  medium-haul 
cnpability.  Moreover,  the  weight  limit 
would  preclude  heavy  jets  that  would 
require  greater  in-flight  separation, 
which  could  lead  to  air  traffic 
congestion  and  delays. 

In  response  to  the  Qty  of  Chicago's 
comments  concerning  the  possible 
environmental  effects  of  the  use  of  the 
larger  aircraft,  the  FAA  is  seriously 
considering  limiting  in  a  subsequent 
final  rule  the  types  of  larger  aircraft  that 
may  operate  in  commuter  slots  to  those 
that  meet  Stage  3  noise  levels.  Without 
a  Stage  3  restriction  on  the  larger 
aircraft,  the  Day  Night  Average  Sound 
Level  65  dB  contour  could  increase  up 
to  5  percent.  The  Stage  3  restriction 
would  reduce  this  potential  increase  to 
less  than  1  percent.  While  the  use  of  the 
larger  aircraft  may  improve  service  to 
smaller  communities,  that  improvement 
should  not  be  compromised  by  any 
environmental  degradation  at  O'Hare  or 
the  surrounding  communities  if  it  can 
be  avoided.  A  Stage  3  restriction  should 
not  prove  burdensome  to  the  carriers 
wishing  to  use  larger  jets  in  commuter 
slots,  because  those  carriers  are  already 
using,  are  planning  to  use,  or  have 
available  to  use  Stage  3  aircraft  in  their 
fleets. 

Under  this  proposal,  therefore,  a 
carrier  would  be  allowed  to  use,  in  half 
of  its  commuter  slot  holdings  at  O'Hare, 
any  aircraft  with  a  certificated  seating 
configuration  of  110  or  fewer 
passengers,  so  long  as  the  aircraft  has  a 
maximum  certificated  takeoff  weight 
less  than  126,000  pounds.  Even  though 
a  Stage  3  requirement  is  not  specifically 
stated  in  this  Notice,  the  FAA  may 
consider  in  any  subsequent  final  rule 
requiring  that  any  larger  aircraft  using 
the  commuter  slots  meets  the  Stage  3 
noise  levels  as  defined  in  14  CFR  part 
36.  For  that  reason,  the  FAA  is 
specifically  requesting  comments  on  the 
Stage  3  limitation. 

As  mentioned  previously,  the  Qty  of 
Cliicago  supported  AAL's  petition  if  the 


larger  jet  aircraft  operating  in  commuter 
slots  were  restricted  to  an  op>erational 
ceiling  of  24.000  feet  MSL.  The 
proposed  ceiling  restriction  ostensibly 
seeks  to  address  concerns  about  delays 
in  traffic  at  higher  altitudes,  where  jets 
normally  operate,  as  jets  are  substituted 
for  turboprops.  which  normally  operate 
at  lower  altitudes. 

A  similar  24,000  foot  MSL  restriction 
was  proposed  by  AAL  and  supported  by 
the  City  of  Chicago  as  part  of  the 
rulemaking  proceedings  for  the  last 
amendment  of  the  High  Density  Rule. 
As  the  agency  observed  in  promulgating 
Amendment  No.  93-62,  a  significant 
amount  of  enroute  traffic  uses  altitudes 
below  24.000  feet  MSL.  and  the  Chicago 
Center  controls  aircraft  beginning  at 
12,000  feet  MSL  on  handoff  from 
Chicago  Radar  Approach  Control  in  the 
O'Hare  area  and  at  lower  altitudes 
elsewhere.  Operations  below,  as  well  as 
above,  24,000  feet  MSL  affect  the 
efficiency  of  enroute,  arrival,  and 
departure  operations  at  and  in  the 
vicinity  of  O'Hare. 

By  September  1, 1992.  AAL  had 
increased  its  F-lOO  jet  operations  in 
commuter  slots  to  47.  Many  of  these 
nights  have  been  operating  above  24,000 
feet  MSL  in  the  Chicago  Center  airspace. 
No  air  traffic  control  operational 
problems  have  resulted  due  to  the 
addition  of  these  turbojet  operations. 
Air  traffic  data  (collected  under  the 
"OPSNET"  system)  indicate  that  delays 
have  been  decreasing  at  O'Hare. 
notwithstanding  jet  substitutions  under 
Amendment  No.  93-62.  While  favorable 
weather  conditions  account  partly  for 
the  lack  of  negative  impact,  also 
contributing  are  the  FAA's  efforts  to 
enhance  traffic  management  resources 
to  improve  efficiency  in  the  air  traffic 
control  system. 

A  ceiling  restriction  thus  offers  no 
meaningful  benefit  to  the  air  traffic 
control  system;  instead,  it  would  create 
unwarranted  complitetions.  AAL  and 
other  carriers  use  jet  equipment  at 
O'Hare  that  meet  the  current  and     i^ 
proposed  criteria  for  use  with  commuter 
slots.  These  operations  are  conducted 
using  air  carrier  slots  that  would  not  be 
subject  to  the  proposed  24,000  foot 
ceiling.  If  the  ceiling  restriction  were 
adopted,  some  aircraft  would  then  be 
subject  to  flight  restrictions  that 
identical  aircraft  of  the  same  company 
would  not  be.  complicating  the 
operating  environment  for  airline  pilots, 
dispatchers,  and  air  traffic  controllers. 
The  controller  would  be  burdened  with 
the  responsibility  of  knowing  which 
aircraft  are  subject  to  the  restriction  and. 
constrained  by  the  ceiling  for  those 
operations,  lose  flexibility  in  assigning 
altitudes  for  aircraft. 


No  operating  restrictions  would  be 
needed  if  two  requirements  are  retained 
that  have  helped  avoid  exacerbating 
congestion  at  O'Hare  in  the 
implementation  of  Amendment  No.  93- 
62.  The  first  requirement  is  that  carriers 
wishing  to  use  larger  aircraft  in 
commuter  slots  submit  their  proposed 
schedules  to  Air  Traffic  Control  (ATC) 
for  its  approval.  ATC's  review  of  these 
requests  has  included  an  analysis  of  all 
scheduled  operations  during  the 
specific  5-minute  period  within  which 
each  operation  is  proposed.  ATC  has 
denied  requests  for  an  operation  during 
a  period  when  scheduled  operations 
were  so  compressed  that  they  exceeded 
airport  capacity.  So  long  as  ATC  retains 
this  authority  and  exercises  it  as 
necessary,  permitting  up  to  50  percent 
of  the  commuter  slots  to  be  used  with 
larger  aircraft  and  eliminating  the  30- 
and  60-minute  restrictions  on  the 
number  of  commuter  slots  that  could  be 
used  for  larger  aircraft  currently 
contained  in  14  CFR  part  93,  Appendix 
B.  should  not  result  in  additional  delays 
at  O'Hare.  TTierefore.  the  FAA  proposes 
to  retain  the  approval  authority  of  ATC 
and  eliminate  the  hourly  and  half- 
hourly  restrictions  found  in  14  CFR  part 
93,  Appendix  B. 

'The  second  requirement  is  that  an 
arrival  gate  be  available  without  any 
planned  waiting  time.  If  an  aircraft 
arrives  without  having  a  gate  available, 
the  ground  controller  typically  must 
direct  the  aircraft  to  a  holding  area 
located  away  from  the  gate  area  and 
then  clear  the  aircraft  back  into  the  gate 
area  when  a  gate  becomes  available. 
Depending  on  the  area  used,  this 
process  may  involve  directing  the 
aircraft  across  active  runways  and 
taxiways,  further  increasing  controller 
workload  and  impeding  other 
operations.  Additionally,  holding  areas 
at  O'Hare  are  limited  and  will  be  further 
limited  when  certain  holding  areas  are 
designated  for  use  as  secondary  deicing 
facilities,  as  currently  planned. 

The  advance  notice  and  certification 
of  gate  availability  requirements 
contained  in  Amendment  No.  93-62 
have  helped  prevent  the  buoetftng  of 
additional  operations  at  D(0ak  periods. 
These  requirements  are  mtegral 
elements  of  the  proposar  to  increase  to 
50  percent  the  number  of  commuter 
slots  for  which  larger  aircraft  could  be 
used.  Therefore,  the  FAA  proposes  to 
retain  the  requirement  that  gates  be 
available  to  service  these  operations. 

Finally,  one  commenter  suggested 
dedicating  certain  slots  for  service  to 
secondary  hubs  with  connections  to 
outlying  small  communities  in  their 
region.  Most  of  the  service  to  small 
communities  out  of  O'Hare  is  short- 
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haul,  raising  a  question  as  to  how  useful 
access  to  CHare  via  a  connecting  point 
would  be  in  these  short-haul  markets. 
Except  for  slots  that  are  expressly 
designated  for  Essential  Air  Service  at 
the  direction  of  the  Department  of 
Transportation,  the  FAA  does  not 
require  or  restrict  the  use  of  a  slot  for 
service  to  a  specific  market.  Therefore, 
the  FAA  is  not  proposing  to  establish  a 
secondary  hub  slot  requirement. 

C  Make  Amendment  93-€2 
"Permanent" 

All  of  the  comments  in  support  of 
AAL's  proposal  to  eliminate 
unconditionally  the  commuter  slot 
restrictions  also  support  its  proposal  to 
"make  Amendment  No.  93-62  a 
permanent  rule."  MDOT  comments  that 
the  decision  to  revoke  the  temporary 
trail  provision  contained  in  the 
amendment  should  wait  until  an 
evaluation  can  be  performed  toward  the 
end  of  the  trial  period.  United  and  Delta 
similarly  assert  that  AAL's  proposal  is 
premature  and  lacks  supporting  data. 

AAL  has  incrementally  added  F-lOO 
service  at  O'Hare  in  place  of  turboprop 
operations  in  commuter  slots.  These  jets 
were  being  operated  in  47  commuter 
slots  as  of  September  1, 1992;  no  other 
carrier  had  substituted  larger  jet 
equipment  for  turboprops  in  commuter 
slots.  AAL's  additional  F-lOO 
operations  have  caused  no  additional 
delays  or  congestion.  In  fact,  air  traffic 
data  indicate  that  the  incidence  of 
delays  at  O'Hare  has  been  decreasing 
slightly,  despite  the  substitution  of  jets 
for  some  turborprop  op>erations. 

Experience  in  implementing  and 
working  with  Amendment  No.  93-62 
indicates  that  the  agency  can  remove  the 
trial  basis  provision  the  amendment 
contained.  The  use  of  commuter  slots  as 
proposed  herein  should  not  exacerbate 
delays  because  ATC  would  retain  its 
authority  under  the  notice  provisions  of 
existing  14  CFR  93.223  (e){5):  that 
authority  permits  ATC  to  ensure  that  the 
scheduling  of  additional  arrivals  and 
departures  with  larger  aircraft  will  be 
distributed  to  avoid  bunching  of 
operations  with  resulting  congestion 
and  delays.  If  further  experience 
indicates  a  need  for  adjustment, 
however,  the  rule  can  be  amended  to 
resolve  any  unforeseen  circumstance 
that  may  arise. 

Removing  the  expiration  date  of  14 
CFR  93.221  (e)(8)  would  subject  any 
future  rhanges  to  notice  and  comment 
procedures.  This  would  provide  some 
stability  upon  which  the  airlines  can 
rely  in  developing  their  long-term 
schedules  to  maximize  the  use  of 
O'Hare 's  capacity. 


D.  Establish  Slots  at  Midway 

AAL's  proposal  to  bring  Midway 
Airport  under  the  High  Density  Rule 
gathered  no  support  beyond  those 
commenters  supporting  all  aspects  of 
the  petition.  Of  the  commenters— other 
than  AAL — addressing  this  point 
specifically,  only  the  Mayor  of  Chicago 
declines  to  oppose  it,  saving  that  it 
deserves  further  study.  The  Airplane 
Owners  and  Pilots  Association  (AOPA). 
the  National  Business  Aircraft 
Association  (NBAA).  the  City  of  Kansas 
City.  Southwest  Airlines,  and  Trans 
World  Airlines  submitted  comments 
that  opposed  this  proposal  and  spoke  to 
little  or  nothing  else.  MDOT  and  WDOT 
also  oppose  imposing  slots  at  Midway. 

The  FAA  sees  no  public  benefit  from 
this  proposal.  Although  O'Hare  and 
Midway  do  share  some  of  the  same 
enroute  strxicture,  the  arrival  and 
departure  routes  are  distinct  and 
O'Hare's  ground  congestion  is  totally 
unaffected  by  Midway's  operations.  The 
FAA  proposes  to  deny  this  part  of 
AAL's  petition. 

E.  Revise  AAL's  Selection  of  Commuter 
Slot  Times 

In  its  petition.  AAL  asks  that  it  be 
allowed  to  shift  its  "conversion  slot 
authorities"  to  different  time  periods. 
AAL's  request  to  shift  its  slot  times 
seeks  relief  speciflc  to  AAL  and  is 
inappropriate  for  general  rulemaking. 
The  requested  action  is  also  inconsistent 
with  the  general  purpose  of  the  existing 
rule  to  control  distribution  of  additional 
operations  with  larger  aircraft 
throughout  the  day.  This  proposal 
would,  however,  relax  the  hourly 
restrictions  on  the  use  of  the  larger 
aircraft  but  retain  the  approval  by  ATC 
and  gate  availability  requirements.  The 
FAA  does  not  projX)se  rulemaking, 
therefore,  to  implement  this  aspect  of 
AAL's  petition. 

The  Proposal 

For  the  reasons  mentioned  above,  the 
FAA  proposes  to  amend  part  93  of  the 
Federal  Aviation  Regulations  (14  CFR), 
.  subpart  S,  to  permit,  in  up  to  50  percent 
of  each  carrier's  commuter  slot  holdings 
at  O'Hare  International  Airport,  the 
operation  of  aircraft  satisfying  the 
following  three  criteria:  (1)  Having  an 
actual  seating  configuration  of  110  or 
fewer  passengers;  end  (2)  having  a 
maximum  certificated  takeoff  weight  of 
less  than  126,000  pounds.  The  cap 
would  limit  potential  effects  on  airport 
operations  and  preserve  at  least  50 
percent  of  existing  commuter  slots  for 
operation  with  smaller  aircraft  that 
might  include  service  to  small 
communities.  No  matter  which  carriers 


held  or  operated  commuter  slots,  no 
more  than  50  percent  of  any  carrier's 
commuter  slot  base  or  of  the  total 
number  of  commuter  slots  at  O'Hare 
could  be  used  for  larger  aircraft.  The 
FAA  also  proposes  to  remove  the  limits 
on  the  number  of  operations  per  half 
hour  and  consecutive  half  hour  periods 
set  forth  in  14  CFR  93.221(e)(3)  and 
(e)(5)  and  14  CFR  part  93.  appendix  B, 
and  allow  the  continued  use  of  larger 
aircraft  in  commuter  slots  by  removing 
the  trial  period  provision  of  14  CFR 
93.221(e)(8). 

The  FAA  anticipates  a  substantial 
increase  in  requests  to  use  larger  aircraft 
in  commuter  slots  if  this  proposed  rule 
is  adopted.  This  increase  would  add  to 
the  workload  of  ATC  in  analyzing  each 
requested  operation's  impact  on  air 
traffic  movement  and  would  require 
more  time  to  process  the  requests.  Since 
the  carriers  have  informed  the  FAA  that 
they  need  as  much  notice  as  possible  to 
schedule  aircraft  and  crews,  the  FAA 
proposes  to  amend  the  notice  provision 
of  14  CFR  93.221(e)(4)  to  require  that  a 
carrier  notify  ATC  75  days  in  advance 
of  the  planned  operation  of  a  larger 
aircraft  in  a  commuter  slot,  enlarging  by 
15  days  the  current  advance  notice 
requirement.  ATC  would  have  the 
authority  to  disapprove  a' request  based 
on  actual  conditions  at  the  time  of  the 
request  or  anticipated  at  the  planned 
start  date.  As  under  the  current  rule. 
ATC's  approval,  conditional  approval, 
or  disapproval  would  be  issued  more 
than  45  calendar  days  before  the 
planned  start  date  stated  in  the  notice  to 
allow  requesting  carriers  time  to  make 
.operational  and  marketing  preparations. 
ATC  approval  for  a  specific  operation 
would  be  valid  for  30  days  after  the 
planned  start  date,  and  then  would 
expire  if  the  operation  had  not 
commenced. 

The  proposed  amendment  would  also 
add  to  the  notice  provision  the 
requirement  to  provide  the  series,  type, 
and  actual  seating  configuration  of  the 
aircraft  to  be  used  in  tlie  commuter 
slots.  This  information  would  be  needed 
to  ensure  that  the  seat  and  weight  limits 
are  being  met. 

In  making  this  proposal,  the  FAA 
emphasizes  two  areas  of  concern.  The 
first  concern  is  gate  availability.  The 
proposed  amendment  would  not  change 
the  current  requirement  that  any  carrier 
intending  to  operate  commuter  slots 
with  larger  aircraft  have  sufficient  gates 
available  for  those  operations,  to 
prevent  ramp  and  taxiway  congestion 
which  f;ould  result  from  additional  jet 
operations.  This  requirement  appears  to 
have  helped  avoid  any  adverse  impact 
on  ground  congestion  that  might  have 
resulted  from  Amendment  No.  93-62. 
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The  second  concern  is  the  potential 
effect  of  the  proposed  rule  on  service  to 
small  communities.  The  maiority  of 
support  for  the  petition  came  At>m 
representatives  or  residents  of  small  and 
mid-size  cities  for  which  AAL  has 
promised  to  continue  or  add  jet  service. 
Contrary  to  the  belief  of  many  of  those 
commenters,  no  current  government 
regulation  prevents  AAL  or  any  other 
carrier  from  providing  jet  service  to 
their  communities,  and  this  proposed 
rule  would  not  require  any  carrier  to  fly 
to  their  cities,  much  less  dictate  the  type 
of  equipment  to  be  used. 

From  the  time  Amendment  No.  93-62 
was  adopted  in  August  1991  until 
September  1, 1992,  only  AAL  had 
substituted  larger  jet  equipment  for 
turboprops  in  commuter  slots.  As  of 
September  1. 1992.  AAL  was  using 
larger  jet  equipment  (F-lOO's)  in  place 
of  turboprops  in  47  commuter  slots. 
Althougn  AAL  has  filed  two  notices  to 
discontinue  Essential  Air  Services  (one 
notice  has  since  been  withdrawn) 
during  the  period  the  amendment  has 
been  in  effect,  the  FAA's  analysis  of 
AAL's  pre-and  post-Amendment  No. 
93-62  service  pattern  to  small 
communities  revealed  no  trend 
suggesting  a  general  change  in  service  to 
small  communities  since  the 
amendment. 

The  Department  of  Transportation 
seeks  to  promote  access  by  all 
communities  to  the  air  transportation 
system.  The  Department  ensures  that 
Essential  Air  Service  is  provided  to 
eligible  points  and  supports  the 
availability  of  air  service  to  other  small 
communities.  At  the  same  time,  the 
Department  recognizes  that  the  greatest 
utility  of  the  finite  capacity  of  high 
density  airports  such  as  O'Hare  may 
favor  the  use  of  larjger  aircraft  in  higher 
density  markets.  To  balance  the 
interests  of  maximum  economic  use  of 
a  limited  resource,  on  the  one  hand,  and 
the  Department's  interest  in  preserving 
feeder  service  to  smaller  markets  in  the 
Chicago  region,  on  the  other,  the  FAA 
proposes  to  increase  the  number  of 
commuter  slots  that  can  be  operated 
with  larger  aircraft  to  50  percent  of  the 
commuter  lots  held  by  each  carrier  at 
O'Hare,  rather  than  eliminate  the 
commuter  slot  restrictions  entirely. 
Limiting  seating  to  110  passengers  and 
maximum  takeoff  weight  to  126,000 
pounds  would  prevent  the  use  of 
commuter  slots  with  long-haul  aircraft 
designated  for  higher  demand  markets. 
These  limitations  would  preserve  the 
category  of  commuter  slots  and  mitigate 
th«5  impact  on  commuter  markets 
generally. 

The  Diepartment  will  continue  to 
monitor  the  use  of  commuter  slots  at 


O'Hare.  Further  comments  on  the  use  of 
commuter  slots  with  larger  aircraft  since 
the  promulgation  of  Amendment  No. 
93-62  would  be  welcome.  Should  the 
use  of  commuter  slots  under 
Amendment  No.  93-62  and  this 
proposed  rule,  if  promulgated,  lead  to 
unacceptable  reductions  in  service  to 
smaller  communities  in  the  region,  the 
Department  will  reevaluate  the  use  of 
larger  aircraft  in  commuter  slots. 

■fhis  proposal  raises  a  potential  issue 

relating  to  slot  withdrawals  for      

international  operations  under  14  CFR 
93.217.  To  date,  no  commuter  slots  have 
been  withdrawn  at  O'Hare  for 
international  operations.  The  proposed 
expansion  of  the  types  of  aircraft  that 
may  be  used  in  certain  commuter  slots 
would  include  airplanes  capable  of 
being  fiown  in  intemational/transborder 
operations,  and  the  number  of  slots  in 
which  they  could  be  used  would  be 
substantially  increased.  Although  these 
aircraft  could  be  use  in  commuter  slots 
under  this  proposed  rule,  under  current 
practice  only  air  carrier  slots  would  be 
withdrawn  for  their  use  in  international 
operations.  The  FAA  is  soliciting 
comments  on  whether  and  how 
commuter  slots  that  a  carrier  designates 
for  use  with  larger  aircraft  should  be 
treated  for  withdrawal  purposes  or  be 
merged  with  the  air  carrier  slot 
withdrawal  priorities. 

This  proposed  action  represents  a 
partial  grant  of  the  petition  for 
rulemaking  filed  by  American  Airlines 
on  February  18,  1992. 

Environmental  Review 

In  conjunction  with  Amendment  No. 
93-62,  the  FAA  analyzed  the 
environmental  impact  of  allowing  25 
percent  of  the  435  commuter  slots  at 
O'Hare  to  be  used  for  operations  with  jet 
aircraft  certificated  to  hold  a  maximum 
of  110  passengers.  The  FAA  calculated 
that  if  all  108  commuter  slots  were  used 
with  turbojets,  turbojet  activity  at 
O'Hare  would  increase  by  6  percent 
during  slot  restricted  hours.  Using  the 
Area  Equivalent  Method  (AEM) 
computer  model,  the  agency  determined 
that  the  use  of  25  percent  of  the 
commuter  slots  for  turbojet  operations 
would  result  in  a  0.2  percent  increase  in 
the  size  of  the  Day  Night  Average  Sound 
Level  65  dB  contour  at  O'Hare.  The 
agency  concluded  that  permitting 
turbojet  operations  in  25  percent  of  the 
commuter  slots  at  O'Hare  was  consistent 


requiring  consultation  pursuant  to 
section  102(2)(c)  of  NEPA. 

The  FAA  has  conducted  preHminary 
analyses  of  the  potential  environmental 
impact  of  this  proposal  using  the  AEM 
computer  model.  The  first  analysis 
factored  in  the  use  of  larger  aircraft  in 
50  percent  of  the  commuter  slots 
without  any  Stage  3  restriction.  As  a  . 
worst  possible  case  scenario,  it  assumed 
that  all  of  the  affected  slots  would  be 
used  with  B737-200's  or  DC-9-30's; 
these  are  Stage  2  aircraft  that  generate 
the  most  noise  among  the  aircraft  that 
the  proposed  rule,  absent  a  Stage  3 
restriction,  would  allow  to  operate  in 
commuter  slots.  The  analysis  indicated 
a  worst  scenario  increase  of  5  percent  in 
the  Day  Night  Average  Sound  Level  65 
dB  contour. 

The  second  analysis  added  the  Stage 
3  restriction.  The  added  restriction 
brought  the  Day  Night  Average  Sound 
Level  65  dB  contour  increase  down  to 
less  than  1  percent.  The  FAA  has 
therefore  determined  that  this  proposal, 
even  without  the  Stage  3  requirement,  is 
consistent  with  existing  national 
environmental  policies  and  objectives  as 
set  forth  in  section  101(a)  of  NEPA  and 
would  not  significantly  affect  the 
quality  of  the  human  environment  or 
otherwise  include  any  condition 
requiring  consultation  pursuant  to 
section  102(2)(c)  of  NEPA. 

Comments  on  the  potential 
environmental  effects,  if  any,  of  the 
proposed  rule  are  invited. 

Initial  Regulatory  Evaluation 

Executive  Order  12291.  dated 
February  17. 1981,  directs  Federal 
agencies  to  promulgate  new  regulations 
or  modify  existing  regulations  only  if 
potential  benefits  to  society  for  each 
regulatory  change  outweigh  potential 
costs.  The  order  also  requires  the 
preparation  of  a  Regulatory  Impact 
Analysis  of  all  "major"  rules  except 
those  responding  to  emergency 
situations  or  other  narrowly  defined 
exigencies.  A  "major"  rule  is  one  that  is 
likely  to  result  in  an  annual  effect  on  the 
economy  of  $100  million  or  more,  a 
major  increase  in  consumer  costs,  a 
significant  adverse  effect  on 
competition,  or  is  highly  controversial. 

The  FAA  has  determined  that  this 
proposed  rule  is  not  "major"  as  defined 
in  the  Executive  Order;  therefore,  a  full 
regulatory  analysis,  which  includes  the 
identification  and  evaluation  of  cost 


with  existing  national  environmental- ^Teducing  alternatives  to  this  proposed 


policies  and  objectives  as  set  forth  in 
section  101(a)  of  the  National 
Environmental  Policy  Act  (NEPA)  and 
that  it  would  not  significantly  affect  the 
quality  of  the  human  environment  or 
otherwise  include  any  condition 


rule,  has  not  been  prepared.  Instead,  the 
agency  has  prepared  a  more  concise 
document  termed  an  initial  regulatory 
evaluation  that  analyzes  only  this 
proposal  without  identifying 
alternatives. 
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This  proposal  is  voluntary  and  would 
not  impose  any  additional  costs  on  Part 
121  or  Part  135  air  carriers.  This  rule 
would  allow  them  to  use  some  of  their 
commuter  slots  (up  to  50 -percent)  at 
OHare  Airport  for  operations  with 
larger  aircraft.  The  decision  whether  to 
use  the  larger  aircraft  rests,  however, 
strictly  wiSi  the  operators,  not  the  FAA. 
An  increase  from  108  to  a  maximum  of 
217  operations  per  day  using  larger 
aircraft  would  be  permitted  in 
commuter  slots  under  this  proposal. 

The  proposal  would  not  significantly 
alter  the  operating  environment  at 
O'Hare  for  scheduled  Part  121  or  Part 
135  air  carriers.  It  is  not  expected  that 
ground  operations  and  departure  and  , 
arrival  procedures  would  be 
significantly  affected  if  the  rule's 
existing  conditions  are  met. 

This  proposed  regulation  would  have 
no  effect  on  the  safety  of  either  air  or 
ground  operations.  ATC  wouldtetaln 
the  ability  to  disapprove  proposed 
arrival  or  departure  schedules  of 
additional  larger  airplane  operations  at 
O'Hare..  ATC  procedures  will  continue 
to  maintain  a  high  level  of  safety  and 
efficiency. 

Because  AAL  speaks  in  its  petition 
about  improving,  not  reducing,  air 
service  to  small  communities,  the  FAA 
assumes  that  promulgation  of  tlie  rule  as 
proposed  would  not  diminish  such 
service  below  current  levels.  This 
proposal  would  allow  air  carrier 
operators  to  substitute  larger  turbojet 
airplanes  for  turboprops  and,  thereby, 
improve  service.  However,  the  FAA 
recognizes  that  the  ability  to  use  jets  in 
commuter  slots  may  serve  as  an 
incentive  to  remove  those  slots  from  use 
in  markets  that  cannot  support  jet 
service,  and  the  FAA  solicits  pubhc 
comment  regarding  this  assumption. 
Especially  helpful  would  be  comments 
reflecting  an  analysis  of  the  net  national 
economic  impact  if  service  to  small 
commtmities  should  decrease  as  a  result 
of  the  use  of  the  limited  resource  of  slots 
for  higher  demand,  and  perhaps  more 
profitable,  routes. 

Benefits 

This  proposal  would  reduce  some  of 
the  current  restrictions  on  the  use  of 
commuter  slots  at  O'Hare  and  would 
permit  air  carriers  holding  commuter 
slots  additional  flexibility  in  the  use  of 
those  slots.  To  the  extent  jet  aircraft  are 
substituted  for  commuter  turboprops, 
the  rule  would  benefit  passengers  flying 
in  those  aircraft  to  and  from  Chicago. 

The  proposed  rule  could  save  time  for 
the  traveling  public.  For  most  commuter 
flights,  which  are  short-range,  turbojets 


would  not  provide  any  significant  time 
savings.  Passengers  on  long  commuter 
flights,  however,  would  save  time.  The 
FAA  estimates  that  about  20  minutes 
could  be  saved  on  a  long  commuter 
flight  by  using  turbojet  airplanes  instead 
of  turboprop  airplanes.  The  FAA 
estimates  that  approximately  50 
passengers  would  be  on  eadi  turbojet 
commuter  flight.  The  estimated 
passenger  time  saved  is,  therefore,  16.7 
passenger-hours  per  commuter  flight 
The  FAA  estimates  that  the  value  of 
passenger  time  is  $42  per  hour  for  1992. 
Allowing  turbojet  airplanes  to  be  used 
on  long  commuter  flights  would  save 
$701  in  passenger  time  for  each  long 
commuter  trip.  This  proposed 
regulation  would  allow  an  additional 
109  commuter  slots  to  be  used  in  this 
way.  Assuming  half  of  the  slots  would 
be  used  for  long  commuter  flights  with 
turbojet  equipment,  this  proposal  would 
save  about  $38,200  per  day  in  passenger 
time.  The  FAA  solicits  public  comment 
regarding  the  assumptions  used  in 
estimating  the  benefits  of  this  proposal. 

One  commenter  mentions  that  AAL's 
introduction  of  jet  service  of  Fargo.  ND. 
has  increased  competition  resulting  in 
lower  fares.  This  benefit  is  not  readily 
quantifiable,  but  similar  results  might  be 
expected  in  other  markets  as  a  result  of 
the  promulgation  of  this  proposed  rule. 

Some  indirect  benefits  and  costs  have 
been  suggested  that  cannot  be 
considered  because  (1)  The  results  are 
uncertain  and  (2)  their  realization  is  not 
dependent  on  any  rule  change.  AAL 
supported  its  petition  by  saying  that 
granting  the  petition  would  create  1650 
jobs  having  an  annual  payroll  over  $95 
million  and  a  positive  economic  impact 
of  more  than  $280  million  in  the 
Chicago  area  alone.  It  said  that 
Amendment  No.  93-€2  has  enabled  it  to 
create  550  jobs,  and  further  relaxation  of 
the  commuter  slot  restrictions  would 
bring  about  1100  more  jobs.  AAL  also 
said  that  more  Fokker  100  service  at 
O'Hare  would  translate  to  more 
opportunities  for  students  at  its 
Maintenance  Academy  at  Midway 
Airport.  As  similar,  indirect,  and 
somewhat  offsetting  results,  various 
Simmons  pilots  claimed  they  will  lose 
their  jobs  if  AAL's  petition  is  granted. 
The  FAA  declines  to  consider  these 
benefits  and  costs  because  they  are  not 
direct  results  of  the  proposed  rule  that 
are  appropriate  for  consideration  in  this 
analysis.  ly 

The  FAA  invites/ccunments,  however, 
on  the  costs  and  l^nef^s  of  any  job  loss 
or  job  creation  that  a  (^mmenter 
perceives  as  resulting  directly  from  a 
rule  change. 


Comparison  of  Benefits  and  Costs 

The  FAA  finds  that  there  would  be  no 
significant  costs  to  this  proposed 
regulation.  However,  there  are 
measurable  benefits.  As  a  result,  the 
FAA  has  determined  that  the  proposed 
regulation  would  be  cost-beneficial. 

Initial  Regulatory  Flexibility 
Determination 

The  Regulatory  Flexibility  Act  (RFA) 
of  1980  requires  Federal  agencies  to 
review  rules  that  may  have  a 
"significant  economic  impact  on  a 
substantial  number  of  small  entities." 
The  FAA  has  adopted  criteria  and 
guidelines  for  determining  if  a  proposed 
or  existing  rule  has  any  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

The  FAA  defines  a  small  entity  as  an 
operator  who  owns,  but  does  not 
necessarily  operate,  nine  or  fewer 
airplanes.  A  substantial  number  of  small 
entities  is  one-third  of  the  small  entities 
provided  11  or  more  small  entities  are 
substantially  impacted.  The  FAA 
defines  a  significant  economic  impact  as 
$4,000  per  year  for  unscheduled 
operators,  $57,000  per  year  for 
scheduled  operators,  and  $101,000  per 
year  for  scheduled  operators  with 
aircraft  containing  no  less  than  60 
passenger  seats. 

No  small  entity  owning  or  operating 
nine  or  fewer  airplanes  holds  commuter 
slots  at  O'Hare.  Thus,  the  FAA 
determines  that  this  proposed  rule 
would  have  no  significant  economic 
impact  on  a  substantial  number  of  small 
entities. 

International  Trade  Impact  Assessment 

The  proposed  regulation  would  only 
affect  domestic  operations  at  Chicago 
O'Hare  Airport.  'Thus,  it  would  not 
provide  either  an  advantage  or 
disadvantage  to  foreign  air  carriers 
providing  service  to  and  from  the 
United  States,  nor  would  it  provide 
either  a  trade  advantage  or  disadvantage 
to  United  States  air  carriers  providing 
foreign  service. 

Paperwork  Reduction  Act 

This  proposal,  if  adopted,  provides  for 
no  changes  to  the  required  reporting  of 
information  by  air  carrier  and  commuter 
operators  to  the  FAA.  Under  the 
requirements  of  the  Federal  Paperwork 
Reduction  Act.  the  Office  of 
Management  and  Budget  has  approved 
the  information  collection  provision  of 
subpart  S  through  August  31.  1995. 
OMB  Approval  Number  2120-0524  has 
been  assigned  to  subpart  S. 
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Federalism  Implications 

The  proposal  set  forth  heroin  would 
not  have  substantial  direct  effects  cm  the 
states,  on  the  relationship  between  the 
national  government  and  the  states,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612. 
it  is  determined  that  this  regulation,  if 
adopted,  would  not  have  federalism 
implications  warranting  the  preparation 
of  a  Federalism  Assessment. 

Conclusion 

For  the  reasons  set  forth  above,  the 
FAA  has  determined  that  this  proposal 
(1)  Would  not  be  a  "major  rule"  under 
Executive  Order  12291;  and  (2)  would 
be  a  "significant  rule"  under 
Department  of  Transportation 
Regulatory  Policies  and  Procedures  (44 
FR 11034;  February  26. 1979).  Further. 
I  certify  that  under  the  criteria  of  the 
Regulatory  Flexibility  Act,  this  proposal 
would  not  have  a  signiHcant  economic 
impact  on  a  substantial  number  of  small 
entities. 

List  of  Subjects  in  14  CFR  Part  93 

Air  traffic  control.  Airports.  Alaska. 
Navigation  (air).  Reporting  and 
recordkeeping. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me,  I  propose  to 
amend  part  93  of  the  Federal  Aviation 
Regulations  (14  CFR  part  93)  as  follows: 

PART  93— SPECIAL  AIR  TRAFRC 
RULES  AND  AIRPORT  TRAFRC 
PATTERNS 

1.  The  authority  citation  for  part  93 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1302, 1303, 
1348, 1354(a),  1421(a).  1424,  2451  et  seq.;  49 
U.S.C  106(g). 

§93.221    [Amended] 

2.  Section  93.221(e)(1)  and  (e)(2)  are 
revised  to  read  as  follows: 

§  93.221    Transfer  of  slots. 

!e)*  •  * 

(1)  Air  carrier  aircraft  that  may  be 
operated  under  this  paragraph  are 
limited  to  aircraft: 

(i)  Having  an  actual  seating 
configuration  of  110  or  fewer 
passengers;  and 

(ii)  Having  a  maximum  certiHcated 
takeoff  wei^t  of  less  than  126,000 
pounds. 

(2)  No  more  than  50  percent  of  the 
total  number  of  commuter  slots  held  by 
a  slot  holder  at  O'Hare  International 


Airport  may  be  used  with  aircraft 
described  in  paragraph  (e)(1)  of  this 
section. 

3.  Section  93.221(e)(3).  (e)(5).  and 
(e)(8)  are  removed. 

4.  Section  93.221(e)(4)  is  designated 
as  (e)(3)  and  amended  by  removing,  in 
the  fifth  line,  the  number  "60"  and 
inserting  in  its  place  the  number  "75", 
and  in  the  ninth  line,  after  the  words 
"aircraft  type"  inserting  ",  aircraft 
series,  actual  aircraft  seating 
configuration". 

5.  Section  93.221(e)(6)  and  (e)(7)  are 
redesignated  as  (e)(4)  and  (e)(5), 
respectively. 

Appendix  B — [Removed] 

6.  Appendix  B  to  p^rt  93  is  removed. 

Issued  in  Washington,  DC,  on  December 
29, 1992. 

Thomas  C.  Richards. 
Administrator. 
(PR  Doc.  92-31941  Filed  12-30-92;  4:01  pm) 

BILUNG  CODE  4910-13-M 


Research  and  Special  Programs 
Administration 

14  CFR  Parts  221  and  339 

[Docket  No.  48379;  48385;  Notice  92-35] 

RtN2137-AC18 

Electronic  Rling  of  Property  and 
Passenger  Tariffs;  Extension  of 
Comment  Period 

AGENCY:  Research  and  Special  Programs 
Administration  (RSPA),  DOT. 
ACTION:  Reopening  of  comment  period; 
notice  of  public  meeting;  request  for 
comments  on  petition  for  rulemaking. 

SUMMARY:  On  October  15. 1992.  RSPA 
published  a  notice  of  proposed 
rulemaking  (NPRM)  in  the  Federal 
Register  inviting  comment  on  electronic 
filing  of  property  and  passenger  tariffs. 
Improvements  were  proposed  to  the 
procedures  for  electronic  filing  of 
passenger  fares  that  were  implemented 
on  December  18, 1989,  that,  among 
other  changes,  would  allow  electronic 
text  submissions  in  addition  to 
electronic  price  submissions.  The 
electronic  text  would  include  price 
conditions  or  limitations.  RSPA  has 
received  several  requests  asking  for  an 
extension  of  the  comment  period  from 
the  current  30  days  to  90  days.  RSPA 
concurs,  in  part,  and  has  concluded  that 
additional  time  for  public  comment  and 
a  public  meeting  should  contribute  to 
the  public  understanding  of  the 
proposals.  RSPA  is  reopening  the   . 
comment  period,  will  hold  a  public 
meeting,  and  will  accept  comments 


until  March  5, 1993.  RSPA  also  requests 
comments  on  a  related  petition  for 
rulemaking. 

DATES:  Cknnments.  The  comment  period 
is  reopened,  and  comments  will  be 
accepted  imtil  March  5. 1993.  Public 
Meeting.  A  public  meeting  will  be  held 
on  February  3. 1993.  at  10  a.m. 
ADDRESSES:  Comments.  Five  copies  of 
any  comments  to  this  docket  should  be 
sent  to  the  Documentary  Services 
Division.  C-55.  U.S.  Department  of 
Transportation.  400  Seventh  Street. 
SW..  Washington.  DC  20590.  and  should 
refer  to  this  Docket.  Receipt  of 
comments  will  be  acknowledged  if  the 
commenter  includes  a  stamped,  self- 
addressed  postcard,  which  the  Docket 
Clerk  will  time-  and  date-stamp  and 
return.  Public  meeting.  A  public 
meeting  on  the  proposed  electronic 
cargo  and  passenger  tariff  filing 
procedures  will  be  held  at  the 
Department  of  Transportation  NASSIF 
Building,  400  Seventh  Street,  SW., 
Washington,  DC  20590,  on  February  3. 
1993,  at  a  room  number  to  be  provided 
later.  The  meeting  will  be  transcribed. 
Those  planning  to  attend  should  notify 
RSPA,  by  telephone  or  in  writing,  no 
later  than  January  22. 1993.  To  confirm 
plans  to  attend,  and  obtain  the  meeting 
room  number,  contact  Mr.  Dean  L. 
Johnson  or  Mrs.  Rita  B.  Clowes  at  (202) 
366-2414. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Donald  W.  Bright  or  Mr.  Dean  L. 
Johnson.  Office  of  Automated  Tariffs. 
Research  and  Special  Programs 
Administration  (RSPA),  Department  of  . 
Transportation,  at  the  address  above. 
Telephone:  (202)  366-4080. 
SUPPI^MENTARY  MFORMATION:  On 
October  15. 1992.  RSPA  published  a 
notice  of  proposed  rulemaking  (NPRM)  . 
in  the  Federal  Register  inviting     ^ 
comment  on  electronic  filing  of  property 
and  passenger  tariffs  (Docket  48385,. 
Notice  92-19,  57  FR  47303). 
Improvements  were  proposed  to  the 
procedures  for  electronic  filing  of 
passenger  fares  that  were  implemented 
on  December  18,  1989.  The  NPRM 
proposed  to  allow  an  air  carrier  to 
submit  an  all-electronic  tariff  filing  that 
includes  not  only  an  electronic  price, 
but  also  the  conditions  of  service  and 
limitations  on  the  application  of  the 
price  for  travel  and  other  purposes. 
RSPA  also  proposed  to  eliminate 
excess  filing  of  tariff  information; 
prescribe  the  form  and  content  of 
electronic  fare  rules;  require  a  finished 
electronic  tariff  arrangement  or  format 
in  addition  to  the  existing  subscription 
service  for  electronic  raw  tariff  data; 
allow  the  filer  to  charge  a  fee  to 
reproduce  electronic  tariffs  in  a  finished 
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constniction;  clarify  the  tarij? 
regulations  affecting  the  filer's  proposed 
effective  date  of  an  electronic  tariff 
filing;  and  revise  the  user  fee  regulations 
to  reflect  current  costs  and  to  clarify  the 
initial  exclusion  from  electronic  user 
fees  for  electronic  filers. 

RSPA  received  several  requests  asking 
for  an  extension  of  the  comment  period 
&om  the  ciurent  30  days  to  90  days. 
RSPA  concurs,  in  part,  with  these 
requests  in  that  additional  time  for 
public  comment  and  a  public  meeting 
should  contribute  to  the  public 
understanding  of  the  proposals.  RSPA  is 
reopening  the  comment  period,  will 
hold  a  public  meeting,  and  will  accept 
comments  until  March  5, 1993. 

On  October  28. 1992,  the  Airline 
Tariff  Publishing  Company  (ATPCO) 
reouested  a  delay  in  response  date,  a 
puolic  meeting,  and  disclosure  of  cost 
studies.  Comments  in  support  of 
ATPCO "s  request  were  received  from 
Japan  Airlines  Company,  Swissair, 
Varig,  S.A.,  American  Airlines,  Delta 
Air  Lines,  Northwest  Airlines,  United 
Air  Lines,  and  USAir. 

ATPCO  is  concerned  about  the 
potential  costs  of  the  proposal  and  its 
impact  on  electronic  rules,  which  are 
the  electronic  text  provisions  that 
contain  the  relevant  conditions  for 
application  of  the  tariff,  and  conditions 
or  limitations  on  specific  prices  in  the 
tariff.  ATPCO  stated  that  fare  files  are 
maintained  separately  from  rules  files 
and  footnote  files,  and  the  proposal 
would  require  each  of  the  fares  to  be 
integrated  with  its  conditions.  ATPCO 
believes  this  proposal  to  be  potentially 
very  costly,  because  "marriage  of  the 
footnote  and  rule  to  the  fare"  would 
require  "republication  of  the  fares  each 
time  the  footnote  or  rule  is  changed." 

ATPCO  questioned  the  need  for  a 
hierarchy  of  electronic  rules  information 
as  proposed  in  the  NPRM.  Finally, 
ATPCO  stated  that  the  proposed  RSPA 
fee  increases  for  fare  filings  are  double 
current  levels,  and  the  fee  for  rules 
filings  may  be  three  times  more  than 
current  levels,  and  it  asked  that  relevant 
cost  studies  be  placed  in  the  docket. 

On  October  1, 1992,  ATPCO 
submitted  a  petition  for  rulemaking  to 
allow  air  carriers  to  initiate  fare  action 
at  any  time  and  the  Department  to 
accept  those  filings  as  of  the  time  they 
are  filed.  RSPA  invites  public  comment 
on  the  petition  during  the  comment 
period,  and  will  consider  the  merits  of 
the  petition  as  part  of  this  rulemaking. 

RSPA  agrees  that  additional  time 
should  be  provided  for  public  comment 
and  public  discussion  of  the  proposals 
in  the  NPRM.  Therefore.  RSPA  is 
reopening  the  comment  period  and  will 
accept  additional  public  comments. 


RSPA  also  will  hold  a  public  meeting  to 
discuss  the  NPRM.  A  regulatory 
evaluation  is  available  for  review  in  the 
docket. 

Issued  in  Washington,  DC  on  December  29. 
1992. 

Elaine  E.  loost, 

Acting  Associate  Administrator  for  Research, 
Technology  and  Analysis,  Research  and 
Special  Programs  Administration. 
[FR  Doc  93-«  Filed  1-4-93;  6:45  am] 
MUINO  CODE  4*ie-a-ti 


Federal  Highway  Administration 

23  CFR  Part  655 

[FHWA  Docket  No.  89-1 ,  Notice  No.  6] 

RIN212S-AC83 

National  Standards  for  Traffic  Control 
Devices;  Manual  on  Uniform  Traffic 
Control  Devices;  Work  Zone  Traffic 
Control  Standards  Revision 

AGENCY:  Federal  Highway 
Administration  (FHWA),  Department  of 
Transportation  (DOT). 

ACTKM:  Notice  of  proposed  amendments 
to  the  Manual  on  Uniform  Traffic 
Control  Devices  (MUTCD);  request  for 
comments. 

SUMMARY:  The  MUTCD  is  incorporated 
by  reference  in  23  CFR  655.  subpart  F. 
and  recognized  as  the  national  standard 
for  traffic  control  devices  on  all  public 
roads  open  to  public  travel.  The  FHWA 
has  been  considering  options  for 
rewriting  part  VI  of  the  MUTCD  with 
the  objective  of  improving  safety 
through  more  uniform  application  of 
effective  traffic  control  and  traffic 
control  devices  in  work  zones.  Initial 
recommendations  from  this  effort  were 
made  available  for  review  and  comment 
on  December  23. 1988.  at  53  FR  51826 
through  a  Public  Information  Package 
followed  by  recommendations  in  a 
second  Public  Information  Package  on 
June  5.  1989.  at  54  FR  23990.  The 
comment  period  for  the  second  Public 
Information  Package  was  reopened  on 
April  26. 1990.  at  55  FR  17634.  and 
again  reopened  from  August  15, 1990,  to 
March  31, 1991.  at  55  FR  33325.  The 
FHWA  invited  review  and  comments  on 
reformatting  the  MUTCD  on  January  10. 
1992.  at  57  FR  1134  (Docket  No.  89-1. 
Notice  No.  5).  The  FHWA  has  decided 
not  to  reformat  part  VI  at  this  time.  The 
FHWA  has  evaluated  the  information 
received  concerning  the  technical 
aspects  of  part  VI  and  combined  many 
of  the  suggestions  into  this  notice  of 
proposed  amendments  to  part  VI  of  the 
MUTCD.  Interested  persons  are  invited 
to  review  and  comment  on  this  rewrite 


of  part  VI.  Persons  who  furnished 
comments  concerning  the  technical 
aspects  of  part  VI  as  a  part  of  their 
comments  to  Docket  No.  89-1,  Notice 
No.  5,  need  not  resubmit  the  comments. 

This  proposal  is  specifically  intended 
to  improve  the  safety  of  workers, 
pedestrians,  and  motorists  in  work 
zones.  This  proposal  is  also  intended  to 
expedite  implementations  of  the 
Intermodal  Surface  Transportation 
Efficiency  Act  of  1991,  and  improve 
traffic  operations  by  providing  more 
uniform  application  of  traffic  control 
devices  in  work  zones. 
DATES:  Comments  concerning  these 
proposed  amendments  must  be  received 
on  or  before  March  8,  1993. 
ADDRESSES:  Submit  written,  signed 
comments  to  FHWA  Docket  No.  89-1. 
Notice  No.  6,  Federal  Highway 
Administration,  room  4232,  HCC-10. 
400  Seventh  Street.  SW..  Washington, 
DC  20590.  All  comments  received  will 
be  available  for  examination  at  the 
above  address  between  8:30  a.m.  and 
3:30  p.m.,  e.L,  Monday  through  Friday 
except  legal  holidays.  Those  desiring 
notification  of  receipt  of  comments  must 
include  a  self-addressed,  stamped 
postcard. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Rudolph  M.  Umbs,  Office  of 
Highway  Safety,  (202)  366-0411.  or  Mr. 
Wilbert  Baccus,  Office  of  Chief  Counsel. 
(202)  366-0780.  Department  of 
Transportation,  400  Seventh  Street, 
NW.,  Washington.  DC  20590. 
SUPPLEMENTARY  INFORMATION:  The 
MUTCD  is  approved  by  the  FHWA  as 
the  National  Standard  for  all  streets  and 
highways  open  to  public  travel.  The 
MUTCD  is  available  for  inspection  and 
copying  as  prescribed  in  49  CFR  part  7. 
appendix  D.  It  may  be  purchased  for 
$22.00  from  the  Superintendent  of 
Documents,  U.S.  Government  Printing 
Office,  Washington.  DC  20402.  stock  No. 
050-001-00308-2.  Each  amendment  is 
assigned  an  identification  number 
which  indicates,  by  Roman  numeral,  the 
primary  organizational  part  of  the 
MUTCD  affected  and,  by  Arabic 
numeral,  the  order  in  which  the  request 
was  received  (e.g..  Request  VIII-9). 

The  FHWA  enlisted  the  services  of  an 
engineering  consultant  to  solicit 
comments  from  Federal,  State,  local, 
and  other  highway  agencies  regarding 
the  design,  administration,  and 
operation  of  highway  work  zones  in 
anticipation  of  rewriting  part  VI  of  the 
MUTCD.  The  consultant's  initial 
findings  were  made  available  for  review 
and  comment  on  "December  23. 1988,  at 
53  FR  51826.  through  a  Public 
Information  Package  followed  by 
revised  findings  in  a  second  Public 
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Information  Package  on  June  5, 1989,  at 

54  FR  23990.  The  comment  period  for 
the  second  Public  Infonnation  Package 
was  reopened  on  April  26, 1990,  at  55 
FR  17634,  and  again  reopened  from 
August  15, 1990,  to  March  31, 1991,  at 

55  FR  33325.  The  FHWA's  advance 
notice  of  proposed  rulemaking 
(ANPRM)  on  January  10. 1992,  at  57  FR 
1134,  was  issued  to:  (1)  Provide  an 
opportunity  to  the  public  to  comment 
on  the  desirability  of  the  proposed 
amendments  to  part  VI  of  the  MUTCD. 
and  (2)  address  alternative  formats  for 
the  MUTCD.  The  ANPRM  is  identified 
as  FHWA  Docket  No.  89-1,  Notice  No. 
5.  The  public  docket  on  Notice  No.  5 
closed  on  July  30, 1992. 

The  FHWA  received  100  comments  in 
response  to  the  public  docket  89-1, 
Notice  Nos.  1  through  4.  The  large 
majority  of  comments  supported  the 
following  conclusions: 

(1)  There  is  a  need  to  retain  most  of 
the  traffic  control  device  design  and 
application  standards  that  are  presently 
contained  in  the  current  MUTCD; 

(2)  There  is  a  need  for  a  few  new 
traffic  control  devices;  and 

(3)  There  is  a  need  to  provide  users 
with  the  new  guidance  information 
presented  in  the  public  information 
packages. 

Many  comments  to  Notice  No.  5 
echoed  the  above  conclusions,  and  have 
encouraged  the  FHWA  to  publish  part 
VI: 

(1)  As  a  stand  alone  document; 

(2)  In  the  same  format  as  the  1988 
Edition  of  the  MUTCD;  and 

(3)  As  soon  as  possible. 

In  response  to  these  early  comments, 
and  in  order  to  expedite  the  part  VI 
rulemaking  process,  the  FHWA  has 
developed  this  NPRM. 

The  proposed  amendments  in  this 
rulemaking.  Request  VI-72(C)  Total 
Revision  of  Part  VI,  concern  part  VI  of 
the  MUTCD  "Traffic  Controls  for  Street 
and  Highway  Construction, 
Maintenance,  Utility,  and  Emergency 
Operations"  in  its  entirety.  Part  VI  sets 
forth  basic  principles  and  prescribes 
standards  for  traffic  control  during  work 
zone  operations  on  streets  and  hi^ways 
in  the  United  States.  With  the  current 
emphasis  on  repairing  the  Nation's 
hi^ways  and  improving  safety  in  work 
zone  areas,  an  update  of  part  VI  would 
better  serve  the  highway  community. 

The  document  containing  the  text 
changes  for  this  proposed  amendment  to 
the  MUTCD  has  been  titled:  1988 
MUTCD  Proposed  Revision  3,  dated 
August  1, 1992.  It  is  available  from  the 
Federal  Highway  Administration,  Office 
of  Highway  Safety,  HHS-31,  400 
Seventh  Street  SW.,  Washington.  DC 
20590.  Everyone  currently  appearing  on 


the  FHWA  Federal  Register  mailing  list 
will  automatically  be  sent  a  copy. 

Discussion  of  Amendments 

The  following  items  are  the  more 
important  part  VI  revisions. 

Pedestrian  and  Worker  Safety 

To  focus  attention  on  ped^rian  and 
worker  safety,  new  sections  93-1  and 
6D-2  have  been  developed.  These 
sections  would  consolidated  the 
standards,  guidance,  and  information  on 
these  subjects  that  were  previously 
scattered  throughout  part  VI. 

New  Symbol  Signs 

The  study,  "Motorists' 
Comprehension  of  Regulatory,  Warning, 
and  Symbol  Signs,"  *  raised  serious 
doubts  about  the  continuing  process  of 
converting  word  legend  signs  to  symbol 
signs.  The  FHWA  has  adopted  very  few 
new  symbols  since  this  report  was 
completed.  There  are  no  new  symbol 
designs  proposed  for  inclusion  in  the 
reivrite  of  Part  VI.  There  are,  however, 
several  new  combinations  of  existing 
symbols  to  form  new  symbol  messages. 
As  an  example,  in  Figure  VI-8a,  Sign 
W1-4C  shows  a  three-lane  shift.  This 
sign  uses  three  lane  shift  symbols  from 
the  current  standard  Wl-4  sign  (Figure 
6-13a  of  the  1988  MUTCD). 

New  Word  Message  Signs 

The  re%VTite  of  part  VI  includes  some 
new  word  message  warning  signs.  These 
signs,  like  any  word  legend  warning 
sign,  are  currently  allowed  by  section 
6C-41.  The  warning  signs  that  are 
proposed  for  inclusion  in  the  rewrite  of 
Part  VI  are  commonly  used  by  many 
State  and  local  highway  agencies. 

Portable  Changeable  Message  Signs 

Standards,  guides,  and  information 
regarding  changeable  message  signs 
would  be  added  to  section  6F-2, 
Portable  Changeable  Message  Signs. 
This  change  would  be  made  to  improve 
application  uniformity  and  make  the 
standards,  guides,  and  information 
regarding  these  signs,  found  elsewhere 
in  the  MUTCD  (part  II),  more  readily 
available  to  those  who  administer, 
design,  and  operate  work  zones. 

Channelizing  Devices 

The  minimum  diameter  of  drums  aiul 
the  materials  used  to  make  drums  have 
been  somewhat  controversial  over  the 
past  several  years.  As  in  the  current 
standards,  drums  would  be  required  to 


have  a  minimum  diameter  of  18  inches. 
Other  shapes  of  drums  would  also  be 
required  to  have  at  least  18  inches 
minimum  width  regardless  of 
orientation. 

There  are  other  channelizing  devices, 
^uch  as  the  rectangular  drum,  light- 
weight plastic  barrier,  and  the  "Road 
Hog,"  which  may  nave  q>ecialized 
applications.  Contracting  procedures  are 
in  place  in  all  highway  agencies  to 
specify  the  use  of  these  devices  for  such 
speciahzed  applications  without  their 
being  recognized  as  standard 
channelizing  devices  in  part  VI  of  the 
MUTCD.  This  notice  recognizes  the 
existence  of  specialized  applications  to 
encourage  the  continued  development 
of  and  experimentation  with  such 
devices. 

Research  studies  have  repeatedly 
shown  that  a  steel  drum  poses  severe 
hazards  to  pedestrians,  workers,  and 
motorists  when  the  drum  is  struck. 
Therefore,  the  use  of  steel  drums  as  a 
channelizing  or  other  traffic  control 
device  would  be  specifically  prohibited. 

Interim  (Short-term)  Traffic  Control 
Marking  Standards 

The  MUTCD  interim  pavement 
marking  standards  and  guides,  tnat  are 
found  in  section  6F-6.  have  been 
somewhat  controversial  over  the  past 
several  years.  The  text  that  is  currently 
,  in  the  1988  edition  of  the  MUTCD  has 
not  been  changed  in  this  proposal.  The 
results  of  the  recent  FHWA  contract 
research  ^  confirm  the  continuation  of 
these  standards.  Under  section  lA-6  of 
the  MUTCD,  the  FHWA  has  also 
authorized  two  States  to  conduct 
experimentation  with  abbreviated  no- 
passing  zone  markings.  The  results  of 
the  experimentation  will  be 
incorporated  into  the  decisionmaking 
process  regarding  interim  no-passing 
zone  pavement  marking  standards. 

Additional  Guidance  for  the  use  of 
Various  Traffic  Control  Devices 

Additional  guidance  concerning  the 
use  of  tubular  markers  would  be  added 
at  6F-5c,  drums  at  6F-5e,  temporary 
raised  islands  at  6F-5h.  impact 
attenuators  at  6F-8a,  rumble  strips  at 
6F-8d,  and  glare  screens  at  6F-8e. 

Description  of  Distinct  Work  Zone  Time 
Durations 

To  assist  users  of  the  MUTCD  part  VI 
in  the  selection  of  traffic  control  devices 
and  typical  application  of  these  devices, 
section  6G-2,  Selection  of  Typical 
Application,  would  be  added  to 


'  Motorists'  Comprehension  of  Regulatory. 
Warning,  and  Symbol  Signs,  November  1965, 
Report  Nos.  FHWA-RD-«6-m,  112.  and  113.  It  is 
available  for  inspection  and  copying  as  prescribed 
in  49  CFR  part  7.  appendix  D. 


'  Non-P8Fmanenl  Pavement  Markings  in  Work 
Zones.  February  1992,  Report  No.  FHWA-RD-92- 
007.  It  is  available  (or  inspectioo  and  copying  at 
prascribed  in  49  CFR  pad  7,  appendix  D. 


290 


Federal  Register  /  Vol.  58,  No.  2  /  Tuesday.  January  5.  1993  /  Proposed  Rules 


describe  five  distinct  work  zone  time 
durations.  These  time  durations  are: 
Long-Term  Stationary,  Intermediate- 
Term  Stationary,  Short-Term  Stationary. 
Short  Duration,  and  Mobile. 

New  Typical  Application  Diagrams 

Many  engineering  practitioners  have 
requested  that  the  part  VI  standards  and 
guidehnes  be  supplemented  with 
typical  application  diagrams.  The 
existing  part  VI  includes  a  small  number 
of  such  diagrams.  In  the  rewrite  of  part 
VI,  it  is  proposed  to  incorporate  a 
substantially  larger  number  of  new  or 
improved  typical  application  flgures. 

Rulemaking  Analyses  and  Notices 
Executive  Order  12291  (Federal 
Regulation)  and  DOT  Regulatory 
Policies  and  Procedures 

The  FHWA  has  determined  that  this 
document  contains  neither  a  major  rule 
under  Executive  Order  12291  nor  a 
signiHcant  regulation  under  the 
regulatory  policies  and  procedures  of 
the  DOT.  It  is  anticipated  that  the 
economic  impact  of  this  rulemaking  will 
be  minimal.  Therefore,  a  full  regulatory 
evaluation  is  not  required.  The  need  to 
further  evaluate  economic  consequences 
will  be  reviewed  on  the  basis  of  the 
comments  submitted  in  response  to  this 
notice. 

Regulatory  Flexibility  Act 

In  accordance  with  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-345;  5  U.S.C. 
601-612,  the  FHWA  has  evaluated  the 
effects  of  this  rule  on  small  entities. 
Based  upon  this  evaluation,  the -FHWA 
hereby  certifies  that  this  action  will  not 
have  a  signiBcant  economic  impact  on 
a  substantial  number  of  small  entities. 
The  need  to  further  evaluate  economic 
consequences  will  be  reviewed  on  the 
basis  of  the  comments  submitted  in 
response  to  this  notice. 

Executive  Order  12612  (Federalism 
Assessment) 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  it  has  been  determined  that 
the  proposed  rule  does  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment.  The  MUTCD  is 
incoiporated  by  reference  in  23  CFR 
Part  655,  subpart  F,  which  requires  that 
changes  to  the  National  Standards 
issueid  by  the  FHWA  shall  be  adopted 
by  the  States  or  other  Federal  agencies 
within  2  years  of  issuance.  This 
proposed  amendment  is  in  keeping  with 
the  Secretary  of  Transportation's 
authority  under  23  U.S.C.  109(d)  and 
315  to  promulgate  uniform  guidelines  to 


promote  the  safe  and  efficient 
utilization  of  the  highways.  Therefore, 
nothing  in  the  proposed  rule  preempts 
any  State  laws,  regulations  or 
requirements. 

Executive  Order  12372 
(Intergovemmenta]  Review) 

Catalog  of  Federal  Domestic 
Assistance  Program  Number  20.205, 
Highway  Planning  and  Construction. 
The  regulations  implementing  Executive 
Order  12372  regarding 
intergovernmental  consultation  on 
Federal  programs  and  activities  apply  to 
this  program. 


Paperwork  Reduction  Act 

This  action  does  not  contain  a 
collection  of  information  requirement 
for  purposes  of  the  Paperwork 
Reduction  Act  of  1980,  44  U.S.C.  3501 
etseq. 

National  Environmental  Policy  Act 

The  FHWA  has  analyzed  this  action 
for  the  purpose  of  the  National 
Environmental  Policy  Act  of  1969  (42 
U.S.C.  4321  et  seq.)  and  has  determined 
that  this  action  would  not  have  any 
effect  on  the  quality  of  the  environment. 

Regulatory  Identification  Number 

A  regulatory  identification  number 
(RIN)  is  assigned  to  each  regulatory 
action  listed  in  the  Unified  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  eadi  year.  The  RIN  contained 
in  the  heading  of  this  document  can  be 
used  to  cross  reference  this  action  with 
the  Unified  Agenda. 

List  of  Subjects  in  23  CFR  Part  655 

Design  standards,  Grant  programs- 
transportation,  Highways  and  roads, 
Incorporation  by  reference.  Signs, 
Traffic  regulations. 

(23  U.S.C  315:  49  CFR  1.48) 

Issued  on:  December  30, 1992. 
T.  D.  Larson, 
Administrator 
(PR  Doc.  93-^8  Filed  1-4-93;  8:45  am) 
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DEPARTMENT  OF  THE  TREASURY 
Internal  Revenue  Service 

26  CFR  Part  1 

[INTL-0848-89] 
RIN  1545-A022 

Taxable  Year  of  Certain  Foreign 
Corporations  Beginning  Atter  July  10, 
1989 

AGENCY:  Internal  Revenue  Service, 

Treasury. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  document  contains 
proposed  Income  Tax  Regulations 
setting  forth  the  required  taxable  year 
for  specified  foreign  corporations  for 
taxable  years  of  those  foreign 
corporations  beginning  after  July  10, 
1989.  This  action  is  necessary  because 
of  changes  to  the  applicable  tax  law 
made  by  the  Omnibus  Budget 
Reconciliation  Act  of  1989,  which 
added  section  898  to  the  Internal 
Revenue  Code.  The  regulations  will  give 
guidance  on  which  foreign  corporations 
must  change  their  taxable  year  and  how 
to  effect  the  change  in  taxable  year. 
DATES:  Written  comments  and  requests 
for  a  public  hearing  must  be  received  by 
March  8, 1993. 

ADDRESSES:  Send  written  comments  and 
requests  for  a  public  hearing  to:  Internal 
Revenue  Service,  P.O.  Box  7604.  Ben 
Franklin  Station,  Attention: 
CC:CORP:T:R  (INTL-0848-89),  room 
5228,  Washington,  DC  20044. 
FOR  FURTHER  INFORMATION  CONTACT: 
Bill  Lundeen  of  the  OfBce  of  Associate 
C3iief  Counsel  (International),  within  the 
Office  of  Chief  Counsel,  Internal 
Revenue  Service,  1111  Constitution 
Avenue.  NW..  Washington.  DC  20224 
(Attention:  CC:CORP:T:R  (202-622- 
3870  (INTL-0848-89),  not  a  toll-free 
call). 

SUPPLEMENTARY  INFORMATION: 

A.  Paperwork  Reduction  Act 

The  collection  of  information 
contained  in  this  notice  of  proposed 
rulemaking  has  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  in  accordance  with  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  3504(h)).  Comments  on  the 
collection  of  information  should  be  sent 
to  the  Office  of  Management  and 
Budget,  Attn:  Desk  Officer  for  the 
Department  of  the  Treasury.  Office  of 
Information  and  Regulatory  Affairs, 
Washington.  DC  20503,  with  copies  to    ' 
the  Internal  Revenue  Service,  Attn:  IRS 
Reports  Clearance  Officer,  T:FP, 
Washington,  DC  20224. 
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The  collection  of  information  in  these 
proposed  regulations  is  in  §§  1.563-3, 
1.898-3  and  1.898-4.  The  Internal 
Revenue  Service  requires  this 
information  to  verify  compliance  with 
section  898  of  the  Internal  Revenue 
Coda  The  respondents  will  be  certain 
United  States  shareholders  of  specified 
foreign  corporations. 

The  estimates  are  an  approximation  of 
the  average  time  expected  to  be 
necessary  for  a  collection  of 
information.  They  are  based  on 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  may  require  greater  or 
lesser  time,  depending  on  their 
particular  circumstances. 

Estimated  total  annua!  reporting 
burden:  600  hours. 

Estimated  burden  per  respondent 
varies  from  5  hours  to  1 .5  hour, 
depending  on  individual  circumstances, 
with  an  estimated  average  of  1  hour. 

Estimated  number  of  respondents: 
GOO. 

Estimated  frequency  of  responses: 
Once  every  three  years. 

B.  Background 

This  document  contains  proposed 
regulations  under  sections  441.  442,  563 
and  898  of  the  Internal  Revenue  Code 
(Code).  Sections  1.898-1  through  1.898- 
4  are  proposed  tq  be  effective  for  taxable 
years  of  specified  foreign  corporations 
beginning  after  July  10, 1989.  However, 
§§  1.898-3(a)(4)  (regarding  situations  in 
which  inconsistent  majority  U.S. 
shareholder  years  exist)  and  1.898- 
3(a)(5)(lii)  (regarding  situations  in  ■ 
which  additional  testing  days  are 
required)  are  proposed  to  be  effective  for 
taxable  years  beginning  after  (Insert  Date 
120  Days  After  Date  of  Publication  of 
Final  Regulations  in  the  Federal 
Register],  and  section  1.898-4[b)  is 
proposed  to  be  effective  for  changes  in 
the  required  year  of  a  specified  foreign 
corporation  subsequent  to  its  first 
taxable  year  beginning  after  July  10, 
1989. 

C  Explanation  of  Provisions 

Introduction 

Section  7401(a)  of  the  Omnibus 
Budget  Reconciliation  Act  of  1989,  Pub. 
L.  No.  101-239,  103  Stat.  2106  ("the 
Act"),  added  section  898  to  the  Code. 
The  purppse  of  section  898  is  to 
eliminate  the  deferral  of  income  and. 
therefore,  the  understatement  in 
income,  by  United  States  shareholders 
'  of  certain  controlled  foreign 
corporations  and  foreign  personal 
holding  companies,  referred  to  in  the 
statute  as  specified  foreign  corporations. 
Deferral  results  when  certain  income 


earned  by  these  corporations  is  subject 
to  United  States  income  tax  in  a  taxable 
year  of  the  United  States  shareholder 
subsequent  to  the  taxable  year  during 
which  it  was  earned.  The  elimination  of 
deferral  is  accomplished  by  requiring  a 
specified  foreign  corporation  to  conform 
its  taxable  year  to  the  required  year, 
which  is  generally  the  majority  U.S. 
shareholder  year,  for  taxable  years  of 
specified  foreign  corporations  beginning 
after  July  10. 1989. 

Section  1.898-1 

Section  1.898-1  provides  the  general 
rule  that,  for  purposes  of  the  Internal 
Revenue  Code,  the  taxable  year  of  any 
specified  foreign  corporation  shall  be 
the  required  year  determined  under 
section  898  (c)  and  §  1.898-3.  In 
addition,  §  1.898-l(b)  sets  forth  the 
effective  dates  of  the  regulations  under 
section  898. 

The  regulations  at  paragraph  (c) 
exempt  certain  specified  foreign 
corporations  from  section  898  in  three 
circumstances.  First,  a  specified  foreign 
corporation  is  exempt  from  section  898 
so  long  as  its  United  States  shareholders 
do  not  have  any  amount  includible  in 
gross  income  pursuant  to  section  951(a) 
and  do  not  receive  any  actual  or  deemed 
distributions  attributable  to  amounts 
described  in  section  553  with  respect  to 
that  corporation.  Once  any  United 
States  shareholder  has  such  amounts, 
however,  section  898  applies  to  the 
specified  foreign  corporation.  Second,  a 
specified  foreign  corporation  that  is  a 
foreign  insurance  company  and  elects  to 
be  treated  as  a  domestic  corporation 
pursuant  to  section  953(d)  is  exempt 
from  section  898.  Likewise,  a  specified 
foreign  corporation  described  in  section 
1504(d)  for  which  an  election  has  been 
made  to  treat  it  as  a  domestic 
corporation  is  exempt  ftt)m  section  898. 

Section  1.898-2 

Section  1.898-2(a)  defines  specified 
foreign  corporation.  Generally,  a 
specified  foreign  corporation  is  defined 
to  include  controlled  foreign 
corporations  and  foreign  personal 
holding  companies.  However,  specified 
foreign  corporations  include  only  those 
controlled  foreign  corporations  and 
foreign  personal  holding  companies  that 
meet  certain  ownership  requirements. 
Paragraphs  {b)(l)  and  (b)(2)  set  forth  the 
ownership  requirements  of  a  specified 
foreign  corporation  and  paragraph  {b)(3) 
defines  United  States  shareholder  for    , 
purposes  of  these  rules.  Paragraph  (c) 
provides  a  special  rule  for  foreign 
personal  holding  companies  that  are 
specified  foreign  corporations. 

There  is  an  inconsistency  in  the 
legislative  history  of  section  898 


between  the  Senate  Print  and  Gie 
Conference  Report.  The  conference 
agreement  generally  follows  the  Senate 
amendment,  but  misstates  the  Senate 
amendment  in  reporting  that  section 
898  applies  only  to  a  controlled  foreign 
corporation  or  foreign  personal  holding 
company,  more  than  50  percent  of  the 
total  voting  power  or  value  of  the  U.S.- 
owned  stock  of  which  is  treated  as 
owned  by  a  United  States  shareholder, 
and  that  section  898  takes  into  account 
only  the  taxable  years  of  those  United 
States  shareholders  (and  certain  related 
persons)  in  determining  the  majority 
U.S.  shareholder  year.  The  words  "U.S.- 
owned"  did  not  appear  in  the  Senate 
amendment,  whidi  is  the  version  of  the 
bill  that  Congress  enacted  and  which 
became  public  law.  Accordingly, 
specified  foreign  corporations  include 
controlled  foreign  corporations  and 
foreign  personal  holding  companies  in 
which  a  United  States  shareholder  owns 
(or  is  considered  to  own)  more  than  50 
percent  of  the  voting  power  of  all 
classes  of  stock  of  the  corporation 
entitled  to  vote,  or  more  than  50  percent 
of  the  total  value  of  all  classes  of  stock, 
of  the  corporation. 

Section  1.898-3 

Section  1.898-3(a)(l)  provides  the 
general  rule  that  the  required  year  of  a 
specified  foreign  corporation  means  the 
majority  U.S.  shareholder  year. 
Paragraph  (a)(2)  provides  that  a 
specified  foreign  corporation  that  is  a 
controlled  foreign  corporation  may 
elect,  in  lieu  of  the  required  year,  a 
taxable  year  beginning  one  month 
earlier  than  the  majority  U.S. 
shareholder  year.  Paragraph  (a)(3) 
defines  majority  U.S.  shareholder  year, 
and  paragraph  (a)(4)  provides  rules  for 
situations  in  which  more  than  one 
majority  U.S.  shareholder  year  exists. 
Paragraph  (a)(5)  defines  testing  days 
which  are  the  days  on  which  a  specified 
foreign  corporation  must  determine 
whether  it  is  using  the  required  year. 
Paragraph  (b)  provides  special  rules  for 
foreign  personal  holding  companies  that 
are  specified  foreign  corporations. 

Section  1.898-4 

Section  1.898-4  provides  special  rules 
applicable  to  specified  foreign 
corporations.  Paragraph  (a)  sets  forth 
rules  for  changes  to  the  required  year  of 
a  specified  foreign  corporation  for  its 
first  taxable  year  beginning  after  July  10. 
1989.  and  paragraph  (b)  provides  rules 
for  changes  in  the  required  year  of  a 
specified  foreign  corporation  during  a 
taxable  year  subsequent  to  its  first 
taxable  year  beginning  after  July  10, 
1989. 
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Paragraph  (c)  provides  rules  for 
situations  in  which  a  specified  foreign 
corporation  maintains  a  foreign  taxable 
year  (for  purposes  of  computing  income 
tax  liabilities  due  a  foreign  country)  that 
is  diffennt  from  its  required  year, 
including  rules  relating  to  the 
computation  of  income  and  earnings 
and  profits  of  the  corporation  and  rules 
for  the  situation  in  which  the  U.S. 
majority  shareholder  year  is  a  52-53- 
week  taxable  year  and  the  specified 
foreign  corporation's  taxable  year  is  not, 
or  in  which  the  specified  foreign 
corporation's  taxable  year  is  a  52-53- 
week  taxable  year  and  the  U.S.  majority 
shareholder  year  is  not. 

A  foreign  income  tax  accrues  only 
when  the  liability  for  it  is  fixed  and  the 
amount  of  the  liability  can  be 
determined.  This  event  generally  occurs 
at  the  end  of  the  foreign  taxable  year 
with  respect  to  a  foreign  income  tax  that 
is  imposed  on  that  year's  income. 
Consequently,  with  the  enactment  of 
section  898,  a  mismatch  may  arise 
between  the  income  that  comprises  a 
subpart  F  or  foreign  personal  nolding 
company  inclusion  and  the  creditable 
foreign  taxes  related  to  the  inclusion 
when  the  foreign  taxable  year  of  a 
specified  foreign  corporation  ends  later 
than  the  corporation's  United  States 
taxable  year. 

Adherence  to  the  foreign  tax  accrual 
rule  in  the  context  of  section  898  may 
result  in  income  being  taxed  under 
subpart  F  without  the  associated  foreign 
income  taxes  being  available  as  a  credit 
under  section  960.  While  we  considered 
several  options  to  address  the  effect  of 
the  foreign  tax  accrual  rule  in  this 
context,  we  believe  that  adherence  to 
the  foreign  tax  accrual  rule  is  justified 
for  several  reasons.  First,  unlike  section 
338  (i),  there  is  no  direct  authority  in 
section  898  to  modify  the  rule.  Second, 
rules  that  require  the  pooling  of  post- 
1986  undistributed  earnings  and  foreign 
taxes  mitigate  the  effect  of  the  foreign 
tax  accrual  rule.  Third,  determining  the 
foreign  taxes  on  a  specified  foreign 
corporation's  taxable  income  prior  to 
the  end  of  the  foreign  taxable  year  may 
not  be  possible,  especially  where  that 
foreign  taxable  year  has  not  ended  by 
the  filing  date  of  the  applicable  U.S.  tax 
return. 

Accordingly,  modifying  the  foreign 
tax  accrual  rule  for  specified  foreign 
corporations  that  have  foreign  taxable 
years  which  differ  from  their  required 
year  would  result  in  speculative  foreign 
tax  accruals,  necessitating  a  corrective 
mechanism,  and  would  result  in  a  set  of 
highly  complex  rules  which  would  be 
difficult  to  administer.  Such  an 
approach  would  place  additional 
pressure  on  the  foreign  tax  credit  rules. 


in  particular,  on  the  section  905(c)  rules. 
Finally,  the  potential  mismatch 
resulting  from  adherence  to  the  foreign 
tax  accrual  rule  is  mitigated  by  the  rule, 
discussed  below,  that  applies  to  the  first 
taxable  year  after  section  898  was 
enacted  and  that  spreads  over  four 
taxable  years  the  recognition  of  certain 
income  otherwise  required  to  be 
recognized  in  one  year  as  a  result  of 
section  898. 

Section  1.898-4(d)  provides  rules  to 
implement  section  7401(d)(2)(C)  of  the 
Act.  That  section  of  the  Act  provides 
that  if,  because  of  the  change  in  taxable 
year,  any  United  States  person  would  be 
required  to  include  in  gross  income  for 
its  taxable  year  amounts  attributable  to 
two  taxable  years  of  the  specified 
foreign  corporation,  the  amount  of 
income  reported  for  the  short  taxable 
year  of  the  specified  foreign  corporation 
shall  be  included  in  the  Unitdd  States 
person's  gross  income  ratably  over  its 
next  four  taxable  years  beginning  with 
its  taxable  year  in  which  amounts 
attributable  to  two  taxable  years  of  the 
specified  foreign  corporation  would 
have  been  included. 

The  foregoing  four-year  rule  applies 
only  when  a  United  States  person 
would  otherwise  be  required  to  include 
deemed  distributions  of  income  hxim 
more  than  one  taxable  year  of  the 
specified  foreign  corporation  in  any  one 
of  its  own  taxable  years,  and  only  if  the 
short  taxable  year  of  the  specified 
foreign  corporation  was  its  first  taxable 
year  beginning  after  July  10, 1989.  If  a 
specified  foreign  corporation  that 
changed  its  taxable  year  in  accordance 
with  section  898  derived  subpart  F 
income  in  its  first  taxable  year,  but  not 
in  its  second  (short)  taxable  year,  which 
ended  within  the  one  taxable  year  of  the 
United  States  person,  then  the  ratable 
four-year  inclusion  would  not  be 
applicable.  Finally,  any  United  States 
person  who  would  otherwise  be  subject 
to  the  four-year  rule  may  not  waive  that 
rule  and  accelerate  an  income  inclusion 
due  to  the  application  of  section  898. 

Section  1.563-3 

Section  7401(b)(1)  of  the  Act  amended 
section  563  of  the  Code  by  adding  a  new 
subsection  (c)  which  generally  requires 
that,  in  determining  the  dividends  paid 
deduction  for  purposes  of  the  foreign 
personal  holding  company  provisions  of 
the  Code,  a  dividend  paid  after  the  close 
of  any  taxable  year,  and  on  or  before  the 
15th  day  of  the  third  month  following 
the  close  of  that  taxable  year,  will  be 
considered  as  paid  during  that  taxable 
year  to  the  extent  the  foreign  personal 
holding  company  designates  the 
dividend  as  being  taken  into  account 
under  section  563(c).  Section  1.563-3 


provides  rules  to  implement  section 
7401(b)(1). 

D.  Special  Analyses.  " 

It  has  been  determined  that  these 
rules  are  not  major  rules  as  defined  in 
Executive  Order  12291.  Therefore,  a 
Regulatory  Impact  Analysis  is  not 
required.  It  has  also  been  determined 
that  section  553(b)  of  the  Administrative 
Procedure  Act  (5  U.S.C.  chapter  5)  and 
the  Regulatory  Flexibility  Act  (5  U.S.C. 
chapter  6)  do  not  apply  to  these 
regulations,  and  therefore,  an  initial 
Regulatory  Flexibility  Analysis  is  not 
required.  Pursuant  to  section  7805(0  of 
the  Internal  Revenue  Code,  these 
regulations  will  be  submitted  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  for  comment 
on  the  impact  of  the  rules  on  small 
business. 

E.  Comments  and  Requests  for  a  Public 
Hearing 

Before  adopting  these  regulations, 
consideration  will  be  given  to  any 
written  comments  that  are  submitted 
(preferably  a  signed  original  and  eight 
copies)  to  the  Internal  Revenue  Service. 
All  comments  will  be  available  for 
public  inspection  and  copying.' A  public 
hearing  will  be  held  upon  written 
request  by  any  person  who  submits 
timely  written  comments  on  th^ 
proposed  rules.  Notice  of  theiime,  place 
and  date  for  the  hearing  will  be 
published  in  the  Federal  Register. 

F.  Drafting  Information 

The  principal  author  of  this  regulation 
is  Bill  Lundeen  of  the  Office  of 
Associate  Chief  Counsel  (International), 
within  the  Office  of  Chief  Counsel, 
Internal  Revenue  Service.  Other 
personnel  from  the  Internal  Revenue 
Service  and  Treasury  Department 
participated  in  developing  the 
regulations. 

List  of  Subjects 

§§1.441-1  Thmugh  1.444-3T 

Accounting,  Income  Taxes,  Reporting 
and  recordkeeping  requirements. 

§§1.561-1  Through  1.565-6 

Income  taxes.  Reporting  and 
recordkeeping  requirements. 

§§1.891-1  Through  1.907(f)-fA 

Aliens,  Foreign  investments  in  United 
States.  Income  Taxes,  Reporting  and 
recordkeeping  requirements,  United 
States  investments  abroad. 

Proposed  Amendments  to  the 
Regulations 

Accordingly,  26  CFR  part  1  is 
proposed  to  be  amended  as  follows: 


PARTI— 4r 
YEARS  BE 
DECEMBEI 


S1.441-1T 
taxable  inco 


Federal  Raster  /  Vol.  58.  No.  2  /  Tuesday.  January  S.  1993  /  Proposed  Rules 


293 


PART  1~4NCOME  TAX;  TAXABLE 
YEARS  BEGINNING  AFTER 
DECEMBER  31, 1953 

Paragraph  1.  The  authority  citation 
for  26  CFR  part  1  is  amended  by  adding 
the  following  citation^: 

Authority:  26  U.S.C.  7805  "  *  *  Sections 
1.898-1  through  1.898-4  also  issued  under 
26  U.S.C.  898.  *   *  • 

Par.  2.  Section  1.441-lT  is  amended 
by  aiding  paragraph  (b)(l)(ii)(I)  to  read 
as  follows: 

§1.441-1T    Period  for  computation  Of 
taxable  income  (temporary). 

(br  *  • 

(ii)*  '  * 

(I)  In  the  case  of  any  SDntroUed 
foreign  corporation  or  foreign  personal 
holding  company  that  is'*a  speciHed 
foreign  corporation,  within  the  meaning 
of  section  898  and  §  1.898-2,  the 
applicable  rules  are  contained  in  section 
898  and  the  regulations  under  that 
section. 

•  •        •        •        * 

Par.  3.  Section  1.442-1  is  amended  by 
adding  a  sentence  to  the  end  of 
paragraphs  (a)(1),  (b)(3)  and  (c)(5),  to 
read  as  follows: 

§  1 .442-1    Change  of  annual  accounting 
period. 

(a)v  • 

(1)  *  •  *  For  special  rules  relating  to 
controlled  foreign  corporations  and 
for«gn  personal  holding  companies  that 
are  specified  foreign  corporations, 
within  the  meaning  of  section  898  and 
§  1.898-2,  see  section  898  and  the 
regulations  under  that  section. 

•  •        •        •        • 

(b)*  •  •      • 

(3)  *  *  *  For  special  rules  relating  to 
controlled  foreign  corporations  and 
foreign  personal  holding  companies  that 
are  specified  foreign  corporations, 
within  the  meaning  of  section  898  and 
§  1.898-2,  see  section  898  and  the 
regulations  under  that  section. 

•  .  !    •  •  *  • 

(c)*  •   • 

(3)  *  •  •  For  special  rules  relating  to 
controlled  foreign  corpormions  and 
foreign  personal  holding  companies  that 
are  specified  foreign  corporations, 
within  the  meaning  of  section  898  and 
§  1.698-2,  see  section  898  and  the 
regulations  under  that  section. 

Par.  4.  Section  1.442-2T  is  amended 
by  adding  paragraph  (a)(9)  to  read  as 
follows: 


S1.442-ZT    Special  limitations  on  certain 
change*  of  annual  accounting  period 
(Temporary). 

(a)«  *  • 

(9)  Any  specified  foreign  corporation, 
within  the  meaning  of  section  898  and 
§  1.898-2.  that  is  required  to  change  its 
taxable  year  to  the  required  year  under 
section  898  and  the  regulations  under 
that  section. 


Par.  5.  Section  1.563-3  is 
redesignated  as  §  1.563-4  and  new 
§  1.563-3  is  added  to  read  as  follows: 

§  1 .563-3    Foreign  persona!  holding 
company  tax;  Procedure  for  designation  of 
a  dividend  aa  tteing  taken  into  account 
under  aoctlon  563(c). 

Iir  determining  the  deduction  for 
dividends  paid  under  section  561,  a 
foreign  personal  holding  company  may 
designate  a  dividend  paid  after  the  close 
of  any  taxable  j'ear  beginning  after  July 
10,  1989,  and  on  or  before  the  15th  day 
of  the  third  month  following  the  close 
of  that  taxable  year,  as  being  taken  into 
account  under  section  563(c)  and  this 
section  by  making  the  designation  on  an 
attachment  to  Schedule  N  of  Form  5471. 
The  designation  must  set  forth  the  date 
of  the  distribution  and  a  statement 
indicating  the  extent  to  which  the 
distribution  is  being  taken  into  account 
under  section  563(c),  and  any  other 
information  required  by  Form  5471  and 
the  instructions  to  that  form.  The 
designation  must  be  signed  and  dated 
by  a  duly  authorized  corporate  officer  of 
the  foreign  personal  holding  company. 
If  a  foreign  personal  holding  company 
took  a  dividend  paid  into  account  imder 
section  563(c)  for  any  taxable  year 
beginning  after  July  10. 1989,  and 
ending  prior  to  [Insert  date  that  is  120 
days  after  date  of  publication  of  Final 
Regulations  in  the  Federal  Register]  but 
did  not  follow  the  procedures  set  forth 
in  this  paragraph,  then  a  designation  on 
an  attachment  to  Schedule  N  of  Form 
5471  setting  forth  the  information 
required  above  should  be  signed  in  a 
manner  set  forth  above  and  attached  to 
the  first  Form  5471  and,  if  applicable. 
Form  1120F.  to  be  filed  after  {Insert  date 
that  is  120  days  after  date  of.publication 
of  Final  Regulations  in  the  Federal 
Register.) 

Par.  6.  Sections  1.898-0  through 
1.898-4  are  added  under  the  heading 
"miscellaneous  provisions"  to  read  as 
follows: 

§  1 .898-0    Outline  of  regulations  for 
section  898. 

This  section  lists  the  major 
paragraphs  contained  in  §§  1.B98-1 
through  1.898-4. 


§1.896-1    Tax4Me  year  of  certain  foreign 
corporations. 

(a)  In  general. 

(b)  Effective  dates. 

(c)  Exceptions  to  section  898. 

(1)  Specified  foreign  corporations  with  no 
section  951(a)  or  foreign  personal 
holding  company  income. 

(2)  Elections  to  be  treated  as  domestic 
corporations. 

§  1 .898-2    Definition  of  specified  foreign 
corporation. 

(a)  In  general. 

(b)  Ownership  requirements. 

(1)  In  general. 

(2)  Ownership  by  attribution. 

(3)  Definition  of  United  States  shareholder, 
(i)  In  general. 

(ii)  Certain  captive  insurance  companies, 
(iii)  Foreign  personal  holding  companies. 

(4)  Illustrations. 

(c)  Special  rule  for  foreign  personal  holding 

companies  that  are  not  controlled  foreign 
corporations.     ' 

(1)  In  general. 

(2)  Illustrations. 

§  1 .898-3    Determining  the  required  year. 

(a]  Controlled  foreign  corporations. 

(1)  In  general. 

(2)  One-month  defeftal  election. 

(3)  Majority  U.S.  shareholder  year. 

(i)  In  general.  < 

(ii)  Passthrough  entities. 

(4}  Inconsistent  majority  U.S.  shareholder 

years, 
(i)  In  general, 
(ii)  Formula  for  determining  least  aggregate 

deferraL 
(iii)  Illustrations, 
(iv)  Procedural  requirements  and  effective 

date. 

(5)  Testing  days, 
(i)  In  general, 
(ii)  Illustration. 

(iii)  Additional  testing  days. 
(iv)  Illustration, 
(v)  Anti-abuse  rule. 

(b)  Foreign  personal  holding  companies. 

(1)  In  general. 

(2)  One-month  deferral  election  not 
available. 

(3)  Testing  days. 

§1.89^-4    Special  rule*. 

(a)  Changes  in  the  required  year  of  a  specified 

foreign  corpmration  for  its  first  taxable 
year  l)eginning  after  July  10, 1989. 

(1)  In  general. 

(2)  Procedure  far  a  specified  foreign 
corporation  to  conform  to  the  required 
year  for  the  fu^t  taxable  year  beginning 
after  July  10, 1989. 

(i)  No  section  898(c)(1)(B)  election, 
(ii)  With  section  898  (c)(1)(B)  election, 
(iii)  Filing  requirement. 

(b)  Changes  in  the  required  year  of  a 

specified  foreign  corporation  during  a 
taxable  year  of  a  specified  foreign 
corporation  subsequent  to  its  first  taxable 
year  beginning  after  July  10, 1989. 

(1)  In  general. 

(2)  Procedure  for  the  change  to  a  new 
required  year  of  a  specified  foreign 
corporation  for  taxable  years  subsequent 
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to  its  TiTSt  taxable  year  beginning  after 

July  10, 1989. 
(I)  Different  majority  U.S.  shareholder  year, 
(ii)  Election  under  section  898(c)(1)(B). 
(iii)  Procedure  for  prior  years. 
(Iv)  Making  a  second  election  under 

section  898(c)(1)(B). 
(v)  Procedure  for  obtaining  the  consent  of 

the  CoRunissioner  to  change  the  required 

year  of  specified  foreign  corporations. 

(3)  Short  period, 
ji)  In  general, 
iii)  Illustrations. 

(4)  Conforming  changes  in  the  majority 
-    U.S.  shareholder  year. 

(c)  Nonconforming  foreign  and  United  States 

taxable  years  of  a  specified  foreign 
corporation. 

(1)  In  general. 

(2)  Computation  of  income  and  earnings 
and  profits  of  a  specified  foreign 
corporation. 

(i)  Separate  books  of  account. 

(ii)  Income  and  earnings  and  profits 

computation  in  lieu  of  separate  books, 
(iii)  Illustration. 

(3)  52-53-week  taxable  year. 
(i)  In  general. 

(ii)  Majority  United  States  shareholder 
with  52-53-week  taxable  year. 

(iii)  Specified  foreign  corporation  with  a 
52-53-week  taxabl^year. 

(iv)  Illustrations. 

(4)  Certain  captive  insurance  companies 
that  elect  to  treat  their  related  person 
insurance  income  as  income  effectively 
connected  with  the  conduct  of  a  United 
States  trade  or  business. 

(d)  Four-year  income  spread. 

f  1 .898-1    Taxabl*  year  of  certain  foreign 
corporations. 

(a)  In  general.  Pursuant  to  section 
898(a),  the  taxable  year  of  a  speciHed 
foreign  corporation  is  the  required  year. 
The  required  year  is  generally  the 
majority  U.S.  shareholder  year.  These 
regulations  define  specified  foreign 
corporation  and  United  States 
shareholder,  for  purposes  of  these  rules, 
at  §  1.89a-2  (a)  and  (b)(3),  respectively. 
The  ownership  requirements  of  a 
specified  foreign  corporation,  which  are 
a  part  of  the  definition  of  specified 
foreign  corporation,  are  set  forth  at 
§  1.898-2(b)  (1)  and  (2).  A  special  rule 
for  determining  whether  a  foreign 
corporation  that  meets  the  ownership 
requirements  of  a  foreign  personal 
holding  company  is  a  specified  foreign 
corporation  as  located  at  §  1.898-2  (c). 
Section  1.898-3  sets  forth  the  rules  for 
the  determination  of  the  required  year, 
including  rules  by  which  a  specified 
foreign  corporation  that  is  a  controlled 
foreign  corporation  may  elect  a  taxable 
year  beginning  one  month  earlier  than 
the  majority  U.S.  shveholder  year. 
Section  1.898-4  sets  forth  special  rules 
including  rules  at  paragraphs  (a)  and  (b) 
of  that  section  on  changes  in  the 
required  year,  rules  at  paragraph  (c)  of 
that  section  covering  situations  where 


the  required  year  under  section  898  is 
different  from  the  specified  foreign 
corporation's  foreign  taxable  year  (the 
taxable  year  for  purposes  of  computing 
income  tax  liabilities  due  a  foreign 
country),  and  rules  at  (>aragraph  (d)  of 
that  section  regarding  the  tour-year 
spread  of  certain  income. 

(b)  Effective  dates.  Sections  1.898-1 
througn  1.89A-4  are  effective  for  taxable 
years  of  specified  foreign  corporations 
beginning  after  July  10, 1989.  However, 
§§  1.898-3(a)(4)  (regarding  situations  in 
which  inconsistent  majority  U.S. 
shareholder  years  exist)  and  1.898- 
3(a)(5)(iii)  (regarding  situations  in 
which  additional  testing  days  are 
required)  are  effective  for  taxable  years 
beginning  after  [Insert  Date  120  Days 
After  Date  of  Publication  of  Final 
Regulations  in  the  Federal  Register], 
and  section  1.898-4{b)  is  effective  for 
changes  in  the  required  year  of  a 
specified  foreign  corporation 
subsequent  to  its  first  taxable  year 
beginning  after  July  10, 1989. 

(c)  Exceptions  to  section  898 — (1) 
Specified  foreign  corporations  with  no 
section  951(a)  or  foreign  personal 
holding  company  income.  A  specified 
foreign  corporation  is  not  required  to 
conform  its  taxable  year  to  the  required 
year  so  long  as  its  United  States 
shareholders  do  not  have  any  amount 
includible  in  gross  income  pursuant  to 
section  951(a)  and  do  not  receive  any 
actual  or  deemed  distributions 
attributable  to  amotmts  described  in 
section  553  with  respect  to  that 
corporation.  Once  any  United  States 
shareholder  of  that  specified  foreign 
corporation  has  any  amount  includible 
in  gross  income  pursuant  to  section 
951(a)  or  receives  any  actual  or  deemed 
distributions  attributable  to  amounts 
described  in  section  553  with  respect  to 
that  corporation,  then  the  specified 
foreign  corporation  must  comply  with 
section  898  and  §§  1.898-3  and  1.898^ 
4  beginning  with  its  first  taxable  year 
subsequent  to  the  taxable  year  to  which 
that  shareholder's  income  is 
attributable.  Once  the  specified  foreign 
corporation  is  required  to  conform  its 
taxable  year  to  the  required  year,  the 
fact  that  the  shareholders  of  the 
corporation  cease  to  have  any  such 
amount  includible  in  gross  income 
pursuant  to  section  951(a)  or  section  553 
is  not  relevant.  Section  898  continues  to 
apply. 

(2)  Elections  to  be  treated  as  domestic 
corporations.  A  foreign  corporation  that 
is  a  foreign  insurance  company  and  that 
elects  to  be  treated  as  a  domestic 
corporation  pursuant  to  section  953(d) 
is  treated  as  a  domestic  corporation  for 
all  purposes  of  the  Code  and,  thus,  is 
not  subject  to  section  898.  Likewise,  a 


foreign  corporation  organized  under  the 
laws  of  a  contiguous  foreign  country 
and  described  in  section  1504(d)  is  not 
subject  to  section  898  if  the  foreign 
corporation  is  treated  as  a  domestic 
corporation  in  accordance  with  section 
1504(d). 

11.888-2    Definition  of  specified  foreign 
corporation. 

(a)  In  general.  For  purposes  of  section 
898  and  §§  1.898-1  through  1.898-4,  a 
specified  foreign  corporation  means  any 
foreign  corporation  with  respect  to 
which  the  ownership  requirements  of 
section  898(b)(2)  and  paragraph  (b)  of 
this  section  are  met  and  which  either  is 
treated  as  a  controlled  foreign 
corporation  for  any  purpose  under 
sections  951  through  964  of  the  Code 
(including  sections  957(a),  957(b)  and 
953(c)),  or  is  a  foreign  personal  holding 
company,  as  defined  in  section  552. 

(bf  Ownersii/p  requirements — (1)  In 
general.  The  ownership  requirements  of 
section  898(b)(2)  and  this  paragraph 
(b)(1)  are  met  with  respect  to  any  foreign 
corporation  if  a  United  States 
shareholder  owns,  or  is  considered  to 
own  by  applying  the  attribution  rules 
set  forth  in  paragraph  (b)(2)  of  this 
section,  on  each  testing  day,  more  than 
50  percent  of  the  total  voting  power  of 
all  classes  of  stock  of  the  foreign 
corporation  entitled  to  vote,  or  more 
than  50  percent  of  the  total  value  of  all 
classes  of  stock  of  the  foreign 
corporation. 

(2)  Ownership  by  attribution.  For 
purposes  of  section  898(b)(2)(A)  and 
paragraph  (b)(1)  of  this  section,  the  rules 
contained  in  the  following  sections  of 
the  Internal  Revenue  Code  apply  in 
determining  ownership — 

(i)  Section  958  (a)  and  (b)  for 
determining  direct,  indirect,  and 
constructive  stock  ownership  of  a 
controlled  foreign  corporation; 

(ii)  Section  551(0  pertaining  to  the 
stock  of  a  foreign  personal  holding 
company  held  through  a  foreign  entity: 
and, 

(iii)  Section  554  for  determining  stock 
ovoiership  of  a  foreign  peraonal  holding 
company. 

(3)  Definition  of  United  States 
shareholder — (i)  In  general.  For 
purposes  of  §§  1.898-1  through  1.898-^. 
United  States  slSreholder  has  the 
meaning  given  to  it  by  section  951(b), 
except  that,  in  the  case  of  a  foreign 
corporation  having  related  person 
insurance  income,  as  defined  in  section 
953(c)(2),  a  person  will  be  treated  as  a 
United  States  shareholder  for  purposes 
of  section  898  if  that  person  is  treated 
as  a  United  States  shareholder  under 
section  953(c)(1).  See  section 
898(b)(3)(A). 
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(ii)  Certain  captive  insurance 
companies.  The  determination  of 
whether  certain  shareholders  are  United 
States  shareholders  under  section  953 
(c)(1)  and,  consequently,  whether  the 
foreign  corporation  is  a  controlled 
foreign  corporation  for  a  particular 
taxable  year,  depends  on  the  proportion 
of  related  person  insurance  income  to 
total  insurance  income  earned  by  the 
foreign  corporation  during  the  taxable 
year.  If  the  related  person  insurance 
income  of  the  foreign  corporation  is  less 
than  20  percent  of  its  total  insurance 
income  for  the  year,  then  the  special 
rules  of  section  953(c)  for  captive 
insurance  companies  will  not  apply. 
The  determination  of  whether  the 
related  person  insurance  income  of  a 
foreign  corporation  is  less  than  20 
percent  of  its  total  insurance  income  for 
a  particular  taxable  year  cannot  be  made 
until  the  end  of  that  year.  Consequently, 
a  foreign  corporation  that  derives 
related  person  insurance  income 
generally  wil.  not  be  required  to 
consider  non-10  percent  United  States 
shareholders  (i.e.,  persons  who  are 
United  States  shareholders  only  because 
of  the  special  captive  insurance  rules)  in 
determining  whether  it  is  a  controlled 
foreign  corporation  on  the  flrst  day  of 
the  foreign  corporation's  taxable  year  to 
determine  further  whether  it  is  a 
specified  foreign  corporation  and, 
therefore,  subject  to  section  898,  unless 
the  foreign  corporation  was  treated  as  a 
controlled  foreign  corporation  because 
of  the  special  captive  insurance  rules  for 
the  immediately,  preceding  taxable  year. 
When  a  foreign  corporation  is  both  a  . 
captive  insurance  company  and  a 
specified  foreign  corporation,  it  must 
consider  all  persons  who  are  United 
States  shareholders  under  both  sections 
951(b)  and  953(c)  in  determining  its 
required  year. 

Ciii)  Foreign  personal  holding 
companies.  In  the  case  of  any  foreign 
personal  holding  company  as  deHned  in 
section  552,  which  is  not  also  a 
speciRed  foreign  corporation  by  reason 
of  being  a  controlled  foreign  corporation 
under  section  898(b)(l)(A)(i),  United 
States  shareholder  means  any  person 
who  is  treated  as  a  United  States 
shareholder  under  section  551(a). 

(4)  Illustrations.  The  application  of 
this  paragraph  (b)  may  be  illustrated  by 
the  following  examples: 

Example  I.  Z  is  a  publicly  traded  United 
States  corporation  that  owns  all  of  the 
outstanding  stock  of  FY,  a  foreign 
corporation.  FY  is  not  a  foreign  {>ersonaI 
holding  company.  FY  owns  SI  percent  (of 
both  voting  power  and  value)  of  all  of  the 
outstanding  stock  of  FX,  which  is  also  a 
foreign  corporation.  The  remainder  of  the 
stock  is  owned  by  an  unrelated  foreign 


corporation.  FY  is  a  controlled  fwelgn 
corporation  and  a  speclHed  foreign 
corporation.  In  addition,  pursuant  to  section 
958(aK2),  Z  is  considered  to  own  its 
proportionate  share  [i.e.,  51  percent)  of  the 
stock  of  FX  which  is  owned  by  FY.  Thus,  FX 
is  also  l>oth  a  controlled  foreign  corporation 
and  specified  foreign  corporation,  as  defined 
in  section  698(b)  and  this  section. 

Example  2.  Z  is  a^Jnited  States  citizen 
who  OMms  51  percent  of  the  value,  Init  none 
of  the  voting  stock,  of  FY,  a  foreign 
corporation.  The  remaining  49  percent  of  the 
value  of  FY,  as  well  as  all  of  FY's  voting 
stock,  is  owned  by  a  nonresident  alien 
individual  who  is  not  related  to  Z.  FY  owns 
51  percent  (of  both  voting  power  and  value) 
of  all  of  the  outstanding  stock  of  FX,  which 
is  also  a  foreign  corporation.  FY  is  not  a 
controlled  foreign  corporation  because  it 
does  not  have  a  United  States  shareholder 
within  the  meaning  of  section  951(b) 
(although  if  FY  had  related  person  insurance 
income  it  may  be  a  controlled  foreign 
corporation  under  the  rules  of  section 
953(c)).  FY  was  a  foreign  personal  holding 
company  for  its  prior  year.  FY  is  a  foreign 
(>ersonal  holding  company  and  a  specified 
foreign  corporation  for  the  current  year  for 
purposes  of  section  698  because  Z  is  a  United 
States  shareholder  within  the  meaning  of  ■ 
section  551(a)  whoiowns  51  percent  of  the 
total  value  of  the  stock  of  FY.  See  section 
552(a)(2)(B).  Under  section  5Sl(f),  however, 
the  stock  of  FX  owned  by  FY  is  not  treated 
as  being  owned  proportionately  by  Z. 
Accordingly,  FX  is  not  subject  to  section  898. 

Example  3.  FX  has  20  equal  shareholders, 
all  of  whom  are  related  United  States 
persons.  Thus,  FX  does  not  qualify  as  a 
controlled  foreign  corporation  under  the 
general  subpart  F  rules  applicable  to 
insurance  companies  because  none  of  the 
United  States  persons  are  United  States 
shareholders.  However,  if  FX  earns  related 
person  insurance  income  in  a  particular 
taxable  year,  then  it  will  be  considered  a 
controlled  foreign  corporation  for  that  year, 
unless  the  amount  of  the  related  person 
insurance  income  was  less  than  20  percent  of 
its  total  insurance  income  for  that  year.  It,  in 
its  taxable  year  ending  Decemt)er  31, 1990, 
FX  earns  related  person  insurance  income  in 
an  amount  that  is  less  than  20  percent  of  its 
total  insurance  income  and,  thus,  is  not 
considered  a  controlled  foreign  corporation, 
then  FX  would  not  be  required  to  determine 
its  required  year  on  )anuary  1, 1991. 
Alternatively,  if  FX  earns  related  person 
insurance  income  in  its  taxable  year  ending 
December  31, 1990,  in  excess  of  the  20 
percent  de  minimis  amount  and,  thus,  is 
considered  a  controlled  foreign  corporation. 
FX  would  be  required  to  determine  whether 
it  is  a  specified  foreign  corporation  on 
)anuary  1, 1991,  and  in  making  that 
determination,  would  be  required  to  treat  all 
United  States  persons  owning  its  stock  as 
United  States  shareholders. 

(c)  Special  rule  for  foreign  personal 
holding  companies  that  are  not 
controlled  foreign  corporations — (1)  In 
general.  A  foreign  corporation  that  is 
not  a  controlled  foreign  corporation  for 
30  days  or  more  during  the  current 


taxable  year  will  be  required  to 
determine  whether  it  is  a  specified 
foreign  corporation  on  any  testing  day 
during  the  current  year  only  if  the 
foreign  corporation — 

(i)  meets  the  ownership  requirements 
of  section  552(a)(2)  (ownership 
requirements  for  a  foreign  personal 
holding  company)  for  the  current 
taxable  year,  and  - 

(ii)  was  a  foreign  personal  holding 
company  for  its  taxable  year 
immediately  preceding  the  current 
taxable  year. 

(2)  Illustrations.  The  application  of 
this  paragraph  (c)  may  be  illustrated  by 
the  following  examples: 

Example  I.  (i)  FX  is  a  foreign  corporation 
that  uses  the  calendar  year  as  its  taxable  year. 
For  calendar  year  1989,  its  last  taxable  year 
beginning  before  the  effective  date  of  section 
898,  FX  met  the  stock  ownership 
requirements  of  section  552(a)(2)  for  a  foreign 
personal  holding  company.  More  than  50 
percent  of  the  total  value  of  all  classes  of 
stock  of  FX  is  owned  by  Y,  a  United  States 
shareholder  with  a  taxable  year  ending  )une 
30.  The  remaining  value  of  FX  stock,  and  all 
of  FX's  voting  stock,  is  owned  by  Z,  a 
nonresident  alien  individual  who  is 
unrelated  to  Y.  FX  is  not  a  controlled  foreign 
corporation. 

(ii)  On  )anuary  1, 1990  (FX's  first  testing 
day  after  the  effective  date  of  section  898),  FX 
examined  its  gross  income  for  the  taxable 
year  ending  Dec8ml)er  31, 1989.  FX  met  the 
gross  income  requirement  of  section  552(aKl) 
for  a  foreign  personal  holding  company  for 
that  year.  Therefore,  under  the  rules  of  this 
paragraph  (c),  FX  was  deemed  to  be  a  foreign 
personal  holding  company,  for  purposes  of 
section  696,  for  the  current  taxable  year 
beginning  )anuary  1, 1990.  Accordingly,  FX 
was  required  to  determine  whether  it  was  a 
specified  foreign  corporation  on  )anuary  1 
1990.  FX  was  a  specified  foreign  corporation 
on  that  date  and,  therefore,  was  required  to 
change  its  taxable  year  to  the  required  year 
ending  on  )une  30. 

Example  2.  The  facts  are  the  same  as  in 
Example  1.  with  the  additional  fact  that  FX 
did  not  meet  the  gross  income  requirement 
for  a  foreign  personal  holding  company  for 
the  short  taxable  year  beginning  )anuary  1, 
1990,  and  ending  )une  30, 1990. 
Nevertheless,  FX  will  be  required  to  maintain 
a  taxable  year  beginning  )uly  1, 1990,  as  its 
required  year  under  section  e96(c). 

§  1 .89ft-3    Determining  the  required  year. 

(a)  Controlled  foreign  corporations — 
(1)  In  general.  The  required  year  is  the 
majority  U.S.  shareholder  year 
prescribed  in  section  898  (c)(1)(C)  and 
paragraph  (a)(3)  of  this  section.  If, 
however,  there  are  inconsistent  majority 
U.S.  shareholder  years,  then  the 
required  year  is  the  taxable  year 
prescribed  in  section  898(c)(l)(A)(ii) 
and  paragraph  (a)(4)  of  this  section. 

[2)  One-month  deferral  election.  A 
specified  foreign  corporation  that  is  a  / 

controlled  foreign  corporation  may  elect 
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under  section  898(c)(1)(B)  and  §  1.898- 
4(a)(2Mii)  and  (bM2)(ii)  of  this  section  a 
taxable  year  beginning  one  month 
earher  than  the  majority  U.S. 
shareholder  year.  The  specified  foreign 
corporation  may  revoke  this  election; 
see  §  1.898-4(b).  If  the  specified  foreign 
corporation  revokes  the  election,  it  may 
re-elect  the  one-month  deferral  only  if  it 
follows  the  procedures  set  forth  in 
S  2.898-4(b)(2)  (iv)  and  (v).  A  specified 
foreign  corporation  that  is  a  foreign 
personal  holding  company,  but  is  not  a 
controlled  foreign  corporation,  may  not 
make  this  election.  Also,  this  election 
may  not  be  made  by  a  specified  foreign 
corporation  that  is  a  controlled  foreign 
corporation,  but  whose  required  year  is 
the  taxable  year  prescribed  by  section 
898(c)(l)(AMii)  and  paragraph  (a)(4)  of 
this  section  because  there  are 
inconsistent  majority  U.S.  shareholder 
years. 

(3)  Majority  U.S.  shareholder  year— {i) 
In  general.  For  the  purpose  of 
determining  the  required  year  of  a 
specified  foreign  corporation,  the 
majority  U.S.  shareholder  year  under 
section  898(c)(l)(C)(i)  means  the  taxable 
year  (if  any)  which,  on  each  testing  day 
as  defined  in  paragraph  (a)(5)  of  this 
section,  constitutes  the  taxable  year  of  a 
United  States  shareholder  described  in 
either  paragraph  la)(3)(i)  (A)  or  (B)  of 
this  section. 

(A)  Each  United  States  shareholders, 
as  defined  in  sections  898(b)(3)(A)  and 
1.898-2(b)(3),that  owns  more  than  50 
percent  of  the  voting  power  of  all 
classes  of  stock  of  the  specified  foreign 
corporation  entitled  to  vote,  or  more 
than  50  percent  of  the  total  value  of  all 
classes  of  stock  of  the  specified  foreign 
corporation,  after  application  of  the 
attribution  rules  of  section  898(b)(2)(B). 
This  shareholder  is  described  in  section 
898(b)(2)(A)  and  is  referred  to  in  this 
section  as  a  "more  than  50  percent 
United  States  shareholder." 

(B)  Each  United  States  shareholder,  as 
defined  in  section  898(b)(3)(A)  and 

§  1.898-2(b)(3),  that  is  not  a  more  than 
50  percent  United  States  shareholder 
and  whose  stock  was  treated  as  owned 
under  section  898(b)(2)(B)  (the 
attribution  rules)  by  a  more  than  50 
percent  United  States  shareholder, 
(ii)  Passthrough  entities.  For  the 
purpose  of  determining  the  required 
year  of  a  specified  foreign  corporation, 
if  each  United  States  shareholder 
described  in  paragraph  (a)(3)(i)(A)  or  (B) 
of  this  section  is  a  passthrough  entity, 
such  as  an  S  corporation,  partnership, 
trust,  or  estate,  then  the  majcMlty  U.S. 
shareholder  year  is  the  taxable  year 
which,  on  a  testing  day,  constitutes  the 
taxable  year  of  the  passthrough  entity 
and  not  the  taxable  year  or  years  of  the 


passthrough  entity's  shareholders, 
partners,  or  beneficiaries. 

(4)  Inconsistent  majority  U.S. 
shareholder  years— (i)  In  general.  There 
may  exist  more  than  one  majority  U.S. 
shareholder  year  under  section 
898(c)(l)(C)(i)  and  paragraph  (a)(3)  of 
this  section  because  the  taxable  years  of 
shareholders  described  in  paragraph 
(a)(3)(i)(A)  or  (B)  of  this  section  may  be 
different  taxable  years.  If  the  majority 
U.S.  shareholder  years  are  inconsistent, 
then  the  specified  foreign  corporation 
must  adopt  the  taxable  year  that  results 
in  the  least  aggregate  deferral  of  income 
to  all  United  States  shareholders  of  the 
specified  foreign  corporation,  even  if 
that  taxable  year  is  not  a  majority  U.S. 
shareholder  year.  See  paragraph 
(a)(4)(iii).  Example  2,  of  this  section.  If 
the  required  year  is  the  taxable  year 
prescribed  by  this  paragraph  (a)(4) 
because  there  are  inconsistent  majority 
U.S.  shareholder  years,  then  the  one- 
month  deferral  election  under  section 
898(c)(1)(B)  and  paragraph  (a)(2)  of  this 
section  is  not  available. 

(ii)  Formula  for  determining  least 
aggregate  deferral.  The  aggregate 
deferral  of  income  for  a  particular  year 
is  equal  to  the  sum  of  the  products 
determined  by  multiplying,  on  each 
testing  day  as  defined  in  paragraph 
(a)(5)  of  this  section,  the  number  of 
month(s)  of  deferral  for  each  United 
States  shareholder,  that  are  shareholders 
on  the  testing  day,  that  would  be 
generated  by  that  year  end  by  that 
United  States  shareholder's  percentage 
interest  in  deemed  distributions  from 
the  specified  foreign  corporation.  The 
United  States  shareholder's  taxable  year 
that  produces  the  lowest  sum  when 
compared  to  the  other  United  States 
shareholders'  taxable  years  is  the 
taxable  year  that  results  in  the  least 
aggregate  deferral  of  income  to  the 
United  States  shareholders.  For 
purposes  of  this  section,  the  number  of 
months  of  deferral  for  a  United  States 
shareholder  of  a  specified  foreign 
corporation  is  measured  by  the  number 
of  months  from  the  end  of  the  taxable 
year  of  the  specified  foreign  corporation 
to  the  end  of  the  taxable  year  of  the 
United  States  shareholder.  Part  of  a 
month  is  treated  as  a  month.  If  the 
calculation  results  in  more  than  one 
taxable  year  qualifying  as  the  taxable 
year  with  the  least  aggregate  deferral, 
the  specified  foreign  corporation  may 
select  any  one  of  such  taxable  years  as 
its  required  year.  However,  if  one  of 
such  quahfying  taxable  years  is  also  the 
specified  foreign  corporation's  existing 
taxable  year,  the  specified  foreign 
corporation  must  maintain  its  existing 
taxable  year. 


(iii)  Illustrations.  The  application  of 
this  paragraph  (a)(4)  may  b«  illustrated 
by  the  following  examples: 

Example  J.  (I)  FX  is  a  foreign  corporation 
with  two  classes  of  stock,  only  one  of  which 
is  voting  stock.  Each  class  of  stock  shares 
equally  in  distributions.  FX  has  a  June  30 
taxable  year.  FX's  shareholders.  A,  B  and  C 
are  U.S.  citizens.  A  owns  45  percent  of  each 
class  of  stock,  B  owns  35  percent  of  each 
class  of  stock,  and  C  owns  the  remaining  20 
percent  of  each  class  of  stock.  A  Is  B's 
grandfather  and  C  is  unrelated  to  A  and  B. 
A  and  C  are  calendar  year  taxpayers.  B's 
taxable  year  ends  on  June  30.  Under  sections 
958(b)(1)  and  318(a)(1)(A).  A  is  considered  to 
own  the  stock  owned  by  B.  Under  section 
898(c)(l)(C)(i)(I),  A  is  a  more  than  50  percent 
United  States  shareholder  and  under  section 
898{c)(l)(CHi)(n).  B  is  a  United  States 
shareholder  whose  stock  is  considered  to  be 
owned  by  a  more  than  50  percent  United 
States  shareholder.  Accordingly,  FX  has  two 
majority  U.S.  shareholder  years,  the  calendar 
year  and  the  fiscal  year  ending  June  30. 
These  majority  U.S.  shareholder  years  are 
inconsistent. 

(ii)  Beginning  July  1, 1990,  the  first  day  of 
FX's  first  taxable  year  beginning  after  July  10, 
1989,  FX  must  conform  its  taxable  year  to  the 
required  year  by  adopting  the  taxable  year 
that  results  in  the  least  aggregate  deferr^  of 
income,  taking  into  consideration  the  taxable 
year  of  each  United  States  shareholder, 
including  C  The  taxable  year  ending 
December  31  produces  .35x8  (B's  percentage 
share  of  distributions  from  FX  multiplied  by 
the  number  of  months  of  deferral  if  Deceml>er 
31  is  the  required  year),  or  a  product  of  2.1. 
The  taxable  year  ending  June  30  produces 
1.45x6]  plus  |. 20x61  (A  and  C's  percentage 
shares  of  distributions  from  FX  multiplied  by 
the  number  of  months  of  deferral  if  June  30 
is  the  required  year),  or  a  product  of  3.9. 
Accordingly,  the  taxable  year  ending 
December  31  is  the  required  year.  However, 
if  C's  year  end  were  also  June  30,  or  if  ooly 
the  nonvoting  stock  shared  in  distributions 
and  B  owned  all  of  the  nonvoting  stock,  then 
the  taxable  year  ending  June  30  would 
produce  the  least  aggregate  deferral  of 
income,  and  would  be  the  required  year. 

Example  2.  (i)  LX  is  a  calendar  year  foreign 
corporation  with  one  class  of  stock.  LX's 
shareholders.  A.  B  and  C  are  U.S.  citiiens.  A 
is  B's  grandfather  and  C  is  unrelated  to  A  and 
B.  A  owns  10  percent  of  LX's  stock  and  tias 
a  taxable  year  ending  June  30.  B  owns  45 
percent  of  LX's  stock  and  has  a  taxable  year 
ending  March  31.  C  owns  the  remaining  45 
percent  of  LX  and  has  a  September  30  taxable 
year.  Under  sections  958(b)(1)  and 
318(a)(lMA).  A  is  considered  to  own  the 
stock  owned  by  B.  Under  section 
898(c)(1)(C)(i)(I).  A  is  a  more  than  50  percent 
United  States  shareholder  and  under  section 
898(c)(1)(Q(i)(n).  B  is  a  United  States 
shareholder  whose  stock  is  considered  to  be 
owned  by  a  more  than  50  percent  United 
States  shareholder.  Accordingly,  LX  has  two 
inconsistent  majority  U.S.  shareholder  years, 
the  fiscal  year  ending  June  30  and  the  fiscal 
year  ending  March  31. 

(ii)  Beginning  January  1, 1990,  the  first  day 
of  LX's  first  taxable  year  beginning  after  July 
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10, 1989.  LX  must  confonn  Its  taxable  year 
to  the  required  yearly  adopting  the  taxable 
year  that  results  in  the  least  aggregate  deferral 
of  income,  taking  into  consideration  the 
taxable  year  of  each  United  States 
shareholder.  The  taxable  year  ending  June  30 
produces  1.45x3)  plus  1.45x9)  (B  and  Cs. 
respective  percentage  shares  of  distribtitions 
multiplied  by  the  number  of  months  of 
deferral),  or  a  product  of  5.4.  The  taxable  year 
ending  March  31  produces  (.1x9)  plus  t.45x8) 
(A  and  C's  percentage  shares  of  distributions 
multiplied  by  the  number  of  months  of 
deferral),  or  a  product  of  3.6.  The  taxable  year 
ending  September  30  produces  (.1x3)  plus 
[.45xfi)  (A  and  B's  percentage  shares  of 
distributions  multiplied  by  the  number  of 
months  of  deferral),  or  a  product  of  3.0. 
Accordingly,  September  30  is  the  required 
year. 

(iv)  Procedural  requirements  and 
effective  date.  This  paragraph  (a)(4)  is 
effective  for  taxable  years  beginning 
after  (Insert  Date  120  Days  After  Date  of 
Publication  of  Final  Regulations  in  the 
Federal  Register].  In  order  to  show  that 
the  requirements  of  this  paragraph  (a)(4) 
are  satisfied,  a  statement  setting  forth 
the  oomputations  required  to  establish 
the  taxable  year  that  results  in  the  least 
aggregate  deferral  of  income  to  the 
United  States  shareholders  of  the 
speciHed  foreign  corporation  must  be 
attached  to  Form  5471  and,  if 
applicable,  to  Form  1120F,  and  must 
indicate  the  followdng  at  the  top  of  page 
one  of  the  statement:  "FILED  UNDER 
Sl.898-3(a)(4)." 

(5)  Testing  days— (i)  In  general.  A 
specified  foreign  corporation  must 
identify  its  majority  U.S.  shareholder 
yeai<s),  if  any,  for  the  purpose  of 
determining  its  required  year.  The 
specified  foreign  corporation  must 
determine  its  majority  U.S.  shareholder 
year  on  each  testing  day.  In  general,  the 
testing  day  is  the  first  day  of  the 
specified  foreign  corporation's  taxable 
year  for  U.S.  tax  purposes,  determined 
without  regard  to  section  898.  See 
section  898(c)(l)(C)(ii). 

(ii)  Illustration.  The  application  of 
paragraph  (a)(5)(i)  of  this  section  may  be 
illustrated  by  the  following  example: 

Example.  FX  is  a  foreign  corporation  that, 
prior  to  the  effective  date  of  section  898.  used 
the  calendar  year  as  its  taxable  year.  Thus,  on 
January  1. 1990.  the  first  day  of  FX's  first 
taxable  year  beginning  after  July  10. 1989.  FX 
determined  whether  it  was  a  specified 
foreign  corporation  and.  thus,  required  to 
change  its  taxable  year  to  the  required  year 
under  section  898(c).  Based  on  this  test,  FX 
changed  to  a  taxable  year  ending  on  )une  30 
(because  FX  %vas  a  spiecified  foreign 
corporation  and  its  majority  U.S.  shareholder 
year  ends  on  June  30).  Accordingly,  FX  had 
a  short  period  taxable  year  for  the  period 
beginning  January  1, 1990,  and  ending  June 
30, 1990.  On  July  1, 1990,  the  first  day  of  its 
new  taxable  year.  FX  again  tested  to 


determine  whether  it  was  using  the  required 
year. 

(iii)  Additional  testing  dmys.  For 
taxable  years  of  si)ecified  foreign 
corporations  beginning  after  [Insert  date 
that  is  120  days  after  final  regulations 
are  published  in  the  Federal  Register), 
a  specified  foreign  corporation  must 
determine  its  majority  U.S.  shareholder 
year  on  each  day.  since  the  most  recent 
testing  day  described  in  paragraph 
(a)(5)(i)  of  this  section,  on  which  a 
substantial  change  occurs  in  the  United 
States  ownership  of  the  stock  of  the 
specified  foreign  corporation.  A 
substantial  change  in  the  United  States 
ownership  of  the  stock  of  a  specified 
foreign  corporation  is  a  change  that 
results  in  a  new  more  than  50  percent 
United  States  shareholder  of  the  foreign 
corporation. 

(iv)  Illustration.  The  application  of 
paragraph  (a)(5Miii)  of  this  section  may 
be  illustrated  by  the  following  example: 

Example.  FX  is  a  controlled  foreign 
corporation  with  one  class  of  stock  and  a 
taxable  year  ending  on  June  30.  Y,  the 
majority  United  States  shareholder  of  FX, 
owns  51  percent  of  the  stock  of  FX.  Y  also 
has  a  taxable  year  ending  June  30.  Thus,  FX 
is  a  specified  foreign  corporation  subject  to 
section  898.  On  May  i;  1994.  Y  sold  10 
percent  of  the  stock  in  FX  to  Z.  an  unrelated 
United  States  corporation  that  owned  41 
percent  of  the  stock  of  FX  before  the  sale.  Z 
obtained,  therefore,  a  sufficient  amount  of  FX 
stock  to  qualify  as  a  "more  than  50  percent 
United  States  shareholder"  of  FX.  Z  has  a 
taxable  year  ending  on  April  30. 
Consequently,  on  May  1. 1994.  FX 
determined  that  its  new  required  year  was  a 
taxable  year  ending  April  30.  FX  has  a 
taxable  year  ending  June  30. 1994,  and  a 
short  taxable  year  beginning  July  1. 1994.  and 
ending  April  30. 1995.  See  §  J.S98-4  (b)(3). 

(v)  Anti-abuse  rule.  The  district 
director  may  require  the  use  of  a  testing 
day  other  than  that  identified  in 
paragraph  (a)(5)(i)  or  (iii)  of  this  section 
that  will  reflect  more  accurately  the 
ownership  of  the  specified  foreign 
corporation  and  thereby  the  aggregate 
deferral  of  income  to  the  United  States 
shareholders  of  the  specified  foreign 
corporation  where  the  United  States 
shareholders  engage  in  a  transaction  (or 
transactions)  that  has  as  its  principal 
purpose  the  avoidance  of  the  principles 
of  this  section.  Thus,  the  anti-abuse  rule 
of  the  preceding  sentence  would  apply, 
for  example,  when  there  is  a  transfer  of 
an  interest  in  a  specified  foreign 
corporation  that  results  in  a  temporary 
transfer  of  that  interest  principally  for 
the  purpose  of  quailifying  for  a  specific 
taxable  year  under  the  principles  of  this 
section. 

(b)  Foreign  personal  holding 
companie^—{l)  In  general.  The  required 
year  is  the  majority  U.S.  shareholder 


year  prescribed  by  section  898(c)(lKA) 
and  paragraph  (a)(3)  of  this  section.  If. 
however,  there  are  inconsistent  majority 
U.S.  shareholder  years,  then  the 
required  year  is  the  taxable  year 
determined  under  the  provisions  of 
paragraph  (a)(4)  of  this  section. 

[2)One-month  deferral  election  not 
available.  A  specified  foreign 
corporation  that  is  a  foreign  peisonal 
holding  company,  but  is  not  a 
controlled  foreign  corporation,  may  not 
make  the  one-month  deferral  election  of 
paragraph  (a)(2]  of  this  section. 

(3)  Testing  days.  See  paragraph  (a)(5) 
of  this  section. 

§1.898-4    Special  rules. 

(a)  Changes  in  the  required  year  of  a 
specified  foreign  corporation  for  its  first 
taxable  year  beginning  after  July  10, 
jgSQ — (1)  In  general.  A  specified  foreign 
corporation  must  conform  its  taxable 
year  to  the  required  year  as  defined  in 
section  898(c)  for  taxable  years 
beginning  after  July  10. 1989.  In 
addition,  section  898(c)(1)(B)  permits  a 
specified  foreign  corporation  that  is  a 
controlled  foreign  corporation  to  elect  a 
taxable  year  beginning  one  month 
earlier  than  the  majority  U.S. 
shareholder  year. 

(2)  Procedure  for  a  specified  foreign 
corporation  to  conform  to  the  required 
year  for  the  first  taxable  year  beginning 
after  July  10, 1989-ii)  No  section 
898(c)(1)(B)  election.  If  no  election 
under  section  898(c)(1)(B)  can  be  made 
because  the  specified  foreign 
corporation  is  a  foreign  personal 
holding  company,  or  no  election  is 
being  made  for  a  specified  foreign 
corporation  that  is  a  controlled  foreign 
corporation,  but  the  specified  foreign 
corporation  is  changing  its  first  taxable 
year  beginning  after  July  10, 1989,  to 
conform  to  the  required  year,  then 
unless  the  instructions  to  the  forms 
provide  otherwise,  the  words  "Change 
in  Taxable  Year"  must  be  placed  in  the 
upper  left  hand  comer  of  tne  first  page 
of  Form  5471  and.  if  applicable,  on 
Form  1120F,  with  respect  to  the 
specified  foreign  corporation  for  the 
taxable  year  for  which  the  change  is 
made.  If  a  specified  foreign  corporation 
is  not  required  to  change  its  taxable 
year,  then  no  notation  concerning  this 
fact  need  appear  on  Form  5471  and,  if 
applicable,  on  Form  1120F. 

(ii)  With  section  898(c)(1)(B)  election. 
The  election  under  section  898(c)(1)(B) 
may  be  made  for  a  specified  foreign 
corporation  that  is  a  controlled  foreign 
corporation  for  its  first  taxable  year 
beginning  after  July  10. 1989.  by 
indicating  on  Form  5471  and.  if 
appUcable.  on  Form  1120F.  that  tne 
taxable  year  shown  on  the  form  with 
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respect  to  the  controlled  foreign 
corporation  was  determined  in 
accordance  with  section  898(c)(lKB). 
The  following  words  must  be  used 
unless  the  instructions  to  the  forms 
provide  otherwise: 

(A)  If  the  election  involves  a  change 
in  the  taxable  year  of  th«  controlled 
foreign  corporation,  the  words  "Section 
898(c)(1)(B)  Election— Change  in 
Taxable  Year"  must  be  placed  in  the 
upper  left  hand  comer  of  the  first  page 
of  Form  5471  and,  if  applicable,  on 
Form  1120F;  and 

(B)  If  the  election  does  not  involve  a 
change  in  the  taxable  year  of  the 
controlled  foreign  corporation,  the 
words.  "Section  898(c)(1)(B)  Election" 
must  be  placed  in  the  upper  left  hand 
comer  of  the  first  page  of  Form  5471 
and,  if  applicable,  on  Form  1120. 

(iii)  Filing  requirement.  If  a  specified 
foreign  corporation  changed  its  required 
year  for  its  first  taxable  year  beginning 
after  July  10, 1989.  to  conform  to  the 
requirements  of  section  898  and 
§1.898-3  but  did  not  follow  the 
procedures  set  forth  in  Rev.  Proc.  90-26 
and  this  paragraph  (a)(2),  a  statement 
must  be  attached  to  the  first  Form  5471 
and,  if  applicable.  Form  1120F,  to  be 
filed  after  (Insert  Date  That  is  120  Days 
After  Date  of  Publication  of  Final 
Regulations  in  the  Federal  Register] 
indicating  that  the  corporation's  taxable 
year  was  changed  to  conform  to  the 
requirements  of  section  898.  If  a 
specified  foreign  corporation  has  not 
conformed  its  first  taxable  year 
beginning  after  )uly  10, 1989,  to  the 
taxable  year  required  by  section  898  and 
§  1.898-3,  an  amended  return  with  an 
amended  Form  5471  (or  Form  1120F) 
must  be  filed  to  satisfy  the  requirements 
of  section  898.  S  1.898-3  and  this 
paragraph  (a)(2). 

(b)  changes  in  the  required  year  of  a 
specified  foreign  corporation  during  a 
taxable  year  of  a  specified  foreign 
corporation  subsequent  to  its  first 
taxable  year  beginning  after  July  10, 
1989 — (1)  In  general.  A  specified  foreign 
corporation  must  conform  its  taxable 
year  to  a  different  required  year  should 
circumstances  arise  in  whidi  the 
required  year  changes  under  the  rules  of 
§  1.898-3,  such  as  when  a  substantial 
change  in  ownership  of  a  specified 
foreign  corporation  results  in  a  new 
more  than  50  percent  United  States 
shareholder  with  a  different  majority 
U.S.  shareholder  year.  The  change  in 
taxable  year  of  a  specified  foreign 
corporation  made  to  conform  ^o  a 
different  required  year  shall  be  treated 
as  initiated  by  the  taxpayer  and  as 
having  been  made  witfi  the  consent  of 
the  Commissioner.  The  requirements  set 
forth  in  this  paragraph  (b)  are  effective 


for  taxable  years  subsequent  to  a 
specified  foreign  corporation's  first 
taxable  yaar^^nning  after  July  10, 
1989. 

(2)  Procedure  for  the  change  to  a  new 
required  year  of  a  specified  ^reign 
corporation  for  taxable  yemrs 
subsequent  to  its  first  taxable  year 
beginning  after  July  10.  1989— {i) 
Different  majority  U.S.  shareholder  year. 
If  the  spedfied  foreign  corporation  ia 
changing  its  taxable  year  to  conform  to 
a  different  required  year  under 
paragraph  (b)(1)  of  this  section,  unless 
the  instructions  to  the  forms  provide 
otherwise,  the  words  "Change  in 
Taxable  Year"  must  be  placed  in  the 
upper  left  hand  comer  of  the  first  page 
of  Form  5471  and,  if  applicable,  on 
Form  1120F,  with  respect  to  the 
specified  foreign  corporation  for  the 
taxable  year  for  which  the  change  is 
made.  This  paragraph  covers 
terminations  of  prior  elections  under 
section  898(c)(1)(B)  made  in 
conjunction  with  that  change. 

(ii)  Election  under  section 
89d(c)(l)(B).  If  the  specified  foreign 
corporation  that  is  a  controlled  foreign 
corporation  is  changing  its  taxable  year 
to  conform  to  a  different  required  year 
under  paragraph  (b)  of  this  section  and 
an  election  under  section  8g8(c)(l)(B]  is 
made,  the  change  in  taxable  year  and 
the  election  under  section  898(c)(1)(B) 
are  to  be  noted  on  Form  5471  and,  if 
applicable,  on  Form  1120F,  with  respect 
to  that  corporation  for  the  taxable  year 
for  which  the  change  and  election  are 
made.  Unless  the  instructions  to  the 
forms  provide  otherwise,  the  words 
"Section  898(c)(1)(B)  Election— Change 
in  Taxable  Year"  must  be  placed  in  the 
upper  left  hand  comer  of  tiie  first  page 
of  each  form.  This  paragraph  covers 
terminations  of  prior  elections  under 
section  898(c)(1)(B)  made  in 
conjunction  with  that  election. 

(iii)  Procedure  for  prior  years.  If  a 
specified  foreign  corporation  conformed 
its  taxable  year  to  that  required  by 
section  898  and  §  1.898-3  prior  to 
[Insert  Date  That  is  120  Days  After  Date 
of  Publication  of  Final  Regulations  in 
the  Federal  Register]  but  did  not  follow 
the  procedures  set  forth  in  this 
paragraph  (b)(2),  a  statement  must  be 
attached  to  the  first  Form  5471  and,  if 
applicable.  Form  1120F,  to  be  filed  after 
(Insert  Date  That  is  120  Days  After  Date 
of  Publication  of  Final  Regulations  in 
the  Federal  Register]  indicating  that  the 
corporation's  taxable  year  was  changed 
to  conform  to  the  requirements  of 
section  898  and  §  1.898-3.  If  a  specified 
foreign  corporation  has  not  conformed  a 
taxable  year  subsequent  to  its  first 
taxable  year  beginning  after  July  10. 
1989,  to  the  taxable  year  required  by 


section  898  and  §  1.898-3,  an  amended 
return,  with  an  amended  Form  5471  (or 
Form  1120F)  must  be  filed  to  satisfy  the 
requirements  of  section  898,  §  1.898-3 
and  this  paragraph  (b)(2). 

(iv)  Making  a  second  election  under 
section  898(c)(l)(BI.  Except  for  an 
election  under  section  898(c)(1)(B)  that 
is  made  in  conjunction  with  a  change  in 
its  taxable  year  to  conform  to  a  different 
required  year  under  paragraph  (b)(2)(ii) 
of  this  section,  a  specified  foreign 
corporation  that  has  elected  the  one- 
month  deferral  under  section  I 
898(c)(1)(B)  and  subsequently  revokea 
that  election  shall  not  be  eligible  to 
make  an  election  under  section 
898(c)(1)(B)  for  any  taxable  year  befofe 
its  fifth  taxable  year  which  begins  after 
the  first  taxable  year  for  which  the 
revocation  is  effective,  unless  the 
consent  of  the  Commissioner  pursuant 
to  the  procedures  set  forth  in  paragraph 
(b)(2)(v)  of  this  section  is  obtained. 

(v)  Procedure  for  obtaining  the 
consent  of  the  Commissioner  to  change 
thf  required  year  of  specified  foreign 
corporations.  In  the  circumstance 
described  in  paragraph  (b)(2)(iv)  of  this 
section,  a  specified  foreign  corporation 
must  request  the  approval  of  the 
Commissioner  for  a  change  in  taxable 
year  by  completing  and  filing  Form 
1128  (Application  for  Change  in 
Accounting  Period)  with  the 
Commissioner  of  Intemal  Revenue.  The 
application  may  be  filed  either  by  the 
majority  United  States  shareholder  on 
behalf  of  the  specified  foreign 
corporation  or  by  the  specified  foreign 
corporation.  The  application  must  be 
filed  on  or  before  the  15th  day  of  the 
second  calendar  month  following  the 
close  of  the  short  period  for  which  a 
return  is  required  to  effect  the  change  in 
taxable  year.  Reference  to  this  regulation 
must  be  made  part  of  the  application  by 
placing  the  following  statement  at  the 
top  of  page  one  of  the  application: 
"FILED  UNDER  §  1.898-4."  Approval  of 
a  change  in  taxable  year  described  in 
paragraph  (b)(2)(iv)  of  this  section  will 
not  be  granted  imless  the  taxpayer 
agrees  to  the  terms,  conditions,  and 
adjustments,  as  set  forth  by  the 
Commissioner,  under  which  the  change 
will  be  effected.  Unless  the  instructions 
to  the  forms  indicate  otherwise,  re- 
election of  section  898(c)(1)(B)  must  be 
noted  on  Form  5471  and,  if  applicable, 
on  Form  1120F,  for  the  taxable  year  for 
which  the  re-election  is  made.  Unless 
the  instructions  to  the  forms  indicate 
otherwise,  the  words  "Re-elected 
Section  898(c)(1)(B)  Election— Change 
in  Taxable  Year"  must  be  placed  in  the 
upper  left  hand  comer  of  the  first  page 
of  each  form. 
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(3)  Short  period— ix)  bt  patera}.  Any 
short  period  rec^ired  for  a  specified 
foreign  corporation  to  effect  the  change 
ia  taxabLe  year  described  in  paragraph 
(bKl)  of  this  section  will  begin  on  the 
first  day  of  the  specified  foreign 
corporation's  current  taxable  year  and 
'will  end  on  the  last  day  of  the  new 
required  year  within  which  the  change 
in  ownership  of  the  specified  foreign 
corporation  (or  other  event  that 
necessitates  a  change  in  taxable  year) 
occurs.  If.  however,  the  last  day  of  the 
specified  foreign  corporation's  current 
taxable  year  occurs  prior  to  the  last  day 
of  the  new  required  year  within  which 
the  change  in  ownership  of  the  specified 
foreign  corporation  (or  other  event 
resulting  in  a  new  required  year)  occurs, 
then  the  diort  period  will  begin  the  day 
following  the  last  day  of  the  specified 
foreigri  corporation's  current  taxable 
year  and  end  on  the  last  day  of  the  new 
required  year  subsequent  to  the  required 
year  within  which  the  change  in 
ownership  of  the  specified  foreign 
corporation  (or  other  event  resulting  in 
a  new  required  year)  occurred.  In  no 
case  shall  the  taxable  year  of  the 
specified  foreign  corporation  be  in 
excess  of  one  year. 

(ii)  IHustraUons.  The  application  of 
this  paragraph  (bM3)  may  be  illustrated 
by  the  following  examples: 

Example  1.  FX  Is  a  foreign  corporation  that 
is  a  specified  foreign  corporation  within  the 
meoniiv  of  sectioB  89e(b).  FX  had  been  a 
calendar  year  taxpayer.  On  July  1, 19»1.  FX 
was  purchased  by  a  United  States 
shareholder  with  a  September  30  fiscal  year. 
Accordingly,  the  short  period  required  to 
change  the  taxable  year  of  FX  to  the  required 
year  began  on  January  1 ,  1991 .  the  first  day 
i»f  FX's  current  taxable  year,  and  ended  on 
September  30, 1991,  the  last  day  of  the  new 
required  year  within  which  the  change  in 
ownership  of  FX  occuiied. 

Example  2.  The  facts  are  the  same  as  Wi 
Example  1  except  that  on  July  1, 1991.  FX 
was  purchased  by  a  United  States 
shareholder  with  a  Juno  30  fiscal  year. 
Aoconlingfy.  the  riiort  period  required  to 
.    change  the  taxable  year  of  FX  to  the  required 
year  did  not  begin  until  January  1 .  1992.  the 
day  following  the  last  day  of  FX's  currwil 
taxable  year  because  the  last  day  of  FX's 
current  taxable  year  occurs  prior  to  the  last 
day  of  the  aew  required  year  within  which 
the  change  in  ownership  occurred.  The  short 
period  will  begin  January  1. 1992,  and  will 
end  June  30. 1992. 

(4)  Conforming  changes  in  the 
majority  US.  shareholder  year.  The 
requirements  of  section  898  and 
§§  1. 898-3  and  1.898-4  may  be  satisfied 
by  a  majority  United  States  sbar^iolder 
of  a  specified  foreign  corporation 
changing  its  taxable  year  to  conform  to 
the  taxable  year  of  the  specified  foreign 
corporation.  However,  any  change  to  the 
United  States  shareholder's  taxable  year 


ie(|uiies  the  sppfOTei  of  the 

Commissioner,  and  must  be  made  in 
accordance  with  section  442  and  the 
regulation*  under  that  section,  relating 
to  chADgBS  of  annual  accounting  ueriod. 
(c)  Noncoaforming  foreign  andUaiMed 
^Qtes  taxable  years  of  a  ^ec^ied 
foreign  corporation— {\]  In  gtanerai.  If  a 
specified  foreign  corparation's  foreign 
taxable  year  (for  purposes  of  computing 
income  tax  liabilities  due  a  foreign 
country)  does  not  conftjrm  to  the 
required  year  pursuant  to  section  898tc) 
and  §  1.898-3.  then  the  Uuiled  States 
shaseholders  must  compute  any  incoaie 
inclusion  relating  to  the  specified 
foreign  corporation  including,  but  no* 
limited  to,  subpart  F  income,  increase  in 
earnings  invested  in  United  States 
property,  foreign  personal  holding 
company  income,  and  section  864(d) 
income  in  accordance  with  the  rules  set 
forth  in  paragraphs  (c)(2)  and  (3)  of  this 
section.  However,  see  section  338  and 
the  regulations  under  that  section  for 
rules  applicable  to  certain  domestic  and 
foreign  corporations,  and  the 
shareholders  of  those  corporations 
where  an  election  under  that  section  is 
made. 

(2)  CompiHaiion  of  income  and 
earnings  and  profits  of  a  specified 
forei^  corporation — (i)  Separate  books 
of  account  A  specified  foreign 
corporation  that  has  a  foreign  taxable 
year  di^erent  from  its  required  year,  as 
determined  uiKier  section  898(c)  and 
§  1.898-3.  will  have  portions  of  two 
foreign  annual  accounting  periods  in 
each  required  year.  In  this  case,  either 
separate  books  of  account  for  the 
specified  foreign  corporation  based 
upon  the  required  year  may  be 
maintained,  or  income  (and  earnings 
and  profits)  shall  be  computed  as  set 
forth  in  paragraph  (cK2)(ii)  of  this 
sectioii.  Books  of  account  must  be 
maintained  on  a  consistent  basis  for 
each  foreign  annual  accounting  period, 
(ii)  Income  and  earnings  ana  profits 
computation  in  Ueu  of  separate  books. 
In  lieu  of  maintaining  separate  books  of 
account,  income  and  earnings  smd 
profits  shall  be  computed  in  two  steps. 
First,  for  the  foreign  annual  accounting 
period  of  the  specified  foreign 
corporation  which  ends  within  its 
required  year,  the  income  (and  earnings 
and  profits)  of  the  specified  foreign 
corporation  is  the  entire  income  (or 
earnings  and  profits)  of  the  foreign 
annual  accounting  period,  less  the 
income  (or  earnings  and  profits),  if  aiiy, 
of  that  foreign  annual  accounting  period 
properly  allocable  to  the  preceding 
taxable  year,  determined  under  a 
consistent  application  of  the  principles 
of  section  964  and  the  regulations  under 
that  section.  Secor»d.  for  the  foreign 


anmel  accovnting  period  of  the 

specified  foreign  corporation,  whidi 
ends  after  its  required  year,  the  income 
(and  earnings  and  profits)  of  the 
specified  foreign  corporation  is  the 
income  (and  earnings  and  profits)  of 
each  month  (or  quarter)  which  has 
ended  witfiin  the  required  year 
determined  on  the  basis  of  interim 
actual  book  rfosings  and  computed  by  a 
consistent  appKcaticm  of  the  principles 
of  section  964  and  the  regulations  under 
that  section.  If  the  amount  of  income 
properly  includable  in  the  gross  income 
of  United  States  shareholders  in  the 
preceding  taxable  year  is  different  from 
the  amount  of  income  actually  included 
by  United  States  shareholders  in  the 
preceding  taxable  year,  then  an 
adjustment  must  be  made  by  eadi 
United  Stales  person  affiacted  by  means 
of  an  amended  return  for  that  preceding 
taxable  year. 

(iii)  lUostration.  The  8iH>lic«tion  of 
this  paragraph  (cK2)  may  be  illustrated 
by  the  following  example: 

Examph.  (I)  PX  is  a  specified  CaieigA 
corporation  organized  in  foreign  country,  PQ 
FX's  annual  accounting  period  and  taxable 
year,  for  PC  purposes,  end  March  31.  FX's 
required  year  is  the  caiendar  yem.  FX  did  not 
conform  its  PC  texjrfjk  y««  to  the  requifBd 
year.  Separate  books  for  United  States  tax 
purposes  ace  not  maintained.  AccordiMlj, 
FX's  required  year.  Calendar  Year  1.  will 
include  portions  of  two  PC  annual 
accounting  periods  and  PC  taxable  years. 

(ii)  For  rtw  PC  period  ending  Mairh  31, 
during  Calendar  Year  1,  FX's  income  (in  U.S. 
dollMs)  was  $1 JOOO,  all  of  which  was  fonign 
personal  holding  compacy  inoome.  This 
amount  was  determined  on  the  basis  of  FX's 
annual  March  31,  PC  fmancial  reports, 
adjusted  in  accordance  with  section  964  and 
the  regulations  under  that  section.  Of  the 
$1,000,  it  was  determined  from  the  annual 
fmancial  reports  that  $350  was  earned  during 
the  months  eoding  in  Calendar  Year  1.  For 
the  period  April  1,  during  Calendar  Year  1, 
to  the  end  of  Calendar  Year  1 .  FX's  incoiae 
was  $1 ,200,  determined  on  the  basis  of  FX's 
monthly  interim  PC  books  of  account 
Accordingly,  the  income  of  FX  subject  to 
inclusion  in  the  gross  income  of  United 
States  sharehoWers  for  Calendar  Yew  1.  is 
$1,550.  However,  based  «>n  FX's  annual 
March  31,  Yeer  2,  fmancial  reports  (adjusted 
in  accordance  with  sectioa  964  and  the 
regulations  under  that  section),  FX's  incone 
for  the  period  April  1,  during  Calendar  Mem 
1,  to  the  end  of  Calendar  Year  1  was  $1,300, 
not  $1,200.  AcconUngly.  each  United  States 
sharebotder  of  FX  mast  file  an  amenited 
return  for  Calendar  Year  1  showing  its 
portion  of  the  additioaai  $100  of  income. 

(3)  52-53-week  taxable  year— (i) 
Majority  United  States  shareholder  with 
a  52-53-week  taxable  year.  If  a  majority 
United  States  sbar^K^er  elects  to 
follow  a  52-63-«raek  taxable  year 
(determined  under  section  441(f)  and 
the  regulations  under  thai  section),  and 
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the  specified  foreign  corporation  does 
not  intend  to  follow  a  52-53-week 
taxable  year,  then  the  required  year  of 
the  specified  foreign  corporation,  as 
determined  under  section  898(c)  and 
§  1.898-3,  shall  be  a  12-month  taxable 
year,  which  must  end  on  the  last  day  of 
the  same  month  used  in  determining  the 
52-53-week  taxable  year  of  its  majority 
United  States  shareholder.  If  the 
election  of  the  one-month  deferral  under 
section  808(c)(1)(B)  and  §  1.89a-3(a)(2) 
is  made,  the  election  will  be  valid,  and 
the  specified  foreign  corporation  may 
retain  a  12-month  taxable  year,  subject 
to  the  condition  that  the  12-month 
taxable  year  must  end  on  the  last  day  of 
the  month  which  immediately  precedes 
the  month  used  in  determining  the  52- 
53-week  taxable  year  of  its  majority 
United  States  shareholder. 

(ii)  Specified  foreign  corporation  with 
a  52-53-week  taxable  year  If  a  specified 
foreign  corporation  elects  to  follow  a 
52-53-week  taxable  year,  and  the 
majority  United  States  shareholder  does 
not  intend  to  follow  a  52-53-week 
taxable  year,  then  the  required  year,  as 
determined  under  section  898(c)  and 
§  1.898-3,  of  the  specified  foreign 
corporation  shall  be  a  52-53-week 
taxable  year,  which  must  end  within  a 
seven-day  period  from  the  last  day  of 
the  12-month  taxable  year  of  its  majority 
United  States  shareholder.  If  the 
election  of  the  one-month  deferral  under 
section  898(c)(1)(B)  and  §1.898-3(a)(2) 
is  made,  the  election  will  be  valid  and 
the  specified  foreign  corporation  may 
retain  a  52-53-week  taxable  year, 
subject  to  the  condition  that  the  52-53- 
week  taxable  year  must  end  within  a 
seven-dayj  period  from  the  last  day  of 
the  month  which  immediately  precedes 
the  12-mo  nth  taxable  year  of  its  majority 
United  States  shareholder. 

(iii)  Illustrations.  The  application  of 
this  paragraph  (c)(3)  may  be  illustrated 
by  the  following  examples: 

Example  1.  X  is  a  United  States 
corporation  created  on  January  1, 1990,  that 
elected  to  follow  a  52-53-week  taxable  year 
which  ends  on  the  Friday  nearest  the  end  of 
December.  Thus,  X's  first  United  States 
taxable  year  l)egan  on  Monday,  January  1, 
1990,  and  ended  on  Friday,  December  28, 
1990;  its  next  taxable  year  began  on  Saturday, 
December  29, 1990,  and  ended  on  Friday. 
January  3, 1992.  X  owns  100  percent  of  FY, 
a  specified  foreign  corporation  that  is  a 
controlled  foreign  corporation  which  follows 
a  12-month  taxable  year  ending  on  Novemlwr 
30.  In  these  circumstances,  X's  taxable  year 
may  end  either  earlier  or  later  than  one 
month  after  the  end  of  FY's  taxable  year. 
Nonetheless,  an  election  under  section 
89«(c)(l)(B).  which  would  permit  FY  to 
retain  its  currant  taxable  year,  will  be 
effective  because  FY's  taxable  year  ends  on 
the  last  day  of  the  month  which  immediately 


precedes  the  same  month  used  in 
determining  the  52-53-week  taxable  year  of 
X,  its  majority  United  States  shareholder. 
Example  2.  Y  is  a  United  States  person 
with  a  taxable  year  ending  September  30.  Y 
also  is  the  majority  United  States  shareholder 
of  FX,  a  specified  foreign  corporation  which 
is  a  controlled  foreign  corporation  that 
wishes  to  make  the  one-month  deferral 
election  under  section  898(c)(lMB).  FX 
follows  a  52-53-w«ek  taxable  year  that  ends 
on  the  Monday  closest  to  the  last  day  of 
August.  In  1990,  the  last  day  of  August  fell 
on  a  Friday.  Thus,  FX's  taxable  year  ended 
on  Monday,  September  3, 1990.  a  date  within 
a  seven-day  period  from  the  last  day  of  the 
month  which  immediately  precedes  the  12- 
month  taxable  year  of  Its  majority  United 
States  shareholder,  Y.  In  1994,  FX's  taxable 
year  will  end  on  Monday,  August  29,  and  its 
next  taxable  year  will  begin  on  August  30, 
1994.  Thus,  in  1994.  FX's  taxable  year  will 
l)egin  more  than  one  month  before  the 
beginning  of  Y's  United  States  taxable  year. 
Nevertheless,  the  election  made  under 
section  898(c)(1)(B)  will  be  effective  because 
FX's  taxable  year  will  end  within  a  seven-day 
period  from  the  last  day  of  the  month  which 
immediately  precedes  the  12-month  taxable 
year  of  its  majority  United  Stales 
shareholder. 

(4)  Certain  captive  insurance 
companies  that  elect  to  treat  their 
related  person  insurance  income  as 
income  effectively  connected  with  the 
conduct  of  a  United  States  trade  or 
business.  Section  953(c)(3)(C)  permits  a 
foreign  corporation  to  elect  to  treat  its 
related  person  insurance  income  as 
income  effectively  connected  with  the 
conduct  of  a  trade  or  business  in  the 
United  States.  Under  §  1.953-7(c)(3)  of 
proposed  regulations,  such  a  foreign 
corporation  must  utilize  the  calendar 
year  as  its  annual  accounting  period  for 
United  States  tax  purposes,  as  required 
by  section  843.  Further,  if  an  election  is 
made  for  the  first  taxable  year  beginning 
after  December  31,  1987,  or  any 
subsequent  taxable  year,  the  election  is 
effective  from  the  first  day  of  the  taxable 
year  for  which  the  election  is  made  (and 
all  subsequent  taxable  years).  Therefore, 
a  foreign  corporation  that  has  a  fiscal 
taxable  year  prior  to  making  the  election 
must  file  a  short-year  return  for  the 
period  from  the  first  day  the  election 
becomes  effective  to  the  last  day  of  the 
calendar  year  in  which  the  election  is 
made.  The  rules  under  section 
953(c)(3)(C)  and  §  1.953-7  will  prevail 
over  the  rules  under  section  898  and 
this  section.  Thus,  if  a  captive  insurance 
company  that  is  a  specified  foreign 
corporation  makes  an  election  pursuant 
to  section  953(c)(3)(C)  and  §  1.953-7(c), 
it  must  use  the  calendar  year  as  its 
annual  accounting  period  for  United 
States  tax  purposes,  regardless  of  the 
taxable  year  of  its  majority  United  States 
shareholder.  However,  if  a  captive 


insurance  company  that  is  a  specified 
foreign  corporation  does  not  make  the 
election  pursuant  to  section  953(c)(3)(C) 
and  the  regulations  thereunder,  it  must 
conform  its  United  States  taxable  year  to 
that  of  its  majority  United  States 
shareholder. 

(d)  Four-year  income  spread.  For  its 
first  taxable  year  beginning  after  July  10. 
1989,  if,  because  of  the  change 
necessitated  by  section  898  in  the 
taxable  year  of  the  specified  foreign 
corporation,  any  United  States  person 
was  required  to  include  in  gross  income 
for  one  taxable  year  amounts 
attributable  to  two  taxable  years  of  the 
specified  foreign  corporation,  the 
amount  that  the  United  States  person 
would  otherwise  have  included  in  gross 
income  for  the  one  taxable  year  by 
reason  of  the  short  taxable  year  of  the 
specified  foreign  corporation  resulting 
from  the  change  shall  be  included  in 
that  person's  gross  income  ratably  over 
a  four-taxable-year  period  beginning 
with  that  one  taxable  year.  A  United 
States  person  who  is  required  by  reason 
of  section  898  to  include  in  gross 
income  amounts  attributable  to  two 
taxable  years  of  a  specified  foreign 
corporation  may  not  waive  the  four-year 
ratable  inclusion  of  such  gross  income. 
Shirley  D.  Peterson, 
Commissioner  of  Internal  Revenue. 
[FR  Doc  92-31469  Filed  12-31-92;  8:45  am) 
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RIN  1545-AL24 

Change  From  Profit  and  Loss  Method 
to  DASTM 

AGENCY:  Internal  Revenue  Service. 

Treasury. 

ACTION:  Notice  of  proposed  rulemaking. 

summary:  This  document  contains 
proposed  Income  Tax  Regulations 
relating  to  adjustments  required  when  a 
qualified  business  unit  (QBU)  that  used 
the  profit  and  loss  method  of  accounting 
in  a  post-1986  taxable  year  begins  to  use 
the  dollar  approximate  separate 
transactions  method  of  accounting 
(DASTM).  The  regulations  provide  rules 
for  taxpayers  to  construct  an  opening 
dollar  balance  sheet  for  the  QBU  and 
require  certain  income  adjustments  in 
connection  with  this  change  in 
accounting  method. 
DATES:  Comments  and  requests  for  a 
public  hearing  must  be  received  by 
March  8, 1993. 

ADDRESSES:  Send  comments  and 
requests  for  a  public  hearing  to^  Internal 
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Revenue  Service.  P.O.  Box  7604,  Ben 
Franklin  Station,  Attention: 
CC<X)RP:TJl  (INTL-0045-92),  room 
5228,  Washington.  DC  20044. 
FOR  FURTHER  MTORMATION  CONTACT: 
Jacob  Feldman  at  (202)  622-3870  (not  a 
toU-free  call). 

SUPPLEMENTARY  MFORMATIOtt: 

BackcrouBd 

This  docuinent  omtains  proposed 
amendments  to  the  Income  Tax 
Regulations  (26  CFR  part  1)  under 
section  985  of  the  Internal  Revenue 
Code  of  1966.  These  amendments  are 
proposed  to  change  the  applicable  rules 
with  respect  to  a  (^U  that  changes  to 
the  dollar  approximate  separate 
transactions  method  of  accounting 
(DASTM). 

General  rules  providing  for 
adjustments  for  QBUs  changing 
functional  ctirrency  are  provided  in 
§  1.985-5.  Transition  rules  for  a  QBU 
that  uses  DASTM  for  its  first  taxable 
year  beginning  in  1987  are  provided  in 
§  1.985-6.  Those  regulations  were 
published  as  temporary  and  proposed 
regulations  in  the  Federal  Register  on 
September  20, 1989  (54  FR  38649)  and 
are  ftnalized  with  minor  changes  in  the 
accompan3ring  Treasury  decision.  These 
proposed  regulations  are  in  response  to 
taxpayer  comments  that  the  spot 
exchange  rate  translation  convention  of 
§  1.985-5  produces  inappropriate 
results  when  a  C^U  changes  to  DASTM 
in  a  post-1987  taxable  year.  These 
regulations  would  replace  §  1.985-5  for 
taxpayers  with  a  QBU  that  begins  to  use 
DAST^  in  a  taxable  year  beginning  30 
days  after  the  regulations  are  finalized 
and  for  taxpayers  that  elect  to  apply  the 
regulations  retroactively. 

For  post-1986  taxable  years,  sections 
986(b)  and  987  generally  require 
taxpayers  to  compute  the  taxable 
income  or  loss  of  a  QBU  that  is  a  foreign 
branch,  and  the  e^nings  and  profits 
(E&P)  of  a  QBU  that  is  a  foreign 
corporation,  in  the  QBU's  functional 
currency  using  a  profit  and  loss  (P&L) 
method.'  Under  the  P&L  method, 
exchange  gain  or  loss  on  earnings 
resulting  from  exchange-rate 
fluctuations  that  occur  after  earnings  are 
included  in  income  generally  is  daCarred 
until  the  earnings  are  remitted.  When 
earnings  are  remitted  from  a  branch,  or 
when  a  controlled  foreign  corporation 
(CFC3  makes  a  distribution  of  previously 


taxed  earnings  and  profits,  exchangp 
gain  or  loss  is  recognized  to  the  extent 
that  the  dotiae  value  of  the  lemittanoe 
dif&ts  from  the  dollar  value  of  the 
earlier  income  inclusion. 

The  deferral  of  exchange  gain  and  loss 
that  the  PfcL  method  allows  may  create 
aignificaot  distortions  relative  to  the 
dollar  when  a  QBU  makes  its  income 
tax  determinations  using  ■ 
hyperinflMionary  currency.  One  such 
distortion  is  the  overstatement  of 
income  and  E&P  for  QBUs  with 
substantial  depreciable  assets.  This 
occurs  because,  in  twms  of  the 
hyperinflationary  currency,  sales 
revenues  increase  as  the  ciirrency 
inflates,  but  depreciation  and 
amortization  deductions,  which  are 
based  on  hyperinflationary  currency 
cost  bases,  remain  constant. 

Income  and  expense  derived  from 
financial  assets  and  liabilities  also  may 
be  distorted  in  dollar  terms.  For 
example,  a  QBU  that  borrows  in  a 
hyperinflationary  currency  pa3rs  a  high 
nominal  rate  of  interest,  which  is  offset 
by  an  exchange  gain  (relative  to  the 
dollar)  on  the  principal  amount  of  the 
liability  when  it  is  repaid  in  depreciated 
local  currency.  Under  the  P&L  method, 
however,  recognition  of  the  o^etting 
exchange  gain  on  the  QBU's 
hyperinflationary  currency  liabiHties  is 
deSBTTed.  Thus,  under  the  P&L  method, 
large  interest  deductions  shelter  crther 
income  of  C^Us  that  are  net  borrowers, 
and  income  tends  to  be  understated. 
Conversely,  the  income  of  C^Us  that 
hold  net  financial  assets  in  the 
hyperinflationary  currency  tends  to  be 
overstated  under  the  P&L  method, 
because  such  QBUs  accrue  large 
amounts  of  interest  income  while 
deferring  the  offsetting  exchange  losses 
on  the  loan  principal. 

Because  in  these  situations  use  of  ttie 
P&L  method  does  not  clearly  reflect 
income,  the  regulations  under  section 
985  permit  QBUs  that  would  otherwise 
have  a  hyperinflationary  functional 
currency  to  elect  to  use  the  dollar  and 
to  compute  income  and  E&P  using  a 
version  of  the  net  worth  method  of 
accounting,'  the  dollar  approximate 


*  Uoder  the  PtL  method,  dte  QBU  nuinlains  an 
income  statement  in  foreign  currency  and  translate* 
the  retevant  amounts  into  dollars  when  snch 
MuiuiittU  ara  included  in  income  for  U.S.  tax 
purpoMS.  SecUoB  SftSO^  provide*  tianslation  rales 
for  coaveitiny  the  (bceigp  functional  currency 
amount*  into  dollars. 


'A  net  worth  method  uses  a  dollar  balance  sheet, 
rather  thao  a  foreign  currency  income  statemeol,  to 
measvre  earnings.  Under  this  method  the  incone  or 
loss  (or  earnings  and  pioflts)  of  a  QBU  for  the 
taxable  year  is  the  difference  between  the  QBU's 
dollar  net  worth  (assets  minus  KabiKties)  at  the  end 
of  the  year  and  its  dollar  net  worth  at  the  beginning 
of  tJM  year,  adjusted  for  capital  coDtnbtitions  and 
distributions. 

A  version  of  the  net  worth  method  was 
mandatory  un<ier  pre- 1967  law  for  computing  the 
EAP  of  a  CFC  for  purposes  of  subpart  F  urttess  the 
C7C  kept  dollar  books  «sing  a  separate  transactioas 
approach.  See  S  1.964-1.  However,  lor  purpose*  of 
measuring  irtcome  inclusions  and  foreign  lax 


sepatatfi  transactions  method  (DASTM). 
Proposed  amendments  to  the  ' 
regulations  under  §  1.985-3  published 
on  July  17, 1991  would  make  DASTM 
mandatary  for  tHese  QBUs. 

DASTM  uses  historical- exchange  rates 
to  translate  into  doUais  the     ' 
hyperinflationary  currency  basis  of 
fixed  assets  and  accumulated 
depreciation,  which  preserves  the  dollar 
value  of  depreciation  deductions.  Spot 
exchange  rates  are  used  to  revalue  the 
hyperinflationary  currency  basis  or 
amount  of  certain  of  the  QBU's  financial 
assets  and  liabilities  in  determining  the 
closing  dollar  balance  sheet,  which  • 
results  in  the  cturent  recognition  of 
exchange  gain  or  loss  that  offsets  the 
overstatement  of  interest  income  or 
expense. 

Under  §  1.985-6.  a  QBU  that  elects 
DASTM  for  its  first  post-1986  taxable 
year  may  use  its  1986  year-end  dollar 
tax  balance  sheet,  if  any,  as  the  starting 
point  for  its  DASTM  computations 
beginning  in  1987.  Generally,  a  U.S. 
taxpayer  that  used  a  net  worth  method 
in  computing  the  pre-1987  income  or 
loss  of  a  foreign  branch,  and  a  U.S. 
taxpayer  owning  an  interest  in  a 
controlled  foreign  corporation  that  had 
had  a  "significant  event"  requiring  the 
preparation  of  a  dollar  balance  sheet 
under  §  1.964-1  prior  to  1987,  will  have 
these  records.  Sudi  a  dollar  balance 
sheet  generally  reflects  the  use  of 
historical  exchange  rates  to  translate  the 
foreign  currency  basis  of  fixed  assets 
and  long-term  liabilities  and  the  use  of 
current  exchange  rates  to  translate  the 
basis  or  amoimt  of  certain  short-term 
financial  and  other  assets  and  liabilities. 
Sections  1.985-6(b)  and  (e).  U.S. 
shareholders  of  foreign  corporations  that 
begin  using  DASTM  in  1987  but  had  not 
been  required  to  compute  earnings  and 
profits  in  dollars  prior  to  1987  must  use 
similar  rules  to  set  up  an  opening  dollar 
balance  sheet.  Section  1.985-6(c). 

In  contrast,  U.S.  taxpayers  that  used  a 
P&L  method  to  account  for  the  income 
or  loss  of  a  foreign  branch  prior  to  1987 
and  that  elect  DASTM  in  1987  must 
translate  each  item  on  the 
hyperinflationary  currency  balance 
sheet  into  dollars  using  the  exchange 
rate  in  effect  at  the  time  the  dollar 
election  is  made.  See  S  1.985-6(f).  Use 
of  spot  (rather  than  historical)  exchange 
rates  also  is  required  under  the  general 


credHs  under  section  902  with  respect  to  an  actual 
divideod  dislrifaatioD.  eamiags  and  profits  of  a 
foreign  corporaliOA  were  conputed  in  foreign 
currency  using  a  PkL  method.  Taxpayers  could 
elect  to  use  aidier  a  P&L  method  or  a  net  worth 
method  to  compute  the  taxable  incmne  or  lo*s  of 
a  (oraigB  branch  in  pre-19a7  yeais.  See  gsoeraUy 
Rev.  Rul.  75-1*6.  \91S-\  CR  31.  a^  Rev  RuL  7S- 
107. 1975-1  Ca  32. 
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rule  of  §  1.985-5  when  a  QBU  branch  or 
foreign  corporation  that  used  the  P&L 
method  in  a  post-1986  taxable  year 
changes  to  DASTM. 

The  translation  convention  adopted 
by  §  1.985-5  and  §  1.985-€(f) 
(translation  of  the  balance  sheet  into  tiie 
new  functional  currency  defisrral  of 
unrealized  exchange  gains  and  losses 
that  were  not  recognized  while  the  QBU 
used  the  P4L  method.  (However,  certain 
income  adjustments  are  required  under 
§  1.985-5(b).  (d)(2).  and  (e)(2)  in 
connection  with  the  spot  rate  rule.)  The 
Service  adopted  the  spot  rate  translation 
rule  because  it  is  relatively  easy  to  apply 
and  avoids  the  need,  discussed  in  more 
detail  below,  for  additional  income 
adjustments  in  connection  with  the 
change  in  method. 

One  commenter  objected  to  the 
application  of  different  translation 
conventions  depending  on  whether  a 
foreign  corporation  that  is  a  QBU  begins 
to  use  DASTM  in  1987  or  in  a  later  year. 
The  use  of  historical  exchange  rates  to 
determine  the  dollar  basis  of  fixed  assets 
will  preserve  the  dollar  value  of 
depreciation  deductions  in  determining 
the  dollar  earnings  and  profits  of  the 
foreign  corporation,  an  attribute  that  is 
lost  if  the  hyperinflationary  currency 
cost  basis  is  translated  at  the  current 
spot  exchange  rate.  Another  taxpayer 
suggested  that  the  use  of  historical 
exchange  rates  would  permit  increased 
reliance  on  financial  accounting  data  in 
determining  depreciation  deductions 
and  other  tax  accounting  adjustments 
under  DASTM.  Closer  conformity  to 
financial  accounting  records  is  an 
important  simplifying  objective  of  the 
proposed  amendments  to  §  1.985-3  and 
other  proposed  amendments  to 
regulations  under  section  964  governing 
book-to-tax  adjustments  that  are 
required  in  computing  earnings  and 
profits. 

These  proposed  regulations  are  in 
response  to  the  suggestion  in  these 
comments  that  equitable  and 
administrative  concerns  that  favor  some 
use  of  historical  exchange  rates 
combined  with  an  income  adjustment 
outweigh  the  simplification  benefits  of 
the  spot  rate  transition  rule.  The 
following  discussion  explains  why 
income  adjustments  are  necessary  when 
historical  exchange  rates  are  used  to 
translate  certain  balance  sheet  items 
from  a  hy{>erinflationary  currency  into 
dollars  in  the  case  of  (1)  a  QBU  branch 
that  computed  income  or  loss  under  the 
P&L  method  and  that  begins  to  use 
DASTM  in  any  po8t-1986  taxable  year, 
and  (2)  a  CFC  that  used  the  P&L  method 
m  a  po8t-1986  taxable  year  and 
subsequently  begins  to  use  DASTM. 


In  the  case  of  a  foreign  branch,  use  of 
a  combination  of  current  and  historical 
exchange  rates  to  translate  balance  sheet 
items  into  dollars  requires  an  income 
adjustment  to  the  extent  the  equity 
reflected  on  the  dollar  balance  sheet 
differs  fixim  the  taxpayer's  dollar  basis 
in  the  branch  determined  under  the  P&L 
method.  This  adjustment  is  necessary 
because  the  effect  of  using  DASTM 
translation  rules  is  to  step  up  (or  down) 
the  dollar  basis  of  the  branch's  net 
assets  to  reflect  amounts  that  would 
have  been  included  in  income  in  prior 
years  under  DASTM  but  were  not  taxed 
under  the  P&L  method. 

For  example,  a  taxpayer  with  a  QBU 
branch  that  is  financed  with  short-term 
hyperinflationary  debt  would  have 
recognized  exchange  gains  with  respect 
to  the  principal  of  the  debt  under 
DASTM  but  not  under  the  P&L  method. 
The  DASTM  balance  sheet  (which 
translates  the  basis  of  the  fixed  asset  at 
the  historical  exchange  rate  and  the 
amount  of  the  short-term  liability  at  the 
current  spot  rate)  will  reflect  these 
previously  unrecognized  exchange  gains 
in  equity.  An  income  adjustment  is 
required  to  ensure  that  the  taxpayer's 
dollar  equity  in  the  branch  reflects  only 
previously-taxed  amounts. 

In  the  case  of  a  foreign  corporation 
that  used  the  P&L  method  in  a  post-1986 
taxable  year,  use  of  historical  exchange 
rates  to  translate  certain  balance  sheet 
items  also  results  in  a  different  dollar 
amount  of  retained  earnings  than  would 
result  from  a  spot  rate  translation  of  the 
foreign  frinctional  currency  retained 
earnings  accumulated  under  the  P&L 
method.  In  the  case  of  a  noncontrolled 
foreign  corporation,  such  an  adjustment 
to  undistributed  earnings  and  profits 
would  not  necessarily  result  in  current 
Federal  income  tax  consequences 
because  such  earnings  are  subject  to  tax 
only  on  distribution.  However,  in  the 
case  of  a  CFC,  where  E&P  computed 
under  DASTM  would  have  differed 
from  E&P  computed  under  the  P&L 
method,  an  income  adjustment  at  the 
shareholder  level  is  appropriate  to  the 
extent  a  different  amount  of  subpart  F 
income  would  have  been  recognized 
under  DASTM. 

For  purposes  of  subpart  F  in  pre-1987 
taxable  years,  earnings  and  profits  and 
subpart  F  income  were  required  to  be 
computed  under  a  net  worth  method 
similar  to  DASTM.  Therefore,  the 
Service  believes  that  no  subpart  F 
income  adjustment  should  be  required 
with  respect  to  pre-1987  taxable  years  in 
the  case  of  a  U.S.  shareholder  of  a 
foreign  corporation  that  uses  DASTM 
beginning  in  1987  or  in  any  subsequent 
year.  Sudi  adjustments  are  necessary 
only  in  the  case  of  branch  earnings  and 


post-1986  subpart  F  income,  where  the 
use  of  the  P&L  method  resulted  in  a 
different  income  inclusion  than  would 
have  resulted  under  DASTM. 

For  purposes  of  section  902  in  pre- 
1987  taxable  years,  accumulated  profits 
were  computed  using  a  P&L  method.  It 
might  be  argued  that  pre-1987 
accumulated  profits  should  be  restated 
in  dollars  computed  under  a  net  worth 
method  when  a  foreign  corporation 
begins  to  use  DASTM  in  a  post-1986 
taxable  year,  so  that  the  corporation's 
total  earnings  and  profits  would  be 
computed  using*  single  method. 
However,  the  Service  believes  that  such 
a  rule  would  be  Inconsistent  with  the 
requirement  of  section  902(c)(6)  that  the 
tax  effect  of  dividends  paid  out  of  pre- 
1987  earnings  M  determined  under  old 
law  (using  a  P&L  method)  and  also 
would  be  extraordinarily  complex  for 
taxpayers  to  implement.  In  addition,  use 
of  a  net  worth  method  rather  than  a  P&L 
method  to  compute  earnings  generally 
would  not  alter  the  amount  of  a 
dividend  inclusion  with  respect  to  a 
distribution  out  of  pre-1987  earnings 
and  profits  (although  it  might  alter  the 
available  foreign  tax  credit). 
Accordingly,  the  Service  believes  that 
use  of  DASTM  translation  conventions 
necessitates  an  income  adjustment  at 
the  shareholder  level  only  with  respect 
to  post- 1986  subpart  F  income  amounts. 

Explanation  of  Provisions  ^    . 

The  proposed  regulations  would 
amend  the  transition  rules  applicable  to 
a  QBU  branch  or  foreign  corporation 
that  begins  to  use  DASTM  in  a  taxable 
year  beginning  after  the  proposed 
regulations  are  finalized.  In  addition, 
taxpayers  may  choose  to  apply  the 
proposed  rule  retroactively  as  an 
alternative  to  applying  the  spot  rate 
translation  rule  of  §  1.985-5  (or  §  1.985- 
5T)  and  §  1.985-6T(e).  (For  the  text  of 
the  temporary  regulations,  see  the  April 
1. 1992  edition  of  26  CFR  part  1  (1.908 
to  1.1000)).  Thus,  U.S.  shareholders 
who  elect  DASTM  on  behalf  of  a  foreign 
corporation  in  an  open  post- 198  7 
taxable  year,  but  before  the  effective 
date  of  the  proposed  regulations,  may 
apply  the  proposed  rule  to  all  prior 
open  years  instead  of  complying  with 
the  rules  of  §  1.985-5T.  The  proposed 
rule  also  may  be  applied  retroactively  to 
any  open  post-1986  year  for  which  a 
U.S.  taxpayer  makes  the  DASTM 
election  with  respect  to  a  QBU  branch. 

In  the  case  of  a  foreign  corporation 
that  is  not  a  CFC.  the  general  rule  would 
require  the  preparation  of  opening  and 
closing  dollar  balance  sheets  for  the  year 
of  change  under  the  rules  of  §  1 .985- 
3(c).  Earnings  and  profits  would  be 
adjusted  in  the  year  of  change.  The 
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opening  balance  io  the  post-1986 
undistributed  earnings  pool  for  the  year 
of  change  would  be  detennined  by 
subtracting  the  accumulated  earnings 
and  profits  detennined  under  DASTM 
principles  at  the  end  of  the  foreign 
corporation's  last  taxable  year  beginning 
before  1987  (or,  if  section  902(cU3KA) 
applies,  the  last  pre-acquisition  year) 
from  the  accumulated  earnings  and 
profits  determined  under  DASTM  at  the 
end  of  the  taxable  year  ending  before  the 
year  of  change.  No  adjustments  to 
income  at  either  the  corporate  level  or 
the  shareholder  level  would  be  required. 

Comments  are  requested  as  to 
whether  this  method  of  determining 
post-1986  earnings  is  an  appropriate 
substitute  for  making  annual  DASTM 
computations  for  eadi  post-1986  year, 
and  in  particular  whether  there  is  any 
need  to  compute  the  amount  of  DASTM 
earnings  in  each  section  904(d)  separate 
category  for  a  foreign  corporation  that  is 
not  a  CFC.  Suggestions  as  to  alternative 
methods  are  invited.  Note  that  since  the 
retained  earnings  on  the  dollar  balance 
sheet  for  the  year  of  change  reflects  both 
pre-1987  and  post-1986  earnings 
computed  in  dollars  under  DASTM, 
subtracting  the  pre-1987  accumulated 
profits  (translated  from  the  old 
functional  currency  into  dollars  at  the 
appropriate  spot  exchange  rate)  from  the 
total  retained  earnings  reflected  on  the 
dollar  balance  sheet  for  the  year  of 
change  will  not  acciirately  reflect  post- 
1986  earnings  computed  under  DASTM. 

In  the  case  of  a  CFC  or  a 
noncontrolled  foreign  corporation 
subject  to  the  special  rules  of  §  1.904- 
6(a)(2).  the  proposed  rule  would  apply 
the  rules  of  §  1.985-3  in  determining  the 
opening  dollars  balance  sheet  for  the 
year  of  change.  The  post-1986 
undistributed  earnings  pool  would  be 
determined  under  DASTM  for  each 
post-1986  year  (or  later  pre-acquisition 
year)  prior  to  the  year  of  change.  An 
adjustment  to  income  would  be  required 
at  the  shareholder  level  to  the  extent  the 
aggregate  amount  of  subpart  F  income  in 
any  section  904(d)  separate  category  that 
was  realized  during  the  post-1986 
period  when  the  CFC  had  a  foreign 
functional  currency  differs  from  the 
aggregate  amount  of  subpart  F  income 
that  would  have  been  realized  if  the 
CFC  had  used  DASTM  for  such  years. 
Any  excess  of  subpart  F  income 
determined  under  DASTM  over  that 
determined  under  the  P&L  method  is 
deemed  distributed  to  the  CFC's  United 
States  shareholder{s)  as  subpart  F 
income  (along  with  associated  deemed- 
paid  foreign  income  taxes,  if  any)  in  the 
year  of  the  change  to  DASTM. 
Geoecaliy,  any  positive  or  negative 


adjustment  to  income  would  be 
accounted  for  ratably  over  three  years. 

For  taxpayets  who  choose  to  apply 
the  revisod  transition  rule  to  DASTM 
elections  made  in  prior  years,  the 
Service  believes  that  this  adjustment 
with  respect  to  subpart  F  income  is 
necessary  to  avoid  creating  an 
opportunity  for  taxpayers  to  choose 
whether  to  elect  DASTM  in  a  prior, 
open  year  and  compute  subpart  F 
income  imder  DASTM  for  the 
intervening  years,  or  to  elect  DASTM 
prospectivel)^ while  avoiding  any 
increased  subpart  F  inclusions 
attributable  to  prior  years.  However,  the 
Service  is  concerned  that  computation 
of  the  shareholder-level  income 
adjustment  may  impose  substantial 
administrative  burdens  in  future  years, 
should  a  CFC*s  functional  currency 
become  hyperinflationary  after  its 
earnings  have  been  computed  in  a  non- 
dollar funcliunal  currency  using  the 
P&L  method  for  a  number  of  po5t-1986 
taxable  years.  Comments  are  requested 
as  to  whether  a  simpler  method  of 
approximately  the  appropriate 
adjustment  to  previously  reported 
subpart  F  incon>e  might  be  utilized. 
Options  being  considered  include 
requiring  separate  year  DASTM 
computations  for  a  limited  period  prior 
to  the  year  of  the  change,  such  as  the 
shorter  of  all  post-19e6  taxable  years  or 
the  base  years  used  to  detennined  that 
the  old  functional  currency  becomes 
hyperinflationary.  in  which  case  the 
rules  of  §  1.985-5  would  apply  in 
preparing  the  opening  balance  sheet  for 
the  first  year  of  the  look-back  period. 
Another  possible  method  would  treat  a 
portion  of  the  retained  earnings  on  the 
historic  dollar  balance  sheet  as  subpart 
F  income  based  on  an  average  historical 
ratio  of  subpart  F  income  to  total 
earnings  and  profits. 

Alternatively,  the  Service  is 
considering  whether  it  might  be 
preferable  to  retain  the  general  rule  of 
§  1.985-5  to  use  current  spot  exchange 
rates  to  translate  balance  sheet  items, 
including  earnings,  with  a  special 
provision  to  allow  the  use  of  historical 
excliange  rates  to  step  up  the  basis  of 
fixed  assets  to  the  extent  of  the  dollar 
amount  of  the  shareholder's  unrealized 
exchange  losses  on  paid-in  capital.  This 
approach  would  avoid  the 
"disappearing  plant"  problem  to  the 
extent  assets  were  funded  with  capital 
contributions,  while  denying  a  basis 
step-up  (that  must  be  accounted  for  by 
an  income  adjustment)  to  the  extent 
assets  were  funded  with 
hyperinflationary  currency  liabilities 
with  respect  to  which  exchange  gains  on 
repayment  were  not  recognized  under 


the  P&L  method.  Commenls  ara 
requested  on  these  issues. 

Under  the  proposed  rule,  in  the  case 
of  a  QBU  branch,  the  taxpayer  prepares 
an  opening  dollar  balance  sheet  for  the 
year  of  change  in  accordance  with  the 
rules  of  §  1.985-3.  Any  difference 
between  the  dollar  amount  of  retained 
earnings  reflected  on  this  balance  sheet 
and  the  taxpayer's  dollar  basis  pool  with 
respect  to  the  brandi  must  be  included 
in  income,  generally  over  three  years 
beginning  with  the  year  of  change.  This 
income  or  loss  is  cdiaracterized  and 
sourced  in  the  same  manner  as 
exchange  gain  or  loss  determined  imder 
section  987(3).  Comments  are  requested 
as  to  the  appropriateness  of  these 
character  and  source  rules. 

Special  Analjrsis 

It  has  been  determined  that  these 
proposed  rtiles  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  also  has  been 
determiiied  that  sectim  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C 
chapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C.  chapter  6)  do  not  apply  to 
these  regulations,  and,  therefore,  an 
initial  Regulatory  Flexibility  Analysis  is 
not  required.  Pursuant  to  section  7805(f) 
of  the  Internal  Revenue  Code,  these 
regulations  will  be  submitted  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  for  comment 
on  their  impact  on  small  business. 

Conunents  and  Request  for  Public 
Hearing 

Before  adopting  these  proposed 
regulations,  consideration  will  be  given 
to  any  written  comments  that  are  timely 
submitted  (preferably  a  signed  original 
and  eight  copies)  to  the  Internal 
Revenue  Service.  All  comments  will  be 
available  for  public  inspection  and 
copying.  A  public  hearing  will  be  held 
upon  written  request  by  any  person  who 
submits  written  comments  on  the 
proposed  rules.  Notice  of  the  time, 
place,  and  date  for  the  hearing  will  be 
published  in  the  Federal  Register. 

Drafting  Informatioa 

The  principal  autlior  of  these 
proposed  regulations  is  Barbara  Felker 
of  the  Office  of  the  Associate  Chief 
Counsel  (International),  Office  of  Chief 
Counsel,  Internal  Revenue  Service. 
Other  personnel  from  the  Internal 
Revenue  Service  and  Treasury 
Department  participated  in  developii^ 
the  regulations. 
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List  of  Subjects  in  26  CFR  1.985-0 
Ihrougb  1.9M(c)-l 

Income  taxes,  Reporting  and 
recordkeeping  reqiiirenients. 

Proposed  Amendment  to  the 
Regulations 

Accordingly.  26  CFR  oart  1  is 
proposed  to  be  amended  as  follows: 

PART  1-INCOME  TAX;  TAXABLE 
YEARS  BEGINNING  AFTER 
DECEMBER  31. 1953 

Paragraph  1.  The  authority  citation 
for  part  1  continues  to  read  in  part  as 
follows: 

Authority:  26  U.S.C  7805  *  •  * 

Par.  2.  Section  1.985-7  is  added  to 
read  as  follows: 

§1.985-7    Adiustments  required  in 
connection  witti  a  change  to  DASTM. 

(a)  In  general.  If  a  QBU  begins  to  use 
the  dollar  approximate  separate 
transactions  method  of  accounting  set 
forth  in  §  1.985-3  PASTM)  in  a  taxable 
year  beginning  after  {E)ate  30  days  after 
the  date  final  regulations  are  published 
in  the  Federal  Register],  the  rules  of 

§  1.985-3  shall  apply  in  determining  the 
QBU's  opening  and  closing  dollar 
balance  sheets  for  the  year  of  change  as 
defined  in  §  1.481-l(a)(l).  In  addition, 
an  adjustment  to  income  shall  be  made 
to  the  extent  required  by  this  section. 
See  paragraph  (b)  of  this  section  for 
transition  rules  regarding  earnings  and 
profits  adjustments,  paragraph  (c)  of  this 
section  for  rules  with  respect  to 
adjustments  to  the  income  of  United 
States  shareholders  of  controlled  foreign 
corporations,  paragraph  (d)  of  this 
section  for  rules  with  respect  to 
adjustments  to  income  with  respect  to 
QBU  branches,  and  paragraph  (e)  of  this 
section  for  the  effective  date  of  this 
section.  For  rules  applicable  to  a  QBU 
that  used  DASTM  for  its  first  taxable 
year  beginning  in  1987,  see  §  1.985-6. 

(b)  Earnings  and  profits 
adjustments— {\)  Pre-lSS?  accumulated 
profits.  The  foreign  income  taxes  and 
accumulated  profits  or  deficits  in 
accumulated  profits  of  a  foreign 
corporation  that  are  attributable  to 
taxable  years  of  the  foreign  corporation 
beginning  before  January  1, 1987,  and 
that  were  maintained  for  purposes  of 
section  902  in  the  old  functional 
currency,  shall  be  translated  into  dollars 
at  the  spot  exchange  rate  in  effect  on  the 
first  day  of  the  foreign  corporation's  first 
taxable  year  beginning  after  December 
31, 1986.  Once  translated  into  dollars, 
these  pre-1987  taxes  and  accumulated 
profits  or  deficits  in  accumulated  profits 
shall  (absent  a  change  in  functional 


currency)  remain  in  dollars  for  all 
federal  income  tax  purposes. 

(2)  Post- 1986  undistributed  earnings. 
In  the  case  of  a  controlled  foreign 
corporation  (within  the  meaning  of 
section  957  or  section  953(c)(1)(B)) 
(CFC)  or  a  foreign  corporation  subject  to 
the  rules  of  §  1.904-6(a)(2),  the 
corporation's  post-1986  undistributed 
earnings  in  each  separate  category  as 
defined  in  §  1.904-5(a)(l)  as  of  the  first 
day  of  the  taxable  year  of  change  (and 
prior  to  adjustment  under  paragraph 
(c)(1)  of  this  section)  shall  e^ual  the  sum 
of  the  earnings  and  profits  (or  deficit  in 
earnings  and  profits)  in  such  separate 
category  determined  under  §  1.985-3  for 
each  post-1986  taxable  year  (or  such 
later  year  determined  under  section 
902(c)(3)(A))  prior  to  the  year  of  change, 
reduced  by  the  aggregate  dollar  amount 
(translated  firom  functional  currency  in 
accordance  with  the  rules  of  section 
989(b))  attributable  to  earnings  and 
profits  (including  previously  taxed 
earnings  and  profits  within  the  meaning 
of  sections  959  and  1293(c))  that  were 
distributed  or  treated  as  distributed  in 
prior  years  out  of  post-1986  earnings 
and  profits  in  such  separate  category.  In 
the  case  of  all  other  foreign 
corporations,  post-1986  undistributed 
earnings  shall  be  determined  by 
subtracting  the  accumulated  earnings 
and  profits  determined  under  the 
principles  of  §  1.985-3  at  the  end  of  the 
foreign  corporation's  last  taxable  year 
beginning  before  January  1, 1987,  or 
such  later  year  determined  under 
section  902(c)(3)(A).  from  the 
accumulated  earnings  and  profits 
determined  under  §  1.985-3  at  the  end 
of  the  taxable  year  ending  before  the 
year  of  change. 

(c)  United  States  shareholders  of 
con  trolled  foreign  corporations — ( 1 ) 
Income  adjustment — (i)  Computation.  A 
United  States  shareholder  (within  the 
meaning  of  section  951(b)  or  section 
953(c)(1)(A))  of  a  CFC  that  changes  to 
DASTM  shall  adjust  gross  income  in 
accordance  with  the  rules  of  this 
paragraph  (c)(1)  to  the  extent  that  its  pro 
rata  share  of  the  CFC's  subpart  F  income 
in  post-1986  years  as  determined  under 
DASTM  differs  from  the  CFC's  subpart 
F  income  as  previously  determined.  The 
shareholder  first  shall  compute,  in  each 
separate  category,  the  sum  of  the  CFC's 
subpart  F  income  in  post-1986  years  as 
determined  under  DASTM  for  each 
post-1986  taxable  year  prior  to  the  year 
of  change  (post-1986  DASTM  subpart  F 
income).  The  shareholder  next  shall 
compute,  in  each  separate  category,  the 
sum  of  the  CFC's  subpart  F  income  in 
post-1986  years  as  determined  under  the 
profit  and  loss  method  using  the  old 
functional  currency  and  translated  into 


dollars  in  accordance  with  section 
989(b)  for  each  post-1986  taxable  year 
prior  to  the  year  of  change  (post- 1986 
P&L  subpart  F  income).  The  shareholder 
then  shall  determine  the  difference,  for 
each  separate  category  in  the  post-1986 
period,  between  the  po8t-1986  DASTM 
subpart  F  income  and  the  post- 1986  PfcL 
subpart  F  income. 

(it)  Manner  of  adjustment.  An  excess 
of  post-1986  DASTM  subpart  F  income 
over  post-1986  P&L  subpart  F  income  in 
any  separate  category  shall  be  deemed 
distributed  pro  rata  to  the  CFC's  United 
States  shareholder(s)  on  the  first  day  of 
the  taxable  year  of  change.  Any  such 
deemed  distribution  shall  be  accounted 
for  as  an  amount  included  in  income 
under  section  951(a)(1)  for  all  federal 
income  tax  purposes  (including  sections 
902.  959,  960,  961,  1248,  and  6038).  In 
addition,  the  CFC's  United  States 
shareholder(s)  shall  reduce  gross 
income  in  a  separate  category  to  reflect 
a  pro  rata  share  of  an  excess  of  post- 
1986  P&L  subpart  F  income  over  post- 
1986  DASTM  subpart  F  income  in  that 
separate  category.  See  section  904(f)  and 
the  regulations  thereunder  for  rules 
applicable  if  an  adjustment  under  this 
section  results  in  a  loss  for  the  taxable 
year  in  a  separate  category.  Adjustments 
under  this  section  shall  be  taken  into 
account  by  the  shareholder  ratably  over 
three  taxable  years,  beginning  with  the 
year  of  change,  or  any  applicable  shorter 
period.  An  appropriate  adjustment  shall 
be  made  to  the  basis  of  the  shareholder's 
stock  under  section  961.  Similar  rules 
shall  apply  in  determining  adjustments 
to  income  of  United  States  persons  who 
have  made  an  election  under  section 
1295  to  treat  a  passive  foreign 
investment  company  as  a  qualified 
electing  fund. 

(2)  Foreign  tax  credit.  A  United  States 
shareholder  of  a  CFC  shall  compute  an 
amount  of  foreign  taxes  deemed  paid 
under  section  960  with  respect  to  any 
deemed  distribution  determined  under 
paragraph  (c)(1)  of  this  section.  The 
amount  of  foreign  taxes  deemed  paid 
shall  be  computed  with  reference  to  the 
full  amount  of  the  deemed  distribution 
and  to  the  post-1986  undistributed 
earnings  determined  under  paragraph 
(b)(2)  of  this  section  and  the  post-1986 
foreign  income  taxes  of  the  CFC  on  the 
first  day  of  the  taxable  year  of  change 
[i.e..  without  taking  into  account 
earnings  and  taxes  for  the  year  of 
change).  For  purposes  of  section  960, 
the  associated  taxes  in  each  separate 
category  shall  be  allocated  pro  rata 
among,  and  deemed  paid  in,  the 
shareholder's  taxable  year  or  years  in 
which  the  income  is  taken  into  account. 
(No  adjustment  to  foreign  taxes  deemed 
paid  in  prior  years  is  required  solely  by 
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reason  of  a  negative  adjustment  to 
income  under  paragraph  (c)(1)  of  this 
section.) 

(d)  QBLT  branches.  The  adjustment 
required  when  a  QBU  branch  of  a 
taxpayer  changes  to  DASTM  shall  be 
determined  by  subtracting  the  dollar 
amount  of  the  taxpayer's  basis  pool  with 
respect  to  the  branch  on  the  last  day  of 
the  taxable  year  prior  to  the  year  of 
change  from  the  dollar  equity  reflected 
on  the  branch's  opening  dollar  balance 
sheet  for  the  year  of  change,  as 
determined  under  paragraph  (a)  of  this 
section.  The  adjustment  shall  be  taken 
into  account  by  the  taxpayer  ratably 
over  three  taxable  years,  beginning  with 
the  year  of  change,  or  any  applicable 
shorter  period.  The  adjustment  shall  be 
characterized  and  sourced  in  the  same 
manner  as  section  987  gain  or  loss. 

(e)  Effective  date.  This  section  is 
effective  for  taxable  years  beginning 
after  [Date  that  is  30  days  after  the 
publication  of  final  regulations  in  the 
Federal  Register].  However,  a  taxpayer 
may  choose  to  apply  this  section  to  all 
open  taxable  years  beginning  after 
December  31, 1986.  provided  each 
person,  and  each  QBU  branch  of  a 
person,  that  is  related  (within  the 
meaning  of  §  1.985-2(d)(3))  to  the 
taxpayer  also  applies  these  rules. 
Michael  P.  Dolan, 

ActingJCommissioner  of  Internal  Revenue. 
IFR  Doc  92-31468  Filed  12-31-92;  8:45  am] 
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Income,  Gift  and  Estate  Tax 

AGENCY:  Internal  Revenue  Service, 

Treasury. 

ACTXm:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  document  contains 
proposed  regulations  relating  to  income 
tax  imposed  imder  chapter  1,  the  estate 
tax  imposed  imder  chapter  11  and  the 
gift  tax  imposed  imder  chapter  12  of  the 
Internal  Revenue  Code  of  1986.  Changes 
to  the  marital  deduction  provisions  of 
the  estate  and  gift  tax  chapters  were 
made  by  the  Technical  and 
Miscellaneous  Revenue  Act  of  1988. 
Further  amendments  were  made  by  the 
Revenue  RecondUation  Act  of  1989, 
and  the  Revenue  Reconciliation  Act  of 
1990.  The  proposed  regulations  will 
provide  the  guidance  needed  to  comply 
with  the  changes  to  the  marital 
deduction  provisions  of  the  estate  and 
gift  tax  chapters. 


DATES:  Written  comments,  requests  to 
appear,  and  outlines  of  oral  comments 
to  oe  presented  at  the  public  hearing 
scheduled  for  March  2, 1993.  must  be 
received  by  February  18, 1993. 
ADDRESSES:  Send  comments,  requests  to 
appear,  and  outlines  to:  Internal 
Revenue  Service,  P.O.  Box  7604,  Ben 
Franklin  Station,  Attention: 
CC:CORP:T:R  (PS  102-88).  Room  5228. 
Washington,  DC  20044. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Concerning  the  regulation.  Susan 
Hurwitz  or  George  Masnik  at  (202)  622- 
3090  (not  a  toll  free  call);  concerning  the 
hearing,  Michael  Slaughter,  (202)  622- 
7190  (not  a  toll  free  call). 

SUPPLEMENTARY  INFORMATION: 

Paperwork  Reduction  Act 

The  collection  of  information 
requirements  contained  in  this  notice  of 
proposed  rulemaking  have  been 
submitted  to  the  Office  of  Management 
and  Budget  for  review  in  accordance 
with  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C.  3504(h)).  Comments  on 
the  collection  of  information 
requirements  and  suggestions  for 
reducing  the  burden  should  be  sent  to 
the  Office  of  Management  and  Budget, 
Attention:  Desk  Officer  for  the 
Department  of  Treasury,  Office  of 
Information  and  Regulatory  Affairs, 
Washington,  DC  20503,  with  copies  to 
the  Internal  Revenue  Service,  Attention: 
mS  Reports  Clearance  Officer  T:FP. 
Washington,  DC  20224. 

The  collection  of  information 
requirements  contained  in  these 
regulations  are  in  §§  20.2056A-2, 
20.2056A-^.  20.2056A-10(a)  and 
20.2056A-10(b).  This  information  is 
required  by  the  Internal  Revenue 
Service  in  order  to  administer  the 
qualified  domestic  trust  provisions  in 
section  2056(d)  and  section  2056A.  This 
information  will  be  used  to  monitor 
qualified  domestic  trusts  regarding  their 
compliance  with  the  statutory  and 
regulatory  requirements.  The  likely 
respondents  are  trustees  and  executors. 

These  estimates  are  an  approximation 
of  the  average  time  expected  to  be 
necessary  for  a  collection  of 
information.  They  are  based  on  such 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  may  require  greater  or  less 
time,  depending  on  their  particular 
circumstances.  Estimated  total  annual 
reporting  and  recordkeeping  burden: 
7,650  hours.  The  estimated  burden  per 
respondent  varies  fit)m  30  minutes  to  3 
hours,  with  an  estimated  average  of  2 
hours.  Estimated  number  of 
respondents:  3,000.  Estimated  annual 
frequency  of  responses;  one. 


Background 

This  dociunent  contains  proposed 
additions  to  the  Income,  E^te  and  Gift 
Tax  Regulations  (26  CFR  parts  1,  20  aUd 
25)  imder  sections  1015,  2056,  2056A, 
2101.  2102.  2106.  2503,  and  2523  of  the 
Code.  The  "Technical  and  Miscellaneous 
Revenue  Act  of  1988  (Pub.  L.  100-647) 
(the  1988  Act)  added  section  20S6A  to 
the  Code  and  amended  sections  2056, 
2523,  2101,  2102,  and  2106.  Some  of 
these  sections  have  been  further 
amended  by  the  Revenue  Recondliatitm 
Act  of  1989  (Pub.  L.  101-239)  (the  1989 
Act),  and  the  Revenue  RecondUation 
Art  of  1990  (Pub.  L.  101-508)  (the  1990 
Art).  The  1988, 1989,  and  1990  Acts 
place  restrictions  dn  the  allowance  of 
the  estate  and  gift  tax  marital  deduction 
where  the  surviving  spouse  (in  the  case 
of  a  transfer  at  death)  or  the  donee 
spouse  (in  the  case  of  a  lifetime  transfer) 
is  not  a  dtizen  of  the  United  States.  In 
addition,  the  gift  tax  annual  exclusion 
allowable  in  the  case  of  a  transfer  to  a 
noncitizen  spouse  was  increased  to 
$100,000.  The  statutory  amendments 
also  changed  the  tax  rate  and  the 
amount  of  the  imified  credit  apj^licable 
in  the  case  of  the  estate  of  a  deosdent 
nonresident  not  a  citizen  of  the  United 
States  (nonresident  alien).  The  terms 
"resident"  and  "nonresident"  are  used 
in  this  document  to  refer  to  residence 
status  for  estate  tax  purposes  only,  and 
not  for  income  tax  purposes. 

Explanation  of  Provisions 

Oveiview 

Prior  to  the  enactment  of  the  1988 
Art,  section  2056  of  the  Code  provided 
an  unlimited  estate  tax  marital 
dedurtion  for  estates  of  United  States 
dtizens  or  residents  regardless  of  the 
dtizenship  of  the  surviving  spouse. 
Similarly,  under  section  2523,  the  gift 
tax  marital  dedurtion  was  allowable  for 
transfers  by  a  United  States  dtizen  or 
resident  to  a  spouse,  regardless  of  the 
citizenship  of  the  spouse.  The  1988  Art 
placed  restrictions  on  the  availability  of 
the  estate  tax  marital  deduction  if  the 
surviving  spouse  is  not  a  United  States 
dtizen  and  eliminated  the  gift  tax 
marital  dedurtion  if  the  donee  spouse  is 
not  a  United  States  dtizen.  These  new 
rules  are  generally  effective  with  respert 
to  estates  of  decedents  dying  after 
November  10. 1988,  and  for  gifts  made 
on  or  after  July  14, 1988.  However,  the 
1989  Art  (as  amended  by  the  1990  Art) 
limited  the  appUcation  of  these  rules  in 
the  case  of  certain  estate  and  gift  tax 
transfers  otherwise  covered  by  certain 
tax  treaties. 

WMh  respert  to  the  estate  tax.  in  the 
case  of  decedents  dying  after  November 
10, 1988,  the  marital  deduction  is 
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allowable  for  property  passing  to  a 
noncitizen  spoiise  only  if  the  property 
passes  (or  is  deemed  to  have  passiad)  in 
a  "Qualified  Domestic  Trust"  (CyXTT). 
An  exGepticm  to  this  rule  is  provided  if 
the  surviving  spouse  becomes  a  citizen 
of  the  United  States  befwe  the  estate  tax 
return  is  filed  and  the  spouse  was  a 
resident  of  the  United  States  (as  defined 
for  estate  tax  and  not  for  inctnne  tax 
purposes)  at  all  times  after  the  date  of 
the  decedent's  death  and  before 
becoming  a  United  States  citizen. 
Further,  with  certain  exceptions,  a 
deferred  estate  tax  under  section 
2056A(b)  of  the  Code  is  imposed  on 
distributions  of  corpus  from  the  C^XDT 
during  the  spouse's  lifetime  and  on  the 
balance  of  the  corpus  held  in  the  trust 
at  the  spouse's  death. 

Under  section  20S6(d)  of  the  Code, 
property  passing  to  a  trust  that  does  not 
satisfy  tine  requirements  for  a  QDOT 
may  be  reformed  to  qualify  under 
section  2056A.  Similarly,  where  an 
interest  in  property  passes  outright  to  a 
noncitizen  surviving  spouse,  either  by 
testamentary  bequest  or  by  operation  of 
law,  the  property  is  treated  as  passing  to 
the  surviving  spouse  in  a  QDOT  if  the 
spouse  (or  the  executor  of  the 
decedent's  estate)  transfers  the  property 
to  a  QDOT  before  the  estate  tax  return 
is  filed  and  during  the  time  the  QDOT 
election  may  be  made.  Alternatively,  the 
spouse  can  assign  the  property  to  a 
QDOT  under  an  enforceable  and 
irrevocable  assignment  made  on  or 
before  the  date  on  which  the  return  is 
filed  and  during  the  time  that  the  QDOT 
election  may  be  made.  The  spouse  must 
thereafter  transfer  the  property  to  the 
QDOT  in  a  timely  manner. 

If  the  s\irviving  spouse  becomes  a 
citizen  of  the  United  States  after  the 
establishment  of  a  QDOT,  special  rules 
apply.  If  the  surviving  spouse  has  been 
a  United  States  resident  from  the  date  of 
the  death  of  the  decedent  or  if  no 
taxable  distributions  have  been  made 
firom  the  QDOT  prior  to  such  time,  the 
deferred  estate  tax  no  longer  applies.  If 
neither  of  these  conditions  is  satisfied, 
the  surviving  spouse  must  make  certain 
elections  in  oraer  to  avoid  the  future 
application  of  the  deferred  estate  tax 
Where  property  is  held  by  a  United 
States  citizen  or  resident  decedent  and 
a  noncitizen  surviving  spouse  as  }oint 
tenants  or  as  tenants  hy  the  entirety,  the 
joint  property  is  sub)ect  to  inclusion  in 
the  decedent's  gross  estate  under  section 
2040(a)  of  the  Code,  based  on  the 
relative  contribution  of  the  decedent 
towards  the  purdtase  of  the  propoty 
and  section  2040(b)  (which  provides  for 
the  incl\Mion  of  only  one-half  of  the 
vahie  of  the  proper^  in  the  case  of  )oint 
interests  of  husbuMU  and  wives)  does 


not  apply.  A  limited  transition  rule  may 
apply  to  treat  prior  gifts  to  the  spouse 
as  the  spouse's  con^butions  for  this 
purpose.  In  accordance  with  sectirau 
2103.  2031,  and  2040(a)  of  the  Code, 
similar  rules  apply  if  the  decadent  was 
a  nonresident  alien  and  the  spouse  is 
not  a  United  States  citizen. 

"rhese  new  provisions  are  contained 
in  sections  2ois6(d)  and  2056A  of  the 
Code.  In  order  to  ensure  that  the  new 
regulations  are  readily  accessible,  i^  of 
the  proposed  regulations  are 
promulgated  under  section  2056A. 

With  respect  to  the  gift  tax,  the 
statutory  amendments  eliminated  the 
marital  deduction  for  gifts  made  by  a 
United  States  citizen  or  resident  donor 
to  a  nondtizen  spouse,  effective  for  gifts 
made  on  or  after  July  14, 1988. 
However,  the  gift  tax  annual  exdusion 
was  increased  to  $100,000  for  qualifying 
transfers  to  a  nondtizen  spouse.  The 
statutory  amendments  also  reinstated 
the  prindples  of  sections  2515  and 
2515A  (as  such  sections  were  in  effect 
before  their  repeal  by  the  Economic 
Recovery  Tax  Act  of  1981)  with  respect 
to  the  creation  of  )oint  tenandes  and 
lenandes  by  the  entirety  where  the 
donee  spouse  is  not  a  United  States 
dtizen,  except  that  the  provisions  of 
section  2515  providing  for  an  election  to 
treat  the  creation  of  the  tenancy  as  a  gift 
do  not  apply. 

The  statutory  amendments  also 
substantially  revised  the  estate  and  gift 
tax  provisions  previously  applicable  to 
nonresident  aliens  in  a  number  of  ways. 
First,  the  estate  tax  rates  applicable  to 
United  States  dtizen  and  resident 
decedents  are  made  applicable  to  estates 
of  nonresident  aliens.  Second,  the 
allowable  unified  credit  is  increased  to 
S13.000.  Where  permitted  by  treaty, 
however,  the  estate  of  a  nonresident 
alien  is  allowed  the  unified  credit 
applicable  to  estates  of  United  States 
dtizen  or  resident  decedents  multiplied 
by  the  proportion  of  the  total  gross 
estate  situated  in  the  United  States 
(compared  to  the  entire  gross  estate, 
wherever  situated). 

The  statutory  amendments  also 
provided,  for  the  first  time,  that  a 
nonresident  alien  decedent  or  donor  is 
allowed  the  estate  and  gift  tax  marital 
deduction  for  qualifying  transfers  to  a 
surviving  or  donee  spouse  on  the  same 
basis  as  a  United  States  dtizen  or 
resident  donor  or  decedent.  Thus,  a 
transfer  to  the  surviving  spouse  of  a 
nonresident  alien  decedent  will  qualify 
for  the  estate  tax  marital  deduction  if 
the  requirements  of  section  2056 
(induding,  subjed  to  the  spedal  rules 
for  treaties,  the  QDOT  requirements)  are 
satisfied.  Similarly,  a  transfer  by  a 
nonresident  alien  (kmor  to  a  spouse 


who  is  a  United  States  dtizen  will 
qualify  for  the  gift  tax  marital  deduction 
if  the  requirements  of  section  2523  are 
satisfied.  The  statutory  amendments 
also  clarified  that  the  increased 
$100,000  annual  exclusion  is  available 
to  a  nonresident  alien  donor  whose 
spouse  is  not  a  United  States  dtizen. 
Tiie  changes  made  with  respect  to  Joint 
tenancy  property  between  spouses  are 
also  maoe  applicable  to  nonresident 
alien  decedents  and  donors. 

Qualified  Domestic  Trust 

A  QDOT  is  a  trust  that  otherwise 
qualifies  for  the  marital  deduction 
under  section  2056(b)(5)  (life  estate  with 
power  of  appointment),  section 
2056(b)(7)  (qualified  terminable  interest 
property),  S  20.2056(e)-2(bKl)(i)-(iii)  of 
the  Estate  Tax  Regulations  (estate  trust), 
or  secticm  2056(b)(8)  (lifetime 
benefidary  of  a  charitable  ranainder 
trust  described  in  section  664),  and  that 
also  meets  the  requiremoits  of  section 
2056A(a).  Those  requirements  are:  (1) 
The  trust  must  require  that  at  leAst  one 
trustee  of  the  trust  be  an  individual 
dtizen  of  the  United  States  or  a 
domestic  corporation;  (2)  the  trust  must 
provide  that  no  distribution,  other  than 
a  distribution  of  income,  may  be  made 
from  the  trust  unless  a  trustee  who  is  an 
individual  dtizen  of  the  United  States 
or  a  domestic  corporation  has  the  right 
to  withhold  from  the  distribution  the  tax 
imposed  by  section  2056A(b)  on  the 
distribution:  (3)  the  trust  must  meet  any 
additional  requirements  as  prescribed 
by  regulations  to  ensure  collection  of 
any  tax  imposed;  and  (4)  the  executor 
must  elect  on  the  decedent's  estate  tax 
return  to  treat  the  trust  as  a  QDOT.  Even 
though  the  requirements  for  qualifying 
as  a  QEKDT  have  been  modified  several 
times  since  the  1988  Act,  the 
requirements  as  provided  above  are 
applicable  for  all  decedents  dying  after 
November  10, 1988. 

The  legislative  history  underlying  the 
1988  Act  expresses  Congress'  concern 
that  insuffident  assets  might  be  subjed 
to  United  States  tax  jurisdiction  w^en 
the  deferred  estate  tax  imposed  under 
section  2056A(b)  becomes  due.  thus 
jeopardizing  collection  of  the  tax 
deterred  upon  the  death  of  the  first 
decedent.  See  H.R  Rep.  No.  1104. 100th 
Cong..  2d  Sess.  115  (1988).  To  proted 
against  this  possibility,  section 
205eA(a)(2)  spedfically  authorizes  the 
Secretary  to  promulgate  regulations  to 
ensure  collection  of  the  tax.  These 
proposed  regulations  are  issued 
pursiiant  to  that  authority.  Under  the 
proposed  regulations,  if  the  fair  market 
value  of  the  assets  of  the  QDOT  at  the 
death  of  the  first  decedent  exceeds  $2 
million,  the  trust  instrument  must 
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require  that:  (1)  At  least  one  trustee  be 
a  bank  as  defined  in  section  581,  or  (2J 
the  trustee  furnish  a  bond  or  security  to 
the  Service  in  an  amount  equal  to  65 
percent  of  the  fair  market  value  of  the 
trust  corpus,  determined  as  of  the  date 
of  the  decedent's  death,  and  subject  to 
review.  If  the  fair  market  value  of  the 
QIX)T  assets  at  the  first  decedent's 
death  is  $2  million  or  less,  the  QDOT 
need  not  meet  the  foregoing  trustee  or 
security  requirements  to  qualify  as  a 
QIX)T  (although  it  may  electively  do 
so).  As  an  alternative,  if  the  trustee  or 
security  arrangements  are  npt  elected, 
the  trust  instrument  of  these  smaller 
trusts  must  expressly  provide  that  no 
more  than  35  percent  of  the  fair  maiiiet 
value  of  the  trust  assets,  determined 
annually,  may  be  invested  in  real 
property  that  is  not  located  in  the 
United  States. 

hi  arriving  at  the  $2  million  dollar 
threshold,  the  Service  weighed  various 
factors  including  administrative  burden, 
impact  of  institutional  trustees'  fees, 
and  the  need  to  ensure  the  coUectability 
of  the  deferred  estate  tax.  The  Service 
believes  that  the  $2  million  threshold 
for  requiring  an  institutional  trustee 
appropriately  balances  these 
considerations.  The  Service  requests 
comments  as  to  whether  a  monetary 
threshold  for  imposing  stricter  trust 
requirements  designed  to  provide 
greater  assurance  for  collection  of  the 
tax  is  appropriate  and  if  so,  whether  $2 
million  is  the  appropriate  threshold. 

The  proposed  regulations  also  contain 
an  anti-abuse  rule  that  provides  for 
disqualification  of  a  QDOT  if  the  trust 
uses  any  device  or  arrangement  that  has 
as  a  principal  purpose  the  avoidance  of 
liability  for  the  deferred  estate  tax.  The 
regulations  also  require  that  the  trustee 
report  annually  (by  statement  attached 
to  the  Form  1041  filed  for  the  trust) 
regrading  the  trust's  compliance  with 
these  regulatory  requirements.  Certain 
restrictions  are  also  imposed  on  U.S. 
citizens  who  act  as  a  trustee  of  the 
QDOT. 

The  Service  will  publish  guidance  in 
the  Internal  Revenue  Bulletin  pursuant 
to  which  either  larger  or  smaller  trusts 
can  request  approval  for  an  alternate 
plan  to  assure  collection  of  the  deferred 
estate  tax. 

Section  20.2056A-13  contains  a 
special  eH^ective  date  rule  for 
implementing  these  requirements. 

Election  of  Treat  Trust  as  a  QPOT 

The  QDOT  election  must  be  made  by 
the  executor  on  the  last  estate  tax  return 
filed  before  the  due  date  or,  if  a  timely 
return  is  not  filed,  on  the  first  return 
filed  after  the  due  date.  If  the  election 
is  made  on  a  late-filed  return,  it  must  be 


made  no  later  than  one  year  after  the 
due  date  (including  extensions). 

The  proposed  regulations  allow  an 
executor  to  make  a  protective  QDOT 
election  if  there  is  a  bona  fide  legal 
controversy  that  would  render  the 
making  of  the  election  at  the  time  the 
return  is  filed  not  feasible;  for  example, 
a  controversy  as  to  whether  property 
otherwise  eligible  for  the  deduction  is 
includable  in  the  gross  estate.  However, 
due  to  the  time-period  restrictions 
imposed  by  the  statute  on  the  making  of 
the  election,  a  return  must  be  filed 
making  the  protective  election  within 
the  time  period  prescribed  by  the 
statute. 

The  proposed  regulations  do  not 
permit  an  executor  to  make  a  partial 
QDOT  election;  that  is.  an  election  with 
respect  to  less  than  all  of  the  property 
held  in  the  QDOT  (or  deemea  to  be  so 
held  under  the  nonassignable  annuity 
rules  discussed  below).  Partial  elections 
are  not  authorized  by  the  statute  and 
would  present  computational 
difficulties  in  determining  the  deferred 
estate  tax  in  the  event  of  a  distribution 
of  corpus  from  the  trust. 

Imposition  of  Deferred  Estate  Tax 

Under  section  2056A(b),  a  deferred 
estate  tax  is  imposed  in  the  case  of 
certain  "taxable  events."  In  general, 
distributions  from  the  trust  during  the 
spouse's  lifetime  constitute  taxable 
events.  However,  distributions  of 
income  to  the  spouse  and  distributions 
of  principal  to  tne  surviving  spouse  on 
account  of  hardship  are  exempted  from 
the  deferred  tax.  The  tax  is  also  imposed 
on  the  value  of  the  trust  corpus  (1)  at  the 
time  of  the  noncitizen  surviving 
spouse's  death,  or  (2)  if  the  trust  ceases 
to  meet  the  requirements  of  a  QDOT 
(including  the  requirements  proposed 
by  these  regulations  to  ensure  collection 
of  the  tax). 

Regarding  the  exemption  for  lifetime 
distributions  of  income,  section 
2056A(c)(2)  provides  that  except  as 
provided  by  regulations,  the  term 
"income"  has  the  same  meaning  as 
provided  in  section  643(b).  This 
definition  generally  allocates  items 
between  principal  and  income  based  on 
local  law  and  the  terms  of  the  governing 
instrument.  However,  the  section  643(b) 
definition  of  income  is  modified  under 
the  proposed  regulations  to  prevent  the 
characterization  as  income  of  items  that 
would  normally  be  viewed  as  corpus, 
such  as  gain  realized  on  the  sale  of  a 
trust  asset.  In  the  absence  of  this 
modification,  such  items  could  be 
allocated  to  income  under  the  terms  of 
the  trust  and,  thus,  possibly  be 
distributed  without  incurring  a  deferred 
estate  tax  Accordingly,  under  the 


proposed  regulations,  items  that  would 
ordinarily  be  allocated  to  principal  by 
applicable  local  law.  such  as  capital 
gains,  are  treated  as  principal  for 
purposes  of  determining  whether  die 
distiibution  is  tax  exempt,  reeardlett  of 
how  the  item  is  allocated  under  the 
terms  of  the  trust  Items  of  income  in 
respect  of  a  decedent  (IRD),  described  in 
section  691  of  the  Code,  are  treated  as 
income  or  principal  in  accordance  with 
the  foregoing  standards.  Although  the 
legislative  history  gives  no  indication  of 
providing  special  treatment  for  IRD 
items,  comments  are  requested  as  to  the 
treatment  of  IRD  for  these  purposes. 

Regarding  the  hardship  exemption, 
the  proposed  regulations  define 
"hardship"  generally  in  the  same 
manner  as  does  §  1.401(k)-l(d)(2)(i) 
(involving  permissible  distributions 
from  certain  deferred  compensation    ^ 
plans).  A  distribution  is  made  on 
account  of  hardship  under  the  proposed 
regulations  if  the  distribution  is  in 
response  to  an  immediate  and  heavy 
financial  need  relating  to  the  noncitizen 
surviving  spouse's  health,  maintenance, 
or  support.  A  distribution  is  not 
considered  made  on  account  of 
hardship  to  the  extent  that  the  amount 
distributed  may  be  obtained  from  other 
sources  that  are  reasonably  available  to 
the  noncitizen  surviving  spouse  or  if  the 
conditions  of  section  2056A(b)(2)(C).      - 
pertaining  to  the  appointment  of  a 
designated  filer  in  the  case  of  multiple 
QDOTs,  are  not  satisfied. 

In  the  case  of  a  taxable  event,  the 
deferred  estate  tax  is  the  amoimt  of  tax 
that  would  have  been  imposed  imder 
section  2001  had  the  property  subject  to 
the  tax  been  included  in  the  first 
decedent's  taxable  estate.  These 
proposed  regulations  define  "the  tax 
which  would  have  been  imposed"  on  a 
net  basis  (i.e.,  after  all  applicable 
credits). 

Generally,  in  computing  the  deferred 
estate  tax,  the  rate  of  tax  is  determined 
by  reference  to  the  actual  size  of  the  first 
decedent's  estate,  as  increased  by  the 
{unount  involved  in  the  taxable  event 
However,  the  highest  estate  tax  rate 
must  be  used  if  the  tax  imposed  on  the 
first  decedent's  estate  has  not  been 
finally  determined  at  the  time  of  the 
taxable  event,  or  if  there  is  more  thau 
one  QEXDT  with  respect  to  the  first 
decedent  and  the  designated  filer 
provisions  of  these  proposed  regulations 
are  not  complied  with.  Use  of  the 
highest  rate  of  tax  may  be  avoided  in  the 
case  of  muhiple  QDOTs  if  a  designated 
filer  is  appointed  to  file  the  Form 
706QDT  and  to  pay  the  tax  for  all  of  the 
QDOTs. 

The  deferred  estate  tax  imposed  on 
lifetime  distributions  under  section 
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20SeA(b)(l)(A)  is  due  on  April  15th  of 
the  calendar  year  following  the  end  of 
the  taxable  year  in  which  the  taxable 
event  occurs,  except  for  taxable  events 
which  occur  during  the  calendar  year  in 
which  the  surviving  spouse  dies.  In  the 
latter  case  and  for  piuposes  of  the  tax 
imposed  on  the  surviving  spouse's 
death  under  section  2056A(b)(l)(B).  the 
tax  is  due  no  later  than  9  months  after 
the  date  of  the  surviving  spouse's  death, 
unless  an  extension  of  time  for  payment 
is  granted.  The  trustee  of  a  QDOT  is 
personally  liable  for  the  deferred  estate 
tax  and  may  make  written  application  to 
the  Service  for  a  determination  of  the 
final  deferred  estate  tax  and  for  a 
discharge  of  personal  Uability.  Under 
section  2056A(b)(8).  the  deferred  estate 
tax  is  treated  as  an  estate  tax  for 

Eurposes  of  the  section  6324  estate  tax 
en  provisions. 

The  proposed  regulations  impose 
certain  limitations  on  the  use  of  the 
section  2011  and  section  2014  credits 
and  extend  the  benefits  allowed  to  the 
estate  of  a  nonresident  alien  surviving 
spouse  under  section  2106(a)(2) 
(charitable  deduction)  and  section 
2106(a)(3)  (marital  deduction). 

Credit  for  Tax  on  Prior  Transfers 

Section  2056(d)(3)  provides  two 
special  rules  for  the  application  of  the 
credit  for  tax  on  prior  transfers  provided 
under  section  2013.  First,  if  a  marital 
deduction  is  allowed  to  the  estate  of  the 
first  spouse  to  die  (the  transferor)  for 
QDOT  property  passing  to  the  surviving 
spouse  (the  transferee),  the  deferred 
estate  tax  imposed  is  treated  as  an  estate 
tax  paid  by  the  estate  of  the  transferor 
spouse  with  respect  to  the  QDOT 
property.  Accordingly,  if  the  transferee 
spouse's  estate  is  subject  to  U.S.  estate 
tax  under  sections  2001  or  2101,  the 
deferred  estate  tax,  whether  imposed  on 
distributions  during  the  transferee 
spouse's  lifetime  under  section 
2056A(bHl)(A)  or  on  the  transferee 
spouse's  death  luider  section 
2056A(b)(l)(B),  is  creditable  within  the 
section  2013  framework  against  the 
transferee  spouse's  estate  tax.  The 
proposed  regulations  provide  that  the 
"first  limitation"  in  determining  the 
allowable  credit  is  deemed  to  be  the 
deferred  estate  tax  imposed  under 
section  2056A(b)(l).  The  Service 
considered  a  rule  which  would  require 
that  the  first  limitation  be  determined 
based  on  the  methodology  described  in 
section  2013(b)  and  §  20.2013-2,  with 
certain  modifications.  This  approach 
was  rejected  because  it  would  require 
complex  computations  and  would  raise 
difficult  interpretative  problems. 

Section  2056(d)(3)  provides  a  second 
special  rule  affecting  the  application  of 


the  section  2013  credit  where  property 
included  in  the  transferor  spouse's  gross 
estate  is  not  deducted  under  section 
2056(a).  solely  because  the  property 
does  not  satisfy  the  alien  spouse 
requirements  under  sections  2056(d) 
and  2056A  (e.g..  the  transferee  spouse 
elects  not  to  transfer  an  outright  bequest 
to  a  QDOT).  Under  these  circumstances, 
on  the  deeth  of  the  transferee  spouse,  if 
the  transferee's  estate  is  subject  to  the 
estate  tax  under  chapter  11,  the 
allowable  section  2013  credit  is 
determined  %vithout  any  percentage 
reduction  otherwise  required  under 
section  2013(a).  The  proposed 
regulations  clarify  that  the  credit  is 
computed  in  accordance  with  the  Code 
and  apphcable  regulations,  except  that 
the  percentage  reductions  contaiued  in 
section  2013(a)  do  not  apply. 

Assignment  or  Transfer  by  Surviving 
Spouse  to  QPOT 

Under  section  2056(d)(2)(B).  probate 
and  nonprobate  property  that  passes 
from  the  decedent  to  the  noncitizen 
surviving  spouse  outside  of  a  QDOT  is 
treated  as  passing  ftom  the  decedent  to 
a  QDOT  if  the  nondtizen  spouse  either 
actually  transfers  the  property  to  a 
QDOT  or  irrevocably  assigns  the 
property  to  a  QDOT  pursuant  to  an 
assignment  that  is  enforceable  imder 
local  law  before  the  estate  tax  return  is 
filed  and  at  a  time  when  the  QDOT 
election  may  still  be  made.  Property  that 
is  assigned  or  transferred  to  a  QDOT  is 
treated  as  passing  from  the  decedent  in 
a  QDOT  solely  for  purposes  of 
qualifying  for  the  marital  deduction.  For 
all  other  purposes  (e.g..  income,  gift. 
estate,  generation-skipping  transfer  tax, 
and  section  1491  excise  tax),  the 
proposed  regulations  treat  the  surviving 
spouse  as  the  transferor  of  the  property 
to  the  QDOT.  This  result  comports  with 
section  2056(d)(2)(B),  which  provides 
that  property  transferred  or  assigned  by 
the  spouse  to  a  QDOT  is  treated  as 
passing  from  the  decedent  to  the  QDOT 
solely  for  purposes  of  section 
2056(d)(2)(A),  and  not  for  purposes  of 
the  income  and  transfer  tax  provisions 
of  the  Code.  The  Service  invites 
comments  on  the  treatment  for  income, 
estate,  gift,  generation-skipping  transfer 
and  exdse  tax  purposes  of  a  transfer  or 
assignment  of  property  by  the  surviving 
spouse  to  a  QDOT. 

The  proposed  regulations  also 
generally  impose  restrictions  (H)  the 
time  period  during  which  an  actual 
transfer  of  property  (>assing  outside  of  a 
QDOT  to  a  nondtizen  surviving  spouse 
must  be  made  to  the  QDOT  in  the  case 
of  an  irrevocable  timely  assignment. 


Nonassignable  Annuities  or  Other 

Similar  Payments 

Post-death  transfer  or  assignment 
relief  provided  under  the  statute  is  not 
available  in  the  case  of  survivor  benefits 
payable  under  quaUfied  pension  and 
profit-faring  plans  and  annuity 
contracts  described  in  sections  401(a) 
and  403(b).  because  under  federal  law 
these  benefits  cannot  be  assigned  or 
transferred  prior  to  the  time 
distributions  are  received  under  the 
plan.  Similarfy,  many  annuity  contracts 
payable  by  insurance  companies,  state 
lotteries,  and  other  obligors  contain 
provisions  that  prevent  assignment  or 
transfer.  Accordingly,  section  2056A(e) 
and  the  Conference  Report 
accompanying  the  1989  Act,  H.R.  Rep. 
No.  386, 101  St  Cong..  1st  Sess.  670 
(1989),  authorize  the  Secretary  to 
promulgate  regulations  that  provide 
QDOT  treatment  for  sxuvivor  annuities 
payable  under  these  arrangements. 

Section  20.2056A-4(c)  provides  the 
surviving  spouse  with  two  options  for 
qualifying  a  nonassignable  survivor 
annuity  or  similar  payment  for  the 
marital  deduction.  Under  the  first 
option,  the  nondtizen  surviving  spouse 
must  agree  to  pay  a  deferred  estate  tax 
under  section  2056A(b)(l)(A),  on  an 
annual  basis,  on  the"corpus  portion" 
(as  defined  in  the  regulations)  of  such 
payment  received.  A  detailed 
information  statement  must  be  filed 
with  the  QDOT  return  and  the 
noncitizen  surviving  s(>ouse  must 
execute  an  agreement  acknowledging, 
inter  alia,  the  obligation  to  pay  this 
annual  tax,  and  agreeing  to  the 
imposition  of  the  deferred  estate  tax 
under  section  2056A(b)(l)(B).  on  the 
entire  value  of  the  aimuity  or  similar 
nonassignable  payment,  if  the  tax  is  not 
paid  when  due  (as  if  the  surviving 
spouse  had  died  on  that  date). 

Under  the  second  option  for  these 
nonassignable  arrangements,  the 
noncitizen  surviving  spouse  must  agree 
to  transfer  or  "roll  over"  to  a  QDOT. 
within  60  days  of  receipt,  that  portion 
of  each  such  payment  received  that 
constitutes  the  "corpus  portion"  of  the 
distribution.  As  is  the  case  with  the  first 
option,  a  spedfic  information  statement 
must  be  filed  with  the  QDOT  return, 
and  the  nondtizen  surviving  spouse 
must  execute  an  agreement 
acknowledging  the  obligation  to  make 
the  transfer  to  the  QDOT  on  an  annual 
basis  and  in  a  timely  manner,  and 
agreeing  to  the  imposition  of  the 
deferred  estate  tax  under  section 
2056A(b)(l)(B)  on  the  entire  value  of  the 
annuity  or  similar  nonassignable 
payment  if  the  nondtizen  siuviving 
spouse  fails  to  make  any  required 
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transfer  (as  if  the  surviving  spouse  had 
died  on  that  date).  In  some  cases,  all  or 
a  portion  of  the  distribution  may 
constitute  taxable  income  on  receipt  by 
the  spouse.  Under  secticm  20S6A(b)(15) 
and  §  20.2056A-5(c)(3)  of  the  proposed 
regulations,  any  amoimts  distributed  to 
the  spouse  from  the  CJDOT,  reimbursing 
the  spouse  for  income  taxes  paid  by  the 
spouse  with  respect  to  the  receipt  of  the 
annuity  or  similar  payment  (by  actual 
payment  of  the  spouse's  income  tax  or 
through  withholding),  are  not  subject  to 
the  deferred  estate  tax.  This  should 
alleviate  any  undue  burden  arising  from 
the  imposition  of  income  tax  on  funds 
the  spouse  agrees  to  transfer  to  the 
QDOT. 

The  rollover  option  is  intended  to 
approximate  the  same  result  as  if  the 
present  value  of  the  survivor  benefit 
were  transferred  to  a  QDOT  in  a  lump 
simi  and,  thereafter,  the  noncitizen 
surviving  spouse  received  the  income 
from  the  QDOT.  Similarlv,  the  tax- 
payment  option  is  intended  to 
approximate  the  result  that  would  occur 
if  the  plan  or  annuity  arrangement  itself 
constituted  a  QDOT  (which  it  could  not 
unless  it  is  an  explicit  trust  as  defined 
in  §  301.7701-4(a)),  and  distributed  a 
portion  of  corpus  to  the  spouse 
annually.  Under  either  option,  a  portion 
of  each  pajnnent  is  deemed  to  ctmstitute 
income  and  may  be  received  and 
retained  by  the  noncitizen  surviving 
spouse  without  imposition  of  the 
deferred  estate  tax.  The  corpus  portion 
of  each  payment  will  either  be 
transferred  to  a  QDOT,  thereby  ensiiring 
the  collection  of  the  appropriate  amoimt 
of  tax  on  the  occurrence  of  a  taxable 
event  (such  as  the  death  of  the  spouse), 
or  will  immediately  be  subject  to  tax  on 
receipt  as  a  corpus  distribution  (except 
in  the  case  of  hardship). 

The  Service  recognizes  that  the  rules 
regarding  treatment  of  nonassignable 
annuity  or  similar  payments  impact  on 
a  significant  number  of  estates  subject  to 
the  QDOT  rules.  It  is  also  recognized 
that  the  proposed  regulations  define  a 
QDOT  as  an  "explicit  trust",  thereby 
preventing  annuity  or  other  trust- 
equivalent  arrangements  from  qualifying 
as  a  QDOT  as  a  separate  entity.  In  the 
case  of  annuities  or  similar 
arrangements  not  subject  to  transfer 
restrictions  (and,  thus,  not  eligible  for 
the  elections  described  above),  the 
proposed  regulations  authorize  the 
assignment  of  the  ^Muse's  rights  under 
such  plans  to  a  QDOT  without  the 
actual  transfer  of  the  plan  assets  to  a 
QDOT.  The  Service  invites  comments 
on  the  proposed  rules,  as  vnti  as 
suggested  revisions  that  will  facilitate 
the  payment  of  these  benefits  but, 
nevertheless,  will  ensure  collection  of 


the  appropriate  deferred  estate  tax  when 
due. 

Special  Rules  for  Treaties 

Several  estate  and  gift  tax  treaties 
entered  into  by  the  United  States  were 
negotiated  on  the  assumption  that  the 
United  States  estate  and  gift  tax  marital 
deduction  was  not  available  in  the  case 
of  an  estate  of,  or  transfer  by,  a 
nonresident  alien.  Section  7815(d)(14) 
of  the  1989  Act  added  a  special  rule 
under  which  the  statutory  amendments 
aHecting  the  estate  and  gift  tax  marital 
deduction  do  not  apply  when  the 
decedent  or  donor  is  not  a  United  States 
citizen  or  resident  and  is  a  resident  of 
a  cotmtry  with  which  the  United  States 
has  an  estate,  gift  or  inheritance  tax 
treaty,  to  the  extent  such  amendments 
would  be  inconsistent  with  the  treaty 
provisions. 

Similarly,  the  United  States 
negotiated  several  treaties  on  the  basis 
that  the  United  States  marital  dediiction 
was  allowable  in  cases  involving 
transfers  by  United  States  citizen  or 
resident  decedents  and  donors.  Section 
7815(d)(14)  of  the  1989  Act  exempts 
estates  of  United  States  citizen  or 
resident  decedents,  and  United  States 
citizen  or  resident  donors,  from  the 
statutory  amendments  for  a  three-year 
transition  period  ending  December  18, 
1992,  if  the  transfer  comes  within  the 
purview  of  a  treaty  and  the  estate  and 
gift  tax  provisions  of  the  treaty  are 
inconsistent  with  the  statutory 
amendments.  This  three-year  d^ay  was 
intended  to  allow  renegotiation  of  the 
treaties. 

The  Treasury  may  omclude  treaty 
negotiations  that  may  supplement  the 
rules  contained  in  these  regulations. 
Further,  the  Service  is  considering 
issuing  additional  guidance  on  the 
application  of  these  special  treaty  rules 
on  or  prior  to  the  issuance  of  these 
regulations  as  final  regulations. 
Comments  are  requested  as  to  the  scope 
and  extent  of  this  guidance. 

Special  Analyses 

It  has  been  determined  that  these 
proposed  rules  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  has  been  determined 
that  section  553(b)  of  the  Administrative 
Procedures  Act, (5  U.S.C.  chapter  5)  and 
the  Regulatory  t^'lexibihty  Act  (5  U.S.C. 
chapter  6)  do  not  apply  to  these 
regulations;  therefore,  an  initial 
Regulatory  Fle^^biUty  Analysis  is  not 
required. 

Comments  and  Public  Hearing 

Before  adopting  these  proposed 
regulations,  consideration  will  be  given 


to  any  written  comments  that  sie 
submitted  timely  (preferably  nine  • 
copies)  to  the  Internal  Revenue  Service. 
All  conmienta  will  be  ntade  available  for 
public  inspection  and  copying  in  their 
entirety.  A  public  hearing  is  scheduled 
for  March  2, 1993.  See  the  notice  of 
public  hearing  published  elsewhere  in 
this  issue  of  the  Federal  T 


Drafting  Information 

The  principal  author  of  these 
regulations  is  Susan  B.  Hurwitz.  Office 
of  Chief  Counsel,  Internal  Revenue 
Service.  Other  personnel  from  the 
Internal  Revenue  Service  and  Treasury 
Department  participated  in  developing 
these  regulations. 

List  of  Subjects 

26  CFR  1.1011-1  throt^  1.1021-1 

Income  taxes,  Repotting  and 
recordkeeping  requiremmts. 

26  CFR  Part  20 

Estate  taxes.  Reporting  and 
recordkeeping  requirements. 

26CFRPart25 

Gift  taxes.  Reporting  and 
recordkeeping  requirnnents. 

Amendments  to  the  Regajatioiis 

Accordingly,  26  CFR  parts  1,  20  and 
25  are  proposed  to  be  amended  as 
follows: 

PARTI— INCOME  TAX 
REGULATIONS;  TAXABLE  YEARS 
BEGINNING  AFTER  DECEMBER  31. 
1953 

Paragraph  1.  The  authority  citation 
for  part  1  continues  to  read  in  part: 

Authority:  26  U.S.C  7805  *  •  • 

Par.  2.  §  1.1015-5  is  amended  by 
adding  paragraph  (d)  to  reed  as  followrs: 

fl.1015-6    IncreaaadbesiaforgMltax 
paid. 

(d)  Special  rule  for  increased  basis  for 
gift  tax  paid.  Section  1015(d)  provides 
for  an  increase  in  basis  with  respect  to 
a  gift  for  which  a  gift  tax  is  paid  under 
chapter  12. 

(1)  Amount  of  gift  For  purposes  of 
section  1015(d)(6)(A)(ii),  the  amount  of 
the  gift  is  the  amount  included  Mrith 
respect  to  the  gift  in  determining  (for 
purposes  of  section  2503(a))  the  totil 
amount  of  gifts  made  during  the 
calendar  year,  reduced  by  the  amount  of 
any  deduction  allowed  with  respect  to 
the  gift  \mder  section  2522  (relating  to 
the  charitable  deduction)  or  imder 
section  2523  (relating  to  the  marital 
deduction). 
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(2)  Special  rules.  For  purposes  of 
section  1015(dK6),  it  is  immaterial 
whether  the  gift  tax  is  paid  by  the  donor 
or  the  donee.  Where  more  than  one  gift 
of  a  present  interest  in  property  is  made 
to  the  same  donee  during  a  calendar 
year,  the  annual  exclusion  applies  to  the 
earliest  of  such  gifts  in  point  of  time. 
Where  the  donor  and  the  donor's  spouse 
elect  under  section  2513  to  have  any 
gifts  made  by  either  of  them  considered 
as  made  one-half  by  each,  the  amount  of 
gift  tax  paid  with  respect  to  the  gift  is 
Uie  sum  of  the  amounts  of  tax  paid 
(computed  separately)  with  respect  to 
each  naif  of  the  gift  by  the  donor  and  the 
donor's  spouse. 

(3)  Qualified  domestic  trusts.  In  the 
case  of  a  qualified  domestic  trust 
(QDOT)  described  in  section  2056A(a), 
any  distribution  during  the  noncitizen 
surviving  spouse's  lifetime  on  which  a 
tax  is  imp<Med  under  section 
2056A(b)(l)(A)  is  treated  as  a  transfer  by 
gift,  and  any  tax  paid  on  the  distribution 
under  section  2056A(b](l)(A)  is  treated 
as  a  gift  tax  for  purposes  of  section 
1015(d)(6).  The  rules  under  this  section 
apply  for  purposes  of  determining  the 
extent  to  which  basis  is  increased  by  the 
section  2056A(b)(l)(A)  tax  paid  in  the 
case  of  a  taxable  distribution  from  a 
QDOT. 

-    (4)  Examples.  The  method  provided 
in  section  101S(d)(6)  and  this  paragraph 
(d)  for  computing  the  increased  basis 
with  respect  to  any  gift  tax  paid  may  be 
illustrated  by  the  following  examples: 

Example  1.  (i)  Prior  to  1993.  X  exhausts  X'a 
unified  credit  against  gift  tax  under  section 
2505.  In  1994,  X  makas  a  gift  to  Y,  an 
unrelated  third  party,  of  a  parcel  of  real  estate 
having  a  value  for  gift  tax  purpoces  of 
S100.000.  X's  adjusted  basis  in  the  real  estate 
immediately  before  making  the  gift  was 
$70,000.  X  also  makes  a  gift  the  same  year 
to  Z,  an  unrelated  third  party,  of  a  painting 
having  a  value  for  gift  tax  purposes  of 
$70,000.  X  files  a  timely  gift  tax  return  for 
1994  with  respect  to  which  X  paid  gift  tax 
in  the  amount  of  S55,S00  computed  as 
followrs: 


VHiMOliteaa- 
laia  givan  10  y . 

Less:  Annual  w- 
duslon 

$100,000 
10,000 

mduded  moum 

o«9«(C) 

Value  of  paining 

givm  to  Z _ 

Lass:  annual  ax- 

70XXX) 
10,000 

$90,000 

Indudad  amount 
cA  (^ 



00,000 

Total  mduded 
g«»(0) 

Total  gMl  lax  labl- 
Ry  tor  1994  gMs 
(B) 


150,000 
5S.S00 


(ii)  In  determining  the  gift  tax  paid  with 
respect  to  the  real  estate  given  to  Y,  the 
amount  of  gift  tax  paid  with  respect  to  the 
gift  of  $100,000  is  determined  as  follows: 


$90,000  (C) 
$150,000  (D) 


X  $55,500  (B)    =    $33,300 


(iii)  (A)  The  amount  by  which  Ts  basis  in 
the  real  property  is  increased  is  determined 
as  follows: 


$30,000  (net 
appreciation) 

$90,000 

(amount  of 

gift) 


X   $33,300    -    $11,100 


(B)  Yt  basis  in  the  real  property  is  $70,000 
plus  $11,100.  or  $81,100. 

Example  2.  (i)  X  dies  in  1993.  X's  spouse, 
Y,  is  not  a  United  States  citizen.  In  order  to 
obtain  the  marital  deduction  for  property 
passing  to  Xs  spouse.  X  established  a  QDOT 
in  Xs  will.  In  1996.  the  trustee  of  the  QDOT 
makes  a  distrilHition  of  principal  from  the 
QDOT  in  the  form  of  shares  of  stock  having 
a  value  of  $70,000  and  a  basis  of  $50,000. 
The  distribution  is  not  made  on  account  of 
hardship.  No  previous  taxable  distributions 
from  the  QDCT  have  l>een  made.  A  deferred 
estate  tax  under  section  2056A(b)(l)(A)  is 
imposed  and  paid  in  the  amount  of  $38,500 
on  the  distribution.  The  amount  by  which  Yt 
basis  in  the  shares  of  stock  is  increased  is 
determined  as  follows: 


$20,000  (net 
appreciation) 

$70,000 

(amount  of 

distribution) 


X    $38,500   s    $11,000 


(ii)  r%  basis  in  the  stock  is  $50,000  plus 
$11,000,  or  $61,000. 

t5)  Effective  date.  The  provisions  of 
§  1.1015-5(d)  are  effective  in  the  case  of 
any  gift  made  after  the  date  these 
regulations  are  published  in  the  Federal 
Register  as  final  regulations. 

PART  20-ESTATE  TAX;  ESTATES  OF 
DECEDENTS  DYING  AFTER  AUGUST 
16,1954 

Par.  3.  The  authority  citation  for  part 
20  continues  to  read  as  follows: 

Authority:  26  U.S.C  7805. 


Par.  4.  Section  20.2056(d>-l  is  revised 
to  read  as  follows: 

1 20.2056(d>-1    Marital  deduction;  special 
rules  for  marital  deduction  H  surviving 
spouse  Is  not  s  United  States  citizen. 

Rules  pertaining  to  the  application  of 
section  2056(d),  including  certain 
transition  rules,  are  contained  in 
S§  20.2056A-1  through  20.2056A-13.      . 

Par.  5.  Sections  20.2056A-0  through 
20.2056A-13  are  added  to  read  as 
follows: 


I20.2056A-0    Table  of  contents. 

This  section  Usts  the  captions  that 
appear  in  the  regulations  under 
S§20.2056A-1  through  20.2056A-13 

Section  20.2056A-1    Restrictions  on 
allowance  of  marital  deduction  if  surviving 
spouse  is  not  United  States  citizen. 

(a)  General  rule. 

(b)  Marital  deduction  allowed  if  resident 
spouse  becomes  citizen. 

(c)  Special  rules  in  the  case  of  certain 
transfers  subject  to  estate  and  gift  tax  treaties 

Section  20.2056A~2    Requirements  for 
qualified  domestic  trust. 

(a)  In  general. 

(b)  Qualified  marital  interest  requirements. 

(1)  Property  passing  to  QDOT. 

(2)  Property  passing  outright  to  spouse. 

(3)  Property  passing  under  a 
nontransferable  plan  or  arrangement. 

(c)  Statutory  requirements. 

(d)  Additional  requirements  to  enstire 
collection  of  the  deferred  estate  tax. 

(1)  Security  and  other  arrangements  for 
payment  of  tax  imposed  under  section 
2056A(b)(l). 

(2)  Individual  trustees. 

(3)  Tangible  personal  property  and 
intangible  personal  property. 

(4)  Annual  reporting  requirements. 

(5)  Request  for  alternate  arrangement  or 
waiver. 

Section  20.20S6A-3    QDOT  election. 

(a)  General  rule. 

(b)  No  partial  elections. 

(c)  Protective  elections. 

(d)  Manner  of  election. 

Section  20.2056A-4    Procedures  for 
conforming  marital  trusts  and  nontrust 
marital  transfers  to  the  requirements  <^a 
qualified  domestic  trust. 

(a)  Marital  trusts. 

(1)  In  general. 

(2)  Time  for  commencing  reformation. 

(3)  Tolling  of  statutory  assessment  period. 
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(b)  Nontrust  marital  transfigrs. 

(1)  In  general. 

(2)  Form  of  assignment. 

(3)  Assets  eligible  for  auignment. 

(4)  Pecuniary  assignment— cpecial  rules. 

(5)  Transfer  tax  treatment  of  assignment 

(6)  Period  for  completion  of  transfer. 

(7)  Protective  assignment 

(c)  Nonassignable  annuities  and  other 
anangements. 

(1)  Definition  and  general  rule. 

(2)  Agreement  to  remit  deferred  estate  tax 
on  corpus  portion  of  each  annuity  payment 

(3)  Agreement  to  roll  over  corpus  portion 
of  annuity  payment  to  QDOT.       , 

(4)  Determination  of  corpus  portion. 

(5)  Information  statement. 

(6)  Agreement  to  pay  deferred  estate  tax. 

(7)  Agreement  to  roll  over  annuity 
Payments. 

(d)  Examples. 

Section  20.2056A-S    Imposition  of  deferred 
estate  tax. 

(a)  In  general. 

(b)  Amounts  subject  to  tax. 

(1)  Distribution  of  principal  during  the 
sfNHise's  lifetime. 

(2)  Death  of  surviving  spouse. 

(3)  Trust  ceases  to  qualify  as  QDOT. 

(c)  Distributions  and  dispositions  not 
subject  to  tax. 

(1)  Distributions  of  principal  on  account  of 
hardship. 

(2)  Distributions  of  income  to  the  surviving 
spouse. 

(3)  Certain  miscellaneous  distributions  and 
dispositions. 

Section  20. 2056 A-€    Amount  of  tax. 

(a)  Definition  of  tax. 

(b)  Example. 

(c)  Benefits  allowed  in  determining  amount 
of  deferred  estate  tax. 

(1)  General  rule. 

(2)  Presumption  of  residency. 

(3)  Special  rule  in  the  case  of  trusts 
described  in  section  20S6(b](8). 

(4)  Credit  for  state  and  foreign  death  taxes. 

(5)  Alternate  valuation  and  special  use 
valuation. 

(d)  Miscellaneous  rules. 

Section  20.20S6A-7    Allowance  of  prior 
transfer  credit  under  section  2013. 

(a)  Property  subject  to  QDOT  election. 

(b)  Property  not  subject  to  QDOT  election. 

Section  20.2056 A~8    Special  rules  for  joint 
property. 

(a)  Inclusion  in  gross  estate. 

(1)  General  rule. 

(2)  Consideration  furnished  by  surviving 
spouse. 

(3)  Amount  required  to  be  transferred  to 
QDOT. 

(b)  Surviving  spouse  becomes  citizen. 

(c)  Example. 

Section  20.2056 A-9    Designated  filer. 

Section  20. 2056 A-10    Surviving  spouse 
becomes  citizen  after  QDOT  established. 

(a)  Deferred  estate  tax  no  longer  imposed 
under  certain  circumstances. 

1)  General  rule. 

2)  (Reservedl. 


(b)  Special  election  by  spouse. 

(1)  In  general. 

(2)  IResOTvedl. 

Sectioa  20J0S6A-1 1    Filing  requiremeats 
and  payment  of  the  deferred  estate  tax. 

(a)  Distributions  during  surviving  spouas's 
life. 

(b)  Tax  at  death  of  surviving  spouse. 

(c)  Extension  of  time  for  paying  deferred 
estate  tax. 

(1)  Extension  of  time  for  pajring  tax  under 
section  6161(a)(2). 

[i)  Extension  of  time  fat  paying  tax  under 
section  6161(a)(1). 

(d)  Liability  for  tax. 

Section  20.2056 A-1 2    Increased  basis  for 
deferred  estate  tax  paid  with  respect  to 
distribution  from  a  QPCTT. 

Section  20.2056A-13    Effective  dates. 

(a)  In  generaL* 

(b)  Transition  rules  for  reporting  and 
paying  the  deferred  estate  tax. 

S  20.2056^^1  n— tricttorw  on  alloiranc*  of 
marital  deduction  K  aurviving  apouao  ia  net 
Unltad  SlatM  eitizan. 

(a)  General  rule.  Subject  to  the  special 
rules  provided  in  section  7815(d)(14)  of 
the  Omnibus  Budget  Reconciliation  Act 
of  1989  (Pub.  L.  101-239;  103  Stat. 
2106),  in  the  case  of  a  decedent  who 
dies  after  November  10, 1988,  the 
federal  estate  tax  marital  deduction  is 
not  allowed  for  property  passing  to  or 
for  the  beneSt  of  a  surviving  spoase 
who  is  not  a  United  States  citizen  at  the 
date  of  the  decedent's  death  (whether  or 
not  the  surviving  spouse  is  a  resident  of 
the  United  States)  unless— 

(1)  The  property  passes  from  the 
decedent  to  (or  pursuant  to) — 

(i)  A  "qualified  domestic  trust" 
(QDOT)  described  in  section  2056A  and 
§20.2G56A-2; 

(ii)  A  trust  that,  although  not  meeting 
all  of  the  requirements  for  a  QDOT,  is 
reformed  after  the  decedent's  death  to 
meet  the  requirements  of  a  QEKDT  (see 
§  20.2056A-4(a)); 

(iii)  The  surviving  spouse  not  in  trust 
(e.g.,  by  outright  bequest  or  devise,  by 
operation  of  law,  or  pursuant  to  the 
terms  of  a  plan  or  arrangement)  and, 
prior  to  the  date  that  the  estate  tax 
return  is  filed  and  during  the  time  that 
the  QDOT  election  may  be  made,  the 
surviving  spouse  either  actually 
transfers  the  property  to  a  QDOT  or 
irrevocably  assigns  the  property  to  a 
QDOT  (see  §  20.2056A-^(b));  or 

(iv)  A  plan  or  other  arrangement  that 
would  have  qualified  for  the  marital 
deduction  but  for  section  2056(d)(1)(A). 
and  whose  payments  are  not  assignable 
or  transferable  to  a  QDOT  (see 
§20.2056A-4(c));and 

(2)  The  executor  makes  a  timely 
QDOT  election  under  §  20.2056A-3. 

(b)  Marital  deduction  allowed  if 
resident  spouse  becomes  citizen.  The 


marital  dedtiction  is  determined  as  if 
the  surviving  spouse  is  s  citizen  of  the 
United  States  it  the  requirements  of 
section  2056(dK4)  are  satisfied.  For 
purposes  of  section  2056(d)(4)CA)  and 
notwithstanding  $  20.2056A-3(a).  a 
return  filed  prior  to  the  due  date 
(including  extensions)  is  considered 
filed  on  the  last  date  that  the  return  is 
required  to  be  filed  (including 
extensions),  and  a  late  return  filed  at 
any  time  after  the  due  date  is  considered 
filed  on  the  date  that  it  is  actually  filed. 
A  surviving  spouse  is  a  "resident"  only 
if  the  spouse  is  a  resident  under  chapter 
11  of  the  Internal  Revenue  Code.  See 
§  20.0-l(b)(l).  The  statuli  of  the  spouse 
as  a  resident  under  section  7701(b)  is 
not  relevant  to  this  determination. 

(c)  Special  rules  in  the  case  of  certain 
transfers  subject  to  estate  and  gift  tax 
treaties.  See  section  7815(d)(14)  of  the 
Omnibus  Budget  Reconciliation  Act  of 
1989  (Pub.  L  101-239)  for  certain  rules 
applicable  in  the  case  of  transfers 
governed  by  certain  estate  and  gift  tax 
treaties  to  which  the  United  States  is  a 
party. 

f  20.2056 A-2    Re<^ilrenMntf  for  quaMlad 
donteetic  trust 

(a)  In  general.  In  order  to  qualify  as  a 
"qualified  domestic  trust"  (CPOT).  the 
requirements  of  §20.2056A-2  (b),  (c), 
and  (d)  must  be  satisfied.  In  addition, 
the  trust  must  be  created  and 
maintained  under  the  laws  of  the  United 
States  or  any  stH^e  or  the  District  of 
Columbia  and  must  constitute  an 
"explicit  trust,"  as  defined  in 

§  301.7701-4(a)  of  this  chapter,  and  not 
any  other  type  of  entity. 

(b)  Qualified  marital  interest 
requirements — (1)  Property  passing  to 
QDOT.  If  property  passes  from  a 
decedent  to  a  QDOT,  the  trust  must 
qualify  for  the  federal  estate  tax  marital 
deduction  under  section  2056(b)(5)  (life 
estate  with  power  of  appointment), 
section  2056(b)(7)  (qualified  terminable 
interest  property,  including  joint  and 
survivor  annuities  under  section 
2056(b)(7)(C),  or  section  2056(b)(8) 
(surviving  spouse  is  the  only 
noncharitable  beneficiary  of  a  charitable 
remainder  trust),  or  meet  the 
requirements  of  an  estate  trust  as 
defined  in  §  20.2056(e)-2(b)(l)(i)-(iu). 

(2)  Property  passing  outright  to 
spouse.  If  property  does  not  pass  from 
a  decedent  to  a  QDOT,  but  passes  to  a 
noncitizen  surviving  spouse  in  a  form 
that  meets  the  requirements  for  a  marital 
deduction  without  regard  to  section 
2056(d)(1)(A).  and  that  is  not  described 
in  paragraph  (b)(l]  of  this  section,  the 
surviving  spouse  uust  either  actually 
transfer  the  property,  or  irrevocably 
assign  the  property,  to  a  trust  (whether 
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created  by  the  decedent,  the  decedent's 
executor  or  by  the  surviving  spouse) 
that  meets  the  requirements  of 
paragraphs  (c)  and  (d)  of  this  section 
(pertaining,  respectively,  to  statutory 
requirements  and  regulatory 
requirements  imposed  to  ensure 
collection  of  tax)  prior  to  the  filing  of 
the  estate  tax  return  for  the  decedent's 
estate  and  before  the  due  date  of  the 
QDOT  election  (see  S  20.2056A-3(a)). 

(3)  Property  passing  under  a 
nontmnsferable  plan  or  arrangement.  If 
property  does  not  pass  from  a  decedent 
to  a  QDOT,  but  passes  under  a  plan  or 
other  arrangement  that  meets  the 
requirements  for  a  marital  deduction 
without  regard  to  section  2056(d)(1)(A) 
and  whose  payments  are  not  assignable 
or  transferable  (see  §  20.2056A-4(c)),  the 
property  is  treated  as  meeting  the 
requirements  of  §  20.2056A-2(b).  (c)  and 
(d).  if  the  requirements  of  §  20.2056A- 
4(c)  are  satisfied.  In  addition,  where  an 
annuity  or  similar  arrangement  is 
described  above  except  that  it  is 
assignable  or  transferable,  see 
§  20.2056A-4(b)(6). 

(c)  Statutory  requirements.  The 
requirements  of  section  20S6A(a)(l)(A) 
and  (B)  must  be  satisfied.  For  purposes 
of  that  section,  a  domestic  corporation 
is  a  corporation  that  is  created  or 
organized  under  the  laws  of  the  United 
States  or  under  the  laws  of  any  state  or 
the  District  of  Columbia.  The  trustee 
required  under  that  section  is  referred  to 
herein  as  the  "United  States  Trustee". 

(d)  Additional  requirements  to  ensure 
collection  of  the  deferred  estate  tax— (1) 
Security  and  other  arrangements  for 
payment  of  tax  imposed  under  section 
2056A(b)(lh-{i)  QPOTs  with  assets  in 
excess  of  $2  million.  If  the  fair  market 
value  of  the  assets  passing  or  deemed  to 
have  passed  to  the  QDOT.  determined 
as  of  the  date  of  the  decedent's  death, 
exceeds  $2,000,000.  the  trust  instrument 
must  also  require  that  either — 

(A)  At  least  one  United  States  Trustee 
be  a  bank,  as  defined  in  section  581;  or 

(B)  The  United  States  Trustee  furnish 
a  bond  or  security  in  an  amount  equal 
to  65  percent  of  the  fair  market  value  of 
the  trust  corpus  determined  as  of  the 
date  of  the  decedent's  death.  The  bond 
or  security  shall  be  made  on  the 
appropriate  form  and  with  satisfactory 
surety,  as  prescribed  under  section  7101 
and  §  301.7101-1  of  this  chapter 
(Regulations  on  Procedure  and 
Administration),  and  subject  to  such 
review  as  may  be  prescribed.' 

(ii)  QDOTs  with  assets  of  $2  million 
or  less.  If  the  fair  market  value  of  assets 
passing  or  deemed  to  have  passed  to  the 
QDOT,  determined  as  of  the  date  of  the 
decedent's  death,  is  $2,000,000  or  less, 
the  trust  instrument  must  either  meet 


the  requirements  prescribed  by 
paragraph  (d)(l)(i)(A)  or  (d)(l)(i)(B)  of 
this  section,  or  reauire  that  no  more 
than  35  percent  of  the  fair  market  value 
of  the  trust  assets,  determined  annually 
on  the  last  day  of  the  taxable  year  of  the 
trust,  may  consist  of  real  property 
located  outside  of  the  United  States  that 
is  owned  by  the  trust. 

(A)  For  purposes  of  paragraph 
(d)(l)(ii)  of  this  section,  if  more  than  one 
QDOT  is  established  for  the  benefit  of 
the  surviving  spouse,  the  fair  market 
value  of  all  trusts  is  aggregated  in 
determining  whether  the  $2,000,000 
threshold  under  paragraph  (d)(l)(ii)  of 
this  section  is  exceeded. 

(B)  F()r  purposes  of  paragraph 
(d)(l)(ii)  of  this  section,  all  assets  owned 
by  a  corporation  with  15  or  fewer 
shareholders,  or  by  a  partnership  with 
15  or  fewer  partners,  are  deemed  to  be 
owned  directly  by  a  QDOT  that  owns 
stock  in  the  corporation,  or  an  interest 
in  the  profits  or  capital  of  the 
partnership,  to  the  extent  of  the  QDOT's 
pro  rata  share  of  the  assets  of  the 
corporation  or  partnership.  All  stock  in 
the  corporations,  or  interests  in  the 
partnerehips,  as  the  case  may  be,  owned 
or  held  for  the  benefit  of  the  surviving 
spouse  or  any  members  of  the  surviving 
spouse's  family  (within  the  meaning  of 
section  267(c)(4))  are  treated  as  owned 
by  one  person  solely  for  purposes  of 
determining  the  number  of  partners  or 
shareholders  in  the  entity. 

(C)  Interests  owned  by  the  QDOT  in 
other  entities  (such  as  an  interest  in  a 
trust)  are  accorded  treatment  consistent 
with  that  described  in  paragraph 
(d)(l)(ii)(B)  of  this  section. 

(iii)  Anti-abuse  rule.  Regardless  of 
whether  the  QDOT  designates  a  bank  as 
the  United  States  Trustee  under 
paragraph  (d)(l)(i)(A)  of  this  section, 
furnishes  security  under  paragraph 
(d)(l)(i)(B),  or  is  subject  to  the  foreign 
real  property  requirements  of  paragraph 
(d)(l)(ii)  of  this  section,  the  trust 
immediately  ceases  to  qualify  as  a 
QDOT  if  the  trust  utilizes  any  device  or 
arrangement  that  has,  as  a  principal 
purpose,  the  avoidance  of  liability  for 
the  deferred  estate  tax  under  section 
2056A(b)(l),  or  the  prevention  of  the 
collection  of  the  tax.  For  example,  the 
trust  may  become  subject  to  this 
paragraph  (d)(l)(iii)  of  this  section  if  the 
United  States  Trustee  that  is  selected  is 
a  domestic  corporation  established  with 
insubstantial  capitalization  by  the 
surviving  spouse  or  members  of  the 
spouse's  family. 

(2)  Individual  trustees.  If  the  United 
States  Trustee  is  an  individual  United 
States  citizen,  the  individual  must  have 
a  tax  home  (as  defined  in  section 
911(d)(3))  in  the  United  States. 


(3)  Tangible  personal  property  and 
intangible  personal  property.  Except 
when  either  paragraph  (d)(l)(i)  or  (d)(5) 
of  this  section  apply,  the  trust 
instrument  must  provide  that  all  other 
trust  assets  (including  tangible  personal 
property,  written  evidence  of  intangible 
property,  stock  certificates,  bonds, 
notes,  and  similar  property)  must  be 
physically  located  in  the  United  States 
at  all  times  during  the  term  of  the  trust. 
Securities  held  in  a  brokerage  account 
must  be  held  in  an  account  established 
with  a  domestic  corporation  (as  defined 
in  §  20.2056A-2(c)). 

(4)  Annual  reporting  requirements — 
(i)  In  general.  The  United  States  Trustee 
must  file  a  statement  annually  with  the 
Internal  Revenue  Service,  setting  forth 
the  information  described  in 
§20.2056A-2(d)(4)(ii).  Such  statement 
must  be  attached  to  Form  1041 — U.S. 
Fiduciary  Income  Tax  Return,  filed  by 
the  QDOT. 

(ii)  The  statement  filed  with  the  Form 
1041  must  contain  the  following 
information — 

(A)  The  name,  address,  and  taxpayer 
identification  number  of  the  United 
States  Trustee  and  of  the  QDOT;  and 

(B)  A  list  summarizing  the  assets  held 
by  the  QDOT,  together  with  the  fair 
market  value  of  each  listed  QDOT  asset, 
determined  as  of  the  last  day  of  the 
taxable  year  for  which  the  Form  1041  is 
filed.  If  a  QDOT  subject  to  paragraph 
(d)(l)(ii)  of  this  section  holds  stock  of  a 
corporation  with  15  or  fewer 
shareholders,  or  an  interest  in  the 
profits  or  capital  of  a  partnership  with 
15  or  fewer  partners,  or  an  interest  in  a 
trust  or  other  entity,  the  partnership, 
corporation,  trust  or  other  entity  must 
be  identified  and  the  QDOT's  pro  rata 
share  of  the  assets  owned  by  that  entity 
must  be  listed  on  the  statement  as  if 
directly  owned  by  the  QDOT.  Failure  to 
timely  file  the  statement  may  subject  the 
QDOT  to  the  rules  of  paragraph 
(d)(l)(iii)  of  this  section. 

(5)  Request  for  alternate  arrangement 
or  waiver.  The  Commissioner  will 
provide  guidance  pubUshed  in  the 
Internal  Revenue  Bulletin  pursuant  to 
which  a  testator,  executor,  or  the  United 
States  Trustee  may  submit  a  request  for 
approval  of  an  alternate  plan  or 
arrangement  to  assure  collection  of  the 
deferred  estate  tax. 

§20.20S6A-3    QDOT  ttwirtion. 

(a)  General  rule.  Subject  to  the  time 
period  prescribed  In  section  2056A(d), 
the  election  to  treat  a  trust  as  a  QDOT 
must  be  made  on  the  last  federal  estate 
tax  return  filed  before  the  due  date 
(including  extensions  of  time  to  file 
actually  granted)  or,  if  a  timely  return  is 
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not  filed,  on  the  first  federal  estate  tax 
return  filed  after  the  due  date. 

(b)  No  partial  elections.  An  election  to 
treat  a  trust  as  a  QDOT  may  not  be  made 
with  respect  to  a  specific  portion  of  an 
entire  trust  that  would  otherwise  qualify 
for  the  marital  deduction  but  for  the 
application  of  section  2056(d).  However, 
if  the  trust  is  actually  severed  in 
accordance  with  the  applicable 
requirements  of  section  2056(b)(7),  a 
QDOT  election  may  be  made  separately 
for  each  separate  trust. 

(c)  Protective  elections.  A  protective 
election  may  be  made  to  treat  property 
as  a  QDOT  only  if  there  is  a  bona  fide 
controversy  at  the  time  the  federal  estate 
tax  return  is  filed  as  to  the  property 
includible  in  the  decedent's  gross  estate 
or  the  property  the  surviving  spouse  is 
entitled  to  receive;  e.g.,  in  the  case  of  a 
bona  fide  wrill  contest,  or  controversy 
regarding  the  inclusion  in  the  gross 
estate  of  an  asset  which,  if  includible, 
would  be  eligible  for  the  QtXDT  election. 
The  protective  election  is  in  addition  to, 
and  is  not  in  lieu  of,  the  requirements 
set  forth  in  §  20.2056A-4.  The 
protective  election  must  identify  the 
specific  assets  to  which  the  protective 
election  refers  and  the  specific  reason 
for  the  protective  election,  but  may 
otherwise  be  defined  by  means  of  a 
formula.  Once  made,  the  protective 
election  cannot  be  revoked.  For 
example,  if  a  protective  election  is  made 
because  a  bona  fide  question  exists  as  to 
the  includibility  of  an  asset  in  the 
decedent's  gross  estate  and  if  it  is  later 
determined  that  the  asset  is  so 
includible,  the  protective  election 
becomes  effective  with  respect  to  the 
asset  and  cannot  be  revoked. 

(d)  Manner  of  election.  The  QDOT 
election  is  made  in  the  form  and  manner 
as  set  forth  in  the  decedent's  estate  tax 
return,  including  applicable 
instructions. 

S  20.2056A-4    Procedures  for  conforming 
marital  trusts  and  nontrust  marital  transfers 
to  the  requirements  of  a  qualified  domestic 
trust 

(a)  Marital  trusts — (1)  In  general.  If  an 
interest  in  property  passes  from  the 
decedent  to  a  trust  for  the  benefit  of  a 
noncitizen  surviving  spouse  and  if  the 
trust  otherwise  qualifies  for  a  marital 
deduction  but  for  the  provisions  of 
section  2056(d)(1)(A),  the  property 
interest  is  treated  as  passing  to  the 
surviving  spouse  in  a  QDOT  if  the  trust 
is  reformed,  either  in  accordance  with 
the  terms  of  the  decedent's  will  or  trust 
agreement,  or  pursuant  to  a  judicial 
proceeding  to  meet  the  requirements  of 
a  QDOT. 

(2)  Time  for  commencing  reformation. 
In  general,  a  reformation  pursuant  to  a 


judicial  proceeding  is  permitted  iinder 
this  section  if  the  reformation  is 
commenced  on  or  before  the  due  date 
(determined  with  regard  to  extensions 
actually  granted)  for  filing  the  retvun  of 
tax  imposed  by  chapter  11  of  the 
Internal  Revenue  Code.  The  reformation 
(either  pursuant  to  a  judicial  proceeding 
or  otherwise)  must  result  in  a  trust  that 
is  effective  and  irrevocable  imder  local 
law. 
(3)  Tolling  of  statutory  assessment 

fteriod.  For  the  tolling  of  the  statute  of 
imitations  in  the  case  of  a  judicial 
reformation,  see  section  2056(d)(5)(B). 
(b)  Nontrust  marital  transfers — (1)  In 
general.  Under  section  2056(d)(2)(B).  if 
an  interest  in  property  passes  outright 
from  a  decedent  to  a  noncitizen 
surviving  spouse  either  by  testamentary 
bequest  or  devise,  by  operation  of  law, 
or  pursuant  to  an  annuity  or  other 
simHar  plan  or  arrangement,  and  such 
property  interest  otherwise  qualifies  for 
a  marital  deduction  except  that  it  does 
not  pass  in  a  QDOT,  solely  for  purposes 
of  section  2056(d)(2)(A),  the  property  is 
treated  as  passing  to  the  surviving 
spouse  in  a  QDOT  if  the  property 
interest  is  either  actually  transferred  to 
a  QDOT  before  the  estate  tax  return  is 
filed  and  during  the  time  that  the  QDOT 
election  may  be  made,  or  is  assigned  to 
a  QDOT  imder  an  enforceable  and 
irrevocable  assignment  made  on  or 
before  the  date  on  which  the  return  is 
filed  and  during  the  time  that  the  QDOT 
election  may  be  made.  For  purposes  of 
section  2056(d)(2)(B),  the  terms  of  the 
QDOT  are  not  required  to  meet  the 
qualified  marital  interest  requirements 
under  §20.2056A-2(b)(l).  See 
§  20.2056A-3(a)  with  respect  to  the  time 
limitations  for  making  the  QDOT 
election. 

(2)  Form  of  assignment.  A  transfer  or 
assignment  of  property  to  a  QDOT  must 
be  in  writing.  'The  transfer  or  assignment 
may  be  of  a  specific  asset  or  a  group  of 
assets,  or  a  fractional  share  of  either,  or 
may  be  of  a  pecuniary  amount.  A 
transfer  or  assignment  of  less  than  an 
entire  interest  in  an  asset  or  a  group  of 
assets  may  be  expressed  as  a  formula 
(such  as  the  minimum  amount 
necessary  to  reduce  the  estate  tax  to 
zero). 

(3)  Assets  eligible  for  assignment.  If  a 
transfer  or  assignment  is  of  a  specific 
asset  or  group  of  assets,  only  assets 
passing  from  the  decedent  to  the  spouse 
and  included  in  the  decedent's  gross 
estate  (or  the  proceeds  from  the  sale, 
exchange  or  conversion  of  such  assets) 
may  be  transferred  or  assigned  to  the 
QDOT.  The  noncitizen  surviving  spouse 
may  not  fund  the  QDOT  with  property 
initially  owned  by  the  surviving  spouse. 


(4)  Pecuniary  assignment — special 
rules.  If  the  transfer  or  assignment  is 
expressed  in  the  form  of  a  pecuniary 
amount  (such  as  a  fixed  dollar  amount 
or  a  formula  designed  to  reduce  the 
decedent's  estate  tax  to  zero),  the 
transfer  or  assignment  must  specify  that: 

(i)  Assets  actually  transferred  to  the 
QDOT  in  satisfaction  of  the  transfer  or 
assignment  have  an  aggregate  fair 
market  value  on  the  date  of  actual 
transfer  to  the  QDOT  amounting  to  no 
less  than  the  amount  of  the  pecuniary 
transfer  or  assignment;  or 

(ii)  The  assets  actually  transferred  to 
the  QDOT  be  fairly  representative  of 
appreciation  or  depreciation  in  the 
value  of  all  property  available  for 
transfer  to  the  QDOT  between  the 
valuation  date  and  the  date  of  actual 
transfer  to  the  QDOT,  if  the  assignment 
is  to  be  satisfied  by  accoimting  for  the 
assets  on  the  basis  of  their  fair  market 
value  as  of  some  date  before  the  date  of 
actual  transfer  to  the  QDOT. 

(5)  Transfer  tax  treatment  of 
assignment.  Property  assigned  or 
transferred  to  a  QDOT  pursuant  to 
section  2056(d)(2)(B)  is  treated  as 
passing  firom  the  decedent  in  a  QDOT 
solely  for  purposes  of  section 
2056(d)(2)(A).  For  all  other  piuposes 
(e.g.,  income,  gift,  estate,  generation- 
skipping  transfer  tax,  and  section  1491 
excise  tax),  the  surviving  spouse  is 
treated  as  the  transferor  of  the  property 
to  the  QDOT. 

(6)  Period  for  completion  of  transfer. 
Property  irrevocably  assigned  but  not 
actually  transferred  to  the  QDOT  before 
the  estate  tax  return  is  filed  must 
actually  be  conveyed  and  transferred  to 
the  QDOT  under  applicable  local  law 
before  the  administration  of  the 
decedent's  estate  is  completed.  If  an 
actual  transfer  to  the  QDOT  is  not 
timely  made,  section  2056(d)(1)(A) 
applies  and  the  marital  deduction  is  not 
allowed.  The  executor  of  the  decedent's 
estate  may  request  a  private  letter  ruling 
from  the  Internal  Revenue  Service 
extending  the  time  for  completing  the 
conveyance  or  waiving  the  actual 
conveyance  under  specified 
circumstances.  For  purposes  of  this 

§  20.2056A-4(b)(6),  an  assignment  in 
compliance  with  this  paragraph  (b)  of 
rights  under  annuities  or  other  similar 
arrangements  which  are  assignable  or 
transferable  under  §  20.2056A-4(c)(l)  is 
treated  as  having  been  actually 
transferred  (regardless  of  the  method  of 
payment  actually  elected  under  such 
annuity  or  plan)  to  the  QDOT. 

(7)  Protective  assignmenf.  A 
protective  assignment  of  property  to  a 
QDOT  may  be  made  if  thert,  is  a  bona 
fide  controversy  at  the  time  uie  federal 
estate  tax  return  is  filed  as  to  the  extent 
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to  which  property  passing  to  the 
surviving  spouse  Is  includible  in  the 
decedent's  gross  estate.  For  example,  a 
bona  fide  ouesticMi  may  be  presented 
regarding  Uie  extent  to  which  the 
decedent  contributed  towards  the 
purchase  of  Joint  property  held  with  the 
spouse,  thereby  affecting  the  extent  to 
which  the  property  is  included  in  the 
gross  estate  under  section  2040(a)  and 
the  j>ortion  of  the  property  the  spouse 
must  assign  to  the  QEOT.  The 
protective  assignment  must  identify  the 
specific  assets  to  whidi  the  assignment 
refers  and  the  reason  for  the  protective 
assignment,  but  may  otherwise  be 
defined  by  means  of  a  formula  (such  as 
the  minimum  amount  necessary  to 
reduce  the  estate  tax  to  zero).  Once 
made,  the  protective  assignment  cannot 
be  revoked.  For  example,  if  a  protective 
assignment  is  made  because  a  question 
exists  as  to  the  includibility  of  an  asset 
in  the  decedent's  gross  estate  and  it  is 
later  determined  Chat  the  asset  is  so 
includible,  the  protective  assignment 
becomes  effective  with  respect  to  the 
asset  and  cannot  be  revoked.  Protective 
assignments  are,  in  all  events,  subject  to 
§20.2056A-4(b)(6). 

(c)  Nonassignable  annuities  and  other 
arrangements— {"i)  Definition  and 
general  rule.  For  purposes  of  this 
section,  a  "nonassignable  annuity  or 
other  payment"  means  a  plan,  annuity, 
or  other  arrangement  (whether  qualified 
or  not  qualified  under  part  I  of 
subchapter  D  of  chapter  1  of  subtitle  A 
of  the  Internal  Revenue  Code)  that 
qualifies  for  the  marital  deduction  but 
for  section  2056(d)(1)(A),  and  whose 
payments  are  not  assignable  or 
transferable  to  the  QDOT  under  either 
federal  law  (see.  e.g..  section  401(a)(13)), 
state  law,  foreign  law.  or  the  terms  of 
the  plan  or  arrangement  itself.  In  the 
case  of  a  plan,  annuity,  or  other 
arrangement  which  is  not  so  assignable 
or  transferable,  the  property  passing 
under  the  plan  ftt)m  the  decedent  is 
treated  as  meeting  the  requirements  of 
§  20.2056A-2(b),  (c)  and  (d)  (pertaining, 
respectively,  to  qualified  marital  interest 
requirements,  statutory  requirements, 
and  requirements  to  ensure  collection  of 
the  tax).  Thus,  the  property  is  treated  as 
passing  in  the  form  of  a  QDOT. 
notwithstanding  that  the  spouse  does 
not  irrevocably  transfer  or  assign  the 
annuity  or  other  payment  to  the  QDOT 
as  provided  in  §  20.2056A-4(b),  but 
only  if  the  requirements  of  §  20.2056A- 
4(c)  (2)  or  (3)  are  satisfied. 

(2)  Agreement  to  remit  deferred  estate 
tax  on  corpus  portion  of  each  annuity 
payment.  The  requirements  of  this 
paragraph  (c)(2)  are  satisfied  if — 

(i)  The  noncitizen  surviving  spouse 
agrees  to  pay  the  deferred  estate  tax 


under  section  2056ACb)(l)  due  aa  the 
"corpus  portion,"  as  defined  in 
paragraph  (c)(4)  of  this  section,  of  esch 
nonassignable  annuity  or  other  pajrment 
received  under  the  plan  or  arrangement; 

(ii)  The  executor  of  the  deced«it's 
estate  files  with  the  estate  tax  return  the 
InfbrmaticHi  Statement  described  in 
paragraph  (c)(5)  of  this  section: 

(iiO  Tlie  executor  files  with  the  estate 
tax  return  the  Agreement  To  Pay 
Deferred  Estate  Tax  described  in 
paragraph  (c)(6)  of  this  section;  and 

(iv)  Tne  executor  makes  the  election 
under  S  20.2056A-3  with  respect  to  the 
nonassignable  annuity  or  other 
payment. 

(3)  Agreement  to  roll  over  corpus 
portion  of  annuity  payment  to  QPOT. 
The  requirements  of  this  paragraph 
(c)(3)  are  satisfied  if— 

(i)  The  noncitizen  surviving  spouse 
agrees  to  roll  over  and  transfer  the 
corpus  portion  of  each  annuity  payment 
to  a  QDOT,  whether  the  QDOT  is 
created  by  the  decedent's  will,  the 
executor  of  the  decedent's  estate,  or  the 
surviving  spouse; 

(ii)  A  QDOT  for  the  benefit  of  the 
surviving  spouse  is  established  prior  to 
the  date  that  the  estate  tax  retiim  is  filed 
and  during  the  time  that  the  QDOT 
election  may  be  made; 

(iii)  The  executor  of  the  decedent's 
estate  files  with  the  estate  tax  return  the 
Information  Statement  described  in 
paragraph  (c)(5)  of  this  section; 

(iv)  Tne  executor  files  with  the  estate 
tax  return  the  Agreement  To  Roll  Over 
Annuity  Payments  described  in 
paragraph  (c)(7)  of  this  section;  and 

(vfrhe  executor  makes  the  election 
under  §  20.2056A-3  with  respect  to  the 
nonassignable  annuity  or  other 
payment.  See  S  20.2056A-5(c)(3)(iv) 
regarding  distributions  from  the  QEXTT 
reimbursing  the  spouse  for  income  taxes 
paid  (either  by  actual  payment  or 
withholding)  by  the  spouse  with  respect 
to  amounts  transferred  to  the  QDOT 
pursuant  to  this  §  20.2056A-4(c)(3). 

(4)  Determination  of  corpus  portion— 
(i)  Corpus  portion.  For  purposes  of  this 
§  20.2056A-4(c),  the  "corpus  portion" 
of  each  nonassignable  annuity  or  other 
payment  is  the  "corpus  amount"  of  the 
annual  payment  divided  by  the  total 
annual  payment. 

(ii)  Corpus  amount.  (A)  The  "corpus 
amount"  of  the  annual  payment  is 
determined  in  accordance  with  the 
fol]owing  formula: 


Corpus 
Amount 


Total  present  value  of  an 
nuity  or  other  payment 

Expected  annuity  temi 


(B)  The  "total  present  value  of  the 
annuity  or  other  payment"  is  the 


present  value  of  the  nonassignable 
annuity  or  other  payment  as  of  the  date 
of  thedecedent's  death,  determined  in 
accordance  with  the  interest  rates  and 
mortality  data  prescribed  by  section 
7520.  The  "expected  armxiity  term"  Is 
the  number  of  yeare  that  would  be 
required  for  the  scheduled  payments  to 
exhaust  a  hypothetical  fund  equal  to  the 
present  value  of  the  scheduled 
payments.  This  is  determined  by  first 
dividing  the  total  present  value  of  the 
payments  by  the  annual  payment.  From 
the  quotient  so  obtained,  the  expected 
annuity  term  is  derived  by  identifying 
the  term  of  years  that  corresponds  to  the 
annuity  factor  equal  to  the  quotient. 
This  is  determined  by  using  column  1 , 
of  Table  B.  for  the  applicable  interest 
jate,  contained  in  Internal  Revenue 
Service  Publication  1457,  "Actuarial 
Values,  Alpha  Volume"  (&-a9).  which  is 
available  for  pxm:hase  from  the 
Superintendent  of  Documents,  United 
States  Government  Printing  Office, 
Washington,  D.C.  20402.  If  the  quotient 
obtained  falls  between  two  terms,  the 
longer  term  is  used. 

(5)  Information  Statement— {i)  In 
general.  In  order  for  a  nonassignable 
annuity  or  other  payment  described  In 
this  §  20.2056A-4{c)  to  qualify  under 
either  paragraph  (c)(2)  or  (c)(3)  of  this 
section,  the  Information  Statement 
described  in  paragraph  (c)(5)(ii)  of  this 
section  must  be  filed  with  the 
decedent's  federal  estate  tax  return.  The 
Information  Statement  must  be  signed 
under  penalties  of  perjury  by  both  the 
executor  of  the  decedent's  estate  and  by 
the  surviving  spouse  of  the  decedent. 
The  Statement  must  contain  all  of  the 
information  prescribed  by  this 
paragraph  (c)(5). 

(ii)  Annuity  source  information — (A) 
Employment-related  an  n  uity.  If  the 
nonassignable  annuity  or  other  pajrment 
is  employment-related,  the  following 
information  must  be  provided: 

(2)  The  name  and  address  of  the 
employer; 

(2)  The  date  of  retirement  or  other 
separation  (rom  employment  of  the 
decedent; 

13)  The  name  and  address  of  the 
pension  fund,  insurance  company,  or 
other  obligor  that  is  paying  the  annuity 
(or  similar  payment);  and 

(4)  The  identification  number  that  the 
obligor  has  assigned  to  the  annuity  or 
other  payment. 
(B)  Annuity  not  employment-related. 
'    If  the  nonassignable  annuity  or  other 
.    payment  is  not  employment-related,  the 
following  information  must  be 
provided: 

(I)  The  name  and  address  of  the 
person  or  entity  paying  the 
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nonassignable  annuity  or  other  . 
payment; 

12]  The  date  of  acquisition  of  the 
nonassignable  annuity  contract  by  the 
decedent  or  by  the  decedent  and  the 
surviving  spouse;  and 

(3)  The  identification  number,  if  any. 
that  the  obligor  has  assigned  to  the 
nonassignable  annuity  or  other 
payment. 

(iii)  The  total  annuity  amount  payable 
each  year.  The  total  amoimt  payable 
annually  underthe  nonassignable 
annuity  or  other  arrangement,  including 
a  description  of  whether  the  annuity  is 
payable  on  a  monthly,  quarterly,  or 
other  interval  and  a  description  of  any 
scheduled  changes  in  the  annuity 
payout  amount. 

(iv)  The  duration  of  the  annuity.  A 
description  of  the  term  of  the 
nonassignable  annuity  or  other  payment 
in  years,  if  it  is  determined  by  a  term 
certain,  and  the  name,  address,  and 
birthdate  of  any  measuring  life  if  the 
nonassignable  annuity  or  other  payment 
is  determined  by  one  or  more  lives. 

(v)  The  market  interest  rate  under 
section  7520.  The  applicable  interest 
rate  as  determined  under  section  7520. 

(vi)  Determination  of  corpus  portion 
of  each  payment  (in  accordance  with 
paragraph  (c)(4)  of  this  section).  (A)  The 
present  value  of  the  nonassignable 
annuity  or  other  payment  as  of  the 
decedent's  death; 

(B)  The  expected  annuity  term; 

(C)  The  corpus  amount  of  the  annual 
annuity  payments  {(A)  divided  by  (B)); 

(D)  The  corpus  portion  of  the  annual 
payments  ((C)  divided  by  the  total 
amount  payable  annually). 

-  (vii)  T/ierecipje/JfQDOr  (applicable 
only  in  the  case  of  an  agreement  to 
rollover  under  paragraph  (c)(3)  of  this 
section). 

(A)  The  name  an^  address  of  the 
trustee  of  the  QDOT  who  is  the  United 
States  Trustee; 

(B)  The  name  and  taxpayer 
identification  number  of  the  QDOT. 

(viii)  Certification  statement.  The 
executor  of  the  decedent's  estate  and  the 
siurviving  spouse  of  the  decedent  must 
each  sign  a  Certification  Statement  as 
follows: 

Under  penalties  of  perjury,  I  hereby  certify 
that,  to  the  best  of  my  knowledge  and  belief, 
the  information  reported  in  this  Information 
Statement  is  true,  correct  and  complete. 

I  (6)  Agreement  To  Pay  Deferred  Estate 
Tax.  In  order  for  a  nonassignable 
annuity  or  other  payment  described  in 
this  §  20.2056A-4(c)  to  quaUfy  under 
paragraph  (c)(2)  of  this  section,  the 
executor  of  the  decedent's  estate  must 
file  with  the  estate  tax  return  the 
following  Agreement  To  Pay  Deferred 


Estate  Tax,  which  must  be  signed  by  the 
surviving  spouse  of  the  decedent 

I  [name]  hereby  agree  that  I  will  report  all 
annuity  payments  received  imder  the  [name 
of  plan  or  airangement]  on  Form  706QDT  for 
the  calendar  year  and  remit,  on  an  annual 
basis,  to  the  Internal  Revenue  Service  the 
deferred  estate  tax  that  is  imposed  under 
section  2056A(b)(l)  of  the  Internal  Revenue 
Code  on  the  corpus  portion  of  each  annuity 
payment  (as  defined  in  section  20.2056A- 
4(c)(4)  of  the  Estate  Tax  Regulations)  received 
under  the  plan  during  the  calendar  year.  I 
also  agree  that  form  706QDT  is  to  be  filed  no 
later  than  April  15th  of  the  year  following  the 
calendar  year  in  which  any  annuity 
payments  are  received  except  in  the  year  of 
my  death,  in  which  case  it  must  be  hied  no 
later  than  the  date  my  estate  tax  retiun  is 
filed  (or  if  no  return  is  filed,  no  later  than  9 
months  from  the  date  of  my  death).  I  further 
agree  that  if  I  fail  to  timely  file  Form  706QDT 
or  pay  the  tax  imposed  on  the  corpus  portion 
of  any  annuity  payment,  I  will  become 
immediately  liable  to  pay  the  tax  imposed  by 
section  2056A(b)(l)  on  the  full  remaining 
present  value  of  the  annuity,  calculated  as  of 
the  beginning  of  the  calendar  year  in  which 
the  payment  was  received  with  respect  to 
which  I  failed  to  report  or  remit  payment  of 
the  tax  imposed  under  section  2056A(b)(l).  I 
agree,  at  the  request  of  the  District  Director, 
to  enter  into  a  security  agreement  to  secure 
my  undertakings  under  this  agreement. 

(7)"  Agreeme/if  To  Roll  Over  Annuity 
Payments.  In  order  for  a  nonassignable 
annuity  or  other  payment  described  in 
this  §  20.2056A-4(c)  to  quaUfy  under 
paragraph  (c)(3)  of  this  section,  the 
executor  of  the  decedent's  estate  must 
file  with  the  estate  tax  return  the 
following  Agreement  To  Roll  Over 
Annuity  Payments,  which  must  be 
signed  by  the  surviving  spouse  of  the 
decedent. 

I  [name]  hereby  agree  that  within  60  days 
of  receipt  of  each  annuity  payment  paid 
under  the  [name  of  plan  or  arrangement],  I 

will  transfer  an  amount  equal  to 

percent  (the  corpus  portion  determined 
under  section  20.2056A-4{c}(4)  of  the  Estate 
Tax  Regulations)  of  each  annuity  payment  to 
[identify  the  QDOT].  Further,  I  will  report  all 
annuity  payments  received  during  the 
calendar  year  under  the  [name  of  plan  or 
arrangement]  on  Form  706QDT  including  a 
schedule  of  transfers  to  the  [identify  the 
QDOT].  I  also  agree  that  Form  706QDT  is  to 
be  filed  no  later  than  April  15th  of  the  year 
following  the  year  in  which  any  annuify 
payments  are  received  except  in  the  year  of 
my  death,  in  which  case  it  must  be  filed  no 
later  than  the  date  my  estate  tax  return  is 
filed  (or  if  no  such  return  is  filed,  no  later 
than  9  months  from  the  date  of  my  death). 
I  further  agree  that  if  I  fail  to  timely  transfer 
any  required  amount  with  respect  to  any 
annuity  payment,  or  fail  to  timely  file  Form 
706QDT  reporting  the  transfers  for  any  year, 
1  will  Ijecome  immediately  liable  to  pay  the 
amount  of  the  tax  detemiined  by  application 
of  section  2056A(b)(l)  on  the  entire 
remaining  present  value  of  the  annuity. 


calculated  as  of  the  beginning  of  the  vetr  in 
which  the  payment  was  received  with 
respect  to  which  I  failed  to  make  the  transfn 
or  file  a  return.  I  agree,  at  the  request  of  the 
District  Director,  to  enter  into  a  sectirity 
agreement  to  secure  my  undertakings  under 
this  agreement. 

(d)  Examples.  The  provisions  of  this 
section  are  illustratea  by  the  following 
examples,  hi  each  of  the  following 
examples  the  decedent,  D,  a  citizen  of 
the  United  States,  died  after  the  date 
these  regulations  are  published  as  final 
regulations  and  D's  siirviving  spouse,  S, 
is  not  a  United  States  citizen  at  the  time 
of  D's  death. 

Example  1.  Transfer  and  assignment  of 
probate  and  nonprobate  property  to  QDOT. 
(i)  S  is  the  beneficiary  of  the  following 
probate  and  nonprobate  assets  included  in 
-  D's  gross  estate: 

Pecuniary  l>equest  under  will  $400,000 

Proceeds  of  life  insurance  200,000 

D's  interest  in  property  owned  Jointly 
with  S  includible  in  the  gross  estate 

under  §  2040  (a) 300,000 

De%'ise  of  real  property  under  will  100,000 

Total  1,000,000 

(ii)  Before  the  estate  tax  return  for  D's 
estate  is  filed  and  before  the  date  that  the 
QDOT  election  must  be  made,  S  creates  a 
QDOT  pursuant  to  which  all  income  is 
payable  to  S  for  life  and  the  remainder  is 
distributable  to  S's  children.  S  retains  a 
pKJwer  of  apfKjintment  over  the  disposition  of 
the  remainder  to  ensure  that  S  does  not  make 
an  immediate  gift  of  the  remainder  of  the 
trust.  Also,  before  the  estate  tax  return  is  filed 
and  before  the  date  that  the  QDOT  election 
must  be  made,  S  transfers  the  life  insurance 
proceeds  and  the  specifically  devised  real 
property  to  the  QDOT.  S  decides  not  to 
transfer  the  property  that  had  been  jointly 
owned  to  the  QDOT.  Because  S  has  not 
received  distribution  of  the  pecuniary 
bequest  before  D's  estate  tax  retirni  is  filed 
and  before  the  QDOT  election  must  be  made, 
S  irrevocably  assigns  the  interest  in  the 
pecuniary  bequest  to  the  QDOT.  Assume  that 
the  pecuniary  bequest  is  in  fact  transferred  by 
S  to  the  QDOT  before  the  estate 
administration  is  concluded.  D's  executor 
makes  a  QDOT  election  on  the  estate  tax 
return  for  the  $700,000  in  property  that  S  has 
transferred  and  assigned  to  the  QDOT.  A 
marital  deduction  of  $700,000  is  allowed  to 
D's  estate  assuming  the  estate  tax  retiim  is 
filed  and  the  QDOT  election  is  made  within 
the  time  limitation  prescrit)ed  in  S  20.2056A- 
3  (a).  No  marital  deduction  is  allowed  for  the 
$300,000  interest  in  jointly-owned  property 
not  transferred  to  the  QDOT. 

Example  2.  Formula  assignment.  Under  the 
ternis  of  D's  will,  the  entire  probate  estate 
passes  outright  to  S.  Prior  to  the  date  D's 
estate  tax  return  is  filed  and  before  the  date 
that  the  QDOT  election  must  be  made,  S 
establishes  a  QDOT  and  irrevocably  assigns 
to  the  QDOT  that  portion  of  the  gross  estate 
necessary  to  reduce  the  estate  tax  to  zero, 
taldng  into  account  all  available  credits  and 
deductions.  The  assignment  meets  the 
requirements  of  §  20.2056A-4  (b),  assuming 
that  the  QDOT  is  funded  by  the  time  that 
administration  of  D's  estate  is  completed. 
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Example  3.  Jointly  owned  property.  At  the 
time  of  Us  death,  D  and  S  hold  real  property 
as  Joint  tenants  with  right  of  survivorship.  In 
accordance  with  section  2056(d)  (1)  (B), 
section  2040(a),  and  §  20.2056A-8, 60  percent 
of  the  value  of  the  property  is  included  in  ITs 
gross  estate  S  establishes  a  QDOT  and,  prior 
to  the  dale  the  estate  tax  return  is  filed  and 
before  the  QDOT  election  must  be  made.  S 
transfers  a  60  percent  interest  in  the  real 
property  to  the  QDOT.  The  transfer  satisfies 
the  requirements  of  S  20.2056A-4(b). 

Example  4  Computation  of  corpus  portion 
of  annuity  payment,  (i)  At  the  time  of  fTs 
death  in  October  1994.  D  Is  a  participant  In 
an  employee's  pension  plan  described  in 
section  401(a).  On  f^s  death.  £>*s  spouse  S. 
a  resident  of  the  United  States,  becomes 
entitled  to  receive  a  survivor's  annuity  of 
572,000  per  year,  payable  monthly,  for  life. 
At  the  time  of  Ui  death.  S  is  age  60.  Assume 
that  under  section  7520.  the  appropriate 
discount  rate  to  be  used  for  valuing  annuities 
in  the  case  of  a  decedent  who  dies  in  October 
1994.  is  9  percent.  The  annuity  factor  at  9 
percent  for  a  person  age  60  is  8.3031.  The 
adjustment  btctor  at  9  percent  for  monthly 
payments  is  1.0406.  Accordingly,  the  right  to 
receive  S72,000  a  year  on  a  monthly  basis  is 
equal  to  the  right  to  receive  $74,923 
($72,000x1.0406)  on  an  annual  basis. 

(ii)  The  corpus  portion  of  each  annuity 
payment  received  by  S  is  determined  as 
follo%vS.  The  fust  step  is  to  determine  the 
annuity  factor  for  the  number  of  years  that 
would  be  required  to  exhaust  a  hypothetical 
fund  that  has  a  present  value  and  a  payout 
corresponding  to  5"$  interest  in  the  payment 
under  the  plan,  determined  as  follows: 

(A)  Present  value  of  S's  annuity: 
$74.923x8.3031=$622,093 

(B)  Annuity  Factor  for  Expected  Annuity 
Term:  $622,093/574,923=8.3031 

(iii)  The  second  step  is  to  determine  the 
number  of  years  that  would  be  required  for 
S's  annuity  to  exhaust  a  hypothetical  fund  of 
$622,093.  The  term  certain  annuity  factor  of 
8.3031  falls  between  the  annuity  factors  for 
15  and  16  years  in  a  9  percent  term  certain 
annuity  table  (Column  1  of  Table  B, 
Publication  1457— Alpha  Volume). 
Accordingly,  the  expected  annuity  term  is  16 
years. 

(iv)  The  third  step  is  to  determine  the 
corpus  amount  by  dividing  the  expected  term 
of  16  years  into  the  present  value  of  the 
hypothetical  fund  as  follows: 
Corpus  amount  of  annual  payment: 

$622.093/16=$38.881 

(v)  In  the  fourth  step,  the  corpus  portion 
of  each  annuity  payment  is  determined  by 
dividing  the  corpus  amount  of  each  annual 
payment  by  the  annual  annuity  payment  as 
follows: 
Corpus  portion  of  each  annuity  payment: 

$38.881/$74,923>.52 

(vi)  Accordingly.  52  percent  of  each 
payment  to  S  is  deemed  to  be  a  distribution 
of  corpus.  A  marital  deduction  is  allowed  for 
$622,093.  the  present  value  of  the  annuity  as 
of  Di  date  of  death,  if  either  S  agrees  to  roll 
over  the  corpus  portion  of  each  payment  to 
a  QDOT  and  the  executor  files  the 
Information  Statement  described  in 
$  20.20S6A-4(cXS)  and  the  Roll  Over 


AgroMiMOt  deMTibed  in  S  Z0.2056A-t(cM7): 
or  S  agree*  to  pay  the  tax  due  on  the  corpus 
portion  of  each  payment  and  the  executor 
files  the  Information  Statement  described  in 
S  20.20S6A-4(c)(5)  and  the  payment 
Agreement  described  in  §  20.2056A-4(c)(6). 

Example  5.  Transfer  to  QDOT  subject  to 
gift  tax.  D  dies  on  April  1. 1994.  Ds  will 
bequeaths  $700,000  outright  to  S.  The 
bequest  qualifies  for  a  marital  deduction 
under  section  2056(a)  except  that  it  does  not 
pass  in  a  QDOT.  On  September  1, 1994,  S 
creates  an  irrevocable  trust  that  meets  the 
requirements  for  a  QDOT  and  transfers  the 
$700,000  to  the  QDOT.  The  QDOT 
instrument  provides  that  S  is  entitled  to  all 
the  income  from  the  QDOT  payable  at  least 
aimually  and  that,  upon  the  death  of  S,  the 
property  remaining  in  the  QDOT  is  to  be 
distributed  to  the  grandchildren  of  D and  S 
in  equal  shares.  The  trust  instrument 
contains  all  other  provisions  required  to 
qualify  as  a  QDOT.  On  Z7s  estate  tax  return, 
CTs  executor  makes  a  QDOT  election  under 
section  2056A(a)(3).  Solely  for  purposes  of 
the  marital  deduction,  the  property  is 
deemed  to  pass  from  D  to  the  QDOT  trust 
LTs  estate  is  entitled  to  a  marital  deduction 
for  the  $700,000  value  of  the  property 
passing  from  D  to  S.  S's  transfer  of  property 
to  the  QDOT  is  treated  as  a  gift  of  the 
remainder  interest  for  gift  tax  purposes 
because  S's  transfer  creates  a  vested 
remainder  interest  in  the  grandchildren  of  D 
and  S.  Accordingly,  as  of  the  date  that  S 
transfers  the  property  to  the  QDOT,  a  gift  tax 
is  imposed  on  the  present  value  of  the 
remainder  interest.  Since  S  made  the  transfer 
after  October  8. 1990,  S  is  deemed  to  make 
a  gift  with  a  value  equal  to  the  entire  value 
of  the  property  under  section  2702.  In 
addition,  at  S's  death.  S  is  treated  as  the 
transferor  of  the  property  into  the  trust  for 
estate  tax  and  generation-skipping  transfer 
tax  purposes.  See.  e.g..  sections  2036  and 
2652(a)(1).  The  trust  is  not  eligible  for  a 
reverse  (jflP  election  by  Cs  estate  under 
section  2652(a)(3)  because  a  QTIP  election 
cannot  be  made  for  the  QDOT.  This  is  so 
because  the  marital  deduction  is  allowed 
under  section  2056(a)  for  the  outright  bequest 
to  the  spouse  and  the  spouse  is  then 
separately  treated  as  the  transferor  of  the 
property  to  the  QDOT. 

f  20.2056 A-S    ImposWon  of  cMerred  Mtal* 
tax. 

(a)  /n  genera/.  A  deferred  estate  tax  is 
imposed  under  section  2056A(b)(l)  on 
the  occurrence  of  a  "taxable  event,"  as 
defined  in  section  2056A(b)(9).  The  tax 
is  generally  equal  to  the  amount  of 
estate  tax  that  would  have  been  imposed 
if  the  amount  involved  in  the  taxable 
event  had  been  included  in  the 
decedent's  taxable  estate  and  had  not 
been  deductible  under  section  2056.  See 
section  2056A{b)(3)  and  §  20.2056A-5(c) 
for  certain  exceptions  from  taxable 
events. 

(b)  Amounts  subject  to  tax — (1) 
Distributions  of  principal  during  the 
spouse's  lifetime.  If  a  taxable  event 
occurs  during  the  noncitizen  surviving 


spouse's  lifetime,  the  amount  subject  to 
tax  is  the  amount  of  the  distribution 
including  any  amoimt  withheld  from 
the  distribution  by  the  United  States 
Trustee  to  pay  the  deferred  estate  tax.  If, 
however,  the  tax  is  not  withheld  by  the 
United  States  Trustee  but  is  paid  by  the 
Trustee  out  of  other  assets  of  the  QDOT, 
an  amount  equal  to  the  tax  so  paid  is 
treated  as  an  additional  distribution  to 
the  spouse  in  the  year  that  the  tax  is 
paid. 

(2)  Death  of  surviving  spouse.  If  a> 
taxable  event  occius  as  a  result  of  the 
death  of  the  surviving  spouse,  the 
amount  subject  to  tax  is  the  value  of  the 
trust  corpus  on  the  date  of  the  spouse's 
death  (or  alternate  valuation  date  if 
applicable).  See  also  section  2032A. 

(3)  Trust  ceases  to  qualify  as  QDOT. 
If  a  taxable  event  occurs  as  a  result  of 
the  trust  ceasing  to  qualify  as  a  QDOT 
(for  example,  the  trist  ceases  to  have  at 
least  one  United  States  Trustee),  the 
amount  subject  to  tax  is  the  value  of  the 
trust  corpus  on  the  date  of 
disqualification. 

(c)  Distributions  and  dispositions  not 
subject  to  fox— (1)  Distributions  of 
principal  on  account  of  hardship. 
Section  2056A{b)(3){B)  provides  an 
exemption  from  the  deferred  estate  tax 
for  distributions  to  the  surviving  spouse 
on  account  of  hardship.  A  distribution 
of  principal  is  made  on  account  of 
hardship  if  the  distribution  is  made  to 
the  spouse  from  the  QDOT  in  response 
to  an  immediate  and  substantial 
financial  need  relating  to  the  spouse's 
health,  maintenance,  or  support.  A 
distribution  is  not  considered  tnade  on 
account  of  hardship  if  the  amount 
distributed  may  be  obtained  from  other 
sources  that  are  reasonably  available  to 
the  surviving  spouse;  e.g..  the  sale  by 
the  surviving  spouse  of  personally 
owned,  pubUcly  traded  stock  or  the 
cashing  in  of  a  certificate  of  deposit 
owned  by  the  surviving  spouse. 
Although  a  hardship  distribution  of 
principal  is  exempt  from  the  deferred 
estate  tax,  it  must  be  reported  on  Form 
706QDT  even  if  it  is  the  only 
distribution  that  occurred  during  the 
filing  period.  See  §  20.2056 A-11 
regarding  filing  reqtiirements  for  the 
Form  706QDT. 

(2)  Distributions  of  income  to  the 
surviving  spouse.  Section 
2056A(b)(3)(A)  provides  an  exemption 
from  the  deferred  estate  tax  for 
distributions  of  income  to  the  surviving 
spouse.  For  ptuposes  of  section 
2056A(b)(3)(A),  "income"  refers  to 
income  as  defined  in  section  643(b), 
except  that  income  does  not  include 
capital  gains  or  other  items  that  would 
be  allocated  to  corpus  under  applicable 
local  law  governing  the  administration 
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of  trusts  without  ragaid  to  any  cpedfic 
trust  provision  to  the  contruy. 

(3)  Cutain  miscellaneous 
distributions  and  dispositions.  Certain 
additional  miscellaneous  distributions 
and  dispositions  of  trust  assets  are 
exempt  from  the  deferred  estate  tax, 
including  but  not  limited  to  the 
following — 

(i)  Pajrments  for  ordinary  and 
necessary  expenses  of  the  QPOT; 

(ii)  Payments  to  applicable 
governmental  authorities  for  income  tax 
or  any  other  applicable  tax  imposed  on 
the  QDOT  (othOT  than  a  payment  of  the 
deferred  estate  tax  due  on  the 
occurrence  of  a  taxable  event  as 
described  in  paragraph  (b)  of  this 
section): 

(iii)  Dispositions  of  trust  assets  by  the 
trustees  (such  as  sales,  exchanges,  or 
pledging  as  collateral)  for  full  and 
adequate  consideration  in  money  or 
money's  worth;  and 

(iv)  Ammmts  paid  from  the  QDOT  to 
reimburse  the  spouse  for  income  taxes 
paid  by  the  spouse  (either  by  actual 
payment  or  through  withholding)  with 
respect  to  amounts  received  from  a 
nonassignable  annuity  or  other 
arrangement  that  are  transferred  by  the 
spouse  to  a  GfXXT  pursuant  to 
§  20^056A-4(cK3). 

f20.2056A-6    Amoantoftax. 

(a)  Definition  of  tax.  Section 
2056A(bK2)  provides  for  the 
computation  of  the  deferred  estate  tax. 
For  purposes  of  section  2056A(b)(2)(A) 
(i)  and  (ii),  except  as  provided  in 

§  20.2056A-6(d),  in  determining  the  tax 
that  would  have  been  imposed  imder 
section  2001  on  the  estate  of  the  first 
decedent,  the  rates  in  effect  on  the  date 
of  the  first  decedent's  death  are  tised.  In 
addition,  for  purposes  of  section 
2Q56A(b)(2)(A)  (i)  and  (u).  "the  tax 
which  would  have  been  imposed  by  . 
section  2001  on  the  estate  of  the 
decedent"  means  the  net  tax  aftw 
allowance  of  any  allowable  credits, 
including  the  unified  credit  allowable 
under  section  2010,  the  credit  fm  state 
death  taxes  under  section  2011.  the 
credit  for  tax  on  prior  transfers  under 
section  2013,  and  the  credit  for  foreign 
death  taxes  under  section  2014.  In  the 
case  of  a  decedent  nonresident  not  a 
citizen  of  the  United  States,  the 
applicable  credits  are  detennined,  under 
section  2102. 

(b)  Example,  llie  rules,  of  §  20.2056A- 
6  are  illustrated  as  follows: 

Example,  (i)  D,  a  United  States  citizen,  dies 
in  19M  with  a  gross  astate  of  $1,200,000. 
Under  IX*  will,  a  pecuaiaty  beqoMt  of 
$700,000  passes  to  a  C^XJT  fiv  the  benefit  of 
i/s  spouM  5.  who  is  a  racideBt  bat  not  a 


citiaan  of  tha  UnMed  States.  ITs  estate  tax  is 
computed  as  tailomn: 

Gross  estate $1,200,000 

Marital  Deduc- 
tion           (700,000) 

Taxable  Estate  ...  500,000 

Grots  Tax $155,800 

Lass:  $192,800 
Unified  CrwUt (155,800) 

Net  Tax - 0 

(ii)  S  dies  in  1996  at  which  time  &e  value 
of  the  corpus  of  the  QDOT  is  $700,000. 
Assuming  tiiere  were  no  taxable  events 
during  5*8  lifetime  with  respect  to  the  QDOT, 
the  tax  fanpoeed  under  section  2056A(bXl)(B) 
is  $235,000.  computed  as  follows: 
IXs  actual  taxable 

esUte  - $500,000 

QDOT  pn^perty  700.000 

Total _ -....     1,200,000 

Gross  Tax $427,800 

Less:  Unified  Cred- 
it   .     (192400) 

Net  Tax  .._ —        235,000 

Less:  Tax  that 
would  have  been 
imposed  on  Cs 
actual  taxal)le  es- 
tate of  $500,000  .     ..........  0 

Deferred  Estate  Tax     2354X)0 

(c)  Benefits  allowed  in  determining 
amount  of  deferred  estate  tax— (1) 
General  rule.  Section  2056A(bKlO) 

Erovides  for  the  allowance  of  certain 
enefits  in  computing  the  defended 
estate  tax.  Except  as  provided  in  this 
paragraph,  the  rules  of  each  of  the 
credit,  deduction  and  defanal 
provisions  referred  to  therein  must  be 
c(Mnplied  with. 

(2)  Presumption  of  residency.  For 
purposes  of  section  205eA{bMlOXA).  it 
is  presiuned  that  the  noncitixaa  spouse 
is  a  resident  of  the  United  States  for 
purposes  of  determining  whether  the 
QDOJ  property  is  includible  in  tha 
spouse's  gross  estate  under  chapter  11 
and  for  purposes  of  determinii^ 
whether  any  of  the  credits,  deductions 
or  defierral  provisions  are  allowable  with 
respect  to  the  C^XST  property  to  the 
estate  of  the  spouse. 

(3)  Special  rule  in  the  case  of  trusts 
described  in  section  2056(bX8).  hi  the 
case  of  a  QDOT  in  which  the  spouse's 
interest  qualifies  for  a  marital  deduction 
under  section  2056(b)(8),  the  provisions 
of  section  2056A(b)(lO)(A)  apply  in 
determining  the  allowance  o^  a 
charitable  deducti(m  in  computing  the 
deferred  estate  tax,  notwithstanding  that 
the  QPOT  is  not  includible  in  the 
spouse's  gross  estate. 

(4)  Credit  for  state  and  foreign  death 
taxes.  In  order  for  a  credit  to  be  finally 
allowed  for  eitlier  state  death  taxes 
imder  section  2011  or  foreign  death 
taxes  imder  section  2014,  the  state  or 


foreign  furisdiction  must  actually 
impose  death  taxes  on  the  property 
su^ect  to  the  sectitMi  2056A(b)(l)  tax 
and  fliose  taxes  must  actually  be  paid  to 
the  state  or  foreign  jurisdiction.  "Hie 
credit  allowri)le  cannot  exceed  tha  state 
or  foreign  death  taxes  previouriy  paid  at 
the  time  of  death  of  Ae  first  decedent, 
and  any  additional  state  or  foreign  taxas 
imposeid  on  the  surviving  spouse's 
death  on  the  C^XDT  property,  other  than 
taxes  imposed  on  property  includible  in 
the  spouse's  gross  estate. 

(5)  Aftemate  valuation  and  special 
use  vaTuotion— (i)  In  general.  In  order  to 
claim  the  benefits  of  alternate  valuation 
imder  section  2032,  or  spedal  use 
valuation  under  section  2032A,  for 
purposes  of  computing  the  deferred 
estate  tax,  an  election  must  be  made  on 
the  Form  706QDT  that  is  filed  with 
respect  to  the  balance  remaining  in  the 
QDOT  upon  the  death  of  the  surviving 
spouse.  La  addition,  the  separate 
requirements  for  making  the  section 
2032  and/or  section  2032A  elections 
imder  those  sections  and  the  ragulations 
thereunder  must  be  complied  with 
except  that,  for  this  purpose,  the 
surviving  spouse  is  treated  as  a  resident 
of  the  United  States  regardless  of  the 
surviving  spouse^s  actual  residency 
status.  Solely  for  purposes  of  this 
paragraph  (d)(5),  the  citizenship  of  the 
first  decedent  is  immaterial. 

(ii)  Alternate  valuatiorL  Fca  purposes 
of  the  alternate  valuation  election  under 
section  2032,  the  election  may  not  be 
made  unless  the  election  decreases  both 
the  value  of  the  property  remaining  in 
the  (pOT  upon  the  death  of  tha 
surviving  spouse  and  the  net  amount  of 
deferred  estate  tax  due.  Once  made,  the 
election  is  irrevocable. 

(iii)  Special  valuation.  For  purposes 
of  section  2032A,  the  Designated  Filar 
(in  the  case  of  multiple  QDOTs)  or  the 
United  States  Trustee  may  elect  to  vahie 
certain  farm  and  closely  held  business 
real  property  at  its  form  or  business  use 
value,  rather  than  its  foir  maricet  vahia, 
if  all  of  the  requirements  under  section 
2032A  and  the  applicable  regulations 
are  met,  exoept  that,  for  this  purpose, 
the  surviving  spouse  is  treated  as  a 
resident  of  the  United  States  regardless 
of  die  spouse's  actual  residency  status. 
The  total  value  of  property  valued  uiKler 
section  2032A  in  the  Cyxyr  cannot  ba 
decreased  from  fair  market  value  by 
more  than  $750,000. 

(d)  Miscellaneous  rules.  See  sections 
2056A(b)(2XB)(i)  and  2056A(b)(2M9  for 
special  rules  regarding  the  appropriate 
rate  of  tax.  See  section  2056A(b)(2)(BXU) 
for  provisions  regarding  a  credit  or 
refund  with  respect  to  tha  deferred 
estate  tax 
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f2a2056A-7    Ailo«rano*o(  prior  tramtar 
cr«dlt  undar  MCtton  2013. 

(a)  Property  subject  to  QPOT  election. 
Section  2056(d)(3)  provides  special 
rules  for  computing  the  section  2013 
credit  allowed  with  respect  to  property 
subiect  to  a  QDOT  election.  In 
computing  the  credit  iinder  section 
2013.  the  amount  of  the  credit  is 
determined  under  section  2013  and  the 
regulations  thereunder,  except  that: 

(1)  The  "first  Umitation"  as  described 
in  section  2013(b)  and  §  20.2013-2  is 
the  amount  of  the  deferred  estate  tax 
imposed  under  section  2056A(b){l)(A), 
with  respect  to  distributions  during  the 
spouse's  life,  and  under  section 
2056A(b)(l)(B),  with  respect  to  the  value 
of  the  trust  corpus  on  the  spouse's 
death;  and 

(2)  The  amount  of  the  credit  is 
determined  without  regard  to  the 
percentage  limitations  contained  in 
section  2013(a). 

(b)  Property  not  subject  to  QDOT 
ejection.  If  property  includible  in  a 
decedent's  gross  estate  passes  to  a 
noncitizen  surviving  spouse  (the 
transferee)  and  no  deduction  is  allowed 
to  the  decedent's  estate  for  the  property 
imder  section  2056(a)  solely  because  the 
requirements  of  section  2056(d)(2)  are 
not  satisfied,  and  the  transferee  spouse 
dies  with  an  estate  that  is  subject  to  tax 
under  section  2001  or  section  2101,  as 
the  case  may  be,  any  credit  for  tax  on 
prior  transfers  allowable  to  the  estate  of 
the  transferee  spouse  tinder  section 
2013  with  respect  to  such  property  is 
determined  in  accordance  with  the  rules 
of  section  2013  and  the  regulations 
thereunder,  except  that  the  amount  of 
the  credit  is  determined  without  regard 
to  the  percentage  Umitations  contained 
in  section  2013(a). 

^S20.2056A-a    SpMiairw<M  for  Joint 
property. 

(a)  Inclusion  in  gross  estate — (1) 
General  rule.  If  property  is  held  by  the 
decedent  and  the  surviving  spouse  of 
the  decedent  as  joint  tenants  with  right 
of  sturvivorship,  or  as  tenants  by  the 
enurety,  and  the  surviving  spouse  is  not 
a  United  States  citizen  at  the  time  of  the 
deoBdent's  death,  the  property  is  subject 
to  inclusion  in  the  decedent's  gross 
estate  in  accordance  with  the  rules  of 
section  2040(a)  (general  rule  for 
includibility  of  joint  interests),  and 
section  2040(b)  (special  rule  for 
includibility  of  certain  joint  interests  of 
husbands  and  wives)  does  not  apply. 
Accordingly,  the  rules  contained  in 
section  2040(a)  and  $  20.2040-1  govern 
the  extent  to  which  such  joint  interests 
are  includible  in  the  gross  estate  of  a 
decedent  who  was  a  citizen  or  resident 
of  the  United  States.  If  the  decedent  is 


a  nonresident  not  a  citizen  of  the  United 
States,  t^e  foregoing  rule  applies 
pursuant  to  sections  2103,  2031, 
2040(a),  and  2056(c)(1)(B). 

(2)  Consideration  famished  by 
surviving  spouse.  For  purposes  of 
applying  section  2040(a),  in  determining 
the  amount  of  consideration  furnished 
by  the  surviving  spouse,  any 
consideration  furnished  by  the  decedent 
with  respect  to  the  property  before  July 
14, 1988,  is  treated  as  consideration 
furnished  by  the  surviving  spouse  to  the 
extent  that  the  consideration  was  treated 
as  a  gift  under  section  2511,  or  to  the 
extent  that  the  decedent  elected  to  treat 
the  transfer  as  a  gift  to  the  spouse  under 
section  2515  (to  the  extent  applicable). 
For  purposes  of  determining  whether 
the  consideration  was  a  gift  by  me 
decedent  under  section  2511,  it  is 
presumed  that  the  decedent  was  a 
citizen  of  the  United  States  at  the  time 
the  consideration  was  so  furnished  to 
the  spouse.  The  special  rule  of  this 
§20.2056A-8(a)(2)  is  applicable  only  if 
the  donor  spouse  predeceases  the  donee 
spouse  and  not  if  the  donee  spouse 
predeceases  the  donor  spouse. 

(3)  Amount  required  to  be  transferred 
to  QDOT.  If.  as  a  result  of  the 
application  of  the  rules  described  above, 
only  a  portion  of  the  value  of  a  jointly- 
held  property  interest  is  includible  in  a 
decedent's  gross  estate,  only  that 
portion  that  is  so  includible  must  be 
transferred  to  a  QEXDT  in  order  to  obtain 
the  estate  tax  marital  deduction  for  the 
property.  See  8  20.2056A-4(d),  Example 
3. 

(b)  Surviving  spouse  becomes  citizen. 
Paragraph  (a)  of  this  section  does  not 
apply  if  the  surviving  spouse  meets  the 
requirements  of  section  2056(d)(4).  For 
the  definition  of  resident  in  applying 
section  2056(d)(4),  see  §  20.0-l(b). 

(c)  Example.  The  provisions  of 

§  20.2056A-8  are  illustrated  by  the 
following  example: 

Example.  In  1987,  D,  a  United  States 
citizen,  purchases  real  property  and  takes 
title  in  the  names  of  D  and  S,  ITs  spouse  (a 
noncitizen,  but  a  United  States  resident),  as 
joint  tenants  with  right  of  survivorship.  In 
accordance  with  §  25.2511-l(h)(5),  one-half 
the  value  of  the  property  is  a  gift  to  S.  D  dies 
in  1993.  Because  S  is  not  a  United  States 
citizen,  the  provisions  of  section  2040(a)  are 
determinative  of  the  extent  to  which  the  real 
property  is  includible  in  i7s  gross  estate. 
Because  the  joint  tenancy  was  established 
before  July  14. 1988,  and  under  the 
applicable  provisions  of  the  Internal  Revenue 
Code  and  regulations  the  transfer  was  treated 
as  a  gift  of  one-half  the  property,  one-half  of 
the  value  of  the  property  is  deemed 
attributable  to  consideration  furnished  by  S 
for  purposes  of  section  2040(a).  Accordingly, 
onlv  one-half  of  the  value  of  the  property  is 
includible  in  IT'S  gross  estate  under  section 
2040(a). 


f2a2056A-«    OMignMadRlw. 

Section  2056A(b)(2)(C)  provides 
special  rules  where  more  than  one 
QDOT  is  established  with  respect  to  a 
decedent.  The  designation  of  a  person 
responsible  for  filing  a  return  under 
section  2056A(b)(2)(C)(i)  (the 
Designated  Filer)  must  be  made  on  the 
decedent's  federal  estate  tax  return,  or 
on  the  first  706QDT  that  is  due  and  is 
filed  by  its  prescribed  date,  including 
extensions.  The  Designated  Filer  must 
be  a  United  States  Trustee  of  the  QDOT. 
If  the  United  States  Trustee  is  an 
individual  United  States  Trustee,  the 
individual  must  have  a  tax  home  (as 
defined  in  section  91 1(d)(3))  in  the 
United  States.  At  least  thirty  days  before 
the  due  date  for  filing  the  tax  returns  for 
all  of  the  QDOTs,  the  United  States 
Trustee(s)  of  each  of  the  QDOTs  must 
provide  to  the  Designated  Filer  all  of  the 
necessary  information  relating  to 
distributions  from  their  respective 
QDOTs.  The  Designated  Filer  may 
allocate  the  deferred  estate  tax  due  from 
each  QDOT  in  the  Designated  Filer's 
discretion. 

f20.2056A-10    Surviving  spouM  boconwa 
cWxm  after  QDOT  Mtabilshod. 

(a)  Deferred  estate  tax  no  longer 
imposed  under  certain  circumstances — 
(1)  General  rule.  Section  2056A(b)(12) 
provides  that  a  QDOT  is  no  longer 
subject  to  the  imposition  of  the  defierred 
estate  tax  if  the  spouse  becomes  a 
citizen  of  the  United  States  and  the 
following  conditions  are  satisfied — 

(i)  The  spouse  either  was  a  United 
States  resident  (for  the  definition  of 
resident  for  this  purpose,  see 
§  20.20S6A-l(b))  at  all  times  after  the 
death  of  the  decedent  and  before 
becoming  a  United  States  citizen,  or  no 
taxable  distributions  are  made  from  the 
QDOT  before  the  spouse  became  a 
United  States  citizen  (regardless  of  the 
residency  status  of  the  spouse);  and 

(ii)  The  United  States  Trustee(s)  of  the 
QDOT  notifies  the  Internal  Revenue 
Service  and  certifies  in  writing  that  the 
stuviving  spouse  has  become  a  United 
States  citizen.  Notice  is  to  be  made  by 
filing  a  final  Form  706QDT  on  or  before 
April  15th  of  the  year  following  the  year 
in  which  the  stuviving  spouse  becomes 
a  United  States  citizen,  imless  an 
extension  of  time  for  filing  is  granted 
under  section  6081. 

(2)  (Reserved). 

(b)  Special  election  by  spouse — (1)  In 
general.  If  the  stuviving  spouse  becomes 
a  United  States  citizen  and  the  spouse 
is  not  a  United  States  resident  (see 

§  20.2056A-l(b))  at  all  times  after  the 
death  of  the  de(^ent  and  before 
becoming  a  United  States  citizen,  and  a 
tax  was  previously  imposed  imder 
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section  20S6A(bMl)(A)  with  respect  to 
any  distribution  from  the  CpOT  before 
the  swviving  spouse  becomes  a  United 
Ststes  citizen,  uie  -defeired  estate  tax 
under  section  20S6A(bHl)  does  not 
apply  to  distributions  after  the  spouse 
becomes  a  citizen  if: 

(i)  The  spouse  elects  to  treat  any 
taxable  distribution  from  a  QOOT  prior 
to  the  spouse's  election  as  a  taxabte  gift 
made  by  the  spouse  for  purposes  of 
section  2001(b)(lHB)  (referring  to 
adjusted  taxable  gifts)  and  for  purposes 
of  determining  the  amount  of  ^e  tax 
imposed  by  section  2501  on  actual 
taxable  gifts  made  by  the  spouse  during 
the  year  in  which  the  spouse  becomes 
a  citizen  or  in  any  subsequent  year; 

(ii)  The  spouse  elects  to  treat  any 
previous  reduction  in  the  tax  by  reason 
of  the  decedent's  unified  credit  (under 
either  section  2010  or  section  2102(c)) 
as  a  reduction  in  the  spouse's  unified 
credit  under  section  2505  for  purposes 
of  determining  the  amount  of  the  credit 
allowable  with  respect  to  taiable  gifts 
made  by  the  surviving  spouse  during 
the  taxable  year  in  which  the  spouse 
becomes  a  citizen,  or  in  any  subsequent, 
year;  and 

(iii)  rhe  elections  referred  to  in 
§  20.2056A-10(b)(lKi)  and  (ii)  are  made 
by  timely  filing  a  Form  706QDT  on  or 
before  April  15th  of  the  year  following 
the  year  in  which  the  surviving  spouse 
becomes  a  citiaen  (unless  an  extension 
of  time  for  filing  is  granted  under 
section  6081)  and  attaching  notification 
of  the  election  to  the  return. 

(2)  [Reserved]. 

S2a2056A-11    FiHngrequirefiMntaand 
payment  of  tlM  deferred  estate  tax. 

(a)  Distributions  during  surviving 
spouse's  life.  Section  2036A(b)(5KA| 
provides  the  due  date  for  the  deferred 
estate  tax  due  on  distributions  during 
the  spouse's  lifetime.  An  extension  of 
not  more  than  6  months  may  be 
obtained  for  the  filing  of  Form  706QDT 
under  section  6081(a)  if  the  conditions 
specified  therein  are  satisfied.  See  also 
§  20.2056A-5(c)(l)  regarding  the 
requirements  for  filing  a  Form  706<^3T 
in  the  case  of  a  distribution  on  account 
of  hardship. 

(b)  Tax  at  death  cf  surviving  spouse. 
Section  2056A(b)(5)(B)  provides  the  due 
date  for  payment  of  the  deferred  estate 
tax  imposed  on  the  death  of  the  spouse 
undw  section  2056A(b)(l)(B).  An 
extension  of  not  more  than  6  months 
may  be  obtained  for  the  filing  of  the 
Form  706QDT  under  section  6081(a),  if 
the  conditions  specified  therein  are 
satisfied. 

(c)  Extension  of  time  for  paying 
deferred  estate  tax — (1)  Extension  of 
time  for  paying  tax  under  section 


61€l{aJ(2).  Ptmnant  to  sections 
20S6A(bKlO)fC3  and  6161(aH2).  upon  a 
showing  of  reasonable  cause,  an 
extension  of  time  beyond  &e  due  date 
to  pay  any  part  of  the  deferred  estate  tax 
that  is  imposed  upon  tiie  surviving 
spouse's  death  under  section 
2056A(bKl}(B)  and  shown  on  the  final 
Form  706QPT,  or  any  part  of  any 
installments  of  such  tax  under  section 
6166  (including  any  part  of  a  deficiency 
prorated  to  any  installment  under  sndi 
section),  may  be  granted  for  a  reasonable 
period  of  time,  not  to  exceed  10  years 
from  the  dote  (Rvsoribed  fior  payment  of 
the  tax  (or  in  the  case  of  an  installment 
or  part  of  a  deficiency  prorated  to  an 
installment,  if  later,  not  beyond  the  date 
that  is  12  mootfas  after  the  due  date  for 
the  last  installment),  by  the  district 
director  or  the  director  of  the  service 
center  where  the  Form  706C^T  is  fUed. 

(2)  Extension  oftiim  for  paying  tax 
under  section  6161(aXt).  An  extension 
of  time  beyond  the  due  date  to  pay  any 
part  of  the  deferred  estate  tax  imposed 
on  Ufatime  distributions  undm  section 
2056A(b)(l)(A).  or  imposed  at  the  death 
of  the  surviving  spouse-under  section 
2056A(b)(l)(B),  may  be  granted  for  a 
reasonable  period  of  time,  not  to  exceed 
6  months  (12  months  in  the  case  of  the 
tax  imposed  under  section 
2056A(b)(l)(B)  at  the  surviving  spouse's 
death),  by  the  district  director  or  the 
director  of  the  service  center  where  the 
Form  7Q6QDT  is  filed. 

(d)  LicAjility  for  tax.  Under  section 
2056A(b)(6),  each  trustee  (and  not  solely 
the  United  States  Trustee(s))  of  a  QDOT 
is  personally  liable  for  the  amount  of  the 
defvred  estate  tax  imposed  in  the  case 
of  any  taxable  event  under  section 
2056A{bHl)-  hi  the  case  of  multiple 
CJXTTs  with  respect  to  the  same 
decedent,  the  trustee{s)  of  each  trust  are 
jointly  and  severally  liable  to  the  extent 
of  the  assets  within  the  trustee's  control 
notwithstanding  the  appointment  of  a 
Designated  Filer  under  §  20.2056A-9. 
The  trustee  may  also  be  personally 
liable  as  a  withholding  agent  imder 
section  1461  or  other  applicable 
provisions  of  the  Internal  Revenue 
Code. 

§20.2056A-12    Ineraasad  baaia  for 
deferred  estate  tax  paid  with  raapeet  to 
distribution  from  a  QDOT. 

Under  section  2056A(b)(13).  in  the 
case  of  any  distribution  from  a  QDOT  on 
which  a  tax  is  imposed  under  section 
2056A(b)(l)(A),  the  distribution  is 
treated  as  a  transfer  by  gift  for  purposes 
of  section  1015,  and  any  deferred  estate 
tax  paid  under  section  2056A(b)(l)(A)  is 
treated  as  a  gift  tax.  See  §  1.1015-5(d) 
for  rules  for  determining  the  amount  by 


which  the  basis  of  ^e  distributed 
property  is  increased. 


(a)  In  general.  Except  as  provided 
below,  £e  provisions  of  §§  20.2056A-1 
through  20.2056A-12  are  Elective  with 
respect  to  estates  of  decedents  dying 
after  the  date  these  regulations  are 
published  as  final  reguhitions  fai  the 
Federal  Ra^star.  With  respect  to  estates 
of  decedents  dying  on  or  befara  such 
date,  taxpayers  may  rely  oa  any 
reasonable  interpretation  of  the 
statutory  provisions.  The  provisions  of 
§  20.2056A-2(d).  pertaining  to  tfaa 
additional  QDOT  qaalification 
requirements,  are  effective  in  the  case  of 
estates  of  decedents  dying  180  days  after 
the  date  these  regulations  are  published 
as  final  regulations  in  the  Federal 
Register.  With  respect  to  estates  of 
decedents  dying  before  such  date, 
taxpayers  may  rely  on  any  reasonable 
interpretation  of  the  statutory 
provisions. 

(b)  Transition  rules  for  reporting  and 
paying  the  deferred  estate  tax.  For 
certain  transition  rules  for  reporting  and 
paying  the  tax  imposed  under  section 
2056A(b)(l),  see  Announcement  90-39. 
1990-12  I.R.B.  26,  and  Announcement 
91-&8,  1991-15  LR.fi.  39  (See 

§  601.601(d)(2)(iiXh)  of  this  chapter  for 
the  availability  of  the  I.R.B.). 

Par.  6.  Section  20.2101-1  is  revised  to 
read  as  follows: 

f  ao.2101-1    Estataa  of  nonrasMenta  not 
citizarta;  tax  impoaad. 

(a)  Imposition  of  tax.  Section  21tn 
imposes  a  tax  on  tfie  transfar  of  the 
taxable  estate  of  a  nonresident  who  is 
not  a  citizen  of  the  United  States  at  the 
time  of  death.  In  the  case  of  an  estate  of 
a  decedent  dying  after  November  10, 
1988.  the  tax  is  computed  at  the  same 
rates  as  the  tax  that  is  imposed  on  the 
transfer  of  the  taxable  estate  of  a  citizen 
or  resident  of  the  United  States  in 
accordance  with  the  provisions  oj 
section  2101  (b)  and  (c).  For  the 
meaning  of  the  terms  "resident," 
"nonresident,"  and  "United  States,"  as 
applied  to  a  decedent  for  purposes  of 
the  estate  tax.  see  paragraphs  (b)  (1)  and 
(2)  of  §  20.0-1.  For  the  liability  of  the 
executor  for  the  payment  of  the  tax,  see 
section  2002. 

(b)  Special  rates  in  the  case  of  certain 
decedents.  In  the  case  of  an  estate  of  a 
nonresident  who  was  not  a  citizen  of  the 
United  States  and  who  died  after 
December  31, 1976,  and  on  or  before 
November  10,  W88,  the  tax  on  the 
nonresident's  taxable  estate  is  computed 
using  the  formula  provided  under 
section  2102(b).  except  that  the  rate 
schedule  in  paragraph  (c)  of  this  section 
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is  to  be  used  in  lieu  of  the  rate  schedule 
in  section  2001(c). 

(c)  Rate  schedule  for  decedents  dying 
after  12/31/76  and  on  or  before  11/10/ 
88. 


If  Itw  amoum  lor  wNch 

the  isntailva  tu  to  b* 

The  teotaftve  tax  Is; 

compuiedlK 

Not  ow  $100,000 

6%  of  auch  amount. 

Over  $100,000  but  not 

$6,000.  plut  12%  o«  ex- 

owwSSOO.000. 

cesaovw  $100,000. 

Ov«r  $500,000  but  (tot 

$5«.000.pto«i8%otex 

wwr$1XX)0.000. 

ceaa  over  $500,000 

Over  $1,000,000  but  not 

$144,000  plus  24%  o( 

over  $2,000,000. 

excaaaover 

$1,000,000. 

Over  $2  000  000  

$384,000.  ptua  30%  0( 

aaceaaover 

$2,000,000. 

(d)  Effective  date.  The  provisions  of 
§  20.2101-1  are  effective  with  respect  to 
estates  of  decedents  dying  after  the  date 
these  regulations  are  published  as  final 
regulations  in  the  Federal  Register. 
With  respect  to  estates  of  decedents 
dying  on  or  before  such  date,  taxpayers 
may  rely  on  any  reasonable 
interpretation  of  the  statutory 
provisions. 

Par,  7.  §  20.2102-1  is  amended  by 
adding  a  new  paragraph  (c)  to  read  as 
follows: 

S  20.21 02-1    Estates  o«  nonrssMents  not 
citizens:  credtts  sgainst  tax. 

(c)  Unified  credit— [D  In  general. 
Subject  to  paragraph  (c)(2)  of  this 
section,  in  the  case  of  decedents  dying 
after  November  10, 1988,  a  unified 
credit  of  $13,000  is  allowed  against  the 
tax  imposed  by  section  2101  subject  to 
the  limitations  of  section  2102(c). 

(2)  When  treaty  is  applicable.  To  the 
extent  required  under  any  treaty 
obligation  of  the  United  States,  the 
estate  of  a  nonresident  not  a  citizen  of 
the  United  States  is  allowed  the  unified 
credit  permitted  to  a  United  States 
citizen  or  resident  of  $192,800 
multiplied  by  the  proportion  that  the 
total  gross  estate  of  the  decedent 
situated  in  the  United  States  bears  to  the 
decedent's  total  gross  estate  wherever 
situated. 

(3)  Certain  residents  of  possessions.  In 
the  case  of  a  decedent  who  is 
considered  to  be  a  "nonresident  not  a 
citizen  of  the  United  States"  under 
section  2209,  there  is  allowed  a  unified 
credit  equal  to  the  greater  of  $13,000.  or 
$46,800  multiplied  by  the  proportion 
that  the  decedent's  gross  estate  situated 
in  the  United  States  bears  to  the  total 
gross  estate  of  the  decedent  wherever 
situated. 

(4)  Effective  date.  The  provisions  of 

§  20.2102-l(c)  are  effective  with  respect 
to  estates  of  decedents  dying  after  the 


date  these  regulations  are  published  as 
final  regulations  in  the  Federal  Register. 
With  respect  to  estates  of  decedents 
dying  on  or  before  such  date,  taxpayers 
may  rely  on  any  reasonable 
interpretation  of  the  statutory 
provisions. 

Par.  8.  §  20.2106-1  is  amended  by 
revising  paragraph  (a)(3)  (including 
concluding  text  following  paragraph 
(a)(3)(ii)(6)),  adding  paragraph  (a)(4), 
and  removing  paragraph  (c)  to  read  as 
follows: 

S  20.21 06-1    Eststss  of  nonrssidsnts  not 
cttttsns;  taxabto  sststs;  deductions  In 
gsnsral. 

(a)*  '  • 

(3)  Subject  to  the  special  rules  set 
forth  at  §  20.2056A-l(c).  the  amount 
which  would  be  deductible  with  respect 
to  property  situated  in  the  United  States 
at  the  time  of  the  decedent's  death 
under  the  principles  of  section  2056. 
Thus,  if  the  surviving  spouse  of  the 
decedent  is  a  citizen  of  the  United 
States  at  the  time  of  the  decedent's 
death,  a  marital  deduction  is  allowed 
with  respect  to  the  estate  of  the 
decedent  if  all  other  applicable 
requirements  of  section  2056  are 
satisfied.  If  the  surviving  spouse  of  the 
decedent  is  not  a  citizen  of  the  United 
States  at  the  time  of  the  decedent's 
death,  the  provisions  of  section  2056, 
including  specifically  the  provisions  of 
section  2056(d)  and  (unless  section 
2056(d)(4)  applies)  the  provisions  of 
section  2056A  (QDOTs)  must  be 
satisfied. 

(4)  Effective  date.  The  provisions  of 
§  20.2106-l(a)(3)  are  effective  with 
respect  to  estates  of  decedents  dying 
after  the  date  these  regulations  are 
published  as  final  regulations  in  the 
Federal  Register.  With  respect  to  estates 
of  decedents  dying  on  or  before  such 
date,  taxpayers  may  rely  on  any 
reasonable  interpretation  of  the 
statutory  provisions. 


PART  25-C!IFr  TAX;  GIFTS  MADE 
AFTER  DECEMBER  31, 1954 

Par.  9.  The  authority  citation  for  part 
25  is  revised  to  read  as  follows: 

Authority:  26  U.S.C  7805. 

Par.  10.  Section  25.2503-2  is 
amended  as  follows: 

1.  The  first  sentence  in  paragraph  (a) 
is  revised  to  read  as  set  forth  below. 

2.  New  paragraph  (f)  is  added  to  read 
as  set  forth  below. 

§25.2503-2    Exclusion  from  gifts. 

(a)  •  •  *  Except  as  provided  in 
paragraph  (f)  of  this  section  (involving 
gifts  to  a  noncitizen  spouse),  the  first 


$10,000  of  gifts  made  to  any  one  donee 
during  the  calendar  year  1982  or  any 
calendar  year  thereafter,  except  gifts  of 
future  interests  in  property  as  defined  in 
§§  25.2503-3  and  25.2503-4,  is 
excluded  in  determining  the  total 
amount  of  gifts  for  the  calendar  year. 


(0  Special  rule  in  the  case  of  gifts 
made  on  or  after  July  14.1 988.  to  a 
spouse  who  is  not  a  United  States 
citizen — (1)  In  general.  Subject  to  the 
special  rules  set  forth  at  §  20.2056A-l(c) 
of  this  chapter,  in  the  case  of  gifts  made 
on  or  after  July  14. 1988,  if  the  dpnee 
of  the  gift  is  the  donor's  spouse  and  the 
donee  spouse  is  not  a  citizen  of  the 
United  States  at  the  time  of  the  gift,  the 
first  $100,000  of  gifts  made  during  the 
calendar  year  to  the  donee  spouse 
(except  gifts  of  future  interests)  is 
excludable  in  determining  the  total 
amount  of  gifts  for  the  calendar  year.  It 
is  not  relevant  for  purposes  of  this 
paragraph  (f)  whether  the  donor  is  a 
citizen  or  resident  of  the  United  States 
for  purposes  of  chapter  12. 

(2)  Gifts  made  after  June  29.  1989.  In 
the  case  of  gifts  made  after  June  29, 
1989,  the  $100,000  exclusion  provided 
in  paragraph  (f)(1)  of  this  section  applies 
only  if  the  gift  in  excess  of  the  otherwise 
applicable  annual  exclusion  is  in  a  form 
that  qualifies  for  the  gift  tax  marital 
deduction  under  section  2523(a)  but  for 
the  provisions  of  section  2523(i)(l) 
(disallowing  the  marital  deduction  if  the 
donee  spouse  is  not  a  United  States 
citizen.) 

(3)  Effective  date.  The  provisions  of 
§  25.2503-2(1)  (1)  and  (2)  are  effective 
with  respect  to  gifts  made  after  the  date 
these  regulations  are  published  as  final 
regulations  in  the  Federal  Register. 
With  respect  to  gifts  made  on  or  before 
such  date,  donors  may  rely  on  any 
reasonable  interpretation  of  the 
statutory  provisions. 

Par.  11.  Sections  25.2523(i)-l. 
25.2523(i)-2  and  25.2523(i)-3  are  added 
to  read  as  follows: 

§25.2523(i)-1  Disallowanes  of  nr>arital 
deduction  wtwn  spouss  is  not  a  Unitsd 
States  citizen. 

(a)  In  general.  Subject  to  §  20.2056A- 
1(c)  of  this  chapter,  section  2523(i)(l) 
disallows  the  marital  deduction  if  the 
spouse  of  the  donor  is  not  a  citizen  of 
the  United  States  at  the  time  of  the  gift. 
If  the  spouse  of  the  donor  is  a  citizen  of 
the  United  States  at  the  time  of  the  gift, 
the  gift  tax  marital  deduction  under 
section  2523(a)  is  alloiwed  regardless  of 
whether  the  donor  is  a  citizen  or 
resident  of  the  United  States  at  the  time 
of  the  gift,  subject  to  the  otherwise 
applicable  rules  of  section  2523. 
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t(b)  Exception  for  certain  joint  and 
uivivor  annuities.  Paragraph  (a)  does 
not  apply  to  disallow  the  marital 
deduction  with  respect  to  any  transfer 
resulting  in  the  acquisition  of  rights  by 
a  noncitizen  spouse  under  a  joint  and 
survivor  annuity  described  in  section 
2523(f)(6). 

(c)  Increased  annual  exclusion — (1)  In 
general.  In  the  case  of  gifts  made  from 

a  donor  to  the  donor'^  spouse  for  which 
a  marital  deduction  is  not  allowable 
under  this  section,  if  the  gift  otherwise 
qualifies  for  the  gift  tax  annual 
exclusion  under  section  2503(b),  the 
amoimt  of  the  annual  exclusion  under 
section  2503(b)  is  $100,000  in  lieu  of 
$10,000.  In  the  case  of  gifts  made  after 
June  29, 1989,  in  order  for  the  increased 
annual  exclusion  to  apply,  the  gift  in 
excess  of  the  otherwise  applicable 
annual  exclusion  under  section  2503(b) 
must  be  in  a  form  that  qualifies  for  the 
marital  deduction  but  for  the 
disallowance  provision  of  section 
2523(i)(l). 

(2)  Status  of  donor.  The  $100,000 
annual  exclusion  for  gifts  to  a 
noncitizen  spouite  is  available  regardless 
of  the  status  of  the  donor.  Accordingly, 
it  is  immaterial  whether  the  donor  is  a 
citizen,  resident  or  a  nonresident  not  a 
citizen  of  the  United  States  as  long  as 
the  spouse  of  the  donor  is  not  a  citizen 
of  the  United  States  at  the  time  of  the 
gift.  See  §25.2503-2(f). 

(d)  Examples.  The  principles  outlined 
in  the  preceding  paragraphs  are 
illustrated  in  the  following  examples. 
Assume  in  each  of  the  examples  that  the 
donee,  S,  is  i7s  spouse  and  is  not  a 
United  States  citizen  at  the  time  of  the 
Rift. 

I    Example  1 .  Outright  transfer  of  present 
interest.  In  1993,  D,  a  United  States  citizen, 
transfers  to  S,  outright,  100  shares  of  X 
corporation  stock  valued  for  federal  gift  tax 
purposes  at  $130,000.  The  transfer  is  a  gift  of 
a  present  interest  in  property  under  section 
2503(b).  Additionally,  the  gift  qualiHes  for 
the  gift  tax  marital  deduction  except  for  the 
disallowance  provision  of  section  2523(i)(l). 
Accordingly,  $100,000  of  the  $130,000  gift  is 
excluded  from  the  total  amount  of  gifts  made 
during  th6  calendar  year  by  D  for  gift  tax 
purposes. 

Example  2.  Transfer  of  survivor  benefits.  In 
1993,  D,  a  United  States  citizen,  retires  from 
employment  in  the  United  States  and  elects 
to  receive  a  reduced  retirement  annuity  in 
order  to  provide  S  with  a  survivor  annuity 
upon  Us  death.  The  transfer  of  rights  to  S  in 
the  joint  and  survivor  annuity  is  a  gift  by  D 
for  gift  tax  purposes.  However,  under 
§  25.2523(i)-l^),  the  gift  qualifies  for  the  gift 
tax  marital  deduction  even  though  S  is  not 
a  United  States  citizen. 

Example  3.  Transfer  of  present  interest  in 
trust  property.  In  1993,  D.  a  resident  alien, 
transfers  property  valued  at  $500,000  in  trust 
to  S,  who  is  also  a  resident  alien.  The  trust 


instrument  provides  that  the  trust  income  is 
payable  to  S  at  least  quarteriy  and  S  has  a 
testamentary  general  power  to  appoint  the 
trust  corpus.  The  transfer  to  S  qualifies  for 
the  marital  deduction  under  section  2523  but 
for  the  provisions  of  section  2523(i)(l). 
Because  S  has  a  life  income  interest  in  the 
trust,  S  has  a  present  interest  in  a  portion  of 
the  trust.  Accordingly,  D  may  exclude  the 
present  value  of  S's  income  interest  (up  to 
$100,000]  from  D's  total  1993  calendar  year 
gifts. 

Example  4.  Transfer  of  present  interest  in 
trust  property.  The  facts  are  the  same  as  in 
Example  3,  except  that  S  does  not  have  a 
testamentary  general  power  to  appoint  the 
trust  corpus.  Instead,  Hs  child,  C,  has  a 
remainder  interest  in  the  trust.  If  5  were  a 
United  States  citizen,  the  transfer  would 
qualify  for  the  gift  tax  marital  deduction  if  a 
qualified  terminable  interest  prop>erty 
election  is  made  under  section  2523(f)(4). 
Accordingly,  the  gift  qualifies  for  the  g^ft  tax 
marital  deduction  but  for  the  disallowance 
provision  of  section  2523(i)(l).  The  annual 
exclusion  under  section  2523(iK2)  is 
available  with  respect  to  IT'S  transfer  in  trust 
and  D  may  exclude  the  present  value  of  S's 
income  interest  (up  to  $100,000)  from  IT'S 
total  1993  calendar  year  gifts. 

Example  5.  Spouse  becomes  citizen  after 
transfer.  D,  a  United  States  citizen,  transfers 
a  residence  valued  at  $350,000  on  Deceml>er 
20, 1993,  to  IT'S  spouse,  S,  a  resident  alien. 
On  January  31, 1994,  S  becomes  a  naturalized 
United  States  citizen.  On  lys  federal  gift  tax 
return  for  1993,  D  must  include  $250,000  as 
a  gift  ($350,000  transfer  less  $100,000 
exclusion).  Although  S  becomes  a  citizen  in 
January,  1994,  S  is  not  a  citizen  of  the  United 
States  at  the  time  the  transfer  is  made. 
Therefore,  no  gift  tax  marital  deduction  is 
allowable.  However,  the  transfer  does  qualify 
for  the  $100,000  annual  exclusion. 

S25^S23<i>-2  TrMtnwnt  of  spouMl  joint 
tanancy  property  where  orte  apouM  it  not 
■  United  States  citizen. 

(a)  In  general.  In  the  case  of  the 
creation  of  a  joint  tenancy  with  right  of 
survivorship  between  spouses,  or  a 
tenancy  by  the  entirety,  where  the 
donee  spouse  is  not  a  United  States 
citizen  at  the  time  of  tlie  creation  of  the 
tenancy,  the  gift  tax  treatment  of  the 
creation  and  termination  of  the  tenancy 
(regardless  of  whether  the  donor  is  a 
citizen,  resident  or  nonresident  not  a 
citizen  of  the  United  States  at  such 
time),  is  governed  by  the  principles  of 
sections  2515  and  2515A  (as  such 
sections  were  in  effect  before  their 
repeal  by  the  Economic  Recovery  Tax 
Act  of  1981).  However,  in  applying 
these  principles,  the  donor  spouse 
cannot  elect  to  treat  the  creation  of  a 
tenancy  in  real  property  as  a  gift,  as 
provided  in  section  2515(c)  prior  to  its 
rispeal  by  the  Economic  Recovery  Tax 
Act  of  1981. 

(b)  Tenancies  by  the  entirety  and  joint 
tenancies  in  real  property — (1)  In 
general.  Under  the  principles  of  section 


2515,  the  creation  of  a  tenancy  by  the 
entirety  (or  joint  tenancy)  in  i«al 
property  (either  by  one  spouse  alone  or 
by  both  spouses)  and  any  additions  to 
the  value  of  the  tenancy  in  the  form  of 
improvements,  reductions  in 
indebtedness  thereon,  or  otherwise,  are 
not  deemed  to  be  transfers  of  property 
for  purposes  of  the  gift  tax,  regardless  of 
the  proportion  of  the  considatation 
furnished  by  each  spouse,  but  only  if 
the  creation  of  the  tenancy  otherwise  is 
a  gift  to  the  donee  spouse  who  is  not  a 
citizen  of  the  United  States  at  the  time 
of  the  gift. 

(2)  Termination.  When  a  tenancy 
described  in  paragraph  (b)(1)  of  this 
section  is  terminated,  other  than  by 
reason  of  the  death  of  a  spouse,  a  spouse 
is  deemed  to  have  made  a  gift  to  the 
extent  that  the  proportion  of  the  total 
consideration  furnished  by  the  spouse 
multiplied  by  the  proceeds  of  the 
termination  (whether  in  the  form  of 
cash,  property,  or  interests  in  property) 
exceeds  the  value  of  the  proceeds  of 
termination  received  by  the  spouse.  See 
section  2523(i),  and  §§  25.2523(i)-l  and 
25.2503-2(f)  as  to  certain  of  the  tax 
consequences  that  may  result  upon 
termination  of  the  tenancy. 

(3)  Tenancy  by  the  entirety.  For 
purposes  of  this  section,  "tenancy  by 
the  entirety"  includes  a  joint  tenancy 
between  husband  and  wife  with  right  of 
survivorship. 

(4)  Section  2515  regulations.  The 
regulations  under  section  2515  are 
applicable  for  purposes  of  determining 
the  amount  of  consideration  fumishedf 
by  each  spouse,  whether  a  termination 
has  occurred,  the  extent  of  the 
termination,  and  the  amoimt  of  the  gift 
upon  termination. 

(5)  No  election  to  treat  as  gift.  The 
regulations  under  section  2515  that 
relate  to  the  election  to  treat  the  creation 
of  a  tenancy  by  the  entirety  as 
constituting  a  gift  and  the  consequences 
of  such  an  election  upon  termination  of 
the  tenancy  (§§  25.2515-2  and  25.2515- 
4)  do  not  apply  for  pmposes  of  section 
2523(i){3). 

(c)  Tenancies  by  the  entirety  in 
personal  property  where  one  spouse  is 
not  a  United  States  citizen — (1 )  In 
general.  In  the  case  of  the  creation 
(either  by  one  spouse  alone  or  by  both 
spouses  where  at  least  one  of  the 
spouses  is-not  a  United  States  citizen) 
of  a  joint  interest  in  personal  property 
with  right  of  survivorship,  or  additions 
to  the  value  thereof  in  the  form  of 
improvements,  reductions  in  the 
indebtedness  thereof,  or  otherwise,  the 
retained  interest  of  each  spouse,  solely 
for  purposes  of  determining  whether 
there  has  been  a  gift  by  the  donor  to  the 
spouse  who  is  not  a  citizen  of  the 
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United  States  at  the  time  of  the  giil.  is 
treated  as  one-half  the  value  of  the  Joint 
interest.  See  section  2523(1)  and 
S§  25.2523(i)-l  and  25.2503-2(f)  as  to 
certain  of  the  tax  conseauences  that  may 
result  upon  creation  and  termination  of 
the  tenancy. 

(2)  Exception.  The  rule  provided  in 
paragraph  (c)(1)  of  this  section  does  not 
apply  with  respect  to  any  joint  interest 
in  property  if  the  fair  market  vahM  of 
the  interest  in  property  (determined  as 
if  each  spouse  had  a  right  to  sever) 
cannot  reasonably  be  ascertained  except 
by  reference  to  the  life  expectancy  of 
one  or  both  spouses.  In  these  cases, 
actuarial  principles  may  need  to  be 
resorted  to  in  determining  the  gift  tax 
consequences  of  the  transaction. 

f2S.2523(1)-3       EflwttvedMe. 

The  provisions  of  §§25.2523(i)-l  and 
25.2523(i}-2  are  effective  in  the  case  of 
gifts  made  after  the  date  that  these 
regulations  are  published  in  the  Federal 
Register  as  Goal  regulations. 
Shirley  D.  Patanoa. 
CoaiaUssiooer  oflniantai  Reveaue. 
IFR  Doc  82-31190  PiM  12-31-92:  B:45  am] 
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26  CFR  Peril.  20  and  25 

(PS-102-8t] 

RIN  1545-Aiyi85 

Income,  GUI  and  Estate  Tax;  Hearing 

AGENCY:  Internal  Revenue  Service. 

Treasury. 

action:  Notice  of  public  hearing  on 

proposed  regulatkns. 

SUMMAAY:  This  documoit  {Movides 
notice  of  a  public  hearing  oo  proposed 
Income  Tax  Regulations  relating  to 
income  tax  impoaed  under  chapter  1, 
the  estate  tax  imposed  under  chapter  11 
and  the  gift  tax  imposed  under  chapter 
12  of  the  Internal  Revenue  Code  of  1986. 
DATES:  The  public  hearing  will  be  held 
on  Tuesday,  March  2, 1993,  beginning  at 
10:00  a.m.  Reqxiests  to  speak  and 
outlines  of  oral  comments  must  be 
received  by  Tuesday,  February  16. 1993. 
A00RESSE8:  The  public  hearing  will  be 
held  in  the  IRS  Auditorium.  Seventh 
floor,  7400  Corridor,  Internal  Revenue 
Building.  1111  Constitution  Avenue. 
NW.,  Washington,  DC.  Requests  to 
speak  and  outlines  of  oral  comments 
should  be  submitted  to  the  Internal 
Revenue  Service,  P.O.  Box  7604.  Ben 
Franklin  Station,  Attn:  CC:CORP:T:R 
(PS-102-fl8),  room  5228.  Wariiington. 
DC  20044. 
FOR  FURTHER  MFORMATION  CONTACT: 


Mike  Slaughter  of  the  Regulations  Unit. 
Assistant  Chief  Counaal  (CoqiofaM. 
202-622-7100  (not  a  toll-free  number). 
SUPMXMBirARY  MFORMATION:  The 
subfect  of  the  public  hearing  is  proposed 
regulations  that  would  provide  guidance 
needed  to  comply  with  the  changes  to 
the  marital  deduction  provisions  of  the 
estate  and  gift  tax  chapters. 

The  rules  of  S  601.601(aK3)  of  the 
"Statement  of  Procedural  Rules"  (26 
CFR  part  601)  shall  apply  with  respect 
to  the  public  hearing.  Persons  vrho  have 
submitted  written  comments  within  the 
time  prescribed  in  the  notice  of 
proposed  rulemaking  and  who  also 
desire  to  present  oral  comments  at  the 
hearing  on  the  proposed  regulations 
should  mbmit  not  later  than  Tuesday. 
February  16, 1993.  an  outline  of  the  ocel 
comments/testimony  to  be  presented  at 
the  haarirtg  and  the  time  they  wish  to 
devote  to  eedi  subject. 

Each  speaker  (or  group  of  speakers 
representing  a  single  entity)  will  be 
limited  to  10  minutes  for  an  oral 
presentation  exclusive  of  the  time 
consumed  by  the  questions  from  the 
panel  for  the  government  and  answers 
to  these  questions. 

Because  of  controlled  access 
restrictions,  attendees  cannot  be 
admitted  beyond  the  lobby  of  the 
Internal  Revenue  Building  lutil  0:45 
a.m. 

An  agenda  shoxving  the  scheduling  of 
the  speakers  will  be  made  after  outlines 
are  received  from  the  persons  testifying. 
Copies  of  the  agenda  will  be  available 
free  of  charge  at  the  hearing. 

By  dlnctkm  of  the  CommissioiMr  of 
latemal  Bewnua: 
Dale  D.  Goode. 

Federal  Register  Liaktom  Offtcar.  Assistant 
Chief  Ctmtaei  ICorporatei. 
(PR  Doc  92-3193S  Filed  12-31-«2:  a:4S  am) 

BILUNO  OOOC  4Sa»-01-4t 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 
[CA-37-1-5617;  FRl^-«551-8] 

Approval  and  Promulgation  of 
Implementation  Plarte,  CaHfomla  StaAe 
Implementation  Plan  Revision;  San 
Bemanlino  County  Air  Pollution 
Control  nstrtct 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  EPA  is  proposing  a  limited 
approval  and  limited  disapproval  of  a 
new  rule  submitted  to  revise  the 


California  Stale  Implementation  Plan 
(SIP)  adopted  by  the  Sen  Bernardino 
Coimty  Air  Polhition  Control  District 
(San  Bernardino  County  APCD)  oo 
March  2. 1992.  The  California  Air 
Resources  Board  (CARE)  submitted  this 
new  rule  to  EPA  on  June  19. 1992.  The 
new  rule  concerns  San  Bernardino 
County  APCD  Rule  1115,  Metal  Parts 
and  Products  Coating  Operations,  which 
controU  the  emission  of  volatile  organic 
compounds  (VOCs)  from  metal  coating 
operations.  EPA  haa  evaluated  Rule 
1115  and  is  proposing  a  limited 
approval  under  sections  110(kK3)  and 
301(a)  cf  the  Clean  Air  Act.  as  amended 
in  1990  (CAA  m  the  Act)  because  the 
rule  will  strengthen  the  SIP.  At  the  same 
time.  EPA  is  proposing  a  limited 
disapproval  under  sections  110{kK3) 
and  301(a)  of  the  CAA  because  the  rule 
does  not  meet  the  Part  D,  section 
182(aK2)(A)  requirement  of  the  CAA. 
DATES:  Comments  must  be  received  OQ 
or  before  February  4. 1993. 
ADDRESSES:  Comments  may  be  mailed 
to:  Daniel  A.  Meer,  Rulemaking  Section 
U  (A-5-3).  Air  and  Toxics  Division, 
Environmental  Protection  Agency. 
Region  IX.  75  Hawthorne  Street,  San 
Francisco,  CA  94105. 

Copies  of  the  new  rule  and  EPA's 
evaluation  report  of  the  rule  are 
available  for  public  inspection  at  EPA's 
Region  9  office  during  normal  bushiess 
hours.  Copies  of  the  submitted  rule  are 
also  available  for  inspection  at  the 
following  locations: 
California  Air  Resources  Board,  Sutionary 

Source  Division,  Rule  Evaluation  Section. 

1219  "K"  Street,  Sacramento,  CA  95814. 
San  Bernardino  County  Air  Pollutioa  Control 

District,  15428  Civic  Drive,  Victorville. 

California  92392. 
FOR  FURTHER  INFORMATION  CONTACT: 
Christine  D.  Vineyard.  Rulemaking 
Section  II  (A-5-3).  Air  and  Toxics 
Division,  U.S.  Environmental  Protection 
Agency.  Region  IX.  75  Hawthorne 
Street.  San  Francisco.  CA  94105. 
Telephone:  (415)  744-1195,  FTS:  (415) 
744-1076. 

SUPPLEMENTARY  INFORMATION: 

Bacliground 

On  Mart^  3. 1978  EPA  promulgated 
a  tist  of  ozone  nonattainment  areas 
under  the  provisions  of  the  1977  Clean 
Air  Act  (1977  CAA  or  pre-amended  Act) 
that  included  the  San  Bernardino  Area. 
43  FR  8964:  40  CFR  81.305.  Because  the 
San  Bernardino  Area  was  unable  to 
reach  attainment  by  the  statutory      ^ 
attainment  date  of  December  31, 1982, 
California  requested  under  pre-amended 
section  172  (a)(2),  and  EPA  approved, 
an  extension  of  the  attainment  data  to    • 
December  31. 19B7.40  CFR  52.23ft.  The 
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San  Bernardino  Area  did  not  attain  the 
ozone  standard  by  the  approved 
attainment  date.  On  May  26, 1988,  EPA 
notified  the  Governor  of  California  that 
the  San  Bernardino  County  APCD's 
portion  of  the  SIP  was  inadequate  to 
attain  and  maintain  the  ozone  standard 
and  requested  that  deficiencies  in  the 
existing  SIP  be  corrected  (EPA's  SIP- 
Call).  On  November  15. 1990, 
amendments  to  the  1977  CAA  were 
enacted.  Public  Lav?  101-549, 104  Stat. 
2399,  codified  at  42  U.S.C.  74401- 
7671q.  In  amended  §  182  (a)(2)(A)  of  the 
CAA,  Congress  statutorily  adopted  the 
requirement  that  nonattainment  areas 
fix  their  deficient  reasonably  available 
control  technology  (RACT)  rules  for 
ozone  and  established  a  deadline  of  May 
15, 1991  for  states  to  submit  corrections 
of  those  deficiencies,     i 

Section  182  (a)(2)(A)  dpplies  to  areas 
designated  as  nonattainment  prior  to 
enactment  of  the  amendments  and 
classified  as  marginal  or  above  as  of  the 
date  of  enactment.  It  requires  such  areas 
to  adopt  a;:d  correct  RACT  rules 
pursuant  to  pre-amended  section  172(b) 
as  interpreted  in  pre-amended 
guidance.^  EPA's  SIP-Call  used  that 
guidance  to  indicate  the  necessary 
corrections  for  specific  nonattainment 
areas.  The  San  Bernardino  Area  is 
classified  as  severe;^  therefore,  this  area 
is  subject  to  the  RACT  fix-up 
requirement  and  the  May  15, 1991 
deadline. 

The  State  of  California  submitted 
many  revised  RACT  rules  to  EPA  for 
incorporation  into  its  SIP  on  June  19, 
1992,  including  the  rule  being  acted  on 
in  this  notice.  This  notice  addresses 
EPA's  proposed  action  for  Rule  1115, 
Metal  Parts  and  Products  Coating 
Operations.  This  submitted  rule  was 
found  to  be  complete  on  August  27, 
1992  pursuant  to  EPA's  completeness 
criteria  adopted  on  August  26, 1991  (56 
FR  42216)  and  set  forth  in  40  CFR  part 
51,  appendix  V  and  is  being  proposed 
for  limited  approval  and  limited 
disapproval. 

Rule  1115  controls  the  emission  of 
volatile  organic  compovmds  (VOCs) 
fi-om  metal  coating  operations.  VOCs 


*  Among  other  things,  the  pre-amended  guidance 
Consists  of  those  portions  of  the  proposed  Post-l9a7 
ozone  and  carbon  monoxide  policy  that  concern 
RACT.  52  FR  45044  (November  24. 1987);  "Issues 
Relating  to  VOC  Regulation  Cutpoints.  Deficiencies, 
and  Deviations,  Clarification  to  Appendix  D  of 
November  24, 1967  Fadsral  Ragiftn-  Notice"  (Blue 
Book)  (notice  of  availability  was  published  in  the 
Federal  Register  on  May  25,  1988);  and  the  existing 
control  technique  guidelines  (CTGs). 

'  San  Bernardino  Coiuity  APCO  retained  its 
designation  and  was  classified  by  operation  of  law 
pursuant  to  sections  107(d)  and  181(a)  upon  the 
date  of  enactment  of  the  CAA.  See  56  FR  56694 
(November  6, 1991). 


contribute  to  the  production  of  ground 
level  ozone  and  smog.  Rule  1115  is  a 
new  rule  which  has  been  adopted  to 
meet  EPA's  SIP-Call  and  the  section  182 
(a)(2)(A)  CAA  requirement.  The 
following  is  EPA's  evaluation  and 
proposed  action  for  San  Bernardino 
County  APCD's  Rule  1115. 

EPA  Evaluation  and  Proposed  Action 

In  determining  the  approvability  of  a 
VOC  rule,  EPA  must  evaluate  the  rule 
for  consistency  with  the  requirements  of 
the  CAA  and  EPA  regulations,  as  found 
in  section  110  and  part  D  of  tho  CAA 
and  40  CFR  part  51  (Requirements  for 
Preparation,  Adoption,  and  Submittal  of 
Implementation  Plans).  The  EPA 
interpretation  of  these  requirements, 
which  forms  the  basis  for  today's  action, 
appears  in  the  various  EPA  policy 
guidance  documents  listed  in  footnote 
1.  Among  those  provisions  is  the 
requirement  that  a  VOC  rule  must,  at  a 
minimum,  provide  for  the 
implementation  of  RACT  for  stationary 
sources  of  VOC  emissions.  This 
requirement  was  carried  forth  from  the 
preamended  Act. 

For  the  purpose  of  assisting  state  and 
local  agencies  in  developing  RACT 
rules,  EPA  prepared  a  series  of  Control 
Technique  Guideline  (CTG)  documents. 
The  CTGs  are  based  on  the  underlying 
requirements  of  the  Act  and  specify  the 
presumptive  norms  for  what  is  RACT 
for  specific  source  categories.  Under  the 
CAA,  Congress  ratified  EPA's  use  of 
these  documents,  as  well  as  other 
Agency  policy,  for  requiring  States  to 
"fix-up"  their  RACT  rules.  See  section 
182(a)(2)(A).  The  CTG  applicable  to 
Rule  1115,  Metal  parts  and  Products 
Coating  Operations  is  entitled,  "Control 
of  Volatile  Organic  Emissions  from 
Existing  Stationary  Sources  (Volume  VI: 
Surface  Coating  of  Miscellaneous  Metal 
Parts  and  Products)",  EPA-450/2-78- 
015.  Further  interpretations  of  EPA 
policy  are  found  in  the  Blue  Book.  In 
general,  these  guidance  documents  have 
been  set  forth  to  ensure  that  VOC  rules 
are  fully  enforceable  and  strengthen  or 
maintain  the  SIP. 

San  Bernardino  County  APCD's  Rule 
1115,  Metal  Parts  and  Products  Coating 
Operations,  is  a  new  rule  which  was 
adopted  to  reduce  the  amount  of  VOC's 
emitted  by  metal  coating  operations. 
EPA  has  evaluated  San  Bernardino 
County  APCD's  Submitted  Rule  1115  for 
consistency  with  the  CAA,  EPA 
regulations,  and  EPA  policy  and  has 
found  that  the  submitted  rule  will 
strengthen  the  SIP  by  providing 
emission  limits,  recordkeeping  for 
coatings  and  solvents  used,  and  test 
methods  for  the  determination  of 
compliance. 


Although  the  approval  of  San 
Bernardino  County  APCD's  Rule  1115 
will  strengthen  the  SIP.  this  rule  still 
contains  deficiencies  which  were 
required  to  be  corrected  pursuant  to  the 
section  182(a)(2)(A)  requirement  of  part 
D  of  the  CAA.  The  rule  allows  the  Air 
Pollution  Control  Officer  discretion  in 
choosing  equivalent  test  methods  for 
determination  of  compliance,  it  contains 
specialty  coatings  which  exceed  the 
CTG  limits,  and  lacks  recordkeeping 
requirements  for  add-on  control 
equipment.  A  detailed  description  of  the 
deficiencies  is  contained  in  the 
technical  support  document  (TSD)  for 
Rule  1115.  Because  of  these 
deficiencies,  the  rule  is  not  approvable 
pursuant  to  the  section  182(8)(2)(A)  of 
the  CAA  because  it  is  not  consistent 
with  the  interpretation  of  section  172  of 
the  1977  CAA  as  found  in  the  Blue  Book 
and  may  lead  to  rule  enforceability 
problems. 

Because  of  the  above  deficiencies, 
EPA  cannot  grant  full  approval  of  this 
rule  under  section  110(k)(3)  and  part  D. 
Also,  because  the  submitted  rule  is  not 
composed  of  separable  parts  which  meet 
all  the  applicable  requirements  of  the 
CAA,  EPA  cannot  grant  partial  approval 
of  the  rule  under  section  110(k)(3). 
However,  EPA  may  grant  a  limited 
approval  of  the  submitted  rule  under 
section  110{k)(3)  in  fight  of  EPA's 
authority  pursuant  to  section  301(a)  to 
adopt  regulations  necessary  to  further 
air  quality  by  strengthening  the  SIP.  The 
approval  is  limited  because  EPA's 
action  also  contains  a  simultaneous 
limited  disapproval.  In  order  to 
strengthen  the  SIP,  EPA  is  proposing  a 
limited  approval  of  San  Bernardino 
County  APCD's  submitted  Rule  1115 
under  section  110(k)(3)  and  301(a)  of  the 
CAA. 

At  the  same  time,  EPA  is  also 
proposing  a  limited  disapproval  of  this 
rule  because  it  contains  deficiencies  that 
have  not  been  corrected  as  required  by 
section  182(a)(2)(A)  of  the  CAA  and,  as 
such,  the  rule  does  not  fully  meet  the 
requirements  of  part  D  of  the  Act.  Under 
section  179(a)(2),  if  the  Administrator 
disapproves  a  submission  under  section 
llO(k)  for  an  area  designated 
nonattainment,  based  on  the 
submission's  failure  to  meet  one  or  more 
of  the  elements  required  by  the  Act,  the 
Administrator  must  apply  one  of  the 
sanctions  set  forth  in  section  179(b) 
unless  the  deficiency  has  been  corrected 
within  18  months  of  such  disapproval. 
Section  179(b)  provides  two  sanctions 
available  to  the  Administrator:  highway 
funding  and  offsets.  The  18  months 
period  referred  to  in  section  179(a)  will 
begin  at  the  time  EPA  publishes  final 
notice  of  this  disapproval.  Moreover,  the 
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final  disapproval  trigger*  the  federal 
implementation  plan  (FTP)  reouirement 
undCT  section  110(c).  ft  shoula  be  noted 
that  the  rule  covered  by  this  notice  of 
propoeed  rulemaking  has  been  adopted 
^  the  San  Bernardino  County  APd) 
and  is  currently  in  effect  in  the  San 
Bernardino  Country  district  EPA's 
limited  disapproval  action  in  the  notice 
of  proposed  rulemaking  does  not 
prevent  the  San  Bernardino  Coxmty 
APCD  from  fully  enforcing  this  rule. 

Nothing  in  this  action  snould  be 
construed  as  permitting  or  allowing  or 
estabHshing  a  precedent  for  any  future 
request  for  revision  to  any  state 
implementation  plan.  Each  request  for 
revision  to  the  state  implementation 
plan  shall  be  considered  separately  in 
li^t  of  specific  technical,  economic, 
and  environmental  factors  and  in 
relation  to  relevant  statutory  and 
regulatory  requirements. 

Regulatory  Process 

Under  the  Regulatory  Flexibility  Act. 
5  U.S.C  section  600  et.  seq.,  EPA  must 
prepare  a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C  603 
and  604.  Alternatively  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises  and  government  entities 
with  jurisdiction  over  populations  of 
less  than  50.000. 

Limited  approvals  under  sectiohs  110 
and  301  and  subchapter  I,  part  D  of  the 
CAA  do  not  create  any  new 
requirements,  but  simply  approve 
requirements  that  the  State  is  already 
imposing.  Therefore,  because  the  federal 
SIP-approval  does  not  impose  any  new 
requirements,  I  certify  that  it  does  not 
have  a  significant  impact  on  any  small 
entities  affected.  Moreover,  due  to  the 
nature  of  the  federal-state  relationship 
under  the  CAA,  preparation  of  a 
regulatory  flexibility  analysis  would 
constitute  federal  inquiry  into  the 
economic  reasonableness  of  state  action. 
The  CAA  forbids  EPA  to  base  its  actions 
concerning  SIPS  on  sudi  grounds. 
Union  Electric  Co.  v.  U.S.  E.P.A..  427 
U.S.  246,  256-66  (S.ct.  1976):  42  U.S.C. 
7410(e)(2). 

EPA's  limited  approval  of  the  State 
request  under  sections  110  and  301  and 
subchapter  I.  part  D  of  the  CAA  does  not 
affect  any  existing  requirements 
applicable  to  small  entities.  Any  pre- 
existing federal  requirements  remain  in 
place  aiter  this  disapprovaL  Federal 
disapproval  of  the  state  submittal  does 
not  affect  its  state-eniorceability. 
Moreover.  EPA's  disapproval  of  the 
Submittal  does  not  impose  any  new 


federal  requirements.  Therefbre.  EPA 
certiJBas  that  this  disapproval  action 
does  not  have  a  signincant  impact  on  a 
substantial  number  of  small  entities 
because  it  does  not  remove  existing 
requirements  nor  does  it  impose  any 
new  federal  requirements. 

This  action  has  been  classified  as  a 
Table  2  action  by  the  Regional 
Administrator  \mder  the  procedures 
pubU&bed  in  the  Federal  Sagislar  on 
January  19. 1989  (54  FR  2214-2225).  On 
January  6. 1989.  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  2  and  Table  3  SIP  revisions  (54  FR 
2222)  &om  the  requirements  of  Section 
3  of  Executive  Order  12291  for  a  period 
of  two  years.  EPA  has  submitted  a 
request  for  a  permanent  waiver  for  Table 
3  SIP  revisions.  OMB  has  agreed  to 
continue  the  temporary  waiver  until 
such  time  as  it  rules  on  EPA's  request 

List  of  Subiects  in  40  CFR  Part  52 

Air  pollution  control,  Ozone. 
Hydrocarbons.  Intergovernmental 
relations.  Reporting  and  recordkeeping 
requirements. 

Authority:  42  U.S.C.  §§  7401-7671q. 

Dated:  December  22. 1092. 
David  P.  Hawekaoip, 
Acting  Begional  Administrator. 
|FR  Poc.  93-73  Filed  1-4-93;  8:45  am] 
aujNa  cooc  KM-oi-a 


40CFRFaf152 

[CA  12-S-6606;  FRL-4S51-S] 

Approval  and  Promuigaition  of 
Implamentatlon  Pl«ts;  Caltfomla  State 
Imptementatlon  Plan  Revision:  San 
Diego  County  Air  Pollution  Control 
District 

AfGENCY:  Environmental  Protection 

Agency  (EPA). 

actx>h:  Notice  of  propoaed  rulemaking. 

summary:  EPA  is  proposing  to  approve 
a  revision  to  the  CaUfomia  State 
Implementation  Plan  (SIP)  adopted  by 
the  San  Diego  County  Air  Pollution 
Control  District  (San  Diego  County 
APCD)  on  October  16. 1990.  The 
Cahfomia  Air  Resources  Board 
submitted  this  revision  to  EPA  on  April 
5, 1991.  The  revision  concerns  tiie 
adoption  of  San  EHego  County  APCD's 
Rule  67.5.  Paper,  Fabric  and  Film 
Coating  Operations.  This  rule  regulates 
volatile  organic  compound  (VOC) 
emissions  from  paper,  fabric  and  film 
operations.  EPA  has  evaluated  this  rule 
and  is  proposing  to  approve  it  under 
8e<^ion  110(k)(3)  as  meeting  the 
requirements  of  section  110(a)  and  part 
D  of  the  Clean  Air  Act.  as  amended  in 
1990  (CAA  or  the  Act). 


DATES:  Comments  must  be  recaivad  oa 
or  before  IFabruary  4. 1993]. 
ADDRESSES:  Comments  may  be  mailed 
to:  Daniel  Mear.  Rulemaking  Section  n 
(A-5-3).  Air  and  Toxics  Division.  U.S. 
Environmental  Protection  Agency. 
Region  IX,  75  Hawthorne  Street.  San 
Francisco,  CA  04105. 

Copies  of  the  rule  revision  and  EPA's 
evaluation  report  of  the  rule  are 
available  for  public  inspection  at  EPA's 
Region  9  office  during  normal  business 
hours.  Copies  of  the  submitted  rule 
revision  are  also  available  for  inspection 
at  the  following  locations: 

Calitomla  Air  Rssources  Bowd.  StaHouMy 
Source  Divisioo.  Rule  Evaluation.  1219 
"K"  Street.  Sacramento.  CA  95814. 

San  Diego  County  Air  Pollution  Cratrol 
District;  9150  Chesapeake  Drive,  Saa 
Diego,  CA  92123-1095. 

FOR  FURTHER  MFORMATION  CONTACT. 

Christine  Vineyard,  Ruleraakiiig  Section 
II  (A-5-3).  Air  and  Toxics  Division.  U.S. 
Environmental  Protection  Agency, 
Region  IX;  75  Ha%vthome  Street.  San 
Francisco.  CA  94105.  Telephone:  (415) 
744-1195.  FAX:  (415)  744-1076. 

SUPPt.EM£NTARY  INFORMATION: 
Background 

On  March  3.  1978,  EPA  promulgated 
a  list  of  ozone  nonattainraent  areas 
under  the  provisions  of  the  Clean  Air 
Act.  as  amended  in  1977  (1977  CAA  or 
pre-amendad  Act),  that  included  the 
San  Diego  Area.  43  FR  ^964,  40  CFR 
81.305.  Because  this  area  was  unable  to 
meet  the  statutory  attainment  date  of 
December  31. 1982.  Cahfomia  requested 
under  section  172(aK2).  and  EPA 
approved,  an  extension  of  the 
attainment  date  to  December  31. 1987. 
40  CFR  52.238.  On  May  26. 1988.  EPA 
notified  the  Governor  of  California, 
pursuant  to  section  110(aK2)(H)  of  the 
pre-amended  Act.  that  the  above 
,    district's  portion  of  the  California  SIP 
was  inadequate  to  attain  and  maintain 
the  ozone  standard  and  requested  that 
deficiencies  in  the  existing  SIP  be 
corrected  (EPA's  SIP-Call).  On 
Novembw  15. 1990,  the  Clean  Air  Act 
Amendments  of  1990  were  enacted. 
Public  Uw  101-549. 104  Stat  2399, 
codified  at  42  U.S.C.  7401. 7671q.  In 
amended  S  182(a)(2)(A)  of  the  CAA. 
Congress  statutorily  adopted  the 
requirement  that  nonattainment  areas 
fix  their  deficient  reasonably  available 
control  technology  (RACT)  rales  for 
ozone  and  established  a  deadline  of  May 
15. 1991  for  states  to  submit  correctiona 
of  those  deficiencies. 

Section  182(aM2KA)  applies  to  areas 
designated  as  nonattainment  prior  to 
enactment  of  the  amendments  and 
classified  as  marginal  or  above  as  of  the 
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date  of  enactment.  It  requires  such  areas 
to  adopt  and  correct  RACTT  rules 
pursuant  to  preamended  section  172(b) 
as  interpreted  in  pre-amended 
guidance.'  EPAs  SIP-Call  used  that 
guidance  to  indicate  the  necessary 
corrections  for  specific  nonattainment 
areas.  The  San  Diego  Area  is  classified 
as  a  severe  ozone  area;  therefore,  this 
area  is  subject  to  the  RACT  fix-up 
requirement  and  the  May  15, 1991 
deadline.' 

The  Sute  of  California  submitted 
many  revised  RACT  rules  for 
incorporation  into  its  SIP  on  May  30, 
1991.  including  the  rule  being  acted  on 
in  this  notice.  This  notice  addresses 
EPA's  proposed  action  for  San  Diego 
County  APCD,  Rule  67.5.  Paper,  Fabric 
and  Film  Coating  Operations.  This 
sulMnltted  rule  was  found  to  be 
complete  on  May  21. 1991  pursuant  to 
EPA's  completeness  criteria  adopted  on 
February  26. 1990  (55  FR  5830)  and  set 
forth  in  40  CFR  part  51  appendix  V.^ 
Today.  EPA  is  proposing  approval  of  the 
rule  into  the  federally-enforceable  SIP. 

Rule  67.5  regulates  volatile  organic 
compoimd  (VOC)  emissions  from 
coatings  used  in  paper,  fabric  and  film 
operations.  VCK3s  contribute  to  the 
production  of  ground  level  ozone  and 
smog.  The  rule  was  adopted  as  part  of 
eadi  district's  effort  to  achieve  the 
National  Ambient  Air  Quality  Standard 
(NAAQS)  for  ozone  and  in  response  to 
EPA's  SEP-Call  and  the  section 
182(a)(2)(A)  CAA  requirement.  The 
following  is  EPA's  evaluation  and 
proposed  action  for  this  rule. 

EPA  Evaluation  and  Proposed  Actioa 

In  determining  the  approvability  of  a 
VOC  rule.  EPA  must  evaluate  the  rule 
for  consistency  with  the  requirements  of 
the  CAA  and  EPA  regulations,  as  foimd 
in  section  110  and  part  D  of  the  CAA 
and  40  CFR  part  51  (Requirements  for 
Preparation,  Adoption,  and  Submittal  of 
Implementation  Plans).  The  EPA 
:  interpretation  of  these  requirements, 
vibiai  forms  the  basis  for  today's  action. 


>  Among  o(b«r  things,  the  pr^-amsiMled  guidance 
coaaiMi  of  those  portions  of  tiie  proposed  Post-1987 
ozone  and  carbon  monoxide  policy  that  conc«n 
RACT.  S2  FR  45044  (November  24, 1987);  "Issues 
Relating  to  VOC  Regulation  Cutpoints.  DefkipaciM, 
and  Deviations.  Clarification  to  Appendix  D  of 
November  24, 1987  Fadeni  KegialM'  Notice"  (Bhie 
Bode)  (ootioa  of  avaiU>Uity  was  pobUriMd  in  the 
FMlval  Rasislar  on  May  25. 1988):  aod  the  eocistiiig 
control  technique  guidalinas  (CTGs). 

>  The  San  Diago  Area  was  redesignated 
nonattainmeot  and  classified  by  openitioo  of  law 
puieuaot  to  sections  107(d)  qpd  181(a)  npon  the 
date  of  eoKtment  of  the  CAA.  See  5S  FR  S6694 
(November  6, 1991). 

'EPA  has  since  adopted  compieteness  criteria 
pursuant  to  section  llO(k)(l)(A)  of  the  CAA  to  be 
codified  at  40  CFR  part  SI ,  Appasdix  V.  Sea  56  FR 
422ie(Ai«iMlM.lMl). 


appears  in  the  various  EPA  policy 
guidance  documents  listed  in  footnote 
1.  Among  those  provisions  is  the 
requirement  that  a  VOC  rule  must,  at  a 
minimum,  provide  for  the 
implementation  of  RACT  for  statioaary 
sources  of  VOC  emissirais.  This 
requirement  was  carried  forth  from  the 
pre-amended  Act. 

For  the  purpose  of  assisting  state  and 
local  agencies  in  developing  RACT 
rules.  EPA  prepared  a  series  of  Control 
Technique  Guideline  (CTG)  docum«its. 
The  CTGs  are  based  on  the  underlyii^ 
requirements  of  the  Act  and  specify  the 
presumptive  norms  for  what  is  RACT 
for  specific  source  categories.  Under  the 
CAA.  Congress  ratified  EPA's  use  of 
these  documents,  as  well  as  other 
Agency  poUcy.  for  requiring  States  to 
"fix-up"  their  RACT  rules.  See  8ecti<m 
182(a)(2)(A).  The  CTG  applicable  to  this 
rule  is  entitled,  "Control  of  Volatile 
Organic  Emissions  from  Existing 
Stationary  Sources  (Volimie  II:  Surface 
Coating  of  Cans.  Coils.  Paper,  Fabrics. 
Automobiles,  and  Light-Duty  Trucks)", 
EPA-450/2-77-008.  Further 
interpretations  of  EPA  poUcy  are  found 
in  the  Blue  Book,  referred  to  in  footnote 
1.  In  general,  these  guidance  docummts 
have  been  set  forth  to  ensure  that  VOC 
rules  are  fully  enforceable  and 
strengthen  or  maintain  the  SIP. 

San  Diego  County  APCD's  Rule  67.5. 
Paper  Fal^c  and  Film  Coating 
Operations,  includes  the  following 
significant  changes  from  the  current  SIP 
approved  rule  (for  more  detailed 
information  please  refer  to  the 
Technical  Support  Document): 

•  The  scope  of  the  rule  has  been 
expanded  to  include  reverse  osmosis 
membrane  manufacturing. 

e  Several  new  definitions  were  added 
to  clarify  the  revisions  of  the  rule. 

•  The  emissions  limit  was  revised  to 
265  grams  of  VOC  per  Uter  of  coating  as 
applied. 

•  A  provision  was  added  to  emissions 
from  noncompliant  coatings  to  be 
controlled  by  an  emission  control 
system  with  combined  collection  and 
abatement  efficiency  of  at  least  90 
percent  on  a  mass  basis  at  all  times 
during  operation. 

•  Specific  operating  requirements 
were  added  for  cleaning  equipment 
using  VOC  containing  materials. 

•  Daily  recordkeeping  requirements 
were  adtled  to  reflect  compliance  of 
day-to-day  (werations.  . 

•  Test  methods  were  added  for 
determination  of  compliance. 

a  A  revised  oomplianoe  sdiedule  was 
added  to  reflect  the  new  tiine  frame  for 
achieving  compliance. 

•  A  low  solvent  usage  exemption  was 
added  for  laboratory  equipmoit 


EPA  has  evaluated  the  submitted  rule 
and  has  determined  that  it  is  coonstent 
with  the  CAA,  EPA  regulations,  and 
EPA  policy.  Therefore.  San  Diego 
APCD's  Rule  67.5,  Paper,  Fabric  and 
Film  Coating  Operations,  is  being 
proposed  for  approval  under  section 
110(k)(3)  of  the  CAA  as  meeting  the 
requirements  of  section  110(a)  and  part 
D. 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishiiig  a  precedent  for  any  future 
request  for  revision  to  any  state 
implementation  plan.  Each  request  for 
revision  to  the  state  implementation 

f)lan  shall  be  considered  separately  in 
ight  of  specific  technical,  economic, 
and  environmental  factors  and  in 
relation  to  relevant  statutory  and 
regulatory  requirements. 

Regulatory  Process 

Under  the  Regulatory  Flexibility  Act. 
5  U.S.C.  600  et.  seq.,  EPA  must  prepare 
a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C.  603 
and  604.  Alternatively.  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises  and  government  entities 
with  jurisdiction  over  populaticms  of 
less  than  50.000. 

SIP  approvals  under  sections  110  and 
subchapter  I,  part  D  of  the  CAA  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
State  is  already  imposing.  Therefore, 
because  the  federal  SIP-approval  does 
not  impose  any  new  requirements.  I 
certify  that  it  does  not  have  a  significant 
impact  on  any  small  entities  affected. 
Moreover,  due  to  the  nature  of  the 
federal-state  relationship  under  the 
CAA,  preftaration  of  a  regulatory 
flexibility  analysis  would  constitute 
Federal  inquiry  into  the  economic 
reasonableness  of  state  action.  The  CAA 
forbids  EPA  to  base  its  actions 
concerning  SIPs  on  stich  grounds. 
Union  Electric  Co.  v.  USSJ'A..  427 
U.S.  246,  256-66  (S,CL  1976);  42  U.S.C 
7410(a)(2). 

This  action  has  been  classified  as  a 
Table  2  actfon  by  the  Regional 
Administrator  imder  the  procedures 
published  in  the  Federal  Register  on 
January  19, 1989  (54  FR  2214-2225).  On 
January  6, 1989.  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  2  and  Table  3  SIP  revisions  (54  FR 
2222)  from  the  requirements  of  section 
3  of  Executive  Order  12291  for  a  period 
of  two  years.  EPA  has  submitted  a 
request  for  a  permanent  waiver  for  Table 
2  and  Table  3  SIP  revisions.  OMB  has 
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agreed  to  continue  the  temporary  waiver 
until  such  time  as  it  niies  on  EPA's 
request. 

List  ctf  Subjects  in  40  CFRPart  52 

Air  pollution  control,  Ozone, 
Hydrocarbons,  Intergovernmental 
relations,  Reporting  and  Recordkeeping 
requirements. 

Authority:  42  U.S.C.  7401-7671q. 

Dated:  December  22, 1992. 
David  P.  Howekamp,  "^ 

Acting  Regional  Administrator. 
|FR  Doc.  93-74  Filed  1-4-93:  8:45  am] 

BILLING  CODE  (660-SO-M 


40  CFR  Part  52 

[Wl  1»-1-«278;  FRL-4551-61 

Approval  and  Promulgation  of 
Implementation  Plans;  Wisconsin, 
Rhinelander  Sulfur  Dioxide 
Maintenance  Plan 

AGENCY:  United  States  Environmental 
Protection  Agency  (USEPA). 
ACTION:  Proposed  rule. 

summary:  USEPA  is  proposing  to 
disapprove  rule  S.  NR  418.07: 
Rhinelander  Reasonably  Available 
Control  Technology  (RACT)  Sulftir 
Limitations.  Wis.  Adm.  Code.  (NR 
418.07)  as  a  revision  to  Wisconsin's 
Slate  Implementation  Plan  (SIP)  for 
sul&ir  dioxide. 

\OSEPA"s  action  is  based  upon  a  SIP 
revision  request  which  was  submitted 
by  the  State  on  April  28, 1989,  to  satisfy 
the  requirements  of  the  Clean  Air  Act. 
DATES:  Comments  on  this  revision  and 
on  the  proposed  USEPA  action  must  be 
received  by  February  4, 1993. 
ADDRESSES:  Copies  of  the  SIP  revision 
request  and  USEPA's  analysis  are 
available  for  inspection  at  the  following 
address:  (It  is  recommended  that  you 
telephone  Sheila  Breen  at  (312)  886- 
6053,  before  visiting  the  Region  5 
Office.) 

U.S.  Environmental  Protection 
Agency,  Region  5,  Air  and  Radiation 
Division,  77  West  Jackson  Boulevard. 
Chicago,  Illinois  60604. 

Written  comments  should  be  sent  to: 
Carlton  Nash,  Chief,  Regulation 
Development  Section,  Air  Toxics  and 
Radiation  Branch  (AT-18J),  U.S. 
Environmental  Protection  Agency,  77 
West  Jackson  Boulevard.  Chicago, 
lUinois  60604. 

FOR  FURTHER  INFORMATION  CONTACT: 
Sheila  Breen.  Regulation  Development 
Section,  Air  Toxics  and  Radiation 
Branch  (AT-18J).  U.S.  Environmental 
Protection  Agency,  Region  5.  Chicago. 
Illinois  60604.  (312)  886-6053. 


SUPPLEMENTARY  INFORMATION: 
L  Summary  of  State  Submittal 

A^easons  for  SIP  Submittal 

On  April  26. 1984.  USEPA  notified 
the  Governor  of  Wisconsin,  pursuant  to 
section  110(a)(2)(H)  of  the  Clean  Air 
Act.  that  the  Wisconsin  sulfur  dioxide 
(SO2)  SIP  was  inadequate  to  achieve  the 
primary  and  secondary  national  ambient 
air  quality  standards  (NAAQS).  This 
finding  of  SIP  inadequacy  applied 
statewide,  except  for  certain  sources  and 
areas  which  are  not  subject  to  this 
proposed  rulemaking.  USEPA  found 
that  the  Wisconsin  SIP  did  not  contain 
sufficient  specific  SO2  emission 
limitations  and  timetables  for 
compliance  with  such  limitation  as 
required  by  section  110(a)(2)(B)  of  the 
Clean  Air  Act  in  order  to  ensure    ■ 
attainment  and  maintenance  of  the  SO2 
NAAQS.  Wisconsin  has  responded  to 
the  notice  of  SIP  deficiency  with 
numerous  submittals  to  USEPA, 
including  NR  418.07:  Rhinelander 
RACT  Sulfur  Limitations,  which  is  the 
focus  of  today's  proposed  rulemaking. 

Additionally,  section  191(b)  of  the 
Clean  Air  Act.  as  amended  in  1990. 
required  States  with  areas  designated 
primary  nonattainment  for  sulfur 
dioxide  that  lacked  fully  approved  SIPs 
prior  to  November  15. 1990.  to  submit 
to  USEPA  by  May  15. 1992,  a  SIP 
revision  meeting  the  requirements  of 
part  D  of  the  Act  for  the  applicable  area. 
USEPA  promulgated  a  nonattainment 
designation  for  a  subportion  of  the  city 
of  Rhinelander  in  Oneida  County  on 
October  9, 1985.  (50  FR  41139).  The 
Wisconsin  Department  of  Natural 
Resources  (WDNR)  submitted  to  USEPA 
on  April  28. 1989.  a  part  D  SIP  revision 
for  the  Rhinelander  nonattainment  area. 
The  SIP  revision  consists  of  NR  418.07 
which  regulates  SO2  emissions  firom  the 
Rhinelander  Paper  Company. 

B.  Historical  Information 

In  1981  and  1983.  exceedances  of  the 
primary  SO2  NAAQS  were  monitored  in 
Rhinelander.  After  further  investigation, 
it  was  determined  that  the  Rhinelander 
Paper  Company,  the  only  significant 
SO2  source  in  the  city,  was  responsible 
for  the  violations.  WDNR  performed  a 
modeling  analysis,  using  the  USEPA 
guideline  model:  Industrial  Source 
Complex  Short  Term  (ISCST).  to 
determine  the  appropriate  emission 
Umits  for  this  source.  As  a  result  of  this 
analysis,  the  State  adopted  a  rule, 
effective  on  April  1, 1985.  s.  NR 
154.12(9),  Wis.  Adm.  Code  which 

Erescribed  specific  emission  limits  for 
oilers  and  process  sources  at 
Rhinelander  Paper  Company. 


During  the  second  half  of  1985.  three 
more  exceedances  were  monitored  in 
Rhinelander  from  a  monitor  0.6 
kilometers  to  the  north-northeast  of  the 
paper  mill.  WDNR  performed  a  field 
investigation,  which  identified  the 
facility's  boiler  stacks  as  the  culpable 
sources.  As  noted  above,  the  emission 
limits  at  which  the  source  was  operating 
at  the  time  of  the  violations  were  based 
upon  an  air  dispersion  modeling 
analysis  using  a  USEPA  guideline 
model  (ISCST).  It  was  subsequently 
determined  that  the  volumetric  flow 
rates  originally  modeled  were  higher 
than  the  actual  volumetric  flow  rates  as 
identified  in  a  stack  test,  possibly 
resulting  in  the  underprediction  of  SO2 
concentrations  by  ISCST.  A  subsequent 
analysis,  using  ISCST  and  the  correct 
flow  rates  still  underpredicted  the 
ambient  data.  USEPA  modeling 
guidelines  counsel  that  in  the  event  of 
an  independently  performing  guideline 
model,  ambient  data  (i.e.,  a  rollback 
analysis)  may  be  used  to  determine 
appropriate  emission  limits. 

A  rollback  analysis  is  a  simple  model 
that  assumes  that  if  emissions  from  each 
source  affecting  a  given  receptor  are 
decreased  by  the  same  percentage, 
ambient  air  quality  concentrations 
decrease  proportionately.  A  rollback 
takes  a  monitored  ambient  exeedance 
recorded  during  a  specific  set  of  facility 
operating  conditions,  determines  the 
amount  of  exceedance  due  to  each  SO2 
source  at  the  facility,  and  then 
determines  how  much  the  emissions 
from  any  given  SO2  source  must  be 
linearly  scaled  back  to  provide  for 
attainment  of  the  NAAQS  under  that  set 
of  operating  conditions. 

Using  the  results  of  a  rollback 
calculation.  WDNR  issued  an 
administrative  order  for  Rhinelander 
Paper  Company  on  October  2, 1986, 
which  limited  its  five  fossil  fuel  fired 
steam  generating  stoker  boilers  to  a 
maximum  of  1.25  pounds  of  SO2  per 
million  British  Thermal  Units  (lbs.  SO2/ 
mmBTU)  and  Umited  its  one  fossil  fuel 
fired  steam  generating  cyclone  boiler  to 
a  maxium  of  3.50  lbs.  S02/mmBTU. 

WDNR  met  with  the  Rhinelander 
Paper  Company  on  December  8. 1987, 
regarding  the  administrative  order.  The 
source  proposed  to  WDNR  that  the 
stoker  boiler  limit  be  relaxed  to  1.60  lbs. 
S02/mmBTU.  This  stoker  boiler  limit 
and  the  other  limits  from  the 
administrative  order  were  incorporated 
into  NR  418.07.  Along  with  the  SIP 
revisions  submittal,  WDNR  submitted  to 
USEPA  an  ISCST  analysis  that  shows 
the  NAAQS  are  attained  at  these 
rollback-relaxed  stoker  boiler  Umits. 
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C.  Proposed  SIP  Regulations 

The  revised  Rhinelander  S02  rule 
regulations  the  emission  of  sulfiir 
dioxide  withiil  the  corporate  boundaries 
of  Rhinelander,  Wisconsin,  from  aoiuoes 
constructed  before  April  1, 1985.  A 
paper  mill  (Rhinelander  Paper 
Company]  is  the  only  source  a^ected  by 
the  rule  limits.  The  limits  for  each  SO2 
source  in  the  proposed  SIP  revision  and 
its  other  provisions  are  summarized 
below. 
NR  418.07(l)(a)(l):  Fossil  fuel  fired 

stoker  boiler*— 1.60  lbs.  SOj/mmBTU. 
NR  418.07(l){a)(2):  Fossil  fuel  fired 

cyclone  boilers— 3.50  lbs.  SO2/ 

mmBTU. 
NR  418.07(l)(a)(3):  Surface  condenser— 

0.40  Ibs./hour  and  7.92  lb8./24  hours. 
NR  418.07(l)(a)(4):  Yeast  dryer— 4.20 

lbs./hour  and  88.1  lbs./24  hours. 
NR  418.07(l)(a)(5):  Liquor  drye^-2.1D 

lbs./hour  and  44.9  lbs./24  hours. 
NR  418.07(l)(c){l):  Vacuum 

compression  evaporator — 28.8  lbs./ 

hour  and  600.0  Ibs./24  hours. 
NR  418.07(l)(c)(2):  All  other  sources: 

0.0  lbs./hour. 
NR  418.07(2):  Requires  source  subject  to 

above  limits  to  adiieve  compliance  by 

April  1. 1985. 
NR  418.07(3):  Requires  source  subject  to 

above  limits  to  submit  a  plan  by  May 

1. 1985,  demonstrating  continuous 

compliance  with  the  above  limits. 
NR  418.07(4):  Prohibits  source  subject  to 

above  limits  from  lowering  the 

heights  of  SO2  emission  releases  from 

those  that  existed  on  December  1. 

1983,  without  permission  by  WDNR. 
NR  418.07(5):  Requires  source  subject  to 

above  limits  to  notify  WDNR  in 

writing  30  days  prior  to  resumption  of 

pulp  manufacturing. 

II.  Analysis  of  State  Submittal 

USEPA  has  reviewed  the  technical 
analyses  that  were  submitted  in 
conjunction  with  the  Rhinelander  SO2 
rule  and  is  proposing  to  disapprove  the 
SIP  revision  for  the  following  reasons; 

A.  Inappropriate  Use  of 
UnderpredicUng  Model 

In  order  to  technically  support  the 
relaxed  emission  limits  in  s.  NR 
418.07(l)(a)(l),  Wis.  Adm.  Code,  for  the 
stoker  boilers  that  were  requested  by 
Rliinelander  Paper  Company  (i.e.,  1.60 
lbs.  S02/mmBTU).  WDNR  submitted  a 
dispersion  modeling  analysis  using 
ISCST.  This  is  the  same  model  that  has 
twice  been  shown  to  be  underpredicting 
ambient  sulfur  dioxide  concentrations 
in  the  Rhinelander  area.  According  to 
USEPA  modeling  policy  in  the 
"Guideline  on  Air  Quality  Models 
(revised)",  in  all  cases  the  model 


applied  to  a  given  situation  should  be 
the  one  that  provides  the  moat  accurate 
representation  of  atmospheric 
conditions  in  the  area.  USEPA  has 
concluded  that  ISCST-derived  limits  do 
not  adequately  ensure  the  NAAQS  will 
be  attained  in  Rhinelander. 

B.  Inappropriate  Use  ofRtMbock 
Andysis 

USEPA  has  determined  that  the 
rollback  analysis  used  by  WDNR  to 
technically  support  all  of  the  limits  In 
NR  418.07  (except  (l)(a)(l),  which  was 
supported  by  a  dispersion  modeling 
analysis)  does  not  adequately  ensure 
that  the  NAAQS  will  be  attained  at 
these  emission  limitations. 

Wisconsin's  analysis  was  based  on  the 
second-highest  24  hour  rolling  average 
concentration  monitored  in  1985:  453 
micrograms  per  cubic  meter,  recorded 
from  8  a.m.  on  September  16,  to  8  a.m. 
on  September  17.  The  24  hour  sulfur 
dioxide  NAAQS  is  365  micrograms  per 
cubic  meter.  The  background  SOj 
concentration  in  Rhinelander  was 
estimated  to  be  20  micrograms  per  cubic 
meter.  Thus,  the  emission  sources  at  the 
Rhinelander  Paper  Company  must  not 
cause  concentrations  greater  than  345 
micrograms  per  cubic  meter  (365-20  = 
345).  The  next  step  in  the  analysis  is  to 
determine  which  process  sources  were 
operating  during  the  time  of  the 
exceedance.  According  to  operating  data 
from  the  Rhinelander  Paper  Company 
and  an  eyewitness  account,  WDNR 
determined  that  the  stack  emissions 
from  the  cyclone  boilers  and  two  stoker 
boilers  were  impacting  the  monitor 
during  the  timje  of  the  exceedance.  The 
facility's  other  three  stoker  boilers  and 
the  surface  condenser  were  not 
operating  during  the  period.  The  plant's 
other  SO2  sources  (the  UquOT  dryer,  the 
yeast  dryer,  aiid  the  vacuum 
compression  evaporator)  were  in 
operation  but  were  judged  not  to  be 
impacting  the  monitor,  and  therefore, 
were  not  accounted  for  in  the  State's 
analysis. 

According  to  the  State's  analysis.'the 
cyclone  boiler  was  responsible  for  93.50 
percent  of  the  exceedance  and  each  of 
the  two  stoker  boilers  operating  were 
responsible  for  3.25  percent  of  the 
ambient  value.  Ehie  to  the  age  and 
nature  of  the  stoker  boilers,  a  minimum 
emissions  Umit  of  1.25  lbs.  SOi/mmBTU 
was  set  for  the  stoker  boilers.  The  State's 
rollback  then  concluded  that  a  cyclone 
boiler  emission  limit  of  3.50  lbs.  SO2 
/mmBTU  would  be  necessary  to  attain 
the  NAAQS.  A  more  detailed  account  of 
the  State's  rollback  analysis  exists  in  the 
technical  support  document  of  this 
notice  of  proposed  rulemaking. 


The  limitiUion  in  S.  NR  418.07(1)  (a) 
and  (c).  Wis.  Adm.  Code,  rely  vpaa  this 
analjrsis.  The  major  deficiency  m  the 
State's  rollback  is  that  it  sets  limits  tot 
sources  (the  other  three  stoker  boilers 
and  the  suriace  condenser)  that  wan  not 
operating  during  the  exceedance  period. 
It  is  expected  that  if  all  the  facility'* 
potential  SO2  sources  had  been 
operating,  the  ambient  value  being 
scaled  back  would  have  heea  higher 
than  453  micrograms  per  cubic  meter, 
and  consequently,  the  emission  limits 
would  have  to  be  mora  stringent  In 
e^ect,  Wisconsin's  analysis  guarantees 
that  the  NAAQS  will  be  attained  wrfaen 
a  cyclone  boiler  and  two  stoker  boilers 
are  c^ratad  at  NR  418.07'a  limits  at  the 
Rhinelander  Paper  Company,  but  the 
proposed  SIP  revision  allows  the  source 
to  operate  naore  SO3  sources  (all  five 
stoker  boilers)  at  the  same  limits.  No 
acceptable  demonstration  of  attainment 
was  provided  for  this  second  scenaria 
WDNR's  rollback  analysis  would  be 
acceptable  only  if  those  sources  that 
were  not  operating  during  the 
exceedance  period  were  "zeroed  out".  A 
minor  deficiency  in  the  State's  rollback, 
given  their  slight  contribution  to  the 
exceedance,  is  not  considering  the  other 
non-boiler  sources  that  were  tolerating 
duringthe  exceedance. 

USEPA  believes  an  acceptable 
rollback  analysis  would  involve 
accounting  for  the  sources  that  ■wen  not 
operating  on  the  rollback  days  by 
mandating  in  the  rule  that,  along  with 
the  cyclone  boiler,  no  more  than  two 
stoker  boilers  can  be  operated  by  any 
given  time  at  the  affected  facility.  This 
proposal  makes  two  assumptions:  (1) 
Emissions  from  one  stoker  boiler  have 
the  same  impact  as  any  other  stoker 
boiler  at  the  same  limits  and  (2)  that  the 
surface  condenser  is  a  negligible 
contributor  to  the  exceedance  and  need 
not  be  considered  as  a  part  of  the 
rollback. 

It  should  be  noted  that  wrhile  USEPA 
is  proposing  to  disapprove  the 
limitation  of  1.60  lbs.  SOa/mmBTU  foe 
the  stoker  boilers  in  s.  NR 
418.07(l)(a)(l).  Wis.  Adm.  Code, 
because  of  the  use  of  an  inappropriate 
dispersion  model  analysis,  the  earlier 
stoker  boiler  limit  of  1.25  lbs.  SO3/ 
mmBTU  in  Wisconsin's  1986 
administrative  order  would  also  be 
proposed  for  disapproval  based  on  its 
inadequate  rollback  analysis. 

m.  Proposed  Rulemaking  ActioB 

USEPA  is  proposing  to  disapprove  NR 
418.07:  Rhinelander  RACT  Sulfur 
Limitations  as  a  revision  to  Wisconsin's 
State  Implementation  Plan  because  the 
State  rule  cannot  be  shown  to  provide 
for  attainment  and  maintenance  of  the 
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SO}  NAAQS  consistent  %vith  all 
applicable  requirements  of  the  Clean  Air 
Act.  This  proposed  disapproval  affects 
the  following  source:  Rhinelander  Paper 
Company. 

USEPA  has  provided  WDNR  with  a 
potential  solution  to  the  deficiencies 
which  ciirrently  exist  in  NR  418.07  and 
its  associated  technical  support.  It  is 
USEPA's  understanding  that  WHONR 
may  submit  a  revised  Rhinelander  SIP 
before  the  Agency  completes  final 
rulemaking  on  this  action.  If  USEPA 
receives  a  new  Rhinelander  SIP  revision 
which  conforms  to  the  approach 
outlined  in  section  11(b)  of  this  notice 
and  this  notice's  technical  support 
document,  the  Agency  is  prepared  to 
approve  the  Rhinelander  SIP  in  the  final 
rulemaking  on  this  action. 

Nothing  in  this  action  should  be 
construed  as  permitting,  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  SIP.  Each 
request  for  revision  to  the  SIP  shall  be 
considered  separately  in  light  of  specific 
technical,  economic,  and  environmental 
factors  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 
This  action  has  been  classified  as  a 
Table  Two  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  Federal  Register  on 
January  19. 1989,  (54  FR  2214-2225). 
On  January  6. 1989,  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  Two  and  Three  SIP  revisions  (54 
FR  2222)  from  the  requirements  of 
Section  3  of  Executive  Order  12291  for 
a  period  of  2  years.  USEPA  has 
submitted  a  request  for  a  permanent 
waiver  for  Table  Two  and  Three  SIP 
revisions.  The  OMB  has  agreed  to 
continue  thfrtemporary  waiver  until 
such  time  as  it  rules  on  USEPA 's 
request. 

Under  5  U.S.C.  605(b),  the 
Administrator  certifies  that  SIP 
approvals  under  sections  107, 110,  and 
172  of  the  Clean  Air  Act  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities.  SIP 
approvals  (or  redesignations)  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  are 
already  State  law.  SIP  approvals  (or 
redesignations),  therefore,  do  not  add 
any  additional  requirements  for  small 
entities.  Moreover,  due  to  the  nature  of 
the  Federal-State  relationship  under  the 
Clean  Air  Act,  preparation  of  a 
flexibihty  analysis  for  a  SIP  approval 
would  constitute  Federal  inquiry  into 
the  economic  reasonableness  of  the 
State  actions.  The  Clean  Air  Act  forbids 
USEPA  to  base  its  actions  concerning 
SIPs  on  such  grounds. 

Public  comments  are  solicited  on  the 
requested  SIP  revision  and  on  USEPA's 


propoaal  to  disapprove  NR  418.07. 
Public  comments  received  bv  (30  days 
&t)m  date  of  publication)  will  be 
considered  in  the  development  of 
USEPA's  final  rulemaking  action. 

The  Agency  has  reviewed  this  request 
for  revision  of  the  federally  approved 
State  Implementation  Plan  for 
conformance  with  the  provisions  of  the 
1990  Amendments,  enacted  on 
November  15, 1990.  The  Agency  has 
determined  that  this  action  does  not 
conform  with  those  requirements 
irrespective  of  the  fact  that  the  submittal 
preceded  the  date  of  enactment. 

List  of  Subjects  in  40  CFR  Part  52 

Air  pollution  control.  Reporting  and 
recordkeeping  requirements,  Sulhu 
oxides. 

Authority:  42  U.S.C.  740t-7671(q). 

Dated:  December  22, 1992. 
Valdat  V.  Adamkus. 
Beponal  Administrator. 
[FR  Doc.  93-75  Filed  1-4-93;  8:45  ami 
BaiMa  CODE  a6M-60-«l 


40  CFR  Part  63 

[FRL-4552-6] 

National  Emission  Standards  for 
Hazardous  Air  Pollutants;  Coke  Oven 
Batteriea- 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  of  public  hearing. 

SUMMARY:  On  December  4. 1992,  EPA 
proposed  national  emission  standards 
which  would  limit  emissions  from  new 
and  existing  coke  oven  batteries  (57  FR 
57534).  In  response  to  requests  by 
environmental  and  citizens  groups,  a 
public  hearing  to  hear  oral  testimony 
concerning  this  standard  will  be  held  in 
Philadelphia,  Pennsylvania. 
DATES:  Public  Hearing.  A  public  hearing 
will  be  held  on  January  15, 1993 
beginning  at  10  a.m. 

Request  to  Speak  at  Hearing:  Persons 
wishing  to  present  oral  testimony  must 
contact  Ms.  Amada  Agnew  by  January 
11. 1993  at  (919) 541-5268. 
ADDRESSES:  Public  Hearing.  A  public 
hearing  will  be  held  at  U.S. 
Environmental  Protection  Agency. 
Region  3,  841  Chestnut  Building,  8th 
Floor.  Conference  Room  8A, 
Philadelphia,  Pennsylvania  19107. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Fred  Dimmick  or  Ms.  Amanda 
Agnew,  Standards  Development  Branch 
Emission  Standards  Division  (MD-13), 
U.S.  Environmental  Protection  Agency, 
Research  Triangle  Park.  North  Carolina 


27711.  telephone  number  (919)  541- 

5625  or  (919)  541-5268. 

Mkhaal  Shapiro. 

Acting  Assistant  Administrator.  Office  of  Air 

and  Radiation. 

[FR  Doc.  93-193  Filed  1-4-93;  8:45  am] 

BILUNOCOOCI 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Part  76 

[MM  DockM  No.  92-265;  FCC  92-543] 

Cable  Act  of  1992— Program 
Distribution  and  Carriage  Agreamenta 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Proposed  rule.  


SUMMARY:  In  response  to  the  Cable 
Television  Consumer  Protection  and 
Competition  Act  of  1992,  the 
Commission  initiates  this  Notice  of 
Proposed  Rule  Making  ("Notice") 
seeking  comment  on  Uie  Commission's 
implementation  of  Sections  12  and  19  of 
the  1992  Cable  Act  governing  access  to 
multichannel  video  programming.  The 
Notice  addresses  the  provisions 
regarding  unfair  or  discriminatory 
practices  in  the  sale  of  cable 
programming.  The  Notice  also  addresses 
carriage  agreements  between  cable 
systems  and  the  programming  services 
they  distribute. 

DATES:  Comments  are  due  on  or  before 
January  25, 1993  and  reply  comments 
are  due  on  or  before  February  16. 1993. 
ADDRESSES:  Federal  Communications 
Commission,  Washington,  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
Jim  Coltharp,  Policy  and  Rules  Division, 
Mass  Media  Bureau,  (202)  632-6302; 
Diane  Hofbauer.  Office  of  the  General 
Counsel  (202)  632-6990. 
SUPPI.EMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Making,  in  MM  Docket 
No.  92-265  adopted  December  10, 1992, 
and  released  December  24. 1992.  The 
complete  text  of  this  Notice  of  Proposed 
Rule  Making  is  available  for  inspection 
and  copying  during  normal  business 
hours  in  the  FCC  Reference  Center 
(room  239).  1919  M  Street.  NW.. 
Washington.  DC.  and  also  may  be 
purchased  from  the  Commission's  copy 
contract,  Downtown  Copy  Center.  (202) 
452-1422. 1990  M  Street,  NW.,  suite 
640,  Washington,  DC  20036. 

Synopsis  of  Notice  of  Proposed  Rule 
Making 

1.  On  October  5. 1992,  Congress 
enacted  the  Cable  Television  Consumer 
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Protection  and  Competition  Act  of  1992 
("1992  Cable  Act").  This  Notice  of 
Proposed  Rule  Maldng  seeks  comment 
on  the  Commission's  implementation  of 
Sections  19  and  12  of  the  1992  Cable 
Act,  which  amend  the  Communications 
Act  of  1934  by  adding  new  Sections  628 
and  61'6.  respectively.  First,  the  Notice 
addresses  the  provisions  of  Section  628 
regarding  unfair  or  discriminatory 
practices  in  the  sale  of  cable 
programming.  Section  628  is  intended 
to  foster  the  development  of 
competition  to  traditional  cable  systems 
by  prescribing  regulations  that  govern 
the  access  by  competing  multidbannel 
systems  to  cable  programming  services. 
The  Notice  then  addresses  the 
provisions  of  Section  616  that  require 
the  Commission  to  adopt  regulations 
that  govern  agreement  between  cable 
systems — or  other  multichannel  video 
programming  distributors — and  the 
programming  services  they  distribute. 
These  regulations  on  programming 
carriage  agreements  are  intended  to 
prevent  cable  systems  from  taking 
undue  advantage  of  programming 
vendors  through  various  practices, 
including  coercing  the  vendors  to 
exchange  ownersbdp  interests  or 
exclusive  distribution  rights  in 
exchange  for  carriage.  In  this 
proceeding,  as  the  Commission 
develops  regulations  pertaining  to 
program  access  and  carriage  agreements, 
the  Commission  seeks  to  serve  the 
congressional  intent  to  prohibit  unfair 
or  anticompetitive  actions  with 
restraining  the  amoimt  of  multichannel 

firogramming  available  by  precluding 
egitimate  business  practices  common  to 
a  competitive  marketplace. 

2.  In  drafting  the  1992  Cable  Act. 
Congress  was  concerned  that  increased 
horizontal  concentration  and  vertical 
integration  in  the  cable  industry  have 
created  an  imbalance  of  power,  both 
between  cable  operators  and  program 
vendors  and  between  cable  operators 
and  their  multichannel  competitors. 
Therefore.  Congress  has  concluded  that 
vertically  integrated  program  suppliers 
have  the  incentive  and  ability  to  favor 
their  affiliated  cable  operators  over 
other  multichannel  programming 
distributors.  Congress  concluded  that 
the  programming  provisions  of  the  1992 
Act  are  necessary  to  prevent  cable 
operators  from  abusing  their  market 
power  to  the  detriment  of  programs  and 
competitors.  Congress  has  also 
concluded  that  vertically  integrated 
cable  operators  have  the  incentive  and 
ability  to  fevor  affiliated  programmers 
over  unaffiliated  programmers  with 
respect  to  granting  carriage  on  their 
systems.  Congress  also  has  found  that 


non-affiliated  programmers  are 
sometimes  raquiieid  to  grant  cable 
operators  exclusive  rights  to 
programming,  a  financial  interest  in  the 
programming,  or  some  other  additional 
consideration  in  return  for  carriage  on 
the  cable  system. 

3.  Section  19  of  the  1992  Cable  Act 
amends  Title  VI  of  the  Communications 
Act  of  1934  by  creating  section  628, 
which  was  promulgated  for  the  purpose 
of:  (1)  Promoting  the  public  interest  by 
increasing  competition  and  diversity  in 
the  multichannel  video  programming 
market;  (2)  increasing  the  availability  of 
satellite  cable  and  broadcast 
programming  to  persons  in  rural  and 
other  areas  that  are  not  currently  able  to 
receive  such  programming;  and  (3) 
encouraging  the  development  of 
commimications  technologies.  To 
accomplish  these  purposes,  Section 
628(b)  makes  it  imlawful  for  a  cable 
operator,  a  satellite  cable  programming 
vendor  in  which  a  cable  operator  has  an 
attributable  interest,  or  a  satelUte 
broadcast  programming  vendor  to 
engage  in  unfair  methods  of  competition 
or  unfair  or  deceptive  acts  or  practices 
whose  purpose  or  effect  is  to  "hinder 
significantly"  or  to  "prevent"  delivery 
of  programming  by  multichannel  video 
programming  distributors.^  The  law 
provides  greater  specificity  in  the 
subsections  that  follow  and  instructs  the 
Commission  to  adopt  implementing 
regulations  "to  specify  particular 
conduct  that  is  prohibited"  under  this 
section.  At  the  outset,  in  developing  a 
proper  interpretation  of  this  provision 
and  in  implementing  the  regulations 
required,  the  Commission  emphasizes 
the  importance  of  arriving  at  a  correct 
understanding  of  the  Congressional 
objectives.  Accordingly,  this  is  the  first 
matter  on  which  the  Commission  seeks 
comment 

4.  From  the  structure  of  section  628  as 
well  as  the  legislative  history,  it  appears 
that  Congress'  concerns  were 
particularly  focused  on  vertical 
ownership  relationships  in  the  cable 


^  Section  2  of  the  1992  Cable  Act  amends  section 
602  of  the  Communications  Act  to  define 
"multichannel  video  protoamming  distributor"  as  a 
person  such  as,  but  not  limited  to,  a  cable  operator, 
a  multichannel  multipoint  distribution  service,  a 
direct  broadcast  satellite  service,  or  a  televisioo 
receive-only  satellite  program  distributor,  who 
makte  available  for  purchase,  by  subscribers  or 
customers,  multiple  channels  of  video 
programming.  The  Commission  notes  that  the  scope 
of  this  definition  is  unclear,  and  that  this  issue  was 
raised  in  the  Notice  tanplemnnting  the  must-cany 
and  retransnuMion  consent  provisions  of  the  1992 
Cable  Act  See  Notice  of  Proposed  Rulemaking  in 
MM  Docket  Na  92-259.  KX:  92-«99,  released 
November  19. 1992.  Given  that  the  current 
proceeding  raises  tiailar  concerns,  we  se^ 
comment  similar  to  thoaa  soUcited  in  the  must- 
carry  proceedii^  on  the  scope  of  the  definition  of 
a  "miutichannM  video  pwgramming  distributor." 


industry  and  the  extent  to  which  they 
may  restrict  the  availability  and  increase 
the  cost  of  programming.  At  the  same 
time.  Congress  recognized  that  common 
ownership  of  cable  systems  and 
programming  suppliers  can  benefit  the 
public.  In  particular,  the  legislative 
history  shows  that  substantial 
investment  by  cable  operators 
"stimulated  the  development  of 
programming  that  was  necessaryto  flesh 
out  the  promise  of  cable."  This 
Commission  has  also  recognized  that 
MSO  investment  has  enabled  certain 
programming  services  to  remain  in 
operation,  while  such  investment  and  a 
ready  subscriber  base  have  also   . 
promoted  the  introduction  of  innovative 
programming  services  focused  upon 
narrow  audiences.  Vertical  integration 
also  contributes  to  an  enriched  quality 
of  existing  programming  services,  given 
that  a  cable  operator  has  a  strong 
incentive  to  increase  its  penetration  by 
making  the  programming  that  it  offers 
more  attractive  to  potential  subsaibers. 
Section  628,  however,  reflects  a 
Congressional  concern  with  the 
enhanced  market  power  that  emanates 
from  the  integration  of  large  MSOs  with 
programming  vendors.  Specifically, 
firms  that  are  vertically  integrated  could 
have  incentives  to  favor  their  own 
affiliates  and  to  unfairly  discriminate 
against  alternative  distributors,  which 
could  restrain  competition  in  program 
distribution.  ^ 

5 .  With  respect  to  the  intended 
objectives  and  scope  of  Section  628,  the 
Commission  believes  that  the 
proscriptions  for  program  access 
pertaining  to  satellite  cable 
programming  vendors  are  apparently 
focused  on  practices  that  are  pursued  by 
vertically  integrated  entities.  The 
Commission  seeks  comment  on  this 
interpretation,  as  well  as  on  whether  the 
section  covers  conduct  beyond  those 
actions  that  are  related  to  discriminatory 
incentives  c:aused  by  vertical 
integration.  Also,  given  the  section's 
emphasis  on  vertically  integrated 
entities,  the  Commission  asks  whether 
Section  628  is  intended  to  require 
vertically  integrated  firms  to  conduct 
themselves  in  a  manner  similar  to 
nonintegrated  firms,  thereby  minimizing 
the  anticompetitive  potential  of 
integration.  Alternatively,  the 
Commission  asks  whether  the 
regulations  should  cause  vertically 
integrated  firms  to  function  differently 
than  nonintegrated  firms'!  In  contrast  to 
satellite  cable  programming  vendors,  the 
1992  Cable  Act  appears  to  require  that 
the  Commission's  implementing 
regulations  should  prevent  all  "satellite 
broadcast  programming  vendors," 
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regardless  of  vertical  relationahipt,  from 
pursuing  unfair  or  deceptive  actions 
that  would  unduly  iiavar  cable  television 
systems  as  compared  to  other 
multichannel  program  outlets. 
Therefore,  the  Commissi <hi  seeks 
comment  on  appropriate  implementing 
regulations  pertaining  to  satellite 
broadcast  programming  vendors. 

6.  In  x>raer  to  determine  whether  a 
cable  operation  is  vertically  integrated 
under  the  1992  Cable  Act,  the 
Commission  must  establish  a  threshold 
at  which  an  ownership42|[erest  will  be 
considered  attributable/The  Senate 
Report  states  that  "[i]n  d^tomining 
what  is  an  attribut^le  interest,  it  is  the 
intent  of  the  Committee  that  the  FCC 
use  the  attribution  criteria  set  forth  in  47 
CFR  73.3555  (notes)  or  other  criteria  the 
FCC  may  deem  appropriate."  The 
Senate  version  of  tne  propvmming 
access  provisions  was  not  adopted.  The 
House  version,  which  was  adopted  with 
amendments,  uses  the  term  "attributable 
interest"  but  does  not  define  an 
attributable  benchmark.  Therefore,  the 
Commission  seeks  comment  on  whether 
it  should  define  "attributable  interest" 
with  reibrence  to  the  attribution 
threshold  generally  applicable  to  the 
broadcasting  industry.  The  Commission 
notes  that  the  five-percent  threshold  for 
outstanding  voting  stock  from  the 
broadcast  attribution  standard  has  been 
"  followed  in  the  cable-telco  cross- 
ownership  proceeding.  If  the  basic 
broadcast  standard  is  used,  should  the 
single  majority  shareholder  rule  and  the 
other  provisions  of  the  broadcast 
attribution  rules  also  apply?  As  an 
alternative,  the  Commission  asks 
whether  it  should  use  some  other 
attribution  standard. 

7.  Commenters  should  address  the 
rationale  underlying  the  attribution 
benchmarks  adopted  for  broadcast 
ownership  rules,  and  discuss  the  level 
of  influence  and  control  that  need  to  be 
attributed  in  ordw  to  effectuate  any 
rules  adopted  in  this  proceeding. 
Moreover,  the  Commission  asks  whether 
an  attribution  benchmark  by  itself  is 
sufficient  to  determine  whether  an 
entity  actually  controls  another  entity, 
or  whether  it  should  establish 
behavioral  guidelines  to  determine 
control  irrespective  of  the  attribution 
threshold?  If  so,  what  guidelines  should 
be  developed?  In  addition,  should  the 
Commission  use  the  broadcast  reporting 
requirement  or  some  other  standard  to 
keep  track  of  transfars  of  control  of  cable 
distributors  and  programmera  over 
time? 

8.  Section  628  is  limited  to  conduct 
for  which  the  purpose  or  efiect  is  to 
hinder  significantly  or  prevent  any 
multichannel  video  programming 


distributor  from  providing  satellite  cable 
programming  or  satellite  broadcast 
programming  to  subscribers  or 
ctmsumen.  The  CtHmnission  seeks 
comment  on  how  this  component  of  the 
conduct  that  section  628  would  eddress, 
which  is  a  critical  threshold 
requirement  iinder  the  statute,  interacts 
with  the  remainder  of  section  628  in 
proscribing  specific  practices  or 
conduct.  The  plain  language  of  section 
628(b)  suggests  that  the  Commission's 
regulation  should  only  implicate 
practices  tjiat  are  both  (i)  "unfair," 
"deceptive,"  or  "discriminatory."  and 
(ii)  could  significantly  hinder 
multichannel  video  programming 
distributors  bom  providing  satellite 
programming.  This  analysis  is 
particiilarly  significant  to  the  extent  that 
conduct  might  be  considered  unfair  or 
discriminatory  from  the  vantage  point  of 
a  particular  competitor,  yet  does  not 
significantly  harm  competition  in 
multichannel  video  programming 
distribution.  As  a  result,  the  precise 
shoving  of  harm  that  the  Commission 
should  require  to  meet  the  statute's 
threshold  requirement  is  a  critical  issue. 
Thiis,  the  Commission  seeks  comment 
on  whether,  when  adjudicating 
complaints  filed  pursuant  to  the 
implementing  regulations  for  section 
628,  its  analysis  should  consider  harm 
to  (i)  consumers,  as  measured  by  the 
availability  of,  or  quantity  of. 
programming  to  consumen  in  the 
relevant  market:  or  (ii)  to  other 
multichannel  video  distributors  in  the 
relevant  market;  or  (iii)  to  both 
consumers  and  other  multichannel 
competitors.  The  Commission  seeks 
comment  on  this  interpretation  of  the 
statute  and  approach  to  implementing 
section  628. 

9.  Regarding  issues  related  to 
establishing  the  existence  of  "harm" 
under  section  628,  the  Commission 
questions  what  geographic  market 
would  be  relevant  to  determining 
whether  a  proscribed  behavior,  such  as 
an  unjustified  price  differential  by  one 
program  vendor  between  two 
programming  distributors,  causes 
anticompetitive  harm  in  the  market.  As 
a  general  matter,  the  Commission  seeks 
comment  on  how  to  define  the  relevant 
market  to  the  extent  that  the  purposes 
of  the  prohibitions  are  intended  to 
address  conduct  associated  with  vertical 
integration.  The  Commission  further 
questions  whether  "harm"  should  be 
measured  tvithin  a  local  market  or 
across  difiisfent  local  markets,  and 
whether  any  prohibitions  should  apply 
only  in  local  markets  where  an  entity  is. 
in  fact,  vertically  integrated.  The 
Commission  also  seeks  comment  on 


whether  its  standard  for  establishing 
"harm"  should  exclude  certain  entities 
that  lack  significant  anticompetitive 
potential  due  to  their  limited  sise  at 
negligible  market  share  as  programming 
vendors  or  cable  operators,  sudi  that  the 
degree  of  vertical  integration  might  be 
deemed  de  minimis. 

10.  The  Commission  also  asks 
commenters  to  address  how  it  can  best 
accomplish  section  628'8  ob|ectives  in  a 
manner  that  is  faithful  to  the  policy  of 
Congress  in  the  1992  Cable  Act  to  rely 
on  the  marketplace,  to  the  maximum 
extent  feasible  in  promoting  tt»e 
availability  of  programming  to  the 
public  through  cable  television  and 
other  video  distribution  media. 
Furthermore,  the  Commissicm  seeks 
comment  on  whether  its  proposals  on 
enhancing  programming  access — 
including  the  proposed  standards  for 
determining  discriminatory  behavior  as 
detailed  below— fulfill  the 
Congressional  intent  as  expressed  in  the 
1992  Cable  Act  and  the  legislative 
history.  The  Commission  also  solicits 
detailed  allegations  or  evidence 
regarding  usiair  practices  for 
distributing  cable  programming,  as  well 
as  analysis  of  the  potential 
consequences,  to  assist  the  Commission 
in  prescribing  regulati(ms  governing 
particular  conduct  by  cable  operetora 
and  programming  vendora. 

11.  Section  628  directs  the 
Commission  to  prescribe  specific 
regulations  related  to:  (1)  Undue  or 
improper  influence  by  a  cable  operator 
on  an  affiliated  satellite  programming 
service  in  selling  programming  to 
unaffiliated  multichannel  video 
programming  distribution  services;  (2) 
discrimination  in  the  prices,  terms,  and 
conditions  of  sale  or  delivery  of  satellite 
programming  among  or  between  cable 
systems,  other  multichaimel  video 
distributora,  or  their  agents;  and  (3) 
contractual  exclusivity  between  cable 
operators  and  programming  vendon  in 
the  sale  of  satellite  programming.'  Ir 
addition,  the  C(Hnmission  is  directed  to 
establish  an  adjudicat(My  process  for 
resolving  disputes  under  section  628,  to 
report  annually  to  Congress  on  the  state 
of  competition  in  the  delivery  of  video 
programming,  and  to  provide  penalties 
for  the  filing  of  frivolous  complaints. 
The  following  discussion  focuses  on 
issues  for  conunent  and  proposed 


'Tha  CominiMian  Maiu  ooauMBt  on  wfhethflr 
Congress  inlonded  for  tha  Conuiiiuiaa  to  raguUts 
any  additional  nnlair  melhodi  of  compatitkm  or 
uniaii  or  daoapthra  acta  or  practkat  iMfoiid  Ifaoaa 
spedflad  In  saction  62S(c).  In  particulac  U  aiks 
whethar  olhar  iMctioaa  thai  an  prachidad  by  the 
various  antitnut  lawa    tuch  m  raAiaaU  to  daal  at 
"tying"  arrangentanta— ara  ancompnaiad  widtin  tha 
terms  of  section  62S  and  warrant  lagulatiaii. 
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standartis  relating  to  specific  concerns, 
such  as  "undue  influence,"  price     ^ 
discrimination,  and  exclusive 
agreements. 

12.  Section  628(c)(2KA)  specifically 
directs  the  Commission  to  prohibit  a 
cable  operator  that  is  vertically 
integrated  with  a  satellite  cable  a 
satellfte  broadcast  programming  vendor 
fit)m  unduly  or  improperly  influencing 
the  vendor's  decision  to  sell 
programming,  or  the  prices  or  terms  of 
sale  of  that  programming,  to  an 
unafliliated  multichaimel  programming 
distributor.  The  Commission  seeks 
comtnent  on  the  scope  of  activities  or 
practiced  that  should  be  considered 
"undue  influence"  by  a  cable  operator 
upon  such  a  programming  vendor's 
decisions  in  selling  programming.  The 
Commission  also  requests  comment  on 
standards  to  apply  in  distinguished    . 
practices  that  would  constitute  "imdue 
influence"  from  other  actions  that  may 
occur  during  the  normal  course  of 
negotiations  over  the  prices  and 
conditions  of  programming  sales.  In 
addition,  the  Commission  asks  how  to 
distinguish  a  cable  operator's  influence 
from  a  program  vendor's  independent 
conduct. 

13.  Section  628(c)(2)(B)  requires  the 
Commission  to  prohibit  a  programming 
vendor  that  is  vertically  integrated  with 
a  cable  operator  from  discriminating  in 
the  prices,  terms,  and  conditions  of  sale 
or  deUvery  of  satellite  programming 
among  or  between  cabled  systems,  other 
multichannel  video  distributors,  or  their 
agents  or  buying  groups.  The 
Commission  asks  commenters  to 
identify  such  practices  that  should  be 
considered  "discriminatory."  The 
Commission  asks  for  specific  evidence 
of  discriminatory  practices.  The 
Commission  seeks  comment  on 
objective  standards  that  may  be  applied 
to  distinguished  discriminatory 
behavior — with  respect  to  pricing  or 
other  practices — from  legitimate 
business  behavior  that  may  occur  in  the 
video  program  distribution  marketplace. 
The  Commission  notes  interest  in 
examples  of  pricing  practices  for  certain 
types  of  programming  that  may  employ 
a  graduated  pricing  structure  in  order  to 
facilitate  broad  program  distribution. 
Moreover,  it  seeks  comment  on  specific 
situations  in  which  a  "uniform"  pricing 
requirement  could  reduce  the  amount  of 
programming  available  to  subscribers. 

14.  The  Commission  proposes  to 
determine  whether  certain  programming 
vendors  have  pursued  discriminatory 
actions  against  imaffiliated 
multichannel  video  distributors  through 
the  enforcement  process  for  resolving 
complaints.  This  process  requires  a 
compliant  to  establish  a  prima  facie 


case.  The  Commission  proposes  a 
resolve  complaints  of  alleged  instances 
of  discrimination  by  using  a  system  of 
presumptions  that  will  be  developed  in 
this  proceeding.  The  Commission  seeks 
comment  on  whether  it  should  utilize  a 
two  step  approach  for  evaluating 
allegations  of  discriminatory  behavior 
that  determines  (i)  whether  price 
differentials  are  justifiable  or 
"discriminatory"  and  (ii)  if 
"discriminatory,"  whether  the 
discriminatory  practice  has  prevented  or 
hindered  significantly  any  multichaimel 
video  programming  distributor  from 
providing  satellite  programming  to 
subscribers  or  consumers.  In  this  regard 
the  Commission  observes  that  the  1992 
Cable  Act  appears  to  mandate  that  it 
consider  second  component  of  this 
approach  regarding  the  harm  or 
hindrance  resulting  from  an  alleged 
discriminatory  practice.  The 
Commission  requests  that  commenters 
address  the  merits  of  this  approach  as 
well  as  any  system  of  presumptions  it 
could  incorporate. 

15.  Section  628  of  the  1992  Cable  Act 
states  that  programming  vendors  are  not 
prohibited  from  (1)  imposing  reasonable 
requirements  to  account  for  difl^erences 
in  (a)  creditworthiness,  (b)  offering  of 
service,  (c)  financial  stability,  (d) 
character,  and  (e)  technical  quality;  (2) 
accounting  for  actual  and  reasonable 
differences  in  the  cost  of  creation,  sale, 
or  delivery  of  programming:  and  (3) 
accounting  for  economies  of  scale,  cost 
savings,  or  other  direct  and  legitimate 
economic  benefits  that  are  reasonably 
attributable  to  the  number  of  subscribers 
served  by  the  distributor.  The 
Commission  seeks  comment  on  an 
appropriate  means  of  defining  and 
measuring  each  of  these  factors,  as  well 
as  on  the  types  of  data  that  vendors 
should  be  required  to  submit  when 
relying  on  one  or  more  of  the  factors  to 
explain  a  price  differential.^  In 
particular,  the  Commission  asks 
commenters  to  suggest  how  to 
distinguish  and  measure  consideranons 
of  "creditworthiness."  "financial 
stability,"  or  other  factors.  For  instance, 
the  Commission  notes  that  substantial 
cash  flow  may  enable  highly  leveraged 
cable  operators  or  other  multichannel 
video  distributions  that  are  not 
otherwise  considered  "creditworthy,"  to 
become  "financially  stable."  With 
respect  to  costs,  the  Commission 


>  With  respect  to  the  {actor  that  specifies  the  cost 
of  "creation,  sale,  deUvery  or  transmission"  of 
programming,  the  Commission  seeks  comment  on 
the  appropriate  definition  or  type  of  costs  that  it 
should  consider  in  evaluating  a  given  price 
differential.  See  colloquy  between  Senators  Kerry 
and  Inouye  found  in  Congressional  Record,  United 
States  Senate.  October  S.  1992.  at  S16671. 


recognizes  that  delivery  of  an  encrjrpted 
signal  to  individual  home  satellite  dish 
(HSD)  subscribers  may  be  more 
expensive— and  less  secure  from 
piracy — than  delivery  to  the  head  end  of 
a  cable  system.  The  Commission  seeks 
information  on  the  actual  expense 
differentials  of  these  two  delivery 
modes.  With  respect  to  accounting  fat 
economies  of  scale  and  economic 
benefits  reasonably  attributable  to  size, 
the  Conunission  asks  commenters  to 
address  the  extmd  to  whidi  it  should 
consider  such  factors  beyond  volume 
discoimts  for  distributing  programming. 
It  also  seeks  comment  on  how  to  allow 
for  differences  in  negotiations  between 
a  programming  vendor  And  various 
multichannel  vido  programming 
distributions,  particularly  as  incUvidual 
distributions  might  be  willing  to 
exchange  particular  terms  for  pricing 
changes.  'The  Commission  seeks 
comment  on  an  appropriate  method  of 
comparing  the  "technical  quality"  of 
envolving  multichannel  video  services, 
particularly  in  instances  where  only 
prototype  models  are  available  for  a 
prospective  service.  In  such  cases,  can 
program  vendors  be  expected  to  enter 
distribution  contracts,  subject  to 
conditions  of  a  pre-determined  level  of 
objective  technical  quality  in  actual 
operation?  In  addition,  the  Commission 
asks  commenters  to  recommend  any 
measures  that  could  be  employed  as 
proxies  for  the  various  permissible 
causes  of  pricing  differentials. 

IB.  The  Commission  also  asks 
whether  the  statute  permits  it  to 
consider  other  factors  that  could  cause 
price  differences,  including  certain 
factors  that  are  related  to  costs  such  as 
the  volume  of  subscribers  served  or  the 
direct  costs  of  delivery,  particularly  if 
these  aspects  would  increase  the 
availability  of  programming.  If  so,  it 
asks  commenters  to  discuss  any  other 
legitimate  factors  that  are  relevant  and 
permissible  under  the  statute.  For 
instance,  the  Commission  seeks 
comment  on  whether  it  should  consider 
the  extent  that  a  programming  service  is 
sold  with  certain  conditions  or 
arrangements — such  as  discounts  for 
prepayment  or  for  performance  in 
marketing  a  service  to  subscribers,  or  an 
allowance  for  serving  as  a  marketing 
agent — for  particular  purchasers.  The 
Commission  asks  commenters  to 
address  the  question  of  whether  it  can 
assign  an  appropriate  magnitude  of 
price  differential  that  we  could  attribute 
to  each  factor  to  avoid  resorting  to  an  ad 
hoc  justification  in  every  case  based  on 
demonstrations  of  specific  costs  and 
circumstances.  The  Commission  seeks 
to  develop  standards  that  it  could  apply 
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to  disdxigiiish  between  justifiable  and 
disciinunatary  price  difhreoces.  and 
proposes  four  optkais  below  for 
developing  such  objective  standards.  In 
addition  to  the  issues  and  Questions  for 
ccmmait  that  are  presented  writh  each 
option,  the  Commissioo  seeks  comment 
on  any  otfaw  standards  that  parties 
consider  appropriate,  including 
combinatons  of  the  following  options. 

17.  An  initial  standard  for 
determining  price  discrimination  could 
be  derived  from  infcmnation  oathered  in 
this  proceeding  that  would  allow  for  a 
'  "reasonable  region"  of  price 
difisrentials.  depending  upon  the 
factors  involved,  within  which  the 
Commission  would  rebuttably  presume 
that  a  disparity  in  price  is  not 
discriminatory,  altnough  that 
presumption  could  be  rebutted. 
Conversely,  it  would  presume  that  a 
price  diffarential  of  a  magnitude  that 
exceeds  the  established  "reasonable 
region"  is  due  to  a  discriminatory 
practice,  but  a  showing  of  significant 
legitimate  factors  could  rebut  the 
presumption  and  cause  the  Commission 
to  consider  the  price  difference 
acceptabl&  The  Commission  believes 
that  this  approach  is  appropriate 
because  of  section  628's  expUcit 
allowance  for  permissible  factors  for 
price  differentials.  Furthermore,  to  the 
extent  that  adequate  data  on  the 
magnitude — and  the  contributing 
factor*— of  current  differentials  is 
available  through  the  record  and 
enforcement  process,  the  Commission 
believes  that  a  sufficiently  broad  region 
or  allowance  might  reduce  the 
administrative  burden  in  resolving 
complaints.  The  Commission  seeks 
comment  both  on  the  merits  of  such  an 
approach  relative  to  its  potential  burden 
for  the  Commission  and  the  industry,  as 
well  as  on  the  appropriate  method  for 
determining  the  parameters  for  the 
"reasonable  region."  Similarly,  it  asks 
commenters  to  address  whether 
different  thresholds  are  necessary  for 
different  technologies.  Finally,  in  order 
to  apply  this  approach,  the  Commission 
seeks  comment  on  the  nature  of 
appropriate  evidence  and  sufficient 
showings  required  to  rebut  the  proposed 
presumptions  related  to  price 
discrimination  complaints. 
I      18.  Another  option  for  defining 
"discrimination"  as  prohibited  by 
section  628  of  the  1992  Cable  Act  is  to 
use  a  standard  similar  to  that  developed 
to  implement  section  202(a)  of  the 
Communications  Act.  Under  section 
202's  standard,  it  is  unlawful  for  a 
common  carrier  to  engage  in  "unjust  or 
unreasonable  discrimination"  in  the 
provision  of  "like"  communications 
services  or  to  give  any  "unreasonable 


prefarencaor  advantage"  to  any  parson. 
In  order  to  prove  a  violation  of  section 
202(a),  a  complainant  must  show  that 

(1)  tha  services  in  question  are  "like." 

(2)  discrimination  has  occurred,  and  (3) 
such  discrimination  is  not  just  or 
reasonable.  Although  the  Commission 
recognizes  that  the  entities  that 
Congress  intended  to  regulate  in  sectiiHi 
628  of  the  1992  Cable  Act  would  not  be 
subject  to  the  cxirrent  provisions  of 
section  202  if  they  are  not  providing 
common  carrier  services,  it  could  adopt 
a  standard  similar  to  section  202  as  a 
basis  of  a  definition  of  discrimination  in 
these  new  regulations.  The  Commission 
notes  that  it  has  used  this  standard  in 
another  proceeding  to  evaluate  the 
existence  and  eictent  of  discrimination 
in  some  aspects  of  the  video 
programming  distribution  market. 
Section  202  could  offer  the  most 
appropriate  standard  because  it 
addresses  the  term  "unlawful 
discrimination"  in  providing 
commimications  services,  and  therefore, 
may  be  more  relevant  than  other  laws 
that  do  not  specifically  regulate 
telecommunications  entities.  The 
Commission  requests  comment  on 
whether  a  standard  similar  to  section 
202  of  the  Communications  Act  is  an 
appropriate  basis  for  judging 
discriminatory  practices  by  vertically 
integrated  cable  operators  and 
programming  distributors  in  violation  of 
section  628.  It  also  seeks  comment  on 
suggested  modifications  to  the  standards 
used  to  enforce  section  202  that  could 
facilitate  its  use  as  a  discrimination 
standard  in  the  context  of  the  cable 
industry. 

19.  Section  2  of  the  Clayton  Act  as 
amended  by  the  Robinson-Patman  Act 
prohibits  any  person  engaged  in 
commerce  from  discriminating  in  pricis 
between  different  purchasers  of 
commodities  of  like  grade  or  quality 
where  the  effect  of  such  discrimination 
may  be  to  substantially  lessen 
competition  or  tend  to  create  a 
monopoly  in  any  line  of  commerce. 
Under  the  Robinson-Patman  Act,  price 
differences  may  reflect  either  cost 
differences  or  changes  in  market 
conditions,  thus  allowing  price 
differences  by  a  firm  where  the  lower 
price  is  intended  to  meet  the  equally 
low  price  of  a  competitor.  In  addition, 
under  this  analysis,  price  discrimination 
is  prohibited  only  where  the  effect  may 
be  to  substantially  lessen  competition, 
and  thus  price  differences  that  do  not 
harm  competition  are  permissible. 
Although  the  Robinson-Patman  Act  is 
generally  applied  to  the  pricing  of  goods 
or  conunodities  rather  than  services,  the 
Commission  believes  that  the  1992 


Cable  Act  and  the  price  discrimination 
provisions  in  section  628  provide  ample 
authority  for  it  to  apply  appropriate 
standards  to  program  pricing  for  the 
cable  industry  and  other  multichannel 
competitors.  It  also  recognizes  that 
questions  have  been  raised  regarding  the 
Robinson-Patman  Act's  treetment  of 
price  discrimination  cases  and  whether 
the  standard  may  conflict  with 
particular  aspects  of  eoHiomic  theory. 
Accordingly,  the  Commission  seeks 
comment  on  the  extent  that  it  may  apply 
any  of  the  related  antitrust  standards  rot 
price  discrimination,  or  at  least  certain 
useful  principles  from  the  legislati(m. 
The  Commission  also  asks  comments  to 
consider  whether  an  anticompetitive  or 
"predatory"  harm  to  competition  in 
distributing  programming  is  necessary 
to  find  discrimination.  Also,  given  that 
the  Robinson-Patman  Act  governs  price 
differences  for  "goods  of  like  grade  or 
quality,"  the  Commission  asks  parties  to 
comment  on  how  this  standard  mi^t 
apply  to  cable  programming.  Similarly, 
if  a  particular  programming  service  is 
sold  under  different  conditions  or 
arrangements  for  various  customws, 
should  sufficiently  dissimilar 
conditions  cause  us  to  consider  the 
services  "distinct  in  grade  or  Quality?" 

20.  The  Commission  also  asks 
commenters  to  consider  the 
applicability  of  principles  for  price 
comparison  frxjm  other  areas  of  federal 
regulation.  For  example,  the 
Commission  questions  whether 
principles  underlying  the  regulations 
and  policies  utilized  by  the 
International  Trade  Administration  of 
the  Commerce  Department  ("ITA")  in 
anti-dumping  analysis  can  be  used  to 
develop  FCC  regulations  to  implement 
section  628  of  the  1992  Cable  Act.  In 
anti-dumping  cases,  U.S.  product 
manufacturers  challenge  the  pricing 
policies  of  foreign  competitors,  alleging 
that  such  foreign  competitors  charge 
prices  that  are  below  the  market  level  in 
the  U.S.  in  order  to  gain  unfair 
competitive  advantages  over  U.S. 
manufacturers.  When  evaluating  such 
challenges,  the  ITA  must  compare  the 
prices  charged  by  the  foreign 
manufacturer  or  distributor  in  the  U.S. 
with  the  price  charged  in  the 
manufacturer's  home  market,  or  a  third 
country  market  if  there  are  no  home 
market  sales,  to  determine  whether  the 
foreign  company  is  engaging  in  unfoir 
sales  practices  in  the  U.S.  The  ITA  has 
developed  detailed  regulations  that 
govern  the  price  comparison  process. 

21.  The  Commission  recognizes  that 
price  discrimination  complaints 
concerning  video  programming  filed 
pursuant  to  section  628  raise  allegations 
of  unfair  overpricing.  The  Commissicm 
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also  lecogoizes  \hA  dumping  cases 
involve  pricing  ccxnpaiisons  for 
manufactured  gcx>d&,  ratb«r  than 
services,  which,  could  thus  involve  costs 
relevant  only  to  manafactured  gpods. 
However,  the  Commission  suggests  that 
the  underlying  principles  used  for  ITA's 
price  comparisons  may  remain 
applicable.  For  example,  the  ITA 
recognizes  the  need  for  various  types  of 
ad)ustments  to  the- actual  prices  charged 
to  allow  fair  comparisons  between  the 
pricing  practices  used  by  the  foreign 
manufacturer  in  different  markets.  Thus, 
the  ITA  has  established  specific  classes 
of  pricing  adjustments.  These  include 
adjustments  for  circumstances  of  sale 
(reJated  to  costs  associated  with 
differing  credit  terms,  guarantees, 
warranties,  commissions,  and  product- 
specific  advertising  directed  at  the 
purchasers  of  the  product),  diffierences 
in  quantities  (volume  discounts),  and 
level  of  trade  (sales  to  wholesalers  vs. 
sales  to  retailers).  The  Commission 
seeks  comment  on  how  to  apply  any,  or 
some  combination,  of  the  above  options 
to  develc^  regulatioi^  that  (i)  take  into 
account  relevant  differences  between 
the  programming  distributor's 
customers  that  are  necessary  to  make 
fair  pricing  comparisons,  and  (ii)  will 
enable  the  Commission  to  determine 
whether  price  differentials  are 
legitimate  or  are  the  result  of  unfair 
[Hactices.  Furthermore,  the  Commission 
asks  whether  to  permit  cwtain  practices 
that  cause  price  differentials  upon  a 
showing  that  iion-vertically  integrated 
programming  vendors  also  employ  such 
a  practice.  The  Commission  also  seeks 
comment  on  how  to  easily  identify  the 
appropriate  video  programming  sales 
agreements  that  should  be  used  to  make 
the  priceNpjmparisons  necessary  to 
resolve  particular  discrimination 
complaints.  The  Cbmmission  also  seeks 
comment  on  how,  to  the  extent  possible, 
it  can  expedite  the  complaint  process  by 
de^loping  standardized  formulas, 
possibly  utilizing  objective  vahies  for 
the  types  of  price  adjustments 
contemplated  above,  to  minimize 
disputes  between  the  parties  relating  to 
specific  computations.  Finally,  in 
addition  to  distinguishing  between 
reasonaUe  price  differentials  and  those 
that  are  discriminatory,  the  Commission 
seeks  comment  on  what  factors  should 
be  considered  in  the  second  component 
of  any  analysis  that  would  consiaer 
whether  a  discriminatory  price 
differential  causes  anticompetitiva 
"harm"  to  muhidtannel  programming 
distributors  or  consumers. 

22.  Section  628(cI(2l(BI  states  that  the 
1992  Cable  Act's  protections  against 
price  discrimination  apply  to  "agants'* 


and  "buying  groups"  of  cable  s 
and  other  mvdtichannel  video 
distr&itors.  The  Commission  saeka 
comment  on  issues  relevant  to  definipg 
the  cIms  of  "agents'"  or  "buying 
groups"  covered  by  this  provision.  Are 
there  any  circumstances  under  which  it 
would  be  appropriate  to  establish 
parameters  for  such  protected  "agents" 
or  "groups"?  For  example,  would  il  ever 
be  appropriate  to  establish  limits 
concerning  the  size  of  individual 
entities  permitted  to  aggregate  for 
purposes  of  purchasing  programming 
imcur  regulated  pricing  policies? 

2S.  The  Commission  notes  that  the 
statute  is  silent  concerning  enforcement 
of  antidiscrimination  rules  with  respect 
to  existing  contracts.  Its  initial  view  is 
that  any  pricing  policies  or  restrictions 
developed  to  implement  section  62B 
should  not  be  applied  retroactively 
against  existing  contracts.  The 
Commission  requests  comment  on  this 
interpretation,  and  asks  commenters 
how  to  implement  section  628  with 
respect  to  exiting  contracts.  For 
example,  if  the  policies  are  applied 
pro^jecively  only,  waiting  for  existing 
contracts  to  expire,  the  results  Congress 
envisioned  from  the  requirements  of 
section  628  may  not  be  achieved  in  a 
ttimely  fashion,  given  the  lon^  term 
nature  of  many  programming 
agreements.  The  Commission  seeks 
comment  on  whether  to  establish  a 
prospective  deadline  for  compliance 
that  will  give  parties  to  long  term 
programming  contracts  sufficient  notice 
and  time  for  renegotiation,  and  if  so. 
what  appropriate  compliance  deadline 
wouldoe  for  existing  contracts.  The 
Commission  seeks  further  comment  on 
the  current  duration  of  existing 
programming  contracts  to  guige  the 
practical  effects  of  any  proposed 
deadlines.  Li  addition,  it  seeks  comment 
on  whether  to  require  thai  any  renewals 
of  existing  contracts  subsequent  to  the 
adoption  of  this  Notice  comply  vtrith  the 
new  rules,  or  whether  to  require 
compliance  only  in  contrants  signed 
after  the  effective  date  of  any  nues 
adopted.  ♦ 

24.  Another  statutory  provision  aimed 
at  promoting  competition  and  increased 
access  to  video  programming  is  the 
requirement  contained  in  section 
628(c)(2MQ  that  the  Commission 
d^relop  rules  that  prohibit  practices, 
imderstandings.  arrangements,  and 
activities,  inchiding  exclusive  contracts 
for  satellite  cable  programming  (v. 
satellite  broadcast  proyamming 
between  a  cable  operator  azxd  a  satdlite 
cable  programming  vendor  or  a  satellite 
broadcast  programming  vendor,  that 
prevent  a  multichannel  video 
programming  distributor  from,  obtaining 


guch  programming  from  any  saA^lito 
cable  programming  vendor  in  whidk  a 
cable  c^>eratoc  haa  an  attribUaUa 
interest  or  any  sateUite  braadcaat 
programming  vendor  in  which  a  caUe 
operator  has  an  MtributaUe  intareet  for 
distribution  to  persons  in  areas  not 
served  by  a  cable  operator  as  of  the  date 
of  enactment  of  this  section. 

Similarly,  section  628(cU2KDl 
requires  the  Commission  to  prohibit 
exchisive  contracts  in  areas  "served  by 
a  cable  operator"  imless  it  detominee 
that  the  exclusive  contract  is  in  the 
public  interest  pursuant  to  section 
628(cK4).  The  Commission  seeks 
comment  on  whether  the  luck  of 
reference  to  the  public  interest  finding 
of  section  628(c)(4)  for  contractJt  in  areas 
"not  served  by  a  c^le  operator"  means 
that  section  628(c)(2KC)  makea 
exclusive  contract  in  such  areas  a  perse 
violation. 

25.  In  implementiikg  these  proviskms, 
the  Commission  first  seeks  comment  on 
the  appropriate  determination  of 
whether  an  area  is  served  by  a  caUe 
operator.  The  Conference  RqKut  states. 
"(Qor  p\irposes  of  this  section,the 
conCarees  intend  that  an  area  'served'  by 
a  c^Ie  system  be  defined  as  an  area 
actually  passed  by  a  caMe  system  and 
which  can  be  coimacted  for  standard 
connection  fee."  How  should  the 
Commission  define  "area"?  The 
language  in  the  Conference  Report 
suggests  that  this  should  be  a  local 
market  determination  related  to  a 
particular  cable  system.  Alternative 
multichannel  video  program 
distributors,  however,  may  serve  a 
somewh^  different  market  than  an 
individual  cable  operator.  Thus,  the 
Commission  seeks  comment  on  the 
apprc^riats  defimtion  of  "area"  for 
purposes  of  this  j^vision. 

26.  The  Commission  notes  that 
section  62d(cK2)(Cl  prohibits  "practices, 
imderstaiKlings,  arrangements  and 
activities,  induding  exclusive 
contracts"  (emphasis  added]  in  areas 
not  served  by  a  cable  operator,  while 
section  628{c)(2)U))  only  prohibits 
"exclusive  contracts"  (unless  deemed  to 
be  in  the  public  interest)  in  areas  served 
by  a  cable  operator.  The  Commission 
asks  commenters  to  consider  the 

signi  ficance  of  this  distinction,  aa  weU 
as  how  it  mig^t  identify  other 
"practices,  understandings, 
arrangements  uad  activitiec"  that  should 
be  piohtbited  pursuant  to  lactiaa 
628(cK2)(q. 

27.  In  the  Commissmn  a  1990  CeUa 
Report,  it  noted  various  types  of 
apparent  contractu^  res^ickions  on 
program  acces>.  such  as  (i)  prahibiti<NU 
against  or  restrictions  on  a  multichannel 
video  programming  vandor'a 
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distribution  into  areas  served  by  a  wired 
cable  operator;  (ii)  requirements  to 
renegotiate  agreements  once  the 
multichannel  distributor  reached  a 
stated  penetration  level;  and  (iii)  time- 
delay  requirements.  Did  Congress 
intend  that  such  practices  be 
prohibited?  Are  there  other  similar 
practices  that  restrict  access  to 
programming  that  should  be  prohibited 
pursuant  to  this  section? 

28.  In  the  Commission's  1990  Cable 
Report,  it  also  noted  that  programming 
vendors  sometimes  required  that  a 
multichannel  competitor  purchase 
programming  from  a  local  cable  operator 
to  whom  the  programming  vendor  had 
given  subdistribution  rights  for  its 
franchise  area.  While  such  agreements 
do  not  necessarily  "prevent"  another 
multichannel  video  programming 
distributor  from  obtaining  programming, 
they  create  the  potential  for  disparate, 
and  perhaps  unfair,  access  treatment. 
What  hmits,  if  any,  should  be  imposed 
on  such  subdistribution  arrangements? 
The  Commission  also  seeks  comment  on 
what  data  should  be  required  to 
demonstrate  that  an  exclusive  contract 
in  violation  of  these  provisions  has  been 
made.  For  administrative  reasons,  the 
Commission  does  not  believe  it  practical 
to  require  prior  approval  of  exclusive 
arrangements.  Thus,  it  proposes  to 
enforce  regulations  adopted  pursuant  to 
this  section  through  the  complaint 
process,  and  seeks  comment  on  this 
approach.  If  it  is  nonetheless  urged  to 
require  prior  approval  of  exclusive 
agreements,  the  Commission  seeks 
comment  on  how  to  develop  practical, 
expeditious  procedures  to  evaluate 
requests  for  approval  of  exclusive 
agreements.  For  example,  how  will  a 
multichannel  competitor  establish  the 
existence  of  an  "exclusive"  contract  if  it 
does  not  have  access  to  the  contract? 
What  if  the  contract  is  not  written? 
What  will  be  required  to  establish  a 
prima  facie  case  that  any  exclusivity 
"practice,  understanding, 
arrangements"  exists?  How  can  a 
program  distributor  likely  to  be 
aggrieved  by  such  practices  obtain  the 
evidence  necessary  to  substantiate  a 
complaint  to  the  Commission? 

29.  The  Commission  further  notes  that 
section  628(c)(2)(C]  specifically 
prohibits  actions  that  prevent  a 
multichannel  video  programming 
distributor  from  obtaining  programming. 
Thus,  it  appears  that  an  analysis  of 
anticompetitive  harm,  such  as  restricted 
or  inhibited  access  to  programming,  is 
required  to  find  violations  of  this 
provision.  What  evidence  should  the 
Commission  consider  when  determining 
whether  specific  practices, 
understandings,  arrangements,  or 


activities  restrict,  inhibit  or  otherwise 
limit  access  to  programming?  The 
Commission  also  asks  whether  this 
provision  imposes  any  duty  on  a 
programmer  to  deal  with  non-affiliated 
programming  distributors.  With  respect 
to  exclusive  contracts,  section  628(c)(4] 
sets  forth  the  criteria  to  be  considered 
by  the  Commission  when  determining 
whether  an  exclusive  contract  is  in  the 

Eublic  interest,  and  thus  not  prohibited 
y  section  628(c)(2)(D).  In  addition,  the 
Commission  is  to  consider  the  duration 
of  the  exclusive  contract  and  seeks 
comment  on  objective  standards  or 
benchmarks  that  can  be  developed  as 
consulted  to  assess  each  of  the  criteria 
set  forth  in  the  statute.  Moreover,  are 
these  the  only  factors  that  the 
Commission  is  permitted  to  consider?  If 
not,  what  other  factors  are  relevant  to 
such  a  determination?  Are  there  benefits 
to  exclusivity  that  should  be 
considered? 

30.  The  Commission  also  asks 
commenters  to  identify,  where  possible, 
specific  instances  where  it  could 
establish  in  advance  by  rule  that  limited 
exclusive  distribution  agreements  are 
permitted  imder  section  628(c)(4).  For 
example,  the  Commission  recognizes 
that  exclusive  distribution  rights  are 
often  given  to  encourage  distributors  to 
carry  new  program  services.  Such 
exclusive  rights  may  well  be  essential  to 
the  introduction  of  new  services,  and 
thus  should  be  permitted  to  the  extent 
necessary  to  ensure  continued  program 
diversity.  Therefore,  it  may  be  in  the 
public  interest  to  define,  at  the  outset, 
a  rule  that  would  permit  exclusive 
distribution  contracts  for  new  program 
services.  Such  contracts  would  be 
deemed  to  meet  the  public  interest  test 
of  section  628(c)(4)  if  they  were  limited 
to  a  specific  duration,  such  as  two  years, 
that  would  facilitate  the  laimch  of  the 
new  service.  The  Commission  seeks 
comment  on  this  proposal  and  the 
appropriate  limitations  on  such 
contracts.  Commenters  are  also  asked  to 
provide  other  examples  of  contracts  that 
could  be  presumed  to  serve  the  public 
interest.  Finally,  the  Commission  notes 
that  section  628(c)(4)(D)  refers  to  the 
effect  on  diversity  of  an  exclusive 
contract  on  the  "multichannel  video 
programming  distribution  market." 
Given  section  628(c)(4)(B}'s  reference  to 
"local  and  national"  markets,  should  it 
infer  a  similar  local  and  national  market 
focus  to  interpret  section  628(c)(4)P),  or 
should  it  employ  some  other  type  of 
market  analysis? 

31.  Section  628(d)  of  the  1992  Cable 
Act  provides  that  any  multichannel 
video  programming  distributor 
aggrieved  by  conduct  that  it  alleges  to 
violate  section  628(b)  or  (c)  may 


commence  an  adjudicatory  prooaeding 
at  the  Commission.  Section  628(f) 
requires  the  Commission  to  prescribe 
regulations  to  implement  this  section, 
including  provisions  for  expedited 
review  by  the  Commission,  procedures 
for  data  collection,  and  provision  for 
penalties  against  any  person  filing  a 
frivolous  complaint.  The  Conmiission 
proposes  to  adopt  rules  governing  a 
formal  complaint  process  that  would 
resolve  disputes  without  a  hearing 
imless  there  are  substantial  and  material 
issues  of  fact  that  cannot  be  resolved  by 
the  staff  or  through  stipulation  by  the 
parties.  The  Commission  proposes  to 
develop  a  complaint  process  based  on 
certain  procedures  used  in  complaint 
cases  regarding  the  lowest  tinit  charges 
filed  under  section  315(b)  of  the 
Communications  Act  and  those  used  in 
processing  common  carrier  complaints 
under  section  208  of  the 
Communications  Act.  In  developing  this 
process,  it  proposes  to  limit  the 
pleading  cycle  to  encourage  substantive 
discussions  of  the  issues  in  dispute,  and 
to  expedite  complaint  resolution  by 
eliminating  unnecessary  pleadings.  The 
Commission  proposes  to  permit  a 
complaint  and  response.  Replies  would 
not  be  permitted,  and  parties  against 
whom  a  complaint  is  filed  would  not  be 
permitted  to  file  separate  motions  to 
dismiss  or  motions  for  summary 
judgment — any  such  requests  should  be 
included  in  the  answer.  The 
Commission  seeks  comment  on  these 
proposals. 

32.  The  Commission  proposes  to 
require  that  complaints  set  forth  specific 
allegations  of  misconduct  and  include 
affidavits  by  knowledgeable  persons,  or 
other  tangible  evidence,  to  support  each 
allegation  made  in  the  complaint. 
Failure  to  plead  each  claim  with 
specificity  or  to  include  supporting 
factual  evidence  for  each  allegation  will 
result  in  dismissal  of  that  portion  of  the 
complaint.  The  Commission  proposes  to 
require  defendants  to  respond  in  20 
days,  noting  that  answers  should 
provide  substantive  support  of  all 
factual  allegations  or  denials,  and  seeks 
comment  on  these  proposals.  After  the 
staff  has  reviewed  the  pleadings,  it   - 
would  determine  whether  the 
complainant  has  established  a  prima 
facie  case.  At  this  point,  if  a  prima  facie 
case  has  been  made,  the  Commission 
tentatively  beUeves  that  the  staff  should 
hold  a  status  confierence  to  attempt  to 
resolve  any  factual  disputes  and  to 
determine  whether  early  resolution  is 
possible  based  on  the  staffs  preliminary 
determinations.  Given  the  statutory 
directive  for  expeditious  resolution  of 
section  628  complaints,  the  Commission 
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proposes  to  alkwv  the  putiss  ta  elect  to 
ulilixe  QUI  Altamativtt  rMipiita 
Resolution  C'ADR")  ptoceM;  The 
Commission  seeks  comment  on  wbather 
it  would  be  raquired  to  implamaot 
specific  proceauras  for  AOR  in  this  srea, 
and  if  so.  what  those  procediues  should 
eoGompass.  R  also  seeks  comment  ob 
ways  to  eocourags  parties  to  elect  to 
resolve  disputes  thrwigl*  ADR.  For 
example,  should  ADR  for  program 
access  disputes  include  ^>acific 
provisions  for  discovery,  when 
appropriate,  to  provide  ma  incentive  ior 
oompbinants  to  agree  to  AIM? 

33.  The  Comntiasion  also  tetkt 
comownt  en  wbat  standard  H  sliould 
employ  to  determine  whether  a  prima 
facie  case  has  been  made,  and  whether 
a  single  standard  can  be  used  Cor  all 
connpUints  brought  under  section  628. 
or  whether  difierent  standards  must  be 
developed  for  different  types  of  claims, 
e.g.,  a  price  discn'minaficm  claim  as 
opposed  to  another  type  of  unfeir 
practices  claim,  bi  addition,  it  cpiestions 
whether  the  information  necessary  to 
establish  a  prima  facie  case  is  readily 
available  to  potmtial  complainants 
aggrieved  by  violations  c^regulatimis 
adopted  to  implement  section  628.  If 
not,  what  minimum  thrediold  sfaowmg 
can  be  made  with  available  information 
that  would  be  appropriately  required  to 
estaMish  a  prima  facie  case?  The 
Commission  also  seeks  comment  on 
what  sorts  of  presumptions  could  be 
established  for  evaluating  wheAer  a 
complainant  has  made  a  prima  facie 
case.  Could  objective  criteria  be 
developed?  Could  specific  benchmarks 
be  used  as  an  evidentiary  factor  in 
complaint  cases,  such  as  specified 
program  penetration  levels  that  shift  the 
burdens  of  proof  for  tiie  complaint 
proceedings  prescribed  by  section  6287 
The  Commission  asks  whether 
penetration  benchmarks  could  provide  a 
useful  tool  for  measuring  the  availability 
of  programming,  and  thus  ascertaining 
whether  the  behavior  complained  of 
violates  section  628.  For  example,  if  a 
specific  MMDS  operator  files  a 
complaint  against  a  program  service 
alleging  unfair  behavior  that  impedes  its 
access  to  programming,  it  may  be 
relevant  to  consider  whether  other 
NfMDS  operators  are.  in  fact, 
distributing  the  same  programming.  If 
so,  and  the  penetration  level  of  the 
programming  on  MMDS  systems  meets 
the  designated  benchmark,  would  this 
be  relevant  evidence  that  the 
programmer  is  not  engaging  in  behavior 
in  violation  of  section  628?  Are  these 
circumstances  undn  which  such 
evidence  could  reach  a  level  to  warrant 
a  presumption  that  would  require  the 


complainant  to  meat  ahi^ar  UudBB  of 
proof  to  establish  a  primta  facie  case?  Or, 
are  thaw  too  many  okhar  tackan 
aSactiag  such  penstratioD  lovela  to 
permit  a  bit  inJEaience  of  discriminafUcn 
based  on  any  such  di^taiity? 

34.  SHBilariy.  the  Ceauetsakm  ada 
whether  there  are  any  orcumstaooaa 
under  whidi  it  would  ba  ^tpropnate  to 
consider  the  relationAip  between  Ab 
volume  of  pra^amming  sold  by  a 
vertically  integrated  pnigyam  softer  to 
alternative  delivasy  media,  sadi  as 
MMDS  or  TVROs.  and  the  vohtmB  of 
programming  aiAA  by  that  jpcogram 
soppher  to  its  affiliated  cable  sftABOts. 
For  example,  what  would  be  the 
relevance,  if  ^y.  of  a  showing  by  a 
vertically  integrated  programming 
supplier  that  it  sold  the  majority  of  its 
programming,  or  some  substantial 
volume  of  sales,  to  such  ahemative 
delivefy  media,  but  sold  a 
comparatively  small  vc^me  of 
programming  to  its  affiliated  cable 
systems,  in  a  complaint  case  alleging 
that  the  programmer  is  engaging  in 
anticompetitive  behavior?  What  sales 
volumes  or  comparative  relationdtip 
between  the  sales  volumes  could  be 
relevant?  Again,  the  Commission  asks 
whether  there  are  too  many  odier  fiKtors 
affecting  such  sales  volumes  to  permit  a 
fair  inference  of  discrimination  based  on 
any  disparity.  The  Commission  se^LS 
comment  on,  and  encourages 
commentars  to  propose,  other 
benchmarks  or  objective  criteria 
relevant  to  determinirjg  whether  a  prima 
facie  case  has  been  made. 

35.  After  the  status  conference  with 
the  Commission  staff,  if  the  parties 
elected  to  continue  to  pursue  a  formal 
proceeding,  and  if  discovery  were 
required,  tfie  Commission  proposes  that 
the  staff  issue  a  discovery  order  setting 
forth  the  procedures  for,  and  Kmitations 
on,  discovery.  Should  a  complainant 
routinely  be  entitled  to  a  specified 
number  of  interrogatories  and  document 
production  requests  as  a  matter  of  right, 
with  depositions  permitted  only  upon  a 
special  showing,  or  should  the  staff 
determine  the  parameters  of  discovery 
on  a  case  by  c^§e  basis?  The 
Commission  seeks  comment  on  what,  if 
any.  self-executing  discovery  could  be 
adopted.  For  example,  could  particular 
documents  be  identified  in  this 
proceeding,  in  addition  to  those  set 
forth  in  section  628(0(21,  that  would  be 
clearly  relevant  to  resolving  the  various 
kinds  of  complaints  that  could  arise 
under  section  628?  The  Commission 
seeks  comment  on  practical,  expeditious 
ways  for  the  staff  to  resolve  discovery 
dispiMas.  In  addition,  it  seeks  coaunent 
on  what  period  oi  time,  such  as  60  days. 


would  be  ^tpiopiiate  within  wUck  to 
require  oaa^etkm  of  dMoovery. 

36.  The  Cnmmtsaion  riao  picpoaes 
that  the  staff  discovery  order  include  a 
protective  order  vfith  respect  to 
documaal  production  that  limits 
examination  of  the  documents  prodacad 
to  parties  dbsignated  in  the  order  (and 
the  Commission),  and  piohibUs  fuithar 
dissemination  of  the  information 
revealed  therein.  The  Commission 
further  proposes  to  pemU  defendants  to 
redact  proprietary  information  net 
relevant  to  tba  laeolution  of  the 
complaint,  sudt  as  the  specific  idmitity 
of  a  customer  (but  not  the  type  of 
multichannel  video  proyamming 
distributor  involved),  so  long  as  tne 
defendant  provided  a  general 
description  c^the  n^ure  of  the  redacted 
information.  The  Commission  invites 
other  suggestions  for  (MOtecting 
proprietary  information  without 
un^rmining  legitimate  discovwy.  The 
Commission  proposes  to  adopt  a 
specific  rule  tnat  requires  the  parties  to 
abide  by  the  terms  of  the  staff  protective 
order.  Within  30  days  after  completion 
of  discovery,  the  complainant  would  be 
required  to  file  an  amended  complaint 
based  on  the  information  discovered. 
The  defiaodant  would  have  IS  days  to 
respond.  The  pities  would  agfun  be 
given  the  opportunity  to  elect  AML  If 
ADR  is  not  seiected.  the  staff  would 
impose  aa  appropriate  sanction  wdtare  it 
finds  that  our  rules  have  been  violated, 
or  it  would  dismiss  the  complaint  In 
appropriate  circumstances,  the  dispute 
may  be  referred  to  an  administrative  law 
judge  ("ALT')  for  res(^tk)n.  Any 
decision  rendered  l^  the  staff  or  an  ALJ 
may  be  appealed  directly  to  the  full 
Coounission. 

37.  Section  628(eMl)  provides  that  the 
Commission  has  the  power  to  order 
appropriate  remedies,  including,  if 
necessary,  the  power  to  establish  prices, 
terms  and  conditions  of  sale  of 
progranuning  to  an  aggrieved 
multichannel  video  programming 
distributor.  The  Commission  seeks 
comment  on  what  additional  remedies 
would  be  deemed  "appropriate"  for 
section  628  violaticms.  In  addition, 
section  628(eK2)  specifically  states  that 
any  such  remedies  are  in  addition  to 
and  not  in  lieu  of  the  Coounission's 
authority  to  impose  forfeitures  pursuant 
to  title  V  of  the  Communications  Act  for 
violations  of  its  reflations  The 
Commission  seeks  comment  on  the 
appropriate  application  of  our  forfekurs 
guideUnes  to  section  628  vitiations. 

38.  Section  628(cK3)(A)  of  the  1992 
Cable  Act  specifies  thrt  the  program 
distribution  rules  do  not  retire  a 
national  or  regional  distributor  of  video 
programming  to  m^e  that  programming 
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available  outside  of  the  geographic  area 
in  which  it  is  authorized  or  licensed  to 
distribute  such  programming.  The 
Commission  seeks  comment  on 
implementation  of  this  provision.  What 
parameters  should  be  established  for 
determining  whether  a  change  in  the 
geographic  area  in  which  an  operator  is 
authorized  or  licensed  has  occurred?  In 
addition,  section  628(c)(3)(B)(i)  provides 
that  these  carriage  rules  do  not  apply  to 
the  signal  of  a  television  network 
afBliate  or  other  television  signal  that  is 
retransmitted  by  satellite  but  that  does 
not  constitute  "satellite  broadcast 
programming"  because  it  is 
retransmitted  by  the  broadcaster  or 
someone  authorized  by  the  broadcaster. 
Similarly,  section  628(c)(3)(B)(ii) 
provides  that  these  carriage  rules  do  not 
apply  to  internal  satellite 
communications  of  broadcast  or  cable 
networks  that  would  not  be  considered 
"satellite  broadcast  programming."  The 
Commission  seeks  comment  on  the 
appropriate  interpretation  of  these 
provisions. 

39.  Section  628(f)(2)  directs  the 
Commission  to  prescribe  regulations  to 
establish  proceoures  for  collecting 
necessary  data,  including  the  right  to 
obtain  copies  of  all  contracts  and 
documents  reflecting  arrangements  and 
imderstandings  that  allegedly  violate 
the  provisions  of  Section  628.  The 
Commission  believes  that  necessary 
data  will  include  contracts  or  other 
documents  that  offer  information  on 
past  practices,  prices  and  conditions  for 
program  sales,  levels  of  programming 
penetration,  as  well  as  evidence  to 
justify  permissible  cause  for  price 
differentials.  Accordingly,  the 
Commission  seeks  comment  on  the  type 
of  data  that  may  become  necessary 
during  the  course  of  a  section  628 
proceeding,  and  how  it  may  obtain  such 
information.  Also,  what  if  any 
additional  procedures  must  be 
developed  to  protect  proprietary 
information? 

40.  Section  628(g)  directs  the 
Commission,  beginning  no  later  than  18 
months  after  promulgating  the 
regulations,  to  annually  report  to 
Congress  on  the  state  of  competition  for 
the  dehvery  of  video  programming.  It  is 
the  Commission's  tentative  view  that 
the  annual  report  should  consist  of  an 
analysis  of  section  628  complaints  filed 
at  the  Commission  and  generally 
available  industry  information  relating 
to  the  status  of  competition  in  the 
sateUite  cable  and  broadcast 
programming  marketplace.  The 
Commission  seeks  comment  on  this 
approach  and  the  nature  of  any 

\  additional  information  that  the 

/  Commission  could  obtain  to  contribute 


to  its  report.  The  Commission 
emphasizes  that  detailed  information  on 
pricing  and  sales  of  programming  would 
enhance  its  ability  to  monitor  changes 
in  the  programming  marketplace.  For 
example,  the  Commission  could  survey 
the  industry  or  require  that  parties 
submit  information  about  (1)  the 
number  of  independently  owned  cable 
operators  and  prt)gramming  distributors; 
(2)  the  degree  of  vertical  integration 
between  cable  operators  and 
programming  distributors;  (3)  the 
penetration  or  availability  of 
programming  to  competing 
multichannel  services;  and  (4)  the  levels 
of  pricing  differentials  for  programming, 
including  the  range  and  average  of 
volume-related  discounts  and  other 
permissible  factors  for  price 
differentials.  The  Commission  asks 
commenters  to  consider  the  extent  to 
which  any  information  in  the  Report  to 
Congress  may  be  similar  to  information 
collected  for  other  proceedings  related 
to  the  1992  Cable  Act  to  avoid 
duplication.  The  Commission  also 
requests  comment  on  the  level  of 
detailed  information  required  to  serve 
the  Commission's  interest  without 
overburdening  its  resources,  as  well  as 
those  required  to  provide  such 
information. 

41.  Section  628(f)(3)  requires  the 
Commission  to  provide  for  penalties  to 
be  assessed  against  any  person 
frivolous  complaint  regarding 
programming  practices.  The 
Commission  seeks  comment  on 
implementation  of  this  provision.  It  also 
proposes  to  assess  monetary  forfeitures 
for  n-ivolous  complaints,  and  seeks 
comment  on  the  relationship  between 
the  penalties  that  Congress  has 
indicated  that  the  Commission  may 
assess  under  section  628  as  well  as  the 
more  general  monetary  forfeiture 
provisions  of  section  503  of  the 
Communications  Act.  Also,  what  factors 
should  determine  whether  a  complaint 
is  frivolous?  What  guidelines  should 
determine  forfeiture  amounts?  Should 
the  forfeiture  amount  be  based  on  the 
resources  expended  by  the  Commission 
in  considering  the  claim  as  well  as  by 
the  party  in  defending  against  the 
claim? 

42.  The  provisions  of  the  1992  Cable 
Act  discussed  above  primarily  restrict 
the  activities  of  programming  vendors 
with  respect  to  cable  operators  and 
other  multichannel  programming 
distributors.  Section  12  of  the  1992 
Cable  Act  restricts  the  activities  of  cable 
operators  and  other  multichannel 
programming  distributors  with  respect 
to  programming  vendors.  Section  12 
amends  the  Communications  Act  by 
adding  new  section  616,  which 


addresses  regulation  of  carriage 
agreements  biatween  multichannel  video 
programming  distributors  and  video 
program  vendors. 

43.  Section  616(a)  directs  the 
Commission  to  establish  regulations  that 
prevent  multichannel  programming 
distributors  from  entering  into  carriage 
agreements  that  condition  carriage  of  a 
vendor's  programming  on  particular 
consessions.  SpeciHcally,  the 
Commission  must  adopt  regulations  that 
prevent  a  multichannel  distributor  from 
requiring  a  programming  vendor  to 
provide  it  with  a  Rnancial  interest  in  the 
programming  service  in  return  for 
carrying  the  program  service  on  its 
system.  The  new  rules  must  also 
prohibit  a  multichannel  distributor  from 
coercing  a  programming  vendor  to 
provide  it  with  exclusive  rights  as  a 
condition  of  carriage,  from  retaliating 
against  such  a  vendor  for  failing  to 
provide  exclusive  rights,  or  from 
otherwise  engaging  in  conduct  that 
discriminates  on  the  basis  of  affiliation 
of  vendors  in  the  selection,  terms  or 
conditions  for  carriage  of  video 
programming.  In  addition,  the  statute 
specifies  procedures  the  Commission 
must  adopt  for  implementation  of  the 
above  provisions,  including  expedited 
review  of  compaints  made  by  a 
programming  vendor  and  assessment  of 
appropriate  penalties  for  violation  of  the 
carriage  agreement  rules  as  well  as  for 
the  filing  of  frivolous  claims. 

44.  The  Commission  seeks  comment 
on  how  best  to  implement  these 
provisions.  First,  section  616(a)(1)  of  the 
1992  Cable  Act  provides  that  the 
Commission  must  adopt  rules  to  prevent 
a  cable  operator  or  other  multichannel 
video  programming  distributor  from 
requiring  a  financial  interest  in  a 
program  service  as  a  condition  for 
carriage  on  the  operator's  systems. 
Because  the  statute  does  not  prohibit 
multichannel  distributors  from  holding 
a  financial  interest  in  a  programming 
service,  the  Commission  anticipates  that 
it  will  not  always  be  clear  whether  an 
operator  has  "required"  the 
programming  vendor  to  provide  it  with 
a  financial  interest  in  return  for  carriage 
of  a  particular  programming  service. 
What  factors  should  determine  whether 
such  is  the  case?  Second,  section 
616(a)(2)  directs  the  Commission  to 
adopt  rules  that  prohibit  a  cable 
operator  or  other  multichannel  video 
programming  distributor  from  coercing 
a  video  programming  vendor  to  provide, 
and  from  retaliating  against  such  a 
vendor  for  failing  to  provide,  exclusive 
rights  against  other  multichannel  video 
programming  distributors  as  a  condition 
of  carriage.  What  types  of  activities 
would  constitute  indicia  of  coercion? 
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Also,  the  Commission  asks  how  it  can 
clearly  distinguish  between  "coercion" 
and  "negotiation"  and  whether  it  could 
conceivably  construe  certain  mutually 
acceptable  arrangements  that  would 
otherwise  comply  with  section  628  as 
"coercion."  Further,  the  above  provision 
makes  clear  that  exclusive  arrangements 
may  exist  other  than  as  a  condition  of 
carriage.  Section  616  thus  does  not 
specifically  prohibit  exclusive 
arrangements,  but  the  Commission 
believes  that  section  616  must  be  read 
together  with  section  62B(c),  which 
limits  certain  exclusive  arrangements 
and  establishes  standards  for 
determining  whether  exclusive 
contracts  are  in  the  public  interest,  and 
seeks  comment  on  this  interpretation. 
45.  Third,  section  616(a)(3)  provides 
that  the  new  rules  must  prevent  a 
multichannel  video  programming 
distributor  from  engaging  in  conduct 
that  unreasonably  restrains  the  ability  of 
an  unaffiliated  video  programming 
vendor  to  compete  fairly,  by 
discriminating  in  video  programming 
distribution  on  the  basis  of  affiliation  or 
nonaffiliation  of  vendors  in  the 
selection,  terms  or  conditions  for 
carriage  of  video  programming.  What 
specific  conduct  should  be  considered  a 
violation  of  this  section?  The 
Commission  proposes  that  an 
"unaffiliated  programming  vendor"  is  a 
video  programming  vendor  or  service  in 
which  the  multichannel  distributor  does 
not  have  an  attributable  interest,  as 
defined  by  the  broadcast  attribution 
criteria  of  §  73.3555  of  the  Commission's 
Rules.  In  addition,  section  616(a)(3) 
prohibits  multichannel  video 
programming  distributors  from 
discriminating  in  video  programming 
distribution  on  the  basis  of  affiliation  or 
nonaffiliation  of  vendors.  The 
Commission  believes  that  a  practice  of 
discriminating  in  the  context  of  carriage 
agreements  involves  different  activities 
than  those  discussed  with  respect  to 
section  628  regarding  programming 
access,  and  thus  seeks  comment  on  how 
to  define  "discrimination"  in  the 
context  of  section  616.  Additionally,  the 
Commission  also  believes  section  628(h) 
is  clear  with  respect  to  exclusive 
distribution  arrangements,  i.e.,  such 
agreements  in  areas  served  by  cable  are 
grandfathered  if  they  were  entered  into 
on  or  before  June  1, 1990;  if  the  area  is 
not  served  by  cable,  exclusive 
programming  agreements  are  nullified. 
With  respect  to  matters  other  than 
exclusive  programming  arrangements,  it 
proposes  to  afford  distributors  and 
vendors  six  months  from  the  date  of 
adoption  of  these  carriage  agreement 
rules  to  bring  their  agreements  into 


compliance.  The  Commission  seeks 
comment  on  these  proposals  and  on  any 
other  issues  regarding  implementation 
of  this  provision  that  commenters  may 
deem  relevant 

46.  The  Commission  also  seeks 
comment  on  the  procedures  to  be 
established  for  review  of  complaints, 
and  on  the  appropriate  penalties  and 
remedies  to  be  ordered.  Section 
616(a)(4)  provides  for  expedited  review 
of  any  complaints  made  by  a  video 
programming  vendor  pursuant  to  this 
section.  Should  the  Commission  follow 
the  same  review  process  as  was 
discussed  above  with  respect  to  Section 
628(d).  or  should  different  complaint 
procedures  be  adopted?  Should  carriage 
agreements  be  afforded  confidential 
treatment  in  full,  or  rather,  should  the 
Conunission  permit  only  confidential  or 
proprietary  information  to  be  redacted? 
Section  616(a)(5)  provides  that  the 
Commission  must  adopt  appropriate 
penalties  and  remedies  for  violations  of 
this  subsection,  including  requiring  the 
multichannel  video  programming 
distributor  to  carry  the  unaffiliated 
program  vendor.  What  procedures 
should  be  estabUshed  for  mandatory 
carriage?  The  Commission  does  not 
intend  to  require  the  multichannel 
distributor  to  carry  the  programming 
service  indefinitely.  How  long  should 
mandatory  carriage  last?  The 
Commission  also  intends  to  assess 
forfeitiires  against  violators.  What 
guidelines  should  determine  forfeiture 
amounts?  Should  the  Commission  also 
consider  remedies  other  than  forfeiture 
or  mandatory  carriage,  such  as 
establishment  of  prices,  terms  and 
conditions  of  sale,  similar  to  the 
remedies  specified  in  section  628(e)(1), 
as  discussed  above?  In  addition,  section 
616(a)(6)  provides  that  the  Commission 
must  delineate  penalties  to  be  assessed 
against  any  person  fiUng  a  fiivolous 
complaint  pursuant  to  this  section.  The 
Commission  proposes  to  assess 
monetary  forfeitures  for  frivolous 
complaints  and  it  asks  for  comment  on 
the  factors  that  should  determine 
whether  a  compliant  is  frivolous. 
Likewise,  what  guideUnes  should 
determine  forfeiture  amounts?  Should 
the  Commission  base  the  forfeiture 
amount  on  the  resources  it  expends  in 
considering  the  claim  and  by  the  party 
defending  against  the  claim? 

Initial  Regulatory  Flexibility  Analysis 

47.  Pursuant  to  the  Regulatory 
Flexibility  Act  of  2980.  the  Commission 
finds: 

I.  Reason  for  Action 

This  action  is  taken  to  implement 
certain  provisions  of  the  Cable 


Television  Consiuner  Protection  and 
Competition  Act  of  1992. 

n.  Objectives 

The  Cable  Act  of  1992  and  the 
subsequent  Commission  actions  to 
implement  it  are  intended  to  set  forth  a 
regulatory  scheme  for  cable  systems  in 
the  area  of  programming  distribution 
and  carriage  agreements.  Congress 
adopted  the  statute  to  address  its 
concerns  regarding  the  performance  of 
the  cable  industry  in  these  areas  since 
the  1984  Cable  Act  was  enacted.  The 
program  access  provisions  of  this  act  are 
intended  to  (i)  promote  the  pubUc 
interest  by  increasing  competition  and 
diversity  in  the  multichannel  video 
programming  market,  (ii)  increase  the 
availability  of  satelUtQ  cable  and 
broadcast  progranuning,  and  (iii) 
encourage  the  development  of 
commimications  technologies.  The 
carriage  agreements  provisions  restricts 
the  activities  of  cable  operators  and 
other  multichannel  programming 
distributors  with  respect  programming 
vendors. 

m.  Legal  Basis 

Action  as  proposed  for  this  rule 
making  is  contained  in  sections  4  (i)  and 
(j),  and  303  of  the  Communications  Act 
of  1934.  as  amended,  and  the  Cable 
Television  Consumer  Protection  and 
Competition  Act  of  1992. 

IV.  Reporting,  Recordkeeping  and  Other 
Compliance  Requirements 

In  order  to  implement  the  1992  Cable 
Act,  the  Conunission  might  require  that 
multichannel  video  distributors  and 
cable  operators  submit  data  regarding 
the  prices,  conditions,  and  level  of 
program  sales. 

V.  Federal  Rules  which  Overlap, 
Duplicate  or  Conflict  with  this  rule  - 

Sherman  Act,  Clayton,  Act,  and 
Robinson-Patman  Act. 

VI.  Description,  Potential  Impact  and 
Number  of  Small  Entities  Affected 

In  order  to  implement  the  Cable 
Television  Consumer  Protection  and 
Competition  Act  of  1992.  the 
Commission  has  proposed  to  add  new 
rules  and  modify  others.  Depending  on 
the  extent  of  sudi  actions,  different 
cable  systems  may  be  affected  in 
different  ways.  For  example,  certain 
cable  operators  or  programming 
distributors  may  find  it  necessary  to 
alter  pricing  or  contracting  practices  as 
related  to  programming  disGibution. 
while  other  cable  operators  or  other 
muiltichannel  video  distributors  may 
enjoy  increased  access  to  programming. 
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VII.  Any  significant  Ahematives 
Minimizing  Impact  on  Small  Entities 
and  Consistent  With  Stated  Objective 

None. 

48.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act.  the  rcC  has 
prepared  an  Initial  Regulatory 
Flexibility  Analysis  (IRFA)  of  the 
expected  impact  of  these  proposed 
policies  and  rules  on  small  entities. 
Written  public  comments  are  requested 
on  the  IRFA.  These  comments  must  be 
filed  in  accordance  with  the  same  filing 
deadlines  as  comments  on  the  rest  of  the 
Notice  of  Proposed  Rule  Making,  but 
they  must  have  a  separate  and  distinct 
heading  designating  them  as  responses 
to  the  regulatory  flexibility  analysis.  The 
Secretary  shall  cause  of  a  copy  of  this 
Notice  of  Proposed  Rule  Making, 
including  the  Initial  Regulatory 
Flexibility  Analysis,  to  be  sent  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  Section  603(a)  of  the  Regulatory 
FlexibiUty  Act.  Pub.  L.  No.  96-354.  94 
Stat.  1164.  5  U.S.C.  section  601  et  seq. 
(1981). 

Ex  Parte 

49.  This  is  a  non-restri^l^  notice  and 
comment  rule-making  proceeding.  Ex 
parte  presentations  are  permitted, 
except  during  the  Simshine  Agenda 
period,  provided  they  are  disclosed  as 
provided  in  the  Commission's  rule.  See 
generally.  47  CFR  1.1202, 1.203,  and 
1.206(a). 

Comnieiit  Dates 

50.  Pursuant  to  applicable  procedures 
set  forth  in  §§  1.415  and  1.419  of  the 
Commission's  Rules.  47  CFR  1.415  and 
1.149,  interested  parties  may  file 
comments  on  or  before  January  25, 
1993,  and  reply  comments  on  or  before 
February  16. 1993.  To  file  formally  in 
this  proceeding,  you  must  file  an 
original  plus  four  copies  of  all 
comments,  reply  comments,  and 
supporting  comments.  If  you  want  each 
Commissioner  to  receive  a  personal 
copy  of  your  comments,  you  must  file 
an  original  plus  nine  copies.  You  should 
send  comments  and  reply  comments  to 
Office  of  the  Secretary,  Federal 
Communications  Commission. 
Washington,  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  ¥OZ  Riaference 
Center  (room  239)  of  the  Federal 
Communications  Commission,  1919  M 
Street.  NW..  Washington,  DC  20554. 

51.  Authority  for  this  proposed  Rule 
Making  is  contained  in  Sections  4(i)  and 
(j).  and  303  of  the  Commimications  Act 
of  1934,  as  amended. 


List  of  Subjects  in  47  CFR  Part  76 

Cable  Television. 
Federal  Cammunicationt  Commission. 
William  F.  Caton. 
Acting  Secretary. 

(PR  Doc.  93-5  Filed  1-4-93;  8:45  am] 
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EPARTMENT  OF  TRANSPORTATION 

Federal  Railroad  Admlnlatration 

49  CFR  Part  213 

[FRA  Docket  No.  RST-M-1,  Notice  No.  2] 

mN2130-Aiy:S 

TradcSafety  Standarda;  Put)lie 
Wortcshops  on  Mlacallanaoua 
Proposed  Revlalona 

AGENCY:  Federal  Railroad 

Administration. 

ACTKWl:  Notice  of  public  workshops. 

SUMMARY:  This  docimiant  contains 
information  supplementing  that  of 
Notice  No.  1  (November  16, 1992  (57  FR 
54038))  which  proposed  to  identify 
those  sections  of  the  present  Track 
Safety  Standards  that  FRA  is 
considering  for  amendment,  including 
the  introduction  of  performance-based 
standards  in  two  significant  areas.  This 
action  is  being  imdertaken  by  FRA  in  an 
effort  to  improve  its  safety  regulatory 
program  by  ensuring  that  provisions 
governing  track  safety  are  necessary, 
efi'ective,  and  suitably  flexible.  The 
information  con^^ed  in  this  document 
covers:  * 

Date  changes; 

Identification  of  city-specific  public 

workshop  locations  (including  one  city 

change)  and  times; 
A  description  of  the  format  within  which  the 

public  workshops  will  be  conducted. 

DATES:  New  workshop  dates  are: 

Denver  (Lakewood)  on  Febrriary  23, 1993; 
Chicago  on  February  25, 1993. 

Any  person  desiring  to  participate  in 
one  or  more  of  the  workshops  will  now 
have  until  January  15, 1993  to  notify  the 
Docket  Clerk.  FRA  will  accept  written 
comments  fi-om  February  26, 1993 
through  April  1. 1993. 
ADDRESSES: 

(1)  Written  comments:  Comments 
should  identify  the  docket  number  and 
the  notice  number  and  should  be 
submitted  in  triplicate  to:  Docket  clerk, 
Office  of  Chief  Coimsel,  Federal 
Railroad  Administration,  400  Seventh 
Street,  SW.,  Washington,  DC  20590. 
Persons  desiring  to  be  notified  that  their 
written  comments  have  been  received 


by  FRA  should  include  a  stamped,  self- 
addressed  postcard  vrith  their 
comments.  The  Docket  Clerk  will 
indicate  on  the  postcard  the  date  on 
which  the  comments  were  received  and 
will  return  the  card  to  the  addressee. 
Written  comments  will  be  available  for 
examination  during  regular  business 
hours  in  room  8201  of  the  Nassif 
Building.  400  Seventh  Street,  SW., 
Washington,  DC  20590. 

[2)  Pmlic  workshops:  One-day 
workshops  to  discuss  particular  issues 
will  be  held  at  these  locations: 
January  26, 1993— Newark,  New  Jersey. 
Radisson  Hotel  Newark  Airport.  128 
Frontage  Road,  Newark,  New  Jersey, 
(201)  690-5500. 
Topics:  Responsibility  of  track 
owners;  Inspector  quaUfications; 
Restoration/Renewal  of  track;  and  30- 
day  period  under  §  213.9. 
January  28, 1993 — ^Atlanta,  Georgia. 
Peacntree  Summit  Building— Rooms 
IDA  and  lOB,  401  West  Peachtree 
Street,  NW.,  Atlanta,  Georgia  30365. 
Topics:  Continuous  welded  rail/ 
Lateral  track  resistance;  Gage  restraint 
measurement;  and  Vehicle  track 
interaction. 

February  23, 1993 — ^Denver  (Lakewood), 
Colorado. 
Lehigh  Building,  Third  Floor 
Conference  Room,  555  Zang  Str^, 
Lakewood,  Colorado  80228. 
Topics:  Defective  rails/remedial 
action;  Internal  rail  inspection 
frequency;  System  tolerances  and 
reliability;  and  Torch  cut  rail. 
February  25, 1993 — Chicago,  Illinois. 
12th  Floor  Conference  Room,  U.S. 
Army  Corps  of  Engineera,  1111 
North  Canal  Street,  Chicago,  Illinois 
60606. 
Topics:  Excepted  track;  Inspection 
requirements;  Definitions;  and  Other 
issues  significantly  affecting  track  or 
related  structures. 

Each  of  the  four  workshops  will  start 
at  8  a.m. 

Persons  desiring  to  participate  in  any 
of  the  workshops  should  notify  the 
Docket  Clerk  by  writing  to:  Docket 
Clerk,  Office  of  Chief  Counsel,  Federal 
Railroad  Administration,  400  Seventh 
Street.  SW.,  Washington,  DC  20590. 
FOR  FURTHER  INFORMATION  CONTACT: 

Principal  program  person:  Allison  H. 
MacDowell,  Office  of  Safety 
Enforcement,  Federal  Railroad 
Administration,  400  Seventh  Street. 
SW.,  Washington.  DC  20590.  Telephone: 
(202) 366-6081. 

Principal  attorney:  Nancy  Lummen 
Lewis,  Office  of  Chief  Coimsel,  Federal 
Railroad  Administration,  400  Seventh 
Street,  SW.,  Washington,  DC  20590. 
Telephone:  (202)  366-0635. 
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SUPPLEMENTARY  MFORMATION:  Notice  No. 
1  states  that  "•  •  •  workshops  are 
designed  so  that  technically 
experienced  persons  may  express  their 
views  about  the  track  saraty  standards 
and  those  related  issues  in  which  they 
have  a  personal  interest."  FRA  intends 
to  follow  that  format.  These  discussions, 
associated  as  they  are  with  an  advance 
notice  of  proposed  rulemaking,  are 
intended  to  be  fact  finding  sessions 
involving  informal  give-and-take 
exchanges  between  industry  and 
government  professionals  who  are 
charged  with  the  administration  of  the 
track  safety  standards  on  a  day-to-day 
basis.  The  discussion  at  each  workshop 
will  be  focused  on  the  speciBc  topics  to 
which  the  particular  workshop  has  been 
dedicated.  However,  should  time 
remain  following  conclusion  of  the 
workshop  discussion,  any  party  wishing 
to  read  a  prepared  statement  into  the 
record  will  be  permitted  to  do  so. 
Parties  wishing  to  provide  formal 
comments  on  any  matter  within  the 
scope  of  this  rulemaking  are  encouraged 
to  do  so  in  writing,  not  later  than  the 
comment  closing  date  announced  in  this 
notice. 

Issued  in  Washington.  DC  on  December  29, 
1992. 

S.  Mark  Lindsey, 

Acting  Administrator,  Federal  Railroad 
Administration. 
IFR  Doc.  93-37  Filed  1-4-93,  8:45  am] 
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Endangered  and  Threatened  Wildlife 
and  Plants;  Proposed  Endangered 
Status  for  "Myrcia  paganll"  and 
"Calyptranthes  thomasiana" 

AGENCY:  Fish  and  Wildlife  Service. 

Interior. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Service  proposes  to 
determine  Myrcia  paganii  (no  common 
name)  and  Calyptranthes  thomasiana 
(no  common  name)  to  be  endangered 
species  pursuant  to  the  Endangered 
Species  Act  (Act)  of  1973.  as  amended. 
Myrcia  paganii,  a  small  tree,  is  endemic 
to  Puerto  Rico  and  known  from  only 
three  locations  in  the  limestone  hills  of 
the  northwestern  part  of  the  island. 
Calyptranthes  thomasiana,  a  small  tree, 
is  only  known  from  one  area  on  the 
island  of  Vieques  in  Puerto  Rico,  one 
area  in  St.  John,  U.S.  Virgin  Islands,  and 


from  Gorda  Peak,  Virgin  Gorda,  British 
Virgin  Islands.  Habitat  loss  and 
modification  are  the  primary  threats  to 
these  species.  This  proposal,  if  made 
Rnal,  would  implement  the  Federal 
protection  and  recovery  provisions 
afforded  by  the  Act  for  Myrcia  paganii 
and  Calyptranthes  thomasiana.  The 
Service  seeks  data  and  comments  from 
the  public  on  this  proposal. 
DATES:  Comments  from  all  interested 
parties  must  be  received  by  March  8, 
1993.  Public  hearing  requests  must  be 
received  by  February  19, 1993. 
ADDRESSES:  Comments  and  materials 
concerning  this  proposal  should  be  sent 
to  the  Field  Supervisor,  Caribbean  Field 
Office,  U.S.  Fish  and  Wildlife  Service, 
P.O.  Box  491,  Boquero,  Puerto  Rico 
00622.  Comments  and  materials 
received  will  be  available  for  public 
inspection,  by  appointment,  during 
normal  business  hours  at  this  office,  and 
at  the  Service's  Southeast  Regional 
Office,  suite  1282,  75  Spring  Street. 
SW..  Atlanta,  Georgia  30303. 
FOR  FURTHER  INFORMATION  CONTACT: 
Ms.  Susan  Silander  at  the  Caribbean 
Field  Office  address  (809/851-7297). 

SUPPLEMENTARY  INFORMATION: 

Background 

Myrcia  paganii,  a  small  evergreen 
tree,  was  first  collected  by  Paul  Sintenis 
during  the  last  part  of  the  nineteenth 
century.  The  species  was  named  for 
Juan  Bianchi  Pagan,  who  collected  the 
species  with  Krug.  However,  the  type 
specimen  was  destroyed  during  World 
War  U  and  no  duplicates  are  known  to 
exist.  Myrcia  paganii  was  not  collected 
again  until  Roy  Woodbury  rediscovered 
the  species  in  1959  in  the  Biafara- 
Arrozal  area  to  the  south  of  the  city  of 
Arecibo,  located  in  northern  Puerto 
Rico.  Six  individuals  are  known  from 
this  privately  owned  site  (Vivaldi  and 
Woodbury  1981).  The  species  has  been 
reported  more  recently  from  two 
locations,  one  individual  at  each,  in  the 
Quebradillas  area  of  northwestern 
Puerto  Rico  (Department  of  Natural 
Resources  1992). 

Myrcia  paganii  is  an  evergreen  tree 
which  may  reach  9  meters  (30  feet)  and 
13  centimeters  (5  inches)  in  diameter. 
The  bark  is  mottled  and  flaky  and  the 
inner  bark  is  orange-brown.  Young  twigs 
are  flattened  and  have  numerous  soft 
brownish  hairs.  The  leaves  are  opposite, 
simple,  entire,  coriaceous,  aromatic,  and 
glandular  punctate  below.  The  leaf 
blade  is  elliptic  to  elliptic-oblong, 
villous  when  young  but  glabrescent,  10 
to  16  centimeters  (4  to  6V4  inches)  long, 
and  4  to  9  centimeters  (lV!z  to  3^/e 
inches)  wide.  The  leaf  base  is  acute,  the 
apex  obtuse,  and  the  midvein  is  cleariy 
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impressed  above.  Petioles  are  4  to  S 
millimeters  long.  The  flowers  and  fruit 
have  not  been  described. 

Calyptranthes  thomasiana  was 
described  in  1855  from  specimens 
collected  from  St.  Thomas,  U.S.  Virgin 
Islands.  Although  collected  from  St. 
Thomas,  it  has  not  been  reported  from 
the  island  in  recent  years.  It  was 
previously  thought  to  be  endemic  to 
Puerto  Rico  and  the  U.S.  Virgin  Islands, 
but  was  recently  reported  from  Virgin 
Gorda,  British  Virgin  Islands,  where  it 
occurs  within  the  National  Park  (Center 
for  Plant  Conservation  1992;  G.  Proctor, 
pers.  comm.).  It  is  currently  known  from 
only  three  locations:  Monte  Pirata  on 
the  island  of  Vieques  in  Puerto  Rico: 
Bordeaux  Mountain  on  the  island  of  St. 
John,  U.S.  Virgin  Islands;  and  Gorda 
Peak  in  Virgin  Gorda,  British  Virgin 
Islands. 

Calyptranthes  thomasiana  isai 
evergreen  shrub  or  small  tree  whic 
may  reach  9  meters  (30  feet)  in  heig 
and  13  centimeters  (5  inches)  in 
diameter.  Leaves  are  opposite,  obovate 
to  oblong,  2  to  4  centimeters  (V4  to  1^* 
inches)  long,  blimt  at  the  apex,  and 
short  pointed  at  the  base.  The  leaves  are 
coriaceous,  with  gland  dots,  shiny  on 
the  upper  surface,  and  dull  on  the  lower 
surface.  Flowers  and  fruit  have  not  been 
described. 

Calyptranthes  thomasiana  is  found 
only  at  three  localities.  Only  10  to  12 
individuals  are  now  known  from  Monte 
Pirata,  where  it  is  located  on  U.S.  Navy 
property.  However,  additional 
individuals  may  have  been  eliminated 
by  the  construction  of  Navy  facilities  on 
this  peak  (Department  of  Natural 
Resources  1992).  This  area  was  severely 
affected  by  Hurricane  Hugo  in  1989.  As 
many  as  100  mature  individuals  are 
known  from  a  small  area  on  Bordeaux 
Mountain  of  St.  John,  part  of  the 
National  Park  and  managed  by  the 
National  Park  Service,  U.S.  Department 
of  the  Interior  (G.  Ray,  pers.  comm.; 
Woodbury  and  Weaver  1987).  Although 
on  Virgin  Gorda  the  species  is  foimd 
within  the  National  Park  of  the  British 
Virgin  Islands  Government,  it  is  rare 
and  localized  and  may  be  Impacted  by 
park  management  practices  (Center  for 
Plant  Conservation  1992;  G.  Proctor, 
pers.  comm.). 

Myrcia  paganii  and  Calyptranthes 
thomasiana  were  recommended  for 
Federal  listing  by  the  Smithsonian 
Institution  (Ayensu  and  DeFilipps 
1978).  The  species  were  included 
among  the  plants  being  considered  as 
endangered  or  threatened  by  the 
Service,  as  published  in  the  Federal 
Register  notice  of  review  dated 
December  15. 1980  (45  FR  82480);  the 
November  28, 1983  update  (48  FR 
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S3680).  the  revised  notice  of  September 
27, 198S  (50  FR  39526).  and  the 
February  21, 1990  (55  FR  6184)  notice 
of  review.  Both  spedee  were  designated 
as  category  1  species  (species  for  which 
the  Senrice  has  substantial  information 
supporting  the  appropriateness  of 
proposing  to  list  them  as  endangered  or 
threatened)  in  the  notice  of  review 
published  on  February  21, 1990. 

In  a  notice  published  in  the  Federal 
Register  on  February  15, 1983  (48  FR 
6752).  the  Service  reported  the  earlier 
acceptance  of  the  new  taxa  in  the 
Smithsonian's  1978  book  as  under 
petition  within  the  context  of  section 
4(b)(3)(A)  of  the  Act.  as  amended  in 
1982.  Beginning  in  October  1983,  and  in 
each  October  thereafter,  the  Service 
found  that  listing  Myrcia  paganii  and 
Calyptranthes  thomasiana  was 
warranted  but  precluded  by  other 
landing  listing  actions  of  a  higher 
priority,  and  that  additional  data  on 
vulnerability  and  threats  were  still  being 
gathered.  This  proposed  rule  constitutes 
the  final  1-year  finding  in  accordance 
wiUi  section  4(b}(3)(B)(ii)  of  tiie  Act. 

Sommary  of  Factors  Aflecting  tha 
Species 

Section  4(a)(1)  of  the  Endangered 
Species  Act  (16  U.S.C  1531  et  seq.)  and 
regulations  (50  CFR  part  424) 
promulgated  to  implement  the  listing 
provisions  of  the  Act  set  forth  the 
procedures  for  adding  species  to  the 
Federal  lists.  A  species  may  be 
determined  to  be  endangered  or 
threatened  due  to  one  or  more  of  the 
five  factors  described  in  section  4(a)(1). 
These  factors  and  their  application  to 
Myrcia  paganii  Krug  &  Urbcm  and 
Calyptranthes  thomasiana  Berg,  are  as 
follows: 

A.  The  Present  or  Threatened 
Destruction,  Modification,  or 
Curtailment  of  Its  Habitat  or  Range 

Two  populations  of  Myrcia  paganii 
are  found  on  privately  owned  land 
currently  subject  to  intense  pressure  for 
agricultural.  r\iral  and  tourist 
development.  Adjacent  land  is  currenUy 
being  cleared  for  grazing  by  cattle  and 
goats.  One  individual  has  been  reported 
from  the  Guajataca  Commonwealth  . 
.Forest,  where  it  may  be  affected  by 
forest  management  practices.  Although 
on  Vieques  Island  Calyptranthes 
thomasiana  is  found  on  U.S.  Navy 
property,  this  area  has  been  severely 
modified  for  the  construction  of  Navy 
facilities.  Expansion  of  the  facilities  may 
result  in  the  elimination  of  individual 
plants.  Although  known  individuals  on 
St.  John  are  found  within  the  National 
Park,  these  may  be  affiected  by  park 


management  practices  and  the  presence 

of  feral  pigs  and  donkeys. 

B.  Overutilixation  for  Commercial, 
Recreational,  Scientific,  or  Educational 
Purposes 

Taking  for  these  purposes  has  not 
been  a  documented  factor  in  the  decline 
of  these  species. 

C.  Disease  or  Predation 

Disease  and  predation  have  not  been 
documented  as  factors  in  the  decline  of 
these  species. 

D.  The  Inadequacy  of  Existing 
Regulatory  Mechanisms 

The  Commonwealth  of  Puerto  Rico 
has  adopted  a  regulation  that  recognizes 
and  provides  protection  for  certain 
Commonwealth  listed  species.  However, 
Myrcia  paganii  and  Calyptranthes 
thomasiana  are  not  yet  on  the 
Commonwealth  list.  Federal  listing 
would  provide  immediate  protection 
and,  if  the  species  are  ultimately  placed 
on  the  Commonwealth  list,  enhance 
their  protection  and  possibilities  for 
funding  needed  research. 

E.  Other  Natural  or  Manmade  Factors 
Affecting  its  Continued  Existence 

One  of  the  most  important  factors 
affecting  the  continued  survival  of  these 
species  is  their  limited  distribution. 
E^ecause  so  few  individuals  are  known 
to  occtir  in  a  limited  area,  the  risk  of 
extinction  is  extremely  high.  Hurricane 
Hugo  in  1989  dramatically  affected  the 
Monte  Pirate  area  of  Vieques,  felling 
large  trees  and  creating  numerous 
canopy  gaps. 

The  Service  has  carefully  assessed  the 
best  scientific  and  commercial 
information  available  regarding  the  past, 
present,  and  future  threats  faced  by 
these  species  in  determining  to  propose 
this  rule.  Based  on  this  evaluation,  the 
preferred  action  is  to  list  Myrcia  paganii 
and  Calyptranthes  thomasiana  as 
endangered.  Both  Myrcia  paganii  and 
Calyptranthes  thomasiana  are  each 
known  from  only  three  locations. 
Etoforestation  for  rural,  agricultural, 
residential,  and  tourist  development  are 
imminent  threats  to  the  survival  of  the 
species.  Therefore,  endangered  rather 
than  threatened  status  seems  an 
accurate  assessment  of  the  species' 
condition.  The  reasons  for  not 
proposing  critical  habitat  for  these 
species  are  discussed  below  in  the 
"Critical  Habitat"  section. 

Critical  Habitat 

Section  4(a)(3)  of  the  Act,  as 
amended,  requires  that,  to  the  maximum 
extent  prudent  and  determinable,  the 
Secretary  propose  critical  habitat  at  the 


time  the  species  is  proposed  to  be 
endaneered  or  threatened.  The  Servica 
finds  that  designation  of  critical  habitat 
is  not  prudent  for  this  species  at  this 
time.  The  number  of  individuals  of 
Afyrcj'a  paganii  and  Calyptranthes 
thomasiana  is  so  sufficiently  small  that 
vandalism  and  collection  could 
seriously  affect  the  survival  of  the 
species.  Publication  of  critical  habitat 
descriptions  and  maps  in  the  Federal 
Register  would  increase  the  likelihood 
of  such  activities.  The  Service  believes 
that  Federal  involvement  in  the  areas 
where  these  plants  occur  can  be 
identified  without  the  designation  of 
critical  habitat.  All  involved  parties  and 
landowners  have  been  notified  of  the 
location  and  importance  of  protecting 
these  species'  habitats. 

Protection  of  these  species'  habitats 
will  also  be  addressed  through  the 
recovery  process  and  through  the 
section  7  consultation  process. 

Available  Conservation  Measures 

Conservation  measures  provided  to 
species  listed  as  endangered  or 
threatened  under  the  Endangered 
Species  Act  include  recognition, 
recovery  actions,  requirements  for 
Federal  protection,  and  prohibitions 
against  certain  practices.  Recognition 
through  listing  encourages  and  results 
in  conservation  actions  oy  Federal, 
Commonwealth,  and  private  agencies, 
groups  and  individuals.  The 
Endangered  Species  Act  provides  for 
possible  land  acquisition  and 
cooperation  with  the  Commonwealth, 
and  requires  that  recovery  actions  be 
carried  out  for  all  listed  species.  Such 
actions  are  initiated  by  the  Service 
following  listing.  The  protection 
required  of  Federal  agencies  and  the 
prohibitions  against  certain  activities 
involving  Hsted  plants  are  discussed,  in 
part,  below. 

Section  7(a)  of  the  Act.  as  amended, 
required  Federal  agencies  to  evaluate 
their  actions  with  respect  to  any  species 
that  is  proposed  or  listed  as  endangered 
or  threatened  and  with  respect  to  its 
critical  habitat,  if  any  is  being 
designated.  Regulations  implementing 
this  interagency  cooperation  provision 
of  the  Act  are  codified  at  50  CFR  part 
402.  Section  7(a)(4)  requires  Federal 
agencies  to  confer  informally  with  the 
Service  on  any  action  that  is  likely  to 
jeopardize  the  continued  existence  of  a 
proposed  species  or  result  in 
destruction  or  adverse  modification  of 
proposed  critical  habitat.  If  a  species  is 
subsequently  listed,  section  7(a)(2) 
requires  Federal  agencies  to  ensure  that 
activities  they  authorize,  fund,  or  carry 
out  are  not  likely  to  jeopardize  the 
continued  existence  of  such  a  species  or 
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to  destroy  or  adversely  modify  its 
critical  habitat.  If  a  Federal  action  may 
affect  a  listed  species  or  its  critical 
habitat  is  being  proposed  for  these  two 
species,  as  discussed  above.  Federal 
involvement  is  anticipated  for  the 

f>opulation  of  Calyptranthes  thomasiana 
ocated  on  Monte  Pirata  in  Vieques,  U.S. 
Navy  property,  and  for  the  population 
located  in  the  Virgin  Island  National 
Park  in  St.  John. 

The  Act  and  its  implementing 
regulations  found  at  50  CFR  17.61, 
17.62,  and  17.63  set  forth  a  series  of 
general  prohibitions  and  exceptions  that 
apply  to  all  endangered  plants.  All  trade 
prohibitions  of  section  9(a)(2)  of  the  Act, 
implemented  by  50  CFR  17.61,  would 
apply.  These  prohibitions,  in  part,  make 
it  illegal  for  any  person  subject  to  the 
jurisdiction  of  the  United  States  to 
import  or  export  any  endangered  plant, 
transport  it  in  interstate  or  foreign 
commerce,  or  remove  it  from  areas 
imder  Federal  jurisdiction  and  reduce  it 
to  possession.  In  addition,  for 
endangered  plants,  the  1988 
amendments  (Pub.  L.  100-478)  to  the 
Act  prohibit  the  malicious  damage  or 
destruction  on  Federal  lands  and  the 
removal,  cutting,  digging  up,  or 
damaging  or  destroying  of  endangered 

[>lants  in  knowing  violation  of  any  State 
aw  or  regulation,  including  State 
criminal  trespass  law.  Certain 
exceptions  can  apply  to  agents  of  the 
Service  and  State  conservation  agencies. 
The  Act  and  50  CFR  17.62  and  17.63 
also  provide  for  the  issuance  of  permits 
to  carry  out  otherwise  prohibited 
activities  involving  endangered  species 
under  certain  circumstances.  It  is 
anticipated  that  fiew  trade  permits  for 
these  three  species  will  ever  be  sought 
or  issued,  since  the  species  are  not 
known  to  be  in  cultivation  and  are 
uncommon  in  the  wild.  Requests  for 
copies  of  the  regulations  on  listed  plants 
and  inquiries  regarding  prohibitions  and 
permits  may  be  addressed  to  the  OflRce 
of  Management  Authority,  U.S.  Fish  and 
Wildhfe  Service,  4401  N.  Fairfax  Drive, 
room  432,  Arlington,  Virginia  22203 
(703/358-2104). 

Public  Comments  Solicited 

The  Service  intends  that  any  final 
action  resulting  from  this  proposal  will 
be  as  accurate  and  as  effective  as 


possible.  Therefore,  any  comments  or 
suggestions  from  the  public,  other 
concerned  governmental  agencies,  the 
scientific  commimity,  industry,  or  any 
other  interested  party  concerning  any 
aspect  of  this  proposed  rule  are  hereoy 
solicited.  Comments  particularly  are 
sou^t  concerning: 

(1)  Biological,  commercial  trade,  or 
other  relevant  data  concerning  any 
threat  (or  lack  thereof)  to  Myrcia  paganii 
and  Calyptranthes  thomasiana; 

(2)  The  location  of  any  additional 
populations  of  these  three  species,  and 
the  reasons  why  any  habitat  should  or 
should  not  be  determined  to  be  critical 
habitat  as  provided  by  section  4  of  the 
Act; 

(3)  Additional  information  concerning 
the  range  and  distribution  of  these 
species;  and 

(4)  Current  or  planned  activities  in  the 
subject  areas  and  their  possible  impacts 
on  these  three  species. 

Final  promulgation  of  the  regulation 
on  Myrcia  paganii  and  Calyptranthes 
thomasiana  will  take  into  consideration 
the  comments  and  any  additional 
information  received  by  the  Service,  and 
such  communications  may  lead  to 
adoption  of  a  final  regulation  that  difCers 
hum  this  proposal. 

The  Enoangered  Species  Act  provides 
for  a  public  hearing  on  this  proposal,  if 
requested.  Requests  must  be  filed  within 
45  days  of  the  proposal.  Such  requests 
must  be  made  in  writing  and  addressed 
to  the  Field  Supervisor,  Caribbean  Field 
Office.  U.S.  Fish  and  Wildlife  Service, 
P.O.  Box  491,  Boqueron,  Puerto  Rico 
00622. 

National  Environmental  Policy  Act 

The  Fish  and  Wildlife  Service  has 
determined  that  an  Environmental 
Assessment,  as  defined  under  the 
authority  of  the  National  Environmental 
Policy  Act  of  1969,  need  not  be 
prepared-in  connection  with  regulations 
adopted  pursuant  to  section  4(a)  of  the 
Endangered  Species  Act  of  1973,  as 
amended.  A  notice  outlining  the 
Service's  reasons  for  this  determination 
was  published  in  the  Federal  Register 
on  October  25, 1983  (48  FR  49244). 
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List  of  Subjects  in  50  CFR  Part  17 

Endangered  and  threatened  species,  ~ 
Exports,  Imports,  Reporting  and  record- 
keeping  requirements,  and 
Transportation. 

Proposed  Regulation  Promulgation 

Accordingly,  it  is  hereby  proposed  to 
amend  part  17,  subchapter  B  of  chapter 
I,  title  50  of  the  Code  of  Federal 
Regulations,  as  set  forth  below: 


f 


PART  17— [AMENDED] 

1.  The  authority  citation  for  part  17 
continues  to  read  as  follows: 

Authority:  16  U.S.C  1361-1407;  16  U.S.C 
1531-1544;  16  U.S.C  4201-4245;  Pub.  L  9»- 
625, 100  Stat.  3500;  unless  otherwise  noted. 

2.  It  is  proposed  to  amend  §  17.12(h) 
by  adding  the  following,  in  alphabetical 
order,  to  the  list  of  Endangered  and 
Threatened  Plants: 

f  17.12    Endangeiwd  and  Threatened 
Plants. 


(h)  * 


Spedes 


Scientific  name 


Co(rHTX)n  name 


Hlstortc  range 


Status 


When  Nst- 
ad 


CfKicai 


Spedal 

nilaa 


MyMaceae— Myitle  (amMy: 
Calyplmtrtttes  thomasiana . 


None U.S.A.  (PH.Vl) E 


NA 


NA 
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Sp*ciM 


Mynii  pagan* 


HMoflcmng* 


SWM  ^  twMat  rulM 


SdanMenama 


ConwnonnWM 


BinWiVI 
,..„.    U.SX  (PR) E 


NA 


NA 

1 


I  ss 


Dated:  December  15. 1992. 
Kichanl  N.  Smith, 

Deputy  Director.  Pish  and  Wildlife  Service. 
(FR  Doc.  93-80  Filed  l-*-93;  8:45  ami 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  arnj  investigations, 
comnrtittee  meet>r>gs,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Office  of  the  Secretary 

Types  and  Quantities  of  Agricultural 
Comrpodities  Available  for  Donation 
Overseas 

agency:  Office  of  the  Secretary.  USDA. 
ACTION:  Notice. 

summary:  This  notice  sets  forth  the 
determination  that  an  additional 
quantity  of  com,  sorghum  and  butter/ 
butteroil  may  be  made  available  for 
donation  overseas  under  section  416(b) 
of  the  Agricultural  Act  of  1949,  as 
amended,  during  fiscal  year  1993. 

FOR  FUirrHER  INFORMATION  CONTACT: 
Charles  T.  Delaplane,  Director,  Program 
Analysis  Division,  Office  of  the  General 
Sales  Manager,  FAS,  USDA  (202)  720- 
3573. 

SUPPLEMENTARY  INFORMATION:  It  has 
previously  been  determined  that  a  total 
of  2,181,000  metric  tons  of  grains  and 
80,000  metric  tons  of  dairy  products 
may  be  made  available  for  donation 
under  section  416(b)  during  fiscal  year 
1993.  This  determination  was  published 
in  the  Federal  Register  on  October  2, 
1992.  The  purpose  of  this  Notice  is  to 
inform  the  public  that  such  previous     , 
determination  is  revised  by  adding 
600,000  metric  tons  of  com,  70,000 
metric  tons  of  sorghum,  and  20,000 
metric  tons  of  butter/butteroil. 

Determination 

Accordingly,  a  total  of  2,851,000 
metric  tons  of  grains  and  100,000  metric 
tons  of  dairy  products  may  be  made 
available  for  donation  overseas  pursuant 
to  section  416(b)  during  fiscal  year  1993. 

The  total  kinds  and  quantities  of 
commodities  that  may  be  made 
available  for  donation  are  as  follows: 


Conwnodity 

Quantity  (Metric 
Tons) 

Grains 

Com  

wr)e«(l«ed 

quality). 
Sorghum 

981,000 

1,800,000 

70.000 

Total  

2,851,000 

Buner/Butteroir 

100,000 

Total  

100,000 

'At  iMSt  4a000  MMic  tons  mm  b*  MMr. 

Dbne  at  Washington.  DC.  this  29th  day  of 
December  199J2. 

Ann  M.  Veneqian, 

Acting  Secretctry  of  Agriculture. 

[FR  Doc.  93-5^  Filed  1-4-93;  8:45  am] 

BILUNQ  CODE  34lO-10-M 


DEPARTMENT  OF  COMMERCE 

Bureau  of  Export  Administration 

Subcommittee  on  Export 
Administration  of  the  President's 
Export  Council;  Closed  Meeting 

A  meeting  of  the  President's  Export 
Council  Subcommittee  on  Export 
Administration  will  be  held  Januaiy  11, 
1993,  2:30  p.m.,  in  the  Herbert  C. 
Hoover  Building,  room  3407, 14th 
Streets  &  Constitution  Avenue,  NW., 
Washington,  DC.  The  Subcommittee 
provides  advice  on  matters  pertinent  to 
those  portions  of  the  Export 
Administration  Act,  as  amended,  that 
deal  with  United  States  policies  of 
encouraging  trade  with  all  countries 
with  which  the  United  States  has 
diplomatic  or  trading  relations,  and  of 
controlling  trade  for  national  security 
and  foreign  policy  reasons.  This  meeting 
is  called  on  short  notice  because  of 
difficulty  in  coordinating  schedules  of 
PECSEA  members  and  meeting 
participants. 

The  Subcommittee  will  meet  only  in 
Executive  Session  to  discussjnatters 
properly  classified  under  Executive 
Order  12610,  pertaining  to  the  control  of 
exports  for  national  security,  foreign 
policy  or  short  supply  reasons  under  the 
Export  Administration  Act  of  1979,  as 
amended.  A  Notice  of  Determination  to 
close  meetings,  or  portions  of  meetings, 
of  the  Subcommittee  to  the  public  on 
the  basis  of  5  U.S.C.  522(c)(1)  was 
approved  September  27. 1991,  in 
accordance  with  the  Federal  Advisory 
Committee  Act.  A  copy  of  the  Notice  of 
Extermination  is  available  for  public 


inspection  and  copying  in  the  Central 
Reference  and  Records  Inspection 
Facility,  room  6628.  U.S.  Department  of 
Commerce,  Washington,  DC.  For  further 
information,  contact  Ms.  Betty  A.  Ferrell 
(202)  482-2583. 

Dated:  December  29, 1992. 

James  M.  LeMunyon, 

Acting  Assistant  Secretary  for  Export 
Administration. 

(FR  Doc.  93-35  Filed  1-4-93;  8:45  a.m.) 

BILUNC  CODE  36M-OT-H 


National  Oceanic  and  Atmospheric 
Administration 

Atlantic  Tuna  Fisheries;  Atlantic 
Bluefin  Tuna 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Commerce. 
ACTION:  Notice  of  extension  of  deadline 
for  submitting  written  comments  on  the 
preparation  of  an  Environmental  Impact 
Statement  (EIS)  for  western  Atlantic 
bluefin  tuna. 

SUMMARY:  A  previous  Federal  Register 
notice  (Volume  57,  No.  214)  annoimced 
NMFS's  intent  to  prepare  an  EIS  for 
western  Atlantic  bluefin  tuna  and 
requested  written  comments  on  or 
before  January  15. 1993.  NMFS  received 
a  request  from  a  Fishery  Management 
Council  to  extend  the  comment  period 
beyond  January  21, 1993  in  order  to 
allow  its  pelagic  species  committee  to 
make  comments  and  the  full  Coimcil 
(during  its  January  19-21  meeting)  to 
adopt  recommendations  and  submit 
them  to  the  Agency.  Since  this  would 
not  delay  any  action  planned,  NMFS 
announces  an  extension  of  the  deadline 
for  submitting  written  comments  on  the 
preparation  of  the  EIS  for  bluefin  tuna. 
The  new  deadline  is  January  31, 1993. 
ADDRESSES:  Comments  on  the  proposal 
to  prepare  an  EIS  must  be  sent  to: 
Richard  H.  Schaefer,  Director.  Office  of 
Fisheries  Conservation  and  Management 
(F/CM),  National  Marine  Fisheries 
Service,  1335  East-West  Highway,  Silver 
Spring,  MD  20910. 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  B.  Stone  at  310-713-2347. 

SUPPLEMENTARY  MFORMATION:  NMFS  is 
responsible  for  managing  the  Atlantic 
bluefin  tuna  fishery  and  implementing 
recommendations  of  the  International 
Commission  for  the  Conservation  of 
Atlantic  Tunas  (ICCAT).  Further 
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background  information,  including 
management  rules  and  scheduled  public 
hearings,  are  published  in  the  November 
4. 1992.  Federal  Register  notice  (Vol. 
57.  No.  214).  as  well  as  the  December 
11, 1992.  Federal  Register  notice  (Vol. 
57.  No.  239). 

Dated:  December  29. 1992. 
Richard  H.  Scfaaefer. 

Director  of  Office  of  Fisheries  Conservation 
and  Management.  National  Marine  Fisheries 
Service. 

|FR  Dot  93-31  Filed  1-4-93;  8:45  ami 
BIUJN6  COOC  M14 


consulted,  are  requested  to  identify 
these  areas. 

Dated:  December  23, 1992. 
Louis  )■  Boezi. 

Deputy  Assistant  Administrator  for 
Modernization. 

IFF  Doc.  93-30  Filed  1-4-93;  8:45  am] 
•HJJNO  cooc  »is-ia-M 


NatkMwl  Weather  Service;  Propoeed 
Modernization 

AGENCY:  National  Weather  Service. 

NOAA.  Commerce. 

action:  Notice  and  request  for 

comments. 


SUMMARY:  The  National  Weather  Service 
(NWS)  must  prepare  a  report  on  the 
proposed  modernization  of  the  Weather 
Service  as  required  by  section  708  of  the 
Weather  Service  Modernization  Act.  In 
doing  so  the  NWS  must  consuh  with 
local  aviation  groups  in  areas  uniquely 
dependent  on  aviation.  The  NWS  is 
requesting  comments  firom  any  groups 
in  areas  of  the  Country  other  than 
Alaska  who  believe  they  should  be 
consulted. 

DATCS:  Comments  should  be  received  by 
March  8. 1993. 

ADDRESSES:  Send  comments  to:  Dr. 
Ronald  Lavoie.  1325  East-West 
Highway.  14348.  Silver  Spring,  MD 
20910.  (301)  713-0700. 
SUPPLEMENTARY  INFORMATION:  Section 
708  of  Public  Law  102-567  requires  the 
Secretary  of  Commerce  to  prepare  a 
report  on  the  proposed  modernization  of 
the  NWS  within  6  months  of  enactment 
of  the  Act  (by  April  29. 1993).  This 
report  must  identify  the  geographic  area 
of  responsibility  of  each  proposed 
Weather  Forecast  Office,  describe  the 
number  and  type  of  personnel  involved, 
and  explain  the  reasons  for  assigning  a 
geographic  area  of  responsibility  to  any 
office  that  exceeds  twice  the  national 
average  and  the  reasons  for  assigning 
res|}onsibility  for  more  than  one  next 
generation  radar  to  an  office. 

That  section  also  requires  the 
Secretary  to  consult  with  local  aviation 
groups  "in  areas  of  the  Nation  that  are 
uniquely  dependent  on  general  aviation 
as  a  means  of  transportation." 

The  NWS  believes  that  all  such  areas 
are  located  in  the  State  of  Alaska. 
However,  persons  who  believe  that  such 
'  areas  exist  outside  Alaska,  particularly 
local  aviation  groups  who  wish  to  be 


COMMriTEEFORTHE 
IMPLfMENTATlON  OF  TEXTILE 
AGREEMENTS 

Estal>lishment  of  Import  UmHe  for 
Certain  Cotton  and  Man-Made  nber 
Textile  ProducU  Produced  or 
Manufactured  In  the  United  Arab 
Emiratea 

December  29. 1992. 

AGENCY:  Committee  for  the 

Implementation  of  Textile  Agreements 

(CITA). 

ACTION:  Issuing  a  directive  to  the 

Commissioner  of  Customs  establishing 

limits. 


EFFECTIVE  DATE:  January  6, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 

Jennifer  Aldrich,  International  Trade 
Specialist,  Office  of  Textiles  and 
Apparel.  U.S.  Department  of  Commerce. 
(202)  482-4212.  For  information  on  the 
quota  status  of  these  limits,  refer  to  the 
Quota  Status  Reports  posted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-5850.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202)  482-3715.  For  information  on 
categories  on  which  consultations  have 
been  requested,  call  (202)  482-3740. 

SUPPLEMENTARY  MFORMATION: 

Authority:  Executive  Order  11651  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
use.  1854). 

Inasmuch  as  consultations  have  not 
yet  been  held  on  a  mutually  satisfactory 
solution  on  Categories  326.  335/635  and 
369-S.  the  United  States  Government 
has  decided  to  control  imports  in  these 
categories  for  the  twelve-month  period 
beginning  on  October  28. 1992  and 
extending  through  October  27. 1993. 

The  United  States  remains  committed 
to  finding  a  solution  concerning  these 
categories.  Should  such  a  solution  be 
reached  in  consultations  with  the 
Government  of  the  United  Arab 
Emirates,  further  notice  will  be 
published  in  the  Federal  Register. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 


Federal  Register  notice  56  FR  60101. 
published  on  November  27. 1991;  and 
57  FR  54976.  published  on  November 
23. 1992).  Also  see  57  FR  54061. 
published  on  November  16. 1992. 
|.  Hayden  Boyd. 

Acting  Chairman.  Committee  for  the 
Implementation  (^Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 
Agreements 

December  29, 1992  • 

Commissioner  of  Customs. 
Department  of  the  Treasury.  Washington,  DC 
20229. 
Dear  Commissioner.  Under  the  terms  of 
section  204  of  the  Agricultural  Act  of  1956. 
as  amended  (7  U.S.C  1854);  and  In 
accordance  with  the  provisions  of  Executive 
Order  11651  of  March  3, 1972,  as  amended, 
you  are  directed  to  prohibit,  effective  on 
December  30, 1992.  entry  into  the  United 
States  for  consumption  and  withdrawal  from 
warehouse  for  consumption  of  cotton  and 
man-made  fiber  textile  products  in  the 
following  categories,  produced  or 
manufactured  in  the  United  Arab  Emirates 
and  exported  during  the  twelve-month 
period  beginning  on  October  28, 1992  and 
extending  through  October  27. 1993.  in 
excess  of  the  following  limits: 


Categoiy 


326 

335/636 
369-S  » 


Restrsimiimlt* 


860,188  square  meters. 
82.745  dozen. 
131.323  kitoflrams. 


'n»  lm«»  »»<(•  not  b«wi  adjuMd  to  •ocourt  lor  any 
knports  tipoitMi  alMr  OcHtMr  tt.  IflSO. 
'CaMgwy  360-8:  V*l  HTS  numtar  6307.10.2005. 
Textile  products  in  Categories  326, 335/635 
and  369-S  which  have  been  exported  to  the 
United  States  prior  to  October  28. 1992  shall 
not  be  subject  to  the  limite  established  in  this 
directive. 

Textile  products  in  Categories  326.  335/635 
and  369-S  which  have  been  released  from 
the  custody  of  the  U.S.  Customs  Service 
under  the  provisions  of  19  U.S.C  1448(b)  or 
1484(a)(1)  prior  to  the  effective  date  of  this 
directive  shall  not  be  denied  entry  under  this 
directive. 

In  canying  out  the  above  directions,  the 
Commissioner  of  Customs  should  construe 
entry  into  the  United  States  for  consumption 
to  include  entry  for  consumption  into  the 
Commonwealth  of  Puerto  Rico. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  affairs 
exception  of  the  rulemaking  provisions  of  5 
U.S.C  553(a)(1). 

Sincerely, 
).  Hayden  Boyd. 

ActingChairman,  Committee  for  the 
Implementation  of  TexUle  Agreements. 
[FR  Doc.  93-36  Filed  1-4-93;  8:45  ami 
■lUMO  CODE  3f1»-Oa-F 
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DEPARTMENT  OF  ENERGY 

Office  of  Conaervation  and  Renewable 
Energy 

Energy  conaervation  Program  for 
Consumer  Producta  Repreaentative 
Average  Unit  Coata  of  Energy 

AGENCY:  Office  of  Conservation  and 
Renewable  Energy,  Department  of 
Energy. 
action:  Notice. 


summary:  In  this  notice,  the  Department 
of  Energy  (DOE)  is  forecasting  the 
representative  average  unit  costs  of  five 
residential  energy  sources  for  the  year 
1993.  The  five  sources  are  electricity, 
natural  gas,  No.  2  heating  oil,  propane, 
and  kerosene.  The  representative  unit 
cost  of  these  energy  sources  is  used  in 
the  Energy  Conservation  Program  for 
Consumer  Products  established  by  the 
Energy  Policy  and  Conservation  Act 
(EPCA).  Public  Law  No.  94-163,  89  Stat. 
871  (1975),  as  amended. 
EFFECTIVE  DATE:  The  representative 
average  unit  cost  of  energy  contained  in 
this  notice  will  become  effective 
February  4, 1993,  and  will  remain  in 
effect  until  further  notice. 
FOR  FURTHER  INFORMATION  CONTACT: 
Michael  J.  McCabe,  U.S.  Department  of 
Energy,  Office  of  Conservation  and 
Renewable  Energy,  Forrestal  Building, 
Mail  Station  CE-43, 1000 
Independence  Avenue,  SW, 
Washington,  DC  20585,  (202)  586- 
9127. 

Eugene  Margolis,  Esq.,  U.S.  Department 
of  Energy,  Office  of  General  Counsel, 
Forrestal  Building,  Mail  Station  GC- 


41, 1000  Independence  Avenue,  SW.. 
Washington,  DC  20585.  (202)  586- 

9507. 

SUPPt-EMENTARY  MFORMATION:  Section 
323  of  the  EPCA  (Act)  *,  as  amended, 
requires  that  the  DOE  prescribe  test 
procedures  for  the  determination  of  the 
estimated  annual  operating  costs  and 
other  measures  of  energy  consumption 
for  certain  consumer  products  specified 
in  the  Act.  These  test  procedures  are 
found  in  10  CFR  part  430,  subpart  B. 

Section  323(b)  of  the  Act  requires  that 
the  estimated  annual  operating  costs  of 
a  covered  product  be  computed  from 
measurements  of  energy  use  in  a 
representative  average-use  cycle  and 
fitim  representative  average  imit  costs  of 
energy  needed  to  operate  such  product 
during  such  cycle.  The  section  further 
requires  DOE  to  provide  information 
regarding  the  representative  average 
unit  costs  of  energy  for  use  wherever 
such  costs  are  needed  to  p>erform 
calculations  in  accordance  with  the  test 
procedures.  Most  notably,  these  costs 
are  used  under  the  Federal  Trade 
Commission  appliance  labeling  program 
established  by  section  324  of  the  Act 
and  in  connection  with  advertisements 
of  appliance  energy  use  and  energy 
costs  which  are  covered  by  section 
323(c)  of  the  Act. 

DOE  last  published  representative 
average  unit  costs  of  residential  energy 
for  use  in  the  Conservation  Program  for 
Consumer  Products  on  January  30, 1991. 
(56  FR  3455).  Effective  February  4, 1993, 
the  cost  figures  published  on  January 
30, 1991,  will  be  superseded  by  the  cost 
figures  set  forth  in  this  notice. 


The  DOE  Energy  Information 
Administration  (EIA)  has  developed  the 
1992  representative  average  imit  costs  of 
electricity,  natural  gas,  and  No.  2 
heating  oil  found  in  this  nddce.  These 
costs  were  taken  from  the  EIA  fourth 
quarter  1991  Short-Term  Enta^ 
Outlook  (Outlook),  DOE/EIA-0202  (91/ 
4Q),  which  forecasts  the  retail  cost  of 
selected  energy  products  based  on 
changes  in  world  oil  prices,  natural  gas 
wellhead  prices,  seasonal  patterns  in 
retail  prices,  and  established  trends  in 
margins  and  operating  expenses.  The 
development  of  these  costs  is  discussed 
in  detail  in  the  fourth  quarter  1992  issue 
of  this  report  which  is  the  EIA  quarterly 
publication  of  historical  and  forecasted 
energy  consumption  and  prices.  The 
kerosene  and  propane  prices  developed 
here  were  generated  by  the  computw 
models  used  by  Outlook  but  were  not 
published  in  that  specific  report.  Table 
5  of  the  EIA  Outlook  contains  forecasts 
for  residential  electricity,  natural  gas, 
and  heating  oil  prices.  Copies  of  this 
report  are  available  at  the  National 
Energy  Information  Center,  Forrestal 
Building,  room  lF-048, 1000 
Independence  Avenue,  SW., 
Washington,  DC  20585,  (202)  586-8800. 

The  1993  representative  average  unit 
costs  stated  in  Table  1  are  provided 
pursuant  to  Section  323(b)(4)  of  the  Act 
and  will  become  effective  F^ruary  4, 
1993.  They  will  remain  in  effect  until 
further  notice. 

Issued  in  Washington,  DC,  December  29, 
1992. 

J.  Michael  Davis. 

Assistant  Secretary.  Conservation  and 
BenewabJe  Energy. 


Table  1.— Representative  Average  Unit  Costs  of  Energy  for  Five  Residential  Energy  Sources 

[19931 


Typo  of  energy 


In  common  teims 


As  required  t>y  lest  pro- 
cedure 


DoSare  per  mMion 


Electricity 

Natural  gas  

No.  2  Healing  0« 

Propane  

Kerosene  


8.30  e/kWh"  ...._ 

59.46  t/theim*  or  Se.lS/MCF'-* 

$1  .OO/gaUon^ 

$0.73/galk)n» 

$0.82/gallon» 


$0.083(VkWr) 
0.0000059S/Btu 
0.00000721/Btu 
0.00000799^Blu 
0.00000607/Btu 


$2433 
5.96 
7.21 
7.99 
6.07 


'  Blu  liandt  tor  BrlHth  »iwmal  un««. 

'kWh  ttand*  tor  UowM  hour. 

>1l(Wi>3.412B«u. 

*  1  th«nn>100.000  Blu.  Natural  au  prtcM  Includ*  Omm. 

>MCF  tunds  tor  1.000  cube  toM. 

*For  *>•  pwpoM*  d  IM«  taM.  on*  cubic  tool  t*  natural  gas  has  an  anergy  aqulvalancs  ot  1.031  Btu. 

'For  tht  purpotM  at  Ihia  taNa.  ona  gallon  ol  No.  2  haating  oil  has  an  anergy  aquwalenca  o(  138.690  Blu. 

■For  Iha  purpoias  ot  thia  labia,  ona  gallon  ol  KquW  propana  has  an  anargy  aquwalance  ol  91 ,333  Blu. 

■For  Via  purpoaaa  ot  this  labia,  ona  galon  ot  karoaana  has  an  anergy  equivalence  ol  136,( 


S.O0OBIU. 


IFR  Doc.  93-81  Filed  1-4-93;  8:45  am] 

BILLING  COOE  74S0-01-f-M 


^  Refetence*  to  the  "Act"  refer  to  the  Energy 
Micy  and  Coiuervation  Ad.  as  antended  by  the 
National  Energy  Conaervation  Policy  Act,  by  the 


National  Appliance  Energy  Conservation  Act  of 
1987,  and  by  the  National  Appliance  Energy 
Conservation  Amendments  of  1986. 
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Federal  Energy  ReguMory 
CoimnisskMi 

[Docket  Na  TQ93-3-23-0001 

Eastern  Shore  Natural  Gas  Co.; 
Proposed  Changes  In  FERC  Gas  Tariff 

Doceoober  28. 199Z. 

Take  noticB  that  Eastern  Shore 
Natural  Gas  Company  (ESNG)  tendered 
far  Bling  on  December  22, 1992  certain 
revised  tariff  sheets  included  in 
appendix  A  attached  to  the  filing.  Such 
sheets  are  proposed  to  be  effective 
Febniary  1. 1993. 

ESNG  notes  that  the  above  referenced 
tariff  sheets  are  being  Bled  pursuant  to 
§  154.308  of  the  Commission's 
regulations  and  §§  21.2  and  21.4  of  the 
General  Terms  and  Conditions  of 
ESNGs  FERC  Gas  Tariff  to  reflect 
changes  in  ESNGs  jurisdictional  rates. 
The  sales  rates  set  forth  thereon  reflect 
a  decrease  of  $0.5908  per  dt  in  the 
Commodity  Charge  and  a  decrease  of 
$0.1352  per  dt  in  the  Demand  Charge, 
all  as  measured  against  ESNG's  Out-Of- 
Cyde  Purchased  Gas  Adjustment  in 
Doc.  No.  TQ93-2-23-000,  as  filed  on 
October  30.  1992  and  requested  to  be 
effective  November  1.  1992. 

ESNG  states  that  copies  of  the  filing 
have  been  served  upon  its  jurisdictional 
customers  and  intare^ed  State 
Commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  wit^  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street.  NE..  Washington. 
DC  20426.  in  accordance  with  Rule  211 
and  Rule  214  of  the  Commission's  Rules 
of  Practice  and  Procedure  (18  CFR 
385.211  and  385.214).  All  such  motions 
or  protests  should  be  filed  on  or  before 
January  5. 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Lois  D.  Cashell. 
Secretary. 
|FR  Doc.  93-25  Filed  1-4-93;  8:45  ami 

BIUJNG  CODE  6717-01-M 


(•'Northwest")  tendered  for  filing  and 
acceptance  Second  Revised  Fourteenth 
Revised  Sheet  No.  13  to  become  a  part 
of  its  FERC  Gas  Tariff.  Second  Revised 
Volume  No.  1. 

Northwest  states  that  the  purpose  of 
this  filing  is  to  file  its  Annual  Report 
and  Cost-of-Service  Study  to  establish  a 
revised  Facility  Charge  and  an 
Amortizing  Adjustment  relating  to  Rate 
Schedule  T-1. 

Northwest  requests  an  effective  date 
ofFebruary  1.1993. 

Northwest  states  that  copies  of  the 
filing  is  being  served  upon  PITCO  and 
up«i  all  jurisdictional  sales  customers 
and  affected  state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  Cling  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street,  NE..  Washington. 
E)C  20426,  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  4, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  fihng  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 

Secretary. 

|FR  Doc.  93-24  Filed  1-4-93;  8;45  am] 

eiujNC  cooe  wit-oi-h 


[Docket  No.  RP93-4a-000] 

Northwest  Pipeline  Corp.;  Proposed 
Change  in  FERC  Gas  Tariff 

December  28. 1992. 

Take  notice  that  on  December  15. 
1992,  Northwest  Pipeline  Corporation 


[Project  No.  2984-022] 

S.D.  Warren  Co.;  Complaints 

(December  28. 1992) 

Take  notice  that  on  September  3. 
1992.  Friends  of  Sebago  Lake  filed  a 
complaint  in  which  it  contends  that  S.D. 
Warren  Company  has  violated  and 
continues  to  violate  certain  terms  of  the 
license  for  the  Eel  Weir  Hydroelectric 
Project  No.  2984.  located  in  Cumberland 
County.  Maine,  at  the  outlet  of  Sebago 
Lake  into  the  Presumpscot  River. 
Additional  complaints  contending 
similar  license  violations  were  filed  on 
September  22. 1992.  by  Charles  Tranter 
and  Rita  M.  Tranter;  on  October  15, 
1992.  by  Anthony  DeSalvo.  Gerald  A. 
Cole  and  Kevin  T.  Cole;  on  October  27, 
199^.  by  Roger  D.  Wheeler;  and  on 
December  14. 1992.  by  Frank  St.  Pierre 
and  Pauline  St.  Pierre. 

The  complaints  concern  S.D.  Warren 
Company's  practice,  since  1987.  of 
reducing  outflows  from  Sebago  Lake 


during  the  summer  and  fall  months  in 

order  to  increase  outflows,  and  thereby 
electric  generation,  during  the  winter. 
The  complainants  contend  that  the 
reduced  seasonal  outflows  have  raised 
Sebago  Lake's  level  annually  above 
normal  historical  lake  levels,  which  has 
caused  previously  stable  beach  and 
shoreline  soils  to  erode  severely.  The 
erosion,  complainants  allege,  has 
damaged  the  beaches  and  the  trees  and 
bushes  around  Sebago  Lake,  and  has 
produced  algae  and  macrophytes  that 
detrimentally  affect  the  lake  waters.  The 
complainants  maintain  that  the 
licensee's  actions  violate  Articles  3  and 
19  of  the  license  for  the  Eel  Weir 
Project.^ 

Any  person  may  submit  comments 
regarding  these  complaints  with  the 
Federal  Energy  Regulatory  Commission. 
825  North  Capitol  Street.  NE.. 
Washington.  DC  20426.  in  accordance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure.  18  CFR 
385.211.  The  respondent,  S.D.  Warren 
Company,  shall  file  an  answer  to  these 
complaints  pursuant  to  Rules  206  and 
213.  18  CFR  385.206  and  385.213.  No 
replies  to  respondent's  answer  will  be 
accepted.  In  determining  the 
appropriate  action  to  take,  the 
Commission  will  consider  all  comments 
filed.  Copies  of  the  complaints  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 

Comments  and  the  answer  to  the 
complaints  are  due  on  or  before  March 
1.1993. 

For  further  information,  contact 
Rachel  Hecht  at  (202)  208-2138. 
Lois  a  Cashcli, 
Secretary. 
(PR  Doc.  93-27  Filed  1-4|93;  8:45  am) 

BILUNG  CODE  6717-01-*! 


[Docket  No.  TM93-6-29-O00] 

Transconthiental  Gas  P\pe  Line  Corp.; 
Proposed  Changes  In  FERC  Gas  Tariff 

December  28.  1992. 

Take  notice  that  Transcontinental  Gas 
Pipe  Line  Corporation  (TGPL)  tendered 
for  filing  on  December  22. 1992  certain 
revised  tariff  sheets  tolThird  Revised 
Volume  No.  1  of  its  FERC  Gas  Tariff 
included  in  appendix  A  attached  to  the 
filing. 

TGPL  states  that  th«i  purpose  of  the 
filing  is  to  track  rate  changes  | 


'  Article  3  requires  the  licensee  to  obtain  prior 
Commission  approval  for  siibstantial  alleratioiis  to 
its  use  of  project  lands  and  Waters.  Article  19  makss 
the  licensee  responsible  for,  and  requires  the  taking 
of  reasonable  measures  to  preveoC  soil  erosion  due 
to  project  operation  on  Undsadjecenl  UJstrsMM  or 
other  waters. 
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attributable  to  storage  services 
purchased  from  North  Penn  Gas 
Company  (North  Penn)  under  its  Rate 
Schedule  SS  the  costs  of  which  are 
included  in  the  rates  and  charges 
payable  luider  TGPL's  Rate  Schedule 
SS-1  and  storage  services  purchased 
from  Texas  Eastern  Transmission 
Corporation  (TETCO)  under  its  Rate 
Schedule  X-28  the  costs  of  which  are 
included  in  the  rates  and  charges 
payable  under  TGPL's  Rate  Schedule  S- 
2.  The  tracking  filing  is  being  made 
pursuant  to  section  5  of  TGPL's  Rate 
Schedule  SS-1  and  section  26  of  the 
General  Terms  and  Conditions  of 
Volume  No.  1  of  TGPL's  FERC  Gas 
Tariff. 

Included  in  the  appendices  B  and  C 
attached  to  the  filing  are  explanations  of 
each  of  the  tracking  rate  changes,  the 
proposed  effective  date  of  such  changes 
and  details  regarding  the  computation  of 
the  revised  rates  under  Rate  Schedules 
SS-1  and  S-2. 

Also  included  therein  for  filing  are 
revised  tariff  sheets  which  incorporate 
the  Rate  Schedule  SS-1  and  S-2  rate 
changes  proposed  therein  into 
subsequent  intervening  rate  fiUngs 
which  have  been  accepted  by  the 
Commission  to  be  effective  on  the  dates 
reflected  thereon. 

TGPL  states  that  copies  of  the  filing 
are  being  mailed  to  each  of  its  SS-1  and 
S-2  customers  and  interested  State 
Commissions. 

Any  person  desiring  to  be  heard  or  to 
protests  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with 
§§385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  5, 1993. 
Protests  will  be  considered  by  the    "^ 
Commission  in  determining  the 
apipropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Lois  D.  Cashell, 
Secretary. 
|FR  Doc.  93-26  Filed  1-4-93;  8:45  ami 

BIL1JI4G  COOE  (717-01-M 


Post-Ucensing  Filing  With  the 
Commission;  Turlock  and  IModesto 
Irrigation  Districts 

December  29, 1992. 

Take  notice  that  the  following 
material  has  been  filed  with  the  Federal 
Energy  Regulatory  Commission  and  is 
available  for  public  inspection. 

a.  Type  of  action:  Notice  of 
Proceeding. 

b.  Project  number:  2299-024. 

c.  License  issued:  March  10, 1964. 

d.  Licensees:  Tiu-lock  and  Modesto 
Irrigation  Districts. 

e.  Name  of  project:  New  Don  Pedro 
Projejj^t. 

/.  Location:  Tuolunme  County, 
California. 

g.  Authorization:  Article  37  of  the 
project  license. 

h.  Licensee  contact:  Mr.  Ernest 
Geddes,  P.O.  Box  949,  Turlock,  CA 
95380. 

i.  FERC  contact:  John  A.  Schnagl  (202) 
219-2661. 

/.  Comment  date:  February  10, 1993. 

k.  Description  of  proceeding:  On 
March  9,  1992,  Turlock  and  Modesto 
Irrigation  Districts  (licensees)  filed  and 
supplemented  on  March  19  the  results 
of  studies  required  by  article  39  of  the 
license  for  the  New  Don  Pedro  Project. 
The  filing  includes  a  memorandum  of 
agreement  with  the  California 
E)epartment  of  Fish  and  Game  whereby 
the  licensees  agree  to  a  modified 
minimum  flow  schedule  that  would 
generally  increase  the  amount  of  water 
released  from  the  project  for  fish 
protection.  The  City  and  County  of  San 
Francisco  (City)  and  San  Francisco  Bay 
Area  Water  Users  Association  object  to 
the  proposed  agreement,  citing  the  effect 
of  the  agreement  on  their  principal 
water  supply.  In  addition,  the  City 
recommended  alternative  flows  for  the 
protection  of  the  fishery  resources  in  the 
Tuolumne  River.  The  Commission  will 
conduct  an  independent  evaluation  to 
determine  what  change  of  flows,  if  any, 
is  necessary  to  proctect  the  fishery 
resources  in  the  Tuolumne  River.  The 
results  of  the  evaluation  will  be 
presented  in  an  environmental 
assessment  that  will  also  discuss  the 
environmental  impacts  of  any  proposed 
changes. 

1.  This  notice  also  consists  of  the 
following  standard  paragraphs:  B,  C, 
and  D2. 

B.  Comments,  Protests,  or  Motions  to 
Intervene — Anyone  may  submit 
comments,  a  protest,  or  a  motion  to 
intervene  in  accordance  with  the 
requirements  of  the  Rules  of  Practice 
and  Procedure,  18  CFR  385.210, 
385.211,  385.214.  In  determining  the 
appropriate  action  to  take,  the 


Commission  will  consider  all  protests  or 
other  comments  filed,  but  only  those 
who  file  a  motion  to  intervene  in 
accordance  with  the  Commission's 
Rules  may  become  a  party  to  the 
proceeding.  Any  comments,  protests,  or 
motions  to  intervene  must  be  received 
on  or  before  the  specified  comment  date 
for  the  particular  application. 

C.  Filing  and  Service  of  Responsive 
Documents — Any  filings  must  bear  in 
all  capital  letters  the  title 
"COMMENTS," 

"RECOMMENDATIONS  FOR  TERMS 
AND  CONDITIONS,"  "NOTICE  OF 
INTENT  TO  FILE  COMPETING 
APPUCATION,"  "COMPETING 
APPUCATIONS,"  "PROTEST"  or 
"MOTION  TO  INTERVENE,"  as 
applicable,  and  the  project  number  of 
the  particular  application  to  which  the 
filing  is  in  response.  Any  of  these 
documents  must  be  filed  by  providing 
the  original  and  the  number  of  copies 
required  by  the  Commission's 
regulations  to:  The  Secretary,  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington. 
DC  20426.  An  additional  copy  must  be 
sent  to:  The  Director,  Office  of 
Hydropower  Ocensing,  Division  of 
Project  Compliance  and  Administration, 
Federal  Energy  Regulatory  Commission, 
ATTN:  HL-21.  room  1148  UCP,  at  the 
above  address.  A  notice  of  intent, 
competing  application,  or  motion  to 
intervene  must  also  be  served  upon  each 
representative  of  the  applicant  specified 
in  the  particular  application. 

D2.  Agency  Comments — ^The 
Commission  invites  federal,  state,  and 
local  agencies  to  file  comments  on  the 
described  application.  (Agencies  may 
obtain  a  copy  of  the  application  directly 
from  the  applicant.)  If  an  agency  does 
not  file  comments  within  the  time 
specified  for  filing  comments,  the 
Commission  will  presume  that  the 
agency  has  none.  One  copy  of  an 
agency's  comments  must  also  be  sent  to 
the  applicant's  representatives. 
Lois  D.  Cashell, 
Secretary. 
IFR  Doc.  93-22  Filed  1-4-93;  8:45  am) 

BtLLMG  COOE  (717-01-11 


Office  of  Fossil  Energy 
[FE  Docket  No.  92-1 54-NG] 

Gas  Company  of  ^4ew  Mexico,  a 
Division  of  Public  Service  Company  of 
New  Mexico;  Application  for  Blanket 
Authorization  to  Export  Natural  Gas  to 
Mexico 

AGENCY:  Office  of  Fossil  Energy,  DOE. 
ACTION:  Notice  of  application. 
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SUMMARV:  The  Office  of  Fossil  Energy 
(FE)  of  the  Depertmeot  of  Energy  (DOE) 
gives  notice  of  receipt  on  December  7. 
1992,  of  an  application  filed  by  Gas 
Company  of  New  Mexico  (GCNM),  a 
divisioo  of  PuUic  Service  Company  of 
New  Mexico,  to  export  up  to  8  Bcf  of 
natural  gas  from  the  United  States  to 
Mexico  over  a  two-year  period 
commeocing  on  the  date  of  first 
deliveiy.  The  proposed  exports  would 
take  place  at  a  border  crossing  to  be 
constructed  at  or  near  Santa  Teresa. 
New  Mexico. 

The  application  is  filed  under  section 
3  of  the  Natural  Gas  Act  and  DOE 
Delegation  Order  Nos.  0204-111  and 
0204-127.  Protests,  motions  to 
intervene,  notices  of  intervention,  and 
written  comments  are  invited.  A  copy  of 
GCNM's  application  is  available  for 
inspection  and  copying  in  the  Office  of 
Fuels  Programs  Docket  Room.  3F-056. 
at  the  above  address.  The  docket  room 
is  open  between  the  hours  of  8  a.m.  and 
4:30  p.m..  Monday  through  Friday. 
except  Federal  holidays. 
DATES:  Protests,  motions  to  intervene  or 
notices  of  intervention,  as  applicable. 
requests  for  additional  procedures  and 
written  comments  are  to  be  filed  at  the 
address  listed  below  no  later  than  4:30 
p.m..  eastern  time,  February  4.  1993. 
ADDRESSES:  Office  of  Fuels  Programs. 
Fossil  Energy,  U.S.  Department  of 
Energy.  FtHxestal  Building,  room  3F- 
056.  FE-50, 1000  Independence 
Avenue.  SW..  Washington.  DC  20585. 
FOR  FURTHER  XTOnMATlOW: 
Peter  Lagiovane,  Office  of  Fuels 
Programs.  Fossil  Energy.  U.S. 
Department  of  Energy.  Forresta! 
Building,  room  3F-056,  1000 
Independence  Avenue.  SW., 
Washington.  DC  20585.  (202)  586- 
8116. 
Lot  Cooke.  Office  of  Assistant  General 
Counsel  far  Fossil  Energy.  U.S. 
Department  of  Energy,  Forrestal 
Building,  room  6E-042.  ItMH) 
Independence  Avenue,  SW., 
Washington.  DC  20585.  (202)  586- 
0503. 
SUPPI^Man-AAY  MF0RMAT10N:  GCNM  is  a 
division  of  the  Public  Service  Company 
of  New  Mexico,  a  corporation  organized 
and  existing  under  the  laws  of  the  State 
of  New  Mexico  with  its  principal  place 
of  business  in  Albuquerque.  The 
exported  gas  would  come  from 
production  areas  in  the  United  States 
with  surplus  stippliss  of  natural  gas  and 
will  be  sold  in  Mexico  to  residential  and 
industrial  usen  in  and  around  the  Santa 
Teresa  International  Industrial  Park 
being  developed  on  both  sides  of  the 
U.S.-Mexioo  norder  near  Santa  Teresa. 
New  Mexico.  GCNM  has  advised  DOE 


that  all  sales  of  exported  gas  would 
result  fram  arms-length  negotiations  and 
the  prices  would  be  determined  by 
market  conditions.  The  exported  gas 
will  be  transported  to  the  industrial 
park  through  existing  pipeline  facilities 
and  twenty-two  miles  of  natural  gas 
pipeline  to  be  constnicted  between  the 
park  and  the  El  Paso  Natural  Gas 
CaUfomia  main  line.  GCNM  will  also 
construct,  connect,  operate,  and 
maintain  export  facilities  at  the  U.S.- 
Mexico border  and  has  applied  to  the 
Federal  Energy  Regulatory  Commission 
(FERC)  for  a  Presidential  Permit 
authorizing  the  construction  of  these 
facilities. 

The  decision  on  the  application  for 
export  authority  will  be  made  consistent 
with  DOE'S  gas  export  policy  guidelines, 
under  which  DOE  considers  the 
domestic  need  for  the  gas  to  be  exported 
and  any  other  issues  determined  to  be 
appropriate,  including  whether  the 
arrangement  is  consistent  with  the  DOE 
policy  of  promoting  competition  in  the 
natural  gas  marketplace  by  allowing 
conunercial  parties  to  freely  negotiate 
their  own  trwle  arrangements.  Parties, 
especially  those  that  may  oppose  the 
application,  should  comment  on  these 
issues  as  they  relate  to  the  requested 
export  authority. 

NEPA  Compliance.  The  National 
Environmental  Policy  Act  (NEPA).  42 
U.S.C.  4321  et  seq..  requires  DOE  to  give 
appropriate  consideration  to  the 
environmental  effects  of  its  proposed 
actions.  No  final  decision  will  be  issued 
in  this  proceeding  until  EK^  has  met  its 
NEPA  responsibilities. 

Public  Comment  Procedures.  In 
response  to  this  notice,  any  person  may 
file  a  protest,  motion  to  intervene  or 
notice  of  intervention,  as  applicable, 
and  written  comments.  Any  person 
wishing  to  become  a  party  to  the 
proceeding  and  to  have  their  written 
comments  considered  as  the  basis  for 
any  decision  on  the  application  must, 
however,  file  a  motion  to  intervene  or 
notice  of  intervention,  as  applicable. 
The  filing  of  a  protest  with  respect  to 
this  application  will  not  serve  to  make 
the  prolestant  a  party  to  the  proceeding, 
although  protests  and  comments 
received  from  persons  who  are  not 
parties  will  be  considered  in 
determining  the  appropriate  action  to  be 
taken  on  the  application.  All  protests, 
motioiu  to  intervene,  notices  of 
intervention,  and  written  comments 
must  meet  the  requirements  that  are 
specified  by  the  ragulations  in  10  CFR 
part  590.  Protests,  nwtions  to  intervene, 
notices  of  intervention,  requests  for 
additioaal  procedures,  and  written 
comments  should  be  filed  with  tiie 


Office  of  Fuels  Program^  at  the  address 

listed  above. 

It  is  intended  that  a  decisional  record 
on  the  application  will  be  developed 
through  responses  to  thjs  notice  by 
parties,  including  the  parties'  %vrittan 
comments  and  repUes  thereta 
Additional  procedures  will  be  used  as 
necessary  to  achieve  a  complete 
understanding  of  the  facts  and  issues.  A 
party  seeking  intervention  may  request 
that  additional  procedures  be  provided, 
such  as  additional  written  comments,  an 
oral  presentation,  a  conference,  or  trial- 
type  hearing.  Any  request  to  file 
additional  written  comments  should 
explain  why  they  are  necessary.  Any 
request  for  an  oral  presentation  should 
identify  the  substantial  question  effect, 
law.  or  policy  at  issue,  show  that  it  is 
material  and  relevant  to  a  decision  in 
the  proceeding,  and  demonstrate  why 
an  oral  presentation  is  needed.  Any 
request  for  a  conference  should 
demonstrate  why  the  conference  would 
materially  advance  the  proceeding.  Any 
request  for  a  trial-type  hearing  must 
show  that  there  are  factual  issues 
genuinely  in  dispute  that  are  relevant 
and  material  to  a  decision  and  that  a 
trial-type  hearing  is  necessary  for  a  full 
and  true  disclosure  of  the  facts. 
If  an  additional  procedure  is 
scheduled,  notice  will  be  provided  to  all 
parties.  If  no  party  requests  additional 
procedures,  a  final  opinion  and  order 
may  be  issued  based  on  the  official 
record,  including  the  application  and 
responses  filed  by  parties  pursuant  to 
this  notice,  in  accordance  with  10  CFR 
590.316. 

Issued  in  Washington.  DC  on  Deoembor 
29.  1992.  • 

ChariM  F.  Vacck. 

Deputy  Assistant  Secretary  for  Fuels 
Pngrams.  Office  of  Fossil  Energy. 
(PR  Doc.  93-83  Filed  1-4-43;  8:45  ami 

BiUJNG  CODE  MSO-OI-M 


(FE  Doctat  Na  »2-04-MG] 

Kamine/Besicorp  Natural  0am  UP.; 
Authorization  To  Import  Natural  Gas 
From  Canada 

AGENCY-.  Office  of  Fossil  Energy.  DOE. 
ACTION:  Notice  of  order. 

SUMMARY:  The  Office  of  Fossil  Energy  of 
the  Department  of  Energy  gives  notice 
that  it  has  issued  an  order  granting 
authorization  to  Kamine/Besicorp 
Natural  Dam  LP.  to  import  up  to  12,500 
Mcf  per  day  of  Canadian  natural  gas  and 
up  to  a  total  of  114.1  Bcf  over  a  period 
of  15  years,  the  gas  will  be  used  as  fuel 
in  a  new  58-megawatt  cogeneration 
facility  under  construction  near 
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Gouvemeur,  New  York.  The  term  of  the 
authorization  begins  at  the  time  of  the 
Rrst  import  delivery  or  June  1993. 
>whichever  is  earlier. 

This  order  is  available  for  inspection 
and  copying  in  the  OfRce  of  Fuels 
Programs  Etocket  Room,  room  3F-056  at 
the  above  address.  The  docket  room  is 
open  between  the  hours  of  8  a.m.  and 
4:30  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

Issued  in  Washington,  DC  on  December  18, 
1992. 
Charles  F.  Vacek. 

Deputy  Assistant  Secretary  for  Fuels 
Programs;  Office  of  Fossil  Energy. 
(FR  Doc.  93-64  Filed  1-4-93;  8:45  am) 

BILUNG  CODE  6460-ei-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL  4551-5] 

Revised  Hours  for  Public  Access  to  the 
Headquarters  Library  and  INFOTERRA 

AGENCY:  U.S.  Environmental  Protection 

Agency. 

SUMMARY:  Notice  is  hereby  given  that 
beginning  January  4, 1993,  the 
Headquarters  Library  and  INFOTERRA 
will  be  open  to  the  public  from  10  a.m. 
to  4  p.m.  This  constitutes  a  reduction  in 
hours. 

FOR  FURTHER  INFORMATK>N  COHTACT. 

Jonda  Byrd,  National  Library  Network 

Program  Manager  at  513/569-7183  or 

Emma  McNamara,  INFOTERRA 

Manager  at  202/260-1522. 

Mike  MiUer, 

Acting  Chief.  Information  Access  Branch. 

|FR  Doc.  93-62  Filed  1-4-93;  8:45  amj 

BILUNG  CODE  6560-60-M 


IFRL-4551-7] 

Meeting  of  the  Ozone  Transport 
Commission  for  the  Northeast  United 
States 

agency:  Environmental  Protection 
Agency. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  United  States 
Environmental  Protection  Agency  is 
announcing  a  meeting  of  the  Ozone 
Transport  Ckimmission  to  be  held  on 
Friday,  January  8, 1993. 

The  Commission  will  deal  with 
appropriate  matters  within  the  transport 
region,  as  provided  for  under  the  Clean 
Air  Act  Amendments  of  1990.  This 
meeting  is  not  subject  to  the  provisions 
of  the  Federal  Advisory  Committee  Act, 
Public  Law  92-463,  as  amended. 


OATES:  The  meeting  will  be  held  on 
January  8. 1993. 

AOOncSSES:  The  meeting  will  be  held  at: 
Sheraton  National  Hotel,  Columbia  Pike 
and  Wa^ington  Boulevard,  Arlington, 
VA  22204,  (202)  508-3840. 

FOR  FURTHER  MFORMATION  OR  PRESS 
INQUIRIES  CONTACT:  Bruce  Carhart, 
Executive  Director,  Ozone  Transport 
Commission,  444  North  Capitol  Street 
NW..  Suite  604,  Washington,  DC  20001. 
(202) 508-3840. 

SUPPLEMENTARY  INFORMATION:  The  Clean 
Air  Act  Amendments  of  1990  contain  at 
Section  184  new  provisions  for  the 
"Control  of  Interstate  Ozone  Air 
Pollution."  Section  184(a]  establishes  an 
ozone  transport  region  comprised  of  the 
States  of  Connecticut,  Delaware,  Maine, 
Maryland,  Massachusetts,  New 
Hampshire,  New  Jersey,  New  York, 
Pennsylvania,  Rhode  Island,  Vermont, 
parts  of  Virginia  and  the  District  of 
Columbia.  The  purpose  of  the  Transport 
Commission  is  to  deal  with  appropriate 
matters  within  the  ozone  transport 
region. 

The  purpose  of  this  notice  is  to 
announce  that  this  Commission  will 
meet  on  January  8, 1993.  The  meeting 
will  be  held  at  the  address  noted  earlier 
in  this  notice. 

Section  176A(b){2)  of  the  Clean  Air 
Act  Amendments  of  1990  specifies  that 
the  meetings  of  Transport  Commissions 
are  not  subject  to  the  provisions  of  the 
Federal  Advisory  Committee  Act.  This 
meeting  will  be  open  to  the  public  as 
space  permits. 

TYPE  OF  MEETING:  Open. 

AGENDA:  The  meeting  begins  at  9  a.m. 
and  is  expected  to  last  until  4:30  p.m. 
The  Commission  will  review  the  1993 
work  plan,  and  receive  reports  from  its 
committees,  particularly  on  (1)  Rules 
and  plans  for  Inspection  and 
Maintenance  (I/M)  programs,  (2)  Results 
of  Regional  Oxidant  Model  (ROM) 
simulations,  (3)  Design  of  an  Ozone 
Transport  Commission  logo,  and  (4) 
Discussion  of  Emissions  Offset 
Programs. 

A  complete  agenda  is  available  from 
the  Ozone  Transport  Commission  at  the 
address  given  for  the  information 
contact  person. 

Dated:  December  21 ,  1992. 
Julie  Belaga, 

Regional  Administrator,  EPA  Region  I. 
|FR  Doc.  93-76  File(J  1-4-93;  8:45  am) 

BILUNG  CODE  €5S0  SO  M 


[FRL-4552-8] 

Meeting  of  the  Grand  Canyon  VislbUity 
Transport  Commission  Work  Plan 
Committees 

AGENCY:  U.S.  Environmental  Protection 

Agency. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  United  States 

Environmental  Protection  Agency  (U.S. 
EPA)  is  announcing  meetings  of  the 
Operations,  Technical,  Alternatives 
Assessment,  and  Communications 
Committees  of  the  Grand  Canyon 
Visibility  Transport  Commission 
(Commission)  on  January  12, 13,  and  14, 
1993,  in  San  Diego,  California.  The 
meetings  will  be  held  at  the  Pan  Pacific 
Hotel,  400  West  Broadway,  San  Diego, 
California,  beginning  at  1:30  p.m.  (p.s.t.) 
on  January  12.  The  committees  were 
established  by  the  Commission  by 
approval  of  work  plan  at  its  June  21, 
1992  meeting  (see  56  FR  24790,  June  11, 
1992,  and  56  FR  38633,  August  26, 
1992).  The  Commission  was  established 
by  the  EPA  on  November  13, 1991  (see 
56  FR  57522,  November  12.  1991). 

This  will  be  the  first  meeting  for  the 
Public  Advisory  Committee  which  was 
recently  appointed  by  the  Commission. 
The  Public  Advisory  Committee 
membership  represents  a  broad  range  of 
interests  in  addressing  the  issue  of 
regional  haze  and  was  established  to 
advise  the  Commission  and  Operations 
Committee  on  technical  and  policy 
matters. 

Central  to  these  meetings  will  be 
presentations  by  the  National  Academy 
of  Sciences  (NAS)  and  the 
Environmental  Protection  Agency 
(EPA).  The  NAS  will  be  reporting  on  its 
recent  study  on  haze  in  national  parks. 
The  EPA  will  be  giving  a  preliminary 
report  on  future  impacts  of  the  Clear  Air 
Act  Amendments  of  1990  on  regional 
haze  in  the  southwest.  In  addition,  the 
committees  will  review  tasks  in  progress 
and  will  assign  additional  work  plan 
tasks  to  participating  State,  Federal, 
private  and  nongovernmental 
organizations.  All  meetings  are  open  to 
the  public.  These  meetings  are  not 
subject  to  provisions  of  the  Federal 
Advisory  Committee  Act,  Public  Law 
92-463,  as  amended. 

DATES:  The  meetings  will  J^  held  as 
follows  (all  times  p.s.t. j: 

Public  Advisory  Steering  Committee^ 

Tuesday,  January  12,  4  p.m.-5:30  p.m. 

Public  Advisory  Committee: 

Wednesday,  January  13,  2:30  p.m.- 
4:30  p.m. 
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All  Committees  (NAS  and  EPA 
Presentations): 

Wednesday.  January  13. 8:30  a.m.-2 
p.m. 

Operations  Committee: 

Tuesday.  January  12. 1:30  p.ni.-3:30 
p.m. 

Wednesday.  January  13. 4:30  p.m.- 

5:30  p.m. 

Thursday.  January  14. 8:30  a.m.- 
noon. 

Technical  Committee  (Aerosol 
Subcommittee  only): 

Tuesday.  January  12. 9  a.m.-noon. 

Technical  Committee  (Joint 
Subcommittees): 

Wednesday.  January  13.  7:30  p.m.- 
9:30  p.m. 

Technical  Committee  (Concurrent 
Subcommittees): 

Thursday.  January  14. 12:30  p.m.- 
2:30  p.m. 

Alternatives  Assessment  Committee: 

Thursday.  January  14.  2:30  p.m.-4:30 
p.m. 

Communications  Committee: 

Tuesday.  January  12. 9  a.m.-noon. 

Wednesday,  January  13,  4:45  p.m.-6 
p.m. 

AOOftESSES:  The  meetings  will  be  held 
in  San  Diego.  California,  at  the  Pan 
Pacific  Hotel.  400  West  Broadway,  San 
Diego.  California.  92101. 
F0«  FURTHER  WTORMATION  CONTACT: 
Mr.  John  T.  Leary.  Project  Manager  for 
the  Crand  Canyon  Visibility  Transport 
Commission,  Western  Governors' 
Association.  600  17th  Street.  Suite  1705 
South  Tower.  Denver.  Colorado  80202. 
Telephone  number  (303)  623-9378. 
Facsimile  machine  number  (303)  534- 
7309. 

Dated:  December  30. 1992 
Michael  Shapiro. 

Assistant  Administrator  for  Air  and 
Radiation. 
|FR  Doc.  93-194  Filed  1-4-93^:45  am) 

BILLING  COOE  ISM-OI-M 


[FRL-4552-4] 

Proposed  Settlement.  Clean  Air  Act 
Citizen  Suit 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice  of  proposed  settlement: 
request  for  public  comment. 

SUMMARY:  In  accordance  with  section 
113(g)  of  the  Clean  Air  Act.  as  amended 
("Act"),  notice  is  hereby  given  of  a 


proposed  consent  order  in  the  following 

case: 

Nelson  v.  Reilly.  No.  92-6260-HO  (D. 
Ore.).  This  citizen  suit  was  filed  under 
section  304(a)  of  the  Act.  42  U.S.C. 
7604.  and  alleges  that  EPA  failed  to 
meet  a  mandatory  deadline  for  revision 
of  the  regulations  promulgated  under 
section  206(a)(4)(A)  of  the  Act  with 
regard  to  certain  certification  test 
procedures  for  light-duty  vehicles  and 
trucks.  The  proposd  consent  order 
would  require  EPA  to  propose  such 
regulations  by  December  15. 1992.  and 
to  promulgate  final  regulations  by  10 
months  thereafter. 

For  a  period  of  thirty  (30)  days 
following  the  date  of  publication  of  this 
notice,  the  Agency  will  receive  written 
comments  relating  to  the  proposed 
consent  order  from  persons  who  were 
not  named  as  parties  to  the  litigation  in 
question.  EPA  or  the  Department  of 
Justice  may  withhold  or  withdraw 
consent  to  the  proposed  order  if  the 
comments  disclose  facts  or 
circumstances  that  indicate  that  such 
consent  is  inappropriate,  improper, 
inadequate,  or  inconsistent  with 
requirements  of  the  Act. 

A  copy  of  the  proposed  order  has 
been  lodged  with  the  clerk  of  the  United 
States  District  Court  for  the  District  of 
Oregon.  Copies  are  also  available  from 
Betty  S.  Mobley.  Air  and  Radiation 
Division  (LE-132A).  Office  of  General 
Counsel.  U.S.  Environmental  Protection 
Agency,  401  M  Street.  SW..  Washington. 
DC  20460.  (202)  260-7606.  Written 
comments  should  be  sent  to  Steven  E. 
Silverman.  Esq.  at  the  above  address 
and  must  be  submitted  on  or  before 
February  4,  1993. 

Datud;  December  9. 1992. 
Raymond  B.  Ludwiszewski, 
Acting  General  Counsel. 
|FR  Doc.  93-78  Filed  1-4-93;  8:45  am) 

BILLING  COOe  C5*»-«0-M 


[OP»*TS-«4594;  FRL-4181-91 

TSCA  Chemical  Testing;  Receipt  of 
Test  Data 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Notice. 

SUMMARY:  This  notice  announces  the 
receipt  of  test  data  on  crotonaldehyde 
(CAS  No.  4170-30-3),  submitted 
pursuant  to  a  testing  consent  order 
under  the  Toxic  Substances  Control  Act 
(TSCA).  Publication  of  this  notice  is  in 
compliance  with  section  4(d)  of  TSCA. 
FOR  FURTHER  INFORMATION  CONTACT: 
Susan  B.  Hazen,  Director. 
Environmental  Assistance  Division  (TS- 


799).  Office  of  Pollution  Prevention  and 
Toxics.  Environmental  Protection 
Agency.  Rm.  B-543B.  401  M  St..  SW.. 
Washington.  DC  20460.  (202)  554-1404. 
TDD  (202)  554-0551. 
SUPPLEMENTARY  INFORMATION:  Under  40 
CFR  790.60.  all  TSCA  section  4  consent 
orders  must  contain  a  statement  that 
results  of  testing  conducted  pursuant  to 
these  testing  consent  orders  will  be 
announced  to  the  public  in  accordance 
with  section  4(d). 

I.  Test  Data  Submissions 

Test  data  for  crotonaldehyde  were 
submitted  by  Eastman  Chemical 
Company  pursuant  to  a  testing  consent 
order  at  40  CFR  799.5000.  They  were 
received  by  EPA  on  December  1. 1992. 
The  submissions  describe  the  chronic 
toxicity  to  daphnia  magna  under  flow- 
through  conditions  and  the  toxicity  to 
fathead  minnow  (Pimephales  promelas) 
during  an  early  life-stage  exposure. 
Environmental  effects  testing  is  required 
by  this  testing  consent  order.  This 
chemical  is  used  as  an  intermediate  to 
produce  crotonic  acid,  sorbic  acid.  3- 
methoxybutanol  and /^-butanol. 

EPA  has  initiated  its  review  and, 
evaluation  process  for  these  data 
submissions.  At  this  time,  the  Agency  is 
unable  to  provide  any  determination  as 
to  the  completeness  ofithe  submissions. 

II.  Public  Record 

EPA  has  established  a  public  record 
for  this  TSCA  section  4(d)  receipt  of 
data  notice  (docket  number  OPPTS- 
44594).  This  record  includes  copies  of 
all  studies  reported  in  this  notice.  The 
record  is  available  for  inspection  from  8 
a.m.  to  12  noon,  and  1  p.m.  to  4  p.m.. 
Monday  through  Friday,  except  legal 
holidays,  in  the  TSCA  Public  Docket 
Office.  Rm.  NE-G004.  401  M  St..  SW.. 
Washington.  DC  20460. 

Authority:  15  U.S.Q  2603. 

Dated;  December  16. 1992.  ^ 

Charles  M.  Auer. 

Director.  Chemical  Control  Division,  Office 
Pollution  Prevention  and  Toxics. 

IFR  Doc.  93-77  Filed  1-4-93;  8:45  anil 

BILUNG  CODE  SS6»-«0-F 


FEDERAL  MARITIME  COMMISSION 

Agreement(s)  Filed:  Ecuador 
Discussion  Agreements  et  al. 

The  Federal  Maritime  Commission 
hereby  gives  notice  of  the  filing  of  the 
following  agreement(s)  pursuant  to 
section  5  of  the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington.  DC  office  of  the  Federal 
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Maritime  Commission,  800  North 
Capitol  Street.  NW.,  9th  Floor, 
biterested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary, 
Federal  Maritime  Commission, 
Washington,  DC  20S73,  within  10  days 
after  the  date  of  the  Federal  Register  in 
which  this  notice  appears.  The 
requirements  for  comments  are  found  in 
§  572.603  of  title  46  of  the  Code  of 
Federal  Regulations.  Interested  persons 
should  consult  this  section  before 
communicating  with  the  Commission 
regarding  a  pending  agreement. 

Agreement  No.:  203-010999-012. 

Title:  Ecuador  Discussion  A^ement. 

Parties:  United  States  Atlantic  and 
Gulf/Ecuador  Freight  Conference, 
Naviera  Consolidada  S.A.,  Empresa 
Naviera  Santa,  S.A.,  Transportes 
Navieros  Ecuatorianos,  Empremar/MSC. 

Synopsis:  The  proposed  agreement 
will  permit  the  parties  to  agree  on  the 
sharing  of  expenses  and  the  conduct  of 
any  collective  administrative  matters. 

Agreement  No.:  224-200690-001. 

Title:  Port  of  Oakland  and  Stevedoring 
Services  of  America  Marine  Terminal 
Agreement. 

Parties:  The  Port  of  Oakland  ("Port"), 
Stevedoring  Services  of  America 
("SSA"). 

Synopsis:  The  modiHcation  amends 
the  basic  Agreement  by  identifying 
certain  reimbursement  obligations  of  the 
Port  to  SSA  for  certain  extraordinary 
labor  costs  incurred  during  the  repairs 
by,the  Port  to  the  Charles  P.  Howard 
Terminal  as  a  result  of  earthquake 
damage. 

Agreement  A/b.;  224-200709. 

Title:  Port  of  Galveston/SeaTruck 
Texas,  Incorporated  Terminal 
Agreement. 

Parties:  The  Board  of  Trustees  of  the 
Galveston  Wharves  SeaTruck  Texas, 
Incorporated  ("SeaTruck"). 

Synopsis:  The  Agreement  provides  for 
SeaTruck  to  have  exclusive  use  of  the 
leased  premises,  and  preferential 
berthing  at  adjacent  pier  34.  for  the 
development  and  operation  of  a  truck- 
trailer  Ro-Ro  terminal.  The  Agreement's 
term  is  25  years. 

Agreement  No.:  224-200710. 

Title:  Port  of  Oakland  and  Canadian 
Transport  Co.,  Ltd.,  Marine  Terminal 
Agreement. 

Parties;  The  Port  of  Oakland  ("Port"), 
Canadian  Transport  Co.,  Ltd.  ("CTCO"). 

Synopsis:  The  Agreement  provides  for 
CTCO  to  have  the  nonexclusive  right  to 
certain  assigned  premises  at  the  Port's 
Charles  P.  Howard  Terminal  for 
berthing,  loading  and  discharging  of 
vessels  and  related  operations.  The  term 
of  the  Agreement  is  for  three  years. 

By  Order  of  the  Federal  Maritime 
Commission. 


Dated:  December  29, 1992. 
Joseph  C  PoUdng, 

Sedtvtary. 

(FR  Doc.  93-19  Filed  1-4-93;  8:45  ami 

BUllNG  COOe  •790-01-H 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[ES-03a-3-4210-05;  MIES-043236] 

Realty  Actions,  Sales,  Leases,  etc.; 
Michigan 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACTION:  Sale  of  public  land  in  Chippewa 
County,  Michigan — modified 
competitive  method. 

SUMMARY:  The  following  public  land  has 
been  found  suitable  for  sale  under 
section  203  of  the  Federal  Land  Policy 
and  Management  Act  of  1976  (43  U.S.C. 
1701. 1713),  at  not  less  than  the 
estimated  fair  market  value  (FMV)  of 
$4,800.00.  The  public  land  will  not  be 
offered  for  sale  for  at  least  60  days 
following  the  date  of  this  notice.  The 
public  land  is  described  as  follows: 

MIES-043236 

T.  41N.,  R.  7E.,  Sec.  30.  Lot  3,  Michigan 
Meridian,  Drummond  Township, 
Chippewa  County,  Michigan  (containing 
approximately  2.50  acres); 

The  public  land  described  above  is 
hereby  segregated  from  appropriation 
under  the  public  land  laws,  including 
the  mining  laws,  pending  disposition  of 
this  action,  or  270  days  from  the  date  of 
publication  of  this  notice  in  the  Federal 
Register,  whichever  occurs  first. 

"The  public  land  will  be  offered  for 
sale  at  a  public  auction  beginning  at  10 
a.m.  GST.  on  March  15, 1993  at  Reuss 
Federal  Plaza.  Suite  225.  West  Tower. 
310  West  Wisconsin  Avenue. 
Milwaukee,  Wisconsin  53203.  This  sale 
will  be  by  modified  competitive 
procedures.  Mr.  Thomas  A.  McCaskill 
will  be  given  the  opportunity  to  meet 
the  highest  bid  received  at  public 
auction.  Sale  will  be  by  sealed  bid  only. 

All  sealed  bids  must  be  submitted  to 
the  BLM's  Milwaukee  District  Office  at 
Reuss  Federal  Plaza,  Suite  225,  West 
Tower,  310  West  Wisconsin  Avenue, 
Milwaukee,  Wisconsin  53203,  no  later 
than  3  p.m.  CST  on  March  12.  1993.  Bid 
envelopes  must  be  marked  on  the  left 
front  comer  with  MIES-043236  and 
March  15. 1993.  Bids  must  be  for  not 
less  than  the  appraised  FMV  specified 
in  this  notice.  Each  sealed  bid  shall  be 
accompanied  by  a  certified  check,  postal 
money  order,  bank  draft,  or  cashier's 


check  made  payable  to  the  U.S. 
Department  of  the  Interior,  BLM  for  not 
less  than  10  percent  of  the  amount  bid. 

The  terms  and  conditions  applicable 
to  the  sale:  (1)  All  minerals  shall  be 
reserved  to  the  United  States,  together 
with  the  right  to  prospect  for,  mine,  and 
remove  the  minerals.  A  more  detailed 
description  of  this  reservation,  which 
will  be  incorporated  in  the  patent 
document,  is  available  for  review  at  the 
Mikvaukee  District  Office;  and 

(2)  There  is  no  legal  access  to  the 
parcel  because  it  is  landlocked  by  the 
adjacent  parcel  to  the  north.  There  is 
physical  access  to  the  parcel  by  boat. 

Federal  law  requires  that  all  bidders 
must  be  U.S.  citizens,  18  years  or  older, 
or  in  the  case  of  corporations,  be  subject 
to  the  laws  of  any  State  of  the  United 
States.  Proof  of  these  requirements  must 
accompany  the  bid. 

Under  modified  competitive  sale 
procedures,  an  apparent  high  bid  will  be 
declared  at  public  auction.  The  apparent 
high  bidder  and  the  designated  bidder 
(Mr.  Thomas  A.  McCaskill)  will  be 
notified.  The  designated  bidder  shall 
have  fifteen  (15)  days  from  the  date  of 
notification  to  exercise  the  preference 
consideration  given  to  meet  the  high 
bid.  Should  the  designated  bidder  fail  to 
submit  a  bid  that  matches  the  apparent 
high  bid  within  the  specified  time 
period,  the  apparent  high  bidder  shall 
be  declared  high  bidder.  The  total 
purchase  price  for  the  land  shall  be  paid 
with  180  days  of  the  date  of  the  sale. 

Detailed  information  concerning  the 
sale,  including  the  reservations, 
procedures  for  and  conditions  of  sale, 
planning  and  environmental 
documents,  are  available  at  the 
Milwaukee  District  Office. 

DATES:  On  or  before  February  19, 1993, 
interested  parties  may  submit  comments 
to  the  District  Manager,  Bureau  of  Land 
Management,  P.O.  Box  631,  Milwaukee, 
Wisconsin  53201-0631.  In  the  absence 
of  objections,  this  proposal  shall  becomo^ 
the  final  determination  of  the  ^ 

Department  of  the  Interior. 

FOR  FURTHER  INFORMATKM  CONTACT: 

Duane  Marti,  Realty  Specialist,  Bureau 

of  Land  Management;  P.O.  Box  631, 

Milwaukee,  Wisconsin  53201-0631; 

telephone  number  (414)  297-4429. 

Gary  D.  Bauer, 

District  Manager. 

IFR  Doc.  93-6  Filed  1-4-93;  8:45  ami 
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Minerals  Management  Service 

Outer  Continental  SlwH  (OCS)  Oil  and 
Gas  Information  Program 

agency:  Minerals  Management  Service 

(MMS).  Interior. 

action:  Notice  of  availability. 

SUMMARY:  Notice  is  hereby  given  that 
the  Minerals  Management  Service  has 
recently  released  a  publication  entitled 
"Accidents  Associated  with  Oil  and  Gas 
Operations.  Outer  Continental  Shelf. 
1956-1990.  OCS  Report  MMS  92- 
0058."  This  324-page  report  is  a 
compilation  of  descriptions  of  all 
blowouts,  explosions  and  fires,  pipeline 
breaks  or  leaks,  significant  pollution 
incidents,  and  major  accidents  that 
occurred  on  federally  leased  offshore 
lands  for  1956  through  1990. 

The  report  identifies  accidents  by 
area,  block  number,  lease  number, 
platform  number,  well  number,  and 
operator.  It  describes  the  type  of 
accident,  corrective  action  taken,  and 
the  amount  of  pollution.  It  provides 
figures  on  fatalities,  injuries,  and 
property  and  environmental  damage. 
ADDRESSES:  This  OCS  REPORT.  MMS 
92-0058.  is  available  for  inspection  at 
the  Technical  Communication  Services; 
Document  Distribution  Center:  Minerals 
•  Management  Service.  Mail  Stop  4530; 
381  Elden  Street,  room  1317;  Hemdon. 
Virginia  22070-4817.  telephone  (703) 
787-1080.  Copies  of  this  report  can  be 
obtained  from  the  same  address. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lloyd  M.  Tracey;  Engineering  and 
Standards  Branch;  Minerals 
Management  Service.  Mail  Stop  4700; 
381  Elden  Street;  Hemdon.  Virginia 
22070-^817,  telephone  (703)  787-1600. 
SUPPLEMENTARY  INFORMATION:  This 
report  is  published  pursuant  to  30  CFR 
part  252— OCS  Oil  and  Gas  Information 
Program.  44  FR  46408.  August  7. 1979. 
An  outline  of  the  contents  of  the  report 
is  set  forth  below. 

Accidents  Associated  with  Oil  and  Gas 
Operations  in  the  OCS. 

I.  Introduction 

II.  Gulf  of  Mexico  (COM)  OCS  Region 

Table  1.  Crude  Oil  and  Condensate 
Spill  Incidents  of  200  or  More  Barrels. 
OCS— COM. 

Table  2-A.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
GOMi  Blowouts. 

Table  2-B.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
COM.  Explosions  and  Fires. 

Table  2-C.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
COM.  Pipeline  Breaks  or  Leaks. 


Table  2-D.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
GOM,  Significant  Pollution  Incidents^ 
50  bbl  (2.100  gal)  or  More. 

Table  2-E.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
GOM.  Major  Accidents. 

III.  Pacific  OCS  Region 

Table  3.  Crude  Oil  and  Condensate 
Spill  Incidents  of  200  or  More  Barrels. 
OCS — Pacific. 

Table  4-A.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Pacific.  Blowouts. 

Table  4-B.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Pacific,  Explosions  and  Fires. 

Table  4-C.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Pacific.  Pipeline  Breaks  or  Leaks. 

Table  4-D,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Pacific.  Significant  Pollution  Incidents. 
50  bbl  (2.100  gal)  or  More. 

Table  4-E.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
Pacific.  Major  Accidents. 

IV.  Alaska  OCS  Region 

Table  5-E.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Alaska.  Major  Accidents. 

V.  Atlantic  OCS  Region 

Table  6-E.  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
Atlantic.  Major  Accidents. 

VI.  Summary  Tables  for  the  Entire  OCS 

Table  7.  Summary  of  Crude  Oil  and 
Condensate  Spill  Incidents  of  200  or 
More  Barrels,  OCS. 

Table  8.  Summary  of  Accidents 
Associated  with  Oil  and  Gas  Operations 
on  the  OCS,  1956-1990. 

VII.  Graphs  of  Data  Pertaining  to 
Accidents  Associated  With  Oil  and  Gas 
Operations  on  the  OCS 

Figure  1.  Crude  &  Condensate 
Spills>200  bbl.  OCS— GOM. 

Figure  2.  Crude  &  Condensate 
Spills>200  bbl.  OCS— Pacific. 

Figure  3.  Volume  of  Crude  & 
Condensate  Spilled.  OCS— GOM. 


Commission  will  be  held  on  Friday. 
January  22. 1993. 

The  Commission  was  reestablished 
pursuant  to  Public  Law  99-349. 
Amendment  24.  The  purpose  of  the 
Commission  is  to  consult  with  the 
Secretary  of  the  Interior,  of  his  designee, 
with  respect  to  matters  relating  to  the 
development  of  the  Cape  Cod  National 
Seashore,  and  with  respect  to  carrying 
out  the  provisions  of  sections  4  and  5 
of  the  Act  establishing  the  Seashore. 

The  commission  members  will  meet 
at  1  p.m.  on  Friday.  January  22. 1993, 
for  a  regular  business  meeting  which 
will  convene  at  Park  Headquarters  for 
the  following  reasons: 

1.  Adoption  of  Agenda. 

2.  Approval  of  Minutes  of  Previous 
Meeting. 

3.  Reports  of  Officers. 

4.  Superintendent's  Report. 

5.  Water  Resources  on  the  Lower  Cape. 

6.  Land  Acquisition  Program. 

7.  New  Business. 

8.  Agenda  for  Next  Meeting. 

9.  Date  for  Next  Meeting. 

10.  Communications/public  comment.  - 

11.  Adjournment. 

The  business  meetings  are  open  to  the 
public.  It  is  expected  that  15  persons 
will  be  able  to  attend  each  meeting  in 
addition  to  the  Commission  members. 

Interested  persons  may  make  oral/ 
written  presentations  to  the  Commission 
during  the  business  meetings  or  file 
written  statements.  Such  requests 
should  be  made  to  the  park 
superintendent  at  lease  seven  days  prior 
to  the  meeting.  Further  information 
concerning  these  meetings  may  be 
obtained  from  the  Superintendent.  Cape 
Cod  National  Seashore,  South  VVellfleet. 
MA  02663. 

Dated:  December  23, 1992.  - 

|ohn  f.  Burchiil. 
Acting  Regional  Director. 
|FR  Doc  93-17  Filed  1-4-93;  8:45  am] 

BILUNG  CODE  431&-70-M 


Natioruil  Park  Services 

Cape  Cod  National  Seashore;  South 
Wellfleet,  MA;  Cape  Cod  National 
Seashore  Advisory  Commission; 
Meeting 

Notice  is  hereby  given  in  accordance 
with  the  Federal  Advisory  Committee 
Act  (Pub.  L.  92-463.  86  Stat.  770.  5 
U.S.C.  App  1 10).  that  meetings  of  the 
Cape  Cod  National  Seashore  Advisory 


National  Register  of  Historic  Places; 
Pending  Nominations 

Nominations  for  the  following 
properties  being  considered  for  listing 
in  the  National  Register  were  received 
by  the  National  Park  Service  before 
December  26. 1992.  Pursuant  to  §  60.13 
of  36  CFR  part  60  written  comments 
concerning  the  significance  of  these 
properties  under  the  National  Register 
criteria  for  evaluation  may  be  forwarded 
to  the  National  Register.  National  Park 
Service.  P.O.  Box  37127,  Washington. 
DC  20013-7127.  Written  comments 
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should  be  submitted  by  )anuary^21, 

1993. 

Antiondte  J.  La«, 

Acting  Chief  of  Registration,  National 

Register. 

ALABAMA 

Collman  County 

Greene,  Pmest  Edward.  House,  105  6th  Ave. 
SE.,  Cullman,  92001828 

Dallas  CooDty 

Plattenburg,  Wesley,  House,  601  Washington 
St.,  92001827 

Jefferaon  County 

Rickwood  Field,  1137  2nd  Ave.  W., 
Binningham,  92001826 

Peny  County 

Judson  College  Historic  District.  Roughly 
bounded  by  E.  Lafayette,  Curb,  Mason  and 
Washington  Sts.,  Marion,  92001825 

Randolph  County 

Roanoke  Downtown  Historic  District. 
Roughly,  jet.  of  Main,  West  Point, 
Chestnut,  Louina  and  Knight,  and  Main  E 
to  Trammell  and  West  Point  E  to  Church, 
Roanoke,  92001829 

Tuscaloosa  County 

Murphy— Collins  House.  2601  Paul  Bryant 
Dr.,  Tuscaloosa,  92001824 

ARIZONA 

Maricopa  County 

Story.  F.  O.,  Neighborhood  Historic  District 
(Boundary  Increase).  Roughly  bounded  by 
17th  Ave.,  Culver  St.,  15th  Ave.  and 
Lynwood  St.,  also  lots  on  Roosevelt  St.  and 
McDowell  Rd.,  Phoenix, ,  92001834 

ARKANSAS 

Johnson  County 

Science  Hall,  University  of  the  Ozarks, 
University  of  the  Ozarks  campus,  W  of  AR 
103,  Qarksville,  92001830 

FLORIDA 

Orange  County 

Huttig.  John  N.  Estate.  435  Peachtree  Rd., 
Orlando,  92001776 

LOUISLU<JA 

East  Baton  Rouge  Parish 

Les  Chenes  Verts  (Louisiana's  French  Creole 
Architecture  MPS).  Jet.  Highland  Rd.  and 
Jean  Lafitte  Ave.,  Baton  Rouge,  92001831 

oiy  House  (Louisiana's  French  Creole 
Architecture  MPS).  Jet.  of  Highland  Rd.  and 
Jean  Lafitte  Ave.,  Baton  Rouge,  92001818 

St  Tammany  Parish 

Salmen.  Albert.  House.  213  Cleveland  Ave., 
Slidell,  92001822 

Tangipahoa  Parish 

Reed  Farmstead  Log  Dependencies,  LA  445, 
Husser  vicinity,  92001821 

Wast  Feliciana  Parish 

3  V  Tourist  Court.  Ill  E.  Commerce  St.,  St. 
FrancisvUle,  92001832 


NEWMEXICO 
Dona  Ana  County   <■ 

San  Jose  Church,  317  Josephine  St.,  La  Mesa. 
92001817 

McKinley  County 

Vogt.  Evon  Zartman,  Ranch  House,  1  mi;  S 
of  Ramah,  500  ft.  E  of  NM  53.  Ramah 
vicinity,  92001819 

NORTH  CAROLINA 

Dare  County 

First  Colony  Inn,  6720  S.  Virginia  Dare  Trail. 
Nags  Head,  92001835 

oklahodH 

Garfidd  County 

Champlin.  N.  H,  House,  612  S.  Tyler,  Enid. 
92001833 

PENNSYLVANIA 

Blair  County 

Tyrone  Borough  Historic  District,  Roughly 
bounded  by  W.  14th  St.,  L,ogan  Ave..  Bald 
Eagle  Ave.,  the  Little  Juniata  R..  W.  8th  St. 
and  Jefferson  Ave.,  Tyrone,  92001823 

TENNESSEE 

Monroe  County 

Scott  Mansion.  Scott  Mansion  Rd.,  about  1V4 
mi.  E  of  TN  68,  Tellico  Plains,  92001816 

TEXAS 

Kleberg  County 

Ragland.  John  B..  Mercantile  Company 
Building.  201  E.  Kleberg  Ave.,  Kingsville, 
92001820 

[FR  Doc.  93-13  Filed  1-4-93;  8:45  ami 
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INTERNATIONAL  TRADE 
COMMISSION 

pnvestigatlon  No.  731-TA-560  (Hnal)] 
Sulfanilic  Acid  From  Hungary 

AGENCY:  United  States  International 

Trade  Commission. 

AdinON:  Revised  schedule  for  the  subject 

investigation. 

EFFECTIVE  DATE:  December  23, 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Debra  Baker  (202-205-3180).  Office  of 
Investigations,  U.S.  International  Trade 
Commission,  500  E  Street  SW.. 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission's  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 
SUPPLEMEN^Y  INFORMATION:  Effective 
October  22, 1992.  the  Commission 
instituted  the  subject  investigation  and 


established  a  schedule  for  its  conduct 
(57  FR  54420,  November  18. 1992). 
Subsequently,  the  Department  of 
Commerce  extended  the  date  for  its  final 
determination  in  the  investigation  from 
December  29, 1992  to  February  3, 1993 
(57  FR  57729,  December  7, 1992).  The 
Commission,  therefore,  is  revising  its 
schedule  in  the  investigation  to  conform 
with  Commerce's  new  schedule. 

The  Conmiission's  schedule  for  the 
investigation  is  revised  as  follows:  a 
supplemental  brief  addressing  only  the 
final  antidumping  determination  of  the 
Department  of  Commerce  is  due  on 
February  8, 1993;  the  brief  may  not 
exceed  five  (5)  pages  in  length.  The 
other  dates  announced  in  the^ 
Commission's  notice  of  investigation 
dted  above  are  unchanged. 

For  further  information  concerning 
this  investigation  see  the  Commission's 
notice  of  investigation  cited  above  and 
the  Commission's  Rules  of  Practice  and 
Procedure,  part  201,  subparts  A  through 
E  (19  CFR  party  201).  and  part  207, 
subparts  A  and  C  (19  CFR  part  207). 

Authority:  This  investigation  is  being 
conducted  under  authority  of  the  Tariff  Act 
of  1930,  title  VII.  This  notice  is  published 
pursuant  to  §  207.20  of  the  Commission's 
rules. 

Issued:  December  28, 1992. 

By  order  of  the  Commission. 
Paul  R.  Bardos, 
Acting  Secretary.  . 
IFR  Doc.  93-34  Filed  1-4-93;  8:45  am] 

MUJNGCOOE  7020-02-M 


interstate  commerce 
commission 

[Finaitca  Doclwt  No.  32212] 

Soo  Une  Railroad  Co.;  Trackage       t 
Rights  Exemption;  Indiana  Hartx>r  Belt 
Railroad  Co. 

Indiana  Harbor  Belt  Railroad 
Company  (MB)  has  agreed  to  grant 
overhead  trackage  rights  to  Soo  Line 
Railroad  Company  over  IHB's  line 
extending  between  IHB's  connection 
with  Baltimore  and  Ohio  Chicago 
Terminal  Railroad  Company  (B&OCT)  at 
GTW  Tower,  in  Blue  Island,  and  IHB's 
connection  with  B&OCT  at  CP  Calumet 
Park,  in  Calumet  City,  IL.  The  trackage 
rights  were  to  become  effective  on 
December  18, 1992. 

This  notice  is  filed  under  49  CFR 
1180.2(d)(7).  Petitions  to  revoke  the 
exemption  under  49  U.S.C.  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not  stay  the 
transaction.  Pleadings  must  be  filed 
with  the  Commission  and  served  on; 
Larry  D.  Stams,  1000  Soo  Line  Building, 
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105  South  Filth  Street.  Minnospolis. 
MN  55402. 

As  a  condition  to  the  use  of  this 
exemption,  any  employees  adversely 
affected  by  the  trackage  rights  will  be 
protected  under  Norfolk  and  Western 
Ry.  Ck}.— Trackage  Rights— BN.  354 
I.CC  605  (1978).  As  modified  in 
Mendocino  Coastliy..  Inc.— Lease  and 
Operate.  360  I.CC  653  (1980). 

Decided:  December  28, 1992. 

By  the  Commission.  Julia  M.  Fan.  Acting 
Director.  Office  of  Proceedings. 
Sidney  L.  Strickland.  Jr.. 
SecTBlaiy. 

(FR  Doc.  93-58  Hied  1-4-93;  8:45  ami 
aiLUNG  cooE  nae-vt-M 


JUDICIAL  CONFERENCE  OF  THE 
UNITED  STATES 

Meeting  Of  the  Judicial  Conference 
Advieory  Committee  on  Bankruptcy 
Rules 

AGENCY:  Judicial  Conference  of  the 

United  States. 

SUBAGENCY:  Advisory  committee  on 

bankruptcy  rules. 

ACnOW:  Notice  of  open  meeting. 


SUMMARY:  There  will  be  a  two-day 
meeting  of  the  Judicial  Conference 
Advisory  Committee  on  Bankruptcy 
Rules.  TTie  meeting  will  be  open  to 
public  observation  but  not  participation. 
The  meeting  will  commence  at  9  a.m. 
DATES:  February  18-19. 1993. 
ADDRESSES:  Innisbrook  Hotel.  Tarpon 
Springs.  Florida  34688-1088. 
FOR  FURTHER  INFORMATION  CONTACT: 
Peter  G.  McCabe,  Secretary.  Committee 
on  Rules  of  Practice  and  Procedure. 
Administrative  Office  of  the  United 
States  Courts.  Washington,  DC  20544. 
telephone  (202)  273-1820. 
Dated:  December  16. 1992. 
John  K.  Rabie). 

Chief,  Rules  Committee  Support  Office. 
[FR  Doc  93-23  Filed  1-3-93;  8:45  am) 
MUJNQ  cooe  2iie-ei-M 


DEPARTMENT  OF  LABOR 

Pension  and  Wetfare  Benefits 
Administration 

[AppNcalion  No.  I>-7603] 

Metropolitan  Ufe  Insurance  Co.; 
Located  in  New  York.  NY 

AGENCY:  Pension  and  Welfare  Benefits 

Administration.  Labor. 

ACTION:  Notice  of  proposed  exemption. 


SUMMARY:  This  document  contains  a 
notice  of  pendency  before  the 
Department  of  Labor  (the  Department)  of 
a  proposed  exemption  from  certain  of 
the  prohibited  transaction  restrictions  of 
the  Employee  Retirement  Income 
Security  Act  of  1974  (ERISA  or  the  Act) 
and  the  Internal  Revenue  Code  of  1986 
(the  Code).  The  proposed  exemption 
relates  to  the  establishment  and 
operation  by  Metropolitan  Life 
Insurance  Company  (Met)  of  an  open- 
ended  commingled  real  estate  equity 
separate  account  (the  Separate  Account) 
in  which  certain  plans  (the  Participating 
Plan  or  Participating  Plans)  invest. 
EFFECTIVE  DATE:  If  granted,  this 
exemption  would  be  effective  as  of 
September  21. 1989.  the  first  date  a 
transaction  described  in  Section  1(a) 
herein  occurred. 

DATES:  Written  comments  and  requests 
for  a  public  hearing  must  be  received  by 
the  Department  on  or  before  February 
19, 1993. 

ADDRESSES:  All  written  comments  and 
requests  for  a  hearing  (at  least  three 
copies)  should  be  sent  to  the  Office  of 
Exemption  Determinations.  Pension  and 
Welfare  Benefits  Administration,  room 
N-5649,  U.S.  Department  of  Labor,  200 
Constitution  Avenue,  NW.,  Washington. 
DC  20210.  Attention:  AppUcation  No. 
D-7603.  The  application  for  exemption 
and  the  comments  received  will  be 
available  for  public  inspection  in  the 
Public  Documents  Room  of  the  Pension 
and  Welfare  Benefits  Administration, 
U.S.  Department  of  Labor,  room       N- 
5507.  200  Constitution  Avenue,  NW.. 
Washington.  DC  20210. 
FOR  FURTHER  INFORMATION  CONTACT: 
Angelena  C.  Le  Blanc  of  the  Department, 
telephone  (202)  523-8883.  (This  is  not 
a  toll-free  number.) 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  of  the  pendency  before  the 
Department  of  an  application  for 
exemption  from  the  restrictions  of 
sections  406(a),  406(b)(1).  and  406(b)(2) 
of  the  Act  and  from  the  sanctions 
resulting  from  the  application  of  section 
4975  of  the  Code,  by  reason  of  section 
4975(c)(1)(A)  through  (E)  of  the  Code. 
:    The  proposed  exemption  was  requested 
in  an  application  filed  by  Met  pursuant 
to  section  408(a)  of  the  Act  and  section 
4975(c)(2)  of  the  Code,  and  in 
accordance  with  procedures  set  forth  in 
ERISA  Procedure  75-1  (40  FR  18471. 
April  28, 1975).  Effective  December  31. 
1978,  section  102  of  Reorganization  Plan 
No.  4  of  1978  (43  FR  47713,  October  17. 
1978)  transferred  the  authority  of  the 
Secretary  of  the  Treasiuy  to  issue 
exemptions  of  the  type  requested  to  the 
Secretary  of  Labor,  llierefore.  this 


notice  of  pendency  is  issued  solely  by 

the  Department.* 

Sununary  of  FacU  and  Representations 

1.  Met  is  a  mutual  life  insurance 
company  organized  under  the  laws  of 
the  State  of  New  York.  Met  represenU 
that  it  is  the  second  largest  life 
insiirance  company  in  the  United  States 
and  that  it  provides  irtsurance  products 
and  asset  management  and  other 
services  for  numerous  employee  benefit 
plans  subject  to  the  provisions  of  title  I 
of  the  Act.  As  of  December  31, 1991. 
Met  had  under  management  in  its 
general  account  (the  General  Account) 
and  all  of  its  separate  accounts,  a 
portfolio  of  mortgage  loans  and  real 
estate  equities  of  approximately  $28.1 
bilhon.  During  1991.  approximately 
$900  million  was  invested  in  real  estate 
investments.  As  of  December  31. 1991. 
real  estate  investments  comprised 
approximately  29%  of  all  the  assets  of 
Met. 

2.  The  Separate  Account  is  an  open- 
ended  commingled  real  estate  equity 
separate  account  which  had  a  net  asset 
value  of  $104.8  million,  as  of  May  31. 
1992.  It  is  represented  that  the  Separate 
Account  is  marketed  primarily  as  an 
investment  for  defined  contribution 
plans.  Met  believes  that  there  is 
significant  need  for  a  pooled  investment 
which  can  provide  interests  in  equity 
real  estate  investments  to  participants  in 
defined  contribution  plans,  but  believes 
that  liquidity  requirements  have  largely 
restricted  the  utilization  of  such  pools  to 
defined  benefit  plans.  Met.  however,  has 
developed  a  mechanism  which  Met . 
represents  permits  the  Separate  Account 
to  offer  an  undiluted  real  estate  equity 
return  to  defined  contribution  plans 
without  sacrificing  the  ability  of 
individual  participants  of  such  plans  to 
contribute  to.  or  withdraw  investments 
from,  such  Separate  Account  on  a  daily 
basis.  » 

Met  represents  that  the  cash  to 
facilitate  the  liquidity  needs  of  the 
Separate  Account  is  obtained  from  the 
following  sources:  (a)  The  contributions 
to  the  Separate  Account  by  Participating 
Plans  either  directly  or  on  behalf  of  the 
individual  participants  in  Participating 
Plans;  and  Q))  the  amounts  attributable 
to  transfers  of  balances  from  other 
investment  funds  in  such  plans  to  the 
Separate  Account  by  individuals  in 
Participating  Plans  pursuant  to  I 

individual  participant  direction.  When 
amounts  from  sources  (a)  and  (b).      j 
described  above,  are  inadequate  to 


>  For  purposes  of  this  propoMd  egcaoipUoa 
references  to  specific  provisions  of  title  I  of  lh«  Act, 
unleM  otherwise  specified,  refer  also  to  the 
corresponding  provlsiofiX  of  the  Code. 
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satisfy  net  withdrawal  requests  from 
Partidpating  Plans  or  frxim  individual 
participants,  Met's  General  Account 
proposes  to  provide  liquidity  to  the 
Separate  Account  by  purchasing  units 
from  the  Separate  Account  (the  Units). 
Transactions  involving  purchases  of  the 
Units  by  Met's  General  Account  are 
discussed  in  paragraphs  #5  and  #6 
below. 

It  is  represented  that  the  operation  of 
the  Separate  Accoimt  may  generate 
cash,  either  as  a  resiilt  of  income  from 
rents  from  real  estate  investments,  from 
other  temporary  inve^ments,  or  from 
receipts  from  the  sale  of  such 
investments,  prior  to  reinvestment  of 
such  earnings  and  proceeds  by  the 
Separate  Account.  From  such  sources  of 
cash,  the  Separate  Account  may,  as 
needed  from  time  to  time,  reserve 
amounts  for  payment  of  projected 
operating  expenses  and  other  liabilities 
on  the  real  estate  investments  held  in 
the  Separate  Account.  However,  for  the 
purposes  of  responding  to  requests  from 
any  of  the  Participating  Plans  to 
withdraw  all  investments  from  the 
Separate  Account  or  from  individual 
participants  in  any  of  the  Participating 
Plans  to  transfer  amounts  from  the 
Separate  Accoimt  to  other  investment 
vehicles.  Met  does  not  maintain  a 
reserve  in  the  Separate  Account.  Met 
represents  that  such  a  reserve  would 
dilute  the  rate  of  return  from  the  real 
estate  assets  of  the  Separate  Accoimt. 

3.  In  order  to  optimize  the  efficient 
operation  of  the  Separate  Accoimt  and 
to  assure  that  an  appropriately 
diversified  portfolio  of  properties  (the 
Property  or  Properties)  was  available  to 
offer  to  plans  interested  in  participating. 
Met  beUeved  that  initially  the  Separate 
Account  needed  an  investment  pool  of 
approximately  $100  million  dollars.  Met 
represents  that  when  newly  established, 
the  Separate  Account  could  not  rely  on 
obtaining  such  an  amount  from 
Participating  Plans  within  a  short  period 
of  time  in  order  to  commence  operation 
with  an  appropriately  diversified 
portfolio.  As  a  result,  prior  to  the  first 
purchase  of  any  Units  in  the  Separate 
Accoimt  by  Participating  Plans,  Met's 
General  Account  contributed  certain 
amounts  as  seed  money  (the  Seed 
Money)  to  the  Separate  Account,  during 
a  start  up  period  (the  Start  Up  Period) 
in  order  to  provide  for  such  a  portfoUo 
of  Properties. 

In  exchange  for  its  initial  contribution 
of  Seed  Money.  Met  received  Units  of 
the  Separate  Account  representing 
100%  of  the  value  of  the  Separate 
Account  at  that  time.  Thereafter,  as 


Properties'  were  identified  as 
investments  for  the  Separate  Account, 
Met  continued  to  contribute  Seed 
Money  and  receive  Units.'  Each  tilne 
money  was  generated  by  incoming  net 
contributions  from  ParticipatinB  Plans 
or  from  subscriptions  paid  by  plans 
choosing  to  participate  in  the  Separate 
Account,  Met  withdrew  portions  of  its 
Seed  Money  from  the  Separate  Account. 
Such  withdrawals  of  Seed  Money  were 
accomplished  by  the  redemption  of 
Met's  Units  in  the  Separate  Account  at 
the  value  of  such  Units  on  the  date 
when  redeemed.  Met  represents  that  it 
will  continue  to  withdraw  Seed  Money 
until  the  totsj  amount  of  Seed  Money 
ultimately  returned  to  Met  will  equal 
the  lesser  of:  (1)  The  amount  (not  to 
exceed  $100  miUion)  actually 
contributed  by  Met  to  the  Separate 
Account  in  order  to  acquire  the 
Properties,  or  (2)  the  amount  received 
by  Met  when  the  Units  it  acquired  in 
exchange  for  its  contributions  of  Seed 
Money  are  redeemed  at  their  then 
current  value.  It  is  anticipated  that 
following  the  rotum  of  the  Seed  Money, 
by  means  of  sufficient  redemptions  of 
Met's  Units,  Met  would  have  little,  if 
any,  interest  in  the  Separate  Account.* 


'  It  U  represented  that  the  Properties  ptuchased 
by  Met  for  the  Separate  Account  are  small-  to 
medium -sized  retail  and  office  buildings.  light 
industrial  focilities,  and  residential  apartment  space 
which  range  in  value  up  to  $15  million  and  which 
have  good  operating  income.  It  is  represented  that 
the  Properties  reflect  geographical  and  investment 
diversification.  Met  believes  that  these  types  of 
Properties  as  investments  for  the  Separate  Account 
are  appropriately  acquired  on  a  fee  interest  basis 
with  the  ownership  of  the  Properties  to  be  held 
entirely  in  the  Separate  Account. 

'  Met  represents  that  as  of  June,  1991,  its  General 
Account  had  contributed  Seed  Money  of 
approximately  SlOO  million  to  the  Separate 
Accoimt. 

'*  Met  believes  that  the  analysis  contained  in 
Advisory  Opinion  83-38A  {]\i\y  22. 1983)  is 
applicable  to  Met's  transfer  of  the  Seed  Money  to 
the  Separate  Account,  and  to  the  Separate 
Account's  redemption  of  Units  from  Met  which 
were  acquired  when  Met  contributed  Seed  Money 
to  the  Separate  Account.  This  opinion  held  that 
seed  money  allocated  to  separate  accounts  by  an 
insurance  company  in  order  to  aid  in  the  start-up 
and  management  of  those  accounts  would  not  be 
treated  as  assets  of  the  plans  which  invested  in  the 
separate  accounts,  and  that  the  redemption  by  the 
insurance  company  of  participation  units  in  the 
separate  accounts  would  not  constitute  a  violation 
of  the  prohibited  transaction  provisions  of  the  Act 
solely  by  reason  of  the  transfer  of  seed  money  from 
the  separate  accounts  to  the  insurance  company's 
general  account  In  this  regard,  Met  maintains  that 
similar  transfers  of  seed  money  between  its 
Separate  Account  and  its  General  Account  do  not 
violate  section  406(aMl]  (A)  and  (D)  or  section  406 
(b)(1)  and  (b)(2)  of  the  Act.  Thus,  the  Department 
is  offering  no  relief,  herein,  for  the  transfer  of  the 
Seed  Money  into  the  Separate  Account  or  the 
redemption  by  the  Separata  Account  of  Met's  Units 
acquired  with  the  Seed  Money,  as  above  described. 
The  Department  notes  that  Advisory  Opinion  83- 
38A  did  not  address  the  situabon  involving  the 
redemptioa  of  units  of  the  separate  account  by  the 


Whenever  net  participant  contributions 
are  received  from  Participating  Plans, 
such  net  contributions  are  automatically 
applied  to  redeem  the  Units  which  were 
obtained  by  Met  as  discussed  in         "* 
paragraph  #3  above.  It  is  represented 
that  until  all  of  Met's  Units,  both  those 
acquired  upon  contributions  of  Seed 
Mpney  and  those  acquired  from  time  to 
time  in  order  to  provide  Uquidity  to  the 
Separate  Account,  are  redeemed.  Met 
has  no  discretion  to  cause  new  net 
participant  contributions  to  be  invested 
in  additional  Properties. 

4.  The  Start  Up  Period  for  the 
Separate  Account  began  on  December 
21,  igSS^e  date  on  which  Properties 
were  first  acquired  by  the  Separate 
Account  using  Seed  Money,  The  Start 
Up  Period  will  end  on  the  earliest  to 
occur  of:  (a)  The  expiration  of  four  years 
following  the  beginning  of  the  Start  Up 
Period,  or  (b)  the  first  date,  after  the 
total  value  of  the  Separate  Account  has 
reached  $100  milUon,  and  on  which  the 
percentage  of  the  total  number  of  Units 

vowned  by  Met  in  the  Separate  Account 
is  ten  percent  (10%)  or  less.  Met 
represents  that  in  December  1988.  it 
b€^an  operation  of  the  Separate  Account 
under  the  rules  and  procedures  of  the 
Separate  Account  which  are  consistent 
with  the  terms  and  conditions  as  set 
forth  in  this  proposed  exemption,  even 
though  no  plans  were  partidpating  in 
the  Separate  Account  at  that  time  and 
even  though  Met  then  owned  100%  of 
the  Units  in  the  Separate  Account. 

5.  During  the  operation  of  the 
Separate  Account,  it  is  represented  that 
Met's  ovmership  of  Units  rises  and  falls 
essentially  on  an  automatic  basis,  as 
either:  (1)  Met  sells  Units  when  there  is 
a  net  contribution  amount  in  the 
Separate  Account,  or  (2)  Met  purchases 
Units  to  provide  liquidity  to  the 
Separate  Account  to  the  extent  requests 
for  withdrawals  from  Partidpating  Plans 
or  from  individual  partidpants  exceed 
new  contributions  or  transfers. 
Although  Met's  Unit  share  may  increase 
during  the  Start  Up  Period  by  reason  of 
Met's  continuing  contributions  of  Seed 
Money  or  by  its  acquisition  of  Units  in 
order  to  provide  liquidity  to  the 
Separate  Account,  it  is  represented  that 
such  share  in  the  Separate  Account  will 
not  be  increased  by  a  purchase  of  Units 


insurance  company,  when,  at  the  same  time,  then 
were  outstanding  requests  for  redemption  by 
participating  plans.  As  a  result  the  Department  ha* 
determined  to  propose  exemptive  reliaf  from 
September  21. 1909,  the  date,  according  to  Met 
when  it  first  purchased  Units  of  the  Separate 
Accotmt  to  satisfy  net  withdrawal  requests  frt>m 
Participating  Plana.  (See  Section  1(a)  of  the 
propoMd  examptioa,  as  sat  forth  below,  which 
provide*  an  exemption  far  oartain  transactioos 
involving  the  purchaM  of  Unilf  of  tha  Separate 
Account  by  Mat) 
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by  Met  for  any  other  leason.  Met 
recognizes  the  potential  that,  through 
the  purchases  of  Units  to  provide 
liquidity.  Met  may  retain  an 
untotidpated  level  of  ownership  in  the 
Separate  Account  As  the  resuU  of  such 
purchases.  Met's  interest  in  the  Separate 
Account  may  at  any  time  after  the  end 
of  the  Start  Up  Period  increase  beyond 
a  certain  stated  percentage  of  the  total 
value  of  the  Separate  Account  Units  (the 
Trigger  Point).' 

In  the  event  of  such  an  increase 
beyond  the  Trigger  Point  through 
liquidity  purchases  of  Units  by  Met 
from  the  Separate  Account.  Met 
proposes  to  reduce  its  percentage  of 
ownership  in  the  Separate  Account:  (a) 
Through  the  use  of  cash  available  in  the 
Separate  Account  (Available  Cash),  or 
(b)  through  the  use  of  monies  generated 
by  the  sale  of  Properties  from  the 
Separate  Account.  In  this  regard. 
Available  Cash  is  defined  as  the  income 
and  other  amounts  received  by  the 
Separate  Account  from  rents  and  from 
other  sources,  such  as  temporary 
investments,  that  are  not  required  to  be 
held  for  projected  expenses  with  respect 
to  the  Separate  Account.  It  is 
represented  that  net  contributions  from 
Participating  Plans  would  not  be 
deemed  Available  Cash  for  this  purpose. 
As  discuued  in  paragraph  #6  below, 
such  net  contributions  from 
Participating  Plans  vrould  have 
automatically  been  applied  when 
received  to  redeem  the  Units  held  by 
Met. 

These  methods  of  reducing  Met's 
ownership  in  the  Separate  Account  to  a 
percentage  equal  to  or  below  the  Trigger 
Point  and  the  process  of  increasing  and 
decreasing  Met's  interest  in  the  Separate 
Account  through  purchases  and  sales  of 
Units,  involve  transactions  between  the 
Separate  Account  and  the  General 
Account  of  Met  Further,  because  cash 
flows  to  and  from  the  Separate  Account, 
as  a  result  of  contributions,  transfers  or 
withdrawals  by  Participating  Plans  or  by 
individual  plan  participants,  are  of&et 
either  on  a  plan  oy  plan  basis  or  will  be 
aggregated  for  all  Paitidpating  Plans 
before  there  is  an  acquisition  or  a 


*  H  to  HMMBtod  thai  lb*  Triggar  Point  U  tha 
point  at  wMcfa  Mal'i  ownarahip  in  tfaa  S«pw*la 
Account  may  ba  dacnaiad  with  tfaa  approval  of  or 
a*  raquirad  by  an  Indepandaot  fiduciary  (tbe 
taidapaadMt  Fhhidary).  TIm  taMiafMadani 
Fiduciary,  acting  on  bali^  of  Iha  Ptaiu  in  ths 
ptopotad  tMimrtion*  aala  tha  parcaalaga  of  Mat'* 
ownarthip  of  Unit4  in  tha  Sapmto  Account  wliick 
mrtm  m  tha  THggw  Point  Saa  paragraph  (d)  of 
Saction  IV,  hanin.  for  a  dawaiptioa  of  tfaa 
indapndaoca.  qnalificallaaa.  and  dullaa  of  tba 
Indepandant  Piduciafy.  a  la  lapmaMad  that  tha 
Trigger  Point  will  ariaa  OfOy  ator  Hm  a^  of  tha 
Stwt  Up  Piriod.  a  i«  anttdpMtad  dMi  foUowtaig  tha 
and  of  dM  SiMt  Up  Parted.  ttM  Trt«v  Point  will 
not  axcaod  Ian  parcant  (10%). 


disposition  by  Met  of  the  Units  it  holds 
in  ue  Separate  Account,  such 
acquisitions  or  dispositions  could  be 
viewed  as  indirect  transactions  between 
Met  and  the  Partidpating  Plans. 
Accordingly.  Met  has  reouested 
prohibited  transaction  relief  for  the 
above  described  transactions. 

6.  It  is  represented  that  Met  offsets 
daily  the  amounts  requested  to  be 
withdra%vn  or  transferred  by  the 
Participating  Plans  and/or  by  individual 
partidpMWts  against  the  amounts,  during 
the  same  period,  contributed  by  plans 
entering  the  Separate  Account  and/or 
transferred  into  the  Separate  Account 
from  other  investment  vehicles.  Met 
represents  that  the  determination  of 
whether  there  is  a  net  contribution  or 
net  withdrawal  in  the  Separate  Account 
is  a  non-discretionary  calculation  that 
the  Met  pension  administration  group 
makes  on  the  basis  of  aggregate  cash 
flow  information  provided  directly  to 
them  by  various  plan  fidudaries  (the 
Plan  Fidudaries  or  Plan  Fiduciary)  of 
Participating  Plans  which  hold  Units  in 
the  Separate  Account.  It  is  represented 
that  during  the  Start  Up  Period,  any  net 
withdrawals  or  contributions  from  the 
Separate  Account  on  a  given  valuation 
date  are  determined  separately  for  each 
Partidpating  Plan.  After  the  Start  Up 
Period  is  completed,  it  is  antidpated 
that  the  withdrawals  and  contributions 
for  all  Partidpating  Plans  will  be 
aggregated  for  purposes  of  this 
determination. 

In  order  to  provide  liquidity  to  the 
Separate  Accoimt.  whenever  a  net 
withdrawal  occius.  Met  purchases 
additional  Units  suffident  to  provide 
the  cash  needed  to  meet  the  amount  of 
the  withdrawal  requests.  Whenever  a 
net  contribution  results  after  withdrawal 
requests  are  satisfied,  such  net 
contribution  amounts  are  applied  to  the 
sale  of  Units  held  by  Met  for  the 
purpose  of  reducing  Met's  ownership 
interest  in  the  Separate  Account  If.  at 
that  time.  Met  owns  no  Units,  then  any 
net  contribution  creates  new  Units  at 
the  ciurent  Unit  value  and  the  net  cash 
inflows  into  the  Separate  Account 
accumulate  until  sufficient  to  purchase 
additional  Properties.* 

Cash  amounts  necessary  to  provide 
liquidity  to  the  Separate  Accoimt  or  to 
reduce  Met's  o%vnership  in  the  Separate 
Account  are  transfiarTea  into  and  out  of 
the  Separate  Account  and  are  converted 
into  and  out  of  Units  daily.  In  this 


•  In  thif  ragatd.  if  one  of  tba  Propartiet  ware  loid 
during  Iha  Start  Up  Pariod.  it  i*  rapraaantad  that  \b» 
procaads  of  rach  aata  also  would  ba  accumulatad 
in  tba  Saparala  Account  and  ba  uaad  for 
rainvaataMot  to  naw  Proparttaa.  but  %«ould  not  ba 
UMd  to  raduca  Mot* «  owmanhlp  in  liw  Separata 
Account. 


regard.  Met  guaratitees  liquidity  to  the 
individual  jMrtidpants  in  Partidpating 
Plans  invested  in  the  Separate  Account 
at  the  current  daily  value  of  the  Units  , 
of  the  Separate  Account.  It  is 
represented  that  payouts  to  such 
individual  partidpants  are  made  in 
accordance  with  any  hmitations  on  the 
timing  or  frequency  of  such  payouts 
which  may  be  imposed  under 
applicable  plan  provisions. 

Notwithstandmg  guaranteed  liquidity 
to  individual  partidpants.  it  is  ^ 

represented  that  under  certain 
drcumstances  Umitations  on  the  timing 
or  frequency  of  payouts  are  imposed  by 
Met  upon  requests  for  transfera  and 
withdrawals  which  are  initiated  by  the 
sponsor  of  a  Partidpating  Plan. 
However,  such  limitations  apply  only  ifi 
(1)  The  sponsor  initiated  transfer  or 
withdrawal  exceeds  $5  million  for  each 
Partidpating  Plan  that  is  transferring  or 
withdrawing,  and  (2)  individual 
participants  in  such  Partidpating  Plans 
will  not  be  receiving  the  amounts 
transferred  or  withc&awn.  In  such  event 
on  the  last  business  day  of  each 
succeeding  month  until  the  full  amotmt 
is  distributed.  Met  proposes  to  make 
monthly  payments  in  installments  of 
about  $5  million  to  each  Partidpating 
Plan  that  is  transferring  or  withdrawing. 
If  the  total  amount  transferred  or 
withdrawn  by  a  Partidpating  Plan  is 
$60  million  or  more.  Met  represents  that 
payments  of  approximately  equal 
installments  will  be  made  on  the  last 
business  day  of  the  month  over  a  period 
of  twelve  (12)  months.  However,  it  is 
represented  that,  regardless  of  the  dollar 
limitations  imposed  on  distribution 
amounts  when  the  sponsor  of  a 
Partidpating  Plan  initiates  a  transfer  or 
withdrawal,  if  the  money  is  intended  for 
distribution  to  the  individual 
partidpants  in  a  Partidpating  Plan,  Met 
will  immediately  make  payments  in 

Met  represents  that  all  payouts  yvill  be 
at  the  prevailing  value  of  the  Units  on 
the  date  the  payout  is  made.  Met  states 
that  any  other  method  for  fixing  the 
value  of  payments  would  result  either  in 
the  Partidpating  Plans  that  remain  in 
the  Separate  Account  subsidizing  the 
transferring  or  withdrawing  plans,  if  the 
value  of  the  Units  has  fallen,  or. 
conversely,  obtaining  a  windfall  at  the 
expense  of  the  transferring  or 
withdrawing  plans,  if  the  value  of  Units 
has  risen.  Met  represents  that  these 
rules  should  not  result  in  any  inequities 
with  respect  to  the  transferring  or 
vtrithdrawing  plans  because:  (1)  The 
Plan  Fiduciary  prior  to  investing  in  the 
Separate  Account  is  informed  of  the 
rules  governing  all  distributions  of  this 
type,  and  (2)  the  partidpants  in 
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transferring  or  withdrawing  plans 
always  have  the  opportunity,  as 
individuals,  to  transfer  or  withdraw 
from  the  Separate  Account  on  any  date. 
Although  it  is  acknowledged  that  such 
individual  participant  action,  as 
described  in  item  (2)  above,  could  not 
be  effected  for  sponsor  initiated 
transfers  or  withdrawals  from  the 
Separate  Account  by  Participating  Plans 
which  maintain  balanced  funds,  Met 
believes  that  the  prior  disclosure  of  the 
rules  to  the  Plan  Fiduciaries  of  sUch 
plans  provides  sufficient  protection. 

7.  It  is  represented  that  when  the 
Separate  Account  was  first  established, 
the  initial  value  of  each  of  the  Units  Ip 
the  Separate  Accoimt  was  set  at  $100. 
Thereafter,  the  value  of  one  of  the  Units 
equals  the  total  value  of  the  net  assets 
of  the  Separate  Account  divided  by  the 
number  of  outstanding  Units  in  the 
Separate  Account  divided  by  the 
number  of  outstanding  Units  in  the 
Separate  Account.  It  is  represented  that 
establishing  the  initial  value  for  the 
Units  at  $100  afforded  a  reasonable 
starting  point  for  determinations  of  Unit 
value  and  provided  a  basis  for  applying 
appropriate  earnings  factors^^btained 
through  periodic  valuationyof  the 
Properties  in  the  Separate^ccounL  It  is 
represented  that  such  $100  initial  value 
has  been  a  standard  initial  unit  value  for 
pooled  separate  accounts  established  by 
Met. 

Met  represents  that  the  specified 
valuation  rules  and  procedures,  which 
are  more  fully  described  below,  have    . 
been  used  by  Met  and  the  Independent 
Fiduciary  in  the  operation  of  the 
Separate  Account.  In  order  to  calculate 
the  value  of  the  Units,  each  of  the 
Properties  held  in  the  Separate  Accoimt 
was  valued  initially  at  the  price  at 
which  it  was  acquired.  Thereafter,  an 
independent  qualified  appraiser 
designated  by  Met  and  approved  by  the 
Independent  Fiduciary  has  appraised 
and  will  appraise  each  of  the  Properties 
at  least  annually  (the  Annual 
Appraisals)  on  the  anniversary  date  of 
purchase.'  It  is  represented  that 


'  II  U  reprMented  thai  when  the  Separate 
Account  began  Met  (1)  Expected  the  Separate 
Account  to  acqtiiie  Propertie*  In  an  evenly 
distributed  Guhlon  throughout  the  calendar  year, 
and  (2)  intaoded  lh«  cycle  of  Annual  Appraisals  to 
cause  Properties  comprising  difiareot  portions  of 
the  Separate  Account  and  approximately  2S%  of 
the  value  of  the  Separate  Account  to  be  appraised 
by  an  independent  qualified  appraiser  every  three 
•nontha.  However,  baaed  on  the  dates  when  the 
Separate  Account  actually  acquired  Properties.  Met 
represents  that  it  may  be  necessary  to  adjust  the 
timing  of  the  Armual  Appraisals  fbr  certain 
Properties  In  otder  to  achieve  a  better  balance  of 
Amual  Appraisal  dalaa  throughout  the  yaw.  Mat 
repreaaou  that  any  adjustmenU  which  may  be 
nuale  to  the  timing  of  the  Annual  Appraisals  will 
be  effocted  by  accelerating  the  data  M^  such 


replacement  cost,  comparable  sales, 
discounted  cash  flow,  current  and 
projected  occupancy  leyels.  market 
conditions.  anp,the  condition  of  the 
Properties  haVe  been  and  will  be 
considered  by  jihe  independent  qualified 
appraiser  in  the  Annual  Appraisals  of 
the  Properties.  It  is  represented  that  the 
cost  of  the  Annual  Appraisals,  such 
other  appraisals  as  are  necessary,  and 
the  cost  of  hiring  the  Independent 
Fiduciary  were  and  will  be  charged  to 
the  Separate  Account  as  a  direct 
operating  expense. 

It  is  represented  that  Met's  staff,  in 
addition  to  the  independent  qualified 
appraiser,  has  conducted  and  will 
conduct'an  appraisal,  as  of  December 
31,  of  each  year,  for  each  of  the 
P^perties  in  the  Separate  Account  As 
more  fully  described  in  paragraphs  #9 
and  #10  below,  the  Independent 
Fiduciary,  as  final  determinant  of  value, 
selects  the  appropriate  estimate  from 
among  conflicting  values  for  any  of  the 
Properties,  if  any  exists  between  Met's 
annual  appraisals  or  the  Annual 
Appraisals  prepared  by  the  independent 
qualified  appraisers. 

8.  This  annual  value  approved  by  the 
Independent  Fiduciary  for  any  of  the 
Properties  may  be  updated  by  Met  every 
three  months  (the  C^iarterly  Updates).  In 
making  Quarterly  Updates,  Met's  staff 
reviews  its  own  December  31st 
appraisal  of  each  of  the  Properties,  as 
well  as  the  Annual  Appraisals  prepared 
by  the  independent  qualified  appraisers, 
and,  if  necessary,  updates  of  both  these 
appraisals.  Met  represents  that  these 
Quarterly  Updates  are  performed  on  the 
quarterly  anniversary  of  the  property 
purchase  date  (See.  footnote  7),  and  are 
not  matched  tp  the  calendar  quarter. 
Met  represents  that  it  takes  into 
consideration  in  the  Quarterly  Updates 
the  current  rate  of  interest  and  inflation, 
occupancy  levels,  cash  flow,  regional 
and  local  market  conditions,  and  other 
relevant  factors,  such  as  the  availability 
of  comparable  space  and  whether  there 
have  been  changes  in  access  roads  or 
other  transportationAfecilities.  As 
described  more  fully  m  paragraphs  #9 
and  #10  below,  the  Independent 
Fiduciary  has  a  substantial  role  in 
approving  these  adjustments  to  the 
value  of  the  Properties. 

In  addition.  Met  has  reviewed  and 
will  review  the  value  of  any  of  the 
Properties  at  the  end  of  every  month 
(the  Monthly  Reviews)  where  such 
Properties  are  not  otherwise  subject  to 


Annual  Appraisals  ara  due.  rather  than  by  deferring 
them.  Further.  Mef  s  adjustmenU  to  theltimlng  of 
the  Annual  Appraisals  would  not  cause  the 
appraisals  of  the  Properties  prepared  by  the 
IndepeDdaol  qualifiod  appraisers  to  occur  any  lass 
frequently  dian  aiutually. 


Annual  Appraisals,  Quarterly  Updates, 
or  the  yearly  appraisals  performed  by 
Met  on  December  31.  The  purpose  of  the 
Monthly  Reviews  is  to  note  whether 
there  has  been  a  material  change  in  the 
value  of  any  of  the  Properties  resulting 
from  a  change,  for  example,  in 
occupancy  rate  or  leasing  activitv,  rather 
than  bom  fluctuations  in  general 
economic  conditions.  Met  represents 
that  in  the  operation  of  the  Separate 
Accotmt  it  rarely  has  changed  the  value 
of  the  Properties  during  these  Monthly 
Reviews. 

In  addition  to  appraising,  updating, 
and  reviewing  the  value  of  the 
Properties.  Met  has  calculated  and  will 
calculate  the  daily  accrued  value  of  the 
Units  (the  Daily  Accruals).  It  is 
represented  that  the  accrued  value  of  a 
single  Unit  is  based  daily  on  the 
projected  aggregate  net  monthly  income 
of  the  Properties  divided  by  the  niunber 
of  days  in  the  month  and  by  the  niunber 
of  Units  outstanding  for  the  Separate 
Account.  Met  compares  this  process  to 
one  employed  with  a  fixed  income 
obligation  where  interest  is  credited  on 
a  daily  basis  but  is  not  distributed. 
Actual  aggregate  income  and  expense 
figures  for  the  Properties,  as  determined 
in  eat^  prior  month,  are  used  to  set 
income  and  expense  projections  for  the 
succeeding  month.  It  is  represented  that 
the  amount  of  these  monthly  projections 
are  communicated  to.  monitored  by, 
and,  where  necessary,  adjusted  by  the 
Independent  Fiduciary.  Met  represents 
that  because  these  Daily  Accruals  are 
based  on  net  income,  increases  in  the 
value  of  the  Separate  Account  may 
occur.  However,  unlike  the  Annual 
Appraisals,  Quarterly  Updates,  and 
Monthly  Reviews,  the  Daily  Accruals 
generally  do  not  change  the  yalue  of 
underlying  Properties  in  the  Separate 
Account.  However,  Met  recognizes  that 
certain  events  such  as  natural  disastera 
may  cause  immediate  and  significant 
change  to  the  value  of  the  Properties 
which  would  be  reflected  in  the  Daily 
Accruals  of  the  value  of  the  Units.  To 
date,  Met  represents  that  no  such 
adjustment  has  octnured. 

It  is  represented  that  Met  has 
determined  and  will  determine  the 
value  of  all  assets  besides  real  estate  in 
the  Separate  Account  in  a  manner 
similar  to  the  way  such  values  would  be 
determined  if  they  were  held  in  a  non- 
real  estate  account  in  whicb  group 
contract  holders  participate.  It  is 
represented  that  pending  permanent 
investment  in  real  estate,  assets  of  the 
Separate  Account  (other  than  cash 
reserved  to  pay  projected  operating 
expenses)  are  invested  in  short-term 
securities,  such  as  discount  notes  and 
interest-bearing  notes.  Met  represents 


ass 
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that  the  daily  market  value  for  both  of 
these  types  of  securities  is  done  through 
an  automated  security  accounting 
system.  It  is  represented  that  all 
valuation  procedures  utilized  by  Met 
regarding  property  values  in  the 
Separate  Accoxuit  are  approved  and 
supervised  by  an  Independent 
Fiduciary,  as  more  fully  described  in 
paramphs  #9  and  «10  below. 

9.  FoUowing  a  procedure  outlined  in 
paragraph  «14  below,  Met  appointed  an 
Independent  Fiduciary  who  assumed 
full  fiduciary  responsibilities  under 
ERISA  with  respect  to  certain  specified 
activities  of  the  Separate  Account.  The 
Indeitendent  Fiduciary  approved,  prior 
to  their  adoption,  the  investment 
guidelines  and  valuation  procedures  of 
the  Separate  Accoimt  under  which  the 
day-to-day  investment  or  valuation 
decisions  by  Met  for  the  Separate 
Account  have  been  made.  Thereafter, 
the  Independent  Fiduciary  is  also 
responsible  for  approving  any  changes 
to  such  investment  guidelines  and 
valuation  procediues. 

In  connection  with  the  valuation  of 
the  Properties  in  the  Separate  Account, 
the  Independent  Fiduciary  is 
responsible  for  approving  Mat's 
selection  of  the  indep>endent  qualified 
appraisers  who  perform  the  Annual 
Appraisals  of  the  Properties  and  for 
removing  any  names  from  the  list  of 
previously  approved  appraisers. 

10.  It  is  represented  that  Met  cannot 
alter  through  any  of  its  review  methods, 
without  the  prior  approval  of  the 
Independent  Fiduciary,  the  value  of  any 
one  or  more  of  the  Properties,  if  such 
would  either  (a)  Result  in  a  six  percent 
(6%)  increase  or  decrease  in  the  value 
of  any  of  the  Properties,  since  the  last 
Annual  Appraisal  by  a  independent 
qualified  appraiser;  or  (b)  result  in  a 
greater  than  two  percent  (2%)  increase 
or  decrease  in  the  value  of  the  Separate 
Account,  as  determined  in  the  prior 
month.  As  a  further  limitation,  Met 
represents  that  within  any  quarter  the 
aggregate  increase  or  decrease  in  the 
value  of  the  Separate  Account,  as  a 
result  of  alterations  in  the  valuation  of 
Properties  in  the  Separate  Account  by 
Met,  will  in  no  event  exceed,  without 
the  approval  of  the  Independent 
Fiduciary,  four  percent  (4%).  It  is 
represented  that  any  changes  in  value 
which  exceed  such  percentage 
limitations  and  all  independent 
appraisals  have  been  and  will  be 
approved  by  the  Independent  Fiduciary 
prior  to  inclusion  in  a  calculation  of  a 
value  for  the  Units  of  the  Separate 
Account. 

In  addition  to  the  percentage 
limitations  discussed  above,  it  is 
represented  that  any  adjustments,  which 


are  made  by  Met  to  the  value  of  the 
Properties  during  the  first  three  months 
after  receipt  of  an  Annual  Appraisal 
prepared  by  an  independent  qualified 
appraiser,  are  made  only  after 
discussion  with  and  approval  by  the 
Independent  Fiduciary.  Further,  it  is 
represented  that  the  Independent 
Fiduciary  has  the  discretion  at  any  time: 
(a)  To  adjust  the  appraised  value  for  any 
of  the  Properties  in  the  Separate 
Account,  if  in  the  Independent 
Fiduciary's  judgment  and  experience 
the  characteristics  of  any  of  the 
Properties  have  changed,  or  (b)  to  order 
an  additional  indei>endent  appraisal  of 
any  of  the  Properties,  if  the  Independent 
Fiduciary  deems  such  to  be  necessary  or 
appropriate  to  assure  a  correct  value  of 
such  Properties  or  of  the  Separate 
Account. 

11.  It  is  represented  that  because  Met 
acts  as  investment  manager  of  the 
Separate  Account,  the  Independent 
Fiduciary  is  not  primarily  responsible 
for  the  management  of  the  Separate 
Account's  assets  it  terms  either  of  policy 
or  operation.  However,  while  the 
Independent  Fiduciary  is  not  ordinarily 
Involved  in  the  day-to-day  investment 
management  of  the  assets  of  the 
Separate  Account,  the  Independent 
Fiduciary  will  be  directly  involved  in 
the  management  and  disposition  of  the 
Properties  in  the  Separate  Account  at 
two  points  in  time.  The  first  point,  the 
Trigger  Point,  occurs  at  any  time  after 
the  end  of  the  Start  Up  Period  where  the 
value  of  Met 's  Unit  participation  in  the 
Separate  Account  exceeds  a  certain 
percentage  of  the  total  value  of  the 
Separate  Account  Units,  as  agreed  upon 
between  Met  and  the  Independent 
Fiduciary.  The  second  point  occiu« 
upon  termination  of  the  Separate 
Account. 

As  noted  earlier,  it  is  intended  that 
Met's  interest  in  the  Separate  Account 
after  the  Start  Up  Period  will  not  exceed 
a  certain  percentage^anticipated  to  be 
ten  percent  (10%)  or  less)  established  as 
the  Trigger  Period  by  the  Independent 
Fiduciary.  However,  it  is  recognized 
that  if  plans  do  not  participate  in  the 
Separate  Account  to  a  sufficient  degree 
during  the  Start  Up  Period,  and/or  if  the 
Separate  Account  experiences  a  period 
of  substantial  net  wididrawals.  Met  may 
retain  or  obtain  more  than  ten  percent 
(10%)  interest  in  the  Separate  Account 
and  such  interest  may  exceed  the 
percentage  established  as  the  Trigger 
Point.  In  this  event.  Met  proposes  after 
the  end  of  the  Start  Up  Period  to  reduce 
its  percentage  of  ownership  in  the 
Separate  Account  through  the  use  of:  (a) 
Available  Cash,  as  defined  in  Section 
rV(c),  in  the  Separate  Account;  or  (b) 


monies  generated  by  the  sale  of 
Properties  from  the  Separate  Account 

It  is  represented  that  the  Independent 
Fiduciary  has  the  authority  to:  (1)  Set 
the  percentage  of  the  Trigger  Point,  (2) 
estaolish  a  method  to  implement  any 
changes  in  the  Trigger  Point,  and  (3) 
adjust  the  percentage  for  specified 
periods  of  time  and  to  a  specified 
extent,  if  the  Independent  Fiduciary 
believed  such  is  in  the  best  interest  of 
the  Separate  Account.  The  Independent 
Fiduciary  at  the  Trigger  Point  also  has 
authority  to  approve  or  to  require  the 
reduction  of  Met's  interest  in  the 
Separate  Account,  if,  in  the  view  of  the 
Independent  Fiduciary,  such  reduction 
is  in  the  best  interest  of  the  Particijpating 
Plans  in  the  Separate  Account.  Before 
Met's  participation  may  be  reduced  by 
the  use  of  Available  Cash  in  the 
Separate  Accoimt,  it  is  represented  that 
Met  will  consult  and  agree  with  the 
Independent  Fiduciary  as  to  whether 
such  method  is  appropriate,  if,  rather 
than  use  the  Available  Cash  in  the 
Separate  Account,  a  sale  of  assets  from 
the  Separate  Account  is  necessary  in  the 
opinion  of  Met  and  the  Independent 
Fiduciary  in  order  to  reduce  Met's 
ownership  below  the  Trigger  Point,  the 
Independent  Fiduciary  will  participate 
in  the  planning  of  any  such  program  of 
sales,  including  the  selection  of  the 
Properties  to  be  sold  and  the 
determination  of  the  guidelines  to  be 
followed  in  making  such  sales.  If  a 
difference  of  opinion  arises  between 
Met  and  the  Indei)^ndent  Fiduciary,  the 
decision  of  the  Independent  Fiduciary 
controls.  It  is  represented  that  the 
Independent  Fiduciary  may  require 
independent  appraisals  at  the  time  any 
Properties  are  sold. 

12.  In  addition  to  controlling  the 
Trigger  Point,  the  Independent 
Fiduciary  is  responsible  for  the  activity 
of  the  Separate  Account  in  the  event  of 
its  termination  and  during  the 
subsequent  liquidation  of  its  assets. 
During  such  liquidation,  it  is 
represented  that  the  Independent 
Fiduciary  has  the  ability  to  supervise 
the  operation  of  the  Separate  Account, 
to  approve  all  sales  of  Properties  in  the 
Separate  Account,  to  approve  the  order 
in  which  such  Properties  are  sold  by  the 
Separate  Account,  to  set  the  price  for 
such  Properties,  and  to  determine  the 
timing  of  the  disposition  of  those 
Properties. 

Met,  however,  retains  the  authority  to 
terminate  the  Separate  Account.  This 
decision  would  result  in  the  wind-down 
of  the  operations  of  the  Separate 
Account  (the  Wind  Down).  The  Wind 
Down  will  begin  on  the  date  on  which 
Met  notifies  au  Participating  Plans  of  its 
decision  to  terminate  the  Separate 
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Account  and  will  conclude  on  the  date 
on  whidi  no  Units  are  held  by  any  of 
the  Participating  Plans.  Such 
notification  of  termination  must  be 
provided  to  the  Participating  Plans  one 
year  in  advance  of  the  termination  of  the 
Separate  Account  During  this  one  year 
period,  Met  will  accept  new  investment 
money  from  Participating  Plans  but  will 
not  allow  new  plans  to  participate  in  the 
Separate  Account.  It  is  represented  that 
during  this  one  year  period  the  Separate 
Account  would  continue  to  function  as 
described  in  this  proposed  exemption, 
would  honor  withdrawal  requests,  and 
would  accept  contributions  and 
transfers  from  Participating  Plans  and 
from  individual  participants.  After  this 
one  year  period  has  ended,  no  new 
money  bom  any  source  would  be  taken 
by  the  Separate  Accoimt 

The  Separate  Account  provides  rules 
and  procedures  applicable  during  the 
Wind  Down  for  the  orderly  redemption 
of  the  Units  under  two  different 
circumstances:  (a)  Those  applicable  to 
redemptions  of  Units  held  by  individual 
participants,  and  Cb)  those  applicable  to 
redemption  of  all  of  the  Units  owned  by 
participating  Plans.  Both  sets  of  rules 
and  procediues  are  disclosed  to  and 
reviewed  by  the  Plan  Fiduciaries  before 
any  plan  invests  in  the  Separate 
Account  It  is  represented  that  the 
application  of  either  set  of  rules  and 
procedures  does  not  involve  the 
exercise  of  discretion  by  Met.  Met  has 
no  authority  with  respect  to  the 
operation  of  the  Separate  Account  that 
would  permit  Met  to  require  any 
individutd  participant  or  any 
Participating  Plan  to  leave  the  Separate 
Account  or  to  reduce  any  individual's  or 
any  Participating  Plan's  level  of 
participation  in  the  Separate  Accoimt  It 
is  represented  that  to  the  extent 
necessary  to  provide  liquidity  in  either 
circumstance,  Met's  General  Account 
will  be  required  to  acquire  Units  from 
the  Separate  Account. 

Under  the  rules  applicable  to  the 
redemption  of  Units  held  by  individual 
participants,  it  is  represented  that  such 
participants  in  any  Participating  Plan 
may  continue  to  withdraw  without 
limitation  from  the  Separate  Account 
during  the  Wind  Down  under  the 
Separate  Account  procedures  described 
in  paragraph  #6  of  this  proposed 
exemption. 

On  the  other  hand.  Met  represents 
that  the  rules  applicable  to  redemptions 
of  the  Units  held  by  Participating  Plans 
during  the  Wind  Down  are  a  function  of 
the  size  of  the  Participating  Plans' 
interests  in  the  Separate  Account  and 
are  similar  to  the  limitations  imposed 
upon  sponsor  initiated  transfers  and 
withdrawals,  as  described  above  in 


paragraph  «6  of  this  proposed 
exemption.  Under  these  nUes,  if  the 
value  of  the  Units  held  by  a 
Participating  Plan  on  the  effective  date 
of  the  termination  of  the  Separate 
Account  (i.e.  at  least  Mie  year  after 
notice  of  termination  has  been  provided 
by  Met),  is  less  than  $5  million,  the 
entire  interest  of  each  such  Participating 
plan  will  be  redeemed.  If  the  value  of 
a  Participating  Plan's  interest  in  the 
Separate  Account  is  in  excess  of  $5 
million  on  the  effective  date  of  the 
termination,  the  distribution  of  the 
value  of  such  Units  shall  be  made  pro 
rata  over  no  longer  than  a  twelve  month 
period.  Under  these  rules,  each  monthly 
payment  over  the  course  of  the  twelve 
month  period  (apart  from  the  final 
payment)  will  be  at  least  $5  miUion. 
During  the  Wind  Down  period  in  order 
to  provide  further  flexibility  for 
Participating  Plans,  the  Separate 
Account  provides  that  any  Participating 
Plan  may  elect  to  defer  redemption  with 
respect  to  its  Units  in  the  Separate 
Account  and  maintain  its  participation 
in  the  final  distribution  of  money  in  the 
Separate  Accovint  to  the  Participating 
Plans  who  choose  to  remain  will  occur 
only  after  all  the  Properties  have  been 
sold.  Under  this  procedure,  the  rules 
discussed  above  for  the  orderly 
redemption  of  Units  in  the  event  the 
Separate  Account  is  terminated  would 
not  be  applied  to  a  Participating  Plan 
that  elects  to  continue  its  investment  In 
the  Separate  Account.  However,  any 
Participating  Plan  which  elects  to  stay 
invested  in  3ie  Separate  Account  could, 
at  any  time  prior  to  the  final 
distribution,  begin  the  redemption  of  its 
Units  in  accordance  with  the  rules 
discussed  above  which  govern 
redemption  of  Units  during  the  Wind 
Down.  Upon  termination  and 
liquidation  of  the  Separate  Account,  any 
Units  held  by  Met  will  be  the  last  Units 
redeemed. 

13.  In  order  to  fulfill  its 
responsibilities  with  respect  to  the 
Separate  Accoimt,  the  Independent 
Fiduciary  receives  a  variety  of  written 
reports  on  a  monthly  basis  (the  Monthly 
Reports)  which  detail  the  activity  in  the 
Separate  Account.  The  information 
contained  in  the  Monthly  Reports 
includes,  but  is  not  limited  to, 
descriptions  of  investment  decisions 
made  by  the  Met  portfolio  manager  of 
the  Separate  Account,  operating  results 
from  the  Properties  (including  variances 
from  projections),  as  well  as  information 
with  respect  to  the  daily  values,  of 
Units,  cash  flow  in  and  out  of  the 
Separate  Account,  and  the  percentage  of 
Units  held  by  Met  in  the  Separate 
Account,  as  of  the  end  of  each  month. 


The  Reports  provide  Information  with 
respect  to  current  values  of  the 
Properties  reflected  in  the  Quarterly 
Updates,  and  the  Monthly  Reviews,  and 
such  incremental  adjustments  in  the 
value  of  the  Units,  as  is  reflected  in  ths 
Daily  Accruals  of  income  and 
expenses.lt  is  represented  that  the 
Independent  Fiauciary  also  receives 
copies  of:  (a)  Annual  audits  of  the 
Separate  Account  prepared  by 
independent  auditors,  (b)  Annual 
Appraisals  prepared  by  independent 
appraisers  and  by  Met,  and  (c)  any  other 
reasonably  available  information  or 
materials  which  Met  believes  to  be 
necessary  or  which  are  requested  by  the 
Independent  Fiduciary.  It  is  represented 
that  the  format  of  the  Monthly  Reports 
are  developed  by  Met  with  assistance 
and  approval  of  the  Independent 
Fiduciary,  and  that  the  materials  in  the 
Monthly  Reports  are  reviewed  in 
regularly  scheduled  meetings  between 
the  Met  portfolio  manager  and  the 
Independent  Fiduciary. 

14.  Landauer  Associates,  Inc. 
(Landauer)  has  been  appointed  by  Met 
to  serve  as  Independent  Fiduciary.  In 
this  regard,  Landauer  has  aclmowledged 
in  writing  that  it  has  assumed  fiduciary 
responsibility  on  behalf  of  the  assets  of 
the  Participating  Plans  invested  in  the 
Separate  Account  Landauer  represents 
that  it  has  undertaken  to  perform  the 
duties  of  the  Independent  Fiduciary 
described  in  this  proposed  exemption 
for  the  exclusive  benefit  of  the 
individual  participants  in  the 
Participating  Plans  and  their 
beneficiaries. 

Landauer  states  that  they  are 
independent  in  that  the  gross  income 
received  by  Landauer  (or  any 
partnership  or  corporation  of  which 
Landauer  is  a  ten  percent  (10%)  or  more 
partner  or  shareholder)  fit>m  Met  and  its 
affiliates  (the  AffiUates)  for  anv  fiscal 
year  ending  during  the  term  of  its 
agreement  to  serve  as  Independent 
Fiduciary  shall  not  exceed  five  percent 
(5%)  of  its  annual  gross  income  from  all 
sources  for  the  preceding  fiscal  year. 
Such  income  limitation  includes  fees  for 
services  rendered  to  the  Separate 
Account  as  the  Independent  Fiduciary 
for  the  proposed  transactions.  Further. 
Landauer  states  that  it  shall  not  (a) 
acquire  any  property  bom,  sell  any 
property  to,  or  borrow  any  funds  from, 
Met  or  any  of  its  Affiliates  during  the 
period  for  which  it  serves  as 
Independent  Fiduciary.  <x  (b)  negotiate 
any  such  transaction  auring  the  period 
that  Landauer  serves  as  the  Independent 
Fiduciary.  ,  -    . , 

Landauer  states  that  it  is  qualified  in 
that  it  has  at  least  five  years  of 
experience  with  respect  to  commercial 
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real  estate  investment.  Landauer  also 
represents  that  it  has  seven  fully-stafled 
offices  in  the  United  States  providing 
professional  real  estate  counseling 
services  nationwide.  In  addition. 
Landauer  has  provided  teanu  of 
specialists  who  advise,  appraise, 
negotiate,  buv.  sell,  lease,  finance,  and 
manage  portrolios  for  business, 
finandaf,  and  non-profit  institutions. 

It  is  represented  mat  each  of  the 
Participating  Plans  was  informed  of  the 
appointment  of  Landauer  as  the 
Inoependent  Fiduciary  for  the  Separate 
Account,  and  information  regarding  the 
role  of  the  Independent  Fiduciary  was 
provided  to  the  Plan  Fiduciaries,  prior 
to  their  decision  to  offer  the  Separate 
Account  as  an  investment  option  \mder 
each  respective  plan.  Fiirther,  it  is 
represented  that  similar  information 
with  respect  to  Landauer  or  any 
successor  Independent  Fiduciary  will  be 
disclosed  to  the  fiduciaries  of  plans- • 
prior  to  the  investment  in  the  Separate 
Account  by  pjans  in  the  future.  A 
decision  by  a  Plan  Fiduciary  on  behalf 
of  a  plan  to  participate  in  the  Separate 
Account  after  full  disclosure  has  been 
made  by  Met  will  constitute  approval 
and  acceptance  of  Landauer  or  any 
successor  Independent  Fiduciary. 

Landauer  has  been  appointed  oy  Met 
to  a  three  (3)  year  term  of  office  which 
is  renewable  for  three  (3)  year  terms 
from  time  to  time  without  limitation. 
The  renewal  of  Landauer's  appointment 
is  subject  to  the  approval  of  the  Plan 
Fiduciaries  of  Participating  Plans  in  the 
Separate  Account.  It  is  represented  that 
Landauer's  appointment  will  not  be 
renewed,  if  twenty-five  percent  (25%)  of 
the  Plan  Fiduciaries  of  Participating 
Plans  in  the  Separate  Account 
disapprove. 

It  u  further  represented  that  Landauer 
wiU  be  subject  to  removal  annually, 
with  or  without  cause,  if  a  majority  of 
the  Units  held  by  Participating  Plans  in 
the  Separate  Account  vote  in  ravor  of 
such  removal,  following  receipt  by  the 
Participating  Plans  of  an  annual  report 
on  the  Separate  Account  which  details 
such  procedure  for  removal.  Met  may 
terminate  Landauer's  appointment  only 
"for  cause."  as  set  forth  in  the  contract 
betvtreen  Met  and  Landauer. 

In  addition.  Landauer's  appointment 
as  Independent  Fiduciary  shall 
terminate  by  Landauer  giving  Met  not 
less  than  180  days  notice  of  resignation 
&t>m  office  in  writing.  In  the  event  that 
Landauer  resigns,  Luidauer's  three  (3) 
year  appointment  is  not  renewed,  or 
Landauer  is  removed  from  its 
responsibilities  as  Independent 
Fidiudary,  Met  will  nominate  a 
successor  and  will  seek  approval  of 
such  nomination  bom  the  Plan 


Fiduciaries,  other  than  Met  acting  in  its 
individual  capacity.  It  is  represented 
that  the  nominee  will  not  be  appointed 
to  serve  as  the  Independent  Fiduciary, 
if  such  nominee  is  disapproved  by  25% 
of  the  Plan  Fiduciaries.  In  the  event  of 
the  disapproval  of  a  nomination,  a  new 
nomination  will  be  made  and  approval 
sought  in  the  same  manner  as  described 
above. 

15.  Landauer  represents  that  it 
understands  the  Separate  Accoxmt 
valuation  procedure,  as  described  in 
paragraphs  #7  and  #8  above.  In 
Languor's  opinion,  it  is  completely 
informed  and  understands  the  need  for 
independence  in  the  essential  valuation 
structure  and  has  scrupulously 
maintained  an  independent  position 
with  regard  to  Met  and  its  staff.  The 
operating  experience  which  Landauer 
has  had  with  the  Separate  Account, 
since  it  was  established,  has  satisfied 
Landauer  that  the  basic  concept  and  the 
structuring  of  the  relationship  between 
Met.  as  investment  manager,  and 
Landauer,  as  Independent  Fiduciary, 
protects  against  any  manipulation  of  the 
Separate  Accovmt  by  Met. 

Landauer  has  pointed  out.  however, 
that  the  valuation  process  is  not  a 
completely  mechanical  one.  Landauer 
represents  that  the  Daily  Accruals  of 
Unit  values  and,  only  to  a  slightly  lesser 
extent,  the  Monthly  Reviews  of  the 
values  of  the  Properties  may  be 
considered  somewhat  mechanical,  as 
such  amounts  are  calculated  by 
computer  based  upon  information 
supplied  by  third  party  managers  of  the 
Properties  and  by  the  appraisers.  With 
respect  to  the  Quarterly  Updates  and 
Annual  Appraisals  performed  by  Met 
and  by  independent  appraisers. 
Landauer  represents  that  the  judgment 
and  perspective  of  the  appraisers  play  a 
major  role  in  the  final  estimation  of 
value,  even  though  a  disciplined 
methodology,  which  is  mathematical  in 
nature,  is  used  consisting  of  different 
approaches  to  value.  Subject  only  to 
Landauer's  discretion  and  judgment  on 
the  facts  and  circumstances  in  a 
particular  situation,  there  are  no 
restrictions,  standards,  or  limitations  on 
Landauer's  right,  as  Independent 
Fiduciary,  to  alter  valuations  received 
from  independent  qualified  appraisers 
and  to  obtain  a  new  independent 
appraisal  of  any  of  the  Properties  at  any 
time.  Landauer  represents  that,  over  the 
period  of  time  since  the  Separate 
Account  was  established,  it  has  asked 
various  independent  appraisers  for  re* 
consideration  of  their  valuation  results 
and  required  additions,  clarifications, 
and  modifications.  It  is  further 
represented  that  whenever  there  has 
been  a  difiiarence  of  opinion  about  any 


particular  valuation,  Met  has  accepted 
and  acceded  to  Landauer's  judgment." 

It  is  represented  that  a  written  record 
is  being  maintained  by  Landauer  of  its 
appraisal  functions  and  the  rationale 
employed  in  estimating  market  value. 
Landauer  also  represents  thatat  believes 
its  monitoring  process  protects  Unit 
holders  to  the  maximum  extent 
possible.  While  carrying  out  its 
responsibilities  as  Independent 
Fimiciary  since  the  establishment  of  the 
Separate  Account,  as  described  above  in 
paragraphs  #9  and  #10.  Landauer 
represents  that  it  has  overseen  the 
quality  of  the  appraisal  functions 
performed  by  Met  and  by  outside 
independent  qualified  appraisers. 
Landauer  states  that  it  has  physically 
observed  the  computer  methodology 
employed  by  Met  in  arriving  at  Unit 
values  set  by  the  Daily  Accruals  and 
Monthly  Reviews  and  has  analyzed  the 
mechanical  calculations.  In  fulfilling  its 
monitoring  function,  Landauer  has  also 
conducted  surprise  visits  and  scheduled 
visits  to  Separate  Account  Properties. 
With  regard  to  monitoring  the  real  estate 
valuation  process,  Landauer  represents 
that  it  has  also  been  and  will  be  in 
contact  with  managing  agents  and 
account  personnel. 

16.  Met.  the  investment  manager  of 
the  Separate  Account,  acknowledges  its 
status  as  a  fiduciary  pursuant  to  section 
3(21)  of  the  Act  with  respect  to  the 
assets  of  the  Participating  Plans  which 
are  invested  in  the  Separate  Account." 


*  In  the  application  Ble  Landauor  providM  an 
example  of  one  such  occasion  where  Landauer 
believed  that  neither  the  appraisals  prepared  by  Met 
nor  the  Annual  Appraisals  preparad  by  an 
independent  qualifiad  appraiser  gave  luffideot 
weight  to  the  limited  income  growth  potential 
inherent  in  the  subject's  long-term  net  lease  and  its 
impact  on  the  value  of  the  asset  to  other  Uka- 
minded  investors.  In  that  instance,  in  the  opinion 
of  Landauer,  the  returns  produced  by  Met's  and  the 
independent  qualified  appraiser's  values,  were  not 
sufficiently  attractive  to  market  the  property  within 
a  reasonable  time  framework.  As  a  leault,  Landauer 
represents  that  it  applied  a  moderately  higher 
Income  capitalization  rate  to  generate  a  slightly 
lower,  yet  more  realistic  estimate  of  market  value 
for  that  property. 

*The  Department  is  not  providing  any  rebef 
herein  with  respect  to  the  fees  charged  by  Met  to 
the  Separate  Account.  In  this  regard.  Met  notes  that 
its  fee  for  serving  as  investment  manager  for  the 
Separata  Account  is  based  upon  1 .23%  of  the  first 
S29  millioa  of  the  net  asset  value  of  the  holdings 
in  the  Separata  Account  and  1.00%  of  any  amount 
in  axcaas  of  $25  million.  For  purposaa  of 
determining  the  net  asset  value  of  holdings  in  the 
Separate  Account,  the  amount  of  any  indebtedness 
of  the  Separata  Account  reduces  the  value  of  the 
Separata  Account  upon  wfaidi  Mel's  fae  is  based. 
All  feea  are  determiited  and  withdrawn  monthly 
from  the  Separata  Acccunt  by  Met  and  are  reflected 
as  a  reductkm  in  the  return  on  the  inlarests  of  tha 
Participating  Ptans  in  the  Separata  Account  Such 
fees  (indudLg  coaUngjincy  chargaa)  aia 
apportioned  among  all  Ifaa  Participating  Plans  in  the 
Separata  Account,  based  upon  aadi  of  the 
Participants  Plana'  dollar  amount  af  tavaatmant 
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As  the  investment  manager  of  the 
Separate  Account.  Met  acquires  and 
disposes  of  the  individual  real  estate 
Properties  which  comprise  the  assets  of 
the  Separate  Account  In  addition  to 
being  empo%vered  as  real  estate 
manager,  Met  has  authority  to  modify 
the  property  selection  criteria, 
consistent  with  the  diversification 
requirements  of  the  Separate  Account. 
Met  also  has  the  power:  (a)  To  leverage 
Properties  with  loans  from  third-party 
lenders  to  the  extent  that  it  is  consistent 
with  prudent  management  of  the 
Separate  Account;  or  (b)  to  cause  the 
Separate  Account  to  participate  in 
transactions  where  an  unrelated  joint 
venture  partner  may  be  involved.  Met 
maintains  that  such  transactions  do  not 
require  separate  relief  under  this 
proposed  exemption.*"  Met  also 
represents  that  the  following 
transactions  have  not  been  and  will  not 
be  permitted  in  the  Separate  Account: 

(a)  Participation  by  Met,  any  Affiliate 
of  Met,  the  General  Account  of  Met,  or 
any  other  Met  separate  account  in  any 
joint  venture  with  the  Separate  Account 
or  in  the  ownership  of  any  of  the 
Properties  in  the  Separate  Account 
either  along  or  together  with  a  joint 
venture  partner: 

(b)  Loans  by  Mefs  General  Account  to 
the  Separate  Account  in  order  to 
leverage  any  purchases  of  the  Properties 
or  otherwise;  and 

(c)  Acquisition  of  Properties  from,  or 
sale  to,  Met's  General  Account  or  any 
other  separate  account  over  which  Met 
has  investment  control. 

It  is  represented  that  sales  or 
purchases  of  Properties  in  the  Separate 
Account  (other  than  at  a  Trigger  Point 
or  termination  of  the  Separate  Account, 
as  previously  described)  do  not  cause 
funds  to  flow  to  or  from  Met's  General 
Account'or  other  separate  accounts  over 
which  Metres  investment  control. 
Rather,  the  proceeds  of  any  sale  of 
Properties  are  reinvested  in  the  Separate 
Account  in  accordance  with  the 
investment  guidelines  of  the  Separate 
Accoimt,  as  established  by  the 
Independent  Fiduciary.  (In  the  event 
that  the  Trigger  Point  is  reached  or  in 
the  event  the  Separate  Account  is 
terminated.  Landauer.  as  the 
Independent  Fiduciary,  has  confirmed 
its  understanding  and  acknowledged 
acceptance  of  its  responsibilities,  as 
discussed  above  in  paragraphs  #11  and 

#12.)  ,     „ 

17.  It  is  represented  that  the  Separate 
Account  is  a  separate  account  within 


the  contemplation  of  section  3(17)  of  the 
Act.  The  Separate  Account  was 
estabUshed  and  is  operated  in 
accordance  with  the  requirements  of 
section  4240  of  the  New  York  Insurance 
Law.  Further.  Met's  attorney's  review  all 
sales  materials  and  disclosures  used  in 
connection  with  aimuity  and  insurance 
products  to  assure  compliance  with  the 
laws  and  regulations  of  New  York  and 
other  states.  The  Separate  Account  is 
not  registered  with  the  Securities  and 
Exchange  Commission,  because  Met 
represents  that  it  reUes  on  appUcable 
exemptions  from  the  registraUon 
requirements  of  the  Investment 
Company  Act  of  1940  and  the  Securities 
Act  of  1933. 

18.  Plans  first  began  partidpatmg  in 
the  Separate  Account  on  September  8, 
1989  It  is  represented  that  the  decision 
to  acquire  Units  by  the  Participating 
Plans  in  the  Separate  Account  has  been 
and  will  be  made  by  independent  Plan 
Fiduciaries  without  influence  or  control 
by  Met.  It  is  represented  that  the  initial 
members  of  the  Separate  Account  were 
tax  qualified  plans.  Specifically,  Met 
notes  that  the  Separate  Account  was 
designed  for  defined  contribution  plans 
(the  D.C.  Plans)  which  are  Tjualified 
under  section  401(a)  of  the  Code.  The 
Metropolitan  Savings  and  Investment 
Plan  and  similar  plans  of  Met's 
subsidiaries  (the  Met  Savings  Plans)  also 
participate  in  the  Separate  Account.  As 
of  May  31, 1992,  the  Met  Savings  Plans' 
Units  in  the  Separate  Account 
represented  approximately  11.15%  of 
the  net  asset  value  of  the  Separate 
Account.  As  of  December  31, 1991, 
participation  in  the  Separate  Account 
represented  approximately  .9%  of  the 
total  assets  of  the  Met  Savings  Plans.  It 
is  represented  that  this  portion  of  the 
Separate  Account  held  by  the  Met 
Savings  Plans  is  not  anticipated  to 
increase  greatly.** 

Also  included  in  the  category  of 
qualified  plans  eligible  to  invest  in  the 
Separate  Accoimt  are  certain  teachers' 
plans  which  comply  with  the 


•<»The  Department  U  expressing  no  opinion 
whether  any  $udi  transactions  would  violate 
section  406  of  the  Act  and  is  oflering  no  relief  for 
transactions  other  than  those  proposed. 


"  Met  represents  that  the  acquisition  by  the  Met 
Savings  Plans  of  Units  in  the  Separate  Account 
should  not  violate  section  406  (a)  and  (b)  of  the  Act, 
by  reason  of  the  sUtutory  exemption  contained  in 
section  408(b)(5)  of  the  Act  In  this  regard.  Met  also 
notes,  that  Advisory  Opinion  No.  79-79A,  dated 
November  7. 1979.  held  that  the  amendment  of  an 
annuity  contract  and  the  concomitant  transfer  of 
assets  from  one  separate  account  to  another  would 
be  exempt  from  the  prohibited  transaction 
provisions  of  section  406(a)(1).  and  406(b)(1)  and 
(406(b)(2)  under  section  408(b)(5).  if  the  conditions 
of  section  408(bK5)  are  met.  including  the  condition 
that  no  more  than  adequate  consideration  is 
charged.  The  Department,  is  offering  no  view  herein 
as  to  whether  the  acquisiUon  by  the  Met  Savings 
Plans  of  Units  In  the  Separate  Account  is  covered 
by  the  statutory  exemption  provided  in  section 
40e(b)(5). 


requirements  of  section  403(b)  of  the 
Code.  In  addition  to  qualified  ERISA 
plans.  Met  believes  that  non-ERISA 
plans',  sudi  as  government  sponsored 
plans,  which  meet  the  requirements  of 
section  414(d)  of  the  Code  and  which 
have  long  been  participants  in  separate 
accounts  maintained  by  Met  and  other 
insurance  carriers,  also  should  be 
afforded  the  opportunity  to  participate 
in  the  Separate  Account.  Met  has 
represented  its  imderstanding  that  this 
proposed  exemption,  if  granted,  will 
apply  only  to  those  Participating  Plans 
that  are  subject  to  section  406  of  the  Act 
and/or  section  4975  of  the  Code. 

It  is  anticipated  that  the  principal 
investors  in  the  Separate  Account  will 
be  D.C  Plans  under  which  individual 
participants,  subject  to  the  respective 
limitations  set  forth  by  such  plans,  are 
afforded  the  opportunity  to  direct  the 
investment  of  their  account  balances 
among  a  series  of  investment 
alternatives.  However,  Met  believes  that 
the  Separate  Account  can  also  be  useful 
to  D.C.  Plans  that  maintain  "balanced 
funds",  also  subject  to  participant 
election,  where  the  Plan  Fiduciary  for 
the  balanced  hmd  determines  to  acquire 
an  interest  in  the  Separate  Account. 
Althou^  participants  in  such 
"balanced  funds"  would  not  have  the 
direct  authority  to  contribute  to  or 
withdraw  contributions  &t)m  the 
Separate  Account,  their  ability  to  direct 
investments  with  respect  to  a  "balanced 
fund  "  which  includes  an  interest  in  the 
Separate  Account  gives  rise  to  the  same 
requirements  fol  liquidity  as  exist  in 
participant  directed  D.C.  Plans.  It  is 
'represented  that  contribution  and 
withdrawal  requests  with  respect  to  the 
Separate  Account  will  be  received  by 
Met  periodically  with  respect  to  each  of 
the  Participating  Plans  at  the  direction 
of  Plan  Fiduciaries  or  authorized 
recordkeepers.  It  is  represented  that  the 
individual  records  for  each  participant 
in  each  of  the  Participating  Plans  is  the 
responsibility  of  the  Plan  Fiduciaries. 
However,  Met  represents  that  it  retains 
the  right  to  audit  such  records. 

Met  represents  that,  as  of  June  30, 
1992,  there  were  a  total  of  forty-nine 
(49)  plans  participating  in  the  Separate 
Account.  Of  this  number,  it  is 
represented  that  there  were  twenty- 
seven  (27)  Participating  Plans  in  the 
Separate  Account,  as  of  the  end  of  1990. 
In  addition,  eleven  (11)  plans  began 
participating  in  1991,  and  fifteen  (15) 
more  began  participating  by  the  middle 
of  July  1992.  The  net  asset  value  of  the 
Units  held  by  all  thf  plans  participating 
in  the  Separate  Account,  as  of  May  31. 
1992,  was  $17.1  miUion.  This  amount 
represented  approximately  16.3%  of  the 
total  net  assets  of  the  Separate  Account. 


if'. 
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The  remaining  portion  of  the  assets  of 
the  Separate  Account  is  held  by  Met's 
General  Account. 

It  is  represented  that  none  of  the 
Participating  Plans  had  withdrawn  from 
the  Separate  Accoimt  prior  to  February 
1991;  however,  since  mat  time,  Met 
represents  that  four  plans  have  done  so. 
The  dates  of  withdrawals  and  the 
amounts  involved  are  represented  to  be 
as  follows: 

1.  February.  1991— $504,382 

2.  September,  1991— $89,430 

3.  September.  1991— $2,746 

4.  February.  1991— $838 

In  addition  to  the  above  withdrawals 
by  Participating  Plans,  it  is  represented 
that  on  several  occasions  during  the 
operation  of  thd  Separate  Account  net 
withdrawals  by  individual  participants 
of  Participating  Plans  on  a  given  date 
have  exceeded  net  contributions  to  the 
Separate  Account,  such  that  Met  has 
been  required  to  acquire  Units  of  the 
Separate  Account  in  order  to  provide 
liquidity  to  fund  such  withdrawals.  Met 
represents  that  the  first  instance  of  such 
occiirred  on  September  21. 1989.  and  for 
this  reason.  Met  has  requested 
retroactive  exemption  relief  to  become 
effective  as  of  that  date. 

It  is  represented  that  Met  maintains  a 
separate  record  of  the  Units  it  acquired 
as  a  result  of  providing  liquidity  to  fund 
such  withdrawals  and  intends  to 
redeem  such  Units  from  the  Separate 
Account  only  after  the  Units  which  Met 
acquired  from  contributions  of  Seed 
Money  have  been  redeemed  as  a  result 
of  net  contributions  from  Participating 
Plans. 

19.  Before  electing  to  establish  the 
Separata  Account  as  an  investment 
alternative,  it  is  represented  that  the 
Plan  Fiduciaries  of  any  plans  interested 
in  participating  in  the  Separate  Account 
were  and  are  provided  with  a  full 
disclosure  concerning  the  investment 
guidelines,  structure,  the  manner  of 
operation  and  administration  of  the 
Separate  Account,  and  the  procedures 
for  withdrawal,  transfer,  distribution, 
and  payout  applicable  to  the  Separate 
Account.  Plan  Fiduciaries  were  and  are 
provided  with  the  expense  and  fee 
provisions  of  the  Separate  Account, 
(including  but  not  limited  to  a 
description  of  the  services  provided  by 
Met  and  an  estimate  of  the  amount  of 
the  fees),  together  with  appropriate 
financial  statements,  (including  but  not 
limited  to  the  most  recent  audited 
annual  report,  income  statement,  and 
balance  sheet),  and  as  of  the  end  of  the 
most  recent  fiscal  period  of  the  Separate 
Account,  a  schedule  of  fees  paid,  a  list 
of  the  buy/sells  of  Properties,  and  a  list 
of  the  assets  in  the  Separate  Account. 


Thereafter,  such  Plan  Fiduciaries  have 
received  and  will  receive  monthly 
valuation  reports  and  quarterly  reports 
on  the  Separate  Account  which  include 
a  financial  statement  of  the  Separate 
Account  and  a  list  of  current  holdings. 
In  addition,  the  Plan  Fiduciaries  receive 
any  reasonably  available  information 
which  Met  reasonably  believes  to  be 
necessary  or  which  the  Plans 
Fiduciaries  reasonably  request  in  order 
to  determine  whether  any  plan  should 
purchase,  sell,  or  continue  to  hold  Units 
in  the  Separate  Account. 

Notice  to  Interested  Persons 

Those  persons  who  may  be  interested 
in  the  pendency  of-the  requested 
exemption  include  Plan  Fiduciaries  and 
individual  participants  of  Participating 
Plans  which  have  invested  or  may 
invest  in  the  Separate  Account.  Because 
it  is  represented  that  Met  does  not  know 
which  plans  or  participants  may  choose 
fit>m  time  to  time  in  the  future  to  invest 
in  the  Separate  Account,  and  because 
some  Participating  Plans  and  some 
mdividual  participants  have  invested  in 
the  Separate  Account  and  have 
withdrawn.  Met  does  not  know  the 
number  of  plans  or  individual 
participants  and  beneficiaries  which 
therefore  may  be  affected  by  the 
requested  exemption.  In  addition, 
because  the  maintenance  of  an  account 
of  the  type  such  as  the  Separate  Account 
requires  a  substantial  pool  of  assets  and 
a  correspondingly  large  participant  base, 
it  would  be  expected  and  intended  that 
many  thousands  of  individuals  may 
have  invested  or  may  be  invested,  or 
may  ultimately  invest  in  the  Separate 
Account.  Accordingly,  the  Department 
has  determined  that  the  only  practical 
form  of  providing  notice  to  interested 
persons  is  the  distribution,  by  Met.  of  a 
copy  of  the  notice  of  pendency  of  this 
proposed  exemption  (the  Notice), 
within  fifteen  (15)  days  of  the  date  of 
the  publication  of  such  Notice  in  the 
Federal  Register  to:  (1)  The  Plan 
Fiduciaries  of  any  Participating  Plans 
which  in  the  past  have  participated  in 
the  Separate  Account  but  which  are  no 
longer  invested  in  the  Separate  Account; 
and  (2)  to  the  Plan  Fiduciaries  of 
Participating  Plans  which  are  invested 
in  the  Separate  Account  on  the  date  of 
the  publication  of  the  Notice  in  the 
Federal  Register.  Such  distribution  to 
interested  persons  shall  inform 
interested  persons  of  their  right  to 
comment  and  to  request  a  hearing,  and 
shall  include  a  copy  of  the  Notice,  as 
published  in  the  Federal  Register. 
Further,  with  respect  to  all  plans  which 
in  the  future  contemplate  investing  in 
the  Separate  Account,  distribution  of  a 
copy  of  the  Notice  and.  if  the  exemption 


has  been  granted,  a  copy  of  the  grant,  as 
published  in  the  Fodaral  Kvgister.  will 
occiir  at  least  thirty  (30)  days  prim  to 
the  investment  of  any  such  plan  in  the 
Separate  Account. 

General  Information 

The  attention  of  interested  persons  is 
directed  to  the  following: 

(1)  The  fact  that  a  transaction  is  the 
subject  of  an  exemption  under  section 
408(a)  of  the  Act  and  section  4975(c)(2) 
of  the  Code  does  not  reUeve  a  fiduciary 
or  other  party  in  interest  or  disqualified 
person  from  certain  other  provisions  of 
the  Act  and  the  Code,  including  any 
prohibited  transaction  provisions  to 
which  the  exemption  does  not  apply 
and  the  general  fiduciary  responsibility 
provisions  of  section  404  of  the  Act, 
which  among  other  things  require  a' 
fiduciary  to  discharge  his  duties 
res{>ecting  the  plan  solely  in  the  interest 
of  the  participants  and  beneficiaries  of 
the  plan  and  in  a  prudent  fashion  in 
accordance  with  section  404(a)(1)(B)  of 
the  Act;  nor  does  it  affect  the 
requirement  of  section  401(a)  of  the 
Code  that  the  plan  must  operate  for  the 
exclusive  benefit  of  the  employees  of 
the  employer  maintaining  the  plan  and 
their  beneficiaries; 

(2)  The  proposed  exemption,  if 
granted,  will  not  extend  to  transactions 
prohibited  under  section  406(b)(3)  of  the 
Act  and  section  4975(c)(1)(F)  of  tiie 
Code; 

(3)  Before  an  exemption  may  be 
granted  under  section  408(a)  of  the  Act 
and  section  4975(c)(2)  of  the  Code,  the 
Department  must  find  that  the 
exemption  is  administratively  feasible, 
in  the  interest  of  the  plan  and  of  its 
participants  and  beneficiaries  and 
protective  of  the  rights  of  participants 
and  beneficiaries  of  the  plan;  and 

(4)  The  proposed  exemption,  if 
granted,  will  be  supplemental  to,  and 
not  in  derogation  of,  any  other 
provisions  of  the  Act  and  the  Code, 
including  statutory  or  administrative 
exemptions.  Furthermore,  the  fact  that  a 
transaction  is  subject  to  an 
administrative  or  statutory  exemption  is 
not  dispositive  of  whether  the 
transaction  is  in  fact  a  prohibited 
transaction.  ^  , 

Written  Comments  and  Hearing 
Requests 

All  interested  persons  are  invited  to 
submit  written  comments  or  requests  for 
a  hearing  on  the  pending  exemption  to 
the  address  above,  within  the  time 
period  set  forth  above. 

All  comments  will  be  made  a  part  of 
the  record.  Comments  received  will  be 
available  for  public  inspection  with  the 
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application  for  exemption  at  the  address 
set  forth  above. 

Proposed  Exemption 

Based  on  the  facts  and  representations 
set  forth  in  the  application,  the 
Department  is  considering  granting  the 
requested  exemption  under  the 
authority  of  section  408(a)  of  the  Act 
and  section  4975(c)(2)  of  the  Code  and 
in  accordance  with  the  procedures  set 
forth  in  ERISA  Procedure  75-1  (40  FR 
18471.  April  28. 1975). 

Section  I— Exemption  for  Certain 
Transactions  Involving  the  Purchase 
and  Sale  of  Units  of  the  Separate 
Account  by  Met 

If  the  exemption  is  granted,  the 
restrictions  of  section  406(a).  406(b)(1). 
and  406(b)(2)  of  the  Act  and  the 
sanctions  resulting  from  the  application 
of  section  4975  of  the  Code  by  reason  of 
section  4975(c)(1)  (A)  through  (E)  of  the 
Code  shall  not  apply  to  the  following 
transactions  described  below,  if  each  of 
the  conditions  set  forib  in  Section  III  is 
met. 

(a)  The  purchase  of  Units  of  the 
Separate  Account  by  Met.  during  the 
Start  Up  Period,  in  the  event  of  net 
withdrawals  from  the  Separate  Account; 

(b)  The  sale  of  Units  by  Met,  during 
the  Start  Up  Period,  following  any 
purchases  described  in  Section  1(a) 
above,  in  the  event  of  net  contributions 
to  the  Separate  Account;  and 

(c)  The  purchase  and  sale  of  Units  of 
the  Separate  Account  by  Met  in  the 
event  of  new  withdrawals  from  the 
Separate  Account  or  net  contributions  to 
the  Separate  Account,  following  the 
termination  of  the  Start  Up  Period. 

Section  U— Exemption  for  Certain 
Transactions  Involving  Sales  of 
Properties  in  the  Separate  Account  and 
the  Purchase  ofMet's  Units  of  the 
Separate  Account 

If  the  exemption  is  granted,  the 
restrictions  of  sections  406(a),  406(b)(1), 
and  406(b)(2)  of  the  Act  and  the 
sanctions  resulting  frtim  the  application 
of  section  4975  of  the  Code  by  reason  of 
section  4975(c)(1)  (A)  through  (E)  of  the 
Code  shall  not  apply  to  the  use  of 
Available  Cash  in  the  Separate  Account, 
or  to  the  sale  of  Properties  owned  by  the 
Separate  Account,  for  the  purpose  of  the 
Separate  Account's  purchasing  Units 
held  by  Met  in  connection  with  a 
decrease  in  Met's  participation  in  the 
Separate  Account  after  the  Trigger  Point 
has  been  met  or  during  the  Wind  Down 
of  the  Separate  Account;  provided  that 
the  conditions  set  forth  in  Section  III  are 
met. 


Section  lU— General  Conditions 

The  exemption  is  conditioned  upon 
Met's  adherence  to  the  material  facts 
and  representations  described  in  this 
Notice  and  upon  satisfaction  of  the 
following  requirements: 

(a)  The  decision  to  participate  in  the 
Separate  Account  by  a  plan,  other  than 
the  Met  Savings  Plans,  has  been  and 
will  be  made  by  Plan  Fiduciaries  who 
are  unrelated  to  Met  and  its  Affiliates; 

(b)  Each  Property  in  the  Separate 
Account  has  been  and  will  be  valued  at 
least  annually  by  an  independent 
appraiser; 

(c)  No  Properties  have  been  or  will  be 
purchased  for  the  Separate  Account 
during  the  Start  Up  Period  with  plan 
contributions  or  monies  other  than 
Met's  Seed  Money,  and  neither 
Available  Cash  nor  the  proceeds  from 
sales  of  Properties  in  the  Separate 
Account  have  been  or  will  be  used  to 
redeem  Met's  Units  during  the  Start  Up 
Period; 

(d)  Prior  to  investment  in  the  Separate 
Account  by  any  plan,  except  as 
otherwise  specified  below  in  paragraph 
(d)(9)  of  this  Section  ffl.Met  will 
furnish  the  Plan  Fiduciaries  with: 

(1)  Full  disclosure  concerning  the" 
investment  guidelines,  structure, 
manner  of  operation,  administration  of 
the  Separate  Account,  the  method  of 
valuation  applicable  to  the  Units,  and 
the  method  of  valuation  applicable  to 
the  assets  of  the  Separate  Account, 

(2)  A  written  description  of  potential 
conflicts  of  interest  that  may  result  from 
Met's  acquisition,  purchase,  retention, 
redemption,  or  sale  of  Units  in  the 
Separate  Account, 

(3)  The  rules  and  procedures  for 
withdrawal,  transfer,  redemption, 
distribution,  and  payout  applicable 
throughout  the  term  of  the  Separate 
Account  to  Met,  to  the  Participating 
Plans  in  the  Separate  Account,  and  to 
individual  participants  of  the 
Participating  Plans. 

(4)  The  expense  and  fee  provisions  of 
the  Separate  Account,  (including  but 
not  limited  to  a  description  of  any 
services  rendered  by  Met,  a  schedule  of 
fees  for  such  services,  and  an  estimate 
of  the  amount  of  fees  paid  by  the 
Separate  Account  annually). 

(5)  A  list  of  all  assets  in  the  Separate 
Account,  as  of  the  end  of  the  most 
recent  fiscal  period  of  the  Separate 
Account,  and  a  list  of  the  Properties 
which  the  Separate  Account  has  bought 
or  has  sold  within  twelve  months  prior 
to  the  end  of  the  most  recent  fiscal 
period  of  the  Separate  Account. 

(6)  The  appropriate  financial 
statements  pertaining  to  the  Separate 
Account,  (including  but  not  limited  to 


the  most  recent  audited  aiuiual  report, 
an  income  statement,  and  a  balance 
sheet), 

(7)  Copies  of  the  most  recent  monthly 
reports  on  the  Separate  Account  and  the 
most  recent  monthly  reviews  and  the 
quarterly  updates  of  the  valuation  of  the 
Separate  Account  (including  a  list  of  the 
holdings  of  the  Separate  Account  during 
those  periods). 

(8)  Any  reasonably  available 
information  which  Met  believes  to  be 
necessary  or  which  the  Plan  Fiduciaries 
reasonably  request  in  order  to  determine 
whether  any  plan  should  acquire  Units 
in  the  Separate  Account,  and 

(9)  Upon  publication  of  this  Notice,  a 
copy  of  such  Notice,  as  it  appears  in  the 
Federal  Register,  shall  be  provided  to 
Plan  Fiduciaries  for  all  Participating 
Plans  which  were  invested  or  are  at  the 
time  invested  in  the  S^arate  Account. 
If  this  proposed  exemption  is  granted, 
the  Plan  Fiduciaries  of  all  Participating 
Plans  which  were  invested  or  which  are 
at  the  time  invested  in  the  Separate 
Account  shall  receive  upon  publication 
of  the  grant  a  copy  of  such  grant,  as  it 
appears  in  the  Federal  Register.  If 
subsequent  to  the  grant,  any  plans 
choose  to  invest  in  the  Separate 
Account,  such  plans  will  be  provided, at 
least  thirty  (30)  days  prior  to  the 
investment  in  the  Separate  Account  by 
such  plans,  with  copies  of  both  the 
Notice  and  the  granites  such  documents 
appeared  upon  puj^lication  in  the 
Federal  Register. 

(e)  Met  periodically  makes  available 
information  which  Met  reasonably 
believes  to  be  necessary  or  which  the 
Plan  Fiduciaries  reasonably  request  in 
order  to  determine  whether  any  plan 
should  buy.  sell  or  continue  to  hold 
Units  in  the  Separate  Account. 

(f)  An  Independent  Fiduciary  has 
been  appointed  coincident  with  the  start 
of  operations  of  the  Separate  Account. 
The  Independent  Fiduciary's 
responsibilities  include  but  are  not 
limited  to: 

(1)  Reviewing  and  approving 
investment  guidelines  established  by 
Met  for  the  Separate  Account  and 
approving  any  changes  to  such 
guidelines; 

(2)  Monitoring  the  conformity  of  the 
Properties  acquired  for  the  Separate 
Account  to  the  requirements  of  such 
guidelines; 

(3)  Reviewing  and  approving  the 
valuation  procedures  for  the  Separate 
Account  and  approving  changes  in  such 
procedures; 

(4)  Reviewing  and  approving  the 
valuation  of  the  Units  in  the  Separate 
Account  and  of  the  Properties  held  in 
the  Separate  Account,  as  described  in 
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the  summary  of  facts  and 
representations; 

(5)  Approving  the  appointment  of  all 
independent  appraisers  retained  by  Met 
to  perform  periodic  valuations  of  the 
Properties  in  the  Separate  Account; 

(6)  Requiring  appraisals  in  addition  to 
those  normally  conducted  whenever  the 
Independent  Fiduciary  believes  that  the 
characteristics  of  any  of  the  Properties 
have  changed  materially,  or  with  respect 
to  any  of  the  Properties,  whenever  it 
deems  an  additional  appraisal  to  be 
necessary  or  appropriate  in  order  to 
assure  the  correct  valuation  of  the 
Separate  Account; 

(7)  Reviewing  the  purchases  and  sales 
of  Units  by  Met  and  the  Participating 
Plans  in  the  Separate  Account  to  assure 
that  the  correct  values  of  the  Units  and 
of  the  Separate  Account  are  applied; 

(8)  Following  the  termination  of  the 
Start  Up  Period,  determining  the 
appropriate  Trigger  Point  with  respect 
to  Met's  ongoing  ownership  of  Units, 
establishing  a  method  to  implement  any 
changes  in  such  Trigger  Point,  adjusting 
the  percentage  which  serves  as  the 
Trigger  Point,  approving  or  requiring 
any  reduction  of  Met's  interest  in  the 
Separate  Account,  and  approving  the 
manner  in  which  such  reduction  of 
Met's  participation  in  the  Separate 
Account  in  excess  of  the  Trigger  Point 
is  to  be  effected; 

(9)  In  the  event  the  Trigger  Point  is 
reached,  participating  in  the  planning  of 
any  program  of  sales  of  the  assets  of  the 
Separate  Account,  including  the 
selection  of  the  Properties  to  be  sold,  the 
guidelines  to  be  followed  in  making 
such  sales,  and  the  approval  of  such 
sales,  if  in  the  opinion  of  the 
Independent  Fiduciary,  such  sales  are 
desirable  at  the  Trigger  Point  to  reduce 
Met's  ownership  of  Units  in  the 
Separate  Account  or  to  facilitate  the 
Wind  Down; 

(10)  Supervising  the  operation  of  the 
Separate  Account  during  the  Wind 
Down; 

(11)  During  the  Wind  Down,  planning 
any  program  of  sales  of  the  assets  of  the 
Separate  Account,  including  the 
selection  of  the  Properties  to  be  sold,  the 
guidelines  to  be  followed  in' making 
such  sales,  and  approving  the  sale  of  the 
Properties  in  the  Separate  Account,  in 
the  event  of  the  termination  of  the 
Separate  Account,  if  in  the  opinion  of 
the  Independent  Fiduciary,  such  sales 
are  desirable  to  facilitate  the  Wind 
Down;  and 

(12)  Reviewing  any  other  transactions 
or  matters  involving  the  Separate 
Account  that  are  submitted  to  the 
Independent  Fiduciary  by  Met  and 
determining  whether  such  transactions 
or  matters  are  fair  to  the  Separate 


Account  and  in  the  best  interest  of  the 
Separate  Account. 

(g)  The  proposed  exemption  is  also 
subject  to  the  condition  that  the 
following  transactions  involving  the 
Separate  Account  have  not  occurred  and  . 
will  not  occur: 

(1)  Participation  by  Met,  any  Affiliate 
of  Met,  Met's  General  Account,  or  any 
other  separate  account  over  which  Met 
has  investment  control  in  any  joint 
venture  with  the  Separate  Accountr^or 
in  the  ownership  of  any  of  the 
Properties  of  the  Separate  Account, 
either  alone  or  togeOier  with  a  joint 
venture  partner. 

(2)  Lending  of  funds  by  Met's  General 
Account  to  the  Separate  Account  in 
order  to  leverage  any  purchase  of  any  of 
the  Properties,  or  otherwise. 

(3)  Acquisition  of  any  Properties  from 
or  sale  of  any  Properties  to  Met's 
General  Account  or  any  other  separate 
account  over  which  Met  has  investment 
control. 

(h)  Met  must  maintain  for  a  period  of 
six  (6)  years  from  the  date  of  any 
transaction,  the  records  necessary  to 
enable  the  persons  described  in 
paragraph  (i)  of  this  Section  III  to 
determine  whether  the  conditions  of 
this  exemption  have  been  met. 
However,  a  prohibited  transaction  will 
not  be  considered  to  have  occurred  if. 
due  to  circumstances  beyond  the  control 
of  Met  or  its  Affiliates,  the  records  are 
lost  or  destroyed  prior  to  the  end  of  the 
six-year  period,  and  no  parties  in 
interest,  other  than  Met  and  its 
Affiliates,  shall  be  subject  to  the  civil 
penalty  that  may  be  assessed  under 
section  502(i)  of  the  Act,  or  to  the  taxes 
imposed  by  section  4975  (a)  and  (b)  of 
the  Code,  if  the  records  are  not 
maintained,  or  are  not  available  for 
examination  as  required  by  paragraph  (i) 
below. 

(i)(l)  Except  as  provided  in 
subparagraph  (2)  of  this  subsection  (i) 
and  notwithstanding  any  provisions  of 
subsection  (a)(2)  and  (b)  of  section  504 
of  the  Act,  the  records  referred  to  in 
paragraph  (h)  of  this  Section  III  are 
unconditionally  available  at  their 
customary  location  for  examination 
during  normal  business  hours  by: 

(A)  Any  duly  authorized  employee  or 
representative  of  the  Department  or  the 
Internal  Revenue  Service, 

(B)  Any  Plan  Fiduciary  of  a 
Participating  Plan  in  the  Separate 
Account  who  has  authority  to  acquire  oir 
dispose  of  the  interest  of  such 
Participating  Plan,  or  any  duly 
authorized  employee  or  representative 
of  such  Plan  Fiduciary, 

(C)  Any  contributing  employer  to  any 
Participating  Flan  in  the  Separate 
Account  or  any  duly  authorized 


employee  or  representative  of  such    ' 
employer,  and 

(D)  Any  participant  or  beneficiary  of 
any  Participating  Plan  in  the  Separate 
Account,  or  any  duly  authorized 
employee  or  representative  of  such 
participant  or  beneficiary. 

(2)  None  of  the  persons  described  in 
subparagraphs  (B)  through  (D)  of  this 
paragraph  (i)  shall  be  authorized  to 
examine  trade  secrets  of  Met,  any  of  its 
Affiliates,  or  commercial  or  financial 
information  which  is  privileged  or 
confidential. 

Section  IV^Definitions 

For  purposes  of  this  exemption: 

(a)  "Affiliate"  of  Met  includes:  • 

(1)  Any  person  directly  or  indirectly, 
through  one  or  more  intermediaries, 
controlling,  controlled  by.  or  under 
common  qontrol  with  Met, 

(2)  Any  officer,  director  or  employee 
of  Met,  or  of  a  person  described  above 
in  paragraph  (a)(1)  of  Section  IV,  and 

(3)  Any  partnership  in  which  Met  is 
a  partner. 

(b)  "Control"  means  the  power  to 
exercise  a  controlling  influence  over  the 
management  or  policies  or  a  person 
other  than  an  individual. 

(c)  "Available  Cash"  means  the 
income  and  other  amounts  received  by 
the  Separate  Account  from  rents  and 
other  sources,  such  as  temporary 
investments,  that  are  not  required  to  be 
held  for  projected  expenses  with  respect 
to  the  Separate  Account.  Such  term  does 
not  include  net  contributions  from 
Participating  Plans. 

(d)  "Independent  Fiduciary"  means  a 
person  who: 

(1)  Is  not  an  Affiliate  of  Met,  as 
defined  in  Section  IV(a); 

(2)  Does  not  have  an  ownership 
interest  in  Mel  or  its  Affiliates; 

(3)  Is  not  a  corporation  or  partnership 
in  which  Met  or  any  of  its  Affiliates  has 
an  ownership  interest; 

(4)  Is  not  a  fiduciary  with  respect  to 
any  Participating  Plan  in  the  Separate 
Account: 

(5)  Has  acknowledged  in  writing 
acceptance  of  fiduciary  responsibility; 
and 

(6)  Is  either: 

(i)  a  business  organization  which  has 
at  least  five  (5)  years  of  experience  with 
respect  to  commercial  real  estate 
investments  or  other  appropriate 
experience;  < 

(ii)  a  committee  comprised  of  three  to 
five  individuals  who  each  have  had  at 
least  five  (5)  years  of  experience  with  , 
respect  to  commercial  real  estate 
investments  or  other  appropriate 
experience,  or 

(iii)  a  committee  comprised  both  of  a 
business  organization  or  organizations 
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means  a 


and  individuals  have  the  quahfications 
described  in  paragraphs  (d)(l-5)  of 
Section  FV  above. 

For  purposes  of  this  definition,  no 
organization  or  individual  may  serve  as 
an  Independent  Fiduciary  for  fhe 
Separate  Account  for  any  fiscal  year,  if 
the  gross  income  received  from  Met  or 
its  Affiliates  by  such  organization  or 
individual  (or  by  any  partnership  or 
corporation  of  which  such  organization 
or  individual  is  an  officer,  director,  or 
ten  percent  (10%)  or  more  partner  or 
shareholder)  for  that  fiscal  year  exceeds 
five  percent  (5%)  of  its  or  his  annual 
gross  income  from  all  sources  for  the 
prior  fiscal  year.  If  such  organization  or 
individual  had  no  income  for  the  prior 
fiscal  year,  the  5%  limitation  shall  be 
applied  with  reference  to  the  fiscal  year 
in  which  such  organization  or 
individual  serves  as  an  Independent 
Fiduciary.  The  income  limitation  will 
include  services  rendered  to  the 
Separate  Account  as  Independent 
Fiduciary,  as  described  in  this  proposed 
exemption. 

In  addition,  no  organization  or 
individual  who  is  an  Independent 
Fiduciary,  and  no  partnership  or 
corporation  of  which  such  organization 
or  individual  is  an  officer,  director,  or 
ten  percent  (10%)  or  more  partner  or 
.shareholder,  may: 

(1)  Acquire  any  property  from,  sell 
any  property  to,  or  borrow  any  funds 
from,  Met,  its  Affiliates,  or  any  separate 
account  maintained  by  Met  or  its 
Affiliates,  during  the  period  that  such 
organization  or  individual  serves  as  an 
independent  fiduciary  and  continuing 
for  a  period  of  six  (6)  months  after  such 
organization  or  individual  ceases  to  be 
an  Independent  Fiduciary;  or 

(2)  Negotiate  any  such  transaction, 
described  above  in  paragraph  (d)(1)  of 
Section  IV  during  the  period  that  such 
organization  or  individual  serves  as 
Independent  Fiduciary. 

No  Flan  Fiduciary'  or  sponsor  of  a 
Participating  Plan  or  a  designee  of  such 
Plan  Fiduciary,  sponsor,  or  Participating 
Plan  may  serve  as  the  Independent 
Fiduciary  with  respect  to  the  Separate 
Account. 

(e)  "Met  Savings  Plans"  means  the 
Metropolitan  Savings  and  Investment 
Plan  sponsored  by  Met  and  similar 
defined  contribution  plans  sponsored  by 
Met's  subsidiaries. 

(f)  "Participating  Plan"  or 
"Participating  Plans"  means  a  plan 
qualified  pursuant  to  section  401(a)  or 
403(b)  of  the  Code  which  may 
participate  in  ownerships  of  Units  in  the 
Separate  Account  and  which  are  subject 
to  section  406  of  the  Act  and  section 
4975  of  the  Code. 


(g)  "Plan  Fiduciary"  or  "Plan 
Fiduciaries"  means  the  individual 
fiduciary  or  fiduciaries  acting  on  bdialf 
of  each  of  the  Participating  Plans  that 
invest  in  the  Separate  Account 

(h)  "Properties"  means  the 
geographically  dispersed  small-  to 
medium-sized  retail  and  office 
buildings,  light  industrial  facilities,  and 
residential  apartment  space,  ranging  in 
value  up  to  $15  million  with  good 
operating  income  which  Met  has 
acquired  or  will  acquire  on  behalf  of  the 
Participating  Plans  which  invest  in  the 
Separate  Account. 

(i)  "Seed  Money"  means  the  total 
amount  (not  to  exceed  $100  million) 
actually  contributed  by  Met  to  the 
Separate  Account  for  the  purpose  of 
acquiring  Properties. 

())  "Separate  Account"  means  the  real 
estate  equity  pooled  separate  account 
invested  in  by  plans,  as  described 
herein. 

(k)  "Start  Up  Period"  means  a  period 
which  began  on  December  21, 1988,  the 
date  on  which  Properties  were  first 
acquired  by  the  Separate  Account;  and 
will  end  on  the  earliest  to  occur  of:  (1) 
The  expiration  of  four  years  following 
the  beginning  of  the  Start  Up  Period;  or 
(2)  the  first  date,  after  the  total  value  of 
the  Separate  Account  has  reached  $100 
million,  on  which  the  percentage  of  the 
total  number  of  Units  in  the  Separate 
Account  owned  by  Met  is  10%  or  less. 

(1)  "Trigger  Point"  means  the  point  at 
which  Met's  ownership  in  the  Separate 
Account  may  be  decreased  with  the 
approval  of  or  as  required  by  the 
Independent  Fiduciary.  The 
Independent  Fiduciary,  acting  on  behalf 
of  the  Plans  in  the  proposed 
transactions,  sets  the  percentage  of 
Met's  ownership  of  Units  in  the 
Separate  Account  which  serves  as  the 
Trigger  Point.  In  this  regard,  the  Jrigger 
Point  will  arise  only  after  the  end  of  the 
Start  Up  Period. 

(m)  *^nits"  means  the  units  of 
interest  into  which  equity  participation 
in  the  Separate  Account  is  divided. 

(n)  "Wind  Down"  means  the  period 
which  begins  on  the  date  on  which  Met 
notifies  all  the  Participating  Plans  in  the 
Separate  Account  that  it  has  decided  to 
terminate  the  Separate  Account  and 
concludes  on  tlie  date  on  which  no 
Units  are  held  by  any  of  the 
Participating  Plans. 

The  proposed  exemption,  if  granted, 
will  be  subject  to  the  express  conditions 
that  the  material  facts  and 
representations  contained  in  the 
application  are  true  and  complete,  and 
that  the  application  accurately  describes 
all  material  terms  of  the  transaction  to 
be  consummated  pursuant  to  the 
proposed  exemption. 


Signed  at  Washiiigtoa.  DC,  this  30di  day  of 
December.  1992. 
Ivan  Strasfeld, 

Director  of  Exemption  Determinations, 
Pension  and  Welfare  Benefits  Administration, 
U.S.  Department  of  Labor. 
(PR  Doc.  93-79  Filed  1-4-93;  8:45  am]  I 
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NATIONAL  SCIENCE  FOUNDATION 

Blue  Ribbon  Panel  on  High  j 

Perfonnance  Computing;  Meeting        { 

;  In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463.  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting: 

Date  and  Time:  January  21. 1993: 8:30  ajn. 
to  5:30  p.m.  January  22, 1993;  8:?0  a.m.  to 
1:30  p.ni. 

Place:  Room  540, 1800  G  Street.  NW.. 
Washington.  DC  20550. 

Type  of  Meeting:  Open. 

Contact  Person:  Odessa  Dyson. 
Administrative  Officer,  Office  of  the 
Assistant  Director,  Directorate  for  Computer 
and  Information  Science  and  Engineering. 
National  Science  Foundation,  1800  G  St, 
NW..  Washington.  DC  20550.  Telephone: 
(202)  357-7936. 

Minutes:  May  be  obtained  from  the  contact 
person  listed  above. 

Purpose  of  Meeting:  To  provide  current 
knowledge  on  the  state  of  supercomputing  to 
the  National  Science  Board;  to  assess  the  ^ 

contributions  of  high  performance  computing 
to  scicntiflc  rosearch  and  education;  to  help 
project  changes  required  by  developments  in 
this  rapidly  evolving  field;  and  to  provide 
recommendations  on  NSF's  possible  future 
role  in  supercomputing. 

Agenda: 

(1)  Discuss  charter 

(2)  Identify  issues  to  be  addressed 

(3)  Identify  needed  inputs  and  sources 

(4)  establish  Issue  Working  Groups 

(5)  Discuss  timetable  and  plan  future 
meetings 

Dated:  Decemt)er  30. 1992. 
M.  Rebecca  Winkler, 
Committee  Management  Officer. 
jFR  Doc  93-61  Filed  1-4-93;  8:45  am] 

BIUJNG  CODE  7SS$-01-M 


Permit  Issued;  J.  Ward  Testa 

AGENCY:  National  Science  Foundation. 
ACTION:  Notice  of  permit  issued  under 
the  Antarctic  Conservation  Act  of  1978. 
Public  Law  95-541.  

SUMMARY:  The  National  Science 
Foundation  (NSF)  is  required  to  publish 
notice  of  permits  issued  under  the 
Antarctic  Conservation  Act  of  1978. 
This  is  the  required  notice. 
FOR  FURTHER  INFORMATION  CONTACT: 
Thomas  F.  Forhan,  Permit  Office, 


.1     B. 


'    '- 


\r^\     Cfl     Kin     9    /   TiuaeHav     lanilATV  5.   1993    /   Notices 


367 


366 


Federal  Register  /  Vol.  58.  No.  2  /  Tuesday.  January  5,  1993  /  Notices 


Division  of  Polar  Programs.  National 

Science  Foundation.  Washington,  DC 

20550. 

SUPPtaiENTARY  INFORMATION:  On 

November  30, 1992  the  National  Science 

Foundation  published  a  notice  in  the 

Federal  Register  of  permit  applications 

received.  A  permit  was  issued  to  J.  Ward 

Testa  on  December  30, 1992. 

Thomas  F.  Forhan, 

Permit  Office.  Division  of  Polar  Programs. 

|FR  Doc.  93-45  Filed  1-4-93;  8:45  ami 

MUJNC  COOe  7SSB-01-M 


NUCLEAR  REGULATORY 
COMMISSION 

Documents  Containing  Reporting  or 
Recordkeeping  Requirements:  Office 
of  Management  and  Budget  (OMB) 
Review 

AGENCY:  Nuclear  Regulatory 
Commission  (NRC). 
ACnON:  Notice  of  OMB  review  of 
information  collection. 

StMIMARY:  The  NRC  has  recently 
submitted  to  OMB  for  review  the 
following  proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35). 

1.  Type  of  submission,  new,  revision, 
or  extension:  Revision. 

2.  The  title  of  the  information 
collection: 

10  CFR  part  35— Medical  Use  of 
Byproduct  Material 

3.  The  form  number  if  applicable:  Not 
applicable. 

4.  How  often  the  collection  is 
required:  Required  reports  are  collected 
and  evaluated  on  a  continuing  basis  as 
events  occur.  Applications  for  new 
licenses  or  amendments  may  be 
submitted  at  any  time.  Applications  foj 
renewal  of  licenses  are  submitted  every 
five  years. 

5.  Who  will  be  required  or  asked  to 
report:  Physicians  and  medical 
institutions  who  are  applicants  for  or 
holders  of  an  NRC  license  authorizing 
the  administration  of  byproduct 
material  or  its  radiation  to  humans  for 
medical  use. 

6.  An  estimate  of  the  number  of 
responses  annually:  3,220,707. 

7.  An  estimate  of  the  total  number  of 
nours  needed  to  complete  the 
requirement  or  request:  An  average  of 
0.01  hours  per  response,  plus 
approximately  162.44  hours  per 
recordkeeper.  The  total  industry  burden 
is  approximately  330.201  hours 
annually. 


8.  An  indication  of  whether  section 
3504(h).  Public  Law  96-511  applies:  Not 
applicable. 

9.  Abstract:  10  CFR  part  35,  Medical 
Use  of  Byproduct  Material,  contains 
requirements  that  apply  to  NRC 
licensees  who  are  authorized  to 
administer  byproduct  material  or  its 

^radiation  to  humans  for  medical  use. 
The  information  in  the  required  reports, 
applications  and  records  is  used  by  NRC 
to  ensure  that  the  health  and  safety  of 
the  public  is  protected  and  that  licensee 
possession  and  use  of  byproduct 
material  is  in  compliance  with  license 
and  regulatory  requirements.  The 
revision  is  a  net  increase  adjustment  in 
burden  resulting  primarily  from  a 
reevaluation  of  the  time  required  to 
perform  individual  activities  and  the 
number  of  times  those  activities  are 
performed. 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  fee  from  the 
NRC  Public  Document  Room,  2120  L 
Street,  NW.  (Lower  Level),  Washington, 
DC. 

Comments  and  questions  may  be 
directed  by  mail  to  the  OMB  reviewer: 
Ronald  Minsk.  Office  of  Information  and 
Regulatory  Affairs  (3150-0010).  NEOB- 
3019,  Office  of  Management  and  Budget, 
Washington,  DC  20503. 

Comments  may  also  be  communicated 
by  telephone  at  (202)  395-3084. 

The  NRC  Clearance  Officer  is  Brenda 
Jo.  Shelton,  (301)  492-8132. 

Dated  at  Bcthesda,  Maryland,  this  28th  day 
of  Dercmberl992. 

For  the  Nuclear  Regulatory  Commission. 
George  H.  Messenger, 
Acting  Designated  SeniofX4iiiMul  for 
Information  Resources/Management. 
IFR  Doc.  92-49  File4/l-4-93;  8:45  am) 
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Documents  Containing  Reporting  or 
Recordkeeping  Requiren>ents;  Office 
of  Management  and  Budget  (OMB) 
Review 

AGENCY:  U.S.  Nuclear  Regulatory 
Commission  (NRC). 
ACTION:  Notice  of  the  OMB  review  of 
information  collection. 

SUMMARY:  The  NRC  has  recently 
submitted  to  the  OMB  for  review  the 
following  proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (44 
use.  chapter  35). 

1.  Type  of  submission,  new,  revision, 
or  extension:  Revision  (Expedited 
Review — OMB  approval  is  requested 
within  30  days  of  receipt  of  the 
"Request  for  OMB  Review"). 


2.  The  title  of  the  information 
collection:  Requalification  Examination 
Feedback  Form. 

3.  The  form  number  if  applicable:  Not 
applicable 

4.  How  often  the  collection  is 
required:  Once  per  year  at  each  power 
reactor  facility  during  the  NRC- 
conducted  requalification  examination. 

5.  Who  will  be  required  or  asked  to 
report:  All  operators,  evaluators  and 
facility  licensee  representatives 
(including  facility  licensee  managers) 
participating  in  the  NRC  requalification 
examination  at  a  power  reactor  will  be 
asked  to  report  on  a  voluntary  basis. 

6.  Ail  estimate  of  the  number  of 
annual  responses:  Approximately  675 
facility  personnel  consisting  of  450 
operators,  175  facility  representatives 
and  evaluators,  and  50  facility  i 
managers. 

7.  An  estimate  of  average  burden  per 
response:  Approximately  30  minutes. 

8.  An  estimate  of  the  total  number  of 
hours  needed  annually  to  complete  the 
requirement  or  request:  Approximately 
340  hours  (30  minutes  per  questionnaire 
x675  personnel). 

9.  An  indication  of  whether  section 
3504(h),  Public  Law  96-511  applies:  Not 
applicable. 

10.  Abstract:  Industry  is  concerned 
that  failure  to  pass  requalification 
examinations  may  be  a  result  of  high 
levels  of  stress  experienced  by  the 
operators  rather  than  a  lack  of 
knowledge.  In  SECY-91-391,  "Results 
of  the  Study  of  Requalification 
Examination  Stress,"  the  U.S.  NRC  staff 
evaluated  the  issue  of  undue 
examination  stress  and  reported  its 
findings  and  planned  actions.  The 
Operator  Licensing  Branch  of  the  Office 
of  Nuclear  Reactor  Regulation,  U.S. 
NRC.  will  monitor  the  success  of  the 
actions  put-in  place  to  reduce  undue 
examination  slress  through  the  use  of 
the  requested  requalification 
examination  feedback  form. 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  fee  from  the 
NRC  Public  Document  Room,  2120  L 
Street.  NW..  (Lower  Level),  Washington, 
DC  20555-0001. 

Comments  and  questions  should  be 
directed  to  the  OMB  reviewer:  Ronald 
Minsk,  Office  of  Information  and 
Regulatory  Affairs,  (3150-0159),  NEOB- 
3019,  Office  of  Management  and  Budget, 
Washington.  DC  20503. 

Comments  can  also  be  submitted  by 
telephone  at  (202)  395-3084. 

The  NRC  Clearance  Officer  is  Brenda 
Jo.  Shelton.  (301)  492-8132. 

Dated  at  Bethesda.  Maryland,  this  28th  day 
of  December  1992. 


For  the  Nude 

George  H.  Mes9 

Acting  Designat 
Information  Bet 
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For  the  Nuclear  Regulatory  Commission. 
George  H.  Messenger, 

Acting  Designated  Senior  Official  for 
Information  Resouroet  Management 
|FR  Doc.  93-47  Filed  1-4-93  8;45  sml 
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DocumenU  Containing  Reporting  or 
Recordkeeping  Requirements:  Office 
of  Management  and  Budget  Review 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTION:  Notice  of  the  OMB  review  of 

information  collection. 


SUMMARY:  The  Nuclear  Regulatory 
Commission  (NRC)  has  recently 
submitted  to  OMB  for  review  the 
following  proposal  for  collection  of 
information  under  the  provision  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
chapter  35). 

1.  Type  of  submission,  new.  revision. 
or  extension:  Revision. 

2.  Tlie  title  of  the  information 
collection:  10  CFR  parts  30.  40,  70,  and 
72,  Timehness  in  Decommissioning  of 
Materials  Fadhties. 

3.  The  form  number  if  applicable: 
NRC  Form  314. 

4.  How  often  is  the  collection 
required:  A  one-time  notification  is 
required  within  60  days  of  the  licensee's 
decision  to  terminate  all  activities, 
involving  materials  authorized  imder 
the  license  and  within  60  days  of 
terminating  licensed  activities  at  a 
portion  of  a  licensed  site.  ]n  addition, 
the  licensee  may  request  a  delay  in 
initiating  decommissioning  at  least  1 
month  before  the  deadline  for 
notification  submittal. 

5.  Who  will  be  required  or  asked  to 
report:  Part  30,  40,  70  and  72  NRC  and 
Agreement  State  licensees  terminating 
licensed  activities  at  all  or  portions  of 
their  Ucensed  sites. 

6.  An  estimate  of  the  number  of 
responses:  2747  per  year. 

7.  An  estimate  of  the  number  of  hours 
needed  annually  to  complete  the 
requirement  or  request:  2073. 

8.  An  indication  of  whether  section 
3504(h),  Public  Law  96-511  applies: 
Applicabla 

9.  Abstract:  The  proposed  rule  would 
require  licensees  to  make  timely 
notification  to  the  Commission  when  all 
or  portions  of  the  licensee's  facilities  are 
no  longer  being  used  for  licensed 
activities.  Requirements  are  also 
included  to  ensure  timely  submittal  of 
decommissioning  plans  and  completion 
of  decommissioning. 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  Cm  from  the 
NRC  Public  Document  Room.  2120  L 


Street.  NW.  (Lower  Level).  Washington, 
DC  20555. 

Comments  and  questions  can  be 
directed  by  mail  to  the  OMB  reviewer. 
Ronald  Minsk,  Office  of  hiformation  and 
Regulatory  Affairs,  (3150-0009,  3150- 
0017,  3150-0020.  3150-0028.  and  3150- 
0132),  NEOB-3019,  Office  of 
Management  and  Budget.  Washington. 
DC  20503. 

Comments  can  also  be  submitted  by 
telephone  at  (202)  395-3084. 

The  NRC  Clearance  Officer  is  Brenda 
J.  Shelton,  (301)  492-8132. 

Dated  at  Betbesda.  Maryland,  this  28th  day 
of  December,  1992. 

For  the  Nuclear  iiegulatory  Commission. 
George  H.  Messenger. 
Acting  Designated  Senior  Official  for 
Information  Fesources  Management. 
(FR  Doc.  93-46  Filed  1-4-93;  8:45  amj 
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[Doc.  Nos.  50-528.  50-^29,  and  50-530] 

Arizona  Public  Service  Ca,  Et  Al.;  Palo 
Verde  Nuclear  Generatir>g  Station;  Unit 
Nos.  1 , 2,  and  3;  Receipt  of  Petition  for 
Director's  Decision 

Notice  is  hereby  given  that  by  petition 
dated  October^3. 1992.  Thomas  J. 
Saporito.  Jr.  (petitioner)  requested  that 
the  Commission  take  action  with  regard 
to  Ari2»na  PubUc  Service  Company's 
(APS  or  licensee)  Palo  Verde  Nuclear 
Generating  Station  Units  1,  2,  and  3. 
Specifically,  the  petitioner  requests  that 
the  Commission  institute  a  show  cause 
proceeding  to  modify,  suspend,  or 
revoke  the  operating  licenses  of  the 
three  Palo  Verde  units  and  order  their 
immediate  shutdown  until  such  time  as 
a  nuclear  safety  evaluation  can  be 
performed  on  approximately  72  safety 
valves  currently  installed  at  the  nuclear 
station. 

As  a  basis  for  the  request,  the 
petitioner  states  that  APS  and  the  NRC 
cannot  be  sure  whether  the  72  safety 
valves  will  operate  within  their  design 
bases  and  setpoint  tolerances  to  mitigate 
an  overpressurization  event  in  any  of 
the  Palo  Verde  units.  In  support  of  this 
assertion,  the  petitioner  provides  the 
following  reasons:  (a)  An  APS  request  of 
November  13, 1990,  to  revise  the 
technical  specifications  of  its  operating 
licenses  for  Palo  Verde  Units  1,  2,  and 
3  to  increase  the  allowable  setpoint 
tolerances  for  the  main  steam  safety 
valves  was  signed  by  a  person  who  wasN^  reg< 
not  technically  qualified  to  provide         '^has 
safety  commitments  for  this  or  any 
license  amendment  request  and  56 
persons  in  engineering  positions  at  Palo 
Verde  hold  those  positions  without 
having  a  bachelor  of  science  degree  hi 


engineering,  (b)  The  hcensee't 
interoHice  memorandum  of  March  22, 
1991 ,  responds  to  an  employee  who 
stated  a  concern  that  the  amendment 
request  to  increase  the  allowable 
setpoint  tolerance  for  the  safety  valves 
indicates  that  the  peak  analyzed 
pressure  for  the  loss  of  condenser 
vacuum  transient  is  2740.9  pounds  per 
square  inch  absolute  (psia),  leaving  only 
a  9.1  psia  margin  to  the  saf^  Umit  at 
2750  psia.  (c)  The  NRC  stafTs  interoffice 
memorandum  of  December  4,  1991, 
stated  it  was  not  prudent  to  entertain 
the  licensee's  request  to  revise  its 
technical  specifications  at  this  time,  (d) 
APS's  June  1992  Condition  Report 
Disposition  Request  (CRDR  No  1-2- 
0139)  documented  the  following 
inadequacies  in  safety  valves:  certain 
valves  were  found  with  blowdown  rings 
out  of  their  required  position;  there  is  an 
industrial  history  of  these  valves  on  set 
pressure  drifting;  actual  experience  with 
safety  valves  in  nuclear  applications  is 
that  frequently  they  neither  Uft  at  the 
required  setpoint  nor  reseat  tightly 
without  leaking;  the  variation  of  the 
setpoint  from  the  requirements  often 
exceeds  not  only  ±1  percent  but  also  ±3 
percent:  this  is  the  first  time  that  Unit 
1  valves  have  been  tested  at  their 
required  temperature  profile;  preventive 
maintenance  has  not  been  performed  on 
Unit  1  valves  since  1984;  exercising  the 
valves  has  no  useful  effect  on 
preventing  valve  setpoint  drift  and 
could  result  in  result  in  failure  to  reseat 
and  in  seat  leakage,  damage  to  the  valve 
seating  surface,  and  idtiroately  erratic 
set  pressure  causing  premature  lift  and 
failure  to  lift,  (e)  One  of  the  authors  of 
CRDR  No.  1-2-0139  testified  to  NRC 
officials  that  the  licensee  falsified 
documents  related  to  its  request  to 
revise  the  technical  specifications,  (f)  A 
person  told  the  petitioner  that  two 
investigators  from  the  NRC  Office  of 
Investigations  told  her  that  they  had 
documents  demonstrating  that  licensee 
officials  falsified  documents  related  to 
the  licensee's  request  to  revise  its 
technical  specifications,  (g)  On  October 
8, 1991,  one  of  the  licensee's  engineers 
willfully  violated  a  safety-related 
procedure  by  intentionally  adjusting 
PSV-574  contrary  to  the  requirements  of 
the  procedure. 

The  request  is  being  treated  pursuant 
to  §  2.206  of  the  Commission's 
regulations  (10  CFR  2.2D6).  The  petition 
has  been  referred  to  the  Director.  Office 
of  Nuclear  Reactor  Regulation.  As 
provided  by  §  2.206.  appropriats  action 
will  be  taken  on  this  pstition  wilthin  a 
reason^le  time.  By  letter  dated 
December  29, 1992.  the  Director  denied 
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the  petitioner's  request  for  an  immediate 
shutdown  of  Units  1,  2,  and  3. 

A  copy  of  the  petition  and  letter  dated 
December  29, 1992  are  available  for 
inspection  at  the  Commission's  Public 
Document  Room  at  2120  L  Street.  NW., 
Washington,  DC  20555  and  at  the 
Phoenix  Public  Library,  Business  and 
Science  Division,  12  East  McDowell 
Road,  Phoenix,  Arizona  85004. 

Dated  at  Rockville.  Maryland  this  29th  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Thomaa  E  Muiiey, 
Director.  Office  of  Nuclear  Reactor 
Regulation. 
IFR  Doc  95-51  Filed  1-4-93;  8:45  am) 
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(Deckel  No.  50-220] 

Niagara  Mohawk  Power  Corp.;  (Nine 
Mile  Point  Nuclear  Station  Unit  No.  1); 
Exemption. 

I 

Niagara  Mohawk  Power  Corporation 
(NMPC  or  the  Hcensee)  is  the  holder  of 
Facility  Operating  License  No.  DPR-63. 
which  authorizes  operation  of  Nine  Mile 
Point  Nuclear  Station  Unit  No.  1  (the 
facility  or  NMPl),  at  a  steady-state 
reactor  power  level  not  in  excess  of 
1850  megawatts  thermal.  The  facility  is 
a  boiling  water  reactor  located  at  the 
licensee's  site  in  Oswego  County,  New 
York.  The  Ucense  provides  among  other 
things,  that  it  is  suoject  to  all  rules, 
regulations,  and  Orders  of  the  U.S. 
Nuclear  Regulatory  Commission  (the 
Commission  or  NRC)  now  or  hereafter 
■  in  effect. 

n 

Section  III  of  appendix  J  to  10  CFR 
part  50  requires  the  development  of  a 
program  to  conduct  periodic  leak  testing 
of  the  primary  reactor  containment  and 
related  systems  and  components,  and 
components  penetrating  the  primary 
containment  pressure  boundary.  The 
interval  between  local  \%ak.  rate  tests  for 
containment  isolation  valves  (Type  C 
tests)  is  specifled  by  Section  III.D.3  to  be 
no  greater  than  2  years. 

m 

By  letter  dated  November  3, 1992. 
NKffC  requested  a  one-time  only 
exemption  (for  a  maximum  of  7  weeks) 
from  the  requirements  of  10  CFR  part 
SO,  appendix  J,  Section  ni.D.3,  regarding 
periodic  retest  schedules  for  39  Type  C 
tests.  This  letter  superseded  an 
application  ht>m  NMPC  dated  October 
14. 1992.  The  requested  exemption 
would  permit  continued  operation  of 
the  facility  until  its  next  refueling 
outage,  which  will  begin  no  later  than 


February  19, 1993.  Otherwise,  the 
required  testing  would  require  a  plant 
shutdown  7  weeks  before  the  end  of  the 
current  fuel  cycle. 

IV 

Section  I1I.D.3  of  appendix  |  to  10 
CFR  part  50  states  that  Type  C  tests 
shall  be  performed  during  reactor 
shutdowns  for  refueling,  at  an  interval 
not  to  exceed  2  years.  The  licensee  has 
requested  a  one-time  exemption  from 
the  regulations. 

The  2-year  interval  requirement  for 
Type  C  testing  is  intended  to  be  often 
enough  to  preclude  significant 
deterioration  between  tests  and  long 
enough  to  permit  the  tests  to  be      r^ 
performed  during  routine  plant  outages. 
Leak  rate  testing  of  containment 
isolation  valves  during  plant  shutdown 
is  preferable  because  of  the  lower 
radiation  exposures  to  plant  personnel. 
Furthermore,  some  containment 
isolation  valves  cannot  be  tested  at 
power.  For  those  valves  that  cannot  be 
tested  during  power  operation,  or  for 
which  testing  at  power  would  yield 
unnecessary  radiation  exposure  of 
personnel,  the  Commission  staff 
believes  the  increase  in  confidence  of 
containment  integrity  following  a 
successful  test  is  not  significant  enough 
to  justify  the  hardships  and  costs 
associated  with  a'plant  shutdown 
specifically  to  perform  the  tests  within 
the  2-year  time  period. 

V 

The  Commission  has  determined  the 
pursuant  to  10  CFR  50.12(a)(1)  this 
exemption  is  authorized  by  law,  will  not 

K resent  an  undue  risk  to  the  public 
ealth  and  safety,  and  is  consistent  with 
the  common  defense  and  security.  The 
Commission  further  determines  that 
special  circumstances,  as  provided  in  10 
CFR  50.12(a)(2}(ii),  are  present  justifying 
the  exemption:  namely,  that  application 
of  the  regulation  in  the  particular 
circumstances  is  not  necessary  to 
achieve  the  underlying  purpose  of  the 
rule.  The  underlying  purpose  of  Section 
III.D.3  of  appendix  J  to  10  CFR  part  SO 
is  to  provide  an  interval  short  enough  to 
prevent  serious  deterioration  &om 
occurring  between  tests  and  long 
enough  to  permit  testing  to  be 
performed  during  regular  plant  outages. 
For  containment  isolation  valves  that 
cannot  be  tested  at  power,  or  for 
containment  isolation  valves  where 
testing  at  power  involves  unreasonable 
risk  to  personnel  and  equipment,  the 
increased  confidence  in  containment 
integrity  following  successful  testing  is 
not  significant  enough  to  Justify  a  plant 
outage  merely  to  perform  the  tests 
within  the  2-year  interval.  The  licensee 


has  presented  information  accepted  by 
the  Commission,  which  gives  a  high 
degree  of  confidence  that  the 
components  affected  by  this  exemption 
will  not  degrade  to  an  unacceptable 
extent.  Acceptable  leakage  limits  are 
defined  in  Sections  III.B.3(a)  and  III.C.3 
of  appendix  J  to  10  CFR  part  50. 

Pureuant  to  10  CFR  51.32,  the 
Commission  has  determined  that 
granting  this  Exemption  will  not  have  a 
significant  impact  on  the  environment 
(57  FR  54621). 

This  Exemption  is  effective  upon 
issuance  and  sha^  expire  on  February 
20, 1993. 

Dated  at  Rockville,  Maryland,  this  24th  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Steven  A.  Vaiga, 

Director,  Division  of  Reactor  Projects — ////, 
Office  of  Nuclear  Reactor  Regulation. 

(FR  Doc.  93-50  Filed  1-4-93;  8:45  am) 

BILUNO  COOe  7S«>-01-M 

[Docket  No.  50-344] 

Portland  General  Electric  Co.  et.  al. 
(Trojan  Nuclear  Plant);  Exemption. 

I 

On  November  21, 1975,  the 
Commission  issued  Facility  Operating 
License  No.  NPF-1  to  Portland  General 
Electric  Company,  et  al.,  (the  licensee), 
for  operation  of  the  Trojan  Nuclear  Plant 
located  in  Columbia  County,  Oregon. 
The  licensee  provided,  among  other 
things,  that  the  facility  is  subject  to  all 
rules,  regulations,  and  Ordera  of  the 
Commission  now  or  hereafter  in  effect. 

II 

Section  50.54(q)  of  10  CFR  part  50 
requires  a  licensee  authorized  to  operate 
a  nuclear  power  reactor  to  follow  and 
maintai||in  effect  emergency  plans 
which  meet  the  standards  of  10  CFR 
50.47(bj  and  the  requirements  of 
appendix  E  to  10  CFR  part  50.  Section 
IV.F.2  of  appendix  E  requires  that  each 
licensee  annually  exercise  its  emergency 
plan.  The  licensee  was  scheduled  to 
conduct  the  1992  annual  exercise  on 
December  15, 1992.  The  last  annual 
exercise  was  conducted  on  September 
24-25, 1991. 

By  letter  dated  December  11, 1992, 
the  licensee  requested  an  exemption 
fit)m  10  CFR  part  50,  appendix  E, 
(IV)(F)(2)  which  would  defer  conducting 
its  annual  emergency  plan  exercise 
scheduled  for  December  15. 1992,  until 
the  first  quarter  of  1993.  The  licensee 
stated  that  conducting  the  exercise  on 
December  IS,  1992.  was  impractical  due 
to  the  continued  forced  outage  resulting 
from  a  steam  generator  tube  leal^. 
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this  24th  day 
tmiDission. 


Ongoing  outage  activities  would  be 
hampered  by  the  conduct  of  an  exercise 
at  this  time.  The  licensee  does  not 
expect  the  plant  to  startup  until  after 
January  1. 1993.  The  one  time  schedular 
exemption  will  allow  the  annual 
emergency  plan  exercise  to  be  deferred 
until  the  first  quarter  of  1993. 

HI 

The  NRC  staff  has  reviewed  the 
licensee's  request  for  a  one  time 
extension  of  the  Trojan  Nuclear  Plant 
emergency  plan  exercise  completion 
date.  The  most  recent  Systematic 
Assessment  of  Licensee  Performance 
(SALP)  Report,  covering  the  period  ft-om 
April  1.  1991  through  May  31.  1992. 
indicated  that  resources  are  adequate 
and  reasonably  allocated  so  that  good 
plant  performance  is  being  achieved  in 
the  area  of  emergency  preparedness. 
The  licensee  was  rated  to  be  in 
Performance  Category  2  for  the 
functional  area  of  emergency 
preparedness.  In  addition,  evaluation  of 
the  licensee's  performance  during  their 
1991  annual  exercise  indicated  that  the 
licensee  was  fully  capable  and  prepared 
to  take  actions  necessary  to  protect  the 
public's  health  and  safety. 

Due  to  difficulties  in  coordinating 
schedules  of  all  involved  parties  to 
exercises  (NRC.  FEMA,  Licensee.  State 
governments,  local  governments,  and 
volunteer  agencies)  the  time  frame  of 
annual  has  been  interpreted  to  be  met  as 
long  as  an  exercise  is  conducted  during 
the  calendar  year.  Hypothetically.  a 
licensee  could  conduct  an  exercise  on 
January  1  one  year  and  December  31  the 
following  year  and  still  meet  the 
requirement  of  10  CFR  part  50  appendix 
E.IV.F.2..  even  though  a  period  of  24 
mondis  had  elapsed.  In  this  instance, 
the  licensee  conducted  an  exercise  in 
September  of  1991  and  is  proposing  to 
conduct  an  exercise  some  time  between 
January  and  March  of  1993,  a  period  of 
ir.  to  18  months.  The  licensee  is  also 
scheduled  to  conduct  another  exercise 
in  November  1993.  a  period  of  8  to  10 
months.  Approving  deferment  of  the 
1992  fexercise  to  the  first  quarter  of  1993 
will  not  create  an  unacceptable  lapse  in 
time  between  exercises. 

The  licensee  has  made  a  good  faith 
effort  to  conduct  the  exercise  within  the 
calendar  year.  The  scope  and  objectives 
for  the  1992  exercise  were  submitted  to 
the  NRC  for  review  on  August  12. 1992. 
The  exercise  was  originally  scheduled 
for  November  17. 1992,  but  was 
rescheduled  for  December  15. 1992  due 
to  the  steam  generator  tube  leak  and 
forced  outage  at  the  plant.  The  licensee 
undertook  the  necessary  preparatory 
actions  to  conduct  the  annual  exercise 
on  this  dale,  in  an  effort  to  comply  with 


10  CFR  part  50  appendix  E.  {IV)(F)(2). 
However,  as  a  result  of  the  continued 
forced  outage,  the  1992  annual  exercise 
could  not  be  practicably  performed  on 
December  15, 1992. 

The  current  forced  outage  for  steam 
generator  eddy  current  inspection 
requiretF  the  reactor  coolant  system  to  be 
operate)!  in  a  reduced  inventory . 
condition.  The  licensee's  request  not  to 
conduct  an  exercise  while  plant  staff  is 
involved  in  a  major  outage  is  prudent. 
This  allows  for  the  focusing  of  resources 
to  accomplish  complicated  outage  tasks 
without  unnecessary  distractions  or 
delays.  The  licensee  does  not  expect  the 
plant  to  restart  until  after  January  1. 
1993.  The  one  time  exemption  from  the 
annual  requirement  will  allow  the 
licensee  to  defer  the  exercise  until  the 
first  quarter  of  1993.  This  exemption 
applies  to  the  1992  annual  exercise  and 
does  not  defer  the  licensee's  1993 
annual  exercise  which  is  currently 
scheduled  for  the  fourth  quarter  of  1993. 
Therefore,  the  requested  one  time 
schedular  exemption  from  10  CFR  part 
50.  appendix  E.  (IV)(F)(2)  is  acceptable. 

IV 

Accordingly,  the  Commission  has 
determined  that,  pursuant  to  10  CFR 
50.12(a)(1),  this  exemption  is  authorized 
by  law.  will  not  present  an  undue  risk 
to  the  public  health  and  safety,  and  is 
consistent  with  the  common  defense 
and  security.  The  Commission  further 
determines  that  special  circumstances, 
as  provided  in  10  CFR  50.12(a)(2)(v),  are 
present  justifying  the  exemption.  The 
exemption  would  provide  only 
temporary  relief  from  the  applicable 
regulation  and  the  licensee  has  made 
good  faith  efforts  to  comply  with  the 
regulation  in  that  the  licensee  has 
deferred  the  1992  annual  exercise  until 
the  first  quarter  of  1993  to  allow  for  the 
completion  of  activities  associated  with 
the  forced  outage. 

Accordingly,  the  Commission  hereby 
grants  an  exemption  as  described  in 
Section  III  above  from  10  CFR  part  50. 
appendix  E.  (IV)(F)(2)  to  defer  the 
completion  date  of  the  emergency  plan 
exercise  until  the  first  quarter  of  1993. 
This  exemption  is  effective  until  the  end 
of  March  1993. 

Pursuant  to  10  CFR  51.32.  the 
Commission  has  determined  that  the 
granting  of  the  Exemption  will  have  no 
significant  impact  on  the  environment 
(57  FR  61934). 

This  exemption  is  effective  upon 
issuance. 

Dated  at  Rockville.  Maryland,  this  29th  day 
of  December  1992. 


For  the  Nuclear  Regulatory  Commission. 
Martin  |.  Virgilio, 

Acting  Director.  Division  of  Reactor  Projects 
III/IV/V.  Office  of  Nuclear  Reactor  Regulation. 
[FR  Doc.  93-52  Filed  1.-4-93:  8:45  am) 

BILUNG  CODE  7S90-01-M 


PROSPECTIVE  PAYMENT 
ASSESSMENT  COMMISSION 

Meetings 

Notice  is  hereby  given  of  the  meetings 
of  the  Prospective  Payment  Assessment 
Commission  on  Thursday  and  Friday, 
January  14  and  15, 1993,  at  the  Madison 
Hotel.  15th  &  M  Streets,  NW,. 
Washington.  DC. 

The  full  Commission  will  convene  on 
Thursday  at  9  a.m.  until  5  p.m..  and  on 
Friday  from  9  a.m.  to  approximately 
3:30  p.m..  in  Executive  Chambers  1.  2 
and  3. 

All  meetings  are  open  to  the  public. 
Donald  A.  Young, 
Executive  Director. 
lFR»<>c.  93-10  Filed  1-4-93;  8:45  am) 

BtLuJa  CODE  6620-BW-M 


uJa 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Forms  Under  Review  by  Office  of 
Management  and  Budget 

Agency  Clearance  Officer:  John  J. 
Lane.  (202)  272-5407. 

L^pon  Written  Request,  Copy 
Available  From:  Securities  and 
Exchange  Commission,  Office  of  Filings, 
Information  and  Consumer  Services. 
450  Fifth  Street,  NW.,  Washington,  DC 
20549. 


Amendments 

File  No. 

Rule/Form 

270-128  

FormU-l 

270-129  

Rule  50. 

270-79  

Rules  93  and  94.  Form  U-13-60  and 

17  CFR  part  256  and  256<a). 

270-161  

Rule  71(a),  Foons  U-i2(l)-A  and  U- 

I2(i)-e. 

270-168  

Rule  1(c)  and  Form  U5S. 

Notice  is  hereby  given  that  pursuant 
to  the  Paperwork  Reduction  Act  of  1980 
(44  U.S.C.  3501  at  seq.].  the  Securities 
and  Exchange  Commission  has 
submitted  for  0MB  approval 
amendments  to  rule  71  and  Forms  U5S, 
U-12(I)-A.  U-12(I)-B  and  U-13-60;  and 
the  rescission  of  rule  50  under  the 
Public  Utility  Holding  Company  Act  of 
1935  ("Act")  (15  U.S.C.  79  et  seq.). 

The  amendments  would  change  the 
reporting  burdens  associated  with  rules 
24  and  50(d)  and  Forms  U5S.  U-12(I)- 
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B  and  U-13-60.  Although  the  reporting 
burden  associated  with  Form  U-1 
would  not  change,  the  amendments 
would  have  the  effect  of  reducing  the 
number  of  appHcations  and/or 
declarations  on  Form  U-1.  The 
Commission  anticipates  that  the 
amendments  would  eliminate  the 
necessity  for  14  filings  on  Form  U-1  per 
year  so  the  total  annual  burden  would 
be  27,125  hours.  The  amendments 
would  also  reduce  the  number  of 
statements  required  under  rule  24 
which  must  be  filed  with  the 
Commission.  The  Commission 
anticipates  a  reduction  of  90  burden 
hours  for  complying  with  the 
requirements  of  rules  24  and  50(d)  so 
the  total  annual  burden  would  be  340 
hours. 

Form  U5S  would  be  amended  to 
require  annual  reporting  of  investments 
under  rule  40(a)(5).  The  14  Tilers  on 
Form  U5S  will  incur  an  increase  of  one 
hour  in  the  time  spent  preparing  the 
form  as  a  result  of  the  proposed 
amendments,  which  corresponds  to  a 
total  annual  burden  of  approximately 
132.4  hours.  Form  U-13-60  would  be 
amended  to  comport  with  changes  to 
the  Federal  Energy  Regulatory 
Commission's  standard  of  accounts  for 
utility  companies.  The  16  companies 
who  file  on  Form  U-13-60  will  incur  an 
increase  of  3  hours,  bringing  the  total 
time  to  14.5  hours  per  response,  to 
complete  Form  U-13-60  as  a  result  of 
the  proposed  amendments,  which 
corresponds  to  a  total  annual  burden  of 
232  hours.  Finally,  the  proposed 
amendments  would  permit  the  785 
filers  anticipated  to  file  annually  on 
Form  U-12(I)-B  to  file  once  every  three 
years  rather  than  once  a  year,  as  is  the 
current  practice.  The  annual  burden  for 
all  filers  would  then- be  174.5  hours. 
These  estimates  of  average  burden  hours 
are  made  solely  for  the  purposes  of  the 
Paperwork  Reduction  Act  and  are  not 
derived  from  a  comprehensive  or  even 
a  representative  survey  or  study  of  the 
costs  of  SEC  rules  and  forms. 

Direct  general  comments  to  Gary 
Waxman  dt  the  address  below.  Direct 
any  comments  concerning  the  accuracy 
of  the  estimated  average  burden  hours 
for  compliance  with  SEC  rules  and 
forms  to  John  J.  Lane,  Associate 
Executive  Director,  Securities  and 
Exchange  Commission,  450  Fifth  Street, 
N\V.,  Washington.  DC  20549,  and  Gary 
Waxman,  Clearance  Officer,  Office  of 
Management  and  Budget  (Paperwork 
Reduction  Projects  3235-0126)  [Rules 
24  and  501,  3235-0125  [Form  U-l], 
3235-0164  [Form  U5S1,  3235-0153 
[Form  U-13-601,  and  3235-0173  [Forms 
U-12(I)-A  and  U-12(I)-B],  Room  3208 


New  Executive  Office  Building, 
Washington,  DC  20503. 

Dated:  December  11. 1992. 
Margaret  H.  McFarland, 

Depu  ty  Secretary. 

[FR  Doc.  93-59  Filed  1-4-93;  8:45  am) 

HUme  COOE  M1»-01-M 


[ReiMM  No.  34-31662;  File  No.  SR-NASO- 
92-40] 

Sett-Regulatory  Organizations;  Order 
Approving  Proposed  Rule  Change  by 
National  Association  of  Securities 
Dealers,  Inc.  Relating  to  the  Payment 
of  Gratuities  or  Anything  of  Value  by 
Members  to  Others    * 

December  28. 1992. 

On  November  2. 1992  the  National 
Association  of  Securities  Dealers,  Inc. 
("NASD"  or  "Association")  filed  with 
the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act"),'  and  Rule  19b-4  thereunder,^  a 
proposed  rule  change  consisting  of 
amendments  to  Article  III,  Section  10(a) 
of  the  Rules  of  Fair  Practice. 

The  proposed  rule  change  was 
published  for  comment  in  Securities 
Exchange  Act  Release  No.  31486 
(November  19,  1992),  57  FR  55607 
(November  25,  1992).  No  comments 
were  received. 

Article  III,  Section  10(a)  of  the 
NASD's  Rules  of  Fair  Practice  currently 
sets  a  limit  of  $50  per  person  per  year 
for  the  payment  of  anything  of  value, 
including  gifts  and  gratuities,  by  a 
member  or  associated  person  of  a 
member  to  another  person  where  the 
payment  is  in  relation  to  the  business  of 
the  employer  of  the  person  receiving  the 
payment  or  gratuity.  The  rule  protects 
against  improprieties  which  might  arise 
in  connection  with  the  giving  by 
members  or  associated  persons  of 
substantial  gifts  or  monetary  payments 
to  certain  persons  without  their 
employer's  knowledge. 

Prior  to  1969,  Section  10  completely 
prohibited  the  payment  of  gratuities  or 
anything  of  value  to  employees  of 
others.  The  current  $50  limitation  was 
increased  from  $25  in  1984.*  Because  of 
the  amount  of  time  that  has  elapsed 
since  the  dollar  limitation  was  last 
adjusted,  the  NASD  is  proposing  to 
increase  the  dollar  limitation  for  the 
payment  of  gratuities  or  anything  of 
value  to  $100  per  person  per  year. 


The  NASD  states  that  the  proposed 
rule  change  is  consistent  with  the 
recently  approved  Rule  350(a)  of  the 
New  York  Stock  Exchange  ("NYSE"), 
which  raised  the  value  limit  on  the 
amount  of  a  gratuity  fi-om  $50  to  $100 
that  an  Exchtmge  member  may  give  to 
another  without  obtaining  the  prior 
written  consent  of  the  recipient's 
employer.*  The  proposed  rule  would 
simplify  compliance  obligations  of 
NASD  member  firms  that  are  also 
members  of  the  NYSE. 

The  Commission  finds  that  the 
proposed  rule  change  will  only  revise 
the  dollar  limitation  in  the  rule  and  will 
neither  change  the  categories  of  persons 
covered  by  the  rule  nor  the  other 
requirements  under  Section  10 
concerning  prior  written  agreements 
and  record-keeping  relating  to  such 
compensation  for  services.  The 
Commission  believes  that,  even  with  the; 
proposed  increase,  the  dollar  amounts 
are  relatively  low  and  will  neither 
compromise  the  intent,  nor  reduce  the 
ability,  of  the  rule  to  prevent  fraatinl«nt 
acts  and  practices  which  might  arise  m 
connection  with  the  giving  of  valuable    I 
gifts  or  payments  to  persons  without 
their  employer's  knowledge. 

The  Commission  finds  that  the 
proposal  is  consistent  with  the 
provisions  of  section  15A(b)(6)  of  the 
Act.*  which  require  that  the  rules  of  the 
Association  be  designed  to  prevent 
fraudulent  and  manipulative  acts  and 
promote  just  and  equitable  principles  of 
trade.  The  proposed  rule  change  adjusts 
the  dollar  limit  under  Article  III,  Section 
10  to  be  consistent  with  NYSE  Rule 
350(a);  the  Commission  believes  that 
increasing  the  dollar  amount  is 
reasonable  given  the  amount  of  time 
that  has  elapsed  since  the  last  increase. 
In  addition,  the  Commission  believes 
that  even  with  the  increase,  the  dollar 
values  are  relatively  low,  and  that  it  is 
appropriate  to  take  into  account  the 
effects  of  inflation. 

It  is  therefore  ordered,  Pursuant  to 
section  19(b)(2)  of  the  Act.  that  the 
proposed  rule  change  (SR-NASD-92- 
40)  be.  and  hereby  is,  approved. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority],'* 

Margaret  H.  McFarland. 
Deputy  Secretary. 
[FR  Doc.  93-60  Filed  1-4-93;  8:45  am) 

BILUNG  COOE  WIO-OI-M 


DEPARTME 

Coast  Guar 
[CGD  92-079 


agency:  Co< 
ACKON:  Not 


<  IS  U.S.C.  7Bs(b)(l)  (1988). 
'  17  CFR  240.19b-^  (1992). 
''See  Securities  Exchange  Act  Release  No.  21074 
dune  20.  1984).  49  FR  26330  (June  26. 1984). 


*  See  Seairilies  Exdtange  Act  Release  No.  30877 
()une  30.  1992),  57  FR  30283  (July  8.  1992). 
•»  15  U.S.C.  780-3. 
"  17  CFR  200.30-3(a)(12)  (1992). 


«>»4 


/   Vnl      RO     Kin     O    I    Tiiasftov     Tamiarv    <;      lOO^    /    Mntino : 


Federal  Register  /  Vol.  58,  No.  2  /  Tuesday,  January  5,  1993  /  Notices 


371 


DEPARTMENT  OF  TRANSPORTATION 

Coast  Guard 
[CGD  92-079] 

Chemical  Transportation  Advisory 
Committee  (CTAC)  and  CTAC 
Subcommittee  on  the  Revision  of  the 
Regulations  for  Barges  Carrying  Bullc 
Liquid  Hazardous  Materials  Cargoes 

AGENCY:  Coast  Guard.  DOT. 
ACTION:  Notice  of  meetings. 

summary:  a.  The  Chemical 
Transportation  Advisory  Ck)mmittee 
will  hold  a  meeting  on  Tuesday, 
February  23,  1993  in  room  2415,  U.S. 
Coast  Guard  Headquarters,  2100  2nd 
Street,  SW.,  Washington,  DC  20593.  The 
meeting  is  scheduled  to  begin  at  9:30 
a.m.  and  end  at  2  p.m. 
The  agenda  for  the  meeting  follows: 

1.  Opening  remarks — RADM  Henn, 

2.  U.S.  Coast  Guard  remarks, 

3.  Chairman's  remarks  and  general 

interest  topics. 

4.  Issue  briefs: 
Tankerman  regulations. 
Tank  Filling  Limits, 

Static  Discharge  During  Gauging, 

5.  Subcommittee  reports: 

Fire  fighting  media  review;  fmal 

report, 
46  CFR  part  151  revision:  interim 

report, 

6.  New  tasks  and  initiatives: 
Applicability  of  OPA-90  to  Chemical 

Tankships, 
Chemical  Compatibility  Table, 
Marine  Occupational  Safety  and 

Health  Subcommittee, 

7.  International  activities  update, 

8.  Other  business: 

Coast  Guard  human  factors 

initiatives — domestic/international. 
Chemical  carriers  initiative  for 

assessment  and  management  of 

bulk  chemical  and  gas  shipping 

operations, 

9.  Closing. 

B.  The  Subcommittee  on  itie  Revision 
of  the  Regulations  for  Barges  Carrying 
Bulk  Liquid  Hazardous  Materials 
Cargoes,  title  46  Code  of  Federal 
Regulations  (CFR)  part  151.  of  the 
Chemical  Transportation  Advisory 
Committee  will  meet  on  Monday, 
February  22, 1992  in  room  6103  at  0930 
at  Coast  Guard  Headquarters,  2100 
Second  Street,  SW.,  Washington,  DC 
20593.  Following  the  Subcommittee 
meeting,  the  Subcommittee's  working 
groups  will  meet  as  follows.  The  Cargo 
Classification  Working  Group  and  the 
Construction,  Design  and  Equipment 
Working  Group  will  meet  in  rooms  6103 
and  6319,  respjectively,  until  12  noon. 
The  Liquefied  Flammable  Gases 


Working  Group  and  the  Operations, 
Administrative  and  Inspection  Working 
Group  will  meet  in  Rooms  6103  and 
6319,  respectively,  from  12:30  a.m.  until 
3:30  p.m.  The  purpose  of  these  meetings 
is  to  continue  work  to  fulfill  the  tasking 
of  the  Subcommittee  which  is  to  review 
46  CFR  part  151,  determine  areas  in  ' 
need  of  updating  and  revision,  and 
make  recommended  changes. 

Attendance  at  the  above  meetings  is 
opCTVJo  the  public.  Members  of  the 
publi^'ma^resent  oral  statements  at 
the  meetings.  Persons  wishing  to 
present  oral  statements  should  notify 
the  Executive  Director  of  CTAC  no  later 
than  the  day  before  the  meetings.  Any 
member  of  the  public  may  present  a 
written  statement  to  the  Committee  at 
any  time. 

FOR  FURTHER  INFORMATION  CONTACT: 
Commander  K.  J.  Eldridge  or  Mr.  F.  K. 
Thompson,  U.S.  Coast  Guard 
Headquarters  (G-MTH-1),  2100  2nd 
SUeet.  SW..  Washington.  DC  20593. 
(202) 267-1217. 

Dated:  Deceinl>er  29. 1992. 
A.  E.  Henn, 

Rear  Admiral.  U.S.  Coast  Guard  Chief.  Office 

of  Marine  Safety,  Security  and  Environmental 

Protection. 

IFR  Doc.  93-85  Filed  1-4-93;  8:45  ami 
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Federal  Aviation  Administration 

Advisory  Circulars:  Small  Airplanes 
Airworthiness  Standards 

AGENCY:  Federal  Aviation 
AdministratitHi  (FAA).  DOT. 

ACTION:  Publication  of  Advisory 
Circulars;  part  21  (Airships)  and  part  23 
Airplanes. 


SUPPLEMENTARY  INFORMATION: 
Background 

These  AG's  were  developed  to  update 
existing  policy  information  for  small 
airplane  certification  programs. 

Comments 

Interested  parties  were  given  the 
opportunity  to  review  and  comment  on 
each  AC  during  the  development  phase. 
At  that  time,  notices  were  published  in 
the  Federal  Register  to  announce  the 
availability  of.  and  request  written 
comments,  to  each  proposed  AC.  Each 
comment  was  reviewed  and  resolved. 
Appropriate  comments  were 
incorporated  in  the  AC. 

Distribution 

The  published  AG's  are  available 
upon  request  through  the  U.S. 
Department  of  Transportation, 
Utilization  and  Storage  Section.  M- 
443.2.  Washington.  DC  20590. 

Advisory  Circulars  Pubushed 


SUMMARY:  The  purpose  of  this  notice  is 
to  advise  the  public  of  advisory 
circulars  (AG's)  issued  by  the  Small 
Airplane  Directorate  since  January  1992. 
The  AC'S  listed  below  relate  to  part  21 
of  the  Federal  Aviation  Regulations 
(FAR)  regarding  Airships,  part  23  of  the 
FAR,  and/or  part  3  of  the  Civil  Air 
Regulations  (CAR).  They  were  issued  to 
inform  the  aviation  public  of  acceptable 
means  of  showing  compliance  with  the 
Airworthiness  Standards  in  the  FAR 
and/or  CAR,  but  the  material  is  neither 
mandatory  nor  regulatory  in  nature. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Julea  Bell,  Standards  Staff  (ACE-110), 
Small  Airplane  Directorate.  Aircraft 
Certification  Service.  Federal  Aviation 
Administration,  601  East  12th  Street. 
Kansas  City,  Missouri  64106;  telephone 
number  (816)  426-6941. 


AC  number 


23.1419-2 


23.1309-1A 


23.1309-1A, 
CHGI 

21. 17-1 A 

21 .17-1  A.  CHG 

1 
23.701-1 


23.11 


Date 


1/3«2 


6/a^ 


8/5/92 


9.'25/92 


10/3(V92 


11/13/92 


12/2/92 


Title 


Certification  of  Part 
23  Airplanes  lor 
Flight  in  Icing  Con- 
ditions 

Equipment.  Systems, 
and  Installatlorw  in 
Part  23  Airplanes. 

Equipment,  Systems, 
and  Installatiortt  In 
Part  23  Airplanes. 

Type  Certificatiof>— 
Airships. 

Type  Certificatioo— 
Airships. 

Flap  Interconnections 
in  Part  23  Air- 
planes. 

Type  Certification  ct 
Very  Light  Air- 
plar^es  with  Power- 
plants  and  Propel- 
lers Certificated  to 
Pans  33  and  35  of 
the  Federal  Avia- 
tion Regulatiorfs. 


In  addition  to  the  AG's  listed  above, 
change  1  to  FAA  Report  FAA  P-8110- 
2,  Airship  Design  Criteria,  was  issued  7/ 
24/92.  This  change  updated  the  design 
criteria  for  type  certification  of  airships. 

Note:  Appendix  3  to  AC  23-11 
contains  the  Joint  Aviation 
Requirements  for  Very  Light  Airplanes 
(JAR-VLA).  For  recipients  of  this  AC  to 
keep  abreast  of  changes  to  the  JAR-VLA. 
subscriptions  may  be  forwarded  to: 
Printing  &  Publishing  Services,  Civil 
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Aviation  Authority.  37  Gratton  Road. 
Cheltenham  GL50  2BN  England. 
Bury  D.  doiMnts, 

hkutager,  SmaU  AJrpkuie  Directorate,  Aircraft 
Certification  Service. 

Federal  Highway  Administration 
[FHWA  Doclwt  No.  MC-92-5] 

Parts  and  Accessories  Necessary  for 
Safe  Operation;  Limited  Waiver  for 
Domino's  Pl2za  Distribution  Co. 

AGENCY:  Federal  Highway 
Administration  (FHWA).  DOT. 
ACTION:  Grant  of  petition  of  waiver. 

SUMMARY:  The  FHWA  is  granting,  in 

part,  Domino's  Pizza  Distribution 
Corporation's  petition  for  a  waiver  from 
the  requirements  of  49  CFR  393.25(e)  of 
the  Federal  Motor  Carrier  Safety 
Regulations  (FMCSRs).  This  waiver  will 
permit  Domino's  Pizza  Distribution 
Corporation  to  use  a  strobe  warning 
lamp  on  the  rear  of  its  semi-trailers, 
which  would  be  operated  when  the 
vehicle  is  being  driven  in  reverse  and 
when  the  vehicle  is  being  unloaded.  The 
FiiWA  is  granting  the  waiver  to  permit 
Domino's  Pizza  to  use  the  strobe  lamps 
on  certain  of  its  semi-trailer  fleet  during 
a  3-year  trial  period,  subject  to  the 
conditions  imposed  by  the  FHWA  in 
this  notice. 

EFFECTIVE  DATE:  January  5, 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Larry  W.  Minor,  Office  of  Motor  Carrier 
Standards,  HCS-10.  (202)  366-2981;  or 
Mr.  Charles  Medalen,  Office  of  the  Chief 
Counsel,  HCC-20,  (202)  366-0834. 
Federal  Highway  Administration.  400 
Seventh  Street.  SW..  Washington.  DC 
20590.  Office  hours  are  frt>m  7:45  a.m. 
to  4:15  p.m.,  e.t.,  Monday  through 
Friday,  except  legal  holidays. 
SUPPLEMENTARY  INFORMATION:  On 
January  21, 1992.  the  FHWA  published 
a  notice  of  petition  in  the  Federal 
Register  (57  FR  2308)  requesting 
comments  on  a  petition  received  from 
Domino's  Pizza  Distribution 
Corporation  (Domino's  Pizza).  The 
petitioner  uses  tractor-semi-trailer 
combination  vehicles  to  distribute 
supplies  to  its  stores.  Approximately  65 
to  75  percent  of  the  trailers  in  the 
Domino's  Pizza  fleet  are  navy  blue,  and 
most  deliveries  are  made  during  night- 
time, non-business  hours.  Delivery 
locations  are  within  or  in  close 
proximity  to  "highly  marqueed"  strip 
malls.  Domino's  Pizza  has  indicated  that 
their  vehicles  are  equipped  with  all 
lighting  and  reflective  devices  required 
under  the  Federal  Motor  Vehicle  Safety 
Standards  (FMVSSs)  and  the  FMCSRs. 


However,  Domino's  Pizza  has  a  problem 
*vith  front-to-rear  colHsions;  motorists 
are  driving  into  the  rear  of  their  semi- 
trailers. Domino's  Pizza  believes  that 
merchants'  advertising  methods  and 
local  weather  conditions  have  an 
adverse  effect  on  the  visibility  of  its 
vehicles  to  drivers  of  other  vehicles.  The 
advertising  methods  include  signs  and 
lights  which,  depending  on  the  position 
of  the  Domino's  vehicle  and  the  time  of 
day,  may  decrease  motorists'  ability  to 
recognize  the  presence  of  the  semi- 
trailers. To  address  this  problem. 
Domino's  Pizza  began  studying  the 
possibility  of  using  auxiliary  non- 
steady-buming  lamps  on  the  rear  of  its 
semi-trailers. 

However.  §  393.25(e)  of  the  FMCSRs 
requires,  in  part,  that  all  exterior 
lighting  devices  be  steady-burning, 
except  turn  signals  and  stop  lamps 
when  used  as  turn  signals.  Strobe  lamps 
are  not  included  amount  the  lighting 
devices  which  are  excepted  from  the 
steady-burning  requirement  (i.e.,  tiun 
signals,  warning  lamps  on  service 
vehicles  authorized  by  State  and  local 
authorities,  or  vehicular  hazard  warning 
flashers  as  required  by  §  392.22  or 
permitted  by  §  392.18).  The 
noncompliance  of  the  proposed  lighting 
device  necessitated  that  petition  for  a 
waiver. 

The  waiver  is  being  granted  under 
section  206(f)  of  the  Motor  Carrier 
Safety  Act  of  1984  (Pub.  L.  98-554,  98 
Stat.  2829,  2835,  49  U.S.C,.app.  2505(f)) 
which  authorizes  waivers  of  any 
regulation  issued  under  the  authority  of 
that  Act  upon  a  determination  that  the 
waiver  is  not  contrary  to  the  public 
interest  and  is  consistent  with  the  safe 
operation  of  commercial  motor  vehicles. 
In  accordance  with  section  206(0.  the 
FHWA  published  a  notice  seeking 
public  comment  on  Domino's  requires 
for  a  waiver  on  January  21, 1992  (57  FR 
2308). 

Discussion  of  Comments  to  the  Docket 

The  FHWA  received  one  comment  to 
the  notice  of  petition — from  the  Virginia 
State  Police  (State  police).  The  State 
police  were  opposed  to  the  waiver.  "We 
feel  the  use  of  Iretroreflective)  material 
or  reflex  reflectors  as  proposed  by  (the 
National  Highway  Traffic  Safety 
Administration  (NHTSA)  on  [December 
4, 1991.  (56  FR  63474)]  would  be  far 
more  likely  to  increase  vehicle 
conspicuity  and  in  turn  reduce  crashes 
than  the  use  of  a  single  warning  lamp 
as  Domino's  Pizza  suggests."  The  State 
police  mentioned  that  the  Virginia 
Department  of  Transportation  is 
presently  using  retroreflective  material 
on  "a  number  of  vehicles  in  its  fleet" 
with  favorable  results. 


The  State  police  also  indicated  that 
"the  intensity  of  the  strobe  warning 
lamp  is  much  less  than  other  lighting  on 
the  rear  of  such  vehicles."  Amber  rear 
turn  signals  have  an  intensity  of 
approximately  750  candela  compared  to 
an  effective  intensity  of  165  candela  for 
the  strobe  warning  lamp. 

The  FHWA  is  femiliar  with  the 
NHTSA 's  rulemaking  on  trailer 
conspicuity  and  does  not  believe  the 
current  rulemaking  should  serve  as  a 
basis  for  denying  Domino's  petition  for 
a  waiver.  While  the  proposed 
conspicuity  treatment  has  been  proven 
effective  in  the  NHTSA 's  fleet  study,  the 
15  percent  effectiveness  in  reducing 
accidents  in  which  a  trailer  is  struck  by 
another  vehicle  is  not  sufficient  to 
preclude  the  evaluation  of  other 
devices.  The  FHWA  believes  that  a 
study  on  the  use  of  strobe  warning 
lamps  may  provide  useful  information 
concerning  the  prevention  of  collisions 
with  trailers. 

In  response  to  the  State  police's 
comment  on  the  effective  intensity  of 
the  strobe  lamp,  the  FHWA  beUeves  the 
165-candela  limit  is  appropriate.  The 
jL65-candeIa  limit  is  within  the  range  of 
photometric  values  allowed  by  FMVSS 
No.  108  for  stop  lamps  and  turn  signals. 
Under  a  worst-case  scenario,  the 
effective  intensity  of  the  strobe  lamp 
would  be  greater  than  the  photometric 
values  of  stop  lamps  and  turn  signals 
with  performance  levels  which  are  at  or 
slightly  above  the  minimum  acceptable 
levels  of  FMVSS  No.  108.  The  FHWA 
believes  this  restriction  will  ensure  that 
the  strobe  lamp  does  not  decrease  the 
effectiveness  of  the  required  lighting 
devices. 

Conditions  of  the  WaiTcr 

The  conditions  of  the  waiver  listed 
below,  with  the  exertion  of  the 
removal  of  the  requirement  to  submit  a 
copy  of  the  accident  report  form  (MCS- 
50T)  and  the  modification  of  the 
requirements  for  an  annu)«l  report  on  the 
results  of  the  use  of  the  strobe  lamp  and 
the  reporting  of  accidents  within  certain 
distances  of  Domino's  vehicles,  are  as 
published  in  the  January '21  notices.  The 
decision  to  remove  the  requirement  for 
the  submittal  of  the  MCS-50T  is  based 
on  the  FHWA's  proposed  elimination  of 
the  requirement  that  motor  carriers 
submit  accident  reports  (57  FR  33712, 
July  30. 1992). 

The  accident  history  monitoring 
requirement  in  the  conditions  of  the 
waiver  has  been  modified  to  include  an 
annual  assessment  on  the  effectiveness 
of  the  strobe  lamp.  Although  the  annual 
assessment  was  implied  by  the  wording 
proposed  in  the  January  21, 1992. 
notice,  the  FHWA  believes  the 
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requirement  should  be  dearly  stated  in 
the  conditions  of  the  waiver.  Also,  the 
requirement  that  Domino's  Pizza 
provide  information  about  motor 
vehicle  accidents  Mrithin  150  teei  of  the 
Domino's  vehicles  equipped  mth  the 
strobe  lamp  has  been  modified  to 
include  only  those  accidents  that  occur 
within  25  feet  to  the  rear  of  Domino's 
vehicles.  The  FHWA  does  not  beUeve 
that  information  about  all  motor  vehicle 
accidents  occurring  beyond  25  feet  to 
the  leer  of  the  Domino's  vehicle  will 
provide  meeningful  data.  The  FHWA 
does  not  believe  these  dianges  will 
result  in  less  stringent  conditions  than 
those  proposed  in  the  notice  of  petition. 

I.  Efiiectrve  Intensity  of  the  Strobe 

The  FHWA  is  Imuting  the  maximum 
effective  intensit^of  the  strobe  lamp  to 
no  more  than  16p  candela.  The  165- 
candela  limit  for  the  strc^  lamp  allows 
for  manufacturing  tolerances  in  the 
production  of  the  15(H:ande]a  stn^ 
lamp.  A  measurement  of  effective 
intensity  shall  be  made  using  the  strobe 
lamp  under  operational  conditions  and 
the  meesureDMot  procadtuv  in 
"Emergency  Vehicle  Warning  Lights: 
State  of  the  Art."  U.S.  Department  of 
Commerce.  National  hutitute  of 
Standards  and  Technology  (formerly 
Naticmal  Bureau  of  Standards),  Special 
Publication  480-16,  September  1978. 
pp.  100-105.  Domino's  Pizza 
Distribution  Corporation  is  required  to 
ensure  that  the  effective  intensity  of  the 
proposed  strobe  lamp  is  measured  using 
the  method  prescribed  or  by  comparable 
measurement  procedures  or  obtain  a 
written  statement  from  the  manufactiuer 
of  the  strobe  lamp  indicating  the  lamp 
has  been  tested  lising  comparable 
measurement  procemues.  The  voltage  to 
be  used  for  the  testing  of  the  strobe  bmp 
shall  be  equal  to  the  maximum  voltage 
to  be  used  when  the  strobe  lamp  is 
mounted  on  the  vehicle.  Also,  tne  strobe 
lamp's  effective  intensity  shall  be 
measured  using  an  amber  lens  (the  color 
of  the  lens  to  be  used  during  the  3-year 
trial  period).  The  effective  color  of  the 
light  emitted  by  the  strobe  lamp  is 
required  to  conform  to  titfi  definition  of 
yellow  (amber)  found  in  the  Society  of 
Automotive  Engineers  (SAE)  standard 
J578.  Color  Specification,  May  1988. 
Domino's  Pizza  shall  provide  written 
notification  to  the  FHWA  that  the 
measurement  of  the  effective  intensity 
of  the  proposed  strobe  lamp  was  made 
under  operational  conditions.  Domino's 
Pizza  shall  also  provide:  the  date(s)  the 
measurement  was  performed;  the 
location  of  the  measurement; 
certification  that  the  effective  color  of 
the  strobe  lamp  conforms  to  the 
definition  of  yellow  (amber)  in  SAE 


J578;  the  voltage  used  during  testing  and 
the  effective  intensity  determined  at  that 
voltage;  the  individuaUs)  or  company 
perfcurming  the  measurement;  and  the 
measurement  procedxue  used. 

n.  Installation  of  the  Strobe 

llie  strobe  lamp  shall  be  installed  in 
such  a  way  that  it  can  only  be  operated 
when  the  transmission  of  the  tractor  is 
in  the  reverse  or  when  the  vehicle  is 
parked.  The  strobe  lamp  shall  be 
mounted  approximateiv  on  the  vertical 
centeriine  of  the  rear  of  the  trailer,  at  a 
height  between  35  and  60  inches  above 
the  surface  of  the  road  (measured  with 
the  vehicle  unloaded).  Domino's  Pizza 
shall  obtain  the  approval  of  the  FHWA 
for  the  installation  of  the  lamp  in  other 
locaticms  on  the  rear  of  the  trailer.  The 
diameter  of  the  lens  shall  not  exceed  4 
inches,  and  the  color  of  the  lens  is 
restricted  to  ember.  The  flash  rate  for 
the  strobe  shall  not  exceed  80  flashes 
per  minute. 

m.  Compliance  With  Lighting  and 
Wiring  Requirements  of  the  FMCSRs 

The  installation  of  the  strobe  lights 
shall  be  in  compliance  with  §  393.25, 
except  paragraph  (e);  §  393.27,  Wiring 
s]>ecifications;  §  393.29,  Grounds; 
§  393.31,  Overload  protective  devices; 
and  §  393.33,  Wiring,  installation. 

IV.  Duration  of  Waiver;  Accident 
History  Monitoriag 

The  FHWA  is  grajafting  the  waiver  for 
a  3-year  period.  Tha  3-year  period 
begiios  with  the  pubkcation  of  this 
notice  in  the  Fada«r&Bgisler  Domino's 
Pizza  shall  provide  the^^iWA  with  an 
annual  report  (m  the  result  of  the  use  of 
the  strobe  lamps  so  that  the  acddent 
history  of  the  vehicles  equipped  with 
the  strobe  lamp  and  those  vehicles 
which  are  not  equipped  with  the  lamp 
can  be  dosdy  monitored.  The  annual 
report  shall  include  an  assessment,  by 
Domino's  Pizza,  of  the  effectiveness  of 
the  strobe  lamp  in  reducing  accidents 
(distinguishing  between  accidents  on 
private  property  versus  public  roads). 
The  assessment  shall  make  reference  to 
any  specific  incidents  in  which 
Domino's  Pizza  believes  the  strobe  lamp 
may  have  prevented  an  accident. 

Domino  s  Pizza  shall  report  accident 
information  and  data  on  all  accidents 
that  occur  to  the  vehicles  equipped  with 
the  strobe  lamp,  including  those  which 
do  not  involve  front-to-rear  collisions 
with  Domino's  vehicles.  In  addition,  all 
motor  vehicles  accidents  that  occur 
within  25  feet  to  the  rear  of  Domino's 
vehicles  equipped  with  the  strobe  lamp, 
but  not  necessarily  involving  the 
Domino's  vehicles,  are  to  be  reported. 
All  fitmt-to-rear  collisions  with 


Domino's  vehicles  which  ara  not 
equipped  with  the  stn^  lamp  are  also 
to  be  reported.  Three  copies  of  the 
information  listed  below  shall  be 
forwarded  to  the  Office  of  Motor  Carrier 
Standards  on  a  monthly  basis: 

1.  The  position  of  the  vehicles  engaged 
in  the  accident  (description  and 
diagram  of  the  accident  scene). 

2.  Color  photographs  of  the  suixounding 
environment 

3.  Environmental  conditions  (i.e., 
backgnnmd  environment,  time  of  day, 
li^t  conditions,  weather,  roadway 

4.  ulterview  information  vrith  the 
driver/occupants  of  the  striking 
vehicle  (specifically,  what  the  driver/ 
occupants  saw). 

5.  Copy  of  police  report  (if  one  is 
prepared)  far  the  accident.  In  the  case 
of  motor  vehicle  accidents  that  occur 
within  25  feet  to  the  rear  of  Dominos's 
vehicles  equipped  with  the  strobe 
lamp,  but  not  necessarily  involving 
the  Domino's  vehicles,  the  police 
report  is  not  require4e, 

6.  Cost  damage  to  each  of  the  involved 
vehicles.  In  the  case  of  accidents  that 
occur  within  25  feet  to  the  rear  of 
Domino's  vehicles  equipped  with  the 
strobe  lamp,  but  not  necessarily 
involving  the  Domino's  vehicles,  the 
cost  of  damage  is  not  required. 

7.  Description  of  injuries/iatalities. 

V.  Maintenance  History 

As  part  of  the  periodic  review  of  this 
VNiiver.  Domino's  Pizza  Distribatioa 
Corporation  shall  develop  a  test  md 
maintenance  program  to  ensure  that  the 
operation  of  the  strobes  is  consistent 
with  the  conditions  of  the  waiver,  and 
keep  a  maintenance  history  of  the  strobe 
lamps.  A  copy  of  the  maintenance 
history  shall  be  forwarded  to  the  Office 
of  MotOT  Carrier  Standards  on  a 
ouarteriy  basis,  each  year,  for  the 
duratien  of  the  waiver.  In  addition  the 
maintenance  history  for  the  strobe 
lamps  shall  be  maintained  at  the 
location  at  which  the  vehicles  are 
garaged  or  maintained,  or  the  principal 
place  of  business. 

VL  State  and  Local  Laws 

The  use  of  the  strobe  lamps  must  be 
in  compliance  with  State  and  local 
safety  regulations  or  must  be  approved 
by  the  State  or  local  authorities  in  the 
jurisdictions  in  which  the  strobe  lamp 
will  be  used.  A  list  of  States  in  which 
the  vehicles  will  be  operated  and  copies 
of  State  approvals  shall  be  provided  to 
the  FHWA.  The  FHWA  strongly 
encoin^ges  State  and  local  authorities 
with  safety  regulations  which  would 
prohibit  the  use  of  the  proposed  lamps 
to  accept  the  terms  of  the  waiver.  It  is 
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not  the  intention  of  the  FHWA  to 
preempt  State  or  local  requirements 
which  would  preclude  the  use  of  the 
strobe  lamps.  For  jurisdictions  in  which 
the  safety  regulations  preclude  the  use 
of  the  strobe  lamps,  a  copy  of  the 
approval  granted  by  the  States  or  local 
authorities  shall  be  provided  to  the 
FHWA  by  Domino's  Pizza. 

VII.  Number  of  Vehicles  To  Be 
Equipped  With  Strobe  Lamps 

The  number  of  semi-trailers  that  may 
be  equipped  with  the  strobe  lamps  shall 
not  exceed  50  percent  of  the  number  of 
semi-trailers  per  Domino's  Pizza 
Distribution  Ck)rporation  terminal.  The 
total  number  of  semi-trailers  per 
terminal,  along  with  the  total  number  of 
vehicles  equipped  with  the  strobe  lights, 
shall  be  provided  to  the  FHWA. 

Vni.  Termination  of  Waiver 

Domino's  Pizza  shall  discontinue  the 
use  of  the  strobe  lamps  (l)  upon  the 
completion  of  the  3-year  trial  period  or 
(20  when  instructed  to  do  so  by  the 
FHWA  at  either  the  completion  of  an 
annual  review  or  at  any  time  it  is 
determined  by  the  FHWA  that  the 
continued  use  of  the  strobe  lamps 
decreases  the  safety  of  operation  of  the 
vehicles  on  which  the  lamps  are  used. 

In  consideration  of  the  comments  of 
the  Virginia  State  police,  and  under  the 
conditions  provided  above,  the  FHWA 
hereby  grants  Domino's  Pizza 
Distribution  Corporation's  petition  for  a 
waiver  from  the  requirements  of 
§  393.25(e). 

Authority:  49  U.S.C.  3102;  49  U.S.C.  app 
2505;  23  U.S.Q  315;  49  CFR  1.48. 

Issued  on:  December  21. 1992. 
TJ).  LarBOB. 
Administrator. 
[FR  Doc.  93-33  Filed  1-4-93  8:45  am] 

BILUNG  COOC  «tO-29-M 


Federal  Railroad  Administration 
[FRA  Docket  No.  H-92-1] 

Petition  for  Waiver  for  Teat  Program; 
National  Railroad  Pasaenger 
Corporation 

On  July  14. 1992.  the  Federal  Raihoad 
Administration  (FRA)  published  in  the 
Federal  Register  (57  FR  31228)  notice  of 
a  petition  from  the  National  Railroad 
Passenger  Corporation  (Amtrak)  and 
Metro  North  Commuter  Railroad 
(MCNW)  for  waiver  from  FRA  rail  safety 
regulations  for  a  program  to  conduct  a 
test  and  provide  a  limited  revenue 
service  demonstration  of  a  passenger 
trainset  imported  from  Sweden,  the 
'•X2000". 

By  January  15. 1993,  the  test  phase  of 
this  program  will  have  been  completed 
and  the  start  of  the  limited  revenue 
service  demonstration  will  be  imminent. 
Amtrak  submitted  an  additional  petition 
(to  which  MCNW  is  not  a  part) 
requesting  waiver  ofxompliance  with 
§  213.9  of  the  Federal  track  safety 
standards  in  order  to  operate  the  X2000 
trainset  at  speeds  above  110  mph.  For 
convenience  sake,  this«ew  petition  is 
included  within  the  scope  of  the  initial 
petition.  Docket  No.  H-92-1. 

Certain  sections  of  the  Northeast 
Corridor  main  tracks  between 
Washington,  DC  and  New  York  City  are 
now  approved  for  revenue  passenger 
train  speeds  of  up  to  125  mph.  The 
railroad  has  in  effect  for  these  track 
segments  a  rigorous  inspection  and 
maintenance  program.  Amtrak  wants  to 
operate  the  X2000  equipment  at  135 
mph  over  a  portion  of  these  high  speed 
tracks.  The  demonstration  period, 
commencing  February  1, 1993.  is 
scheduled  to  be  not  longer  than  four 
months. 

Interested  parties  may  submit  written 
views,  data,  or  comments.  FRA  does  not 


anticipate  scheduling  a  public  hearing 
in  connection  with  these  proceedings 
since  the  facts  do  not  appear  to  warrant 
a  hearing.  If  any  interested  party  desires 
an  opportunity  for  comment,  they 
should  notify  FRA,  in  writing,  before 
the  end  of  the  comment  period  and 
specify  the  basis  for  their  request.  All 
communications  concerning  this 
proceeding  should  identify  the 
appropriate  docket  number  (e.g.,  Waiver 
Petition  Docket  No.  H-92-1)  and  must 
be  submitted  in  triplicate  to  the  Docket 
Clerk.  Office  of  Chief  Counsel.  Federal 
Railroad  Administration.  Nassif 
Building.  400  Seventh  "Street.  §W.,' 
Washington.  DC  20590. 
Communications  received  before 
February  1. 1993  will  be  considered  by 
FRA  before  final  action  is  taken.  All 
written  communications  concerning 
these  proceedings  are  available  for 
examination  during  regular  business 
hours  (9  a.m.-5  p.m.)  in  room  8201, 
Nassif  Building.  400  Seventh  Street. 
SW..  Washington.  DC  20590. 

Issued  in  Washington.  DC  on  December  28. 
1992. 

Edward  R.  English. 

Acting  Associate  Administrator  for  Safety. 
|FR  Doc.  93-9  Filed  lr-4-93;  845  ami 

BtLUNC  CODE  4*10-0«-M 
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Sunshine  Act  Meetings 
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Tuesday,  January  5,  1993 


This  section  cH  the  FEDERAL  REGISTER 
contains  notices  of  meetings  published  under 
the  "Gowenrvnent  In  tw  Sunshine  AcT  (Pub. 
L  94-409)  5  U.S.C.  552b(eK3). 


COMMODITY  FUTURES  TRAOiNQ  COMMISSION 

TME  AND  DATE:  10  a.m..  Thursday, 
January  14, 1993. 

PLACE:  2033  K  St..  NW..  Washington. 
DC,  Lower  Lobby  Hearing  Room. 

STATUS:  Open. 

MATTERS  TO  BE  CON8I0EREO: 

— Regulation  of  Hyluid  Instruments — 

final  rules 
— Exemption  of  Certain  Swap 

Agreements — final  rules 
CONTACT  PERSON  FOR  MORE  MFORMATKM: 
Jean  A.  Webb.  254-€314. 
)eaaA.Wdbb. 
Secretaiy  a/  the  Commission. 

IFR  Doc.  92-31449  Piled  12-31-92;  11:35 
ami 

BUUHG  cooe  (ssi-ai-M 

COMMODITY  FUTURES  TRAOMQ  COMMKSION 

TME  AND  DATE:  10:30  a.m^  Thursday, 
January  14, 1993. 

PLACE:  2033  K  St.,  NW.,  Washington. 

DC,  8th  Floor  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Enforcement 

Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Jean  A.  Webb,  254-6314. 

leaa  W.  Webb, 

Secretary  of  the  Commission. 

[FR  Doc.  92-31950  Piled  12-31-92;  8:45  am] 

BtUMG  COOC  SSSt-M-M 

COMMODITY  FUTURES  TRAOINQ  COMMISSION 

TIME  AND  DATE:  10  a.m.,  Thursday, 
January  21. 1993. 

PLACE:  2033  K  St..  NW..  Washington. 
DC,  Lower  Lobby  Hearing  Room. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  Floor  Trader 
Registration  and  Ethics  Training  Rules — 
proposed  rules. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  A.  Webb,  254-6314. 
|eaa  A.  Webb, 

Secretary  of  the  Conmiission. 

IFR-Doc.  92-31951  Filed  12-31-92;  11:35 
am] 

aiLUNo  CODE  nsi-m-M 


COMMODITY  FUTURB  TWADWO  COMMISSION 

TIME  ANO  date:  10  a.m..  Thursday. 

Janxiary  26, 1993. 

PLACE:  2033  K  St..  NW..  WashingtcHi. 

DC,  Lower  Lobby  Hearing  Room. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  Contract 

Market  Emergency  Actions — proposed 

rules. 

CONTACT  PERSON  FOR  MORE  MFOmiATlON: 
Jean  A.  Webb,  254-6314. 
lean  A.  Webb, 

Secretary  of  the  Commission. 

(FR  Doc  92-31952  Filed  12-31-92;  11:35 
am] 

BMXINO  CODE  «351-»t-M 

COMMODITY  FUTURES  TRAOMG  COMMISSION 

TME  AND  DATE:  10:30  a.m.,  Thursday, 

January  26. 1993. 

PLACE:  2033  K  St.,  NW..  Washington. 

DC,  8th  Floor  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Rule 

enforcement  review. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Jean  A.  Webb,  254-6314. 

JeanA.Wriib, 

Secretary  of  the  Commission. 

IFR  Doc.  92-31953  Filed  12-31-92;  11:35 

ara] 

MUJNO  cooc  sasi-vt-M 

DEFENSE  NUCLEAR  FAOLfTIES  SAFETY 
BOARD 

Pursuant  to  the  provisions  of  the 
"Government  in  the  Sundune  Act"  (5 
U.S.C  552b),  notice  is  hereby  given  of 
the  continuation  of  the  following 
meeting  of  the  Board: 
TIME  AND  DATE:  9  a.m.,  January  5. 1993. 
PLACE:  PubUc  Hearing  Room.  Suite  700, 
625  Indiana  Avenue,  NW.,  Washington, 
DC  20004. 

STATUS:  Closed.  Exemption  3.  Portions 
of  the  meeting  may  also  be  dosed  under 
Exemption  1;  Exemption  7;  and 
Exemption  9. 

MATTERS  TO  BE  CONSIDERED:  The  Board 
will  reconvene  and  continue  the  closed 
meeting  conducted  on  December  17  to 
deliberate  upon  safety  issues  related  to 
the  HB-Line,  Savannah  River  Site,  South 
Carolina,  including,  but  not  limited  to, 
consideration  of  testimony  and 
documents  received  at  the  public 
meeting  and  public  hearing  conducted 


in  Aiken,  South  Carolina,  on  December 
15. 1992,  regarding  the  Department  of 
Energy's  Operational  Rea^ess  Review 
and  other  matters  related  to  the 
proposed  restart  of  the  HB-Line. 

FOR  MORE  INFORMATION  CONTACT: 
Kenneth  M.  Pusateri,  General  Manage, 
Defense  Nuclear  Facilities  Safety  Board, 
or  Carole  J.  Council,  625  Indiana 
Avenue,  NW.,  Suite  700,  Washingtrai, 
DC  20004.  (202)  208-6400. 

SUPPLEMENTARY  MFORMATION:  The  Boaid 

specifically  reserves  its  right  to  further 
schedule  and  otherwise  regulate  the 
course  of  the  meeting,  to  recess, 
reconvene,  postpone,  or  adjourn  the 
meeting,  and  otherwise  exercise  its 
powers  under  the  Atomic  Energy  Act  of 
1954,  as  amended. 

Dated:  December  30, 1992. 
Kenneth  M.  Pusateri, 
General  Manager. 
(FR  Doc  92-31945  Piled  12-30-02;  4:35  pml 

■KJJMO  COOK  WaO-KD-M 

BOARD  OF  GOVERNORS  OF  TME  FEDERAL 
RESERVE  SYSTEM 

TME  ANO  DATE:.  IIKM)  ajn..  Monday. 
January  11. 1993. 

PLACE:  Marriner  S.  Ecclee  Federal 
Reserve  Board  Building,  C  Street 
entrance  between  20th  and  21st  Streets, 
NW..  Washington.  DC  20551 

STATUS:  Dosed. 

MATTERS  TO  BE  CONSIOEREO: 

1.  Personnel  actions  (aj^xiintments. 
promotions,  assignments, 
reassignments,  and  salary  actions) 
involving  individual  Federal  Reserve 
System  employees. 

2.  Any  items  carried  forward  torn  a 
previously  announced  meeting. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Mr.  Joseph  R.  Coyne,  Assistant  to  the 
Board;  (202)  452-3204.  You  may  call 
(202)  452-3207,  beginning  at 
approximately  5  p.m.  two  business  days 
before  this  meeting,  for  a  recorded 
announcement  of  bank  and  bank  * 

holding  company  applications 
scheduled  for  the  meeting. 

Date:  December  31, 1992. 
Jennifer ).  Johnaon, 
Associate  Secretary  of  the  Board. 
IFR  Doc.  92-31955  Filed  12-31-92;  2:37  am) 
8HXMC  COOC  mO-01-M 
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Corrections 


This  section  o»  the  FEDERAL  REGISTER 
contains  edhxiai  cooections  of  prevKXisly 
pubtishwj  PrssidentJal,  Rule,  Proposed  Rule. 
and  Nolic*  documents.  These  correcttons  are 
prepared  by  the  OWce  (A  the  Federal 
Register.  Agency  prepared  corrections  are 
issued  as  signed  documents  and  appear  in 
the  appropriate  document  categories 
elsewhere  in  the  issue. 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47CFRPwt90 

[P«  DocttM  No.  91-295;  RM-7182.  FCC  92- 
5341 

Private  Land  Mobile  Radio  Services; 
Additional  72-76  MHz  Frequencies 

Correction 

In  rule  dociunent  92-30727  beginning 
on  page  60132  in  the  issue  of  Friday. 
December  18. 1992.  make  the  following 
correction: 

§90.63    [Corrected] 

On  page  60134.  in  the  first  column,  in 
§  90.63(c).  in  the  table,  the  last  two 
entries.  •*73.37"  and  "73.39"  should 
read  "75.37"  and  "75.39". 

■ttJJNQ  COOe  1M(-01-0 


Wednesday.  December  23. 1992  make 
the  following  corrections: 

1.  On  pages  61234—61238.  in  the 
heading  for  the  table.  "(Additions)" 
should  be  removed. 

2.  On  page  61234,  in  the  table,  in  the 
first  column.  "Additions:"  should 
appear  above  "Alabama:". 

3.  Please  make  note  of  the  following 
in  the  table: 

a.  "Additions"  begin  on  page  61234 
and  continue  throu^  page  61235. 
ending  with  "Spokane — Shilo  Inn". 

b.  "Corrections/Changes"  begin  on 
page  61235  and  continue  through  page 
61238.  ending  with  "Innkeeper". 

c.  "Deletions"  are  on  page  61238. 

BtLUNG  COOE  1S0S-01-O 


FEDERAL  EMERGENCY 
MANAGEMENT  AGENCY 

Changes  to  ttie  Hotel  and  Motel  Fire 
Safety  Act  National  Master  Ust 

Correction 

In  notice  document  92-31111 
beginning  on  page  61234  in  the  issue  of 


NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

36  CFR  Part  1230 


RIN  3095-AA22 

Micfographic  Records  Management 
Correction 

In  proposed  rule  dooiment  92-28944 
beginning  on  page  57042  in  the  issue  of 
Wednesday.  December  2. 1992.  make 
the  following  correction: 

11230.14    [Corrected] 

On  page  57044.  in  §  1230.14.  in  the 
third  column,  the  table  should  have 
appeared  as  follows: 


Paragnph 


Federal  Regicter 
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Paragmph 


n«mov* 


1230.14(dM1HO  • 


A^4SVAMM  MS23- 
1963180  3334- 
1069. 

1230U(d)(2) ANSt/AMM  MSa3- 

1963  ANSI/ISO 
SQ-1965. 


aUJJNO  CODE  1S0S-01-O 


Md 

ANSI/AIIM 
MS23-1901 
ISO  3334-1991 

ANSl/AIIM 
MS23-1991 

ANSI  rr2.i9- 

1990 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 

[Summary  Notice  No,  PE-92-37] 

Petitions  for  Exemption;  Summary  of 
Petitions  Received.  Dispositions  of 
Petitions  Issued 

Correction 

In  notice  document  92-30879 
beginning  on  page  60553  in  the  issue  of 
Monday,  December  21, 1992.  make  the 
following  correction: 

On  page  60554,  in  the  second  column, 
in  the  seventh  line,  the  Docket  No.: 
should  read  "112CE.". 

BILUNG  COOE  tSOS-OI-O 


1230.14<c) 


ANSI  rrgi-ige 

MS23-19e3 


Add 

ANSI  IT9.1-1991 
MS23-1991 
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Tuesday 
January  5,  1993 


Part  II 


Department  of 
Health  and  Human 
Services 


Food  and  Drug  Administration 


21  CFR  Part  103 

Quality  Standards  for  Foods  With  No 
Identity  Standards;  Bottled  Water;  Final 
Rule  and  Proposed  Rules 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
21  CFR  Part  103 

[Docket  No.  89N-0469] 

Quality  standards  for  Foods  With  No 
Identity  Standards;  Bottled  Water 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
quality  standards  for  bottled  water  by 
establishing  allowable  levels  for  the 
following  seven  synthetic  volatile 
organic  chemicals  (VOC's):  Benzene  (not 
to  exceed  0.005  milligrams  per  liter(mg/ 
L);  carbon  tetrachloride  (not  to  exceed 
0.005  mg/L):  1.2-dichloroethane  (not  to 
exceed  0.005  mg/L);  1.1- 
dichloroethylene  (not  to  exceed  0.007 
mg/L);  1.1.1-trichloroethane  (not  to 
exceed  0.20  mg/L);  trichloroethylene 
(TCE)  (not  to  exceed  0.005  mg/L);  and 
vinyl  chloride  (not  to  exceed  0.002  mg/ 
L).  FDA  is  taking  this  action  to  amend 
the  quality  standard  for  bottled  water 
following  rulemaking  by  the 
Environmental  Protection  Agency  (EPA) 
that  established  maximum  contaminant 
levels  (MCL's)  for  these  seven 
compounds  in  public  drinking  water. 
This  rulemaking  will  ensure  that  the 
minimum  quality  of  bottled  water 
remains  comparable  with  the  quality  of 
public  drinking  water  meeting  EPA 
standards. 

DATES:  Effective  July  6. 1993.  The 
Director  of  the  Office  of  the  Federal 
Register  approves  the  incorporation  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51  of  certain 
publications  in  21  CFR  t03.35{d)(3). 
effective  )uly  6. 1993. 
FOn  FURTHER  INFORMATION  CONTACT: 
Michael  E.  Kashtock.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
306).  Food  and  Drug  Administration. 
200  C  St.  SW..  Washington.  DC  20204. 
202-205-5229. 
SUPPLEMENTARY  INFORMATION: 


I.  Background 

Section  410  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
349)  requires  that  whenever  EPA 
prescribes  interim  or  revised  National 
Primary  Drinking  Water  Regulations 
(NPDWR's)  under  the  Safe  Drinking 
Water  Act  (SDWA).  FDA  consult  with 
EPA  and  either  amend  its  regulations  for 
bottled  drinking  water  (21  CFR  103.35) 
or  publish  in  the  Federal  Register  its 


reasons  for  not  making  such 
amendments. 

In  the  Federal  Register  of  )uly  8. 1967 
(52  FR  25690).  EPA  issued  a  final  rule 
establishing  NPDWR's  consisting  of 
MCL's  for  eight  VOC's.  In  accordance 
with  section  410  of  the  act.  FDA 
published  a  proposal  in  the  Federal 
Register  of  July  6. 1990  (55  FR  27831) 
announcing  the  agency's  intent  to  wk>pt 
the  MCL's  of  EPA  as  quality  starnlards 
for  seven  of  the  VOC's  addressed  in 
EPA's  final  rule,  as  follows:  benxene— 
0.005  mg/L;  carbon  tetrachloride — 0.005 
mg/L;  1.2-dichloroethane— O.005  mg/L; 
1,1-dichloroethylene— 0.007  mg/L; 
1.1.1-trichloroethane— 0.20  Htg/U 
trichloroethylene— 0.005  mg/L;  and 
vinyl  chloride— 0.002  mg/L.  FDA 
summarized  the  toxicotogical  evidence 
relied  upon  by  EPA  for  each  of  the 
seven  VOC's  in  establishing  MCL's  (55 
FR  27831  and  27832)  and  discussed  the 
reasons  for  the  agency's  tentative 
determination  to  adopt  the  MCL's  as  the 
allowable  levels  for  these  chemical 
contaminants  in  bottled  water  (55  FR 
27832  through  27833).  FDA  did  not 
propose  to  adopt  an  allowable  level  (or 
the  eighth  VOC  covered  by  EPA's 
proposal,  pnra-dichlorobenzwie  (p- 
dichlorobenzere),  because  EPA  was  in 
the  midst  of  a  second  rulemaking  on 
this  chemical  contaminant,  and  FDA  felt 
that  it  was  appropriate  to  postpone 
action  with  respect  to  this  substance  155 
FR  27831). 

F(dk)wij\g  publication  of  this 
proposal.  FDA  reopened  the  60-day 
comment  period  for  an  additional  30 
days  by  a  notice  published  in  the 
Federal  Register  of  March  21. 1991  (56 
FR  11979).  That  notice  announced  that: 
(1)  The  enactment  on  November  8. 1990, 
of  the  Nutrition  Labeling  and  Education 
Act  of  1990  (Pub.  L  101-535)  removed 
the  rulemaking  procedures  for  quality 
standards  for  foods  from  the  formal 
rulemaking  provision  of  section  701(e) 
of  the  act  (21  U.S.C.  371(e)),  and  (2) 
FDA  was  therefore  redesignating  the 
VOC  rulemaking  as  a  notice  and 
comment  rulemaking  that  would 
proceed  under  the  provisions  of  section 
701(a)  of  the  act  (21  U.S.C.  371(a)).  As 
a  result  of  the  change  announced  by 
FDA  on  March  21. 1991.  and  in  the 
interest  of  fairness,  the  comment  period 
was  reopened  to  provide  an  additional 
opportunity  for  public  comment 
because  the  701(a)  procedures  do  not 
provide  an  opportunity  to  submit 
objections  to  the  final  rule  as  do  the 
formal  rulemaking  provisions  under 
which  this  action  was  initiated. 


B.  Summary  of  and  Response  to 
Comments 

A.  Summary  of  Comments 

FDA  received  13  comments  in 
response  to  the  July  6. 1990,  proposal. 
The  comments  represented  the  views  of 
■  foreign  government's  office  for  General 
Agreement  for  Tariffe  and  Trade  (GATT) 
Enquiry  Point,  a  chemical  supply 
company,  three  State  water  districts,  a 
consortium  of  State  water  districts,  four 
trade  associations  representing  the 
interests  of  both  public  water  and 
bottled  water  providers,  a  State  health  , 
department,  a  bulk  water  company,  and 
one  individual.  Eleven  of  the  13 
comments  agreed  that  FDA  should 
adopt  the  proposed  VOC  levels  based  o  » 
EPA  requirements  for  public  drinking 
water  and  the  public's  expectation  that 
bottled  water  should  at  least  meet  the 
standards  set  by  EPA  for  public  drinking 
water. 

The  comment  from  the  foreign  GATT 
Enquiry  Point  stated  that  their  country 
had  not  set  contaminant  level  standards 
for  VOC's  because  they  believe  VOC 
contaminants  are  unacceptable  in 
bottled  water.  The  remaining  comment, 
while  concurring  that  FDA  should 
consider  MCL's  when  adopting  quality 
standards,  stated  that  FDA  should 
establish  maximum  VOC  levels  on  the 
basis  of  its  own  toxicological  assessment 
of  appropriate  and  permissible  levels  of 
contaminants  in  drinking  water. 

B.  Besponse  to  Comments 

1.  In  response  to  the  foreign 
government's  comment  objecting  to  the 
acceptability  of  VOC  contaminants  in 
bottled  water,  the  agency  notes  that  FDA  , 
and  EPA  recognize  that  in  certain 
instances,  the  presence  of  VOC's  and 
other  undesirable  substances  in 
drinking  water  sources  may  be 
unavoidable.  These  substances  are 
widely  dispersed  in  the  environment 
and  have  been  found  in  some  public 
and  bottled  water  sources.  The  legally 
prescribed  course  of  action  under  the 
SDWA  and  the  act  with  respect  to  such 
contaminants  is  for  EPA  to  establish 
limits  for  them  that  provide  for  the 
protection  of  the  public  health  and, 
when  appropriate,  for  FDA  to  adopt 
limits  for  these  contaminants  in  bottled 
water.  It  has  been  FDA's  policy  to  fulfill 
its  legal  obligation  under  the  act  by 
amending  the  quality  standard  for 
bottled  water  to  include  allowable  limits 
for  contaminants  that  EPA  has  regulated 
under  the  SDWA. 

Acceptable,  health-based  limits  for      • 
such  substances  in  public  drinking 
water  are  set  by  EPA  by  determining  a 
lifetime  exposure  level  at  which  nb 
known  or  anticipated  adverse  health 
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effects  occur  and  that  will  provide  an 
adequate  margin  of  safety.  EPA  uses 
these  criteria  to  establish  maximum 
contaminant  level  goals  (MCLG's)  and 
then  sets  the  MCL's  as  close  as  feasible 
to  the  MCXG's. 

Under  the  SDWA,  "feasible"  means 
possible  with  the  use  of  the  best 
technology,  treatment  techniques,  and 
other  means  that  are  found  to  be 
practical  under  actual  field  conditions 
for  removal  or  reduction  of  the 
contaminant  to  a  level  that  protects  the 
public  health  (52  FR  25690  at  25097). 
For  example,  EPA  set  the  MCL's  for  the 
carcinogenic  VCK^'s  addressed  in  this 
rulemaking  (0.002  mg/L  for  vinyl 
diloride  and  0.005  mg/L  for  benzene, 
carbon  tetrachloride,  1,1- 
dichloroethane,  and  tridiloroethylene) 
as  close  as  is  feasible  to  the  MCLG's  of 
zero,  that  is.  at  the  practical  quantitation 
limits  (PQL's)  of  the  analytical  methods 
used  to  measure  each  of  these 
contaminants  (52  FR  25690  at  25700). 

Given  these  considerations,  FDA 
believes  that  the  MCL's  for  these  seven 
VOC's  are  appropriate  as  maximum 
allowable  levels  for  these  contaminants 
in  bottled  drinking  water.  By  adopting 
limits  on  these  VOC's,  FDA  is  not 
condoning  their  presence  in  bottled 
water,  as  implied  by  the  comment,  but 
is  instead  acting  to  protect  the  public  by 
limiting  potentially  harmful  levels  of 
exposure  to  these  contaminants  that 
may  occur. 

2-  The  comment  that  suggested  that 
FDA  should  conduct  its  own  assessment 
of  drinking  water  contaminant  levels 
argued  that  such  an  assessment  was 
especially  important  because  the 
MCLG's  set  by  EPA  for  the  substances 
that  are  the  subject  of  this  rulemaking 
were  based  on  EPA  policy  and  not  on 
the  science  at  issue.  This  comment 
questioned  the  scientific  basis  upon 
which  EPA  assigned  MCLG's  of  zero  to 
all  carcinogens  which  EPA  categorized 
as  Group  B  (Probable  Human),  because 
32  substances,  that  is.  substances  that 
have  been  shown  to  be  carcinogens  in 
animal  testing  but  for  which  there  is  no 
evidence  of  human  cancer  risk,  should 
nut  be  assigned  MCLG's  of  zero.  In 
particular,  the  comment  contended,  and 
provided  documents  to  support  its 
contention,  that  TCE  was  misclassified 
by  EPA  as  a  B2-probable  human 
carcinogen.  The  comment  concluded 
that  FDA  should  review  the  scientific 
basis  for  EPA's  drinking  water  standards 
and  reevaluate  the  proposed  bottled 
water  quality  standard  for  TCE, 
considering  that  it  should  be  classified 
as  a  Group  C-possible  human 
carcinogen. 

To  avoid  any  misunderstanding,  FDA 
notes  that  it  does  not  have  authority  to 


set  standards  for  public  drinking  water. 
Under  the  provisions  of  the  SDWA  of 
1974,  EPA  is  charged  with  ensuring  that 
the  public  is  provided  with  safe 
drinking  water  and  with  establishing 
standards  for  contaminants  (as  MCL's) 
in  public  drinking  water  sources.  FDA, 
under  a  memorandum  of  understanding 
between  EPA  and  FDA  (44  FR  42775, 
July  20, 1979),  is  res|>onsible  for  water, 
and  substances  in  water,  used  in  food 
and  for  food  processing  and  for  bottled 
drinking  water. 

In  the  case  of  bottled  water,  it  has 
been  FDA's  policy  to  fulfill  its  charge 
under  section  410  of  the  act  by  adopting 
EPA  drinking  water  standards  as 
maximum  allowable  levels  for 
contaminants  in  bottled  water  unless 
there  exist  reasons  for  FDA  to  cortclude 
that  certain  EPA  standards  are  not 
applicable  to  bottled  water.  For 
example,  in  BPA  standard  for  drinking 
water  may  be  inappropriate  as  an 
allowable  level  for  a  contaminant  in 
bottled  water  if  it  is  reasonable  to  expect 
that  lower  levels  of  the  contaminant  will 
be  present  in  pottled  water  because  the 
presence  of  the  contaminant  in  drinking 
water  is  the  result  of  circumstances 
peculiar  to  public  water  systems  that 
can  be  avoided  by  bottlers,  e.g.,  lead  in 
pipes,  solder,  or  brass  fittings. 

As  explained  in  the  July  6, 1990, 
proposal,  FDA  tentatively  decided  to 
adopt  the  EPA's  health-based  MCL's  for 
seven  of  the  eight  VOC's  under  section 
410  of  the  act  because  some  sources  for 
bottled  drinking  water  may  be  expected 
to  contain  these  VOC  contaminants.  In 
addition,  the  agency  noted  that  in  some 
cases  bottled  water  may  be  consumed 
daily  in  amounts  similar  to  the 
consumption  of  water  from  public  water 
supplies.  In  cases  where  bottled  water  is 
subject  to  the  same  source  contaminants 
as  public  water  supplies,  FDA  believes 
that  to  ensure  the  quality  of  bottled 
water,  the  allowable  levels  for 
contaminants  should  normally 
correspond  to  the  levels  set  by  EPA  as 
the  MCL's  for  public  water  supplies. 
FDA  proposals  that  respond  to  EPA 
rulemaking  under  the  SDWA  generally 
have  not  duplicated  the  efforts  of  EPA 
in  judging  the  adequacy  of  NPDWR's  for 
the  protection  of  the  public  health.  In 
most  cases,  (except  as  noted  in  the 
previous  paragraph)  FDA  will  propose 
to  adopt  EPA's  MCL's  as  quality 
standards  for  bottled  water. 

It  would  clearly  be  inappropriate  for 
FDA  to  reevaluate  or  revise  the  drinking 
water  standards  duly  prescribed  by 
another  Federal  agency.  For  FDA  to  ■ 
reexamine,  as  suggested  in  the 
comment,  the  full  scope  of  the 
toxicological  issues  for  each 
contaminant  after  EPA  has  done  so,  and 


after  EPA  has  established  MCL's  under 
notice  and  comment  rulemaking 
procedures,  would  be  redundant  and 
inconsistent  with  the  intent  of  section 
410  of  the  act. 

However,  before  proposing  to  adopt 
the  MCL's  for  the  seven  VOC's,  FDA  did 
in  fact  review  the  overall  results  of  the 
toxicological  studies  conducted  with  the 
VOC's.  As  a  result,  FDA  found  that  it 
agreed  completely  with  EPA's 
conclusions.  These  conclusions  were,  in 
part,  based  on  studies  showing  that  TCE 
causes  liver  tumors  in  mice  when 
administered  orally  at  high  doses  over 
the  lifetime  of  the  animals.  Considering 
these  data  and  the  possible  chronic 
human  exposure  to  this  contaminant 
from  daily  water  consumption,  FDA 
believes  that  EPA's  MCL  for  TCE  is  a 
reasonable  health-based  drinking  water 
contaminant  level  limit.  Therefore,  FDA 
rejects  the  comment's  suggestion  that  it 
conduct  its  own  assessment  of  drinking 
water  contaminant  levels  for  bottled 
water  and  reevaluate  the  carcinogenic 
potential  of  TCE  in  humans  and  is 
adopting  the  0.005  mg/L  MCL  for  TCE 
as  the  allowable  level  for  this  substance 
in  the  quality  standard  for  bottled  water. 

However,  should  new  data  or  a 
reexamination  of  the  toxicological  status 
of  TCE  lead  EPA  to  conclude  that  TCE 
is  not  a  potential  human  caiUhtogen,  or 
that  it  has  otherwise  misclassified  this 
substance,  FDA  will  consider  amending 
the  bottled  water  quality  standards  to 
reflect  any  significant  revision  in  the 
MCL  by  EPA. 

3.  The  comments  received  from  trade 
associations  and  State  water  officials 
uniformly  urged  that  FDA  adopt  the 
VOC  standards  as  proposed  and  stressed 
a  need  for  more  stringent  regulation  of 
the  bottled  water  industry.  The 
comments  called  for  more  frequent 
inspections  and  analyses  of  water 
samples,  better  coordination  of  recalls, 
labeling  on  bottled  water  products  that 
identifies  the  source  and  purity  of  the 
water,  a  national  registry  for  bottled      t 
waters,  the  use  of  only  certified  State  oi^ 
Federal  testing  laboratories  for  required 
water  analyses,  and  limits  for  other 
organic  and  inorganic  contaminants. 
One  comment  encouraged  FDA  to 
define  the  terms  used  in  the  labeling  of 
bottled  water,  to  adopt  a  program  to 
provide  guidance  to  States  for  approving 
and  protecting  bottled  water  sources, 
and  to  develop  a  regular  testing  and 
monitoring  program  to  be  funded  by 
user  fees  based  on  production  volume. 

Other  comments  from  State  water 
officials  cited  recent  experiences  with 
bottled  waters  found  to  contain 
chlorodifluoromethane  (a  Freon), 
xylene,  toluene,  and  lead  contaminants 
and  suggested  that  FDA  regulate  the  . 
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levels  of  tbese  compounds  in  bottlsd 
water.  These  comments  requested  that 
FDA  eliminate  the  cunent  exemption 
for  bottled  mineral  waters  from 
compliance  with  the  quality  standard 
for  bottled  water,  citing  recent 
•xpeheoce  with  contaminated  miaeral 
waters  and  noting  that  mineral  water 
sources  are  subject  to  some  of  the  same 
contaminants  as  ai»  other  bottled  water 
sources.  All  of  these  comments 
requested  that  FDA  adopt  the  MCL  for 
plJiichlorobenzaaB.  As  noted  above, 
FDA  sUted  in  tha  July  6. 1990«  proposal 
that  it  would  delay  adoption  of  the 
allowable  level  of  this  chemical  until 
EPA  completes  lulemaking  on  the 
secondary  MCL  that  it  proposed  for  this 
chemical  on  May  22, 1989  (54  FR 
220621.  EPA  has  since  stated  (56  FR 
3526.  January  30, 1991)  that  H  is 
deferring  prooHilgalion  of  a  secondary 
MCL  for  p^chlorobenzene. 

Most  oi  the  issues  raised  in  these 
comments  are  outside  the  scope  of  this 
rulemaking,  which  addresses  only  the 
adoption  of  the  quality  standards  for 
seven  VOC's.  It  is  inappropriate  for  FDA 
to  respond  here  to  issues  that  were  not 
raised  by  the  proposal.  However,  many 
of  the  concerns  expressed  in  tha 
comments  either  are  the  subject  of 
separate  rulemddngs  by  tha  agenqr  in 
response  to  EPA's  promulgation  of 
NPOWR's  for  3S  contaminants  in 
drinking  water,  including  t<^uene. 
xylenes,  and  p-dichlorobenzene  {56  FR 
3526.  January  30. 1991  and  56  FR 
30266.  July  1. 1991).  to  EPA's 
promulgation  of  NPDWR's  for  lead  and 
copper  in  drinking  water  (56  FR  26460, 
June  7. 1991) .  or  to  a  petition  filed  l^ 
the  Intematiooal  Bottled  Watn 
Association  (IBWA)  (see  proposals 
published  elsewhere  in  this  issue  of  the 
Federal  Register). 

Revision  of  the  agency's  required 
frequency  of  testing  for  contaminants  in 
bottled  water,  as  advocated  in  the 
comments  received  from  trade 
associations  and  State  water  ofTicials, 
while  not  the  subject  of  this  rulemaking, 
was  discussed  in  the  proposal  in 
relation  to  tha  required  minimum 
annual  testing  Cor  chemical 
contaminants  in  the  source  water  and  in 
bottled  water  products  under  the 
provisions  of  current  good 
manufacturing  practice  (CGMP) 
regulaUons  (21  CFR  129.35).  FDA 
continues  to  believe  that  it  is  not 
necessary  to  revise  the  frequency 
requirements  for  the  analysis  of  bottled 
water  at  this  time.  In  particular,  the 
agency  reminds  bottlers  that  they  are 
responsihie  for  ensuring,  through 
appropnate  manufacturing  techniques 
and  sufficient  quality  control 
procedures,  that  all  bottled  water 


products  introduced  or  driivered  foe 
intioductioa  into  interstate  commerce 
comply  with  the  quality  standard  sat 
forth  in  §  103.35.  Bottled  water  that  does 
not  comply  with  a  requirement  in 
§  103.35  must  bear  a  label  statement  that 
tha  water  is  of  substandard  quality 
(§  103.35(0).  Moreover,  any  bottled 
water  that  contains  a  substance  that 
presents  a  heelth  concern  may  be 
sub^  to  regulatory  action  under 
section  402(a)(1)  of  the  act.  even  if  die 
bottled  water  bears  a  label  statement  of 
substandard  quality  {i  103.3S(g)X 

III.  Coachtstons 

EPA's  drinking  *w1er  regohtions 
promulgated  under  the  SDWA  are 
extensive  and  address  several  distinct 
types  of  chemical  contaminants  in 
drinking  water.  To  facilitate  the 
understanding  and  use  of  §  103.35  alter 
FDA  makes  the  anticipated  extensive 
amendments  to  this  regulation  in 
response  to  EPA  rulemakings,  FDA  has 
leor^tnized  S  103.35(d)  (the  paragraph 
of  the  bottled  water  quaUty  standard 
that  contains  allowable  levels  for 
individual  chemical  contaminants)  by 
listing  levels  for  chemical  contaminants 
established  pursuant  to  section  410  of 
the  act  in  new  paragraph  (d)(3).  which 
is  divided  to  reflect  the  different 
categories  of  chemical  contaminants 
addressed  by  EPA  in  its  regulations. 
Specifically,  paragraph  (dK3)  contains: 
(1)  The  allowable  levels  for  inorganic 
contaminants  in  Sl03.35(d)(3)(i);  (2)  the  , 
allowable  levels  for  VOCs  in  paragraph 
(dK3KiJ);  (3)  the  allowable  levels  for 
pesticides  imd  other  synthetic  organic 
chemicals  in  paragraph  (dKSKiii):  and 
(4)  the  allowable  levels  for  chemicals  for 
which  EPA  has  established  secondary 
maximum  contaminant  levels  in 
paragraph  (dK3)(iv).  In  addition. 
§  103.35(d)(3)ivi)  contains  provisions 
concerning  analytical  methodology  to  be 
used  in  determining  compliance  with 
the  allowable  levels. 

Because  this  reorganization  of 
§  103.35(dl  is  not  a  substantive  change, 
under  5  U.S.C.  553(b)  and  21  CFR 
10.40(d).  FDA  finds  that  rulemaking  is 
*unnecessary.  FDA  is  codifying  the 
provisions  of  this  final  rule  in  the 
reorganized  format  for  §  103.35(dJ. 
Specifically,  FT).*,  is  listing  the 
maximum  allowable  levels  for  the  seven 
VOCs  in  bottled  water  in 
§  103.35(dU3)(ii)  and  the  methodologies 
for  analyzii^  for  these  contaminants  in 
§  103  J5(d)(3)(vi).  Furthermore,  at  this 
time.  FDA  is  reserving  sections  of 
§  103.35(dU3)  that  will  list  the  allowable 
levels  and  appropriate  methods  for 
chemical  contaminants  other  than 
VOC's  (e.g-.  inocgBBic  chemicals, 


pestiddea.  and  synthetic  organic 

chemicals). 

Therefore,  upon  the  effective  date  of 
this  rule,  July  6, 1993.  any  bottled  water 
that  contains  an  amount  of  any  of  these 
contaminants  that  exceeds  the  allowable 
levels  will  be  midiranded  under  section 
403(h)(lJ  of  the  act  (21  U.S.C  343(hMl)) 
unless  it  bears  a  statement  of 
substandard  quality  as  provided  by 
S  103.35(f)(2)(ii). 

FDA  has  made  two  minor  oiffiiges  m 
the  final  rule  concerning  the  analytical 
methods  for  the  determination  of  the 
seven  VOCs.  First,  the  §103.35(dK3Mvi) 
of  the  final  rule  cites  an  updated  version 
of  the  EPA  publication  that  contains  the 
analytical  methods  ("Methods  for  the 
Determination  of  Organic  Compounds 
in  Drinking  Water."  Office  of  Research 
and  Devek^mieDt.  Environmental 
Monitoring  Systems  Laboratory,  EPA/ 
600/4-88/039,  December  1988)  that  are 
incorporated  by  reference  in  accordance 
with  5  liSJC  552(a>  and  1  CFR  part  51. 
Second,  the  source  for  these  methods 
will  be  the  National  Technical 
Information  Service  rather  than  FDA. 
This  change  is  consistent  with  the 
agency's  jwactice  of  relying  on  readily 
available  comm«cial  sources  for 
incorporated  materials  when  possiWe. 

IV.  Environmental  Impact 

The  agency  has  previously  considered 
the  environmental  effects  of  this  rule  as 
announced  in  the  proposed  rule  (55  FR 
27831.  July  6, 1990).  hto  new 
information  or  comnwnts  have  been 
received  that  would  affect  the  agency's 
previous  determination  that  there  is  no 
significant  impact  on  the  human 
environment  and  that  an  environmental 
impact  statement  is  not  required. 


V.  Economic  Impact 

FDA  has  examined  the  economic 
implications  of  this  final  rule  to  amend 
21  CFR  part  103  as  required  by 
Executive  Orders  12291  and  12612  and 
the  Regulatory  Flexibility  Act  (Pub.  L. 
96-354).  Executive  Order  12291 
compels  agencies  to  use  a  cost-benefit 
analysis  as  a  component  of 
decisionmaking,  and  Executive  Order 
12612  requires  Federal  agencies  to 
ensure  that  Federal  solutions,  rather    , 
than  State  or  local  solutions,  are 
necessary.  The  Regulatory  Flexibility 
Act  requires  regulatory  relief  for  small 
businesses  where  feasible.  FDA  has 
received  no  new  information  or 
comments  diat  would  alter  its  tentative 
finding  in  the  proposal  that  there  is  no 
substantive  economic  issue,  and  that 
this  rule  is  not  a  maior  rule  as  defined 
by  either  Executive  Order  12291  or  the 
Regulatory  Flexibility  Act  Finally, 
because  this  regulation  applies  to  food 
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for  interstate  trade,  and  individual  State 
regulations  would  hinder  interstate 
trade,  FDA  finds  that  there  is  no 
substantial  Federalism  issue  that  would 
require  an  analysis  under  Executive 
Order  12612. 

List  af  Subjects  ia  21  CFR  Part  103 

Beverages,  Bottled  water,  Food  grades 
and  standards.  Incorporation  by 
reference. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  103  is 
amended  as  follows: 

PART  103— QUAUTY  STANDARDS 
FOR  FOODS  WITH  NO  IDENTITY 
STANDARDS  " 

1.  The  authority  citation  for  21  CFR 
part  103  continues  to  read  as  follows: 

Authority:  Sees.  201.  401,  403, 409,  410. 
701 ,  706  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321,  341,  343.  348. 
349.371,376). 

2.  Section  103.35  is  amended  by 
adding  new  paragraph  (d)(3)  to  read  as 
follows: 

§103.35    B<miedw«t«r. 


(d)  •  •  • 

(3)  Having  consulted  with  the  U.S. 
Environmental  Protection  Agency  (EPA) 
as  required  by  section  410  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  the  Food 
and  Drug  Administration  has 
determined  that  bottled  water,  when  a 
composite  of  analytical  units  of  equal 
volume  from  a  sample  is  examined  by 


the  methods  listed  in  paragraph 
(d)(3)(vi}  of  this  section,  shall  not 
contain  the  following  chemical 
contaminants  in  excess  of  the 
concentrations  specified  in  paragraph 
(d)(3)(ii)  of  this  section. 

(i)  [Reserved] 

(ii)  The  allowable  levels  for  volatile 
organic  chemicals  (VCXTs)  are  as 
follows: 

Contaminani  (CAS  Reo-        CononlialKm  m  am- 
No4  giamsparMar 

Benzene  (71-43-2)  0.006 

Cartxxi  tetracNoride  (S6- 

2a-Q  OJOOS 

1.2-Oict4oroelhane  (107- 

06-2)  ,  0.005 

l.l-OkMonMtiyiene  (75- 

35-4)  0.007 

l.l.l-Trtchloioeihane 

(71-55-6)  0.20 

Trichloroettiytene  (79-01- 

6)  0.005 

Vinyl  chlortde  (75-01-4)  .  OOOe 

(iii) — (v)  (Reserved] 

(vi)  Analyses  conducted  to  determine 
compliance  with  paragraph  (d)(3)(ii)  of 
this  section  shall  be  conducted  in 
accordance  with  a  relevant  method 
coirtained  in  "Methods  for  the 
Determination  of  Organic  Compounds 
in  Drinking  Water."  Office  of  Research 
and  Development,  Environmental 
Monitoring  Systems  Laboratory,  EPA/ 
600/4-68/039.  December  1988.  and 
listed  separately  in  paragraphs 
(d)(3)(viKA)  through  (dK3)(vi)(E)  of  this 
section,  which  are  incorporated  by 
refierence  in  accordance  with  5  U.S.C 
S52(a)  and  1  CFR  part  51.  Except  as 
otherwise  indicated  below,  cc^ies  ara 
available  from  the  National  Technical 


Information  Service.  U.S.  Department  of 
Commerce,  5285  Port  Royal  Rd., 
Springfield,  VA  22161,  or  available  for 
inspection  at  the  Office  of  the  Federal 
Register,  800  North  Capitol  St.  NW.. 
suite  700,  Washington,  DC. 

(A)  Method  502.1— "Volatile 
Halogenated  Organic  (Dompounds  in 
Water  by  Purge  and  Trap  Gas 
C]hromatography"  (applicable  to  VOCs). 

(B)  Method  502.2— "Volatile  Organic 
Compounds  in  Water  by  Purge  and  Trap 
Capillary  Column  C^s  Chromatography 
with  Photoionization  and  Electrolytic 
Conductivity  Detectors  in  Series" 
(applicable  to  VCXTs). 

(C)  Method  503.1— "Volatile  Aromatic 
and  Unsaturated  Organic  Compounds  in 
Water  by  Purge  and  Trap  Gas 
Chromatography"  (applicable  to  VOCs). 

(D)  Method  524.1 — "Measurement  of 
Purgeable  Organic  (Compounds  in  Water 
by  Purged  Ckilumn  Gas 
C^romatography/Mass  Spectrometry" 
(applicable  to  VOCs). 

(E)  Method  524.2— "Measurement  of 
Purgeable  Oganic  (Dompounds  in  Water 
by  Capillary  Column  Gas 
(Zhromatography/Mass  Spectrometry" 
(applicable  to  VOCs). 

(vii)  [Reserved] 

Dated:  April  23, 1992. 
Michael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 

Editorial  Note:  This  document  was 
received  in  the  OiBce  of  tlie  Federal  Register 
Deceml)er  28, 1992. 
[PR  Doc.  92-31850  Filed  12-30-42;  9.O0«inJ 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  103 
[Dock0tNa91M-O141] 

Quality  Standards  for  Foods  With  No 
Identity  Standards;  Bottled  Water 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Proposed  rule^ 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
revise  its  bottled  water  quality  standard 
to  establish  or  modify  the  allowable 
levels  for  10  inorganic  chemicals  (IOC's) 
and  28  synthetic  organic  chemicals 
(SOC's).  including  10  synthetic  volatile 
organic  chemicals  (VOC's),  17 
pesticides,  and  polychlorinated 
biphenyls  (PCB's).  FDA  is  also 
proposing  to  affirm  the  existing 
allowable  levels  in  the  bottled  water 
quality  standard  for  mercury  and 
nitrate.  These  actions  follow 
rulemakings  by  the  Environmental 
Protection  Agency  (EPA)  that  resulted  in 
the  promulgation  of  regulations 
establishing  maximum  contaminant 
levels  (MCL"s)  for  the  28  SOCs  and  8 
IOC's,  treatment  techniques  for  2  SOC's. 
and  secondary  maximum  contaminant 
levels  (SMCL's)  for  2  IOC's.  FDA  is  not 
proposing  to  establish  allowable  levels 
for  the  two  SOC's  for  which  EPA 
established  treatment  techniques 
because  EPA  determined  that  it  was  not 
feasible  to  establish  MCL's  for  these 
substances.  FDA  is  also  proposing  to 
adopt  the  current  EPA  MCL  for  para- 
djchlorobenzene  (p-dichlorobenzene)  as 
the  allowable  level  for  this  chemical. 
DATES:  Written  comments  by  March  8. 
1993.  The  agency  intends  to  make  any 
final  rule  based  upon  this  proposal 
effective  180  days  following  the  date  of 
publication  of  the  final  rule  in  the 
Federal  Register. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Administration, 
rm.  1-23. 12420  Parklawn  Dr.. 
Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Michael  E.  Kashtock.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
306),  Food  and  Drug  Administration. 
200  C  St.  SW..  Washington.  DC  20204. 
202-205-5229. 
SUPPL^^IENTARY  MFORMATION: 

I.  Background 

National  primary  drinking  water 
regulations  (NPDWR's)  are  promulgated 


by  EPA  to  protect  the  public  health  from 
the  adverse  effects  of  contaminants  in 
drinking  water.  National  secondary 
drinking  water  regulations  (NSDWR's) 
are  promulgated  by  EPA  to  protect  the 
public  welfare  from  the  adverse 
aesthetic  effects,  such  as  odor,  taste,  and 
color,  of  contaminants  in  drinking 
water.  In  addition,  at  the  time  that  it 
promulgates  NPDWR's.  EPA 
promulgates  maximum  contaminant 
level  goals  (MCLG's),  which  are  health 
goals  that  are  based  solely  on 
considerations  of  protecting  the  public 
from  adverse  effects  of  drinking  water 
contamination. 

In  the  Federal  Register  of  January  30, 
1991  (56  FR  3526),  EPA  published  a 
final  rule  promulgating  NPDWR's 
consisting  of  MCL's  or  treatment 
techniques  for  26  SOC's  and  7  IOC's.  In 
that  final  rule  EPA  also  established 
NSDWR's  consisting  of  SMCL's  for  two 
IOC's.  Also  in  the  Federal  Register  of 
July  1. 1991  (56  FR  30266),  EPA 
published  a  final  rule  promulgating 
NPDWR's  consisting  of  MCL's  for  one 
IOC  (barium)  and  four  SOC's  (aldicarb. 
aldicarb  sulfoxide,  aldicarb  sulfone.  and 
pentachlorophenol).  EPA  initiated  these 
rulemakings  with  a  proposal  that  it 
published  in  the  Federal  Register  of 
May  22.  1989  (54  FR  22062).  However, 
the  MCL's  for  the  5  contaminants 
promulgated  in  EPA's  July  1. 1991  final 
rule  were  reproposed  by  EPA  on  January 
30.  1991  (56  FR  3600)  at  different  levels 
based  on  information  that  EPA  received 
or  analyzed  after  it  published  its  May 
22. 1989  proposal. 

Under  section  410  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
(21  U.S.C.  349),  whenever  EPA 
prescribes  interim  or  revised  NPDWR's 
under  section  1412  of  the  Public  Health 
Service  Act  (The  Safe  Drinking  Water 
Act  (SDWA)  (42  U.S.C.  300f  through 
300J-9)),  FDA  is  required  to  consult 
with  EPA  and,  within  180  days  after 
EPA  promulgates  the  drinking  water 
regulations,  "*  *  *  either  promulgate 
amendments  to  regulations  under  this 
chapter  applicable  to  bottled  drinking 
water  or  publish  in  the  Federal  Register 
•  *  *  reasons  for  not  making  such 
amendments."  In  accordance  with 
section  410  of  the  act,  FDA  has 
consulted  with  EPA  and  is  proposing  to 
adopt  as  allowable  levels  in  the  quality 
standard  for  bottled  water  the  MCL's 
that  EPA  established  in  the  rulemakings 
of  January  30. 1991  (56  FR  3526)  and 
July  1,  1991  (56  FR  30266).  FDA  is  also 
proposing  to  adopt  as  allowable  levels 
the  two  SMCL's  that  EPA  established  in 
January  1991. 


n.  EPA  Standards 

Under  section  1412(b)  of  the  SDWA. 
as  amended  in  1986,  EPA  is  required  to 
promulgate  NPDWR's  for  83 
contaminants,  including  those 
substances  that  were  the  subject  of  the 
final  rules  of  January  30, 1991  (56  FR 
3526)  and  July  1, 1991  (56  FR  30266). 
Further,  EPA  must  regulate  an 
additional  25  contaminants  every  3 
years  after  1989  (54  FR  22062  at  22066. 
May  22, 1989).  NPDWR's,  which  are 
enforceable  standards,  consist  of  either 
an  MCL  or  a  treatment  technique 
regulation  for  each  contaminant.  EPA 
sets  MCL's  for  contaminants  as  close  as 
feasible  (with  the  use  of  the  best 
technology  or  other  means  available, 
taking  costs  into  consideration)  to  the 
maximum  contaminant  level  goal 
(MCLG),  the  level  at  which  no  known  or 
anticipated  adverse  health  effects  occur 
and  that  provides  an  adequate  margin  of 
safety.  When  it  is  not  feasible  to 
establish  an  MCL  for  a  specific 
contaminant,  EPA  can  establish  a 
treatment  technique  requirement  to 
protect  the  public  health  from  the 
adverse  health  effects  of  that 
contaminant. 

EPA  adopted  treatment  technique 
requirements,  rather  than  MCL's,  for  the 
contaminants  acrylamide  and 
epichlorohydrin,  because  standardized 
analytical  methods  with  adequate  limits 
of  detection  were  not  available  for 
analyzing  drinking  water  for  these 
contaminants.  Both  occur  as  residual 
monomers  in  polymers  used  as 
flocculents  in  water  treatment  and 
migrate  to  the  water  from  the 
flocculating  agents.  EPA  estimated  that 
approximately  90  percent  of  the 
acrylamide  and  epichlorohydrin  that  is 
found  in  treated  water  gets  into  the 
water  in  this  way. 

Based  on  this  fact.  EPA  in  its  final 
rule  of  January  30. 1991  (56  FR  3526), 
established  a  standard  that  requires 
certification  by  the  public  water  system 
that  flocculents  containing  residual 
amounts  of  these  monomers  are  used 
only  within  specified  levels  to  treat 
water,  and  that  the  levels  of  monomers 
in  the  flocculents  do  not  exceed  other 
specified  levels. 

EPA's  January  30, 1991  final  rule  (56 
FR  3526)  established  an  SMCL  of  0.1 
*  milligram  per  liter  (mg/L)  for  silver  to 
protect  the  general  public  from  the 
adverse  cosmetic  effect  of  argyria  (a 
discoloration  of  the  skin)  from  lifetime 
exposure  to  this  metal.  EPA  considers 
argyria  to  be  a  cosmetic  effect  because 
it  does  not  impair  body  function. 

EPA's  January  30. 1991  final  rule  (56 
FR  3526)  established  an  SMCL  for 
aluminum  as  a  range  of  froin  0.05  to  0.2 
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monomers 
eed  other 


mg/L.  EPA  based  this  SMGL  on  the 
possibility  that  the  •luminum  that 
remains  in  some  drinking  waters  after 
treatment  could  increase  the  water's 
turbidity  (cloudiness)  and.  when  the 
aluminum  level  exceeds  0.1  mg/L.  could 
discolor  the  water.  While  EPA 
encouraged  water  systems  to  meet  a 
level  of  0.05  mg/L.  it  recognized  that 
some  systems  could  experience 
difficulty  in  meeting  this  level  in  certain 
situations.  Thus,  EPA  estabUshed  a 
range  for  the  SMCL  of  from  0.05  mg/L 
to  0.2  mg/L,  with  the  appropriate  level 
for  each  system  determined  by  the  state 
agency  having  primacy. 

In  EPA's  May  22. 1989  proposal  (54 
FR  22062).  it  proposed  SMCL's  for 
seven  organic  chemicals,  including  p- 
dichlorobenzene.  These  organic 
chemicals  could  reportedly  affect  the 
taste  or  odor  of  the  water  at  lower  levels 
than  those  that  EPA  had  either  proposed 
or  adopted  as  MCL's  for  these 
chemicals.  EPA  considered  it 
appropriate  to  set  SMCL's  for  these 
compounds  because  of  their  aesthetic 
effects. 

In  the  final  rule  of  Janiiary  30. 1991 
(56  FR  3526).  however.  EPA  announced 
that  it  had  decided  to  defiar 
promulgating  SMCUt  lor  these  seven 
organic  chemicals.  Comments  to  EPA's 
proposal  had  opposed  the  SMCL's  on 
the  grounds  that  there  was  an 
inadequate  experimental  basis  for  such 
levels  for  four  of  the  chemicals.  The 
proposed  SMCL's  were  based  on  a 
theoretical  extrapolation  from  air  odor 
thresholds.  EPA  stated  that  the 
determination  of  a  level  for  a  diemical 
that  has  a  perceived  aesthetic  effect  in 
drinking  water  presents  a  difficuh  and 
currently  unresolved  problem.  EPA 
further  stated  that  minimum  detection 
levels,  although  different  in  different 
waters,  could  be  identified,  but  that  the 
point  for  each  chemical,  in  different 
waters,  at  which  consumers  complain 
required  more  study  and  research.  EPA 
stated  that  it  may  establish  a  national 
task  force  of  experts  to  review  and 
assess  the  data,  information,  and 
opinions  available  with  respect  to  taste 
and  odor  problems  in  public  water 
supplies,  including  development  of  one 
or  more  SMCL's.  Even  though  it 
deferred  adopting  specific  SMCL's  for 
the  seven  organic  chemicals.  EPA 
pointed  out  that  it  was  retaining  the 
existing  odor  SMCL  of  3  Total  Odor 
Number,  which  is  also  the  bottled  water 
odor  quality  standard. 

III.  FDA  Proposal 

A.  Introduction 

FDA  has  traditionally  fulfilled  its 
obligation  under  section  410  of  the  act 


to  respond  To  EPA's  issuance  of 
NPDWR's  by  amending  the  quality 
standard  for  bottled  water  introduced  or 
delivered  for  introdufition  into  interstate 
commerce  to  maintain  ctmipatibility 
with  EPA's  drinking  water  regulations. 
In  general,  FDA  believes  that,  with  few 
exceptions,  the  EPA  standards  for 
drinking  water  are  appropriate  as 
allowable  levels  for  the  (nemicals  in  the 
quality  standard  lev  bottled  water. 

FDA  proposals  that  respond  to  EPA 
rulemaking  under  the  SDWA  generally 
have  not  duplicated  the  efforts  of  EPA 
in  judging  the  adequacy  of  NPDWR's  for 
the  protection  of  the  public  health,  nor 
have  they  duplicated  that  agency's 
efforts  in  judging  the  adequacy  of 
NSDWR's  for  control  of  aesthetic 
characteristics  affecting  consumer 
acceptance  of  drinking  water.  FDA  does 
not  intend  to  change  this  approach. 
Because  bottled  water  is  iiKreasingly 
used  in  some  households  as  a 
replacement  for  tap  water,  consumption 
patterns  ccmsidered  by  EPA  for  tap 
water  can  be  used  as  a  conservative 
estimate  for  the  maximum  expected 
consumption  of  bottled  water.  In  cases 
where  bottled  water  is  subject  to  the 
same  source  contaminants  as  tap  water 
(e.g.,  when  obtained  from  the  same 
sources  used  by  public  water  systems), 
allowable  levels  for  contaminants  to 
ensure  the  safety  of  bottled  water,  and 
levels  to  ensure  its  aesthetic  quality, 
should  normally  correspond  to  the 
levels  set  by  EPA  as  the  NPDWR's  and 
NSDWR's  for  tap  water.  TTierefore,  FDA 
intends  to  rely  on  EPA's  determinations 
that  the  MCL's  or  treatment  technique 
requirements  are  adequate  to  protect  the 
public  health,  and  that  the  SMCL's  are 
adequate  to  control  other  quality  defects 
such  as  those  of  an  aesthetic  nature.  In 
most  cases,  FDA  will  propose  to  adopt 
EPA's  MCL's  and  SMCL's  as  allowable 
levels  in  the  quality  standard  for  bottled 
water.  Furthermore,  in  most  cases,  FDA 
intends  to  trIv  on  FPA's  determinations 
as  to  the  appropriate  analytical  methods 
for  determining  levels  of  these 
contaminants  in  water  and  to 
incorporate  such  methods  by  reference 
in  the  proposed  amendment  of  its 
quality  standard  for  bottled  water  (56  FR 
3526,  January  30. 1991;  54  FR  22062. 
May  22. 1989;  52  FR  25690.  )uly  8. 
1987;  52  FR  12876.  April  17. 1987;  50 
FR  46302,  November  13,  1985). 

FDA  will,  however,  make  its  own 
determination  as  to  whether  it  is 
appropriate  to  have  an  allowable  level 
in  the  quality  standard  for  bottled  water 
for  a  chemical  for  which  EPA  has 
promulgated  an  NPDWR  and,  assuming 
that  establishing  an  allowable  lev^ku 
appropriate,  as  to  what  amount  it    7 
should  be.  For  example,  when  EPA^ 


establishes  or  revises  an  NPDWK  that 
includes  an  MCL  for  a  particular 
contaminant,  FDA  will  consider 
whether  any  quality  defects  (e.g..  effects 
of  an  aesthetic  nature)  occur  at  levels 
below  that  at  which  EPA  has  established 
the  MCL  FDA  will  also  consider 
whether  the  contaminant  is  present  in 
the  source  water  or  is  added  as  a  resuh 
of  the  production  or  distribution  of  the 
bottled  water,  and  whether  the 
contaminant  is  likely  to  be  removed 
during  bottled  water  manufecturing.  If 
the  presence  of  a  contaminant  is  the 
result  of  circumstances  peculiar  to 
public  water  systems,  for  example,  lead 
in  pipes,  solder,  or  brass  fittings,  and  if 
it  can  be  avoided  by  bottlers,  H)A  may 
decide  to  propose  a  lower  allowable 
fevel  than  the  MCL  for  that 
contaminant. 

In  the  past,  bottled  water  quality 
standard  rulemakings  have  been  subject 
to  the  formal  rulemaking  procedure  in 
section  701(e)  of  the  act  (21  U.S.C. 
371(e)).  However,  the  Nutrition  Labeling 
and  Education  Act  of  1^90  (the  1990 
amendments),  enacted  November  8, 
1990,  removed  standard  of  quality 
rulemakings  from  the  coverage  of  that 
section.  FDA  is  therefore  proposing 
these  amendments  to  the  quality 
standards  under  section  701(a)  of  the 
act.  which  involves  fK>tice  and  comntent 
rulemaking. 

B.  Modifications  in  §  103.35  {21  CFR 
103.35) 

EPA's  drinking  wrater  regulations 
promulgated  under  the  SDWA  are 
extensive  and  address  several  distinct 
types  of  chemical  contaminants  in 
drinking  water.  To  facilitate  the 
understanding  and  use  of  §  103.35  alter 
FDA  makes  the  anticipated  extensive 
amendments  to  this  regulation  in 
response  to  EPA  rulemakings,  FDA,  in 
a  final  rule  establishing  allowable  levels 
for  seven  VCKTs  published  elsewhere  in 
this  issue  of  the  Federal  Register,  has 
reorganized  §  103.35(d)  (the  paragraph 
of  the  bottled  water  quality  standard 
that  contains  alfowable  levels  for 
individual  chemical  contaminants)  by 
listing  levels  for  chemical  contaminants 
established  pursuant  to  section  410  of 
the  act  in  new  $  103.35(d)(3),  which  is 
divided  to  reflect  the  different  categories 
of  chemical  contaminants  addressed  by 
EPA  in  regulations.  Specifically, 
§  103.35(dM3)  contains:  (1)  The 
allowable  levels  for  IQC's  in  paragraph 
(d)(3)(i);  (2)  the  allowable  levels  for 
VOC's  in  paragraph  (d)(3)(ii);  (3)  the 
allowable  levels  for  pesticides  and  other 
SOC's  in  paragraph  (d)(3)(iii);  and  (4) 
the  allowable  levels  for  chemicals  for 
which  EPA  has  established  SMCL's  in 
paragraph  (d)(3)(iv).  in  addition. 
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§  103.35(d)(3)(v)  through  (d)(3)(vii) 
contains  provisions  concerning 
analytical  methodology  to  be  used  in 
determining  compliance  with  the 
allowable  levels.  The  amendments  to 
the  bottled  water  quality  standard  that 
FDA  is  proposing  in  this  document 
follow  the  reorganized  format  for 
§  103.35(d).  _,         .  .. 

Some  of  the  IOC's  and  pesticides 
addressed  in  this  proposal  are  the 
subject  of  previously  established 
allowable  levels  listed  in  §  103.35(d)(1). 
FDA  intends  to  delete  the  entries  for 
these  IOC's  and  pesticides  from 
§  103.35(d)(1)  and  list  the  levels  for 
these  contaminants  in  §  103.35(d)(3). 

FDA  is  proposing  to  establish  or 
modify  allowable  levels  for  bottled 
water,  based  on  the  MCL's  that  EPA  has 
established  (January  30. 1991.  56  FR 
3526  and  July  1. 1991.  56  FR  30266).  for 
the  following  six  IOC  contaminants  in 
§  103.35(d)(3)(i):  Asbestos,  barium, 
cadmium,  chromium,  nitrite,  and 
selenium.  In  §  103.35(d)(3)(v).  FDA  is 
proposing  to  adopt  the  methodologies 
for  determining  levels  of  these 
contaminants  that  EPA  has  adopted. 

Although  EPA  evaluated  the  available 
toxicology  data  on  mercury  and  nitrate, 
it  determined  that  the  existing  MCL's 
were  still  appropriate.  Based  on  EPA's 
determination.  FDA  is  retaining  the 
existing  allowable  levels  for  these 
chemicals.  As  noted  above,  the  agency 
is  transferring  the  listings  for  these 
chemicals  to  §  103.35(d)(3)(i)  so  that  the 
allowable  levels  for  mercury  and  nitrate 
are  listed  with  those  for  the  other 
inorganic  contaminants.  FDA  is  also 
proposing  to  adopt  analytical 
methodologies  that  EPA  has  adopted  for 
analyzing  for  mercury  and  nitrate,  as 
listed  in  §  103.35(d)(3)(v). 

In  listing  appropriate  analytical 
methods  for  IOC's  in  its  January  30. 
1991  and  July  1. 1991  rules.  EPA.  in 
many  instances,  cited  its  own  developed 
version,  and  equivalent  versions 
published  by  other  organizations,  of  a 
specific  method.  (For  example,  for 
determining  nitrate  by  the  manual 
cadmium  reduction  method,  EPA  cited 
its  own  developed  version,  the  version 
published  by  the  American  Society  for 
Testing  Materials,  and  the  version 
published  jointly  by  the  American 
Public  Health  Association,  the 
American  Water  Works  Association,  and 
the  Water  Pollution  Control  Federation.) 
To  minimize  the  resource  burden  on 
FDA  associated  with  periodic  updating 
of  methods  incorporated  by  reference 
(as  is  required  by  5  U.S.C.  552(a)  and  1 
CFR  part  51).  where  an  EPA  version  of 
a  method  exists  for  an  IOC.  FDA  is 
proposing  to  incorporate  by  reference  in 
§  103.35(d)(3)(v)  only  that  version  of  the 


method.  When  conducting  analyses  for 
these  IOC's  in  bottled  water  for 
compliance  purposes.  FDA  wnll  use  the 
method  incorporated  by  reference  (i.e.. 
the  EPA  version). 

In  S  103.35(d)(3)(ii).  FDA  is  proposing 
to  establish  allowable  levels  for  bottled 
water  based  upon  the  MCL's  that  EPA 
has  established  for  the  following  10 
VOC's:  ortho-dichlorobenzene  (o- 
dichlorobenzene),  cis-1.2- 
dichloroethylene,  trans-1,2- 
dichloroethylene.  1,2-dichloropropane. 
ethylbenzene.  monochlorobenzene. 
styrene.  tetrachloroethylene.  toluene, 
and  xylenes.  In  §103.35(d)(3)(vi),  FDA 
is  proposing  to  adopt  methodologies 
that  EPA  has  cited  for  determining 
levels  of  these  contaminants. 

In  §  103.35(d)(3)(ii).  FDA  is  also 
proposing  to  establish  an  allowable 
level  of  0.075  mg/L  for  para- 
dichlorobenzene  (p-dichlorobenzene)  in 
bottled  water.  EPA  established  an  MCL 
of  0.075  mg/L  for  this  VOC  in  a  final 
rule  promulgating  NPDWR's  published 
in  the  Federal  Register  of  July  8. 1987 
(52  FR  25960).  FDA  had  originally 
intended  to  adopt  EPA's  proposed 
SMCL  of  0.005  mg/L  for  this 
contaminant  (54  FR  22062  at  22138, 
May  22, 1989)  based  on  a  reported  odor 
detection  level  of  0.003  mg/L.  However, 
because  EPA  deferred  establishing  an 
SMCL  for  this  chemical.  FDA  is 
proposing  to  adopt  EPA's  MCL  for  this 
chemical  as  an  allowable  level.  In 
§  103.35(d)(3)(vi).  FDA  is  proposing  to 
adopt  analytical  methods  that  EPA  has 
cited  for  determining  the  level  of  p- 
dichlorobenzene.  FDA  notes  that 
although  it  is  not  proposing  an  odor- 
based  quality  standard  for  p- 
dichlorobenzene  at  this  time,  bottled 
water  must  still  comply  with  the 
physical  quality  standards  in 
§  103.35(c)(3).  which  provide  that,the 
odor  shall  not  exceed  threshold  od^r  no. 

In§103.35(d)(3)(iii).FDAis 
proposing  to  establish  or  modify 
allowable  levels  for  polychlorinated 
biphenyls  (PCBs)  and  for  the  following 
17  pesticides:  alachlor,  aldicarb, 
aldicaib  sulfoxide,  aldicarb  sulfone. 
atrazine,  carbofuran.  chlordane.  1,2- 
dibromo-3-chloropropaiie.  2.4-D. 
ethylene  dibromide,  heptachlor, 
heptachlor  epoxide,  lindane, 
methoxychlor,  pentachlorophenol, 
toxaphene,  and  2,4,5-TP  (Silvex).  The 
allowable  levels  are  based  on  the  MCL's 
that  EPA  has  established  for  these 
contaminants.  In  §  103.35(d)(3)(vi),  FDA 
is  proposing  to  adopt  the  methodologies 
for  determining  levels  of  these 
contaminants  that  EPA  has  adopted. 
FDA  is  not  proposing  to  establish 
allowable  levels  for  the  two 


contaminants  for  which  EPA  established 
treatment  techniques,  acrylamide  and 
epidhlorohydrin.  As  discussed  in 
Section  II  of  this  document,  EPA's 
treatment  techniques  set  limits  on  the 
use  levels  of  flocculents  containing 
acrylamide  or  epichlorohydrin  polymers 
for  treating  drinking  water  and  on 
residual  acrylamide  and 
epichlorohydrin  monomer  levels  in  the 
flocculents.  However,  flocculents  may 
not  be  used  in  the  manufacture  of 
bottled  water  unless  a  food  additive 
regulation  or  otheir  appropriate 
authorization  (such  as  a  generally 
recognized  as  safe  affirmation 
regulation)  exists  prescribing  conditions 
under  which  such  additives  may  be 
safely  used.  Similarly,  food-contact 
materials,  such  as  paints  and  adhesives. 
that  may  be  used  on  equipment  used  in 
bottled  water  manufacturing  processing 
must  also  be  prescribed  in  food  additive 
regulations  or  other  appropriate 
authorizations  unless  there  is  no 
reasonable  expectation  of  migration  of 
components  of  such  materials  into  the 
bottled  water.  Therefore,  because  EPA 
has  determined  that  it  is  not  feasible  to 
establish  MCL's  for  acrylamide  and 
epichlorohydrin,  and  because  it  is 
unnecessary,  and  it  would  be 
duplicative  to  adopt  EPA's  treatinent 
techniques  when  the  Food  Additives 
Amendment  of  1958  (Pub.  L.  85-929) 
and  regulations  that  the  agency  has 
issued  thereunder  prohibit  unsafe  use  of 
flocculents  and  other  food-contact 
materials  in  the  manufacture  of  bottled 
water.  FDA  has  decided  not  to  propose 
an  allowable  level  for  these  chemicals  in 
the  quality  standard  for  bottled  water. 

In  §  103.35(dK3)(iv).  FDA  is  proposing 
to  adopt  allowable  levels  for  silver  (0.1 
mg/L)  and  aluminum  (0.2  mg/L)  based 
on  EPA's  SMCL's  for  these 
contaminants.  In  §103.35(d)(3)(vii). 
FDA  is  proposing  to  adopt  analytical 
methodologies  that  EPA  has  cited  for 
determining  levels  of  these 
contaminants. 

As  discussed  in  section  n  ai)ove,  bPA 
established  an  SMCL  for  aluminum  that 
consisted  of  a  range  from  0.05  mg/L  to 
0.2  mg/L  and  allowed  State  water 
officials  to  decide  the  appropriate  level 
for  each  water  distribution  system  on  a 
case-by-case  basis. 

Aluminum  is  a  common  constituent 
of  ground  water,  which  is  used  as 
source  water  both  by  bottled  water 
manufacturers  and  by  pubjic  water 
systems.  Comments  to  the  EPA  rule  of 
January  30. 1991  (56  FR  3256).  cited  a 
1987  American  Water  Works 
Association  Research  Foundation 
Survey  of  more  than  90  water  utilities 
that  found  an  average  alumfnum 
concentration  of  0.09  mg/L  in  finished 
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water.  Furthermore,  the  International 
Bottled  Water  Association  (IBWA) 
found  that:  "*  •  •  a  review  of  literature 
shows  ranges  (of  aluminum)  from  0.07 
mg/L  to  0.13  mg/L  with  one  sample  at 
0.70  mg/L.  The  information  listed  the 
products  as  spring  water"  (Ref.  2). 

FDA  has  considered  EFA's  SMCL 
range  and  the  reasons  given  by  EPA  for 
its  approach  and  has  tentatively 
determined  that  0.2  mg/L  is  the 
appropriate  allowable  level  for 
aluminum  in  the  quaHty  standard  for 
bottled  water  for  several  reasons. 

First,  FDA  believes  that  single  values 
should  be  used  as  the  allowable  level  for 
chemicals  in  the  quality  standard  for 
bottled  water  because  bottled  water, 
unlike  tap  water,  is  a  packaged  food 
product  that  may  be  shipped  far  from 
where  it  is  bottled.  If  a  range  were  used 


with  the  applicable  allowable  level  to  be 
determined  by  the  State  agency  having 
primacy,  it  could  be  difficult  for 
authorities  in  localities  where  the 
bottled  water  is  to  be  sold  to  determine 
whether  it  meets  the  applicable 
stanjdards. 

Secondly,  FDA  has  considered  that 
EPA's  standard  was  set  not  to  address 
adverse  health  effects  but  to  address 
possible  post-treatment  precipitation 
discoloration  of  the  water.  Therefore, 
selection  of  the  higher  level  as  the 
quality  standard  for  aluminum  in 
bottled  water  would  not  pose  a  greater 
health  risk  than  selection  of  the  lower 
level. 

Thirdly,  because  bottled  water  could 
have  more  than  0.05  mg/L  aluminum 
and  still  be  acceptable,  it  would  be 


inappropriate  to  set  the  allowable  level 
at  that  amount. 

Finally,  the  World  Health 
Organization  has  established  a  guideUne 
level  for  aluminum  in  drinking  water  at 
0.2  mg/L  (56  FR  3526  at  page  3573). 
Therefore,  adoption  of  0.2  mg/L  as  the 
allowable  level  would  further 
international  harmonization  of  food 
regulations. 

Based  on  these  four  factors  FDA  is 
proposing  0.2  mg/L  as  the  allowable 
level  for  aluminum  in  bottled  water. 

In  Table  1.  FDA  is  listing,  for 
convenience,  the  chemical 
contaminants  for  which  it  is  proposing 
to  modify  the  allowable  levels  in  the 
bottled  water  quality  standard.  The 
chart  permits  comparison  of  the  existing 
and  the  proposed  maximum  allowable 
levels. 


TABLE  1 
Proposed  Revisions  to  Existing  Allowable  Levels  in  Bottled  Water  Quality  Standard 


Conuminanl 


Existing  lowel  m       PrepoMd  Icwct  m 
miWgiams  per  Mar     miignwm  per  Mer 


BarHitn  

Cadmium 

Chromium 

Selenium 

Silver 

Lindane 

MflltooxycNor 
Toxapherte  .... 
2.4-0 


2.4.5-TP  (Silvex) 


1.0 

2.0 

0.01 

0.005 

0.05 

0.1 

0.01     . 

0.05 

0.05 

0.1 

aoo4 

0.0008 

0.1 

0.04 

0.005 

0.003 

ai 

0.07 

osn 

0.05 

FDA  reminds  water  bottlers  that  they 
are  responsible  for  ensuring,  through 
appropriate  manufacturing  techniques 
and  sufficient  quality  control 
procedures,  that  all  bottled  water 
products  introduced  or  delivered  for 
introduction  into  interstate  commerce 
comply  with  the  quality  standard  set 
forth  in  §  103.35.  Bottled  water  that  does 
not  comply  with  any  requirement  in 
§  103.35  must  bear  a  label  statement  that 
the  water  is  of  substandard  quality 
(§  103.35(f)).  Moreover,  any  bottled 
water  that  contains  a  substance  that 
presents  a  health  concern  may  be 
subject  to  regulatory  action  under 
section  402(a)(l}  of  the  act,  even  if  the 
bottled  water  bears  a  label  statement  of 
substandard  quality  (§  103.35(g)). 

FDA  has  established  current  good 
anufacturing  practice  (CX^MP) 
regulations  for  bottled  water,  including 
mineral  water,  in  21  CFR  part  129.  The 
CX^MP  regulations  require  sampling  and 
analysis  of  source  water,  and  of  each 
bottled  yvater  product,  for  chemical 
contaminants  at  least  once  each  year. 
The  CGMP  regulations  also  provide  for 
the  sampling  and  analysis,  as  often  as 
necessary,  of  water  taken  after 


i 


processing  but  before  bottling,  to  assure 
uniformity  and  efliectiveness  of  the 
processing  performed  by  the  plant. 

These  CGMP  regulations  will  apply  to 
the  contaminants  that  FDA  is  proposing 
to  add  to  the  list  of  chemical 
contaminants  in  §  103.35.  However, 
compliance  with  CX^MP  requirements  of 
21  CFR  part  129  does  not  exempt  a  firm 
from  regulatory  action  if  its  bottled 
water  products  do  not  meet  the  quality 
standard  for  bottled  wator. 

IV.  Enviroiunental  Impact 

The  agency  has  carefully  considered 
the  potential  environmental  effiects  of 
this  action.  FDA  has  concluded  that  the 
action  will  not  have  a  significant  impact 
on  the  human  environment,  and  that  an 
environmental  impact  statement  is  not 
required.  The  agency's  finding  of  no 
significant  impact  and  the  evidence 
supporting  that  finding,  contained  in  an 
environmental  assessment,  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above)  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 


V.  Economic  Impact 

FDA  has  examined  the  economic 
implications  of  this  proposed  rule  as 
required  by  the  Regulatory  Flexibility 
Act  and  Executive  Order  12291  and 
12612.  The  Regulatory  Flexibility  Act 
requires  relief  for  small  businesses 
where  feasible.  Executive  Order  12291 
compels  agencies  to  use  cost-benefit 
analysis  as  a  component  of 
decisionmaking  and  Executive  Order 
12612  requires  Federal  agencies  to 
ensure  that  Federal  solutions,  rather 
than  State  or  local  solutions,  are 
necessary.  The  agency  finds  that  this 
proposed  rule  is  not  a  major  rule  as 
defined  by  Executive  Order  12291.  In 
accordance  with  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601-612).  FTDA 
has  Also  determined  that  this  proposed 
rule  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
businesses.  Finally,  because  this 
proposed  regulation  applies  to  food  for 
interstate  trade,  and  because  State 
regulations  would  hinder  interstate 
trade,  FDA  finds  that  there  is  no 
substantial  federalism  issue  which 
would  require  an  analysis  under 
Executive  Order  12612. 
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A.  Costs 


The  bottled  water  industry  consists  of 
475  bottling  plants  with  600  brands 
(Rat  U  Of  the  250  bottling  plants  that 

are  members  of  the  IBWA.  about  half  are 
consklared  small.  113.5  L  (30  gallons) 
per  minute.  25  percent  medium.  227.1 
L  (60  gallons)  par  minute,  and  25 
percent  large.  378.5  L  (100  gallons)  per 
minute.  Most  bottlers  who  are  not 
meaiben  of  IBWA  are  probably  small. 
For  this  analysis,  FDA  assumes  that  the 
bottled  water  industry  consists  of  295 
small  bottling  plants.  120  medium 
bottling  plants,  and  60  large  bottling 
plants.  FDA  also  assumes  that  each 
small  bottler  markets  one  brand  of 
water,  each  medium  bottler  markets  an 
average  of  one  and  a  half  brands,  and 
each  large  plant  markets  two  difSerent 
brands  of  water. 

If  this  proposal  becomes  a  final  rule, 
bottlers  will  be  required  to  test  the 
source  water  and  product  water  to 
ensure  that  the  potential  chemical 
contaminants  in  source  and  product 
water  are  below  the  allowable  levels. 
Some  of  the  testing  that  would  be 
required  is  required  by  existing 
regulation.s.  Thus,  it  is  likely  that  the 
incremental  testing  cost  of  source  and 
product  water  required  by  this 
regulation  would  be  incurred  by  a 
reutively  small  proportion  of  the 
industry. 

FDA  estimates  that  between  9  and  40 
brands  of  bottled  water  will  be  required 
to  be  tested  for  contaminants.  The 
estimated  incremental  annual  testing 
cost  per  brand  of  bottled  water  is 
$2,430.  Therefore,  the  total  incremental 
annual  testing  cost  would  be  between 
$22,000  and  $97,000. 

In  addition  to  these  estimated  testing 
costs.  FDA  assumes  that  all  bottlers 
must  incur  an  annual  cost  of  $6  per 
brand  to  keep  records  of  the  testing  for 
inspections.  This  results  in  a  total 
industry  cost  of  $3,600  per  year  ($6 
multiplied  by  600  brands). 

Approximately  75  percent  of  the 
bottled  water  brands  are  from  natural 
sources,  either  wells  or  natural  springs 
(Ref.  1).  It  is  highly  unlikely  that  any  of 
these  natural  sources  would  include 
levels  of  the  chemical  contaminants 
above  the  proposed  allowable  levels  for 
bottled  water  because  of  the  protected, 
proprietary  nature  of  the  sites  of  this 
source  water.  Therefore,  waters  from 
these  sources  are  unlikely  to  require 
additional  treatment  to  comply  with  the 
allowable  levels  that  the  agency  has 
proposed. 

Bottled  waters  produced  from 
municipal  water  sources  that  are  in 
compliance  with  EPA's  MCL's  for 
chemical  contaminants  in  public 


drinking  water  should  comply  with 
most  of  the  proposed  allowable  levels 
for  chemical  contaminants  in  bottled 
water.  Bottlers  using  source  waters  that 
contain  chemical  contaminants  above 
the  proposed  allowable  levels  could 
treat  the  water  to  reduce  the 
contaminant,  use  an  alternative  water 
source,  or  revise  product  \sheAs  to  bear 
a  sUtement  of  substandard  quality.  If 
one  or  more  bottlers  are  using  source 
water  from  a  municipal  system  that  does 
not  comply  with  the  allowrf)le  levels 
stated  in  the  proposed  regulation,  it  may 
be  necessary  for  the  bottler  to 
temporarily  use  an  alternative  water 
source  or  treat  the  water  to  achieve 
compliance  until  the  municipal  water 
system  fully  complies  with  EPA 
drinking  water  regulations.  The 
estimated  incremental  one-time  cost  to 
bottlers  of  treating  source  water  that  is 
out  of  compliance  would  range  from 
$25,300  to  $109,200.  Annual 
incremental  treatment  costs  are 
expected  to  range  between  $13,400  and 
$36,200. 


B.  Benefits 
FDA  has  no  information  to  quantify 

the  benefits  of  this  proposed  regulation. 
However,  as  the  costs  are  minimal,  FDA 
expects  that  benefits  will  exceed  costs. 

C.  Summary 
FDA  has  determined  that  this 

proposed  rule  is  not  a  major  rule  as 
defined  by  Executive  Order  12291.  The 
establishment  of  allowable  levels  for  39 
chemical  contaminants  in  bottled  water 
would  resuh  in  a  one-time  treatment 
cost  of  between  $25,000  to  $109,000. 
Annual  treatment,  testing,  and  record 
keeping  costs  are  estimated  to  be 
between  $39,000  and  $136,000. 
Therefore,  total  costs  of  this  proposed 
regulation,  if  it  becomes  a  final  rule,  are 
estimated  to  be  between  $64,000  and 
$245,000.  Although  FDA  is  not  able  to 
quantify  the  benefits  of  this  regulation, 
benefits  are  expected  to  exceed  costs. 

VI.  References 

The  following  references  have  been 
plac:ed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persons 
between  9  a.m.  and  4  p.m..  Monday 
through  Friday. 

1.  "Twenty  Questions  Concerning  Bottled 
Water."  Jnlemational  Bottled  Water 
Association,  1990. 

2.  IBWA  letter  dated  February  16. 1991. 

VII.  Comments 

Interested  persons  may,  on  or  before 
March  8. 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 


proposal.  Two  copies  of  any  comments 
are  to  be  submiUed.  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m-  and  4  p  jn., 
Monday  through  Friday. 

Vin.  Effectivs  Date 

The  agency  intends  to  make  any  final 
rule  based  upon  this  proposal  effective 
180  days  following  the  date  of 
publication  of  the  final  rule.  The  agency 
is  providing  this  time  period  to  permit 
affected  firms  adequate  lime  to  take 
appropriate  steps  to  bring  their  product 
into  compliance  with  the  standard 
imposed  by  the  new  rule.  The  agency  is 
requesting  comments  on  the  proposed 
effective  date.  All  comments  concerning 
the  effective  date  should  be 
accompanied  by  data  to  support  or 
Justify  any  change  in  the  proposed 
effective  date.  | 

Ust  of  Subjects  in  21  CFR  Pari  103 

Beverages,  Bottled  water.  Food  grades 
and  standards.  Incorporation  by 
reference. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  part  103  be  amended  as  follows: 

PART  103— QUALITY  STANDARDS 
FOR  FOODS  WITH  NO  IDENTITY 
STANDARDS 

1.  The  authority  citation  for  21  CFR 
part  103  continues  to  read  as  follows: 

Authority:  Sec*.  201.  401.  403.  409. 410. 
701,  706  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321.  341.  343,  348, 
349.371,376). 

2.  Section  103.35  is  amended  in  the 
table  in  paragraph  (d)(l){i)  by  removing 
the  entries  for  "Barium."  "Cadmium." 
"Chromium,"  "Mercury."  "Nitrate  (N)." 
"Selenium."  "Silver."  and  under 
"Organics:"  by  removing  the  entries 
"Lindane  *  *  *."  "Methoxychlor  *  *  '." 
"Toxaphene***.""2.4-D(2,4- 
dichlorophenoxyacelic  acid)."  and 
"2,4,5-TP  (Silvex)  •  •  *."  and  in 
paragraph  (d)(3)  by  adding  new 
paragraphs  (d)(3)(i),  (d)(3)(iii),  (d)(3)(iv), 
(d)(3)(v).  and  (d)(3)(vii),  by  adding  new 
entries  in  the  table  in  paragraph 
(d)(3)(ii).  and  by  revising  paragraph 
(d)(3)(vi)  to  read  as  follows: 

1103.35    Botttedwatw. 


(d)  •  *  • 
(3)  •  •  • 
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(i)  The  allowable  levels  for  inorganic 
substances  are  as  follows: 


Contaminant 


Concentration  In  mi 
pei  IMer  (oras 


Asbestos 7X10*  fR>ers/L  (longer  than 

10  mM) 


Contaminant 


Concentration  m  mWgrams 
per  Mer  (or  as  specftod) 


Barium  2.0 

Cadmhjm 0.005 

Chromium 0.1 

Mercury „ 0.002 

^W^ate — 10  (as  nitrogen) 

Nilnte 1  (as  nitrogen) 


ContamlfMni 


Concentration  in 
P«r 


entratlon  in  mWignms 
Mar  (or  as  ipedwd) 


Total  Nitrate  and  ramie     10  du  nNrogan) 

Setenium a06 

(ii)  The  allowable  levels  for  volatile 
organic  chemicals  are  as  follows: 


Contamifiani  (CAS  Rag.  No.) 


Concennatlori  m  mNgiams  per  Mar 


o-DtcMoroberuene  (95-5<y-1)  .. 
p-bichiofoberuene  (106-46-7) 


Gis-1.2-Otchtoroelhy<ene  (156-69-2)  .... 
rrans-l.2-OichiorDelhytone  (15fr-60-9 

1.2-Oichioropropane  (76-87-5)  ._ 

Ethylbenzene  (100-41-4) 

Monochioroberuene  (106-90-7) 

Sfyrene  (10O-42-5)  


tetrachlofoethytene  (127-16-4) 


Toluene  (108-68-3) .. 
Xylef>dS  (1330-20-7) 


0.6 
0.07S 

0.07 
0.1 
0006 
0.7 
0.1 
0.1 

0005 

.   1 

10 


(iii)  The  allowable  levels  for 
pesticides  and  other  synthetic  organic 
chemicals  are  as  follows: 

Contam,r«nt  (CAS  Re^  No )       JSgggTii^ 

Alachtor  (15972-60-8) 0.002 

AWIcat)  (116-0&-3) 0.003 

Aidicart)  sultoiide  (1646-67-3)  0.004 

Akitcart  sultone  (1646-87-4)  ...  OJOSa 

Alrazine  (1912-24-9) 0.003 

Caitioluran  (1563-66-2) 0.04 

ChionJane  (57-74-9) 0.002 

1 ,2-DibroiTio-3KMo»oproparw 

(96-12-8) 0.0002 

2,4-D  (94-75-7)  0.07 

Ethylene  ()itxomide  (106-93-4)  0.00005 

Hepiacnlof  (76-44-8)  ...'. 0  0004 

Heptachior  epoxide  (1024-57- 

3) .-. aooo2 

Lindaie  (58-€9-9) 0.0002 

ii*ethoxychlof  (72-43-5)  0.04 

PerXacWorophenol  (87-66-5)  ...  0.001 
PCB's    (as    decachiort>ipher>yl) 

(1336-36-3)  „....  0.0005 

to»aphene  (6001-35-2) 0.003 

M.5-TP  (Srtvex)  (93-72-1)  0.05 

Mm)  The  allowable  levels  for  certain 
cheitiicals  for  which  EPA  has 
established  secondary  maximum 
contaminant  levels  in  its  drinking  water 
regulations  are  as  follows: 

Contaminani      Concentration  in  milligrams  per  tiet 

Ahjinlnum  ....  02 

Stiver  0.1 

(v)  Analyses  to  determine  compliance 
with  the  requirements  of  paragraph 
(d)(3)(i)  of  this  section  shall  be 
conducted  in  accordance  with  an 
applicable  method  or  applicable 
revisions  to  the  methofu  listed  in, 
paragraphs  (d)(3)(v)(A)  through 
(d)(3)(v)(C)  of  this  section  and  described 
(unless  otherwise  noted)  in  "Methods  of 


Chemical  Analysis  of  Water  and 
Wastes,"  EPA  Environmental 
Monitoring  and  Support  Laboratory, 
Cincinnati.  OH  45268  (EPA-600/4-79- 
020),  March  1983,  which  is  incorporated 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Except  as 
otherwise  indicated  below,  copies  are 
available  from  ORD  Publications,  CERl, 
EPA,  Cincinnati,  OH  45268,  or  available 
for  inspection  at  the  Office  of  the 
Federal  Register,  800  North  Capitol  St. 
NW.,  suite  700,  Washington.  DC. 

(A)  Asbestos — "Analytical  Method  for 
Determination  of  Asbestos  Fibers  in 
Water"  EPA-600/4-83-043.  available 
from  the  EPA  Environmental  Research 
Laboratory,  Athens,  GA  30613. 

(B)  Barium — ^The  following  methods 
are  firom  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

(1)  Method  208.2— Atomic  absorption; 
furnace  technique. 

(2)  Method  208. l->- Atomic  absorption; 
direct  aspiration,  and 

(J)  Method  207— Inductively  coupled 
plasma  with  Method  200.7A— 
"Inductively  Coupled  Plasma  Atomic 
Emission  Analysis  of  Drinking  Water," 
Appendix  to  Method  200.7,  March  1987, 
available  from  the  EPA,  Environmental 
Monitoring  and  Systems  Laboratory, 
Cincinnati.  OH  45268. 

(C)  Cadmium — Tlie  following 
methods  are  h-om  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

(I)  Method  213.2 — Atomic  absorption: 
furnace  technique,  and 

12)  Method  200.7A— "Inductively 
Coupled  Plasma  Atomic  Emission 
Analysis  of  Drinking  Water,"  Appendix 
to  Method  200.7,  March  1987,  available 
from  the  EPA,  Environmental 


Monitoring  and  Support  Laboratory, 
Cincinnati,  OH  45268. 

(D)  Chromium — ^Tbe  following 
methods  are  ht)m  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

{])  Method  218.2 — Atomic  absorption; 
furnace  technique. 

12)  Method  207 — Inductively  coupled 
plasma  with  Method  200.7A — 
"Inductively  Coupled  Plasma  Atomic 
Emission  Analysis  of  Drinking  Water," 
Appendix  to  Method  200.7,  March  1987 
available  from  the  EPA,  Environmental 
Monitoring  and  Systems  Laboratory, 
Gncinnati,  OH  45268. 

(E)  Mercury — The  following  methods 
are  hpm  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

1 1)  Method  245.1 — ^Manual  cold  vapor 
technique. 

{2)  Method  245.2— Automated  cold 
vapor  technique. 

(F)  Nitrate  and/or  nitrite — The 
following  methods  are  from  "Methods 
of  Chemical  Analysis  of  Water  and 
Wastes."  > 

{])  Method  353.3 — Manual  cadmium 
reduction,  for  both  nitrate  and  nitrite. 

[2)  Method  353.2 — Automated 
cadmium  reduction,  for  both  nitrate  and 
nitrite. 

{3)  Method  300.0— Ion 
chromatography,  for  both  nitrate  and 
nitrite. 

[4)  Method  353.1— Automated 
hydrazine  reduction,  for  nitrate  only, 
and 

(5)  Method  from  "Orion  Guide  to 
Water  and  Wastewater  Analysis",  Form 
WeWWG/5880,  p.  5, 1985.  Orion 
Research,  Inc.,  Cambridge,  MA,  nitrate 
only. 
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(G)  Selenium— The  following 
metliods  are  from  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

(})  Method  270.2— Atomic  absorption; 
furnace  technique. 

(2)  Method  270.3— Atomic  absorption: 
gaseous  hydride. 

(vi)  Analyses  conducted  to  determine 
compliance  with  paragraphs  (d)(3)(ii) 
and  (d)(3)(iii)  of  this  section  shall  be 
conducted  in  accordance  with  a  relevant 
method  contained  in  "Methods  for  the 
Determination  of  Organic  Compounds 
in  Drinking  Water."  Office  of  Research 
and  Development.  Environmental 
Monitoring  Systems  Laboratory.  EPA/ 
600/4-68/039.  December  1988.  and 
listed  separately  in  paragraphs 
(d)(3)(vi)(A)  through  (d)(3)(vi)(M)  of  this 
section,  which  are  incorporated  by 
refsrence  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Except  as 
otherwise  indicated  below,  copies  are 
available  from  the  National  Technical 
Infonnation  Service.  U.S.  Department  of 
Commerce.  5285  Port  Royal  Rd.. 
Springfield.  VA  22161.  or  available  for 
inspection  at  the  Office  of  the  Federal 
Register.  800  North  Capitol  St.  NW.. 
suite  700.  Washington,  DC 

(A)  Method  502.1— "Volatile 
Halogenated  Organic  Con^iounds  in 
Water  by  Purge  and  Trap  Gas 
Chromatography"  (applicable  to  VOC's). 
CB)  Method  502.2— "VolaUle  Organic 
Compounds  in  Water  by  Purge  and  Trap 
Capillary  Column  Gas  Chromatography 
with  Photoiooization  and  Electrolytic 
Conductivity  Detectors  in  Series" 
(appUcable  to  VOC's). 

(C)  Method  503.1— "Volatile  Aromatic 
and  Unsaturated  Organic  Compounds  in 
Water  by  Purge  and  Trap  Gas 
Chromatography"  (applicable  to  VOC's). 

(D)  Method  524.1— "Measurement  of 
Purgeable  Organic  Compounds  in  Water 
by  Purged  Column  Gas 
Chromatography/Mass  Spectrometry" 
(applicable  to  VOC's). 

(E)  Method  524.2— "Measurement  of 
Purgeable  Organic  Compounds  in  Water 
by  Capillary  Column  Gas 
Chromatography/Mass  Spectrometry" 
(applicable  to  VOC's), 

(F)  Method  504— "1,2-Dibromoethane 
(EDB)  and  1 .2-Dibromo-3- 
Chloropropane  (DBCP)  in  Water  by 
Microextraction  and  Gas 
Chromatography"  (applicable  to 
dibromochloropropane  (DBCP)  and 
ethylene  dibromide  (EDB)). 

(G)  Method  505— "Analysis  of 
Organohalide  Pesticides  and 
Commercial  Polychlorinated  Biphenyl 
Products  in  Water  by  Micro-Extraction 
and  Gas  Chromatography  "  (applicable 
to  alachlor.  atraziue.  chlordane, 
heptachlor.  heptachlor  epoxide. 


lindane,  methoxychlor.  toxaphene  and 
asaaoeenforPCB's). 

(H)  Method  507— "Determination  of 
Nitrogen-  and  Phosphorus-Containing 
Pesticides  in  Ground  Water  by  Gas 
Chromatography  with  a  Nitrogen- 
Phosphorus  Detector"  (applicable  to 
alachlor  and  atrazine). 

(I)  Method  508— "Determination  of 
Chlorinated  Pesticides  in  Water  by  Gas 
Chromatography  with  an  Electron 
Capture  Detector"  (applicable  to 
chlordane.  heptachlor.  heptachlor 
epoxide,  lindane,  methoxychlor. 
toxaphene.  and  as  a  screen  for  PCB's). 

(J)  Method  508A— "Screening  for 
Polychlorinated  Biphenylsby 
Perchlorination  and  Gas 
Chromatography."  (used  to  quantitate 
PCB's  as  decachlorobiphenyl  if  detected 
in  methods  505  or  508). 

(K)  Method  515.1.  Revision  5.0— 
"Determination  of  Chlorinated  Acids  in 
Water  by  Gas  Chromatography  with  an 
Electron  Capture  Detector"  as  revised 
May  1991  (applicable  to  2.4-D,  2,4.5-TP 
(Silvex)  and  pentachlorophenol). 

(L)  Method  525.1.  Revision  3.0— 
"Determination  of  Organic  Compounds 
in  Drinking  Water  by  Liquid-Solid 
Extraction  and  Capillary  Column  Gas 
Chromatography/Mass  Spectrometry"  as 
revised  May  1991  (applicable  to 
alachlor,  atrazine,  chlordane. 
heptachlor.  heptachlor  epoxide. 
Undane,  methoxychlor,  and 
pentachlorophenol). 

(M)  Method  531.1— "Measurement  of 
N-Methylcarbamoyloximes  and  N- 
Methylcarbamates  in  Water  by  Direct 
Aqueous  Injection  HPLC  with  Post 
Column  Derivatization"  (applicable  to 
aldicarb,  aldicarb  sulfoxide,  aldicarb 
sulfone,  and  carbofuran). 

(vii)  Analyses  to  determine 
compliance  with  the  requirements  of 
paragraph  (d)(3)(iv)  of  this  section  shall 
be  conducted  in  accordance  with  an 
applicable  method  listed  in  this 
paragraph  and  described  (unless 
otherwise  noted)  in  "Methods  of 
Chemical  Analysis  of  Water  and 
Wastes,"  EPA  Environmental 
Monitoring  and  Support  Laboratory. 
Cincinnati.  OH  45268  (EPA-600/4-79- 
020),  March  1983.  The  "Methods  of 
Chemical  Analysis  of  Water  and 
Wastes,"  other  analytical  methods,  and 
applicable  revisions  to  the  methods 
described  in  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes,"  listed  in 
this  paragraph  are  incorporated  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Except  as 
otherwise  indicated  below,  copies  are 
available  from  ORD  Publicati(Mis.  CERI. 
EPA.  ancimaati.  OH  45268  or  available 
for  inspection  ^  the  Office  of  the 


Federal  Register.  800  North  Capitol  St. 
NW..  suite  700.  Washington.  DC. 
(A)  Aluminum— The  following 
methods  are  from  "Methods  of  Chemical 
Analysis  of  Water  and  Wastes." 

(1)  Method  202.1 — Atomic  absorption 
technique:  direct  aspiration. 

(2)  Method  200.2— Atomic  absorption; 
graphite  furnace  technique,  and 

(3)  Method  200.7— "Determination  of 
Metals  and  Trace  Elements  by 
Inductively  Coupled  Plasma-Atomic 
Emission  Spectrometry,"  version  3.2. 
August  1990.  available  from  the  EPA. 
Environmental  Monitoring  and  Systems 
Laboratory.  Qncinnati.  OH  45268.  and 

(4)  Method  200.8 — "Determination  of 
Trace  Elements  in  Water  and  Wastes  by 
Inductively  Coupled  Plasma-Mass 
Spectrometry."  version  4.3,  August 
1990.  EPA.  Environmental  Monitoring 
and  Systems  Laboratory.  Cincinnati.  OH 
45268,  available  from  ORD  Publications. 
CERI.  EPA,  Qncinnati,  OH  45268,  and 

(5)  Method  200.9— "Determination  of 
Metals  and  Trace  Elements  by  Stabilized 
Temperature  Graphite  Furnace  Atomic 
Absorption  Spectrometry,"  version  1.1. 
August  1990,  available  from  EPA, 
Environmental  Monitoring  and  Systems 
Laboratory.  Cincinnati.  OH  45268. 

(B)  Silver— The  followina  method 
from  "Methods  of  Chemical  Analysis  of 
Water  and  Wastes." 

(1)  Method  272.1— Atomic  absorption 
technique:  direct  aspiration. 

(2)  Method  272.2— Atomic  absorption; 
graphite  furnace  technique,  and 

[3]  Method  200.7— "Determination  of 
Metals  and  Trace  Elements  by 
Inductively  Coupled  Plasma-Atomic 
Emission  Spectrometry."  version  3.2, 
August  1990,  available  from  the  EPA, 
Environmental  Monitoring  and  Systems 
Laboratory.  Cincinnati,  OH  45268,  and 

(4)  Method  200.8 — "Determination  of 
Trace  Elements  in  Water  and  Wastes  by 
Inductively  Coupled  Plasnia-Mass 
Spectrometry."  version  4.3.  August 
1990,  EPA.  Environmental  Monitoring 
and  Systems  Laboratory,  Cincinnati,  OH 
45268.  available  from  ORD  Publications, 
CERI,  EPA.  Cincinnati,  OH  45268.  and 

(5)  Method  200.9— "Determination  of 
Metals  and  Trace  Elements  by  Stabilized 
Temperature  Graphite  Furnace  Atomic 
Absorption  Spectrometry."  version  1.1, 
August  1990,  available  from  EPA. 
Environmental  Monitoring  and  Systems 
Laboratory.  Cincinnati.  OH  45268. 

Dated:  April  23. 1992. 
Michael  R.  TayW. 
Deputy  Commissioner  for  Policy. 

Editorial  Note:  This  document  was 
received  at  tlie  Federal  Register  December  28. 
1992. 
|FR  Doc  92-31853  Plied  12-30-92;  9:00  am) 
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DEPARTJiAENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  103 
[Docln(No.92H-005»] 

Quality  Standards  for  Foods  With  No 
iMentity  Standards;  Bottled  Water; 
Chemical  Quality  Standards  for  Copper 
and  Lead 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Proposed  rule. 

■      ■       ■  ■  ■■  ■  ■        I       y        ■  ■■         ■ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
amend  its  standard  of  quality 
regulations  for  bottled  water  to  establish 
a  maximum  level  of  0.005  milligram  per 
liter  (mg/L)  as  the  quality  standard  for 
lead  in  bottled  water.  FDA  also  is 
proposing  to  retain  the  existing  quality 
standard  for  copper  in  bottled  water  that 
specifies  a  maximum  level  for  this 
contaminant  of  1.0  mg/L.  These 
proposed  actions,  in  accordance  with 
section  410  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  349)  (the 
act),  are  in  response  to  rulemakings  by 
the  Environmental  Protection  Agency 
(EPA)  that  resulted  in  the  promulgation 
of  regulations  that  established  treatment 
technique  requirements  for  controlling 
lead  and  copper  contamination  of 
public  drinking  water. 
DATES:  Written  comments  by  March  8, 
1993.  The  agency  intends  to  make  any 
fmal  rule  based  upon  this  proposal 
effective  180  days  following  the  date  of 
publication  of  the  final  rule  in  the 


establishing  the  NPDWR's  for  copper 
and  lead.  EPA  stated  that  source  waters 
used  for  public  drinking  water  systems 
were  not  the  primary  source  of  copper 
and  lead  contamination.  Rather,  EPA 
said  lead  ccmtamination  results 
primarily  from  the  corrosion  of  lead- 
containing  materials  located  throughout 
pubhc  water  distribution  systems,  while 
copper  contamination  results  primarily 
from  the  corrosion  of  copper  pipes  used 
for  interior  plumbing  in  residences  and 
buildings  in  the  United  States.  At  the 
same  time  that  it  established  NPDWR's 
for  copper  and  lead,  EPA  also 
establi^ed  maximum  contaminant  level 
goals  (MCLG's)  for  both  substances  in 
public  drinking  water. 

Under  section  410  of  the  act, 
whenever  EPA  prescribes  an  interim  or 
revised  NPDWR  under  section  1412  of 
title  XIV  of  the  Public  Health  Service 
Act  (The  Safe  Drinking  Water  Act 
(SDWA)  (42  U.S.C  300f-300j-9)).  FDA 
is  required  to  consult  with  EPA  and 
within  180  days  after  the  promulgation 
of  such  drinking  water  regulations 
"•  *  •  either  promulgate  amendments 
to  regulations  under  this  chapter 
applicable  to  bottled  drinking  water  or 
pubhsh  in  the  Federal  Regisler  *  *  * 
reasons  for  not  making  such 
amendments."  FDA  has  consulted  with 
EPA  and  is  proposing  to  am«id  the 
quality  standard  for  lead  in  bottled 
water.  The  quaUty  standard  that  FDA  is 
proposing  to  establish  for  lead 
represents  a  level  for  this  contaminant 
that  the  agency  expects  will  not  be 
exceeded  in  source  waters  that  have  not 
been  exposed  to  the  significant  lead 
contamination  that  results  from 
corrosion  of  materials  in  public  water 
distribution  systems.  FDA  also  has 
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Dockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Admini strati oi 
rm.  1-23, 12420  Parklawn  Dr., 
Rodcville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Michael  E.  Kashtock,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
306),  Food  and  Drug  Administration, 
200  C  St.  SW.,  Washington,  DC  20204. 
202-205-5229. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

National  primary  drinking  water 
regulations  (NPDWR's)  are  promulgated 
by  EPA  to  protect  the  public  health  from 
the  adverse  effects  of  contaminants  in 
public  drinking  water.  In  the  Federal 
Register  of  June  7, 1991  (56  FR  26460), 
EPA  published  a  final  rule  promulgating 
NPDWR's  consisting  of  required 
treatment  techniques  for  controlling 
copper  and  lead  contamination.  In 


determined,  for  the  reasons  stated 
below,  that  it  will  retain  the  existing 
quality  standard  for  copper  in  bottled 
water. 

n.  EPA  standards 

Under  section  1412(b)  of  the  SDWA,' 
as  amended  in  1986,  EPA  is  required  to 
promulgate  NPDWR's  for  83 
contaminants,  including  lead  and 
copper.  Further,  EPA  must  regulate  an 
additional  25  contaminants  every  3 
years  after  1989  (54  FR  22062  at  22066, 
May  22, 1989).  NPDWR's,  which  are 
enforceable  standards,  consist  of  either 
a  maximum  contaminant  level  (MCL)  or 
a  treatment  technique  requirement  for 
each  contaminant.  EPA  sets  MCL's  for 
contaminants  as  close  as  feasible  to  the 
MCLG,  the  level  at  which  no  known  <x 
anticipated  adverse  health  effects  occur 
and  that  provides  an  adequate  margin  of 
safety.  When  it  is  not  feasible  to 
establish  an  MCL  for  a  specific 


contaminant.  EPA  can  establish  a 
treatment  technique  requirement  to 
reduce  the  level  of  the  contaminant  and 
thus  protect  the  public  from  the  adverse 
health  effects  of  the  contaminant 

The  SDWA  requires  that  EPA 
promulgate  MCLG's  at  the  time  that  it 
promulgates  NTOWR's.  However, 
MCLG's  do  not  constitute  regulatory 
requirements  but  rather  are  health  goals 
that  are  based  solely  on  considerations 
of  protecting  the  public  from  adverse 
health  effects  of  drinking  water 
contamination. 

EPA  also  establishes  National 
Secondary  Drinking  Water  Regulations 
(NSDWR's),  consisting  of  secondary 
maximum  contaminant  levels  (SMCL's) 
imder  the  SDWA.  SMCL's  are 
established  to  control  water  color,  odor, 
app)eaianca.  and  other.characteristics 
affecting  consumer  acceptance  of 
drinking  water.  NSDWR's  are  not 
federally  enforceable  but  are  considered 
to  be  guidelines  for  the  States  (section 
1401(2)  of  the  SDWA). 

EPA  has  established  MCLG's  of  zero 
and  1.3  mg/L  for  lead  and  copper, 
respectively  (56  FR  26460,  June  7, 
1991).  The  MCLG  for  lead  was  baaed 
upon:  (1)  The  occurrence  of  a  variety  of 
low  level  health  effects  for  which  it  is 
currently  difficult  to  identify  clear 
threshold  exposure  levels  below  which 
these  effects  do  not  occur,  (2)  EPA's 
policy  that  drinking  water  should 
contribute  minimal  lead  to  total  lead 
exposures  because  a  substantial  portion 
of  the  sensitive  population  already 
exceeds  acceptable  blood  lead  levels, 
and  (3)  EPA's  classification  of  lead  as  ■ 
probable  human  carcinogen.  The  MCLG 
for  copper  was  based  upon  the 
protection  of  the  public  from 
gastrointestinal  effiacts  such  as  nausea 
and  diarrhea  resulting  from  acute 
exposure  to  copper. 

However.  EPA  concluded  that  setting 
MCL's  for  lead  and  copper  would  not  be 
feasible  under  the  SDWA  because  such 
action  could  result  in  a  large  number  of 
public  water  systems  being  out  of 
compliance  with  these  levels  because  of 
-  circumstances  beyond  the  direct  control 
of  the  system,  e.g.,  corrosion  in  service 
lines  not  owned  by  the  system  and  in 
the  plumbing  of  residences  and 
buildings.  Instead.  EPA  chose  to 
establish  treatment  technique 
requirements  rather  than  MCL's  as  the 
enforceable  standards  for  adiieving  the 
objective  of  the  SDWA  (i.e..  reducing 
consumers'  exposure  to  drinking  water 
contaminants  to  the  maximum  extent 
feasible)  because  it  found  treatment 
techniques  to  be  more  appropriate  when 
contamination  was  largely  the  result  of 
circumstances  beyond  the  direct  control 
of  the  system  (56  FR  26460  at  26477 
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EPA 's  treatment  technique 
requirements  conast  of  corrosion 
control,  source  water  treatment,  lead 
service  line  replacement,  and  public 
education.  These  requirements  are 
triggered  in  large  part  if  the  90th 
percentile  lead  or  copper  levels  of  the 
targeted  tap  water  samples  exceed  0.015 
mg/L  for  lead  and  1.3  mgA.  for  copper 
(except  that  large  systems  may  be 
required  to  install  optimal  corrosion 
control  even  if  initial  levels  at  the  tap 
do  not  exceed  these  trigger  levels).  In  its 
final  rule.  EPA  noted  that  its  trigger 
level  for  lead  of  0.015  mg/L  at  the  90th 
percentile  corresponds  to  an  average 
level  of  0.005  mg/L  lead  in  water,  is 
associated  with  substantial  public 
health  protection,  and  is  expected  to 
trigger  treatment  among  large  numbers 
of  systems  nationwide,  thereby 
substantially  reducing  public  exposure 
to  lead  from  drinking  water. 

m.  Reorganization  of  Quality  Standard 
for  Chemical  Contaminants 

EPA's  drinking  water  regulations 
promulgated  uiider  the  SDWA  are 
extensive  and  address  several  distinct 
types  of  chemical  contaminants  in 
drinking  water.  To  facilitate  the 
understanding  and  use  of  §  103.35  (21 
CFR  103.35)  after  FDA  makes  the 
anticipated  extensive  amendments  to 
this  regulation  in  response  to  EPA 
rulemakings,  FDA.  in  a  final  rule 
establishing  allowable  levels  for  seven 
volatile  organic  chemicals  (VOC's) 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  has  reorganized 
$103.35(d)  (the  paragraph  of  the  bottled 
water  quality  standard  that  contains 
allowable  levels  for  ii>dividual  chemical 
contaminants)  by  listing  levels  for 
chemical  contaminants  established 
pursuant  to  section  410  of  the  act  in 
new  §  103.35(d)(3),  which  is  divided  to 
reflect  the  different  categories  of 
chemical  contaminants  addressed  by 
EPA  in  regulations.  Sj)ecifically, 
§  103.35(dK3)  contains:  (1)  The 
allowable  levels  for  inorganic  chemicals 
in  §  103.35(dK3)(i):  (2)  the  allowable 
levels  for  VOC's  in  paragraph  (d)(3)(ii); 
(3)  the  allowable  levels  for  pesticides 
and  other  synthetic  organic  chemicals  in 
paragraph  (d)(3)(iii]:  and  (4)  the 
allowable  levels  for  chemicals  for  which 
EPA  has  established  SMCL's  in 
paragraph  (d)(3)(iv).  In  addition, 
§  103.35(d)(3)(v)  through  (d)(3)(vii) 
contains  provisions  concerning 
analytical  methodology  to  be  used  in 
determining  coropUance  with  the 
allowable  levels.  The  amendments  to 
the  bottled  water  quality  standard  that 
FDA  is  proposing  in  this  document 
follow  the  reorganized  format  for 
§  103.35(d). 


IV.  FDA  Proposal 

A.  Agency  Approach  to  Bottled  Water 
Quality  Standards  Established  Under 
Section  410  of  the  Act 

Under  section  401  of  the  act  (21 
use.  341).  the  agency  may  promulgate 
a  regulation  establishing  a  standard  of 
quality  for  a  food  under  its  common  or 
usual  name,  whan  in  the  judgment  of 
the  agency  such  action  will  promote 
honesty  and  fair  dealing  in  the  interest 
of  consumers.  The  ciirrent  quality 
standard  for  bottled  water  is  set  forth  in 
§  103.35.  Producers  of  bottled  water  are 
responsible  for  assuring,  through 
appropriate  manufacturing  techniques 
and  sufficient  quality  control 
procedures,  that  all  bottled  water 
products  introduced  or  delivered  for 
introduction  into  interstate  commerce 
comply  with  the  quality  standard. 
Bottled  water  that  is  of  a  quality  that  is 
below  the  prescribed  standard  is 
required  by  §  103.35(f)  to  be  labeled 
with  a  statement  of  substandard  quality. 
Moreover,  any  bottled  water  containing 
a  substance  at  a  level  that  causes  the 
food  to  be  adulterated  under  section  402 
of  the  act  (21  U.S.C.  342)  is  subject  to 
regulatory  action,  even  if  the  bottled 
water  bears  a  label  statement  of 
substandard  quality. 

FDA  has  traditionally  fulfilled  its 
obligation  under  section  410  of  the  act 
to  respond  to  EPA's  Issuance  of 
NPDWR's  by  amending  the  quality 
standard  regulations  for  bottled  water 
introduced  or  delivered  for  introduction 
into  interstate  commerce  to  maintain 
compatibility  with  EPA's  drinking  water 
regulations.  In  general.  FDA  believes 
that  EPA's  standards  for  chemical 
contaminants  in  drinking  water  are 
appropriate  as  allowable  levels  for 
chemicals  in  the  quality  standard  for 
bottled  water  when  bottled  water  may 
be  expected  to  contain  the  same 
contaminants. 

FDA  proposals  that  respond  to  EPA 
rulemaking  under  the  SDWA  generBlly 
have  not  duplicated  the  efforts  of  EPA 
in  judging  the  adequacy  of  NPDWR's  for 
the  protection  of  the  public  heallh,  nor 
have  they  duplicated  EPA's  efforts  in 
judging  the  adequacy  of  NSDVVR's  for 
control  of  other  characteristics  affecting 
consumer  acceptance  of  drinking  water. 
FDA  does  not  intend  to  change  this 
approach.  Because  bottled  water  is 
increasingly  used  in  some  households 
as  a  replacement  for  tap  water, 
consumption  patterns  considered  by 
EIPA  for  tap  water  can  be  used  as  a 
conservative  estimate  for  the  maximum 
expected  consumption  of  bottled  water. 
In  cases  where  bottled  water  is  subject 
to  the  same  source  contaminants  as  tap 
water  (e.g.,  when  obtained  from  the 


same  sources  used  by  pubhc  water 
systems),  allowable  levels  for 
contaminants  to  ensure  the  safety  of 
bottled  water,  and  levels  to  ensure  its 
aesthetic  quality,  should  normally 
correspond  to  the  levels  set  by  EPA  as 
the  NPDWR's  and  NSDWR's  for  tap 
water.  Therefore.  FDA  intends  to  rely  on 
EPA's  determinations  that  the  MCL's  or 
treatment  technique  requirements  are 
adequate  to  protect  the  public  health, 
and  that  the  SMCL's  are  adequate  to 
control  other  quality  defects  such  as 
those  of  an  aesthetic  nature.  In  most 
cases,  FDA  will  adopt  EPA's  MCL's  and 
SMCL's  as  quality  standards  for  bottled 
water.  Furthermore,  FDA  intends  to 
rely,  in  most  cases,  on  EPA's 
determinations  as  to  the  appropriate 
analytical  methods  for  testing  for  these 
contaminants  in  water  and  to 
incorporate  those  methods  by  reference 
in  proposed  amendments  of  its  quality 
standard  for  bottled  water  (56  FR  3526, 
January  30. 1991;  54  FR  22062,  May'22, 
1989;  52  FR  25690,  July  8. 1987;  52  FR 
12876,  April  17, 1987;  50  FR  46902. 
November  13. 1985). 

FDA  will,  however,  make  its  own 
determination  as  to  whether  it  is 
appropriate  to  have  an  allowable  level 
in  the  quality  standard  for  bottled  water 
for  a  chemical  for  which  EPA  has 
promulgated  an  NPDWR  and.  assuming 
that  establishing  an  allowable  level  is 
appropriate,  as  to  what  amount  it 
should  be.  For  example,  when  EPA 
establishes  or  revises  an  NPDWR  for  a 
particular  contaminant,  FDA  will 
consider  whether  the  contaminant  w 
present  in  the  source  water  or  is  added 
as  a  result  of  the  production  or 
distribution  of  the  bottled  water.  If  the 
contaminant  is  present  in  the  source 
water,  when  FDA  establishes  a  quality 
standard  for  the  contaminant,  it  will 
consider  whether  the  contaminant  is 
likely  to  be  removed  during  bottled 
water  processing.  Further,  if  the 
presence  of  a  contaminant  in  tap  weter 
is  the  resuh  of  circumstances  peculiar  to 
public  water  systems,  for  example,  lead 
derived  from  service  lines,  plumbing 
pipes,  solder,  or  fixtures  encountered  in 
drinking  water  distribution  systems,  and 
if  it  can  be  avoided  by  bottlers,  FDA 
may  decide  to  propose  a  lower 
allowable  level  than  the  MCL  for  that 
contaminant. 

B.  Qu  ality  Standards  for  Lead  an  d 
Copper 

The  current  quality  standard  for 
bottled  water  as  set  forth  in  §  103.35 
prescribes  that  bottled  water  shall  not 
contain  lead  in  excess  of  0.05  mg/L  and 
shall  not  contain  copper  in  excess  of  1.0 
mg/L.  FDA  has  reviewed  these  levels  in 
light  of  EPA's  recent  action. 
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1.  Lead 

FDA  has  evaluated  tbe  NPDWR  that 
EPA  has  promulgated  for  contrc^Dg 
lead  contamination  in  public  drinking 
water  and  has  tentatively  decided  not  to 
adopt  tbe  trigger  level  at  which  EPA 
requires  initiation  of  treatmeats,  0.015 
mg/L.  as  an  allo%v«ble  level  for  lead  in 
bottled  wtfer. 

The  EPA  treatment  technique 
requirements,  which  seek  to  attain  a 
level  of  lead  in  public  drinking  water  as 
close  to  the  MCLG  of  zero  as  is  feasible, 
are  primarily  intended  to  control  the 
significaot  lead  contamination  that  can 
occur  in  public  water  distribution 
systems  because  of  corrosion  of  lead 
containing  materials  such  as  service 
lines,  pipes,  solder,  and  fixtures. 
However,  EPA  stated  that  source  waters 
generally  contain  much  less  than  0.015 
mg/L  of  lead.  In  fact,  EPA  estimates  that 
only  1  percent  of  all  public  water 
systems  have  lead  levels  in  their  source 
water  exceeding  0.005  mg/L. 

In  a  1990  survey  of  bottled  water 
conducted  by  FDA  (Ref.  1),  48  domestic 
and  58  imported  bottled  water  samples 
were  analyzed  for  their  lead  content 
using  a  method  with  a  practical 
quantitation  limit  of  0.005  mg/L.  The 
results  revealed  that  the  average  lead 
level  was  substantially  below  0.005  mg/ 
L.  with  only  eight  samples  (two 
domestic  tmd  six  imported)  above  0.005 
mg/L.  FDA's  1990  bottled  water  survey 
was  limited  in  scope  and  was  not 
designed  to  obtain  results  that  are 
statistically  representative  of  the  entire 
bottled  water  industry.  Nevertheless, 
FDA  believes  that  the  survey  evidences 
that  bottlers  are  generally  using  sources 
of  water  that  are  free  of  significant  lead 
contamination.  Thus,  FDA  tentatively 
concludes  that  it  is  both  reasonable  and 
desirable,  for  quality  as  well  as  for 
public  health  purposes,  to  establish  a 
standard  that  ensures  that  bottlers  will 
continue  to  use  sources  of  water  that  are 
free  of  significant  lead  contamination. 
FDA  requests  comments  on  whether 
bottlers  can  readily  produce  bottled 
water  with  lead  levels  below  the 
proposed  allowable  level  of  0.005  mg/L, 
or  whether  bottlers  will  experience 
undue  hardship  in  complying  with  the 
proposed  standard.  If  the  comments 
provide  convincing  evidence  that 
complying  with  the  proposed  allowable 
level  for  lead  in  bottled  water  will  cause 
undue  hardship  for  bottlers,  the  agency 
may  then  consider  establishing  a  higher 
allowable  level  for  lead  in  its  final  rule. 
FDA  requests  comments  on  what  that 
higher  level  should  be. 

When  FDA  proposes  to  establish  a 
ri!?ility  standard  for  a  chemical 

>;ntaminant,  as  a  practical  matter,  it 


must  also  consider  the  reliable 
quantitation  capabilities  of  the  methods 
it  proposes  to  use  for  determining 
compliance  with  the  standard.  FDA 
concurs  with  EPA  (56  FR  26460.  June  7, 
1991)  that  the  best  methods  available  for 
the  determination  of  lead  in  water  have 
0.005  mg/L  as  tbar  practical 
quantitation  hmit  (Ref.  2).  Thus  0.005 
mg/L  is  the  lowest  level  aH  which  FI^ 
could  enforce  an  allowable  level  for  mad 
in  bottled  water.  FDA  believes  that  a 
quality  standard  specifying  that  the 
concentration  of  lead  in  bottled  water 
shall  not  exceed  0.005  mg/L  would  be 
appropriate  because  it  would  provide 
public  health  protection  at  least 
equivalent  to  tiiat  provided  by  EPA's  . 
NPDWR  and  ensure  that  bottlers 
produce  water  that  is  free  of  significant 
lead  contamination.  Therefore,  FDA  is 
proposing  in  §103.35(d)(3Hi)  to 
establish  0.005  mg/L  as  the  allowable 
level  for  lead  in  bottled  water. 

2.  Copper 

As  noted  above,  the  currant  allowable 
level  for  copper  in  bottled  water  is  1.0 
mg/L.  In  addition,  EPA  has  established 
a  SMCL  for  copper  in  40  CFR  143.3  of 
1.0  mg/L  (44  FR  42198,  July  19, 1979). 
Therefore,  FDA's  existing  allowable 
level  for  copper  in  bottled  water  is 
below  EPA's  MCLG  for  this  contaminant 
of  1.3  mg/L  and  is  equivalent  to  EPA's 
SMCL.  On  the  basis  of  EPA's  MCLG  of 
1.3  mg/L  (which  constitutes  a  level  that 
will  protect  the  public  from  adverse 
health  effects  with  an  adequate  margin 
of  safety)  and  its  SMCL  of  1.0  mg/L 
(which  constitutes  a  level  that  will 
protect  tbe  public  from  aesthetic 
defects).  FDA  tentatively  concludes  that 
it  will  retain  the  existing  allowable  level 
for  copper  in  bottled  water  of  1.0  mg/ 
L.  By  doing  so,  the  levels  of  copper  in 
bottled  water  will  meet  both  the  safety 
and  aesthetic  criteria  that  EPA  has 
established  for  public  drinking  water. 
However,  FDA  will  move  the  existing 
quality  standard  for  copper  from 
§  103.35(d)(1)  to  §  103.35(d)(3)j(i), 
consistent  with  the  reorganization  of 
§  103.35  discussed  above. 

3.  Analytical  Methods  for  Lead  and 
Copper 

In  its  final  NPDWR  s  for  lead  and 
copper,  EPA  provided  in  40  CFR  141.89 
that  analyses  for  these  contaminants  in 
drinking  water  shall  be  performed  by 
any  of  three  basic  methods  that  it  judged 
to  be  suitable  for  the  analysis  of  lead, 
and  by  any  of  five  basic  methods  that  it 
judged  to  be  suitable  for  the  analysis  of 
copper.  FDA  concurs  that  the  eight 
analytical  methods  cited  by  EPA  (56  FR 
26460  at  26510.  June  7,  1991)  are  ^ 
appropriate  for  the  analysis  of  lead  and 


copper  in  water,  and  it  has  incorporated 
the  versions  of  these  methods  that  are 
available  through  EPA  in  the  pn^powd 
rule  for  testing  for  these  axitaminants  in 
bottled  w^ar.  Thus,  whan  oonducting 
analyses  for  compliance  purposes.  FDA 
may  use  any  of  the  incorporated 
methods. 

C.  Informal  Rulemaking  Procedure 

In  the  pest,  bottled  water  quality 
standard  rulemakings  have  been  subject 
to  the  formal  rulemaking  procedure  in 
section  701(e)  of  the  act  (21  U.S.C 
371(e)).  However,  the  Nutrition  Labeling 
and  Education  Act  of  1990.  enacted 
November  8. 1990.  removed  standard  of 
quality  rulemakings  trom  the  coverage 
of  that  section.  FDA  is  therefore 
proposing  these  amendments  to  the 
quality  standards  uitder  section  701(8) 
of  the  act.  which  involves  notice  and 
comment  riilemaking. 

V.  References 

The  following  references  have  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  abov^ 
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between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

1.  FDA  FY  90  Bottled  Water  Survey, 
1990. 

Z.  FDA  internal  memorandum  of 
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Methods  for  Determination  of  Lead  in 
Bottled  Water.  Decembw  26, 1991. 
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Bottled  Water,"  International  Bottled 
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VI.  Environmental  Impact 

The  agency  has  carefully  considered 
the  potential  environmental  effects  of 
this  action.  FDA  has  concluded  that  the 
action  will  not  have  a  signiflcant  impact 
on  the  human  environment,  and  that  an 
environmental  impact  statement  is  not 
required.  The  agency's  finding  of  no 
significant  impact  and  the  evidence 
supporting  that  finding,  contained  in  an 
environmental  assessment,  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above)  between  9  a.m.  and  4 
p.m..  Monday  through  Friday. 

VII.  Economic  Impact 

FDA  has  examined  the  economic 
impHcations  of  the  proposed  rule 
amending  21  CFR  part  103  as  required 
by  the  Regulatory  Flexibility  Act  and 
Executive  Orders  12291  and  12612.  The 
Regulatory  Flexibility  Act  requires 
regulatory  relief  for  small  businesses 
where  feasible.  Executive  Order  12291 
compels  agencies  to  use  cost-beneBt 
analysis  as  a  cx»mponent  of 
decisionmaking  and  Executive  Order 
12612  requires  Federal  agencies  to 
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ensure  that  Federal  solutions,  rather 
than  State  or  local  solutions,  are 
necessary.  The  agency  finds  that  this 
proposed  rule  is  not  a  major  rule  as 
defined  by  Executive  Order  12291.  In 
accordance  with  the  Regulatory 
Flexibility  Act  (5  U.S.C  601-612).  FDA 
has  also  determined  that  this  proposed 
rule  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
businesses.  Finally,  because  this 
proposed  regulation  applies  to  food  for 
interstate  trade,  and  because  State 
regulations  would  hinder  interstate 
trade,  FDA  finds  that  there  is  no 
substantial  federalism  issue  which 
would  require  an  analysis  under 
Executive  Order  12612. 

A.  Costs 

FDA's  proposal  to  retain  the  existing 
quality  standard  for  copper  in  bottled 
water  has  little  economic  impact  on  the 
bottled  water  industry  because  no 
change  in  processing  will  be  needed  to 
meet  the  existing  quality  standard. 
Therefore,  the  remainder  of  this 
economic  assessment  will  focus  on  the 
potential  economic  impact  of  the 
proposal  to  amend  the  quality  standard 
for  lead  in  bottled  water. 

FDA  believes  that  the  costs  of  meeting 
the  proposed  allowable  level  of  0.005 
mg/L  for  lead  in  bottled  water  will  be 
minimal  because  most  bottled  waters 
(excluding  mineral  water)  already  meet 
the  proposed  allowable  level. 
Approximately  75  percent  of  domestic 
bottled  water  is  produced  from  private 
water  sources  (Ref.  3).  Such  sources  are 
protected  and  are  not  exposed  to 
distribution  systems  (such  as  residential 
plumbing)  which  are  the  major  source 
for  lead  contamination  in  public 
drinking  water.  FDA  data  from  the  1990 
bottled  water  siwey  (Ref.  1)  showed 
that  approximately  4  percent  of 
domestic  bottled  water  (excluding 
mineral  water)  samples  exceeded  the 
proposed  limit  of  0.005  mg/L. 

It  this  proposal  becomes  a  final  rule, 
bottlers  will  be  required  to  test  each  lot 
of  bottled  water  to  ensure  that  their 
respective  lead  levels  are  below  0.005 
mg/L.  Testing  and  treatment  is  currently 
being  conducted  by  most  of  the  industry 
in  order  to  meet  present  FDA  standards. 
Thus,  it  is  likely  that  the  incremental 
"testing  cost  required  by  this  proposed 
rule  would  be  incurred  by  a  relatively 
small  proportion  of  the  industry. 

B.  International  Impact 

According  to  data  from  the 
International  Bottled  Water  Association, 
the  75  brands  of  imported  bottled  water 
are  mostly  mineral  water  and  constitute 
only  3.6  percent  of  all  bottled  water 
consumed  in  the  United  States.  Mineral 


PART  103— QUALITY  STANDARDS 
FOR  FOODS  WITH  NO  IDENTITY 
STANDARDS 

1.  The  authority  citation  for  21  CFR 
part  103  continues  to  read  as  follows: 

Authority:  S«cs.  201.  401,  403.  409,  410, 
701,  706  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  321,  341,  343,  348. 
349,371,376). 

2.  Section  103.35  is  amended  by 
removing  the  entries  for  "Copper"  and 
"Lead"  from  the  table  in  paragraph 
(d)(l)(i),  by  adding  them  alphabetically 
to  the  table  in  paragraph  (d)(3)(i)  (which 
is  proposed  to  be  added  in  a  document 
published  elsewhere  in  this  separate 
part),  and  by  adding  new  paragraphs 
(d)(3)(v)(H)  and  (d)(3)(v)(I)  to  read  as 
follows:  I 

S  103.35    BoltlMlwatar. 


water  is  not  subject  to  this  proposed 
quality  standard.  Thus,  imported  water 
will  not  be  considered  in  this  analysis. 

C.  Benefits 

FDA  has  no  information  to  quantify 
the  benefits  of  this  proposed  regulation. 
However,  as  the  costs  are  minimal,  FDA 
expects  that  benefits,  which  are  also  . 
small,  will  be  greater  than  costs. 

D.  Summary 

FDA  has  determined  that  this 
proposed  rule  is  not  a  major  rule  as 
defined  by  Executive  Order  12291.  Little 
additional  costs  are  expected  from 
establishing  a  maximum  allowable  level 
of  0.005  mg/L  for  lead  in  bottled  water. 
Although  FDA  is  not  able  to  quantify 
the  benefits  of  this  regulation,  benefits 
are  expected  to  exceed  costs. 

VIU.  Conunents  (d)  *  *  * 

(3)  *   •   • 

Interested  persons  may,  on  or  before  (i)  The  allowable  levels  for  inorganic 

March  8, 1993,  submit  to  the  Dockets  substances  are  as  follows: 

Management  Branch  (address  above)  ■ ' 

written  comments  regardmg  this  miiiigfams  per 
proposal.  Two  copies  of  any  comments  Comaminan                  war  (w  as  spec- 
are  to  be  submitted,  except  that L__ 

individuals  may  submit  one  copy.  .           .           .           .           • 

Comments  are  to  be  identified  with  the       Cower -  10 

docket  number  found  in  brackets  in  the  Lead ^           0.005 

heading  of  this  document.  Received  ' [ 

comments  may  be  seen  in  the  office  •        •        •        •        • 

above  between  9  a.m.  and  4  p.m..  |^|  •  *  • 

Monday  through  Friday.  •        •        •        •        • 

IX.  Effective  Date  '^1  Copper  shall  be  measured  as  total 

recoverable  metal  without  filtration 

The  agency  is  proposing  to  make  any  using  the  following  methods  from 

final  rule  based  on  this  proposal  "Methods  of  Chemical  Analysis  of 

effective  180  days  following  the  date  of  Water  and  Wastes." 

publication  of  the  final  rule  in  the  ID  Method  220.2— Atomic  absorption; 

Federal  Register.  The  agency  is  furnace  technique, 

providing  this  time  period  to  permit  (2)  Method  220.1— Atomic  absorption; 

affected  firms  adequate  time  to  take  *^'^»^^Pu'*I'?"-  ,    i  j  _■     , 

appropriate  steps  to  bring  their  product  (3)  Method  200.7-lnductively 

into  compliancS  with  the  standard  ?°"P  «<i  ?'«.!'"«•  ^'^   ^'^'"^^^TJa 

jV.    .L  1    T\, „^,. :-  Metals  and  Trace  Elements  m  Water  and 

imposed  by  the  new  rule  The  agency  is  ^^^^^      mductivelyrCoupled  Plasma 

requesting  comments  on  the  proposed  ^^^^.^  Emission  Spirometry." 

effective  date  All  comments  concerning  Rg^j^i^n  33  April  1991.  U.S. 

the  effective  date  should  be  Environmental  Protection  Agency.  \ 

accompanied  by  data  to  support  or  Environmental  Monitoring  and  Subport 

justify  any  change  m  the  proposed  Uboratory  (EMSL).  The  revision  is! 

effective  date.  contained  in  the  manual  entitled 

List  of  Subjects  in  21  CFR  Pari  103  "Methods  for  the  Determination  of 

Metals  in  Environmental  Samples. 

Beverages,  Bottled  water.  Food  grades  Office  of  Research  and  Development, 

and  standards.  Incorporation  by  Washington.  DC  20460,  (EPA/600/4-91/ 

reference.  010).  June  1991.  which  is  incorporated 

„,  j.^ji,..  by  reference  in  accordance  with  5  U.S.C. 

Therefore,  under  the  Federal  Food,  5^2(a)  and  1  CFR  part  51.  Copies  of  the 

Drug,  and  Cosmetic  Act  and  under  manual  are  available  from  U.S. 

authority  delegated  to  the  Commissioner  Environmental  Protection  Agency, 

of  Food  and  Drugs,  it  is  proposed  that  EMSL,  Cincinnati,  OH  45268,  or 

21  CFR  part  103  be  amended  as  follows:  available  for  inspection  at  the  Office  of 
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the  Federal  Register.  1100  L  St.  NW., 
Washington,  I)C. 

(4)  Method  200.8— Inductively 
coupled  plasma;  mass  spectrometry, 
with  "Determination  of  Trace  Elements 
in  Water  and  Wastes  by  Inductively- 
Coupled  Plasma-Mass  Spectrometry," 
Method  200.8.  April  1991,  Revision  4.4. 
U.S.  Environmental  Protection  Agency, 
EMSL.  The  revision  is  contained  in  the 
manual  entitled  "Methods  for  the 
E)etermination  of  Metals  in  C 
Environmental  Samples,"  Office  of 
Research  and  Development. 
Washington.  DC  20460.  {EPA/600/4-91/ 
010).  lune  1991.  which  is  incorporated 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Copies  of  the 
manual  are  available  from  U.S. 
Environmental  Protection  Agency, 
EMSL,  Cincinnati,  OH  45268,  or 
available  for  inspection  at  the  Office  of 
the  Federal  Register,  1100  L  St.  NW., 
Washington,  DC. 

(5)  Method  200.9 — Atomic  absorption; 
platform  furnace,  with  "Extermination 
of  Trace  Elements  in  Stabilized 
Temperature  Graphite  Furnace  Atomic 
Absorption,  Spectrometry,"  Method 
200.9.  April  1991.  Revision  1.2.  U.S. 
Environmental  Protection  Agency, 
EMSL.  The  revision  is  contained  in  the 
manual  entitled  "Methods  for  the 
Determination  of  Metals  in 
Environmental  Samples."  Office  of 
Research  and  Development. 
Washington,  DC  20460.  (EPA/600/4-91/ 
010).  June  1991.  which  is  incorporated 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Copies  of  the 
manual  are  available  from  U.S.  EPA. 
EMSL.  Cincinnati.  OH  45268.  or 
available  for  inspection  at  the  Office  of 
the  Federal  Register.  1100  L  St.  NW.. 
Washington.  DC. 

(I)  Lead  shall  be  measured  as  total 
recoverable  metal  without  filtration 
using  the  following  method  from 
"Methods  of  Chemical  Analysis  of 
Water  and  Wastes." 

(1)  Method  239.2 — Atomic  absorption; 
furnace  technique. 

(2)  Method  200.8— Inductively  • 
coupled  plasma;  mass  spectrometry, 
with  "Determination  of  Trace  Elements 
in  Water  and  Wastes  by  Inductively- 
Coupled  Plasma-Mass  Spectrometiy." 
Method  200.8.  April  1991,  Revision  4.4. 
U.S.  Environmental  Protection  Agency. 
EMSL.  The  revision  is  contained  in  the 
manual  entitled  "Methods  for  the 
Determination  of  Metals  in 
Environmental  Samples."  Office  of 
Research  and  Development. 
Washington,  DC  20460.  (EPA/600/4-91/ 
010),  June  1991.  which  is  incorporated 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Copies  of  the 
manual  are  available  firom  U.S.  EPA, 


EMSL,  Cincinnati,  OH  45268.  or 
available  for  inspection  at  the  Office  of 
the  Federal  Register.  1100  L  St.  NW., 
Washington,  E>C. 

(3)  Method  200.9 — Atomic  absorption; 
platform  furnace,  with  "Determination 
of  Trace  Elements  in  Stabilized 
Temperature  Graphite  Furnace  Atomic 
Absorption.  Spectrometry."  Method 
200.9,  April  1991,  Revision  1.2,  U.S. 
Environmental  Protection  Agency, 
EMSL.  The  revision  is  contained  in  the 
manual  entitled  "Methods  for  the 
Determination  of  Metals  in 
Environmental  Samples,"  Office  of 
Research  and  Development, 
Washington,  DC  20460.  (EPA/600/4-91/ 
010),  June  1991,  which  is  incorporate^ 
by  reference  in  accordance  with  5  UjS?C. 
552(a)  and  1  CFR  part  51.  Copies  of  the 
manual  are  available  from  U.S.  EPA,' " 
EMSL,  Cincinnati.  OH  45268.  or 
available  for  inspection  at  the  Office  of 
the  Federal  Register.  1100  L  St.  NW.. 
Washington,  DC. 
•        •        •        •        • 

Dated:  April  23, 1992. 
Nfichael  R.  Taylor, 
Deputy  Commissioner  for  Policy. 

Editorial  note:  This  document  was 
received  at  the  Office  of  the  Federal  Register 
December  28, 1992. 
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21  CFR  Parts  10^129, 165.  and  184 
[Docket  No.  88P-003^      : 

Beverages:  Bottled  Water 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
amend  its  regulations  to:  Establish  a 
standard  of  identity  for  bottled  water; 
recodify  the  standard  of  quality  for 
bottled  water;  revise  the  definition  for 
bottled  water  in  the  quality  standard  to 
include  mineral  water  and  ingredient 
uses  of  this  product;  and  define 
"artesian  water,"  "distilled  water," 
"mineral  water,"  "purified  water," 
"spring  water,"  and  "well  water."  As 
proposed,  the  regulations  will  exempt 
mineral  water  from  certain  maximum 
allowable  levels  of  physical  and 
chemical  contaminants  if  the  mineral 
water  contains  total  dissolved  solids 
(TDS)  in  excess  of  500  parts  per  million 
(ppm).  These  actions  are  being 
proposed,  in  part,  in  response  to  a 
petition  submitted  by  the  International 
Bottled  Water  Association  (IBWA). 
Moreover.  FDA  believes  that  the 


proposed  regulations  will  promote 
honesty  and  fair  dealing  in  the  interest 
of  consumers,  as  well  as  the  interests  of 
the  regulated  industry. 
DATES:  Written  comments  by  March  8. 
1993.  The  agency  is  proposing  that  any 
final  rule  that  may  issue  based  upon  this 
proposal  become  effective  180  days 
following  the  date  of  publication  of  the 
final  rule. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Dnig  Administration, 
rm.  1-23. 12420  Parklawn  Dr., 
Rockville,  MD  20857. 
FOR  FURTHER  INFORMAHON  CONTACT: 
Shellee  A.  Davis.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-306).  Food 
and  Drug  Administration.  200  C  St.  SW.. 
Washington,  DC  20204.  202-205-5112. 

SUPPt.EMENTARY  INFORMATION: 

I.  Background  ^ 

A .  FDA 's  Begulatory  Scheme 

FDA  regulations  pertaining  to  bottled 
water  appear  in  parts  103  and  129  (21 
CFR  parts  103  and  129).  Section  103.35 
sets  forth  microbiological,  physical, 
chemical,  and  radiological  quality 
standards  for  bottled  water.  In 
§  103.35(a)(1).  "bottled  water"  is 
defined  as  "water  that  is  sealed  in 
bottles  or  other  containers  and  intended 
for  human  consumption."  However, 
specifically  excluded  from  this 
definition  are  mineral  water  and  any 
type  of  soft  drink,  including  that 
commonly  known  as  "soda  water,"  that 
is  made  by  absorbing  carbon  dioxide 
into  potable  water. 

Generally,  the  bottled  water  quality 
standards,  where  practicable,  follow  the 
Environmental  Protection  Agency's 
(EPA's)  requirements  for  drinking  water. 
Section  410  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
349)  obligates  FDA.  whenever  EPA 
prescribes  interim  or  revised  national 
primary  drinking  water  regulations 
under  section  1412  of  the  Public  Health 
Service  Act  (the  Safe  Drinking  Water 
Act  (42  U.S.C.  300f  through  300)-9)).  to 
consult  with  EPA  concerning  those 
regulations.  In  21  U.S.C.  349.  the  act 
further  requires  that  within  180  days 
after  EPA  promulgates  the  drinking 
water  regulations,  FDA  either 
promulgate  amendments  to  its 
regulations  applicable  to  bottled  water 
or  publish  in  the  Federal  Register  its 
reasons  for  not  amending  the 
regulations.  To  comply  with  21  U.S.C. 
349.  FDA  reviews  new  EPA  regulations 
and  determines  whether  the  new  or 
revised  primary  drinking  water 
regulations  (issued  by  EPA  as  maximum 
contaminant  levels  (MCL's)  or  treatment 
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technology  ragalatioe^  can  ba 
inoorporeted  into  FDA's  c^iality 
standwds  without  further  raodificatiim. 

Part  129  contains  current  good 
manufecturing  practioe  (OCMP) 
requireraenis  for  the  processing  and 
bottling  of  "bottled  drinking  water.**  to 
§  129.^),  PDA  defines  bottled  drinking 
water  to  indnde  "all  water  which  is 
sealed  in  bottles,  packages,  or  other 
containers  and  offered  for  sale  for 
human  consumption,  including  (in  a 
departure  from  5 103.35(aXl)I  bottled 
mineral  water."  (Emphasis  added.) 

B.  Th*  latentatkMoi  Bottied  Water 
Associatkm  Petition 

On  January  20. 1988.  IBWA  submitted 
a  petition  under  $  1030  (21  CFR  10.30). 
requesting  that  FDA  revise  the  standards 
of  quality  for  bottled  water  in  f  103.35 
and  the  bottled  water  CGMP  regulatiems 
in  part  129  to  expand  the  scope  of  these 
regulations  to  include  mineral  water  in 
the  standards  of  quality  and  to  mora 
closely  regulate  the  labeling, 
production,  and  distribution  of  bottled 
watOT.  IBWA  subsequently  amended  its 
petition  through  submissions  of  March 
25. 1988.  September  12, 1990.  and  May 
17, 1991.  (The  raWA  petition  and  its 
supplements  will  hereinafter  be  refarred 
to  as  "the  IBWA  peUtion.1 

At  the  time  that  IBWA  submitted  its 
petition,  the  quality  standards  far 
bottled  water  war*  si^ject  to  the  formal 
rulemakiBg  procedures  of  section  701(e) 
of  the  act  (21  U.S.C  371(e)).  However, 
in  November  of  1990,  the  Nutrition 
Labehng  and  Education  Ad  of  1990  (the 
1990  amendments)  was  signed  into  law. 
The  1990  amendments  removed 
rulemaking  under  the  suthmity  of 
section  401  of  the  act  (21  U.S.C  341). 
including  standards  of  quality,  from  the 
procedural  requirements  of  21  U.S.C 
371(e)  with  the  exception  of  rulemaking 
for  the  amendment  or  repeal  of  food 
standards  of  identity  for  dairy  products 
or  maple  syrup.  Therefore,  any  action 
on  the  IBWA  petition  is  subject  to 
informal,  notice  and  comment 
rulemaking  under  21  U.S.C  371(a) 
instead  of  the  formal  rulemaking 
procedures  of  21  U.S.C  371(e). 

FDA  has  completed  a  thormigh  review 
of  the  IBWA  petition  in  accordance  with 
21  CFR  part  10  and  has  reached  a 
number  of  tentative  conclusions 
concerning  the  requested  revisions  of 
ageno  regulations.  A  complete 
discussion  of  the  requested  revisions 
and  the  agency's  tentative  conclusions 
follow. 


n.  The  SUMlard  of  Identity 

A.  Justification 

In  its  petition,  IBWA  requested  that 
FDA  amend  the  standard  of  quality  far 
battled  water  in  §  103.35  to  inchide 
mineral  water  and  to  provide  definitions 
for  "artesian  water."  "distilled  water," 
"mineral  water,"  "purified  water," 
'^ring  water."  and  "well  water. "  IBWA 
stated  that  given  the  steady  increases  in 
the  types  and  brands  of  bottled  drinkii^ 
water,  the  American  public  should  be 
made  aware  of  the  various  distinctions 
in  the  types  of  bottled  water.  It  stated 
that  labels  complying  with  precise 
definitions  for  bottle  contents  would 
foster  public  awareness.  IBWA  stated 
that  the  public  deserves  to  be  able  to 
make  an  informed  decision  regarding 
the  purchase  of  bottled  drinking  water. 

On  January  6. 1989  (54  FR  398),  FDA 
published  a  final  rule  repealing  tlie  soda 
water  standard  of  identity.  In  response 
to  a  comment  that  requested  that  FDA 
amend  §  103.35  to  include  definitions 
for  "carbonated  spring  water."  "artesian 
water,"  and  "mineral  water"  as  a  means 
of  distinguishing  various  bottled  waters, 
FDA  stated: 

The  e«eacy  does  not  betieve  it  necessary  to 
include  derinitioos  for  bottled  waters  from 
verious  water  sources  and  produced  by 
different  treatments  in  the  standard  of  quality 
for  bottled  water  at  this  time.  Section  403  of 
the  Federal  Food,  Drug,  and  Connetic  Act  (21 
U.S.C  343)  provides  that  a  food  will  be 
deemed  to  be  misbranded  if  Its  labeling  is 
false  or  misleading  in  any  particular. 
Accordingly,  if  a  manufacturer  decides  to 
provide  information  in  the  labeliitg  regarding 
the  source  of  the  water  or  special  treatment 
that  the  water  hac  received,  such  infotination 
must  be  truthful,  fKtual.  and  not  misleading 
in  any  respect.  For  example,  a  product 
labeled  "carbonated  spring  watar~  would 
have  to  have  been  obtained  from  a  spring  and 
had  carbonatioa  added  la  some  form.  FDA 
concludes  that  existing  statutory  authority  is 
sufficient  to  provide  for  regulatory  action  in 
instances  where  false  and  misleading 
statements  concerning  the  source  or 
treatment  of  the  bottleid  water  are  made,  and 
that  it  is  not  necessary  to  include  specific 
statements  to  this  effect  in  $  103.35. 

However,  FDA  no  longer  believes  that 
the  position  in  this  comment  is 
appropriate.  Based  on  the  information 
that  has  become  available  to  it  over  the 
last  3  years,  FDA  has  tentatively 
concluded  that  it  wrill  promote  honesty 
and  fair  dealing  in  the  interest  of 
consumers,  as  well  as  the  interests  of 
the  regulated  industry,  if  the  agency 
adopts  a  standard  of  identity  fbr  belled 
water  as  well  as  definitions  fbr  the 
various  types  of  bottled  water  products. 

FDA  recognizes  that  standards  of 
identity  are  often  viewed  as 
discotuaging  innovation.  However,  as 


discussed  in  greater  detail  below,  a 
number  of  States  have  estabHshed 
differing  labeling  definiticms  fn- bottled 
water.  A  Federal  standard  of  identity 
would  provide  a  uniform  definition  far 
bottled  water  products,  and  it  would 
provide  an  estwlished  fiamework  in 
which  innovation  could  occtir.  Thus, 
^ven  the  current  state  of  the  regulation 
of  bottled  water,  the  agency  finds  that 
innovation  is  more  likely  if  the  agency 
acts  in  the  way  that  it  is  proposing  than 
if  the  current  situation  is  allowed  to 
persist. 

FDA's  tentative  conclusion  is  based  in 
part  on  several  reports  that  it  has 
received.  The  first  is  a  report  from  the 
Food  and  Nutrition  Board  of  the 
Institute  of  Medicine.  National 
Academy  of  Sciences  (lOM).  In  response 
to  section  6  of  the  1990  amendments, 
FDA  contracted  with  H^4  to  ctRiduct  a 
study  of  State  and  local  laws  that 
require  food  labeling  of  the  type 
required  by  certain  misbranding 
provisitms  of  the  act.  The  study  was  to 
consider  whether  FDA  has  adequately 
implemented  these  secticms.  After  an    ■ 
information-gathering  process  that 
included  a  public  meeting,  requests  to 
the  States,  and  communications  with 
several  organizations  representing  food 
and  drug  officials,  lOM  issued  a  report 
(Ref.  1). 

This  report  noted  that  the  Attorneys 
General  of  7  States  (California,  Iowa, 
Minnesota,  Missouri,  New  York.  Texas, 
and  Wisconsin)  suggested  in  their 
submission  to  the  IC^  that  States  often 
respond  to  the  public's  needs  well  in 
advance  of  the  Federal  government. 
They  stated  that  the  States'  actions 
uhimately  stimulate  the  Federal 
government  to  act  and  provide  a 
template  for  any  national  standard.  One 
of  the  examples  cited  by  the  Attome3rs 
General  of  matters  on  which  the  States 
have  provided  leadership  was  th« 
labeling  of  bottled  water. 

In  communications  with  lOM  during 
the  preparation  of  the  report,  a  number 
of  States  expressed  discontent  with 
FDA's  inaction  in  the  face  of  false  and 
mislmding  labeling  claims  for  bottled 
water  prtiducts.  lOM  reported  that  a 
total  of  23  States  have  expressed  their 
dissatisfaction  with  FDA's  regulation  of 
bottled  water  by  adopting  laws  or 
regulations  to  provide  additional 
controls.  While  these  State  laws  vary, 
one  of  the  main  problems  that  they 
address  is  the  nomenclature  for  various 
types  of  bottled  wrater.  For  example, 
nearly  half  the  States  have  established 
definitions  for  the  difforent  types  of 
bottled  and  mineral  water  on  the 
market. 

lOM  also  repmted  that  many  States 
expressed  particular  concern  Otat  the 
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opportunity  for  public  confusion  has 
been  increased  by  virtue  of  the 
increased  number  of  products  on  the 
market  and  the  increasingly  aggressive 
claims  made  for  these  products.  For 
example,  even  though  FDA  stated  in  the 
Federal  Register  of  January  8, 1973  (38 
FR  1019),  that  bottled  water  was  not  any 
better  or  purer  than  tap  water,  and  that 
there  is  reason  to  believe  that  this  is  still 
the  case,  lOM  found  that  it  is 
questionable  whether  that  view  is  held 
by  consumers  after  years  of  exposure  to 
advertising  that  claimed  superiority  for 
bottled  and  mineral  water. 

Thus,  the  lOM  has  described  a 
situation  in  which  in  response  to 
proliferating  claims  and  statements  on 
bottled  water,  the  States  are  responding 
with  proliferating  regulations.  In  such  a 
situation,  the  possibility  of  inconsistent 
State  regulation  grows,  and  the  IBWA 
petition  makes  clear  that  such 
inconsistency  is  in  fact  what  has 
occurred. 

The  bottled  water  industry  has  stated 
that  there  is  a  need  for  uniform  labeling 
standards  to  prevent  or  eliminate 
inconsistent  State  labeling  requirements 
that  signiHcantly  limit  interstate 
commerce  in  bottled  water  (Ref.  2).  For 
example.  North  Carolina  (Ref.  3)  deHnes 
"spring  water"  as  water  taken  from  "a 
natural  orifice  in  the  earth's  surface 
through  which  water  freely  flows 
without  the  aid  of  mechanical  means." 
California  (Ref.  4),  on  the  other  hand, 
deHnes  "spring  water"  as  water  that 
issues  by  natural  forces  out  of  the  earth 
at  a  particular  place.  According  to  the 
California  deHnition,  however,  spring 
water  may  be  derived  from  the  natural 
orifice  or  from  a  bore  hole  adjacent  to 
the  natural  orifice.  Therefore,  water 
collected  from  a  bore  hole  adjacent  to 
the  spring  could  be  called  "spring 
water"  in  California  but  could  not  be 
called  "spring  water"  in  North  Carolina. 

FDA  has  received  comments  from 
bottled  water  manufacturers  who  are  not 
members  of  IBWA  that  urge  the  agency 
to  enact  labeling  requirements  for 
bottled  water  (Refs.  5  and  6)  that  will 
supersede  State  requirements.  One  of 
these  manufacturers  stated  that  it  spent 
approximately  $80,000  for  label  changes 
in  1990  because  of  requests  from  various 
States  concerning  labeling  requirements 
(Ref.  6). 

The  bottled  water  segment  of  the 
beverage  industry  is  growing  at  a  strong 
pace.  In  1981,  bottled  water  had  a 
comparative  market  share  of  1.8  percent. 
In  1991,  the  comparative  market  share 
had  tripled  to  5.4  percent.  In  1981,  the 
per  capita  consumption  of  bottled  water 
did  hot  exceed  that  of  juices,  tea,  or 
powdered  drinks.  However,  in  1991, 


bottled  water  consumption  exceeded 
that  of  each  of  these  drinks  (Ref.  7). 

The  agency  realizes  that  there  is  an 
increasing  number  of  bottled  water 
products  on  the  market,  and  that  the 
labels  on  these  products  may  be 
misleading  to  consumers  (Ref.  8).  FDA 
also  realizes  that  there  may  be  a 
significant  difference  in  price  for  bottled 
water  products  depending  on  the 
representations  made  or  implied  by  the 
product  labeling.  Often  marketing  and 
advertising  associated  with  bottled 
water  suggest  that  the  "water  comes 
from  a  tranquil,  distant,  Utopian  source" 
(Ref.  9).  For  example,  a  picture  of  a 
blue-green  mountain  spring  on  a  label  of 
a  bottled  water  product  may  indicate  to 
consumers  that  the  water  comes  from  a 
mountain  spring.  Such  a  label  is 
misleading  to  consumers  if  the  water 
actually  comes  from  the  municipal 
water  supply  ofan  urban  area  located 
far  from  any  mountains. 

Therefore,  FDA  agrees  that  there  is  a 
need  to  define  the  various  types  of 
bottled  water  products  because  such 
information  isjof  material  interest  to 
consumers.  FDA  tentatively  concludes 
that  defining  the  bottled  water  sources, 
as  IBWA  requested  in  its  petition,  will 
provide  a  definition  and  standard  of 
identity  for  bottled  water  products  that 
will  promote  honesty  and  fair  dealing  in 
the  interest  of  Consumers. 

For  the  reasoi^  set  forth  above,  FDA 
tentatively  concludes  that  the  different 
State  requiren^ents  for  labeling  and 
testing  bottledj  water  impose  a 
significant  buiiden  on  interstate 
commerce.  A  tiniform  Federal  definition 
will  ensure  thit  consumers  will  be  able 
to  purchase  bpttled  water  products  that 
are  informatively  and  consistently 
labeled  throughout  the  country. 
Therefore,  FDA  is  proposing  to  establish 
a  standard  of  identity  for  bottled  water 
in  proposed  §  165.110(a).  Under  the 
1990  amendments,  such  a  standard  will 
preempt  any  State  standards  that  are  not 
identical  to  it  (21  U.S.C.  343A(a)(l)). 

Section  103.5(c)  (21  CFR  103.5(c))  of 
FDA's  regulations  states  that  should  a 
standard  of  identity  be  established  for 
any  of  the  foods  defined  by  a  standard 
of  quality  in  Part  103,  the  standard  of 
quality  will  be  recodified  to  appear  in 
the  same  part  of  the  regulations  as  the 
standard  of  identity.  Therefore,  the 
agency  is  proposing  to  move  the 
standard  of  quality  for  bottled  water 
from  §  103.35  to  proposed  §  165.110. 

B.  Coverage 

The  common  or  usual  name  of  a  food 
that  has  been  defined  by  a  standard  of 
identity  under  21  U.S.C.  341  is  the  name 
prescribed  by  the  standard.  Whenever 
an  ingredient  in  a  food  purports  to  be 


a  standardized  food,  the  ingredient  must 
conform  to  the  standard  of  identity  even 
though  the  finished  food  is  not  a 
standardized  product  (21  (J-S  C.  343(g)). 
In  addition,  if  a  standard  oi  quality 
exists  for  a  food,  the  food  also  must 
conform  to  that  quality  standard  when 
used  as  an  ingredient  or  must  be  labeled 
as  substandard  (21  U.S.C.  343(h)). 

Specialty  waters  are  significant 
ingredients  in  some  types  of  beverages 
such  as  flavored  waters  and  diluted 
juice  drinks.  For  example,  there  are 
numerous  flavored  water  products  that 
claim  to  use  spring  or  mineral  water  as 
the  water  ingredient  and  that  include 
this  information  on  their  label.  Other 
beverages  are  labeled  to  indicate  that  the 
water  ingredient  possesses  a  specific 
characteristic  or  has  received  a  specific 
treatment  (e.g..  "sparkling"  water). 

FDA  believes  that  highlighting  the 
water  component  of  these  products  in 
this  manner  is  effectively  a  claim  that 
the  water  ingredient  in  the  beverage  has 
particular  value,  and  that  consumers  are 
likely  to  purchase  these  beverages  in 
large  measure  because  of  the  claim 
concerning  the  water  ingredient. 
Therefore,  these  products  should  be 
treated  as  part  of  the  general  category  of 
bottled  water  products,  and  the  quality 
of  the  water  ingredient  in  these 
beverages  should  be  at  least  as  good  as 
the  quality  of  bottled  water. 
Consequently,  FDA  is  proposing  to 
include  water  used  as  an  ingredient  in 
these  types  of  beverages  (e.g.,  flavored 
bottled  waters)  in  the  definition  for 
•  "bottled  water"  (proposed 
§  165.110(a)(1)). 

The  same  type  of  claim  is  not  made, 
however,  on  beverages  labeled  as 
containing  "carbonated  water,"  "seltzer 
water,"  "soda  water,"  and  "tonic 
water."  These  beverages  have 
historically  been  considered  to  be  soft 
drinks  and  not  bottled  water.  Moreover, 
labels  of  foods  that  claim  to  contain 
"water"  as  an  ingredient  do  not  claim  or 
imply  any  particular  properties  or 
characteristics  for  that  ingredient. 

Use  of  the  terms  "disinfected''  and 
'Tiltered"  in  describing  the  water 
ingredient  in  beverages  also  does  not 
imply  any  particular  characteristic  of 
the  water  other  than  that  it  has  been 
subjected  to  a  commonly  used 
treatment.  Municipal  water  is  subject  to 
these  processes.  Therefore,  FDA 
tentatively  concludes  that  consumers 
understand  that  these  terms  do  not 
make  a  special  claim  about  the  water 
ingredient,  and  that  they  will  not 
confuse  water  described  in  these  ways 
with  bottled  water. 

Accordingly,  FDA  is  proposing  in 
§  165.110(a)(1)  to  exempt  an  ingredient 
from  the  definition  of  bottled  water  if  it 
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b  declared  in  the  ingredient  listing 
using  the  tenns  "water."  "carbonated 
water,"  "disinfacted  wrter,"  "fihered 
water,"  "seltaar  %rater,"  "soda  water." 
or  "tonic  water."  FDA  is  requesting 
comnients  fnm  interested  persons 
concerning  the  appropriatenesa  of  the 
propoaed  exemption,  and  whether  there 
are  other  water  ingredients  that  should 
also  be  exempted. 

C.  Mineral  Water 

1.  Indusioa  of  Minoal  Water  in  the 
Coverage  of  the  Standard  of  Identity 

fai  the  Federal  Rsgislar  of  Miliary  8. 
1973  (38  FR 1019).  FDA  published  a 
proposed  rule  to  establish  bottled  water 
quality  standards.  In  that  proposal.  FDA 
defined  "bottled  watv"  as  water  that  is 
sealed  in  bottles  or  other  containers  and 
intended  for  human  coiuiunption  but 
excluded  mineral  water  and  soda  water 
from  the  definition.  FDA  received 
several  comments  in  re^Kmse  to  the 
proposal  suggesting  that  the  standard  of 
quality  should  also  apply  to  bottled 
mineral  water.  The  agency  concluded  in 
the  final  rule  (38  FR  32558,  November 
26, 1973)  that  mineral  water  was  a 
product  inherently  difliarent  from 
bottled  water.  FDA  stated  that  it 
intended  to  develop  a  separate  standard 
of  quality  for  mineral  wraler.  However, 
the  agency  haa  not  issued  swJi  a 
standard. 

IBWA  requested  in  its  petiUon  that 
the  definition  for  "bottled  watw"  in 
§  103.35(aMl)  be  amended  to  delete  the 
exemption  for  mineral  water. 

FDA  believes  that  the  significance  of 
the  (bffarences  between  water  sut^ect  to 
the  provisions  of  the  quality  standards 
and  mineral  water  haa  been  lessened  by 
the  wide  diversity  of  the  mineral  water 
products  that  are  now  found  in  the 
marketplace.  Bottled  water  and  miiwral 
water  may  be  displayed  for  sale  side  by 
side,  and  water  vrith  lower  mineral 
content  than  oMny  tap  wraters  is 
sometimes  labeled  as  "mineral  water." 
In  recent  years,  the  fwoduction  of 
bottled  mineral  water  haa  so 
dramatically  increased  that  the  agency 
believes  that  thia  product  may  be 
replacing  tap  wraler  consumption  for 
some  consumers.  In  response  to 
increased  marketing  of  bottled  mineral 
water  products,  many  States  have 
established  definitioaa  for  "mineral 
watw." 

Accordingly,  FDA  has  tentatively 
concluded  that  mineral  water  should  be 
included  is  the  standard  for  bottled 
water.  Including  mineral  water  in  the 
standard  for  bottled  water  will  subject  it 
to  the  requirements  of  the  quality 
standard  for  bottled  water.  FDA  is 
proposing  to  delete  the  exclusion  for 


mineral  water  from  the  definition  of 
"bottled  water"  hi  §  165.110(a)(1). 

FDA  is  proposing  this  action  because 
mineral  water  is  now  being  as  widely 
consumed  as  other  bottled  waters.  This 
action  will  ensure  that  consumers  who 
drink  mineral  water  will  be  afforded  the 
same  level  of  protection  as  those  who 
drink  other  bottled  water  producU  or 
tap  water.  If  the  mineral  water  is 
substandard,  that  information  will  be 
presented  on  the  label  of  the  product. 
just  as  it  is  presented  on  the  label  of 
other  bottled  wrater  products  if  they  are 
substandard.  Tberefore,  FDA  tentatively 
finds  that  it  will  promote  honesty  sikI 
fair  dealing  in  the  interest  of  consumers 
to  include  mineral  «rater  in  the 
definition  for  "bottled  wrater." 

2.  Definition  of  Mineral  Water 

FDA  has  also  tentatively  decided  to 
define  "mineral  water." 

IBWA  originally  defined  "mineral 
water"  in  its  January  20, 1988,  petition 
as  bottled  water  that  contains  not  less 
than  500  ppm  TDS.  In  an  amendment  to 
its  petition,  dated  May  17, 1991.  IBWA 
redlefined  "mineral  water"  as  bottled 
water  coming  from  an  approved  source 
tapped  at  one  or  more  bore  holes  or 
natural  springs,  originating  from  a 
geologically  aitd  ph)rsicany  protected 
underground  water  source.  fflWA  stated 
that  the  definition  of  "mineral  water" 
should  provide  that  it  is  cleerfy 
distinguishable  from  other  t3rpe8  of 
water  because  of  the  constant  level  of 
minerals  and  trace  elements  in  the  water 
as  it  emerges  from  its  source.  Howerer, 
IBWA  did  not  include  a  minimum 
mineral  content  in  its  amended 
definition. 

The  European  Regiona]  Codex 
Standard  (Ref.  10)  defines  "natural 
mineral  water"  as  a  water  clearly 
distinguishable  from  ordinary  drinkii>g 
water  because 

(1)  It  is  characterized  by  its  content  of 
certain  mineral  salts  ar>d  their  relative 
proporticms  and  by  the  presence  of  trace 
elements  or  of  other  constituents: 

(2)  It  is  obtained  directly  from  iMtural 
or  drilled  sources  from  underground 
water  bearing  strata; 

(3)  Of  the  constancy  of  its 
compoeition.  the  stability  of  its 
discharge,  and  its  temperature,  due 
account  being  taken  of  the  cycles  of 
natural  fluctuations; 

(4)  It  is  collected  under  omditions 
that  guarantee  the  original 
bacteriological  purity: 

(5)  It  is  bottled  close  to  the  point  of 
emergence  of  the  source  %vith  particular 
hygienic  precautions; 

^)  It  is  not  subjected  to  any  treatment 
other  than  that  permitted  by  the 
standard;  and 


(7)  It  is  in  confwmity  with  all  the 
provisions  laid  down  in  the  standard. 

Several  States  have  adopted  standards 
for  mineral  water.  For  example,  Texas' 
standard  (Ref.  11)  st^es  that  mineral 
water  is  not  derived  frtmi  a  public 
system  and  is  unmodified  by  blending 
with  wrater  from  another  source  or  by 
mineral  addition  or  deletion,  except  as 
H  relates  to  ozonation  or  equivalent 
disinfection  and  filtration.  Texas' 
standard  does  not  include  a  minimum 
mineral  content. 

California  (Ret  4)  defines  "mineral 
water"  as  containing  more  than  500 
ppm  TDS  and  originating  entirely  from 
an  underground  source,  which  may  be 
a  well,  artesian  well,  or  spring. 
California  regulations  further  state  that 
mineral  water  may  iM>t  be  altered  by  the 
addition  or  deletion  of  minerals  or  by 
blending  with  water  from  another 
source,  except  that  mineral  water  may 
be  filtered  and  shall  be  treated  with 
ozone  or  an  equivalent  disinfection 
process  approved  by  the  appropriate 
regulatory  agency. 

The  Association  of  Food  and  Drug 
Officials  (AFDO)  (Ref.  12)  defines 
"mineral  water"  as  water  that  is 
impregnated  with  mineral  solids  and 
that  has  been  obtaii>ed  entirely  from  an 
approved  source.  AFDO  has  defined 
"light  mineral  water"  as  containing  not 
less  than  250  ppm  nor  more  than  500 
ppm  of  dissolved  solids  and  "mineral 
water"  as  containing  not  less  than  500 
ppm  of  dissolved  mineral  solids.  AFDO 
defines  "mineralized  water"  as  water  ' 
that  meets  the  requirements  for  mineral 
water,  except  that  the  water  contains 
added  mineral  solids. 

FDA  received  several  comments  on 
the  IBWA  petition  that  maintained  that 
the  originally  suggested  level  of,500    ! 
ppm  "WIS  would  be  inappropriate 
because  there  are  many  mineral  waters 
being  marketed  that  have  less  than  500 
ppm  TDS.  The  comments  maintained 
that  these  waters  should  not  be 
prohibited  from  using  the  term  "mineral 
water"  in  their  statements  of  identity. 
One  comment  discussed  various 
classifications  of  mineral  water  using 
the  following  criteria:  (1)  Up  to  500  ppm 
for  "mineral  li^it."  (2)  500  to  1,000  ppm 
for  "mineral  water."  and  (3)  1.000  ppm 
and  up  for  "heavy  mineral  water."  'The 
European  Comoranity  (Ref.  13)  has 
adopted  the  following  labeling  criteria: 
(1)  Low  mineral  content — mineral  salt 
content  not  greater  than  500  ppm;  (2) 
very  low  mineral  content — mineral  sah 
content  not  greater  than  50  ppm;  and  (3) 
rich  in  mineral  sahs — mineral  sah 
content  greater  than  1,500  ppm. 
Mineral  waters  may  have  very 
different  flavors  depending  on  the 
mineral  content  and  types  of  minerals 


and  trace  el 
(Ref.  14).  a 
particular  n 
particular  S( 
contributed 
important  t( 
content  (e.g 
source  remc 
intemationi 
concerning 
come  from  i 


proposing  i: 
mineral  wal 
from  other  1 
level  of  mil 
the  water  at 
All  water 
unless  it  ha 
14).  Thus,  t 
consumers  i 
identified  a 


proposing  II 
"mineral  wi 
containing  i 
This  level  ii 
AFDO  defir 
mineral  wal 


Federal  Register  /  Vol.  58.  No.  2  /  Tuesday,  January  5,  1993  /  Proposed  Rules 


397 


and  trace  elements  present  in  the  water 
(Ref.  14).  Consumers  may  purchase  a 
particular  mineral  water  from  a 
particular  source  because  of  the  flavor 
contributed  by  the  mineral  content  It  is 
important  to  consumers  that  the  mineral 
\    content  (e.g.,  flavor]  of  a  particular 
source  remain  constant  Most 
international  and  State  regulations 
concerning  mineral  water  reqiiire  that  it 
come  firom  an  underground  source,  such 
as  a  spring  or  a  well,  and  that  it  have 
a  fairly  stable  mineral  composition 
characteristic  of  the  source.  Based  on 
these  definitions,  FDA  considers  that 
industry  and  consumers  have  come  to 
expect  that  mineral  water  is  from  an 
underground  source  and  has  a  fairly 
stable  mineral  composition.  In  addition, 
the  IBWA  definition  for  n^neral  water  is 
to  a  large  extent  a  geological  definition. 

FDA  tentatively  concludes  that  the 
IBWA  amended  definition  for  mineral 
water  has  merit,  in  part,  because  this 
definition  (1)  is  what  industry  and 
consumers  have  come  to  expect  in  a 
product  called  "mineral  water;"  (2) 
agrees  with  other  established  definitions 
for  mineral  water  (e.g.,  Texas'  standard, 
the  European  Regional  Codex  Standard); 
(3)  will  not  hinder  international  trade; 
and  (4)  will  not  exclude  all  water 
containing  less  than  500  ppm  TDS  that 
is  currently  being  marketed  as  mineral 
water.  Therefore,  FDA  is  proposing  in 
§  165.110(a)(2)(ii)  that  water  coming 
from  a  source  tapped  at  one  or  more 
bore  holes  or  springs,  originating  from  a 
geologically  and  physically  protected 
underground  water  source,  may  be 
called  "mineral  water."  FDA  is  further 
proposing  in  §  165.110(a)(2)(ii)  that 
mineral  water  shall  be  distinguished 
from  other  types  of  water  by  its  constant 
level  of  minerals  and  trace  elements  in 
the  water  as  if>amerges  from  its  source. 

All  water  contains  some  minerals 
unless  it  has  b^n  demineralized  (Ref. 
14).  Thus,  the  agency  surmises  that 
consumers  expect  that  a  product 
identified  as  "mineral  water"  would 
contain  a  minimum  level  of  minerals. 
As  mentioned  above,  consumers  may 
purchase  a  particular  mineral  water 
because  of  the  flavor  contributed  by  the 
mineral  content  Therefore,'FDA 
tentatively  concludes  that  it  would  be 
contradictory  for  bottled  water  that  has 
essentially  no  minerals  and  does  not 
perform  (e.g.,  taste)  like  mineral  water  to 
be  labeled  as  mineral  water.  Consistept 
with  this  tentative  conclusion,  FDA  is 
proposing  in  §  165.110(a)(2)(ii)  that 
"mineral  water"  be  defined  as  water 
containing  not  less  than  250  ppm  TDS. 
This  level  is  in  agreement  with  the 
AFDO  definition  (^.  12)  for  light 
mineral  water  and  mineral  water. 


FDA  is  requesting  comments  on  the 
proposed  minimum  level  of  250  ppm 
TDS  in  mineral  water.  If  FDA  receives 
substantive  data  to  support  another 
minimum  level,  it  will  consider  issuing 
a  final  rule  with  a  diffiarent  minimum 
level. 

3.  Mineral  Content  of  Mineral  Water 

IBWA  stated  in  its  May  17, 1991. 
amendment  to  its  petition  that  the  TDS 
of  mineral  water  should  appear  on  a 
label  of  the  bottle  and  be  stated  in 
milUgrams  per  liter  (mg/L). 

FDA  does  not  object  to  the  optional 
label  declaration  of  TDS  because  FDA 
believes  that  such  information  is  useful 
to  some  consumers.  However,  many 
consumers  may  not  understand  the 
relevance  of  a  specific  TDS  (Ref.  14). 
Therefore,  FDA  tentatively  concludes 
that  there  is  no  substantive  basis  on 
which  to  require  that  this  information 
appear  on  the  label. 

Because  FDA  is  proposing  a  definition 
of  mineral  water  that  provides  for  a 
wide  range  of  mineral  contents  of 
mineral  water,  and  because  the  mineral 
content  can  change  the  character  of  the 
product  by  affecting  the  flavor  and 
therefore  the  use  of  mineral  water  by 
consumers,  FDA  tentatively  copcludes 
that  the  listing  of  relative  mineral 
content  is  useful  to  consumers  to 
characterize  a  given  mineral  water 
product. 

As  discussed  above,  most  definitions 
of  "mineral  water"  describe  mineral 
water  that  contains  less  than  500  ppm 
TDS  as  being  low  in  mineral  content. 
Therefore,  to  ensure  that  consumers  are 
not  misled  as  to  the  characteristics  of 
the  mineral  water,  FDA  is  proposing  in 
§  165.110(a)(3)(i)  to  require  that  if  the 
TDS  is  below  500  ppm,  the  statement 
"low  mineral  content"  appear  on  the 
label. 

A  mineral  content  of  more  than  1,500 
ppm  greatly  affects  the  flavor  of  the 
water.  This  lev^l  is  consistent  with  the 
European  Cornmunity  definition  of 
"mineral  water — ^rich  in  mineral  salts" 
(Ref.  13)  and  will  not  hinder 
international  trade.  Therefore,  to  ensure 
that  consumers  know  that  the  product 
that  they  are  purchasing  is  high  in 
mineral  content,  FDA  is  also  proposing 
in  §  165.1 10(a)(3)(i]  to  require  that  the 
label  of  mineral  water  containing  more 
than  1,500  ppm  TDS  include  the 
statement  "high  mineral  content." 

FDA  is  not  proposing  to  define  the 
term  "light"  or  other  descriptive  terms 
other  than  "low"  and  "high"  as  they 
apply  to  mineral  water  at  this  time.  In 
the  Federal  Register  of  Novemben27. 
1991  (56  FR  60421  at  60450).  FDA 
stated  that  because  of  the  potential  for 
misuse  of  the  term  "light"  its  tentative 


view  is  that  use  of  the  term  must  be 
limited  to  foods  that,  compared  to  other 
products  in  their  class,  contribute 
substantially  to  the  reduction  of  calories 
and,  in  certain  circumstances,  fat  in  the 
diet.  Use  of  the  term  "light"  on  mineral 
water  would  refer  to  the  mineral  content 
and  not  to  a  reduction  in  calories.  Use 
of  this  term  with  respect  to  mineral 
water  could  be  confusing  to  consimiers 
if,  for  example,  the  mineral  water  is 
used  as  an  ingredient  in  a  beverage  that 
would  not  quaUfy  for  use  of  the  caloric 
descriptor  (e.g.,  mineral  water  flavored 
with  fruitjuice).  Therefore,  FDA 
tentatively  concludes  that  the  use  of  the 
statements  "low  mineral  content"  or 
"high  mineral  content,"  as  applicable, 
instead  of  using  terms  such  as  "light" 
will  be  less  confusing  to  consiuners. 

Under  21  U.S.C.  343(f),  FDA  is 
proposing  to  require  that  the  statement 
of  "low"  or  "high"  mineral  content 
appear  on  the  label  with  such 
conspicuousness  and  in  such  terms  as  to 
render  it  likely  to  be  read  and 
understood  by  consumers  under 
customary  conditions  of  purchase  and 
use.  To  ensure  that  consumers  vnll 
know  where  to  find  this  information, 
the  statement  needs  to  appear  in  the 
same  area  of  the  label  as  the  statement 
"mineral  water."  Therefore,  FDA  is 
proposir^  in  §  165.110(a)(3)(i)  to  require 
that  the  statement  of  mineral  content 
appear  onithe  principal  display  panel 
following  Hie  statement  of  identity  in 
type  at  lea|t  one-half  the  size  of  the  type 
used  for  the  statement  of  identity  but  in 
no  case  of  less  than  one-sixteenth  of  an 
inch. 

The  agency  also  tentatively  concludes 
that  the  information  about  mineral 
content  is  a  material  fact  under  section 
201(n)  of  the  act  (21  U.S.C.  321(n)) 
because  it  bears  on  the  consequences  of 
the  use  of  the  article.  The  mineral 
content  can  change  the  character  of  the 
product  by  affecting  the  flavor  and 
therefore  the  use  of  mineral  %vater  by 
consumers.  Accordingly,  this 
information  must  be  communicated  to 
the  consumer  on  the  product  label,  or 
the  labeling  would  be  misleading.  The 
product  would  consequently  be 
misbranded  under  21  U.S.C.  343(a). 
FDA  is  requesting  comments  concerning 
the  proposed  levels  defining  high  or  low 
mineral  content. 

D.  Nomenclature  for  Other  Types  of 
Bottled  Water  ■ 

FDA  is  proposing  in  §  165.110(a)(2) 
that  the  name  of  the  standardized  food 
is  "bottled  water."  However,  as 
discussed  previously  concerning  the 
need  to  establish  a  standard  of  identity 
for  bottled  water.  FDA  believes  that 
certain  types  of  bottled  water  need  to  be 
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defined.  Therefore,  in  addition  to 
"mineFal  water,"  FDA  is  proposing  to 
define  "artesian  water,"  "distilled 
water,"  "purified  water."  "spring 
wat^r,"  and  "well  water"  in  proposed 
§  165.110(a)(2).  The  agency  has 
considered  State  regulations, 
international  regulations,  and  dictionary 
definitions  in  deriving  these  proposed 
definitions.  In  this  manner,  FDA  has 
attempted  to  ensure  that  the  proposed 
definitions  comport  with  consumers' 
understanding  of  these  terms.  Therefore, 
the  agency  views  this  action  as  one  that 
will  promote  honesty  and  fair  dealing  in 
the  interest  of  consumers.  FDA  is 
requesting  comments  from  interested 
persons  on  these  definitions  and  on 
other  terms  that  need  to  be  defined. 

1.  Artesian  Water 

The  IBWA  petition  states  that 
"artesian  water"  means  bottled  water 
from  a  well  tapping  a  confined  aquifer 
in  which  the  water  level  stands  above 
the  natural  table.  AFDO  (Ref.  12)  defines 
"artesian  water"  in  its  model  bottled 
water  regulation  as  water  that  is  forced 
from  below  the  ground  to  the  surface 
through  a  well  by  natural  underground 
pressure. 

The  U.S.  Geological  Survey  (USGS) 
(Ref.  15)  defines  "confined  aquifers"  as 
geological  unit%  (aquifers)  completely 
filled  with  water  and  overlain  by  a 
confining  bed  that  restricts  the 
movement  of  water  either  into  or  out  of 
adjacent  aquifers.  USGS  defines 
"artesian  wells"  as  wells  drilled  into 
confined  aquifers  where  the  water  level 
stands  at  some  height  above  the  top  of 
the  natural  water  table  but  not 
necessarily  above  the  land  surface. 
Therefore,  water  obtained  from  a  drilled 
well  tapping  a  confined  aquifer  located 
300  feet  below  the  surface  with  a  natural 
hydraulic  pressure  that  makes  the  water 
rise  in  the  well  to  150  feet  below  the 
surface  could  be  called  "artesian  water" 
under  the  geological  definition. 

The  IBWA  definition  for  "artesian 
water"  is  thus  in  agreement  with  the 
geologic  definition.  It  is  also  consistent 
with  the  definitions  of  this  type  of  water 
that  have  been  adopted  by  California 
(Ref.  4)  and  by  Texas  (Ref.  11),  but  it  is 
less  restrictive  than  the  AFDO 
definition.  Therefore,  FDA  is  proposing 
in  §  165.110(a)(2)(i)  that  bottled  water 
that  is  drawn  firom  a  well  tapping  a 
confined  aquifer  in  which  the  water 
level  stands  above  the  natural  water 
table  may  be  called  "artesian  water." 

IBWA  requested  in  its  petition  that 
§  129.20  (21  CFR  129.20)  be  amended  by 
adding  provisions  addressing 
appropriate  collection  procedures  for 
artesian  waters.  IBWA  stated  that 
artesian  water  may  be  collected  with  the 


assistance  of  external  force  to  enhance 
the  natural  underground  pressure  so 
long  as  such  measures  do  not  alter  the 
physical  properties,  composition,  and 
quality  of  the  water. 

FDA  agrees  that  it  may  be  necessary 
to  use  external  force  to  collect  the  water 
because  the  water  may  not  reach  the 
land  surface.  However,  use  of  external 
force  can  alter  the  physical  properties, 
composition,  and  quality  of  the  water. 
The  water  obtained  would  then  be 
din'erent  from  artesian  water  from  that 
particular  artesian  well.  Consequently. 
FDA  tentatively  concludes  that  use  of 
external  force  is  acceptable  only  so  long 
as  such  measures  do  not  change  the 
physical  properties,  composition,  and 
quality  of  the  water. 

Therefore,  FDA  is  proposing  in 
§  165.1 10(a)(2){i)  to  provide  for  the 
_rollection  of  artesian  water  with  the 
assistance  of  external  force  to  enhance 
the  natural  underground  pressure  so 
long  as  such  measures  do  not  alter  the 
physical  properties,  composition,  and 
quality  of  the  water.  FDA  is  including 
this  provision  in  the  definition  of 
"artesian  water"  and,  therefore,  finds 
that  an  amendment  of  §  129.20  is  not 
needed. 

2.  Purified  Water 

The  IBWA  petition  defines  "distilled 
water"  as  bottled  water  that  has  been 
produced  by  a  process  of  distillation 
and  "purified  water"  as  bottled  water 
produced  by  distillation,  deionization, 
reverse  osmosis,  or  other  suitable 
process.  IBWA  stated  that  both  terms 
refer  to  bottled  water  that  meets  the 
definition  of  "purified  water"  in  the 
most  recent  edition  of  the  United  States 
Pharmacopeia  (U.S.P.)  (Ref.  16).  IBWA 
further  stated  that  distilled  water  may 
be  alternatively  named  "purified 
water." 

Purified  water,  as  defined  in  the  21st 
revision  of  the  U.S.P.  (1985).  is  water 
obtained  by  distillation,  ion-exchange 
treatment,  reverse  osmosis,  or  other 
suitable  process  and  contains  no  added 
substance.  U.S.P.  specifications  for 
purified  water  include  pH.  chloride, 
sulfate,  ammonia,  calcium,  carbon 
dioxide,  heavy  metals,  oxidizable 
substances,  total  solids,  and 
bacterialogical  purity. 

The  IBWA  definition  for  "purified 
water"  is  consistent  with  that 
established  by  AFDO  (Ref.  12).  AFDO 
has  not  established  a  definition  for 
"distilled  water."  The  IBWA  definition 
for  "distilled  water"  agrees  with  the 
definition  established  by  the  State  of 
Texas  (Ref.  11). 

FDA  believes  that  the  IBWA 
definitions  have  merit  because  they 
agree  with  established  U.S.P.  standards, 


and  consumers  would  be  assured  of 
purchasing  a  water  product  that  has  in 
fact  been  purified.  Therefore,  FDA  is 
proposing  in  §  185.110(a)(2)(iii)  that 
water  that  is  produced  by  distillation, 
deionization,  reverse  osmosis,  or  other 
suitable  processes,  and  that  meets  the 
definition  of  "purified  water"  in  the 
most  recent  edition  of  the  U.S.P.,  can  be 
"purified  water."  If  the  water  is 
produced  by  distillation  and  meets  the 
U.S.P.  standard,  alternatively  it  may  be 
called  "distilled  water." 

3.  Spring  Water 

In  its  petition,  IBWA  stated  that 
"spring  water"  is  water  that  is  derived 
from  an  undergroiuid  formation  from 
which  water  flows  naturally  to  the 
surface  of  the  earth.  IBWA  asked  FDA 
to  provide  that  the  water  may  be 
collected  through  a  bore  hole  that  is 
adjacent  to  the  point  of  emergence  but 
also  to  require  that  the  water  retain  all 
the  physical  properties,  and  be  of  the 
same  composition  and  quality,  as  the 
water  that  flows  naturally  to  the  surface 
of  the  earth.  IBWA  also  reouested  that 
§  129.20  be  amended  by  adding 
provisions  addressing  appropriate 
collection  procedures  for  spring  waters. 

The  AFDO  definition  of  "spring 
water"  (Ref.  12)  permits  the  use  of  a 
bore  hole.  Some  States  have  definitions 
of  "spring  water"  similar  to  the 
definition  submitted  by  IBWA,  although 
others  do  not  allow  the  use  of  a  bore 
hole  adjacent  to  the  spring  to  collect  the 
water.  The  California  definition  (Ref.  4) 
specifically  states  that  if  spring  water  is 
derived  ftt)m  the  natural  orifice  by 
external  force  or  from  a  bore  hole 
adjacent  to  the  natural  orifice,  the  water 
shall  be  from  the  same  undergroxmd 
stratum  and  be  of  the  same  quality  and 
composition  as  the  water  derived  from 
the  natural  orifice  without  external 
force. 

A  typical  dictionary  definition  of  a 
spring  is  "a  flow  of  water  from  the 
ground"  (Ref.  19). 

Hydrogeologists  and  groundwater 
hydrologists  generally  consider  that 
springs  represent  a  natural  discharge  or 
flow  of  ground  water  at  the  land  surface 
(Ref.  17).  They  do  pot  consider  ground 
water  extracted  from  a  well  or  bore  hole 
to  be  water  from  a  spring.  Water  is 
subject  to  higher  pressures  and 
temperatures  underneath  the  ground, 
and  consequently  its  composition  may 
be  significantly  altered  upon  emerging 
at  the  surface  (Ref.  18). 

FDA  realizes  that  some  bottled  water 
manufacturers  currently  collect  spring 
water  through  a  bore  hole  to  avoid 
impurities  at  the  surface  of  the  earth 
(Ref.  5).  The  agency  recognizes  that  the 
geological  definition  for  spring  water 
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does  not  provide  for  use  of  a  bore  hole. 
However,  because  use  of  a  bore  hole 
will  feduce  the  possibility  of 
contamination  and  is  an  aid  in  the 
sanitary  bottling  of  the  water,  FDA  is 
proposing  to  permit  water  collected  by 
such  means  to  be  called  "spring  water" 
as  long  as  such  measures  do  not  change 
the  physical  properties,  composition, 
and  quality  of  the  water.  When  ground 
water  reaches  the  surface  its 
environment  is  greatly  changed.  Ground 
water  may  then  be  exposed  to  oxygen, 
algae  and  other  organisms,  and  surface 
water  of  a  different  composition  (Ref. 
18).  Therefore,  FDA  tentatively 
concludes  that  the|3efinition  for  spring 
water  should  provrae  for  the  tapping  of 
the  source  in  a  way  that  will  ensure 
sanitation.  FDA  is  proposing  in 
§  16S.110(a)(2)(iv)  that  bottled  water 
derived  from  an  underground  formation 
from  which  water  flows  naturally  to  the 
surface  of  the  earth,  or  would  flow 
naturally  to  the  surface  of  the  earth  if 
not  for  its  collection  below  the  earth's 
surface,  may  be  called  "spring  water." 

IBVVA  stated  that  the  bore  hole  must 
be  adjacent  to  the  spring.  FDA  interprets 
this  statement  to  mean  that  the 
deHnition  for  spring  water  should  allow 
for  the  tapping  of  the  source  from  a 
point  near  the  mouth  of  the  spring  (Ref. 
20). 

Some  States  consider  water  derived 
from  an  underground  source  through 
use  of  a  bore  hole  as  well  water.  Thus, 
to  avoid  confusion  there  is  a  need  to 
distinguish  spring  water  obtained 
through  use  of  a  bore  hole  from  well 
water.  The  California  (Ref.  4)  definition 
requires  that  for  water  to  be  called 

V'         "spring  water,"  it  must  be  from  the  . 
same  underground  stratum  as  the  water 
derived  from  the  natural  orifice  without 
external  force.  Water  obtained  through  a 
bore  hole  tapping  a  different 
underground  stratum  is  not  spring  water 
because  it  comes  from  a  different 
underground  source.  Water  that  is 
different  in  composition  from  the  spring 
water  that  flows  to  the  surface  or  would 
flow  naturally  to  the  surface  of  the  earth 
if  not  for  its  collection  below  the  earth's 
surface  is  not  "spring  water"  because 
use  of  the  bore  hole  has  altered  the 
composition  of  the  water. 

Therefore,  FDA  is  proposing  in 
§  165.110(a)(2)(iv)  to  provide  for  the 
collection  of  spring  water  only  at  the 
spring  or  through  a  bore  hole  adjacent 
to  the  point  of  emergence.  FDA  is  also 
proposing  in  §  165.110(a)(2)(iv)  that 
spring  water  collected  with  the 
assistance  of  a  bore  hole  to  protect  the 
water  shall  be  from  the  same 
underground  stratum  as  the  spring  and 
shall  retain  all  the  physical  properties, 
and  be  of  the  same  composition  and 


quality,  as  the  water  that  flows  naturally 
to  the  surface  of  the  earth  or  would  flow 
naturally  to  the  aurfaca  of  the  earth  if 
not  far  its  collection  below  the  earth's 
surface.  Because  FDA  is  including  this 
provision  in  the  definition  of  ^ring 
water,  it  finds  that  an  amendment  of 
§  129.20  is  not  needed.  FDA  is 
requesting  comments  from  interested 
persons  concerning  the  definition  for 
"spring  water"  and  on  the  use  of  a  bore 
hole  adjacent  to  the  point  of  emergence 
of  the  spring  to  fecilitate  collection  of 
the  wrater. 

4.  Well  Water 

IBWA  stated  in  its  petition  that  "well 
water"  means  water  from  a  hole  bored, 
drilled,  or  otherwise  constructed  in  the 
ground  that  taps  the  waler  of  an  aquifer. 
The  AFDO  (Ref.  12]  definition  is  similar 
to  the  IBWA  definition. 

A  typical  dictionary  definition  of  a 
well  is  a  hole  sunk  into  the  earth  to  get 
water  (Ref.  19).  Thus,  the  ffiWA 
definition  is  descriptive  of  the  conunon 
meaning  of  well  water.  Therefore,  FDA 
is  proposing  in  §  165.110(a)(2)(v)  that 
the  name  of  bottled  water  from  a  hole 
bored,  drilled,  or  otherwise  constructed 
in  the  ground  that  taps  the  water  of  an 
aquifer  may  alternatively  be  "well 
water." 

E.  Other  Label  Statements 
1.  Water  fi^m  a  Municipal  Supply 

IBWA  stated  in  its  petition  that  any 
bottler,  distributor,  or  vendor  of  bottled 
water  whose  corporate  name,  brand 
name,  or  trademark  contains  the  words 
"spring."  "well,"  "artesian,"  "mineral," 
or  any  derivative  of  these  terms  should 
be  required  to  label  each  bottle  with  the 
type  of  bottled  water  contained  in  the 
product,  in  typeface  at  least  equal  to  the 
size  of  the  typeface  of  the  corpnirate 
name,  brand  name,  or  trademark,  if  the 
type  of  the  bottled  water  is  different 
from  the  type  stated  or  implied  in  the 
corporate  name,  brand  name,  or 
trademark. 

FDA  agrees  that  the  use  of  certain 
corporate  names,  brand  names,  and 
trademarks  may  be  misleading  to 
consumers  if  the  source  of  the  water  is 
different  fix)m  the  source  stated  or 
implied.  In  21  U.S.C.  343(a),  the  act 
specifically  states  that  a  food  shall  be 
deemed  to  be  misbranded  if  its  labeling 
is  false  or  misleading  in  any  particular. 
In  addition,  misleading  labeling  is  not 
limited  to  use  of  the  terms  "artesian," 
"mineral,"  "spring."  or  "well"  but  may 
include  other  terms  and  vignettes  as 
well.  For  example,  a  bottled  water 
product  labeled  with  a  vignette  showing 
wafer  from  a  mountain  spring  would 
purport  to  be  spring  water  and  would  be 
misleading  unless  the  product  met  the 
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definition  for  "spring  water."  or  there 
was  an  appropriate  qualifying  statement 
that  made  clear  that  the  product  was  not 
spring  water. 

In  a  significant  number  of  situations, 
the  labeling  of  products  currently  being 
maiiceted  states  or  implies  that  the  water 
originates  from  a  source  such  as  a  spring 
or  a  well,  when  the  water  is  acttially 
obtained  from  a  municipal  source  (Ref 
8).  Such  labeling  is  misleading. 

Therefore,  FDA  is  proposing  ( 
require  in  §  16S.110(a)(3)(ii)  that  < 
phrase  "frt>m  a  municipal  source' 
appear  (Hi  the  principal  display  panel  or 
panels  as  a  part  of  the  name  of  the  food 
if  the  water  is  obtained  frt>m  a 
municipal  water  supply,  except  if  the 
water  has  been  treateid  to  meet  the 
definitions  of  distilled  water  or  purified 
water  and  is  labeled  as  such. 
Information  about  the  actual  source  of  a 
bottled  water  product  is  a  material  fact 
in  Ught  of  the  either  explicit  (e.g.,  use 
of  terms  such  as  "spring"  or  "well")  or 
implied  (the  presentaticm  of  the  product 
in  a  bottle)  representation  made  by  a 
bottled  water  product  that  it  is  not  tap 
water.  Information  about  the  source  of 
the  water  is  necessary  to  ensure  that 
consumers  do  not  incorrectly  assume 
that  because  water  is  sold  in  a  bottle,  it 
does  not  come  from  a  municipal  water 

*"EE'y  ■  .   I    » 

FDA  is  exemptmg  municipal  water 
that  has  been  treated  to  meet  the 
definition  of  "purified"  or  "distilled 
water"  and  is  labeled  as  such  because 
consumers  purchase  this  water  because 
of  its  treatment  and  subsequent  purity 
rather  than  because  of  its  source.  In 
addition,  there  are  no  significant 
compositional  differences  among 
purified  and  distilled  waters,  regardless 
of  the  source  of  the  water. 

Under  21  U.S.C.  343(0,  FDA  is 
proposing  to  require  that  the  statement 
appear  on  the  label  with  such 
conspicuousness  and  in  such  terms  as  to 
render  it  Ukely  to  be  read  and 
understood  by  consumers  under 
customary  conditions  of  purchase  and 
use.  FDA  considers  the  statement  as 
information  necessary  to  ensure  that  the 
labeling  is  not  misleading.  To  ensure 
that  consumers  will  know  where  to  find 
this  information,  the  statement  needs  to 
appear  in  the  same  area  of  the  label  as 
the  name  of  the  food.  The  statement  of 
identity  is  the  most  critical  information 
on  the  package.  Therefore,  FDA  is 
proposing  to  require  in 
§  165.ilO(a)(3)(ii)  that  the  statement 
"from  a  municipal  source,"  appear  on 
the  principal  display  panel  following 
the  statement  of  identity  in  type  at  least 
one-half  the  size  of  the  type  in  which 
the  statement  of  identity  appears  but  in 
no  case  of  less  than  one-sixteenth  of  an 
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inch.  The  agency  is  proposing  to  require 
that  the  statement  immediately  and 
conspicuously  precede  or  follow  the 
name  of  the  food  without  intervening 
written,  printed,  or  graphic  matter,  other 
than  statements  required  by  proposed 
,§165. 110(c). 

2.  Water  for  Infant  Use 

Bottled  water  is  not  free  of  all 
microorganisms  unless  it  has  been 
specifically  treated  to  make  it  sterile  and 
to  maintain  its  sterility  throughout  its 
shelf-life.  At  this  time,  some  bottled 
water  products  that  are  not  sterile  are 
being  promoted  for  use  in  feeding 
infents.  FDA  conducted  a  limited  survey 
of  domestic  bottled  water  manufacturers 
and  imported  bottled  water  products  in 
1990.  FDA  found  that  several  firms 
specifically  labeled  their  products  for 
use  in  the  preparation  of  infant  formulas 
(Ref.  21).  Other  firms  labeled  their 
product  as  "nursery  drinking  water"  or 
"infant  drinking  water."  One  firm 
provided  a  brochure  indicating  use  of 
their  product  for  "baby  formulas 
(healthier)."  The  label  of  one  imported 
product  stated  that  the  water  "needs  no 
filtering  or  sterilization,"  and  that  it  was 
ideal  for  infant  drinks.  The  labeLof 
another  imported  product  stated  that  the 
product  can  be  used  for  "baby  feeding 
(very  pure,  ideal  for  use  with  powdered 
milk,  straight  from  the  bottle)." 
Analyses  of  this  product  showed  a 
heterotrophic  plate  count  of  8.200 
organisms  per  milliliter  (mL). 

Representations  of  bottled  water  for 
infant  use  without  further  label 
instructions  reasonably  may  be 
interpreted  by  consumers  to  mean  that 
the  product  is  ready  to  use  in  infant 
formula  and  needs  no  additional 
preparation.  In  fact,  these  products  are 
not  sterile  and  should  be  treated 
similarly  to  tap  water  before  being  used 
to  reconstitute  or  dilute  infant  formula. 
Therefore,  labeling  that  promotes 
bottled  water  products  that  are  not 
sterile  for  infant  use  will  misbrand  the 
products  under  provisions  of  21  U.S.C. 
343(a)(1).  Accordingly.  FDA  on  its  own 
initiative  is  proposing  in 
§  165.110(a)(3)(iii)  to  require  notice  on 
the  principal  display  panel  of  the 
bottled  water  products  that  are 
promoted  for  infant  use  that  such 
products  are  not  sterile  (if  such  is  in  fact 
the  case),  and  that  they  should  be  used 
as  directed  by  a  physician  or  by  infant 
formula  preparation  instructions. 

3.  Method  of  Preparation  of  Purified 
Water 

IBWA  stated  in  their  petition  that  the 
method  of  preparation  of  purified  water 
should  be  stated  on  the  label.  As 
discussed  above  concerning  the 


proposed  definition  for  "purified 
water,"  purified  water  may  be  produced 
by  distillation,  deionization.  reverse 
osmosis,  or  other  suitable  process  as 
long  as  it  meets  U.S.P.  purity 
specifications. 

The  IBWA  petition  did  not  provide 
any  explanation  for  why  the  method  of 

S>reparation  should  be  required  on  the 
abel  of  purified  water.  Although  this 
information  may  be  useful  for  some 
consumers.  FDA  tentatively  concludes 
that  there  is  no  substantive  basis  on 
which  to  require  that  this  information 
appear  on  the  label.  Therefore.  FDA  is 
not  proposing  to  require  that  the  method 
of  preparation  be  stated  on  the  label  of 
purified  water,  although  a  manufacturer 
may  include  this  information  on  the 
label  if  it  so  desires.  FDA  is  requesting 
comments  from  interested  persons  on 
the  need  to  include  this  information  on 
the  label. 

III.  Standard  of  Quality 
A.  General  Changes 

FDA  is  proposing  to  move  the 
definition  for  bottled  water  from 
§  103.35(a)(1)  to  proposed 
§  165.110(a)(1).  As  discussed  above, 
FDA  is  also  proposing  to  move  the 
standard  of  quality  for  bottled  water 
from  §  103.35  to  proposed  §  165.110. 
Section  103.35  will  thus  be  recodified  as 
follows: 
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FDA  points  out  that  it  has  published 
(see  the  Federal  Register  of  September 
16.  1988  (53  FR  36063))  and  is 
publishing  (see  elsewhere  in  this  issue 
of  the  Federal  Register)  several  i 

proposed  rules  to  revise  the  chemical  ' 
and  microbiological  quality  standards  of 
§  103.35  to  provide  for  establishment  of 
new  standards  and  updating  of  existing 
standards. 

FDA  advises  that  all  water  included 
in  the  definition  of  bottled  water  will  be 
subject  to  the  quality  standard  for 
bottled  water. 

Section  103.3  defines  "lot."  "sample. ' 
and  "analytical  unit."  and  current 
§  103.35  refers  to  these  terms.  Because 
FDA  is  removing  the  quality  standard 
from  §  103.35  and  including  it  in 
proposed  §  165.110.  FDA  believes  that 
these  terms  must  also  be  defined  in 
proposed  Part  165.  Therefore,  FDA  is 
proposing  to  establish  §  165.3  to 
reference  definitions  for  the  terms  "lot," 
"sample."  and  "analytical  unit"  found 
in  §  103.3. 
B.  Exemptions  for  Mineral  Water 

As  discussed  above.  FDA  is  proposing 
that  mineral  water  be  subject  to  the 
quality  standard  for  bottled  water. 
However,  some  allowable  levels  in  the 
quality  standard  are  based  on  EPA 
secondary  maximum  contaminant  levels 
(SMCL's)  for  color,  odor,  TDS,  chloride, 
iron,  manganese,  sulfate,  and  zinc. 
These  allowable  levels  were  established 
for  aesthetic  reasons  and  not  for 
consumer  safety.  Mineral  water  with  a 
high  mineral  content  may  not  meet  the 
allowable  levels  for  odor  and  color 
because  of  the  types  of  minerals  that 
may  be  present.  For  example,  chloride 
at  high  levels  may  be  undesirable 
organoleplically,  and  excess  iron  may 
precipitate,  producing  a  brown  color 
(Ref.  22).  The  agency  tentatively 
concludes  that  certain  aesthetically 
based  allowable  levels  should  not  apply 
to  waters  with  more  than  500  ppm  TDS. 

Accordingly,  the  agency  is  proposing 
to  add  a  footnote  to  the  list  of  allowable 
levels  in  §  165.110(b)(4)(i)(A)  to  provide 
that  when  water  is  labeled  as  "mineral 
water,"  it  will  be  exempt  from  the 
allowable  levels  for  color,  odor,  TDS, 
chloride,  iron,  manganese,  sulfate,  and 
zinc.  FDA  is  not  proposing  to  include 
bottled  waters  that  are  not 
conspicuously  identified  with  the  term 
"mineral"  or  that  are  identified  as  ^ 
"mineral  water,  low  mineral  content"  in 
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this  exemption  because  consumers  will 
not  generally  expect  to  encounter 
flavors  affected  by  high  mineral  content 
in  these  bottled  water  products. 

FDA  is  not,  however,  proposing  to 
exempt  mineral  water  from  the 
allowable  levels  for  copper,  fluoride, 
and  silver.  FDA  proposed  a  revised 
allowable  level  for  fluoride  in  the 
Federitl  Register  of  September  16, 1988 
{53  FR  36063  at  36067).  Elsewhere  in 
this  issue  tjf  the  Federal  Register,  FDA 
is  proposing  a  new  allowable  level  for 
silver  and  is  proposing  to  affirm  its 
existing  level  for  copper.  The  allowable 
levels  for  fluoride  and  silver  are 
intended  not  merely  to  protect  the  flavor 
and  color  of  the  water  but  to  ensure  that 
significant  adverse  aesthetic  effects  to 
consumers  are  avoided.  In  the  case  of 
fluoride,  FDA  has  proposed  the 
allowable  level  to  ensure  that 
consumers  are  not  subject  to  dental 
fluorosis  (characterized  chiefly  by 
mottling  of  the  teeth)  from  bottled 
waier.  In  the  case  of  silver.  FDA  has 
proposed  the  allowable  level  to  prevent 
armaria  (a  discoloration  of  the  skin). 
FDA  believes  that  the  quality  standard 
forlmineral  water  should  protect 
coiisumers  from  any  adverse  effects  on 
the  body,  even  those  that  may  be 
characterized  as  aesthetic. 

In  the  Federal  Register  of  June  7, 1991 
(56  FR  26460),  EPA  published  a  final 
rule  to  establish  a  maximum 
contaminant  level  goal  (MCLG)  of  1.3 
mg/L  for  copper.  This  value  was  based 
on  short-term  gastrointestinal 
disturbances  and  other  acute  toxic 
effects  of  copper  on  humans  at  relatively 
high  doses  (50  FR  46936  at  46968. 
November  13,  1985).  However,  as  EPA 
stated  in  the  final  rule,  the  maximum 
copper  level  found  in  groundwater 
supplies  "was  0.47  mg/L  and  the  mean 
of  the  positive  measurements  (i.e..  those 
exceeding  the  detection  limit  of  0.010 
mg/L)  was  0.075  mg/L."  These  values 
are  well  below  the  present  quality 
standard  Umit  of  1.0  mg/L.  Therefore. 
FDA  believes  that  the  proposed 
regulation  should  not  exempt  mineral 
water  from  the  existing  quality  standard 
for  copper.  Elsewhere  in  this  issue  of 
the  Federal  Register,  FDA  is  proposing 
to  retain  the  existing  allowable  level  for 
copper  in  bottled  water  of  1.0  mg/L. 

EPA  has  recently  established  a 
sticondary  MCL  for  aluminum,  and  FDA 
is  proposing  elsewhere  in  this  issue  of 
the  Federal  Register  to  adopt  an 
allowable  level  for  this  chemical.  If  FDA 
establishes  an  allowable  level  for 
aluminum,  the  agency  will  propose  to 
exempt  mineral  Water  (except  low 
mineral  content  type  mineral  waters) 
from  that  standard  because  the  standard 
is  intended  to  control  aesthetic 


properties  of  the  water  (turbidity),  and 
not  its  effect  on  the  body.  However,  if 
the  agency  exempts  mineral  water  from 
the  allowable  level  for  aluminum,  the 
water  will  still  have  to  comply  with  the 
quality  standard  with  respect  to 
turbidity.  FDA  is  not  proposing  at  this 
time  to  exempt  mineral  water  from  the 
allowable  level  for  turbidity  because 
high  turbidity  may  interfere  with 
disinfection  and  microbiological 
determinations.  The  agency  requests 
comment  from  interested  persons 
concerning  the  need  to  establish  a 
separate  turbidity  level  for  mineral 
water. 

C.  Substandard  Chemical  Quality 
Labeling 

Current  §  103.35(f)(2)(ii)  permits  the 
general  phrase  "Contains  Excessive 
Chemical  Substances"  to  be  used  where 
bottled  water  fails  to  meet  an  allowable 
level  for  a  chemical  in  §  103.35(d),  with 
a  listing  of  the  specific  chemical  that 
exceeds  the  allowable  level  being 
optional.  However,  the  agency  is 
proposing  to  include  mineral  water  in 
the  definition  of  bottled  water  and  to 
exempt  it  from  certain  allowable  levels 
in  the  quality  standard  when  it  contains 
more  than  500  ppm  TDS.  Mineral  water 
with  TDS  greater  than  500  ppm  may 
contain  significant  levels  of  chemical 
substances  that  are  not  considered 
excessive  for  mineral  water.  Mineral 
water  is  marketed  for  its  mineral 
content,  especially  when  it  contains 
significant  levels  of  minerals  such  as 
fluoride  or  calcium.  Therefore,  the 
general  phrase.  "Contains  Excessive 
Chemical  Substances,"  on  mineral  water 
that  contains  a  level  of  a  substance  that 
exceeds  the  allowable  level  for  mineral 
water  may  mislead  consumers  because 
they  may  assume  that  mineral  water 
ordinarily  contains  considerable 
amounts  of  chemical  substances.  In 
view  of  this  possibility,  the  agency 
tentatively  concludes  that  the  general 
phrase  may  not  be  adequate  for  mineral 
water  and  is  therefore  proposing  in 
§  165.110(c)(2){ii)  that  the  label  or 
labeling  of  mineral  water  list  the 
specific  names  of  any  substances 
present  in  amounts  that  exceed  the 
allowable  levels  to  which  mineral  water 
is  subject  (e.g.,  "Contains  Excessive 
Arsenic."  "Contains  Excessive 
Trihalomethanes").  However,  FDA 
points  out  that  current  §  103.35(g) 
(which  FDA.  is  proposing  to  recodify  as 
§  165.110(d))  provides  that  regardless  of 
whether  the  bottled  water  bears  a 
statement  of  substandard  quality,  the 
product  is  adulterated  if  it  contains  a 
substance  (e.g..  arsenic)  at  a  level 
considered  injurious  to  health  under 


section  402(a)(1)  of  the  act  (21  U.S.C. 
342(a)(1)). 

Current  §  103.35(f)  references 
§  103.5(b),  which  sets  forth  general 
principles  for  how  statements  of 
substandard  quality  are  to  be  made  on 
foods  that  are  defined  by  a  quality 
standard  but  for  which  there  is  no 
identity  standard.  Because  the  agency  is 
proposing  to  establish  a  standard  of 
identity  and  move  the  standard  of 
quality  for  bottled  water  to  §  165.110, 
FDA  is  proposing  to  amend  current 
§  103.35(f)  (which  will  be  recodified  as 
§  165.110(c))  to  reference  130.14(a)  (in 
§  165.110(c)  (1)  and  (2)).  This  section 
sets  forth  general  statements  of 
substandard  quality  for  use  on  foods  for 
which  a  standard  of  identity  has  been 
established.  , 

D.  Chemical  Quality  Standards 

The  IBWA  petition  requested  revision 
of  chemical  quality  standards  for  total 
trihalomethanes  (TTHM)  ft-om  100  parts 
per  billion  (ppb)  to  10  ppb  and  for  lead 
from  50  ppb  to  5  ppb. 

EPA  has  the  pnmary  responsibility  for 
determining  appropriate  safety 
standards  for  drinking  water.  As  stated 
above,  under  21  U.S.C.  349,  FDA  is 
obligated  to  follow  EPA's  lead  by 
revising  bottled  water  regulations  after 
EPA  promulgates  interim  or  revised 
primary  drinking  water  regulations  or 
by  publishing  its  reasons  for  not  doing 
so.  EPA  published  a  final  rule  in  the 
Federal  Register  of  June  7, 1991  (56  FR 
26460)  on  national  primary  drinking 
water  regulations  for  lead  in  drinking 
water.  FDA  published  a  proposal  to 
lower  the  lead  quality  standard  to  5  ppb 
elsewhere  in  this  issue  of  the  Federal 
Register  in  response  to  EPA's  revised 
lead  standards.  EPA  is  currently 
reviewing  drinking  water  standards  for 
TTHM.  Therefore.  FDA  is  not  proposing 
any  action  on  the  IBWA  request 
concerning  TTHM. 

IV.  CGMP'S 

A.  Product  Water.  Operations  Water, 
and  Compliance  Procedures  / 

1.  Conforming  Amendment 
Because  the  agency  is  moving  the 

quality  standard  from  §  103.35  to 
proposed  §  165.110(b),  the  reference  in 
§  129.35  needs  to  be  updated  to  reflect 
this  change.  Therefore.  FDA  is 
amending  §  129.35(a)(3)(ii)  to  reference 
proposed  §  165.110  instead  of  §  103.35. 

2.  Testing  of  Mineral  Water 

The  IBWA  petition  requested  that 
§  129.80(g)  be  revised  by  deleting  the 
exclusion  for  mineral  water  from  testing 
requirements  to  reflect  the  inclusion  of 
mineral  water  in  the  definition  of 
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"bottled  water."  Because  FDAts 
proposing  to  grant  the  latter  request  io 
proposed  §  165.110<a)tl)  and  to  subject 
this  commodity  to  the  quality  standards 
in  proposed  §  165.110(b).  FDA  is 
proposing  to  revise  §  129.80(g)  as 
requested  and  to  delete  the  exclusion  for 
mineral  water  from  the  testing 
requirements. 

3.  Use  of  Public  Water  Certificate  in 
Lieu  of  Monitoring 

IBWA  requested  in  its  petition  that 
§  129.35(a)(3)  be  amended  to  provide 
bottlers  that  use  a  public  water  source 
with  the  alternative  of  obtaining  and 
displaying  a  certiHcate  from  the  public 
water  system  (demonstrating  that  the 
public  water  system  conducts  the 
monitoring  required  by  paragraph 
129.35(a)(3))  in  lieu  of  conducting  all 
source  monitoring  required  by  this 
paragraph  for  chemical  contaminants. 
The  petition  also  requested  that  FDA 
reduce  the  frequency  or  scope  of  source 
monitoring,  provided  that  the  source 
does  not  contain  the  substances  for 
which  monitoring  is  required  and  is  not 
vulnerable  to  contamination. 

FDA  realizes  that  it  would  be 
redundant  to  require  bottlers  of  water 
from  municipal  sources  that  meet  all 
EPA  standards  to  retest  source  water  for 
the  contaminants  that  are  covered  by  the 
bottled  water  quality  standards.  The 
only  possible  source  of  contamination  of 
such  water  would  be  the  water 
distribution  system  itself,  and  it  is 
unlikely  that  this  system  would  act  as 
a  source  of  most  of  the  regulated 
chemical  contaminants.  Moreover,, 
protection  from  chemical  contamination 
is  provided  by  §  129.80(g)(2).  which 
requires  that  a  plant  analyze  a 
representative  sample  of  each  type  of 
bottled  drinking  water  produced  at  least 
annually  for  chemical  contaminants. 

Therefore,  FDA  is  proposing  in 
§  12g.35(a)(4)(i)  to  permit  firms  that  use 
a  municipal  water  system  as  the  source 
of  their  water  to  substitute  municipal 
testing  results  showing  full  compliance 
with  the  EPA  primary  and  secondary 
drinking  water  regulations  (or  a 
certificate  to  this  effect)  for  the  source 
water  chemical  contaminant  testing 
required  in  §  129.35(a)(3). 

The  EPA  final  rule  of  January  30, 1991 
(56  FR  3526).  allows  States  to  grant 
areawide  or  statewide  waivers  of 
pesticide  testing  reguirements  based  on 
pesticide  use  information.  The  rule  also 
provides  States  with  the  discretion  to 
set  subsequent  testing  frequencies  in 
systems  that  did  not  detect  volatile 
synthetic  organic  chemicals  in  the 
initial  round  of  samples  and  that  are 
assessed  and  designated  as  not 
vulnerable.  EPA  stated  in  adopting  this 


rule  that  for  all  contaminants  for  wdiicfa 
levels  are  established  in  the  rule, 
minimum  monitoring  requirements  may 
be  increased  or  decrrased  by  States 
based  on  analytical  results  or  the  results 
of  a  vulnerability  assessment.  EPA 
monitoring  requirements  are  designed  to 
ensiue  that  compliance  with  the  MCL's 
is  met  and  to  efficiently  utilize  State  ap6 
utility  resources  (56  FR  3526  at  3559,      . 
January  30.  1991). 

FDA  realizes  that  it  would  be 
unreasonable  to  require  bottlers  using 
nonmunidfwl  sources  to  test  source 
water  for  each  and  every  contaminant 
regardless  of  the  chances  of  finding  a 
particular  contaminant.  Such  testing  can 
be  quite  costly,  and  it  makes  no  sense 
to  require  testing  for  a  pesticide  or  other 
synthetic  organic  chemical  that  is  not 
used  in  the  source  water  recharge  basin. 
Thus,  in  certain  cases,  there  is 
justification  for  reducing  both  the 
frequency  and  scope  of  testing  for 
chemical  contaminants  and  for 
providing  exemptions  from  testing 
requirements  under  carefully  controlled 
conditions.  Because  EPA  regul«.tioos 
currently  permit  State  regulatory 
agencies  to  modify  testing  requirements 
under  appropriate  circumstances,  FDA 
tentatively  concludes  that  it  is 
raesonabie  to  recognize  appropriate 
testing  exemptions  from  EPA 
requirements  granted  by  State  agencies 
that  have  jurisdiction  over  approval  of 
source  water  under  EPA  regulations. 
Therefore,  FDA  is  proposing  in 
§  129.35(a)(4)(ii)  to  permit  firms  that  use 
a  nonmunicipal  water  source  as  the 
source  of  their  water  to  reduce  the 
frequency  of  testing  and  the  number  of 
chemical  contaminants  for  which  they 
test  source  water  if  they  can  document 
that  such  reduction  is  consistent  with  a 
waiver  that  the  State  has  issued  luider 
EPA  regulations. 

FDA  emphasizes  however  that, 
irrespective  of  the  minimum  testing 
requirements  specified  in  the  CCMP 
regulations  (part  129)  for  source  water 
or  finished  products,  every  lot  of  bottled 
water  products  introduced  or  delivered 
into  interstate  commerce  must  comply 
with  the  bottled  water  quality  standards 
(proposed  §  165.110(b))  and  is  subject  to 
the  act,  including  the  provisions  of  21 
U.S.C  342  on  the  circumstances  in 
which  food  is  adulterated.  Therefore. 
FDA  is  proposing  in  §  129.35(a)(4)(iii) 
that  the  finished  bottled  water  must 
comply  with  bottled  water  quality 
standards  (proposed  §  165.110(b))  and 
21  U.S.C  342(a)(1)  dealing  with 
adulterated  foods. 

B.  Additional  Definitions 

IBWA  requested  revision  of  the 
definitions  in  §  129.3  to  include  new 


definitions  for  "bottled  water  plant." 
"plant  operator,"  "water  dealer,"  and  a 
revised  definition  for  "bottled  drinking 
water." 

IBWA  did  not  provide  any 
explanation  for  why  these  provisions 
are  needed,  and  FDA  has  no  information 
to  support  the  requested  revisions. 
Therefore,  FDA  is  not  proposing  at  this 
time  to  establish  definitions  for  "bottled 
wafer  plant."  "plant  operator,"  or 
"water  dealer"  or  to  revise  the 
definition  for  "bottled  drinking  water." 
FDA  is  requesting  comment  bom 
interested  persons  concerning  the  need 
to  define  or  amend  the  definitions  of 
these  terms. 

C.  Unregulated  Contaminants 

IBWA  requested  revision  of  part  129 
to  provide  lor  additional  source  and 
final  product  testing  requirements  in 
§  129.35  to  detect  and  control  specific 
unregulated  contaminants.  No 
explanation  was  provided  for  why  these 
additional  provisions  are  needed. 

Part  129  does  not  limit  testing  to  fmly 
those  contaminants  listed  in  the  quality 
standards.  Bottled  water  that  contains  a 
poisonous  or  deleterious  substance  is 
subject  to  the  adulteration  provisions  of 
21  U.S.C.  342(a)(1)  and  therefore  to 
regulatory  action.  Further,  all  food  I 
firms,  including  bottled  water  ' 

producers,  are  subject  to  the  CGMP 
regulations  in  part  110  (21  CFR  part 
110).  Section  110.80  (21  CFR  110.80} 
states  that  appropriate  quality  control 
procedures  are  to  be  employed  to  ensure 
that  food  is  suitable  for  human 
consumption.  This  section  also  states 
that  all  food  that  has  become 
^  contaminated,  to  the  extent  that  it  is 
adulterated  within  the  meaning  of  the 
act.  is  to  be  rejected  or,  if  permissible, 
treated  or  processed  to  eliminate  the 
contamination.  Thus,  bottled  water 
producers  are  already  obligated  to 
monitor  their  source  water  for 
contaminants  that  may  not  be  the 
subject  of  specific  provisions  in  FDA's 
regulations.  If  these  producers 
knowingly  produce  and  distribute 
adulterated  bottled  water,  they  may  be 
subject  to  the  criminal  penalties  of  the 
act. 

D.  Microbiological  Control  Standards 

The  petition  requested  revision  of 
§  129.40  to  include  microbiological 
control  standards  that  include 
prohibitions  from  processing  and 
bottling  water  with  equipment  that  has 
been  used  to  produce  milk,  fruit  juice, 
or  any  other  food  product  "likely  to 
contribute  nutrients  for  microbiological 
growth."  In  Its  March  25, 1988. 
amendment  to  its  petition,  IBWA 
submitted  a  report  on  dual  filling  lines 
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prepared  by  Harold  Wainess  & 
Associates  (HWA). 

The  Milk  Industry  Foundation  (MIF) 
submitted  comments  on  the  IBWA 
petition  opposing  a  requirement  for  the 
use  of  dedicated  equipment  for  bottling 
'vater.  MlF  stated  that  milk  processors 
<re  experienced  in  sanitation  and 
related  procedures  that  are  necessar>'  for 
the  production  of  safe,  high  quality 
foods,  both  dairy  and  nondairy.  MIF 
also  stated  that  the  adoption  of  the 
IBWA  request  for  dedicated  equipment 
would:  (1)  Eliminate  many  milk 
processors  from  the  bottled  water 
market  or  impose  substantial  additional 
costs  on  companies,  (2)  increase  costs  to 
consumers,  and  (3)  not  provide  health 
or  safety  benefits  to  the  public. 
FDA  believes  that  dedicated 
equipment  will  not  ensure  that  the  goal 
of  production  of  foods  with  a  low 
probability  of  microbiological 
contamination  will  be. met.  Only  good 
sanitation  will  ensure  that  this  goal  is 
achieved.  As  the  HWA  report  points 
out,  milk  is  more  sensitive  to 
microbiological  contamination  than 
water.  Because  of  this  fact,  the  milk 
industry  has  had  to  develop  and  achieve 
very  high  sanitary  standards  to  meet 
regulatory  agencies'  requirements  for 
safety.  In  addition,  the  Pasteurized  Milk 
Ordinance,  which  is  used  as  a  model  by 
most  States,  includes  strict  standards  of 
operation  in  dairy  plants.  The  agency 
believes  that  the  bottled  water  recall 
data  included  in  the  HWA  report  to 
establish  the  need  for  the  requested 
revision  do  not  refute  that  high  sanitary 
standards  are  met  by  the  milk  industry. 
Only  a  few  of  the  recalls  cited  involved 
dairy  plants,  and  the  number  of  such 
recalls  cited  was  far  too  few  to  draw  any 
conclusions  concerning  problems  with 
the  lack  of  dedicated  equipment. 

Microbiological  standards  already 
exist  for  bottled  water  in  §  103.35(b) 
(wiiich  FDA  is  proposing  to  recodify  as 
§  165.110(b)(2)).  The  agency  will 
propose  additional  microbiological 
quality  standards  as  necessary  to  protect 
consumers  from  microbiological 
hazards.  Regardless  of  the  type  of  plant 
processing  the  water,  the  water  must 
meet  the.se  standards  or  bear  appropriate 
labeling  advising  that  it  is  of 
substandard  quality.  In  addition.  FDA 
advises  that  the  water  is  also  subject  to 
regulatory  sanctions  under  21  U.S.C. 
342(a)(1)  if  deviations  from  these 
standards  result  in  a  product  that  may 
be  injurious  to  health. 

FDA  tentatively  finds  that  IBWA  has 
not  provided  adequate  support  to  justify 
proposing  an  amendment  to  §  129.40  to 
require  processing  and  bottling  water 
with  dedicated  equipment.  FDA  is  not 


persuaded  that  the  HWA  report 
establishes  that  the  revision  is  needed. 

E.  Production  and  Process  Controls 

IBWA  requested  revision  of  certain 
requirements  in  Part  129  pertaining  to 
filtration  and  germicidal  treatment. 
Specifically.  IBWA  requested  that  the 
agency  add  a  new  paragraph  in  §  129.40. 
to  require  that  bottled  water  that 
originates  from  a  surface  water  source\ 
that  is  not  protected  from  surface  \  , 

contamination  be  subject  to  ozonation,  ! 
filtration,  or  another  effective  proces^ 
thatTCmoves  or  destroys  the  cysts  of  the 
parasite  Giardia  lamblia. 

In  1989.  EPA  revised  its  regulations 
concerning  processes  to  remove  or 
destroy  the  cysts  of  this  parasite  (54  FR 
27486,  June  29. 1989).  FDA  is  preparing 
a  response  to  EPA's  final  rule. 

IBWA  also  requested  that  the  agency 
amend  the  treatment  requirements  for 
bottled  water  to  require  ••  •  *   * 
filtration,  and  effective  germicidal 
treatment  by  ozonation,  carbonation 
*   *   *  or  equivalent  disinfection  *   •   •  " 
in  accordance  with  the  food  additive 
requirements.  The  amendment  would 
replace  the  current  provisions  of 
§  129.80(a)  which  require  that  certain 
specified  treatments  of  bottled  water  be 
in  accord  with  the  food  additive 
requirements  but  do  not  require 
filtration  and  germicidal  treatment. 

IBWA  did  not  provide  a  basis  to 
support  this  revision.  EPA  is  currently 
.considering  the  need  for  disinfection 
treatment  of  ground  waters,  and  FDA  is 
awaiting  EPA's  determination. 

F.  Laboratory  and  Personnel  Approval 

IBWA  requested  that  the  CGMP 
regulations  in  Part  129  be  revised  to 
include  requirements  for  certification  of 
laboratories  analyzing  water  and  for 
supervisory  personnel. 

IBWA  did  not  provide  a  basis  to 
justify  the  need  for  these  approvals. 
Moreover,  the  act  does  not  provide 
authority  to  the  agency  to  require  such 
approval.  Further,  even  if  such  authority 
were  provided  by  the  act,  FDA  lacks  the 
resources  to  monitor  analytical 
laboratories  and  personnel  in  the 
absence  of  a  significant  public  health 
problem.  In  §129.35(a)(3)(iii),  FDA 
states  that  analysis  of  samples  may  be 
performed  for  the  plant  by  competent 
commercial  laboratories.  Such 
laboratories  may  include  EPA  certified 
or  other  competent  laboratories,  and  no 
further  requirements  appear  to  be 
necessary. 

G.  Annual  Plant  Inspection 

IBWA  requested  that  FDA  revise  the 
CGMP  regulations  in  Part  129  to  include 
a  requirement  for  annual  plant 


inspections  to  ensure  compliance  with 
the  regulations. 

FDA  finds  that  IBWA  has  not 
presented  an  adequate  basis  for  it  to 
propose  this  revision.  Annual  plant 
inspections  are  not  required  for  any 
other  food  products  within  FDA's 
jurisdiction,  either  by  statute  or  by 
regulation.  Thus,  without  a  clear 
indication  of  a  significant  public  health 
problem  that  could  not  be  corrected  by 
■  other  means,  there  is  no  basis  for  FDA 
to  adopt  such  a  requirement  for  bottled 
water.  The  agency  does  not  believe  that 
the  petition  establishes  that  there  is  a 
significant  public  health  problem  with 
bottled  water.  FDA  lacks  the  resources 
to  conduct  annual  plant  inspections  for 
manufacturers.of  bottled  water  in  the 
absence  of  such  a  problem.  FDA 
recognizes,  however,  that  IBWA 
requires  third  party  inspection  of  its 
member  firms,  and  FDA  encourages 
such  self-regulated  programs  within 
industry. 

H.  Recall  Procedures 

The  IBWA  petition  requested  that 
FDA  establish  specific  recall  procedures 
for  bottlers  and  dealers  in  the  CGMP 
regulations  in  part  129. 

FDA  finds  no  basis  for  this  requested 
revision.  Recall  procedures  for  FDA 
regulated  products  are  already  set  forth 
in  21  CFR  part  7,  subpart  C.  These 
procedures  are  voluntary.  The  IBWA 
petition  does  not  explain  why  special 
recall  procedures  for  bottled  water 
products  are  necessary.  IBWA  did  not 
point  to  any  circumstances  that 
establish  that  there  is  a  unique  problem 
with  bottled  water. 

V.  Other  Matters 

A.  Ozone 

In  the  Federal  Register  of  November 
5. 1982  (47  FR  50209).  FDA  affirmed 
that  ozone  is  generally  recognized  as 
safe  (GRAS),  with  specific  limitations, 
for  use  as  a  antimicrobial  agent  in 
bottled  water.  Mineral  water  having 
TDS  greater  than  500  ppm  was  not 
included  within  the  definition  of 
"bottled  water"  at  the  time  that  this  use 
of  ozone  was  affirmed  as  GRAS. 
Therefore,  the  agency  is  proposing  to 
specify  in  §  184.1563(d)  tha^he  term 
"bottled  water,"  for  purposes  of  this 
section,  does  not  include  mineral  water 
with  TDS  greater  than  500  ppm.  This 
action  will  ensure  that  FDA's 
rulemaking  on  the  definition  of  bottled 
water  in  §  165.110  will  not 
inadvertently  have  the  effect  of 
expanding  the  permitted  uses  of  ozone. 

Anyone  wishing  to  petition  for  food 
additive  listing  or  GRAS  affirmation  for 
the  use  of  ozone  in  mineral  water  with 
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TDS  greater  than  500  ppm  may  do  so 
following  the  procedure  set  out  in  21 
CFR  171.1  or  170.35.  respectively. 

B.  Nutrition  Labeling 

In  the  Federal  Register  on  November 
27.  1991  (56  FR  60394  at  60418).  FDA 
proposed  that  the  serving  size  of 
carbonated  beverages,  wine  coolers,  and 
all  types  of  water  be  240  mL  This 
proposal  was  published  as  part  of  FDA's 
food  labeling  initiative  to  implement  the 
provisions  of  the  1990  amendments  and 
replaced  FDA's  serving  size  proposal  of 
July  19, 1990  (55  FR  29517). 

In  response  to  the  1990  amendments, 
FDA  also  published  a  proposed  rule  on 
November  27.  1991  (56  FR  60366) 
concerning  nutrition  labeling.  FDA 
proposed  the  circuntstancas  in  which  a 
simpliTied  form  of  nutrition  labeling 
could  be  used.  In  this  proposal.  FDA 
.stated  that  beverages  such  as  soft  drinks 
could  bear  the  simplified  nutrition 
information  format. 

Final  regulations  for  nutrition  labeling 
of  foods,  including  bottled  water,  are 
expected  to  be  published  in  the  Federal 
Register  by  early  1993.  The  following  is 
a  brief  discussion  of  relevant  provisions 
in  the  November  27,  1991,  proposal  and 
the  agency's  tentative  position  regarding 
the  nutrition  labeling  of  mineral  water. 

FDA  proposed  that  nutrition 
information  relating  to  food  must  be 
provided  for  all  products  that  contain 
more  than  insignificant  amounts  of  any 
of  the  nutrients  or  food  components  that 
are  required  to  be  listed,  or  whose  label, 
labeling,  or  advertising  contains  a 
nutrient  content  claim  or  any  other 
nutrition  information.  FDA  proposed 
that  an  insignificant  amount  of  a 
nutrient  or  a  food  component  is  that 
amount  that  allows  a  declaration  of  zero 
in  nutrition  labeling.  A  nutrient  content 
claim  or  any  other  nutrition  information 
in  any  context,  and  in  any  form  of 
expression,  impUcit  as  well  as  explicit, 
will  subject  a  food  to  the  nutrition 
labeling  provisions. 

Nutrients  likely  to  be  present  in 
bottled  water  products  include  calcium, 
sodium,  and  iron.  If  any  of  these 
minerals  are  present  in  more  than 
insignificant  amounts  in  the  product, 
nutrition  labeling  will  be  required  under 
the  act.  According  to  the  proposed 
regulations,  a  signiHcant  amount  of 
calcium  is  18  milligrams  (mg)  or  more 
per  serving,  a  significant  amount  of 
sodium  is  5  mg  or  Boore  per  serving,  and 
a  significant  amount  of  iron  is  0.24  mg 
or  more  per  serving.  It  is  unlikely  that 
.nany  products  will  contain  a  significant 
quantity  of  iron,  but  some  products  may 
contain  a  signiHcant  amount  of  calcium 
or  sodium  or  both. 


In  the  November  27. 1991.  proposal 
FDA  further  stated  that  if  manufacturers 
voluntarily  choose  to  declare  additional 
nutrients  or  food  components  that  are 
not  among  the  15  required  nutrients 
(e.g.,  magnesium  and  potassium),  they 
will  be  required  to  use  the  statement 

"Not  a  significant  source  of ," 

with  the  blank  filled  in  with  the  name 
of  any  of  the  15  required  nutrients  or 
food  components  that  are  missing  or 
present  in  insignificant  amounts.  The 
agency  also  proposed  that  if  a  product 
is  voluntarily  enriched  or  fortified  with 
added  vitamins  or  minerals,  any  such 
nutrients  must  be  declared  within  the 
simplified  format  and  followed  by  the 
above  statement.  The  agency  stated  that 
it  considered  such  voluntary  addition  of 
nutrients  an  effort  to  market  the  food  as 
a  significant  source  of  nutrients. 

FDA  believes  that  nutrition  labeling 
should  appear  on  bottled  water  labeled 
as  "mineral  water,  high  mineral 
content"  because  consumers  may 
assume  that  water  with  a  high  mineral 
content  would  be  of  nutritional  benefit. 
However.  FDA  realizes  that  mineral 
water  with  a  high  mineral  content  could 
contain  enough  sodium,  calcium,  and 
iron  to  make  nutrition  labeling 
mandatory. 

FDA  is  aware  that  some  foreign 
producers  of  bottled  water  products 
state  or  imply  on  products  sold  in  their 
domestic  markets  that  their  products 
may  provide  some  health  benefit.  In 
response  to  the  1990  amendments,  FDA 
proposed  in  the  Federal  Register  of 
November  27,  1991  (56  FR  60537), 
general  requirements  pertaining  to  the 
use  of  health  claims  that  characterize 
the  relationship  of  a  food  component  to 
a  disease  or  health-related  condition  on 
the  labels  and  in  labeling  of  foods. 
These  requirements,  if  adopted,  will 
apply  to  health  claims  made  on  bottled 
water  products. 

C.  Ingredient  Dechration 

If  ingredients  are  added  to  the  water, 
including  carbon  dioxide,  each  must  be 
declared  on  the  label  as  required  by 
applicable  regulations  in  part  101  (21 
CFR  pan  101).  According  to  §  101.4.  all 
ingredients  must  be  listed  by  common 
or  usual  name  in  descending  order  of 
predominance  by  weight  on  either  the 
principal  display  panel  or  the 
information  panel. 

VI.  Enrironmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24  that  this  action  is  of  a  type 
that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessfnent 


nor  an  environmental  impact  statement 
is  required. 

The  proposed  recodification  of 
§  103.35  to  new  §  165.110  and  the 
proposed  conforming  reference  changes 
in  Part  129  and  in  §  184.1563  are 
excluded  under  §  2S.24(a)(9).  The 
proposed  amendment^  to  part  129 
pertaining  to  the  CGMP's  of  the  bottled 
water  industry  are  excluded  under 
§  25.24(a)(10).  The  action  proposing 
new  definitions  and  requirements  in 
§  165.110  is  excluded  under 
§  25.24(b)(1). 

VII.  Economic  Impact  and  Federalism 
Assessment 

FDA  has  examined  the  economic 
implications  of  the  proposed  rule  to 
establish  a  standard  of  identity  for 
bottled  water,  recodify  the  standard  of 
quality  for  bottled  water,  and  define 
various  types  of  bottled  water,  as 
required  by  Executive  Orders  12291. 
12612.  and  the  Regulatory  Flexibility 
Act.  Executive  Order  12291  compels 
agencies  to  use  cost-benefit  analysis 
when  making  decisions,  and  Executive 
Order  12612  requires  Federal  agencies 
to  ensure  that  Federal  solutions,  rather 
than  State  or  local  solutions,  are 
necessary.  The  Regulatory  Flexibility 
Act  requires  regulatory  relief  for  small 
businesses  where  feasible.  The  agency 
finds  that  this  proposed  rule  is  not  a 
major  rule  as  defined  by  Executive 
Order  12291.  In  accordance  with  the 
Regulatory  Flexibility  Act  (Pub.  L.  Qft-  i 
354).  FDA  has  also  determined  that  thisi 
proposed  rule  will  not  have  a  significant 
adverse  impact  on  a  substantial  number 
of  small  businesses. 

There  are  two  options  associated  with 
this  proposed  rule:  (1)  Make  the 
proposed  changes  in  standards  of 
identity  and  quality  aiKl  in  the 
definitions  applicable  to  bottled  water, 
or  (2)  take  no  action. 

Option  two  is  the  baseline  case  and 
will  be  considered  to  have  neither  costs 
nor  benefits.  Potential  compliance  costs 
under  option  one  include  the  cost  of 
new  analytical  testing  for  mineral  water 
and  the  cost  of  label  changes  for  all 
types  of  bottled  water.  Potential  benefits 
under  option  one  include  labeling  cost 
savings  and  the  value  of  increased 
interstate  commerce  and  competition  in 
the  bottled  water  industry  from  the 
elimination  of  conflictii^  State 
regulations. 

Mineral  water  testing  is  done  by 
brand  rather  than  by  bottling  plant  or 
firm.  The  exact  number  of  brands  of 
mineral  water  currently  sold  in  the 
United  States  is  unknown;  however,  this 


'MioDecaUlii 
Cvol  KinkMla,  I 

'M«fnoran<ku 
FDA,  and  BnuM 
t»92. 


Federal  Register  /  Vol.  58.  No.  2  /  Tuesday,  January  5.  1993  /  Proposed  Rules 


405 


number  is  probably  less  than  100.*  As 
an  example  of  the  costs  involved,  the 
agency  assumes  there  are  85  brands  of 
mineral  water  sold  in  the  United  States 
at  this  time.  The  compliance  cost  of  new 
analytical  testing  for  mineral  water 
depends  on  the  type  and  amount  of 
testing  currently  being  done  on  mineral 
water.  Based  on  the  testing  requirements 
contained  in  the  CXJMP's  for  drinking 
water,  including  mineral  water,  the 
agency  believes  that  many  mineral 
water  bottlers  are  already  testing  for  the 
substances  specified  in  Uie  proposed 
regulation.  For  example,  FDA  believes 
that  no  new  testing  for  microbiological 
contaminants  will  occiu'  as  a  result  of 
the  proposed  regulation.  In  addition, 
many  States  pn^bly  have  testing 
requirements  for  mineral  water. 

If  State  regulations  do  not  require 
testing  for  any  substances  specified  in 
Federal  bottled  water  regulations,  then 
the  estimated  compliance  cost  of 
subjecting  mineral  water  to  testing 
requirements  for  bottled  water  would  be 
about  $3,000  per  brand  per  year  for 
chemical  contaminants  and  about 
$1,400  pet  brand  every  4  years  for 
radiological  testing,  basedf  on  the  cost  of 
required  testing  at  a  private  testing 
laboratory.  Over  20  years  at  a  discount 
rate  of  5  percent,  these  testing  costs 
would  amount  to  about  $44,000  per 
brand  or  about  $3  million  for  all  brands. 
If  State  regulations  already  require 
testing  for  all  substances  specified  in 
Federal  bottled  water  regulations,  then 
the  estimated  compliance  cost  of 
subjecting  mineral  water  to  testing 
requirements  for  bottled  water  would  be 
zero.  FDA  requests  information  on  the 
cost  of  any  mineral  water  testing 
required  by  the  proposed  regulation  that 
is  not  already  being  performed. 

A  number  of  provisions  in  the 
regulation  proposed  below  affect  the 
labeling  of  bottled  water.  One  bottled 
water  firm  reported  that  label  changes 
cost  between  $40,000  and  $50,000.' 
Some  bottled  water  firms  would 
ordinarily  change  their  labels  in  the 
allotted  compliance  period.  In  general, 
the  length  of^time  between  ordii^arily 
scheduled  label  changes  varies 
considerably,  from  less  than  1  year  up 
to  10  years.  Smaller  firms  typically 
change  their  labels  less  frequently  than 
larger  firms.  As  an  example  of  the  costs 
involved:  (1)  If  all  bottled  water  firms 
have  labeling  costs  of  about  $45,000  per 
label  change,  (2)  if  all  bottled  water; 
firms  make  one  label  change  as  a  result 
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of  Federal  standards,  and  (3)  if  the 
average  bottled  water  plant  ordinarily 
changes  its  labels  once  every  6  years, 
then  the  total  cost  of  the  label  changes 
proposed  below  would  be  about  $18 
million.  FDA  requests  information  on 
the  labeling  costs  imposed  by  this 
proposal. 

Standards  of  identity  for  various  types 
of  bottled  water  have  the  potential  to 
reduce  the  number  of  firms  and  thus 
competition  in  the  markets  for 
particular  types  of  bottled  water. 
However,  FDA  believes  the  proposed 
standard  is  more  general  than  any 
State's  existing  standard,  and  that  no 
firm  legally  selling  a  giron  type  of 
bottled  water  will  be  unable  to  do  so 
because  of  the  proposed  regulation.  FDA 
requests  information  on  any  bottling 
plant  legally  producing  bottled  water 
that  will  be  required  to  rename  its 
product  as  a  result  of  the  current 
proposal. 

Other  than  the  costs  of  labeling, 
which  may  be  passed  on,  no  costs 
should  accrue  to  consumers  since  FDA 
does  not  believe  that  Federal  standards 
defining  certain  types  ot bottled  water, 
namely,  artesian,  spring,  and  well  water, 
will  contribute  to  the  belief  that  the 
composition  or  properties  of  bottled 
water  from  different  geological  sources 
varies  in  any  systematic  way.  In 
addition,  FDA  does  not  believe  that  a 
Federal  standard  defining  mineral  water 
involving  both  the  mineral  content  of 
the  water  and  its  geological  source  will 
contribute  to  the  belief  that  the 
properties  or  composition  of  mineral 
water  necessarily  differ  from  that  of 
other  types  of  water  to  which  minerals 
may  be  added.  Although  Federal  food 
standards  generally  deal  with  issues  that 
affect  the  properties  of  the  finished 
product,  it  should  be  clear  that  the 
proposed  standards  for  artesian,  spring, 
and  well  water  do  not.  In  addition,  it 
should  be  clear  that  the  standard  for 
mineral  water  involves  both  the 
geological  source  and  the  properties  and 
composition  of  that  water.  FDA  believes 
that  consumers  are  interested  in  the 
geological  source  of  bottled  water  as 
such  and  will  not  use  this  information 
to  infer  differences  in  the  composition 
or  properties  of  water  where  none  exist. 

The  potential  benefits  of  option  one 
include  savings  on  labeling  costs  which 
now  result  from  conflicting  State 
definitions  for  the  terms  used  to 
describe  bottled  water.  States  can  be 
divided  into  three  categories  with 
respect  to  their  labeling  regulations  for 
bottled  water:  (1)  Twenty  States  use 
only  bottled  water  regulations  found  in 
the  Code  of  Federal  Regulations,  (2) 
seventeen  States  use  the  International 
Bottled  Water  Assodatitm's  Model  Code 


labeling  provisions,  as  a  supplement 
either  to  the  Code  of  Federal 
Regulations  or  to  their  own  bottled 
water  regulations,  and  (3)  thirteen  States 
have  adopted  their  own  labeling 
provisions  as  a  supplement  to  the 
bottled  water  regulations  in  the  Code  of 
Federal  Regulations.^ 

One  bottled  mineral  water  firm 
reported  making  4  label  changes  costing 
between  $40,000  and  $50,000  per 
change  in  the  last  6  years  to  keep  their 
labels  in  conformance  with  State 
regulations.*  Approximately  six  States 
in  which  this  firm  sells  botded  water 
adopted  their  own  labeling  provisions 
in  this  time  period.  As  an  example  of 
the  costs  involved,  if  one  label  change 
would  ordinarily  have  taken  place  in 
the  last  6  years,  then  the  average 
labeling  cost  due  to  the  adoption  of  the 
potentially  conflicting  Stmfl^^BIidards 
for  bottled  water  for  this  one^^m  would 
be  about  $23,000  per  year.  If  labeling 
changes  would  ordinarily  take  place 
more  frequently  than  once  every  6  years, 
then  the  cost  of  responding  to  State 
labeling  regulations  would  be  lower. 

Labeling  costs  resulting  fitjm 
changing  State  regulations  for  most 
bottled  water  firms  are  probably  less, 
because  the  reporting  firm  is  in  the 
upper  twenty-fifth  percentile  of  bottled 
water  firms  in  terms  of  the  number  of 
employees.  The  number  of  States  to 
which  water  is  shipped  is  probably  a 
function  of  firm  size,  which  in  turn  is 
a  function  of  the  number  of  employees. 
In  addition,  many  States  have  already 
promulgated  bottled  water  regulations, 
and  the  rate  at  which  States  adopt  and 
change  labeling  regulations  for  bottled 
water  will  probably  decline  significantly 
over  time.  Finally,  this  firm  produces 
mineral  water,  and  State  regulations 
concerning  the  labeling  of  mineral  water 
are  more  likely  to  change  than 
regulations  concerning  other  types  of 
bottled  water.  As  an  example  of  the 
costs  involved:  (1)  If  the  average  bottled 
water  firm  has  additional  labeling  costs 
of  $12,000  per  year  because  of  changing 
State  definitions,  and  (2)  the  average 
yearly  rate  of  change  of  bottled  water 
regulations  over  the  next  20  years  is  half 
the  current  rate  (so  that  the  total  number 
of  States  having  their  own  potentially 
unique  labeling  provisions  triples  in  20 
years),  then  Federal  bottled  water 
standards  would  save  bottling  plants 
approximately  $35  million  in  labefing 
costs  over  20  years.  FDA  requests 
information  on  labeling  costs 
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attributable  to  conflicting  State 
standards  for  bottled  water. 

If  one  label  cannot  comply  with  all 
relevant  State  regulations  concerning 
the  labeling  of  bottled  water,  then 
bottled  water  plants  may  have  to 
maintain  different  labels  for  different 
States.  This  could  add  to  the 
manufacturing,  storage,  and  shipping 
costs  for  the  affected  products.  FDA 
requests  cost  information  from  any 
bottled  water  producer  currently 
maintaining  different  labels  for  different 

States. 

Finally,  eliminating  inconsistent  State 
standards  for  bottled  water  should 
stimulate  interstate  commerce  and 
competition  within  this  industry.  FDA 
requests  information  on  the  probable 
effects  of  this  proposal  on  the  degree  of 
competition  within  this  industry. 

In  summary,  the  agency  estimates  that 
the  compliance  costs  of  this  proposal 
are  between  SI  8  million  and  $21 
million,  depending  on  the  proportion  of 
proposed  Federal  testing  requirements 
for  mineral  water  that  are  already 
included  in  State  testing  requirements, 
and  the  number  of  plants  that  will  have 
to  relabel  their  bottled  water  products. 
The  agency  estimates  that  benefits  are 
about  $35  million,  depending  on  the 
frequency  with  which  firms  ordinarily 
change  their  labels  and  the  rate  at  which 
States  adopt  potentially  unique  labeling 
regulations,  plus  the  value  of  any 
increase  in  interstate  commerce  which 
may  occur.  Net  benefits  over  20  years 
will  range  from  $14  million  to  $17 
million  plus  the  value  of  any  increase  in 
interstate  commerce  in  bottled  water. 
Finally,  this  proposal  has  sufficient 
federalism  implications  .so  that  FDA  has 
assessed  its  effects  in  light  of  the 
principles,  criteria,  and  requirements 
stated  in  sections  2  through  4  of 
Executive  Order  12612.  The  proposal  is 
fully  consistent  with  those  principles, 
criteria,  and  requirements.  As  discussed 
in  sections  11.  and  VII.  of  this  document. 
States  have  developed  their  own 
policies  to  regulate  bottled  water,  and 
FDA  until  this  time  has  refrained  from 
establishing  a  standard  of  identity. 
However,  because  the  States  have 
developed  inconsistent  provisions,  FDA 
finds  that  a  national  standard  of  identity 
is  necessary.  The  evidence  compelling 
this  tentative  conclusion  is  found  in 
sections  II.  and  III.  of  this  document. 
FDA  has  consulted  with  a  number  of 
States  about  this  situation  and  the 
agency's  tentative  conclusions.  With 
this  notice,  FDA  is  providing  an 
opportunity  for  States  to  participate  in 
the  process  by  which  the  agency  will 
make  a  final  decision  in  this  matter. 
This  policy  will  impose  no  additional 
costs  or  burdens  on  the  States.  They  will 


be  free  to  continue  to  perform  their 
traditional  functions.  However,  if  this 
proposal  is  found  necessary  and 
adopted,  those  States  that  have 
regulatory  provisions  that  are  not 
identical  to  those  set  forth  in  the 
document  will  have  to  conform  their 
regulatory  provisions  to  those  set  forth 
here.  (See  21  U.S.C.  343-l(a).) 

VIII.  Comments 

Interested  persons  may,  on  or  before 
March  8. 1993.  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday. 

IX.  Effective  Date 

The  agency  is  proposing  that  any  final 
rule  that  may  be  issued  based  upon  this 
proposal  becomes  effective  180  days 
following  its  publication  in  the  Federal 
Register.  The  agency  is  providing  this 
time  period  to  permit  affected  firms 
adequate  time  to  take  appropriate  steps 
to  bring  their  products  into  compliance 
with  the  standards  imposed  by  the  new 
rules.  The  agency  solicits  comments  on 
whether  a  different  effective  date  is 
appropriate  to  make  the  effective  date 
consistent  with  the  date  on  which  other 
labeling  changes  will  be  required  under 
such  recent  legislation  as  the  1990 
amendments  or  the  amendments  to  the 
Fair  Packaging  and  Labeling  Act. 
enacted  as  part  of  the  American 
■Technology  Preeminence  Act  of  1991. 
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placed  on  display  in  the  Dockets 
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Applied  Nutrition,  Food  and  Drug 
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List  of  Sub)ects  in  21  CFR  • 

Part  103 

Beverages,  Bottled  water.  Food  grades 
and  standards. 

Part  129 

Beverages,  Bottled  water,  Food 
packaging.  Reporting  and  recordkeeping 
requirements. 

Port  165 

Beverages,  Bottled  water.  Food  grades 
and  standards.  Incorporation  by 
reference. 

Part  184 

Food  ingredients. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  parts  103, 129,  165,  and  184  be 
amended  as  follows: 

PART  103— OUAUTY  STANDARDS 
FOR  FOODS  WTTH  NO  IDENTITY 
STANDARDS 

1.  The  authority  citation  for  21  CFR 
part  103  continues  to  read  as  follows: 

AathoriU:  Sees.  201,  401. 403, 409, 410, 
701.  706  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321. 341,  343,  348. 
349.371.376). 

Sutipart  B— (Removed  and  Reserved] 

2.  Subpart  B,  consisting  of  §  103.35  is 
removed  and  reserved. 

PART  129-PROCESSING  AND 
BOTTLING  OF  BOTTLED  DRINKING 
WATER 

3.  The  authority  citation  for  21  CFR 
part  129  continues  to  read  as  follows: 

Authority:  Sees.  402.  409.  701, 704  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C  342,  348,  371.  374);  sec  361  of  the 
Public  Health  Service  Act  (42  U.S.C  264). 

4.  Section  129.35  is  amended  in 
paragraph  (a)(3)(ii)  by  removing 
"§  103.35"  and  adding  in  its  place 
"§  165.110"  and  by  adding  new 
paragraph  (a)(4)  to  read  as  fol|0Ws: 

§12$.35    Sanitary  facilities. 


(a| 


(4)  Source  ¥fater  testing  exemptions. 
(i)  Firms  that  use  a  municipal  water 
system  for  source  water  may  sulistitute 
miuiicipal  testing  results,  or  certificates 
showing  full  compliance  with  all 
provisions  of  EPA  National  Primary  and 
Secondary  Drinking  Water  Regulations 
pertaining  to  chemical  contaminants,  for 
the  testing  requirements  of 
§  129.35(a)(3). 

(ii)  Firms  that  use  a  nonmunicipal 
water  source  as  the  source  of  their  water 
may  reduce  the  frequency  of  testing  and 
the  number  of  chemical  contaminants 
for  which  they  test  source  water  if  they 
can  document  that  such  reduction  is 
consistent  with  a  State  issued  waiver 
under  EPA  regulations. 

(iii)  The  finished  bottled  water  must 
comply  with  bottled  water  quality 
standards  (21  CFR  165.110(b)  of  this 
chapter)  and  section  402(a)(1)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
dealing  with  aduherated  foods. 

•  •        •        •        • 

5.  Section  129.80  is  amended  by 
revising  the  introductory  text  of 
paragraph  (g)  to  read  as  follows: 

§  129.80    Processes  arxl  controls. 

•  •        •        *        • 

(g)  Compliance  procedures.  A  quality 
standard  for  bottled  drinking  water  is 
established  in  §  165.110(b)  of  this 
chapter.  To  ensure  that  the  plant's 
production  of  bottled  drinking  water 
complies  with  the  applicable  standards, 
laws,  and  regulations  of  the  government 
agency  or  agencies  having  jurisdiction, 
the  plant  will  analyze  product  samples 
as  follows: 

•  •        •        •        • 

6.  Part  165  is  added  to  read  as  follows: 
PART  16&-BEVERAGES 

Subpart  A— General  Provisions 

Sec. 

165.3    Defmitions. 

Sutipart  B — Requksments  for  Specific 
Standardized  Beverages 

165.110    Bottled  water. 

Authority:  Sees.  201.  401.  403.  403A.  409. 
410.  701,  706  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  321,  341,  343,  343A, 
348,349.371.376). 

Subpart  A — General  Provisions 

§165.3    DefinHions. 

(a)  A  ht  is: 

(1)  For  purposes  of  determining 
quality  factors  related  to  manufacture, 
processing,  or  packing,  a  collection  of 
primary  containers  or  units  of  the  same 
size,  type,  and  style  produced  under 
conditions  as  nearly  uniform  as  possible 
and  usually  designated  by  a  common 
container  code  or  mariiing,  or  in  the 


absence  of  any  common  container  code 
or  marking,  a  day's  production. 

AZ)  For  purposes/of  determining 
quality  factors  related  to  distribution 
and  storage,  a  collection  of  primary 
containers  or  units  transported,  stored, 
or  held  under  conditions  as  nearly 
uniform  as  possible.  > 

(b)  A  sample  consists  of  10 
subsamples  (consumer  units),  taken  one 
ht)m  each  of  10  different  randomly 
chosen  shipping  cases  to  be 
representative  of  a  given  lot,  unless 
otherwise  specified  in  a  specific 
standard  in  this  part. 

(c)  An  analytical  unit  is  the  portion(s) 
of  food  taken  from  a  subsample  of  a 
sample  for  the  purpose  of  analysis. 

Subpart  B — Requirements  for  Specific 
Standardized  Beverages 


S  165.110    Bottled 

(a)  Identity— {I)  Description.  Bottled 
water  is  water  that  is  intended  for 
human  consumption  and  that  is  sealed 
in  bottles  or  other  containers  with  no 
added  ingredients  except  it  may 
optionally  contain  safe  and  suitable 
antimicrobial  agents.  Bottled  water  n>ay 
be  used  as  an  ingredient  in  beverages 
(e.g.,  diluted  juices,  flavored  bottled 
waters).  It  does  not  include  those  food 
ingredients  that  are  declared  in 
ingredient  labeling  as  "water," 
"carbonated  water,"  "disinfected  - 

water,"  "filtered  water,"  "seltzer 
water,"  "soda  water,"  and  "tonic 
water."  The  processing  and  bottling  of 
bottled  water  shall  comply  with 
applicable  regulations  in  part  129  of  this 
chapter. 

(2)  Nomenclature.  The  nanw  of  the 
food  is  "bottled  water"  or  alternatively 
one  of  the  following  terms  as 
appropriate: 

(i)  "The  name  of  water  firom  a  well 
tapping  a  confined  aquifer  in  which  the 
water  level  stands  above  the  natural 
water  table  may  be  "artesian  water." 
Artesian  water  may  be  collected  with 
the  assistance  of  external  force  to 
enhance  the  natural  underground 
pressure  so  long  as  such  measures  do 
not  alter  the  physical  properties, 
composition,  and  quality  of  the  water. 

(ii)  The  name  of  water  contaiiung  not 
less  than  250  parts  per  million  (pp^) 
total  dissolved  solids,  coming  from^ 
source  tapped  at  one  or  more  borefholes 
or  springs,  originating  from  a 
geologically  and  physically  protected 
underground  water  source  may  be 
"mineral  water."  Mineral  water  shall  be 
distinguished  from  other  types  of  water 
by  its  constant  level  of  minerals  and 
trace  elements  at  the  point  of  emergence 
from  the  source. 
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(iii)  The  name  of  water  that  has  been 
produced  by  distillation,  deionization. 
reverse  osmosis,  or  other  suitable 
processes  and  that  meets  the  definition 
of  purified  water  in  the  most  recent 
edition  of  the  United  States 
Pharmacopeia  may  be  "purified  water." 
Alternatively.  Ae  water  may  be  called 
"distilled  water"  if  it  is  produced  by 
distillation. 

(iv)  The  name  of  water  derived  from 
an  underground  formation  from  which 
water  flows  naturally  to  the  surface  of 
the  earth  or  would  flow  naturally  to  the 
surface  of  the  earth  if  not  for  its 
collection  below  the  earth's  surface  may 
be  "spring  water."  Spring  water  shall  be 
collected  only  at  the  spring  or  through 
a  bore  hole  that  is  adjacent  to  the  point 
of  emergence.  Spring  water  collected 
with  the  assistance  of  external  force  to 
protect  the  water  shall  be  from  the  same 
underground  stratum  as  the  spring  and 
shall  retain  all  the  physical  properties, 
and  be  of  the  same  composition  and 
quality,  as  the  water  that  would  flow 
naturally  to  the  surface  of  the  earth  if 
not  for  its  collection  below  the  earth's 
surface. 

(v)  The  name  of  water  from  a  hole 
bored,  drilled,  or  otherwise  constructed 
in  the  ground  which  taps  the  water  of 
an  aquifer  may  be  "well  water." 

(3)  Other  label  statements,  (i)  If  the 
total  dissolved  solids  (TDS)  content  is 
below  500  ppm.  or  if  the  TDS  is  greater 
than  1.500  ppm.  the  statement  "low 
mineral  content"  or  the  statement  "high 
mineral  content",  respectively,  shall 
appear  on  the  principal  display  panel 
following  the  statement  of  identity  in 
type  size  at  least  one-half  the  size  of  the 
statement  of  identity  but  in  no  case  of 
less  than  one-sixteenth  of  an  inch. 

(ii)  When  bottled  water  comes  from  a 
municipal  source  and  has  not  been 
treated  to  meet  the  definition  of  distilled 
water  or  purified  water  as  defined  in 
paragraph  (a)(2)  of  this  section,  the  label 
shall  state  "fh)m  a  municipal  source"  on 
the  principal  display  panel  or  panels. 
This  statement  shall  immediately  and 
conspicuously  precede  or  follow  the 
name  of  the  food  without  intervening 
written,  printed,  or  graphic  matter,  other 
than  statements  required  by  paragraph 
(c)  of  this  section  in  type  size  at  least 
one-half  the  size  of  the  statement  of 
identity  but  in  no  case  of  less  than  one- 
sixteenth  of  an  inch. 

(iii)  When  the  label  or  labeling 
characterizes  the  bottled  water  irvany 
manner  (e.g..  through  label  statements 
or  vignettes  with  references  to  infants) 
as  for  use  in  feeding  infants,  and  the 
product  is  not  sterile,  the  principal 
display  panel  shall  bear  conspicuously 
the  phrase  "not  sterile,  use  as  directed 


by  physician  or  by  labeling  directions 
for  use  of  infant  formula." 

(b)  Quality.  The  standard  of  quality 
for  bottled  water  including  water  for  use 
as  an  ingredient  in  beverages  (except 
those  described  in  the  labeling  as 
"water."  "carbonated  water." 
"disinfected  water."  "filtered  water." 
"seltzer  water."  "soda  water."  and 
"tonic  water")  is  as  follows: 

(1)  Definitions,  (i)  Thhalomethane 
means  one  of  the  family  of  organic 
compounds,  named  as  derivatives  of 
methane,  wherein  three  of  the  four 
hydrogen  atoms  in  methane  are  each 
substituted  by  a  halogen  atom  in  the 
molecular  structure. 

(ii)  Total  trihalomethane  means  the 
sum  of  the  concentration  in  milligrams 
per  liter  of  the  trihalomethane 
compounds  (trichloromethane, 
dibromoch  loromethane, 
bromodichloromethane  and 
tribromomethane),  rounded  to  two 
significant  figures. 

(2)  Microbiological  quality.  Bottled 
water  shall,  when  a  sample  consisting  of 
analytical  units  of  equal  volume  is 
examined  by  the  methods  described  in 
applicable  sections  of  "Standard 
Methods  for  the  Examination  of  Water 
and  Wastewater."  17th  ed.  C1989). 
American  Public  Health  Association, 
which  is  incorporated  by  reference  in 
accordance  with  5  U.S.C.  552(a)  and  1 
CFR  part  51  (copies  are  available  from 
the  American  Public  Health 
Association.  1015  15th  St.  NW.. 
Washington.  DC  20005.  or  may  be 
inspected  at  the  Office  of  the  Federal 
Register.  800  North  Capitol  St.,  NW.. 
suite  700,  Washington,  DC),  meet  the 
following  standards  of  microbiological 

quality: 

(i)  Multiple-tube  fermentation 
method.  Not  more  than  one  of  the 
analytical  units  in  the  sample  shall  have 
a  most  probable  number  (MPN)  of  2.2  or 
more  coliform  organisms  per  100 
milliliters  and  no  analytical  unit  shall 
have  an  MPN  of  9.2  or  more  coliform 
organisms  per  100  milliliters;  or 

(ii)  Memnrnne  filter  method.  Not  more 
than  one  of  the  analytical  units  in  the 
sample  shall  have  4.0  or  more  coliform 
organisms  per  100  milliliters  and  the 
arithmetic  mean  of  the  coliform  density 
of  the  sample  shall  not  exceed  one 
coliform  organism  per  100  milliliters. 

(3)  Physical  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from  a  sample  is 
examined  by  the  method  described  in 
applicable  sections  of  "Standard 
Methods  for  the  Examination  of  Water 
and  Wastewater,"  17th  ed.  (1989), 
which  is  incorporated  by  reference  in 
accordance  with  5  U.S.C.  552(a)  and  1 
CFR  part  51  (the  availability  of  this 


incorporation  by  reference  is  given  in 
paragraph  (b)(2)  of  this  section),  meet   . 
the  following  standards  of  physical 
quality: 

(i)  The  turbidity  shall  not  exceed  5 
units. 

(ii)  The  color  shall  not  exceed  15 
units.' 

(iii)  The  odor  shall  not  exceed 
threshold  odor  No.  3.' 

(4)  Chemical  quality.  (i)(A)  Bottled 
water  shall,  when  a  composite  of 
analytical  units  of  equal  volume  from  a 
sample  is  examined  by  the  methods 
described  in  paragraph  (4)(i)(B)  of  this 
section,  meet  standards  of  chemical 
quality  and  shall  not  contain  chemical 
substances  in  excess  of  the  following 
concentrations: 


Substance 

Con- 
centration 

In  MIIN- 

gramsper 

Liter 

f^onc               .    ., 

25< 

3.05 

1.0 

r^a/imiiiin                            •-•■ 

tt.01 

Q)lon(j0i                     

DO 

f^hrrvniufn 

D.05 

fNyviAr                     

1.0 

Iron'                         

D.3 

1  ftaH                                  v.... 

0.05 

lul;knnanAfiA'                     

0.05 

0.002 

Nrtrate  (N)     

10.0 

Phsnote                         

0.001 

0.01 

3itver               

0.05 

3^at6'                 

250.0 

Tnlal  iii«.«nhfAf1  fiottds*                

500.0 

2inc>                                 

5.0 

Organics: 

Endfin  (1.2.3,4, 10.  lO^WMChtoro  -  6,7 

-  epoxy  -  1.4.40.5,6.7 ,8.8a  -  octa  - 

hydro  -  1.4  -  efxlo.  endo  -  5,8  - 

dimAthana  naohthalene)  

0.0002 

Lindane  (1.2.3.4.5,6   -  hexachloro  - 
cyclohexane,  ganvna  isomer)  _ 

MethoxycWor  (1,1.1  -  trtahloro  -  2.2  - 
bts(p  -  memoxy  -  phenyl]  ethane)  .... 

Tntal  ThhAlnmfithanes              

0.004 

0.1 
0.10 

Toxaphene            (C,oH,oCI«-technical 
chtonnaled  camphene.  67-69  per- 

0005 

2,4-D  (2,4-dich»o*opheno)tyacetk:  acid) 

2.4,5-TP                SiJvex                (2,4.5- 

tnchtofophefwxypropiontc  acid)  

0.1 
0.01 

(B)  Analyses  conducted  to  determine 
compliance  with! paragraph  (4){i)(A)  of 
this  section  shall  be  made  in  accordance 
with  the  methods  described  in  the 
applicable  sections  of  "Standard 
Methods  for  the  Examination  of  Water 
and  Wastewater,"  17th  ed.  (1989),  or 
"Methods  for  Chemical  Analysis  of 
Water  and  Wastes,"  Environmental 
Monitoring  and  Support  Laboratory, 
EPA-600/4-82-O55,  March  1983,  U.S. 
Environmental  Protection  Agency,  both 
of  which  are  incorporated  by  reference 


'  Mineral  water  15  exempt  from  standard  where 
product  contains  more  than  500  milligrams  per  liter 
total  dissolved  solids. 
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Con- 

cant  ration 

In  MilH- 

gramsper 

Liter 

0.05 

1.0 

0.01 

250.0 

0.05 

1.0 

0.3 

0.05 

005 

0.002 

10.0 

0.001 

0.01 

0.05 

250.0 

500.0 

SO 

,7 

0.0002 

0.004 

0.1 

0.10 

»l 

w- 

0005 

d) 

0.1 

5- 

0.01 

io  accordance  with  5  U.S.C.  552(a)  and 
1  CFR  part  51. 

(C)  Analyses  for  organic  substances 
shall  be  determined  by  appropriate 
methods  described  in  "Methods  for 
Oreanochlorine  Pesticides  in  Industrial 
Effluents"  and  "Methods  for 
Chlorinated  Phenoxy  Acid  Herbicides  in 
Industrial  Effluents."  November  28, 
1973,  which  are  incorporated  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51,  and  "P^  I: 
Hie  Analysis  of  Trihalomethanes  in 
Finished  Waters  by  the  Purge  and  Trap 
Method,"  Method  501.1  and  "Part  II: 
The  Analysis  of  Trihalomethanes  in 
Drinking  Water  by  Liquid/Liquid 
Extraction,"  Method  501.2  in  40  CFR 
part  141,  Appendix  C  (45  FR  68672. 
November  29, 1979).  The  availability  of 
these  incorporations  by  reference  are 
given  in  paragraph  (b)(2)  of  this  section. 

(ii)(A)  Bottled  water  packaged  in  the 
United  States  to  which  no  fluoride  is 
added  shall  not  contain  fluoride  in 
excess  of  the  levels  in  Table  1  and  these 
levels  shall  be  based  on  the  annual , 
average  of  maximum  daily  air         < 
temperatures  at  the  location  where  the 
bottled  water  is  sold  at  retail. 


Table  1 


Anruiai  avflfage  of  rrtaxinnim  daily  air 
ternperatures  (°f ) 


53.7  af)d  below 

53.8-58.3  

58.4-63.8  ......... 

63.»-70.6  

70.7-79  2  ....™_ 
79.3-9a5  _.. 


Fluoride 
concentra- 
tion in  mitt- 
gramsper 
kter 


2.4 
2.2 
2.0 
1.8 
1.6 
1.4 


(B)  Imported  bottled  water  to  which 
no  fluoride  is  added  shall  not  contain 
fluoride  in  excess  of  1.4  milligrams  per 
Kter. 

(C)  Bottled  water  packaged  in  the 
United  States  to  which  fluoride  is  added 
shall  not  contain  fluoride  in  excess  of 
levels  in  Table  2  and  these  levels  shall 
be  based  on  the  annual  average  of 
maximum  daily  air  temperatures  at  the 
location  where  the  bottled  water  is  sold 
at  retail. 


Table  2 


Annual  average  o(  maximuni  daHy  air 
ternperaiures  (°F) 


53.7  and  below  

63.8-58.3  _... 

58.4-€3.8  

63.9-70.6 .;„ 

70.7-79.2  

79.3-90.5  


Ruoride 

coTKentra- 

tion  in  mUfl- 

gramsper 

Wer 


1.7 
1.5 
1J 
1.2 
1.0 

as 


fluoride  in  excess  of  0.8  milligram  per 
liter. 

(iii)  Bottled  water,  when  a  composite 
of  analytical  units  of  equal  volume  from 
a  sample  is  examined  by  the  methods 
Hsted  in  paragraphs  (b)(4)(iii)(E)  through 
(b)(4)(iii)(F)  of  this  section,  shall  not 
contain  the  following  chemical 
contaminants  in  excess  of  the 
concentrations  specified  in  paragraphs 
(b)(4)(iiiKA)  through  (b)(4)(iii)(D)  of  this 
section. 

(A)  (Reserved] 

(B)  The  permitted  levels  for  volatile 
organic  chemicals  are  as  follows: 


Contaminanl  (CAS  Reg.  No.) 

Concentia- 

ticHt  in  mUi- 

grains  per 

Mer 

Benzene  (71-43-2)  „.... 

Caition  tetrachtofide  (56-23-5) 

1.2-Dichloroethane  (107-06-2)  

1,1-Dtehloioethytene  (75-35-4) 

1.1.1-Tric»»lo»oethane  (71-55-6) 

TricNoroelhylene  (79-01-6) 

0.005 
0.005 
0.005 
0.007 
0.20 
0.005 

Vinyl  chloride  (75-01-4) 

0.002 

idard  where 
grams  per  liter 


(D)  Imported  bottled  water  to  which 
fluoride  is  added  shall  not  contain 


(C)  through  (E)  (Reserved] 

(F)  Analyses  conducted  to  determine 
compliance  with  paragraphs 
{b)(4)(iii)(B)  and  (b)(4)(iii)(C)  of  this 
section  shall  be  made  in  accordance 
with  a  relevant  method  contained  in 
"Methods  for  the  Determination  of 
Organic  Compounds  in  Drinking 
Water,"  Offlce  of  Research  and 
Development,  Environmental 
Monitoring  Systems  Laboratory,  EPA/ 
600/4-«8/039rt)ecember  1988,  and 
listed  separately  in  paragraphs 

mmnmd)  through  mmnmis)  of 

this  section,  which  are  incorporated  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  Part  51.  Except  as 
otherwise  indicated  below,  copies  are 
available  from  the  National  Technical 
Information  Service,  U.S.  Department  of 
Commerce,  5285  Port  Royal  Rd., 
Springfield,  VA  22161.  or  available  for 
inspection  at  the  Office  of  the  Federal 
Register,  800  North  Capitol  St..  NW., 
suite  700,  Washington,  DC. 

(1)  Method  502.1— "Volatile 
Halogenated  Organic  Compounds  in 
Water  by  Purge  and  Trap  Gas 
Chromatography"  (applicable  to  VOC's). 

(2)  Method  502.2— "Volatile  Organic 
Compounds  in  Water  by  Purge  and  Trap 
Capillary  Column  Gas  Chromatography 
with  Photoionization  and  Electrolyjlic 
Conductivity  Detectors  in  Series" 
(applicable  to  VOC's). 

(3)  Method  503.1— "Volatile  Aromatic 
and  Unsaturated  Organic  Compounds  in 
Water  by  Purge  iand  Trap  Column  Gas 
Chromatography"  (applicable  to  VOC's). 

(4)  Method  524.1— "Volatile  Organic 
Compounds  in  Water  by  Purge  and  Trap 
Gas  Chromatogr^hy/Mass 
Spectrometry"  (applicable  to  VOC's). 


(5)  Method  524.2— "Volatile  Organic 
Compounds  in  Water  by  Purge  and  Trap 
Capillary  Column  Gas  Chromatography/ 
Mass  Spectrometry"  (applicable  to 
VOC's). 

(G)  [Reserved] 

(5)  Radiological  quality,  (i)  Bottled 
water  shall,  when  a  composite  of 
analytical  units  of  eoual  volume  from  a 
sample  is  examined  by  the  methods 
described  in  paragraph  (b)(5)(ii)  of  this 
section,  meet  standards  of  radiological 
qualityas  follows: 

(A)  The  bottled  water  shall  not 
contain  a  combined  radium-226  and 
radium-228  activity  in  excess  of  5 
picocuries  per  liter  of  water. 

(B)  The  bottled  water  shall  not 
contain  a  gross  alpha  particle  activity 
(including  radium-226,  but  excluding 
radon  and  uranium)  in  excess  of  15 
picocuries  per  liter  of  water. 

(C)  The  bK>ttled  water  shall  not 
contain  beta  particle  and  photon 
radioactivity  from  manmade 
radionuclides  in  excess  of  that  which 
would  produce  an  annual  dose 
equivalent  to  the  total  body  or  any 
internal  organ  of  4  millirems  per  year 
calculated  on  the  basis  bf  an  intake  of 
2  liters  of  the  water  per  day.  If  two  or 
more  beta  or  photon-emitting 
radionuclides  are  present,  the  sum  of 
their  annual  dose  equivalent  to  the  total 
body  or  to  any  internal  organ  shall  not 
exceed  4  millirems  per  year. 

(ii)  Analyses  conducted  to  determine 
compliance  vtrith  paragraph  (b)(5)(i)  of 
this  section  shall  be  made  in  accordance 
with  the  methods  described  in  the 
applicable  sections  of  "Standard 
Methods  for  the  Examination  of  Water 
and  Wastewater,"  17th  ed.  (1989),  and 
"Interim  Radiochemical  Methodology 
for  Drinking  Water,"  Environmental 
Monitoring  and  Support  Laboratory, 
EPA-600/4-75-008  (Revised),  March 
1976,  U.S.  Environmental  Protection 
Agency,  both  of  which  are  incorporated 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  The 
availability  of  these  incorporations  by 
reference  is  given  in  paragraph  (b)(2)  of 
this  section. 

(c)  Label  statements.  Bottled  water, 
the  quality  of  which  is  below  that 

Erescribed  by  this  section,  shall  be 
ibeled  with  a  statement  of  substandard 
quality  as  follows: 

(1)  When  the  microbiological  quality 
of  bottled  water  is  below  that  prescribed 
by  paragraph  (b)(2)  of  this  section,  the 
label  shall  bear  the  statement  of 
substandard  quality  specifled  in 

§  130.14(a)  of  this  chapter. 

(2)  When  the  physical,  chemical,  or 
radiological  quality  of  bottled  water  is 
below  that  prescribed  by  paragraphs 
(b)(3)  through  (b)(5)  respectively  of  this 
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section,  the  label  shall  bear  the 
statemaot  of  substandard  quality 
specified  in  §  130.14(a)  of  thU  chapter 
except  that,  as  appropriate,  instead  of  or 
in  addition  to  the  words  "Contains 
Excessive  Bacteria"  the  following 
statenient(s)  shall  be  used: 

(i)  "Excessively  Turbid".  "Abnormal 
Color",  and/or  "Abnormal  Odor"  if  the 
bottled  water  fails  to  meet  the 
raqoirements  of  paragraph  (b)(3)(i), 
(b)(3Mii).  or  (bM3)(iii).  respectively,  of 
this  section. 


(ii)  "Contains  Excessive 


-."  with 


the  blank  filled  in  «vith  the  name  of  the 
chemical  for  whidi  a  maximum 
contaminant  level  in  paragraph  (b)(4)  of 
this  section  is  exceeded  (e.g..  "Contains 
Excessive  Arsenic"  "Contains 
Excessive  Trihalomethanes"). 

(lit)  "Contains  Excessive  Chemical 
Substances"  may  be  used  in  lien  of  the 
statement  in  paragraph  (c)(2)(ii)  if  the 
bottled  water  is  not  mineral  water. 


(iv)  "Excessively  Radioactive"  if  the 
bottled  water  fails  to  meet  the 
requirements  of  paragraph  (b)(5)  of  this 
section. 

(d)  Adulteration.  Bottled  water 
containing  a  substance  at  a  level 
considered  injurious  to  health  under 
section  402(a)(1)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  is  deemed  to  be 
adulterated,  regardless  of  whether  or  not 
the  water  bears  a  label  statement  of 
substandard  quality  prescribed  by 
paragraph  (c)  for  this  section. 

PART  184-WRECT  FOOD 
SUBSTANCES  AFFIRMED  AS 
GENERALLY  RECOGNIZED  AS  SAFE 

7.  The  authority  citation  for  21  CFR 
Part  184  continues  to  read  as  follows: 

Authority:  Sees.  201.  402. 409.  701  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  321,  342,34*.  371). 

8.  Section  184.1563  is  amended  in  the 
table  in  paragraph  (c).  under  the 


heading  "Category  of  food"  by  removing 
"S  103.35(b)  through  (e)"  and  adding  in 
its  place  "S  165.110(b)(2)  through  (b)(5)" 
and  by  adding  new  paragraph  (d)  to  read 
as  follows: 

1184.1563    Oaene. 


(d)  The  term  "bottled  water."  for 
purposes  of  this  section,  does  not 
include  mineral  water  with  total 
dissolved  solids  greater  than  500  parts 
per  million. 

Dated:  )une  23, 1992. 
Douglas  L.  Ardiar. 

Acting  Director.  Center  for  Pood  Safoty  and 
ApplM  Nutrition. 

Edkarial  aalr  This  document  was 
received  at  the  Office  of  the  Federal  Register 
December  28. 1992. 
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DEPARTMENT  OF  THE  TREASURY 
RsealServic* 

31  CFR  Parts  349  and  356 

[DspwUnwit  o(  ttM  TraMury  Orcutar.  PubNe 
DabtSwiM  No.  1-831 

Sate  and  Issue  of  Marketable  Book- 
Entry  Treasury  Bills,  Notes,  and  Bonds 

agency:  Bureau  of  the  Public  Debt, 
Fiscal  Service.  Department  of  the 
Treasury. 
action:  Final  rule. 


SUMMARY:  The  Department  of  the 
Treasury  hereby  publishes  a  final  rule 
setting  out  the  terms  and  conditions  for 
the  sale  and  issue  by  the  Department  to 
the  public  of  marketable  book-entry 
Treasury  bills,  notes,  and  bonds.  This 
nile.  also  referred  to  as  the  uniform 
offering  circular,  applies  to  securities 
held  in  the  book-entry  system 
established  by  the  Department  and 
maintained  through  the  Federal  Reserve 
Banks,  commonly  referred  to  as  the 
commercial  book-entry  system,  as  well 
as  to  those  held  in  the  TREASURY 
DIRECT  system.  This  final  rule,  for  the 
most  part,  consolidates  into  one 
document  the  terms  and  conditions 
which  are  currently  found  in  a  variety 
of  other  documents.  It  replaces  31  CFR 
part  349,  relating  to  the  offering  of 
Treasury  bills.  In  addition,  individual 
offering  circulars  for  Treasury  notes  and 
bonds  will  no  longer  be  published  as  of 
the  effective  date  of  this  rule. 
EFFECTIVE  DATE:  March  1, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Michael  W.  Sunner.  Deputy  Assistant 
Commissioner,  Office  of  Financing, 
Bureau  of  the  Public  Debt  (202)  219- 
3350.  or  Margaret  Marquette,  Attorney- 
Adviser.  Office  of  the  Chief  Counsel. 
Bureau  of  the  Public  Debt  (202)  219- 
3320. 

SUPPt^MENTARY  MFORMATION: 

I.  Background 

On  January  31. 1992,  the  Department 
of  the  Treasury  published  a  proposed 
rule  setting  out  the  terms  and  conditions 
governing  the  sale  and  issue  of 
marketable  book-entry  Treasury  bills, 
notes,  and  bonds  (57  FR  3870).  Sixteen 
written  comment  letters  were  received 
in  response  to  that  proposed  rule.  A 
revised  proposed  rule  was  published  on 
September  30, 1992  (57  FR  45116).  Five 
commenters  responded  to  that  proposed 
rule.' The  Department  found  the 
comments  extremely  useful  in  making 
the  revisions  described  herein. 
Although  some  minor  comments  are  not 
addressed  here,  all  comments  have  been 


considered  in  the  formulation  of  this 
final  rule. 

The  comments  were  primarily  In  the 
following  areas:  Submission  of  bids  by 
computer,  net  long  position  re{>orting. 
customer  confirmations,  investment 
advisers  as  bidders,  and  certifications 
for  separate  bidder  status.  The 
comments  and  other  changes  to  the  rule 
are  discussed,  as  appropriate,  in  the 
following  Section-by-Section  Analysis. 

II.  Section-by-Section  Analysis 

Section  356.2    Definitions 

The  term  "intermediary"  has  been 
added  to  the  listing  of  definitions.  This 
term  refers  to  a  depository  institution  or 
dealer  that  forwards  bids  for  customers 
through  another  depository  institution 
or  dealer.  An  intermediary  is 
distinguishable  from  a  submitter  in  that 
a  submitter  submits  bids  directly  to  a 
Federal  Reserve  Bank  or  the  Bureau  of 
the  Public  Debt.  An  intermediary 
forwards  bids  to  another  intermediary  or 
to  a  submitter  rather  than  directly  to  a 
Federal  Reserve  Bank  or  the  Bureau  of 
the  Public  Debt.  Other  minor  changes 
have  been  made  throughout  the  rule  to 
clarify  the  obligations  of  the 
intermediary  depository  institution  or 
dealer. 

Section  356.10    Offering 
Announcement 

Two  comments  were  received  on  this 
section.  The  commenters  were  pleased 
that  the  Department  had  revised  the 
offering  circular  to  include  specific 
terms  and  conditions  that,  under  the 
first  proposed  rule,  were  to  be  as 
specified  in  the  offering  announcement. 
The  commenters  were  concerned, 
however,  about  the  provision  that 
allows  changes  to  be  made  in  the  terms 
and  conditions  for  the  sale  and  issue  of 
securities  by  other  than  an  amendment 
to  the  offering  circular.  One  of  those 
commenters  was  concerned  likewise 
with  the  provision  that  gives  the 
offering  announcement  control  over  the 
offering  circular  in  the  event  of  any 
inconsistencies  between  the  offering 
circular  and  the  offering  announcement. 

No  changes  have  been  made  to  this 
section.  The  Department  is  sensitive  to 
the  commenters'  concerns  about 
monitoring  and  compliance  burdens.  It 
intends  that  the  offering  circular  will  be 
a  comprehensive  document,  and  that, 
whenever  possible,  changes  will  be 
made  by  means  of  an  amendment  to  the 
offering  circular.  It  reserves  the  right, 
however,  to  modify  any  terms  and 
conditions  of  any  new  securities 
offerings  without  first  publishing  such 
changes  for  public  comment.  When  a 
change  is  not  temporary  and  is 


announced  by  means  other  than  an 

amendment  to  the  offering  circular,  the 

circular  will  be  amended  to  reflect  such 

change. 

Section  356. 1 1    Submission  of  Bids 

One  commenter  commented  generally 
that  requirements  contained  on  tender 
forps  and  in  certifications  or 
representations  should  be  consistent 
%»ith  the  requirements  of  the  uniform 
offering  circular,  and  should  not  go 
beyond  the  requirements  of  the  circular. 
The  Department  will  be  revising  tender 
forms  and  other  agreements  in 
accordance  with  this  final  rule. 

Two  comments  were  received  on 
§  3S6.11(c)(5).  This  section  provided    j 
that  if  disruptions  or  failures  in  the 
operation  of  the  Fedwal  Reserve  Bank's 
computer  or  communications  facilities 
result  in  the  nonreceipt  or  untimely 
receipt  of  tenders  otherwise  timely 
submitted,  the  Department  at  its  option 
may  accept  or  reject  such  tenders.  The 
commenters  objected  tothis  provisioiu 
The  Department  has  deleted 
§  356.11(c)(5).  I 

Section  356. 1 3    Net  Long  Position      ' 

Commenters  expressed  concern  about 
the  proposed  requirement  contained  in 
§  356.13(b)  that  if  the  person  making  the 
bidding  decision  knows  of  an  increase 
in  the  bidder's  net  long  position  of  $200 
million  or  more  after  the  designated 
position  reporting  time,  the  larger 
amount  must  be  reported.  Commenters 
felt  that,  to  comply  %vith  this 
requirement  in  practice,  those  bidders 
would  have  to  monitor  and  calculate 
their  positions  right  up  to  the  time  their 
bids  are  submitted.  The  commenters 
stated  that  this  would  be  difficult  if  not 
impossible  to  achieve,  particularly  for 
those  bidders  that  must  aggregate  their 
positions  across  a  range  of  affiliates. 

The  Department  has  decided  not  to 
include  the  proposed  requirement  for 
bidders  to  update  net  long  position 
information  after  the  designated 
reporting  time.  Instead,  it  will  continue 
its  current  practice  of  requiring  a  bidder 
to  determine  its  net  long  position  one- 
half  hour  prior  to  the  closing  time  for 
receipt  of  competitive  bids. 

In  connection  with  clarifying  the 
treatment  of  investment  advisers  under 
the  Bidder  Definitions,  discussed  below, 
the  Department  has  revised 
§  356.13(a)(2)  to  clarify  when  net  long 
positions  must  be  aggregated  for 
reporting  purposes.  This  section 
provides  for  aggregating  net  long 
positions  and  competitive  bids  of 
different  persons  or  entities,  even 
though  they  might  otherwise  be 
considered  separate  bidders,  if  the 
investment  or  bidding  decisions  for 
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those  penoos  or  entkks  an 
centraliaed — at  in  the  case  of  •  sin^ 
investment  adviser.  This  sectioa 
providM  s|>«cific  (MrecrtioD  on  wkich  aet 
long  positktnsasKl  btds  must  be  takes 
into  account^  and  H  permits  the 
exclusioD  of  cestain  net  kmg  positians 
of  teas  than  S500  miffiop. 

It  shouk)  be  noted  that  §  356.22^)  of 
this  Part  provides  that  when  the  net 
Fong  positions  and  competitivB  bids  of 
more  than  one  person  or  entity  must  be 
combined  under  §  356.13(a)U].  such 
combined  amount  wilt  be  used  for  the 
purpose  of  the  35%  award  limitation. 

Sectmh  35e.14 
Cbsicmers 


Sabmkting  Bids  for 


One  leommentar  recanuDonded  that 
the  thresboki  fcir  requiring  that  a 
submitter  inform  a  ctistomeT  of  the 
customer's  net  k»g  reporting  obligation 
be  raised  from  $10  million  to  $100 
miUioR.  The  cooanienter  suggested  thet 
the  higher  amount  was  more  in  keeping 
with  the  $2  bilHon  tfrreshold  for  net 
long  position  reporting. 

The  Department  concurs  with  that 
recommendation.  Section  3S6.14(c)(l) 
has  be«n  changed  to  require  a  submitter 
or  intermediary  to  inform  its  custoner 
of  th«  customer's  aet  loog  reporting 
obligation  when  the  castomer  bids 
competitivSly  through  that  submitter  far 
$100  million  or  mora. 

Two  comments  were  received  on  the 
requirement,  in  §  356.14{cK3}.  that  if  the 
submitter  knows  that  the  position 
information  provided  by  the  customer  is 
incorrect,  the  submitter  shatt  not  submit 
the  customer's  bid.  The  commenters 
were  concerned  that  the  phrase  "if  the 
submitter  knows"  carries  potential 
liability  in  cases  where  employees  are 
assumod  to  have  knowiedg^  that  they 
did  not,  in  fact,  haniow  They  Mx.  that,  in 
order  to  avoid  such  liatnlity,  the 
submitter  would  be  required  to  conduct 
a  data  search  when  a  customer  chooses 
to  report  its  posttion  through  tfist 
subantter.  The  comraenters  suggested 
that  a  precise  definition  of  "knowlef^" 
be  given  or  thai  the  tern  "submitter"  be 
narr«iwed. 

Based  on  the  above,  §  356.14(cK3)  has 
been  revised  to  narrow  die 
circumstances  under  which  a  suboiitter 
or  intermediary  would  be  required  to 
withboFd  a  hid.  That  section  now 
provides  &at  a  customer's  bid  shall  not 
be  submitted  if  tha  personnel  directly 
involved  in  receiviDg  or  forwarding  a 
customer's  bid  have  actual  knowl^gia 
that  the  position  information  provided 
by  the  customer  is  incocrecL 


SeciJcm  35^.24    Notice  of  Awards; 
Confirmations 

Two  commenters  commented  on  the 
requirement,  ccRitefned  in  f  3S6.24(d>, 
that  any  customer  awarded  $100  mflRon 
or  more  must  femisb  a  written 
statement  confirm  ing  its  rw^  Fong 
position.  The  commenters  expressed 
concern  that  the  obrigation  to  file  at  tha 
$100  mirb'on  level  mi^it  discourage 
customers  from  participating  in 
auctions.  One  commenter  felT  also  that 
using  a  $100  million  threshold  for  net 
long  position  confirmations  and  a  $500 
million  threshold  for  bid  confirmations 
was  unnecessarily  confusing.  Both 
commenters  recommended  that  the  net 
long  position  confirmation  requirement 
and  the  bid  confirmation  requirenMnt  be 
combined. 

The  Department  has  modified  the 
custoai«'  confirmatian  requiiements. 
Section  356.24(d)  has  been  deleted.  . 
Section  356.24(el  has  been  renumbered 
§  356.24(d)  and  includes  provisions  for 
both  bid  and  net  long  position 
confirmations.  Under  the  new 
§  356.24fd),  any  customer  awarded  $500 
million  or  more  in  an  auction  must 
furnish  a  written  statemaat  confirmuig 
its  bid  and  net  long  position.  This 
statement  must  be  provided  to  the 
Federal  Reser\'e  Bank  where  the  bid  was 
submitted  no  later  than  10:00  a.m.  on 
the  day  following  the  auction.  The 
provisions  requiring  a  submitter 
submitting  a  customer  bid  to  notify  its 
customer  of  the  bid  confirmation  and 
net  long  position  confirmation 
requirements  have  likewise  been 
combined.  ^ 


Appendix  A — Kdoar  Definitiens 


Commenters  cominended  the 
DepartmeHtiiat^its^Bvisions  to  the 
Bjdder  Definitions,  especially  the 
provision  that  has  been  made  for  a 
major  organizational  component  to 
obtain  recognition  as  a  separate  bidder. 

The  commenters  requested 
clarification,  however .^  regarding  the 
treatment  o£  investment  advisors  and 
others  who  bid  on  behalf  of  their 
managod  investment  accounts  or  other 
clients  (hereafter  referred  to  as 
"investment  advisers").  They  expressed 
concern  that,  without  •  bidder  category 
for  advisers  that  manage  accounts.,  it  is 
not  clear  that  such  entities  OHy  sdtnnit 
bids  on  behalf  of  tbeir  managmi 
accounts. 

The  Bidder  Definitions  do  not  inchide 
a  separate  category  for  investmaBt 
adviaus.  Under  the  Bidder  Definitions, 
however,  if  an  ievestneat  adviser  meets 
the  cf>rpotatiQB,  pattnosfatp^  or 
individnai  category  definitioB,  such 
person  or  entity  may  be  considered  • 


;or 


Wddnr  within  tlMt  cafegory.  Tte 
investment  advieor  mtj  then  hi4  fn  Us 
own  name  and  may  indade  in  its  hid 
amounts  that  K  is  in  lasting  for  dieats. 
In  that  case,  the  adrisw  is  conaidwed  lo 
be  the  bidder  for  M  pwposes  of  titfe 
rule. 

hi  tha  altematiw,  aa  iavtstment 
adviser,  when  anttariaad  hy  •  dii 
principal,,  may  place  bids  for  tarn 
ia  the  aanM  dL  soch  client,  pravidad  tha 
cHent  meets  one  ol  the  Kdder 
Definitions,  hi  thai  case,  tha  chent  or 
principal  is  coasidored  to  be  As  bsddin 
for  all  purposes  of  this  rale. 

It  should  he  noted  that  regsfdlessef 
whsth«  the  investanent  adviaar  or  the 
client  is  naned  tha  bi<kier. 
§§  35&.13(aK2)  and  35^2204  •V^- 
Section  356.13(a)C2>providas  for  tkn 
aggregation  of  net  long  ponitiaaa  and    - 
competitive  bicb  when  one  person  or 
entity  is  exercising  a»&ol  over  the  net 
long  positions  or  coB^ietitive  bida  of 
one  or  naore  other  persona  or  entitiea. 
This  requireaeat  ic  described  more 
fully  in  the  sectioa  of  this  praemUe 
discussing  the  net  long  position 
reporting  requirements.  Section 
356.22(b)  provides  that  the  aggregate 
amount  referred  to  above  wrR  be  used 
for  the  purpose  of  the  35%  awnt) 
limitation. 

One  commenter  expressed  concern 
about  the  language  contained  in  the 
sample  certification  to  be  used  in 
requesting  recognition  as  a  separate 
bidder.  The  commenter  suggested  ttiat 
the  Department  provide  a  carve-out,  in 
the  certificatioa,  for  commonicatian 
among  support  staff,  e.g.,  legal  or 
compliance,  as  (Hstinct  from 
information  communicated  among 
traders  or  business  managers.  The 
Department  has  not  made  this 
believes  that  the  language  which  raises 
to  )rieids,  rates,  amounts,  positions,  and 
strategies  related  to  a  specific  auction  is 
integral  to  the  certification  and  is  not 
unnecessarily  restrictive. 

Finally,  one  coaunenter  poiatod  out 
^!tu/l.  as  proposed,  a  tndder  must  certify 
that  it  will  not  exchanga  any  iarvaatBOBl 
strategies  that  it  plans  to  follow  with 
any  other  pert  of  its  corporate  structure. 
The  commenter  suggested  that  this 
provision  be  narrowed  to  protufait  the 
exchange  of  investment  strategies 
regarding  the  security  being  anctfoned. 
The  DBpoitiiieiit  has  adopted  this 
suggestion. 

Procedural  Reqpiremenia 

It  has  been  determined  that  this 
■document  ia  not  a  Bkaior  regahtinn  as 
defined  in  E.0. 122ftl  Hid  a  mpilatory 
impact  analysis  is  boI  leqiiirsil 

Although  this  rule  was  issusd  in 
prop>osed  form  to  secute  tiM  benefit  of 


It 
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public  comment,  the  notice  and  public 
procedures  requirements  of  the 
Administrative  Procedure  Act  are 
inapplicable,  pursuant  to  5  U.S.C. 
553(a)(2).  As  no  notice  of  proposed 
rulemaking  is  required,  the  provisions 
of  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601.  et  seq.)  do  not  apply. 

The  collections  of  information 
contained  in  this  rule  have  been 
reviewed  and  approved  by  the  Office  of 
Management  and  Budget  in  accordance 
with  die  requirements  of  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C. 
3504(h))  under  control  number  1535- 
0112.  The  estimated  annual  burden  per 
respondent  varies  from  20  minutes  to  40 
minutes,  depending  on  individual 
circumstances,  with  an  estimated 
average  of  30  minutes. 

Comments  concerning  the  accuracy  of 
this  burden  estimate  and  suggestions  for 
reducing  this  burden  should  be  directed 
to  Bureau  of  the  Public  Debt.  Forms 
Management  Officer.  Washington,  DC 
20239-1300  and  to  the  Office  of 
Management  and  Budget.  Paperwork 
Reduction  Project  (1535-0112). 
Washington.  DC  20503. 

List  of  Subjects 

3  J  CFR  Part  349 

Federal  Reserve  System,  Government 
securities.  Securities. 

31  CFR  Part  356 

■    Bonds,  Federal  Reserve  System. 
Government  securities.  Securities. 

For  .the  reasons  set  forth  in  the 
preamble.  31  CFR  Chapter  11.  subchapter 
B.  is  amended  as  follows: 

PART  34»-{REMOVEO] 

Part  349  is  removed. 

Part  356  is  added  to  read  as  follows: 

PART  35&-SALE  AND  ISSUE  OF 
MARKETABLE  BOOK-ENTRY 
TREASURY  BILLS,  NOTES,  AND 
BONDS  (DEPARTMENT  OF  THE 
TREASURY  CIRCULAR.PUBUC  DEBT 
SERIES  NO.  1-92) 

Subpart  A— Qananri  Information 

Sec 

356.0  Authority  for  sale  and  issue. 

356.1  Applicab'.lity. 

356.2  Definitions. 

356.3  Book-entry  securities  and  systems. 

356.4  Functions  of  Federal  Reserve  Banks. 

356.5  Description  of  securities. 

Subpwt  B-Bkhling,  CwUfieationa,  and 


356.10  Offering  announcement. 

356.1 1  Submission  of  bids. 

356.12  Noncompetitive  and  competitive 
bidding. 

356.13  Net  long  posiUon. 


356.14  Submitting  bids  for  customers. 

356.15  Certifications. 

356.16  Responsibility  for  payment. 

Sut>part  C— Oatannination  of  Auction 
Awarda;  Sattiamant 

356.20  Detemiination  of  auction  awards. 

356.21  Proration  of  awards. 

356.22  Limitation  on  auction  awards. 

356.23  Announcing  auction  results. 

356.24  Notice  of  awards;  confirmations. 

356.25  Payment  for  awarded  securities. 

Subpart  D— Miacallanaous  Provialona 

356.30  Payment  of  principal  and  interest  on 
notes  and  bonds. 

356.31  STRIPS. 

356.32  Taxation. 

356.33  Reservation  of  rights. 

356.34  Remedies. 

356.35  Reservations  as  to  terms  of  offerings. 

356.36  Paperwork  Reduction  Act  approval. 

Appendix  A  to  Part  356— Bidder  DafinKiona 

Appendix  B  to  Part  356— Formulas  and 
Tablae 

Exhit>it  A  to  Part  356— Sample 
Announcements  of  Traaaury  Offeringa  to 
ttw  Public 

Exhibit  B  to  Part  356— Sample  Autocharge 
Agraamant  to  Deliver  and  Charge  for 
Securities  Awarded  in  Department  of  the 
Treasury  Auctiona 

Exhibit  C  to  Part  356— Minimum  Par 
Amounts  for  Stripe 
Authority:  5  U.S.C.  301;  31  U.S.C  3102.  ef 
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Subpafi  A— General  Information 

§  356.0    Authority  for  sale  and  laaua. 
The  Secretary  of  the  Treasury  is 
authorized  under  chapter  31  of  title  31. 
United  States  Code,  to  issue  United 
States  obligations  and  to  offer  them  for 
sale  under  such  terms  and  conditions  as 
the  Secretary  may  prescribe. 

S  356.1    Applicability. 

Unless  otherwise  specified  in  an 
offering  announcement,  the  provisions 
in  this  part,  including  the  appendices, 
govern  the  sale  and  issuance  of  all 
marketable  Treasury  securities  and  any 
other  obligations  issued  by  the  Secretary 
that,  by  the  terms  of  the  offering 
announcement,  are  made  subject  to  this 
part. 

§  356.2    Definitions. 

In  this  part,  unless  the  context 
indicates  otherwise: 

Accrued  interest  means  an  amount 
payable  to  the  Department  for  such  part 
of  the  next  semiannual  interest  payment 
that  represents  interest  income 
attributed  to  the  period  prior  to  the  date 
of  issue.  (See  appendix  B.) 

Auction  means  a  bidding  process  by 
which  the  Department  sells  marketable 
Treasury  securities  to  the  public. 


Autocharge  agreement  means  a 
written  agreement  between  a  submitter 
and  a  depository  institution, 
acknowledged  by  a  Federal  Reserve 
Bank,  which  authorizes  a  Federal 
Reserve  Bank  to  deliver  securities 
awarded  to  the  submitter  and  its 
customers  at  auction  to  the  book-entry 
account  of  the  depository  institution  or, 
when  authorized,  to  a  TREASURY 
DIRECT  account,  and  to  charge  a  funds 
account  of  the  depository  institution  for 
the  settlement  amount  of  the  securities. 
(See  Exhibit  B  for  a  sample  autocharge 
agreement.) 

Bid  means  an  offer  to  purchase  a 
stated  par  amount  of  securities,  either 
competitively  or  noncompetitively,  in 
an  auction. 

Bidder,  as  further  defined  in  appendix 
A.  means  a  person  or  an  entity  that  bids 
either  directly  or  through  an  entity 
authorized  to  submit  bids  for  customers 
in  an  auction.  In  some  cases,  two  or 
more  persons  or  entities  are  considered 
to  be  one  bidder  based  on  their 
relationship  or  their  actions  in 
participating  in  an  auction. 

Book-entry  security  means  a  security 
the  issuance  and  maintenance  of  which 
are  represented  by  an  accounting  entry 
or  electronic  record  and  not  by  a 
certificate. 

Cayi  means  the  redemption,  pursuant 
to  the  terms  specified  in  its  offering 
announcement,  of  a  security,  in  whole 
or  in  part,  prior  to  maturity,  at  the 
option  of  the  Secretary. 

Competitive  bid  means  a  bid  to 
purchase  a  stated  par  amount  of 
securities  at  a  specified  yield  or 
discount  rate. 

Corpus  means  the  principal 
component  of  a  stripped  security  and 
future  callable  semiannual  interest 
payments,  if  any. 

CUSIP  means  Committee  on  Uniform 
Securities  Identification  Procedures. 
CUSIP  number  means  the  unique 
identifying  number  assigned  to  each 
separate  security  issue  and  each 
separate  STRIPS  component.  CUSIP 
numbers  are  provided  by  the  CUSIP 
Service  Bureau  of  Standard  &  Poor's 
Corporation. 

Customer  means  a  bidder  on  whose 
behalf  a  depository  institution  or  dealer 
has  been  directed  to  submit  or  forward 
a  competitive  or  noncompetitive  bid  for 
a  specified  amount  of  securities  in  a 
specific  auction.  Only  depository 
institutions  and  dealers  may  submit  or 
forward  bids  for  customers,  whether 
directly  at  a  Federal  Reserve  Bank  or  the 
Bureau  of  the  Public  Debt,  or  through  an 
intermediary  depository  institution  or 
dealer. 

Dated  date  means  the  date  firom 
which  interest  accrues.  The  dated  date 
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and  issue  date  are  the  sans  except  when 
the  date  from  which  tnterest  accrues  is 
prior  to  the  issue  date. 

Dealer  nM8i»  an  entity  that  is 
registered  or  has  given  notice  of  its 
status  as  a  goreminent  secmities  brokei 
or  government  securities  dealer, 
pursuant  to  Ssctfon  ISQaKl)  of  the 
Securities  Exchange  Act  of  T934. 

Dtpartment  means  the  United  States 
Deperfment  of  tbelYeaswry. 

I^positofy  iitiUtuti0n  meensr 

(1)  Am  enWy  described  in  sectioB 
l9(b)(l)(AX  wicfcMteig  MMbparegraph 
(vii).  of  the  Federal  Raserve  Act  (12 
U.S.C  46l{b)tl)(AH-  Under  sectioB 
19(b)t1)tA)  of  die  Fedhrel  Reserve  Ad. 
the  term  depoeitoiy  mstHution  inchides: 

(i)  Any  iasmed  Mok  as  defined  in  tZ 
U.S.C.  1813  or  any  bank  v^ich  i» 
eligible  to  make  applkalion  to  become 
an  insured  bank  ooder  12  U.S.C  1815; 

(it)  Anjr  nMitairf  sewings  bank  as 
dcfaed  in  12  US.C  1813  or  any  bank 
which  is  etigiMe  to  make  application  to 
become  mi  insured  bank  under  12 
U.SjC  J8»; 

jUii>  Ai^  aevnigs. bank  a*  defined  ia  12 
^S.a  1803  or  aiqr  beidt  wtaidi  ic 
eligible  to  nnka  appttcntkiB  In  become 
an  insnrad  bank  nadK- 12  USX.  1815; 

(tv)  Any  inauwd  cndU  nnian  as 
defined  n  12  U.SJC.  17&Z  or  any  crtdil 
uni«»  wUeh  in  eKgiUe  tn  nMfte 
applicatiaa  to  bneonwan  insnsed  cndit 
uniett  under  12  US.C  1781; 

(¥)  Any  mimber  as  defaed  in  12 
U.S.C.  1423;  imI 

(vi^  Any  9«<Hdae»  aaaoeiarion  (as 
defined  in  12U.SwC  1»13>  wUcb  is  Uk 
insured  deposilofy  inatili^ioH  (as 
defined  ia  (be  Fa&sat  Deposit 
InsttranoeAct.  12U.SX:.  1811.  etse^i 
or  is  eligifala  to  api^  to  beoeme  a» 
insured  defMsitory  testitutioa  under 
such  Ad. 

(2)  Any  agency  or  branch  of  a  fosei^ 
bank  as  defined  by  the  International 
Banking  Act  nf  ia78«  as  amended  112 
U-S.a3101). 

Discount  means  the  difEarence 
between  par  and  the  price  of  the 
security,  when  the  price  is  less  than.  par. 

Discount  amount  means  the  discount 
divided  by  100  and  multiplied  by  the 
par  amount. 

Discount  rate,  also  referrad  to  as 
"bank  discount  rate,"*  means  an 
annualized  rate  of  return  to  maturity  on 
bills,  expressed  in  percentage  terms  and 
based  on  a  36(^day  year.  CSee  appendix 
B  for  formulas  and  examples.) 

Federal  Feserve  Bank  means  a  Fedlsral 
Reserve  Bank  or  a  branch  of  a  Federal 
Reserve  Bank. 

Funds  accoant  means  a  cash  account 
maintained  by  a  depository  institution 
at  a  Federal  Reserve  Bank. 

Interest  rate  means  the  annua! 
percenter  rate  of  interest  peid  on  the 


par  amount  of  a  sped  Be  issue  of  notes 
or  bonds.  tSee  appendix  B  ibr  methods 
and  examples  of  interest  caltulaD'oDS  on 
notes  and  bonds.) 

Intermediarymeans  a  depository 
institutian  or  dealer  that  forwards  bids 
for  customers  to  another  depository 
institution  or  dealer  and  not  dfrectJy  to 
a  Federal  Reserve  Bank  or  Ae  Biueau  of 
the  Pubfic  Debt. 

Issue  date  means  the  date  specified  in 
the  offering  announcement  on  which  a 
securtty  is  issued  as  an  obligation  of  the 
United  States,  and  from  which  mterest 
nomrally  begins  to  acorwe. 

Morketabhe  security  means  a  security 
that  is  negotiable  and  transferable,  i.e., 
ntay  be  bought  and  sohr  in  tne 
secondary  market. 

Maturity  date  means  tiie  date 
speciffed  in  the  oaring  announcement 
on  which  a  security  becomes  due  and 
pavable.  and  ceases  to  earn  interest. 

Mmmum  to  hold  means  the  smaRest 
amount  of  a  security  that  will  be  issued 
to  a  bidder  and  may  be  held  in  any 
book-entry  account  Unless  otherwise 
stated  in  the  offering  announcement,  the 
minimum  to  hold  is  tfie  same  as  the 
minmium  bid  amount  given  in  the 
offering  announcement. 

Multiple-price  auction  means  an 
auction  in  which  each  successful  bidder 
pays  the  price  equivalent  to  the  yield  or 
rate  that  i*  bid. 

Multiple  to  hold  means  the  smallest 
additional  amount  of  a  security  that  wi]l 
be  issued  to  a  bidder  and  may  be  held 
in  any  book-entry  accowit  above  the 
minimum  to  hold.  Unless. otherwise 
stated  in  the  offering  announcement,  the 
multiple  to  hold  is  &e  same  as  the 
multiple  to  bid  amount  given  ia  the 
oaring  annoimcement. 

Noncompetitive  bid  n)ean6  a  bid  to 
purchase  securities  af  the  weighted 
average  yield  or  discount  rate  of  awards 
to  competitive  bidders. 

Par  means  a  price  of  1 00.  (Siee 
arasndix  B.) 

raromounf  means  the  stated  value  of 
a  security  that  wiTl  be  paid  at  maturity. 

Person  means  a  natin^  persen. 

Premium  means  the  difference 
between  par  and  the  price  ^the 
security,,  when  the  price  is  greater  than 
par. 

Premium  amount  means  the  premium 
divided  by  100  and  multiplied  by  the 
par  amount. 

Price  means  the  price  of  a  security  as 
calculated  using  the  formulas  in 
appendix  B. 

Public  offering  means  the  par  amount 
of  securities  ofieiped  ta  the  pubhc  for 
purchase  in  an  auction.  For  all  bills 
except  cash  management  bills,  the 
pubhc  offering  is  the  amount  spediied 
fn  the  offering  announcement,  less 


securities  awarded  in  the  auction  to  the 
Federal  Reserve  Banks  for  their  own 
account  (up  to  the  amount  of  maturina 
securities  held  by  the  Federal  Reservel 
and  for  thsacoouatof  fiuaignand 
international  monetary  autltoritie&  (up 
to  the  amount  pf  maturing  securities 
held  by  ionipi  ami  Intanalianal 
accounts).  For  notes,  bonds,  and  easfc 
maaagement  bills,  the  pfoUic  affenng  is 
the  same  as  ^M  amoont  specified  fa»  tha 
offering  announcanMBL 

Jteepewng  nteanstha  anction  ef  an 
additional  ametnift  of  an  eutstandinf 
security. 

Secretary  means  Secretary  e£  the 
Treasury. 

Security  meana  a  Iteaaury  bilk  nola, 
or  bond,  each  as  described  hi  this  part, 
and  any  other  obligation  issued  hy  the 
Secretary  that,  by  the  terms  of  the 
applicaUe  offering  aimouncaniant.  is 
made  subject  to  this  part  Security 
inckides  an  iaietest  or  pKindpat 
component  under  tha  STRIPS  yopam 
(see  below^ 

Settlewteat  means  Smmi  and  campleta 
payment  for  securities  awarded  in  an 
auction. 

Settlement  amotuU  means  the  par 
amount  of  securities  awarded  less  any 
discoimt  amount  and  phis  any  prsnmua 
amount  and  accrued  interest. 

Single-price  auction  means  an  auction 
in  which  all  success&J  bidders  pay  the 
same  price  regardless  of  the  yiefafs  or 
rates  they  each  bid. 

STRIPS  (Separate  Trading,  of 
Registered  Interest  and  Prindpal  of 
Securities)  meana  the  Dapartmant's 
program  under  which  el^ible  secnriyas 
are  authorized  to  be  separated  into 
prindpal  aitd  interest  component*,  and 
traded  separately.  These  componants 
are  maintained  in  book-entry  fiann  on 
the  books  of  a  Federal  Reserve  Bank. 

Su4BMttarnnai>thepawaneran>i^ 
submitting  bids  directly  to  a  Fedeidl 
Reserve  Bmik  or  the  Butaeu  of  th» 
Public  Debt  for  its  ewa  aeooant.  for  tha 
account  of  others,  ar  bath.  The  only 
submittals  that  are  permitted  to  submit 
bids  for  the  account  of  othecs  are 
depository  instiiufeifma  and  dealers. 

Tender  means  the  document  or 
computer  transmission  submitted  to  a 
Federal  Reserve  Bank  or  dM  Buvsau  ef 
the  Public  Debt  by  which  a  bkkier  bidi 
for  securities. 

TINT  means  an  intarast  component 
from  a  stripped  aecnrifky. 

TREASUF  Y  BISECT  means  the 
TREASURY  DIRECT  Book-Entry 
Securities  Systwn.  (See  31  CFR  3S7, 
subpart  C.) 

Weighted  average  means  the  average 
of  the  yidds  or  discount  rates  at  which 
seciwities  are  awardied  to  competttrve 
bidders  Weighted  by  the  par  amount  of 
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securities  allotted  at  each  yield  or 
discount  rate. 

Yield,  also  referred  to  as  "yield  to 
maturity,"  means  the  annualized  rate  of 
return  to  maturity  on  a  note  or  bond 
expressed  as  a  percentage.  (See 
appendix  B.) 

f3S6J    Book-Mlry  mcwMm  and 

ayatamft-         ^^^ 

Securities  issued  subject  to  this  part 
shall  be  held  in  either  of  two  systems  for 
maintaining  book-entry  securities, 
described.  Securities  may  be  transferred 
from  one  system  to  the  other  in 
accordance  with  Treasury  regulations 
governing  book -entry  Treasury  bills, 
notes,  and  bonds.  See  Department  of  the 
Treasury  Qrcuiar  No.  300,  as  currently 
revised,  and  Department  of  the  Treasury 
Grcular,  Public  Debt  Series  No.  2-86.  as 
amended  (31  CFR  parts  306  and  357). 

(a)  Commercial  book-entry  system.^ 
The  commercial  book-entry  system  is 
established,  maintained,  and  operated 
by  the  Federal  Reserve  Banks,  acting  as 
fiscal  agents  of  the  United  States, 
pursuant  to  12  U.S.C.  391.  The  Federal 
Reserve  Banks  maintain  book-entry 
accounts  for  themselves,  depository 
institutions,  and  other  authorized 
entities,  such  as  government  and 
international  agencies  and  foreign 
central  banks.  In  their  accounts, 
depository  institutions  maintain 
securities  held  for  their  own  account 
and  for  the  accounts  of  others,  including 
other  depository  institutions  and 
dealers,  which  may,  in  turn,  maintain 
accounts  for  others. 

(b)  TEE ASUBY  DIRECT  TREASURY 
DIRECT  is  a  system  in  which  the  book- 
entry  securities  of  account  holders  are 
identified  and  maintained  directly  on 
the  records  of  the  Bureau  of  the  Public 
Debt,  Department  of  the  Treasury. 

$356.4    Function*  o(  Federal  ReMfv* 
Banks. 

Federal  Reserve  Banks,  as  fiscal 
agents  of  the  United  States,  are 
authorized  to  perform  all  activities 
necessary  to  carry  out  the  provisions  of 
this  part,  any  offering  announcements, 
and  applicable  regulations. 

*$  356.5    DMcription  of  sacurKie*. 

Securities  offered  pursuant  to  this 
part  are  offered  exclusively  in  book- 
entry  form  and  are  direct  obligations  of 
the  United  States,  issued  under  chapter 
31  of  title  31  of  the  United  States  Code. 
The  securities  are  subject  to  the  terms 
and  conditions  set  forth  in  this  part,  as 
well  as  the  general  regulations 


■  IJpon  Iha  adoption  of  a  final  rule  therefor,  iht* 
commercial  book-entry  system  iwill  be  referred  to  as 
the  Traastiry/KesMve  Automated  Debt  Entry  System 
(TRADCS). 


governing  United  States  securities  (31 
CFR  part  306),  the  regulations  governing 
book-entry  Treasury  bills,  notes,  and 
bonds  (31  CFR  part  357),  and  the 
offering  announcements,  all  to  the 
extent  applicable.  When  the  Department 
issues  additional  securities  with  the 
same  CUSIP  number  as  outstanding 
securities,  all  securities  with  the  same 
CUSIP  number  are  considered  the  same 
security. 

(a)  Treasury  bills.  Treasury  bills  are 
issued  at  a  discount,  are  redeemed  at 
their  par  amount  at  maturity,  and  have 
maturities  of  not  more  than  one  year. 

(b)  Treasury  notes.  Treasury  notes  are 
issuedLwith  a  stated  rate  of  interest,  earn 
intere^^miannually.  and  are  redeemed 
at  their  pfll^amount  at  maturity.  They 
are  sold  at  discount,  par,  or  premium, 
depending  upon  the  auction  results. 
They  have  maturities  of  at  least  one 
year,  but  of  not  more  than  ten  years. 

(c)  Treasury  bonds.  Treasury  bonds 
are  issued  with  a  stated  rate  of  interest, 
earn  interest  semiannually,  and  are 
redeemed  at  their  par  amount  at 
maturity.  They  are  sold  at  discount,  par, 
or  premium,  depending  upon  the 
auction  results.  They  typically  have 
maturities  of  more  than  ten  years. 

Subpart  B— Bidding,  Certifications, 
and  Payment 

$  356. 1 0    Offering  announcement 

The  Department  provides  public 
notice  of  the  sale  of  bills,  notes,  and 
bonds  by  issuing  an  offering 
announcement.  The  offering 
announcement  lists  the  specifics  of  each 
offering,  e.g.,  offering  amount,  term  and 
type  of  security,  CWSIP  number,  and 
issue  and  maturitjedates.  The  offering 
announcement  and  this  part,  including 
the  Appendices,  specify  the  terms  and 
conditions  of  sale.  To  the  extent  that  the 
provisions  of  an  offering  announcement 
are  inconsistent  with  the  provisions  of 
this  part,  the  provisions  of  the  offering 
announcement  will  control.  (See  Exhibit 
A  for  sample  announcements.) 

i  356.1 1     Submission  of  bids. 

(a)  General.  (1)  Bids  may  be  submitted 
directly  to  a  Federal  Reserve  Bank  that 
is  authorized  to  accept  tenders  or  to  the 
Bureau  of  the  Public  Debt,  Washington, 
DC,  or  through  a  depository  institution 
or  dealer  that  is  authorized,  pursuant  to 
§  356.14,  to  submit  bids  on  behalf  of 
customers.  Except  as  otherwise 
provided  in  this  section,  tenders  must 
be  submitted  in  an  approved  format. 
Competitive  and  noncompetitive  bids 
must  be  received  prior  to  the  respective 
closing  times  specified  in  the  offering 
announcement,  except  as  provided  in 
paragraph  (b)(2)  of  this  section.  Bids  not 


received  timely  will  not  be  recognized 
in  the  auction.  Bids  for  securities  are 
binding  on  the  biddei^fter  the  closing 
time  specified  in  the  offering 
announcement. 

(2)  If  the  awarded  securities  are  to  be 
issued  in  the  commercial  book-entry 
system,  a  submitter  must  have  on  file  at 
a  Federal  Reserve  Bank  a  certificate 
listing  those  persons  who  are  authorized 
to  submit  tenders  on  its  behalf.  The 
certificate  must  be  duly  executed  by  an 
authorized  person  on  behalf  of  the 
submitter.  A  tender  will  not  be 
recognized  if  the  person  submitting  the 
tender  is  not  li  Jed  on  the  certificate. 
The  submitter  4s  responsible  for  any 
tenders  submitted  for  the  submitter  by 
persons  who  are  designated  on  the 
certificate  as  authorized  to  submit 
tenders  on  its  behalf.  j 

(b)  Submission  of  paper  tenders.  (1) 
Paper  tenders  should  be  on  preprinted 
forms  provided  by  the  Federal  Reserve 
Bank  to  which  the  tender  is  submitted 
or  preprinted  forms  of  the  Bureau  of  the 
Public  Debt,  and  should  provide  the 
information  requested  on  the  form. 
Paper  tenders  in  any  other  form  or 
incomplete  tenders  may  be  accepted  or 
rejected  at  the  option  of  the  Department. 

(2)  The  submitter  ijs  responsible  for 
ensuring  that  the  paper  tender  is 
received  timely  at  the  Federal  Reserve 
Bank  or  the  Bureau  bf  the  Public  Debt, 
Washington,  DC.  A  noncompetitive  bid 
is  considered  timely] if  received  prior  to 
the  deadline  for  the  receipt  of 
noncompetitive  tenders.  Further,  a 
noncompetitive  bid  |w»ived  after  the 
deadline  for  the  receipt  of 
noncompetitive  tenders  is  considered 
timely  only  if  it  was  submitted  by  mail 
and  only  if  the  envelope  containing  the 
tender  bears  a  U.S.  Postal  Service 
cancellation  date  prjor  to  the  auction 
date  and  the  tender  is  received  on  or 
before  the  issue  date. 

(3)  Neither  the  Federal  Reserve  Bank 
nor  the  Department  shall  be.  in  any  way, 
responsible  for  any  unauthorized  paper 
tender  submissions  or  for  any  delays, 
errors,  or  omissions  in  the  submission  of 
paper  tenders. 

(c)  Submission  of  tenders  by 
computer.  Competitive  and 
noncompetitive  tenders  may  be 
submitted  by  computer  transmission  to 
a  Federal  Reserve  Bank.  Tenders  may  be 
submitted  by  computer  only  by  those 
submitters  that  have  previously 
arranged  with  a  Federal  Reserve  Bank 
for  such  submission. 

(1)  For  computer  tenders,  the 
submitter  must  comply  with  computer 
communications  and  electronic  access 
standards  and  requirements  for  Treasury 
auctions.  Incomplete  tenders  or 
transmissions  that  do  not  comply  with 
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such  standards  and  requirements  may 
be  accepted  or  rejected  at  the  option  of 
the  Department. 
*^       (2)  All  tenders  submitted  by  computer 
are  binding  on  the  submitter  to  the  same 
extent  as  ifthey  had  been  paper  tenders. 
No  paper  tender  should  be  submitted 
that  duplicates  a  tender  submitted  by 
computer. 

(3)  Tenders  submitted  by  computer 
must  be  received  by  the  applicable 
closing  time;  the  Federal  Reserve  Bank's 
computer  time  stamp  will  establish  the 
time  of  receipt. 

(4)  The  submitter  bears  sole  risk  for 
any  disruption  or  failure  in  the 
operation  of  its  own  computer,  any 
electronic-based  communications 
facilities,  or  any  communications  lines 
between  the  submitter  and  the  Federal 
Reserve  Bank. 

(5)  The  submitter  is  responsible  for 
tenders  submitted  using  computer 
equipment  on  its  premises,  whether  or 
not  such  tenders  are  authorized. 

(6)  Neither  the  Federal  Reserve  Bank 
nor  the  Department  shall  be,  in  any  way, 
responsible  for  any  delays,  errors,  or 
omissions  in  the  submission  offenders. 

§356.12    Noncompetitive  and  compatitiv* 
bidding. 

(a)  General.  All  bids  must  state  the  par 
amount  of  securities  bid  for  and  must 
equal  or  exceed  the  minimum  bid 
amount  stated  in  the  offering 
announcement.  Bids  that  exceed  the 
minimum  bid  amount  must  be  in  the 
multiple  stated  in  the  offering 
announcement. 

(b)  Noncompetitive.  A  bidder  bidding 
competitively  for  its  own  account  may 
not  bid  noncompetitively  for  its  own 
account  in  the  same  auction.  A  request 
for  reinvestment  of  securities  maturing 
in  TREASURY  DIRECT  is  a 
noncompetitive  bid. 

(1)  Maximum  bid.  A  bidder  may  not 
bid  noncompetitively  for  more  than  $1 
million  in  a  bill  auction  or  more  than  $5 
million  in  a  note  or  bond  auction.  The 
maximum  bid  limitation  does  not  apply 
to  bidders  who  are  bidding  solely 
through  TREASURY  DIRECT 
reinvestment  requests. 

(2)  AdditiohaJ  restrictions.  A  bidder 
may  not  bid  nonbampetitively  for  its 
own  account  if,  in  uto^Mcurity  being 
auctioned,  it  holds  a  portion  in  when- 
issued  trading  or  in  futures  or  forward 
contracts  between  the  date  of  the 
offering  announcement  and  the 
designated  closing  time  for  the  receipt 
of  competitive  tenders.  Prior  to  the 
designated  closing  time  for  receipt  of 
competitive  tenders,  a  noncompetitive 
bidder  may  not  enter  into  any  agreement 
to  purchase  or  sell  <»■  otherwise  dispose 


of  the  securities  it  is  acquiring  in  the 
auction. 

(c)  Competitive.  A  bidder  bidding 
noncompetitively  for  its  own  account 
may  not  bid  competitively  for  its  own 
account  in  the  same  auction. 

(1)  Bid  format.  A  competitive  bid 
must  show  the  yield  or  discount  rate 
bid,  expressed  with  two  decimals. 
Fractions  may  not  be  used. 

(2)  Maximum  recognized  bid.  There  is 
no  limitation  on  the  maximum  dollar 
amount  that  a  bidder  may  bid  for 
competitively,  either  at  one  yield  or 
discount  rate,  or  at  different  yields  or 
discount  rates.  However,  a  competitive 
bid  by  a  bidder  at  a  single  yield  or 
discount  rate  that  exceeds  35%  of  the 
public  offering  amount  will  be  reduced 
to  that  amount.  For  example,  if  the 
public  offering  is  $10  billion,  the 
maximum  bid  amount  that  will  be 
recognized  at  any  one  yield  or  discount 
rate  from  any  bidder  is  $3.5  billion.  (See 
§356.22  for  award  limitations.) 

§356.13    NM  long  position. 

(a)  Reporting  net  long  positions.  (1) 
When  bidding  competitively,  a  bidder 
must  report  the  amount  of  its  net  long 
position  when  the  total  of  all  of  its  bids 
in  an  auction  plus  the  bidder's  net  long 
position  in  the  security  being  auctioned 
equals  or  exceeds  $2  billion.  If  the 
bidder  either  has  no  position  or  has  a 
net  short  position  and  the  total  of  all  of 
its  bids  equals  or  exceeds  $2  billion,  a 
net  long  position  of  zero  must  be 
reported.  In  cases  where  a  bidder  that  is 
required  to  report  the  amount  of  its  net 
long  position  bids  through  more  than 
one  submitter  or  Federal  Reserve  Bank, 
the  bidder's  total  net  long  position 
should  be  reported  through  only  one 
submitter  or  Federal  Reserve  Bank  to 
which  a  bid  was  submitted.  A  bidder 
that  is  a  customer  must  report  its  net 
long  position  through  one  depository 
institution  or  dealer.  (See  §  356.14(c).) 

(2)  If  a  person  or  entity  (such  as  an 
investment  adviser)  is  exercising  control 
over  the  net  long  positions  or 
competitive  bids  of  one  or  more  other 
persons  or  entities,  then  such  net  long 
positions  and  bids,  as  well  as  its  own 
net  long  positions  and  competitive  bids, 
must  be  combined  for  purposes  of  this 
paragraph  (a)(2).  If  the  combined 
amount  of  those  net  long  positions  and 
bids  equals  or  exceeds  $2  billion,  then 
the  person  or  entity  exercising  control 
must  report:  (i)  A  combined  net  long 
position  that  aggregates  its  own  net  long 
position  with  the  other  net  long 
positions  under  its  control;  and  (ii)  the 
name  of  each  person  or  entity  in  whose 
name  it  is  placing  competitive  bids  in 
the  auction.  The  person  or  entity 
exercising  control  need  not  include  in 


the  combined  amount  any  net  long 
position  less  than  $500  million  of  any 
person  or  entity  in  whose  name  it  is  not 
placing  a  competitive  bid.  The  report 
required  by  this  paragraph  (a)(2)  must 
be  provided,  prior  to  the  closing  time  for 
receipt  of  competitive  tenders,  to  a 
Federal  Reserve  Bank  to  which  a 
competitive  bid  is  being  submitted. 

(b)  Determination  of  net  long  position. 
The  net  long  position  must  be 
determined  as  of  the  designated 
reporting  time,  which  is  one-half  hotir 
prior  to  the  closing  time  for  receipt  of 
^mpetitive  bids.  A  net  long  position 
includes  the  par  amount  of: 

(1)  Holdings  of  outstanding  securities 
with  the  same  CUSIP  number  as  the 
security  being  auctioned; 

(2)  Positions,  in  the  security  being 
auctioned,  in 

(i)  When-issued  trading, 
(ii)  Futures  contracts  that  require 
delivery  of  the  specific  security  being 
auctioned  (but  not  futures  contracts  for 
which  the  security  being  auctioned  is 
one  of  several  securities  that  may  be 
delivered,  and  not  futures  contracts  that 
are  cash-settled),  and 
(iii)  Forward  contracts;  and 

(3)  Holdings  of  STRIPS  principal 
components  of  the  security  being 
auctioned,  including  when-issued 
trading  positions  of  such  principal 
components. 

§356.14    Submitting  bide  for  cuetoflMre. 

Depository  institutions  and  dealers 
may  submit  bids  for  their  own  account, 
for  their  customers,  or  for  customers  of 
intermediaries,  subject  to  the 
requirements  set  out  in  paragraphs  (a), 
(b),  and  (c)  of  this  section.  OQiers  are 
permitted  to  submit  bids  only  for  their 
own  account. 

(a)  Payment.  By  submitting  a  bid  on 
behalf  of  its  customer  or  a  customer  of 
any  intermediary,  a  submitter  agrees  to 
remit  payment  for  securities  awarded  as 
a  result  of  such  bid. 

fb)  Customer  hsts.  A  customer  list 
must  be  submitted  or  be  available,  as 
provided  in  paragraphs  (b)  (1),  (2)  and 
(3),  whenever  bids  for  more  than  one 
customer  are  included  on  the  same 
tender.  The  customer  list  must  include 
direct  customers  of  the  submitter  as  well 
as  custcHners  of  any  intermediaries  who 
are  forwarding  customer  bids  to  the 
submitter. 

(1)  For  competitive  bids  submitted  by 
paper  tender,  the  submitter  must 
provide  a  separate  tender  for  each  yield 
or  discount  rate  at  which  a  bid  is 
submitted.  As  a  part  of  such  tender,  the 
submitter  must  provide  a  list  that 
includes  the  fiill  name  of  each  customer 
and  the  amount  bid  by  each  customer. 
For  competitive  bids  submitted  fay 


/ 


418 


F«d»«l  Begtoter  /  Vol.  58.  No.  2  /  Tuesday.  January  5.  1993  /  Rules  and  Regulations 


computer,  the  submitter  may  submit 
bids  at  multiple  yields  or  discount  rates 
on  the  same  tender.  On  each  such 
tender,  the  submitter  must  submit  the 
full  name  of  each  customer  and  the 
amount  bid  at  each  yield  or  discount 
rate  by  each  customer. 

(2)  For  noncompetitive  bids,  a  list 
must  be  provided  that  includes  the  full 
name  of  each  customer  and  the  amount 
bid  by  each  customer.  For  mailed 
tenders,  the  customer  list  must  be      ^ 
submitted  with  the  tender.  For  other 
than  mailed  tenders,  the  customer  list 
should  accompany  the  tender.  If  the    g^ 
customer  list  is  not  submitted  Mrith  the 
tender,  information  for  the  list  must  be 
complete  and  available  for  review  by  the 
deadline  for  submission  of 
noncompetitive  tenders,  and  must  be 
received  by  the  Federal  Reserve  Bank  to 
which  the  tender  was  submitted  by 
close  of  business  on  the  auction  day. 

(3)  Bids  submitted  on  behalf  of  trusts 
or  oUier  fiduciary  estates  must  identify 
on  the  customer  list  the  full  name  or 
title  of  the  trustee  or  fiduciary:  a 
reference  to  the  document  creating  the 
trust  or  fiduciary  estate  with  date  of 
execution:  and  the  employer 
identification  number  of  the  trust  or 
fiduciary  estate. 

(c)  Net  long  position  of  customers.  (1) 
A  submitter  or  intermediary,  when 
submitting  or  forwarding  a  competitive 
bid  of  $100  million  or  more  for  its 
customer,  must  inform  that  customer  of 
the  customer's  net  long  position 
reporting  obligation  as  described  in 
§356.13. 

(2)  A  submitter  or  intermediary,  when 
submitting  or  forwarding  a  competitive 
bid  for  a  customer,  must  report  the  net 
long  position  amount  if  such  amount  is 
provided  by  the  cxistomer. 

(3)  If  personnel  of  a  submitter  or 
intermediary  who  are  directly  involved 
in  receiving  or  forwarding  a  customer's 
bid  know  that  the  position  information 
provided  by  a  customer  is  incorrect,  the 
customer's  bid  shall  not  be  submitted  or 
forwarded  by  the  submitter  or 
intermediary. 

(4)  If  the  amount  of  a  customer's  net 
long  position  is  to  be  reported  by  the 
submitter  by  pa{>er  tender,  a  separate 
tender  must  be  submitted  for  that 
customer  that  includes  the  amount  of 
the  net  long  position. 


I3S6.1S 

(a)  Submitters.  By  submitting  a  tender 
for  a  security,  a  submitter  is  deemed  to 
have  certified  that  it  is  in  compliance 
Mrith  this  part  and  the  offering 
announcement  governing  the  sale  and 
issue  of  the  seciuity.  Further,  the 
submitter  is  deemed  to  have  certified 
that  the  informatioa  provided  on  the 


tender  with  regard  to  bids  for  its  own 
account  is  accurate  and  complete,  and 
that  the  information  provided  on  the 
tender  with  regard  to  bids  for  customers 
accurately  and  completely  reflects 
information  provided  to  it  by  its 
customers  or  intermediaries.  Prior  to 
submitting  a  computer  tender,  a 
submitter  must  have  on  file  a  written 
certification  that  the  submitter  is 
certifying,  each  time  it  submits  a 
computer  tender,  that  it  is  in 
compliance  with  this  part  and  the 
applicable  offering  announcement.  The 
certification  must  he  signed  and  dated 
by  an  authorized  person  on  behalf  of  the 
submitter,  be  filed  with  the  Federal 
Reserve  Bank  to  which  the  computer 
tender  is  submitted,  and  be  renewed  at 
least  annually. 

(b)  Intermediaries.  By  forwarding  a 
bid.  an  intermediary  is  deemed  to  have 
certified  that  it  is  in  compliance  with 
this  part  and  the  offering  announcement 
governing  the  sale  and  issue  of  the 
seciirity.  Further,  the  intermediary  is 
deemed  to  have  certified  that  the 
information  provided  to  a  submitter  or 
other  intermediary  with  regard  to  bids 
for  its  own  account  is  accurate  and 
complete,  and  that  the  information 
provided  to  a  submitter  or  other 
intermediary  with  regard  to  bids  for 
customers  accurately  and  completely 
reflects  information  provided  to  it  by  its 
ciutomers  or  intermediaries. 

(c)  Customers.  By  bidding  for  a 
security,  a  customer  is  deemed  to  have 
certified  that  it  is  in  compliance  with 
this  part  and  the  offering  announcement 
governing  the  sale  and  issue  of  the 
security  and  that  the  information  it 
provided  to  the  submitter  or 
intermediary  in  connection  with  the  bid 
is  accurate  and  complete. 

S3Se.16    ResponalbHHy  for  payment 

A  bidder  agrees  to  pay  the  settlement 
amount  for  any  securities  awarded  to  it 
in  the  auction.  {See  §  356.25.)  In 
addition,  certain  payments  or  provisions 
for  payment  are  required  at  the  time  a 
tender  is  submitted.  The  specific 
requirements,  outlined  in  this  section, 
depend  on  whether  awarded  securities 
will  be  delivered  to  TREASURY  DIRECT 
or  the  commercial  book-entry  system. 

(a)  TREASURY  DIRECT.  For  securities 
to  be  held  in  TREASURY  DIRECT, 
payment  of  the  par  amount  and 
announced  accrued  interest,  if  any, 
must  be  submitted  with  the  tender 
unless  other  provision  has  been  made, 
such  as  provision  for  payment  by  charge 
to  the  funds  account  of  a  depository 
institution. 

(1)  Payment  with  tender.  For  bills, 
payment  must  be  by  cash,  depository 
institution  (cashier's  or  teller's)  check. 


lade-'' 


certified  diedi.  currently  dated 
Treasury  or  fiscal  agency  check  mac 
payable  to  the  bidder,  or  definitive 
Treasury  securities  maturing  on  or 
before  the  issue  date  of  the  securities 
being  auctioned,  but  which  are  not 
overdue  as  defined  in  the  general 
regulations  governing  United  States 
securities  (31  CFR  306.25).  Also, 
maturing  securities  held  in  TREASURY 
DIRECT  may  be  used  as  payment  for 
new  securities  that  are  being  ofiered. 
provided  that  the  appropriate 
transaction  request  is  received  timely. 
For  notes  or  bonds,  payment  must  be  in 
one  of  the  forms  described  above  for 
bills,  or  by  personal  check.  Checks 
submitted  to  a  Federal  Reserve  Bank 
must  be  made  payable  to  that  Bank  and 
chedu  submitted  to  the  Bureau  of  the 
Public  Debt  must  be  made  payable  to 
the  Bureau  of  the  Public  Debt. 

(2)  Authorized  charge  to  a  funds 
accmint.  If  a  depository  institution  or 
dealer  sulnnits  a  tender  for  a 
TREASURY  DIRECT  bidder  and 
payment  is  not  submitted  with  the 
tender,  an  authorization  from  a 
depository  institution  to  charge  the 
institution's  funds  account  at  a  Federal 
Reserve  Bank  must  be  submitted  with 
the  tender. 

(b)  Commercial  book-entry  system. 
For  seciuities  to  be  held  in  the 
commercial  book-entry  system,  payment 
of  the  par  amount  and  announced 
accrued  interest,  if  any,  must  be 
submitted  with  the  tender  unless 
provision  has  been  made  for  payment  by 
charge  to  the  funds  account  of  a 
depository  instituU^A. 

(1)  Payment  wim  tender.  Where 
payment  is  submitted  with  the  tender, 
payment  must  be  by  one  of  the  means 
specified  under  paragraph  (a)(1)  of  this 
section. 

(2)  Authorized  charge  to  a  funds 
account.  Where  payment  is  not 
submitted  with  the  tender,  an     «> 
authorization  to  fharge  the  funds 
account  of  a  depository  institution  must 
be  provided  as  follows. 

(i)  A  depository  institution  with  a 
funds  account  submitting  tenders 
directly  to  a  Federal  Reserve  Bank  may 
authorize  the  Bank  to  charge  its  funds 
account  upon  delivery  of  the  securities. 

(ii)  A  suomitter  that  chooses  not  to 
pay  by  charge  to  its  funds  account  or  a 
submitter  that  does  not  have  a  funds 
account  must,  prior  to  the  submission  of 
a  tender,  have  an  approved  autocharge 
agreement  on  file  at  the  Federal  Reserve 
Bank  to  which  the  tender  is  submitted. 
By  submitting  a  tender  for  securities  to 
be  paid  for  under  such  autocharge 
agreement,  the  submitter  authorizes  the 
Federal  Reeserve  Bank  to  provide,  to  the 
depository  institution  whose  funds 
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account  will  be  charged  under  the 
agreement,  notice  of  the  total  par 
amount  of.  and  price  to  be  charged  for, 
securities  awarded  as  a  result  of  the 
submitter's  tender. 

Subpart  C— Determination  of  Auction 
Awards;  Settlement 

$356.20    Determination  of  auction  award*. 

(a)  Determining  the  range  and  amount 
of  accepted  competitive  bids. — (1) 
Accepting  bids.  Determinations  of 
awards  in  auctions  are  made  at  the 
Bureau  of  the  Public  Debt  after  the 
closing  time  for  receipt  of  bids.  In 
determining  auction  awards,  the  Bureau 
of  the  Public  Debt  first  accepts  in  full  all 
noncompetitive  bids  received  by  the 
closing  time  speciBed  in  the  ofl^ering 
announcement.  Then  competitive  bids 
are  accepted,  starting  with  those  at  the 
lowest  yields  or  discount  rates  through 
successively  higher  yields  or  discount 
rates,  up  to  the  amount  required  to  meet 
the  public  offering.  Bids  at  the  highest 
accepted  yield  or  discount  rate  will  be 
prorated  (as  described  in  paragraph 
(a)(2)  of  this  section),  if  necessary.  If  the 
amount  of  noncompetitive  bids  would 
absorb  most  or  all  of  the  public  offering, 
competitive  bids  will  be  accepted  in  an 
amount  determined  by  the  Department 
to  be  sufficient  to  provide  a  fair 
determination  of  the  yield  or  discount 
rate  for  the  securities  being  auctioned. 

(2)  Accepting  bids  at  the  high  yield  or 
discount  rate.  When  the  total  amount  of 
bids  at  the  highest  accepted  yield  or 
discount  rate  exceeds  the  amount  of  the 
public  offering  remaining  after 
acceptance  of  noncompetitive  bids  and 
competitive  bids  at  the  low^  yields  or 
discount  rates,  a  pe^ntage  of  the  bids 
received  at  the  highest  accepted  yield  or 
discount  rate  will  be  awarded.  This 
proration  is  performed  for  the  purpose 
of  ^warding  a  par  amount  of  securities 
close  to  the  public  offering  amount.  The 
percentage  is  derived  by  dividing  the 
remaining  par  amount  needed  to  fill  the 
public  offering  by  the  par  amount  of  the 
bids  recognized  at  the  high  yield  or  rate 
and  rounding  up  to  the  next  whole 
percentage  point. 

(b)  Determining  the  interest  rote  for 
new  note  and  bond  issues.  The  interest 
rate  established  as  a  result  of  the  auction 
will  generally  be  set  at  the  %  of  one 
percent  increment  that  produces  the 
price  closest  to,  but  not  above,  par  when 
evaluated  at  the  weighted  average  yield 
of  awards  to  competitive  bidders. 

(e)  Determining  purchase  prices  for 
awarded  securities.  (See  Appendix  B  for 
formulas  and  tables.  Price  calculations 
will  be  rounded  to  three  decimal  places 
on  the  basis  of  price  per  hiuidred,  e.g., 
99.954.) 


(1)  Muhiple-price  auctions — (i) 
Competitive  bids.  The  price  of  securities 
awarded  to  competitive  bidders  is  the 
price  equivalent  to  each  yield  or 
discotmt  rate  at  which  their  bids  were 
accepted. 

(ii)  Noncompetitive  bids.  The  price  of 
securities  awarded  to  noncompetitive 
bidders  is  the  price  equivalent  to  the 
weighted  average  yield  or  discount  rate 
of  accepted  competitive  bids. 

(2)  Smgfe-price  auctions.  The  price  of 
securities  awarded  to  both  competitive 
and  noncompetitive  bidders  is  the  price 
equivalent  to  the  highest  yield  or 
discount  rate  at  which  bids  were 
accepted. 

$356.21    Proration  of  awards. 

(a)  Awards  to  submitters.  In  auctions 
where  bids  at  the  highest  accepted  yield 
or  discount  rate  are  prorated  under 

§  356.20(a)(2),  the  Federal  Reserve 
Banks  are  responsible  for  prorating 
awards  for  submitters  at  the  percentage 
announced  by  the  Department.  For 
example,  if  80%  is  the  announced 
percentage  at  the  highest  yield  or 
discount  rate,  then  each  bid  at  that  rate 
or  yield  shall  be  awarded  80%  of  the 
amount  bid.  Hence,  a  bid  for  $100,000 
at  the  highest  accepted  yield  or  discount 
rate  would  be  awarded  $80,000.  In  all 
cases,  awards  will  be  for,  at  least,  the 
minimum  to  hold,  and  awards  must  be 
in  an  appropriate  muhiple  to  hold.  For 
example.  Treasury  bills  may  be  issued 
with  a  minimum  to  hold  of  $10,000  and 
multiples  to  hold  of  $5,000.  Where  a 
$100,000  bid  is  accepted  at  the  high 
discount  rate,  and  the  percent  awarded 
at  the  high  discount  rate  was  11%,  the 
award  to  that  bidder  would  be  $15,000, 
because  bills  cannot  be  held  in  an 
amount  of  $1 1 ,000.  Awards  at  the 
highest  accepted  yield  or  rate  are 
adjusted  upwards,  if  necessary,  to  an 
appropriate  multiple  to  hold.  If  tenders 
at  the  highest  accepted  rate  were 
prorated  at.  for  example,  a  rate  of  4%, 
the  award  for  a  $100,000  bid  would  be 
$10,000.  instead  of  $4,000,  in  order  to 
meet  the  minimum  to  hold  for  a  bill 
issue. 

(b)  Awards  to  customers.  In  auctions 
where  bids  at  the  highe^  accepted  yield 
or  discount  rate  are  prorated  under 

§  356.20(a)(2).  depository  institutions 
and  dealers,  whether  submitters  or 
intermediaries,  are  responsible  for 
prorating  awards  for  their  customers  at 
the  same  percentage  as  that  announced 
by  the  Department.  For  example,  if  80% 
is  the  announced  percentage  at  the 
highest  yield  or  discount  rate,  then  each 
customer  bid  at  that  rate  or  yield  shall 
be  awarded  80%.  The  same  prorating 
rules  apply  to  customers  as  apply  to 
submitters. 


$3S&22    Limitation  on  auction  awarda. 

(a)  Awards  to  noncompetitive  bidders. 
The  maximum  award  that  will  be  made 
to  any  bidder  is  $1  million  for  bills  and 
$5  million  for  notes  and  bonds.  This 

.  does  not  apply  to  bidders  bidding  solely 
through  TREASURY  DIRECT 
reinvestment  requests. 

(b)  Awards  to  comoetitive  bidders. 
The  maximum  award  that  will  be  made 
to  any  bidder  is  35%  of  the  public 
offering  less  the  bidder's  net  long 
position  as  reputable  under  §  356.13. 
For  example,  in  a  note  auction  with  a 
$10  billion  pubUc  offering,  a  bidder 
with  a  reported  net  long  position  of  $1 
billion  could  receive  a  maximum 
auction  award  of  $2.5  billion.  When  the 
bids  and  net  long  positions  of  more  than 
one  person  or  entity  must  be  combined 
as  required  by  $  3S6.13(a)(2),  sudi 
combined  amount  will  be  used  for  the 
purpose  of  this  award  limitation. 

$356.23    Announcing  auction  raaulta. 

After  the  conclusion  of  the  aucti<Mi. 
the  Department  will  make  an  ofRda] 
announcement  of  the  auction  results 
through  a  press  release.  The  press 
release  will  include  such  information  as 
the  amounts  of  bids  recognized  and 
accepted,  the  range  of  yields  or  discount 
rates  at  which  securities  wrere  awarded, 
noncompetitive  yield  or  discount  rate, 
proration  percentage,  the  interest  rate 
for  a  note  or  bond,  a  breakdown  of  the 
amounts  of  noncompetitive  and 
competitive  bids  recognized  and 
accepted  from  the  public,  the  amounts 
recognized  and  accepted  from  the 
Federal  Reserve  Banks  for  their  own 
accounts  and  for  foreign  and 
international  monetary  authorities,  and 
the  minimum  par  amount  required  to 
strip  a  STRIPS-eligible  note  or  bond. 

$  356.24/'Nolica  of  awarda;  conflnnatlona. 

(a)  Notice  of  awards.  Notice  of  awards 
will  be  provided  by  a  Federal  Reserve 
Bank  or  the  Department  to  submitters  of 
successful  competitive  bids.  Submitters 
of  noncompetitive  bids  will  be  notified 
only  when  the  price  to  be  paid  by 
noncompetitive  bidders  is  over  par  or  if 
noncompetitive  bids  are  not  accented  in 
full.  • 

(b)  Confirmation  of  award  to 
customer.  A  submitter  submitting  a  bid 
for  customers  ib  responsible  for 
notifying  its  Customers  and 
intermediarim  that  forwarded  bids  to  it 
of  the  awards.  Similarly,  an 
intermediary  is  responsible  for  notifying 
its  customers  and  any  intermediaries 
that  forwarded  bids  to  it  of  the  awards. 

(c)  Confirmation  of  award  and 
settlement  amount  to  a  depository 
institution  having  an  autocharge 
agreement  with  a  submitter.  Not  later 
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than  the  day  after  each  auction,  the 
appropriate  Fedwal  Reserve  Bank  will 
notify  each  depository  institution  that 
has  entered  into  an  autocharge 
agreement  with  a  submitter  as  to  the 
amount  to  be  charged  to  the  institution's^ 
funds  account  at  the  Federal  Reserve 
Bank  on  the  issue  date. 

(d)  Customer  confirmation.  Any 
customer  awarded  a  par  amount  of  $500 
'  million  or  more  in  an  auction  must 
furnish  a  confirmation  including  the 
information  in  paragraphs  (d)  (1)  and  (2) 
of  this  section  to  the  Federal  Reserve 
Bank  to  which  the  bid  was  submitted, 
no  later  than  10:00  a.m.  on  the  day 
following  the  auction.  The  confirmation 
must  be  signed  by  the  customer  or 
authorized  representative  and  must 
include  the  capacity  in  which  such 
representative  is  acting.  A  submitter  or 
intermediary  submitting  or  forwarding  a 
customer  bid  is  responsible  for  notifying 
its  customer  of  this  requirement  if  the 
customer  is  awarded  a  par  amount  of 
$500  million  or  more  as  a  result  of  bids 
submitted  by  the  submitter  or  forwarded 
by  the  intermediary. 

(1)  A  written  confirmation  of  its  bid. 

and 

(2)  A  written  statement  indicating 
whether  it  had  a  reportable  net  long 
position  as  defined  in  §  356.13,  and,  if 
a  position  had  to  be  reported,  the 
amount  of  any  such  position  and  the 
name  of  the  depository  institution  or 
dealer  through  which  the  customer 
requested  that  the  position  be  reported. 

f3S6.2S    Payment  for  awarded  securWes. 

Payment  for  securities  is  to  be 
accomplished  by  the  issue  date. 
Payment  will  be  accomplished  as 
follows: 

(a)  Payment  with  tender.  When 
payment  is  mede  with  the  tender  as 
provided  for  in  §  356.16  (a)(1)  and  (b)(1). 
settlement  is  accomplished  as  follows: 

(1)  When  an  amount  is  due  the 
submitter.  When  the  payment 
previously  remitted  by  the  submitter 
exceeds  the  settlement  amount,  the 
balance  will  be  refunded  to  the 
submitter  following  the  auction. 

(2)  When  the  submitter  must  remit  an 
additimtal  amount.  When  the  settlement 
amount  exceeds  the  payment  previously 
remitted  by  the  submitter,  the  submitter 
will  be  notified  of  the  additional 
amount  due  and  is  responsible  for 
remitting  it  immediately.  Such 
additional  amount  may  be  due  if  the 
auction  calculations  result  in  a  premium 
or  if  accrued  interest  is  due. 

(b)  Payment  by  authorized  charge  to 
a  funds  account.  Where  the  submitter's 
method  of  payment  is  an  authorized 
charge  to  the  funds  account  of  a 
depository  institution  as  provided  for  in 


§§  356.16  (a)(2)  and  (b)(2).  the 
settlement  amount  will  be  charged  to 
the  specified  funds  account  on  the  issue 
date. 

Subpart  D— Miscellaneous  Provlsione 

f  356.30    Paymem  of  prindpel  and  imareat 
on  nolaa  aiMl  bond*. 

Principal  on  notes  and  bonds  will  be 
paid  on  the  maturity  date  as  specified  in 
the  offering  announcement  unless  the 
seouity  is  called  pursuant  to  its  terms 
and  in  accordance  with  appropriate 
public  notice.  Interest  on  notes  and 
bonds  accrues  from  the  dated  date. 
Interest  is  payable  on  a  semiannual 
basis  on  the  interest  payment  dates 
specified  in  the  offering  announcement 
through  the  date  that  the  principal 
becomes  payable.  In  the  event  any 
principal  or  interest  payment  date  is  a 
Saturday,  Sunday,  or  other  day  on 
which  the  Federal  Reserve  Banks  are  not 
open  for  business,  the  amount  is 
payable  (without  additional  interest)  on 
the  next  business  day. 

1356.31     STRIPS. 

(a)  General.  A  note  or  bond  may  be 
designated  in  the  offering 
announcement  as  eligible  for  the 
STRIPS  program.  At  the  option  of  the 
holder,  and  generally  at  any  time  from 
its  issue  date  until  its  call  or  maturity, 
any  such  security  may  be  "stripped." 
i.e.,  divided  into  separate  principal  and 
interest  components  maintained  in  the 
commercial  book-entry  system.  The 
principal  components  of  such  stripped 
security  have  a  single  CUSIP  number 
that  is  different  from  the  CUSIP  number 
of  the  fully-constituted  (unstripped) 
security.  When  an  interest  payment  is 
stripped,  an  interest  component  is 
created  and  the  interest  payment  date 
becomes  the  maturity  date  for  the 
component.  A  short  or  long  first  interest 
payment  and  all  interest  payments 
within  a  callable  period  are  not  eligible 
to  be  stripped  from  the  principal 
component.  All  Interest  components 
with  the  same  maturity  dale  have  the 
same  CUSIP  number,  regardless  of  the 
underlying  security  from  which  the 
interest  paymen^  were  stripped.  The 
CUSIP  numbers  of  all  interest 
components  are  different  from  the 
CUSIP  number  of  any  fully-constituted 
security  and  any  principal  component. 
The  CUSIP  numbers  and  payment  dates 
for  the  principal  and  interest 
components  are  provided  in  the  offering 
announcement  if  not  previously 
announced. 

(b)  Minimum  par  amounts  required 
for  STRIPS.  For  a  note  or  bond  to  be 
stripped  into  the  components  described 
in  paragraph  (a)  of  this  section,  the  par 


amount  of  the  note  or  bond  must  be  in 
an  amount  that,  based  on  its  interest 
rate,  will  produce  a  semiannual  interest 
payment  in  a  multiple  of  $1,000.  Exhibit 
C  to  this  part  provides  the  minimum  par 
amounts  required  to  strip  a  note  or  bond 
at  various  interest  rates,  as  well  as  the 
corresponding  Interest  payments. 
Amounts  greater  than  the  minimum  par 
amount  must  be  in  multiples  of  that 
amount  The  minimum  par  amount 
required  to  strip  a  particular  security 
will  be  providcKl  in  the  press  release 
announcing  the  auction  results. 

(c)  Reconstituting  a  security.  Stripped 
interest  and  principal  components  may 
be  reconstituted,  i.e..  restored  to  their 
fully-constituted  form,  and  maintained 
in  the  commercial  book-entry  system.  A 
principal  component  and  all  related 
unmatured  interest  components,  in  the 
appropriate  minimum  or  multiple 
amounts,  must  be  submitted  together  for 
reconstitution. 

(d)  Applicable  regulations.  Unless 
otherwise  provided  in  this  part,  the 
Department's  general  regulations 
governing  United  States  securities  (31 
CFR  part  306)  apply  to  notes  and  bonds 
separated  into  their  STRIPS 
components. 

S  356.32    Taxation. 

Securities  issued  under  this  part  are 
subject  to  all  applicable  taxes  imposed 
under  the  Internal  Revenue  Code  of 
1986.  Under  section  3124  of  title  31, 
United  States  Code,  the  securities  are 
exempt  from  taxation  by  a  State  or 
political  subdivision  of  a  State,  except 
for  State  estate  or  inheritance  taxes  and 
other  exceptions  as  provided  in  that 
section. 

1356.33  RaMTvation  of  right*. 

The  Secretary  reserves  the  right  to 
accept  or  reject  or  refuse  to  recognize 
any  or  all  bids  or  tenders  submitted 
under  this  part.  The  Secretary  also 
reserves  the  right  to  award  more  or  less 
securities  than  the  amount  of  securities 
specified  in  the  offering  announcement. 
"The  Secretary  further  reserves  the  right 
to  waive  any  provision  or  provisions  of 
this  part  for  any  or  all  bidders  or 
submitters.  Decisions  of  the  Secretary 
under  this  section  shall  be  final. 

1356.34  Remedie*. 

(a)  General.  When  a  [jerson  or  an 
entity  fails  to  comply  with  the 
requirements  of  this  part,  the  Secretary 
will  consider  the  circumstances  of  such 
failure  and  determine  an  appropriate 
remedy.  Such  remedy  may  include 
prohibiting  the  person  or  entity  from 
participating  in  future  auctions  for  its 
own  account,  for  the  account  of  others, 
or  both.  The  Secretary  may  refer  such 
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occurrences  to  the  appropriete 
regulatory  agency  fiar  enbtrcemeat 
action. 

(b  J  Liquidated  damages.  A  bidder  J 
agrees  to  pay  liqiudated  damages  of  0.% 
of  the  par  amount  of  securities  awaided 
the  bidder  in  &a  guntion  if  the  bidder 
fbils  to  pay  for  the  awarded  securities  in 
a  timely  manner.  The  Secretary  may 
waive,  in  whole  or  in  part,  the  payment 
of  liquidated  damages.  Tliia  ligiuffflted 
damages  provision  shall  not  preclude 
the  use  of  any  other  available  remedy. 


S356.3S    naiwiaimnaaf 
offaringa^ 

The  Secrrtary  reoon>es  the  ti^  to 
suppleaaent  or  amend  provisions  ctf  this 
part  The  Secretary  further  reserves  the 
right  to  iBodify  the  terms  and  coDditions 
of  new  securitiea  aiyl  to  depart  firom  the 
customary  pattern  of  securities  ofierings 
at  any  tiaoe.  Public  notice  of  any  sudb 
changes  will  be  provided. 

S  356.36    Papaiwork  Reduction  Ad 
approval. 

The  collections  of  information 
contained  in  §§  356.11.  356.12.  356.13. 
and  356.14,  and  in  appendix  A  of  this 
part  have  been  approved  by  the  Office 
of  Management  and  Budget  under 
control  number  1535-0112. 

Appendix  A  to  Part  356— Bidder 
Definitions 

For  the  purpose  of  this  part  the 
definitions  set  forth  in  this  appendix 
describe  all  of  the  categories  of  bidders 
eligible  to  bid  in  Treasury  auctions. 
These  definitions  are  to  be  used  by 
persons  and  entities  in  determining 
whether  they  are  considered  one  bidder 
or  more  than  one  bidder  for  the  purpose 
of  bidding  in  auctions  and  for  the 
purpoee  of  complying  with  the 
requirements  of  this  part. 
Notwithstanding  these  definitions,  any 
persons  or  raitities  that  intentionally  act 
together  with  respect  to  bidding  in  a 
Treasury  auction  are  considered, 
collectively,  to  be  one  bidder. 

The  following  definitions  will  be  used 
by  the  Department  in  applying 
competitive  and  noncompetitive  award 
limitations  and  related  requirements,  as 
described  in  this  part. 

(a)  Corporatioa — ^A  corporation  and 
all  affiliates,  whether  persons, 
partnerships,  or  other  entities, 
hereinafter  referred  to  as  a  corporate 
structure,  are  considered,  collectively, 
to  be  one  bidder. 

An  affiliate  is  any:  entity  that  is  more 
than  50%  owned,  directly  or  indirectly, 
by  the  corporation;  entity  that  is  more 
than  50%  owned,  directly  or  indirectly, 
by  any  other  affiliate  of  the  corporation: 
person  or  entity  that  owns,  directly  or 


indirectly,  more  than  50%  of  the 
corporalioB;  peraoa  or  eirttty  that  owns, 
directly  or  iiuiirectty.  more  than  50%  ot 
any  other  affiliate  of  the  corporation;  or 
entity,  a  laaiority  of  whose  board  of 
diradors  or  a  majority  ci  wAose  general 
partnen  are  dixactors  or  officers  of  the 
corporation  or  of  any  affiUate  of  the 
corporatioa. 

Under  certain  ciicinnst«K:es,  one  or 
more  major  organizational  components 
(e.g.,  the  parent  or  a  subsidiary)  in  a 
corporate  stractuie,  either  separately  w 
tog^er  with  one  or  more  other 
oiganizatiooai  components  hi  die 
corporate  structure,  may  be  recognized 
as  a  bidder  septvate  from  the  )»ger 
corporate  structure.  AH  of  the  foHowing 
criteria  nmst  be  met  for  such  component 
or  components  to  qualify  for  recognition 
as  a  sep««te  bidder 

(1)  Such  component  or  components 
must  be  prohibited  by  law  or  regulation 
from  exchffiiging,  or  must  have 
estabU^ied  written  internal  procedures 
(i.e.,  Chinese  walls}  designed  to  prevent 
the  exchange  of,  information  related  to 
bidding  in  Treasury  auctions  with  any 
other  component  in  the  corporate 
structure; 

(2)  Such  componwit  or  components 
must  not  be  created  for  the  purpose  of 
circumventing  the  Department's  bidding 
and  award  limitations; 

(3)  Decisions  related  to  purchasing 
Treasury  securities  at  auction  and 
p»ticipetion  in  specific  auctions  must 
be  made  by  employees  of  such 
componerrt  or  components.  Employees 
of  such  component  or  components  that 
make  decisions  to  purchase  or  dispose 
of  Treasury  securities  must  not  perform 
the  same  hmction  for  other  components 
within  the  corporate  structure;  and 

(4)  The  records  of  such  component  or 
components  related  to  the  bidding  for, 
acquisition  of,  and  disposition  olT 
Treasury  securities  must  be  maintained 
by  such  component  or  components, 
liiose  records  must  be  identifiable- 
separate  and  apart  from  similar  records 
for  other  components  within  the 
corporate  structure. 

To  obtain  rei^ognition  as  a  separate 
bidder,  each  component  or  group  of 
components  must  request  such 
recognition  from  the  Department, 
provide  a  description  of  the  component 
or  group  and  its  positim  within  the 
corporate  structiue,  and  provide  the 
following  certification: 

[Name  of  the  btdderl  hereby  certifies  that 
to  the  best  of  its  knowledge  and  belief  it 
meets  the  criteria  for  a  separate  bidder  as 
described  in  appendix  A  to  31  CFR  part  356. 
The  above-named  bidder  also  certifies  that  it 
has  established  written  poficies  or 
procedwcs,  iochiding  ongoing  comfrfiance 
monitoring  processes,  that  are  designed  to 


prsvant  the  rranponent  or  9<oup  of 
coBipoBKiits  firoaK 

(1)  P-whimging  any  of  the  fbiknr^g 
information  with  any  other  part  of  Ota 
corporate  structure:  (a)  Yields  or  rates  at 
which  it  plans  to  bid;  (b)  ammii^tg  of 
securities  for  which  it  plans  to  bid;  (c) 
positions  that  it  holds  or  plans  to  acqaire  in 
a  security  being  auctioned:  and  (d) 
iavmtramit  strategies  that  it  plans  to  fallow 
regarding  the  security  being  auctioned,  or 

{2)  hi  aay  way  intootioaally  actiag  together 
writb  any  other  part  of  tfaa  cotponte  itructufe 
with  ra^Mct  to  {onmiktiDg  or  antertngbeda 
in  a  Treasury  auction. 

The  above-named  ludder  agree*  that  it  will 
promptly  notify  the  Department  in  writing 
when  any  of  the  informatitMi  provided  to 
obtain  separate  bidder  status  changes  or 
when  this  certification  is  no  longer  valid. 

(b)  Partnashif>—h  partnership  fbr 
which  the  bHemal  Revenue  Service  has 
assigned  a  tax-identification  number, 
general  partners  acting  on  behalf  of  the 
partnership;  and  all  affiliates,  whether 
persons,  corporations,  or  other  entities; 
hereinafter  referred  to  as  a  partnership 
structure,  are  considered,  collectively, 
to  be  one  bidder.  A  partnership 
structure  that  contains  one  or  man 
corporations  is  considered  one  bidder 
under  either  this  "partnership"  category 
or  the  "corporation"  category,  but  not 
both. 

An  affiliate  is  any:  Entity  that  is  more 
than  50%  owned,  directly  at  indirectly, 
by  the  partnership;  entity  that  is  more 
than  50%  owned,  directly  or  indirectly, 
by  any  other  affiliate  of  the  pwtnership; 
person  or  entity  that  owns,  directly  or 
indirectly,  more  than  50%  of  the 
partnership:  person  or  entity  that  owns, 
directly  at  indirectly,  more  than  50%  of 
any  other  affiHate  of  the  partnership:  or 
entity,  a  majority  of  whose  general 
partners  or  a  raaiority  of  whose  bowd  of 
directors  are  general  partners  or 
directors  of  the  partnership  or  of  any 
affiliate  of  the  partnership. 

'Tnder  certain  circumstances,  one  or 
more  major  organizational  components 
(e.g.,  the  partnership  or  a  subsidiary)  in 
a  partnership  structture,  either  s^arately 
or  together  writh  one  or  more  other 
organizational  components  in  the 
partnership  structure,  may  be 
recognized  as  a  bidder  separate  from  the 
larger  partnership  structure.  All  of  the 
following  criteria  must  be  met  for  such 
component  or  components  to  qualify  for 
recognition  as  a  separate  bidder  ' 

(1)  Such  compfMient  or  components 
must  be  prohibited  by  law  or  regulation 
from  exchanging,  or  must  have 
established  written  internal  procedures 
(i.e..  Chinese  wails)  designed  to  prevent 
the  exchange  of,  information  related  to 
bidding  in  Treasury  auctions  vrith  any 
other  component  in  the  partnership 
structure: 
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(2)  Such  component  or  components 
roust  not  be  created  for  the  purpose  of 
circumventing  the  Department's  bidding 
and  award  hmitations; 

(3)  Decisions  related  to  purchasing 
Treasury  securities  at  auction  and 
participation  in  speciGc  auctions  must 
be  made  by  employees  of  such 
component  or  components.  Employees 
of  such  component  or  components  that 
make  decisions  to  purchase  or  dis{>ose 
of  Treasury  securities  must  not  perform 
the  same  function  for  other  components 
within  the  partnership  structure;  and 

(4)  The  records  of  such  component  or 
components  related  to  the  bidding  for, 
acquisition  of,  and  disposition  of 
Treasury  securities  must  be  maintained 
by  such  component  or  components. 
Those  records  must  be  identifiable — 
separate  and  apart  from  similar  records 
for  other  components  within  the 
partnership  structure. 

To  obtain  recognition  as  a  separate 
bidder,  each  component  or  group  of 
components  must  request  such 
recognition  from  the  Department, 
provide  a  description  of  the  component 
or  group  and  its  position  within  the 
partnership  structure,  and  provide  the 
following  certiBcation: 

IName  of  the  bidder)  hereby  certifies  that 
to  the  l>est  of  its  knowledge  and  lieiief  it 
meets  the  criteria  for  a  separate  bidder  as 
descril)ed  in  appendix  A  to  31  CFR  pari  356. 
The  above-named  bidder  also  certifies  that  it 
has  established  written  policies  or 
procedures,  including  ongoing  compliance 
monitoring  processes,  that  are  designed  to 
prevent  the  component  or  group  of 
components  from:  ^ 

(1)  Exchanging  any  of  the  following 
infonnation  with  any  other  part  of  the 
partnership  structure:  (a)  Yields  m  rates  at 
which  it  plans  to  bid;  (b)  amounts  of 
securities  for  which  it  plans  to  bid;  (c) 
positions  that  it  holds  or  plans  to  acquire  in 
a  security  being  auctioned;  and  (d) 
investment  strategies  that  it  plans  to  follow 
regarding  the  security  being  auctioned,  or 

(2)  In  any  way  intentionally  acting  together 
with  any  other  part  of  the  partnership 
structure  with  respect  to  formulating  or 
entering  bids  in  a  Treasury  auction. 

The  above-named  bidder  agrees  that  it  will 
promptly  notify  the  Department  in  writing 
when  any  of  the  infonnation  provided  to 
obtain  separate  bidder  status  changes  or 
when  this  certification  is  xm  longer  valid. 

(c)  Government-related  entity — (1) 
The  government  of  each  of  the  50  states 
and  of  the  District  of  Columbia  is 
considered  to  be  one  bidder. 

(2)  A  unit  of  local  government, 
including  any  county,  city, 
municipality,  or  township,  or  other  unit 
of  general  government,  as  defined  by  the 
Bureau  of  the  Census  for  statistical 
purposes,  is  considered  to  be  one 
bidder. 


(3)  The  government  of  a 
commonwealth,  territory,  or  possession 
of  the  United  States  is  considered  to  be 
one  bidder. 

(4)  A  governmental  entity,  body,  or 
corporation  established  under  Federal, 
State,  or  local  law  is  considered  to  be 
one  bidder. 

(5)  A  foreign  central  bank,  the 
government  df  a  foreign  state,  or  an 
intemationalprganization  in  which  the 
United  States^lds  membership  is 
considered  to  WT»i»e1Jidder. 

An  investment,  reserve,  or  other  fund 
of  one  of  the  above  government-related 
entities,  not  otherwise  meeting  the 
definition  of  the  "trust  or  other 
fiduciary  estate"  category,  is  considered 
part  of  that  entity  and  not  a  separate 
bidder  unless  applicable  law  requires 
that  the  investments  of  such  fund  be 
made  separately. 

(d)  Trust  or  other  fiduciary  estate— A 
legal  entity  created  under  a  valid  trust 
instrument,  court  order,  or  other  legal 
authority  that  designates  a  trustee  or 
fiduciary  to  act  for  the  benefit  of  a 
named  beneficiary  may  be  considered  a 
bidder.  To  be  considered  a  bidder,  such 
legal  entity  must  be  able  to  be  identified 
by  the  name  or  title  of  the  trustee  or 
fiduciary;  specific  reference  to  the  trust 
instrument,  court  order,  or  legal 
authority  under  which  the  trustee  or 
fiduciary  is  acting;  and  the  unique  IRS- 
assigned  employer  identification 
number  (not  social  security  number)  for 
the  entity.  Further,  it  must  be  the  trustee 
or  fiduciary  who  makes  the  decisions 
related  to  participation  in  auctions  on 
behalf  of  tne  trust  or  fiduciary  estate. 

(e)  Individual— A  person,  whether 
acting  in  his  or  her  individual  capacity, 
as  a  sole  proprietor,  for  any  entity  not 
otherwise  defined  as  a  bidder,  or  in 
more  than  one  such  capacity,  is 
considered  to  be  one  bidder.  When  a 
person  meets  the  definition  of  an 
affiliate  within  a  corporate  or 
partnership  structure  as  defined  above, 
such  person  may  only  be  considered  a 
bidder  in  this  "individual"  category 
when  the  bidder  of  which  they  are  a 
part  is  not  bidding  in  the  same  auction. 
A  person  acting  in  an  official  capacity 
as  an  employee  or  other  representative 
of  a  bidder  defined  in  any  other  category 
is  not  considered  an/'individual" 
bidder  when  acting^n  such  capacity.  A 
person,  his  or  her/spouse,  and  any 
children  under  the  age  of  21  having  a 
common  household  are  considered, 
collectively,  to  be  one  "individual" 
bidder. 

(f)  Other  bidder— A  bidder  defined  by 
any  of  the  above  categories  is  not 
considered  a  bidder  in  this  category.  A 
bidder  not  defined  by  any  of  the  abiove 


categories  may  possibly  be  considered  a 
bidder  in  this  category.  For  purposes  of 
this  definition,  "other  bidder"  means  an 
institution  or  organization  with  a 
unique  IRS-assigned  employer 
identification  number.  This  definition  of 
other  bidder  includes  such  entities  as  an 
association,  church,  university,  tuiion, 
or  club.  This  category  does  not  include 
any  person  or  entity  acting  in  a 
fiduciary  or  investment  management 
capacity,  a  sole  proprietorship,  an 
investment  acxount,  an  inve^ment 
fund,  a  form  of  registration,  ot 
investment  ownership  designation. 

Notwithstanding  the  definitions  in 
this  appendix,  it  is  the  intent  of  the 
Department  that  no  auction  particii>ant 
receive  a  larger  auction  award  by 
acquiring  securities  through  others  than 
it  could  have  received  had  it  been 
considered  a  bidder  luider  these 
definitions. 

Appendix  B  to  Part  356— Formulaa  and 
Tables 

I.  Computation  of  Interest  on  Treasury 
Bonds  and  Notes. 

II.  Formulas  for  Conversion  of  Bond  and 
Note  Yields  to  Equivalent  Prices. 

III.  Computation  of  Purchase  Price, 
Discount  Rate,  and  Investment  Rate  for 
Treasury  Bills. 

I.  Computation  of  Interest  on 
Bonds  and  Notes 

A.  Regular  Half -Year  Payment  Period 

Interest  on  marketable  Treasury  bonds 
and  notes  is  payable  on  a  semiannual 
basis.  The  regular  interest  payment 
period  is  a  full  half-year  of  six  calendar 
months.  Examples  of  half-year  periods 
are:  (1)  February  15  to  August  15.  (2) 
May  31  to  November  30.  and  (3) 
February  29  to  August  31  (in  a  leap 
year).  Calculation  of  an  interest  payment 
for  a  note  with  a  par  amotuit  of  $1,000 
and  an  interest  rate  of  8%  is  made  in 
this  manner:  ($1,000  x  ,08)  ♦  2  =  $40. 
Specifically,  a  semiannual  interest 
payment  represents  one  half  of  one 
year's  interest,  and  is  computed  on  this 
basis  regardless  of  the  actual  number  of 
days  in  the  half-year. 

B.  Daily  Interest  Decimal 

In  cases  where  an  interest  payment 
period  is  shorter  or  longer  than  six 
months  or  where  accrued  interest  is 
payable  by  an  investor,  a  daily  interest 
decimal,  based  on  the  actual  number  of 
days  in  the  half-year  or  half-years 
involved,  must  be  computed.  The 
number  of  days  in  any  half-year  period 
is  shown  in  Table  1. 
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Table  t 


Interest  period 


Beglnnlna  antf  ending  cliytyw  IK  or 
iSlkef  Mm  msnihe  MMtfentif  t 
period  taufnbef  ol  dMS^ 


Regular  yeer 


Um] 


BM^mina  and  andtaQ  diyft  Mi  ttw 


Regulsryear 


Januaiy  loJuly 

Febwaiy  k>  AugMl  ~ 
MaKfttoSepMmbw 

April  10  October 

ktey  10  NowemlMr  _ 
June  to  Oecentar  _ 

Jiiilf  toJaivaiy 

Auguat  to  FetMmy  - 
SepieMber  to  MMdt 
OctobertoAprt. 
NoMrabertoMay 
rto. 


181 

162 

181 

181 

ta2 

184 

184 

184 

183 

183 

183 

184 

184 

184 

183 

183 

183 

184 

184 

184 

164 

184 

184 

181 

181 

182 

182 

182 

183 

181 

181 

182 

182 

162 

183 

1«t 

1M 
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Table  2.— Decimal  R5R  One  Day's  IffTEREsr  on  $1,000  at  Various  Rates  of  Interest,  Payable  Semiannually 
OR  ON  A  Semiannual  Basis,  m  Regular  Years  of  365  Days  and  in  Years  of  366  Days  (To  Determine 
Appucable  Number  of  Days,  See  Table  1). 


Rate  per  arvHjm  (percent) 

I84deye 

llaWyearot 
I83daye 

HaV-yMTOl 
ididnyi 

_ „ „_ „ 

0.003415301 
0.008830601 
0.01024590? 
0.013(W120? 
0.01707B503 
0.020491803 
0.023907104 
0.0Z7322404 
0.030737706 
0.034153006 
0.0375BB306 
0.040983607 
0.044398907 
0.047814208 
0.051229506 
0.054644809 
0.058060109 
0.061475410 
0.064890710 
0.068306011 
0.071721311 
0.075136612 
0.07B551913 
0.081967213 
0.085382514 
0.088797814 
0092213115 
0095628415 
0.099043716 
0.102459016 
0.105874317 
0109289617 
0.112704918 
0.116120219 
0.119535519 
0.122950820 
0.126366120 
0.129781421 
0.133196721 
0.136612022 
0.14002rj22 
0.143442623 
0.146857923 
0.150273224 
0.153688525 
0.157iaTB25 
0.160519126 
0.163934426 
0.167349727 
0.170765027 
0.174180328 
0.177595628 
0.181010929 
0184426230 

0.003434066 
0.006868132 
0010302198 
0.013736264 
0.0TTT70330 
0.020804396 
0.024038482 
0.027472527 
0.030906593 
0.034340659 
0.037774725 
0.041208791 
0.044642857 
0048076923 
0.051510989 
0.054945055 
0.058379121 
0.061813187 
0.065247253 
0.068681319 
0.072115385 
0.075549451 
0.078983516 
0.082417582 
0.085851646 
0.089285714 
0.092719780 
0.096153846 
0.099587912 
0.103021978 
0.106456044 
0.109890110 
0.113.V4176 
0.116758242 
0.120192306 
0.123626374 
0.127060440 
0.130494505 
O.IXiiK'8571 
0.137362637 
0.140796703 
0.144230769 
0.147664835 
0.151098901 
0.154532967 
0.157967033 
0.161401099 
0.164835165 
0.168269231 
0.171703297 
0.175137363 
0.178571429 
0.182005495 
0.185439560 

vw 

0.003396739 

Vr 

0.006793*78 
0.010190217 
■  0.013586957 
0.016883696 
0.020380435 
0.023777174 
0.027173913 
0.03057065? 
0.033967391 
0.037364130 
0.040760870 
0044157609 
0.047554348 
O.CK0951087 
0.054347826 
0.057744565 
0.061141304 
0.064538043 
0.067934^83 
0.071331522 
0.074728261 
0.078125000 
0.081521738 
0.084918478 
0  088315217 
0.091711957 
0095108696 
0.098505435 
0.101902174 
0.105298913 
0.108695652 
0.112092391 
0.115489130 
0.118885870 
0.122282609 
0.125679348 
0.129076087 
0.132472826 
0.1358695^ 
0.139266304 
0.142663043 
0.146059783 
0.14945652? 
0.152853261 
0.156250000 
0.159646739 
0.163043478 
0.166440217 
0.169836957 
0.173233696 
0.176630435 
0.180027174 
0.183423913 

0.006906077 
0.010358116 
0.013812155 

i^ 

0.01726S193 

'-* 
1  .. 

1M 

1^ 
1% 

1% 

1^« 

==Ei==:EEEEEEEEE3^E. 

0.020718232 
0.024171271 
0.02/824309 
0.031077348 
0.034530387 
0.037983425 

■••••*"*■*«""— «.«*«—..» •*..«..••»•....»■.•.....■•.«•.».»• — 

0.041436464 
0.044880603 
0.048342541 
0.051796680 

2.. 

2'/fc 

7^ 

'•"""T- M..M,..^....>..».».....,***^.«.»^.».-.*.H.*....H.**..».— .—  ...*.*.■«**»»......*  .....^ «. 

0.055248619 
0.058701867 
0.062154686 
0.065607736 

2% 

2% 
2<K 
2% 
3  .. 

r4 

- •• ; 

0.069060773 
0.072513812 
0.075966861 
0.079419880 
0.082872928 
0.08632SB67 

3% 

0.069770006 
0.093232044 

3Vfe 

3H 

'" 

0.096686083 
0.100138122 

'W* 

0.103591160 

T<% 

0.1070441M 

4 

0.110497238 

4Mi 

. 

0.113950276 

4V4 

0.117403315 

4^ 

0.120856364 

4'* 
4% 

• -• V : ; ^ 

0.124308382 
0.127782431 

4^4 

0.131215470 

4% 
5  _ 

: 

0.1346686C8 
0.138121547 
0.141574586 

•i'/h 

0145027824 

5H 

, : 

0.148480683 
0.151933702 

•>^ 

0.155386740 

«?Vi 

0.156838779 

Vir 

0.162292818 

6  .. 
6% 

0.165745856 
0.169198885 

f. 

0.172651934 

6^ 
6'*> 

™ 

0.176104872 
0.179558011 

<*H 

0.18301  KI60 

ev. 

0.186464088 
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Table  2-Oecimai.  fw  One  Day's  Interest  on  $1,000  at  Various  Rates  of  Interest,  Payable  Semiannuauy 
on  ON  A  semiannual  Basis,  in  Regular  Years  of  365  Days  and  in  Years  of  366  Days  (To  Determine 
Applicable  Number  of  Days,  See  Table  1).— Continued  


Rata  par  annum  (parcant) 


7  

r/k 

7V.  , 
7^ 

r/i 

7^ 
7% 

8  .... 
8^ 
8% 
8%fc 

8^ 
8% 
8'/% 

9  .... 
9'M 
9V» 
9% 
9</k 

9V,  ... 
9'/fc  „ 

10  ..™ 
tO%  . 
lOVd  . 
10%  . 
10%  . 
10%  . 
10%  . 
10%  . 

11  

11% 
11% 
11% 
11% 
11% 
11% 
11% 

12  .... 
12% 

i2y4 

12% 
12% 
12% 
12%  ... 
12%  ... 

13  

13%  ... 
13V4 
13% 
13% 


13%  

13%  

13%  

14  

14%  

UV*  

14% 

14% 

14% 

14%  

14%  

15  

15%  

IS'A  

15% 

15%  

15%  

15%  

15%  

16 

16% 

16% 

16%  

16%  — 


HaN-yaarol 
184  days 


0.186820652 
0.190217391 
ai93614130 
0.197010670 
0.200407609 
0.203804348 
0.207201087 
0.210597826 
0.213994565 
0.217391304 
0.220768043 
0.224184783 
0.227581522 
0.230978261 
0.234375000 
0.237771739 
a241 168478 
0.244565217 
0.247961957 
0.251358696 
0.254755435 
0.258152174 
0.261548913 
0.264945652 
0.268342391 
0.271739130 
0.275135870 
0.278532609 
0.281929348 
0.285326087 
0288722826 
0.292119565 
0.295616304 
0.296913043 
0.302309783 
0.305706522 
0.309103261 
0.312500000 
0.315896739 
0319293478 
0.322690217 
0.326066957 
0.329483696 
0  332880435 
0.336277174 
0.339673913 
0.343070652 
0346467391 
0.349864130 
0.353260670 
0.356657609 
0.360064348 
0.363451067 
0.366647826 
0.370244565 
0.373641304 
0.377038043 
0.380434783 
0.383831522 
0.387228261 
0.390625000 
0.394021739 
0.397418478 
0.400815217 
0.404211957 
0.407608696 
0.411005435 
0.414402174 
0.417798913 
0.421195652 
0.424592391 
0.427969130 
a431385870 
0.434782609 
0.438179346 
0.441576087 
0.444972826 
I  0.448369565 


Ha»-yaaco< 
183  days 


0187841530 
0.191256831 
0.194672131 
0.196067432 
0.201502732 
0.204918033 
0.206333333 


HaK-yaarof 
182daya 


0.211748634 

0.215163934 

0.216579235 

0.221994536 

0.225409636 

0.228825137 

0.232240437 

0.236655738 

0.239071038 

0.242486339 

0.245901639 

0.249316940 

0.252732240 

0.256147541 

0259562842 

0.262978142 

0.266393443 

0269600743 

0.273224044 

0.276639344 

0.260054645 

0.263469945 

0.286885246 

0.290300546 

0  293715847 

0297131146 

0.300546448 

0  303961749 

0.307377049 

0.310792350 

0.314207650 

0.317622951 

0.321038251 

0324453552 

0.327868852 

0.331284153 

0.334699454 

0.338114754 

0.341530055 

0.344945355 

0  348360656 

0.361775956 

0.355191257 

0.3586065&7 

0.362021858 

0.365437158 

0.368652459 

0372267760 

0375663060 

0379098361 

0362513661 

0.385928962 

0389344262 

0.392759563 

0  396174863 

0399590164 

0403005464 

a406420765 

0.409636066 

0413251366 

0.416666667 

0.420061967 

0.423497268 

0.426912568 

0.430327869 

0433743169 

0.437158470 

0.440573770 

0.443989071 

0447404372 

0.45081 


ro« 

181  days 


0.188873626 

0.192307692 

ai95741758 

0.199T7S824 

0.202609690 

0.206043956 

a209478022 

0.212912068 

0.216346154 

0.219780220 

0.223214286 

0.226648352 

0.230082418 

0.233516484 

0.236950549 

0.240384615 

0.243818681 

0.247252747 

0.250686813 

0.254120679 

0.257554945 

0.260969011 

0.264423077 

0.267857143 

0.271291209 

0.274725275 

0.278159341 

0.281593407 

0.285027473 

0.288461536 

0.291895604 

0.295329670 

0.298763736 

a302197802 

0.306631868 

0.309065934 

0.312500000 

0.315934066 

0.319368132 

0322802198 

0.326236264 

0329670330 

0.333104396 

0.336536462 

0.339972527 

0.343406593 

0.346840659 

0.350274725 

0.353706791 

0.357142857 

0.360576923 

0J64010989 

0.367445055 

0.370879121 

0374313187 

0.377747253 

0.381181319 

0.384615385 

0.388049451 

0.391483516 

0.394917582 

0.396351648 

a401785714 

0.405219780 

0.408653846 

0.412067912 

0.415521978 

0.418956044 

0.422390110 

0.425824176 

0.429258242 

a432692306 

a4361 26374 

0.439560440 

a442994S05 

0.446428571 

a449e62637 

0.453296703 


0.189917127 

0.193370166 

0.196823204 

0.200276243 

0.203729282 

0.207182320 

0.210635359 

0.214068398 

0.217541436 

0.220994475 

0524447514 

0.227900552 

0.231353591 

0.234806630 

0.238259669 

0.241712707 

a245165746 

0.248618785 

0.252071823 

0.255524862 

0.258977901 

0.262430939 

0.2^883978 

0.269337017 

0.272790055 

0.276243094 

0.279696133 

0.283149171 

0.286602210 

0.290055249 

0.293508287 

0.296961326 

0.300414365 

0.303867403 

0.307320442 

a310773481 

0.314226519 

0.317679558 

a321 132597 

0.324585635 

0.328038674 

0.331491713 

0.334944751 

0338397790 

0.341850829 

0.345303867 

0.348756906 

0352209945 

0.355662963 

0.359116022 

0.362569061- 

0366022099 

0  369475138 

0372928177 

0376381215 

0379834254 

0.383287293 

0.386740331 

a3901 93370 

0.393646409 

0.397099448 

a400552486 

0.404005525 

0.407458564 

0.410911602 

0.414364641 

0.417817680 

0.421270718 

a4a4723757 

0.428176796 

0.431629834 

0.435082873 

a438535912 

0.441988950 

0.445441989 

0.448895028 

a452348066 

0.455801105 
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iiannually 
Determine 


0.189917127 

0.193370166 

0.196823204 

0.200276243 

0.203729282 

0.207182320 

0.210635359 

0214068396 

0.217541436 

0.220994475 

0.224447514 

0.227900552 

0.231353591 

0.234806630 

0.238259669 

0.241712707 

0245165746 

0248618785 

0252071823 

0.255524862 

0.258977901 

0262430939 

0.265883978 

0  269337017 

0272790055 

0.276243094 

0.279696133 

0283149171 

0286602210 

0290055249 

0293508287 

0296961326 

0.300414365 

0303867403 

0.307320442 

0310773481 

0314226519 

0.317679558 

0.321132597 

0324585635 

0328038674 

0331491713 

0.334944751 

0338397790 

0341850629 

0.345303867 

O3487S6906 

0352209945 

0.355662983 

0359116022 

O362S69061' 

0366022099 

0369475138 

0372928177 

0.376381215 

0379834254 

0.383287293 

0.386740331 

0390193370 

0.393646409 

0.397099448 

0400552486 

0404005525 

0407458564 

0.410011602 

0.414364641 

0.417817680 

0.421270718 

0424723757 

0.428176796 

0431629834 

0435082873 

0438535912 

0.441988950 

0445441989 

0.448895028 

O4S2348066 

0.455801105 


Table  2,— Decimal  for  One  Day's  Interest  on  $1,000  at  Various  Rates  of  Interest.  Payable  Semiannually 
OR  ON  A  Semiannual  Basis,  in  Regular  Years  of  365  Days  and  in  Years  of  366  Days  (To  Determine 
Appucable  Number  of  Days,  See  Table  1).— Continued 


Rate  per  annum  (percent) 

HaN-yearo( 
184  days 

Half-year  o< 
183  days 

Ha«-yearo( 
182  days 

HaN-yearol 
181  days 

16%  !!!!I!Z    II!I!I!!!!!!/*^!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!~!!!!!!!!I!mZ™ZZZ!!II!!!I 
16% ./ :. 

0.451766304 
0455163043 
0.4.W.'v')9783 
0461 956522 
0.465353261 
0.468750000 
0472146739 
0.475543478 
0.478940217 
0.482336957 
0.485733696 
0.488130435 
0.492527174 
0.495923913 
O4993206.'y> 
0.502717391 
0506114130 
0509510670 
0512907609 
0.51630434« 
0519701087 
0523097826 
0526494565 
0529891304 
O 533288043 
0.536684783 
0540081522 
0.543478261 

0.454234973 
0.457650273 
0.461065,574 
0.464480874 
0.467896175 
0.471311475 
0.474726776 
0.478142077 
0.481557377 
0.484972678 
0.488387978 
0.491803279 
0.495218579 
0.49Af>a3880 
0502049180 
0505464481 
0.508879781 
0512295062 
0.5157iaT«3 
0519125683 
0.522540964 
0.525956284 
0  529371585 
0.532786885 
0.536202186 
0.539617486 
0.543032767 
0.546448067 

0.456730769 
0.460164835 
0.463.59A901 
0.467032967 
0.470467033 
0.473901099 
0.477336165 
0.480769231 
0.48^203297 
0.487637363 
0491071429 
0.494505495 
0.497939560 
0.501373626 
0.504807682 
0.508241758 
051167,'ifi?4 
0.515109890 
0.518543i956 
0.521978022 
0.525412088 
0.528846154 
0.532280220 
0.535714286 
0539148352 
0.542582418 
0546016484 
0549450549 

0.459254144 
0.462707182 
0.466180221 

17 :.. „ 

17%  „.„ 

0.469613260 
0473066298 

17V4  U „ 

17%  „ .^ 

17Vk  „ 

17%  ; 

17%  „ 

0.476519337 
0.479972376 
0.483425414 
0.486878453 
0.490331492 

17% _.  „.„ „ 

Jl'/i  _  

0.493784530 
0497237569 
0.500690608 

i8y4 „ _ 

0  504143646 

.18%  „ _ 

l8Vi  

18%  ..„ 

18%  ; 

18%  „ '. :. 

olllo49724 

0.517955801 
0.521408840 

It  ...., 

0.524861878 

11%  I „ 

0528314917 

1t%  .. 7-.Z^lZ.... ...Z..."...,. \ 1.."...! 

0.531767956 
0.535220994 

1j%  ™_„ ; 

0.538674033 

1#% 

0.542127072 
0.545580110 

11% ..™.. — I j!„ 

^1 _ 

0.549033149 
0.552486188 

C .  Short  First  Payment  Period 

In  cases  where  the  first  interest 
payment  period  for  a  bond  or  note 
covers  less  than  a  full  half-year  period 
(a  "short  coupon"),  the  daily  interest 
decimal  is  multiplied  by  the  number  of 
days  from,  but  not  including,  the  issue 
date  to,  and  including,  the  first  interest 
payment  date,  resulting  in  the  amount 
of  the  interest  payable  per  $1,000  par 
amount.  In  cases  where  the  par  amount 
of  securities  is  greater  than  $1,000,  the 
appropriate  multiple  should  be 
multiplied  by  the  unrounded  interest 
payment  amount  for  $1,000  par  amoiuit. 

Ejuimple.  A  2-year  note  paying  8%% 
iaterest  was  issued  on  July  2, 1990,  with  the 
first  interest  payment  on  December  31, 1990. 
The  number  of  days  in  the  full  half-year 
period  of  June  30  to  December  31, 1990,  was 
l84  (see  Table  1).  The  number  of  days  for 
which  interest  actually  accrued  was  182  (not 
including  July  2,  but  including  December  31). 
Tlie  daily  interest  decimal.  $0.227561522 
(see  Table  2.  line  for  8%%.  under  the  column 
for  half-year  of  184  days),  was  multiplied  by 
1B2,  resulting  in  a  payment  of  $41.419837004 
per  $1,000.  Because  the  note  was  issued  in 
alminimum  denomination  of  SS.OOO, 
$41.419837004  was  multiplied  by  5,  resulting 
in  a  payment  of  $207.099185020,  or  $207.10, 
f<>r  a  $5.0G0  note.  For  $20,000  of  these  notes, 
Sit  1.4 1963 7004  would  be  multiplied  by  20. 
resulting  in  a  payment  of  $828.39674008 
($828.40). 

^.  Long  First  Payment  Period 

j  In  cases  where  the  first  interest 
payment  period  for  a  bond  or  note 


covers  more  than  a  full  half-year  period 
(a  "long  coupon"),  the  daily  interest 
decimal  is  multiplied  by  the  number  of 
days  from,  but  not  including,  the  issue 
date  to,  and  including,  the  last  day  of 
the  fractional  period  that  ends  one  full 
half-year  before  the  interest  payment 
date.  That  amount  is  added  to  the 
regular  interest  amount  for  the  full  half- 
year  ending  on  the  first  interest  payment 
date,  resulting  in  the  amount  of  interest 
payable  for  $1,000  par  amount.  In  cases 
where  the  par  amount  of  securities  is 
greater  than  $1,000,  the  appropriate 
multiple  should  be  applied  to  the 
unrounded  interest  payment  amount  for 
$1,000  par  amount. 

Example.  A  5-year  2-month  note  paying 
7%%  interest  was  issued  on  December  3, 
1990.  with  the  first  interest  payment  due  on 
August  15, 1991.  Interest  for  the  regular  half- 
year  p>ortion  of  the  payment  was  computed 
to  be  $39,375  per  $1,000  par  amount.  The 
fractional  portion  of  the  payment,  from 
December  3  to  February  15,  fell  in  a  184-day 
half-year  (August  15. 1990,  to  February  15, 
1991).  Accordingly,  the  daily  interest 
decimal  for  T'^%  was  $0.213994565.  This 
decimal,  multiplied  by  74  (the  number  of 
days  from  but  not  including  December  3, 
1990,  to  and  including  February  15),  resulted 
in  interest  for  the  fractional  portion  of 
$15.835597810.  When  added  to  $39,375  (the 
normal  interest  payment  portion  ending  on 
August  15, 1991),  this  produced  a  first 
interest  payment  of  $55.210397810,  or  $55.21 
per  $1 ,000  par  amount.  For  $7,000  par 
amount  of  these  notes,  $55.210597810  wovtld 


be  multiplied  by  7,  resulting  in  an  interest 
payment  of  $386.474184670  ($386.47). 

E.  Accrued  Interest 

Accrued  interest  will  be  payable  by 
the  purchaser  of  a  Treasury  bond  or  note 
when  interest  accrues  prior  to  the  issue 
date  of  the  security.  Because  the 
purchaser  receives  a  full  interest 
payment  despite  having  held  the 
security  for  only  a  portion  of  the  interest 
payment  period,  the  Department  is 
compensated  through  the  payment  of 
accrued  interest  at  settlement. 

If  accrued  interest  covers  a  fractional 
portion  of  a  full  half-year  period,  the 
number  of  days  in  the  full  half-year 
period  and  the  stated  interest  rate  will 
determine  the  daily  interest  decimal  to 
be  used  in  computing  the  accrued 
interest.  The  decimal  is  multiplied  by 
the  number  of  days  for  which  interest 
has  accrued.  If  a  reopened  bond  or  note 
has  a  long  first  interest  payment  period 
(a  "long  coupon"),  and  the  dated  date 
for  the  reopened  issue  is  less  than  six 
full  months  before  the  first4Lterest 
payment,  the  accrued  interest  will  fall 
into  two  separate  half-year  periods,  and 
a  separate  daily  interest  decimal  must 
be  multiplied  by  the  respective  number 
of  days  in  each  half-year  period  during 
which  interest  has  accrued.  All  accrued 
interest  computations  are  rounded  to. 
five  decimal  places  for  a  $1,000  par 
amount,  using  normal  rounding 
procedures.  Accrued  interest  for  a  par 
amount  of  securities  greater  than  $1,000 
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is  calculated  by  applying  the 
appropriate  multiple  to  accrued  interest 
payable  for  $1,000  par  amount,  taken  to 
Ave  decimal  places. 

Examples.  (1)  Inmlving  One  Half-Yeer:  A 
bond  paying  interest  at  a  rate  of  8V4%, 
originally  issued  on  August  15, 1990.  as  a  30- 
year  bond  with  a  first  interest  payment  date 
of  February  15, 1901 .  was  reoperied  as  a  29- 
year  9-inontb  bond  on  November  15, 1990. 
Interest  had  actxued  for  92  days,  from  August 
15  to  November  15.  The  regular  interest 
period  from  August  15  to  February  15, 1991, 
covered  184  days.  Accordingly,  the  daily 
interest  decimal.  S0.237771739,  multiplied 
by  92.  resulted  in  accrued  interest  payable  of 
$21.874999988,  or  $21.87500.  for  each  $1,000 
bond  purchased.  Htbe  bonds  have  a  par 
amount  of  $150,000.  then  150  is  multiplied 
by  $21  Jt7500,  resulting  in  an  amount  payable 
of  $3081 .25. 

(2)  Involving  Two  Holf-Yean:  A  10%% 
bond,  originally  issued  on  July  2, 1985,  as  a 
20-year  1 -month  bond,  with  a  first  interest 
payment  date  of  February  15, 1986,  was 
reopened  as  a  19-year  10-roonth  bond  on 
November  4, 1985.  Interest  bad  accrued  for 
44  days,  from  ^lty  2  to  August  15, 1985, 
during  a  181-day  haU^year  (February  15  to 
August  15);  and  for  81  days,  from  August  15 
to  November  4,  diving  a  184-day  half-year 
(August  15, 1985.  to  February  15, 1986). 
Accordingly,  $0.296961326  was  multiplied 
by  44,  and  $a2921 19565  was  multiplied  by 
81,  resulting  in  products  of  $13.066298344 
and  $23.661684765  which,  added  together, 
resulted  in  accrued  interest  payable  of 
$36.727983109,  or  $36.72798,  for  each  $1,000 
bond  purchased.  If  the  bonds  have  a  par 
amount  of  $11,000,  then  11  is  multiplied  by 
$36.72798,  resulting  in  an  amount  payable  of 
$404.00778  ($40^.01). 

II.  Formulas  for  Conversion  of  Bond 
and  Note  Yields  to  Equivalent  Prices  * 

Definitions 

Reprice  per  100  (dollars),  rounded  to  three 
places,  using  normal  rounding 
procedures 
Otbe  regular  annual  interest  per  $100, 
payable  semiannually,  e.g.,  10.125  (the 
decimal  equivalent  of  a  10*/W%  interest 
rate) 
i=nominal  annual  rate  of  return  or  yield  to 
maturity,  based  on  semiannual  interest 
payments  and  expressed  in  decimals, 
e.g.,  .0719 
n^number  of  full  semiaimual  periods  from 
the  issue  date  to  maturity,  except  that,  if 
the  issue  date  is  a  coupon  fr^uency 
I  date,  n  will  be  one  less  than  the  number 

i  of  full  semiannual  periods  remaining  to 

j  maturity.  Coupon  frequency  dates  are  the 

I  two  semiannual  dates  based  on  the 

I  maturity  date  of  each  note  or  bond  issue. 

i  For  example,  a  security  maturing  on 

I  November  15, 1995,  would  have  coupon 

frequency  dates  of  May  1 5  and 
November  15. 


'  In  the  foilowing  exunplos,  iotennediale 
rounding  it  used  to  allow  tb«  reader  to  follow  (be 
cakulatioot.  In  actual  practica,  the  Oepartinent 
floe*  not  round  prior  to  detannlning  the  final  reault. 


r=(l)  number  of  days  from  the  issue  date  to 
the  first  interest  payment  (regular  or 
short  first  payment  period),  or  (2) 
number  of  days  in  fractional  portion  (or 
"Initial  short  period")  of  long  first 
payment  period 

s=(1]  number  of  days  in  the  full  semiannual 
period  ending  on  the  first  interest 
payment  date  (regular  or  short  first 
payment  period),  or  (2)  number  of  days 
in  the  full  semiannual  period  in  which 
the  fractional  portion  of  a  long  first 
payment  period  fialls,  ending  at  the  onset 
of  the  regular  portion  of  the  first  interest 
payment 

v^1/|l+(i/2)l"=present  value  of  1  due  at  the 
end  of  n  periods 

ao=(l-v")/(i/2)=v+v*-fv*-»- .  .  .  +v^present 
value  of  1  per  period  for  n  periods 

A=accrued  interest 

A.  For  bonds  and  notes  with  a  regular 
first  interest  payment  period: 

Formula: 
P|1>(r/s)(i/2)l=(C/2)(r/s)+(C/2)a.,-»-100v" 

Example: 

For  an  8V4%  30-year  bond,  issued  May  15. 
1990,  due  May  15,  2020,  with  interest 
payments  on  November  15  and  May  15, 
solve  for  the  price  per  100  (P)  at  a  yield 
of  8.84%. 

Definitions: 

C=8.75 

1^.0884 

r>184  (May  15  to  November  15, 1990) 

s=184  (May  15  to  November  15, 1990) 

n>59  (There  are  60  full  semiannual  periods, 
but  n  is  reduced  by  1  because  the  issue 
date  is  a  coupon  frequency  date.) 

v-=1/|(l*.0884/2)]*«,  or  .077940 

a«=(1-  077940)/.0442,  or  20.861086 

Resolution: 

P|1*(r/s)(i/2)}=(C/2)(r/s)+(C/2)a"-^10O  v"  or 
P(1-m84/184)(.0884/2))=(8.75/2Ml84/ 

184)+(8.75/2)(20.861086)+100(.077940) 
(l)Ptl+.0442l=4.375+91.267251+7.7940 

(2)  P|1.0442|=103.436251 

(3)  P:il03.4362S1-^1.0442 

(4)  P=99.057892 

(5)  P=99.058 

B.  For  bonds  and  notes  with  a  short 
first  interest  payment  period: 

Formula: 

P|1+(r/s)(i/2))=(Cy2)(r/s)-f(C/2)a„+100v" 

Example: 

For  an  8'/i%  2-year  note,  issued  April  2, 
1990.  due  March  31, 1992,  with  interest 
payments  on  September  30  and  March  31, 
solve  for  the  price  per  100  (P)  at  a  yield  of 
8.59%. 
Definitions: 

C=8.50 

i=.08S9 

n=3 

r=18t  (April  2  to  September  30, 1990) 

s=183  (March  31  to  September  30, 1990) 

v^l/((1+.0859/2)] ».  or  .881474 

a„=(1-.881474)/.04295.  or  2.759627 

Resolution: 

P|l*(r/8Ml/2)l=(C/2)(r/s)+(C/2)a,-f  100  v»  or 
Pll-»-(181/183)(.0859/2))=(8.50/2}(181/ 

183)+(8.50/2){2.759627)+100(.881474) 


(1)P!1*.042481)=4.203552+    1 
11.728415+88.1474  I 

(2)  P|1.04248H=104.079367 

(3)  P=104. 079367*1. 042481 

(4)  P=99.838143 

(5)  P=99.838 

C.  For  bonds  and  notes  with  a  long 
first  interest  payment  period: 
Formula: 
Pllf(r/s)(i/2)l=|(C/2)(r/s))v-^(C/2)a„*100v- 

Example: 

For  an  8V.i%  5-year  2-month  note.  Issued 
March  1. 1990.  due  May  15. 1995,  with 
interest  payments  on  November  15  and  May 
15  (first  payment  on  November  15, 1990), 
solve  for  the  price  per  100  (P)  at  a  yield  of 
8.53%. 
Definitions: 
06.50 
1^.0853 
n=10 
r=75  (March  1  to  May  15, 1990,  which  is  the 

fractional  portion  of  the  first  interest 

payment) 
ss181  (November  15, 1989,  to  May  15, 1990) 
v=1/(1-»-.0853/2),  or  .959095 
v^=l/(1■f.0853/2) '",  or  .658589 
a,H=(1-  658589)/.04265,  or  8.004947 

Resolution:  * 

P(H-(r/s)(i/2))=((C/2)(r/s)Jv+(a2)a«+100  v"  or 
P|l+(75/181)(.0853/2))=l(8.50/2)(75/181)l 

.959095+(8.50/  . 

2)(8.004  947)-»- 1 00(.658589) 

(1)  P|1-t-.017673l=1.689014* 

34.021025+65.8589 

(2)  PI1.017673J=101.568939 

(3)  P=101. 568939+1.01 76731 

(4)  P=99.805084  > 

(5)  P=99.805  I 

D.  (1)  For  bonds  and  notes  reopened 
during  a  regular  interest  period  where 
the  purchase  price  includes 
predetermined  accrued  interest. 

(2)  For  new  bond  and  note  issues 
accruing  interest  from  the  coupon 
frequency  date  immediately  preceding 
the  issue  date,  with  the  interest  rate 
established  in  the  auction  being  used  to 
determine  the  accrued  interest  payable 
on  the  issue  date. 
Formula: 

(P+A)I1+(r/sMl/2)l=C/2+(C/2)a.+100v" 
Where:  A=i(s-r)/s)(C/2) 
Example: 

For  a  9'>i%  10-year  note,  interest  accruing 
from  November  15, 1985,  issued  November 
29, 1985.  due  November  15, 1995,  with 
Interest  payments  on  May  15  and  November 
15.  solve  for  the  price  per  100  (P)  at  a  yield 
of  9.54%.  Accrued  interest  is  from  November 
15  to  November  29  (14  days). 
Definitions: 
C=9.50 
i=.0954  I 

n=19 

r=167  (November  29, 1985,  to  May  15, 1986) 
8=181  (November  15, 1985,  to  May  15, 1986) 
v"=1/|(l+.0954/2)]'*,  or  .412570400 
a.,=(l-.412570)/.0477,  or  12.315094 
A=|181-167)/181)ip.50/2).  or  .367403 
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Resolution:       i 

■(P+A)|l+(r/s){i/2)]=C/2+(C/2)a„+100  v"  or 
{P+.367403)(l+(167/181)(.0954/2)l=(9.50/ 
2)+(9.50/2)(12.315094)+100(.412570) 

(1)  (P+.367403)|1+.044011J= 

4.75+58.496697+41.2570 

(2)  (P+.367403)|1.04401ll=104.503697 

(3)  (P+.367403)=104.503697+l. 044011 

(4)  (P+.367403)=100.098272 

(5)  P=100.098272-.367403 

(6)  P=99.730869 

(7)  P=99.731 

E.  For  bonds  and  notes  reopened 
duqng  the  regular  portion  of  a  long  first 
payment  period: 

Formula: 
(P+A)|l+(r/s)(i/2)l=(r'/s")(C/2)+C/2+(C/ 

2)a„+100  V" 
Where: 
A=Ar+AI 
AI'=(r7s'1(Cy2) 

Al=l(s-r)/s)(C/2)  ' 

and 
r=number  of  days  from  the  reopening  date  to 

the  first  interest  payment  date 
s=numberof  days  in  the  semiannual  period 

for  the  regular  portion  of  the  first  interest 

payment  period 
r'=number  of  days  in  the  fractional  portion 

(or  "initial  short  period")  of  the  first 

interest  payment  period 
s"=number  of  days  in  the  semiannual  period 

ending  with  the  condmencement  date  of 

the  regular  portionjof  the  first  interest 

payment  period    / 
Example: 

A  10y4%  19-year  9-month  bond  due 
August  15.  2005.  is  issued  on  July  2. 1985, 
and  reopened  on  November  4, 1985,  with 
interest  payments  on  February  15  and  August 
15  (first  payment  on  February  15. 1986). 
solve  for  the  price  per  100  (P)  at  a  yield  of 
10.47%.  Accrued  interest  is  calculated  from 
July  2  to  November  4. 
Definitions: 
C=10.75 
i=.1047 
n=39 
r=103  (November  4. 1985,  to  February  15. 

1986) 
s=184  (August  15, 1985.  to  February  15. 

1986) 
r'=44  ()uly  2  to  August  15. 1985) 
s"=181  (Februar>- 15  to  August  15.  1985) 
v"=l/l(l+.1047/2)l'^.  or  .13G695 
a„=(l-.136695)/.05235,  or  10.491022 
AI'=(44/181)(10.75/2).  or  1.306630 
AI'=l(184-103)/184](10.75/2).  or  2.366168 
A=Ar+Al.  or  3.672798 
Resolution: 
(P+A)|l+(r/s)(i/2)l=(r7s")(a2)+C/2+iC/ 

2)a„+100v"  or 
(P+3.672798)|l+(103/184)(.1047/2)]=(44/ 

181)(10.75/2)+10.75/2+(10.75  / 

2)(16.491022)+100(.136695) 
(1)  (P+3.672796)|l+.029305l=l. 306630  + 

5.375+88.639243+13.6695 
(2)(P+3.672798)|1.029305l=108.990373 
(3){P+3.672798)=108.990373+1.029305 

(4)  (P+3.672798)=105.887344 

(5)  P=105.887344-3.672798 


(6)  P=102.214546 

(7)  P=102.215 

F.  For  bonds  and  notes  reopened 
during  a  short  first  payment  period: 
Formula: 
(P+A)(l+{r/s)(i/2))=(r"/s)(C/2)+(C/2)a„+100 

Vo 

Where: 

A=|(r"-r)/sl(C/2) 
and 

r"=number  of  days  from  the  original  issue 
date  to  the  first  interest  payment  date 
Example: 

For  a  \OVz%  8-year  note  due  May  15. 1991. 
originally  issued  on  May  16. 1983,  and 
reopened  on  August  15. 1983,  with  interest 
payments  on  November  15  and  May  15  (first 
payment  on  November  15. 1983).  solve  |or 
the  price  per  100  (P)  at  a  yield  of  10.53%. 
Accrued  interest  is  calculated  from  May  16 
to  August  15. 
Definitions: 
C=10.50 
i=.1053 
n=15 
r=92  (August  15, 1983,  to  November  15, 

1983) 
s=184  (May  15, 1983.  to  November  15. 1983) 
r''=183  (May  16, 1983,  to  November  15. 1983) 
v„=l/[(l+.1053/2)l",  or  .463170 
a.,=(l-.463170)  /  .05265,  or  10.196201 
A=((183-92)  /  1841(10.50/2),  or  2.596467 

Resolution: 

(P  +  A)(l  +  (r/s)(i/2)l  =  (r'7s)(C/2)  +  (C/2)a„ 

+ 100  v„  or 
(P  +  2.596467)11  +  (92/184)(.1053/2)l  =  (183/ 

184)(10.50/2)  +  (10.50/2)(10.196201)  + 

10O(.463170) 

(1)  (P  +  2.596467)11  +  .026325]  =  5.221467  + 

53.530055  +  46.3170 

(2)  (P+2. 596467)11.0263251=105.068522 

(3)  (P+2.596467)+105.068522  -w  1 .026325 

(4)  (P+2.596467)=102.373539 

(5)  P=102.373539-2. 596467 

(6)  P=99.777072 

(7)  P=99.777 

G.  For  bonds  and  notes  reopened 
during  the  fractional  portion  (initial 
short  period)  of  a  long  first  payment 
period: 

Formula: 
(P+A)[l+(r/s)(i/2)|=|(r7s)(C/2)lv+(C/2)a„+100 

v" 
Where: 

A=l(r'-r)/sI(C/2) 
and 
r=number  of  days  from  the  reopening  date  to 

the  end  of  the  short  period 
r'=number  of  days  in  the  short  period 
s=number  of  days  in  the  semiannual  period 

ending  with  the  end  of  the  short  perio^i 

Example; 

For  a  9-V«%  6-year  2-month  note  due 
December  15. 1994,  originally  issued  on 
October  15, 1988,  and  reopened  on 
November  15,  1988,  with  interest  payments 
on  June  15  and  December  15  (first  payment 
on  June  15. 1989).  solve  for  the  price  per  100 
(P)  at  a  yield  of  9.79%.  Accrued  interest  is 
calculated  from  October  15  to  November  15. 


Definitions: 

C=9.75 

i=.0979 

n=12 

r=30  (November  15. 1988.  to  December  15. 

1988) 
s=183  (June  15, 1988,  to  December  15, 1988) 
r'=61  (October  15, 1988.  to  December  15. 

1988) 
v=l/(l+.0979/2).  or  .953334 
v"=|  1/(1 +.0979/2)1'^,  or  .563563 
an=(l-.563563)/.04895,  or  8.915975 
A=|(61-30)/183l{9.75/2).  or  .825820 
Resolution: 
(P+A)|l+(r/s)(i/2))=I(r'/s)(a2)lv+(C/2)a„+100 

V"  or 
(P+.825820Hl+(30/183)(.0979/2)l=|(61/ 

183)(9.75/2)l(.953334)+(9.75/ 

2){8.915975)+100(.563563) 

(1)  (P+.825820)|l +.008025]= 

1 .549168+43.465378+56.3563 

(2)  (P+.82582O)ll.OO8O25]=101. 370846 

(3)  (P+.825820)=101 .370846+1 .008025 

(4)  (P+.825820)=100.563821 

(5)  P=100.563821-.825820 

(6)  P=99.738001 

(7)  P=99.738 

III.  Computation  ofPurchase  Price. 
Discount  Rate,  and  Investment  Rate 
(Coupon-Equivalent  Yield)  for  Treasury 
Bills 

A.  Conversion  of  the  discount  rate  to 
a  purchase  price  for  Treasury  bills  of  all 
maturities: 

Formula: 

P=100  I(l-dr)/360l 

Where: 

d=discount  rate,  in  d(K:imals 

r=number  of  days  remaining  to  maturity 

P=price  per  lOOi(dollars) 

Example: 

For  a  bill  issued  November  24, 1989.  due 
February  22. 1990,  at  a  discount  rate  of 
7.61  %,  solve  for  price  per  100  (P). 
Definitions: 

d=.0761 

r=90  (November  24, 1989  to  February  22, 

1990) 
Resolution: 
P=100  (l-dr/360) 
(1)  P=100  ll-(.0761){90)/360] 
(2)P=100(1-.019025) 

(3)  P=100  (.980975)       . 

(4)  P=98.0975 

(5)  P=98.098 

Note:  Purchase  prices  per  SlOO  are 
rounded  to  three  decimal  places,  using 
normal  rounding  procedures. 

B.  Computation  of  purchase  prices 
and  discount  amounts  based  on  price 
per  $100,  for  Treasury  bills  of  all 
maturities: 

1.  To  determine  the  purchase  price  of 
any  bill,  divide  the  par  amount  by  100 
and  multiply  the  resulting  quotient  by 
the  price  per  $100. 

Example.  To  compute  the  purchase  price 
of  a  $10,000  13-week  bill  sold  at  a  price  of 
S98.098  per  $100,  divide  the  par  amount 
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($10,000)  by  100  to  obtain  the  multiple  (100). 
That  multiple  times  98.098  results  in  • 
purchase  price  of  $9,809.80. 

2.  To  determine  the  discount  amount 
for  any  bill,  subtract  the  purchase  price 
from  the  par  amount  of  the  bill. 

Example.  For  a  $10,000  bill  with  a 
purchase  price  of  $9,809.80.  the  discount 
amount  would  be  $190.20.  or 
$10.000-$9.809.80. 

C.  Conversion  of  prices  to  discount 
rates  for  Treasury  bills  of  all  maturiUes: 

Formula: 


d   = 


100-P        360 
X  

100  r 


Where: 

P=price  per  100  (dollars) 

d=discount  rate 

r=numbcr  of  days  remaining  to  maturity 

Example: 

For  a  26-week  bill  issued  December  30, 1982. 

due  June  30, 1983,  with  a  price  of  $95,930, 

solve  for  the  discount  rate  (d). 

Ocfmitions: 

P=95.930 

r=182  (December  30, 1982,  to  June  30, 1983) 

Resolution: 


100-P    ibO 
X  

100     r 


1)  d  = 


100-55.330    J60 
100       "-82 


decimals,  e.g ,  7.32%.  In  price-basis  auctions, 
discount  rates  calculated  from  prices  were 
rounded  to  three  places,  using  normal 
rounding  procedures. 

D.  Calculation  of  investment  rate 
(coupon-equivalent  yield)  for  Treasury 

bills: 

1.  For  bills  of  not  more  than  one  half- 
year  to  maturity: 
Formula: 


(2)  d=|  0407x1.978022) 

(3)  d=.080506 
(4)d=8.051% 

Note:  Since  April  18, 1983.  bills  have  been 
sold  only  on  a  discount  rate  bissis.  where  the 
discount  rates  bid  are  submitted  with  two 


2.  For  bills  of  more  than  one  half-year 
to  maturity: 

Formula:  P|l+(r-y/2)(i/y)l(1+i/2)  =  100; 
This  formula  must  be  solved  by  using  the 
quadratic  equation,  which  is: 
ax^-^bx-fc=0 

Therefore,  rewriting  the  bill  formula  in  the 
quadratic  equation  form  gives: 


1     = 


100-P        y 

X   

P  r 


Where; 

i=investment  rale,  in  decimals 

P=price  per  100  (dollars) 

r=number  of  days  remaining  to  maturity 

y=number  of  days  in  year  following  the  issue 
date;  normally  365  but,  if  the  year 
following  the  issue  date  includes 
February  29.  then  y  is  366. 

Example: 

For  a  cash  man.-igoment  bill  issued  June  1. 

1990,  due  June  21, 1990.  with  a  price  of 

$99,559  (computed  from  a  discount  rate  of 

7.93%).  solve  for  the  investment  rate  (i). 

Definitions; 

P=99.559 

r=20  (June  1. 1990,  to  June  21, 1990) 

y=365 

Resolution: 


: 00  - P        y 

X    

?  r 


100-99. £59         365 
X    

99.^59  20 


/41 


■.0044:-: 

.080848 
c.C8% 


X  :8.:s>' 


(2)  i=|.0O4430xl8.25l 

(3)  i=.080848 

(4)  i=8.08% 


2y 


.251  r 


p 


and  solving  for  "i"  produces: 


+     V  b-   -    4ac 


1     = 


2a 


Whoro: 

i= investment  rate  in  decimals 

b=r/y 

a=(r/2y)-.25 

c=(P-100)/P  ■     ! 

P= price  p«!r  1 00  ( dol  lars) 

renumber  of  days  remaining  to  maturity 

y=nu'mber  of  days  in  year  following  the  isbuo 
date;  normally  365,  but  if  the  year 
following  the  issue  date  includes 
February  29.  then  y  is  366. 

Example: 

For  a  52-we<;k  bill  issued  June  7, 1990.  due 

June  6, 1991,  with  a  price  of  $92,265 

(computed  from  a  discount  rate  of  7.65%), 

solve  for  the  investment  rate  (i). 

Definitions: 

r=364  (June  7, 1990.  to  June  6, 1991) 

y=365 

P=92.265 

b=364/365.  or  .997260 

a=(364/730)-.25.  or  .24863 

c=(92.265-100)/92.265.  or  -.083835 

Resolution: 
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b  +  V'T^T 


4ac 


1  = 


2a 


.1)  i  = 


997260  +  "^    (.997260)-  -  4 (( .24863)  (-.  083835) ] 

2(. 248630) 


(2)  i  = 


(3)i=(-.997260  +  1.038222)/.4972flO 
(4)i=.040962/.497260 
(S)i=.06237S  or 
(6)1=6.24% 

Extilbit  A  to  Part  356— Sample 
Announcements  of  Treasury  Offerings 
to  the  Public 

I.  Treasury  Quarterly  Financing 

Announcement. 

II.  Treasury  Weekly  Bill  Announcement. 

III.  Treasury  Cash  Management  Bill 

Announcement 

I.  Treasury  Quarterly  Financing 
Announcement 

For  Release  When  Authorized  at  Press 

Conference 
May  1, 19XX 
Contact:  Office  of  Financing, 


-.997260  +  ^    .994528  +  .0833 


76 


497260 


202/219-3350 

Treasury  May  Quarterly  Financing 

The  Treasury  will  auction  two  notes 
and  one  bond  totaling  approximately 
$37,000  million,  to  be  issued  May  15, 
19XX.  This  offering  will  provide  about 
$18,025  million  of  new  cash  and  will 
refund  $18,976  million  of  sectuities 
maturing  that  date. 

In  addition  to  the  pubUc  holdings. 
Federal  Reserve  Banks  hold  $3,662 
million  of  the  maturing  securities  for 
their  own  accounts,  which  may  be 
refunded  by  issuing  additional  amoimts 
of  the  new  securities  at  the  average  yield 
of  accepted  competitive  tenders. 

The  maturing  securities  held  by  the 
public  include  $1,099  million  held  by 


Federal  Reserve  Banlcs  as  agents  for 
foreign  and  international  monetary 
authorities.  Amcnmts  bid  for  these 
accounts  by  Federal  Reserve  Banks  will 
be  added  to  the  offering.  Bids  for  such 
accoimts  will  be  accepted  at  the  average 
yield  of  accepted  competitive  tenders. 

The  9-V4-year  note  and  30-year  bond 
being  offered  today  will  be  eligible  for 
the  STRIPS  program. 

Tenders  will  be  received  at  Federal 
Reserve  Banks  and  Branches  and  at  the 
Bureau  of  the  Public  Debt.  Washington. 
DC. 

Details  about  each  of  the  new 
securities  are  given  in  the  attached 
offering  highUghts  and  in  the  Treasiuy 
Department's  Uniform  Offering  Circular. 


Highli^its  of  Treasury  OfiiBriiigs  May  19XX  Quarterly  Finaiudng 


IMay  1, 19XX] 

Offering  Amount  > S13,5(X)  .- 

Desoiption  of  Ofiering: 

Term  and  type  of  security 3-year  notes  «. 

Series Series  S-19XX » 

CUSIP  number 912827  A7  7 

Auction  date May  7, 19XX : 

Issue  date May  15, 19XX 

Dated  date May  15, 19XX 

Maturity  date May  15. 19XX  , 

Interest  rate Determined  based  on  the  av- 
erage of  accepted  competi- 
tive bids. 

Yield  Determined  at  auction  

'     Interest  payment  dates Nov.  15  and  May  15  

Minimum  bid  amount  ~ $5XXK)  

Multiples  , 5,000  

Accrued  interest  payable  by  investor None 

Premium  or  discount Determined  at  auction  

STRIPS  Information: 

Minimum  amount  required « Not  applicable  .. 

Corpus  CUSIP  number _... Not  applicable  .. 

New  TINT  CUSIP  number : —  Not  applicable  .. 

New  TINT  due  date Not  applicable  ., 


$11,750  million  $11,750  million. 


9y4  year  notes  . 
Series  A-20XX 
912827  ZX  3  .... 
May  8, 19XX  .... 
May  15, 19XX  .. 
Feb.  15, 19XX  .. 
Feb.  15,  20XX  .. 

7y4% 


Determined  at  auction  

August  15  and  February  15 

$1,000  

$1,000  

$19.05387  per  $1.000 

Determined  at  auction  


$800,000  .„ 

912820  AZ  0  ... 
Not  applicable 
Not  applicable 


The  following  rules  apply  to  all  securities  mentioned  above: 
Submission  of  Bids. 

Noncompetitive  bids Accepted  in  full  up  to  $5,000,000  at  the  weighted  average 

bids. 
Competitive  bids  (1)  Must  be  expressed  as  an  annual  yield  with  two  decimals. 


30-year  bonds  of  20XX. 

Bonds  of  May  20XX. 

912810  EJ  3. 

May  9, 19XX. 

May  15. 19XX. 

May  15,  19XX. 

May  15.  20XX. 

Determined  based  on  the  av- 
erage of  accepted  competi- 
tive bids. 

Determined  at  auction. 

Nov.  IS  and  May  15. 

$1,000. 

$1,000. 

None. 

Determined  at  auction. 

Determined  at  auction. 
912803  AW  3. 
912833  LD  0. 
May  15,  20XX. 


yield  of  accepted  competitive 
e.g..  7.10%. 
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(2)  Net  long  position  for  each  bidder  must  be  reported  when  the  sum  of  the  total  bid 
amount,  at  all  yields,  and  the  net  long  position  is  $2  billion  or  greater. 

(3)  The  net  long  position  must  be  determined  as  of  one-half  hour  prior  to  the  closing  tune 
for  receipt  of  competitive  tendws. 

Maximum   Recognized  Bid   at  a  Single  35%  of  offering  amount. 
Yield. 

Maximum  Award  2(5%  of  offering  amount. 

Receipt  of  Tenders:  „  .  _^-      j 

Noncompetitive  tenders Prior  to  12:00  noon  Eastern  tune  on  auction  day. 

Comnetitive  tenders    Prior  to  1:00  pjn.  Eastern  time  on  auction  day. 

Payment  Terms - PuU  payment  with  tender  or  by  charge  to  a  funds  account  on  issue  date. 

n.  Treasury  Weekly  Bill  Aanouncemenl    outstanding  in  the  amount  of  $17,421         discount  rate  of  accepted  competitive 
'  J  million  tenders.  Additional  amounts  may  be 

For  Release  at  2:30  p.m..  October  9.  ^^^^^j  j^^^^  g^^^  j^^, ^  j^  294         issued  for  such  accounts  if  the  aggregate 

rJlfiSt-  Offirp  of  FinanciDB  202/219-  minion  °^  ^^  maturing  bills  for  their  amount  of  new  bids  exceeds  the 

Contact:  Office  of  Fmanang.  202/219-  ^^  accounts,  which  may  be  refunded  aggregate  amount  of  maturing  bills. 

"^^  within  the  offering  amount  at  the  Tenders  for  the  bills  will  be  received 

Treasury's  Weekly  Bill  Offering  wei^ted  average  discount  rate  of  at  Federal  Reserve  Banks  and  Branches 

The  Treasury  will  auction  two  series  accepted  competitive  tenders.  andat  the  Bureau  of  the  PubUc  Debt. 

ofTreasury  bills  totaling  approximately         Federal  Reserve  Banks  hold  $1,104  Washington,  DC. 

$18  800  million .  to  be  issued  October  million  as  agents  for  foreign  and  Details  about  each  of  the  new 

18  19XX.  This  offering  will  provide  international  monetary  authorities.  secunties  are  given  in  the  attacned 

about  $1,375  million  of  new  cash,  as  the  which  may  be  refunded  within  the  offering  highh^its  and  in  the  Treasury 

maturing  weekly  bills  are  currently  offering  amount  at  the  weighted  average  Department  s  Uniform  Offering  Circular. 

Highlights  ofTreasury  Offierings  of  Weekly  Bills 

lOctobw  9. 19XX1 
Oliering  Amount  .- W-^M  °>"»°°  »«•'*«'  °»*"*°°- 

"'^S^P^ty -^bm    182^1^^ 

CUSIP  number 9?2794  VR  Z  »i^7»4  wbu. 

Auction  date  .  a O*^-  ^^-  ^^^^  ^^-  '^'  *^ 

U^SdJte       "  •••  Ort  18. 19XX  Oct.  18, 19XX. 

Mat^Tdate' ::::::::. Jan.  l?.  ISXX Apr.  18. 19XX. 

Cu^ntly  outstanding - - !J^']i^  "'""'° 

Minimum  bid  uoount  ~ • ~ "•••- — ••••• — •• 

Multiples  

The  following  rules  apply  to  all  securities  mentioned  above: 

Submission  of  Bids:  ,  ...  j-  »     .      t ^^t^^  ^r..,^ 

Noncompetitive  bids Accepted  in  full  up  to  $1,000,000  at  the  weighted  average  discount  rate  of  accepted  com- 
petitive bids. 
Competitive  bids  (i)  Must  be  expressed  as  a  discount  rate  with  two  decimals.  e.g..  7.10%. 

(2)  Net  long  position  for  each  bidder  must  be  reported  when  the  sum  of  the  total  bid 
amount,  at  all  discount  rates,  and  the  net  long  position  is  $2  billion  or  greater. 

(3)  The  net  long  position  must  be  determined  as  of  one-half  hour  prior  to  the  closing  time 
for  receipt  of  competitive  tenders. 

Maximum   Recognized  Bid  at  a  Single  35%  of  public  offering. 
Yield. 

Maximum  Award  35%  of  public  offering. 

Receipt  of  Tenders: 

Noncompetitive  tenders Prior  to  12:00  noon  Eastern  time  on  auction  day. 

Competitive  tenders  Prior  to  1:00  p.m.  Eastern  time  on  auction  day. 

Payment  Terms Full  payment  with  tender  or  by  charge  to  a  funds  account  on  issue  date. 


$10,000 ~ $10,000. 

$5,000 $5,000. 


m.  Treasury  Cash  Management  Bill 
Announcement 

For  Release  at  2:30  p.m.August  27. 

19XX 
Contact:  Office  of  Financing,  202/219- 

3350 


Treasury  To  Auction  Cash  Management 
Bills 

The  Treasury  will  auction 
approximately  $5,000  miUion  of  16-day 
Treasury  cash  management  bills  to  be 
issued  September  3. 19XX. 

Competitive  tenders  will  be  received 
at  all  Federal  Reserve  Banks  and 


Branches.  Noncompetitive  tenders  will 
not  be  accepted.  Tenders  will  not  be 
received  at  the  Bureau  of  the  Public 
Debt.  Washington.  DC 

Details  about  the  new  security  are 
given  in  the  attached  offering  highlights 
and  in  the  Treasury  Department's 
Uniform  Offiering  Circular. 
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Hi^lights  of  Treasmy  OffBriag  of  16-Day  Cadi  Management  Bill 

t  (Augiut  27. 18XX1 

OCEsring  Amount $5,000  million. 

Description  of  Otbriog: 

Tenn  andtype  of  tecurity  -    16-day  Cash  Management  Bill. 

CUSIP  number 9127»4  XG  4. 

Auction  date Aug.  29.  19XX. 

Issue  date  ^ Sept.  3, 19XX. 

Maturity  date  - Sept.  19. 19XX. 

Original  Issue  date  Mar.  21. 19XX. 

Currently  outstanding -....    $20,125  milUoa. 

Minimum  bid  amount $l,000,00a 

Multiples $1,000,000. 

Minimum  to  bold  amount  ~.~. $10,000. 

M^iples $5,000. 

Submi^n  of  Bids: 

Noncompetitive  bids Not  accepted. 

Competitive  bids  (1)  Must  be  expressed  as  a  discount  rate  with  two  decimals,  e.g..  7.10%. 

(2)  Net  long  position  for  each  bidder  must  be  reported  when  the  sum  of  the  total  bid 
amount,  at  all  discount  rates,  and  the  net  long  position  is  $2  billion  or  greater. 

(3)  The  net  long  poeition  must  be  determined  as  of  one-half  hour  prior  to  the  closing  time 
for  receipt  of  competitive  tenders. 

Maximum  Recognized  Bid  at  a  Single  Yield  ...  35%  of  offering  amount 

Maximum  Awranl  35%  of  offering  amount. 

Receipt  of  Tenderr  ^^ 

Noncompetitive  tenders ^ Not  accepted. 

Competitive  tenders  Prior  to  1  p.m.  Eastern  time  on  auction  i 

Payment  Terms Full  payment  with  tender  or  by  charge  to  &  funds  account  on  issue  date. 


Exhibit  B  to  Part  356— Sample 
Autodiarge  Agreement  To  Deliver  and 
Charge  for  Securities  Awarded  in 
Department  of  Treasury  Auctions 

Federal  Reserve  Bank  of 


Attention:  (Name  of  Fiscal  OfHcer) 

(Address) 

(Address) 
To  Whom  It  May  Concern: 
I.  The  depository  institution  ("DI") 

and  the  submitting  entity  ("Submitter"). 

as  identified  below,  agree  that 

(a)  The  Submitter  is  authorized  to 
submit  tenders  to  the  Federal  Reserve 
Bank  of ("Bank"); 

(b)  The  Bank  is  authorized  to  deliver, 
as  provided  herein.  Treasury  securities 
awarded  to  the  Submitter  through  the 
aucdon  process: 

(c)  The  Bank,  or  other  Federal  Reserve 
Bank  identified  in  Section  II  below,  is 
authorized  to  charge  the  DI's  funds 
account  for  payment  of  awarded 
securities  that  are  delivered  by  the  Bank 
hereunder.  Such  charge  is  to  be  made  at 
the  same  time  the  securities  are 
delivered; 

(d)  The  Submitter  i    ]  is.  I     ]  is  not 
authorized  to  submit  TREASURY 
DIRECT  tenders.  Where  such  tenders  are 
authorized,  the  Bank  is  instructed  to 
deliver  awarded  securities  to  the 
TREASURY  DIRECT  Book-Entry  System 
and  charge  the  DI's  funds  account  for 
the  securities  delivered;  and 

(e)  The  Bank  I    ]  is.  [    ]  is  not 
authorized  to  deliver  the  awarded 
securities  to  the  DI's  securities  account 
at  a  Federal  Reserve  Bank  other  than  the 
Bank. 


The  above  authorizations  apply  to: 

I    ]  bills 

1    )  notes 

I    i bonds 

II.  For  securities  to  be  delivered  to  a 
Federal  Reserve  Bank  other  than  the 
Bank  receiving  the  tender,  the  Submitter 
must  complete  the  following: 

Awarded  securities  are  to  oe  delivered 
hereunder  by  the  Bank  to  the  DI's 
securities  account  at  the  Federal  Reserve 
Bank  of . 

m.  The  following  wire  instructions 
are  to  be  used  by  the  Bank  to  deliver 
sectirities  to  the  DI: 

Wire  Instructions: 


IV.  General  Provisions. 

This  agreement  is  effective  on  the  date 
it  is  received  by  the  Bank,  although  the 
Bank  normally  %vill  not  act  under  the 
agreement  until  it  has  acknowledged 
receipt  of  such. 

The'Submitter  hereunder  is  the  entity 
submitting  bids  to  a  Bank  for  its  own 
account  or  for  the  account  of  others.  The 
Submitter  is  responsible  to  the  Treasury 
for  full  payment  of  all  secxuities 
awarded,  including  any  securities 
awarded  under  customer  bids  submitted 
by  the  Submitter. 

Any  Fedwal  Reserve  Bank  identified 
herein  is  authorized  to  act  on 
information  in  any  tender  in  the  name 
of  the  Submitter  that  reasonably  appears 
to  be  valid  and  genuine.  The  DI,  by 
executing  this  agreement,  guarantees  the 
authority  and  signature  of  the  person 
signing  this  agreement  on  behalf  of  the 
Submitter. 

This  agreement  will  remain  in  effect 
until  written  notice  is  received  by  the 


Bank  from  either  the  DI  or  the  Submittw 
that  the  agreement  has  been  terminated, 
provided  that  if  securities  are  scheduled 
to  be  delivered  hereimder,  such  notice 
must  be  received  in  accordance  ivith  the 
termination  procedures  hereafter 
described. 

As  to  termination  action  by  the  DI, 
nodes  of  termination  will  not  be 
effective  unless  received  in  writing  by  a 
Fiscal/Securities  Departyient  officer  by 
the  later  of  (i)  5  p.m.  (the  Bank's  time) 
on  the  business  day  prior  to  the  issue 
date  of  the  securities  scheduled  to  be 
delivered  hereunder  or  (ii)  if  the 
submitter  has  authorized  the  Bank  to 
advise  the  DI  of  securities  to  be 
delivered,  two  hours  after  such  advice  is 
sent  by  the  Bank.  Such  termination 
action  by  the  DI  shall  not  affect  the 
Submitter's  responsibility  to  make  full 
payment  for  the  secxirities  awarded.  A 
DI  may,  at  any  time,  waive  in  writing  its 
right  to  terminate  hereunder. 

As  to  termination  action  by  the 
Submitter  after  an  auction  but  prior  to 
delivery  of  awarded  seciuities,  the 
written  notice  of  termination  will  not  be 
effective,  and  this  agreement  shall 
remain  in  full  force  and  elTect,  unless 
the  Submitter  has  provided  to  the  Bank, 
and  the  latter  has  acknowledged,  a  new 
autocharge  agreement  executed  by  a  DI 
having  a  funds  account  at  a  Federal 
Reserve  Bank. 

Written  notices  to  be  sent  hereunder 
in  coimection  with  the  termination  of 
this  autocharge  agreement  shall  be  sent 
by  either  the  Submitter  or  the  DI  to  the 
Bank  authorized  to  receive  tenders 
hereunder. 
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In  the  event  that  this  autocharge 
agreement  is  tenninated,  it  is  the  sole 
responsibility  of  the  party  terminating 
the  agreement  to  notify  the  other  party 
hereto. 
AGREED  TO  BY 


(Full  DI  Name  and  ABA  •) 

Signature: 

Name: 

rule:  

Date: 


having  authority  to  acknowledge  this 
autocharge  agreement. 

Exhibit  C  to  Pari  356— Minimum  Par 
Amounta  for  STRIPS 

Minimum  face  amounts  which  are 
multiples  of  $1000  required  in  order  to 
produce  interest  payments  that  are 
multiples  of  $1000. 


AGREED  TO  BY 

(Full  name  of  Submitter) 

Signature: 

Name: 

Title:  

Date: 


ACKNOWLEDGED  BY:  Federal  Reserve  Bank 

of 

(••Bank*): 

Signature: ^ 

Name: '      " 

Title: 

Dale:  — 


Dl'S  SIGNATURE  AND  WIRE 
INSTRUCTIONS  VERIFIED  BY: 
(For  use  only  by  Federal  Reserve  Bank  named 
in  Section  II  above) 

Signature: 

Name:    — 

Title: 

Dale: 


Federal  Reserve  Bank  of   

bistructions  for  Completing  the 
Autocharge  Agreement 

1.  DEPOSITORY  INSTnrmON:  This 
is  the  DI  whose  funds  account  at  a 
Federal  Reserve  Bank  will  be  debited, 
under  this  autocharge  agreement,  for  the 
price  of  Treasury  securities  awarded  at 
auction  to  the  Submitter.  Also,  this  DI 
must  have  a  book-entry  securities 
account  at  the  Federal  Reserve  Bank  to 
which  securities  will  be  delivered 
against  payment  on  settlement  day 
pursuant  to  the  autocharge  agreement 
and  the  Submitter's  tender  submission. 

2.  SUBMITTER:  The  Submitter  must 
identify  the  full  name  of  the  entity  that 
is  submitting  bids  under  this  autocharge 
agreement.  The  name  shown  on  the 
autocharge  agreement  should  be  the 
same  as  that  appearing  on  related  tender 
forms. 

3.  BANK:  This  is  the  Federal  Reserve 
Bank  to  which  the  Submitter  will  be 
submitting  tenders  in  Treasury  auctions. 

4.  SIGNATURE  FOR  DI:  This  is  the 
signature  of  an  officer  of  the  DI  having 
authority  to  enter  inte  or  terminate  this 
autocharge  agreement>^d  whose 
signature  is  on  file  at  the  Federal 
Reserve  Bank  where  the  DI  has  a  funds 
account.       \  

5.  SIGNATtJRE  FOR  SUBMITTER: 
This  is  the  signature  of  an  officer  of  the 
Submitter  having  authority  to  enter  into 
or  terminate  the  autocharge  agreement. 

6.  SIGNATURE  FOR  BANK:  This  is 
the  signature  of  an  officer  of  the  Bank 


Coupon  (%) 


0.125  .... 
0.250  .... 
0.375  .... 
0.500  .... 
0.625  .... 
0.750  .... 
0.875  .... 
1.000  .... 
1.125  .... 
1.250  .„. 
1.375  .... 
1.500  .... 
1.625  .... 
1.750  .... 
1.875  ... 
2.000  ... 
2.125  ... 
2.250  ... 
2.375  ... 
2.500... 
2.625  ... 
2.750  ... 
2.875  ... 

aooo... 

3.125  ... 

3.250... 

3.375  ... 

3.500  ... 

3.625  ... 

3.750  ... 

3.875  .. 

4  000  .. 

4.125  .. 

4.250  .. 

4.375  .. 

4.500  .. 

4.625  .. 

4.750  .. 

4.875  .. 

5.000.. 

5.125  .. 

5.250  .. 

5.375  .. 

5.500  .. 

5.625  .. 

5.750  .. 

5.875  .. 

6.000.. 

6.125  .. 

6.250  .. 

6.375  ., 

6.500. 

6.625  . 

6.750  . 

6.875  . 

7.000. 

7  125. 

7.250. 

7  375. 

7.500. 

7  825. 

7.750. 

7.875. 

8.000. 

ai25. 

a250. 

a375. 

8.500. 

8.625. 

8.750. 


MInlfnuni  tac8 
(S) 


:::::t 


Interest  pay- 
mem($) 


1600000  00 
800000  00 
1600000.00 
400000.00 
320000.00 
800000.00 
1600000.00 
200000.00 
1600000 JX) 
180000.00 
1600000.00 
400000.00 
1600000.00 
800000.00 
320000.00 
100000.00 
1600000.00 
800000.00 
1600000.00 
80000.00 
1600000.00 
800000.00 
1600000.00 
200000.00 
64000.00 
80000000 
1600000.00 
40000000 
1600000.00 
160000.00 
1600000.00 
50000.00 
1600000.00 
800000.00 
32000a00 
400000.00 
1600000.00 
800000.00 
1600000.00 
40000.00 
1600000.00 
800000  00 
1600000.00 
400000.00 
320000.00 
800000.00 
1600000.00 
100000.00 
1600000.00 
32000.00 
1600000  00 
400000.00 
1600000.00 
800000.00 
320000.00 
20000000 
1600000.00 
800000.00 
1600000.00 
80000.00 
1600000.00 
800000.00 
1600000.00 
25000.00 
320000.00 
800000.00 
1600000.00 
400000.00 
1600000.00 
160000.00 


Coupon  (%) 


1000.00 
1000.00 
3000.00 
1000:00 
1000.00 
3000.00 
7000.00 
1000.00 
9000.00 
1000.00 
11000.00 

3ooaoc 

13000.00 

7000.0C 

3000.00 

1000.00 

17000.00 

9000.00 

19000.00 

1000.00 

21000.00 

11000.00 

23000.00 

3000.00 

1000.00 

13000.00 

27000.00 

7000.00 

29000.00 

3000.00 

3iooaoo 

1000.00 
33000.00 

17000.00 

7000.00 

9000.00 

37000.00 

19000.00 

39000.00 

1000.00 

41000.00 

21000.00 

43000.00 

11000.00 

9ooaoo 

23000.00 
47000.00 

3000.00 
49000.00 

1000.00 
51000.00 
13000.00 
53000.00 
27000.00 
11000.00 

7000.00 
57000.00 
29000.00 
59000.0C 

3000.0C 
61000.00 
31000.0C 
6300aOC 

1000.0C 
13000.00 
33000.00 
67000.00 
17000.00 
69000.00 

7000.00 


a875 

9.000 

9.125 

9.250 

9.375  ...... 

9.500 

9.625 

9.750 

9.875 

10.000  .... 
10.125  .... 
10.250  .... 
10.375  .... 
10.500  .... 
10.625  .... 
10.750  .... 
10.875  .... 
11.000  .... 
11.125  .... 
11.250  .... 
11.375  .... 
11.500.... 
11.625  ... 
11.750  ... 
11.875  ... 
12.000  ... 
12.125  ... 
12.250  ... 
12.375  ... 
12.500  ... 

12  625  ... 
12.750  ... 
12.875  ... 
13.000  ... 

13  125  ... 
13.250  „. 
13.375  ... 
13.500  ... 
13.625  ... 
13.750  .. 
13.878  .. 
14.000  .. 
14.125  .. 
14^50  .. 
14.375  .. 
14.500  .. 
14.625  .. 
-4.750  .. 
14.875  .. 
15.000  .. 
15.125  .. 
15.250  .. 
15.375  .. 
15.500  . 

15  625  .. 
15.750  .. 
15.875  .. 
16.000  .. 
16.125  . 
16.250  . 
16.375  . 

16  500  . 
16.625  . 
16.750  . 
16  875  . 
17.000  . 
17.125  . 
17.250. 
17.375  . 
17.500  . 
17.625. 
17.750  . 
17.875  . 
18.000. 
18.125  . 
18.250. 
18.375 
18.500 
18.625 
18.750 
18.875 
19.000 


MMmumfaca 
($) 


IntarMi  pay- 
ment ($) 


1600000.00 

71000.00 

200000.00 

90oaoo 

teooooooo 

73000.00 

800000.00 

37000.00 

64000.00 

3000JX) 

400000.00 

19000.00 

leooooaoo 

7700a00 

800000.00 

39000.00 

1600000.00 

7900a00 

20ooaoo 

1000.00 

1600000.00 

81000.00 

800000.00 

41000.00 

1600000.00 

8300000 

400000.00 

21000.00 

320000.00 

17000.00 

800000.00 

43000.00 

1800000.00 

87000.00 

200000.00 

11000.00 

1600000.00 

eeooooo 

160000.00 

9000  00 

leooooaoo 

91000.00 

40oooaoo 

23000.00 

1600000.00 

93000.00 

800000.00 

47000.00 

320000.00 

19000.00 

50000.00 

3000.00 

1600000.00 

97000.00 

800000.00 

49000.00 

1600000.00 

9900000 

16000.00 

1000.00 

leooooaoo 

101000.00 

800000.00 

51000.00 

t600000.00 

103000.00 

200000.00 

13000.00 

320000.00 

2iooaoo 

800000.00 

63000.00 

leooooaoo 

t070oaoo 

400000.00 

27000.00 

1600000.00 

109000.00 

180000.00 

11000.00 

1600000.00 

niooaoo 

100000.00 

Tooaoo 

1600000.00 

ii30oaoo 

800000.00 

67ooaoo 

320000.00 

2300a00 

400000.00 

2900a00 

1600000.00 

ii70oaoo 

800000.00 

59000.00 

1600000.00 

119000.00 

40000.00 

3000.00 

1600000.00 

i2iooaoo 

800000.00 

61000.00 

1600000.00 

123000.00 

400000.00 

3iooaoo 

64000.00 

5000.00 

600000.00 

63000.00 

1600000.00 

iz7ooaoo 

25000.00 

2000.00 

1600000.00 

129000.00 

160000.00 

13000.00 

1600000.00 

131000.00 

400000.00 

33000.00 

1800000.00 

133000.00 

800000.00 

67000.00 

320000.00 

-   27000.00 

200000.00 

17000.00 

1600000.00 

137000.00 

800000.00 

69000.00 

1800000.00 

139000.00 

80000.00 

Tooaoo 

1600000.00 

141000.00 

800000.00 

71000.00 

1600000.00 

143000.00 

100000.00 

9000.00 

320000.00 

29000.00 

800000.00 

73000.00 

1600000.00 

147000.00 

400000.00 

3700a00 

1600000.00 

149000.00 

32000.00 

3000.00 

1600000.00 

151000.00 

200000.00 

190CO0O 

InterMl  pay- 
ment ($) 


71000.00 

sooaoo 

73000.00 

37000.00 
.    3000.00 

,19000.00 

77ooaoo 

30000.00 

7900a00 

1000.00 
81000.00 
41000.00 
83000.00 
21000.00 
17000.00 
43000.00 
87000.00 
11000.00 
80000.00 

9000.00 
91000.00 
23000.00 
93000.00 
47000.00 
19000.00 

3000.00 
97000.00 
49000.00 
9900000 

1000.00 

101000.00 

51000.00 

103000.00 

13000.00 

2iooaoo 

53000.00 

t070oaoo 

27000.00 
109000.00 

11000.00 
111000.00 

Tooaoo 

ii30oaoo 

STooaoo 

2300a00 
29000.00 

117000.00 

59000.00 

119000.00 

3000.00 

i2iooaoo 

61000.00 

123000.00 

31000.00 

5000.00 

63000.00 

t270oo:oo 

2000.00 
129000.00 

13000.00 
131000.00 

33000.00 
133000.00 

67000.00 
-  27000.00 

17000.00 
137000.00 

69000.00 
139000.00 

70oaoo 

141000.00 
71000.00 

143000.00 

9000.00 

29000.00 

73000.00 

147000.00 
37000.00 

149000.00 
3000.00 

151000.00 
19000  00 
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Coupon  (%) 


19.125 
19iS0 
19.$7S 
19.$00 
19.f25 


Mintmumlaca 
($) 


1600000.00 
800000.00 
320000.00 
400000.00 

1600000.00 


Interest  pay- 
ment ($) 


Coupon  (%) 


153000.00  19.75& 

77000.00  19.875 

31000.00  20.000 

39000.00 

157000.00 


Mtntonum  lace 
($} 


800000.00 
1600000.00 

10000.00 


Interest  pay- 
ment W 


Dated:  December  24. 1992. 
Marcus  W.  Page, 


TgQQQQQ    Deputy  Fiscal  Assistant  Secretary: 
1 59000.00     {FR  Doc.  93-14  Filed  1-4-93;  8:45  am] 
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DEPARTMENT  OF  HOUSMG  AND 
URBAN  DEVELOPMENT 

Office  of  the  Aselstant  Secretary  for 
Public  and  Indian  Housing 

(Doclwl  No.  M-«3-3657;  FI»-34ia-M-011 

Funding  AvailabUtty  (NOFA)  for  Urban 
Revitalization  Demonstration 

AGENCY:  OfTice  of  the  Assistant 

Secretary  for  Public  and  Indian 

Housing,  Department  of  Housing  and 

Urban  Development  (HUD,  or  the 

Department). 

ACTION:  Notice  of  funding  availability 

for  Fiscal  Year  1993. 

summary:  This  NOFA  announces  the 
availability  of  $300  million  in  funding 
for  implementation  and  planning  grants 
under  the  Urban  Revitalization 
Demonstration  (URD),  which  is 
authorized  by  the  Departments  of 
Veterans  Affairs  and  Housing  and  Urban 
Development,  and  Independent 
Agencies  Appropriations  Act,  1993  (the 
1993  Appropriations  Act)  (Pub.  L.  102- 
389.  approved  October  6, 1992.)  The 
Urban  Revitalization  Demonstration  was 
created  for  the  purpo.se  of  revitalizing 
severely  distressed  or  obsolete  public 
housing  developments.  The  activities  in 
the  program  include  funding  of  the 
capital  costs  of  major  reconstruction, 
rehabilitation  and  other  physical 
improvements,  the  provision  of 
replacement  housing,  management 
improvements,  planning  and  technical 
a.ssistance,  implementation  of 
community  service  programs  and 
supportive  services  or  the  planning  of 
such  activities. 

This  Notice  contains  information  on: 
eligible  applicants,  program 
requirements,  rating  factors,  selection 
criteria,  and  contents  of  applications.  In 
carrying  out  this  demonstration,  the 
Department  of  Housing  and  Urban 
Development  (HUD)  has  chosen  to 
exercise  the  authority  granted  in  the 
1993  Appropriations  Act  to  conform 
certain  program  standards  and  criteria 
with  those  set  forth  in  subsequent 
authorization  legislation.  For  this 
purpose,  the  Department  has  chosen  to 
incorporate  certain  provisions  of  sec.  24 
cf  the  1937  Housing  Act,  as  added  by 
sec  120  of  the  Housing  and  Community 
Development  Act  of  1992  (Pub.  L.  102- 
550.  approved  October  28, 1992) 
(Revitalization  of  Severely  Distressed 
Public  Housing).  The  Demonstration  is 
limited  to  public  housing  agencies 
(PHAs)  in  up  to  15  cities,  which  will  be 
ijiosen  in  accordance  with  the 
requirements  set  forth  in  this  NOFA. 
DATES:  Applications  must  be  received 
on  or  before  4  F.M.  Eastern  Standard 


Time  on  April  5. 1993,  at  the  HUD 
Headquarters  Office,  451  Seventh  St., 
SW.,  room  4138,  Washington,  DC  20410. 
Attention:  Director,  Office  of 
Construction,  Rehabilitation,  and 
Maintenance.  Applications  may  be 
hand-delivered  or  mailed  to  the  above 
address.  Applications  sent  by  facsimile 
will  not  be  accepted.  HUD  will  not 
waive  this  deadline  for  any  reason. 
ADDRESSES:  An  original  and  two  copies 
of  the  completed  application  must  be 
submitted  to  the  HUD  Headquarters 
ofHce  at  the  address  indicated  under 
"DATES"  above.  Failure  to  submit  an 
application  to  the  HUD  Headquarters 
office  so  that  it  is  reqaived  by  the 
deadline  date  and  time  will  result  in  the 
application  being  disqualified. 
FOR  FURTHER  MFORlIl^TION  CONTACT: 
Janice  D.  Rattley,  Director,  Office  of 
Construction,  Rehabilitation  and 
Maintenance,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street,  SW..  room  4138,  Washington,  DC 
20410.  Telephone  (202)  70»-1800  (This 
is  not  a  toll  free  number).  Hearing  or 
speech  impaired  individuals  may  call 
HUD'S  TDD  number  1-800-87 7-TDDY, 
which  is  a  toll-free  number. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  challenge  of  successfully 
revitalizing  the  Nation's  most  severely 
distres.sed  public  housing  is  a  very 
difficult  one.  In  launching  this 
demonstration,  the  Department 
recognizes  that  there  is  no  one 
prescription  for  the  ills  that  affect  these 
developments,  and  each  development 
will  require  its  own  solution.  It  is  the 
intent  of  this  demonstration  to  allow  the 
greatest  degree  of  flexibility  on  the  part 
of  the  PHA  in  determining  the  approach 
likely  to  be  most  successful  in  treating 
the  development  it  has  selected.  The 
approach  selected  must  be  consistent 
with  the  overall  mandate  of  providing 
modestly  designed  housing  for  low- 
income  f>ersons  and  cost-effectiveness 
in  the  management  of  such  housing,  but 
should  incorporate  boldness  and 
creativity  in  addressing  difficuH  issues 
such  as  high  density,  crime,  poor 
structural  design,  and  oppressive  social 
and  economic  conditions.  PHAs  are 
encouraged  to  seek  a  broad  spectrum  of 
participation  and  assistance  from  local 
and  state  governments,  neighborhood 
organizations,  business,  nonprofit 
corporations,  social  service  agencies, 
and  residents  of  the  developments. 

Paperwork  Redaction  Ad  Statement 

The  information  collection 
requirements  contained  in  this 
document  haveheen  submitted  to  the 


Office  of  Management  and  Budget 
(OMB)  for  review  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C  3501- 
3520).  No  person  may  be  subjected  to  a 
penalty  for  failure  to  comply  with  these 
information  collection  requirements 
until  they  have  been  approved  and 
assigned  on  OMB  control  number.  The 
OMB  control  number,  when  assigned, 
will  be  announced  by  separate  notice  in 
the  Federal  Register. 

Public  reporting  burden  for  the 
collection  of  information  requirements 
contained  in  this  document  are 
estimated  to  include  the  time  for 
reviewing  the  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  revieMring  the  collection 
of  information.  Information  on  the 
estimated  public  reporting  burden  is 
provided  under  the  heading.  Other 
Matters.  Send  comn>ents  regarding  this 
burden  estimate  or  any  other  aspect  of 
this  collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
the  Department  of  Housing  and  Urban 
Development,  Rules  Docket  Clerk  451 
Seventh  Street,  SW.,  room  10276, 
Washington,  DC  20410-0500:  and  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Attention:  Desk  Officer  for 
HUD,  Washington,  DC  20503. 

I.  Purpose  and  Substantive  Description 

A.  Authority 

The  funding  made  available  under 
this  NOFA  is  authorized  by  the  1993 
Appropriations  Act  (Pub.  L.  102-389 
approved  on  October  6, 1991). 

B.  Allocation  Amounts 

The  1993  Appropriations  Act  made 
available  $300,000,000  of  budget 
authority  for  this  Program. 

C.  Definitions 

1.  Targeted  Units 

The  units  for  which  funds  are 
requested  by  a  single  applicant  in  a 
single  city,  whether  they  represent  a 
part  of  a  development,  all  of  a 
developrfient,  or  more  than  one 
development. 

2.  Revitalization  Plan 

All  the  activities  described  in  the 
application  which  are  necessary  to 
address  the  distress  in  the  targeted  units 
and  distress  in  the  surrounding  area 
which  has  a  significant  effect  on  the 
targeted  units,  whether  those  activities 
are  proposed  to  be  funded  from  the 
grant  or  from  other  sources. 
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D.  Eliffbh  Applicants 

Applications  may  be  filed  by  the 
following  PHAs  (See  appendix  A): 

1.  PHAs  located  in  the  40  most 
populous  United  States  cities  based  on 
1990  Census  data;  or 

2.  PHAs  on  the  Department's 
Troubled  Housing  Authority  list  as  of  3/ 
31/92.  except  that  any  such  PHA  will 
not  be  eligible  if  the  Secretary  certifies 
to  the  Congress  that  the  PHA  is  not 
making  sul)6tantial  progress  to  eliminate 
its  troubled  status  in  accordance  with 
section  6(j)  of  the  Housing  Act  of  1937. 
The  following  troubled  PHAs  will  be 
considered  to  have  made  substantial 
progress: 

a.  PHAs  which  have  been  removed 
from  the  troubled  list  after  3/31/92.  or 

b.  PHAs  which  have  made 
improvement  of  at  least  5 
nonhandicapped  points  (on  a  zero-to- 
one'hundred  point  scale)  in  their  most 
recent  assessment  under  the  Public 
Housing  Management  Assessment 
Program  (PHMAP),  as  compared  to  their 
assessment  completed  on  April  16, 
1992. 

c.  If  PHAs  have  not  made  at  least  S 
nonhandicapped  points  (on  a  zero-to- 
one-hundred  point  scale)  improvement 
in  their  PHMAP  scores,  PH.^s  which 
can  demonstrate  to  the  satisfoction  of 
the  Secretary,  that  they  are  making 
substantial  progress  by  a  narrative 
describing  actions  that  have  been  taken 
to  address  deficiencies  identified  by 
PHMAP,  by  the  PHA's  Memorandum  of 
Agreement  with  the  Department,  or  by 
Departmental  reviews,  audits  or 
surveys,  or 

d.  PHAs  which  have  a  binding 
commitment  from  another  public  or 
private  entity  to  act  as  administrator  of 
the  grant  on  behalf  of  the  PHA.  The 
alternative  administrator  must  be 
deemed  acceptable  by  the  Department. 

E.  Proff-am  Requirements 

1 .  SeveriBly  Distressed 

a.  Required  documentation. 
i.  Documentation  that  a  development  in 
which  the  targeted  units  are  located  is 
both  severely  distressed  (as  compared  to 
citywide  information)  and  among  the 
most  severely  distressed  developments 
in  the  PHA's  inventory  must  be  based 
upon  the  four  categories  below  which 
were  set  forth  in  The  Final  Report  of  the 
National  Commission  on  Severely 
Distressed  Public  Housing,  dated 
August  10, 1992:  families  living  in 
distress,  incidence  of  serious  crimes  in 
the  development,  barriers  to  managing 
the  environment,  and  physical 
deterioration  of  buildings.  The  serious 
lack  of  data  on  some  of  the  specific 
indicators  in  the  extensive  and  detailed 


definition  of  severely  distressed  public 
housing  found  in  the  Commission's 
report  precludes  use  of  the  full . 
Commission  definition  and  rating 
system.  Further,  the  Commission  itself 
recognized  the  need  for  further 
examination  of  the  definition, 
modification  or  discard  of  some 
measures  based  on  the  availability  of 
data,  and  use  of  narrative  justifications 
based  on  quaUtative  information  whwa 
quantitative  data  is  lacking. 

ii.  Applicants  must  determine  that  the 
development  in  which  the  targeted  tmits 
are  located  is  a  severely  distressed 
development  and  is  among  the  most 
severely  distressed  developments  in  the 
PHA's  inventory,  and  must  document 
this  finding  by  comparing  information 
about  the  development  to  comparable 
information  about  the  PHA's  general 
occupancy  (family)  developments  and 
about  the  city  as  a  whole.  Such 
justification  must  be  made  by  means  of 
a  narrative  description  containing 
qualitative  information  on  the  categories 
below  and  must  include  specific 
supporting  data  relevant  to  the  category 
where  such  data  is  reasonably  available 
to  the  PHA.  HUD  fully  recognizes  that 
the  relevant  data  may  not  be  available 
in  all  cases.  Information  should  be 
presented  in  real  numbers  or 
percentages  as  well  as  percentages  of 
PHA-wide  or  ciWwide  data,  wherever 
possible.  Examples  of  relevant  data  are 
presented  below  under  each  category. 

iii.  The  PHA  must  list  in  its 
application  all  of  the  developments  in 
its  inventory  which  the  PHA  regards  as 
severely  distressed.  No  documentation 
is  required,  however,  unless  funding  is 
requested  for  a  development. 

iv.  If  there  is  severe  distress  in  one 
category,  that  is  suffirJent  to  determine 
a  development  as  severely  distressed. 

v.  HUD  will  review  the 
documentation  provided  and  will 
accept  the  PHA's  determination  unless: 

(aj  The  facts  and  data  presented  are 
clearly  inconsistent  with  available  facts 
and  data  on  the  development  in  the 
ofncial  records  of  the  Department  or  the 
PHA,  or 

(b)  The  facts  and  data  presented 
describe  conditions  which  either  are  no 
more  distressed  than  the  majority  of  the 
family  developments  in  the  PHA's 
inventory  or  indicate  levels  of  distress 
that  are  below  average  for  the  city  as  a 
whole. 

vi.  Categories  of  distress — (a)  Families 
living  in  distress.  Information  and  data 
on  barriers  to  self-sufficiency  for  the 
families  in  the  development,  such  as 
percentage  with  no  earned  income,  level 
of  average  income  in  the  development 
as  a  percentage  of  area  median  income, 
or  educational  data. 


(b)  Incidence  of  serious  crime. 
Information  and  data  on  the  frequency 
of  criminal  acts  of  varioiu  types  (drug- 
related,  violent  crime,  thefts,  etc.)  or 
total  crimes  such  as  data  from  Federal, 
State  or  local  law  enforcement  agencies, 
or  information  fittm  the  applicant's 
records  chi  crime  in  the  development 
including  number  of  lease  terminations 
or  evictions  for  criminal  activity, 
number  of  police  calls  to  the 
development,  incidence  of  vandalism  or 
opinions  and  observations  of 
individuals  having  direct  knowledge  of 
the  nature  and  frequency  of  crime  in  the 
development  as  compared  to  the  PHA's 
family  developments  and  the  city  as  a 
whole.  These  individuals  may  include 
law  enforcement  officials,  youth  anti- 
crime  workers,  and  security  personnel. 

(c)  Barriers  to  managing  the 
environment.  Information  and  data 
which  reflect  lack  of  management 
control  of  the  site  or  failure  of  the 
development  to  meet  the  needs  of 
residents  or  would-be  applicants,  such 
as  the  vacancy  rate  in  the  developn>ent, 
the  turnover  rate,  the  percent  of  rent 
collected  monthly,  and  the  rate  of  units 
rejected  by  applicants. 

(d)  Physical  deterioration  of  buildings 
and  sites.  Information  and  data  which 
shows  the  extent  of  physical  problems 
at  the  development,  such  as  the  cost  of 
rehabilitation/reconstruction  as  a 
percent  of  Total  Development  Cost,  the 
density  of  the  development  as  measured 
in  units  per  acre,  the  level  of  deferred 
maintenance  as  measured  by  annual 
average  work  order  backlog  and  number 
of  units  that  do  not  meet  Housing 
Quality  Standards  (HQS)  pursuant  to  24 
CFR  882.109  as  amended  by  the  Lead 
Based  Paint  regulation  at  24  CFR  part 
35,  major  system  deficiencies,  including 
peeling  and  chipping  lead-based  paint 
in  greater  than  20%  of  units,  lack  of 
reliable  and  reasonably  efficient  heat 
and  hot  water,  major  structural 
deficiencies,  electrical  system  under 
code,  poor  site  conditions,  leaking  roof, 
deteriorated  laterals  and  sewers,  and 
high  number  of  plumbing  leaks. 

2.  Funding  Limitations 

a.  The  maximum  number  of  units  for 
which  funds  may  be  provided  in  any 
one  grant  award  is  500;  however, 
develofJments  of  more  than  500  units 
may  be  funded  by  providing  funds  from 
a  grant  for  only  a  portion  of  the  units. 
No  more  than  three  areas  of  a  city, 
containing  the  community's  most 
severely  distressed  developments,  may 
be  funded. 

b.  No  more  than  15  grants  will  be 
awarded.  The  Department  intends  to 
fund  both  planning  and  implementation 
grants.  For  planning  grants,  each  city 
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may  receive  no  more  than  $500,000.  For 
implementation  grants,  HUD  will 
provide  no  more  than  $50  million  per 
city.  No  city  may  receive  more  than  one 
grant  under  the  URD  from  FY  1993 
funds. 

c.  Only  one  application  for  an 
implementation  grant  may  be  made  in 
any  one  city.  The  application  may  not 
cover  more  than  500  units  in  three  areas 
and  may  not  request  more  then  $50 
million.  A  PHA  which  has  within  its 
jurisdiction  more  than  one  eligible  city 
may  make  a  separate  application  for 
each  city.  A  PHA  may  apply  for  a 
planning  grant  in  the  same  city  for 
which  an  implementation  grant  is 
requested,  but  it  must  be  for  a  different 
development. 

3.  Matching  Requirement 

The  City  in  which  the  PHA  applicant 
is  located  must  provide  contributions 
for  supportive  services  in  an  amount 
equal  to  at  least  15%  of  the 
implementation  grant  funds  requested 
by  the  PHA  for  supportive  services.  This 
contribution  must  be  from  non-federal 
sources,  which  may  include  funding 
under  the  Commimity  Development 
Block  Grant  Program.  Amounts 
contributed  to  the  match  shall  be  used 
for  eligible  supportive  services  under 
the  URD  under  section  III.A.2.b.  and  c. 
Contributions  may  only  be  in  the  form 
of  cash  contributions,  administrative 
costs,  and  the  reasonable  value  of  in- 
kind  contributions. 

4.  Sustainability 

The  targeted  units  under  an 
implementation  grant  must  be  expected 
to  be  sustainable  over  the  long  term 
regardless  of  whether  the  application 
covers  an  entire  development  or  a 
portion  of  a  development.  In 
determining  sustainability,  the 
Departn^ent  will  consider  social  and 
physical  problems  in  the  unfunded 
portion  of  the  development,  if  any,  and 
in  the  surrdlinding  neighborhood,  the 
degree  to  which  those  problems  affect 
the  units  to  be  funded,  and  the  extent 
to  which  actions  are  being  taken  to 
ameliorate  those  problems. 

5.  Replacement  Housing 

a.  Units  to  be  demolished  or  disposed 
of  under  the  demonstration  must  be 
replaced  on  a  one-for-one  basis.  Where 
the  replacement  housing  need  is  to  be 
met  through  conventional  public 
housing  units  in  ii  (a),  (b)  or  (c)  below, 
such  funds  must  be  provided  through 
this  Urban  Revitalization  Grant.  Other 
forms  of  replacement  housing,  e.g.. 
Section  8  Certificates,  may  be  provided 
from  these  grant  funds.  Replacement 
housing  is  not  required  for  units  lost 


through  reconfiguration  of  interior  space 
without  demolition.  Section  18  of  the 
U.S.  Housing  Act  of  1937  applies  to 
demolition,  disposition  and 
replacement  housing  under  this 
demonstration.  The  1993  Appropriation 
Act.  however,  creates  an  alternative  for 
sections  18(b)(3)  (A)  and  (B).  which 
describe  the  types  of  housing  that  may 
be  used  as  replacement  housing  and  the 
circumstances  under  which  Section  8 
certificates  may  be  used.  In  this 
demonstration,  replacement  housing 
may  be  accomplished  by  the  following 
programs  or  as  otherwise  permitted 
under  section  18  of  the  Act: 

i.  One-third  by  certificates  under 
section  8(b). 

ii.  The  remaining  two-thirds  by  any 
combination  of: 

(a)  Conventional  public  housing  units 
consistent  with  24  CFR  part  941. 

(b)  Units  acquired  or  otherwise 
provided  for  homeownership  under 
section  5(h)  of  the  Act. 

(c)  Units  made  available  through 
homeownership  programs  involving 
construction  or  substantial 
rehabilitation  of  homes  and  meeting 
essentially  the  same  eligibility 
requirements  as  those  established 
pursuant  to  the  Nehemiah  Housing 
Opportunity  Program,  (section  603-607 
of  the  Housing  and  Community 
Development  Act  of  1987.  Pub.  L.  100- 
242)  or  under  the  HOPE  II  or  III 
programs  as  established  under  sections 
421  and  441  cf  the  Cranston-Gonzalez 
National  Affordable  Housing  Act 
(NAHA). 

b.  Within  six  months  of  the  date  of 
grant  approval,  the  PHA  must  submit  an 
approvable  application  prepared  in 
accordance  with  Handbook  7485.1  for 
any  demolition  or  disposition  which  is 
to  be  funded  under  the  URD  grant. 

6.  Cost  Requirements 

a.  For  implementation  grants,  the 
average  per  unit  hard  costs  (as  defined 
in  24  CFR  968.105)  must  equal  or 
exceed  62.5  percent  of  Total 
Development  Costs. 

b.  For  all  implementation  grants, 
average  per  unit  hard  costs  for  units  to 
be  reconsthicted  or  rehabilitated  may 
not  exceed  100  percent  of  the  published 
Total  Development  Costs,  except  that 
the  Department  may  approve  exceptions 
to  this  requirement  for  applications 
achieving  a  standard  of  modest  design 
which  include  an  adequate  justification 
of  the  higher  costs  based  on: 

i.  An  analysis  of  the  costs,  separately 
identifying  costs  of  lead  paint  testing 
and  abatement,  above  average 
infrastructure  replacement,  accessibility 
improvements  to  meet  504 
requirements,  asbestos  removal,  major 


reconfiguration  of  streets  and  sidewalks 
and  other  significant  improvements;  and 

ii.  An  analysis  of  the  cost  and 
feasibility  of  alternative  courses  of 
action,  showing  that  there  are  no 
feasible,  less  expensive  alternatives.  The 
alternatives  may  include  demolition  of 
all  or  a  portion  of  the  development  with 
replacement  of  units  on-site,  off-site,  or 
a  combination.  The  analysis  should 
describe  all  the  factors  that  went  into 
the  PHA's  decision-making  and  should 
include  evaluation  of  alternative  designs 
and  the  feasibility  in  time  and  effort  of 
acquiring  units  or  land  off-site  for 
replacement  housing. 

7.  Resident  Consultation 

In  consultation  with  the  residents,  the 
PHA  shall  develop  a  process  which 
assures  that  residents  are  fully  briefed 
and  meaningfully  involved  in 
developing,  implementing,  and 
monitorhig  the  urban  revitalization 
program.  The  PHA  shall  give  full 
consideration  to  the  comments  and 
concern's  of  residents.  The  process  shall 
include: 

a.  Consultation  with  representative 
residents  or  resident  organizations 
throughout  the  PHA  in  the  selection  of 
the  units  for  which  funds  will  be 
requested  in  this  application. 

b.  Consultation  with  the  residents  of 
the  selected  development  or,  if  the 
development  is  vacant,  with 
representative  residents  or  resident 
organizations  throughout  the  PHA, 
regarding  the  preparation  of  the  plan 
under  a  planning  grant  or  the 
implementation  application  under  an 
implementation  grant.  Such 
consultation  shall  include,  but  not  be 
limited  to.  identification  of  the  nature 
and  causes  of  distress,  design  of 
appropriate  remedies  for  the  causes  of 
distress,  the  overall  redesign,  units  to  be 
demolished,  community  service 
opportunities,  supportive  services  and 
empowerment  opportunities,  and 
replacement  housing. 

c.  Once  a  draft  plan  has  been 
developed  under  a  planning  grant  or  a 
draft  application  has  been  prepared 
luider  an  implementation  grant,  the 
PHA  shall  make  a  copy  available  for 
reading  in  the  management  office; 
provide  copies  of  the  draft  to  any 
resident  organization  representing  the 
residents  of  the  development;  and 
provide  adequate  opportunity  for 
comment  by  the  residents  of  the 
development  and  their  representative 
organizations  prior  to  making  the  plan 
or  the  application  final. 

d.  Provide  to  HUD  and  any  resident 
organization  representing  the 
development  a  summary  of  the  resident 
comments  and  its  response  to  them:  and 
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notify  residents  of  the  development  that 
this  summary  and  response  are  available 
for  reading  in  the  management  office. 

e.  For  implementation  grants  in  which 
demolitiaa  or  disposition  is  planned, 
the  applicant  must  comply  %irith  Sectim 
412  of  the  National  Albrdable  Housing 
^ct,  1990.  as  amended,  wfaidi  requires 

a  PHA  to  aftird  the  importunity  to 
purchase  to  existing  PHA-wide  resident 
councils,  and  to  the  resident 
management  onporation,  resident 
council  or  resident  cooperative  of  the 
development  that  is  to  be  demotished  or 
disposed  of,  under  certain  limited 
conditions,  including  total  demolition 
or  disposition.  A  Notice  omtaining 
procedures  fior  implementation  of  this 
requirement  is  foimd  in  the  Federal 
Register  dated  October  6, 1992. 57  FR 
46074.  The  requirements  of  the  Notice 
are  not  applic^le  to  demohtion  of 
selected  portions  of  the  development  in 
order  to  reduce  density  whidi  is 
essential  to  ensure  the  long-terra  - 
viability  of  the  development  or  the 
housing  agency,  except  that  this 
inapplicability  should  not  be  used 
cumulatively  to  avoid  Section  412 
requirements,  bi  cases  where  the 
•  requirements  of  the  Notice  are 
applicable,  applications  including  plans 
for  demolition  or  disposition  must 
include  a  certification  of  lack  of  resident 
interest  in  acquiring  the  property  in  the 
form  required  by  Swtion  VILC  of  the 
Notice. 

f.  After  HUD  approval  of  a  grant, 
notify  residents  of  the  development  and 
any  representative  organizations  of  the 
approval  of  the  grant,  provide  the 
resident  oiganization  with  a  copy  of  the 
HUD-approved  Project  Implementation 
Schedule;  and  notify  the  residents  of  the 
availability  of  the  sdiedule  in  the 
management  office  for  reading. 

8.  Local  Government  Certifications 

The  public  official,  or  his  or  her 
authorized  representative,  who  submits 
the  Cbmprehmisive  Housing 
Affordability  Strategy  (CHAS),  imder 
section  105  of  NAHA.  must  certify  that 
the  proposed  activities  are  consistent 
with  the  CHAS.  The  local  governing 
body  must  approve  the  application  and 
must  certify  that  they  vrill  permit 
replacement,  in  accordance  with 
Section  18  of  the  Act  and  the  1993 
Appropriations  Act,  of  any  units  to  be 
demolished  or  disposed  of. 

9.  Community  Sovice  Cooiponent 

Each  application  for  an 
implerooitation  grant  must  include  a 
commimity  service  component  as 
described  in  IILA.2.a.  bMow  and  in 
Appendix  B. 


10.  Displaced  Persons 

Under  implemoitation  grants,  perscms 
displaced  by  the  reconstruction 
activities  funded  by  URD  must  be 
eligible  under  the  plan  fat  occupancy  of 
the  replacement  units. 

11.  Planned  Use  of  Comprohensive 
Grant  Program  Funds 

Any  planned  use  of  CcHnprehensive 
Grant  Program  Funds  in  connection 
with  activities  funded  imder  the  Urban 
Revitalization  Demonstration  must  be 
shown  in  the  Annual  Statement  and 
revised  Five- Year  Action  Plan  submitted 
in  anticipation  of  FY  1994  funding. 

12.  Non-duplication 

Grant  funds  may  not  be  used  to 
duplicate  work  which  is  funded  under 
any  other  Federal  program,  and  the  PHA 
shall  establish  controls  to  assiue  non- 
duplication  of  funding. 

13.  Applicability  of  Program 
Regulations 

The  following  activities  that  may  be 
undertaken  with  grant  funds  riiall  be 
subject  to  the  dted  program 
requirements,  consistent  with  the  1993 
Appropriation  Act  and  this  NOFA.  If  the 
revitalization  plan  requires  any 
deviation  from  these  dted  requirements, 
such  as  local  programs  for  replacement 
housing  throu^  housing  opportunity 
proems  of  construction  or  substantial 
rehabilitation  of  homes  meeting 
essentially  the  same  eligibilitv 
requirements  as  the  Nebemian  Program 
or  HOPE  n  or  in  must  be  approved  by 
the  Department. 

a.  Demolition  and  disposition  activity 
under  the  grant  will  be  governed  by  24 
CFR  part  970; 

b.  Public  housing  development 
activity  (induding  on-site 
reconstruction  as  wrell  as  off-site 
replacement  housing)  will  be  governed 
by  24  CFR  part  941; 

c.  Replacement  housing  activity  using 
section  8  rental  certificates  will  be 
governed  by  24  CFR  part  882; 

d.  Replacement  housing  activity  with 
units  acquired  or  otherwise  provided  for 
bomeownership  luider  section  5(h)  will 
be  governed  by  24  CFR  part  906; 

e.  Replacement  housing  activities 
provided  through  housing  opportunity 
programs  of  construction  or  substantial 
rehabilitation  of  homes  will  be  governed 
by  24  CFR  part  280  (the  Nefaemiah 
Program): 

f.  Replacement  housing  activities 
under  HOPE  n  shall  be  governed  by  24 
CFR  subtitle  A.  appendix  B: 

g.  Replacement  housing  activities 
under  HCff^  m  shall  be  governed  by  24 
CFR  subtitle  A,  appendix  C; 


h.  Rehabilitation  and  physical 
improvement  activities  vrill  be  governed 
by  24  CFR  968.310  (EUgible  costs),  and 
24  CFR  968.335  (Conduct  of 
modernization  activity.)  | 

P.  Other  Pmgram  Characteristics 

1.  Waiver  of  Departmental  Regulations 

PHAs  may  request,  for  the  revitalized 
development,  a  waiver  of  D^)artmantal 
regulations  (not  statutory  provisions) 
governing  rents,  income  eligibility,  m 
other  areas  of  public  hoxising 
management  to  permit  a  PHA  to 
undertake  measures  that  enhance  the 
long-tvm  viabihty  of  a  seveririy 
distressed  project  revitalized  under  this 
demonstration.  If  the  appbcation 
requests  a  waiver  whiai  would  permit 
a  separate  vraiting  Ust  for  the 
development,  the  PHA  must  adopt  a 
strategy  for  affirmatively  marketing  the 
development,  whidi  shall  indude 
qiedfic  steps  to  inform  potential 
applicants  and  solidt  applicati<ms  from 
eligible  families  in  the  housing  market 
area  who  are  least  likefy  to  appfy  for  the 
program  without  spedal  outreach. 

2.  Preferences  Applicable  to  Selection  of 
Tenants 

PHAs  may  choose  to  utilize  a  local 
system  of  prefierences  for  the  selection 
of  tenants  for  the  revitalized 
development.  Such  preferences  shall  be 
established  in  writing  and  shall  respond 
to  local  housing  needs  and  priorities  as 
determined  by  the  PHA  after  one  or 
more  public  hearings  to  obtain  the 
views  of  low-income  residents  and  other 
interested  parties. 

3.  Use  of  Other  Sources  of  Funds 

Funds  made  available  under  the  URD 
may  be  used  in  conjunction  with,  but 
not  in  lieu  of.  funding  provided  under 
the  head  "Modernization  of  Low- 
Income  Housing  Projects"  for  the 
modernization  of  existing  public 
housing  pursuant  to  section  14  of  the 
Ad  (42  U.S.C  14371);  for  construction 
or  major  reconstruction  of  obsolete 
public  housing,  other  than  for  Indian 
families;  for  the  replacement  of  public 
housing  units  piusuant  to  section  18  of 
the  Ad;  and  for  the  HOPE  for  Public 
and  Indian  Housing  Homeownership 
Program  as  authorized  undw  title  m  of 
tiie  Ad.  (See  III.B.3.g.) 

4.  Failure  To  Proceed 

In  the  event  that  an  applicantrseleded 
to  receive  URD  funding  aoes  not 
proceed  in  a  manner  consistent  With  the 
approved  plan  and  requirements  of  this 
NOFA.  HUD  may  withdraw  any 
unob^gated  balances  of  fundiiig. 
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5.  Grant  Agreement 

After  HUD  approves  an  application 
for  a  planning  or  an  implementation 
grant,  it  shall  enter  into  a  grant 
agreement  with  the  recipient  setting 
forth  the  amount  of  the  grant  and 
applicable  terms  and  conditions, 
including  sanctions  for  violation  of  the 
agreement.  Among  other  things,  the 
grant  agreement  will  provide  that  the 
recipient  agrees: 

a.  To  carry  out  the  program  in 
accordance  with  the  provisions  of  this 
NOFA,  applicable  law,  the  approved 
application,  and  all  other  applicable 
requirements; 

0.  To  comply  with  such  other  terms 
and  conditions,  including 
recordkeeping  and  reports,  as  HUD  may 
establish  for  the  purposes  of 
administering,  monitoring  and 
evaluating  the  program  in  an  effective 
and  efTicient  manner;  and 

c.  That  HUD  may  withhold, 
withdraw,  or  recapture  any  portion  of  a 
grant,  terminate  the  grant  agreement,  or 
take  other  appropriate  action  authorized 
under  the  grant  agreement,  if  HUD 
determines  that  the  recipient  is  failing 
to  r^rry  out  the  approved  revitalization 
program  in  accordance  with  the  terms  of 
the  approved  application  and  this 
NOFA.  including  failure  to  provide  the 
contribution  towards  the  match. 

II.  Planning  Grants 

A.  Eligible  Activities 

A  planning  grant  may  be  used  to  plan 
for  the  revitalization  of  severely 
distressed  developments  consistent  with 
the  requirements  of  this  NOFA. 
including: 

1.  Studies  of  the  different  options  for 
revitalization.  including  the  feasibility, 
costs  and  neighborhood  impact  of  such 
options; 

2.  Providing  technical  or 
organizational  support  to  ensure 
resident  involvement  in  all  phases  of 
the  planning  and  implementation 
processes; 

3.  Conducting  workshops  to  ascertain 
the  attitudes  and  concerns  of  the 
neighboring  community; 

4.  Preliminary  architectural  and 
engineering  work; 

5.  Planning  for  supportive  services, 
including  economic  development,  job 
tr"''""gand  self-sufficiency  activities 
thai  i     Tiote  (he  economic  self- 
sufnciei '  y  of  residents  under  the 
revitalization  program; 

6.  Planning  for  community  service 
opportunities; 

7.  Designing  a  suitable  replacement 
housing  plan,  in  situations  where  partial 
or  total  demolition  is  considered; 

8.  Planning  for  necessary  management 
improvements:  and 


9.  Conducting  environmental  studies. 

B.  Application  Submission 
Requirements 

An  application  for  a  planning  grant 
shall  contain: 

1.  A  request  for  a  planning  grant, 
specifying  a  plan  for  the  activities 
proposed,  the  schedule  for  completing 
the  activities,  the  personnel  necessary  to 
complete  the  activities  and  the  amount 
of  the  grant  requested; 

2.  Identiflcation  and  description  of 
the  development  and  the  targeted  units 
involved,  and  a  description  of  the 
composition  of  the  residents,  including 
family  size  and  income; 

3.  Demonstration  that  the 
development  meets  the  description  of 
severely  distressed  as  described  in 
section  I.E.I,  of  this  NOFA; 

4.  A  description  of  the  extent  of 
resident  interest  and  involvement  in  the 
development  of  the  planning 
application  and  the  plan  for  resident 
involvement  during  the  planning 
period;  and  evidence  of  resident 
involvement  consistent  with  the 
program  requirements  as  stated  in  I.E.7. 
above  to  the  extent  applicable; 

5.  A  description  of  the  extent  of 
involvement  of  local  public  and  private 
entities  in  the  development  of  the 
planning  application  and  the  plan  for 
involvement  of  local  public  and  private 
entities  during  the  planning  period; 

6.  A  description  of  the  process  to  be 
used  in  the  development  of  the 
community  service  component; 

7.  If  the  PHA  is  listed  on  the  attached 
March  31.  1992  list  of  troubled  housing 
agencies,  documentation  necessary  to 
demonstrate  that  the  PHA  has  made 
substantial  progress  to  eliminate  their 
troubled  status  as  defined  in  section 
I.D.2.  of  this  NOFA; 

8.  A  certification  by  the  public  official 
responsible  for  submitting  the  CHAS 
under  section  105  of  NAHA  that  the 
proposed  activities  are  consistent  with 
the  approved  housing  strategy  of  the 
State  or  unit  of  general  local  government 
within  which  the  targeted  units  are 
located; 

9.  A  certification  that  the  applicant 
will  comply  with  the  requirements  of 
the  Fair  Housing  Act.  title  VI  of  the  Civil 
Rights  Act  of  1964,  section  504  of  the 
Rehabilitation  Act  of  1973.  and  the  Age 
Discrimination  Act  of  1975.  and  will 
affirmatively  further  fair  housing; 

10.  Form  HUD-52825. 
Comprehensive  Assessment/Program 
Budget  (Parts  I  and  II). 

11.  A  narrative  statement  addressing 
each  of  the  rating  factors. 

12.  Form  HUD-50070.  Certification 
for  a  Drug-Free  Workplace. 


13.  Form  HUD-52820,  PHA  Board 
Resolution  Approving  URD  Application. 

14.  Anti-Lc^bying  Certification  for 
Contracts,  Grants.  Loans  and   ' 
Coop>erative  Agreements  if  request  for 
grant  exceeds  $100,000. 
•    15.  SF-LLL.  Disclosure  of  Lobbying 
Activities  only  where  any  funds,  other 
than  federally  appropriated  funds,  will 
be  or  have  been  used  to  lobby  the 
Executive  or  Legislative  branches  of  the 
Federal  government  regarding  specific 
grants  or  contracts. 

16.  Disclosures  required  by  section 
102  of  the  HUD  Reform  Act  of  1989. 

17.  A  certification  that  the  applicant 
has  not  and  will  not  receive  assistance 
from  the  Federal  government,  a  State,  or 
a  unit  of  local  government,  or  any 
agency  or  instrumentality  thereof,  for 
the  specific  activities  for  which  funding 
is  requested  in  the  application. 

C.  Rating  and  Selection  Process 

1.  Rating  Factors 

Applications  will  not  be  rated  until 
they  have  been  determined  to  be  eligible 
under  section  I.D.  of  this  NOFA  and^o 
meet  the  program  requirements  under 
I.E.  1,  2.  7.  and  12.  If  an  application  fails 
to  have  an  adequate  plan  for  the 
development  of  the  community  service 
component,  rating  may  proceed. 
However,  a  revised  plan  must  be 
approved  by  the  Commission  on 
National  and  Community  Senwce 
(CNCS)  before  any  funds  may  be 
disbursed.  HUD  Headquarters  revie^ 
staff  will  rate  factors  "a.  through 
below.  CNCS  will  rate  factor ' 
and  provide  the  rating  to  HUD  for 
incorporation  into  the  total  score. 

a.  The  extent  of  the  need  for  the 
revitalization  program  as  defined  in 
Ill.Cl.a. 

b.  The  capability  of  the  applicant  as 
defined  in  III.Cl.c: 

c.  The  potential  of  the  applicant  for 
developing  a  ^Hiqcessful  and  affordable    ^ 
revitalization  program  as  determined  by  ^^ 
the  quality  of  the  p^n  for  the  planing 
process,  and  the  suitability  of  the  j 
development  for  such  a  prograrn/ 

d.  The  extent  of  resident  int^st  and 
involvement  in  the  development  of  the 
planning  application  and  the  extent  of 
resident  involvement  planned  for  the 
planning  period; 

e.  The  extent  of  involvement  of  local 
public  and  private  entities  in  the 
development  of  the  planning 
application  and  the  extent  of 
involvement  of  local  public  and  private 
entities  planned  for  the  planning  period; 

f.  The  likely  effectiveness  of  the 
process  described  for  the  development 
of  the  community  service  component. 
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Selection  Criteria 

a.  Points  awarded  under  section  D.C. 
below  for  the  rating  factors.  1^ 

b.  National  geograpnic  diversity.  The 
Department,  in  its  discretion,  may 
choose  to  select  a  lower-rated, 
approvable  application  over  a  higher- 
rated  application  in  order  to  increase 
the  level  of  national  geographic 
diversity  of  applications  approved 
under  this  NOFA. 

c.  Diversity  of  development  types. 
HUD  may,  in  its  discretion,  choose  to 
select  to  lower-rated,  approvable 
application  over  a  higher-rated 
application  in  order  to  increase  the 
diversity  of  development  types 
(developments  which  include  family 
high-rise  buildings  of  five  or  more 
stories  and  those  which  include  only 
low  rise  buildings)  approved  under  this 
NOFA. 

3.  Rating  Values 

I  The  following  point  assignments  will 
De  used  to  rate  planning  grant 
applications  in  accordance  with  the 
criteria  listed  in  section  n.Cl.  above. 
The  Department  shall  examine  the 
ratings,  and  where  it  determines  that 
applications  falling  below  a  certain 
point  total  are  not  suitable  or  not 
feasible  for  planning  grants,  it  may 
establish  a  minimum  number  of  points 
for  an  application  to  be  selected.  The 
Department  shall  then  select  the  highest 
rated  applications,  unless  it  exercises  its 
discretion  to  select  lower  rated, 
approvable  applications  in  order  to 
promote  national  geographic  diversity 
and/or  diversity  of  project  types  in 
accordance  with  Section  n.C.2.  of  this 
NOFA. 


Extent  ot  Need 

CapaWHty  -... 

Applicant  Potential  tor  Success  .. 
Extent  of  Resident  Interest  and 

Involvement  

Extent  o<  Involveinent  of  Local 

Put>iic  and  Ptivate  Entities  

Likely  Effectiveness  of  Ftan  lor 

Commonity    Service    Coinpo- 

nent 

Total  Maxhnum  Score 


Rating  laclois 


PoM  range 


0-30 

0-ao 

0-20 

0-15 

0-10 
( 

0-15 
120 


4.  Funding  Decisions 

After  rating,  Headquarters  will  select 
approvable  applications  for  fimding  in 
accordance  with  the  selection  criteria 
set  forth  in  section  II.C.2.  above.  If  any 
selected  applications  include  plans  for 
the  development  of  community  service 
components  which  have  not  been 
approved  by  the  CNCS,  the  applicants 
may  conform  their  applications  to  CNCS 
requirements  after  selection  in  order  to 
obtain  release  of  funds.  HUD  may 


approve  an  application  for  an  amount 
lower  than  the  amount  requested  if  the 
application  includes  an  ineligible 
activity,  or  if  insufficient  fluids  are 
available  to  fund  the  full  amoiuit 
requested  and  HUD  determines  that 
partial  funding  is  a  viable  option. 

5.  Duration 

Activities  funded  under  planning 
grants  shall  be  completed  within  18 
months  of  the  effective  date  of  the 
planning  grant  agreement. 

m.  Implementation  Grants 

A.  Eligible  Activities . 

1.  At  least  80%  of  fiuiding  awarded  in 
each  grant  must  be  used  for  any 
combination  of  the  following  activities: 
capital  costs  of  major  reconstruction, 
rehabilitation  and  other  physical 
improvements,  including  energy  retrofit, 
capital  costs  of  replacement  units, 
certificates  under  section  8(b)  used  for 
replacement,  management 
improvements  for  the  reconstructed 
development  and  planning  and 
technical  assistance.  Funds  may  be  used 
for  total  or  partial  demolition  and/or 
disposition  of  units.  The  following  costs 
may  be  included: 

a.  Capital  costs  may  include  related 
administrative  costs  and  temporary 
relocation  necessary  for  reconstruction, 
rehabilitation,  demolition  or 
disposition. 

b.  Administrative  costs  may  include 
the  annual  premium  of  LB?  insurance 
incident  to  approved  URD  work. 

2.  Not  more  than  20%  of  funding 
awarded  in  each  grant  may  be  used  for 
any  combination  of  the  following 
activities  and  the  related  administrative 
expenses: 

a.  Community  service  programs,  as 
defined  by  the  Commission  on  National 
and  Community  Service  for  the  URD, 
specifically,  programs  organized, 
administered,  overseen  or  funded  by  a 
public  housing  agency,  or  its  designated 
representative,  engaging  individuals  in 
meaningful  service  on  a  volunteer  basis 
or  through  limited  stipends  to  address 
unmet  human,  envytjnmental, 
educational,  and/or  public  safety  needs 
through  youth  service  and  conservation 
corps,  residents'  assoi;iations, 
community-based  organization,  K-12 
schools,  institutions  of  higher 
education,  churches  or  other  religious 
entities  and  other  such  similar 
organizations.  Such  programs  must 
comply  with  the  requirements  stated  in 
appendix  B. 

b.  Supportive  services,  including  but 
not  limited  to,  resident  capacity 
building,  literacy  training,  day  care, 
youth  activities,  economic  development. 


and  resident  employment  and  job 
training  activities  such  as  the  Step-Up 
apprenticeship  program  (see  Federal 
Ri^er  Notice.  October  8, 1992,  57  FR 
46398): 

c.  Economic  development  costs  may 
include  a  setaside  for  a  revolving  loan 
fund,  established  and  operated  in 
accordance  with  25  CFR  part  85  (with 
specific  reference  to  §§85.21  and  85.25), 
and 

d.  The  following  services  authorized 
under  the  Gateway  Program:  outreach 
and  information  services  designed  to 
make  eligible  individuals  aware  of 
available  services,  literacy  and  bilingual 
education  services,  remedial  education 
and  basic  skills  training,  employment 
training  and  personal  management  skill 
development  or  referrals  for  such 
services,  child  care  or  dependent  care 
for  dependents  of  eligible  individuals 
during  those  times  when  training 
services  are  being  provided,  pre- 
employment  skills  training, 
employment  counsel  and  application 
assistance,  job  development  services, 
job  training,  Federal  employment- 
related  activity  services,  completion  of 
high  school  or  GED  program  services, 
transitional  assistance,  including  child 
care  for  up  to  6  months  to  enable  such 
individual  to  successfully  secvire 
unsubsidized  employment,  substance 
abuse  prevention  and  education,  and 
other  support  services  deemed  to  be 
important  by  the  Secretary  of  Health 
and  Human  Services. 

B.  Application  Submission 
Requirements 

Each  application  must  include  a 
request  for  an  implementation  grant 
containing  a  description  of  the 
development  and  the  proposed 
activities,  information  relevant  to  rating 
the  application,  submissions  to 
demonstrate  compliance  with  various 
program  requirements,  and  various 
required  certifications,  as  follows: 

1.  A  description  of  the  development 
and  the  proposed  activities,  including: 

a.  A  description  of  the  number  of 
units,  by  unit  size,  a  site  plan,  and  a 
statement  of  the  number  and  location  of 
vacant  imits;  identification  of  the  units 
to  be  targeted,  if  less  than  the  entire 
development;  a  description  of  socio- 
economic and  demographic 
characteristics  of  the  residents. 

b.  A  description  of  the  prof>osed 
N  treatment  of  the  imits.  including  a 

narrative  description  of  the  extent  of 
rehabilitation/reconstruction  of  existing 
units,  extent  of  demolition,  description 
of  changes  in  the  sizes  and  shapes  of 
units  and  other  changes  in  the  use  of 
interior  space;  any  reduction  in  the 
number  of  units  due  to  reconfiguration 
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or  changes  in  the  utilization  of  intwior 
space. 

c.  Deacription  of  community  space 
alteratioos.  improvements,  and/ or 
additions. 

d.  A  description  of  the  changes  in  the 
use  of  the  site,  and  a  post-revitaHzation 
site  plan. 

e.  A  description  of  proposed 
management  improvements. 

f.  Description  of  the  surrounding 
neighborhood,  including  strengths  and 
weaknesses;  proposed  treatment  of  any 
neighborhood  problems,  including 
physical,  economic,  and  security. 

g.  Description  of  proposed  supportive 
services. 

h.  A  description  of  any  revolving  loan 
fund  for  economic  development,  as 
permitted  under  Section  in.A.2.c 
hereof,  including  but  not  limited  to  the 
purpose  of  the  loans,  borrower 
eligibility,  and  the  entity  which  will 
administer  the  fund. 

i.  Description  of  proposed  commtuiity 
service  component. 

j.  Where  the  demonstration  grant  is 
requested  for  a  vacant  development, 
identification  of  the  residents  who  will 
receive  the  supportive  services  and 
participate  in  community  service,  and  a 
statement  of  the  reasons  why  this 
resident  group  is  appropriate,  how 
residents  will  be  selected  to  participate 
and  how  this  plan  relates  to  the  physical 
work  planned  to  be  undertaken  in 
connection  with  this  demonstration. 

k.  A  description  of  the  resident 
involvement  in  the  development  of  the 
application  and  in  the  execution, 
implementation  and  monitoring  of  the 
revitalization  plan. 

1.  A  description  of  the  number  of 
replacement  units  to  be  funded,  the 
nature  of  the  programs  to  be  used, 
including  type  and  size  of  unit,  tenure, 
and  program  descriptions. 

m.  Management  plans  describing  the 
management  of  the  revitalization 
activity  and  proposed  management  of 
the  development  after  revitalization. 
The  post-revitalization  management     , 
plan  must  state  whether  additional  or  "j 
reduced  management  and  maintenane^ 
costs  will  result  from  the  revitalization 
and  how  the  proposed  management 
differs  from  the  management  process 
utilized  prior  to  revitalization;  e.g., 
resident  selection,  rent  collection,  and 
maintenance. 

n.  Form  HUD-5282S,  Comprehensive 
Assessment/Program  Budget  (Parts  I  and 
D).  covering  units  for  which  funding  is 
requested  in  the  current  fiscal  year, 
evidencing  that  the  applicant  has  not 
cxt.Heded  the  cost  limits  or  exceptions 
granted  pursuant  to  section  I.E.6.  above. 


o.  Statement  of  the  percentage  of  the 
funding  to  be  used  for  items  listed  in 
m.A.l.  and  in  in.A.2.  of  this  NOFA. 

p.  Modernization  Organization  and 
StafHng  Plan,  stating  the  proposed 
organization,  staffing  and  inspecticm  of 
the  modernization  program. 

q.  Implementation  schedule  for  all 
revitalization  activities  for  the 
development  to  be  funded,  whether 
those  activities  will  be  funded  by  URD 
or  other  sources. 

2.  The  following  information  relevant 
to  rating  the  application,  which  is  not 
otherwise  requested: 

a.  Documentation  of  the  extent  of 
need  as  required  by  Ul.d.a. 

b.  An  assessment  of  the  causes  of 
distress;  an  explanation  of  how  the 
proposed  physical  changes, 
management  improvements,  supportive 
services,  and  community  service 
component  will  remedy  the  distress;  an 
explanation  of  how  the  plan  for 
management  after  revitalization  will 
correct  previous  problems:  a  discussion 
of  why  the  proposed  revitalization  plaii 
is  likely  to  be  successful. 

c.  Data  necessary  for  rating  of  section 
IILCla. 

d.  Description  of  the  involvement  and 
commitment  of  local  public  and  private 
entities  sufficient  to  assess  Section 
Ill.Cl.e. 

3.  The  following  submissions  to 
demonstrate  compliance  with  various 
program  requirements; 

a.  Demonstration  that  the 
development  meets  the  description  of 
severely  distressed  as  described  in 
section  I.E.I,  of  this  NOFA. 

b.  A  list  of  all  severely  distressed 
developments  under  the  PHA's 
jurisdiction. 

c.  A  certification  by  the  PHA  that  the 
targeted  units  are  located  in  not  more 
than  3  separately  defined  areas 
containing  the  community's  most 
severely  distressed  projects. 

d.  Description  of  the  amount  and 
nature  of  the  supportive  service  funding 
from  non-federal  sources  to  be  provided 
by  the  dty  in  which  the  PHA  is  located 
and  the  percentage  of  the  total 
supportive  services  funding  that  this 
represents;  a  commitment  from  the  city 
to  provide  the  contribution  for 
supportive  services  required  under 
section  I.E.3. 

e.  If  the  PHA  is  proposing  to  revitalize 
only  a  portion  of  the  development,  a 
description  of  the  actions  to  be  taken  to 
revitalize  the  portions  which  will  not  be 
funded  under  this  q>plication, 
including  alternate  sources  of  funding 
whidi  may  be  utilized  (e.g. 
Comprehensive  Grant  Program  funds  or 
reprogrammed  Comprehensive 
Improvement  Assistance  Programs 


funds);  and  the  basis  for  the  conclusion 
that  the  revitalization  of  the  targeted 
units  will  be  sustainable  over  the  long 
term. 

f.  Where  average  per  unit  costs  for  all 
hard  costs  will  exceed  100%  of  TDC.  a 
justification  of  the  need  for  higher  costs 
as  required  in  LE.6. 

g.  In  order  to  assure  that  URD  funds 
are  not  used  in  lieu  of  otherwise 
available  modernization  funds,  a 
demonstration  that  the  funds  reasonably 
expected  to  be  available  to  the  PHA  over 
the  period  of  the  CGP  Five- Year  Action 
Plan  are  not  adequate  to  address  the 
total  modernization  needs  of  the  PHA. 

h.  If  the  PHA  is  listed  on  the  attached 
March  31. 1992  list  of  troubled  housing 
agencies,  documentation  necessary  to 
demonstrate  that  the  PHA  has  made 
substantial  progress  to  eliminate  their 
troubled  status  as  defined  in  section 
I.D.2.  of  this  NOFA. 

4.  The  following  submissions  which 
are  necessary  only  in  certain 
circumstances: 

a.  Any  request  for  waiver  of 
Departmental  regulations  governing 
rents,  income  eligibility,  or  other  areas 
of  pubUc  housing  management  which 
will  enhance  the  long  term  viability  of 
the  development,  if  the  PHA  desires 
such  waivers.  The  request  must: 

i.  Identify  the  speciiic  provisions 
requested  to  be  waived. 

ii.  State  how  the  waiver  will 
contribute  to  the  success  of  the 
revitalization  plan,  and 

iii.  State  specifically  how  the  PHA 
wishes  to  manage  any  function  for 
which  a  waiver  is  sought,  pursuant  to 
applicable  law. 

b.  Narrative  description  of  the  local 
preferences  applicable  to  the  selection 
of  tenants  for  the  revitalized 
development  if  they  are  different  from 
the  approved  tenant  selection  plan  for 
the  entire  PHA  jurisdiction,  and  a 
certification  by  the  PHA  that  at  least  one 
public  hearing  was  held  to  discuss  the 
proposed  local  preferences. 

5.  The  following  required 
certifications: 

a.  Where  demolition  or  disposition  of 
units  is  contemplated  in  the  application, 
the  PHA  and  the  city  must  certify  that 
each  unit  will  be  replaced  in  accordance 
with  Section  18  of  the  Act,  as  modified 
by  the  Appropriations  Act  of  1993  (see 
I.E.5.)  and  that  they  will  take  all 
necessary  steps  to  assure  that 
replacement  units  will  be  provided 
within  6  years  of  approval  of  the 
demolition  application.  In  demolition/ 
disposition  cases  %rfaere  the 
requirements  of  the  Section  412  Notice 
(57  FR  44074)  are  applicable, 
applications  includiing  plans  for 
demolition  or  disposition  must  include 
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a  certincation  of  lack  of  resident  interest 
ui  acquiring  the  property  in  the  form 
required  by  Section  Vn.C.  of  the  Notice. 

b.  Commitment  from  any  other  public 
or  private  entity  other  than  the  PHA  for 
any  contribution  to  the  development  or 
the  surrounding  neighborhood  which  is 
a  part  of  the  revitalization  plan. 

c.  A  certification  by  the  public  official 
responsible  for  submitting  the 
comprehensive  housing  affbrdability 
strategy  under  section  105  of  NAHA  that 
the  proposed  activities  are  consistent 
with  the  approved  housing  strategy  of 
the  State  or  unit  of  general  local 
government  within  which  the  targeted 
units  are  located. 

d.  Disclosures  required  by  section  102 
af  the  HUD  Reform  Act  of  1989. 

e.  Form  HUD-50070,  Certification  for 
1  Drug-Free  Workplace. 

f.  Form  HUD-52a20,  PHA  Board 
Resolution  Approving  URD  Application 
and  PHA  certification  of  compliance 
with  minimum  resident  consultation 
requirements. 

g.  Anti-Lobbying  Certification  for 
Contracts,  Grants,  Loans  and 
Cooperative  Agreements  for  grants 
exceeding  $100,000. 

h.  SF-LLL,  Disclosure  of  Lobbying 
Activities  only  where  any  funds,  other 
than  federally  appropriated  funds,  will 
be  or  have  been  used  to  lobby  the 
Executive  or  Legislative  branches  of  Ae 
Federal  government  regarding  specific 
grants  or  contracts. 

i.  A  certification  that  the  applicant 
has  not  and  will  not  receive  assistance 
from  the  Federal  government,  a  State,  or 
a  unit  of  local  government,  or  any 
agency  or  instrumentality  thereof,  for 
the  specific  activities  for  which  funding 
is  requested  in  the  application. 

).  A  certification  that  the  applicant 
will  comply  with  the  requirements  of 
the  Fair  Housing  Act,  Title  VI  of  the 
Civil  Riglits  Act  of  1964,  section  504  of 
the  Rehabilitation  Act  of  1973,  and  the 
Age  Discrimination  Act  of  1975,  and 
will  anirmatively  further  fair  housing. 

C.  Rating  and  Selection 

1.  Rating  Factors 

Apphcations  will  not  be  rated  until 
they  have  been  determined  to  be  eligible 
under  section  I.D.  of  this  NOFA. 
Further,  prior  to  ranking,  all 
applications  must  meet  program 
requirements  LE.l,  2, 4. 6,  7, 8,  and  12. 
Where  applicable,  the  applications  must 
also  meet  the  follovring  program 
requirements:  l.E.3.  5, 10.  and  11.  If  an 
application  fails  to  meet  the 
requirements  for  the  community  service 
component  found  in  III.A.2.a.  and 
Appendix  B,  rating  may  proceed. 
However,  a  revised  community  service 


component  must  be  approved  by  the 
Commission  on  National  and 
Community  Service  (CNCS)  before  any 
funds  will  be  disbursed.  HUD 
Headquarters  review  staff  will  rate 
factors  "a"-"e"  below.  The  CNCS  will 
rate  factor 'T'  below.  The  Department 
may  establish  a  panel  of  experts  with 
whom  to  consult  for  advice  on  elements 
of  the  applications  which  are  within 
their  expertise.  Such  experts  will  be 
advisors  and  will  not  conduct  any  part 
of  the  rating  or  selection  of  grantees, 
a.  Extent  of  need  for  revitalization. 
Points  will  be  awarded  for  evidence  of 
distress  in  the  development  and  distress 
in  the  surrounding  neighborhood  that 
has  a  significant  impact  on  the 
development  as  measured  by  the 
information  Usted  below  and  any 
qualitative  information  submittcKl 
pursuant  to  the  categories  identified  in 
l.E.l.  In  determining  rating  points, 
applicants  will  be  compared  to  each 
other.  The  following  information  must 
be  submitted  for  the  development: 

i.  Families  living  in  distress. 
Percentage  of  households  with  no 
earned  income,  average  income  as  a 
percentage  of  area  noedian. 

ii.  Incidence  of  serious  crime.  Such 
statistical  information  as  is  available  on 
the  following:  frequency  of  criminal  acts 
of  various  types  or  all  criminal  acts, 
number  of  lease  terminations  or 
evictions  for  criminal  activity,  average 
number  of  police  calls  to  the 
development  monthly,  average  monthly 
incidende  of  vandalism  to  PHA  property 
in  dollars. 

iii.  Barriers  to  managing  the 
environment.  Vacancy  rate,  percentage 
of  new  residents  per  year,  percent  of 
rent  collected  monthly. 

iv.  Physical  deterioration.  Cost  of 
rehabilitation/reconstruction  per  unit  as 
a  percentage  of  TDC,  density  as 
measured  in  units  per  acre,  average 
work  order  backlog,  number  of  units 
that  do  not  meet  HQS.  and  major  system 
deficiencies,  including  peeling  and 
chipping  lead-based  paint,  lack  of 
reliable  and  reasonably  efficient  heat 
and  hot  water,  mayor  structural 
deficiencies,  electrical^ystem  under 
code,  poor  site  conditions,  leaking  roof, 
deteriorated  laterals  and  sewers,  high 
number  of  plumbing  leaks. 

b.  Potential  impact  of  the  plan.  Points 
will  be  awarded  to  the  extent  the 
revitalization  plan  developed  by  the 
PHA  appropriately  addresses  the  causes 
of  distress  and  seems  likely  to  produce 
fully  occupied  units  providing  a 
satisfactory  living  environment,  both  in 
terms  of  the  physical  problems  of  the 
imits  to  be  funded  and  the  social, 
educational,  and  income  problems 
affecting  the  residents.  In  making  a 


determination  under  this  factor,  the 
Department  will  consider  the  evidence 
of  distress  identified  in  the  application, 
as  well  as  other  information  available  to 
HUD  from  previous  applications  to  the 
Department,  site  visits,  monitoring,  and 
other  information  in  the  Department's 
files.  Specifically,  the  application  must 
demonstrate: 

i.  That  the  PHA  has  accurately 
assessed  the  causes  of  physical,  social, 
educational  and  economic  distress  in 
the  targeted  units,  the  development,  and 
the  surrounding  neighborhooid, 

ii.  That  the  PHA  has  designed 
appropriate  remedies  to  ameliorate  the 
physical,  social,  educational  and 
economic  distress,  including 
appropriate  supportive  services  and 
service  opportunities, 

iii.  That  the  plan  for  management  of 
the  deveIopnf>ent  after  revitalization  will 
correct  previous  problems  and 
contribute  to  the  success  of  the 
development,  and 

iv.  Tnat,  tak^n  together,  the  sum  of  all 
the  actions  to  be  taken,  whether  funded 
by  the  grant  or  by  other  sources  is 
highly  likely  to  be  successful  in 
revitalizing  the  targeted  units,  resuhing 
in  full  occupancy  and  in  the  provision 
of  decent,  safe,  and  sanitary  housing  to 
the  residents  over  the  long  term. 

c.  Capabilities  of  the  applicant.  Points 
will  be  awarded  based  upon  the  PHA's 
capabilities,  as  measured  by  the 
following  indicators: 

i.  Overall  PHA  capability. 

(a)  The  PHA's  total  score  under  the 

Public  Housing  Management  

Assessment  Program  (PHMAP),  24  CFR 
Part  901 

(b)  The  PHA's  most  recent  fiscal  audit 

(c)  Outstanding  HUD  monitoring 
findings 

(d)  For  PHAs  which  were  on  the  3/31/ 
92  Troubled  PHA  List,  any  submission 
pursuant  to  I.D.2. 

>     ii.  Modernization  capability. 

(a)  The  ^HA's  score  for  Indicator  2. 
Modernization,  (24  CFR  901.10(b)(2)) 
under  PHMAP 

(b)  Ability  to  carry  out  the 
implementation  schedule  in  current  and 
previous  modernization  except  for 
delays  beyond  the  control  of  the  PHA 

iii.  Quality  of  management  plan  for 
carrying  out  revitalization  activity. 

d.  Extent  of  resident  involvement. 
Points  will  be  awarded  based  upon  the 
extent  of  resident  involvement,  as 
measured  by  the  following  indicators 
and  demonstrated  in  the  plan: 

i.  Extent  of  resident  consultation  in 
preparation  of  the  appUcation; 

ii.  Degree  of  resident  training, 
employment  and  contracting  planned 
during  execution  of  the  revitalization 
plan  (for  example,  as  part  of  a  Step-Up 
apprenticeship  program):  and 
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iii.  Level  of  planned  resident 
involvement  in  implementation  and 
monitoring  progress. 

8.  Extent  of  invoivement  of  local 
public  and  private  entities.  Points  will 
be  awarded  based  upon  the  extent  of 
involvement  of  local  public  and  private 
entities,  as  measured  oy  the  foiiowing 
indicators  and  demonstrated  in  the 
plan: 

i.  Extent  of  involvement  in  the 
development  of  the  application; 

il.  Extent  of  commitment  to  the 
provision  of  supportive  services  to 
residents  of  the  development  to  be 
revitalized: 

iii.  Level  of  commitment  of  local,  non- 
federal funds  to  the  physical 
improvement  of  the  development  and 
the  surrounding  neighborhood;  and 

iv.  Extent  of  commitment  to 
improvement  of  supportive  services  and 
economic  activity  in  the  immediate 
vicinity  surrounding  the  development  to 
be  revitalized. 

f.  Community  service  component. 
Points  will  be  awarded  by  the 
Commission  based  upon  the  community 
services  component,  as  provided  below, 
measured  by  the  following  indicators: 

i.  Quality  based  on: 

(a)  The  program's  ability  to  offer 
valuable  services  in  the  areas  where 
they  are  needed  most  and  where 
programs  do  not  exist  or  where  existing 
service  opportunities  are  too  Hmited  to 
meet  community  needs; 

(b)  The  program's  ability  to  involve 
participants,  particularly  youth,  in  the 
design  and  operation  of  the  program: 

(c)  The  program's  ability  to  involve 
individuals  from  diverse  backgrounds 
(including  diversity  of  gender,  race, 
ethnic  background,  economic 
background,  educational  background, 
age,  physical  ability)  who  will  serve 
together; 

(d)  The  leadership  and  management, 
as  measured  by  the  qualifications  of  the 
principal  leaders  of  the  program;  and 

(e)  "The  extent  to  which  the  applicant 
proposes  spet;ific  and  concrete  plans  for 
achieving  its  stated  objectives. 

ii.  Cost  e^ectiveness  based  on  the 
reasonableness  of  the  budget  request 
relative  to  the  perceived  impact  of  the 
proposed  activity. 

iii.  Sustainability  based  on: 

(a)  Strong  and  broad-based 
community  support  for  involvement  in 
the  pro^m;  and 

(b)  Evidence  that  the  best  efforts  will 
be  made  to  obtain  the  fmancial 
resources  necessary  to  continue  the 
program  beyond  the  term  of  the 
revitalization  profect. 

iv.  Innovation  based  on  the  ability  of 
the  program  to  advance  knowledge 
about  creative  and  effective  community 
service. 


V.  Replicability  based  on  the  degree  to 
which  program  design  can  be  broadly 
applicable  in  areas  beyond  program 
location. 

vi.  The  following  rating  points  will  be 
used  by  CNCS  to  create  the  score  for  the 
community  service  component  which 
will  then  be  incorporated  into  the 
overall  selection  and  rating  scores 
assigned  in  section  III.C.3.  below: 

2.  Selection  Criteria 

a.  Points  awarded  under  section 
III.C3.  below  for  the  rating  factors. 


Rating  lacton 

PoM  range 

Quabty  

SustainatiWy 

Innovation 

Rep«caMHy 

7.5poWt 
2.2SpolntB 
2.25  pnMs 
I.SpcM. 
1.5  poM. 

b.  National  geographic  diversity.  The 
Department,  in  its  discretion,  may 
choose  to  select  a  lower-rated,        > 
approvable  application  over  a  higher- 
rated  application  in  order  to  increase 
the  level  of  national  geographic 
diversity  of  applications  approved 
under  this  NOFA. 

c.  Diversity  of  development  types. 
HUD  may.  in  its  discretion,  choose  to 
select  a  lower-rated,  approvable 
application  over  a  higher-rated 
application  in  order  to  increase  the 
diversity  of  development  types 
(developments  which  include  family 
high-rise  buildings  of  five  or  more 
stories  and  those  which  include  only 
low  rise  buildings)  approved  under  this 
NOFA. 

3.  Rating  Values 

The  following  point  assignments  will 
be  used  to  rate  applications  in 
accordance  with  the  criteria  listed  in 
section  lU.Cl.  above.  The  Department 
shall  examine  the  rating,  and  where  it 
determines  that  applications  falling 
below  a  certain  point  total  are  not 
suitable  or  not  feasible  for 
demonstration  of  successful 
revitalization  of  severely  distressed 
developments,  it  may  establish  a 
minimum  number  of  points  for  an 
application  to  be  selected. 


Rating  factors 


Extent  o(  need  lor  revttaflzation  

Potential  Impact  of  the  plan  

Capabilities  ct  the  appiicani 

Extent  cH  reskleni  mvoivement _ 

Extent  of  lr>vo<ve(neni  ot  local  pubNc  arvt 

private  enOties  

Conwhonlty  service  comporwnl 

TotaJ  maxinwfr.  tcora  


PoM 
range 


0-30 
0-30 
0-20 
0-1S 

0-10 

0-15 

120 


4.  Funding  Decisions 

After  rating.  Headquarters' will  select 
approvable  applications  for  funding  in 
accordance  with  the  selection  criteria 
set  forth  in  section  III.C.1.  above.  If  any 
selected  appUcations  include 
community  service  compranents  which 
have  not  been  approved  by  the  CNCS, 
the  applicants  may  conform  their 
applications  to  CNCS  requirements  after 
selection  in  order  to  obtain  release  of 
fimds.  HUD  may  approve  an  application 
for  an  amount  lower  than  the  amount 
required  if  the  application  includes  an 
ineligible  activity,  or  if  insufficient 
funds  are  available  to  fund  the  full 
amount  requested  and  HUD  determines 
that  partial  funding  is  a  viable  option. 

rv.  Application  Processing 

A.  Schedule  for  Submission  and 
Approval  \ 

Applications  must  be  received  on  or 
before  4  p.m.  E.S.T.  on  April  5, 1993. 
HUD  will  select  grantees  by  (insert  date 
180  days  from  date  of  publication). 

B.  Corrections  to  Deficient  Applications 

1.  Immediately  after  the  deadline  for 
submission  of  applications. 
Headquarters  will  screen  each 
application  to  determine  whether  all 
items  were  submitted. 

2.  If  the  PHA  fails  to  submit  the 
technical  items  listed  below  or  the 
application  contains  a  technical  mistake 
such  as  an  incorrect  signatory,  the 
Department  shall  immediately  notify  the 
PHA  in  writing  that  the  PHA  has  14 
calendar  days  from  the  date  of  HUD's 
written  notification  to  submit  or  correct 
any  of  the  specified  items.  The  PHA  will 
have  no  opportunity  to  correct 
deHciencies  not  identified  in  HUD's 
written  notification.  If  the  items  listed 
below  are  missing,  and  the  PHA  does 
not  submit  them  within  the  required 
time  period,  the  application  will  be 
ineligible  for  further  processing. 

a.  PHA  Report  on  Cooperation 
Agreement: 

b.  Form  HUD-50070.  Certification  for 
a  Drug-Free  Workplace; 

c.  Form  HUD-52820.  PHA  Board 
Resolution  Approving  URD  Application: 

d.  Certification  for  Contracts,  Grants, 
Loans  and  Cooperative  Agreements; 

e.  SF-LL,  Disclosure  of  Lobbying 
Activities; 

f.  Report  on  Project  Implementatipn 
Schedule(s}: 

g.  Modernization  Organization 
Staffing  Plan. 
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V.  Applicability  ofOthH-  F«deral 
Requirements 

A.  Fhod  Insurance 

Pursuant  to  the  Flood  Disaster 
Prolection  Act  of  1973  (42  U.S.C  4001- 
412a),  HUD  will  not  approve 
applications  for  grants  providing 
nnancial  assistance  fat  acquisition  or 
rehabilitation  of  properties  located  in  an 
area  identiHed  by  the  Federal 
Emergency  Management  Agency 
(FEMA)  as  havii>g  special  flood  hazards, 
unless — 

1 .  The  community  in  which  the  area 
is  situated  is  partidputing  in  the 
National  Flood  Insurance  program  (see 
44  GFR  Farts  59  through  79),  or  less 
than  one  year  has  passed  since  FEMA 
notirication  regarding  such  hazards;  and 

2.  Flood  insurance  is  obtained  as  a 
(»ndition  of  approval  of  the  application. 

B.  Coastal  Barriers  Resounxs  Act 

Pursuant  to  the  Coastal  Barrier 
Resources  Act  (16  U.S.C  3601).  HUD 
will  not  approve  grant  applicatioi>s  for 
properties  in  the  Coastal  Barrier 
Resources  System. 

C.  Fair  Housing  Requirements 

The  requirements  of  the  Fair  Housing 
Act  (42  U.S.C  3601-19)  and  regulations 
pursuant  thereto  (24  CFR  part  100); 
Executive  Order  11063  (Equal 
Opportunity  in  Housing)  and 
mgulations  pursuant  thereto  (24  CFR 
part  107):  the  fair  housing  poster 
regulations  (24  CFR  part  110)  and 
advertising  guidelines  (24  CFR  part 
109). 

D.  Nondiscrimination  in  Housing 

Title  VI  of  the  Civil  Rights  Act  of  1964 
(42  U.S.C  2000d)  and  regulations 
pursuant  thereto  (24  CFR  part  1). 

E.  Discrimination  on  the  Basis  of  Age  or 
i  faadicap 

The  prohibitions  against 
disc^rimination  on  the  basis  of  age  under 
the  Age  Discrimination  Act  of  1975  (42 
U.S.C.  6101-07)  and  regulations  i.ssued 
pursuant  thereto  (24  CFR  part  146),  the 
prohibitions  against  discrimination 
against  handicapped  individuals  under 
swiion  504  of  the  Rehabilitation  Act  of 
1973  (29  U.S.C.  794)  and  regulations 
issued  pursuant  thereto  (24  CFR  part  8) 
and  the  Americans  with  Disabilities  Act 
(Public  Law  101-336)  and  its 
implementing  regulation  at  28  CFR  part 
36., 

F.  Employment  Opportunities 

The  requirements  of  section  3  of  the 
Housing  and  Urban  Development  Act  of 
1968  (12  U.S.C  1701u)  (Employment 
Opportunities  for  Lower  Income  Persons 


in  Coniwction  with  Assisted  Profects) 
and  its  implementing  regulation  at  24 
CFR  part  135. 

G.  Minority  and  Womens'  Business 
Enterprises 

The  requirements  of  Executive  Orders 
11246, 11625. 12432,  and  12138. 
Consistent  with  HUD's  responsibilities 
under  these  Orders,  recipients  must 
make  efforts  to  encourage  the  use  of 
minority  and  women's  busii>ess 
enterprises  in  connection  with  funded 
activities. 

H.  Disability  Requirements 

Fair  Housing  Act  and  section  504.  The 
recipient  must  comply  with  the 
reasonable  modification  and 
accommodation  requirefnents  of  the  Fair 
Housing  Act  and  the  accessibility 
requirements  of  the  Pair  Housing  Act 
and  section  504  of  the  Rehabilitation 
Act  of  1973,  as  amended. 

I.  OMB  Circulars 

The  policies,  guidelines,  and 
requirements  of  OMB  Grcular  ^4os.  A- 
87  (Cost  Principles  Applicable  to 
Grants,  Contracts  and  Other  Agreements 
with  Slate  and  Local  Governments)  and 
24  CFR  part  85  (Administrative 
Requirements  for  Grants  and 
Cooperative  Agreements  to  State,  Local 
and  Federally  Recognized  Indian  Tribal 
Governments)  apply  to  the  award, 
acceptance,  and  use  of  assistance  under 
the  program  by  PHAs,  and  to  the 
remedies  for  non-compliance,  except 
when  inconsistent  with  the  provisions 
of  the  Appropriations  Act,  oiher  Federal 
statutes,  or  this  notice.  Recipients  are 
also  subject  to  the  audit  requirements  of 
OMB  Circular  A-128  implemented  at  24 
CFR  part  44.  Copies  of  OMB  Circulars 
may  Qe  obtained  from  E.O.P. 
Publications,  room  2200,  New  Executive 
Office  Building.  Washington.  DC  20503. 
telephone  (202)  395-7332  (this  is  not  a 
toll-free  number).  There  is  a  limit  of  two 
free  copies. 

/.  Drug-Free  Workplace 

Applicants  shall  certify  that  they  will 
provide  a  drug-free  workplace,  in- 
accordance  with  the  Drug-free 
Workplace  Act  of  1988  and  HUD's 
implementing  regulations  at  24  CFR  part 
24,  subpart  F. 

K.  Anti-Lobbying  Certification 

Section  319  of  Public  Law  101-121 
prohibits  recipients  of  Federal  contracts, 
grants,  and  loans  from  using 
appropriated  funds  for  lobbying  the 
Executive  or  Legislative  Branches  of  the 
Federal  Government.  A  government- 
wide  common  rule  governing  the 
restrictions  on  lobbying  was  published 


as  an  interim  rule  on  February  26. 1990 
(55  FR  6736)  and  supplemented  by  a 
notice  published  June  15. 1990  (55  FR 
24540).  For  HUD.  this  rule  is  found  at 
24  CFR  part  87.  The  rule  requires 
applicants  for  and  recipients  of 
assistanoe  exceeding  $100,000  to  oartify 
that  no  FJaderal  funds  have  been  or  will 
be  spent  on  lobbying  activities  in 
connection  with  the  assistance.  The  rule 
also  requires  disclosures  from 
applicants  and  recipients  if 
nonappropriated  fimds  have  been  spent 
or  ccmmitted  for  lobbying  activities  if 
those  activities  would  be  prohihittx]  if 
paid  with  appropriated  funds.  The  law 
provides  substantial  monetary  penalties 
for  failure  to  file  the  required 
certification  or  disclosure. 

L  Section  102  of  HUD  Reform  Act  of 
1989 

On  March  14, 1991,  the  Departmeut--'-^-^ 
published  in  the  Federal  Register  a  final 
rule  to  implement  section  102  of  the 
Department  of  Housing  and  Urban 
Development  Refcmn  Act  of  1989  (24 
CFR  part  12,  56  FR  11032).  Section  102 
contains  a  number  of  provisions  that  are 
designed  to  ensure  greater 
accountability  and  integrity  in  the 
provision  of  certain  tjrpes  of  assistanoe 
administered  by  the  Departntent. 

M.  Documentation  and  disclosures 

Since  HUD  makes  assistance  under 
the  program  available  (ki  a  competitive 
basis,  24  CFR  part  12  requires  HUD  to: 

1.  Ensure  that  documentation  and 
other  information  regarding  each 
application  submitted  to  the  Department 
are  sufBcient  to  indicate  the  basis  upon 
which  assistance  was  provided  or  {^ 
denied.  HUD  must  make  this  material 
available  for  public  inspection  for  a  five- 
year  period  (§  12.14(b).)  HUD  will 
provide  further  guidance  on  how  this 
material  may  be  accessed  in  a  later 
Notice  published  in  the  Federal 
Register. 

2.  Publish  a  Notice  in  the  Federal 
Register  at  least  quarterly  indicating  the 
recipients  of  the  assistance  (24  CFR 
12.16(a).) 

3.  Subpart  C  of  part  12  requires 
applicants  that  seek  assistance  from 
HUD  for  a  specific  project  or  activity 
must  make  the  disclosures  required 
under  §  12.32.  Each  applicant  must 
complete  fdrm  HUD  2880,  Applicant/ 
Recipient  Disclosure/Update  Report, 
and  submit  the  completed  form  v-iih  its 
application. 


N.  Section  103  HUD  Reform  Act  a]  1989 

HUD's  regulation  implementing 
section  103  of  the  Department  of 
Housing  and  Urban  Development 
Reform  Act  of  1989  was  published  May 
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13. 1991  (56  FR  22088)  and  became 
effective  on  June  12. 1991.  That 
regulation,  codified  as  24  CFR  part  4. 
applies  to  the  funding  competition 
announced  today.  The  requirements  of 
the  rule  continue  to  apply  until  the 
announcement  of  the  selection  of 
successful  applicants.  HUD  employees 
involved  in  the  review  of  applications 
and  in  the  making  of  funding  decisions 
are  limited  by  part  4  from  providing 
advance  infonnation  to  any  person 
(other  than  an  authorized  employee  of 
HUD)  concerning  funding  decisions,  or 
from  otherwise  giving  any  applicant  an 
unfair  competitive  advantage.  Persons 
who  apply  for  assistance  in  this 
competition  should  gonfine  their 
inquiries  to  the  subject  areas  permitted 
under  24  CFR  part  4.  Applicants  who 
have  questions  should  contact  the  HUD 
Office  of  Ethics  (202)  708-2815;  TDD 
(202)  708-1112.  (These  are  not  toll-free 
numbers.) 

O.  Section  112  HUD  Reform  Act  of  1989 

Section  13  of  the  Department  of 
Housing  and  Urban  Development  Act 
contains  two  provisions  dealing  with 
efforts  to  influence  HUD's  decisions 
with  respect  to  financial  assistance.  The 
first  imposes  disclosure  requirements  on 
those  who  are  typically  involved  in 
these  efforts — those  who  pay  others  to 
influence  the  award  of  assistance  or  the 
taking  of  a  maiiagement  action  by  the 
Depart.ment  and  ^ose  who  are  paid  to 
provide  the  influence.  The  second 
prohibits  the  payment  of  fees  to  those 
who  are  paid  to  influence  the  award  of 
HUD  assistance,  if  the  fees  are  tied  to 
the  number  of  housing  units  received  or 
are  based  on  the  amount  of  assistance 
received,  or  if  they  are  contingent  upon 
the  receipt  of  the  assistance.  Section  13 
was  implemented  by  final  rule  (24  CFR 
part  86)  published  in  the  Federal 
Register  on  May  17. 1991  (56  FR  22912). 
If  readers  are  involved  in  any  efforts  to 
influence  the  department  in  these  ways, 
they  are  urged  to  read  the  final  rule, 
particularly  the  examples  contained  in 
appendix  A  24  CFR  part  86.  Any 
questions  regarding  the  rule  should  be 
directed  to  Director.  Office  of  Ethics, 
room  2158.  Department  of  Housing  and 
Urban  Development.  451  Seventh  Street. 
SW..  Washington.  DC  20410.  Telephone: 
(202)  708-3815;  TDD:  (202)  708-1112. 
(These  are  not  toll-free  numbers.)  Forms 
nece.ssary  for  compliance  with  the  rule 
may  be  obtained,  ht)m  the  local  HUD 
office. 

P.  Debarred  or  Suspended  Contractors 

The  provisions  of  24  CFR  part  24 
apply  to  the  employment,  engagement 
of  services,  awarding  of  contracts, 
subgrants.  or  funding  of  any  recipients. 


or  contractors  or  subcontractors,  during 
any  period  of  debarment,  suspension,  or 
placement  in  ineligibility  status. 

Q.  Conflict  of  Interest 

1.  In  addition  to  the  conflict  of 
interest  requirements  in  24  CFR  part  85, 
no  person  who  is  an  employee,  agent, 
consultant,  officer,  or  elected  or 
appointed  official  of  the  PHA  and  who 
exercises  or  has  exercised  any  functions 
or  responsibilities  with  respect  to 
activities  assisted  under  an  URD  grant, 
or  who  is  in  a  position  to  participate  in 

a  decision-making  process  or  gain  inside 
information  with  regard  to  such 
activities,  may  obtain  a  financial  interest 
or  benefit  from  the  activity,  or  have  an 
interest  in  any  contract,  subcontract,  or 
agreement  with  respect  thereto,  or  the 
proceeds  thereunder,  either  for  himself 
or  herself  or  for  those  with  whom  he  or 
she  has  family  or  business  ties,  during 
his  or  her  tenure  or  for  one  year 
thereafter. 

2.  HUD  may  grant  an  exception  to  the 
exclusion  in  paragraph  (1)  of  this 
section  on  a  case-by-case  basis  when  it 
determines  that  such  an  exception  will 
serve  to  further  the  purposes  of  the 
revitalization  demonstration  and  the 
effective  and  efficient  administration  of 
the  revitalization  program.  An  exception 
may  be  considered  only  after  the 
applicant  or  recipient  has  provided  a 
disciasure  of  the  nature  of  the  conflict, 
accompanied  by  an  assurance  that  there 
has  been  public  disclosure  of  the 
conflict  and  a  dnscription  of  how  the 
public  disclosure  was  made  and  an 
opinion  of  the  applicant's  or  recipient's 
attorney  that  the  interest  for  which  the 
exception  is  sought  would  not  violate 
State  or  local  laws.  In  determining 
whether  to  grant  a  requested  exception, 
HUD  shall  consider  the  cumulative 
effect  of  the  following  factors,  where 
applicable: 

a.  Whether  the  exception  would 
provide  a  significant  cost  benefit  or  an 
essential  degree  of  expertise  to  the 
revitalization  program  that  would 
otherwise  not  be  available; 

b.  Whether  an  opportunity  was 
provided  for  open  competitive  bidding 
or  negotiation; 

c.  Whether  the  person  affected  is  a 
member  of  a  group  or  class  intended  to 
be  the  beneficiaries  of  the  activity  and 
the  exception  will  permit  such  person  to 
receive  generally  the  same  interest  or 
benefits  as  are  being  made  available  or 
provided  to  the  group  or  class; 

d.  Whether  the  affected  person  has 
withdrawn  from  his  or  her  functions  or 
responsibilities,  or  the  decisionmaking 
process,  with  respect  to  the  specific 
activity  in  question; 


e.  Whether  the  interest  or  benefit  was 
present  before  the  affiected  person  was 
in  a  position  as  described  in  paragraph 
(1)  of  this  section; 

f.  Whether  undue  hardship  will  result 
either  to  the  applicant,  recipient,  or  the 
person  affected  when  weighed  against 
the  public  interest  served  by  avoiding 
the  prohibited  conflict;  and 

g.  Any  other  relevant  considerations. 

R.  Labor  Standards 

Pursuant  to  section  12  of  the  1937 
Act,  Davis-Bacon  or  HUD-determined 
prevailing  wage  rates  shall  apply  to 
activities  under  this  demonstration 
program.  The  wage  rate  requirements  do 
not  apply  to  individuals  who  perform 
services  for  which  they  volunteered;  do 
not  receive  compensation  for  those 
services  or  are  paid  expenses, 
reasonable  benefits,  or  a  nominal  fee  for 
the  services;  and  are  not  otherwise 
employed  in  the  work  involved  (24  CFR 
part  70).  In  addition,  if  other  Federal 
programs  are  used  in  connection  with 
the  revitalization  program,  labor 
standards  requirements  apply  to  the 
extent  required  by  such  other  Federal 
programs.  For  example,  if  the  CDBG  ■ 
program  is  used  in  connection  with  tlie 
revitalization  program,  the  labor 
standards  requirements  of  those 
programs  would  apply  to  the  extent 
required  by  them. 

S.  Lead-Based  Paint  Testing  and 
Abatement 

Any  property  assisted  under  the 
revitalization  program  established  under 
this  notice  constitutes  HUD-associated 
housing  for  the  purpose  of  the  Lead- 
Based  Paint  Poisoning  Prevention  Act 
(42  U.S.C.  4821.  et  seq.)  and  is. 
therefore,  subject  to  24  CFR  part  35,  and 
24  CFR  part  965  (subpart  H).  Unless 
otherwise  provided,  recipients  shall  be 
responsible  for  testing  and  abatement 
activities. 

T.  Relocation 

1.  The  requirements  of  the  Uniform 
Relocation  Assistance  and  Real  Property 
Acquisition  Policies  Act  of  1970  and 
government-wide  implementing 
regulations  at  49  CFR  part  24  are 
applicable  to  this  program. 

2.  Temporary  Relocation 

The  recipient  shall  provide  each 
resident  of  an  eligible  property,  who  is 
required  to  relocate  temporarily  to 
permit  work  to  be  carried  out,  with 
suitable,  decent,  safe,  and  sanitary 
housing  for  the  temporary  period  and 
shall  reimburse  the  resident  for  all 
reasonable  out-of-pocket  expenses 
incurred  in  connection  with  the 
temporary  relocation,  including  the 
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costs  of  moving  to  and  from  the 
temporarily  occupied  housing  and  any 
increase  in  monthly  costs  of  rent  and 
utilities. 

U.  Records.  Reports,  and  Audit  of 
Recipients 

1.  General  Records 

Each  recipient  shall  keep  records  that 
will  facilitate  an  effective  audit  to 
determine  compliance  with  program 
requirements  and  that  fully  disclose— 

a.  The  amount  and  disposition  of 
funds  received  under  this  notice, 
including  sufficient  records  that 
document  the  reasonableness  aiul 
necessity  of  each  expeiKliture; 

b.  The  amount  and  nature  of  any  other 
assistance,  including  cash,  services,  or 
other  items  contributed  as  a  condition  of 
receiving  a  grant; 

c.  The  cost  or  other  value  of  all  in- 
kind  non-Federal  contributions  towards 
the  supportive  services  matdi  required 
by  Section  LE.3.;  and 

d.  Any  other  proceeds  received  for,  or 
otherwise  used  in  ctmnection  with,  the 
revitalizati<m  program. 


2.  Reports 

The  PHA  shall  submit  Form  HUD- 
52826,  ScfaeduleAleport  of 
Modemixatian  Expwuiitures  (approved 
by  the  Office  of  Management  and 
Budget  under  control  number  2577- 
0049)  no  later  than  45  calmdar  days 
after  the  end  of  the  quarter.  The  first 
report  is  due  45  calendar  days  after  the 
end  of  the  quarter  in  whidi  the  AOC 
amendment  is  executed. 

The  PHA  shall  also  submit  a  quarterly 
narrative  report  describing  tibe  current 
status  of  the  work  activities  in  the 
revitalizaticm  plan,  including 
community  service  or  supp<rtive 
services  set  forth  (»i  Form  HUEMS2825, 
Comprehensive  Assessment/Program 
Budget.  In  this  narrative,  the  PHA  shall 
describe  any  actions  taken  during  the 
quiirter  towards  accomphshment  of  its 
stated  goals  and  explain  any  lack  of 
progress  or  actimis. 

V.  Access  by  HUD 

For  the  piupose  of  audit,  examination, 
monitoring,  and  evaluation  eadi 
recipient  shall  give  HUD  (including  any 
duly  authorized  representatives  and  the 


Inspector  General)  access  to  any  books. 
documents,  papers,  and  records  of  the 
recipient  that  are  pertinent  to  assistoioe 
received  under  this  notice,  including  all 
records  required  to  be  kept  by  paragraph 
(1)  of  this  section. 

W.  Environmental  Requirements 

Before  HUD  approves  apphcatioas 
under  this  demonstraticm,  HUD  will 
assess  the  environmental  effects  of  each 
application  in  accordance  with  the 
provisions  of  the  National 
Environmental  Policy  Act  of  1969  (42 
U.S.C  4321  et  seq.)  (NEPA)  and  HUD's 
implementation  regulations  at  24  CFR 
part  SO  and  the  compliance 
requirements  of  the  related 
environmental  laws  and  autlKNities 
listed  in  24  CFR 

Other  Matters 

Information  Collections 

The  estimated  information^coUection 
requirements  contained  in  this  NOFA 
have  been  sent  to  the  Office  of 
Management  and  Budget.  Information 
on  these  requirements  is  provided  as 
follows: 


Urban  Revttauzation  NOFA— Burden  Hours 
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.  Environmental  Review 

A  Finding  of  No  Significant  Impact 
with  respect  to  the  environment  has 
been  made  in  accordance  with  HUD 
regulations  at  24  CFR  part  50,  which 
implement  section  102(2MC)  of  the 
National  Environmental  Policy  Act  of 
1969.  The  Finding  is  available  for  public 
inspection  between  7:30  a.m.  and  5:30 
p.m.  weekdays  in  the  Office  of  the  Rules 
Dodcet  Qerk,  Office  of  the  General 
Counsel,  Department  of  Housing  and 
Urban  Development,  room  10276, 451 
7th  St.,  SW.,  Washington,  DC  20410. 

Impact  on  the  Family 

The  General  Counsel,  as  the 
designated  official  under  Executive 
Order  12606,  The  Family,  has 
determined  that  the  provisions  of  this 
^FA  do  not  have  a  potential 


significant  impact  on  the  formation, 
maintenance,  and  general  well-being  of 
the  family.  To  the  extent  that  there  is  an 
impact  on  the  family,  revitalization  of 
severely  distressed  public  housing 
developments  under  the  demonstraticm 
can  be  expected  to  support  family 
values  by  enabling  low-income  families 
to  live  in  decent,  safa,  and  sanitary 
housing. 

Federalism  Impact 

The  General  Counsel  has  also 
determined,  as  the  Designated  Official 
for  HUD  under  section  6(a)  of  Executive 
Order  12612,  Federalism,  that  the 
}rovisioDS  of  this  NOFA  are  closely 
Msed  on  statutory  requirements  and 
mpose  no  si^ificant  additional 
)urdens  on  States  or  other  public 
xxiies.  The  notice  does  not  affect  the 
relationship  between  the  Fedwal 


government  and  the  States  and  other 
public  bodies  or  the  distribution  of 
power  and  responsibilities  among 
various  levels  of  government.  Therefore, 
the  policy  is  not  subject  to  review  under 
Executive  Order  12612. 

Dated:  December  30. 1992. 
Michael  B.  lank. 

General  Deputy  Assistant  Secretary  for  Public 
and  Indian  Housing. 

Appendix  A 

Forty  Most  Populous  U.S.  Cities 

Cities 

New  York.  NY 
Los  Angeles,  CA 
Chicago,  IL 
Houston,  TX 
Philadelphia.  PA 
San  Diego.  CA 
Detroit.  KQ 
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Dallas.  TX 
I'hocnix.  AZ 
5>an  Antonio.  TX 
Sdn  Jose.  CA 
Bdllimore.  MD 
Indianapolis.  IN 
San  Francisco.  CA 
lacksonville,  FL 
Q)luinbus.  OH 
Milwaukee.  WI 
Memphis.  TN 
Washington.  DC 
Boston,  MA 
Seattle.  WA 
El  F'aso.  TX 
CJpveland.  OH 
New  Orleans,  L^ 
Nushville-Davidson.  TN 
Di'nver.  CO 
Austin.  TX 
Fort  Worth.  TX 
Oklahoma  City.  OK 
Portland.  OR 
Kansas  City.  MO 
Long  Beach.  CA 
Tucson.  AZ 
St  Louis.  MO 
Charlotte.  NC 
Atlanta.  GA 
Virginia  Beach.  VA 
Albuquerque.  NM 
OdWIand.CA 
Pittsburgh.  PA 

PHAS  on  the  TmubleH  PHA  List  as  of  3/31/ 
92 

Boston.  MA 

Bridgeport.  CT 

New  Haven.  CT 

Camden.  NJ 

Newark.  NJ 

D.C  Department  of  Public  and  Assisted 

Housing 
Philadelphia.  PA 
Chester.  PA 
Atlanta.  CA 
Birmingham.  AL 
lacksonville.  FL 
Puerto  Rico 
Virgin  blands 
Cuyahoga,  OH 
Detroit,  Ml 
Indianapolis.  IN 
Lucas  County.  OH 
East  St.  Louis,  IL 
Chicago,  IL 
Springfield,  IL 
NiBw  Orleans,  LA 
Kansas  City.  MO 
Los  Angeles.  CA 
San  Francisco.  CA 

Appendix  B 

Program  Requirements  for  Community 
Service  Component 

Background 

The  legislation  creating  the  HUD 
Urban  Revitalization  Demonstration 
Program  requires  that  each  plan 
submitted  for  funding  include  a 
community  service  component  to  be 
approved  by  the  Commission  on 
National  and  Community  Service 
(CNQS).  By  requiring  a  community 


^Ce?'] 


service  component  in  each  plan  for 
urban  revitalization,  the  legislation 
presents  HUD  and  CNCS  with  a  unique 
opportunity  to  create  a  strong  and 
lasting  union  between  physical  urban 
revitalization  and  community  service. 
Physical  urban  revitalization  cannot  be 
sustained  without  a  revitalization  of  the 
spirit  of  the  people  of  the  community 
such  that  the  people  begin  to  view 
themselves  as  collective  owners  of  the 
community.  A  sense  of  collective 
ownership  of  the  community  engenders 
not  only  concern  for  people  who  live  in 
the  community  but  also  caring  for  and 
pride  in  the  physical  structures  in  the 
community.  Through  community 
service,  the  sense  of  collective 
ownership  of  the  community  can  be 
developed,  thereby  revitalizing  the 
spirit  of  the  people  of  the  community. 
Thus,  beyond  the  bricks  and  mortar  of 
the  physical  structures,  community 
service  can  be  the  glue  that  holds  an 
urban  revitalization  program  together, 
sustains  it.  and  nourishes  it. 

To  assist  applicants  for  urban 
revitalization  funds  in  designing  their 
community  service  programs.  CNCS  has 
set  forth  below  a  deHnition  for 
"community  service  program"  followed 
by  guidance  on  program  requirements, 
allowable  program  activities, 
application  content,  selection  criteria 
and  ranking  factors. 

I.  Definition 

For  purposes  of  the  HUD  Urban 
Revitalization  Demonstration  Program, 
"community  service  program"  is 
defmed  as: 

A  program  organized,  administered, 
overseen  or  funded  by  a  public  housing 
authority  or  its  designated 
representative,  engaging  individuals  in 
meaningful  service  on  a  volun\eer  basis 
or  through  limited  stipends  to  address 
unmet  human,  environmental, 
educational,  and/or  public  safety  needs 
through  youth  service  and  conservation 
corps,  residents'  associations, 
community-based  organizations,  K-12 
schools,  institutions  of  higher 
education,  churches  or  other  religious 
entities  (but  see  paragraph  11.(13)  below) 
and  other  such  similar  organizations. 

II.  Program  Requirements 

(1)  An  applicant  that  receives 
assistance  under  the  revitalization 
program  may  administer  the  community 
service  program  or  may  contract  with  a 
nonproRt  organization  or  a  unit  of  state 
or  local  government,  subject  to  the 
limitations  contained  in  paragraph  13 
below  to  administer  such  program. 

(2)  Each  applicant  intending  to 
administer  a  community  service 


program  itself,  and  any  organization 
contracted  to  administer  a  community 
service  program  by  an  applicant  shall 
secure  the  services  of  a  community 
service  coordinator  who  will  have 
primary  responsibility  for  the  design 
and  administration  of  the  applicant's 
community  service  program. 

(3)  In  designing  a  community  service 
program,  each  applicant  shall  solicit 
input  from  residents  of  the  development 
to  be  revitalized — particularly  youth — 
community-based  organizations,  local 
businesses,  school  representatives, 
representatives  of  religious 
organizations,  and  other  interested 
parties.  In  order  to  maximize  this  level 
of  input,  each  applicant  is  encouraged 
to  establish  a  Community  Service 
Advisory  Board  comprised  of  the  parties 
listed  in  the  preceding  sentence. 

(4)  With  the  assistance  of  the  parties 
listed  in  paragraph  (3),  each  applicant 
shall  determine  the  human, 
environmental,  educational,  and/or 
public  safety  needs  of  the  housing 
development  to  be  revitalized  as  well  as 
the  surrounding  neighborhood.  An 
applicant  may  also  determine  the 
human,  environmental,  educational, 
and/or  public  safety  needs  of  the  city  at 
large. 

(5)  In  light  of  the  determination 
required  in  paragraph  (4),  and  in 
conjunction  with  the  parties  listed  in 
paragraph  (3),  each  applicant  shall 
devise  strategies  or  service 
opportunities  for  addressing  the  greatest 
needs  identified  and  provide  a 
justification  for  choosing  those 
particular  strategies. 

(6)  Programs  may,  but  are  not  required 
to  provide,  in-service  stipends  or  post- 
service  benefits  for  participants.  If  post- 
service  ben'eHts  are  provided,  they  shall 
only  be  paid  at  the  end  of  the  term  of 
service  and  shall  only  be  used  for 
education,  training,  or  apprenticeships. 
In-service  stipends  and  post-service 
benefits  are  subject  to  the  following 
limitations: 

(a)  Full-time  service,  (i)  In-service 
stipends  shall  not  exceed  100  percent  of 
the  poverty  line  for  a  family  of  two  (as 
defined  in  42  USC  section  9902(2));  and 

(ii)  Post-service  benefits  shall  not 
exceed  $100  per  week  of  service  or 
$5,000  per  year  of  service,  whichever  is 
less. 

(b)  Part-time  service,  (i)  In-service 
stipends  shall  not  exceed  an  amount 
equal  to  a  share  of  such  stipend  offered ' 
to  full-time  participant  under  paragraph 
(a)(i)  above,  that  has  been  prorated 
according  to  the  number  of  hours  such 
part-time  participant  serves  in  the 
pro^m. 

(ii)  Post-service  benefits  shall  not 
exceed  an  amount  equal  to  a  share  of 


Federal  Register  /  Voi:\58,  No.  2  /  Tuesday,  January  5,  1993  /  Notices 


449 


such  post-service  benefit  offered  to  a 
full-time  participant  under  paragraph 
(a)(ii)  above,  that  has  been  prorated 
according  to  the  number  of  hours 
worked  per  week  of  service  or  $2000  per 
year  of  service,  whichever  is  less. 

(c)  A  participant  in  a  community 
service  program  who  receives  an  in- 
service  stipend  and/or  post-service 
benefit  shall  not  be  considered  a  Federal 
employee  emd  shall  not  be  subject  to  the 
provisions  of  law  relating  to  Federal 
employment. 

(7)  &ach  applicant  shall  give 
preference  for  participation  in  service 
opportunities  included  in  the 
community  service  program  to  residents 
of  the  housing  development  to  be 
revitalized. 

.(8)  Each  community  service  program 
shall  be  for  a  term  of  no  less  than  the 
term  of  the  revitalization  project.  Each 
applicant  shall  exercise  best  efforts  to 
continue  the  community  service  plan 
beyond  the  term  of  the  revitalization 
project. 

(9)  Each  applicant  shall  collect  such 
data  as  the  Commission  on  National  and 
Community  Service  (CNCS)  directs  to 
enable  CNCS  to  conduct  an  evaluation 
of  the  community  service  program. 

(10)  To  reflect  the  importance  of  the 
community  service  component  of  each 
application,  we  recommend  that  each 
applicant  use  between  7  percent  and  10 
percent  of  the  funds  made  available 
under  the  revitalization  program  for  its 
community  service  program.  Of  the 
amount  of  funds  reserved  for  the 
community  service  program: 

(a)  No  more  than  10  percent  may  be 
expended  for  administrative  expenses 
related  to  such  program;  and 

(b)  No  more  tnan  10  percent  may  be 
expended  for  the  purchase  of  major 
capital  equipment  related  to  such 
program. 

(11)  Prior  to  the  placement  of  a 
participant  in  a  service  opportunity,  the 
applicant  shall  consult  with  any  local 
labor  organization  representing 
employees  in  the  area  who  are  engaged 
in  the  same  or  similar  work  as  that 
proposed  to  be  carried  out  under  the 
community  service  program. 

(12)  Each  applicant  shall  ensure  that 
individuals  do  not  drop  out  of  school 
for  the  purpose  of  participating  in  the 
community  service  program. 

(13)  Applicants  snail  not  contract 
with  any  of  the  following  organizations 
to  administer  or  carry  out,  in  whole  or 
in  part,  any  community  service  program 
funded  under  the  demonstration 
program,  neither  may  any  organization 
selected  to  carry  out  service  activities 
use  the  funds  provided  to  conduct  any 
of  the  types  of  activities  carried  out  by 
any  of  the  organizations  listed  below: 


(a)  Business  organized  for  profit; 

(b)  Labor  union; 

(c)  Partisan  political  organization; 

(d)  Organization  engaged  in  religious 
activities,  unless  such  activities  do  not 
involve  the  use  of  funds  provided  under 
the  demonstration  program  by  program 
participants  and  program  staff  to  give 
religious  instruction,  conduct  worship 
services,  or  engage  in  any  form  of 
proselytization;  or 

(e)  Domestic  or  personal  service 
company  or  organization. 

(14)  Participants  in  the  community 
service  program  shall  be  citizens  or 
nationals  of  the  United  States  or  lawful 
permanent  resident  aliens  of  the  United 
States. 

(15)  Supplementation, 
nonduplication,  and    < 
nondisplacementj^)  Supplementation. 
(i)  Applicants  are^wi^d  that  funds 
received  for  the  coMnunity  service 
program  are  to  be  u^d  only  to 
supplement,  not  supplant.  State  and 
local  public  funds  expended  for  services 
of  the  type  assisted  under  this  grant  in 
the  previous  fiscal  year. 

(ii)  Paragraph  (i)  of  this  section  shall 
be  satisfied,  with  respect  to  a  particular 
program,  if  the  aggregate  expenditure  for 
such  program  for  the  fiscal  year  in 
which  services  are  to  be  provided  will 
not  be  less  than  the  aggregate 
expenditure  for  such  program  in  the 
previous  fiscal  year,  excluding  the 
amount  of  Federal  assistance  provided 
and  any  other  amounts  used  to  pay  the 
remainder  of  the  costs  of  programs 
assisted  under  this  grant. 

(b)  Nonduplication.  (i)  In  general, 
funds  may  be  used  only  for  a  program 
that  does  not  duplicate,  and  is  in 
addition  to,  an  activity  performed  by 
paid  employees  in  the  locality  being 
served  by  the  program;  this  requirement 
shall  not  be  construed  to  bar  the 
replication  of  an  exemplary  volunteer  or 
community  service  program;  and 

(ii)  Funds  made  available  under  this 
grant  for  the  community  service 
program  shall  not  be  provided  to  a 
private  nonprofit  entity  to  conduct 
activities  that  are  the  same  or 
substantially  equivalent  to  activities 
provided  by  a  State  or  local  government 
agency  that  such  entity  resides  in, 
unless  the  requirements  of  paragraph  (c) 
of  this  section  are  met. 

(c)  Nondisphcement.  (i)  An  employer 
shall  not  displace  an  employee  or 
position,  including  partial  displacement 
such  as  reduction  in  hours,  wages,  or 
employment  benefits,  as  a  result  of  the 
assistance  used  by  the  employer  of  a 
participant  in  a  program  funded  under 
this  grant. 

(ii)  A  service  opportunity  may  not 
infringe  in  any  manner  on  the 


promotional  opportunity  of  an 
employed  individual. 

(lii)  A  participant  in  a  program 
receiving  assistance  under  this  grant 
shall  not  perform  any  services  or  duties 
or  engage  in  activitiesTh&t  would 
otherwise  be  performed  by  an  employee 
as  part  of  the  assigned  duties  of  sudi 
employee. 

(iv)  Services  may  not  be  performed 
that  would  supplant  the  hiring  of 
employed  workers  or  would  otherwise 
be  performed  by  an  employee,  including 
an  employed  worker  who  recently 
resigned  or  was  discharged;  an 
employee  who  is  subject  to  a  reduction 
in  force;  an  employee  who  is  on  leave 
(terminal,  temporary,  vacation, 
emergency,  or  sick);  or  an  employee 
who  is  on  strike  or  who  is  being  locked 
out. 

ni.  Allowable  Program  Activities 

(1)  An  applicant's  community  service 
program  shall  consist  of  any  activities 
that  directly  address  the  unmet  needs 
identified  through  the  determination 
required  in  paragraph  (4)  above, 
including,  but  not  limited  to,  crime 
prevention,  victim  assistance,  drug 
abatement,  after  school  programs, 
tutoring/mentoring  programs, 
community  gardens,  day  care  for 
children  and  elderly,  housiryg 
rehabilitation,  and  community  health 
centers. 

(2)  Applicants  are  encouraged  to 
develop  programs  which  combine 
support  services  (as  defined  in  section 
III.A.2.b  of  this  notice)  and  community 
service.  For  example,  an  applicant  may 
support  a  youth  corps  as  a  means  of 
involving  youth  in  meaningful 
community  service  while  at  the  same 
time  such  youth  can  benefit  from  the 
education  and  job  training  service 
provided  by  the  youth  corps. 

(3)  Applicants  are  encouraged  to 
develop  service  opportunities  in 
connection  with  the  physical 
revitalization  plan.  For  example, 
program  participants  could  be  involved 
in  rehabilitation  activities,  planting 
community  gardens,  or  painting  murals. 

IV.  Application  Content        ' 

The  community  service  program 
compdnent  of  each  application  shall 
include: 

(1)  A  description  of  the  objectives  of 
the  program; 

(2)  The  experience,  accomplishments, 
and  qualifications  of  the  community 
service  coordinator,  particularly  his/her 
community  service  experience. 

(3)  For  a  public  housing  agency  that 
contracts  with  another  organization  to 
administer  the  community  service 
program,  a  description  of  that 
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DEPARTMENT  OF  TRANSPORTATION 

Coast  Guard 

33  CFR  Parts  151. 155.  and  156 

[CGO  90-052] 

RIN211S-A068 

Requirements  for  Cargo  Lightering 
Operations 

agency:  Coast  Guard,  DOT. 

ACmON:  Notice  of  proposed  rulemaking. 

summary:  The  Coast  Guard  proposes  to 
amend  the  applicability  sections  of  the 
safety  and  pollution  prevention 
regulations  issued  under  section  311(j) 
of  the  Federal  Water  Pollution  Control 
Act  (FWPCA)  to  make  it  clear  that 
section  311(jj  requirements  apply  to 
offshore  lightering  operations.  The  Coast 
Guard  further  proposes  to  establish 
what  constitutes  acceptable  evidence  of 
compliance  with  section  311()).  The 
purpose  of  the  proposed  amendments  is 
to  clarify  the  applicability  of  regulations 
issued  under  311(j).  The  Coast  Guard 
expects  the  amendments  to  codify 
existing  practice  and  assist  mariners  in 
complying  with  the  requirements  of 
section  311{j). 

DATES:  Comments  must  be  received  on 
or  before  February  19, 1993. 
ADDRESSES:  Comments  may  be  mailed  to 
the  Executive  Secretary,  Marine  Safety 
Council  (G-LRA/3406)  (CGD  90-052). 
U.S.  Coast  Guard  Headquarters,  2100 
Second  Street.  SW.,  Washington,  DC 
20593-0001,  or  may  be  delivered  to 
room  3406  at  the  above  address  between 
8  a.m.  and  3  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The 
telephone  number  is  (202)  267-1477. 
Comments  on  collection  of  information 
requirements  must  be  mailed  also  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget.  725  17th  Street,  NW.. 
Washington.  DC  20503,  ATTN:  Desk 
Officer,  U.S.  Coast  Guard. 

The  Executive  Secretary  maintains  the 
public  docket  for  this  rulemaking. 
Comments  will  become  part  of  this 
docket,  and  will  be  available  for 
inspection  and  copying  in  room  3406, 
U.S.  Coast  Guard  Headquarters. 
FOR  FURTHER  MFORMATION  CONTACT:  Ms. 

loan  Tilghman,  Project  Counsel  and 
Project  Manager.  Oil  Pollution  Act  (OTA 
90)  Staff  (G-4^S).  (202)  267-6401. 
between  9  a.m.  and  5:30  p.m.,  Monday 
through  Friday,  except  Federal  hohdays. 

SUPPI.EMENTARY  INFORMATION: 

Request  for  Conunentfl 

The  Coast  Guard  encourages 
interested  persons  to  participate  in  this 


rulemaking  by  submitting  written  data, 
views,  or  arguments.  Persons  submitting 
comments  should  include  their  naznes 
and  addresses,  identify  this  rulemaking 
(CGD  90-052).  the  specific  section  of 
this  proposal  to  which  each  comment 
applies,  and  the  reason  for  each 
comment.  Persons  wanting 
acknowledgment  of  receipt  of  comments 
should  enclose  a  stamped,  sel^ 
addressed  postcard  or  envelope.  The 
Coast  Guard  will  consider  all  comments 
received  during  the  comment  period. 

The  Coast  Guard  plans  no  public 
hearing.  Persons  may  request  a  public 
hearing  by  writing  to  the  Marine  Safety 
Council  at  the  address  listed  under 
"ADDRESSES."  If  it  determines  that  the 
opportunity  for  oral  presentations  will 
aid  this  rulemaking,  the  Coast  Guard 
will  hold  a  public  hearing  at  a  time  and 
place  announced  by  a  later  notice  in  the 
Federal  Register. 

Drafting  Information 

The  principal  person  involved  in 
drafting  this  document  is  Ms.  Joan 
Tilghman,  Project  Counsel  and  Project 
Manager. 

Background  and  Purpose 

Even  prior  to  the  Oil  Pollution  Act  of 
1990  (OPA  90).  the  Coast  Guard  had  the 
authority  under  46  U.S.C.  3715(b)  to 
regulate,  in  accordance  with  46  U.S.C. 
3715(a),  lightering  operations  occurring 
in  the  marine  environment  involving  oil 
or  hazardous  material,  if  the  lightered 
cargo  was  destined  for  a  port  or  place 
subject  to  the  jurisdiction  of  the  United 
States.  Section  4115(d)  of  the  Oil 
PolluUon  Act  of  1990  (OPA  90)  (Pub.  L. 
101-380).  however,  amended  section 
3715(a)  and  added  three  new 
requirements  for  these  lightering 
operations.  As  amended.  46  U.S.C. 
3715(a)  requires  the  delivering  and 
receiving  lightering  vessels  to  meet  five 
conditions. 

First,  the  transfer  must  be  conducted 
consistent  with  regulations  prescribed 
by  the  Secretary. 

Second,  at  the  time  of  transfer,  both 
the  delivering  and  receiving  vessel  must 
have  on  board  a  Certificate  of  Inspection 
or  a  Certificate  of  Compliance  as  would 
have  been  required  under  46  U.S.C. 
3710  or  3711,  had  the  transfer  taken 
place  in  a  port  or  place  subject  to  the 
jurisdiction  of  the  United  States. 

Third,  at  the  time  of  transfer,  each 
vessel  must  have  on  board  a  Certificate 
of  Financial  Responsibility  (COFR)  as 
would  have  been  required  imder  section 
1016  of  OPA  90  (33  U.S.C.  2716).  had 
the  transfer  taken  place  in  a  port  or 
place  subject  to  the  jurisdiction  of  the 
United  States. 


Fourth,  at  the  time  of  transfer,  each 
vessel  must  have  on  board  evidence  that 
it  is  operating  in  compliance  with 
section  311(j)  of  the  FWPCA  (33  U.S.C. 
1321(j)).  Section  311(j)  requires  the 
owner  or  operator  of  a  tank  vessel  to 
prepare  and  submit  an  emergency 
response  plan  to  the  President.  Also,  the 
Coast  Guard  issues  safety  and  pollution 
prevention  regulations  under  authority 
of  this  provision. 

Fifth,  each  vessel  must  operate  in 
compliance  with  46  U.S.C.  3703a 
concerning  tank  vessel  construction 
standards.  Section  3703a  requires 
double  hulls  on  newly  built  tankers,  and 
sets  out  a  phase-in  schedule  for 
implementing  this  requirement.  A  note 
to  this  section  also  directs  the  Coast 
Guard  to  establish  interim  measures  that 
certain  existing  vessels  must  take  to 
provide  substantial  protection  to  the 
environment. 

The  first  two  conditions  predate  the 
OPA  90  amendments,  and  the  last  three 
conditions  reflect  the  new  requirements 
added  by  OPA  90.  Regulatory  action  to 
implement  the  COFR  and  double  hull 
statutory  provisions  are  the  subjects  of 
separate  rulemaking  projects. 

The  purpose  of  this  rulemaking  is  to 
clarify  the  applicability  provisions  of 
the  provisions  of  the  pollution 
prevention  regulations  and  to  define 
what  constitutes  "evidence"  that  the 
vessel  is  operating  in  compliance  with 
section  311(j)  requirements. 

In  1979,  the  Coast  Guard  issued  a 
notice  of  proposed  rulemaking  (NPRM) 
to  impose  the  same  regulatory 
requirements  on  offshore  lightering  as 
those  imposed  on  vessels  and  facilities 
engaged  in  similar  operations  in  the 
navigable  waters  of  the  United  States 
and  the  contiguous  zone.  (44  FR  31486, 
May  31, 1979.)  The  Coast  Guard 
intended  to  make  offshore  lightering 
operations  subject  to  then-existing 
safety  and  pollution  prevention 
regulations  for  similar  operations  near 
shore  and  in  ports.  The  1979  NPRM  set 
out  personnel,  operating,  and  notice 
requirements  for  offshore  lightering, 
including  a  requirement  for  a  transfer 
plan  and  a  contingency  plan. 

Responding  to  comments  on  this 
proposal,  the  Coast  Guard  issued  a 
supplemental  notice  of  proposed 
rulemaking  (SNPRM).  (48  FR  40741. 
September  9, 1983.)  In  ihe  SNPRM.  the 
Coast  Guard  stated  that  decreases  in  the 
frequency  of  offshore  lightering  made 
the  1979  proposed  regulations  "too 
restrictive  or  inappropriate."  and  opted 
to  "simplify"  the  NPRM. 

The  final  rule,  which  was  published 
March  26. 1984  (49  FR  11170).  largely 
codified  the  SNPRM.  It  required  both 
the  delivering  and  receiving  vessels 
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engaged  in  an  oSshore  lightering 
operation  where  the  lightered  cargo  was 
destined  for  a  port  or  place  subject  to 
the  jurisdiction  erf  the  United  States,  to 
havs  a  valid  Certificate  of  Inspection  or, 
alternatively,  either  a  Certificate  of 
Compliance  or  a  Tank  Vessel 
Examination  Letter  (TVEL). 
•     The  preamble  to  the  final  rule  stated 
that  these  regulations  "are  required  by 
46  U.S.C.  3715.  and  supported  by  the 
need  to  prevent  substandard  tank 
vessels  from  lightering  beyond  the 
contiguous  zone,"  The  Coast  Guard's 
(4>jective  was  to  construct  offshore 
lightering  requirements  "as  simply  as 
possible,  without  sacrificing  essential 
pollution  prevention  requirements." 
The  preamble  further  provided  that  the 
rulemaking  was  amended  to  apply  to 
"vessels  which  engage  in  oil  and  other 
hazardous  materials  lightering  in  the 
marine  environment."    • 

Current  pollution  prevention 
regulations  issued  under  section  311(i) 
of  the  FWPCA  are  found  in  33  CFR  part 
151.  Vessels  Carrying  Oil,  Noxious 
Liquid  Substances,  Garbage  and 
Municipal  or  Commercial  Waste;  part 
153.  Control  of  Pollution  by  Oil  and 
Hazardous  Substances,  Discharge 
Removal;  part  155,  Oil  or  Hazardous 
Material  Pollution  Prevention 
Regulations  for  Vessels;  part  156,  Oil 
and  Hazardous  Material  Transfer 
Operations;  and  part  157,  Rules  for  the 
Protection  of  the  Marine  Environment 
Relating  to  Tank  Vessels  Carrying  Oil  in 

Bulk. 

The  existing  applicability  provisions 
in  33  CFR  parts  151, 155,  and  156  use 
ambiguous  language  regarding  offshore 
lightering  operations.  It  is  clear  that  the 
lightering  regulations  were  intended  to 
so  apply.  Further.  Coast  Guard  Marine 
Safety  Officers  currently  apply  pollution 
prevention  operating  regulations  to 
offshore  lightering  through  the  TVEL 
and  Certificate  of  Inspection 
requirements.  As  a  condition  of 
receiving  and  maintaining  a  valid  TVEL 
required  by  33  CFR  156.201(a)(2).  a 
foreign  flag  vessel  lightering  offshore 
must  meet  applicable  U.S.  pollution 
prevention  requirements.  (See  Volume 
II,  Marine  Safety  Manual,  Chapter  20. 
Section  20B).  Similariy,  a  U.S.  flag 
vessel  must  meet  those  requirements  to 
i-eceive  and  maintain  the  required^ 
Certificate  of  Inspection.  (See  46  CFR 
chapter  I.  subchapter  D). 

Because  OPA  90  amendments  to  46 
U.S.C.  3715(a)  focused  attention  on 
offshore  lightering  again,  and  because 
the  Coast  Guard  anticipates  an  overall 
increase  in  offshore  lightering 
operations  as  oil  imports  from  the 


Middle  East  increase »,  the  Coast  Guard 
proposes  to  clarify  the  applicability 
provisions  and  certain  other  provisions 
in  33  CFR  parts  151. 155.  and  156.  The 
Coast  Guanl  further  proposes  that  the 
Declaration  of  Inspection  required 
under  33  CFR  156.150  and  an  approved 
vessel  response  plan  constitute 
acceptable  "evidence"  that  a  vessel 
meets  the  section  311(j)  requirements. 

Discussion  of  Proposed  Amendments 

First,  the  Coast  Guard  proposes 
amending  33  CFR  151.05  and  156.205  to 
incorporate  the  definition  of  "marine 
environment"  stated  in  46  U.S.C.  2101. 
This  is  a  technical  amendment  to  keep 
the  wording  of  the  regulations 
consistent  with  the  wording  of  the 
recently  amended  statute. 

Second,  the  Coast  Quard  is  proposing 
to  amend  the  applicab^ity  sections  in 
33  CFR  parts  151. 155.  and  156  to 
expressly  state  that  vessels  lightering  in 
the  marine  environment  must  meet  the 
conditions  set  out  in  46  U.S.C.  3715(a) 
regarding  operating  requirements  for 
lightering  vessels. 

Third,  the  Coast  Guard  proposes  to 
amend  33  CFR  151.23  to  reflect  the 
requirement  that  vessels  lightering  in 
the  marine  environment  under  the 
conditions  set  out  in  46  U.S.C.  3715(a) 
have  on  board  the  evidence  of 
compliance  with  section  311(j)  of 
FWPCA  required  by  proposed  33  CFR 
156.217.  These  vessels  also  must  have  a 
Certificate  of  Inspection,  a  Certificate  of 
Compliance,  or  a  Tank  Vessel 
Examination  Letter;  and  a  Certificate  of 
Financial  Responsibility. 

Fourth,  under  its  authority  in  46 
U.S.C  3715(b).  the  Coast  Guard 
proposes  to  amend  33  CFR  156.215  to 
require  that  lightering  vessels  include 
the  amount  of  cargo  involved  in  the 
transfer  in  the  prearrival  notice  to  the 
Captain  of  the  Port  (COTP)  nearest  the 
lightering  location  or  zone,  prior  to 
arrival  in  the  lightering  location  or  zone. 
The  Coast  Guard  is  proposing  this 
change  to  alert  COTPs  to  important  risk 
factors  associated  with  lightering 
operations  so  that  the  COTP  can  plan  for 
emergency  circumstances.  This 
requirement  should  not  add  costs  to 
lightering  ofjerations  because  operators 
already  know  the  amount  of  cargo  to  be 
lightered  as  a  planning  matter. 

Finally,  the  Coast  Guard  proposes 
adding  a  new  §  156.217  to  establish 
what  documents  constitute  "evidence" 
that  a  vessel  is  complying  with  the 


'  U.S.  Congresi.  Office  of  Technology 
Assessment.  Competition  in  Coasul  Seas:  An 
Evaluation  of  Foreign  Maritime  Activities  in  the  200 
Mile  EEZ.  Background  Paper.  OTA-BP-0-55 
(Washington.  DCt  United  States  Government 
Printing  Office.  July.  IMS). 


seiction  311(j)  requirements  (including 
the  requirement  for  a  vessel  response 
plan)  and  applicable  regulations  issued 
under  the  authority  of  section  311(j). 
This  evidence  will  be  in  the  form  of  the 
Declaration  of  Inspection  (DOI)  or  Tank 
Vessel  Examination  Letter  (TVEL),  and 
an  approved  vessel  response  plan.  (The 
vessel  response  plan  requirements  are 
the  subject  of  a  separate  NPRM  (CGD 
91-034),  published  in  the  Federal 
Register  at  57  FR  27514.  on  June  19. 
1992). 

Regulatory  Evaluation 

The  Coast  Guard  has  determined  that 
this  proposal  is  not  major  under 
Executive  Order  12291.  This  proposal  is 
not  significant  under  the  Department  of 
Transportation  Regulatory  Policies  and 
Procedures  (DOT  Order  2100.5)  because 
it  does  not  meet  any  of  the  criteria  listed 
in  paragraph  6(a)(2)  of  the  Order.  The 
Coast  Guard  expects  the  economic 
impact  of  this  proposal  to  be  so  minimal 
that  a  full  Regulatory  Evaluation  is 
unnecessary. 

Vessels  currently  lightering  in  the 
marine  environment  already  are 
required  by  33  CFR  156.210  to  have  a 
Certificate  of  Inspection  or  a  Tank 
Vessel  Examination  Letter.  To  receive 
and  maintain  a  valid  COI  or  TVEL. 
vessels  must  be  in  compliance  with  33 
CFR  parts  151. 155.  and  156. 
Furthermore,  because  Ughtering  vessels 
already  must  document,  with  a 
Declaration  of  Inspection,  that  they 
comply  with  operating  requirements 
applicable  to  lightering,  and  be(^use 
tank  vessels  will  be  required  byli 
separate  rulemaking  to  have  a  vessel 
response  plan,  the  Coast  Guard 
anticipates  no  new  costs  associated  with 
showing  evidence  of  compliance  with 
section  311(j)  of  the  FWPCA.  Therefore, 
this  proposal  will  not  result  in  annual 
costs  of  $100  million  or  more;  will  have 
no  significant  adverse  effects  on 
competition,  employment,  or  other 
aspects  of  the  economy;  and  will  not 
result  in  a  major  increase  in  costs  and 
prices. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C  601  et  seq],  the  Coast  Guard 
must  consider  whether  this  proposal 
will  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  "Small  entities"  include 
independently  owned  and  of>erated 
small  businesses  which  are  not 
dominant  in  their  field  and  which 
otherwise  qualify  as  "small  business 
concerns"  under  section  3  of  the  Small 
Business  Act  (15  U.S.C  632).  "Small 
entities"  also  includes  small  not-for- 
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profit  organizations  and  small 
governmental  jurisdictions. 

Because  the  Coast  Guard  expects  no 
new  costs  to  be  associated  with  this 
rule,  the  Coast  Guard  anticipates  the 
economic  impact  of  this  proposal  to  be 
minimal.  Therefore,  the  Coast  Guard 
certifies  under  5  U.S.C.  605(b)  that  this 
proposal,  if  adopted,  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

Collection  of  Information 

This  proposed  rule  contains  a 
provision  that  would  direct  the  master, 
owner,  or  agent  of  each  vessel  to  be 
lightered  to  include  a  new  piece  of  data 
in  a  report  required  under  33  CFR 
156.215,  Pre-arrival  notices.  This 
required  report  will  be  incorporated  into 
an  approved  collection  of  information 
(OMB  control  number  2115-0539)  that 
expires  March  31, 1993.  The  proposed 
addition  is  minor,  and  is  being  included 
in  a  request  to  OMB  for  extension  of  the 
existing  collection  of  information 
described  above. 

Federalism 

The  Coast  Guard  has  analyzed  this 
proposal  in  accordance  with  the 
principles  and  criteria  contained  in 
Executive  Order  12612,  and  has 
determined  that  this  proposal  does  not 
have  sufficient  federalism  implications 
to  warrant  the  preparation  of  a 
Federalism  Assessment. 

This  proposed  rule  would  clarify  that 
pollution  prevention  regulations  do 
apply  to  vessels  lightering  in  the  marine 
environment  when  the  cargo  lightered  is 
destined  for  a  port  or  place  subject  to 
the  jurisdiction  of  the  United  States. 
The  Coast  Guard  intends  these 
regulations  to  provide  uniform,  national 
standards  for  conducting  lightering 
op>erations.  These  standards  will  be 
uniform  throughout  the  marine 
environment. 

Environmental  Impact 

The  Coast  Guard  considered  the 
environmental  impact  of  this  proposal 
and  concluded  that,  under  section  2.B.2 
of  Commandant  Instruction  M16475.1B, 
this  proposal  is  categorically  excluded 
from  further  environmental 
documentation.  This  proposal  is  not 
expected  to  result  in  significant  impact 
on  the  quality  of  the  human 
environment,  as  defined  by  the  National 
Environmental  Policy  Act,  because  the 
proposed  is  administrative  in  nature.  A 
Categorical  Exclusion  Determination  is 
available  in  the  docket  for  inspection  or 
copying  where  indicated  under 
ADDRESSES.  ' 


List  of  Subjects 
33  CFR  Part  151 

Administrative  practice  and 
procedure,  Oil  pollution.  Penalties, 
Reporting  and  recordkeeping 
requirements.  Water  pollution  control. 

33  CFR  Fart  155 

Hazardous  substances,  Oil  pollution. 
Reporting  and  recordkeeping 
requirements. 

33  CFR  Part  156 

Hazardous  substances.  Oil  pollution. 
Reporting  and  recordkeeping 
requirements.  Water  pollution  control. 

For  the  reasons  stated  in  the 
preamble,  the  Coast  Guard  proposes  to 
amend  33  CFR  parts  151, 155,  and  156 
as  follows: 

PART  151— VESSELS  CARRYING  OIL, 
NOXIOUS  LIQUID  SUBSTANCES. 
GARBAGE  AND  MUNICIPAL  OR 
COMMERCIAL  WASTE 

1.  The  authority  citation  for  subpart  A 
of  part  151  is  revised  or  read  as  follows: 

Authority:  33  U.S.C.  1321(j)(l)(C)  and 
1903(b);  46  U.S.C  3715;  E.O.  11735,  38  PR 
21243.  3  CFR,  1971-1975  Comp.,  p.  793;  49 
CFR  1.46. 

2.  Section  151.05  is  amended  by 
adding  a  new  definition  in  alphabetical 
order  to  read  as  follows: 

§151.05    Definitions. 

*  •         •         *         • 

Marine  environment  means — 

(1)  The  navigable  waters  of  the  United 
States  and  the  land  and  resources  under 
tho.se  waters: 

(2)  The  waters  and  fishery  resources 
of  an  area  over  which  the  United  States 
asserts  exclusive  fishery  management 
authority; 

(3)  The  seabed  and  subsoil  of  the 
Outer  Continental  Shelf  of  the  United 
States,  the  resources  of  the  Shelf,  and 
the  waters  superadjacent  to  the  Shelf; 
and 

(4)  The  recreational,  economic,  and 
scenic  values  of  the  waters  and 
resources  referred  to  in  paragraphs  (1), 
(2),  and  (3)  of  this  definition. 

•  *        •        *        • 

3.  In  §  151.09,  paragraph  (a)  is  revised 
to  read  as  follows: 

§151.09    Applicability. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  §§  151.09  through 
151.25  apply  to — 

(1)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and 
engages  in  international  voyages; 

(2)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and  is 
certificated  for  ocean  service: 


(3)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and  is 
certificated  for  coastwise  service  beyond 
3  nautical  miles  from  land: 

(4)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and 
operates  at  any  time  seaward  of  the 
outermost  boundary  of  the  territorial  sea 
of  the  United  States  as  defined  in 

§  2.05-10  of  this  chapter; 

(5)  Each  ship  that  is  operated  under 
the  authority  of  a  counti^  other  than  the 
United  States  while  in  the  navigable 
waters  of  the  United  States,  or  while  at 
a  port  or  terminal  under  the  jurisdiction 
of  the  United  States:  or 

(6)  Each  delivering  and  receiving  ship 
engaged  in  a  lightering  operation  in  the 
marine  environment  when  the  oil  or 
hazardous  material  lightered  is  destined 
for  a  port  or  place  subject  to  the 
jurisdiction  of  the  United  States. 

•  •         *         *         * 

4.  Section  151.23  is  amended  by 
redesigning  existing  paragraphs  (b)  and 
(c)  as  paragraphs  (c)  and  (d), 
respectively,  and  by  adding  a  new 
paragraph  (b)  to  read  as  follows: 

§151.23    Inspection  for  compliance  and 
enforcement 

•  «         •         •         • 

(b)  While  engaged  in  a  lightering 
operation  in  the  marine  environment,  a 
vessel  is  subject  to  inspection  by  the 
Coast  Guard  to  determine  if  the  vessel 
has  on  board — 

(1)  Evidence  of  compliance  with 
section  311(j)  of  the  Federal  Water 
Pollution  Control  Act  (33  U.S.C.  1321(j)) 
and  applicable  regulations  issued  under 
the  authority  of  section  311{j),  as 
reouired  under  §  156.217  of  this  chapter; 

(2)  A  Certificate  of  Inspection,  a 
Certificate  of  Compliance,  or  a  Tank 
Vessel  Examination  Letter,  as  required 
under  §  156.210  of  this  chapter;  and 

(3)  A  Certificate  of  Financial 
Responsibility  as  required  under  part 
130  of  this  chapter. 

•  •        •        •         • 

5.  In  §  151.30,  paragraph  (a)  is  revised 
to  read  as  follows: 

§151.30    Applicability. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  §§  151.30  through 
151.49  apply  to — 

(1)  Each  snip  that  is  operated  under 
the  authority  of  the  United  States  and 
engages  in  international  voyages; 

u)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and  is 
certificated  for  ocean  service: 

(3)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and  is 
certificated  for  coastwise  service  beyond 
3  nautical  miles  from  land; 

(4)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States  and 
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operates  at  any  time  seaward  of  the 
outermost  boundary  of  the  territorial  sea 
of  the  United  States  as  defined  in 
§  2.05-10  of  this  chapter; 

(5)  Each  ship  that  is  operated  under 
the  authority  of  a  country  other  than  the 
United  States  while  in  the  navigable 
waters  of  the  United  States,  or  while  at 
a  port  or  terminal  under  the  jurisdiction 
of  the  United  States;  or 

(6)  Each  delivering  and  receiving  ship 
engaged  in  a  lightering  operation  in  the 
marine  environment  when  the  oil  or 
hazardous  material  lightered  is  destined 
for  a  port  or  place  subject  to  the 
jurisdiction  of  the  United  States. 


PART1 


,  „., .  155-OIL  OR  HAZARDOUS 
MATERIAL  POLLUTION  PREVENTION 
REGULATIONS  FOR  VESSELS 

6.  The  authority  citation  for  part  155 
is  revised  to  read  as  follows: 

Authority:  33  U.S.C.  1231. 1321())(1)(C);  46 
U.S.C.  3715;  see  2.  E.O.  11735.  38  FR  21243. 
3  CFR,  1971-1975  Comp.,  p.  793;  49  CFR  / 
1.48.  Sections  155.100  through  155.130. 
155.350  through  155.400. 155.430, 155.440. 
and  155.470  also  issued  under  33  U.S.C. 
1903(b).  Sections  155.340  and  155.750(e)  are 
issued  under  section  4110.  Pub.  L.  101-380. 
104  Stat.  515. 

7.  In  §  155.100,  paragraph  (a)  is 
reused  to  read  as  follows: 

§1SS.100    Appllcabiiity. 

(0)  Subject  to  the  exceptions  provided 
for  in  paragraph  (b)  of  this  section,  this 
part  applies  to — 

(1)  Each  ship  that  is  operated  under 
the  authority  of  the  United  States, 
wherever  located; 

(2)  Each  ship  that  is  operated  under 
the  authority  of  a  country  other  than  the 
United  States  while  in  the  navigable 
waters  of  the  United  States,  or  while  at 
a  port  or  terminal  under  the  jurisdiction 
of  the  United  States;  or 

(3)  Each  delivering  and  receiving  ship 
engaged  in  a  lightering  operation  in  the 
marine  environment  when  the  oil  or 
hazardous  material  lightered  is  destined 
for  a  port  or  place  subject  to  the 
jurisdiction  of  the  United  States. 


PART  1 56— OIL  AND  HAZARDOUS 
MATERIAL  TRANSFER  OPERATIONS 

8.  The  authority  citation  for  part  156 
is  revised  to  read  as  follows:  ;  ^ 

Authority:  33  U.S.C.  1231, 1321(j){l){C) 
and  (D);  46  U.S.C  3715;  sec.  2,E.0. 11735, 
38  FR  21243,  3  CFR.  1971-1975  Comp.,  p.  i 
793;  49  CFR  1.46.  ' 

9.  Section  156.100  is  revised  to  read 
as  follows: 

§156.100    Appticabiltty. 

This  subpart  applies  to  the  transfer  of 
oil  or  hazardous  material  on  the 
navigable  waters,  the  contiguous  zone, 
or  in  the  marine  environment  of  the 
United  States  to,  from,  or  within  each 
vessel  with  a  capacity  of  250  barrels  or 
more;  except  that  this  subpart  does  not 
apply  to  transfer  operations  involving 
public  vessels. 

10.  Section  156.200  is  revised  to  read 
as  follows: 

§156.200    Appltcabiiity. 

This  subpart  applies  to  each  vessel  to 
be  lightered  and  the  service  vessel 
engaged  in  a  lightering  operation  in  the 
marine  environment  when  the  oil  or 
hazardous  material  hghtered  is  destined 
for  a  port  or  place  subject  to  the 
jurisdiction  of  the  United  States.  This 
subpart  does  not  apply  to  lightering 
operations  involving  public  vessels. 
These  rules  are  in  addition  to  the  rules 
of  subpart  A  of  this  part,  as  well  as  the 
rules  in  the  applicable  sections  of  parts 
151,  153, 155, 156, and  157  of  this 
chapter. 

11.  In  paragraph  (b)  of  §  156.205,  the 
definition  for  "Marine  environment"  is 
revised  to  read  as  follows: 

§156.205    Definitions. 
»         •         •         •         • 

(b)*   •   * 

Marine  environment  means — 

(1)  The  navigable  waters  of  the  United 
States  and  the  land  and  resources  under 
those  waters; 

(2)  The  waters  and  fishery  resources 
of  an  area  over  which  the  United  States 
asserts  exclusive  fishery  management 

authority;  ,    ,  i_ 

(3)  The  seabed  and  subsoil  of  the 
Outer  Continental  Shelf  of  the  United 


States,  the  resources  of  the  Shelf,  and 
the  waters  superadjacent  to  the  Shelf. 
(4)  The  recreational,  economic,  and 
scenic  values  of  the  waters  and 
resources  referred  to  in  paragraphs  (1). 
(2),  and  (3)  of  this  definition. 

•  •        •        •        • 

12.  In  S  156.215,  paragraph  (a)(3)  is 
revised  to  read  as  follows: 

§  1 56.21 5    Pre-arrival  notices. 

(a)«  •   • 

(3)  The  number  of  transfers  expected 
and  the  amount  of  cargo  expected  to  be 
transferred  during  each  transfer; 

*  •        •        •        • 

13.  A  new  §  156.217  is  added  to  read 
as  follows: 


§156.217    Ughtering. 

(a)  If  in  a  lightering  operation,  a  vessel 
delivers  or  receives  oil  or  hazardous 
material  in  the  marine  environment,  the 
receiving  vessel  may  transfer  that  oil  or 
hazardous  material  in  a  port  or  place 
subject  to  the  jurisdiction  of  the  United 
States  only  if— 

(1)  The  transfer  was  in  accordance 
with  applicable  regulations  in  parts  151, 
153, 155. 156,  and  157  of  this  chapter; 
and 

(2)  The  delivering  and  receiving 
vessels  have  on  board  at  the  time  of 
transfer,  evidence  that  each  vessel  is 
operating  in  compliance  with  section 
311(j)  of  the  Federal  Water  Pollution 
Control  Act  (33  U.S.C.  1321{j))  and 
applicable  regulations  issued  under  the 
authority  of  section  311(j)  in  the  form  of 
a  Declaration  of  Inspection  as  required 
by  §  156.150  of  this  chapter  and  a  vessel 
response  plan  approved  under  part  155 
of  this  chapter. 

Dated;  December  29. 1992. 
A.E.  Henn. 

near  Admiral.  U.S.  Coast  Guard.  Chief.  Office 
of  Marine  Safety.  Security  and  Environmental 
Protection. 
IFR  Doc.  93-«6  Filed  1-4-93;  8:45  am) 

BILUNC  CODE  «tlO-t4-M 


VOL 


I  SS 


1993 


UMI 


Tuesday 
January  5,  1993 


Part  VI 


Environmental 
Protection  Agency 


40  CFR  Part  2 

Disclosure  of  Confidential  Data;  Interim 

Rule 


458 


Federal  Register  /  Vol.  58,  No.  2  /  Tuesday,  January  5,  1993  /  Rules  and  Regulations 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40CFRPart2 
IFIW.-455a-11 

Dtsciosure  of  ConfidentM  Data  to 
Authorized  Repraaantatives  of  the 
United  Statea  and  to  Potentially 
Reaponait>ie  Partiea 

agency:  Environmental  Protection 

Agency. 

ACTION:  Interim  rule  with  request  for 

comments. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA)  is  issuing  interim 
regulations  modifying  certain  of  EPA 's 
regulations  at  40  CFR  part  2,  subpart  B 
governing  confidential  business 
information.  This  rule  updates  statutory 
references  to  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act 
(CERCLA)  pursuant  to  changes  made  by 
the  Superfund  Amendments  and 
Reauthorization  Act  of  1986,  corrects 
erroneous  citations  to  CERCLA  and  the 
Clean  Air  Act  (CAA)  in  these 
regufations,  authorizes  disclosure  of 
confidential  data  submitted  by 
contractors,  pursuant  to  CERCLA 
section  104,  to  authorized 
representatives  of  the  United  States  and 
to  (>otentially  responsible  parties  (PRPs) 
in  actions  under  CERCLA  aection  107 
for  recovery  of  EPA 's  raepoase  coetSt 
and  authorizes  disclosure  of 
confidential  data  to  amtnctors  of  other 
Federal  agendes. 

DATES:  This  rule  is  effective  January  5, 
1993.  (Comments  will  be  accepted  until 
March  8. 1993. 

ADDRESSES:  Send  or  deliver  written 
comments  to  Donald  A.  Sadowsky, 
Contracts.  Information  General  Law 
Division  (LE-132K).  Office  of  General 
Counsel,  Environmental  Protection 
Agency,  401  M  Street,  SW.,  Washington, 
DC  24060. 

FOR  FURTHER  INFORMATION  CONTACT: 
Donald  A.  Sadowsky,  Ofllce  of  General 
Counsel.  Telephone  202/260-5469. 
SUPPLEMENTARY  INFORMATION: 

On  May  20, 1975.  EPA  published  in 
the  Federal  Register  (40  FR  21987)  a 
proposed  rule  concerning  procedures 
for  the  treatment  of  confidential 
business  information  (CBI)  submitted 
under  various  environmental  statutes, 
including  the  Clean  Air  Act  (CAA).  42 
U.S.d.  7401  ef  seq.  This  rule  was  made 
final  on  September  1, 1976  (41  FR 
36902),  codified  as  40  CFR  part  2, 
subpart  B. 

On  December  18, 1985.  EPA 
published  in  the  Federal  Register  (50 


FR  51654)  a  rule  establishing 
procedures  for  the  treatment  of 
confidential  business  information  (CH) 
submitted  pursuant  to  section  104  of  the 
Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act  (CERCLA),  42  U.S.C.  9604.  This  rale 
was  codified  as  40  CFR  2.310. 

A.  Information  Collected  Pufsaant  la 
Sections  115  and  211  oftheCfcaa  Air 
Act 

EPA's  special  rules  governing  CBI 
submitted  pursuant  to  the  Clean  Air  Act 
are  codified  at  40  CFR  2.301.  Paragraph 
(B)(6)  of  §  2.301  provides  that  §2^01 
does  not  apply  to  information  obtained 
under  section  115())  or  211(b)  oltha 
Clean  Air  Act.  42  U.S.C.  7415(jJ  or 
7545(b).  Both  statutory  refBreiioes  are 
inappropriate,  and  paragraph  (bM6)  writl 
therefore  be  eliminated,  for  the 
following  reasons. 

First,  section  1 15(j)  is  no  longer  a  part 
of  the  Clean  Air  Act.  Second.  EPA's 
intent  with  respect  to  section  211  was 
to  effectuate  the  section's  limitation  on 
CBI  claims  for  results  of  heakh  and 
safety  tests  on  fuels  and  additives 
performed  pursuant  to  section 
211(b)(2MA).  However,  40  CFR 
2.30(b)(6)  as  currently  written  ejwayte 
information  si^Mnitted  under  any  port  of 
section  211(b)  from  §2.301  coverage. 
EPA  is  hereby  correcting  the  regulation 
by  eliminating  paragraph  (b)(6)  and 
modifying  §  2.301(e)  (Substantive 
Oiteria  for  Use  in  Confidentiality 
Determinations)  to  make  clear  thiet 
•action  211ib)(2)(A)  information  iftnot 
entitled  to  confidential  treatinent. 

B.  Disclosure  to  Contracts  of  Other 
Federal  Agencies 

Under  tectiens  114,  208  and  307fa)  of 
the  Clean  Air  Act  (42  U.S.C.  7414,  7542, 
and  7607),  sections  308  and  S09(^  of 
the  Clean  Water  Act  (33  U.S.C  131«, 
and  1369(a)),  1445(d)  of  the  Safe 
Drinking  Water  Act  (42  U.S.C  300j-«K 
sections  3001(b)(3)(B),  3007(b),  and 
9005(b)  of  the  Solid  Waste  Disposal  Act 
(42  U.S.C.  6921(b)(3)(B).  6927(b).  and 
6995(b)),  and  section  104(e)(7)  of  the 
Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act.  42  U.S.C.  9604(e)(7),  EPA  may 
disclose  CBI  to  authorized 
representatives  of  the  United  States. 
Similarly,  under  section  10(e]  of  the 
Federal  Insecticide.  Fungicide,  and 
Rodenticide  Act  (7  U.S.C.  13tihM)  and 
section  14(a)(2)  of  the  Toxic  Sabstanoes 
Control  Act  (15  U.S.C  2613(a)(|2)i  EPA 
may  disclose  CBI  to  contractors  witk  Aa 
United  States. 

Although  Congress  did  not  ntfoin 
that  contractors  which  are  nuihiiiiiaJ 
representatives  of  the  United  Slates 


have  a  direct  contractual  relationship 
with  EPA.  the  Agency  so  chose  to  limit 
its  authority  when  it  first  proposed  and 
promulgated  regulations  governing 
disclosure  of  CBI  to  contractors.  See  40 
FR  21990.  40  CFR  2.301(h)(2){i).  At  the 
time  it  was  not  contemplated  that  there 
would  be  occasion  to  disclose  CBI  to 
contractors  of  other  Federal  agencies. 
(Special  provision  was  later  made  in  40 
CFR  2.306(j)(l)  for  disclosure  to 
contractors  of  other  agencies  of  CBI 
submitted  pursuant  to  the  Toxic 
Substances  Control  Act.) 

However,  the  Agency  may  find  it  in 
the  interests  of  the  Government  to  enter 
into  arrangements  with  another  Federal 
agnnqr  where  a  contractor  of  that  agency 
perfanns  work  to  support  the  mission  of 
EPA.  Having  clear  authority  to  allow 
such  access.  EPA  is  hereby  amending  its 
legulations  accordingly. 

C  Information  Obtained  From 
Superfund  Contractors 

J.  Applicability  of  40  CFE  2.310 

In  the  preamble  to  the  rule 
promulgating  40  CFR  2.310.  the  Agency 
stated  that  §  2.310  was  intended  to  be 
"applicable  to  information  obtained 
under  any  provision  of  section  104  of 
ICERCLA)."  50  FR  51656.  However,  the 
rule  as  written  did  not  apply  to  all 
information  submitted  under  section 
104.  The  rule  applied  "only  to 
information  provided  to  or  obtained  by 
EPA  under  section  104  of  (CERCLA).  42 
U.S.C  9604.  by  or  from  any  person  who 
stores,  treats,  or  disposes  of  hazardous 
wastes;  or  where  necessary  to  ascertain 
facts  not  available  at  the  facility  where 
such  hazardous  substances  are  located, 
by  or  fi'om  any  person  who  generates, 
transports,  or  otherwise  handles  or  has 
bandied  hazardous  substances."  40  CFR 
2.310(b). 

Section  2.310  as  written  does  not 
cover  contractor  information  submitted 
pursuant  to  section  104.  Section 
104(a)(1)  authorizes  EPA,  inter  alia,  to 
respond  to  hazardous  conditions  at 
Superfund  sites.  In  particular,  the 
Government  "is  authorized  to  act, 
consistent  with  the  national 
contingency  plan,  to  remove  or  arrange 
for  the  removal  of,  and  provide  for 
remedial  action  relating  to"  hazardous 
substances  at  a  site.  CERCLA  section 
104(a)(1),  42  U.S.C.  9603(a)(1).  The 
language  in  section  104(a)(1)  ("remove 
or  arrange  for  the  removal";  "provide  for 
lemedial  action")  serves  as  authority  for 
the  Agency  to  enter  into  contracts  for 
Temowal  and  remediation. 

"Removal '  is  defined  in  CERCXA 
section  101(23)  to  include  not  only  "the 
cieanvp  or  removal  of  released     / 
hazardous  substances"  but  also  /such 
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actions  as  may  be  necessary  to  monitor, 
assess,  and  evaluate  tne  release  or  threat 
of  release  of  hazardou\substances." 
'Remedial  action"  is  defined  in  section 
101(24)  to  include  "those  actions 
consistent  with  the  permanent  remedy 
taken"  and.  "any  monitoring  reasonably 
required  to  assure. that  such  actions 
protect  the  public  health  and  welfare 
and  the  environment."  Moreover, 
removal  and  remedial  actions  include 
related  enforcement  activities.  CERCLA 
section  101(25).  Thus,  "removal"  and 
■'remedial  action"  are  defined  broadly 
enough  to  include  all  contracts  at  issue, 
and  information  submitted  to  EPA 
pursuant  to  these  contracts  constitutes 
information  submitted  under  CERCLA 
section  104. 

Therefore  EPA  is  today  modifying  40 
CFR  2.310  to  effectuate  the  original 
intent  of  the  Agency,  i.e.,  to  make  the 
rule  applicable  to  all  information 
submitted  under  CERCLA  section  104. 


2.  Disclosure  to  Authorized 
Representatives 

Information  obtained  by  the  Agency 
under  CERCLA  section  104  may  be 
disclosed  to  authorized  representatives 
of  the  United  States.  CERCLA  section 
104(e)(7).  EPA  regulations  at  40  CFR 
2.310(h)  define  authorized 
representative  to  include  Agency 
contractors  and  subcontractors.  Thus, 
this  amendment  to  40  CFR  2.310  makes 
clear  that  confidential  information  from 
a  Superfund  contractor  may  be 
disclosed  to  another  Agency  contractor. 

EPA  recognizes  that  information 
submitted  to  the  Agency  by  its 
contractors  can  be  of  potential  value  to 
other  businesses  competing  for  contracts 
with  EPA.  other  agencies,  or  the  private 
sector.  Contractors  typically  assert  that 
information  pertaining  to  costs  such  as 
labor,  overhead  and  profit  rates  are 
entitled  to  confidential  treatment 
bticause  release  of  this  information  to 
the  public  would  allow  competitors  to 
underbid  that  contractor  in  future 
procurements.  EPA  has  generally 
accorded  confidential  treatment  to  these 
rates  where  public  release  of  the 
information  is  likely  to  cause  substantial 
competitive  harm. 

The  Agency  does  not  intend  to 
disclose  to  the  public  sensitive 
information  obtained  from  a  contractor. 
However,  the  Agency  needs  to  utilize 
authorized  representatives  to  support 
various  functions  involved  in  the 
administration  of  CERCLA  and  which 
involve  access  to  contractor  CBL  such  as 
records  management,  data  processing, 
and  cost  recovery. 

By  disclosing  to  an  authorized 
-tjpresentative  information  obtained 
from  a  Superfund  contractor,  EPA  does 


not  compromise  the  confidentiality  of 
the  informaUon.  40  CFR  2.310(h) 
provides  procedures  for  the  protection 
of  confidential  data  submitted  under 
CERCLA  section  104.  These  include  a 
bar  from  disclosure  of  confidential 
information  to  a  contractor  or 
subcontractor  unless  the  contract  or 
subcontract  provides  that: 

a.  The  employees  of  the  contractor  or 
subcontractor  shall  use  the  information 
only  for  the  purpose  of  carrying  out  the 
work  required  by  the  contract  or 
subcontract; 

b.  The  employees  of  the  contractor  or 
subcontractor  shall  refrain  from 
discldsing  the  information  to  anyone 
other  than  EPA  (or  another  Federal 
agency,  as  appropriate)  without  prior 
written  approval  of  each  affected 
business  or  of  an  EPA  legal  office; 

c.  The  employees  of  the  contractor  or 
subcontractor  shall  return  to  EPA  (or 
another  Federal  agency,  as  appropriate) 
all  copies  of  such  information  (and  any 
abstracts  or  extracts  therefrom)  upon 
request  by  the  EPA  program  office, 
whenever  the  information  is  no  longer 
required  for  performance  of  the  work 
.required  under  the  contract  or 
subcontract,  or  upon  completion  of  the 
contract  or  subcontract; 

d.  The  contractor  or  subcontractor 
shall  obtain  a  written  agreement  to 
honor  such  terms  of  the  contract  ft-om 
each  of  the  contractor's  or 
subcontractor's  employees  who  will 
have  access  to  such  information,  before 
such  employee  is  allowed  access;  and 

e.  The  contractor  or  subcontractor 
acknowledges  and  agrees  that  the 
contract  or  subcontract  provisions 
concerning  the  use  and  disclosure  of 
business  information  supplied  to  the 
contractor  or  subcontractor  by  EPA  (or 
another  Federal  agency,  as  appropriate) 
und§r  the  contract  or  subcontract  are 
included  for  the  benefit  of,  and  shall  be 

.   enforceable  by.  both  the  United  States 
Govenunent  and  any  affected  business 
having  an  interest  in  information 
concerning  the  business. 
In  addition,  before  such  disclosure  is 
made,  the  Agency  must  notify  the 
submitter  (either  by  letter  or  via  notice 
in  the  Federal  Register  of  the 
information  to  be  disclosed,  the  identity 
of  the  contractor  or  subcontractor,  and 
the  purposes  to  be  served  by  the 
disclosure,  and  give  the  submitter  an 
opportunity  to  comment  on  the 
disclosure.  Moreover,  because 
Superfund  contractor  information  is 
submitted  pursuant  to  CERCLA  Section 
104.  persons  outside  the  Federal 
Government  who  improperly  disclose 
the  information  are  subject  to  criminal 
prosecution  under  Section  104(e)(7)(B). 


This  rule  is  by  its  nature  retroactive, 
in  that  it  authorizes  disclosure  of 
information  already  obtained  by  EPA. 
The  retroactivity  is  inherent  in  the 
authority  granted  by  Section  104  to 
disclose  information  to  authorized 
representatives  and  pursuant  to  a 
proceeding.  Moreover,  the  public 
interest  in  efficient  operation  of  the 
Agency  weighs  in  favor  of  such  a  result, 
while  the  restrictions  on  further  use  and 
disclosure  of  the  information  discussed 
above  ensure  that  there  is  no  adverse 
effect  on  persons  who  have  submitted 
confidential  information  to  EPA. 

D.  Disclosure  to  Potentially  Responsible 
Parties 

CERCLA  gives  the  United  States 
authority  to  respond  directly  to  releases 
or  threats  of  releases  of  hazardous 
substances  into  the  environment  or 
releases  or  threats  of  releases  into  the 
environment  of  any  pollutant  or 
contaminant  which  may  present  an 
imminent  and  substantial  danger  to  the 
public  health  or  welfare.  CERCLA  also 
authorizes  EPA  to  recover  response 
action  costs  from  those  responsible  for 
releases  or  threats  of  releases  q/ 
hazardous  substances.  Voluntary 
settlement  of  cost  recovery  cases  with 
responsible  parties  under  CERCLA 
enables  the  United  States  to  recover  the 
costs  of  response  actions  without 
engaging  in  lengthy  and  costly 
litigation. 

Over  the  years.  EPA  has  encountered 
a  serious  obstacle  in  attempting  to 
release  some  of  its  contractor  documents 
to  responsible  parties  to  encourage  and 
expedite  settlements.  As  discussed 
above,  these  documents  may  contain 
information  that  the  contractors  claim  is 
entitled  to  confidential  treatment. 

Currently,  before  EPA  releases  to 
responsible  parties  information  that  may 
be  entitled  to  confidential  treatment. 
EPA  seeks  to  obtain  the  consent  of  the 
submitter  of  the  information  pursuant  to 
40  CFR  2.209{f).  EPA's  e>:perience  is 
that  it  is  extremely  time-consuming  and 
occasionally  impossible  to  obtain  the 
consent  from  its  contractors  to  release 
their  CBI  to  responsible  parties  in  pre- 
litigation  negotiations  or  under  a 
protective  order  in  litigation.  It  has 
taken  as  long  as  18  months  at  one  site 
for  EPA  to  obtain  the  consent  of  all  of 
its  contractors  to  disclose  information 
under  a  protective  order  and  over  a  year 
at  several  other  sites.  The  primary 
reason  for  this  delay  results  from  each 
contractor's  desire  to  participate  in 
preparing  the  scope  of  the  protective 
order.  With  35  or  more  contractors  at  a 
site,  negotiating  confidentiality 
agreements,  stipulations,  and  protective 
orders  has  become  a  major  impediment 
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in  obtaining  expeditious  cost  recovery 

settlements. 

This  regulation  amends  40  CFR  2.310 
to  provide  for  limited  releases  of  CBi  to 
responsible  parties  under  a  contractual 
agreement  in  pre-Htigation  negotiations 
and  under  a  stipulation  and  protective 
order  during  litigation.  Generally,  EPA 
would  make  a  limited  release  to 
responsible  parties  of  all  CBI 
information  maintained  by  EPA 
pursuant  to  40  CFR  300.160  of  the  * 
national  contingency  plan.  This  hmited 
disclosure  would  be  made  without  the 
prior  consent  of  the  contractors  and 
applies  to  documents  submitted  to  EPA 
since  the  inception  of  the  Superfiind 
program  in  1980. 

Tne  basis  for  this  regulation  is  found 
ia  Section  104  of  CERCL.\,  and 
promulgation  of  the  regulation  will 
assist  EPA  in  implementing  5>ections 
107  and  122  of  the  Act.  Section  107 
authorizes  the  recovery  of  federal  costs 
expended  on  site  cleanups  financed  by 
the  Superfund.  If  the  Agency  elects  to 
pursue  these  costs  through  litigation, 
EPA  (through  the  Department  of  justice) 
brings  lawsuits  against  responsible 
parties  in  order  to  recover  costs  it  has 
expended  in  cleaning  up  a  site.  In  such 
lawsuits.  reiTponsible  parties  frequently 
make  di.scovery  requests  for  information 
which  may  be  entitled  to  confidential 
treatment.  EPA  may  ultimately  be 
required  be  court  order  to  release  cost 
do<:uments  containing  such  information 
in  response  to  these  discovery  n3quests. 
CBI,  although  not  privileged  under  the 
Federal  Rules  of  Civil  Procedure,  is 
routinely  granted  protection  from 
unlimited  di.sclosure  through  the  use  of 
a  protective  order.  Accordingly,  EPA 
will  seek  the  entry  of  astipulation  and 
proteptive  order  biefore  releasing  CBI  to 
defendants.  {See  Appendix  B  for  a 
Model  Stipulation  and  Protective 
Order). 

EPA  reouires  the  discretion  to  make  a 
limited  release  of  CBI  to  responsible 
parties  in  pre-litigation  negotiations,  in 
order  to  recover  the  costs  of  site 
cleanups  more  efficiently  and 
expeditiously.  Such  a  release  clearly 
furthers  the  goal,  envisioned  by 
Con};ress  in  section  107,  of  a  Superfund 
replenished  throi»gh  successful  cost 
recoveries. 

Section  122  encourages  the  Agency  to 
facilitate  settlements  where  possible. 
EPA  believes  that  the  limited  release  of 
cost  information,  including  information 
potentially  eiUitkd  to  confidential 
treatment,  would  greatly  facilitate 
settlements  in  cost  recovery  cases.  The 
regulation  clarifies  EPA's  authority  to 
release  CBI  during  pre-litigation 
negotiations  under  a  contractual 
agreement.  btkI  during  Itt^ation  throuf^ 


a  stipulation  and  protective  order.  In 
doing  so,  the  Agency  will  continue  to 
afford  protection  to  its  contractors' 
information  while  at  the  same  time 
facilitating  settlements  and  minimizing 
litigation. 

Congress  recognized  in  section  104 
that  some  trade  secret  information  might 
need  to  be  released  "when  relevant  in 
any  proceeding  under  this  chapter."  42 
U.S.C.  9604(e)(7)(A).  Congress  was 
willing  to  allow  for  the  release  of  trade 
secret  and  confidential  business 
information  where  the  release  would 
advance  the  purposes  of  the  statute. 
Neither  the  statute  nor  the  legislative 
history  of  CERCLA  define  ■proceeding." 
A  definition  of  "proceeding"  can  be 
found  in  the  Administrative  Pnx^jdure 
Act  (APA),  5  U.S.C  551. 

The  APA,  5  U.S.C.  551(12),  defines 
"agency  proceeding"  as  "an  agency 
process  as  defined  by  paragraphs  (5) 
inilemaking),  (7)  (adjudication!,  and  (9) 
[licensing]  of  this  section."  Paragraph 
(7)  defines  "adjudication"  as  an  "agency 
process  for  the  formulation  of  an  order." 
"Order"  is  defined  in  paragraph  (6)  as 
"the  whole  or  a  part  of  a  final 
disposition,  whether  affirmative, 
negative,  injunctive,  or  declaratory  in 
form,  of  an  agency  in  a  matter  other  than 
rule  making  but  including  licensing."  In 
order  words,  an  agency  process  which 
resuhs  in  a  final  agency  disposition  may 
be  considered  adjudication,  and  thus  a 
proceeding,  under  the  APA. 

Settlements  under  CERCLA  section 
107  or  122  fall  into  this  definition  of 
adjudication.  The  Agency  negotiates  a 
settlement  with  a  PRP,  and,  after  notice 
and  comment,  files  the  agreement  in 
district  court  as  a  consent  decree. 
CERCLA  section  122.  EPA  thus  reaches 
a  disposition  as  to  the  appropriate 
liabihty  of  the  PRP,  and  finalizes  it 
through  notice  and  comment  and 
through  entry  as  a  consent  decree, 
enforceable  by  the  court  against  all 
parties. 

The  regulation  pubHshed  today 
amends  the  definition  of  "proceeding" 
in  40  CFR  2.310(a)  to  authoH^e  EPA  to 
relea.se  potential  CBI  to  appropriate 
persons  that  EPA  has  determined  to  be 
PRPs  at  a  particular  site.  This  wtjuld  not 
be  a  public  release  of  information.  The 
regulation  allows  a  limited  release  of 
confidential  business  infonnaiion  to  a 
discrete  group  with  a  need  to  review  the 
information  if  EPA  believes  the  release 
would  encourage  and  expedite 
settlement.  This  limited  disclosure 
would  not  subject  this  information  to 
release  under  the  Freedom  of 
Infonnation  Act  (FOIA),  5  U.S.C  552. 
EPA  would  continue  to  deny  all  FOIA 
requests  for  information  in  cost 


do«:uments  that  EPA  determines  to  be 
CBIpursuant  to  exemption  4  of  FOIA. 

EPA  believes  that  the  use  of 
contractual  agreements  and  protective 
orders  would  maintain  the  confidential 
nature  of  the  information  and 
adequately  protect  it  from  improper 
release  and  misuse.  Courts  routinely 
afford  this  type  of  protection  in  other 
contexts  and  find  it  to  be  sufficiently 
protective.  In  addition,  as  noted  above, 
because  Superfund  contracior 
information  is  submitted  pursuant  to 
CERCLA  section  104,  persons  outside 
the  Federal  (Government  who 
improperly  disclose  the  information  are 
subject  to  criminal  prosecution  under 
section  104{e)(7MB).  (Federal  employees 
are  similarly  subject  to  th^  Trade  Secrets 
Act,  18  U.S.C.  1905.)  Absent  the 
applicability  of  a  privilege  or  other 
litigation  consideration  to  the  "* 

disclosure,  EPA  believes  that  a  limited 
release  is  necessary  in  order  to  fulfill  its 
responsibility  to  expeditiously  recover 
the  costs  of  site  cleanup.  See  section  B., 
above,  for  a  discussion  of  retroactivity. 
The  regulation  does  not  address  the 
relea.se  of  information  subject  to  the 
Privacy  Act  of  1974.  5  U.S.C.  552(a). 
EPA  regulations  at  40  CFR  part  16 
govern  information  that  is  subject  to  the 
Privacy  Act  and  Part  16  would  not  be 
affected  by  the  proposal. 

Appendices  to  the  preamble  of  today's 
rule  set  forth  model  documents,  for 
illustrative  purposes,  th.it  provide  for 
the  limited  disclosure  of  certain 
business  information  that  may  be 
entitled  to  confidential  treatment.  They 
detail  the  protections  EPA  contemplates 
providing  to  f.ontractors'  CBI. 

If  a  case  h.^s  not  been  filed  in  federal 
di.strict  court,  the  "Agreement  Regarding 
Confidentiality  of  Information"  would 
apply  (Appendix  A).  This  docunwnt 
would  al.so  be  appropriate  for  use  in 
negotiations  leading  to  administrative 
settlements  with  resporKsibie  parties.  If 
an  a«:tion  has  been  filed  in  federal 
Di.strirt  Court,  the  government  would 
seek  entry  by  the  court  of  the 
"Stipulation  and  Protective  Order" 
(Appendix  B).  In  this  document 
defendants  would  stipulate  that  the 
documents  released  to  them  may 
contain  information  entitled  to 
confidential  treatment  and  agree  to 
.specified  procedures  to  maintain 
confidentiality. 

All  documents  released  under  the 
agreement  or  order  would  be  used  only 
in  preparation  for  either  settlement 
negotiations  or  trial.  All  persons  to 
whom  the  information  is  subsequently 
disclosed  would  have  to  agree  to  be 
bound  by  the  terms  of  the  agreement  or 
order  by  signing  th«  "Confidentiality 
Agreement"  annexed  to  the  above 
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agreement  and  protective  order.  EPA 
and  the  submitter  of  the  infonnation 
would  receive  copies  of  all  executed 
"Confidentiality  Agreements"  five  days 
prior  to  the  disclosure. 

E.  Statutory  References  to  CERCLA 
Section  1(M 

The  Superfund  Amendments  and 
Reauthorization  Act  of  1986  (SARA) 
added  several  paragraphs  to  section  104 
of  CERCLA  which  pertain  to 
information  gathering.  Subparagraph 
(e)(2)  of  section  104  was  redesignated  by 
SARA  as  subparagraph  (e)(7).  This  rule 
amends  the  statutory  references  in  40 
CFR  2.310  accordingly. 

F.  Correction  of  Citation  to  40  CFR 
2.310 

40  CFR  2.211  requires  contractors 
who  are  furnished  business  information 
by  EPA  to  properly  safeguard  such 
information.  Paragraph  (d)  of  2.211 
erroneously  cites  §  2.310(i)  as  the 
provision  authorizing  disclosure  to 
authorized  representatives  of 
information  collected  pursuant  to 
CERCLA  section  104:  the  correct 
reference  is  to  §  2.310(h).  This 
regulation  corrects  that  reference. 

Waiver  of  Notice  of  Proposed 
Rulemaking  and  Delay  in  Effective  Date 

With  respect  to  the  changes  affecting 
CERCLA  CBI  and  CAA  CBI.  this  rule  is 
interpretive  in  nature,  as  opposed  to 
legislati^l^As  such  it  may  be 
promulaiHa  without  prior  opportunity 
for  notiobwid  comment,  pursuant  to  the 
AdministAtive  Procedures  Act.  5  U.S.C. 
553(b)(A).  and  may  be  made  effective 
immediately,  without  a  30-day  delay, 
pursuant  to  section  553(d)(2).  With 
respect  to  information  disclosed  to 
contractors  of  other  Federal  agencies.  I 
find  that  prior  notice  is  unnecessary  and 
that  good  cause  exists  for  making  the 
rule  effective  immediately,  for  the 
following  reason:  contractors  of  other 
Federal  agencies  will  be  required  by 
regulation  and  contract  to  have  the  same 
protections  against  unauthorized  use 
and  disclosure  of  CBI  as  are  EPA 
contractors,  so  that  the  rights  of  CBI 
submitters  are  unaffected. 

Executive  Order  12291 

Executive  Order  {E.O.)  12291  requires 
the  preparation  of  a  regulatory  impact 
analysis  for  major  rules,  defined  by  the 
order  as  those  Ukely  to  result  in: 

(1)  An  tmnual  effect  on  the  economy 
of  $100  million  or  more; 

(2)  A  major  increase  in  costs  or  prices 
for  consumers,  individual  industries. 
Federal.  State  or  local  government 
.i^encies.  or  geographic  industries;  or 


(3)  Significant  adverse  efliacts  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
abiUty  of  the  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

EPA  Has  determined  tliat  this 
regulation  does  not  meet  the  definition 
of  a  major  rule  under  E.0. 12291  and 
has  therefore  not  prepared  a  regulatory 
impact  analysis. 

Paperwork  Reduction  Act 

Information  collection  requirements 
in  a  rule  must  be  submitted  for  approval 
to  the  Office  of  Management  and  Budget 
under  the  Paperwork  Reduction  Act,  44 
U.S.C.  3501  et  seq.  No  reporting  or 
recordkeeping  requirements  are 
included  as  part  of  this  regulation. 
Therefore,  ru)  Information  Collection 
Request  document  has  been  prepared. 

Regulatory  Flexibility  Act 

Pursuant  to  section  605(b)  of  the 
Regulatory  Flexibility  Act.  5  U.S.C. 
605(b).  the  Administrator  certifies  that 
this  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The  rule 
authorizes  the  disclosure  to  authorized 
representatives  of  the  United  States  of 
confidential  information  and  disclosure 
pursuant  to  a  proceeding.  The  persons 
receiving  the  confidential  information 
are  bound  by  agreement,  court  order,  or 
criminal  statute  not  to  disclose  the 
information  except  where  authorized  or 
to  use  the  information  for  unauthorized 
purposes.  These  restrictions  ensure  that 
such  disclosure  does  not  affect  the 
competitive  position  of  the  submitters  of 
the  information.  Thus,  there  is  no 
economic  impact  on  small  entities. 

List  of  Subjects  in  40  CFR  Part  2 

Administrative  practice  and 
procedure,  Confidential  business 
information.  Courts.  Freedom  of 
information.  Government  employees. 

Dated;  December  23, 1992. 
William  K.  ReiUjr. 
Administrator. 

Therefore  EPA  amends  40  CFR  part  2 
as  follows: 

PART  2— lAMENDEDJ 

1.  The  authority  citation  for  part  2  is 
revised  to  read  as  follows: 

Authority:  5  U.S.Q  301.  552  (as  amended). 
553;  sees.  114.  205.  208.  301.  and  307,  Clean 
Air  Act.  as  amended  (42  U.S.C.  7414,  7525. 
7542.  7601.  7607);  sees.  308,  501  and  509(a), 
Clean  Water  Aet,  as  amended  (33  U.S.C 
1318. 1381, 1369(a));  sec.  13,  Noise  Control 
Act  of  1972  (42  U.S.C  4912);  sees.  1445  and 
1450.  Safe  Drinking  Water  Act  (42  U.S.C 


300h4. 300J-9);  sacs.  2002.  3007.  and  9005, 
Solid  Waste  Disposal  Act.  as  amended  (42 
U.S.C  6912.  6927, 6995);  sect.  8(c).  11,  and 
14.  Toxic  Sul»stances  Control  Act  (IS  U.S.C 
2607(c).  2610.  2613);  sees.  10. 12.  and  25, 
Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act,  as  amended  (7  U.S.C.  136h, 
136j.  136w);  sec.  408(f),  Federal  Food.  Drug 
and  Cosmetic  Act,  as  amended  (21  U.S.C 
346(f));  sees.  104(f)  and  108,  Marine 
Protection  Research  and  Sanctuaries  Act  of 
1972  (33  use  1414(f).  1418);  sees.  104  and 
115.  Comprehensive  Environmental 
Response,  Compensation,  and  Liability  Act  of 
1980,  as  amended  (42  U.S.C  9604  and  9615); 
sec.  505,  Motor  Vehicle  Information  and  Cost 
Savings  Act.  as  amended  (15  U.S.C.  2005). 

RAPT  2— PUBUC  INFORMATION 

§2.211    [Amended] 

2.  In  section  2.211(d).  remove 
"contractor  or  subcontractor  with  EPA" 
and  substitute  "contractor  or 
subcontractor  with  the  United  States 
Government". 

3.  In  §  2.211(d)  revise  "2.310(i)"  to 
read  "2.310(h)". 

4.  Section  2.30l(b)(6)lis  removed. 
5  Section  2.301  is  amended  by 

revising  the  first  senten^  of  paragraph 
(e);  and  by  revising  paragraphs  (h)(2)(i). 
(h)(2)(ii)(A)  and  (h)(2)(ii)(C)  to  read  as 
follows: 

§  2.301    Special  rules  governing  certain 
formation  obtained  under  the  Clean  Air  Act 


§2.208    (Amended] 

(e)  •   •   •  Section  2.208  applied  to 
information  to  which  this  section 
applies,  except  that  information  which 
is  emission  data,  a  standard  or 
limitation,  or  is  collected  pursuant  to 
section  211(b)(2)(A)  of  the  Act  is  not 
eligible  for  confidential  treat.  •   •   * 

(h)  •   •   * 

(Z)(i)  A  person  under  contract  or 
subcontract  to  the  United  States 
government  to  perform  work  in  support 
of  EPA  in  connection  with  the  Act  or 
regulations  which  implement  the  Act 
may  be  considered  an  authorized 
representative  of  the  United  States  for 
purposes  of  this  paragraph  (h).  Subject 
to  the  limitations  in  this  paragraph 
(h)(2).  information  to  which  this  section 
applies  may  be  disclosed: 

(A)  To  a  contractor  or  subcontractor 
wifiTE^A.  if  the  EPA  program  office 
managing  the  contract  first  determines 
in  writing  that  such  disclosure  is 
necessary  in  order  that  the  contractor  or 
subcontractor  may  carry  out  the  work 
required  by  the  contract  or  subcontract; 

or 

(B)  To  a  contractor  or  subcontractor 
with  an  agency  other  than  EPA,  if  the 
EPA  program  office  which  provides  the 
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informaUon  to  that  agency,  contractor, 
or  subcontractor  first  determines  in 
writing,  in  consultation  with  the 
General  Counsel,  that  such  disclosure  is 
necessary  in  order  that  the  contractor  or 
subcontractor  may  carry  out  the  work 
required  by  the  contract  or  subcontract, 
fii)  *  •  • 

(A)  That  the  contractor  or 
subcontractor  and  the  contractor's  or 
subcontractor's  employees  shall  use  the 
information  only  for  the  purpose  of 
carrying  out  the  work  required  by  the 
contract  or  subcontract,  shall  refrain 
from  disclosing  the  information  to 
anyone  other  than  EPA  without  the 
prior  written  approval  of  each  affected 
business  or  of  an  EPA  legal  office  and 
shall  return  to  EPA  all  copies  of  the 
information  (and  any  abstracts  or 
extracts  thereh-om)  upon  request  by  the 
EPA  program  office,  whenever  the 
information  is  no  longer  required  by  the 
contractor  or  subcontractor  for  the 
performance  of  the  work  required  under 
the  contract  or  subcontract,  or  upon 
completion  of  the  contract  or 
subcontract  (where  the  information  was 
provided  to  the  contractor  or 
subcontractor  by  an  agency  other  than 
EPA,  the  contractor  may  disclose  or 
return  the  information  to  that  aKencv); 

(B)'  •  • 

(C)  That  the  contractor  or 
subcontractor  acknowledges  and  agrees 
that  the  contract  or  subcontract 
provisions  concerning  the  use  and 
disclosure  of  business  information  are 
included  for  the  benefit  of,  and  shall  be 
enforceable  by,  both  the  United  States 
government  and  any  affected  business 
having  an  interest  in  information 
concerning  it  supplied  to  the  contractor 
or  subcontractor  by  the  United  States 
government  under  the  contract  or 
subcontract. 

•  •        •        •        • 

6.  Section  2.306  is  amended  by 
revising  the  second  sentence  of    ' 
paragraph  {j)(l);  and  by  adding 
paragraphs  (j)(l)(i)  and  (ii)  to  read  as 
follows: 

12.306    Special  rule«  governing  certain 
information  obtained  under  the  Toxic 
Substances  Control  Act. 

*  •         •         *         • 

(j)  *  *  •  (1)  *  *  •  Subject  to  the 
limitations  in  this  paragraph  (j), 
information  to  which  this  section 
applies  may  be  disclosed: 

li)  To  a  contractor  or  subcontractor 
with  EPA,  if  the  EPA  program  office 
managing  the  contract  first  determines 
in  writing  that  such  disclosure  is 
necessary  for  the  satisfactory 
performance  by  the  contractor  or 
subcontractor  of  the  contract  or 
subcontract;  or 


(ii)  To  a  contractor  or  subcontractor 
with  an  agency  other  than  EPA,  if  the 
EPA  program  office  which  provides  the 
information  to  that  agency,  contractor, 
or  subcontractor  first  determines  in 
writing,  in  consultation  with  the 
General  Counsel,  that  such  disclosure  is 
necessary  for  the  satisfactory 
performance  by  the  contractor  or 
subcontractor  of  the  contract  or 
subcontract. 


7.  Section  2.310  is  amended  by 
revising  the  section  heading;  by  revising 
paragraphs  (a)(1),  (a)(6),  (b),  (g)(1).  (g)(3), 
(g)(4).  (h)(1),  and  (h)(4j;  and  by  adding 
paragraphs  (g)(5)  and  (g)(6),  to  read  as 
follows: 

§2.310    Special  rules  governing  certain 
information  obtained  under  the 
Comprehensive  Environmental  Response, 
Compensation,  and  Liability  Act  of  1980,  as 
amended. 

(a)'   •   • 

(1)  Act  means  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act  of 
1980,  as  amended,  including 
amendments  made  by  the  Superfund 
Amendments  and  Reauthorization  Act 
of  1986,  42  use.  9601,  et  seq. 


(6)  Proceeding  means  any  rulemaking 
or  adjudication  conducted  by  EPA 
under  the  Act  or  under  regulations 
which  implement  the  Act  (including  the 
issuance  of  administrative  orders  under 
section  106  of  the  Act  and  cost  recovery 
pre-litigation  settlement  negotiations 
under  sections  107  or  122  of  the  Act), 
any  cost  recovery  litigation  under 
section  107  of  the  Act,  or  any 
administrative  determination  made 
under  section  104  of  the  Act,  but  not 
including  determinations  under  this 
subpart. 

(b)  Applicability.  This  section  applies 
only  to  information  provided  to  or 
obtained  by  EPA  under  section  104  of 
the  Act,  42  U.S.C.  9604,  by  or  from  any 
person  who  stores,  treats,  or  disposes  of 
hazardous  wastes;  or  where  necessary  to 
ascertain  facts  not  available  at  the 
facility  where  such  hazardous 
substances  are  located,  by  or  ft-om  any 
person  who  generates,  transports,  or 
otherwise  handles  or  has  handled 
hazardous  substances,  or  by  or  from  any 
person  who  performs  or  supports 
removal  or  remedial  actions  pursuant  to 
section  104(a)  of  the  Act.  hiformation 
will  be  considered  to  have  been 
provided  or  obtained  under  section  104 
of  the  Act  if  it  was  provided  in  response 
to  a  request  from  EPA  or  a 
representative  of  EPA  made  for  any  of 
the  purposes  stated  in  section  104,  if  it 
was  provided  pursuant  to  the  terms  of 


a  contract,  grant  or  other  agreement  to 
perform  work  pursuant  to  section  104, 
or  if  its  submission  could  have  been 
required  under  section  104,  regardle.ss 
of  whether  section  104  was  cited  as 
authority  for  any  request  for  the 
information  or  whether  the  information 
was  provided  directly  to  EPA  or  through 
some  third  person. 


(g)(1)  Under  section  104(e)(7)(A)  of 
the  Act  (42  U.S.C.  9604(e)(7)(A))  any 
information  to  which  this  section 
applies  may  be  disclosed  by  EPA 
because  of  the  relevance  of  the 
information  in  a  proceeding  under  the 
Act,  notwithstanding  the  fact  that  the 
information  otherwise  might  be  entitled 
to  confidential  treatment  under  this  / 
subpart.  Disclosure  of  information  to  / 
which  this  section  applies  because  oMis 
relevance  in  a  proceeding  shall  be  made 
only  in  accordance  with  this  paragraph 


^ 


(3)  In  rnnneclion  with  any  proceeding 
involving  a  decision  by  a  presiding 
officer  after  an  evidentiary  or 
adjudicatory  hearing,  except  with 
respect  to  litigation  conducted  by  a 
Federal  court,  information  to  which  this 
section  apphes  which  may  be  entitled  to 
confidential  treatment  may  be  made 
available  to  the  public,  or  to  one  or  more 
parties  of  record  to  the  proceeding, 
upon  EPA's  initiative,  under  this 
paragraph  (g)(3).  An  EPA  office 
proposing  disclosure  of  information 
under  this  paragraph  (g)(3)  shall  so 
notify  the  presiding  officer  in  writing. 
Upon  receipt  of  such  a  notification,  the 
presiding  officer  shall  notify  each 
affected  business  that  disclosure  under 
this  paragraph  (g)(3)  has  been  proposed, 
and  shall  afford  each  such  business  a 
period  for  comment  found  by  the 
presiding  officer  to  be  reasonable  under 
the  circumstances.  Information  may  be 
disclosed  under  this  paragraph  (g)(3) 
only  if,  after  consideration  of  any  timely 
comments  submitted  by  the  business, 
the  EPA  office  determines  in  writing 
that,  for  reasons  directly  associated  with 
the  conduct  of  the  proceeding,  the 
contemplated  disclosure  would  serve 
the  public  interest,  and  the  presiding 
officer  determines  in  writing  that  the 
information  is  relevant  to  a  matter  in 
controversy  in  the  proceeding.  The 
presiding  officer  may  condition 
disclosure  of  the  information  to  a  party 
of  record  on  the  making  of  such 
protective  arrangements  and 
commitments  as  he  finds  to  be 
warranted.  Disclosure  to  one  or  more 
parties  of  record,  under  protective 
arrangements  or  commitments,  shall 
not,  of  itself,  affect  the  eligibility  of 
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information  for  confidential  treatment 
under  the  other  provisions  of  this 
subpart.  Any  affected  business  shall  be 
given  at  least  5  days  notice  by  the 
presiding  officer  prior  to  making  the 
information  available  to  the  public  or  to 
one  or  more  of  the  parties  of  record  to 
the  proceeding. 

(4)  In  connection  with  any  proceeding 
involving  a  decision  by  a  presiding 
officer  after  an  evidentiary  or 
adjudicatory  hearing,  except  with 
respect  to  litigation  conducted  by  a 
Federal  court,  information  to  which  this 
section  applies  which  may  be  entitled  to 
confi(fential  treatment  may  be  made 
available  to  one  or  more  parties  of 
record  to  the  proceeding,  upon  request 
of  a  party,  under  this  paragraph  (gK4). 
A  party  of  record  seeking  disclosure  of 
information  shall  direct  his  request  to 
the  presiding  officer.  Upon  receipt  of 
such  a  request,  thepresiding  officer 
shall  notify  each  affected  business  that 
disclosure  under  this  paragraph  (g)(4) 
has  been  requested,  and  shall  afford 
each  such  business  a  period  for 
comment  found  by  the  presiding  officer 
to  be  reasonable  under  the 
circumstances.  Information  may  be 
disclosed  to  a  party  of  record  under  this 
paragraph  (g)(4)  only  if.  after 
consideration  of  any  timely  comments 
submitted  by  the  business,  the  presiding 
officer  determines  in  writing  that: 

(i)  The  party  of  record  has 
satisfactorily  shown  that  with  respect  to 
a  significant  matter  which  is  in 
controversy  in  the  proceeding,  the 
party's  ability  to  participate  effectively 
in  the  pro<»eding  will  be  significantly 
impaired  unless  the  information  is 
disclosed  to  him;  and 

(ii)  Any  harm  to  an  affected  business 
that  would  result  from  the  disclosure  is 
likely  to  be  outweighed  by  the  benefit  to 
the  proceeding  and  the  public  interest 
that  would  result  fi-om  the  disclosure. 
The  presiding  officer  may  condition 
disclosure  of  the  information  to  a  party 
of  record  on  the  making  of  such 
protective  arrangements  and 
commitments  as  he  finds  to  be 
warranted.  Disclosure  to  one  or  more 
parties  of  record,  under  protective 
arrangements  or  commitments,  shall 
not,  of  itself,  affiBct  the  eligibility  of 
information  for  confidential  treatment 
under  the  other  provisions  of  this 
subpart.  Any  affected  business  shall  be 
given  at  least  5  days  notice  by  the 
presiding  officer  prior  to  making  the 
information  available  to  one  or  more  of 
the  parties  of  record  to  the  proceeding. 
(5)  In  connection  with  cost  recovery 
pre-litigation  settlement  negotiations 
under  sections  107  or  122  of  the  Act  (42 
U.S,C.  9607,  9622).  any  information  to 


which  this  section  applies  that  may  be 
entitled  to  confidential  treatment  may 
be  made  available  to  potentially 
responsible  parties  pursuant  to  a 
contractual  agreement  to  protect  the 
information. 

(6)  In  connection  with  any  cost 
recovery  proceeding  under  section  107 
of  the  Act  involving  a  decision  by  a 
presiding  officer  after  an  evidentiary  or 
adjudicatory  hearing,  any  information  to 
which  this  section  applies  that  may  be 
entitled  to  confidential  treatment  may 
be  made  available  to  one  or  more  parties 
of  record  to  the  proceeding,  upon  EPA's 
initiative,  under  this  paragraph  (g)(6). 
Sudi  disclosure  must  be  made  pursuant 
to  a  stipulation  and  protective  order 
signed  by  all  parties  to  whom  disclosure 
is  made  and  by  th§  presiding  officer. 

(h)  *  *  •  (1)  Under  section  104(e)(7) 
of  the  Act  (42  U.S.C.  96G4(e)(7)),  EPA 
possesses  authority  to  disclose  to  any 
authorized  representative  of  the  Untied 
States  any  information  to  which  this 
section  applies,  notwithstanding  the  fact 
that  the  information  might  otherwise  be 
entitled  to  confidential  treatment  under 
this  subpart.  Such  authority  may  be 
exercised  only  in  accordance  with 
paragraph  (h)(2)  or  (h)(3)  of  this  section. 

(h)(4)  At  the  time  any  information  is 
fumlshwi  to  a  contractor,  subcontractor, 
or  state  or  local  government  under  this 
paragraph  (h).  the  EPA  office  furnishing 
the  information  to  the  contractor, 
subcontractor,  or  state  or  local 
government  agency  shall  notify  the 
contractor,  subcontractor,  or  state  or 
local  government  agency  that  the 
information  may  be  entitled  to 
confidential  treatment  and  that  any 
knowing  and  willful  disclosure  of  the 
information  may  subject  the  contractor, 
subcontractor,  or  state  or  local 
government  agency  and  its  employees  to 
penalties  in  section  104(e)(7)(B)  of  the 
Act  (42  U.S.C.  9604(e)(7)(B)). 


Note:  The  remainder  of  text  will  not  appear 
in  the  Code  of  Federal  Regulations. 

Appendix  A  to  Preamble — Agreement 
Regarding  Confidentiality  of  Information 
and  Annexes 

These  docximents  would  provide  for 
limited  disclosure  of  certain  business 
information  pertaining  to  costs  that  may  be 
entitled  to  confidential  treatment  pursuant  to 
40  CFR  part  2  in  the  situation  where  the 
Department  of  Justice  has  not  filed  an  action 
on  behalf  of  EPA  in  a  United  States  District 
Court.  The  documents  would  also  apply  in 
circumstances  where  EPA  is  negotiating  with 
responsible  parties  outside  of  a  litigation 
context  using  CERCLA  section  122 
administrative  settlement  authorities. 

Agivement  Regarding  Confidentiality  of 
Business  Informalion 


EPA  and  the  potentially  responsible  party 
(PRP)  hereby  agree  that  settlement  of  the 
Government's  claim  concerning  the 

Superfund  site  will  involve  the 

production  of  documents  which  have  been 
submitted  to  the  United  States 
Environmental  Protection  Agency  (EPA)  by 
various  contractors  (listed  in  Annex  1) 
(hereinafter  "submitters")  containing  certain 
information  which  may  be  entitled  to 
confidential  treatment  under  40  CFR  part  2. 
Furthermore,  the  parties  herein  agree  that  the 
limitation  on  the  disclosure  of  the  documents 
subject  to  this  Agreement  is  necessary  in 
order  to  protect  the  interests  of  the  submitters 
in  the  confidentiality  of  their  business 
information. 

The  terms  of  the  Agreement  Regarding 
Confidentiality  of  Business  Information 
(hereinafter  "Agreement")  are  as  follows: 

1.  EPA  shall  provide  the  docimient(s) 
containing  information  which  may  be 
entitled  to  confidential  treatment  to  the  PRP 
and  such  document(s)  shall  be  handled  in 
accordance  with  the  terms  of  this  Agreement. 

2.  As  used  in  this  Agreement,  the  terai 
"ccnfidential  information"  means  trade 
secrets  or  commercial  or  financial 
information  submitted  by  a  person  to  EPA 
and  which  may  be  entitled  to  confidential 
treatment  under  40  CFR  part  2.  This 
information  has  not  been  determined  by  EPA 
under  40  CFR  part  2.  subpart  B  not  to  be 
entitled  to  confidential  treatment. 

3.  Any  information  to  be  produced  by  EPA 
pursuant  to  this  Agreement  shall  be  stamped 
conspicuously  with  the  word 
"CONFIDENTIAL"  by  EPA  on  the  top  of  each 
page  of  each  document  prior  to  production  to 
the  PRP.  The  transmittal  of  information 
designated  as  confidential  shall  be  done  by 
letter  from  EPA  stating  that  the  information 
designated  as  confidential  is  subject  to  this 
Agreement. 

4.  Information  designated  as  confidential 
under  this  Agreement  shall  not  be  used  or 
disclosed  by  the  PRP  or  any  other  person  « 
subject  to  paragraph  7  below  for  any  purpose 
other  than  the  preparation  for  negotiation  of 

a  settlement. 

5.  The  PRP  and  PRP's  counsel  who  obtain 
information  designated  as  confidential 
hereunder,  and  any  nonparty  subject  to  this 
Agreement,  shall  not  disclose  or  permit 
disclosure  of  this  information  to  any  other 
person,  including  without  limitation  any 
officer,  director,  employee,  agent,  or 
representative  of  the  PRP,  the  PRPs  counsel, 
or  any  nonparty,  except  in  the  following 
circumstances; 

a.  Disclosure  may  be  made  to  employees  of 
the  PRP  or  of  the  PRP's  counsel  who  have 
responsibility  for  settlement  negotiations 

involving  the Superfund  site. 

Any  employee  to  whom  disclosure  is  made 
shall  be  advised  of.  and  become  subject  to. 
the  provisions  of  this  Agreement  prior  to 
such  disclosure  by  executing  the 
Confidentiality  Agreement  (Annex  2) 
annexed  hereto.  Employees  do  not  include 
persons,  firms  or  corporations  engaged  by  the 
PRP  or  the  PRP's  counsel  on  a  contract  basis, 
who  shall  be  subject  to  the  requirements  of 
subparagraph  (b)  of  this  paragraph. 

b.  Disclosure  may  be  made  to  consultants, 
witnesses,  experts,  or  employees  of  experts 
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("Expert(s)")  employed  or  otherwise  engaged 
by  the  PRP  or  PRP's  counsel  to  assist  in  the 
preparation  for  negotiations.  Prior  to 
disciosiire  to  any  Expert,  the  Expert  must 
agree  to  be  bound  by  the  terms  of  this 
Agreement  by  executing  the  Confidentiality 
Agreement  annexed  hereto.  A  copy  of  each 
^ecuted  Confidentiality  Agreement  shall  be 
furnished  to  EPA  and  submitter  not  less  than 
Ove  (5)  business  days  prior  to  disclosure  to 
the  Expert  of  the  business  information. 

6.  The  PRP,  PRP's  counsel  and  any  other 
person  subject  to  this  Agreement  who  obtains 
information  designated  as  confidential 
hereunder,  shall  take  ail  necessary  and 
appropriate  measures  to  maintain  the 
confidential  nature  of  the  information,  shall 
share  such  information  only  with  (>ersons 
authorized  to  receive  it  pursuant  to  this 
Agreement,  and  shall  retain  the  information 
in  a  secure  manner.  Except  as  provided  in 
paragraph  5  above,  no  other  {)erson  shall  be 
permitted  access  to  the  information. 

7.  Any  person  who  obtains  access  to 
information  designated  as  confidential  under 
this  Agreement  may  make  copies,  duplicates, 
extracts,  summaries,  or  descriptions  of  the 
information  or  any  portion  thereof  only  for 
the  purpose  of  preparation  for  settlement 
negotiations  for  cost  recovery  at 

the Superfund  site.  All  copies, 

duplicates,  extracts,  etc.  shall  be  subject  to 
terms  of  this  Agreement  to  the  same  extent 
and  manner  as  original  documents. 

8.  Any  unauthorized  disclosure  of 
information  designated  as  confidential  under 
this  Agreement  shall  not  result  in  a  waiver 
of  any  submitter's  claim  of  confidentiality. 

9.  Within  60  days  after  termination  of 
negotiations,  or  as  determined  by  EPA,  any 
person  who  obtained  information  designated 
as  confidential  under  this  Agreement  shall 
assemble  and  return  such  information  to 
EPA,  including  all  copies,  extracts, 
summaries,  or  descriptions  of  the 
information  or  portions  thereof.  Such  return 
shall  be  certified  in  writing  by  the  person 
who  obtained  the  information  from  EPA.  All 
such  information  covered  by  this  Agreement 
which  constitutes  the  work  product  of 
counsel  or  the  PRP  shall  be  destroyed. 
However,  if  before  the  expiration  of  the  60 
days  the  United  States  has  filed  in  Federal 
court  a  cost  recovery  action  for  the 

Superfund  site,  naming  the 

PRP  as  a  party,  the  PRP  may  retain  the 
information.  Such  retention  shall  be 
governed  by  the  provisions  of  this  Agreement 
until  entry  of  a  protective  order  governing  the 
information. 

Dated: 

For  the  PRP 

Dated:    > : 


For  EPA 

Annex  1 — List  of  Contractors 

Annex  2 — Business  Information 
Confidentiality  Agreement 

The  undersigned  is  currently  working  at 
which  is  located  at 


companies  located  at  the  corresponding 
address; 

(1)   

(2)   

The  undersigned  hereby  acknowledges  that 
he/she  has  read  the  foregoing  Agreement 
Regarding  Confidentiality  of  Business 
Information  ("Agreement")  executed  by  the 
attorneys  for  the  parties  involved  in 
settlement  of  the  Government's  claim 

concerning  the Superfund  site, 

understands  the  terms  thereof,  and  agrees  to 
be  bound  by  such  terms.  The  undersigned 
understands  that  disclosure  of  information 
which  has  been  designated  as  confidential  by 
the  submitter  of  that  information  may  cause 
substantial  harm  to  the  affected  business' 
competitive  position.  Accordingly,  among 
other  responsibilities,  the  undersigned  shall 
only  share  such  information  with  persons 
specifically  authorized  to  receive  the 
information  pursuant  to  the  Agreement,  shall 
retain  the  information  in  a  secure  manner, 
and  shall  use  such  information  only  for  the 
purposes  authorized  by  the  Agreement.  The 
undersigned  understands  that  the  pledge  of 
confidentiality  under  thi9 Confidentiality 
Agreement  continues  after  any  lawsuit 
associated  with  the  settlement  negotiations  is 
over.  Furthermore,  the  undersigned 
understands  that  a  breach  of  the  Agreement 
may  subject  him/her  to  civil  claims  for 
damages  and  to  criminal  prosecution  under 
42  U.S.C.  9604(e)(7)(B). 

Dated:    . 

Signed: 

Appendix  B  to  Preamble — Stipulation  and 
Protective  Order  and  Annexes 

These  dociunents  would  provide  for 
limited  disclosure  of  certain  business 
information  pertaining  to  costs  that  may  be 
entitled  to  confidential  treatment  pursuant  to 
40  CFR  part  2  after  the  Department  of  Justice 
has  filed  an  action  on  behalf  of  EPA  and  the 
matter  is  subject  to  the  jurisdiction  of  a 
United  States  District  Court. 

In  The  United  States  District  Court 

For  the District  of 


United  States  of  America,  Plaintiff,  v. 


During  the  past  year  the  undersigned  has 
been  employed  or  other-wise  engaged  as  a 
consultant  or  contractor  by  the  following 


Defendant.  Civil  Action  No. . 

Stipulation  and  Protective  Order 

Plaintiff,  United  States  of  America,  on 
behalf  of  the  United  States  Environmental 
Protection  Agency  (EPA),  and  Defendant 
(name)  have  hereby  stipulated  that  discovery 
in  this  case  will  involve  the  production  of 
documents  which  have  been  submitted  to 
EPA  by  various  contractors  (listed  in  Annex 
1)  (hereinafter  "submitter(s)")  containing 
information  which  may  be  entitled  to 
confidential  treatment.  In  view  of  this 
stipulation,  the  Court  finds  that  good  cause 
exists  for  issuance  of  an  order  requiring 
limited  disclosure  of  such  information.  Upon 
consideration  of  the  joint  motion  for  such  an 
order  filed  by  the  parties  hereto  and  pursuant 
to  Rule  26(c),  Federal  Rules  of  Civil 
Procedure,  It  is  Hereby  Ordered: 

1.  Plaintiff  shall  submit  the  document(s) 
containing  information  which  may  be 
entitled  to  confidential  treatment  to  the 


Defendant  and  such  document(s)  shall  be 
handled  in  accordance  with  the  terms  of  this 
Stipulation  and  Protective  Order  CProtectiva 
Order") 

2.  As  used  in  this  Protective  Order,  the 
tenn  "confidential  information"  means  trade 
secrets  or  commercial  or  financial 
information  submitted  by  a  person  to 
Plaintiff  and  which  may  be  entitled  to 
confidential  treatment  under  40  CFR  part  2. 
This  information  has  not  been  determined  by 
Plaintiff  under  40  CFR  part  2,  subpart  B  not 
to  be  entitled  to  confidential  treatment. 

3.  Any  information  to  be  produced  by 
Plaintiff  pursuant  to  this  Prot«rtive  Order 
shall  be  stamped  conspicuously^vith  the 
word  "CONFIDENTIAL"  by  the  Plaintiff  on 
the  top  of  each  page  of  each  document  prior 
to  production  to  the  Defendant.  The 
transmittal  of  information  designated  as 
confidential  shall  be  done  by  letter  from  the 
Plaintiff  stating  that  the  infonnation 
designated  as  confidential  is  subject  to  this 
Protective  Order. 

4.  Information  designated  as  confidential 
under  this  Protective  Order  shall  not  be  used 
or  disclosed  by  the  Defendant  or  any  other 
person  subject  to  Paragraph  7  below  for  any 
purpose  other  than  the  preparation  for,  and 
trial  of,  this  action  and  any  appeal  therein. 

5.  The  Defendant  and  Defendant's  counsel 
who  obtain  information  designated  as 
confidential  hereunder,  and  any  nonparty 
subject  to  this  Protective  Order,  shall  not 
disclose  or  permit  disclosure  of  this 
information  to  any  other  person,  including 
without  limitation  any  officer,  director, 
employee,  agent,  or  representative  of 
Defendant,  Defendant's  counsel,  or  any 
nonparty,  except  in  the  following 
circumstances: 

a.  Disclosure  may  be  made  to  employees  of 
Defendant  or  of  Defendant's  counsel  who 
have  responsibility  for  the  preparation  and 
trial  of  this  action  or  any  appeal  therein.  Any 
employee  to  whom  disclosure  is  made  shall 
be  advised  of,  and  become  subject  to,  the 
provisions  of  this  Protective  Order  prior  to 
such  disclosure  by  executing  the 
Confidentiality  Agreement  annexed  hereto. 
Employees  do  not  include  persons,  firms  or 
corporations  engaged  by  Defendant  or 
Defendant's  counsel  on  a  contract  basis,  who 
shall  be  subject  to  the  requirements  of 
subparagraph  (b)  of  this  Paragraph. 

b.  Disclosure  may  be  made  to  consultants, 
witnesses,  experts,  or  employees  of  experts 
("Expert(s)")  employed  or  otherwise  engaged 
by  any  party  or  counsel  to  any  party  to  assist 
in  the  preparation  and  trial  of  this  litigation. 
Prior  to  disclosure  to  any  Expert,  the  Expert 
must  agree  to  be  bound  by  the  terms  of  this 
Protective  Order  by  executing  the 
Confidentiality  Agreement  annexed  hereto.  A 
copy  of  each  executed  Confidentiality 
Agreement  shall  be  fumlshod  to  the  Plaintiff 
and  submitter  not  less  than  five  (5)  business 
days  prior  to  disclosure  to  the  Expert. 

6.  Defendant,  Defendant's  counsel,  and  any 
other  person  subject  to  this  Protective  Order 
who  obtains  information  designated  as 
confidential  hereunder,  shall  take  all 
necessary  and  appropriate  measures  to 
maintain  the  confidentiality  of  the 
information,  shall  share  such  information 
only  with  persons  authorized  to  receive  >> 
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pursuant  to  this  Protective  Order,  and  shall 
retain  the  information  in  a  secure  manner. 
Except  as  provided  in  Paragraph  5  above,  no 
other  person  shall  be  permitted  access  to  the 
information. 

7.  Any  person  who  obtains  access  to 
information  designated  as  confidential  under 
this  Protective  Order  may  make  copies. 
dupUcates.  extracts,  summaries,  or 
descriptions  of  the  information  or  any 
portion  thereof  only  for  the  purpose  of 
preparation  for  litigation  in  this  matter.  AH 
copies,  duplicates,  extracts,  etc.  shall  be 
subject  to  the  terms  of  this  Protective  Order 
to  the  same  extent  and  manner  as  original 
documents. 

8.  Any  information  designated  as 
confidential  under  this  Protective  Order  shall 
be  filed  with  the  Court  in  sealed  envelopes 
or  other  appropriate  sealed  containers  on 
which  shall  be  endorsed  the  caption  of  this 
litigation,  an  indication  of  the  nature  of  the 
contents  of  such  sealed  envelope  or 
container,  the  word  "CONFIDENTIAL",  and 
a  statement  substantially  in  the  following 
form: 

"This  envelope,  containing  documents 

which  are  filed  in  this  case  by 

("the  producing  party")  is  not  to  be  opened 
and  the  contents  are  not  to  be  displayed  or 
revealed  except  by  order  of  the  Court  or 
consent  of  the  producing  party." 

In  addition,  if  such  documents  have  been 
sealed  and  filed  with  the  Court,  the  submitter 
shall  be  informed  of  this  by  the  filing  party 
at  the  time  of  filing. 

9.  Any  unauthorized  disclosure  of 
information  designated  as  confidential  under 
this  Protective  Order  shall  not  result  in  a 
waiver  of  any  submitter's  claim  of 
confidentiality. 

10.  If  Plaintiff  desires  to  add  contractors  to 
the  list  in  Annex  1.  Plaintiff  may  file  written 
notice  with  the  Court  and  the  Defendant  of 
the  identities  of  such  contractors.  If  the 


Defendant  does  not  object  within  three  days 
of  receipt  of  such  notice,  the  contractors  will 
be  added  to  Annex  1. 

11.  Within  60  days  after  termination  of  this 
action  by  judgment,  settlement  or  otherwise, 
or  as  may  be  determined  by  the  court  or  EPA. 

a.  Any  person  who  obtained  information 
designated  as  confidential  hereunder  shall 
assemble  and  return  such  information  to 
Plaintiff,  including  all  copies,  duplicates, 
extracts,  summaries,  or  descriptions  of  the 
information  or  portions  thereof.  Such  return 
shall  be  certified  in  writing  by  the  person 
who  obtained  the  information  from  EPA.  All 
such  information  covered  by  this  Protective 
Order  which  constitutes  the  work  product  of 
counsel  for  the  Defendant  shall  be  destroyed; 
and. 

b.  The  Clerk  of  the  Court  shall  maintain 
under  seal  all  papers  filed  under  seal  until 
the  Court  orders  otherwise. 

Dated: '■ 


For:  Defendant(s) 
Dated:    


For:  United  States  of  America 

So  Ordered  this  -.^ day  of 

199 .: 


United  States  District  Court  Judge 
.District  of 


Annex  1— List  of  Contractors 

Annex  2 — Stipulation  and  Protective  Order 
Confidentiality  Agreement 

The  undersigned  currently  working  at 

which  is  located  at 

.  During  the  past  year  the 

undersigned  has  been  employed  or  otherwise 
engaged  as  a  consultant  or  contractor  by  the 


following  company  located  at  the  following 
address: 

The  undersigned  hereby  acknowledges  that 
he/she  has  read  the  foregoing  Stipulation  and 
Protective  Order  ("Protective  Order") 
executed  by  the  attorneys  of  record  for  the 
parties  in  the  action  presently  pending  in  the 
U.S.  District  Court  for  the  District  of 

,  entitled  United  States  v. 

(name),  understands  the  terms  thereof,  and 
agrees,  upon  threat  of  penalty  of  contempt,  to 
be  bound  by  such  terms.  The  undersigned 
understands  that  disclosure  of  information 
which  has  been  designated  as  confidential  by 
the  submitter  of  that  information  may  cause 
substantial  harm  to  the  affected  business' 
competitive  position.  Accordingly,  among 
other  responsibilities,  the  undersigned  shall 
only  share  such  information  with  persons 
specifically  authorized  to  receive  the 
information  pursuant  to  the  Protective  Order, 
shall  retain  the  information  in  a  secure 
manner,  and  shall  use  such  information  only 
for  the  purposes  authorized  by  the  Protective  , 
Order.  The  undersigned  understands  that  the 
pledge  of  confidentiality  under  this 
Agreement  continues  after  the  lawsuit  is 
over.  Furthermore,  the  undersigned 
understands  that  a  breach  of  the  Protective 
Order  may  subject  him/her  to  civil  claims  for 
damages  and  to  criminal  prosecution  under 
42  U.S.C.  9604(e)(7)(B). 

Dated: — 

Signed:. 
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Presidential  Documents 


Tkle  3— 

The  President 


ProcUmiation  S520  of  December  23,  1992 
National  Good  Teen  Day,  19d3 

By  the  President  of  the  United  States  of  America 

A  Proclamation 

The  passage  between  childhood  and  adulthood  constitutes  one  of  the  most 
eventful  stages  of  our  life's  journey.  The  teen  years  are  as  challenging  as 
they  are  exciting,  and  at  a  time  when  young  Americans  are  facing  more 
serious  pressures  than  ever  before — ^firom  substance  abuse  and  violence  to 
sexual  promiscuity  and  dropping  out  of  school — it  is  fitting  that  we  set 
aside  this  day  to  reaffirm  the  unique,  God-given  potential  of  every  teenager. 

Today  millions  of  American  teenagers  are  setting  examples  for  others  by 
demonstrating  love  and  respect  for  their  parents,  by  meeting  their  responsibil- 
ities at  home  and  in  school,  by  participating  in  their  places  of  worship, 
and  by  showing  consideration  and  concern  for  their  classmates  and  neighbors. 
They  are  also  enjoying  the  rewards  of  volvmtary  service  to  others,  thereby 
contributing  to  our  communities  and  Nation  as  Points  of  Light.  These  teens 
are  making  the  most  of  their  talents  and  opportunities  and,  through  their 
determination  and  hard  work,  are  building  the  foundation  for  a  bright  future. 

It  is  vital  that  we  recognize  and  reinforce  good  behavior  among  teens  and 
instill  in  every  child  a  positive  sense  of  responsibility,  self-control,  and 
self-worth.  The  pursuit  of  freedom  and  independence  is  characteristic  of 
adolescence.  Yet,  while  most  adolescents  demand  increasing  autonomy,  they 
also  continue  to  need  and  seek  their  parents'  reassurance,  guidance,  and 
support.  For  teenagers  who  are  struggling  to  cope  with  the  many  physical 
and  emotional  changes  of  adolescence,  as  well  as  the  external  pressures 
that  weigh  so  heavily  on  yoimg  people  today,  such  encouragement  and 
guidance  are  essential.  We  miist  provide  our  teens  with  opportunity  and 
hope,  with  firm  yet  loving  moral  guidance  and  discipline,  and — ^most  impor- 
tant— with  clear,  consistent  examples  of  personal  responsibility  and  virtue. 

No  child  is  destined  to  become  a  "bad  teen."  Through  loving,  responsible 
parenting  and  through  the  support  of  schools,  churches,  and  communities 
that  set  high  standards  of  character  and  conduct  for  people  of  all  ages, 
we  can  help  every  young  American  to  recognize  and  attain  his  or  ner 
fullest  potential.  On  this  occasion,  let  us  resolve  to  do  exactly  that. 

The  Congress,  by  House  Joint  Resolution  409,  has  designated  January  16« 
1993,  as  "National  Good  Teen  Day"  and  has  authorized  and  requested  the 
President  to  issue  a  proclamation  in  observance  of  this  day. 
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NOW  THEREFORE.  I,  GEORGE  BUSH,  President  of  the  United  States  of 
America,  do  hereby  proclaim  January  16.  1993.  as  National  Good  Teen 
Day.  I  invite  all  Americans  to  observe  tiiis  day  witii  appropnate  programs 
and  activities  in  honor  of  America's  teenaged  citizens. 

IN  WITNESS  WHEREOF.  I  have  hereunto  set  my  hand  this  tv^renty-third 
dav  of  December,  in  the  year  of  our  Lord  nineteen  hundred  and  ninety- 
two,  and  of  tiie  Independence  of  the  United  States  of  America  the  two 
hundred  and  seventeenth. 
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Pniclamation  6521  of  |anaary  4,  1993 

National  Sanctity  of  Human  Life  Day,  1993 


By  the  President  of  the  United  States  of  America 

A  Proclamation 

Americans  have  demonstrated  their  commitment  4o  the  belief  "that  all  men 
are  created  equal,  that  they  are  endowed  by  their  Creator  with  certain 
unalienable  Rights,  that  among  these  are  Life,  Liberty  and  the  pursuit  of 
Happiness."  This  tradition  of  generosity  and  reverence  for  hiunem  life  stands 
in  marked  contrast  with  the  prevalence  of  abortion  in  America  today — 
some  1.5  million  children  lost  each  year;  more  than  4,000  each  day.  TTiis 
is  shocking  evidence  of  just  how  far  we  have  strayed  from  our  Nation's 
most  cherished  values  and  beliefs.  Thus  we  pause  on  this  National  Sanctity 
of  Human  Life  Day  to  call  attention  to  the  tragedy  of  abortion  and  to 
recognize  the  many  individuals  who  are  working  to  restore  respect  for  human 
life  in  our  Nation. 

Advances  in  science  and  technology  have  offered  us  tremendous  new  insight 
on  life  in  the  womb:  parents  can  now  hear  their  unborn  child's  heartbeat 
as  early  as  8  weeks  of  age;  physicians  can  monitor  the  baby's  development 
using  high-resolution  sonography;  and  they  may  even  diagnose  and  treat 
abnormalities  before  birth.  How  terribly  ironic  it  is  that,  at  one  hospital 
or  clinic,  an  unborn  child  niay  be  carefully  treated  as  a  patient,  while 
at  another  facility — perhaps  just  a  few  blocks  away — another  innocent  child 
may  become  a  victim  of  abortion. 

Recognizing  the  tragedy  of  abortion  and  the  feelings  of  desperation  that 
lead  some  women  to  make  such  a  painful,  devastating  choice,  concerned 
individuals  throughout  the  United  States  are  working  to  help  women  choose 
life  for  their  unborn  children.  On  this  occasion  we  recognize  the  many 
generous  Americans  who — with  nothing  to  gain  for  themselves — reach  out 
to  women  in  need  through  crisis  pregnancy  centers,  residential  facilities, 
mentoring  programs,  and  a  host  of  other  support  services.  We  also  recognize 
the  many  social  services  professionals,  attorneys,  and  counselors  who  assist 
in  promoting  the  adoption  option,  and  we  salute  each  of  the  courageous 
women  who  make  this  unselfish  choice  for  their  children.  Such  works 
of  generosity  and  compassion  are  saving  lives  and,  yes,  slowly  but  surely 
turning  hearts — one  woman,  one  couple,  one  community  at  a  time. 

The  struggle  to  overcome  abortion  in  the  United  States — to  educate  individ- 
uals about  life  in  the  womb,  to  restore  reverence  for  the  miracle  of  creation, 
and  to  expand  alternatives  for  women  in  need — is  far  from  ended.  While 
the  struggle  may  be  a  long  and  difficult  one,  many  Americans  know  that 
it  is  a  cause  from  which  we  cannot  retreat.  And  because  it  is  a  cause 
that  appeals  difectly  to  the  conscience  of  the  Nation — a  Nation  that  has, 
time  and  again,  demonstrated  its  capacity  to  rediscover  its  highest  ideals, 
ideals  rooted  in  our  belief  in  the  God-given  rights  and  dignity  of  every 
human  being — it  is  a  cause  that  cannot  fail. 
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NOW  THEREFORE.  L  GEORGE  BUSH.  President  of  the  United  States  of 
America,  by  virtue  of  the  authority  vested  in  me  by  the  Constitution  and 
laws  of  the  United  States,  do  hereby  proclaim  Sunday.  January  17.  1993^ 
as  National  Sanctity  of  Human  Ufe  Day.  I  call  on  all  Americans  to  reflect 
on  the  sanctity  of  human  life  in  all  its  stages  and  to  Rather  in  homes 
aid  places  of  worship  to  give  thanks  for  the  gift  of  life  and  to  reaffirm 
our  commitment  to  respect  the  life  and  dignity  of  every  human  bemg. 
IN  WITNESS  WHEREOF.  I  have  hereunto  set  my  hand  this  fourth  day 
of  January,  in  the  year  of  our  Lord  nineteen  hundred  and  ninety-three, 
and  of  the  Independence  of  the  United  States  of  America  the  two  hundred 
and  seventeenth. 
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DEPARTMENT  OF  JUSTICE 

Immigration  and  Naturalization  Service 

BCFRPartlOO 
[INS  No.  1511-921 
RIN1115-AC95 

Statement  of  Organization;  Name 
Change  for  Border  Patrol  Stations  In 
Sector  Numtier  2 

AGENCY:  Immigration  and  Naturalization 
Service,  Justice. 
ACTION:  Final  rule. 

SUMMARY:  This  Hnal  rule  amends  8  CFR 
100.4  by  revising  the  names  of  stations 
located  in  Border  Patrol  sector 
headquarter's  number  2  from  "Malone. 
New  York"  to  "Burke,  New  York",  from 
"Rouses  Point,  New  York"  to 
"Champlain,  New  York",  and  from 
"Derby  Line,  Vermont"  to  "Newport, 
Vermont".  These  changes  are  necessary 
to  chow  the  actual  city  in  which  these 
Border  Patrol  stations  are  physically 
located. 

EFFECTIVE  DATE:  January  6, 1993. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Marion  E.  Moody,  Assistant  Chief  Patrol 
Agent,  Border  Patrol,  Immigration  and 
Naturalization  Service,  425  I  Street, 
NW.,  room  7227,  Washington,  DC 
20536.  telephone  (202)  514-1109. 
SUPPLEMENTARY  INFORMATION:  8  CFR 
100.4  is  being  amended  to  change  the 
names  of  three  Border  Patrol  stations 
located  in  sector  headquarters  number  2 
from  "Malone,  New  York"  to  "Burke, 
New  York",  from  "Rouses  Point,  New 
York"  to  "Champlain,  New  York",  and 
from  "Derby  Line,  Vermont"  to 
"Newport,  Vermont",  to  show  the  actual 
city  in  which  these  Border  Patrol 
stations  are  located. 

The  Service's  implementation  of  this 
rule  as  a  final  rule  is  based  upon  5 
U.S.C,  553  (b)(A)  as  it  is  a  rule  of  agency 
organization.  The  immediate 


implementation  of  this  final  rule  is  j 
based  upon  the  "good  cause"  exception 
found  at  5  U.S.C.  553  (d)  in  that  the 
usual  notice  provisions  are  unnecessary 
because  the  rule  will  beneHt  the  public 
by  showing  the  actual  city  in  which  I 
these  Border  Patrol  stations  are         | 
physically  located.  I 

In  accordance  with  5  U.S.C.  605(b), 
the  Commissioner  of  the  Immigration 
and  Naturalization  Service  certifies  that 
this  rule  does  not  have  a  significant 
adverse  economic  impact  on  a 
substantial  number  of  small  entities. 
This  rule  is  not  considered  to  be  a  major 
rule  within  the  meaning  of  section  1(b) 
of  E.0. 12291,  nor  does  this  rule  have 
Federalism  implications  warranting  the 
preparation  of  a  Federalism  Assessment 
in  accordance  with  E.0. 12612. 

List  of  Subjects  in  8  CFR  Part  100 

Authority  delegation  (Government 
agencies).  Organization  and  functions 
(Government  agencies). 

Accordingly,  part  100  of  chapter  I  of 
title  8  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  100— STATEMENT  OF 
ORGANIZATION 

1.  The  authority  citation  for  part  100 
continues  to  read  as  follows: 

Authority:  8  U;S.C  1103;  8  CFR  part  2. 
§100.4    [Amended] 

2.  In  §  100.4,  paragraph  (d)  is 
amended  by  revising  the  border  patrol 
station  n^mes  in  Sector  No.  2: 

a.  From  "Derby  Line,  VT"  to  read: 
"Newport,  VT"; 

b.  From  "Malone.  NY"  to  read: 
"Burke,  NY":  and 

c.  From  "Rouses  Point,  NY"  to  read: 
"Champlain,  NY". 

Dated:  December  21. 1992. 
Gene  McNary, 

Commissioner,  immigration  and 

Naturalization  Service. 

!FR  Doc.  93-108  Filed  1-5-93;  8:45  am) 

BILLING  CODE  4410-10-M 


FEDERAL  RESERVE  SYSTEM 

12  CFR  Part  225 

[Regulation  Y;  Docket  No.  R-07S5] 

Review  Criteria  for  Bank  Holding 
Company  Appllcationa 

agency:  Board  of  Governors  of  the 
Federal  Reserve  System. 
ACTION:  Final  rule. 

summary:  The  Board  is  amending  its 
Regulation  Y  to  implement  certain 
regulatory  improvements  Contained  in 
sections  202(d)  and  210  of  the  Federal 
Deposit  Insurance  Corporation 
Improvement  Act  of  1991  (FDICIA).  The 
final  rule  specifles  additional  factors 
that  the  Federal  Reserve  System  must 
consider  in  acting  on  applications  by 
bank  holding  companies  to  acquire 
banks  under  section  3  of  the  Bank 
Holding  Company  Act.  The  intended 
effect  of  the  amendment  is  to  conform 
the  Board's  regulations  to  the  statutory 
changes. 

EFFECTIVE  DATE:  February  4, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Scott  G.  Alvarez,  Associate  General 
Counsel  (202-452-3583),  or  Brian  E.J. 
Lam,  Attorney  (202-452-2067),  Legal 
Division;  or  Sidney  M.  Sussan,  Assistant 
Director  (202-452-2638),  Division  of 
Banking  Supervision  and  Regulation. 
Board  of  Governors  of  the  Federal 
Reserve  System.  For  the  hearing 
impaired  only.  Telecommunications 
Device  for  the  Deaf  (TDD),  Dorothea 
Thompson  (202-452-3544),  Board  of 
Governors  of  the  Federal  Reserve 
System.  20th  and  C  Street,  NW.. 
Washington,  DC  20551. 
SUPPLEMENTARY  INFORMATION:  The  Board 
is  adopting  a  final  rule  that  revises  its 
Regulation  Y  to  include  new 
supervisory  factors  that  FDICIA  requires 
the  Board  to  consider  in  reviewing  and 
acting  on  applications  by  bank  holding 
companies  to  acquire  banks  under 
section  3  of  the  Bank  Holding  Company 
Act  (BHC  Act).  These  changes  are 
required  by  sections  202(d)  and  210  of 
FDIQA.  Public  Law  102-242. 105  Stat. 
2237,  2290.  2298.  On  April  15.  1992,  the 
Board  adopted  an  interim  rule  that 
implemented  sections  202(d)  and  210  of 
FDICIA.  and  requested  public  comment 
on  the  revision  to  Regulation  Y.  57  FR 
13002.  April  15. 1992.  The  public 
comment  period  expired  on  June  15, 
1992. 
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Section  202(d)  of  FDIOA  provides 
that  the  Board  must  disapprove  an 
application  under  section  3  of  the  BHC 

Act  if:  ^.,  . 

(1)  The  bank  holding  company  mils  to 
provide  the  Board  with  adequate 
assurances  that  it  will  make  available  to 
the  Board  such  infonnation  on  its 
operations  or  activities,  and  the 
operations  or  activities  of  any  affiliates, 
as  the  Board  deems  appropriate  to 
determine  and  enforce  compliance  with 
BHC  Act;  or 

(2)  In  the  case  of  an  application 
involving  a  foreign  bank,  the  foreign 
bank  is  not  subject  to  comprehensive 
supervision  or  regulation  on  a 
consolidated  basis  by  the  appropriate 
authorities  in  the  bank's  home  coimtry. 
Public  Law  102-242. 105  Stat.  2237, 
2290.  Section  210  of  FDIOA  also 
provides  that  the  Board's  consideration 
of  the  managerial  resources  of  a  bank 
holding  company  or  bank  shall  include 
consideratioa  of  the  competence, 
experience  and  Integrity  of  the  officers, 
directors  and  principal  shareholders  of 
the  bank  holding  company  or  bank. 
Public  Uw  102-242, 105  Stat.  2237, 

2298. 

The  Board  is  adopting  a  final  rule 
sxibstantially  as  proposed.  The  final  rule 
adopts  the  statutory  language  contained 
in  sections  202(d)  and  210  of  FDIOA, 
specifying  tiiat,  in  deciding  applications 
under  section  3  of  the  BHC  Act,  the 
Board  will  consider  the  competence, 
experience,  and  integrity  of  the  officers, 
directors,  and  principal  shareholders  of 
the  applicant,  and  ca  the  banks  and  bank 
holding  companies  concerned,  their 
record  of  compliance  with  applicable 
laws  and  regulations,  and  the  record  of 
the  applicant  and  its  affiliates  of 
fuiniUng  any  commitments  to,  and  any 
conditions  imposed  by,  the  Board  in 
connection  with  prior  applications.*  In 
addition,  the  final  rule  adopts  a 
definition  of  "principal  shareholder."* 


The  Board  will  also  consider  whether 
the  applicant  has  provided  the  Board 
with  adequat^^ssurances  that  it  will 
make  available  such  information  on  its 
operations  or  activities,  and  the 
operations  or  activities  of  any  affiliate  of 
the  applicant,  that  the  Board  deems 
appropriate  to  determine  and  enforce 
compliance  with  the  BHC  Act  and  other 
applicable  federal  banking  statutes,  and 
any  regulations  thereunder.  Moreover, 
in  the  case  of  an  application  involving 
a  foreign  banking  organization,  the 
Board  will  consider  whetha  the 
organization  is  subject  to 
comprehensive  supervision  or 
regulation  on  a  consolidated  basis  by 
the  appropriate  authorities  in  the 
organization's  home  country. 

The  final  rule  is  being  adopted  in 
conjunction  with  the  Board's 
implementation  of  the  Foreign  Bank 
Supervision  Enhancement  Act  of  1901 
(FBSEA),  subtitle  A  of  title  H  of  FDICIA, 
which  changed  the  authority  of  the 
Board  under  the  IntMnational  Banking 
Act  of  1978,  FBSEA  provided  the  Board 
with  new  authority  to  approve  the 
establishment  of  U.S.  offices  by  a 
foreign  bank,  and  to  regulate  and 
supervise  the  operations  of  a  foreign 
bank  with  U.S.  offices. 

The  Board  anticipates  that  the  final 
rule  will  not  impose  any  significant 
additional  burdens  on  domestic  banking 
organizations  or  financial  institutions 
because  the  Board  currently  seeks,  and 
has  generally  been  able  to  obtain,  from 
domestic  applicants  all  of  the 
information  needed  to  consido'  section 
3  applications.  The  Board  is  not 
proposing  to  seek  any  additional  types 
or  quantities  of  information  firom 
domestic  applicants  by  virtue  of  thai 


'  The  Board's  MguUtiaM  cunaatly  pravida  that, 
in  considering  applicalioos  under  section  3  of  the 
BHC  Ad.  the  Board  will  consider  the  records  of  the 
applicant,  its  subsidiariea.  any  banks  related  to  the 
appUcani  through  comoton  ovmenhip  or 
man^eneot,  anid  the  bank  or  banks  to  be  acquired, 
of  compiying  with  applicabie  law*  and  ragulatioos, 
and  their  record  of  fulIUInig  any  coaimitmenls  to. 
and  any  conditions  impoaed  by,  the  Board  in 
CDBoection  with  prior  appliraliona.  See  12  CFR 
22S.13(bH2).  Thaaa  pioviatans  will  remain 
unchanged  in  the  Tioal  rule. 

'Regulation  Y  currently  includes  a  definitioo  of 
"principal  shareholder"  that  is  used  in  detennintng 
the  Bowd'i  preeumptioa  of  control  of  a  financial 
inslitiilioo  or  banking  orgnixatioii,  and  in  the 
Board's  Capital  Adequacy  Coidalinea.  In  order  to 
avoid  confusion  and  to  maintain  consistency 
between  the  slatiitory  language  of  FDJdA  and  the 
implemaatinc  ptovisiooa  ot  Regulalioa  Y.  the  Board 
has  redesignated  the  curraafl  lera  "principal 
sharcholdar"  as  "coaUoiiing  shareiwldflr".  and  has 
added  a  new  definition  of  the  lann  "principal 


shareholder"  that  applies  strictly  to  the  standvtb 
the  Board  must  review  under  the  FDICIA 
amendmenU  to  the  BHC  Act.  Thua.  in  die  final  rule, 
the  term  "controlling  shareholder"  means  any 
person  that  owns  or  controls,  directly  or  indirectly. 
25  percent  or  more  of  any  class  of  voting  securities 
of  a  bank  or  other  company.  Corresponding  changes 
have  bean  made  in  the  Board  s  regulations 
regarding  presumptions  of  control,  and  in  the 
Board's  Capital  Adequacy  Gviidaliaaa.  The  term 
"principal  sharenoldar"  has  been  redefined  for 
purposes  of  implementing  the  FDICIA  provisions  to 
mean  any  person  that  owns  or  controls,  directly  or 
indirectly.  10  percent  or  more  of  any  class  of  voting 
securities  of  a  bank  or  other  company.  Of  any 
person  that  the  Board  determines  has  the  power  to 
exercise,  directly  or  indirectly,  a  controlling 
influence  over  the  management  or  policies  of  a  bank 
or  other  company.  The  Board  believes  that  the 
managerial  qualities  of  all  major  shareholders  (i.e., 
shareholders  controlling  10  percent  or  more  of  my 
class  of  votuig  securities)  should  be  considered  in 
appropriate  situations.  This  is  the  level  of 
ownership  at  which  shareholder  review  is 
conducted  under  the  Change  in  Bank  Control  Act, 
12  U.S.C  1817(j).  As  discussed  in  the  preamble,  the 
Board  will  consider  the  actual  or  anticipated  role 
of  a  principal  shareholder  in  the  management  of  a 
bank  in  evaluating  the  competence,  experience  and 
integrity  of  that  individual. 


final  rule.  The  final  rule  ensures  Aat  the 
Board  is  able  to  obtain  from  all 
applicants,  especially  foreign  applicants 
operating  in  jurisdictions  that  limit  or 
prohibit  the  disclosure  of  financial 
information  outside  of  the  jurisdiction, 
the  same  type  of  information  that  the 
Board  now  seeks  and  typically  obtains 
from  domestic  applicants. 

Comments 

In  response  to  its  request,  the  Board  j 
received  four  comments.  Two 
commenters,  •  Federal  ResOTve  Bank 
and  a  benMng  organization,  favor  the 
adoption  of  the  interim  rule  as  •  final 
rule.  Another  commenter,  a  foreign 
bank,  supports  the  god  of  strmgthening 
the  applications  process  under  the  BHC 
Act,  and  agrees  that  the  competence, 
experience  and  integrity  of  the  officers 
and  directors  of  banks  and  bank  holding 
companies  should  be  considered,  as 
required  by  section  210  of  FDICIA.  This 
commenter,  however,  suggests  that  the 
Board  should  not  consider  the 
competence  and  experience  of 
shareholders  where  such  sharrtiolders 
are  passive  investors  that  do  not 
anticipate  any  significant  involvement 
in  the  management  of  the  bank  or  the 
bank  holding  company. 

Section  210  expressly  provides  that 
the  Board's  consideration  of  the 
managerial  resources  of  a  bank  or  bank 
holding  company  include  consideration 
of  the  competence,  experience,  and 
integrity  of  the  officers,  directors,  and 
principal  shsjtrfiolders  of  the  company 
or  bank.  Thus,  the  text  of  section  210 
directs  the  Board  to  consider  all  three 
managerial  factors  with  respect  to  all 
three  groups  of  individuals. 

However,  the  Boerd  believes  that  the 
statutory  language  does  not  prevent  the 
Board  from  considering  the  extent  of  the 
role  a  principal  shareholder  may  play  in 
the  management  of  a  bank  or  a  bank 
holding  company  when  evaluating  the 
competence  or  experience  of  the 
shareholder.  An  imderlying  purpose  of 
section  210  is  to  permit  the  Beard  to 
consider  the  abilities  of  the  principal 
shareholders  of  banks  and  bank  holding 
companies  in  appropriate  sihiaiions, 
including  situations  where  a  principal 
shareholder  has  or  could  have  a 
significant  effect  on  the  financial  and 
managerial  resources,  future  prospects, 
or  safety  and  soundness  of  a  bank  or 
bank  holding  company.  Thus,  the  Board 
could  consider  whether  a  shareholder 
proposes  to  be  a  passive  investor  in 
weighing  the  shareholder's  banking 
experience  and  competence. 

The  final  commenter,  a  banking 
association,  suggests  that,  in  reviewing 
applications  submitted  by  domestic 
bank  holding  companies,  the  Board  not 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday,  January  6,  1993  /    Rules  and  Regulations         473 


require  domestic  applicants  to  provide 
information  on  their  respective 
operations  and  activities,  and  the 
operations  and  activities  of  their 
aniliates.  This  commenter  asserts  that 
the  text  and  placement  of  section  202(d) 
of  FDICIA.  it^  legislative  history,  and 
other  legal  and  practical  considerations 
all  support  exempting  domestic  banks 
and  bank  holding  companies  from  this 
requirement. 

The  Board  has  considered  these 
comments  and  concluded  that  domestic 
bank  holding  companies  should  not  be 
exempted  from  the  requirement  that, 
when  submitting  section  3  applications, 
they  provide  the  Board  with  adequate 
assurances  that  they  will  make  available 
appropriate  information  to  the  Board. 
By  its  express  terms,  section  202(d) 
requires  the  Board  to  disapprove  any 
application  by  any  bank  holding 
company  under  section  3  of  the  BHC 
Act  if  the  company  fails  to  provide 
adequate  assurances  that  the  company 
will  make  available  to  the  Board  such 
information  on  the  operations  or 
-  activities  of  the  company  or  any  affiliate 
of  the  company.  In  orafting  section 
202(d),  Congress  expressly  limited  the 
application  of  certain  other  provisions 
of  that  section  to  foreign  banks,  without 
imposing  a  similar  limitation  on  the 
"availability  of  information"  provision. 
Moreover,  the  legislative  history  of 
section  202(d)  expressly  indicates  that 
this  requirement  is  applicable  to 
domestic  bank  holding  companies.^ 
Thus,  in  light  of  the  statutory  language 
and  the  legislative  history  of  section 
Z02(d),  the  Board  has  concluded  that  the 
availability  of  information  provision 
should  apply  to  domestic  bank  holding 
companies. 

[Siection  202(d)  amends  the  BHC  Act 
to  permit  the  Board  to  disapprove  any 
application  to  acquire  a  U.S.  bank 
unless  the  Board  is  given  adequate 
assurances  that  it  will  have  access  to 
information  on  the  operations  or 
activities  of  a  company  or  companies,  or 
any  affiliates,  making  application  to 
acquire  a  U.S.  bank  that  the  Board 
deems  necessary  to  fulfill  the 
requirements  of  the  [hitemational 
Banking  Act),  the  BHC  Act.  or  the 
[Financial  Institutions  Supervisory  Act 
of  1966).  This  requirement  applies  to 
applications  by  both  foreign  banking 
organizations  and  domestic  bank 
holding  companies. 

H.R.  Rep.  No.  157, 102nd  Cong..  1st 
Sess.  159  (1991)  (emphasis  added);  see 
also  Section-By-Section  Analysis  Of  S. 
543  As  Reported  By  The  Senate  Banking 
Committee,  reprinted  in  138  Cong.  Rec. 


*  Far  exAoiple,  the  Report  of  the  Ho\ise  Commiltee 
on  Banking,  Finance  and  Urban  Affairs  slates: 


2059,  2094  (February  21, 1992)  (noting 
that  the  availability  of  information 
provision  "applies  to  appHcations  by 
both  foreign  banking  organizations  and 
domestic  bank  holding  companies"). 

The  Board  does  not  believe,  however, 
that  the  final  rule  will  impose  a 
significant  additional  burden  on 
domestic  applicants  because  the  Board 
currently  seeks  and  typically  is  able  to 
obtain  from  such  applicants  all  of  the 
information  needed  to  consider  section 
3  applications.  The  Board  does  not 
expect  or  propose,  following  adoption  of 
this  final  rule,  to  seek  additional  tyf>e8 
or  quantities  of  information  from 
domestic  appUcants  than  the  Board 
currently  seeks  from  these  applicants. 

The  commenter  also  suggests  that  the 
Board  should  require  domestic  banks 
and  bank  holding  companies  to  provide 
information  on  an  affiliate  only  if  the 
affiliate  either  transacts  business  with 
the  bank  that  goes  beyond  ordinary 
deposit  or  loan  services,  or  exposes  the 
bank  to  substantial  risk.  Based  on  the 
express  language  and  legislative  history 
of  section  202(d),  which  both  refer  to 
"any  affiliates"  of  the  applicant,  the 
Board  also  has  concluded  that 
applicants  should  provide  the  necessary 
assurances  with  regard  to  all  affiliates, 
not  just  affiliates  that  transact  business 
with  a  bank  that  goes  beyond  ordinary 
deposit  or  loan  services  or  that  exposes 
a  bank  to  substantial  risk. 

However,  under  section  202(d)  and 
the  final  rule,  the  Board  retains 
discretion  to  determine  on  a  case-by- 
case  basis  the  extent  that  assurances  are 
needed  for  affiliates  under  common 
control  of  individuals.  The  Board  does 
not  believe  that,  in  light  of  the  language 
and  purpose  of  section  202(d)  of 
FDICIA,  it  is  appropriate  to  provide  a 
general  regulatory  exemption  for  all  or 
most  companies  affiliated  through 
individual  owners. 

Finally,  the  commenter  urges  the 
Board  not  to  require  banks,  bank 
holding  companies  and  their  affiliates  to 
provide  information  that  is  deemed  to 
be  privileged  or  confidential  under 
applicable  federal  or  state  laws.  No  such 
exception  appears  to  have  been 
contemplated  by  section  202(d).  The 
Board  believes  that,  in  certain 
circumstances,  it  may  be  appropriate  for 
the  Board  to  request,  and  for  applicants 
to  provide,  information  which  may  be 
deemed  privileged  or  confidential.  The 
Board  can  and  will,  however,  afford  this 
information  confidential  treatment  as 
provided  in  the  Freedom  of  Information 
Act.  Accordingly,  the  Board  believes 
that  it  is  not  appropriate  to  adopt  a 
regulatory  provision  limiting  the 
Board's  ability  to  request  or  obtain 


relevant  confidential  or  privileged 
information. 

For  all  of  the  foregoing  reasons,  the 
Board  has  concluded  that  the 
availabiUty  of  information  provision  of 
the  interim  rule  should  remain 
unchanged  in  the  final  rule. 

Regulatory  Flexibility  Act 

Pursuant  to  section  605(b)  of  the 
Regulatory  FlexibiUty  Act,  the  Board 
hereby  certifies  that  the  final  rule  MnM 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  final  rule  imposes  the  minimum 
burdens  necessary  to  implement  the 
provisions  of  sections  202(d)  and  210  of 
FDICIA  for  all  banks  and  bank  holding 
companies  subject  to  the  regulation, 
regardless  of  size.  The  regulation 
specifies  additional  Cactors  which  the 
Board  must  consider  in  acting  on 
applications  by  bank  holding  companies 
to  acquire  banks  under  section  3  of  the 
BHC  Act.  The  final  rule  does  not  impose 
any  additional  regular  recordkeeping, 
reporting  or  other  similar  requirements 
on  banks. 

List  of  Subjects  in  12  CFR  Part  225 

Administrative  practice  and 
procedure,  Banks,  Banking,  Federal 
Reserve  System,  Holding  companies. 
Reporting  and  recordkeeping 
requirements.  Securities. 

For  the  reasons  set  forth  in  the 
preamble,  and  pursuant  to  the  Board's 
authority  under  section  5(b)  of  the  Bank 
Holding  Company  Act  of  1956, 12 
U.S.C  1844(b),  the  Board  amends  part 
225  of  Chapter  n  of  Title  12  of  the  Code 
of  Federal  Regulations  as  follows: 

PART  22&-BANK  HOLDING 
COMPANIES  AND  CHANGE  IN  BANK 
CONTROL 

1.  Section  225.2  is  amended  by 
revising  the  text  of  paragraph  (k)  as 
follows: 

S  225.2    Oafinitiona. 

■        •        •        •        • 

(k)(l)  Controlling  shareholder  means  a 
person  that  owns  or  controls,  directly  or 
indirectly,  25  percent  or  more  of  any 
class  of  voting  securities  of  a  bank  or 
other  company. 

(2)  Principal  shareholder  means  a 
person  that  owns  or  controls,  directly  or 
indirectly,  10  percent  or  more  of  any 
class  of  voting  securities  of  a  bank  or 
other  company,  or  any  person  that  the 
Board  determines  has  the  power, 
directly  or  indirectly,  to  exercise  a 
controlling  influence  over  the 
management  or  policies  of  a  bank  or 
other  company. 
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2.  &«tion  225.13  Is  amended  by 
revising  paragcaphs  (a)  and  (b)(2)  to  read 
as  follows: 


1225.13 


Inacdngaii 


(a)  Pmbjbited  aaticompetitivB 
tmnsactions.  As  specified  in  section  3(c) 
of  the  BHC  Act,  the  Board  may  not 
approve  any  application  under  this 
subpart  if: 

(1)  The  transactiaii  would  result  u  a 
monopoly  or  would  ftuther  any 
combuoation  or  ccnapiiacy  to 
monopolize,  or  to  attempt  to 
monopolize,  the  business  of  banking  in 
any  part  of  the  United  States; 

(2)  The  effect  of  the  transaction  may 
be  substantially  to  lessen  competitioQ  in 
any  section  of  the  country,  tend  to 
create  a  monopoly,  or  in  any  other 
manner  be  in  restraint  of  trade,  unless 
the  Board  finds  that  the  transactian's 
anticompetitive  ejects  are  dearly 
outweighed  by  its  probable  efiiact  in 
meetii^  the  convenienca  and  needs  of 
the  community; 

(3)  The  applicant  has  failed  to  provide 
the  Board  with  adequate  assurances  that 
it  will  make  available  such  information 
on  its  operations  or  activities,  and  the 
operations  or  activities  of  any  affiliate  of 
the  applicant,  that  the  Board  deems 
appropriala  to  determine  and  enforce 
compliance  with  the  BHC  Act  and  other . 
applicable  federal  banking  statutes,  and 
any  regulations  thereunder,  or 

(4)  In  the  case  of  an  application 
involving  a  foreign  bank,  the  foreign 
bank  is  not  subject  to  comprehensive 
supervision  or  regulation  on  a 
consolidated  basis  by  the  appropriate 
authorities  in  its  home  country,  as 
provided  in  §  211.24(c)(l)(ii)  of  the 
Board's  Regulation  K  (12  CFR 
211.24(cMl)(ii)). 

(b)*  •  *  _ 

(2)  Managerial  Resources.  The 
competence,  experience,  and  integrity  of 
the  officers,  directors,  and  principal 
shareholders  of  the  applicant,  its 
subsidiaries,  and  the  banks  and  bank 
holding  companies  concerned;  their 
record  of  compliance  with  laws  and 
regulations;  and  the  record  of  the 
applicant  and  its  affiliates  of  fulfilling 
any  commitments  to,  and  any 
conditions  imposed  by,  the  Board  in 
connection  with  prior  applications. 

3.  Section  225.31  is  amended  by 
revising  paragraph  (d)(2](ii)  to  read  as 
follows: 

S  225.31    Control  preeeadinga. 

(d)«  •  • 
(2)-  •  • 

(ii)  Shares  controlled  by  company  and 
associated  individuals.  A  company  that. 


together  with  its  management  officials 
or  controlling  shareholders  (including 
members  of  me  immediate  Camilies  of 
either  as  defined  in  12  CFR  206.2(k)). 
owns,  controls,  or  holds  with  power  to 
vote  25  percent  or  more  of  the 
outstanding  riiares  of  any  class  of  voting 
securities  of  a  bank  or  odier  company 
controls  the  buik  or  other  company,  if 
the  first  company  owns,  controls,  or 
holds  with  power  to  vote  more  than  5 
percent  of  tne  outstanding  riiares  of  any 
dass  of  voting  securities  of  the  bank  or 
other  company. 

4.  Appendix  B  is  amended  by  revising 
footnote  1  to  read  as  follows: 

Appeadix  B  to  Part  225-Capital 
Adequacy  Gwdelinas  Car  Bank  Holding 
ConipaniM  and  State  Member  Banks: 
Leverage  Measure 

1  The  guidsiines  will  apply  to  bank  holding 
compuiiH  with  leas  thao  $150  million  in 
consolidated  assets  on  a  bank-only  basis 
unless; 

(1)  The  holding  oompany  or  any  nonbank 
subsidiary  is  engaged  directly  or  indirectly  In 
any  nonbank  activity  involving  significant 
leverage  or 

(2)  The  holding  company  or  any  nonbank 
subsidiary  has  outstanding  significant  debt 
held  by  the  general  public.  Debt  held  by  the 
general  public  is  defined  to  mean  debt  held 
by  parties  other  than  financial  institutions, 
officers,  directors,  and  coatrolling 
shareholders  of  the  banliing  organization  or 
their  related  interests. 
•         •         •         •         • 

By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System.  December  29. 1992. 
William  W.  Wiles. 
Secretary  of  the  Board. 
IFR  Doc  92-32  Filed  1-5-93;  8:45  ami 
nujNO  cooc  t»«-«i-f 


DEPARTMENT  OF  THE  TREASURY 

Office  of  Thrift  Supervision 

12  CFR  Part  567 
(Na  92-539] 
RIN155O-AA50 

Valuation  and  Regulatory  Capital 
Treatment  ol  Foradoaad  Aasats 

AGENCY:  Office  of  Thrift  Supervision, 

Treasury. 

ACTION:  Final  rule. 

summary:  The  Office  of  Thrift 
Supervision  (OTS)  is  revising  its  policy 
guidance  to  require  savings  assodations 
to  use  fair  value  rather  than  net 
reahzable  value  (NRV)  for  valuing 
foreckMed  assets  subsequent  to 
acquisition.  The  OTS  is  also  amending 


its  capital  regulation  to  place  all  assets 
previously  assigned  to  the  200  percmt 
riak-wei^  category,  including 
foreclosed  assets,  into  the  100  percent 
risk-weight  categoiv.  The  accounting 
change  will  make  the  accounting 
treatment  of  foreclosed  assets  consistent 
with  generally  accepted  accounting 
prindplM  as  ^)plied  by  the  other 
Federal  bonlcing  agendes.  The  capital 
rule  change  will  make  the  capital 
treatment  of  certain  items,  including 
fbredosed  assets,  consistent  with  the 
new  accoiuiting  treatment  and  with  the 
treatment  accorded  these  assets  by  the 
other  Federal  banking  agencies. 
EFFECnvc  date:  December  31, 1992. 
TOR  RMTNBI  MFOMMTION  COmACr. 
Robert  J.  Fiahman.  Program  Manager. 
(202)  906-5672.  Deidie  G.  Kvartunas, 
Pro^m  Anelyst,  (202)  906-7933, 
Timothy  J.  Stier,  Deputy  Chief 
Accountant  (202)  906-5699,  Policy; 
Catherine  A.  Shepard,  Senior  Attorney, 
Regulations  and  Legislation  Division, 
Office  of  Chief  Counsel  (202)  906-7275; 
Office  of  Thrift  Supervision,  1700  G 
Street.  NW..  Washington.  DC  20552. 

SUPPLEMENTARY  MFORMATION: 

I.  Background  and  Summary  of 
Propoaal 

On  Ortober  7, 1992,  the  OTS 
published  a  proposal  to  modify  its 
classification,  valuation,  and  regulatory 
capital  treetment  of  troubled,  collateral- 
dependent  loans  and  foreclosed  assets.* 
The  OTS  proposed  three  new  polides: 

(a)  The  use  of  fair  value  instead  of  net 
realizable  value  for  the  valuation  of 
troubled,  collateral-dependent  loans  and 
foreclosed  assets; 

(b)  A  requirement  to  use  charge-offis 
instead  of  specific  valuation  allowances 
(SVAs)  for  amounU  classified  "loss"; 

'    and 

(c)  The  removal  of  the  200  percent 
risk-weight  category,  and  the    _ 
reassignment  of  items  formerly  in  that 
category  to  the  100  perc«it  risk-weight 
category  for  capital  purposes.' 

The  purposes  of  tne  proposal  Mr««  to 
conform  OTS's  accounting  treatment  for 
troubled,  collateral-dependent  loans  and 
foreclosed  assets  with  that  of  the  other 
Federal  banking  agendes  and  to  amend 
its  capital  reguUtions  to  be  consistent 
with  the  change  in  valuation 


*  57  FR  46,098  (Oct  7. 1992). 

»  Three  type*  of  •*•«<«  are  currently  placed  In  the 
200  parcant  riak-tveight  category  under  the  OTS'f 
risk-fauad  capital  rule:  (1)  Repossessed  (or 
fotwrlosad)  asaaU:  (2)  aaaaU  thai  are  more  than  90 
days  pwt  due  (asoapt  1-4  iHBily  residantial  real 
•state  thai  is  mton  than  90  days  past  dua,  which  is 
placed  in  the  100  percent  risk^wvight  category):  and 
(3)  equity  imrastmenU  that  OTS  datanninas  to  have 
tha  same  risk  characteristics  as  reel  aatata  oMiad. 

i2CFRsa7a(aXiMv)- 
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methodology.  The  OTS  intended  that 
the  proposed  changes  in  valuation 
methodology  would  be  reflected  in 
agency  guidance  such  at  a  Thrift 
Bulletin  or  instructions  to  the  Thrift 
Financial  Report.  The  requirement  that 
charge-ofb  be  used  instead  of  SVAs  and 
the  removal  of  the  200  percent  risk- 
weight  category  were  to  be 
accomplished  through  amendment  of 
the  agency's  regulations. 

n.  Summary  ofConmienta 

The  OTS  received  thirty-one  comment 
letters  on  its  proposal.  Commenters 
included  twenty-three  savings 
associations,  Bve  financial  instituticHi 
trade  associations,  a  bank  holding 
company  with  a  savings  bank 
subsidiary,  an  accounting  trade 
association,  and  an  individual.  As 
discussed  in  Section  in  below,  today's 
final  action  addresses  only  the 
accounting  treatment  for  foreclosed 
assets  and  the  accompanying 
amendment  to  the  capital  rule. 
Comments  addressing  the  use  of  fair 
value  for  troubled,  collateral-dependent 
loans  will  be  summarized  and  mscussed 
when  the  agency  issues  its  final 
guidance  on  that  issue.  Similarly, 
comments  addressing  the  use  of  charge- 
offs  instead  of  SVAs  will  be  summarized 
and  discussed  in  any  final  regiilation  on 
that  issue. 

Only  ten  commenters  addressed 
whether  the  OTS  should  revise  its 
guidance  on  fbreclosed  assets  to  require 
savings  associations  to  value  such  assets 
at  their  fair  value.  All  ten  commenters 
supported  the  proposed  change.  Twenty 
of  the  commenters  discussed  the  OTS's 
proposal  to  amend  the  risk-based  capital 
rules  by  eliminating  the  200  percent 
risk-weight  category  and  placing 
foreclosed  assets  in  the  100  percent  risk- 
weight  category.  In  light  of  the  proposed 
changes  in  valuation  for  these  assets,  all 
twenty  commenters  supported  this 
portion  of  the  proposal  without 
modification. 

III.  Description  of  Final  Guidance  and 
Regulation 

The  OTS  has  decided  to  finalize  only 
part  of  its  October  proposal.  First,  the 
OTS  is  requiring  that,  as  of  December 
31, 1992,  savings  associations  use  fair 
value  for  the  valuation  of  all  foreclosed 
assets.  Second,  today's  final  rule 
removes  the  200  percent  risk-weight 
category  and  reassigns  all  assets  in  that 
category  to  the  100  percent  risk-weight 
category.  The  OTS  is  postponing  to  a 
later  date  final  action  on  the  application 
of  fair  value  to  troubled  collateral- 
dependent  loans  and  on  revising  its 
regulations  on  the  use  of  chaige-o% 
instead  of  SVAs.  Final  guidance  will 


address  both  troubled  collateral- 
flependent  loans  and  fbreclosed  assets.' 

A.  Foreclosed  Assets 

The  OTS  is  revising  its  policy  on 
foreclosed  assets,  including  repossessed 
real  estate.  Under  the  new  policy,  after 
foreclosure,  fbreclosed  assets  must  be 
carried  at  the  lower  of  cost  or  fair 
value,  *  based  on  the  presimiption  that 
such  assets  are  held  for  sale.  Tlie  cost  of 
such  assets  at  the  time  of  foreclosure  is 
the  fair  value  of  the  assets  foreclosed. 
This  policy  also  appUes  to  in-substance 
foreclosures. 

This  policy  accords  with  the 
Statement  of  Position  (SOP)  92-3, 
"Accounting  for  Foreclosed  Assets," 
issued  by  the  American  Institute  of 
Certified  Public  Accountants.  Under  the 
SOP,  there  is  a  rebuttable  presumption 
that  foreclosed  assets  are  held  for  sale. 
The  SOP  recommends  that  foreclosed 
assets  held  for  sale  be  carried  at  the 
lower  of:  (a)  Fair  value  minus  estimated 
costs  to  sell,  or  (b)  cost.  While  the  SOP 
mandates  the  use  of  feir  value  for 
foreclosed  assets  in  annual  finaacial 
statements  for  periods  ending  on  or  after 
December  15, 1992,  all  savings 
associations,  regardless  of  when  their 
fiscal  years  end,  must  use  the  fair  value 
method  in  all  regulatory  reports 
prepared  for  periods  ending  on  or  after 
December  31, 1992. 

B.  Removal  of  200  Percent  Risk-Weight 
Category 

The  OTS  is  also  amending  its  risk- 
based  capital  rule,  12  CFR  567.6(a)(l)(v), 
to  lower  firom  200  percent  to  100 
percent  the  risk-weight  on  all  assets 
currently  assigned  to  the  200  percent 
category.  This  amendment  is  consistent 
with  the  fair  value  accounting  treatment 
adopted  today.  When  the  capital  rules 
were  promulgated  in  1989,  repossessed 
assets  were  assigned  a  200  percent  risk- 
weight  because  a  savings  association 
could  carry  such  assets  at  the  lower  of 
cost  or  NRV.s  Since  the  OTS  is  today 
eliminating  the  use  of  NRV  in  favor  of 
fair  value,  it  is  appropriate  to  remove 
foreclosed  assets  &om  the  200  percent 
risk-weight  category.  Accordingly, 
foreclosed  assets  will  be  assigned  a  risk- 
weight  of  100  percent. 


'  The  Financial  Accounting  Standardj  Board 
(FASB)  has  issued  on  exposure  draft  on  accounting 
for  impaired  loans.  "Proposed  Statement  of 
Financial  Accounting  Standards:  Accounting  by 
Creditors  for  Impairment  of  a  Loan",  File  Reference 
No.  116-B,  lune  30,  1992.  The  OTS  will  address 
any  final  FASB  action  on  this  issue  whan  it  issues 
final  guidance  of  the  regulation  of  troubled, 
collateral-dependent  loans. 

*  Fair  value  is  to  include  a  reduction  for  the 
seller's  disposition  costs. 

*  5ee  54  FR  4«84S.  48853  (Nov.  8, 1989). 


rhe  OTS's  current  capital  rule  also 
places  all  loans  that  are  90  dayt  or  more 
past  due  in  the  200  percent  risk-weight 
category  except  for  1  to  4  family 
residential  mortgages,  which  are  in  the 
100  percent  risk-weight  category.  This 
risk-weighting  treatment  was  intended 
to  minimize  any  disincentive  imder  the 
capital  rules  for  thrifts  to  foreclose  on 
properties.  In  recognition  of  the  change 
in  the  risk-weight  category  for 
foreclosed  assets,  the  OTS  is  cdso 
revising  its  capital  rule  to  place  loans  90 
days  or  more  past  due  in  the  100 
percem  risk-weight  category.* 

C.  Effective  Date 

Both  of  the  actions  taken  today — the 
risk-weighting  change  to  the  OTS's 
capital  regulations  and  the  revision  to 
OTS  guidance  on  the  valuation  of 
foreclosed  assets — are  effective  as  of 
December  31, 1992.  Regulatory  reports 
prepared  for  periods  ending  on  or  after 
December  31, 1992,  must,  accordingly, 
reflect  both  changes.  Neither  of  these 
actions  is  subject  to  the  delayed 
effiective  date  provision  of  the 
Administrative  Procedure  Act  (APA). 

The  APA  permits  a  regulation  that 
reUeves  a  restriction  to  l^ome  efiiective 
without  a  30-day  delay  in  its  efiiactive 
date.  5  U.S.C  553(d)(1).  The  placement 
of  assets  formerly  in  the  200  p«cent 
risk-weight  category  into  the  100 
percent  category  &lls  within  this 
exception.  Accordingly,  its  effective 
date  will  not  be  delayed. 

The  OTS's  revisions  to  its  policy 
governing  the  valuation  of  foreclosed 
assets  are  subject  to  the  APA  provision 
authorizing  interpretive  rules  and 
statements  of  policy  to  become  efliective 
without  delay.  5  U.S.C  553(d)(2).  In 
addition,  the  OTS  finds  that  good  cause 
exists  for  its  guidance  on  the  valuation 
of  foreclosed  assets  to  take  immediate 
effect.'  SOP  92-3,  "Accounting  for 
Foreclosed  Assets,"  must  be  applied  by 
savings  associations  in  preparing  their 
annual  financial  statements  for  periods 
ending  on  or  after  December  15, 1992. 
The  majority  of,  but  not  all,  savings 
associations  have  calendar  year-end 
fiscal  years  and,  thus,  will  be  required 
by  GAAP  to  follow  this  SOP  in 


■Given  its  decisian  to  lowar  the  risk-%*eight  for 
the  first  two  types  of  assets  currently  placed  in  the 
200  percent  category,  that  is,  repossMsed  (or 
foreclosed)  assets  and  assets  more  than  90  days  past 
due,  OTS  has  concluded  that  it  is  inappropriate  to 
retain  a  200  percent  risk-weighting  ibr  the  third 
type  of  assets-equity  investments  with  the  same 
risk  characteristics  as  REG.  If  R£0  is  risk- weighted 
al  100  percent,  then  assets  having  similar  risk 
characteristics  should  carry  the  same  risk-wsighL 
Since  no  other  assets  are  risk-weighted  at  200 
percent,  it  is  appropriate  to  remove  that  risk- 
weighting  category. 

'  See  5  U.S.C  9S3(dX3)  (an  agMcy  may  dispense 
with  a  delay  in  eBectWe  dale  ibr  "good  cauM"). 
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preparing  their  December  31. 1992 
financial  statements.  An  immediate 
effective  date  for  the  implementation  of 
the  fair  value  policy  will  cause  the 
regulatory  reports  filed  with  the  OTS  by 
all  savings  associations  to  be  consistent 
both  with  GAAP  and  with  the  treatment 
of  these  assets  by  the  other  federal 
ranking  regulatory  agencies.  A  lack  of 
uniformity  would  impede  OTS's 
supervision  of  savings  associations. 

rv.  Executive  Order  12291 

The  OTS  has  determined  that  this 
regulation  does  not  constitute  a  "major 
rule"  and,  therefore,  the  preparation  of 
a  regulatory  impact  analysis  is  not 
required.  The  impact  on  affected  savings 
associations  that  results  from  the  more 
stringent  valuation  methodology 
required  for  foreclosed  assets  will  be 
substantially  offset  by  removal  of  the 
200  percent  risk-weight  category. 

V.  Regulatory  Flexibility  Analysis 

Pursuant  to  section  605(b)  of  the 
Regulatory  Flexibility  Act,  it  is  certified 
that  this  regulation  will  not  have  a^     " 
significant  impact  on  a  substantial 
number  of  small  savings  associations. 
Any  impact  on  small  associations  that 
results  from  the  more  stringent 
valuation  methodology  required  for 
foreclosed  assets  will  be  substantially 
offset  by  removal  of  the  200  percent 
risk-weight  category.  Any  impact  on 
small  savings  associations  will, 
accordingly,  not  be  significant. 

List  oTSubiects  in  12  CFR  Part  567 

Capital,  Reporting  and  recordkeeping 
requirements.  Savings  associations. 

Accordingly,  the  Office  of  Thrift 
Supervision  hereby  amends  part  567, 
chapter  V,  title  12.  Code  of  Federal 
Regulations  as  set  forth  below. 

SUBCHAPTER  O— REGULATIONS 
APPUCABLE  TO  ALL  SAVINGS 
ASSOCIATIONS 

PART  567— CAPITAL 

1.  The  authority  citation  for  part  567 
continues  to  read  as  follows: 

Authority:  12  U.S.C  1462. 1462a.  1463. 
1464. 1476a. 

2.  Section  567.6  is  amended  by 
revising  the  section  heading;  by 
removing  the  period  located  at  the  end 
of  paragraph  (a)(l)(iv)(Q)  and  by  adding 
in  lieu  thereof  a  semicolon;  by  adding 
new  paragraphs  (a)(1)(iv)(R)  and 
(a)(l)(iv)(S);  and  by  removing  and 
reserving  paragraph  (a)(l)(v)  to  read  as 
follows: 

1567.6    Ri«k-bM«d  eapHal  ere<M  risk- 
weight  categories. 
[a]  Fisk-weigfited  Assets*  '  * 


{I)  On-balance  Sheet  Assets: '  •  • 
(iv)  JOO  percent  Bisk  Wei^t  (Category 

4).*  •  • 

(R)  All  repossessed  assets  or  assets 
that  are  more  than  90  days  past  due:  and 

(S)  Equity  investments  that  the  Office 
determines  have  the  same  risk 
characteristics  as  foreclosed  real  estate 
by  the  savings  association. 

Dated:  December  28, 1992. 

By  the  Office  of  Thrift  Supervision. 
)ohn  F.  Robinaon, 
Acting  Director. 

IFR  Doc.  92-31948  Filed  12-31-92;  11:42 
am] 
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RESOLUTION  TRUST  CORPORATION 

12  CFR  Part  1616 
RIN3205-AA14 

Privacy  Act  Regulatlona 

agency:  Resolution  Trust  Corporation. 

ACTION;  Final  rule. 

SUIIMARY:  The  Resolution  Trust 
Corporation  (RTC  or  Corporation)  is 
adopting  a  rule  for  the  processing  of 
requests  for  access  to  or  amendment  of 
records,  other  than  the  records  of  the 
RTC  Inspector  General,  pursuant  to  the 
Privacy  Act  of  1974  (5  U.S.C.  552a).  An 
interim  rule  with  request  for  comments 
was  published  on  September  22. 1992 
(57  FR  43607), 

EFFECTIVE  DATES:  This  final  rule  is 
effective  December  21. 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  White.  Privacy  Act  Program 
Officer.  Office  of  the  Secretary.  FOIAy 
PA  Branch.  (703)  908-6137.  (This  is  not 
a  toll-free  number.) 

SUPPLEMENTARY  INFORMATION:  This  rule 
governs  release  of  all  Corporate  records, 
with  the  exception  of  the  Office  of 
Inspector  General  of  the  RTC,  pursuant 
to  the  Privacy  Act  of  1974,  as  amended. 
This  rule  sets  forth  the  procedures  to  be 
used  in  requesting  records  from  the 
RTC,  appealing  the  decision  to  deny,  in 
whole  or  in  part,  access  to  Corporate 
records,  the  procedures  for  contesting 
the  content  of  Corporate  records,  and 
the  identification  of  systems  of  records 
that  are  exempt  from  the  access, 
amendment,  and  disclosure  accounting 
provisions  of  the  Privacy  Act.  It  also 
establishes  a  fee  schedule  for  the 
duplication  of  Corporate  records,  and 
establishes  a  minimum  amount  under 
which  fees  will  not  be  charged.  No 
comments  from  members  of  the  public 
were  received.  Appendix  A  of  the  rule 
has  been  amended  to  reflect  the  most 


current  addresses  of  RTC  field  office 
locations. 

LiM  of  SubjecU  in  12  CFR  Part  1616 

Privacy. 

Accordingly,  the  interim  rule  adding 
part  1616  to  title  12,  chapter  XVI.  of  the 
Code  of  Federal  Regulations  is  amended 
and  adopted  as  a  final  rule  to  read  as 
follows: 

PART  1 61 6— PRIVACY  ACT 
REGULATIONS 

Sac 

1616.1  Purpose  and  scope. 

1616.2  Definitions. 

161 6.3  Procedures  for  requests  pertaining  to 
individual  records  in  a  sjstetn  of 
records. 

1616.4  Times,  places  and  requirements  for 
identification  of  individuals  making 
requests. 

1616.5  Disclosure  of  requested  information 
to  individuals. 

1616.6  Special  procedures  for  medical 
records. 

1616.7  Requests  lor  amendment  of  records. 

1616.8  Agency  reviews  of  requests  for 
amendment  of  records. 

1616.9  Appeals  of  adverse  initial  agency 
detenninationa  of  access  or  amendment 
of  records  and  Statements  of 
Disagreement. 

1616.10  Preservation  of  records. 

1616.11  Disclosure  of  a  record  to  a  person 
other  than  the  individual  to  whom  the 
record  pertains. 

1616.12  Fees. 

1616.13  Penalties. 

1616.14  Exemptions. 

Appendix  A— KTC  Field  Oflkea 
Authority:  5  U.S.C.  552a. 

f  1616.1    Purpose  and  scope. 

This  part  sets  forth  the  basic  policies 
of  the  Resolution  Trust  Corporation 
(RTC  or  Corporation),  with  the 
exception  of  the  Office  of  Inspector 
General  of  the  RTC,  that  implement  the 
provisions  of  the  Privacy  Act  of  1974  (5 
U.S.C.  552a)  regarding  the  protection  of 
the  privacy  of  individuals  on  whom  the 
Corporation  maintains  information 
which  is  retrieved  by  reference  to  an 
individual's  name  or  an  identifj-ing 
particular  assigned  to  the  individual. 
This  part  also  sets  forth  the  procedures 
by  which  an  individual  may  seek  access 
under  the  Privacy  Act  to  records 
pertaining  to  him/her,  may  request 
amendment  of  such  records,  or  may 
seek  an  accounting  of  disclosures  of 
such  records  maintained  by  the 
Corporation. 

11616.2    Definitiona. 

For  the  purposes  of  this  part; 

(a)  Corporation  means  the  Resolution 
Trust  Corporation  operating  in  its 
Corporate  capacity. 
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(b)  Individual  means  a  natural  person 
who  is  either  a  citizen  of  the  United 
States  of  America  or  an  alien  lawfully 
admitted  for  permanent  residence. 

(c)  Maintain  includes  maintain, 
collect,  use,  disseminate,  or  control. 

(d)  Becord  means  any  item,  collection 
or  grouping  of  informaticm  about  an 
individual  that  is  maintained  by  the 
RTC  in  its  Corporate  capacity  and 
contains  his/her  name,  or  an  idmtifying 
number,  symbol,  or  other  identifying 
particular  assioied  to  the  individual. 

(e)  System  t^  records  means  a  group 
of  any  records  under  the  control  of  the 
Corporation  from  which  information  is 
retrieved  by  the  name  of  the  individual 
or  some  identifying  niunber,  symbol  or 
other  identifying  particular  assigned  to 
the  individual. 

(f)  Designated  system  of  records 
means  a  system  of  records  which  has 
been  listed  and  summarized  in  the 
Federal  Register  pursuant  to  the 
requirements  of  5  U.S.C.  552a(e). 

(g)  Routine  use  means,  with  respect  to 
disclosure  of  a  record,  the  use  of  such 
record  for  a  purpose  which  is 
compatible  with  the  purpose  for  which 
it  was  created. 

(h)  Amend  and  amendment  mean  any 
correction  of,  addititn  to  or  deletion 

.from  a  record. 

I    (i)  System  manager  means  the  agency 
official  responsible  for  a  designated 
system  of  records,  as  denominated  in 
the  Federal  Register  publication  of 
"Systems  of  Records  Maintained  by  the 
Resolution  Trust  Corporation." 

S 1 61 6.3    Procedures  for  requests 
pertaining  to  individual  records  in  a  systwn 
of  records. 

(a)  Any  present  or  former  employee  of 
the  Federal  Deposit  Insurance 
Corporation  (FDIC)  who  is  working  for 
or  has  worked  for  the  RTC  and  who  is 
seeking  access  to  his/her  official 
personnel  folder  or  other  U.S.  Office  of 
Personnel  Management  government- 
wide  personnel-type  record,  including 
compensation,  training,  medical 
information,  time  and  attendance  and 
performance,  maintained  by  the  RTC  in 
Corporation  offices  should  submit  his/ 
her  request  in  such  a  manner  as 
prescribed  by  the  U.S.  Office  of 
Personnel  Management  in  part  297  of  its 
rules  and  regulations  (5  CFR  297.101 
through  297.501).  Such  requests  should 
be  submitted  to  the  Office  of  the 
Secretary,  RTC,  FOIA/PA  Branch, 
International  Place,  173S  North  Lynn 
Street,  Rosslyn,  VA  22209.  An  FDIC 
employee  who  is  presently  working  for 
the  RTC  may  also  gain  access  to  his/her 
unofficial  personnel  folder,  and  other 
fersonnel-type  record,  by  visiting, 
wi.her  in  person  or  with  an  authorized 


representative,  the  RTC  Corporate  ofBoe 
in  which  the  folder  is  nuuntained. 

(b)  Written  requests  by  individuals  for 
access  to  records  pertaining  to  them, 
other  than  offidal  personnel  folders, 
and  maintained  within  one  of  the 
Corporation's  designated  s]rstem  of 
records  should  be  submitted  to  the 
Office  of  the  Secretary,  POIA/PA 
Branch,  RTC,  International  Place,  1735 
North  Lynn  Street,  Rosslyn,  VA  22209. 
Each  such  request  should  contain  a 
reasonable  description  of  the  record(s) 
sought,  identify  the  system  or  systems 
in  which  such  records  may  be 
contained,  and  any  additional 
identifying  information,  as  specified  in 
die  Corporation's  Federal  Register 
"Notice  of  Systems  of  Records"  for  that 
particular  system,  copies  of  which  are 
available  upon  request  from  the  FOIA/ 
PA  Branch,  Office  of  the  Secretary. 

S  1616.4    Timae,  plaees  and  requirements 
for  identification  of  individuals  malting 
requests. 

(a)  Individuals  may  request  access  to 
records  pertaining  to  themselves  as 
provided  in  §  1616.3  by  submitting  a 
written  request  by  mail  or  in  person  to 
the  office  in  which  the  records  are 
maintained  or  the  Office  of  the 
Secretary,  FOL\/PA  Branch,  RTC, 
International  Place,  1735  North  Lynn 
Street,  Rosslyn,  VA  22209.  Before  access 
to  records  is  granted,  pursuant  to  this 
part,  reasonable  identification,  as 
specified  in  §  1616. 4(b},  of  the  person 
making  the  request  is  required  to  ensure 
that  information  is  given  and  records  are 
disclosed  only  to  the  proper  individual. 

(b)  Employees  appearing  in  person  at 
RTC  offices  seeking  access  to  or 
amendment  of  personnel  records 
pertaining  to  themselves  shall  present 
two  forms  of  reasonable  identification, 
such  as  employment  identification 
cards,  driver's  hcenses,  passports,  or 
credit  cards.  One  piece  of  identification 
shall  contain  the  individual's 
photograph  and  signature. 

(c)  Individuals  submitting  written 
requests  seeking  access  to  or 
amendment  cf  records  pertaining  to 
themselves  shall  include  copies  of  two 
forms  of  identification  which  contain 
the  signatures  of  the  individuals.  Except 
for  records  that  must  be  publicly 
disclosed  pursuant  to  the  Freedom  of 
Information  Act  (5  U.S.C.  552),  where 
the  Corporation  determines  it  to  be 
necessary  for  the  individual's      J 
protection,  a  certification  of  a  duly 
commissioned  notary  public,  of  any 
state  or  territory,  attesting  to  the 
requesting  individual's  identity  may  be 
required  before  a  written  request 
■seeking  access  to  or  amendment  of  a 
record  will  be  honored.  Identification. 


as  described  in  this  section,  will  be 
required  of  any  individuals  visiting  RTC 
offices  to  inspect  records  after 
siibmission  of  written  requests. 

11616^    DlecioeureolreqMeeted 
information  to  individuals. 

(a)  Except  to  the  extent  that 
Corporation  records  in  a  system  (rf 
records  pertaining  to  an  individual: 

(1)  Are  exempt  from  disclosure  imder 
§1616.14.  or 

(2)  May  require  special  procedures  for 
medical  records  under  S  1616.6,  or 

(3)  Were  compiled  in  reasonable 
anticipation  of  a  dvil  action  or 
proceeding,  the  Corporation  will  make 
such  records  available  upon  request  for 
purposes  of  inspection  and  copying  by 
the  individual  about  whom  the 
information  is  maintained  or,  upon  the 
individual's  request  and  writtm 
authorization,  by  another  person  of  the 
individual's  own  choosing  (after  proper 
identity  verification  as  provided  in 
§1616.4). 

(b)  The  Secretary,  or  designee,  Mrill 
acknowledge  receipt  of  a  request 
submitted  under  this  rule  within  ten 
(10)  working  days,  and  notify,  in 
writing,  the  individual  making  a 
request,  whenever  practicable  within 
ten  business  days  following  receipt  of 
the  request,  whether  any  specified, 
designated  system  of  records 
maintained  by  the  Corporation  contains 
a  record  pertaining  to  the  individual. 
Where  such  a  record  does  exist,  the 
Secretary,  or  designee,  with  the  advice 
of  the  System  Managw,  will  inform  the 
individual  of  the  decision  whether  to 
grant  or  deny,  in  whole  or  in  part,  the 
request  for  access.  In  the  event  existing 
records  are  determined  not  to  be 
disclosable,  the  notification  will  inform 
the  individual  of  the  reason(s)  for  which 
disclosure  will  not  be  made  and  will 
provide  a  description  of  the  individual's 
right  to  appeal  the  denial,  as  more  fully 
set  forth  in  §1616.9. 

(c)  Individuals  will  be  granted  access 
to  records  disclosable  under  this  part 
1616  as  soon  as  is  practicable.  The 
Secretary,  or  designee,  will  give  written 
notification  of  a  reasonable  period 
within  which  individuals  may  inspect 
disclosable  records  pertaining  to 
themselves  at  the  Office  of  the  Secretary 
(FOIA/PA  Branch)  or  the  appropriate 
Headquarters,  or  field  ofpces  during 
normal  business  hours.  Alternatively, 
the  Corporation  may  mail  copies  of 
requested  records  to  the  individual. 
Fees  for  copying  such  records  will  be 
assessed  as  provided  in  §  1616.12. 
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S  1616.6    SpMialprooadurMferiMdlcal 
racords. 

Medical  records  in  a  system  of  records 
shall  be  disclosed  on  request  to 
individuals  to  whom  they  pertain, 
except,  if  in  the  judgment  of  the 
Corporation,  the  transmissitm  of  the 
medical  information  directly  to  the 
requesting  individual  could  have  an 
adverse  effect  upon  such  individual.  In 
the  event  medical  information  is 
withheld  from  a  requesting  individual 
because  of  any  possible  adverse  effect 
such  information  may  have  upon  the 
individual,  the  Corporation  shall 
transmit  such  information  to  a  licensed 
medical  doctor  named  by  the  requesting 
individual. 

11616.7    RequMtaforamendnMntof 
records* 

The  Corporation  will  maintain  all 
records  it  uses  in  making  any 
determination  about  any  individual 
with  such  accuracy,  relevance, 
timeliness,  and  completeness  as  is 
reasonably  necessary  to  assure  fairness 
to  the  individual  in  the  determination. 
An  individual  may  request  that  the 
Corporation  amend  any  portion  of  a 
record  pertaining  to  that  individual 
which  the  Corporation  maintains  in  a 
designated  system  of  records.  Such  a 
request  should  be  submitted  in  writing 
to  the  Office  of  the  Secretary,  FOIA/PA 
Branch,  RTC,  International  Place.  1735 
North  Lynn  Street.  Rosslyn.  VA  22209. 
and  should  contain  the  individual's 
reason  for  requesting  the  amendment 
and  a  description  of  the  record 
(including  the  name  of  the  appropriate 
designated  system  of  records)  sufficient 
to  enable  the  Corporation  to  identify  the 
particular  record  or  portion  thereof  with 
respect  to  which  amendment  is  sought. 
If  an  individual  has  a  copy  of  the  record 
he/she  wishes  to  have  amended,  it 
should  be  attached  to  the  request  for 
amendment  and  the  specific  portion  of 
the  record  sought  to  fa«  amended  should 
be  clearly  identified.  The  individual 
making  the  request  may  be  required  to 
provide  the  information  sf>ecined  in 
§  1616.4  to  permit  veriHcation  of  the 
identify  of  the  individual  making  the 
request  for  amendment. 

I1616J    Agency  revtowa  of  requests  for 
snwndntsnt  of  records. 

(a)  Requests  by  individuals  for  the 
amendment  of  records  will  be 
acknowledged  by  the  Secretary,  or 
designee,  within  ten  (10)  business  days 
following  receipt  of  nich  requests  and 
referred  to  the  System  Manager  of  the 
system  of  records  in  which  the  record  is 
contained  for  an  analysis  of  the  request 
to  amend.  Promptly  thereafter,  the 
Secretary,  or  designee,  with  the  advice 


of  the  System  Manager,  will  notify  the 
individual  of  the  decision  to  grant  or 
deny  the  request  to  amend.  If  the 
request  to  amend  is  granted  in  whole  or 
in  part,  the  Secretary,  or  designee,  will 
effect  the  appropriate  amendment, 
(b)  If  the  Secretary,  or  designee, 
denies  a  request  to  amend  a  record,  the 
notiHcation  of  such  denial  shall  contain 
the  reason(s)  for  the  denial,  a 
description  of  the  individual's  right  to 
appeal  the  denial  as  more  fully  set  forth 
in  §  1616.9,  and  the  address  of  the 
Corporation  officer  to  whom  the  appeal 
should  be  sent. 

S  1616.9  Appeels  of  sdvsrss  Initial  sgsncy 
dstsrmlnstions  of  sccoss  or  smsndmont  ol 
records  and  Statsmonts  of  DtsagrsemsnL 

(a)  For  RTC  records  contained  within 
a  system  of  records,  the  initial  denial  of 
an  individual's  request  for  access  to  or 
amendment  of  a  record  pertaining  to 
him/her  may  be  appealed  to  the  RTC's 
General  Counsel  within  30  business 
days  following  receipt  of  notification  of 
the  denial.  Such  appeals  should  be 
mailed  to  the  Office  of  the  Secretary. 
FOIA/PA  Branch,  RTC,  International 
Place.  1735  North  Lynn  Street.  Rosslyn. 
VA  22209.  and  contain  all  the 
information  specified  for  requests  for 
access  in  §  1616.3  or  for  initial  requests 
to  amend  in  §  1616  7,  as  well  as  any 
other  additional  information  the 
individual  deems  relevant  for  the 
consideration  by  the  General  Counsel, 
or  designee,  of  the  appeal.  Both  the 
envelope  and  the  appeal  letter  should 
have  written  on  them  "Privacy  Act 
Appeal."  The  appeal  letter  should  also 
enclose  a  copy  of  the  initial  denial 
letter. 

(b)  The  General  Counsel,  or  designee, 
will  normally  make  a  final 
determination  with  respect  to  an  appeal 
made  under  this  part  within  30  business 
days  following  receipt  of  the  appeal  by 
the  Office  of  the  Secretary.  The  General 
Counsel,  or  designee  may,  however, 
extend  this  30-day  time  period  for  good 
cause  shown.  When  such  an  extension 
is  required,  the  individual  making  the 
appeal  will  be  notified  of  the  reason  for 
the  extension  and  the  expected  date 
upon  which  a  final  decision  will  be/ 
given. 

(c)  If  the  General  Counsel,  or 
designee,  affirms  the  initial  denial  of  a 
request  for  access  or  amendment,  he/she 
will  inform  the  individual  affected  by 
the  decision,  the  reason (s)  therefore  and 
the  right  of  judicial  review  of  the 
decision.  With  respect  to  a  decision  to 
sustain  the  initial  refusal  to  amend  a 
record,  the  General  Counsel,  or 
designee,  will  also  inform  the 
individual  of  the  right  to  submit  a 


Statement  of  Disagreement  under 
paragraph  (d)  of  this  section. 

(d)  Upon  receipt  of  a  determination  to 
affirm  the  initial  denial  of  a  request  to 
amend  a  record,  the  individual  may 
submit  to  the  Corporation  a  concise 
statement  (Statement  of  Disagreement) 
setting  forth  his  or  reasons  for 
disagreeing  with  the  Corporation's 
determination  not  to  amend.  Such  a 
Statement  of  Disagreement  will  be 
attached  to  the  Tec»rd  which  was  the 
subject  of  the  request  to  amend.  The 
General  Counsel,  or  designee  may,  if 
deemed  appropriate,  prepare  a  concise 
statement  (Statement  of  Explanation)  of 
the  reason  (s)  why  the  reauested 
amendment  was  not  made.  Any  RTC 
Statement  of  Explanation  will  be 
included  in  the  system  of  records  in  the 
same  manner  as  the  Statement  of 
Disagreement.  A  copy  of  the  Statement 
of  Explanation  and  the  notation  of  the 
dispute  as  marked  on  the  original  record 
will  be  provided  to  the  individual  who 
requested  an  amendment  of  the  record, 
(e)  When  a  record  has  been  amended 
or  when  a  Statement  of  Disagreement 
has  been  filed,  the  Secretary,  or 
designee,  will  provide  all  prior 
recipients  of  the  affected  record,  whose 
identities  may  be  determined  pursuant 
to  the  disclosure  accountings  required 
by  the  Privacy  Act  (5  U.S.C.  552a(c))  or 
any  other  accounting  previously  made, 
a  copy  of  the  amended  or  corrected 
record  or  the  Statement  of 
Disagreement.  Any  disclosure  of 
disputed  information  occurring  after  a 
Statement  of  Disagreement  has  been 
filed  will  clearly  identify  the  specific 
information  disputed  and  be 
accompanied  by  a  copy  of  the  Statement 
of  Disagreement  and  a  copy  of  any  RTC 
Statement  of  Explanation. 

11616.10    Preservation  of  records. 

The  Corporation  will  preserve  all 
correspondence  relating  to  the  written 
requests  it  receives  under  this  part,  and 
all  records  processed  pursuant  to  such 
requests,  in  accordance  with  the  records 
retention  provisions  of  General  Records 
Schedule  14,  Informational  Services 
Records.  Under  no  circumstances  will 
records  be  destroyed  while  they  are 
subject  to  a  pending  request  for  access, 
amendment,  appeal,  or  lawsuit  pursuant 
to  the  Privacy  Act. 

f  1616.11    DteckMursofaroeordtoa 
person  other  than  Hie  individual  to  whom 
the  record  psrtalne. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  the  Corporation  will 
not  disclose  any  record  contained  in  a 
designated  system  of  records  to  any 
person  or  agency  except  without  the 
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)nor  written  consent  of  the  individual 
to  whom  the  recxird  pertains. 

(b)  The  restrictions  on  disclosure  in 
paragraph  (a)  of  this  section  do  not 
apply  to  any  disclosures: 

(I)  To  those  officers  and  employees  of 
the  Corporation  who  have  a  need  fat  the 
record  in  the  performance  of  their 
duties; 

j  (2)  Required  under  the  Freedom  of 
Information  Act  (5  U.S.C  552); 
j  (3)  For  a  routine  use.  as  defined  in 
S  1616.2(g),  listed  with  respect  to  a 
designated  system  of  records  and 
described  in  the  Federal  Register  notice 
of  the  system; 

(4)  To  the  Bureau  of  the  Census  for 
purposes  of  planning  or  carrying  out  a 
census  or  survey  or  related  activity 
pursuant  to  the  provisions  of  title  13  of 
the  United  States  Code; 

(5)  To  a  recipient  who  has  provided 
the  Corporation  with  advance  adequate 
Written  assurance  that  the  record  will  be 
used  solely  as  a  statistical  research  or 
reporting  record,  and  the  record  is  to  be 
transferred  in  a  form  that  is  not 
Individually  identifiable; 

'  (6)  To  the  National  Archives  and 
Records  Administration  as  a  record 
which  has  sufficient  historical  or  other 
value  to  warrant  its  continued 
preservation  by  the  United  States 
Government,  or  for  evaluation  by  the 
Archivist  of  the  United  States,  or 
designee,  to  determine  whether  the 

Erd  has  such  value; 
)  To  another  agency  or  to  an 
-u  mentality  of  any  governmental 
jurisdiction  within  or  under  the  control 
of  the  United  States  for  a  civil  or 
criminal  law  enforcement  activity  if  the 
activity  is  authorized  by  law,  and  if  the 
head  of  the  agency  or  instrumentality 
has  made  a  written  request  to  the 
Corporation  specifying  the  particular 
portion  desired  and  the  law 
enforcement  activity  for  which  the 
ecord  is  sought; 

(8)  To  a  person  pursuant  to  a  showing 
I  >f  compelling  circumstances  affecting 

he  health  or  safety  of  an  individual  if. 
upon  such  disclosure,  notification  is 
transmitted  to  the  last  known  address  of 
the  individual  to  whom  the  record 
pertains; 

(9)  To  either  House  of  Congress,  or,  to 
the  extent  of  matter  within  its 
jurisdiction,  any  committee  or 
subcommittee  thereof,  any  joint 
committee  of  Congress  or  subcommittee 
of  any  such  joint  committee; 

(10)  To  the  Comptroller  General,  or 
any  of  his/her  authorized 
representatives,  in  the  course  of  the 
performance  of  the  duties  of  the  General 
Accounting  Office; 

(II)  Pursuant  to  the  order  of  a  court 
of  competent  jurisdiction;  or 


(12)  To  a  consumer  reporting  agency 
u)  accordance  with  31  U.S.C  3711(f) 

(c)  Any  Statement  of  Disagreement 
with  the  Corporation's  determination 
not  to  amend  a  record,  filed  with  the 
Corporation  by  an  individual  purstiant 
to  §  1616.9(d)  will  be  included  in  the 
disclosure  of  the  record  uinder  authority 
of  paragraph  (b)  of  this  section.  The 
Corporation  may,  in  its  discretion,  also 
include  a  copy  of  the  Corporation's 
Statement  of  Explanation. 

(d)  The  Corporation,  with  respect  to 
each  system  of  records  under  its  control 
shall: 

(1)  Except  for  disclosures  made  under 
paragraphs  (b)(1)  or  (b)(2)  of  this 
section,  keep  an  accurate  accounting  of: 

(i)  The  date,  nature,  and  purpose  of 
each  disclosure  of  a  record  to  any 
person  or  to  another  agency  made  under 
parrgraph  (b)  of  this  section;  and 

(ii)  The  name  and  address  of  the 
person  or  agency  to  whom  the 
disclosure  is  made;  and 

(2)  Retain  the  accounting  made  under 
paragraph  (d)(1)  of  this  section  for  at 
least  five  years  or  the  life  of  the  record, 
whichever  is  longer,  after  the  disclosure 
for  which  the  accounting  is  made: 

(3)  Except  for  disclosures  made  xuider 
paragraph  (b)(7)  of  this  section,  make 
the  accounting  made  under  paragraph 
(d)(1)  of  this  section  available  to  the 
individual  named  in  the  record  at  his/ 
her  request;  and 

(4)  Inform  any  person  or  other  agency 
about  any  correction  or  Statement  of 
Dispute  made  by  an  individual  in 
accordance  with  §  1616.9(d),  of  any 
record  that  has  been  disclosed  to  the 
person  or  agency  if  an  accounting  of  the 
disclosure  was  made. 

S  1616.12    Feet. 

The  Corporation,  upon  a  request  for 
records  disclosable  pursuant  to  the 
Privacy  Act  of  1974  (5  U.S.C  552a). 
shall  charge  a  fee  of  $0.20  per  page  for 
duplicating,  except  as  follows: 

(a)  If  the  Corporation  determines  that 
it  can  grant  access  to  a  record  only  by 
providing  a  copy  of  the  record,  no  fee 
will  be  charged  for  providing  the  first 
copy  of  the  record  or  any  portion 
thereof;  and 

(b)  Whenever  the  aggregate  fees 
computed  under  this  section  do  not 
exceed  $25.00  for  any  one  request,  the 
fee  will  be  deemed  waived  by  the 
Corporation. 

§1616.13    Penalties. 

Any  person  who  knowingly  and 
willfully  requests  or  obtains  any  record 
concerning  an  individual  fi-om  the  RTC 
under  false  pretenses  shall  be  guilty  of 
a  misdemeanor  and  fined  not  more  than 
$5,000. 


11616.14    Exwnf)«iens. 

Tlie^i^owing  information  is  exempt 
from  disclosure:  (a)  Investigatory 
material  compiled  for  law  enforcement 
purposes  is  exempt  from  §§  1616.3 
through  1616.9  and  §  1616.11(d)(3), 
Provided,  however,  that  if  any 
individual  is  denied  any  right,  privilege, 
or  benefit  to  which  he/^e  would 
otherwise  be  entitled  imder  Federal  law, 
or  for  which  he/she  would  otherwise  be 
eUgible.  as  a  result  of  the  maintenance 
of  such  material,  such  material  shall  be 
disclosed  to  such  individual,  except  to 
the  extent  that  the  disclosure  of  such 
material  would  reveal  the  identity  of  a 
source  who  furnished  information  to  the 
Government  under  an  express  promise 
that  the  identity  of  the  source  woudd  t>e 
held  in  confidence; 

(b)  Investigatory  material  compiled 
solely  for  the  purpt>se  of  determining 
suitability,  eligibility,  or  qualifications 
for  Corporation  employment  to  the 
extent  that  disclosure  of  such  materia) 
would  reveal  the  identity  of  a  source 
who  furnished  information  to  the 
Corporation  under  an  express  promise 
that  the  identity  of  the  source  would  be 
held  in  confidence,  is  exempt  bom 

§§  1616.3  through  1616.9  and 
§  1616.11(d)(3);  and 

(c)  Testing  or  examination  materia) 
used  solely  to  determine  or  assess 
individual  qualifications  for 
appointment  or  promotion  in  the 
Corporation's  service,  the  disclosure  of 
which  would  compromise  the 
objectivity  or  fairness  of  the  testing, 
evaluation,  or  examination  process  is 
exempt  from  §§  1616.3  through  1616.9 
and  §  1616.11(d)(3). 

Appendix  A— RTC  Field  Offices 

1.  Atlanta  CMfice.  100  Colony  Square, 
Atlanta.  GA  30361; 

2.  Kansas  City  Office.  4900  Main  Street, 
Kansas  City.  MO  64112: 

3.  Dallas  Office,  3500  Maple  Avenue, 
Dallas.  TX  75219; 

4.  Denver  Office.  1225  17th  Street,  Denver, 
CO  80202; 

5.  Costa  Mesa  Office.  4000  MacArthur 
Boulevard,  Newport  Beach.  CA  92660; 

6.  Valley  Forge  Office.  1000  Adams 
Avenue,  Nonistown,  PA  19403. 

By  order  of  the  Chief  Executive  Officer. 

Dated  at  Washington.  DC,  this  30th  day  of 
December.  1992. 
Resolution  Trust  Corporation 
Wiiliun  |.  Tricarico. 
Assistant  Secretary. 
(FR  Doc.  93-100  Filed  1-5-93;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  AviaHon  Administration 

14CFRFart39 

[Docka<  No.  92-NI(l-23S-AD;  AinwidnMnt 
3»-«49»;ADe3-01-«] 

Afaworlhinass  Difadivaa;  Boeing 
Model  747  Sadea  Akpiafiaa 

AGENCY:  Federal  Aviation 
Administration.  DOT. 
ACnotC  Final  rule;  request  for 
comments. 

summary:  This  amendraent  supersedes 
two  existing  airwotthineas  directives 
(AO).  applicable  to  oertaia  Boeing 
Model  747  series  airplanes,  that 
currently  require  repetitive  inspectiotts 
to  detect  cracks  in  forward  and  aft  bottle 
bore  fuse  pins  in  the  diagonal  braces  of 
the  inboard  engine  struts,  and 
replacement  of  crecked  pins.  Those 
AD'S  also  provided  for  installation  of 
forward  15-^  steel  fuse  pins  or  aft 
bulkhead  fuse  pins  as  optional 
ternunating  actions  far  the  repetitive 
inspectims.  This  amendment  adds 
repetitive  inspections  of  forward  and  aft 
bottle  bora  fuse  pins  in  the  outboard 
engine  strut,  and  aft  bnlkhead  fuse  pins 
in  the  inboMd  and  outboard  engine 
struts.  This  AD  also  provide*  optional 
terminating  action  for  certain  repetitive 
inspections  and  adds  airplanes  to  the 
applicability  statement  of  the  AD.  This 
amendment  is  prompted  by  numerous 
reports  of  cradu  and  corrosion  in 
certain  fuse  pins  in  the  diagonal  braoea 
of  the  inboenl  and  outboard  engine 
stmts.  The  actions  specified  in  this  AD 
are  intmded  to  prevent  failure  of  the 
engine  aippoit  structtoe  and  the 
inability  of  the  strut  to  carry  required 
engine  operational  loads. 
DATES:  Effective  February  5. 1993. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Director 
of  the  Federal  Register  as  of  February  5. 
1993. 

Comments  for  inclusion  in  the  Rules 
Docket  must  he  received  on  or  before 
March  8. 1993. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FA A),  Transport 
Airplane  Directorate,  ANM-103. 
Attentimi:  Rules  Docket  No.  92-NM- 
235-AD,  1601  Lind  Avenue.  SW.. 
Renton.  Washington  98055-4056. 

The  service  information  referenced  in 
this  AD  may  be  obtained  from  Boeing 
Commercial  Airplane  Group.  P.O.  Box 
3707.  Seattle.  Washington  98124-2207. 
This  information  may  be  examined  at 
the  FAA.  Transport  Airplane 


Directorate.  1601  Lind  Avenue,  SW.. 
Renton.  Washington;  or  at  the  OfTioa  oC 
the  Federal  Register.  800  North  Capitol 
Street.  NW..  suite  700,  Washington.  DC 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Tim  Backman,  Aerospace  Engineer. 
Seattle  Aircraft  Certification  Office. 
Airframe  Branch.  ANM-120S.  FAA. 
Transport  Airplane  Directorate.  1601 
lind  Avenue,  SW..  Renton.  Washington 
98055-4056;  telephone  (206)  227-2776; 
fax  (206) 227-1181. 

SUK>I.EMENTARY  INFORMATION:  On  August 
5. 1981,  the  FAA  issued  AD  79-22-03 
R3.  Amendment  39-4176  (46  FR  38343. 
July  27, 1981),  applicable  to  certain 
Model  747  series  airplanes,  to  require: 

1.  Repetitive  visual  in^)ections  at 
intervals  of  350  landings,  or  ultrasonic 
inspections  at  intervals  of  1,200 
landings,  to  detect  cracks  and  corrosion 
in  forward  bottle  bore  fuse  pins  in  the 
diagonal  braces  of  the  inboard  engine 
struts,  and  replacement  of  cracked  pins; 
and 

2.  Application  of  corrosion  preventive 
compound,  and  removal  of  any 
corrosion  found. 

That  action  also  provided  for 
installation  of  forward  15-5  steel  fuse 
pins  as  an  optional  terminating  action 
for  the  requirements  of  that  AD.  That 
action  was  prompted  by  a  report  of  a 
completely  fractured  fraward  bottle  bore 
fiise  pin.  The  actions  required  by  that 
AD  are  intended  to  prevent  failure  of  the 
forward  bottle  bore  fuse  pins  in  the 
diagonal  braces  of  the  inooerd  engine 
struts. 

Since  the  issuance  of  AD  79-22-03 
R3,  the  FAA  has  received  a  total  of  39 
reports  of  cracking  and  two  reports  of 
complete  fractures  of  forward  bottle 
bore  fuse  pins.  Boeing's  analysis  of 
several  cracked  forward  bottle  bore  fuse 
pins  indicates  that  cracking  initiated  at 
a  sharp,  circumferential  machining 
groove  in  the  fuse  pin  bore  internal 
recess  and  was  propagated  by  fetigue. 
The  FAA  notes  that  the  same  forward 
bottle  bore  fuse  pin  design  is  used  on 
both  inboard  and  outboard  struts.  !n 
addition,  these  fuse  pins  operate  in 
similar  loads  environments.  Therefore, 
the  FAA  concludes  that  forward  bottle 
bore  fuse  pins  on  the  outboard  struts,  as 
well  as  the  inboard  struts,  are  subject  to 
the  same  fatigue  cracking. 

One  of  the  cracks  discussed 
previously  was  found  in  a  forward 
bottle  bore  fuse  pin  on  an  airplane  that 
had  accumulated  only  192  landings 
since  its  last  visual  inspection.  Critical 
crack  length  in  these  fuse  pins  is  short; 
therefore,  cracks  cannot  be  detected 
using  visual  techniques  before  the  pins 
would  become  fractured.  Consequently, 
the  FAA  has  determined  that  the  option 


of  performing  visual  inspections  diat  is 
specified  in  die  existing  AD  must  be 
deleted,  and  repetitive  ultrasonic 
inspections  of  these  pins  nntst  be 
required. 

On  January  9, 1984.  the  FAA  issued 
AD  83-24-05,  Amendment  39-4775  (48 
FR  54476,  December  5, 1983), 
applicable  to  cerUin  Model  747  series 
airplanes,  to  require  repetitive  visual 
inspections  at  intervals  of  350  landings, 
or  ultrasonic  inspections  at  intervals  of 
1,200  landings,  to  detect  cracks  in  aft 
bottle  bore  fuse  pins  in  the  diagonal 
braces  of  the  inboard  engine  struts,  and 
replacement  of  cracked  pins.  That  AD 
also  provided  for  installation  of  aft 
bulkhead  fose  pins  as  an  opti(Xial 
terminating  action  for  the  rqwtitive 
inspections.  That  AD  was  prompted  by 
two  reports  of  cracked  aft  bottle  bore 
fose  pins.  The  actions  required  by  that 
AD  are  intended  to  prevent  failure  of  the 
aft  bottle  bore  fose  pins  in  the  diagonal 
braces  of  the  inboard  engine  struts. 

Since  the  issuance  of  AD  8^-24-05, 
the  FAA  has  received  additimial  reports 
of  cracks  in  aft  fose  pins  on  the  inboard 
and  outboard  engine  struts.  These 
reports  involve  bcAb  bottle  bore  and 
bulkhead  fose  pins.  Additionally,  the 
FAA  has  received  four  rep<Mls  of 
completely  fractured  aft  bulkhead  fuse 
pins. 

Since  cracks  have  been  found  on  aft 
bulkhead  fose  pins,  as  well  as  on  aft 
bottle  bore  fuse  pins,  the  FAA  has 
determined  that  the  installati<Hi  of 
bulkhead  fuse  pins  does  not  provide 
terminating  action  for  the  repetitive 
inspection  requirements  of  AD  83-24- 
05.  In  addition,  the  FAA  concludes  that 
aft  bulkhead  fose  pins  must  be 
inspected  to  detect  cracks  and 
corrosion.  Further,  for  reasons 
explained  previously  regarding  AD  79- 
22-03  R3.  both  forward  and  aft  bottle 
bore  fuse  pins  must  be  inspected  using 
ultrasonic,  rather  than  visual, 
techniques.  The  applicability  statement 
of  this  AD  is  expanded  to  include  those 
airplanes  equipped  with  bulkhead  fuse 

Eins.  Additionally,  since  cracks  in  aft 
ottle  bore  fose  pins  located  in  the 
outboard  engine  strut  have  been 
reported,  inspections  of  both  inboard 
and  outboard  struts  are  included  in  this 
AD. 

The  FAA  has  also  determined  that  the 
repetitive  ultrasonic  inspection  interval 
of  1.200  landings  that  is  specified 
currently  in  both  esdsting  AD's  must  be 
reduced  to  1,000  landings.  This  finding 
is  based  on  an  evaluation  of  additional 
crack  growth  data  supplied  by  the 
manufacturer. 

Cracks  in  these  fuse  pins  could  result 
in  failure  of  the  engine  support  slruaure 
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and  the  inability  of  the  strut  to  cany 
required  encine  operational  loads. 

The  FAA  nas  reviewed  and  approved 
Boeing  Alert  Service  Bulletin  747- 
S4A2153,  dated  December  23, 1992.  that 
describes  procedures  for  repetitive 
inspections  to  detect  cracks  and 
corrosion  in  the  forward  and  aft  bottle 
bore  fuse  pins  and  the  aft  bulkhead  ftise 
pins  in  the  inboard  and  outboard  engine 
struts;  and  replacement,  if  necessary. 
The  service  bulletin  also  describes 
procedures  for  installing  a  forward  IS- 
5  steel  fuse  pin.  which,  if  accomplished, 
eliminates  the  need  for  the  repetitive 
inspections  of  the  forward  bottle  bore 
fuse  pins. 

Since  an  unsafs  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  airplanes  of  this  same 
type  design,  this  AD  supersedes  AD  79- 
22-03  R3  and  AD  83-24-05  to  reqiiire 
repetitive  inspections  to  detect  cracks 
and  corrosion  in  (1)  forward  and  aft 
bottle  bore  fiise  pins,  and  (2)  aft 
bulkhead  fuse  pins  in  the  diagonal 
braces  of  the  inboard  and  outboard 
engine  struts;  and  replacement  of  pins, 
if  necessary.  This  AD  also  provides 
terminating  action  for  the  repetitive 
inspections  of  forward  bottle  bore  fuse 
pins  in  the  diagonal  braces  of  the 
inboard  and  outboard  engine  struts.  The 
actions  are  required  to  be  accomplished 
in  accordance  with  the  service  bulletin 
described  previously. 

Since  a  situation  exists  that  requires 
the  immediate  adoption  of  this 
regulation,  it  is  found  that  notice  and 
opportunity  for  prior  public  comment 
hereon  are  impracticable,  and  that  good 
cause  exists  for  making  this  amendment 
effective  in  less  than  30  days. 

Comments  Invited 

Although  this  action  is  in  the  form  of 
a  final  rule  that  involves  requirements 
affecting  flight  safety  and,  thus,  was  not 
preceded  by  notice  and  an  opportunity 
for  public  comment,  comments  are 
invited  on  this  rule.  Interested  persons 
are  invited  to  comment  on  this  rule  by 
submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Communications  shall  identify  the 
Rules  Docket  number  and  be  submitted 
in  triplicate  to  the  address  specified 
under  the  caption  "ADDRESSES."  All 
communications  received  on  or  before 
the  closing  date  for  comments  will  be 
considered,  and  this  rule  may  be 
amended  in  light  of  the  comments 
received.  Factual  information  that 
supports  the  commenter's  ideas  and 
suggestions  is  extremely  helpful  in 
evaluating  the  effectiveness  of  the  AD 
action  and  determining  whether 
additional  rulemaking  action  would  be 
needed. 


Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  rule  that  might  suggest  a  need  to 
modify  the  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  fcH-  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report  that 
summarizes  each  FAA-public  contact 
concerned  with  the  substance  of  this  AD 
will  be  filed  in  the  Rules  Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-NM-235-AD."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

The  FAA  has  determined  that  this 
regulation  is  an  emergency  regulation 
and  that  it  is  not  considered  to  be  major 
under  Executive  Order  12291.  It  is 
impracticable  for  the  agency  to  follow 
the  procedures  of  Order  12291  with 
respect  to  this  rule  since  the  rule  must 
be  issued  immediately  to  correct  an 
unsafe  condition  in  aircraft.  It  has  been 
determined  further  that  this  action 
involves  an  emergency  regulation  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034.  February  26. 1979).  If  it 
is  determined  that  this  emergency 
regulation  otherwise  would  be 
significant  under  DOT  Regulatory 
Policies  and  Procedures,  a  final 
regulatory  evaluation  will  be  prepared 
and  placed  in  the  Rules  Docket.  A  copy 
of  it,  if  filed,  may  be  obtained  from  the 
Rules  Docket  at  the  location  provided 
under  the  caption  "ADDRESSES." 

List  of  Subjecte  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  14  CFR  part  39 
of  the  Federal  Aviation  Regulations  as 
follows: 


PART  39-AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.Q  App.  1354(a),  1421 
and  1423: 49  U.S.C  106(g);  and  14  CFR 
11.89. 

139.13    [AmMMtodl 

2.  Section  39.13  is  amended  by 
removing  amendment  39-4176  (46  FR 
38343.  July  27. 1981)  and  amendment 
39-4775  (48  FR  54476.  December  5, 
1983),  and  by  adding  a  new 
airworthiness  directive  (AD), 
amendment  39-8459.  to  read  as  follows: 

03-01-05    Boeing:  Amendment  3»-84S9. 
Docket  g2-NM-23S-AD.  Superaadat  AD 
79-22-03  R3.  Amendment  39-4176;  and 
AD  83-24-05.  Amendment  39-«77S. 

Applicability:  All  Model  747  seriet 
airplanes,  certiHcated  in  any  categiHy. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  failure  of  the  engine  support 
structure  and  the  Inability  of  the  strut  to 
cany  required  engine  operational  loads, 
accomplish  the  following: 

(a)  For  all  Model  747  series  airplanes, 
except  )T9D-70-equipped  airplanes;  Inspect 
the  forward  lx>ttle  bore  fuse  pins  in  the  rear 
diagonal  brace  of  the  inboard  nacelle  struts 
in  acoN-dance  with  paragraph  (a)(1)  or  (a)(2) 
of  this  AD. 

(1)  Within  100  landings  after  August  5. 
1981  (the  effective  date  of  AD  79-22-03  R3, 
Amendment  39-4176).  unless  acoompUshed 
already  within  the  last  250  landings,  Iwt  not 
to  exceed  1,200  landings  from  the  previous 
inspection:  Remove  the  retainer  txilt  and  end 
caps  from  the  fuse  pins,  part  numbers 
6SB94182-3, 69B90401O-1,  -3,  -4,  -600,  and 
69B89612-3,  and  perfcmn  a  visual  inspection 
of  the  fuse  pins  to  detect  cracks  in  the 
machined  shear  section,  in  accordance  with 
Boeing  Service  Bulletin  747-54-2066,  dated 
November  7, 1979;  Revision  1,  dated  October 
10. 1980:  or  Revision  2,  dated  July  16. 1982. 
Repeat  that  inspection  thereafter  at  intervals 
not  to  exceed  350  landings  until  the 
inspection  required  by  paragraph  (e)  of  this 
AD  is  accomplished. 

(2)  Within  100  landings  after  August  S, 
1981  (the  effective  date  of  AD  79-22-03  R3, 
Amendment  39-4176),  unless  accomplished 
already  within  the  last  1,100  landings,  but 
not  to  exceed  1.200  landings  from  the 
previous  inspection:  Remove  the  retainer  tiolt 
and  end  caps  from  the  fuse  pins,  part 
numbers  65B94182-3,  69B904010-1.  -3.  -4, 
-600.  and  69B89612-3,  and  perform  an 
ultrasonic  inspection  of  the  fuse  pins  to 
detect  cracks  in  the  machined  shear  section, 
in  accordance  with  Boeing  Service  Bulletin 
747-54-2066,  dated  November  7, 1979; 
Revision  1.  dated  Octol)er  10, 1980;  or 
Revision  2.  dated  July  16, 1982.  Repeat  that 
inspection  thereafter  at  intervals  not  to 
exceed  1,200  landings  until  the  inspection 
required  by  paragraph  (e)  of  this  AD  is 
accomplished. 

(b)  After  the  effective  date  of  this  AD, 
perform  the  repetitive  inspections  required 
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by  paragraph  (a)  of  this  AO  oaly  in 
accordance  with  the  ultnaonic  inspsctioa 
method  referenced  in  paragraph  (a)  of  this 
AD. 

(c)  For  Modal  747  asriM  airpluM  listed  in 
Boeing  Servica  BuHetin  747-54-2101.  dated 
April  11, 1963:  Prior  to  the  Kcumriatian  of 
5,000  landings,  or  withio  350  landings  aftor 
{anuary  9. 1984  (the  effiective  date  of  AD  83- 
24-05.  Anjendment  39-4775).  whichevar 
occurs  later,  perform  a  visual  or  an  ultrasonic 
inspection  far  cncks  in  the  tA  bottle  bora 
fuse  pin  bora  in  tacasaad  shear  plana  areas. 
in  acoordMoa  with  Boaiag  Senrioe  Bulletin 
747-54-2101,  dated  April  11, 19*3;  or 
Revision  1.  dated  )una  1. 1M4.  Repeat  that 
inspection  tbaiaafter  at  intervals  not  to 
exceed  350  landings  (if  the  previous 
inspection  was  visual)  or  1.200  landings  (if 
the  previous  iaapectioB  was  ukraaonk:)  until 
the  iaapactiaa  raquiiad  by  para^nph  (f)  of 
this  AD  is  aocoonUahed. 

(d)  Aflar  the  afiactiva  data  of  this  AD. 
perform  the  repetitive  inspections  required 
by  paragraph  (b)  of  this  AD  only  in 
accordance  with  the  ultrasonic  inspection 
method  referenced  in  paragraph  (b). 

(e)  For  diagonal  brace  forward  bottle  bora 
fuse  pins:  Perform  an  ultrasonic  inspection  to 
detect  cracks  and  a  detailed  visual  inspection 
to  detect  conosion  in  the  forward  bottle  bora 
fose  pins  located  in  the  diagonal  braces  on 
the  inboard  and  outboard  engine  struts  from 
each  end  of  the  pin.  in  accoidaooe  with 
Boeing  Alert  Service  BuJletia  747-54A21S3, 
dated  December  23. 1992.  at  the  timr 
specified  in  paragraph  (eXl)  of  this  AD. 
Accomplishment  of  this  inspection 
terminates  the  repetitive  inspertinn 
raquiramento  of  paragraph  (a)  of  this  AD. 
Thereafter,  repeat  these  inspections  at 
intervals  not  to  axcaed  IjBOO  landings. 

(1)  Inspect  all  eogine  poaitioos  at  the  later 
of  the  times  qiedfied  in  paragraphs  (a)(l)(i) 
and(a)(l)(ii)ofthisAD: 

(i)  Prior  to  the  acnimulation  of  3.000 
landings  after  the  effective  date  of  this  AD, 
or  within  3  jrean  since  pin  installation, 
whidievar  occurs  first,  or 

(U)  Within  90  days  after  the  effective  date 
of  this  AD. 

NelK  This  AD  does  not  requira  that  theee 
inspections  be  parfcraaed  on  farwaid  IS-S 
steel  fcMe  pins  or  forwani  H-n  steal  bolts  in 
the  diagonal  brace. 

(2)  If  any  anck  or  cofroaiao  is  faiMid  as  a 
result  of  the  iaspectiona  required  by 
pawgraph  (a)  of  this  AD,  prior  to  further 
flight,  reptaoe  the  cncfcaa  or  oorroded  pin 


with  a  forward  IS-S  steel  fuse  pin.  in 
accordance  with  Boeing  Alert  Service 
Bulletin  747-54A2153.  dated  December  23. 
1992.  Installation  of  a  forward  15-5  steel  fcias 
pin  constitutes  terminating  actton  for  the 
repetitive  inspections  required  by  paragraph 
(e)  of  this  AD. 

(f)  For  diagonal  brace  aft  bottle  bore  fose 
.pins  and  aftDolkbaad  fuse  pins:  Perform  an 
ultrasonic  inspection  to  detect  cradcs.  and  a 
detailed  visual  inspection  to  detect  corrosion, 
in  the  ait  bottle  bora  and  aft  bulkhead  fose 
pins  in  the  diagonal  brace  on  the  inboard  and 
outboard  engine  struts  from  each  end  of  the 
pin,  in  accordance  with  Boeing  Alert  Service 
Bulletin  747-54A2153.  dated  December  23. 
1992,  at  the  time  specified  in  paragraph  (fXl) 
of  this  AD.  Accompli^unent  of  this 
inspection  terminates  the  repetitive 
inspection  requirements  of  paragraph  (c)  of 
this  AD. 

(1)  Inspect  all  engine  positions  at  the  later 
of  the  times  specified  in  paragraphs  (f)(l)(i) 
and(0(l)(ii)ofthi8AD: 

(i)  Prior  to  tlie  accumulatioo  of  3,000 
landings  after  the  effective  date  of  this  AD, 
or  wit^n  3  years  since  pin  installation, 
whichever  occurs  first,  or 

(ii)  Within  90  days  after  the  effective  dale 
of  this  AD. 

(2)  If  any  crack  is  found  as  a  result  of  the 
inspections  required  by  paragraph  (f)  of  this 
AD.  prior  to  forther  flight,  replace  the 
cracked  pin  with  an  aft  bulkliead  faae  pin,  in 
accordance  with  Boeing  Alert  Service 
Bulletin  747-54A2153,  dated  December  23,  ' 
1992.  Thereafter,  accomplish  the  initial 
inspection  required  by  paragraph  (f)  of  this 
AD  on  the  newly  installed  aft  bulkhead  fose 
pin. 

(3)  If  any  oomwioa  is  found  as  a  resuH  of 
the  inspections  required  by  paragraph  (f)  of 
this  AD,  prior  to  further  flight  accomplish 
paragraph  (fH3)(i)  or  (f)(3Mii)  of  this  AD,  as 
applic«>le. 

(i)  If  corrosion  is  found  ia  any  aft  bottle 
bore  fose  pin:  Replace  with  an  aft  bulkhead 
fose  pin,  in  accordance  with  Boeing  Alert 
Service  Bulletin  747-54A21S3,  dated 
Decaoiber  23, 1992. 

(ii)  If  corrosion  is  found  in  any  aft 
bulkhead  foae  pin:  Aooomplish  pan^aph 
(f)(3Mii)(A).  IfMaMuMB).  or  (f)(3MiiKQ  of  this 
AD,  as  applicable. 

(A)  If  the  amount  of  corroded  material  that 
must  be  removed  exceeds  the  limit  specified 
in  Figure  8  of  the  service  bulletin,  replace  the 
coiToded  fiiae  pin  with  an  all  bulkhead  fose 
pin.  in  aoccrdaaoe  with  the  service  bulletin. 
Thereafter,  accomplish  the  initial  insfiection 


required  by  paragraph  (f)  of  this  AD  on  the 
newly-installed  aft  bulkheed  foae  pin. 

(B)  If  the  amount  of  corroded  material  that 
must  be  removed  is  mora  than  l^ht,  and 
equal  to  or  less  than  the  limit  spacified  In 
Figure  8  of  the  servipe  bulletin,  rework  the 
corroded  fuse  pin,  or  replace  the  conodad 
fose  pin  with  an  aft  bulkhead  fuse  pin.  in 
accordance  with  the  service  bulletin.  "Light" 
corrosion  is  characterized  by  discoloration  or 
pitting  to  a  depth  of  not  mora  than  aooi-inch 
maximum.  This  type  of  corrosion  can  be 
removed  normally  by  light  hand  sanding.  A 
fose  pin  that  has  been  reworked  in 
accordance  with  Figure  8  of  the  service 
bulletin  most  be  replaced  with  an  aft 
bulkhead  fuse  pin  prior  to  the  accumulation 
of  3,000  landings  on  the  pin,  or  3  year*  since 
the  pin  was  reworked  and  reinstalled, 
whichever  oocun  first 

(Q  If  the  cnrroaioa  is  light  remote  the 
corroded  material  from  the  fiue  pin  in 
accordance  with  the  service  bulletin. 
Thereafter,  accomplish  the  repetitive 
inspections  required  by  parq^aph  (T)(4)  of 
this  AD. 

(4)  Repeat  the  inspections  required  by 
para^^  (f)  of  this  AD  at  the  intervals 
specified  in  parapnph  (fK^Xil  or  (f)(4Kii)  of 
this  AD.  as  applirahle: 

(i)  For  aft  bottle  hare  fuse  pins:  Repeat  at 
intervals  not  to  exceed  1 ,000  landings. 

(U)  For  aft  bulkhead  foae  pins:  Repeat  at 
intervals  not  to  exceed  IJOOO  landings 

(g)  An  alternative  method  of  coBoplianoe  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  SMttle 
Aircraft  Certification  Offloe  (ACO).  PA  A. 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  PAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  U  to  the  Manner.  Seattle  ACO. 

Nate:  Informatioo  concareing  the  existence 
of  approved  ahanMtive  methods  of 
compliance  with  this  AD.  if  any.  may  be 
obtained  firom  the  Seattle  AGO. 

(h)  Special  fligM  permttt  may  be  issued  in 
acconianca  with  FAR  21.197  and  21.199  to 
operate  ttie  airplane  to  a  locatioB  where  the 
requirements  of  this  AD  can  be 
accomplished. 

(i)  The  Inspecticms.  replacement,  and 
repair  shall  be  done  in  accordance  with  the 
following  Boeing  service  bulletins,  as 
applicable,  which  contain  the  specified 
effective  pages: 


747-54-2088. 
747-S4.30i8. 

747  64  auas, 

747-54-2101. 
747-64-2101. 
747-64A21S3L 


7. 1979  ...... 

l,OcMberlO. 
2.  JMly  16, 1992 


11,11 
1, 


Junel 
23,1992 


Page  No. 


RevWon  level  stKwn  on 


Oftgmal. 

2  . 

1  „. 


Ortglnal. 

1  

Ortglnal. 


Oale  alwwn  onpege 


NovennrT.  1979. 
October  10. 1980. 
July  18. 1982. 
October  10. 1980 

/^  11. 1983. 
June  1. 1984. 
Deoambar  23. 1992. 


This  inoarponliaa  by  1 

approved  by  the  Director  of  the  Federal 

R^ar  in  acoordanoe  with  S  \JS.C.  S52(a) 


and  1  CFR  part  51.  Copies  may  be  obtained 
from  Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington  98124- 


2207.  Copies  may  be  inspected  at  the  FAA. 
Transport  Airplane  Diractorate,  I«01  Und 
Avenue,  SW.,  Renlon,  Washington;  or  at  the 
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Office  of  the  Federal  Register,  800  North 
Capitol  Street.  NW..  suite  700,  Waehington. 
DQ 

())  Thit  amendment  becomes  eSsctive  oo 
February  5, 1993. 

Issued  in  Renton,  Washington,  on 
Dsceanbor  24, 1992. 
lames  V.  Deraay, 

Acting  Manager,  Traiupoii  Airplane 
DirectoratB.  Aircraft  Catification  Service. 

IPR  Doc.  93-175  Filed  1-5-93;  8:45  am] 
MLUNO  COM  «M-t»-U 


14CFRPaft39 

[Dockt  Wo.  «2  NM  234  AD; 
39-8458;  AO  93-01-04] 


Airworthiness  DIracttvaa;  Boeing 
Model  747  Series  Airpiwies 

AGENCY:  Federal  Aviation 
Administration,  DOT. 
ACnpN:  Final  rule;  request  for 
comments. 

SUMMARY:  This  amendment  supersedes 
an  existing  airworthiness  directive  (AD), 
applicable  to  certain  Boeing  Model  747 
series  airplanes,  that  currently  requires 
repetitive  ultrasonic  inspections  to 
detect  cracks  in  the  inboard  and 
outboard  midspar  fitting  lugs  or  spring 
beam  aft  lugs  of  each  stmt,  and 
replacement  of  midspar  fittings  or 
spring  beams,  if  necessary.  This 
amendment  reduces  certain  inspection 
intervals,  removes  the  optional 
terminating  action  for  repetitive 
inspections  of  the  lugs,  and  adds 
airplanes  to  the  applicability  of  the  AD. 
This  amendmmit  is  prompted  by  seven 
reports  of  fotigue  cracking  on  lugs  and 
numerous  reports  of  lug  bushing 
migration.  The  actions  specified  in  this 
AD  are  intended  to  prevent  feilure  of  the 
engine  support  structure  and  the 
inability  of  the  strut  to  carry  required 
engine  support  loads. 
DATES:  Effective  February  5. 1993. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Director 
of  the  Federal  Register  as  of  February  5, 
1693. 

Comments  for  inclusion  in  the  Rules 
Docket  must  be  received  on  or  before 
March  8, 1993. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  92-NM- 
234-AD,  1601  Lind  Avenue,  SW., 
Renton.  Washington  98055-4056. 

The  service  information  referenced  in 
this  AD  may  be  obtained  firom  Boeing 
Commercial  Airplane  Group,  P.O.  Box 
3707.  Seattle,  Washington  98124-2207. 


This  information  may  be  examined  at 
the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue.  SW., 
Renton,  Washington;  or  at  the  Office  of 
the  Federal  Register,  800  North  Ca]ritol 
Street.  NW.,  suite  700,  Washington,  DC. 
FOR  FURTMER  MFORMATION  CONTACT:  Mr. 
llm  Backman,  Awospace  Engineer, 
Seattle  Aircraft  Certificati(»  Office, 
Airihune  Branch.  ANM-120S,  FAA, 
Transport  Airplane  Directorate,  1601 
Lind  Avenue,  SW.,  Renton,  Wariiington 
98055-4056;  telephone  (206)  227-2776; 
fax (206) 227-1181. 
SUPPLEMBfTARY  MFORMATION:  On 
October  10, 1985,  the  FAA  issued  AD 
85-22-07,  Amendment  39-5153  (50  FR 
42146,  October  18, 1985),  to  require 
repetitive  ultrasonic  inspections  to 
detect  cracks  in  the  inboard  and 
outboard  midspar  fitting  lugs  or  spring 
beam  aft  lugs  of  each  strut,  and 
replacement  of  midspar  fittings  or 
spring  beams,  if  necessary.  That  action 
was  prompted  by  a  report  of  the  failiue 
of  both  lugs  on  the  inboard  midspar 
fitting  of  an  inboard  strut  on  a  Boeing 
Model  747  series  airplane  that  had 
accumulated  approximately  44,000 
flight  hours  and  11,300  landings.  The 
actions  required  by  that  AD  are 
intended  to  prevent  failure  of  the  strut 
midspar  fitting  lugs  or  spring  beam  aft 
lugs. 

Since  the  issuance  of  that  AD,  the 
FAA  has  received  seven  reports  of 
fatigue  cracking  on  lugs.  One  of  these 
reports  involved  a  failed  lug  that  was 
found  on  the  inboard  midspar  fitting  of 
an  inboard  strut  on  a  Model  747  series 
airplane  that  had  accumulated  1,724 
landings  since  its  last  ultrasonic 
inspection  accomplished  in  accordance 
with  AD  85-22-07.  The  FAA  concludes 
that  the  repetitive  inspection  interval 
must  be  reduced  from  the  currently 
required  3,000  landings  to  1,000 
landings  in  order  to  adequately  address 
cracking  of  the  midspar  fitting  lugs. 

Although  the  operational  loads 
environment  of  the  spring  beam  aft  lugs 
is  similar  to  that  of  the  midspar  fitting 
lugs,  there  have  been  no  reports  of 
cracks  in  the  spring  beam  aft  lugs. 
Therefore,  the  FAA  concludes  that  the 
existing  inspection  interval  of  3,000 
landings  is  adequate  to  address  cracking 
of  these  spring  beam  aft  lugs. 

Two  types  of  bushings  are  installed 
currently  on  Model  747  series  airplanes: 
(1)  Press-fit  bushings,  and  (2)  roller- 
swaged,  shrink-fitted  bushings. 
Recently,  the  FAA  has  received 
numerous  reports  of  migration  of  press- 
fit  and  roller-swaged,  shrink-fitted 
bushings.  The  FAA  has  determined  that 
migration  of  the  bushings  could  result 
in  moisture  ingression  and  subsequent 


coRorioo  of  the  lugs.  Operator  reports 
indicate  that  lug  cracking  initiated  from 
coROsion  pits.  Craddng  of  the  lugs,  if 
not  detected  and  corrected,  could  result 
in  fiuluie  of  the  engine  support  structure 
and  the  inability  of  the  strut  to  cany 
required  ensine  supprat  loads. 

The  FAA  nas  reviewed  and  approved 
Boeing  Alert  Service  Bulletin  747- 
54A2152,  dated  December  23, 1992. 
which  describes  procedures  for 
repetitive  ultrasonic  inspections  to 
detect  cracks  on  the  inboard  and 
outboard  midspar  fitting  lugs  or  spring 
beam  aft  lugs  of  each  strut,  and 
replacement  of  midspar  fittings  or 
spring  beams,  if  necessary.  The  service 
bulletin  also  describes  repetitive 
detailed  visual  inspections  of  the 
inboard  and  outboard  struts  to  detect 
bushing  migration  and  corrosion,  and 
repair,  if  necessary. 

In  light  of  the  recent  reports  discussed 
previously,  the  FAA  has  determined 
that  the  initial  and  repetitive  inspection 
intervals  for  ultrasonic  inspections  of 
the  midspar  fitting  lugs,  as  specified 
currently  in  AD  85-22-07,  must  be 
reduced. 

That  AD  also  specifies  that 
installation  of  roller-swaged,  shrink- 
fitted  bushings  constitutes  terminating 
action  for  repetitive  ultrasonic 
inspections  of  the  lugs.  However,  since 
reports  of  the  migration  of  roller- 
swaged,  shrink-fitted  bushings  have 
been  received,  the  FAA  has  determined 
that  a  detailed  visual  inspection  to 
detect  migration  of  these  bushings  is 
necessary. 

Roller-swaged,  shrink-fitted  bushings 
that  have  migrated  are  susceptible  to  the 
addressed  unsafe  condition  and  are 
subject  to  the  requirements  of  this  AD. 
Therefore,  those  airplanes  equipped 
with  roller-s%vaged,  shrink-fitted 
bushings  are  included  in  the 
applicability  statement  of  this  AD. 

Since  an  tmsafs  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  airplanes  of  this  same 
type  design,  this  AD  supersedes  AD  85- 
22-07  to  require  repetitive  ultrasonic 
inspections  to  detect  cracks  on  the 
inboard  and  outboard  midspar  fitting 
lugs  or  spring  beam  aft  lugs  of  each 
strut,  and  replacement  of  midspar 
fittings  or  spring  beams,  if  necessary. 
This  AD  also  requires  repetitive  detailed 
visual  inspections  of  the  inboard  and' 
outboard  struts  to  detect  bushing 
migration  and  corrosion,  and  repair,  if 
necessary. 

Currently,  the  FAA  is  conducting  a 
review  of  the  wing-to-strut  attachment 
structure  on  Boeing  Model  747  series 
airplanes  and  may  consider  further 
rulemaking  as  additional  data  becomes 
available. 
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Since  a  situation  exists  that  requires 
the  immediate  adoption  of  this 
regulation,  it  is  found  that  notice  and 
opportunity  for  prior  public  comment 
hereon  are  impracticaole.  and  that  good 
cause  exists  for  making  this  amendment 
effective  in  less  than  30  days. 

Comments  Invited 

Although  this  action  is  in  the  form  of 
a  Tmal  rule  that  involves  requirements 
afl^ecting  flight  safety  and.  thus,  was  not 
preced^  by  notice  and  an  opportunity 
for  public  comment,  comments  are 
invited  on  this  rule.  Interested  persons 
are  invited  to  comment  on  this  rule  by 
submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Conununications  shall  identify  the 
Rules  Docket  number  and  be  submitted 
in  triplicate  to  the  address  specified 
under  the  caption  "ADDRESSES."  All 
communications  received  on  or  before 
the  closing  date  for  comments  will  be 
considered,  and  this  rule  may  be 
amended  in  light  of  the  comments 
received.  Factual  information  that 
supports  the  commenter's  ideas  and 
suggestions  is  extremely  helpful  in 
evaluating  the  effectiveness  of  the  AD 
action  and  determining  whether 
additional  rulemaking  action  would  be 
needed. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  rule  that  might  suggest  a  need  to 
modify  the  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report  that 
summarizes  each  FAA-public  contact 
concerned  with  the  sutetance  of  this  AD 
will  be  filed  in  the  Rules  Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-NM-234-AD."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

The  regulations  adopted  herein  will 
not  have  substantial  direct  eff^ects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

The  FAA  has  determined  that  this 
regulation  is  an  emergency  regulation 
and  that  it  is  not  considered  to  be  major 


under  Executive  Order  12291.  It  is 
impracticable  for  the  agency  to  follow 
the  procedures  of  Order  12291  with 
respect  to  this  rule  since  the  rule  must 
be  issued  immediately  to  correct  an 
unsafe  condition  in  aircraft.  It  has  been 
determined  further  that  this  action 
involves  an  emergency  regulation  under 
DOT  Regulatory  Policies  and  Frocedufes 
(44  FR 11034,  February  26. 1979).  If  it 
is  determined  that  this  emergency 
regulation  otherwise  would  be 
significant  under  DOT  Regulatory 
Policies  and  Procedures,  a  final 
regulatory  evaluation  will  be  prepared 
and  placed  in  the  Rules  Docket.  A  copy 
of  it,  if  filed,  may  be  obtained  from  the 
Rules  Docket  at  the  location  provided 
under  the  caption  "ADDRESSES." 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  14  CFR  part  39 
of  the  Federal  Aviation  Regulations  as 
follows: 

PART  3»-AIRW0RTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1354(a),  1421 
and  1423;  49  U.S.C  106(g);  and  14  CFR 
11.89. 

139.13    [Amended] 

2.  Section  39.13  is  amended  by 
removing  amendment  39-5153  (50  FR 
42146.  October  10. 1985),  and  by  adding 
a  new  airworthiness  directive  (AD), 
amendment  39-8458,  to  read  as  follows: 

93-01-04    Boeing:  Amendment  39-6458. 
Docket  92-NM-234-AD.  Supersedes  AD 
85-22-07.  Amendment  39-5153. 

Applicability:  All  Model  747  series 
airplanes,  certificated  in  any  category. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

Note:  Paragraph  (a)  of  this  AD  restates  the 
inspection  requirements  of  AD  85-22-07, 
Amendment  39-5153.  As  aUowed  by  the 
phrase,  "unless  accomplished  previously,"  if 
the  initial  inspection  requirements  of  AD  85- 
22-07  have  been  accomplished  previously, 
paragraph  (a)  of  this  AD  does  not  require  the 
initial  inspection  to  be  repeated. 

To  prevent  failure  of  the  engine  support 
structure  and  the  inability  of  the  strut  to 
carry  required  engine  support  loads, 
accomplish  the  following: 

(a)  For  Model  747  series  airplanes  listed  in 
Boeing  Service  Bulletin  747-54-2100,  dated 
June  20, 1983:  Perfonn  an  ultrasonic 
inspection  of  the  inboard  and  outboard 


midspar  fitting  lugi  or  spring  beam  ait  higs 
of  each  strut  for  cracks.  In  accordance  with 
Boeing  Service  Bulletin  747-54-2100,  dated 
June  20, 1983:  Revision  1,  dated  August  25, 
1988;  Revision  2,  dated  July  20, 1989;  or 
Revision  3,  dated  November  16, 1989;  at  the 
time  specified  in  paragraph  (a)(1),  (aK2). 
(a)(3),  or  (a)(4)  of  this  AD.  Repeat  that 
inspection  thereafter  at  intervals  not  to 
exceed  3,000  landings  until  the  inspection 
required  by  paragraph  (b)  of  this  AD  is 
accomplished. 

(1)  For  airplanes  that  have  accumulated 
less  than  30,000  flight  hours  as  of  November 
24. 1985  (the  eiUBCtive  date  of  AD  85-22-07, 
Amendment  39-5153),  inspect  within  18 
months  after  November  24, 1985,  or  priw  to 
the  accumulation  of  25,000  flight  hours, 
whichever  occurs  later. 

(2)  Vat  airplanes  that  have  accumulated 
30,000  or  more  flight  hours,  but  less  than 
40,000  flight  hours,  as  of  November  24. 1985 
(the  effective  date  of  AD  85-22-07, 
Amendment  39-5153),  inspect  within  12 
months  after  November  24, 1985. 

(3)  For  airplanes  that  have  accumulated 
40,000  or  more  flight  hours  as  of  November 
24. 1985  (the  effective  date  of  AD  8S-22-07. 
Amendment  39-5153),  inspect  within  6 
months  after  November  24. 1985. 

(4)  For  airplanes  on  which  the  midspar 
fitting  or  its  lug  bushings  have  been  replaced," 
or  on  which  the  spring  beam  or  its  aft  lug 
bushings  have  been  replaced,  inspect  those 
lugs  within  18  months  after  November  24, 
1985  (the  effective  date  of  AD  85-22-07, 
Amendment  39-5153),  or  within  25,000 
flight  hours  after  such  replacement, 
whichever  occurs  later. 

(b)  For  airplanes  equipped  with  midspar 
fittings  with  press-fit  bushings;  and  for 
airplanes  equipped  with  spring  beam  lugs 
with  press-fit  bushings,  as  listed  in  Boeing 
Alert  Service  Bulletin  747-54A2152,  dated 
December  23. 1992:  Perform  an  ultrasonic 
inspection  of  the  midspar  fitting  lugs  or 
spring  beam  aft  lugs  of  each  strut  for  cracks, 
and  a  detailed  visual  inspection  for  corrosion 
of  the  lugs  and  bushing  migration,  in 
accordance  with  Boeing  Alert  Service 
Bulletin  747-54A2152,  dated  December  23. 
1992,  at  the  applicable  times  specified  in 
paragraphs  (b)(1)  and  (b)(2)  of  this  AD. 
Accomplishment  of  this  inspection 
terminates  the  repetitive  inspection 
requirement  of  paragraph  (a)  of  this  AD. 

(1)  Inspect  inboard  engine  positions  2  and 

3  at  the  later  of  the  times  specified  in 
paragraph  (b){l)(i)  or  (bMlMii)  of  this  AD: 

(i)  Prior  to  the  accumulation  of  5,000 
landings  on  the  midspar  fitting  lugs  or  spring 
t>eam,  or  within  5  years  since  installation, 
whichever  occurs  first  Or 

(ii)  Within  60  days  after  the  effective  date 
of  this  AD. 

(2)  Inspect  outboard  engine  positions  1  and 

4  at  the  later  of  the  times  specified  in 
paragraph  (b)(2)(i)  or  (bM2Mii)  of  this  AD: 

(i)  Prior  to  the  accumulation  of  5,000 
landings  on  the  midspar  fitting  lugs  or  spring 
beam,  at  within  5  years  since  installation, 
whichever  occurs  first.  Or 

(ii)  Within  90  days  after  the  effiactive  date 
of  this  AD. 

(c)  For  airplanes  havink  midspar  fittings  or 
spring  beam  lugs  deiiveied  with  roller- 
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swaged,  shriak-fitted  bushings,  as  listed  in 
Boeing  Alert  Service  Bulletin  747-54A2152. 
dated  December  23, 1992.  or  installed  in 
accordance  with  Boeing  Service  Bulletin 
747-54-2100,  dated  June  20. 1983;  Revision 
1,  dated  August  25, 1988;  Revision  2,  dated 
^ily  20, 1989;  or  Revlsicm  3.  dated  November 
16, 1989:  Perfonn  a  detailed  visual 
inspection  of  the  midspar  fitting  lugs  or 
spring  beam  aft  lugs  of  each  strut  Cor 
corrosion  of  the  lugs  and  bushing  migration, 
in  accordance  with  Boeing  Alert  Service 
Bulletin  747-S4A21S2,  dated  December  23, 
1992,  at  the  later  of  the  times  specified  in 
paragraphs  (cMl)  and  (cX2)  of  mis  AD. 

(1)  Prior  to  the  accumulation  of  5,000 
landings  on  the  midspar  fitting  lugs  or  spring 
beam,  or  within  5  years  since  installation, 
whichever  occurs  first.  Or 

(2)  Within  90  days  after  the  effective  date 
of  this  AD. 

(d)  If  any  migrated  bushing  is  found  as  a 
result  of  the  inspection  of  lugs  with  roller- 
swaged,  shrink-fitted  bushings  required  by 
paragraph  (c)  of  this  AD,  prior  to  further 
flight,  perform  an  ultrasonic  inspection  of  the 
midspar  fitting  lugs  or  spring  bmm  aft  lugs 
for  cracks,  in  accordance  with  Boeing  Alert 
Service  Bulletin  747-54A2152,  dated 
December  23, 1992. 

(e)  If  any  crack  is  found  in  the  lugs  as  a 
result  of  any  inspection  required  by 


(b),  (c),  or  (d)  of  this  AD.  prior  to 
ther  flight,  replace  the  affected  midspar 
fitting  or  spring  beam  in  accordance  with 
Boeing  Service  Bulletin  747-54-2100,  dated 
June  20. 1983;  Revision  1,  dated  August  25, 
1988:  Revision  2,  dated  July  20, 1989;  or 
Revision  3,  dated  November  16, 1989. 

(f)  If  any  migrated  bushing  is  found  as  a 
result  of  any  inspection  required  by 
paragraph  (b)  or  (c)  of  this  AD,  prior  to 
further  fii^t,  re-seal  the  bushing  in 
accordance  with  Boeing  Alert  Service 
Bulletin  747-S4A2152,  dated  December  23, 
1992.  Prior  to  the  accumulation  of  1,000 
additional  landings  after  detecting  the 
migrated  bushing,  re-worii  the  fitting  in 
accordance  %vith  Figure  5  of  the  service 
bulletin. 

(g)  If  any  corrosion  is  found  as  a  result  of 
any  inspection  required  by  paragraph  (b)  or 
(c)  of  this  AD,  prior  to  further  flight,  remove 
the  corrosion  in  accordance  with  Boeing 
Alert  Service  Bulletin  747-54A2152,  dated 
December  23, 1992. 

(h)  Repeat  the  inspections  required  by 
paragraphs  (b)  and  (c)  of  this  AD  at  the 
applicable  time  specified  in  paragraph  (hXl) 
or  (h)(2)  of  this  AD. 

(1)  For  midspar  fitting  lugs,  as  listed  in 
Boeing  Alert  Service  Bulletin  747-54A2152, 
dated  December  23, 1992:  At  intervals  not  to 
exceed  1,000  landings.  Or 


(2)  For  sfHing  beam  aft  lugs,  as  listed  in 
Boeing  Alert  Setvioe  Bulletin  747-64A21S2, 
dated  December  23, 1992:  Atintervals  not  to 
exceed  34)00  landings. 

(i)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safsty  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (AGO),  PAA. 
Transport  Airplane  Directorate.  Operatcai 
shall  submit  their  requests  through  an 
appropriate  PAA  Principal  Maintenance 
Inspector,  who  may  add  coamients  and  then 
send  it  to  the  Manager,  Seattle  AGO. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  Aia  AD,  if  any,  may  be 
obtained  from  the  Seattle  AGO. 

(i)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

(k)  The  inspections,  replacement,  and 
repair  shall  be  done  in  accordance  with  the 
following  Boeing  service  bulletins,  as 
applicable,  which  contain  the  specified 
effective  pages: 


Servica  bulletin  (eteranced  and  date 


747-54-2100,  June  2a  1963 „ 

747-54-2100.  Revision  1.  August  25. 1988 


747-54-2100.  Revision  2.  July  20, 1989 


7 17-54-2100.  Revision  3.  November  16. 1969 


1 17-S4A2152.  Oecambar  23. 1992  . 


Page  No. 


1-153 „ 

1-6,  6-9.  24,  27,  33,  70  . 
7,  10-23.  2S-26,  26-^, 

34-68,  71-153. 

1-6,6-11.  16.21  

24,  27,  33,  70 

7.  12-15,  17-2a  22-23, 

25-26,  28-32.   34-69, 

71-153. 
1-6.6-11,16.26-27.32 

21  -„ 

24.  33,  70 _ 

7,  12-15,  17-20,  22-23, 

25,  28-31.  34-69,  71- 

153. 
1-49 


Revision  level 
P"0« 


flhowffi  on 


Ofiglnal. 

1 

0<1glnal. 

2  „ 

1  

Original. 


3 

2 

1  „ 

Original 

Origin^ 


Date  shoiMi  on  page 


June  2a  1963. 
Auguat  2S,  1968. 
June  20. 1963. 

July  20. 1966. 
August  25,1968. 
June  20, 1963. 


Homnbm  16, 1869. 
July  20. 1968. 
Auguet  25, 1968. 
June  20. 1963. 


December  23. 1892. 


This  incorporation  by  reference  was 
^proved  by  the  Director  of  the  Federal 
Register  in  accordance  «vith  5  U.S.C  5S2(a) 
and  1  CFR  part  51.  Copies  may  be  obtained 
from  Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707.  Seattle,  Washington  98124- 
2207.  Copies  may  be  inspected  at  the  FAA, 
Transport  Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington;  or  at  the 
Office  of  the  Federal  Register,  800  North 
Capitol  Street,  NW.,  suite  700,  Washington, 
DC. 

(1)  This  amendment  becomes  effective  on 
February  5, 1993. 

Issued  in  Renton,  Washington,  on 
December  24, 1992. 
lames  V.  Devany, 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 
IFR  Doc.  93-176  Filed  1-5-93;  8:45  am] 
BtujNO  COOK  4eie-is-u 


DEPARTMENT  OF  COMMERCE 

Bui^au  of  Export  Administration 

15  CFR  Parts  771, 773, 774, 776, 779, 
and  785 

[Docket  No.  921082-2282] 

Exports  to  Afghanistan;  Special 
Country  Policies 

AGENCY:  Bureau  of  Export 
Administration,  Commerce. 

ACTION:  Final  rule. 

SUMMARY:  On  June  3, 1980,  the 
Department  of  Commerce  announced 
that  in  response  to  the  Soviet  invasion 
of  A^anistan,  applications  for  licenses 
to  export  to  A^anistan  were  being 
reviewed  on  the  assumption  that 


commodities  and  technical  data  sent  to 
that  coimtry  would  be  available  to  the 
U.S.S.R.  (45  FR  37415).  Validated 
licensing  requirements  for  A^anistan 
were  therefore  made  virtually  identical 
to  those  in  force  for  the  U.S.S.R. 
However,  since  that  time  the  Soviet 
military  withdrew  from  A^anistan, 
and  the  Department  of  State  has 
determined  that  there  is  no  longer  a 
need  for  this  special  treatment  of 
Afghanistan.  The  Bureau  of  Export 
Administration  is  therefore  amending 
the  Export  Administration  Regulations 
(EAR)  to  correctly  reflect  this  change  in 
policy. 

EFFECTIVE  DATE:  This  rule  is  effective  on 
January  6, 1993. 

FOR  FURTHER  MFORMATION  CONTACT 
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David  Schlechty.  Foreign  Policy  Branch. 
Office  of  Technology  and  Policy 
Analysis,  Bureau  of  Export 
Administration.  Telephone:  (202)  482- 
4252. 

SUPPI^MENTARV  MFOMIATION: 

Rulemaking  Requirements 

1.  This  rule  is  consistent  with 
Executive  Orders  12291  and  12661. 

2.  This  rule  involves  collections  of 
information  suhject  to  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C  3501 
et  seq).  These  collections  have  been 
approved  by  the  Oflice  of  Management 
and  Budget  under  control  numbers 
0694-0005  and  0694-0010.  This  rule 
may  slightly  increase  the  number  of 
export  license  applications. 

3.  This  rule  does  not  contain  policies 
with  Federahsm  implications  sufficient 
to  warrant  preparati(Hi  of  a  Federalism 
assessment  under  Executive  Order 
12612. 

4.  Because  a  notice  of  proposed 
rulemaking  and  an  opportunity  for 
public  comment  are  not  required  to  be 
given  for  this  rule  by  section  553  of  the 
Administrative  Procedure  Act  (5  U.S.C. 
553)  or  by  any  other  law,  under  section 
3(a)  of  the  Regulatory  Flexibility  Act  (5 
U.S.C  603(a)  and  604(a))  no  initial  or 
final  Regulatory  Flexibility  Analysis  has 
to  be  or  will  be  prepared. 

5.  The  provisions  of  the 
Administrative  Procedure  Act  (5  U.S.C. 
553)  requiring  notice  of  proposed 
rulemaking,  the  opportunity  for  public 
participation,  and  a  delay  in  effective 
date,  are  inapplicable  because  this 
regulation  involves  a  military  or  foreign 
affairs  function  of  the  United  States.  No 
other  law  requires  that  a  notice  of 
proposed  rulemaking  and  an 
opportunity  for  public  comment  be 
given  for  this  rule. 

Therefore,  this  regulation  is  issued  in 
final  form.  Although  there  is  no  formal 
comment  period,  public  comments  on 
this  regulation  are  welcome  on  a 
continuing  basis.  Comments  should  be 
submitted  to  Nancy  Crowe.  Office  of 
Technology  and  Policy  Analysis.  Bureau 
of  Export  Administration.  Department  of 
Commerce,  room  4054. 14th  Street  and 
Pennsylvania  Ave.,  NW..  Washington, 
DC  20230. 

List  of  Subjects 

IS  CFR  Parts  771,  773.  774.  776 

Exports.  Reporting  and  recordkeeping 
requirements. 

J5  CFR  Part  779 

Computer  technology.  Exports. 
Reporting  and  recordkeeping 
requirements.  Science  and  technology. 


15  CFR  Part  785 
Exports. 

PARTS  771, 773, 774, 776, 779.  Mid 
785— (AMENDED] 

Accordingly,  parts  771,  773,  774,  776, 
779,  and  785  of  the  Export 
AdminisUation  Regulations  (15  CFR 
parts  730-799)  are  amended  as  follows: 

1.  The  authority  citation  for  15  CFR 
parts  771  and  774  continues  to  read  as 
follows: 

Authority:  Public  Uw  90-3S1. 82  Stat.  197 
(18  U.S.C.  2510  et  seq).  as  amended;  aec. 
101,  Public  Law  95-153.  87  SUt.  576  (30 
U.S.C.  185),  as  amended;  sec.  103,  Public 
Uw  94-163,  89  Stat.  877  (42  US  C.  6212), 
as  amended;  sees.  201  and  201(ll)(e),  Public 
Uw  94-258, 90  Stat.  309  (10  U.S.C  7420  and 
7430(e)),  as  amended;  Public  Uw  95-223, 91 
Stat.  1626  (50  use.  1701  et  seq ):  Public 
Uw  9S-242.  92  Stat.  120  (22  U  S.C.  3201  et 
seq  and  42  U.S.C  21398);  sec.  208.  Public 
Uw  95-372,  92  Stat.  668  (43  U.S.C  1354); 
Public  Uw  96-72.  93  Stat.  503  (50  U.S.C 
App.  2401  et  seq],  as  amended;  sec.  125, 
Public  Uw  99-64,  99  Stat.  156  (46  U  S.C 
466c);  EO.  11912  of  April  13,  1976  (41  FR 
15825,  April  15, 1976);  E.O.  12002  of  July  7. 
1977  (42  FR  35623.  July  7. 1977),  as 
amended;  E.0. 12058  of  May  11. 1978  (43  FR 
20947.  May  16. 1978);  E.O.  12214  of  May  2, 
1980  (45  FR  29783.  May  6. 1980);  E.O.  12730 
of  September  30, 1990  (55  FR  40373.  October 
2. 1990),  as  continued  by  Notice  of 
September  25, 1992  (57  FR  44649.  September 
28. 1992);  and  E.0. 12735  of  November  16. 
1990  (55  FR  48587,  November  20, 1990),  as 
continued  by  Notice  of  November  14. 1991 
(56  FR  58171,  November  15. 1991). 

2.  The  authority  citation  for  15  CFR 
parts  773.  779  and  785  continues  to  read 
as  follows: 

Authority:  Public  Uw  90-351.  82  Stat  197 
(18  U.S.C  2510  et  seq).  as  amended,  Public 
Uw  95-223,  91  Stat.  1626  (50  U  SC.  1701  et 
seq):  Public  Uw  95-242, 92  Stat.  120  (22 
use  3201  et  seq.  and  42  U.S.C  2139a): 
Public  Uw  96-72,  93  Stat.  503  (50  U.S.C 
App.  2401  et  seq),  as  amended;  E.O.  12002 
of  July  7, 1977  (42  FR  35623.  July  7. 1977). 
as  amended;  E.0. 12058  of  May  11, 1978  (43 
FR  20947.  May  16. 1978);  E.O.  12214  of  May 
2. 1980  (45  FR  29783.  May  6,  1980);  E.O. 
12730  of  September  30. 1990  (55  FR  40373. 
October  2, 1990).  as  continued  by  Notice  of 
September  25, 1992  (57  FR  44649.  September 
2, 1992);  and  E.O.  12735  of  November  16, 
1990  (55  FR  48587,  November  20, 1990).  as 
continued  by  Notice  of  November  14. 1991 
(56  FR  58171,  November  15, 1991). 

3.  The  authority  citation  for  15  CFR 
part  776  continues  to  read  as  follows: 

Authority:  Public  Uw  90-351,  82  Stat.  197 
(18  U.S.C.  2510  et  seq.),  as  amended;  Public 
Uw  9S-223, 91  Stat.  1626  (50  U.S.C  1701  et 
seq);  Public  Uw  95-242,  92  Stat.  120 (22 
U.S.C  3201  et  seq.  and  42  U.S.C  2139a); 
Public  Uw  96-72.  93  Stat.  503  (50  U.S.C 
App.  2401  et  seq),  as  amended;  sec  125, 
Public  Uw  99-64, 99  Stat.  156  (46  U.S.C 


466c);  EO.  12002  of  July  7. 1977  (42  FR 
35623.  July  7, 1977),  as  amended;  B.0. 12058 
of  May  11. 1978  (43  FR  20947,  May  16, 1978); 
EO.  12214  of  May  2. 1980  (45  FR  29783,  May 
6, 1980):  E.O.  12730  of  September  30. 1990 
(55  FR  40373.  October  2, 1990),  as  continued 
by  Notice  of  September  25, 1992  (57  FR 
44649.  September  28, 1992);  and  E.0. 12735 
of  November  16, 1990  (55  FR  48587. 
November  20. 1990),  as  continued  by  Notice 
of  November  14. 1991  (56  FR  58171, 
November  15, 1991). 

4.  The  term  "A^anistan"  is  removed 
from  the  following  places: 

Sec 

773.7(d)(2)(ii)  beading  and  introductory  text 

773.7(dK2)(iiKA) 

773.7(d)(2)(ii)(C) 

773.7(h)(lKii) 

773. 7(i)  beading  and  Introductory  text 

773.7(i)(2) 

773.7(i)(6) 

773.7(k)  introducttwy  text 

773.7(k)  concluding  text 

5.  The  phrase  "Afghanistan,"  is 
removed  from  the  following  places: 

Sec 
771.23(b) 

773.3(aMl)(ii) 
773.3(d)(3)(iii)(D) 
776.8{b}(l)(ii) 
776  8(b)(l)(iii) 
776.10(a)(1) 

6.  The  phrase  "or  Afjghanistan"  is 
removed  from  the  following  places: 

Sec 

773.7(i)(l) 

774.5(a) 

779.4(f)(l)(i) 

779.4(f)(1)(iil) 

779.4(f)(2)(i) 

779.4(fH2)(lii) 

779.5(e)(l)(vii) 

7.  The  phrase  "Afighanistan,  Iran, 
and"  is  revised  to  read  "Iran  and"  in  the 
following  places: 

Sec 

773.7(d)(1)  introductory  text 

773.7(d)(2)(i)  (three  references) 

773.7(d)(2)(ii)  Introductory  text 

773.7(d)(3)  introductory  text  (two  references! 

773.7(h)(l)(ii) 

PART  773-{AMENDEDl 

8.  Section  773.3  is  amended  by 
removing  the  phrase  ",  A^anistan" 
from  paragraph  (e)(l)(ix)(I). 

1773.7    [Amended] 

9.  Section  773.7  is  amended: 

a.  By  removing  the  phrase 
"Afghanistan  and"  from  paragraph  (c)(2) 
beading  and  text  {two  references]; 

b.  By  removing  the  phrase  ",  and 
A^hanistan"  from  paragraph  (d)(1), 
introductory  text:  > 

c.  By  removing  the  phrase  "and 
Afghanistan"  from  paragraph  from 
footnote  no.  2  to  paragraph  (h)(l)(i);  and 

d.  By  removing  the  phrase  ",  or  to 
A^anistan"  from  paragraph  (i)(4). 
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S773.8    [Amwtdad] 

10.  Section  773.8  is  amended  by 
removing  the  phrase  "or  Afghanistan," 
from  paragraph  (a)(2),  introductoiy  text. 

1773  J   {Amended] 

11.  Section  773.8  is  amended  by 
removing  the  phrase  ",  A^hanistan" 
horn  paragraph  (c)(1). 

PART  77»-(AMENDEO] 

12.  Section  779.5  is  amended: 

a.  By  revising  the  phrase  "the  People's 
Republic  of  China,  or  Afghanistan"  in 
paragraph  (e)(2)  the  first  place  it  appears 
to  read  "or  the  People's  Republic  of 
China":  and 

b.  By  removing  the  phrase  ".  or 
A^hanistan"  from  the  end  of  the  first 
sentence  in  paragraph  (e)(2). 

PART  785— [AMENDED]! 

13.  Section  785.4  is  amended: 

a.  By  removing  paragraph  (0:  and 

b.  By  redesignating  paragraph  (g)  as 
paragraph  (f). 

Dated:  December  31. 1992. 
lames  M.  LeMunyon, 
Acting  Assistant  Secretary  for  Export 
Administration. 
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15  CFR  Parts  771  and  777 
[Doctot  No.  •10480-2268] 

Western  Red  Cedar 

AGENCY:  Bureau  of  Export 

Administration,  Commerce. 

action;  Final  rule. 

SUMMARY:  The  Bureau  of  Export 
Administration  (BXA)  is  amending  the 
Export  Administration  Regulations 
(EAR)  by  adding  a  new  General  License 
CLOG,  which  authorizes  exports  of 
unprocessed  western  red  cedar,  and  by 
revising  the  short  supply  provisions  of 
the  EAR  to  remove  the  individual 
validated  licensing  requirements  for 
exports  of  unproceKSsed  western  red 
cedar  harvested  from:  Federal,  State, 
and  other  public  lands  in  Alaska,  lands 
held  in  trust  by  any  Federal  or  State 
official  or  agency  for  a  recognized 
Indian  tribe,  or  private  lands.  In 
addition,  this  rule  amends  the  short 
supply  provisions  of  the  EAR  by 
revising  the  licensing  procedures  and 
recordkeeping  requirements  for  exports 
of  unprocessed  western  red  cedar. 
Unprocessed  western  red  cedar 
harvested  firom  Federal  or  State  lands 
(except  lands  in  the  State  of  Alaska  and 
lands  held  in  trust  for  recognized  Indian 
tribes  by  Federal  or  State  agencies) 


continues  to  require  a  validated  license. 
Applications  to  export  improcessed 
western  red  cedar  harvested  from  these 
public  lands  will  be  reviewed  with  a 
presumption  of  denial. 

This  rule  also  revises  the  definition  of 
processed  western  red  cedar  to  exclude 
any  individual  piece  of  western  red 
cedar  having  a  cross  section  that 
exceeds  2,000  square  centimeters  (310 
square  inches),  regardless  of  grade. 

BXA  expects  the  new  General  License 
GLOG  to  eliminate  individual  validated 
licensing  for  approximately  $78  million 
of  annual  exports. 

EFFECTIVE  DATE:  This  rule  is  effective 
January  6. 1993. 

FOR  FURTHER  INFORMATXM  CONTACT: 
Bernard  Kritzer,  Office  of  Foreign 
Availability  (OF A),  Biueau  of  Export 
Administration,  Telephone:  (202)  482- 
0074. 

SUPPt£MENTARY  INFORMATION: 

Background 

The  Department  of  Commerce 
administere  export  controls,  under 
section  7(i)  of  the  Export  Administration 
Act  *  (EAA),  as  amended,  on  western 
red  cedar.  Section  777.7  of  the  Export 
Administration  Regulations  (EAR) 
formerly  required  an  individual 
validated  license  to  export  all 
unprocessed  western  red  cedar  (WRC) 
timber,  with  a  presumption  of  denial  for 
WRC  timber  harvested  fit>m  public 
lands  located  outside  the  state  of 
Alaska.  This  final  rule  amends  the  EAR: 

(1)  By  revising  §  777.7  to  remove  the 
individual  validated  licensing 
requirements  for  exports  of  unprocessed 
|vestem  red  cedar  harvested  from 
private  lands,  Indian  lands,  or  Federal, 
State,  and  other  public  lands  in  Alaska: 

(2)  By  adding  §  771.7,  which 
authorizes  exports  of  this  unprocessed 
western  red  cedar  under  a  new  General 
License  GLOG;  and 

(3)  By  revising,  in  §  777.7,  certain 
licensing  procedures  and  recordkeeping 
requirements  for  exports  of  unprocessed 
red  cedar. 

These  changes  are  consistent  with 
those  contained  in  the  proposed  rule  on 
western  red  cedar  that  BXA  published 
in  the  Federal  Register  on  June  3. 1991 
(56  FR  25054). 

Exports  of  unprocessed  western  red 
cedar  harvested  from  Federal  and  State 
lands  (except  lands  in  the  State  of 
Alaska  and  lands  held  in  trust  for 


*  Although  the  Export  Administration  Act  of  1979 
(EAA),  as  amended,  expired  on  September  30, 1990. 
the  President  invoked  the  International  Emergency 
Economic  Powers  Act  and  continued  in  efTect,  to 
the  extent  permitted  by  law,  the  provisions  of  the 
EAA  and  the  Export  Administration  Regulations  in 
Executive  Order  12730  of  September  30. 1990. 


recognized  Indian  tribes  by  Federal  or 
State  agencies)  continue  to  require  a 
validated  Ucense.  A  presmnption  of 
denial  exists  for  sudi  timber  if  it  was 
harvested  under  harvest  contracts 
entered  into  after  September  30, 1979. 

Hiis  rule  also  revises  the  definition  of 
processed  western  red  cedar. 
Previously,  the  licensing  requirements 
of  §  777.7  did  not  apply  to  WRC  timber 
that  had  been  processed  into  lumber  of 
American  Lumber  Standards,  Grades  of 
Number  3  or  better,  or  Pacific  Limiber  - 
Inspection  Bureau  of  Export  R-List 
Grades  of  Number  3  dimension  common 
or  better.  This  rule  revises  the  definition 
of  processed  western  red  cedar  in 
§  777.7  to  limit  the  maximum  cross 
section  for  any  individual  piece  of 
western  red  cedar  that  may  be  exported 
as  processed  lumber  to  2,000  square 
centimeters  (310  square  inches), 
regardless  of  grade. 

This  clarification  conforms  with  the 
comments  submitted  by  the  U.S. 
E)epartment  of  Agriculture's  Forest 
Service  Pacific  Northwest  Region 
(Forest  Service)  on  the  June  3, 1991, 
proposed  rule.  The  Forest  Service 
comments,  whidi  were  the  only 
comments  received  on  the  proposed 
rule,  supported  the  establishment  of  a 
limit,  based  on  product  size  (2,000 
square  centimeter  or  310  square  inch 
cross  section),  to  distinguish  between 
processed  and  unproc^sed  western  red 
cedar,  but  indicated  that  the  proposed 
rule  was  unclear  as  to  whethw  the  310 
square-inch  cross  section  limitation 
applied  to  "Number  3  Common  or 
Better"  lumber  as  a  single  grade,  or 
"Number  3  Common"  and  all  higher  (or 
better)  grades  of  lumber.  The  Fwest 
Service  suggested  that  the  size 
limitation  apply  to  any  piece  of  timber, 
regardless  of  grade.  BXA  agrees  with 
this  interpretation  and  believes  that  it  is 
consistent  with  the  intent  of  the  statute 
to  restrict  the  maximum  size,  with  or 
without  wane,  that  can  be  considered  to 
be  processed  western  red  cedar  lumber 
and,  therefor,  not  subject  to  the 
licensing  requirements  described  in 
§777.7. 

Rulemaking  Requirements 

1.  This  rule  is  consistent  with 
Executive  Orders  12291  and  12661. 

2.  This  rule  involves  a  collection  of 
information  subject  to  the  requirements 
of  the  Paperwork  Reduction  Act  of  1980 
(44  U.S.C.  3501  et  seq.).  This  collection 
has  been  approved  by  the  Office  of 
Management  and  Budget  under  control 
number  0694-0005.  This  rule  also 
contains  a  collection  of  information  that 
has  been  approved  by  OMB  under 
control  number  0694-0025  and  new 
recordkeeping  requirements  for 
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exporters  using  the  General  License 
CLOG  that  have  been  appnrved  by  OMB 
under  control  number  0694-0065. 
PubKc  burden  hours  for  these 
infomiatian  collection  and 
recordkeeping  requirements  is  estimated 
to  average  30  minutes  for  the  collection 
of  information  under  0694-0025  and  I 
hour  for  the  new  recordkeeping 
requirement  0694-0065.  This  includes 
the  time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information.  Send 
comments  regarding  these  burden 
estimates  or  any  other  aspect  of  the  data 
requirements,  including  sug^stions  for 
reoucing  these  burdens,  to  the  Office  of 
Security  and  Management  Support, 
Bureau  of  Export  Administration,  U.S. 
Department  of  Commerce,  Washington. 
DC  20230;  and  to  the  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget. 
Washington.  DC  20503  (ATTN: 
Paperwork  Reduction  Project — 0694- 
0025  and/or  0694-0065). 

3.  This  rule  does  not  contain  policies 
with  Federalism  implications  sufficient 
to  warrant  preparation  of  a  Federalism 
assessment  under  Executive  Order 
12612. 

4.  The  General  Counsel  of  the 
Department  of  Commerce  has  certified 
to  the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  that  this 
rule  will  not  have  a  significant 
economic  imptact  on  a  substantial 
number  of  small  entities.  The 
establishment  of  General  License  GLOG 
is  expected  to  result  in  the  export 
licensing  decontrol  of  approximately 
$75  million  to  $80  mOKon  (extrapolated 
from  1989  data)  of  unprocessed  %vestem 
red  cedar  harvested  fi-om  private  lamls 
and  Indian  lands,  as  vnll  as  Federal, 
State,  and  odier  public  lands  in  Alaska. 
This  amount  represents  approximately 
one  to  one  and  one-half  percent  of  the 
$6  biIIi<H}  dollar  valne  of  United  States 
exports  of  forest  products  during  1990. 
As  a  resuH.  no  initial  or  final  Regulatory 
Flexibility  Analysis  has  to  be  or  will  be 
prepared. 

5.  The  provisions  of  the 
Administrative  Procedure  Act,  5  U.S.C 
553,  requiring  notice  of  proposed 
rulemaking  and  the  opportunity  for 
public  partidpation  have  been  satisfied 
because  this  rule  was  issued  in 
proposed  form  and  comments  were 
considered  In  the  development  of  this 
final  rule.  Moreover,  because  this  rule 
relieves  certain  licensing  bindens  on 
exporters,  there  is  good  cause  for 
making  it  effoctive  immediately. 

Although  there  is  no  formal  comment 
period,  pubKc  comments  on  this 


regulation  are  welcome  on  a  continuing 
basis.  Comments  should  be  submitted  to 
Willard  Fisher,  Office  of  Technology 
and  Policy  Analysis,  Bureau  of  Export 
Administration,  Department  of 
Commerce.  P.O.  Box  273.  Washington. 
DC  20044. 

ListefSebiects 

J  5  CFR  Part  771 

Exports.  KepcHting  and  recor^eeping 
requirements. 

15  CFB  Part  777 

Administrative  practice  and 
procedure.  Exports.  Foiest  and  forest 
products.  Petroleum.  Reporting  and 
recordkeeping  requirements. 

Accordingly,  pwts  771  end  777  of  the 
Export  Administration  Regulations  (15 
CFR  parts  730-799)  are  amended  as 
follows:  ^^ 

1.  The  authority  citation  for  15  CFR 
part  771  is  revised  to  read  as  follows: 

Authority:  Pub.  L  90-351,  82  Stat.  1»7  (18 
U.S.C  2510  et  1*94.  as  amanded;  sac.  lOl. 
Pub.  L.  93-153. 87  Stat  576  130  U.S.C.  185k 
as  amended;  sec.  103.  Pub.  L.  94-163,  89 
Stat.  877  (42  U.S.C  8212).  as  amended;  sacs. 
201  and  201(11)(«>.  Pt*.  L.  84-258, 90  Stat 
309  (ltti;.S.C  7420  and  7430(eJ).  as 
amended;  Pub.  L.  95-223,  91  Stat.  1828  (50 
U.S.C  1701  et  $eq.y.  Pub:  L.  •S-243,  92  Slat. 
120  (22  use  3201  at  seg.  ami  42  U.S.C 
2139b):  wc  208.  Pufe  L.  95-372.  92  Stat  668 
(43  U.SX.  1354);  Pub.  L.  96-72,  93  StaC  503 
(50  U.SC  App.  2401  et  seq.)^  as  amanded; 
sea  125.  Pub.  L  99-€4,  99  Stat.  158  (48 
U.S.C  466c);  E.0. 11912  of  April  13. 1976  (41 
PR  15825.  April  15. 1978);  KO.  12002  of  ^ly 
7. 1977  (42  FR  35623.  fahf  7. 1977).  as 
amended;  E.a  12S68  ofMey  11, 1979  (43  PR 
20847,  May  16. 1979;  E.a  12314  af  May  2. 
1980  (45  FR  29793.  May  6. 1980):  E.a  12730 
of  September  3a  1900  (55  FR  40073.  October 
2. 1990).  as  coatinued  by  Notice  ef 
September  25. 1992  (57  FR  44649,  September 
28. 1992):  and  E.0. 12735  of  November  18. 
1990  (55  FR  48587.  November  20, 1990).  as 
contimted  by  Notice  of  November  14, 1991 
(56  FR  58171.  November  IS.  1991). 

2.  The  authority  citatixm  for  15  CFR 
part  777  is  revised  to  read  as  follows: 

Authority:  Pub.  90-3S1.  82  Stat.  197  (18 
U.S.C  2510  el  aeq.),  as  amended;  sec  101, 
Pub.  L.  93-153.  87  Stat.  576  (30  U.S.C  185). 
as  amended;  sec.  103,  Pub.  L  94-163. 89 
Slat.  877  (42  U.S.C  6212),  a»  amended;  sees. 
201  and  201  (11  He),  Pub.  L  94-258.  90  Stat. 
309  (10  use  7420  and  7430(e)).  as 
amended;  Pub.  L.  95-223,  91  Stat.  1628  (50 
U.S.C  1701  et  seq.y.  Pub.  L  95-242,  92  Stat. 
120  (22  U.S.C  3201  ef  seqi  and  42  U.S.C 
2139a);  sac  208.  Pub.  L.  96-372. 92  Stat  888 
(43  use  1354);  Pub.  L  96-72.  93  Stat  503 
(50  U.S.C.  App.  2401  et  seq.).  m  amended; 
E.a  11912  of  April  13. 1976  (41  FR  15825. 
April  15. 1976);  Ea  12002  o<)uly  7. 1977 
(42  FR  35623,  )uly  7, 1977).  aa  amended;  Ea 
12068  of  May  11. 1978  (43  FR  29947.  May 
18. 1978h  B.0. 12214  of  May  2. 1980  (45  FR 


29783.  May  6. 1980):  E.a  U730ef 
September  30, 1990  (55  FR  40373.  October  2. 
1990),  as  continued  by  Notice  of  Septeii^CT 
25, 1987  (57  PR  44049,  September  38, 1997)>. 
and  B.a  12735  of  NoweoAer  19. 1990 159  PR 
48587,  November  20. 1900).  as  continued  fay 
Notice  of  November  14. 1991  (56  FR  58171, 
November  IS.  1991)i 

PART771-^AMENOEiq 

3.  Section  771.7  (formerly  reserved)  ia 
added  to  read  as  follows: 

1771.7    GenerellJoeneeGLOO; 
Unproceseed  wectem  red  oeder  timber 
harvested  from  poblic  leoda  In  Alaeke, 
prtvafle  lende,  endfendtan  lende. 

(a)  Scope.  A  General  License  GLOG  ie 
established,  subject  to  the  provisions  of 
this  section  (including  the 
recordkeeping  requirements  described 
in  paragraph  (b)),  aulhorfzing  the  export 
of  unprocessed  wraetera  red  cedar  timber 
harvested  from  Federal,  State  and  other 
public  lande  ia  Abeka,  ell  private  lands, 
and  lands  held  is  tmet  ioriecogttized 
Indian  tribee  by  Pedara)  or  Slate 
agencies. 

(b)  Recordkeepiag  nqukements. 
Exporters  who  use  General  License 
CLOG  must  obtain  and  retain  on  file  the 
documents  described  In  paragniphs 
(b)(1)  and  (b)(2)  of  this  section.  These 
documents  must  be  maintained  in 
accordance  with  the  recordkeeping 
requiieiuents  of  %  787.13  of  dris 
subchapter. 

(1)  A  statement  by  the  exporter  (or 
other  appropriate  docmiMntation) 
indicating  that  the  unprocessed  western 
red  cedar  timber  expovted  imder  GLOG 
was  not  harvested  ban  State  or  Federal 
lands  outside  the  State  of  Aleska,  and 
did  not  become  available  for  export 

tlirOUgh  Suh<titutiO"  nf  mmmnJitifla  aa. 

harvested  or  produced.  U  the  expoter 
did  not  harvest  or  prodsce  the  tmiber, 
the  records  or  sUtement  nnst  identify 
the  harvester  or  prodecer  and  nmet  We 
accompanied  by  aa  idaaticet  stetemenf 
from  iha  harvester  or  prodacer.  tf  any 
intermediate  party  or  parties  held  title 
to  the  timbw  between  bervestingand 
purchase,  the  exporter  oust  also  crfitnin 
such  a  statement,  or  e()ttivelent 
documentation,  from  the  intermediate 
party  or  parties  and  reiaia  it  on  file.  The 
exporter  shall  reUin  tliis  docueaentatioD 
in  the  files  for  the  period  prescribed  ia 
§  787.13(e). 

(2)  A  certificate  of  inspection  issued 
by  a  third  party  log  scaling  and  grading 
organization,  approved  by  the  United 
States  Foiest  Service,  that 

(i)  Specifies  the  quantity  in  cubic 
meters  or  board  Ceet.  scribner  rule,  of 
unprocessed  western  red  cedar  timber  to 
be  exporttKl;  and 

(ii)  Lists  each  typ  of  brand,  tag,  and/ 
or  paint  marking  that  appears  on  any  log 
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or  unprocessed  lumber  in  the  export 
shqiment  or,  (alternatively,  on  the  logs 
from  which  the  unproce»Md  timber  was 
produced. 

Note:  See  §  777.7  for  the  definition  of 
unprocessed  red  cedar. 

PART  777— {AMENDED] 

4.  Section  777.7  is  revised  to  read  as 
follows: 

S777.7    UnproceMed  Mwetem  red  cedar. 

(a)  General.  The  export  of 
unprocessed  western  red  cedar  timber, 
as  defined  in  paragraph  (b)  of  this 
section,  from  the  United  States  to  any 
destination,  including  Canada,  is 
prohibited,  except  pursuant  to  a 
vaUdated  license  issued  by  the  Office  of 
Export  Licensing,  imless  the  timber  was 
harvested  fiv>m  public  lands  in  the  State 
of  Alaska,  private  lands,  or  Indian  lands, 
and  otherwise  meets  the  requirements 
for  export  under  General  License  GLOG 
(see  §  771.7  of  this  subchapter). 

(b)  Licensing  policy.  (1)  The  Office  of 
Export  Licensing  wiU  generally  deny 
applications  for  individual  validated 
licenses  to  export  improcessed  western 
red  cedar  harvested  from  Federal  or 
State  lands  under  harvest  contracts 
entered  into  after  September  30, 1979. 

(2)  The  Office  of  Export  Licensing  will 
consider,  on  a  case-by-case  basis, 
applications  for  individual  validated 
licenses  to  export  unprocessed  western 
red  cedar  harvested  from  Federal  or 
State  lands  under  harvest  contracts 
entered  into  prior  to  October  1, 1979. 

(c)  Definitions.  When  used  in  this 
section,  the  following  terms  have  the 
meaning  Indicated: 

(1)  Unprocessed  western  red  cedar 
means  western  red  cedar  (thuja  plicata) 
timber,  logs,  cants,  flitches,  and 
processed  lumber  containing  wane  on 
one  or  more  sides,  as  defined  in  ECCN 
1C68D,  that  has  not  been  processed  into: 

(i)  Lumber  of  American  Lumber 
Standards  Grades  of  Number  3 
dimension  or  better,  or  Pacific  Lumber 
Inspection  Bureau  Export  R-List  Grades 
of  Number  3  common  or  better  grades, 
*with  a  maximum  cross  section  of  2,000 
square  centimeters  (310  square  inches) 
for  any  individual  piece  of  processed 
western  red  cedar  (WRC)  being 
exported,  regardless  of  grade; 

(ii)  Chips,  pulp,  and  pulp  products; 

(iii)  Veneer  and  plywood; 

(iv)  Poles,  posts,  or  pilings  cut  or 
treated  with  preservative  for  use  as  such 
and  not  intended  to  be  further 
processed:  and 

(v)  Shakes  and  shingles. 

(2)  Federal  and  State  lands  means 
Federal  and  State  lands,  excluding  lands 
in  the  State  of  Alaska  and  lands  held  in 


trust  by  any  Federal  or  State  official  or 
agency  for  a  recognized  Indian  tribe  or 
for  any  member  of  such  tribe. 

(3)  Contract  harvester  means  any 
person  who,  on  October  1, 1979,  had  an 
outstanding  contractual  commitment  to 
harvest  western  red  cedar  timber  from 
State  and  Federal  lands  and  who  can 
show  by  previous  business  practice  or 
other  means  that  the  contractual 
commitment  wis  made  with  the  intent 
of  exporting  or  selling  for  export  in 
unprocessed  form  all  or  part  of  the 
commodities  to  be  harvested. 

(4)  Producer  means  any  person 
engaged  in  a  process  that  transforms  an 
improcessed  western  red  cedar 
commodity  (e.g.,  western  red  cedar 
timber)  into  another  unprocessed 
western  red  cedar  commodity  (e.g., 
cants)  primarily  through  a  saw  mill. 

(d)  Application  for  export  license.  (1) 
Applicants  to  export  unprocessed 
western  red  cedar  must  submit  a 
properiy  completed  Form  BXA-622P, 
Application  for  Export  License,  other 
documents  as  may  be  required  by  the 
Office  of  Export  Licensing,  and  a  signed 
statement  from  an  authorized 
representative  of  the  exporter,  reading 
as  follows: 

I. 

(Name) 


(Title) 


of 


(Exporter) 


Hereby  Certify  that  to  the  best  of  my 
knowledge  and  belief  the 


(Quantity) 

(cubic  meters  or  board  feet  scribner)  of 
unprocessed  western  red  cedar  timber  that 


(Exporter) 

proposes  to  export  was  not  harvested  from 
Stale  or  Federal  lands  under  contracts 
entered  into  after  October  1, 1979. 


(Signature) 

(Date) 

(2)  For  Items  6  and  7  on  Form  BXA- 
622P,  "Various"  may  be  entered  when 
there  is  more  that  one  purchaser  or 
ultimate  consignee. 

(e)  Supporting  documentation.  For 
each  Form  BXA-622P  submitted,  and 
for  each  export  shipment  made  under 
the  authority  of  a  validated  export 
license,  the  exporter  must  assemble  and 
retain  for  the  period  prescribed  in 
§  787.13(e)  of  this  subchapter,  and 


produce  or  make  available  for 
inspection  as  provided  in  §  787.13(f), 
the  following: 

(1)  A  signM  8tatement(s)  by  the 
harvester  or  producer,  and  each 
subsequent  party  having  held  title  to  the 
commodities,  that  the  commodities  in 
question  were  harvested  under  a 
contract  to  harvest  improcessed  western 
red  cedar  frt>m  State  or  Federal  lands, 
entered  into  before  October  1, 1979;  and 

(2)  A  copy  of  the  Shipper's  Export 
Declaration. 

(f)  Shipping  tolerance.  A  shipping 
tolerance  of  5  percent  in  cubic  feet  or 
board  feet  scribner  is  allowed  on  the 
unshipped  balance  of  a  commodity 
listed  on  an  individual  validated 
license.  This  tolerance  applies  only  to 
the  final  quantity  remaining  unshipped 
on  a  license  against  which  more  than 
one  shipment  is  made  and  not  to  the 
original  quantity  authorized  bv  such 
license.  (See  §  786.7  of  this  subchapter.) 

(g)  Communications.  QuMtions 
concerning  applications  to  export 
unprocessed  western  red  cedar  under 
this  section,  and  the  specific 
documentation  requirements,  should  be 
directed  to  the  Bureau  of  Export 
Administration  at  the  address  provided 
in  §  772.1(e)  of  this  subchapter. 

Dated:  December  30, 1992. 

lanm  M.  DeMunyon, 

Acting  Assistant  Secretary  for  Export 
Administration. 

[PR  Doc.  93-231  Filed  l-S-03;  8:45  am) 

MLUNG  COM  Sie-OT-H 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

18CFRPart2 

[Docket  No.  FA6»-62-001] 

Order  Denying  Interlocutory  Appeal 
and  Amending  Policy  Statement 
Concerning  Disclosure  of  Documents 
and  Information  Obtained  in  Staff 
Audits 

Issued  Deceml>er  28, 1992. 

AGENCY:  Federal  Energy  Regulatory 

Commission,  DOE. 

ACTION:  Final  rule;  policy  statement. 

SUMMARY:  The  Federal  Energy 
Regulatory'Commission  (Commission)  is 
amending  its  regulations  which 
authorized  disclosure  of  information  in 
cases  under  the  Natural  Gas  Act 
scheduled  for  formal  hearing  if  the 
information  is  relevant  to  the  case.  The 
Commission  is  extending  the  provisions 
of  those  regulations  to  Commission 
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proceedings  under  the  Fedarai  Pawv 
Act  and  uodar  the  faitenlat*  Coouimk* 
Act  as  it  applies  to  the  reguktioo  of  oil 
pipeliiM*.  Tk« rii—JMirin  fouad tiMl 
the  authoraaUao  of  dM  nknM  ol 
information  spacifiad  in  a  prior  ] 
statenMBtforMflnnigasptocaw     „ 
and  the  aadwljrfaig  n/tkemaAm  are  aqnallj 
applkabla  in  olhar  Comniiaian 
procaedingB. 

EFfECTWE  OATC:  This  final  rule  is 
effectira  E>Bcetnbar  28, 1992. 
FOR  FURTHER  MFOMIAIIOM  CONTACT: 
Kasha  Qagkiw  Offica  of  Canaral  CouRS^ 
Fedwai  Eaaigy  Ragtflaloiy  CoraauaBton, 
825  Nortb  Capitol  St..  NE^  WaahingtoB. 
DC  20426.  Telaphoo«  1202)  206-2165. 

SUPHIMPtfARy  WrOWKITKIM.  to 
addition  to  pidtUti^nK  dia  Ml  text  of 
this  document  in  the  P^dan  ' 
the  CoBMiisaian  alao  pnmdea  all 
interwrted  peraooa  an  oppertanity  to 
inspect  or  copy  Ilia  canlantt  of  this 
document  daring  nonnal  buaineaa  hours 
in  the  Cooaniseioii's  PubKc  Rafermea 
Room.  rooMi  9104. 941  Nerth  Capitol  St., 
N£.,  Washington.  DC  20426. 

The  Comnttssfon  bsnance  Posting 
System  (C7S),  an  elettfonic  bulletin 
boerd  serviev.  providea  access  to  the 
texts  of  formal  docnmants  fssoed  by  the 
Commission.  OPS  Is  avatlabla  at  no 
charge  to  the  user  and  aMy  ba  accasaad 
using  a  personal  computer  witk  a 
modem  by  dialing  (202)  206-1397.  To 
access  OPS.  sat  your  coraraunicationa 
software  to  use  300. 12QQ  oi  2400  baud, 
full  duplex,  no  parity.  8  date  bits,  and 
1  stop  Bit.  The  full  text  of  this  final  rule 
will  be  availaUa  a»  CVS  for  30  daya 
from  the  date  of  issuance.  The  complete 
text  on  diskette  in  WwdPwiaU  lia— I 
may  also  be  purchased  from  tho 
Commission's  copy  contractor,  LaDom 
Systems  Corporation,  also  located  In 
room  3104.  941  North  Capitol  St^  NE.. 
Washington,  DC  20426. 


1.  Bjckpaund 

On  November  16. 1992.  Wisconsin 
Electric  Power  Cempany  tCoaapaoy) 
filed  an  interlocutory  appeal  of  the 
presiding  judge's  denial  of  a  motion  to 
permit  appeal  rendered  on  November  9, 
1992.  On  NovanrfMC  23. 1962.  the 
Chairman,  as  the  Motioaa 
Commissioner,  determined,  pursuant  to 
Rule  715  of  the  Commission's  Rulea  ol 
Practice  and  Praoadnte.  16  CFR  365.715. 
that  axtraatdinafy 
which  made  prompt  CommisBion 
review  of  the  contested  rulings 
necessary  to  psevent  detrinunt  to  the 
public  inlareat  or  irreparaUe  barm  to 
any  person,  warranting  lafatral  to  the 
Commiaaion  of  the  Company's 
interlocutory 


i4.  rWCtee 

On  February  4, 1992.  the  Qiiaf 
Accountant  issued  an  audit  report  under 
delegated  authority  summarizing  the 
resuUs  of  an  audit  parflonned  by  the 
Office  of  Chief  Accountant's  Division  of 
Audits.  Wisconsin  Electric  Power 
Company.  58  FERC  162.121  C1992).  The 
Chief  Accountant  noted  the  Company's 
disagreement  with  ona  item  incUwlea  in 
the  report,  reg/arding  the  accounting  and 
fuel  adjustment  clause  billings  for  coal 
mine  reclamation  costs.  56  FiSSC at 
63,350,  6a4S7-6a  In  raaponae  to  a 
request  from  the  Chief  Accountant 
regarding  disposition  of  the  question. 
the  Company  initially  advised  the 
Commission  that  it  consented  to  the 
shortened  procedures  provided  under 
section  41 .3  of  the  Commission's 
regnlalioos.  16  CFR  41.3.  Accordingly, 
on  March  30. 1902,  the  Coraaoissioa 
issued  an  Order  Instituting  Proceedings 
under  pert  41  of  the  Coemiiasion'a 
Regulations.  Wisconsin  Electric  Power 
Compny,  56  FERC 161J332  (1992).  On 
April  22. 1992,  the  Compeny  filed  a 
motion  for  lanninotion  of  the  shortened 

Erocedures  under  part  41  and  for  a 
earing  under  part  385.  Accordingly,  on 
May  14, 1992,  the  Commission  set  the 
accounting  issue  for  evidentiary 
hearing.  Wisconsin  Electric  Power 
Company.  59  FERC  161A84  (1992).  On 
August  19, 1992,  the  Commission  issued 
an  order  expanding  the  scope  of  the 
hearing  to  include  prudence  issues. 
Wisconsin  Electric  Ptjwer  Company,  60 
FERC1 61.181  (1992). 

1.  The  Legal  Opinions  at  Issue 

In  October  1990,  at  the  request  of 
audit  staff,  the  Company  provided  a 
copy  of  four  opinions  rendered  by  ita  in- 
house  and  outside  legal  cmnsel 
concerning  the  coal  mine  reclamation 
costs  dispute,  fat  a  letter  to  the  audit 
staff  dated  October  25. 1990.  the 
Company  asserted  that  the  opinions 
involved  factual  and  legal  analysis,  by  its 
attorneys  and  so  constituted  privils^d 
working  papers  and  attorney-client 
communications,  hfonetheless,  **in  order 
to  resolve  the  issue,**  the  Company 
provided  the  opinions  to  audit  staff,  "on 
the  condition  that  the  c^nnions  be  kept 
confidential,  not  reproduced,  and 
returned  to  ^e  Company  when  (the) 
audit  is  closed.'*  The  Compeny 
requested  privilagad  and  eonfidentiat 
treatment  of  the  documenCa  mder  19 
CFR  388.112.* 


When  trial  staff  advised  die  Cbmpany 
that  it  propoMd  to  nse  the  documents  in 
eridence  and  under  seal,  me  Company 
asserted  that  trial  staff  had  no  rt^  to 
use  tlM  documents.* 

2.  The  Presiding  Judge's  Orders 

On  September  29, 1963,  trial  sUff 
filed  a  motion  requesting  a  conference 
to  resolve  the  status  of  the  four 
opinions.  Trial  staff  argued  that  the 
Compaay'a  vofauMary  diaLliiawro  of  the 
documents  to  the  audit  staff  waived  any 
attorney-client  or  work  product 
privilege  that  might  apply  to  the 
documents.  On  Odaber  0. 1002.  the 
Company  filed  an  answer  oppesinn  trial 
staff's  request  to  use  the  piivila0M 
documents,  aigaing  that  the  Company 
waived  nakhar  the  attomev-client  nor 
work  product  privilege  and  thai  tho 
documents  should  not  be  uaed  ia  the 
trial  staff's  prudence  evidence. 

At  a  prehearing  confisreDce  on 
Ottober  15. 1992.  Uw  pieaidiag  ^tdfB 
granted  the  refief  requested  in  thelriet 
stafTs  motitm.  The  fudge  adopted  what 
he  called  die  "ma^Baky  viaw"  Uiat.  once 
the  documents  were  voluntarily 
disclosed,  the  privilege  is  waiirad.  even 
if  the  third-party  agrees  not  to  disckiee 
the  infonnation  to  anyone  alsei  Th» 
judge  cited  as  support  cases  6om  dm 
District  of  Columbia  and  Third  Occaits: 
Pemiaa  Cofperotion  v.  Uaitad  States. 
665  F.2d  1214  PJjCOr.  1981)  (Permian) 
and  WesUngfumse  Etectwic  Corpantion 
v.  Fepublic  of  the  PbiBppines,  651  F.2d 
1414  (3d  Gr.  1991)  (tVesttng/uMisc).  T>. 
20.  21.  The  judu  conaidered  the 
rejected  the  Bghth  Oicuit's  liniiled 
waiver  analysis  relied  upon  by  the 
Company:  Di  versi/Ied  lodustiies.  hic.  e. 
Mandith,  572  ¥J2i  596  (8di  dr.  1977) 
(Diversified). TV.  2\* 

The  judge  decCned  to  follow 
DiversUied  few  two  reasons.  First,  in  the 
case  at  bar.  there  was  no  apeemeni  on 
the  part  of  trial  staff  to  keep  the 
information  confidaoftiaL  The  Company 
merely  requested  confidential  treatment 
pursuant  to  section  368.112.  whi(^  does 
not  insure  a  document's  confidentiality. 
Tr.  21.  The  fudgs  added  that,  although 
section  3f8.11 2  provides  that  the 
Commission  will  place  materials  it 
receives  under  a  request  for  privileged 


'  SmUtm  aaaitll  pi  u  il  <■■  «I1  •  pty  lufcgHMwg 
a  docuiiMal  toltM  CaaMriMioB  any  M^Mtf 
prtvik^  Inaloiaol  fay  cUiMing  that  aU  at  p«t  ol 
Ihfl  inftinnaOaa  is  «camp<  boA  Praadooi  of 
Infonnatiow  AcT  9€KA}  layiliaiuanU  and  ifaooM  ba 
withheld  froai  paUic 


>ThaCoa>paiiy  aiao  ofaiaciad  la  an  inlarvaww'a 
diicovwjr  raqnarta  aaaMag  Iba  tagat  apiakau. 

»|H  Dtvawifiad.  ttm  ccmv y  mtuulaitty 
ntrranoaaaa  pnMaigBft  H^^n^  ^  ^^a^B^rK^v 
■II  i  riiilmi[^  Til— itaiiaM  (IBn  Tki  m— 
Gonchided  that  only  a  HiBltaA  waiM*  af  Iba 
attotTMy-clienl  privihga  had  occunad.  laaaaniiig 
that  to  hold  otharwiaa  may  hara  Dm  aSserof 
thwarting  tha  davalayeit  paaaadM*a<  »a^onrtiiui 
to  empioy  iBdagaadaat  a«laM*ca«aaatlo 
investigaia  and  adviaa  thaaa  ia  oaderto  pMtaa 
Hftctholdaw,  polanltaralocUMtdaraand  euatooMra. 
DiwwsMed.  S73  P.S<la»ett. 
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treatment  in  a  aoD-public  file,  it  abo 
provides  that  this  is  not  a  determioaticRi 
on  any  claim  or  privilege  and  that  the 
"Commission  retains  the  right  to  make 
determinations  with  r^ard  to  any  claim 
or  privilege,  and  the  discietion  to 
release  informaticm  as  necessary  to  carry 
out  its  )urisdictional  responsibilities." 
Id.,  disc\issii^  and  quoting  18  CFR 
388.112. 

Second,  the  fudge  followed  the 
Permian  and  Westinghouse  line  of  cases 
which  specifically  reject  Diversified's 
"limited"  or  "selective"  waiver  theory. 
Tr.  22,  The  judge  noted  that,  the 
Permian  court  rejected  Diversified's 
selective  waiver  because  it  has  Httle  to 
do  with  the  purpose  of  the  attorney- 
client  privilege,  and  because  voluntary 
cooperation  with  government 
investigations  does  not  improve  the 
attorney-client  relationship.  Permian, 
665  F.  2d  at  1220-21.  Tr.  22.  The  judge 
found  that,  once  the  attorney-client 
privilege  is  waived,  it  is  waived  for  all 
purposes.  As  a  Permian,  the  Company 
may  not  pick  and  choose  as  to  the  Issues 
to  which  the  privilege  still  attaches.  Id. 

The  presiding  judge  also  rejected  the 
Company's  argument  that  section  301(b) 
of  the  Federal  Power  Act  (FPA),  16 
U.S.C.  §  825(b)  (1988),  prohibits  release 
of  the  documents.  The  judge  explained 
that  section  301  (b)  provide  that 
information  received  by  staff  in  the 
course  of  an  audit  shall  be  kept 
confidential  unless  ordered  to  be 
disclosed  by  a  Commission  or  court 
order.  Tr.  22-23.  The  judge  reasoned 
that  the  Commission's  two  hearing 
orders  in  this  case  are  sufficient  to 
satisfy  the  requirements  of  section 
301(b)  and  to  authorize  the  use  of  the 
documents  received  by  audit  staff  in 
this  investigation.  Tr.  22-24,  26,  The 
judge  relied  on  the  Federal  Power 
Commission  decision  in  Availability  of 
Information  Ac^juired  By  Staff 
Investigation,  Order  No.'509-A,  52  FPC 
38941974),  involving  a  statement  of 
policy  that  the  Commission  was  not 
going  to  assume  a  case-by-case 
determination  of  when  information 
garnered  by  staff  in  various 
investigations  should  be  released,  but 
was  authorizing  as  a  matter  of  policy 
that  the  information  can  be  released  and 
not  kept  confidential.  The  judge  noted 
that,  while  this  statement  of  policy  was 
issued  under  the  National  Gas  Act,  in 
adopting  this  statement  of  policy  the 
Commission  has  relied  on  the  legislative 
history  of  section  301(b)  of  the  Federal 
Power  Act.  Tr.  23-24. 

The  judge  added  that  he  was  willing 
to  proceed  with  use  of  the  information 
pursuant  to  a  protective  mdet,  but 
would  retain  his  right  to  re-examine  the 
question  of  whether  the  infonnatian 


should  be  protected  once  he  had  viewed 
the  documents.  TR  24-25.  i 

On  October  30. 1992,  the  Company 
filed  a  motion  to  permit  an  interloctitofy 
appeal  to  the  Commission,  &t>m  the 
presidii^  judge's  rulings,  under  18  CFR 
385.715.  On  November  5, 1992  trial  staff 
filed  an  answer  opposing  the  Company's 
motion.  On  November  9, 1992.  the 
presiding  judge  issued  an  order  which 
denied  the  Company's  motion.  The 
judge  stated  that,  based  on  the 
applicable  case  law  and  the  rationale  in 
his  October  15, 1992  ruling,  the 
Company  had  not  demonstrated  the 
extraordinary  circumstances  which 
would  warrant  prompt  Commission 
review. 

B.  The  Company's  Interlocutory  Appeal 

In  its  November  16, 1992 
interlocutory  appeal,  the  Company 
objected  to  the  judge's  interlocutory 
rulings  that:  (1)  The  Company  has 
waived  the  attorney-client  and  work 
product  privileges  attached  to  legal 
opinions  by  providing  them  to  audit 
staff  under  an  express  claim  of  privilege 
and  on  the  condition  that  they  be  given 
confidential  treatment;  and  (2)  the 
Commission's  hearing  orders  impUcitly 
authorize  the  release  of  the  opinions 
under  section  301(b)  of  the  FPA,  which 
prohibits  a  Commission  employee  from 
divulging  information  required  in  an 
audit  except  as  directed  by  the 
Commission  or  a  court  The  Company 
claims  that  the  first  ruling  would 
discourage  utilities  from  providing     ^ 
privil^ed  docummits  to  tlie  audit  staff 
in  audits.  According  to  the  Company, 
the  second  ruling  would  violate  the 
prohibition  against  disclosure;  the 
documents  cannot  be  released  absent  a 
Commission  order  without  violating 
section  301(b). 

With  respect  to  the  claim  of  privilege, 
the  Company  argues  that  there  is  well- 
reasoned  precedent  for  a  "limited 
waiver"  theory  under  which  disclosure 
of  privileged  documents  to  an  agency 
for  one  piirpose  does  not  resuH  in  a 
waiver  for  other  purposes,  citing 
Diversified.  The  Conipany  claims  that 
Diversified  applies  here  because  legal 
opinions  were  disclosed  to  audit  staff  in 
a  confidential  audit  and  the  presiding 
judge  ruled  that  the  confidential 
disclosure  entitled  trial  stafi  and  an 
intervener  access  to  documents  on  the 
separate  prudence  issue.  The  Company 
argues  that  requiring  such  disclosure 
here  would  thwart  full  disclosure  in 
audits.  The  Company  also  argues  that 
the  "unlimited  waiver"  theory  adopted 
by  the  D.C  Circuit  was  adopted  without 
intending  to  deprive  an  agency  of  the 
power  to  adopt  a  "limited  waiver" 
approach,  citing  In  Re  Sealed  Case,  676 


F.2d  793  (D.C.  Cir.  1982).  The  Company 
believes  that  die  Commissian  is  free  to 
adopt  a  "limited  waiver"  policy  as  best 
serving  full  disclosure  in  audits. 

With  regard  to  the  claim  that  section 
301(b)  protects  the  confidentiahty  of 
information  obtained  by  the  audit  stafif, 
the  Company  criticizes  the  judge's 
finding  that  the  bearing  orders  in  this 
proceeding  may  be  constnied  as  Hfting 
the  requirement  that  the  documents  be 
kept  confidential.  The  Company  notes 
that  the  judges  finding  was  based  on 
Order  No.  509-A,  whi^  is  a  statement 
of  policy  under  the  Natural  Gas  Act  The 
Company  contends  that  there  is  no 
comparable  statement  of  policy  imder 
the  FPA.  In  addition,  the  Company 
argues  that  Order  No.  509-A  (£d  not 
provide  that  hearing  orders  implicitly 
authorize  the  release  of  documents. 
Consequently,  the  necessary  lagal 
authorization  for  release  of  the 
documents  at  issue  here  is  missing. 

n.  Discussion 

There  are  essentially  two  issues  to  be 
resolved  in  this  proceeding:  First, 
whether  the  Company  waived  the 
attorney-client  and  work  product 
privileges  for  all  purposes  when  it 
voluntarily  disclosed  certain  documents 
to  the  audit  sta^,  and  second,  whether 
the  Commission's  hearing  orders 
authorized  the  release  of  the  documents 
under  section  301(b)  of  the  FPA. 

A.  Weaver  of  Attorney-Client  and  Work 
Product  Privilege 

As  an  initial  matter,  the  Commission 
notes  that  the  Company  requests 
privileged  treatment  of  the  documents 
under  section  388.112  of  the 
Commission's  regulations,  but  argues 
that  the  staff  wouild  violate  attorney- 
client  and  work  product  privileges  by 
releasing  these  documents.  Section 
388.112  has  nothing  to  do  with  attorney- 
client  communications  or  work  product 
Rather,  it  provides  procedures  under 
which  a  party  may  request  that  a 
document  be  exempt  from  FOIA 
requirements  and  be  withheld  from 
public  disclosure.  As  noted  above,  and 
discussed  further  infra,  the  presiding 
judge  agreed  to  use  the  documents 
under  a  protective  order,  which  would 
be  consistent  with  section  388.112. 
However,  that  provision  also  allows 
protected  information  to  be  released, 
subject  to  certain  notice  and  comment 
procedures. 

In  addition,  staff  has,  to  this  point, 
kept  the  documents  confidential  Tr. 
26-30.  Trial  staff  has  proposed  a 
procedure  that  would  ensure  that  the 
documents  would  be  provided  to  the 
decisionmaker  and  at  the  same  time 
would  protect  any  rights  that  the 
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Company  may  have  under  FOIA.  Trial 
staff  would  offer  the  documents  in 
evidence  in  this  proceeding  by  filing  a 
sealed  copy  of  trial  stafTs  testimony 
with  the  presiding  judge  and  placing 
only  a  redacted  copy  in  the  public  files. 
Other  parties  to  the  case  would  be 
granted  access  to  the  sealed  portion  of 
StafTs  testimony  if  they  executed  a 
protective  agreement  preventing  public 
disclosure.  The  Commission  finds  this 
proposal  reasonable  and  in  compliance 
with  the  Company's  request  for 
privileged  treatment  under  §  388.112. 
We  will  leave  to  the  presiding  judge's 
sound  discretion  whether  the 
documents  should  later  be  released  or 
made  public,  pursuant  to  the 
requirements  in  §  388.112. 

The  Commission  believes  that  the 
Company's  appeal  raises  various  issues 
regarding  the  Commission's  policy 
regarding  attorney-client 
communications  and  work  product  that 
should  be  addressed  and  clarified. 

As  noted  above,  there  are  two  schools 
of  thought  regarding  voluntary 
disclosure  and  subsequent  waiver.  One 
school,  following  Diversified,  recognizes 
the  "limited"  or  'selective  "  waiver 
theory  imder  which  disclosure  of 
privileged  documents  for  one  purpose 
does  not  result  in  waiver  for  other 
purposes.  The  other  school  following 
Permian  and  Westinghouse.  recognizes 
the  "unlimited"  waiver  theory  that, 
once  the  attorney-client  or  work  product 
privilege  is  voluntarily  waived  for  any 
purpose,  it  is  waived  for  all  purposes. 
The  Commission  believes  that  the 
presiding  judge  ruled  correctly  in 
following  the  "unlimited"  waiver  theory 
in  this  proceeding  and  rejecting  the 
"selective"  waiver  theory.  In  this  regard, 
the  Commission  specifically  adopts  the 
presiding  judge's  rationale  from  the 
October  15. 1992  prehearing  conference, 
discussed  above,  in  support  of  the 
unhmited  waiver  theory. 

The  Commission  believes  that  the 
better  approach  is  to  reject  creatmg  a 
special  exception  to  the  waiver  doctrine 
for  the  purpose  of  encouraging 
voluntary  disclosure  to  government 
agencies.  Westinghouse.  951  F.2d  at 
1424.*  The  Commission  disagrees  that 
adopting  the  theory  of  unlimited  waiver 
will  discourage  utilities  from  providing 
the  audit  staff  with  confidential 


information.  The  imlimited  waiver  rule 
does  not  affect  a  utility's  right  to  protect 
legitimate  attorney-client 
communications  and  work  product.  The 
utility  may  still  assert  the  privileges, 
even  in  audits.  However,  once  the 
utility  has  opted  to  surrender  the 
privileges  because  the  utility  believes  it 
to  be  in  its  interest  to  do  so,  the  utility 
cannot  reassert  the  privileges  at  a  later 
date  when  it  beheves  it  better  to  conceal 
what  it  earlier  revealed.  Additionally. 
we  have  not  seen  natural  gas  companies 
refuse  to  provide  confidential  data  to 
staff  as  a  result  of  the  statement  of 
policy  announced  in  Order  No.  509-A. 
making  information  acquired  by  staff 
investigation  available  in  contested 

cases. 

The  Commission  also  believes  that  the 
Company's  voluntary  disclosure  waived 
the  work  product  privilege  that  may 
apply  to  these  documents.  In  contrast  to 
the  attorney-client  privilege,  the  work 
product  privilege  exists  not  to  protect  a 
confidential  relationship,  but  rather  to 
promote  the  adversary  system  by 
safeguarding  the  fruits  of  an  attorney's 
trial  preparation  from  the  discovery 
attempts  of  an  opponent.  Permian.  665 
F.2d  at  1219.  citing  United  States  v. 
ATS-T.  642  F.2d  1285. 1299  p.C.  Or. 
1980).  Hence,  the  work  product 
privilege  is  not  automatically  waived  by 
any  disclosure  to  a  third  pwrty.  Id.* 

The  D.C  Qrcuit  has  identified  three 
factors  that  lead  to  a  waiver  of  work 
product  privilege:*  (1)  "the  party 
claiming  the  privilege  seeks  to  use  it  in 
a  way  that  is  not  consistent  with  the 
purpose  of  the  privilege."  citing  In  Re 
Sealed  Case.  676  F.2d  at  818;  (2)  the 
party  had  no  reasonable  basis  for 
believing  that  the  disclosed  materials 
would  be  kept  confidential  by  the 
agency:  and  (3)  waiver  of  the  privilege 
would  not  trench  on  any  policy  inherent 
in  the  privilege.  In  Re  Subpoena  Duces 
Tecum.  738  F.2d  at  1372. 

Concerning  the  first  factor,  the  court 
reasoned  that  fairness  and  consistency 
require  that  the  party  not  be  allowed  to 
gain  substantial  advantages  resuhing 
from  voluntary  disclosure  of  work 


-  *Th«  Company 'ireqtiesl  ihai  the  dociuiMinis  b» 
topi  conndenlial  undar  Mclion  388  112  of  thf 
Cooimission's  reguUtions  does  do)  reinstate  the 
Cdnipany's  waived  privilege  Westinghouse  9S1 
F  2d  at  1427  In  Westinghouse.  the  Departmenl  oJ 
luslics  (IXX)  had  apparently  agreed  not  to  disclose 
the  inforniatioM  and  SEC  regiilation.'i  provided  Iha' 
the  sex:  would  maintain  confuleniialiiy  M 
Nonetheless,  ih*  court  found  that  voluniar* 
disciotufes  io  the  SEC  and  the  (Ml)  mUI  waived  Ukr 
•tiom«y.^lieni  pn«ila|e»  Id 


>Seealso  In  Re  Sealed  Case.  676  F.2d  at  809:  In 
Ka  Stibpoena  Duca*  Teoim.  738  F.2d  1367, 1371 
(D.C  Cit  1984):  and  Westinghouse.  951  F.2d  at 
1428 

-  in  Weatinghotise.  the  court  staled:  "Most  courts 
nold  that  to  waive  the  protection  of  the  work- 
produc*  doctrine,  the  disclosure  miisl  enable  an 
advetsary  to  gain  access  to  the 
•nfonnalion  land)  the  purpose  of  the  work- 

product  doctruie  reqiures  {the  court]  to  distinguish 
between  disclosure  to  adversaries  and  disclosures 
10  non-adversaries."  Westinghouse,  951  F.2d  at 
1428  leaiphasi;  added)  When,  as  is  the  case  here, 
•tie  company  is  the  target  of  an  investigation 
conduoed  by  the  ^ency.  the  courts  have  found  that 
the  ^encv  is  the  company's  adversary.  Id. 
SvhprwwMi  (liiGee  Tecum.  738  F.2d  at  1372 


product  to  one  adversary — in  that  case, 
SEC — while  being  able  to  maintain 
another  advantage  in  protecting  the 
same  work  product  from  other 
adversaries.  In  Re  Subpoena  Duces 
Tecum.  738  F.2d  at  1372.  citing  In  Re 
Sealed  Case.  676  F.2d  at  818-21.  The 
court  added  that,  in  that  instance,  it  was 
imreasonable  not  to  anticipate  litigation 
with  other  adversaries  at  the  time  of 
disclosure  to  the  SEC.  Id.  Here,  the 
Company  disclosed  the  documents  to 
gain  advantage  with  the  audit  staff  and 
then  asserted  work  product  privilege  for 
those  documents  in  a  later  trial-type 
evidentiary  hearing  that  resulted  from 
that  investigation.  The  Company  cannot 
be  allowed  to  disclose  the  documents 
selectively  within  the  Commission. 
With  regard  to  the  second  factor, 
concerning  confidentiality,  the  court 
found  no  common  interest  between  the 
company  and  the  regulatory  agency  in 
that  case,  and  declined  to  find  in  the 
SEC's  procedures  any  proper  ' 

expectations  of  confidentiality  that  the 
company  claimed.  In  Re  Subpoena 
Duces  Tecum.  738  F.2d  at  1372-74. 
Similarly,  the  Company's  request  for 
confidentiality  imder  FOIA  and  the 
Commission's  FOIA  regulations,  given 
the  circumstances  of  its  disclosure,  does 
not  justify  the  expectation  of 
confidentiality  that  the  D.C.  Circuit 
found  necessary  to  maintain  the 
privilege.  The  Company  could  have  no 
reasonable  expectations  that  its 
disclosure  in  an  attempt  to  influence  the 
audit  staff  could  be  limited  so  as  to 
preclude  disclosure  to  the  parties,  trial 
staff  and  presiding  judge  (and  ultimately 
the  Commission)  later  in  the  same  case.' 

With  regard  to  the  third  factor,  as  to 
policy  concerns,  the  court  believed 
there  was  no  policy  inherent  in  the 
work  product  privilege  that  required  a 
special  exception  for  the  SEC's 
voluntary  disclosure  program  or  similar 
governmental  projects.  The  court  stated 
that  the  privilege  does  not  protect 
against  the  manipulation  of  selecting  a 
particular  opponent  for  selective 
disclosure,  most  probably  for  the 
discloser's  own  benefit,  fri  Re  Subpoena 
Duces  Tecum.  738  F.2d  at  1374-75. 
Here  also  there  is  no  policy  inherent  in 
the  work  product  privilege  which  calls 
for  a  special  waiver  exemption.  The 
Company  "voluntarily  and  deliberately 
made  disclosures  to"  the  Commission 
"undoubtedly  in  the  hope  and 
expectation  of  receiving  a  benefit 
•  •   *."  Id.  at  1375.  While  such 
disclosure  is  certainly  not  improper,  it 
is  inconsistent  with  a  later  assertion  of 
a  work  product  privilege. 


»Cy.in/m  note  12. 
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The  Company  would  abo  fiail  the 
Third  Circuit's  test  in  Westinghouse. 
Under  the  Third  Qrcuifs  i^ndard.  a 
party  wdio  diaclosM  documents 
protected  by  the  woric  product  doctrine 
may  continue  to  esiert  the  doctrine's 
protection  only  vHhen  the  discJoeuie 
furthers  the  doctrine's  undsrlying  goal. 
Westinghouse,  951  F.2d  at  1429. 
Aocording  to  (he  court: 

When  a  party  discloses  protected  malenals 
to  •  government  agency  investigating 
allegations  against  M,  it  oaw  ttow  ■Mtflrisl* 
to  forestall  prosecution  (if  the  charges  ara 
unfounded)  or  to  obtain  lenient  treatment  (in 
the  case  of  waU-faondad  aUesakkNM).  These 
objactivaa.  ho«*a«ar  ntioaal.  aia  faraige  to 
tha  objectives  underlying  tha  woric-ptoduct 
doctrine. 

Id.  Like  Westinghouse.  the  Company 
diadosiBd  the  documents  to  the 
Commission's  audit  staff  "to  resolve  the 
issue."  Again,  this  obiective  is  oertainlv 
not  improper,  but  it  is  inconsistent  with 
the  objectives  underlying  the  work 
product  privilege.* 

In  summary,  the  Commission  beKeves 
that  the  Company  waived  both  tbe 
attorney-client  and  the  wok  pradud 
privileges  in  this  proceeding.  The 
Company  provided  the  documents  In 
this  case  "in  order  to  resolve  the  issue." 
However,  the  eviaentiery  neenng  ttiat 
the  Commisrion  ordered  Is  likewise  for 
the  precise  purpose  of  resolving  the 
issue.  The  question  here  is  whether, 
having  provided  the  documents  to  audit 
staff  eany  in  the  proceeding  to  help 
resolve  the  issue,  the  Company  may 
later  in  the  proceeding  assert  a  privilege 
witfi  regnd  to  those  documents.  The 
answer  is  no.* 

We  also  note  thet  oor  position 
regarding  disdoaures  of  privileged 
materials  here  is  consistent  with  our 
prior  ruiingr  ■  disclosure  of  privileged 
material  waives  tha  privileges  as  to  thai 
material;  once  it  is  disclosed,  the 
cooftdentiality  is  breached.** 

B.  Beleose  of  Documents  Under  Section 
301(b}oftheFPA 

The  second  issue  in  this  proceeding 
pertains  to  whether  the  two  hearing 
orders  issued  by  the  Commission— one 
to  initiate  the  audit  investigation  and 


■The  Third  Qrcuit  tpedficaily  Mfwlarf  I)m 
argumenl  that  (h«  work  prodtid  privUagi  ivas  sol 
waived  becavM  I)m  uM|iMijf  rawoaabiy  ejipecled 
Ihe  sgendM  to  kaop  Dm  dociiMiti  rniiriilMlIri, 
Westinghouse.  951  F.2d  at  1430. 

"Contrary  lo  Ihe  Company's  suggestion,  ordering 
an  evidentiary  hearing  does  not  make  this  • 
different  proceeding. 

'"See Consolidated  Gas  Supply  Corporation,  16 
FERC161.234  at  61.502  (1981)  (citing  and  quoting 
from  Permian  approvingly).  Accord,  Tenneco.  Inc., 
01  al..  Opinion  No.  41.  7  FERC 1 6I.25a  at  61.541- 
42  (1979).  See  also  Pennzoil  Louisiana  and  T«ms 
Ofbhore  Co..  Inc.,  «  al^  3  FERC  161,133  al  61.362 
*  61 J96  n.1  (1966). 


the  other  to  initiate  the  prudence 
inquiry — authcmty  staff's  rdease  of  the 
documents  porsu^it  to  section  301(b)  <rf 
theFPA. 
Under  section  301(b), 

No  member,  officer,  or  employee  ti  dw 
Commisakn  skall  divulge  any  bet  or 
informatioix  which  may  come  to  his 
knowledge  during  the  course  of  exasninatioa- 
of  books  or  other  accounts,  as  hereinbefore 
provided,  except  iasoftr  aa  be  may  be 
directed  by  the  Commisskn  or  by  a  oonrt 

The  Company  argues  thet  this  provision 
protects  me  confidentiaKty  of  ony 
infonnation  which  the  audit  staff 
uncovers,  unless  the  Commission  or  a 
court  requires  that  it  be  divulged.  As 
noted  ^ve,  the  presiding  ^ge  found 
that  the  two  hearing  wders  issued  in 
this  case  are  sufflcieot  to  remove  the 
requiroRMBts  that  the  documents  be 
kept  confidential.  Tr.  23.  The  )udge 
based  his  finding  on  Order  No.  509-A. 
announcing  a  statement  oi  policy  under 
the  Natural  Gas  Act."  Order  No.  509- 
A  provides  that  the  Natural  Gas  Ad's 
section  8(b]  restraint  on  disciosing 
information — the  counterpart  of  the 
Federal  Poww  Act's  section  301(b>-did 
not  prohibit  the  CommissioR's  Uankel 
authorisation  of  disclosure  of 
information  in  cases  scheduled  for 
formal  hearings  if  the  infonnation  is 
relevant  to  the  case,  order  No.  S09-A 
cites  the  l^slative  history  of  section 
301  (b)  as  the  basis  for  a  bfanket 
authorization  to  disclose  information. 
52  FPC  at  391.  The  presiding  judge 
reasoned  that  because  the  Commission 
in  Order  No.  S09-A  found  that  section 
8(b)  of  the  Natural  Gas  Act  originated  in 
the  legislative  history  of  section  301(b}. 
the  statement  <rf  policy  in  Order  No. 
509-A  regarding  gas  fwooeedings  may 
also  be  applied  to  electric  proceedings. 
He  concluded  that  the  Commission's 
issuance  of  the  two  orders  in  this 
proceeding  authorizes  use  of  the 
documents  in  this  proceeding  and  their 
release  from  the  confidential  status  they 
may  previously  have  had.  and  thus. 
satisHes  section  301(b).  Tr.  24. 

In  Order  No.  509-A,  white  the 
Commission  dted  the  legislative  history 
of  section  301(b)  as  basis  for  its  blanket 


"  ThU  policy  «ws  codifiarf  tm  IS  cm  rrz,  whidk 
provides  that:  Punuant  to  tba  Commissioa's 
authority  under  tlM  Natmal  Gas  Act.  paitieulariy 
subMOioa  (t4  of  sacHaa  a  tharaof.  epen  faqoaat  by 
a  party  to  Mm  praoMdiags.  or  as  ra^iiifMi  i» 
conjiinctkai  wiiklhe  pteaaotatioa  of  •  QsHMissian 
suff  oao  or  stags  cwias  artatlnertnn  of  i«y  ettier 
presentaiioa  Iharain.  aU  nlniiol  laionsation 
acquired  by  ConuBiMtaa  siafl.  Incfautinf 
workpapers  pursuant  lo  any  lUfl  iavestigalMa 
conducted  under  sactioas  8, 10.  or  14  of  (ha  Natural 
Gas  Act  shati.  withont  farther  order  of  the 
Cowlwlow.  bo  too  bom  Iho  resdaints  of  said 
subsectioa  M  af  sadiaa  S  ragsrdiet  liw  dfvelgance 
of  infonaatiaa.  «*Uk  tespad  toOKy  I 
•al  forfoieMll 


authorization  under  the  Natural  Gas 
Act,  the  Commission  did  not 
specifically  extend  that  statement  of 
policy  to  proceedings  under  the  FPA. 
However,  the  Commission  believes  that 
the  authorization  of  the  release  of 
infonnation  specified  in  Order  No.  509- 
A  for  natural  gas  proceedings  and  the 
underlying  rationale  are  equally 
applicable  in  other  Commission 
proceedings,  i.e.,  in  proceedings  under 
the  FPA,  and  should  be  applied  in  this 
case."  Thus,  section  301(b)'8  restraint 
on  disclosing  information  does  not 
prohibit  the  (Commission's  authorization 
of  disclosure  ol  information  in  cases, 
such  aa  this,  which  are  set  far  formal 
hearing  if  the  information  is  relevant  to 
the  case.  Rather,  section  301(b)  mendy 
provides  that  informatioa  cannot  ba 
released  without  authorization. 

We  believe  that  hearing  orders,  such 
as  the  hearing  orders  in  this  proceeding, 
should  be  lead  to  authorize  the  release 
of  information  obtained  during  the 
course  of  an  audit,  such  as  the 
documents  in  question,  in  those  cases 
set  for  formal  hearing.*'  However,  to  tha 
extent  thi^  an  additional  order  tmder 
the  ITA  is  necessary,  this  order 
authorizes  the  rriease  of  the  inlormatiiM 
at  issue  in  this  proceeding. 

In  addition,  to  avoid  any  hiluie 
misondentandii^s.  diis  order 
sped  fically  extends  the  policy 
statement  in  Order  No.  500-A  to 
jurisdictional  proceedings  underlie 
FPA,  as  well  as  to  proceedings  under 
the  Interstate  Commerce  Act  as  it 
applies  to  the  regulation  of  oil  pipelines. 
Thus,  we  will  amend  18  CFR  2.72.  as  set 
forth  below.  This  revised  statement  of  - 
policy  is  effifctfve  December  28. 1992. 

The  Commission  Orders: 

The  Company's  interiocutory  appeal 
is  hereby  denied,  as  discussed  in  the 
body  of  this  order. 

List  of  Subiads  « la  CFR  Part  2 

Administrative  practice  and 
procedure.  Electric  power.  Natural  gas. 
Pipelines.  Reporting  and  lecoidkeeping 
requirements. 

In  consideration  of  the  foregoing,  the 
Commission  is  amending  part  2,  oiapter 
I,  title  18,  (Dode  of  Federal  Regulations, 
as  set  forth  below. 


"  See  S2  FPC  at  390,  391-02;  AwailabUity  of 
Information  Aoqirired  by  StalTInveslitafian,  Oirter 
Ho.  509.  SI  FPC  1439. 149»-«e.  m^erMt  mh^q. 
Order  No.  509-A,  52  FPC  389  (1974).  Accord.  7 
FERC  a<  •1.S4I-43  S  •1.S49  ilST;  9  FERC  at  01,382. 

'''See  51  FPC  at  1440:  52  FPC  at  391-92.  Acoord, 
7  FERC  at  61.S41-42  *  61,549  0.51: 3  FBCol 

atjaz. 
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By  th«  Commission. 
Lois  D.  Caahell. 

Secretary 

PART  2-GENERAL  POLICY  AND 
IMTERPRETATIONS 

1.  The  authority  citation  for  part  2 
continues  to  read  as  follows: 

Authority:  15  US.C  717-717w,  3301- 
3432: 16  use  792-825r,  2601-2545;  42 
use  4321-4361,  7101-7352. 

2.  Section  2.72  is  redesignated  as 
section  2.1b  and  is  revised  to  read  as 
follows: 


|2.1b    AvaMaWMty  lo  conlwled  c»e«  d 
infoniMtion  acqulrad  by  ateff  Inveatigrttoo. 

Pursuant  to  the  Commission's 
authority  under  the  Natural  Gas  Act. 
particularly  subsection  (b)  of  section  8 
thereof,  under  the  Federal  Power  Act. 
particularly  subsection  (b)  of  section 
301  thereof,  and  under  the  Interstate 
Commerce  Act  as  it  applies  to  regulation 
of  oil  pipelines,  particularly  subsection 
(7)(f)  of  section  20  thereof,  upon  request 
by  a  party  to  the  proceedings,  or  as 
required  in  conjunction  with  the 
presentation  of  a  Commission  staff  case 
or  staff's  cross-examination  of  any  other 
presentation  therein,  all  relevant 
information  acquired  by  Commission 
staff,  including  workpapers  pursuant  to 
any  staff  investigation  conducted  under 
sections  8. 10.  or  14  of  the  Natural  Gas 
Act.  sections  301.  304  or  307  of  the 
Federal  Power  Act.  and  sections  12  and 
20  of  the  Interstate  Commerce  Act  as  it 
applies  to  regulation  of  oil  pipelines 
shall,  without  further  order  of  the 
Commission,  be  free  from  the  restraints 
of  said  subsection  (b)  of  section  8  of  the 
Natural  Gas  Act,  subsection  (b)  of 
section  301  of  the  Federal  Power  Act. 
and  subsection  (7)(0  of  section  20  of  the 
Interstate  Commerce  Act  as  it  applies  to 
regulation  of  oil  pipelines  regarding  the 
divulgence  of  information  with  respect 
to  any  matter  her^fler  set  for  formal 
hearing. 

|FR  Doc  93-111  Filed  1-5-93;  8:45  am] 
■LUNG  cooc  crir-oi-M 


StWMMRY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
regulations  for  delegations  of  authority 
relating  to  enforcement  activities 
concerning  counterfeit  drugs.  The 
amendment  clarifies  the  authority  of 
FDA  criminal  investigators  and  the 
description  of  the  official  credentials 
issued  to  them. 

EFFECTtVE  DATE:  January  6, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Ellen  Rawlings,  Division  of  Management 
Systems  and  Policy  (HFA-340).  Food 
and  Drug  Administration.  5600  Fishers 
Une,  Rockville,  MD  20857.  301-443- 
4976. 

SUPPLEMENTARY  MFORMATION:  In  a  May 
24.  1991.  Federal  Register  notice  (56  FR 
23788).  FDA  amended  the  regulations 
for  delegations  of  authority  for  8  5.35 
EnfoTvement  activities  (21  CFR  5.35). 
FDA  added  to  the  authorities  delegated 
to  officers  and  employees  of  FDA-issued 
official  credentials  by  delegating 
authority  to  criminal  investigators  to 
conduct  certain  activities  under  section 
702(e)(1)  through  (e)(5)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (the  act), 
as  amended  (21  U.S.C  372(e)(1)  through 
(eK5)).  This  amendment  clarifies  the 
authority  of  the  criminal  investigators  to 
perform  other  functions  under  the  act. 
or  any  other  law.  as  the  Commissioner 
of  Food  and  Drugs  may  prescribe.  This 
amendment  also  clarifies  the 
description  of  the  official  credentials, 
consisting  of  a  two  part  Form  FDA- 
200D.  Special  Authority  for  Criminal 
Investigations,  issued  to  the  criminal 
investigators. 

List  of  Subiects  in  21  CFR  Part  5 

Authority  delegations  IGovemment 
agencies).  Imports.  Organization  and 
functions  (Government  agencies). 

Therefore,  under  the  Federal  Food. 
\  Drug,  and  Cosmetic  Act  and  under 
Authority  delegated  to  the  Commissioner 
V  Food  and  Drugs.  21  CFR  part  5  is 
amended  as  follows: 

PART  5— DELEGATIONS  OF 
.    AUTHORITY  AND  ORGANIZATION 


4831(a).  10007-10008;  E.G.  11490. 11921, 
and  12591. 

2.  Section  5.?5  is  amended  by  revising 
the  introductory  text  of  paragraph  (b). 
by  redesignating  paragraphs  (b)(1) 
through  (b)(5)  as  (b)(l)(i)  through 
(b)(l)(v).  by  adding  new  paragraphs 
(b)(1)  introductory  text  and  (b)(2),  and 
by  revising  paragraph  (cK3)  to  read  as 
follows: 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Fcv*  nnd  Drug  Administration 

21CFHPart5 

Ddegstions  o<  Authority  and 
Organization;  Counterleit  Drugs 
Enforcement  Activities 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 


1.  The  authority  citation  for  21  CFR 
part  5  continues  to  read  as  follows: 

Authority:  5  U.S.C  504.  552.  App.  2;  7 
U.S.C  138a.  2271;  15  U.S.C  638, 1261-1282. 
3701-37118;  sees.  2-12  of  the  Fair  Packaging 
and  Labeling  Act  (15  U.S.C  1451-1461);  21 
use  41-50. 61-«3, 141-149, 467f,  679(b), 
801-886. 1031-1309;  lecs.  201-903  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
use  321-394);  35  U.S.C  156;  sees.  301. 
302.  303.  307,  310,  311,  351,  352,  361.  362, 
1701-1706,  2101  of  the  Public  Health  Service 
Act  (42  use  241,  242.  242a,  2421.  242n, 
243.  262.  263.  264.  265.  300u-300u-5. 
300aR-1):  42  U.S.C  1395y.  3246b.  4332. 


f  $.35    Enforcement  acthf Hies. 

(a)  •  •  • 

(b)  Any  officer  or  employee  of  the 
Food  and  Drug  Administration  who  has 
been  designated  by  the  Commissioner  to 
conduct  examinations,  investigations,  or 
inspections  under  the  act  relating  to 
counterfeit  drugs  and  issued  the  Food 
and  Drug  Administration  Official 
Credential  consisting  of  Form  FDA- 
200D.  Special  Authority  for  Criminal 
Investigators,  is  authorized  to  do  the 
following: 

(1)  As  set  forth  under  section  702(e)(1) 
through  (e)(5)  of  the  act: 

(2)  Perform  such  other  functions 
under  the  act.  or  any  other  law,  as  the 
Commissioner  of  Food  and  Drugs  may 
prescribe. 

(c)  *  •  • 

(3)  Form  FDA-200D.  entitled  "Special 
Authority  for  Criminal  Investigators,"  is 
in  two  parts  and  bears  the  holder's 
name,  a  color  photograph,  the  signature 
of  the  holder,  his  or  her  special 
authority  under  21  U.S.C  334  and  372 
and  other  duties  as  assigned  by  the 
Commissioner,  an  identification 
number,  the  Commissioner's  or  his 
designee's  signature,  the  names  of  the 
Department  of  Health  and  Human 
Services,  the  Public  Health  Service,  and 
the  Food  and  Drug  Administration.  Part 

1  of  the  form  is  superimposed  with  the 
symbol  FDA  with  blue  imprint,  and  part 

2  is  superimposed  with  the  FDA 
criminal  investigator's  badge  with  blue 
imprint. 

Dated:  December  30, 1992. 
WilUara  K.  Hubbard. 
Acting  Deputy  Commissioner  for  Policy. 
IFR  Doc.  93-244  Filed  1-5-93;  8:45  ami 
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Substance  Abuse  and  Mental  Health 
Services  Administration 

Food  and  Drug  Administration 

21  CFR  Part  291 
(Oockat  No.  88H-0444] 

lAethadone  In  Mainterumce  Treatment 
of  Narcotic  Addicta;  Joint  Revision  of 
Conditions  for  Use;  Interim 
Maintenance  Treatment;  Human 
Immunodeficiency  Virus  Disease 
Counseling 

AGENCIES:  Food  and  Drug 
Administration  and  Sul^ance  Abuse 
and  Mental  Health  Services 
Administration,  HHS. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  and  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA) 
formerly  the  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration 
(ADAMHA)  are  revising  the  conditions 
for  the  use  of  methadone  in  the 
maintenance  treatment  of  narcotic 
addicts.  The  final  rule  allows, 
contingent  on  FDA  and  State  approval, 
pubKc  and  nonprofit  private  narcotic 
treatment  programs  to  provide  interim 
maintenance  treatment  to  patients 
awaiting  placement  in  comprehensive 
maintenance  treatment  and  to  require 
all  narcotic  treatment  programs  to 
provide  counseling  on  preventing 
exposure  to,  and  the  transmission  of, 
human  immunodeficiency  virus  (HIV) 
disease. 

EFFECTIVE  OATE:  January  6, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Thomas  C.  Kuchenbeig.  Center  for  Drug 
Evaluation  and  Research  (HFD-362), 
Food  and  Drug  Administration.  7500 
Standish  PI..  Rockville,  MD  20855,  301- 
295-8046. 

SUPPtEMENTARV  INFORMATION: 
I.  Background 

A.  Sumnwry  of  the  Proposal 

In  the  Federal  Register  of  March  2, 
1989  (54  FR  8973)  (corrected  in  the 
Federal  Register  of  March  27, 1989  (57 
FR  12531)),  FDA  and  the  National 
Institute  on  Drug  Abuse  (NIDA)  jointly 
published  a  proposed  regulation  to 
revise  the  conditions  for  the  use  of 
methadone  in  the  maintenance 
treatment  of  narcotic  addicts.  The 
proposal  would  allow  narcotic 
treatment  programs  to  provide  interim 
maintenance  treatment  to  patients 
awaiting  placement  in  comprehiansive 
meintenance  treatment  and  requite  such 
programs  to  provide  cou)iselihg  on 


avoidance  and  transmission  of  HIV 
disease.  Prompted  by  the  HIV  epidemic 
in  the  intravenous  (IV)  drug  abuser 
population  and  evidence  that 
methadone  treatment  is  an  effective 
method  of  hmiting  the  transmission  of 
HIV  among  this  population,  the 
proposal  was  intended  to  allow  narcotic 
treatment  programs  greater  flexibility  in 
admitting  narcotic  addicts  into 
treatment.  The  proposal  specifically 
solicited  comments  on  several 
unresolved  issues  that  are  important  to 
the  successful  implementation  of 
interim  maintenance  treatment.  Those 
issues  included:  (1)  The  elements  of  a 
policy  for  transferring  patients  from 
interim  maintenance  treatment  to 
comprehensive  maintenance  treatment, 
(2)  the  question  of  requiring  mandatory 
HIV  testing  in  methadone  treatment 
programs,  (3)  the  utility  of  requiring 
random  urine  testing  of  interimcare 
patients,  (4)  the  question  of  allowing 
"stand  alone"  interim  maintenance 
clinics,  and  (5)  other  limitations 
(allowable  number  of  interim  patients, 
ratio  of  interim  patients  to 
comprehensive  patients)  on  the  interim 
maintenance  treatment  modality. 

In  the  Federal  Register  of  April  6, 
1989  (54  FR  13897).  FDA  and  NIDA 
extended  the  comment  period  on  the 
proposal  until  May  3, 1989.  This  action 
was  based  on  several  requests  for     . 
extension  of  the  comment  period.- 

B.  Administrative  Record 

FDA  and  NIDA  received  over  80 
comments  on  the  proposal.  These 
comments  represented  many  interests — 
members  of  Congress;  Federal,  State, 
and  local  government  authorities: 
narcotic  treatment  programs  and 
counseling  services:  professional 
associations  representing 
administrators,  physicians,  and 
treatment  programs;  and  national 
organizations  for  HIV  prevention  and 
treatment  research.  Comments  on  the 
proposed  interim  maintenance 
provisions  revealed  large  diflerences  of 
opinion  both  on  the  desirability  of 
adopting  the  interim  maintenance 
provisions  and  on  a  number  of  related 
issues  as  well.  Some  comments  were 
concerned  with  the  possible  detrimental 
effect  proposed  interim  maintenance 
treatment  would  have  on 
comprehensive  maintenance  treatment. 
Other  comments  questioned  the 
existence  of  an  extensive,  nationwide, 
or  regional  waiting  list  problem 
associated  with  methadone  maintenance 
programs.  Because  of  these  differing 
views  and  in  light  of  comments  urging 
that  an  expert  meeting  be  convened  to 
addressed  the  complex  issiies  posed  by 
the  proposal,  the  agencies  concluded 


that  it  was  necessary  to  solicit 
additional  information  before  making  a 
final  decision.  Therefore,  FDA  and 
NIDA  jointly  published  a  notice  in  the 
Federal  Re^er  of  December  4. 1989 
(54  FR  50226),  announcing  a  public 
hearing  to  be  convened  on  February  28, 
1990,  to  obtain  further  public  comment 
and  factual  information  on  the 
unresolved  issues.  The  December  4, 
1989,  notice  specifically  sought  . 
comments  cm  the  likely  success  of  the 
interim  maintenance  treatment 
approadi  to  decrease  the  spread  of  HIV 
infection  among  IV  drug  abusers.  In 
addition,  the  agencies  sought  help  in 
assessing  the  extent  to  which  demand 
for  methadone  maintenance  treatment 
exceeds  ciurent  treatment  resources,    - 
and  the  likely  impact  that  interim 
maintenance  treatment  would  have  in 
shortening  the  waiting  lists  for  entry 
into  methadone  treatment  programs. 
Finally,  the  agencies  sought  help  in 
developing  standards  for  interim 
maintenance  treatment  should  interim 
maintenance  rules  be  adopted. 

At  the  February  28, 1990,  public 
hearing,  28  individuals  representing  20 
organizations  made  oral  presentations 
on  these  and  related  issues  before  a 
panel  composed  of  representatives  from 
FDA,  NIDA,  and  other  Public  Health 
Service  organizations.  A  transcript  of 
the  hearing  and  additional  written 
information  were  placed  in  the 
administrative  record. 

FDA  and  NIDA  evaluated  the  data, 
evidence,  and  testimony  submitted  as 
part  of  the  February  28, 1990,  public 
hearing,  together  with  the  written 
comments  submitted  in  response  to  the 
March  2, 1989,  proposed  rule.  Several 
comments  stressed  the  potential 
importance  of  interim  maintenance  in 
checking  the  spread  of  AIDS. 
Representatives  of  an  interim  program, 
operating  under  a  §  291.505(d)(ll) 
exemption  (21  CFR  291.505(d)(ll)), 
indicated  that  they  had  witnessed  a 
substantial  decline  in  high  risk  heroin 
use  among  those  participating  in  the 
program.  While  submissions  indicated 
some  regional  shortages  of  methadone 
treatment  capacity,  the  administrative 
record  does  not  disclose  significant 
national  shortages  in  the  availability  of 
methadone  maintenance  treatment  slots. 
Several  comments  noted  that  the 
exemption  process  currently  provided 
for  inS  291.505(d)(ll).  and  described  in 
the  preamble  of  the  public  hearing 
notice  that  was  published  December  4, 
1989  (54  FR  50226  at  50227).  would 
provide  for  treatment  modifications 
similar  to  the  proposed  interim 
maintenance  approach.  The  comments 
suggested  that  this  exemption  process 
could  be  applied  on  a  case-by-case  basis 


496 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /    Rules  and  Regulations 


to  relieve  regional  or  State 
overcrowding. 

Extensive  information  was  presented 
in  the  administrative  record  regarding 
the  current  "poly-drug  abuse"  profile  of 
IV  narcotic  adjiicts  and  the  concomitant 
need  to  focus  counseling  and  other 
rehabiliUtive  services  available  in 
comprehensive  maintenance  treatment 
on  narcotic  addicts  with  multiple 
addictions  entering  treatment.  Many 
comments  contended  that  the  resources 
and  funding  that  participating 
methadone  treatment  programs  would 
^ave  to  provide  to  offer  the  proposed 
interim  maintenance  treatment  would 
be  at  the  expense  of  the  current 
comprehensive  maintenance  treatment 
and  would  therefore  diminish  the  role 
of  comprehensive  narcotic  treatment 
programs  in  reducing  IV  drug  abuse.  In 
light  of  this  concern,  a  considerable 
number  of  comments  concluded  that 
interim  maintenance  would  fail  to 
decrease  the  incidence  of  IV  drug  abuse 
and  the  transmission  of  HIV  disease 
nationwide. 

In  addition,  the  agencies  have  also 
considered  reports  regarding  the 
effectiveness  of  drug  abuse  treatment 
prepared  in  1990  by  the  General 
Accounting  Office  (GAO)  and  the  Office 
of  Technology  Assessment  (OTA).  The 
GAO  report  concluded  that  its  research 
f.ndings  did  not  support  the 
effectiveness  of  proposed  interim 
maintenance  in  reducing  IV  drug  use 
and  in  reducing  the  corresponding  risk 
of  Acquired  Immunodeficiency 
Syndrome  (AIDS).  The  OTA  report 
stated  that  interim  methadone 
maintenance  programs  may  be  more 
appropriate  for  certain  geographical 
aieas,  such  as  those  with  large  numbers 
of  IV  drug  users  and  long  waiting  lists. 

C.  ADAMHA  Reorganization  Act 

On  July  10. 1992.  the  ADAMHA 
Reorganization  Act  (the  Act)  became 
law  (Pub.  L  102-321).  Pursuant  to  the 
reorganization  provisions  of  Title  I  of 
the  Act.  ADAMHA  has  been 
restructured  to  transfer  its  substance 
abuse  and  mental  health  research 
institutes,  including  NIDA.  to  the 
National  Institutes  of  Health  and  to 
establish  SAMHSa\  to  administer 
substance  abuse  and  mental  health 
prevention  and  treatment  services 
programs.  Thus,  unless  specifically 
provided  otherwise  by  tlie  Act.  ell 
service-related  functions  formerly 
exercised  by  ADAMHA  or  its  entities, 
including  NIDA,  have  been  transferred 
to  SAMHSA.  The  reorganization 
provisions  under  Title  I  of  the  Act  were 
effective  on  October  1. 1992. 

The  Act  amended  the  PHS  Act  and 
requires  the  Secretary  of  Health  and 


Human  Services  (the  Secretary),  after 
consultation  with  the  National 
Commission  or  Acquired 
Immunodeficiency  Syndrome 
(NCAIDS),  to  issue  a  final  rule 
establishing  interim  maintenance 
treatment  regulations  and  the  conditions 
for  public  and  nonprofit  private 
programs  to  obtain  authorization  from 
the  Secretary  to  provide  such  treatment. 
Section  1976(b)(1)  of  the  PHS  Act,  as 
amended  by  section  202  of  the 
ADAMHA  Reorganization  Act.  provides 
that  interim  maintenance  treatment 
regulations  do  not  need  to  be 
promulgated  if  the  Secretary  finds  that 
one  or  more  of  three  conditions  exist. 
These  conditions  are  that: 

(1)  "The  preponderance  of  scientific 
research  indicates  that  the  risk  of 
transmission  of  HIV  disease  pursuant  to 
the  intravenous  abuse  of  drugs  is 
minimal;"  (2)  "the  preponderance  of 
scientific  research  indicates  that  the 
medically  supervised  dispensing  of 
methadone  is  not  an  effective  method  of. 
reducing  the  extent  of  dependence  on  ^^ 
heroin  and  other  morphine-like  drugs;" 
or  (3)  "the  preponderance  of  available 
data  indicates  that,  of  treatment 
programs  that  dispense  methadone  as 
part  of  comprehensive  treatment,  a 
substantial  majority  admit  all 
individuals  seeking  services  to  the 
programs  not  later  than  14  days  after  the 
individuals  seek  admission  to  the 
programs."  Further,  section  1976(b)(2) 
of  the  PHS  Act  requires  the  Secretary  to 
consult  with  NCAIDS  to  determine  one 
or  more  of  those  conditions  have  been 

met. 
With  the  concurrence  of  NCAIDS.  the 

Secretary  has  determined  that  none  of 
these  conditions  has  been  met.  First,  the 
Secretary  has  determined  that  the 
preponderance  of  scientific  research 
indicates  that  IV  abuse  of  drugs  is,  in 
fact,  a  primary  pathway  for  HIV  disease 
transmission  and  as  such  constitutes  a 
mejor  public  health  problem.  Second, 
the  Secretary  has  determined  that  the 
preponderance  of  scientific  research 
indicates  that  the  medically  supervised 
dispensing  of  methadone  continues  to 
be  an  effective  method  of  reducing 
dependence  on  heroin  and  other 
morphine-like  drugs. 

Finally,  the  Secretary  has  determined 
that  the  preponderance  of  available  data 
does  not  indicate  that,  of  treatment 
programs  that  dispense  methadone  as 
part  of  comprehensive  treatment,  a 
substantial  majority  admit  all 
individuals  seeking  services  to  the 
programs  not  later  than  14  days  after  the 
individuals  seek  admission  to  the 
programs.  Because  waiting  lists  are 
currently  not  an  accurate  measure  of  the 
number  of  individuals  seeking  treatment 


services  or  in  need  of  treatment  services. 
the  Secretary  does  not  believe  that  the 
available  data  could  support  a  finding  of 
inapplicability  for  this  condition. 
Therefore,  the  Secretary,  after 
consultation  with  NCAIDS.  has 
determined  that  the  conditions  for  the 
use  of  methadone  should  be  revised  to 
allow  public  and  nonprofit  private 
narcotic  treatment  programs  to  provide 
interim  maintenance  treatment  to 
patients  awaiting  placement  in 
comprehensive  maintenance  treatment. 
Further,  to  provide  HIV  disease 
counseling  to  all  individuals  seeking 
treatment,  the  Secretary  has  decided  the 
methadone  regulations  should  be 
revised  in  §291.505(d)(4)(i)(C)  to 
require  all  narcotic  treatment  programs 
offering  maintenance  and  detoxification 
treatment  to  provide  counseling  to  each 
patient  on  exposure  to,  and  the 
transmission  of,  HIV  disease. 

Current  narcotic  treatment  regulations 
require  a  tuberculin  skin  test  to  be 
included  in  each  patient's  initial 
medical  evaluation.  In  view  of  the 
recent  increase  in  tuberculosis  cases,  the 
agencies  emphasize  the  importance  of 
the  tuberculin  skin  test  required  under 
§  291.505(d)(3)  as  part  of  the  medical 
evaluation  given  each  patient  at  the  time 
of  admission.  Programs  are  also 
encouraged  to  periodically  retest 
patients  who  had  negative  tuberculin 
skin  tests  on  admission.  In  addition,  the 
agencies  encourage  programs  to 
routinely  perform  tuberculin  skin  tests 
for  all  program  personnel  at  the  start  of 
employment  and  all  current  employees 
who  have  not  recently  received  a 
tuberculin  skin  tost.  Programs  are 
encouraged  to  periodically  retest  all 
program  employees  with  negative  skin 
tests.  Programs  are  encouraged  to 
maintain  records  on  the  tuberculin  skin 
te.sting  results  of  both  patients  and  staff. 
All  tuberculin  skin  tests  should  be 
administered  intradermally  using  the 
Mantoux  technique,  or.  when  available, 
a  procedure  of  equal  or  better 
sensitivity.. 

Any  patient  or  staff  member  with  a 
positive  skin  test  or  clinical  evidence  of 
possible  tuberculosis  disease  needs  a 
prompt  medical  evaluation  and 
appropriate  treatment. 

Methadone  treatment  programs 
should  report  all  patients  gr  staff  who 
have  tuberculosis  disease  to  State  and 
local  health  departments. 

II,  Interim  Maintenance  Treatment 

Section  1976(c)(1)  of  the  PHS  Act 
requires  the  Secretary,  after  consultation 
with  NCAIDS.  to  issue  regulations 
containing  the  conditions  for  public  and 
nonprofit  private  narcotic  treatment 
programs  to  obtain  authorization  from 
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the  Secretary  and  the  chief  public  health 
officer  of  the  State  to  provide  interim 
maintenance  treatment.  Such  conditions 
shall  include  conditions  for  preventing 
the  unauthorized  use  of  methadone.  In 
addition,  the  Secretary  expects  that  the 
State  public  health  of^cer  will  consult 
with  the  State  Alcohol  and  Drug  Abuse 
Director.  Section  1976(c)(4)  of  the  PHS 
Act  also  requires  the  Secretary  to  issue 
a  final  rule  providing  for  interim 
maintenance  treatment  not  later  than 
180  days  after  enactment.  If  a  final  rule 
is  not  promulgated  by  that  time,  the 
proposed  rule  of  March  2, 1989.  and  the 
mandated  provisions  of  the  Act  will 
take  effect  as  a  final  rule.  Therefore, 
under  section  1976(c)(4)  of  the  PHS  Act. 
FDA  and  SAKfHSA  are  promulgating 
(his  final  rule  that  is  based  on  the 
proposed  rule  of  March  2,  1989,  and 
mandated  provisions  of  the  PHS  Act. 

Provisions  of  the  ADAWHA 
Reorganization  Act  other  than  those 
requiring  interim  maintenance 
treatment,  such  as  the  substance  abuse 
block  grant  provisions,  also  affect 
interim  maintenance  treatment. 
Consistent  with  the  PHS  Act,  the 
interim  maintenance  treatment 
provisions  proposed  in  1989  are  being 
finalized  with  changes  to  incorporate  all 
of  the  requirements  of  the  Act.  These  are 
as  follows:  First.  §291.505(b)(l)(v)  the 
applicability  of  interim  maintenance 
treatment  regulations  is  limited  to 
public  and  nonprofit  private  narcotic 
treatment  programs  that  are  approved  in 
accordance  with  §  291.505(c).  Secondly, 
§  291.505(d)(7)  provides  that  a  public  or 
nonprofit  private  narcotic  treatment 
program  may  place  a  patient,  otherwise 
eligible  for  admission  to  comprehensive 
maintenance  treatment,  in  interim 
maintenance  only  if  the  program  is 
unable  to  place  the  patient  in 
comprehensive  treatment  in  a  public  or 
nonprofit  private  program  within  a 
reasonable  geographic  area  within  14 
days  of  seeking  admission.  Thirdly, 
§29l.505(b)(2)(vi)  provides  that  a  public 
or  nonprofit  private  narcotic  treatment 
program,  to  provide  interim 
maintenance  treatment,  mu.st  obtain 
authorization  from  FDA  and  the  chief 
public  health  officer  of  the  Stat6.  Before 
such  authorization  is  granted  by  FDA, 
the  program  must  provide  FDA  with 
written  certification  from  the  chief 
public  health  officer  of  the  Stale  that  he 
or  she  does  not  object  to  interim 
maintenance  treatment  in  the  State  and 
that  interim  maintenance  treatment 
programs  will  not  reduce  the  capacity  or 
fiscal  support  of  comprehensive 
maintenance  treatment  programs  to 
admit  individuals  (relative  to  the  date 
on  which  such  officer  so  certifies).  The 


Secretary  expects  that  the  States  will 
ensure  that  interim  maintenance 
programs  are  given  appropriate 
guidance  in  order  to  assure  that,  before 
admitting  a  patient,  comprehensive 
treatment  in  a  public  or  nonprofit 
private  program  was  not  available  to  the 
patient  v^rjthin  a  reasonable  geographic 
area.  The  Secretary  also  expects  that,  as 
part  of  the  certification  process,  a  State's 
chief  public  health  officer  will  consult 
with  the  State  agency  charged  with 
oversight  of  substance  abuse  programs 
utilizing  methadone.  If  a  State  certifies 
interim  maintenance  treatment  the  State 
must  establish  appropriate  and 
reasonable  criteria  to  ensure  that  interim 
care  is  provided  in  a  manner  consistent 
with  Federal  law  and  that  no  individual 
continues  in  such  a  program  for  more 
than  a  tbtal  of  120  days  for  a  12-month 
period. 

Fourth,  consistent  with  section  1923 
of  the  PHS  Act.  a  State  must  make 
comprehensive  treatment  available  to 
any  individual  who  requests  and  is  in 
need  of  treatment  for  intravenous  drug 
abuse  within  120  days  of  the  date  of 
such  request.  Thus,  patients  may  only 
be  admitted  to,  and  treated  with,  interim 
maintenance  for  a  period  up  to  and 
including  120  days  per  12-month 
period.  After  120  days,  patients  must  be 
transferred  to  a  comprehensive  program 
if  they  are  still  in  need  of  treatment.  The 
program  must  notify  the  State  health 
officer  both  when  interim  treatment 
begins  and  before  the  120-day  period 
expires  and  document  these 
notifications. 

Fifth,  §291. 505(d)(7)  provides  that 
consistent  with  section  1927(a)  of  the 
PHS  Act,  a  Staite  must  ensure  that 
programs  within  the  State  providing 
interim  maintenance  services  give 
preference  in  admission  to  interim  care 
and  transfer  to  comprehensive  care  to 
pregnant  women  who  seek  or  are 
referred  to  and  would  benefit  from  such 
services.  The  Department  of  Health  and 
Human  Services  (DHHS)  will  monitor 
closely  interim  maintenance  treatment 
programs. 

The  final  regulation  does  not  require 
programs  to  maintain  a  specific 
counselor  to  patient  ratio.  However, 
programs  are  required  to  provide  a 
number  of  services  (e.g.,  referrals  to 
such  services  as  medical  services, 
prenatal  care,  HIV  coun.seling). 
Accordingly,  programs  should  assure 
that  sufficient  counseling  staff  is 
available  to  provide  these  services.  In 
addition,  programs  should  assure  that 
counseling  staff  is  available  to  respond 
to  patient  emergency  situations. 

The  Secretary  advises  that,  in 
addition  to  the  initial  drug  screening, 
interim  programs  should  perform  a 


minimum  of  two  additional  drug 
screenings.  The  Secretary  recommends 
that  programs  perform  more  fremaent 
tests  to  assist  in  assessing  patiern  needs 
and  priorities  for  transfer  to 
comprehensive  programs. 

III.  HIV  Disease  Counseling 

Section  1976(c)(2)  of  the  PHSjAct 
requires  that  the  Secretary  not  authorize 
the  provision  of  interim  maintenance 
unless  the  pubhc  and  nonprofit  private 
program  provides  patients  with 
counseling  on  preventing  exposure  to, 
and  the  transmission  of,  HIV  disease. 
Additionally,  the  March  2, 1989,  interim 
maintenance  treatment  proposal 
included  a  provision  requiring  all 
narcotic  treatment  programs  offering 
maintenance  or  detoxification  treatment 
to  provide  counseling  on  avoiding  the 
transmission  of  HIV  disease.  This 
requirement  was  uniformly  supported 
by  received  comments.  Therefore,  FDA 
and  SAMHSA,  in  §291.505(d)(4)(i)(C) 
are  also  finalizing  that  portion  of  the 
March  2,  1989,  proposal  requiring  all 
narcotic  treatment  programs  to  provide 
counseling  to  each  patient  on 
preventing  exposure  to,  and 
transmission  of,  HIV  disease.  This 
counseling  shall  be  provided  upon 
entrance  to  all  types  of  maintenance  and 
detoxification  treatment.  Counseling 
should  be  repeated  as  necessary. 

Although  HIV  testing  is  not  required 
by  this  regulation,  HIV  testing  is  an 
important  element  in  reducing  the  risk 
of  HIV  transmission.  Accordingly,  the 
agencies  believe  that  HIV  testing  must 
be  made  accessible  to  patients  who 
request  it.  If  a  program  does  not  provide 
HIV  testing  on  site,  then  the  program 
shall  counsel  patients  on  other 
opportunities  where  availability  of 
testing  is  assured  through  agreements 
with  HIV  testing  facilities  to  make  HIV 
testing  accessible  to  patients  who 
request  it. 

The  final  rule  also  amends  the 
narcotic  treatment  regulations  in 
§  291.505(a)(10)  to  include  a  definition 
for  the  term  "HIV  disease*'  as  defined 
under  section  1976(d)(2)  of  the  PHS  Act 
and  a  conforming  amendment  in 
§  291.505(d)(8)(i)(F)  to  include  a 
requirement  inadvertently  omitted  from 
the  March  2, 1989,  proposal  requiring 
HIV  disease  counseling  in  the 
provisions  for  short-term  detoxifirojtion. 

IV.  Environmental  Impact 

FDA  has  determined  under  21 CFR 
25.24(a)(8)  that  this  action  is  of  a  type 
that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
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nor  an  environmental  impact  statement 

is  required. 

V.  Economic  Impact 

FDA  and  SAMHSA  have  examined 
the  regulatory  impact  and  regulatory 
flexibility  implications  of  the  final  rule 
in  accordance  with  Executive  Order 
12291  and  the  Regulatory  Flexibility  Act 
(Pub.  L.  96-354).  The  final  rule  will 
allow  methadone  treatment  programs  to 
provide  minimum  service  (interim) 
maintenance  treatment  to  patients 
awaiting  placement  in  comprehensive 
treatment.  This  will  allow  narcotic 
addicts  into  treatment  more  quickly, 
thereby  decreasing  the  incidence  of 
intravenous  drug  abuse  and  the 
transmission  of  HIV.  The  agencies  find 
that  the  final  rule  is  not  a  major  rule 
inasmuch  as  these  revisions  will  not 
result  in  any  significant  increase  in  cost 
to  narcotic  treatment  programs  or  to 
State  and  local  authorities.  In  fact,  this 
final  rule  will  allow  maintenance 
treatment  of  narcotic  drug  addicts  at  a 
lower  cost  per  patient.  In  addition,  the 
final  rule  establishes  a  provision 
requiring  treatment  programs  to  provide 
counseling  on  preventing  exposure  to. 
and  the  transmission  of.  HIV  disease  for 
each  patient  seeking  admission  and 
readmission  to  a  treatment  program. 

The  agencies  estimated  the  costs  of 
providing  HIV  disease  counseling  for  a 
range  of  patients  because  of  varying 
estimates  of  the  census  of  patients  under 
treatment  nationally.  The  GAO  report. 
"Methadone  Maintenance"  (March 
1990).  and  SAMHSA  estimate  100,000 
patients  are  under  treatment  nationally, 
while  other  experts  offered  a  higher 
estimate  of  350,000  patients.  In  response 
to  the  proposed  rule,  one  comment 
suggested  an  incremental  cost  of  80 
cents  per  patient  per  day.  but  did  not 
present  information  on  the  components 
of  this  cost. 

For  its  cost  analysis,  the  agencies  have 
assumed  that  counselors  earn  $13  per 
hour  and  that  patients  on  average  would 
receive  1  hour  of  counseling.  Based  on 
these  assumptions,  the  annual  cost  of 
providing  HIV-disease  counseling 
would  be  between  $1,300,000  ($13/hour 
X  100.000  patiente)  and  $4,550,000  ($13/ 
hour  X  350.000  patient.s).  This  cost 
estimate  assumes  that  no  narcotic 
treatment  programs  currently  offer  HIV- 
disease  counseling.  However,  because 
some  narcotic  treatment  programs 
currently  already  provide  disease 
counseling,  the  actual  costs  will  be  less 
than  the  agencies'  estimates.  The 
requirements  for  referrals  for  other 
services  already  exist  for  providers  of 
comprehensive  services;  thus,  minimum 
incremental  costs  will  be  incurred  in  the 
provision  of  these  referrals.  In  areas 


where  there  is  a  shortage  of  drug 
treatment  slots,  interim  methadone 
maintenance  provides  a  bridge  to 
comprehensive  treatment,  thus  reducing 
both  HTV  transmission  and  continued 
use  of  opiates.  Even  if  interim 
methadone  maintenance  changes  the 
behavior  of  only  a  few  addicts,  the 
potential  savings  from  reducing  the 
spread  of  HIV  and  reducing  illicit  drug 
use  by  facilitating  entrance  to  a  proven 
treatment  modality,  thereby  reducing 
illicit  drug  use,  are  substantial. 

For  these  reasons,  therefore,  the 
agencies  have  determined  that  this  rule 
is  not  a  major  rule  as  defined  in 
Executive  order  12291.  Further.  FDA 
and  SAMHSA  certify  that  the  rule  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities  as 
defined  by  the  Regulatory  Flexibility 
Act. 


VI.  Paperwork  Reduction  Act  of  1980 
The  final  rule  contains  information 
collections  which  are  subject  to  review 
by  the  Office  of  Management  and 
Budget  (OMB)  under  the  paperwork 
reduction  Act  of  1980.  The  title, 
description,  and  respondent  description 
of  the  information  collection  are  shown 
below  with  an  estimate  of  the  annual 
reporting  and  recordkeeping  burden. 
Included  in  the  estimate  is  the  time  for 
reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information. 

Title:  Methadone,  HIV  Disease 
Counseling,  Transfer  Priority  Criteria 
Evaluation  Notation. 

Description:  FDA  and  SAMHSA  are 
requiring  this  notation  to  ensure  that  a 
record  exists  of  the  transfer  criteria 
evaluation,  which  is  designed  to  help 
prevent  interim  maintenance  treatment 
from  becoming  a  long-term  treatment 
modality  for  any  patient. 

Description  of  Respondents:  State  or 
local  governments,  businesses,  or  other 
organizations:  nonprofit  institutions. 
Estimated  Annual  Reporting  and 
Recordkeeping  Burden: 

Section  291.505(d)(7). 

Annual  number  of  re$p<indenls:  20. 

Annual  frequency:  200. 

Average  burden  per  rB.s|>onse:  5  minutes. 

Annual  burden  hours:  333. 

The  agencies  received  no  public 
comments  on  the  estimated  public 
reporting  burden,  and  it  remains  the 
same  as  that  contained  in  the  proposed 
rule. 

VII.  EfTective  Date 

This  final  rule  is  effective  on  January 
6,  1993.  The  ADAMHA  Reorganization 
Act  requires  that  a  final  rule  be  effective 


not  later  than  180  days  after  iU 
enactment  (by  January  6, 1993)  or  the 
proposed  rule  issued  on  March  2, 1989 
(54  FR  8973)  is  deemed  to  take  effect. 
The  final  rule  also  relieves  a  restriction, 
in  that  it  will  provide  conditions  for 
interim  maintenance  treatment  to 
patients  awaiting  placement  in 
comprehensive  maintenance  treatment 
programs.  Therefore,  the  agencies  find 
that  the  final  rule  is  within  the 
exemption  to  the  Administrative 
Procedure  Act  (5  U.S.C.  553d)  so  that  it 
can  be  made  effective  in  less  than  30 
days. 

List  of  SubjecU  in  21  CFR  Part  291 
Health  professions,  Methadone, 
Reporting  and  recordkeeping  , 

requirements.  1 

Therefore,  under  the  Comprehensive 
Drug  Abuse  Prevention  and  Control  Act 
of  1970,  the  Narcotic  Addict  Treatment 
Act  of  1974.  and  applicable  delegati(ps 
of  authority  thereunder,  and  under  i 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  291  is 
amended  as  follows:  j 

PART  291— DRUGS  USED  FOR 
TREATMENT  OF  NARCOTIC  ADDICTS 

1.  The  authority  citation  for  21  CFR 
part  291  is  revised  to  read  as  follows: 

Authority:  Sees.  505,  701  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C  355, 
371);  21  U.S.C  823;  »ec«.  301(d),  548, 1976 
of  the  Public  Health  Service  Act  (42  U.S.C 
241(d),  290ee-3.  300y-ll);  42  U.S.C  257a. 

2.  Section  291.505  is  amended  by 
inserting  the  word  "comprehensive" 
before  the  word  "maintenance" 
everywhere  it  appears  in  paragraphs 
(d)(l)(i),  (d)(l)(iii),  (d)(l)(iv),  (d)(2)(i), 
(d)(3)(v)(D),  (d)(4)(i)(B)2).  (d)(5)(ii), 
(d)(6)(iv){B)(6),  (d)(6)(v)(A)(7)  and 
(d)(6)(v)(A)(3),  (d){6)(v)(C),  (d)(8)(i) 
introductory  text  and  (d)(8)(i)(E), 
(d)(9){i)  introductory  text  and 
(d){9)(i){F),  and  by  revising  paragraph 
(a)(2),  by  adding  paragraphs  (a)(10). 
(b)(l){v),  (b)(2)(vi),  (d)(4)(i)(C),  and 
(d)(7).  and  by  revising  paragraph 
(d)(8)(i)(F)  to  read  as  follows: 

§  291 .505    Conditions  for  the  use  of 
narcotic  drugs:  appropf  iat*  methods  of 
professional  practice  for  medical  treatment 
of  th«  narcotic  addiction  of  various  classes 
of  narcotic  addicts  undar  section  4  of  tt>e 
Comprehensiva  Drug  Abusa  Prevention  and 
Control  Act  of  197a 

(a)*   •   • 

(2)  Maintenance  treatment  means  the 

dispensing  of  a  narcotic  drug,  at 

relatively  stable  dosage  levels,  in  the 

treatment  of  an  individual  for 

dependence  on  heroin  or  other 

morphin»-like  drug.  There  are  two  types 

of  maintenance  treatment: 
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comprehensive  maintenance  treatment 
and  interim  maintenance  treatment. 

(i|  ComprBhertisve  maintenance 
treatm^t  is  maintenance  treatment 
provided  in  conjunction  with  a 
comprehensive  range  of  apprapiiate 
medical  and  rehabilitative  services. 

(ii)  Interim  maintenance  treatment  is 
maintenance  treatment  provided  in 
confunction  with  appropriate  medical 
services  while  a  patient  is  awaiting 
transfer  to  compr^ensive  maintenance 
treatment. 
•      I   *        *        •        • 

(W))  The  term  H7V  disease  nteans 
infec:tion  with  the  etiologic  agent  for 
acquired  immunodeficiency  syndrome. 

(b)  •  •   • 

(D*   *   * 

(v)  Interim  maintenance  treatment.  A 
public  or  nonprofit  private  narcotic 
treatment  program  may  provide  interim 
maintenance  treatment  only  if  the 
program  also  provides  comprehensive 
maintenance  treatment  to  which  interim 
mainienance  treatment  patients  may  be 
transferred. 

(2)*   *   • 

(vi)  Interim  maintenance  trecitment 
program  approval.  Before  a  public  or 
nonprofit  private  narcotic  treatment 
program  may  provide  interim 
maintenance  treatment,  the  program 
must  receive  approval  of  both  the  Food 
and  Drug  Administration  and  the  chief 
public  health  officer  of  the  State.  Before 
such  approval  is  granfed,  the  program 
must  provide  the  Food  and  Dnig 
Administration  with  certification  from 
the  chief  public  health  officer  of  the 
State  that: 

(A)  Such  officer  does  not  object  to  the 
authorization  of  programs  providing 
intdrim  maintenance  treatment  in  the 
Stat  s  and  that  programs  seeking  such 
aiitliorizatjon  are  unable  to  place 
patients  in  a  public  or  nonprofit  private 
(  uiT  prehensive  treatment  program 
wilBin  a  reasonable  geographic  area 
uitiin  14  days  of  the  time  patients  seek 
admission  to  such  programs; 

[^]  The  authorization  of  programs 
proyiding  int«rim  maintenance 
treatment  in  the  State  will  not  reduce 
the  rapacity  of  comprehensive  programs 
in  the  State  to  admit  individuals  to 
these  programs  (relative  to  the  date  on 
which  such  officer  so  certifies); 

(C)  The  State  guarantees  that 
individuals  enrolled  in  interim 
maintenance  treatment  will  be 
transferred  to  comprehensive  programs 
not  later  than  120  days,  as  provided  by 
section  1923  of  the  Public  Heahh 
Service  Act  (the  PHS  Act)  and 
applicable  regulations;  and 


(D)  Requests  for  authorization  should 
be  submitted  to  the  address  specified  in 
§291.505(k). 

•        •        •        •        • 

(d)*   •   • 
(4)«   •    • 

(0*  •  • 

(C)  Counseling  on  HIV  disease.  A 
narcotic  treatment  program  shall 
provide  counseling  on  preventing 
exposure  to,  and  the  transmission  of, 
HIV  disease  for  eadi  patient  admitted  or 
readmitted  to  maintenance  ch- 
datoxification  treatment.  Although  HIV 
testing  is  not  required,  an  interim 
program  shall  inform  patients  cf  the 
availability  of  HIV  testing.  The  program 
sponsor  shall  also  ensure  that  HIV 
testing  is  accessible  to  patients  who 
request  such  testing  either  on  site  or  by 
the  programs  entering  into  agreements 
with  HIV  testing  facilities  to  make  HTV 
testing  accessible  to  those  patients  who 
request  it. 

(7)  Minimum  standards  Jor  interim 
maintenance  treatment.  The  person{s) 
responsible  for  a  program  may  place  an 
individual,  who  is  eligible  for  admission 
to  comprehensive  maintenance 
treatment,  in  interim  maintenance 
treatment  if  the  individual  cannot  be 
placed  in  a  public  or  nonprofit  private 
comprehensive  program  within  a 
reasonable  geographic  area  and  within 
14  days  of  the  indivitlual's  application 
for  admission.  An  initial  and  at  least 
two  other  urine  screens  shall  be  taken 
from  interim  patients  during  the 
maximum  of  120  days  permitted  for 
such  treatment.  A  program  shall 
establish  and  follow  rea.sonable  criteria 
for  establishing  priorities  for 
transferring  patients  from  int«-im 
maintenance  to  comprehensive 
maintenance  treatment  These  transfer 
criteria  shall  be  in  writing  and  available 
for  inspection  and  shall  include,  at  a 
minimum,  a  preference  for  pregnant 
women  in  admitting  patients  to  interim 
maintenance  and  in  transferring  patients 
from  interim  maintenance  to 
comprehensive  maintenance  treatment. 
Interim  maintenance  shall  be  provided 
in  a  manner  cxjnsistent  with  all 
applicable  Federal  and  State  laws 
including  sections  1923  (mandatory 
transfe."-)  and  1927(a)  (pregnant  patients) 
of  the  PHS  Act.  The  program  shall 
notify  the  State  health  officer  when  a 
patient  begins  interim  treatment,  when 
a  patient  leaves  interim  treatment,  and 
before  the  date  of  mandatory  transfer  to 
a  comprehensive  program,  and  shall 
document  such  notifications.  Programs 
in  States  not  in  compliance  with 
provisions  of  this  regulation  risk  loss  of 
authorization  for  interim  maintenance. 


All  requirements  for  comprehensive 
maintenance  treatment  apply  to  interim 
maintenance  treatment  with  the 
following  exceptions: 

(i)  The  narcotic  drug  is  required  to  be 
administered  daily  under  observation; 

(ii)  Take-home  medication  is  not 
allowed; 

(iii)  The  initial  treatment  plan  and 
periodic  treatment  plan  evaluation  are 
not  required; 

(iv)  A  primary  counselor  is  not 
required  to  be  assigned  to  a  patient; 

(v)  Interim  maintenance  cannot  be 
provided  for  longer  than  120  days  in 
any  12  month-period;  and 

(vi)  The  requirements  and  exceptions 
in  paragraphs  (b}(2}(iii)  (as  apply  to 
rehabilitative  services),  in  paragraphs 
(b)(3)(iv)(B)  and  (dK4)(i)(A)  (as  apply  to 
rehabilitative  services),  and  in 
paragraphs  (d)(4)(ii)(E).  (dj(4)(ii)(F), 
(d)(4Kiv),  (d)(6)(iv).  (d)(6j(v).  (d)(6)(vi). 
and  (d)(6)(vii)  of  this  section  do  not 
apply. 

(8)  *   •   • 

(!)•*- 

(F)  The  requirements  of  paragraph 
(d)(4)  of  this  sectiorf,  except  paragraphs 
(dj(4){i){C).  (d)(4){ii)(A)  through 
(d)(4)(ii)(D),  and  (d)(4}(iii)  of  this 
section,  do  not  apply  to  short-term 
detoxification  treatment 


Elaine  iohiuioa. 

Acting  Administnitor,  Substance  Abuse  and 

Mentiil  Health  Services  Administration. 

David  A.  Kessier. 
Commissioner  of  Food  artd  Utrttgs 

Diiled;  Janu3r>-  4, 1993. 
Louis  W.  Sultivaa, 

Secretary  ofHnallb  undHuauin  Sen-ices. 
IFR  Doc.  93-266  Filed  1-4-93;  12:33  pml 
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Food  and  Drug  Administration 
21  CFR  Part  522 

implantation  or  Injectable  Dosage 
Form  New  Animal  Drugs;  Diazepam 
Injection 

AGENCY:  Food  and  Drug  Admini.stration. 

HHS. 

action:  Final  nile. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
animal  drug  regulations  to  reflect 
approval  of  a  new  animal  drug 
application  (NADA)  filed  by  Hoffmana- 
La  Roche  Inc.  The  NADA  provides  for 
the  use  of  diazepam  injection  as  a 
preane.sthetic  agent  to  reduce  the 
amount  of  barlMturate  required  for  sitort 
duration  anesthesia  in  dogs. 
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EFFECTIVE  DATE:  January  6. 1993. 

FOR  FURTHER  ^FORMATION  COffTACT: 
Marcia  K.  Larkins.  Center  for  Veterinary 
Medicine  (HFV-112).  Food  and  Drug 
Administration.  7500  Standish  PI.. 
Rockville.  MD  20855.  301-293-«614. 

SUPPLEMENTARY  MFORMATION:  Homnann- 
U  Roche.  Inc.  Nutley.  NJ  07110.  filed 
NADA  140-848  which  provides  for 
intravenous  use  of  Veteeze®  (diazepam  I 
injection  for  dogs  as  a  preanesthetic 
agent  to  reduce  the  amount  of 
barbiturate  required  for  short  duration 
anesthesia.  The  NADA  is  approved  as  of 
December  17. 1992.  and  the  regulations 
are  amended  by  adding  new  §  522.575 
(21  CFR  522.575)  to  reflect  the  approval. 
The  basis  of  approval  is  discussed  in  the 
freedom  of  information  summary. 

In  accordance  with  the  freedom  of 
information  provisions  of  part  20  (21 
CFR  part  20)  and  S  514.11(e)(2)(ii)  (21 
CFR  514.11(e)(2)(ji)).  a  summary  of 
safety  and  effectiveness  data  and 
information  submitted  to  support 
approval  of  this  application  may  be  seen 
in  the  Dockets  Management  Branch 
(HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville,  MD  20857, 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Under  section  512(c)(2)(F)(i)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(21  U.S.C  360b(c)(2)(F)(i)).  this 
approval  qualifies  for  5  years  of 
marketing  exclusivity  beginning 
December  17, 1992.  because  no  active 
ingredient  (including  any  ester  or  salt 
thereof)  has  been  approved  previously 
in  any  other  NADA. 

The  agency  has  carefully  considered 
the  potential  environmental  effects  of 
this  action.  FDA  has  concluded  that  the 
action  will  not  have  a  significant  impact 
on  the  human  environment,  and  that  an 
environmental  impact  statement  is  not 
required.  The  agency's  finding  of  no 
significant  impact  and  the  evidence 
supporting  that  finding,  contained  in  an 
environmental  assessment,  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above)  between  9  a.m.  and  4 
p.m..  Monday  through  Friday. 

List  ofSubiecIs  in  21  CFR  Pari  522 

Animal  drugs. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  and  redelegated  to 
the  Center  for  Veterinary  Medicine.  21 
CFR  part  522  is  amended  as  follows: 


PART  522-<MPLANTATK)N  OR 
INJECTABLE  DOSAGE  FORM  NEW 
ANIMAL  DRUGS 

1.  The  authority  citation  for  21  CFR 
part  522  continues  to  read  as  follows: 

Authority:  Sec.  512  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360b). 

2.  New  8  522.575  is  added  to  read  as 
follows: 

SS22.S7S    Dtazepwn  Iniection. 

(a)  Specification.  Each  milliliter  of 
sterile  solution  contains  5  milligrams  df 
diazepam. 

(b)  Sponsor.  See  000004  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  Dogs — (1) 
Indications  for  use.  As  a  preanesthetic 
agent  to  reduce  the  amount  of 
barbiturate  required  for  short  duration 
anesthesia. 

(2)  Dosage.  Intravenously.  0^2 
milligram  per  kilogram  of  body  weight 
3-5  minutes  before  anesthesia  is  to  be 
induced  using  a  short  acting  barbiturate. 

(3)  Limitations.  Not  for  use  in  dogs 
with  known  sensitivity  to 
benzodiazepines.  Safety  in  animals 
intended  for  breeding  and  pregnant 
animals  has  not  been  established. 
Federal  law  restricts  this  drug  to  use  by 
or  on  the  order  of  a  licensed 
veterinarian. 

Dated:  Decemtier  17. 1992. 
Gerald  B.  Guest. 

Director.  Center  for  Veterinary  Medicine 
(FR  Doc.  93-99  Filed  1-5-93:  8:45  ami 
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SUPPLEMENTARY  INFORMATION:  In  a  notice 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  FDA  is  withdrawing 
approval  of  NADA  65-466  held  by 
Boehringer  Ingelheim  Animal  Health, 
Inc. .  262 1  North  Belt  Hwy. .  St.  Joseph. 
MO  64506.  for  procaine  penicillin  G 
bovine  mastitis  treatment.  This  final 
rule  removes  21  CFR  526.1696a(f)  to 
reflect  the  withdrawal  of  approval  of  the 
NADA. 

List  of  Subjects  in  21  CFR  Part  526 

Animal  drugs. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  and  redelegated  to 
the  Center  for  Veterinary  Medicine.  21 
CFR  part  526  is  amended  as  follows: 

PART  526— INTRAMAMMARY  DOSAGE 
FORMS 

1.  The  authority  citation  for  21  CFR 
part  526  continues  to  read  as  follows: 

Authority:  Sec.  512  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360b). 

§  526.1696a    (Amended] 

2.  Section  526.1696a  Penicillin  G 
procaine  in  oil  is  amended  by  removing 
paragraph  (f). 

Dated:  December  16,  ^992. 
Gerald  B.  Guest.  j 

Director.  Center  for  Veterinary  Medicine. 
|FK  Doc.  93-95  Filed  l-fe-93;  8:45  ami 

BILUNG  COOC  41iO-«1-F 


21  CFR  Pari  526 

Intr^ntammary  Dosage  Forms; 
Penicillin  G  Procaine  in  Oil 

agency:  Food  and  Drug  Administration, 

HHS. 

action:  Final  rule.  

summary:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
animal  drug  regulations  to  remove  that 
portion  reflecting  approval  of  new 
animal  drug  application  (NAD.^)  held 
by  Boehringer  Ingelheim  Animal  Health, 
Inc.,  for  procaine  penicillin  G  for 
treatment  of  bovine  mastitis.  In  a  notice 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  is  withdrawing 
approval  of  the  NADA. 
EFFECTIVE  DATE:  January  19. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mohammad  I.  Sharar.  Center  for 
Veterinary  Medicine  (HFV-216).  Food 
and  Drug  Administration.  7500  Standish 
PI..  Rockville,  MD  20855.  301-295-' 
8749. 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  271 
tFRL-4552-51 

Minnesota:  Schedule  of  Compliance 
for  Modification  of  Minnesota's 
Hazardous  Waste  Program 

AGENCY:  Environmental  Protection 

Agency. 

ACTION:  Notice  of  Minnesota's 

Compliance  Schedule  to  adopt  program 

modifications. 

SUMMARY:  On  September  26. 1986.  U.S. 
EPA  promulgated  amendments  to  the 
deadlines  for  State  program 
modifications  and  published 
requirements  for  States  to  be  placed  on 
a  compliance  schedule  to  adopt 
necessary  program  modifications.  U.S. 
EPA  is  today  publishing  a  compliance 
schedule  for  Minnesota  to  modify  its 
program,  in  accordance  with  §  271.21(g) 
to  adopt  Federal  program  modifications. 
EFFECTIVE  DATE:  January  1. 1993. 
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FOR  FUimiER  INFORMATION  CONTACT: 
Qiristine  Klemme,  Minnesota 
Regulatory  Specialist,  Office  of  RCRA.    . 
U.S.  EPA,  R^on  V,  77  W.  Jackson. 
HRM-7J,  Chicago.  Illinois  60604,  (312) 
886-3715.  IFTS  (312)  886-3715}. 

SUPPLEMENTARY  MRWMATION: 

A.  Background 

Final  authorization  to  implement  die 
Federal  hazardous  waste  program 
within  the  State  is  granted  by  VS.  EPA 
if  the  Agency  finds  that  the  State 
program:  (1)  Is  "equivalent"  to  the 
Federal  program.  (2)  is  "consistent" 
with  the  Fedecal  progiam  and  other 
State  programs,  and  (3)  provides  for 
adequate  enforcement  (section  3006(b), 
42  U.S.C.  6g26(b]].  U.S.  EPA  re^l«ti<His 
for  final  authorization  appear  at  40  CFR 
271.1-271.25.  In  order  to  retain 
authorization,  a  State  must  revise  its 
program  to  adopt  new  Federal 
requirements  by  the  cluster  deadlines 
and  procedures  specified  in  40  CFR 
271.21.  See  51  FR  33712.  Septamber  22. 
1986,  for  a  complete  discussion  of  these 
procedures  and  deadlines. 

B.  Minnesota 

Minnesota  received  final 
authorization  of  its  base  hazardous 
waste  program  on  February  11, 1985 
(see  49  FR  226).  The  State  received 
authorization  for  program  revisions 
effective  on  September  18. 1987.  June 
23. 1989,  August  14. 1990.  August  23, 
1991,  and  May  18, 1992.  Today  U.S. 
EPA  is  publisning  a  compliance 
schedule  for  Minnesota  to  complete  a 
program  revision  on  two  Fedaial 
regulations,  the  Burning  of  Hazardous 
Waste  in  Industrial  Furnaces  (56  FR 
7134,  February  21, 1991),  and.  the 
Petroleum  Refinery  Primary  and 
Secondary  Oil/Water/Solids  Separation 
Sludge  Listing  (55  FR  46354,  November 
2, 1990).  The  adoption  deadline  under 
40  CFR  271.21  for  these  Federal 
regulations  was  July  1.1992.  Minnesota 
has  been  granted  a  six-month  extension 
to  address  these  rules. 

Minnesota  has  determined  that,  due 
to  resource  constraints,  a  one  year  delay 
to  address  these  rules  is  necessary.  On 
September  23. 1992.  a  letter  from  the 
State  was  received  requesting  an 
extension.  Therefore.  U.S.  EPA  is 
granting  a  one  year  extension  of  time 
until  January  1, 1994.  to  address  these 
two  rules. 

Authority 

This  notice  is  issued  under  authority 
of  sections  2002<a).  3006.  and  7004(b)  of 
the  Solid  Waste  Disposal  Act.  as 
amended  by  the  RCRA  of  1976.  as 
amended,  42  U.S.C.  6912(a}.  6926.  and 
6974(b). 


Dated:  December  17. 1992. 
David  A.  UUridi, 
Acting  Regional  Administraior. 
(FR  Doc.  93-195  Filed  1-5-93.  8:45  am) 

BILUNG  CODE  (66«-«Hi 


FEDERAL  EMERGENCY 
MANAGEMENT  AGENCY 

44  CFR  Part  84 

[Docket  No.  FEIIA-7559] 

Suspension  of  Community  Engtbinty 

AGENCY:  Federal  Insurance 
Administration.  FEMA. 
ACTION:  Final  rule. 

SUMMARY:  This  rule  identifies 
communities,  where  the  sale  of  flood 
insurance  has  been  authorized  under 
the  National  Flood  Insiuance  Program 
(NplP).  that  are  suspended  on  the 
effective  dates  listed  within  this  rule 
because  of  noncompliance  with  the 
floodpiain  management  requirements  of 
the  program.  If  FEMA  receives 
documentation  that  the  community  has 
adopted  the  required  floodpiain 
management  measures  prior  to  the 
effiective  suspension  date  given  in  this 
rule,  the  suspension  will  bis  withdrawn 
by  publication  in  the  Federal  Register. 
EFFECTIVE  DATES:  The  affective  dtf  e  of 
each  commimity's  suspension  is  the 
third  date  ("Susp."}  listed  in  the  fourth 
column  of  the  following  tables. 
ADDRESSES:  If  you  wish  to  determine 
whether  a  particular  community  was 
suspended  on  the  suspension  date, 
contact  the  appropriate  FEMA  Regional 
Office  or  the  NFIP  sanndog  contractor. 
fOR  HIRTNEN  SP0<WIAT10>I  CONTACT: 
Frank  H.  Thomas.  Assistant 
Administrator,  Office  of  Loss  Reduction. 
Federal  Insurance  Administration.  500 
C  Street.  SW..  room  417,  Washiogton, 
DC  20472.  (202)  64B-2717. 
SUPPLEMENTARY  INFORMATION:  The 
National  Flood  Insurance  Program 
(NFIP).  enables  property  owners  to 
purdMse  flood  insurance  whidi  is 
generally  not  otherwise  available.  In 
return,  commimitiss  agree  to  adopt  and 
administer  local  floodpiain  roanagemeot 
aimed  at  protecting  lives  and  new 
construction  from  futura  flooding. 
Section  1315  of  the  National  Flood 
Insuruice  Act  of  1968,  as  amended.  42 
U.S.C  4022.  prohibits  flood  insurance 
coverage  as  authorised  under  the 
National  Flood  Insurance  Program.  42 
U.S.C.  4001  et  seq..  unless  an 
appropriate  public  body  adopts 
adequate  floodpiain  management 
measures  with  eSiective  enforcement 
measures.  The  coounimities  listed  in 


this  document  no  longer  meet  that 
statutory  requirement  for  compliance 
with  program  regulations.  44  CFR  Part 
59  et  seq.  Accordingly,  the  communities 
will  be  suspended  on  the  effective  date 
in  the  fourth  cx>lumn.  As  of  that  data, 
flood  insurance  will  do  longer  be 
available  in  the  community.  However, 
some  of  these  communities  may  adopt 
and  submit  the  reouired  documentatioa 
of  legally  aoforoerale  floodpiain 
management  measuTes  after  this  role  is 
published  but  prior  to  the  actual 
suspension  date.  These  oommunitiet 
will  not  be  suspended  and  «vill  continue 
their  eligibility  for  the  sale  of  insoranoe. 
A  notice  withdrawing  the  suspension  of 
the  commimities  will  be  pi^iiished  in 
the  Fedwal  RcMpster. 

In  addition,  uia  Federal  Ememncy 
Management  Agency  has  identified  the 
special  flood  hazard  areas  in  these 
communities  by  publishing  a  Flood 
Insurance  Rate  Map  (FIRM).  IIm  date  of 
the  FIRM  if  one  has  been  published,  is 
indicated  in  the  fifth  column  of  the 
table.  No  direct  Federal  financial 
assistance  (except  assistance  pursuant  to 
the  Robert  T.  Stafiiwd  Disaster  Relief 
and  Emergency  Assistance  Act  not  in 
connection  with  a  flood)  may  legally  be 
provided  for  construction  or  acquisition 
of  buildings  in  the  identified  special 
flood  hazard  area  of  communities  not 
participating  in  the  NFIP  and  identified 
for  more  than  a  year,  on  the  Federal 
Emergency  Management  Agency's 
initial  flood  insiuance  map  of  the 
oomnnmity  as  having  flood-prone  areas 
(sec:tion  202(a)  of  the  Flood  Disaster 
Protecticm  Act  of  1073, 42  ISS.C 
4106(a),  as  amended).  This  prohibition 
against  certain  types  of  Federal 
assistance  becomes  effective  for  the 
communities  listed  on  Uie  date  shown 
in  the  last  colimm. 

The  Administrator  finds  that  notice 
and.  public  comment  under  5  U.S.C 
5S3(b)  are  impracticable  and 
unnecessary  because  ooramuaities  listed 
in  this  final  rule  have  been  adequately 
notified. 

Each  community  receives  a  ft^nonth. 
90-day,  and  30-day  notification 
addressed  to  the  Qiiaf  Executive  Officer 
that  the  community  v«rill  be  suspended 
unless  the  required  floodpiain 
management  meestirBS  are  met  prior  to 
the  effective  suspension  date.  Since 
these  notifications  have  been  made,  this 
final  rule  may  take  effect  within  less 
than  30  days. 

National  Environmental  Policy  Act 

This  rule  is  categorically  excluded 
from  the  requirements  of  44  CFR  part 
10.  Environmental  Consideration.  No 
environmental  impact  assessment  has 
been  prepared. 
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Regulatory  Flexibility  Act 

The  Federal  Insurance  Administrator 
has  determined  that  this  rule  is  exempt 
from  the  requirements  of  the  Regulatory 
Flexibility  Act  because  the  National 
Flood  Insurance  Act  of  1968.  as 
amended.  42  U.S.C.  4022.  prohibits 
flood  insurance  coverage  unless  an 
appropriate  public  body  adopts 
adequate  floodplain  management 
measures  with  effective  enforcement 
measures.  The  communities  listed  no 
longer  comply  with  the  statutory 
requirements,  and.  after  the  effective 
date,  flood  insurance  will  no  longer  be 
available  in  the  communities  unless 
they  take  remedial  action. 

Regulatory  Impact  Analysis 

This  rule  is  not  a  major  rule  under 
Executive  Order  12291.  Federal 


Regulation.  February  17, 1981.  3  CFR. 
1981  Comp..  p.  127.  No  regulatory 
impact  analysis  has  been  prepared. 

Paperwork  Reduction  Act 

This  rule  does  not  involve  any 
collection  of  information  for  purposes  of 
the  Paperwork  Reduction  Act.  44  U.S.C. 
3501  et  seq. 

Executive  Order  12612.  Federalism 

This  rule  involves  no  policies  that 
have  federalism  implications  under 
Executive  Order  12612.  Federalism. 
October  26, 1987.  3  CFR,  1987  Comp.. 
p.  252. 

Executive  Order  12778.  Qvil  }ustice 
Reform 

This  rule  meets  the  applicable 
standards  of  section  2(b)(2)  of  Executive 


Order  12778.  October  25. 1991.  56  FR 
55195.  3  CFR.  1991  Comp..  p.  309 

List  of  Subjects  in  44  CFR  Part  64 

Flood  insurance.  Floodplains. 
Accordingly.  44  CFR  part  64  is 
amended  as  follows: 

PART  64-{AMENDED] 

1.  The  authority  citation  for  Part  64 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  4001  el  seq.; 
Reorganization  Plan  No.  3  of  1978,  3  CFR. 
1978  Comp..  p.  329:  E.0. 12127.  44  PR  19367. 
3  CFR.  1979  Comp..  p.  376. 

§64.6    I  Amended] 

2.  The  tables  published  under  the 
authority  §  64.6  are  amended  as  follows: 


State  and  Locai«n 


SuapavMiotw 
R«9ion  M 

VMgMa: 

air«»X»rt.  town  o»  Scon  County 


COTimofntv 
No 


R«9ionH 

New  Jersey: 

Slow  Cmek  (ownshi)  o(  Cumbertand  Coonty 

New  Yortt: 

Busti.  town  ol  Cnaulauqua  County 


Etttabetntown.  town  o«  Essex  County 
Mofrtstown.  town  ol  St  lawrence  County 

Region  HI 

West  Vtrgna. 

Ranson.  oty  ol  Jellarson  County  


510143 


340174 

361106 
361388 
360706 


S40068 


EHeOive  dale  o(  auttonTanoa'canceilaton  ol  sale 
ot  tiood  insurance  tn  cormnunity 


Mar  11.  1974.  Emerg.  Sept  29.  1978.  Reg:  Jan 
6.  1993.  SUSp. 


July  1.  1975.  Emerg:  June  15,  1979.  Reg:  Jan 
20.  1993.  Susp 

Aug  8.  1975.  Emerg;  Mar.  18.  1980.  Reg:  Jan. 

20.  1993.  Susp. 
Apr  30.  1976,  Emerg;  July  20,  1984,  Reg:  Jan 

20,  1993.  Susp. 
July.  30.  1980.  Emerg:  Aug.  6.  1982.  Reg:  Jan 

20.  1993.  Susp. 


Currertt  effective  map 
dale 


Apr  2.  1975,  Emerg:  June  15.  1979.  Reg;  Jan.     Jan.  20.  1993 
20.  1993.  Susp. I 


Sept.  29,  1978 , 

Jan  20. 1993  . 

Jan  20.  1993  . 
Jan.  20.  1993  . 
Aug  6.  1982  ... 


Date  certain  Fed- 
eral assistance 
no  longer  avaM- 
at>le  in  special 
flood  hazard 
areas 


Jan.  6. 1993 


Jan.  20.  1993 

! 

Do 
Do 
Do 


Do 


Cod*  lor  rmOr^  totiffli  eotunm  Emtq  ■   Lmv^mKf.  n«g  — n^Ou*   Su*p  — Su»0«n«in 


(Catalog  of  Federal  [)oinestic  Assistance  No 
83  100.  "Flood  Insurance.") 

Issued:  December  30. 1992. 
CM.  "Bud"  Schauerte. 
Administrator,  Federal  Insurance 
Administration^ 

IFR  Doc.  93-188  Filed  1-5-93:  8:45  ami 
MjjNO  cooc  cna-si-M 


■■  -i>«  t—  1. 


■5«- 


DEPARTMENT  OF  TRANSPORTATION 

Office  of  the  Secretary 

49  CFR  Part  1 

(OST  Docket  No.  1 :  Amdt  1-2S2] 

Organization  and  Delegation  of  Powers 
and  Duties:  Delegation  of  Authority  to 
the.  Federal  Highway  Administrator 

AGENCY:  Office  of  the  Secretary.  DOT. 
action;  Final  rule. 

summary:  This  document  delegates  to 
the  Federal  Highway  Administrator  the 
authority  vest^  in  the  Secretary  of 


Transportation  by  section  601  of  the 
Pipeline  Safety  Act  of  1992.  Public  Law 
102-508.  concerning  the  construction  of 
tlie  Page  Avenue  Extension  Project  in  St. 
Charles  and  St.  Louis  Counties. 
Missouri.  The  purpose  of  this 
rulemaking  is  to  amend  49  CFR  part  1 
to  reflect  this  delegation. 
EFFECTIVE  DATE:  January  6. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
John  Kraybill.  Office  of  the  Chief 
Counsel.  Federal  Highway 
Administration.  400  Seventh  Street. 
SW..  Washington.  DC  20590  (202)  366- 
1367,  or  Steve  Farbman.  Office  of  the 
Assistant  General  Counsel  for 
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Regulations  and  Enforcement,  U.S. 
Department  of  Transportation,  400 
Seventh  Street,  SW.,  Washington,  DC 
20590  (202) 366-9306. 

SUPPLEMENTARY  INFORMATION:  The 
Secretary  has  determined  that  the 
authority  vested  in  the  Secretary  by 
section  601  of  the  Pipeline  Safety  Act  of 
1992,  Pub.  L.  102-508,  concerning  the 
authority  to  waive  the  requirements  of 
section  138  of  title  23,  United  States 
Code,  and  section  303  of  title  49,  United 
States  Code,  and  other  authority  relating 
to  constructicm  of  the  Page  Avenue 
Extension  Project  in  the  State  of 
Nfissoxui  should  be  delegated  to  the 
Federal  Highway  Administrator.  Since 
this  rule  relates  to  Departmental 
management,  organization,  procedure, 
and  practice,  notice  and  comment  on  it 
are  unnecessary  and  it  may  be  made 
effective  in  fewer  than  30  days  after 
publication  in  the  Federal  Register. 

List  of  Subjects  in  49  CFR  Part  1 

I  Authority  delegations  (government 
agencies).  Organizations  and  functions 
(government  agencies). 

PARTI— {AMENDED] 

In  consideration  of  the  foregoing,  part 
1  of  title  49.  Code  of  Federal 
Regulations,  is  amended  as  follows: 

1.  The  authority  citation  for  49  CFR 
part  1  continues  to  read  as  follows: 

Authority:  49  U.S.C  322. 

2.  Section  1.48  is  amended  by  adding 
a  new  paragraph  (jj).  and  the 
introductory  text  of  the  section  is 
reprinted  for  the  convenience  of  the 
reader,  to  read  as  follows: 

11.48    Delegation*  to  Federal  Highway 
Adminiatrator. 

The  Federal  Highway  Administrator 
is  delegated  authority  to — 

4  •  •  •  • 

(]))  Cany  out  the  functions  vested  in 
the^Secretary  of  Transportation  by 
section  601  of  the  Pipeline  Safety  Act  of 
1992,  Public  Law  102-508,  relating  to 
construction  of  the  Page  Avenue 
Extension  Project  in  Missouri. 

Issued-on:  December  30, 1992. 
Andrew  H.  Card.  Jr., 
Secretary. 
[PR  Doc  93-224  Filed  1-5-93;  8;4iS  am) 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmoapharic 
Adminiatration 

50  CFR  Part  672 
[Dodut  No.  921240-2340) 
RIN0648-AE90 

Groundfiah  of  the  Gulf  of  Aiaaka 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Commerce. 
action:  Final  rule. 

summary:  NMFS  announces  a  final  rule 
to  remove  a  provision  from  the 
regulations  acting  to  define  "pelagic 
trawl  gear"  for  purposes  of  the  time/area 
closures  authorized  by  Amendment  18 
to  the  Fishery  Management  Plan  for 
Groundfish  of  the  Gulf  of  Alaska  (FMP). 
Amendment  18  expires  on  December  31, 
1992.  New  time/area  closure  authority  is 
provided  by  Amendment  26  to  the  FMP, 
which  uses  the  definition  of  "pelagic 
trawl  gear"  appearing  in  50  CFR  672.2. 
EFFECTIVE  DATE:  Effective  January  1, 
1993. 

ADDRESSES:  Copies  of  the  environmental 
assessment/renilatory  impact  review 
(EA/RIR)  may  M  obt^ed  from  the 
North  Pacific  Fishery  Management 
Council,  P.O.  Box  103136,  Anchorage. 
AK  99510  (telephone  907-271-2809). 
FOR  FURTHER  MFORMATION  CONTACT: 
Susan  J.  Salveson,  Fisheries 
Management  Division,  Alaska  Region. 
NMFS,  907-586-7230. 

SUPPLEMENTARY  INFORMATION: 

Background   | 

The  domestic  and  foreign  groundfish 
fisheries  in  the  exclusive  economic  zone 
(EEZ)  of  the  Gulf  of  Alaska  (GOA)  are 
managed  by  the  Secretary  of  Commerce 
(Secretary)  in  accordance  with  the  FMP. 
Tlie  FMP  was  prepared  by  the  North 
Pacific  Fishery  Management  Council 
(Council)  undw  the  Magnuson  Fishery 
Conservation  and  Management  Act 
(Msfinuson  Act).  The  FMP  is 
implemented  by  regulations  appearing 
at  SO  CFR  part  611  for  the  foreign 
fishery  and  at  50  CFR  part  672  for  the 
U.S.  fishery.  General  regulations  that 
also  pertain  to  U.S.  fisheries  appear  at 
50  CFR  part  620. 

Amendment  18  to  the  FMP,  which 
expires  December  31, 1992,  authorizes 
time/area  closures  aroimd  Kodiak 
Island,  paragraph  (d)  of  50  CFR  672.24 
implements  that  authority. 

A  notice  of  proposed  riilemaking  was 
published  in  ue  Federal  Register  on  - 
October  15. 1992  (57  FR  47321)  that 
invited  comment  on  the  continuation  of 
time/area  closxires  around  Kodiak  Island 


to  protect  sensitive  king  and  Tanner 
crab  habitat  areas  from  on-bottom  trawl 
operations  as  recommended  by  the 
Council  under  Amendment  26  to  the 
FMP.  The  intent  of  that  notice  was  to 
propose  to  implement  the  time/area 
closure  authority  of  Amendment  26  by 
maintaining,  without  change  paragraphs 
(d)  (1)  and  (2)  of  50  CFR  672.24  and 
removing  paragraphs  (d)  (3)  and  (4), 
whidi  act  to  define  pelagic  trawl  gear 
for  the  sole  piupose  of  time/area 
closvues  aumorized  by  Amendment  18. 
Paragraphs  (d)  (3)  and  (4)  require  that 
each  person  using  pelagic  trawl  gear  in . 
the  Kodiak  Island  time/area  closures 
maintain  a  working  net-sonde  device  on 
the  trawl,  retain  all  net-sonde  recordings 
on  board  the  vessel,  and  maintain 
contact  between  the  fbotrope  and  the 
seabed  10  percent  or  less  of  the  period 
of  any  tow  as  indicated  by  the  net-sonde 
device.  Amendment  26  provides 
authority  for  time/area  closures  but  uses 
the  definition  of  pelagic  trawl  gear 
appearing  in  §  672.2.  This  definition 
defines  pelagic  trawl  gear  based  on  gew 
configxu^tlon  rather  than  net-sonde 
device  recordings  (56  FR  2700,  January 
24,. 1091).  Unforttmately,  because  of  a 
drafting  error,  the  proposed  amendatory 
language  failed  to  propose  removal  of- 
paragraphs  (d)  (3)  and  (4). 

Resptmse  to  Comments 

Two  letters  of  comment  were  received 
diuing  the  comment  period.  Comments 
are  summarized  and  responded  to 
below. 

Conune/iM:  Regulations 
implementing  Amendment  26  and  its 
predecessor.  Amendment  18.  exemplify 
a  wise  approach  to  the  conservation  of 
the  crab  resource  without  unnecessarily 
impacting  commercial  fishing 
operations. 

Response:  NMFS  notes  this  comment 

Comment  2:  NMFS  invited  comment 
on  the  enforcement  concerns  about 
aerial  monitoring  of  the  time/area 
closures  to  non-pelagic  trawl  gear  when 
pelagic  trawl  gear  could  still  be 
deployed  in  the  closed  areas.  These 
concerns  are  unfounded  in  the  Gulf  of 
Alaska  (GOA).  Pollodt  is  the  only 
pelagic  trawl  fishen^  the  GOA.  All 
other  groundfish  tnwl  fidieries  are 
prosecuted  with  non-pelagic  trawl  gear. 
Additionally,  all  non-peli^c  groundfish 
fisheries  are  restricted  by  a  single 
halibut  bycatdi  limit  that  is  apportioned 
into  seasonal  allowances.  When  a 
seasonal  allowance  is  reached,  the  GOA 
is  closed  to  directed  fishing  for 
groundfish  by  vessels  using  trawl  gear, 
except  that  fishing  for  pollock  with 
pelagic  traWl  gear  may  continue  when 
directed  fishing  for  pollock  is  ofva.  The 
only  time  pelagic  and  non-pelagic  trawl 
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gear  operations  simultaneously  occur  in 
the  GOA  is  when  directed  fisheries  for 
pollock  and  other  groundfish  are  both 
open.  The  trawl  fleet  nonnally  fishes  for 
pollock  at  the  beginning  of  each 
quarterly  reporting  period  when 
quarterly  apportionments  of  the  annual 
pollock  quota  become  available. 
Quarterly  apportionments  are  harvested 
within  a  short  time  period  and  the  trawl 
fleet  typically  shifts  to  other  groundfish 
species  during  the  remainder  of  the 
quarter.  Therefore,  monitoring  of  the 
non-pelagic  trawl  gear  closures  around 
Kodiak  Island  may  only  be  complicated 
during  the  seasonal  openings  of  the 
pollock  fishery.  NMFS  enforcement 
need  not  resort  to  aerial  monitoring  in 
this  case,  but  could  simply  confirm  a 
vessel's  participation  in  the  pelagic 
trawl  pollock  fishery  by  checking 
observer  reports,  landings  documents, 
or  vessel  logbooks. 

Besponse:  NMFS  concurs  that 
enforcement  of  the  Kodiak  Island 
closures  to  trawl  gear  other  than  pelagic 
trawl  gear  is  possible.  However,  aerial 
surveillance  of  areas  closed  to  specified 
gear  types  is  the  most  effective  and  least 
costly  and  intrusive  means  to  monitor 
such  closures.  NMFS  may  pursue  an 
FMP  amendment  in  the  future  that 
would  prohibit  the  deployment  of  all 
trawl  gear  in  the  Kodiak  Island  time/ 
area  closures  implemented  under 
Amendment  26. 

Comment  3:  Fisheries  enforcement 
would  be  enhanced  if  the  time/area 
closures  implemented  under 
Amendment  26  applied  to  all  trawl 
operations.  Allowing  only  pelagic  trawls 
in  the  closed  areas  renders  aerial 
enforcement  ineffective.  As  a  result, 
enforcement  of  these  closures  will 
continue  to  require  air/sea  coordination 
to  board  and  verify  whether  pelagic  or 
non-pelagic  trawl  gear  activity  is 
occurring.  The  U.S.  Coast  Guard  does 
not  object  to  the  regulations 
implementing  Amendment  26  because 
they  continue  current  practices  and 
minimize  impacts  on  pelagic  trawl 
fisheries  in  the  Kodiak  Island  area. 

Response:  NMFS  notes  this  comment. 
Also,  see  response  to  Comment  2. 

Final  Rule 

For  the  reasons  set  forth  above,  the 
final  rule  maintains  paragraphs  (d)  (1) 
and  (2)  of  50  CFR  672.24  but  removes 
paragraphs  (d)  (3)  and  (4). 

ClaasificatMMi 

The  Assistan*  Administrator  for 
Fisheries.  NOAA  (Assistant 
Administrator),  has  determined  that  this 
action  is  necessary  for  conservation  and 
management  o^  the  y^jundfish  fishery  in 
the  Gulf  of  Alaska  and  that  it  is 


consistent  with  the  Magnuson  Act  and 
other  applicable  laws. 

This  final  rule  deletes  a  more 
restrictive  definition  for  a  gear 
exemption  from  regulatory  time/area 
closures  around  Kodiak  Island.  As  a 
substantive  rule  that  relieves  a 
restriction,  under  5  U.S.C.  553(d)(1)  it 
can  and  is  being  made  effective  without 
a  30-day  delay  in  effective  date. 

The  Council  prepared  an  EA  for  this 
rule  and  the  Assistant  Administrator 
concluded  that  no  significant  impact  on 
the  environment  would  result  from  its 
implementation.  The  public  may  obtain 
a  copy  of  the  EA  (see  ADDRESSES). 

The  Assistant  Administrator 
determined  that  this  rule  is  not  a  major 
rule  requiring  a  regulatory  impact 
analysis  under  E.O.  12291.  This 
determination  is  based  on  the 
socioeconomic  impact  discussed  in  the 
EA/RIR  prepared  by  the  Council. 

NMFS  has  determined  that  this  rule 
will  be  implemented  in  a  manner  that 
is  consistent  to  the  maximum  extent 
practicable  with  the  approved  coastal 
zone  management  program  of  the  State 
of  Alaska.  This  determination  has  been 
submitted  for  review  by  the  responsible 
State  agency  under  section  307  of  the 
Coastal  Zone  Management  Act.  The 
State  agency  declined  to  comment  on 
the  consistency  determination  within 
the  statutory  time  period  and 
consistency  is  inferred. 

This  rule  does  not  contain  policies 
with  federalism  implications  sufficient 
to  warrant  preparation  of  a  federalism 
assessment  under  E.O.  12612,  and  does 
not  contain  a  coUection-of-information 
requirement  for  the  purposes  of  the 
Paperwork  Reduction  Act. 

List  of  Subiects  in  50  CFR  PaH  672 

Fisheries.  Reporting  and 
recordkeeping  requirements. 

Dated:  December  30. 1-992. 
Samuel  W.  McKeen, 

Acting  Assistant  Administrator  for  Fisheries, 
National  Marine  Fisheries  Service.   ^ 

For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  672  is  amended 
as  follows: 

PART  672— GROUNDFISH  OF  THE 
GULF  OF  ALASKA 

1.  The  authority  citation  for  50  CFR 
part  672  continues  to  read  as  follows: 

Aulhariiy:  16  U.S.C.  1801  et$eq. 

$672^4    (Amended] 

2.  in  §  672.24,  paragraphs  (d)(3)  and 
(d)(4)  are  removed. 

IFR  Due  fl3-20g  FiUid  1-6-03: 8^45  amj 
■■jjNo  COM  nnt-n-m 


50  CFR  Parts  672  and  675 
[Docket  No.  920531-2221] 

Groundfish  of  the  Gutf  of  Alaska; 
Groundfish  Rshery  of  the  Bering  Sea 
and  Aleutian  Islands  Area 

agency:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Commerce. 
ACTION:  Pacific  halibut  and  red  king  crab 
bycatch  rate  standards;  request  for 
comments. 

summary:  NMFS  announces  Pacific 
halibut  and  red  king  crab  bycatch  rate 
standards  for  the  first  half  of  1993. 
Publication  of  these  bycatch  rate 
standards  and  the  schedule  for  the  1993 
fishing  months  is  necessary  for  purposes 
of  the  vessel  incentive  program.  This 
action  is  necessary  to  implement  the 
bycatch  rate  standards  under  this 
program  that  must  be  met  by  individual 
trawl  vessel  operatore  who  participate 
in  the  groundfish  fisheries.  The  intent  of 
this  action  is  to  reduce  prohibited 
species  bycatch  rates  and  promote 
conservation  of  groundfish  and  other 
fishery  resources. 

DATES:  Effective  12:01  a.ra.,  Alaska  local 
time  (A.l.t.).  January  20. 1993.  through 
12  midnight,  A.l.t..  June  30. 1993. 
Comments  on  this  action  must  be 
received  at  the  following  address  no 
later  than  4:30  p.m..  Alt..  January  19, 
1993. 

ADDRESSES:  Comments  should  be 
mailed  to  Ronald  J.  Berg,  Chief, 
Fisheries  Management  Division,  NMFS. 
P.O.  Box  21668,  Juneau,  Alaska  99802- 
1668,  Attn:  Lori  Gravel,  or  be  delivered 
to  9109  Mendenhall  Mall  Road,  Federal 
Building  Annex,  Suite  6,  Juneau. 
Alaska. 

FOR  FURTHER  INFORMATION  CONTACT: 
Susan  J.  Salveson,  Fisheries 
Management  Division,  Alaska  Region, 
NMFS.  907-586-7228. 
SUPPLEMENTARY  INFORMATION:  The 
domestic  and  foreign  groundfish 
fisheries  in  the  exclusive  economic  zone 
of  the  Bering  Sea  and  Aleutian  Islands 
Area  (BSAI)  and  Gulf  of  Alaska  (GOA) 
are  managed  by  the  Secretary  of 
Commerce  (Secretary)  according  to  the 
Fishery  Management  Plan  (FMP)  for  the 
Groundfish  Fishery  of  the  BSAI  and  the 
FMP  for  Groundfish  of  the  GOA.  The 
FMPs  were  prepared  by  the  North 
Pacific  Fishery  Management  Council 
(Council)  under  the  authority  of  the 
Magnuson  Fishery  Conservation  and 
Management  Act  (Magnuson  Act).  The 
FMPs  are  implemented  by  regulations 
for  the  foreign  fishery  at  50  CFR  part 
611  and  for  the  U.S.  fishery  at  50  CFR 
parts  672  and  675.  General  regulations 
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that  also  pertain  to  the  U.S.  fishery 
appear  at  50  CFR  pari  620. 

Regulations  at  §§672.26  and  675.26 
implement  a  vessel  incentive  program  to 
reduce  halibut  and  red  king  crab 
bycatch  rates  in  the  groundfish  trawl 
fisheries.  The  vessel  incentive  program 
vi'as  expanded  to  include  all  GOA  and 
BSAI  groundfish  trawl  fisheries  under  a 
final  rule  effective  January  20, 1993  (57 
FR  43926.  September  23. 1992).  Under 
the  expanded  incentive  program, 
operators  of  trawl  vessels  must  comply 
with  Pacific  halibut  bycatch  rate 
standards  specified  for  the  BSAI  and 
GOA  midwater  pollock  and  "othM- 
trawl"  fisheries,  and  the  BSAI  yellowfin 
sole  and  "bottom  pollock"  fisheries. 
Vessel  operators  must  also  comply  with 
red  king  crab  bycatch  standards 
specified  for  the  BSAI  yellowfin  sole 
and  "other  trawl"  fisheries  in  Bycatch 
Limitation  Zone  1  (defined  at  §675.2). 
The  fisheries  included  under  the 
incentive  program  are  defined  in 
regulations  at  §§  672.26(b)  and 
675.26(b). 

Regulations  at  §§  672.26(c)  and 
675.26(c)  require  that  halibut  and  red 
king  crab  bycatch  rate  standards  for 
each  fishery  monitored  under  the 
incentive  program  be  published  in  the 
Federal  Register.  Any  vessel  operator 
whose  monthly  bycatch  rate  exceeds  the 
bycatch  rate  standard  is  in  violation  of 
the  regulations  implementing  the 
incentive  program.  The  standards  are  in 
effect  for  specified  seasons  within  the  6- 
monlh  periods  of  January  1  through 
June  30,  and  July  1  through  December 
31.  Given  that  the  amended  vessel 
incentive  program  becomes  effective 
January  20. 1993,  and  the  GOA  and 
BSAI  fisheries  are  closed  to  trawling 
until  that  date  (§§  672.23(e)  and 
675.23(d),  respectively),  NMFS  is 
implementing  bycatch  rate  standards  for 
the  first  half  of  1993  effective  ft^om 
January  20,  1993,  through  June  30, 1993. 

At  its  December  8-13, 1992  meeting, 
the  Council  reviewed  updated  analyses 
comparing  1991  and  1992  bycatch  rates 
experienced  by  vessels  participating  in 
the  fisheries  under  the  incentive 
program.  Based  on  this  and  other 
information  presented  below,  the 
Council  lecommended  halibut  and  red 
king  crab  bycatch  rate  standards  for  the 
first  half  of  1993.  These  standards  are 
set  forth  in  Table  1.  As  required  by 
§§  672.26(c)  and  675.26(c),  the  Council's 
recommended  bycatch  rate  standards  for 
January  through  June  are  based  orrthe 
following  information: 

(A)  Previous  years'  average  observed 
bycatch  rates; 

(B)  Immediately  preceding  season's 
average  observed  bycatch  rates; 


(C)  The  bycatch  allowances  and 
associated  fishery  closures  specified 
under  §§  672.20(f)  and  675.21; 

(D)  Anticipated  groundfish  harvests; 

(E)  Anticipated  seasonal  distribution 
of  fishing  effort  for  groundfish;  and 

(F)  Other  information  and  criteria 
deemed  relevant  by  the  Regional 
Director. 

Bycatch  Rate  Standards  far  Pacific 
Halibut 

The  Council's  Pacific  halibut  bycatch 
rate  standards  for  the  BSAI  and  GOA 
trawl  fisheries  are  based  largely  on 
anticipated  seasonal  fishing  effort  for 
groundfish  species  and  ii^storic  halibut 
bycatch  rates  observed  in  specified 
trawl  fisheries.  Council  deliberations  on 
seasonal  bycatch  rate  standards  - 
recognized  that  the  1993  trawl  fisheries 
do  not  start  until  January  20  and  that  the 
BSAI  yellowfin  sole  fishery  is  further 
delayed  until  May  1  under  regulations 
at  §  675.23(c). 

The  recommended  halibut  bycatch 
rate  standards  for  the  BSAI  yellowfin 
sole,  "bottom  pollock,"  and  "other 
trawl"  fisheries  approximate  the  average 
rates  observed  on  trawl  vessels, 
participating  in  these  fisheries  during 
the  past  2  years. 

Tne  halibut  bycatch  rate  standard 
recommended  for  the  BSAI  and  GOA 
midwater  pollock  fisheries  (1  kilogram 
(kg)  halibut/metric  ton  (mt)  of 
groundfish)  is  higher  than  the  bycatch 
rates  normally  experienced  by  vessels 
participating  in  these  fisheries.  The 
recommended  standard  is  intended  to 
encourage  vessel  operators  to  maintain 
off-bottom  trawl  operations  during  their 
participation  in  the  midwater  pollock 
fisheries.  Vessel  operators/owners  who 
exceed  the  halibut  bycatch  rate  standard 
are  subject  to  prosecution  under  the 
incentive  program. 

The  recommended  standard  for  the 
BSAI  "bottom  pollock"  fishery  during 
the  first  quarter  of  1993  (7.5  kg  halibut/ 
mt  of  groundfish)  is  set  at  a  level  that 
approximates  the  average  halibut 
bycatch  rate  experienced  by  vessels 
participating  in  the  "bottom  pollock" 
fishery  during  the  first  quarter  of  1992 
(7.58  kghalibut/mt  of  groundfish.  The 
recommended  bycatch  rate  standard  for 
the  first  quarter  of  1993  is  higher  than 
the  standard  recommended  for  the 
second  quarter  (5.0  kg  halibut/mt  of 
groundfish).  The  Council  anticipates 
that  fishing  effort  for  pollock  by  the 
inshore  and  offshore  components  will 
occur  during  the  first  quarter  of  1993 
and  that  direcied  fishing  allowances 
specified  for  the  pollock  "A  "  season 
will  be  reached  before  the  end  of  the 
"A"  season  (April  15).  Directed  fishing 
for  pollock  by  vessels  participating  in 


the  inshore  and  offshore  component 
fisheries  is  prohibited  from  the  end  of 
the  pollock  "A"  season  until  the 
beginning  of  the  pollock  "B"  season 
(June  1).  During  its  December  meeting, 
the  Council  took  action  to  delay  the 
opening  of  the  pollock  "B"  season  until 
August  15.  If  the  Secretary  approves  the 
"B"  season  delay,  it  could  be 
implemented  in  1993.  Vessels  fishing 
under  the  Community  Development 
Quota  (CDCy  program  (50  CFR  §  675.27) 
could  participate  in  a  directed  fishery 
for  pollock  between  the  "A"  and  "B  ' 
seasons,  subject  to  other  provisions 
governing  the  groundfish  fisheries. 

The  5.0  kg  halibut/mt  of  groundfish 
bycatch  rate  standard  recommended  by 
the  Council  for  the  second  quarter  of 
1993  approximates  the  average  halibut 
bycatch  rate  experienced  by  vessels 
participating  in  the  "bottom  pollock" 
fishery  during  the  second  quarter  of 
1992  (4.3  kg  halibut/mt  of  groundfish). 
This  bycatch  rate  standard  is  intended 
to  accommodate  any  CDQ  fishery  that 
may  occur  after  the  first  quarter  of  1993. 
This  standard  also  would  apply  to  the 
inshore  and  offshore  pollock  fisheries 
during  the  month  of  June  should  the 
Secretary  not  approve  the  Council's 
proposed  delay  of  the  pollock  "B" 
season. 

The  Council  recommended  a  50  Kg 
halibut/mt  of  groundfish  bycatch  rate 
standard  for  the  GOA  "other  trawl" 
fishery.  This  standard  is  unchanged 
from  1992  and  is  based  on  Council 
intent  to  simplify  the  GOA  incentive 
program  by  specifying  a  single  bycatch 
rate  standard  for  the  fisheries  under  the 
incentive  program,  yet  maintain  the 
Council's  objective  of  reducing  halibut 
bycatch  rates  in  the  GOA  trawl  fisheries. 
Observer  data  collected  from  the  1991 
GOA  trawl  fisheries  (excluding  the 
midwater  pollock  fi.shery)  show  first 
and  second  quarter  halibut  bycatch  rates 
of  24  and  66  kg  halibut/mt  of 
groundfish,  respectively.  First  and 
second  quarter  rates  from  1992  were 
lower  at  20  and  22  kg/mt  of  groundfish, 
respectively.  In  spite  of  the  apparent 
reduction  in  average  bycatch  rates  from 
1991  to  1992,  the  Council  determined 
that  a  halibut  bycatch  rate  standard  of 
50  kg  halibut/mt  of  groundfish  would 
continue  to  provide  an  incentive  to 
vessel  operators  to  reduce  halibut 
bycatch  rates  while  participating  in  the 
GOA  trawl  fisheries. 

Bycatch  Rale  Standard  fur  Red  King 
Crab 

The  Council's  recommended  red  king 
crab  bycatch  rate  standard  for  the 
yellowfin  sole  and  "other  trawl" 
fisheries  in  Zone  1  of  the  Bering  Sea 
subarea  is  2.5  crab/mt  of  groundfish 
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during  the  first  half  of  1993.  This 
standard  is  the  same  as  that 
recommended  for  1992. 

Little  fishing  effort  for  flatfish 
occurred  in  Zone  1  during  1991  because 
commercial  concentrations  of  yellowfin 
sole  normally  occur  north  of  this  area  hy 
the  time  the  fishery  opens  May  1.  As 
such,  limited  observer  data  exist  for  the 
1991  and  1992  yellowfin  sole  fishery  in 
Zone  1.  These  data  indicate  average 
quarterly  red  king  crab  bycatch  rates 
between  1.3  and  1.4  crab/mt  of 
groundfish.  During  this  same  period, 
vessels  participating  in  the  "other 
trawl"  fishery  experienced  average  red 
king  crab  bycatch  rates  ranging  between 
0.8  and  1.7  crab/mt  of  groundfish. 
During  1991  and  1902,  some  fishermen 
experienced  relatively  high  bycatch 
rates  of  halibut  north  of  Zone  1  and 
expressed  a  desire  to  explore  fishing 
grounds  in  Zone  1  that  may  have  lower 
halibut  bycatch  rates.  Fishermen  were 
reluctant  to  fish  in  Zone  1.  however, 
because  of  possibly  exceeding  the  red 
king  crab  bycatch  rate  standard.  The 
total  bycatch  of  red  king  crab  by  vessels 
participating  in  the  1992  trawl  fisheries 
is  estimated  at  111,325  crab,  or  about  56 

Eercent  of  the  200,000  crab  bycatch 
mit  established  for  the  trawl  fisheries 
in  Zone  1.  Recognizing  that  the  red  king 
crab  bycatch  limit  will  restrict  bycatch 
amounts  to  specified  levels,  the  Council 
maintained  the  2.5  red  king  crab/mt  of 
groundfish  bycatch  rate  standard  to 
support  those  fishermen  who  actively 
pursue  alternative  fishing  grounds  in  an 
attempt  to  reduce  halibut  bycatch  rates. 
The  Regional  Director  has  determined 
that  Council  recommendations  for 
bycatch  rate  standards  are  appropriately 
based  on  the  information  and 
considerations  necessary  for  such 
determinations  under  §§  672.26(c)  and 
675.26(c).  Therefore,  the  Regional 
Director  concurs  in  the  Council's 
determinations  and  recommendations 
for  halibut  and  red  king  crab  bycatch 
rate  standards  for  the  first  half  of  1993 
as  set  forth  in  Table  1.  These  bycatch 
rate  standards  may  be  revised  and 
published  in  the  Federal  Register  when 
deemed  appropriate  by  the  Regional 
Director  pending  his  consideration  of 


the  informatioD  set  forth  at  $$  672.26(c) 
and  675.26(c). 

Fishing  Mooths 

As  required  in  regulations  at 
8S672.26(B)(2)(iii)  and  675.26(a)(2)(iu). 
the  1993  fishing  months  are  specified  as 
the  following  periods  for  purposes  of 
calculating  vessel  bycatch  rates  under 
the  incentive  program: 

Month  1:  January  1  through  January  30; 
Month  2:  January  31  through  February  27; 
Month  3:  FelMuary  28  through  April  3; 
Month  4:  April  4  through  May  1; 
Month  5:  May  2  thiou^  May  29; 
Month  6:  May  30  through  July  3; 
Month  7:  July  4  through  July  31; 
Month  8:  August  1  through  August  28; 
Month  9;  August  29  through  October  2; 
Month  10:  October  3  through  October  30: 
Month  11:  October  31  through  November  27; 

and 
Month  12:  November  28  through  December 

31. 

Classification 

This  action  is  taken  under  50  CFR 
672.26  and  675.26  and  complies  with 
E.O.  12291. 

Information  upon  which  the 
recommended  bycatch  rate  standards 
are  based  was  not  available  prior  to  the 
Council's  December  1992  meeting. 
These  standards  must  be  effective  by  the 
start  of  the  1993  trawl  season  on  January 
20,  to  avoid  a  lapse  in  vessel 
accountabihty  xmder  the  vessel 
incentive  program.  Without  this 
accountability,  prohibited  species 
bycatch  rates  could  increase  in  the 
groundfish  trawl  fisheries,  prohibited 
species  bycatch  allowances  could  be 
reached  sooner,  specified  groundfish 
trawl  fisheries  could  be  closed 
prematurely,  and  owners  and  operators 
of  groundfish  trawl  vessels  could  incur 
additional  foregone  revenues.  Therefore, 
the  Assistant  Administrator  for 
Fisheries,  NOAA,  finds  for  good  cause 
that  it  is  impractical  and  contrary  to  the 
public  interest  to  extend  prior  notice 
and  comment  on  this  notice  beyond  the 
start  of  the  1993  trawl  season,  or  to 
delay  its  effective  date. 


List  of  Stdiiecta  in  BO  CFR  Parts  672  and 
675 

Fisheries,  Reporting  and 
recordkeeping  requirements. 

Aatfaority:  16  U.S.C  1801  ef  aeq. 
Dated  December  31, 1992. 
Richard  H.  Schaafin-. 

Director  of  Office  of  Fisheries  Conservation 
and  Management.  National  Marine  Fisheries 
Service. 

Table  1.— Bycatch  Rate  Standards, 
BY  Fishery  and  Quarter,  for  the 
First  Half  of  1993  for  Purposes 
OF  THE  Vessel  Incentive  Program 

JN  THE  BSAI  AND  GOA 


Fishery  and  quarter 


10S3 
bycatch 
standard 
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This  section  of  th«  FEDERAL  REGISTER 
contains  noUcM  to  ttw  public  of  ttw  proposed 
issuance  of  rules  and  regulallQiw.  The 
purpose  of  these  nottces  It  to  give  interested 
persons  an  opportunity  to  participate  In  the 
rule  making  prior  to  the  adopMon  of  the  fincri 
rules. 


DEPARTMENT  OF  AGRICULTURE 
Fanners  Horn*  Administration 
7  CFR  Part  1944 
RIN0675-A8ie 

Section  502  Rural  Housing  Loan 
Policies,  Procedures,  and 
Aitfhorizatiorts 

AGENCY:  Farmers  Home  Administration, 
USDA. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Farmers  Home 
Administration  (FmHA)  proposes  to 
amend  its  Single  Family  Rural  Housing 
loan  making  regulation.  The  following 
actions  are  taken:  The  deHnition  of 
income  is  being  revised  pursuant  to  the 
Omnibus  Budget  Reconciliation  Act  of 
1990.  Public  Law  101-508.  which 
excludes  "any  earned  income  tax  credit 
to  the  extent  it  exceeds  tax  liability" 
from  being  counted  in  the  annual 
income;  The  interests  of  individual 
Indians  in  trust  or  restricted  lands  and 
payments  made  from  the  Agent  Orange 
Settlement  Fund  or  any  other  exempted 
Federal  statutes  cannot  be  used  for  the 
purposes  of  determining  eligibility  for 
an  FmHA  loan,  nor  can  they  be 
CO/isidered  in  determining  the  amount 
of  interest  credit  assistance  for  which  a 
borrower  is  eligible;  Exclusion  from  the 
definition  of  annual  income  of  pay  of  a 
member  of  the  Armed  Forces  stationed 
in  the  Operation  Desert  Storm  Combat 
Zone;  FmHA  will  no  longer  post  the 
selected  Rural  Housing  applicants' 
names  on  the  FmHA  County  Office's 
bulletin  boards;  FmHA  will  require 
applicants/borrowers  to  submit  Federal 
income  tax  returns  as  part  of  a 
completed  loan  application;  and  the 
interest  credit  regulation  is  updated  and 
discrepancies  with  previously 
published  regulations  are  removed. 
DATES:  Comments  must  be  received  on 
or  before  March  5. 1993. 
ADDRESSES:  Submit  vmtten  comments, 
in  duplicate,  to  the  OfRce  of  the  Chief. 
Regulations  Analysis  and  Control 


Branch.  Fanners  Home  Administratirai. 
U.S.  Department  of  Agriculture,  room 
6348,  South  Agriciilture  Building,  14th 
and  Independence  SW.,  Washington.  DC 
20250.  All  written  comments  will  be 
available  for  public  inspection  during 
regular  working  hours  at  the  above 
address. 

FOR  FURTHER  INFORMATION  CONTACT: 
Gloria  L  Denson,  Loan  Specialist, 
Fanners  Home  Administraticm,  USDA, 
room  5334-S,  South  Agricultxire 
Building.  14th  and  Independence  SW.. 
Washington,  DC  20250,  Telephone  (202) 
720-1487. 

SUPPLEMENTARY  tt^FORMATION: 

Classification 

These  actions  have  been  reviewed 
under  USDA  procedures  established  in 
Departmental  Regulation  1512-1  which 
implements  Executive  Order  12291,  and 
has  been  determined  to  be  a  nonmajor 
because  there  is  no  substantial  change 
from  practices  tuder  existing  rules  that 
would  have  an  annual  effect  on  the 
economy  of  $100  million  or  more.  There 
is  no  ma|or  increase  in  cost  or  prices  for 
consumers,  individual  industries, 
Federal,  State,  or  local  Government 
agencies,  or  geographic  regions,  or 
significant  adverse  effects  on 
competition,  employment,  productivity, 
innovation,  or  in  the  ability  of  United 
States  based  enterprises  to  compete  with 
foreign-based  enterprises  in  domestic  or 
export  markets.  These  actions  are  not 
expected  to  substantially  affect  budget 
outlay  or  affect  more  than  one  Agency 
or  to  be  controversial.  The  net  result  is 
expected  to  provide  better  service  to 
rural  residents. 

Environmental  Impact  Statement 

This  document  has  been  reviewed  in 
accordance  with  7  CFR  part  1940, 
subpart  G.  Environmental  Program.  It  is 
the  determination  of  FmHA  tlwt  the 
proposed  action  does  not  constitute  a 
major  Federal  action  significantly 
affecting  the  quality  of  the  human 
environment  and  in  accordance  with  the 
National  Policy  Act  of  1949,  Public  Law 
91-90,  an  Environmental  Impact 
Statement  is  not  required. 

Intergovernmental  Consultation 

For  the  reason  set  forth  in  the  final 
rule  related  notice  to  7  CFR  part  3015, 
subpart  V,  48  FR  29115,  June  24, 1963, 
this  program/activity  is  excluded  from 
the  scope  of  Executive  Order  12372 


which  requires  intergovernmental 
considtation  with  State  and  local 
officials. 

Prognun  AfEectad 

This  program  is  listed  in  the  catalog 
of  Federal  Assistance  under  10.410. 
Low-Income  Housing  Loans. 

Regulatory  Flexibility  Act 

This  final  rule  has  been  reviewed 
with  respect  to  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601-612).  The 
imdersigned  has  determined  that  this 
action  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  since  this 
rulemaking  action  does  not  involve  a 
new  or  expanded  program. 

Background/Discussioa 

FmHA's  existing  regulations  require 
any  earned  income  tax  credit  to  the 
extent  it  exceeds  income  tax  liability  to 
be  included  in  the  applicant/bonower's 
annual  income.  The  Omnibus  Budget 
Reconciliation  Act  of  1990,  Public  Law 
101-508,  excluded  the  earned  income 
tax  credit  refund  from  being  considwed 
as  income  for  purposes  of  FmHA 
housing  programs.  This  exclusion  was 
effective  January  1, 1991.  Therefore,  the 
current  regulations  are  being  amended 
to  exclude  this  requirement  from  the 
annual  income  definition. 

FmHA  is  revising  its  regulations 
defining  income  for  housing  programs 
to  clarify  that  the  interests  of  individual 
Indians  in  trust  or  restricted  lands  shall 
not  be  considered  a  resource  in 
determining  eligibility  for  assistance. 
This  change  is  consistent  with  25  U.S.C. 
1408. 

Revisions  are  being  made  to  FmHA 
regulations  to  exclude  payments  from 
the  Agent  Orange  Settlement  Fund  or 
any  other  fund  established  pursuant  to 
the  settlement  in  the  In  re  Agent  Orange 
product  liability  litigation  as  means  or 
resources  for  purposes  of  determining 
eligibility  for  an  FmHA  housing  loan  or 
interest  credit.  These  changes  are 
reouired  by  Public  Law  101-201. 

Section  S01(b)(5)  of  the  Housing  Act 
of  1949  provides  that  for  the  purposes 
of  the  Housing  Act  of  1949  the  "terms 
'income'  and  'adjusted  income'  have  the 
meanings  given  by  sections  3(b)(4)  and 
3(b)(5).  respectit^ly,  of  the  United 
States  Housing  Act  of  1937."  Section 
3(b)(4)  of  the  United  States  Housing  Act 
of  1937,  42  U.S.C.  1437a(b)(4),  provides 
that  the  "term  'income'  means  income 
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from  all  sources  of  each  member  of  the 
household,  as  determined  in  accordance 
with  criteria  prescribed  by  the  Secretary 
of  [of  HUD),  in  consultation  with  the 
Stjcretary  of  Agriculture,  except  that  any 
amounts  not  actually  received  by  the 
family  may  not  be  considered  as  income 
under  this  paragraph."  On  January  29, 
1991.  the  HUD  Assistant  Secretary  for 
Public  and  Assisted  Housing  issued 
Notice  H  91-11  which,  among  other 
things,  waives  HUD  regulations  which 
required  annual  income  to  include  "all 
regular  pay,  special  pay  and  allowances 
of  a  member  of  the  Armed  Forces." 
Thus,  for  the  duration  of  Operation 
Desert  Storm  HUD's  definition  of  annual 
income  does  not  include  military  pay  of 
military  personnel  stationed  in  the 
combat  zone  as  defined  in  Presidential 
Executive  Order  12744  (January  21, 
1991).  This  revision  in  the  definition  of 
annual  income  is  added  to  the  FmHA 
definition  of  income  for  housing 
programs. 

Current  regulations  require  the 
County  Supervisor  to  post  on  the 
County  Office  bulletin  board  after  each 
selection  period  a  list  of  the  names  of 
those  applicants  who  have  been  selected 
and  notified  of  the  processing  of  their 
application.  Based  on  recent  Supreme 
Court  decisions  under  the  Freedom  of 
l:iformation  Act  (FOIA),  FmHA  is 
deleting  this  public  posting 
requirement. 

Current  FmHA  regulations  do  not 
require  the  County  Supervisor  to  have 
the  applicants  submit,  during  the 
application  process,  audited  and/or 
certified  finartCial  statements  and 
income  tax  I'etums.  The  regulations  are 
being  r€(vise^  to  require  the  FmHA 
County  Supervisor  to  review  the  Single 
Family  Housing  applicants'  audited 
and/or  certified  financial  statements 
and/or  most  recent  Federal  income  tax 
returns  as  a  part  of  the  application 
process. 

In  an  earlier  rule  change,  FmHA 
implemented  a  provision  of  the  Housing 
and  Community  Development  Act  of 
1987  that  provided  for  borrowers 
receiving  interest  credit  assistance  to 
continue  their  interest  credit  subsidies 
even  though  their  incomes  exceeded  the 
moderate  income  level.  To  eliminate 
inconsistencies,  the  Agency  proposes  to 
revise  the  limitation  or.  new  interest 
credits  for  existing  loans  to  allow 
borrowers  with  income  not  exceeding 
moderate  to  receive  interest  credit.  In 
the  past,  a  borrower  had  to  have  a  low 
income  to  initially  receive  interest 
credit,  although  interest  credit  could 
continue  to  the  borrower  when  the 
adjusted  family  income  exceeded  the 
moderate  income  limit.  The  change  will 
allow  existing  borrowers  who  have 


moderate  incomes  to  qualify  to  receive 
interest  credit. 

A  change  in  the  effective  period  of  the 
Interest  Credit  Agreement  is  proposed  in 
situations  where  the  borrower  is 
unemployed.  Currently,  the  Interest 
Credit  Agreement  is  processed  for  12 
months  based  on  the  borrower's  present 
verified  income.  When  a  borrower 
receives  unemployment  income,  there  is 
potential  for  confusion  about  how  to 
estimate  the  borrower's  income  for  the 
next  12  months.  The  Agency  proposes 
to  extend  the  hiterest  Credit  Agreement 
only  for  the  known  period  of 
unemployment  benefits  or  six  months. 
The  borrower's  income  will  be  reviewed 
prior  to  the  end  of  this  period  and  the 
interest  credit  agreement  revised 
accordingly. 

A  change  is  being  made  to  ensure  that 
the  Agency  handles  a  reduction  in 
income  consistently  between  the 
ser\'icing  regulations  (7  CFR  part  1951 
subpart  G)  and  the  credit  regulations. 
Currently,  married  borrowers  must  be 
separated  for  a  period  of  at  least  six 
months  before  additional  interest  credit 
assistance  can  be  considered.  An 
income  reduction  of  at  least  30  percent 
within  three  months  of  the  anniversary 
date  was  not  considered  for  additional 
interest  credit  assistance  until  the 
anniversary  date.  FmHA  servicing 
regulations  permit  an  account  to  be 
accelerated  when  it  is  three  monthly 
payments  delinquent  provided  the 
account  has  been  serviced.  Thus  it  was 
possible  to  accelerate  a  borrower's 
account  before  reaching  the  prescribed 
eligibility  for  additional  interest  credit 
assistance.  Revisions  have  been  made  to 
correct  this  problem  and  to  allow 
consideration  of  interest  credit  benefits 
at  the  end  of  three  months  instead  of  six 
months.  In  addition,  borrowers  may 
qualify  for  a  reduction  in  payments  at 
any  time,  provided  the  verified  change 
in  income  results  in  a  payment 
reduction  of  at  least  15  percent. 

The  Agency  proposes  to  remove  the 
provision  for  cancelling  interest  credit 
benefits  to  a  family  who  has  improved 
its  property  beyond  what  is  considered 
to  be  modest  for  the  area.  This  provision 
was  untenable  because  the  lack  of 
interest  credit  would  make  many  of 
these  families  unable  to  afford  the  costs 
of  home  ownership. 

The  Agency  proposes  to  add  a  District 
Director  review  of  a  representative 
sample  of  interest  credit  agreements  in 
each  County  Office.  The  incomes 
reported  on  these  agreements  will  be 
verified  with  the  State  Employment 
Agency,  or  similar  agency,  to  ensure 
that  all  family  income  has  been  counted 


Paperwork  Reduction  Act 

The  collection  of  information 
requirements  contained  in  this 
regulation  have  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  under  section  3504(h)  of  the 
Paperwork  Reduction  Act  of  1980. 
Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
vary  from  15  minutes  to  1.5  hours  per 
response,  with  an  average  of  30  minutes 
per  response  including  time  for 
reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information.  Send  comments 
regarding  this  burden  estimate  or  any 
other  aspect  of  this  collection  of 
information,  including  suggestions  for 
reducing  this  burden,  404-W, 
Washington,  DC  20250;  and  to  the 
Office  of  Management  and  Budget. 
Attention:  Desk  Officer  for  the  Farmers 
Home  Administration,  Washington,  DC 
20503. 

Civil  Justice  Reform 

The  proposed  regulation  has  been 
reviewed  in  light  of  Executive  Order 
(EO)  12778  and  meets  the  applicable 
standards  provided  in  section  2(a)  and 
(2)(b)(2)  of  that  Order.  Provisions  within 
this  part  which  are  inconsistent  with 
state  law  are  controlling.  All 
administrative  remedies  pursuant  to  7 
CFR  part  1900  subpart  B  must  be 
exhausted  prior  to  filing  suit. 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote  - 
economic  grovrth,  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
the  public  to  understand,  use  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Dep6u1ment  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
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minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  &om  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accompli^  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  Notice. 

List  of  Subjects  in  7  CFR  Part  1944 

Home  improvement.  Loan  programs — 
Housing  and  commimity  development. 
Low  and  moderate  income  housing — 
Rental,  Mobile  homes.  Mortgages, 
Subsidies. 

Therefore,  as  proposed,  part  1944, 
chapter  XVm,  title  7,  Code  of  Federal 
Regulations,  is  amended  as  follows: 

PART  1944— HOUSING 

1.  The  authority  citation  for  part  1944 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  1480;  5  U.S.C  301;  7 
CFR  2.23  and  2.70. 

Subpart  A— Section  502  Rural  Housing 
Loan  Pollciea,  Procedures,  and 
Authorlzatlona 

U2.  Section  1944.5  is  amended  by 
moving  paragraph  {d)(8)  and 
redesignating  current  paragraphs  (d)(9), 
(10),  and  (111,  as  paragraphs  (d)(8),  (9), 
and  (10),  respectively;  and  by  revising 
paragraphs  (e)(8),  (e)(12),  and  (e)(17)  to 
read  as  follows: 

1 1944  j    Annual  income. 

■ .     •        •        *    .    * 

(e)*  *  * 

(8)  The  hazard  duty  pay  to  a  service 
person  applicant/borrower  or  spouse 
away  from  home  and  exposed  to  hostile 
fire.  The  imminent  danger  duty  pay  to 
a  service  person  applicant/borrower  or 
spouse  away  fi-om  home  and  exposed  to 
hostile  fire.  Amounts  of  imminent 
danger  pay  for  Military  personnel 
stationed  in  the  Combat  Zone  are 
excluded  fi'om  annual  income  effective 
August  2, 1990.  Any  military  pay 
received  by  persons  serving  in  the 
Combat  Zone  received  on  or  after 
January  17, 1991  is  excluded  from 
annual  income.  The  Combat  Zone,  as 
defined  by  the  Presidential  Executive  . 
Order  12744  dated  January  21. 1991, 
consists  of  the  Persian  Gulf,  the  Red 
Sea,  the  Gulf  of  Oman,  that  portion  of 
the  Arabian  See  that  lies  north  of  10 
degrees  north  latitude  and  west  of  68 
degrees  east  longitude,  the  Gulf  of  Aden, 
the  total  land  areas  of  Iraq.  Kuwait, 
Saudi  Arabia.  Oman,  Bahrain,  Qatar, 
and  the  United  Arab  Emirates. 
Immediately  upon  notification  by  the 


family  or  based  on  information  from  a 
knowledgeable  source  that  a  member  of 
the  household  is  or  was  serving  in  the 
Combat  Zone,  the  County  Supervisor 
shall  redetermine  the  household  income 
retroactive  to  January  17, 1991,  and 
adjust  the  borrower's  interest  credit 
accordingly. 
•        *        •        •        * 

(12)  Any  earned  income  tax  credit  to 
the  extent  it  exceeds  income  tax  liability 
will  not  be  counted  as  part  of  annual 
income,  but  will  remain  part  of  the 
applicant's  income  for  purposes  of 
repayment  ability. 
***** 

(17)  Payments  received  from  the 
Agent  Orange  Settlement  Fund,  income 
from  interests  of  individual  Indians  in 
trust  or  restricted  land,  and  any  funds 
which  a  Federal  statute  specifies  must 
not  be  used  as  the  basis  for  denying  or 
reducing  Federal  financial  assistance  or 
benefits  to  which  the  recipient  would 
otherwise  be  entitled. 

3.  Section  1944.26  is  amended  by 
removing  paragraph  (c)  (2)  and 
redesignating  paragraphs  (c)  (3),  (4),  and 
(5)  as  (c)  (2),  and  (3)  and  (4), 
respectively;  and  by  adding  a  paragraph 
(a)  (7)  to  read  as  follows: 

§1994(26    Application  procassing. 


(a)  •  •  • 

(7)  The  applicant  must  submit  a 
certified  financial  statement  and/or  a 
copy  of  the  applicant's  most  recently 
filed  Federal  income  return  as  part  of 
the  completed  loan  application.  The 
applicant  will  be  advised  of  this 
requirement  during  the  application 


mterview. 

*        • 


4.  Section  1944.34  is  revised  to  read 
as  follows: 

§1944.34    Intweet  crvdit 

(a)  General.  It  is  the  policy  of  FmHA 
to  grant  interest  credit  on  loans  to 
qualified  borrowers  to  assist  them  in 
obtaining  and  retaining  decent,  safe,  and 
sanitary  dwellings  and  related  facilities. 
When  FmHA  contracts  out  servicing,  all 
actions  assigned  to  the  County 
Supervisor  may  be  performed  by  the 
contractor,  except  approval  or 
cancellation  of  interest  credit. 

(b)  Definition. — (1)  Annual  payment 
borrowers.  Borrowers  who  signed 
promissory  notes  providing  for  annual 
payments,  including  borrowers 
converted  to  monthly  payments  through 
the  use  of  Form  1951-34,  Direct  Plan 
Change. 

(2)  Monthly  payment  borrowers. 
Borrowers  who  signed  promissory  notes 
providing  for  monthly  payments. 


(3)  Review  period.  The  review  period 
f(s  an  annual  payment  borrower  will  be 
the  months  of  October  and  November. 
The  review  period  for  a  monthly 
payment  borrower  will  be  the  second 
and  third  months  prior  to  the  scheduled 
expiraticm  date  of  the  borrower's  curm>t 
Interest  Credit  Agreement. 

(4)  Real  estate  taxes.  Real  estate  taxes 
for  interest  credit  purposes  means  the 
amount  of  real  estate  taxes  and 
assessments  that  will  actually  be  due 
and  payable  on  the  dwelling  and  the 
dwelling  site  during  the  interest  credit 
period,  reduced  by  the  amount  of  any 
tax  exemption  available  to  the  borrower, 
regardless  of  whether  such  exemption  is 
actually  claimed.  Tax  exemptions  may 
include  such  things  as  homestead 
exemptions,  special  exemptions  for  low- 
income  families,  senior  citizens, 
veterans,  and  others. 

(c)  Approval  authority.  Those  FmHA 
officials  who  are  authorized  to  approve 
Section  502  loans  are  also  authorized  to 
approve  the  Interest  Credit  Agreement. 

fd)  Amount  of  interest  credit.  (1) 
Loans  other  than  FmHA  loans  qualified 
to  be  considered  in  the  interest  credit 
calculation  include  on\y  those  loans 
made  for  authorized  Section  502  RH 
purposes  and  which  are  a  lien  against 
the  FmHA  security  by  virtue  of  a  prior 
mortgage.  Except  as  provided  in 
paragraph  (d)(2)  of  this  section,  the 
amount  of  interest  credit  granted  will  be 
tlie  lesser  of: 

(i)  The  difference  between  20  percent 
of  the  borrower's  adjusted  annual 
income  and  the  sum  of  the  armual 
installments  due  at  the  note  interest  rate 
on  qualified  loans  plus  the  cost  of  real 
estate  taxes  and  insurance,  or 

(ii)  The  difference  between  the  annual 
installment  due  on  the  FmHA 
promissory  notes  eligible  for  interest 
credit  and  the  amount  the  borrower 
would  pay  if  the  loan(s)  was  amortized 
at  an  interest  rate  of  1  percent. 

(2)  For  repair  and  renabilitation  loans 
which  meet  the  requirements  of 
paragraph  (0^^)  of  this  section,  interest 
credit  will  begranted  in  an  amount  to 
achieve  the  following  effective  interest 
rates: 

(i)  For  borrowers  whose  adjusted 
annual  income  is  not  more  than  $5,000, 
interest  credit  will  be  calculated  using 
the  amortization  factor  for  1  percent. 

(ii)  For  borrowers  whose  adjusted 
annual  income  is  more  than  $5,000  but 
not  more  than  $7,000,  interest  credit 
will  be  calculated  using  the 
amortization  factor  for  2  percent. 

(iii)  For  borrowers  whose  adjusted 
annual  income  is  more  than  $7,000  but 
not  more  than  $10,000,  interest  credit 
will  be  calculated  using  the 
amortization  factor  for  3  percent. 
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(3)  Borrowers  qualifying  for  interest 
credit  assistance  under  both  parap-aphs 
(d)  (1)  and  (2)  of  this  section  will  be 
granted  only  the  one  type  of  interest 
credit  assistance  that  is  most  beneficial 
to  them.  Interest  credit  on  initial  and 
subsequent  loans  will  always  be  the 
seame  type.  There  is  no  provision  for 
switching  from  one  type  of  interest 
credit  to  the  other. 

(e)  Recapture.  At  the  applicant 
interview.  FmHA  will  advise  all  Section 
502  RH  applicanU  that  interest  credit  is 
subject  to  recapture. 

(fj  Eligibility.  To  be  eligible  for 
interest  credit,  a  bwrower  must  qualify 
for  a  Section  502  loan,  must  personally 
occupy  the  dwelling,  and  must  meet  the 
following  additional  requirements: 

(1)  Initial  loans  including  credit  sales. 
Interest  credit  may  be  granted  at  loan 
closing  if: 

(i)  Tne  borrower's  adjusted  annual 
income  at  time  of  loan  approval  did  not 
exceed  the  applicable  low-income  limit 
in  Exhibit  C  of  this  subpart.  (Available 
in  any  FmHA  ofBce). 

(ii)  The  borroww's  net  family  assets 
do  not  exceed  $7,500.  (maximum  as 
defined  in  S  1944.2(n)  of  this  subpart) 
(net  family  assets  of  $10,000  will  be 
allowed  for  an  eldwly  Camily  as  defined 
in  S  1944.2(d)  of  this  subpwt)  unless  an 
exception  is  authmixed.  The  calculation 
of  net  family  assets  will  exclude  the 
value  of  the  dwelling  and  a  minimum 
adequate  dwelling  site,  cash  on  hand 
which  will  be  used  to  reduce  the 
amount  of  the  loan,  and  household 
goods  and  personal  automobile(s)  and 
the  debts  against  them. 

(iii)  llie  term  of  the  loan  will  be 
determined  in  accordance  with 
S  1944.25  of  this  subpart.  Interest  credit 
will  not  be  granted  on  loans  with  a  term 
of  less  than  25  years,  except  as  provided 
in  paragraphs  (f)  (4)  and  (6)  of  this 
section. 

(iv)  The  loan  was  approved  on  or  after 
August  1.1968,  and 

(v)  The  amount  of  interest  credit  will 
be  $5  or  more  per  month  or  $60  or  more 
annually. 

(2)  Subsequent  loans.  Interest  credit 
may  be  granted  on  subsequent  loans 
which  meet  the  requirements  of 
paragraph  (f)(1)  of  this  section.  If 
interest  credit  is  presently  being  granted 
on  Om  initial  loan  and  the  borrower's 
adjusted  income  does  not  exceed  the 
moderate-income  limit,  it  may  also  be 
granted  on  the  subsequent  loan  if  the 
term  of  the  subsequent  loan  is  25  years 
or  ihoie. 

(3)  Assumptions.  Interest  credit  may 
be  granted  to  e  boirower  assuming  a  RH 
loan  wovided  the  assuming  party(ies) 
ouslifies  eocording  to  paragraph  (f)(1)  of 
UiissecdoD. 


(4)  flecunorfization.  Interest  credit 
may  be  granted  on  loans  made  as  low- 
and  moderate-income  loans  after 
reamortization: 

(i)  If  the  loan  was  eUgible  for  interest 
credit  prior  to  reamortixation,  interest 
credit  may  continue  to  be  granted 
regardless  of  the  remaining 
reamortization  period. 

(ii)  If  the  loan  was  not  eligible  for 
interest  credit  prior  to  reamortization. 
the  reamortized  term  of  the  loan  must  be 
25  or  more  years  and  all  other 
conditions  of  paragraph  (f)(1)  of  this 
section  must  be  met. 

(5)  Existing  loans.  Interest  credit  may 
be  granted  at  any  time  after  loan  closing 
if: 

(i)  the  requirements  of  paragraphs 
(f)(1)  (U).  (iii),  and  (v)  of  this  section  are 
met; 

(ii)  the  loan  was  approved  as  a  "low 
or  moderate"  Section  502  loan  on  or 
after  August  1.1968: 

(iii)  the  borrower's  adjusted  annual 
income  does  not  exceed  the  moderate 
income  Umit  in  Exhibit  C  of  this  subpart 
(available  in  any  FmHA  OfBce). 

(iv)  Due  to  a  change  In  circumstances, 
the  borrower  requests  interest  credit,  or 
FmHA  determines  that  interest  credit  is 
needed  to  enable  the  borrower  to  repay 
the  loan.  In  the  case  of  co-borrowers, 
when  one  co-borrower  has  left  the 
dwelling  due  to  domestic  discord, 
interest  credit  based  on  the  remaining 
co-borrower's  income  may  be  extended 
to  the  remaining  co-borrower  if: 

(A)  the  remaining  co-borrower  is 
occupying  the  dwelling,  owns  a  legal 
interest  in  the  property,  and  is  liable  for 
the  debt; 

(B)  legal  papers  have  been  filed  with 
the  appropriate  court  to  commence 
divorce  or  legal  separation  oroceedings, 
or  one  co-borrower  has  not  been  living 
in  the  dwelling  for  at  least  three  months. 
Interest  credit  will  not  be  granted  if 
separation  is  due  only  to  work 
assignment  or  military  (Htler;  and 

(C)  The  remaining  co-borrower  is 
inftffmed  and  agrees  that  should  the  co- 
borrower  ntum  to  live  in  the  dwelling, 
that  co-borrower's  income  will  then  be 
counted  toward  annual  income  and 
interest  credit  may  be  reduced  or 
cancelled. 

(6)  Bepair  and  rehabilitation  loans. 
Interest  credit  may  be  granted  on 
Section  502  RH  loans  made  to  repair  ot 
rehabilitate  a  dwelling  already  owned 
by  the  applicant  provided  the  following 
conditions  are  met: 

(i)  The  initial  interest  will  be  granted 
at  the  time  of  loan  closing  and  the  loan 
%vill  be  secured  by  a  real  esUte.   .  r 
mortgage: 


(ii)  The  dwelling  is,  or  will  be. 
occupied  by  an  eligible  borrower  after 
the  loan  is  made; 

(iii)  The  amount  of  the  loan  will  not 
exceed  $10,000.  or  be  amortized  for  not 
more  than  25  years: 

(iv)  The  applicant's  adjusted  annual 
income  does  not  exceed  $10,000; 

(v)  The  repairs  will  be  made  to  bring 
a  substandard  dwelling  up  to  the 
standards  outlined  in  Section  1944.16(j); 

and 

(vi)  The  net  family  asset  requirements 
in  paragraph  (f)(l)(ii)  of  this  section  are 

^^-  ..     .  > 

(g)  Processing  interest  credit— {I) 

General.  The  amount  of  interest  credit 
for  which  a  borrower  may  be  eligible 
will  be  determined  by  use  of  Form 
FmHA  1944-6  or  Form  1944-A6, 
"Interest  Credit  Agreement,"  as  outlined 
in  paragraph  (d)  of  this  section. 

(i)  Determination  of  Income.  The 
County  Supervisor  is  responsible  for 
determining  the  borrower's  annual  and 
adjusted  annual  income  as  defined  in 
§  1944.2,  paragraphs  (b)  and  (c) 
respectively,  of  this  subpart.  A  borrower 
interview  will  be  conducted  in  all  cases 
for  granting  initial  interest  credit.  Form 
FmHA  1910-5  will  be  used  to  verify  the 
earning  from  employment  of  all  persons 
whose  income  is  included  in  "Annual 
Income." 

(ii)  Effective  period.  Interest  Credit 
Agreements  on  loans  made  to  monthly 
payment  borrowers  will  be  for  a  12- 
month  period.  For  annual  payment 
borrowers  and  annxial  converted  to 
monthly  borrowers,  the  agreements  will 
be  in  effect  until  January  1  after  the 
effective  date.  Fot  an  unemployed 
.  borrower  receiving  unemployment 
benefits,  the  agreement  will  be  effective 
for  the  period  during  which  the 
b<vrower  will  receive  unemployment 
benefits,  or  if  the  period  if  imknown.  no 
longer  than  6  months.  The  expiration 
date  will  be  established  by  FmHA. 

(iii)  Partial  year  interest  credit.  For  an 
aimual  payment  borrower  with  an 
initial  installment  less  than  a  regular 
installment,  and  who  wrill  receive  less 
than  a  full  year  of  interest  credit 
assistance,  the  interest  credit  granted 
will  be  pro  rata  poklion  calculated  on 
the  number  of  months  left  in  the  current 
calendar  year,  including  the  month  in 
which  the  loan  is  closed. 

(iv)  Advance  from  the  BKP.  The 
repayment  schedule  for  advances  made 
from  the  Riiral  Hotising  Insurance  Fund 
will  be  computed  at  the  interest  rate 
shown  (m  the  promissory  note. 

(v)  Preparation  ^the  transaction 
record.  For  bommers  reoefvlng  interest 
credit  in  Western  Pacific  Tenitorv  field 
offices^the  follo«iring  dungea  wiU  be 
shown  on  Form  451-26.  Transaction  >>^ 
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Record,  when  prepared  by  the  Finance 
Office: 

(A)  Interest  rate  field.  The  interest  rate 
field  of  the  form  will  continue  to  show 
the  interest  rate  on  the  note.  The 
Finance  Office  will  compute  the 
effective  interest  rate  charged  the 
borrower  based  on  the  amoiint  of 
interest  credit  granted.  The  computed 
rate,  rounded  to  the  nearest  Vb  of  a 
percent,  will  be  shown  as  a  footnote  on 
the  form  as  "Interest  Rate  reduced  to 

%."  Subsequent  transactions  will 

be  applied  to  the  loan  by  the  Finance 
Office  at  the  reduced  interest  rate  until 
such  time  as  renewal,  change,  or 
cancellation  occurs. 

(B)  Daily  interest  accrual  field.  The 
daily  interest  accrual  will  be  shown  at 
the  reduced  interest  rate  and  the  interest 
will  accrue  at  the  same  interest  rate 
until  such  time  as  the  interest  credit  is 
renewed,  changed,  or  cancelled. 

(C)  Application  of  credit  field.  The 
initial  transaction  record  form  will  not 
have  an  entry  in  the  "Application  of 
Credit"  field.  The  Interest  Credit 
Transaction  Code  for  this  method  of 
processing  interest  credit  will  be  4  Z. 

(D)  Payment  status  field.  The  payment 
status  field  will  not  reflect  the  dollar 
amount  of  the  interest  credit  granted.  No 
entry  will  be  made  for  monthly  payment 
borrowers. 

(E)  Minimum  amount  due  by  date 
show  field.  For  annual  payment 
borrowers,  the  amount  of  the 
installment,  reduced  by  the  amount  of 
interest  credit  granted,  will  be  shown. 
For  monthly  pajrment  borrowers  the 
word  "monthly"  will  be  entered  in  the 
space  provided. 

(2)  Initial  and  subsequent  loans — (i) 
County  Office  action.  The  County 
Supervisor  will: 

(A)  Determine  the  borrower's  adjusted 
annual  income  and  document  the 
calculations  in  the  case  file  running 
record. 

(B)  Enter  on  Form  FmHA  1940-1  the 
adjusted  annual  income,  the  estimated 
real  estate  taxes  that  will  become  due 
and  payable  during  the  first  and  second 
years  of  the  agreement,  and  the  amount 
of  the  annual  property  insurance 
premium  for  the  dwelling. 

(C)  For  initial  loans  approved  with 
interest  credit  and  closed  under  the 
multiple  advance  feature  of  the  loan 
disbursement  system  outlined  in 
Subpart  A  of  Part  1902  of  this  Chapter, 
further  review  of  the  borrower's 
financial  status  is  iHit  required  unless 
the  Interest  Credit  Agreement  will  be 
approved  more  than  90  days  after  the 
last  "Verification  of  Employment"  or 
there  is  evidence  which  indicates  the 
borrower's  financial  status  has  changed 
significantly.  If  prior  to  the  approval  of 


the  Interest  Credit  Agreement,  the 
County  Supervisor  finds  that  the 
adjusted  income  has  increased,  interest 
credit  will  be  granted  on  the  basis  of  the 
borrower's  new  circumstances. 

(D)  Complete  a  corrected  Interest 
Credit  Agreement  when  the  loan  is 
closed  or  at  the  amortization  effective 
date  if  the  borrower's  circumstances 
have  chfmged  do  that  the  amount  of 
interest  credit  would  be  increased  or 
decreased  by  at  least  $5  monthly  or  $60 
annually. 

(3)  Reamortization,  credit  sales  and 
transfers.  Interest  credit  to  a  borrower 
whose  loan(s)  is  being  reamortized.  or  a 
borrower  who  assumes  an  RH  loan  or 
purchases  property  from  inventory  will 
be  calculated  by  the  County  Office  on 
Form  FmHA  1944-6. 

(4)  Existing  loans.  Interest  credit 
granted  in  accordance  with  paragraph 
(f)(5)  of  this  section  can  be  processed  at 
any  time  in  the  same  manner  as  interest 
credit  on  initial  loans,  except  that  the 
County  Office  will  complete  Form 
FmHA  1944-6  and  calculate  the  amount 
of  interest  credit  assistance  the  borrower 
will  receive. 

(h)  Interest  credit  modification — (1) 
Before  expiration.  When  approving  a 
change  in  interest  credit  assistance 
before  the  expiration  of  a  current 
Interest  Credit  Agreement  in  accordance 
with  paragraph  (i)(3)  of  this  section, 
FmHA  will  interview  the  borrower  and 
determine  the  borrower's  adjusted 
annual  income. 

(2)  Correction  of  Interest  Credit 
Agreement.  When  an  error  by  a  FmHA 
employee  results  in  granting  at  least  $5 
per  month  ($60  per  year)  less  interest 
credit  than  the  borrower  was  eligible  to 
receive,  a  corrected  agreement  will  be 
prepared.  The  effective  date  of  the 
corrected  agreement  will  be  the  same  as 
the  agreement  in  error.  Payments  made 
under  the  previous  agreement  will  be 
reapplied  according  to  the  terms  of  the 
new  Interest  Credit  Agreement. 

(3)  Interest  credit  renewal.  Pursuant  to 
delegations  of  procurement  authority 
included  in  FmHA  Instruction  2024-A 
(available  in  any  FmHA  Office),  FmHA 
is  authorized  to  enter  into  contracts  for 
the  processing  of  interest  credit 
renewals.  Contractors  will  not  be  given 
the  authority  to  approve  or  disapprove 
Interest  Credit  Agreements. 

(i)  Borrower  responsibility.  The 
interest  credit  renewal  packages  are 
issued  annually  to  determine  the 
borrower's  eligibility  for  interest  credit 
assistance  and  to  verify  the  earnings  or 
incomes  of  all  persons  whose  incomes 
are  included  in  the  annual  income. 
Upon  receipt  of  the  package,  the 
borrower's  responsibility  will  to  give 
one  copy  of  the  Verification  of 


Employment  (Form  FmHA  1910-5)  to 
the  employer  or  employers  of  each 
member  of  the  household  who  has 
income  to  be  considered.  An  envelope 
will  be  provided  each  employer  to 
facilitate  the  mailing  of  the  form  directly 
to  the  County  Office  or  to  the  contractor, 
if  applicable.  The  borrower  will  also 
complete  Part  II  of  the  interest  form, 
sign  the  original  form  and  bring  the 
original  and  all  copies  to  the  FmHA  or 
the  interest  credit  contractor.  Postage  for 
these  envelopes  will  be  provided  as  set 
forth  in  §  1944.26(a)(5)  of  this  subpart. 

(ii)  County  Office  actions.  The  County 
Supervisor,  or  designee  will: 

(A)  One  month  prior  to  the  interest 
credit  agreement  expiration  date. 
Transaction  Code  (T/C)  IC  will  become 
available  for  a  borrower  and  the  county 
office  will  access  |he  workfile  to  enter 
the  required  renewal  information  using 
Transaction  Code  T/C  IC,  Interest  Credit 
Workfile,  via  the  Automated 
Discrepancy  Processing  System  (ADPS). 
At  this  time,  the  County  Office  may 
input  the  necessary  data  which  will  be 
updated  to  the  borrower's  account  on 
the  expiration  date.  The  county  office 
should  not  attempt  to  change  the 
process  code,  this  will  be  taken  care  of 
systemically. 

(B)  Conduct  an  interview  with  the 
borrower  to  review  the  information  on 
Forms  FmHA  1944-A6  and  FmHA 
1910-5  for  completeness  an<r  accuracy. 
The  interview  should,  when  possible,  be 
face  to  face  contact.  After  discussing  the 
interest  credit  renewal  with  the 
borrower,  a  typewriter  should  be  used  to 
complete  actions  in  and  V  on  the  Form 
FmHA  1944-A6.  All  amounts  should  be 
rounded  in  accordance  with  the  Forms 
Manual  Insert  and  shown  in  dollars 
only. 

(C)  Determine  the  adjusted  annual 
income  and  document  the  calculations 
in  the  case  file  running  record.  After 
completion  and  verification  of  the 
information  on  Form  FmHA  1944-A6, 
retain  the  original  in  the  County  Office 
for  use  in  processing  the  renewal  to  the 
IC  workfile  and  as  part  of  the  borrower's 
official  record.  Return  the  last  copy  to 
the  borrower.  Do  not  return  Form  1944- 
A6,  Interest  Credit  Agreement,  for 
monthly  borrowers  to  the  Finance 
Office. 

(D)  If  the  borrower  is  no  longer 
eligible  for  interest  credit,  notify  the 
borrower  by  using  Exhibit  B  1  to  7  CFR 
part  1900.  subpart  B.  The  letter  must 
notify  the  borrower  of  the  right  to 
appeal  as  outlined  in  7  CFR  part  1900, 
subpart  B.  A  new  Form  FmHA  440-9  ; 
will  be  obtained  when  needed. 

(E)  Effective  with  the  processing  of 
interest  renewal  information  to  the 
workfile,  annotate  on  the  Form  1944-A6 
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and  tlM  list  the  B«ne  of  the  employee 
entering  the  data,  date  infoinMtkn 
entered,  and  rekAed  ADPS  block 
number  of  T/C IC  FoiHA  bwtnictiaa 
2033-A.  Exhibit  C  provides  the 
proffam  reoords  fetantion  requirenients 
for  source/input  documents  processed 
to  ADPS  via  the  FiaU  office  tennioal 
system. 

(iii)  Finamct  Office  dctfons.  The 
Finance  Office  will  update  automated 
monthly  interest  credit  leuewala  daily, 
based  upon  the  effsctire  dale.  Diiect 
payment  coupons  wrfll  be  oaailed  in  time 
to  ensure  that  buiiuwers  are  providad 
their  new  payment  padort  in  suffident 
time  to  make  their  next  payment  as 
scheduled. 

(iv)  Aocessfng  Interest  cniH  renewals 
not  ncehred  thning  the  iMerview 
period,  htarast  credit  agreements  not 
updated  via  the  failereat  Oedit  Woikfile 
will  automatically  be  canceled  as  of  the 
expiration  date.  To  enstire  continued 
interest  credit.  U  is  imperative  that 
renewals  are  procoeeed  to  the  workfile 
before  the  agieenieut  effective  date. 

(v)  Bniwwals  not  updated  before  (fie 
expiratfen  date.  ITa  renewal  was  not 
updated  before  tiie  expiration  date, 
perform  Ae  fotiowing: 

(A)  Access  and  veri^  that  the  renewal 
record  far  tiie  applicalde  borrower's  case 
nunAer  is  not  on  the  Autosnatad 
Discrepancy  Processing  System  (ADPS) 
recap  and  resequence  screm.   

(B)  V  tfie  leDflwal  is  OD  the  ADPS, 
enter  the  renewwl  infiormaticn. 

(Q  If  the  mewal  to  not  OD  the  ADPS. 
verify  &at  ttM  bommMr's  interest  credit 
has  been  cancaledby  viewiqg  the 
related  on-line  history  Infannatioa. 

(D)  If  intanst  cradft  was  canceled, 
verify  d»t  there  to  no  later  activity 
(transactions)  that  has  processed  and 
procaas  the  renewral  throu^  the  field 
ofBce  teiainal  system. 

(E)  If  later  activity  has  processed, 
manuscript  and  route  the  ranewal 
transaction  to  the  Finance  Office 
servicing  team. 

(i)  EngOulky  review.  The  eligibility 
reviews  of  borrowers  currently  receiving 
interast  credits  are  based  on  verified 
earnings  or  incomes  of  aO  persons 
whose  incomes  are  included  in  the 
annual  income.  The  eligibility  of  thoae 
borrowers  will  be  revtowed  as  follows: 

(1)  Aaaual  review.  The  aligihilihr  of 
bornmers  will  be  seviewed  anonally 
during  the  review  period. 

(i)  u  the  value  of  the  borrower's  net 
family  asset t  JiiciBasei  above  the 
applicable  eligibility  limit,  interest 
credit  will  be  renewed  nnkss  the 
increase  U  suflkiant  to  lahle  the 
borrower  to  graduate  to 
ofoadit. 


(ii)  faiterest  credit  will  not  be  renewed 
if  the  amount  of  Interest  oedit  far 
which  the  borrower  qualifies  to  less  than 
$5  RKmthly  or  $60  annually. 

(2)  RenewaJ  not  completed  during  the 
review  period.  When  the  bocrower's 
renewal  Interest  Credit  Agreement  is  not 
completed  during  the  review  poriod,  it 
will  be  processed  in  accordance  with 

§  1944.34(hK3Xv). 

(3)  Ciiaage  in  borrower's 
circumstances.  FmHA  to  not  responsible 
for  monitoring  whether  a  borrower's 
income,  iaasily  sin.  reel  eatato  taass.  or 
insurance  ooato  heve  chengad  after  an 
Intaraet  Credit  Affsameet  to  approved. 
If.  however.  H  beoomea  known  diat  the 
borrower's  drcumstanoes  have  changed 
significoiUy.  FtaiHA  will  take  action  in 
accordance  with  the  following: 

(i)  Increaaed  at^ualad  income  outside 
the  mguiar  review  period.  If  FmHA 
determines  that  the  borrower's  adjuiXed 
income  has  increaaed  to  the  level  where 
the  intereet  oedtt  to  less  then  $5 
monthly  or  $eo  annnally.  die  interest 
credit  wiU  be  cenoelled  afiective  the 
date  FmHA  beoenMS  eware  <rf  the 
situation.  The  borrower  will  be  notified 
in  aooordanoa  with  paragra^  (I)  of  ^to 
section. 

(ii)  Decreeaed  adjusted  faiooaia 
Changes  in  interest  credit  vrill  not  be 
mede  unless  the  bunuwai'i  payment 
would  be  tadncad  by  at  laait  15  percent 

(Hi)  FMIA  wiU  not  ommt  any  miUtanr 
pay  received  by  persons  satving  in  the 
Combat  Zone.  If  such  income  wea 
counted,  die  FmHA  County  SupOTvtoors 
should  precess  a  revised  iniaKat  credll 
agreemaot.  if  not  oounting  sudi  pey 
would  Nsult  in  a  dmnge  in  the  amount 
of  intarast  oadlt  Aflar  the  Cminty 
Supsrriaer  beoaMaa  awMM  that  a 
borrower  baa  Btwad  eoJve  mflltaiy 
duty  eftar  the  lena  todoeed.  the 
serridng  of  the  aoconnt  ahould  be 
handfod  under  «  MS1.317  of  Snbpait  G 
of  Part  19S1  of  thto  chapter. 

(j)  UnautbatiMad  intefest  awtt.  When 
it  to  delannined  that  a  bonower  haa 
reoeifnd  tlwriit  credit  to  which  he/Ae 
was  not  entitfod  (nnettthoiiaed  interest 
credit),  tlw  case  wiA  be  eerviced 
acooiding  to  Sitfipart  M  of  Part  lOSl  of 
this  chapter. 

(k)  Canoellatioa  of  interest  credit 
ograeniMito-Kl)  Beaeonsfor 
cancellation.  An  existing  faiterest  Cmdit 
Agreement  wiU  be  canoeJled  whenever: 
(i)  The  boRower  does  not  physically 
occupy  the  dwelling  es  liis^ier  primary 
residenca  Nursing  homes  and 
spedalixad  oaie  faciiities  are  considered 
full  tiae  residancaa.  The  following  may 
be  indicators  of  nan-oocupancv: 

(A)  The  borrower  does  not  phvsioaUy 
occujy  dba  praiMrty  nmra  than  half  of 
the  year 


(B)  The  borrower's  children  are 
enrolled  in  a  day  school  that  is  not 
considered  writhin  commuting  distance 
of  the  dwelling 

(C)  The  borrower's  primary  source  of 
year  round  employment  is  not  within 
commutinf^istanoe  of  the  dwrelling 
and/or 

(E^  The  borrower  routinely  stays  at 
another  residence. 

(ii)  The  bunower  rents,  leases,  sells  or 
conveys  the  title  to  the  property. 

(iii)  The  boiTOwer  has  received 
improper  faiterest  credit  as  outlined  in 
subpert  M  of  part  1951  of  diis  chapter 
and  a  corrected  Interest  Credit 
Agreement  will  not  be  submitted. 

(iv)  The  borrower  has~an  increase  in 
income  as  oudlned  hi  S 1994  J4(i)(3}(i) 
and  is  no  longer  eligible  for  interest 
credit. 

(v)  The  security  property  is  acquired 
by  FmHA. 

(vij  The  borrower  provides  fcauduloiit 
or  materially  inaccurate  financial 
information  In  connection  with  an 
hiterest  credit  appUcation/rsnewaL 

(2)  ^ective  date  of  cancellation.  The 
effective  date  eX  canceUatkHi  if  die 
borrower  has  never  occupied  the 
property  wiO  be  the  data  of  loan  dosing. 
The  effective  date  of  cancaHation  for 
paragraphs  (k)(l)  (i).  (ii).  (iii).  (iv)  and 
(vi)  of  this  section  will  be  the  date  en 
which  the  earliest  action  occurs  which 
causes  the  canceBation,  If  the  data 
cannot  be  detarndnad.  the  date  on 
which  FmHA  became  aware  of  the 
situation  will  be  used.  The  efiiKtf  ve  «Ute 
of  cancellation  for  paiagyaph  (kXlM*)  of 
this  section  will  be  die  date  the  property 
is  acquired  by  FmHA.  When  an  aooount 
has  been  aooalerated  and  one  of  the 
conditions  outlined  hi  paragmph  (kXl) 
of  thto  aectien  eideto.  the  intsnat  Oedil 


Agreement  will  iimiin  in  effect  until  k 
expires.  No  interaat  credit  renewato  wiU 
be  procmsed  on  accounto  that  are  under 
acceleration.  If  faradosnra  adkai  to 
diiimiaaad.  withdrawn  or  tenainateB 
widioMt  sale  of  the  property  or  paynmnl 
of  Hm  leen  in  ikll.  a  mewel  epeenent 
will  be  prepMed  uridi  an  efiactive  dete 
as  of  die  eaqpiratien  of  Um  previous 

agreement. 

[\)ApphcaKt  or  bommer  notice  of 
ri^t  to  appeal.  All  epplicanto  or 
borrowers  who  leqinert  and  aee  denied 
interast  credit  or  udioae  iatevert  creditB  > 
are  reduced,  cancelled,  or  not  renewed, 
will  be  notified  of  their  appeal  rights,  ff 
a  decision  to  not  appeeiaMn.  each  as 
dedsions  baeed  on  verified  huronM,  or 
clear  and  ob^aotive  alatnlary  or 
regulatory  reqniienwi*i.  the  appBoait 
or  borrower  will  receive  review  ri^ite. 

5.  Exhibit  D  of  Subpart  A  to  araspdad 
by  radesigneting  peni^aphs  5  tfareng^ 
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21  as  6  through  22  and  adding  a  new 
paragraph  5  to  read  as  follows: 

Exhibit  D— Rural  Housing  Applicant 
Interview 

5.  Review  of  Federal  Tax  Returns  and/or 
Audited  or  Certified  Financial  Statements: 
The  County  Supervisor  will  review  the 
applicant/bonrower's  most  recently  filed 
Federal  income  tax  return  and/or  certified 
financial  statement  as  part  of  the  completed 
loan  application  during  the  application 
processing/interview. 

L Dated:  November  24. 1992. 
I  Verae  Auemen, 
Administrator,  Farmers  Home 
Administration. 

(FR  Doa  93-20  Filed  1-5-93;  6:45  am] 
aiUMQ  COOE  Mi»-or-M 


FEDERAL  RESERVE  SYSTEM 

12  CFR  Part  211 

(Regulation  K;  Docket  No.  R-0793] 

International  Banking  Operations 

AGENCY:  Board  of  Governors  of  the   ^ 
Federal  Reserve  System. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Board  is  proposing  an 
amendment  to  part  211  of  its  regulations 
concerning  the  permissible  activities  of 
stajte-licensed  branches  and  agencies  of 
foreign  banks.  Section  202(a)  of  the 
Federal  Deposit  Insurance  Corporation 
Improvement  Act  of  1991  provides  that 
after  December  19, 1992,  a  state-licensed 
branch  or  agency  of  a  foreign  bank  may 
not  engage  in  any  activity  that  is  not 
permissible  for  a  federal  branch  of  a 
foreign  bank  unless  the  Board  has 
determined  that  the  activity  is 
consistent  with  sound  banking  practice, 
end  in  the  case  of  an  insured  branch,  the 
Federal  Deposit  Insurance  Corporation 
(FDIC)  has  determined  that  the  activity 
would  pose  no  signiRcant  risk  to  the 
deposit  insurance  fund.  This  proposed 
amendment  to  Regulation  K  sets  forth 
the  application  procedures  that  state- 
licensed  branches  and  agencies  of 
foreign  banks  will  be  required  to  follow 
in  order  to  request  the  Board's 
permission  to  engage  in  or  continue  to 
engage  in  an  activity  that  is  not 
permissible  for  a  federal  branch  of  a 
foreign  bank  and  the  requirements  of 
divestiture  and  cessation  plans.  Insured 
branches  are  also  required  to  seek  the 
approval  of  the  FDIC  to  engage  in  or  to 
continue  to  engage  in  such  an  activity. 
DATES:  Comments  must  be  received  by 
March  5,  1993. 

ADDRESSES:  Comments,  which  should 
refer  to  Docket  No.  R-0793.  may  be 


mailed  to  the  Board  of  Governors  of  the 
Federal  Reserve  System,  20th  Street  and 
Constitution  Avenue,  NW..  Washington, 
DC  20551.  to  the  attention  of  Mr. 
William  W.  Wiles,  Secretary.  Comments 
addressed  to  the  attention  to  Mr.  Wiles 
may  be  delivered  to  the  Board's 
mailroom  between  the  8:45  am  and  5:15 
pm.  and  to  the  security  control  room 
outside  of  those  hours.  Both  the 
mailroom  and  the  security  control  room 
are  accessible  from  the  courtyard 
entrance  on  20th  Street  between 
Constitution  Avenue  and  C  Street,  NW. 
Comments  may  be  inspected  in  room  B- 
1122  between  9  am  and  5  pm,  except  as 
provided  in  §  261.8  of  the  Board's  Rules 
Regarding  the  Availability  of 
Information,  12  CFR  261.8. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kathleen  M.  O'Day,  Associate  General 
Counsel  (202/452-3786),  Ann  E. 
Misback,  Senior  Attorney  (202/452- 
3788),  Margaret  E.  Miniter,  Attorney 
(202/452-3900),  John  W.  Rogers, 
Attorney  (202/452-2798),  L^al 
Division;  Michael  G.  Martinson, 
Assistant  Director  (202/452-3640), 
Division  of  Ranking  Supervision  and 
Regulation,  Board  of  Governors  of  the 
Federal  Reserve  System.  For  the  hearing 
impaired  only,  Telecommunication 
Device  for  the  Deaf  (TDD),  Dorothea 
Thompson  (202/452-3544),  Board  of 
Governors  of  the  Federal  Reserve 
System,  20th  and  C  Street,  NW., 
Washington,  DC  20551. 
SUPPt^MENTARY  INFORMATION:  Section 
202  of  the  Act  amended  section  7  of  the 
IDA  by  adding  several  new  subsections 
concerning  the  establishment  and 
termination  of  foreign  bank  branches  in 
the  United  States.  New  subsection  7(h) 
of  the  IBA  provides  that  after  December 
19,  1992,  a  state  branch  or  state  agency 
may  not  engage  in  any  type  of  activity 
that  is  not  permissible  for  a  federal 
branch  unless  the  Federal  Reserve  Board 
has  determined  that  such  activity  is 
consistent  with  sound  banking  practice; 
and,  in  the  case  of  an  insured  branch, 
the  FDIC  has  determined  that  the 
activity  would  pose  no  significant  risk 
to  the  deposit  insurance  fund.  12  U.S.C. 
310S(h)(l). 

In  order  to  implement  this  provision, 
the  Board  is  proposing  to  amend 
Regulation  K  (12  CFR  part  211) 
concerning  international  banking 
operations  by  adding  a  new  section  to 
Subpart  B  entitled  "Applications  by 
State-Licensed  Branches  and  Agencies 
to  Conduct  Activities  Not  Permissible 
for  Federal  Branches."  This  proposed 
new  section  provides  that  a  foreign  bank 
operating  a  state-licensed  branch  or 
agency  in  the  United  States,  which 
desires  to  engage  in  or  continue  to 


engage  in  an  activity  that  is  not 
permissible  for  a  federal  branch, 
pursuant  to  statute,  regulation  or  order 
or  interpretation  issued  by  the 
Comptroller  of  the  Currency  (OCC), 
shall  file  an  application  for  permission 
to  conduct  or  to  continue  conducting 
such  activity  with  the  Board. 

Contents  of  Application 

Section  211.29(b)  of  the  proposed 
regulation  provides  that  the  application 
shall  be  in  letter  form  and  shall  contain 
certain  information,  including  among 
other  things,  a  description  of  the  activity 
in  which  the  branch  or  agency  desires 
to  engage  or  in  which  it  is  already 
engaged,  the  foreign  bank's  financial 
condition,  the  assets  and  liabilities  of 
the  branch  or  agency,  the  projected 
effect  of  the  proposed  activity  on  the 
financial  condition  of  the  foreign  bank 
and  the  branch  or  agency,  and  in  the 
case  of  an  application  by  a  state- 
licensed  insured  branch,  a  statement  of 
why  the  proposed  activity  will  pose  no 
significant  risk  to  the  deposit  insurance 
fund. 

In  view  of  the  fact  that  section  202(h) 
of  the  Act  became  effective  on  December 
19, 1992,  a  foreign  bank  with  a  state 
branch  or  agency  that  currently  is 
conducting  an  activity  that  is 
determined  to  be  impermissible  for  a 
federal  branch  will  not  be  able  to  obtain 
the  Board's  permission  to  continue  the 
activity  prior  to  that  effective  date.  In 
such  cases,  the  Board  may  permit  any 
such  branch  or  agency  to  continue  to 
conduct  the  activity  in  question  (at 
existing  levels)  until  such  time  as  the 
Board  acts  on  its  application.  The  Board 
expects  any  foreign  bank  engaged  in  an 
impermissible  activity  in  a  state- 
licensed  branch  or  agency  to  file  the 
required  application  promptly. 

The  Board  and  the  FDIC  tiave 
consulted  concerning  the  type  of 
information  that  each  agency  will  need 
in  order  to  make  an  informed  judgment, 
and  have  agreed  on  a  common  list  of 
information  in  order  that  applicants  will 
need  to  prepare  only  one  application 
which,  in  the  case  of  insured  branches, 
may  be  submitted  to  both  agencies.  It  is 
contemplated  that  the  Board  and  the 
FDIC  will  review  such  applications 
simultaneously.  Moreover,  the  Board 
and  the  FDIC  have  attempted  to  balance 
their  need  for  information  on  which  to 
base  their  decisions  with  the  cost  to  the 
applicant  of  gathering,  organizing  and 
Submitting  an  application. 

The  Board  is  particularly  interested  in 
receiving  comments  concerning  the 
amount  and  type  of  information 
requested  pursuant  to  $  211.29(b)  of  the 
proposed  regulation.  Comment  is  also 
requested  on  whether  there  are  certain 
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classes  of  activities  that,  mvtn  though 
not  permiaed  for  fBderal  brendws, 
nonetheless  ore  consistent  with  sound 
banking  practices,  and  wh^her  a  BMira 
limited  prior  written  notice  rather  than 
a  letter  application  oould  be  utilized  in 
connection  with  these  typos  of 
activities.  With  respect  to  the  activities 
described  in  the  pracedir>g  sentence. 
commenters  are  requested  to  describe 
the  activity  in  detail  and  to  explain  why 
its  conduct  by  a  state-licensed  branch  tw 
agency  would  be  consistent  with  sound 
banking  practice. 

hi  addition,  the  Board  requests 
comment  concerning  whether  the 
conduct  by  a  stafe-Hcensed  branch  or 
agency  of  activities  permitted  by  the 
OCC  pursuant  to  informal 
interpretation,  opinion  or  advice  rather 
than  by  formal  interpretation  or  opinion 
should  require  the  filing  of  an 
application.  In  this  regard,  the  Board 
will  initiate  consultations  with  the  OCC 
on  any  questions  of  whether  a  particular 
activity  is  or  is  not  permissible  for  a 
federal  branch.  The  Board  also  seeks 
comment  on  potential  coordination 
between  applications  to  the  Board  and 
the  FDIC  as  a  way  to  ooake  this  process 
as  enicient  as  possible. 

Finally,  the  Board  requests  comment 
Oil  whether  an  application  should  be 
required  when  a  foreign  bank  wishes  to 
convert  a  federally-licensed  branch  or 
agency  to  a  state-licensed  branch  or 
agency.  When  the  Board  approved  the 
final  amendments  to  Regulation  IC 
concerning  establishment  of  branches 
and  agendas,  the  Board  decided  that  an 
application  would  aot  be  required  when 
a  foreign  bank  wished  to  convert  ftom 
a  state  license  to  a  federal  license, 
because  it  would  be  converting  from  a 
less  restrictive  to  a  more  restrictive 
regime.  In  light  of  the  statutory 
provision  limiting  state  office  powers  to 
those  of  a  federal  branch  unless  the 
Board  and.  in  the  case  of  an  insured 
branch,  the  FDIC  approve  the  activities. 
the  Board  is  requesting  comment  on 
whether  it  is  necessary  to  requi.-^  an 
application  when  a  foreign  bank  seeks 
to  convert  from  a  federal  to  a  state 
license. 


Standards  to  be  Examined 

Section  211.29(c)  sets  forth  the 
standards  that  the  Board  will  examine 
in  order  to  determine  whether  a 
particular  practice  in  consistent  with 
sound  banking  practice.  These  factors 
are: 

(1)  What  types  of  risks,  if  any.  the 
activity  poses  to  the  foieigo  banking 
organization: 

(2)  If  the  activity  pose*  any  such  ridu. 
the  magnitude  of  eachriak;  and 


(3)  If  a  risk  is  90t  cfe  fnini'mrs.  the 
actual  or  proposed  procedures  to  control 
and  minimize  such  risk. 
Each  of  these  factors  shall  be  evaluated 
in  light  of  the  financial  condition  of  the 
foreign  bank  in  general  and  the  branch 
or  agency  in  particular  and  the  volume 
of  the  proposed  activity.  The  Board  may 
also  determine  that  a  particular  activity, 
after  consideration  of  the  above  factors 
and  subject  to  any  conditions  or  limits 
imposed  by  the  Board,  may  be 
conducted  by  any  state-licensed  branch 
or  agency  without  further  application  to 
the  Board. 

Divestilara  orCenatioa 

In  the  event  that  a  state  branch  or 
agency  is  required  to  cease  conducting 
an  activity  pursuant  to  the  proposed 
regulation,  §  211.29(e)  of  the  proposed 
regulation  sets  forth  the  guidelines  that 
must  be  followed  to  divest  or  cease  the 
impermissible  activity.  Generally,  this 
section  provides  that  the  state  branch  or 
agency  shall  submit  a  written  plan  of 
divestiture  or  cessation  within  60  days 
of 

(1)  Being  notified  by  the  Board  or  the 
FDIC  that  an  epplication  to  ctuitinue  to 
conduct  the  activity  bas  been  denied; 

(2)  The  effective  date  of  the  regulation 
in  the  event  that  the  foreign  bank  elects 
not  to  apply  for  permission  to  continue 
to  conduct  the  activity;  and 

(3)  Any  change  in  statute,  regulation, 
order  or  OCC  interpretation  that  renders 
the  activity  impermissible. 

ENvestiture  or  cessation  shall  be 
completed  within  one  year,  or  sooner  if 
the  Board  so  directs.  The  Board  requests 
comment  on  whether  this  period  of  time 
should  be  longer  or  shorter. 

Application  Not  Required  in  Certain 
Instances. 

The  Board  has  determined  that  an 
application  under  this  section  normally 
shall  not  be  required  where  an  activity 
is  permissible  to  a  federal  branch,  but 
the  OOC  imposes  a  quantitative 
restriction  on  the  conduct  of  such 
activity  by  the  federal  branch.  As 
described  in  further  detail  above,  the 
Boa.-d  is  requesting  comment  on 
whether  there  are  any  other  cla.<ses  of 
activities  for  which  mora  limited  prior 
notice  would  suffice. 

Regulatory  Flexibility  Act 

Pursuant  to  section  60S(b)  of  the 
Regulatory  Flexibility  Act  (Pub.  L.  9&- 
354.  5  \JS,C  601  et  seq),  it  is  certifted 
that  the  proposed  rule  would  not  have 
a  significant  impact  on  a  substantial 
number  of  small  entities. 


List  of  Svbfecta  in  12  CFH  Part  211 

Exports.  Federal  Reserve  System. 
Foreign  banking.  Hiding  companies. 
Investments.  Reporting  and 
recordkeeping  requirements. 

For  the  reasons  outlined  above,  the 
Board  is  proposing  to  amend  12  CFR 
part  211  as  set  forth  below: 

PART  211— INTERNATIONAL 
BANKING  OPERATIONS 

1.  The  authority  citation  for  part  211 
continues  to  read  *»  follows: 

Authority:  Federal  Reserve  Act  (12 
U.S.C.  221  et seq); Bank Itolding 
Company  Act  of  1956.  as  amended  (12 
U.S.C.  1841  et  seq):  the  IntemstioDa] 
Banking  Act  of  1378,  (Pub.  L  95-369;  92 
Stat.  607;  12  U.S.C  3101  et  seq.)i  the 
Bank-Export  Services  Act  (Title  n.  Pub. 
L.  97-290,  96  Stat.  1235);  the 
Inteniational  Lending  Supervision  Act 
(Title  IX,  Pub.  L.  96181.  97  Slat.  1153. 
12  use.  3901  et  seq.);  and  the  Export 
Trading  Company  Act  Amendments  of 
1988  (Title  III,  Pub.  L.  100-I18, 102  Stat 
1384  (1988)). 

2.  Part  211  is  amended  by  revising  5 
211.29  to  subpart  B  to  read  as  follows: 

S  211.29    Applicationa  by  state  Mcenaed 
branchea  and  agendas  to  conduct  activUiaa 
not  permissibla  for  tedarat  tiranchaa. 

(a)  Scope.  Any  state-licensed  branch 
or  agency  that  desires  to  engage  in  or 
continue  to  engage,  after  December  19, 
1992,  in  any  type  of  activity  that  is  not 
permissible  for  a  federal  branch, 
pursuant  to  statute,  regulation  or  order 
or  interpretation  issued  by  the 
Comptroller,  shall  file  a  prior  written 
application  for  permission  to  conduct 
such  activity  with  the  Board  pursuant  to 
this  section. 

(b)  Content  of  application.  An 
application  submitted  pursuant  to 
paragraph  (a)  of  this  section  shall  be  in 
letter  form  and  shall  contain  the 
following  information: 

(1)  A  brief  description  of  the  activity, 
including  the  manner  in  which  it  will 
be  conducted  and  an  estimate  of  the 
expected  dollar  value; 

(2)  A  discussion  by  management  of  its 
analysis  regiirding  the  impact  of  the 
proposed  activity  on  the  applicant's 
earnings,  capital  adequacy,  and  genera) 
condition,  and  on  the  balance  sheet, 
earnings  and  condition  of  the  branch  or 
agency,  including  a  copy,  if  available,  of 
any  feasibility  study,  masagemant  plan, 
financial  proiections.  business  plan,  or 
similar  document  concerning  the 
conduct  of  the  activity; 

(3)  A  current  statement  of  the 
applicant's  assets,  liabilities,  and 
capital: 
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(4)  A  current  statement  of  tfie  assets 
and  liabilities  of  the  branch  or  agency; 

(5)  A  copy  of  appliomt's  most  recent 
audited  financial  statements: 

(6)  A  resolution  by  the  applicant's 
board  of  directors  m.  if  a  resolution  is 
not  required  pursuant  to  the  applicant's 
organizational  documents,  evidence  of 
approval  by  senior  management, 
authorizing  the  conduct  of  sudi  activity 
and  the  filing  of  this  application; 

(7)  In  the  case  of  an  insured  branch. 

a  statement  by  the  applicant  of  whether 
or  not  it  is  in  compliance  with  §§  346.19 
and  346.20.  Pledge  of  AsseU  and  Asset 
Maintenance,  respectively,  of  12  CFR 
part  346; 

(8)  In  the  case  of  an  insured  branch, 
a  statement  l^  the  applicant  that  it  has 
complied  with  all  requirements  of  the 
Federal  Deposit  Insurance  Corporation 
concerning  applications  to  conduct  the 
activity  in  question  and  the  status  of 
such  application,  including  a  copy  of 
the  FDICs  disposition  of  such 
application,  if  applicable; 

(9)  In  the  case  of  an  insured  branch, 

a  statement  of  why  the  activity  will  pose 
no  significant  risk  to  the  deposit 
insurance  fund:  and 

(10)  Any  other  information  that  the 
Reserve  Bank  deems  appropriate. 

(c)  Factors  to  be  considered  in 
determination. 

(1)  The  Board  may  consider  the 
following  factors  in  order  to  determine 
whether  a  proposed  activity  is 
consistent  with  sound  banking  practice: 

(i)  The  types  of  risks,  if  any,  tne 
activity  poses  to  ^he  foreign  banking 
organization: 

(ii)  If  the  activity  poses  any  such  risks, 
the  magnitude  of  each  risk;  and 

(iii)  If  a  risk  is  not  de  minimis,  the 
actual  or  proposed  procedures  to  control 
and  minimize  such  risk. 

(2)  Each  of  the  factors  set  forth  in 
paragraph  (c)(1)  of  this  section,  shall  be 
evaluated  in  light  of  the  financial 
condition  of  the  foreign  bank  in  general 
and  the  branch  (h*  agency  in  particular 
and  the  volume  of  the  activity. 

(d)  Application  procedures. 
Applications  pursuant  to  this  section 
shall  be  filed  with  the  responsible 
Reserve  Bank  for  the  foreign  bank.  An 
application  shall  not  be  deemed 
complete  until  it  contains  all  the 
information  requested  by  the  Reserve 
Bank  and  has  been  accepted.  Approval 
of  such  an  application  may  be 
conditioned  on  the  applicant's 
agreement  to  conduct  the  activity 
subject  to  specific  conditions  or 
limitations. 

(e)  LHvvsUture  or  Cessation. 

(1)  In  the  event  that  an  applicant's 
application  for  permission  to  continue 
to  conduct  an  activity  is  not  approved 


by  the  Board  or  the  FDIC,  the  applicant 
shall  submit  a  detailed  written  plan  of 
divestiture  or  cassation  of  the  activity  to 
the  responsible  Reserve  Bank  within  60 
days  of  the  disapproval.  The  divestiture 
or  cessation  plan  shall  describe  in  detail 
the  manner  in  which  the  applicant  will 
divest  itself  of  or  cease  the  activity  in 
question  and  shall  include  a  projected 
timetable  describing  how  long  the 
divestiture  or  cessation  is  expected  to 
take.  Divestitures  or  cessation  shall  be 
complete  within  one  year  firom  the  date 
of  the  disapproval,  or  within  such 
shorter  period  of  time  as  the  Board  shall 
direct. 

(2)  In  the  event  that  a  foreign  bank 
operating  a  state  branch  or  agency 
chooses  not  to  apply  to  the  Board  for 
permission  to  continue  to  conduct  an 
activity  that  is  not  permissible  for  a 
federal  branch  or  which  is  rendered 
impermissible  due  to  a  subsequent 
change  in  statute,  regulation,  order  or 
interpretation,  the  foreign  hank  shall 
submit  a  written  plan  of  divestiture  or 
cessation,  in  conformance  with  § 
211.2g(d)(l)  of  this  part,  within  60  days 
of  the  effective  date  of  this  rule  or  of 
such  change  in  statute,  regulation,  order 
or  interpretation,  respectively. 

By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System,  IDecember  30, 1992. 
Wiiliam  W.  Wiks. 
Secretary  of  the  Board. 
IFR  Doc.  93-163  Filed  1-5-93;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

14  CFR  Part  39 

[Docket  No.  92-^M-215-AO] 

Airworthiness  Directives;  Airbus 
Industrie  Model  A320  Series  Airplanes 

AGENCY:  Federal  Aviation 

Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 

(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
certain  Airbus  Model  A320  series 
airplanes.  This  proposal  would  require 
modification  of  the  inner  rear  spar  web. 
This  proposal  is  prompted  by  reports 
that  cracking  was  found  in  the  inner 
rear  spar  wdb  during  fatigue  testing.  The 
actions  specified  by  the  proposed  AD 
are  intended  to  prevent  fatigue  cracking, 
which  may  lead  to  reduced  structural 
integrity  of  the  main  landing  gear. 
DATES:  Comments  must  be  received  by 
March  2. 1993. 


ADDRESSES:  Submit  comments  in 
triplicate  to  the  Fedoal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  92-NM- 
215-Ad,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9  a.m.  and  3  p.m., 
Monday  through  Friday,  except  Federal 
holidays. 

The  servioa  information  refBrenoed  in 
the  proposed  rule  may  be  obtained  bom 
Airbus  Industrie,  Airbus  Support 
IKvision,  Avenue  EMdier  Daurat,  31700 
Blagnac.  France.  This  information  may 
be  examined  at  the  FAA,  Transport 
Airplane  Directorate.  1601  Lind 
Avenue,  SW..  Renton.  Washington. 
RM  FURTNER  MFORMATION  CONTACTS 
Greg  Holt,  Aerospaoa  Engineer, 
Standardization  Brandi,  ANM-113, 
FAA,  Transport  Airplane  Directorate, 
1601  Lind  Avenue.  SW.,  Renton, 
Washington  98055-4056;  telephone 
(206)  227-2140;  bx  (206)  227-1320. 

SUPPLEMENTARY  MFORMATION: 
Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  eneiigy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92^^M-215-AD."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
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FAA.  Transport  Airplane  Directorate. 
ANM-103.  Attention:  Rules  Docket  No. 
92-NM-215-AD.  1601  Lind  Avenue. 
S\V.,  Renton.  Washington  98055-4056. 

Discussion 

The  Direction  Generale  de  I'Aviation 
Qvile  (DGAC),  which  is  the 
airworthiness  authority  for  France, 
recently  notified  the  FAA  that  an  unsafe 
condition  may  exist  on  Airbus  Model 
A320  series  airplanes.  The  DGAC 
advises  that  during  fatigue  testing, 
cracking  was  found  in  the  inner  rear 
spar  adjacent  to  10  bolt  holes.  Cracking 
adjacent  to  two  of  the  holes  was  located 
at  rib  5  of  the  main  landing  gear  (MLG) 
support.  Cracking  adjacent  to  the  other 
eight  holes  was  located  at  the  anchorage 
of  the  MLG  actuating  cylinder.  This 
cracking  occiured  at  64.120  simulated 
flights.  Fatigue  cracking,  if  not  detected 
and  corrected,  could  result  in  reduced 
structural  integrity  of  the  main  landing 
gear. 

Airbus  Industrie  has  issued  Service 
Bulletin  A320-57-10O4,  Revision  1. 
dated  September  24. 1992.  which 
describes  procedures  for  modification  of 
the  inner  rear  spar  web.  This 
modification  consists  of  cold  working 
the  10  bolt  holes  in  which  cracking  was 
found  during  fatigue  testing  of  an 
Airbus  Model  A320  series  airplane.  The 
French  DGAC  classified  this  service 
bulletin  as  mandatory  and  issued 
Airworthiness  Directive  92-202-031(8), 
dated  September  30,  1992,  in  order  to 
assure  the  continued  airworthiness  of 
these  airplanes  in  France. 

This  airplane  model  is  manufactured 
in  France  and  is  type  certificated  for 
operation  in  the  United  States  under  the 
provisions  of  §  21.29  of  the  Federal 
Aviation  Regulations  and  the  applicable 
bilateral  airworthiness  agreement, 
pursuant  to  this  bilateral  airworthiness 
agreement,  the  French  DGAC  has  kept 
the  FAA  informed  of  the  situation 
described  above.  The  FAA  has 
examined  the  findings  of  the  French 
DGAC.  reviewed  all  available 
information,  and  determined  that  AD 
action  is  necessary  for  products  of  this 
type  design  that  are  certificated  for 
operation  in  the  United  States. 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  airplanes  of  the  same 
type  design  registered  in  the  United 
States,  the  proposed  AD  would  require 
modification  of  the  inner  rear  spar  web. 
The  actions  would  be  required  to  be 
accomplished  in  accordance  with  the 
service  bulletin  described  previously. 

Currently,  no  airplanes  of  U.S. 
registry  would  be  affected  by  this  AD. 
However,  should  one  of  the  affected 
airplanes  be  imported  and  placed  on  the 


U.S.  register,  it  would  take 
approximately  60  work  hours  per 
airplane  to  accomplish  the  required 
actions,  and  the  average  labor  cost 
would  be  $55  per  work  hour.  Based  on 
these  figures,  the  total  cost  impact  of  the 
proposed  AD  on  U.S.  operators  is 
estimated  to  be  $3,300  per  airplane. 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  "major  rule"  under  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  the  DOT  Regulatory  Policies 
and  Procedures  (44  FR  11034,  February 
26, 1979);  and  (3)  if  promulgated  will 
not  have  a  si^ificant  economic  impact, 
positive  or  negative,  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 
A  copy  of  the  draft  regulatory  evaluation 
prepared  for  this  action  is  contained  in 
the  Rules  Docket.  A  copy  of  it  may  be 
obtained  by  contacting  the  Rules  Docket 
at  the  location  provided  under  the 
caption  "ADDRESSES." 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  Part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  3*-AIRW0RTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  App.  1354(a).  1421 
and  1423;  49  U.S.C  106(g);  and  14  CFR 
11.89. 

§39.13-  [Amended] 

2.  Section  39.13  is  amended  by 
adding  t}:e  following  new  airworthiness 
directive: 

Airtnis  Induatrie:  Docket  92-NM-21 5-AD. 

Applicability:  Model  A320  series  airplanes, 
manufacturer's  serial  numbers  (MSN)  003 
through  oca.  inclusive;  MSN's  018  through 
021,  inclusive;  certificated  in  any  category. 

Compliance:  RequL'ed  as  indicated,  unless 
accomplished  previously. 


To  prevent  fatigue  cracking,  which  may 
lead  to  reduced  stiucttiral  integrity  of  the 
main  landing  gear,  accomplish  the  foliowlng: 

(a)  Prior  to  the  accumulation  of  12,000 
landings,  or  within  500  landings  after  the 
effective  date  of  this  AD,  whichever  occurs 
later,  modify  the  inner  rear  spar  web  in 
accordance  with  Airbus  Industrie  Service 
Bulletin  A320-57-1004,  Re^jision  1.  dated 
September  24, 1992.  | 

(b)  An  alternative  method  pf  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  ^f  safety  may  be 
used  if  approved  by  the  Maneger, 
Standardization  Branch,  ANM-113. 
Operators  shall  submit  their  requests  through 
an  appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  conunents  and  the 
sent  it  to  the  Manager,  Stand^dization 
Branch. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  firom  the  Standardization  Branch. 

(c)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

Issued  in  Renton,  Washington,  on 
December  29, 1992. 
David  Hmiel, 
Acting  Manager. 
|FR  Doc.  93-^2  Filed  1-5-93;  8.45  am) 
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Office  of  the  Secretary 

14  CFR  Part  300 

[Docket  4852,  Notice  No.  92-36] 

RIN2105-AB89 

Rules  of  Conduct  in  DOT  Proceeding* 

AGENCY:  Department  of  Transportation, 

Office  of  the  Secretary. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Department  of 
Transportation  is  proposing 
amendments  to  its  procedural 
regulations  to  permit  Department  staff  to 
commimicate  informally  with 
applicants  and  any  objectors  or  other 
commenters  in  the  initial  investigation 
stage  of  air  carrier  initial  certificate 
application  and  continuing  fitness  cases 
(collectively  referred  to  as  "fitness 
cases")  where  the  issues  are  limited 
solely  to  fitness  and/or  U.S.  citizenship. 
Under  this  proposal,  once  either  a  show 
cause  order  or  an  order  instituting  a         « 
formal  proceeding  is  issued,  the 
Department's  current  ex  parte 
restrictions  would  apply.  In  several 
fitness  proceedings,  processing  of  those 
cases  has  been  delayed  unnecessarily  or 
made  more  difficult  because  of  the 
Department's  inability  \mder  the  cunent 
procedural  regulations  to  discuss 
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informally  aspects  of  the  cases,  in  oral 
or  written  communications,  with  either 
the  applicant  carrier  or  ob)ecting  parties 
or  other  commentera.  The  proposed 
amendment  would  give  the  Department 
an  added  degree  of  flexibility  in  seeking 
information  htim  all  interested  parties 
and  would  decrease  the  burden  on 
applicants  as  well  as  objectors  and  other 
comments.  However,  it  would  still 
provide  those  parties  a  fair  and 
complete  opportunity  to  be  heard  and 
ensure  an  adequate  record  for  the 
proceeding. 

DATES:  Comments  must  be  submitted  on 
or  before  February  22, 1993.  Comments 
received  after  this  date  will  be 
considered  to  the  extent  practicable.  If 
adopted  as  a  final  rule,  these 
amendments  would  take  effect  30  days 
after  publication  of  the  final  rule  in  the 
Federal  Register. 

ADDRESSES:  Comments  should  refer  to 
Docket  48582,  end  be  submitted  to: 
Docket  Section  (C-55),  room  4107, 
Department  of  Transportation,  400 
Seventh  Street,  SW..  Washington,  DC 
20590.  The  Docket  Section  is  open  from 
9  a.m.  to  5  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  INFORMATK)N  CONTACT: 
Patricia  T.  Szrom,  Chief,  Air  Carrier 
Fitness  Division  (P-56),  Office  of  the 
Secretary,  Department  of 
Transportation.  400  Seventh  Street, 
SW..  Washington,  DC  20590.  (202)  366- 
9721. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  this  rulemaking 
proceeding  by  submitting  such  written 
data,  views,  or  arguments  as  they  may 
desire.  Comments  that  provide  the 
factual  basis  supporting  the  views  and 
suggestions  presented  are  particularly 
helpful  in  developing  reasoned 
regulatory  decisions.  Communications 
should  identify  the  regulatory  docket 
number  and  be  submitted  in  duplicate 
to  the  address  listed  above.  Commenters 
wisiiing  the  Department  to  acknowledge 
receipt  of  their  comments  must  submit 
with  those  comments  a  self-addressed 
stamped  postcard  on  which  the 
following  statement  is  made: 
"Comments  on  Docket  48582."  The 
postcard  will  be  date/time  stamped  and 
returned  to  the  commenter.  All 
communications  received  on  or  before 
the  specified  closing  date  will  be 
considered  by  the  Assistant  Secretary 
for  Policy  and  International  Affairs 
before  taking  action  on  any  further 
rulemaking.  Also,  this  proposal  may  be 
changed  in  light  of  comments  received. 
All  comments  submitted  will  be 


available  for  examination  in  Docket 
48528.  A  report  summarizing  each 
substantive  public  contact  with  DOT 
personnel  concerned  with  this 
rulemaking  will  be  filed  in  the  docket 

Background 

Under  section  401(a)  of  the  Federal 
Aviation  Act  (the  Act),  a  Certfficate  of 
Public  Convenience  and  Necessity 
(certificate)  must  be  obtained  from  the 
Department  of  Transportation  (the 
Department)  before  an  air  carrier  may 
engage  in  any  air  transportation 
operations  (49  U.S.C.  app.  1371(a)).* 
Section  418  of  the  Act  contains  a  similar 
certification  requirement  for  air  carriers 
proposing  to  engage  in  domestic  all- 
cargo  air  service  (49  U.S.C.  app.  1388). 
Following  an  investigation,  if  the 
Department  finds  that  an  applicant  for 
authority  under  section  401  or  418  is  a 
U.S.  citizen  that  is  "fit,  willing,  and 
able"  to  engage  in  air  transportation 
operations  and  comply  with  die  Act  and 
the  Department's  regulations,  a 
certificate  is  issued.  The  Department's 
"fitness"  requirement  is  a  continuing 
one  for  carriers;  that  is,  once  a  carrier  is 
found  fit  initially,  it  must  remain  fit  in 
order  to  continue  to  hold  its  authority 
section  401(r)  of  the  Act,  49  U.S.C.  app. 
1371(r)). 

Carriers  that  apply  for  fitness 
determinations  must  comply  with  the 
Department's  regulations  concerning 
specific  and  general  requirements  for 
certificate  applications  (14  CFR  part 
201),  including  providing  supporting 
data  (14  CFR  part  204).  The 
Department's  regulations  allow  any 
person  to  file  an  answer  in  support  of 
or  in  opposition  to  the  application 
within  28  days  of  the  filing  date  of  the 
application  (14  CFR  302.1720(d)).  If  the 
application  is  opposed,  the 
department's  regulations  concerning 
prohibited  communications  come  into 
play. 

Part  300  of  the  Department's  aviation 
economic  regulations  establishes  the 
terms  and  conditions  governing  the 
rules  of  conduct  for  Department 
proceedings  under  Chapter  n  of  Title  14 
of  the  Code  of  Federal  Regulations  (14 
CFR  part  300).  Among  other  provisions, 
part  300  generally  prohibits  oral  or 
written  communications  relevant  to  the 
merits  of  a  public  proceeding  between 
any  concerned  Department  employee 
and  any  interesteci  person  outside  the 
Department  until  after  the  Department's 


'  Tne  Department  has  the  autborily  under  section 
416(b)  <rf  (he  Act  (49  U.S.C.  1386(b))  to  exempt 
carriers  from  the  certification  requirement  «vhsn 
doing  so  would  be  consisleni  with  the  public 
interest.  For  example,  under  14  CFR  298.11,  air  taxi 
operators  are  exempt  from  the  certification 
requirement. 


final  disposition  of  the  proceeding  (the 
ex  parte  rule)  (14  CFR  300.2).  For 
purposes  of  the  Department's  review  of 
the  fitness  of  applicants  for  certificate 
authority  or  its  consideration  of 
docketed  petitions  for  review  of  an  air 
carrier's  continuing  fitness,  the  ex  parte 
rules  are  triggoed  by  the  filing  in  the 
docket  of  an  idoitifiable  written 
opposition  to  the  initiating  document 
(14  CFR  300.2(bK4)). 

The  Department's  ex  parte  nUas  in 
fitness  cases  are  more  restrictive  than 
the  ex  parte  requirements  established  by 
the  Administradve  Procedure  Act,  5 
U.S.Q  557(d).  Those  requirements  cover 
only  proceedings  fix  which  a  foormal 
hearing  is  required  by  statute.  Since 
section  401  of  the  Act  gives  us  the 
discretion  to  determine  whether  an  oral 
evidentiary  hearing  should  be  held  in 
fitness  cases,  the  Administrative 
Procedure  Act's  ex  parte  requirements 
do  not  apply  to  applications  for 
certificate  authority. 

Proposed  Rules 

As  described  above,  the  ex  parte 
rules,  with  a  limited  exception,'  require 
that  once  a  written  opposition  to  an 
application  for  certificate  authority  is 
filed  all  substantive  communications 
between  the  Department  and  either  the 
applicant  or  the  opposing  party  or  other 
commenters  be  made  through 
documents  that  are  filed  in  the  docket 
and  distributed  to  all  the  parties.  In 
practice,  the  Department-has  foimd  that 
the  ex  parte  provisions  of  part  300  often 
unnecessarily  delay  the  processing  of 
fitness  cases  or  make  the  processing 
unduly  difficult. 

The  Department  believes  that 
application  of  the  ex  parte  rules  to  all 
stages  of  fitness  cases  is  often  counter- 
productive. Many  complex  issues 
relating  to  the  application  and  the 
objections  to  the  application  could  more 
readily  be  resolved  through  informal 
investigative-type  discussions  with  the 
applicant,  the  oDjectors,  or  any  other 
interested  parties.  However,  that 
informal  type  of  inquiry  is  prohibited  by 
the  current  rules. 

Instead,  the  Department's  staff  must 
go  through  the  burdensome  task  of 
putting  all  of  its  questions  in  writing, 
filing  them  in  the  docket,  and  serving 
them  on  all  parties.  The  applicant  must 
likewise  respond  in  writing  through  the 
docket,  with  copies  to  all  parties.  Ofien 
responses  to  staff  questions  need 
clarification  or  spawn  further  inquiries. 
Moreover,  questions  asked  by  the 
Department's  staff  of  the  applicant  may 


"  The  excsptioo  coooenu  documaol*  placed  ia 
the  correspondano  Mction  of  tha  dockai  per  M 
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themselves  require  clarification  before  a 
proper  response  can  be  made.  As  a 
result,  often  matters  that  could  be 
cleared  up  in  minutes  by  telephone  or 
in  a  meeting  can  drag  on  for  days  or 
weeks  solely  due  to  the  tedious 
procedures  of  on-the-record 
communications  reauired  under  the 
current  rules.  Overall,  the  process  is 
often  cumbersome  and  time-consuming. 

Carrier  applicants  are  not  the  only 
persons  who  suffer  as  a  result.  For 
example,  the  Department's  staff  cannot 
under  present  ex  parte  rules  ask  simple 
questions  of  an  ob)ector  in  an  effort  to 
verify  the  facts  contained  in  the  filing 
objecting  to  the  application  without  a 
similarly  unwielay  and  protracted 
written  procedure. 

The  fact-finding  nature  of  the  initial 
phase  of  fitness  cases  lends  itself  to  an 
informal,  rather  than  a  formal,  on-the- 
record  investigative  procedure.  The  Act 
requires  that  the  Department  find  an 
applicant  "fit.  willing,  and  able."  In 
fitness  cases  where  the  issues  are 
limited  to  determinations  of  fitness  and/ 
or  U.S.  citizenship,  the  Act  does  not 
require  that  the  Department  choose  the 
best  applicant:  there  are  no  comparative 
rights  at  issue.*  The  Department 
believes  that  for  fitness  cases  where  the 
issues  are  thus  limited,  die  intensive 
fact-finding  required  in  the  initial  phase 
of  those  cases  is  best  adueved  by 
unobstructed  lines  of  communication 
between  the  Department,  the  applicant, 
and  other  interested  persons. 

The  Department  continues  to  believe 
that  the  ex  parte  restricticms  are 
appropriate  once  a  show  cause  order  or 
an  order  instituting  a  formal  proceeding 
is  issued  to  ensure  due  process  for  all 
applicants  and  informea.  on-the-record 
decisionmaking.  Therefore,  the 
Department  vrould  retain  the  benefits 
offered  by  the  ex  portt  restrictions 
where  they  are  most  appropriate  to  on- 
the-record  decisionmaking:  after 
issuance  of  a  show  cause  order  or  other 
order  instituting  a  formal  proceeding. 
Moreover,  the  Department's  ordera 
ruling  on  the  merits  of  a  certificate 
application  will  set  forth  the  factual 
basis  for  die  Department's  tentative  and 
final  conclusions  on  the  applicant's 
fitness  and  citizenship,  if  the 
Department  uses  show-cause  procedures 
for  considering  the  application.  Parties 
%vil]  therefore  know  what  information  is 
being  relied  upon  bv  the  Department  in 
its  analysis  and  will  have  an 
opportunity  to  comment  on  the  findings 


*  fb  GHM  «»h««  coaipafaliv*  rl|bu  «•  al  iMiM. 
tudi  M  wiMn  Hm  Mifcadly  toaibl  ladiidM  • 
Bwkal  or  aMriwl*  wlMm  OTiqr  to  Mailad  bjra 

bUHOTil  arPMMOl  104  dMM  ■•  COBpMiM 

piopoMli.  ili*  auNBi «  part*  ralM  would 
ooaflMM  to  apply. 


of  fact.  If  the  Department  determines  to 
hold  an  oral  evidentiary  hearing  on  an 
application,  the  Department's  ultimate 
decision  will  be  based  on  the  record 
developed  in  the  formal  hearing 
proceeding.  As  a  result,  the  proposed 
rule  will  not  deny  any  party  ability  to 
participate  fully  and  fairly  in  a  fitness 
proceeding. 

In  line  with  the  action  proposed  here, 
where  expedition  and  an  unfettered 
ability  to  gather  information  is  in  the 
public  interest,  part  300  already 
provides  for  several  exceptions  to  the 
prohibition  against  substantive  ex  parte 
communications  (14  CFR  300.2(c)).  For 
example,  part  300  permits 
communications  made  in  the  course  of 
an  investigation  to  determine  whether 
formal  enforcement  action  should  be 
taken  (14  CFR  300.2(c)(3)).  The  initial 
review  phase  of  a  fitness  case  is  very 
similar  to  an  investigation  conducted  to 
determine  whether  reasonable  cause 
exists  to  institute  a  formal  enforcement 
proceeding,  with  the  issuance  of  a  show 
cause  order  in  a  fitness  proceeding  the 
equivalent  of  the  issuance  of  a  Notice  of 
Enforcement  Proceeding  and  filing  of  an 
accompanying  formal  complaint  in  the 
enforcement  context.* 

Accordingly,  the  Department 
proposes  to  amend  section  300.2, 
Prohibited  communications,  by  adding 
paragraph  (cMlO)  that  would  create  an 
exception  to  the  prohibition  of  ex  porie 
communications  made  in  the  course  of 
dodieted  cases  where  the  issues  are 
limited  to  determinations  of  fitness  and/ 
or  U.S.  citizenship,  prior  to  the  issuance 
of  a  show  cause  order  or  an  order 
instituting  a  formal  proceeding.  Once 
either  type  of  order  is  issued,  Uie  ex 
parte  commimications  prohibitions 
would  apply.  This  proposal  would 
facilitate  Oie  collection  of  information 
needed  for  consideration  of  cases, 
minimize  the  time  and  resources 
necessary  for  parties  to  process  cases, 
yet  continue  to  ensure  procedural 
fairness  for  all  parties. 

Executive  Order  12291  (Federal 
Resulation)  and  DOT  Regulatory 
PoUciaa  and  Procedures 

The  Department  has  analyzed  the 
economic  and  other  effects  of  this 
proposal  and  has  determined  that  they 
are  neither  "maior"  within  the  meaning 
of  Executive  Order  12291  nor 
"significant"  within  the  meaning  of  the 
Department's  regulatory  policies  and 
procedures.  The  Department  has  also 
determined  that  the  economic  effects  of 
the  proposed  amendments  are  so 


minimal  that  a  full  regulatory  evaluation 
is  not  required.  If  these  amendments  are 
adopted,  fitness  application  costs  to 
carriers  and  costs  to  opposing  parties 
should  be  slightly  lower  due  to  the  less 
fwmal  procedures  that  would  replace 
the  current  procedures. 


•liMlaod.  cartaln  coallauiiit  fitnooi  pfoq»<MiHi 
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R^ulatory  FlexibUity  Ad 

In  accordance  with  the  Regulatory     ~ 
Flexibility  Act.  the  Department  has 
evaluated  the  effects  of  this  proposed 
action  on  small  entitles.  Based  upon  this 
evaluation,  the  Department  certifies  that 
the  proposed  amendments  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
As  stated  above,  the  Department 
believes  that  the  proposed  amendments 
would  create  a  slight  economic  benefit 
for  parties  in  fitness  cases. 

Executive  Order  12612  (Federalism) 

This  proposed  rule  has  been  analyzed 
in  accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612.  The  Department  has  determined 
that  the  proposed  rule  does  not  have 
sufficient  Merahsra  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment.  This  proposed  rule  would 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  betvreen 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

Naitonal  EnTironmental  PoUcy  Act 

The  Department  has  also  analyzed 
this  proposed  rule  for  the  purpose  ef  the 
National  Environmental  Policy  Act.  The 
Department  has  determined  that  the 
proposed  rule  would  not  have  any 
significant  impact  on  the  quality  of  the 
human  environment. 

List  of  Subjects  in  14  CFR  Part  300 

Administration  practice  and 
procedure.  Conflict  of  interests,  Rules  of 
conduct.  Prohibited  commimications. 

For  the  reasons  set  out  in  the 
Supplementary  Information,  title  14. 
chapter  D  of  the  Code  of  Federal 
Regulations  is  proposed  to  be  amended 
as  follows: 

PART  300HAMENDED] 

1.  The  authority  citation  for  part  300 
would  continue  to  read  as  follows: 

AatlMrily:  49  U.S.a  1324. 1371-13M, 
1471. 1473. 14«1. 14a2.  ttid  1487. 18  U.S.C 
20(bKc):  49  U.S.C.  Subtitle  L 

2.  Section  300.2  would  b*  amended 
by  edding  hew  peiasraph  (cKlO)  to  read 
as  follows:  ' "  '  •  -r"- 
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1300.2    Prohibit*d  eommunicattons. 


(10)  Docketed  proceedings  involving 
detenninations  of  fitness  and/or  U.S. 
citizenship  only,  for  that  portion  of  the 
proceeding  that  precedes  the  issuance  of 
a  show  cause  order  or  an  order 
instituting  a  formal  proceeding. 

Issued  in  Washington.  DC.  on  December 
30, 1992. 

|effi«y  N.  ShasB, 

Assistant  Secretary  for  Policy  and 

International  Affairs. 

(FR  Doc.  93-225  Filed  1-5-93: 8:45  am] 

HUMQ  COM  MIO-O-M 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 

CommisskMi 

18  CFR  Parte  35  and  290 
PocfcM  Na  RMSS-17-4W0] 

Regulation  of  Electricity  Salea-for- 
Resale  and  Transmisaion  Service 

Issued  December  28, 1992 

AGENCY:  Federal  Energy  Regulatory 

Commission,  DOE. 

ACTION:  Order  Terminating  Docket. 

SUMMARY:  The  Federal  Energy 
Regulatory  Commission  (Commission)  is 
terminating  this  proceeding  because  the 
Notices  of  Inquiry  accomplished  their 
purpose  by  generating  public  comments 
on  the  Commission's  pricing  and  other 
regulatory  policies,  and  because  the 
information  collected  has  since  been 
overtaken  by  events. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lawrence  R.  Greenfield,  Deputy 
Assistant  General  Counsel,  Office  of  the 
General  Counsel,  Federal  Energy 
Regulatory  Commission.  825  N.  Capitol 
St..  NE..  Washington,  DC  20426. 
Telephone:  (202)  208-0415. 
SUPPLEMENTARY  INFORMATION:  In 
addition  to  publishing  the  full  text  of 
this  document  in  the  Federal  Register. 
the  Commission  also  provides  all 
interested  persons  an  opportunity  to 
inspect  or  copy  the  contents  of  this 
document  during  normal  business  hours 
in  room  3308,  941  North  Capitol  Street, 
NE.,  Washington,  E)C  20426. 

The  Commission  Issuance  Posting 
System  (OPS),  an  electronic  bulletin 
board  service,  provides  access  to  the 
texts  of  formal  documents  issued  by  the 
Commission.  CIPS  is  available  at  no 
charge  to  the  user  and  may  be  accessed 
using  a  personal  computer  with  a 
modem  by  dialing  (202)  208-1397.  To 


access  CIPS,  set  yoiu  communications 
software  to  use  300, 1200  or  2400  baud, 
fiill  duplex,  no|paiity,  8  data  bits,  and 
1  stop  bit.  The  hill  text  of  this  document 
will  be  available  on  CIPS  for  10  days 
from  the  date  oo  issuance.  The  complete 
text  on  diskette  in  WordPerfect  format 
may  also  be  purchased  from  the 
Commission's  copy  contractor.  La  Dom 
Systems  Corp>oration,  also  located  in 
room  3308. 941  North  Capitol  Street, 
NE.,  Washington,  DC  20426. 

Order  Terminating  Docket 

On  May  30, 1985  and  June  28, 1985. 
the  Commission  issued  two  Notices  of 
Inquiry  in  this  proceeding  to  evaluate  its 
then-present  policies  toward  wholesale 
electricity  transactions  and  transmission 
service',  and  to  evaluate  whether  those 
policies  promoted  or  impeded  efficiency 
in  electricity  markets  and  whether  there 
were  alternatives  or  possible  revisions 
that  would  further  promote  efficiency  in 
the  electric  utility  industry.*  For  the 
reasons  given  below,  we  are  terminating 
this  docket. 

Background 

As  noted,  in  mid-1985^ the 
Commission  issued  two  Notices  of 
Inquiry  in  a  "broad  inquiry  into  the 
regulation  of  electric  utilities  selling  in 
wholesale  markets."' 

In  the  first  Notice  of  Inquiry,  the 
Commission  addressed  its  regulation  of 
coordination  transactions  and 
transmission  service.  With  respect  to 
such  coordination  transactions,  the 
Commission  reviewed  its  pricing 
policies,  summarizing  its  then-current 
policies  and  asking  commenters  to 
address  both  those  policies  as  well  as 
possible  alternatives.^  With  respect  to 
transmission  service,  the  Commission 
reviewed  both  pricing  and  availability, 
again  summarizing  its  then-current 
policies  and  asking  commenters  to 
address  those  policies  and  possible 
alternatives.* 

In  the  second  Notice  of  Inquiry,  the 
Commission  addressed  its  regulation  of 
requirements  service.  The  Commission 
reviewed  its  then-current  pricing 
practices  and  possible  alternatives,  as 
well  as  questions  concerning  the 
allocation  of  risk,  and  asked 
commenters  to  address  these  matters.^ 


'  Regulation  of  Electricity  Sales-for-Resale  and 
Transmission  Service,  Notice  of  Inquiry.  50  FR 
23445  dune  4.  1985).  IV  FERC  Stats,  k  Regs. 
135.518  (1985)  {NOI 1);  Regulation  of  Electricity 
Sales-for-Resale  and  Transmission  Service,  Notice 
of  Inquiry,  50  FR  27604  (July  5. 1985),  IV  FERC 
Stats.  *  Regs.  135,519  (1985)  (NOf  0). 

^  NOI II.  IV  FERC  Stats,  k  Regs,  at  35,637. 

3  NOI  I IV  FERC  StaU.  k  Regs,  at  35.628-33. 

</d.  at  35.633-35. 

>  NOI  a,  IV  FERC  Stals.  ft  Regs,  at  35.637-53. 


Comments  were  filed  as  to  both 
Notices  of  Inquiry  by  a  broad  cross- 
section  of  those  involved  in  the  electric 
utility  industry— Federal  and  state 
governmental  bodies  (including  the 
United  States  Department  of  Energy  and 
various  state  commissions),  electric 
utilities,  customers  Ad  customer 
groups,  and  consultants  and  other 
persons  active  in  the  industry.  In 
addition,  the  Commission  held  public 
conferences  at  which  the  matters  raised 
by  the  Commission  and  commented 
upon  by  the  various  commenters  were 
discuss(9d. 

Discussion 

The  Commission  issued  the  two 
Notices  of  Inouiry.  solicited  comments, 
and  held  public  conferences  to  learn 
whether  the  various  segments  of  the 
electric  utility  industry — including 
utilities,  customers,  and  regulations — 
believed  the  Commission's  pricing  and 
other  regulatory  policies  were 
promoting  or  impeding  efficiency,  and 
what  alternatives  or  changes  mi^t 
better  promote  efficiency."  Having 
received  comments  and  having  held  the 
public  conferences,  that  piupose  was 
accomplished. 

Moreover,  much  has  changed  since 
1985.  The  Energy  Policy  Act  of  1992. 
Public  Law  No.  102-486,  106  Stat.  2776 
(1992),  has  been  enacted.  That  Act,  inter 
alia,  provides  for  a  new  category  of 
power  producers,  exempt  wholesale 
generators  or  EWGs,  which  are  exempt 
from  regulation  by  the  Securities  and 
Exchange  Commission  under  the  Public 
Utility  Holding  Company  Act  of  1935, 
15  U.S.C.  79a  et  seq.  (1988).  That  Act 
also  expands  the  Commission's  ability 
to  order  transmission.  Additionally,  the 
Commission  itself  has,  for  example, 
accepted  non-cost-based,  market-based 
rates  for  service, '  and  has  permitted 
public  utilities  to  price  their  power  and 
energy  to  respond  to  competitive 
pressures." 

|n  sum,  the  information  sought  by  the 
Commission  in  its  NOI's,  and  provided 


"  See  Pacinc  Gas  ft  Electric  Company.  38  FERC 
161.242  at  61,781  (1987)  (NOI'S  were  issued  "to 
gather  information  to  be  used  to  evaluate 
(Commission's)  policies  toward  wholesale 
electricity  transactions  and  transmission  service"). 

'  E.g..  Commonwealth  Atlantic  Limited 
Partnership.  54  FERC  §61.288  (1991); 
Commonwealth  Atlantic  Limited  Partnership.  51 
FERC  161.368  (1990):  Public  Service  Company  of 
Indiana.  Inc..  Opinion  No.  349.  51  FERC  161 ,367, 
order  on  reh'gtub  nom.  PSI  Eoargy,  Inc.,  Opinion 
No.  34»-A.  52  FERC  161.260.  chrified.  53  FERC 
161.131  (1990).  appeal  dismissed  sub  nom. 
Northern  Indiana  Public  Service  Company  r.  FERC. 
954  F.2d  736  IDC  dr.  19921 

'E.g..  Public  Service  Company  of  Oklahoma.  54 
FERC  161.021  (1991);  Oklahoma  Gaift  Electric 
Company. 54  FERC  161.212,  nh'gdehied,  SS  FERC 
161.142(1992). 
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in  the  comments  and  public 
conferaooes.  swved  to  educate  the 
Commission.  In  many  respects, 
however,  that  information  has  been 
overtaken  by  events  and  is  now.  quite 
simply,  stale.  Accordingly,  as  a  matter 
of  "administrative  housekeeping",  the 
Commission  %vill  terminate  the  docket.* 

The  Coaunktion  Orden: 

Docket  No.  RM85-1 7-000  is  hereby 
terminated. 

By  the  Conunission. 
LoitlXCaalMil. 
Secretary. 
IFR  Doc  92-110  Filed  1-5-92;  8:45  ami 

MUJNO  COM  (MT-Ot-M 


DEPARTMENT  OF  HEALTH  AND 

HUMAN  SERVICES 

Food  and  Drug  AdnrinMratlon 

21  CFR  Pwt  135 
(OoeiwlN«.MP-QaS1] 


Frozen  DMMfIs:  RaMOwal  of 
Standwds  of  Mwilily  for  IM  MHk  and 
GoM's  MHk  too  Mik;  AaMndNMnt  of 
Standards  of  Menttty  for  Ico  CraoM 
Froaen  Custard  and  Goafs  MHk  los 
Cream 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACnOM:  Proposed  rule.  ^ 

StJMMARV:  The  Food  and  Drag 
Administration  (FDA)  Is  pitmoaing:  (1) 
To  remove  the  standard  of  identity  for 
ice  milk,  and  (2)  to  amend  the  standard 
of  identity  for  ice  oeem  and  frozen 
custard  to  provide  for  the  use  of  safiB 
and  suitable  sweeteners  and  to  allow  for 
the  use  of  ddn  milk  that  may  be 
concentrated,  and  from  whidi  part  or  all 
of  the  lactose  has  been  removed  by  a 
safe  and  suitable  procedure,  in  the  food. 
To  ensure  consistency  with  the  removal 


of  the  standard  of  idoitity  for  ice  milk 
and  the  proposed  changes  in  the 
standard  of  identity  for  ice  cream  and 
frozen  custard,  FDA  is  also  proposing  to 
remove  the  standard  of  identitv  for 
goat's  milk  ice  milk  and  to  make 
comparable  changes  in  the  standard  of 
identity  for  goat's  milk  ioa  cream  which 
cross-referanoes  the  standard  of  identity 
for  ice  cream  and  frozen  custard.  PDA 
tentatively  finds  that  these  actions  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers. 
DATES:  Comments  by  March  8. 1993. 
FDA  proposes  that  any  final  rule  that 
may  issue  based  on  this  proposal,  imless 
stayed  by  the  filing  of  proper  objections, 
become  affective  1  year  foUovring  the 
date  of  publicatian  of  the  final  rule  in 
the  Federal  KagMar. 
AOORESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Administraticm, 
rm.  1-23. 12420  Parklawn  Dr.. 
Rockville.  MD  20857. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Margaret  E  Cole.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-414).  Food 
and  Drug  Administraticm,  200  C  St  SW.. 
Washington.  DC  20204.  202-205-4745. 
StlPPlEMENTARV  MPORMATION: 
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I.  Background 

A.  The  1991  Advance  Notkx  of 
Pmpoted  Au/emoJcing 

hi  the  Federal  KegMer  of  January  22, 
1991  (58  FR  2149).  FDA  announced,  in 
an  advance  notice  of  proposed 
rulemaking  (ANPRM).  that  petitions  had 
been  filed  in  Docket  No.  88P-02S1  by 
the  International  Ice  Cream  Association 
(DCA),  888  leth  St.  NW..  Wariiington. 
DC  20006.  a  trade  association 
representing  manufacturers  and 
distributors  of  ice  cream  and  other 
frozen  desserts  (petition  dated  February 
23. 1990,  and  amended  March  29, 1990); 
Public  Voice  for  Food  and  Health  Policy 
(Public  Voice),  1001  Connecticut  Ave. 
NW..  Suite  522.  Wadiington.  DC  20036, 
a  naticmal  nonprofit  consumer  research, 
education,  and  advocacy  organization 
(petition  dated  March  30, 1990);  The 
Calorie  Control  Coundl  (the  Council). 
5775  Peachtree-Dunwoody  Rd..  Atlanta. 
GA  30342,  an  international  association 
of  manufacturers  of  low  calorie  and  diet 
foods  and  beverages,  including 
manufacturers  of  a  variety  of  sweeteners 
and  other  low  calorie  ingredients 
(petiticm  dated  March  5, 1990):  and 
Kraft  General  Foods  (KGF),  1880  JFK 
Blvd.,  Philadelphia,  PA  19103,  a 
manufacturer  and  distributor  of  a  broad 
range  of  food  products  within  the 
United  States  (petition  dated  October 
16, 1989.  and  submitted  on  March  14. 


1990).  The  petitioners  requested  that  the 

agency:  (1)  Amend  the  standard  of 

identity  for  ice  milk  (S  135.120  (21  CFR 
135.120))  to  change  the  name  of  the  food 
from  "ice  milk"  to  "reduced  fat  ice 
cream;"  (2)  est^lish  new  standards  of 
identity  for  "lowfet  ice  cream"  and 
"nonfat  ice  cieam;"  (3)  provide  for  the 
use  of  any  safe  md  miitable  sweeteners 
in  the  new  or  revised  standards  for 
•reduced  fat."  "lowfat."  and  "nonfat- 
ice  cream  products;  and  (4)  amend  the 
standard  of  identity  for  ice  oeam 
(135.110  (21  CFR  135.110))  to  provide 
for  the  use  of  any  safe  and  suitwle 
sweeteners.  Interested  persons  were 
given  until  March  25. 1991.  to  amuneiO. 

In  the  ANPRM.  FDA  specifically 
requested  comments  on  whether  the 
suggested  namea  "reduced  fat  ioe 
cream."  "lowfat  ice  cream,"  and  "nonfat 
ice  cream"  would  be  misleeding  to 
consumers.  The  agency  also  requested 
data  and  information  concerning  the 
need  for.  and  appn^riateness  of.  sudi 
new  or  revised  standards,  as  w^  as  on 
a  number  of  factors  including,  but  not 

limited  to: 

(1)  The  minimum  weigfat  per  gallon 

requirement; 

(2)  The  minimum  total  nonfat  milk 
solids  requirement; 

(3)  The  milkfet  content  requireaaoits: 

(4)  The  use  of  "nonfat"  on  a  product 
that  may  contafai  up  to  0.5  pwoeut 
milkfat: 

is)  The  use  of  "lowfat"  on  a  product 
that  may  contain  2  neroant  milkfat: 

(6)  Whether  the  lunitationson  fat 
content  slunild  apply  to  the  milkfat 
content  (rfthe  bnic  mix  or  to  the  total 
fat  content  of  the  product  induding  the 
fat  contributed  by  characterising 
flavoring  ingredioits  (e.g..  milk 
chocolate,  butterscotch,  and  nut«)  that 
may  be  added  to  the  basic  ioe  cream 

mix; 

(7)  Nutritional  equivalency.  I.e.. 
whether  these  products  should  contsin 
added  vitamins  and  minerals: 

(8)  The  suitability  of.  need  for.  and 
conditions  of  use  of  any  safe  and 
stiitable  svreeteners.  inchiding 
alternative  sweelenws  sudi  as  saccharin 
and  aspartame; 

(9)  The  need  to  amend  the  goat's  milk 
ice  cream  and  goat's  milk  ice  milk 
standards  of  identity  (§S  135.115  and 
135.125  (21  CFR  135.115  and  135.125)) 
to  be  consistent  with  any  dianges  made 
in  the  ice  cream  and  ice  milk  standards 
of  identity  (§§  135.110  and  135.120); 

(10)  Alternative  ways  of  addressing 
the  uiideriying  issue  raised  by  the 
petitions.  i.e..  providing  for  lower  fat  ioe 
creim  products  under  the  name  "ice 

cream;" 

(11)  The  ahemative  iangnage. 
suggested  by  FDA.  to  describe  the 
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pennitted  optional  sweeteners  as  "any 
sweetener  that  has  been  affirmed  as 
generally  recognized  as  safe  (GRAS)  or 
approved  as  a  food  additive  for  this  use 
by  the  FDA"  instead  of  the  phrase  "any 
safe  and  suitable  sweeteners,"  as 
suegested  by  the  petitioners;  and 

112)  The  impact  on  small  businesses 
if  proposals,  as  suggested  by  the 
petitioners,  were  adopted. 

B.  The  1991  Proposals 

On  November  8, 1990,  the  President 
signed  into  law  the  Nutrition  Labeling 
and  Education  Act  of  1990  (1990 
amendments)  (Pub.  L.  101-535).  Section 
3(b)(1)(A)  of  the  1990  amendments  (21 
U.S.C  343)  requires  FDA  to  issue 
regulations  that  define  claims 
characterizing  the  level  of  any  nutrient 
that  is  of  a  type  required  to  be  declared 
in  nutrition  labeling.  Specifically,  the 
1990  amendments  direct  FDA  to 
promulgate  regulations  prescribing  the 
use  of  die  terms  "free."  "low,"  "light" 
or  "lite,"  "reduced,"  "less,"  and  "high" 
to  characterize  the  level  of  these 
nutrients,  unless  the  Secretary  of  Health 
and  Human  Services  finds  that  the  use 
of  any  such  term  would  be  misleading 
(section  3(b)(l)(A){iii)  of  the  1990 
amendments). 

In  its  implementation  of  the  1990 
amendments,  FDA  published  a  number 
of  food  labeling  proposals  in  the 
November  27, 1991,  Federal  Register.  In 
one  document  entitled  "Food  Labeling: 
Nutrient  Content  Claims.  General 
Principles,  Petitions,  Definition  of 
Terms"  (56  FR  60421).  FDA  proposed  to 
establish  regulations  that  define  specific 
nutrient  content  claims  including  the 
terms  "low,"  "free,"  "reduced."  "light" 
or  "lite,"  "source,"  and  "high."  Further, 
in  the  November  27, 1991.  document 
the  agency  proposed  to  provide  for 
comparative  claims  that  use  the  terms 
"less,"  "fewer, "and  "more."  In  another 
document  entitled  "Food  Labeling: 
DeHnitions  of  Nutrient  Content  Claims 
for  the  Fat,  Fatty  Acid,  and  Cholmterol 
Content  of  Food"  (56  FR  60478),  FDA 
proposed  to  establish  deHnitions  for  fat, 
fatty  acid,  and  cholesterol  claims  as  well 
as  requirements  for  the  proper  use  of 
such  terms  as  "reduced  fat."  "lowfat." 
and  "nonfat"  on  food  labels. 

in  the  November  27. 1991.  Federal 
Register.  FDA  also  published  a  proposal 
entitled  "Food  Standards:  Requirements 
for  Substitute  Foods  Named  by  Use  of 
a  Nutrient  Content  Claim  and  a 
Standardized  Term"  (hereinafter 
referred  to  as  the  general  standard 
proposal)  (56  FR  60512).  In  that 
document,  FDA  proposed  to  amend  the 
general  provisions  for  food  standards  to 
prescribe  a  general  definition  and 
standard  of  identity  for  foods  named  by 


use  of  a  nutrient  content  claim  defined 
in  part  101  (21  CFR  part  101)  (such  as 
"fat  free,"  "low  calorie,"  and  "light")  in 
conjunction  with  a  traditional 
standardized  name  (e.g.,  "reduced  bt 
ice  cream"). 

After  consulting  with  Public  Voice 
and  KGF  about  the  course  of  action  that 
should  be  taken  in  light  of  the  general 
standard  proposal  (56  FR  60512),  OCA, 
in  a  letter  dated  January  15, 1992, 
amended  its  petitions  of  February  23, 
1990.  and  March  29. 1990.  IICA's 
amended  petition  withdrew  its  February 
23. 1990.  petition  as  it  related  to  the 
establishment  of  standards  of  identity 
for  "reduced  fat  ice  cream,"  "lowfat  ice 
cream."  and  "nonfat  ice  cream"  and 
requested  that  the  standard  of  identity 
for  ice  milk  be  removed.  Subsequently, 
in  a  letter  dated  March  12, 1992,  KGF 
withdrew  its  petition  to  establish  a  new 
standard  of  identity  for  nonfat  ice 
cream.  Shortly  thereafter,  on  April  10. 
1992.  PubUc  Voice  withdrew  its 
petition.  Both  KGF  and  PubUc  Voice 
supported  nCA's  request  that  the 
standard  of  identity  for  ice  milk  be 
removed.  KGF  also  supported  IICA's 
petition  for  the  use  of  safe  and  suitable 
sweeteners.  Public  Voice  stated  that  it 
neither  supported  nor  opposed  IICA's 
recommendation  on  this  issue. 

C.  The  1992  Final  Rules 

Elsewhere  in  this  issue  of  the  Federal 
Register.  FDA  is  publishing  two  related 
final  rules  to  implement  section 
3(b)(1)(A)  of  the  1990  amendments. 
They  are:  (1)  "Food  Labeling:  Nutrient 
Content  Claims.  General  Principles. 
Petitions.  DeHnitions  of  Terms" 
(hereinafter  referred  to  as  the  nutrient 
content  claims  final  rule);  and  (2)  "Food 
Standards:  Requirements  for  Foods 
Named  by  Use  of  a  Nutrient  Content 
Claim  and  a  Standardized  Term" 
(hereinafter  referred  to  as  the  general 
standard  final  rule). 

In  the  nutrient  content  claims  final 
rule.  FDA  is  establishing  in  part  101 
definitions  for  nutrient  content  claims 
together  with  general  principles  and 
procedures  governing  their  use.  Nutrient 
content  claims  for  the  fat  content  of 
foods  are  defined  in  new  §  101.62  and 
include:  "nonfat"  (new  §  101.62(b)(1)). 
"lowfat"  (new  §  101.62(b)(2)),  and 
"reduced  fat"  (new  §  101.62(b)(4)).  The 
term  "light"  (or  "lite")  is  defined  in  new 
§101.56. 

In  the  general  standard  final  rule, 
FDA  is  establishing  a  general  definition 
and  standard  of  identity  in  new  §  130.10 
for  modified  versions  of  standardized 
foods.  Specifically,  the  new  general 
standard  final  rule,  in  new  §  130.10, 
permits  the  use  of  FDA-defined  nutrient 
content  claims  for  fat  content,  such  as 


"reduced  fat,"  "lo*vfat,"  and  "nonfat." 
in  conjunction  %vith  the  names  of 
traditional  standardized  foods  in  parts 
131  through  169  (21  CFR  parts  131 
through  169)  in  naming  these  new  foods 
that  have  been  specially  formulated  to 
reduce  the  level  of  fat  in  the  product  In 
new  §  130.10(a).  For  example,  the 
general  standard  final  rule  estabUshm 
conditions  whereby  the  terms  "redu^d 
fat,"  "lowfat,"  and  "nonfat"  can  be  used 
with  the  standardized  term  "ice  cream" 
for  foods  that  resemble  and  substitute 
for  ice  cream  but  contain  less  milk&t 
than  regular  ice  cream. 

Under  the  general  standard  final  rule, 
the  modified  version  of  the  traditional 
product  must  not  be  nutritionally 
inferior  to  the  traditional  food  that  it 
resembles  and  for  which  it  is  intended 
to  substitute  (new  %  130.10(b)).  In 
addition,  the  food  must  possess  similar 
performance  properties  and 
organoleptic  characteristics  (new 
§  130.10(c)),  and  it  must  be  prepared 
fiom  the  same  ingredients  as  the 
traditional  standardized  food,  except 
that  safe  and  suitable  ingredients  to 
improve  texture,  add  flavor,  add 
sweetness,  prevent  s)meresis,  extend 
shelf  life,  or  improve  appearance  are 
allowed  (new  §  130.10(d)(1)).  Further,  to 
replace  fat  and  calories,  appropriate  fat 
analogs  and  water  may  be  added  to 
modified  versions  of  the  traditional 
standardized  foods  defined  in  parts  131 
tiirough  169  (new  §  130.10(d)(5)). 
Ingredients  not  provided  for  by  the 
standard  of  identity,  and  ingredients 
used  in  excess  of  those  provided  for  by 
the  standard  e.g.,  water  to  replace  fat, 
must  be  identified  as  such  in  the 
ingredient  statement  (new    " 
§130.10(0(2)). 

Thus,  terms  such  as  "reduced  fat." 
"lowfat."  and  "nonfat"  can  be  used  in 
conjunction  with  the  name  "ice  cream" 
as  long  as  their  use  complies  with  new 
§  130.10  and  is  not  false  or  misleading 
to  consumers,  and  as  long  as  the 
modified  version  does  not  purport  to  be 
a  food  to  which  another  standard  of 
identity  applies.  For  example,  without 
the  changes  proposed  below,  a  reduced 
fat  ice  cream  product  that  complies  with 
the  existing  standard  of  identity  for  ice 
milk  must  be  labeled  as  "ice  milk." 

II.  Frozen  Desserts — Legal  Authority 

Section  8  of  the  1990  amendments 
removes  food  standards  from  the 
coverage  of  section  701(e)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (the  act) 
(21  U.S.C  371(e))  except  for: 

*  *  *  any  action  for  the  amendment  or 
repeal  of  any  definition  and  standard  of 
identity  under  section  401  of  the  act  for  any 
dairy  products  (including  products  regulated 
under  parts  131. 133.  and  135  of  title  21. 
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Code  of  Federal  Rei?ulatioBs)  or  maple  sirup 
(regulated  under  S  168.140  of  title  21,  Code 
of  Federal  Regulations). 

In  this  document,  FDA  is  proposing  to 
remove  (i.e.,  repeal)  the  standards  of 
identity  for  ice  milk  (§  135.120)  and 
goat's  milk  ice  milk  (§  135.125)  and  to 
amend  the  standards  of  identity  for  ice 
cream  (§  135.110  (21  CFR  135.110))  and 
goat's  milk  ice  cream  (§  135.115  (21  CFR 
135.115)).  Because  these  proposed 
actions  are  to  remove  and  to  amend 
sl.mdards  for  dairy  products,  they  are 
su'DJect  to  the  formal  rulemaking 
procedures  of  section  701(e)  of  the  act. 
Section  701(e)  of  the  act.  unlike  the 
informal  niVm?iking  procedures  of 
section  70:- fa?  of  the  act,  requires  that 
the  agency  hold  a  formal  evidentiary 
hearing  if  objections  that  raise  issues  of 
material  fact  are  filed  in  response  to 
final  rules  to  establish,  amend,  or 
remove  a  food  standard. 

III.  IICA's  and  the  Council's  Sialemenl 
of  Grounds  and  Review  of  Comments 

A.  IlCA's  and  the  Council's  Staff ment  of 
Grounds 

FDA  summarized  in  the  ANPRM  the 
st-iteroents  of  grounds  submitted  by 
ilCA  and  the  Council  in  supf>ort  of  their 
suggested  changes  concerning  safe  and 
suitable  sweeteners.  In  that  ANPRM, 
rOA  noted  that  the  petitioners  had 
argued  that  permitting  the  use  of  safe 
and  suitable  sweeteners  in  frozen 
desserts  would  help  consumers  to  meet 
national  nutritional  goals  and  would 
ijltimately  enhance  the  public  health  by 
increasing  the  availability  in  the 
marketplace  of  ice  cream  products  low 
in  calories  and  sugars.  Further,  the 
agency  noted  that  the  petitioners  had 
a5^-«rted  that  the  provision  concerning 
sf-fe  and  suitable  sweeteners  would 
create  consistency  in  the  naming  of  new 
ice  cream  products  and  would  provide 
la'oel  information  about  sweeteners  to 
consumers. 

3.  Summary  of  Comments 

FDA  received  and  reviewed  65  letters, 
each  containing  one  or  more  comments, 
from  consumers,  the  food  industry, 
arademia,  trade  associations,  and 
consumer  organizations  in  response  to 
the  ANFR^^  on  the  standards  for  ice 
cream  and  ice  milk  and  the  need  to 
establish  standards  for  reduced  fat, 
)oufat,  and  nonfat  ice  creams.  The 
comments  generally  supported  the 
petitioners' requests  as  published  in  the 
ANPRM. 

Some  comments  addressed  issues 
unrelated  to  the  establishment  of 
standards  of  identity  for  "reduced  fat  ice 
cream,"  "lowfat  ice  cream."  and  "nonfat 
ice  cream."  However,  many  comments 
specifically  addressed  the  need  to 


establish  such  standards.  With  regard  to 
the  need  to  establish  such  standards, 
FDA  received  one  or  more  comments 
addressing  each  of  the  following  issues: 

(1)  Percentage  declaration  of  milkfat 
content; 

(2)  Minimum  weight  per  gallon; 

(3)  Total  solids  requirement  for  lowfat 
and  nonfot  ice  cream; 

(4)  Establishment  of  5  percent  milkfat, 
as  compared  to  7  percent  milkfat,  as  the 
maximum  milkfat  content  of  reduced  fat 
ice  cream; 

(5)  Maximum  fat  level  in  nonfat  ice 
cream  and  the  contribution  of  high  fat 
flavoring  ingredients; 

(6)  Nutritional  equivalency; 

(7)  Declaration  of  the  fat  content  to 
include  flavoring  ingredients;  and 

(8)  "Reduced  fet"  labeling  on 
products  with  a  50  percent  reduction  in 
fat. 

The  agency  believes  that  the  new 
requirements  that  it  has  established  in 
the  general  standard  final  rule  in  new 
§  130.10  for  modified  foods  named  by 
u!ie  of  a  nutrient  content  claim  and  a 
standardized  term  (e.g.,  reduced  fat  ice 
cream)  eliminate  the  need  for  individual 
standards  of  identity  for  these  lower  fat 
ice  cream  products.  Moreover,  in  that 
document.  FDA  responds  to  many  of  the 
comments  on  the  need  for  such 
standards.  For  example,  among  other 
issues,  the  preamble  to  the  general 
standard  final  rule  addresses  the  issues 
of  minimum  weight  per  gallon,  the  total 
solids  requirement,  the  definition  of 
"reduced  fat  ice  cream,"  the  definition 
of  "nonfat  ice  cream,"  and  nutritional 
equivalency.  Therefore,  in  light  of:  (1) 
New  §  130.10  in  the  general  standard 
final  rule;  and  (2)  the  petitioners' 
concurrence  that  individual  standards 
are  no  longer  necessary,  as  evidenced  by 
the  withdrawal  of  their  petitions  for 
establishing  such  individual  standards. 
FDA  believes  that  further  regulatory 
action  to  establish  standards  for  reduced 
fat,  lowfat,  and  nonfat  ice  cream 
products  is  unnecessary.  Therefore, 
FDA  has  fully  addressed  the  comments 
relating  to  this  issue,  and  there  is  no 
need  to  address  them  any  further. 

The  agency  will  describe  the  relevant 
comments  as  they  relate  to  the  removal 
of  the  ice  milk  standard  and  to  the 
amendment  of  the  ice  cream  standard  in 
the  discussion  of  the  proposed 
regulation  that  follows. 

IV.  The  Pn^Misal 

A.  Ice  Milk 

Comments  received  by  the  agency  in 
response  to  the  ANPRM  did  not 
specifically  address  the  issue  of 
removing  the  standard  of  identity  for  ice 
milk.  However,  the  amended  petitions 


from  nCA,  Public  Voice,  and  KGF 
supported  the  removal  of  the  icBoilk 
standard  so  as  to  provide  for  lower  fat 
ice  cream  products  such  as  "reduced  fat 
ice  cream." 

If  FDA  removes  the  "ice  milk" 
standard,  then  under  the  general 
standard  final  rule,  manufacturers  will 
be  free  to  label  as  "reduced  fat  ice 
cream"  those  frozen  desserts  that  meet 
the  agency's  definition  of  "reduced  fat" 
in  new  §  101.62(a)(4)  of  the  nutrient 
content  claim  final  rule  and  that  comply  ' 
with  the  definition  and  standard  of 
identity  for  ice  cream  in  §  135.110 
except  for  those  deviations  from  that 
standard  that  are  provided  for  in  new 
§  130.10  of  the  general  standard  final 
rule.  The  agency  is  defining  "reduced 
fat"  to  mean  a  total  fit  content  at  least 
25  percent  less  than  the  total  fat  content 
of  an  appropriate  reference  food  (new 
§  101.62(b)(4)).  Many  products  that  now 
bear  the  name  "ice  milk"  on  their  labels 
could,  without  reformulation,  be 
redesignated  as  "reduced  fat  ice  cream" 
under  the  general  standard  of  identity 
(new  §  130.10)  if  the  ice  milk  standard 
is  removed. 

However,  reduced  fat  ice  cream  must 
also  contain  less  than  the  minimum  10 
percent  milkfat  provided  for  in 
traditional  standardized  ice  cream  in 
accordance  with  §  135.110(a)(2).  Frozen 
dessert  products  that  meet  the  standard 
for  ice  cream  (i.e.,  that  contain  a 
minimum  of  10  percent  milkfat  or  a 
minimum  of  8  percent  milkfat  in 
products  where  bulky  flavors  are  used) 
must  be  labeled  as  ice  cream.  Thus,  a 
manufacturer  that  reduces  the  fat  level 
in  the  company's  "super  premium" 
product  (e.g.,  vanilla  ice  cream  with  a 
milkfat  content  of  14  percent)  by  25 
percent  would  not  be  able  to  designate 
the  product  as  "reduced  fat  ice  cream." 
In  this  instance,  because  the  product 
would  contain  a  level  of  milkfat  that  is 
consistent  with  the  minimum  milkfat 
level  for  ice  cream  in  §  135.110(a)(2).  the 
product  would  still  be  ice  cream  and 
would  have  to  be  named  accordingly. 
However,  the  product  could  bear  on  its 
label  a  truthful  statement  explaining 
that  the  product  contains  25  percent  less 
fat  than  the  company's  "super 
premium"  product. 

Moreover,  Public  Voice  mentioned  in 
its  petitir.n  that  the  use  of  the  name  "ice 
milk"  reduces  the  marketability  of  a 
food  that  is  similar  to  ice  cream  but  that 
contains  less  fat.  Thus,  redesignation  of 
the  product  as  "reduced  fat  ice  cream" 
may  improve  the  marketability  of  the 
product  and  consequently  may  promote 
its  consumption  in  place  of  full  fat  ice 
cream.  Replacement  of  regular  full  fat 
ice  cream  in  the  diet  with  a  lower  Cat 
version  of  ice  cream  will  help 
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consumers  to  achieve  (me  of  the 
recommended  national  nutritiomal  goals 
(i.e.,  to  reduce  dietary  bt  levels). 

Therefore,  the  agency  is  proposing  to 
remove  the  standcffd  of  identity  fm  ice 
milk  in  S  135.12a 

B.  Safe  and  Suitable  Sweeteners 

In  their  petitions,  nCA  and  the 
Council  requested  that  FDA  provide  for 
the  use  of  any  safe  and  siiitable 
sweeteners  in  ice  cream  products.  In  the 
ANPRM,  the  agency  asked  whether  the 
language  in  the  current  standards  that 
requires  that  all  ingredients  used  in  the 
food  be  "safe  and  suitable"  should  be 
expanded  to  provide  for  the  use  of  "any 
safe  and  suitable  sweeteners."  FDA 
notes  that  the  standard  of  identity  in 
§  135.110  now  provides  only  for  the  use 
of  safe  and  suitable  nutritive 
carbohydrate  sweeteners  in  ice  cream. 
Further,  to  ensure  that  the  use  of 
sweeteners  that  have  not  been 
determined  by  FDA  to  be  safe  is 
prohibited  in  these  foods,  the  agency 
suggested  that  the  permitted  optional 
sweeteners  be  described  in  the 
standards  as  "any  sweetener  that  has 
been  afBrmed  as  GRAS  or  approved  as 
a  food  additive  for  this  use  by  the  FDA." 

The  majority  of  the  comments 
addressing  this  issue  supported  the  use 
of  ahemative  sweeteners  (i.e., 
sweeteners  other  than  nutritive 
carbohydrate  sweeteners),  such  as 
aspartame  and  saccharin,  in  new  food 
products  because  the  use  of  these 
sweeteners  would  increase  the 
availability  of  lower  calorie  frozen 
desserts.  Many  of  these  comments  also 
approved  of  the  language,  suggested  by 
FT)A,  that  the  sweeteners  used  in  the  ice 
cream  products  be  either  "affirmed  as 
GRAS  or  approved  for  this  use  by  FDA" 
instead  of  the  usual  "safe  and  suitable" 
language.  Several  persons  maintained 
that  this  language  would  ensure  that  the 
sweeteners  used  would  be  safe  for  this 
use.  Other  comments  believed  that 
either  statement  is  acceptable. 

A  few  comments,  however,  were 
concerned  that  the  proposed  FDA 
language  would  create  a  mandatory 
safety  evaluation  system  for  all  optional 
sweeteners  in  ice  cream  products 
irrespective  of  their  possible  GRAS 
status.  The  comments  contended  that 
such  a  requirement  would  be  an 
inappropriate  use  of  food  standards  and 
would  use  standards  as  a  vehicle  for 
circumventing  the  safety  review 
procedures  established  by  the  act.  A 
trade  association  was  concerned  that  the 
FDA  suggested  language  was  a  return  to 
the  pre-1974  practice  of  defining 
acceptable  ingredients  for  each  food 
standard. 


A  commrat  from  the  Council  stated 
that  FDA's  concern  about  the  use  of 
unapproved  food  additives  is  fully 
addressed  by  the  use  of  the  term  "safe 
and  suitable,"  which  the  agency  already 
has  defined  in  §  130.3(d)(21  CFR 
130.3(d).  The  comment  pointed  out  that 
the  purpose  of  FDA's  codification  of  the 
definition  of  "safia  and  suitable"  was  to 
avoid  repeating  the  same  definition  in 
each  individual  standard.  The  comment 
concluded  that  a  change  in  the  "safia 
and  suitable"  language  of  the  standards 
is  not  necessary. 

Altiiough  the  "safe  and  suitable" 
language  does  not  direcUy  dte  GRAS 
substances,  the  agency  adcnowledges 
that  this  language  includes  them 
because  safe  and  suitable  ingredients 
include  substances  that  are  not 
imapproved  food  additives.  The  agency 
acknowledges  that  the  suggested 
alternative  FDA  language  could  be 
interpreted  as  eliminating  from  use  in 
ice  cream  products  certain  sweetening 
ingredients  whose  use  is  not  specifically 
provided  for  in  current  FDA  regulations. 
The  agency  also  notes  that  the  general 
provisions  for  food  standards  in 
§  130.3(c)  strengthen  the  safety 
requirements  of  §  130.3(d).  These 
general  provisions  provide  that  no 
provisions  of  food  standards  may  be 
construed  as  in  any  way  affecting  the 
concurrent  applicability  of  the  general 
provisions  of  the  act  and  the  regulations 
thereunder  relating  to  adulteraticm  and 
misbranding.  Thus,  §  130.3(c)  of  the 
general  provisions  for  food  standards 
reinforces  the  requirement  that 
sweetening  additives  must  be  safe  and 
in  compliance  with  sections  201(s)  and 
409  of  the  act  (21  U.S.C.  321(s)  and  348). 
Therefore,  FDA  has  decided  to  use  the 
safe  and  suitable  language  in  describing 
the  sweetening  ingredients  permitted  in 
ice  cream  products  in  this  proposal. 

However,  this  tentative  deasion 
should  not  be  construed  as  agency 
concurrence  with  independent  GRAS 
determinations.  The  agency  points  out 
that  it  cannot  agree  that  a  sweetener  is 
GRAS  for  some  intended  use  in  a  food 
imtil  it  has  reviewed  all  pertinent  data 
on  the  ingredient  and  made  a 
determination  that  it  is  safe  fcH*  such 
use.  FDA  cautions  that,  without 
appropriate  authorization,  companies  or 
individuals  who  make  a  GRAS 
determination  on  an  ingredient  take  the 
risk  that  the  agency  wiU  disagree  with 
them  and  take  regulatory  action  against 
the  use  of  the  substance. 

One  comment  stated  that  the  agency 
should  reject  the  petition  to  add  a 
provision  to  permit  the  use  of  "any  safe 
and  suitable  sweeteners"  in  these 
products.  It  expressed  the  opinion  that 
more  information  is  needed  on  the  long* 


term  safisty  of  some  alternative 
sweeteners  that  may  be  used  in  foods. 

FDA  advises  that  any  safe  and 
suitable  sweetener,  whether  GRAS  or  an 
approved  food  additive,  presimiably  is 
viewed  as  safa  for  its  intended  use  by 
experts,  qualified  by  scientific  training 
and  experience,  to  evaluate  the  safety  of 
such  substances.  In  additiim,  traditional 
sweeteners,  such  as  honey  which  has 
been  used  for  many  years  for  this 
purpose,  were  not  intended  to  be 
excluded  from  use  in  ice  cream 
products  by  the  suggested  language  that 
referred  to  the  GRAS  status  of  the 
sweetener  (S  170.30(d)  21  CFR 
170.30(d)).  Therefore,  as  discussed 
above,  FDA  is  proposing  to  provide  in 
$  135.110(a)(1)  for  the  use  of  both 
nutritive  and  noimutritive  safe  and 
suitable  sweeteners  in  the  standards  set 
forth  below. 

FDA  points  out  that  another  option  is 
to  retain  the  provision  in  S  135.110(8Ml) 
that  requires  the  use  of  "nutritive 
carbohydrate  sweeteners"  as  mandatory 
ingredients  in  ice  cream  and  to  allow  ioe 
cream  products  containing  alternative 
sweeteners  to  be  sul^ect  to  the  general 
standard  of  identity  in  new  §  130.10,  as 
has  been  done  with  other  standardized 
foods.  FDA  notes,  however,  that  new  § 
130.10(d)(4)  of  the  general  standard 
final  nile  requires  that  an  ingredient 
that  is  specifically  required  by  the 
standard  (e.g.,  nutritive  carbohydrate 
sweetener  in  ice  cream)  must  be  present 
in  the  product  in  a  significant  amount 
(i.e.,  at  leest  that  amount  that  is  required 
to  achieve  the  technical  effect  of  that 
ingredient  in  the  food).  Thus,  this 
option  would  prevent  manufacturers 
firam  repladitg  all  of  the  nutritive 
carbohydrate  sweetener  in  such  a 
product  with  one  or  more  alternative 
sweetenen  unless  they  called  the 
product  by  a  name  other  than  the 
standardized  name  of  the  food. 

The  agency  is  requesting  comments 
on  the  need  for,  and  appropriateness  of, 
the  proposed  change  in  §  135.110(a)(1) 
and  proposed  §  135.110(e)(7)  with 
respect  to  the  use  of  "safe  and  suitable 
sweetenera"  in  ice  cream  products  as 
opposed  to  the  general  provision  of  new 
§130.10. 

One  comment  requested  that  the 
standards  for  ice  cream  products  require 
that  the  artificial  sweetenen  used  in 
these  foods  be  declared  on  the  principal 
display  panel. 

Fl3A  recognizes  that  some  consumers 
want  to  avoid  fitizen  dessert  products 
that  contain  the  alternative  sweetenera 
for  which  the  standard  of  identity  for  ice 
cream  does  not  now  provide.  In  S  102.5 
(21  CFR  102.5).  FDA  has  established 
general  principles  for  establishing 
common  or  usual  names  for 
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nonstandardized  foods  when  the 
presence  of  a  characterizing  ingredient 
or  component  of  an  ingredient  in  such 
foods  has  a  material  bearing  on 
consumer  acceptance.  However,  there 
are  no  similar  requirements  for 
standardized  foods  unless  specifically 
provided  for  in  the  standard  of  identity 
for  a  given  food.  FDA  believes  that  ice 
cream  made  in  compliance  with 
§  135.110.  but  that  is  sweetened  with  an 
alternative  sweetener,  is  a  distinctly 
different  product  than  that  sweetened 
with  a  nutritive  carbohydrate  sweetener 
as  the  standard  for  this  food  now 
permits  and  accordingly  should  be 
clearly  distinguished  from  the 
traditional  food.  Therefore.  FDA 
tentatively  concludes  that  it  is  necessary 
to  inform  consumers  of  this  fact  in 
secUons  201(n)  and  403(a)  (21  U.S.C. 
343)  of  the  act.  Under  new  §  130.10  in 
the  general  standard  Snal  rule,  a 
product  containing  an  alternative 
sweetener  would  be  distinguished  from 
the  traditional  product  by  naming  the 
product  using  such  nutrient  content 
claims  as  "reduced  sugar"  defined  in 
new  S  101.60(c)(4)  or  "reduced  calorie" 
defined  in  new  §  101.60(b)(4).  provided 
that  the  requirements  for  the  use  of 
these  terms  on  the  food  label  are 
otherwise  met. 

FDA  also  notes  that  foods  that  are 
sweetened  with  one  or  more  artificial 
sweeteners,  whether  nutritive  or 

nonnutritive,  are  foods  for  special 

dietary  use  under  §  105.3(a)(2)  (21  CFR 
105.3(a)(2).  Therefore,  they  must  be 
labeled  to  comply  with  the  requirements 
of  §  105.66  (21  CFR  105.66).  A  final  rule 
revising  §  105.66  to  conform  with  the 
requirements  of  the  1990  amendments  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  accordance  with 
new  §  105.66,  the  food  may  be  labeled 
with  terms  such  as  "diet."  "dietetic," 
"artificially  sweetened,"  or  "sweetened 
with  nonnutritive  sweetener"  only  if  the 
claim  is  not  false  or  misleading  to 
consumers,  and  the  food  is  labeled  "low 
calorie"  or  "reduced  calorie"  or  bears 
another  comparative  caloric  claim. 

Therefore,  to  distinguish  standardized 
ice  cream  products  sweetened  with 
alternative  sweeteners  (i.e.,  sweeteners 
other  than  nutritive  carbohydrate 
sweeteners)  from  products  sweetened 
with  traditional  sweeteners  (i.e.. 
nutritive  carbohydrate  sweeteners).  FDA 
is  proposing  to  add  a  requirement  in  the 
ice  cream  standard  in  proposed 
§  135.110(e)(7),  and  in  the  goat's  milk 
ice  cream  standard  in  proposed 
§  135.115(c)(2).  that  the  presence  of 
such  alternative  sweeteners  be  declared 
by  their  common  or  usual  name  on  the 
principal  display  panel  of  the  label  as 
part  of  the  statement  of  identity  in 


letters  of  no  less  than  one-half  the  size 
of  the  type  used  in  the  product  name 
(e.g..  "ice  cream")  but  no  smaller  than 
one-sixteenth  of  an  inch. 

FDA  is  also  providing  in  these 
proposed  provisions  that,  as  discussed 
above,  ice  cream  products  sweetened 
with  such  sweeteners  must  comply  with 
the  applicable  provisions  of  new 
S  105.66.  Thus,  in  addition  to  having  to 
declare  the  presence  of  alternative 
sweeteners  as  a  part  of  their  statements 
of  identity,  such  products  will  have  to 
be  labeled  as  "low  calorie"  or  "reduced 
calorie"  or  bear  another  comparative 
caloric  claim  in  compliance  with  part 
101.  The  agency  notes  that  modified  ice 
cream  products  made  in  conformity 
with  the  provisions  of  new  §  130.10  in 
the  general  standard  final  rule  will  also 
have  to  comply  with  the  labeling 
requirements  for  sweeteners  if  they  are 
finalized  as  in  proposed  §  135.110(e)(7). 
New  §  130.10(e)  requires  that  the  name 
of  a  modified  version  of  a  standardized 
food  that  complies  with  the  general 
standard  in  new  §  130.10  is  the 
appropriate  expressed  nutrient  content 
claim  e.g..  "reduced  fat"  and  the 
applicable  standardized  term  e.g..  "ice 
cream  sweetened  with  aspartame."  The 
agency  specifically  requests  comments 
on  the  need  to  declare  alternative 
sweeteners  in  ice  cream  as  discussed 
above. 

C.  Skim  Milk  with  Part  or  All  of  the 
Lactose  Removed  by  Alternate 
Technologies 

One  comment  stated  that  recently 
developed  technologies  will  permit 
increases  in  the  amount  of  milk  protein 
used  in  ice  cream  and  related  products 
without  the  quality  problems  normally 
associated  with  lactose  in  the  dairy 
ingredients.  To  address  the  use  of 
ultrafiltration  and  other  lactose- 
reduction  technologies,  the  comment 
requested  that  FDA  revise  §  135.110(b) 
to  replace  the  phrase  "skim  milk  that 
has  been  concentrated  and  from  which 
part  of  the  lactose  has  been  removed  by 
crystallization"  with  "skim  milk  (that) 
may  be  concentrated  and  from  which 
part  of  the  lactose  has  been  removed  by 
ay'stallization,  ultrafiltration,  or  other 
approved  technologies." 

FDA  tentatively  finds  that  it  would  be 
appropriate  for  the  standard  to  permit 
addition  of  concentrated  skim  milk  from 
which  part  of  the  lactose  has  been 
removed  by  ultrafiltration.  The  agency 
believes  that  it  should  also  provide  for 
the  removal  of  part  or  all  of  the  lactose 
by  any  safe  and  suitable  procedure. 
These  actions  will  give  manufacturers 
the  opportunity  to  use  state-of-the-art 
processing  technologies.  However, 
manufacturers  must  ensure  that  the 


nutritional  quality  of  the  resulting  food 
is  not  detrimentally  affected. 
Accordingly.  FDA  is  amending  the  ice 
cream  standard  in  proposed  §  135.110(b) 
to  provide  for  the  addition  of  skim  milk 
that  may  be  concentrated,  and  from 
which  part  or  all  of  the  lactose  has  been 
removed  by  a  safe  and  suitable 
procedure,  in  the  food.  This  approach 
will  minimize  the  need  to  revise  the 
standard  should  other  acceptable 
procedures  be  developed  for  lactose 
reduction  or  removal  at  a  later  date. 

D.  Goat's  Milk  Ice  Cream  and  Goat's 
Milk  Ice  Milk 

In  the  ANPRM.  FDA  asked  whether 
the  goat's  milk  ice  cream  and  goat's  milk 
ice  milk  standards  of  identity  in 
§§  135.115  and  135.125  should  be 
amended  to  achieve  consistency  with 
any  changes  in  the  ice  cream  and  ice 
milk  standards  of  identity  §§  135.110 
and  135.120.  The  goat's  milk  ice  cream 
and  goat's  milk  ice  milk  standards  of 
identity  cross-reference  the  ice  cream 
and  ice  milk  standards  of  identity  with 
respect  to  the  use  of  optional 
ingredients  excluding  caseinates.  weight 
per  gallon,  weight  of  total  food  solids, 
and  labeling  requirements. 

FDA  receivecfone  comment  from  a 
consumer  advocacy  organization  in 
support  of  changes  in  the  goat's  milk  ice 
cream  and  goat's  milk  ice  milk 
standards.  The  comment  stated  that,  in 
the  interest  of  consistency  and  for  the 
same  basic  reasons  given  in  the 
petitions,  corresponding  changes  in  the 
standards  of  identity  for  goat's  milk  ice 
cream  and  goat's  milk  ice  milk  should 
be  proposed. 

FDA  agrees  with  this  comment.  The 
agency  believes  that  the  suggested 
actions  relating  to  the  standards  for 
goat's  milk  ice  milk  and  goat's  milk  ice 
cream  will  foster  uniformity  in  the 
labeling  of  ice  cream  products.  In 
addition,  making  changes  in  the 
standard  for  goat's  milk  ice  cream  in 
§  135.115  will  permit  this  product  to  be 
formulated  similarly  to  ice  cream  in 
§  135.110.  Accordingly,  the  agency  is 
proposing  to  remove  the  standard  for 
goat's  milk  ice  milk  and  to  make 
changes  in  the  standard  for  goat's  milk 
ice  cream  similar  to  the  proposed 
changes  in  the  standard  for  ice  cream 
and  frozen  custard,  as  discussed  above. 

E.  Additional  Comments 

FDA  received  several  comments  on 
the  use  of  "any  safe  and  suitable  dairy 
ingredient;"  the  use  of  safe  and  suitable 
milk-derived  protein  ingredients  other 
than  caseinates;  the  use  of  vegetable 
proteins;  and  the  use  of  fat  substitutes, 
such  as  microparticulated  protein,  in  ice 
cream  products.  As  discussed  below, 
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FDA  finds  that  the  issues  raised  by  these 
comments  are  appropriate  for  agency 
consideration.  However,  as  a  resource 
matter,  given  the  demands  of  the  formal 
rulemaking  process,  FDA  concludes  that 
it  is  not  appropriate  for  the  agency  at 
this  time  to  institute  formal  rulemaking 
procedures  on  most  of  these  matters. 

Chie  comment  requested  that  FDA 
revise  §  135.110(b)  to  provide  for  "any 
safe  and  suitable  dairy  ingredient."  It 
stated  that  the  listing  of  optional  dairy 
ingredients  by  name  or  by  the  process 
by  which  they  are  derived  effectively 
prohibits  the  use  of  some  new  or  ftovel 
materials  (e.g.,  concentrated  skim  milk 
with  the  lactose  removed  by  a  process 
other  than  crystallization). 

In  view  of  the  wide  range  of  optional 
dairy  ingredients  listed  by  name  or  by 
the  process  by  which  they  are  derived 
in  §  135.110(b)  of  the  standard  for  ice 
cream,  FDA  requests  comments  on 
whether  the  sp>ecific  names  should  be 
deleted  from  §  135.110(b),  and  whether 
the  standard  should  be  amended  to 
provide  for  the  use  of  any  safe  and 
suitable  dairy  ingredients,  as  suggested 
by  the  comment.  If  a  comment  supports 
use  of  a  collective  term  such  as  "dairy 
ingredient,"  the  agency  asks  that  the 
comment  provide  a  definition  of  the 
term  so  as  to  facilitate  proper 
interpretation  of  the  regulation. 

One  comment  suggested  that  FDA 
provide  for  safe  andsuitable  milk- 
derived  protein  ingredients  other  than 
caseinates  where  the  milk  solids  content 
minimums  required  by  the  standard  for 
ice  cream  in  §  135.110  are  otherwise 
met.  The  comment  stated  that  these 
"other  milk  protein  ingredients" 
include  milk  protein  hydrolysates 
(enzyme-modified  milk  protein)  and 
milk  protein  isolates  (caseinates  and 
whey  protein  co-isolates).  The  comment 
maintained  that  the  use  of  milk  proteins 
other  than  caseinates  contributes  to 
aeration  of  frozen  lowfat  dairy  desserts, 
thereby  improving  the  body  and  texture 
of  these  products,  and  that  their  use  will 
not  reduce  the  nutritional  value  of 
standardized  dairy  products.  It  further 
stated  that  these  ingredients  are  safe  and 
suitable  for  use  in  other 
nonstandardized  foods  such  as  frozen 
yogurt,  coffee  whiteners,  infant 
formulas,  fortified  cereals,  and  medical 
foods.  The  comment  requested  that  the 
standards  proposed  in  the  ANPRM  be 
amended  by  replacing  the  optional 
caseinates  with  the  term  "safe  and 
suitable  milk-derived  proteins." 

FDA  acknowledges  that  milk  protein 
hydrolysates  are  GRAS  and  are  now 
used  in  many  foods.  These  hydrolysates 
vary  in  the  degree  of  hydrolysis  that 
they  have  undergone  depending  on  the 
manufacturing  process  They  also  vary  in 


their  functional  characteristics 
depending  on  their  intended  use. 
However,  before  the  agency  extends  the 
category  of  milk-derived  protein 
components  that  may  be  used  in  these 
foods,  it  would  like  additional 
information  on  the  nature  of  and  need 
for  these  ingredients  in  ice  cream,  the 
proposed  levels  of  use,  and  their 
suitability  in  performing  technical 
functions  in  the  food,  such  as  aeration, 
as  suggested  by  the  comment,  as  well  as 
information  on  any  possible  adverse 
effects  of  their  use.  If  the  comments  on 
this  issue  adequately  support  the  need 
for  such  ingredients,  FDA  will  consider 
providing  for  their  use  in  the  final 
regulation  that  results  from  this 
proposal. 

One  comment  suggested  that  the 
standards  provide  for  the  addition  of 
vegetable  proteins  in  addition  to  milk- 
derived  protein  sources.  It  maintained 
that  vegetable  proteins  could  provide 
consumers  and  manufacturers  with  new 
nutritional,  economic,  and  quality 
advantages  in  these  products. 

FDA  does  not  agree  that  the  standards 
for  ice  cream  products  should  provide 
for  the  addition  of  vegetable  proteins. 
Ice  cream  and  ice  milk  products  are 
traditionally  considered  to  be  dairy 
products,  and,  as  such,  neither  vegetable 
proteins  nor  vegetable  fats  or  oils  are 
considered  to  be  suitable  ingredients  of 
these  foods.  When  vegetable  proteins  or 
vegetable  fats  or  oils  are  used  in  frozen 
dessert  products  resembling  ice  cream, 
FDA  considers  these  foods  to  be 
nonstandardized  substitute  foods 
provided  that  they  are  nutritionally 
equivalent  to  ice  cream  or  ice  milk.  As 
such,  these  products  should  bear  a 
common  or  usual  name  that  is  not 
misleading. 

For  example,  coffee  whiteners 
containing  ingredients  of  vegetable 
origin  do  not  purport  to  be  cream  or  dry 
cream  products.  Rather,  they  are 
products  that  bear  their  own  common  or 
usual  name.  In  a  like  manner,  the 
agency  believes  that  frozen  dessert 
products,  made  in  the  semblance  of  ice 
cream  and  containing  vegetable  proteins 
or  vegetable  fats  or  oils,  must  be 
properly  identified  under  their  own 
common  or  usual  name.  Therefore,  FDA 
is  not  providing  for  vegetable  proteins 
in  the  proposed  amendment  of  the 
standard  of  identity  for  ice  cream  set 
forth  below.  However,  the  agency  notes 
that  nonniilk-derived  protein-containing 
ingredients  may  be  included  in  frozen 
dessert  products  labeled  as  "mellorine" 
in  §  135.130  (21  CFR  135.130). 

One  comment  from  an  ingredient 
supplier  asked  whether  fat  substitutes, 
such  as  microparticulated  protein,  could 
be  used  in  ice  cream  products.  The 


comment  stated  that  microparticulated 
protein,  prepared  from  egg  white  and 
skim  milk  (or,  alternatively,  from  whey 
protein  concentrate),  is  used  in  products 
complying  with  the  IICA  proposed 
standards. 

A  comment  from  a  consumer  stated 
that  fat  substitutes  do  not  belong  in 
traditional  ice  cream  products  covered 
by  standards  of  identity.  The  comnwnt 
stated  that  these  ingredients  should  be 
used  only  in  the  "brozen  desserts" 
category.  The  comment  contended  that 
the  preservation  of  tradition  overrides 
governmental,  medical,  and  consumer 
interests  in  reducing  fat  intake  and 
providing  ahemative,  healthful 
products. 

FDA  does  not  agree  with  the 
consumer  comment  in  its  entirety.  FDA 
notes  that  §  135.110(a)  provides  for  the 
use  of  "safe  and  suitable  nonmilk- 
derived  ingredients."  In  the  Federal 
Register  of  April  12. 1977  (42  FR 
19127),  in  an  amendment  of  the 
standard  for  ice  cream  that  provided  for 
"safe  and  suitable  nonmilk  derived 
ingredients,"  the  agency  stated  that  it 
deems  as  unsuitable  those  ingredients 
that  change  the  basic  character  of  the 
food  or  that  do  not  perform  an 
appropriate  function  in  the  food.  In  this 
regard,  the  use  of  ht  substitutes  to 
replace  milkfat  in  ice  cream  is  suitable 
if  the  minimum  compositional  levels  for 
milkfat  and  nonfat  milk  solids  for  ice 
cream  in  $  135.110(a)(2)  are  met,  and  if 
the  fat  substitutes  are  made  from 
ingredients  permitted  by  the  standard  of 
identity  for  ice  cream.  ITDA  believes  that 
this  approach  is  reasonable  in  order  to 
give  consumers  the  option  to  purchase 
products  that  simulate  the 
characteristics  of  traditional  ice  cream 
but  that  contain  less  fat. 

F.  Summary  of  Proposal 

On  the  basis  of  the  information 
mentioned  above,  FDA  is  proposing  to 
remove  the  standard  of  identity  for  ice 
milk  (§  135.120)  and  to  make  several 
requested  changes  in  the  standard  of 
identity  for  ice  cream.  The  requested 
changes  in  the  ice  cream  standard  deal 
with  provisions  for:  (1)  The  use  of  safe 
and  suitable  sweeteners;  and  (2)  the  use 
of  skim  milk  that  may  be  concentrated, 
and  from  which  part  or  all  of  the  lactose 
has  been  removed  by  a  safe  and  suitable 
procedure,  in  the  food. 

FDA  considers  it  reasonable  to 
propose  to  remove  the  standard  of 
identity  for  ice  milk  because  this  action 
will  allow  for  the  use  of  the  "reduced 
fat"  nutrient  content  claim  in 
conjunction  with  the  name  "ice  cream." 
Such  use  will  be  consistent  with  the  use 
of  the  terms  "lowfat"  and  "nonfat"  on 
ice  cream  products  made  in  compliance 
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with  new  8 130.10.  Until  the  ice  milk 
standard  has  been  removed,  frozen 
desserts  that  have  a  milkfat  content 
between  2  and  7  percent  and  that 
othervN'ise  comply  with  the  standard  in 
§  135.120  cannot  be  called  "reduced  fat 
icecream." 

FDA  also  considers  it  reasonable  to 
amend  the  standard  of  identky  for  ice 
cream  to  provide  for  the  use  of  safe  and 
suitable  sweeteners,  including 
alternative  sweeteners  such  as 
aspartame  or  saccharin;  and  to  allow  for 
the  use  of  skim  milk  that  may  be 
concentrated,  and  from  which  part  or  all 
of  the  lactose  has  been  removed  by  any 
safe  and  suitable  procedure,  in  ice 
cream.  FDA  tentatively  finds  that  these 
changes  will  permit  manufacturers  to 
develop  nutritious,  wholesome  frozen 
dessert  products  containing  alternative 
sweeteners  or  sweetening  systems.  The 
proposed  amendment  of  the  ice  cream 
standard  will  increase  flexibility  and 
give  manufacturers  the  latitude  to 
develop  new,  innovative  products  in 
response  to  consumer  interest  in  and 
desire  for  lower  calorie  dairy  products. 
The  goat's  milk  ice  cream  (§  135.115) 
and  goat's  milk  ice  milk  (§  135.125) 
standards  of  identity  cross-reference  the 
ice  cream  and  ice  milk  standards  of 
identity.  Thus,  FDA  considers  it 
appropriate  to  propose  comparable 
changes  in  the  goat's  milk  ice  cream  and 
goat's  milk  ice  milk  standards  to  reflect 
the  proposed  changes  in  the  ice  cream 
and  ice  milk  standards.  Therefore,  the 
agency  is  also  proposing  to  remove  the 
goat's  milk  ice  milk  standard  and  to 
amend  the  goat's  milk  ice  cream 
standard  with  respect  to  the  use  of 
sweeteners  and  with  respect  to  the  use 
of  skim  milk  with  part  or  all  of  the 
lactose  removed  by  any  safe  and 
suitable  procedure  as  discussed  above 
for  the  cross-referenced  ice  cream 
standard. 

FDA  is  also  making  certain  minor 
editorial  changes  in  the  standards  of 
identity  for  ice  cream  and  goat's  milk 
ice  cream  for  clarity. 

FDA  believes  that  these  actions  are 
necessary  to  ensure  the  integrity  of  these 
foods,  to  minimize  any  confusion 
regarding  the  types  of  acceptable 
ingredients  (hat  may  be  used  in  the 
foods,  and  to  promote  honesty  and  fair 
dealing  in  the  interest  of  consumers. 

V.  Economic  Impact 

FDA  has  examined  the  economic 
implications  of  the  proposed  rule  to 
remove  the  standards  of  identity  for  ice 
milk  and  goat's  milk  ice  milk  and  to 
amend  the  standards  of  identity  for  ice 
cream  and  goat's  milk  ice  cream  in  part 
135  as  required  by  Executive  Order 
12291  and  the  Regulatory  Flexibility 


Act.  Executive  Order  12291  compels 
Federal  agencies  to  use  cost-benefit 
analysis  as  a  component  of 
decisionmaking.  The  Regulatory 
Flexibility  Act  requires  regulatory  relief 
for  small  businesses  where  feasible. 
Because  no  marginal  costs  are  expected 
to  be  incurred  to  comply  with  this 
proposed  regulation,  the  agency  finds 
that  this  proposed  rule  is  not  a  major 
rule  as  defined  by  Executive  Order 
12291.  In  accordance  with  the 
Regulatory  Flexibility  Act  Pub.  L.  96- 
354.  FDA  has  also  determined  that  this 
proposed  rule  will  not  have  a  significant 
adverse  impact  on  a  substantial  number 
of  small  businesses. 

FDA  has  tentatively  determined  that, 
because  the  effect  of  the  actions  that  the 
agency  is  proposing  is  to  permit 
increased  flexibility  in  the  processing  of 
frozen  desserts  and  because  a  reasonable 
amount  of  time  will  be  provided  to  use 
existing  supplies  of  labels,  the  proposed 
actions  will  not  result  in  a  significant 
impact  on  a  substantial  number  of  small 
entities.  FDA  has  not  received  any 
information  or  comments  on  the 
ANPRM  that  would  cause  it  to  reach  a 
different  determination. 

FDA  considered  several  options  in 
arriving  at  this  proposal.  One  option 
considered  was  to  take  no  action.  Under 
this  option,  manufacturers  of  ice  cream 
products  would  be  limited  in  the  types 
of  skim  milk  ingredients  that  may  be 
used  in  ice  cream  products.  Thus, 
consumers'  choices  would  also  be 
limited.  In  addition,  removal  of  the 
standard  of  identity  for  ice  milk  will 
provide  for  more  informative  labeling  of 
the  lower  fat  ice  cream  products  and 
help  consumers  to  achieve 
recommended  nutritional  goals. 

Another  option  considered  was  to 
remove  the  ice  cream  standard  and 
goat's  milk  ice  cream  standard,  as  well 
as  the  standards  for  ice  milk  and  goat's 
milk  ice  milk,  and  allow  manufacturers 
to  use  any  combination  of  tyj)es  and 
levels  of  ingredients  in  these  foods. 
While  this  option  would  appear  to 
provide  flexibility  in  the  selection  of 
ingredients,  it  would  not  be  in  the  best 
interest  of  consumers  or  manufacturers. 
In  the  absence  of  Federal  standards  for 
these  foods,  the  states  could  establish 
standards  with  different  requirements 
which  could  hinder  interstate 
commerce.  Uniform  standards  protect 
consumers  from  unfair  trade  practices 
and  also  enable  manufacturers  to 
compete  in  an  equitable  manner. 

Under  the  selected  option  set  forth 
below,  i.e..  removing  the  standard  of 
identity  for  ice  milk  and  ameilding  the 
standard  of  identity  for  ice  cream,  as 
requested  by  the  petitioners,  as  well  as 
removing  the  goat's  milk  ice  milk 


standard  and  amending  the  goat's  milk 
ice  cream  standard  that  cross-references 
the  ice  cream  standard,  manufacturers 
will  be  able  to  provide  consumers  with 
ice  cream  products  that  reflect  the 
traditional  food  and  that  are  labeled  in 
a  uniform  manner.  In  addition,  the 
removal  of  the  ice  milk  standard  will 
provide  manufacturers  with  increased 
flexibility  to  use  names  more  acceptable 
to  the  public  in  designating  ice  cream 
products  that  contain  reduced  levels  of 
calories  and  fat. 

If  FDA  adopts  this  proposal,  firms  that 
produce  ice  milk  products  will  have  to 
revise  their  labels.  Some  firms  may  also 
wish  to  reformulate  their  ice  milk 
products  so  as  to  be  able  to  take 
advantage  of  the  increased  flexibility  in 
product  formulation  provided  for  under 
new  §  130.10.  However.  FDA  believes 
that  any  additional  costs  for  label 
changes  will  be  offset  by  the  increased 
consumer  recognition  of  the  benefits  of 
the  resulting  reduced  calorie  and 
reduced  fat  ice  cream  products.  FDA 
will  also  allow  an  appropriate  period  of 
time  (1  year)  for  manufacturers  to  use 
up  labels  so  as  not  to  cause  a  hardship 
on  manufacturers  of  ice  milk  products. 
The  proposed  amendments  to  the  ice 
cream  and  goat's  milk  ice  cream 
standards  will  also  allow  the  use  of 
additional  optional  ingredients.  The 
agency  does  not  anticipate  that  there 
will  be  any  increased  cost  from  these 
changes  because  there  is  no  requirement 
that  these  new  optional  ingredients  be 
used  in  ice  cream  products. 

Therefore.  FDA  finds  that  marginal 
costs  if  any.  will  be  small  for  the 
proposed  amendment  because  FDA  is 
providing  sufficient  time  for  most  ice 
cream  manufacturers  to  incorporate 
label  changes  into  normal  label  stock 
reordering.  Therefore,  in  accordance 
with  section  605(b)  of  the  Regulatory 
Flexibility  Act.  FDA  has  also 
determined  that  this  proposed  rule  will 
not  have  a  significant  adverse  impact  on 
a  substantial  number  of  small 
businesses. 

VI.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(b)(1)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

Vn.  Effective  Date 

FDA  proposes  that  any  final  rule  that 
may  issue  based  on  this  proposal,  unless 
stayed  by  the  filing  of  proper  objections, 
become  effective  1  year  following  the 
date  publication  of  the  final  rule  in  the 
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Federal  Register.  Because  of  the  formal 
rulemaking  procedures  that  apply  to  the 
amendment  and  removal  of  standards 
for  products  regulated  imder  part  135, 
the  agency  notes  that  the  elective  date 
for  any  final  rule  that  may  issue  from 
this  proposal  may  not  coincide  with  the 
elective  date  for  the  food  labeling  final 
rules  that  were  issued  in  response  to  the 
1990  amendments  and  that  are 
pubUshed  elsewhere  in  this  issue  of  the 
Federal  Register.  Except  as  to  any 
provisions  that  may  be  stayed  by  the 
filing  of  proper  objections,  compliance 
with  any  final  rule  that  may  issue  based 
on  this  proposal  (including  any  required 
labeling  changes)  may  begin 
inunediately  upon  publication  of  such  a 
final  rule  in  the  Federal  Register.  Notice 
of  the  filing  of  ob}ections  or  lack  thereof 
will  be  published  in  the  Federal 
Roister. 

Vm.  References 

The  following  information  has  been 
placed  on  file  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persons 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

1.  U.S.  Department  of  Agriculture  and  U.S. 
Department  of  Health  and  Human  Services, 
"Nutrition  and  Your  Health,  Dietary 
Guidelines  for  Americans,"  2d  ed., 
Washington.  DC,  1985. 

2.  U.S.  Department  of  Health  and  Human 
Services,  "The  Surgeon  General's  Report  on 
Nutrition  and  Health."  DHHS  (PHS) 
Publication  No.  88-50210.  Washington,  DC, 
U.S.  Government  Printing  Office,  GPO  Stock 
Na  017-O01-O0465-1, 1988. 

3.  Committee  on  Technological  Options  to 
Improve  Nutritional  Attributes  of  Animal 
Products,  Board  of  Agriculture,  National 
Research  Council,  "Designing  Foods:  Animal 
Product  Options  in  the  Marketplace," 
National  Academy  Press,  Washington,  DC, 
1988. 

IX.  Comments 

Interested  persons  may,  on  or  before 
March  8, 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Subjects  in  21 CFR  Part  135 

Food  grades  and  standards.  Food 
labeling.  Frozen  foods.  Ice  cream. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  and  redelegated  to 


the  Director,  Center  for  Food  Safety  and 
Applied  Nutrition,  it  is  proposed  that  21 
CFR  part  135  be  amended  as  follows: 

PART  135— FROZEN  DESSERTS 

1.  The  authority  citation  for  21  CFR 
part  135  continues  to  read  as  follows: 

Antiiority:  Sees.  201, 401, 403, 409,  701, 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  341,  343,  348,  371,  376). 

2.  Section  135.110  is  amended  by 
revising  paragraphs  (a)(1)  and  (b),  and 
by  adding  paragraph  (e)(7)  to  read  as 
follows: 

f  135.110    Ice  cream  and  frozen  custard. 

(a)  Description.  (1)  Ice  cream  is  a  food 
produced  by  freezing,  while  stirring,  a 
pasteurized  mix  consisting  of  one  or 
more  of  the  optional  daity  ingredients 
specified  in  paragraph  (b)  of  this 
section,  and  may  contain  one  or  more  of 
the  optional  caseinates  specified  in 
paragraph  (c)  of  this  section  subject  to 
the  conditions  hereinafter  set  forth,  and 
other  safe  and  suitable  nonmilk-derived 
ingredients;  and  excluding  other  food 
fats,  except  such  as  are  natural 
components  of  flavoring  ingredients 
used  or  are  added  in  incidental  amounts 
to  accomplish  specific  functions.  Ice 
cream  is  sweetened  with  safe  and 
suitable  sweeteners  and  may  or  may  not 
be  characterized  by  the  addition  of 
flavoring  ingredients. 

(b)  Optional  dairy  ingredients.  The 
optional  dairy  ingredients  referred  to  in 
paragraph  (a)  of  this  section  are:  Cream; 
dried  cream;  plastic  cream  (sometimes 
known  as  concentrated  milkfot);  butter; 
butter  oil;  milk;  concentrated  milk; 
evaporated  milk;  sweetened  condensed 
milk;  superheated  condensed  milk; 
dried  milk;  skim  milk;  concentrated 
skim  milk;  evaporated  skim  milk; 
condensed  skim  milk;  superheated 
condensed  skim  milk;  sweetened 
condensed  skim  milk;  sweetened 
condensed  part-skim  milk;  nonfat  dry 
milk;  sweet  cream  buttermilk: 
condensed  sweet  cream  buttermilk: 
dried  sweet  cream  buttermilk;  skim 
milk,  that  may  be  concentrated,  and 
from  which  part  or  all  of  the  lactose  has 
been  removed  by  a  safe  and  suitable 
procedure;  skim  milk  in  concentrated  or 
dried  form  that  has  been  modified  by 
treating  the  concentrated  skim  milk 
with  calcium  hydroxide  and  disodium 
phosphate;  and  whey  and  those 
modified  whey  products  (e.g.,  reduced 
lactose  whey,  reduced  minerals  whey, 
and  whey  protein  concentrate)  that  have 
been  determined  by  FDA  to  be  generally 
recognized  as  safe  (GRAS)  for  use  in  this 
type  of  food.  Water  may  be  added,  or 
water  may  be  evaporated  from  the  mix. 


The  sweet  cream  buttermilk  and  the 
concentrated  sweet  cream  buttermilk  or 
dried  sweet  cream  buttermilk,  when 
adjusted  mth  water  to  a  total  solids 
content  of  8.5  percent,  has  a  titratable 
acidity  of  not  more  than  0.17  percent, 
calculated  as  lactic  acid.  The  term 
"milk"  as  used  in  this  section  means 
cow's  milk.  Any  whey  and  modified 
whey  products  used  contribute,  singly 
or  in  combination,  not  more  than  25 
percent  by  weight  of  the  total  nonfat 
milk  solids  content  of  the  finished  food. 
The  modified  skim  milk,  when  adjusted 
with  water  to  a  total  solids  content  of  9 
percent,  is  substantially  free  of  lactic 
acid  as  determined  by  titration  with 
O.lNNaOH,  and  it  has  a  pH  value  in  the 
range  ofS.O  to  8.3. 

•  •        •        •        • 

(e)  •  •  ' 

(7)  When  safe  and  suitable  sweeteners 
other  than  nutritive  carbohydrate 
sweeteners  are  used  in  the  food,  their 
presence  shall  be  declared  by  their 
common  or  usual  name  on  the  principal 
display  panel  of  the  label  as  part  of  the 
statement  of  identity  in  letters  that  shall 
be  no  less  than  one-half  the  size  of  the 
type  used  in  the  term  "ice  cream"  but 
in  any  case  no  smaller  than  one- 
sixteenth  of  an  inch.  Further,  the  use  of 
such  sweeteners  in  the  food  shall 
comply  with  the  requirements  of 
$  105.66  of  this  chapter. 

•  •        •        •        • 

3.  Section  135.115  is  amended  by 
revising  paragraph  (a),  by  redesignating 
the  text  of  paragraph  (c)  as  paragraph 
(c)(1),  and  by  adding  new  paragraph 
(c)(2)  to  read  as  follows: 

1135.115    QoM's  milk  ice  cream. 

(a)  Description.  Goat's  milk  ice  cream 
is  the  food  prepared  in  the  same  manner 
prescribed  in  §  135.110  for  ice  cream, 
and  complies  with  all  the  provisions  of 
§  135.110,  except  that  the  only  optional 
dairy  ingredients  that  may  be  used  are 
those  in  paragraph  (b)  of  this  section; 
caseinates  may  not  be  used;  and 
paragraphs  (e)(1)  and  (f)  of  §  135.110 
shall  not  apply. 

(c)*«- 

(2)  When  safe  and  suitable  sweeteners 
other  than  nutritive  carbohydrate 
sweeteners  are  used  in  the  food,  their 
presence  shall  be  declared  by  their 
common  or  usual  name  on  the  principal 
display  panel  of  the  label  as  part  of  the 
statement  of  identity  in  letters  that  shall 
be  no  less  than  one-half  the  size  of  the 
type  used  in  the  term  "goat's  milk  ice 
cream"  but  in  any  case  no  smaller  than 
one-sixteenth  of  an  inch.  Further,  the 
use  of  such  sweeteners  in  the  food  shall 


528 


Fwlenl  Register  /  Vol.  58.  No.  3  /  Wedneeday.  January  6.  1993  /  Proposed  Rules 


comply  with  the  requiremoits  of 
S  105.66  of  this  chapter. 

{135.120    [Removed] 

4.  Section  135.120    Ice  milk  is 
removed  from  subpart  B. 

I13S.12S    [Removed] 

5.  Section  135.125    Coat's  milk  ice 
milk  is  removed  from  subpart  B. 

Dated  October  23. 1902. 
FradR.  Shank. 

Dinctor.  Center  for  Food  Safety  and  Applied 
Nutrition. 

IFR  Doc  92-31529  Filed  12-28-92;  «:45 
a-m.) 
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DEPARTMENT  OF  COMMERCE 

Patent  aiKl  Tradwnark  Offlco 

37  CFR  Part  1 

[Docket  Na  92111»-231 8] 

R1N0651-AA63 

Patent  Interference  Practica  Burden  of 
Proof 

AGENCY:  Patent  and  Trademark  Office. 

Commerce. 

action:  Notice  of  proposed  rulemaking. 


summary:  The  Patent  and  Trademark 
Office  (PTO)  proposes  to  amend  its  rules 
of  practice  in  patent  interference  cases. 
As  a  result  of  issues  arising  in  some 
recent  cases,  it  is  apparent  that  parties 
in  interference  cases  would  be  helped  if 
the  interference  rules  expHcitly  stated 
which  party  has  the  burden  of  proof 
when  a  motion  is  filed.  There  is  also 
some  confusion  with  respect  to  the 
nature  of  the  evidence  that  should  be 
submitted  with  a  preliminary  motion, 
particularly  when  testimony  is  needed 
to  support  or  oppose  the  preliminary 
motion.  PTO  proposes  to  specify  that  a 
p>arty  filing  a  motion  has  the  burden  of 
proof.  PTO  also  proposes  to  more 
clearly  specify  the  nature  of  expert 
witness  and  factual  witness -evidence 
that  must  accompany  a  preliminary 
motion.  Finally,  PTO  proposes  to  add  a 
definition  of  an  interlocutory  order,  as 
contrasted  with  a  final  decision,  in 
order  to  clarify  the  meaning  of  an 
interlocutory  order. 

DATES:  Comments  must  be  submitted  on 
or  before  March  8, 1993.  A  public 
hearing  will  not  be  held. 
AOOAESSES:  Address  written  comments 
to  Box  8,  Commissioner  of  Patents  and 
Trademarks,  Washington.  DC  20231. 
marked  to  the  attention  of  Fred  E. 


McKelvey,  Solicitor.  Written  conunents 
will  be  available  for  pubUc  inspection  in 
suite  918.  on  the  9th  floor  of  Crystal 
Park  n,  located  at  2121  Crystal  Drive. 
ArUngton.  Virginia. 

FOR  FURTHER  MFORMATION  CONTACT:  Fred 
E.  McKelvey  by  telephone  at  (703)  305- 
9035  or  by  mail  marked  to  his  attention 
and  addressed  to  Box  8,  Commissioner 
of  Patents  and  Trademarks,  Washington, 
DC  20231. 

SUPPI^MENTARY  MFORMATION:  The  PTO 
conducts  interfierence  proceedings  to 
determine  who,  as  between  two  or  more 
applicants  for  patent  or  one  or  more 
applicants  and  one  or  more  patentees,  is 
the  first  inventor  of  a  patentable 
invention.  In  the  course  of  interference 
proceedings,  the  Board  of  Patent 
Appeals  and  Interferences  enters  two 
kinds  of  decisions,  interlocutory  orders 
and  final  decisions.  There  has  been 
some  confusion  as  to  what  orders  are 
interlocutory  orders.  The  PTO  is 
proposing  to  add  subsection  (q)  to  37 
CFR  1.601  to  define  an  interlocutory 
order  and  to  contrast  interlocutory 
orders  with  the  final  decision.  The 
presumption  of  correctness  of  an 
interlocutory  order,  which  is  presently 
in  37  CFR  1.655(a),  is  proposed  to  be 
moved  to  proposed  new  subsection 
1.601(q),  and  to  be  deleted  from 
S  1.655(a).  The  definition  of 
interlocutory  order  would  include  the 
decision  represented  by  the  notice 
declaring  the  interference. 

Under  the  interference  rules,  a  party 
in  an  interference  is  authorized  to  file 
motions,  including  preliminary  motions 
(37  CFR  1.633),  motions  to  correct 
inventorship  (37  CFR  1.634)  and 
miscellaneous  motions  (37  CFR  1.635). 
When  necessary,  a  preliminary  motion 
should  be  accompanied  by  evidence  {37 
oFR  1.639).  Recently  there  has  been 
confusion  as  to  who  has  the  burden  of 
proof  when  a  motion  is  filed.  For 
example,  when  trannmitting  papers  to 
the  Board  for  declaration  of  an 
interference,  the  Primary  Examiner 
determines  in  the  first  instance  the 
extent,  if  any.  to  which  a  party  is 
entitled  to  the  filing  date  of  an  earlier 
domestic  or  foreign  application.  37  CFR 
1.609(b)(4).  The  interference  is  then 
declared  by  an  examiner-in-chief  and  an 
indication  is  given  that  a  party  has  been 
accorded  the  benefit  of  the  filing  date  of 
an  earlier  application.  37  CFR 
1.611(c)(5).  An  opponent,  however,  is 
authorized  to  challenge  the  initial 
decision  of  the  Primary  Examiner  and 
the  examiner-in-chief  to  accord  benefit. 
The  challenge  is  made  through  a 
preUminary  motion.  37  CFR  1.633(g).  It 
is  the  PTO's  position  that  the  party 
filing  the  motion  bears  the  burden  of 


proof  to  show  that  its  opponent  should 
not  have  been  accorded  the  benefit  of 
the  filing  data  of  an  earUer  applicati(m. 
If  adopted,  the  proposed  rules  would 
make  explicit  in  37  CFR  1.637(a)  that  a 
party  fiUng  a  motitn  has  the  burden  of 
proving  why  it  is  entitled  to  the  relief 
sought  in  the  motion. 

Another  difficuhy  in  interference 
cases  has  been  compliance  with  37  CFR 
1.639  with  respect  to  evidence  that  must 
accompany  a  preliminary  motion.  In 
1990,  a  decision  was  entered  in 
Hanagan  v.  Kimura.  16  USPQ2d  1791. 
1794  (Comm'r  Pat.  1990).  that  provided 
the  following  guidance: 

To  the  extent  it  may  prove  useful,  the 
following  guidance  is  provided.  When  expert 
testimony  is  needed  in  support  of.  or  in 
opposition  to,  a  preliminary  motion,  a  party 
should: 

(1)  Identify  the  person  whom  it  expects  to 
call  as  an  expert; 

(2)  State  the  field  in  whk:h  the  person  is 
alleged  to  be  an  expert;  and 

(3)  State  In  a  declaration  signed  by  the 
person 

(a)  the  subject  matter  on  which  the  person 
is  expected  to  testify, 

(b)  the  facts  and  opinions  to  which  the 
person  is  expected  to  testify,  and 

(c)  a  siunmary  of  the  grounds  and  basis  for 
each  opinion. 

If  a  person  is  to  be  called  as  a  foct  witness, 
a  declaration  by  that  person  stating  the  facts 
should  be  filed. 

If  the  other  party  is  to  be  ca)led.  or  if 
evidence  in  the  possession  of  the  other  party 
is  necessary,  an  explanation  of  the  evidence 
sought,  what  it  will  show,  and  why  it  is 
needed  must  be  supplied. 

When  inter  partes  tests  are  to  be 
perf^ormed.  a  description  of  the  tests  stating 
what  they  will  show  must  lie  presented. 

The  nature  of  the  showing  under  %  1.639(c) 
will  vary  from  case  to  case. 

Nothing  in  the  rule  change  being 
proposed  would  alter  the  need  to  supply 
evidence  in  support  of,  or  in  opposition 
to,  a  preliminary  motion.  The  rules 
being  proposed  would  codify  the 
Hanagan  guidelines.  Subsection  (c)  of 
§  1.639  is  proposed  to  be  amended  to 
refer  to  "additional  evidence  in  the  form 
of  testimony"  so  as  to  distinguish  the 
evidence  in  the  form  of  testimony"  so  as 
to  distinguish  the  evidence  needed 
imder  subsection  (c)  from  lliat  which 
may  be  submitted  under  subsections  (a) 

and(b). 

Proposed  subsection  (d)  to  37  CFR 
1.639  would  specify  the  nature  of 
evidence  that  must  be  submitted  when 
an  opinion  of  an  expert  is  needed.  The 
statement  which  would  be  required 
under  proposed  subsection  (d)  would  be 
essentially  the  same  as  discovery 
required  under  Rule  26{b)f  »)(A)(i)  of  the 
Federal  Rules  of  Qvil  Procfdures, 

Proposed  subsection  (e)  would  specify 
the  nature  of  evidence  that  must  be 
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submitted  when  a  statement  of  a  fact 
witness  is  to  be  relied  upon. 

Proposed  subsection  (f)  would  spedfy 
the  nature  of  a  showing  which  should 
be  made  when  a  statement  of  an 
opponent  is  needed  or  evidence  in 
possession  of  an  opponent  is  needed. 

Proposed  subsection  (g)  would  specify 
the  nature  of  evidence  that  must  be 
supplied  if  inter  partes  tests  are  to  be 
conducted. 

The  party  filing  the  preliminary 
motion  would  be  expected  to  supply  all 
necessary  evidence  with  the  preliminary 
motion.  Likewise,  a  party  opposing  a 
preliminary  motion  should  supply  with 
the  opposition  all  needed  evidence  in 
support  of  the  opposition.  Normally,  if 
a  party  cannot  obtain  all  necessary 
evidence  to  support  or  oppose  a 
preliminary  motion,  and  can  show  good 
cause,  the  party  should  seek  an 
extension  of  time  to  file  or  oppose  the 
preliminary  motion.  In  an  unusual 
situation,  the  guidance  may  not  apply  in 
the  case  of  a  party  opposing  a 
preliminary  motion.  In  a  recent 
interference,  an  examiner-in-chief 
deferred  to  final  hearing  consideration 
of  a  preliminary  motion  which  had  been 
accompanied  by  considerable  evidence. 
The  opponent  had  requested  leave  to 
take  testimony.  Based  on  the  amount  of 
evidence  submitted  with  the 
preliminary  motion,  it  was  the 
examiner-in-chiers  view  that  it  would 
have  been  manifestly  unfair  to  require 
the  opponent  to  have  prepared  a  hill 
case  in  opposition  to  the  preliminary 
motion  in  the  20-day  period  set  for 
filing  oppositions.  As  noted  by  the 
examiner-in-chief  in  the  instance 
mentioned  above,  more  leeway  as  to  the 
evidence,  and  when  it  is  supplied,  can 
properly  be  granted  to  a  party  opposing 
a  preliminary  motion  than  a  party  filing 
a  preliminary  motion.  The  party  filing 
the  preliminary  motion  knows  what 
must  be  proved.  A  party  opposing  the 
preliminary  motion  may  or  may  not 
have  time  to  fully  respond  with 
evidence  accompanying  an  opposition. 
If  an  examiner-in-chief  finds  in  a 
particular  case  that  a  party,  during  the 
time  allowed  for  filing  an  opposition  to 
a  preliminary  motion,  could  not 
reasonably  have  fully  marshalled  its 
evidence  for  presentation  along  with  the 
opposition  to  a  preliminary  motion,  a 
testimony  period  may  be  set. 
Alternatively,  the  examiner-in-chief,  sua 
sponte  or  on  motion  of  the  opponent, 
may  grant  an  extension  of  time  to  gather 
and  supply  the  evidence.  The  action  to 
be  taken  is  a  matter  within  the 
discretion  of  the  examiner-in-chief. 

Present  37  CFR  1.655(a)  is  proposed 
to  be  amended  by  deleting  the  last 
sentence,  which  would  be  moved  to  and 


be  included  in  the  proposed  definition 
of  interlocutory  order  in  proposed 
subsection  1.601(q).  The  burden  of 
showing  error  in  entry  of  an 
interlocutory  order  is  on  the  party 
challenging  the  order.  If  the  order 
involved  a  procedural  matter,  the 
challenger  must  show  that  an  examiner- 
in-chief  or  a  panel  abused  discretion  in 
entering  the  order.  If  the  order  involved 
a  non-procedural  matter  (i.e.,  granting  a 
motion  for  judgment  based  on 
unpatentability),  the  challenger  must 
show  legal  error. 

In  some  instances,  two  or  more 
interlocutory  orders  may  involve  the 
same  issue.  For  example,  a  notice 
declaring  an  interference  may  accord  a 
party  benefit  of  an  earlier  application.  A 
preliminary  motion  may  result  in  the 
party  being  denied  benefit.  When  there 
are  two  or  more  interlocutory  orders 
involving  the  same  issue,  the  latest 
interlocutory  order  is  presumed  to  be 
correct  in  further  proceedings  in  the 
interference. 

Other  Ckmsiderations 

The  proposed  rule  changes  are  in 
conformity  with  the  requirements  of  the 
Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq.),  Executive  Orders  12291  and 
12612  and  the  Paperwork  Reduction  Act 
of  1980,  44  U.S.C.  3501  et  seq. 

The  General  Counsel  of  the 
Department  of  Commerce  has  certified 
to  the  Chief  Counsel  for  Advocacy, 
Small  Business  Administration,  that 
these  proposed  rule  changes  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities 
(Regulatory  Flexibility  Act,  5  U.S.C 
605(b)).  The  principal  impact  of  these 
proposed  changes  would  be  to  clarify 
procedure  in  patent  interference  and 
thereby  eliminate  any  ambiguity  which 
might  exist  in  current  rules. 

The  Office  has  determined  that  this 
proposed  rule  change  is  not  a  major  rule 
under  Executive  Order  12291.  The 
annual  effect  on  the  economy  will  be 
less  than  $100  million.  There  will  be  no 
major  increase  in  costs  or  prices  for 
consumers;  individuals;  industries; 
Federal,  state  or  local  government 
agencies;  or  geographic  regions.  There 
will  be  no  significant  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  of  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

The  Office  has  also  determined  that 
this  notice  has  no  Federalism 
implications  affecting  the  relationship 
between  the  National  Government  and 
the  States  as  outlined  in  Executive 
Order  12612. 


The  rule  change  will  not  impose  a 
burden  imder  the  Papervrark  Reduction 
Act  of  1980,  44  U.S.C.  3501  et  seq.. 
since  no  recordkeeping  or  reporting 
requirements  within  the  coverage  of  the 
Act  are  placed  upon  the  pubUc. 

List  of  Subjecte  in  37  CFR  Part  1 

Administrative  practice  and 
procedure.  Courts,  Inventions  and 
patents. 

PART  1— RULES  OF  PRACTICE  IN  ^ 
PATENT  CASES  ^ 

For  the  reasons  set  out  in  the 
preamble,  it  is  proposed  to  amend  37 
CFR  part  1  wherein  removals  are 
indicated  by  brackets  ([    ])  and 
additions  by  arrows  (^    i): 

1.  The  authority  citation  for  37  CFR 
part  1  would  continue  to  read  as 
follows:  I 

Authority:  35  U.S.C  6,  uoless  otherwise 
noted.  j 

2.  Section  1.601  is  proposed  to  be         j 
amended  by  adding  paragraph  (q)  to 
read  as  follows:  i 

§1.601    Scop*  of  rulM,  definitions.  | 

•        •        •        •        • 

Kq)  A  final  decision  is  a  decision 
awarding  judgment  as  to  all  counts.  An 
interlocutory  order  is  any  other  action 
taken  by  an  examiner-in-chief  or  a  panel 
of  the  Board  in  an  interference, 
including  the  notice  declaring  an 
interference.  All  interlocutory  orders 
'  shall  be  presumed  to  have  been  correct 
and  the  burden  of  showing  error  or  an 
abuse  of  discretion  shall  be  on  the  party 
attacking  the  order.  When  two  or  more 
interlocutory  orders  involve  the  same 
issue,  the  last  entered  order  shall  be 
presumed  to  have  been  correct.l 

3.  Section  1.637  is  proposed  to  be 
amended  by  revising  paragraph  (a)  to 
read  as  follows:  • — .. 

S 1 .637    Content  of  motions. 

(a)  #A  party  filing  a  motion  has  the 
burden  of  proof  to  show  that  it  is 
entitled  to  the  relief  sought  in  the 
motion.l  Every  motion  shall  include  (1) 
a  statement  of  the  material  facts  in 
support  of  the  motion,  and  (3)  a  full 
statement  of  the  reasons  why  the  relief 
requested  should  be  granted. 

4.  Section  1.639  is  proposed  to  be 
amended  by  revising  paragraph  (c)  and 
by  adding  paragraphs  (d)  through  (g)  as 
follows 


f  1 .6^    Evidence  in  support  of  motion, 
.orrsply. 


(c)  When  a  party  believes  that 
ladditional  evidence  in  the  form  of| 
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testimony  is  necessary  to  support  or 
oppose  a  preliminary  motion  under 
§  1.633  or  a  motion  to  correct 
inventorship  under  8 1.634.  the  party 
shall  describe  the  nature  of  any 
proposed  testimony  |in  the  manner 
specified  in  subsections  (d)  through  (g) 
of  this  section!.  If  the  examiner-in-chief 
finds  that  testimony  is  needed  to  decide 
the  motion,  the  examiner-in-chief  may 
grant  appropriate  interlocutory  relief 
and  enter  an  order  authorizing  the 
taking  of  testimony  and  deferring  a 
decision  on  the  motion  to  final  hearing. 
1(d)  When  the  testimony  is  needed  in 
support  of  or  opposition  to  a 
preliminary  motion  is  expert  testimony, 
the  moving  party  or  opponent  should: 

(1)  Identify  the  person  whom  it 
expects  to  call  as  an  expert: 

(2)  State  the  field  in  which  the  person 
is  alleged  to  be  an  expert;  and 

(3)  State: 

(i)  The  subject  matter  on  which  the 
person  is  expected  to  testify; 

(ii)  The  facts  and  opinions  to  which 
the  person  is  expected  to  testify;  and 

(iii)  A  summary  of  the  grounds  and 
basis  for  each  opinion. 

(e)  If  a  feet  witness  is  to  be  relied 
upon,  state  the  facts  to  which  the 
witness  will  testify. 

(f)  If  the  opponent  is  to  be  called,  or 
if  evidence  in  the  possession  of  the 
opponent  is  necessary,  explain  the 
evidence  sought,  what  it  will  show,  and 
why  it  is  needed. 

(g)  When  inter  partes  tests  are  to  be 
performed,  describe  the  tests  stating 
what  they  will  be  expected  to  show.l 

5.  Section  1.655  is  proposed  to  be 
amended  by  removing  the  last  sentence 
of  paragraph  (a)  as  follows: 

§  1 .655    Matters  considered  in  rendering  a 
final  decision. 

(a)  In  Tendering  a  final  decision,  the 
Board  may  consider  any  properly  raised 
issue  including  (1)  priority  of  invention. 
(2)  derivation  by  an  opponent  from  a 
party  who  filed  a  preliminary  statement 
under  §  1.625,  (3)  patenUbility  of  the 
invention,  (4)  admissibility  of  evidence. 
(5)  any  interlocutory  matter  deferred  to 
final  hearing,  and  (6)  any  other  matter 
necessary  to  resolve  the  interference. 
The  Board  may  also  consider  whether 
any  interlocutory  order  was  erroneous 
or  an  abuse  of  discretion.  (All 
mterlocutory  orders  shall  be  presumed 
to  have  been  correct  and  the  burden  of 
showing  manifest  error  or  an  abuse  of 
discretion  shall  be  on  the  party 
attMzking  the  order.) 


Dated:  December  30. 1992. 
Edward  E.  Kubasiewicz, 
Assistant  Commissioner  for  Patents. 
(FR  Doc  93-210  Filed  1-5-93:  8:45  am] 
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FEDERAL  COMMUfMCATIONS 
COMIMISSION 

47  CFR  Part  43 

[CC  Docket  No.  92-296;  FCC  •2-«371 

SImptificatlon  of  the  Depreciation 
Prescription  Process 

AGENCY:  Federal  Commimications 

Commission. 

action:  Proposed  rule.  


SUMMARY:  The  Federal  Communications 
Commission  (the  Commission)  has 
adopted  a  Notice  of  Proposed 
Rulemaking  (Notice)  proposing  to 
simplify  its  depreciation  prescription 
process.  In  a  continuing  effort  to  reduce 
unnecessary  regulatory  burdens  and 
their  associated  costs,  the  Commission 
seeks  comment  on  proposals  that  would 
simplify  procedures  and  reduce 
associated  costs  in  the  depreciation 
prescription  process. 
DATES:  Comments  must  be  filed  on  or 
before  March  10. 1993  and  reply 
comments  must  be  filed  on  or  before 
April  13.  1993. 

ADDRESSES:  Federal  Communications 
Commission,  1919  M  St.,  NW., 
Washington,  DC  20554. 
FOR  FURTHER  INFORMATIOW  CONTACT: 
Sonja  J.  Rifken  or  Fatina  K.  Franklin, 
Common  Carrier  Bureau,  Accoxmting 
and  Audits  Division.  (202)  632-7500. 
SUPPt-EMENTARY  INFORMATION:  This  is  a 
summary  of  the  Commission's  Notice  of 
Proposed  Rulemaking  in  Simplification 
of  the  Depreciation  Prescription  Process, 
CC  Docket  No.  92-296,  FCC  92-537, 
adopted  December  10, 1992  and 
released  December  29. 1992.  The  full 
text  of  tliis  Commission  decision  is 
available  for  inspection  and  copying 
during  normal  business  hours  in  the 
FCC  Dockets  Branch  (room  230),  1919  M 
St..  NW.,  Washington,  DC  The  full  text 
will  be  published  in  the  FCC  Record 
and  may  also  be  purchased  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center,  (202)  452- 
1422. 1990  M  Street.  NW..  suite  640, 
Washington.  DC  20036. 

Summary 

1 .  In  this  Notice  of  Proposed 
Rulemaking  (Notice),  we  continue  our 
efforts  to  rmluce  unnecessary  regulatory 
burdens  and  their  associated  costs  by 
undertaking  simplification  of  our 


depreciation  prescription  process. 
Under  our  current  depreciation 
prescription  process,  we  prescribe 
depreciation  rates  by  plant  account  for 
individual  carriers.  In  this  Notice,  we 
seek  comment  on  proposals  that  would 
simplify  procedures  and  reduce 
associated  costs  in  our  depreciation 
prescription  process. 

2.  This  Commission  determines 
depreciation  rates  by  using  a  formula. 
This  formula  contains  two  parameters 
which  must  be  estimated:  fiiture  net 
salvage  (FNS)  and  average  remaining 
life  (ARL).  Once  the  parameters  are 
determined,  a  depreciation  rate  is 
computed.  The  carriers  then  apply  the 
depreciation  rate  to  the  average  plant 
account  balance  to  calculate  the 
depreciation  expense  for  that  account 
The  ultimate  purpose  of  continually 
estimating  depreciation  rates  is  to 
develop  rates,  using  the  most  current 
information,  that  most  accurately 
allocate  plant  costs  to  expense  at  a  rate 
representative  of  the  actual 
consumption  of  the  plant. 

3.  Because  the  basic  factors 
composing  the  ARL.  projection  life  and 
survivor  curve,  as  well  as  the  FNS,  are 
estimates,  they  are  the  subject  of 
detailed  analyses.  Carriers  submit 
detailed  studies  to  prove  the  merit  of 
their  estimates,  as  required  by  our  rules. 
A  typical  carrier  submits  studies 
totalling  approximately  600  pages  and 
averaging  20-25  pages  of  analysis  per 
account.  It  is  this  part  of  the 
depreciation  process  we  seek  to  simplify 
in  this  Notice. 

4.  In  this  Notice,  we  propose  four 
options  for  simplifying  the 
determination  of  depredation  expense: 
the  basic  factor  range  option,  the  range 
of  rates  option,  the  depreciation 
schedule  option,  and  the  price  cap 
carrier  option.  The  first  proposal,  the 
basic  factor  range  option,  would 
simplify  the  depreciation  process  by 
establishing  ranges  for  the  basic  factors 
that  determine  the  parameters  used  in 
the  depreciation  rate  formula;  the  FNS. 
and  the  projection  life  and  survivor 
curve  (the  basic  factors  that  determine 
the  ARL).  This  would  eliminate  the 
need  for  carriers  to  submit  detailed 
studies  in  support  of  their  proposed 
factors.  Under  this  proposal,  we  would 
continue  to  prescribe  depreciation  rates 
using  the  current  depreciation  rate 
formula.  Carriers  would  then  apply  the 
rates  to  their  plant  account  balances  to 
determine  their  depreciation  expense. 

5.  The  second  proposal,  the  range  of 
rates  options,  would  simplify  the 
depreciation  process  by  establishing 
ranges  for  depreciation  rates.  Under  this 
option,  we  would  no  longer  focus  on  the 
basic  factors  used  to  derive  the 
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parameters  for  the  depreciation  rate 
formula,  and  more  importantly,  we 
would  not  use  the  depreciation  rate 
formula  to  derive  depreciation  rates. 
However,  carriers  would  continue  to 
apply  depreciation  rates  to  their  plant 
account  balances  to  determine  their 
depreciation  expense. 

6.  The  third  proposal,  the 
depreciation  schedule  option,  would 
simplify  the  depreciation  process  by 
establishing  a  depreciation  schedule  for 
each  plant  accoimt.  Essentially,  the 
schedule  would  be  based  upon  a 
Commission-specified  service  life, 
retirement  pattern,  and  salvage  value  for 
a  particular  accoimt.  Carriers  would 
then  apply  the  schedule  to  their 
investment  by  vintage. 

7.  The  final  proposal  would  afiiact 
only  price  cap  carriers.  The  price  cap 
carrier  option  would  simplify  the 
depredation  process  by  allowing  price 
cap  carriers  to  file  depreciation  rates 
with  no  supporting  data,  but  continuing 
Commission  prescription  of 
depreciation  rates.  Price  cap  carriers 
would  file  their  proposed  depreciation 
rates,  and  the  Commission  would  issue 
a  Public  Notice  seeking  comment  on  the 
proposed  rates.  The  Commission  would 
then  prescribe  depreciation  rates  based 
on  the  price  cap  carriers'  proposals  and 
the  comments  submitted  thereon. 

8.  The  current  depreciation  process, 
and  the  four  simplification  options  we 
seek  comment  on,  include  net  salvage  as 
a  part  of  the  depreciation  process.  In 
furtherance  of  simplification,  we  seek 
comment  on  whether  we  should, 
independent  of  those  options,  change 
our  approach  to  salvage  and  not 
consider  it  in  the  depreciation  process. 
This  simplification  option  would 
require  carriers  to  remove  salvage  from 
their  depreciation  process  and  require 
them  to  book  the  cost  of  removal  and 
salvage  as  current  period  charges  and 
credits.  In  addressing  this  proposal, 
commenters  should  quantify  the  effects 
this  change  would  have  on  carriers' 
income  statement  and  the 
administrative  costs  savings  associated 
with  the  change.  Also,  we  ask  whether 
this  changed  treatment  of  salvage  would 
be  contrary  to  Generally  Accepted 
Accounting  Principles  (GAAP). 

9.  We  certify  that  the  Regulatory 
Flexibility  Act  of  1980  does  not  apply 
to  this  rulemaking  proceeding  because  if 
the  proposed  rule  amendments  are 
promulgated,  there  will  not  be  a 
significant  economic  impact  on  a 
substantial  number  of  small  business 
entities,  as  defined  by  Section  601(3)  of 
the  Regulatory  Flexibility  Act.  5  U.S.C. 
603(a).  Because  of  the  nature  of  local 
exchange  and  access  service,  the 
Commission  has  concluded  that  small 


telephone  companies  are  dominant  in 
their  fieldslof  operation  and  therefore 
are  not  "small  entities"  as  defined  by 
that  act.  The  Secretary  shall  send  a  copy 
of  this  Notice  of  Proposed  Rulemaking, 
including  the  certification,  to  the  Chief 
Coimsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  section  603(a)  of  that  act 

10.  Accordingly,  it  is  ordered  that, 
pursuant  to  sections  1,  4(i),  4()),  220, 
and  403  of  the  Commimications  Act  of 
1934,  as  amended,  47  U.S.C.  151. 154(i), 
154(j),  220(b),  and  403,  notice  is  hereby 
given  of  proposed  amendments  to 
§  43.43  of  the  Commission's  Rules,  47 
CFR  43.43  as  described  in  this  Notice  of 
Proposed  Rulemaking. 

List  of  Sobjecto  in  47  CFR  Fait  43 

Communications  common  carriers, 
Reporting  and  recordkeeping 
requirements.  Telephone. 

Federal  Communications  Commission. 

Doima  R.  Ssarqr, 

Secretary. 

(FR  Doc  93-104  Filed  l-S-93;  8:45  am] 

sauNQ  COM  •ns-ei-M 


INTERSTATE  COMMERCE 
COMMISSION 

49  CFR  Part  1007 
[ExPartaNo.S14(B)] 

Privacy  Act:  New  System  of  Record*— 
Exemption;  Office  of  Inspector  General 
Complaint  and  Investigative  nies 

AGENCY:  Interstate  Commerce 

Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Commission  (ICC) 
proposes  here  to  exempt  a  new  system 
of  records  due  to  the  law  enforcement 
nature  of  those  records.  That  system  of 
records  which  the  Commission  today 
proposed  to  establish  in  another 
proceeding  under  the  Privacy  Act  of 
1974,  as  amended  (5  U.S.C.  S52a),  will 
consist  of  the  complaint  and 
investigatory  files  of  the  ICC's  Office  of 
Inspector  General  (OIG).  This  proposed 
rule  amendment  is  required  in  order  to 
invoke  the  relevant  exemptions.  By 
relieving  the  OIG  of  certain  restrictions, 
the  exemption  will  help  ensure  that  the 
OIG  may  efficiently  and  effectively 
perform  Investigations  and  other 
authorized  duties  and  activities. 
DATES:  Comments  are  due  February  5, 
1993. 

ADDRESSES:  An  original  and  two  copies 
of  comments,  referring  to  Ex  Parte  No. 
514(B),  should  be  submitted  to:  Office  of 
the  Secretary,  Case  Control  Branch. 


Interstate  Commerce  Conunission, 

Washington,  DC  20423. 

FOR  FURTHER  MFOfMATION  CONTACT:  S. 

Arnold  Smith.  Freedom  of  Information/ 
Privacy  Officer,  (202)  927-6317  ITDD 
for  hearing  impaired:  (202)  927-5721]. 
SUPPLEMENTARY  MFORMATKM:  In  the 
notice  section  of  today's  Federal 
Register,  the  ICC  is  publishing  a  notice 
proposing  to  establish  a  new  system  of 
records,  "Office  of  Inspector  General 
Complaint  and  Investigative  Files," 
under  the  Privacy  Act,  as  amended,  5 
U.S.C.  552a.  The  following  proposed 
amendment  of  ICC  Rule  49  CFR  1007.12 
is  necessary  to  exempt  the  new  system 
of  records  from  certain  provisions  of  the 
Act.  These  provisions  require,  among 
other  things,  that  the  ICC  provide  notice 
when  collecting  information,  account 
for  certain  disclosures,  permit 
individuals  access  to  their  records,  and 
allow  them  to  request  that  the  records 
be  amended.  These  provisions  would 
interfere  with  the  conduct  of  OIG 
investigations  if  applied  to  the  OIG's 
maintenance  of  the  proposed  system  of 
records. 

Accordingly,  the  ICC  proposes  to 
exempt  the  system  of  records  under 
sections  (j)(2)  and  (k)(2)  of  the  Privacy 
Act.  Section  (j)(2).  5  U.S.C  552a(j)(2). 
exempts  a  system  of  records  maintained 
by  "the  agency  or  component  thereof 
which  performs  as  its  principal  function 
any  activity  pertaining  to  enforcement 
of  criminal  laws'  *  *"  Section  (k)(2), 
5  U.S.C  552a(k)(2).  exempts  a  systeni  of 
records  consisting  of  "investigatory 
materials  compileid  for  law  enforcement 
purposes."  where  such  materials  are  not 
within  the  scope  of  the  (j)(2)  exemption 
pertaining  to  criminal  law  enforcement. 

Where  applicable,  section  (j)(2)  may 
be  invoked  to  exempt  a  system  of 
records  from  any  Privacy  Act  provision 
except:  5  U.S.C.  552(b)  (conditions  of 
disclosure);  (c)  (1)  and  (2)  (accounting  of 
disclosures  and  retention  of  accounting, 
respectively):  (e)(4)  (A)  through  (F) 
(system  notice  requirements);  (e)  (6).  (7), 
(9),  (10),  and  (11)  (certain  agency 
requirements  relating  to  system 
maintenance);  and  (i)  (criminal 
penalties).  Section  (k)(2)  may  be 
invoked  to  exempt  a  system  of  records 
6t)m  5  U.S.C.  552(c)(3)  (making 
accounting  of  disclosures  available  to 
the  subject  individual);  (d)  (access  to 
record);  (e)(1)  (G),  (H)  and  (I)  (notice  of 
certain  procedures);  and  (f) 
(promulgation  of  certain  Privacy  Act 
rules). 

The  proposed  system  of  records 
consists  of  information  covered  by  the 
(j)(2)  and  (k)(2)  exemptions.  The  OIG 
complaint  and  investigatory  files  are 
maintained  pursuant  to  official 
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investigatory  and  law  enforcement 
functions  of  the  ICC's  OIG  under  the 
audiority  of  the  Inspector  General  Act 
Amendments  of  1988,  Public  Law  100- 
504. 102  Stat.  251  (amending  5  U.S.C 
App.  3  (1978)).  Furthermore,  the  OIG 
constitutes  an  ICC  component  that 
performs  as  one  of  its  principal 
functions  activities  pertaining  to  the 
enforcement  of  criminal  laws.  See  5 
U.S.C  552a(j)(2).  Information  covered 
under  the  (j)(2)  exemption  includes,  but 
is  not  limited  to.  information  compiled 
for  the  purpose  of  identifying  criminal 
offenders  and  alleged  offenders  and 
consisting  of  identifying  data  and 
notations  of  arrests,  anal  the  nature  and 
disposition  of  criminal  charges.    • 
sentencing,  confinement,  release,  and 
parole  and  probation  status:  information 
compiled  for  the  purpose  of  a  criminal 
investigation,  including  reports  of 
informants  and  investigators,  that  is 
associated  with  an  identifiable 
individual:  or  reports  of  enforcement  of 
the  criminal  laws  firom  arrest  or 
indictment  through  release  fit)m 
supervision.  Information  contained  in 
OIG  complaint  and  investigative  files 
under  the  (k)(2)  exemption  relates  to 
non-criminal  law  enforcement  matters, 
such  as  information  pertaining  to  the 
investigation  of  civil,  administrative,  or 
regulatory  violations  and  similar 
wrongdoing. 

Access  by  subject  individuals,  among 
others,  to  this  system  of  records, 
including  the  names  of  persons  or 
agencies  to  whom  the  information  has 
been  transmitted,  would  substantially 
compromise  the  effectiveness  of  OIG 
investigations.  Knowledge  of  such 
investigations  could  enable  suspects  to 
take  action  to  prevent  detection  of 
unlawful  activities,  conceal  or  destroy 
evidence,  or  escape  prosecution. 
Disclosure  of  this  information  coxild 
lead  to  the  intimidation  of.  or  harm  to, 
informants,  witnesses,  and  their  families 
and  could  jeopardize  the  safety  and 
well-being  of  investigative  and  related 
personnel  and  their  fomilies.  The 
imposition  of  certain  restrictions  on  the 
manner  in  which  investigative 
information  is  collected,  verified,  or 
retained  would  significantly  impede  the 
effectiveness  of  OIG  investigatory 
activities  and,  in  addition,  could 
preclude  the  apprehension  and 
successful  prosecution  or  discipline  of 
persons  engaged  in  fraud  or  other  illegal 
activity. 

For  these  reasons,  the  ICC  proposes  to 
exempt  the  proposed  system  of  records 
containing  the  OIG  complaint  and 
investigative  files  under  exemptions 
(j)(2)  and  (k)(2)  of  the  Privacy  Act  by 
amending  490  CFR  1007.12.  Under  this 
rule,  the  ICC  specifies  its  system  of 


records  that  are  exempt  from  the  Privacy 
Act. 

This  proposed  rule  amendment  will 
become  effective  30  days  after  its  final 
pubUcation  in  the  Federal  Register. 
This  date  may  be  postponed  if  the 
Director  of  the  Office  of  Management 
and  Budget  (OMB)  declines,  in  whole  or 
part,  the  ICC's  request  to  waive  the  60- 
day  period  prescribed  by  OMB  for 
advance  notice  to  OMB  and  Congress. 
See  OMB  Circular  No.  A-130,  App.  1  at 
4b.(c)(4). 

Regulatory  Flexibility  Certification 

Pursuant  to  the  Regulatory  Flexibility 
Act  (RFA),  5  U.S.C  805(b),  the 
Commission  certifies  that  the  proposed 
amendment  to  its  regulations,  if 
adopted,  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  within  the 
meaning  of  the  RFA.  The  purpose  of 
that  amendment,  which  is  proposed 
pursuant  to  the  Privacy  Act,  is  solely  to 
exempt  fit)m  disclosure  certain  files  of 
the  ICC's  OIG  that  would  be  kept  in  a 
new  system  of  records  within  the  ICC. 
The  proposed  amendment  imposes  no 
new  regulatory  requirements  either 
directly  or  indirectly  on  anyone, 
including  small  entities.  Moreover, 
because  the  Privacy  Act  appUes  only  to 
"individuals,"  and  the  RFA  defines 
"small  entities"  as  having  the  same 
meaning  as  'small  business',  'small 
organization'  and  'small  government 
jurisdiction'  as  defined  in  section 
601(3),  (4)  and  (5)  respectively,  the 
"individuals"  who  may  be  affected  by 
the  new  rule  do  not  appear  to  come 
within  the  meaning  of  "small  entity"  as 
defined  by  the  RFA. 

Energy  and  Environment 
Considerations 

We  preliminarily  conclude  that  this 
action  will  not  significantly  affect  either 
the  quality  of  the  human  environment 
or  the  conservation  of  energy  resources. 

List  of  Subjects  in  49  CFR  Pari  1007 

Administrative  practice  and 
procedure.  Privacy. 

Decided:  December  31, 1992. 

By  the  Commission,  Chairaian  Philbin, 
Vice  Chairman  McDonald,  Commissioners 
Simmons  and  Phillips. 
Sidney  L.  Strickland,  Jr., 
Secretary. 

For  the  reasons  set  forth  in  the 
preamble,  title  49,  chapter  X,  part  1007 
of  the  Code  of  Federal  Regulations  is 
proposed  to  be  amended  as  follows: 


PART  1007-AECORDS  CONTAINING 
INFORMATION  ABOUT  INDIVIDUALS 

1.  The  authority  citation  for  part  1007 
continues  to  read  as  follows: 

AudMiily:  5  U.S.C  552, 553,  and  559. 

2.  Section  1007.12  is  proposed  to  be 
amended  by  adding  a  new  paragraph  (c) 
as  follows: 

f  1007.12    Ejmmpdone. 

•        •        •        •        • 

(c)  Complaints  and  investigatoiy 
materials  compiled  by  the  Commission's 
Office  of  Inspector  General  are  exempt 
from  the  provisions  of  5  U.S.C.  552a  and 
the  regulations  in  this  part,  pursuant  to 
5  U.S.C.  552a(j)(2),  except  subsections 
(b),  (c)(1)  and  (2),  (e)(4)  (A)  through  (F). 
(e)(6).  (7),  (9),  (10).  and  (11)  and  (i)  to 
the  extent  that  the  system  of  records 
pertains  to  the  enforcement  of  criminal 
laws.  Complaint  and  investigatory 
materials  compiled  by  the  Commission's 
Office  of  Inspector  General  for  law 
enforcement  purposes  also  are  exempt 
bom  the  provisions  of  5  U.S.C.  5552a 
and  the  regulations  of  this  part, 
pursuant  to  5  U.S.C.  552a(k)(2).  except 
subsections  (c)(3).  (d).  (e)(1),  (e)(4)(G). 
(H).  ffl.  and  (f). 

IFR  Doc.  93-250  Filed  1-5-93;  8:45  am) 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  672 
[Docket  No.  921226-2326] 

Groundfish  of  the  Gulf  of  Alaslca 

agency:  National  Marine  Fisheries 
Service  (NMFS).  NOAA.  Commerce. 
action:  Proposed  rule;  request  for 
comments.  ^^_^ 

SUMMARY:  NMFS  proposes  to  delay  the 
opening  of  the  second  quarter  for 
pollock  fishing  in  the  Combined 
Western  and  Central  Regulatory  Areas 
(W/C)  of  the  Gulf  of  Alaska  (GOA)  from 
the  beginning  of  the  second  quarterly 
reporting  period  (aroimd  April  1)  imtil 
the  first  day  of  the  weekly  reporting 
period  closest  to  June  1.  This  action  is 
necessary  to  increase  revenues  bom  the 
GOA  poUock  harvest  by  avoiding  a 
second  quarter  directed  fishery  at  a  time 
when  pollock  have  recently  spawned 
and  flesh  yield  is  low.  Additionally, 
NMFS  anticipates  this  action  would 
reduce  discards  of  undersized  pollock, 
and  of  incidental  bycatch  amounts  of 
Chinook  salmon  in  the  pollock  fishery. 
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By  increasing  the  value  of  the  pollock 
harvest,  this  action  would  foster 
economic  growth.  This  action  is 
intended  to  promote  the  goals  and 
objectives  of  the  North  Pacific  Fishery 
Management  Council  (Council)  with 
respect  to  groundfish  management  off 
Alaska. 

DATES:  Comments  must  be  received  at 
the  following  address  no  later  than  4:30 
p.m.,  Alaska  local  time,  February  5, 
1993. 

ADDRESSES:  Comments  may  be  sent  to 
Ronald  J.  Berg,  Chief,  Fisheries 
Management  Division,  Alaska  Region, 
NMFS,  Box  21668,  Juneau,  AK  99802, 
Attention:  Lori  Gravel.  Copies  of  the 
environmental  assessment/regulatory 
impact  review/initial  regulatory 
flexibihty  analysis  (EA/RIR/IRFA) 
prepared  for  the  proposed  action  may  be 
obtained  from  the  same  address. 
FOR  FURTHER  INFORMATION  CONTACT: 
Jessica  A.  Gharrett,  Fisheries 
Management  Division,  (907)  586-7229. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  domestic  and  foreign  groundHsh 
risheries  in  the  exclusive  economic  zone 
of  the  GOA  are  managed  by  the 
Secretary  of  Commerce  (Secretary) 
under  the  Fishery  Management  Plan  for 
Groundfish  of  the  GOA  (FMP).  The  FMP 
was  prepared  by  the  Council  under  the 
Magnuson  Fishery  Conservation  and 
Management  Act  (Magnuson  Act)  and  is 
implemented  by  regulations  for  the 
foreign  fishery  at  50  CFR  Part  611  and 
for  the  U.S.  fishery  at  50  CFR  part  672. 
General  regulations  that  also  pertain  to 
the  U.S.  fishery  appear  at  50  CFR  part 
620. 

Under  regulations  at  §  672.20(a)(2)(iv), 
the  total  allowable  catch  (TAG)  for 
pollock  in  the  W/C  GOA  is  apportioned 
among  statistical  areas  Shumagin  (61), 
Chirikof  (62),  and  Kodiak  63  in 
proportion  to  known  distribution  of  the 
pollock  biomass.  Each  apportionment  is 
divided  equally  into  the  four  quarterly 
reporting  periods  of  the  fishing  year. 
Under  §  672.2,  a  "quarterly  reporting 
period"  means  one  of  four  successive  3- 
month  periods  during  a  calendar  year. 
Under  §  672.20(c)(l)(ii)(A),  directed 
fishing  for  pollock  in  the  W/C  GOA  will 
commence  on  dates  that  coincide  with 
anticipated  quarterly  reporting  periods 
for  1993.  Pollock  fishing  quarters  in  the 
W/C  GOA  for  1993  commence  on  the 
first  day  of  each  of  the  four  quarterly 
reporting  periods:  January  1,  March  29, 
June  28,  and  October  4. 

At  its  September  22-27, 1992, 
meeting,  the  Council  considered  an 
industry  proposal  to  delay  the  opening 
of  the  second  quarter  pollock  fishery  in 


the  W/C  GOA  fr^m  the  first  day  of  the 
second  quarterly  reporting  period  until 
the  first  day  of  the  weekly  reporting 
period  nearest  Jime  1.  Under  §  672.2.  a 
"weekly  reporting  period"  means  from 

0001  hours  Monday  morning  until  2400 
hours  the  following  Simday  night, 
Alaska  local  time.  For  the  1993  fishing 
year,  this  date  falls  on  May  31.  For  the 
reason  given  below,  the  Council  foxmd 
the  industry  proposal  would  provide 
economic  benefits  to  pollock  harvesters 
and  processors  and  recommended  that 
NMFS  prepare  a  proposed  rule  delaying 
the  opening  of  the  second  quarter 
pollock  fishery  in  the  W/C  GOA. 
Pending  approval  by  NMFS,  this  action 
would  be  implemented  prior  to  the  start 
of  the  second  1993  W/C  GOA  pollock 
quarter,  currently  scheduled  for  March 
29. 

The  most  recent  year  in  which  a  W/ 
C  GOA  directed  pollock  fishery 
occurred  in  April  was  1990;  in  1991  and 
1992,  the  opening  of  the  second  quarter 
was  delayed  until  June.  In  1991,  the 
second  quarter  directed  pollock  fishery 
commence  on  Jime  13.  This  change  was 
the  result  of  a  delay  in  approval  of  the 
pollock  harvest  specification  to 
complete  additional  analyses  and  a 
Section  7  consultation  for  Steller  sea 
lions  under  the  Endangered  Species  Act 
(ESA)  (56  FR  28112,  June  19. 1991).  In 
1992,  the  opening  of  the  second  quarter 
was  delayed  until  June  1,  under  an 
emergency  rule  (57  FR  11272,  April  2, 
1992).  This  emergency  rule  was 
intended  to  prevent  preemption  of  the 
inshore  component  by  the  offshore 
component  until  allocations  of  pollock 
under  a  final  rule  implementing 
Amendment  23  to  the  FMP  were 
effective  (57  FR  23321,  June  3,  1992). 
Adoption  of  this  proposed  rule  would 
maintain  the  second  quarter  pollock 
fishing  and  processing  seasons  as  they 
occurred  in  1993  and  1992. 

The  allocation  of  pollock  into  quarters 
and  among  several  areas  has  resulted  in 
small  quarterly  pollock  allowances  for 
pollock.  Because  the  domestic 
groundfish  industry  has  more  than 
adequate  capacity  to  harvest  and 
process  the  pollock  TAG  in  the  W/C 
GOA,  the  resultant  directed  fishery  is  of 
short  duration;  the  number  of  days 
directed  fishing  for  pollock  was  open 
during  the  second  quarter  in  1992  was: 

2  days  for  area  61;  16  days  for  area  62; 
and  11  days  for  area  63.  This  proposed 
delay  is  not  anticipated  to  alter  effort, 
and  would  not  be  likely  to  change  the 
length  of  the  directed  fishery.  The 
opening  of  the  second  quarter  directed 
fishery  for  pollock  would  be  displaced 
by  approximately  2  months,  from  the 
beginning  of  April  to  the  beginning  of 
June.  The  opening  of  the  third  pollock 


quarter  in  the  W/C  GOA  would  not  be 
altered  by  this  proposed  rule. 

The  allocation  of  the  W/C  GOA 
pollock  TAG  to  3  areas  will  ensure  that 
the  harvest  remains  distributed 
spatially.  Harvesters  may  be  able  to  fish 
closer  to  ports  and  make  shorter  trips  if 
searching  time  to  avoid  encoimters  with 
young  and  undersized  pollock  is 
reduced,  and  if  pollock  are  not  as 
dispersed  as  they  are  in  early  spring  just 
after  spawning. 

If  the  opening  of  the  second  quarter 
pollock  fishery  is  delayed,  the  same 
individuals  would  hkely  participate  in 
the  harvesting  and  processing  of  GOA 
pollock  as  in  1992,  including  some 
processors  in  close  proximity  to  the 
Bering  Sea  and  Aleutian  Islands  Area 
(BSAI)  who  also  participate  in  BSAI 

Eollock  fisheries.  GOA  pollock 
arvesters  and  processors  who 
participate  both  in  the  pollock  fishery 
and  in  Jime  salmon  fisheries  may  not  be 
able  to  participate  fully  in  the  second 
quarter  fishery  if  the  opening  is  delayed 
until  June.  Participation  would  depend 
on  the  starting  dates  of  the  salmon 
fisheries.  In  1992,  operators  of  more 
than  300  vessels  held  Federal 
groundfish  permits  for  trawl  gear  in  the 
GOA.  While  this  number  of  vessels  is 
considered  substantial,  this  regulatory 
measure  would  only  affect  the  portion 
of  the  fleet  that  participates  in  the 
second  quarter  pollock  fishing  season, 
processors  who  intend  to  participate  in 
fisheries  for  pollock  as  well  as  other 
species  in  the  second  quarter  may 
experience  labor  and/or  equipment 
conflicts.  These  costs,  or  the  extent  to 
which  pollock  fishing  would  be 
foregone,  are  not  quantifiable  at  this 
time.  Although  some  processing 
operations  may  inciu*  additional  labor 
costs,  most  operators  would  realize  net 
benefits  resulting  from  increased  yields. 

Delaying  the  opening  of  the  second 
quarter  pollock  fishery  could  result  in  a 
fishery  that  is  conducted  with  pelagic, 
rather  than  with  non-pelagic,  t^-awl  gear, 
although  no  additional  costs  to  the 
industry  are  anticipated.  Under 
§672.20(0.  an  annual  halibut  bycatch 
limit  is  specified  for  trawl  gear.  When 
the  limit,  or  seasonal  apportionment 
thereof,  is  reached,  all  GOA  groundfish 
trawl  fisheries  are  closed  with  the 
exception  of  trawling  for  pollock  with 
pelagic  trawl  gear.  E)elay  of  the  opening 
of  the  second  quarter  pollock  fishery  to 
around  June  1  would  increase  the 
likelihood  that  a  seasonable  trawl 
bycatch  allowance  is  taken  in  other 
trawl  fisheries  prior  to  the  start  of  the 
second  quarter  pollock  fishery.  This 
situation  occurred  in  the  past  2  years 
and,  because  trawl  closures  typically 
occur  in  other  seasons  as  well,  many 
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pollock  fishermen  have  acquired  pelagic 
trawl  gear.  Therefore,  any  additional 
costs  to  harvesters  to  purchase  pelagic 
nets  under  the  proposed  rule  are 
expected  to  be  minimal. 

NMFS  anticipates  that  under  this 
proposed  action,  pollock  fishery 
conducted  with  pelagic  trawl  gear 
would  accrue  negligible  amoimts  of 
additional  halibut  bycatch.  Any  savings 
in  halibut  bycatch  experienced  by  the 
pollock  fishery  because  of  a  prohibition 
on  the  use  of  non-pelagic  trawl  gear  may 
support  additional  catches  of  other 
groundfish  species  during  the  second 
quarter  and  result  in  a  higher  overall 
groundfish  harvest. 

NMFS  also  anticipates  that  a  delayed 
opening  of  the  second  quarter  pollock 
fishery  could  result  in  a  substantial 
decrease  in  the  bycatch  rates  of  chinook 
salmon.  Data  from  1991  and  1992 
indicate  that  bycatch  rates  (number  of 
salmon/metric  ton  (mt)  of  groundfish)  in 
the  pelagic  trawl  pollock  fishery  are 
significantly  lower  in  June  than  at  the 
end  of  the  first  quarter  (0.02  and  0.20. 
respectively).  In  contract,  bycatch  rates 
for  salmon  other  than  chinook  salmon 
and  for  herring  may  be  higher.  Bycatch 
rates  of  crabs  in  June  are  very  low  and 
would  likely  not  be  different  from 
earlier  in  the  quarter. 

The  proposed  delay  of  the  second 
quarter  opening  is  anticipated  to 
increase  the  first  vvholesale  value  of  the 
pollock  harvest  during  the  second 
quarter  by  allowing  harvest  when 
recovery  of  flesh  is  higher,  and  to  result 
in  potentially  higher  value  products, 
such  as  larger  fillets  and  higher  grades 
of  surimi.  Because  the  amount  of 
pollock  harvest  would  not  be  altered 
under  the  proposed  season  delay,  an 
estimate  of  the  increased  value  is 
dependent  on  improved  yields,  product 
mix.  and  wholesale  prices.  Information 
on  product  recovery  rates  indicates  that 
the  increase  in  flesh  yield  between 
pollock  har\'ested  in  April,  when  fish 
have  recently  spawned,  and  June,  is 
about  3  percent  for  fillets,  and  4  percent 
for  surimi.  Based  on  1991  first 
wholesale  values,  the  value  increase 
would  likely  be  between  $2.6  million 
and  $3.6  million  for  1993.  In  addition  to 
increased  product  value,  harvesters  and 
processors  also  would  benefit  from 
decreased  fishing,  sorting,  processing, 
and  storage  time,  and  from  decreased 
disposal  of  unsuitable  fish. 

NMFS  preliminarily  concurs  with  the 
Council's  recommendation  and 
proposes  to  delay  the  opening  of  the 
second  quarter  pollock  fishery  until  the 
first  day  of  the  weekly  reporting  period 
nearest  |une  1. 


Classification 

The  Assistant  Administrator  for 
Fisheries.  NOAA  (Assistant 
Administrator),  has  initially  determined 
that  this  rule  is  necessary  for  the 
conservation  and  management  of  the 
groundfish  fishery  off  Alaska  and  that  it 
is  consistent  with  the  Magnuson  Act 
and  other  applicable  law. 

NMFS  prepared  an  EA  for  this 
proposed  rule  that  discusses  the  impact 
on  the  environment  as  a  result  of  this 
rule.  The  public  may  obtain  a  copy  of 
the  EA  from  the  Regional  Director  (see 
ADDRESSES). 

The  Assistant  Administrator 
determined  that  this  proi>osed  rule  is 
not  a  "major  rule"  requiring  a  regulatory 
impact  analysis  under  Executive  Order 
12291.  This  determination  is  based  on 
the  socioeconomic  impacts  discussed  in 
the  EA/RIR/IRFA  prepared  by  the 
NMFS.  This  proposed  rule,  if  adopted, 
is  not  likely  to  result  in  an  annual  effect 
on  the  economy  of  $100  million  or 
more:  a  major  increase  in  costs  or  prices 
for  consumers,  individual  industries. 
Federal.  State,  or  local  government 
agencies,  or  geographic  regions;  or  a 
significant  adverse  effect  on 
competition,  employment,  investment, 
productivity,  innovation,  or  the  ability 
of  U.S.-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

NMFS  prepared  an  IRFA  that 
concludes  that  this  proposed  rule,  if 
adopted,  would  have  significant  effects 
on  small  entities.  In  1992,  operators  of 
over  300  vessels  were  issued  permits  to 
fish  for  GOA  groundfish  with  trawl  gear. 
While  this  number  of  vessels  is 
considered  substantial,  this  regulatory 
measure  would  affect  only  the  portion 
of  the  fleet  that  participates  in  the 
second  quarter  pollock  fishing  season. 
In  addition.  14  processors  processed 
pollock  during  the  second  quarter 
pollock  fishing  of  1992.  The  proposed 
action  to  delay  the  opening  of  the 
second  quarter  pollock  fishery  in  the  W/ 
C  GOA  is  superior  to  the  status  quo 
alternative,  because  economic  benefits 
will  be  gained  by  allowing  harvest  of 
pollock  when  flesh  recovery  is 
improved  in  June  as  opposed  to  April. 
Based  on  1991  first  wholesale  prices, 
the  value  increase  under  the  proposed 
rule  is  estimated  to  be  between  $2.6  and 
$3.6  million  for  1993.  Additionally, 
costs  to  harvesters  and  processors  may 
be  lower  due  to  decreased  time  required 
for  fishing,  sorting,  processing,  and 
product  storage.  The  bycatch  and 
discard  of  young  and  undersized 
pollock,  and  of  chinook  salmon,  are 
likely  to  be  lower.  Conservation  of 
groundfish  and  salmon  resources  would 


be  improved  to  the  extent  that  these 
bycatch  rates  would  be  reduced.  A  copy 
of  this  analysis  is  available  from  the 
Regional  Director  (see  ADDRESSES). 

This  rule  does  not  include  a 
coUection-of-information  requirement 
subject  to  the  Paperwork  Reduction  Act. 

Pursuant  to  the  requirements  of  the 
ESA.  the  Regional  Director  has 
determined  that  this  action  is  not  likely 
to  adversely  affert  any  endangered  or 
threatened  species  or  critical  habitat 
within  NMFS*  jurisdiction. 

NFMS  has  determined  that  this  rule 
will  be  implemented  in  a  manner  that 
is  consistent  to  the  maximum  extent 
practicable  with  the  approved  coastal 
management  program  of  the  State  of 
Alasl^.  This  determination  has  been 
submitted  for  review  by  the  responsible 
State  agency  under  Section  307  *f  the 
Coastal  Zone  Management  Act. 

This  proposed  rule  does  not  contain 
policies  with  federalism  implications 
sufficient  to  warrant  preparation  of  a 
Federalism  Assessment  under  E.O. 
12612. 

List  of  Subjects  in  50  CFR  Part  672 

Fisheries.  Reporting  and 
recordkeeping  requirements. 

Dated:  December  30. 1992. 
Samuel  W.  McKeen. 

Acting  Assistant  Administrator  for  Fisheries. 
National  Marine  Fisheries  Seivice. 

For  the  reasons  set  out  in  the 
preamble.  50  CFR  part  672  is  proposed 
to  be  amended  as  follows: 

PART  672— GROUNDFISH  OF  THE 
GULF  OF  ALASKA 

1.  The  authority  citation  for  50  CFR 
part  672  continues  to  rfead  as  follows: 

Authority:  16  U.S.C.  l801  ef  seq 

2.  In  §  672.23.  paragraph  (a)  is  revised 
and  a  new  paragraph  (f)  is  added  to  read 
as  follows: 

S  672.23    Senon*. 

(a)  Fishing  for  groundfish  in  the 
regulatory  areas  and  districts  of  the  Gulf 
of  Alaska  is  authorized  frt)m  00:01  a.m.. 
Alaska  local  time  (A.l.t),  January  1. 
through  12  midnight.  A.l.t.,  December 
31.  subject  to  the  other  provisions  of 
this  part,  except  as  provided  in 
paragraphs  (c)  through  (f)  of  this  section 
*        •        •        •        • 

(0  Directed  fishing  for  pollock  in  the  . 
Western  and  Central  Regulatory  Areas  ot 
the  Gulf  of  Alaska  is  authorized  from  12 
noon.  A.l.t..  on  the  first  day  of  each 
quarterly  reporting  period  through  the 
end  of  that  quarterly  reporting  pteriod. 
subject  to  other  provisions  of  this  part, 
except  that  directed  fishing  for  pollock 
during  the  second  quarterly  reporting 
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period  is  authorized  bom  12  noon, 
A.l.t.,  on  the  first  day  of  the  weekly 
reporting  period  closest  to  June  1, 
through  the  end  of  the  second  quarterly 


reporting  period,  subject  to  other 
provisions  of  this  part. 

[FR  Doc.  93-135  Filed  1-5-93: 8:45  am] 
MUMQ  COM  Mie-a-M 
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DEPARTMENT  OF  AGRICULTURE 

Office  of  the  Secretary 

Meat  Import  Limitations;  First 
Quarterly  Estimate 

Public  Law  88-482.  enacted  August 
22, 1964,  as  amended  by  Public  Law  96- 
177.  Public  Law  100-418,  and  Public 
Law  100-449  (hereinafter  referred  to  as 
the  "Act"),  provides  for  Umiting  the 
quantity  of  fresh,  chilled,  or  frozen  meat 
of  bovine,  sheep  except  lamb,  and  goats; 
and  processed  meat  of  beef  or  veal 
(Harmonized  Tariff  Schedule  of  the 
United  States  subheadings  0201.10.00. 
0201.20.20,  0201.20.40.  0201.20.60. 
0201.30.20,  0201.30.40.  0201.30.60. 
0202.10.00.  0202.20.20.  0202.20.40. 
0202.20.60,  0202.30.20.  0202.30.40, 
0202.30.60,  0204.21.00,  0204.22.40, 
0204.23.40,  0204.41.00.  0204.42.40, 
0204.43.40.  and  0204.50.00).  which  may 
be  imported,  other  than  products  of 
Canada,  into  the  United  States  in  any 
calendar  year.  Such  limitations  are  to  be 
imposed  when  the  Secretary  of 
Agriculture  estimates  that  imports  of 
articles,  other  than  products  of  Canada, 
provided  for  in  Harmonized  Tariff 
Schedule  of  the  United  States 
subheadings  0201.10.00,  0201.20.40, 
0201.20.60,  0201.30.40.  0201.3060. 
0202.10.00,  0202.20.40,  0202.20.60, 
0202.30.40.  0202.30.60,  0204.21.00, 
0204.22.40,  0204.23.40,  0204.41.00, 
0204.42.40,  0204.43.40,  and 
0204.50.00),  (hereinafter  referred  to  as 
"meat  articles"),  in  the  absence  of 
limitations  under  the  Act  during  such 
calendar  year,  would  equal  or  exceed 
110  percent  of  the  estimated  aggregate 
quantity  of  meat  articles  prescribed  for 
calendar  year  1993  by  section  2(c)  as 
adjusted  under  section  2(d)  of  the  Act. 
In  accordance  with  the  requirements 
of  the  Act,  I  have  made  the  following 
estimates: 

1.  The  estimated  aggregate  quantity  of 
meat  articles  prescribed  by  section  2(c) 
as  adjusted  by  section  2(d)  of  the  Act  for 


calendar  year  1993  is  1.144.7  million 
poimds. 

2.  The  first  quarterly  estimate  of  the 
aggregate  quantity  of  meat  articles 
which  would,  in  the  absence  of 
limitations  under  the  Act,  be  imported 
during  calendar  year  1993  is  1.259.1 
million  pounds. 

Done  at  Washington.  DC  this  Slst  day  of 
December,  1992. 
Edward  Madigaa, 
Secretary  of  Agriculture. 
[FR  Doc.  93-213  Filed  1-5-93;  8:45  ami 

WUJNO  CODE  M10-10-M 


COMMISSION  ON  CIVIL  RIGHTS 

Maine  State  Advisory  Committee; 
Public  Meetings 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  Rules  and 
Regulations  of  the  U.S.  Commission  on 
Qvil  Rights,  that  a  meeting  of  the  Maine 
State  Advisory  Committee  will  be 
convened  at  2  p.m.  and  adjourn  at  5 
p.m.  on  Thursday,  January  21. 1993.  in 
suite  212.  Civic  Center  Comfort  Inn,  282 
Civic  Center  Drive,  Augusta,  ME  04330. 
The  purpose  of  the  meeting  is  (1)  to 
update  Committee  members  and  the 
public  on  the  Commission;  (2)  to 
provide  an  orientation  for  new 
Committee  members;  and  (3)  to  plan 
future  activities. 

Persons  desiring  additional 
information,  or  planning  a  presentation 
to  the  Committee,  should  contact  Grayce 
E.  Studley  (207-563-3610)  or  John  I. 
Binkley.  Director.  ERO  (202-376-7533). 
or  TDD  (202-376-8116).  Hearing 
impaired  persons  who  will  attend  the 
meeting  and  require  the  services  of  a 
sign  language  interpreter  should  contact 
the  regional  office  at  least  (5)  working 
days  before  the  scheduled  date  of  the 
meeting. 

The  meeting  will  be  conducted 
pursuant  to  the  provisions  of  the  rules 
and  regulations  of  the  Commission. 

Dated  at  Washington.  DC,  December  22, 
1992. 

Carol-Lee  Hurley, 

Chief,  Regional  Programs  Coordination  Unit. 
[FR  Doc.  93-190  Filed  1-5-93;  8:45  ami 
MJJNO  CODE  (SaS-OI-H 


DEPARTMENT  OF  COMMERCE 
Foreign-Trade  Zones  Board 

[QrdwNo.619] 

Expansion  of  Foreign-Trade  Zone  162; 
New  Haven,  Connecticut 

Piirsuant  to  its  authority  under  the 
Foreign-Trade  Zones  (FTZ)  Act  of  June 
18. 1934,  as  amended  (19  U.S.C.  81a- 
81u)  (the  Act),  and  the  FTZ  Board 
Regulations  (15  CFR  part  400),  the  FTZ 
Board  (the  Board)  adopts  the  following 
Resolution  and  Order: 

Whereas,  an  application  from  the 
Greater  New  Haven  Chamber  of 
Commerce,  grantee  of  Foreign-Trade 
Zone  No.  162.  for  authority  to  relocate 
its  general-purpose  zone  to  a  larger  site 
at  the  Port  of  New  Haven,  New  Haven. 
Connecticut,  within  the  New  Haven 
Customs  port  of  entry,  was  filed  by  the 
Board  on  October  31, 1991.  and  notice 
inviting  public  comment  was  given  in 
the  Federal  Register  on  November  15, 
1991  (Docket  70-91,  56  FR  58030); 

Whereas,  an  examiners  committee  has 
investigated  the  application  in 
accordance  with  the  Board's  regulations 
and  recommends  approval; 

Whereas,  the  expansion  is  necessary 
to  improve  and  expand  zone  services  in 
the  New  Haven  area;  and. 

Whereas,  the  Board  has  found  that  the 
requirements  of  the  Act  and  the  Board's 
regulations  are  satisfied,  and  that 
approval  is  in  the  public  interest; 

Now,  therefore,  the  Board  hereby 
orders; 

That  the  grantee  is  authorized  to 
relocate  and  expand  its  zone  in 
accordance  with  the  appliration  filed  on 
October  31, 1991.  subject  to  the  Act  and 
the  Board's  regulations  (as  revised.  56 
FR  50790-50808, 10-»-9l).  including 
section  400.28. 

Signed  at  Washington.  DC,  this  29th  day  of 
December,  1992. 
Alan  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman.  Committee  of 
Alternatives,  Foreign-Trade  Zones  Board. 

John  ].  Da  Ponte,  Jr., 

Executive  Secretary. 

(FR  Doc.  93-232  Filed  1-5-93;  8:45  am) 
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[OrdwNo.6231 

Expansion  of  Foreign-Trade  Zone  101 ; 
Clinton  County,  Ohio 

Pursuant  to  its  authority  under  the 
Foreign-Trade  Zones  (FTZ)  Act  of  June 
18, 1934,  as  amended  (19  U.S.C.  81a- 
81u)  (the  Act),  and  the  FTZ  Board 
Regulations  (15  CFR  part  400).  the  FTZ 
Board  (the  Board)  adopts  the  following 
Resolution  and  Order: 

Whereas,  an  application  from  the 
Airborne  FTZ,  Inc.,  grantee  of  Foreign- 
Trade  Zone  No.  101,  for  authority  to    ' 
expand  its  general-purpose  zone  at  the 
Airborne  Commerce  Park  in  Clinton 
County,  Ohio,  adjacent  to  the  Dayton 
Customs  port  of  entry,  was  filed  by  the 
Board  on  April  27, 1992,  and  notice 
inviting  public  comment  was  given  in 
the  Federal  Register  on  May  7, 1992 
(Docket  13-92.  57  FR  19597); 

Whereas,  an  examiners  committee  has 
investigated  the  application  in 
accordance  with  the  Board's  regulations 
and  recommends  approval; 

Whereas,  the  expansion  is  necessary 
to  improve  and  expand  zone  services  in 
the  Clinton  County  area;  and, 

Whereas,  the  Board  has  found  that  the 
requirements  of  the  Act  and  the  Board's 
regulations  are  satisfied,  and  that 
approval  is  in  the  public  interest; 

Now,  therefore,  the  Board  hereby 
orders: 

That  the  grantee  is  authorized  to 
expand  its  zone  in  accordance  with  the 
application  filed  on  April  27, 1992, 
subject  to  the  Act  and  the  Board's 
regulations  (as  revised,  56  FR  50790- 
50808, 10-8-91),  including  §400.28. 

Signed  at  Washington,  DC,  this  29th  day  of 
December,  1992. 
Alan  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman,  Committee  of 
Alternates,  Foreign-Trade  Zones  Board. 

John  J.  Da  Ponte,  Jr., 

Executive  Secretary. 

(PR  Doc.  93-234  Filed  1-5-93;  8:45  ami 

BILUNO  CODE  3510-D8-M 


[Order  No.  621] 

Resolution  and  Order  Approving  the 
Application  of  the  Port  of  Portland 
(Oregon)  for  Special-Purpose  Subzone 
Status  for  Export  Activity  Tofle  U.S.A., 
Inc.  (Stainless  Steel  Tubing)  Tualatin, 
OR 

Proceedings  of  the  Foreign-Trade 
Zones  Board,  Washington,  D.C. 

Resolution  and  Order 

Pursuant  to  the  authority  under  the 
Foreign-Trade  Zones  Act  of  Jime  18, 
1934,  as  amended  (19  U.S.C.  81a-«lu), 


the  Foreign-Trade  Zones  Board  (the 
Board)  adopts  the  following  Resolution 
and  Order: 

The  Board,  having  considered  the 
matter,  hereby  orders: 

After  consideration  of  the  application  of 
the  Port  of  Portland,  grantee  of  Foreign-Trade 
Zone  45,  filed  with  the  Foreign-Trade  Zones 
(FTZ)  Board  (the  Board)  on  November  6, 
1991,  requesting  special-purpose  subzone 
status  for  export  activity  at  the  stainless  steel 
tubing  plant  of  Tofle  U.S. A.,  Inc.,  in  Tualatin, 
Oregon,  adjacent  to  the  Portland  Customs 
port  of  entry,  the  Board,  finding  that  the 
requirements  of  the  Foreign-Trade  Zones  Act 
and  the  Board's  regulations  are  satisfied,  and 
that  the  proposal  is  in  the  public  interest, 
approves  the  application. 

"The  approval  is  subject  to  the  FTZ  Act  and 
the  FTZ  Board's  regulations  (as  revised,  56 
FR  50790-50808, 10-8-91),  including 
Section  400.28.  The  Secretary  of  Commerce, 
as  Chairman  and  Executive  Ofiicer  of  the 
Board,  is  hereby  authorized  to  issue  a  grant 
of  authority  and  appropriate  Board  Order. 

Whereas,  by  an  Act  of  Congress  approved 
June  18, 1934,  an  Act,  "To  provide  for  the 
establishment  *  *  *  of  foreign-trade  zones  in 
ports  of  entry  of  the  United  States,  to 
expedite  and  encourage  foreign  commerce, 
and  for  other  purposes,"  as  amended  (19 
U.S.C  81a-81u)  (the  Act),  the  Foreign-Trade 
Zones  Board  (the  Board)  is  authorized  to 
grant  to  corporations  the  privilege  of 
establishing  foreign-trade  zones  in  or 
adjacent  to  U.S.  Customs  ports  of  entry; 

Whereas,  the  Board's  regulations  (15  CFR 
part  400]  provide  for  the  establishment  of 
special-purpose  subzones  when  existing  zone 
facilities  cannot  serve  the  specific  use 
involved; 

Whereas,  an  application  from  the  Port  of 
Portland  (Oregon),  grantee  of  Foreign-Trade 
Zone  45,  for  authority  to  establish  a  special- 
purpose  subzone  for  export  activity  at  the 
stainless  steel  tubing  plant  of  Tofle  U.S.A., 
Inc.,  located  in  Tualatin,  Oregon,  was  filed  by 
the  Board  on  November  6, 1991,  and  notice 
was  given  in  the  Federal  Register  on 
November  27, 1992  inviting  public  comment 
(FTZ  Docket  75-91,  56  FR  60087);  and. 

Whereas,  the  Board  has  found  that  the 
requirements  of  the  Act  and  the  Board's 
regulations  are  satisfied  and  that  the  proposal 
is  in  the  public  interest; 

Now,  Therefore,  the  Board  hereby 
authorizes  the  establishment  of  a  subzone 
(Subzone  45E)  for  export  activity  at  the 
stainless  steel  tubing  plant  of  Tofle  U.S.A., 
Inc.,  in  Tualatin,  Oregon,  at  the  location 
described  in  the  application,  subject  to  the 
FTZ  Act  and  the  Board's  regulations  (as 
revised.  56  FR  50790-50808. 10-8-91). 
including  Section  400.28. 


Signed  at  Washington,  DC,  this  29th  day  of 
December,  1992,  pursuant  to  Order  of  the 
Board. 

Alan  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Qiairman,  Committee  of 
Alternates  Foreign-Trade  Zones  Board. 

John  J.  Da  Ponte,  Jr^ 

Executive  Secretary. 

[FR  Doc.  93-233  Filed  1-5-93;  8:45  am] 

MtUNO  CODE  3S10-«S-M 


National  Oceanic  and  Atmospheric 
Administration 

Gulf  of  Mexico  Fishery  Management 
Council;  Revision  to  Public  Meeting 
Agenda 

AGENCY:  National  Marine  Fisheries 
Service,  NOAA,  Commerce. 

A  notice  of,  and  the  agenda  for,  public 
meetings  of  the  Gulf  of  Mexico  Fishery 
Management  Council  and  its 
Committees  were  published  in  the 
Federal  Register  at  57  FR  61050-61051 
on  December  23, 1992.  Recent  actions 
require  a  revision  to  the  prior  notice  as 
noted  below.  All  other  information 
originally  published  on  December  23, 

1992,  remains  unchanged. 

REVISION:  Committees:  The  Budget,  Law 
Enforcement,  Habitat  and  Shrimp 
Committees  will  meet  on  January  18, 

1993,  from  11  a.m.  to  5:30  p.m. 

FOR  MORE  INFORMATION  CONTACT:  Wayne 
E.  Swingle,  Gulf  of  Mexico  Fishery    . 
Management  Council,  5401  West 
Kennedy  Boulevard,  Suite  331,  Tampa, 
FL:  telephone:  (813)  228-2815. 

Dated:  December  30, 1992. 
Richard  H.  Schaefer, 

Director,  Office  of  Fisheries  Conservation  and 
Management,  National  Marine  Fisheries 
Service. 

[FR  Doc.  93-136  Filed  1-5-93;  8:45  am] 
BILLING  CODE  3610-22-M 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Announcing  1993  Agreement  Limits  for 
Certain  Cotton,  Wool,  Man-Made  Rber, 
Silk  Blend  and  Other  Vegetable  Fiber 
Textiles  and  Textile  Products 
Produced  or  Manufactured  In  Hong 
Kong 

December  30, 1992. 
AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(OTA). 
ACTION:  Notice. 

FOR  FURTHER  INFORMATION  CONTACT: 
Anne  Novak,  International  Trade 
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Specialist.  Office  of  Textilee  and 
Apparel.  U.S.  Department  of  Commerce. 

(202) 482-4212. 

SUPPLEMENTARY  MFOmATKm: 
Authority:  Executive  CWer  11651  of  March 

3, 1972,  as  amended;  section  204  of  the 

Agricultural  Act  of  1956.  at  amended  (7 

U.S.C  1854). 
The  Bilateral  Textile  Agreement  of 

August  4, 1986,  as  amenchMl  and 

extended,  and  Memoranda  of 

Understanding  (MOUs)  dated  July  29, 
1992.  August  18, 1992  and  November 
23, 1992  between  the  Governments  of 
the  United  States  and  Hong  Kong 
establishes  limits  for  the  period  January 
1, 1993  through  December  31, 1993.  A 
complete  list  of  the  limits  is  published 
below. 

A  copy  of  the  current  bilateral 
agreement  is  available  from  the  Textiles 
EMvision.  Bureau  of  Economic  and 
Business  ASaiis.  U.S.  Department  of 
State,  (202)  647-3889. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  57  FR  54976, 
published  on  November  23, 1992). 


Catogwy 

TweMi  moofli  9ftm 

Gioupl 
200-229.  300-326. 

212.057,104  square  metara 

360-369,400- 

equivalenL 

414,  464-469, 

600-629  and 

665-670.  as  a 

group. 

Subtevels  In  Group  1 

200  

268.725  idtograms. 

219  ..- — 

2ia«25017;32« 


226/313 

314  — 

315  

369(1) '(shoplowels) 

604 

611  

617 


QNMpN 
237.239.330-359. 
431-459,  630-659 
and  843«44<1). 
as  a  group. 
Subtovels  in  Group  II 

237  

239 

331  

333/334  

336 

336  

338/339 '(Shirts  and 
blouses  ottwr  than 
tank  lope  and 

338/330(1) « (tar* 
tope  and  knH  lops). 


62,854.035  square  meters 
oJ  wtiicti  nrt  more  itwn 
3,450.739  square  meleis 
ehai  be  m  Categoiy 
218(1)— yam  dyad  fabric 
other  than  denim  and 
laoquMd'. 

60,071.065  square  meters. 

16,200.451  square  malers. 

8.000.S58  aquare  meters. 

658,223  Uogiams 

198,1 90  IdlogrwMa. 

5,279,905  square  meters. 

3331 .250  aquara  meia««. 

771.903.427  square  melacs 
equlviter^ 


968.395  dozen. 
4,439.251  kitograrns. 
3,766.184  dozen  pairs. 
2S6.20Sdazaa 
3l2J33dazMi. 
187,035  dozen. 
2,658.990  dozen. 


Calaooiy 


340  .-... 

341  

342  

345  

347/346 


TwalM-mantfi  iroK 


2,546.264  dozaa 

2.577.404  doaaa 

461,971  dozaa 

394,291  dozen. 

6.066,317  dozwt  Ol  wMch 
not  mon  tun  2.665,454 
dozen  ahal  tM  m  Cat- 
egory 347:  not  raoM  Mn 
4,612,442  dozen  shal  tw 
m  Category  348;  not 
mora  than  6.066.317 
dozen  shal  be  In  Cal- 
egoites  347-W/346-W* 
ol  whici)  not  more  than 
4,612,442  dozen  shal  t» 
In  Category  348-W. 

119.067  dozen. 

1.068.580  dozaa 

5495,971  dozaa 

514.982  Idlograma. 


636 

638/639 

640  ..._. 

641  

642  . 

644 


64S«46 

647  _ _.. 

648 -. 


1.607712  doaaa 


1,073.3291 
9,090  dozea 
9.758  dozen. 
70,000  dozea 
91,170  dozen. 
748,772  dozea 
80,628  dozen. 
57,523  numbers. 
51.462  numbsis. 


36,508  numbers. 

1,237,621  dozea 

62,240  dozen. 

537,473  dozen  pain. 

1,162,665  dozen  ol  »*lch 
not  more  than  434.862 
dozen  shal  be  In  Cat- 
egories 633/634  and  not 
more  6wn  902,796 
dozen  ahai  be  In  Cat- 
egory 635. 

251.718  dozea 

4,463.894  dozea 

801 ,977  dozea 

771.342  doiea 

200.176  dozea 

36.455  numtMiS. 

1 ,263.443  doaea 

447,106  dozaa 

976,355  dozen  o(  nvhich  not 
more  than  976.355 
dozen  aNI  be  tn  C:al- 


649 

650 

652  - -.. 

659(1  )»(C0¥eit1h, 
overalear«l 
jumpsuits). 
659(2) '°(eiMmsultt) 
Qro(«)lll 
831-842,  843/ 
844  (excluding 
made4o-measura 
suts).  and  M7- 
859,  as  a  group. 
Sublevels  m  Group  III 

835 

836 

840  

842  

847  - „ 

Umtts  not  m  a  group 
845(1) '*(M«aterB 
made  In  Hong 
Kong). 


666.364  dozaa 
142,351  dozea 
272.605  dozea 
4.144.252  dozea 
569.190  Mograms. 


227416  Ulogcan*. 


Category 


645(2) '•(! 


m 

Hong  ICong  Iran 
knil-lo-ahape  oom- 
ponenl  parts  Iffiit- 
ted  etoevmere). 

846(1)  "(swaa»ar» 
RMdalnHono 
Kong). 

846(2)  *^(s«i«aters 
assen^bledln 
Hong  Kong  from 
lB*«>-ahepe  com- 
ponent parts  knH- 
lad  alsawttara). 


Twehre-month  lm» 


t/SMMUkiim. 


178.006  doaea 


428.927  dozaa 


el  Hong  Kong 


6210.40.2035. 
«21IJ2A>4lk 
8204.12.0030. 
6204.20.4034. 
6204.82.4a2a 


43,071,306  square  meters 

equlvalerC 


101.129  dozaa 
138.342  dozea 
600.714  dozea 

224.421  dozea 
322,604  dozea 


'Catagory  218(1):  Ttm 

'Caiegwy  389(1):  only  HTS  nmtm  8307.lO.200S. 
eioeiaooiT  eioe.woo23.  aiotioooea  eioaiaooes. 

6114.20.000Sand«114«».OOH).  «««„«„« 

TlimilM  33«3Se(U  <■%  HTS  iwn*ar*  8100.^.001^ 
eiOeio!eoS^6miO«ieo7 6108.10.0065.   «114a0.0006 

erKi  81M«>.C010.  „.,.„.«,«. 

*CMgo(y  347-JW:  only  HTS  numtwfs  «raj«-'«J 
6201193Sa>.  e203a2.3<W).  6203.223030.  6203.42.4006, 
^«t«%  na.42.40IV  6203.42.4025.  6203.42.4^. 
eS:«:JoIv  «S:42.4050:  IB03.42;40ea  ^4a3(^ 
6211.20.1520.  621130.3010  «na 

620442JOOa  e204.62.4006. 

6204.82.403a  6a04.62.404a 

6204.62.4055,   6204624065,  6204  89  3010. 

at1CS0203S.    6211.2ai55a  62t1.20.«010. 
Wtd  6217.90.00Sa 

•tOMSSSi.  «W4?^82.'53o,*^8(L»ia 

8114.20.0062.  e20s.42ioia  "MJI^.^SS:-- 

ttl  1.3U)01  a  6211  J2.0aes  and  621 1.42.001a 
'Cateootv   358(2):    only   HTS   nuntMrt   eKaieJOSQ. 

61O3l93S0.6t5l2.0oi0.   «W4.193040. 

6110.20.1024.  8110J0203a  51»g^S^ 

611090.0046.    6201.92.20ia   ^SSi^J^i 

6203.19.403a    8204.1Z004a    a204.1«J04a 

ind  6211.42.0070. 
*C«iMOO(y   648-W:    only   HTS    numt)er» 

6204.23!0»Mi.  6204293020.  62043912025, 

6204.63JOOa   62O4J3J00a   6204.8X3Sia 

6204  63  3532.   6204.63.3540.   6204.69.2510. 

6204693S4a    6204.aB35ea   ^-^a^SSSi 

621OS0.103S.    621130.1565.    62113060». 

Mid  62i7jaoMa 
Tmtmt   esad):    enly   HTS   nuoibera   810333.0055. 

eioiSSoSa  6iSi43^  25JJ2ISS2-  SS-Sf 
6io4aiiQBa  6i04.es.raso.  eio4.8e.iooa  6io4e0jou. 

6  14.».3S<   6114.30.3054.   6203.433010,    M05-«-2«0, 

006.49.1090.   6a04.e3-15ia   6204.68.1010. 

6211.33.0010,         6211.33.0017         and 


8204.a2.40KI. 

62O4J^40S0. 
6204.69  9010. 
6211/42X)030 

6103.423025. 

8114300048, 
6204.6230ia 


611030.KIZ2. 

8iiaoaoo44, 

6203.19.1090. 
6211J2.0070 

8204.23.e04a 

820439.4038, 
8204.63.3530, 
8204  68.2530. 
6204.89.9030. 

6211.430)40 


8203.48.  Wta 

6210.104015. 
6211.43.0010 
"CaMQory 
6112.31.()02a 
61l£41UW4a 


iMnbM   61033B3074. 
6tK).90iX>42        and 


659(2);    onW   HTS    number*   8112J1.0010, 

61lS.41.00ia    6112.41.0020.   6112.41.00S0. 

6211.n.U>ia    8211.l1.10aa    8211.«.K)10 

ilnd'ieii.^2^02a 

8104393£3[  **?K)L«aO0e4. 
6117  9000S1. 

**CeMOiy  845(2):  only  HTS  nmtmt  6103393070. 
61043e3n.  6110.90.0022  and  611090.0040. 

"CaMoory  646(1):  only  HTS  numtjari  6109383066. 
6104  2?^  81K).9O002a  8110900036  and 
6117.900016.  „.-,«.-»-. 

"CaMoory  646(2):  only  HTS  nwafcan  6103 19 8086 
6104^2071  8110.900018  and  6110.90.0030 

The  (Committee  for  the 
Implementation  of  Textile  A^eements 
has  determined  that  these  actions  fall 
within  the  foreign  aflairs  exception  of 
the  rulemaldng  provisions  of  5  U.S.C 
553(a)(1). 
DoauU  K.  Feela. 

Acting  Chairman.  Committee  for  the 
Implementation  of  Textile  Agreements. 
(FR  Doc  93-162  Filed  1-5-93;  8:45  am] 
BIUJNO  COOe  361IM)«^ 
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DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINiSTRATlpN 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[0MB  Control  No.  9000-0101] 

Cteerance  Request  Regarding  Drug- 
Free  Workplace 

AGENOES:  Department  of  Defense  (DOD), 
General  Services  Administration  (GSA), 
and  National  Aeronautics  and  Space 
Administration  (NASA). 
ACTION:  Notice  of  request  for  an 
extension  to  an  existing  OMB  clearance 
(900(M)101). 

summary:  Under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1080  (44 
U.S.C.  35),  the  Federal  Acquisition 
Regxilation  (FAR)  Secretariat  has 
submitted  to  the  OfBce  of  Management 
and  Budget  (OMB)  a  request  to  review 
and  approve  an  extension  of  a  currently 
approved  information  collection 
requirement  concerning  Drug-Free 
Workplace. 

FOR  FURTHER  INFORMATION  CONTACT. 
Edward  Loeb,  Office  of  Federal 
Acquisition  Policy,  GSA  (202)  501- 
4547. 

SUPPLEMENTARY  INFORMATION: 
A.Purpoae 

Public  Law  100-690,  the  Drug-Free 
Workplace  Act  of  1988,  mandates  that: 
(1)  Government  contract  employees 
notify  their  employer  of  any  criminal 
drug  statute  conviction  for  a  violation 
occurring  in  the  workplace;  and  (2) 
Government  contractors,  after  receiving 
notice  of  such  conviction,  must  notify 
the  Government  contracting  officer. 
These  requirements  are  effective  as  of 
March  18, 1989. 

The  information  provided  to  the 
Government  will  be  used  to  determine 
contractor  compliance  with  the 
statutory  requirements  to  maintain  a 
dnig-fi^  workplace. 

B.  Annual  Reporting  Burden 

The  annual  reporting  bimlen  is 
estimated  as  follows:  Respondents,  600;  . 
responses  per  res|>ondent,  1;  total 
annual  responses,  600;  preparation 
hours  per  response,  .17;  and  total 
response  biutlen  hours,  102. 

C  Annual  Recordkeeping  Borden 

The  annual  recordkeeping  burden  is 
estimated  as  follows:  Recnokeepers. 
600;  hours  per  recordkeeper,  .5;  and 
total  recordkeeping  burden  hours.  300. 
08TAMNQ  COPIES  OF  PROPOSALS: 
Requester  may  obtain  copies  of  C^fB 


applications  or  )ustificetians  from  the 
General  Services  Administiatian,  FAR 

Secretariat  (VRS),  room  4037, 
Washington,  DC  20405.  telephone  (202) 
501-4755.  Please  cite  OMB  Control  No. 
9000-0101.  Drug-Free  Workplace,  in  all 
correspondence. 

Dated:  December  28, 1992. 
Devwlj  Faysmit 
FAR  SectBtonaL 

[PR  Doc  93-101  Filed  1-5-93;  8:45  am] 
■KiJNQ  coot  ( 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[OMB  Control  Na  9000-01081 

Clearance  Request  Regarding 
Bankruptcy 

AGENOES:  Department  of  Defense  (DOD). 
General  Services  Administration  (GSA). 
and  National  Aeronautics  and  Space 
Administration  (NASA). 

ACTION:  Notice  of  request  for  an 
extensicm  to  an  existing  C^B  clearance 
(9000-0108). 

summary:  Under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C  35).  the  Federal  Acquisition 
Regvilation  (FAR)  Secretariat  has 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  a  request  to  review 
and  approve  an  extension  of  a  currently 
approved  information  collection 
requirement  concerning  bankruptcy. 
FOR  FURTHER  INFORMATION  CONTACT: 
Edward  Loeb,  Office  of  Federal 
Acquisition  Pohcy,  GSA,  (202)  501- 
4547. 

supplementary  INFORMATION; 

A.  Purpose 

Under  statute,  contractors  may  enter 
into  bankruptcy  which  may  have  a 
significant  impact  tm  the  contractor's 
ability  to  perform  its  Government 
contract.  The  Government  often  does 
not  receive  adequate  and  timely  notice 
of  this  event  The  subject  contract  clause 
requires  contractors  to  notify  the 
contracting  officer  within  five  days  after 
the  contractor  enters  into  bankruptcy. 

B.  Annual  Reporting  Borden 

The  annual  reporting  burden  is 
estimated  as  follows:  Respondents, 
1,000;  responses  per  respondent,  1;  total 
annual  responses,  1,000;  preparation 
hoius  per  resp<Hise.  1;  and  total 
response  burden  hours,  1,000. 


C  AbwuI  Racordkaepfaig  BerdsB 

The  annual  reoudkeeping  burden  is 
estimated  as  follows:  Recordkeepers. 
1,000;  hours  pat  recordkeeper.  .25;  and 
total  recordkeeping  burden  hours,  250. 

OBTASMIQ  COPCS  OF  PROPOSALS: 
Requester  may  obtain  copies  of  OMB 
applications  or  }ustificatiaDS  from  the 
General  Services  Administration.  FAR 
Secretariat  (VRS).  room  4037. 
Washington.  DC  20405.  telephone  (202) 
501-4755.  Please  cite  OMB  Control  No. 
9000-0108,  Bankruptcy,  in  ell 
correspondence. 

Dated:  December  28. 1992. 
Beverly  Fajaeo, 
FARSecntariaL 

(FR  Doc  93-102  Hied  1-6-93;  8:45  am] 
BMJJNO  COOS  ( 


DEPARTMENT  OF  ENERGY 

Energy  Information  AdmMatratlon 

Agency  bifonnaHon  Cdlectlone  Under 
Review  by  the  Office  of  Management 
and  Budget 

AGENCY:  Energy  Information 

Administration,  DC^ 

ACTION:  Notice  of  request  submitted  ba 

review  by  the  Office  of  Management  and 

Budget. 

SUMMARY:  The  Energy  Information 
Administration  (ELA)  has  submitted  the 
energy  information  collection(s)  listed  at 
the  end  of  this  notice  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  under  provisions  of  the 
Paperwork  Reduction  Act  (Public  Law 
96-511,  44  U.S.C  3501  et  seq.).  The 
listing  does  not  include  collections  of 
information  contained  in  new  or  revised 
regulations  which  are  to  be  submitted 
under  section  3504(h)  of  the  Paperwori; 
Reduction  Act,  nor  management  and 
procurement  assistance  requirements 
collected  by  the  Department  of  Energy 
(DOE). 

Each  entry  contains  the  following 
information:  (1)  The  sponsor  of  the 
collection  (a  DOE  component,  which 
term  includes  the  Federal  Enem 
Regulatory  Commission);  (2)  Cduectioo 
numbers);  (3)  Current  OMB  docket 
number  (if  applicable);  (4)  Collection 
title;  (5)  Type  of  request,  e.g.,  new, 
revision,  extension,  or  reinstatemoit;  (6) 
Frequency  of  collection;  (7)  Response 
obligation,  i.e..  mandatory,  voluntary,  or 
required  to  obtain  or  retain  benefit;  (8) 
Affected  public  (9)  An  estimate  of  the 
nimiber  of  respondents  per  report 
period;  (10)  An  estimate  of  the  number 
of  responses  per  respondent  annually; 
(11)  An  estimate  of  the  average  hours 
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per  response;  (12)  The  estimated  total 
annual  respondent  burden;  and  (13)  A 
brief  abstract  describing  the  proposed 
collection  and  the  respondents. 
DATES:  Comments  must  be  filed  by 
February  5, 1993.  If  you  anticipate  that 
you  will  be  submitting  comments  but 
find  it  difficult  to  do  so  within  the  time 
allowed  by  this  notice,  you  should 
advise  the  0MB  DOE  Desk  Officer  listed 
below  of  your  intention  to  do  so,  as  soon 
as  possible.  The  Desk  Officer  may  be 
telephoned  at  (202)  395-3084.  (Also, 
please  notify  the  EIA  contact  hsted 
below.) 

AOOftESSES:  Address  comments  to  the 
Department  of  Energy  Desk  Officer, 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  726  Jackson  Place  NW., 
Washington,  DC  20503.  (Comments 
should  also  be  addressed  to  the  Office 
of  Statistical  Standards  at  the  address 
below.) 

FOR  FURTHER  INFORMATION  AND  COWES  OF 
RELEVANT  IIATERUUS  CONTACT:  Jay 
Casselberry,  Office  of  Statistical 
Standards  (EI-73).  Forrestal  Building. 
U.S.  Department  of  Energy,  Washington, 
DC  20585.  Mr.  Casselberry  may  be 
telephoned  at  (202)  254-5348. 
SUPPLEMENTARY  INFORMATION:  The 
energy  information  collection  submitted 
to  0MB  for  review  was: 

1.  Energy  Information  Administration 

2.  EIA-1, 3.  3A.  4.  5,  5A,  6,  7A.  and  20 

3.  1905-0167 

4.  Coal  Program  Package 

5.  Revision 

6.  Quarterly.  Annually,  Other  (Standby) 

7.  Mandatory 

8.  Businesses  or  other  for-profit 

9.  6.133  respondents 

10.  2.06  responses  per  respondent 
11. 1.53  hours  per  response 

12.  19,390  hours 

13.  The  coal  siuveys  collect  data  on  coal 
production,  consumption,  stock 
prices,  imports  and  exports.  Data  are 
pubUshed  in  various  EIA 
pubUcations.  Respondents  are 
manufacturing  plants,  producers  of 
coke,  purchasers  and  distributors  of 
coal,  coal  mining  operators,  and  coal- 
consuming  electric  utiUties. 

Authority:  Sec.  5(a).  5(b).  13(b).  and  52. 
Public  Law  93-275.  Federal  Energy 
Administration  Act  of  1974. 15  U.S.C  764(a). 
764(b).  772(b).  and  790a. 

Issued  in  Washington  DC.  December  30, 
1992. 

Yvonne  M.  Bishop. 
Director,  Statistical  Standards.  Energy 
Information  Administration. 
(PR  Doc  93-205  Filed  1-5-93;  8:45  am] 
tuMO  coes  ■«60  01  m 


Agency  information  Collectiona  Under 
Rwlew  by  the  Office  of  Management 
and  Budget 

AACNCV:  Energy  Information 

Administration. 

ACnON:  Notice  of  request  submitted  for 

review  by  the  Office  of  Management  and 

Budget. 

SUMMARY:  The  Energy  Information 
Administration  (EIA)  has  submitted  the 
energy  information  collection(s)  listed  at 
the  end  of  this  notice  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  under  provisions  of  the 
Paperwork  Reduction  Act  (Pub.  L.  No. 
9&-511,  44  U.S.C  3501  et seq).  The 
listing  does  not  include  collections  of 
information  contained  in  new  or  revised 
regulations  which  are  to  be  submitted 
under  section  3504(h)  of  the  Paperwork 
Reduction  Act,  nor  management  and 
procxuement  assistance  requirements 
collected  by  the  Department  of  Energy 
(DOE). 

Each  entry  contains  the  following 
information:  (1)  The  sponsor  of  the 
collection  (a  DOE  component  which 
term  includes  the  Federal  Energy 
Regulatory  Commission  (FERC));  (2) 
Collection  number(s);  (3)  Current  OMB 
docket  number  (if  applicable);  (4) 
Collection  title;  (5)  Type  of  request,  e.g., 
new.  revision,  extension,  or 
reinstatement;  (6)  Frequency  of 
collection;  (7)  Response  obligation,  i.e., 
mandatory,  voluntary,  or  required  to 
obtain  or  retain  benefit;  (8)  Affected 
pubUc;  (9)  An  estimate  of  the  number  of 
respondents  per  report  period;  (10)  An 
estimate  of  the  number  of  responses  per 
respondent  annually;  (11)  An  estimate 
of  the  average  hours  per  response;  (12) 
The  estimated  total  annual  respondent 
burden;  and  (13)  A  brief  abstract 
describing  the  proposed  collection  and 
the  respondents. 

DATES:  Comments  must  be  filed  by 
February  5, 1993.  If  you  anticipate  that 
you  will  be  submitting  comments  but 
find  it  difficult  to  do  so  within  the  time 
allowed  by  this  notice,  you  should 
advise  the  OMB  IX)E  Desk  Officer  listed 
below  of  your  intention  to  do  so,  as  soon 
as  possible.  The  Desk  Officer  may  be 
telephoned  at  (202)  395-3084.  (Also, 

£  lease  notify  the  EIA  contact  listed 
slow.) 
ADDRESSES:  Address  comments  to  the 
Department  of  Energy  Desk  Officer. 
Office  of  Information  and  Regulatory 
Affairs.  Office  of  Management  and 
Budget.  726  Jackson  Place  NW.. 
Washington.  DC  20503.  (Comments 
should  also  be  addressed  to  the  Office 
of  Statistical  Standards  at  the  address 
below.) 


FOR  FURTHER  aff^MIATION  AND  C0PC8  OF 
RELEVANT  MATEMALt  CONTACT:  Jay 

Casselberry,  Office  of  Statistical 
Standards.  (EI-73).  Forrestal  Building, 
U.S.  Department  of  Energy,  Washington, 
DC  20585.  Mr.  Casselberry  may  be 
telephoned  at  (202)  254-5348. 
SUPPLEMENTARY  MFORMATION:  The 
energy  information  collection  submitted 
to  OMB  for  review  was: 

1.  Energy  Information  Administration 

2.  EIA-800-804.  807.  810-814. 816-818, 
819M.  819A.  820,  822A/D,  and  825 

3. 1905-0165 

4.  Petroleum  Supply  Reporting  System 
Surveys  j 

5.  Revision 

6.  On  occasion.  Weekly.  Monthly. 
Annually,  and  Triennially 

7.  Mandatory 

8.  Businesses  or  other  for-profit 

9.  5,350  respondents 

10. 10.305  responses  per  respondent 
11. 1.145  hours  per  response 

12.  63,134  hours 

13.  The  Petroleum  Supply  Reporting 
System  collects  information  needed 
for  determining  the  supply  and 
disposition  of  crude  petroleum, 
petroleum  products,  and  natural  gas 
liquids.  These  data  are  published  by 
the  EIA.  Respondents  are  producers  of 
oxygenates,  operators  of  petroleum 
refining  facilities,  blending  plants, 
bulk  terminals,  crude  oil  and  product 
pipelines,  natural  gas  plant  facilities, 
tanker  and  barge  operators,  and  oil 
importers. 

Authority:  Sec.  5(a).  5(b).  13(b).  and  52, 
Public  Law  93-275.  Federal  Energy 
Administration  Act  of  1974. 15  U.S.C  764(a), 
764(b).  772(b).  and  790a. 

Issued  in  Washington,  DC.  Dec.  30. 1992. 
Yvonne  M.  Bisliop. 
Director,  Statistiail  Standards.  Energy 
Information  Administration. 
(FR  Doc.  93-203  Filed  1-5-93;  8:45  am] 
MUMO  COM  MSO-ei-M 


Agency  Informetion  Collections  Under 
Review  bi  tlte  Office  of  Management 
and  Budget 

AGENCY:  Energy  Information 
Administration.  DOE. 
ACTION:  Notice  of  request  submitted  for 
review  by  the  Office  of  Management  and 
Budget.^ 

SUMMARY:  The  Energy  Information 
Administration  (EIA)  has  submitted  the 
energy  information  collection(s)  listed  at 
the  end  of  this  notice  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  under  provisions  of  the 
Paperwork  Reduction  Act  (Pub.  L.  No. 
96-511. 44  U.S.C  3501  et  seq.).  The 
listing  does  not  include  collections  of 
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informatian  contained  in  new  or  revised 
regulations  which  are  to  be  submitted 
under  section  3504(h)  of  the  Paperwork 
Reduction  Act,  nor  management  and 
procurement  assistance  requirements 
collected  by  the  Department  of  Eneigy 
(DOE). 

Each  entry  contains  the  following 
information:  (1)  The  sponsor  of  the 
collection  (a  DOE  compooent.  which 
term  includes  the  Federal  Energy 
Regulatory  Commission);  (2)  Collection 
nuxnber(s];  (3)  Current  OMB  docket 
number  (if  appUcable);  (4)  Collection 
title:  (5)  Type  of  request,  e.g.,  new, 
revision,  extension,  or  reinstatem«it;  (6) 
Frequency  of  collection;  (7)  Response 
obligation,  i.e.,  mandatory,  voluntary,  or 
required  to  obtain  or  retain  benefit;  (8) 
Affected  public;  (9)  An  estimate  of  the 
number  of  respondents  per  report 
period;  (10)  An  estimate  of  the  number 
of  responses  per  respondent  annually; 
(11)  An  estimate  of  the  average  hours 
per  response;  (12)  The  estimated  total 
annual  respondent  biuden;  and  (13)  A 
brief  abstract  describing  the  proposed 
collection  and  the  respondents. 
DATES:  Comments  must  be  filed  by 
February  5, 1993.  If  you  anticipate  that 
you  will  be  submitting  comments  but 
find  it  difficult  to  do  so  within  the  time 
allowed  by  this  notice,  you  should 
advise  the  OMB  DOE  Desk  Officer  listed 
below  of  your  intention  to  do  so,  as  soon 
as  possible.  The  Desk  Officer  may  be 
telephoned  at  (202)  395-3084.  (Also, 
please  notify  the  EIA  contact  listed 
below.) 

ADDRESSES:  Address  comments  to  the 
Department  of  Energy  Desk  Officer, 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  726  Jackson  Place  NW., 
Washington,  DC  20503.  (Comments 
should  also  be  addressed  to  the  Office 
of  Statistical  Standards  at  the  address 
below. 

FOR  FURTHER  INFORMATKW  AND  COPIES  OF 
RELEVANT  MATERIALS  CONTACT:  Jay 
Casselberry,  Office  of  Statistical 
Standards,  (EI-73),  Forrestal  Building, 
U.S.  Department  of  Energy,  Washington, 
DC  20585.  Mr.  Casselberry  may  be 
telephoned  at  (202)  254-5348. 
SUPPLEMENTARY  INFORMATION:  The 
energy  information  collection  submitted 
to  OMB  for  review  was: 

1.  Federal  Energy  Regulatory 
Commission 

2.  FERC-520 
3. 1902-0083 

4.  Application  for  Authority  to  Hold 
■     Interlocking  Directorate  Position 

5.  Extension 

6.  On  occasion 

7.  Mandatory 

'8.  Businesses  or  other 


9.  25  respondesits 

10. 1  response  per  respondent 

11.  51.6  oours  per  response 

12. 1.296  hours 

13.  llie  Fedoal  Power  Act  requires  each 
persrai  that  desires  to  hold  public 
utility  interlocking  directorate 
positiMis  to  submit  an  applicatioo  to 
the  FERC  for  authority  to  do  so.  The 
supporting  information  describes  the 
interlocking  positions  the  applicant 
seeks  to  hold,  the  applicant's  financial 
interest,  other  officers  and  nature  of 
the  business  ralaticmships  among  the 
firms. 

Authority:  Sec.  S(a),  S(b),  13(b),  and  52, 
Public  Law  03-275,  Federal  Bnargy 
Administration  Act  of  1974.  IS  UJS.C.  764(a). 
764(b),  772(b),  and  790a. 

Issued  in  Washington,  DC,  December  30, 
1992. 

Yronna  M.  Bishop. 

Director,  Statistical  Standards,  Energy 

Information  Administration. 

[PR  Doc  93-204  Filed  1-5-93;  8:45  am) 
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Federal  Energy  Regulatory 
Commiaaion 

pocket  Noe.  EC93-6-000,  et  aL) 

Cincinnati  Gaa  &  Electric  Co.  and  PSi 
Energy,  Inc.,  at  al.;  Electric  Rate,  Small 
Power  Production,  and  Intariocklng 
Directorata  FHinga 

Take  notice  that  the  following  filings 
have  been  made  with  the  Commission: 

1.  Cincinnati  Gas  ft  Electric  Co.  and  PSI 
Energy,  Inc. 

(Docket  No.  EC93-6-000] 
December  28, 1992. 

Take  notice  that  on  December  23, 
1992,  Cincinnati  Gas  &  Electric  Co. 
("CG&E"),  on  behalf  of  itself  (and  its 
subsidiaries,  Union  Light,  Heat  and 
Power  Co.  and  Miami  Power  Corp.)  and 
PSI  Energy,  Inc.  (together,  "Applicants") 
filed,  pursuant  to  section  203  of  the 
Federal  Power  Act  and  Part  33  of  the 
Commission's  regulations,  a  Joint 
Application  requesting  authorization  to 
merge  and  reorganize  Applicants'  utility 
operations  and  to  dispose  of  Applicants' 
jurisdictional  facilities. 

Pursuant  to  an  Agreement  and  Plan  to 
Reorganization,  PSI  Resources  Inc..  PSI 
Energy  and  CG&E  will  merge  into  a  new 
corporation,  QNergy,  and  PSI  Energy 
and  CG&E  will  operate  as  separate 
utility  divisions  of  CIINergy.  The 
subsidiaries  of  CG&E  and  PSI  Resources 
(excluding  PSI  Energy,  but  including 
PSI  Energy's  subsidiaries)  will  become 
subsidiaries  of  CINergy.  'The  mergn*  will 
be  effected  through  an  exchange  of 


stodc.  with  PSI  Resources  and  CG&E 
shareholders  exchanging  dwir  shares  for 
shares  in  CINergy. 

Applicants  have  submitted  the  direct 
testimony  of  eleven  witnesses  wdio 
provide,  inter  alia,  a  descripticRi  crfdw 
merger  and  the  projected  benefits  for 
ratepayera  and  shareholders  and  an 
analysis  of  the  efiiacts  of  the  merger  on 
competition  in  the  relevant  markiBfts. 
Applicants  also  have  submitted  a  pro 
forma  open  access  transmission  tuiCF  for 
Applicants'  integrated  system,  whidi 
provides  a  range  of  services  for  a  single 
rate. 

Applicants  have  requested  that  the 
Commission  expedite  consideration  of 
the  Joint  Application  and  approve  it 
without  an  evidentiary  hearing. 

Comment  date:  January  27. 1993.  in 
accordance  with  Standard  Paragraph  B 
at  the  end  of  this  notice. 

2.  Northern  States  Power  Co. 

(Docket  No.  ER92-551-O01] 
December  30, 1992. 

Take  notice  that  on  November  23, 
1992,  Northern  States  Power  Company 
tendered  for  filing  its  compliance  filing 
in  response  to  a  Commission  letter  order 
dated  October  23, 1992. 

Comment  date:  January  8, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

3.  Ogden  Martin  Systems  of  Saa 
Bernardino,  Inc. 

[Docket  No.  ER93-281-000] 
Deceml)er  30, 1992. 

Take  notice  that  on  December  IS. 
1992,  Odgen  Martin  Systems  of  San 
Bernardino,  Inc.  (Ogden-San 
Bernardino)  tendered  fpx  filing  a  Notice 
of  Termination  of  Rate  Schedule  FERC 
No.  1  of  Ogden  Martin  Systems  of  San 
Bernardino,  Inc.  with  the  Federal 
Energy  Regulatory  Commission  (FERC 
or  the  Commission). 

On  September  23. 1987,  the 
Commission  accepted  for  filing  an 
electric  power  p\m:hase  agreement 
between  Ogden-San  Bernardino  and 
Southern  California  Edison  Company 
for  the  sale  of  capacity  and  energy  from 
a  proposed  42.5  MW  solid  waste, 
biomass-fueled  small  power  production 
facility  (the  Facility)  and  designated  the 
agreement  as  Rate  Schedule  FERC  No.  1. 
Due  to  tlie  decision  of  San  Bernardino 
County,  California,  to  not  proceed  with 
the  construction  of  the  Facility,  Ogden- 
San  Bernardino  will  not  sell  capacity 
and  energy  to  Southern  California 
Edison  Company  pursuant  to  Rate 
Schedule  FERC  No.  1  and,  accordingly, 
seeks  to  terminate  Rate  Schedule  FERC 
No.l. 
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Conunent  date:  January  13. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

4.  Entergy  Power,  Inc. 

[Docket  No«.  ER92-611-000;  ER92-664-O00; 
ER92-643-000  and  ER93-45-0001 

December  30. 1992. 

Take  notice  that  on  December  17. 
1992,  Entergy  Power,  Inc.  submitted  an 
amendment  to  its  rate  schedule  filings 
originally  submitted  in  the  above 
dockets  on  June  3. 1992,  June  26, 1992, 
August  14, 1992.  September  18. 1992, 
and  October  27, 1992. 

The  amendment  responds  to  a 
deficiency  letter  from  the  Director  of  the 
Division  of  Applications  dated 
November  17. 1992  and  issued  in  the 
above  referenced  proceedings. 

Comment  date:  January  13,  1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

5.  Gulf  State*  Utilities  Co. 

IDocket  No.  ER93-292-0001 

December  30, 1992. 

Take  notice  that,  pursuant  to  section 
205  of  the  Federal  Power  Act  and  part 
35  of  the  Commission's  regulations.  Gulf 
States  Utilities  Company  (Gulf  States), 
on  December  22, 1992.  tendered  for 
filing  rate  schedule  changes  with 
respect  to  Gulf  States'  provision  of 
wholesale  and  transmission  service  to 
Sam  Raybum  Dam  Electric  Cooperative. 
Inc.  (SRDE)  and  Sam  Raybum 
Municipal  Power  Agency  (SRMA),  and 
an  initial  Power  Interconnection 
Agreement  between  Gulf  States  and  the 
Vinton  Public  Power  Authority  (VPPA). 
Gulf  States  states  that  its  filing  amends 
the  Power  Interconnection  Agreement 
and  the  Power  Sueply  Agreement 
among  Gulf  States/SRDE.  and  SRMA  to 
account  for  the  sale  of  SRMA's  interest 
in  the  jointly-owned  Nelson  6 
generating  station  to  VPPA. 

Gulf  States  requests  a  waiver  of  the 
prior  notice  requirements  of  the  Federal 
Power  Act  and  the  Commission's 
regulations  to  allow  an  effective  date  for 
its  filings  of  December  18, 1992. 

Copies  of  the  filing  were  served  upon 
SRDE,  SRMA,  VPPA,  the  Public  Utility 
Commission  of  Texas,  and  the  Louisiana 
Public  Service  Commission. 

Comment  date:  January  13, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

6.  Florida  Power  Corp. 

(Docket  No.  ER93-299-0001 
December  30, 1992. 

Take  notice  that  Florida  Power 
Corporation  (Florida  Power),  on 
December  24, 1992,  tendered  for  filing 
•  wholesale  rate  change  in  its  full 


requirements,  partial  requirements  and 
transmission  rates.  The  amount  of  the 
rate  change,  either  an  increase  or  a 
decrease,  depends  on  the  rates  to  which 
the  current  ones  are  compared.  If 
compared  to  the  presently  effective 
rates,  the  filed  rates  accomplish  a  rate 
decrease  in  the  amount  of  $8.2  million 
or  5.6%  on  a  1993  calendar-year  basis. 
If  the  rates  filed  herein  are  compared  to 
the  rates  negotiated  in  settlement  of 
Florida  Power's  last  filing, 
(Consolidated  Docket  Nos.  ER92-436- 
000  and  EL92-29-000),  an  increase  of 
$8.4  million  per  year  or  6.8%  on  a  1993 
calendar-year  basis  results. 

Florida  Power  requests  that  the  rate 
change  be  permitted  to  become  effective 
on  Febrtiary  22. 1993.  and  that  it  be 
made  effective  without  suspension  if  the 
compliance  rates  are  in  effect  or  be 
suspended  for  the  minimum  one-day 
period  if  the  settlement  rates  are  in 
effect.  Florida  Power  states  that  it  has 
served  copies  of  its  filing  on  the  affected 
customers  and  the  Florida  Public 
Service  Commission. 

Comment  date:  January  13, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

7.  Public  Service  Company  of  New 
Mexico 


(Docket  Na  ER93-30O-O0O1 
December  30, 1992. 

Take  notice  that  on  December  28, 
1992,  Public  Service  Company  of  New 
Mexico  (PNM)  tendered  for  filing  a 
Notice  of  Termination  of  the 
Interconnection  Agreement  (PNM  Rate 
Schedule  FPC  No.  8  and  supplements 
thereto)  between  PNM  and  "nie  Western 
Colorado  Power  Company  (WCP),  as 
subsequently  assigned  to  WCP's 
successor,  Colorado-Ute  Electric 
Association  (CUEA)  and  since  CUEA's 
bankruptcy  to  Public  Service  Company 
of  Colorado  (PSCo)  and  Tri-State 
Generation  and  Transmission 
Association,  Inc.  (Tri-State). 

PNM  requesU  that  the  Commission's 
notice  requirements  be  waived  to  nermit 
the  Interconnection  Agreement  to  be 
terminated  effective  upon  the  contract 
termination  date  of  November  13, 1992. 

Copies  of  the  filing  have  been  served 
upon  PSCo.  Tri-State  and  the  New 
Mexico  Public  Service  Commission. 

Comment  date:  January  13. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

8.  Idaho  Power  Co. 

(Docket  No.  ER93-«9-000l 
December  30, 1992. 

Take  notice  that  on  December  22, 
1992.  Idaho  Power  Company  (IPC) 
tendered  for  filing  an  amendment  to  its 


filing  of  its  Agreement  for  the  Sale  and 
Purchase  of  Finn  Energy  dated  August 
31. 1992  with  Oregon  Trail  Electric 
Consumers  Cooperative,  Inc 

IPC  has  requested  waiver  of  the  notice 
provisions  S  35.3  of  the  Commission's 
regulations  in  order  to  permit  the 
Agreement  to  become  effective  on 
January  1, 1993.  as  requested  in  the 
original  filing  of  this  Agreement. 

Comment  date:  January  13. 1993.  in 
accordance  %vith  Standard  Paragraph  E 
at  the  end  of  this  notice. 

9.  G.  Alex  Bernhardt 

IDocket  No.  ID-2541-OOll 
December  30. 1992. 

Take  notice  that  on  December  24, 
1992.  G.  Alex  Bernhardt  (Applicant) 
tendered  for  filing  a  supplemental 
application  under  section  305(b)  of  the 
Federal  Power  Act  to  hold  the  following 
positions: 

Director    Duke  Power  Company 
Director    First  Union  Corporation 

Comment  date:  Janxiary  13. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

10.  Entergy  Power  Development  Corp. 

(Docket  Na  EG93-»-00Ol 
December  30, 1992. 

Take  notice  that  on  December  23, 
1992.  Entergy  Power  Development 
Corporation  (Entergy  Development) 
filed  an  application  under  section  32  of 
the  Public  Utility  Holding  Company  Act 
of  1935.  as  amended  by  section  711  of 
the  Energy  Policy  Act  of  1992,  seeking 
a  determination  by  the  Commission  that 
Entergy  Development  is  an  exempt 
wholesale  generator.  Entergy 
Development  owns  an  interest  in  a  250 
MW  electric  generating  facility  located 
in  Richmond.  Virginia. 

Comment  date:  January  19. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  enduf  this  notice. 

11.  Long  Island  Lifting  Co. 

(Docket  No.  ER93-298-O0O1 
December  30, 1992. 

Take  notice  that  on  December  24. 
1992.  Long  Island  Lighting  Company 
(LILCO)  tendered  for  filing  an 
Agreement  between  ULCO  and  the 
Suffolk  County  Electrical  Agency 
(SCEA)  dated  November  12. 1992.  for 
the  delivery  of  certain  New  York  Power 
Authority  power  and  energy  to  eligible 
customers  within  LILOO's  service 
territory  in  Suffolk  Coxinty.  New  York, 
together  with  a  supplement  thereto 
which  consists  of  a  Letter  Agreement 
between  LILCO  and  the  New  York 
Power  Authority  (NYPA)  dated  October 
29, 1992.  LILOO  has  requested  a  waiver 
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so  that  this  filing  can  become  effective 
on  January  1, 1993. 

Notice  IS  further  given  that  upon 
'acceptance  for  filing  or  approval  of  the 
instant  filing,  LILCO-FERC  Rate 
Schedule  No.  42.  including  Supplement 
Nos.  1  and  2,  and  those  portions  of 
LILCO-FERC  Rate  Schedule  No.  40  that 
govern  delivery  of  NYPA  economic 
development  power  to  SCEA's 
economic  development  customers  are 
hereby  cancelled. 

LE.CO  states  that  this  filing  has  been 
served  upon  the  New  York  State  Public 
Service  Commission,  NYPA,  and  SCEA. 

Comment  date:  January  13, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

12.  Richmond  Power  Enterprise,  LJ*. 

(Docket  No.  EG93-7-0001 
December  30. 1992. 

Take  notice  that  on  December  23. 
1992.  Richmond  Power  Enterprise,  L.P. 
(Richmond  Power)  filed  an  application 
under  Section  32  of  the  Public  Utility 
Holding  Company  Act  of  1935,  as 
amended  by  section  711  of  the  Energy 
Policy  Act  of  1992,  seeking  a 
determination  by  the  Commission  that 
Richmond  Power  is  an  exempt 
wholesale  generator.  Richmond  Power 
owns  and  operates  a  250  MW  electric 
generating  &cility  located  in  Richmond, 
(Virginia. 

I    Comment  date:  January  19, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

13.  Entergy  Richmond  Power  Corp. 

(Docket  No.  EG93-8-000] 
December  30. 1992. 

Take  notice  that  on  December  23. 
1992,  Entergy  Richmond  Power 
Corporation  (Entergy  Richmond)  filed 
an  application  imder  section  32  of  the 
Public  Utility  Holding  Company  Act  of 
1935,  as  amended  by  section  711  of  the 
Energy  Policy  Act  of  1992,  seeking  a 
determination  by  the  Commission  that 
Entergy  Richmond  is  an  exempt 
wholesale  generator.  Entergy  Richmond 
owns  an  interest  in  a  250  MW  electric 
generating  faciUty  located  in  Richmond, 
Virginia. 

Comment  date:  January  19, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

14.  Northeast  Utilities  Service  Co. 

(Docket  No.  ER93-297-000I 
December  30, 1992. 

Take  notice  that  on  December  23, 
i992.  Northeast  Utilities  Service 
Company  (NUSCO)  on  behalf  of  The 
Connecticut  Light  and  Power  Company 
(CLA^^).  Western  Massachusetts  Electric 
Company  (WMECO).  and  Public  Service 


Company  of  New  Hampshire  ?SNH) 
tendered  for  filing  a  Capacity, 
Transmission  and  Energy  Service 
Agreement  between  CL&P  and  Ckeen 
Moimtain  Power  Corporation  (CMP),  a 
Bulk  Power  Service  Agreement  between 
CL&P  and  Bozrah  Light  and  Power 
Company  and  a  Firm  Transmission 
Service  Agreement  Between  CL&P. 
WMECO.  and  PSNH  and  CMP. 

NUSCO  requests  that  the  Commission 
waive  its  standard  notice  periods  and 
filing  regulations  to  the  extent  necessary 
to  permit  the  rate  schedule  change  to 
become  effective  as  early  as  January  1, 
1993.  but  no  later  than  February  1, 1993. 

NUSCO  states  that  copies  of  this  rate 
schedule  have  been  mailed  or  delivered 
to  each  of  the  parties. 

NUSCO  furtner  states  that  the  filing  is 
in  accordance  with  section  35  of  the 
Commission's  regulations. 

Comment  date:  January  13. 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

15.  Green  Mountain  Power  Corp. 

(Docket  No.  ER93-29&-000] 
December  30, 1992. 

Take  notice  that  on  December  23, 
1992,  Creen  Mountain  Power 
Corporation  (Q»/(P)  tendered  for  filing  a 
Notice  of  Cancellation  of  Power  Sales 
Agreement  between  CMP  and  Bozrah 
Light  and  Power  Company  (Bozrah) 
(CMP  Rate  Schedule  FERC  No.  104). 

CMP  states  that  the  Notice  of 
Cancellation  is  part  of  a  comprehensive 
arrangement  under  which  Bozrah  will 
discontinue  the  purchase  of  its  bulk 
power  requirements  firom  GMP  and 
commence  the  purchase  of  its  bulk 
power  requirements  from  The 
Connecticut  Light  and  Power  Company. 
GMP  has  requested  the  Commission  to 
waive  any  applicable  requirements  in 
order  to  make  each  of  the  agreements 
included  in  this  arrangement  effective 
on  January  1, 1993. 

Comment  date:  January  13. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

Standard  Paragraphs 

E.  Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a 
motion  to  intervene  or  protest  with  the 
Federal  Eneigy  Regulatory  Commission, 
825  North  Capitol  Street,  NE., 
Washington.  DC  20426,  in  accordance 
with  Rules  211  and  214  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214).  All  such  motions  or  protests 
should  be  filed  on  or  before  the 
comment  date.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 


protestants  parties  to  the  proceeding. 

Any  person  wishing  to  become  a  party 

must  file  a  motion  to  intervene.  Copies 

of  this  filing  are  on  file  with  the 

Commission  and  are  available  for  public 

inspection. 

Lois  D.  Cuhril, 

Secretary. 

(PR  Doc  93-230  FUed  1-5-93;  8:45  am] 

BHJJNO  oooe  srir-ai^ 


[Beaver  City  Canyon,  Plant  No.  2  Projcd, 
FERC  No.  18S»-002] 

Beaver  City  Corp.;  Avallal)llity  of 
Envtronmental  Aaaeasmant 

December  30, 1992. 

In  accordance  with  the  National 
Environmental  Policy  Act  of  1969  and 
the  Federal  Energy  Regulatory 
Commission's  (Commission's) 
regulations,  18  CFR  part  380  (Order  No. 
486,  52  FR  47897),  the  Office  of 
Hydropower  Licensing  together  with  the 
USDA  Forest  Service  (FS)  have 
reviewed  the  application  for  new  minor 
license  for  the  existing  Beaver  City 
Canyon  Plant  No.  2  Hydroelectric 
Project,  located  on  the  Beaver  River,  in 
Beaver  Coimty.  near  Beaver,  Utah,  and 
have  prepared  a  joint  environmental 
assessment  (EA)  for  the  reUcense 
proposal.  In  the  EA,  the  FS  and  the 
Commission  staff  analyze  the  potential 
environmental  impacts  of  the  project 
and  conclude  that  approval  of  the 
project,  with  appropriate  environmental 
measures,  would  not  constitute  a  major 
federal  action  significantly  affecting  the 
quality  of  the  human  environment. 

Copies  of  the  EA  are  available  for 
review  in  the  Public  Reference  Branch, 
room  3104.  of  the  Commission's  offices 
at  941  North  Capitol  Street.  NW.. 
Washington.  DC  20426. 
UisD.CadieU. 
Secretary. 

(FR  Doc  03-217  Filed  1-5-93;  8:45  am] 
mujtta  cooc  (nr-ei-M 


[Docket  Noe.  CP9»-10M)00,  et  aL] 

Texas  Eastern  Transmission  Corp^  et 
al.;  Natural  Gas  Certificate  Filings 

Take  notice  that  the  following  fiUngs 
have  been  made  with  the  Commission: 

1.  Texas  Eastern  Transmission 
Corporation 

(Docket  No.  CPg3-108-000] 
December  28, 1992. 

Take  notice  that  on  December  14, 
1992.  Texas  Eastern  Transmission 
Corporation  (Texas  Eastern),  5400 
Westheimer  Court,  Houston,  Texas 
77056-5310  filed  in  Docket  No.  CP93- 
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108-000  an  application  pursuant  to 
section  7(c)  of  the  Natural  Gaa  Act  for 
a  certificate  of  public  convenience  and 
necessity  authorizing  it  to  provide  a 
new  incremental  finn  transportation 
service  pursuant  to  Rate  Schedule  FTS- 
11  and  to  construct  and  operate  the 
associated  incremental  facilities 
required  to  perform  the  proposed 
transportation  service,  all  as  more  fully 
set  forth  in  the  application  which  is  on 
file  with  the  Commission  and  open  to 
pubhc  inspection. 

Texas  Eastern  requests  authorization 
to  construct,  install,  own  and  operate 
the  following  facilities  required  to 
provide  the  proposed  transportation 
service: 

(a)  3.0  miles  of  30-inch  diameter 
pipeline  in  Warren  Qmnty,  Ohio; 

(b)  1.4  miles  of  36-inch  diameter 
pipeline  in  Monroe  County,  Ohio; 

(c)  0.96  mile  of  36-inch  diameter 
pipeline  loop  in  Greene  County, 
Pennsylvania; 

(d)  Replace  approximately  1.07  miles 
of  24-inch  diameter  pipeline  with  36- 
inch  diameter  pipeline  at  the 
Uniontown  Compressor  Station 
discharge  in  Somerset  County, 
Pennsylvania; 

(e)  Replace  approximately  1.00  mile 
of  24-inch  diameter  pipeline  with  36- 
inch  diameter  pipeline  at  the  Bedford 
Compressor  Station  discharge  in  FultOn 
County,  Pennsylvania;  and 

(f)  Replace  approximately  1.21  miles 
of  20-inch  diameter  pipeline  with  36- 
inch  diameter  pipeline  at  the  discharge 
of  Eagle  Compressor  Station  in  Bucks 
County,  Pennsylvania. 

Texas  Eastern  indicates  that  the 
pipposed  facilities  would  be  used  to 
render  firm  incremental  transportation 
service  for  Staten  Island  Cogeneration 
Corporation  (Staten  Island)  fitjm  the 
existing  point  of  interconnection 
between  Texas  Eastern  and  ANR 
Pipeline  Company  (ANR)  fiear  Lebanon, 
.   Ohio  to  an  existing  point  of 
interconnection  between  the  facilities  of 
Texas  Eastern  and  the  Brooklyn  Union 
Gas  Company  (BUG)  at  Goethals  Bridge, 
New  York.  Texas  Eastern  proposes  to 
transport  and  make  delivery  of  up  to 
11,600  Dth  equivalent  of  natural  gas  per 
day  to  Staten  Island. 

Texas  Eastern  states  that  the  estimated 
total  capital  cost  of  the  proposed 
facilities  is  $14,598,000.  Texas  Eastern 
indicates  that  the  proposed  facilities 
will  be  financed  initially  by  Texas 
Eastern  with  funds  on  hand,  borrowing 
under  Texas  Eastern's  revolving  credit 
arrangements  or  short-term  financing. 
Comment  date:  January  19, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 


2.  Arkla  Energy  KeaourcM  a  division  of 
Arkia,  Inc. 

[Docket  No.  CP9»-128-000l 
Decembw  29, 1092. 

Take  notice  that  on  December  22. 
1992,  Arkla  Energy  Resources,  a 
divi8i<Mi  of  Arkla.  Inc..  (AER),  P.O.  Box 
21734,  Shreveport,  Louisiana  71151, 
filed  in  Docket  No.  CP93-1 28-000  a 
request  pursuant  to  §§  157.205, 157.211 
and  157.212  of  the  Commission's 
Regulations  under  the  Natural  Gas  Act 
(18  CFR  157.205, 157.211. 157.212)  for 
authorization  to  construct  and  operate 
certain  facilities  under  AER's  blanket 
certificate  Issued  in  Docket  No.  CP82- 
384-000,  et  al.,  pursuant  to  section  7  of 
the  Natural  Gas  Act,  all  as  more  fully  set 
forth  in  the  request  that  is  on  file  with 
the  Commission  and  open  to  public 
inspection. 

AER  proposes  to: 

(1)  Construct  and  operate  two  new 
sales  taps  and  related  facilities  in  Coal 
County,  Oklahoma,  for  delivery  of 
natural  gas  to  Arkansas  Louisiana  Gas 
Company  (ALG)  for  resale  to  two 
domestic  customers,  Stephen  J.  Burge, 
and  Frank  Whitt.  It  is  projected  that 
each  customer  would  use  approximately 
1  Mcf  on  a  peak  day  and  85  Mcf 
aimually.  AER  stetes  that  each  of  the  tap 
facilities  would  cost  approximately 
$1,389. 

(2)  Operate  an  existing  1-inch  tap  on 
AER's  Line  OT-23  in  Sebastian  County, 
Arkansas,  for  delivery  of  natural  gas  for 
resale  to  ALG's  domestic  customer, 
Thomas  Goodin,  who  is  projected  to  use 
1  Mcf  on  a  peak  day  and  85  Mcf 
annually.  AER  states  that  this  customer 
would  manifold  onto  an  existing  tap 
installed  for  right-of-way  grantor  Terrell 
Jones  in  1974. 

AER  states  that  the  facilities  would  be 
financed  with  internally  generated 

capital. 

Comment  date:  February  12, 1993,  in 
accordance  with  Standard  Paragraph  G 
at  the  end  of  this  notice. 

3.  Northern  Natural  Gas  Company 


(Docket  No.  CP93-88-0001 
December  29, 1992. 

Take  notice  that  on  December  3, 1992, 
Northern  Natural  Gas  Company 
(Northern),  1111  South  103rd  Street, 
Omaha,  Nebraska  68124-1000,  filed  in 
Docket  No.  CP93-88-000  an  application 
pursuant  to  section  7(b)  of  the  Natural 
Gas  Act  for  permission  and  approval  to 
abandon  six  individually  certificated 
transportation  and  exchange  agreements 
between  Northern  and  EL  Paso  Natural 
Gas  Company  (EL  Paso),  all  as  more 
fully  set  forth  in  the  application  which 
is  on  file  with  the  Commission  and  open 
to  public  inspection. 


Specifically,  Northern  proposes  to 
abandon  its  Rate  Schedules  T-1,  T-3. 
T-25.  X-21.  X-58  and  X-68  contained 
in  its  FERC  Gas  Tariff,  Original  Volume 
No.  2.  Northern  indicates  that  proper 
notice  was  given  by  Northern  and  El 
Paso  for  the  termination  of  the  service 
under  these  agreements  are  no  longer 
required  and  the  abandonment 
requested  will  not  impact  the  remaining 
service  of  Northern  of  EL  Paso.  Finally. 
Northern  states  that  EL  Paso  has 
received  authorization  fiom  the 
Commission  to  abandon  the  certificates 
issued  to  EL  Paso  for  two  of  these 
agreements  and  is  filing  in  a  separate 
application  to  abandon  its  certificates 
issued  for  the  remaining  four 
agreements.  .    ■ 

Comment  date:  January  19. 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

4.  Panhandle  Eastern  Pipe  Line  Co. 

[Docket  No.  CP93-110-0001 
December  30, 1992. 
Take  notice  that  on  December  14. 

1992,  Panhandle  Eastern  Pipe  Line 
Company  (Panhandle),  P.O.  Box  1642, 
Houston,  Texas  77251-1642,  filed  in 
Docket  No.  CP93-11O-O00  a  request 
under  Section  7(b)  of  the  Commission's 
Regulations  under  the  Natural  Gas  Act 
for  a  certificate  permitting  and 
approving  abandonment  of  sales  service 
provided  to  the  Qty  of  Hazelton,  Kansas 
(Hazelton),  an  existing  jurisdictional 
customer  under  Panhandle's  Rate 
Schedule  SSS-3,  all  as  more  fully  set 
forth  in  the  request  which  is  on  file  with 
the  Commission  and  open  to  public 
inspection. 

Panhandle  states  that  it  is  requesting 
authorization  to  abandon  firm  sales 
service  provided  to  Hazelton  under  Rate 
Schedule  SSS-3,  effisctive  January  1. 

1993.  as  a  result  of  Hazelton's  election 
to  terminate  its  firm  sales  service  with 
Panhandle  effective  January  1. 1993. 
Panhandle  states  that  Hazelton  will 
convert  to  firm  transportation  service 
provided  under  Panhandle's  Rate 
Schedule  SCT  effective  January  1, 1993. 
No  facilities  are  proposed  to  be 
abandoned  herein. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

5.  Panhandle  Eastern  Pipe  Line  Co. 

[Docket  No.  CTga-llS-OOC) 
December  30. 1992. 

Take  notice  that  on  December  17, 
1992,  panhandle  Eastern  Pipe  Line 
Company  (Panhandle).  P.O.  Box  1642, 
Houston,  Texas  77251-1642,  filed  in 
Docket  No.  CP93-115-0O0  a  request 
xmder  section  7(b)  of  the  Commission's 
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Regulations  under  the  Natural  Gas  Act 
for  a  certificate  permitting  and 
approving  abandonment  of  sales 
services  provided  to  Associated  Natural 
Gas  Company  (Associated),  under 
Panhandle's  Rate  Schedules  SSS-2  to  be 
effective  January  1, 1993,  all  as  more 
fully  set  forth  in  the  request  which  is  on 
file  with  the  Commission  and  open  to 
public  inspection. 

Panhandle  states  it  is  requesting 
authorization  to  abandon  firm  sales 
service  provided  to  Associated  under 
Rate  Schedule  SSS-2.  effective  January 
1, 1993,  as  a  result  of  Associated 's 
election  to  terminate  its  firm  sales 
service  with  Panhandle  effective 
January  1, 1993.  Panhandles  states  that 
Associated  will  convert  to  firm 
transportation  service  provided  imder 
Panhandle's  Rate  Schedule  SCT 
effective  Jeinuary  1, 1993.  No  facilities 
are  proposed  to  be  abandoned  herein. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

6.  Panhandle  Eastern  Pipe  Line  Co. 

[Docket  No.  CP93-112-0001 
December  30, 1992. 

Take  notice  that  on  December  15, 
1992,  Panhandle  Eastern  Pipe  Line 
Company  (Panhandle),  P.O.  Box  1642, 
Houston,  Texas  77251-1642,  filed  in 
Docket  No.  CP93-1 12-000  a  request 
under  section  7(b)  of  the  Commission's 
Regulations  under  the  Natural  Gas  Act 
for  a  certificate  permitting  and 
approving  abandonment  of 
transportation  and  sales  services 
provided  to  Kansas-Nebraska  Natural 
Gas  Company  (KN),  \mder  Panhandle's 
Rate  Schedules  T-41,  T-61,  and  TT-1  to 
be  effective  October  31, 1992,  all  as 
more  fiiUy  set  forth  in  the  request  which 
is  on  file  with  the  Commission  and  open 
to  public  inspection. 

Panhandle  states  that  by  letters  dated 
October  19. 1992.  Panhandle  and  KN 
have  mutually  agreed  to  terminate  Rate 
Schedules  TT-1,  T-41  and  T-61 
effective  October  31. 1992.  Panhandle 
further  states  that  the  existing 
interconnections  with  KN  will  continue 
to  be  available  for  open  access 
transportation  service.  No  facilities  are 
proposed  to  be  abandoned  herein. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

7.  United  Gas  Pipe  Line  Co. 

[Docket  No.  CP93-131-000) 
December  30, 1992. 

Take  notice  that  on  December  2. 1992, 
United  Gas  Pipe  Line  Company 
(United).  P.O.  Box  1478.  Houston.  Texas 
77251-1478.  filed  a  request  with  the 


Commission  in  Docket  No.  CP93-131- 
000  pursuant  to  §  157.205  of  the 
Commission's  Regulations  imder  the 
Natural  Gas  Act  (NGA)  for  authorization 
of  facilities  previously  constructed 
under  section  311(a)  of  the  Natural  Gas 
Policy  Act  (NGPA)  and  §  284.3(c)  of  the 
Commission's  regulations,  under 
United's  blanket  certificate  issued  in 
Docket  No.  CP88-6-000,  all  as  more 
fully  set  forth  in  the  request  which  is 
open  to  public  inspection. 

United  states  that  the  proposed 
facilities  will  enable  United  to  provide 
transportation  services  under  its  blanket 
transportation  certificate  through  all  of 
its  facilities  to  all  current  and  potential 
shippers.  United  also  states  that  it  has 
sufficient  capacity  to  provide  the 
proposed  service  without  detriment  to 
its  other  existing  customers. 

Comment  date:  February  16. 1993.  in 
accordance  with  Standard  Paragraph  G 
at  the  end  of  this  notice. 

Standard  Pamgraphs 

F.  Any  person  desiring  to  be  heard  or 
make  any  protest  with  reference  to  said 
file  with  the  Federal  Energy  Regulatory 
Commission.  825  North  CapitolStreet, 
N.E.,  Washington.  DC  20426,  a  motion 
to  intervene  or  a  protest  in  accordance 
with  the  requirements  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214)  and  the  Regulations  imder  the 
Natural  Gas  Act  (18  CFR  157.10).  All 
protests  filed  with  the  Commission  will 
be  considered  by  it  in  determining  the 
appropriate  action  to  be  taken  but  will 
not  serve  to  make  the  protestants  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  to  a  proceeding  or  to 
participate  as  a  party  in  any  hearing 
therein  must  file  a  motion  to  intervene 
in  accordance  with  the  Commission's 
Rules. 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject  to 
jurisdiction  conferred  upon  the  Federal 
Energy  Regulatory  Commission  by 
sections  7  and  15  of  the  Natural  Gas  Act 
and  the  Commission's  Rules  of  Practice 
and  Procedure,  a  hearing  will  be  held 
without  further  notice  before  the 
Commission  or  its  designee  on  this 
filing  if  no  motion  to  intervene  is  filed 
within  the  time  required  herein,  if  the 
Commission  on  its  own  review  of  the 
matter  finds  that  a  grant  of  the 
certificate  is  required  by  the  public 
convenience  and  necessity.  If  a  motion 
for  leave  to  intervene  is  timely  filed,  or 
if  the  Commission  on  its  own  motion 
believes  that  a  formal  hearing  is 
required,  further  notice  of  such  hearing 
will  be  duly  given. 

Under  the  procedur6  herein  provided 
for,  unless  otherwise  advised,  it  will  be 


unnecessary  for  the  appUcant  to  appear 
or  be  represented  at  the  hearing. 

G.  Any  person  or  the  Commission's 
staff  may,  within  45  days  after  the 
issuance  of  the  instant  notice  by  the 
Commission,  file  pursuant  to  Rule  214 
of  the  Commission's  Procedural  Rules 
(18  CFR  385.214)  a  motion  to  intervene 
or  notice  of  intervention  and  pursuant 
to  S  157.205  of  the  Regulations  imder 
the  Natural  Gas  Act  (18  CFR  157.205)  a 
protest  to  the  request  If  no  protest  is 
filed  within  the  time  allowed  therefore. 
the  proposed  activity  shall  be  deemed  to 
be  authorized  effective  the  day  after  the 
time  allowed  for  filing  a  protest.  If  a 
protest  is  filed  and  not  withdrawn 
within  30  days  after  the  time  allowed 
for  filing  a  protest,  the  instant  request 
shall  be  treated  as  an  application  for 
authorization  pursuant  to  section  7  of 
the  Natural  Gas  Act 
Lois  D.  Caifaell. 
Secretary. 
[PR  Doc.  93-229  Filed  1-5-93;  8:45  am] 

MUMQ  coos  SriT-M-H 


[Dockat  Nos.  TA93-1-20-000  and  TM93-»- 
2(M)00] 

Algonquin  Get  Tranemiesion  Co.; 
Notice  of  Propoaed  Ctiangea  in  FERC 
Gaa  Tariff 

December  30, 1992. 

Take  notice  that  Algonquin  Gas 
Transmission  Company  ("Algonquin") 
on  December  23, 1992,  tendered  for 
filing  proposed  changes  in  its  FERC  Gas 
Tariff,  Third  Revised  Volume  No.  1.  as 
set  forth  in  the  revised  tariff  sheets: 

Proposed  to  be  effective  February  1, 1993 

6  Rev  Sheet  No.  63 

Proposed  to  be  effective  March  1, 1993 

2  Rev  16  Rev  Sheet  No.  21 
2  Rev  16  Rev  Sheet  No.  22 
2  Rev  16  Rev  Sheet  No.  25 
2  Rev  16  Rev  Sheet  No.  26 
2  Rev  16  Rev  Sheet  No.  27 
2  Rev  16  Rev  Sheet  No.  28 
2  Rev  16  Rev  Sheet  No.  29 

Algonquin  states  that  the  revised  tariff 
Sheet  Nos.  21  through  29,  listed  above, 
are  being  filed  as  part  of  Algonquin's 
regularly  scheduled  Annual  Purchased 
Gas  Adjustment  ("PGA")  and 
Transportation  Cost  Adjustment 
("TCA")  to  reflect  the  standby  service 
costs  to  be  charged  by  Texas  Eastern 
Transmission  Corporation  ("Texas 
Eastern"),  Transportation  and 
Compression  by  Others'  Costs  ("T&l. 
Costs")  from  Texas  Eastern  and 
Transcontinental  Gas  Pipe  Line 
Corporation  and  purchased  gas  costs  to 
be  charged  by  its  various  suppUers. 

Algonquin  states  that  the  effect  of  the 
change  in  rates  in  the  listed  sheets  is  to 
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decreaM  the  demand  charges  by  $0.4400 
per  MMBtu  and  to  decrease  the 
commodity  charges  by  $0.4373  per 
MMBtu  under  all  of  Algonquin's  firm 
sales  rate  schedules  from  those  rates 
contained  in  Algonquin's  last  quarterly 
PGA  and  TCA  filing,  made  October  29. 
1992  in  Docket  Nos.  TQ93-2-20-001 
and  TM93-5-2Q-000  and  revised 
December  9. 1992  per  Commission 
Letter  Order  of  November  24. 1992. 

Algonquin  states  that  the  proposed 
e^ctive  date  for  the  listed  tariff  sheets 
is  March  1. 1993  with  the  exception  of 
6  Rev  Sheet  No.  63. 

Algonquin  further  states  that  it  is 
filing  Sheet  No.  63  to  concurrently  track 
the  change  made  by  Texas  Eastern  in  the 
imderl3^g  rates.  Pursuant  to  section 
4.2(c)  of  Rate  Schedule  ATAP,  the 
proposed  effiactive  date  of  Sheet  No.  63 
is  February  1. 1993  to  coincide  with  the 
effective  date  of  Texas  Easteni's  filing, 
llie  effect  of  the  revision  in  rates  in  Ratd 
Schedule  ATAP  is  to  decrease  the 
demand  rate  by  $0.7600  per  MMBtu  and 
decrease  the  maximiun  commodity  rates 
by  $0.0241  per  MMBtu. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street.  NE..  Washington. 
DC  20426,  in  accordance  with  sections 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regxilations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  15, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Lois  D.  Cashell, 
Secretary. 
IFR  Doc.  93-221  Filed  l-5-«3;  8:45  ami 

iUJNO  CODE  •717-ei-M 

[Doclwt  Na  RP93-S3-000] 

Carnegie  Natural  Gaa  Co.;  Petition  for 
Temporary  Wah^er  of  Regulationa  and 
Tariff,  and  for  Expedited  Action 

December  30. 1992. 

Take  notice  that  on  December  23, 
1992,  Carnegie  Natxiral  Gas  Company 
(Carnegie)  filed  a  petition  for  waiver  of 
§  154.305(1)  (1)  (iii)  of  the  Commission's 
reg\ilations  and  Section  23.9  of  the 
General  Terms  and  Conditions  of 
Carnegie's  FERC  Gas  Tariff  to  permit 
Carnegie  to-retain  the  balance  in  the 


refund  subaccoimt  of  its  Accovmt  No. 
191  until  such  time  as  the  Account  No. 
191  settlement  proposal  filed  in 
Carnegie's  restructuring  proceeding  in 
Docket  No.  RSg2-30-000  becomes 
subject  to  a  final  Commission  order. 

Carnegie  requests  that  the 
Commission  gnat  temporary  waiver  of 
the  requirement  that  it  disburse  to  its 
customers  within  90  days,  or  before 
Janiiary  30, 1993.  the  demand  portion  of 
the  refund  received  by  Carnegie  from 
Texas  Eastern  Transmission  Corporation 
(Texas  Eastern)  on  October  30. 1992. 
Carnegie  states  that  waiver  is  requested 
only  for  the  limited  period  pending  the 
outcome  of  the  issues  in  Docket  No. 
RS92-30-000  concerning  the  treatment 
upon  restructuring  of  Carnegie's 
remaining  unrecovered  gas  costs. 

Carnegie  states  that  copies  of  the 
filing  have  been  served  upon  all  affacted 
customers  of  Carnegie  and  interested 
state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  R^ulatory  Commission.  825 
North  Capitol  Street,  NE..  Washington. 
DC  20426.  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  7. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  Uie 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 
Lois  D.  Catbell. 
Secretary. 

(PR  Doc  03-216  Piled  1-5-93;  8:45  am] 
I  coot  snT-tf-M 


State  by  Tennessee  Gas  Pipeline 
Company  (Tennessee). 

Granite  State  states  that,  on  December 
1. 1992.  Tennessee  filed  revised  tariff 
sheets  to  recover  additional  transition 
costs  in  Docket  Nos.  RP93-37-O00  and 
TM93-2-9-000.  According  to  Granite 
State,  its  tariff  sheet  reflects  the  changes 
in  Tennessee's  allocation  of  take-or-pay 
costs  to  Granite  State  and  also  compliM 
with  the  requirements  of  the 
reallocation  of  costs  to  small  customers 
pursuant  to  Otdet  No.  528-A. 

According  to  Granite  State  the 
proposed  rate  changes  are  applicable  to 
its  jiuisdictional  sales  services  rendered 
to  Bay  State  Gas  Company  and  Northern 
Utilities.  Inc.  and  to  a  sale  to  a  direct 
custCKner,  Pease  Air  Force  Base.  Granite 
State  further  states  that  copies  of  its 
filing  were  served  upon  its  customers 
and  the  regulatory  commissions  of  the 
States  of  Maine.  New  Hampshire  and 
Massachusetts. 

Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  refsrenoe  to  said 
fiUng  shoiild  file  a  motion  to  intervene 
or  protest  with  the  Federal  Energy 
Regulatory  Commission.  825  North 
Capitol  Street.  NE..  Washington.  DC 
20426  in  acctvdance  with  Rules  211  and 
214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214).  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  7, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  bcKX)me  a  party 
to  the  proceeding  or  to  participate  as  a 
party  in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 
the  Commission's  Rules.  Copies  of  this 
filing  are  on  file  with  the  Commission 
and  are  available  for  public  inspection. 

Lota  D.  Caahell. 


pocket  No.  TM9»-8-4-0001 

GranHa  State  Gaa  Transmlaaion.  Inc.; 
Ftotioa  of  Propoaed  Changea  In  Ratea 

December  30, 1992. 

Take  notice  that  on  December  28. 
1992,  Granite  State  Gas  Transmission. 
Inc.  (Granite  State).  300  Friberg 
Parkway.  Westborough.  Massachusetts . 
01581  filed  Sixth  Revised  Sheet  No.  24 
in  iU  FERC  Gas  Tariff.  Second  Revised 
Voliwie  No.  1,  proposing  changes  in 
rates  for  effectiveness  on  January  28. 
1993. 

According  to  Ckanite  State,  its  filing  is 
submitted  to  passthrough  to  its 
customers  the  take-or-pay  buydown  and 
buyout  costs  directly  billed  to  Granite 


Secretary. 

(PR  Doc  93-218  Filed  1-5-93: 8:45  am] 

MLUNO  COOC  SnT-OI-M 


[Docket  No.  TM93-7-4-O00] 

Granlto  Stat*  Qaa  Tranamlsaion.  Inc.; 
Notic*  of  Propoaad  Changea  In  Rataa 

December  3C,  1992. 

Take  notice  that  on  December  28. 
1992.  Granite  State  Gas  Transmission. 
Inc.  (Granite  State)  300  Friberg  Paricway, 
Westborough.  Massachusetts  01581 
tendered  for  filing  the  revised  tarifr 
sheets  listed  below  in  its  FERC  Gas 
Tariff,  Second  Revised  Volume  No.  1, 
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containing  changes  in  rates  for 
effisctiveness  on  December  1, 1992: 

Eighteenth  Revised  Sheet  No.  25 
Second  Revised  Sheet  No.  66 

According  to  (kanite  State,  it  provides 
storage  services  for  Bay  State  Gas 
Company  and  Narthem  Utilities,  Inc., 
under  its  Rate  Schedule  S-1  with 
storage  capacity  provided  in  a  fodlity 
operated  by  Penn-York  Energy 
Corporation  (Penn-York)  pursuant  to 
Penn- York's  Rate  Schedale  SS-1. 

Granite  State  further  states  that  Penn- 
York  filed  proposed  changes  in  its  rates 
for  storage  service  luider  Rate  Schedule 
SS-1  in  Docket  No.  RP92-161-000 
which  were  suspended  until  December 
1. 1992.  According  to  Granite  State, 
Pemi-York  moved  its  suspended  rate 
changes  into  effect  on  December  1. 
1992. 

Granite  State  states  that  its  filing 
trades  in  its  Rate  Schedule  S-1  the 
revised  rates  made  effective  on 
December  1, 1992  by  the  motion  filed  by 
Penn-York  in  Docket  No.  RP92-161- 
000. 

Granite  State  states  that  copies  of  its 
filing  were  served  on  its  storage  service 
customers.  Bay  Statei^as  Company  and 
Northern  Utilities,  Inc.  and  also  on  the 
regulatory  commissions  of  the  states  of 
Maine,  Massachusetts  and  New 
Hampshire. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE..  Washington, 
DC  20426,  in  accordance  with  sections 
211  and  214  of  the  Commission's  Rules 
of  Practice  and  Preceding  (18  CFR 
385.211  and  385.214).  All  such  motions 
or  protests  should  be  filed  on  or  before 
January  7, 1993.  Protests  Mrill  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding, 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Lois  D.  Cashell, 
Secretary. 

(FR  Doc.  93-^22  Filed  1-5-93;  8:45  am) 
WLUNG  CODE  «nr-ti-H 


[Project  No.  1855-006] 

New  England  Powmt  Co.;  Notice 
Dismissing  Complaint 

December  29, 1992. 

New  England  Power  Company  is  the 
licensee  iot  the  BelloirB  Falu  Project 
No.  1855.  located  on  the  Connecticut 


River  in  CSieshire  and  SvlUvan 
Counties,  New  Hampshire,  and  in 
Windham  and  Windsor  Coimties, 
Vermont.*  Horace  A.  and  Betty  B. 
Bezanson,  and  their  daughter  Marda  S. 
Calloway  (collectively,  the  Bezansons). 
own  property  within  the  project 
boundary  over  which  New  England 
Power  has  flowage  rights.^  On  December 
28, 1989.  the  Bezansons  filed  a 
complaint  ^  alleging  that  New  England 
Power  *  intended  to  convey  certain 
property  rights  with  respect  to  land 
v^nthin  the  projed  boimdary  and 
adjacent  to  the  Bezansons'  to  facilitate 
the  construction  of  a  wood  chip  storage 
and  transfer  facility  adjacent  to  the 
Bezanson's  property.  The  wood  chip 
faciUty  was  to  be  developed  by 
Woodland  Fiber,  Inc.  on  land  owned  by 
Cersosimo  Lumber  Company  over 
which  New  England  Pqwer  has  flowage 
rights. 

On  Odober  7, 1992,  the  Diredor. 
Division  of  Projed  Compliance  and 
Administration  (Diredor),  sent  a  status 
request  letter  to  the  parties.  The  letter 
noted  that  during  its  preUminary 
investigation  of  the  complaint  the 
Commission  staff  had  received  informal 
indications  that  Woodland  Fiber,  Inc. 
may  no  longer  be  planning  to  construd 
the  contemplated  wood  chip  storage  and 
transfer  facility,  such  that  the  complaint 
may  be  moot.  The  letter  asked  the 
parties  to  advise  the  Commission  of  the 
current  status  of  the  matter,  induding 
any  recommendations  the  parties  might 
have  with  resped  to  future  proceedings 
on  the  complaint. 

Both  parties  responded  to  the 
Diredor's  letter.'  Marcia  Calloway,  on 
behalf  of  the  Bezansons,  responded  first, 
indicating  that  she  is  "not  privy  to  the 
plans"  of  either  Woodland  Fiber.  Inc.  or 
Cersosimo  Lumber  Company,  and  is 
"therefore  unable  to  tell  you  the  exad 
status  of  their  intention  *  *  *."  Her 
letter  refers  to  a  recent  application  by 
Cersosimo  for  an  access  right-of-way 


>8FERC161.122(1979). 

'  The  BelloMTS  Falls  Project  includes  a  2.B(M-acr8 
reservoir  that  extends  af/fmainMeiy  26  miles 
upstieem  from  the  project's  dam.  The  project 
boundary^ijicludeE  iuid  aiong  the  shoreline  that 
New  England  Power  needi  for  the  operation  and 
maintenance  of  the  project.  New  England  Power  has 
title  in  fee  to  only  a  smiill  portion  of  this  land,  and 
has  flowage  easements  over  the  rest. 

'  Notice  of  the  complaint  was  published  in  the 
Federal  Ragisiar  (55  FR  19979,  May  14, 1990). 

*The  complaint  was  filed  against  New  England 
Power  Service  Company,  an  ^liale  of  New 
England  Power  Company,  which  is  Ifae  licaaaea. 
New  England  Power  filed  an  answer  cm  lune  13. 
1990. 

*  See  letter  from  Marcia  S.  Calloway,  dated 
October  14  and  filed  October  19. 1992,  and  lenar 
from  Mark  E.  Slade,  aHomay  for  New  bgbnd 
Power,  dated  Nof«Babar  6  and  Bled  November  9. 
1992,  both  addressed  to  the  Comniissinn's 
Secretary. 


permit,  from  which  "complainants  can 
only  assume  that  the  Woodland  Fiber 
projed  is  still  viable,"  Accordingly, 
"complainants  request  the  Commissicm 
to  consider  this  matter  as  op«i  and 
continue  the  proceeding  pending 
definite  withdrawal  of  the  WootUand 
Fiber,  Inc.  wood  chip  storage  and 
transfer  facility  project" 

New  England  Power  contends,  in  its 
response  to  the  Director,  that  the 
complaint  has  been  rendered  moot  and 
should  therefore  be  dismissed.  New 
England  Power's  response  indudes  a 
letter  to  New  England  Power  '  from 
Ramsey,  X4cLaren,  the  firm  that  had 
been  retained  by  Woodland  Fiber.  Inc. 
to  secure  the  permits  and  approvals 
necessary  for  the  construction  of  the 
wood  chip  fadUty.  That  Irttar  describes 
the  current  status  of  the  proposed  wood 
chip  fiadlity  as  follows: 

3.  In  May  1991  the  property  owner 
advised  Woodland  Fiber  that  no  furUier 
land  lease  extensions  would  be  granted 
and  that  the  purchase  option  had  to  be 
exercised  if  Woodland  Fiber  wanted  to 
(Xintinue  with  its  permit  and  approval 
process.  Woodland  Fiber  did  not 
exerdse  the  purchase  option. 

4.  The  state  Land  Use  Permit 
appUcation  was  terminated  at  that  time 
and  the  local  site  plan  and  zoning 
approvals  subsequently  expired  due  to 
an  absence  of  activity  within  the 
statutory  time  period. 

5.  To  the  best  of  our  knowledge. 
Woodland  Fiber  has  no  intention  of 
resuming  any  activities  necessary  for  the 
estabhshment  of  a  wood  fiber  storage 
and  transfer  fedlity  at  this  site  and  we 
have  therefore  closed  the  file.  lEmphasis 
in  original.] 

New  England  sent  a  copy  of  its 
response  to  Marcia  Calloway.  No 
response  to  New  England  Power's  lettOT 
was  filed. 

Based  on  the  above-described 
correspondence  in  the  record,  there 
appears  to  be  no  pres«it  plans  to 
construd  and  operate  the  proposed 
wood  chip  storage  and  transfer  fadlity. 
Inasmuch  as  the  complaint  was 
predicated  on  the  development  of  that 
faciUty.  the  complaint  does  not  present 
a  ciment  controversy.  Therefwe.  the 
complaint  is  dismissed,  but  without 
prejudice  to  refiling  in  the  event  that  die 
proposal  to  construd  the  wood  chip 
faciUty  is  revived. 

This  notice  constitutes  final  agency 
adion.  Requests  for  rehearing  by  the 
Commission  may  be  filed  within  30 


•See  laMar  frcMD  Hal ).  WiUdas  to  Marie  Sbda. 
dated  Novenibar  4, 1992. 
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days  of  the  issuance  of  this  notice, 

pursuant  to  18  CFR  385.713. 

UkD.CuiieU. 

Secretary. 

IFR  Doc  93-109  Filed  1-5-93;  8:45  am] 

MLUNC  COM  •n7-ei-M 


[Docket  No.  RP93-«2-O001 

Northern  Natural  Gaa  Co.;  Notice  of 
Propoeed  Changea  in  FERC  Gaa  Tariff 

December  30. 1992. 

Take  notice  that  Northern  Natural  Gas 
Company  (Northern)  on  December  23, 
1992.  tendered  for  filing  to  become  part 
of  Northern's  FERC  Gas  Tariff,  the 
following  tariff  sheets,  proposed  to 
become  effective  January  1, 1993: 

Fourth  Revised  Volume  No.  1 

Third  Revised  Sheet  No.  56 
Third  Revised  Sheet  No.  57 
Third  Revised  Sheet  No.  58 
Substitute  Third  Revised  Sheet  No.  56 
Substitute  Third  Revised  Sheet  No.  57 
Substitute  Third  Revised  Sheet  No.  58 

Oriffnal  Volume  No.  2 

One  Hundred  Twenty-Third  Revised  Sheet 

No.  IC 
Substitute  123  Revised  Sheet  No.  IC 

Northern  states  that  the  filing  of  the 
revised  tariff  sheets  reflects  notice  to 
Northern's  customers  of  the  potential 
shifting  of  costs  from  the  IGIC  to  the 
PGA.  The  Northern  Distributor  Group 
has  challenged  the  inclusion  of  certain 
Pre- July  1991  costs  in  the  IGIC  and 
alleged  that  those  costs  should  be  more 
appropriately  recovered  through  the 
PGA.  Pursuant  to  this  filing.  Northern's 
ReconciUation  Adjustment  would 
increase  $.057  to  $.118.  Northern  states 
that  it  would  defer  collection  of  the 
$.057  increase  pending  resolution  of  the 
Northern  Distributor  Group's  protest  of 
Northern's  IGIC  Reconciliation  Report 
filed  April  30, 1992.  Northern  requests, 
at  a  minimum,  that  the  Commission  find 
the  filing  constitutes  sufficient  legal 
notice  to  the  customers  that  if  the  Pre- 
July  1991  IGIC  costs  are  to  be  recovered 
in  the  PGA,  then  the  Reconciliation 
Adjustment  will  be  modified 
accordingly. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with  Rules  214 
and  211  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.214 
and  385.211).  All  such  petitions  or 
protests  must  be  filed  on  or  before 
January  7, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 


taken,  but  will  not  serve  to  make 

protestants  parties  to  the  proceeding. 

Any  person  wishing  to  become  a  party 

must  file  a  petition  to  intervene.  Copies 

of  this  filing  are  on  file  with  the 

Commission  and  are  available  for  public 

inspection. 

Lois  D.  CuheU. 

Secretary. 

IFR  Doc  93-220  Filed  1-5-93;  8:45  ami 

MUMO  COOC  ITir-M-M 


[Doclwt  No.  RP»3-«1-000] 

Noithweat  Piprtlna  Corp.;  Patitlon  for 
Umitad  Walvar  of  Tariff  Provialona 

December  30. 1992. 

Take  notice  that  on  December  21, 
1992,  Northwest  Pipeline  Corporation 
(Nortiiwest)  petitions  the  Commission 
for  a  limited  waiver  of  the  Commission's, 
first-come,  first-served  policy  as 
reflected  in  Section  1  of  Northwest's 
TF-1  Rate  Schedule  and  in  the  Priority 
Date  provisions  of  section  12  of  First 
Revised  Volume  1-A  of  Northwest's 
FERC  approved  tariff,  in  order  to  allow 
the  permanent  assignment  of  firm 
transportation  capacity  presently  held 
by  Kern  River  Gas  Supply  Corporation 
(KRGS)  to  KRGS'  producer-suppliers 
who  have  entered  into  "buy/sell" 
agreements  with  KRGS. 

Northwest  seeks  waiver  of  the 
Commission's  first-come,  first-served 
poUcy  in  order  to  implement 
replacement  firm  transportation 
agreements  with  Petro-Canada,  Salmon, 
CHMI.  and  WRI,  who  will  each  succeed 
to  a  portion  of  KRGS'  interests  under  the 
Transportation  Agreement  pursuant  to 
proposed  assignments. 

Northwest  states  that  by  providing 
firm  transportation  service  directly  to 
Salmon,  Petro-Canada.  CHMI.  and  WRI 
instead  of  indirectly  through  KRGS, 
simply  eliminates  KRGS  as  an 
unnecessary  conduit  in  these  suppliers 
securing  transportation  services  on  the 
Northwest  system. 

Northwest  requests  that  the 
Commission  grant  any  necessary 
waivers  of  the  Commission's  first-come, 
first-served  policy  and  Northwest's 
applicable  tariff  provisions  to  permit 
KRGS'  permanent  assignment  of  its  firm 
capacity  on  Northwest  to  Salmon,  Petro- 
Canada,  CHMI,  and  WRI. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington, 
DC  20426.  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 


filed  on  orbefore  January  7. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 
Loia  D.  Caahell, 
Secretary. 

(FR  Doc.  93-215  Filed  1-5-93;  8:45  ami 
MUmO  COOC  •717-91-41 


[Doclwt  No.  RPS9-137-010] 

Northwaat  PIpalina  Corp.;  Notice  of 
Compllanca  HIIng 

December  30, 1992. 

Take  notice  that  on  December  8, 1992, 
Northwest  Pipeline  Corporation 
(Northwest)  made  a  filing  ko  comply 
with  Ordering  Paragraph  (B)  of  Federal 
Energy  Regulatory  Commission  order 
issued  September  24. 199?,  in  the  above 
docket.  Northwest  provided  justification 
of  Order  No.  500/§28  recovery  of  a 
certain  amount  associated  with 
transportation  discoxmts  included  in 
five  of  Northwest's  take-or-pay  buyout/ 
buydown  settlements. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street.  NE., 
Washington,  DC  20426,  in  accordance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  7, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
th6  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Loia  0.  Caahell, 
Secretary. 

IFR  Doc  93-219  Filed  1-5-93;  8:45  ami 
BNJJNO  COOC  •717-01-11 


[Docket  Na  RP92-12(M)001 

Panhandle  Eaatam  Pipe  Una  Co.; 
Informal  Sattlamant  Conferanca 

December  30, 1992. 

Take  notice  that  an  informal 
settlement  conference  will  be  convened 
in  this  proceeding  on  Wednesday, 
January  13, 1993,  at  10  a.m.  The 
conference  will  be  held  at  the  offices  of 
the  Federal  Energy  Regulatory 
Commission,  810  First  Street.  NE., 
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Washington,  DC,  for  tii»  poipoae  of 

exploring  the  possible  settlement  of  all 
issues  raised  is  the  above-refermced 
dodcsL 

Any  party,  as  defined  in  18  CFR 
385.102(c)  or  any  participant,  as  defined 
in  18  CFR  385.102(b)  is  invited  to 
attend.  Persons  wishing  to  become  a 
party  must  move  to  intervene  and 
receive  intervenor  status  pursuant  to  the 
Commission's  regulations,  18  CFR 
385.214. 

For  additional  information,  contact 
Carmen  Gastilo  at  (202)  20B-2182  or 
Joanne  Leveque  at  (202)  208-5705. 
LoisD.Cuhdl, 
Secretary. 

IFR  Doc  93-214  Piled  1-5-93;  8:45  am] 
BHJJNO  CODE  sMr-et-* 

Pocket  No.  RP93-23-001] 

Transcontinental  Gas  Plpa  Una  Corp.; 
Notica  of  Proposad  Ctwnga  in  FERC 
Gas  Tariff 

December  30, 1992. 

Take  notice  that  Transcontinental  Gas 
Pipe  Line  Corporation  (TGPL)  on 
December  21, 1992,  tendered  for  filing 
a  certain  tariff  sheets  to  Third  Revised 
Volume  No.  1  of  its  FERC  Gas  Tariff 
(Tariff).  The  proposed  efiiactive  date  of 
the  revised  tariff  sheets  is  December  13, 
1992. 

On  November  12, 1992,  TGPL  filed 
Third  Revised  Sheet  No  62  to  the  Tariff 
to  permit  TGPL  to  discount  its 
Commodity  Producer  Settlement 
Payment  (PSP)  charge  for  quantities  of 
gas  received  and  redelivered  by  TCPL  in 
its  Rate  Zones  1,  2  or  3  imder  its  Rate 
Schedules  IT  and  FT.  By  order  issued 
on  December  11, 1992  in  the  referenced 
proceeding  (Order),  the  Commission 
accepted  and  suspended  effective 
December  13, 1992  Third  Revised  Sheet 
No.  62  subject  to  refund  and  subject  to 
modifications  and  conditions. 
I   Specifically,  the  Order  required  TGPL 
to  file  tariff  sheets  including  language 
permitting  TGPL  to  discount  all  of  its 
take-or-pay  commodity  surcharges, 
including  those  for  transportation  in 
Zones  4,  5  and  6,  in  a  non- 
discriminatory manner.  The  Ohier 
further  required  TGPL's  filing  to  include 
the  appropriate  rate  sheets  reflecting 
maximum  and  minimum  rates  for  all  of 
TGPL's  take-or-pay  surcharges  not 
already  filed.  TGPL  states  that  the 
purpose  of  the  instant  filing  is  to 
comply  with  the  Order. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street,  NE., 
Washington,  DC  20426,  in  accordance 


vtrith  Rule  211  of  the  CommisritMi's 
Rules  of  Practice  and  Procedure  18  CFR 
385.211.  All  sudi  protests  abould  be 
filed  on  or  before  January  7, 1993. 
Protests  will  be  considenred  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  paitiee  to 
the  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Lois  D.  Caaheli 
Secretary. 

(FR  Doc.  93-223  Filed  1-5-93;  8:45  am) 
bnjunq  oooe  «rif-et-« 


omca  of  Fosall  Energy 
[FE  DedHt  Na  tt-ISS-NQl 

CanWest  Gaa  Supply  U^^  Inc.; 
Order  Qraming  Blanket  Authorlialion 
To  Import  and  Export  Natural  Gaa 
From  and  to  Canada 

agency:  Office  of  Fossil  Energy,  DCS. 
ACTION:  Notice  of  order. 

SUMMARY:  The  Office  of  Fossil  Energy  of 
the  Department  of  Energy  gives  notice 
that  it  has  issued  an  order  granting 
CanWest  Gas  Supply  U.S.A.,  Inc. 
blanket  authorization  to  import  and/or 
export  a  cumulative  maximum  of  400 
Bcf  of  natural  gas  from  and  to  Canada 
over  a  two-year  term  beginning  on  the 
date  of  the  first  import  or  export  after 
February  28,  1993. 

A  copy  of  this  order  is  available  for 
inspection  and  copying  in  the  Office  of 
Fuels  Programs  Docket  Room,  3F-056, 
Forrestal  Building,  1000  Independence 
Avenue,  SW.,  Washington,  DC  20585, 
(202)  586-9478.  The  docket  room  is 
open  between  the  hours  of  8  a.m.  and 
4:30  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

Issued  in  Washington,  DC,  December  29. 
1992.  I 

Charles  F.  Vacek, 

Deputy  Assistant  Secretary  for  Fuek 
Programs,  Office  of  Fossil  Energy. 
[FR  Doc.  93-202  Filed  1-5-93^8:45  am) 
BHJJNO  CODE  MCe-OI-M 


ENVIRONMENTAL  PROTECTION 
AGENCY       ' 

[FRL-4552-71 

Agency  Information  Collection 
Activities  Under  OMB  Review 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Notice. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 


3501  et  seq.),  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 
the  Office  of  Management  and  Budget 
(OMB)  lor  review  and  comment  The 
ICR  describes  the  nature  of  the 
infwmatiao  ooUection  and  its  expodtBd 
cost  and  burden. 

DATES:  Comments  must  be  submitted  on 
or  before  February  5, 1993.  For  further 
information,  or  to  obtain  a  copy  of  this 
ICR,  contact  Sandy  Farmer  at  EPA  (202) 
206-2740. 

SUPPt^MENTARY  INFORMATION: 

Office  of  Pestiddas  and  Toxic 
Substances 

Title:  Section  12(b)  Notification  of 
Chemical  Exports  (EPA  ICR  No.: 
0795.07;  OMB  No.:  2070-0030).  This  is 
a  reinstatem«it  of  a  previously 

approved  collection. 

Abstract:  Under  section  12(b)(2)  of  the 
Toxic  Substances  Control  Act  (TSCA), 
those  who  export  or  intend  to  export 
federally  regulated  chemical  substances 
(or  mixtures)  must  notify  the  EPA 
Administrator  annually  of  ^e  export  or 
intent  to  export.  EPA  will  then  notify 
the  government  of  the  importing 
country  of  the  Agency's  action 
concerning  the  regulated  chemicaL 
Respondents  submit  to  EPA  one  anniial 
notice  per  chemical,  or  list  of  chemicals, 
for  each  country  to  which  they  are 
intending  to  export.  A  notice  consists  o£ 
the  name  and  the  address  of  the 
exporter,  the  name  (or  list)  of  the 
chemical(s)  to  be  exported,  the  country 
of  import,  the  date  of  e3q>ort,  and  the 
citation  of  the  TSCA  section  (4,  5, 6.  or 
7)  requiring  the  chemicals  to  be 
reviewed  for  export. 

Burden  Statement:  The  estimated 
pubUc  reporting  burden  for  this 
collection  of  information  is  36  hours  per 
respondent  annually.  On  average  a 
respondent  will  prepare  74  export 
notices  each  requiring  0.5  hour.  This 
estimate  includes  the  time  to  read  the 
instructions,  gather  existing 
information,  prepare  the  chemical  lists 
and  submit  the  annual  notice. 

Respondents:  Exporters  of  TSCA  12(b) 
chemicals. 

Estimated  No.  of  Respondents:  162. 

Estimated  No.  of  Responses  per 
Respondent:  74. 

Estimated  Total  Annual  Burden  on 
Respondents:  6,162  hours. 

Frequency  of  Collection:  Annually 
and  on  occasion. 

Send  comments  regarding  the  burden 
estimate,  or  any  other  aspect  of  the 
information  collection,  including 
suggestions  for  reducing  the  burden  to: 
Sandy  Farmer,  U.S.  Environmental 

Protection  Agency,  Information  Policy 
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Branch  (PM  223Y).  401  M  Street.  SW. 

Washington,  DC  20460. 
and 
Matthew  Mitchell.  Office  of 

Management  and  Budget.  Office  of 

Information  and  Regulatory  Affairs, 

725  17th  Street,  NW..  Washington.  DC 

20503. 

Dated:  December  30. 1992. 
Paul  Laptley, 

Dinctor.  RejguJatOTy  Management  Division. 
(FR  Doc  93-197  Filed  1-5-93;  8:45  am] 

MJJNO  COOC  IM0-6O-M 


FEDERAL  COMMUNICATIONS 
COMMISSION 

Public  Infonnation  Coltaction 
Reqirirement*  Submitted  to  Office  of 
Management  and  Budget  for  Review 

December  28, 1992. 

The  Federal  Communications 
Commission  has  submitted  the 
following  information  collection 
requirements  to  OMB  for  review  and 
clearance  \mder  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3507). 

Copies  of  these  submissions  may  be 
purchased  from  the  Commission's  copy 
contractor,  Downtown  Copy  Center, 
1990  M  Street.  NW..  suite  640, 
Washington.  DC  20036.  (202)  452-1422. 
For  further  infonnation  on  these 
submissions  contact  Judy  Boley,  Federal 
Communications  Commission.  (202) 
632-7513.  Persons  wishing  to  comment 
on  these  infonnation  collections  should 
contact  Jonas  Neihardt.  Office  of 
Management  and  Budget,  room  3235 
NEOB,  Washington,  DC  20503,  (202) 
395-4814. 

OMB  Number:  3060-0054. 
Title:  Application  for  Exemption  From 

Ship  Station  Requirements 
Form  Number:  FCC  Form  820 
Action:  Revision  of  a  currently  approved 

collection 
Respondents:  Individuals  or  households 
and  business  or  other  for-profit 
(including  small  businesses) 
frequency  of  Response:  On  occasion 

reporting 
Estimated  Annual  Burden:  200 
responses;  1.166  hours  average 
burden  per  response:  233  hours  total 
annual  burden 
Needs  and  Uses:  Applicants  are 
required  to  complete  FCC  Form  820  to 
apply  for  exemption  from  radio 
provisions  of  statute,  treaty,  or 
international  agreement.  The  forms  is 
being  revised  to  remove  data  elements 
that  are  no  longer  necessary  and  to  re- 
word and  reformat  questions  to 
simplify  completion  of  the  form. 
OMB  Number  3060-0184. 


Title:  Section  73.1740.  Minimum 

Operating  Schedule 
Action:  Extension  of  a  currently 

approved  collection 
Respondents:  Businesses  or  other  for- 
profit  (including  small  businesses) 
Frequency  of  Response:  On  occasion 

reporting 
Estimated  Annual  Burden:  330 
responses;  0.5  hours  average  biwden 
per  response;  165  hours  total  aimual 
burden 
Needs  and  Uses:  Section  73.1740 
requires  licensees  of  commercial 
broadcast  stations  to  notify  the  FCC  in 
Washington.  DC  when  events  beyond 
their  control  make  it  impossible  to 
continue  operation  or  to  adhere  to  the 
required  operating  schedules  set  forth 
in  this  section.  In  addition,  the  FCC 
must  be  notified  when  normal 
operation  is  resumed.  No  further 
authority  is  needed  for  limited 
operation  or  discontinued  operation 
for  a  period  not  exceeding  30  days. 
Should  events  beyond  the  licensees 
control  make  it  impossible  for 
compliance  within  the  required  30- 
day  time  period,  an  informal  written 
request  shall  be  submitted  to  the  FCC 
requesting  the  amount  of  additional 
time  that  the  licensee  deems 
necessary.  The  data  are  used  by  FCC 
staff  to  authorized  temporarily  a 
limited  operation  or  a  discontinuance 
of  operation. 
Federal  Communications  Conmiission. 
Donna  R.  Searcy. 
Secretary. 

(FR  Doc  93-103  Filed  1-5-93;  8:45  ami 
■ujNa  COOC  •n>-ei-« 


(Catalog  of  Federal  Domestic  Assistance  No. 

83.516.  Disaster  Assistance.) 

Grant  C  Petenon, 

Associate  Directw,  State  and  Local  Proffoms 

and  Support 

IFR  Doc  93-185  Filed  1-5-93;  8:45  ami 

HLUNQ  COOC  <na-o»-H 


[FEMA-97S-f)Rl 

Maaaachuaatta;  Amandmant  to  Notica 
of  a  Major  Diaaatar  Daclaration 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMA). 
ACTION:  Notice. 


FEDERAL  EMERGENCY 
MANAGEMENT  AGENCY 

[FEMA-966-DR] 

Rorida;  Amandmant  to  Notica  of  a 
Mafor  Diaaatar  Daclaration 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMA). 
ACTION:  Notice. 


SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  for  the  State  of 
Massachusetts  (FEMA-975-DR),  dated 
December  21. 1992.  and  related 
determinations. 

EFFECTIVE  DATE:  December  23, 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Pauline  C.  Campbell.  Disaster 
Assistance  Programs,  Federal 
Emergency  Management  Agency, 
Washington,  DC  20472,  (202)  646-3606. 
SUPPI^MENTARY  INFORMATION:  The  notice 
of  a  major  disaster  for  the  State  of 
Massachusetts,  dated  December  21. 
1992,  is  hereby  amended  to  include  the  . 
following  areas  among  those  areas 
determined  to  have  been  adversely 
affected  by  the  catastrophe  declared  a 
major  disaster  by  the  President  in  his 
declaration  of  December  21, 1992: 

The  counties  of  Duke,  Nantucket,  Norfolk, 
and  Worcester  for  Public  Assistance. 
(Catalog  of  Federal  Domestic  Assistance  No. 
83.516,  Disaster  Assistance.) 
Grant  C  Peteraon, 

Associate  Director,  State  and  Local  Programs 
and  Support 

IFR  Doc  93-184  Filed  1-5-93;  8:45  ami 
MLUNQ  COOC  tria-oMi 


SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  for  the  State  of 
Florida  (FEMA-966-DR).  dated  October 
8. 1992.  and  related  determinations. 
EFFECTIVE  DATE:  November  23. 1992. 
FOR  FURTNER  MF0RMAT10N  CONTACT: 
Pauline  C  Campbell,  Disaster 
Assistance  Pro-ams.  Federal 
Emergency  Management  Agency. 
Washington.  DC  20472.  (202)  646-3606. 
SUPPLEMENTARY  MFORMATION:  Notice  is 
hereby  given  that  the  incident  period  for 
this  disaster  is  closed  effective  October 
4. 1992. 


[FEMA-979-DR1 

New  Jaraay;  Amandmant  to  Notica  of 
a  Ma)of  Diaaatar  Daclaration 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMA). 
ACTION:  Natice. 


SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  for  the  State  of  New 
Jersey  (FEMA-973-45R),  dated 
December  18. 1992,  and  related 
determinations. 

EFFECTIVE  DATE:  December  22. 1992. 
FOR  FURTHER  MFORMATION  CONTACT 
Pauline  C  Campbell,  Disaster 
Assistance  Proyams.  Federal 
Emergency  Management  Agency. 
WasW^on.  DC  20472,  (202)  646-36U6. 
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SUPPLEMENTARY  MFORMATION:  The  notice 
of  a  major  disaster  for  the  State  of  New 
Jersey,  dated  December  18, 1992,  is 
hereby  amended  to  include  the 
following  areas  among  those  areas 
determined  to  have  beNsn  adversely 
affected  by  the  catastrophe  declared  a 
major  disaster  by  the  President  in  his 
declaration  of  Etecember  18, 1992: 

The  counties  of  Essex,  Hudson,  Middlesex. 
Somerset,  and  Union  for  Individual 
Assistance  and  Public  Assistance. 
(Catalog  of  Federal  Domestic  Assistance  No. 
63.516,  Disaster  Assistance.) 
Grwot  C  Peterton, 

Associate  Director,  State  and  Local  Programs 
and  Support 

(PR  Doc.  93-166  Filed  1-5-93;  6:45  am] 
SaXiNQ  CODE  cri»-02-«i 


[PEMA-97a-OR] 

New  Jersey;  Amendment  to  Notice  of 
a  Major  Disaster  Declaration 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMA). 
ACTION:  Notice. 

SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  for  the  State  of  New 
Jersey  (FEMA-973-DR).  dated 
E)ecember  18. 1992,  and  related 
determinations. 

EFFECTIVE  DATE:  December  18, 1992. 
FDR  FURTHER  INFORMATION  CONTACT: 
Pauline  C.  Campbell,  Disaster 
Assistance  Programs,  Federal 
Emergency  Management  Agency, 
Washington.  DC  20472,  (202)  646-3608. 
SUPPLEMENTARY  INFORMATION:  The  notice 
of  a  major  disaster  for  the  State  of  New 
Jersey,  dated  December  18, 1992,  is 
hereby  amended  to  include  the 
following  areas  among  those  areas 
determined  to  have  benan  adversely 
affected  by  the  catastrophe  declared  a 
major  disaster  by  the  President  in  his 
declaration  of  December  18, 1992: 

The  counties  of  Bergen,  Cape  May,  and 
Cumberland  for  Individual  Assistance  and 
Public  Assistance. 

(Catalog  of  Federal  Domestic  Assistance  No. 
83.516,  Disaster  Assistance.) 
Grant  C.  Peterson, 

Associate  Director,  State  and  Local  Programs 
and  Support. 
(FR  Doc.  93-187  Filed  1-5-93;  8:45  amj 

BAXJNG  CODE  ITia-OS-M 


ACTION:  Notice. 


[PEMA-974-DR] 

New  York;  Amendment  to  Notice  of  a 
Major  Disaster  Declaration 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMAj. 


SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  for  the  State  of  New 
York  (FEMA-974-DR),  dated  December 
21. 1992,  and  related  determinations. 
EFFECTIVE  DATE:  December  21, 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Pauline  C.  Campbell.  Disaster 
Assistance  Programs,  Federal 
Emergency  Management  Agency, 
Washington,  DC  20472,  (202)  646-3606. 
SUPPLEMENTARY  INFORMATION:  The  notice 
of  a  major  disaster  for  the  State  of  New 
York,  dated  December  21, 1992,  is 
hereby  amended  to  include  the 
following  areas  among  those  areas 
determined  to  have  been  adversely 
affiacted  by  the  catastrophe  declared  a 
major  disaster  by  the  President  in  his 
declaration  of  December  21, 1992: 

The  counties  of  Rockland  and  Westchester 
for  Individual  Assistance  and  Public 
Assistance. 

(Catalog  of  Federal  Domestic  Assistance  No. 
83.516.  Disaster  Assistance.) 
Grant  C  Pateraoa, 

Associate  Director.  State  and  Local  Profftims 
and  Support. 

(FR  Doc.  93-183  Filed  1-5-93: 8:45  am) 
MLLMO  CODE  •na-aa-M 


FEDERAL  RNANCIAL  INSTITUTIONS 
EXAMINATION  COUNCIL 

Appraisal  Subcommittee;  Interim  Order 
Granting  Commonwealth  of  the 
Northern  Mariarw  Islands  Emergency 
Temporary  Waiver  Relief  and  Request 
for  Comments 

[Doclwt  No.  AS92-5]  * 

AGENCY:  Appraisal  Subcommittee, 
Federal  Financial  Institutions 
Examination  Coimcil. 
ACTION:  Interim  order  granting 
Commonwealth  of  the  Northern  Mariana 
Islands  ("CNMI")  emergency  temporary 
waiver  relief  from  State  appraiser 
certification  and  licensure  requirements 
and  request  for  comments. 

SUMMARY:  The  Appraisal  Subcommittee 
("ASC")  of  the  Federal  Financial 
Institutions  Examination  Council 
("FFIEC"),  with  the  FFIEC's  approval,  is 
issuing  an  interim  Order  granting  QiIMI 
emergency  temporary  waiver  relief 
under  section  1119(b)  *  of  title  XI  of  the 
Financial  Institutions  Reform,  Recovery, 
end  Enforcement  Act  of  1989 
("FIRREA"),  as  amended.'  This  interim 


relief  will  run  from  January  1, 1993, 
until  the  effective  date  of  the  ASC's  final 
Order  on  this  matter.  The  ASC  also  is 
soliciting  comments  from  interested 
members  of  the  public  regarding  CNMI's 
temporary  waiver  request 
DATES:  Effective  date  of  interim  Order  is 
January  1. 1993.  Written  comments  on 
this  Notice  must  be  submitted  on  or 
before  the  close  of  business  on  February 
5, 1993. 

ADDRESSES:  Copies  of  the  request  for 
temporary  waiver  relief  and  supporting 
documentation  are  available  for  public 
inspection  at:  Appraisal  Subcommittee, 
2100  Pennsylvania  Avenue,  NW.,  suite 
200.  Washington,  DC  20037.  Written 
comments  may  be  mailed  to  the 
Appraisal  Subcommittee  at  this 
location,  and  those  comments  also  will 
be  made  available  for  pubUc  inspection. 
FOR  FURTHER  MFORMATION  CONTACT: 
Edwin  W.  Baker,  Executive  Director,  or 
Marc  L.  Weinberg,  General  Counsel,  at 
(202)  634-6520,  Appraisal 
Subcommittee,  2100  Pennsylvania 
Avenue.  NW.,  suite  200,  Washington, 
DC  20037. 

SUPPLEMENTARY  MFORMATION: 

I.  Background 

After  December  31, 1992,  all  federally 
regulated  financial  institutions  must  use 
State  licensed  or  certified  appraisers,  as 
appropriate,  in  federally  related 
transactions.'  Thus,  each  State  should 
have  in  place  at  that  time  its  entire 
regulatory  scheme  for  certi^ing, 
licensing  and  supervising  real  estate 
appraisers. 

Section  1119(b)  of  title  XI  provides 
the  ASC  and  the  States  with  a  degree  of 
flexibihty  in  dealing  with  extraordinary 
circumstances  that  may  occur  at  any 
time  at  December  31st  This  Section 
enables  the  ASC  to  waive,  on  a 
temporary  basis  and  with  the  FFIEC's 
approval,*  any  State  certification  or 
licensing  requirement  on  a  written 
finding  that:  (1)  "There  is  a  scarcity  of 
certified  or  licensed  appraisers  to 
perform  appraisals  in  connection  with 
federally  related  transactions";  and  (2) 
that  the  scarcity  is  "leading  to 
significant  delays  in  the  performance  of 
such  appraisals."  Either  a  State  in 
compliance  with  title  XI  or  the  ASC  can 
make  a  written  "scarcity/delay"  finding. 
A  State,  however,  cannot  grant  or  deny 
a  waiver  under  section  1119(b):  that 
authority  belongs  only  to  the  ASC. 


>  12  U.S.C  334a(b). 

2  Public  Uw  101-73. 103  Stat  183  (1989).  as 
amended  by  Public  Law  102-233, 105  Stat.  1761. 
1792  (1991),  Public  Law  102-242, 105  SUL  2330. 
2386  (1991).  Public  Law  102-550. 106  Stat  3672 


(1992).  and  PuUic  Uw  102-485, 106  Stat  2771 
(1992). 

*See  SecUon  1119(a)  of  title  XL  12  U.S.C  3348(a). 

*  On  December  30. 1992,  the  Chairman  of  the 
FFIEC  has  approved  this  action  pursuant  to 
authority  d^egated  by  the  Council. 
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Congress  intended  that  the  ASC  exercise 
this  waiver  authority  "cautiously."  ' 
Temporary  waivers  terminate  when  the 
ASC  "determines  that  such  ••  * 
delays  have  been  eliminated." 

In  April  1992.  the  ASC  adopted  rules 
governing  the  handling  of  temporary 
waiver  requests."  In  order  for  a  waiver 
request  to  be  received  by  the  ASC  for 
processing.  ASC  Rule  1102.2  requires  a 
State  appraiser  regulatory  agency  to 
include  in  its  request: 

(a)  •  *  *  a  written,  duly  authorized 
determination  by  the  *  *  *    Agency 
that  there  is  a  scarcity  of  State  licensed 
or  State  certified  appraisers  leading  to 
significant  delays  in  obtaining 
appraisals  in  federally  related 
transactions; 

(b)  The  requirement  or  requirements 
of  State  law  from  which  relief  is  being 
sought; 

(c)  A  description  of  all  significant 
problems  currently  being  encountered 
in  efforts  to  comply  with  title  XI; 

(d)  The  nature  ot  the  scarcity  of 
certified  or  Ucensed  appraisers 
(including  supporting  documentation); 

(e)  The  extent  of  the  delays 
anticipated  or  experienced  in  obtaining 
the  services  of  certified  or  licensed 
appraisers  (including  supporting 
documentation); 

(f)  The  reasons  why  the  requester 
believes  that  the  requirement  or 
requirements  are  causing  the  scarcity  of 
certified  or  licensed  appraisers  and  the 
service  delays;  and 

(g)  A  specific  plan  for  expeditiously 
alleviating  the  scarcity  and  the  service 
delays. 

Riile  1102.4  requires  the  ASC  to 
publish  a  notice  promptly  in  the 
Federal  Register  respecting  the  received 
request  which  must  "contain  a  concise 
general  statement  of  the  nature  and 
basis  for  the  action  and  (must)  give 
interested  persons  30  calendar  days 
from  its  publication  in  which  to  submit 
written  data,  views  and  arguments." 
The  ASC  then,  imder  Rule  1102.5.  must 
"either  grant  or  deny  a  waiver  in  whole, 
in  part,  and  upon  specified  terms  and 
conditions"  within  "45  calendar  days  of 
the  date  of  publication  of  the  notice 
*  *  •  in  the  Federal  Register."  The 
ASC  retains  significant  flexibility  in  the 
case  of  an  emergency.  If  the  ASC 
determines  that  an  emergency  exists, 
"the  ASC  may  issue  an  interim  approval 
Order  simultaneously  with  its  action" 


•  House  Comm.  on  Banking,  Finance  and  Urban 
Aflairs,  Report  Together  With  Additional, 
Supplemental .  Minority.  Individual,  and  Dissenting 
views,  Financial  Institutions  Reform.  Recovery,  and 
Enforcement  Act  of  19«9.  H.R.  Rep.  No.  101-54  Part 
1,  lOlst  Cong..  1st  Sess..  at  *%2-9X 

•  12  CFR  part  1102,  subpart  A  (57  FR  10979  (AprU 
1. 1992)). 


publishing  the  Rule  1102.4  notice  in  the 
Federal  Register. 

n.  CNNfl's  Request 

On  December  21, 1992,  the  ASC 
received  a  letter  dated  December  16, 
1992.  ft-om  Lorenzo  I.  De  Leon  Guerrero. 
the  Governor  of  CNMI.  The  letter 
requested  a  one-year  waiver,  i.e.,  from 
January  1  through  December  31, 1993, 
from  the  requirement  to  use  certified  or 
licensed  real  estate  appraisers  within 
CNMI.  CNMI  stated  that,  while  it  has 
made  "substantial,  documented 
progress,"  it  continues  "to  encounter 
significant  problems  in  (its)  efforts  to 
comply  with  Title  XI"  and  has  "a 
serious  shortage  of  [certified  or  licensed] 
appraisers."  ,  , 

More  specifically,  CNMI  stated  that 
only  four  appraisers  in  CNMI 
"theoretically  qualify  for  appraisal 
work"  and  that,  "(djespite  good  faith 
efforts  *  •  '.we  still  can't  qualify  the 
people  we  have  available,  In  practice, 
we  have  only  one  person  who  might  be 
able  to  meet  Title  XI  requirements.  This 
person  must  complete  required 
courses."  However,  no  appraisal 
education  providers  are  situated  on 
CNMI,  and  the  closest  educational 
provider  is  on  the  island  of  Guam,  120 
miles  south  by  air.  CNMI  concluded  that 
"jelducation  is  our  dilemma.  It  relates 
directly  to  our  present  scarcity  of 
appraisers." 

CNMI  further  represented  that  this 
scarcity  of  appraisers  causes  "inordinate 
delays  in  connection  with  federally 
related  transactions.  Six  retail  banks 
operate  in  CNMI.*  *  "Many  people 
seek  federally  guaranteed  home  loans. 
Business  loan  applications  are  brisk.  We 
have  significant  appraiser  business  and 
presently  no  local  qualified  appraisers 
to  serve  it."  CNMI  concedes  that 
appraisers  who  are  licensed  or  certified 
in  Guam  are  willing  to  come  to  CNMI 
to  perform  appraisals.  The  use  of  such 
appraisers,  however,  "means  delay"  and 
"significant  and  burdensome  costs  to 
loan  appUcants." 

CNMI  noted  that  it  has  a  specific  plan 
for  resolving  the  scarcity  and  delays.  A 
one-year  waiver  will  "allow  our  local 
appraisers  time  to  finish  the  required 
appraisal  courses.  At  least  one  of  our 
local  appraisers  has  started  the  course 
work,  presently  only  available  on 
Guam."  CNMI  also  is  "working  on 
getting  the  qualified  Guam  instructors  to 
come  to  the  CNMI  to  teach  appraisal 
courses."  In  sum,  CNMI  promised  to 
"work  hard  to  make  the  plan  a  success." 


ASC  finds  that  an  emergency  exists  in 
CNMI.  Absent  emergency  interim  relief, 
CNMI's  appraisers  who  have  not  been 
licensed  or  certified  would  be  imable  to 
perform  appraisals  in  connection  with 
federally  related  transactions  for 
federally  regulated  lenders  during  the 
period  of  January  1, 1993,  until  the  time 
that  the  ASC  makes  a  final 
determination  respecting  CNMI's 
temporary  waiver  request  imder  Rule 
1102.5.  Those  lenders  would  be  forced 
to  fly  into  CNMI  State  certified  or 
licensed  appraisers  from  elsewhere,  e.g., 
Guam,  Hawaii  or  the  United  States 
mainland.  In  the  worst  case,  such 
appraisers  would  not  be  available  and 
real  estate  loans  in  faderally  related 
transactions  could  not  be  made  in 
compliance  with  federal  law.  And,  in 
the  best  case,  significant  delays  and 
additional  costs  would  likely  result. 

IV.  Order 

On  the  basis  of  the  foregoing  and  with 
the  concurrence  of  the  FFIEC,  the  ASC 
finds  that  an  emergency  exists  in  CNMI 
under  section  1119(b)  of  title  XI  and  12 
CFR  part  1102,  subpart  A,  thereunder, 
and  orders  temporary  interim  waiver 
relief  imder  those  provisions  for  CNMI 
for  the  period  beginning  on  January  1. 
1993,  through  the  date  on  which  the 
ASC  will  make  a  final  determination 
respecting  CNMI's  temporary  waiver 
request,  not  to  exceed  February  22, 
1993.  Thus,  during  the  time  that  this 
Order  is  effective  within  CNMI,  the 
federally  regulated  lenders  specified  in 
section  1120  of  Title  XI'  may  use 
appraisers  who  are  not  Ucensed  or 
certified  so  long  as  appraisals  are 
performed  in  a  manner  that  is  consistent 
with  the  appraisal  regulations, 
requirements,  guidelines  and  standards 
of  the  appropriate  federal  financial 
institution  regulatory  agency."  By  the 
Appraisal  Subcommittee  of  the  Federal 
Financial  Institutions  Examination 
Council. 

Dated:  December  3U,  isma. 
Fred  D.  Finke, 
Chairman. 
IFR  Doc.  93-182  Filed  1-5-93;  8:45  am) 

MUJNG  CODE  O10-01-M 


ni.  Finding  of  an  Emergency  Under 
Rule  1102.5 

On  the  basis  of  the  foregoing 
representations  of  CNMI's  Governor,  the 


'  12  U.S.C  3349. 

•These  agenciea  are  the  Board  of  Governors  of  the 
Federal  Reserve  System  ("FRS'1,  the  Federal 
Deposit  Insurance  Corporation  ("FDIC").  the  Office 
of  the  Comptroller  of  the  Currency  l"OCC"),  the 
Office  of  Thrift  Supervision  ("OTS").  and  the 
National  Credit  Union  Administration  ("NCUA"), 
See  section  1122(6)  of  title  XI.  12  U.S.C.  3350(6). 
Their  appraisal  regulatloiu  can  be  found  at  12  CFR: 
pan  225.  subpart  G  (FRS):  p«t  323  (FDIQ;  p«t  34 
(OCQ;  part  5M  (OTS);  and  pvt  722  (NCXJA). 
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FEDERAL  RESERVE  SYSTEM 

Bamett  Merger  Corp.,  et  al.; 
Acquiaitiona  of  Companiea  Engaged  In 
Permissible  Nonbanking  Activities 

The  organizations  listed  in  this  notice 
have  applied  \mder  §  22S.23(a)(2)  or  (f) 
of  the  Board's  Regulation  Y  (12  CFR 
225.23(a)(2)  or  (f))  for  the  Board's 
approval  under  section  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a))  to  acquire  or 
control  voting  securities  or  assets  of  a 
company  engaged  in  a  nonbanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 

Each  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  for  the  application  or  the 
offices  of  the  Board  of  Governors  not 
later  than  January  26, 1993. 

A.  Federal  Reserve  Bank  of  Atlanta 
(Zane  R.  Kelley,  Vice  President)  104 
Marietta  Street,  N.W.,  Atlanta,  Georgia 
30303: 

1 .  Barnett  Merger  Corp.,  Jacksonville. 
Florida:  to  acquire  Bamett  Banks  Trust 
Company,  N.A.,  Jacksonville,  Florida, 
and  diereby  engage  in  trust  company 
functions  pursuant  to  §  225.25(b)(3)  of 
the  Board's  Regulation  Y. 

2.  Main  Sti-eet  Banks  Incorporated, 
Covington,  Georgia;  to  acquire  First 
Federal  Savings  Bank  of  Georgia,  and 


thereby  engage  in  opwating  a  savings 
association  pursuant  to  §  225.2S(bH9)  of 
the  Board's  Regulation  Y. 
B.  Fedo-al  Reserve  Bank  of  St.  Louis 

(Randall  C.  Sumner,  Vice  President]  411 
Locust  Street,  St.  Louis,  Missouri  63166: 

}.  Union  Planters  Corporation, 
Memphis,  Tennessee;  to  acquire  Pirst 
Federal  Savings  Bank  of  Mairyville, 
Maryville.  Tennessee,  and  thereby 
engage  in  operating  a  savings 
association  pursuant  to  S  225.25(b)(9); 
and  in  the  sale  of  credit  life,  accident, 
and  health  insiuance  as  principal,  agent, 
or  broker,  directly  related  to  the 
extensions  of  credit  by  First  Federal  and 
limited  to  assiuing  the  repayment  of  the 
outstanding  balance  due  on  the 
extension  of  credit  in  the  event  of  the 
death,  disabiUty,  or  involuntary 
unemployment  of  the  debt  pursuant  to 
§  225.25(b)(8)(i)  of  the  Board's 
Regulation  Y. 

Board  of  Governors  of  the  Federal  Reserve 
System.  December  30, 1992. 
Jennifer  J.  Johnson, 
Associate  Secretary  of  the  Board. 
(PR  Doc.  93-164  Filed  l-S-93;  8:45  amj 

MUJNO  CODE  tSIO-OI-F 


Robert  H.  and  Nonna  J.  Garwood,  et 
ai.;  Change  In  Bank  Control  Noticea; 
Acquiaitiona  of  Sharea  of  Banka  or 
Bank  Holding  Companiea 

The  notificants  listed  below  have 
applied  under  the  Change  in  Bank 
Control  Act  (12  U.S.C  1817(j))  and  § 
225.41  of  the  Board's  Regulation  Y  (12 
CFR  225.41)  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  in  acting  on  the  notices  are 
set  forth  in  paragraph  7  of  the  Act  (12 
U.S.C.  1817(j)(7)). 

The  notices  are  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
notices  have  been  accepted  for 
processing,  they  will  also  be  available 
for  inspection  at  the  offices  of  the  Board 
of  Governors.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  indicated  for  that  notice 
or  to  the  offices  of  the  Board  of 
Governors.  Comments  must  be  received 
not  later  than  January  20, 1993. 

A.  Feda«l  Reserve  Bank  of  Kansas 
City  (John  E.  Yorke,  Senior  Vice 
President)  925  Grand  Avenue,  Kansas 
City.  Missouri  64198: 

i.  Robert  H.  and  Norma  J.  Garwood, 
Miami,  Oklahoma;  to  acquire  100 
percent  of  the  voting  shares  of  Nine 
Tribes  Bancshares,  Inc.,  Quapaw, 
Oklahoma,  and  thereby  indirectly 
acquire  The  Bank  of  Quapaw,  Quapaw, 
Oklahoma. 


2.  Dr.  James  M.  Plate,  Kimball, 
Nebraska;  to  acquire  an  additional  26.49 
percent  of  the  voting  shares  of  Banner 
Coimty  Ban  Corporation,  Harrisburg, 
Nebraska,  for  a  total  of  36.42  percent 
and  thereby  indirectly  acquire  Banner 
County  Bank,  Harrisburg,  Nebraska. 

3.  Donald  L  Sturm,  Omaha,  Nebraska; 
to  acquire  up  to  100  percent  of  the 
voting  shares  of  Bank  of  Laramie, 
Laramie.  Wyoming. 

Board  of  Governors  of  the  Federal  Reserve 
System.  December  30, 1992. 
Jennifer  J.  Johnion, 
Associate  Secretary  of  the  Board. 
IFR  Doc.  93-165  Filed  1-5-93;  8:45  am] 

BILUNO  CODE  taiO-OI-^ 


Merchants  New  York  Bancorp,  Inc.,  et 
al.;  Formationa  of;  Acquiaitiona  t>y; 
and  Mergers  of  Bank  Holding 
Companiea 

The  companies  listed  in  this  notice 
have  applied  for  the  Board's  approval 
under  section  3  of  the  Bank  Holding 
Company  Act  (12  U.S.C  1842)  and  § 
225.14  of  the  Board's  Regulation  Y  (12 
CFR  225.14)  to  become  a  bank  holding 
company  or  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  in  acting  on  the  applications 
are  set  forth  in  section  3(c)  of  the  Act 
(12  U.S.C.  1842(c)). 

Each  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  or  to  the  offices  of  the 
Board  of  Governors.  Any  comment  on 
an  application  that  requests  a  hearing 
must  include  a  statement  of  why  a 
written  presentation  would  not  suffice 
in  lieu  of  a  hearing,  identifying 
specifically  any  questions  of  foct  that 
are  in  dispute  and  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  not  later  than  January 
26, 1993. 

A.  Federal  Reserve  Bank  of  New 
York  (William  L.  Rutledge.  Vice 
President)  33  Liberty  Street,  New  York. 
New  Yoik  10045: 

J.  Merchants  New  York  Bancorp,  Inc., 
New  York,  New  York;  to  become  a  bank 
holding  company  by  acquiring  100 
percent  of  the  voting  shares  of  The 
Merchants  Bank  of  New  York,  New 
York. 

B.  Federal  Reserve  Bank  of  Atlanta 
(Zane  R.  Kelley.  Vice  President)  104 
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Marietta  Street.  N.W..  Atlanta,  Georgia 
30303: 

l.FB'M  Bancorpomtion. 
Birmingham,  Alabama;  to  become  a 
bank  holding  company  by  acquiring  10© 
percent  of  the  voting  rfiares  of  The 
Fanners  k  Merchants  Bank,  Centre, 
Alabama. 

C  Federal  Reserre  Bank  of  Chicago 
(David  S.  Epstein.  Vice  President)  230 
South  LaSalle  Street,  Chicago,  Illinois 
60690: 

1.  Minowa  Bancshares.  Inc.,  Decorah, 
Iov*ra;  to  acquire  100  percent  of  the 
voting  shares  of  Minnesota  Bank. 
National  Association.  Caledonia. 
Minnesota. 

D.  Federal  Reserve  Bank  of  St.  Louis 
(Randall  C.  Sumner,  Vice  President)  411 
Locust  Street,  St.  Louis,  Missouri  63166: 

J.  Citizens  Financial  Corporation  and 
Citizens  Financial  Corporation 
Employee  Stock  Ownership  Plan. 
Belzoni.  Mississippi;  to  acquire  100 
percent  of  the  voting  shares  of  Flora 
Financial  Corporation,  Flora. 
Mississippi,  and  thereby  indirectly 
acquire  Bank  of  Flora,  Flora, 
Mississippi. 

2.  West  Tennessee  Financial 
Corporation,  Selmer,  Tennessee;  to 
become  a  bank  holding  company  by 
acquiring  100  percent  of  the  voting 
shares  of  Community  Bank  of  West 
Tennessee,  Selmer,  Tennessee,  through 
the  conversion  of  the  existing  savings 
association.  First  Federal  Savings  Bank 
of  West  Tennessee.  Selmer,  Tennessee. 

E.  Federal  Reaerre  Bank  of  DaUaa  (W. 
Arthur  Tribble,  Vice  President)  400 
South  Akard  Street.  Dallas,  Texas 
75222: 

1.  LNP  Financial  Corporation,  Austin. 
Texas;  to  become  a  bank  holding 
company  by  acquiring  100  percent  of 
the  voting  rfiares  of  LNB  Financial- 
Delaware,  Inc.,  Wilmington,  Delaware, 
and  thereby  indirectly  acquire  Liberty 
National  Bank,  Austin,  Texas.  In 
connection  with  this  application,  LNB 
Financial-Delaware,  Inc.,  Wilmington, 
Delaware,  has  applied  to  become  a  bank 
holding  company  by  acquiring  100 
percent  of  the  voting  shares  of  Liberty 
National  Bank.  Austin.  Texas. 

F.  Federal  Reserve  Bank  of  San 
Francisco  (Kenneth  R.  Binning, 
Director,  Bank  Holding  Company)  101 
Market  Street.  San  Francisco.  California 
94105: 

1.  American  Marine  Baidc  Employee 
Stock  Ownership  Plan.  Bainbridge 
Island,  Washington;  to  become  a  bank 
holding  company  by  acqiiiring  48.58 
percent  of  the  voting  shares  of  American 
Marine  Bank.  Winslow.  Washington. 


Boud  of  Goveroon  of  the  Federal  Reserve 
System,  December  30, 1992. 
lennifcr  J.  JahiMOB. 

Associate  Secretary  of  the  Board. 

(FR  Doc  93-166  Filed  1-5-93;  AAb  am] 
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U.S.  Tniat  Corporation,  •!  ■!.;  Notico  of 
Applicatlont  to  Engago  do  novo  In 
Pormlssiblo  NontMnUng  Actlvttios 

The  companies  listed  in  this  notice 
have  filed  an  application  under 
§  225.23(a)(1)  of  the  Board's  Regulation 

Y  (12  CFR  225.23(a)(1))  for  the  Board's 
approval  under  section  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  and  §  225.21(a)  of  Regulation 

Y  (12  CFR  225.21(a))  to  commence  or  to 
engage  de  novo,  either  directly  or 
through  a  subsidiary,  in  a  nonbanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 

Eacn  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  \mfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  now  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

unless  otherwise  noted,  comments 
regarding  the  applications  must  be 
received  at  the  Reserve  Bank  indicated 
or  the  offices  of  the  Board  of  Governors 
not  later  than  January  20, 1993. 

A.  Federal  Reserve  Bank  of  New 
York  (William  L.  Rutledge,  Vice 
President)  33  Liberty  Street,  New  Yorfc, 
New  Yorit  10045: 

1.  U.S.  Trust  Corporation,  New  York. 
New  York;  to  engage  de  novo  through  its 
subsidiary,  U.S.  Trust  Company  of 
Connecticut,  Stamford,  Connecticut,  in 


trust  company  activities,  including 
activities  of  a  fiduciary,  investment 
advisory,  agency  and  custodial  nature 
pursuant  to  §S  225.25(b)(3)  and  (b)(4)  of 
the  Board's  Regulation  Y. 

B.  Federal  Reaerre  Bank  of  Dallas 
(W.  Arthur  Tribble,  Vice  President)  400 
South  Akard  Street,  Dallas,  Texas 
75222: 

1.  Victoria  Bankshares,  Inc..  Victona. 
Texas;  to  engage  de  novo  throxigh  its 
subsidiary.  Victoria  Securities 
Corporation.  Victoria.  Texas,  in  full 
service  brokerage  activities  and  advisory 
services  pursuant  to  §§  225.25(b)(4)  and 
(b)(15)  of  the  Board's  Regulation  Y. 

Board  of  Governors  of  the  Federal  Reserve 
System,  December  30, 1992. 
lenaifer  ).  JohiisoB.  | 

Associate  Seaetary  of  the  Board. 
(FR  Doc  93-167  Filed  1-6-93;  8:45  am) 
MUSiO  CODE  t»0-ei-f 


FEDERAL  TRADE  COMMISSION 
[Dkt«2S41 

Alllant  Tochtyttoms  Inc.;  Proposod 
Consont  Agroomont  With  Analysis  To 
Aid  Public  Commont  | 

AGENCY:  Federal  Trade  Commission. 
ACTiOW;  Proposed  consent  agreement 


SUMMARY:  In  settlement  of  alleged 
violations  of  federal  law  prohibiting 
unfair  acts  and  practices  and  unfair 
methods  of  competition,  this  consent 
agreement,  accepted  subject  to  final 
Commission  approval.  wo\ild  require, 
among  other  things,  a  Minnesota-based 
defense  systems  contractor  that  provides 
ammimition,  for  a  10-year  period,  to 
obtain  Commission  approval  before: 
acquiring  the  assets  or  stock  of  any 
company  engaged  in  systems 
contracting  for  certain  tank  or 
lightweight  ammunition;  or  selling  or 
transferring  Alliant's  stock  or  assets  to  a 
company  engaged  in  systems 
contracting  tor  certain  types  of 
ammimition.  In  addition,  the 
respondent  would  be  required  to 
terminate  its  proposed  acquisition  of 
Olin. 

DATES:  Comments  must  be  received  on 
or  before  March  8, 1993. 
ADDRESSES:  Comments  should  be 
directed  to:  FTC/Office  of  the  Secretary, 
room  159, 6th  St.  and  Pa.  Ave.,  NW.. 
Washington.  DC  20580. 
FOR  FURTHER  i4F0RMATI0N  CONTACT: 
Uura  Wilkinson,  FTC/S-2308, 
Washington,  DC  20580.  (202)  326-2830. 
SUPPLEMENTARY  MFORMATION:  Pursuant 
to  section  6(f)  of  the  Federal  Trade 
Commission  Act.  38  Stat  721, 15  U.S.C 
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46  and  §  3.25(f)  of  the  Commission's 
Rules  of  Practice  (16  CFR  3.25(f)),  notice 
is  hereby  given  that  the  following 
consent  agreement  containing  a  consent 
order  to  cease  and  desist,  having  been 
filed  with  and  accepted,  subject  to  final 
approval,  by  the  Commission,  has  been 
placed  on  the  public  record  for  a  period 
of  sixty  (60)  days.  Public  comment  is 
invited.  Such  comments  or  views  will 
be  considered  by  the  Commission  and 
will  be  available  for  inspection  and 
copying  at  its  principal  office  in 
accordance  with  §  4.9(b)(6)(ii)  of  the 
Commission's  Rules  of  Practice  (16  CFR 
4.9(b)(6)(ii)). 

Agreement  Containing  Consent  Order 

In  the  matter  of  Alliant  Techsystems 
Inc.,  a  corporation. 

The  agreement  herein,  by  and 
between  Alliant  Techsystems  Inc. 
("Alliant"),  a  corporation,  by  its  duly 
authorized  officer  and  its  attorney,  and 
counsel  for  the  Federal  Trade 
Commission  ("the  Commission"),  is 
entered  into  in  accordance  with  the 
Commission's  Rule  governing  consent 
order  procedures.  In  accordance 
therewith  the  parties  hereby  agree  that: 

1.  Alliant  is  a  corporation  organized. 
existing  and  doing  business  under  the 
laws  of  the  State  of  Delaware,  with  its 
office  and  principal  place  of  business 
located  at  5901  Lincoln  Drive,  Edina, 
Minnesota  55436. 

2.  Alliant  has  been  served  with  a  copy 
of  the  complaint  issued  by  the  Federal 
Trade  Commission  charging  it  with 
violations  of  section  7  of  the  Clayton 
Act,  as  amended,  and  section  5  of  the 
Federal  Trade  CommissioD  Act,  as 
amended.  Alliant  denies  said  charges. 

3.  Alliant  admits  edl  the  jurisdictional 
facts  set  forth  in  the  Commission's 
complaint  in  this  proceeding. 

4.  Alliant  waives: 

a.  Any  further  procedural  steps; 

b.  The  requirement  that  the 
Commission's  decision  contain  a 
statement  of  findings  of  fact  and 
conclusions  of  law; 

c.  All  rights  to  seek  judicial  review  or 
otherwise  challenge  or  contest  the 
validity  of  the  Order  entered  pursuant  to 
this  agreement;  and, 

d.  All  rights  imder  the  Equal  Access 
to  Justice  Act. 

5.  This  agreement  shall  not  become 
part  of  the  public  record  unless  and 
until  it  is  accepted  by  the  Commission. 
If  this  agreement  is  accepted  by  the 
Commission,  it  wilj,be  placed  on  the 
public  record  for  a'period  of  sixty  (60) 
days  and  information  in  respect  thereto 
publicly  released.  The  Commission 
thereafter  may  either  withdraw  its 
acceptance  of  this  agreement  and  so 
notify  Alliant,  in  which  event  it  will 


take  such  action  as  it  may  consider 
appropriate,  or  issue  and  serve  its 
decision,  in  disposition  of  the 
proceeding. 

6.  This  agreement  is  for  settlement 
purposes  only  and  does  not  constitute 
an  admission  by  Alliant  that  the  law  has 
been  violated  as  alleged  in  the 
complaint  issued  by  the  Commission. 

7.  This  agreement  contemplates  that, 
if  it  is  accepted  by  the  Commission,  and 
if  such  acceptance  is  not  subsequently 
withdrawn  by  the  Commission  pursuant 
to  the  provisions  of  §  3.25(f)  of  the 
Commission's  Rules,  the  Commission 
may,  without  further  notice  to  Alliant, 
1)  issue  its  decision  containing  the 
following  Order  in  disposition  of  the 
proceeding,  and  2)  make  information 
public  with  respect  thereto.  When  so 
entered,  this  Order  shall  have  the  same 
force  and  effect,  and  may  be  altered, 
modified  or  set  aside  in  the  same 
manner  and  within  the  same  time 
provided  by  statute  for  other  orders. 
This  Order  shall  become  final  upon 
service.  Delivery  by  the  U.S.  Postal 
Service  of  the  decision  containing  the 
agreed  to  Order  to  Alliant's  address  as 
stated  in  this  agreement  shall  constitute 
service.  Alliant  waives  any  right  it  may 
have  to  any  other  manner  of  service. 
The  complaint  may  be  used  in 
construing  the  terms  of  this  Order,  and 
no  agreement,  understanding, 
representation  or  interpretation  not 
contained  in  the  Order  or  this  agreement 
may  be  used  to  vary  or  contradict  the 
terms  of  the  Order. 

8.  Alliant  has  read  the  complaint  and 
Order  contemplated  hereby.  Alliant 
understands  that  it  may  be  liable  for 
civil  penalties  in  the  amount  provided 
by  law  for  each  violation  of  the  Order 
after  it  becomes  final. 

Order 


For  purposes  of  this  Order,  the 
following  definitions  shall  apply: 

"Alliant"  means  Alliant  Techsystems 
Inc.,  as  well  as  its  directors,  officers, 
employees,  representatives,  agents, 
parents,  divisions,  subsidiaries, 
successors,  and  assigns,  as  well  as  the 
directors,  officers,  employees  and  agents 
of  its  parents,  divisions  and 
subsidiaries,  successors,  and  assigns. 

"Olin"  means  Olin  Corporation,  as 
well  as  its  directors,  officers,  employees, 
representatives,  agents,  parents, 
divisions,  subsidiaries,  successors,  and 
assigns,  as  well  as  the  directors,  officers, 
employees  and  agents  of  its  parents, 
divisions  and  subsidiaries,  successors, 
and  assigns. 

"Systems  contractor  for  30mm 
lightweight  ammtmition  or  120mm  tank 


ammunition"  means  any  company  that 
supplies  or  has  supplied  completed 
rounds  of  30mm  ligntweight 
amm\mition  or  completed  rounds  of 
120mm  tank  ammunition  to  any 
customer  in  the  United  States,  including 
but  not  limited  to  the  United  States 
Army,  or  that  is  developing  completed 
rounds  of  30mm  lightweight 
ammunition  or  completedrounds of 
120mm  tank  ammunition  for  any 
customer  in  the  United  States,  including 
but  not  limited  to  the  United  States 
..Army. 


It  is  ordered  That,  for  a  period 
commencing  on  the  date  this  Order 
becomes  final  and  continuing  for  ten 
(10)  years,  Alliant  shall  not,  without  the 
prior  approval  of  the  Commission, 
directly  or  indirectly,  through 
subsidiaries  or  otherwise,  acquire:  (1) 
Any  interest  in  the  whole  or  any  part  of 
the  stock,  share  capital,  or  equity  of  any 
systems  contractor  for  33mm 
lightweight  ammunition  or  120mm  tank 
ammunition;  or  (2)  any  assets  of  a 
systems  contractor  for  30nUn 
lightweight  ammunition  or  120mm  tank 
ammunition.  Provided,  however,  that 
this  Paragraph  II  shall  not  apply  to  the 
acquisition  of  products  or  services  in 
the  ordinary  course  of  business. 

m. 

It  is  further  ordered  That,  for  a  period 
commencing  on  the  date  this  Order 
becomes  final  and  continuing  for  ten 
(10)  years,  Alliant  shall  not,  without  the 
prior  approval  of  the  Commission, 
directly  or  indirectly,  through 
subsidiaries  or  otherwise,  sell  or 
otherwise  transfer  to  any  systems 
contractor  for  30mm  lightweight 
ammunition  or  120mm  tank 
ammunition:  (1)  Any  interest  in  or  any 
part  of  the  stock,  share  capital,  or  equity 
of  Alliant,  or  (2)  any  assets  used  for  or 
previously  used  for  (and  still  suitable 
for  use  for)  systems  contracting  of  30mm 
lightweight  ammimition  or  120mm  tank 
ammunition.  Provided,  however,  that 
this  Paragraph  III  shall  not  apply  to  the 
sale  of  products  or  services  in  the 
ordinary  course  of  business. 

IV. 

It  is  further  ordered  That,  for  a  period 
commencing  on  the  date  this  Order 
becomes  final  and  continuing  for  ten 
(10)  years,  Alliant  shall  notify  the 
Commission  at  least  thirty  (30)  days 
prior  to  any  proposed  change  in  the 
corporation  that  may  aHect  compliance 
obligations  arising  out  of  the  Order, 
such  as  dissolution,  assignment  or  sale 
resulting  in  the  emergence  of  a 
successor  corporation,  the  creation  or 


556 


Federal  Regirter  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Notices 


dissolution  of  any  subsidiary  engaged  as 
systems  contractor  fat  30mra 
lightweight  ammunition  or  120mm  tank 
ammunition,  or  any  other  change  that 
may  affect  compliance  obligations 
arising  out  of  the  Order. 


ft  is  fuither  ordered  That,  unless 
Alliant  has  already  done  so.  it  will,  not 
later  than  fourteen  (14)  days  after  this 
Order  becomes  final:  (1)  Terminate  any 
agreement  that  provides  for  or 
contemplates  the  acquisition  of,  or 
exchange  of  stock  for,  Olin's  Ordnance 
Division  and/or  its  Physics  International 
SiAsidiary,  including  but  not  limited  to 
the  transaction  agreement  signed  on  or 
about  August  4, 1992;  (2)  return  or 
destroy  all  docimients  containing  or 
recording  confidential  information 
provided  to  Alliant  by  Olin  in 
connection  with  acquisition 
negotiations  or  agreements;  and  (3) 
recover  from  Olin  or  have  Olin  destroy 
all  documents  containing  or  recording 
confidential  information  provided  by 
Olin  by  Alliant  in  cormection  with 
acquisition  negotiations  or  agreements. 
Nothing  herein  contained  shall  relieve 
Alliant  from  any  obligation  of 
confidentiality  imposed  by  agreement 
among  Alliant  and  Olin. 

VI. 

ft  IS  further  ordered  That  Alliant  shall, 
within  sixty  (60)  days  after  the  date  this 
Order  becomes  final,  file  with  the 
Commission  a  report,  in  writing,  setting 
forth  in  detail  the  manner  and  form  in 
which  it  has  complied  with  this  Order. 
Within  one  year  after  the  Order  becomes 
final,  and  annually  for  the  next  nine 
years.  Alliant  shall  submit  to  the 
Commission  a  verified  written  report 
setting  forth  in  detail  the  manner  and 
form  In  which  it  intends  to  comply,  is 
complying,  or  has  complied  with  the 
Order. 

Analysis  (rf  Proposed  Consent  Order  To 
Aid  Public  Comment 

The  Federal  Trade  Commission 
("Commission")  has  accepted 
provisionally  an  agreement  containing  a 
proposed  consent  order  fi-om  Alliant 
Techsystems  Inc.  ("Alliant"), 
concerning  Alliant's  proposed 
acquisition  of  Olin  Corporation's 
("Olin")  Ordnance  Division  and  Physics 
International  Company.  Olin  is  Alliant's 
only  competitor  in  systems  contracting 
for  120mm  tank  ammunition  and  30  mm 
lightweight  ammunition  in  the  United 
States.  The  proposed  order  requires 
Alliant  to  seek  prior  approval  for  certain 
mergers  or  acquisitions  for  a  period  of 
ten  (10)  years. 


The  proposed  consent  order  has  been 

f>laced  on  the  public  record  for  sixty 
60)  days  for  reception  of  comments  by 
interested  persons.  Comments  received 
during  this  period  will  become  part  of 
the  public  record.  After  sixty  (60)  days, 
the  Commission  will  again  review  the 
agreement  and  the  comments  received 
and  will  decide  whether  it  should 
withdraw  from  the  agreement  or  make 
final  the  agreement's  proposed  order. 
On  or  about  August  4, 1992.  Alliant 
and  Olin  signed  a  definitive  agreement 
under  whi(m  Olin  would  exchange  its 
Ordnance  Division  and  Physics 
International  subsidiary  for 
approximately  2.82  million  shares  of 
newly  issued  Alliant  common  stock 
plus  Alliant's  assumption  of  $65  million 
of  Olin  debt.  On  November  6. 1992.  the 
Federal  Trade  Commission  filed  a 
preliminary  injunction  action  against 
Alliant  in  the  United  States  District 
Court  for  the  District  of  Columbia  to 
enjoin  the  proposed  acquisition.  The 
Commission  won  a  preliminary 
injunction  on  November  18. 1992;  the 
district  court's  supplemental  opinion 
supporting  the  injunction  was  issued  on 
November  23. 1992.  The  court  found 
that  the  merger  would  preclude  the 
Army  from  conducting  a  competitive 
bid  for  an  upcoming  multiyear  contract, 
and  that  the  anticompetitive  effects  of 
the  merger  were  not  counterbalanced  by 
competing  efficiency  and  other 
considerations  alleged  by  defendants. 
FTCv.  Alliant  Techsystems  Inc..  Civ. 
Action  No.  92-249&-LPO, 
Supplemental  Memorandum  at  5-7. 21- 
22.  25-28  (November  23, 1992). 

On  December  7, 1992,  the 
Commission  issued  an  administrative 
complaint  against  Alliant  which  alleges 
that  Alliant's  proposed  acauisition  of 
Olin  violates  section  5  of  the  Federal 
Trade  Commission  Act,  15  U.S.C.  45.  as 
amended,  and  that,  if  consummated, 
such  acquisition  would  violate  section  7 
of  the  Clayton  Act,  15  U.S.C.  18,  as 
amended,  and  section  5  of  the  Federal 
Trade  Commission  Act.  15  U.S.C.  45.  as 
amended.  The  complaint  alleges  that 
both  Alliant  and  Olin  are  competitors  in 
systems  contracting  for  120mm  tank 
ammunition  and  30mm  lightweight 
ammunition  in  the  United  States.  The 
complaint  alleges  that  these  markets  are 
highly  concentrated  and  that  entry  into 
the  markets  is  difficult  or  \mlikely.  The 
complaint  alleges  that  the  effect  of  the 
proposed  acquisition  may  be 
substantially  to  lessen  competition  or 
tend  to  create  a  monopoly  in  the 
relevant  mariiets  in  the  United  States. 
The  first  paragraph  of  the  projxwed 
order  defines  the  terms  "Alliant," 
"Olin"  and  "system  contractor  for 
30mm  li^tweight  ammunition  or 


120mm  tank  ammunition"  as  used  in 
the  order.  Paragraph  n  bans  Alliant  bom 
acquiring,  directly  or  indirectly,  without 
the  prior  approval  of  the  Federal  Trade 
Commission,  any  stock  or  assets  of  any 
company  engaged  in  systems 
contracting  for  30mm  lightweight  or 
120mm  tank  ammunition  in  the  United 
States.  Paragraph  in  bans  Alliant  from 
selling  or  transferring  its  stock  or  assets 
to  a  company  engaged  in  systems 
contracting  for  30mm  lightweight  or 
120mm  tank  ammunition  vnthout  the 
prior  approval  of  the  Federal  Trade 
Commission.  These  bans  last  for  a 
period  of  ten  (10)  years  bom  the  date 
the  order  becomes  final. 

Paragraph  IV  of  the  proposed  order 
requires  that  Alliant  notify  the 
Commission  at  least  thirty  (30)  days 
prior  to  any  proposed  change  in  the 
corporation,  sudi  as  dissolution, 
assignment  or  sale  resulting  in  the 
emergence  of  a  successor  corporation, 
the  creation  or  dissolution  of  any 
subsidiary  engaged  in  systems 
contracting  for  30mm  lightweight  or 
120mm  tank  ammxmition  in  the  United 
States,  or  any  other  change  that  may 
affiect  compliance  obligations  arising  out 
of  the  Order. 

Paragraph  V  of  the  proposed  order 
requires  that  within  fourteen4l4)  days 
after  the  order  becomes  final.  Alliant 
must  terminate  its  proposed  acquisition 
of  Olin.  Additionally,  Alliant  must 
return  or  destroy  any  docimients 
containing  confidential  information 
obtained  from  Olin  and  recover  or  have 
Olin  destroy  any  confidential 
doctmients  Alliant  supplied  to  Olin. 
Paragraph  VI  of  the  proposed  order 
requires  Alliant  to  file  with  the 
Commission,  within  sixty  (60)  days  after 
service  of  the  order,  a  report,  in  writing, 
setting  for  in  detail  the  manner  and  form 
in  whidi  it  has  complied  with  this 
order.  Alliant  is  also  required  to  file 
with  the  Commission  annual  reports 
detailing  its  compliance  with  the  order. 

The  agreement  is  for  settlement 
purposes  only  and  does  not  constitute 
an  admission  by  Alliant  that  the  law  has 
been  violated  as  alleged  in  the 
complaint  issued  by  the  Commission. 

The  purpose  of  this  analysis  is  to 
fecilitate  public  comment  on  the 
proposed  order,  and  it  is  not  intended 
to  constitute  an  official  interpretation  of 
the  agreement  and  proposed  order  or  to 
modify  in  any  way  their  terms. 
Benjamin  I.  Bamaa, 
Acting  Secntary. 

(FR  Doc  93-115  Filed  1-5-93;  »:45  am) 
MLUNO  0001  f790-Ot-M 
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American  Paychotogical  Aaaooiatfon; 
Prohibited  Trade  Praetioee,  and 
Afflrmatf  ve  Corrective  Actfona 

AGENCY:  Federal  Trade  Commission. 
ACnON:  Consent  order. 

SUHMARY:  In  settlement  of  alleged 
violations  of  federal  lew  prohibiting 
unfair  sets  and  practices  and  unfair 
methods  of  competition,  this  consent 
order  prohibits,  among  other  things,  a 
Washington,  DC  association  from 
restricting  the  dissemination  of  truthful, 
non-deceptive  information  by  its 
members.  In  addition,  the  respondent  is 
prohibited  from  banning  payments  by 
psychologists  to  patient-refarral 
services.  Finally,  the  respondent  must 
cease  its  affiliation  with  any  state, 
regional  or  oth«r  psychological 
association  that  imposes  similar 
restrictions. 

DATES:  Complaint  and  Order  issued 
December  16. 1992.  * 

FOR  FURTHER  MFORMATKM  CONTACT: 
Elizabeth  R.  Hilder.  FTC/S-311S. 
Washington,  DC  20580.  (202)  326-254S. 

SUPPLEMENTARY  MPORMATION:  On 
Tuesday,  October  6, 1992.  there  was 
published  in  the  Federal  Register.  57  FR 
46028,  a  proposed  consent  agreement 
with  analysis  La  the  Matter  of  American 
Psydiological  Association,  for  the 
purpose  of  soliciting  public  comment 
Interested  parties  vrere  given  sixty  (60) 
days  in  which  to  submit  comments, 
suggestions  or  objections  regarding  the 
proposed  form  of  the  order. 

No  comments  having  been  received, 
the  Commission  has  ordered  the 
issuance  of  the  complaint  in  the  form 
contemplated  by  the  agreement,  made 
its  jurisdictionai  findings  and  entered 
an  order  to  cease  and  desist,  as  set  forth 
in  the  proposed  consent  agreement,  in 
disposition  of  this  proceeding. 

(Sec  6. 38  Stat  721:  IS  U.S.C  46.  interprets 

or  applies  sec  S.  38  Stat  719,  as  amended: 

15  U.SX1 45) 

Beii]ainiii  I.  Beman, 

Acting  Secretiuy. 

(FR  Doc  93-112  Filed  1-5-^93: 8:4S  am] 
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[FNe  No.  902  31451 

wv  i^onen  vompany,  ai  ai.j  frapoaaa 
ConaanI  AQraamanl  WMi  Analyaia  To 
Aid  Public  Commani 

AOENCr.  Federal  Trade  Commission. 
ACTION:  Proposed  consent  agreement 

SUMMARY:  In  settlement  of  alleged 
violations  of  Federal  law  prohibiting 
unfair  acts  and  practioes  and  unfair 
methods  of  oompetitian,  this  consent 
agreement  accepted  subject  to  final 
Commission  approval,  would  prohibit 
among  other  things,  a  Phoenix-based 
firm,  and  its  awnen,  from  making  false 
claims  about  the  effect  omstunption  of 
their  bee  pollen  products  has  in  regard 
to  allergies,  aging,  impotence,  sexual 
disfunction,  wei^t  loss  and  antibiotic 
treatment  and  require  that  they  have 
scientific  evidence  to  sapport  any  other 
health-benefit  claims  they  make  about 
any  food  or  other  product  for  human 
consumption,  in  tlie  future.  In  addition, 
the  respondents  would  be  prohibited 
from  producing  or  distributing  any 
advertisement  that  is  represented  to  be 
something  other  than  a  paid  ad.  and 
required  to  prominently  disclose  in  all 
future  infomerdals  they  creete  that  the 
programs  are  paid  ads.  Finally,  the 
respondents  would  be  required  to  pay 
$200,000  as  disgorgement  of  profits. 
DATES:  Comments  must  be  received  on 
or  before  Mardi  8, 1993. 
ADDRESSES:  Comments  should  be 
directed  to:  FTC/Office  of  the  Secretary, 
room  159. 6th  St.  and  Pa.  Ave..  NW., 
Washington,  DC  20580. 
FOR  FURTMM  MFORMATMN  CONTACT: 
Brinley  Williams.  Cleveland  Regional 
Office,  Federal  Trade  Commission,  688 
Euclid  Avenue,  Suite  S20-A,  Cleveland, 
OH  44114,  (216)  522-4210. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  6(f)  of  the  Federal  Trade 
Commission  Act,  38  Stat.  721, 15  U.S.C 
46  and  f  2.34  of  the  Commission's  Rules 
of  Practice  (W  CFR  2.34),  notice  is 
hereby  given  that  the  following  consent 
agreement  containing  a  consent  order  to 
cease  and  desist  having  been  filed  writh 
and  accepted.  sub)ect  to  final  approval, 
by  the  Commission,  has  been  plaoad  on 
the  public  laoonl  far  a  period  of  sixhr 
(60)  days.  Public  comment  is  invited. 
Sixcfa  comments  or  views  will  be 
considered  bv  the  Commission  and  will 
be  available  nr  in^Mction  end  copying 
at  its  principal  office  in  accordance  Mrith 
S  4.9(bM6)(U)  of  the  Commissioa'a  Ruiaa 
of  Practice  (16  CFR  4.«(bX6Mii)). 

AgreisBient  fiwriahitm  Cenaant  Prim 


'    TheFedeidT^adaCloannisslaii  V 
having  luitlBtad°an  iuvesUBStian  of 


certain  ects  and  practioes  of  C  C  Pollen 
Company,  a  aHporati<m.  and  Bruce  R. 
Brown.  Carol  M.  Brown,  and  Royden 
Brown,  individually  and  as  offieers  of 
said  corporation,  hereinaftw  sometimes 
referred  to  as  proposed  respondents, 
and  it  now  appealing  that  proposed 
respondents  are  willing  to  enter  into  an 
agreement  containing  an  Order  to  Cease 
and  Desist  from  the  use  of  the  acts  or 
practices  being  investigated. 

It  is  her^y  agreed  by  and  between 
proposed  respondents  and  their  attorney 
and  counsel  for  the  Federal  Trade 
Commission  that: 

1.  Proposed  respondents  C  C  Pollen 
Company,  a  corporation,  and  Bruce  R. 
Browm,  Carol  M.  Brown,  and  Royden 
Brown,  individually  and  as  officers  of 
said  corporation,  have  an  office  or 
principal  place  of  business  located  at 
3627  East  Indian  Sdiool  Road,  Suite 
209,  Phoenix,  Arizona  85018. 

2.  Proposed  respondents  admit  all  the 
jurisdicttonal  fects  set  forth  in  the  draft 
Compliant  here  attached. 

3.  Proposed  respondent  vraive: 

(a)  Any  further  procedural  steps; 

(b)  The  requiremoit  that  the 
Commission's  Decision  contain  a 
statement  of  findings  of  feet  and 
conclusions  of  law; 

(c)  All  ri^ts  to  seek  judicial  review 
or  otherwise  to  challenge  or  contest  the 
validity  of  the  Order  entered  pursuant  to 
this  Agreement;  and 

(d)  All  claims  under  the  Equal  Access 
to  Justice  Act 

4.  This  Agreement  shall  not  become 
part  of  the  public  record  of  the 
proceeding  tmless  and  until  it  is 
accepted  ^  the  Commission.  If  this 
Agreement  is  accepted  by  the 
Commission,  it,  together  with  the  draft 
Complaint  contemplated  thereby,  will 
be  placed  on  the  public  record  for  a 
period  of  sixty  (60)  days  and 
information  with  respect  thereto 
publicly  released.  Tbe  Commission 
thereafter  may  either  withdraw  its 
acceptance  of  this  Agreement  and  so 
noti^  proposed  respondents,  in  which 
event  it  will  take  such  action  as  it  may 
considar  appn^niete.  or  issue  and  serve 
its  Complaint  (in  such  farm  as  the 
drr>imrtanras  may  require)  and 
Decision,  in  dispoieition  of  die 
proceeding. 

5.  This  Agreement  is  (at  settlement 
purposes  only  and  does  not  constitute 
an  admission  by  proposed  respondents 
offsets  other  iban  juiisdictionial  facts,  or 
of  vioLationa  of  law  as  allaged  in  the 
draft  Complaint  hare  attached 

6.  Hiia  Affaament  contamplatae  that, 
if  it  is  accepted  by  the  Conmdaaiao.  and 
if  auch  aooaptanoe  ia  not  aubaaquantly 
'Mrtfediawnby^ieComiMisakmpmtuant 
to  the  provisions  of {  2.34  of  tfte 
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Commission's  Rules,  the  Commission 
may.  without  further  notice  to  proposed 
respondents.  (1)  issue  its  Complaint 
correspoading  in  form  and  substance 
with  the  draft  Complaint  and  its 
Decision  containing  the  following  Order 
to  Cease  and  Desist  in  disposition  of  the 
proceeding,  and  (2)  make  information 
public  with  respect  thereto.  When  so 
entered,  the  Order  to  Cease  and  Desist 
shall  have  the  same  force  and  effiect  and 
may  be  altered,  modified,  or  set  aside  in 
the  same  manner  and  within  the  same 
time  provided  by  statute  for  other 
orders.  The  Order  shall  become  final 
upon  service.  Delivery  by  the  United 
States  Postal  Service  of  the  Complaint 
and  Decision  containing  the  agreed-to 
Order  to  proposed  respondents'  address 
as  stated  in  this  Agreement  shall 
constitute  service.  Proposed 
respondents  waive  any  right  they  may 
have  to  any  other  manner  of  service. 
The  Complaint  attached  thereto  may  be 
used  in  construing  the  terms  of  the 
Order.  No  agreement,  understanding, 
representation,  or  interpretation  not 
contained  in  the  Order  or  the  Agreement 
may  be  used  to  vary  or  contradict  the 
terms  of  the  Order. 

7.  Proposed  respondents  have  read 
the  proposed  Complaint  and  Order 
contemplated  hereby.  They  understand 
that  once  the  Order  has  been  issued, 
they  v*-ill  be  required  to  file  one  or  more 
compliance  reports  showing  that  they 
have  fully  complied  with  the  Order. 
Proposed  respondents  further 
understand  that  they  may  be  liable  for 
civil  penalties  in  the  amount  provided 
by  law  for  each  violation  of  the  Order 
after  it  becomes  final. 

Order 

The  following  definition  shall  apply 
throughout  this  Order 

Bee  pollen  product  means  any  product(s) 
intended  for  human  consumption  or  use 
consisting  in  whole  or  in  part  of  bee  pollen. 
bee  propolis,  and/or  royal  jelly  in  any  form. 

I 

It  is  Ordered  That  respondents  CC  Pollen 
Company,  a  corporation,  and  Bruce  R. 
Brown.  Carol  M.  Brown,  and  Royden  Biown. 
individually  and  as  officers  of  said 
corporation,  their  successors  and  assigns,  and 
their  officers,  agents,  representatives  and 
employees,  directly  or  through  any 
partnership,  corporation,  suteidiary.  division 
or  other  device  in  connection  with  the 
advertising,  packaging,  labeling,  promotion, 
offering  for  sale,  sale  or  distribution  of  any 
product  or  service  in  or  affecting  commerce, 
as  "commerce"  is  defined  in  the  Federal 
Trade  Commission  Act.  do  forthwith  cease 
and  desist  Cram  creating,  producing,  selling 
or  disseminating: 

(A)  Any  advextisement  that  misrepresents, 
directly  or  by  implication,  that  is  not  a  paid 
•dveitisement;  and 


(B)  Any  commercial  or  other  video 
adveriisement  fifteen  (15)  minutes  in  length 
or  longer,  or  Intended  to  fill  a  broadcasting 
or  cablecasting  time  slot  of  fifteen  (IS) 
minutes  in  length  or  longer,  that  does  not 
display  visually,  in  a  dear  and  prominent 
manner  and  for  a  length  of  time  sufficient  for 
an  ordinary  consumer  to  road,  within  the  first 
thirty  (30)  seconds  of  the  commercial  and 
immediately  before  each  presentation  of 
ordering  instructions  for  the  product  or 
service,  the  following  disclosure: 

The  program  you  are  watching  is  a  paid 
advertisement  for  (the  product  or  service]. 

Provided  that,  for  the  purposes  of  this 
provision,  the  oral  or  visual  presentation  of 
a  telephone  number  or  address  for  viewers  to 
contact  to  place  an  order  for  the  product  or 
service  shall  be  deemed  a  presentation  of 
ordering  instructions  so  as  to  require  the 
display  of  the  disclosxire  provided  herein. 

Provided  yurther  That  should  the  Federal 
Trade  Commission  adopt  a  trade  regulation 
rule  requiring  different  disclosures  or  a 
different  frequency  of  making  such 
disclosures  than  that  required  by  subpart 
1(B).  above,  compliance  with  such  trade 
regulation  rule  shall  be  deemed  compliance 
with  subpart  1(B). 

n 

It  is  further  ordered  That  respondents  C  C 
PoUen  Company,  a  corporation,  and  Bruce  R. 
Brown.  Carol  M.  Brown,  and  Royden  Brown, 
individually  and  as  officers  of  said 
corporation,  their  successors  and  assigns,  and 
their  officers  agents,  representatives  and 
employees,  directly  or  through  any 
partnership,  corporation,  subsidiary,  division 
or  other  device,  In  connection  with  the 
advertising,  offering  for  sale,  sale  or 
distribution  of  any  bee  pollen  product  in  or 
affecting  commerce,  as  "commerce"  is 
defined  in  the  Federal  Trade  Commission 
Act,  do  forthwith  cease  and  desist  from 
representing,  directly  or  by  implication,  that: 

(A)  Consumption  of  any  been  pollen 
product  cannot  or  will  not  result  in  an 
allergic  reaction; 

(B)  Consumption  of  any  bee  pollen  product 
will  pennanently  alleviate  all  pollen  allergy 
s>'mptoms; 

(C)  Consumption  of  any  bee  f)ollen  product 
slows  or  prevents  or  reverse  the  aging 
process; 

(D)  Consumption  of  any  bee  pollen  product 
can  cure,  or  prevent,  or  alleviate  impotence 
and/or  sexual  dysfunction; 

(£)  Consimiption  of  any  been  pollen 
product  can  cause  weight  loss; 

(F)  Any  bee  pollen  product  is  an  effective 
antibiotic  for  human  use. 

Pmvided.  however.  That  use  of  any 
statement  approved  by  the  United  States 
Food  and  Drug  Administration  ("FDA")  for 
inclusion  on  the  above  label  of  the  product 
will  be  deemed  not  to  violate  this  part  when 
its  use  is  consistent  with  the  FDA  approval. 

m 

It  is  further  ordered  That  respondents  C  C 
Pollen  Company,  a  corporation,  and  Bruce  R. 
Brown,  Carol  M.  Brown,  and  Royden  Brown, 
individually  and  as  officers  of  said 
corporation,  their  successors  and  assigns,  and 
their  officers,  agents,  representatives  and 
employees,  directly  or  through  any 


partnership,  corporation,  subsidiary,  division 
or  other  device.  In  connection  with  the 
advertising,  offering  for  sale,  sale  or 
distribution  of  any  product  or  service  for 
human  consumption  or  use,  in  or  affecting 
commerce,  as  "commerce"  is  defined  In  the 
Federal  Trade  Commission  Act,  do  forthwdth 
cease  and  desist  from  representing,  directly 
or  by  Implication,  that  any  such  product  or 
service  will  have  any  e%ct  on  the  user's 
health  or  phy^ol  condition  unless,  at  the 
time  of  pn»vt"g  such  representation, 
respondents  possess  and  rely  upon 
competent  and  reliable  scientific  evidence 
that  substantiates  the  representation.  For 
purposes  of  this  Order,  "competent  and 
reliable  scientific  evidence"  shall  mean  tests, 
analyses,  research,  studies  or  other  evidence 
based  on  the  expertise  of  professionals  in  the 
relevant  area  that  have  bmn  conducted  and 
evaluated  in  an  objective  manner  by  persons 
qualified  to  do  so,  using  procedures  generally 
accepted  by  others  in  the  profession  to  yield 
accurate  and  reliable  results. 


IV 

//  is  further  ordered  That  respondents,  their 
successors  and  assigns,  shall  pay  Two 
Hundred  Thousand  Dollars  ($200,000)  to  the 
United  States  Treasury  as  disgorgement 
.Such  payment  shall  be  by  two  cashier's 
checks  or  certified  checks  made  payable  to 
the  Treasurer  of  the  United  States,  the  first 
such  check,  in  the  amount  of  One  Hundred 
Thousand  Dollars  ($100,000).  to  be  tendered 
within  five  (5)  days  of  the  date  of  service  of 
this  Order,  and  the  second,  also  in  the 
amoimt  of  One  Himdred  Thousand  Dollars 
($100,000),  to  be  tendered  no  later  than  one 
year  to  the  day  after  this  Agreement  becomes 
final.  Respondents  shall  provide  security  for 
the  second  payment  in  a  manner  agreed  to  by 
the  parties  before  provisional  acceptance  of 
this  Order  by  the  Federal  Trade  Commission. 
In  the  event  of  any  defeult  in  payment,  which 
default  continues  for  more  than  ten  (10)  days 
beyond  the  due  date  of  payment,  respondents 
shall  also  pay  Interest  as  computed  under  28 
U.S.C  1961,  which  shall  accrue  on  the 
unpaid  balance  from  the  date  of  de^ult  until 
the  date  the  balance  is  fiilly  paid. 

V 

It  is  further  ordered  That  for  a  period  of 
three  (3)  years  from  the  date  that  a 
representation  covered  by  this  Order  is  last 
disseminated,  respondents  shall  maintain 
and  upon  request  make  available  to  the 
Federal  Trade  Conunission  for  Inspection 
and  copying: 

(A)  All  materials  that  were  relied  upon  by 
respondents  in  disseminating  any 
representation  covered  by  this  CWer.  and 

(B)  All  reports,  tests,  studies,  surveys, 
demonstrations  or  other  evidence  in  any 
respondent's  possession  or  control  that 
contradict,  qualify  or  call  into  question  such 
representation  or  the  basis  upon  which 
respondents  relied  for  such  representation, 
including  complaints  from  consumers. 

VI 

It  is  further  ordered  That  respondent  CC 
Pollen  Company  shall: 

(A)  Within  thirty  (30)  days  after  service  of 
this  Order,  provide  a  copy  of  this  Order  to 
each  of  respondent's  current  prindf>al8. 
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oSicere,  directora  and  managers,  and  provide 
a  complete  copy  of  Parts  I  through  III  of  this 
Order  to  all  persomiel,  agents  and 
representatives  having  advertising  or  policy 
responsibility  with  respect  to  the  subject 
matter  of  this  Order,  and  to«ach  employee 
of  CC  Pollen  Company  who  is  engaged  in  the 
sale  of  CC  Pollen  products;  and 

(B)  For  a  period  of  seven  (7)  years  &x)m  the 
date  of  entry  of  this  Order,  provide  a  copy 
of  this  Order  to  each  of  respondent's 
principals,  officers,  directors  and  managers, 
and  provide  a  complete  copy  of  Parts  I 
through  III  of  this  Order  to  all  personnel, 
agents  and  representatives  having  advertising 
or  policy  responsibility  with  respect  to  the 
subject  matter  of  this  Order,  and  to  each 
employee  of  CC  Pollen  Company  who  is 
engaged  in  the  sale  of  CC  Pollen  products, 
within  three  (3)  days  after  the  person 
assimies  his  or  her  position. 

VU 

It  is  further  ordered  That  respondent  CC 
Pollen  Company  shall  notify  the  Commission 
at  least  thirty  (30)  days  prior  to  the  effective 
date  of  any  proposed  change  in  the  corporate 
respondent  such  as  dissolution,  assignment 
or  sale  resulting  in  the  emergence  of  a 
successor  corporation,  the  creation  or 
dissolution  of  subsidiaries,  or  any  other 
change  in  the  corporation  which  may  affect 
compliance  obligations  arising  out  of  this 
Order. 

VIII 

It  is  further  ordered  That  respondents 
Bruce  R.  Brown,  Carol  M.  Brown,  and 
Royden  Brown  shall,  for  a  period  of  seven  (7) 
years  from  the  date  of  entry  of  this  Order, 
notify  the  Federal  Trade  Commission  within 
thirty  (30)  days  of  the  discontinuance  of  his 
or  her  present  business  or  employment  and 
of  his  or  her  a^iliation  with  any  new 
business  or  employment.  Each  notice  of 
affiliation  with  any  new  business  or 
employment  shall  include  the  respondent's 
new  business  address  and  telephone  number, 
current  home  address,  and  a  statement 
describing  the  nature  of  the  business  or 
employment  and  his  or  her  duties  and 
responsibilities. 

IX 

It  is  further  ordered  That  respondents 
shall,  for  at  least  three  (3)  years  after  service 
of  this  Order,  maintain  and  make  available  to 
the  Federal  Trade  Commission  upon  request, 
for  inspection  and  copying,  complete  records 
regarding  respondents'  compliance  with  this 
Order. 


/( is  further  ordered  That  respondents 
shall,  within  sixty  (60)  days  after  service  of 
this  Order,  and  at  such  other  times  as  the 
Federal  Trade  Commission  may  require,  file 
with  the  Commission  a  report,  in  writing, 
setting  forth  in  detail  the  manner  and  form 
in  which  they  have  complied  with  this 
Order. 

Anal]rsis  of  Proposed  Consent  Order  To 
Aid  Public  Comment 

The  Federal  Trade  Commission  has 
accepted,  subject  to  final  approval,  an 
agreement  to  a  proposed  Consent  Order 


from  C  C  Pollen  Company  and  its 
principals,  Royden  Brown,  Bruce  Brown 
and  Carol  Brown. 

The  proposed  Consent  Order  has  been 
placed  on  the  public  record  for  sixty 
(60)  days  for  receipt  of  comments  by 
interested  persons.  Comments  received 
during  this  period  will  become  part  of 
the  public  record.  After  sixty  (60)  dajrs, 
the  Commission  will  again  review  the 
agreement  and  the  comments  received 
and  will  decide  whether  it  should 
withdraw  from  the  agreement  and  take 
other  appropriate  action,  or  make  final 
the  proposed  Order  contained  in  the 
agreement. 

This  matter  concerns  two  program- 
length  television  advertisements  for  C  C 
Pollen's  bee  pollen  products,  TV 
Insiders  and  The  Search  for  the 
Fountain  of  Youth,  as  well  as  C  C 
Pollen's  print  advertisements  for  these 
products. 

The  Complaint  alleges  that  C  C  Pollen 
Company  engaged  in  deceptive 
advertising  in  violation  of  section  5  of 
the  Federal  Trade  Commission  Act  by 
falsely  claiming  that  the  television 
advertisements  were  not  paid-for 
advertisements  but  rather  were 
independent  and  objective  documentary 
or  news  pronams. 

The  Complaint  also  alleges  that  C  C 
Pollen  violated  sections  5  and  12  of  the 
FTC  Act  by  making  false  and 
unsubstantiated  claims  that 
consumption  of  any  bee  pollen  product 
cannot  result  in  an  allergic  reaction;  that 
consumption  of  C  C  Pollen  Company's 
bee  pollen  products  will  permanently 
alleviate  all  of  the  consumer's  pollen 
allergy  symptoms;  that  consiunption  of 
bee  pollen  products  slows  or  prevents  or 
reverses  the  aging  process;  that 
consumption  of  bee  pollen  products  can 
cure,  or  prevent,  or  dleviate  impotence 
and/or  sexual  dysfunction;  that 
■  consumption  of  bee  pollen  products 
causes  weight  loss;  and  that  bee  pollen 
projects,  such  as  those  advertised  by  C 
C  Pollen  Company,  are  an  effective 
antibiotic  for  human  use. 

The  Complaint  further  alleges  that  C 
C  Pollen  falsely  implied  that  it  had  a 
reasonable  basis  for  each  of  these 
claims.  According  to  the  Complaint.  C  C 
Pollen  did  not  have  a  reasonable  basis 
for  making  these  claims. 

The  Consent  Order  contains 
provisions  designed  to  prevent  future 
misrepresentations  concerning  the 
nature  of  C  C  Pollen's  program-length 
advertisements.  Paragraph  I  of  the  Order 
prohibits  C  C  Pollen  and  the  three 
named  officers  of  the  company  from 
misrepresenting  that  any  advertisement 
is  an  independent  program,  and  not  an 
advertisement  Paragraph  I  also  provides 
that  any  television  advertisement  15 


minutes  or  more  in  length  must  contain 
a  clear  and  prominent  visual  message 
which  states  that  the  program  is  a  paid 
advertisement  The  disclosure  must  be 
made  at  the  beginning  of  the 
advertisement  and  prior  to  any  ordering 
instructions. 

Paragraph  n  of  the  Order  prohibits 
respondents  from  claiming  that 
consumption  of  any  bee  pollen  product 
cannot  or  will  not  result  in  an  allergic 
reaction;  that  consiunption  of  any  bee 
pollen  pnxluct  will  permanently 
alleviate  all  pollen  allergy  symptoms; 
that  consiunption  of  anybee  pollen 
product  slows  or  prevents  or  reverses 
the  aging  process;  that  consumption  of 
any  bee  pollen  product  can  cure,  or 
prevent  or  alleviate  impotence  and/w 
sexual  dysfunction;  that  consumption  of 
any  bee  pollen  product  can  cause 
weight  loss;  and  that  any  bee  pollen 

Eroduct  is  an  effective  antibiotic  for 
uman  use. 

Paragraph  in  requires  substantiation 
consisting  of  competent  and  reliable 
scientific  evidence  for  all  future  claims 
concerning  any  product  for  human  use 
or  consiunption  having  any  effisct  on  the 
user's  health  or  physical  condition. 

Paragraph  IV  requires  the  respondents 
to  pay  to  the  United  States  Treasury 
Two  Hundred-Thousand  Dollars 
($200,000)  as  disgorgement,  with 
$100,000  to  be  paid  within  five  days  of 
the  date  of  service  of  the  Order  and  the 
remaining  $100,000  to  be  paid  within 
one  year  after  the  Ordw  becomes  final. 

The  remainder  of  the  Order  contains 
standard  record-retention  and 
notification  provisions. 

The  purpose  of  this  analysis  is  to 
facilitate  public  comment  on  the 
proposed  Order.  It  is  not  intended  to 
constitute  an  official  interpretation  of 
the  agreement  and  proposed  Order  or  to 
modify  in  any  way  their  terms. 
Benjamin  I.  Beiman. 
Acting  Secretary. 
[PR  Doc.  93-119  Filed  1-5-93;  8:45  am] 

MJJNO  CO06  t750-01-H 

[Hie  Na  922  3155] 

Alan  V.  Phan,  d/b/a  Hareourt 
Companiea;  Propoaad  Conaant 
Agraamant  VVIth  Analyala  To  Aid 
Public  Commant 

AGENCY:  Federal  Trade  Commission. 
ACnON:  Proposed  consent  agreement 

SUMMARY:  In  settlement  of  alleged 
violations  of  federal  law  prohibiting 
unfair  acts  and  practices  and  \mbii 
methods  of  competition,  this  consent 
agreement,  accepted  subject  to  final 
Commission  approval,  would  prohibit, 
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among  other  thing*,  a  California 
marketer  of  "Jazz  dgaiettea".  a  non- 
tobacco  product,  from  representing  that 
smoking  such  producU  powa  no  health 
risk,  «hat  smoting  auch  products  does 
not  pose  any  of  the  health  risks 
associated  with  smoking  cigarettes,  and 
that  the  smoke  contain*  no  tar.  In 
addition,  the  respondent  would  be 
prohibited  from  making  any 
representations  about  the  comparative 
or  absolute  health  or  aaJiety  attribute*, 
benefits  or  risks  of  any  cigarette  or 
smoking  product,  unless  it  is 
substantiated  by  reUable  scientific 
evidence. 

DATES:  Comment*  must  be  received  on 
or  before  March  8, 1993. 
ADDRESSES:  Comments  should  be 
directed  to:  FTC/Office  of  the  Secretary, 
room  159, 6th  St.  and  Pa-  Ave..  NW.. 
Washington.  DC  20580. 
FOR  FURTHER  WPOflMATIOM  COHTACT. 
Jeffrey  Klurfeld  or  Kerry  O'Brien,  San 
Francisco  Regional  Office.  Federal 
Trade  Commission,  901  Market  St., 
Suite  570,  San  Frandsco,  CA  94103. 
(415) 744-7920. 

suppLEiiENTAnY  MFonMA-nON:  Pursuant 
to  section  6(f)  of  the  Federal  Trade 
Commission  Act.  38  Stat.  721, 15  U.S.C. 
46  and  8  2.34  of  the  Commission's  Rules 
of  Practice  (16  CFR  2.34),  notice  is 
hereby  given  that  the  following  consent 
agreement  containing  a  consent  order  to 
cease  and  desist,  having  been  filed  with 
and  accepted.  *ub)ect  to  final  approval, 
by  the  Commission,  has  been  placed  on 
the  public  record  for  a  period  of  sixty 
(60)  days.  Public  comment  is  invited. 
Such  comments  or  views  will  be 
considered  by  the  Commission  and  will 
be  available  for  inspection  and  copying 
at  its  principal  office  in  accordance  with 
§  4.9(b)(6)(ii)  of  the  Commission's  Rules 
of  Practice  (16  CFR  4.9(b)(6)(ii)). 

Agreement  Containing  Coaaent  Order 
To  Cease  and  Desist 

In  the  Matter  of  Alan  V.  Phan.  «/k/a  Alan 
V.  Pasqualle,  an  individual  trading  and  doing 
business  as  Harcourt  Companies. 

The  Federal  Trade  Commission 
having  initiated  an  investigation  of 
certain  acts  and  practices  of  Alan  V. 
Phan,  an  individual  trading  and  doing 
business  as  Harcourt  Companies 
("proposed  respondent"),  and  it  is  now 
appearing  that  proposed  respondent  is 
willing  to  enter  into  an  agreement 
containing  an  order  to  cease  and  desist 
fiom  the  acts  and  practices  being 
investigated. 

It  is  hereby  agreed  By  and  between 
Alan  V.  Phan  and  counsel  for  the 
Federal  Trade  Commission  that: 

1.  Proposed  respondent  Alan  V.  Phan 
is  the  owner  of  Harcourt  Companies,  a 


California  sole  proprietorship.  His 
prindpal  office  and  place  of  business  is 
located  at  10915  Bloomfield  Avenue. 
Los  Alamitos,  CA  90720. 

2.  Proposed  respondent  admits  all  the 
jurisidictional  facts  set  forth  in  the  draft 
complaint  here  attached. 

3.  Proposed  respondent  waives: 

a.  Any  further  procedural  steps; 

b.  The  requirement  that  the 
Commission's  decision  contain  a 
statement  of  findings  of  fact  and 
condusions  of  law; 

c.  All  rights  to  seek  )udidal  review  or 
otherwise  to  challenge  or  contest  the 
validity  of  the  order  entered  pursuant  to 
this  agreement;  and 

d.  Ail  claims  under  the  Equal  Access 
to  Justice  Act,  5  U.S.C  504. 

4.  This  agreement  shall  not  become 
part  of  the  public  record  of  the 
proceeding  unless  and  until  it  is 
accepted  by  the  Commission.  If  this 
agreement  is  accepted  by  the 
Commission,  it.  together  with  the  draft 
of  complaint  contemplated  thereby,  will 
be  placed  on  the  public  record  for  a 
period  of  sixty  (60)  days  and 
information  in  respect  thereto  publidy 
released.  The  Commission  thereafter 
may  either  withdraw  its  acceptance  of 
this  agreement  and  so  notify  the 
proposed  respondent,  in  which  event  it 
will  take  such  action  as  it  may  consider 
appropriate,  or  issue  and  serve  its 
complaint  (in  such  form  as  the 
drcumstances  may  require)  and 
decision,  in  disposition  of  the 

proceeding. 

5.  This  agreement  is  for  settlement 
purposes  only  and  does  not  constitute 
an  admission  by  proposed  respondent  of 
facts,  other  than  jurisdidional  facts,  or 
of  violations  of  law  as  alleged  in  the 
draft  of  complaint  here  attached. 

6.  This  agreement  contemplates  that. 
if  it  is  accepted  by  the  Commission,  and 
if  such  acceptance  is  not  subsequently 
withdrawn  by  the  Commission  pursuant 
to  the  proviaions  ofS2.34ofthe 
Commission's  Rules,  the  Commission 
may.  without  further  notice  to  proposed 
respondent,  (a)  issue  its  complaint 
corresponding  in  form  and  substance 
with  the  draft  of  complaint  here 
attached  and  its  decision  containing  the 
following  order  to  cease  and  desist  in 
disposition  of  the  proceeding  and  (b) 
make  information  public  in  respect 
thereto.  When  so  entered,  the  order  to 
cease  and  desist  shall  have  the  same 
force  and  effect  and  may  be  altered, 
modified  or  set  aside  in  the  same 
manner  and  within  the  same  time 
provided  by  statute  for  other  orders.  The 
order  shall  become  final  udot  service. 
Delivery  by  the  U.S.  Postal  Service  of 
the  complaint  and  dedsion  containing 
the  agreed-to  order  to  proposed 


respondent's  address  a*  atated  in  this 
agreement  shall  constitute  service. 
Proposed  respondent  waives  any  riAt 
he  may  have  to  any  other  manner  of 
service.  The  complaint  may  be  used  in 
construing  the  terms  of  the  order,  and 
no  agreement,  understanding, 
representation,  or  interpretation  not 
contained  in  the  order  or  the  agreement 
may  be  used  to  vary  or  contradict  the 
terms  of  the  order. 

7.  Proposed  respondoit  has  read  the 
proposed  complaint  and  order 
contemplated  hereby.  Proposed 
responoent  understands  that  once  the 
order  has  been  issued,  he  will  be 
required  to  file  one  or  more  compliance 
reports  showing  that  he  ha*  fully 
complied  with  the  order.  Proposed 
respondent  further  understands  that  he 
may  be  Uable  for  dvil  penalties  in  the 
amount  provided  by  law  for  eadi 
violation  of  the  order  after  it  becomes 
final. 


Order 

/.  I 

It  is  ordered  That  respondent  Alan  V. 
Phan,  an  individual  trading  and  doing 
business  as  Harcourt  Companies,  and 
his  successors  and  assigns,  in 
connection  with  the  manufacturing, 
labelling,  advertising,  promotion, 
offering  for  sale.  sale,  or  distribution  of 
Jazz  or  any  product  containing 
substantially  similar  ingredients,  iii  or 
a^cting  commerce,  as  "commerce"  is 
defined  in  the  Federal  Trade 
Commission  Act,  do  forthwith  cease  and 
desist  from  representing,  in  any  manner, 
directly  or  by  implication,  that: 

A.  Smoking  such  product  pose*  no 
health  risk  for  the  user. 

B.  Smoking  such  product  does  not 
pose  any  of  the  health  risks  assodated 
with  smoking  tobacco  cigarettes. 

C.  Such  product's  smoke  contains  no 

"tar." 

It  is  further  ordered  That  respondent 
Alan  V.  Phan,  an  individual  trading  and 
doing  business  as  Harcourt  Companies, 
and  his  successors  and  assigns,  in 
connection  with  the  manufacturing, 
labelling,  advertising,  promotion, 
offering  for  sale,  sale,  or  distribution  of 
any  smoking  product,  in  or  affecting 
commerce,  as  "commerce"  is  defined  In 
the  Federal  Trade  Commission  Act,  do 
forthwith  cease  and  desist  from  making 
any  misrepresentation,  in  any  manner, 
directly  qr  by  implication,  regarding  the 
display  of  health  warnings  required  by 
the  Federal  Qgarette  Labeling  and 
Advertising  Act. 

m. 

It  is  further  ordered  That  respondent 
Alan  V.  Ftian.  an  individual  trading  and 
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doing  business  as  Harcoiirt  Companies, 
and  his  successors  and  assigns,  in 
connection  with  the  manufacturing, 
labelling,  advertising,  promotion, 
offering  for  sale,  sale,  or  distribution  of 
any  cigarette,  as  defined  in  15  U.S.C. 
1332,  or  any  other  smoking  product,  in 
or  affecting  commerce,  as  "commerce" 
is  defined  in  the  Federal  Trade 
Commission  Act,  do  forthwith  cease  and 
desist  from  representing,  in  any  manner, 
directly  or  by  implication,  the 
comparative  or  absolute  health  or  safety 
attributes,  benefits,  or  risks  associated 
with  smoking  such  product,  unless  such 
representation  is  true  and,  at  the  time  of 
making  such  representation,  respondent 
possesses  and  relies  upon  competent 
and  reliable  scientific  evidence  that 
substantiates  the  representation.  For 
purposes  of  this  Order,  "competent  and 
reliable  scientific  evidence"  shall  mean 
tests,  analyses,  research,  studies  or  other 
evidence  based  on  the  expertise  of 
professionals  in  the  relevant  area,  that 
has  been  conducted  and  evaluated  in  an 
objective  manner  by  persons  qualified  to 
do  so,  using  procedures  generally 
accepted  in  the  profession  to  yield 
accurate  and  reliable  results. 

IV. 

It  is  further  ordered  That  respondent 
Alan  V.  Phan,  an  individual  trading  and 
doing  business  as  Harcourt  Companies, 
and  his  successors  and  assigns,  in 
connection  with  the  manufacturing, 
labelling,  advertising,  promotion, 
offering  for  sale,  sale,  or  distribution  of 
any  product  in  or  affecting  commerce, 
as  "commerce"  is  defined  in  the  Federal 
Trade  Commission  Act,  do  forthwith 
cease  and  desist  fi-om  representing,  in 
any  manner,  directly  or  by  implication, 
that  using  such  product  is  effective  in 
aiding  people  to  quit  smoking  tobacco 
products,  unless,  at  the  time  of  making 
such  representation,  respondent 
possesses  and  relies  upon  competent 
and  reliable  scientific  evidence  that 
substantiates  the  representation. 

V. 

It  is  further  ordered  That  respondent 
shall: 

A.  Within  thirty  (30)  days  from  the 
date  of  service  of  this  Order,  distribute 
a  copy  of  the  Complaint  and  Order  to 
each  past  or  present  distributor  of  Jazz. 

6.  Distribute  a  copy  of  the  Complaint 
and  Order  to  each  new  distributor  of 
Jazz  within  thirty  (30)  days  of  the  date 
that  ibdividual  or  entity  becomes  a 
distributor; 

C.  Distribute  a  copy  of  the  Complaint 
and  Order  to  each  future  purchaser  of 
Jazz,  or  any  other  transferee,  who 
acquires,  with  or  without  valuable 


consideration,  more  than  thirty  (30) 
cartons  of  Jazz. 

D.  For  ten  (10)  years  bom  the  date  of 
service  of  this  O^er,  distribute  a  copy 
of  the  Complaint  and  Order  to  each 
managerial,  employee  of  respondent,  and 
to  each  salesperson  of  respondent's 
products,  whether  they  are  independent 
sales  agents  ot  employees  of  respondent. 

E.  Within  ten  (10)  days  bom  the  date 
of  service  of  this  Order,  distribute  a 
copy  of  the  Complaint  and  Order  to  any 
individual  or  entity  who  is  involved  in 
the  preparation  and  placement  of 
advertisements  or  promotional 
materials,  or  commimicates  with 
customers  or  prospective  customers 
regarding  the  efficacy  or  safety  of  any 
product  covered  by  this  Order. 

VI. 

It  is  further  ordered  That  for  five  (5) 
years  after  the  last  date  of  dissemination 
of  any  representation  covered  by  this 
Order,  respondent,  or  his  successors  and 
assigns,  shall  maintain  and  upon 
request  make  available  to  the  Federal 
Trade  Commission  for  inspection  and 
copying: 

A.  All  materials  that  were  relied  upon 
in  disseminating  such  representation; 
and 

B.  All  test,  reports,  studies,  surveys, 
demonstrations  or  other  evidence  in  his 
possession  or  control  that  contradict, 
qualify,  or  call  into  question  such 
representation,  or  the  basis  relied  upon 
for  such  representation,  including 
complaints  from  consumers. 

VII. 

It  is  further  ordered  That  respondent 
shall,  for  a  period  often  (10)  years  after 
the  date  of  service  of  this  Order  upon 
him,  promptly  notify  the  Commission, 
in  writing,  of  his  discontinuance  of  his 
present  business  or  employment  and  of 
his  affiliation  with  a  new  business  or 
emplojrment.  For  each  such  new 
a^iliation,  the  notice  shall  include  the 
name  and  address  of  the  new^business 
or  employnient,  a  statement  of  the 
nature  of  the  new  business  or 
employment,  and  a  description  of 
respondent's  duties  and  responsibilities 
in  connection  with  the  new  business  or 
employment. 

vin. 

It  is  further  ordered  That  respondent 
shall,  within  sixty  (60)  days  from  the 
date  of  service  of  this  Order  upon  them, 
and  at  such  other  times  as  the 
Commission  may  require,  file  with  the 
Commission  a  report,  in  writing,  setting 
forth  in  detail  the  manner  and  form  in 
which  they  have  complied  with  this 
Order. 


Analysis  of  Proposed  Conseiit  Order  to 
Aid  Public  Comineiit 

The  Federal  Trade  Commission  has 
accepted  an  agreement,  subject  to  final 
approval,  to  a  proposed  consent  order 
from  respondent  Alan  V.  Phan,  an 
individual  trading  and  doing  business 
as  Harcotirt  Companies. 

The  proposed  consent  order  has  been 
placed  on  the  public  record  for  sixty 
(60)  days  for  reception  of  comments  by 
interested  persons.  Comments  received 
during  this  period  will  become  part  of 
the  pubUc  record.  After  sixty  (60)  days, 
the  Conunission  will  again  review  the 
agreement  and  the  comments  received 
and  will  decide  whether  it  should 
withdraw  bom  the  agreement  and  take 
other  appropriate  action  or  make  final 
the  agreement's  proposed  order. 

This  matter  concerns  the  advertising 
of  "Jazz  Cigarettes"  ("Jazz"),  a 
nontobacco  product.  Because  Jazz  does 
not  contain  tobacco,  it  is  not  a 
"cigarette,"  as  that  term  is  defined  in 
the  Federal  Cigarette  Labeling  and 
Advertising  Act,  15  U.S.C.  1332.  The 
Commission's  complaint  charges  that 
respondent's  advertising  contained  false 
and  unsubstantiated  representations 
concerning  the  health  risks  associated 
with  smoking  Jazz,  and  Jazz's  efficacy  in 
helping  people  to  quit  smoking  tobacco 
products. 

Specifically,  the  complaint  alleges 
that  respondent  falsely  represented  that: 
(1)  Smoking  Jazz  poses  no  health  risk  for 
the  user;  (2)  smoldng  Jazz  does  not  pose 
any  of  the  health  risks  associated  with 
smoking  tobacco  cigarettes;  (3)  Jazz 
smoke  contains  no  tar;  and  (4)  Jazz 
packages  do  not  display  the  Surgeon 
General's  health  warnings  because 
smoking  Jazz  does  not  pose  the  health 
and  safety  risks  that  have  been 
associated  with  smoking  tobacco 
cigarettes.  The  complaint  also  alleges 
that  respondent  lacked  substantiation 
for  his  claim  that  smoking  Jazz  is 
effective  in  aiding  people  to  quit 
smoking  tobacco  products. 

The  proposed  consent  order  contains 
provisions  designed  to  remedy  the 
violations  charged  and  to  prevent  the 
respondent  from  engaging  in  similar 
acts  and  practices  in  the  fixture. 

Part  I  of  the  proposed  order  prohibits 
respondent  from  representing  that  (1) 
smoking  Jazz  poses  no  health  risk  for 
the  user;  (2)  smoking  Jazz  does  not  pose 
any  of  the  health  risks  associated  with 
smoking  tobacco  cigarettes;  and  (3) 
Jazz's  smoke  contains  no  tar.  Part  I  of 
the  proposed  order  also  covers  these 
representations  when  made  about  a 
product  that  contains  substantially 
similar  ingredients  as  those  contained  ir 
Jazz. 
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Part  n  of  the  proposed  order  prohibits 
respondent  from  making  any 
misxepresentotion  regarding  the  display 
of  health  warnings  required  by  the 
Federal  Cigarettes  Labeling  and 
Advertising  Act  on  any  smoking 
product. 

As  fencing-in  relief.  Part  in  of  the 
proposed  order  provides  that  if 
respondent  represents  that  comparative 
or  absolute  health  or  safety  attributes, 
benefits,  or  risks  associated  with 
smoking  any  cigarette  or  any  other 
smoking  product,  the  representation 
must  be  true  and  respondent  must 
possess  competent  and  reliable 
scientific  evidence  that  substantiates  the 
representation. 

Part  rV  of  the  proposed  order  provides 
that  if  respondent  represents  that  a 
product  helps  people  to  quit  smoking 
tobacco  products,  respondent  must 
possess  competent  and  reliable 
scientific  evidence  that  substantiates  the 
representation. 

The  proposed  order  also  requires 
respondent  to  maintain  materials  relied 
upon  to  substantiate  claims  covered  by 
the  order,  to  distribute  copies  of  the 
order  to  past,  present  and  future 
distributors  of  Jazz,  to  distribute  copies 
of  the  order  to  certain  futxire  purchasers 
of  Jazz,  to  notify  the  Commission  of 
certain  changes  in  respondent's 
business  or  employment,  and  to  file  one 
or  more  reports  deitailing  compliance 
with  the  order. 

The  ptirpose  of  this  analysis  is  to 
facilitate  public  comment  on  the 
proposed  order.  It  is  not  intended  to 
constitute  an  official  interpretation  of 
the  agreement  and  proposed  order  or  to 
modify  in  any  way  their  terms. 
Benioein  L  BcnaaB, 
Acting  Secretary. 

[FR  Doc.  93-114  Filed  1-&-93: 8:45  am) 
■UJNQ  cooc  •ns-si-M 


required  to  include  a  clear  statement  at 
the  beginning  of  each  children's 
message  giving  the  child  a  chance  to 
hand  up  without  charge,  and  is  required 
to  provide  a  means  for  parents  to 
prevent,  or  not  be  charged  for. 
unauthorized  calls  by  their  diildren. 
dates:  Complaint  issued  May  7. 1991. 
order  issued  December  10, 1992.* 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  Cleland.  FTC/S-4002, 
Washington,  DC  20580.  (202)  32fr-3088. 
suppuuveiTARY  information:  On 
Tuesday.  September  29. 1992.  there  was 
published  in  the  Federal  Register.  57  FR 
44744,  a  proposed  consent  agreement 
with  analysis  In  the  Matter  of  Phone 
Programs.  Inc.,  for  the  purpose  of 
soliciting  public  comment.  Interested 
parties  were  given  sixty  (60)  days  in 
which  to  submit  comments,  suggestions 
or  objections  regarding  the  proposed 
form  of  the  order 

No  comments  having  been  received, 
the  Commission  has  ordered  the 
issuance  of  the  complaint  in  the  form 
contemplated  by  the  agreement,  made 
its  jurisdictional  findings  and  entered 
an  order  to  cease  and  desist,  as  set  forth 
in  the  proposed  consent  agreement,  in 
disposition  of  this  proceeding. 
(Sec.  6.  38  Stat.  721;  15  U.S.C  46.  InterproU 
or  applies  tec.  5,  38  SUt  719.  as  amended: 
15  U.S.C.  45) 
Benjamin  L  Bennan. 
Acting  Secntary. 

(FR  Doc.  93-113  Filed  1-5-93;  8:45  am) 
MLUNO  coos  sras-st-M 


[File  No.  931  0023] 

S.C.  Johnton  A  Son,  Inc.;  Proposed 
Consent  Agresment  wtth  Analysis  To 
Aid  Put>lic  Comment 

AGENCY:  Federal  Trade  Commission. 
action:  Proposed  Consent  Agreement. 


[Docket  No.  9247] 

PtKHie  Programs,  Inc.;  Prohlt)lted 
Trade  PracticM,  and  Afflrmatlva 
Conrectiva  Actiona 

agency:  Federal  Trade  Commission. 
action:  Consent  order. 


SUMMARY:  In  settlement  of  alleged 
violations  of  fisderal  law  prt^biting 
unfair  acts  and  practices  and  unfair 
methods  of  competition,  this  consent 
order  pnrfiibits,  among  other  things,  a 
New  Yorii  corporation  from 
misrepresenting  the  ease  with  whidi  a 
premium  is  obtainable  and  the  content 
of  any  telephone  information  service 
message  to  childrm  aged  twelve  and 
under.  In  addition,  the  respondent  is 


SUMMARY:  In  settlement  of  alleged 
violations  of  federal  law  prohibiting 
unfair  acts  and  practices  and  unfair 
methods  of  competition,  this  consent 
agreement,  accepted  subject  to  final 
Commission  approval,  would  require, 
among  other  things,  a  Wisconsin-based 
manufacturer  of  home  care  products  to 
divest  its  assets  used  in  the  producticm. 
manufocture  and  sale  of  continuous 
action  and  aerosol  air  freshener 
products  and  furniture  care  products,  in 
order  to  acquire  certain  assets  of  the 
Drackett  Company,  a  subsidiary  of 
Bristol-Myers  Squibb  Company.  In 
addition,  for  a  10-year  period.  Johnson 
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must  obtain  Commission  approval 
before  acquiring  any  interest  in  any  air 
freshener  or  fumiture  care  product 
manufacturer  or  distributor. 
DATES:  Comments  must  be  received  on 
or  before  March  8. 1993. 
ADDRESSES:  Comments  should  be 
directed  to:  FTC/Office  of  the  Secretary, 
room  159. 6th  St.  and  Pa.  Ave..  NW.. 
Washington.  DC  20580. 
FOR  FURTHER  »IF0RMATK)N  CONTACT: 
Steven  A.  Newborn.  FTC/S-2308, 
Washington.  DC  20580.  (202)  326-2682. 
SUPPLEMENTARY  MFORMATION:  Piirsuant 
to  section  6(f)  of  the  Federal  Trade 
Commission  Act.  38  Stat.  721. 15  U.S.C 
46  and  Section  2.34  of  the  Commission's 
Rules  of  Practice  (16  CFR  2.34),  nouce 
is  hereby  given  that  the  following 
consent  agreement  containing  a  consent 
order  to  cease  and  desist,  having  been 
filed  with  and  accepted,  subject  to  final 
approval,  by  the  Commission,  has  been 
placed  on  the  public  record  for  a  period 
of  sixty  (60)  days.  Public  comment  is 
invited.  Such  comments  or  views  will 
be  considered  by  the  Commission  and 
will  be  available  for  inspection  and 
copying  at  its  principal  office  in 
accordance  with  §  4.9{b)(6)(ii)  of  the 
Commission's  Rules  of  Practice  (16  CFR 
4.9(b)(6)(u)). 

Agreement  Containing  Qmsent  Order 
In  the  matter  of  S.C.  Johnson  &  Son, 
Inc.  a  corporation. 

The  Federal  Trade  Commission 
("Commission")  having  initiated  an 
investigation  of  the  proposed 
acquisition  by  S.C.  Johnson  &  Son.  Inc. 
("Johnson"),  a  corporation,  of  all  the 
voting  securities  of  The  Drackett 
Company  ("Drackett"),  from  Bristol- 
Myers  Squibb  Compaiiy  ("BMS").  a 
corporation,  and  certain  assets  of  BMS 
relating  to  Drackett's  international 
business,  and  it  now  appearing  that 
■    Johnson,  hereinafter  sometimes  referred 
to  as  "proposed  respondent",  is  willing 
to  enter  into  an  Agreement  Containing 
Consent  Order  ("Agreement")  to  divest 
certain  assets,  to  cease  and  desist  from 
certain  acts,  and  to  provide  for  certain 
other  relief. 

It  is  Hereby  Agreed  by  and  between 
Johnson,  hy  its  duly  authorized  officers 
and  its  attorneys,  and  counsel  for  the 
Commission  that: 

1.  Proposed  respondent  Johnson  is  a 
corporation  organized,  existing,  and 
doing  business  under  and  by  virtue  of 
the  laws  of  the  State  of  Wisconsin,  with 
its  office  and  principal  place  of  business 
located  at  1525  Howe  Street.  Racine. 
Wisconsin  53403-5011. 

2.  BMS  is  a  corporation,  organized, 
existing,  and  doing  business  under  and 
by  virtue  of  the  laws  of  the  State  of 
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Delaware,  Mrith  its  office  and  principal 
place  of  business  located  at  345  Pane 
Avenue,  New  YoA,  New  Yoric  10154- 
0037. 

3.  Drackett  is  a  corpOTation. 
organized,  existing,  and  doing  business 
under  and  by  virtue  of  the  laws  of  the 
State  of  Delaware,  with  its  office  and 
principal  place  of  business  located  at 
201  East  Fourth  Street,  Cincinnati.  Ohio 
45202. 

4.  Proposed  respondent  admits  all  the 
jurisdictional  facts  set  forth  in  the  draft 
of  complaint  here  attached. 

5.  Proposed  respondent  waives: 

(a)  Any  further  procediual  stefM; 

(b)  The  requirement  that  the 
Commission's  decision  contain  a 
statement  of  findings  of  fact  and 
conclusions  of  law; 

(c)  All  rights  to  seek  judicial  review 
or  otherwise  to  challenge  or  contest  the 
validity  of  the  order  entered  pursuant  to 
this  Aneement;  and 

(d)  Any  claim  imder  the  Equal  Access 
to  Justice  Act. 

6.  This  Agreement  shall  not  become 
part  of  the  public  record  of  the 
proceedings  unless  and  until  it  is 
accepted  by  the  Commission.  If  this 
Agreement  is  accepted  by  the 
Commission  it,  together  with  the  draft  of 
complaint  contemplated  thereby,  will  be 
placed  on  the  public  record  for  a  period 
of  sixty  (60)  days  and  information  in 
respect  thereto  publicly  released.  The 
Commission  thereafter  may  either 
withdraw  its  acceptance  of  this 
Agreement  and  so  notify  the  proposed 
respondent,  in  which  event  it  will  take 
suoi  action  as  it  may  consider 
appropriate,  or  issue  and  serve  its 
complaint  (in  such  form  as  the 
circumstances  may  require)  and 
decision,  in  disposition  of  the 
proceeding. 

7.  This  Agreement  is  for  settlement 
purposes  only  and  does  not  constitute 
an  admission  by  proposed  respondent 
that  the  law  has  been  violated  as  alleged 
in  the  draft  of  complaint  here  attached. 

8.  This  Agreement  contemplates  that, 
if  it  is  accepted  by  the  Commission,  and 
if  such  acceptance  is  not  subsequently 
withdrawn  by  the  Commission  pursuant 
to  the  provisions  of  Section  2.34  of  the 
Commission's  Rules,  the  Commission 
may,  without  further  notice  to  proposed 
respondent,  (1)  issue  its  complaint 
corresponding  in  form  and  substance 
with  the  draft  of  complaint  here 
attached  and  its  decision  containing  the 
following  order  to  divest  and  cease  and 
desist,  and  for  other  relief  in  disposition 
of  the  proceeding,  and  (2)  make 
information  public  with  respect  thereto. 
When  so  entered,  the  order  shall  have 
the  same  force  and  effect  and  may  be 
altered,  modified,  or  set  aside  in  the 


same  maimer  and  within  the  same  time 
provided  by  statute  for  other  orders.  The 
order  shall  become  final  upon  service. 
Delivery  by  the  United  States  Postal 
Service  of  the  complaint  and  decision 
containing  the  agreed-to  order  to 
proposed  respondent's  address  as  stated 
in  this  Agreement  shall  constitute 
service.  Proposed  respondent  waives 
any  right  it  may  have  to  any  other 
manner  of  service.  The  complaint  may 
be  used  in  construing  the  terms  of  the 
order,  and  no  agreement,  understanding, 
representation,  or  interpretation  not 
contained  in  the  Agreement  or  the  order 
may  be  used  to  vary  or  contradict  the 
terms  of  the  order. 

9.  Proposed  respondent  has  read  the 
proposed  complaint  and  order 
contemplated  hereby.  Johnson 
understands  that  once  the  ordef  has 
been  issued,  it  will  be  required  to  file 
one  or  more  compliance  reports 
showing  it  has  fiilly  complied  with  the 
order.  Proposed  respondent  further 
understands  that  it  may  be  liable  for 
civil  penalties  in  the  amount  provided 
by  law  for  each  violation  of  the  order 
after  it  becomes  final. 

Order 

I. 

As  used  in  this  order,  the  following 
definitions  shall  apply: 

A.  "Jo^son"  means  S.C.  Johnson  & 
Son,  Inc.,  its  predecessors,  successors 
and  assigns,  divisions,  subsidiaries, 
affiliates,  companies,  groups, 
partnerships  and  joint  ventures  that  S.C. 
Johnson  k  Son,  Inc.  controls,  directly  or 
indirectly,  and  their  directors,  officers, 
employees,  agents  and  representatives, 
and  their  respective  successors  and 
assigns. 

B.  "BMS"  means  Bristol-Myers 
Squibb  Company,  its  predecessors, 
successors  and  assigns,  divisions, 
subsidiaries,  affiliates,  companies, 
groups,  partnerships  and  joint  ventures 
that  Bristol-Myers  Squibb  Company 
controls,  directly  or  indirectly,  and  their 
directors,  officers,  employees,  agents 
and  representatives,  and  their  respective 
successors  and  assigns. 

C.  "Drackett"  means  The  Drackett 
Company,  its  predecessors,  successors 
and  assigns,  divisions,  subsidiaries, 
affiliates,  companies,  groups, 
partnerships  and  joint  ventiu^s  that  The 
EhTickett  Company  controls,  directly  or 
indirectly,  the  their  directors,  officers, 
employees,  agents  and  representatives, 
and  their  respective  successors  and 
assigns. 

D.  "Acquisition"  means  the 
acquisition  by  Johnson  from  BMS  of  all 
the  voting  securities  of  Drackett,  a 
wholly-owned  subsidiary  of  BMS,  and 


certain  assets  of  BMS  relating  to 
Drackett's  international  business. 

E.  "Air  freshener  products"  means 
products  designed  to  combat  and 
eliminate  offensive  odors  in  the  home 
that  are  applied  by  aerosol  spray,  or  in 
liqiud,  solid,  wick  or  other  forms  and 
that  are  distributed  to  consiuners 
primarily  through  grocery,  drug,  and 
mass  merchandise  stores. 

F.  "Furniture  care  products"  means 
household  polishes  and  dusting  aids 
designed  to  clean,  shine,  and  protect 
furniture  and  other  household  surfaces, 
which  are  applied  by  aerosol  spray  or  in 
cream,  paste,  liquid  and  other  forms  and 
that  are  distributed  to  consvuners 
primarily  through  grocery,  drug,  and 
mass  merchandise  stores. 

G.  "Renuzit  Assets"  means  all  of 
Drackett's  rights,  title  and  interest  in 
and  to: 

(1)  Air  freshener  products,  including, 
but  not  limited  to,  the  brands  and 
trademarks  "Renuzit",  "Roaiizit 
Adjustable",  "Reniizit  Roommate", 
"Renuzit  Freshell",  "Renuzit  Fragrance 
Jar",  "Renuzit  Aerosol",  and  "Renuzit 
Fresh  'n  Dry"; 

(2)  Furniture  care  products,  including, 
but  not  limited  to.  the  brands  and 
trademarks  "Endust"  and  "Behold",  but 
excluding  the  brand  and  trademark  "Jr. 
Muscle"  outside  the  United  States:  and 

(3)  All  of  Drackett's  assets  and 
businesses  associated  with  the 
development,  production,  distribution, 
and  sale  for  resale  of  air  freshener 
products  and  furniture  care  products 
and  as  further  delineated  in  the 
subparagraphs  of  Schedule  A,  attached 
hereto  and  made  a  part  hereof. 

n. 

It  is  ordered  That: 

A.  Johnson  shall  divest,  absolutely 
and  in  good  faith,  within  twelve  (12) 
months  of  the  date  this  order  becomes 
final,  the  Renuzit  Assets;  provided, 
however,  Johnson  is  not  required  to 
divest  any  of  the  Renuzit  Assets 
identified  in  Schedule  A,  Part  2,  if  such 
assets  are  not  needed  by  the  acquirer  or 
acquirers  ("acquirer(s)")  in  connection 
with  the  development,  production, 
distribution,  and  sale  for  resale  of  air 
fieshener  products  or  furniture  care 
product'. 

B.  Johnson  shall  divest  the  Renuzit 
Assets  only  to  an  acquirer  or  acquirers 
("acquirer{s)")  that  receive  the  prior 
approval  of  the  Commission,  and  only 
in  a  manner  that  receives  the  prior 
approval  of  the  Commission.  The 
purpose  of  the  divestiture  of  the  Renuzit 
Assets  is  to  ensure  the  continuation  of 
the  assets  as  an  ongoing,  viable 
enterprise  engaged  in  the  same 
businesses  in  which  the  Renuzit  Assets 
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presently  are  employed,  and  to  remedy 
the  lessening  of  competition  resulting 
from  the  proposed  Acquisition  as 
alleged  in  the  Commission's  complaint. 

C.  At  the  time  of  divestiture,  Johnson 
shall  make  available  to  the  acquirers) 
such  Johnson  personnel,  assistance  and 
training  as  the  acquirer(s)  might 
reasonably  need  to  transfer  Drackett 
technology  and  know-how  included  in 
the  Renuzit  Assets,  and  shall  continue 
providing  such  personnel,  assistance 
and  training  at  Johnson's  cost  for  a 
period  of  time  (not  to  exceed  six  (6) 
months)  sufBdent  to  satisfy  the 
acquirer(s)'  jnanagement  that  its 
personnel  are  appropriately  trained  in 
the  technology  and  know-how.  At  the 
time  of  divestiture,  Johnson  shall  also 
divest  any  additional,  incidental  assets 
of  Drackett  and  make  any  further 
arrangements  for  administrative  services 
within  the  first  six  (6)  months  after 
divestiture  that  may  be  reasonably 
necessary  to  assure  the  viability  and 
competitiveness  of  the  Renuzit  Assets. 

D.  Johnson  shall  ensvire  that 
substantially  the  same  services  that 
BMS  agreed  to  provide  Johnson 
pursuant  to  the  Acquisition  Agreement 
dated  October  26, 1992,  between 
Johnson  and  BMS  covering  Johnson's 
acquisition  of  Drackett  ("Acquisition 
Agreement"),  shall  be  provided  to  the 
acquirers),  upon  the  acquirer's  request 
and  on  the  same  terms  as  such  services 
are  provided  to  Johnson,  during  the 
period  that  BMS  has  agreed  to  provide 
Johnson  such  services  pursuant  to  the 
Acquisition  Agreement. 

E.  Johnson  will  provide  and  ensure 
that  BMS  also  provides  reasonable 
cooperation  and  assistance  to  the 
acquirer(s)  in  obtaining  approvals  for 
the  transfer  of  all  registrations,  leases, 
licenses,  certifications,  permits,  or 
similar  documents  relating  to  the 
Renuzit  Assets. 

F.  Johnson  shall  comply  with  all 
terms  of  the  Agreement  to  Hold 
Separate,  attached  hereto  and  made  a 
part  hereof.  The  Agreement  to  Hold 
Separate  shall  continue  in  effect  until 
such  time  as  Johns<Hi  has  divested  the 
Renuzit  Assets  or  until  such  other  time 
as  the  Agreement  to  Hold  Separate 
provides. 

C.  Johnson  shall  take  such  actions  as 
are  necessary  to  maintain  the  viability 
and  marketability  of  the  Renuzit  Assets 
and  to  prevent  the  destruction,  removal, 
wasting,  deterioration  or  impairment  of 
any  of  the  Renuzit  Assets  except  in  the 
ordinary  course  of  business  and  except 
for  ordinary  wear  and  tear  that  does  not 
affect  the  viability  and  marketability  of 
the  Renuzit  Assets. 


m. 

It  is  further  ordered  That: 
A.  It  Johnson  has  not  divested, 
absolutely  and  in  good  faith  and  with 
the  Commission's  prior  approval,  the 
Renuzit  Assets  within  twelve  (12) 
months  of  the  date  this  order  becomes 
final.  Johnson  shall  consent  to  the 
appointment  by  the  Commission  of  a 
trustee  to  divest  the  Renuzit  Assets.  In 
the  event  the  Commission  or  the 
Attorney  General  brings  an  action 
pursuant  to  section  5(1)  of  the  Federal 
Trade  Commission  Act.  15  U.S.C.  45(1), 
or  any  other  statute  enforced  by  the 
Commission,  Johnson  shall  consent  to 
the  appointment  of  a  trustee  in  such 
action.  Neither  the  appointment  of  a 
trustee  nor  a  decision  not  to  appoint  a 
trustee  under  this  Paragraph  snail 
preclude  Vie  Commission  or  the 
Attorney  General  from  seeking  civil 
penalties  or  any  other  relief  available  to 
it,  including  a  court-appointed  trustee, 
pursuant  to  section  5(1)  of  the  Federal 
Trade  Commission  Act,  or  any  other 
statute  enforced  by  the  Commission,  for 
any  failure  by  Johnson  to  comply  with 
this  order. 

B.  If  a  trustee  is  appointed  by  the 
Commission  or  a  court  pursuant  to 
Paragraph  in.A.  of  this  order,  Johnson 
shall  consent  to  the  following  terms  and 
conditions  regarding  the  trustee's 
power,  duties,  authorities,  and 
responsibilities: 

1.  The  Commission  shall  select  the 
trustee,  subject  to  the  consent  of 
Johnson,  which  consent  shall  not  be 
unreasonably  withheld.  The  trustee 
shall  be  a  person  with  experience  and 
expertise  in  acquisitions  and 
divestitures. 

2.  The  trustee  shall,  subject  to  the 
prior  approval  of  the  Commission,  have 
the  exclusive  power  and  authority  to 
divest  the  Renuzit  Assets,  and  in 
addition,  after  a  period  of  six  (6) 
months,  to  divest  the  trademark 
"Vanish"  along  with  the  Renuzit  Assets, 
together  with  any  additional,  incidental 
assets  of  Johnson,  including  those 
relating  to  the  "Vanish"  trademark,  and 
make  any  further  arrangements  for 
administrative  services  that  may  be 
reasonably  necessary  to  assure  the 
viability  and  competitiveness  of  the 
Renuzit  Assets  and  the  "Vanish" 
trademark. 

3.  The  trustee  shall  have  twelve  (12) 
months  from  the  date  the  Commission 
approves  the  trust  agreement  described 
in  Paragraph  B.8.  to  accomplish  the 
divestiture.  If,  however,  at  the  end  of  the 
twelve-month  period,  the  trustee  has 
submitted  a  plan  of  divestiture  or 
believes  that  divestiture  can  be 
accomplished  within  a  reasonable  time. 


the  divestiture  period  may  be  extended 
by  the  Commission  or  by  the  court  (in 
the  case  of  a  court-appointed  trustee). 
Provided,  however,  the  Commission 
may  only  extend  the  4ivestiture  period 
two  (2)  times. 

4.  The  trustee  shall  have  full  and 
complete  access  to  the  personnel,  books. 
i«cords,  and  facilities  related  to  the 
Renuzit  Assets,  or  any  other  relevant 
information,  as  the  trustee  may 
reasonably  request.  Johnson  shall 
develop  such  financial  or  other 
information  as  such  trustee  may 
reasonably  request  and  shall  cooperate 
with  any  reasonable  request  of  the 
trustee.  Johnson  shall  take  no  action  to 
interfere  with  or  impede  the  trustee's 
accomplishment  of  the  divestiture.  Any 
delays  in  divestiture  caused  by  Johnson 
shall  extend  the  time  for  divestiture 
under  this  Paragraph  in  an  amount 
equal  to  the  delay,  as  determined  by  the 
Commission  or  the  court  for  a  court- 
appointed  trustee. 

5.  Subject  to  Johnson's  absolute  and 
unconditional  obligation  to  divest  at  no 
minimum  price  and  the  purpose  of  the 
divestiture  as  stated  in  Paragraph  U.B.  of 
this  order,  the  trustee  shall  use  his  or 
her  best  efforts  to  negotiate  the  most 
fevorable  price  and  terms  available  with 
each  acquirer  for  the  divestiture.  The 
divestiture  shall  be  made  in  the  manner 
set  out  in  Paragraph  11;  provided, 
however,  if  the  trustee  receives  bona 
fide  offers  from  more  than  one  acquirer, 
and  if  the  Commission  determines  to 
approve  more  than  one  such  acquirer, 
the  trustee  shall  divest  to  the  acquirer(s) 
selected  by  Johnson  fttjm  among  those 
approved  by  the  Commission. 

6.  The  trustee  shall  serve,  without 
bond  or  other  security,  at  the  cost  and 
expense  of  Johnson,  on  such  reasonable 
and  customary  terms  and  conditions  as 
the  Commission  or  a  court  may  set.  The 
trustee  shall  have  authority  to  employ, 
at  the  cost  and  expense  of  Johnson,  such 
consultants,  accountants,  attorneys, 
investment  bankers,  business  brokers. 
appraisers,  and  other  representatives 
and  assistants  as  are  reasonably 
necessary  to  carry  out  the  trustee's 
duties  and  responsibilities.  The  trustee 
shall  accoimt  for  all  monies  derived 
from  the  sale  and  all  expenses  incurred. 
After  approval  by  the  Commission  and, 
in  the  case  of  a  court-appointed  trustee. 
by  the  court,  of  the  account  of  the 
trustee,  including  fees  for  his  or  her 
services,  all  remaining  monies  shall  be 
paid  at  the  direction  of  Johnson  and  the 
trustee's  power  shall  be  terminated.  The 
trustee's  compensation  shall  be  based  at 
least  in  significant  part  on  a  commission 
arrangement  contingent  on  the  trustee's 
divesting  >he  Renuzit  Assets. 
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7.  Johnson  shall  indemnify  the  trustee 
and  hold  the  trustee  harmless  against 
any  losses,  claims,  damages,  liabilities, 
or  expenses  arising  out  of,  or  in 
connection  with,  the  performance  of  the 
trusteeship,  including  all  reasonable 
fees  of  counsel  and  other  expenses 
incurred  in  connection  with  the 
preparation  for,  <v  defense  of  any  claim, 
whether  or  not  resulting  in  any  Utility, 
except  to  the  extent  that  such  Ualulities, 
claims,  or  expoises  result  from 
misfeasance,  negligetice,  willful  or 
wanton  acts,  or  bad  faith  by  the  trustee. 

8.  Within  thirty  (30)  days  after 
appointment  of  tne  trustee,  and  subject 
to  the  prior  approval  of  the  Commission 
and,  in  the  case  of  a  coxirt-appointed  ' 
trustee,  of  the  court.  Johnson  shall 
execute  a  trust  agreement  that  transfers 
to  the  trustee  all  ri^ts  and  powers 
necessary  to  permit  the  trustee  to  effect 
the  divestiture  required  by  this  (nder. 

9.  If  the  trustee  ceases  to  act  or  fails 
to  act  diligently,  a  substitute  trustee 
shall  be  appointed  in  the  same  manner 
as  provided  in  Paragraph  m.  A.  of  this 
order. 

10.  The  Commission  or.  in  the  case  of 
a  court-appointed  trustee,  the  court, 
may  on  its  own  initiative  or  at  the 
request  of  the  trustee  issue  such 
additional  orders  or  directions  as  may 
be  necessary  or  appropriate  to 
accomplish  the  divestiture  required  by 
this  order. 

11.  The  trustee  shall  have  no 
obligation  or  authority  to  operate  or 
maintain  either  the  Renuzit  Assets  or 
those  assets  associated  with  the 
"Vanish"  trademaric 

12.  The  trustee  shall  report  in  writing 
to  Johnson  and  to  the  Commission  every 
thirty  (30)  days  oonceming  the  trustee's 
efforts  to  accomplish  divestitiue. 

IV. 

ih  is  further  ordered  That  Johnson 
all  maintain  the  viability  and 
marketability  of  the  "Vanish"  trademark 
together  with  any  additional,  incidental 
assets  of  Johnson  relating  to  the 
"Vanish"  trademtoic.  and  shall  not  sell, 
transfer,  encumber  (other  than  in  the 
normal  course  of  business),  or  otherwise 
impair  their  marketability  or  viability, 
pending  divestiture  without  the  prior 
approval  of  the  Commission, 


A  is^iitAer  ordered  That*  within  sixty 
(60)  days  after  the  date  this  order 
becomes  final  and  every  six^  <60)  days 
thereafter  until  Johnson  has  roily 
complied  with  the  provisions  ot 
Pasagrapha  llaod  01  of  ttiis  enter. 
JdhnsinslMll  nf^fffiH  *^*fc»  /TwwiiaAii 
a  verified  anittiB  nport  setting  larth  in 
detail  the  menoer  aadioni  in  wlidcfa  it 


intends  to  comply,  is  complying,  or  has 
complied  with  those  provisions. 
Johiuon  shall  include  in  its  compliance 
reports,  among  other  things  that  are 
required  from  time  to  time,  a  full 
description  of  all  substantive  contacts  or 
negotiations  fior  the  divestiture, 
including  the  identity  of  all  parties 
contacted.  Jdmson  also  shall  include  in 
its  complisjioa  reports  copies  of  all 
written  communications  to  and  from 
such  parties,  all  internal  memoranda, 
and  all  reports  and  recommendations 
concerning  divestiture. 

VI. 

It  is  further  ordered  That,  km  a  ten 
(10)  year  period  commencing  on  the 
date  this  order  becomes  final,  Johnson 
shall  cease  and  desist  from  acouiring, 
without  the  prior  epprovel  of  tne 
Federal  Trade  Commission,  directly  or 
indirectly,  through  subsidiaries, 
partnerships  or  otherwise. 

(1)  Any  equity  or  other  interest  in,  or 
the  whole  or  any  part  of  the  stock  or 
share  capital  of,  any  person  (V  business 
that  is  engaged  in  the  development, 
production,  distribution,  and  sale  ibr 
resale  of  air  freshener  products  m 
furniture  care  products  in  the  United 
States;  provided,  however,  that 
individual  employees  of  Johnson  and 
each  pension,  benefit  or  welfare  plan  or 
trust  controlled  by  Johnson  may  acquire, 
for  investment  purposes  only,  an 
interest  of  not  m«e  than  two  (2)  percent 
of  the  stodc  ot  share  capital  of  sudi 
persm  or  business; 

(2)  Any  equity  or  other  intwest  in,  at 
the  whole  or  any  part  of  the  stock  or 
share  capital  of,  any  person  or  business 
that  owns  or  Uomses  a  brand  or 
trademark  used  in  connection  with  the 
sale  of  air  freshener  products  or 
furniture  care  products  in  the  United 
States;  provided,  however,  that 
individual  onployees  of  Johnson  and 
each  pension,  benefit  or  welfare  plan  or 
trust  controlled  by  Johnson  may  acquire, 
for  investment  purposes  only,  an 
interest  of  not  more  than  two  (2)  peroent 
of  the  stodc  or  share  capital  of  sudi 
person  or  business;  or 

(3)  Anv  assets  used  or  previously  lued 
(and  still  suitable  for  use)  in  the 
manufacture  or  production  of  air 
freshener  products  or  fiuniture  can 
products;  provided,  however,  that 
Johnson  may,  in  tfie  ordinanr  course  of 
business,  make  purcheaes  of  used 
equipment  suitable  for  manufrtcturing 
air  freahenw  products  and/or  ftimitura 
care  products  totaUing  not  man  than  $1 
millian  per  year.  .  - 

One  (tf  year  from  d»  date  AIs  order 
4»ecomes  finel  and  ^uiually  thereafiar 
r  laridDS  (9)  ya«s  SB  tbeannivarsaiy 


date  of  this  order.  Johnson  shall  file 
writh  the  Secretary  (rfthe  Federal  Trade 
Commission  a  verified  written  report  of 
its  compliance  with  this  Paragraph. 

vn. 

/( is  further  ordered  That,  for  the 
purposes  of  detormining  or  securing 
compliance  with  this  order,  and  subject 
to  any  legally  recognised  privilege, 
upon  written  request  and  on  reasonable 
notice  to  Johnson,  Johnson  shall  permit 
any  duly  authorinld  representatives  of 
the  Commission: 

A.  Access,  during  office  hours  and  in 
the  presence  of  counsel,  to  inspect  and 
copy  all  books,  ledgers,  acooimts, 
coiTen>ondence,  memoranda  and  other 
records  and  documents  in  the 
possession  or  under  the  control  of 
Johnson  relating  to  any  matters 
contained  in  this  consent  order;  and 

B.  Upon  five  (5)  days  notice  to 
Johnson,  and  without  restraint  or 
interference  from  Johnson,  to  interview 
officers  or  employees  of  Johnson,  who 

'  may  have  counsel  present,  regarding 
such  matters. 

vra. 

h  is  further  ordered  That  J(dmson 
shall  notify  the  Commission  at  least 
thirty  (30)  days  prior  to  any  change  that 
may  affect  compliance  obligations 
arising  out  of  the  order,  including  but 
not  limited  to,  any  change  in  Johnson 
such  as  dissolution,  assignment,  or  sale 
resulting  in  the  emergency  of  a 
successor,  the  creation  or  dissolution  of 
subsidiaries,  or  any  other  change. 

Schedule  A 

Johnson  shall  divest  all  of  the  Renuzit 
Assets  pursuant  to  the  terms  of  this 
order.  The  associated  assets  identified 
in  Paragraph  I.G.(3)  of  this  order  shall 
include  all  assets,  properties,  business 
and  goodwill,  tangible  and  intangible, 
utilised  by  Dtackett  in  the  development, 
production,  distributim  and  sale  of  air 
freshener  products  and  furniture  can 
products,  including,  without  limitation, 
the  following: 

Paitl 

(1)  All  customer  lists,  vendor  lists, 
catalogs,  aalea  promotion  Uterature, 
adverting  materials,  marketing 
information,  product  development 
information,  raaaardi  m^Mials. 
tedmioal  infanaation,  management 
information  aysteina,  software, 
inventions,  ttads  aacnts,  technology, 
hatnuhhaw,  spedficstiona,  designs, 
drawings,  prooesaaa  and  quality  control 
data; 

(2)  inteUectuel  property  rights, 
patents  end  patent  appliostiona  and  the 
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formulas.  copyrighU.  trademarks  and 
trade  names,  service  marks: 

(3)  All  rights,  title  and  interest  in  and 
to  the  contracts  entered  in  the  ordinary 
course  of  business  with  customers 
(together  with  associated  bid  and 
performance  bonds),  suppliers,  sales 
representatives,  brokers  and 
distributors,  agents,  inventors,  product 
testing  and  laboratory  research 
institutions,  providers  of  electronic  data 
exchange  services,  personal  property 
lessors,  personal  property  lessees, 
licensors,  licensees,  consignors  and 
consignees; 

(4)  All  rights  under  warranties  and 
guarantees,  express  or  implied; 

(5)  All  books,  records,  files,  financial 
statements  and  supporting  documents; 

(6)  All  items  of  prepaid  expense. 

Part  2 

(1)  The  Franklin.  Kentucky  plant,  all 
machinery,  fixtures,  equipment, 
vehicles,  furniture,  tools  and  all  other 
tangible  personal  property; 

(2)  Inventory: 

(3)  Accoimts  and  notes  receivable; 

(4)  All  Environmental  Protection 
Agency  and  all  other  federal  and  state 
regulatory  agency  registrations  and 
applications,  and  all  documents  related 
thereto;  and 

(5)  All  rights,  title  and  interest  in  and 
to  owned  or  leased  real  property, 
together  with  appurtenances,  licenses 
and  permits. 

Analysis  of  PropoMd  Consent  Order  To 
Aid  Public  Comment 

The  Federal  Trade  Commission 
(Commission")  has  accepted 
provisionally  a  proposed  Consent  Order 
and  Agreement  to  Hold  Separate  from 
S.C  Johnson  &  Son.  Inc.  ("SCJ"). 

The  proposed  Consent  Order  has  been 
placed  on  the  public  record  for  sixty 
(60)  days  for  reception  of  comments  by 
interested  persons.  Comments  received 
during  this  period  will  become  part  of 
the  public  record.  After  sixty  (60)  days, 
the  Commission  will  again  review  the 
agreement  and  the  comments  received 
and  will  decide  whether  it  should 
withdraw  from  the  agreement  or  make 
Final  the  agreement's  proposed  order. 

On  October  26. 1992.  SCJ  entered  into 
an  agreement  with  Bristol-Myers  Squibb 
Company  ("BMS")  to  buy  all  of  the 
voting  securities  of  the  Efrackett 
Company  ("Drackett"),  a  wholly-owned 
subsidiary  of  BMS.  and  certain  assets  of 
BMS  relating  to  Drackett's  international 
business.  The  proposed  complaint 
alleges  that  the  proposed  acquisition,  if 
consummated,  would  constitute  a 
violation  of  section  7  of  the  Clayton  Act. 
as  amended.  15  U.S.C.  18  and  section  5 
of  the  FTC  Act.  as  amended.  15  U.S.C 


45  in  the  markets  for  the  manufactiirer 
and  sale  of  air  freshener  products  and 
furniture  care  products  in  the  United 
States.  ,  .. 

The  proposed  Consent  Order  provides 
that  SCJ  shall  divest  all  of  the  assets 
relating  to  Drackett's  air  freshener 
products  and  furniture  care  products 
businesses  (the  "Renuzit  Assets") 
within  twelve  (12)  months  of  the  Order 
becoming  final.  If  the  divestiture  is  not 
completed  within  twelve  (12)  months, 
the  Commission  will  appoint  a  trustee 
to  complete  the  divestiture.  If  the 
Renuzit  Assets  are  not  divested  by  the 
trustee  after  an  additional  six  (6) 
months,  the  proposed  Order  provides 
that  all  of  the  assets  relating  to 
Drackett's  toilet  bowl  cleaning  products 
the  "Vanish  Assets",  shall  also  be 
divested  with  the  Rmuzit  Assets. 
The  Hold  Separate  A^eement 
provides  that  pending  divestiture,  the 
Renuzit  Assets  shall  be  operated 
independently  of  SCJ.  Under  the 
provisions  of  the  proposed  Order,  SQ  is 
'«lso  required  to  provide  the 
Commission  with  a  report  of  its 
compliance  with  the  divestiture 
provisions  of  the  Order  within  sixty  (60) 
days  following  the  date  this  Order 
becomes  final,  and  every  sixty  (60)  days 
thereafter  until  SCJ  has  completely 
divested  the  Renuzit  Assets.  The 
proposed  Order  will  also  require  SCJ  to 
cease  and  desist  for  ten  (10)  years  from 
acquiring,  without  Federal  Trade 
Commission  approval,  any  interest  in 
assets  suitable  for  the  manufacture,  sale, 
or  distribution  of  air  freshener  products 
or  furniture  care  products  in  the  United 
States.  SCJ  will  also  be  required  to  file 
with  the  Commission  annual  reports  of 
its  compliance  with  the  Order. 

The  purpose  of  this  analysis  is  to 
facilitate  public  comment  on  the 
proposed  Order,  and  it  is  not  intended 
to  constitute  an  official  interpretation  of 
the  agreement  and  proposed  Order  or  to 
modify  in  any  way  their  terms. 
Beniamin  I.  Bemuuii 
Acting  Secretary. 

(FR  Doc  93-117  Filed  1-5-93;  8:45  am) 
•HJJNO  cooc  frso-ei-« 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  withdrawing 
approval  of  a  new  animal  drug 
apphcation  (NADA)  held  by  Boehringer 
Ingelheim  Animal  Health,  Inc.  The 
NADA  provides  for  the  use  of  True 
Antibiotic  10  Lactating  Cow  Mastitis 
Treatment  (procaine  penicillin  G).  The 
firm  requested  the  withdrawal  of 
approval.  In  a  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  amending  the 
regulations  by  removing  the  entry  that 
reflects  the  approval. 
EFFECTIVE  DATE:  January  19, 1993.        ■ 
FOR  FURTHER  INFORMATION  CONTACT:  .  | 
Mohammad  I.  Sharar,  Center  for 
Veterinary  Medicine  (HFV-216).  Food 
and  Drug  Administration.  7500  Standish 
PI..  Rockville.  MD  20855.  301-295- 
8749. 

SUPPLEMENTARY  INFORMATtON: 
Boehringer  Ingelheim  Animal  Health. 
Inc..  2621  North  BeU  Highway.  St. 
Joseph,  MO  64506.  is  the  sponsor  of 
NADA  65-466  which  provides  for  the 
use  of  True  Antibiotic  10  Lactating  Cow 
Mastitis  Treatment.  In  its  letter  dated 
August  10. 1992.  the  sponsor  requested 
the  withdrawal  of  approval  of  the 
NADA. 

Therefore,  under  authority  delegated 
to  the  Commissioner  of  Food  and  Drugs 
(21  CFR  5.10)  and  redelegated  to  the 
Center  for  Veterinary  Medicine  (21  CFR 
5.84),  and  in  accordance  with  §  514.115 
Withdrawal  of  approval  of  applications 
(21  CFR  514.115),  notice  is  given  that 
approval  of  NADA  65-466  and  all 
supplements  and  amendments  thereto  is 
hereby  withdrawn,  effective  January  19. 
1993. 

In  a  final  rule  published  elsewhere  in 
this  issue  of  the  Federal  Register,  FDA 
is  amending  21  CFR  526.1696a(f)  to 
reflect  the  withdrawal  of  approval  of 
this  NADA. 

Dated:  December  16, 1992. 
Gerald  B.  Guest, 

Director.  Center  for  Veterinary  Medicine. 
(FR  Doc.  93-94  Filed  1-5-93;  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[Docket  No.  92N-0448] 

Boehringer  ingeihelin  Aninuii  Health, 
Inc..  Withdrawal  of  Approval  of  NADA 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Notice. 


pocket  Noe.  91 N-0429  and  91 P-0325] 

Alpha  TherapauUc  Corp.;  Revocation 
of  U.S.  Ucanaa  Na  744-071 

agency:  Food  and  Dn^  Administration, 

HHS. 

ACTION:  Notice. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  the 
revocation  of  the  establishment  license 
(U.S.  License  No.  744-071)  and  the 
product  license  issued  to  Alpha 
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Therapeutic  Corp.  (doing  business  as 
Alpha  Plasma  Center)  for  the 
manufacture  of  Source  Plasma.  Alpha 
Therapeutic  Corp.  has  multiple  Craters 
at  various  locations  under  its  licenses. 
Only  the  Alpha  Plasma  Center  in 
Odessa.  TX.  is  affected  by  this 
revocation.  A  notice  of  opportimity  for 
a  hearing  (NOOH)  on  a  proposal  to 
revoke  the  licenses  was  published  in  the 
Federal  Register  of  January  21, 1992  (57 
PR  2281).  On  February  14. 1992,  Alpha 
Therapeutic  Corp.  requested  a  hearing. 
On  March  20, 1992.  Alpha  Therapeutic 
Corp.  withdrew  its  reouest  for  a  hearing. 
On  March  20, 1992,  Alpha  Therapeutic 
Corp.  also  withdrew  a  petition  (E)ocket 
No.  91P-0325)  reouesting 
reconsideration  of  FDA's  decision  to 
institute  proceedings  for  the  revocation 
of  U.S.  License  No.  744-071. 
DATES:  The  revocation  of  the  above 
establishment  and  product  license  is 
effective  on  January  6, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
JoAnn  M.  Minor.  Center  for  Biologies 
Evaluation  and  Research  (HFB-132), 
Pood  and  E>rug  Administration,  8800 
Rockville  Pike.  Bethesda.  MD  20892. 
301-295-8188. 

SUPPLEMENTARY  MFORMATION:  FDA  is 
revoking  the  establishment  license  (U.S. 
License  No.  744-071)  and  the  product 
license  issued  to  Alpha  Therapeutic 
Corp.,  doing  business  as  Alpha  Plasma 
Center,  located  at  2100  Andrews  Hwy., 
Odessa,  TX  79761,  for  the  manufacture 
of  Source  Plasma.  Other  locations  under 
the  Alpha  Therapeutic  Corp.  license  are 
not  afTected  by  this  revocation. 

By  letter  dated  April  26, 1991.  FDA 
advised  Alpha  Therapeutic  Corp.  that 
PDA  intended  to  initiate  proceedings  to 
revoke  the  licenses.  In  the  Federal 
Register  of  January  21, 1992  (57  PR 
2281),  FDA  published  a  NOOH  on  the 
proposed  revocation  of  the  licenses 
pursuant  to  21  CFR  12.21(b),  as 
provided  in  21  CFR  601.5(b).  As 
described  in  the  NOOH,  the  grounds  for 
the  proposed  license  revocation 
included  the  following:  (1)  The  results 
of  the  most  recent  FDA  inspections  of 
Alpha  Plasma  Center  in  February  1991, 
(2)  the  results  of  an  FDA  investigation 
of  Alpha  Plasma  Center  conducted 


concurrently  writh  the  February  1991 
inspections,  (3)  a  determination  by  FDA 
that  the  deviations  documented  during 
the  February  1991  inspections  and 
investigation  of  Alpha  Plasma  Center 
showed  significant  and  continued 
noncompliance  with  the  applicable 
Federal  regulations  and  the  provisions 
of  the  establishment's  license,  and  (4)  a 
determination  by  FDA  that  the 
violations  at  the  Alpha  Plasma  Center 
were  significant  and  willful.  FDA  noted 
that  documentation  in  support  of  the 
proposed  revocations  had  been  placed 
on  nle  for  public  examination  with 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration, 
rm.  1-23. 12420  Parklawn  Dr., 
Rockville,  MD  20857. 

The  NOOH  provided  30  days  for 
Alpha  Therapeutic  Corp.  to  submit  any 
written  request  for  a  hearing,  as 
specified  in  21  CFR  12.21(b),  and  60 
days  to  submit  any  written  data 
justifying  a  hearing.  The  NOOH  further 
provided  60  days  rar  other  interested 
persons  to  submit  written  comments  on 
the  proposed  revocations.  FDA  advised 
Alpha  "Therapeutic  Corp.,  by  telephone, 
that  the  NOOH  had  been  published,  and 
forwarded  a  copy  of  the  NOOH  to  Alpha 
Therapeutic  Corp.,  by  facsimile 
transmission,  on  February  3, 1992. 

Alpha  Therapeutic  Corp.  responded 
to  the  NOOH  by  letter  dated  February 
14, 1992.  The  letter  requested  a  hearing 
concerning  the  proposal  to  revoke  the 
establishment  and  the  product  licenses 
issued  for  the  Alpha  Plasma  Center 
location.  The  letter  also  stated  that  data 
justifying  a  hearing  would  be  submitted 
by  March  23, 1992.  By  letter  dated 
March  20, 1992.  the  firm  informed  FDA 
that  after  further  consideration,  and  in 
light  of  the  financial  impact.  Alpha 
Therapeutics  Corp.  was  withdrawing  its 
request  for  a  hearing.  By  a  separate  letter 
dated  March  20, 1992.  Alpha 
Therapeutic  Corp.  also  withdrew  a 
petition  (Docket  No.  91N-0325)  that 
requested  reconsideration  of  FDA's 
decision  to  institute  proceedings  for  the 
revocation  of  U.S.  License  No.  744-071. 

No  other  written  comments  on  the 
proposed  revocations  were  received 
within  the  prescribed  60  days  specified 
in  the  NOOH.  Accordingly,  under  21 


CFR  12.38(a)(1),  601.7. 601.8.  and  the 
Public  Health  Service  Act  (sec  351  (42 
U.S.C  262)).  and  under  authority 
delegated  to  the  Commissi <mer  of  Food 
and  Drugs  (21  CFR  S.IO)  and 
redelegated  to  the  Director  and  Deputy 
Director,  Center  for  Biologies  Evaluadon 
and  Research  (21  CFR  5.67(d)).  the 
establishment  license  (U.S.  License  No. 
744-071)  and  the  product  license  issued 
to  Alpha  Therapeutic  Corp.  for  the 
manu£actiu«  of  Soxuce  Plasma  are 
revoked,  effective  January  6. 1993. 

Dated:  December  15. 1992. 
Kathryn  C  Zoon. 

Director,  Center  fix- Biologies  Evaluation  and 
Besearch. 

[FR  Doc.  93-96  Piled  1-5-43;  8:45  am] 
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[Docket  No.  92N-0501] 

Lyphomed.  el  al.;  Withdrawal  of 
Approval  of  30  Abbreviated  New  Drug 
Applicatlona 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  withdrawing 
approval  of  30  abbreviated  new  drug 
applications  (ANDA's).  The  holden  of 
the  ANDA's  notified  the  agency  in 
writing  that  the  drug  products  were  no 
longer  marketed  and  requested  that  the 
approval  of  the  applications  be 
withdrawn. 

EFFECTIVE  DATE:  February  5, 1993. 

FOR  FURTHER  MFORMATKM  CONTACT.  Lola 
E.  Batson,  Center  for  Drug  Evaluation 
and  Research  (HFD-360),  Food  and 
Drug  Administration,  7500  Standish  PL. 
Rockville.  MD  20855,  301-295-8038. 

SUPPt.EMENTARY  INFORMATION:  The 
holders  of  the  ANDA's  listed  in  the  table 
in  this  doomaent  have  informed  FDA 
that  these  drug  products  arano  longer 
marketed  and  have  requested  that  FDA 
withdraw  approval  of  the  applications. 
The  applicants  have  also,  by  their 
request,  waived  their  opportimity  for  a 
hearing. 


ANOANO. 

Dfug 

AppHcanl 

/0-522  

/0-652  ..... 

70-661  

83-136  

83-150  

83-172  .... 

83-204  

83-636  

83-645  „.. 

Amtnocaprolc  AcU  li^ftdion.  USP,  250  milligrams  (mg)AnHUtttsn  (mg  „ 

Mflttiyldopata  Hydrochlortda  Inlwilon,  USP.  SO  mgAnL 

Nakwone  Hydrochkxlda  miKtkxi.  USP.  0.02  mg/mL 

Niadn  Tabiett.  500  mg 

PropoxyplwM  Hydrochtorida  Capsules,  65  mg 

Butabait)tal  Sodium  TabMs,  15  mg 

Pmmelhailoe  Hydf<MjiiwhM  Tablets,  25  mg  ......................................... 

rnsnwmWis  f  lyuiuci  wmwjs  laoMis,  a  mg  .............mm«m..m*...m.m»......»...».». 

6utibait>ltal  Sodhxn  Tablets,  100  mg _. 

Lyphomwl.  2045  Noftti  ComM  Ave.,  Mebosa  Park,  IL  60160-1002. 

Do. 

Do. 

Bdar  Phamieeaulleal  Co..  Inc..  33  Ralph  Avt.,  P.O.  Box  30,  Coptague. 

NY  11726-0030. 
Do. 
Da 
Do. 
Do. 
Do. 
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8»-646 
83-797 

84-811 
84-964 

85-485 

86-761 
88-290 
88-317 
89-143 
89-144 
89-187 
89-189 
89-194 
80-195 
89-196 
89-M3 
88-322 
89-323 
89-373 
89-415 
80-416 


Drug 


BMbamm  Sodlu*  IMtm.  so  mg  •-—•••-•—--•-"- 
Dto»iw*M>Mrtw  H»*ocWoiMi  C«p>ul— .  28  and  80  mg . 

CMMpnmutw  HydwoNwWt  lntK«on,  25  mofirL 

■     TaUala,  800  mg - 


CNoratMuid*  Jttmt.  890  mg 

Udocalrw  MydrocNortd*  kttaton.  1  ^mntt*  wa  2  pmtm* 
NMdrelom  OMMMti  ln|K«on,  USP 
Nandratora  OkmoM  tntacHon.  USP 


lMrNtatadnlnlaM8adhimSuoclnatitorln|K«an,USP,40mgM. 

MatwtoradnlMtom  Sodum  SuodnM  tor  ln|K«on.  USP.  125  ttiQiwL 

Mtlilutrtrtwinrw  Sodhim  Suochwts  tor  miwtlon,  USP,  SCO  mg«  mL  .-. 

C^Oatittut^HmUt  tor  k^otoa  USP.  100  mg^»^il 

aaofttotfitmirU*  lor  ln|«dton.  USP.  200  mg^W 

CydoohCNptwirMs  tor  \rHKMen,  USP.  600  mg^H«J 

mMimm  Sodhm  totacOon,  USP.  25  mgf^nC 

tMMmm  Sodhjm  lnj«lon.  USP.  28  mgmu. 

IMhotiwita  Sodhw  ln|«aion.  USP.  2.5  mg^*.  ...^..^-- 

CUchim  QhMpMi  IrlKfcn.  USP.  90  mg  C^cMiWS  mt „ 

PRxalrwnid*  Hyd»oe»lo««»  IniMtan.  USP.  100  mgW. 

Prec«lMMnM»  MydrocWortdt  Intadlon.  USP.  500  mg^WL 


Do. 

E^homad.  2045  North  Com*  ^^•*»;^^\^^^,^^SL^ 
bSv  PlwnM^ufcal  Co..  tnc..  33  Rrtph  Av«..  P.O.  Bob  30.  OoplagM. 

NY  11786-0030.  _ 

Bon  l^t  M«iu«Kaurtng.  inc..  227-15  North  Con**  A««..  l««6on.  NY 

LypfKMMd.  2045  North  ComrtI  A¥0..  M*om  Park.  1 60180-1008. 

Do. 

Do. 

Do. 

Do. 

Do. 

Do.  i 

Do. 

Do. 

Do. 

Da 

Da 

Do. 

Da 

Da 

Da  


Therefore,  under  section  505(e)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(21  U.S.C.  355(e)).  and  under  authority 
delegated  to  the  Director,  Center  for 
Drug  Evaluation  and  Research  (21  CFR 
5.82),  approval  of  the  ANDA's  listed 
above,  and  all  amendments  and 
supplements  thereto,  is  hereby 
withdrawn,  effective  February  5. 1993. 

Dated:  Decsmber  16, 1092. 
CariCPKk, 

Director,  Onter/br  Dirug  Bnluadon  and 
Retearch. 

(PR  Doc  93-174  Filed  1-5-93;  8:45  amj 
■UMQ  cooc  4iw-oi-r 


[DoclntNo.91C-0491] 

Datanninatlon  of  Regulatory  Reviww 
Period  for  Purpoaea  of  Patent 
Extenaion;  Pravachol«;  Correction 

agency:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Notice;  correction. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
notice  of  its  determination  of  the 
regulatory  review  period  for  purposes  of 
patent  term  extension  for  Pravachol^ 
(pravastatin  sodium)  that  appeared  in 
the  Federal  Register  of  March  10, 1992 
(57  FR  8461).  The  notice  incorrectly 
identified  the  applicant  for  patent  term 
extension  as  "E.  R.  Squibb  ft  Sons,  Inc." 
The  notice  should  have  identified  the 
appUcant  as  "Sankyo  Co.,  Ud."  to 
addition,  the  notice  incorrectly  stated: 
"(T]he  appUc^le  regulatory  review 
period  for  Pravachol®  is  2.189  days.  Of 
this  time,  1,040  days  occurred  during 
the  testing  phase  of  the  regulatory 
review  period,  while  1.149  days 
occurred  during  the  approval  phase." 


The  notice  should  have  stated:  "(Tlhe 
applicable  regulatory  review  period  for 
Fravachol*  is  2.191  days.  Of  this  time. 
1.187  days  occurred  during  the  testing 
phase  of  the  regulatory  review  period, 
while  1 ,004  days  occurred  diuing  the 
approval  phase."  A  correction  to  the 
Manch  10. 1992,  notice  was  published  in 
the  Federel  Register  of  April  24. 1992 
(57  FR  15090):  the  latter  notice 
contained  errors  and  should  be 
disregarded. 

FOR  FURTHER  MFORMATKM  CONTACT:  John 
S.  Ensign.  Office  of  Health  Affoirs 
(HFY-20).  Food  and  Drug 
Administration.  5600  Fishers  Lane. 
Rockville.  MD  20857.  301-443-1382. 

1.  to  FR  Doc  92-5596.  appearing  on 
page  8461  m  the  Federal  Reijister  of 
Tuesday.  March  10. 1992.  the  following 
corrections  are  made: 

On  page  8462.  to  the  first  column, 
under  Uie  caption  "SUPPLEMENTARY 
INFORMATION:",  to  tiie  third  complete 
paragraph,  to  Itoe  14.  "E.  R.  Squibb  ft 
Sons,  toe,"  is  corrected  to  reed  "Sankyo 
Co.,  Ltd.":  on  the  same  page,  to  the 
aecond  column,  to  the  first  complete 
paragraph,  to  Itoe  3.  "2.189"  is 
corrected  to  reed  "2.191":  to  line  4. 
"1.040"  is  corrected  to  read  "1.187"; 
and  to  line  6.  "1.149"  is  corrected  to 
read  "1,004". 

Dated:  December  17. 1992. 
Stnart  L.  Nightingala. 
Associate  Commissioner  for  Health  Affairs. 
|FR  Doc  93-97  Filed  l-«-93;  8:45  am] 
■UMO  COOK  •lao-ti-l' 


ACnOH:  Notice. 


Adviaory  Commlttaa;  No«lc«  of  Matting 

AOCNCY:  Food  and  Drug  Administration, 
HHS. 


SUMMARY:  This  notice  annoimces  a 
forthcoming  meettog  of  a  public 
advisory  committee  of  the  Food  and 
Drug  Admtoistration  (FDA).  This  notice 
also  stunmarizes  the  procedures  for  the 
meeting  and  methods  by  whidi 
interested  pwsons  mav  participate  to 
open  public  hearings  before  FDA's 
advisory  committees. 
MEETVIO:  The  follo«ving  advisory 
committee  meeting  is  announced: 

Vaccinae  and  Related  Biological 
Producta  Adviaory  Commlttaa 

Date.  tun6,  and  place.  January  26, 
1993, 8:30  ajn..  Conference  rms.  D  and 
E,  Parklawn  Bldg.,  5600  Fishers  Lane, 
Rockville.  MD. 

Type  of  meeting  and  contact  person. 
Open  public  hearing,  8:30  a.m.  to  9:30 
a.m.,  unless  public  participation  does 
not  last  that  long:  open  committee 
discussion,  9:30  a.m.  to  5  p.m.;  Jack 
Gertzog.  Center  for  Biologies  Evaluation 
and  Research  (HFB-5),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville,  MD  20857,  301-295-8228. 

General  function  of  the  committee. 
The  committee  reviews  and  evaluates 
data  on  the  safety  and  effectiveness  of 
vacctoes  totanded  for  use  to  the 
diagnosis,  prevention,  or  treatment  of 
hiunan  diseases. 

Agendo— Open  public  hearing 
toterested  persons  may  present  data, 
tofonnation,  or  views,  orally  or  to 
writing,  on  issues  pending  before  the 
committee.  Those  desiring  to  make 
formal  presentations  should  notify  the 
contact  person  before  January  20, 1993. 
■nd  sulNnit  a  brief  statement  of  the 
jgeneral  nature  of  the  evidenn  or 
arguments  they  wish  to  preeent.  the 
I  end  addreeeee  of  i^opoeed 
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partidpants,  and  an  indication  of  the 
approximate  time  required  to  make  their 
comments. 

Open  committee  discussion.  The 
committee  will  discuss:  (1)  The 
influenza  virus  vaccine  formulation  for 
the  1993  through  1994  influenza  season, 
(2)  a  live  oral  cholera  vaccine  (Swiss 
Serum  and  Vaccine  Institute),  and  (3) 
the  reorganization  of  the  Center  for 
Biologies  Evaluation  and  Research. 

FDA  public  advisory  committee 
meetings  may  have  as  many  as  four 
separable  portions:  (1)  An  open  public 
hearing,  (2)  an  open  committee 
discussion.  (3)  a  closed  presentation  of 
data,  and  (4)  a  closed  committee 
deliberation.  Every  advisory  committee 
meeting  shall  have  an  open  public 
hearing  portion.  Whether  or  not  it  also 
includes  any  of  the  other  three  portions 
will  depend  upon  the  specific  meeting 
involved.  There  are  no  closed  portions 
for  the  meetings  announced  in  this 
notice.  The  dates  and  times  reserved  for 
the  open  portions  of  each  committee 
meeting  are  listed  above. 

The  open  public  hearing  portion  of 
each  meeting  shall  be  at  least  1  hour 
long  unless  public  participation  does 
not  last  that  long.  It  is  emphasized,    . 
however,  that  the  1  hour  time  limit  for 
an  open  public  hearing  represents  a 
minimum  rather  than  a  maximum  time 
for  public  participation,  and  an  open 
pubhc  hearing  may  last  for  whatever 
longer  period  the  committee 
chairperson  determines  will  facilitate 
the  committee's  work. 

Public  hearings  are  subject  to  FDA's 
guideline  (subpart  C  of  21  CFR  part  10) 
concerning  the  policy  and  procedures 
for  electronic  media  coverage  of  FDA's 
public  administrative  proceedings, 
including  hearings  before  public 
advisory  committees  under  21  CFR  part 
14.  Under  21  CFR  10.205, 
representatives  of  the  electronic  media 
may  be  permitted,  subject  to  certain 
limitations,  to  videotape,  film,  or 
otherwise  record  FDA's  public 
administrative  proceedings,  including 
presentations  by  participants. 

Meetings  of  advisory  committees  shall 
be  conducted,  insofar  as  is  practical,  in 
accordance  with  the  agenda  published 
in  this  Federal  Register  notice.  Changes 
in  the  agenda  will  be  announced  at  the 
beginning  of  the  open  portion  of  a 
meeting. 

Any  mterested  person  who  wishes  to 
be  assured  of  the  right  to  make  an  oral 
presentation  at  the  open  public  hearing 
portion  of  a  meeting  shall  inform  the 
contact  person  listed  above,  either  orally 
or  in  writing,  prior  to  the  meeting.  Any 
person  attending  the  hearing  who  does 
not  in  advance  of  the  meeting  request  an 
opportunity  to  speak  will  be  allowed  to 


make  an  oral  presentation  at  the 
hearing's  conclusion,  if  time  permits,  at 
the  chairperson's  discretion. 

The  agenda,  the  questions  to  be 
addressed  by  the  committee,  and  a 
current  list  of  committee  members  will 
be  available  at  the  meeting  location  on 
the  day  of  the  meeting. 

Ttanscripts  of  the  open  portion  of  the 
meeting  will  be  available  nom  the 
Freedom  of  Information  Office  (HFI-35), 
Food  and  Drug  Administration,  rm. 
12A-16,  5600  Fishers  Lane,  Rockville, 
MD  20857,  approximately  15  working 
days  after  the  meeting,  at  a  cost  of  10 
cents  per  page.  The  transcript  may  be 
viewed  at  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr.,  Rockville,  MD  20857, 
approximately  15  working  days  after  the 
meeting,  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
Summary  minutes  of  the  open  portion 
of  the  meeting  will  be  available  from  the 
Freedom  of  Information  Office  (address 
above)  beginning  approximately  90  days 
after  the  meeting. 

This  notice  is  issued  imder  section 
10(a)(1)  and  (2)  of  the  Federal  Advisory 
Committee  Act  (5  U.S.Capp.  2),  and 
FDA's  regulations  (21  CFR  part  14)  on 
advisory  committees. 

Dated:  December  21, 1992. 
JuM  E.  Hnuiejr, 

Deputy  Commissioner  for  Operations. 
[FR  Doc.  93-98  Filed  1-5-93:  8:45  am] 

BtLUNQ  CODE  41M-01-F 


Indian  Health  Servica 

National  Environmantal  Policy  Act; 
Categorical  Exclusions 

AGENCY:  Indian  Healtii  Service  (IHS), 

HHS. 

ACTION:  List  of  IHS  program  actions  that 

are  t:ategorically  excluded  from  the 

requirement  to  conduct  further 

evaluation  under  the  National 

Environmental  Policy  Act  (NEPA). 

SUMMARY:  This  notice  provides  a  list  of 
classes  of  IHS  actions  that  normally  do 
not  have  a  significant  impact  on  the 
environment  and,  therefore,  do  not 
require  environmental  impact 
statements  (EIS)  or  environmental 
assessments  (EA)  under  Council  on 
Environmental  Quality  (CEQ) 
regulations  (40  CFR  parts  1500-1508J  or 
Department  of  Health  and  Human 
Services  (HHS)  procedures  (HHS 
General  Administration  Manual  Fart 
30).  All  actions  involving  construction 
are  reviewed  to  determine  if 
extraordinary  or  exceptional 
circumstances  exist  that  prevent  the 


action  from  iheeting  the  criteria 
established  for  this  listing. 
EFFECTIVE  DATE:  January  6. 1993. 
FOR  FURTHER  MFCRMATION  CONTACT: 

Director,  Division  of  Enviroiunental 
Haaltii  (DEH),  Office  of  Environmental 
Health  and Engineering(OEHE),  IHS. 
Public  Health  Service  ^S).  HHS.  room 
SA-39,  Parklawn  Building,  5600  Fishers 
Lane.  Rockville,  Maryland  20857;  or 
telephone  (301)  443-1043. 
SUPft-EMENTARY  JTOnMATlON: 
Regulations  of  the  CEQ  at  40  CFR  parts 
1500-1508  require  Federal  agencies  to 
adopt  procedxires  to  supplement  and 
implement  their  regulations.  The  HHS, 
by  giving  notice  in  the  Federal  Register 
(45  FR  76519),  has  adopted  such 
procediu^s  and  included  them  in  the 
HHS  General  Administration  Manual 
Part  30.  The  CEQ  approved  the  HHS 
procedures  on  October  2. 1980. 
Paragraphs  1507.3  and  1508.4  of  the 
CEQ  regulations  provide  for  the 
definition  of  categories  of  actions  that 
do  not  individually  or  cumulatively 
have  a  significant  efiiect  on  the  human 
environment  and  therefore,  do  not 
require  the  preparation  of  an  EIS  or  an 
EA.  Paragraph  30-20-40  of  the  HHS 
General  Administration  Manual 
establishes  categories  of  exclusion  for 
Departmental  actions  and  provides  for 
the  Usting  of  actions  by  Operating 
Divisions  within  the  I>Bpartment.  The 
IHS,  as  an  agency  of  the  PHS,  hereby 
gives  notice  of  its  listing  of  actions 
which  normally  can  be  categorically 
excluded  from  further  environmental 
review. 

If  a  proposed  action  belongs  to  an 
excluded  category  but  one  or  more 
extraordinary  or  exceptional 
circumstances  (as  defined  in  Part  K) 
apply,  then  an  EA  must  be  prepared  for 
the  purpose  of  determining  whether  an 
EIS  is  warranted. 

The  IHS  provides  comprehensive 
health  care  services  to  more  than  1 
million  American  Indians  and  Alaska 
Natives.  The  goal  of  the  IHS  program  is 
to  raise  the  health  status  of  American 
Indians  and  Alaska  Natives  to  the 
highest  level  possible.  In  carrying  out 
this  goal,  the  program  has  three  main 
objectives:  (1)  To  deliver  the  highest 
quality  health  services  possible:  (2)  to 
assist  tribes  and  native  corporations  to 
develop  their  capacity  to  manage  health 
programs;  and  (3)  to  serve  as  an 
advocate  for  American  Indians  and 
Alaska  Natives  in  health  related  matters. 

The  DiS  program  is  carried  out 
through  a  health  services  delivery 
system,  designed  to  provide  a  broad  mix 
of  preventive,  curative,  rehabilitative, 
*  and  environmental  services.  The  type  of 
health  services  delivery  system 
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employed  varies  from  Area  to  Area. 
Population,  health  indices,  and  fuilities 
and  services  available  from  sources 
other  than  the  IHS  are  evaluated  to 
determine  the  methods  IHS  uses  to 
provide  services. 

The  IHS  program  consists  of  two 
major  systems:  (1)  A  Federal  health  care 
delivery  system,  administered  by 
Federal  employees,  and  (2)  a  tribal 
health  delivery  system,  administered  by 
tribes  and  tribal  groups  imder  grants, 
contracts  or  cooperative  agreements. 
The  categorical  exclusions  apply  to  IHS 
program  actions  whether  carried  out 
directly  by  the  IHS,  or  funded  or 
otherwise  sponsored  by  the  IHS.  The 
IHS  contracts,  grants,  and  cooperative 
agreements  are  actions  defined  in  NEPA 
and  are  subject  to  the  IHS  review 
procedures  established  to  ensure  NEPA 
compliance,  including  provisions 
covering  extraordinary  and  exceptional 
circumstances.  The  NEPA  compliance 
for  the  tribal  health  care  delivery  system 
is  ensured  through  IHS  administrative 
procedures  for  contracts,  grants,  and 
cooperative  agreements. 

Tne  selection  of  IHS  program  actions 
to  list  as  categorical  exclusions  has  been 
determined,  in  part,  by  agency 
experience  in  compljring  with  NEPA, 
during  the  past  10  ]rears.  Actions 
req\iired  to  provide  health  care  services 
will  not  have  significant  impact  on  the 
environment  except  when  exceptional 
or  extraordinary  circumstances  exist 
The  ms  has  categorically  excluded 
these  actions,  since  enactment  of  NEPA; 
however,  actions  involving  constrtiction 
normally  have  required  completion  of 
an  environmental  review/assessment 

The  IHS  administers  programs  for  the 
construction  of  domestic  sanitation 
facilities  (water,  wastewater,  and  solid 
waste)  for  Indian  homes  and 
communities,  construction  of  new  or 
replacement  health  care  facilities  and 
staff  quarters,  and  renovations  to 
existing  health  care  fisdlities  and 

quarters  xmits. 

Environmental  reviews/assessments 
of  construction  projects  imdertaken 
during  the  past  10  years  have  concluded 
that  an  EIS  was  not  required  for  any  of 
them.  Approximately  2,300  sanitation 
facilities  construction  projects  and 
fewer  than  60  health  care  facilities/staff 
quarters  construction  projects  have  been 
approved  during  this  time. 

The  type  of  program  and  procedures 
employed  to  administer  the 
construction  of  sanitation  fadlities  for 
Indian  homes  and  communities,  and  the 
consistent  determinations  that  these 
prt^ects  do  not  have  a  liyiifinant  impact 
on  the  wvironment.  are  the  basis  far  the 
dadsioi  to  list  moat  sanitation  bctlities 
projects  are  catagocically  exchided. 


Factors  considered  in  making  this 
determination  include: 

1.  Projects  are  undertaken  to  improve 
health  and/or  environment 

2.  Projects  are  untaken  at  the  request 
and  with  approval  of  the  tribal 
governing  body,  which  provides  for 
discussion  and  evaluation  of  the  project 
and  its  impacts. 

3.  Projects  are  normally  constructed 
on  tribally  owned  or  individiially 
owned  tribal  land  within  reservation 
boundaries. 

4.  Projects  are  constructed  to  comply 
with  all  current  applicable 
environmental  regulations  and  plans 
and  specifications  are  submitted  to  State 
and  Federal  agencies  as  necessary  for 
review  and  comment 

5.  Projects  are  constructed  to  provide 
utilities  (water,  sewer,  solid  waste) 
either  for  existing  American  Indian  or 
Alaska  Native  homes  or  for  new  homes 
constructed  with  Federal,  tribal.  State  or 
other  resources.  New  homes  are 
constructed  at  sites  and  locations 
approved  by  the  Tribal  Governing 
Board.  Utilities  are  not  provided  for 
future  development  or  imdeveloped 
parcels,  and  capacity  provided  is 
limited  to  that  routinely  provided  by 
standard  engineering  practice  for  the 
current  desisn  population. 

6.  The  IHS  projects  fall  into  the 
category  of  minor  construction  projects 
based  on  cost.  During  the  last  10  years. 
85  of  the  2,300  projects  exceeded  $1 
million,  and  the  average  estimated  cost 
was  $250,000. 

7.  Standard  IHS  procedures  require 
documentation  of  an  environmental 
review  of  each  construction  project  to 
identify  any  exceptional  or 
extraordinary  circumstances  and  to 
ensure  compliance  with  all 
environmental  laws,  regulations,  and 
executive  orders;  e.g..  those  concerning 
floodplains.  wetlands,  endangered 
species,  etc  This  review  is  required 
early  in  the  project  planning  process. 

The  categorical  exclusion  for 
construction  of  health  care  facilities  and 
staff  quarters  has  been  limited  to 
renovation  or  new  construction  at 
existing  health  care  delivery  sites,  and 
construction  or  development  of 
relatively  small  facilities  at  new 
locations.  The  procedures  noted  in  item 
7  above  for  sanitation  facilities 
construction  projects  also  apply  to  all 
health  care  facility  and  staff  quarters 
construction  projects.  Most  health  care 
facility  and  staff  quarters  renovation 
projects  can  be  classified  as  minor 
construction  projects  based  on  cost 
Fewer  than  200  ma|or  renovation 
projects  have  been  undertaken  and  only 
a  few  were  funded  at  a  level  enoeeding 
$1  million. 


Categorical  Exchwiona 

A.  Health  Services 

Direct  delivery  of  medical,  dental, 
nursing,  and  other  related  health 
services;  e.g.,  patient  care/counseling 
administered  from  hospitals,  health 
centers,  health  stations,  satellite  clinics, 
and  in  private  homes  by  IHS  staffer 
contract  providere  to  authorized 
recipients. 

B.  Research 

Researdi  activities  that  are  consistmt 
with  the  mission  of  IHS  including:  (a) 
Biological  and  behavioral  studies 
conducted  in  laboratories,  clinics,  and 
the  field;  (b)  studies  on  the  development 
and  delivery  of  prevention  and 
treatment  services  and  their 
administration  and  financing:  and  (c) 
evaluations  of  prevention  |and  treatment 

C.  Pesticides 

Application  of  pesticides  which  are 
not  cwssified  for  restricted  use  under 
provisions  of  the  Federal  Insecticide, 
Fungicide  and  Rodenticide  Act  when 
used  for  routine  pest  control  purposes. 

D.  Contracts,  Grants,  and  Cooperative 
Agreements 

Contracts,  grants,  and  cooperative 
agreements  and  continuations, 
supplements,  extensions,  and 
amendments  of  these  documents  for  IHS 
programs  or  actions  that  are 
categorically  excluded.  (Includes  Self- 
Determination  Act  contracts.  Contract 
Health  Care  contracts,  etc.) 

E.  Technical  Assistance 

Action  Involving  the  provision  of 
technical  assistance  to  American  Indian 
and  Alaska  Native  tribes  and  groups, 
other  Federal  agencies,  State  and  local 
govenunents.  and  non-profit 
organizations  are  excluded.  These 
actions  include  but  are  not  limited  to: 

1.  The  provision  of  technical 
assistance  to  American  Indian  and 
Alaska  Native  tribes  and  grotqps  for  the 
purpose  of  developing  management 
capabilities  needed  to  enable  eventual 
tribal  assumption  of  health  program 
operation; 

2.  The  provision  of  technical 
assistance  to  American  Indian  and 
Alaska  Native  tribes  and  groups  for  the 
purpose  of  developing  capabilities  in 
the  areas  of  epidemiology,  disease 
reduction,  injury  prevention, 
environmental  improvement,  and  the 
operatian  and  maintenance  of  sanitation 
facilities:  and 

3.  The  assignment  of  IHS  personnd  to 
^endes/oiSBnixatiaos  Car  the  purpoae 
of  providii^  technical  expertise  (e.g.. 
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investigation,  diagnosis,  consultation, 
counseling)  in  health  programs. 

F.  Managfiment  and  Administndive 
Support 

Routine  management  and 
administrative  support  actions. 

d.  Training,  Education,  and  Manpower 
Development 

The  award  of  training  grants, 
scholarships,  and  the  provision  of  other 
types  of  training  and  educational 
assistance  are  excluded.  These  actions 
include: 

1.  Support  for  development  of 
professional  and  paraprofsssional  health 
competencies; 

2.  Support  ba  development  of 
American  Indian  and  Alaskan  Natives 
health  management  capabilities: 

3.  Support  for  development  of  tribal 
and  commimity  capabilities  in  the  areas 
of  environmental  improvement,  disease 
reduction,  injiiry  control,  and  operation 
and  maintenance  of  sanitaticm  facilities; 

4.  Support  for  training  and  education 
of  IHS  personnel  necessary  for  the 
efficient  accomplishment  of  the  IHS 
program;  and 

5.  Educational  activities  including 
development  of  disease  prevention  and 
treatment  and  presentation  of  such 
material  to  American  Indian  and 
Alaskan  Natives. 

H.  Statistics.  Data  Processing,  and 
Information  Gathering 

Actions  associated  with  statistics  and 
information  collection  and 
dissemination  are  excluded.  These 
actions  typically  involve: 

LI.  Collection  of  demographic  or 
orbidity  data  and  analysis  for  program 
management  and  budget  justification 
purposes; 

2.  Epidemiologic  studies; 

3.  Environmental  surveillance 
activities  (e.g..  sample  collection, 
analysis,  and  monitoring  of  air,  food, 
water,  and  wastewater)  to  determine 
quality  as  a  basis  for  ensuring  necessary 
corrective  action; 

4.  Engineering  studies  and 
investigations  including  soil  boring  and 
test  well  drilling  to  gathw  data  for  the 
purpose  of  determining  engineering 
feasibility  and  to  permit  faciUty  design; 

5.  Updating  existing  data  bases  and 
data  processing; 

6.  Printing  and  distributing  reports; 
and 

7.  Developing  new/redesignating 
existing  data  systems  to  meet  specific 
program  needs. 

/.  Indian  flealth  Service  Owned  and 
Leased  Facilities 

Actions  related  to  the  IHS  owned  and 
leased  fedlities,  or  acti(ms  funded  by 


IHS  at  trlbally  owned  (or  leased)  and 
managed  facilities  as  listed  below,  are 
excluded: 

1.  Maintenance  and  day-to-day 
operation  of  the  physical  plant  and 
repairs  to  plant  and  equipment,  or 
replacement-in-kind  of  utilities  and 
building  components: 

2.  Acqiiisition  of  equipment,  provided 
all  requirements  for  permits, 
registrations,  and  licenses  are  met,  and 
provided  the  eqxiipment  involves  use  of 
generally  accepted  technology; 

3.  Building  alteration  ch*  renovation 
that  does  not  substantially  change  the 
function  or  general  appearance  of 
existing  bmldings; 

4.  Construction  or  lease  of  new 
facilities  (including  portable  facilities 
and  trailers)  where  such  lease  or 
construction: 

(a)  Is  at  the  site  of  an  existing  health 
care  facility  and  the  facility  capacity  is 
not  substantially  increased, 

(b)  Is  for  buildings  of  less  than  12,000 
square  fiaet  of  useable  space  when  less 
than  five  acres  of  surface  land  area  are 
involved  at  a  new  site,  or 

(c)  Is  for  projects  other  than  buildings 
when  less  uan  five  acres  of  surface  land 
area  are  involved  at  a  new  site; 

5.  Facility  plaiming  and  design 
including  fimding  of  such  activities: 

6.  Acquisition  of  space  by  lease,  use 
agreement,  transfer,  gift  or  similar 
arrangement  for  which: 

(a)  The  intended  use  of  the  space  is 
consistent  with  the  functional  design  of 
the  building,  and 

(b)  The  acquisition  is  consistent  with 
an  applicable  master  plan,  if  such  plan 
exists; 

7.  The  acquisition,  sale,  release, 
abandonment,  closure  or  transfer  of  real 
property,  provided  the  action: 

(a)  Is  consistent  with  any  applicable 
master  plan,  if  such  a  plan  exists, 

(b)  Conforms  to  local  zoning  and  land 
use  ordinances,  if  such  ordinances  exist. 

(c)  Is  consistent  with  the  functional 
design  of  the  facility, 

(d)  Would  not  violate  applicable 
Federal,  State,  or  local  environmental 
protection  or  historic  preservation  laws, 
and 

(e)  Satisfies  the  requirements  of 
applicable  compr^ensive 
Environmental  Response, 
Compensation,  and  Liability  Act 
(CERCLA)  section  120  (h)  provisions. 

/.  Construction  of  Sanitation  Facilities 

Actions  associated  with  construction 
of  sanitation  facilities  to  serve  Indian 
homes  and  communities,  except  that  the 
following  actions  are  not  excluded: 

(1)  Construction  of  a  sanitary  landfill 
at  a  new  solid  waste  disposal  site,  and 


(2)  Construction  of  a  new  wastewater 
treatment  facility  with  direct  dischaige 
of  treated  sewage  to  siirface  waters. 

JC.  Extraordinary  or  Exceptional 
Gmunstances 

Under  extracvdinary  circumstances, 
the  normally  uccluded  actions  described 
above  may  have  a  significant 
environmental  effect:  such  actions  are 
not  categorically  excluded.  Actions  that 
can  be  cmaracterized  by,  or  may  cause 
any  of,  the  conditions  described  below 
are  examples  of  actions  that  are  not 
categorically  excluded: 

1.  Those  with  potential  to  change  the 
existing  environment  where  such 
change  violates  directives  or  other 
controls  that  are  Imposed  by  any 
governmental  body  having  jurisdiction, 
for  the  purpose  of  protecting  or  other- 
wise affecting  that  environment: 

2.  Those  mth  potential  or  real  threat 
of  violation,  or  continued  violation,  of 
an  applicable  Federal,  State,  or  local  Uw 
or  requirement  imposed  for  protection 
of  the  environment  or  to  «isure  pubUc 
health  and  safety; 

3.  Those  likely  to  cause  controversy 
with  respect  to  the  types  or  extent  of  the 
resulting  envinmmental  efiects  where 
such  controversy  is  based  on  pertinent 
and  substantial  issues; 

4.  Those  involving  the  use  of 
technology  where  the  possible  effects 
are  highly  imcertain  or  involve  unique 
or  unknown  risks  and  where  such 
technology  has  not  been  assessed 
previoiisly  for  environmental  impact: 

5.  Those  which  have  adverse  effects 
on  xmique  geographic  characteristics 
(e.g.,  historic,  archeological,  or  cultural 
resources,  park  recreation  or  refuge 
lands,  wilderness  areas,  wild  or  scenic 
rivers,  sole  or  principal  drinking  water 
aquifers,  prime  farmlands,  wetlands, 
floodplains,  coastal  management  eones 
or  ecological  or  critical  areas  including 
those  listed  on  the  Department  of 
Intwiors  National  Register  of  National 
Landmarks): 

6.  Those  which  establish  a  precedent 
for  future  action  or  represent  a  decision 
in  principle  about  future  actions  with 
potentially  significant  environmental 
efiects; 

7.  Those  which  have  adverse  effects 
on  properties  listed  or  eligible  for  listing 
on  the  National  Register  of  Historic 
Places: 

8.  Those  which  have  adverse  effects 
on  species  Usted  by  the  Federal 
Government  as  endangered  or 
Threatened  Species,  or  which  have 
adverse  effects  on  any  designated 
critiol  habitat  for  these  species: 

9.  Those  which  require  assessment  in 
accordance  with  Executive  Ordw  11988 
(Floodplain  Managemmt),  or  Executive 
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Order  11990  (Protection  of  Wetlands),  or 
the  Fish  and  Wildlife  Coordination  Act; 
and 

10.  Those  which  involve  the  use, 
transfer,  or  lease  of  real  property  which 
has  been  determined,  after  investigation 
in  accordance  with  the  provisions  of 
CERCLA  120  (h).  to  have  been  used  as 

a  storage  facility  for  hazardous  waste  for 
more  than  1  year;  and 

11.  Construction  projects  which  are 
significantly  greater  in  scope  or  size 
than  normally  experienced  for  a 
particular  category  of  action. 

Dated:  December  29, 1992. 
Mkliel  E.  Liacotai, 

Deputy  Director. 

[FR  Doc.  93-173  Filed  1-5-93;  8:45  ami 

MUJNO  COOe  41M-1«-M 


Advisory  Activities,  Fogarty 
International  Center  (Executive 
Secretary),  Building  31,  Room  B2CG8. 
telephone  301-496-1491.  will  provide 
substantive  program  information. 

Catalog  of  Federal  Domestic 
Assistance  Program  No.  93.154,  Special 
International  Postdoctoral  Research 
Program  in  Acquired  Immunodeficiency 
Syndrome  and  No.  93.989,  Senior 
International  Awards  program. 

Dated:  December  23, 1992. 
SuMn  K.  Feldman, 
Committee  Management  Officer,  NIH. 
IFR  Doc.  93-142  Filed  1-5-93;  8:45  am] 
■tLUNQ  COOE  414A-01-H 


National  Inatitutea  of  Health 

John  E.  Fogarty  International  Center 
for  Advenced  Study  In  the  Heelth 
Sciences;  Meeting  of  the  Fogarty 
International  Center  Adviaory  Board 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  twenty- 
third  meeting  of  the  Fogarty 
International  Center  (FIC)  Advisory 
Board,  February  9.  1993,  in  the  Lawton 
Chiles  International  House  (Building 
16),  at  the  National  Institutes  of  Health. 

The  meeting  will  be  open  to  the 
public  from  8:30  a.m.  to  2:30  p.m.  The 
morning  agenda  will  include  a  report  by 
the  Director,  FIC;  a  report  of  the  meeting 
of  the  NIH  Director's  Advisory 
Committee;  and  a  status  report  on  FIC's 
lonc-range  planning. 

Tne  afternoon  agenda  will  be  a  report 
on  a  minority  scientists  international 
training  initiative  and  a  report  on 
emerging  infections. 

In  accordance  with  the  provisions  of 
sections  552b(c)(4)  and  552b{c)(6).  Utle 
5,  U.S.C.  and  section  10(d)  of  Public 
Law  92-463,  the  meeting  will  be  closed 
to  the  public  from  2:30  p.m.  to 
adjournment  for  the  review  of 
applications  for  International  Research 
Fellowships,  Senior  International 
Fellowships,  Fogarty  International 
Research  Collaboration  Awards,  AIDS 
International  Research  Training 
Program,  nominations  for  Scholars-in- 
Residence  award,  and  proposals  for 
Scholars  Conferences. 

Myra  Halem,  Committee  Management 
Assistant,  Fogarty  International  Center, 
Building  31,  room  B2C08,  National 
Institutes  of  Health,  Bethesda,  Maryland 
20892  (301-496-1491),  will  provide  a 
simimary  of  the  meeting  and  a  roster  of 
the  committee  members  upon  request. 

Dr.  Corahe  Farlee,  Assistant  Director 
for  International  Legislation  and 


Notice  of  Meeting  of  the  National 
Advisory  Council  fOr  Human  Genome 
Research 

Pursuant  to  PubUc  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  Council  for 
Human  Genome  Research,  National 
Center  for  Human  Genome  Research. 
January  24  and  25, 1993,  in  Chevy 
Chase  I  ft  n,  Embassy  Suites  Hotel. 
Chevy  Chase  Pavilion,  4300  Military 
Road,  NW.,  Wisconsin  at  Western 
Avenue,  Washington,  DC. 

This  meeting  will  be  open  to  the 
public  on  January  25, 1993,  from  8:30 
a.m.  to  10  a.m.  to  discuss  administrative 
details  or  other  issues  relating  to 
committee  activities.  Attendance  by  the 
public  will  be  Umited  to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sections  552b(c)(4)  and 
552b(c)(6),  title  5,  U.S.C.  and  section 
10(d)  of  Public  Law  92-463,  the  meeting 
will  be  closed  to  the  public  on  January 
24  from  7  p.m.  to  recess  and  on  January 
25, 1993,  from  10  a.m.  to  adjournment, 
for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications.  The  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Dr.  Elke  Jordan,  Deputy  Director. 
National  Center  for  Human  Genome 
Research,  National  Institutes  of  Health. 
Building  38A,  room  605,  Bethesda. 
Maryland  20892.  (301)  496-0844,  will 
furnish  the  meeting  agenda,  rosters  of 
Committee  members  and  consultants, 
and  substantive  program  information 
upon  request. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  No.  93.172,  Human  Genome 
ReMarch.) 


[)ated:  December  23, 1992. 
SuMui  K.  Feldman. 
Committee  Management  Officer,  NHL 
[FR  Doc  93-150  Filed  1-5-93;  8:45  am) 
■LUNQ  coos  414ft-«t-M 

National  Cancer  Institute;  Meeting  of 
the  Cancer  Blology*lmmunoiogy 
Contracta  Review  Committee 
(Subcommittees  BAD) 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  a  meeting  of 
Subcommittees  B&D.  of  the  Cancer 
Biology-Immunology  Contracts  Review 
Conmiittee.  National  Cancer  Institute, 
National  Institutes  of  Health,  January 
15, 1993,  at  the  Executive  Plaza  North 
Building,  in  Conference  Room  "G", 
6130  Executive  Boulevard,  Bethesda, 
Maryland  20892. 

This  meeting  will  be  open  to  the 
public  on  January  15  from  8:30  a.m.  to 
9:30  a.m.  to  discuss  administrative 
details.  Attendance  by  the  public  will  be 
limited  to  space  available. 

In  accordance  with  provisions  set 
forth  in  sections  552b(c)(4)  and 
552b(c)(6).  title  5.  U.S.C  and  section 
10(d)  of  Public  Law  92-463,  the  meeting 
will  be  closed  to  the  public  on  January 
15  from  9:30  a.m.  to  adjournment  for  the 
review,  discussion,  and  evaluation  of 
individual  contract  proposals.  These 
proposals  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patentable 
material  and  personal  information 
concerning  individuals  associated  with 
the  proposals,  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

The  Committee  Management  Officer. 
National  Cancer  Institute,  Building  31, 
room  10A06,  National  Institutes  of 
Health,  Bethesda,  Maryland  20892.  Tel. 
301/496-5708.  will  provide  siunmaries 
of  the  meeting  and  rosters  of  committee 
members  upon  request. 

Dr.  Lalita  D.  Palekar,  Scientific 
Review  Administrator,  Cancer  Biology- 
Immunology  Contracts  Review 
Subcommittee  G*  5333  Westbard 
Avenue,  room  805,  Bethesda,  Maryland 
20892.  Tel.  301/496-7575,  will  furnish 
substantive  program  information. 

(Catalog  of  Federal  Domestic  Assistance 
I>rogram  Numbers:  93.393,  Cancer  Cause  and 
Prevention  Research;  93.394,  Cancer 
Detection  and  Diagnosis  Research;  93.395. 
Cancer  Treatment  Research;  93.396,  Cancer 
Biology  Research;  93.397,  Cancer  Centers 
Support:  ??. 398,  Cancer  Research  Manpower 
93.399,  Cancer  Control.) 
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Dated:  December  24, 1992. 
fiuMn  K.  Feldman, 
Committee  Management  Officer.  NIH. 
[PR  Doc.  93-152  Filed  l^S-93: 8:45  ami 
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National  Center  for  Nursing  Research; 
Meeting:  National  Advisory  Council  for 
Nursing  Research  and  Its 
Sut>committees 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meetings  of 
the  National  Advisory  Council  for 
Nursing  Research,  National  Center  for 
Nursing  Research;  and  its 
Subconunittees,  Fehniaiy  1-3, 1993, 
Building  31C,  Conference  Room  6, 
Nationd  Institutes  of  Health,  Bethesda, 
Maryland  20892. 

Meetings  of  the  full  Coimcil  and  its 
Subcommittees  will  be  held  at  times 
and  places  listed  below.  Attendance  by 
the  pubUc  will  be  limited  to  space 
available. 

The  full  Council  will  meet  in  open 
session  on  February  2,  firom  8:30  a.m.  to 
4  p.m.  and  on  February  3,  from 
approximately  11  a.m.  to  adjournment. 
Agenda  items  wHl  include  the  NCNR 
Director's  Report,  Molecular  Biology 
Task  Force  and  Interface  for  the 
Biological  Studies  Plan  writh  NIH 
Strategic  Plan,  National  Nursing 
Research  Agenda  Phase  II  Priorities,  and 
Report  on  the  Division  of  Extramxiral 
Programs. 

Tne  Planning  Subcommittee  will  meet 
in  open  session  February  1,  in  Building 
31B,  NCNR  Conference  Room  (5B-03), 
from  12  noon  to  2:30  p.m.  to  discuss 
long-term  and  strategic  plaiming  and 
policy  issues. 

The  Nursing  Resources  and  Health 
Policy  Subcommittee  will  meet  in  open 
session  February  1,  in  Building  3lC, 
Conference  Room  6,  from  12  noon  to  2 
p.m.  to  discuss  nursing  resources  and 
health  policy  as  they  relate  to  nursing 
science  and  the  achievement  of  quality 
and  effective  outcomes  in  patient  care. 
The  Communications  Subcommittee 
will  meet  in  open  session  February  1,  in 
Building  3lC,  Conference  Room  6,  from 
2:30  p.m.  to  4:30  p.m.  to  discuss  goals 
and  strategies  for  enhancing 
communications  with  specific 
audiences. 

The  National  Nursing  Research 
Agenda  Subcommittee  will  meet  in 
open  session  February  1,  in  Building 
31B,  NCNR  Conference  Room  (5B-03), 
from  9  a.m.  to  11:30  a.m.  to  discuss  the 
National  Nursing  Research  Agenda  in 
general  and  the  Priority  Expert  Panels  in 
particiilar. 

In  accordance  vrith  tiie  provisions  set 
forth  in  sectlnu  S52b(c)(4j  and 


552b(c)(6),  title  S,  U.S.  Code  and  section 
10(d))  of  Public  Law  92-463,  the 
meeting  of  the  Research  Subcommittee 
will  be  closed  to  the  public  on  February 
1,  from  2:30  p.m.  to  4:30  p.m.,  and  the 
meeting  of  the  full  Coimcil  on  February 
3,  from  8:30  a.m.  to  approximately  11 
a.m.  for  the  review,  discussion,  and 
evaluation  of  individual  grant 
applications.  The  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Dr.  Ethel  Jackson,  Executive 
Secretary,  National  Advisory  Coxmcil 
for  Nursing  Research,  National  Institutes 
of  Health,  Building  31,  room  5B2S, 
Bethesda,  Maryland  20892.  (301)  496- 
0472,  will  provide  a  summary  of  the 
meeting,  roster  of  committee  members, 
and  substantive  program  information 
upon  request. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.361,  Nursing  Research. 
National  Institutes  of  Health.) 
Dated:  December  23, 1992. 
Susan  K.  Feldman, 
Committee  t^anagement  Officer,  NIH. 
(FR  Doc.  93-141  Filed  l-5-«3: 8:45  am] 

WLUNa  CODE  4140-01-M 


National  Eye  Institute;  Meeting  of  the 
National  Advisory  Eye  Council 

Pursuant  to  PubUc  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  Eye  Council 
(NAEC)  on  February  4  and  5, 1993,  in 
Building  3lC,  Conference  Room  6, 
National  Institutes  of  Health,  Bethesda. 
Maryland. 

The  NAEC  meeting  will  be  open  to 
the  public  from  8:30  a.m.  until 
approximately  11:30  a.m.  on  Thursday, 
February  4, 1993.  Following  opening 
remarks  by  the  Director,  NEl.  tnere  will 
be  presentations  by  the  staff  of  the 
Institute  and  discussions  concerning 
Institute  programs  and  policies. 
Attendance  by  the  public  at  the  open 
sessions  will  be  limited  to  space 
available. 

In  accordance  with  provisions  set 
forth  in  sections  552b(c)(4)  and 
552b(c)(6).  title  5.  U.S.C  and  section 
10(d)  of  Public  Law  92-463.  the  meeting 
of  the  NAEC  will  be  closed  to  the  public 
from  approximately  11:30  a.m.  on 
Thursday,  February  4  until  adjournment 
on  Friday,  February  5  for  the  review, 
discussion,  and  evaluation  of  individual 
grant  appUcations.  These  applications 
and  the  discussions  could  reveal 


confidential  trade  secrets  or  comraeidal 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Ms.  Lois  DeNinno.  Committee 
Management  Officer.  National  Eye 
Institute,  Building  31.  room  eA04, 
National  Institutes  of  Health,  Bethesda, 
Maryland  20892,  (301)  496-9110,  will 
proidde  a  stmunaiy  of  the  meeting, 
roster  of  committee  members,  and 
substantive  program  information  upon 
request 

(Catalog  of  Federal  Domestic  Assistance 
Programs,  Nos.  93.867,  Retinal  and  Choroidal 
Disease  Research;  93.868,  Anterior  Segment 
Diseases  Research;  and  93.871,  Strabismtis, 
Amblyopia  and  Visual  Processing;  National 
Institutes  of  Health.) 

Dated:  December  23, 1992. 
Susan  K.  Feldman, 
Committee  Management  Officer,  NIH. 
(FR  Doa  93-143  Filed  1-5-93;  8:45  am] 
MLUNQ  cooe  414e-ei-H 


National  Heart,  Lung,  and  Blood 
Institute;  Heart,  Lung,  and  Blood 
Special  EmphMis  Raneia  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meetings  of 
the  following  Heart,  L\mg,  and  Blood 
Special  Emphasis  Panels. 

These  meetings  will  be  closed  in 
accordance  with  the  provisions  set  forth 
in  sec.  S52b(c)(4)  and  S52b(c)(6),  tide  5, 
U.S.C.  and  sec  10(d)  of  Public  Law  92- 
463,  for  the  re^'iew,  discussion  and 
evaluation  of  individual  grant 
applications,  contract  proposals,  and/or 
cooperative  agreements.  These 
applications  and/or  proposals  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications  and/or  proposals,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Name  of  Panel:  NHLBI  SEP  on  The 
Framingham  Study:  Physical  Examination, 
Testing  and  Surveillance. 

Scientific  Review  Administrator:  Dr.  C 
)ames  Scheirer. 

Telephone  Numbo':  301-496-7363. 

Dates  of  Meeting:  January  4-5, 1993. 

Place  of  Meeting:  Newton  Marriott  Hotel, 
Newton,  Massachusetts. 

Time  of  Meeting:  7:30  p.m. 

Reason  for  Qosure:  To  review  contract 
proposals. 

Name  of  Panel:  NHLBI  SEP  review  for 
Predictors  of  PerioperaHve  Cardiac  Moibldlty 
(Telephone  Conference  Call) 
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Scientific  Review  Administrator:  Dr.  David 
Monsees. 

Telephone  Number:  301-496-7361. 

Dates  of  Meeting:  January  6. 1993. 

Place  of  Meeting:  5333  Wostbard  Avenue, 
room  550.  Bethesda.  MD  20892. 

Time  of  Meeting:  2  p.m.  (e.8.t) 

Beason  for  Qosure:  To  review  grant 
applications. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.837,  Heart  and  Vascular 
Diseases  Research;  93.838.  Lung  Diseases 
Research;  and  93.839,  Blood  Diseases  and 
Resources  Research^  National  Institutes  of 
Health.) 

Dated;  December  23, 1992.. 
SuMn  K.  Feldman, 
Committee  Management  Officer,  NIH. 
[FR  Doc  93-145  Filed  1-5-93;  8:45  am) 

MLUNC  COM  4140-ei-M 


National  Heart.  Lung,  and  Blood 
Institute;  Meeting  Heart.  Lung,  and 
Blood  Special  Emphasie  Panel 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  following  Heart.  Lung,  and  Blood 
Special  Emphasis  Panel. 

The  meeting  will  be  closed  in 
accordance  with  the  provisions  set  forth 
in  sec.  552b{c)(4)  and  552b(c)(6).  Title  5. 
U.S.C.  and  sec  10(d)  of  Public  Law  92- 
463,  ior  the  review,  discussion  and 
evaluation  of  individual  grant 
application,  contract  proposals,  and/or 
cooperative  agreements.  These 
applications  and/or  proposals  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications  and/or  proposals,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Name  of  Panel:  NHLBI  SEP  on  Production 
Characterization  of  Adenovirus  Vector  for 
Cystic  Fibrosis  Gene  Therapy  (Telephone 
ConfiBrence  Call) 

Dates  of  Meeting:  January  19, 1993. 

Time  of  Meeting:  2  p.m. 

Place  of  Meeting:  5333  Westbard  Avenue, 
room  SAIO. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Contact  Person:  Dr.  Dennis  Lang,  Scientific 
Review  Administrator,  5333  WestlMrd 
Avenue,  room  5A10,  Bethesda.  Maryland 
20892.  (301)  496-5965. 
(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.837.  Heart  and  Vascular 
Diseases  Research;  93.838.  Lung  Diseases 
Research;  and  93.839.  Blood  Diseases  and 
Rasourcas  Research.  National  Institutes  of 
Health.) 


Dated:  December  23. 1992. 
Susan  K.  Feidman, 
Cbnmutfee  Management  Officer,  NIH. 
(FR  Doc.  93-146  Filed  1-5-93;  8:45  ami 

WUJNQ  COOe  4140-ei-M 

National  Heart,  Lung,  and  Blood 
Instttute;  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  following  Heart,  Lung,  and  Blood 
Special  Emphasis  Panel. 

The  meetmg  will  be  closed  in 
accordance  with  the  provisions  set  forth 
in  sec.  552b(c)(4)  and  552b(c)(6).  title  5. 
U.S.C.  and  sec.  10(d)  of  Public  Law  92- 
463,  for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications,  contract  proposals,  and/or 
cooperative  agreements.  These 
applications  and/or  proposal  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  ind 
personal  information  concerning 
individuals  associated  with  the 
applications  and/or  proposals,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Name  of  Panel:  NHLBI  SEP  on  the  Review 
of  Program  Project  Grant  Applications. 

Date  of  Meeting:  January  5, 1993 

Time  of  Meeting:  8  a.m. 

Place  of  Meeting:  Holiday  Inn  Chevy 
Chase.  Chevy  Chase,  Maryland. 

Agendo.- To  review  grant  applications. 

Contact  Person:  Dr.  Louis  M.  Ouellctte, 
(301)  496-7915. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.837,  Heart  and  Vascular 
Diseases  Research;  93.838,  Lung  Diseases 
Research;  and  93.839,  Blood  Diseases  and 
Resources  Research,  National  Institutes  of 
Health] 

Dated:  December  22, 1992. 
Susan  K.  Feidman, 
Committee  Management  Officer,  NIH. 
(FR  Doc.  93-151  Filed  1-5-93;  8:45  ami 

WUMQ  COOC  4140-01-M 


National  Institute  of  Environmental 
Health  Services;  Notice  of  Meeting  of 
National  Advisory  Environmental 
Healtli  Sciences  Council 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  Environmental 
Health  Services  Coiindl.  January  25-26, 
1993,  at  the  National  Institute  of 
Environmental  Health  Siorvices, 
Building  101  Conference  Room,  South 
Campus,  Research  Triangle  Park,  North 
Carolina.  This  meeting  will  be  open  to 
the  public  on  January  25  from  9  a.m.  to 
approximately  2  p.m.  and  8:30  a.m.  to 


10  a.m.  on  Jantiary  26  for  the  report  of 
the  Director,  NIEHS,  and  for  discussion 
of  the  NIEHS  budget,  program  policies 
and  issues,  recent  legislation,  and  other 
items  of  interest.  Attendance  by  the 
public  will  be  limited  to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sections  552b(c)(4)  and 
552b(c)(6),  title  5.  U.S.C.  section  10(d)  of 
Public  Law  92-463,  the  meeting  will  be 
closed  to  the  public  on  January  25,  from 
approximately  2  p.m.  to  5  p.m.  and  on 
January  26  ftx>m  10  a.m.  to  adjournment, 
for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications. 

These  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Winona  Herrell,  Committee 
Management  Officer.  NIEHS,  Bldg.  31, 
Rm.  B1C02.  NIH.  Bethesda.  Md.  20892 
(301)  496-3511,  will  provide  summaries 
of  the  meeting  and  rosters  of  council 
members.  Dr.  Anne  Sassaman.  Director, 
Division  of  Extramural  Research  and 
Training,  NIEHS,  P.O.  Box  12233. 
Research  Triangle  Park,  North  Carolina 
27709.  (919)  541-7723.  will  furnish 
substantive  program  information. 
(Catalog  of  Federal  Domestic  Assistance 
Program  Nos  93.113,  Biological  Response  to 
Environmental  Agents;  93.114,  Applied 
Toxicological  Research  and  Testing;  93.115. 
Biometry  and  Risk  Estimation;  93.894, 
Resource  and  Manpower  Development, 
National  Institutes  of  Health) 

Dated:  December  23, 1992. 
Susan  K.  Feidman, 
Committee  Management  Officer,  NIH. 
[^R  Doc.  93-149  Filed  1-5-93;  8:45  amj 
■lUJNO  COOC  44ie-ei-M 


National  Institute  of  General  Medical 
Sciences;  Notices  of  Meeting  of  the 
National  Advisory  General  Medical 
Sciences  Council 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  General  Medical 
Sciences  Cotrndl,  National  Institute  of 
General  Medical  Sciences,  National 
Institutes  of  Health,  on  February  1-2, 
1993.  Building  1.  Wilson  Hall,  Bethesda, 
Maryland. 

This  meeting  will  be  open  to  the 
public  on  Febniary  1,  from  8:30  a.m.  to 
11  a.m.  for  opening  remarks;  report  of 
the  Director,  NIC^S;  and  other  business 
of  the  Coundl.  Attendance  by  the  public 
will  be  limited  to  space  available. 
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In  accordance  with  provisions  set 
foTth  in  sections  552b(c)(4)  and 
552b(c)(6).  title  5,  U.S.C.  and  section 
10(d)  of  Public  Law  92-463,  the  meeting 
will  be  closed  to  the  public  on  February 
1  from  11  a.m.  to  6  p.m.,  and  on 
February  2  from  8:30  a.m.  until 
adjournment,  for  the  review,  discussion, 
and  evaluation  of  individual  grant 
applications.  The  discussions  of  these 
applications  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Mrs.  Ann  Dieffenbach,  Public 
Information  Officer,  National  Institute  of 
General  Medical  Sciences,  National 
Institutes  of  Health.  Building  31,  room 
4A52,  Bethesda.  Mar>'Iand  20892, 
Telephone:  301-496-7301  will  provide 
a  summary  of  the  meeting  and  a  roster 
of  council  members.  Dr.  W.  Sue  Shafer. 
Executive  Secretary,  NAGMS  Council, 
National  Institutes  of  Health.  Westwood 
Building,  room  938,  Bethesda,  Maryland 
20892.  Telephone:  301-496-7061  will 
provide  substantive  program 
information  upon  request. 
(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.821,  Biophysics  and 
Physiological  Sciences;  93.859, 
Pliarmacological  Sciences:  93.862,  Genetics 
Research:  93.863.  Cellular  and  Molecular 
Basis  of  Disease  Research;  93.880,  Minority 
Access  Research  Careers  [MARCl;  and 
93.375.  Minority  Biomedical  Research 
Support  (MBRSl). 

Dated:  December  23. 1992. 
Sasan  K.  Feldman, 
Committee  Management  Officer.  N!H. 
IFR  Doc.  93-148  Filed  1-5-93:  8:45  amj 

BIUING  CODE  4140-01-M 


National  Institute  of  Mental  Health; 
Advisory  Committee  Meeting 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
an  advisory  committee  of  the  National 
Institute  of  Mental  Health  for  January 
1993. 

The  meeting  will  be  closed  to  the 
public  as  indicated  below  in  accordance 
with  the  provisions  set  forth  in  sees. 
552b(c)(4)  and  552b(c)(6),  title  5,  U.S.C. 
and  sec.  10(d)  of  PubUcLaw  92-463,  for 
the  review,  discussion  and  evaluation  of 
individual  grant  applications.  These 
appUcations  and  the  discussions  could 
reveal  confidential  trad^secrets  or 
commercial  property  such  as  patentable 
material,  and  personal  information 
concerning  individuals  associated  with 
the  applications,  the  disclosure  of 


which  would  constitute  a  clearly 
unwarranted  invasion  of  personal 
privacy. 

Ms.  Joanna  L.  Kieffer,  Committee 
Management  Officer,  National  Institute 
of  Mental  Health.  Parklawn  Building, 
room  9-105,  5600  Fishers  Lane. 
Rockville,  MD  20857,  Area  Code  (301) 
443-4333.  will  provide  a  summary  of 
the  meeting  and  a  roster  of  committee 
members. 

Other  information  pertaining  to  the 
meeting  may  be  obtained  from  the 
contact  indicated. 

Committee  Name:  Neuroscience 
Subcommittee,  Mental  Health  Special 
Projects  Review  Committee. 

Meeting  Dote:  January  10-12, 1993. 

Place:  Hyatt  Hotel.  4290  El  Camino  Real. 
Palo  Alto,  CA  94306. 

Open:  January  10, 8-9  a.m. 

Closed:  January  10, 9  a.m.,  to  adjournment 
on  January  12. 

Contact:  Helen  D.  Craig,  room  9C-18. 
Parklawn  Building,  Telephone  (301)  443- 
3857. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Numbers  93.126,  Small  Business 
Innovation  Research;  93.176,  ADAMHA 
Small  Instrumentation  Program  Grants: 
93.242,  Mental  Health  Research  Grants; 
93.281.  Mental  Research  Scientist 
Development  Award  and  Research  Scientist 
Development  Award  for  Clinicians;  93.282. 
Mental  Health  Research  Service  Awards  for 
Research  Training;  and  93.921,  ADAMHA 
Science  Education  Partnership  Award.) 

Dated:  December  23, 1992. 
Susan  K.  Feldman, 
Committee  Management  Officer,  NIH. 
[FR  Doc.  93-144  Filed  1-5-93;  8:45  amj 

BILUNG  CODE  4140-01-M 


National  Institute  of  Mental  Health; 
Meetings 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meetings  of 
the  National  Advisory  Mental  Health 
Council  and  the  review  committees  of 
the  National  Institute  of  Mental  Health 
for  February  1993. 

These  meetings  will  be  open  to  the 
public  as  indicated  below  for  the 
discussion  of  NIMH  policy  issues  and 
will  include  current  administrative, 
legislative,  and  program  developments. 

All  meetings  will  be  closed  to  the 
public  as  indicated  below  in  accordance 
with  the  provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  title  5.  U.S.C. 
and  section  10(d)  of  Public  Law  92-463. 
for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications.  These  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 


individuals  associated  with  the 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personalprivacy. 

Ms.  Joanna  L.  Kiefrer,  Committee 
Management  Officer,  National  Institute 
of  Mental  Health,  Parklawn  Building, 
room  9-105.  5600  Fisher  Lane, 
Rockville,  MD  20857,  Area  Code  301. 
443-4333,  will  provide  a  summary  of 
the  meeting  and  a  roster  of  committee 
members. 

Other  information  pertaining  to  the 
meetings  may  be  obtained  from  the 
contact  person  indicated. 

Committee  Name:  Mental  Disorders  of 
Aging  Review  Committee. 

Contact:  Pyllis  L.  Zusman,  room  9C-02. 
Parklawn  Building,  Telephone:  301-443-         , 
1340. 

Meeting  Date:  February  3-5, 1993. 

Place:  Chevy  Chase  Holiday  Inn,  5520 
Wisconsin  Avenue,  Chevy  Chase,  MD  20815. 

Open:  February  3, 1993, 9  a.m.-lO  a.m. 

Closed:  February  3, 1993, 10  a.m.-5  p.m., 
February  4, 1993,  9  a.m.-5  p.m.,  February  5, 
1993. 9  a.m.-adjoumment. 

Committee  Name:  Neuropharmacology  and 
Nourochemistry  Review  Committee. 

Contact:  William  H.  Radcliff,  room  9G-ljB, 
Parklawn  Building,  Telephone:  301-443- ' 
3857. 

Meeting  Date:  February  4-5, 1993. 

Place:  Bethesda  Holiday  Inn,  8120 
Wisconsin  Avenue.  Bethesda,  MD  20814. 

Open:  February  4. 1993,  8:30  a.m.-9:30 
a.m. 

Closed:  February  4, 1993, 9:30  a.m.-5  p.m.,    ■ 
February  5, 1993, 8:30  a.m.-adjoiunment 

Committee  Name:  Perception  and 
Cognition  Review  Committee. 

Contact:  Debra  D.  Woods,  room  9C-23.. 
Parklawn  Building,  Telephone:  301-443- 
1177. 

Meeting  Date:  February  4-6, 1993. 

Place:  Dupont  Plaza  Hotel.  1500  New 
Hampshire  Avenue,  NW..  Washington,  DC 
20036. 

Open:  February  4, 1993, 9  a.m.-10  a.m. 

Closed:  February  4, 1993, 10  a.m.-5  p.m., 
February  5, 1993, 9  a.m.-5  p.m.,  February  6, 
1993, 9  a.m.-adjoumment 

Committee  Name:  National  Advisory 
Mental  Health  Council. 

Confocf:  Carolyn  Strete,  Ph.D.,  room  9-105, 
Parklawn  Building,  Telephone:  301, 443- 
3367. 

Meeting  Date:  February  8-9, 1993. 

Place:  February  8 — Conference  Rooms  D 
and  E,  Parklawn  Building,  5600  Fishers  Lane, 
Rockville,  MD  20857. 

February  9 — Wilson  Hall,  Building  1, 
National  Institutes  of  Health,  9000  Rockville 
Pike.  Bethesda,  MD  20892. 

Open:  February  9,  8:30  a.m.  to 
adjournment 

Closed:  February  8. 8:30  a.m.  to  5  p.m. 

Committee  Name:  Behavioral  Neuroscience 
Review  Committee. 

Contact:  William  H.  Radcliffe.  room  9C-18, 
Parklawn  Building,  Telephone:  301, 443- 
3857. 

Meeting  Date:  February  1 1-1 2, 1 993. 
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Place:  Chovy  Chase  Holiday  Inn,  5520 
Wisconsin  Avenue.  Chevy  Chase.  MD  20815. 

Open  February  11. 1993,  8.30  a.m.-9  30 
a.m. 

Oosed:  February  11. 1993, 9:30  ajn.-5 
p.m^  February  12, 1993, 8:30  a.m.- 
adjoumment. 

Committee  Name:  Social  and  Group 
Processes  Review  Committee. 

Contact:  Bemice  R.  Cherry,  room  9C-15. 
Parkla%ra  Building,  Telephone:  301,  443- 
6470. 

Meeting  Date:  February  11-13, 1993. 

pyoce:  Marriott  Residence  Inn.  7335 
Wisconsin  Avenue.  Bethesda,  MD  20614. 

Open:  February  11, 1993,  9  a.m.-10  a.m- 

aosed:  February  11, 1993, 10  a.m.-5  p.m., 
Februrary  12, 1993,  9  a.m.-5  p.m.,  February 
13, 1993,  9  a.m.-adjoumment. 

Committee  Name:  Qinical 
Psychopathology  Review  Committee. 

Contact:  Doris  Lee-Robb,  Room  9G-08, 
Parklawn  Building.  Telephone:  301.  443- 
1340. 

A4eet2ng  Date:  February  17-19, 1993. 

Place:  Embassy  Suites  Hotel.  4300  Military 
Road,  NW.,  Washington,  DC  20015. 

Open:  February  17, 1993,  9  ajn.-lO  a.m. 

Closed:  February  17, 1993, 10a.m.-5  p.m., 
February  18, 1993, 9  tjn.-S  pjn.,  February 
19, 1993.  9  a.m.-adioumment 

Committee  Name:  Health  Behavior  and 
Prevention  Review  Committee. 

Contact:  Monica  F.  Woodfork,  room  9C-05, 
Parklawn  Building,  Telephone:  301. 443- 
.4843. 

Meeting  Date:  February  17-19, 1993. 

Place:  Chevy  Chase  Holiday  Inn,  5520 
Wisconsin  Avenue,  Chevy  Chase.  MD  20815. 

Open:  February  17, 1993, 8:30  a.m.-9:30 
a.m. 

Oosed:  February  17, 1993. 9J0  ajn.-5 
p.m..  February  18, 1993. 8:30  a.m.-5  p.m., 
Pebruvy  19. 1993, 8:30  a.m.-adjoumment 

Committee  Name:  Clindal  Neuroscience 
Review  Committee. 

Contact:  Maurine  L.  Eister.  room  90-18. 
Parklawn  Building..  Telephone:  301, 443- 
3936. 

Meeting  Date:  February  17-19, 1993. 

Place:  Marriott  Residence  Inn.  7335 
Wisconsin  Avenue,  Bethesda,  MD  20814. 

Open:  February  17. 1993. 9  ajn.-10  ajn. 

Closed:  February  17. 1993. 10  a.m.-S  p.m., 
Felmiary  18. 1993,  9  ajn.-S  pan..  Fefacuary 
19, 1993,  9  a.m.-adjoumment. 

Guninittee  Name:  Violence  and  Traumatic 
Stress  Review  CaaunitlM. 

Contact:  Phyllis  D.  Artis.  room  90-15, 
Parklawn  Building.  Telephone:  301. 443- 
647a 

»4eeting  Date:  February  17-19. 1993. 

Place:  The  River  Inn  Inn.  924  2Sth  Street. 
NW.,  Washington.  DC  20037. 

Open:  February  17. 1993. 8:30  •jn.-»:30 
a.m. 

Closed:  February  17. 1993. 9:30  ajn.-5 
p.m.,  February  18, 1993,  8:30  a.m.-5  pjB.. 
February  19, 1993. 8:30  •.m.-^dfoannant 

CeaimHtee  Noam:  MobcuUr.  CaUukr,  and 
Devdopmental  Neurobiology  Roview 

Contact:  ShiiieyHJrfahr.  mom  tC-ia.   ^ 
.  -Fgklmm  Buildii^  Tejephwie;  301.-443- 
3857. 


Meeting  Date:  February  1»-19, 1993. 

Place:  Qrowne  Plaza  Hdiday  Inn,  1750 
Rockville  Pike,  Rockville,  MD  20852. 

Open:  February  18. 1993.  8  a.m.-9  a.m. 

Closed:  February  18, 1993, 9  a.m.-5  pjn.. 
February  19, 1993. 9  a.m.-ad)OumiDent 

Committee  Name:  Cognitive  Functional 
Neuroscience  Review  Committee. 

Contact:  Shirley  H.  Maltz.  room  90-18, 
Parklawn  Building,  Telephone:  301, 443- 
3936. 

Meeting  Date:  February  18-20, 1993. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  Bethesda,  MD  20814. 

Open:  February  18, 1993, 9  i.m.-10  un. 

Closed:  February  18, 1993, 10  a.m.-5  p.m.. 
February  19, 1993, 9  a.m.-5  p.m.,  February 
20, 1993,  9  a.m.-adjoumment 

Committee  Name:  Mental  Health  Small 
Business  Research  Review  Committee. 

Contact:  Wm.  Gregory  ZimnMrman.  90-14, 
Parklawn  Building.  Telephone:  301. 443- 
1367. 

Meeting  Date:  February  22-23. 1993. 

Place:  Washington  Marriott  Hotel,  1221 
22nd  Street,  NW.,  Washington,  DC  20037. 

Open:  February  22, 1993,  9  a.m.-lO  a.m. 

Closed:  February  22, 1993, 10  a.m.-5  pjn., 
February  23, 1993, 9  a.m.-adjoununent 

Committee  Name:  Child  Psychopathology 
and  Treatment  Review  Committee. 

Contact:  Tanunye  M.  Cron,  room  90-14, 
Parklawn  Building.  Telephone:  301, 443- 
1367. 

Meeting  Date:  Februoy  24-26. 1993. 

Place:  Omni  Georgetown  Hotel.  2121  P 
Street.  NW.,  Washington,  DO  20037. 

Open:  February  24, 1993. 9  ajn.-10  a.m. 

Oosed:  February  24. 1993. 10  a.m.-5  pjn., 
February  25, 1993,  9  a.m.-S  p.m..  February 
26, 1993.  9  a.m.-adjoumment. 

Committee  Name:  Services  Research 
Review  Committee. 

Contact:  Wm.  Gregory  Zimmerman,  room 
90-14,  Parklawn  Building.  Telephone:  301. 
443-1367. 

Meetin;  Dote:  February  24-26, 1993. 

P/oce:  Washington  Marriott,  1221  22nd 
Street,  NW.,  Washington.  DC  20037. 

Open:  February  24, 1993.  S  a.m.-10  ajn. 

elated:  February  24. 1993. 10  *ja.-S  pjn.. 
February  25. 1993, 9  ajn.-5  p.m.,  February 
26. 1993,  9  ajn.-adjoumment 

Coouruftee  Name:  Emotion  and  Personality 
Review  Committee. 

Contact.  Sheri  L.  Scfawartzback.  room  90- 
05,  Parklawn  Building,  Telephone:  301. 443- 
4843. 

Meeting  Date:  Februarv  25-26. 1993. 

Place:  Geoigeto%»n  HoUday  Inn,  2101 
Wisconsin  Avenue.  NW.,  Washington.  DC 
20007. 

^Mii:  Fefafuary  25. 1993. 8:30  un.-9  ajn. 

doted:  Februvy  25, 1993, 9  ajn.-5  pjn.. 
Fefaru«y  26. 1993,  8:30  ajn.-«dioummant 

Committee  Nobm:  Child/AdolaaoMit  Risk 
and  Prevention  Review  Oommittas. 

Cbntoct:  Michelfl  D.  Campball,  room  fiC- 
23.  Parklawn  Building.  Telephone:  301. 443- 
1177. 

hloelu^  m>.  Wbnmy  2S-27,  IMS. 

J>faK»; MvkiM  HiiHiin  bu,  73SS 
WlscontinAwnM.  mtmit.  Wn  KM  14.  .-. 


Qosed:  February  25, 1993, 10  a.m.-5  p.m., 
February  26, 1993, 9  ajn.-6  pjn.,  Febmary 
27, 1993.  9  a.m.-«djoummffl»t 
(Catalog  of  Federal  Domestic  Assistance 
Program  Numbers  93.126,  Small  Business 
Innovation  Research:  93.176,  ADAMHA 
Small  Instrumentation  Program  Grants; 
93.242,  Mental  Health  Research  Grants;  < 
93.281,  Mental  Research  Scientist 
Development  Award  and  Research  Scientist 
Development  Award  for  Clinicians;  93.282. 
Mental  Health  Research  Service  Awards  for 
Research  Training:  and  93.921,  ADAMHA 
Science  Education  Partnership  Award.) 

Dated;  December  23, 199Z 
Susan  K.  Feldman, 
Committee  Management  Officer.  NIH. 
[FR  Doa  93-147  Filed  1-5-93;  8:45  amj 
MUMQ  COOe  4140-01-41 


National  tnstltute  of  Neurological 
DIsordere  and  Stroke;  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  meetings  of 
committees  of  the  National  Institute  of 
Neurological  Disorders  and  Stroke 
(NINDS).  These  meetings  will  be  open 
to  the  public  to  discuss  program 
planning,  program  accompUshments 
and  special  reports  or  other  issues 
relating  to  committee  business  as 
indicated  in  the  notice. 

Hie  Council  meeting  will  be  open  to 
the  public  on  February  4, 1993,  as  listed 
below.  The  agenda  includes  a  report  by 
the  Director,  NINDS,  and  a  report  by  the 
Director,  Division  of  Intramtiral 
Researdi,  NINDS.  Attendance  by  the 
public  will  be  limited  to  space  available. 

These  meetings  will  be  closed  to  the 
public  as  indicated  below  in  accordance 
with  the  provisions  set  forth  in  sections 
552b(c)(4)  and  552b{cM6),  tiUe  5,  U.S.C. 
and  sections  10(d)  of  Public  Law  92- 
463,  for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications.  These  applications  and 
discussions  could  reveel  confidential- 
trade  secrets  or  oonuneicial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  imwarranted 
invasion  of  personal  privacy. 

Summaries  of  meetings,  rosters  of 
committee  members,  and  other 
information  pertaining  to  the  meetings 
can  be  obtained  from  the  Executive 
Seoetaiy  or  the  Scientific  Review 
Administzetor  indicated. 

Mune  o/Coounittae:  The  Planning 
Subcommittae  of  d»  National  Adviioiy 
Neurolcflcal  Diaordeta  and  Stroke  OmmclL 

Date-Wmmj  i.  1993. 

AacwMMiaMi  iMttHrtosof  Uadth. 
PulMliMll.raehiwaielfnnmtOTll  OTtWI   . 
.  Hockvifleftt>.laAoiilo.MD»e92. 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6,  1993  /  Notices 


577 


Open:  1  p.m.-3  p.m. 

Closed:  3  p.m.-recess. 

Name  of  Committee:  National  Advisory 
Neurological  Disorders  and  Stroke  Council. 

Dates:  February  4-5. 1993. 

Place:  National  Institutes  of  Health. 
Shannon  Building— Wilson  Hall,  Betbesda. 
MD  20892. 

Open:  February  4. 9  a.m.-l  p.m. 

Closed:  February  4. 1  p.m.-recess. 
February  5, 8:30  a.m.-adjoumment. 

Executiw  Secretary:  Constance  W.  Atwell. 
Ph.D.  Special  Assistant  for  Extramural 
Activities,  NINDS,  National  Institutes  of 
Health  Betbesda.  MD  20892,  Telephone: 
(301)  496-9248. 

Name  of  Committee.  Neurological 
Disorders  Program  Project  Review  A 
Committee. 

Dafes:  February  13-1 5, 1993. 

Place:  Pier  66  Resort  and  Marina.  2301  S.E. 
17th  Causeway.  Fort  Lauderdale,  FL  33316. 

Open:  February  13,  7:30  p.m.-8  p.m. 

Closed.  February  13,  8  p.m.-recess, 
February  14.  8:30  a.m.-recess,  February  15. 
8:30  a.m-adjoumment. 

Scientific  Re\iew  Administrator:  Dr. 
Katherine  Woodbury,  Federal  Building,  room 
9C-14.  National  Institutes  of  Health, 
Bethesda.  MD  20892,  Telephone:  (301)  496- 
9223. 

Name  of  Committee:  Training  Grant  and 
Career  Development  Review  Committee. 

Dates:  February  22-23, 1993. 

Place:  Holiday  Inn  Chevy  Chase,  5520 
Wisconsin  Avenue.  Chevy  Chase,  MD  20815. 

Open:  February  22,  8:30  a.m.-9  a.m. 

Closed.  February  22,  9  a.m.-recess, 
February  23,  8  a.m.-adjoumment. 

Scientific  Be\iew  Administrator  Dr. 
Herbert  Yellin,  Federal  Building,  room  9C- 
10.  National  Institutes  of  Health,  Bethesda, 
MD  20892.  Telephone:  (301)  496-9223. 

Name  of  Committee:  Neurological 
Disorders  Program  Project  Review  B 
Committee. 

Dates.  February  25-27, 1993. 

Place:  Holiday  Inn  Bethesda,  8120 
Wisconsin  Avenue,  Bethesda,  MD  20814. 

Open  February  25. 7  p.m.-7:30  p.m. 

Closed:  February  25,  7:30  p.m.-recess. 
February  26,  8:30  a.m.-recess,  February  27. 
8:30  a.m.-adjoumment. 

Scientific  Review  Administrator:  Dr.  Paul 
Sheehy.  Federal  Building,  room  9C-14. 
National  Institutes  of  Health.  Bethesda.  MD 
20892.  Telephone:  (301)  496-9223. 
(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.853.  Clinical  Research 
Related  to  Neurological  Disorders;  No. 
93.854.  Biological  Basis  Research  in  the 
Neurosciences). 

Dated:  December  23. 1992. 
Susan  K.  Feldman, 
Committee  Management  Officer,  NIH. 
(FR  Doc.  93-137  Filed  1-5-93:  8:45  ami 

WLUNG  CODE  4140-01-M 


National  Institute  on  Deafness  and 
Otiier  Communication  Disorders; 
MIeetings  of  the  National  Deafness  and 
Other  Communication  Disorders 
Advisory  Council  and  Ks  Research 
Subcommittee 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meetings  of 
the  National  Deeiness  and  Other 
Commimication  Disorders  Advisory 
Coiuicil  and  its  Training  Subcommittee 
and  Research  Subcommittee  on^anuary 
27-29, 1993.  at  the  National  Institutes  of 
Health,  9000  Rockville  Pike,  Bethesda, 
Maryland.  The  meeting  of  the  full 
Council  will  be  held  in  Conference 
Room  6.  Building  31C.  and  those  of  the 
subcommittees  in  Conference  Room  7, 
Building  31C. 

The  meeting  of  the  Training 
Subcommittee  will  be  open  to  the 
public  on  January  27  from  12:30  pm  to 
adjournment  at  approximately  2:30  pm. 
The  meeting  of  the  Research 
Subcommittee  will  be  open  to  the 
public  on  January  27  from  2:30  pm  until 
3:30  pm  for  the  discussion  of  policy 
issues.  The  meeting  of  the  full  Council 
will  be  open  to  the  public  on  January  28 
from  8:30  am  imtil  recess  for  a  report 
from  the  Institute  Director  and 
discussion  of  extramural  policies  and 
procedures  at  the  National  Institutes  of 
Health  and  the  National  Institute  on 
Deafness  and  Other  Communication 
Disorders  and  on  January  29  from  8:30 
am  to  approximately  9  a.m.  for  a  report 
on  extramural  programs  of  the  Division 
of  Communication  Sciences  and 
Disorders. 

In  accordance  with  the  provisions  set 
forth  in  section  552b(c)(4)  and 
552b(c)(6).  title  5,  U.S.C.  and  section 
10(d)  of  Public  Law  92-463,  the  meeting 
of  the  Research  Subcommittee  on 
January  27  will  be  closed  to  the  public 
from  3:30  p.m.  to  adjournment.  The 
meeting  of  the  full  Council  will  be 
closed  to  the  public  on  January  29  from 
9  a.m.  until  adjoiUTiment.  The  closed 
portions  of  the  meetings  will  be  for  the 
review,  discussion,  and  evaluation  of 
individual  grant  applications.  The 
applications  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patentable 
material,  and  personal  information 
concerning  individuals  associated  with 
the  applications,  the  disclosure  of 
which  would  constitute  a  clearly 
unwarranted  invasion  of  personal 

privacy. 

Further  information  concerning  the 
Council  and  Subcommittee  meetings 
may  be  obtained  from  Dr.  John  C. 
Dalton,  Executive  Secretary,  National 
Deafness  and  Other  Communication 
Disorders  Advisory  Council.  National 


Institute  on  Dea&iess  and  Other 
Communication  Disorders.  Executive 
Plaza  South,  room  400B,  National 
Institutes  of  Health,  Bethesda.  Maryland 
20892.  301-496-8693.  A  summary  of 
the  meetings  and  rosters  of  the  members 
may  also  be  obtained  from  his  office. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.173  Biological  Research 
Related  to  Deafiaess  and  Other 
Conmiunicative  Disorders) 

Dated:  December  3, 1992. 
Susan  K.  Feldman, 
Committee  Management  Officer,  NIH. 
(FR  Doc.  93-140  Filed  1-5-93;  8:45  ami 

WLUNC  CODE  4140-01-M 


National  Library  of  IkAedicine;  Meetings 
of  the  Board  of  Regents  and 
Sut>committees 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  Board  of  Regents  of  the  National 
Library  of  Medicine  on  February  11-12. 
1993.  in  the  Board  Room  of  the  National 
Library  of  Medicine,  8600  Rockville 
Pike,  Bethesda,  Maryland.  The 
Subcommittee  will  meet  on  February  10 
as  follows: 

The  Extramural  Programs 
Subcommittee,  5th-floor  Conference 
Room.  Building  38A,  2  to  approximately 
3:30  p.m..  and  the  Planning 
Subcommittee  in  Conference  Room  B, 
Building  38.  4  to  approximately  5  p.m. 
The  Extramural  Programs  Subcommittee 
will  be  closed  to  the  public. 

The  meeting  of  the  Board  will  be  open 
to  the  public  from  3  to  approximately  4 
p.m.  on  February  11  and  from  9  a.m.  to 
adjournment  on  February  12  for 
administrative  reports  and  program 
discussions.  Attendance  will  be  limited 
to  space  available. 

In  accordance  with  provisions  set 
forth  in  sections  552b(c)(4),  552b(c)(6). 
title  5.  U.S.C.  and  section  10(d)  of 
Public  Law  92-463.  the  entire  meeting 
of  the  Extramural  Programs 
Subcommittee  on  February  10  will  be 
closed  to  the  public,  and  the  regular 
Board  meeting  on  February  11  vkill  be 
closed  frtjm  approximately  4  to 
adjournment  for  the  review,  discussion, 
and  evaluation  of  individual  grant 
applications.  These  applications  and  the 
discussion  could  reveal  confidential 
trade  secrets  or  commercial  property, 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosiu^  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Mr.  Robert  B.  Mehnert,  Cnief.  Office 
of  Inquiries  and  Publications 
Management,  National  Library  of 
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Medicine.  8600  Rockville  Pike, 
Bethesda,  Maryland  20894,  Telephone 
Number  301-496-6308,  will  furnish  a 
summary  of  the  meeting,  rosters  of 
Board  members,  and  other  infonnation 
pertaining  to  the  meeting. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.879— Medical  Library 
Assistance.  National  Institutes  of  Health.) 

Dated:  December  23, 1992. 
Susan  K.  Feldman, 
Committee  Management  Officer,  NIH. 
IFR  Doc.  93-138  Filed  1-5-93;  8.45  ami 

BltUNO  COOe  4140-ei-M 


Prospective  Grant  of  Exclusive  Patent 
License 

AGENCY:  National  Institutes  of  Health. 

Public  Health  Service.  DHHS. 

ACTION:  Notice. 

SUMMARY:  This  is  notice  in  accordance 
with  15  U.S.C.  209(c)(1)  and  37  CFR 
404.7(a){l)(i)  that  the  National  Institutes 
of  Health  (NIH).  Department  of  Health 
and  Human  Services,  is  contemplating 
the  grant  of  an  exclusive  license  in  a 
limited  field  of  use  to  practice  the 
inventions  embodies  in  U.S.  Patent 
Application  07/010,424  (now  U.S. 
Patent  Application  07/445,131),  entitled 
"Vector  for  Recombinant  Poxvirus 
Expressing  Rabies  Virus  Glycoprotein." 
and  U.S.  Patent  Application  07/198.213 
(now  U.S.  Patent  Application  07/ 
829,597).  entitled  "Raccoon  Poxvirus  As 
a  Gene  Expression  and  Vaccine  Vector 
for  Genes  of  Rabies  and  Other 
Organisms"  to  Fort  Dodge  Laboratories 
Inc.  having  a  place  of  business  at  Fort 
Dodge,  Iowa.  The  patent  rights  in  these 
inventions  have  been  assigned  to  the 
United  States  of  America. 

The  prospective  exclusive  license  will 
be  for  the  field  of  veterinary  biologicals. 
It  will  be  royalty-bearing  and  will 
comply  with  the  terms  and  conditions 
of  35  use.  209  and  37  CFR  404.7.  The 
prospective  exclusive  license  may  be 
granted  unless,  within  sixty  days  from 
the  date  of  this  published  Notice,  NIH 
receives  written  evidence  and  argument 
that  establishes  that  the  grant  of  the 
license  would  not  be  consistent  with  the 
requirements  of  35  U.S.C.  209  and  37 
CFR  404.7. 

These  inventions  relate  to  a  novel 
plasmid  containing  a  recombinant 
infectious  vaccinia  poxvirus  for  use  in 
the  production  of  rabies  vaccine  and 
production  of  rabies  virus  glycoprotein 
antigen,  antibody,  and  related  reagents. 
The  inventions  also  relate  to  a 
recombinant  vector  containing  raccoon 
poxvirus  as  a  method  for  inducing 
protective  immunity  against  rabies  virus 
and  other  organisms. 


The  availability  of  U.S.  Patent 
Application  07/010,424.  for  licensing 
was  published  in  the  April  30. 1987 
edition  of  the  Federal  Register.  The 
availability  of  U.S.  Patent  Application 
07/198.213  for  licensing  was  published 
in  the  June  28, 1988  edition  of  the 
Federal  Register.  Requests  for  a  copy  of 
the  above  identified  patent  applications, 
inquiries,  comments  and  other  materials 
relating  to  the  contemplated  license 
should  be  directed  to:  Mr.  Marit 
Hankins,  J.D.,  Office  of  Technology 
Transfer,  National  Institutes  of  Health. 
Box  OTT.  Bethesda,  Maryland  20892 
(telephone:  (301)  496-7735;  FAX:  (301) 
402-0220).  Properly  filed  competing 
applications  for  a  license  filed  in 
response  to  this  notice  will  be  treated  as 
objections  to  the  grant  of  the 
contemplated  license.  Only  written 
comments  and/or  appUcations  for  a 
license  which  are  received  by  the  NIH 
Office  of  Technology  Transfer  within 
sixty  (60)  days  of  this  notice  will  be 
considered. 

Dated:  December  23, 1992. 
Reid  G.  AdIer. 

Director.  Office  of  Technology  Transfer 
IFR  Doc.  93-153  Filed  1-5-93;  8.45  ami 

BILUNQ  CODE  4140-01-M 


Public  HeaKti  Service 

Treasury,  Postal  Service  and  General 
Government  Appropriations  Act  of 
1992;  Delegation  of  Authority 

Notice  is  hereby  given  that  in 
furtherance  of  the  delegation  of 
authority  of  November  19, 1992.  by  the 
Secretary  of  Health  and  Human  Services 
to  the  Assistant  Secretary  for  Health,  I 
have  delegated  to  Director,  Centers  for 
Disease  Control  and  Prevention,  with 
authority  to  redelegate,  all  the 
authorities  vested  in  the  Assistant 
Secretary  for  Health  under  section  633 
'  of  the  Treasury,  Postal  Service  and 
General  Government  Act  of  1992,  Public 
Law  102-141,  as  amended  hereafter. 
This  delegation  excludes  the  authority 
to  promulgate  regulations  and  to  submit 
reports  to  Congress. 

This  delegation  became  effective  upon 
date  of  signature.  In  addition,  I  have 
affirmed  and  ratified  any  actions  taken 
by  the  Director.  Centers  for  Disease 
Control  and  Prevention  or  his 
subordinates  which,  in  effiact,  involved 
the  exercise  of  the  authorities  delegated 
herein  prior  to  the  effective  date  of  the 
delegation. 


Dated:  December  22, 1992. 
James  O.  Mmod,  | 

Assistant  Secretary  for  Heahh. 
(FR  Doc.  93-93  Filed  1-5-93;  8:45  amj 
BILUNO  COOC  41M-1»4I 


DEPARTIMEMT  OF  THE  INTERIOR 
Bureau  of  Indian  Affairs 

Education  Facilities  Construction 
Priority  Ust  as  of  FY  1993 

December  31, 1992. 

AGENCY:  Bureau  of  Indian  AfEairs. 

Interior. 

action:  Notice. 

SUMMARY:  The  Bureau  of  Indian  Affairs 
(BIA)  is  publishing  an  Education 
Facilities  Construction  Policy  List  as  of 
FY  1993.  Publication  of  the  Priority  List 
in  the  Federal  Register  is  required  by 
statute.  The  Priority  List  includes  those 
projects  that  were  on  the  New  School 
Construction  Priority  List  for  FY  1992 
along  with  additions  that  have  been 
made  to  the  list  This  Priority  List  is 
being  published  "as  of  FY  1993." 
Construction  funding  is  not  currently 
available  for  all  of  the  Education 
Facilities  Construction  projects  listed  on 
the  Priority  List.  As  appropriations 
become  available.  Education  Facilities 
Construction  projects  will  be  funded  for 
construction  in  the  order  in  which  they 
are  ranked. 

FOR  FURTHER  INFORMATKW  CONTACT:  VV. 
"Buck"  Martin,  Director,  Office  of 
Construction  Management,  Department 
of  the  Interior.  Mail  Stop  2417  MIB. 
1849  C  Street.  NW..  Washington.  DC 
20240,  telephone  number  (202)  208- 
3403. 

SUPPLEMENTARY  INFORMATION:  The  BL\  is 
publishing  the  Priority  List  of  Education 
Facilities  Construction  projects  to 
satisfy  25  U.S.C.  2005(c)  that  provides: 
"At  the  time  any  budget  request  for 
school  construction  is  presented,  the 
Secretary  shall  publish  in  the  Federal 
Register  and  submit  with  the  budget 
request  the  cxirrent  list  of  all  school 
construction  priorities." 

The  current  priority  ranking  process 
is  in  accordance  with  the  "Construction 
of  School  Facilities  for  Indian  Children; 
School  Construction  Applications  and 
Procedures"  that  were  published  in  the 
Federal  Register  on  May  22. 1979,  at  44 
FR  29864.  Amended  criteria  to  be  used 
in  the  priority  ranking  of  new  school 
construction  projects  were  published  in 
the  Federal  Register  on  April  14, 1988, 
at  53  FR  12470. 

On  October  19, 1990.  at  55  FR  42497. 
a  notice  was  published  that  contained 
the  "New  School  Construction  Priority 
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List  for  FY  1992."  The  notice 
established  a  deadline  of  December  15, 

1990,  for  filing  appUcations  to  be 
considered  for  the  FY  1993  priority 
ranking  list. 

Tlie  Conference  Report  for  the  Fiscal 
Year  1992  Interior  and  Related  Agencies 
Appropriation  Act,  House  Report  No. 
256. 102d  Cong.,  1st  Sess.,  p.  46  (1991) 
(Conference  Report)  froze  the  "New 
School  Construction  Priority  List  for  FY 
1992."  Under  the  current  procedures, 
the  priority  Ust  published  each  year  has 
been  a  proposed  Ust  and  subject  to  the 
availability  of  appropriated  funds.  Not 
all  projects  listed  received  construction 
funding.  Those  projects  not  funded  had 
to  file  a  new  or  updated  application  the 
next  year  to  be  considered  for  priority 
ranking.  Applications  were  evaluated 
and  a  new  list  was  prepared  each  year. 

Congress  provided  funding  for 
planning  and  design  "for  the  top  ten 
schools  contained  on  the  fiscal  year 
[1992]  priority  list,  to  the  extent  that 
funds  are  available."  Schools  not 
funded  for  planning  and  design  in  FY 
1992  would  be  funded  for  planning  and 
design  in  FY  1993. 

"(Sltarting  at  the  top  of  the  fiscal  year 
1992  Ust  and  including  Pyramid  Lake," 
construction  funding  was  to  be  made 
available  after  completion  of  the 
necessary  validations,  planning  and 
design.  It  was  recognized  by  Congress 
that  appropriations  for  FY  1992  were 
insufficient  to  provide  construction 
funding  for  the  ten  schools  Usted  on  the 
New  Sdiool  construction  Priority  List  of 
FY  1992  plus  Pyramid  Lake.  The 
Conference  Report  stated  that  additional 
fiinds  would  be  provided  to  complete 
these  projects  in  FY  1993  and  outyears. 

The  Conference  Report  further 
directed  the  Department  "to  review 
applications  and  prepare  a  new  school 
construction  priority  list  for  fiscal  year 
1993,  with  these  schools  eligible  for 
planning  and  design  and  construction 
funding,  subject  to  budget  constraints  in 
fiscal  year  1993  and  beyond,  in  addition 
to  any  remaining  fiscal  year  1992 
schools." 

The  Department  published  a  notice  in 
the  Federal  Register  on  December  6, 

1991,  at  56  FR  64185.  that  new 
applications  and/or  additional, 
supplemental  materials  in  support  of 
existing  new  school  applications  on  file 
could  be  submitted  for  consideration  for 
priority  ranking  in  FY  1993.  The  notice 
established  a  deadline  of  January  31, 

1992,  for  filing  new  or  updated 
applications. 

The  applications  submitted  for 
inclusion  on  the  FY  1993  Ust  have  been 
evaluated  and  priority  ranked.  Five  (5) 
schools  have  been  selected  for  inclusion 
on  the  new  sciiool  priority  list  for  FY 


1993.  Because  Congress  has  created  a 
continuous  multi-year  priority  ranking 
Ust  for  new  school  construction,  it  is 
misleading  to  refer  to  the  Ust  as  the 
priority  Ust  for  FY  1993.  Although  some 
planning  and  design  funding  is 
available,  construction  funding  has  not 
been  appropriated.  Construction 
funding  will  not  become  available  imtil 
funding  has  been  provided  for  all  the 
ten  (10)  schools  on  the  New  School 
Construction  Priority  List  for  FY  1992 
plus  the  Congressional  add-on.  Pyramid 
Lake. 

To  prevent  any  confusion  or 
misimderstanding,  the  Department  is 
consolidating  the  FY  1992  and  FY  1993 
new  school  construction  priority  lists 
into  one  continuous  multi-year  Ust.  For 
reference  purposes,  the  list  set  out 
below  is  entitled:  "Education  Facilities 
Construction  Priority  List  as  of  FY 
1993."  The  list  contains:  The  ten  (10) 
new  schools  which  were  included  on 
the  "New  School  Construction  Priority 
List  for  FY  1992."  Nos.  1  through  10; 
plus  Pyramid  Lake,  which  was  added  by 
Congress,  No.  11;  and,  the  five  (5) 
schools  priority  ranked  for  FY  1993, 
Nos.  12  through  16. 

The  priority  ranking  process  under 
cxirrent  procedures  has  been  subject  to 
criticism,  primarily  because  of  the 
uncertainty  of  the  process,  by  Indian 
tribes  and  Indian  organizations,  as  well 
as  Congress.  A  decision  had  been  made 
by  the  Department,  prior  to  the  FY  1992 
Interior  Appropriations  Act,  to 
promulgate  regulations  to  govern  the 
priority  ranking  process. 

The  Conference  Report  acknowledged 
the  actions  ai^  directed  the  Department 
to  continue  efforts  to  revise  the  priority 
ranking  process  for  new  school 
construction.  [The  Conference  Report 
stated  that  emphasis  should  be  given  to 
tribal  consultation  and  to  improving  the 
objectivity  of  the  ranking  process,  to 
providing  continuity  to  the  priority 
ranking  list  attd  to  providing  procedures 
for  handling  emergency  needs. 

Tribal  consultation  meetings  were 
held  on  a  draft  of  a  proposed 
rulemaking  document  in  December  1991 
and  a  propos^  rule  adding  a  new  Part 
294  Education  Facilities  Construction  to 
title  25  of  the  Code  of  Federal 
Regulations  should  be  published  in  the 
Federal  Register  in  the  near  future. 

Because  of  the  current  efforts  to 
promulgate  regulations  and  the  action 
by  Congress  to  create  a  continuous 
multi-year  priority  Ust,  the  Department 
does  not  intend  to  call  for  the  filing  of 
applications  for  new  school 
construction  under  the  ciurent  process, 
again.  However,  once  the  regulations  are 
published  as  a  final  rule  and  are  in 


effect,  the  Department  will  provide  for 
the  fiUng  of  appUcations. 

As  the  regulations  are  currently 
drafted,  not  only  will  a  notice  be 
pubUshed  in  the  Federal  Register,  but 
also  mailed  directly  to  all  federally- 
recognized  tribes  and  BIA-funded 
schools,  whether  BIA-operated, 
contract,  or  grant.  The  notice  will  advise 
individuals  of  the  relevant  procedures 
to  be  followed  as  well  as  the  deadline 
for  fiUng  applications.  Publication  of  a 
final  rule  is  not  anticipated  until  the 
end  of  1993.  Sdiools  listed  on  the 
"Education  FaciUties  Construction 
Priority  list  of  FY  1993"  will  not  have 
to  reapply,  but  will  be  retained.  :'n 
order,  on  the  Ust.  School  construction 
projects  priority  ranked  under  Lae 
regidations  will  be  added  at  the  end  of 
any  schools  remaining  from  the 
Education  Facilities  Construction 
Priority  List  as  of  FY  1993. 

The  *!Education  FaciUties 
Construction  Priority  List  as  of  FY 
1993"  is  as  follows: 

Education  Facilities  Construction 
Priority  List  as  of  FY  1993  ^ 

1.  Pinon  Community  School  Dorm 

2.  Eastern  Cheyenne  River  CcmsoUdated 

School 

3.  Rock  Point  Community  School 

4.  Many  Farms  High  School 

5.  Tucker  Day  School 

6.  Shoshone-Bannock/Fort  Hall  School 

7.  Standing  Pine  Day  School 

8.  Chief  Leschi  School  Complex 

9.  Seba  Delkai  Boarding  School 

10.  Sac  and  Fox  Settlement  School 

11.  Pyramid  Lake 

12.  Shiprock  Alternative  School 

13.  Tuba  City  Boarding  School 

14.  Fond  du  Lac  Ojibway  School 

15.  Second  Mesa  Day  School 

16.  Zia  Day  School 
Eddie  F.  Brown, 

Assistant  Secretary— Indian  Affairs.    ■ 
(FR  Doc.  93-192  Filed  1-5-93;  8.45  am) 
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National  Park  Service 

Completion  of  inventory  of  Native 
American  Human  Remains  From 
Hawaii  in  the  Possession  of  the 
Peabody  &  Essex  Museum 

AGENCY:  National  Park  Service,  Interior. 
ACTION;  Notice. 

Notice  is  hereby  given  in  accordance 
with  provisions  of  the  Native  American 
Graves  Protection  and  Repartriation  Act, 
25  U.S.C  3003(d),  of  the  completion  of 
the  inventory  of  human  remains  fi"om 
Hawaii  in  the  possession  of  the  Peabody 
&  Essex  Museiun.  Representatives  of 
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culturally  affiliated  Native  Hawaiian 
organizations  are  advised  that  these 
human  remains  will  be  retained  by  the 
museum  until  February  5. 1993,  after 
which  they  may  be  repatriated  to  the 
culturally  affiliated  group. 

The  detailed  inventory  and 
assessment  of  these  human  remains  has 
been  made  by  the  Peabody  4  Essex 
Museum  cxiratorial  staff,  specialists  in 
physical  anthropology  and  prehistoric 
archeology  from  the  Bemice  Pauahi 
Bishop  Museum,  Honolulu,  HI,  and 
representatives  of  Hui  MSlama  I  Na 
Kupuna  'O  Hawai'i  Nei,  a  nonprofit. 
Native  Hawaiian  organization 
incorporated  under  the  laws  of  the  State 
of  Hawaii  and  recognized  under  25 
U.S.C.  3001  (6)  to  provide  guidance  and 
expertise  in  decisions  dealing  with 
Native  Hawaiian  cultural  issues, 
particularly  burial  issues. 

The  human  remains  consist  of  a 
cranium  collected  by  Charles  Derby  in 
the  Sandwich  (now  Hawaiian)  Islands 
in  the  19th  Century.  The  cranium  was 
accessioned  by  the  Essex  Institute  prior 
to  1867  and  catalogued  as  Hawaiian. 
Osteological  docxunentation  revealed  a 
"rocker  jaw"  and  upper  palate  typical  of 
Polynesian  individuals.  The  crania  is 
believed  to  be  of  Hawaiian  cultural 
affiUation  based  on  this  morphology  and 
collection  history. 

Based  on  the  above  mentioned 
information,  officials  of  the  Peabody  k 
Essex  Museum  have  determined 
pursuant  to  25  U.S.C.  3001  (2)  that  there 
is  a  relationship  of  shared  group 
identity  which  can  be  reasonably  traced 
between  these  remains  and  present-day 
Native  Hawaiian  organizations. 

This  notice  has  been  sent  to  officials 
of  Hui  Malama  I  Na  Kupuna  'O  Hawai'i 
Nei  and  the  Office  of  Hawaiian  Affairs. 
Representatives  of  any  other  Native 
Hawaiian  organization  which  believes 
itself  to  be  culturally  affiliated  with 
these  human  remains  should  contact 
John  R.  Grimes,  Curator  of  Archeology. 
Peabody  &  Essex  Museum,  East  India 
Square,  Salem  MA  01970,  (508)  745- 
1876,  before  February  5, 1993. 

Dated:  December  31, 1992. 
Francis  P.  McManamon, 
Departmental  Consulting  Archeologist  Chief. 
Archeological  Assistance  Division. 
|FR  Doc  93-139  Filed  1-5-93:  8:45  am) 
eHJJNOCOOC  «3i»-n>-M 


INTERSTATE  COMMERCE 
COMMISSION 

[Ex  Part*  No.  514  (A)] 

Privacy  Act:  Establishment  of  a 
System  of  Records;  Office  of  Inspector 
General  Complaint  and  Investigative 
Files 

agency:  hfiterstate  Commerce 

Commission. 

ACnON:  Notice  of  proposed  new  system 

of  records  and  request  for  comments. 


summary:  The  Commission  (ICC)  is 
establishing  a  new  system  of  records 
under  the  Privacy  Act  of  1974,  as 
amended  (5  U.S.C.  552a).  Pub.  L.  93- 
579,  to  consist  of  the  complaint  and 
investigatory  file  of  the  ICC's  Office  of 
hispector  General  (OIG).  The  new 
system  of  records  facilitates  the  OIG's 
ability  to  collect,  maintain,  use  and 
disclose  information  pertaining  to 
individuals,  thus  helping  to  ensure  that 
the  OIG  may  efficiently  and  effectively 
perform  its  investigations  and  other 
authorized  duties  and  activities. 
DATES:  Comments  are  due  February  5, 
1993. 

ADDRESSES:  An  original  and  two  copies 
of  comments  referring  to  Ex  Parte  No. 
514  (A)  should  be  submitted  to:  Office 
of  the  Secretary,  Case  Control  Branch, 
room  1324.  Interstate  Commerce 
Commission,  Washington,  DC  20423. 
FOR  FURTHER  INFORMATION  CONTACT: 
S.  Arnold  Smith,  Freedom  of 
Information/Privacy  Officer  (202)  927- 
6317.  (TDD  fo*r  hearing  impaired:  (202) 
927-5721. 

SUPPLEMENTARY  INFORMATION:  As 
required  by  5  U.S.C.  552a(e)(4),  the  ICC 
is  notifying  the  public  of  the 
establishment  of  a  new  system  of 
records  in  its  OIG  (32-20-0015).  This 
system  is  being  established  as  part  of  the 
formal  creation  of  an  OIG  within  the  ICC 
under  the  authority  of  the  1988 
amendments  to  the  Inspector  General 
Act  of  1978.  See  Pub.  L.  No.  100-504, 
102  Stat.251  (amending  5  U.S.C.  App.  3 
1978)).  Among  the  OIG's  statutory 
duties  are  the  prevention  and  detection 
of  fraud,  waste,  and  abuse  relating  to  the 
ICC's  programs  and  operations  through 
the  conduct  of  audits  and  investigations 
and  the  preparation  of  reports  to  the 
ICC's  Chairman  and  to  Congress. 

The  system  of  records  being 
established  consists  of  complaint  and 
investigatory  files  compiled  and 
maintained  by  the  OIG.  Due  to  the  law 
enforcement  nature  of  these  records,  the 
proposed  system  may  be  exempted  by 
the  ICC  from  certain  provisions  of  the 
Privacy  Act  including  disclosiu-e  to 
individuals  who  are  the  subject  of  a 


record  in  the  system.  See  5  U.S.C. 
552a(j)(2)  and  (k)(2).  The  exemption  of 
the  system  is  the  subject  of  a  companion 
notice  of  proposed  rulemaking  to  amend 
ICC  Rule  49  CFR  1007.12.  That  notice  is 
published  in  the  proposed  rule  section' 
of  today's  Federal  Roister.  Pursuant  to 
5  U.S.C.  552a(o)  and  OMB  Qrcular  No. 
A-130,  the  ICC  has  submitted  its  report 
on  the  proposed  establishment  of  this 
system  of  records  to  both  Houses  of 
Congress  and  to  OMB. 

Unless  changes  are  made  in  response 
to  comments  received  from  the  public, 
this  action  will  become  effective  30  days 
after  final  publication  of  the  proposed 
amendment  to  ICC  Rule  49  CFR 
1007.12.  The  effective  date  may  be 
extended  if  the  Director  of  the  Office  of 
Management  and  Budget  (OMB) 
declines,  in  whole  or  in  part,  the  ICC's 
request  to  waive  the  60  day  period 
prescribed  by  OMB  for  advance  notice 
to  it  and  Congress.  See  OMB  Circular 
No.  A-130,  App.l  at  section  4b.(c)(4). 

Accordingly,  the  ICC  proposes  to 
establish  the  following  system  of 
records. 

32-20-0015 

SYSTEM  NAME: 

OIG  Complaint  and  Investigative 
Files. 

SYSTEM  LOCATION: 

OIG.  ICC.  Room  2121,  Washington. 
DC  20423. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 

system: 

Individuals  involved  in  complaints 
reported  to  and  investigations 
conducted  by  the  OIG  relating  to  the 
programs  and  operations  of  the  ICC. 

CATEGORIES  OF  RECORDS  M  THE  SYSTEM: 

Files  containing  information  relevant 
to  complaints  and  investigations.  Files 
include  all  relevant  correspondence, 
internal  staff  memoranda,  copies  of  all 
subpoenas  issued,  affidavits,  witness 
statements,  transcripts  of  testimony  and 
accompanying  exhibits,  working  papers 
of  the  staff,  and  any  other  reports, 
documents,  and  records.  These  records 
are  used  as  a  basis  for  the  issuance  of 
subpoenas,  suitability  determinations, 
and  civil,  criminal,  and  administrative 
actions. 

AUTHORfTY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

The  authority  for  maintenance  of  the 
system  is  found  under  the  Inspector 
General  Act  Amendments  of  1988, 
Public  Uw  100-504. 102  Stot.  251 
(amending  5  U.S.C.  App.  3  (1978)). 
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ROUHNE  USES  OF  RECORDS  HAINTAMEO  IN  THE 
SYSTEM,  mCLUOtflO  CATEGORIES  Of  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

In  addition  to  the  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b),  these  records  or  information  in 
these  records  may  specifically  be 
disclosed  pursuant  to  5  U.S.C. 
552aCb)(3l  as  follows,  provided  that  no 
routine  use  specified  herein  shall  be 
construed  to  limit  or  waive  any  other 
routine  use  specified  herein: 

(1)  To  other  agencies,  offices, 
establishments,  and  authorities,  whether 
federal,  state,  local,  foreign,  or  self- 
regulatory  (including,  but  not  limited  to, 
organizations  such  as  professional 
associations  or  licensing  boards), 
authorized  or  with  the  responsibiUty  to 
investigate,  litigate,  prosecute,  enforce, 
or  implement  a  statute,  rule,  regulation, 
or  order,  where  the  record  or 
information,  by  itself  or  in  connection 
with  other  records  or  information: 

(a)  Indicates  a  violation  or  potential 
violation  of  law,  whether  criminal,  civil, 
administrative,  or  regulatory  in  nature, 
and  whether  arising  by  general  statute 
or  particular  program  statute,  or  by 
regulation,  rule,  or  order  issued 
pursuant  thereto,  or 

(b)  Indicates  a  violation  or  potential 
violation  of  a  professional,  licensing,  or 
similar  regulation,  rule  or  order,  or 
otherwise  reflects  on  the  qualifications 
or  fitness  of  an  individual  who  is 
licensed  or  seeking  to  be  licensed; 

(2)  To  any  source,  private  or 
governmental,  to  the  extent  necessary  to 
secure  from  such  source  information 
relevant  to  and  sought  in  furtherance  of 
a  legitimate  investigation  or  audit; 

(3)  To  agencies,  offices,  or 
establishments  of  the  executive, 
legislative,  or  judicial  branches  of  the 
federal  or  state  government: 

(a)  Where  such  agency,  office,  or 
establishment  has  an  interest  in  the 
individual  for  employment  purposes, 
including  a  security  clearance  or 
determination  as  to  access  to  classified 
information,  and  needs  to  evaluate  the 
individual's  qualifications,  suitability, 
or  loyalty  to  the  United  States 
Government,  or 

(b)  Where  an  agency,  office,  or 
establishment  conducts  an  investigation 
of  the  individual  for  purposes  of 
granting  a  security  clearance,  or  making 
a  determination  of  qualifications, 
suitability,  or  loyalty  to  the  United 
States  Government  or  access  to 
classified  information  or  restricted 
areas,  or 

(c)  Where  the  records  or  information 
in  those  records  are  relevant  and 
necessary  to  a  decision  with  regard  to 
the  hiring  or  retention  of  an  employee 


or  disciplinary  or  other  administrative 
action  concerning  the  employee,  or 

(d)  Where  disclosure  is  requested  in 
connection  with  the  award  of  a  contract 
or  other  determination  relating  to  a 
government  procurement,  or  the 
issuance  of  a  license,  grant,  or  other 
benefit  by  the  requesting  agency,  to  the 
extent  that  the  record  is  relevant  and 
necessary  to  the  requesting  agency's 
decision  on  the  matter,  induding  but 
not  limited  to,  disclosure  to  any  Federal 
agency  responsible  for  considering 
suspension  or  debarment  action  where 
such  record  would  be  germane  to  a 
determination  of  the  propriety  or 
necessity  of  such  action,  or  disclosure  to 
the  United  States  General  Accoimting 
Office,  the  General  Services 
Administration  Board  of  Contract 
Appeals,  or  any  other  Federal  contract 
board  of  appeals  in  cases  relating  to  an 
agency  procurement; 

(4)  To  the  Office  of  Personnel 
Management,  the  Office  of  Government 
Ethics,  the  Merit  Systems  Protection 
Board,  the  Office  of  Special  Counsel,  the 
Equal  Employment  Opportimity 
Commission,  or  the  Federal  Labor 
Relations  Authority  or  its  General 
Counsel,  of  records  or  portions  thereof 
relevant  and  necessary  to  carry  out  their 
authorized  functions,  such  as,  but  not 
limited  to,  rendering  advice  requested 
by  the  OIG,  investigations  of  alleged  or 
prohibited  personnel  practices 
(including  unfair  labor  or 
discriminatory  practices),  appeals  before 
official  agencies,  offices,  panels  or 
boards,  and  authorized  studies  or 
reviews  of  civil  service  or  merit  systems 
or  affirmative  action  programs; 

(5)  To  independent  auditors  or  other 
private  firms  with  which  the  OIG  has 
contracted  to  carry  out  an  independent 
audit  or  investigation,  or  to  analyze, 
collate,  aggregate  or  otherwise  refine 
data  collected  in  the  system  of  records, 
subject  to  the  requirement  that  such 
contractors  shall  maintain  Privacy  Act 
safeguards  with  respect  to  such  records; 

(6j  To  any  authorized  component  of 
the  ICC,  the  Department  of  Justice,  or 
other  law  enforcement  authority,  and  for 
disclosure  by  such  parties: 

(a)  To  the  extent  relevant  and 
necessary  in  connection  with  litigation 
in  proceedings  before  a  court  or  other 
adjudicative  body,  where  (i)  the  United 
States  is  a  party  to  or  has  an  interest  in 
the  litigation,  including  where  the  ICC. 
or  an  ICC  component,  or  an  ICC  official 
or  employee  in  his  or  her  official 
capacity,  or  an  individual  ICC  official  or 
employee  whom  the  Department  of 
Justice  has  agreed  to  represent,  is  or  may 
likely  become  a  party,  and  (ii)  the 
Ugation  is  likely  to  affect  the  agency  or 
any  component  thereof,  or 


(b)  For  purposes  of  obtaining  advice, 
including  advice  concerning  the 
accessibility  of  a  record  or  information 
under  the  Privacy  Act  or  the  Freedom  of 
Information  Act; 

(7)  To  the  National  Archives  and 
Record  Administration  for  records 
management  inspections  conducted 
imder  authority  of  44  U.S.C.  2904  and 
2096; 

(8)  To  a  Congressional  office  from  the 
record  of  a  subject  individual  in 
response  to  an  inquiry  from  the 
Congressional  office  made  at  the  request 
of  the  individual,  but  only  to  the  extent 
that  the  record  would  be  legally 
accessible  to  that  individual; 

(9)  To  any  direct  recipient  of  federal 
funds,  such  as  a  contractor,  where  such 
record  reflects  serious  inadequacies 
with  a  recipient's  personnel  and 
disclosure  of  the  record  is  for  purpose 
of  permitting  a  recipient  to  take 
corrective  action  beneficial  to  the 
Government; 

(10)  To  debt  collection  contractors  for 
the  piu*poses  of  collecting  debts  owed  to 
the  Government,  as  authorized  under 
the  Debt  Collection  Act  of  1982.  31 
U.S.C.  3718,  and  subject  to  applicable 
Privacy  Act  safeguards; 

(11)  To  a  grand  jury  pursuant  either 
to  a  federal  or  state  grand  jury  subpoena, 
or  to  a  prosecution  request  that  such 
record  be  released  for  the  purposes  of  its 
introduction  to  a  grand  jury  where 
subpoena  or  request  has  been 
specifically  approved  by  a  court; 

(12)  To  OMB  for  the  purposes  of 
obtaining  advice  regarding  ICC 
obligations  under  the  Privacy  Act;  or 

(13)  To  the  Secretary  of  the  ICC  for 
purpose  of  placing  any  ex  parte 
communication,  which  has  not  already 
been  reported  to  the  Secretary  pursuant 
to  49  CFR  1102.2(e),  in  the 
correspondence  section  of  the 
appropriate  public  docket. 

POUCIES  AND  PRACTICES  FOR  STORMQ, 
RETRIEVINQ,  ACCESStNQ,  RETAIMNO,  AND 
DtSPOSING  OF  RECORDS  m  THE  SYSTEM: 

STORAGE: 

The  OIG  files  consist  of  paper  records 
maintained  in  binders  or  folders,  and  on 
automated  data  storage  devices.  Files 
are  secured  at  all  times. 

RETRtEVABIUTY: 

Indexed  on  disk  by  case  number. 
Paper  records  are  filed  numerically  by 
case  number.  At  this  time,  records  are 
not  cross-indexed  by  name  and/or  by 
subject  but  are  expected  to  be  retrieved 
in  this  fashion  in  the  near  future. 

ACCESS  control: 

Access  to  the  records  is  limited  to 
authorized  staff  in  OIG  and  to  other 
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authorized  officials  or  employees  of  ICXI 
on  a  need-to-know  basis  as  determined 
by  the  OIG.  All  records  are  kept  in 
limited  access  areas  during  duty  hours 
and  in  locked  files  at  all  other  times. 

RETENTION  AND  MSPOSAU 

To  be  retained  for  an  unlimited  period 
of  time. 

SYSTEM  MANAQER  AND  AOOKESS: 

Inspector  General,, OIG,  ICC,  room 
2121,  Washington.  eJc  20423. 

NOnnCATION  PROCEDURE: 

See  49  CFR  Part  1007. 

RECORD  ACCESS  PROCEDURE: 

Same  as  above. 

CONTESTWQ  RECORD  PROCEDURE: 

Same  as  above. 

RECORD  SOURCE  CATEGORIES: 

Information  in  these  records  is 
obtained  from  all  individuals  and 
entities  who  may  assist  OIG  in 
evaluating  complaints  and  conducting 
investigations  authorized  by  Pub.  L. 
100-504. 

SVSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OP  THE  ACT: 

This  system  is  exempted  from  5 
U.S.C.  552a,  except  subsections  (b), 
(c)(1)  and  (2),  (e)(4)(A)  through  (F). 
(e)(6),  (7).  (9),  (10),  and  (11)  and  (i), 
under  552a())(2)  to  the  extent  the  system 
of  records  pertains  to  the  enforcement  of 
criminal  laws;  and  is  exempted  from  5 
U.S.C.  552a(c)(3).  (d).  (e)(1).  (e)(4)(G). 
(H).  (I),  and  (f)  under  5  U.S.C. 
552a(k)(2),  to  the  extent  the  system  of 
records  consists  of  investigatory 
materials  compiled  for  law  enforcement 
purposes,  other  than  that  material 
within  the  scope  of  the  exemption  at  5 
U.S.C.  552a(j)(2). 

5  U.S.C.  App.  3  (1978)  prohibits 
disclosure  by  the  OIG  of  the  identity  of 
any  employee,  without  the  consent  of 
the  employee,  who  submits  a  complaint 
or  provides  information  concerning  the 
possible  existence  of  an  activity 
constituting  a  violation  of  law,  rules  or 
regulations,  at  mismanagement,  gross 
waste  of  funds,  abuse  of  authority,  or  a 
substantial  and  specific  danger  to  the 
public  health  or  safety. 

Decided:  December  21, 1992. 

By  the  Commission,  S.  Arnold  Smith, 
Freedom  of  Information/PTivacy  Officer. 
Sidney  L.  Strickland,  Jr., 
Seaetaiy. 

[FR  Doc  93-251  Filed  V-5-93:  8:45  am] 
■UJNO  coot  TMS  »l  M 


[Flnwice  Docket  No.  32189] 

The  Broe  Co«.,  Inc.;  Continuance  In 
Control  Exemption;  Central  Kansaa 
Railway,  Inc. 

AGENCY:  biterstate  Commerce 

Commission. 

ACTION:  Notice  of  exemption. 

summary:  The  Commission,  under  49 
U.S.C.  10505,  exempts  The  Broe 
Companies,  Inc.  from  the  regulatory 
requirements  of  49  U.S.C.  11343,  et  seq., 
for  its  continuance  in  control  of  Central 
Kansas  Railway,  Inc.  (CKR)  once  CKR 
becomes  a  rail  carrier.* 
DATES:  This  exemption  is  effective  on 
E)ecember  31, 1992.  Petitions  to  reopen 
must  be  filed  by  January  26. 1993. 
ADDRESSES:  Send  pleadings  referring  to 
Finance  Docket  No.  32189  to:  (1)  Office 
of  the  Secretary,  Case  Control  Branch, 
Interstate  Commerce  Commission, 
Washington,  DC  20423. 

(2)  Petitioners'  representatives:  Louis 
E.  Gitomer,  Suite  210,  919  18th  Street, 
NW.,  Washington,  DC  20006. 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  B.  Felder.  (202)  927-5610. 

[TDD  for  hearing  impaired:  (202)  927- 
5721). 

SUPf>t.EMENTARY  INFORMATION:  Additional 
information  is  contained  in  the 
Commission's  decision.  To  purchase  a 
copy  of  the  full  decision,  write  to,  call, 
or  pick  up  in  person  from:  Dynamic 
Concepts,  Inc.,  room  2229.  Interstate 
Commerce  Commission  Building. 
Washington,  DC  20423.  Telephone: 
(202)  289-4357/4359.  [Assistance  for 
the  hearing  impaired  is  available 
through  TDD  services  (202)  927-5721]. 

Decided:  December  23, 1992. 

By  the  Commission,  Chairman  Philbin, 
Vice  Chairman  McDonald,  Conunissioners 
Sinmions  and  Phillips. 
Sidney  L.  Strickland.  |r.. 
Secretary. 
[FR  Doc  93-1 79  Filed  1-5-93;  8:45  am] 

BIUJNO  CODE  T«3S-01-M 

[Docket  No.  AB-3  (Sub-No.  1 04X] 

Missouri  Pacific  Railroad  Co., 
Abandonment  Exemption;  In 
Muskogee,  Mdntoah  and  Haskell 
Countiee,  OK 

AGENCY:  Interstate  Commerce 

Commission. 

ACTION:  Notice  of  exemption. 


>  CKR  U  4cquiring  approximately  SSO  milaa  of 
railroad  from  The  Atchison,  Topeka  and  Santa  F* 
Railway  Company.  See  Finance  Dockat  No.  32190, 
Cantial  Kanaas  Railway,  Inc— Aoquidtioa  and 
OparatioB  ExamptioiH-Cartain  Una*  ofTha 
Atchiaoo.  Topaka  and  Santa  Pa  Railway  Company 
(notice  of  aoumption  filed  December  10, 1992). 


SUMMARY:  The  Commission  exempts 
from  the  prior  approval  requirements  of 
49  U.S.C.  10903-10904  the 
Abandonment  by  Missouri  Pacific 
Railroad  Company  of  43.0  miles  of  its 
Midland  Valley  Branch  between 
Shopton  and  Kerr  McGee,  OK.  subject  to 
standard  labor  protective  conditions, 
environmental  and  historic  preservation 
conditions,  and  a  public  use  condition. 
In  addition,  interim  trail  use  has  been 
approved. 

DATES:  Provided  no  formal  expression  of 
intent  to  file  an  offer  of  financial 
assistance  has  been  received,  this 
exemption  will  be  effective  on  February 
5. 1993.  Formal  expressions  of  intent  to 
file  an  offier  *  of  financial  assistance 
xmder  49  CFR  1152.27(c)(2)  must  be 
filed  by  January  16. 1993;  petitions  to 
stay  must  be  filed  by  January  19, 1993; 
and  petitions  to  reopen  must  be  filed  by 
February  1, 1993. 

ADDRESSES:  Send  pleadings  referring  to 
Docket  No.  AB-3  (Sub-No.  104X)  to: 

(1)  Office  of  the  Secretary.  Case  Control 
Branch.  Interstate  Commerce 
Commission.  Washington.  DC  20423, 
and 

(2)  Petitioner's  representatives:  Joseph 
D.  Anthofer,  Jeanna  L.  Regier,  1416 
Dodge  Street.  #830.  Omaha,  NE  68179. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  B.  Felder  (202)  927-5610.  (TDD 
for  hearing  impaired:  (202)  927-5721). 
SUPPl£MENTARY  MFORMATION:  Additional 
information  is  contained  in  the 
Commission's  decision.  To  purchase  a 
copy  of  Uie  full  decision,  write  to,  call, 
or  pick  up  in  person  frt)m:  Dynamic 
Concepts,  Inc.,  Room  2229.  Interstate 
Commerce  Commission  Building. 
Washington,  DC  20423.  Telephone: 
(202)  289-4357/4359.  (Assistance  for 
the  hearing  impaired  is  available 
through  TDD  services  (202)  927-5271.) 

Decided:  December  29, 1992. 

By  the  Commission,  Chairman  Philbin. 
Vice  Chainnan  McDonald,  Commissioners 
Simmons  and  Phillips. 
Sidney  L.  Strickland.  Jr., 
Secretary. 
[FR  Doc  93-277  Filed  1-5-93;  8:45  am) 

MUJNO  COOC  T«36-01-M 


[Docket  No.  AB-12  (Sub4lo.  148X] 

Southern  Pacific  Tranaportatlon 
Company— AbafKlonment  Exemption — 
In  Tyler,  Jaaper,  and  Angelina 
CountiM,TX  j 

Southern  Pacific  Transportation 
Company  (SP)  has  filed  a  notice  of 
exemption  under  49  CFR  part  1152 


*  See  Exempt,  of  Bail  Abandonment— Offert  of 
PInan.  Assist.,  4  LCCZd  184  (1967). 


'  A  stay  wil 
Commission 
informed  dec 
(whether  rais 
Energy  and  E 
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concerns  is  e 
as  possible  tc 
and  act  on  th 
this  exemptic 

^SeeExem 
Fiotn.  Assist 

'The  Com] 
statements  sc 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday,  January  6,  1993  /  Notices 


583 


Subpart  F — ^Exempt  Abandonments  to 
abandon  a  32.0S-mile  portion  of  its 
Rockland  Branch  rail  line  in  Tyler. 
Jasper,  and  Angelina  Counties,  TX, 
between  milepost  76.85,  at  or  near  the 
Hillister  rail  station,  and  milepost 
108.90.  at  or  near  the  Dolan  rail  station. 

SP  has  certified  that:  (1)  No  local 
traffic  has  moved  over  the  line  for  at 
least  2  years;  (2)  any  overhead  traffic  has 
been  rerouted  over  other  lines;  and  (3) 
no  formal  complaint  filed  by  a  user  of 
rail  service  on  the  Une  (or  a  State  or 
local  government  entity  acting  on  behalf 
of  such  user)  regarding  cessation  of 
service  over  the  line  either  is  pending 
with  the  Commission  or  any  U.S. 
District  Court  or  has  been  decided  in 
favor  of  a  complainant  within  the  2-year 
period.  SP  also  has  been  certified  that  it 
has  complied  with  the  requirements  at 
49  CFR  1152.50Cd)(l)  (notice  to 
government  agencies),  49  CFR  1105.12 
(newspaper  publication),  49  CFR 
1105.7.  and  49  CFR  1105.8. 

As  a  condition  to  this  exemption,  any 
employee  affected  by  the  abandonment 
shall  be  protected  under  Oregon  Short 
Line  R.  Co. — ^Abandonment — Goshen. 
360 1.C.C.  91  (1979).  To  address  whether 
this  condition  adequately  protects 
affected  employees,  a  petition  for  partial 
revocation  under  49  U.S.C.  10505(d) 
must  be  filed. 

ft^vided  no  formal  expression  of 
intent  to  file  an  offer  of  financial 
assistance  (OF A)  has  been  received,  this 
exemption  will  be  effective  on  February 
6. 1993.  unless  stayed  pending 
reconsideration.  Petitions  to  stay  that  do 
not  involve  environmental  issues,^ 
formal  expressions  of  intent  to  file  an 
OFA  under  49  CFR  1152.27(c)(2).2  anS 
trail  use/rail  banking  statements  vmder 
49  CFR  1152.29  must  be  filed  by  January 
19, 1993.'  Petitions  to  reopen  or 
requests  for  public  use  conditions  under 
49  CFR  1152.28  must  be  filed  by  January 
27. 1993  with:  Office  of  the  Secretar>'. 
Case  Control  Branch,  Interstate 
Commerce  Commission,  Washington, 
DC  20423. 

A  copy  of  any  petition  filed  with  the 
Commission  should  be  sent  to 


'  A  stay  will  be  routinely  issued  by  the 
Commission  in  these  proceedings  where  an 
informed  decision  on  environmental  issues 
(whether  raised  by  a  party  or  by  the  Section  of 
Energy  and  Environment  in  its  independent 
investigation)  caimot  be  made  prior  to  the  efTective 
data  of  the  notice  of  exemption.  See  Exemption  of 
Out-of-Ser^^ce  Rail  Unas.  5  I.C.C.2d  377  (1989). 
Any  entity  seeking  a  stay  involving  environmental 
concerns  is  encouraged  to  file  its  request  as  soon 
as  possible  to  permit  this  Commission  to  review 
and  act  on  the  request  before  the  effective  dale  of 
this  exemption. 

2  See  Exempt  of  Rail  Abandonment— Offers  of 
Finui.  Assist,  4  LCCld  164  (1987). 

3  The  Commission  will  accept  late-Cled  trail  use 
statements  so  long  as  it  retains  furisdiction  to  do  so. 


applicant's  representative:  Gary  A. 
Laakso,  Southern  Pacific  Building,  One 
Market  Plaza,  room  846,  San  Francisco, 
CA  94105. 

If  the  notice  of  exemption  contains 
false  or  misleading  information,  use  of 
the  exemption  is  void  ab  initio. 

Applicant  has  filed  an  environmental 
report  which  addresses  the 
abandonment's  effects,  if  any.  on  the 
environmental  or  historic  resources. 

The  Section  of  Energy  and 
Environment  (SEE)  will  issue  an 
environmental  assessment  (EA)  by 
January  12, 1993.  Interested  persons 
may  obtain  a  copy  of  the  EA  firom  SEE 
by  writing  to  it  (Room  3219,  Interstate 
Commerce  Commission  Building, 
Washington,  DC  20423)  or  by  calling 
Elaine  Kaiser,  Chief,  SEE,  at  (202)  927- 
6248.  Comments  on  environmental  and 
historic  preservation  matters  must  be 
filed  within  15  days  after  the  EA 
becomes  available  to  the  public. 

Environmental,  historic  preservation, 
public  use,  or  trail  use/rail  banking 
conditions  will  be  imposed,  where 
appropriate,  in  a  subsequent  decision. 

Decided:  December  28, 1992. 

By  the  Commission,  Julia  M.  Fair,  .^cting 
Director,  Office  of  Proceedings. 
Sidney  L.  Strickland,  Jr., 
Secretary. 

(PR  Doc.  93-178  Filed  1-5-93;  8:45  am) 
BIUJMS  CODE  7035-01-M 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances; 
Registration 

By  Notice  dated  November  16, 1992, 
and  published  in  the  Federal  Register 
on  November  23, 1992,  (57  FR  55000), 
North  Pacific  Trading  Company.  1505 
SE  Gideon  Street,  Portland,  Oregon 
97202,  made  application  to  the  Drug 
Enforcement  Administration  to  be 
registered  as  an  importer  of  Marihuana 
(7370),  a  basic  class  of  controlled 
substance  listed  in  Schedule  I. 

No  comments  or  objections  have  been 
received.  Therefore,  piu^uant  to  section 
1008(a)  of  the  Controlled  Substances 
Import  and  Export  Act  and  in 
accordance  withlitle  21  Code  of  Federal 
Regulations  §  1311.42,  the  above  firm  is 
granted  registration  as  a  importer  of  the 
basic  class  of  controlled  substance  listed 
above. 


Dated:  December  29, 1992. 
GeneLHaklip. 

Deputy  Assistant  Administrator,  Office  of 

Diversion  Control,  DrugEnfoicement 

Administration. 

[FR  Doc  93-236  Filed  1-5-93;  8:45  am] 

MXINO  CODE  4410-0»-H 


Importation  of  Controlled  Substances; 
Application 

Pursuant  to  section  1008  of  the 
Controlled  Substances  Import  and 
Export  Act  (21  U.S.C.  958(i)),  the 
Attorney  General  shall,  prior  to  issuing 
a  registration  under  this  section  to  a 
bulk  manufacturer  of  a  controlled 
substance  in  Schedule  I  or  n  and  prior  ' 
to  issuing  a  regulation  under  section 
1002(a)  authorizing  the  importation  of 
such  a  substance,  provide 
manufacturers  holding  registrations  for 
the  bulk  manufacture  of  the  substance 
an  opportunity  for  a  hearing. 

Therefore,  in  accordance  with  1311.42 
of  title  21,  Code  of  Federal  Regulations 
(CFR).  notice  is  hereby  given  that  on 
December  3, 1992,  Research 
Biochemicals  Inc.,  One  Strathmore 
Road.  Natick,  Massachusetts  01760. 
made  a  written  request  to  the  Drug 
Enforcement  Administration  to  be 
registered  as  an  importer  of  Morphine 
(9300)  a  basic  class  of  controlled 
substance  in  Schedule  n.  The  firm  plans 
to  import  2  grams  of  morphine-6 
glucuronide  for  research  purposes. 

Any  manufacturer  holding,  or 
applying  for,  registration  as  a  bulk 
manufacturer  of  this  basic  class  of 
controlled  substance  may  file  written 
comments  on  or  objections  to  the 
application  described  above  and  may,  at 
the  same  time,  file  a  written  request  for 
a  hearing  on  such  application  in 
accordance  with  21  CFR  1301.54  in 
such  form  as  prescribed  by  21  CFR 
1316.47. 

Any  such  comments,  objections,  or 
requests  for  a  hearing  may  be  addressed 
to  the  Deputy  Assistant  Administrator, 
Office  of  Diversion  Control,  Drug 
Enforcement  Administration,  United 
States  Department  of  Justice, 
Washington,  DC  20537,  Attention:  DEA 
Federal  Register  Representative  (CCR). 
and  must  be  filed  no  later  than  February 
5, 1993. 

This  procedure  is  to  be  conducted 
simultaneously  with  and  independent 
of  the  procedures  described  in  21  CFR 
1311.42(b),  (c),  (d),  (e),  and  (f).  As  noted 
in  a  previous  notice  at  40  FR  43745-46 
(September  23. 1975).  all  applicants  for 
registration  to  import  a  basic  class  of 
any  controlled  substance  in  Schedule  I 
or  n  are  and  will  continue  to  be  required 
to  demonstrate  to  the  Deputy  Assistant 
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Administrator  of  the  Drug  Enforcement 
Administration  that  the  requirements 
for  such  registration  pursuant  to  21 
U.S.C.  958(a).  21  U.S.C  823(a).  and  21 
CFR  1311.42(a).  (b).  (c).  (d).  (e).  and  (f) 
ara  satisfied. 

Dated:  December  28, 1992. 
Gene  R.  HakUp, 

Deputy  Assistant  Admiaistrator,  Office  of 
DiveTsion  Control,  Drug  Enforcement 
Administration. 

[FR  Doa  93-235  FUed  1-5--93;  8:45  am] 
MLUNQ  cooe  Mia-oa-M 


Manufactur«r  o<  Contrallsd 
SubstanoM;  Registration 

By  notice  dated  November  16, 1992, 
and  published  in  the  Federal  Roister 
on  November  23. 1992.  (57  FR  55002), 
Toxi-Lab.  Inc.,  2  Goodyear,  Irvine. 
California  92718.  made  application  to 
the  Driig  Enforcement  Amninistration  to 
be  registered  as  a  bulk  mamifacturer  of 
the  basic  classes  of  controlled 
substances  listed  below: 


Oiug 

Schadiia 

H 
U 

n 

pnencycaora  (747i) 

VPipeiidkKwydoftaxanacaitionMffle 
(8603). 

By  Notice  dated  November  16. 1992. 
and  published  in  the  Federal  Ragielar 
on  November  23. 1992.  (57  FR  52002). 
Upiohn  Company.  7171  Portage  Road. 
Kalamazoo.  Mich^an  49001.  made 
application  to  tfaa  Drug  Enforcement 
Achnin^toatiao  to  be  ngiatered  as  a 
bulk  BumtfactusK  of  ZJS- 
DimedMixyaBnbataniina  (730^  a  basic 
ckas  ofooBtrailad  sufastanoa  Usiad  in 
SchadaJeL 


No  comments  or  obiections  have  been 
received.  Therefwe.  pursuant  to  section 
303  of  the  Comprehensive  Drug  Abuse 
Prevention  and  Control  Act  of  1970  and 
title  21,  Code  of  Federal  Regulations 
§  1301.54(e),  the  Deputy  Assistant 
Administrator  hereby  orders  that  the 
application  for  registration  submitted  by 
the  above  firm  for  registration  as  a  bulk 
manufacturer  of  the  basic  class  of 
controlled  substance  listed  above  is 
granted. 

Dated:  December  29, 1992. 
Gene  R.  Haialip. 

Deputy  Assistant  Administrator,  Office  of 
Diversion  CtMtroU  Drug  Enforcement 
Administiation. 
(FR  Doc.  93-237  FUed  1-5-93;  8:45  ami 

MUMO  COOe  441»-««-M 


No  comments  or  objections  have  been 
received.  Therefore,  pursuant  to  section 
303  of  the  Comprehensive  Drug  Abuse 
Prevention  and  Control  Act  of  1970  and 
title  21.  Code  of  Federal  Regulations 
§  1301.54(e).  the  Deputy  Assistant 
Administrator  hereby  orders  that  the 
application  for  registration  submitted  by 
the  above  finn  for  registration  as  a  bulk 
manufoctnrer  of  the  basic  classes  of 
controlled  sub^anoes  listed  above  is 
granted. 

Dated:  December  29, 1992. 
GeneR-Haislip. 

Deputy  Assistant  Administrator.  Office  of 
Diversion  Con^ol,  Drug  Enforcement 
Administration. 

(FR  Doc  93-238  Filed  1-5-93;  8:45  amj 
MjjNo  eooc  441«-0a-H 


Itanufadufsr  of  ControHad 


Offlca  of  Justica  Programs 

Offica  for  Victims  of  Crime;  FY  1993 
Assistance  to  Victims  of  Fadaral  Crima 
in  Indian  Country  Discretionary  Grant 
Program  AppUcationlQt 

AGENCY:  Office  of  Justice  Programs, 
Office  for  Victims  of  Crime.  DOJ. 

action:  Public  announcement  of  the 
availability  of  the  FY  1993  Assistance  to 
Victims  of  Federal  Crime  in  Indian 
Country  Discretionary  Grant  Program 
Application  Kit  for  first-time  applicants. 

StiMMARY:  The  Office  for  Victims  of 
Crime  (OVC)  is  publishing  this  Notice  of 
availability  of  the  FY  1993  Discretionary 
Grant  Application  Kit  for  the  State 
agencies  appointed  by  the  Governors  in 
Alabama.  Colorado,  Iowa.  Louisiana. 
Mississippi.  Nebraska.  North  Carolina, 
and  Texas. 

DATES:  Applications  must  be  submitted 
to  the  Office  for  Victims  of  Crime  by  the 
due  date  indicated  in  the  Application 
Kit. 

A00RE8SES:  Applications  should  be 
addressed  to  the  Office  for  Victims  of 
Crime.  Federal  Crime  Victims  Division, 
room  1386. 633  Indiana  Avenue,  NW., 
Washington.  DC  20531.  To  obtain  a 
copy  of  the  Application  Kit.  call  (202) 
616-3579. 

FOR  RNrrHER  INTOWMAHOII  CONTACT:  Toni 
Thomas.  Program  Specialist,  at  the 
above  address.  Telephone:  (202)  514- 
6444. 

StlPPl^MENTMlY  MRMmAIMM: 

AedmHy 

The  action  isaufborized  imder  Sea 
1404(cXl)m  oHhe  Vtedms  ofGdiwAct  of 
19M  (VOC^^tas  asMBded.  42  U.S.C 
10803(cKl)(B). 


Back^twad 

In  1988  OVC  initiated  a  program  of 
making  grants  to  State  victim  assistance 
programs  for  the  purpose  of  awarding 
subgrants  to  Indian  tribes  or  tribal 
organizations.  This  has  resulted  in  the 
expansion  of  victim  assistance  programs 
in  tribal  communities  in  IS  different 
States.  These  States  are  working  with 
Indian  tribes  to  enhance  the  network  of 
services  developed  by  using  a 
combination  of  Federal.  State  and  tribal 
funds.  OVC  now  plans  to  extend  this 
successful  program  so  that  other  tribes 
in  areas  of  Federal  jurisdiction  can  work 
with  State  victim  assistance  programs  to 
establish  victim  assistance  services  in 
their  communities. 

On  November  4. 1992.  the  Office  for 
Victims  of  Crime,  published  a  Notice  in 
the  Federal  Rafister,  57  FR  52639. 
announcing  the  FY  1993 
Comprehensive  Discretionary  Program 
Plan.  That  publication  announced  the 
availability  of  $250,000  to  eligible  SUtes 
for  Assistance  to  Victims  of  Federal 
Crime  in  Indian  Country.  The 
Assistance  to  Victims  of  Federal  Crime 
in  Indian  Country  Discretionary  Grant 
Application  Kit,  announced  herein, 
expands  upon  information  provided  in 
the  program  plan  and  defines  specific 
application  requirements  and  dieedlines. 
Brenoa  G.  Mnslar, 

Acting  Director,  Office  for  Victims  ofCrimt. 
(FR  Doc  93-91  Filed  1-5-93;  8.45  ami 
BNJJNO  CODE  441»>tS-«  { 


DEPARTMENT  OF  UVBOR 

Offlca  of  tha  Sacratary 

Giaaa  Calling  Commiaaion;  Open 
IMeeting 

SUUMARY:  Pursuant  to  title  II  of  the  Civil 
Rights  Act  of  1991  O^ub.  L.  102-166) 
and  section  9  of  the  Federal  Advisory 
Committee  Act  (FACA)  (Pub.  L.  92-462, 
5  U.S.C.  app.  n)  a  Notice  of 
EstabUshment  of  the  Glass  Ceiling 
Commission  was  published  in  the 
Federal  Register  on  March  30, 1992  (57 
FR  10776).  Pursuant  to  aaction  10(a)  of 
FACA,  this  is  to  omounca  a  meeting  of 
the  Commission  whidb  is  to  take  place 
on  Monday.  January  25. 1993. 

The  purpose  of  tha  Commission  is  to, 
among  other  things,  focos  greater 
attention  on  the  importance  of 
eliminating  artificial  barriers  to  the 
advanoement  of  syiiafities  and  woooen 
tu  iiiaiiaQwiant  and  deririnn  making 

Eositions  in  business.  The  Connnission 
as  die  practical  tadc  of: 
(a)  Conducting  basic  raseazdi  into  the 
pyyftf—  pnliriasaiid  menffM'  '>?  »tf>'<f^« 
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management  and  decision  making 
positions  in  business  are  filled; 

(b)  Conducting  comparative  research 
of  businesses  and  industries  in  which 
minorities  and  women  are  promoted  to 
management  and  decision  making 
positions,  and  businesses  and  industries 
in  which  minorities  and  women  are  not 
promoted  to  such  positions;  and 

(c)  Recommending  measures  designed 
to  enhance  opportimities  for  and  the 
elimination  of  artificial  barriers  to  the 
advancement  of  minorities  and  women 
to  management  and  decision  making 
positions. 

TIME  AND  PLACE:  The  meeting  will  be 
held  on  Monday,  January  25, 1993  from 
10  a.m.  to  5  p.m.  at  the  U.S.  Department 
of  Labor,  200  Constitution  Avenue. 
NW..  room  C-2313,  Washington,  DC. 
AGENDA:  The  agenda  for  the  meeting  is 
as  follows: 

(a)  Introduction  of  Commission 
Member  i; 

(b)  Discussion  of  procedures  to  be 
followed  in  conducting  Commission 
business: 

(c)  Discussion  of  Commission 
objectives  including,  to  the  extent 
practicable,  a  delineation  of  specific 
tasks  and  projected  time  frames  for 
achieving  such  objectives;  and 

(d)  Ancillary  considerations  attendant 
to  ongoing  Commission  activities. 
PUBLIC  PARTlCIPATtON:  The  meeting  will 
be  open  to  the  public.  Seating  will  be 
available  to  the  public  on  a  first-come, 
first-ser\'ed  basis.  Seats  will  be  reserved 
for  the  media.  Handicapped  individuals 
should  contact  the  Commission  if 
special  accommodations  are  needed. 
Individuals  or  organizations  wishing  to 
submit  written  statements  should  send 
thirty  (30)  copies  to  Mrs.  Elizabeth 
Leonard.  Executive  Director.  Glass 
Ceiling  Commission,  U.S.  Department  of 
Labor,  200  Constitution  Avenue,  NW.. 
room  S-2018.  Washington,  DC  20210. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mrs.  Elizabeth  Leonard,  Executive 


Director.  Glass  Ceiling  Commission. 
U.S.  Department  of  Labor.  200 
Constitution  Avenue.  NW.,  room  S- 
2018.  Washington.  DC  20210.  (202)  219- 
8271. 

Signed  at  Washington,  DC  this  30th  day  of 
December,  1992. 
Lynn  Martin. 
Secretary  of  Labor. 

[FR  Doc.  93-160  FUed  1-5-93;  8:45  ami 
BIUJNO  CODE  4510-39-M 


Employment  and  Training 
Administration 

[TA-W-27.816.  TA-W-27.817.  TA-W- 
27.818] 

tally  Manufacturing  Corp.;  Adams, 
New  York,  New  York  Mill,  NY  and  Port 
Leyden,  NY;  Dismissal  of  Application 
for  Reconsideration 

Pursuant  to  29  CFR  90.18  an 
application  for  administrative 
reconsideration  was  filed  with  the 
Director  of  the  Office  of  Trade 
Adjustment  Assistance  for  workers  at 
Lally  Manufacturing  Corporation, 
Adams,  New  York.  New  York  Mill,  New 
York  and  Port  Leyden,  New  York.  The 
review  indicated  that  the  application 
contained  no  new  substantial 
information  which  would  bear 
importantly  on  the  Department's 
determination.  Therefore,  dismissal  of 
the  application  was  issued. 

TA-VV-27,816,  TA-W-27.817,  TA-W- 
27.818;  Lally  Manufacturing 
Corporation,  Adams,  New  York,  New 
York  Mill,  New  York  and  Port  Leyden, 
New  York  (December  30, 1992) 
Signed  at  Washington.  DC  this  30th  day  of 

December.  1992. 

Marvin  M.  Fooks, 

Director,  Office  of  Trade  Adjustment 

Assistance. 

(FR  Doc.  93-159  Filed  1-5-93;  8:45  am] 

BILUNG  CODE  4510-40-M 

Appendix 


Investigations  Regarding  Certifications 
Of  Eligik>ility  To  Apply  for  Worker 
Adjustment  Assistance 

Petitions  have  been  filed  with  the 
Secretary  of  Labor  under  section  221(a) 
of  the  Trade  Act  of  1974  ("the  Act")  and 
are  identified  in  the  Appendix  to  this 
notice.  Upon  receipt  of  these  petitions, 
the  Director  of  the  Office  of  Trade 
Adjustment  Assistance.  Emplojmient 
and  Training  Administration,  has 
instituted  investigations  pursuant  to 
section  211(a)  of  the  Act 

The  purpose  of  each  of  the 
investigations  is  to  determine  whether 
the  workers  are  eligible  to  apply  for 
adjustment  assistance  under  title  11, 
chapter  2,  of  the  Act.  The  investigations 
will  further  relate,  as  appropriate,  to  the 
determination  of  the  date  on  which  total 
or  partial  separations  began  or 
threatened  to  begin  and  the  subdivision 
of  the  firm  involved. 

The  petitioners  or  any  other  persons 
showing  a  substantial  interest  in  the 
subject  matter  of  the  investigations  may 
request  a  public  hearing,  provided  such 
request  is  filed  in  writing  with  the 
Director,  Office  of  Trade  Adjustment 
Assistance,  at  the  address  shown  below, 
not  later  than  January  18. 1993. 

Interested  persons  are  invited  to 
submit  written  comments  regarding  the 
subject  matter  of  the  investigations  fo 
the  Director.  Office  of  Trade  Adjustment 
Assistance,  at  the  address  shown  below, 
not  later  than  January  18, 1993. 

The  petitions  filed  in  this  case  are 
available  for  inspection  at  the  Office  of 
the  Director,  Office  of  Trade  Adjustment 
Assistance,  Employment  and  Training 
Administration.  U.S.  Department  of 
Labor.  200  Constitution  Avenue.  NW.. 
Washington.  DC  20210. 

Signed  at  Washington.  DC  this  21st  day  of 
December.  1992. 
Marvin  M.  Fooks. 

Director.  Office  of  Trade  Adjustment 
Assistance. 


Petitioner  (uniorVwoiVersfirm) 


Pniiips  Consumer  (workers)  

Superior  Techrxjlogy.  Inc  (IBEW)  

West  Tech,  IncTVan  Dale.  \nc.  (wotVets) 

Ger>eral  Atronics  Corp..  catfKxJe  ray  (wortcers) 

Air  City  Mo<)e»s  and  Toots  (lAMAW)  

General  Motors-Inland  Fisher  Guide  (worVers) 

The  Bargman  Co«npany  (GMP)  

Hitachi  Zosen  Cleanr>g.  Inc.  (workere) 

Oil  Dynamics.  Irx;.  (workers)  

Struthers-Dunn  (lUE) 

Hercules.  IrK.  (OCAW) 

Accessories  Unlimited  of  Maine  (wotkers)  

Moline  Corp.  (GMPPA)  

MoJine  Corp.  (GMPPA)  

Klasic  Diw.  ol  KIA  (workers) — 

Vaieo  'Climate  Control  Corp.  (UAW)  ~... 


Location 


Jefferson  City.  TN 

Paris,  TX 

Long  Lake.  MN  ... 
Philadelphia.  PA  . 

Dayton,  OH  ; 

Syracuse,  NY 

CokJwater.  Ml  

Chicago.  IL  

Tulsa,  OK 

Pitman.  NJ 

Burlington,  NJ  .... 

Cornish.  ME 

Belvidere.  IL 

St.  Charles.  IL 

San  Jose,  CA  

Fort  Worth.  TX  .... 


Date  re- 
ceived 


12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 


Date  of 
petition 


12/08/92 
12/03/92 
12/11/92 
12/15/92 
12/12/92 
12/09/92 
12/10/92 
12/07/82 
12/10/92 
12A)4/92 
11/30/92 
12/07/92 
12/09/92 
12/09/92 
12/04/92 
12/04/92 


Petition 
number 


28.109 
28.110 
28,111 
28,112 
28.113 
28.114 
28,115 
28.116 
28,117 
28.118 
28.119 
28,120 
28,121 
28.122 
28.123 
28,124 


Artices  produced 


TV  cabinets. 

Meter  tx>xes. 

Farm  rT\achinery; 

Cathode  ray  tubes. 

Dasnboard  foam  for  GM  autos. 

Plastic  auto  trim. 

RV  accessories. 

Metal  stamping  presses,  etc. 

Submersible  pumping  systems. 

Electrical  mechanical  relays. 

Modified  resins  and  piasticizers. 

Luggage  and  harxibags. 

Cast,  malleable  iron  products. 

Cast,  malleable  Iron  products. 

Servicing  equipment.  ■ 

Auto  air  conditionefs  4  component  parts. 
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Patitioner  (unton/worttwi/lkm) 


Appendix— Continued 


FiorshaJin  Shoe  Co.  (UPCW) 

GenenU  Electric  Co..  OH  Lamp  Plani  (wo»tie»«) 

E.G.  A  G  Vadac  Opiovlactfonics  (UAW) 

Mona  Lisa  Coat  (tLQWU) 

Fetian  Company  (\«o«ka«s) 

Wed  OUfleU  SpKiaWas,  Inc.  (urailwra) 

Wets  Oilfield  Specialties.  Ina  (woifcars) 

Teledyne  Vasco  (USWA)  

Distal  Tool  &  Macfilne  Co.  (UAW)  

AT  4  T  Technologies  {^NOi\uor%)  _ 

Allied  Tube  &  Conduit  (Co.)  

Goodyear  Tire  &  Rubber  Co.  (URW)  

Coca-Cola  Bottling  Co.  oJ  NY  (I8T) 

JIK  LM.  (KWfkefS)   

GTE  («wrters)   - 

Patefson  Canning  Co.  (IBT) _ 

Cleaver  Brooks  (LIU) 

HOMCO  International,  Inc.  (wo«kofs) 


LocaOon 


Anna.  It  

Wartan.  OH  „ 

St.  Louis.  MO 

Hoboken,  NJ 

MURxjry.  MA 

Coallnga.  CA  

BakersfieW,  CA  — 

Latrobe,  PA 

Warren.  Ml 

Oklahoma  City.  OK 

Liberty.  TX  

Logan,  OH 

Paterson,  NJ 

Allentown,  PA  

PotosI,  MO 

Paterson,  NJ 

Lebanon,  PA 

BakarsfleU.  CA 


calvad 


12/21/92 
12/21/92 
12/21/92 
12/21/92 
12«1/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 


Oalaol 
paUlon 


11/17/92 

12/11/82 
12/09im 
12)06/92 
11/3(y92 
11/30/92 
12/07/92 
12/06/92 
12/07/92 
10/29/92 

12/06/92 
11/27/92 
12/01/92 
12/06/92 
12/06/92 
11/01/92 


Patttton 
number 


28,125 
28,126 
28,127 
28,128 
26,129 
».130 
28,131 
28,132 
28,133 
28,134 
28,135 
28,136 
28,137 
28.138 
28.139 
28.140 
28.141 
28.142 


Antoas  producad 


Men's  dress  shoes. 

Decorative  lamps. 

OpkwIoctronk;  davk:es. 

Coats  and  suits. 

Wet  processing  good*. 

Oil  and  gas. 

DownhoW  oiWek)  pumps. 

Specialty  steel. 

Large  stamping  dies. 

Cables. 

Steel  pipe  &  tubing. 

Instrument  panels  for  autos. 

Cartwnated  beverages. 

Woman's  sportswear. 

Publk;  tslaphona  sanricas. 

Carbonated  beverages. 

Steam  and  hot  water  gerwrated  boMen. 

Oil. 


Job  Training  Partnership  Act; 
Announcement  of  Proposed 
Noncompetitive  Grant  Awards 

AGENCY:  Employment  and  Training 
Administration,  Labor. 
ACTION:  Notice  of  intent  to  award  a 
ncncompetitive  grant. 

SLMMARY:  The  Employment  and 

Training  Administration  (ETA) 
announces  its  intent  to  award  a 
noncompetitive  grant  to  The 
Association  for  Manufacturing 
Technology,  McLean,  Virginia,  for  the 
provision  of  specialized  services  under 
the  authority  of  the  Job  Training 
Partnership  Act  (JTPA). 
DATES:  It  is  anticipated  that  this  grant 
award  will  be  executed  by  January  29, 
1993.  and  will  be  funded  for  twelve 
months.  Submit  comments  by  4:45  p.m. 
(Eastern  Time),  on  January  21. 1993. 
ADDRESSES:  Submit  comments  regarding 
this  proposed  assistance  award  to:  U.S. 
Department  of  Labor,  Employment  and 
Training  Administration,  room  C-4305, 
200  Constitution  Avenue.  NW., 
Washington,  DC  20210,  Attention:  Reda 
Harrison:  Reference  FR-DAA-008-92. 
SUPPLEMENTARY  INFORMATION:  The 
Employment  and  Training 
Administration  (ETA)  announces  its 
intent  to  award  a  noncompetitive  grant 
to  The  Association  for  Manufacturing 
Technology  (AMT)  of  McLean,  Virginia, 
in  accordance  with  the  Department  of 
Labor  Manual  Series  (DLMS),  Volume 
No.  2.  section  836(g)(5).  AMT  will 
produce  a  series  of  national  satellite 
teleconferencing  programs  on  state  of 
the  art  manufacturing  technology 
designed  to  accelerate  the 
implementation  of  advanced 
manufacturing  technology  methods  for 
U.S.  machme  tool  manufacturers.  In  line 
with  DOL's  Technical  &  Education 


Assistance  for  Mid-  and  Small-sized 
firms  (TEAMS)  initiative.  AMT  will  test 
teleconferencing  as  a  methodology  for 
building  small  firm  networks  to  train 
workers  for  high  performance.  The 
majority  of  member  companies  which 
will  participate  in  the  downlink 
broadcasts  employs  less  than  70 
persons.  AMT's  ultimate  goal  through 
the  BETA  series  broadcast  is  to  establish 
highly  replicable  outcomes  for  the  U.S. 
machine  tool  and  other  industries  in 
need  of  increasing  the  skills  of  their 
workforce. 

Funds  for  this  activity  are  authorized 
by  the  Job  Training  Partnership  Act,  as 
amended,  Title  IV— Federally 
Administered  Programs.  The  proposed 
funding  is  approximately  $100,000  for 
twelve  months. 

Signed  at  Washington,  DC  on  December  17, 
1992. 

Robert  D.  Parker. 
ETA  Grant  Officer. 

[FR  Doc.  93-157  Filed  1-5-93;  8:45  am] 
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Job  Training  Partnership  Act; 
Announcement  of  Proposed 
Noncompetitive  Grant  Award 

AGENCY:  Employment  and  Training 
Administration,  Labor. 

ACTION:  Notice  of  intent  to  award  a 
noncompetitive  grant. 

SUMMARY:  llie  Employment  and 
Training  Administration  (ETA) 
announces  its  intent  to  award  a 
noncompetitive  grant  to  the  Bay  State 
Center  for  Applied  Technology  of 
Boston,  Massachusetts  to  participate  in 
the  development  and  operation  of  a 
comprehensive  network  of  small 
machine  shops  in  Western 
Massachusetts. 


DATES:  It  is  anticipated  that  this  grant 
award  will  be  executed  by  January  29, 
1993,  and  will  be  funded  for  twenty- 
four  months.  Submit  comments  by  4:45 
p.m.  (Eastern  Time),  on  January  21, 
1993. 

ADDRESSES:  Submit  comments  regarding 
this  proposed  assistance  award  to:  U.S. 
Department  of  Labor,  Employment  and 
Training  Administration,  room  C-4305, 
200  Constitution  Avenue,  NW., 
Washington.  DC  20210,  Attention:  Laura 
Cesario;  Reference  FR-DAA-OlO-92. 

SUPPLEMENTAL  MFORMATKM:  The 

Employment  and  Training 
Administration  (ETA)  announces  its 
intent  to  award  a  noncompetitive  grant 
to  the  Bay  State  Center  for  Applied 
Technology,  in  accordance  with  the 
Department  of  Labor  Manual  Series 
(DLMS),  Volume  No.  2,  section 
836(g)(4).  The  Bay  State  Center  for 
Applied  Technology  will  be  part  of  a 
partnership  to  develop  a  comprehensive 
skills  upgrading  program  that  will  be 
combined  with  industrial 
modernization  strategies  for  small  and 
mid-sized  firms.  The  partnership  will 
consist  of  the  State  of  Massachusetts, 
the  Western  Massachusetts  National 
Tooling  and  Machining  Association, 
and  the  Western  Massachusetts 
Precision  Institute.  This  project  will 
support  the  Department  of  Labor 
Technical  and  Education  Assistance  for 
Mid-  and  Small-sized  firms  (TEAMS) 
goal  to  support  the  provision  of  a  broad 
range  of  services  in  the  areas  of 
technical  training  and  work 
restructuring.  The  partnership  with  the 
Bay  State  Center  for  Applied 
Technology  supports  the  goals  of 
TEAMS  in  its  development  and 
operation  of  a  comprehensive  network 
of  small  machine  shops  in  Western 
Massachusetts. 
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Funds  for  this  atidvftj  an  autbarizad 
by  the  Job  Traiuing  Pwtnsi^p  Act,  as 
ameoded,  Title  IV— Fsdarally 
Administered  Programs.  The  proposed 
funding  is  approximately  $200,000  for 
twenty-four  months. 

Signed  at  Washington.  DC  oo  December  17. 
1992. 

Robert  O.  Pariur, 
ETA  Grant  Officer. 
IFR  Doc.  93-155  Filed  1-5-93;  8:45  ami 
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Job  Training  PartnersMp  Act; 
Announoemant  of  Propoaad 
Noncompatitiva  Grant  Award 

AfiENCY:  Employment  and  Training 
Administration,  Labor. 
ACTION:  Notice  of  intent  to  award  a 
noncompetitive  grant 

SUMMARY:  The  Employment  and 
Training  Administration  (ETA) 
announces  its  intent  to  award  a 
noncompetitive  grant  to  the  United 
Auto  Workers  Labor  Employment  and 
Training  Company  of  New  York,  New 
York  to  develop  a  model  approach  for 
training  and  human  resource 
development  for  small  and  mid-size 
firms  in  the  international  trade  and 
financial-sectors. 

DATES:  It  is  anticipated  that  this  grant 
award  will  be  executed  by  January  29, 
1993.  and  will  be  funded  for  six  months. 
Submit  comments  by  4:45  p.m.  (Eastern 
Time),  on  January  21. 1993. 
ADDRESSES:  Submit  comments  regarding 
this  proposed  assistance  award  to:  U.S. 
Department  of  Labor,  Employment  and 
Training  Administration,  room  C-4305, 
200  Constitution  Avenue,  NW., 
Washington.  DC  20210,  Attention:  Laura 
Cesario;  Reference  FR-DAA-011-92. 
SUPPLEMENTARY  INFORMATION:  The 
Eriployment  and  Training 
Administration  (ETA)  announces  its 
intent  to  award  a  noncompetitive  ^ant 
to  the  United  Auto  Workers  Labor  and 
Employment  Company  (UAW-LETC),  in 
accordance  with  the  Department  of 
Labor  Manual  Series  (DLMS).  Volume 
No.  2.  section  836(g)(4).  In  cooperation 
with  the  Port  Authority  of  New  York 
and  the  UAW-LETC,  a  model  approach 
for  training  and  human  resource 
development  for  small  and  mid-size 
firms  in  the  international  trade  and 
financial  sectors  would  be  developed. 
The  partnership  will  assist  World  Trade 
Center  companies  in  meeting  their 
human  resource  needs  by  o^Bring 
placement,  training  and  other  human 
resource  services,  specifically  tailored  to 
the  needs  of  those  companies.  This 
project  will  support  the  Department  of 


Labor  Technical  and  EdocatioB 

Assistance  for  Mid-  and  Small-sized 
firms  fTEAMS)  ^oal  to  support  die 
provision  of  a  broad  range  of  services  in 
the  areas  of  tedmical  training  and  work 
restructuring.  Tbe  paitnerslnp  wiA  the 
UAW-LETC  presents  a  xmique 
opportimity  to  develop  worker  skill 
assessment  tools  for  use  on  a  national 
basis  in  the  service  sector  of  the 
economy,  an  area  of  significant 
importance  to  the  TEAMS  outreach 
program,  and  one  in  which  TEAMS 
needs  to  develop  technical  assistance 
tools. 

Funds  for  this  activity  are  authorized 
?y  the  Job  Training  Partnership  Act,  as 
amended.  Title  IV — Federally 
Administered  Programs.  The  proposed 
funding  is  approximately  $75,000  for  six 
months. 

Signed  at  Washington.  DC  on  December  1 7, 
1992. 

Rolwrt  D.  Parker, 
ETA  Grant  OfficeT. 

(PR  Doc.  93-156  Filed  1-5-93;  8:45  am) 
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NATIONAL  AERONAimCS  AND 
SPACE  ADMINISTTtATION 

[Notice  92-79] 

Landsat  Advisory  Procasa 

AGENCY:  National  Aeronautics  and 

Space  Administration. 

ACTION:  Request  for  public  advice  and 

comments. 

SUMMARY:  This  request  for  puhlic  advice 
and  comments  is  issued  pursuant  to 
Public  Law  102-555,  the  Land  Remote 
Sensing  Policy  Act  of  1992,  dated 
October  1992.  Section  101(e)  of  this  Law 
requires  the  Landsat  Program 
Management  to  seek  impartial  advice 
and  comments  regarding  the  status, 
effectiveness,  and  diversity  of  the 
program  plans  from  individuals  who 
represent  a  broad  range  of  pubUc  and 
private  sector  perspectives  and  a  full 
spectrum  of  interest  in  the  Landsat 
program  and  other  data  and  services  it 
provides.  Those  wishing  to  provide 
such  advice  and  comments,  via  a  survey 
which  will  be  used  as  input  for  a  report 
to  Con^«s8,  can  obtain  fiirther 
informaticMi  on  the  Landsat  advisory 
process  by  contacting  Stanley  R. 
Schneider.  Landsat  Advisory  Process 
Coordinator,  National  Aeronautics  and 
Space  Administration.  Code  SED,  300  E 
Street,  SW.,  Washington.  DC  20546.  Fax: 
(202) 358-3098. 

DATES:  Comments  must  tie  received  on 
or  before  February  1, 1993. 
FOR  FURTHER  t^FORMATION  CONTACT: 


Stanley  R.  Schneider  at  &•  addrets 

above. 

Dated:  December  30, 1992. 
LA.Fisk. 

Associate  Adnuiustiatorfor  Space  Science 
and  Applications. 

(FR  Doc  93-191  FOed  1-5-93;  S:4S  am] 
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NUCLEAR  REGULATORY 
COMMISSION 

[Docket  No*.  S0-aS8,  W-ZTO.  antf  SO-aiT] 

Duke  Power  C0.4  Oconaa  Wuclaar 
Station.  Unit  Noa.  1, 2,  and  3; 
Environmantai  Aaaaaamant  and 
Rnding  of  No  Signiftcant  In^aad 

The  U.S.  Nuclear  Regulatory 
Commission  (NRC)  is  considering 
issuance  of  amendments  to  Facility 
Operating  License  Nos.  DPR-38,  DPR- 
47,  and  DPR-55  issued  to  the  Duke 
Power  Company  (the  licensee),  for 
operation  of  the  Oconee  Nudaar 
Station,  Units  1,  2,  3,  located  in  Oconee 
County,  South  Carolina. 

Environmental  Asaesaaeat 

Identification  of  Proposed  Action 

The  proposed  action  woiild  revise  the 
limitations  on  concentrations  of 
radioactive  material  released  in  liquid 
effluents  and  the  limitations  on  the  dose 
rate  resulting  from  radioactive  material 
released  in  gaseous  effluents,  and  reflect 

the  relocation  of  the  prior  10  CFR   

20.106  requirements  to  the  new  10  CFR 
20.1302.  These  changes  are  in  response 
to  the  new  10  CFR  part  20.  The  review 
of  an  additional  item,  to  revise  the 
BASES  for  the  liquid  holdup  tank  TS, 
was  not  completed  and  consequently  is 
not  included  in  the  amendment  It  vrill 
be  addiMsed  by  separate 
correnjiondence. 

The  Need  for  the  Proposed  Action 

The  proposed  action  is  needed  in 
order  to  retain  operational  flexibility 
consistent  v»rith  10  CFR  part  50, 

Appendix  I,  concuirent  with  the  

implementation  of  the  revised  10  CFR 
part  20. 

Environmental  Impacts  of  the  Proposed 
Action 

The  proposed  revision  does  not 
change  the  actual  release  rates  as 
referenced  in  the  TS  as  a  dose  rate  to  the 
maximally  exposed  member  of  the 
public.  Therefore,  there  will  be  no 
increase  in  the  types  or  amounts  of 
effluents  that  may  be  released  ofbite, 
nor  an  increase  in  individual  or 
cumulative  occupational  radiation 
exposures.  Therefore,  the  Commission 
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concludes  that  there  are  no  significant 
radiological  environmental  impacts 
associated  with  the  proposed  changes. 

With  regard  to  potential 
nonradiological  impacts,  the  proposed 
changes  do  not  affect  nonradiological 
effluent  and  have  no  other 
environmental  impact.  Therefore,  the 
Commission  concludes  that  there  are  no 
significant  non-radiological  impacts 
associated  with  the  proposed  changes. 

Alternative  to  the  Proposed  Action 

Since  the  Commission's  staff  has 
concluded  that  there  is  no  significant 
environmental  impact  associated  with 
the  prop>osed  changes  to  the  TS.  any 
alternative  to  the  amendments  will  have 
either  no  significantly  different 
environmental  impact  or  greater 
environmental  impact.  The  principal 
alternative  would  be  to  deny  the 
requested  amendments.  This  would  not 
reduce  environmental  impacts  as  a 
result  of  plant  operation. 

Alternative  Use  of  Resources 

This  action  does  not  involve  the  use 
of  resources  not  previously  considered 
in  connection  with  the  Final 
Environmental  Statement  related  to  the 
operation  of  the  Oconee  Nuclear 
Station,  Units  1,  2,  and  3.  dated  March 
1972. 

Agencies  and  Persons  Consulted 

The  Commission's  staff  did  not 
consult  other  agencies  or  persons. 

Finding  of  No  Significant  Impact 

The  Commission  has  determined  not 
to  prepare  an  environmental  impact 
statement  for  the  proposed  Ucense 
amendments. 

Based  on  the  above  enviroimiental 
assessment,  the  Commission  concludes 
that  the  proposed  action  will  not  have 
a  significant  effect  on  the  quality  of  the 
human  environment. 

For  further  information  with  respect 
to  this  action,  see  the  application  dated 
November  5, 1992,  as  supplemented 
December  9  and  18, 1992,  which  is 
available  for  public  inspection  at  the 
Commission's  Public  Doounent  Room, 
1717  H  Street,  NW.,  Washington.  DC 
and  at  the  Oconee  County  Librarj',  501 
West  South  Broad  Street,  Walhalla. 
South  Carolina. 

Dated  at  Rockville,  Maryland,  this  30th  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Timothy  A.  Re«d, 

Acting  Director,  Project  Directorate  11-3, 
Division  of  Reactor  Projects — ////,  Office  of 
Nuclear  Reactor  Regulation. 
[FR  Doc  93-170  Filed  1-5-93;  8:45  ami 
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[Dociwt  No*.  50-369  and  50-370] 

Duke  Power  Co.,  McGuire  Nuclear 
Station,  Unit  Nos.  1  and  2; 
Environmental  Aaaeeament  and 
Finding  of  No  Significant  impact 

The  U.S.  Nuclear  Regulatory 
Commission  (NRC)  is  considering 
issuance  of  amendments  to  Facility 
Operating  License  Nos.  NPF-9  and 
NPF-17  issued  to  the  Duke  Power 
Company  (the  licensee),  for  operation  of 
the  McGuire  Nuclear  Station,  Units  1 
and  2,  located  hi  Mecklenburg  County, 
North  Carolina. 

Environmental  Assessment 

Identification  of  Proposed  Action 

The  proposed  action  would  revise  the 
limitations  on  concentrations  of 
radioactive  material  released  in  liquid 
effluents  and  the  Umitations  on  the  dose 
rate  resulting  from  radioactive  material 
released  in  gaseous  effluents,  and  reflect 
the  relocation  of  the  prior  10  CFR 
20.106  requirements  to  the  new  10  CFR 
20.1302.  "These  changes  are  in  response 
to  the  new  10  CFR  part  20.  The  review 
of  an  additional  item,  to  revise  the 
BASES  for  the  liquid  holdup  tank  TS, 
was  not  completed  and  consequently  is 
not  included  in  the  amendment.  It  will 
be  addressed  by  separate 
correspondence. 

The  Need  for  the  Proposed  Action 

The  proposed  action  is  needed  in 
order  to  retain  operational  flexibility 
consistent  with  10  CFR  part  50, 
appendix  I,  concurrent  with  the 
implementation  of  the  revised  10  CFR 
part  20. 

Environmental  Impacts  of  the  Proposed 
Action 

The  proposed  revision  does  not 
change  the  actual  release  rates  as 
referenced  in  the  TS  as  a  dose  rate  to  the 
maximally  exposed  member  of  the 
public.  Therefore,  there  will  be  no 
increase  in  the  types  or  amoimts  of 
effluents  that  may  be  released  offsite. 
nor  an  increase  in  individual  or 
cumulative  occupational  radiation 
exposures.  Therefore,  the  Commission 
concludes  that  there  are  no  significant 
radiological  environmental  impacts 
associated  with  the  proposed  dianges. 

With  regard  to  potential 
nonradiological  impacts,  the  proposed 
changes  do  not  affect  nonradiological 
effluent  and  have  no  other 
environmental  impact.  Therefore,  the 
Commission  concludes  that  there  are  no 
significant  nonradiological  impacts 
associated  with  the  proposed  changes. 


Alternative  to  the  Proposed  Action 

Since  the  Conrniission's  staff  has 
concluded  that  there  is  no  significant 
environmental  impact  associated  with 
the  proposed  changes  to  the  TS,  any 
alternative  to  the  amendments  will  have 
either  no  significantly  diffierent 
enviroiunental  impact  or  greater 
environmental  impact.  The  principal 
alternative  would  be  to  deny  the 
requested  amendments.  This  would  not 
reduce  environmental  impacts  as  a 
result  of  plant  operation. 

Alternative  Use  of  Resources 

This  action  does  not  involve  the  use 
of  resources  not  previously  considered 
in  connection  with  the  Final 
Environmental  Statement  related  to  the 
operation  of  William  B.  McGuire 
Nuclear  Station,  Units  1  and  2  dated     i 
April  1976,  and  its  addendum  dated 
January  1981. 

Agencies  and  Persons  Consulted 

The  Commission's  staff  did  not 
consult  other  agencies  or  .persons. 

Finding  of  No  Significant  Impact 

The  Commission  has  determined  not 
to  prepare  an  environmental  impact 
statement  for  the  proposed  license 
amendments. 

Based  on  the  above  environmental 
assessment,  the  Commission  concludes 
that  the  proposed  action  will  not  have 
a  significant  effect  on  the  quality  of  the 
human  environment. 

For  further  information  with  respect 
to  this  action,  see  the  appUcation  dated 
November  5, 1992,  as  supplemented 
December  9  and  18, 1992,  which  is 
available  for  pubUc  inspection  at  the 
Commission's  PubUc  Document  Room, 
1717  H  Street,  NW..  Washington,  DC 
and  at  the  Atkins  Library,  University  of 
North  CaroUna  (UNCC  Station).  North 
Carolina  28223. 

Dated  at  Rockville,  Maryland,  this  30di  day 
of  December,  1992. 

For  the  Nuclear  Regulatory  Commission. 
Timothy  A.  Reed, 

Acting  Dinctm,  Project  Directortite  0-3, 
Division  of  Reactor  Projects— I/U  Qffke  of 
the  Nuclear  Reactor  Regulation. 
|FR  Doc.  93-169  Filed  1-5-93;  8:45  am] 
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[Docket  No*r  50-413  and  50-414] 

Duke  Power  Co.,  et  al.,  CatawtM 
Nucleer  Station,  Untt  Noa.  1  and  2; 
Environmental  Aaaeeament  and 
Finding  of  No  Significant  impact 

The  U.S.  Nuclear  Regulatory 
Commission  (NRC]  is  considering 
issuance  of  amendments  to  Facility 
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Operating  License  Nos.  ^S'F-35  and 
NPF-52  issued  to  the  Duke  Power 
Company  (the  licensee),  for  operation  of 
the  Catawba  Ntu:iear  Station,  Units  1 
and  2,  located  in  York  County,  South 
Carolina. 

Environmental  Assesament 

Identification  erf  Proposed  Action 

The  proposed  action  would  revise  the 
limitations  on  concentrations  of 
radioactive  material  released  in  liquid 
effluents  and  the  limitations  on  the  dose 
rate  resulting  from  radioactive  material 
released  in  gaseous  effluents,  and  reflect 

the  relocation  of  the  prior  10  CFR    

20.106  requirements  to  the  new  10  CFR 
20.1302.  These  change  are  in  response 
to  the  new  10  CFR  part  20.  The  review 
of  an  additional  item,  to  revise  the 
BASES  for  the  liquid  holdup  tank  TS. 
was  not  completed  and  consequently  is 
not  included  in  the  amendment.  It  will 
be  addressed  by  separate 
correspondence. 

The  Need  for  the  Proposed  Action 

J  The  proposed  action  is  needed  in 
rder  to  retain  operational  flexibility 
consistent  with  10  CFR  part  50. 
appendix  I,  concurrent  with  the 
implementation  of  the  revised  10  CFR 
part  20. 

Environmental  Impacts  of  the  Proposed 
Action 

The  proposed  revision  does  not 
change  the  actual  release  rates  as 
referenced  in  the  TS  as  a  dose  rate  to  the 
maximally  exposed  member  of  the 
public.  Therefore,  there  will  be  no 
increase  in  the  types  or  amounts  of 
effluents  that  may  be  released  offsite, 
nor  an  increase  in  individual  or 
cumulative  occupational  radiation 
axposiu'es.  Therefore,  the  Commission 
concludes  that  thete  are  no  significant 
radiological  environmental  impacts 
associated  with  the  proposed  dianges. 

With  regard  to  potential 
1  lonradiological  impacts,  the  proposed 
(  hanges  do  not  affect  nonradiological 
effluent  and  have  no  other 
environmental  impact.  Therefore,  the 
Commission  concludes  that  there  are  no 
significant  nonradiological  impncts 
associated  with  the  proposed  changes. 

Alternative  to  the  Proposed  Action 

Since  the  Commission's  staff  has 
concluded  that  there  is  no  significant 
environmental  impact  associated  with 
the  proposed  changes  to  the  TS.  any 
alternative  to  the  amendments  will  have 
either  no  significantly  different 
environmental  impact  or  greater 
Environmental  impact.  The  principal 
alternative  would  be  to  deny  the 
requested  amendments.  This  would  not 


reduce  eovinmmental  impacts  as  a 
result  of  plant  c^wratian. 

Ahemative  Use  of  Resources 

This  action  does  not  involve  the  use 
of  resources  not  previoiuly  considered 
in  connectioB  with  the  Final 
Environmental  Statement  related  to  the 
operation  of  the  Catawba  Nuclear 
Station,  Units  1  and  2,  dated  January 
1983. 

Agencies  and  Persons  Consulted 

The  Commission's  staff  did  not 
consult  other  agencies  or  persons. 

Findmg  of  No  Significant  Impact 

The  Commission  has  determined  not 
to  prepare  an  environmental  impact 
statement  for  the  proposed  license 
amendments. 

Based  on  the  above  environmental 
assessment,  the  Commission  concludes 
that  the  proposed  action  will  not  have 
a  significant  effect  on  the  quality  of  the 
human  environment. 

For  further  information  with  respect 
to  this  action,  see  the  application  dated 
November  5, 1992,  as  supplemented 
December  9  and  18. 1992,  which  is 
available  for  public  inspection  at  the 
Commission's  Public  Document  Room. 
1717  H  Street,  NW.,  Washington,  DC 
and  at  the  YcH-k  County  Library,  138  East 
Black  Street,  Rock  HiU,  South  CaroUna. 

Dated  at  Rockville,  Maryland,  this  30th  day 
of  December,  199^. 

For  the  Nuclear  Regulatory  Commission. 
Timothy  A.  Reed, 

Acting  Director,  Project  Diractorate  11-3. 
Division  of  Beactor  Projects — ////,  Office  of 
Nuclear  Beactor  Begulation. 
IFR  Doc.  93-168  Filed  1-5-93;  8:45  am] 
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Northeast  Nuclear  Energy  Co., 
Millstone  Nuclear  Pow«r  Station,  Unit 
1 ;  Enviroiunental  Aasessment  and 
Finding  of  No  Significant  Impact 

The  U.S.  Nuclear  Regulatory 
Commission  (the  Commission)  is 
considering  issuance  of  a  one-time 
exemption  from  10  CFR  50,  appendix  J. 
paragraph  III.A.6(b)  to  the  Northeast 
Nuclear  Energy  Company  (NNECO  or 
the  licensee)  for  Millstone  Nuclear 
Power  Station.  Vnii  1.  located  in  New 
London  County.  Connecticut 

Environmental  Assessment 

Identification  of  the  Proposed  Action 

The  proposed  action  would  grant  a 
one-time  exemption  to  provide  relief 
from  the  accelerated  Type  A 
containment  integrated  leak  rate  test 


frequency  required  by  appendix  )  to  10 
CFR  part  50  when  two  consecutive  Type 
A  tests  have  failed  to  meet  their 
acceptance  criteria. 

The  Need  for  the  Proposed  Action 

One  of  the  cooditions  of  all  opwtting 
licenses  for  water-cooled  po%wer 
reactors,  as  specified  in  10  CFR  50.54(o). 
is  that  primary  reactor  containments 
shall  meet  the  contaizmient  leakage  test 
requirements  set  forth  in  10  CFR  part 
50,  appendix).         

Appendix  J  to  10  CFR  part  50. 
paragraph  IILA.6(b),  requires,  in  part, 
that  if  two  consecutive  periodic  "Type  A 
tests  fail  to  meet  the  applicable 
acceptance  criteria  in  in.A.5(h].  a  Type 
A  test  shall  be  performed  at  each  pluit 
shutdown  for  refueling  or 
approximately  18  months,  whichever 
occurs  first,  until  two  consecutive  Type 
A  tests  meet  the  acceptance  criteria  in 
III.A.5(h).  after  which  time  the  normal 
retest  schedule  specified  in  III.D  (three 
tests  in  10  years)  may  be  resumed. 

NRC  Information  Notice  (IN)  No.  85- 
71  states  that  licensees  may  submit  a 
Corrective  Action  Plan  (CAP)  with  an 
alternate  leakage  test  program  proposal 
as  an  exemption  request  for  NRC  staff 
review  if  it  is  determined  that  Type  B 
and  C  leakage  rates  constitute  the 
identified  contributor  to  the  failure  of 
the  two  Type  A  tests.  If  the  CAP  and 
alternate  leakage  rate  test  pn^ram  is 
approved,  the  licensee  is  allowed  to 
implement  the  corrective  action  and 
alternate  leakage  rate  test  program  in 
lieu  of  the  required  increase  in  Type  A 
test  frequency. 

Millstone  Unit  1  experienced  failures 
of  the  "As-Found"  Type  A  tests  in  1987 
and  1991,  therefore,  a  test  is  required  to 
be  performed  diiring  the  present 
operating  cycle  in  late  December  1992 
or  January  1993.  In  order  to  perform  this 
required  Type  A  test.  Millstone  Uiut  1 
would  have  to  undergo  a  forced 
shutdown.  Such  a  shutdown  would 
result  in  an  increase  in  occupational 
radiation  exposure  and  an  additional 
transient  on  the  plant 

Because  the  licensee  determined  that 
Type  C  local  leakage  rates  were  the 
reason  lor  the  "As-Found"  Type  A  test 
failures,  NNECO  submitted  a  CAP  with 
an  alternate  leakage  test  program 
proposal  in  lieu  of  the  required 
accelerated  testing  and  a  request  for 
exemption  from  10  CFR  50,  Appendix  J, 
Paragraph  III.A.6(bJ. 

Environmental  Impacts  of  the  Proposed 
Action 

The  proposed  action  would  provide  a 
one-time  exemption  fixim  the 
accelerated  Type  A  containment 
integrated  leak  rate  test  frequency 
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required  by  appendix  J  to  10  CFR  part 
50  when  two  consecutive  T)rpe  A  tests 
have  failed  to  meet  their  acceptance 
criteria.  The  NRC  staff  has  reviewed  the 
proposed  exemption  and  concluded  that 
the  licensee's  CAP  and  alternate  leakage 
rate  test  program  are  acceptable.  The 
NRC  staff  finds  that  the  CAP  and 
alternate  leakage  rate  test  program  are 
an  acceptable  alternative  to  the 
increased  Type  A  test  frequency  (every 
18  months)  and  that  there  is  reasonable 
assurance  that  the  containment  leakage- 
limiting  function  will  be  maintained. 
Therefore,  the  subject  exemption  is 
acceptable  and  the  licensee  will  retain 
to  the  normal  test  schedule  of  three  tests 
in  10  years.  With  the  normal  test 
schedule.  Type  A  tests  would  be 
scheduled  to  be  performed  at  the  next 
two  plant  shutdowns  for  refueling 
(currently  expected  to  be  in  1994  and 
1996). 

Thus,  radiological  releases  will  not 
differ  from  Uiose  determined  previously 
and  the  proposed  exemption  does  not 
otherwise  affect  facility  radiological 
effluent  or  occupational  exposures. 
With  regard  to  potential  nonradiological 
impacts,  the  proposed  exemption  does 
not  affect  plant  nonradiological 
effluents  and  have  no  other 
environmental  impact.  Therefore,  the 
Commission  concludes  there  are  no 
measurable  radiological  or 
nonradiological  environmental  impacts 
associated  with  the  proposed 
exemption. 

Alternatives  to  the  Proposed  Action 

Since  the  Commission  has  concluded 
there  is  no  measurable  environmental 
impact  associated  with  the  proposed 
exemptions,  any  alternatives  with  equal 
or  greater  environmental  impact  need 
not  be  evaluated.  The  principal 
alternative  to  the  exemptions  would  be 
to  deny  the  exemptions  requested.  Such 
action  would  not  enhance  the  protection 
of  the  environment. 

Alternative  Use  of  Resources 

This  action  does  not  involve  the  use 
of  resources  not  considered  previously 
in  the  Final  Environmental  Statement 
for  Millstone  Nuclear  Power  Station. 
Unit  1. 

Agencies  and  Persons  Consulted 

The  NRC  staff  reviewed  the  licensee's 
request  and  did  not  consult  other 
agencies  or  persons. 

Finding  of  No  Significant  Impact 

Based  on  the  foregoing  environmental 
assessment,  the  Commission  concludes 
that  the  proposed  action  will  not  have 
a  significant  effect  on  the  quality  of  the 
human  environment.  Accordingly,  the 


Commission  has  determined  not  to 
prepare  an  environmental  impact 
statement  for  the  proposed  exemptions. 
For  further  details  with  respect  to  this 
proposed  action,  see  the  licensee's  letter 
dated  November  4, 1992,  which  is 
available  for  public  inspection  at  the 
Commission's  Public  Document  Room, 
the  Gelman  Building,  2120  L  Street, 
NW.,  Washington.  DC  20555.  and  at  the 
local  public  document  room  located  at 
the  Learning  Resources  Center.  Thames 
Valley  State  Technical  College.  574  New 
London  Turnpike,  Norwich, 
Connecticut  06360. 

Dated  at  Rockville,  Maryland  this  30th  day 
of  December,  1992. 

For  the  Nuclear  Regulatory  Commission. 
|ohn  F.  Stolz, 

Director.  Project  Directorate  1-4,  Division  of 
Reactor  Projects— l/ll.  Office  of  Nuclear 
Reactor  Regulation. 
[FR  Doc  93-172  Filed  1-5-93;  8:45  am] 
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Biweekly  Notice 

Applications  and  Amendments  to 
Operating  Licenses  Involving  No 
Significant  Hazards  Considerations 

I.  Background 

Pursuant  to  Public  Law  (P.L.)  97-415. 
the  Nuclear  Regulatory  Commission  (the 
Commission  or  NRC  staff)  is  publishing 
this  regular  biweekly  notice.  P.L.  97-415 
revised  section  189  of  the  Atomic 
Energy  Act  of  1954,  as  amended  (the 
Act),  to  require  the  Commission  to 
publish  notice  of  any  amendments 
issued,  or  proposed  to  be  issued,  under 
a  new  provision  of  section  189  of  the 
Act.  This  provision  grants  the 
Commission  the  authority  to  issue  and 
make  immediately  effective  any 
amendment  to  an  operating  license 
upon  a  determination  by  the 
Commission  that  such  amendment 
involves  no  significant  hazards 
consideration,  notwithstanding  the 
pendency  before  the  Commission  of  a 
request  for  a  hearing  from  any  person. 

This  biweekly  notice  includes  all 
notices  of  amendments  issued,  or 
proposed  to  be  issued  from  December 
12. 1992.  through  December  23, 1992. 
The  last  biweekly  notice  was  published 
on  December  23, 1992  (57  FR  61105). 

Notice  Of  Consideration  Of  Issuance  Of 
Amendment  To  Facility  Operating 
License.  Proposed  No  Significant 
Hazards  Consideration  Determination. 
And  Opportunity  For  a  Hearing 

The  Commission  has  made  a 
proposed  determination  that  the 
following  amendment  requests  involve 
no  significant  hazards  consideration. 


Under  the  Commission's  regulations  in 
10  CFR  50.92,  this  means  that  operation 
of  the  facility  in  accordance  with  the 
proposed  amendments  would  not  (1) 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an 
accident  previously  evaluated;  or  (2) 
create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
accident  previously  evaluated;  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  safety.  The  basis  for  this 
proposed  determination  for  each 
amendment  request  is  shown  below. 
The  Commission  is  seeking  public 
comments  on  this  proposed 
determination.  Any  comments  received 
within  30  days  after  the  date  of 
publication  of  this  notice  will  be 
considered  in  making  any  final 
determination.  The  Commission  will 
not  normally  make  a  final  determination 
unless  it  receives  a  request  for  a  hearing. 

Written  comments  may  be  submitted 
by  mail  to  the  Rules  and  Directives 
Review  Branch,  Division  of  Freedom  of 
Information  and  Publications  Services, 
Office  of  Administration,  U.S.  Nuclear 
Regulatory  Commission,  Washington. 
DC  20555,  and  should  cite  the 
publication  date  and  page  nxmiber  of 
this  Federal  Register  notice.  Written 
comments  may  also  be  delivered  to 
Room  P-223.  Phillips  Building,  7920 
Norfolk  Avenue,  Bethesda,  Maryland 
from  7:30  a.m.  to  4:15  p.m.  Federal 
workdays.  Copies  of  written  comments 
received  maybe  examined  at  the  NRC 
Public  Document  Room,  the  Gelman 
Building,  2120  L  Street,  NW., 
Washington.  DC  20555.  The  filing  of 
requests  for  hearing  and  petitions  for 
leave  to  intervene  is  discussed  below. 

By  February  5. 1993,  the  licensee  may 
file  a  request  for  a  hearing  with  respect 
to  issuance  of  the  amendment  to  the 
subject  facility  operating  license  and 
any  person  whose  interest  may  be 
affected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
for  a  hearing  and  a  petition  for  leave  to 
intervene.  Requests  for  a  hearing  and  a 
petition  for  leave  to  intervene  shall  be 
filed  in  accordance  with  the 
Commission's  "Rules  of  Practice  for 
Domestic  Licensing  Proceedings"  in  10 
CFR  Part  2.  Interested  persons  should 
consult  a  current  copy  of  10  CFR  2.714 
which  is  available  at  the  Commission's 
Public  Document  Room,  the  Gelman 
Building,  2120  L  Street,  NW., 
Washington,  DC  20555  and  at  the  local 
public  document  room  for  the  particular 
facility  involved.  If  a  request  for  a 
hearing  or  petition  for  leave  to  intervene 
is  filed  by  the  above  date,  the 
Commission  or  an  Atomic  Safety  and 
Licensing  Board,  designated  by  the 
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Commission  or  by  the  Chairman  of  the 
Atomic  Safety  and  Licensing  Board 
Panel,  will  rule  on  the  request  and/or 
petition;  and  the  Secretary  or  the 
designated  Atomic  Safety  and  Licensing 
Board  will  issue  a  notice  of  hearing  or 
an  appropriate  order. 

As  required  by  10  CFR  2.714.  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  proceeding.  The  petition 
should  specincaliy  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  factors:  (1)  the  nature  of  the 
petitioner's  right  under  the  Act  to  be 
made  a  party  to  the  proceeding;  (2)  the 
nature  and  extent  of  the  petitioner's 
property,  financial,  or  other  interest  in 
the  proceeding;  and  (3)  the  possible 
effect  of  any  order  which  may  be 
entered  in  the  proceeding  on  the 
petitioner's  interest.  The  petition  should 
also  identify  the  specific  aspect{s)  of  the 
subject  matter  of  the  proceeding  as  to 
which  petitioner  wishes  to  intervene. 
Any  person  who  has  filed  a  petition  for 
leave  to  intervene  or  who  has  been 
admitted  as  a  party  may  amend  the 
petition  without  requesting  leave  of  the 
Board  up  to  fifteen  (15)  days  prior  to  the 
first  prehearing  conference  scheduled  in 
the  proceeding,  but  such  an  amended 
petition  must  satisfy  the  specificity 
requirements  described  above. 

Not  later  than  fifteen  (15)  days  prior 
to  the  first  prehearing  conference 
scheduled  in  the  proceeding,  a 
petitioner  shall  file  a  supplement  to  the 
petition  to  intervene  which  must 
include  a  list  of  the  contentions  which 
are  sought  to  be  litigated  in  the  matter. 
Each  contention  must  consist  of  a 
specific  statement  of  the  issue  of  law  or 
fact  to  be  raised  or  controverted.  In 
addition,  the  petitioner  shall  provide  a 
brief  explanation  of  the  bases  of  the 
contention  and  a  concise  statement  of 
the  alleged  facts  or  expert  opinion 
which  support  the  contention  end  on 
which  the  petitioner  intends  to  rely  in 
proving  the  contention  at  the  hearing. 
The  petitioner  must  also  provide 
references  to  those  specific  sources  and 
documents  of  which  the  petitioner  is 
aware  and  on  which  the  petitioner 
intends  to  rely  to  establish  those  facts  or 
expert  opinion.  Petitioner  must  provide 
sufficient  information  to  show  that  a 
genuine  dispute  exists  with  the 
applicant  on  a  material  issue  of  law  or 
fact.  Contentions  shall  be  Umited  to 
matters  within  the  scope  of  the 
amendment  under  consideration.  The 
contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner  to 
relief.  A  petitioner  who  fails  to  file  such 


a  supplement  which  satisfies  these 
requirements  with  respect  to  at  least  one 
contention  will  not  be  permitted  to 
participate  as  a  party. 

Those  permitted  to  intervene  become 
parties  to  the  proceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportimity  to 
participate  fully  in  the  conduct  of  the 
hearing,  including  the  opportimity  to 
present  evidence  and  cross-examine 
witnesses. 

If  a  hearing  is  requested,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  hearing  is  held. 

U^e  final  determination  is  that  the 
amendment  request  involves  no 
significant  hazards  consideration,  the 
Commission  may  issue  the  amendment 
and  make  it  immediately  effective, 
notwithstanding  the  request  for  a 
hearing.  Any  hearing  held  would  take 
place  after  issuance  of  the  amendment. 

If  the  final  determination  is  that  the 
amendment  request  involves  a 
significant  hazards  consideration,  any 
hearing  held  would  take  place  before 
the  issuance  of  any  amendment. 

Normally,  the  Commission  will  not 
issue  the  amendment  until  the 
expiration  of  the  30-day  notice  period. 
However,  should  circumstances  change 
during  the  notice  period  such  that 
failure  to  act  in  a  timely  way  would 
result,  for  example,  in  derating  or 
shutdown  of  the  facility,  the 
Commission  may  issue  the  license 
amendment  before  the  expiration  of  the 
30-day  notice  period,  provided  that  its 
final  determination  is  that  the 
amendment  involves  no  significant 
hazards  consideration.  The  final 
determination  will  consider  all  pubhc 
and  State  comments  received  before 
action  is  taken.  Should  the  Commission 
take  this  action,  it  will  publish  in  the 
Federal  Register  a  notice  of  issuance 
and  provide  for  opportunity  for  a 
hearing  after  issuance.  The  Commission 
expects  that  the  need  to  take  this  action 
will  occ\ir  very  infrequently. 

A  request  for  a  hearing  or  a  petition 
for  leave  to  intervene  must  be  filed  with 
the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555.  Attention: 
Docketing  and  Services  Bremch.  or  may 
be  delivered  to  the  Commission's  PubUc 
Document  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington  DC 
20555,  by  the  above  date.  Where 
petitions  are  filed  during  the  last  ten 
(10)  days  of  the  notice  period,  it  is 
requested  that  the  petitioner  promptly 
so  inform  the  Commission  by  a  toll-free 
telephone  call  to  Western  Union  at  1- 


(800)  325-6000  (in  Missouri  l-(800)  342- 
6700).  The  Western  Union  operator 
should  be  given  Datag^vm  Identification 
Number  N1023  and  the  following 
message  addressed  to  (Project  Director): 
petitioner's  name  and  telephone 
number,  date  petition  was  mailed,  plant 
name,  and  publication  date  and  page 
number  of  this  Federal  Register  notice. 
A  copy  of  the  petition  should  also  be 
sent  to  the  Office  of  the  General 
Coimsel.  U.S.  Nuclear  Regulatory 
Commission,  Washington.  DC  20555, 
and  to  the  attorney  for  the  licensee. 

Nontimely  filings  of  petitions  for 
leave  to  intervene,  amended  petitions, 
supplemental  petitions  and/or  requests 
for  hearing  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer  or  the 
Atomic  Safety  and  Licensing  Board  that 
the  petition  and/or  request  should  be 
granted  based  upon  a  balancing  of 
factors  specified  in  10  CFR 
2.714(a)(l)(i)-(v)  and  2.714(d). 

For  further  details  with  respect  to  this 
action,  see  the  application  for 
amendment  which  is  available  for 
public  inspection  at  the  Commission's 
Public  Document  Room,  the  Gelman 
Building.  2120  L  Street,  NW.. 
Washington,  DC  20555,  and  at  the  local 
public  document  room  for  the  particular 
facility  involved. 

Arizona  Public  Service  Company,  et  al., 
Docket  Nos.  STN  50-528,  STN  50-529. 
and  STN  50-530.  Palo  Verde  Nuclear 
Generating  Station,  Unit  Nos.  1,  2.  and 
3,  Maricopa  County,  Arizona 

Date  of  amendment  requests: 
November  20, 1992 

Description  of  amendment  requests: 
The  amendment  requests  propose  to 
increase  the  allowable  out-of-service 
time  for  the  Core  Operating  Limit 
Supervisory  System  (COLSS)  from  one 
hour  to  four  hours  before  the  more 
restrictive  limits  based  on  the  Core 
Protection  Calculators  (CPCs)  must  be 
applied. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensees  have  provided  their  analysis 
about  the  issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

Standard  1  -  Involve  a  significant  increase 
in  the  probability  or  consequences  of  an 
accident  previously  evaluated. 

This  proposed  amendment  distinguishes 
between  the  ACTION  requirements 
applicable  when  COLSS  is  either  in  service 
or  out  of  service.  If  CXDLSS  is  in  service  the 
ACTIONS  and  time  requirements  remain 
unchanged.  When  CX)LSS  is  out  of  service 
the  requirement  for  initiating  corrective 
action  within  15  minutes  is  replaced  with  the 
requirement  to  restore  linear  heat  rate  (LHR) 
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and  deparhirefromiiuclattelwiUDgntio 
(DNBRi  witMn  4  hours.  The  purpo«»of  the 
proposad  amendment  is  to  provlda  a 
reasonaWe  opportunity  for  appropriate 
correcthre  actions  when  the  COLSS  becomes 
tnoyanifcla. 

The  technical  spedficaSian  (TS)  Limiting 
ConditioM  for  Operation  [ICOa)  for  DNBR 
margin  and  LHR  are  more  restrictive  when 
operating  without  the  COLSS  duo  to  the 
uncertainties  associated  with  the  CPCs. 
Consequently,  when  the  COLSS  becomes 
inoperable,  the  existing  LHR  and  DNBR 
limits  bBsed  on  CPC  information  can  only  be 
satisfied  by  either  a  power  reduction  or  by 
restoring  the  COLSS  to  senrice.  By  itself,  a 
loss  of  the  COLSS  or  returning  the  OOLSS  to 
service  does  not  afFect  plant  operation  and 
does  not  afiect  the  actual  DNBR  or  the  LHR. 
In  addition,  a  loss  of  the  COLSS  does  not 
constitute  a  change  in  actual  core  power 
distribution.  Therefore,  durmg  normal 
operation  within  the  COLSS  power  operating 
limits  (POLs),  if  there  are  no  indications  that 
the  act\»i  DNBR  margin  or  LHR  has 
degraded,  a  power  redaction  will  not 
significantly  improve  the  level  of  confidence 
that  the  existing  margin  is  below  the  required 
margin  discussed  in  Chapter  15  of  the 
Updated  Final  Safety  Analysis  Report 
(UFS.\R). 

When  either  TS  3.2.1  or  TS  3.2.4  is  not 
satisfied,  compensatory  actions  will  provide 
additional  assurance  that  the  actual  DNBR 
margin  and  LHR  do  not  exceed  the  safety 
limits  stated  in  the  UFSAR.  Compensatory 
actions  will  he  provided  in  a  revision  to  the 
surveillance  test  procedure  far  monitoring 
LHR  and  DNBR  while  in  the  4-hour  ACTION 
for  COLSS  out  of  service.  The  revised 
procedure  will  allow  continued  full  power 
operation  after  COLSS  becomes  unavailable, 
consistent  with  the  revised  TS  ACTlONs.  In 
addition,  the  revised  procedure  will  require 
LHR  and  DNBR  to  be  monitored  at  least  every- 
15  minutes  for  the  4-hour  ACTION  period 
when  COLSS  is  out  of  service  and  the  more 
restrictive  CPC  limits  »b  not  met  as  required 
by  the  U«  and  DNBR  TS  LCDs. 

The  primary  consideration  in  extending 
the  COLSS  out-of-service  time  limit  is  the 
remote  possibility  of  a  slow,  undetectable 
transient  that  degrades  the  DNBR  margin  or 
LHR  within  the  4-hour  ACTION  time  which 
is  then  followed  by  an  anticipated 
operational  occurrence  or  accident.  The  plant 
parameters  monitored  by  COLSS  which 
could  affect  DNBR  margin  and  LHR  include 
RCS  flow  rate,  axial  and  radial  power 
distribution,  cold  leg  temperature,  reactor 
core  poMrer.  RCS  pressure,  and  azimuthal  tilt 
Cold  leg  temperature,  core  power,  and  RCS 
pressure  are  monitored  by  operators  using 
redundant,  safety  grade  control  room 
indications  Operating  experience  indicates 
that  changes  in  RCS  fk>w  rate  are  rare  and 
involve  only  large  obvious  step  changes. 
Therefore,  any  change  in  RCS  flow  rate  will 
be  quickly  identified  by  operators  using  other 
redundant,  saiety-grada  instrumentation. 

Azimuthal  tilt  variations  occur  either 
slowly  over  the  entire  cycle  due  to  bumup 
variations  or  due  to  asymmetric  events  such 
as  an  inadvertent  drop  or  misalignment  of  a 
Ctmtrol  Element  Assembly  (CEA).  The 
probability  of  dropping  or  misaligning  a  CEA 


is  remote,  and  it  is  very  unlikely  that  a  CEA 
would  drop  within  a  given  4-hour  {leriod.  In 
the  unlikely  event  this  were  to  occur,  the 
safety  related  Control  Element  Assembly 
Calculators  (CEACs)  would  alert  operators 
(hat  coiiectife  action  was  required  A  lat^ge 
tanqierature  difference  (i.e.  an  asymmetric 
staam  genetator  transient)  coidd  also  produce 
a  core  tilt  variation  but  the  CPCs  have  been 
specifically  designed  to  detect  this  type  of 
event  and  uhimately  provide  the  appropriate 
protection  system  response.  Thus,  during  the 
proposed  4 -hour  ACTION  statement  any 
degradation  of  azimuthal  tilt  is  very  imlikely 
when  the  plant  is  operating  at  steady  state 
conditions  and  would  be  quickly  and 
positively  identified.  Additionally,  an 
adverse  change  in  azimuthal  tilt  would  result 
m  a  degradation  in  the  CPC  monitored  LHR 
and  DNBR  margin. 

Axial  xenon  oscillations  are  a  normal 
consequence  of  the  Palo  Verde  core  designs, 
particularly  near  the  end  of  a  fuel  cycle.  The 
resultant  axial  core  power  fluctuations  are 
strictly  controlled  to  ensure  efficient  and 
even  fuel  bumup.  As  a  result,  axial  power 
shape  is  strictly  maintained  by  existing 
procedures  well  within  the  limits  assumed  in 
the  safety  analysis.  Typically,  one  full  xenon 
oscillation  will  take  approximately  26  hours. 
It  is  unlikely  that  a  change  in  axial  shape 
Index  (ASI)  during  the  4-hour  ACTION 
period  of  steady  state  plant  operation  would 
either  be  undetected  or  lead  to  a  condition 
outside  the  range  of  initial  conditions 
assumed  in  the  safety  analysis  since  a  change 
would  have  to  be  initiated  by  either  a  power 
transient  or  CEA  movement.  In  the  event  of 
an  inadvertent  power  transient  or  CEA 
movement,  the  CPCs  would  provide  the 
appropriate  protection  system  response. 
Additionally,  any  adverse  change  in  ASI 
would  result  in  a  degradation  in  the  CPC 
monitored  LHR  and  DNBR  margin. 

The  proposed  amendment  does  not  modify 
either  the  LHR  or  DNBR  LCDs.  The  core 
power  distribution  during  all  phases  of 
normal  operation  and  anticipated  operational 
occurrences  will  remain  bounded  by  the 
initial  conditions  assumed  in  Chapter  15  of 
the  LTSAR.  The  COLSS  calculated  POLs  and 
the  CPC-based  LHR  and  DNBR  operating 
limits  will  remain  unchanged.  Increasing  the 
time  to  4  hours  for  restoration  of  LHR  and 
DNBR  to  within  limits  would  reduce  the 
number  and  rate  of  power  reductions.  While 
decreasing  the  potential  for  RPS  actuation, 
the  proposed  change  would  not  significantly 
increase  the  probability  of  exceeding  the  core 
power  operating  limits  based  on  LHR  and 
DNBR.  Therefore,  this  proposed  change  will 
not  significantly  increase  the  probability  or 
consequences  of  an  accident  previously 
evaluated 

Standard  2  -  Create  the  possibility  of  a 
new  or  different  kind  of  accident  frtmi  any 
accident  previously  evaluated. 

The  proposed  amendment  is  limited  to 
changing  administrative  limits  and  does  not 
involve  any  physical  change  to  plant  systems 
or  to  the  COLSS  and  CPC  software.  These 
changes  will  not  affisct  any  safety-related 
equipment  used  in  the  mitigation  of 
anticipated  operationai  occurrences  or  design 
basis  accidents.  The  only  change  resuhing 
from  this  amendment  will  be  to  the 


procedun  for  oparating  when  COLSS  Is  out 
of  service.  The  procedural  changes  will  be 
reviewed  and  Imptemanted  in  accordance 
with  TO  CFR  50.59  and  TS  AdministrativB 
Controls.  The  DNBR  and  LHR  LCOs  are  not 
affected  by  these  changes.  Therefore,  this 
chan^  will  not  create  the  possibility  of  a 
new  or  different  kind  of  accident  from  any 
accident  pravlously  evaluated 

Standard  3  -  Involve  a  significant 
reduction  in  a  Boargin  of  safety. 

TS  LCOs  3.2.1  and  3.2.4  ensure  that 
operation  of  the  reactor  is  within  the  range 
of  conditions  assumed  in  the  Safety  Analysis. 
Therefore,  maintaining  LHR  and  DNBR 
within  the  existing  LCOs  will  ensure  that  no 
anticipated  operational  occurrence  or 
postulated  accident  will  result  in  core 
conditions  exceeding  Specified  Acceptable 
Fuel  Design  Limits  or  the  maxirainn  peak' 
cladding  temperature  of  2200''F  specified  by 
10  CFR  50.46.  The  UFSAR  Chapter  15 
analysis  remains  bounding  because  there  has 
been  no  change  to  the  LHR  and  DNBR  limits. 
Administrative  limits  will  be  in  place  to 
provide  additional  assxu^nce  that  potential 
reductions  In  core  thermal  margin,  while  in 
the  extended  4-hour  ACTION,  will  be  quickly 
detected,  and  should  it  prove  necessffly, 
result  in  a  decrease  in  reactor  power  and 
subsequent  compliance  with  the  LCOs. 
Therefore,  this  change  will  not  result  in  a 
significant  reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewred  the 
licensees'  analysis  and,  based  on  that 
review,  it  a{^peais  that  the  three 
standards  of  50.92(c)  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  re<^ests 
involve  no  sig^ficant  hazards 
consideration. 

Local  Public  Document  Room 
location:  Phoenix  Public  Library,  12 
East  McDowell  Road.  Phoenix,  Arizona 
85004 

Attorney  for  licensees:  Nancy  C. 
Loftin.  Esq.,  Corporate  Secretary  and 
Counsel,  Arizona  PubUc  Service 
Company,  P.O.  Box  53999.  Mail  Station 
9068,  Phoenix,  Arizona  85072-3999 
NRC  Project  Director  Theodore  R. 
Quay 

Carolma  Power  k  Light  Company. 
Docket  No.  50-261,  H.  B.  Robinson 
Steam  Electric  Plant,  Unit  No.  2, 
Darlington  Coonty.  South  Carolina 

Date  of  amendment  request: 
November  20, 1992 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  Technical  Specifications  to  add  a 
requirement  for  a  refueling  interval 
calibration  of  the  Auxiliary  Feedwater 
(AFW)  flow  iostnunentation  and  delete 
the  sepffl-ate  requirement  for  a  refueling 
interval  functional  test  A  change  in  the 
type  of  instrumentation  used  to  monitor 
AFW  flow  resulted  in  a  change  in  the 
method  of  opeiahility  verification 
required.  Tbi  new  instrumentation, 
installed  by  a  plant  modification,  can  be 
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calibrated;  whereas,  the  old 
iiistrumentation  could  only  be 
functionally  tested. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91  (a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  amendment  does  not 
involve  a  significant  increase  in  the 
prot)ability  or  consequences  of  an  accident 
previously  evaluated  because  the  proposed 
amendment  only  provides  a  means  of 
calibration  fortius  equipment.  Since  the 
AFVV  flow  indication  system  provides  the 
operator  suHicient  information  to  allow  for 
the  recognition  and  isolation  of  faulted  AFW 
supply  piping  to  the  steam  generators,  the 
increase  in  accuracy  and  reliability  of  this 
indication  resulting  from  its  calibration 
would  not  involve  a  significant  increase  in 
the  probability  or  consequences  of  an 
accident  previously  evaluated, 

2.  The  proposed  amendment  does  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

Since  the  AFW  flow  indication  system 
does  not  interface  with  any  system  involved 
in  an  accident  initiation  sequence,  the 
possibility  of  a  new  or  different  kind  of 
accident  cannot  be  created  by  introduction  of 
a  new  required  calibration  of  that  system. 
Therefore,  the  proposed  changes  do  not 
create  the  possibility  of  a  new  or  difference 
kind  of  accident  from  any  accident 
previously  evaluated. 

3.  The  proposed  amendment  does  not 
involve  a  significant  reduction  in  the  margin 
of  safety. 

The  subject  instrumentation  calibration  has 
no  imp>act  on  accident  sequences.  The 
improved  reliability  and  accuracy  of  the 
subject  instrumentation,  as  a  result  of  its 
calibration,  serve  to  improve  the  operator's 
ability  to  respond  to  AFW  flow  failure 
events.  This  potentially  improved  response 
to  events  does  not  involve  a  significant 
reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Hartsville  Memorial  Library, 
Home  and  Fifth  Avenues,  Hartsville. 
South  Carolina  29550 

Attorney  for  licensee:  R.  E.  Jones, 
General  Counsel,  Carolina  Power  & 
Light  Company,  P.  O.  Box  1551.  Raleigh, 
North  Carolina  27602 

NRC  Project  Director  Eliror  G. 
Adensam 


Georgia  Power  Company,  Oglethorpe 
Power  Corporation,  Municipal  Electric 
Authority  of  Georgia,  Qty  oiTDalton, 
Georgia,  Docket  No*.  50-424  and  50- 
425,  Vogtle  Electric  Generating  Plant, 
Units  1  and  2,  Burke  County,  Georgia 

Date  of  amendment  request:  May  27, 
1992,  as  supplemented  December  7, 
1992 

Description  of  amendment  request: 
The  proposed  amendments  would 
revise  Sections  3.0  and  4.0  of  the  Vogtle 
Electric  Generating  Plant  Units  1  and  2 
Technical  Specifications  (TS)  to 
incorporate  the  changes  recommended 
in  NRC's  Generic  Letter  87-09,  "Sections 
3.0  and  4.0  of  the  Standard  Technical 
Specifications  (STS)  on  the 
Applicability  of  Limiting  Conditions  for 
Operation  and  Surveillance 
Requirements."  In  this  letter  the  NRC 
has  concluded  that  certain 
recommended  modifications  to  TSs 
3.0.4.  4.0.3.  and  4.0.4  would  clarify  the 
intent  of  these  TSs  and  would  resolve 
three  problems  associated  with  the 
existing  requirements,  as  follows:  (1)  TS 
3.0.4  would  be  revised  to  remove  any 
unnecessary  restrictions  on  operational 
mode  changes  in  those  cases  where 
conformance  with  Action  Statement 
requirements  provides  an  acceptable 
level  of  safety  for  continued  operation 
for  an  unlimited  period  of  time;  (2)  TS 
4.0.3  would  be  revised  to  provide  a  24- 
hour  delay  before  implementing  TS 
Action  Statement  requirements  due  to  a 
missed  surveillance,  in  those  cases 
where  the  allowed  time  to  perform  the 
missed  surveillance  is  less  than  24 
hours;  and  (3)  TS  4.0.4  would  be  revised 
to  assure  that  its  Surveillance 
Requirements  do  not  prevent  the  plant's 
passage  through  or  to  Operational 
Modes  as  required  to  comply  with  TS 
Action  Statement  requirements. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Revision  to  Specification  3.0.4  and 
associated  bases 

a.  The  proposed  change  will  not 
significantly  increase  the  probability  or 
consequences  of  an  accident  previously 
evaluated  because  the  change  simply 
recognizes  thpse  cases  where  conformance  to 
the  action  reduirements  associated  with  an 
LCO  establishes  an  acceptable  level  of  safety 
for  continued  operation  of  the  fecility  for  an 
unlimited  period  of  time.  Generally, 
individual  sptecifications  that  have  action 
requirements;  which  allow  continued 
operation  note  that  Specification  3.0.4  does 
not  apply.  However,  exceptions  to 
Specification!  3.0.4  have  not  tieen 
consistently  Applied.  Rather  than  applying 


individual  exceptions  to  Specification  3.0.4 
(except  in  those  cases  where  an  exception  to 
Specification  3.0.4  exists  and  the 
specification  does  not  satisfy  the  provisions 
under  which  mode  changes  an  permitted  by 
the  revision  to  Specification  3.0.4)  the     - 
revision  to  Specification  3.0.4  defines  the 
conditions  under  which  the  requirements  do 
apply.  Furthermore,  Georgia  Power  Company 
concurs  with  the  NRC  staff  position  that  good 
practice  dictates  that  plant  startup  should 
normally  be  Initiated  only  when  all  required 
equipment  is  operable,  and  that  startup  with 
Inoperable  equipment  must  be  the  exception 
rather  than  the  rule.  Therefore,  since  the 
proposed  change  wiij  ensure  consistent 
application  of  Specification  3.0.4  while 
continuing  to  ensure  an  acceptable  level  of 
safety  for  continued  operation  of  the  facility, 
the  prol)ability  or  consequences  of  an 
accident  previously  evaluated  will  not  be 
significantly  increased. 

b.  This  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated.  If  an  LCO  has  action  requirements 
that  permit  continued  operation  for  an 
unlimited  period  of  time,  it  follows  that  an 
acceptable  level  of  safety  is  provided  by 
conformance  to  those  action  requirements. 
Therefore,  the  proposed  change  does  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

c.  The  proposed  change  will  not  involve  a 
significant  reduction  in  a  margin  of  safety.  As 
previously  stated,  the  proposed  revision  to 
Specification  3.0.4  defines  the  conditions 
under  which  Specification  3.0.4  applies.  The 
feet  that  the  action  requirements  allow  for 
continued  operation  of  the  facility  for  an 
unlimited  period  of  time  implies  that  an 
acceptable  level  of  safety  is  provided  for  and 
maintained  by  conformance  to  the  action 
requirements.  Therefore,  it  follows  that  the 
prop>osed  change  does  not  involve  a 
significant  reduction  in  a  margin  of  safety. 

2.  Deletion. ..of  individual  exceptions  to 
Specification  3.0.4.  Where  individual 
specifications  satisfy  the  provisions  of 
revised  Specification  3.0.4  under  which 
mode  changes  would  be  allowed,  the 
individual  exemption  statements  have  l>een 
deleted  or  added,  as  necessary.  The  following 
specifications  and  tables  are  affected  by  this 
change: 

Specification 

3.1.3.2,  3.2.4,  3.3.3.1.  3.3.3.2,  3.3.3.3, 

3.3.3.4,  3.3.3.9,  3.3.3.10,  3.3.3.11,  3.4.10. 

3.7.1.5,  3.7.9,  3.7.10,  3.8.4.1,  3.9.7,  3.9.9, 
3.9.11,  3.9.12,  3.11.1.1,  3.11.1.2.  3.11.1.3. 

3.11.1.4,  3.11.2.1,  3.11.2.2,  3.11.2.3.  3.11.2.4, 

3.11.2.5,  3.11.2.6,  3.11.3.  3.11.4.  3.12.1. 
3.12.2,3.12.3 

Table 

3.3-1,3.3-2.3.3-8 

a.  The  proposed  change  will  not 
significantly  increase  the  probabillfy  or 
consequences  of  an  accident  previously 
evaluated.  Each  specification  listed 
above.. .presently  contains  an  exception  to  the 
provisions  of  Specification  3.0.4.  Georgia 
Power  Company  has  determined  that  all. or 
part  of  these  specifications  listed  al>ove 
satisfy  the  provisions  of  revised  Specification 
3.0.4  under  which  mode  changes  would  be 
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^lowa^  hi  alk«  wonk.  each  spKiAcation 
has  actiae  M^iwnnnti  whidt  pnwida  an 
acceptable  lave)  of  Miity  for  conHmiad 

pcned  of  tki*.  Tfcaaairirii  tat  accoidaoce  with 
Generic  Latter  S7-08  tlw  iadividual 
cxcaptioM  to  Specifkations  3.0.4  are  no 
longer  raquired  aad  tfaouU  be  deiatod  in 
order  to  a«oMl  coafciinn  about  the 
applicability  of  Spadfication  3.0.4.  The  net 
effect  is  durt  thace  is  no  change  in  die 
requirements.  Tte  individual  exceptions  to 
Specification  3.0.4  will  be  replaced  by 
revised  Specification  3^0i4.  The  exception  to 
3.0.4  is  being  added  to  Spe^ificahoa  3.7.1.2 
to  cl^fy  <Jat  mode  changes  are  not  allowed 
with  three  auxiliary  feedwater  pvunps 
inoperable.  Since  diece  is  no  net  change  in 
the  lequieenients.  it  follo*«  that  the  proposed 
change  will  aot  sigpificaiitly  inoeaae  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

b.  This  change  does  not  create  the 
f>ossibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated.  Since  there  is  no  net  change  in  the 
requirements,  it  follows  that  there  is  no 
possibility  of  a  new  or  different  kind  of 
accident  as  a  result  of  this  change. 

c.  The  proposed  change  will  not  involve  a 
significant  reduction  in  the  margin  of  safety 
b«3use  there  is  no  net  change  in  the 
requirements. 

3.  Revision  to  Specifieatioa  4.0.3  and 
associated  bases 

a.  The  proposed  change  will  not 
significantly  increase  thi  probability  or 
consequence*  of  an  accident  previously 
evaluated  The  existing.. .Technical 
SpeciGcatioBS  state  tiiat  the  allowable  outage 
time  limits  apply  upon  discovery  that  a 
required  surveillance  has  been  inadvertently 
omitted.  Therefore,  the  only  change  in 
requirements  associated  with  adopting  the 
wording  of  Generic  Letter  87-09  for 
Specification  4.0.3  and  its  associated  bases 
involves  the  addition  of  a  24-hour  interval  for 
performing  a  missed  surveillance  if  the 
allowable  ootage  time  is  less  than  24  hours. 
Generic  Letter  87-e9  states  that  it  is  overly 
conservative  to  assume  that  systems  oi 
components  are  inoperable  when  a 
surveillance  requirement  has  not  been 
performed.  The  letter  further  states  that  the 
majority  of  surveillances  demonstrate  that 
systems  or  components  in  fact  are  operable, 
and  when  a  surveillance  is  missed  it  is 
primarily  a  question  of  verification  of 
operability  by  the  performance  of  the 
required  surveillance.  In  some  cases,  the 
condition  of  a  missed  surveillance  could 
force  a  plant  shutdown  which  would  be 
unnecessary  if  in  fact  the  system  or 
component  in  question  was  oparabla  If  a 
plant  shutdown  is  required  before  a  missed 
surveillance  is  completed,  it  is  likely  that  it 
would  be  conducted  vkihile  the  plant  is  being 
shut  dawn  because  completion  of  a  missed 
surveillance  could  terminate  the  shutdown 
requirement  This  1*  undesirable  since  it 
increases  the  risks  to  the  plant  and  public 
safety  toe  tw«  reasons.  First,  the  plant  would 
be  in  a  ir^^fu'"*  stale  involving  changing 
plant  nMwtilifff^'  that  offer  the  potential  for 
an  upset  that  could  lead  to  a  demand  for  the 
system  or  componaat  being  tested.  Secondly. 


a  shutdown  wDuM  iacnass  thn  prassur*  OB 
the  plvrt  staff  to  axpedkionsly  caoiplala  thn 
requlnd  aurraiUukca  so  thai  thn  plut  could 
be  returned  to  power  operation.  This  would 
further  increase  the  potential  tar  a  plant 
upset  when  both  the  shutdown  ana 
susraiHeace  actlrities  place  a  demand  on  the 
plant  operations.  The  NRC  staff  has 
concluded  that,  baaed  on  consideration  of 
plant  conditions,  adequate  planning, 
availability  of  personnel,  time  required  to 
perform  the  missed  surveillance,  and  the 
safety  significance  of  the  delay  in  completion 
of  Ae  surreiHaBce,  24  hours  would  be  an 
acceptable  time  limit  for  completing  a  missed 
surveillance  when  the  allowable  outage  tima 
limit  is  less  than  24  hours  or  when  shut«iown 
action  requirements  apply.  Furthennme.  the 
NRC  staff  concludes  that  the  24-hour  time 
limit  would  balance  the  risks  associated  with 
an  allowance  for  completing  the  surveillance 
within  this  period  against  the  risks  associrted 
with  the  potential  fm  a  plant  upset  and 
challenge  to  safety  systems  when  the 
alternative  is  a  shutdown  to  comply  with 
action  requirements  before  the  surveillance 
can  be  completed.  Finally,  the  deletion  of  the 
statement  that  exceptions  to  Specification 
4.0.3  are  noted  in  individual  specifications  is 
an  administrative  change  since  the  implied 
exceptions  do  not  exist.  Specification  4.0.3 
always  applies. 

Georgia  Power  Company  agrees  with  the 
evaluation  of  the  NRC  staff  as  presented  in 
Generic  Letter  87-09  and  therefore  concludes 
that  this  aspect  of  the  revision  to 
Specification  4.0.3  will  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

b.  This  change  does  not  create  the 
possibility  of  a  new  or  different  Idnd  of 
accident  firom  any  accident  previously 
evaluated.  As  stated  in  item  3a  above,  the 
proposed  revision  should  minimize  the 
potential  for  a  plant  upset  due  to  efforts  to 
comply  with  an  LCO  in  the  event  of  a  missed 
surveillance.  The  deletion  of  the  statement 
regarding  noted  exceptions  to  Specification 
4.0.3  is  an  administrative  change  since  the 
noted  exceptions  do  not  exist.  Therefore,  this 
change  does  not  create  the  possibility  of  a 
new  or  different  kind  of  accident. 

e.  The  proposed  change  does  not  involve 
a  significant  reduction  in  the  margin  of 
safety.  Equipment  operability  will  continue 
to  be  verified  as  required  by  the  Technical 
Specifications.  The  proposed  revision  should 
minimize  the  potential  for  plant  upset  due  to 
efforts  to  meet  an  LCO  in  the  event  of  a 
missed  surveillance.  The  deletion  of  the 
statement  regarding  noted  exceptions  to 
Specification  4.0.3  is  administrative  since  the 
noted  exceptions  do  not  exist.  Therefore,  this 
change  does  not  involve  a  significant 
reduction  in  the  margin  of  safety. 

4.  Revision  to  Specification  4.0.4  and 
associated  bases 

a.  The  proposed  change  will  not 
significantly  increase  the  probability  or 
consequences  of  an  accident  previously 
evaluated.  As  discussed  in  item  3a.  the 
potential  for  a  plant  upset  and  challenge  to 
safety  systems  is  heightened  if  surveillances 
are  performed  during  the  transition  to      • 
shutdown  to  comply  with  action 


requiremenU.  md  it  should  not  apply  wAnn 
mode  changes  an  iapoeiwt  by  actian 
requirements.  Since  me  proposed  change 
should  reduce  the  potential  for  plant  upset 
and  ch^lenge  to  sefety  lystame,  tiiere  ia  ao 
significant  incsease  in  the  pcofaataility  or 
consequences  of  an  eccideot  previoualy 
evahiated. 

b.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  diSisrent  kind  of 
accident  from  any  accident  previously 
evaluated.  As  stated  in  item  4a,  this  diangp 
should  reduce  Ae  potential  fbr  plant  upset 
and  challenge  to  safety  systems.  This  changa 
is  a  clfflification  which  will  facilitate 
confonnaoce  to  action  reqoireinents  when 
mode  changes  are  cequirad.  Tharafara,  die 
change  does  not  areata  tbe  poesibility  of  a 
new  or  different  kind  of  accident  from  any 
accident  previously  evaluated. 

c.  The  proposed  change  does  not  involve 
a  significant  reduction  in  the  margin  of 
safety.  The  paoposed  change  is  a  clarification 
which  will  facilitate  compliance  with  action 
requirements  when  mode  changes  are 
required.  The  result  should  be  an 
enhancement  to  plant  safety  in  the  event  diat 
inoperable  equipment  or  an  out  of  limit 
condition  requires  a  plant  shutdown. 
Therefore,  there  is  not  significant  reduction 
in  the  margin  of  safaty. 

5.  Revision  of  the  bases  fbr  Specifications 

3.0.1, 3.a2,  a.o.j.  a.a*.  4.0.1, 4.0.2. 4.0.3. 

4.0.4,  and  4.0.5 

a.  The  proposed  change  will  not 
signific^ly  increase  the  probability  or 
consequences  of  an  accident  previously 
evaluated  because  the  Technical 
Specification  requirements  have  not  changed 
(i.e.,  Specifications  3.ai,  3.0.2,  3.0.3.  3,a4, 
4.0.1,  4.0.2, 4.0.3, 4J).4,and  4JD.5).  The  bases 
associated  with  these  requirements  have 
simply  been  rewritten  for  clarity.  Therefore, 
there  will  be  no  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

b.  The  proposed  change  will  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated.  As  stated  in  item  5«,  there  are  no 
changes  to  the  requirements  proposed.  The 
proposed  change  will  result  in  improved 
bases  for  the  subject  specifications. 
Therefare.  there  is  no  possibility  of  a  new  or 
different  kind  of  accident  from  any 
previously  evaluated. 

c.  The  proposed  change  will  not  involve  a 
significant  redtiction  in  the  margin  of  safisty 
because  the  requirements  have  not  changed. 

The  staff  has  reviewed  the  licensee's 
no  significant  hazards  analysis  given 
above.  Based  an  this  review  and  the 
consistency  of  the  proposed  dianges 
with  those  recommendsd  in  GensriJc 
Letter  87-09,  the  staff  proposes  to 
determine  that  the  proposed 
amendmaots  meet  the  three  10  CFR 
50.92(c)  standards  and  do  not  involve  d 
significant  hazards  consideration. 

Local  Pabhc  Docament  Room 
location:  Brake  County  PubHc  Library, 
412  Fmirth  Street.  Waynesboro,  Geoi^ 
30830. 

Attorney  for  licensee:  Mr.  Artbur  R 
Domby,  Troutman,  Sanders. 
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NationsBank  Plaza.  Suite  5200,  600 
Peachtree  Street.  NE.,  Atlanta,  Georgia 
30308-2210. 

NRC  Project  Director:  David  B. 
Matthews 

Georgia  Power  Company,  Oglethorpe 
Power  Corporation,  Municipal  Electric 
Authority  of  Georgia,  Qty  ofDalton, 
Geor^a,  Docket  Nos.  50-424  and  50- 
425,  Vogtie  Electric  Generating  Plant, 
Units  1  and  2,  Burke  County,  Geoi^ 

Date  of  amendment  request: 
Etecember  7, 1992 

Description  of  amendment  request: 
The  proposed  amendments  would 
revise  the  Technical  Specifications  (TS) 
to  change  the  frequency  of  reporting  the 
quantity  of  each  of  the  principal 
radionuclides  released  from  the  plant 
site  to  imrestricted  areas  in  liquid  and 
in  gaseous  eflluents  from  semiannual  to 
annual.  These  changes  would  be 
implemented  by  further  modifying 
certain  related  changes  (TS  Sections 
1.19,  6.8.1,  and  6.13.2)  proposed  by  the 
licensee  with  respect  to  NRC  Generic 
Letter  (GL)  89-19  on  March  4, 1992,  that 
were  noticed  in  the  Federal  Register  on 
Augixst  19. 1992  (57  FR  37565). 
Specifically,  the  title  "Annual 
Radioactive  Effluent  Release  Report" 
would  be  used  instead  of  "Semiannual 
Radioactive  Effluent  Release  Report." 
This  title  appears  in  TSs  1.19,  6.8.1, 
6.13.2.  and  TS  Index  page  XXIII. 

The  proposed  change  for  TS  6.8.1 
would  also  require  that  the  Annual 
Radioactive  Effluent  Release  Report 
covering  the  operation  of  the  imit 
during  the  previous  calendar  year  be 
submitted  before  May  1  of  each  year, 
and  that  the  quantity  of  solid  waste 
releases  be  reported  on  an  annual,  rather 
than  a  semiannual,  basis. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  noticed  in  the  Federal  Register  on 
August  31.  1992  (57  FR  39353),  the  NRC 
has  amended  10  CFR  50.36a  to  reduce 
the  required  frequency  of  reporting  the 
quantity  of  each  principal  radionuclide 
released  to  imrestricted  areas  in  liquid 
and  gaseous  effluents  from  semiannual 
to  annual.  The  proposed  amendments 
would  revise  the  TS  to  be  consistent 
with  the  revised  regulation.  The 
reporting  requirement  for  solid  wastes  is 
not  addressed  by  the  revised  10  CFR 
50.36a.  However,  to  be  consistent  with 
the  proposed  changes  for  liquid  and 
gaseous  effluents,  the  licensee  proposes 
that  the  quantity  of  solid  waste  releases 
also  be  reported  on  an  annual  basis. 

As  required  by  10  CFR  50.91(a).  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 


1.  The  propoaed  changai  do  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  fseviously 
evaluated.  The  proposed  changes  are 
administrative  In  nature  and  do  not  involve 
any  change  to  the  configuiation  or  method  of 
operation  of  any  plant  equipment  that  is  used 
to  mitigate  the  consequences  of  an  accident. 
Also,  the  proposed  changes  do  not  altar  the 
conditions  or  assumptions  in  any  of  the  Final 
Safety  Analysis  Report  (FSAR)  accident 
analyses.  Since  the  FSAR  accident  analyses 
remain  bounding,  tlia  radiological 
consequences  pceviously  evaluated  are  not 
adversely  affected  by  the  proposed  changes. 
Theiefoie.  it  can  be  concluded  that  the 
proposed  changes  do  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

2.  The  proposed  changes  do  not  create  the 
possibili^  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated.  The  proposed  changes  are 
administrative  in  nature  and  do  not  involve 
any  change  to  the  configuration  or  method  of 
operation  of  any  plant  equipment  that  is  used 
to  mitigate  the  consequences  of  an  accident 
Accordingly,  no  new  failure  modes  have 
l>een  defined  for  any  plant  system  or 
component  important  to  safety  nor  has  any 
new  limiting  failure  been  identified  as  a 
result  of  the  proposed  changes.  Also,  there 
will  be  no  change  in  the  types  or  increase  in 
the  amount  of  effluents  released  offsite. 
Therefore,  it  can  be  concluded  that  the 
proposed  changes  do  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

3.  The  proposed  changes  do  not  involve  a 
significant  reduction  in  a  margin  of  safety. 
The  proposed  changes  are  administrative  in 
nature  and  do  not  adversely  impact  the 
plant's  ability  to  meet  applicable  regulatory 
requirements  related  to  liquid  and  gaseous 
effluents,  and  solid  waste  releases.  The 
proposed  cliangels]  would  also  eliminate  an 
unnecessary  biuden  of  governmental 
regulation  without  reducing  protection  for 
public  health  and  safety.  Therefore,  it  can  be 
concluded  that  the  proposed  changes  do  not 
involve  a  significant  reduction  in  a  margin  of 
safety. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration.     . 

Local  Public  Document  Room 
location:  Burke  County  Public  Library, 
412  Fourth  Street.  Waynesboro,  Georgia 
30830. 

Attorney  for  licensee:  Mr.  Arthur  H. 
Domby,  Esquire,  Troetman,  Sanders, 
NationsBank  Plaza.  Suite  5200,  600 
Peachtree  Street,  NE.,  Atlanta,  Georgia 
30308-2210. 

NRC  Project  Director:  David  B. 
Matthews 


Houston  lighting  ft  Power  Caaq>any, 
Qty  Pnblk  Sarvka  Board  of  Sen 
AntoniOtCantral  Power  and  Li^ 
Company,  Qty  of  Aoetia,  Taxaa,  Docket 
Nos.  50-498and  S(M89.  S«dh  Tcsm 
Project,  Unit*  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request: 
September  28. 1992,  as  supplemented 
on  November  12, 1992. 

Description  of  amendment  request: 
Two  proposed  changes  to  the  Technical 
Specification  (TSs)  were  included  in  the 
submittal.  The  first  change  is  to  replace 
the  variable  shutdown  margin 
requirements  for  Modes  1  and  2  Mrith  a 
constant  value  for  all  values  of  boron 
concentration.  The  second  change  is 
intended  to  clarify  when  an  overall 
reactivity  balance  is  to  be  performed  to 
confirm  core  design  predictions,  and 
hence  validate  shutdown  margin. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration.  The  NRC  staff  has 
reviewed  the  licensee's  analysis  against 
the  standards  of  10  CFR  50,92(c).  The 
NRC  staff's  review  is  presented  below. 

1.  The  proposed  changes  do  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an 
accident  previously  evaluated. 

Figure  3.1-1  of  the  TSs  presently 
requires  that  shutdown  margin  be 
maintained  as  a  function  of  boron 
concentration  for  Modes  1,  2,  3.  and  4. 
The  shutdown  margin  is  a  constant 
value  of  1.75  percent  ^k/k  up  to  a  boron 
concentration  of  900  ppm  and  then 
increases  linearly  with  boron 
concentration.  The  presence  of  the 
variable  shutdown  requirement  for 
Modes  1  and  2  may  place  the  plant  in 
a  condition  that  is  more  restrictive  than 
required  in  order  to  meet  its  safety 
analysis.  The  use  of  longer  fuel  cycles 
will  cause  the  reactor  core  to  be  more 
reactive  at  beginning  of  life  (BOL).  This, 
in  turn  causes  the  "all  rods  in"  critical 
boron  concentration  to  increase  at  BOL. 
Use  of  the  ciurent  Figure  3.1-1  of  TS 
3.1.1.1  requires  additional  shutdown 
margin  over  the  1.75  percent  ^k/k  for  the 
higher  boron  concentrations.  For  Modes 
1  and  2,  the  safety  analyses  were 
performed  using  a  constant  value  of  1.75 
percent  ^k/k,  so  any  shutdown  margin 
above  that  is  more  than  is  required  to 
meet  the  safety  analysis. 

The  licensee  is  also  requesting  that 
the  surveillance  requirement  as  stated  in 
TS  4.1.1.1.2  be  exempt  frtim  the 
requirements  of  TS  4.0.4.  TS  4.1.1.1.2 
requires  that  "the  overall  core  reactivity 
balance  shell  be  compared  to  predicted 
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values  to  demonstrate  agreement  within 
+1  percent  ^k/k  at  least  once  per  31 
Effective  Full  Power  Days."  Tlie  TS  is 
applicable  in  Modes  1.  2.  3.  and  4. 
There  is  no  exemption  from  TS  4.0.4.  TS 
4.0.4  prevents  a  mode  change  unless  all 
surveillance  requirements  are  met 
Therefore,  as  written.  TS  4.1.1.1.2 
would  have  to  be  satisfied  before  entry 
into  Mode  4  and  each  succeeding  mode. 
However,  performing  a  reactivity 
balance  prior  to  criticality  is  not 
possible.  As  part  of  a  normal  reactor 
startup  process,  an  estimated  critical 
condition  (ECC)  is  performed.  If  the  ECC 
is  in  error  by  a  specified  amount,  plant 
procedures  are  followed  to  ascertain  the 
soiutx  of  the  error  and  to  take 
appropriate  action. 

For  the  above  stated  reasons,  the 
proposed  TS  changes  do  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

2.  The  proposed  changes  do  not  create 
the  possibiUly  of  a  new  or  different  kind 
of  accident  from  any  previously  stated. 

The  design  basis  for  the  shutdown 
margin  in.Modes  1  and  2  is  unchanged. 

The  proposed  change  in  the 
applicability  of  surveillance 
requirement  (TS  4.1.1.1.2)  does  not 
affect  the  accuracy  of  the  parameters 
used  in  the  shutdown  margin 
calculation  performed  for  compliance 
with  TS  3.1.1.1. 

For  the  above  reasons,  the  proposed 
changes  do  not  create  the  possibility  of 
a  new  or  different  accident  from  any 
previously  stated. 

3.  The  proposed  changes  do  not 
involve  a  significant  reduction  in  a 
margin  of  safety. 

The  design  basis  for  the  shutdown 
margin  in  Modes  1  and  2  remains 
unchanged. 

The  proposed  change  in  the 
surveillance  requirement  does  not  affect 
the  accuracy  of  the  parameters  used  in 
the  shutdown  margin  calculation 
performed  for  compliance  with  TS 
3.1.1.1. 

For  the  above  reasons,  the  proposed 
changes  do  not  involve  a  significant 
reduction  in  the  margin  of  safety. 

Based  on  this  review,  it  appears  that 
the  three  standards  of  10  CFR  50.92(c) 
are  satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the  request 
for  amendments  involves  no  significant 
hazards  consideration. 

Local  Public  Document  Room 
location:  Wharton  County  Junior 
College, ).  M.  Hodges  Learning  Center. 
911  Boling  Highway.  Wharton,  Texas 
77488. 

Attorney  for  licensee:  Jack  R. 
Newman,  Eisq..  Newman  &  Holtzinger, 


P.C  1615  L  Street.  N.W.,  Waahington, 
D.C  20036 
NRC  Project  Director:  Suzanne  C 

Black 

Indiana  Michigan  Power  Company. 
Docket  Noa.  50-313  and  50-316.  Donald 
C  Cook  Nuclear  Plant.  Unit  Noa.  1  and 
2,  Berrien  County.  Michigan 

Date  of  amendment  request:  February 

12. 1992 

Description  of  amendment  request: 
The  proposed  amendments  would 
change  Technical  Specifications  to 
reflect  the  addition  of  clean  water  tanks 
and  associated  pumps,  piping,  and 
valves  to  the  fire  suppression  water 
system  in  Units  1  and  2. 

Basis  for  proposed  no  significant 
hazards  consideration  detenhination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

(1)  Involve  a  significant  increase  in 
the  probability  or  consequences  of  an 
accident  previously  evaluated. 

[The  profKJsed  amendment  does  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated.]  The  newly  installed 
fire  water  storage  tanks  and  their  three 
associated  pumps  will  supply  enough  water 
and  pumping  capability  to  be  able  to  put  out 
the  largest  single  fire  hazard  even  if  one  of 
the  three  pumps  fail,  which  is  in  accordance 
with  Branch  Technical  Position  APSCB  9.5- 
1.  Maintaining  two  of  the  existing  pumps  that 
take  suction  off  of  Lake  Michigan  is  an  added 
conservatism  that  results  in  Cook  Nuclear 
Plant  having  two  completely  separate  and 
independent  sources  of  fire  suppression 
water.  Consequently,  the  proposed  changes 
to  the  Cook  Nuclear  Plant  design  and 
Technical  Specifications  will  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

(2)  Create  the  possibility  of  a  new  or   . 
different  kind  of  accident  from  any 
previously  analyzed. 

(The  proposed  amendment  does  not  create 
the  possibility  of  a  new  or  different  kind  of 
accident  from  any  previously  analyzed.)  The 
proposed  system  is  designed  in  accordance 
with  10CFR50  Appendix  A  General  Design 
Criterion  3.  As  such,  no  new  potential  fire 
hazards  will  he  located  in  the  vicinity  of  any 
structures,  systems,  or  components  important 
to  safety.  In  addition,  the  effects  of  the  fire 
water  storage  tanks  rupturing  have  been 
analyzed  to  ensure  that  the  safety  capability 
of  structures,  systems,  or  components 
important  to  safety  is  not  impaired. 

In  addition,  by  having  the  two  pumps  that 
take  suction  from  Lak|  Michigan,  we  will 
still  have  a  readily  available  source  of  fire 
suppression  water  in  the  event  that  the  tanks 
fail.  Consequently,  the  proposed  changes  will 
not  create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  previously 
analyzed. 


(3)  Involve  a  significant  reduction  in 
a  margin  of  safety. 

[The  proposed  amendment  does  not 
involve  a  significant  reduction  in  the  margin 
of  safety!  The  margin  of  safety  was  carefully 
considered  in  the  design  of  the  proposed 
system.  It  was  realized  early  in  the  design 
process  that  if  we  did  not  maintain  the 
capability  to  obtain  water  from  [the]  Lake 
Michigan  then  the  overall  margin  of  safety 
would  be  reduced  for  two  reasons. 

First.  Lake  Michigan  is  essentially  an 
infinite  source  of  water  and  the  tanks  are  not 
Second.  If  both  tanks  catastrophically  failed, 
no  fire  suppression  water  would  exist  until 
an  alternate  source  was  established. 

The  number  of  pumps  is  also  important  to 
the  margin  of  safet>'.  Although  only  three 
pumps  are  needed  to  meet  the  requirements 
of  Branch  Technical  Position  APSCB  9.5-1,  a 
reduction  in  the  number  of  pumps  from  four 
in  the  existing  system  to  three  in  the  new 
system  would  also  reduce  the  margin  of 
safety. 

However,  zebra  mussel  infestation  of  the 
existing  system  also  poses  the  potential  to 
reduce  the  margin  of  safety.  Therefore,  it  was 
decided  to  install  a  new  system  with  clean 
water  stored  in  tanks  and  to  also  maintain 
two  of  the  existing  diesel-engine-driven  lake 
pumps  in  the  new  system  design.  In  this 
manner  we  address  the  zebra  mussel  problem 
and  maintain  the  capability  of  obtaining 
water  from  Lake  Michigan.  We  also  increase 
the  number  of  pumps  irom  four  in  the 
existing  system  to  five  in  the  new  system.  By 
keeping  the  lake  pumps  isolated  we 
eliminate  any  concern  that  the  new  portion 
of  the  system  will  become  Infested  with  zebra 
mussels.  Periodically  starling  the  lake  pimips 
and  flushing  their  discharge  piping  per  the 
proposed  T/Ss  requirements,  and  chemically 
treating  the  pumps  and  discharge  piping  will 
help  to  ensure  that  they  will  be  kept 
operational  and  bee  of  zebra  mussels.  By 
increasing  the  number  of  pumps,  having 
diversity  in  our  available  water  sources,  and 
addressing  the  zebra  mussel  problem,  we 
have  not  only  addressed  the  design  issues 
that  may  have  potentially  reduced  the  margin 
of  safety,  but  have  actually  increased  the 
margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  50.92(c)  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  request 
involves  no  significant  hazards 
consideration. 

Local  Public  Document  Room 
location:  Maude  Preston  Palenske 
Memorial  Library,  500  Market  Street,  St 
Joseph,  Michigan  49085. 

Attorney  for  licensee:  Gerald  CbamoCF. 
Esq.,  Shaw,  Pittman,  Potts  and 
Trowbridge,  2300  N  Street,  NW. 
Washington,  DC  20037. 

NRC  Project  Director:  L.  B.  Marsh. 
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Niagara  Mirfiawk  Power  Corpm^on, 
Docket  No.  50-410.  Nine  Kfila  Point 
Nuclmr  Station,  Unit  2,  Oswego 
County,  New  York 

Date  of  amendment  request: 
November  24, 1992 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
Section  6.0.  "AdmlnistrativB  Controls," 
of  the  Technical  Specifications  (TS).  TS 
6.5.1  would  be  revised  to  reflect  changes 
in  the  size  and  composition  of  the 
Station  Operations  Review  Committee 
(SORC)  that  are  intended  to  improve  the 
efficiency  of  the  station  review  function. 
TS  6.5.3.6  would  be  revised  to  change 
the  quorum  requirements  for  the  Safety 
Review  and  Audit  Board  (SRAB)  to 
ensure  membership  continuity  during 
scheduled  meetings.  TS  6.3  and  6.4 
would  be  revised  to  delete  several 
references  and  thereby  improve 
consistency  with  10  CFR  Part  55. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

The  operation  of  NMP2  [Nine  Mile  Point 
Nuclear  Station,  Unit  2],  in  accordance  with  ^ 
the  proposed  amendment,  will  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  changes  to  Technical 
Specification  6.5.1  are  consistent  with  STS 
(Standard  Technical  Specifications] 
guidelines  regarding  number  of  members 
associated  with  a  "Unit  Review  Group", 
designated  at  NMP2  as  the  "Station 
Operations  Review  Committee  (SORQ". 
Proposed  changes  to  the  SORC  quorum 
requirements  incorporate  BWR  [boiling-water 
reactor]  STS  guidelines  combined  with  later 
operating  BWR  plant  provisions  regarding 
establishment  of  a  SORC  Vice-Chairman 
position.  The  SORC  Vice-Chainnan  position, 
with  duties,  responsibilities  and 
qualifications  similar  to  those  of  the  SORC 
Chairman,  is  adopted  from  later  operating 
BWR  plant  provisions  found  acceptable  to 
the  NRC.  In  addition,  the  authority  presently 
granted  to  the  SORC  Chairman  to  appoint 
alternate  SORC  members  and  to  convene 
SORC,  is  extended  to  the  Vice-Chairman. 

These  changes  provide  a  flexibility  in  the 
Implementation  of  the  SORC  review  process 
which  should  enhance  the  timeliness  of 
respKsnse  to  routine  activities  as  well  as  to 
emerging  circumstances  requiring  SORC 
review.  During  SORC  Chairman  absence,  the 
Vice-Chairman  position  assures  the 
continuity  required  for  effective 
Implementation  of  the  day-to-day  SORC 
functions.  Continued  technical  adequacy  of 
the  process  is  assured  by  retention  of  existing 
procedural  controls  requiring  verification 
that  SORC  members  or  alternates  present 
have  appropriate  technical  background 
lecessary  for  an  adequate  safety  review  of 


agenda  items,  as  well  as  the  requirements  to 
designate  other  personnel,  as  nsoesaaiy,  for 
attendance  at  meetings  where  additional 
information  or  expertise  is  needed. 

The  SORC  function  of  advising  the  Plant 
N4anager  on  all  matters  related  to  nuclear 
safety,  as  stated  in  TS  6.5.1.1,  remains 
imchanged.  Similarly,  the  specific  SORC 
responsibilities  detailed  in  TS  6.5.1.6  are  not 
affected  by  the  proposed  changes.  The 
number  of  alternates  permitted  by  TS  6.5.1. 3 
remains  unchanged  thereby  maintaining  the 
present  condition  that  there  always  be  at 
least  a  majority  at  each  SORC  meeting  who 
are  permanent  SORC  members. 

The  proposed  change  to  the  SRAB  quorum 
meets  the  requirements  of  ANSI  [American 
National  Standards  Institute]  N18.7-1976 
Sections  4.3.2.1  and  4.3.2.3.  These  require 
that  the  committee  consist  of  no  less  than 
five  (5)  persons  and  that  the  quorum  consist 
of  not  less  than  a  majority  of  the  principles 
or  duly  appointed  alternates.  This  will 
ensure  membership  continuity  during 
scheduled  meetings.  The  proposed  changes 
are  consistent  with  STS  guidelines,  ANSI 
N18.7-1976  and  the  SRAB  charter. 

The  proposed  changes  to  TS  6.3  and  6.4  are 
administrative  in  nature  and  since  no 
changes  will  be  made  to  the  Operator  and 
Senior'Operator  license  training  programs, 
there  is  no  impact  on  nuclear  safety. 

The  proposed  changes  do  not  affect  any 
accident  precursors  and  do  not  alter  or 
modify  existing  limitations  on  the  function, 
use  of  alternates,  and  responsibilities  of  the 
SORC.  Addition  of  STS  and  later  operating 
BWR  plant  provisions  applicable  to  NMP2 
assures  retention  of  an  adequate  level  and 
quality  of  review  of  matters  related  to  nuclear 
safety,  and  therefore  does  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  operation  of  NMP2,  In  accordance 
with  the  proposed  amendment,  will  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

The  proposed  changes  for  NMP2  Technical 
Specification  Section  6.0  are  based  on  STS 
guidelines  and  on  later  operating  BWR  plant 
provisions  found  acceptable  to  the  NRQ 
These  proposed  changes  have  been  reviewed 
for  acceptability  at  NMP2  considering 
similarity  of  NMP2  nuclear  safety  review 
processes  versus  the  STS  and  later  operating 
BWRs.  No  new  conditions  of  operation  are 
introduced  by  the  proposed  changes.  The 
proposed  changes  do  not  modify  existing 
setpoints  or  design  assumptions  for  system 
operation. 

Since  the  proposed  changes  do  not  alter 
the  functions  and  responsibilities  of  SORC 
and  SRAB  to  review  matters  related  to 
nuclear  safety,  do  not  modify  the  present 
level  of  plant  system  operability,  and  do  not 
affect  the  Operator  and  Senior  Operator 
license  training  programs,  the  proposed 
amendment  does  not  create  the  possibility  of 
a  new  or  different  kind  of  accident  from  any 
accident  previously  evaluated. 

The  operation  of  NMP2,  in  accordance 
with  the  proposed  amendment,  will  not 
involve  a  significant  reduction  in  a  margin  of 
safety. .  / 


The  proposed  changes  to  Technical 

Specification  Section  6.0  repratent  a   

combination  of  present  requirements,  STS 
guidelines  and  provisions  that  have  been 
fbimd  acceptable  for  use  on  other  operating 
BWRs  with  review  processes  similar  to  those 
at  NMP2.  The  proposed  SORC  changes  are 
intended  to  provide  the  flexibility  required 
for  continued  timely  SORC  review  of  routine 
activities  as  well  as  review  of  emergent 
conditions,  without  compromising  tiie 
technical  adequacy  of  the  process.  The 
proposed  SRAB  q\iorum  requirements  will 
ensure  membership  continuity  during 
scheduled  SRAB  meetings. 

Existing  procedural  administrative  controls 
requiring  verification  that  SCM<C  members  or 
alternates  present  have  appropriate  technical 
background  necessary  for  an  adequate  safety 
review  of  agenda  items,  as  well  as  the 
requirements  to  designate  other  personnel,  as 
necessary,  for  attendance  at  meetings  where 
additional  information  or  expertise  is 
needed,  remain  in  effect. 

Since  the  proposed  changes  are  based  on 
STS  guidelines  and  NRC  accepted  provisions 
at  other  operating  plants  that  are  appUcable 
at  NMP2,  and  since  procedural 
administrative  controls  remain  in  place  to 
assiue  presence  of  adequate  technical 
expertise  during  the  SORC  review  process, 
the  proposed  changes  do  not  involve  a 
significant  reduction  in  a  margin  of  safety. 

Therefore,  based  on  the  above  evaluation, 
Niagara  Mohawk  has  concluded  that  these 
changes  do  not  involve  significant  hazards 
consideration. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  50.92(c)  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  request 
involves  no  significant  hazards 
consideration. 

Local  Public  Document  Room 
location:  Reference  and  Documents 
Department,  Penfield  Library,  State 
University  of  New  York,  Oswego.  New 
York  13126. 

Attorney  for  licensee:  Mark  J. 
Wetterhahn,  Esquire,  Winston  k  Strawn, 
1400  L  Street,  NW..  Washington,  DC 
20005-3502. 

NBC  Project  Director:  Robert  A.  Capra 

Northern  States  Power  Company, 
Docket  Nos.  50-282  and  50-306,  Prairie 
Island  Nuclear  Generating  Plant,  Unit 
Nos.  1  and  2,  Goodhue  County, 
Minnesota 

Date  of  amendments  request:  January 
21, 1992 

Description  of  amendments  request: 
The  amendments  revise  surveillance 
tests  intervals  for  engineered  safety 
feature  systems  pump  and  valves  to  be 
consistent  with  the  standard  technical    " 
specifications. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
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license©  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 

below: 

1.  The  proposed  amendment  will  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

The  decrease  in  the  number  of  equipment 
operational  transients  will  increase  reliability 
more  than  the  delay  in  problem 
identification.  The  net  effect  of  this  change 
will  have  a  positive  effect  on  equipment 
availability.  These  changes  are  consistent 
with  Standard  Technical  Specifications. 
Therefore,  these  changes  will  not  effect  the 
probability  or  consequences  of  previously 
analyzed  accidents. 

2.  The  proposed  amendment  will  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  analyzed. 

These  changes  only  affect  the  equipment 
testing  frequency,  and  therefore  will  not 
create  the  possibility  of  a  new  kind  of 
accident  or  different  kind  of  accident. 

3.  The  proposed  amendment  will  not 
involve  a  significant  reduction  in  the  margin 
of  safety. 

These  changes  will  improve  the 
performance  of  equipment  and  are  intended 
to  reduce  the  potential  for  equipment  failures 
due  to  unnecessary  testing.  No  safety  margins 
will  be  affected. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  50.92(c)  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  request 
involves  no  significant  hazards 
consideration. 

Attorney  for  licensee:  Jay  Silberg,  Esq., 
Shaw,  Pittman,  Potts,  and  Trowbridge. 
2300  N  Street.  NW.  Washington,  DC 
20037. 

NRC  Project  Director  L.  B.  Marsh 

Pacific  Gas  and  Electric  Company, 
Docket  Nos.  50-275  and  50-323.  Diablo 
Canyon  Nuclear  Power  Plant,  Unit  Nfoa. 
1  and  2,  San  Luis  Obispo  County, 
California 

Date  of  amendment  requests:  October 
27. 1992  (Reference  LAR  92-06) 

Description  of  amendment  requests: 
The  proposed  amendment  would  revise 
the  combined  Technical  Specifications 
(TS)  for  the  Diablo  Canyon  Power  Plant 
(DCPP)  Units  1  and  2  to  relocate  Table 
3.8-1.  "Motor-Operated  Valves  (MOVs) 
Thermal  Overload  Protection  and 
Bypass  Devices,"  to  Diablo  Canyon 
Power  Plant  procedures.  The  relocation 
is  proposed  in  accordance  with  the 
guidance  provided  in  Generic  Letter 
(GL)  91-08,  "Removal  of  Component 
Lists  from  Technical  Specifications." 
"dated  May  6. 1991.  TS  3/4.8.4  would  be 
revised  by  removing  reference  to  TS 
Table  3.8-1  and  rewording  in 
accordance  with  GL  91-08.  The 


associated  Bases  would  also  be 
appropriately  revised. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Does  the  change  involve  a  significant 
increase  in  the  probability  or  consequences 
of  an  accident  previously  evaluated? 

The  proposed  changes  simplify  the  TS, 
meet  the  regulatory  requirements  for  control 
of  MOV  thermal  overload  and  bypass 
devices,  and  are  consistent  with  the 
recommendations  of  NUREG  1024  and  GL 
91-08.  The  procedural  details  of  the  MOV 
thermal  overload  protection  and  bypass 
devices  table  have  not  been  changed,  only 
relocated  to  a  different  controlling  document. 
The  proposed  change  is  administrative  in 
nature,  should  result  in  improved 
administrative  practices,  and  does  not  affect 
plant  operations. 

Therefore,  the  proposed  changes  do  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

2.  Does  the  change  create  the  possibility  of 
a  new  or  different  kind  of  accident  from  any 
accident  previously  evaluated? 

The  proposed  changes  are  administrative 
in  nature,  do  not  result  in  physical 
alterations  or  changes  to  the  operation  of  the 
plant,  and  cause  no  change  in  the  method  by 
which  any  safety-related  sj-stem  performs  its 
function. 

Therefore,  the  proposed  changes  do  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

3.  Does  the  change  involve  a  significant 
reduction  in  a  margin  of  safety? 

The  administrative  change  to  relocate  TS 
Table  3.8-1  to  DCPP  plant  procedures  does 
not  alter  basic  regulatory  requirements  and 
does  not  affect  any  safety  analyses.  Adequate 
control  of  the  content  of  the  table  is  assured 
by  existing  administrative  procedures. 

The  proposed  relocation  of  TS  Table  3.8- 
1  does  not  alter  the  requirements  for  MOV 
thermal  overload  protection  and  bypass 
devices  operability  currently  in  the  TS.  The 
LCO  and  surveillance  requirements  would  be 
retained  in  the  revised  TS.  Therefore,  the 
proposed  change  would  not  affect  the 
meaning,  application,  and  function  of  the  TS 
requirements. 

Therefore,  the  proposed  change  does  not 
involve  a  significant  reduction  in  a  margin  of 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  50.92(c)  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  requests 
involve  no  significant  hazards 
consideration. 

Loca7  Public  Document  Room 
location:  California  Polytechnic  State 
University,  Robert  E.  Kennedy  Library, 
Government  Documents  and  Maps 


Department.  San  Luis  Obispo,  California 
93407  ^     , 

Attorney  for  licensee:  Christopher  J. 
Warner,  Esq.,  Pacific  Gas  and  Electric 
Company,  P.O.  Box  7442,  San 
Francisco,  California  94120 

NBC  Project  Director:  Theodore  R. 
Quay 

The  aeveland  Electric  Illuminating 
Company.  Centerior  Service  Company, 
Duquesne  Light  Company,  Ohio  Edison 
Company.  Pennsylvania  Power 
Company,  Toledo  Edison  Company, 
Docket  No.  50-440,  Perry  Nuclear 
Power  Plant,  Unit  No.  1,  Lake  County, 
Ohio 
Date  of  amendment  request: 

September  28, 1992 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  Technical  Specifications  by 
removing  the  Reactor  Protection  System 
(RPS)  trip  and  the  Main  Steam  Line 
(MSL)  Isolation  Actuation  signal 
requirements  from  the  Main  Steam  Line 
Radiation  Monitors  (MSLRMs).  This 
Technical  Specification  (TS)  change 
requires  revisions  to  TS  2.2.1  "Reactor 
Protection  System  Instrumentation 
Setpoints,"  TS  3.3.1  "Reactor  Protection 
System  Instrumentation,"  and  TS  3.3.2 
"Isolation  Actuation  Instrumentation." 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  These  changes  do  not  involve  a 
significant  increase  in  the  probablUty  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  change  does  not  Involve  any 
increase  in  the  probability  of  a  previously 
evaluated  accident.  The  RPS  trips  and  Main 
Steam  Line  isolations  being  deleted  were  in 
place  only  to  react  to  a  previously  evaluated 
accident,  the  Control  Rod  Drop  Accident      . 
(CRDA).  The  eliininatiori  of  the  trips/  ' 

isolations  will  not  change  the  probability  of 
occurrence  of  the  CRDA,  and  thus  has  no 
affect  (sic)  on  the  probability  of  occurrence 
of  previously  evaluated  accidents. 

The  consequences  of  previously  evaluated 
accidents  are  also  not  increased  as  result  of 
the  proposed  changes.  No  credit  was  ever 
taken  for  the  RPS  trip  from  the  Main  Steam 
Line  radiation  monitors  (MSLRMs)  in  the 
Control  Rod  Drop  Accident  (CRDA)  accident 
sequence  description  or  in  the  associated 
radiological  assessment  (the  scram  signal 
assumed  in  the  CRDA  Is  the  APRM  Upscale 
signal).  At  PNPP,  the  CRDA  accident 
sequence  description  also  does  not  depend 
upon  the  Main  Steam  Line  isolation  signals 
from  the  MSLRMs.  The  plant  will  continue 
to  be  operated  in  compliance  with  the 
Banked  Position  Withdrawal  Sequence 
(BPWS)  analysis  criteria,  which  are 
unchanged  by  this  proposed  amendment. 
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These  criteria  are  enforced  by  the  Rod  Pattern 
Controller  portion  of  the  Rod  Pattern  Control 
System  (RTCS),  whose  design  and  Technical 
Specification  controls  are  also  unchanged  by 
this  amendment,  and  conformance  to  the 
BPWS  criteria  ensure  that  an  individual 
control  rod's  worth  is  such  that  if  it  is 
dropped  during  rod  withdrawals,  the 
enthalpy  rise  will  continue  to  be  less  than  the 
acceptance  criteria  for  such  scenarios.  A 
CRDA  event  would  not  result  in  any 
significant  radiological  release,  and  the 
magnitude  of  any  such  release  would 
continue  to  be  less  than  any  level  which 
would  have  caused  ah  isolation  signal  from 
the  MSLRMs.  As  noted  in  the  Bases  for 
Specification  3.1.4.2,  during  power 
reductions  below  the  LPSP  [Low  Power 
Setpoint],  the  Rod  Pattern  Controller  portion 
of  RPCS  provides  automatic  supervision  to 
assure  that  out-of-sequence  rods  will  not  be 
withdrawn  or  inserted.  If  this  condition  is 
not  correctable  in  a  manner  consistent  with 
the  BPWS  analysis,  controls  are  in  place  to 
scram  the  plant.  If  the  Rod  Pattern  Controller 
portion  of  RPCS  is  inoperable  when  thermal 
power  is  below  the  Low  Power  Setpoint, 
Technical  Specification  3.1.4.2,  Rod  Pattern 
Control  System,  requires  that  no  control  rod 
be  moved  except  by  scram.  Therefore, 
enforcement  of  the  BPWS/RPCS 
requirements  assures  that  the  CRDA  is  of  no 
significance  at  PNPP,  and  that  the  Main 
Steam  Line  isolation  signal  from  the 
MSLRMs  is  not  required. 

Even  though  the  BPWS/RPCS  is  designed 
to  minimize  the  consequences  of  the  CRDA, 
a  hypothetical  radiological  assessment  of  a 
CRDA  was  performed  which  assumed  that 
the  BPWS/RPCS  and  their  corresponding 
requirements  do  not  exist  in  order  to  evaluate 
the  radiological  consequences  without 
subsequent  main  steam  line  isolation,  as 
compared  to  previous  design  basis 
assessments.  This  assessment  was  performed 
consistent  with  the  BWR  Owners  Group 
Topical  Report  NEDO-31400  "Safety 
Evaluation  for  Eliminating  the  Boiling  Water 
Reactor  Main  Steam  Line  Isolation  Valve 
Closiire  Function  and  Scram  Function  of  the 
Main  Steam  Line  Radiation  Monitor,"  which 
has  been  reviewed  and  generically  accepted 
by  the  NRC  staff  in  a  Safety  Evaluation 
Report  (SER)  dated  May  15, 1991. 

The  NEDC)-3140O  submittal  and  the  NRC"s 
SER  analyzed  the  proposed  changes  and  both 
concluded  that  as  long  as  the  individual 
utilities  met  certain  conditions  the  changes 
would  not  significantly  affect  the 
consequences  of  a  previously  evaluated 
accident.  This  amendment  request 
documents  how  PNPP  meets  the  conditions 
imposed  by  the  NRC's  SER,  and  that  the 
PNPP  design  is  in  fact  bounded  by  the 
NEDO-31400  radiological  analysis.  Thus  this 
assessment  also  shows  that  there  is  no 
significant  increase  in  the  consequences  of 
any  previously  evaluated  accident. 

2  The  proposed  changes  do  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  previously  evaluated. 

The  proposed  changes  request  the  removal 
of  the  Technical  Specification  requirements 
for  the  RPS  trips  and  main  steam  line 
isolation  signals  generated  by  the  MSLRMs. 
The  original  reason  for  the  signals  was  to 


respond  to  a  CRDA  as  discussed  above.  The 
elimination  of  these  signals,  which  served 
only  in  a  mitigative  function,  do  not  create 
the  possibility  of  a  new  or  different  kind  of 
accident  from  those  previously  evaluated. 
Also,  radiation  monitors  with  alarm 
fiinctions  will  remain  installed  in  the  plant 
to  warn  the  operators  of  a  high  radiation 
condition  in  the  main  steam  lines,  or  in  the 
offgas  system.  In  addition,  the  trip  signal 
from  the  MSLRMs  to  the  mechanical  vacuimi 
pimip  line  isolation  valves  will  remain 
installed  in  the  plant,  and  will  be  addressed 
in  the  Technical  Specifications.  As  such,  the 
condenser  release  path  through  the 
mechanical  vacuum  pump  line  will  still  be 
isolated  on  a  high  Main  Steam  Line  Radiation 
condition.  Thus  no  new  or  different  accident 
can  be  postulated  by  the  proposed  changes. 

3.  The  proposed  changes  do  not  involve  a 
significant  reduction  in  the  margin  of  safety. 

A  reliability  assessment  of  the  elimination 
of  the  MSLRM  scram  function  on  reactivity 
control  failure  frequency  and  core  damage 
frequency  was  performed  as  part  of  the 
NEDO  analysis.  The  results  of  the  analysis 
indicated  a  negligible  increase  in  reactivity 
control  foilure  frequency  with  deletion  of  the 
MSLRM  scram  function.  However,  this 
increase  is  offset  by  the  reduction  in  the 
transient  Initiating  events  (inadvertent 
scrams).  This  reduction  in  transient  Initiating 
events  represents  a  reduction  in  core  damage 
frequency.  The  final  result  was  determined  to 
be  a  net  improvement  to  safety. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.g2(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Perry  Public  Library,  3753 
Main  Street.  Perry,  Ohio  44081 

Attorney  for  licensee:  Jay  Silberg,  Esq., 
Shaw,  Pittman,  Potts  &  Trowbridge, 
2300  N  Street.  NW..  Washington,  DC 
20037 

NRC  Project  Director:  John  N.  Hannon 

Toledo  Edison  Company,  Centerior 
Service  Company,  and  The  Cleveland 
Electric  Illuminating  Company,  Docket 
No.  50-346,  Davis-Besse  Nuclear  Power 
Station,  Unit  No.  1.  Ottawa  County, 
Ohio 

Date  of  amendment  request:  July  28. 
1992 

Description  of  amendment  request: 
The  proposed  amendment  woulddelete 
Technical  Specification  (TS)  3/4.9.9, 
"Refueling  Operations  -  Containment 
Purge  and  Exhaust  Isolation  System," 
and  its  bases,  because  of  its  redundancy 
to  other  TS  that  address  the  operability 
requirements  of  the  containment  purge 
and  exhaust  isolation  system.  Also,  the 
proposed  amendment  would  revise  TS 
3/4.3.2,  "Safety  System  Instrumentation 
-  Safety  Features  Actuation  System 


Instrumentation,"  and  TS  3/4.9.4, 
"Refuehng  Operations  -  Containment 
Penetrations,"  and  its  bases.  The  eSecl 
of  this  proposed  change  would  be  to 
allow  the  bypass  of  the  safety  features 
actuation  system  in  Mode  6, 
"Refueling,"  by  the  use  of  the 
containment  purge  and  exhaust  system 
noble  gas  monitor  in  conjunction  with 
manual  closure  of  the  containment 
purge  and  exhaust  isolation  valves 
instead  of  automatic  clostue. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
Ucensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

Toledo  Edison  had  reviewed  the  proposed 
changes  and  determined  that  a  significant 
hazards  consideration  does  not  exist  because 
operation  of  the  DBNPS  in  accordance  with 
the  changes  would: 

la.  Not  involve  a  significant  increase  in  the 
probability  of  an  accident  previously 
evaluated  t>ecause  the  initiators  regarding  the 
fuel  handling  accident  (USAR  Section 
15.4.7.3)  are  not  affected  by  the  deletion  of 
TS  3/4.9.9  or  the  use  of  the  contaiimient 
purge  and  exhaust  system  noble  gas  monitor 
(RE5052C)  to  automatically  contain  any 
release  in  progress. 

lb.  Not  involve  a  significant  increase  in  the 
consequences  of  an  accident  previously 
evaluated  because  the  assumptions  discussed 
in  the  fuel  handling  accident  (USAR  Section 
15.4.7.3)  are  not  affected  by  the  deletion  of 
TS  3/4.9.9  or  allowing  the  use  of  the 
containment  purge  and  exhaust  system  noble 
gas  monitor  (RE5052C)  to  automatically 
contain  a  release  in  progress.  Furthermore, 
manual  operator  action  can  be  taken  to 
isolate  containment  in  lieu  of  the  SFAS  area 
radiation  monitors'  automatic  containment 
isolation  function.  No  credit  is  taken  in  the 
assumptions  for  the  containment  isolation. 
Thus,  the  deletion  of  TS  3/4.9.9  and  the  use 
of  the  containment  purge  and  exhaust  system 
noble  gas  monitor  (RE5052C)  and  manual 
operator  action  does  not  involve  a  significant 
increase  in  the  consequences  of  an  accident 
previously  evaluated.  There  is  no  significant 
change  in  the  ability  of  DBNPS  to  contain  a 
release  of  radioactivity. 

2b.  Not  create  the  possibility  of  a  different 
kind  of  accident  from  any  accident 
previously  evaluated  because  the  operability 
requirements  of  the  containment  purge  and 
exhaust  isolation  system  contained  in  the  TS 
3/4.9.9  are  adequately  addressed  by  SR  4.3.2, 
SR  4.6.3,  and  TS  3/4.9.4.  Thus,  deletion  of  TS 
3/4.9.9  does  not  affect  the  operability  of  the 
containment  purge  and  exhaust  isolation 
system  and,  therefore,  does  not  create  the 
possibility  of  a  different  kind  of  accident 
from  any  accident  previously  evaluated. 

Allowing  the  use  of  the  containment  purge 
and  exhaust  system  noble  gas  monitor 
(KE5052C)  to  automatically  contain  a  release 
in  progress  in  lieu  of  the  SFAS  area  radiation 
monitors'  automatic  containment  isolation 
function  does  not  introduce  any  different 
accident  initiators.  Furthermore,  manual 
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operator  action  can  be  taken  to  Isolate 
containment  Thus,  it  doei  not  create  the 
possibility  of  a  different  kind  of  accident 
from  any  accident  previously  evaluated. 

3.  Not  involve  a  significant  reduction  in  a 
margin  of  safety  because  neither  the  purpose 
nor  the  function  of  the  containment  purge 
and  exhaust  isolation  system  is  being 
changed  by  the  deletion  of  TS  3/4.9  9  The 
operability  requiremenU  of  TS  3/4.9.9  are 
adequately  addressed  in  SR  4.3.2,  SR  4.6.3, 
and  TS  3/4.9.4. 

Allowing  tha  use  of  the  contauunent  purge 
and  exhaust  system  noble  gas  monitor 
(RE5052Q  to  automatically  contain  a  release 
in  progress  in  lieu  of  the  SFAS  area  radiation 
monitors  automatic  isolation  function  is 
acceptable  based  on  the  accident  analysis 
assuming  no  isolation  or  filtration  for  the  fuel 
handling  accident  in  containment. 
Furthermore,  manual  operator  action  can  be 
taken  to  isolate  containment.  Thus,  it  does 
not  involve  a  significant  redtiction  In  a 
margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensees  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazartls  consideration. 

Local  Public  Document  Room 
location:  University  of  Toledo  Library, 
Documents  Department,  2801  Bancroft 
Avenue.  Toledo.  Ohio  43606 

Attorney  for  licensee:  Jay  E.  Silberg. 
Esquire,  Shaw,  Pittman.  Potts  and 
Trowbridge,  2300  N  Street.  N.W.. 
Washington.  DC  20037 
.\T?C  Project  Director  John  N.  Hannon 

Toledo  Edison  Company,  Centerior 
Service  Company,  and  The  Cleveland 
Electric  Illuminating  Company,  Docket 
No.  50-346,  Davis-Besse  Nuclear  Power 
Station,  Unit  No.  1,  Ottawa  County. 
Ohio 

Date  of  amendment  request: 
September  11. 1992 

Description  of  amendment  request: 
The  proposed  amendment  would  delete 
Technical  Specification  (TS)  Figures 
5.1-1.  5.1-2.  5.1-3.  and  5.1-4  regarding 
the  Davis-Besse  Nuclear  Power  Station 
exclusion  area,  low  population  zone, 
unrestricted  area  boimdary  for  liquid 
effluents,  and  unrestricted  area 
boundary  for  gaseous  effluents, 
respectively.  Also.  TS  5.1.'"Site,"  would 
be  revised  to  reference  10  CFR  Part  100. 
"Reactor  Site  Critwia."  and  TS  Section 
1 .0.  "Definitions."  instead  of  the  four 
figures. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
l->elow: 


Toledo  Bdison  has  reviewed  the  propoMd 
changes  and  determined  that  a  significant 
haards  consideration  does  no«  exist  because 
operation  of  the  Davis-Besae  Nuclear  Power 
Station.  Unit  Number  1.  In  accordance  with 
the  propKJsed  changes  would: 

la.  Not  Involve  a  significant  increase  In  the 
probability  of  an  accident  previously 
evaluated  because  this  is  strictly  an 
administrative  change  to  delete  from  the 
Davis-Besse  Nuclear  Power  Station  (IffiNPS) 
Technical  Specifications  (TS)  information 
that  is  already  maintained  in  the  DBNPS 
Updated  Safety  Analysis  Report  (USAR). 
There  are  no  accidant  initiatars  or 
assumptions  affected  by  the  proposed 
changes. 

lb.  Not  involve  a  significant  increase  in  the 
consequences  of  an  accident  previotisly 
evaluated  because  this  is  strictly  an 
administrative  change  to  delete  from  the 
DBNPS  TS  information  that  is  already 
maintained  in  the  DBNPS  USAR.  There  is  no 
effect  on  the  source  term  or  containment 
isolation,  and  no  increase  in  radiological 
effluents. 

2a.  Not  create  the  possibility  of  a  new  kmd 
of  accident  from  any  accident  previously 
evaluated  because  this  is  strictly  an 
administrative  change  to  delete  from  the 
DBNPS  TS  information  that  is  already 
maintained  in  the  DBNPS  USAR. 

2b.  Not  create  the  possibility  of  a  diffierent 
kind  of  accident  from  any  accident 
previously  evaluated  because  this  is  strictly 
an  administrative  change  to  delete  from  the 
DBNPS  TS  information  that  is  already 
maintained  in  the  DBNPS  USAR. 

3.  Not  involve  a  significant  reduction  in  a 
margin  of  safety  because  this  is  strictly  an 
administrative  change  to  delete  from  the 
DBNPS  TS  information  that  is  already 
maintained  in  the  DBNPS  USAR. 
The  NRC  staff  has  reviewed  the 

licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Boom 
location:  University  of  Toledo  Library. 
Documents  Department.  2801  Bancroft 
Avenue.  Toledo,  Ohio  43606 

Attorney  for  licensee:  Jay  E.  Silberg. 
Esquire.  Shaw,  Pittman,  Potts  and 
Trowbridge,  2300  N  Street.  N.W.. 
Washington.  DC  20037 

NEC  Project  Director:  John  N.  Hannon 


Union  Electric  Company.  Docket  No. 
50-483,  Callaway  Plant,  Unit  1, 
Callaway  County,  Miasouri 

Date  of  amendment  ^equesfi^Iovember 
3. 1992  and  December  1. 1992 

Description  of  amendment  request: 
This  proposed  amendment  would  revise 
Technical  Specification  (TS)  3.3.2 
"Engineered  Safety  Features  Actuation 
System  (ESFAS)  Instrumentation,"  TS 
3.8.1  "Alternating  Current  (AC) 
Sources."  and  tb^  associated 


sunreillanoBS.  These  TS  revisions  would 

require  the  Loed  Shedder  Emergency 

Load  Sequencer  (LSELS)  and  the 

supplying  4KV  Btis  undervoltage 

devices  to  be  operable  during  plant 

modes  5  and  6. 

Basis  for  proposed  no  significant 

hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 

licensee  has  provided  its  analysis  of  the 

issue  of  no  significant  hazards 

consideration,  which  is  presented 

below: 
The  proposed  change  does  not  involve  a 

significant  hazards  consideration  because 

operation  of  f::allaway  Plant  with  thU  change 

vrould  not: 

1.  Invt>lve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated.  The  Callaway  Safety 
Analysis  Report  has  been  reviewed  and  been 
found  to  be  unaffected  by  this  proposed 
change.  This  change  will  not  increase  the 
probability  or  consequences  of  any  accident 
or  malfunction  of  equipment  because  the 
LSELS  will  be  required  to  be  operable  in 
modes  5  and  6  which  enhances  plant 
operabilily 

2.  Create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
previously  evaluated.  This  change  increases 
the  operability  requirement  for  the  LSELS. 
There  is  no  new  type  of  accident  or 
malfunction  created  and  the  method  and 
manner  of  plant  operation  will  only  change 
by  adding  OPERABILITY  requirements  for 
LSELS  in  MODES  5  &  6.  which  enhances 
plant  safety  in  shutdovra  modes. 

3.  Involve  a  significant  reduction  in  a 
margin  of  safety.  The  margin  of  safety 
remains  unaffected  since  no  design  change  is 
made  and  plant  operation  remains  the  same. 

As  discussed  above,  the  proposed  change 
does  not  involve  a  significant  increase  In  the 
probability  or  consequences  of  an  accident 
previously  evaluated  or  create  the  possibility 
of  a  new  or  different  kind  of  accident  frtun 
any  previously  evaluated.  This  change  does 
not  result  in  a  significant  reduction  in  a 
margin  of  safety.  Therefore,  it  has  been 
determined  that  the  proposed  change  does 
not  involve  a  significant  hazards 
consideration. 

The  NRC  staff  has  reviewed  the 
licensee's  analysis  and.  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Callaway  County  Public 
Library.  710  Court  Street.  Fulton, 
Missouri  65251. 


Attontey  for  licensee:  G»ald  Chamoff. 
Esq.,  Shaw.  Pittman.  Potts  k 
Trowbridge,  2300  N  Street.  N.W„ 
Washington.  DC  20037 

NRC  Project  Director:  John  N.  Hannon 
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Union  Electric  Company,  Dockat  No. 
50-483,  Callaway  Plant,  Unit  1, 
Callaway  County,  Miasoari 

Date  of  amendment  reguesf-tJovember 
3, 1992  and  December  4, 1992 

Description  of  amendment  request: 
This  proposed  amendment  would  revise 
Table  4.3-1  "Reactor  Trip  System 
Instrumentation  Surveillance 
Requirements."  Note  5.  to  reflect  that 
integral  bias  curves,  rather  than  detector 
plateau  curves,  are  used  to  calibrate  the 
source  range  instrumentation.  The  low- 
noise  preamplifiers,  provided  for  the 
Callaway  Nuclear  Instrumentation 
System,  do  not  accommodate  the  use  of 
the  traditional  detector  plateau  curves  to 
calibrate  the  source  range. 

The  integral  bias  curve  is  considered 
to  be  a  more  inclusive  calibration  than 
the  detector  plateau  ctirves.  The 
intermediate  range  and  power  range 
channels  will  continue  to  be  calibrated 
by  using  the  detector  plateau  curves. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

The  proposed  change  to  Technical 
Specification  Table  14.3-1)  does  not  involve 
a  significant  hazard  consideration  because 
operation  of  the  Callawray  Plant  with  this 
change  would  not: 

1.  Involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

Plant  equipment  is  not  modified  by 
calibrating  the  NIS  [Nuclear  Instrumentation 
System)  source  range  instrumentation  using 
the  integral  bias  curve.  Using  the  integral  bias 
curve  is  a  more  inclusive  calibration  than  the 
plateau  curve  and  provides  the  same 
information,  i.e.,  the  high  voltage  operating 
point.  The  change  does  not  affect  accident 
initiators  or  assumptions.  The  consequences 
due  to  accidents  previously  evaluated  are  not 
being  changed. 

2.  Create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
previously  evaluated. 

No  new  accidents  are  created  by  the 
changes  being  made.  No  new  equipment  is 
being  added.  No  new  modes  of  operation  or 
means  of  control  are  being  made.  The 
probability  of  a  malfunction  of  equipment 
important  to  safety  is  unchanged  since  the 
calibration  of  the  NIS  source  range 
instrumentation  using  the  integral  bias  curve, 
rather  than  the  plateau  curve,  provides  the 
same  information.  The  consequences  of 
malfunctions  of  equipment  Important  to 
safety  are  not  changed.  No  new  malfunctions 
are  being  created.  No  new  controlling  modes 
or  equipment  operations  are  being  created. 

3.  Involve  a  significant  reduction  in  a 
margin  of  safety. 

Using  the  integral  bias  curve  is  a  more 
inclusive  calibration  than  the  plateau  cur\'e 
and  provides  the  same  information,  i.e.,  the 


high  voltage  operating  point.  As  discussed 
above,  the  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated,  create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
previously  evaluated,  or  result  in  a 
significant  reduction  in  a  margin  of  safety. 
Therefore,  it  has  been  determined  that  the 
proposed  change  does  not  involve  a 
significant  hazcffds  consideration. 

The  NRG  staff  has  reviewed  the 
licensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Callaway  County  Public 
Library,  710  Court  Street,  Fulton, 
Missouri  65251. 

Attorney  for  licensee:  Gerald  Chamoff, 
Esq..  Shaw,  Pittman.  Potts  & 
Trowbridge.  2300  N  Street,  N.W., 
Washington,  DC  20037 

NRC  Project  Director  John  N.  Hannon 

Washington  Public  Power  Supply 
System,  Docket  No.  50-397,  Nuclear 
Project  No.  2,  Benton  County, 
Washington 

Date  of  amendment  request: 
November  25, 1992 

Description  of  amendment  request: 
The  amendment  proposes  to  change 
Section  6  (Administrative  Controls)  of    . 
the  Technical  Specifications  (TS)  to:  (1) 
modify  the  title  of  the  Nuclear  Safety 
Assurance  Group  (NSAG)  to  the  Nuclear 
Safety  Assurance  Division  (NSAD),  and 
Director  of  Licensing  and  Assurance  to 
Director  of  Quahty  Assurance,  (2) 
modify  the  titles  of  the  members  on  the 
Plant  Operations  Committee  (POC),  (3) 
delete  the  position  of  Assistant  Plant 
Manager  as  Vice  Chairman  of  the  POC, 
and  allow  the  Plant  Manager  to 
designate  a  Vice  Chairman  from  the 
POC  membership,  and  record  the 
designation  in  the  POC  meeting 
minutes,  and  (4)  add  the  Engineering 
Services  Division  Manager  as  a  POC 
member.  One  title  change  involves 
splitting  the  current  combined 
responsibilities  for  Chemistry /Radiation 
Protection  into  two  different 
management  positions  responsible  for 
their  respective  activities.  The  Radiation 
Protection  Manager  will  remain  as  a 
member  of  the  POC. 

The  proposed  changes  are  needed  to 
implement  a  reorganization  of  plant 
management  to  make  the  various 
divisions  of  station  operation  more 
responsive  to  plant  issues  and  events. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 


licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration.  The  NRC  staff  has 
reviewed  the  licensee's  analysis  against 
the  standards  of  10  CFR  50.92(c).  The 
NRC  stafTs  review  is  presented  below. 

The  changes  are  administrative  in 
nature  and  involve  no  physical 
alteration  of  the  plant,  or  changes  to 
setpoints,  operating  conditions,  or 
operating  parameters.  The  response  of 
the  plant  to  previously  evaluated 
accidents  thus  is  not  affected.  Therefore, 
the  proposed  change  will  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  administrative  nature  of  the 
proposed  changes  do  not  affect  the 
design,  operation,  maintenance,  or 
testing  of  the  plant.  Thus  no  new  modes 
of  failure  are  created.  Therefore,  these 
changes  do  not  create  the  possibility  of 
a  new  or  different  kind  of  accident  from 
any  accident  previously  evaluated. 

The  proposed  changes  reflect  a 
planned  organizational  change  that  do 
not  change  the  qualification 
requirements  or  competence  of  the 
members  of  the  POC.  The  same 
technical  level  of  Plant  Management 
Staff  is  still  required  to  constitute  a 
quorum.  The  addition  of  the 
Engineering  Services  Division  Manager 
to  POC  membership  expands  the 
capability  to  more  completely  cover 
appropriate  aspects  of  station  operation. 
Thus,  the  capability  of  POC  to  meet  its 
responsibilities  is  not  diminished. 
Therefore,  these  changes  do  not  involve 
a  significant  reduction  in  a  margin  to 
safety. 

Based  on  this  review,  it  appears  that 
the  three  standards  of  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Richland  Public  Library,  955 
Northgate  Street,  Richland,  Washington 
99352 

Attorney  for  licensee:  Nicholas  S. 
Reynolds,  Esq.,  Winston  &  Strawn,  1400 
L  Street.  N.W.,  Washington,  D.C.  20005- 
3502 

NBC  Project  Director:  Theodore  R. 
Quay 

Wolf  Creek  Nuclear  Operating 
Corporation,  Docket  No.  50-482,  Wolf 
CreekGenerating  Station,  Coffey 
County,  Kansas 

Date  of  amendment  request:  October 
28, 1992 

Description  of  amendment  request: 
The  proposed  technical  specification 
revisions  are  being  made  to  various 
parameter  values,  limiting  conditions 
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for  operation,  and  surveillance 
requirements  as  a  result  of  analyses 
performed  to  support  Cycle  7  operation, 
including  the  introduction  of  the 
VANTAGE  5H  fuel  design.  Although  the 
analyses  were  also  performed  assuming 
an  increased  power  level,  the  proposed 
Cycle  7  changes  do  not  include  an 
increase  in  the  rated  thermal  power 
defined  by  the  facility  operating  license. 
Specific  changes  proposiad  indude  the 
incorporation  of  a  Core  Operating  Limits 
Report  in  accordance  with  Generic 
Letter  88-16,  increases  in  allowable 
peaking  factors,  changes  to  power 
distribution  monitoring  to  reflect  a 
change  to  th^  licensee's  nuclear  design 
methodology,  increase  in  the  most 
positive  moderator  temperature 
coefficient,  changes  to  several  reactor 
protection  system  setpoints,  decrease  in 
the  reactor  coolant  system  thermal 
design  flow,  increase  in  the  allowable 
tolerance  on  the  main  steam  safety  valve 
setpoints,  and  an  increase  in  the 
required  shutdown  margin  in  Mode  5. 
Cold  Shutdown. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a).  the 
hcensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration.  The  NRG  staff  has 
reviewed  the  hcensees  analysis  against 
the  standards  of  10  CFR  50.92(c).  The 
NRC  staffs  review  is  presented  below. 

1.  Do  the  proposed  changes  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  changes  do  not 
significantly  change  the  actual  operation 
of  plant  systems,  structures  or 
compcments.  The  changes  in  fuel 
assembly  design,  power  distribution 
monitoring,  and  reactivity  parameter 
values  have  been  evaluated  and 
determined  to  be  acceptable.  These 
changes  have  been  analyzed  in 
accordance  with  methodologies  which 
have  been  approved  by  or  are  currently 
under  review  by  the  NRC  staff.  Since  the 
changes  do  not  significantly  revise  plant 
hardware  or  operating  practices,  no 
increase  in  the  probability  of  an 
accident  has  been  introduced.  The 
changes,  including  those  involving 
chimges  in  setpoints,  setpoint 
tolerances,  or  other  analysis 
assmnptions  have  been  analyzed  and 
determined  to  have  minimal  impact  on 
the  consequences  of  any  previously 
evaluated  accident. 

2.  Do  the  proposed  changes  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  preiriously  evaluated. 

The  pro^poeed  changes  do  net 
introduce  any  significant  changes  to  the 
ptTformance  requirements  for  or  mode 


of  operation  of  any  ayatems  or 
components  and  tiierefore,  do  not 
introduce  any  new  failure  modes. 
Changes  to  specific  parameter  values  or 
tolerances  have  been  analyzed  utilizing 
methodologies  either  approved  by  or 
currently  under  review  by  the  NRC  and 
the  plant  has  been  determined  to  remain 
within  esttabUriied  operating  limits. 
Therefore,  there  is  no  poasibility  of  the 
creation  of  a  new  or  different  kind  of 
accident  from  those  previously 
evaluated. 

3.  Do  the  proposed  changes  involve  a 
significant  induction  in  the  margin  of 
safety. 

The  analyses  performed  to  justify 
Cycle  7  operation,  including  all  of  the 
proposed  changes,  demonstrated  that 
applicable  design  and  safety  limits 
continue  to  be  satisfied.  The  proposed 
changes  to  various  parameter  values, 
limiting  conditions  for  operation,  and 
surveillance  requirements  reflect 
changes  in  the  core  design  methodology 
and  selected  analysis  assumptions. 
However,  the  analyses  methodologies 
utilized  have  either  been  approved  or 
are  currently  under  review  by  the  NRC 
These  reviews  and  the  specific  analysis 
results  associated  with  the  proposed 
changes  have  demonstrated  that  the 
margin  of  safety  is  not  significantly 
reduced. 

Local  Public  Document  Room 
Locations:  Emporia  State  Univ«sity, 
William  Allen  White  Library,  1200 
Commercial  Stree*,  Emporia.  Kansas 
66801  and  Washburn  University  School 
of  Law  Library.  Topeka.  Kansas  66621 

Attorney  for  licensee:  Jay  Silberg.  Esq.. 
Shaw.  Pittman.  Potts  and  Trowbridge. 
2300  N  Street.  N.W.,  Washington,  D.  C. 
20037 

NBC  Project  Director.  Suzanne  C 
Black.  Director 

Previously  Published  Notices  Of 
Consideration  Of  Issuance  Of 
AmendmenU  To  Operating  Licenses. 
Proposed  No  Significant  Hazards 
Consideration  Determination,  And 
Opportunity  For  A  Hearing 

The  folk»«ring  notices  were  previously 
pubhshed  as  separate  individual 
notices.  The  notice  content  was  the 
same  as  rfxwe.  They  were  published  as 
individual  notices  either  because  time 
did  not  allow  the  Commission  to  wait 
for  this  biweekly  notice  or  because  the 
action  involved  exigent  circumstances. 
They  are  repeated  here  because  the 
biweekly  notice  lists  all  amendments 
issued  or  proposed  to  be  issued 
involving  no  significant  hazards 
consideration. 

For  details,  see  the  individxial  notice 
in  the  Federal  RagMer  on  the  day  and 


page  cited.  This  iMtice  does  not  extend 
the  notice  period  of  the  original  notice. 

Pennsylvania  Power  and  Light 
Compuiy,  Docket  No.  se-3t7 
Susquehanaa  Steam  Electric  Station, 
Unit  1,  Luieme  Comity,  Pemnyhrania 

Date  of  amendmeat  request: 
November  30. 1992 

Brief  description  (^amendment 
request:  The  amendment  would  revise 
the  Technical  Specifications  to 
authorize  operati<m  of  the  Reactor  Water 
Cleanup  (RWCU)  system  in  the  current 
hiel  cycle  (Cycle  6)  with  the  RWCU 
system  non-regenerative  heat  exchanger 
discharge  high  temperature  channel 
substituting  for  the  inoperable  'B' 
RWCU  high  flow  isolation  trip 
channel.Etete  of  publication  of 
individual  notice  in  Federal  Register 
December  15, 1992,  (57  FR  59363) 

Expimtion  date  of  individual  notice: 
January  14. 1993 

Local  Public  Document  Room 
location:  Osterhout  Free  Library.        [ 
Reference  Department,  71  South 
Franklin  Street,  Wilkes-Barre, 
Pennsylvania  18701. Notice  Of  Issuance 
Of  Amendment  To  Facility  Operating 
License 

Ehiring  the  period  since  pubUcation  of 
the  last  biweekly  notice,  the 
Commission  has  issued  the  following 
amendments.  The  Commission  has 
determined  for  each  of  these 
amendments  that  the  appHcation 
complies  with  the  standards  and 
requiremenU  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission's  rules  and  regulations. 
The  Commission  has  made  appropriate 
findings  as  required  by  the  Act  and  the 
Commission's  rules  and  regulations  in 
10  CFR  Chapter  I,  which  are  set  forth  in 
the  license  amendment. 

Notice  of  Consideration  of  Issuance  of 
Amendment  to  Facility  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  for  Hearing  in 
connection  with  these  actions  was 
published  in  the  Federal  Roister  as 
indicated.  No  request  for  a  hearing  or 
petition  for  leave  to  intervene  was  filed 
following  this  notice. 

Unless  otherwise  iiniicated,  the 
Commissicm  has  determined  that  these 
amendmoits  satisfy  the  criteria  for 
categorical  exclusion  in  accordance 
with  10  CFR  51.22.  Therefore,  pursuant 
to  10  CFR  51.22(b),  no  environmental 
impact  statement  or  environmental 
assessment  need  be  prepared  for  these 
amendments.  If  the  Commission  has 
prepared  an  mivironmental  assessment 
imder  the  special  circumstances 
provision  in  10  CFR  51.12(b)  and  has 
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made  a  detennination  based  on  that 
|8S9es6ment,  it  is  so  indicated, 
j    For  fiulber  details  with  xespect  to  ^e 
'action  see  (1)  tlie  applications  ibr 
amendments.  (2)  the  amendments,  and 
(3]  the  Commission's  related  letters. 
Safety  Evaluations  and/or 
Environmental  Assessments  as 
indicated.  All  of  these  items  are 
avaiU)le  for  public  inspection  at  the 
Commission's  Pubhc  Document  Room, 
the  Gelman  Building.  2120  L  Street, 
NW.,  Washington,  D.C.,  and  at  tiie  local 
public  document  rooms  for  the 
particular  facilities  involved,  A  copy  of 
items  (2)  and  (3)  may  be  obtained  upon 
request  addressed  to  the  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555,  Attention:  Director,  Division 
of  Reactor  Projects. 

Baltimore  Gas  and  Electric  Company, 
Docket  Nos.  50-317  and  50-318,  Cli& 
Nuclear  Power  Plant,  Unit  Nos.  1  and 
2,  Calvert -County,  Maryland 

j    Date  of  application  for  amendments: 
'September  1, 1992,  as  stipplemented  on 
November  11, 1992. 

Brief  description  of  amendments:  The 
amendments  revise  the  Unit  Nos.  1  and 
2  spent  fuel  pool  enrichment  limit.  The 
enrichment  limit  is  decreased  from  5.0 
weight  percent  (w/o)  U-235  to  a  value  of 
4.52  w/o  U-235. 
Date  of  issuance:  December  22, 1992 
Effective  date:  December  22, 1992 
Amendment  Nos.:  176  and  153 
Facility  Operating  License  Nos.  DPR- 
^3  and  DPR-69:  Amendments  revised 
the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register  September  30, 1992  (57  FR 
45075)The  Commission's  related 
evaluation  of  these  amendments  is 
contained  in  a  Safety  Evaluation  dated 
December  22, 1992.  No  significant 
hazards  consideration  comments 
received:  No 

Local  Public  Document  Room 
location:  Calvert  County  Library,  Prince 
Frederidt,  Maryland  20678. 

Boston  Edison  Company,  Docket  No. 
50-293,  Pilgrim  Nuclear  Power 
Station  .Fljrmouth  County, 
Massat^Bsetts 

Date  of  application  for  amendment: 
October  B.  1992 

Brief  description  of  amendment:  This 
amendment  revises  Technical 
Specifications  to  incorporate  an  asterisk 
referencing  a  footnote  granting  relief  to 
allow  only  one  train  of  SGTS  and 
CRHEAF  system  operable  prior  to  and 
during  refueling  activities  during  RFO 
No.  9, 

Date  of  issuance.  December  16, 1992 

Effective  date:  December  16, 1992 

Amendment  No.:  144 


Facility  Operating  License  No.  DPR- 
35:  Amoidinent  revised  the  Tedinical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  October  26, 1992  (57  FR 
48813)  The  Commission's  related 
evaliiation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  16, 1992.  No  significant 
hazards  consideration  comments 
received:  No 

Local  Public  Document  Room 
location:  Plymouth  PubUc  Library,  11 
North  Street,  Plymouth,  Massachusetts 
02360. 

Carolina  Power  Ie  Light  Company. 
Docket  No.  50-261,  H.  B.  Robinson 
SteamOectric  Plant,  Unit  No.  2, 
Darlington  Comity,  South  Carolina 

Date  of  application  for  amendment: 
June  5, 1992 

Brief  description  of  amendment:  The 
amendment  clarifies  Item  44  of 
Technical  Specification  Table  4.1-1, 
which  specifies  the  minimum 
frequencies  for  chedu,  calibrations  and 
tests  of  the  containment  vessel  high- 
range  monitors  (R-32A  and  B)  by 
revising  the  footnote  so  that  the 
calibration  method  is  clearly  identified 
as  an  acceptable  alternative  to  the  NRC- 
preferred  calibration  technique 
described  in  NUREG-G737,  but  which 
does  not  preclude  the  use  of  the 
NUREG-0737  methodology. 

Date  of  issuance:  December  10. 1992 

Effective  dote;  December  10,  1992 

Amendment  No.  143 

Facility  Operating  License  No.  DPR- 
23.  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  June  24.  1992  (57  FR  28196) 
The  Commission's  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  December  10. 1992.  No 
significant  hazards  consideration 
comments  received:  No 

Local  Public  Document  Room 
location:  Hartsville  Memorial  Library, 
Home  and  Fifth  Avenues,  Hartsville, 
South  Carolina  29550 

Consumers  Power  Company,  Docket 
No.  50-255,  Palisades  Plant,  Van  Buren 
County,  Midrigan 

Date  of  application  for  amendment: 
October  13, 1989  and  August  27, 1992. 

Brief  description  of  amendment:  This 
amendment  would  modify  the  Palisades 
Plant  Technical  Specification  (TS) 
Section  to  incorporate  the  guidance 
provided  in  NRC  Generic  Letter  (GL)  89- 
01  for  implementation  of  programmatic 
controls  for  Radiological  EfQuent 
Tedmical  Specifications  (RETS)  in  the 
Administrative  Controls  Section  of  the 
TS  and  the  relocation  of  procedural 


detail*  of  RETS  to  the  OfiEsite  Doae 
Cakulation  Manual  (CKXM)  or  to  the 
Process  Control  Program  (POP).  Tliis 
amendment  also  rhiingiHi  the  reporting 
requirement  for  major  modificationB  to 
radioactive  liquid,  gaseous,  and  solid 
waste  treatment  systems  from  a  spadal 
report  to  a  10  CFR  50.59  report 

Date  of  issuance:  December  18, 1992 

Effective  date:  December  18, 1992 

Amendment  No.:  154 

Facility  Operating  License  No.  DPR- 
20.  Amendinent  revises  the  Tedmical 
SpecificatioiiB. 

Date  of  initial  notice  in  Fadaral 
Register  February  7, 1990  (55  FR 
4262)The  Commission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  18, 1992.  No  significant 
hazards  consideration  comments 
received:  No. 

Local  Public  Document  Roam 
location:  Van  Wylen  Library,  Hope 
College,  Holland,  Midiigan  49423. 

Entergy  C^rations,  Inc,  Dockst  No. 
50-368,  Arkansas  Nuclear  One.Unit  No. 
2,  Pope  County,  Arkansas 

Date  of  application  for  amendment: 
October  15. 1991 

Brief  description  of  amendment:  Tlie 
amendment  deleted  two  inboard 
containment  purge  isolation  valves  from 
Technical  Specification  Table  3.6-1. 

Date  of  issuance:  IDecember  14, 1992 

Effective  date:  December  14. 1992 

Amendment  No.:  140 

Facility  Operating  License  No.  NPF-6. 
Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  September  2, 1992  (57  FR 
4021  l)The  Commission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  14, 1992.  No  significant 
hazards  consideration  comments 
received:  No. 

Local  Public  Document  Room 
location:  Tomlinson  Library,  Arkansas 
Tech  University,  RussellviUe,  Arkansas 
72801 

Entergy  Operations,  Inc.,  Docket  No. 
50-368,  Arkansas  Nndear  One,Unit  No. 
2,  Pope  CoQBty,  Arkansas 

Date  of  application  for  amendment: 
October  9, 1990,  as  supplemented  by 
letters  dated  May  12.  and  September  28. 
1992 

Brief  description  of  amendment:  The 
amendment  revised  TS  3/4.8.1.  "A.C. 
Sources,"  to  achieve  consistency  with 
Generic  Letter  84-15.  "Proposed  Staff 
Actions  to  Improve  and  Maintain  Diesel 
Generator  Reliability. "  The  changes 
were  intended  to  reduce  testing  of  the 
emergency  dieael  generators  and 
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improve  their  reliability.  Editorial 
changes  were  also  made. 

230(eo/y«uance.  December  15. 1992 

Effective  date:  30  days  from  the  date 
of  issuance 

Amendment  So.:  141 

Facility  Operating  License  No.  NPF-6. 
Amendment  revised  the  Technical 
Specifications. 

Ikite  of  initial  notice  in  Federal 
Register  November  28. 1990  (55  FR 
494500).  The  additional  information 
contained  in  the  supplemental  letters 
dated  May  12.  and  September  28. 1992. 
was  clarifying  in  nature  and.  thus, 
within  the  scope  of  the  initial  notice 
and  did  not  affect  the  stafTs  proposed 
no  significant  hazards  consideration 
determination  .The  Commission's 
related  evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  15. 1992.  No  significant 
hazards  consideration  comments 
received:  No. 

Local  Public  Document  Room 
location:  Tomlinson  Library,  Arkansas 
Tech  University.  Russellville.  Arkansas 
72801 

Houston  Lighting  &  Power  Company, 
City  Public  Service  Board  of  San 
Antonio.  Central  Power  and  Light 
Company.  City  of  Austin,  Texas,  Docket 
Nos.  50-498  and  50-499,  South  Texas 
Project,  Units  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request:  June  26. 
1991,  as  supplemented  by  letters  dated 
January  24, 1992  and  June  24, 1992. 

Brief  description  of  amendments:  The 
amendments  make  changes  to  the 
Technical  Specifications  in  accordance 
with  the  guidance  provided  in  Generic 
Letter  89-01.  The  changes  consist  of 
relocating  the  procedural  details  of 
Radiological  Effluent  Technical 
Specifications  (RETS)  into  the  Offsite 
Dose  Calculation  Manual  (ODCM)  or  the 
Process  Control  Program  (PCP)  in  a 
manner  that  ensures  these  details  are 
incorporated  into  plant  operating 
procedures.  In  addition,  programmatic 
-    controls  would  be  added  to  the 
Administrative  Controls  section  of 
Technical  Specifications  to  satisfy  the 
regulatory  requirements  and  control 
changes  to  the  procedural  details  of 
ODCM  or  PCP. 
Date  of  issuance:  December  21, 1992 
Effective  date:  December  21, 1992.  to 
be  implemented  within  15  days  of 
issuance. 

Amendment  Nos.:  Amendment  Nos. 
47  and  36 

Facility  Operating  License  Nos.  NPF- 
76  and  NPF-80:  Amendment  revised  the 
Technical  Specifications. 

Date  of  initial  notice  m  Federal 
Register  Septembei  18   1<i9i  and 


September  30, 1992  (56  FR  47238  and 
57  FR  45085).  The  Commission'srelated 
evaluation  of  the  amendments  is 
contained  in  a  Safety  Evaluation  dated 
December  21, 1992.  No  significant 
hazards  consideration  comments 
received*.  No. 

Local  Public  Document  Room 
location:  Wharton  County  Junior 
College,  J.  M.  Hodges  Learning  Center, 
911  Boling  Highway,  Wharton,  Texas 
77488 

Indiana  Michigan  Power  Company. 
Docket  Noe.  50-315  and  50-316,  Donald 
C  Cook  Nuclear  Plant,  Unit  Nos.  1  and 
2.  Berrien  County.  Michigan 

Date  of  application  for  amendments: 
February  15, 1991  as  supplemented 
September  13, 1991. 

Brief  description  of  amendments:  The 
amendments  make  administrative 
changes  to  the  TS  for  both  units.  Four 
items  in  the  proposed  change  were  not 
purely  administrative  in  nature.  The 
changes  dealt  with  operability  of  the 
automatic  trip  logic,  engineered  safety 
featured  system  instrumentation, 
containment  air  lock,  and  the  physical 
stops  on  the  Auxiliary  Building  Crane. 
These  changes  will  be  evaluated  under 
a  separate  cover. 
Date  of  issuance:  November  13, 1992 
Effective  date:  November  13. 1992 
Amendments  Nos.:  168  and 
ISlFacility  Operating  Licenses  Nos. 
DPR-58  and  DPR-74.  Amendments 
revised  theTechnical  Specifications. 

Date  of  initial  notice  in  Federal 
Register  July  10. 1991  (56  FR  31435) 
and  November  13, 1991  (56  FR 
57697).The  Commission's  related 
evaluation  of  the  amendments  is 
contained  in  a  Safety  Evaluation  dated 
November  13, 1992.  No  significant 
hazards  consideration  comments 
received:  No. 

Local  Public  Document  Room 
location:  Maude  Preston  Palenske 
Memorial  Library,  500  Market  Street.  St. 
Joseph,  Michigan  49085. 

Nebraska  Public  Power  District.  Docket 
No.  50-298,  Cooper  Nuclear  Station. 
Nemaha  County,  Nebraska 

Date  of  amendment  request: 
November  15, 1991 

Brief  description  of  amendment:  The 
amendment  modified  the  technical 
specifications  to  remove  the  Rod 
Sequence  Control  System,  and  reduce 
the  Rod  Worth  Minimizer  Low  Power 
Setjfbint  from  20  percent  to  10  percent. 

Date  of  issuance:  December  22, 1992 

Effective  date:  December  22. 1992 

Amendment  No.:  156 

Facility  Operating  License  No.  DPR- 
46  Amendment  revised  the  Technical 
Specifications. 


Date  of  initial  notice  in  Federal 
Register  July  8, 1992  (57  FR  30251)The 
Commission's  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  Deceiflber  22. 1992.  No 
significant  hazards  consideration 
comments  received:  No. 

Locdl  Public  Document  Room 
location:  Auburn  Public  Library,  118 
15th  Street,  Auburn.  N«braska  68305. 

Niagara  Mohawk  Power  Corporation. 
Docket  No.  50-220,  Nine  Mile  Point 
Nuclear  Station  Unit  No.  1,  Oswego 
County,  New  York 

Date  of  application  ^r  amendment: 
October  16. 1992  | 

Brief  description  of  amendment:  The 
amendment  revises  Technical 
Specification  Surveillance  Requirement 
4.1.4.b.  to  extend  the  ctirrent  quarterly 
pump  surveillance  test  interval  for  Core 
Spray  System  11  from  January  10, 1993, 
until  February  20, 1993. 

Date  of  issuance:  December  17, 1992 

Effective  date:  December  17, 1992 

Amendment  No.:  135 

Facility  Operating  License  No.  DPR- 
63:  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  November  12, 1992  (57  FR 
53787)The  Commission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  17. 1992.  No  significant 
hazards  consideration  comments 
received:  No 

Local  Public  Document  Room 
location:  Reference  and  Documents 
Department,  Penfield  Library,  State 
University  of  New  York,  Oswego,  New 
York  13126. 

Niagara  Mohawk  Power  Corporation, 
Docket  No.  50-220,  Nine  Mile  Point 
Nuclear  Station  Unit  No.  1.  Oswego 
County.  New  York 

Date  of  application  for  amendment: 
September  17, 1992       . 

Brief  description  of  amen  dment:  The 
amendment  revises  "Technical 
Specification  3.6.12/4.6.12.  "Reactor 
Protection  System  Motor  Generator  Set 
Monitoring,"  and  associated  Bases  to 
reflect  the  replacement  of  Motor 
Generator  Sets  162  and  172  with  Static 
Uninterruptible  Power  Supplies.  The 
amendment  also  makes  conforming 
changes  to  the  Table  of  Contents  and  a 
minor  editorial  change  to  Technical 
Specification  4.6.12. 

Date  of  issuance:  December  17, 1992 

Effective  date:  December  17. 1992 

Amendment  No.:  136 

Facility  Operating  License  No.  DPR- 
63:  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  October  14, 1992  (57  FR 
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47140)The  Conimission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluetian  dated 
December  17, 1992.  No  significant 
hazards  consideration  comments 
received:  No 

Local  Public  Document  Room 
location:  Reference  and  Documents 
Department,  Penfield  Library,  State 
University  oFNew  York,  Oswego,  New 
York  13126. 

Northeast  Nuciear  Eaergy  Company,  et 
al.,  Oodcet  No.  50-336.  MiUatone 
Nuclear  Power  Station.  Unit  No.  2.  New 
London  County,  Connecticut 

Date  of  application  for  amendment: 
August  5, 1992,  as  supplemented 
October  20, 1992 

Brief  description  of  amendment:  The 
amendment  incorporates  into  the 
Technical  Specifications  the  addition  of 
two  containment  isolation  valves  to  the 
auxiliary  feedwater  system  and  changes 
to  Technical  Specification  Table  3.6-2, 
"Containment  Isolation  Valves." 

Date  of  issuance:  December  14, 1992 

Effective  date:  December  14, 1992 

Amendment  No.:  166 

Facility  Operating  License  No.  DPR- 
65.  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  September  2, 1992  (57  FR 
40216)  The  October  20, 1992,  submittal 
provided  additional  clarifying 
information  that  did  not  change  the 
initial  no  significant  hazards 
consideration  determination.  The 
Commission's  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  December  14, 1992.  No 
significant  hazards  consideration 
comments  received;  No. 

Local  Public  Document  Boom 
location:  Learning  Resources  Center, 
Thames  Valley  State  Technical  College, 
574  New  London  Turnpike,  Norwich. 
Connecticut  06360. 

Northern  States  Power  Company. 
Docket  Nos.  50-282  and  50-306,  Prairie 
Island  Nuciear  Generating  Plant,  Unit 
Nos.  1  and  2,  Goedhue  Cminty, 
Minnesota 

Date  of  application  for  amendments: 
March  20, 1992  as  revised  July  23  and 
November  6. 1992.  The  July  23  and 
November  6, 1992  letters  contained 
clarifying  information  to  the 
amendment  application.  This 
information  did  not  change  the  scope  of 
the  amendment  request  or  the  proposed 
determination  of  no  significant  hazards 
Qonsideration. 

Brief  description  of  amendments:  The 
a^eivlments  add  and  revise  limiting 
conditions  for  operation  and 
ssurveillance  requirements  to  reflect  the 


facility  statifH)  Uadcout  project 
modifications  that  will  be  complete 
upon  startup  of  the  Prairie  Island  units 
from  the  Fall  1992  outages. 
Date  of  issuance:  December  17, 1902 
Effective  date:  December  17, 1992 
Ameadment  Nos.:  103  and  96 
Facility  Operating  License  Nos.  DPR- 
42  and  DPR-60.  Amendment  revised  the 
Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Rflgitfer:  April  15, 1992  (57  FR  13135) 
The  Commission's  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  December  17, 1992.  No 
significant  hazards  consideration 
comments  received;  No. 

Local  Public  Document  Room 
location:  Miimeapolis  Public  Library, 
Technology  and  Science  Department, 
300  Nicollet  Mall,  Minneapolis, 
Minnesota  55401. 

Power  Authority  of  the  State  of  New 
York,  Docket  No.  50-333,  James  A. 
FitzPatrick  Nuclear  Power  Plant, 
Oswego  County,  New  York 

Date  of  application  for  amendment: 
November  20. 1992 

Brief  description  of  amendment:  The 
amendment  revises  Technical 
Specification  (TS)  3.0.D  and  its 
associated  Bases  to  incorporate 
recommendations  of  NRC  Generic  Letter 
(GL)  87-09,  "Sections  3  0  And  4.0  Of 
The  Standard  Technical  Specifications 
(STS)  On  The  Applicability  Of  Limiting 
Conditions  For  Operation  And 
Surveillance  Requirements." 
Specifically,  GL  87-09  provides 
guidance  to  address  unnecessary 
restrictions  on  mode  changes  by  TS 
3.0.4  (FitzPatrick  TS  3.0.D)  and 
inconsistent  application  of  exceptions. 

Date  of  issuance:  December  17, 1992 

Effective  date;  December  17, 1992 

Amendment  No.:  184 

Facility  Operating  License  No.  DPR- 
59:  Amendment  revised  the  Technical 
Specifications.Public  comments 
requested  as  to  proposed  no  significant 
hazards  consideration;  Yes  (57  FR 
56430.  dated  November  27, 1992).  That 
notice  provided  an  opportunity  to 
submit  comnients  on  the  Commission's 
proposed  no  significant  hazards 
consideration  determination.  No 
comments  have  been  received.  The 
notice  published  November  27, 1992, 
also  provided  for  an  opportunity  to 
request  a  hearing  by  December  28, 1992. 
but  indicated  that  if  the  Commission 
makes  a  final  no  significant  hazards 
consideration  determination  any  such 
hearing  would  take  place  after  issuance 
of  the  amendment. 

The  Commission's  related  evaluation 
of  the  amendment,  finding  of  exigent 
circumstances,  and  final  no  significant 


hazards  considerHtion  determination  are 
contained  in  a  Safety  Evaluation  dated 
December  17. 1992. 

Local  Public  Document  Room 
location:  Reference  and  Documents 
Department,  Penfield  Library,  State 
University  of  New  York,  Oswego,  New 
York  13126. 

Pnfaftic  Serrica  Electric  k  Gas  Company. 
Docket  No.  50-354,  Hope  Creek 
Generating  Station,  Salem  County,  New 
Jersey 

Date  of  application  for  amendment: 
June  4, 1992  and  July  8, 1992,  as 
supplemented  by  letters  dated 
September  1, 1992,  October  6, 1992,  and 
November  16, 1992. 

Brief  description  of  amendment:  This 
amendment  changes  Technical 
Specification  6.3  to  delete  the 
Operations  Manager  as  a  position 
requiring  a  Senior  Reactor  Operator 
(SRO)  license  and  delineate  the 
requirements  for  the  Operations 
Manager  position,  and  changes  TS  6.3.1 
and  6.4.1  to  delete  existing  licensed 
operator  qualification  and  training 
requirements  that  are  superseded  based 
on  1)  INPO  accreditation  ofHope 
Creek's  licensed  operator  training 
programs,  and  2)  promulgation  of  the 
revised  10  CFR  Part  55. 

Date  of  issuance:  December  21, 1992 

Effective  date:  December  21. 1992 

Amendment  No.:  56 

Facility  Operating  License  No.  NPF- 
57:  This  amendment  revised  the 
Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register  July  22, 1992  (57  FR  32576) 
and  Augjut  19, 1992  (57  FR  37571)The 
Commission's  related  evaluation  of  the 
amendment  is  contained  in  aSafety 
Evaluation  dated  December  21. 1992.  No 
significant  hazards  consideration 
comments  received;  No 

Local  Public  Document  Room 
location:  Pennsville  Pubfic  Library,  190 
S.  Broadway,  Pennsville.  New  Jersey 
08070 

South  Carolina  Electric  &  Gas 
Company,  South  Carolina  Public 
Service  Authority.  Docket  No.  50-395, 
Virgil  C  Sununer  Nuclear  Station,  Unit 
No.  1,  Fairfield  County.  South  Carolina 

Date  of  application  for  amendment: 
April  15.1992 

Brief  description  of  amendment:T)iB 
amendment  ciianges  the  Technical 
Specifications  to  revise  Engineered 
Safety  Features  response  times  to 
account  for  sequential  stroking  of  the 
outlet  isolation  valves  on  the  refueling 
water  storage  tank  and  volume  control 
tank. 

Date  of  issuance:  December  15. 1992 

Effective  date:  December  15. 1992 
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Amendment  No.:  108 

Facility  Operating  License  No.  NPF- 
12.  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  June  10. 1992  (57  FR 
24679)The  Commission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  15. 1992,  No  significant 
hazards  consideration  comments 
received;  No 

Local  Public  Document  Room 
location:  Fairfield  Coimty  Library. 
Garden  and  Washington  Streets. 
Winnsboro.  South  Carolina  29180. 

Union  Electric  Company.  Docket  No. 
50-483,  Callaway  Plant,  Unit  1, 
Callaway  County.  Missouri 

Date  of  application  for  amendment: 
December  20. 1991  and  October  30. 
1992 

Brief  description  of  amendment:  The 
amendment  revised  Technical 
Specification  Table  3  3-4.  "Engineered 
Safety  Features  Actuation  System 
Instrumentation  Trip  Setpoint." 
Functional  Unit  8.b.  to  change  the  trip 
setpoint.  the  allowable  value,  total 
allowance,  sensor  error,  and  "Z"  value 
for  the  "4  KV  UndervoUage-Grid 
Degraded  Voltage"  protection  function 
to  agree  with  the  required  design  values. 
Date  of  issuance:  December  16, 1992 
Effective  date:  December  16. 1992 
Amendment  No.:  74 
Facility  Operating  License  No.  NPF- 
30.  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  April  29, 1992  (57  FR 
18179)The  October  30, 1992.  letter 
provided  clarifying  information  only 
and  did  not  affect  the  stafrs  proposed 
no  significant  hazards  consideration 
determination.  The  Commission's 
related  evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  16. 1992.  No  significant 
hazards  consideration  comments 
received:  No.Sholly 

Local  Public  Document  Room 
location:  Callaway  County  Public 
Library,  710  Court  Street.  Fulton. 
Missouri  65251. 

Union  Electric  Company.  Docket  No. 
50-483.  Callaway  Plant.  Unit  1, 
Callaway  County,  Missouri 

Date  of  application  for  amendment: 
March  15. 1991.  December  13. 1991. 
September  16, 1992  and  October  30. 
1992. 

Brief  description  of  amendment:  The 
amendment  revised  Technical 
Specification  (TS)  ACTION  statement 
3.6.1.2.  and  the  s\irveillance  criteria  in 
TS  4.6.1.2.b  to  establish  two  conditions 


for  determining  the  acceptability  of  the 
periodic  Type  A  tests  conducted 
pursuant  to  Appendix  J  to  10  CFR  Part 
50.  These  conditions  are  the  "as  found" 
and  the  "as  left"  conditions;  each  has 
separate  acceptance  criteria. 

Do/eo/ issuance:  December  16. 1992 

Effective  date:  December  18. 1992 

Amendment  No.:  75 

Facility  Operating  License  No.  NPF- 
30.  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register  September  4. 1991  (56  FR 
43816)The  December  13. 1991. 
September  16. 1992  and  October  30. 
1992  submittals  provided  additional 
clarifying  information  that  did  not 
change  the  initial  proposed  significant 
hazards  consideration  determination. 
The  Commission's  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  December  16. 12992. 
No  significant  hazards  consideration 
comments  received:  No. 

Local  Public  Document  Room 
location:  Callaway  County  Public 
Library.  710  Court  Street.  Fulton. 
Missouri  65251. 

Virginia  Electric  and  Power  Company, 
et  al..  Docket  Nos.  50-338  and  50-339, 
North  Anna  Power  Station,  Units  No.  1 
and  No.  2,  Louisa  County,  Virginia 

Date  of  application  for  amendments: 
September  4. 1992 

Brief  description  of  amendments:  The 
amendments  revise  the  current  NA-i&2 
TS  pertaining  to  the  monitoring  program 
for  secondary  waiver  chemistry.  The 
revised  TS  are  consistent  with  the 
Steam  Generator  Owners'  Group  and 
Electric  Power  Research  Institute 
guidelines  and  NUREG-0452.  Revision 
4.  "Standard  Technical  Specifications 
for  Westinghouse  Pressurized  Water 
Reactors." 

Date  of  issuance:  December  9. 1992 

Effective  date:  December  9. 1992 

Amendment  Nos.:  169.  148 

Facility  Operating  License  Nos.  NPF- 
4  and  NPF-7.  Amendments  revised  the 
Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register  October  14. 1992  (57  FR 
47141)The  Commission's  related 
evaluation  of  the  amendments  is 
contained  in  a  Safety  Evaluation  dated 
'  December  9. 1992.  No  significant 
hazards  consideration  comments 
received:  No. 

Local  Public  Document  Room 
location:  The  Alderman  Library.  Special 
Collections  Department,  University  of 
Virginia.  Chariottesville.  Virginia  22903 
2498. 


Virginia  Electric  and  Power  Company. 
Docket  Nos.  50-280  and  50-281,  Surry 
Power  Statitm.  Unit  Nos.  1  and  2.  Surry 
County,  Virginia. 

Date  of  application  for  amendments. 
July  28. 1992 

Brief  description  of  amendments: 
These  amendments  delete  the 
operability  and  surveillance 
requirements  for  the  hydrogen  monitor 
from  the  explosive  gas  monitoring 
instrumentation  requirements  for  the 
waste  gas  holdup  system.  In  addition,  a 
requirement  is  added  to  submit  a  special 
report  to  the  NRC  if  the  oxygen 
concentration  in  a  waste  gas  decay  tank 
exceeds  the  TS  hmit  and  is  not  returned 
to  below  that  limit  in  a  specified  time. 
Finally,  administrative  changes  were 
made  to  achieve  consistency  with  the 
Standard  Technical  Specifications. 

Date  of  issuance:  December  14, 1992 

Effective  date:  December  14. 1992 

Amendment  Nos.  171,  170 

Facility  Operating  License  Nos.  DPR- 
32  and  DPR-37:  Amendments  revised 
the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register  September  2,  1992  (57  FR 
40223)  The  Commission's  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
December  14. 1992.  No  significant 
hazards  consideration  comments 
received;  No 

Local  Public  Document  Room 
/oca^on:  Swem  Library.  College  of 
William  and  Mary.  Williamsburg. 
Virginia  23185 

Dated  at  Rockville.  Maryland,  this  29th  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission 

Martin  J.  Virgilio, 

Acting  Director,  Division  of  Reactor  Projects 
III/IV/V,  Office  of  Nuclear  Reactor  Regulation 
IDoc.  93-44  Filed  1-5-93:  8:45  ami 
BILUNG  C006  75MM)1-F 


[Docket  No.  50-373] 

Commonwealth  Edison  Co.;  Notice  of 
Consideration  of  Issuance  of 
Amendment  to  Facility  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  for  Hearing 

The  U.S.  Nuclear  Regulatory 
Commission  (the  Commission)  is 
considering  issuance  of  an  amendment 
to  Facility  Operating  License  No.  NPF- 
11.  issued  to  Commonwealth  Edison 
Company  (CECo.  the  licensee),  for 
operation  of  the  LaSalle  County  Station. 
Unit  1.  located  in  LaSalle  County. 
Illinois. 

The  proposed  amendment  requests 
changes  to  Technical  Specification  5  0. 
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"Design  Features"  to  address  the 
planned  rereck  of  the  spent  fuel  pool  at 
the  LaSalle  County  Station.  The 
proposed  rerack  would  increase  the 
spent  fuel  pool  storage  capacity  from 
1080  to  3986  storage  cells.  The  added 
capacity  would  extend  the  projected 
loss  of  Uie  full  core  discharge  capability 
date  from  2002  to  2013. 

Before  issuance  of  the  proposed 
license  amendment,  the  Commission 
will  have  made  findings  required  by  the 
Atomic  Energy  Act  of  1954,  as  amended 
(the  Act)  and  the  Commission's 
regulations. 

The  Commission  has  made  a 
proposed  determination  that  the 
amendment  request  involves  no 
signiBcant  hazards  consideration.  Under 
the  Commission's  regulations  in  10  CFR 
50.92,  this  means  that  operation  of  the 
facility  in  accordance  with  the  proposed 
amendment  would  not  (1)  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated;  or  (2)  create  the  possibility  of 
a  new  or  different  kind  of  accident  from 
any  accident  previously  evaluated;  or 
(3)  involve  a  significant  reduction  in  a 
margin  of  safety.  As  required  by  10  CFR 
50.91(a),  the  licensee  has  provided  its 
analysis  of  the  issue  of  no  significant 
hazards  consideration,  which  is 
presented  below: 

(1)  Would  operation  of  the  facility  in 
accordance  with  the  proposed  amendment 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated? 

In  the  course  of  the  analysis,  CBCo  has 
considered  the  following  potential  accident 
scenarios: 

1.  A  fuel  assembly  drop  in  the  spent  fuel 
pool. 

2.  Tool  drops  from  the  elevated  worktable. 

3.  Loss  of  spent  fuel  pool  cooling  system 
flow. 

4.  A  seismic  event. 

5.  Rack  (heavy  load)  drop  during  (rack 
installation). 

It  has  been  concluded  that  the  proposed 
modification  to  the  spent  fuel  pool  does  not 
increase  the  probability  of  accident  scenarios 
1-4  since  the  increase  in  storage  capacity  is 
not  assumed  to  be  an  initiator  of  events 
involving  the  loss  of  spent  fuel  pool  cooling, 
a  dropped  sprnnt  fuel  assembly  in  the  spent 
fuel  pool,  or  a  seismic  event.  A  tool  drop 
from  the  elevated  worktable,  although  not  a 
previously- analyzed  accident,  is  bounded  by 
the  consequences  of  the  fuel  drop  accident. 

CECo  has  also  considered  the  probability  of 
an  accident  resulting  from  a  postulated  rack 
(heavy  load)  drop  during  the  (installation) 
process.  LaSalle  Technical  Specincation 
3.9. 7.b.  restricts  movement  of  loads  heavier 
than  the  weight  of  a  single  spent  fuel 
assembly  from  being  carried  over  fuel  stored 
in  the  spent  fuel  pool.  All  work  in  the  spent 
fuel  pool  area  will  be  controlled  and 
performed  in  strict  accordance  with  specific 
written  procedures  and  administrative 


controls  to  prevent  the  movement  of  a  rack 
directly  over  any  fiiel,  all  of  which  will  be 
stored  in  the  Unit  2  Spent  Fuel  Storage  Pool. 
Therefore  the  probability  of  an  accident 
resulting  from  the  drop  of  a  rack  module  on 
spent  fuel  is  [very  low). 

Accordingly,  the  proposed  Technical 
Specification  and  the  associated  modification 
does  not  involve  an  increase  in  the 
probability  of  an  accident  previously 
evaluated,  or  an  accident  of  a  different  type. 

CECo  has  evaluated  the  consequences  of  a 
fiiel  assembly  drop  in  the  spent  fuel  pool  and 
determined  that  the  criticality  acceptance 
criterion,  kcfr  ^.95,  is  not  violated.  In 
addition,  CBCo  determined  that  the 
radiological  consequences  of  a  fuel  assembly 
drop  are  bounded  by  the  [Updated  Final 
Safety  Analysis  Report)  UFSAR  analyses. 
Analyses  demonstrate  that  the  calculated 
doses  are  well  within  10  CFR  part  100 
guidelines.  The  results  of  an  analysis  show 
that  a  dropped  fuel  assembly  on  the  racks 
will  not  distort  the  racks  such  that  stored  fuel 
assemblies  would  be  impacted.  Thus,  the 
consequences  of  this  type  of  accident  are  not 
significantly  changed  from  the  previously 
evaluated  spent  fuel  assembly  drops. 

The  spent  fuel  pool  system  is  a  passive 
system  with  the  exception  of  the  Fuel  Pool 
Cooling  and  Cleanup  system  and  HVAC 
equipment.  The  redundancies  in  the  cooling 
system  and  the  HVAC  hardware  are  not 
reduced  by  the  planned  storage  densification. 
The  extent  of  active  tiardware  in  these 
systems  is  only  marginally  changed. 
Therefore,  the  probability  of  occurrence  or 
malfunction  of^safety  equipment  leading  to 
loss  of  spent  fuel  pool  cooling  fiow  is  not 
increased. 

The  consequences  of  a  loss  of  spent  fuel 
pool  cooling  system  flow  have  been 
evaluated  and  it  was  determined  that 
sufficient  time  remains  available  to  provide 
an  alternate  means  for  cooling  in  the  event 
of  a  complete  failure  of  the  cooling  system. 
Thus,  the  consequences  of  this  type  of 
accident  are  not  increased  from  previously 
evaluated  loss  of  cooling  system  flow 
accidents. 

The  consequences  of  a  seismic  event  have 
been  evaluated.  The  new  racks  are  designed 
and  will  be  fabricated  to  meet  the 
requirements  of  applicable  portions  of  the 
NRC  Regulatory  Guides  and  published 
standards.  The  new  free-standing  racks  are 
designed  so  that  the  integrity  of  both  the 
racks  and  the  pool  structure  is  maintained 
during  and  after  a  seismic  event  with  no 
resultant  damage  to  stored  fuel.  Thus,  the 
consequences  of  a  seismic  event  are  not 
increased  from  previously  evaluated  events. 

The  probability  and  consequences  of  a 
spent  fiiel  cask  dirop  will  not  be  affected  by 
the  replacement  of  the  racks.  LaSalle 
Technical  Specification  3.9.7.  restricts 
movement  of  spent  fuel  casks  from  traveling 
over  any  region  of  the  spent  fuel  pool.  During 
the  reracking  of  the  Unit  1  Spent  Fuel  Storage 
Pool,  all  spent  fuel  will  be  stored  in  the  Unit 
2  Spent  Fuel  Storage  Pool. 

llie  consequences  of  a  rack  (heavy  load) 
drop  during  (installation)  have  been 
considered.  There  is  no  equipment  which  is 
essential  to  the  safe  shutdown  of  the  reactor 


or  employed  to  mitigate  the  consequences  of 
an  accident  which  is  beneath,  adjacent  to  of 
otherwise  within  the  area  of  influence  of  any 
loads  that  will  be  handled  during  the 
expansion  modification.  An  analysis  was  also 
performed  to  determine  the  effect  on  the 
integrity  of  the  spent  fuel  pool  structure 
following  the  free  fall  of  the  heaviest  rack 
module.  The  analysis  concluded  that  the 
maximum  load  due  to  the  rack  drop  event  is 
well  below  the  cumulative  impact  load 
produced  during  the  seismic  event,  and  as 
such  is  bounded  by  the  seismic  analysis. 
Therefore,  the  consequences  of  a  raoL  (heavy 
load]  drop  during  construction  are  not 
Increased  from  previously  evaluated  events. 

In  summary,  it  is  concluded  that  the 
proposed  amendment  to  replace  the  spent 
mel  racks  in  the  Unit  1  spent  fuel  p>ool  does 
not  involve  an  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

(2)  Would  operation  of  the  facility  in 
accordance  with  the  proposed  amendment 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated? 

CECo  has  evaluated  the  proposed 
modification  in  accordance  with  the 
guidance  of  the  NRC  Position  Paper,  "OT 
Position  for  Review  and  Acceptance  of  Spent 
Fuel  Storage  and  Handling  Applications," 
appropriate  NRC  Regulatory  Guides, 
appropriate  NRC  Standard  Review  Plans,  and 
appropriate  Industry  codes  and  standards.  In 
addition,  CECo  has  reviewed  several 
previous  NRC  Safety  Evaluation  Reports  for 
rerack  applications  similar  to  this  proposed 
modification. 

No  unproven  technology  will  be  utilized 
either  in  the  construction  process  or  in  the 
analytical  techniques  necessary  to  justify  the 
planned  fuel  storage  expansion.  The  basic 
reracking  technology  in  this  instance  has 
been  developed  and  demonstrated  in  other 
applications  for  fuel  pool  capacity  increases 
previously  approved  by  the  NRC 

Based  upon  the  foregoing,  CECo  concludes 
that  the  proposed  Technical  Specification 
and  associated  reracking  modification  does 
not  create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

(3)  Would  operation  of  the  facility  in 
accordance  with  the  proposed  amendment 
involved  a  significant  reduction  in  the 
margin  of  safety? 
***** 

The  established  acceptance  criterion  for 
criticality  is  that  the  neutron  multiplication 
foctor  in  spent  fuel  pools  shall  be  less  than 
or  equal  to  0.95,  including  all  uncertainties, 
under  all  conditions.  This  margin  of  safety 
has  been  adhered  to  in  the  criticality  analysis 
methods  for  the  new  rack  design. 

The  methods  used  in  the  criticality 
analysis  conform  to  the  applicable  portions 
of  the  appropriate  NRC  guidance  and 
industry  codes,  standards,  and  s[>ecifications. 
In  meeting  the  acceptance  criteria  for 
criticality  in  the  spent  fuel  pool,  the  analyses 
showed  that  k  etr  is  always  less  than  0.95, 
including  uncertainties  at  a  95%  confidence 
and  95%  probability.  Therefore,  the  proposed 
amendment  does  not  involve  a  reduction  in 
the  margin  of  safety  for  nuclear  critlrallty.  at 
defined  in  the  UFSAR. 
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Tha  K-inflnity  criticality  approach  for 
allowing  storage  of  advancad  tuat  dasigns  in 
t)M  new  Unit  1  fual  racki  includes  the  «ame 
type  of  conservatism*  that  ware  used  in  the 
original  analysi*  performed  for  the  new  spent 
fuel  storage  racks.  Therefore,  the  use  of  the 
K-infinity  analysis  does  not  involve  a 
reduction  in  the  mai^n  of  safety  far  nuclear 
criticality. 

Conservative  methods  were  used  to 
calculate  the  maximum  fuel  cladding 
temperature  and  the  increase  in  temperature 
of  the  water  in  the  spent  furi  pool.  The 
thennal-hydnulic  evaluation  used  the 
methods  previously  employed  for 
evaluations  of  previously  Hcansed  high 
density  spent  Kiel  racks  to  demonstrate  that 
adequate  temperature  margin  is  maintained. 
The  proposed  modification  will  increase  the 
heat  load  in  the  spent  fuel  pool.  However,  the 
evaluation  shows  that  the  existing  spent  fuel 
cooling  system  will  maintain  the  bulk  pool 
water  temperature  at  or  below  140  degrees 
Fahrenheit  with  both  cooling  trains  in 
operation.  Thus,  it  is  demonstrated  that  the 
peak  value  of  the  pool  bulk  temperature  is 
lower  than  the  temperatura  guidelines  for 
both  normal  and  abnormal  conditions 
specified  in  the  Standard  Review  Plan, 
section  9.1.3.  The  evaluation  also  shows  that 
maximum  local  water  temperatures  along  the 
hottest  fuel  assembly  ara  bialow  the  nucleate 
boiling  condition  viUue.  Thus,  there  is  no 
reduction  in  the  margin  of  safety  for  thermal 
hydraulic  or  spent  fuel  cooling  concerns  as 
UHfmed  in  the  UFSAR. 

The  main  safety  function  of  the  spent  fuel 
pool  and  the  racks  is  to  maintain  the  spent 
Lei  assemblies  in  a  safe  configuration 
through  all  normal  or  abnormal  loadings. 
Abnormal  loadings  which  have  been 
considered  are  the  efiect  of  an  earthquake 
and  the  impact  due  to  the  drop  of  a  spent  fuel 
assembly.  The  mechanical,  material,  and 
structural  design  of  the  new  spent  fuel  racks 
is  in  accordance  with  applicable  portions  of 
"NRC  OT  Position  for  Review  and 
Acceptance  of  Spent  Fuel  Storage  and 
Handling  Applications,"  dated  April  14, 
1978,  as  modified  January  18, 1979  and  other 
applicable  NRC  guidance  and  industry  codes. 
The  rack  materials  used  ara  comparable  with 
the  spent  fuel  pool  and  spent  fuel  assemblies. 
The  structural  considerations  of  the  new 
racks  address  margins  of  safety  against  tilting 
and  deflection  or  movement,  such  that  the 
racks,  if  they  do  impact  each  other  during  the 
postulated  seismic  events,  will  only  come  in 
contact  with  each  other  at  locations  designed 
for  that  purpose.  In  addibon  the  spent  fuel 
assemblies  remain  intact  and  no  criticality 
concerns  exist.  Thus  the  margins  of  safety  as 
defined  in  the  UFSAR  are  not  reduced  by  the 
proposed  rerack. 

The  Finite  Element  Method  was  used  to 
evaluate  the  margins  of  the  spent  fuel  pool 
concrete  structure.  The  evaluation 
demonstrates  that  the  strength  margin  of 
safety  of  the  fuel  pool  structure  is 
maintained. 

From  the  foregoing,  it  is  concluded  that  the 
margin  of  safety  against  nudaar  criticality, 
structural  integrity  and  material 
compatibility  are  consistent  with  the 
provision  of  the  LaSalle  UFSWUt  and  USNRC 
regulations.  The  new  worse  case  maximum 


bulk  pool  water  iamparatura  is  140  delves 
Fafaranheit.  This  is  found  to  resuh  in  a 
nsgligibia  decrease  in  the  time-to-boil  stated 
in  the  UFSAR.  The  margin  of  safety  in  the 
pool  structun  due  to  thermal  loadings  is  well 
within  the  17SAR  specifications. 

The  NRC  staff  has  reviewed  the 
hcensee's  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendmoit  request  involves  no 
simificant  hazards  consideration. 

The  CominissioQ  is  seeking  public 
comments  on  this  proposed 
determination.  Any  comments  received 
within  thirty  (30)  days  after  the  date  of 
publication  of  this  notice  will  be 
considered  in  making  any  final 
determination.  The  Commission  will 
not  normally  make  a  final  determination 
unless  it  receives  a  request  for  a  hearing. 

Written  comments  may  be  submitted 
by  mail  to  the  Rules  and  Directives 
Review  Branch,  Division  of  Freedom  of 
Information  and  Publications  Services. 
Office  of  Administration,  U.S.  Nuclear 
Regulatory  Commission,  Washington. 
DC  20555.  and  should  dte  the 
publication  date  and  page  number  of 
this  Federal  Register  notice.  Written 
comnwnts  may  also  be  delivered  to 
Room  P-223,  Phillips  Building,  7920 
Norfolk  Avenue.  Bethesda,  Maryland, 
from  7:30  a.m.  to  4:15  p.m.  Federal 
workdays.  Copies  of  written  comments 
received  may  be  examined  at  the  NRC 
Public  Docimient  Room,  the  Gelman 
Building.  2120  L  Street.  NW.. 
Washington,  DC  20555.  The  filing  of 
requests  for  hearing  and  petitions  for 
leave  to  intervene  is  discussed  below. 

By  February  5. 1993,  the  licensee  may 
file  a  request  for  a  hearing  with  respect 
to  issuance  of  the  amendment  to  the 
subject  facility  operating  license  and 
any  person  whose  interest  may  be 
affected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
for  a  hearing  and  a  petition  for  leave  to 
intervene.  Requests  for  a  hearing  and  a 
petition  for  leave  to  intervene  shall  be 
filed  in  accordance  with  the 
Commission's  "Rules  of  Practice  for 
Domestic  Licensing  Proceedings"  in  10 
CFR  part  2.  Interested  persons  should 
consult  a  current  copy  of  10  CFR  2.714 
which  is  available  at  the  Commission's 
Public  Document  Room,  the  Gelman 
Building.  2120  L  Street.  NW.. 
Washington.  DC  20555  and  at  the  local 
public  document  room  located  at  the 
Public  Library  of  Illinois  Valley 
Community  College.  Rural  Route  No.  1. 
Oglesby.  Illinois  61348. 

If  a  request  for  a  hearing  or  petition 
for  leave  to  intervene  is  filed  by  the 


above  date,  the  Commission  or  an 
Atomic  Safety  and  Licensing  Board 
Panel,  designated  by  the  Commission  or 
by  the  Chairman  of  the  Atomic  Safiety 
and  Licensing  Board  Panel,  will  rule  on 
the  request  and/or  petition;  and  the 
Secretary  or  the  designated  Atomic 
Sefety  and  Licensing  Board  Panel  will 
issue  a  notice  of  hearing  or  an 

appropriate  order.     

As  reqxiired  by  10  CFR  2.714.  a 
petiticm  for  leave  to  intervene  shall  set 
forth  vtrith  particularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  proceeding.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  factors:  (1)  The  nature  of  the 
petitioner's  right  under  the  Act  to  be 
made  a  party  to  the  proceeding;  (2)  the 
nature  and  extent  of  the  petitioner's 
property,  financial,  or  other  interest  in 
the  proceeding;  and  (3)  the  possible 
effect  of  any  order  which  may  be 
entered  in  the  proceeding  on  the 
petitioner's  interest.  The  petition  should 
also  identify  the  specific  aspect(s)  of  the 
subject  matter  of  tne  proceeding  as  to 
which  petitioner  wishes  to  intervene. 
Any  person  who  has  filed  a  petition  for 
leave  to  intervene  or  who  has  been 
admitted  as  a  party  may  amend  the 
petition  without  requesting  leave  of  the 
Board  up  to  fifteen  (15)  days  prior  to  the 
first  prehearing  conference  sdieduled  in 
the  proceeding,  but  such  an  amended 
petition  must  satisfy  the  specificity 
requirements  described  above. 

Not  later  than  fifteen  (15)  days  pricar 
to  the  first  prehearing  conference 
scheduled  in  the  proceeding,  a 
petitioner  shall  file  a  supplement  to  the 
petition  to  intervene  wltich  must 
include  a  list  of  the  contentions  which 
are  sought  to  be  Utigated  in  the  matter. 
Each  contention  must  consist  of  a 
specific  statement  of  the  issue  of  law  or 
fact  to  be  raised  or  controverted.  In 
addition,  the  petitioner  shall  provide  a 
brief  explanation  of  the  bases  of  the 
contention  and  a  concise  statement  of 
the  alleged  facts  or  expert  opinion 
which  support  the  contention  and  on 
which  the  petitioner  intends  to  rely  in 
proving  the  contention  at  the  hearing. 
The  petitioner  must  also  provide 
references  to  those  specific  sources  and 
documents  of  which  the  petitioner  is 
aware  and  on  which  the  petitioner 
intends  to  rely  to  establish  those  facts  or 
expert  opinion.  Petitioner  must  provide 
sufficient  information  to  show  that  a 
genuine  dispute  exists  with  the 
applicant  on  a  material  issue  of  law  or 
fact.  Contentions  shall  be  limited  to 
matters  within  the  scope  of  the 
amendment  under  consideration.  The 
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contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner  to 
relief.  A  petitioner  who  fails  to  file  such 
a  supplement  which  satisfies  these 
requirements  with  respect  to  at  least  one 
contention  will  not  be  permitted  to 
participate  as  a  party. 
Those  permitted  to  intervene  become 

ftarties  to  the  proceeding,  subject  to  any 
imitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
participate  fully  in  the  conduct  of  the 
hearing,  including  the  opportunity  to 
present  evidence  and  cross-examine 
witnesses. 

If  a  hearing  is  requested,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  hearing  is  held. 

If  the  final  determination  is  that  the 
amendment  request  involves  no 
significant  hazards  consideration,  the 
Commission  may  issue  the  amendment 
and  make  it  immediately  effective, 
notwithstanding  the  request  for  a 
hearing.  Any  bearing  held  would  take 
place  after  issuance  of  the  amendment. 

If  the  final  determination  is  that  the 
amendment  request  involves  a 
significant  hazards  consideration,  any  . 
hearing  held  would  take  place  before 
the  issuance  of  any  amendment. 

Normally,  the  Commission  will  not 
issue  the  amendment  until  the 
expiration  of  the  30-day  notice  period. 
However,  should  circimistances  change 
during  the  notice  period,  such  that 
failure  to  act  in  a  timely  way  would 
result,  for  example,  in  derating  or 
shutdown  of  the  facility,  the 
Commission  may  issue  the  license 
amendment  before  the  expiration  of  the 
30-day  notice  period,  provided  that  its 
final  determination  is  that  the 
amendment  involves  no  significant 
hazards  consideration.  The  final 
determination  will  consider  all  public 
and  State  comments  received.  Should 
the  Commission  take  this  action,  it  will 
publish  in  the  Federal  Register  a  notice 
of  issuance  and  provide  for  opportunity 
for  a  hearing  after  issuance.  The 
Commission  expects  that  the  need  to 
take  this  action  will  occur  very 
infrequently. 

A  request  for  a  hearing  or  a  petition 
for  leave  to  intervene  must  be  filed  with 
the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555.  Attention: 
Docketing  and  Services  Branch,  or  may 
be  delivered  to  the  Commission's  Public 
Document  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington,  DC 
20555,  by  the  above  date.  Where 
petitions  are  filed  during  the  last  ten 
(10)  days  of  the  notice  period,  it  is 


requested  that  the  petitioner  promptly 
so  inform  the  Commission  by  a  toll-free 
telephone  call  to  Western  Union  at  1- 
(800)-325-6000  (in  Missouri  l-(800)- 
342-6700).  The  Western  Union  operator 
should  be  given  Datagram  Identification 
Number  N1023  and  the  following 
message  addressed  to  Richard  J.  Barrett: 
petitioner's  name  and  telephone 
number;  date  petition  was  mailed;  plant 
name;  and  publication  date  and  page 
number  of  this  Federal  Register  notice. 
A  copy  of  the  petition  should  also  be 
sent  to  the  Office  of  the  General    . 
Counsel,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555, 
and  to  Michael  I.  Miller,  Esquire;  Sidley 
and  Austin,  One  First  National  Plaza. 
Chicago,  Illinois  60690,  attorney  for  Uie 
licensee. 

Nontimely  filings  of  petitions  for 
leave  to  intervene,  amended  petitions, 
supplemental  petitions  and/or  requests 
for  hearing  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer  or  the 
presiding  Atomic  Safety  and  Licensing 
Board  Panel  that  the  petition  and/or 
request  should  be  granted  based  upon  a 
balancing  of  the  factors  specified  in  10 
CFR  2.714(a)(1)  (i)-{v)  and  2.714(d). 

The  Commission  hereby  provides 
notice  that  this  is  a  proceechng  on  an 
application  for  a  license  amendment 
falling  within  the  scope  of  section  134 
of  the  Nuclear  Waste  Policy  Act  of  1982 
(NWPA),  42  U.S.C  10154.  Under 
section  134  of  the  NWPA,  the 
Commission,  at  the  request  of  any  party 
to  the  proceeding,  must  use  hybrid 
hearing  procedures  with  respect  to  "any 
matter  which  the  Commission 
determines  to  be  in  controversy  among 
the  parties."  The  hybrid  procedures  in 
section  134  provide  for  oral  argument 
on  matters  in  controversy,  preceded  by 
discovery  imder  the  Commission's 
rules,  and  the  designation,  following 
argument,  of  only  those  factual  issues 
that  involve  a  genuine  and  substantial 
dispute,  together  with  any  remaining 
questions  of  law,  to  be  resolved  in  an 
adjudicatory  hearing.  Actual 
adjudicatory  hearings  are  to  be  held  on 
only  those  issues  found  to  meet  the 
criteria  of  section  134  and  set  for 
hearing  after  oral  argument. 

The  Commission's  rules 
implementing  section  134  of  the  NWPA 
are  found  in  10  CFR  part  2,  Subpart  K, 
"Hybrid  Hearing  Procedures  for 
Expansion  of  Spent  Nuclear  Fuel 
Storage  Capacity  at  Civilian  Nuclear 
Power  Reactors"  (published  at  50  FR 
41670,  October  15, 1985),  and  10  CFR 
2.1101  et  seq.  Under  those  rules,  any 
party  to  the  proceeding  may  invoke  the 
hybrid  hearing  procedures  by  filing  with 
the  presiding  officer  a  written  request 


for  oral  argument  under  10  CFR  Z.1109. 
To  be  timely,  the  request  must  be  filed 
within  10  days  of  an  order  granting  a 
request  for  hearing  or  petition  to 
intervene.  (As  ouUined  above,  the 
Commission's  rules  in  10  CFR  part  2, 
subpart  G,  and  2.714  in  particular, 
continue  to  govern  the  filing  of  requests 
for  a  hearing  or  petitions  to  intervene, 
as  well  as  the  admission  of  contentions.) 
The  presiding  officer  shall  grant  a 
timely  request  for  oral  argimienL  The 
presiding  officer  may  grant  an  untimely 
request  for  oral  argument  only  upon 
showing  of  good  cause  by  the  requesting 
party  for  the  failure  to  file  on  time  and 
after  providing  the  other  parties  an 
opportunity  to  respond  to  the  untimely 
request.  If  the  presiding  officer  grants  a 
request  for  oral  argument,  any  hearing 
held  on  the  application  shall  be 
conducted  in  accordance  with  the 
hybrid  hearing  procedures.  In  essence, 
those  procedures  limit  the  time 
available  for  discovery  and  require  that 
an  oral  argument  be  held  to  determine 
whether  any  contentions  must  be 
resolved  in  adjudicatory  hearing.  If  no 
party  to  the  proceedings  requests  oral 
argument,  or  if  all  imtimely  requests  for 
oral  argument  are  denied,  then  the  usual 
procedures  in  10  CFR  part  2,  subpart  G, 
apply. 

For  further  details  with  respect  to  this 
action,  see  the  application  for 
amendment  dated  June  5, 1992,  which 
is  available  for  public  inspection  at  the 
Commission's  Public  Document  Room, 
the  Gelman  Building,  2120  L  Street, 
NW.,  Washington,  DC  20555.  and  at  the 
local  public  document  room,  located  at 
the  Pubhc  Library  of  Illinois  Valley 
Community  College,  Rural  Route  No.  1, 
Oglesby,  Illinois  61348. 

Dated  at  Rockville,  Maryland,  this  29th  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Robert  J.  Stransky. 

Project  Manager,  Project  Directorate  ni-2, 
Division  of  Reactpr  Projects— ni/lV/V,  Office 
of  Nuclear  Reactor  Regulation. 
[FR  Doc.  93-171  Filed  1-5-93;  8:45  am] 
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OFFICE  OF  SPECIAL  COUNSEL 

Complaints  and  Diaclosuras  Submitted 
Under  the  Whistleblower  Protection 
Act 

agency:  U.S.  Office  of  Special  Counsel 
ACTION:  Extension  of  the  expiration  date 
of  a  currently  approved  collection. 

Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Paperwork 
Reduction  Act. 
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summary:  The  U.S.  Office  of  Special 
Counsel  has  submitted  the  following 
propoaal  for  the  collectioa  of 
information  to  the  Office  of 
Management  and  Budget  for  approval 
under  provisitms  of  the  Paperwork 
Reduction  Act  (44  U.S.C  diapter  35). 
0M8  AfPROVAL  NUMBER:  3255-0002. 
SUPPLBIENTARY  WFOWMATIOW;  To  fulfill 
the  requirements  of  5  U.S.C  1212(a)  of 
the  Whistleblower  Protection  Act  of 
1989,  the  Office  of  Special  Counsel 
(OSC)  must  receive  complaints  of 
prohibited  personnel  practices,  Hatch 
Act  violations  and  other  matters  under 
the  Special  Counsel's  jurisdiction; 
whistleblower  disclosures  must  also  be 
received. 

Affected  Public 

Individuals  and  Federal.  State,  and 
local  government  employees. 

Respondent's  Obligationa 

Required  to  obtain  or  retain  a  benefit. 
Frequency 

One  time  per  complaint  or  disclosure. 
Estimated  Completion  Time 

1  hour. 

Annual  Responses 

1600. 
FOR  FURTHER  MF0RMAT10N  COMTACT: 

Copies  of  the  information  collection 
proposal  can  be  obtained  by  calling  or 
writing  Cathleen  M.  Sadlo,  (202)  653- 
6005.  VS,  Office  of  Special  Coimsel. 
1730  M  Street.  NW.,  suite  300, 
Washington.  DC  20036-4505.  Written 
comments  and  recommendations  for  the 
proposed  information  collection  should 
be  sent  to  Ms.  Sadlo  and  Joe  Lackey, 
OMB  Desk  Officer,  OfGce  of 
Management  and  Budget,  room  3002. 
725  17th  Street,  NW.,  Washington.  DC 
20503. 

Signed  on  this  30th  day  of  Dacamber,  1992. 
Leonard  M.  Dr9nntky, 
Deputy  Associate  Special  Counsel  for 
Prosecution. 
IFR  Doc.  93-121  Filed  1-5-93;  8:45  ami 


OfFtCE  OF  THE  UNITED  STATES 
TRADE  REPRESENTATIVE 


[Docket  No.  301-90] 

Determination  Concerning  Section  301 
Investigation  of  Indonesian  Acta, 
PoHdea,  and  Practices  Regarding 
Pencil  Slat 

AGENCY:  Office  of  the  United  States 
Trade  Representative. 


ACTION:  Nodes  of  determination 
pursuant  to  section  304(a)  of  the  Trade 
Act  of  1974.  as  amended  (Trade  Act), 
that  acts,  policies,  and  practices  of 
Indonesia  concerning  pencil  slat  are  not 
imposing  a  burden  or  restriction  upon 
United  States  commerce  vrithin  the 
meaning  of  section  301(b)(1)  of  the 
Trade  Act.  In  light  of  this  determination, 
the  United  States  Trade  Representative 
(USTR)  has  terminated  this 
investigation^ 

SUMMARY:  On  October  2. 1992.  pursuant 
to  section  302(a)  of  the  Trade  Act.  the 
USTR  initiated  an  investigation  of 
Indonesia's  acts,  policies,  and  practices 
concMning  pencil  slat,  in  response  to  a 
petition  filed  by  P*M  Cedar  Products. 
Inc.  and  Hudson  ICS.  57  FR  46609  (Oct. 
9, 1992).  Since  the  investigation  was 
initiated,  the  interagency  Section  301 
Committee  has  reviewed  information 
submitted  by  the  petitioners,  the 
Government  of  Indonesia,  and 
interested  persons,  as  well  as 
information  already  in  the  United 
States's  possession  and  obtained  fit)m 
public  sources.  Additionally,  in 
coordination  with  the  Section  301 
Committee,  an  interagency  team  led  by 
USTR  officials  has  conducted  three 
rounds  of  consultations  with  Indonesian 
Government  officials  concerning  the 
allegations  set  forth  in  the  petition. 

Based  upon  the  results  of  these 
investigative  efforts  and  the 
recommendations  of  the  Section  301 
Committee,  the  USTR  has  determined 
pursuant  to  sections  301(b)(1)  and 
304(a)  of  the  Trade  Act  that  the  alleged 
acts,  policies  and  practices  are  not 
imposing  a  burden  or  restriction  upon 
United  States  commerce.  Accordingly, 
the  USTR  has  terminated  this 
investigation. 

EFFECTIVE  DATE:  This  investigation  is 
terminated  effective  December  31, 1992. 
ADDRESSES:  Office  of  the  United  States 
Trade  Representative.  600  17th  Street, 
NW.,  Washington,  DC  20506. 
FOR  FURTHER  INFORMATION  CONTACT: 
Peter  Collins,  Director.  Southeast  Asian 
Affairs  (202)  395-6813;  Joseph 
Papovich,  Deputy  Assistant  United 
,    States  Trade  Representative  for  Industry 
and  Labor  (202  )  395-6160;  or  Dorothy 
Balaban.  Special  Assistant  to  the 
Section  301  Committee  (202)  395-3432. 
Office  of  the  United  States  Trade 
Representative. 

SUPPI.EMENTARY  INFORMATION: 

Summary  of  the  Investigation 

On  August  18, 1992.  P4M  Cedar 
Products.  Inc.  and  Hudson  ICS  filed  a 
petition  pursuant  to  section  302(a)  of 
the  Trade  Act  alleging  that  various 


Indonesian  practices  concerning  pencil 
slat  are  unreasonable  and  burden  or 
restrict  United  States  commerce. 
Petitioners  manufacture  pencil  slat  from 
incense  cedar.  Indonesian  pencil  slat  is 
manufactured  from  Jehitong.  a  less 
expensive  and  lower  quality  product. 

The  petition  alleges  that  the  following 
practices  by  Indonesia  enhance  exports 
of  Indonesian  pencil  slat  to  third- 
country  markets  and  are  actionable 
under  section  301(b):  (1)  The  imposition 
of  diffwential  export  taxes,  with  a  high 
tax  imposed  on  logs  and  no  tax  imposed 
on  finished  products  such  as  pencil  slat; 
(2)  underpricing  of  government-owned 
timber  stock;  and  (3)  failure  to  enforce 
the  terms  of  timber  concession 
arrangements.  The  petition  contends 
that  these  actions  are  part  of  Indonesia's 
plan  to  target  exports  of  wood  products, 
including  pencil  slat,  a  practice  which 
is  actionable  under  section  301(d)(3)(E) 
of  the  Trade  Act.  According  to  the 
petition,  the  combined  effect  of  these 
practices  has  resulted  in  a  substantial 
decline  in  petitioner'  sales  in  third- 

coimtry  markets.  

On  October  2, 1992.  the  USTR 
initiated  an  investigation  to  determine 
whether  the  petition's  allegations 
warranted  action  pursuant  to  section 
301.  57  FR  46609  (Oct.  9, 1992). 
Immediately  thereafter,  USTR  requested 
consultations  with  the  Government  of 
Indonesia,  as  required  by  section  303(a) 
of  the  Trade  Act.  Additionally,  USTR 
invited  comments  from  interested 
persons.  57  FR  46609-10,  and  obtained 
information  and  advice  from  the 
petitioners  in  preparing  for  the 
consultations.  USTR  also  considered 
documents  already  in  the  possession  of 
the  United  States  concerning  the 
possibility  that  Indonesia  has  engaged 
in  or  tolerated  anticompetitive  activities 
involving  wood  products. 

In  coordination  with  the  Section  301 
Committee,  an  interagency  teem  led  by 
USTR  officials  conducted  three  rounds 
of  consultations  with  Indonesian 
government  officials.  Two  of  these 
rounds  were  held  in  Jakarta.  On        ^^ 
November  15  and  16. 1992.  senior  USTR 
officials  and  the  Section  301  Committee 
met  with  petitioners  and  their  counsel 
to  discuss  the  petition's  allegations. 
Indonesia's  responses,  submissions  by 
interested  persons,  data  gathered  during 
the  investigation,  and  legal  and  policy 
issues  raised  by  the  petition.  The 
Section  301  Committee  and  the 
interagency  investigative  team  also 
reviewed  all  available  informatiim 
concerning  the  practices  alleged  by  the 
petition,  including  all  comments 
submitted  by  interested  persons  and 
information  obtained  from  international 
organizations. 


Federal  Re^cr  /  Vol.  58.  No.  3  /  Wednesday,  Janaary  6,  1993  /  Notices 


611 


Kesull»  ofdM  IwmtigatkMi 

1 .  Indonesia's  Log  Export  Tax 

The  investigatinr  levealed  that 
Indonesia  maintains  high  export  taxes 
on  virtnally  all  unprocessed  and  semi- 
processed  wood  products.  The  export 
tax  on  Jehitong  logs  is  US$500  per  cubic 
mater,  and  the  export  tax  on  Jelutong 
lumber  is  US$250  per  cubic  meter.  Tlie 
petition  aDeges  that  these  export  taxes 
"artificially  inflate  the  domestic  supply 
of  materials  used  to  make  pencil  slat, 
and  thus  depress  their  prices  within 
Indonesia.  Indonesian  pencil  slat 
producers  thus  obtain  rar  cheaper  raw 
materials." 

No  evidence  was  submitted  to  or 
uncovered  by  USTR  or  the  Section  301 
Committee  during  the  investigation 
substantiating  that  the  export  tax  has 
resulted  in  lower  prices  for  Jelutong  logs 
and  lumber.  In  fact,  as  explained  below, 
the  data  shows  just  the  opposite — that 
Indonesian  prices  for  Jelutong  logs  and 
lumber  have  increased  notwithstanding 
the  export  tax. 

2.  Pricing  of  Government-Owned  Timber 

The  petition  also  alleges  that 
"Indonesia  deliberately  undervalues  its 
forests,  thereby  reducing  the  cost  of 
logging  to  artificially  low  levels,"  and 
that  this  undervaluation  is  evidenced  by 
Indonesia's  capture  of  cmly  one-third  of 
the  actual  economic  "rent"  on 
government-owned  timber.  Further,  the 
petition  claims  that,  because  of 
extensive  vertical  integration  in  this 
industry,  the  benefits  of  any 
undervaluation  flow  directly  to  pencil 
slat  producers.  According  to  the 
petition,  Indonesia  captures  less  rent 
than  the  Malaysian  state  of  Sabah. 
While  Sabah  captures  over  three- 
quarters  of  its  timber  rent,  Indonesia 
captures  only  one-third. 

Data  obtained  during  the  investigation 
demonstrates,  however,  that  Indonesia's 
capture  of  rent  compares  favorably  with 
that  of  a  number  of  other  similarly- 
situated,  m&fot  timber  producing  states. 
These  include  the  Malaysian  state  of 
Sarawak,  Peninsular  Malaysia,  and  the 
Philippines,  which  capture  c»ily  18.4 
percent.  21.8  percent,  and  11  percent, 
respectfully.  'This  iiiformation  indicates 
that  Indonesia  captiues  timber  rent  at  a 
rate  comparable  to  other  similarly- 
situated  coimtries. 

3.  Enforcement  of  Terms  of  Timber 
Concessions 

The  petition  alleges  that  Indonesia 
charges  "fire  sale"  prices  for  its  timber 
and  "turns  a  blind  eye  to  widespread 
and  notoriotis  smuggling,  poaching, 
early  cutting,  high  grading,  and  tax 


evasitm  with  respect  to  sudi  timber 
harvests." 

During  the  investigation,  the  Section 
301  Committee  obtoined  the  fellovnng 
informaticffi  concerning  these 
allegations: 

•  A 1 989  Ministerial  Decree  specifies 
the  t3rpes  of  fines  levied  on  Indonesian 
concessionaires  who  violate  concession 
regulations.  Out  of  the  581 
concessionaires,  371  have  had  some 
type  of  fine  levied  against  them  since 
1988;  607  violations  have  been 
recorded,  for  whidi  approximately  $21 
million  (at  ctnrent  exchange  rates)  in 
fines  have  been  levied.  Since  1988, 66 
concession  Hcenses  have  been  revoked. 

•  In  August  1992,  Indonesia  adopted 
a  new  procedure  to  track  trees  through 
the  harvesting  process  to  increase 
collected  fees  and  deter  poaching.  The 
form  used  for  this  purpose  is  difficuh  to 
forge.  If  a  log  arrives  at  a  mill  withoat 
the  required  form,  a  fine  of  10  times  the 
royalty  fee  is  assessed. 

•  Indone»a  is  making  greater  use  of 
remote  sensing  infcomation  from 
satellites  to  monitor  the  rate  of  harvest 
and  the  presence  of  logging  roads.  An 
aerial  survey  is  performed  of  the 
concession  prior  to  its  award,  and 
thereafter  ua  aerial  survey  is  performed 
annually. 

•  Both  the  reforestation  and  license 
fees  charged  to  Indonesian 
concessionaires  have  been  increased. 

USTR  currently  is  unaware  of  any 
reason  to  question  the  validity  of  this 
information,  which  suggests  that 
Indonesia  has  taken  steps  in  recent 
years  to  enforce  timber  concession 
terms. 

4.  Trade  Effects  of  the  Alleged  Practices 

All  available  data  indicates  that  prices 
of  Jelutong  logs  in  Indonesia  actually 
have  increased  since  the  imposition  of 
the  export  tax.  In  fact,  prices  for 
Jelutong  logs  appear  to  have  increased 
more  rapidly  than  other  prices  in  the 
Indonesian  economy.  Factors  other  than 
the  practices  alleged  in  the  petition 
appear  to  have  had  a  much  greater 
impact  on  prices  than  the  three 
practices  alleged  by  petitioners  if,  in 
fact,  those  practices  have  affected 
Indonesian  prices  of  Jelutong  logs. 
These  factors  include  (1)  exdiange  rate 
fluctuations  since  1985;  and  (2)  labor 
and  transportation  cost  advantages 
enjoyed  by  Indonesian  producers. 

"Thus,  the  alleged  practices  do  not 
appear  to  be  suppressing  Jelutong  log 
prices  in  Indonesia.  The  petition 
acknowledges  that  elimination  of  the 
export  taxes  on  Jehitong  logs  and 
lumber  "would  have  neither  a  direct  nor 
an  inrmediate  impact  on  the  export 
prices  of  Indonesian  Jelutong  slat." 


Accordingly,  the  remedy  proposed  by 
the  petition  is  the  imposition  of  an  off- 
setting export  tax  on  pencil  slot,  radier 
than  the  elimination  of  the  export  tax  on 
Jelutong  logs. 

Commeate  Raceivad  Fcmb  Inleraetod 
Parsons 

Comments  submitted  by  interested 
persons  during  die  investigation  suggest 
that  the  alleged  practices  do  not  exist, 
are  not  unreasonable,  or  are  not  harming 
United  States  commerce.  Dixon- 
Ticonderoga.  a  United  States  pencil 
manufacturer  that  uses  both  cedar  slat 
produced  domestically  and  Jelutong  slat 
from  Indonesia,  claims  that  Indonesia's 
ability  to  produce  export-quality  pencil 
slat  is  largely  due  to  technical  assistooce 
provided  by  Dixon  in  orckr  to  devek^ 
an  alternative  to  cedar  slat.  I^ob 
further  claims  that  Indonesian  Jelutong 
slat  is  used  to  produce  lower-quality 
pencils  for  sale  in  markets  that  do  not 
require  the  oiore  expensive,  higher- 
quality  cedar  slat. 

According  to  Dixon,  even  if  Indonesia 
eliminated  all  of  the  practices  alleged  in 
the  petition.  Dixon  woald  continue  to 
purchase  Jelutong  slat  from  Indonesia 
because  there  would  still  be  a  price 
difference  between  cedar  and  Jelutong 
slat.  Thus.  Dixon  contends  that 
elimination  of  the  Indonesian  practices 
would  have  no  impact  on  the  current 
mix  of  pencil  slat  sales  in  third-country 
markets.  Accordingly,  DixcHt  asserts  that 
the  practices  alleged  in  the  f>etitic»i 
impose  no  burden  or  restriction  on  U.S. 
commerce. 

The  International  Hardwood  Products 
Association  (IHPA)  also  submitted 
comments  during  the  investtgation. 
IHPA  is  comprised  oi  importers  of 
primarily  trc^ical  hardwoods,  es  well  as 
some  foreign  exporters  and  end  users. 
IHPA  claims  that  the  petitioners  enjoyed 
a  monopolistic  position  in  the  pencil 
slat  market  until  Jelutong  became 
available  as  an  alternative  to  cedar. 
IHPA  furtbra-  claims  ftat  Indonesia  will 
enjoy  a  comparative  advantage  in  the 
pencil  slat  market  as  long  as  U.S. 
producers  use  more  expensive  raw 
materials  (i.e.,  cedarX 

Determination 

Section  301(b)  of  the  Trade  Act 
authorizes  discretionary  action  if  the 
USTR  determines  that  an  act.  policy  or 
practice  of  a  foreign  government  is 
unreasonable  and  burdens  or  restricts 
United  States  comaeTce.  Section 
304(a)(1)  of  the  Trade  Act  requires  the 
US'TR  to  determine  whether  any  act. 
policy  or  practice  described  in  section 
301(b)  exists  and,  if  so,  what  action,  if 
any,  the  USTR  should  take. 
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The  petition  contends  that  the  three 
alleged  practices  together  constitute 
export  targeting,  which  Congress  has 
speciBcally  deRned  as  an 
"unreasonable"  practice  writhin  the 
meaning  of  section  301(b)  The 
legislative  history  indicates  that  a 
determination  of  export  targeting  under 
section  301(b)  concerns  three  elements: 

(1)  There  must  be  a  government 
scheme  or  plan  involving  coordinated 
actions; 

(2)  Export  targeting  practices  must  be 
involved;  and 

(3)  The  targeting  must  have  the  effect 
of  assisting  a  discrete  class  of  companies 
or  industries  to  become  more 
competitive  in  their  export  activities. 

Based  upon  the  results  of  this 
intensive  investigation,  and  the 
recommendations  of  the  interagency 
Section  301  Committee,  the  USTR  has 
determined  that  there  is  no  evidence 
that  the  alleged  practices  are  having  the 
adverse  trade  effects  asserted  by  the 
petition.  Thus,  even  assuming  that  the 
alleged  practices  exist  and  would 
otherwise  be  considered  actionable 
under  section  301(b),  there  is  no  basis 
for  concluding  that  they  are  burdening 
or  restricting  United  States  commerce. 
Accordingly,  the  USTR  has  determined 
that  no  action  is  appropriate  in  this 
investigation  and  that  it  should  be 
terminated. 

The  United  States  will  continue  to 
pursue  improvements  in  international 
trade  of  wood  and  wood  products 
through  multilateral  negotiations  with 
Indonesia  and  other  countries.  In 
terminating  this  investigation,  the  USTR 
has  strongly  urged  the  Government  of 
Indonesia  to  support  these  initiatives. 

Additional  information  submitted  to 
or  obtained  by  USTR  during  this 
investigation  is  contained  in  the  public 
file,  which  is  available  for  public 
inspection  in  the  USTR  Reading  Room: 
Room  101.  Office  of  the  United  States 
Trade  Representative,  600  17th  Street. 
N\V.,  Washington.  DC  20506.  An 
appointment  to  review  the  file  (Docket 
No.  301-90)  may  be  made  by  calling 
Brenda  Webb  (202^95-6186.  The 
USTR  Reading  Room  is  open  to  the 
public  firom  10-a.m.  to  12  noon  and  1 
p.m.  to  4  p.m.,  Monday  through  Friday. 
Jeanne  E.  Davidson, 
Qtairman,  Section  301  Committee. , 
[FR  Doc.  93-180  Filed  1-5-93;  8:45  ami 
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Identification  of  Priortty  Foraign 
Countries;  Request  for  Public 
Comment 

agency:  Office  of  the  United  States 
Trade  Representative. 


ACnON:  Request  for  written  submissions 
from  the  public  concerning  acts, 
policies  to  be  considered  with  respect  to 
identification  of  countries  under  section 
182  the  Trade  Act  of  1974,  as  amended 
(Trade  Act).     

SUMMARY:  Section  182  of  the  Trade  Act 
requires  the  United  States  Trade 
Representative  (USTR)  to  identify 
countries  that  deny  adequate  and 
effective  protection  of  intellectual 
property  rights  or  deny  fair  and 
equitable  market  access  to  U.S.  persons 
that  rely  on  intellectual  property 
protection.  (19  U.S.C.  2242.)  In  addition, 
the  USTR  is  required  to  determine 
which  of  those  countries  identified  are 
priority  foreign  countries.  Such  priority 
countries  would  be  subject  to  initiation 
of  a  "special"  301  investigation. 

The  USTR  requests  written 
submissions  from  the  public  concerning 
foreign  countries'  acts,  policies,  and 
practices  that  are  relevant  to  the 
decision  whether  that  country  partner 
should  be  identified  under  section  182 
of  the  Trade  Act. 

DATES:  Submissions  must  be  received  on 
or  before  12  noon  on  Friday,  February 
12, 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Emery  Simon.  Deputy  Assistant  USTR 
for  Intellectual  Property  (202)  395-6864; 
Gilbert  Donahue  at  (202)  395-7320;  or 
Catherine  Field,  Associate  General 
Counsel  (202)  395-3432.  Office  of  the 
United  States  Trade  Representative. 
SUPP(.EMENTARY  INFORMATION:  Pursuant 
to  section  182  of  the  Trade  Act  of  1974. 
as  amended  by  the  Omnibus  Trade  and 
Competitiveness  Act  of  1988.  the  USTR 
must  identify  those  countries  that  deny 
adequate  and  effective  protection  for 
intellectual  property  rights  or  deny  fair 
and  equitable  market  access  to  U.S. 
persons  that  rely  on  intellectual 
property  protection.  Those  countries 
that  have  the  most  onerous  or  egregious 
acts,  policies,  or  practices  and  whose 
acts,  policies  or  practices  have  the 
greatest  adverse  impact  (actual  or 
potential)  on  relevant  U.S.  products  are 
to  be  identified  as  priority  foreign 
countries. 

The  USTR  may  not  identify  a  country 
as  a  priority  foreign  country  if  it  is 
entering  into  good  faith  negotiations,  or 
making  significant  progress  in  bilateral 
or  multilateral  negotiations,  to  provide 
adequate  and  effective  protection  of 
•    intellectual  property  rights. 

The  USTR  must  decide  whether  to 
identify  countries  as  priority  foreign 
countries  each  year  and  issue  a  decision 
within  30  days  after  publication  of  the 
National  Trade  Estimate  (NTE)  report, 
i.e..  no  later  than  April  30. 1993. 


Priority  foreign  countries  are  potentially 
subject  to  initiation  of  an  investigation 
under  section  301  of  the  Trade  Act. 

Requirements  for  Submissions 

Submissions  should  include  a 
description  of  the  problems  experienced 
and  the  effect  of  the  acts,  policies,  and 
practices  on  U.S.  industry.  Submissions 
should  be  as  detailed  as  possible  and 
should  provide  as  a  much  information 
on  methodology  for  assessing  the  effect 
of  the  acts,  policies  and  practices. 
Comments  must  be  filed  in  accordance 
with  the  requirements  set  forth  in  15 
CFR  2006.8(b)  (55  FR  20593)  and  must 
be  sent  to  Dorothy  Balaban,  Special 
Assistant  to  the  Section  301  Committee, 
room  223,  600  17th  Street,  NW.. 
Washington,  DC  20506.  no  later  than  12 
noon  on  Friday.  February  12. 1993. 
Because  submissions  will  be  placed  in 
a  file  open  to  public  inspection  at 
USTR,  business-confidential 
information  should  not  be  submitted. 

Public  Inspection  of  Submissions 

Within  one  business  day  of  receipt, 
submissions  will  be  placed  in  a  public 
file,  open  for  inspection  at  the  USTR 
Reading  Room,  in  room  101.  Office  of 
the  United  States  Trade  Representative, 
600  17th  Street,  NW..  Washington,  DC. 
An  appointment  to  review  the  file  may 
be  made  by  calling  Brenda  Webb.  (202) 
395-6186.  The  USTR  Reading  Room  is 
open  to  the  public  from  10  a.m.  to  12 
noon  and  from  1  p.m.  to  4  p.m.,  Monday 
through  Friday. 
Carmen  Suro-Bredie. 

Assistant  USTR  for  Intellectual  Property  and 
the  Envimnment. 

[FR  Doc.  93-181  Filed  1-5-93;  8:45  am) 
BiujNC  cooe  9iM-oi-ir 


RAILROAD  RETIREMENT  BOARD 

Agency  Forms  Submittad  for  0MB 
Review 

summary:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  chapter  35).  the  Raifroad 
Retirement  Board  has  submitted  the 
following  proposal(s)  for  the  collection 
of  information  to  the  Office  of 
Management  and  Budget  for  review  and 
approval.  i 

Summary  of  ProposaKs) 

(1)  Collection  title:  Financial  Disclosure 
Statement 

(2)  Fonn(s)  submitted:  G-423  j 

(3)  OMB  Number:  3220-0127  I 

(4)  Expiration  date  of  current  OMB 
clearance:  Three  years  fi^m  date  of 
OMB  approval 

(5)  Type  of  request:  Extension  of  the 
expiration  date  of  a  currently 


Federal  Re^er  /  VoL  SB,  No.  3  /  Wednesday,  Jaxxaary  6,  1993  /  Notices 


613 


approved  collection  withoot  any 
change  in  the  substance  or  in  thie 
method  of  collection 

(6)  Frequence  of  response:  On  Occasion 

(7)  Respondents:  Inoividuals  or 
households 

(8)  Estimated  annual  number  of 
respondents:  2,100 

(9)  Tota!  annual  responses:  2,100 

(10)  Average  time  per  response:  1.4166 
hours 

(11)  Total  annual  reporting  hours:  2,975 

(12)  Collection  descn'ptio/i:  Under  the 
Railroad  Retirement  and  Railroad 
Unemployment  Insurance  Acts,  die 
Railroad  Retirement  Board  has 
authority  to  secure  from  an  overpaid 
beneficiary  a  statement  of  the 
individual's  assets  and  liabilities  if 
waiver  of  the  overpayment  is 
requested. 

Additional  Information  or  Comments: 
Copies  of  the  form  and  supporting 
documents  can  be  obtained  from  Dennis 
Eagan,  the  agency  clearance  officer 
(312-751-4693).  Comments  regarding 
the  information  collection  should  be 
addressed  to  Ronald  ].  Hodapp,  Railroad 
Retirement  Board,  844  N.  Rush  Street, 
Chicago.  Illinois  60611-2092  and  the 
0MB  reviev»rer,  Laura  Oliven  (202-395- 
7316),  Office  of  Management  and 
Budget,  room  3002,  New  Executive 
.Office  Building.  Washington,  DC  20503. 
Dennis  Eagan, 
Clearance  Officer. 
IFR  Doc.  93-177  Filed  1-5-93;  8:45  am) 

BILUNG  CODE  7MS-01-M 


SECURITIES  AND  EXCHAf4GE 
COMMISSION 

Forms  Under  Review  by  Office  of 
Management  and  Budget 

Agency  Clearance  Officer — ^John  J. 
Lane (202) 272-5407. 

Upon  written  request  copy  available 
from:  Securities  and  Exchange 
Commission  Office  of  Filings. 
Information,  and  Consumer  Services. 
Washington.  DC  20549. 

Extension: 

Rules  701.  702.  703  and  Form  701— 
File  No.  270-306,  Form  8— File  No. 
270-158.  Regulation  B— File  No.  270- 
102,  Rule  236— File  No.  270-118. 

Notice  is  hereby  given  pursuant  to  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  3501  et  seq.).  that  the  Securities 
and  Exchange  Commission 
("Commission")  has  submitted  for  OMB 
approval  extension  of  the  following: 
Rules  701.  702.  703.  and  Form  701. 
Form  8.  Regulation  B.  and  Rule  236. 

Filings  on  Form  701  and  pursuant  to 
iLe  rules  and  regulation  provide  limited 


exemptions  from  the  registration 
requirements  of  the  Securities  Act  of 
1933.  Form  701  is  filed  by 
approximately  500  respondents 
annually  at  an  estimated  one  burden 
hour  per  response. 

Form  8  is  used  to  file  amendments  to 
applications  for  registration  of  seoirities 
pursuant  to  section  12  of  the  Securities 
Exchange  Act  of  1934,  or  amendments 
to  annual  reports  and  other  reports  filed 
piu^uant  to  sections  13  and  15(d}  of  that 
Act.  There  are  approximately  6,856 
Form  8  filings  annually  at  an  estimated 
12  burd«i  hoiirs  per  response. 

It  is  estimated  that  approximately  five 
respondents  file  schedules  and  forms  ' 
under  Regulation  B  annually  at  an 
estimated  41  burden  hours  per  response. 

Approximately  10  respondents  make 
fiUngs  pursuant  to  Rule  236  annually  at 
an  estimated  1.5  burden  hours  per 
response. 

The  estimated  average  burden  hours 
are  made  solely  for  purposes  of  the 
Paperwork  Reduction  Act  and  are  not 
derived  from  a  comprehensive  or  even 
a  representative  survey  or  study  of  the 
costs  of  Commission  rules  or  fcMms. 
General  comments  regarding  the 
estimated  burden  hours  should  be 
directed  to  Gary  Waxman  at  the  address 
below.  Any  coniments  concerning  the 
accuracy  of  the  estimated  average 
burden  hours  for  compliance  with 
Commission  rules  and  forms  should  be 
directed  to  Johni  J.  Lane,  Associate 
Executive  Director,  Securities  and 
Exchange  Commission.  450  Fifth  Street. 
NW..  Washington,  DC  20549  and  Gary 
Waxman.  (PRA  Project  Nos.  3235-0093. 
3235-0095;  3235-0141  and  3235-0347). 
Clearance  Officer.  Office  of  Management 
and  Budget,  room  3208,  New  Executive 
Office  Building.  Washington.  DC  20503. 

Dated:  December  29, 1992. 
Margaret  H.  McFariand, 
Deputy  Secretary. 
(FR  Doc.  93-126  Filed  1-5-93;  8:45  am] 

WLLJNC  CODE  MIO-OI-M 

[Release  No.  34-31668;  File  No.  SR-NYSE- 
92-34] 

Self-Regulatory  Organizations; 
Proposed  Rule  Change  by  ttie  New 
York  Stock  Exchange,  Inc.,  Relating  to 
Annual  Regulatory  Fee 

December  29, 1992. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act"),  15  U.S.C.  78s(b)(l),  notice  is 
hereby  given  that  on  December  11, 1992, 
the  New  York  Stock  Exchange,  Inc. 
("NYSE"  OT  "Exchange")  filed  with  the 
Securities  and  Exchange  Commission 
("Commission")  the  proposed  rule 


change  as  descr&ed  in  hems  L II  and  1H 
below,  which  Items  have  been  preparad 
by  the  self-regulatory  organizatiao.^  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organisation's 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  C3iange 

The  New  York  Stock  Exchange  is 
proposing  to  extend  the  applicability  of 
the  annual  regulatory  fee  imposed 
pursuant  to  Rule  129  to  all  members  and 
member  organizations.' 

n.  Self-Regulatory  Or;ganizatioB*s 
Statement  of  the  Purpose  of,  ad 
Statutory  Basis  for,  die  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  Tlie  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in  section 
(A),  (B)  and  (C)  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed-Rule 
Change 

The  purpose  of  the  proposed  rule 
change  is  to  permit  the  Exchange  to 
extend  the  regulatory  fee  imposed 
pursuant  to  Rule  129  to  all  members  and 
member  organizations.  The  fee  was 
established  to  help  offset  expenses 
incurred  by  the  Exchange  for  Financial/ 
Operational  ("FIN/OP")  examinations 
and  surveillance  performed  pursuant  to 
its  responsibilities  under  the  Act.'  The 
regulatory  fee  is  presently  collected  only 
fi^m  members  and  member 
organizations  for  which  the  Exchange 
has  been  appointed  the  Designated 
Examining  Authority  ("DEA")  by  the 


'  The  NYSE  has  amended  the  proposed  rule 
change  (o  cUriiy  that  the  regulatory  fee  at  issue  is 
presently  collected  from  members  and  member 
organizations  for  which  the  Exchange  is  the 
designated  e.xamining  authority  pumnnt  to  Rule 
17d-l  rather  than  17d-2  of  the  Act.  See  letter  from 
Mary  Furlong.  Director  of  Rule  and  Interpretive 
Standards.  ffySE.  to  Cheryl  Evans-Duntae,  Staff 
Attorney.  Exchange  Branch,  Division  of  Market 
Regulation.  SEC.  dated  December  29. 1992.  See  also 
note  4,  infra. 

'  NYSE  Rule  129  provides  Aat  is  Board  of 
Governors  may  impose  charges  on  mM&ban  to 
reimburse  the  E.xrhaiigB,  in  whole  or  in  part  for 
regulatory  orrersi^  tervica*  provided  for  the 
membership  by  the  F.«r.hatig». 

'  See  Securities  Exchange  Act  Release  No*.  20277 
(October  19,  1983),  4«  FR  48562,  and  20337 
(October  31. 1963).  48  FR  51188  (File  Noa.  SR- 
NYSE-fl3-33  and  SR-NfYSE-e3-34). 
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Commission  imder  Rule  17d-\  of  the 

Act.*  .,       . 

Exchange  policy  is  to  surveil  and 
examine  all  members  and  member 
organizations  irrespective  of  DEA 
designation.  There  are  currently  536 
Exchange  member  organizations  of 
which  all  but  21  have  been  designated 
to  the  Exchange.  Imposition  of  the 
regulatory  fee  on  the  21  member 
organizations  that  have  been  designated 
to  other  SROs  will  help  offset  the  costs 
incurred  by  the  Exchange  in  performing 
FIN/OP  functions  for  these 
organizations.  These  functions  include: 
Field  examinations:  monthly  review  and 
analysis  of  FOCUS;  review  of  year-end 
outside  audits;  preparation  of  risk 
assessment  packages;  and  response  to 
interpretive  questions. 

The  NYSE  believes  that  the  proposed 
rule  change  is  consistent  with  the 
requirement  under  section  6(b)(4)  of  the 
Act  that  an  exchange  have  rules  that 
provide  for  the  equitable  allocation  of 
reasonable  dues,  fees  and  other  charges 
among  its  members  and  issuers  and 
other  persons  using  its  facilities.  The 
NYSE  also  believes  that  the  imposition 
of  the  regulatory  fee  to  non-DEA 
organizations  will  provide  for  a  more 
equitable  allocation  among  all  members 
and  member  organizations  of  regulatory 
related  expenses. 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  Exchange  believes  that  the 
proposed  rule  change  will  impose  no 
burden  on  competition  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 

C.  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

The  Exchange  has  not  solicited,  and 
does  not  intend  to  solicit,  comments 
regarding  the  proposed  rule  change.  The 
Exchange  has  not  received  any 
unsolicited  written  comments  from 
members  or  other  interested  parties. 

m.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  publication  of 
this  notice  in  the  Federal  Register  or 
within  such  longer  period  (i)  as  the 
Commission  may  designate  up  to  90 
days  of  such  date  if  it  finds  such  longer 


period  to  be  appropriate  and  publishes 
its  reasons  for  so  finding  or  (ii)  as  to 
which  the  self-regulatory  organization 
consents,  the  Commission  will: 

(A)  By  order  approve  such  proposed 
rule  change,  or 

(b)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission.  450  Fiith  Street.  NW.. 
Washington,  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  vdth  the 
provisions  of  5  U.S.C.  552.  will  be 
available  for  Inspection  and  copying  in 
the  Commission's  Public  Reference 
Section,  450  Fifth  Street.  NW.. 
Washington.  DC  20549.  Copies  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  NYSE.  All  submissions 
should  refer  to  File  No.  SR-NYSE-92- 
34  and  should  be  submitted  by  January 
27.  1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarland, 
Deputy  SecKtary. 
IFR  Doc.  93-130  Filed  1-5-93;  8  45  ami 
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[Rel.  No.  IC-1 91 91;  812-81561 

American  Capital  Government  Target 
Series,  et  al.;  Application 

December  29, 1992. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

action:  Notice  of  Application  for 

Exemption  under  the  Investment 

Company  Act  of  1940  (the  "Act"). 


« 17  CFR  240.17d-l  (1991).  Exchange  Act  Rule 
17d-l  providet  that  where  a  meoiber  of  SIPC  is  a 
member  of  more  than  one  self-regulatory 
organization  ("SRO"),  the  Commission  shall 
designate  responsibility  for  examining  such 
member  for  compliance  with  applicable  financial 
nsponsibility  rules. 


APPLICANTS:  American  Capital 
Government  Target  Series  ("Trust")  and 
American  Capital  Asset  Management, 
Inc.  ("Adviser"). 

J4ELEVANT  ACT  SECTIONS:  Order  requested 
under  section  17(b)  for  an  exemption 
from  section  17(a).  and  under  rule  17d- 
1(b)  to  permit  a  joint  transaction 


otherwise  prohibited  by  section  17(d) 
and  rule  17d-l(a). 

SUMMARY  OF  APPUCATION:  Applicants 
seek  an  order  that  would  permit  one  of 
the  Trust's  two  portfolios  to  acquire  all 
of  the  assets  and  assume  all  of  uie 
liabilities  of  the  Trust's  other  portfolio. 
RUNG  DATE:  The  application  was  filed 
on  November  10. 1992.  \ 

HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC's 
Secretary  and  serving  applicants  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  25, 1993.  and  should  be 
accompanied  by  proof  of  service  on 
applicants,  in  the  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  notification  by 
writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary,  SEC.  450  Fifth 
Street.  NW..  Washington,  DC  20549. 
Applicants,  c/o  American  Capital  Asset 
Management,  Inc.,  2800  Post  Oak  Blvd., 
Houston,  Texas  77056. 
FOR  FURTHER  INFORMATION  CONTACT: 
Barry  A.  Mendelscn,  Senior  Attorney,  at 
(202)  504-2284,  or  C.  David  Messman, 
Branch  Chief,  at  (202)  272-3018 
(Division  of  Investment  Management. 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summar>'  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  at  the  SEC's 
Public  Reference  Branch. 

Applicant's  Representations 

1.  The  Trust  was  organized  on  Jime 
24, 1990  as  a  Massachusetts  business 
trust.  The  Trust  is  registered  under  the 
Act  as  an  open-end.  diversified, 
management  investment  company.  The 
Trust  is  comprised  of  two  investment 
portfolios:  Portfolio  *97  and  Portfolio  '98 
(the  "Portfohos").  The  Adviser  provides 
investment  advisory,  administrative, 
and  management  services  to  the 
Portfolios. 

2.  Portfolio  '97  and  Portfolio  '98  have 
the  same  investment  objectives  and 
policies,  the  same  fee  structure,  and 
similar  investment  portfolios.  Both 
Portfolios  invest  at  least  80%  of  their 
assets  in  obligations  issued  or 
guaranteed  by  the  United  States 
government  or  its  agencies  or 
instrumentalities.  The  only  substantive 
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difference  between  the  two  Portfolios  is 
the  hquidation  date.  Portfolio  '97  is 
scheduled  to  liquidate  on  December  16, 
1997;  Portfolio  '98  is  scheduled  to 
hquidate  on  May  1, 1998. 

3.  In  its  capacity  as  custodian  of  the 
Portfolios,  Amalgamated  Bank  of  New 
York  ("Amalgamated")  owned  of  record, 
as  of  October  30, 1992,  approximately 
21%  of  the  outstanding  shares  of 
Portfolio  '97  and  approximately  47%  of 
the  outstanding  shares  of  Portfolio  '98. 

4.  The  trustees  of  the  Trust,  including 
a  majority  of  those  trustees  who  are  not 
"interested  persons"  (as  defined  in  the 
Act)  of  the  Trust  ("Disinterested 
Trustees")  have  approved  a  Plan  of 
Reorganization  ("Plan")  pursuant  to 
which  PortfoUo  '97  will  acquire  all  of 
the  assets  and  assume  all  of  the 
liabilities  of  Portfolio  "98.  The  net  asset 
value  of  the  shares  Portfolio  "97  issues 
in  the  exchange  will  equal  the  net  asset 
value  of  the  shares  of  Portfolio  '98  then 
outstanding.  Each  shareholder  of 
Portfolio  '98  will  receive  that  number  of 
full  and  fractional  shares  of  Portfolio  '97 
equal  in  value  as  of  the  date  of  the 
exchange  to  the  value  of  such 
shareholder's  shares  of  Portfolio  '98. 

5.  The  Trust  will  submit  the  proposed 
Plan  to  the  shareholders  of  PortfoUo  '98 
for  their  approval  at  a  meeting  called  for 
that  purpose  to  be  held  on  or  about 
March  31, 1993.  A  majority  of  the 
outstanding  shares  of  Portfolio  '98  will 
be  required  to  approve  the  acquisition. 

6.  The  proposed  reorganization  will 
result  in  an  increase  in  the  asset  size  of 
Portfolio  '97.  The  Trust  expects  that,  to 
the  extent  expenses  remain  relatively 
fixed  and  do  not  vary  with  asset  size, 
this  increase  will  result  in  economies  of 
scale  to  the  benefit  of  all  shareholders 
of  the  combined  Portfolio.  Management 
will  be  facilitated  by  having  fewer 
Portfolios  and  certain  expenses, 
including  brokerage  and  research  costs, 
audit  fees,  and  general  administrative 
costs,  are  expected  to  decrease  as  a 
result. 

7.  The  proposed  transaction  will  not 
have  adverse  tax  consequences  for  the 
shareholders.  No  gain  or  loss  will  be 
recognized  by  Portfolio  '98  or  its 
shareholders  as  a  result  of  the 
reorganization,  and  applicants  will 
receive  an  opinion  of  tax  counsel  to  this 
effect  before  consummating  the 
reorganization. 

8.  The  Adviser  will  pay  all  of  the 
direct  and  indirect  expenses  of  the 
proposed  transaction. 

Applicants'  Legal  Analysis 

1.  Section  2(a)(3)  of  the  Act  defines 
the  term  "affiliated  person,"  in  relevant 
part,  as:  t 


(A)  any  person  directly  or  Indirectly 
owning,  controlling,  or  holding  with  power 
to  vote,  5  per  centum  or  more  of  the 
outstanding  voting  securities  of  such  other 
person;  (B)  any  person  5  per  centum  or  more 
of  whose  outstanding  voting  securities  are 
directly  or  indirectly  owned,  controlled,  or 
held  with  power  to  vote,  by  such  person;  (C) 
any  person  directly  or  indkectly  controlled 
by  or  under  common  control  with,  such  other 
person  *  •  •. 

The  Portfolios  would  be  considered 
affiliated  persons  of  one  another  if  they 
are  deemed  to  be  under  "common 
control."  In  this  regard,  since  the 
Portfolios  are  part  of  the  same 
investment  company,  they  have 
common  trustees  and  officers,  and  a 
common  investment  adviser.  In 
addition,  by  virtue  of  its  ownership  of 
the  Portfolios'  stock.  Amalgamated,  the 
Portfolios'  custodian,  arguably  is  a  "5% 
affihate"  of  each  Portfolio.  If  so. 
Portfolio  '97  would  be  an  affiliated 
person  of  an  affiliated  person  (i.e.. 
Amalgamated)  of  Portfolio  '98,  and  vice- 
versa. 

2.  Section  17(a)  of  the  Act,  in  relevant 
part,  prohibits  any  affiUated  person  of  a 
registered  investment  company,  or  any 
affiliated  person  of  such  a  person,  from 
knowingly  selling  to  or  purchasing  fiiom 
such  investment  company  any  security 
or  other  property. 

3.  Rule  17a-8  under  the  act  exempts 
fttjm  the  prohibitions  of  section  17(a) 
mergers,  consolidations,  or  purchases  or 
sales  of  substantially  all  of  the  assets 
involving  registered  investment 
companies  which  may  be  affiliated 
persons,  or  affiUated  persons  of  an 
affiliated  person,  solely  by  reason  of 
having  a  common  investment  adviser, 
common  directors,  and/or  common 
officers.  Because  the  PortfoUos  may  be 
affiliated  with  one  another  other  than 
through  their  adviser,  directors,  and 
officers,  applicants  may  not  rely  on  rule 
17a-8.  Nevertheless,  applicants  have 
agreed  to  comply  with  the  substantive 
requirements  of  the  rule.  Specifically, 
the  trustees  of  the  Trust,  including  a 
majority  of  the  Disinterested  Trustees, 
have  determined  that  the  proposed 
reorganization  will  be  in  the  best 
interests  of  the  shareholders  of  each 
Portfolio  and  vnU  not  result  in  the 
dilution  of  the  current  interests  of  any 
such  shareholder. 

4.  Section  17(b)  of  the  Act  authorizes 
the  SEC  to  exempt  any  transaction  from 
the  provisions  of  section  17(a)  if  the 
terms  of  the  transaction,  including  the 
consideration  to  be  paid  or  received,  are 
reasonable  and  fair  and  do  not  involve 
overreaching  on  the  part  of  any  person 
concerned;  the  transaction  is  consistent 
with  the  policy  of  each  registered 
investment  company  concerned;  and  the 


transaction  is  consistent  writh  the 
general  purposes  of  the  Act. 

5.  AppUcants  contend  that  the 
proposed  reorganization  meets  the 
standards  of  section  17(b).  Among  other 
things,  appUcants  assert  that  (a)  the 
shareholders  of  both  PortfoUos  will 
benefit  from  the  reorganization  (as 
discussed  above),  (b)  the  Adviser  will 
bear  all  costs  of  the  reorganization,  (c) 
the  reorganization  is  subject  to  approval 
of  the  shareholders  of  PortfoUo  '98,  who 
will  receive  a  proxy  statement 
containing  information  about  the 
transaction,  (d)  the  reorganization  will 
have  no  adverse  tax  consequences  for 
shareholders  of  either  Portfolio,  and  (e) 
the  exchange  v^ll  be  made  at  net  asset 
value  and  will  not  result  in  dilution  of 
the  current  interests  of  any  shareholder. 

6.  Section  17(d)  and  rule  17d-l(a), 
taken  together,  prohibit  an  affiUated 
person  of  a  registered  investment 
company,  or  an  affiUated  person  of  such 
a  person,  acting  as  principal,  from 
participating  in,  or  effecting  any 
transaction  in  connection  with,  any 
joint  enterprise  or  joint  arrangement  in 
which  such  registered  company  is  a 
paricipant,  unless  an  application 
relating  thereto  has  been  filed  with  the 
SEC  and  an  order  approving  the  joint 
transaction  has  been  entered. 

7.  Rule  17d-l(b)  provides  that  in 
determining  whether  to  grant  an  order, 
the  SEC  must  consider  whether 
participation  of  each  Portfolio  in  the 
reorganization  is  consistent  with  the 
provisions,  poUcies  and  purposes  of  the 
Act,  and  the  extent  to  which  each 
Portfolio's  participation  is  on  a  basis 
different  from  or  less  advantageous  than 
that  of  other  participants. 

8.  AppUcants  contend  that  the 
proposed  reorganization  meets  the 
standards  of  rule  17d-l(b).  In  particular, 
they  note  that  each  Portfolio  will 
participate  in  the  reorganization  on  a 
basis  not  different  irom  or  less 
advantageous  than  that  of  the  other 
Portfolio.  Moreover,  applicants  submit 
that  the  participation  of  Amalgamated 
(as  a  shareholder  of  each  PortfoUo)  in 
the  organization  is  consistent  with  rule 
17d-l  because  Amalgamated  will 
receive  no  benefit  different  from  an 
other  PortfoUo  '98  shareholder.  Finally, 
applicants  note  that  although  the 
Adviser  and  its  affiliates  may  receive 
some  benefits  bom  the  reorganization, 
the  Adviser  will  bear  all  of  the  costs 
thereof. 
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For  the  SEC,  by  the  Divisian  of  InvMtnwnt 

Management,  pursuant  to  delagated 

authority. 

Margarsl  H.  McFarUad. 

Deputy  Secretary. 

IFR  Doc  93-125  Ffled  l-S-fl3;  8:45  am] 
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[Rd.  No.  c-iiies;  ro-T^iei 

First  Prairie  Money  liartet  Fund  at  al.; 
Application 

December  29, 1992. 

AGENCY:  Securities  and  Exchange 

CommiiBion  ("SEC"). 

action:  Notice  of  application  for 

exaraptioB  luider  the  Investment 

CompMy  Act  of  1940  (the  "Act"). 


APPUCANTS:  First  Prairie  Money  Market 
Fund  (the  "Fund'T  and  The  First 
National  Bank  of  Chicago  ("FNBC"). 
RELEVAHT  ACT  SECTIONS:  Exemption 
requested  pursuant  to  sections  6(c)  and 
17(b)  from  section  17(a). 
SUMMARY  OF  AfPUCATWN:  AppHcants 
seek  an  order  to  permit  the  Fimd  to 
enter  into  repurdiase  agreements  with 
FNBC  or  an  affiliate  of  FNBC. 
FiUNO  DATE:  The  application  was  filed 
March  22, 1990  and  amended  on 
January  10, 1992,  Augost  7. 1992,  and 
November  27, 1992.  Counsel  for  the 
applicants  has  represented  by  letter 
dated  Deoember  24, 1992,  that  another 
amendment,  the  substance  of  which  is 
incorporated  herein,  will  be  filed  during 
the  notice  period. 

HEARING  OR  NOTIFICATION  OF  HEARMO:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  (he  SECs 
Secretary  and  serving  applicants  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  25, 1993,  and  should  be 
accompanied  by  proof  of  service  on  the 
applicants,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  slate  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  notification  by 
writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary.  SEC.  450  Sth 
Street,  NW..  Washington.  DC  20549. 
Applicants,  First  Prairie  Money  Market 
Fund.  144  Glenn  Curtiss  Boulevard. 
Uniondale,  New  York  11556-0144;  The 
First  National  Bank  of  Chicago,  One 
First  National  Plaza,  Chicago,  Illinois 
60670-0120. 

FOR  FURTHER  ^FORMATION  CONTACT: 
Marilyn  Mann,  Special  Counsel,  at  (202) 


504-2259,  or  Barry  NDller,  Senior 
Special  Counsel,  at  (202)  272-3018 
(Division  of  Investment  Management. 
Office  of  Investment  Company 
Regulation). 

SUfPtfHBITAflY  MFORHXflOM:  Hie 
following  is  a  summary  of  tiie 
application.  The  complete  application 
may  be  obtained  for  a  fee  at  the  SEC's 
Public  Reference  Branch. 

Applicants'  Representations 

1.  The  Fund  is  an  (^pen-end, 
diversified  management  investonent 
company.  It  is  a  money  market  fund  that 
maintains  a  net  asset  value  of  $1.00  per 
share  for  purchases  and  redemptions 
and,  pursuant  to  rule  2a-7  under  the 
Act,  uses  the  amortized  cost  method  of 
valuingits  securities. 

2.  FNBC  is  the  Fund's  investment 
adviser.  FNBC,  a  wholly  owned 
subsidiary  of  First  Chicago  Corporation, 
a  registered  bank  holding  company,  is  a 
commercial  bank  offering  a  range  of 
banking  and  investment  services.  The 
Bank  of  New  York  acts  as  the  Fund's 
custodian. 

3.  The  Fund  is  divided  into  two 
separate  portfolios,  the  Money  Market 
Series  and  the  Govenmient  Series  (each, 
a  "Series").  The  Money  Market  Series 
invests  in  short-term  money  market 
obligations,  including  repurchase 
agreements  with  banks  or  primary 
government  securities  dealers  reporting 
to  the  Federal  Reserve  Bank  of  New 
York.  The  Government  Series  invests 
only  in  short-term  securities  issued  or 
guaranteed  as  to  principal  and  interest 
by  the  U.S.  Government,  and  repurchase 
agreements  with  respect  to  such 
securities  with  banks  that  have  total 
assets  in  excess  of  $1  billion  or 
secinities  dealers  that  have  issued 
securities  rated  at  least  A-1  by  Standard 
&  Poor's  Corporation. 

4.  The  Fund's  shares  are  purchased 
primarily  by  clients  of  FNBC  and  its 
affiliates,  including  qualified  custody, 
agency,  and  trust  accounts,  through 
their  accounts  with  FNBC  and  its 
affiliates.  The  Fund's  shares  may  be 
purchased  through  automatic 
investment  transactions.  In  these 
transactions.  FNBC,  as  agent,  follows 
the  standing  instructions  of  such  clients 
and  automatically  invests  excess  cash 
balances  in  the  clients'  accounts  in 
shares  of  the  Money  Market  Series  or 
the  Government  Series.*  Currently, 
these  "sweep"  transactions  are  effected 
automatically  by  computer  each  Fund 


>  In  •ccordanca  with  (h«  ttandioc  inetnictioM  of 
FNBC'»  di«nl».  tfa«  compato'  pragnm  al»o  provide* 
for  the  automatic  redemption  of  Puad  iharei  held 
in  an  account  as  of  the  next  determined  net  asset 
value  if  the  cash  balance  In  the  account  ia  less  than 
the  minimum  balance  specified  by  the  cttent. 


business  day  as  of  the  next  detennined 
net  asset  value  (currently,  12  luxm.  New 
York  time).  Tlje  machine  processing 
required  to  tabulate  the  day's 
transactions  in  sudi  cHents'  accounts 
and  other  shareholder  accounts, 
hovrever,  is  completed  later  in  the  day 
(normally  no  earlier  than  11  p.m.,  New 
York  time)  when  the  daily  processing 
for  FNBC's  accounting  system  is 
completed  (the  "Compietioo  Time"). 
Therefore,  total  assets  to  be  invested  ia 
each  Series  through  the  "sweep" 
program  each  day  are  not  known  until 
that  evening  and  are  invested  in  eadi 
Series  at  the  respective  net  ass^  values 
determined  oo  the  following  day. 

5.  The  curraat  operation  of  the 
"sweep"  program  makes  the  Fund 
materially  less  attractive  to  FNBC's 
clients  because  they  lose  a  day's  inoome 
on  funds  invested  through  the  program 
and,  for  "sweeps"  accomplished  on  a 
Friday,  lose  a  weekend's  income. 

6.  To  permit  FNBC,  as  the  Fund's 
investment  adviser,  to  invest  anticipated 
net  asseU  attributable  to  the  "sweep" 
program  on  the  same  day  that  they  are 
available  for  investment  (despite  the  fact 
that  the  exact  amount  thereof  will  not  be 
known  until  after  the  time  for 
investment  that  day).  FNBC  or  an 
affiliate  proposes  to  enter  into  overnight 
repurchase  agreements  with  each  Series. 
Such  assets  would  be  invested  in  Fund 
shares  as  of  the  time  the  relevant  Series 
determined  its  net  asset  value  (the 
"Pricing  Time")  on  the  same  day  the 
sweep  occurs. 

7.  "nie  Fund  proposes  to  enter  into  a 
master  repurchase  ageement  with 
FNBC  or  one  of  its  affiliates,  which  is 
substantially  the  same  as  the  industry 
standard  master  repiu-chase  agreement 
promulgated  by  the  Public  Securities 
Association,  covering  all  repurchase 
agreement  transactions  (the  "Master 
Repurchase  Agreement"). 

8.  Apphcants  intend  to  limit  the 
amount  of  each  Series'  net  assets  that 
may  be  invested  pursuant  to  the  order 
with  FNBC  or  its  affiliates  to  a 
percentage  upon  which  applicants  from 
time  to  time  may  agree  [the  "Maximtun 
Purrfiase  Amoiuit"),  which  percentage 
may  fluctuate  but  shall  not  exceed  15%. 

9.  To  facihtato  tbe  repurchase 
transaction  where  the  exact  amount  of 
the  overnight  repurchase  agreement 
and.  consequently,  the  required 
collateral  is  not  known  imtil  the 
following  day.  FNBC.  at  no  cost  to  the 
Fund,  will  maintain  at  all  times  in  a 
segregated  sub-custodian  account  in  the 
name  of  the  relevant  Series  collaierd  at 
least  equal  to  102%  of  the  Maximum 
Purchase  Amount  The  Fund  will 
promptly  notify  FNBC  of  any  increase  or 
decrease  in  a  Series'  net  asset  value  and 
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FNBC  will  adjust  the  amount  of 
collateral  maintained  in  the  segregated 
accoimt  daily  so  that  it  at  least  equals 
102%  of  the  Maximum  Purchase 
Amount.  The  relevant  Series  Mdll  have 
a  perfected  security  interest  in  the 
repurchase  agreement  collateral  held  in 
such  accoimt. 

10.  FNBC's  Trust  Department  would 
act  as  the  Fund's  sub-custodian 
pursuant  to  a  sub-custodian  agreement 
approved  by  the  Fund's  Board  of 
Trustees,  including  a  majority  of  the 
Trustees  who  are  not  "interested 
persons,"  as  defined  in  the  Act,  of  either 
FNBC  or  the  Fund.*  The  Fund's  assets 
held  by  FNBC's  Trust  Department 
would  be  maintained  in  a  segregated 
custodial  account  established  on  its 
behalf  in  accordance  with  the  rules  and 
standards  of  the  Comptroller  of  the 
Currency  and  the  Act.  FNBC's  Trust 
Department  would  receive  the  eligible 
securities  transferred  to  it  in  its  capacity 
as  sub-custodian  for  the  relevant  Series 
and  hold  them  in  a  manner  complying 
with  the  requirements  of  section  17(f)  of 
the  Act.  After  the  Completion  Time  that 
evening,  for  a  particular  Series,  the 
records  maintained  by  FNBC  for  its 
client's  accounts  and  by  FNBC's  Trust 
Department  in  its  capacity  as  the  Series' 
sub-custodian  would  show: 

(i)  For  FNBC's  client  accounts,  a  cash 
entry  for  the  amount  of  Series  shares 
purchased  or  redeemed  and  a 
corresponding  entry  to  the  client 
accounts  for  the  number  of  Series  shares 
purchased  or  redeemed  as  of  the  Pricing 
Time  through  operation  of  the  computer 
"sweep"  program;  and 

(ii)  For  the  Fund's  sub-custodian 
account,  all  purchase  and  sale 
transactions  and  the  net  cash  proceeds, 
if  any,  received  by  the  Series  through 
the  operation  of  the  "sweep"  (or, 
conversely,  the  net  redemption  proceeds 
paid  or  payable  by  the  Series  if  there 
were  net  redemptions).  In  addition,  the 
relevant  Series'  sub-custodian  account 
would  reflect  the  specific  amount  in  fact 
invested  in  the  particular  transaction 
(including  the  ownership  of  the 
securities  securing  the  repurchase 
agreement).  If  the  "sweep"  had  resulted 
in  unanticipated  net  redemptions  for  the 
Series,  the  relevant  sub-custodian 
account  would  reflect  this  fact  and  show 
no  ownership  of  any  of  such  securities 
transferred  by  FNBC  or  its  affiliates  to 
the  account,  since  (contrary  to 
expectations)  none  of  the  Fund's  assets 
had  been  used  to  purchase  the 
securities.  To  the  extent  that  transferred 


'The  sub-custodian  account  may  be  maintained 
with  FNBC's  Trust  Department  or  a  nominee 
qualified  to  act  as  a  custodian  pursuant  to  section 
17(f)  ot  the  Act  and  references  herein  to  FNBC's 
Trust  Department  shall  mean  either  entity. 


securities  exceeded  the  relevant  Series' 
assets  that  were  available  for  investment 
(as  shown  by  the  resiilts  of  the  day's 
computer  processing),  FNBC  or  the 
appropriate  affiliate  would  be  shown  to 
be  the  owner  of  such  securities. 

11.  After  the  Completion  Time,  FNBC 
would  transmit  to  the  Fund's  transfer 
agent  records  relating  to  these  automatic 
investment  transactions.  The  transfer 
agent's  records  would  show  an  entry  to 
each  of  the  corresponding  shareholder 
accoimts  for  the  nimiber  of  Fund  shares 
automatically  purchased  or  redeemed  as 
of  the  Pricing  "Time  through  operation  of 
the  "sweep." 

12.  Each  Series  will  purchase  only 
securities  in  which  it  may  invest  as 
described  in  its  prospectus  and 
statement  of  additional  information  and 
as  Umited  by  rule  2a-7  under  the  Act. 
The  Master  Repurchase  Agreement  into 
which  the  Fund,  on  behalf  of  each 
Series,  proposes  to  enter  will  be 
collateralized  only  by  U.S.  Treasury 
Bills,  Notes,  and  Bonds,  with  a 
remaining  maturity  of  one  year  or  less 
and  value  at  least  equal  to  102%  of  the 
repurchase  price  (including  accrued 
interest).  The  transactions  will  comply 
with  the  guideUnes  set  forth  in 
Investment  Company  Act  Release  No. 
13005  (February  2, 1983).  The  Master 
Repurchase  Agreement  will  be  subject 
to  annual  approval  by  the  Fund's  Board 
of  Trustees,  including  a  majority  of  the 
Trustees  who  are  not  "interested 
persons"  (as  defined  in  the  Act)  of  the 
Fund  or  FNBC  or  its  affiliates. 

13.  The  transactions  would  be 
"repurchase  agreements"  for  purposes 
of  Chapter  11  of  the  United  States 
Bankruptcy  Code  and  the  Financial 
Institutions  Reform,  Recovery  and 
Enforcement  Act  of  1989.  These  statutes 
provide  that,  if  the  bankruptcy  of  the 
counterparty  ocoirs,  the  repurchase 
agreement  can  be  liquidated  without 
being  subject  to  the  potential  delay 
associated  with  the  automatic  stay  or 
similar  provisions  of  those  statutes.  If 
the  transactions  were  not  "repurchase 
agreements"  as  defined  under  those 
statutes,  the  Fimd  might  encounter 
significant  liquidity  problems  if  a  large 
percentage  of  its  assets  were  invested  in 
repurchase  agreements  with  a  bankrupt 
counterparty. 

14.  Each  of  the  Money  Market  Series 
and  the  Government  Series  currently 
invests  a  substantial  amount  of  their 
respective  net  assets  on  an  overnight 
basis.  The  Fund's  average  daily  portfolio 
maturity  customarily  is  between  20  and 
40  days  for  the  Money  Market  Series 
and  15  and  25  days  for  the  Government 
Series.  Applicants  intend  to  limit  the 
Maximum  Purchase  Amount  at  a  level 
that  they  believe  should  avoid  reducing 


average  daily  poitfolio  maturity  and 
thus  the  yield  for  the  Fund.* 

15.  FNBC  will  continue  to  solicit 
independent  quotes  from  third  parties 
for  the  proposed  "sweep"  transactions, 
but  to  date  FNBC  has  been  unable  to 
find  any  unaffiliated  entity  willing  to 
engage  in  such  transactions  on  a  basis 
as  favorable  to  the  Fund  as  the  proposed 
arrangement  with  FNBC.  "The 
repurchase  agreement  counter-party  will 
not  know  until  the  next  day  the  amount, 
if  any,  of  such  transactions.  This  delay 
results  because  the  daily  processing  for 
FNBC's  accounting  system  normally  is 
completed  well  into  the  night  of  the  day 
the  order  is  placed  and  the  actual 
amount  to  be  invested  in  the  repurdiase 
transaction  is  not  known  and,  thus, 
monies  in  respect  thereof  cannot  be 
transmitted  imtil  the  next  morning. 
Unaffiliated  third  parties  will  not  agree 
to  operate  in  this  "look  back"  manner 
with  the  Fund  on  a  basis  as  favorable  to 
the  Fund  as  the  proposed  arrangement 
with  FNBC. 

16.  Before  any  repurchase  agreements 
are  entered  into  pursuant  to  the 
exemption,  the  Fund  or  FNBC  must 
obtain  and  document  competitive 
quotations  from  at  least  two  other 
dealers  with  respect  to  repurchase 
agreements  that  are  comparable  in  terms 
of  size,  maturity,  and  collateral,  except 
that  if  quotations  are  unavailable  from 
two  such  dealers  only  one  other 
competitive  quotation  is  required.  In 
addition,  the  transactions  for  which 
quotations  are  sought  will  be 
conventional  overnight  repurchase 
agreements  in  which  the  hmds  would 
be  transferred  by  the  Fund  on  the  same 
day  that  the  transaction  is  entered  into, 
and  then  returned  by  the  counterparty 
on  the  following  day.  Before  entering 
into  a  transaction  pursuant  to  the 
exemption,  a  determination  will  be 
required  that  the  income  to  be  earned 
from  the  repurchase  agreement  is  at 
least  equal  to  that  available  fix>m  the 
other  dealers  from  which  quotes  were 
obtained.  As  set  forth  in  the  application, 
applicants  enter  into  repurchase 
agreements  on  an  ongoing  basis  and, 
therefore,  believe  they  are  capable  of 
obtaining  such  quotes. 

Applicants'  Legal  Analysis 

1.  Section  17(a)  of  the  Act.  among 
other  things,  generally  prohibits  certain 
entities  affiliated  with  an  registered 
investment  company,  when  acting  as 
principal,  from  knowingly  selling  to  or 
purchasing  bom  the  investment 


'  Applicants  point  out  that,  not  infrequently,  the 
overnight  rate  is  as  favorable  as  and,  in  certain 
cases,  may  exceed  the  rate  available  for  securities 
with  longer  maturities. 
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company  any  •arurity.  Aaoag  the 
entities  precluded  from  dealing  as 
principal  with  a  registered  investment 
company  under  section  17(a)  are  any 
affiliated  person  of  the  investment 
company  and  any  affiliated  person  of  an 
afHUated  person  of  the  investment 
company.  Section  2(aK3)  of  the  Act 
defines  any  investBtent  adviser  of  such 
company.  Therefore,  FNBC  as  tlie 
Fund's  investment  adviser,  and  its 
affiliates  are  subject  to  the  prohibitions 
contained  in  section  17(a)  with  respect 
to  the  Fund. 

2.  Section  6(c)  of  the  Act  provides  in 
relevant  part  that  "the  Commission, 

*  •  •  by  order  upon  application,  may 

•  *  *  exempt  any  person,  security,  or 
transaction  •  •   •  from  any  provision  or 
provisions  of  (the  Act]  or  of  any  rule  or 
regulation  thereunder,  if  and  to  the 
extent  that  such  exemption  is  necessary 
or  appropriate  in  the  public  interest  and 
consistent  with  the  protection  of 
investors  and  the  purposes  fairly 
intended  by  the  poHcy  and  provisions  of 
ItheAct]." 

3.  Section  17(b)  of  the  Act  provides 
that  "notwithstanding  [section  17(a)l. 
any  person  may  file  vdth  the 
Commission  an  application  for  an  order 
exempting  a  proposed  transaction  "  •  * 
from  one  or  more  provisions  of  that 
subsection.  The  Commission  shall  grant 
such  appbcation  and  issue  such  order  of 
exemption  if  evidence  establishes  that 
•  *  •  (1)  the  terms  of  the  proposed 
transaction,  including  the  consideration 
to  be  paid  or  received,  are  reasonable 
and  fair  and  do  trot  involve 
overreaching  on  the  part  of  any  person 
concerned;  (2)  the  proposed  transaction 
is  consistent  with  the  policy  of  each 
registered  investment  company 
concerned,  as  recited  in  its  registration 
statement  and  reports  filed  under  [the 
Act);  and  (3)  the  proposed  transaction  is 
consistent  with  the  general  purposes  of 
[the  Act)."  ,    , 

4.  The  Fund  believes  that  the  relief 
requested  is  appropriate  and  in  the 
public  interest  because  it  will  permit  the 
Fund  to  invest  at  a  favorable  price  net 
assets  attributable  to  the  "sweep" 
program  on  the  same  day  that  such 
assets  are  available  for  investment 
Applicants  believe  that  a  more  attractive 
"sweep"  program  will  result  in 
increased  assets  for  the  Fund.  A  larger 
asset  base  for  the  Fund  will  benefit  all 
Fund  shareholders  by  reducing  the 
amount  of  Fund  expenses  indirectly 
borne  by  each  shareholder,  thereby 
increasing  investors'  returns. 

5.  FNBC  and  its  affiliates  are  aware  of 
the  potential  conflict  of  interest  inherent 
in  the  operation  of  the  "sweep"  program 
if  the  proposed  relief  is  granted  FNBC, 
therefore,  has  established  procedures 


and  conditions  to  be  followed  fay  its 
employees  asd  agents  to  pwventMiy 
overreaching  oo  the  part  of  any  person 
that  could  act  to  the  detriment  of  the 
Fund  and  to  essure  that  each 
transaction  is  eOiected  on  a  reasonable 
and  fair  basis. 

6.  The  Fund's  overnight  position 
^M>uld  nt)t  necessarily  reduce  its  yield. 
If  the  operation  of  the  proposed 
"sweep"  program  shortens  the  Ftmd's 
average  daily  portfoho  maturity,  the 
e&ct  of  such  redxidion  would  be 
minimal  because:  (i)  The  Fund  currently 
maintains  a  relatively  short  average 
daily  portfolio  maturity;  (ii)  as  FNBC 
develops  more  experience  operating  the 
"swe^"  program.  FNBC  will  be  able  to 
manage  t^  maturity  of  that  portioD  of 
the  Fund's  assets  held  outside  the  sub- 
custodian account  lor  the  program  so  as 
to  provide  optimal  liquidity  levels;  and 
(iii)  upon  receipt  of  such  assets 
currently,  tfie  Fund  has  invested  such 
assets  in  overnight  or  very  short-term 
obligations  in  any  event,  but  such 
investment  occxirs  one  day  later.  Thus, 
applicants  believe  that  any  effect  on 
yield  as  a  result  of  the  proposed  relief 
would  be  negligible.  In  addition, 
operation  pursuant  to  the  independent 
pricing  mechanism  set  forth  in 
condition  8  should  provide  yields  from 
"sweep"  investments  that  are  no  lower 
than  similar  non-sweep  Fund 
investments. 

7.  Based  on  the  arguments  set  forth 
above,  applicants  believe  that  the 
requested  relief  is  necessary  and 
appropriate  in  the  public  interest  and 
consistent  with  the  protection  of 
investors  and  the  purposes  fairly 
intended  by  the  policy  and  provisions  of 
the  Act.  Applicants  also  beheve  that  the 
terms  of  the  proposed  transactions, 
including  the  consideration  to  be  paid 
nr.rnceived,  are  reasonable  and  fair  and 
do  not  involv*  overreaching  on  the  part 
of  any  person  concerned,  that  the 
proposed  transactions  are  consistent 
with  the  pohcy  of  each  Series,  as  set 
forth  in  the  Fund's  registration 
statement  and  reports  filed  under  the 
Act.  and  that  the  proposed  transactions 
are  consistent  wiih  the  general  purposes 
of  the  Act. 


Applicants'  Conditions 

Applicants  agree  that  the  order  of  the 
Commissaon  granting  the  requested 
relief  shall  be  subject  to  the  following 
conditions; 

1.  No  FNBC  or  affiliate  "svwep" 
account  client  will  be  permitted  to  affect 
a  transaction  after  the  sweep  has 
occurred  and  the  Fund's  net  asset  value 
has  been  computed  for  that  day. 

2.  'The  legal  or  compliance 
deoartment  of.  and  internal  and  outside 


auditors  for.  FNSC  at  its  affiliates  will 
prepare  guidelines  far  FNBC  and 
affihate  personnel  to  ensure  that  Ae 
transactions  described  herein  comply 
with  the  conditioos  set  forth  herein  and 
that  the  integrity  tStita  prosEam  is 
maintained.  ThB  Ftmd's  independent 

Eublic  accountants  will  verify  assets 
eld  in  eadi  sub-custodian  account  in 
accordance  with  rule  17f-2  xmder  the 
Act.  The  legal  or  comj^iance 
department  and  auditors  will 
periodically  monitor  the  activities  of 
FNBC  and  its  affiliates  in  connection 
with  the  operation  of  the  "sweep" 
program  to  ensure  that  the  conditioas 
set  forth  in  the  application  are  adhered 

to. 

3.  If  granted,  the  terms  of  the  relief 
would  be  disclosed  fully  in  the  Fund's 
prospectus  and  statement  of  additional 
information.  A  schedule  of  all 
transactions  with  FNBC  and  its  affiliates 
will  be  filed  with  each  semi-annual 
report  filed  by  the  Fund  with  the 
Commission  pursuant  to  sections  30(a) 
and  30(b)(1)  of  the  Act.  FNBC  wiU 
provide  the  Fund's  Board  of  Trustees 
with  a  full  report  of  the  transactions 
under  the  "sweep"  program,  as 
described  herein,  no  less  frequently 
than  quarterly.  FNBC  also  will  jwovide 
the  Board  of  Trustees  with  a  statoment 
that,  as  the  Fund's  investment  advisw. 
it  determined  the  principal  transactions 
to  be  necessary  and  appropriate  under 
the  circumstances. 

4.  The  Fund  and  FNBC  will  maintain 
such  records  with  respect  to  those 
transactions  conducted  pursuant  to  the 
exemption  as  may  be  necessary  to 
confirm  compliance  with  the  conditions 
to  the  requested  relief.  In  this  regard,  the 
Fund  wll  maintain  an  itemized  daily 
record  of  repurchase  agreement 
transactions  entered  into  pursuant  to  the 
exemption,  showing  for  each 
transaction:  the  Series  that  entered  into 
the  transaction;  the  entity  tvith  which 
the  Series  entered  into  the  transaction; 
the  purchase  and  repurchase  prices;  the 
type  and  amount  of  collateral;  the  date 
fixed  for  termination  of  the  transaction; 
and  the  time  and  date  of  the  transaction. 
For  each  transaction,  such  records  also 
shall  document  the  quotations  received 
from  other  dealers  in  accordance  with 
condition  no.  8.  including:  The  names 
of  the  dealers;  tlw  prices  quoted;  and  the 
times  and  dates  the  quotations  were 
received.  The  records  required  by  this 
condition  will  be  maintained  and 
preserved  in  the  same  manner  as 
records  required  under  rule  31a-l(b){l). 

5.  The  Maximum  Purchase  Amount 
will  be  the  percentage  of  each  Series' 
net  assets  upon  which  the  applicants 
from  time  to  time  may  agree,  which 
percentage  may  fluctuate  but  shall  not 
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exceed  15%.  As  to  a  particular  Series  on 
a  particular  day,  the  amoimt  invested 
pursuant  to  the  exemption  will  not 
exceed  the  amotmt  swept  into  such 
Series  on  such  day. 

6.  All  records  pertaining  to  the  sweep 
program  will  be  preserved  for  a  period 
of  not  less  than  six  years,  the  first  two 
years  in  an  easily  accessible  place,  from 
the  end  of  the  fiscal  year  in  which  any 
sweep  transaction  occxirred. 

7.  m  connection  with  overnight 
repurchase  agreement  transactions 
pursuant  to  the  Master  Repurchase 
Agreement,  FNBC  will  maintain  at  all 
times  during  operation  of  the  "sweep" 
program  in  a  segregated  sub-custodian 
account  in  the  name  of  each  Series 
collateral  comprised  only  of  U.S. 
Treasury  Bills,  Notes  or  Bonds,  with 
remaining  maturities  of  one  year  or  less, 
and  valued  at  least  equal  to  102%  of  the 
Maximum  Purchase  Amount.  In 
addition,  FNBC  or  its  affiliates  would 
transfer  such  collateral  through  the  book 
entry  system  of  the  Federal  Reserve  and, 
in  connection  therewith,  the  relevant 
Series'  sub-custodian  accoimt  with 
FNBC's  Trust  Department  will  be 
designated  by  Fedwire  as  the  recipient 
of  such  securities  and  FNBC's  internal 
records  and  written  confirmations  will 
indicate  that  the  collateral  is  being  held 
on  behalf  and  in  such  Series'  name.  The 
relevant  Series  thereby  would  acquire  a 
security  interest  in  the  collateral. 

8.  Before  any  transaction  may  be 
conducted  pursuant  to  the  exemption, 
the  Fund  or  FNBC  must  obtain  such 
information  as  it  deems  necessary  to 
determine  that  the  price  test  set  forth 
below  has  been  satisfied.  Before  any 
repurchase  agreements  are  entered  into 
pursuant  to  the  exemption,  the  Fund  or 
FNBC  must  obtain  and  document 
competitive  quotations  from  at  least  two 
other  dealers  with  respect  to  repurchase 
agreements  comparable  to  the  type  of 
repurcliase  agreement  involved 
(including  size,  which  would  be  at  least 
equal  to  the  Maximum  Purchase 
Amount,  maturity  and  collateral), 
except  that  if  quotations  are  unavailable 
from  two  such  dealers  only  one  other 
competitive  quotation  is  required.  In 
addition,  the  transactions  for  which 
quotations  are  sought  will  be 
conventional  overnight  repurchase 
agreements  in  which  the  hmds  would 
be  transferred  by  the  Fund  on  the  same 
day  that  the  transaction  is  entered  into, 
and  then  returned  by  the  counterparty 
on  the  following  day.  Before  entering 
into  a  transaction  pursuant  to  the 
exemption,  a  determination  will  be 
required  in  each  instance,  based  upon 
the  information  available  to  tha  Fund 
and  FNBC,  that  the  income  to  be  earned 
from  the  repurchase  agreement  is  at 


least  equal  to  that  available  from  the 
other  dealers  fit>m  which  quotes  were 
obtained. 

For  the  SBC.  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margaret  H.  McFuiaad. 
Deputy  Secretary. 
[PR  Doc.  93-127  Filed  1-5-93;  8:45  am] 
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PnveetiTMnt  Company  Act  ReL  No.  19187; 
Intwturtional  Seriea  R«L  No.  515;  812-S222] 

The  Perk  Avenue  Portfolio;  Notice  of 
Application 

December  29, 1992. 
AGENCY:  Securities  and  Exchange 
Commission  (the  "SEC"). 
ACnON:  Notice  of  Application  for 
Exemption  imder  the  Investment 
Company  Act  of  1940  (the  "Act"). 

APPLICANT:  The  Park  Avenue  Portfolio. 
RELEVANT  ACT  SECTIONS:  Order  requested 
under  section  6(c)  for  an  exemption 
from  the  provisions  of  section  12(d)(3). 
SUMMARY  OF  APPLICATION:  Applicant 
seeks  a  conditional  order  permitting  it 
to  invest  in  equity  and  convertible  debt 
securities  of  foreign  issuers  that,  in  each 
of  their  most  recent  fiscal  years,  derived 
more  than  15%  of  their  gross  revenue 
from  their  activities  as  a  broker,  dealer, 
imderwritor,  or  investment  adviser 
("Foreign  Seciu^ties  Companies"), 
provided  that  such  investments  comply 
with  the  provisions  of  proposed 
amended  rule  12d3-l  under  the  Act. 
FNJNG  DATE:  The  application  was  filed 
on  December  17, 1992. 
HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC's 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  25, 1993,  and  should  be 
accompanied  by  proof  of  service  on 
applicant,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  such  notification 
by  writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street,  NW.,  Washington,  DC  20549. 
Applicant,  201  Park  Avenue  South,  New 
York,  New  York  10003. 
FOR  FURTHER  IHFCRMATION  CONTACT: 
James  J.  Dwyer,  Staff  Attorney,  at  (202) 
504-2920,  or  Elizabeth  C.  Osterman, 


Branch  Chief,  at  (202)  272-3016 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  MfORMATKM:  The 
following  is  a  summary  of  the 
application.  The  complete  applicadon 
may  be  obtained  for  a  fee  frxnn  the  SEC's 
Public  Reference  Branch. 

Applicant's  Representations 

1.  Apphcant,  a  Massachusetts 
business  trust,  is  registered  as  a 
diversified  open-end  management 
investment  company  under  tba  Act 
Applicant  will  consist  of  seven  aexim 
upon  the  effectiveness  of  a  post-effective 
amendment  to  its  registration  statement 
filed  with  the  SEC  on  November  20, 
1992.  Only  one  of  these  funds.  The 
Guardian  BailUe  Gifford  International 
Fund  (the  "International  Fund"), 
currently  intends  to  invest  in  equity  or 
convertible  debt  securities  of  foreign 
issuers.  Guardian  Baillie  Gifford 
Limited  acts  as  the  investment  adviser 
for  the  International  Fund.  Baillie 
Gifford  Overseas  Limited. will  serve  as 
sub-adviser  for  the  International  Fimd. 

2.  AppUcant  seeks  to  invest  in  equity 
securities  and  convertible  debt 
securities  of  Foreign  Secxirities 
Companies.  Applicant  seeks  conditional 
relief  from  section  12(d)(3)  of  the  Act  to 
invest  in  equity  and  convertible  debt 
securities  of  Foreign  Secvirities 
Companies  to  the  extent  permitted  in 
proposed  amended  rule  12d3-l  under 
the  Act.  See  Investment  Company  Act 
Release  No.  17096  (Aug.  3, 1989). 

Applicant's  Legal  Conclusioos 

1.  Section  12(d)(3)  prohibits  an 
investment  company  from  acquiring  any 
security  issued  by  any  person  who  is  a 
broker,  a  dealer,  an  underwriter,  or  an 
investment  adviser.  Rule  12d3-l 
provides  an  exemption  from  section 
12(d)(3}  for  investment  companies 
acquiring  seciirities  of  an  issuer  that 
derived  more  than  15%  of  its  gross 
revenues  in  its  most  recent  fiscal  year 
from  securities-related  activities, 
provided  that  these  investments  comply 
with  certain  conditions  set  forth  in  the 
rule. 

2.  Under  rule  12d-l,  an  equity 
security  of  a  Foreign  Securities 
Company  must  be  a  "margin  security" 
as  defined  in  Regulation  T  promulgated 
by  the  Board  of  Governors  of  the  Federal 
Reserve  (the  "Board")  in  order  for  the 
acquisition  of  such  seciuity  by  an 
investment  company  to  be  exempt  from 
the  prohibition  of  section  12(d)(3). 
Accordingly,  Applicant  may  not  invest 
in  equity  securities  of  a  Foreign 
Securities  Company  that  are  comparable 
in  quality  to  "margin  securities,"  but 
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which  do  not  fall  within  the  definition 
of  "margin  securities"  under  Regulation 
T.  because  they  are  not  registered  in  the 
United  States,  are  not  traded  in  United 
States  over-the-counter  maricets,  and  are 
not  included  in  the  List  of  Foreign 
Margin  Stocks  published  bv  the  Board. 

3.  Proposed  amended  rule  12d3-l 
provides  that  the  "margin  securities" 
requirement  will  be  exctised  if  the 
acquiring  company  purchases  equity 
securities  of  Foreign  Securities 
Companies  that  meet  the  qualitative 
criteria  comparable  to  criteria  applicable 
to  equity  securities  of  United  States 
securities-related  businesses. 

Applicant's  Condition 

Applicant  agrees  that  the  proposed 
exemptive  order  wrill  be  subject  to  the 
following  condition: 

Applicant  will  comply  with  the 
proposed  amendments  to  rule  12d3-l, 
Investment  Company  Act  Release  No. 
17096  (Aug.  3, 1989),  as  they  are 
currently  proposed,  or  as  they  maybe 
reproposed,  adopted,  or  amended. 

For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margarvt  H.  McFarland. 
Deputy  Security. 

IFR  Doc.  93-129  Filed  1-5-93;  8:45  ami 
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(Releasa  Na  35-25722] 

Filings  Under  the  Public  Utility  Holding 
Company  Act  of  1935  ("Act") 

December  29. 1992. 

Notice  is  hereby  given  that  the 
following  filing(s)  has/have  been  made 
with  the  Commission  pursuant  to 
provisions  of  the  Act  and  rules 
promulgated  thereunder.  All  interested 
persons  are  referred  to  the  application(s) 
and/or  declaration(s)  for  complete 
statements  of  the  proposed 
transaction (s)  summarized  below.  The 
applications(s)  and/or  declaration{s)  and 
any  amendments  thereto  is/are  available 
for  public  inspection  through  the 
Commission's  Office  of  Public 
Reference. 

Interested  persons  wishing  to 
-  comment  or  request  a  hearing  on  the 
application(s)  and/or  declaration(s) 
should  submit  their  views  in  vmting  by 
January  22,  1993  to  the  Secretary, 
Secxirities  and  Exchange  Commission, 
Washington.  DC  20549.  and  serve  a 
copy  on  the  relevant  applicant(s)  and/or 
declarant(s)  at  the  address(es)  specified 
below.  Proof  of  service  (by  affidavit  or. 
in  case  of  an  attorney  at  law,  by 
certificate)  should  be  filed  with  the 
request.  Any  request  for  hearing  shall 
identify  specifically  the  issues  of  fact  or 
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law  that  are  disputed.  A  person  who  so 
requests  will  be  notified  of  any  hearing, 
if  ordered,  and  will  receive  a  copy  of 
any  notice  or  order  issued  in  the  matter. 
After  said  date,  the  application(8)  and/ 
or  declaration(s).  as  filed  or  as  amended, 
may  be  granted  and/ or  permitted  to 
become  efiiective. 

General  Public  UtUities  Corp.  (70-7473) 

General  Public  Utilities  Corporation 
("GPU").  100  Interpace  Parkway. 
Parsippany,  New  Jersey  07054.  a 
registered  holding  company,  has  filed  a 
post-effective  amendment  to  its 
application-declaration  pursuant  to 
sections  9(a),  10  and  12(c)  of  the  Act 
and  Rule  42  thereimder. 

By  orders  dated  December  29. 1987. 
(HCARNo.  24550).  March  31. 1988 
(HCAR  No.  24612),  August  5, 1988 
(HCAR  No.  24691)  and  September  11, 
1989  (HCAR  No.  24949),  the 
Commission,  among  other  things, 
authorized  GPU  to  repurchase  from 
time-to-time  through  December  31. 1992 
up  to  11  million  shares  of  its  common 
stock,  par  value  $2.50  per  share,  in  the 
open  market,  through  odd-lot  tender 
offers  and/or  from  shares  held  under 
CPU's  Tax  Credit  Act  Employee  Stock 
Ownership  Plans  upon  their 
termination.  The  timing  of  those 
repurchases  depends  upon  existing 
market  conditions  and  the  anticipated 
capital  needs  of  GPU  and  its 
subsidiaries.  At  December  3. 1992.  GPU 
had  repurchased  7.491.432  shares  of  its 
common  stock,  all  of  which  were 
repurchased  prior  to  a  two-for-one  stock 
split  effective  May  29, 1991.  GPU  does 
not  expect  to  repurchase  any  additional 
shares  during  the  remainder  of  1992. 

GPU  now  requests  authority  to 
repurchase  up  to  five  million  shares  of 
its  common  stock  in  the  open  market. 
through  privately  negotiated 
transactions  and/ or  through  odd-lot 
tender  offers  frtjm  time-to-time  from  the 
effective  date  of  the  order  herein 
through  December  31. 1995.  GPU  has 
determined  that  the  current  cost  of 
common  stock  equity  is  higher  than  the 
current  cost  of  borrowed  funds  used  to 
effect  such  repurchases.  In  all  other 
respects,  the  transactions  as  previously 
authorized  by  the  Commission  would 
remain  unchanged. 

At  September  30. 1992.  CPU's  equity 
ratio,  on  a  consolidated  basis,  was  46%. 
If  GPU  were  to  repurchase  the  entire 
five  million  shares  of  common  stock  for 
which  authority  is  requested,  CPU's 
consolidated  equity  ratio  would  be 
reduced  to  45%,  assuming  an  average 
purchase  price  of  $26.00  per  share. 


For  the  Commission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authority. 
NUrguet  H.  McFarland. 
Deputy  Secretary. 

(FR  Doc.  93-124  Filed  1-5-93;  8:45  ami 
HLUNO  CODE  •01»-«1-M 


nnvMtmant  Company  Act  RaL  No.  19183; 
612-8068] 

Technology  Funding  Medical  Partners 
I,  L.P.,  et  al.;  Application 

December  28, 1992. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

action:  Notice  of  Application  for 

Exemption  under  the  Investment 

Company  Act  of  1940  ("Act"). 


APPLICANTS:  Technology  Funding 
Medical  Partners  I.  L.P.  (the 
"Partnership");  and  Technology 
Funding  Inc.  and  Technology  Funding 
Ltd.  (the  "Managing  General  Partners"). 
RELEVANT  ACT  SECTIONS:  Order  requested 
under  section  6(c)  granting  an 
exemption  from  sections  2(a)(19)  and 
2(a)(3)P). 

SUMMARY  OF  APPLICATION:  Applicants 
seek  a  conditional  order  determining 
that:  (a)  The  Independent  General  * 
Partners  (as  hereinafter  defined)  are  not 
"interested  persons"  of  the  Partnership, 
the  other  general  partners,  or  the 
principal  underwriter  of  the  Partnership 
solely  oy  reason  of  their  status  as 
general  partners  of  the  Partnership  and 
co-partners  of  the  other  general  partners; 
and  (b)  no  limited  partner  owrning  less 
than  five  percent  of  the  units  of  limited 
partnership  interest  in  the  Partnership  is 
an  "affiliated  person"  of  the  Partnership 
or  any  of  its  partners  solely  by  reason 
of  being  a  limited  partner  of  the 
Partnership  and  a  co-partner  of  the  other 
limited  partners  and  the  general 
partners. 

FNJNG  DATE:  The  application  was  filed 
on  September  14. 1992  and  amended  on 
December  1. 1992.  December  23. 1992. 
and  December  24, 1992. 
HEARING  OR  NOTIFICATION  OF  HEARMQ:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC's 
Secretary  and  serving  appUcants  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  22, 1993.  and  should  be 
accompanied  by  proof  of  service  on 
applicants,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
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request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  such  notification 
by  writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street.  NW..  Washington.  DC  20549. 
Applicants,  2000  Alameda  de  las 
Pulgas,  suite  250,  San  Mateo,  California 
94403. 

FOR  FURTHER  INFORMATION  CONTACT: 
James  E.  Anderson,  Staff  Attorney,  at 
(202)  272-7027,  or  C.  David  Messman, 
Branch  Chief,  at  (202)  272-3018 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC's 
Public  Reference  Branch. 

Applicants'  Representations 

1.  The  Partnership,  organized  as  a 
Delaware  limited  partnership  on 
September  3,  1992,  will  be  governed  by 
an  Amended  and  Restated  Limited 
Partnership  Agreement  (the 
"Partnership  Agreement").  The 
Partnership  has  elected  to  be  a  business 
development  company  pursuant  to 
section  54(a)  of  the  Act.  As  a  business 
development  company,  the  Partnership 
will  be  subject  to  sections  55  through  65 
of  the  Act  and  to  those  sections  of  the 
Act  made  applicable  to  business 
development  companies.  The 
Partnership  will  terminate-no  later  than 
December  31.  2006.  The  Partnership  has 
organized  as  a  hmited  partnership 
because  applicants  believe  that  the 
partnership  form  is  a  more  appropriate 
investment  vehicle  for  a  closed-end 
entity  of  limited  duration  seeking  long- 
term  capital  appreciation  by  making 
venture  capital  investments. 

2.  On  October  30, 1992  the 
Partnership  filed  a  registration 
statement  on  Form  N-2  under  the 
Securities  Act  of  1933  with  respect  o  a 
proposed  public  offering  of  up  to 
300,000  units  of  limited  partnership 
interest  in  the  Partnership  (the  "Units"). 
The  maximum  proceeds  from  the 
offering  will  be  $30  million. 

3.  The  general  partners  of  the 
partnership  initially  will  consist  of  three 
individual  general  partners  (the 
"Individual  General  Partners")  and  the 
Managing  General  Partners.  The  initial 
Individual  General  Partners  will  act  as 
independent  general  partners  (the 
"Independent  General  Partners") 
(defined  to  be  individuals  who  are  not 
"interested  persons"  of  the  Partnership 
within  the  meaning  of  the  Act),  The 
number  of  Individual  General  Partners 
may  not  be  less  than  three  nor  more 


than  nine,  and  a  majority  of  the 
Individual  General  Partners  must  be 
Independent  General  Partners.  Only 
natural  persons  may  serve  ais  Individual 
General  Partners.  The  Partnership 
Agreement  provides  that  if  at  any  time 
the  number  of  Independent  General 
Partners  is  reduced  to  less  than  a 
majority  of  the  Individual  General 
Partners,  the  remaining  Independent 
General  Partners  must,  within  90  days, 
designate  one  or  more  successor 
Independent  General  Partners  so  as  to 
restore  the  nimiber  of  Independent 
General  Partners  to  a  majority. 

4.  The  Individual  General  Partners 
will  provide  overall  guidance  and 
supervision  with  respect  to  the 
operations  of  the  Partnership.  The 
Individual  General  Partners  will 
perform  the  same  functions  and  have 
the  same  duties  and  responsibilities  that 
the  Act  imposes  on  the  boards  of 
directors  of  business  development 
companies  organized  in  corporate  form. 
The  Independent  General  Partners  will 
assume  the  responsibilities  and 
obligations  imposed  by  the  Act  upon 
disinterested  directors  of  a  business 
development  company  organized  in 
corporate  form.  In  addition  to  fiduciary 
duties,  the  Individual  General  Partners 
will,  among  other  things,  have 
responsibilities  with  respect  to  the 
management  and  underwriting 
arrangements  of  the  Partnership,  the 
custody  arrangements  with  respect  to 
portfolio  seciuities,  fidelity  bonding, 
and  transactions  with  affiliates. 

5.  The  Managing  General  Partners, 
Technology  Fimding  Inc.  and  j 
Technology  Funding  Ltd.,  are  a 
CaUfomia  corporation  and  a  California 
limited  partnership,  respectively.  Both 
Managing  General  Partners  are 
registered  investment  advisers  under  the 
Investment  Advisers  Act  of  1940.  Under 
the  Partnership  Agreement,  the 
Managing  General  Partners,  subject  to 
the  guidance  and  supervision  of  the 
Individual  General  Partners,  are 
responsible  for  the  management  of  the 
Partnership's  investments  and  will 
provide  other  management  and 
administrative  services. 

6.  As  compensation  for  their  services, 
the  Managing  General  Partners  will 
receive  an  allocation  of  20%  of  the 
Partnership's  net  profits  (as  defined  in 
the  Partnership  Agreement,  as  well  as 
the  following  fees:  a  fee  equal  to  2%  of 
total  limited  partner  capital 
contributions  for  each  year  of 
partnership  operations  until  six  years 
after  the  completion  of  the  public 
offering  of  Units,  and  thereafter 
declining  by  10%  per  year,  as 
compensation  for  partnership  overhead; 
reimbursement  for  organizational  and 


offering  expenses  and  operational  costs 
(as  defined  in  the  Partnership 
Agreement)  up  to  a  maximum  of  5%  of 
total  limited  partner  capital 
contributions;  *  and  a  sales  commission 
of  up  to  8%  of  the  gross  proceeds  of  the 
offering,  of  which  up  to  7%  will  be 
reallowed  to  unaffiliated  broker-dealers. 
The  sales  commission  will  be  paid  to 
Technology  Funding  Seciirities 
Corporation,  a  wholly-owned  subsidiary 
of  Technology  Funding  Inc. 

7.  The  limited  partners  of  the 
Partnership  have  no  right  to  participate 
in  the  control  of  the  Partnership's 
business.  The  Partnership  Agreement, 
consistent  with  the  Act.  authorizes  the 
limited  partners  to  vote  on  certain 
matters,  including  the  election  or 
removal  of  general  partners,  approval  or 
termination  of  certain  arrangements 
with  affiliates  of  the  Managing  General 
Partners,  ratification  or  rejection  of  the 
appointment  of  the  independent 
certified  public  accountants  of  the 
Partnership,  approval  of  the  sale  of  all 
or  substantially  all  of  the  Partnership's 
assets,  and  amendments  to  the 
Partnership  Agreement.  The  Partnership 
will  obtain  em  opinion  of  counsel  that 
the  possession  or  exercise  of  these 
voting  rights  does  not  cause  the  limited 
partners  to  be  participating  in  the 
control  of  the  Partnership's  business 
under  the  Delaware  Revised  Uniform 
Limited  Partnership  Act.  The 
Partnership  does  not  have  an  insurance 
policy  which  would  provide  coverage  to 
persons  who  become  Umited  partners. 
The  Independent  General  Partners  will 
periodically  review  the  question  of  the 
appropriateness  of  obtaining  an  errors 
and  omissions  insurance  policy  for  the 
Partnership. 

8.  The  Partnership  Agreement 
provides  that  any  Individual  General 
Partner  may  be  removed  either:  (a)  for 
cause  by  the  action  of  two-thirds  of  the 
remaining  Individual  General  Partners, 
including  a  majority  of  the  remaining 
Independent  General  Partners;  or  (b) 
with  the  consent  of  a  majority  in  interest 
of  the  Umited  partners.  "The  Managing 
General  Partners  may  be  removed  either: 
(a)  By  a  majority  of  the  Independent 
General  Partners,  with  or  without  cause; 
or  (b)  with  the  consent  of  the  majority 
in  interest  of  the  limited  partners. 

9.  The  Partnership  Agreement 
provides  that  the  Managing  General 
Partners  will  not  resign  or  withdraw 
from  the  Partnership  unless  a  successor 
managing  general  partner  or  partners 
have  been  appointed  and  consented  to 


'  Under  the  PaitiMnhlp  Agreement,  overfaoad. 
organizational  and  oQaring  expense*,  and 
operational  costs  are  each  distinct  categoriat  and  do 
not  overiap. 


622 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6,  1993  /  Notices 


by  the  limited  partners.  The  Managing 
General  Partners  may  resign  or 
withdraw  volxintarily  only  if:  (a)  At  least 
120  days  prior  to  such  withdrawal,  all 
partners  are  given  notice  that  the 
Managing  General  Partners  propose  to 
withdraw  and  that  there  will  be 
substituted  in  their  place  a  person  or 
persons  designated  and  described  in 
such  notification;  (b)  each  of  the 
proposed  successor  managing  general 
partners  represents  that  it  is 
experienced  in  performing  the  functions 
that  a  managing  general  partner  is 
required  to  perform  under  the 
Partnership  Agreement,  that  it  has  the 
net  worth  required  by  the  Partnership 
Agreement,  and  that  it  is  willing  to 
become  a  managing  general  partner 
under  the  Partnership  Agreement  and 
will  assume  all  duties  and 
responsibilities  thereunder,  without 
receiving  any  compensation  for  services 
from  the  Partnership  in  excess  of  that 
payable  under  the  Partnership 
Agreement  to  the  withdrawing 
Managing  General  Partners  and  without 
receiving  any  participation  in  the 
withdrawing  Managing  General 
Partners'  interests  other  than  that  agreed 
upon  by  the  withdrawing  Managing 
General  Partner  and  its  successor;  (c) 
there  is  on  file  at  the  principal  office  of 
the  Partnership  certified  audited 
financial  statements  of  each  proposed 
successor  managing  general  partner;  (d) 
a  majority  in  interest  of  the  limited 
partners  consent  to  the  appointment  of 
the  successor;  (e)  the  withdrawing 
Managing  General  Partner  cooperates 
with  the  successor  managing  general 
partners  so  that  the  responsibilities  of 
the  withdrawing  Managing  General 
Partner  may  be  transferred  with  as  little 
disruption  of  the  Partnership's  business 
and  affairs  as  practicable;  and  (f)  the 
withdrawing  Managing  General  Partner 
pays  all  expenses  incurred  as  a  result  of 
its  withdrawal. 

Applicants'  Legal  Conclusions 

1.  Applicants  request  that  the 
Independent  General  Partners  be 
exempted  from  the  provisions  of  section 
2(aKl9)  to  the  extent  that  the 
Independent  General  Partners  would 
otherwise  be  deemed  "interested 
persons"  of  the  Partnership,  \he  other 
general  partners,  or  the  principal 
underwriter  of  the  Partnership  solely 
because  such  Independent  General 
Partners  are  general  partners  of  the 
Partnership  and  co-partners  of  the 
Managing  General  Partners.  Section 
2(a)(19)  excludes  from  the  definition  of 
"interested  person"  those  individuals 
who.would  be  "interested  persons" 
solely  because  they  are  directors  of  an 
investment  company.  The  Partnership 


has  been  structured  so  that  the 
Independent  General  Partners  are  the 
functional  equivalents  of,  and  will 
assume  the  responsibilities  and 
obligations  imposed  by  the  Act  and  the 
regulations  thereunder  on,  the  non- 
interested  directors  of  an  incorporated 
investment  company.  Granting  the 
requested  exemption  from  the 
provisions  of  section  2(a)(19)  is 
consistent  with  the  purposes,  policies, 
and  provisions  of  the  Act. 

2.  AppUcants  request  further  that  the 
SEC  exempt  all  limited  partners  of  the 
Partnership  who  own  less  than  5%  of 
the  Units  of  the  Partnership  from  being 
deemed  under  section  2(a)(3)(D)  of  the 
Act  to  be  "affiliated  persons"  of  the 
Partnership  or  any  of  its  other  partners 
solely  because  such  limited  partner  is  a 
partner  of  the  Partnership  and  any  of 
such  other  persons  are  partners  with 
one  another  in  the  Partnership.  Section 
2(a)(3)(D)  of  the  Act  provides  that  an 
"affiliated  person"  of  an  entity  includes, 
inter  alia,  any  partner  or  co-partner  of 
such  entity.  Under  section  2(a)(3), 
persons  investing  in  a  corporate  entity 
as  mere  shareholders  would  have 
substantially  the  same  rights  to  vote  on 
the  affairs  of  the  entity  as  the  rights  that 
are  accorded  to  the  limited  partners 
vmder  the  Partnership  Agreement,  but 
would  not  be  thereby  deemed  "affiliated 
persons"  of  the  corporate  entity  imless 
they  held  more  than  5%  of  such  entity's 
outstanding  voting  securities.  Granting 
the  requested  exemption  from  the 
provisions  of  section  2(a)(3)(D)  is 
consistent  with  the  purposes,  policies, 
and  provisions  of  the  Act  and  places 
investments  in  the  Partnership  on  a 
more  equal  footing  with  investments  in 
business  development  companies 
organized  in  corporate  form. 

Applicants'  Conditions 

If  the  requested  order  is  granted, 
applicants  agree  to  the  following 
conditions: 

1 .  The  general  partners  of  the 
Partnership,  except  the  Managing 
General  Partners,  will  be  natural 
persons,  and  a  majority  of  the 
Individual  General  Partners  will  not  be 
interested  persons  of  the  Partnership. 

2.  The  Individual  General  Partners 
will  assume  the  responsibilities  and 
obligations  imposed  by  the  Investment 
Company  Act  on  directors  of  a  business 
development  company  organized  in 
corporate  form.  The  Independent 
General  Partners,  all  of  wnom  will  be 
Individual  General  Partners,  will 
assume  the  responsibilities  and 
obligations  imposed  by  the  Investment 
Company  Act  on  non-interested 
directors  of  a  business  development 
company  organized  in  corporate  form. 


3.  Neither  Managing  General  Partners 
will  resign  or  withdraw  as  a  Managing 
General  Partner  of  the  Partnership 
without  two  years  prior  notice  imless  a 
successor  Managing  General  Paitaer  has 
been  appointed  in  accordance  with  the 
PartnerMiip  Agreement  and  the 
provisions  of  section  15(a),  15(c).  and 
15(f)  of  the  Investment  Company  Act. 

4.  The  limited  partners  will  have  the 
right  to  vote  on  all  matters  which  would 
require  their  approval  imder  the 
Investment  Company  Act  if  they  were 
shareholders  of  a  business  development 
company  organized  in  corporate  form, 
including  the  right  to  elect  or  remove 
general  partners,  the  right  to  approve 
any  new  or  amended  investment 
advisory  contract,  the  right  to  approve 
proposed  changes  in  the  Partnership's 
fundamental  policies,  and  the  right  to 
ratify  or  reject  the  appointment  of 
auditors. 

5.  If  a  limited  partner  transfers  his  or 
her  units  in  a  manner  which  is  effective 
under  the  Partnership  Agreement,  the 
general  partners  will  ensure  that  such 
assignee,  transferee  or  successor  has  all 
of  the  rights  afforded  a  shareholder 
under  the  Investment  Comoany  Act. 

6.  The  Partnership  will  obtain  an 
opinion  of  counsel  stating  that  the 
voting  rights  provided  the  Limited 
Partners  do  not  subject  the  limited 
partners  to  liability  as  general  partners 
under  Delaware  law. 

7.  The  Partnership  will  obtain  an 
opinion  of  counsel  that  the  Partnership 
should  be  classified  and  treated  as  a 
partnership  for  federal  income  tax 
purposes. 

8.  The  Partnership  will  obtain  an 
opinion  of  counsel  that  the  distributions 
and  allocations  provided  for  in  the 
Partnership  Agreement  are  permissible 
under  section  205  and  rule  205-3  under 
the  Investment  Advisers  Act  and  imder 
section  15(a)  of  the  Investment 
Company  Act. 

9.  If,  imder  the  Partnership 
Agreement,  the  Partnership  is  or 
becomes  authorized  to  make  in-kind 
distributions  of  portfolio  securities  to  its 
Partners,  no  such  in-kind  distributions 
will  be  made  until  such  time  as  the 
Partnership  has  obtained  a  no-action 
letter  from  the  staff  of  the  SEC  or, 
alternatively,  has  obtained  an  order 
pursuant  to  section  206A  of  the 
Investment  Advisers  Act  of  1940 
permitting  such  distribution. 

10.  Under  the  Partnership  Agreement, 
upon  the  removal  of  the  Managing 
General  Partners,  all  unrealized  gains 
and  losses  are  deemed  realized  for 
purposes  of  making  a  final  allocation  to 
the  Managing  General  Partners. 
However,  applicants  will  not  deem  such 
unrealized  gains  and  losses  realized 
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until  they  have  received  a  no-action 
letter  from  the  staff  of  the  SEC 
confirming  the  Partnership's 
interpretation  of  section  205  of  the 
Investment  Advisers  Act  (i.e.,  that  such 
treatment  of  unrealized  gains  and  losses 
is  appropriate)  or,  in  the  alternative,  the 
Partnership  has  obtained  an  exemption 
from  section  205  by  SEC  order  issued 
pursuant  to  section  206A  of  the 
bvestment  Advisers  Act,  permitting  the 
Partnership  to  deem  such  gains  or  losses 
to  be  realized. 

For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margaret  H.  McFariand, 
Depu  ty  Secretary. 

[FR  Doc  93-131  FUed  1-5-93;  8:45  am) 
WLUNO  CODE  M1»-01-« 


[ReleaM  No.  IC-19188;  RIe  No.  812-8172] 

Travelers  Growth  and  Income  Stock 
Account  for  Variable  Annuities,  et  al.; 
Application 

December  29, 1992. 

AGENCY:  Securities  and  Exchange 

Commission  (the  "Commission"  or 

"SEC"). 

ACTKNl:  Notice  of  Application  for 

Exemption  under  the  Investment 

Company  Act  of  1940  (the  "1940  Act"). 


APPUCANTS:  The  Travelers  Growth  and 
Income  Stock  Account  for  Variable 
Annuities  ("Accoimt  GS"),  The 
Travelers  Quality  Bond  Account  for 
Variable  Annuities  ("Account  QB"),  The 
Travelers  Fund  B  for  Variable  Contracts 
("Fund  B")  and  The  Travelers  Fund  B- 
1  for  Variable  Contracts  ("Fund  B-1") 
(referred  to  collectively  as  the 
"Applicants"). 

RELEVANT  1940  ACT  SECTIONS:  Order 
requested  under  section  17(b)  of  the 
1940  Act  for  exemption  from  section 
17(a). 

SUMMARY  OF  APPUCATION:  Applicants 
request  an  Order  of  the  Commission 
under  section  17(b)  of  the  Investment 
Company  Act  of  1940  (the  "1940  Act") 
granting  an  exemption  from  the 
provisions  of  section  17(a)  of  the  1940 
Act  to  permit  the  transfer  of  portfolio 
securities  from  Fund  B  to  Account  GS 
and  from  Fund  B-1  to  Account  QB. 
RUNG  DATE:  The  Application  was  filed 
on  August  19, 1992  and  amended  on 
November  9, 1992.  Applicants  will  file 
another  amendment  during  the  notice 
period  to  delete  references  to  in  kind 
redemptions  by  Contract  Owners. 
HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  Commission  orders  a 
bearing.  Interested  persons  may  request 


a  hearing  by  writing  to  the 
Commission's  Secretary  and  serving  the 
Applicants  with  copies  of  the  request, 
personally  or  by  mail.  Hearing  requests 
must  be  received  by  the  SEC  by  5:30 
p.m.  on  January  25, 1993,  and  should  be 
accompanied  by  proof  of  service  on  the 
Applicants  in  the  fbnn  of  an  affidavit, 
or,  for  lawryers,  by  certificate  of  service. 
Hearing  requests  should  state  die  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  may  request  notification  of  a 
hearing  by  writing  to  the  Secretary  of 
the  Commission. 

ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street,  NW.,  Washington,  DC  20549. 
Applicants,  One  Tower  Square, 
Hartford,  Connecticut  06183-1050, 
Attention:  Thomas  A.  Klee,  Secretary. 
FOR  FURTHER  MFORMATION  CONTACT: 
Cindy  J.  Rose,  Staff  Accountant,  or 
Wendell  M.  Faria,  Deputy  Chief,  at  (202) 
272-2060,  Office  of  Insurance  Products, 
Division  of  Investment  Management. 
SUPPLEMENTARY  INFORMATION:  Following 
is  a  simimary  of  the  application;  the 
complete  application  is  available  for  a 
fee  from  the  Commission's  Public 
Reference  Branch. 

Applicant's  Statements  and 
Representations 

1.  Accounts  GS  and  QB  and  Funds  B 
and  B-1  are  open-end  diversified 
management  investment  companies, 
registered  under  the  1940  Act  on  Form 
N-3  (File  Nos.  811-1539,  811-2571, 
811-1671  and  811-2583,  respectively). 
The  Travelers  Investment  Management 
Company  serves  as  the  investment 
adviser  for  Account  GS  and  Fund  B. 
Travelers  Asset  Management 
International  Corporation  serves  as  the 
investment  adviser  for  Accoimt  QB  and 
Fund  B-1. 

2.  Funds  B  and  B-1  currently  serve  as 
the  underlying  investment  vehicles  for 
certain  variable  annuity  contracts  (the 
"old  Contracts")  issued  by  the  Travelers 
Insurance  Company  ("Travelers").  Due 
to  the  small  asset  size  of  Fund  B  and 
Fund  B-1,  which  adversely  affects  the 
Funds'  ability  to  diversify.  Travelers 
intends  to  offer  to  Contract  Owners  of 
the  old  Contracts  the  opportunity  to 
exchange  their  old  Contracts  for  new 
variable  annuity  contracts  (the  "new 
Contracts")  for  which  Accounts  GS  and 
QB  serve  as  the  imderlying  investment 
vehicles.  The  exchange  offer  will  be 
made  in  compliance  with  Rule  lla-2 
under  the  1940  Act  (the  "Exchange 
Offer"). 

3.  The  proposed  transactions  will  be 
executed  on  the  effective  date  of  the 
Exchange  Offer  if  there  is  100% 
participation  in  the  Exchange  Offer  or 


all  units  are  otherwise  exchanged  by  the 
effective  date.  The  transactions  will  be 
effectuated  by  exchanging  all  imits  in 
Funds  B  and  B-1  held  under  the  old 
Contracts  for  units  of  equal  value  in 
Accoimts  GS  and  QB  imder  the  new 
Contracts.  The  transactions  will  be 
settled  by  the  transfier  of  all  portfolio 
seciirities  valued  on  the  basis  of  net 
asset  values  as  of  the  date  of  transfer 
from  Fund  B  to  Account  GS  and  from 
Fund  B-1  to  Account  QB.  Net  asset 
values  will  be  determined  in  accordance 
with  the  methods  set  forth  in  the 
Statement  of  Additional  Information  of 
each  of  the  Applicants.  Fimds  B  and  B- 
1  will  cease  operations  when  the 
Exchange  Offer  and  the  proposed 
transactions  have  been  completed. 

Applicants'  Legal  Analsrsis  and 
Conditions 

1.  Section  17(a)(1)  of  the  1940  Act 
prohibits  any  affiliated  person  of  a 
registered  investment  company,  or  an 
affihated  person  of  an  affiliated  person, 
fit>m  selling  any  security  or  other 
property  to  sudi  registered  investment 
company.  Section  17(a)(2)  of  the  1940 
Act  prohibits  any  of  the  persons 
described  above  from  purchasing  any 
security  or  other  property  from  such 
registered  investment  company. 

2.  Each  AppUcant  may  b«  deemed  to 
be  an  affiliated  person  or  affiliated 
person  of  an  affiliated  person  of  each 
other  Applicant  under  section  2(a)(3)  of 
the  1940  Act,  and  the  proposed 
transactions  may  be  deemed  to  entail 
one  or  more  purchases  or  sales  of 
securities  or  property  between  the 
respective  AppUcants.  Therefore,  an 
exemption  from  section  17(a)  of  the 
1940  Act,  pursuant  to  section  17(b)  of 
the  1940  Act,  may  be  required. 

3.  Section  17(b)  of  the  1940  Act 
provides  that  the  Commission  may  grant 
an  Order  exempting  transactions 
prohibited  by  section  17(a)  of  the  1940 
Act  upon  application  if  evidence 
establishes  that:  (a)  The  terms  of  the 
proposed  transactions,  including  the 
consideration  to  be  paid  or  received,  are 
reasonable  and  fair  and  do  not  involve 
over-reaching  on  the  part  of  any  person 
concerned;  (b)  the  proposed  transactions 
are  consistent  with  the  investment 
policy  of  each  registered  investment 
company  concerned,  as  recited  in  the 
registration  statements  and  reports  filed 
under  the  1940  Act.  and  (c)  the 
proposed  transactions  are  consistent 
with  the  general  purposes  of  the  1940 
Act. 

4.  Applicants  represent  that  the  terms 
of  the  proposed  transactions  and  the 
Exchange  Offer,  including  considiratfon 
paid  or  received,  are  reasonable  and  fair 
and  do  not  involve  over-reaching  on  the 
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part  of  any  person.  Applicants  will  not 
pay  any  of  tne  expenses  of  the  Exchange 
Offer,  as  they  will  be  borne  entirely  by 
Travelers.  The  new  Contracts  will  have 
terms  at  least  as  favorable,  and  in 
certain  respects  more  favorable,  than  the 
old  Contracts.  There  will  be  no 
surrender  charges  or  sales  charges 
imposed  in  connection  with  the 
exchange  of  the  old  Contracts  for  the 
new  Ccmtracts.  in  as  much  as  neither  the 
old  Contracts  nor  the  new  Contracts 
provide  for  a  contingent  deferred  sales 
charge  and  the  firont-end  sales  charge  on 
the  new  Contracts  has  been  waived  for 
amounts  exchanged  in  connection  with 
the  Exchange  Oner.  The  pr(^>osed 
transactions  will  be  effectuated  by 
exchanging  all  units  in  Funds  B  and  B- 
1  for  units  in  Accoimts  GS  and  QB. 
respectively,  and  making  a 
corresponding  transfer  of  all  portfolio 
securities  from  Fimds  B  and  B-1  to 
Accounts  GS  and  QB.  The  propoeed 
transactions  will  not  be  completed  if 
there  is  not  100%  participation  by 
Contract  Owners.  Without  full 
participation,  the  Applicants  will  not  be 
in  the  position  of  determining  which 
portfolio  aecuritiee  are  to  remain  in 
Funds  B  or  B-1  and  which  are  to  be 
transferred  to  Accounts  GS  or  QB. 
respectively.  The  Applicants  believe 
that  the  proposed  transactions  are 
reasonable  and  fair  since  they  will  avoid 
any  transaction  costs  for  any  of  the 
Applicants.  The  portfbUo  securities  will 
be  valued  for  the  purposes  of  the 
transfer  in  the  same  manner  utilized  by 
the  Applicants  for  determining  net  asset 
value.  Valuing  the  portfbho  securities  in 
this  manner  will  result  in  consistent 
values  for  purposes  of  the  proposed 
transactions  and  for  determining  the  net 
asset  values  of  Accounts  GS  and  QB 
upon  the  completion  of  the  proposed 
transactions. 

5.  The  Exchange  Offer  will  not  be  a 
taxable  transaction  for  participants 
pursuant  to  section  1035  of  the  Internal 
Revenue  Code  and  Revenue  procedure 
92-26.  Deposits  made  imder  the  old 
Contracts  prior  to  August  14, 1982  will 
continue  to  retain  their  favorable  tax 
status  under  the  new  Contracts. 

6.  The  assets  of  Funds  B  and  B-1  are 
decUning  in  size  because  the  old 
Contracts  have  not  been  offered  to  new 
customers  since  1983.  Applicants 
represent  that  if  Contract  Owners 
exchange  their  old  Contracts  for  the  new 
Contracts,  and  their  assets  ara  thereby 
invested  in  AccounU  GS  and  QB.  they 
will  benefit  from  greater  diversification 
in  the  portfohos  and  greater  stability  as 
assets  are  withdrawn. 

7  '^e  investment  obiectives.  polices 
and  restrictions  of  the  respective 
Appbcants  involved  m  the  proposed 


transactions  are  identical.  Thus,  the 
transfer  of  the  portfoUo  securities  which 
will  occur  between  the  corresponding 
funds  are  consistent  with  the  objectives, 
policies  and  restrictions  of  Accotmts  GS 
and  QB.  Moreover,  Accounts  GS  and  (^ 
will  be  able  to  retain  the  portfolio 
securities  received  from  Funds  B  and  B- 
1  upon  completion  of  the  proposed 
transactions. 

8.  AppUcants  represent  that  the 
proposed  transactions  are  consistent 
with  the  general  purposes  of  the  1940 
Act,  as  enunciated  in  the  findings  and 
Declaration  of  Policy  in  Section  1  of  the 
1940  Act.  Applicants  assert  that  the 
prtjposed  transactions  do  not  present 
any  of  the  issues  or  abuses  that  the  1940 
Act  is  designed  to  prevent.  Moreover, 
AppUcants  represent  that  the  proposed 
transactions  and  the  Exchange  Offer  will 
be  effiected  in  a  manner  consistent  with 
the  public  interest  and  the  protection  of 
investore.  The  owners  of  the  old 
Contracts  will  be  fully  informed  of  the 
terms  of  the  Exdiange  Offer  through  the 
Prospectus  for  the  new  Contracts  and 
explanatory  correspondence,  including 
an  Exchange  Authorization  Form. 
Contract  Owners  will  beiiefit  frona 
increased  diversity  in  the  portfohos 
underlying  their  new  Contracts,  and.  if 
the  Order  is  granted,  will  not  incur  any 
expenses  in  &e  transfer  of  portfolio 
securities. 

9.  AppUcants  also  note  that  the 
propowd  transactions  fall  within  the 
intent  of.  but  not  the  Uteral 
requirements  of.  Rule  17a-7  imder  the 
1940  Act.  Rule  17a-7  generaUy  exempts 
from  section  17(a)  certain  purchase  and 
sale  transactions  between  registered 
investment  companies  which  are 
affiliated  persons  of  each  other, 
provided  certain  enumerated  conditions 
are  met.  Applicants  represent  that,  as  a 
condition  to  any  Order  under  section 
17(b),  they  will  comply  with  the 
conditions  set  forth  in  sub-paragraphs 
(c),  (d),  and  (e)  of  Rule  17a-7.  namely, 
that:  (c)  the  proposed  transactions  are 
consistent  with  the  poUcy  of  the 
AppUcants  and  the  old  and  new 
Contracts  participating  in  the  Exchange 
Offer,  as  recited  in  the  applicable 
registration  statements  and  reports  filed 
under  the  1940  Act:  (d)  no  brokerage 
commissions,  fees  (except  for  customary 
transfer  fees),  or  other  remuneration  will 
be  paid  in  connection  with  the 
transactions;  and  (e)  the  Boards  of 
Managers,  including  a  majority  of  the 
membere  of  the  Boards  who  are  not 
interested  persons,  have  adopted 
procedures  pursuant  to  whiai  the 
proposed  transactions  may  be  effected, 
which  are  reasonably  designed  to 
provide  that  the  conditions  of 
paragraphs  Ic)  and  (d)  of  Rule  178-7  are 


compUed  with,  and  will  determine  that 
the  proposed  transactions  are  effected  in 
compliance  with  sudi  procedures. 

10.  AppUcante  wiU  not,  however, 
meet  the  conditions  of  subparagraphs 
(a),  (b)  and  (f)  of  Rule  17a-7.  AppUcants 
cannot  comply  with  subparagraph  (a) 
because  no  cwh  will  be  involved  in  the 
proposed  transactions.  Subparagraph  M 
will  not  be  compUed  with  since  the 
pn^osed  transactions  will  be  made  on 
the  basis  of  the  relative  net  asset  values 
of  the  sectirities  to  be  exchanged,  rather 
than  on  the  basis  of  "current  market 
price"  as  defined  in  subparagraph  (b). 
Subparagraph  (f)  requires  that  Funds  B 
and  B-1  maintain  and  preserve 
permanently  in  an  easily  accessible 
place  a  written  copy  of  the  procedures 
(and  any  modifications  thereto) 
described  in  paragraph  (e)  of  Rule  17a- 
7,  and  maintain  and  preserve  for  at  least 
six  yeare  a  written  record  of  each  such 
transaction  setting  forth  a  description  of 
the  security  purchased  or  sold,  the 
identity  of  the  person  on  the  other  side 
of  the  transaction,  the  terms  of  the 
purchase  or  sale  transaction,  and  the 
information  or  materials  upon  which 
the  determinations  described  in 
paragraph  (e)  of  Rule  17a-7  were  made. 
Since  subparagraph  (f)  contemplates 
that  each  party  will  have  continuing 
operations  after  a  transaction  pursuant 
to  Rule  17a-7  (in  order  to  be  able  to 
satisfy  the  rectwdkeeping  requirements). 
Funds  B  and  B-1  may  not  be  able  to 
comply  if  they  cease  operations  upon 
the  completion  of  the  Exchange  Offer. 
However.  Accounts  GS  and  QB 
represent  that  they  will  comply  with 
such  requirements.  Moreover,  the 
records  of  Fimds  B  and  B-1  will  be 
maintained  by  Travelers  for  the  required 
periods. 

11.  AppUcants  submit  that  because 
the  proposed  transactions  involve  a 
transfer  of  portfoUo  securities  on  the 
basis  of  net  asset  values,  and  because 
Funds  B  and  B-1  may  discontinue 
operations  after  the  Exchange  Offer  is 
complete,  the  type  of  potential  abuse 
which  Rule  17a-7  was  designed  to 
guard  against  is  not  present.  Applicants 
state  that  Rule  17a-7  was  designed  to 
permit  investment  companies  to  sell 
securities  between  themselves  at  a  fairly 
determined  price  based  on  current 
market  prices  without  inctirring  costs, 
including  brokerage  costs,  to  the 
detriment  of  Contract  Owners. 
Applicants  assert  that  the  proposed 
transactions  will  be  effected  at  fair 
market  prices,  and  in  substance,  are  of 
the  type  ordinarily  exempted  by  Rule 
t7a-7 
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Conclusion 

Applicants  submit,  for  all  of  the 
reasons  statbd  herein,  that  their 
exemptive  -.-equest  meets  the  standards 
set  forth  in  section  17(b)  of  the  1940  Act 
and  thet  on  Order  should  therefore  be 
granted. 

For  the  Commission,  by  the  Division  of 
InvestTient  Management,  pursuant  to 
delegated  authority. 
Margaret  H.  McFarland, 
Dep  u  ty  Secretary. 

IFR  Doc.  93-128  Filed  1-5-93;  8:45  am] 
BtujNQ  cooe  Mie-01-M 


DEPARTMENT  OF  STATE 

Bureau  of  Oceans  and  International 
Environmental  and  Scientific  Affairs 

[Public  Notice  1749] 

United  States  Man  and  the  Biosphere 
Program;  Request  for  Proposals  for 
Tropical  Ecosystems  Directorate 

The  Tropical  Ecosystems  Directorate 
(TED)  of  the  U.S.  Man  and  the 
Biosphere  Program  (U.S.  MAB) 
announces  a  call  for  proposals 
addressing  the  theme  of  sustainable  use 
of  tropical  forest  resources.  A  small 
number  of  research  grants  in  the  range 
of  $5,000  to  $12,000  will  be  awarded  in 
mid-1993.  Preference  will  be  given  to 
proposals  focusing  on  the  Maya  Tri- 
National  Region  of  Belize,  Guatemala, 
and/or  Mexico. 

Funding  Objectives 

U.S.  MAB  funding  should  assist 
research  teams  to:  Add  a  national 
researcher  to  their  effort;  better  integrate 
conservation  and  sustainable 
development;  add  a  particular 
discipline  to  an  ongoing  research 
project;  or  explore  the  application  of 
ongoing  site-specific  research  to  an 
additional  site  in  the  Maya  Tri-National 
region.  U.S.  MAB  funding  will  not  be 
provided  for  planning  purposes. 

Focal  Issues 

Within  the  broad  thematic  focus  of 
sustainable  use  of  tropical  forest 
resources  in  the  Maya  Tri-National       *< 
Region,  U.S.  MAB/TED  encourages 
research  projects  addressing  focal  issues^ 
such  as  community-based  production 
systems,  tropical  forest  management  for 
timber  and/or  non-timber  forest 
products,  economic  valuation  and 
accoimting  of  tropical  forest  products 
and  services,  benefits  and  costs  of  low 
impact  uses  such  as  ecotourism,  or 
integration  of  biodiversity  conservation 
witn  production  forestry. 


Proposal  Content 

Each  proposal  should  have  a  title 
page,  a  one  page  synopsis  of  the  existing 
research  project,  two  pages  detailing  the 
proposed  use  of  U.S.  MAB/TED  funds 
that  would  be  complementary  to  the 
TED  core  program,  and  a  one-page 
budget  with  justification.  No  funds  are 
available. for  institutional  overhead: 
only  direct  costs  can  be  supported. 

ETaluation  and  Review  Process 

Because  of  limited  available  funding. 
U.S.  MAB/TED  will  give  greatest 
preference  to  those  proposals  that 
directly  complement  the  objectives  of 
the  directorate's  core  program.- 
Proposals  will  be  evaluated  for  the 
intrinsic  merit  of  the  research,  its  policy 
relevance,  applicability  to  promoting 
sustainable  use  of  tropical  forest 
resources  in  the  May  Tri-National 
Region,  and  the  quality  and 
demonstrated  productivity  of  the 
principals.  All  potential  proposers  are 
encouraged  to  contact  the  Secretariat  of 
the  U.S.  Man  and  the  Biosphere 
Program,  OES/EGC/MAB.  U.S. 
Department  of  State,  Washington,  E)C 
20522-3706.  Tel.  (703)  235-2946,  to 
request  a  description  of  the  TED  core 
program. 

Complete  proposals  must  be  received 
by  the  U.S.  MAB  Secretariat  by  close  of 
business  February  19, 1993.  The  U.S. 
MAB  Secretariat  will  notify  all 
principals  of  the  Directorate's  final 
decisions  by  the  first  week  of  April, 
1993.  Funds  will  be  committed  to  the 
managing  institutions  identified  in  the 
proposals  during  July,  1993.  Principals 
will  receive  from  the  U.S.  MAB 
Secretariat  copies  of  all  U.S.  MAB/TED 
review  evaluations  of  their  proposal  and 
a  written  notification  of  the  Directorate's 
decision  on  their  project. 

Submission  of  Proposals 

Mail  proposals  to:  U.S.  MAB 
Secretariat,  OES/EGC/MAB,  room  608, 
SA-37,  U.S.  Department  of  State, 
Washington,  DC  20522-3706. 

Individuals  choosing  to  submit  their 
proposals  by  Express  Mail,  Federal 
Express,  UPS,  etc.,  must  use  the 
following  address:  U.S.  MAB 
Secretariat,  rm.  608, 1555  Wilson 
Boulevard,  Rosslyn,  Virginia  22209. 

Deadline  for  Proposals:  19  February 
1993. 

Page  Limit:  5  pages,  single-spaced. 

Dated:  December  22, 1992. 
Roger  E.  Soles, 

Executive  Director,  U.S.  Man  and  the 
Biosphere  Program,  Office  of  Global  Change. 
IFR  Doc  93-189  Filed  1-5-93;  8:45  ami 
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DEPARTMEf^T  OF  TRANSPORTATION 

Aviation  Procaedlnga;  Agraamants 
nied  During  tha  Waak  Endad 
December  25, 1992 

The  following  Agreements  were  filed 
with  the  Department  of  Transportation 
tmder  the  provisions  of  49  U.S.C  412 
and  414.  Answers  may  be  filed  within 
21  days  of  date  of  filing. 
Docket  Number:  48568. 
Date  filed:  December  22, 1992. 
Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  Comp  Reso/P0810  dated 

November  10, 1992;  Composite 

Resolutions  R-1  to  R-15. 
Proposed  Effective  Date:  April  1, 1993. 
Docket  Number:  48569. 
Date /j7ed:  December  22, 1992. 
Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  TC2  Reso/P  1327  dated 

November  13,  1992.  Within  Europe 

(Some  EC  ApplicabiUty)  r-1  to  r^ 

TC2  Reso/P  1328  dated  November  13. 

1992.  Within  Europe  (Some  EC 

Apphcability)  r-5  to  i^lB  TC2  Reso/ 

P  1329  dated  November  13, 1992. 

Within  Europe  (No  EC  Applicability) 

r-19  to  r^l. 
Proposed  Effective  Date:  April  1, 1993. 
Docket  Number:  48570. 
Date  filed:  December  22, 1992. 
Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  Comp  Telex — Resolution 

024f— Norway. 
Proposed  Effective  Date:  January  7, 

1993. 

Phyllis  T.  Kaylor. 

Chief  Documentary  Services  Division. 
(FR  Doc.  93-227  Filed  1-5-93;  8:45  am] 
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Applications  for  Cartlflcatas  of  Pulitlc 
Convenience  and  Necessity  and 
Foreign  Air  Carrier  Parmita  Filed  Under 
Subpart  Q  During  tha  Week  Ended 
December  25, 1992 

The  following  Applications  for 
Certificates  of  Public  Convenience  and 
Necessity  and  Foreign  Air  Carrier 
Permits  were  filed  under  subpart  Q  of 
the  Department  of  Transportation's 
Procedural  Regulations  (See  14  CFR 
302.1701  et.  seq).  The  due  date  for 
Answers,  Conforming  Applications,  or 
Motions  to  Modify  Scope  are  set  forth 
below  for  each  application.  Following 
the  Answer  period  DOT  may  process  the 
application  by  expedited  procedures. 
Such  procedures  may  consist  of  the 
adoption  of  a  show-cause  order,  a 
tentative  order,  or  in  appropriate  cases 
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a  final  ordbr  without  furthsr 
proceedings. 

Docket  Number  48562. 
Ddte/i/ed.  December  21. 1992. 
Due  Date  for  Answers.  Conforming 
Apptieatkms.  or  Motion  to  Modify 
Scope:  January  19, 1993. 
Descriptiom:  Application  of  American 
Trans  Air.  Inc.,  puitaiant  to  faction 
401  of  the  Act  and  mbpart  Qofthe 
Regulations.  appUea  for  a  cwtiflcate  of 
public  convenience  and  neoeaaity 
authorising  it  to  provide  scheduled 
foreign  air  tranaporUtion  of  persons, 
property  and  mail  betvmen 
IndianJ4>olis,  Indiana,  and  Cancun. 
Mexico. 
Docket  Number  48565. 
Date  pled:  December  21. 1992. 
Due  Date  for  Answers.  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  January  5. 1993. 
Description:  Application  of  Morris  Air 
Service.  Inc.  request  the  Department 
for  disclaimer  of  )urisdiction  under 
section  401(h)  and  issue  a  new 
certificate  in  the  name  of  Morris  Air 
Corporation,  pursuant  to  part  215  of 
the  Department's  Regulations. 
Docket  Number:  48566. 
Date  filed:  December  22. 1992. 
Due  Date  for  Answers.  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  January  20. 1993. 
Description:  Application  of  Lineas 
Aereas  Allegro.  SA.  de  CV..  pursuant 
to  section  402  of  the  Act  and  subpart    . 
Q  of  the  Regulations,  appUes  for  a 
foreign  air  carrier  permit  for  authority 
to  provide  charter  foreign  air 
transportation  of  persons  and 
accompanying  baggage  between 
points  in  the  United  States  and  points 
in  Mexico. 
DocJcet  Number  48571. 
fJWe/j/ed.  December  23. 1992. 
Due  Date  for  Answers,  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  January  21, 1993. 
Description:  Application  of  Skybus,  Inc., 

pursuant  to  section  401(d)(1)  of  the 
I     Act  and  subpart  Q  of  the  Regulations. 
!     applies  for  a  certificate  of  public 
convenience  and  necessity 
authorizing  it  to  engage  in  scheduled 
interstate  and  overseas  air 
,     transportation  of  persons,  property 
and  mail  between  any  point  in  any 
State  of  the  United  States  or  the 
District  of  Columbia,  or  any  territory 
or  possession  of  the  United  States, 
and  any  other  point  in  any  State  of  the 
United  States  or  the  District  of 
Columbia,  or  any  territory  or 
possession  of  the  United  States. 
Docket  Number  48572. 
Date  filed:  December  23. 1992. 


Due  Date  for  Answers.  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  January  20, 1993. 
Description:  Application  of  Biman 
Btftgladesh  AirHaes.  pursuant  to 
section  402  of  the  Act  and  subpart  Q 
of  the  Regulations,  applies  for  a 
Foreign  Air  Carrier  Permit  to  permit  it 
to  commence  on  March  1. 1993,  the 
transportation  of  passengers,  general 
cargo,  and  mail  between  Dhaka. 
Bangladesh,  and  New  York.  New 
York,  and  Newark,  New  Jersey,  and 
points  in  between. 
Docket  Number:  48574. 
Date /lied.  December  23, 1992. 
Due  Date  for  Answers.  Conforming 
Applicatiara.  or  Motion  to  Modify 
Scope.  January  20, 1993. 
Description:  Application  of  American 
Trans  Air,  Inc.  pursuant  to  section 
401  of  the  Act  and  subpart  Q  of  the 
Regulations,  requests  a  certificate  of 
pubUc  convenience  and  necessity  to 
authoriae  scheduled  foreign  air 
transportation  of  persons,  property, 
and  mail  between  New  York,  New 
York  and  Riga.  Latvia,  both  nonstop 
and  via  the  intermediate  point  of 
Shannon,  Republic  of  Ireland. 
Phyllis  T.Kaylar, 

Chief.  Documentary  Services  Division. 
IFR  Doc  93-226  Filed  1-5-93;  8:45  am) 
BtuMQ  cooe  Mte-o-M 


Federai/lailroad  Administration 
IFRA  Docket  No.  H-92-91 

Pemion  for  Waiver  for  Test  Program; 
CSX  Transportation 

In  accordance  with  49  CFR  part  211. 
notice  is  hereby  given  that  CSX 
Transportation  (CSXT)  has  submitted  a 
petition  dated  November  2, 1992.  for  a 
temporary  waiver  of  compliance  with 
specific  requirements  of  certain  parts  of 
title  49  Code  of  Federal  Regulations  in 
order  to  conduct  a  test  of  a  performance- 
based  mediod  for  determining  the  gage 
restraint  capacity  of  the  track  structure, 
and  to  further  develop  this  method  as  a 
possible  alternative  to  sections  of  the 
existing  Track  Safety  Standards. 
The  prof)osed  test  program  is 
designed  to  evaluate  a  performance- 
based  method  of  objectively 
determining  the  gage  restraint  capacity 
of  the  crossties  and  rail  fasteners  under 
continuous  lateral  and  vertical  loading 
of  the  track  structure.  The  applied  loads 
would  sufficiently  engage  and  exercise 
the  rail  fasteners,  but  would  not 
permanently  damage  the  track  structure. 
The  test  program  and  associated 
procedures  are  meant  to  further  develop 
this  approach  as  an  alternative  to  the 


present  methods  of  determining 
adequate  gage  restraint  capacity  which 
are  contained  in  §  213.109,  "Crossties" 
and  i  213.127.  "Rail  Fastenings",  of  the 
existing  Trati  Safety  Standards  (49  CFR 
part  213). 

CSXT  and  FRA  recognize  the 
desirability  of  improving  present 
methods  of  determining  the  adequacy  of 
gage  restraint  capacity.  Present  methods 
rely  on  visual  and  manual  inspections 
by  both  railroad  and  FRA  inspectors. 
These  methods  require  an  Inspector  to 
determine  the  gage  restraint  capacity  of 
crossties  and  rail  fasteners  by  observing 
indications  of  relative  motion  and  by 
estimating  component  strength  based  on     j 
visual  appearance.  The  proposed  test 
program  will  evaluate  a  technique 
which  provides  a  means  of  testing  and 
objectively  measoring  the  gage  restraint 
capacity  by  applying  controlled  loads  at 
the  wheel/rail  interface  and  then 
measuring  the  resulting  deflections.  Use 
of  this  technique  is  expected  to 
maintain  and  enhance  safety  by 
detecting  and  marking  safety  critical 
locations  so  that  immediate  corrective 
action  can  be  taken,  while 
simultaneously  producing  a  continuous, 
objective  record  of  gage  restraint 

The  test  program  is  proposed  to  be 
conducted  on  the  following  track 
segments  of  the  CSXT  Florence 
Division:  Aberdeen  Subdivision;  Hamlet 
Subdivision;  Columbia  Subdivision;  and 
Andrews  Subdivision.  The  Aberdeen, 
Hamlet,  and  Columbia  Subdivisions 
form  a  throu^  route  between  Raleigh. 
North  Carolina  and  Savannah,  Georgia 
via  Hamlet.  NC.  The  Andrews 
Subdivision  is  a  route  between 
Charleston.  South  Carolina  and  Hamlet, 
NC.  The  test  program  is  expected  to 
continue  for  at  least  three  years  unless 
terminated  earlier  for  reasons  not 
foreseen  at  the  present  time. 

For  the  purposes  of  this  test  program, 
CSXT  Transportation  requests 
temporary  relief  from  the  following 
paragraphs  of  §  213.109:  (b)(l)(i).  (b)(2), 
(b)(3).  (c),  and  (d);  and  from  S  123.127. 

FRA  is  seeking  comments  on  this 
proposed  test  program  from  interested 
parties.  FRA  will  take  these  comments    . 
into  account  in  arriving  at  a  final 
specification  of  conditions  governing 
the  conduct  of  the  proposed  test 
program,  if  conditional  approval  is 
granted  by  FRA'S  Railroad  Safety  Board. 
Such  comments  may  also  have  value  in 
supporting  FRA's  consideration  of 
modifications  to  the  existing  Track 
Safety  Standards  to  incorporate 
performance-based  alternatives. 

Interested  parties  are  invited  to 
participate  in  this  proceeding  by 
submitting  written  views,  data,  of 
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comments.  FRA  does  not  anticipate 
scheduling  •  public  hearing  in 
connection  with  these  proceedings  since 
the  fadt  do  not  appear  to  wairant  a 
hearing.  If  any  interested  paity  desires 
an  opportunity  fior  hearing.  Xhery  should 
notify  FRA,  in  writing,  before  the  end  of 
the  comment  period  and  specify  the 
basis  for  their  request 

All  communications  concerning  these 
proceedings  should  identify  the 
appropriate  docket  numbw  and  must  be 
submitted  in  triplicate  to  the  Docket 
Clerk,  Office  of  C3uef  Counsel.  Federal 
Railroad  Administration.  Massif 
Building,  400  Seventh  Street,  SW.. 
Washington,  DC  20590. 
Communications  received  before 
February  1, 1993,  will  be  considered  by 
FRA  before  Bnal  action  is  taken. 
Comments  received  after  that  date  will 
be  considered  as  far  as  practicable.  All 
written  communications  concerning 
these  proceedings  are  available  for 
examination  during  regular  business 
hours  (9  a.m.-5  p.m.)  in  room  8201, 
Nassif  Building,  400  Seventh  Street, 
SW..  Washington,  DC  20590. 

Issued  in  Washington,  DC  on  December  30, 
1992. 
Edward  R.  English, 

Acting  Associate  Administrator  for  Safety. 
|FR  Doc.  93-105  Filed  1-5-93;  8:45  am) 

BUXmO  CODE  4910-0*-* 

[Waiver  PetKion  Docket  Number  H-92-7] 
Public  Hearing 

The  Union  Pacific  Railroad  Company 
(UP)  has  requested  a  waiver  of 
compliance  from  certain  provisions  of 
the  Railroad  Power  Brakes  Regulations 
(49  CFR  part  232)  (see  FR  59197, 
December  12, 1992).  The  UP  is  seeking 
a  waiver  of  compliance  with  §  232.12(b), 
which  stipulates,  "Each  carrier  shall 
designate  additional  inspection  points 
not  more  than  1,000  miles  apart  where 
intermediate  inspections  will  be  made 
to  determine  that — 

(1)  Brake  pipe  leakage  does  not 
exceed  five  pounds  per  minute; 

(2)  Brakes  apply  on  each  car  in 
response  to  a  20-pound  service  brake 
pipe  pressure  reduction;  and 

(3)  Brake  rigging  is  properly  secured 
and  does  not  bind  or  foul. 

The  UP  is  seeking  the  waiver  for  a  six 
(6)  month  test  period. 

The  FRA  has  received  a  request  that 
a  public  hearing  be  held.  Accordingly  a 
public  hearing  is  hereby  set  for  10  a.m. 
on  January  15, 1993,  in  room  8236  of  the 
Nassif  Building  located  at  400  7th 
Street.  SW..  in  Washington,  DC. 

The  hearing  will  be  an  informal  one 
and  will  be  conducted  in  accordance 


with  Rule  25  of  the  FRA  Rnlai  of 
Practice  (49  CFR  211.25),  by  a 
repraeaaitatiTa  dasteoatsd  bf  tfa«  FRA. 
The  hearing  «dll  be  a  nonadveraary 
proceeding  and.  therefion,  dieie  will  be 
no  cross-examination  afpenons 
presentiixg  statemants.  Tne  ¥KA 
representative  will  make  an  opening 
statement  outlining  the  scope  of  the 
hearing.  After  all  initial  statements  have 
been  completed,  those  penans  willing 
to  make  brief  rebuttal  statements  will  be 
given  the  opportunity  to  do  so  in  the 
same  order  in  which  diey  made  their 
initial  statements.  Additional 
procedures,  if  neoessary  for  the  conduct 
of  the  hearing,  will  be  announced  at  the 
hearing. 

Issued  in  Wasfaingttm,  DC  on  December  30. 
1992. 

Edward  R.  KwgJMJi, 

Acting  Associate  Administrator  for  Safety. 
[FR  Doc.  93-106  Filed  1-5-93;  8:45  am] 
BiLUNG  COOE  4«M-W-M 


DEPARTMIErfr  OF  THE  TREASURY 

Public  Infonnation  CoHection 
Requirements  Submitted  to  0MB  for 
Review 

Dated:  December  29, 1992. 

The  Department  of  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
0MB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-511.  Copies  of  the 
submission  (s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  Room  3171  Treasury  Annex, 
1500  Pennsylvania  Avenue,  NW., 
Washington,  DC  20220. 

U.S.  Customs  Service 

OMB  Number:  1515-0082 

Form  Number:  CF  226 

Type  of  Review:  Extension 

Title:  Record  of  Vessel  Foreign  Repair  or 
Equipment  Purchase 

Description:  A  50-percent  duty  exists  on 
equipment  purchases  for  and  repairs 
made  to  U.S.  flag  vessels  in  foreign 
ports.  Arriving  at  its  first  U.S.  port, 
the  owner  or  master  of  a  vessel  is 
required  to  declare  all  equipment, 
parts,  or  materials  purchased,  and 
repairs  made  outside  the  U.S. 

Respondents:  Businesses  or  other  for- 
profit 

Estimated  Number  of  Respondents: 
2.000 


Estimated  Burden  Hours  Per 
Respondent:  30  minutes 

Frequency  of  Response:  On  occasioa 

Estimatea  Total  Reporting/ 
Recordkeeping  Burden:  A.OOOhaan 

Clearance  Officer:  Ralph  Meyer,  (202) 
927-1552,  U.S.  Customs  Service, 
Paperwork  Managemw»t  Brandi, 
Room  6316, 1301  Constitution 
Avenue,  NW.,  Washington,  DC  20229. 

OMB  Reviewer  Milo  Sonderhanf,  (202) 
395-6880,  Office  of  Management  and 
Budget,  Room  3001,  New  Executive 
Office  Building,  Washington,  DC 
20503. 

Lois  K.  Holland, 

Departmental  Reports  Management  C^ficer. 

[PR  Doc  93-122  Filed  l-&-93:£:45  am] 

BHJJNO  CODE  4Ka»-e>-M 


V^IDOC  Mitt  m  IIISUOVI  vOUvCdOn 

Requirements  Submitted  to  OMB  for 
Review 

December  30, 1992. 

The  Department  of  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  19S0, 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  Usted.  Comments  regeirding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  Usted 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  room  3171  Treasury  Annex, 
1500  Permsylvania  Avenue,  NW., 
Washington,  DC  20220. 

Internal  Revenue  Service 

OMB  Number:  1545-1012 

Form  Number:  IRS  Form  5305A-SEP 

Type  of  Review:  Revision 

Title:  Salary  Reduction  and  Other 
Elective  Simplified  Employee 
Pension-Individual  Retirement 
Accounts  Contribution  Agreement 

Description:  This  form  is  used  by  an 
employer  to  make  an  agreement  to 
provide  benefits  to  all  employees 
under  a  salary  reduction  Simplified 
Employee  Pension  (SEP)  described  in 
section  408(k).  This  form  is  not  to  be 
filed  with  IRS  but  is  to  be  retained  in 
the  employer's  records  as  proof  of 
establishing  such  a  plan,  thereby 
justifying  a  reduction  for 
contributions  made  to  this  SEP.  The 
data  is  used  to  verify  the  deduction. 

Respondents:  Businesses  or  other  for- 
profit 

Estimated  Number  of  Respondents/ 
Recordkeepers:  100,000 

Estimated  Burden  Hours  Per 
Respondent/Recordkeeper: 


1993 
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Recordkeeping — 40  minutes 
Learning  about  the  law  or  the  form — 

56  minutes 
Preparing  the  fonn — 1  hour,  6 
minutes 

Frequency  of  Besponse:  On  occasion 

Estimated  Total  Reporting/ 
Recordkeeping  Burden:  270,000  hours 

Clearance  Officer:  Garrick  Shear.  (202) 
622-3869.  Internal  Revenue  Service, 
room  5571. 1111  Constitution 
Avenue.  NW..  Washington,  DC  20224. 

OMB  Reviewer:  Milo  Sunderhauf.  (202) 
395-6880.  Office  of  Management  and 
Budget,  room  3001,  New  Executive 
Office  Building.  Washington.  DC 
20503. 

Lois  K.  Holland. 

Departmental  Reports  Management  Officer. 

[FR  Doc  93-123  Filed  1-5-93;  8:45  am) 

BtLLJNO  COOC  4*30-01 -M 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

Veterans'  Advisory  Committee  on 
Environmental  Hazards;  Notice  of 
Meeting 

The  Department  of  Veterans  Affairs 
(VA)  gives  notice  under  Public  Law  92- 
463  that  a  meeting  of  the  Veteran's 


Advisory  Subcommittee  on 
Environmental  Hazards  will  be  held  on 
Monday.  January  25. 1993.  In  room  401 
at  801 1  Street.  ^fW..  Washington,  DC 
20004.  The  meeting  will  convene  at  9 
a.m.  and  adjourn  at  5  p.m. 

A  full  Committee  meeting  will  be  held 
on  February  1-2, 1993,  in  room  948  at 
801 1  Street,  NW.,  Washington,  DC 
20004.  The  meetings  wall  convene  at  9 
a.m.  and  adjourn  at  5  p.m. 

The  purpose  of  the  meetings  is  to 
review  Information  relating  to  activities 
during  which  significant  numbers  of 
veterans  were  exposed  to  ionizing 
radiation  before  January  1, 1970  (this 
includes  activities  other  than 
participation  in  an  atmospheric  nuclear 
test  or  service  with  the  occupation 
forces  of  Hiroshima,  or  Nagasaki.  Japan.) 

The  meeting  is  open  to  the  public  to 
the  capacity  of  the  room.  For  those 
wishing  to  attend,  contact  Mrs.  Leney 
Holohan.  Department  of  Veterans 
Affairs  Central  Office  (026B).  810 
Vermont  Avenue,  NW..  Washington.  DC 
20420.  phone  (202)  523-3911,  prior  to 
January  18, 1993. 

Members  of  the  public  may  direct 
questions  or  submit  prepared  statements 
for  review  by  the  Committee  in  advance 
of  the  meeting,  in  writing  only,  to  Mr. 


Frederic  L.  Conway.  Deputy  Assistant 
General  Counsel.  (026B).  Department  of 
Veterans  Affairs  Central  Office,  810 
Vermont  Avenue,  NW.,  Washington,  DC 
20420.  Submitted  material  must  be 
received  at  least  five  days  prior  to  the 
meeting.  Such  members  of  the  public 
may  be  asked  to  clarify  submitted 
material  prior  to  consideration  by  the 
Committee. 

Dated:  December  21 .  1992. 
Diane  H.  Landk, 
Ck>mmittee  Management  Officer. 
[FR  Doc  93-107  Filed  1-5-93;  8:45  am] 
BtLUNQ  CODE  nao-oi-M 
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This  section  of  Hw  FBXBAL  REQISTEfl 
contains  notices  of  meetinQS  putiHshed  WKter 
the  "Government  in  the  Sunshine  AcT  (Pub. 
L.  94-409)  5  U.8.C.  5S2b(e)^. 


EQUAL  EMPIjOYIIENT  OPPORTUNITY 

COIMMISSION 

"FEDERAL  REGISTER"  CITATION  OF 

PREVIOUS  ANNOUNCEMENT:  57  FR  61965,    . 

Tuesday,  December  29, 1992. 

PREVIOUSLY  ANNOUNCED  TIME  AND  DATE  OF 

MEETING:  2:00  p.m.  (eastern  time) 

Tuesday.  January  12, 1993. 

CHANGE  IN  THE  MEETING: 

Open  Session 

The  meeting  time  will  change  to  10:00  a.m. 
(eastern  time)  Tuesday,  January  12, 1993. 

CONTACT  PERSON  FOR  MORE  INFOAMATiON: 

Frances  M.  Hart.  Executive  Officer,  on 
(202) 663-4070. 

Dated:  January  4, 1993. 
Frances  M.  Hart, 
£jrecut7ve  Officer,  Executive  Secretariat. 

This  Notice  Issued  January  4. 1993. 

IFR  Doc.  93-319  Filed  1-4-93;  3:14  pmj 

BILUNG  CODE  67S(M)e-M 

FEDERAL  RESERVE  SYSTEM  BOARD  OF 

GOVERNORS 

"FEDERAL  REGISTER"  CITATION  OF 

PREVIOUS  ANNOUNCEMENT:  57  FR  61966, 

December  29,  1992. 


PREVI0U8LT  ANNOUNCB)  TIME  AND  DATE  OF 
THE  MEETINQ:  11:00  a.m.,  Monday. 
January  4. 1993. 

CHANGES  IN  THE  MEETING:  Addition  of  th« 
following  closed  item(s)  to  the  meeting: 
Fedaml  Beseive  Bao^  and  Branch 
dinctor  sppoiotmants. 
CONtMCTKMOM  FOR  MORE  WFOfMATION: 
Mr.  Joseph  R.  Coype,  Assistant  to  the 
Board;  (202)  452-3204. 

Dated:  January  4, 1993. 
Jenilin-  J.  Jobnaon, 
Associate  Seavtary  of  the  Board. 
(FR  Doc.  93-314  Filed  1-4-93;  2:27  pmJ 
BILUNG  OOOE  SZIO-OI-M 

SECURITIES  AND  EXCHANGE  COMMISSION 

Meeting 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  Government  in  the 
Sunshine  Act,  Pub.  L.  94-409,  that  the 
Securities  and  Exchange  Commission 
will  hold  the  following  meeting  dxiring 
the  week  of  January  4, 1993. 

A  closed  meeting  will  be  held  on 
Tuesday,  January  5, 1993,  at  1:30  pan. 

Commissioners,  Counsel  to  the 
Commissioners,  the  Secretary  to  the 
Commission,  and  recording  secretaries 
will  attend  the  closed  meeting.  Certain 
staff  members  who  have  an  interest  in 
the  matters  may  also  be  present. 

The  General  Counsel  of  the 
Commis&icRi,  or  his  designee,  has 


certifiad  diat,  in  his  opinion,  oaa  or 
more  of  the  axompitioos  set  forth  In  5 
U.S.C.  552b(c)  (4),  (8),  MA)  and  (10) 
and  17  CFR  200.402(a)  (4).  (8L  (9)(i)  and 
(10),  permit  considaratian  of  the 
scheduled  matters  at  a  dosad  meeting. 

Commiadaaar  Scfaapiro,  aa  duty 
officer,  voted  to  consider  tiie  items 
Usted  for  the  closed  meeting  in  a  closed 
session. 

The  subfect  mafMer  of  &e  closed 
meeting  scheduled  for  Tuesday,  January 
5, 1993,  at  1:30  p.m..  will  be: 

Settlement  of  injunctive  actions. 

Institution  of  injunctive  actions. 

Regulatory  matter  bearing  enforcement 
implications. 

Institution  of  administrative  proceedings  of 
an  enforcomant  nature. 

Settlement  of  administratrve  proceeding  of 
an  eaforcamant  nature. 

Opinions. 

At  times,  changes  in  Commission 
priorities  require  alterations  in  the 
scheduling  of  meeting  items.  For  further 
information  and  to  esoertain  what,  if 
any,  matters  have  been  added,  deleted 
or  postponed,  please  contact:  Paul 
Atkins  at  (202)  272-2000. 

Dated:  January  4, 1993. 
Jonathan  G.  Kats. 
Secretary. 
[FR  Doc.  93-290  Filed  1-4-93;  12:47  pm] 

BHJJNG  CODE  M10-01-M 


630 


Corrections 


Federal  Ragirtar 

Vol.  58   No.  3 

Wednesday.  Januaiy  6.  1993 


This  section  of  the  FEDERAL  REGISTER 
contains  editonal  corrections  of  prevtousty 
published  Presidential.  Rule,  Proposed  Rule, 
and  Notice  documents.  These  cofrections  are 
prepared  by  the  Office  of  the  Federal 
Register.  Agerxry  prepared  corrections  are 
issued  as  signed  documents  and  appear  In 
the  appropriate  document  categories 
elsewhere  in  the  issue. 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Adminiatration 

{OACT-042-N] 
RIN  0938-AF94 

Medicare  Program;  Inpatient  >1ospltai 
Deductible  and  Hoapital  and  Extended 
Care  Services  Coinsurance  Amounts 
fori  993 

Correction 

In  notice  document  92-28717 
beginning  on  page  56345  in  the  issue  of 
Friday.  November  27. 1992.  make  the 
following  corrections: 

1.  On  page  56346.  in  the  1st  column. 
in  the  21st  line,  "recognizes"  should 
read  "recognize". 

2.  On  the  same  page,  in  the  same 
column,  in  the  28th  line,  "any"  should 
read  "may". 

81UJNC  CODE  ISOS-OI-O 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Releeee  No.  34-31601;Tile  No.  8R-NSCC- 
92-06] 

Self-Regulatory  Organization;  Natlortal 
Sacurltlaa  Clearing  Corporation;  Order 
Approving  a  Propoaad  Rule  Change 
RelaUng  to  Index  Racelpto 

Correction 

In  notice  document  92-31051 
beginning  on  page  61136  in  the  issue  of 
Wednesday.  December  23, 1992.  make 
the  following  correction:  On  page 
61136.  in  the  heading.  "File  No.  SR- 
NSCC-92-09"  should  read  "File  No. 
SR-NSCC-92-08". 

BiUJNGCOOE  1S06-01-O 


POSTAL  RATE  COMMISSION 

[Docket  No.  C93-2  and  Order  No.  953] 

Parcel  Post  Rate  Complaint:  Notice 
and  Order  on  Filing  of  Complaint  of 
United  Parcel  Service 

Correction 

In  notice  document  92-29727 
appearing  on  page  58033  in  the  issue  of 
Tuesday.  December  8, 1992,  the  Docket 
No.  should  read  as  set  forth  above. 

BiUJNCCOOe  1S0S-01-O 


DEPARTMENT  OF  TRANSPORTATION 
Coast  Guard 

46  CFR  Part  28 

[CGD  88-079a] 
RIN2115-AD12 

Commercial  Fishing  Industry  Vessel 
Regulationa 

Correction 

In  proposed  rule  document  92-25895 
beginning  on  page  48670  in  the  issue  of 
Tuesday.  October  27, 1992.  make  the 
following  corrections: 

1.  On  page  48670.  in  the  1st  column, 
in  the  16th  and  17th  lines,  delete  "and 
outside  the  Boundary  Line". 

2.  On  page  48672,  in  the  second 
column,  in  the  fourth  paragraph,  in  the 
eighth  line,  several  words  of  text  were 
omitted.  The  eighth  and  subsequent 
lines,  afler  "trade",  should  read  "before 
September  8, 1990,  and  enters  into  that 
service  before  June  1, 1992,  and  it  hai> 
not  had  a  load  line  assigned  at  any  time 
before  November  16. 1990." 

3.  On  page  48676.  in  the  third 
column,  in  the  third  full  paragraph,  in 


the  second  line,  "requirement"  should 
read  "requirements". 

4.  On  page  48677,  in  the  first  coliunn. 
in  the  first  line,  "codified"  should  read 
"modified". 

5.  On  the  same  page,  in  the  3rd  j 
column,  in  the  13th  hne,  "pat"  should  ^ 
read  "part". 

6.  On  page  48678,  in  the  2nd  column, 
in  the  2nd  full  paragraph,  in  the  29th 
line,  insert  the  word  "a"  between  "of 
and  "bulkhead's". 

{28.65    [Corrected] 

7.  On  page  48681,  in  the  third 
column,  in  §  28.65(b)(l)(ii),  in  the  first 
line,  "of  should  read  "or". 

f  28.600    [Corrected] 

8.  On  page  48685,  in  the  third 
column,  in  §  28.6p0(d)(l).  in  the  third 
line  a  numerical  notation  was  omitted. 
The  third  line  should  read  "(2)  Flooding 
through  these  hatches  does". 

■ILUNG  COOE  1SOS-01-0 
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DEPARTMENT  OF  AGRICULTURE 

Food  Safety  and  Inspection  Service 

9  CFR  Part*  317, 320,  and  381 
[Docket  No.  91-006F1 
RiN0583-AB34 

Nutrition  Labeling  of  Meat  and  Poultry 
Products 

AGENCY:  Food  Safety  and  Inspection 
Service.  USDA. 
action:  Final  rule. 


SUMMARY:  The  Food  Safety  and 
Inspection  Service  (FSIS)  is  amending 
the  Federal  meat  and  poultry  products 
inspection  regulations  by  permitting 
voluntary  nutrition  labeling  on  single- 
ingredient,  raw  meat  and  poultry 
products,  and  by  establishing 
mandatory  nutrition  labeling  for  all 
other  meat  and  poultry  products,  with 
certain  exceptions.  FSIS  is  committed  to 
providing  consumers  with  the  most 
informative  labeling  system  possible. 
FSIS's  nutrition  labeling  final 
regulations  for  meat  and  poultry 
products  will  parallel  to  the  extent 
possible,  as  authorized  by  the  Federal 
Meat  Inspection  Act  and  the  Poultry 
Products  Inspection  Act.  FDA's 
nutrition  labeling  regulations 
promulgated  under  the  Nutrition 
Labeling  and  Education  Act  (NLEA). 
EFFECTIVE  DATE:  July  6. 1994.  The 
incorporation  by  reference  of  the 
"Official  Methods  of  Analysis"  of  the 
Association  of  Analytical  Chemists 
(AOAC)  International,  contained  in  this 
regulation,  is  approved  by  the  Director 
of  the  Federal  Register  as  of  July  6. 1994. 
FOR  FURTHER  INFORMATION  CONTACT: 
Charles  Edwards.  Director,  Product 
Assessment  Division.  Regulatwy 
Programs,  Food  Safety  and  Inspection 
Service.  U.S.  Department  of  Agriculture. 
Washington.  DC  20250.  (202)  205-0080. 
Copies  (printed  or  on  3.5"  high-density 
diskettes)  of  the  final  rule  may  be 
obtained  from  the  Policy  Office,  Linda 
Carey.  FSIS  Hearing  Clerk,  room  3171. 
South  Building.  Food  Safety  and 
Inspection  Service.  U.S.  Department  of 
Agriculture.  Washington.  DC  20250. 
(202) 720-7163. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  12291  and  Effects  on 
Small  Entities 

This  final  rule  has  been  reviewed 
under  USDA  procedures  established  to 
implement  Executive  Order  12291  and 
has  been  classified  as  a  major  rule 
pursuant  to  section  1(b)(1)  of  that  order 
because  it  is  likely  to  result  in  an  annual 
t;ffect  on  the  economy  of  $100  million 


or  more.  The  Department  r^orted  its 
review  in  its  Final  Regulatcwy  linpect 
Analy-sis  (FRIA).  which  inchidae  an 
analysis  of  the  costs  and  benefits  of 
nutrition  labeling.  FSIS  estimates  that 
the  final  rule  will  result  in  net  societal 
benefits  of  $1.5  billion  during  the  first 
20  years  after  required  nutrition  labeling 
is  available  to  consumers.  For  the 
purpose  of  this  rule,  net  societal  benefits 
are  the  estimated  health  benefits  minus 
the  compliance  costs.  The  $1.5  billion 
represents  the  present  value  of  net 
benefits,  recognizing  that  changes  in 
nutrition  labeling  requirements  generate 
both  costs  and  benefits  that  will  occur 
in  future  years.  All  costs  and  benefits 
have  been  converted  to  a  present  value 
using  a  discount  rate  of  7  percent.  Total 
20-year  health  benefits  were  estimated 
to  be  $1.75  billion.  Total  20-year 
compliance  costs  were  estimated  to 
range  from  $218  to  $272  million. 

To  estimate  future  costs  and  benefits. 
it  is  necessary  to  use  •  specific  time 
frame.  TTie  optimum  time  period  is 
unknown.  The  Department  selected  20 
years,  recognizing  that  15  )rears  or  25 
years  may  also  have  been  appropriate. 

The  final  rule  exempts  products  from 
required  labeling  if  annual  producticm 
of  the  product  is  less  than  100.000 
pounds  and  the  producing  firm  has  500 
or  fewer  employees.  The  Small  Business 
Administration's  definition  of  a  small 
meat  and  poultry  processing  firm  is  one 
having  500  or  fewer  emplt^ees  (13  CFR 
part  121).  Thus,  products  prodiiced  by 
small  businesses  are  exen^  if  they  are 
produced  at  levels  below  100.000 
pounds.  Without  the  small  business  and 
100.000  pound  exemption.  20-year  costs 
would  rise  to  $767  to  $999  million.  The 
exemption  reduces  benefits  by  $138 
million.  Thus,  without  the  exemption, 
total  benefits  would  be  $1,892  million 
and  estimated  net  benefits  would  range 
from  $0.9  to  $1.1  billion.  The  reduction 
in  benefits  is  based  on  the  estimate  that 
the  exemption  applies  to  7.3  percent  of 
the  volume  of  meat  and  poultry 
products  that  would  require  nutrition 
labeling  without  the  exemption.  Benefit 
estimates  are  directly  related  to  the 
volume  of  products  that  are  labeled. 
Therefore,  the  exemption  reduces 
estimated  benefits  by  7.3  percent. 

Without  the  exemption,  the  estimated 
compliance  cost  increases  of  $767  lo 
$999  million  are  not  the  only  type  (rf 
costs  that  would  be  incurred.  The 
Department  believes  that  without  the 
exemption  many  small  businesses 
would  have  to  close  or  substantially 
reduce  the  variety  of  products  thiqr  now 
offer.  Reductions  in  purchase  options 
are  a  cost  to  consumers  that  could  not 
be  quantified  for  the  Department's 
analysis. 


The  final  rule  allows  processors  oS 
meat  and  poultry  products  the 
flexibility  to  base  labeling  information 
on  laboratory  analyses,  recipe  analyses 
using  nutrition  information  from 
available  data  bases,  or  any  combination 
of  both.  The  rule  does  require  that  firms 
maintain  a  record  of  supporting 
information.  The  net  benefit  estimates 
are  based  on  an  assumption  that  30 
percent  of  the  required  nutrition 
information  will  be  based  on  recipe 
analyses  using  data  base  values.  The  30 
percent  estimate  reflects  concerns  that 
(1)  products  using  proprietary  mixes  as 
ingredients  may  not  be  able  to  giake  use 
of  recipe  analysis,  and  (2)  some 
manufacturers  might  feel  greater 
confidence  in  using  laboratory  analysis. 
The  final  20-year  cost  estimates  are 
reduced  by  from  $32  to  $50  million 
based  on  the  estimate  that  30  percent  of 
required  information  will  be  supported 
by  recipe  analyses  using  data  base 
values.  When  the  predicted  use  of 
recipe  analyses  varied  bom  15  to  60 
percent,  the  cost  savings  ranged  from 
$16  to  $100  million.  Thus,  if  60  percent 
of  the  required  nutrition  information 
was  supported  by  recipe  analyses,  net 
benefits  could  increase  by  as  much  as 
$50  million. 

Three  alternatives  to  the  final  rule 
were  considered.  The  first  alternative 
was  to  allow  for  the  voluntary  nutrition 
labeling  of  all  meat  and  poultry 

Eroducts.  All  voluntary  labeling  would 
ave  to  be  consistent  with  the 
iBgulations  that  FDA  issues  to 
imnlement  the  NLEA. 

Based  on  responses  to  a  1992  siuvey 
of  federally  inspected  firms,  the 
Department  now  believes  that  earlier 
estimates  that  40  percent  of  packaged 

f (recessed  products  have  nutrition 
abeling  were  high.  It  is  possible  that  40 
percent  of  products  in  large 
supermarkets  have  nutrition  labeling, 
but  the  overall  level  for  all  grocery 
stores  is  now  estimated  to  be  far  lower. 
TTie  Department  has  three  serious 
concerns  with  the  option  of  voluntary 
nutrition  labeling  on  processed 
products.  First,  the  analytical  costs  are 
going  up  substantially  because  of  the 
nutrients/ food  components  that  will  be 
remiired.  Today,  a  large  portion  of 
voluntary  labeling  consists  of  an 
abbreviated  format.  The  average  cost  of 
single  laboratory  analysis  is  estimated  to 
be  $231.  To  be  consistent  with  revised 
FDA  regulations,  the  average  cost  would 
rise  to  $406  per  analysis.  This  voluntary 
option  would  not  include  the  testing 
requirements  associated  with  the 
current  Nutrition  Labeling  Verification 
(NLV)  program.  The  NLV  program 
requires  26  analyses  over  a  20-year 
period.  Based  on  public  comments,  the 
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cost  estimates  for  both  mandatory  or 
voluntary  labeling  use  a  range  of  7  to  13 
total  analyses  per  product  over  the  20- 
year  period.  Since  the  type  and  amount 
of  testing  will  be  determined  by  the 
producer,  there  is  no  reason  to  believe 
that  analytical  costs  would  differ 
between  voluntary  labeling  and 
mandatory  labeling. 

The  Departmentnas three  major 
reservations  concerning  the  viability  of 
the  voluntary  alternative.  First,  if  all 
nutrition  labeling  were  voluntary,  the 
Department  is  concerned  that  higher 
analytical  costs  per  analysis  could  result 
in  fewer  products  having  voluntary 
labeling  than  currently  exists,  a  level 
that  is  already  far  lower  than  previously 
beheved.  Second,  the  Department  has 
always  been  concerned  that  imder  a 
voluntary  program,  products  containing 
large  amounts  of  fat,  saturated  fat, 
cholesterol,  or  sodium  are  less  likely  to 
be  labeled.  Third,  firms  with  relatively 
low  levels  of  nutrition  labeling 
responding  to  the  USDA  survey 
conducted  in  1992,  did  not  indicate 
that,  imder  a  voluntary  program,  they 
would  be  increasing  nutrition  labeling 
for  the  new  products  they  plan  to 
introduce  over  the  next  three  years. 
These  same  firms  indicate  they  have 
substantially  more  nutrition  information 
on  file  than  they  are  currently  providing 
on  product  labels. 

The  second  alternative  was  to  change 
the  exemption  criterion  on  production 
per  product.  One  variation  would  lower 
the  exemption  criterion  on  production 
to  50,000  pounds  per  year.  The  change 
in  the  20-year  estimated  costs  when 
including  these  products  is  very  close  to 
the  change  in  20-year  projected  benefits, 
thus,  including  these  products  between 
50,000  and  100,000  pounds  results  in  a 
minimal  change  in  net  benefits.  When 
the  impact  on  individual  products  and 
small  businesses  was  considered,  the 
Department  decided  against  lowering 
the  exemption  level.  Requiring  nutrition 
labeling  on  the  many  small-firm 
products  having  between  50,000  and 
100,000  pounds  in  annual  production 
would  most  likely  lead  to  many  of  those 
products  no  longer  being  produced, 
with  a  consequent  loss  of  benefits  to 
consumers.  In  small  firms,  these  are  not 
generally  new  or  developmental 
products.  They  are  more  likely  to 
represent  stable,  low  production  levels 
for  limited  markets. 

On  considering  whether  to  raise  the 
level  of  exemption  from  100,000  to 
250,000  pounds,  the  analysis  also 
indicates  little  change  in  net  benefits. 
However,  as  production  increases,  the 
lower  relative  impact  on  individual 
products  greatly  reduces  the  possibility 
that  product  lines  will  be  unprofitable. 


The  Department  has  chosen  to  allow 
extra  time  to  implement  nutrition 
labeling  on  products  produced  at  levels 
between  100,000  and  250,000  poimds. 
Tlie  extra  time  reduced  20-year 
compliance  costs  by  $8  to  $10  million. 

The  third  alternative  was  to  remove 
the  exemption  criterion  for  employees 
and  exempt  all  products  produced  at 
levels  under  100,000  pounds.  This 
option  reduces  estimated  total  benefits 
by  $32  million  to  $1,722  million. 
Estimated  total  costs  are  reduced  by 
from  $39  to  $47  million  to  a  revised 
level  of  from  $179  to  $225  million.  Net 
benefits  remain  at  $1.5  billion,  no 
change  after  rounding.  To  decide 
whether  or  not  to  accept  this  alternative, 
the  Department  had  to  look  beyond  the 
estimates  of  net  benefits. 

In  developing  a  comprehensive 
economic  impact  for  the  final  analysis, 
it  is  useful  to  view  the  meat  and  poultry 
processing  industry  as  two  separate 
industry  sectors.  There  are  medium  to 
large  firms  that  distribute  most  products 
regionally  and  nationally  to 
supermarkets  and  other  grocery  stores. 
There  are  also  a  far  larger  number  of 
small  processors  that  sell  most  of  their 
products  in  small  specialty  stores, 
locker  plants,  and  butcher  shops.  Many 
also  sell  products  through  retail 
counters  at  production  facilities.  These 
small  producers,  however,  market  very 
little  product  through  grocery  stores  and 
supermarket  chains.  In  contrast,  the 
Department  believes  that  most  products 
from  firms  with  more  than  500 
employees  are  marketed  through 
supermarkets. 

This  third  alternative  would  result  in 
a  substantial  increase  in  the  number  of 
exempt  products  sold  in  supermarkets. 
This  becomes  a  concern  when  viewed  in 
the  context  of  the  methodology  used  to 
estimate  benefits.  With  the  methodology 
used,  overall  health  benefits  come  from 
having  a  high  portion  of  volume  labeled. 
There  is,  however,  an  implicit 
assumption  that  a  sufficient  number  of 
products  are  labeled  so  that  consumers 
are  able  to  transfer  information  to  like 
products.  While  the  analysis  cannot 
explicitly  account  for  the  reduction  in 
the  prevalence  of  labels  in  benefit 
estimates,  each  additional  exemption 
weakens  their  reliability.  The 
Department  rejected  this  alternative  in 
order  to  assure  that  both  a  high  volume 
of  products  are  labeled  and  the  number 
of  labeled  products  is  above  a  subjective 
threshold  that  assures  that  consumers 
have  sufficient  information.  Because 
compliance  costs  are  a  very  small 
portion  of  total  production  costs  for 
large  firms,  rejecting  this  alternative  is 
not  viewed  as  creating  an  economic 
hardship  for  large  firms. 


The  Department  developed  the  final 
rule  with  the  goal  of  providing  nutrition 
labeling  on  the  maximiun  volume  of 
packaged,  processed  retail  product 
while  assuring  that  small  businesses 
producing  small  volumes  of  specialty 
products  for  limited  markets  are  not  at 
risk  of  going  out  of  business  or 
materially  reducing  the  variety  of 
products  they  deliver  to  their  customers. 
Ensuring  that  a  high  percentage  of  total 

f)roduction  is  subject  to  nutrition 
abeling  is  important  because  that  is 
what  accounts  for  consumer  purchases, 
consumption,  and  potential  health 
effects. 

This  final  rule  achieves  the  goal.  The 
Department  estimates  that  99  percent  of 
the  pounds  of  processed  products 
distributed  through  approximately 
24.000  supermarkets  will  be  labeled. 
Likewise,  approximately  95  percent  of 
the  volume  of  processed  product 
marketed  through  an  estimated  170.000 
total  supermarkets,  grocery  stores,  and 
smaller  convenience  stores  will  be 
labeled.  Finally,  over  90  percent  of  the 
total  production  of  packaged,  processed 
product  marketed  through  all  retail 
outlets  will  include  nutrition  labeling 
for  consumers. 

The  Department  acknowledges  that 
the  benefit  estimates  are  based  on  the 
total  contribution  of  meat  and  poultry 
products  to  dietary  fat,  saturated  fat,  and 
cholesterol.  Labeling  will  be  required  on 
most  processed  products  purchased  by 
consumers  in  retail  stores.  Together, 
with  the  voluntary  program  for  retail 
store  information  on  fresh  products, 
consumers  will  have  nutrition 
information  on  most  of  the  meat  and 
poultry  products  purchased  for 
consumption  at  home.  The  Department 
believes  that  over  time  consumers  will 
be  able  to  transfer  their  knowledge 
gained  through  such  labeling  to  meals 
eaten  away  from  home.  For  that  reason, 
benefits  have  not  been  reduced  to 
account  for  the  portion  of  meat  and 
poultry  consumed  away  from  home. 

The  costs  developed  for  the  final 
analysis  are  the  costs  required  to 
comply  with  the  final  rule.  This  analysis 
does  not  address  the  opportimity  costs 
of  alternative  labeling  schemes  which 
would  require  different  label 
information.  It  also  excludes  an  analysis 
of  the  economic  impact  if  firms  choose 
to  reformulate  products  or  produce 
alternative  products  rather  than  comply 
with  the  labeling  requirements  of  the 
■  rule. 

The  FRIA  is  available  for  public 
review  in  the  office  of  the  FSIS  Hearing 
Clerk,  room  3171,  South  Building,  Food 
Safety  a«d  Inspection  Service,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250.  Copies  are  available  from  the 
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Hearing  Clerk,  without  charge.  The 
FRIA  also  satisfies  the  analysis 
requirements  of  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354.  5  U.S.C. 
601  et  seq).  which  deals  with,  the  effect 
on  small  entities. 
Executive  Onlar  12778 

This  final  rule  has  been  reviewed 
pursuant  to  Executive  Order  12778. 


Civil  Justice  Reform.  This  rule  provides 
provisions  for  (1)  Volxmtary  nutrition 
labeling  on  single-ingredient,  raw  meat 
and  poultry  products;  and  (2) 
mandatory  nutrition  labeling  for  all 
other  meat  and  poultry  products,  with 
the  exceptions  of  (a)  certain  products 
produced  by  small  businesses;  (b) 
products  used  for  further  processing;  (c) 
products  that  are  not  for  sale  to 
consumers;  (d)  products  in  small 
packages  weiring  less  than  »/j  ounce; 
(e)  products  custom  slaughtered  or 
prepared;  (fl  products  intended  solely 
for  export;  (g)  ready-to-eat  products 
packaged  at  the  retail  level;  and  (h) 
multi-ingredient  products  processed  at 
the  retail  level. 

This  final  rule  concerns  labeling  of 
meat  and  poultry  products.  States  and 
local  jurisdictions  are  preempted  under 
the  Federal  Meat  Inspection  Act  (FMIA) 
and  the  Poultry  Products  Inspection  Act 
(PPIA)  from  imposing  any  marking, 
labeling,  packaging,  or  ingredient 
re<iuirements  on  federally  inspected 
meat  or  poultry  products  that  are  in 
iddition  to.  or  different  from,  those 
imposed  under  the  FMIA  or  the  PPIA. 
States  and  local  jurisdictions  may. 
however,  exercise  concurrent 
jurisdiction  over  meat  and  poultry 
products  that  are  outside  official 
establishments  for  the  purpose  of 
preventing  the  distribution  of  meat  or 
poultry  products  that  are  misbranded  or 
adulterated  under  the  FMIA  or  PPIA.  or. 
in  the  case  of  imported  articles,  which 
-ire  not  at  such  an  establishment,  after 
their  entry  into  the  United  States.  Under 
the  FMIA  and  the  PPIA.  States  that 
maintain  meat  and  poultry  inspection 
programs  must  impose  requirements  on 
State  inspect^  products  and 
establishments  that  are  at  least  equal  to 
those  required  under  the  FMIA  or  PPIA. 
These  States  may,  however,  impose 
more  stringent  requirements  on  such 
State  inspected  products  and 
establishments. 

Upon  its  adoption,  no  retroactive 
effect  will  be  given  to  this  final  rule,  and 
applicable  administrative  procedures 
must  be  exhausted  before  any  judicial 
:;hallenge  to  its  provisions  or  their 
.ipplication.  Those  administrative 
roredures  are  set  forth  in  the  rules  of 
)<;actice  governing  proceedings  for 


labeling  determinations  at  9  CFR  parts 
335  and  381.  subpart  W. 
Paperwork  Raquirements 

This  final  rule  requires  manufacturefs 
to  maintain  reqords  supporting  the 
validity  of  nutrient  information  on  the 
labels  of  meat  and  poultry  products,  and 
to  make  such  records  available  to  FSIS 
upon  request.  This  final  rule  remiires 
most  currently  approved  labels  for  all 
meat  and  poultry  products,  except  for 
single-in^edient.  raw  products,  to  he 
revised  and  submitted  to  FSIS  for 
approval,  which  will  impact 
substantially  on  all  such  manufacturers. 
Manufacturers  of  single-ingredient,  raw 
meat  and  poultry  products  opting  to  use 
nutrition  labeling  on  the  label  will  also 
be  required  to  revise  their  labels  and 
comply  with  requirements  of  the 
mandatory  program. 

The  final  rule  also  requires  that 
manufacturers  desiring  to  use  (1)  a  new 
nutrient  content  claim  not  currently 
provided  in  the  regulations.  (2)  a 
synonymous  term  to  a  term  defined  by 
regulation,  or  (3)  an  implied  nutrient 
content  claim  in  a  brand  name,  or  to 
amend  the  table  for  Product  Categories 
and  Reference  Amounts,  to  submit  to 
FSIS  a  standard  labeling  appU cation, 
along  with  additional  supporting 
information.  The  supporting 
information  includes  statements  that  (1) 
identify  the  term,  (2)  explain  why  the 
term  is  not  false  or  misleading,  (3)  set 
forth  the  importance  of  the  term  and  its 
relation  to  consumer  nutrition  or  health, 
and  (4)  analyze  the  potential  effect  of 
the  use  of  the  proposed  term  on  food 
consumption.  The  supporting 
information  required  to  accompany  the 
labeling  application  is  a  new  paperwork 
burden  being  imposed  upon 
manufacturers. 

The  paperwork  requirements 
contained  in  this  final  rule  have  been 
submitted  to  the  Office  of  Management 
and  Budget  for  approval  under  the 
Paperwork  Reduction  Act  (44  U.S.C 
3501  et  seq.).  If  you  wish  to  comment 
on  the  paperwork  burden  of  this 
proposed  r\ile.  send  your  comments  to: 
Office  of  Management  and  Budget,  Desk 
Officer  for  FSIS.  Office  of  Information 
and  Regulatory  Affairs,  room  3208.  New 
Executive  Office  Building.  Washington. 
DC  20503  and  to  the  Clearance  Office. 
room  404-W,  Administration  Building, 
Washington.  DC  20250. 


Background 

Introduction 


The  FMIA  (U.S.C  601  et  seq.)  and  the 
PPIA  (21  U.S.C.  451  et  seq.)  authorize 
the  Secretary  of  Agriculture  to  establish 
and  maintain  inspection  programs 


designed  to  assure  consumers  that  meat    | 
and  poultry  products  distributed  in 
conraierce  or  within  designated  States 
are  wholesome,  not  adulterated,  and  are 
properly  marked,  labeled,  and  padtaged. 

FSIS  regulate*  the  labeling  of  meat 
and  poultry  products  while  FDA  has 
responsibility  fcw  all  other  food  labeling. 
FSIS  conducts  a  prior  label  approval 
program  under  %»hich  labeling  to  be 
used  on.  or  in  conjunction  with,  meat 
and  poultry  products  must  be  approved 
by  the  Agency  prior  to  their  use.  FDA, 
on  the  wter  hand,  relies  primarily  upon 
food  manufacturers  to  comply  with 
prescribed  labeling  regulations  and  to 
ensure  that  information  contained  on 
food  labels  is  truthful  and  not 
misleading. 

FSIS  also  develops  standards  of 
identity  or  composition  for  certain  meat 
and  poultry  products  under  section  7(c) 
of  the  FMIA  (21  U^.C  607(c))  and 
section  8(b)  of  the  PPIA  (21  U.S.C  457 
(b)).  UndOT  these  authorities.  FSIS  has 
promulgated  regulations  prescribing 
definitions  and  standards  of  identity  or 
composition  (9  CFR  part  319  and 
§  381.155  et  seq.).  FSIS  also  has 
promulgated  regulations  prescribing  the 
content  and  design  of  labels  (9  CFR  part 
317  and  §381.115  etseo.). 

In  1973,  FDA  adopted  a  regulation, 
recodified  in  1977  as  21  CFR  101.9, 

Erescribing  a  specific  labeling  format  to 
a  includMl  on  food  product  labels 
when  voluntary  or  mandatory  nutrition 
information  is  provided.  Currendy 
required  components  that  must  be 
addressed  include:  calories,  protein, 
carbohydrates,  fat.  sodium,  two  mineral 
elements  (caldtim  and  iron),  and  five 
vitamins  (vitamin  A,  vitamin  C, 
thiamin,  riboflavin,  and  niacin).  FSIS 
disseminates  its  nutrition  labeling 
guidelines  for  meat  and  poultry 
products  through  the  issuance  by  its 
Food  Labeling  Division  of  various 
poUcy  memoranda.  Copies  of  FSIS 
poUcy  memoranda  on  nutrition  labeling 
are  available  for  public  review  in  the 
FSIS  Hearing  Qerk's  office. 

The  policy  memos  that  relate  in 
whole  or  in  part  to  nutrition  related 
issues  will  need  to  be  rescinded  or 
revised  because  of  this  final  rule.  Policy 
Memo  74A,  dated  November  1986, 
Exemptions  from  Nutrition  Label 
Verification  (NLV)  Procedures  or  Partial 
Quality  Control  (PQC)  Programs,  and 
Policy  Memo  85B,  dated  January  1988. 
NLV  Procedures  will  no  longer  be  in 
effect  upon  publication  of  this  final  rule. 
The  following  policy  memoranda  will 
remain  in  effect  during  the  18-month 
period  between  the  date  of  publication 
and  the  effective  date  of  this  final  rule, 
except  that  the  provisions  relating  to 
data  requirements  and  requirements  for 
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an  NLV  {mjcedure  or  PQC  Program  will 
not  be  enforced:  Policy  Memo  86.  dated 
May  1985,  NutriticHi  Labeling;  Policy 
Memo  49C,  dated  June  1984,  Sodium 
Labeling  Guidelines;  Policy  Memo  70B, 
dated  November  1987.  Fat  and  Lean 
Claims;  Policy  Memo  71A,  dated  March 
1986,  lite  and  Similar  Terms;  and 
Policy  Memo  78,  dated  November  1984, 
Potassiiun  Labeling  Guidelines.  These 
memoranda  will  be  rescinded  upon  the 
effective  date  of  this  final  nde.  Policy 
Memo  16A,  dated  Mardi  1981, 
Combinations  of  Oound  Beef  or 
Hamburger  and  Soy  Products;  Policy 
Memo  46,  dated  April  1982.  Percent  Fat 
Free  Label  Declarations;  Policy  Memo  7, 
dated  August  1980,  Information  Panel; 
Policy  Memo  39,  dated  January  1982 
Caloric  ClaimsAVeight  Reduction;  and 
Policy  Memo  121,  dated  May  1991,  Low 
Fat  Ground  Beef  and  Low  Fat 
Hamburgw  with  Added  Ingredients, 
will  remain  in  effect  during  the  interim 
period  but  will  be  rescinded  upon  the 
effective  date  of  this  final  rule.  Policy 
Memo  69,  dated  March  1984,  Labeling 
for  Substitute  Products;  Policy  Memo 
19A.  dated  May  1987  Negative  Labeling; 
and  Policy  Memo  114.  dated  July  1988, 
Point  of  Purchase  Materials,  will  remain 
in  effect  during  the  interim  period  but 
will  be  revised  upon  the  effective  date 
of  this  final  rule.  Thus,  companies 
desiring  to  continue  declaring  nutrition 
related  information  on  labels  in 
accordance  with  existing  policy 
memoranda  may  do  so  until  the 
effective  date  of  this  final  rule.  During 
this  interim  period,  labels  must  conform 
either  to  policies  established  in  the  cited 
policy  memorandum  or  these 
regulations,  but  not  both.  No 
combinations  will  be  allowed.  The 
policy  memoranda  discussed  in  this 
section  reflect  those  listed  in  the 
proposal,  and  the  addition  of  Policy 
Memo  7,  Policy  Memo  16A.  Policy 
Memo  19A.  and  Policy  Memo  121. 
These  latter  two  policy  memoranda 
have  been  added  because  FSIS  agrees 
with  the  comments  that  stated  these 
poUcy  memoranda  would  also  be 
impacted  by  the  regulation. 

Marketing  Trends 

Consumers  are  becoming  increasingly 
ware  of  diet,  health,  and  nutrition,  and 
are  concerned  about  the  nutrient 
content  of  their  foods.  As  a  result,  food 
manufacturers  are  adding  nutrient 
content  claims  to  allow  consumers  to 
make  more  informed  food  purchases. 
Claims  such  as  "lean,"  "low  fat,"  and 
"low  cholesterol"  have  become  common 
in  today's  marketplace.  The  use  of  such 
terms  is  subject  to  various 
interpretations  and  may  mislead  the 


consumor  when  purchasing  products  so 
labeled. 

Nutrition  Labeling  Endearorm 

The  issue  of  providing  consumers 
with  more  accurate  and  infdrmativa 
labeling  prompted  a  series  of 
xindertaldngs  by  various  segments  of  the 
Federal  government  to  provide  more 
nutrition  information  on  the  labels  of  all 
foods. 

1.  Congressional  Action 

On  November  8, 19M.  the  Nutrition 
Labeling  and  Education  Act  of  1990 
(NLEA),  vrindi  amended  certain 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  was  enacted  (Pub  L. 
101.535;  104  SUt.  2353).  The  NLEA 
requires  mandatory  nutrition  labeling 
for  most  FDA-regulated  packaged  food 
products.  It  also  requires  FDA  to  issue 
voluntary  nutrition  guidelines  to  food 
retailers  for  providing  nutrition 
information  on  20  of  each  most 
frequently  consumed,  during  a  year, 
varieties  of  raw  vegetables,  raw  fruits, 
and  raw-  fish.  Should  food  retailers  fail 
to  comply  substantially  with  the 
guidelines,  the  NLEA  requires  FDA  to 
issue  mandatory  requirements  for  these 
commodities. 

2.  FDA  Regulatory  Initiatives 

In  August  1989.  FDA  issued  an 
advance  notice  of  proposed  rulemaking 
(ANPR)  requesting  comments  on  a  wide 
range  of  labeling  issues  to  determine 
what  changes,  if  any.  should  be  made  on 
the  labeling  of  foods  regulated  by  FDA 
(54  FR  32610).  In  September  1989,  FDA 
issued  a  notice  of  an  extension  of  the 
comment  period  on  the  ANPR  and 
announced  a  series  of  public  hearings  to 
be  held  throughout  the  Nation  on  food 
labeling  (54  FR  38806).  FSIS 
participated  in  these  hearings,  which 
were  conducted  by  FDA  in  the  fall  of 
1989.  Issues  discussed  at  the  hearings 
related  to  nutrition  labeling,  ingredient 
labeling,  descriptions  of  food,  health 
messages,  and  nutrition  label  format 

After  consideration  of  various 
comments  received.  FDA  published  a 
reproposed  rule  on  February  13, 1990, 
on  health  messages  (55  FR  5176),  and 
three  proposed  rules  on  July  19, 1990, 
that  would  establish  provisions  on  daily 
values  for  use  in  declaring  nutrient 
content  in  nutrition  labeling  (55  FR 
29476),  require  mandatory  nutrition 
labeling  on  most  food  products  that  are 
meaningful  sources  of  calories  or 
nutrients  (55  FR  29487),  and  define 
serving  and  portion  sizes  (55  FR  29517). 
FDA  also  published  a  tentative  final  rule 
on  July  19, 1990  (55  FR  29456). 
prescribing  regulations  that  define  and 
provide  for  the  use  of  the  terms 


"cholesterol  free."  "low  diolesterol" 
and  '^reduced  cholesterol"  in  the 
labeling  of  foods. 

The  NLEA.  as  previoiuly  discussed, 
was  enacted  in  Novwnber  1990,  several 
months  after  FDA  published  its 
proposed  rules  and  tentative  final  rule 
on  rood  labeling.  As  a  result,  on  January 
11, 1991.  FDA  published  a  notice  in  the 
Fedwal  legbtar  (56  FR  1151) 
recogruzing  the  impact  of  the  NLEA  on 
its  pending  rulemajdng  proceedings 
dealing  with  food  labeling.  FDA 
aimounced  its  plans  to  obtain  comments 
in  some  form,  ox  issue  reproposals  or 
supplemental  proposals  in  some  form, 
to  ensure  that  all  such  regulations  are 
consistent  with  the  NLEA.  These 
reproposals  and  supplemental  proposals 
are  discussed  thnn^nout  this 
document. 

3.  NAS  Study 

In  1989,  FSIS  and  the  Public  Health 
Service.  U.S.  Department  of  Health  and 
Human  Services  (HHS),  which  includes 
FDA.  jointly  sponsored  a  study  by  the 
Institute  of  Medicine  of  the  National 
Academy  of  StiaQ^es  (NAS)  to  provide 
options  for  improving  food  labeling.  In 
its  1990  final  report.  NAS  recommended 
that  FSIS  and  FDA  mandate  nutrition 
labeling  for  all  packaged  foods  under 
their  respective  jurisdictions,  except  for 
certain  exemptions.*  In  addition.  NAS 
presented  recommendations  on  various 
facets  of  nutrition  labeling  including: 
Nutrition  label  content,  serving  sizes. 
U.S.  Recommended  Daily  Allowances, 
adjectival  descriptors,  and  ingredient 
labeling. 

4.  Advance  Notice  of  Proposed 
Rulemaking  (ANPR) 

On  April  2, 1991,  FSIS  published  an 
ANPR  in  the  Federal  Register  to  solicit 
comments  and  recommendations  from 
consumers,  industry,  public  health 
officials,  and  other  interested  parties  to 
assist  the  Agency  in  developing 

f)roposed  r^;ulations  for  nutrition 
abeling  of  meat  and  poultry  products 
(56  FR  13564).  In  the  AI^jR.  the  Agency 
announced  its  intent  to  propose 
mandatory  nutrition  labeling  regulations 
for  most  processed  meat  and  poultry 
products  and  a  voluntary  program  for 
ftesh  meat  and  poultry  products.  FSIS 
identified  the  following  eight  major  food 
labeling  issues  that  are  of  particular 
concern  to  the  Agency:  (1)  Mandatory 
nutrition  labeling,  (2)  nutrition  label 
content,  (3)  U.S.  Recommended  Daily 


>  The  NAS  final  report  dUed  "Nutrition  Labeling: 
Issues  and  Directions  for  the  1990s"  is  available  for 
public  review  in  the  FSIS  Hearing  Qerki  office. 
Copies  of  the  report  are  available  for  sale  from  die 
National  Academy  Press.  2101  Constitution 
Avenue.  NW..  Washington.  DC  20418. 
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Allowances.  (4)  serving  size.  (5) 
descriptors  and  health  messages,  (6) 
food  ingredients  and  standards  of 
identity,  (7)  compliance  and  analytical 
methods,  and  (8)  economic  impact. 

FSIS  received  197  comments  in 
response  to  the  ANPR.  After  review  and 
consideration  of  the  comments  received 
on  the  ANPR.  FSIS  issued  a  proposed 
rule  in  the  Federal  Register  (56  FR 
60302)  on  November  27. 1991,  which  is 
discussed  in  the  following  section. 

5.  Proposed  Rules 

On  November  27. 1991.  FSIS 
published  a  proposed  rule  in  the 
Federal  Register  (56  FR  60302)  to  solicit 
comments  and  recommendations  from 
consumers,  industry,  public  health 
officials,  and  other  interested  parties  to 
assist  the  Agency  in  developing  the  final 
regulations  for  nutrition  labeling  of  meat 
and  poultry  products.  In  the  proposed 
rule,  the  Agency  announced  its  intent  to 
amend  the  Federal  meat  and  poultry 
products  inspection  regulations  by 
permitting  voluntary  nutrition  labeling 
on  single-ingredient,  raw  meat  and 
poultry  products,  and  by  establishing 
mandatary  nutrition  labeling  for  all 
other  meat  and  poultry  products,  with 
the  exception  of  products  used  for 
further  processing. 

FSIS  received  1109  comments  in 
response  to  the  proposed  rule.  The 
majority  of  these  comments  (586)  were 
submitted  by  food  manufactiurers  and 
distributors,  while  296  comments  were 
received  from  consumers  and  consumer 
groups:  94  from  trade  associations;  24 
from  State  governments;  15  from 
congressional  offices  on  behalf  of  small 
businesses;  15  from  food  retailers:  10 
from  expediters  and  consultants:  10 
from  academia;  9  from  the  Federal 
Government;  9  from  health 
professionals;  8  from  foreign 
governments;  4  from  professional 
organizations;  4  from  financial 
institutions:  4  from  meat  and  poultry 
associated  industries;  4  6t)m 
computerized  database  companies;  3 
from  food  se^k:e  organizations;  3  from 
health  promotional  groups;  2  from  local 
governments;  2  from  food  ingredient 
developers;  2  from  food  industry 
technical  advisors;  and  1  each  from  a 
weight  loss  service,  laboratory,  oven  and 
smokehouse  supplier,  and 
pharmaceutical  official.  One  comment 
received  did  not  address  the  scope  of 
the  proposed  regulations.  All  comments 
submitted  with  respect  to  the  proposed 
regulation  were  given  due  consideration 
and  are  discussed  further  in  this 
document. 

On  March  25, 1992,  FSIS  published  a 
supplemental  (57  FR  10298)  to  the 
November  1991  proposed  rule  in  the 


Federal  Register  regarding  nutrition 
labeling  of  meat  and  poultry  products. 
This  supplemental  proposed  rule  would 
(1)  allow  for  the  use  of  data  bases  and 
recipe  analyses  using  data  bases,  as  well 
as  the  proposed  laboratory  analyses,  on 
which  to  base  the  nutrition  information 
on  processed  meat  and  poultry  product 
labels,  and  (2)  provide  a  small  business 
exemption  from  mandatory  nutrition 
labeling.  This  action  was  taken  because 
of  the  Agency's  concern  that  its 
proposed  rule  not  impose  undue  cost 
burdens  and  that  its  proposal  be 
implemented  in  the  most  cost-effective 
manner  possible  while  providing 
consumers  with  the  same  high  quality 
nutritional  information.  FSIS  received 
247  comments  in  response  to  the 
supplemental  proposed  rule.  The 
majority  of  these  comments  (161)  were 
submitted  by  food  manufacturers/ 
distributors,  while  29  comments  were 
received  from  trade  associations;  14 
from  congressional  members;  13  from 
State  governments;  10  fttjm  academia;  9 
from  consumers  and  consumer  groups; 
2  from  labeling  consultants;  and  1  each 
from  a  health  professional,  professional 
organization,  food  retailer.  Federal 
Government  Agency,  and  a 
computerized  database  company.  Full 
and  careful  consideration  was  given  to 
all  written  comments  received.  In  view 
of  these  comments  and  the  comments 
received  at  the  public  forums,  the 
Agency  is  providing  a  small  business 
exemption  and  the  use  of  databases 
which  are  discussed  later  in  this 
document. 

On  August  28. 1992.  FSIS  published 
a  proposed  rule  in  the  Federal  Register 
(57  FR  39332)  regarding  the  adoption  of 
a  standard  format  for  use  in  presenting 
nutrition  information  on  the  labels  of 
meat  and  poultry  products.  In  its 
proposal.  FSIS  proposed  to  establish  the 
CONTROL  WITH  DIETARY  GUIDANCE 
or  the  CONTROL  WITH 
RECOMMENDED  DAILY  INTAKE 
RANGE  as  the  standard  format.  The 
Agency  also  requested  comments  on  the 
proposed  formats,  as  well  as  other 
options.  A  discussion  of  the  comments 
received  is  provided  later  in  this 
document. 

6.  Implementation  Date 

On  March  25, 1992,  FSIS  published  a 
notice  in  the  Federal  Register  (57  FR 
10298)  announcing  the  intended 
implementation  date  of  its  rulemaking 
for  nutrition  labeling  of  meat  and 
poultry  products.  FSIS  advised  that, 
based  upon  a  careful  review  of  the 
comments  received  from  the  proposed 
rule  (56  FR  60302)  published  on 
November  27. 1991.  the  Agency  has 
decided  that  the  nutrition  labeling 


regulations  concerning  meat  and  poultry 
products  will  be  implemented  18 
months  bom  the  date  of  publication  of 
the  final  rule.  Thus,  the  nutrition 
labeling  regulations  shall  become 
effective  on  July  6. 1994.  i 

7.  Public  Forums 

a.  On  April  4, 1991,  FSIS  participated 
in  a  FDA  public  meeting  on  food 
labeling  to  discuss  issues  related  to 
serving  size:  (1)  The  basis  for 
determining  serving  size,  (2)  units  of 
measure  to  be  used.  (3)  deviation 
allowed  from  standard  serving  sizes,  (4) 
dual  nutrition  labeling  with  the  second 
column  on  the  basis  of  uniform  weight, 
and  (5)  the  definition  of  single-serving 
container.  One  recommendation 
expressed  by  all  the  participants  was 
that  USDA  and  FDA  should  work  in 
harmony  to  establish  uniform  serving 
sizes  for  the  foods  the  agencies  regulate. 
In  response  to  this,  FSIS  participated  as 
a  member  of  an  Interagency  Conmiittee 
on  Serving  Sizes  formed  by  FDA  to 
ensure  consistency  in  serving  size 
requirements  for  all  foods.  The 
committee's  recommendations  and 
objectives  are  discussed  in  this  i 
document  under  section  VI,  Serving 
Siz6S* 

b.  On  January  23. 1992.  FSIS 
published  a  notice  in  the  Feder«I 
Register  (57  FR  2692)  announcing  its 
participation  in  FDA's  "Food  Labeling 
Hearing"  on  January  30  and  31, 1992.  in 
Bethesda.  MD.  The  hearing  provided  an 
additional  opportxmity  for  interested 
persons  to  present  their  views  on  the 
proposed  rulemaking  entitled, 
"Nutrition  Labeling  of  MIeat  and  Poultry 
Products"  (56  FR  60302).  The  hearing 
addressed' several  subjed  areas 
including  mandatory  nutrition  labeling, 
nutrient  content  claims,  and  health 
claims: 

c.  In  April  1992.  FSIS  issued  a  notice 
in  the  Federal  Register  (57  FR  14499) 
announcing  three  public  forums  on  the 
small  business  exemption  issues  raised 
in  its  nutrition  labeling  supplemental 
proposed  rule  published  March  25, 
1992.  as  well  as  other  issues  of  public 
concern  specific  to  exempting  small 
businesses  from  nutrition  labeling.  The 
public  forums  were  held  May  12  in 
Kansas  City.  MO:  May  14  in  Atlanta, 
GA;  and  May  21  in  San  Francisco.  CA. 
Issues  discussed  at  the  hearings  related 
to  defining  a  small  business,  criteria  for 
a  small  business  exemption,  the 
potential  economic  impact  of  nutrition 
labeling  on  small  businesses,  and  the 
ramifications  of  exempting  small 
businesses  frt)m  nutrition  labeling 
regulations; 

d.  On  July  23. 1992.  FDA  issued  a 
notice  in  the  Federal  Register  (57  FR 
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32750)  axmouncing  a  public  hearing  on 
the  notice  of  proposed  rulemaking  on 
the  format  for  the  nutrition  label  that  it 
published  in  the  Federal  Ri^iatar  of 
Jiily  20, 1992.  The  public  hearing,  held 
on  August  17  and  18. 1992,  in  Bethesda, 
MD.  provided  an  opportunity  fdr 
interested  persons  to  presmt  their  views 
on  the  issues  raised  bv  the  proposal 
FSIS  participated  in  the  hearing. 

hkijor  Issues 

The  following  discussion  provides 
background  infbim^on  on  the  major 
issues  of  nutrition  labeling  and  a 
summary  of  the  comments  received  on 
FSIS's  proposed  rule,  the  supplemental 
rule,  the  format  proposal,  and  the  small 
business  forums,  and  highlights  of  the 
Agency's  final  rule  on  nutrition 
labeling. 

I.  Codified  Language 

In  response  to  the  proposed  rule.  FSIS 
received  many  comments  that  suggested 
that  the  Agency  should  include  all  the 
codified  language  for  meat  and  poultry 
products  in  the  regulations  under  9  CFR 
parts  317  and  381.  The  commenters 
stated  that  it  is  very  difficult  to  go  back 
and  forth  betwe^i  FDA  and  FSIS 
regulations  to  look  up  different 
provisions  for  the  nutrition  labeling 
regulations. 

FSIS  agrees  with  the  comments. 
However,  FSIS  and  FDA  desire  to 
ensure  as  much  harmonization  as 
possible  of  the  nutrition  labels  for  all 
food  products,  including  simultaneous 
publication  of  final  regulations. 
Harmonization  will  ensure  consistency 
of  format  and  content  for  consumers 
and,  thereby,  will  encourage  the  use  of 
the  new  labels,  while  minimizing  the 
cost  of  compliance  on  the  food  industry. 

The  NLEA  dictates  for  FDA  the 
timeframe  for  publication  of  the  final 
regulation.  In  order  for  FSIS  to  issue 
nutrition  labeling  regulations 
simultaneously  with  FDA.  FSIS  must 
meet  this  same  publication  timeframe. 
The  codified  portion  of  FSIS's  final 
regulations  will  cross  reference  all  the 
provisions  of  FDA's  regulations  where 
the  provisions  are  identical,  and  provide 
codified  language  only  for  those 
provisions  where  there  are  variations 
from  FDA  because  of  the  difi^erent 
products  that  FSIS  regulates.  FDA's 
final  rule  on  nutrition  labeling,  portions 
of  which  are  cross  referenced  in  this 
final  rule,  is  published  elsewhere  in  this 
issue  of  the  Federal  Register.  FSIS  plans 
to  publish,  in  the  near  future,  the 
codified  language  as  it  applies  to  meat 
and  poultry  products  in  its  entirety  in 
9  CFR  parts  317  and  381. 

The  implementation  date  for  FSIS's 
regulations  is  July  6. 1994.  The  future 


codification  of  the  regulations  fat 
nutrition  labeling  of  meat  and  poultry 
producU  into  9  CFR  part  317  and  381 
does  not  postpone  the  implementation 
of  nutrition  labeling  set  by  this  final 
rule. 

n.  Mandatcfry  Nutrition  LabeUng 

FSIS  requires  food  manufacturers  to 
obtain  prior  approval  for  the  content 
and  design  of  labeling  for  meat  and 
poultry  products  before  the  products 
may  be  marketed.  FSIS  permits  and 
MHX>urages  voluntary  nutrition  labeling 
using  formats  set  forth  in  Agency  poUcy 
memoranda.  Many  processed,  packaged 
meat  and  poultry  products  currently 
bear  nutrition  labeling.  FSIS  requires 
manufacturers  to  provide  nutrition  data 
to  substantiate  nutrition  claims. 
Additional  information,  when  necessary 
to  facilitate  consumer  understanding  of 
these  claims,  is  required. 

NAS  recommended  that  FSIS 
promulgate  regulations  which  would 
require  nutrition  labeling  for  most 
packaged  foods  under  FSIS's 
jurisdiction,  including  institutional-size 
packages  and  commodities  distributed 
through  USDA  food  programs,  and  the 
20  to  30  top  items  of  fre^frozen  meat 
and  poultry  products.  NAS  suggested 
that  values  for  the  latter  be  provided  by 
using  point-of-purchase  information 
developed  from  data  base  values. 

FSIS  s  rulemaking  activities 
addressed  ^veral  issues  surrounding 
mandatory  nutrition  labeling,  such  as: 
(1)  Statutory  authority,  (2)  exemptions 
from  mandatory  nutrition  labeling,  and 
(3)  voluntary  nutriticm  labeling  for 
single-ingredient,  raw  meat  and  poultry 
products. 

1.  Statutory  Authority.  In  the 
proposed  rule,  FSIS  stated  that  it  had 
statutory  authority  to  require  nutrition 
labeling  based  on  the  Secretary  of 
Agriculture's  determination  that  meat 
and  poultry  products,  other  than  single- 
ingredient,  raw  products,  would  be 
misbranded  in  the  absence  of  such 
information  under  section  l(n)  of  the 
FMIA  (21  U.S.C.  601(n)  (1))  and  section 
4(h)  of  the  PPIA  (21  U.S.C  453  (h)  (4)). 

There  was  considerable  opposition  to 
mandatory  nutrition  labeling  fttim  food 
manufacturers  and  trade  associations. 
Much  of  the  opposition  centered  around 
anticipated  increased  costs.  These 
commenters  indicated  that  they 
preferred  a  strictly  voluntary  program, 
citing  that  supply  and  demand  in  the 
marketplace  woidd  provide  the 
nutrition  information  wanted  by 
consumers. 

FSIS  has  concluded  that  consxmiers 
should  be  provided  nutrition  labeled 
products  to  the  extent  possible  for  all 
foods.  Because  the  nutrient  values  of 


single-ingredient,  raw  meet  and  poultry 
products  are  not  modified  through 
various  stages  of  preparation,  suc^  as 
cooking  and  heat  processing.  FSIS 
believes  that  consumers  have  reasonable 
expectations  as  to  the  nutritional 
quaUties  of  such  products.  Therefore, 
FSIS  is  est^Ushing  mandatory  nutridoo 
labeling  for  most  processed  meat  and 
poultry  products,  such  as  pumped 
turkey,  chicken  franks,  corned  beef  and 
meat  burritos.  FSIS  addresses  cost 
concerns  in  the  following  section  with 
provisions  for  a  small  business 
exemption  and  allowance  for  the  use  of 
data  bases. 

2.  Exemptions.  Many  comments  on 
the  Agency's  November  1991  proposal 
supported  the  need  for  nutrition 
labeling  of  meat  and  poultry  products, 
but  had  concerns  about  the  absence  of 
an  exemption  from  mandatory  nutrition 
labeling  for  small  businesses  for  which 
the  cost  impact  may  be  excessive. 
Therefore,  FSIS  published  a 
supplemental  proposed  rule  in  the 
March  25, 1992,  Federal  Register, 
which  asked  for  comments  on  small 
business  exemptions  and  on  the  use  of 
data  bases  and  recipe  analyses  using 
data  bases.  In  the  supplemental 
proposal,  FSIS  sought  input  on  the 
appropriate  criteria  for  determining  a 
small  business  exemption  for  meat  and 
poultry  product  manu&cturers,  such  as 
aimuai  sales  by  dollars,  pounds  of 
product,  or  units  of  product,  and  the 
relationship  between  the  level  of 
exempted  meat  and  poultry  products. 

On  April  21, 1992,  FSIS  pubUshed  a 
notice  in  the  Federal  Register  (57  FR 
14499)  asking  for  participation  in  three 
public  forums  on  the  small  business 
exemption  issues  raised  in  the  March  25 
supplemental  proposal.  Forum 
participants  were  asked  to  focus  on 
specific  issues  regarding  viable  criteria 
for  a  small  business  exemption,  the 
feasibility  of  compliance  with  various 
exemption  criteria,  and  the  effect  of 
specific  exemption  criteria  on  nutrition 
labeling  of  the  total  food  supply. 
Participants  were  free  to  also  comment 
on  other  relevant  issues  relating  to  a 
small  business  exemption. 

Public  comments  have  indicated  that, 
without  an  exemption,  the  cost  biuden 
for  small  businesses  would  be  excessive. 
Some  manufacturers  have  contended 
that  unless  an  exemption  is  estabUshed 
for  meat  and  poultry  products,  they  will 
be  forced  out  of  business  or  will  be 
forced  to  drop  unprofitable  product 
lines.  These  manufactiirers  further 
stated  that  their  volume  of  sales  or  the 
size  of  their  product  lines  do  not  make 
it  feasible  for  them  to  incur  the 
additional  costs  of  nutrition  labeling. 
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The  majority  of  trade  association  and 
industry  representatives  responding  to 
the  supplemental  rule  advocated  a  small 
business  exemption  based  on  pounds  of 
product,  with  100.000  pounds  as  the 
suggested  amount.  Also,  most 
commenters  favored  an  exemption  that 
would  be  implemented  on  a  product-by- 
product basis  to  allow  a  company  to 
stay  diverse  and  to  encourage 
production  of  unique  and  innovative 
products. 

Numerous  commenters  also  suggested 
that  each  official  establishment  be 
considered  a  separate  business.  Many 
trade  associations  and  industry 
comments  defined  a  product  as  one  that 
is  approved  on  a  single  label  request. 
However,  identical  products  with 
different  weights  would  be  considered 
the  same  product.  The  majority  of 
comments  suggested  that  the  daily 
production  records  be  used  to  evaluate 
a  company's  eligibility. 

In  addition,  commenters  suggested 
that  an  average  of  2  years  of  data  be 
used  to  establish  eligibility.  Numerous 
commenters  suggested  that  the  time 
period  allowed  to  implement  the 
nutrition  labeling  requirement,  when  a 
company  exceeds  the  exemption  limits, 
should  be  6  months  to  1  year. 

In  May  1992,  public  meetings  were 
held  in  Kansas  City.  MO,  Atlanta,  GA. 
and  San  Francisco.  CA.  At  the  Kansas 
City  forum,  the  consensus  of  the  group 
was  that  the  exemption  should  be  based 
on  poimds  of  product.  The  most 
important  factor  in  favor  of  the  pounds 
per  product  option  is  that  a  product  will 
be  exempted  based  on  each  product's 
contribution  to  the  diet;  the  level  of  the 
exemption  may  be  tied  directly  to  the 
percentage  of  the  diet  that  may  not  be 
nutrition  labeled.  Furthermore,  each 
exempted  product  is  likely  to  be  a  small 
part  of  an  individual's  annual  diet. 

In  Atlanta,  the  concept  of  a  unit-based 
exemption  was  introduced.  The  unit 
concept  is  similar  to  the  pound-per- 
product  option  and  may  be  better  for 
FDA-regulated  products  because  of  their 
wide  variation  in  weight. 

In  San  Francisco,  a  representative  of 
the  Small  Business  Administration 
suggested  using  an  exemption  that 
included  a  pound/unit  concept  in 
combination  with  the  small  business 
definition  of  500  employees  or  less.  The 
majority  of  people  attending  the  meeting 
contended  the  exemption  should  be 
based  on  pounds  and/or  units. 

FSIS  believes  an  exemption  for  small 
business  is  necessary  because 
mandatory  nutrition  labeling 
requirements  will  create  undue 
economic  hardship  and  serve  as  a 
disincentive  for  development  of  more 
nutritious  food  products.  Furthermore. 


the  burden  of  mandatory  nutrition 
labeling  may  force  some  small  firms  to 
drop  product  lines  that  would  become 
unprofitable  because  of  the  cost  of 
nutrition  labeling  and  eventually  force 
some  small  firms  out  of  business. 
Therefore,  after  reviewing  comments 
received  in  response  to  the  1990 
amendment  proposal,  comments  at  the 
nutrition  labeling  hearings,  the  pubUc 
forums  held  for  the  Smallbusiness 
exemption,  and  written  comments 
supplied  to  the  Agency,  FSIS  is 
establishing  a  small  business  exemption 
for  meat  and  poultry  processing  firms 
based  on  the  volume  of  production  in 
combination  with  the  number  of 
employees  working  at  a  firm.  To  qualify 
for  the  small  business  exemption,  a 
processor  must  produce  less  than  the 
annual  production  poundage  level  of  a 
single  food  product  and  must  employ  no 
more  than  a  specified  number  of 
employees.  For  purposes  of  the  small 
business  exemption,  a  "food  product"  is 
defined  as  a  formulation,  not  including 
distinct  flavors  which  do  not 
significantly  alter  the  nutritional  profile, 
sold  in  any  size  package  in  commerce. 

FSIS  evaluatea  several  options  in 
establishing  a  poundage  limit  for  the 
small  business  exemption,  as  discussed 
in  the  Agency's  FRIA.  This  evaluation 
was  based  on  two  objectives:  (1)  Setting 
the  limit  high  enough  so  that  the  risk 
that  any  small  business  would  have  to 
close  would  be  minimal,  and  (2)  setting 
the  limit  low  enough  so  that  the 
maximum  volume  of  total  production 
would  bear  nutrition  labeling.  FSIS 
believes  that  a  maximum  annual 
production  poundage  level  between 
100,000  and  250,000  pounds  appears  to 
best  satisfy  these  two  stated  objectives. 

Accordingly,  FSIS  has  determined 
that  the  cutoff  for  the  annual  production 
level  should  be  100.000  pounds,  phased 
in  over  a  3-year  period.  The  3-year 
phase-in  period  will  minimize  the 
impact  of  compliance  costs  to  the 
industry,  while  also  minimizing  the 
impact  of  additional  purchasing  costs  to 
consumers.  The  maximum  annual 
production  poundage  level  is  $et  at 
250,000  pounds  per  food  product  for  the 
first  year  of  implementation  of  nutrition 
labeling,  lowered  to  175,000  pounds  per 
food  product  for  the  second  year  of 
implementation,  and  lowered  finally  to 
100,000  pounds  per  food  product  for  the 
third  and  subsequent  years.  The  3-year 
phase-in  period  ultimately  achieves  the 
100,000-pound  limit  suggested  by 
industry  and  trade  association 
representatives.  In  addition.  FSIS 
estimates  an  average  food  product  line 
has  a  3-year  life.  Therefore,  the  3-year 
phase-in  period  will  accommodate  the 
many  firms  that  will  be  relabeling  their 


groducts  during  the  normal  course  of 
usiness  because  of  changed 
formulations. 

TTie  limit  on  the  number  of  employees 
at  a  firm  is  set  at  500  or  fewer 
employees,  which  is  the  Small  Business 
Administration's  definition  of  a  small 
meat  or  poultry  processing  firm.  This 
approach  will  allow  the  Small  Business 
Administration  to  assist  in  determining 
which  firms  would  qualify  for 
exemption  based  on  the  number  of 
employees. 

For  purposes  of  a  small  business 
exemption,  FSIS  defines  "business"  as  a 
single-plant  facility  or  a  company  that 
owns  multiple  facilities.  Although  most 
meat  and  poultry  firms  are  single-plant 
facilities,  a  significant  nimiber  of  firms 
are  multi-plant  companies.  These  multi- 
plant  companies  tend  to  make  labeling 
decisions  for  all  facilities  imder  their 
ownership  or  management  in  a 
centralizwl  manner.  The  qualification  of 
a  multi-plant  company  for  exemption 
firom  nutrition  labeling  entails  the  total 
annual  production  and  the  total  number 
of  employees  for  all  facilities  under  that 
multi-plant  comptmy,  not  for  each 
individual  facility.  'Thus,  if  a  multi- 
plant  company  as  a  whole  meets  both 
criteria  set  forth  in  the  small  business 
exemption,  all  facilities  under  that 
centralized  company  may  be  exempt 
from  nutrition  labeling.  Conversely,  if 
the  multi-plant  company  does  not  meet 
both  criteria  in  the  small  business 
exemption,  no  facility  under  that 
company  qualifies  for  exemption  from 
nutrition  labeling. 

Given  this  combination  approach  for 
exemption  from  nutrition  labeling.  FSIS 
estimates  that  over  90  percent  of  all 
meat  and  poultry  products,  under  the 
mandatory  nutrition  labeling  provisions, 
will  bear  nutrition  labeling  after  the  3- 
year  phase-in,  when  the  maximum 
annual  production  level  has  reached 
100.000  pounds.  FSIS  further  expects, 
that  nutrition  labeUng  will  be  included 
on  as  much  as  99  percent  of  all 
nationally  distributed  meat  and  poultry 
products  available  to  consumers 
through  supermarkets.  Again,  this  figure 
takes  into  account  all  products  that  are 
regulated  under  the  mandatory  nutrition 
labeling  regulations,  and  do  not  include 
single-ingredient  raw  meat  and  poultry 
products  that  are  under  voluntary 
nutrition  labeling. 
In  its  November  1991  proposal.  FSIS 

{>roposed  to  exempt  from  nutrition 
abeling  foods  used  for  further 
processing.  For  very  small  packages 
(less  than  V^  ounce)  and  other  than 
consumer-size  packages.  FSIS  proposed 
to  allow  nutrition  information  to  be 
provided  by  labeling  means  other  than 
a  nutrition  panel  on  the  package. 
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Although  there  were  relatively  few 
comments  addressing  this  issue,  the 
majority  of  those  that  did  comment  on 
exemptions  supported  a  blanket 
exemption  for  foods  used  in  further 
processing  and  other  than  consumer- 
size  packages. 

FSIS  believes  that  there  is  little  value 
in  requiring  nutrition  information  where 
the  consumer  will  not  see  it.  Since  other 
than  consumer-size  packages  can  be 
purchased  by  the  consumer  at  the  retail 
level,  FSIS  beUeves  it  is  more 
appropriate  to  exempt  products  that  are 
not  for  sale  to  consiuners,  regardless  of 
size,  and  allow  industry  to  determine 
when  the  product  is  to  be  used  for 
further  processing  and  not  to  be  sold,  at 
that  point,  to  consumers.  (The  term 
"consumers",  as  used  throughout  this 
document  refers  only  to  household 
consumers.)  Since  consumers  will  not 
see  the  nutrition  information  on 
products  used  for  further  processing  or 
products  that  are  not  for  sale  to 
consumers,  these  products  are  exempt 
from  nutrition  labeling. 

For  very  small  packages,  some 
oommenters  recommended  a  blanket 
exemption,  while  others  recommended 
an  increase  in  the  net  weight  for  small 
package  exemptions.  Several 
oommenters  recommended  that  FSIS 
follow  FDA's  definition  for  very  small 
packages  (i.e.,  surface  area  available  to 
bear  labeling  of  less  than  12  square 
inches).  FSIS  believes  that  it  is 
appropriate  to  retain  the  definition  of 
very  small  packages  as  individually 
wrapped  packages  of  less  than  V2  ounce 
net  weight.  The  Agency  does  not 
currently  require  packages  of  meat  or 
poultry  products  weighing  less  than  y^ 
ounce  to  bear  a  net  weight  statement  (9 
CFR317.2(h){9)(ii)and 
381.121(c)(9)(ii)).  In  order  to  provide 
consistency  with  this  net  weight 
labeling  policy,  FSIS  is  adopting  the 
proposed  definition  of  very  small 
packages  as  individually  wrapped 
packages  of  less  than  Vz  ounce  net 
weight.  However,  since  these  products 
are  such  an  insignificant  part  of  the  diet, 
FSIS  is  exempting  very  small  packages 
from  nutrition  labeling  requirements, 
provided  that  no  nutrition  claim  is 
made  on  the  labeling.  If  a  nutrition 
claim  is  made  on  the  label  of  very  small 
packages,  all  nutrition  labeling 
requirements  must  be  satisfied  by 
printing  the  information  on  the  labeling. 

Based  on  comments  it  received  on  its 
proposal,  FDA  concluded  that  there  was 
adequate  justification  for  allowing  some 
flexibility  for  food  in  an  intermediate 
size  package  group  of  between  12  and 
40  square  inches.  In  this  intermediate 
size  package  range,  FDA  is  allowing  for 
the  use  of  a  linear  format,  making  the 


daily  reference  values  (DRV's)  optional, 
allowing  for  abbreviations,  and  allowing 
for  required  information  to  appear  on 
other  label  panels  adjoining  the 
principal  display  panel  or  the 
information  panel.  FSIS  has  reviewed 
FDA's  summary  of  the  comments 
received  on  this  issue,  and  agrees  that 
there  may  be  situations  that  warrant  a 
modified  nutrition  label.  Accordingly, 
FSIS  will  allow  a  modified  nutrition 
label  for  packages  with  a  total  surface 
area  available  to  bear  labeling  of  40  or 
less  square  inches.  In  addition,  on  a 
case-by-case  basis,  FSIS  will  consider 
allowing  a  modified  nutrition  label  for 
packages  larger  than  40  square  inches 
that  have  a  surface  area  which  precludes 
the  presentation  of  the  full  nutrition 
label. 

Numerous  commenters  raised  the 
issue  of  custom  services  and  were 
concerned  about  the  status  of  these 
services  with  respect  to  nutrition 
labeling  products.  FSIS  has  determined 
that  custom  services,  such  as  custom 
slaughter  or  custom  processing,  should 
be  exempt  from  nutrition  labeling 
requirements  since  such  services  are 
performed  solely  for  individuals. 

Several  commenters  stated  that 
products  intended  for  export  should  be 
exempt  from  nutrition  labeling 
requirements.  Such  products  are  not 
covered  under  this  final  rule  because 
they  are  labeled  according  to  the 
requirements  of  the  country  where  the 
product  is  to  be  exported.  This  final  rule 
sets  forth  this  exception  to  mandator)^ 
nutrition  labeling. 

Although  the  FSIS  proposal  did  not 
specifically  address  the  issue  of  food 
products  served  in  restaurants,  the 
Agency  did  receive  several  comments 
from  trade  associations  and  retailers. 
Restaurant  menus  generally  do  not 
constitute  labeling  or  fall  vnthin  the 
scope  of  these  regulations. 

FSIS  has  historically  provided  for 
certain  retail  exemptions,  as  prescribed 
in  9  CFR  303.1  and  381.10.  However, 
the  adulteration  and  misbranding 
provisions  of  the  FMIA  and  PPIA,  as 
well  as  related  regulations,  still  apply  to 
such  retail  exempted  product.  FSIS  has 
determined,  based  on  experience  and  on 
comments,  that  it  would  be  impractical 
to  enforce  nutrition  labeling 
requirements  on  products  prepared  or 
served  at  retail.  In  addition,  FSIS  has 
concluded,  based  on  review  of  National 
Food  Consumption  Survey  (NFCS)  data, 
the  average  person's  diet  consists  of  an 
insignificant  proportion  of  ready-to-eat, 
retail  packaged  or  processed  products. 

Accordingly.  FSIS  is  exempting  from 
mandatory  nutrition  labeling  (1)  ready- 
to-eat  products,  such  as  sliced  bologna, 
that  are  packaged  or  portioned  at  a  retail 


store  or  similar  retail-type 
establishment;  and  (2)  multi-ingredient 
products,  such  as  sausage,  that  are 
processed  at  a  retail  store  or  similar 
retail-type  estabUshment,  provided  the 
labels  or  the  labeling  of  these  products 
bear  no  nutrition  claims  or  nutrition 
information. 

FSIS  anticipates  that  most  meat  and 
poultry  products  in  gift  packs  will  fell 
imder  the  small  business  exemption. 
FSIS  also  believes  that  gift  packs  play  a 
ve^  minor  role  in  the  overall  diet. 
Although  FSIS  does  not  agree  with 
those  commenters  who  stated  that  gift 
packs  should  be  exempt  frtim  nutrition 
labeling,  this  final  rule  provides  that 
nutrition  information  for  gift  packs  may 
be  shown  at  a  location  other  than  on  the 
gift  pack  label,  unless  a  nutrition  claim 
is  made  on  the  labeling  of  such 
products.  For  example,  nutrition 
information  may  be  provided  on  a 
package  insert. 

3.  Voluntary  Nutrition  Labeling.  FSIS 
proposed  to  permit  volimtary  nutrition 
labeling  on  single-ingredient,  raw  meat 
and  poultry  products,  including  those 
that  have  been  previously  frozen. 
Products  such  as  groimd  beef,  chicken 
breasts,  and  whole  turkeys  would  be  in 
the  voluntary  program.  Under  the 
proposed  rule,  manufacturers  electing  to 
provide  nutrition  information  on  the 
label  of  these  products  would  be  subject 
to  all  requirements  of  the  mandatory 
nutrition  labeling  program,  except  that 
nutrition  labeling  for  the  voluntary 
program  could  be  declared  on  the  basis 
of  "as  consumed"  or  "as  packaged", 
rather  than  required  to  be  declared  on 
an  "as  packaged"  basis  as  is  the  case  for 

f>roducts  under  the  mandatory  nutrition 
abeling  program. 

Several  commenters  requested 
clarification  of  whether  single- 
ingredient,  raw  kosher  meat  and  poultry 
products  would  be  included  in  the 
voluntary  program.  These  products  are 
considered  to  fall  within  the  definition 
of  single-ingredient,  raw  products,  and, 
thus,  are  included  in  the  voluntary 
program.  Commenters  tended  to  support 
a  voluntary  program  similar  to  FDA's 
voluntary  program  for  raw  fruit,  raw 
vegetables,  and  raw  fish.  After 
reviewing  the  various  comments 
received,  FSIS  believes  that  a  voluntary 
nutrition  labeling  program  for  single- 
ingredient,  raw  meat  and  poultry 
products  is  the  best  approach.  . 

Commenters  supported  the  Agency's 
proposal  to  incorporate  point-of- 
purchase  materials  in  the  voluntary 
program.  Examples  of  the  use  of  point- 
of-purchase  materials  to  display 
nutrition  information  may  include  large 
placards  (e.g.,  wall  posters,  signs,  and 
aisle  hangings).  The  nutrition 
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information  may  be  supplemented  by 
videos,  live  demonstrations  or  other 
media.  If  a  nutrition  claim  is  made  on 
point-of-purchase  materials  that  are 
labeled  under  the  FKflA  and  the  PPIA, 
all  of  the  requirements  of  the  mandatory 
nutritiffli  labehng  program  apply. 
However,  if  only  nutrition 
information — and  not  a  nutrition  . 
claim — is  supplied  on  point-of-purchase 
materials:  (a)  The  requirements  of  the 
mandatory  nutrition  labeling  program, 
apply  but  the  nutrition  information  may 
be  supplied  on  "as  packaged"  or  "as 
consumed"  basis:  (b)  the  listing  of 
DRV's  is  voluntary;  and  (c)  the  point-of- 
purchase  materials  are  not  subject  to 
any  of  the  format  requirements.  FSIS 
will  not  require  the  listing  of  DRV's  on 
puint-of-purchase  materials  which  do 
r)t  make  nutrition  claims  because  there 
w  il  be  limited  space  in  grocer>-  stores 
ii.id  supermarkets  to  display  such 
nutrition  information.  Also,  the  Agency 
does  not  believe  there  is  one  most 
effective  format  for  the  presentation  of 
nutrition  information  in  point-of- 
purchase  materials.  Currently  point-of- 
purchase  nutrition  information 
materials  have  many  different  formats. 
The  Agency  is  not  aware  of  any  studies 
that  show  one  format  to  be  more 
effective  than  another. 

FSIS  proposed  to  survey  food  retailers 
on  actions  taken  to  provide  consumers 
with  nutrition  information  on  products 
described  in  the  voluntary  program. 
FSIS  will  survey  for  "significant 
participation"  rather  than  follow  FDA's 
review  of  "substantial  compliance"  of 
the  voluntary  guidelines.  Because  FSIS 
does  not  have  a  statutory  mandate  as 
provided  to  FDA  under  the  NLEA,  FSIS 
proposed  different  terminology  to  refer 
to  its  review  of  the  voluntary  program. 
FSIS  will  follow  FDA's  planned  2-year 
evaluation  cycle  of  the  voluntary 
program,  and  will  issue  its  first  report 
of  survey  findings  on  the  voluntary 
program  by  May  1995.  FSIS  initially 
proposed  to  implement  both  the 
voluntary  and  the  mandatory  nutrition 
labeling  programs  in  May  of  1993. 
However,  FSIS  has  delayed  the  effective 
date  of  the  nutrition  labeling  programs 
until  18  months  from  publication  of  this 
final  rule.  Therefore,  FSIS  will  not  begin 
surveying  for  significant  participation 
until  the  effective  date  of  this  final  rule. 
FSIS  will  reevaluate  for  significant 
participation  every  2  years  thereafter.  If 
the  Agency  determines,  during  any 
evaluation  of  its  voluntary  guidelines, 
that  significant  participation  does  not 
exist,  the  Agency  will  initiate  proposed 
rulemaking  to  determine  whether  it 
would  be  beneficial  to  require  nutrition 
labeling  on  single-ingredient,  raw  meat 


and  poultry  products.  The  guidelines 
will  remain  in  effiect.  however,  as  long 
as  significant  participation  exists. 

Inoividual  stores  selected  for 
evaluation  of  the  guidelines  %vill  be 
foimd  to  be  participating  at  a  significant 
level  if  (1)  the  store  provides  nutrition 
labeling  information  for  at  least  90 
percent  of  the  major  cuts  of  single- 
ingredient,  raw  meat  and  poultry 
f)roducts  that  it  sells,  such  as  those 
isted  in  Table  1.  including  those  that 
have  been  previously  frozen;  and  (2) 
nutrition  labeling  information  is  in 
accordance  with  the  guidelines 
described  in  the  regulations. 

FSIS  will  use  a  representative  sample 
of  stores  to  obtain  the  information 
necessary  to  assess  participation.  The 
distribution  of  the  sample  of  stores  shall 
cover  all  chain  companies  and  a 
representative  sample  of  independent 
companies.  FSIS  further  proposed  that 
significant  piarticipation  by  food 
retailers  exists  if  at  least  60  percent  of 
the  companies  that  are  evaluated  are 
participating  in  accordance  with  the 
guidelines. 

There  were  few  comments  addressing 
the  proposal  for  measuring  significant 
participation.  Several  commenters 
supported  the  Agency's  proposal,  while 
those  that  disagreed  with  the  proposal 
did  not  support  measuring  for 
significant  participation.  Two  consumer 
groups  that  disagreed  with  the  proposal 
expressed  a  different  viewpoint,  i.e.,  the 
Agency  should  require  a  higher 
percentage  of  participation  than  the 
proposed  60  percent. 

FSIS  believes  it  is  important  to 
provide  nutrition  information  to 
consumers  and,  to  the  extent  possible, 
harmonize  with  FDA's  voluntary 
program  for  raw  fruit,  raw  vegetables, 
and  raw  fish.  To  meet  the  60  percent 
criterion,  over  half  of  the  covered  stores 
will  provide  nutrition  information.  In 
addition,  FSIS  believes  that,  by  allowing 
for  the  use  of  point-of-purchase 
materials,  retailers  will  be  able  to 
provide  consumers  with  the  necessary 
nutrition  information.  Therefore,  FSIS  is 
adopting  the  proposed  standard  for 
significant  participation. 

The  FSIS  proposal  identified  45  major 
cuts  of  meat  and  poultry  that  would  be 
used  to  measure  significant 
participation  in  the  voluntary  program 
and  requested  comments  on  the  list. 
Very  few  commenters  addressed  this 
issue.  However,  those  that  commented 
generally  supported  the  proposed  list. 
One  commenter  that  generally  disagreed 
with  the  proposed  list  suggested  that  the 
list  omitted  several  of  the  more  popular, 
fattier  cuts  and  included  leaner,  less 
popular  cuts  of  meats.  FSIS  attempted  to 
identify  representative  cuts  based  on 


USDA  nutritional  studies.  Poultry  Nutri- 
Facts  and  Meat  Nutri-Facts  programs. 
The  list  in  no  way  restricts  retailers 
from  providing  additional  nutrition 
information  on  other  cuts  of  meat  and 
poultry.  FSIS  encourages  retailers  to 
provide  nutrition  information  on  other 
cuts  of  meat  and  poultry  t9  meet 
changing  consumer  needs. 

One  company  requested  that  necks 
and  giblets  be  excluded  from  the  whole 
bird  nutrient  profile  listing,  stating  that 
consumers  frequently  do  not  prepare 
these  items  nor  do  they  consume  them 
as  part  of  the  bird.  In  addition,  it  was 
requested  that,  at  the  manufacturer's 
option,  the  whole  bird  nutrient  profile 
for  turkeys  be  listed  as  white  and  dark 
meat. 

Manufacturers  currently  label  turkeys 
with  two  nutrient  panels — one  for  white 
meat  and  one  for  dark  meat.  FSIS 
believes  it  is  reasonable  id  exclude  the 
necks  and  giblets  from  the  whole  bird 
when  listing  the  nutrient  profile.  FSIS 
will  permit  manufacturers  to  continue 
the  option  of  labeUng  turkeys  with  two 
panels.  These  minor  revisions  are 
reflected  in  Table  1  and  in  the  final  rule. 

Table  1.— Major  Cuts  of  Meat  and 
Poultry 


1.  Whole  CNcken' 

2.  Chicken  Breast 

3.  Chicken  Wing 

4.  Chicken  Drumstick 

5.  Chicken  Thigh 

6.  Whole  Turkey* 

7.  Turkey  Breast 

8.  Turkey  Wing 

9.  Turkey  Drumsttek 

10.  Turkey  Thigh 

1 1 .  Beef  Chuck  Biade  Roast 

12.  Beef  Loin  Top  Loin  Steak 

13.  Beet  Rib  Roast  Large  End 

14.  Beet  Round  Eye  Round  Steak  ' 
15  Bee<  Round  Top  Round  Steak 

16.  Beet  Round  Tip  Roast 

17.  BeeJ  Chuck  Arm  Pot  Roast 

18.  Beef  Loin  SUMn  Steak 

19.  Beef  Hound  Bottom  Round  Steak 

20.  Beef  Brisket  (Whole,  Flat  Halt,  or  PoW  Half) 

21.  Beef  Rib  Sisak  Small  Er>d 

22.  Bee<  LoWi  Tendertoln  Steak 

23.  Ground  Bee(  Regular,  m/o  added  saasonkH) 

24.  Ground  Beel  Extra  Lean,  w/o  added  seasoning 

25.  Pork  Loin  Chop 

26.  Pork  Loin  Country  Styte  Rfes 

27.  Pori(  Lom  Top  Loin  Chop  Boneiess 

28.  Pork  Loin  Rib  Chop 

29.  Pork  Spareribs  . 

30.  Pork  Loin  Tendertoln 

31.  Pork  Loin  Sirtoln  Roast         I 

32.  Pork  Shoukler  Blade  Steak 

33.  Pork  Loin  Top  Roast  I 

34.  Ground  Pork 

35.  Lamb  Shank 

36.  Lamb  ShouMer  Arm  Chop 

37.  Lamb  Shoukter  Biade  Criop 
36.  Lamb  Rib  Roast 

39.  Lamb  Loin  Chop  I 

40.  Lamb  Leg  (Whole.  Strtoln  HAIf,  or  Shank  Half) 

41.  Veal  Shoukier  Arm  Steak 

42.  Veal  Stxxiktor  Blade  Stsak 
43  Veal  Rib  Roast 


iBortelese 
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Table  1.— Major  Cuts  of  Meat  and 
Poultry— Continued 


44  Veal  Loin  Chop 
45.  Veal  Cutlets 


'VWhout  neck  and  git)W».  .    , 

'Without  n«ck  and  goiet*.  Saparal*  nulriwtt  pwwis  tor 
wtiH*  and  dvk  meat  pemnnad  a*  an  ofMon. 

in.  Nutrition  Label  Content 

The  NLEA  mandates  that  the  amount 
of  the  foUovdng  food  constituents  be 
included  on  the  labeling  of 
nonexempted  food  products;  Calories 
derived  from  any  source,  calories 
derived  from  the  total  fat.  total  fat, 
saturated  fat,  cholesterol,  total 
carbohydrate,  complex  carbohydrates, 
sugars,  dietary  fiber,  protein,  and 
sodium.  Also  required  to  be  included  is 
any  mineral,  vitamin,  or  other  nutrient 
required  to  be  placed  on  the  label  or 
labeling  before  October  1. 1990,  if  the 
Secretary  of  Health  and  Human  Services 
(HHS)  determines  that  such  information 
will  assist  consumers  in  maintaining 
healthy  dietary  practices.  The  NLEA 
allows  FDA,  by  regulation,  to  add  other 
nutrients  to  the  list  of  nutrients  that 
diould  be  included  on  the  labehng  of 
foods  subject  to  the  NLEA,  if  this  will 
help  consumers  to  maintain  healthy 
dietary  practices.  It  allows  FDA,  by 
regulation,  to  remove  nutrients  required 
to  be  listed,  if  the  Secretary  of  HHS 
determines  that  the  information  relating 
to  the  nutrient  is  not  necessary  to  assist 
consumers  in  maintaining  healthy 
dietary  practices.  The  NLEA  specifies 
that  a  simplified  nutrition  label  format 
is  to  be  used  when  a  food  contains 
insignificant  amounts  of  more  than  one- 
half  of  the  nutrients  required  to  be 
listed. 

In  its  November  1991  proposal.  FSIS 
proposed  to  establish  a  list  of  15 
required  nutrients  which  are:  Calories, 
calories  ft-om  total  fat,  total  fat,  saturated 
fat,  cholesterol,  total  carbohydrate, 
complex  carbohydrate,  sugars,  dietary 
fiber,  protein,  sodium,  vitamin  A, 
vitamin  C,  calcium,  and  iron.  In 
addition,  FSIS  proposed  to  adopt  FDA's 
proposed  list  of  nutrients  as  mandatory 
or  voluntary  components  of  nutrition 
labeling,  definition  of  nutrients, 
definition  of  insignificant  amounts,  and 
increments  for  declaring  nutrients,  in 
the  interest  of  harmonizing  with  FDA. 
FSIS  and  FDA  received  numerous 
comments  on  these  issues.  Both 
agencies  reviewed  and  discussed  all 
comments,  and  after  consideration, 
based  their  decisions  regarding  the  list 
of  nutrients  on  the  agencies'  discussion 
of  comments.  The  following  discussion 
addresses  comments  received 

concerning  various  nutrients. 


1.  Saturated  fat.  In  the  proposal,  FSIS 
defined  saturated  fat  as  the  sum  of 
lauric  {C12),  myristic  (C14),  palmitic 
(C16).  and  stearic  (Cl8)  acids.  FSIS 
requested  comments  on  the  inclusion  of 
stearic  acid  in  the  definition  of  saturated 
fat. 

Most  of  the  comments  received  on  the 
definition  of  saturated  fat  supported 
excluding  stearic  acid,  stating  that  the 
proposed  definition  would  be 
detrimental  to  red  meat  products  and 
would  serve  no  health  benefit  to 
consumers.  A  manufacturer  supporting 
the  inclusion  of  stearic  acid  in  the 
definition  of  saturated  fat  stated  that  it 
has  not  been  confirmed  that  stearic  add 
lowers  serum  cholesteroL 

FDA  also  received  a  number  of 
comments  concerning  the  definition  of 
saturated  fat.  There  is  substantial 
evidence  that  diets  low  in  saturated 
fatty  acids  are  associated  with  decreased 
levels  of  blood  cholesterol,  reduced 
risks  of  coronary  heart  disease  and 
atherosclerotic  disease  and  may  help  to 
lower  total  fat  intake,  which  may  be 
associated  with  risks  of  cancer  and 
obesity.  For  these  reasons,  FSIS  and 
FDA  agreed  with  the  comments 
supporting  the  definition  of  saturated  fat 
as  the  sum  of  all  fatty  acids,  including 
stearic  acid,  without  double  bonds. 
Although  the  definition  for  saturated  fat 
includes  stearic  acid,  a  near  consensus 
has  been  reached  that  stearic  acid  does 
not  have  the  same  serum  cholesterol- 
raising  effect  as  the  three  other  saturated 
fatty  acids — myristic,  palmitic,  and 
lauric  acids.  To  provide  consumers  with 
factual  information  concerning 
saturated  fats  that  do  not  have  a 
cholesterol-raising  effect,  FSIS  is 
allowing  for  the  voluntary  declaration  of 
stearic  acid  as  a  subcomponent  of 
saturated  fat. 

2.  Dietary  fiber.  Food  manufacturers 
and  trade  associations  strongly  objected 
to  requiring  the  declaration  of  dietary 
fiber  content.  These  commenters 
contended  that,  because  meat  and 
poultry  products  are  generally  not 
meaningful  sources  of  dietary  fiber, 
disclosure  would  be  of  limited  value  to 
consumers. 

While  whole  muscle  cuts  may  contain 
no  dietary  fiber,  FSIS  believes  that  some 
breaded  and  meal-type  products  may 
contain  substantial  amounts  of  dietary 
fiber.  FSIS  is  requiring  the  declaration 
of  total  dietary  fiber  content,  based  on 
the  well  documented  role  of  dietary 
fiber  in  maintaining  normal  bowel 
function.  Different  physiological  effects 
are  associated  with  soluble  and 
insoluble  dietary  fibers,  and  consumers 
have  expressed  an  interest  in  knowing 
these  types  of  fibers  in  foods.  However, 
no  quantitative  guidelines  for  daily 


intakes  of  soluble  and  insoluble  fiber 
components  have  been  provided. 
Therefore,  FSIS  is  permitting  the 
voluntary  declaration  of  insoluble  and 
soluble  fiber  components  unless  a 
nutrient  content  claim  on  fiber  is  made. 

3.  Total  carbohydrate.  FSIS  proposed 
to  define  total  carbohydrate  to  exclude 
dietary  fiber.  Because  dietary  fiber 
includes  components  of  carbohydrate 
that  cannot  be  digested  by  humans,  the 
proposed  definition  of  total 
carbohydrate  did  not  include  the 
components  of  carbohydrate  that 
generally  do  not  contribute  calories  to 
the  diet.  One  comment  stated  that  there 
was  no  justification  for  excluding 
dietary  fiber  from  total  carbohydrate 
values. 

Based  on  comments,  FSIS  and  FDA 
concluded  that  excluding  dietary  fiber 
from  carbohydrate  is  inconsistent  with 
established  methods  of  reporting  food 
composition,  confuses  the  issue  of 
calculating  energy  content,  and  will 
decrease  consiuner  understanding  of 
label  information.  Therefore,  dietary 
fiber  is  included  in  the  definition  of 
total  carbohydrate. 

4.  Complex  carbohydrate  and  sugars. 
Food  manufacturers  and  trade 
associations  opposed  the  mandatory 
listing  of  complex  carbohydrate  and 
sugars  (including  sugeir  alcohols)  on  the 
label.  These  commenters  stated  that  in 
most  meat  and  poultry  products, 
complex  carbohydrate  and  sugars  are 
present  in  small  amounts  or  not  at  all. 

In  the  interest  of  harmonization  with 
FDA,  FSIS  is  requiring  the  declaration 
of  grams  of  sugars.  Additionally,  FSIS  is 
limiting  the  definition  of  sugars  to  free 
mono-  and  disaccharides. 

FSIS  proposed  that  complex 
carbohydrate  be  defined  as  the  sum  of 
dextrins  and  starches.  Thus,  complex 
carbohydrate,  as  defined,  includes  those 
carbohydrate  components  that  contain 
10  or  more  saccharide  units  (exclusive 
of  dietary  fiber). 

There  was  opposition  to  the  proposed 
definition  of  complex  carbohydrate.  One 
manufacturer  commented  that 
excluding  dietary  fiber  from  the 
definition  of  complex  carbohydrate  has 
no  scientific  rationale,  since  dietary 
fiber  is.  by  chemical  composition,  a 
complex  carbohydrate.  Several 
commenters  were  concerned  that 
currently  there  is  insufficient 
methodology  for  determining  sugars  and 
complex  carbohydrates. 

FSIS  believes  that  the  inclusion  ef 
dextrins  and  saccharide  imits  of  10  or 
more  within  the  definition  of  complex 
carbohydrate  may  inappropriately 
classify  the  relatively  low  molecular 
weight  carbohydrates  in  some  nutritive 
sweeteners  as  complex  carbohydrate. 
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Additionally,  from  a  compliance 

fjerspective,  available  and  widely  used 
aboratory  methods  provide  for  the 
analysis  of  carbohydrate  in  foods  in  a 
manner  that  may  not  be  sufficiently 
specific  for  regulatory  purposes. 

Based  on  review  of  the  comments 
submitted,  FSIS  concxKS  with  FDA  that 
it  is  more  appropriate  (o  replace  the 
term  "complex  carbohydrate"  with  the 
term  "other  carbohydrate"  which  would 
be  defined  as  the  difference  between 
total  carbohydrate  and  the  sum  of 
dietary  fiber  and  sugars,  or  if  sugar 
alcohol  is  declared,  the  difference 
between  total  carbohydrate  and  the  sum 
cf  dietary  fiber,  sugars,  and  sugar 
alcohol.  In  harmonization  with  FDA, 
FSIS  is  allowing  for  the  declaration  of 
other  carbohydrate  on  a  voluntary  basis. 

FSIS  proposed  to  define  "sugars." 
including  sugar  alcohol,  as  free  mono- 
and  oligosaccharides  (and  their 
derivatives)  that  contain  four  or  fewer 
saccharide  units.  This  definition 
includes  tri-  and  tetrasaccharides.  Most 
of  the  comments  on  this  issue  objected 
to  the  proposed  definition  of  sugars, 
sloting  that  sugars  should  be  defined  to 
include  only  mono-  and  disaccharides. 
One  opposing  commenJer  stated  that  the 
definition  differed  from  that  used  by 
Canada,  the  Codex  Alimentarius 
Commission  and  the  European 
Economic  Community.  Two 
commenters  suggested  that  including 
sugar  alcohols  in  the  definition  of  sugars 
is  inappropriate  because  sugar  alcohols 
do  not  have  the  nutritional  and 
n  elabolic  effects  of  sugars,  such  as 
g'urose. 

FSIS  is  aware  that  the  proposed 
dt^finiiicn  differs  from  that  used  by 
Canada,  the  Codex  Alimentarius 
Commission,  and  the  European 
Economic  Community,  all  of  which 
limit  the  definition  of  sugars  to  mono- 
ard  disaccharides.  FSIS  agrees  that  it  is 
n  ore  appropriate  to  exclude  si'gar 
alcuhcls  from  the  definition  of  sugars. 
FSIS  is  allowing,  on  a  voluntary  basis, 
the  separate  declaration  of  the  number 
of  grams  of  sugar  alcohols  or. 
alternatively,  if  only  one  sugar  alcohol 
is  present  in  the  food,  the  name  of  the 
specific  sugar  alcohol.  If  sugar  alcohols 
are  present  but  not  listed,  they  are 
included  in  other  carbohydrates. 
Declaration  of  sugar  alcohols  is 
mandatx>ry  when  claims  are  made 


relative  to  sugar  alcohols  or  to  sugars 
when  sugar  alcohols  are  present. 

5.  Protein.  FSIS  proposed  to  require 
that  the  label  for  any  food  contain  the 
statement  "not  a  significant  source  of 
protein"  immediately  adjacent  to  the 
protein  content  regardless  of  the  actual 
amount  of  protein  present  if  the  food  (a) 
intended  for  adults  and  children  4  or 
mora  years  of  age.  has  a  protein  quality 
value  that  is  a  protein  digestibility- 
corrected  amino  acid  score  of  less  than 
20  expressed  as  a  percent,  (b)  intended 
for  children  greater  than  1  but  less  than 
4  years  of  age.  has  a  protein 
digestibility-corrected  amino  acid  score 
of  less  than  40  percent  of  casein,  or  (c) 
intended  for  infants,  has  a  protein 
quality,  as  measiued  by  protein 
efficiency  ratio,  of  less  than  40  percent 
of  the  reference  standard  (casein). 

Based  on  comments  received,  FDA 
concluded  that  the  amino  acid  pattern 
for  children  1  to  4  years  of  age  should 
be  the  same  as  the  amino  add  reference 
pattern  for  2-  to  5-year  old  children. 
FSIS  agrees,  and  is  removing  casein  as 
a  reference  standard  for  foods  intended 
to  be  for  children  older  than  1  year  but 
younger  than  4  years  of  age. 

One  commenter  stated  that  it  was 
important  to  harmonize  with  FDA  on 
protein  quality.  Another  company 
opposed  use  of  the  statement  "not  a 
significant  source  of  protein"  citing  that 
there  is  no  evidence  of  protein 
malnutrition  in  the  United  States. 

The  Agency  is  retaining  this 
requirement  because  there  is  a  need  to 
protect  the  consumer,  especially  a 
young  child,  from  inadequate  nutrition 
from  the  use  of  poor  quality  protein. 
FSIS  proposed  that  declaration  of 
protein  content  calculated  as  a  percent 
of  the  recommended  daily  intake  (RDI) 
be  voluntar>'  for  foods  intended  for 
consumption  by  adults  and  children  4 
or  more  years  of  age  unless  a  protein 
claim  is  made  for  the  food.  However,  the 
Agency  also  proposed  that  nutrition 
labeling  on  foods  intended  for  infants 
and  children  less  than  4  years  of  age 
contain  a  mandatory  statement  of 
protein  content  expressed  as  a  percent 
of  the  RDI. 

The  label  reference  value  for  protein 
for  adults  and  children  4  or  more  years 
of  age  has  been  established  as  a  DRV 
rather  than  a  RDI  because  the  label 
reference  value  for  protein  for  this  age 


group  is  now  being  based  on  percent  of 
calories.  However,  because  FDA  did  not 
propose  DRV's  for  infants,  children  less 
than  4  years  of  age,  pregnant  and 
lactating  women,  the  protein  label 
reference  values  for  these  groups  remain 
as  RDI's. 

One  commenter  recommended  that 
protein  expressed  as  a  percentage  of  RDI 
be  voluntary  for  all  foods  unless  a 
protein  claim  is  made.  Another 
commenter  disagreed  stating  that  the 
mandatory  listing  of  protein  as  a  percent 
of  RDI  would  provide  consumers  with 
knowledge  of  when  protein 
requirements  are  met  and  also  exceeded. 

Because  current  evidence  suggests 
that  the  diet  typically  within  the  U.S. 
provides  for  an  adequate  intake  of 
protein  of  sufficiently  high  biological 
quality.  FSIS  is  allowing  but  not 
requiring  the  voluntary  declaration  of 
protein  content  calculated  as  a  percent 
of  the  DRV  for  foods  represented  for 
consumption  by  adults  and  children  4 
or  more  years  of  age  unless  a  protein 
claim  is  made  for  the  food.  Ftirthermore, 
the  Agency  is  requiring  that  nutrition 
labeling  on  foods  represented  for  use  by 
infants  and  children  less  than  4  years  of 
age  contain  a  mandatory  statement  of 
protein  content  expressed  as  a  percent 
of  the  RDI. 

6.  Vitamins  and  minerals.  Public 
concern  for  thiamin,  riboflavin,  and 
niacin  has  lessened  considerably  in  the 
last  20  years.  The  Agency  received  only 
one  comment  stating  that  these  vitamins 
should  be  required.  Therefore,  the 
Agency  is  making  the  declaration  of 
thiamin,  riboflavin  and  niacin 
voluntary,  unless  a  claim  is  made  for 
them. 

7.  Nutrient  components.  FSIS  and 
FDA  received  numerous  comments  on  a 
variety  of  issues  concerning  nutrient 
components.  Both  agencies  have 
carefully  reviewed  and  assessed  the 
comments  and  discussed  the  merit  of 
these  comments.  Accordingly.  FDA  has 
made  changes  in  its  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  FSIS  is  adopting  the  agreed 
upon  changes  since  both  agencies  are 
committed  to  providing  consumers  with 
the  most  consistent  food  labeling  sj'Stem 
possible.  The  following  tables  list  the 
voluntary  and  mandatory  nutrient 
components. 


UMI 
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Table  2.— HAAMOATORv/VcxjUffrAnY  Nutrients 


Nutrlants 


Catories 


Catories  from  (It 

Calories  from 

sat  fat. 
Toai  Fat 

Saturated  Fat  ... 

Stearic  Add 


PolyunsatuaMd 
fatandmono- 
unsatucatad 
tat 

Cholestarol 


Sodium 

Potassium  ..„. 

Total  Caitw- 

hydrate. 
DteiUty  FIlMr . 


Solut)l«  FlMT  ... 
lnsolut)le  Ftoer . 
Sugars 

Sugar  Alcohols 

Other  Caito- 
hydrates. 


ktendatoiy 
(M),  Vol- 
uniatyOO 


Protein 


Vitamin  A. 

I 

VlAmm  G  . 
Cadum  ... 


IfOI 


M 

M 
V 
U 
M 
V 
V 

M 

M 

V 

M 

M 

V 
V 
M 

V 

V 

M 


M 


M 


M 


M 


Cora  nutrient 


Unlls 


Calories 

Calories 

Calories 

gm 

gm 

gm 

gm 

fng 

mg 

mg 

gm 

gm 

gm 
gm 
gm 

gm 

gm 

gm 


%RDI 


%RDI 


%RD1 


%RDI 


Increments  rounding 


5  cal  <=50  cal  ..- 
10  cal  >S0  cal 


5  cal  <=50  cal 

10  cal  >  50  cal 

5  cal  <=50  cal 

10  cal  >  50  cal 

Naaraat  .5  gram  tMiow  3  gfims 

nearest  gram  above  3  grama. 
Nearest  .5  gram  below  3  grama 

r>earest  gram  above  3  grama. 
Nearest  .5  gram  below  3  grams 

nearest  gram  above  3  grams. 
Nearest  .5  gram  below  3  grama 

nearest  gnm  above  3  grama. 


IreigriTlcant 
amount 


Nearest  .5mg 


5mg<>ii40mg 
10  mg>140  mg 
5  mg  <si40  mg 
10mg>140mg 
Nearest  gram  .... 


Nearest  gram 

Nearest  gram 
Nearest  gram 
Nearaslgram 

Nearest  gram 

Neatest  gram 


Nearest  gm 


Nearest  2%  <=:10% . 
Nearest  5%  > 
10%<=50% 
Nearest  10%  >50% 
Nearest  2%  <=10%  . 
Nearest  5%  > 
10%<=50% 
Nearest  10%  >50% 
Nearest  2%  <^^0% . 
Nearest  5%  > 
10%  <=50% 
Nsaisst  10%  >S0% 
Nearest  2%  <=10% . 
Nearest  5%  > 
10%<=50% 
Nearest  10%  >50% 


<5cal 

<5cal 

<5cal 

<.5gm 

<.5gm 

<.5gm 

<.5gm 

<2mg 

<5mg 

5mg 

<1  gm 

<1  gm 

<.5  gm 
<.5gm 
<.5gm 

<.5gm 

<.5gm 

<1  gm 


<2%R0t 


<2%R0I 


«2%RDI 


<2%R0I 


Daflnitlon 


Other 


Maybe  Mad  on  WmI 
asldlQiulM(l()or<an- 
eigy)  in  addMon  to 

caloies. 


Total  lipid  fatty 


SumofMMtyacidi 
vvHhout  doubto  bonds. 


Al  caitx)hydrates  In- 
cluding dietary  fiber. 

Sum  of  soluble  and  Irv 
soiublaMMr. 


Sum  of  an  free  mom 
and  dtoaocharldea. 

Sum  of  al  approved 
sugar  aloohola. 

Al  cartx>f«ydrates  ex- 
cept sugars,  sugar  al- 
cohols (It  not  de- 
darad),  and  dietary 
fiber. 

Voluntarily  state  as  % 
of  RD1  or  DRV.  be- 
comes mandatory  lor 
foods  tor  Infants  and 
childran  less  than  4 
years. 


2-5  mg  may  stale 
thanSmg". 


toW:  Al  voluntary  nutrients  becoma  mandator  K  a  claim  is  made  regarding  the  nutrient  or  one  of  Us  tubcomponenu. 

Table  3.—  Mandatory/Voluntary  RDI  Chart 


Nutrient 


t^itamin  A  „ 
Vitamin  C  .. 

Calchim 

Iran 

Vitamin  D  .. 
Vitamin  E  .. 

Thiamifi 

Riboflavin  .. 

Niacin 

Vitamin  B6 


Mandatory  CM), 
voluntary  (V) 


Unit  of  measurement 


International  Units 

Milligrams  ~... 

Gram 

Milhgrams 

Intamational  Units 

do 

Milligrams  

do 

do 

do ....._ 


noi 


5000 

60 

1.0 
IB 
400 
30 

1.5 

1.7 
20 

2jD 


644  Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


Table  3.—  Mandatory/Voluntary  RDI  Chart— Continued 


Nutitant 


FotBt* 

VllwninB12 
BtoUn 


PanWhwHc  Add . 

Phoaphonis — 

Magnesium 

anc 


Copp«f 


Mandatofy  (M), 
voluntary  (V) 


•  M  vokjrMry  nutitontt  w  raquirad  »  •  datrti  it  nwd*  r«g«t>ing  M  n«ri«m. 

•  TA«  dackrMKW  o(  M  v«afflin*  irid  mtnaral*  wM  b*  ■*  •  paicant  at  tt«  ROt. 


UnH  o(  maasurament 


do 

Mtcrograms 
■yUNgrams  .. 
do. 


GiMn 

MNHgfBfTM 
do 


MIcfogramt  „.. 
MUNgrams  . — 


ROI 


0.4 

6.0 

0.3 

10 

1.0 
400 

15 
150 

2.0 


IV.  Nutrition  Label  Foiroat 

In  its  November  27, 1991.  proposal, 
FSIS  announced  its  intent  to  issue  a 
separate  proposed  rule  on  format.  At 
that  time.  FDA  had  initiated  a  pilot 
program  to  test  alternative  nutrition 
label  formats.  On  July  20, 1992,  FDA 
proposed  to  adopt  a  new  nutrition  label 
format.  Its  proposal  was  based  on  the 
findings  of  four  consumer  research 
studies,  and  other  label  research  being 
conducted  by  industry.  FDA  described 
its  intent  in  revising  the  current 
nutrition  label  so  that  the  information 
included  in  the  nutrition  panel  would 
enable  consumers  to  understand  its 
relative  significance  in  the  context  of  a 
total  daily  diet. 

On  August  28. 1992.  FSIS  issued  a 
separate  proposed  rule  adopting  a 
standard  format  for  use  in  presenting 
nutrition  information  on  the  labels  of 
meat  and  poultry  products.  FSIS 
proposed  to  establish  the  CONTROL 
WITH  DIETARY  GUIDANCE  or  the 
CONTROL  WITH  RECOMMENDED 
DAILY  INTAKE  RANGE  as  the  standard 
format.  The  Agency  tentatively 
concluded  that  these  formats  would:  (1) 
Enable  consumers  to  select  foods  that  fit 
into  a  healthier  diet  that  meets  their 
individual  needs;  (2)  provide  consumers 
with  the  most  accurate  information  on 
which  to  base  their  dietary  decisions;  (3) 
promote  and  reinforce  a  nutrition 
education  message  that  is  familiar  to 
consumers  and  well  accepted  by  health 
professionals;  and  (4)  allow  the  Agency 
flexibility  to  adapt  to  ever  changing 
scientific  findings  without  publishing 
new  regulations.  FSIS  requested 
comments  on  whether  the  CONTROL 
WITH  DIETARY  GUIDANCE  or  the 
CONTROL  WITH  RECOMMENDED 
DAILY  INTAKE  RANGE  format  enables 
consumers  to  apply  the  nutrition 
information  in  the  context  of  a  total 
daily  diet.  FSIS  also  reouested 
comments  on  certain  laoel  format 
elements,  such  as  changes  in 
terminology,  graphic  presentation,  and 
highlighting. 


To  be  consistent  with  FDA.  FSIS 
proposed  the  use  of  an  abbreviated 
format  in  its  November  1991  proposal. 
The  proposed  abbreviated  format  was  to 
be  used  if  a  meat  or  poultry  product 
contained  insignificant  amounts  of  more 
than  one-half  of  the  nutrients  required 
in  the  full  nutrition  label  format.  The 
term  "insignificant  amount"  was 
proposed  as  meaning  "that  amount 
which  may  be  rounded  to  zero  in 
nutrition  labeling." 

Trade  associations  and  food 
manufacturers  expressed  opposition  to 
the  requirements  for  use  of  an 
abbreviated  format  stating  that  virtually 
every  meat  and  poultry  product  will 
have  significant  amounts  of  more  than 
one-half  of  the  required  nutrients.  Many 
commenters  supported  some  type  of 
shortened  format  for  which  meat  and 
poultry  products  could  qualify. 

In  the  August  28. 1992.  proposal  on 
format,  the  Agency  stated  that  it  was 
luiable  to  find  meat  or  poultry  products 
that  would  qualify  for  the  proposed 
simplified  format  ("abbreviated"  format 
was  changed  to  "simplified"  format). 
Therefore,  FSIS  did  not  propose  FDA's 
simplified  format.  FSIS  requested 
comments  on  a  simplified  format,  with 
differing  criteria  for  meat  and  poultry 
products.  When  any  of  the  required 
nutrients,  other  than  the  core  nutrients 
or  food  components,  are  present  in 
insignificant  amounts.  FSIS  proposed 
that  they  may  be  omitted  bom  the 
tabular  listing,  proAdded  that  the 
following  statement  is  included  within 
the  nutrition  label:  "Not  a  significant 

source  of ."  The  blank  would  be 

filled  in  with  the  appropriate  nutrient  or 
food  component.  In  addition,  at  a 
minimum,  the  simplified  format  would 
include  calories,  total  fat.  total 
carbohydrate,  protein,  and  sodium. 

FSIS  received  70  comments  on  the 
format  proposal  from  trade  associations 
(25).  food  manufacturers  and 
distributors  (22).  consumers  (5).  colleges 
and  universities  (4),  consumer  advocacy 
organizations  (3),  foreign  governments 
(2).  professional  organizations  (2).  a 


health  promotion  organization  (1).  and 

others  (3). 

Although  there  was  some  support  for 
both  the  CONTROL  WITH  DIETARY 
GUIDANCE  and  the  CONTROL  WITH 
RECOMMENDED  DAILY  INTAKE 
RANGE  formats,  commenters  thought, 
in  general,  that  these  formats  needed 
testing  prior  to  any  consideration  for 
adopting  them.  There  was  general 
agreement  among  those  opposing  FSIS's 
proposed  formats  that  these  formats  do 
not  meet  the  NLEA  provision  which 
requires  that  nutrition  information  be 
provided  in  a  manner  that  is 
understandable  and  informative. 
(Althou^  FSIS  is  not  boimd  by  the 
NLEA.  as  FDA  is.  nutrition  labeling  is 
a  harmonization  effort  on  the  part  of 
both  agencies.) 

Strong  objections  were  voiced  on  the 
CONTROL  WITH  DIETARY  GUIDANCE 
format,  suggesting  that  the  dietary 
guidance  would  be  too  general  to  be 
informative  or  would  require  too  much 
label  space.  Further  objections  included: 
(1)  Consumers  would  not  have  time  to 
calculate  the  dietary  guidance  into 
meaningful  information;  (2)  the  dietary 
guidance  offered  no  frame  of  reference; 
and  (3)  the  order  of  ingredients  should 
reflect  the  CONTROL  format. 

Those  opposing  the  CONTROL  WITH 
RECOMMENDED  DAILY  INTAKE 
RANGE  format  did  not  believe 
consumers  would  be  able  to  apply  the 
information  to  their  individual  needs. 
Many  believed  that  nutrition  education 
would  be  needed  in  order  for  consumers 
to  understand  this  format,  and  that  this 
format  also  utilizes  too  much  label 
space. 

Commenters  opposed  the  CONTROL 
WITH  DAILY  GUIDE  FOR  MEN  AND 
WOMEN  format  because  they  thought 
consumers  would  focus  on  one  number 
for  each  nutrient  and  assume  that  this 
number  would  be  right  for  them.  This 
format  was  also  criticized  for  not 
allowing  space  for  other  groups,  such  as 
children. 

Many  commenters  voiced  support  for 
the  CONTROL  format.  These 
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commenters  dted  simplicity,  minimal 
label  cutter,  and  consumer  familiarity  to 
support  their  viewpoint.  Several 
companies  commented  tliat  the 
CONTROL  format  should  be  required  as 
a  base,  but  allow  the  expansion  of  the 
CCWTROL  format  to  include 
recommended  daily  intake  ranges  and 
expanded  dietary  guidance  on  a 
voluntary  basis. 

There  was  some  support  for  the 
CCWTROL/DRV,  PERCENT  DV  WITH 
DRV.  and  PERCENT  DV  WITHOUT  DRV 
formats.  Commenters  contended  that  the 
DRV's  represent  an  estimate  of  the  daily 
needs  for  the  average  consumer  or  that 
DRV's  provide  consumers  a  framework 
based  on  the  total  daily  diet. 

No  comments  supported  the 
ADJECTIVE.  HIGHUGHTING.  and 
GROUPING  formats. 

Commenters  repeatedly  stressed  that, 
whatever  format  is  ultimately  selected, 
it  is  critical  for  FSIS  and  FDA  to  adopt 
a  uniform  format.  They  believed  that 
consistency  in  labeling  format  should  be 
the  main  concern  to  achieve  the 
ultimate  goal  of  providing  useful 
nutrition  information  to  consumers  for 
all  foods. 

FSIS  and  FDA  have  extensively 
reviewed  and  discussed  all  comments 
submitted,  and  have  determined  that  the 
PERCENT  DV  WITH  DRV  format  best 
meets  the  intent  of  the  NLEA  and  serves 
the  needs  of  consumers.  The  required 
elements  of  the  nutrition  label  format 
include:  the  fourteen  mandatory 
nutrients  and  their  quantitative 
amounts,  the  percent  of  the  daily  value 
based  on  a  2.000  calorie  diet,  the  DRV's 
for  both  a  2,000  calorie  and  a  2.500 
calorie  diet,  and  caloric  conversion 
information.  Both  FSIS  and  FDA  believe 
that  establishing  one  uniform  format  for 
all  foods  is  in  the  consumers'  best 
interest.  Accordingly,  FSIS  is  adopting' 
all  of  the  mandatory  and  voluntary 
elements  of  the  PERCENT  DV  WITH 
DRV  format. 

Commenters  expressed  strong  support 
for  the  simplified  format  with  differing 
criteria  for  meat  and  poultry  products. 
Commenters  agreed  that  the  FSIS 
proposed  simplified  format  was 
appropriate  for  meat  and  poultry 
products.  Therefore.  FSIS  is  adopting 
the  simplified  format  as, proposed. 

V.  U.S.  Recommended  Daily 
Allowances 

In  its  November  1991  proposed  rule. 
FSIS  proposed  to  require  that  daily 
reference  values  (DRV's)  become  part  of 
nutrition  labeling.  FSIS  also  proposed  to 
adopt  FDA's  proposed  format  for  the 
"daily  value",  as  presented  in  the 
proposed  21  CFR  101.9(c){12){i). 


The  majority  of  conunento^  opposed 
the  use  of  DRV's  on  the  label  because 
they  believe  that: 

(1)  DRV's  are  based  on  an  extremely 
high  calorie  intake  that  is  not  a 
representative  sample  of  the  average 
population; 

(2)  DRV's  would  only  serve  to  confuse 
consumers; 

(3)  DRV's  do  not  have  universal 
acceptance  by  health  professionals,  and 
are  not  in  common  usage  by  the 
scientiRc  and  academic  communities; 

(4)  EHRV's  will  not  apply  imiformly  to 
all  consumers  due  to  variations  in 
individual  diets;  and 

(5)  DRV's  would  clutter  the  food  label. 
Those  commenters  that  supported  the 

use  of  DRV's  on  the  label  believe  that 
using  DRV's  gives  consumers  a  gauge  for 
the  nutrient  amounts  on  the  label  and 
aids  consumers  in  understanding  how 
individual  foods  fit  into  the  total  diet. 
Most  of  the  supporters  of  the  DRV 
concept  believe  that  its  use  should  be 
voluntary. 

There  were  varying  opinions  among 
commenters  regarding  the  Agency's 
proposal  to  head  the  list  of  vitamins  and 
minerals  with  the  single  term  "Daily 
Value."  Some  commenters  were 
concerned  that  the  term  "Daily  Value" 
could  be  interpreted  as  goals  to  be 
achieved  rather  than  reference  levels. 
Other  commenters  agreed  with  the  FSIS 
proposal,  while  others  said  Daily  Value 
intakes  should  be  eliminated  or 
postponed  until  they  are  better  defined, 
justified  by  a  consensus  of  the  scientific 
community,  and  understood  by  industry 
and  consumers.  The  terms  "Percent  of 
Daily  Values"  and  "Reference  Value" 
were  suggested  as  alternatives  to  the 
proposed  "Daily  Value"  term.  Some 
commenters  thought  "Daily  Value" 
should  be  voluntary  and  recommended 
that  it  be  allowed  as  an  additional 
column  in  the  main  nutritional  panel. 

The  majority  of  the  commenters 
opposed  the  adoption  of  the 
Recommended  Daily  Intakes  (RDI's)  and 
supported  the  continued  use  of  the  U.S. 
Recommended  Daily  Allowances 
(RDA's).  Commenters  opposed  the 
adoption  of  RDI's  because  they  believe 
RDI's  would  mislead  and  confuse 
consumers  and  understate  or  ignore  the 
nutritional  needs  of  many  population 
groups.  Some  commenters  suggested 
that  the  method  used  to  derive  the  RDI's 
and  DRV's  undermines  the  usefulness 
and  effective  accuracy  of  the  nutrition 
panel  for  most  consumers.  Another 
commenter  believes  that  the  2,350 
calories  level  would  be  misinterpreted 
by  consumers  as  goals  to  achieve. 

Those  commenters  supporting  the 
continued  use  of  U.S.  RDA's  believe  that 
U.S.  RDA's  are  currently  accepted  as  the 


established  and  up-to-date  reference 
standard  for  vitamins  and  minerals  for 
healthy  Americans.  Also,  there  is  a 
history  of  recognition  and  use  of  the 
U.S.  RDA's  by  consumers. 

Some  commenters  concurred  with 
FSIS's  decision  to  adopt  FDA's  RDI's 
and  stated  that  the  currwit  U.S.  RDA's 
are  the  appropriate  standards  to  use  in 
developing  the  RDI's.  The  commenters 
suggested  that  the  age  adjusted  mean  is 
a  reasonable  method  for  establishing  the 
level  for  each  nutrient  and  food 
component.  Commenters  also  stated  that 
the  five  sets  of  RDI's  that  FDA  proposed 
should  provide  adequate  standards  for 
foods  specifically  designed  for  infants, 
children,  and  pregnant  and  lactating 
women. 

Several  commenters  addressed  the 
issue  of  updating  RDI's  and  RDA's.  The 
commenters  pointed  out  that  the  current 
proposal  makes  no  provision  for 
incorporating  a  mechanism  to  update 
the  RDI's  at  regular  intervals  as  the 
population  changes  and  as  new 
evidence  for  recommended  nutrient 
requirements  (RDA's)  changes.  Another 
commenter  supported  updating  of  the 
U.S.  RDA's  to  reflect  the  10th  edition  of 
the  RDA's. 

Most  of  the  commenters  suggested 
that  FSIS  and  FDA  be  consistent  in  the 
use  ofRDI's  and  DRV's. 

FSIS  will  parallel  FDA  and  adopt  the 
format  for  the  "Daily  Value."  "Daily 
Value"  will  be  the  means  of  placing  the 
nutrition  information  on  the  label  in  the 
context  of  a  total  daily  diet.  As  the  FDA 
and  FSIS  have  worked  to  standardize 
the  nutritional  labels  under  their 
respective  jurisdictions,  it  remains  in 
the  interest  of  consumers  that  FSIS  and 
FDA  be  consistent. 

After  extensive  discussions  over 
format,  the  Administration  decided  that 
the  DRV's  should  be  shown  for  both  a 
2,000  calorie  diet  and  a  2.500  calorie 
diet.  For  the  2,000  caloric  level  the 
DRV's  are:  65  g  fat,  20  g  saturated  fat, 
300  mg  cholesterol.  2,400  mg  sodium. 
300  g  total  carbohydrate  and  25  g  fiber. 
For  a  2,500  caloric  level  the  DRV's  are: 
80  g  fat.  25  g  saturated  fat.  300  mg 
cholesterol.  2.400  mg  sodium,  375  g 
total  carbohydrate  and  30  g  fiber. 

VI.  Serving  Sizes 

To  make  nutrition  information  on 
food  labels  meaningful,  the  NLEA 
requires  FDA  to  establish  standards  to 
ensure  that  nutrition  labeling  provides 
the  serving  size  which  is  an  amount 
customarily  consumed  and  is  expressed 
in  a  common  household  measure 
appropriate  to  the  food.  NAS 
recommended  that  FDA  and  FSIS 
jointly  establish  sizes  for  Umited,  broad 
categories  of  foods  to  help  consumers 
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make  product  comparisons.  NAS 
suggested  basing  them  on  standard 
serving  sizes  as  specified  by  dietary 
guidance  recommendations  to  make 
their  use  in  educational  projgrams  less 
difficult  and  to  permit  consistency 
among  serving  sizes  shown  in  dietary 
guidance  material  and  on  the  food  label. 
NAS  also  advocated  a  petition  process 
for  desired  deviations  &x)m  the  serving 
size  set  by  FDA  and  FSIS  or  for  creation 
of  different  food  subcategories  with  new 
serving  sizes. 

In  its  November  1991  proposal,  FSIS 
proposed  the  following  regulations 
specific  to  serving  sizes: 

(1)  Creating  Reference  Amounts  for 
serving  sizes  for  23  food  Product 
Categories; 

(2)  Establishing  guidelines  for 
converting  Reference  Amounts  to 
serving  sizes; 

(3)  Defining  serving  sizes  for  meal- 
type  products  and  food  products  in 
pieces  or  imits; 

(4)  Requiring  presentation  of  nutrition 
information  based  on  serving  size  "as 
packaged"  for  the  mandatory  labeling 
program  and  allow  nutrition 
information  for  single-ingredient,  raw 
meat  and  poultry  products  to  be 
declared  "as  packaged"  or  "as 
consumed"  under  a  voluntary  nutrition 
labeling  program: 

(5)  Requiring  the  use  of  both  common 
hoxisehold  and  metric  measiu«s  to 
declare  serving  size; 

(6)  Defining  serving  size  and  single- 
serving  container: 

(7)  Establishing  guidelines  for 
declaring  the  number  of  servings  per 
container: 

(8)  Requiring  the  use  of  serving  size 
and  Reference  Amoimts  to  evaluate 
nutrition  claims;  and 

(9)  Allowing  for  labeling  applications 
for  changes  in  Product  Categories  and 
Reference  Amounts. 

1.  Reference  Amounts  for  serving  sizes 
for  23  food  Product  Categories,  a. 
Product  Category.  Through  the  work  of 
the  Interagency  Committee  on  Serving 
Sizes.  FSIS  proposed  to  establish  23 
food  Product  Categories  for  meat 
products,  and  22  food  Product 
Categories  for  poultry  products 
regulated  by  FSIS.  These  Product 
Categories  would  provide  consumers 
with  a  uniform  food  labeling  system  that 
categorizes  similar  foods  by  the  same 
reference  standard.  Each  Product 
Category  has  an  accompanying 
Reference  Amount  which  is  based  on 
food  consumption  data.  These  Reference 
Amounts  are  to  be  used  by  food 
companies  as  the  basis  for  determining 
the  serving  sizes  for  nutrition  labeling  of 
their  products. 


Opposition  to  this  approach  came 
from  manufacturers  who  contend  that 
all  products  should  have  a  1-ounce  or 
100-gram  standard  Reference  Amount. 
Although  FSIS  discussed  this  option  in 
the  proposed  rule,  it  was  not  the  option 
proposed  because: 

W  The  NLEA  requires  that  the  serving 
size  be  based  on  the  "customarily 
consumed  amount"; 

(b)  Consumers  may  not  realize  that 
multiplication  is  necessary  to  arrive  at 
the  consumed  amounts;  and 

(c)  FSIS  seeks  harmonization  with 
FDA  to  allow  ready  product 
comparisons. 

There  was  strong  support  from  a 
variety  of  industry  representatives, 
industry  associations,  cattle 
associations,  consiimer  advocacy 
groups,  arid  individuals  in  favor  of       * 
retaining  the  proposed  approach  to 
serving  sizes.  These  commenters  believe 
that  a  single,  luiiform  set  of  nutrition 
labeling  regulations  for  all  foods  will  be 
in  the  consumers'  best  interest,  easiest 
to  understand,  and  prevent  consumer 
confusion. 

b.  Three-ounce  serving  size.  Several 
consumer  advocacy  groups  contended 
that  a  3-ounce  serving  size  for  single- 
ingredient,  raw  meat  and  poultry 
products  is  too  small  and  the  data  used 
to  determine  the  serving  size  were 
seriously  flawed.  They  believed  that  the 
serving  size  should  be  determined  using 
only  1977-78  Nationwide  Food 
Consumption  Survey  (NFCS)  data. 

FSIS  has  decided  to  retain  the  3- 
ounce  serving  size  for  single-ingredient, 
raw  meat  and  poultry  products.  This  is 
supported  by  many  commenters  who 
believe  it  is  appropriate  from  an 
educational  standpoint,  and  it  is  based 
on  realistic  data  on  food  consumption. 
Food  consumption  stuvey  data,  such  as 
NFCS,  provide  objective  estimates  of 
amounts  of  food  customarily  consumed. 
The  NFCS  is  nationally  representative  of 
the  most  comprehensive  data  on  food 
consumption  practices  of  the  U.S. 
population  that  are  available  to  the 
Agency.  Additionally,  the  3-ounce 
serving  size  for  fresh  meat  and  poultry 
products  is  supported  by  dietary 
recommendations  and  the  work  of  the 
Interagency  Committee  on  Serving 
Sizes. 

c.  Weight-loss  products.  Many 
producers  of  weight-loss  products, 
which  are  part  of  a  weight  loss  program, 
have  asked  to  be  allowed  to  develop 
their  own  serving  sizes  based  on  their 
program.  FSIS  believes  that  the  serving 
sizes  for  all  foods  available  to  the  retail 
consumer  should  be  based  on  the 
Reference  Amount,  including  those 
intended  for  weight-control  or  weight- 
reduction.  However,  the  Agency 


believes  that  it  is  in  the  best  interest  of 
participants  of  a  weight-control 
program,  which  provides  product  only 
through  the  program,  to  have  labeling 
which  is  consistent  with  the  program 
meal  plan.  Therefore,  the  Agency  will 
allow  these  programs  to  have  serving 
sizes  based  on  their  meal  plan.  Toavoid 
any  confusion  with  retail  products, 
manufacturers  of  product  that  will  be 
used  only  through  weight-control 
programs  will  be  required  to  Tabel  their 
products  "for  sale  only  through  the 

program."  The  blank  will  be 

filled  in  with  the  appropriate  weight 
control  program  (e.  g..  Smith's  Weight 
Control). 

d.  Specific  changes  to  Reference 
Amoimts  and  Product  Categories.  Many 
manufacturers  and  industry 
representatives  expressed  confusion 
concerning  which  Reference  Amoimt 
would  apply  to  their  product.  Also, 
commenters  had  questions  about  the 
examples  used  for  specific  product 
categories.  Manufacturers  will  decide 
the  intended  use  of  their  product(s), 
which  in  turn  will  determine  the 
appropriate  Product  Category  and 
Reference  Amount  (e.  g.,  ham  that  is 
intended  for  use  in  sandwiches  would 
fit  under  the  Product  Category 
"Luncheon  Meats"  with  a  Reference 
Amount  of  55  grams).  Examples  listed 
under  Product  Category  are  not  all 
inclusive  or  exclusive,  and  are  provided 
to  assist  manufacturers  in  identifying 
the  appropriate  Product  Category  for 
their  products.  FSIS  believes  this 
clarification  will  alleviate  most 
concerns  along  with  a  few  changes 
made  to  Product  Category  examples  in 
this  final  rule. 

Other  comments  focused  on  the  lack 
of  a  specific  Product  Category  and 
Reference  Amount  or  a  change  in  the 
proposed  Reference  Amount.  Comments 
were  received  requesting  a  change  in  the 
Reference  Amount  but  were  not 
accompanied  by  food  consumption  data. 
Therefore,  no  change  is  being  made  to 
the  Reference  Amount.  Comments 
asking  for  Product  Category  changes  for 
specific  markets  or  foods  for  specific 
eating  occasions  will  not  be  granted  at 
this  time  (e.g.,  toddler  finger  foods  and 
breakfast  burritos).  Labeling 
applications  requesting  Product 
Category  or  Reference  Amoimt  changes 
will  be  accepted  after  the  final 
regulation  is  published. 

Several  comments  requested  a  range 
rather  than  a  fixed  Reference  Amount. 
FSIS  encourages  manufacturers  to  use 
the  optional  second  column  of  nutrition 
values  based  on  either  100  grams,  100 
milliliters,  or  1  ounce. 

Comments  requested  different 
Reference  Amounts  for  products  which 
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are  sold  at  retail  and  food  service 
products  which  are  served  at 
restaiuants,  schools,  and  other  such 
facilities.  FSIS  believes  consumers 
would  be  confused  by  two  different 
Reference  Amounts  for  the  same 
product  regardless  of  where  it  is  sold. 

Some  comments  requested  Reference 
Amount  changes  based  on  the  mode  of 
the  NFCS  data.  These  requests  are  being 
denied  because  all  Reference  Amounts 
were  calculated  based  on  the  mean  and 
the  median  "consumed  serving  size" 
(CSS).  The  mode  of  the  CSS  was 
determined  not  to  be  useful  as  the  sole 
criterion  for  determining  the  Reference 
Amount  because  most  food  groups  had 
two  or  more  modes,  and  there  usually 
was  no  obvious  or  rational  basis  to 
choose  one  over  the  other.  However,  the 
mode  did  provide  additional  guidance 
.  in  determining  the  Reference  Amount. 
Therefore,  FSIS  used  all  three  values 
(i.e.,  the  mean,  median,  and  the  mode) 
in  determining  the  amount  customarily 
consumed. 

e.  Volimie  vs.  weight.  §ome 
commenters  stated  that  all  Reference 
Amounts  should  be  expressed  in  grams. 
Some  of  the  specific  Product  Categories, 
originally  expressed  in  volume-based 
Reference  Amoimts  have  been  changed 
to  weight-based  Reference  Amounts. 
However,  the  Agency  does  not  agree 
that  it  is  appropriate  or  desirable  to  do 
so  for  all  Product  Categories,  including 
some  of  those  specifically  mentioned  in 
comments.  As  explained  above,  when 
products  within  a  Product  Category 
differ  widely  in  density,  the  use  of  a 
fixed  gram  Reference  Amount  would 
result  in  a  serving  size  that  is  too  large 
for  some  products  in  the  category  and 
too  small  for  others,  even  though  the 
volume  amounts  consumed  are  similar 
for  all  products  within  the  category.  For 
example,  although  the  Reference 
Amount  for  "mixed  dishes  measurable 
with  a  cup"  is  1  cup,  the  gram-weights 
of  different  types  of  products  within  the, 
category  differ  widely  (e.g.,  about  180 
grams  for  chili  with  beans  and  about 
225  grams  for  beef  stew).  Thus,  in  this 
final  rule,  FSIS  uses  weight-based 
Reference  Amoimts  in  most  cases  but  is 
retaining  volume-based  Reference 
Amounts  for  a  limited  number  of 
categories  with  products  that  vary 
greatly  in  density  (e.  g.,  mixed  dishes 
measurable  with  a  cup). 

f.  Foods  that  are  Packed  or  Canned  in 
Liquid.  Foods  such  as  canned  meats 
may  be  packed  in  water,  brine,  or  oil, 
but  food  consumption  data  have  showm 
that  the  liquid  is  not  customarily 
consumed.  FDA  received  comments 
requesting  that  foods  packed  or  canned 
in  liquid  bear  nutrition  labeling  based 
on  the  drained  solids.  FSIS  agrees  with 


the  commenters  that  the  label  serving 
size  most  meaningful  for  these  products 
would  be  the  serving  size  based  on 
drained  solids.  Therefore,  FSIS  will 
require  that  the  declaration  of  nutrient 
and  food  components  for  foods  that  are 
packed  or  caimed  in  water,  brine,  or  oil 
be  based  on  the  drained  solids. 

g.  Labeling  applications.  FSIS  shall 
allow  labeling  applications  to  be 
submitted  to  amend  the  Reference 
Amount  and/or  Product  Category 
through  the  rulemaking  process.  Any 
such  labeling  applications  for  changes 
to  the  Reference  Amoimt  and/or  Product 
Category  for  meat  and  poultry  products 
would  be  submitted  to  the  Director, 
Food  Labeling  Division,  FSIS,  with 
specific  information  supporting  such 
use.  The  supporting  information 
includes  statements  that  (1)  identify  the 
Reference  Amount  and/or  Product 
Category;  (2)  explain  why  the  Reference 
Amount  and/or  Product  Category  is  not 
false  or  misleading;  and  (3)  describe  the 
product  and  the  form  the  product  will 
be  used  in.  Such  labeling  application  is 
required  to  be  signed  by  the  applicant 
or  by  the  applicant's  responsible  officer 
or  agent. 

Upon  receipt  and  review  of  the 
labeling  application  and  supporting 
documentation,  FSIS  will  notify  the 
applicant,  in  writing,  that  the  labeling 
appUcation  is  either  being  considered 
for  further  review  or  that  the  labeling 
application  has  been  denied  by  the 
Administrator.  If  the  Administrator 
summarily  denies  the  labeling 
application,  he  or  she  would  notify  the 
applicant,  in  writing,  as  to  the  reason(s) 
for  the  denial,  including  why  the 
proposed  Reference  Amount  and/or 
Product  Category  was  determined  by 
FSIS  to  be  false  or  misleading,  and 
would  afford  the  applicant  an 
opportunity  to  submit  a  written 
statement  by  way  of  answer  to  the 
notification,  and  a  right  to  request  a 
hearing  with  respect  to  the  merits  or 
validity  of  the  Administrator's  decision 
to  deny  the  use  of  the  proposed 
Reference  Amount  and/or  Product 
Category.  If  the  applicant  fails  to  accept 
the  determination  of  the  Administrator 
and  files  an  answer  and  requests  a 
hearing,  and  the  Administrator,  after 
review  of  the  answer,  determines  the 
initial  determination  to  be  correct,  the 
Administrator  would  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
hearing,  which  would  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  would  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 
The  hearing  would  be  conducted  before 
an  administrative  law  judge  with  the 


opportunity  for  appeal  to  the 
EJepartment's  Judicial  Officer,  who  is 
delegated  the  authority  to  make  the  final 
determination  for  the  Secretary.  Any 
such  determination  by  the  Secretary 
will  be  conclusive  unless,  within  30 
days  after  receipt  of  notice  of  such -final 
determination,  the  applicant  appeals  to 
the  United  States  Court  of  Appeals  for 
the  circuit  in  which  the  applicant  has  its 
principal  place  of  business  or  to  the 
United  States  Court  of  Appeals  for  the 
District  of  Columbia  Circuit. 

If  the  Administrator  does  not 
smnmarily  deny  the  labeling 
application,  he  or  she  would  publish  in 
the  Federal  Register  a  proposed  rule  to 
amend  the  regulations  to  authorize  the 
use  of  the  Reference  Amoimt  and/or 
Product  Category.  The  proposal  would 
also  summarize  the  labeling  application, 
including  where  the  supporting 
documentation  could  be  reviewed.  The 
Administrator's  proposed  rule  would 
seek  comments  from  consumers,  the 
industry,  consumer  and  industry 
groups,  and  other  interested  persons  on 
the  labeling  application  and  the  use  of 
the  proposed  Reference  Amount  and/or 
Product  Category.  After  public  comment 
has  been  received  and  reviewed  by  the 
Agency,  the  Administrator  will  make  a 
determination  on  whether  the  proposed 
Reference  Amount  and/or  Product 
Category  will  be  approved  for  use  on  the 
labeling.  If  the  Reference  Amount  and/ 
or  Product  Category  is  denied,  the 
Agency  would  notify  the  applicant  by 
letter  of  the  basis  for  the  denial, 
including  the  reason  why  the  Reference 
Amount  and/or  Product  Category  was 
determined  by  the  Administrator  to  be 
false  or  misleading.  The  applicant 
would  have  an  opportunity  to  appeal 
this  decision  by  instituting  a  proceeding 
which  would  be  conducted  under  the 
same  procedures  specified  above  if  a 
labeling  application  were  summarily 
denied  by  the  Administrator  during  the 
initial  review.  If  the  Reference  Amount 
and/or  Product  Category  is  approved  by 
the  Administrator,  the  Agency  would 
notify  the  applicant  by  letter  and  would 
also  publish  in  the  Federal  Register  a 
final  rule  regarding  the  approval  of  the 
Reference  Amount  and/or  Product 
Category.  The  final  rule  would  amend 
the  regulations  to  authorize  the  use  of 
the  Reference  Amount  and/or  Product 
Category  in  the  labeling  of  meat  and 
poultry  products. 

2.  Procedures  for  converting  Reference 
Amounts  to  serving  sizes.  As  part  of  the 
Interagency  Committee  on  Serving 
Sizes,  FSIS  fully  participated  in 
establishing  the  criteria  for  converting 
the  Reference  Amounts  to  serving  sizes 
in  common  household  measures.  These 
procedures  will  help  to  assure 
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uniformity  in  the  declared  serving  size 
within  a  Product  Category  and  allow 
flexibility  in  the  serving  size  to  account 
for  difiisring  characteristics  of  diverse 
food  products.  The  following  are 
guidelines  for  ctHiverting  Reference 
Amounts  to  Serving  Sizes  for  (a) 
Products  in  discrete  individual  units,  (b) 
products  in  large  discrete  units  that  are 
usiially  divided  for  consumption,  and 
(c)  non-discrete  bulk  products. 

a.  Products  in  discrete  individual 
units.  FSIS  proposed  that  serving  sizes 
for  products  in  discrete  units  be  the 
number  of  units  that  most  closely 
approximates  the  Reference  Amount 
applicable  to  the  product.  Under  this 
provision,  if  a  unit  weighs  67  percent  or 
more,  but  less  than  200  percent  of  the 
Reference  Amount,  serving  size  shall  be 
one  unit.  If  a  unit  weighs  200  percent  or 
more  of  the  Reference  Amoxmt,  the 
manufacturer  may  declare  the  whole 
unit  as  one  serving  if  the  whole  imit  can 
reasonably  be  consumed  at  a  single- 
eating  occasion. 

Several  commenters  opposed  the 
lower  limit  of  the  proposal  because  a 
single-serve  imit  of  many  products  in 
discrete  units  fall  in  the  50-67  percent 
range  and  one  unit  is  oistomarily 
consumed.  FSIS  has  decided  to  change 
the  lower  limit  to  >50  percent  of  the 
Recommended  Amount  Customarily 
Consumed  (RACC).  Products  which  are 
exactly  50  percent  of  the  RACC  will  not 
be  included  because  50  percent  is 
exactly  half  of  the  RACC.  Therefore,  two 
units  of  a  product  weighing  50  percent 
of  the  RACC  per  imit  is  exactly  one 
serving. 

Commenters  also  recommended  that 
FSIS  allow  voluntary  listing  of  nutrient 
contents  per  unit  for  products  that  come 
in  discrete  imits  (e.g.,  chicken  nugget, 
chicken  wing,  cocktail  frank),  when  the 
declared  serving  size  of  a  multi-serving 
package  is  more  than  one  unit.  FSIS 
believes  this  would  be  beneficial  for 
consumers,  because  many  products  in 
discrete  imits  come  in  small  units  and 
consumers  who  consume  one  single 
unit  would  benefit  from  per-unit 
labeling. 

b.  Products  in  large  discrete  units  that 
are  usually  divided  for  consumption. 
The  proposal  would  require  that  the 
serving  size  for  products  in  large 
discrete  units  (e.g..  pizza)  be  the 
fractional  slice  of  the  food  that  most 
closely  approximates  the  RACC. 
Commenters  pointed  out  that  the 
serving  size  may  be  »/^  of  the  product. 
However,  the  product  cannot  be  easily 
cut  into  7  even  slices:  it  can  only  be  cut 
into  fractions  of  multiples  of  2  or  3. 
Therefore,  FSIS  will  allow 
manufacturers  to  use  Vi,  Vi,  Vi,  Vi.  Vfc, 
or  higher  fractions  of  multiples  of  2  or 


3.  This  does  not  include  V^  becauae  it 
involvee  a  division  by  7. 

3 .  Serving  sizes  for  meal-type 
products.  In  the  proposed  ruia,  FSIS 
defined  meal-type  products  as  any 
product  that  is  intended  for 
consumption  by  one  person,  lliere  was 
strong  support  bom  commenters  for 
nutrition  labeling  of  meal-type  products 
in  their  entirety.  Because  meal-type 
products  are  typically  consumed  oy  one 
person  and  make  up  the  ma)or  portion 
of  a  meal,  it  is  more  meaningful  to 
provide  consxmiers  with  nutrition 
information  on  these  products  in  terms 
of  the  entire  product.  A  consumer  will 
have  nutrition  information  on  exactly 
what  he  or  ^e  purchases  and  typically 
consumes.  Therefore,  the  consumer  will 
be  able  to  evaluate  how  the  product  fits 
into  his  or  her  total  diet. 

FSIS  will  require  nutrition  labeling 
for  meal-type  products,  based  on  the 
contents  of  the  entire  package.  Meal- 
type  products  must  also  meet  the 
definition  of  a  single  serving  container. 
FSIS  addresses  the  definitions  of  meal- 
type  products  elsewhere  in  this  final 
rule  with  a  provision  for  the  use  of 
nutrient  content  claims  with  meal-type 
products. 

4.  Nutrition  information  based  on 
serving  size  "as  packaged"  vs.  "as 
consumed".  To  maintain  consistency 
with  FDA's  mandatory  and  voluntary 
nutrition  labeling  scheme.  FSIS 
proposed  to  require  nutrient  values  "as 
packaged"  for  products  under  the 
mandatory  program  with  an  option  of 
also  presenting  "as  consumed"  values. 
Products  under  the  voluntary  program 
may  list  nutrient  values  on  an  "as 
consumed"  or  an  "as  packaged"  basis. 
The  preparation  method  used  for  the  "as 
consumed"  values  must  be  clearly 
indicated  on  the  package. 

The  Agency  proposed  that  the  RACC 
for  products  which  require  further 
preparation  before  consumption  be  the 
amount  required  to  make  one  RACC  of 
the  prepared  form.  Commenters  stated 
that  they  are  imable  to  identify  raw 
product  serving  sizes  to  produce  the 
cooked  RACC. 

Therefore.  FSIS  has  developed  yields 
for  Product  Categories  which  contain 
products  that  require  further 
preparation  (e.g..  bacon,  raw  meat  and 
poultry  cuts).  These  yields  are  based  on 
yields  used  in  the  Nationwide  Food 
Consumption  Surveys  (MFCS)  and 
USDA  Handbook  «8.  These  yields  will 
appear  as  an  additional  column  in  the 
RACC  tables  found  in  §§  317.312(b)  and 
381.412(b).  These  yields  will  only  be 
used  for  the  determination  of  Reference 
Amounts. 

Some  commenters  opposed  the 
labeling  of  fresh  or  raw.  ready-to-cook 


food  products  on  an  "as  packaged" 
basis.  They  believe  the  labeling  on  an 
"as  consumed"  basis  would  allow 
consumers  to  directly  compare  ready-to- 
cook  and  ready-to-serve  or  heat-and- 
serve  products.  However,  this  would 
only  he  the  case  if  the  consumer 
prepared  the  fresh  or  raw.  ready-to-cook 
product  exactly  as  the  manufectuier 
stated  on  the  label.  There  are  varieties 
of  cooking  methods  that  affiact  the         i 
nutrient  values  of  food  products  I 

differently.  Therefore,  there  is  no 
method  to  assure  the  accinacy  or 
measure  compliance  of  the  nutrient 
values  of  a  food  labeled  on  an  "as 
consumed"  basis. 

Several  commenters  stated  that 
special  case  products  (e.g..  bacon, 
breakfast  sausage,  and  raw  marinated 
meat  or  poultry  products)  imdergo 
extreme  composition  changes  prior  to 
consumption.  If  labeled  "as  packaged", 
these  products  would  provide  the 
consumer  with  essentially  useless 
information.  FSIS  strongly  encourages 
manufacturers  who  believe  the 
consumer  would  benefit  from  "as 
consumed"  nutrition  values  to 
voluntarily  provide  this  information. 
Manufacturers  of  special  case  products 
who  believe  their  products  should  be 
labeled  on  an  "as  consumed"  basis  and 
not  "as  packaged"  should  submit  a 
labeling  application  to  the  Agency. 

FSIS  oelieves  that  the  addition  of 
another  column  to  the  Reference 
Amoimt  table  based  on  NFCS  yields  and 
USDA  Handbook  #8  will  provide  the 
additional  information  needed  by 
manufacturers  to  determine  Reference 
Amounts  for  their  products.  Also.  FSIS 
believes  that  "as  consumed"  nutrient 
values  must  be  accompanied  by 
preparation  and  cooking  instructions. 
To  retain  harmonization  of  labeling 
between  the  FSIS  and  FDA.  FSIS  will 
require  "as  packaged"  nutrient  values 
for  products  covered  under  the 
mandatory  program.  "As  consumed" 
nutrient  values  may  voluntarily  be 
added,  provided  that  preparation  and 
cooking  instructions  are  clearly  stated. 
Products  covered  by  the  voluntary 
program  may  list  nutrient  values  either 
on  an  "as  packaged"  or  "as  consumed" 
basis. 

5.  Units  of  measure  for  declaring  the 
serving  size.  FSIS  proposed  to  require 
the  use  of  common  household  and 
metric  measures  to  declare  serving  sizes. 
In  addition,  FSIS  proposed  that  serving 
sizes  may  be  declared  in  ounces  and 
fluid  ounces  (U.S.  measure),  in 
parenthesis,  following  the  metric 
measure  where  other  common 
household  measures  are  used  as  the 
primary  unit  for  serving  size  (e.g.,  1  cup 
(28  g)  (1  oz)).  FSIS  also  propo^  rules 
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for  expressing  serving  size  in  conunon 
household  measures.  These  rules  are 
intended  to  ensure  as  much  imiformity 
as  possible  in  label  serving  sizes  within 
a  Product  Category.  The  rules  are  as 
follows; 

a.  Whenever  possible,  cups, 
tablespoons  or  teaspoons  should  be 
used.  Cups  should  oe  expressed  in  Va 
cup  increments;  tablespoons  in  whole 
numbers  for  quantities  less  than  V*  cup 
but  equal  to  or  greater  than  1 
tablespoon;  teaspoons  in  whole 
numbers  for  quantities  less  than  1 
tablespoon  but  equal  to  or  greater  than 
1  teaspoon;  and  in  Vi  teaspoon 
increments  for  quantities  less  than  1 
teaspoon. 

b.  If  cups,  tablespoons  or  teaspoons 
are  not  applicable,  units  such  as  piece, 
slice,  tray,  jar,  and  fraction  of  the  whole 
piece  or  package  should  be  used.  These 
units  are  the  common  household 
measures  that  are  most  appropriate  for 
food  products  not  measurable  by  a  cup, 
tablespoon,  or  teaspoon. 

c.  U  neither  of  the  above  is  applicable, 
ounces  may  be  used.  Ounce 
measurements  should  be  expressed  in 
0.5  oimce  increments  most  closely 
approximating  the  Reference  Amoimt. 

Several  commenters  stated  that  they 
believe  that  some  foods  would  be  more 
precisely  measured  in  */i  cup 
increments  and  would  like  this  option 
added  to  the  final  rule.  FSIS  believes 
this  is  an  acceptable  change. 
Parenthetical  metric  measure  is  required 
and  has  been  standardized;  therefore, 
uniformity  in  the  common  household 
measure  is  not  as  critical.  In  addition, 
allowing  Va  cup  increments  is  likely  to 
reduce  potential  manipulation  of  the 
label  serving  size  for  measiuements  that 
fall  between  V4  and  */i  cup  (e.g.,  V*.  Va, 
V2. 2/3,  3/4.  and  1). 

Several  commenters  stated  that  when 
declaring  serving  size,  the  U.S.  measure 
should  be  mandatory,  in  addition  to,  or 
instead  of  the  metric  measure.  Other 
commenters  objected  to  voluntary 
declaration  of  the  U.S.  measure  in 
addition  to  the  common  household 
measure,  arguing  that  it  was 
unnecessary,  would  crowd  the  label, 
and  would  be  confusing  to  consumers. 
Because  the  comments  indicated  such 
varied  views  on  the  listing  of  the  U.S. 
measure,  FSIS  has  decided  to  make  the 
listing  of  the  equivalent  U.S.  measure 
after  die  metric  measure  voluntary. 

Several  comments  opposed  requiring 
the  rounding  of  the  ounce  unit  of 
measure  to  the  nearest  0.5  ounce.  They 
expressed  that  the  ounce  measurement 
should  be  roimded  to  the  nearest  0.1 
ounce  increment.  Listing  ounce  measure 
in  0.5  ounce  increment  would  result  in 
a  large  discrepancy  between  metric 


measure.  Since  listing  gram  quantities 
will  be  mandatory,  commenters  believe 
that  more  exact  declaration  of  ounce 
measures  should  be  used. 

FSIS  will  require  0.5  oimce 
increments  to  be  used  when  the  primary 
serving  size  (household  measure)  is 
expressed  in  ounces  [e.g.,  beef  fillet  3 
oz.  (85  g)],  to  be  meaningful  to 
consumers.  This  does  not  apply  to  the 
voluntary  oimce  serving  size  (U.S. 
measure)  declarations  [e.g.,  chicken 
wing,  2  wings  (80  g)  (about  2.8  ounces)]. 
Tlie  ounce  measure  in  this  case  can  be 
a  decimal  quantity  rounded  to  0.1 
increments.  FSIS  believes  that  the  more 
exact  ounce  measiues  are  justified 
because  they  will  reduce  the  error  in 
gram-to-ounce  conversions  and  reduce 
consumer  confusion. 

Commenters  opposed  the  requirement 
that  products  whose  common 
household  measure  is  an  ounce  must 
also  bear  an  appropriate  visual 
representation  of  the  serving  size.  They 
contended  that  the  ounce  is  a  unit  of 
measiu^  that  is  well  imderstood  by  the 
public  and  that  the  visual  representation 
requirement  will  only  serve  to  confuse 
the  consumer;  therefore,  no  artificial ' 
comparisons  need  be  made.  FSIS 
believes  that  a  visual  representation 
requirement  is  unnecessary  and  may  be 
confusing  to  consumers.  Therefore,  FSIS 
will  no  longer  require  a  visual 
representation  of  serving  size  for 
products  whose  common  household 
measurement  is  in  ounces. 

Commenters  expressed  concern  that 
the  use  of  several  parentheses  within 
the  serving  size  statement  (e.g..  2  slices 
(28  g)  (1  ozj)  would  make  the  statement 
more  difficult  to  understand.  The 
commenters  recommended  that  FSIS 
allow  flexibility  to  use  commas  and 
slashes.  FSIS  believes  that  allowing 
such  flexibility  would  result  in  non- 
uniformity  in  the  declaration  of  label 
serving  sizes.  For  example,  the  serving 
size  for  sliced  luncheon  meat  could  be 
expressed  five  different  ways:  2  slices 
(28  g)  (1  oz)  by  brand  A;  2  slices  (28  g, 
1  oz)  by  brand  B;  2  slices  (28  g  /  1  oz) 
by  brand  C;  2  slices,  28  g,  1  oz  by  brand 
D;  and  2  slices  28  g  /  1  oz  by  brand  F. 
The  use  of  various  formats  for  this 
declaration  would  be  confusing. 

After  examining  all  possible 
combinations  of  the  formats  for  the 
declaration  of  label  serving  size,  FSIS 
finds  that  the  most  desirable  format  is 
to  require  the  presentation  of  all  serving 
size  information  other  than  the 
mandatory  common  household 
measure,  in  one  set  of  parenthesis  with 
the  different  serving  size  statements 
separated  by  a  slash  (i.e.,  2  slices        (28 
g  / 1  oz)). 


FSIS  also  proposed  to  allow  an 
additional  column  of  figures  to  be 
declared  on  the  nutrition  label  based  on 
100  grams,  100  milliliters,  or  1  oimce  of 
the  food  as  packaged  or  purchased. 
Commenters  were  opposed  to  Limiting 
the  optional  second  column  to  100 
grams  or  100  milliliters.  Manufacturers 
believe  they  should  be  able  to  determine 
the  unit  of  measure  used  in  the  optional 
second  column.  They  beUeve  that  they 
are  in  the  best  position  to  determine 
which  unit  will  best  serve  their 
consumers. 

The  purpose  of  the  optional  second 
column  is  to  provide  consumers  with 
another  means  of  comparing  products. 
The  advantage  would  be  lost  if  each 
manufacturer  listed  its  own  unit  of 
measure  on  the  label.  Therefore,  FSIS 
will  limit  the  optional  second  column  to 
100  grams,  100  milliliters,  or  1  ounce. 

6.  Definition  of  serving  size  and 
single-serving  container.  The  FSIS 
proposed  definition  for  a  serving  or 
serving  size  was  "an  amoimt  of  food 
customarily  consumed  per  eating 
occasion  by  persons  4  years  of  age  or 
older,  which  is  expressed  in  a  common 
household  measure  that  is  appropriate 
to  the  food."  If  the  article  were 
represented  to  be  for  infants  or  for 
toddlers,  the  proposed  definition  of  a 
serving  or  serving  size  was  "an  amount 
of  food  customarily  consumed  per 
eating  occasion  by  infants  through  12 
mondis  of  age  or  by  children  1  through 
3  years  of  age." 

FSIS  proposed  to  define  a  single- 
serving  container  as  a  container  or 
package  containing  less  than  200 
percent  of  the  Reference  Amount.  The 
nutrition  profile  on  the  single-serving 
container  will  be  declared  on  the  total 
content  of  the  container.  Some 
comments  stated  that  the  upper  limit  on 
single-serving  containers  should  be 
rolled  back  to  150  percent  of  the  RACC 
because  the  200  percent  cut  off  level  is 
too  high  for  some  products  (e.g.,  entrees, 
mixed  dishes  not  measurable  with  a 
cup,  salads,  soups).  Other  comments 
suggested  allowing  the  manufacturer  to 
decide  the  single-serving  status  of  a 
package  that  contains  between  150 
percent  and  200  percent  of  the  RACC. 

FSIS  has  found  that  products  whose 
Reference  Amounts  are  100  grams  or 
larger  are  less  likely  to  be  consumed  at 
a  level  twice  that  of  the  Reference 
Amount.  Therefore.  FSIS  will  allow 
manufacturers  to  determine  whether 
there  are  1  or  2  servings  in  packages  that 
contain  more  than  150  percent,  but  less 
than  200  percent  of  the  Reference 
Amount,  if  the  food  in  the  package  has 
a  Reference  Amount  of  100  grams  (or 
milliliters)  or  larger,  and  if  the  entire 
content  of  the  paickage  can  reasonably 
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be  consiuned  at  a  single-eating  occasian. 
The  determination  should  be  based  on 
food  consumption  data  under  actual 
conditions  oiuse.  Manufacturers  should 
be  prepared  to  provide  FSIS  with  the 
data  that  supports  the  single-serving 
claim  ui>on  request.  The  Agency  is 
aware  that  this  allowance  has  a 
potential  for  misuse  and  products  that 
are  obviously  intended  to  be  consumed 
in  one  serving  must  be  labeled  as  such 
or  they  would  be  considered 
misleading.  The  Agency  intends  to 
consider  regulatory  action  for  misuse  of 
this  allowance  on  single-serving 
containers. 

An  industry  comment  stated  that  the 
parenthetical  listing  of  the  equivalent 
metric  weight  of  the  serving  size  is 
unnecessary  on  single-serving 
containers  when  the  net  quantity  of 
contents  includes  the  metric  weight  and 
is  provided  on  the  principal  display 
panel. 

FSIS  agrees  with  this  comment. 
However,  for  some  products  the  metric 
quantity  for  serving  size  and  the  metric 
quantity  for  net  weight  may  differ.  For 
example,  the  serving  size  for  products 
packed  or  canned  in  liquid  that  is 
customarily  consumed  (e.g.,  canned 
meat  or  poultry),  where  the  serving  size 
is  expressed  on  the  drained  weight. 
Therefore,  FSIS  believes  it  is  reasonable 
to  exempt  single-serving  containers 
from  the  parenthetical  metric  measure 
requirement,  if  the  metric  quantity  for 
net  weight  and  serving  size  are  the 
same. 

7.  Declaration  of  number  of  servings 
her  container.  FSIS  proposed  that  the 
number  of  servings  per  package  or 
container  be  declared  to  the  nearest 
whole  or  approximate  whole  number. 
Several  comments  opposed  requiring  a 
whole  number  and  requested  that  the 
number  of  servings  per  container  be 
rounded  to  the  nearest  0.5  servings. 

Commenters  stated  that  rounding  to 
the  nearest  whole  serving  would 
significantly  distort  a  container's 
contents,  especially  for  packages 
containing  between  1.5  and  4.5  servings. 
Industry  commenters  agree  that  many 
consumers  do  not  like  to  see  a  fractional 
number  of  servings  in  the  nutrition 
information.  However,  they  believe,  and 
the  Agency  agrees,  that  the  basis  for  this 
dislike  is  from  the  use  of  decimal 
fractions  (e.g.,  2.7  servings)  and  a 
decimal  fraction  number  of  servings  on 
containers  that  are  obviously  single- 
serving  containers.  Commenters  believe 
that  rounding  to  the  nearest  0.5  servings 
will  be  understood  by  all  consumers. 

FSIS  believes  that  this  is  an 
acceptable  change.  FSIS  does  not 
believe  that  a  half  serving  is  necessary 
or  meaningful  for  large  containers  (e.g.. 


8.5  servings)  or  is  desirable  on  small 
packages  containing  less  than  200 
percent  of  the  Referaice  Amount. 
Therefore,  manufacturers  will  be 
allowed  to  round  to  the  nearest  0.5  z'' 
serving  for  packages  containing  between 
2  and  5  servings.  Products  containing 
less  than  200  percent  of  the  Reference 
Amount  must  follow  the  rules  fw 
single-serving  containers.  Products 
containing  5  servings  or  more  pw 
container  will  be  rounded  to  the  nearest 
whole  serving. 

Additionally,  the  proposed  rule 
provided  two  options  for  declaring 
number  of  servings  per  container:  (a) 
Declare  serving  size  as  the  approximate 
whole  household  measure  that  results  in 
a  whole  number  of  servings  in  the 
container  (e.g.,  serving  size: 
approximately  V2  cup;  number  of 
servings  per  container:  (10)  or  (b) 
declare  serving  size  in  exact  household 
measure  and  approximate  the  number  of 
servings  per  container  (e.g.,  serving  size: 
^h  cup;  number  of  servings  per 
container:  approximately  10)  (see  21 
CFR  101.9(b)  (8)  (i)  and  (ii)). 

Several  comments  opposed  the  two 
options  in  the  proposal.  They 
recommended  that  manufacturers  list 
the  exact  serving  size  and  approximate 
number  of  servings  per  container.  They 
believe  it  is  more  important  for  the 
consumer  to  know  the  exact  serving 
size,  which  is  the  basis  for  the  nutrition 
information. 

FSIS  recognizes  that  allowing  the  two 
options  as  profK>sed  would  result  in 
nonuniformity,  and  would  make 
nutrition  comparisons  of  different 
brands  of  the  same  food  difficult. 
Therefore,  FSIS  will  require  the  exact 
serving  size  and  the  approximate 
number  of  servings. 

The  proposed  rule  made  an  exception 
for  random  weight  products  from  the 
requirement  for  number  of  servings  per 
container.  For  random  weight  products 
such  as  kielbasa,  manufacturers  would 
have  problems  in  declaring  the  number 
of  servings  per  package.  FSIS  proposed 
to  accommodate  random  weight 
packages  by  allowing  manufacturers  to 
declare  the  number  of  servings  per 
container  as  "varied",  provided  the 
nutrition  information  was  based  on  the 
Reference  Amount  expressed  in  ounces. 

The  comments  supported  the  option 
of  listing  the  servings  per  container  of 
random  weight  packages  as  "varied," 
but  also  suggested  allowing  an  optional 
statement  describing  the  typical  number 
of  servings  per  base  weight  unit  when 
"varied"  is  used  to  declare  the  number 
of  servings  per  container  (e.g.,  varied 
(approximately  8  servings  per  pound)). 
FSIS  believes  this  is  a  reasonable  option 


that  will  provide  further  clarification  for 
consumers. 

Vn.  Nutrient  Content  Claims 

To  alleviate  widespread  public 
confusion  associated  with  descriptors, 
the  NLEA  contains  requirem«its 
regarding  nutrient  content  claims.  It 
precludes,  except  for  specified  limited 
exceptions,  the  use  of  any  nutrient 
content  term  that  characterizes  the  level 
of  any  nutiient  that  has  not  been 
defined  by  FDA  by  regulation,  and 
requires  FDA  to  define  "free,"  "low," 
"light"  or  "lite,"  "reduced,"  "less,"  and 
"high."  The  NLEA  places  limitations  on 
cholesterol,  saturated  fat,  and  dietary 
fiber  claims  for  a  food  by  requiring  these 
claims  to  be  accompanied  by  prominent 
disclosure  of  the  food's  level  of  fat  or 
saturated  fat,  cholesterol,  and  total  fat, 
respectively,  on  the  label.  The  NLEA 
does  not  address  the  use  of  cholesterol 
claims  based  on  threshold  criteria  for  fat 
or  saturated  fat  content. 

The  Food  Labeling  Division  of  FSIS 
has  issued  several  policy  memoranda  in 
connection  with  its  label  approval 
system,  outlining  quantitative  criteria 
for  permitting  the  use  of  selected 
descriptors  such  as  "low  calorie,"  "low 
sodium,"  "low  fat,"  and  "lean."  (Copies 
of  these  policy  memoranda  are  available 
for  public  review  in  the  FSIS  Hearing     • 
Clerk's  office.)  For  many  years,  the 
Agency's  definition  for  "lean",  except  as 
applied  to  ground  beef,  hamburger,  and 
products  containing  added  «ubstances, 
such  as  water  or  extenders,  has  been  no 
more  than  10  percent  fat  content.  The 
memoranda  currently  require  at  least  a 
25  percent  reductidn  from  specific 
reference  points  for  comparative 
expressions  such  as  "lower."  FSIS  also 
uses  informal  working  policies  for 
nutrient  content  claims  for  some  food 
constituents,  such  as  cholesterol  in 
meals  and  fiber.  FSIS  has  no  current 
regulatory  definitions  for  any  nutrient 
content  claims. 

FSIS  proposed  the  adoption  of  most  of 
FDA's  proposals,  published  in  the 
Federal  Register  simultaneously  with 
FSIS's  proposed  rule,  for  21  CFR  101.13, 
Nutiient  Content  Claims — General 
Principles;  21  CFR  101.54,  Nutiient 
Content  Claims  for  "Source"  and 
"High";  21  CFR  101.56,  Nutiient 
Content  Claims  for  "Light"  or  "Lite";  21 
CFR  101.60,  Nutrient  Content  Claims  for 
the  Calorie  Content;  21  CFR  101.62, 
Nutrient  Content  Claims  for  the  Fat, 
Fatty  Acids,  and  Cholesterol  Content  of 
Foods:  and  21  CFR  101.69.  Petitions  for 
Nutiient  Content  Claims.  In  addition, 
FSIS  proposed  definitions  for  the  terms 
"lean"  and  "extra  lean"  as  imique 
descriptors  for  meat  and  poultry 
products.  In  the  above  docvunents,  FDA 
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set  forthproposals  required  by  the 
NLEA.  The  FSIS  {voposals  were  an 
effort  to  harmonize  food  labeling 
regulations  with  FDA's  and  were  in 
response  to  the  comments  received  from 
FSIS's  ANFR  on  nutrition  labeling. 

FSIS's  proposal  specifically  included 
a  discussion  on  the  use  of  descriptive 
tenns  in  brand  names,  since  many 
products  regulated  by  FSIS  contain 
descriptive  terms  in  the  brand  name 
("brand  name"  is  a  generic  term  vised  to 
define  a  fencifiil  name,  trademaric,  eta). 
The  proposal  provided  for  the  use  of  a 
descriptive  term  in  a  brand  name, 
provided  the  product  met  the  prescribed 
definiticm  for  the  term.  The  proposal 
stated  that  nutrient  content  claims  not 
defined  by  regulation  that  appeared  as 
part  of  a  brand  name,  could  be  used  if 
they  were  not  false  or  misleading,  and 
only  if  the  brand  name  was  in  use  prior 
to  November  27, 1991,  the  date  of  the 
proposal.  A  list  of  brand  names  that 
included  descriptive  terms  was 
compiled  from  labels  on  file  with  the 
Food  Labeling  Division,  and  included  to 
provide  specific  examples  of  some  of 
the  products  that  may  he  affected  by  the 
proposals. 

FSIS  proposed  definitions  for  "lean" 
and  "extra  lean"  based  on  fat,  saturated 
fatty  acids,  and  cholesterol  thjresholds 
suggested  by  the  American  Heart 
Association  (AHA)  in  response  to  the 
ANPR.  FSIS  found  merit  in  AHA's 
suggested  values,  and  proposed  the 
quantitative  values  per  100  grams  of 
product  by  extrapolating  the  1  ounce 
values  AHA  suggested,  yielding  the 
following  values: 


Table  4 


Lean 

Extra  Lean . 


Fat 


<10.5  g 
<4.9g 


SamraM 
taayadda 


<3.5g 
<1.Sg 


Ctwiea 


<94.5mg 
<94.Snio 


These  values  for  the  hi  content  of  10.5 
and  4.9  grams  approximated  the 
Agency's  current  definitions  for  the 
terms  "lean"  and  "extra  lean." 

FSIS  proposed  the  values  for  "lean" 
and  "extra  lean"  as  descriptors  for  use 
in  all  meat  and  poultry  products. 
Accordingly,  the  terms  could  be  used  on 
miilti-in^edient,  meal-type  products  as 
well  as  muscle  cuts  of  meat,  groimd 
beef,  and  hamburger.  CurrenOy,  FSIS 
extends  special  exception  to  ground 
beef  and  hamburger  for  the  purposes  of 
"lean"  and  "extra  lean"  labeling. 
"Lean"  and  "extra  lean"  ground  beef 
and  hambiuger  can  contain  up  to  22.5 
percent  fat.  a  25  percent  reduction  from 
the  regulatory  standard  of  30  percent  fat 
for  these  products. 


Specifically  mentioned  in  the 

proposal  w«e  the  " percent  bt 

free"  claims.  FDA  propoeed  to  prohibit 
the  claim  in  those  circumstanoes  in 
which  it  would  be  misleading.  Ihe  FDA 
criteria  was  for  the  product  to  meet  the 
definition  for  "low  fat"  and  for  the  label 
or  labeling  to  disclose  the  amount  of 
total  fat  per  serving  of  the  product  The 
Agency  reviewed  FDA's  proposal  on 
this  issue  and  fully  agreed  with  FDA, 
and  therefore  proposed  the  same  criteria 
for  meat  and  poultry  products. 

There  was  overwhelming  support  in 
response  to  the  proposal  for  FSIS  to 
proceed  Mdth  the  adoption  of  FDA 
defined  nutrient  content  claims  (the 
term  "nutrient  content  claim"  is 
replacing  "descriptor"  for  consistency 
with  FDA).  The  majority  of  parties 
commenting  on  the  FSIS  proposal  have 
primary  interest  in  the  products 
regulated  by  the  Agency.  Therefore,  the 
majority  of  comments  relating  to 
nutrient  content  claims  focused  directly 
on  the  areas  of  the  proposal  that  were 
unique  to  FSIS.  namely  the  terms  "lean" 
and  "extra  lean." 

Trade  associations,  industry,  and 
consumer  groups  supported  the 
Agency's  proposal  to  provide  the  unique 
descriptors  "lean"  and  "extra  lean." 
Several  trade  associations  and 
manufacturers  disputed  the  total  fet  and 
saturated  fatty  adds  numbers  as 
extrapolated  to  100  grams,  arguing  that 
inherent  to  ruminant  muscle,  the 
saturated  fatty  adds  to  fat  ratio  is  40 
percent. 

Trade  associations  and  manufacturers 
believe  that  the  AHA  values  presented 
per  3  oimces  cooked  represented 
attainable  values  for  meat  Many 
commenters  suggested  that  induding  a 
saturated  fatty  acid  criterion  in  the 
definition  of  "lean"  aqd  "extra  lean" 
was  too  restrictive. 

Trade  assodations  believe  that  AHA, 
in  its  original  presentation  of  "lean"  and 
"extra  lean"  to  the  industries  it 
represents,  did  not  intend  to 
discriminate  against  the  inherent 
saturated  fatty  acid  content  of  ruminant 
muscle. 

TABLE  5  is  a  review  of  AHA's 
quantitative  values,  showing  the 
saturated  fatty  adds  to  fat  ratio: 


Table  5— Continued 


TABLES 

Fat 

Saturated 
fany  acids 

Rath>C%) 

Lean: 
lot 

cooked 
3ot 

cooked 

«3g 
<6g 

«3a 

33.3 

37.5 

Extra  Lean: 
lot 

act 


Fat 


<1.4g 
<4.3g 


Satuiated 
laity  acias 


«03g 
<1.4g 


f«o(%) 


36.7 
32.5 


In  response  to  the  ANPR,  AHA 
provided  tables  of  meat  and  poultry  that 
would  be  included  in  its  proposed 
definitions  of  "lean"  and  "extra  lean." 
As  a  parameter  for  determining  the  meat 
and  poultry  products  that  would  meet 
the  definitions.  AHA  factored  a 
nnmding  margin  of  0.4  grams  for  the  3 
ounce  cooked  values  (i.e..  8.4  could  be 
rounded  to  8.0  grams).  T^le  6 
represents  the  ratios  of  the  saturated 
fatty  adds  to  fat  for  the  3  ounce  values 
factoring  in  the  rounding  margins  used 
by  AHA: 

Tables 


Lean: 
Sot 


Extra  LeaiK 
3ot 
cooked 


Fat 


<S.4g 
<4.4g 


taiyaeioa 


<3.4g 
<1.4g 


Raao(%) 


40J 
3ia 


Many  trade  assodations  and  industry 
comments  suggested  that  the  3  ounce 
cooked  numbers,  when  rounded  to  the 
according  values  in  TABLE  5.  wotild 
further  provide  an  appropriate  ratio  of 
saturatM  fatty  adds  to  total  fat  that 
meat  could  achieve.  FSIS's  proposal  did 
not  specify  the  roimding  for  the  fat. 
saturated  fat,  and  cholesterol  values. 
Numerous  commenters  requested  that 
FSIS  clarify  the  rounding  that  would 
apply  to  the  proposed  values,  and  asked 
that  the  values  be  rounded  to  the  whole 
gram. 

The  Agency's  intention  was  to 
provide  the  \mique  nutrient  content 
claims  "lean"  and  "extra  lean" 
spedfically  for  use  on  meat  and  poultry 
products.  As  a  resiilt  of  the  Agency's  use 
of  the  1  ounce  cooked  numbers  to 
extrapolate  to  100  grams,  the  "lean"  and 
"extra  lean"  definition  contained  a 
saturated  fatty  adds  to  total  fat  ratio  of 
33.3  percent  and  36.7  percent, 
respectively.  As  discussed  earlier,  some 
meat  and  poultry  products  wrill  not 
utilize  many  of  the  descriptive  terms 
included  in  FDA's  nutrient  content 
claims  regulations.  The  Agency's 
resolve  is  to  furnish  meat  and  poultry 
products  with  equitable  descriptive 
terms  through  the  use  of  the  terms 
"lean"  and  "extra  lean."  In  light  of  the 
overwhelming  comments  indicating  that 
adherence  to  the  saturated  fat  to  total  fat 
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ratios  are  impossible  for  meat,  FSIS  is 
withdrawing  the  qualitative  values 
proposed. 

FSIS  believes,  and  is  supported  by 
commenters.  that  the  AHA  3  ounce 
cooked  values  have  merit.  The  Agency 
also  beheves  that  "lean"  and  "extra 
lean"  definitions  that  recognize  and 
allow  for  the  inherent  saturated  fatty 
acid  content  of  meat  can  easily  include 
a  saturated  fatty  acid  criterion  in  the 
definition. 

The  Agency  further  believes  that 
defining  the  terms  "lean"  and  "extra 
lean"  with  fat,  saturated  fatty  acids,  and 
cholesterol  values  per  3  ounces  is 
difficult  to  apply  to  any  definition.  FSIS 
proposed  the  "lean"  and  "extra  lean" 
values  solely  per  100  grams.  It  was  the 
Agency's  intent  to  propose  a  dual 
criteria,  per  100  grams  and  per  labeled 
serving. 

To  maintain  as  much  consistency 
with  the  criteria  for  nutrient  content 
claims  as  possible,  the  Agency  is 
modifying  in  the  definitions  of  "lean" 
and  "extra  lean,"  the  dual  criteria  of  per 
RACC  and  100  grams  for  individual 
foods  and  per  100  grams  and  per  labeled 
serving  size  for  meal-type  products.  The 
Agency  is  retaining  the  100  gram 
requirement  for  individual  foods 
because  the  RACC  for  the  same  food 
may  vary  depending  on  the  use  of  the 
food  (e.g.,  ham  used  as  a  luncheon  meat 
RACC  is  55  grams,  ham  used  as  an 
entree  RACC  is  85  grams). 

The  effect  this  would  have  on  nutrient 
content  claims  is  the  luncheon  meat 
could  have  approximately  Vs  more  of  a 
nutrient  (such  as  fat.  saturated  fatty 
acids,  cholesterol,  or  sodium)  to  qualify 
for  a  claim  such  as  "low".  The  Agency 
believes  this  would  be  false  and 
misleading  for  consumers. 

To  facilitate  the  use  of  the  3  oimce 
values  for  the  terms  "lean"  and  "extra 
lean",  the  values  were  converted  to  a 
percentage  (100  gram)  basis.  The 
following  values  are  a  result  of 
extrapolating  AHA's  proposed  3  ounce 
cooked  values  to  lOO  grams  (conversion 
factor  1  ounce=28  grams): 


Fat 

Satu«ated 
tally  acids 

Choles- 
terol 

Lean  _ 

Etfrn  LMn 

9.5  g 
5.1  g 

aeg 

1.6  g 

952  mg 
952  mg 

The  Agency  took  these  numbers  and 
rounded  them  to  the  nearest  whole 
number 

Fat 

Saiuntad 
ttflyacWs 

Choles- 
lerol 

LMO  

Enn  Lean 

10  g 
sg 

49 
29 

95  mg 
95  mg 

The  ratio  of  satiirated  fatty  acids  to  fat 
is  40  percent  for  both  "lean"  and  "extra 
lean".  The  numerical  rounding  for  these 
numbers  will  be  the  rounding  proposed 
for  the  fet,  saturated  fatty  acids,  and 
cholesterol  on  the  nutrition  label  after 
compliance  considerations  are  taken 
into  account.  Fat  and  saturated  fat  will 
be  rounded  to  the  nearest  0.5  gram  (i.e.. 
10.24  grams  is  rounded  to  10  grams)  and 
diolesterol  to  the  nearest  5  milligrams. 

The  Agency's  proposal  to  apply  the 
"lean"  and  "extra  lean"  definitions  to 
all  meat  and  poultry  products,  including 
ground  beef  and  hamburger,  received 
divided  comments.  Many  commenters 
supported  the  use  of  the  terms  to 
describe  processed  meat  and  poultry 
products  while  some  commenters  did 
not  Many  ground  beef  and  hamburger 
manufacturers  urged  the  Agency  to 
reconsider  the  exemption  ior  ground 
beef  and  hamburger. 

The  criterion  for  some  of  the  nutrient 
content  claims  defined  by  FDA  will  not 
allow  many  meat  and  poultry  products 
to  qualify  for  their  use.  The  Agency  is 
offering  "lean"  and  "extra  lean"  as 
alternatives  for  meat  and  poultry 
products,  including  meal-type  products, 
injected  products,  pumped  products, 
and  breaded  and  battered  products. 
Offering  these  terms  to  muscle  products 
exclusively  would  bring  disparity  to 
meat  and  poultry  products.  FSIS 
believes  that  a  meat  and  poultry  product 
meeting  the  definition  for  "lean"  or 
"extra  lean"  should  be  permitted  to 
label  that  product  as  such,  regardless  of 
whether  the  product  has  added 
ingredients  or  is  a  muscle  meat. 
Carrying  that  belief  further,  the  Agency 
believes  that  applying  these  definitions 
across  all  product  categories  would  best 
benefit  the  consumer  and  aid  in 
nutrition  education.  By  granting  ground 
beef  and  hamburger  an  exemption,  there 
would  be  a  dual  criteria  pertaining  to 
these  definitions.  The  Agency  believes  it 
cannot  permit  this  confusion  in  the 
marketplace  nor  in  the  education  of 
consumers.  Therefore,  the  definitions  of 
"lean"  and  "extra  lean"  will  be  applied 
categorically  across  all  meat  and  poultry 
products. 
Commenters  also  recommended  the 

term  " percent  lean"  to  be 

allowed  on  the  labeling  of  muscle  meats 
which  contain  20  percent  or  less  fat, 
especially  as  an  alternative  for  ground 
beef  and  hamburger.  The  agency  has 
given  this  recommendation  careful 
consideration  and  believes  that,  in  light 

of  the  " percent  fat  free" 

regulation  discussed  below, ". 


percent  lean"  would  be  a  viable 
alternative  for  meat  and  poultry.  The 
Agency  received  comments  in  support 
of  unified  nutrient  content  claims,  and. 


therefore,  will  adopt  the  definition  for 

" percent  fat  free"  claims.  The 

" percent  fat  bee"  and  " 

percent  lean"  claims  must  meet  the 
definition  for  "low  fat." 

Inadvertently  omitted  in  the  proposed 
codified  language  for  "lean"  and  "extra 
lean"  were  the  general  requirements 
that  accompany  all  the  nutrient  content 
claims.  The  general  requirements 
pn>Vide  that  the  product  be  labeled  in 
compliance  with  §  317.309  or  §  381.409. 
and  the  nutrient  content  claims  comply 
with  the  requirement  of  §  317.313  or 
8  381.413.  The  Agency  has  corrected 
that  oversight  in  this  final  rule. 

The  comments  received  by  FDA,  in 
response  to  its  nutrient  content  claims 
proposals,  specifically  addresses  the 
definitions  of  terms.  Responses  to  the 
FSIS  proposals  that  commented  on 
nutrient  content  claims  would,  in  some 
instances,  include  responses  written  to 
FDA,  along  with  a  brief  comment 
expressing  support  for  harmonization 
between  FSIS  and  FDA. 

In  response  to  the  comments  it 
received.  FDA  has  made  modifications 
to  its  proposals.  Since  FSIS  is  adopting 
most  of  the  FDA  nutrient  content  claims 
proposals,  the  two  Agencies  have  been 
working  closely  on  the  resolution  of  key 
issues  raised  by  comments,  and  the 
modifications  to  the  proposals.  A  brief 
discussion  of  six  key  issues  related  to 
nutrient  content  claims  follows: 

1.  Nutrient  density.  FDA  proposed  for 
nutrient  content  claims  the  criteria  of 
per  RACC,  per  labeled  serving  size,  and 
per  100  grains  of  food  for  individual 
foods.  Commenters  expressed  concerns 
that  the  100  gram  criterion  would 
inappropriately  prohibit  "low"  claims 
on  many  foods,  and  that  the  100  gram 
criterion,  in  addition  with  the  RACC  j  { 
criterion,  was  excessive. 

Weight  based  criterion  was  proposed 
to  prevent  "low"  claims  on  certain 
foods  that  are  dense  in  a  nutrient  on  a 
wei^t  basis  yet  still  qualify  for  a  low 
claim  because  of  their  small  serving 
size. 

This  final  regulation  will  be  modified 
by  applying  a  weight-based  criterion  for 
"low"  claims  and  "very  low  sodium" 
claims  only  to  foods  with  small  serving 
sizes  (i.e..  30  grams  or  less  or  2 
tablespoons  or  less).  These  foods  will  be 
evaluated  on  a  per  RACC  and  50  gram 
requirement.  All  other  individual  foods 
will  be  evaluated  on  a  per  RACC  basis 
only. 

2.  Comparative  claims.  Comments 
received  in  response  to  FDA's  proposals 
suggest  that  consumers  do  not 
differentiate  between  the  terms  "less" 
("fewer")  and  "reduced,"  and,  therefore, 
the  terms  should  be  considered 
synonymous.  Commenters  also  opposed 
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the  minimum  (qiiantitative)  reduction 
requirement,  stating  that  this  criterion  is 
overly  restrictive,  would  prevent  claims 
on  small  serving  sizes,  and  would 
penalize  foods  that  have  already  been 
nutritionally  improved. 
This  final  rule  has  been  modified  to 

f»ermit  the  use  of  "reduced"  and  "less" 
"fewer")  as  synonymous  terms 
referring  to  a  reduction  of  at  least  25 
percent  in  a  nutrient.  In  order  that 
reductions  not  be  trivial,  claims  will  be 
prohibited  if  the  reference  food  already 
meets  the  criteria  for  "low."  Disclosure 
of  the  percent  reduction  and  the 
reference  food  will  be  required  with  a 
claim. 

3.  "Light"  or  "lite".  Many  comments 
to  FDA's  proposals  contended  that 
certain  products  would  not  be  able  to 
make  a  "Hght"  claim  imder  the 
proposed  definition.  Comments 
questioned  the  feasibility  of  creating  an 
acceptable  product  reduced  both  in 
calories  and  fat  (fat  substitutes  often 
contain  a  significant  number  of  calories) 
or,  in  the  case  of  products  with  small 
serving  sizes,  unable  to  make  sufficient 
reductions  due  to  the  small  amoxmt  of 
nutrients  in  the  regular  product.  The 
proposed  definition  was  based  on  the 
belief  that  consumers  equated  the  use  of 
the  term  "light"  with  calories.  To 
support  this  belief,  FDA  cited  data 
contained  in  (1)  FDA's  1982  Health  and 
Diet  Siurey  and  (2)  Calorie  Control 
Coimcil's  January  9. 1990,  New  Release, 
"Americans  Finding  'light'  to  Their 
Liking."  The  Calorie  Council's  siuvey 
showed  that  consumers  associate  the 
term  "light"  with  calories,  as  well  as 
with  fat.  A  National  Consumers  Survey 
by  the  Gallop  Organization  showed  that 
8  out  of  10  consumers  of  "hght" 
products  use  these  products  to  reduce 
fat.  Therefore,  the  "light"  definition  has 
been  modified  to  include  a  fat  and 
calorie  reduction  requirement.  To 
satisfy  the  "hght"  definition,  foods  with 
greater  than  50  percent  calories  from  fat 
must  reduce  fat  by  50  percent.  Foods 
with  less  than  50  percent  calories  fi'om 
fat  must  reduce  the  fat  by  50  percent 
and  the  calories  by  one-third.  FSIS  and 
FDA  believe  that  "light"  for  sodium  can 
be  nutrient  specific,  and  has  modified 
this  final  rule  to  provide  for  the  use  of 
the  term  "light  in  sodium."  "Light  in 
sodium"  will  mean  50  percent 
reduction  in  sodium. 

4.  Implied  claims.  FDA  proposed  that 
an  "implied"  claim  was  a  statement  that 
would  lead  a  consvuner  to  assume:  (a) 
That  a  nutrient  is  absent  or  present  in 

a  certain  amoimt,  and  (b)  that  a  food, 
because  of  its  nutrient  content,  is  useful 
in  achieving  a  total  daily  diet 
conforming  to  dietary  guidelines  (e.  g., 
"healthy").  Healthy  was  not  defined. 


Therefore,  under  the  proposal,  healthy 
could  not  be  used,  except  in 
"grandfathered"  brand  names. 

Health  professionals,  consumer 
organizations.  States,  and  a  segment  of 
industry  suggested  that  such  daims 
should  either  be  prohibited  entirely  or 
be  defiited.  Many  industry  comments 
stated  that  terms  such  as  "healthy," 
"nutritious,"  and  "wholesome"  are  not 
impUed  claims  under  the  NL£A. 

Many  comments  proporad  definitions 
for  the  term  "healthy",  ranging  bom 
"low  in  fat,  saturated  fat,  cholesterol 
and  sodium  plus  high  in  at  least  two  key 
micronutrients,"  to  "not  exceeding  the 
levels  of  fat,  saturated  fat,  cholesterol 
and  sodium  that  would  be  inconsistent 
with  dietary  guidelines";  e.g.,  the 
disclosure/disquaUfier  levels. 

Before  the  term  "healthy"  can  be 
defined,  FSIS  will  seek  public  comment 
on  this  issue  by  publishing  a  proposed 
rule  with  request  for  comments. 

5.  Meal-type  products.  FDA's  proposal 
included  the  definition  of  meal-type 
product  as  a  food  that:  (a)  Makes  a 
significant  contribution  to  the  diet 
either  by  providing  at  least  200  calories 
per  serving  or  by  weighing  at  least  6 
ounces  per  serving;  (b)  contains 
ingredients  from  two  or  more  of  the  four 
food  groups;  and  (c)  is  represented  as  a 
meal,  main  dish,  entree  or  pizza.  Claims 
for  these  meal-type  products  generally 
would  be  based  on  nutrient  levels  per 
100  grams. 

Industry  comments  generally 
supported  the  proposed  definition  of 
meal-type  products  whereas  health 
professional  and  consumer  advocacy 
groups  foimd  it  too  broad,  and  the  200 
calorie  requirement  much  too  low. 
Some  of  these  groups  also  found  the 
requirement  for  a  minimum  of  two 
ingredients  (as  opposed  to  two  servings) 
too  liberal,  and  would  not  meaningfully 
distinguish  meal-type  products  ft^om 
individual  foods. 

The  responses  FSIS  received  to  the 
definition  of  meal-type  products 
overwhelmingly  supported,  rather  than 
opposed,  the  Agency's  proposed 
definition.  FSIS  believes  the  majority  of 
meal-type  products  fall  under  the 
Agency's  purview,  and  does  not  believe 
the  comments  received  warrant  major 
changes  in  the  definition  proposed. 
Comments  received  suggest  that  a  200 
calorie  level  is  an  insufficient  amount  of 
food  for  a  meal-type  product,  even  for 
those  on  a  reducing  diet  and  that  a 
number  of  individual  foods  would  meet 
this  minimum  caloric  level.  Increasing 
the  caloric  level  substantially  might 
exclude  a  number  of  meal  products 
appropriate  for  weight  maintenance  or 
weight  reduction. 


Comments  support  the  weight 
requirement  of  6  oimces.  Nielson 
Scantrack  1990  through  1991  Data, 
provided  to  the  Agency,  show  that  78.7 
percent  of  the  frozen  dinners  (6.0 
ounces — 24.0  ounces)  surveyed  fall 
between  6  ounces  and  12  ounces. 

The  Agency  is  convinced  by 
comments  that  the  200  calorie 
requirement  is  insufficient.  The  Agency 
believes  a  weight  reqtiirement  is 
necessary  to  ensure  that  products 
represented  as  meals  contain  adequate 
amounts  because  of  their  contribution  to 
the  overall  diet.  Therefore,  the  Agency 
is  modifying  the  meals  definition  to 
exclude  a  minimum  calorie 
requirement,  but  include  a  minimum 
and  maximum  weight  requirement  of  6 
ounces  and  12  ounces  respectively. 

The  definition  proposed  will  remain, 
with  criterion  (a)  modified  to:  "Makes  a 
significant  contribution  to  the  diet  by 
weighing  at  least  6  ounces,  but  not  more 
than  12  ounces."  Meal-type  products 
weighing  more  than  12  ounces  will  be 
evaluated  on  a  case-by-case  basis. 

The  term  "source"  Tor  meal-type 
products  was  proposed  to  be  used  when 
a  product  contained  10-19  percent  of 
the  RDI  or  DRV  for  the  nutrient  per  100 
grams  of  product.  Hie  term  "high"  was 
proposed  for  use  on  meal-type  products 
that  contained  equal  to  or  greater  than 
20  percent  of  a  nutrient  per  100  grams. 
Comments  stated  that  the  per  100  gram 
basis  would  result  in  inappropriately 
high  nutrient  levels  to  make  products 
eligible  for  "high"  or  "good  source" 
claims.  For  example,  to  make  a  "high  in 
Vitamin  C"  claim,  a  10-ounce  dinner 
would  be  required  to  contain  over  one 
half  of  the  DRV.  Comments  also  stated 
that  products  that  contain  a  smaller 
percent  of  the  DRV  still  may  be 
considered  excellent  nutrient  sources. 
Therefore,  the  final  regulation  has  been 
modified  to  provide  for  the  use  of  the 
terms  "source"  and  "high"  on  meal-type 
products  that  contain  an  individual  food 
that  meets  the  definitions  of  "source" 
and  "high."  For  example,  the  label  or 
labeling  claim  for  a  meal-type  that 
contained  carrots  could  state  "Carrots 
are  a  source  of  Vitamin  A." 

6.  Bmnd  to  bmnd  comparisons.  As  a 
basis  for  comparative  terms,  the  FSIS 
proposal  provided  as  reference  foods: 

(1)  An  mdustrywide  norm,  i.e.,  a 
composite  value  weighted  according  to 
a  national  market  share  on  a  imit  or 
tonnage  basis  for  all  the  foods  of  the 
same  type  as  the  food  for  which  the 
claim  is  made; 

(2)  A  manufacturer's  regular  product 
that  has  been  offered  for  sale  to  the 
public  on  a  regular  basis  for  a 
substantial  period  of  time  in  the  same 
geographic  area  by  the  same  business 


654  Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


entity  or  by  one  entitled  to  use  its  trade 
narae:  or 

(3)  A  food  or  class  of  food  whose 
composition  is  reported  in  a  cvirrent 
valid  data  base. 


Many  industry  comments  objected  to 
only  a  manufacturer's  own  brand  for  use 
as  a  reference  food.  The  Agency  believes 
that  use  of  a  competitor's  products  has 
the  potential  for  unwarranted 
inferences.  Therefore,  this  final  rule 


does  not  permit  competitors'  products 
as  reference  foods. 

For  easy  reference,  the  following  two 
tables  contain  the  nutrient  content 
claims  definitions  which  have  been 
modified  from  the  proposed  definitions. 


Table  7.— Nutrient  CONTEfrr  Cumms  for  Foods 


Nutrtem 


Caiortss 


Sodium 


Total  F«. 


Saturated  Fat 


DxXestefOi 


Free 


Synonyms  tor  "Free":  "Free  or. 
"No".  -Zero".  "Withour.  Trtvial 
•ource  oT.  "NegUglble  source 
or,  "Oietarity  Insigniflcam 
aouroeoT. 

ExcepOon:  "Sugarless".  "Nonlar  . 


<5IMCC 


<5mg/RACC 


"Sail  Ffse"  may  be  used  If  food  is 
"Sodium  Free". 

<0.5(^RACC 


Low 


<0.S  g/RACC  &  Level  o(  trans 
ialty  acids. 


<1%  tit  total  lat . 


Sugar 


<2mg/RACC  <=2  g  SFA/RACC 


<0.5  g  sugar/RACC . 


SyrxMiyms  for  "Low":  "Contains  a 
smaH  amount  'oT',  "Low  source 
or.  "Low  m". 


Excepltoo:  "IHiie  sodium",  "Few" 

for  calortes.  "Uttte  far.  "A  Nttle 

saturated   tar.    "Uttte   ctwles- 

teror. 
Reference  Amount  >30g  or  >2T: 

<=40  cal/RACC. 
Reference    Amount    <z30g    or 

<^T:    <=40   caVRACC   &   /SO 

grams. 
RelererKe  Amount  >30g  or  >2T: 

<=140  mg/RACC. 
Reference    Amount    <=30g    or 

<=2T:  <=140  mg/RACC  &  50  g. 

Reference  Amount  >30g  or  >2T: 
<=3  g/RACC  <=30%  calories 
from  lat 


Reference  Amount  >30g  or  >2T: 

<=1   g/RACC   <=15%  calories 

SFA. 
Reference    Amoum:     o:30g    or 

<=2T:    'CxI    g/RACC    &  /50  g 

<>1S%  calories  SFA. 
Reference  Amount  >30g  or  >2T: 

<=  20  mg/RACC  <=  2  g  SFA/ 

RACC. 
Reference    Amourtt    <s30g    or 

<=2T:  <=20  mg/RACC  &  SO  g 

<=2  g  SFAffUCC. 


Reduced/less/lewer 


Synonyms  tor  "Reduced/Less/ 
Fewer":  "Reduced  in".  "Lower", 
-Lower  m". 


>=2S%  fewer 


>=2S%  fewer . 


>s2S%  tevrar 


Other 


-Very  Low  Sodium",  "Very  Low  in 

Sodkjm". 
Reference  ArrxMnl  >30g  or  >2T: 

<e3S   mg/RACC.   <=30   g   or 

<x2T:  <*3S  mg/RACC  &  SO  g. 
"_ ^%  Fat  Free"  must  meet  "low 

farcriterta. 


>=2S%  fewer 


>=2S%  fewer  and  <=2  g  SFA/ 
RACC. 


>s2S%  lewer/RACC 


%Lean' 

ctlterla. 


must  meet  "low  fat" 


"No  added  sugar.  "Without 
added  s«gar,  "No  sugar 
added"  H  no  amount  of  sugar, 
or  Ingredient  that  functionally 
substitutes  lor  added  sugars  is 
added,  the  product  does  not 
contain  Ingredients  containing 
added  sugars,  and  the  food  de- 
dares  (unless  It  meets  definition 
that)  K  Is  not  "tow  calorie"  or 
-reduced  calorie" 


*RACC>(W*«ence  AmotM  CuMonwrily.Conttinied. 


Table  a— Nutrient  Claiiwis  for  Meals 


NutrterM 


Caloites 
Sodium  . 


Total  Fat 


Free 


Synonyms  for  "Free":  "Free  or, 
-No".  "Zero".  -WithouT.  "Trivial 
source  or,  "NegHgOte  source 
or,  "Oietamy  Insignificant 
source  or. 

Eicapdon:  "Sugarless",  "Nonfar  . 


Not  defined 

<Smg/Labeled  Senring 

-SaK  Fres"  may  be  used  if  food  is 

-Sodhm  Free". 
<O.S(^Labeied  Senrlng „ 


Low 


Synonyms  lor  "Low":  "Contains  a 
small  amount  or,  "t.ow  source 
or,  "Low  in". 


Exception:  "Little  sodhjm",  "FewT 
tor  calories.  "Little  far,  "A  MIe 
saturated  far.  "Little  choles- 
terol". 

■«t20/100g 

<sl40mg/100g 

<x3  g/lOOg  and  <30%cai  from  (at 


Reduced/less/lewer 


Synonyms     for    "ReducedA.ess/ 
FeweT;. 


>a25%  tewer/100  grams. 
>s2S%  fewer/100  grams 

»2S%  fewer/100 


Other 


-Va«y  Low  Sodium' 
-Very  Low  m  Sodium" 
o35  monoo  gram 

- %  Fal  free"  must  meet  Tow 

farofterfa. 
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Table  8— WuTRlE^^•  Claims  for  Meals— Continued 


NuMent 


SaturetedFat 

Choleetorol  .... 
Sugar » 


<0.S(Aabal6d  Seiving  and  Lavei 
o(  trarw  fatty  adds. 

<i%  Total  Fal 

<2  mf^Labeled  Serving _... 

<-2g  SFA/Labelad  SanAig  .„ 

<0.5g^Labelad  Swving 


Low. 


c1  g/IOOg  <10%  cakMles  SFA  , 


<20  mj^lOO  grams «... 

<=2  g  SFA/IOOg 


RaducedAass/fewar 


>«2S%  towacnoo  grams. 


<x2gSFAn00g. 
>-25%  ta«Mr/100  grams 


Olhar 


'^.^_  %  LaanT  must  maal  low 
larcrtlarla. 


"^40  added  sugar.  "Vfllhout 
added  sugar,  "Ho  sugw 
added"  N  no  amount  ol  sugar, 
or  Ingredient  that  tunctlonaMy 
subsStules  tor  added  sugars  Is 
added,  the  product  does  not 
contain  Ingredients  containing 
added  sugars,  and  the  iood  de- 
ciarae  (untees  tt  meets  definition 
that)  It  Is  not  "low  calorte"  or 
"raduoed". 


7.  Petitions.  FSIS  proposed  to  provide 
1 1  petition  process,  consistent  wiUi  FDA, 
to  permit  the  iise  of  nutrient  content 
claims  not  included  in  the  proposal, 
synonymous  terms  that  are  consistent 
with  a  regulatory  term,  and  implied 
claims  made  as  part  of  the  brand  name. 
The  proposed  rule  would  have  required 
the  petitions  to  be  supported  by  detailed 
information,  including: 

(1)  A  description  of  the  term  and  the 
nutrient  that  the  term  is  intended  to 
characterize; 

(2)  A  detailed  explanation  of  why  use 
of  the  food  component  characterized  by 
the  claim  is  important  to  human 
nutrition; 

(3)  Analytical  data  that  demonstrate 
the  amount  of  the  nutrient  that  is  the 
subject  of  the  claim;  and 

(4)  A  detailed  analysis  of  the  potential 
effect  of  the  use  of  the  proposed  claim 
on  food  consumption. 

The  proposed  rule  would  have 
required  petitions  for  new  nutrient 
content  claims  to  be  processed  through 
rulemaking  proceedings.  Upon  receipt 
and  review  of  such  petitions,  FSIS 
would  notify  the  applicant,  in  writing, 
that  the  petition  was  either  being 
considered  for  further  review  or  that  the 
petition  had  been  denied  by  the 
Administrator.  If  the  Administrator 
denied  the  petition,  he  or  she  would 
notify  the  applicant,  in  writing,  as  to  the 
reason  (s)  for  the  denial.  If  the  claim 
were  approved  by  the  Administrator, 
the  Agency  would  notify  the  appUcant 
by  letter  and  would  also  publish  in  the 
Federal  Register  a  proposed  rule  to 
amend  the  regulations  to  authorize  the 
use  of  the  claim  in  the  labeling  of  meat 
and  poultry  products. 
ir  FSIS  also  proposed  petition  processes 
for  synonymous  terms  and  implied 
claims  that  would  not  require 
irocessing  through  rulemaking 
>roceedings.  The  petition  process 


proposed  for  synonymous  terms 
generally  followed  the  same  process  as 
the  process  for  new  nutrient  content 
claims,  except,  instead  of  publishing  a 
proposed  rule  and  seeking  comment,  the 
Agency  would  pubUsh  a  notice  in  the 
Fmleral  Register  informing  the  public  of 
the  Administrator's  decision  to  grant  the 
approval  of  the  synonymous  term. 

The  petition  process  proposed  for 
implied  claims  would  have  required 
FSIS,  upon  receipt  and  review  of  such 
petition,  to  notify  the  appUcant,  in 
writing,  that  the  petition  was  either 
being  considered  for  further  review  or 
that  the  petition  had  been  denied.  The 
Administrator  would  publish  in  the 
Federal  Register  a  notice  of  the  petition, 
announcing  its  availability  to  the  public 
and  seeking  comment  on  the  petition.  If 
the  Administrator  denied  the  petition, 
he  or  she  would  notify  the  applicant,  in 
writing,  as  to  the  reason(s)  for  the 
denial.  If  the  claim  were  approved  by 
the  Administrator,  the  Agency  would 
notify  the  applicant  by  letter  and  would 
also  publish  a  notice  in  the  Federal 
Register  informing  the  public  of  such 
fact. 

As  discussed  in  FSIS's  proposed  rule 
on  nutrition  labeling,  many  comments 
responding  to  the  ANPR  on  nutrition 
labeling  recommended  that  FSIS  not 
approve  the  use  of  claims  on  a  case-by- 
case  basis  imder  the  prior  label  approval 
process.  Such  commenters  suggested 
that  such  uses  be  permitted  through  a 
petition  and  rulemaking  process  that 
would  provide  full  opportunity  for 
public  comment.  In  response  to  those 
comments,  FSIS  proposed  to  establish 
such  a  petition  process. 

FSIS  received  a  comment  urging  FSIS 
to  simplify  its  request  for  information  in 
the  petitioning  process.  The  commenter 
contended  that  such  elaborate 
information  would  be  unduly 
burdensome  to  industry  and  would 


serve  as  a  disincentive  for  the 
development  of  healthful  products. 

In  reevaluating  this  proposed  process, 
FSIS  determined  that  a  process  for 
approving  new  claims  would  best  be 
conducted  imder  the  prior  label 
approval  system.  The  requesting 
establishment  will  be  required  to  submit 
only  one  request  to  FSIS  for  approval  on 
the  use  of  a  new  claim.  Rather  than 
petitioning  for  the  use  of  a  certain  claim 
and,  after  FSIS  approval,  submitting  a 
labeling  application  for  the  use  of  that 
same  claim,  the  requesting 
establishment  would  be,  in  effect, 
"petitioning"  the  Agency  for  use  of  a 
certain  claim  throu^  its  submittal  of  a 
labeling  application.  Thereafter,  other 
manufacturers  desiring  to  use  such 
claims  would  simply  submit  their 
standard  labeling  applications  to  FSIS 
for  approval.  Under  such  a  process, 
label  approval  for  the  use  of  such  claims 
will  be  provided  in  a  more  timely 
fashion,  and  preparation  and  submittal 
of  certain  duplicative  information 
would  be  eliminated.  FSIS's  petition 
process  is  still  consistent  with  FDA's 
except  for  the  mechanism  used  by 
manufacturers  to  request  use  of  a  new 
claim.  FDA  requires  a  "petition" 
whereas  FSIS  requires  a  '-'labeling 
application."  All  other  aspects  of  the 
process  are  generally  the  same.  The 
opportunity  for  public  comment  will 
still  be  available  through  the  pubUcation 
in  the  Federal  Register  of  proposed 
rules  or  notices  on  the  proposed  claims, 
except  synonymous  claims,  which  will 
satisfy  concerns  discussed  above 
regarding  the  need  for  public 
participation  in  the  approval  of  new 
claims.  (Labeling  applications  for  the 
use  of  synonymous  claims  will  not  be 
issued  for  public  comment  prior  to  the 
Administrator's  final  determination, 
which  is  consistent  with  FDA). 
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In  responding  to  the  commenter  of  the 
proposed  nile  £at  the  proposed 
infonnation  supporting  a  claim  would 
be  burdensome  and  discouraging  to  the 
industry,  FSIS  believes  that 
determinations  on  the  use  of  new 
nutrient  content  claims,  8ynon)rmou8 
claims,  or  implied  claims  must  be 
validated  by  sound,  reliable  data.  To 
assure  the  validity  of  any  such  claims, 
they  must  be  supported  by  sound 
evidence  on  the  potential  eR^act  of  the 
proposed  claim  on  food  consumption 
and  any  corresponding  changes  in 
nutrient  intake.  The  use  of  any  such 
rlaims  must  also  be  proven  to  provide 
nutritional  benefits  to  the  public  that  are 
not  already  available  through  use  of 
existing  terms.  Even  more  importantly. 
it  must  be  demonstrated  why  the  use  of 
the  proposed  term  would  not  be  false  or 
misleeding. 

FSIS  maintains  that  responsibility  for 
validating  the  use  of  a  new  claim  rests 
with  the  manufacturer  who  desires  to 
use  the  claim.  Therefore,  this  final  rule 
requires  a  manufiscturer  to  request  the 
use  of  a  new  claim  by  submitting  a 
labeling  application  and  the  detailed 
proposed  information  which  supports 
such  use.  Through  review  of  the 
complete  supporting  information,  FSIS 
can  effectively  determine  the  validity  of 
such  a  proposed  claim  and.  in  the  case 
of  new  nutrient  claims  and  implied 
claims,  provide  the  public  writh 
sufficient  information  upon  which  to 
base  meaningful  comment. 

VUI.  Compliance  and  Analytical 
Methods 

As  part  of  its  prior  label  approval 
process,  FSIS  requires  manufacturers  to 
submit  analytical  data  to  support 
nutrient  values  and  content  claims  on 
food  labels.  The  Agency  processed 
approximately  180,000  requests  for  label 
approvals  in  1990,  of  whidi  many 
contained  nutrition  information.  FSIS 
conducts  a  nutrition  labeling 
verification  program  to  ensure  the 
continued  accuracy  of  label  information 
after  initial  approval.  Under  the 
program,  manufacturers  periodically 
submit  analytical  data  on  their  products 
for  Agency  review.  FSIS  nutrition 
labeling  guidelines  for  meat  and  potiltry 
products,  which  address  requirements 
for  initial  label  approval  and  continuing 
accuracy  of  labels,  are  contained  in 
Policy  Memoranda  85B  and  86. 

In  the  preamble  to  the  proposed  rule 
published  in  November  1991,  FSIS 
maintained  that  eadi  manufactiirer  is 
responsible  for  insuring  the  validity  of 
nutrient  declarations  contained  on 
product  labels,  and  concluded  that 
r<»quirements  for  submission  of 
latKiratory  data  «ihth  requests  for  initial 


label  approvals  and  nutrition  Iriieling 
verification  procedures  are  imnecessary. 
FSIS  would  require  plant  management 
to  maintain  records  that  support 
nutritional  values  and  establish  a  partial 
quality  control  (PQC)  program  for 
nutrients  that  are  subject  of  nutrient 
content  claims.  The  Agency  proposed  to 
allow  the  most  current  representative 
data  base  values  contained  in  USDA's 
National  Nutrient  Data  Bank  (NNDB)  or 
its  published  form,  the  Agriculture 
Handbook  No.  8  (AH-8)  series,  to  be 
used  for  volimtary  nutrition  labeling  of 
single-ingredient,  raw  meat  and  poultry 
products,  without  subjecting  sucn  labels 
or  labeling  to  compliance  review  unless 
a  nutrition  claim  was  made. 

On  March  25, 1992,  FSIS  published  a 
supplemental  proposed  rule  in  the 
Federal  Setter  (57  FR  10298)  to.  in 
part,  permit  companies  to  base  nutrient 
information  on  processed  meat  and 
poultry  product  labels  on  data  bases, 
and  on  recipe  analysis  using  data  bases, 
as  well  as  on  laboratory  analyses.  The 
Agency  proposed  to  adopt  80/120 
tolerance  levels  in  determining  nutrition 
labeling  compliance  for  natiually 
occurring  nutrients  and  use  samples 
consisting  of  a  minimum  of  six  imits 
selected  nom  within  or  across  lots. 
Commenters  sought  clarification 
about  certain  aspects  of  the  compliance 
and  analytical  methods  issues  and 
siiggested  modification  and  revision  of 
various  provisions.  A  simunary  of  these 
comments  and  the  Agency's  responses 
follow. 

1.  Label  approval  and  nutrition 
labeling  verification.  All  commenters 
addressing  the  current  label  approval 
requirements  supported  the  termination 
of  requirements  relating  to  the 
submission  of  analytical  data  with 
initial  requests  for  label  approval, 
submission  of  periodic  data  t6  support 
the  continuing  accuracy  of  the  label. 
and  maintenance  of  FSlS-approved 
nutrition  labeling  verification 
procedures.  Major  reasons  cited  were 
associated  burden,  cost,  and  time 
consumption.  Commenters  supported 
Agency  testing  as  the  primary 
enforcement  vehicle  for  the  regulations. 
Trade  associations  and  companies 
requested  that  current  requirements  be 
eliminated  as  soon  as  possible. 
Questions  were  raised  as  to  whether  a 
food  may  be  labeled  in  compliaiK»  with 
the  new  nutrition  labeling  regulations, 
rather  than  existing  policy  memoranda, 
pending  the  implementation  date  of  the 
nutrition  labeling  regulations. 

FSIS  believes  that,  in  the  best  public 
mterest,  transition  to  nutrition  labeling 
under  the  new  regulations  should  begin 
immediately  and  that  current  testing 
requirements,  as  described  in  policy 


memoranda  85B  and  86.  be  terminated 
upon  publication  of  this  final  rule.  This 
approach  affords  industry  time  to 
develop  reliable  data  to  meet  the  new 
labeling  requirements  and  opportunity 
to  develop  or  reformulate  products  to 
meet  newly-defined  nutrient  content 
claims.  During  the  18-month  interim 
period  prior  to  implementation  of  these 
regulations,  new  labels  bearing  nutrition 
information  that  are  not  yet  in 
compliance  with  these  regulations  will 
be  accepted  for  initial  prior  label 
approval  without  previously  required 
supporting  laboratory  data.  Nutrition 
label  panels  will  be  validated  as  to 
conformance  either  with  existing  policy 
or  the  new  regulations  during  initial 
approvals. 

A  number  of  commenters  stated  that 
firms  with  limited  experience  in 
nutrition  and  health-related  labeling 
might  need  assistance  in  preparation 
and  review  of  labels  submitted  for 
initial  approval  under  the  new 
regulations  to  ensure  compliance. and 
that  manufacturers  should  be  allowed  to 
request  such  service.  The  Agency  will 
provide  such  guidance  in  the  form  of 
instruction  sheets  for  preparation  of  the 
nutrition  panel  and  an  FSIS  manual  on 
use  of  data  bases.  Copies  of  these 
materials  may  be  obtained,  without 
charge,  from  the  Product  Assessment 
Division,  Regulatory  Programs.  Food 
Safety  and  Inspection  Service,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250.  Copies  are  also  available  for 
public  review  in  the  FSIS  Hearing 
Clerk's  office. 

Many  industry  groups,  including  large 
trade  associations  and  small  packers, 
requested  FSIS  to  develop  the  nutrient 
data  for  food  products  via  Agency 
analysis  and  to  format  the  nutrition 
panel  at  no  charge,  and/or  to  pay  for  the 
compliance  samples  taken  from  within 
the  establishment  to  alleviate  financial 
impacts  on  small  businesses. 

FSIS  recognizes  the  potential 
economic  impact  of  the  regulations  on 
small  businesses  and  industry  at  large. 
Accordingly,  this  final  rule  provides  a 
small  business  exemption  and  permits 
the  use  of  data  bases  and  recipe  analysis 
using  data  bases  to  alleviate  costs.  In  its 
proposal,  the  Agency  stated  it  would 
monitor  a  minimum  of  six  units  for 
compliance  and,  in  most  cases,  the 
number  of  samples  taken  would  be  12 
whenever  faasible  and  not  too  costly.  It 
further  stated  that  for  various  products, 
such  as  large  samples  of  ham.  a 
composite  of  six  units  will  be  taken  for 
cost  and  logistical  efficiency.  FSIS 
concludes  that  these  multiple  cost- 
saving  measures  negate  commenters' 
concerns. 
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Numerous  commenters  requested 
clarification  as  to  the  content  of  records 
supporting  the  validity  of  label 
declarations.  FSIS  believes  that 
adequate  records  may  consist  of  results 
of  direct  product  analyses,  data  base 
values  and/or  recipe  calculations,  or  a 
combination  of  direct  analyses,  data 
base  values,  and  recipe  calculations. 

Regarding  direct  analyses,  the  Agency 
will  not  dictate  the  number  of  tests  to 
be  performed  because  the  frequency 
needed  for  accuracy  of  label  values  will 
vary  according  to  the  nature  of  the 
product,  the  nutrient,  the  sample  size, 
and  a  host  of  other  product-specific 
variables.  Many  different  sampling 
plans  can  produce  equal  assurance  that 
label  declarations  reflect  nutrient 
content.  FSIS  believes  the  manufacturer 
is  in  the  best  position  to  determine  the 
most  appropriate  plan  for  its  own 
products.  FDA  has  prepared  a 
comprehensive  guide  for  developing 
data  bases  based  on  direct  analyses  for 
food  labeling  purposes.  The  guide 
covers  sampling  objectives,  tihe  target 
population,  and  the  sampling  frame. 
While  a  person  may  follow  the  manual 
or  choose  to  use  alternate  procedures, 
FSIS  believes  the  manual  will  be  usefiil 
to  manufacturers  in  developing 
nutrition  labeling.  Copies  of  the  manual 
entitled  "FDA  Nutrition  Labeling 
Manual:  A  Guide  for  Developing  and 
Using  Data  Bases,"  1992  edition,  may  be 
obtained  from  the  Division  of  Nutrition, 
Office  of  Nutrition  and  Food  Sciences, 
Center  for  Food  Safety  and  AppUed 
Nutrition,  Food  and  Drug 
Administration,  Washington.  DC  20240. 
Use  of  data  base  values  and/or  recipe 
calculations  to  satisfy  recordkeeping 
requirements  is  discussed  under  part  2b 
of  this  section. 

Commenters  asked  if  the  Agency 
planned  to  require  companies  to  use 
FSIS-accredited  laboratories  to  generate 
their  nutrient  data,  which  might 
preclude  use  of  company-generated 
data.  Historically,  the  Agency  has 
conducted  accreditation  of  laboratories 
for  its  own  use,  as  opposed  to  use  by 
companies.  FSIS  does  not  plan  to 
accredit  laboratories  or  conduct  an 
accredited  laboratory  program  for 
nutrient  analysis  for  food  labeling. 
Companies  may  use  any  laboratory  of 
their  choice  and  are  responsible  for  the 
accuracy  of  the  analytical  information. 

Trade  associations  and  large 
companies  requested  that  the 
regulations  make  clear  that  supporting 
records  for  multi-plant  firms  can  be 
maintained  at  corporate  headquarters  or 
a  central  location,  as  opposed  to 
individual  manufacturing 
establishments,  because  manufacturers 
with  multiple  production  facilities 


typically  generate  all  labels  at  a  central 
location.  The  provisions  of  9  CFR  320.2 
and  381.176  indicate  that,  if  a  person 
conducts  business  at  multiple  locations, 
records  may  be  maintained  at  the 
headquarters'  office. 

Almost  without  exception, 
commenters  voiced  strong  opposition  to 
the  requirement  that  estabUslunents 
must,  as  a  prerequisite  to  the  use  of 
labels  or  labeling  containing  nutrient 
content  claims,  seek  FSIS  approval  of  a 
PQC  program.  While  not  objecting  to  the 
concept  or  value  of  such  programs  to 
assure  product  quality,  industry 
representatives  argued  that  PQC 
requirements:  (a)  Are  redundant  imder 
these  regulations  because  FSIS 
monitoring  would  be  the  primary 
compliance  and  enforcement  vehicle, 
Cb)  are  unnecessarj'  since  well-defined 
compliance  criteria  are  contained  in  the 
rules,  (c)  imply  the  Agency  places  lower 
enforcement  priority  on  other  mandated 
information,  (d)  would  delay  the 
introduction  of  new  and  reformulated 
products,  and  (e)  might  undo  the 
economic  benefits  gained  by  eliminating 
the  current  nutrition  labeling 
verification  procedures.  Some  suggested 
that  PQC  requirements  not  be  mandated 
for  claims  but,  instead,  PQC  programs 
be  allowed  on  a  voluntary  basis  for  all 
nutrition  label  compliance  measures  on 
the  condition  that  Agency  compliance 
monitoring  results  not  be  given 
enforcement  precedence  over  PQC 
records. 

The  Agency  has  carefully  considered 
these  comments  and  concludes  that  the 
PQC  requirements  are  contradictory  to 
its  regulatory  objectives  to  place 
responsibility  for  label  accuracy  on 
manufacturers  and  implement  nutrition 
labeling  in  the  most  cost-effective 
manner  possible.  FSIS  encourages  the 
timely  marketing  of  new  and 
reformulated  products  of  benefit  to 
public  health  and  use  of  nutrient 
content  claims  that  will  help  consumers 
to  select  among  foods  to  achieve  a 
healtfiy  diet  The  Agency  is  convinced 
that  the  compliance  criteria  contained 
in  the  rules,  coupled  with  its  approach 
to  inspection,  including  the  presence  of 
inspectors  to  oversee  processing 
controls  and  ensure  good  manufacturing 
practice  in  every  federally  inspected 
establishment,  will  provide  a  nigh 
degree  of  assurance  that  products  meet 
compliance  provisions  for  nutrient 
content  claims.  Accordingly,  the 
proposed  provisions  requiring  approved 
PQC  programs  for  use  of  nutrient 
content  claims  (9  CFR  317.309(g)(8)  and 
381.409  tgjts))  have  been  removed  in 
this  final  rule. 

2.  Use  of  data  bases.  FSIS's  proposal 
to  permit  the  use  of  data  bases  and 


recipe  analysis  using  data  bases  was 
supported  by  most  commenters.  FSIS 
continues  to  believe  that  the  use  of  data 
bases,  alone  or  in  conjunction  with 
analytical  testing,  can  facilitate  cost 
effective  development  of  accurate 
nutrient  declarations  for  meat  and 
poultry  products,  which  meet  the 
requirements  of  these  regulations  and 
provide  highly  useful  information  to 
consumers.  FSIS  concludes  that  data 
bases,  especially  computerized  systems, 
when  effectively  used,  are  powerful 
tools  for  developing  nutrient 
declarations.  Consequently,  the  final 
rule  will  allow  nutrient  declarations 
based  on  data  base  values,  direct 
analysis,  and/or  combination 
approaches.  The  Agency  encourages 
firms  to  fully  exercise  their  prerogative 
to  use  data  bases  to  construct  labels 
reflecting  the  average  nutrient  levels  in 
their  products  over  time. 

As  previously  discussed,  the  Agency 
has  prepared  a  manual  to  provide 
guidance  and  practical  iniormation  to 
meat  and  poultry  product  manufacturers 
who  choose  to  use  data  base  values  or 
recipe  analyses  using  such  values  to 
develop  nutrition  label  declarations  for 
all  or  selected  nutrients  in  their 
products.  The  document  will  help 
establishments,  esp^ecially  those  with 
limited  experience  in  nutrition  labeling 
or  data  base  use,  evaluate  and  use 
systems  to  insure  compUance  with 
USDA's  nutrition  labeling  regulations. 
FSIS  wants  to  stress  that  it  is  not  its 
intent  to  proceed  in  a  pimitive  manner 
against  companies  when  problems 
surface  during  compliance  monitoring. 
FSIS  will  expect  the  company  to  locate 
the  source  of  the  discrepancy  and  rectify 
any  problem  by  such  means  as  changing 
the  label  values  and  correcting  the  cause 
of  the  problem.  If  problems  surface 
during  Agency  compliance  sampling 
FSIS  will  review  company  records  and 
work  with  the  company  to  assure  that 
label  values  reflect  average  nutrient 
levels  in  the  food  product.  FSIS  expects 
the  focus  of  any  compliance  inquiry 
about  labels  based  on  data  base  values 
to  be  somewhat  different  fix>m  those 
based  on  direct  analysis  because 
variation  can  be  introduced  from 
multiple  sources. 

a.  Single-ingredient  products. 
Commenters  generally  supported  the 
Agency's  proposal  to  allow  use  of 
representative  data  base  values  from 
USDA's  NNDB  or  the  AH-«  series, 
without  being  subject  to  the  compUance 
provisions  of  the  regulations  in  the 
absence  of  claims,  on  point-of-purchase 
information  and  on  labels  for  generic 
labeling  of  &«sh  meat  and  poultry 
products  according  to  the  guidelines  for 
the  voluntary  program.  Representatives 
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of  the  poultry  industry  rsquested  FSIS 
to  allow  alternatively  for  the  use  of 
industiy-prepared.  separate  data  bases 
and  other  recognized  data  bases,  such  as 
"Nutri-Facts,"  to  provide  the 
information  because  AH-8  may  not  be 
representative  of  current  poutoy. 

In  its  proposal,  the  Agency  stated  that 
it  accepted  the  resuhs  of  the  research 
efforts  to  develop  the  nutrient  profiles 
for  meat  and  poultry  as  contained  in  the 
NNDB  or  AH-«  as  adequately 
characterizing  beef,  pork,  lamb.  veal, 
chicken,  and  turkey.  These  data  have 
been  screened  and  accepted  by  USDA's 
Human  Nutrition  Information  Service 
and.  therefore.  FSIS  believes  it  is 
appropriate  to  exclude  products  using 
these  data  for  labehng  purposes  from 
compliance  review  in  the  absence  of 
claims.  FSIS  also  stated  that  it  did  not 
discourage  the  use  of  private  data  base 
values  but  that  products  so  labeled 
would  be  subject  to  compliance  review. 
Products  labeled  with  both  USDA's 
public  data  base  values  and  with  private 
data  base  values  will  be  included  in 
measuring  substantial  participation  in 
the  voluntary  program.  FSIS  will  not 
approve,  certify,  or  otherwise  accept 
private  data  bases  for  single-ingredient, 
raw  products  for  the  purpose  of 
exempting  products  labeled  with  sudi 
information  from  the  compliance 
provisions  of  these  regulations.  FSIS 
holds  that  the  accuracy  of  the  data  in 
these  private  systems  is  the 
responsibility  of  the  developer. 

Several  comraenters  from  foreign 
countries  requested  either  to  use  their 
own  national  data  or  that  FSIS  allow  use 
of  U.S.  data  to  label  imported,  single- 
ingredient,  raw  products  without  such 
labeling  being  subject  to  compliance 
review.  FSIS  considers  foreign, 
nationally  representative  data  bases  to 
be  private  data  bases  that  it  will  not 
accept  for  the  purpose  of  exemption 
from  the  compliance  provisions  of  these 
regulations.  As  with  domestic  private 
data  bases,  the  accuracy  of  the  data  in 
these  systems  is  the  responsibility  of  the 
developer.  FSIS  cannot  know  in 
advance  the  scope  of  the  research 
behind  data  in  private  systems  as  is 
possible  with  USDA's  NNDB.  The 
Agency  notes  that  nutrient  prohles  for 
raw  cuts  of  New  Zealand  lamb  as 
contained  in  AH-8-17  are  given  the 
same  status  as  NNDB  or  AH-B  data  with 
regard  to  the  labeling  of  imported 
product  Imported  products  bearing 
other  U.S.  data  for  labeling  will  be 
subject  to  compliance  review  because 
the  Agency  has  no  way  to  assess  the 
applicabihty  of  data  developed 
specifically  for  the  U.S.  food  supply  to 
foreign  iboid  sources. 


A  number  of  trade  assodatiaas  and 
companies  contended  the  Tcrfuntaiy 
system  should  apply  to  all  single- 
ingiedient  products  whether  or  not  they 
have  been  Uiermally  processed.  They 
argued  that  there  is  little  difference 
between  thermally  processed  and  non- 
thermally  processed  single-ingredient 
products,  particularly  when  the  labeling 
options  of  "as  packaged"  and  "as 
consumed"  for  voluntary  goods  is  taken 
into  account 

The  Agency  imderstands  the 
argument  about  thermally  processed 
products  considering  that  inftamation 
on  single-ingredient,  raw  products  may 
be  presented  on  a  cooked  basis.  In  its 
discussion  of  alternatives  considered  in 
development  of  its  proposed 
regulations.  FSIS  stated  its  beUef  that 
consumers  should  be  provided  with 
nutrition  labeled  products  to  the  extent 
possible  for  all  foods.  Because  nutrient 
values  for  single-ingredient,  raw  meat 
and  poultry  products  are  not  modified 
through  various  stages  of  preparation, 
consumers  have  reasonable  expectation 
as  to  their  nutritional  values  such  that 
a  voluntary  program  for  these  products 
is  suitable.  The  Agency  cited  referenced 
USDA  sources  which  contain  both  raw 
and  cooked  nutritional  data  appropriate 
for  these  products.  The  cooked  values  in 
these  sources  were  developed  using 
protocols  that  reflected  home 
preparation  to  every  extent  possible. 
The  Agency  has  no  information  that 
industrial  thermal  processing 
procedures  do  not  introduce  difiereht 
variables  than  considered  in  developing 
the  USDA  data.  For  these  reasons.  FSIS 
concludes  that  inclusion  of  thermally 
processed  single-ingredient  products  in 
the  voluntary  program  is  not  warranted. 

Many  trade  associations  and 
companies  held  the  opinion  that  the 
voluntary  program  should  include 
single-ingredient,  raw  products 
subjected  to  such  mechanical  activities 
as  grinding,  cubing,  cutting,  and 
pressing,  and  that  there  should  be  no 
distinction  between  fresh  products 
packed  in  official  estabUshments  and  at 
the  retail  level.  FSIS  notes  that  it  has 
made  no  distinction  betvreen  fresh 
products  packaged  in  official 
estabUshments  and  those  packaged  at 
the  retail  level.  The  Agency  does  not 
believe  that  the  site  where  a  product  is 
packaged  has  any  relevance  for  its 
nutritional  profile.  The  voluntary 
program  includes  retail  cuts  of  meat  and 
poultry  (and  ground  beef),  including 
those  that  have  been  previously  frozen, 
because  the  nutrient  values  for  these 
products  are  not  modified  through 
various  stages  of  preparation,  such  as 
cooking  and  heat  processing.  Single- 
ingredient,  raw  products  which  are 


subjected  to  mechanical  treatments, 
sud)  as  slicing,  chopping,  and  shaping, 
would  likewise  meet  the  definition 
describing  products  considered  to  he 
suitable  for  inclusion  under  the 
voluntary  nutrition  labeling  program. 
The  nutrient  contents  of  final  products 
from  mechanioal  treatments  would  be 
identical  to  those  of  their  starting  cuts 
and  such  products  could  be  labeled 
appropriately  using  pertinent  USDA 
data  base  information. 

Commenters  suggested  that  the 
definition  of  fresh  product  as  "single- 
ingredient"  was  too  strict  and  could 
greatly  deter  the  introduction  of  new, 
minimally  processed  products  such  as 
low  &t  products  containing  binders. 
The  Agency  does  not  beUeve  that  multi- 
ingredient  products  are  appropriate  for 
the  voluntary  program  bemuse  their 
nutrient  content  can  vary  significantly 
from  single-ingredient,  raw  products, 
due  to  addition  of  ingredients  and  other 
steps  during  the  manufacturing  process. 

FSIS  proposed  that  appropriate 
nutritional  values  for  Iweling  of  sin^e- 
ingredient.  raw  products  are  values  for 
meat  cuts  with  external  covw  fat  at  trim 
levels  reflecting  current  market 
practices,  and  values  for  poultry  cuts 
with  skin  on.  The  Agency  also  proposed 
to  permit  the  additional  listing  of 
nutrients  for  the  separable  lean  of  meat 
cuts  and  diinless  poultry  cuts  as  an 
option.  Consumer  groups  supported  the 
Agency's  position,  but  many 
commentere  representing  the  red  meat 
and  food  marketing  industries  objected 
to  It.  The  industries  cited  several 
surveys  of  consumer  trimming  behavior 
suggesting  many  people  trim  fat  from 
meat  and.  to  a  lesser  extent,  remove  skin 
from  poultry  priw  to  cooking  or  eating. 

The  Agency  recently  received  the 
preliminary  results  of  a  September  1992 
study,  sponsored  by  the  National  Live 
Stock  and  Meat  Board,  on  consumer  fat 
trimming  behavior  with  regard  to  beef 
and  poric  cuts.  A  copy  of  the 
preliminary  results  of  the  work  entitled 
"Determination  of  Consumer  Behavior 
Regarding  the  Trimming  of  Fat  frtun 
Selected  Beef  and  Pork  Cuts,"  October 
1992,  is  avail^le  fat  public  review  in 
the  FSIS  Hearing  Clerk's  office.  Actual 
trimming  habits  were  measured  througjb 
laboratory  examination  of  meal 
preparation  wastes  and  individual 
family  member  plate  wastes. 

The  preliminary  results  show  that  68 
of  71  households  participating  in  the 
study  trimmed  fat  from  beef  ribeye 
steaks  and  53  of  59  households  trimmed 
fat  from  pork  loin  chops,  either  before 
or  after  cooking  and  before  eating. 
Considering  the  margin  of  error  in  the 
study  and  sources  of  bias,  the  Agency 
accepts  the  resulu  as  condusivci  ol 
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consximer  trimming  behavior  for  beef 
and  pork,  and  interprets  them  to  show 
that  many  consumers  do  trim  some  (at 
from  meat  prior  to  eating.  Preliminary 
calculations  indicated  that  the  amount 
of  fet  actually  consumed  equaled  about 
25  percent  of  the  difference  between  the 
percent  hi  in  the  cooked  total  edible 
tissues  (separable  lean  plus  separable 
Cat}  and  the  percent  fiat  in  the  cooked 
separable  lean  for  the  beef  cut. 
Caknilations  also  indicated  that  the 
amount  of  fat  actually  consumed 
equaled  about  50  percent  of  the 
dlKarence  between  the  percent  £at  in  the 
cooked  total  edible  tissues  and  the 
percent  fat  in  the  cooked  separable  lean 
for  the  pork  cut. 

The  Agency  believes  that  these  25  and 
50  percent  differences  can  not  be 
ignored,  therefore,  separable  lean  values 
would  not  be  appropriate  for  beef  and 
pork  cuts.  FSIS  %vill  not  change  its 
proposed  position.  The  study  indicated 
that  not  all  consumers  trim  all  fat  and 
that  there  are  some  consumers  who  trim 
no  fat  from  meat.  Therefore,  FSIS  has 
not  changed  its  proposed  position  on 
appropriate  nutrient  values  for  labeling 
of  single-ingredient,  raw  meat  products. 
Appropriate  values  for  cuts  of  red  meat 
are  edible  portions  of  meat  cuts  with 
external  cover  fat  at  trim  levels 
reflecting  current  marketing  practices. 
Additional  nutritional  dala  may  be 
presented  on  an  optional  basis  for  the 
edible  portions  of  the  separable  lean  of 
meat  cuts. 

The  broiler  industry  sought  more 
flexible  use  of  data  base  information 
because  non-standardized  multiple 
packs  currently  sold  will  create  a  great 
deal  of  variation  in  the  nutrition  profiles 
of  raw  poultry  products.  Other 
commenters  questioned  which  specific 
cuts  of  meat  and  poultry  frtjm  the  NNDB 
or  AH-8  referenced  sources  could  be 
used  for  labeling.  FSIS  does  not  intend 
to  limit  the  cuts  to  the  35  meat  cuts 
listed  in  proposed  9  CFR  317.344  and  10 
poultry  cuts  listed  in  proposed  9  CFR 
381.444.  The  45  cuts  were  identified 
only  as  major  cuts  for  purposes  of 
measuring  significant  participation  in 
the  voluntary  program.  FSIS  believes 
data  for  any  cut  of  beef,  poric,  lamb, 
veal,  chicken,  and  turkey  contained  in 
the  referenced  USDA  soitfces  are 
appropriate  for  use  for  labeling 
purposes.  The  data  for  cuts  may  be  used 
singly  or  in  combination  to 
accommodate  multiple  packs.  Different 
tissues  for  cuts  may  be  combined 
allowing  for  their  proportions  by 
weight,  when  such  infonnation  is 
available,  following  calculation 
procediues  descrilMd  in  the  AH-8 
publications.  When  data  base  values  are 
not  used  directly  and  computations  are 


applied,  the  Agency  encourages 
manufactiirers  to  keep  track  of  the 
proportions  of  each  AH-8  item 
combined  so  that  the  Agency  can  be 
satisfied  that  the  values  are  actually 
derived  bom  AH-8  data.  Data  for  organ 
meats  and  data  for  species  other  than 
the  six  identified  may  also  be  used  at 
the  manufacturer's  discretirai  although 
such  data  may  not  have  as  solid  a 
research  basis  as  noted  for  retail  cuts  of 
the  major  species. 

Comments  were  received  about  the 
list  of  45  major  cuts  of  meat  and  poultry 
and  the  presentation  of  data  on  either  a 
raw  or  cooked  basis.  These  comments 
and  the  Agency's  response  are  discussed 
imder  Part  U,  Mandatory  Nutrition 
Labeling  and  Part  VI,  Serving  Sizes, 
respectively. 

b.  All  other  products.  Numerous  trade 
associations  and  manufacturers 
requested  explicit  sanction  of  data  base 
use  to  develop  nutrition  labels  for 
processed  or  multi-component  products 
to  alleviate  the  cost  of  chemical 
analyses.  Some  firms  supplied 
information  and/or  data  attesting  to  the 
accuracy  of  the  data  base  approach. 

In  response,  FSIS  proposed 
specifically  to  allow  use  of  data  base 
values  and  recipe  analysis,  and 
requested  input  on  criteria  for  efiiBCtive 
use  of  data  bases,  guidelines  to  provide 
producers  who  choose  to  use  this 
approach,  availability  of  data  bases,  and 
any  changes  that  might  be  warranted  in 
the  compliance  criteria  if  data  bases  are 
used.  Many  commenters  provided  such 
input  to  assist  FSIS  in  development  of 
a  final  rule  which  permits  use  of  data 
base  values  and  recipe  analysis  for 
nutrition  labeling,  Two  consumer 
groups  and  one  major  company 
expressed  concern  that  the  data  base 
approach  would  lead  to  less  accurate 
nutrition  information  on  labels  and  that 
the  nutritional  verification  of  such 
information  would  most  likely  cancel 
any  savings.  The  Agency  believes  that 
effective  use  of  data  bases  can  reduce 
dramatically  the  overall  cost  for 
supporting  nutrition  labels  and  can 
provide  consumers  with  high  quality, 
useful  nutrient  information. 
Accordingly,  FSIS  will  permit  the  use  of 
data  base  values  and  recipe  analysis 
using  data  bases  to  support  nutrition 
labeling  of  processed  and  multi- 
component  products.  FSIS  places 
responsibility  for  label  accuracy  on 
manufacturers.  They  may  derive  the 
nutritional  values  for  product  labels  by 
any  means  to  result  in  compliance  with 
the  provisions  of  these  regulations.  FSIS 
will  accept  introduction  of  the  existence 
of  a  data  base  and  supporting  data,  such 
as  company  ingredient  analysis,  USDA 
or  supplier  data  for  ingredients, 


fmnulas.  and  calculadons  applied,  as 
appropriate  records  supporting  nutrition 
laoel  declarations. 

FSIS  believes  the  use  of  nutrient  data 
bases,  especially  computerized  systems, 
offers  a  very  powerful  tool  for  the 
development  of  nutrition  labels. 
However,  their  efiiactive  use  is  a 
complex  issue  involving  consideradons 
about  completeness,  accuracy, 
precision,  and  support.  Many 
commenters  asked  the  Agency  to 
provide  guidelines  for  data  base  use  that 
are  simpM  and  ooodse.  As  previously 
discussed,  FSIS  has  compiled  relevant 
suggestions  by  experienoad  data  base 
users  into  a  manual  to  assist  those  meat 
and  poultry  processors  who  elect  to 
employ  this  approedi,  copies  of  which 
are  available  nom  the  Product 
Assessment  Division. 

Many  small  companies  requested 
FSIS  to  provide  the  data  base  values  or 
systems  for  computerized  calculation 
and  not  hold  users  liable  for  any  faulty 
data  in  such  systems.  FSIS  does  not 
beheve  that  it  Is  practical  for  it  to 
provide  data  bases  or  computer  systems 
to  industry  for  use  in  calculating 
nudient  values.  FSIS  will  provide 
guidance  for  efiiactive  use  of  data  bases 
and  computer  systems  in  the  manual,  as 
well  as  infonnation  about  appropriate 
composite  species  data  and 
computations  it  believes  applicable  to 
products  that  are  not  highly  formulated, 
and  references  to  ccHumerdal  sources  of 
computer  data  base  systems.  However, 
use  of  the  guidelines  in  the  manual  does 
not  negate  a  manufacturer's 
responsibility  for  the  accuracy  of  the 
nutrient  information  on  its  labels. 

A  number  of  commenters  asked  FSIS 
to  evaluate  and  certify  data  bases  and/ 
or  computerized  recipe  systems  for 
acceptability  either  as  a  prerequisite  to 
use  or  on  a  voluntary  basis.  The  Agency 
does  not  believe  it  is  either  practic^  or 
warranted  that  it  perform  such  a 
function.  Available  data  bases  and/or 
systems  include  publicly  available 
material,  such  as  USDA's  Nutrient  Data 
Base  for  Standard  Reference, 
commercial  systems,  and  companies' 
proprietary  data  bases.  FSIS  believes 
manufacturers  should  evaluate  and 
select  a  system  best  suited  to  meet  their 
own  needs,  taking  into  account  their 
type  of  product,  its  ingredient 
formulation,  and  the  processing 
procedures  employed.  General  factors  to 
consider  in  a  data  base  selection  process 
are  provided  in  the  FSIS  manual  to  help 
guide  potential  users. 

Most  commenters  responding  to  the 
question  in  the  supplementary  proposed 
rule  about  compliance  parameters  (57 
FR 10298,  March  25, 1992)  expressed 
the  opinion  that  compliance  criteria  in 
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nutrition  labeling  should  be  the  same 
for  all  processed  and  multi-component 
products  regardless  of  the  data  source. 
One  trade  association  stated  that 
products  which  are  supported  by  data 
base  values  should  be  in  a 
fundamentally  diffiaruit  compliance 
category,  whereby  reference  to  the  data 
base  would  essentially  curtail  a 
compUance  inquiry  in  most  cases.  The 
suggestion  was  also  made  that  USDA 
adopt  compliance  parameters  that 
reflect  product  characteristics  so  that 
commwiity-type  products,  when  labeled 
according  to  an  accepted  national  data 
base,  should  not  be  subject  to 
compUance  checks. 

The  Agency  believes  that  compliance 
criteria  that  allow  variation  based  on 
data  sources,  i.e.,  direct  analysis,  data 
base  values,  recipe  calculations  using 
data  base  values,  and  combinations  of 
these  approaches,  would  be  inconsistent 
with  the  intent  of  nutrition  labeling.  It 
will  hold  manufacturers  of  all  products 
not  exempted  from  compliance  review 
under  provisions  of  these  regulations  to 
identical  compliance  parameters.  FSIS 
expects  the  focus  of  any  compliance 
inquiry  about  labels  of  products  based 
on  data  base  values  and/or  recipe 
analysis  to  be  somewhat  different  from 
products  based  on  direct  analysis 
,  because  variation  can  be  introiduced 
from  multiple  sources.  Nonetheless,  the 
Agency  expects  companies  to  locate  the 
source  of  a  discrepancy  and  take 
appropriate  steps  to  correct  errors. 

A  number  of  commenters  said  FSIS 
should  not  allow  manufacturers  of 
products  bearing  nutrient  content 
claims  to  base  the  claims  on  data  base 
values  or  recipe  analysis  and  that  FSIS 
should  require  chemical  analysis  to 
justify  the  validity  of  claims.  The 
Agency  maintains  that  the  manufacturer 
is  responsible  for  the  accuracy  of  the 
claims  and  wail  not  dictate  that  direct 
analysis  mulroe  conducted  on  nutrients 
which  are  the  subject  of  claims.  Because 
of  the  high  visibility  of  claims  and  their 
use  as  marketing  tools,  manufacturers 
would  place  themselves  at  risk  if  claims 
cannot  be  adequately  substantiated. 
3.  Compliance  parameters.  Many 
commenters  addressed  the  80/120 
tolerance  levels,  commonly  referred  to 
as  the  80/120  rule,  for  naturally 
occurring  nutrients  and  the  Agency's 
proposed  sampling  scheme. 
Approximately  half  were  supportive  of 
the  proposed  requirements  as  written.  A 
number  of  large  trade  associations  and 
companies  offered  alternative 
enforcement  schemes  or  sought 
modifications  of  the  tolerance  levels  to 
accommodate  specific  nutrients  or 
single  versus  multi-lot  sampling.  Many 
requested  FSIS  to  discuss  the 


considerations  it  would  make  during  a 
compliance  inquiry  and  before  it  would 
deem  a  product  to  be  misbranded 
because  nutrients  did  not  meet 
compliance  provisions.  Commenters 
dted  situations  where  variations  in 
processed  products  might  cause 
compUance  parameters  to  be  exceeded 
unavoidably  as  foUows:  (a)  Wide  natural 
variation  of  nutrients  in  an  ingredient: 
(b)  decreases  in  nutrients  during  shelf 
life  of  a  product;  (c)  variabiUty  of 
methods  at  low  levels  of  nutrients;  (d) 
adjustments  for  container  fill;  and  (e) 
processing  methods,  such  as  retorting, 
which  degrade  certain  nutrients.  A  few 
commenters  held  misconceptions  that 
the  80  and  120  percent  values 
represented  the  upper  and  lower  bounds 
of  an  acceptable  range  for  every  nutrient 
and/or  that  products  must  be  labeled  at 
lot  averages  without  allowance  for 
safety  factors. 

The  Agency  shares  the  concerns  that 
wide  variation  can  be  introduced  due  to 
natural  variability  of  nutrients  in  foods 
and  that  some  nutrients  do  change  over 
the  course  of  product  shelf  Ufe. 
Examples  of  such  cases  are  variable 
contents  of  fat  in  hams  and  sides  of 
bacon  from  relatively  uniform  groups  of 
market  hogs  and  decreases  over  time  in 
sodium  ascorbate  (vitamin  C  sodium) 
levels  in  fermented  sausage, 
respectively.  Therefore,  the  Agency  is 
outlining  its  interpretation  of  the  80/120 
rule,  which  it  will  adopt,  and  how  it 
intends  to  determine  a  misbranding 
status.  It  is  the  Agency's  position  that 
declared  nutrient  values  on  food  labels 
preferably  should  reflect  average 
nutrient  levels  in  the  product  produced 
or  manufactured  by  a  company  or 
establishment  within  the  company.  The 
provisions  of  these  regulations  and 
other  policies  in  regard  to  implementing 
these  regulations  are  consistent  with 
this  position.  The  allowance  in  the  80/ 
120  rule  for  nutrition  labeling, 
developed  by  FDA  and  first 
implemented  by  that  agency  in  1974,  is 
meant  to  take  into  account  inherent 
manufacturing  and  product  variation. 
The  FDA  approach  was  concentrated  on 
single  lot  sampling.  Under  this  scheme 
of  sampling.  lot-to-lot  variation  is  not 
taken  into  account.  However, 
compliance  sampling  of  12  subsamples 
within  a  lot  does  not  imply  that  such  a 
sample  is  adequate  to  develop  the 
nutrition  label. 

FSIS  compliance  procedures  will 
involve  collecting  samples  from  within 
a  lot  and  use  of  results  on  samples  that 
are  collected  from  different  lots,  either 
at  the  establishment  or  at  the  wholesale/ 
retail  level.  The  sampling  of  product 
from  different  lots  has  the  effect  of 
decreasing  the  producer's  risk  that  test 


results  will  not  be  in  compUance 
compared  to  sampling  of  product  from 
a  single  lot,  provided  that  the  product 
is  produced  under  similar  conditions. 
This  type  of  sampling  is  consistent  with 
the  Agency's  position  that  the  nutrition 
1^1  reflect  the  average  level  of 
nutrients  in  the  product  over  time.  FSIS 
has  also  adopted  a  strategy  for  some 
products  of  collecting  six  units  instead 
of  12.  The  primary  reason  for  this 
change  is  that  the  size  of  some  products 
makes  it  difBcuU  to  mail,  store,  cook  in 
some  instances,  and  prepare 
homogeneous  composites  within  the 
laboratory.  Use  of  six  units,  instead  of 
12,  will  also  reduce  cost  to  the  » 
establishment  when  the  samples  are 
drawn  at  that  site.  The  Agency  believes 
that  results  based  on  six  samples  will 
provide  reasonable  assurance  of 
accuracy,  while  offering  considerable 
benefits.  The  Agency  does  not  beUeve 
that  this  decrease  in  sample  size 
warrants  a  statistical  adjustment  to  the 
rule  as  it  is  being  applied. 

The  Agency's  experience  with  the  80/ 
120  rule  shows  that  it  works  well  to 
ensure  reliable  label  values  for  the 
majority  of  processed  products,  and  is 
not  overly  burdensome.  FSIS  believes 
that  the  labeling  strategy  suggested  by 
FDA  in  development  of  the  80/120  rule 
was  based  on  using  statistical 
procedures  for  guiding  a  producer  in 
selecting  a  label  value  in  order  to  be 
highly  confident  that  sample  results 
would  satisfy  the  rule.  FDA  outUned  a 
procedure  which  suggested  that  the 
nutrients  in  a  food  in  a  package  must  be 
within  the  807120  percent  tolerances 
with  hi^  probabiUty  (95  percent) 
regardless  of  the  average  amoimts  of  the 
food's  nutrients  in  padkages  over  time. 
If,  in  fact,  nutrient  variability  were  high, 
the  manufacturer  would  be  forced, 
under  this  procedure,  (o  label  above  or 
below  the  average,  depending  on  the 
nutrient,  in  order  to  satisfy  the 
procedure.  Also,  in  the  case  where 
variability  was  small,  the  label  value 
could  be  below  the  average  for  so-called 
negative  nutrients  like  calories,  sodium, 
and  fat  and  above  the  average  for  so- 
called  positive  nutrients  like  vitamins, 
minerals  and  protein.  In  either  case,  the 
average  nutrient  level  in  a  food  in  a 
package  would  not  agree  with  the  label 
value. 

FSIS,  as  mentioned  previously,  has 
adopted  the  policy  that  values  on  food 
labels  preferably  should  reflect  average 
nutrient  levels  in  the  food  product.  If 
this  is  achieved,  it  would  enable 
consumers  to  have  more  accurate 
information  over  time  than  is  possible 
with  the  FDA  approach  described 
above.  The  Agency  recognizes  that,  for 
some  nutrients  in  foods,  natural 
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variability  will  be  large,  thereby 
increasins  the  probability  of 
noncompliance  under  the  80/120  rule 
when  the  label  value  reflects  average 
nutrient  content.  Consequently,  the 
Agency  will  provide  exemptions  if  it 
can  be  demonstrated  that  variability  is 
imavoidably  high  due  to  inherent 
nutrient  variation  in  a  product  or 
product  ingredient,  wldch  cannot  be 
controlled  under  normal  pocessing. 
This  type  of  variation  is  snown  with 
carrots,  an  ingredient  in  some  meat  and 
poultry  products.  The  vitamin  A  activity 
of  carrots  varies  extensively  and 
increases  with  maturity  at  hervest.  - 
However,  variation  caused  by  changes 
in  proportions  of  ingredients,  such  as 
beef  and  pork  in  a  frankfurter,  would 
not  qualify  a  product  for  an  exemption. 

The  Agency  will  use  the  FDA 
procedure  as  a  guideUne  to  determine 
high  variability.  If  a  manufacturer  labels 
at  the  average,  and  if  the  standard 
deviation  of  values  within  a  lot  is  42 
percent  of  the  mean,  i.e.,  the  coefficient 
of  variation  (CV)  equals  42  percent,  then 
there  is  a  95  percent  probability  that  . 
analytical  results  on  12  samples  will 
satisfy  the  80  or  120  percent  criteria 
when  analytical  variability  is  ignored. 
This  42  percent  value  can  be  used  as  a 
guideline  for  exemptions  based  on 
inherent  nutrient  variability.  When  six 
samples  are  taken,  95  percent 
probability  of  satisfying  the  criteria  is 
achieved  when  the  CV  equals  30 
percent.  This  30  percent  value  will  be 
used  as  a  guideline  for  providing 
exemptions  for  those  products  on  which 
only  six  samples  will  be  drawn. 

When  Agency  test  sample  results  are 
not  in  compliance  with  the  80/120  rule, 
FSIS  will  expect  the  company  to 
indicate  how  it  will  rectify  the  problem. 
Actions  may  include  changing  the  label 
values  or  identifying  and  correcting  the 
cause  of  the  problem.  Alternatively,  the 
company  could  notify  the  Agency  that 
it  is  going  to  present  data  or  information 
to  support  the  label.  The  company  could 
either  present  data  that  shows  to  the 
Agency's  satisfaction  that  the  sample 
result  found  not  in  compliance  is  not 
representative  or  likely  to  reoccur  under 
the  establishment's  normal  processing. 
Alternatively,  the  company  could 
present  evidence  to  relax  the  80/120 
tolerance  because  of  unavoidable 
variability,  either  because  of  large 
within  lot  variability  as  described 
above,  or  because  of  large  processing 
variabihty  caused  by  product  variation 
over  the  year. 

'     In  order  for  the  Agency  to  accept  the 
label  value  as  stated,  information 
presented  during  a  compliance  inquiry 
should  demonstrate  that  the  company 
satisfies  the  Agency's  goal  to  have  the 


label  value  reflect  the  average.  Such 
effort  coidd  be  demonstrated  by  data 
showing.  wiUi  80  percent  statistical 
confidence,  that  the  label  value  is  equal 
to  or  less  than  the  process  mean  value 
for  nutrients  where  the  80  percent 
tolerance  applies.  In  addition,  the 
company  must  show  consistent 
processing  to  ensure  that  otAy  low 
p«t:entages  of  future  samples  would  not 
oe  in  compliance.  Such  consistency 
could  be  snown  by  data  demonstrating 
process  control  to  the  extent  that  there 
is  expected  to  be  less  than  a  10  percent 
probability  that  the  mean  result  from  a 
composite  of  six  or  12  imits  within  a  lot, 
as  appropriate,  would  not  be  in 
compliance.  Similarly,  for  nutrients 
where  the  120  percent  tolerance  applies, 
the  Agency  would  be  satisfied  and 
accept  the  label  value  if  the  company 
can  show  that  there  is  80  percent 
statistical  confidence  that  the  process 
mean  value  for  the  product  is  equal  to 
or  less  than  the  label  value,  and  also 
that  there  is  expected  to  be  less  than  a 
10  percent  probability  that  the  mean 
result  from  a  composite  of  six  or  12 
units  within  a  lot.  as  appropriate,  would 
not  be  in  compliance.  Ine  results  used 
in  these  statistical  computations  should 
be  rounded  to  one  additional  significant 
digit  beyond  the  prescribed  label 
increment  for  the  nutrient.  This 
rounding  requirement  will  increase  the 
accuracy  of  me  evaluation. 

If  the  company  wishes  to  relax  the  80/ 
120  rule,  then  it  should  provide  FSIS 
records  of  data  collected  under  good 
manufacturing  practice  that  would 
provide  evidence  to  relax  the  80/120 
rule  based  on  imavoidable  variability 
with  the  intent  of  judging  a  product  on 
its  time  weighted  average  nutritional 
profile  over  a  year.  The  company  has  to 
present  information  which  will  explain 
and  document  the  unavoidable 
variabihty.  This  would  include  amovmts 
of  raw  materials  that  are  generally  used 
in  processing,  together  with  nutrient 
information  on  these  materials,  as  well 
as  data  showing  process  variability 
under  good  manufacturing  practices. 
For  example,  variation  in  fat  content  of 
bacon  might  be  due  to  variation  in  fat 
content  of  the  pork  source  material  bom 
different  suppUers  producing  carcasses 
of  different  yield  grades.  Relaxation  of 
the  80/120  rule  will  be  made  when  it 
can  be  shown  that  nutrient  levels  in  raw 
products  are  of  high  variability  over 
time,  or  that  there  is  e  high  amoimt  of 
within  lot  variabiUty  as  described 
above. 

The  Agency  concludes  that  it  is  not 
necessary  to  alter  the  provisions  of 
proposed  9  CFR  317.309(g)(4)(ii)  and  (5) 
or  381.409(g)  (4)(ii)  and  (5)  to 
incorporate  the  above  stated  policies  to 


implementing  the  compliance 
provisions  of  these  regulations. 
However,  FSIS  has  modified  proposed  0 
CFR  317.309(g)(2)  and  381.409(g)(2)  to 
allow  individual  samples  to  be  analysed 
and  the  results  averagsd  by  adding  a 
third  sentence  to  read  '*In  each  case,  the 
units  may  be  individually  analysed  and 
the  reexilts  of  these  analyses  averaged." 
The  Agency  has  also  corrected  emxs  at 
proposed  9  CFR  317.309(g)(6)  and 
318.409(g)(6],  the  meaning  of  which  was 
questioned  by  two  trade  assodaticuis. 
These  provisions  are  changed  to  read 
"The  amoimt  of  a  vitamin,  mineral, 
protein,  total  carbohydrate,  dietary  fiber, 
other  carbohydrate,  polyimsaturated  or 
monounsaturated  fat,  or  potassium  may 
vary  over  the  labeled  amounts  within 
good  manufecturing  practice.  The 
amount  of  calories,  sugars,  total  fat. 
sattuated  fat,  cholesterol,  or  sodium 
may  vary  under  the  labeled  amounts 
within  good  manufactxuing  practice." 
The  purpose  of  these  provisions  is  to 
prevent  large  understatements  of 
vitamins,  eta,  and  overstatements  of 
calories,  etc.,  on  labels  as  compared  to 
amounts  actually  present  in  analyzed 
composites.  Tat  example,  if  a  product  is 
labeled  at  100  calories,  an  analyzed 
composite's  caloric  value  may  be  no 
higher  than  120  calories  for  the  sample 
to  be  found  in  compUanoe.  Hovrever,  if 
the  analyzed  temple  is  found  to  contain 
only  20  calories,  die  product  may  be 
misbranded,  because  the  Agency  would 
consider  the  value  to  be  outside  the 
levels  generally  expected  during  good 
manufacturing  practices.  The  Aigeracy 
could  ascertain  this  either  by  data 
collected  from  the  manufactiirers  or  data 
collected  through  its  own  monitoring 
program.  While  the  Agency  does  not 
preclude  adjustments  in  Iwel 
declarations  to  minimize  risk  of 
noncompliance,  it  encourages 
manufacturers  to  label  close  to  average 
values  and,  as  discussed  above,  will 
take  into  consideration  inherent 
nutrient  variabiUty  and  shelf  stabiUty 
factors  when  nutrients  in  products  fall 
outside  the  80/120  tolerance  levels. 
Some  commentera  contended  that 
nutrients  present  at  low  concentrations 
are  particularly  susceptible  to 
compliance  problems  due  to  method 
variability  and  rounding  procedures. 
They  argued  that  if  a  process  mean 
value  of  1.3  units  were  nmnded  for  label 
declarations  to  one  imit,  then  the 
acceptable  range  would  be  0.8  to  1.2 
imits  when  applying  the  80/120  rule. 
The  range  would  be  below  the  true 
mean  value  which  could  result  in  many 
products  being  found  not  in 
compUance.  Furthermore,  these  small 
differences  of  0.2  units  may  not  be 
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within  the  accuracy  of  many  methods  so 
that  the  analytical  variance  could  be 
greater  than  the  allowed  regulatory 
variance. 

FSIS  points  out  that  the  20-percent 
tolerance  does  not  represent  a  range  but 
rather  a  discrepancy  of  an  analytical 
result  on  a  sample  from  a  label  value. 
FSIS  believes  that  the  point  that  the 
commenters  wish  to  make  is  that,  for 
class  II  nutrients  such  as  fat  and  sugars, 
the  upper  bound  for  a  label  claim  of  1 
would  be  1.2,  which,  in  the  example 
presented,  is  below  the  mean.  In 
response.  FSIS  believes  it  is  the 
manufacturer's  responsibility  to  target 
values  to  correspond  to  an  appropriate 
label  declaration  so  products  will  meet 
compliance  requirements.  This  includes 
taking  into  consideration  the  effects  of 
rounding.  In  this  example,  FSIS  would 
expect  the  label  to  indicate  1.5  units  for 
fat  and  2  units  for  sugars. 

The  Agency  also  recognizes  that 
anal>'tical  variability  may  be  larger  at 
low  nutrient  levels.  For  this  reason, 
FSIS  proposed  at  9  CFR  317.309(g){4)(ii) 
and  381.409(g](4)(ii)  for  vitamins, 
minerals,  protein,  total  carbohydrate, 
dietary  fiber,  etc.,  that  no  regulatory 
action  will  be  taken  unless  the  nutrient 
level  found  in  the  product  exceeds  both 
the  20-percent  tolerance  and  whatever 
variability  is  recognized  for  the 
particular  method  being  used  at  the 
nutrient  level  involved.  FSIS  believes 
this  same  provision  should  apply  to  all 
nutrients.  The  Agency  has  added  the 
provision  for  allowance  for  method 
variability  at  proposed  9  CFR 
317.309(g)(5)  and  381.409(g)(5)  to  cover 
calories,  sugars,  total  fat,  saturated  fat, 
cholesterol,  and  sodium.  FSIS  does  not 
believe  that  incorporation  into  the 
regulations  of  any  other  explicit 
provision  or  compUance  position  for 
low  level  nutrients  or  small  labeling 
increments,  such  as  2  percent,  would 
provide  added  protection  for 
manufacturers. 

Several  commenters  stated  that 
container  fill,  specifically  over  fill  to 
assure  compliance  with  declared 
quantity  of  contents,  will  contribute 
errors  under  the  proposed  definition  for 
single-serving  containers,  which  will 
use  the  entire  contents  of  the  container 
in  determining  compliance.  FSIS  does 
not  consider  this  issue  to  be  a  valid 
concern.  While  the  entire  contents  of  a 
container  will  be  used  to  prepare  the 
sample  for  analysis,  the  Agency  will  not 
use  the  actual  weight  of  the  contents  in 
determining  compliance.  FSIS  will  use 
the  precise  metric  weight  equivalent  of 
the  serving  or  portion  size,  fluids  in 
milliliters  and  all  other  foods  in  grams, 
which  is  required  to  be  included  on  the 
label,  for  compliance  purposes.  For 


purposes  of  clarity,  the  Agency  is 

adding  a  provision  at  proposed  9  CFR 
317.309(g)  and  381.409(g)  to  State 
specifically  that  this  metric  measure 
will  be  used  for  compUance  purposes. 

While  discussing  nutrient  variability, 
some  trade  associations  and  companies 
said  manufacturing  processes,  such  as 
heat  treatments,  alter  nutrients.  The 
Agency  holds  that  such  losses  must  be 
accounted  for  either  by  finished  product 
testing  or  by  use  of  yield  and  retention 
factors,  as  appropriate,  during  recipe 
analysis.  The  latter  considerations  are 
discussed  in  the  FSIS  manual  on  use  of 
data  bases. 

Industry  groups  said  decision  criteria 
for  compliance  should  be  based  on 
actual,  imrounded  values  used  in 
compiling  the  label  information.  If  FSIS 
unrounded  compUance  sample  data 
were  compared  to  rounded  label 
declarations,  whether  the  industry 
source  data  came  from  direct  analyses  or 
data  bases,  errors  in  data  interpretation 
might  result.  Because  the  Agency  has 
dropped  the  requirement  for  submission 
of  company  data  with  initial  label 
approvals,  FSIS  must  make  initial 
comparisons  with  label  declarations. 
However,  in  the  event  of  a  compliance 
inquiry.  FSIS  will  examine  the 
company's  records  and  make  decisions 
using  the  company's  original, 
unrounded  values. 

A  few  large  companies  sought 
clarification  as  to  why  FSIS  defined  and 
established  tolerances  for  class  I 
nutrients;  i.e..  those  added  in  fortified 
and  fabricated  foods,  noting  that  FSIS 
has  not  allowed  fortification  of  meat  and 
poultry  products.  In  the  preamble  to  the 
proposed  rule.  FSIS  stated  that  it  had 
little  experience  with  added  nutrients 
unless  specific  regulations  permit  their 
addition,  e.g..  vitamin  A  to  margarine  (9 
CFR  319.700).  The  Agency  proposed  to 
define  class  I  nutrients  in  these 
regulations  to  cover  this  situation.  The 
use  of  nutrients  solely  for  technological 
purposes,  e.g..  in  curing  meats  to  use  L- 
ascorbic  acid  (vitamin  C)  or  its  sodium 
salt  (sodium  ascorbate)  to  accelerate 
color  fixing  or  preserve  color  during 
storage,  would  not  subject  the  added 
nutrient  in  the  product  to  the  class  I 
compliance  criteria  shown  at  proposed 
9  CFR  3l7.309(g)(4)(i)  and 
381.409(g)(4)(i).  Similarly,  the  use  of 
ingredients  such  as  "textured  vegetable 
protein"  or  enriched  flour  in  a  product 
would  not  subject  the  product  to  any 
class  I  criteria  simply  because  the  word 
"protein"  is  in  an  ingredient  name  or 
nutrients  had  been  added  to  an 
ingredient  of  the  product.  The  Agency 
also  notes  that  if  voluntary  vitamins  and 
minerals  are  required  to  be  added  or 
permitted  in  a  standardized  food  (e.g.. 


thiamin  in  mriched  flour),  which  is 
used  as  an  ingredient  in  a  meat  or 
poultry  product,  or  if  they  are  included 
solely  for  technological  purposes  and 
declared  only  in  the  ingredient 
statement,  they  need  not  be  declared  on 
the  label  if  not  otherwise  referred  to  on 
the  label  or  in  labeling  or  advertising. 
The  Agency  believes  that  further 
discussion  of  its  fortification  policy  is 
beyond  the  scope  of  this  rulemaking. 

A  number  of  commenters  expressed 
concerns  about  the  need  to  analyze  for 
nutrients  which  are  not  indigenous  to 
meat  or  poultry  products,  e.g..  dietary 
fiber  in  muscle  meat  tissue,  stating  that 
to  analyze  for  "zero"  level  nutrients 
would  be  costly  and  a  waste  of  time. 
FSIS  does  not  expect  manufacturers  to 
conduct  analyses  for  nutrients  that  are 
not  present  in  a  food  or  even  to  run  tests 
to  establish  that  fact  unless  there  is 
reasonable  doubt  about  the  nutrient's 
presence  or  as  to  whether  the  level 
would  round  to  "zero"  for  the  label 
declaration.  Knowledge  of  the  food  and 
information  on  its  ingredient 
formulation  and  processing,  review  of 
food  composition  tables,  consultation 
with  nutritionists,  food  scientists,  and 
others  can  all  show  that  only  certain 
nutrients  should  be  targeted  for  analysis 
in  specific  foods  or  products.  To 
undertake  analyses  for  all  mandatory 
nutrients  in  such  situations  would  be  a 
waste  of  resources. 

Regarding  analytical  methodology, 
commenters  stressed  the  importance 
that  methods  used  for  regulatory 
compliance  by  FSIS  and  FDA  be  the 
same  except  to  the  extent  where  the 
unique  characteristics  of  meat  and 
poultry  products  dictate  a  different 
method.  Both  the  FSIS  "Chemistry 
Laboratory  Guidebook"  and  the 
"Official  Methods  of  Analysis"  of  the 
AOAC  International,  formerly 
Association  of  Official  Analytical 
Chemists,  were  recognized  as 
appropriate  sources  of  chemical 
methodology.  Commenters  said  the 
"Guidebook"  must  be  updated  and 
include  references  for  all  required 
nutrients  and  that  specific  reference  to 
the  15th  edition.  1990,  of  the  AOAC 
should  not  be  made  because,  when 
subsequent  editions  are  printed,  the 
regulations  will  reference  obsolete 
material.  It  was  also  noted  that  some 
AOAC  methods  are  not  current  with 
contemporary  analytical  procedures  and 
that  there  is  a  need  to  develop  better, 
more  reliable  analytical  methods  subject 
to  collaborative  studies.  The  AOAC 
International  Board  of  Directors 
established  a  Task  Force  on  Nutrient 
Labeling  Methods  charged  with 
identifying  deficiencies  in  current 
methods  and  expediting  key 
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collaborative  studies.  Many  commenters 
also  requested  specific  guidance  as  to 
the  an^ytical  procedures  the  Agency 
will  use  to  enforce  these  regulations  at 
the  time  the  final  rule  is  piwlished. 

The  Agency  agrees  with  the  majority 
of  these  comments  concerning 
analytical  methodology  and  the  goals  of 
the  AOAC  Task  Force  on  Nutrient 
LabeUng  Methods.  USDA's  Agricultural 
Research  Service,  FSIS  and  FDA  are 
actively  participating  in  the  AOAC 
deliberations,  as  weU  as  in  development 
of  appropriate  standard  reference 
materials  for  chemical  analyses.  FSIS 
recognizes  that  some  of  the  methods 
now  in  use  may  be  changed  in  the  next 
several  years  in  order  to  better  meet 
nutrition  labeling  needs.  Such  changes, 
when  accepted  by  the  Agency,  will  be 
incorporated  into  the  "(Jhemistry 
Laboratory  Guidebook,"  which  will  be 
updated  on  an  ongoing  basis.  In  regard 
to  the  suggestion  to  delete  the  reference 
to  the  15th  edition  of  the  AOAC,  FSIS 
does  not  have  the  authority  to  delete 
such  reference.  The  Office  of  the  Federal 
Register  requires  that  each  statement  of 
incorporation  by  reference  into  the  Code 
of  Federal  Regulations  contain  specific 
information,  including  the  date  and 
edition  of  the  publication.  This  is 
required  because  all  incorporated 
material,  like  any  other  properly  issued 
regulation,  has  the  force  and  effect  of 
law. 

Accordingly,  FSIS  has  modified  the 
proposed  9  CFR  317.309(g)(2)  and 
381.409(g)(2)  to  change  the  cross 
reference  to  21  CFR  101.9(c)  to  9  CFR 
317.309(b)  for  meat  and  9  CFR 
381.409Cb)  for  poultry.  The  Agency  also 
notes  that  the  provisions  at 
317.309(h)(2)  and  381.409(h)(2)  state 
that,  if  no  USDA.  AOAC,  or  specified 
method  is  available  or  appropriate,  that 
other  reliable  and  appropriate  analytical 
procedures  should  be  used.  Other 
reliable  and  appropriate  procedures  may 
not  have  been  collaboratively  tested,  but 
rather  include  validated  methods, 
published  peer-reviewed  methods  and 
correlated  methods.  Because  they  are 
not  necessarily  fully  characterized,  Uke 
ofiicial  methods,  they  are  not  specified. 
In  the  preamble  to  the  proposed  rule, 
FSIS  said  that  if  use  of  a  method  will 
result  in  a  significant  (10  percent  or 
greater)  imder-representation  of  a 
caloric  value  or  misrepresentation  of  an 
available  nutrient  such  that  the 
nutrients  whose  intakes  should  be 
limited  appear  to  be  present  at  lower 
levels  than  is  actually  the  case,  then  a 
more  appropriate  method  of  analysis 
should  be  used.  These  provisions  have 
relevance,  for  example,  to  products 
containing  a  large  proportion  of  fat  as 


phospholipid,  which  is  not 
quantitatively  extracted  with  ether. 

The  "Chemistry  Laboratory 
Guidebook"  is  now  in  the  process  of 
being  updated  but  is  not  yet  available. 
For  this  reason  and  to  provide 
commenters  with  specific  guidance  as  to 
the  methods  for  required  nutrients, 
moisture,  and  ash  mat  it  will  use  for 
compliance  purposes,  FSIS  has  listed 
below  the  method  citations  with  brief 
clarifying  descriptions  and/or  additional 
considerations.  A  full  description  of  the 
procediu«s,  including  measures  of 
analytical  variabiUty,  as  well  as  any 
changes  made  for  considerations 
outlined  below  or  in  response  to  Federal 
or  AOAC  deliberations  prior  to 
publication  of  the  updated  gmdebook, 
will  appear  in  the  revised  version. 
Further  information  about  analytical 
methods  may  be  obtained  from  the 
Chemistry  Division.  Science  and 
Technology,  Food  Safety  and  Inspection 
Service,  U.S.  Department  of  Agriculture, 
Washington,  DC  20250. 

FSIS  Methods  for  Nutritional  Analjrsis 

•  Calories— At  317.309(b)  and 
381.409(b).  Calculated  using  specific 
Atwater  factors;  general  factors  of  4,  4, 
9;  general  factors  of  4,  4,  9  after 
subtracting  insoluble  dietary  fiber  from 
total  carbohydrate,  if  desired;  or, 
specific  food  factors  approved  by  FDA. 

•  Moisture— AOAC,  15th  ed.,  1990. 
950.46B.  Air  Drying;  or  AOAC,  15th  ed, 
1990,  950.46.  Vacuum  Oven. 

•  Total  Fat— FSIS  has  tested  several 
procedures  to  measure  fat  on  various 
meat  and  poultry  products,  including 
AOAC,  15th  ed.,  1990,  960.39  using 
petroleum  ether  as  solvent.  The  Agency 
is  ciurently  testing  methods  to  measure 
only  the  total  lipid  fatty  acids  to  be 
expressed  as  triglycerides,  which 
constitute  total  dietary  fat  as  defined  in 
this  final  rule.  More  information  will  be 
provided  as  soon  as  it  is  available. 

•  Saturated  Fat — ^Lipid  Manual, 
"Methodology  Appropriate  for  Fatty 
Acid-Cholesterol  Analysis."  1992.  U.S. 
Food  and  Drug  Administration.  Wm.  C. 
Brown  Publishers,  Dubuque,  lA,  109  pp. 
FSIS  will  use  capillary  columns,  and  the 
shortest  chain  fatty  acid  to  be  measured 
will  be  butyric  acid. 

•  Cholesterol — Lipid  Manual, 
"Methodology  Appropriate  for  Fatty 
Acid-Cholesterol  Analysis,"  1992.  U.S. 
Food  and  Drug  Administration.  Wm.  C. 
Brown  Publishers.  Dubuque.  lA,  109  pp. 
FSIS  will  use  capillary  columns. 

•  Total  Carbohydrate— At 
§  317.309(b)  and  §  381.409(b). 
Determined  by  difference. 

•  Sugars — Chemistry  Laboratory 
Guidebook,  Revised  Basic.  1987.  3.022. 


Dextrose,  Sucrose,  Maltose,  and  Lactose 
byHPLC. 

•  Dietary  Fiber— AOAC,  15th  ed., 
1990, 985.29.  Enzymatic  Gravimetric 
Method;  or  AOAC.  15th  ed.,  1990:  3rd 
Supplement.  1992, 991.43.  Enzymatic 
Gravimetric  Method.  MES-TRIS  Buffer. 
Special  precautions  are  needed  to 
ensure  that  meat  and  poultry  product 
samples  are  thoroughly  defatted  prior  to 
analysis. 

•  Other  Carbohydrate— At   . 
§  317.309(b)  and  §  381.409(b). 
Determined  by  difference. 

•  Protein— <Ihemistry  Laboratory 
Guidebook,  Revised  Basic,  1987,  3.002. 
K)eldahl. 

•  Ash— AOAC,  15th  ed.,  1990, 
920.153. 

•  Vitamin  A — High  Pressure  Liquid 
Chromatography.  In-house  FDA 
procedure.  FSIS  will  measure  prefcmned 
retinol  and  beta-carotene  separated  from 
other  vitamin  A  precursors.  The  Agency 
will  not  make  a  noncompliance  finding 
for  this  nutrient  when  a  company 
includes  other  vitamin  A  active 
carotenoids  in  compiling  the  label 
declaration  where  data  for  such 
carotenoids  have  been  determined  using 
appropriate  methods  and  the  activity 
has  been  calculated  using  the  factor  of 
one  retinol  equivalent  equal  to  12 
micrograms  of  these  other  carotenoids. 

•  Vitamin  C— FSIS  is  studying  the 
procedure  of  Vanderslice,  J.T.  and 
Higgs,  D.J.  1990.  "Separation  of  ascorbic 
acid,  isoascorbic  acid,  dehydroascorbic 
acid  and  dehydroisoascorbic  add  in 
food  and  animal  tissue".  J. 
Micronutrient  Anal.  7,  67-70.  This 
HPLC  procedure  can  distinguish 
between  L-ascorbic  acid  (and  sodium 
ascorbate)  and  isoascorbic;  i.e., 
erythorbic  add  (and  its  sodium  salt, 
sodium  erythorbate),  which  is 
commonly  used  in  meat  and  poultry 
products  but  has  little  or  no  vitamin  C 
activity.  FSIS  has  not  yet  determined 
whether  this  method  is  reliable.  The 
Agency  will  use  this  procedure  if 
reliability  is  established.  FSIS  is  also 
studying  the  procedure  of  the 
International  Organization  of 
Standardization  (ISO),  1990-09.  "Meat 
and  Meat  Products— determination  of 
L(-f)— ascorbic  add— HPLC  method". 
Document  34-SC6N337. 

•  Sodium — Chemistry  Laboratory 
Guidebook,  Revised  Basic.  1987, 4.010. 
Using  Inductively  Coupled  Plasma 
Optiool  Emission  Spectrometry. 

•  Iron  and  Caldum — ^Analytical 
Chemistry  Laboratory  Guidebook, 
Residue  Chemistry,  Winter  1991.  MTL 
Inductively  Coupled  Plasma  Optical 
Emission  Spectrometry. 

FSIS  is  extending  this  procedure  to 
include  caldum.  FSIS  notes  that  it  does 
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not  prescribe  methods  which  must  be 
used  by  manufocturers  to  support  label 
values.  The  methods  listed  above  are 
those  the  Agency  will  use  to  analjrze 
samples  for  enforcement  purposes.  The 
Chemistry  Division  will  make  copies  of 
single  nutrient  analyses  available  at 
interim  periods  between  publications  of 
the  Chemistry  Laboratory  Guidebook. 

DC  Health  Claims 

FSIS  does  not  currently  pennit  health 
claims  explicitly  linking  food  attributes 
to  diet-related  disease  or  health-related 
conditions.  FSIS  does  permit  statements 
informing  consumers  that  a  food  can  be 
part  of  a  specific  dietary  pattern  to  meet 
an  organization's  dietary  guidelines  or 
that  a  food  was  developed  to  help 
follow  a  specific  dietary  pattern. 

The  rationale  adopted  by  FSIS  for 
approving  health  claims  on  labeling  is 
to  encourage  labeling  which 
supplements  the  infionnatian  contained 
in  the  nutrition  label  with  information 
that  provides  truthful  data  about  a 
product's  nutritional  characteristics, 
and  provides  generally  accepted 
information  about  how  a  product 
satisfies  consumers'  total  dietary 
requirements.  By  contrast,  labeling  is 
not  approved  by  FSIS  under  the  FMIA 
or  PPIA  if  the  Secretary  of  Agriculture 
has  reason  to  believe  that  the  claim  is 
false  or  misleading  in  any  particular. 

To  implement  the  use  of  health  claims 
on  labeling,  FSIS  provides  general 
guidelines  and  objectives  which  permit 
claims  if  they  are  based  on  a  consensus 
of  medical  and  scientific  information, 
emphasize  that  good  nutrition  is  a 
function  of  the  total  diet,  and  are 
reasonably  uniform  fitun  product  to 
product. 

The  following  is  an  example  of  a 
health-related  claim  that  would 
currently  be  permitted:  "This  food  was 
specifically  developed  to  help  you 
follow  the  current  U.S.  Dietary 
Guidelines  for  sodium,  fat  and 
cholestCTol.  For  further  information  on 
the  U.S.  Dietary  Guidelines  call  •  •  '" 

In  its  proposed  rule  on  nutrition 
labeling,  FSIS  stated  its  intent  to 
publish  a  proposed  rule  on  health 
claims  in  Line  with  FDA's  proposal.  At 
the  time  the  FSIS  proposal  was 
published,  the  health  claims  issue  was 
still  under  study  by  FDA  and  FSIS.  FSIS 
is  continuing  its  study  of  this  issue  and 
plans  to  publish  a  proposed  rule  in  the 
near  future. 

X.  Food  Ingredients  and  Standards  of 
Identity 

FSIS  requires  full  ingredient  labeling 
on  all  meat  and  poultry  products, 
including  standardized  products. 


The  Agency  believes  that  i 
about  disjunctive  labeling  of  £its  and 
oils  can  ba  rasolved  by  proper  labeling 
of  saturated  fat  Because  USDA 
standards  of  identity  and  composition 
do  not  require  minimum  Cat  contents, 
development  of  products  with  desirable 
characteristics  is  not  hampered  by 
minimimi  fiat  criteria.  However,  levels 
for  minimum  amounts  of  meat  and 
poultry  are  a  part  of  most  standards. 
These  criteria  protect  consimiers  against 
economic  fraud  and  dilution  of 
beneficial  micronutrients  and  protein 
expected  in  certain  products.  Due  to  the 
shift  of  concern  from  problems 
connected  to  underconsumption  to 
those  associated  with  overconsumption 
of  certain  food  components  such  as  fat, 
FSIS  plans  to  reassess  this  matter  after 
completing  its  rulemaking  on  nutrition 
labeling. 

XI.  Prior  Label  Approval 

FSIS  is  considering  changes  to  its 
current  label  approval  process  for 
labehng  of  meat  and  poultry  products. 
At  this  time,  two  options  are  being 
considered:  (1)  Revising  the  current 
system  by  significantly  reducing  the 
scope  of  review,  through  expanding  the 
categories  of  labeling  that  would  be 
generically  approved,  and  replacing  the 
current  general  requirement  of  FSIS 
approval  of  final  labeling  with  one  for 
sketch  labeling  only:  and  (2)  replacing 
the  current  system  with  a  sjrstem  in 
which  all  labeling  would  be  generically 
approved  and  used  without  prior 
submission  to  FSIS.  FSIS  published  an 
ANPR  in  the  Federal  RegistM-  on  Mardi 
25. 1992  (57  FR  10300),  requesting 
comments  from  interested  parties  on 
these  two  options.  FSIS  plans  to  issue 
a  proposed  rule  based  on  cominents 
received  on  the  ANPR. 

List  of  Subjects 

9  an  Part  317 

Food  labeling.  Food  padcaging. 
Incorporation  by  rafarence,  Meat 
inspection. 

9  CFH  Pari  320 

Meat  inspection,  Reporting  and 
recordkeeping  requirements. 

9  CFR  Pail  381 

Food  labeling.  Incorporation  by 
reference.  Poultry  and  poultry  products. 
Reporting  and  recordkeeping 
requirements. 

Final  Rule 

For  the  reasons  discussed  in  the 
preamble,  FSIS  is  amending  9  CFR  parts 
317,  320,  and  381  of  the  Federal  meat 
and  poultry  products  Inspection 
regulations  as  follows: 


PART  317>-LABELiNa  MAmONQ 
DEVICES.  AND  COHTAINER8 

1.  The  authority  citation  fat  part  317 
continues  to  read  as  follows: 

Authority:  21  U.S.C  601-695:  7  CFR  2.17, 
2.55. 

2.  Part  317  is  amended  by  desimating 
the  current  sections  317.1  through 
317.24  as  subpart  A— General,  and  by 
adding  a  new  subpart  B — Nutrition 
Labeling  to  read  as  follows: 

Subpart  B— WutrWon  tabaMwg 

S«c. 

31 7.300  Nutrition  labeling  of  meat 
products. 

317.301  (Raserredl 

31 7.302  Location  of  nutrition  infonnatioa. 
317.303-317.307    IReserradl 

31 7.306    Latwling  of  meat  products  with 
number  of  servings. 

317.309  Nutrition  label  content 

317.310  (Reserved] 

317.311  IResBirvedi 

317.312  Reference  amounts  cnstomarily 
consumed  per  eating  OGcaslon. 

317.313  Nutrient  content  dalms;  gsoenl 
principles. 

317.314-317.342    IReservedl 

317.343  Significant  particioetioa  toe 
voluntary  nutrition  labeling. 

317.344  Identification  of  major  cuts  of  meat 
products. 

31 7.345  Guidelines  for  voluntary  nutrition 
labeling  of  single4ngredient.  raw 
products. 

317.346-317.353    IResenredl 

317.354  Nutrient  content  claims  for  '.'good 
source"  and  "high". 

317.355  IReservedl 

31 7.356  Nutrient  content  claims  for  "light" 
or  "lite". 

317.357-317.359    [ReservedJ 

317.360  Nutrient  content  claims  for  calorie 
content 

317.361  Nutrient  content  claims  for  sodium 
content 

31 7.362  Nutrient  content  clainu  for  fat 
Catty  acids,  and  cholesterol  content  of   . 
meat  products. 

317.363-317.366    IReservedl 

317.369    Labeling  applications  for  nutrient 

content  claims. 
317.370-317.379    {Reserved] 
317.380    Label  statements  relating  to 

usefulness  In  reducing  or  maintaining 

body  weight 
317J81-317.399     [Reserved] 
317.400    Exemption  from  nutrition  labeling. 

Subpart  B— NmrWon  LabaUng 
Nutrition  labaUng  of 


S  31 7.300 
producta. 

(a)  Nutrition  labeling  shall  be 
provided  for  all  meet  products,  except 
single-ingredient,  raw  products,  in 
accordance  with  the  requirements  of 
§  317.309:  except  as  exempted  under 
§  317.400  of  this  Subpart 

(b)  Nutrition  labeling  may  be 
provided  for  single-ingredient  raw  meat 
products  in  ^^^^^''"r'.fl  with  the 
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requirements  of  S§  317.309  and  317.345. 
Significant  participation  in  voluntary 
nutrition  labeling  shall  be  measxued  by 
the  Agency  in  accordance  with 
§§  317.343  and  317.344  of  this  Subpart. 

S317J01    [R«Mrv«J] 

S  31 7.302    Location  of  nutrition 
infonnatlon. 

(a)  Nutrition  information  on  a  label  of 
packaged  meat  products  shall  appear  on 
the  label's  principal  display  panel  or  on 
the  information  panel,  except  as 
provided  in  paragraph  (b)  of  this 
section. 

(b)  Nutrition  information  for  gift 
packs  may  be  shown  at  a  location  other 
than  on  the  product  label,  provided  that 
the  labels  for  these  products  bear  no 
nutrition  claim.  In  lieu  of  on  the 
product  label,  nutrition  information 
may  be  provided  by  alternate  means 
such  as  product  label  inserts. 

§9317.303-317.307    [RM«rved] 

§  31 7.308    Labeling  of  meat  producU  wHh 
number  of  servinga. 

The  label  of  any  package  of  a  meat 
product  that  bears  a  representation  as  to 
the  number  of  servings  contained  in 
such  package  shall  meet  the 
requirements  of  §  317.2(h)(10). 

§317.309    NuUition  label  content 

(a)(1)  All  nutrient  and  product 
component  quantities  shall  be  declared 
in  relation  to  a  serving  or  to  a  portion, 
as  defmed  in  21  CFR  101. g(b)  (1)  and  (2) 
except  (b)(2)(i),  and  21  CFR  101.9(b)  (5) 
through  (9)  except  (b)(5)(iii). 

(2)  The  declaration  of  nutrient  and 
product  component  content  shall  be  on 
the  basis  of  the  product  "as  packaged" 
for  all  products,  except  that  single- 
ingredient,  raw  products  may  be 
declared  on  the  basis  of  the  product  "as 
consumed"  as  set  forth  in 

§  317.345(a)(1).  In  addition  to  the 
required  declaration  on  the  basis  of  "as 
packaged"  for  products  other  than 
single-ingredient,  raw  products,  the 
declaration  may  also  be  made  on  the 
basis  of  "as  consumed,"  provided  that 
preparation  and  cooking  instructions  are 
clearly  stated. 

(3)  For  products  in  discrete  units  (e.g., 
hotdogs,  and  individually  packaged 
products  within  a  multi-serving  . 
package),  serving  size  shall  be  the 
number  of  whole  units  that  most  closely 
approximates  the  Reference  Amount  for 
the  Product  Category.  If  a  unit  weighs  67 
percent  or  more,  but  less  than  200 
percent  of  the  Reference  Amount, 
serving  size  shall  be  one  unit.  If  a  unit 
weighs  more  than  50  percent  but  less 
than  67  percent  of  the  Reference 
Amount,  the  manufacturer  may  decide 


\diether  one  uixit  is  one  serving.  If  a  unit 
weighs  200  percent  or  more  of  the 
Reference  Ainoimt,  the  manufactiirer 
may  declare  the  whole  unit  as  one 
serving  if  the  whole  unit  can  reasonably 
be  consumed  at  a  single-eating  occasion. 

(4)  Serving  size  for  meal-type 

Eroducts  as  defined  in  §  317.313(1)  shall 
B  the  entire  content  (edible  portion 
only)  of  the  package. 

(5)  Another  column  of  figures  may  be 
used  to  declare  the  nutrient  and  food 
component  information  in  the  same 
format  as  required  by  §  317.309(e), 

(i)  Per  100  grams,  100  milliliters,  or  1 
ounce  of  the  food  as  packaged  or 
purchased. 

(iij  Per  one  unit  if  the  serving  size  of 
a  product  in  discrete  units  in  a  multi- 
serving  container  is  more  than  one  unit. 

(6)  If  cups,  tablespoons  and 
teaspoons,  or  units  such  as  piece,  slice, 
tray,  jar,  or  fraction  are  not  applicable, 
oimces  may  be  used.  Oimce 
measurements  shall  be  expressed  in  0.5 
ounce  increments  most  closely 
approximating  the  Reference  Amoimt, 
with  roimding  indicated  by  use  of  the 
term  "about"  (e.g.,  about  2.5  ounces). 

(b)  The  declaration  of  nutrition 
information  on  the  label  shall  contain 
the  following  information,  except  for 
that  which  is  identified  as 
"VOLUNTARY"  or  for  those  meat 
products  where  a  simplified  format  may 
be  used  as  provided  for  in  paragraph  (g) 
of  this  section  or  as  in  §  317.400(b).  No 
nutrients  or  food  components,  other 
than  those  listed  in  21  CFR  101.9(c)  as 
either  voluntary  or  mandatory,  except 
for  stearic  acid,  may  be  included  within 
the  nutrition  label.  Information  shall  be 
presented  using  the  nutrient  names 
specified  and  in  the  formats  specified  in 
paragraph  (e)  of  this  section. 
Definitions,  imits  of  measure, 
increments  for  declaring  values,  and 
methods  of  calculation  shall  be  in 
accordance  with  21  CFR  101.9  (c)(1) 
through  (c)(9),  except  21  CFR 
101.9(c)(l)(i)(E),  bomb  calorimetry,  and 
in  21  CFR  101.9(c){7){ii),  use  of  nitrogen 
conversion  factors,  other  than  6.25. 

(cjil)  If  a  product  consists  of 
assortments  of  meat  products  (e.g., 
variety  packs)  in  the  same  package, 
nutrient  content  shall  be  expressed  on 
the  entire  package  contents  or  on  each 
individual  product. 

(2)  If  a  product  is  commonly 
combined  with  other  ingredients  or  is 
cooked  or  otherwise  prepared  before 
eating,  and  directions  for  such 
combination  or  preparations  are 
provided,  another  column  of  figures 
may  be  used  to  declare  the  nutrient 
contents  on  the  basis  of  the  product  as 
consumed  for  the  product  alone  (e.g.,  a 
cream  soup  mix  may  be  labeled  with 


one  set  of  Daily  Values  for  the  dry  mix 
(per  serving),  and  another  set  for  the 
serving  of  the  final  soup  when  prepared 
(e.g.,  per  serving  of  cream  soup  mix  and 
1  cup  of  vitamin  D  fortified  whole 
milk)):  Provided.  That  the  type  and 
quantity  of  the  other  ingredients  to  be 
added  to  the  product  by  the  user  and  the 
specific  method  of  cooking  and  other 
preparation  shall  be  specified 
prominently  on  the  label. 

(d)  "Stearic  acid"  may  be  declared 
"VOLUNTARY."  If  stearic  add  is 
declared  "VOLUNTARY"  a  statement  of 
the  number  of  grams  of  stearic  acid  shall 
be  included  under  saturated  fat  content 
and  expressed  to  the  nearest  0.5  (1/2) 
gram  increment  below  3  grams  and  to 
the  nearest  gram  increment  above  3 
grams. 

(e)  Formats  for  nutrition  labeling  shall 
be  in  accordance  with  21  CFR  101.9  (d) 
and  (e)  except  for  references  to  (f),  (j)(5), 
and  (j)(13),  or  in  accordance  with 
paragraph  (g)(1)  of  this  section. 

(f)  Foods  in  packages  that  have  a  total 
surface  area  available  to  bear  labeling  of 
40  or  less  square  inches  may  modify  the 
requirements  of  paragraphs  (b).  (e),  and 
(g)  of  this  section  and  §  317.302(a)  by 
one  or  more  of  the  following  means: 

(1)  Presenting  the  required  nutrition 
information  in  a  tabular  or  linear  (i.e., 
string)  fashion,  rather  than  in  vertical 
columns,  if  the  package  shape  or  size 
cannot  accommodate  a  column  display 
on  any  label  panel.  Nutrition 
information  may  be  given  in  a  linear 
fashion  only  if  ihe  label  will  not 
accommodate  a  tabular  display  and,  in 
that  case,  subcomponents  (e.g., 
satiirated  fat  shall  be  declared  in 
parentheses  after  total  fat). 

(2)  Using  any  of  the  following 
abbreviations: 

Serving  size — Serv.  size 
Servings  per  container — Servings 
Calories  from  fat — Fat  cal 
Saturated  fat— Sat  fat 
Cholesterol — Cholest 
Total  carbohydrate — ^Total  carb 
Dietary  fiber — Fiber 

(3)  Omitting  the  footnote  and  caloric 

conversion  information  required  in 

paragraphs  (d)(9)  and  (d)(10)  of  21  CFR 
101.9  and  placing  another  asterisk  at  the 
bottom  of  ihe  label  followed  by  the 
statement  "Percent  Daily  Values  are 
based  on  a  2,000  calorie  diet"  and,  if  the 
term  "Daily  Value"  is  not  spelled  out  in 
the  heading,  a  statement  that  "DV" 
represents  "Daily  Value,"  and 

(4)  Presenting  the  required  nutrition 
information  on  any  other  label  panel. 

(g)(1)  Nutrition  information  may  be 
presented  in  a  simplified  format  as  set 
forth  herein  when  any  required 
nutrients,  other  than  the  core  nutrients, 
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ate  presant  in  infiignlfifiMTt  amounU.  An 
insignificant  amount  shall  be  defined  as 
that  amount  that  may  be  rounded  to 
xero  in  nutrition  labeling,  except  that  Eor 
total  carbohydrate,  dietary  fiber,  and 
protein,  it  shall  be  an  amount  less  than 

(2)  The  simplified  {onnat  shall 
include:  Serving  size,  number  of 
servings  per  container,  calories,  total  £at 
(grams),  total  carbohydrate  (grams), 
protein  (grams),  and  sodium 
(milligrams). 

(3)  Any  nutrient,  other  than  a  core 
nutrient,  that  is  present  in  an 
insignificant  amount  may  be  omitted 
from  the  tabular  listing,  provided  that 
the  following  statement  is  included 
within  the  nutrition  label,  "Not  a 

significant  source  of ."  The 

blank  shall  be  filled  in  with  the 
appropriate  nutrient  or  food  component 

(4)  The  omission  of  the  listing  of  daily 
values  and  the  caloric  conversion 
information,  and  the  expression  of  the 
percent  of  daily  value  in  the  simplified 
format  shall  be  in  accordance  with  21 
CFR  101.9(0(5)  except  for  references  to 
(j)(5)  and  (j)(13). 

(h)  Comphance  with  this  section  shall 
be  determined  as  follows: 

(1)  A  production  lot  is  a  set  of  food 
production  consumer  units  that  are  from 
one  production  shift.  Alternatively,  a 
collection  of  consumer  imits  of  the  same 
size,  type,  and  style  produced  under 
conditions  as  nearly  uniform  as 
possible,  designated  by  a  common 
container  code  or  marking,  constitutes  a 
production  lot. 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  a 
minimum  of  six  consumer  imits,  each 
from  a  production  lot  Alternatively,  the 
sample  for  nutrient  analysis  shall 
consist  of  a  composite  of  a  minimum  of 
six  consumer  units,  each  randomly 
chosen  to  be  representative  of  a 
production  lot.  In  each  case,  the  units 
may  be  individually  analyzed  and  the 
results  of  the  analyses  averaged,  or  the 
units  would  be  composited  and  the 
composite  analyzed.  In  both  cases,  the 
results,  whether  an  average  or  a  single 
result  from  a  composite,  will  be 
considered  by  the  Agency  to  be  the 
nutrient  content  of  a  composita  All 
analyses  shall  be  performed  by 
appropriate  methods  and  procedures 
used  by  the  Department  for  each 
nutrient  in  accordance  with  the 
"Chemistry  Laboratory  Guidebook."  or. 
if  no  USDA  method  is  available  and 
appropriate  for  the  nutrient,  by 
appropriate  methods  for  the  nutrient  in 
accordance  with  the  1990  edition  of  the 
"Official  Methods  of  Analysis"  of  the 
AOAC  IntemationaL  formerly 
Association  of  Official  Analytical 


Chemists.  15th  ed..  which  is 
incorporated  by  reference,  unlaas  a 
particular  method  of  analysis  is 
specified  in  §  3 1 7.309(b).  or,  if  no 
USDA.  AOAC  or  specified  method  is 
avaiL^le  and  appropriate,  by  other 
reliable  and  api»opriate  analytical 
procedures  as  so  determined  by  the 
Agency.  The  "Official  Methods  of 
Analysis"  is  incorporated  as  it  exists  on 
the  date  of  approval  This  incorporation 
by  refaience  was  approved  by  the 
Diredw  of  the  Fedoal  Register  in 
accordance  wdth  5  U.S.C  552(a)  and  1 
CFR  part  51.  Copies  may  be  purchased 
frt>m  the  AOAC  batemationai.  2200 
Wilson  Blvd.,  suite  400,  Arlington.  VA 
22201.  It  is  also  available  for  inspection 
at  the  Office  of  the  Federal  Register 
Information  Center,  suite  700,  800  NcMrth 
Capitol  Street,  NW..  Washington,  DC. 

(3)  Two  classes  of  nutrients  are 
defined  for  purposes  of  compliance: 

(i)  Class  I.  Added  nutrients  in  fortified 
or  fabricated  foods;  and 

(ii)  Class  n.  Naturally  occurring 
(indigenous)  nutrients.  If  any  ingredient 
whi^  contains  a  naturally  occurring 
(indigenous)  nutrient  is  added  to  a  food, 
the  total  amount  of  such  nutrient  in  the 
final  food  product  is  subject  to  Class  II 
requirements  imless  the  same  nutrient  is 
also  added,  which  would  make  the  total 
amount  of  such  nutrient  subject  to  Class 
I  requirements. 

(4)  A  product  with  a  label  declaraticn 
of  a  vitamin,  mineral,  protein,  total 
carbohydrate,  dietary  fiber,  other 
carbohydrate,  polyxmsaturated  or 
monounsaturated  fet.  or  potassium  shall 
be  deemed  to  be  misbranded  tmder 
section  l(n)  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  601(n)(l)) 
unless  it  meets  the  foUowring 
requirements: 

(i)  Class  I  vitamin,  mineral,  protein, 
dietary  fiber,  or  potassitmi.  Hm  nutrient 
content  of  the  composite  is  at  least  eoual 
to  the  value  for  that  nutrient  declared  on 
the  label. 

(ii)  Class  n  vitamin,  mineral,  protein, 
total  carbohydrate,  dietary  fiber,  other 
carbohydrate,  polyunsaturated  or 
monouns«tfurated  fat,  or  potassium.  The 
nutrient  content  of  the  composite  is  at 
least  equal  to  80  percent  of  the  value  for 
that  nutrient  decUred  on  the  label: 
Provided.  That  no  regulatory  action  will 
be  based  on  a  determinaticm  of  a 
nutrient  value  which  fells  below  this 
level  by  an  amount  less  than  the 
variability  generally  recognized  for  the 
analytical  method  used  in  that  product 
at  the  level  involved,  and  inherent 
nutrient  variation  in  a  product 

(5)  A  (woduct  with  a  label  declaration 
of  calories,  sugars,  total  fet.  saturated 
fet  cholestarcu,  or  sodium  shall  be 
deemed  to  be  misbranded  under  section 


l(n)  of  the  Federal  Meat  Inspection  Act 
(21  U.S.C  eoKnXD)  if  the  nutrient 
content  of  the  composite  is  greater  than 
20  percent  in  excess  of  die  value  for  that 
nutrient  declared  on  the  label;  Provided, 
That  no  regulatory  action  will  be  based 
on  a  determination  of  a  nutrient  value 
which  fells  below  this  level  by  an 
amount  less  than  the  variability 
generally  recognized  for  the  analytical 
method  used  in  that  product  at  the  level 
involved,  and  inher«it  nutrient 
variation  in  a  prodiict 

(6)  The  amount  of  a  vitamin,  mineral, 
protein,  total  carbohydrate,  dietary  fiber, 
other  carbohydrate .  polyimsaturated  or 
monoimsaturated  fet.  or  potassium  may 
vary  over  labeled  amounts  within  good 
manufacturing  practice.  The  amount  of 
calories,  sugars,  total  fat,  saturated  fet, 
cholesterol,  or  sodium  may  vary  under 
labeled  amounts  within  good 
manufacturing  practice. 

(7)  Compliance  will  be  based  on  the 
metric  measure  specified  in  the  label 
statement  of  serving  size. 

(8)  The  management  of  the 
establishment  must  maintain  records  to 
support  the  validity  of  nutrient 
declarations  contained  on  product 
labels.  Sudi  records  shall  be  made 
available  to  the  inspecttv  or  any  duly 
authorized  representative  of  the  Ag«Bcy 
upon  request 

(9)  The  compliance  provisions  set 
forth  in  paragraph  (h)  (1)  through  (8)  of 
this  section  shall  not  apply  to  single- 
ingredient,  raw  meat  (including  ground 
beef)  products,  including  those  that 
have  been  previously  fit>zen,  when 
nutrition  labeling  is  based  on  the  most 
current  representative  data  base  values 
contained  in  USDA's  Naticmal  Nutrient 
Data  Bank  or  its  published  form,  the 
Agriculture  Handbook  No.  8  series 
available  from  the  Government  Printing 
Office. 

f317J10   ptesarved] 

f317^1    IRaaerve4. 

§317.312    Rafefence  amounts  customarily 
consumed  par  eating  occasion. 

(a)  The  general  principles  followed  in 
arrivingat  the  Reference  Amounts  for 
serving  (portion)  sizes  set  forth  in 
paragraph  (b)  of  this  section  are  found 
in  21  CFR  101.12(a),  (c),  (d)  and  (g). 

(b)  The  following  Product  Categories 
and  Reference  Amounts  diall  be  used  as 
the  basis  for  determining  servirtg  sizes 
for  specific  itroducts: 
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TABLE   i.-flcrcncwce  Amounts  Cus-  Table  1.-Reference  Amounts  a»-  coliJ2^S£!SSiKS«i'l.taJJ 

TOMAWLY  CONSUMH)  PCT  EATINQ  OC-  T0M«R«.Y  OONSUMB)  PCT  EATINQ  OC-  •jJo«  '■■^'^■■"  '■y.*^—. 

CASiON— Infant        and        Toooler  casion— Infant        and        Toooler  ySiiMi*  t»5r».i.  tuijXitmmmi  t»  »* 

Fooos*^  Foods '-"—Contlnoed 


Product  catagaiy 


Infant  &  Toddler  FoodK 
Oinnar  Diy  Mil . 


OiMiK  raBd|Ho-MMB.  ctnfewd  lyps 


Pnduct  caligofy 


tsg 


Dinner,  wupt,  wadyioeenw  Junior 

type 

Dinner,  elew  or  aoup  ready  to  wnw 


iMg 
170  g 


TTwM  MhiM  leofMsnl  ew  smomhi  oI  tDoo  ouvloMvlqf 

tram  It*  iS77-iS77wtd  «■  leer-iaoe  ftatoJAk  Food 
ConMnvUon  8uiv«y»  oonduoad  by  tw  U.S.  D^wivnant  ol 

Table  2.— Reference  Amounts  Customarily  Consumed  Per  Eating  Occasion— General  Food  Supply***** 


Product  category 


Egg  fflUurae,  (western  style  omelet,  souffle,  egg  foo  young 

LbmI,  mergertr^,  shortening — «. •m..m»»....*...»m.*.».—»— «- 

Salad  and  potato  toppers:  e.g..  tMoon  bUs 

Bacon  (bacon,  beef  breakfast  strips,  pork  breaUaet  stripe,  potk  rtnds) 


Df4d;e.| 


i.g.,  )erfcy.  dried  beef.  Parnia  Item  sausage  products  wMti  a  moMure/proteln  ratio  of  taee  ttan  2:1;  e^  pepperom 

Snacks;  e.g.,  meat  snack  food  sticks  — - - 

Lunctwon  meat  botagna.  Canadian  style  booon.  polk  pattie  aumWea.  beef  pettie  cruoblee.  bksd  puddk«a  luncheon  toaf.  old 
fasMoned  toaH,  bwUnger.  bengers.  nrinoed  luncheon  roll,  thuringer.  tver  sausage,  mortadela.  uncurad  sausage  (franks),  ham 
and  chaaee  k>af,  PV>  toal,  een«iple  eouse.  tiead  cheese,  pizza  toaf.  olive  kiaf,  pate,  deviled  ham,  sandwich  spread,  teawurat, 
cervetaL  Lebarvm  bologna,  potted  meat  iood  piDduct,  taco  fWngs.  meal  pie  flKngs. 
Unked  meat  sausage  products.  Vienna  sausage,  frankfurters,  pork  sausage.  IraNalton  frankfurters,  bratwwrst,  Uebasa,  PoRsh  sau- 
sage, summer  sausage,  mettwurst.  snoked  country  sausage,  SMOksd  sausage,  smoked  or  ptakled  meat  ptekled  pigs  feet 

Entrees  without  sauce,  cuts  of  meat  ktckidlng  madnated.  tandedzed,  ir\)ected  cuts  of  meat  beef  pally,  com  dog,  bagel  doa  oo- 
quettas,  fritters,  cured  ham,  dry  cured  ham.  dry  cured  cappk»la.  corned  beet,  pastrami,  country  bam.  pork  shoukler  pkaik;. 
meatballs,  pureed  adult  foods. 

Canr>ed  meats,  carv>ed  beef,  canrtedpork.*  - __— — — 

Entrees  with  sauce,  barbecaed  raeMs  In  mm — 

Mixed  dishes  NOT  measurable  with  a  eup;»  e.g.,  burrlto,  egg  m»,  enchilada,  pizza,  pizza  n»,  quk*«e.  al  types  of  sanrtMchaa, 
cracker  and  meat  kjnch  type  packages,  gyw,  stromboU,  burger  on  a  bun.  frank  on  a  bun,  calzone,  taco,  pocke*  sajffsd  a«h 
at  loklovers,  meat  lasagne,  stuffed  vegetables  with  meat  shiih  kabobs.  empenada. 


f^aady  to  aewa 


meat 


Mixed  dishes  measurable  with  a  cup;  e.g..  meat  casserole,  macaroni  and  cheeee  wMh  meal  pot  pie.  apaohaU  with  sauce,  meat 
chW,  chili  ¥»lth  beans,  meat  hash,  creamed  chipped  beef,  beef  ravioli  m  sauce,  beef  stioganoM.  Bamsarick  atsw,  gouias^  meat 
stew.  ragoMt 

Salads— paata  or  potato,  potato  eaM  w»  bacon,  macaroni  and  meat  salad - - - 

Salads— all  other  laaat.  salads,  hsm  salad : • 

Soups— al  varteOes 


Major  main  ennee  type  sauce;  e.g.,  spaghetti  sauce  with  meat  spaghetti  sauce  m«i 
Mtaor  main  antiM  aauoa;  a.g.,  pizza  sauce  w»  aieat,  gravy 


Saaeoning  mlMes  dry,  freeze  dry,  dehydwteal.  concentrated  soup  mbtss, 
trail  mix  products  with  meat 

As  reconstikjted: 
Amount  to  make  one  Reference  Amourv  of  theOnal  dis^  a.0.. 

Gravy _ 

Major  maki  entree  type  sauce - , 

Soup 


•xtracta,  deled  traihe  and  stock/)utee,  freeze  dry 


Entree  measuMble  with  a  cup 


110« 

itjep 
7g 
15  g 


308 

30g 
S5g 


S5g 


asg 


S6g 

140  g 

l40gtpi«S5 
g  lor  prad- 
uctswNh 


tappings) 


I40g 
lOOg 
246g 
i2Sg 
Vicup 


vccup 
12Sg 
24Sg 
1  oup 


Ready  Hhcook 


nto. 
54 

30g 


rVtTS 


«•». 


1I«L 


r/». 


nta. 
iVa. 


nfk. 
n*. 


J  »•  mmourt  ol  toed  tiiilcimiei  «onMm«d  ptt  Mtmg  occMkm  and  wara 

Survtyt  eonduowd  by  aw  OS.  Dspwwwnt  ol  AoncMlMis 
'Mar>utoctarm  w  laewrad  «>  oonvM  »w  nstoiww  Amount*  to  Ih*  tiM  Mning  tin  fei  s 

ftitnrrtiiftad  Sy  ivdutMiSii.* 
'ExamplH  tnM  unoer  Product  CaMQory  «•  not  ••  mdustw  o'  •xctuslve.  EiamptM  «•  previdad  io 
♦H p«eli»d Of  owwd  m  Hquid.  ■» cWl»i»woi  /Uwoum <$  facltw  dramad  »olid». 

Pizza  MUM  li  pad  oi  Sw  pizza  Md  la  Ml  OBMlSinJ  to  ba  aauca  tcpplne. 


aattMd  fnm  the  1S77-7S  and  S<a  1987-64  HatleMHd3 
mmwm  most  approprMa  Io  (hair  apadle  preduel 
manulactumn  m  ldanttty*e 


Food  OoMunptton 


(c)  TIm  Reference  Anioimt  for 
products  that  raftresent  tivo  or  toon 
foods  packaged  aad  presented  (o  be 
consumed  together  (e.g^  lunch  meet, 
cheese,  and  aratrkets)  riiaU  be  the  torn 
of  the  Reference  Azncnnits  for  iadavidiiai 


foods  in  the  package  if  the  Reference 
Amount  is  not  listed  in  paragraph  (b)  of 
this  section  and  the  product  is  not  a 
meal-type  product 

(d)  Tba  Admintstiatar.  oa  his  or  her 
owa  initiBtiTB  or  oa  bdialf  <tf  any 


interested  pema  who  has  eubrnkted  a 
labeling  appttcation,  may  issue  a 
proposal  to  establish  or  amende 
Product  Category  or  Reference  Araonnt 
identified  in  paragraph  (b)  of  this 
section. 
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(1)  Labeling  applications  and 
supporting  documentation  to  be  filed 
under  this  section  shall  be  submitted  in 
quadruplicate,  except  that  the 
supporting  documentation  may  be 
submitted  on  a  computer  disc  copy.  If 
any  part  of  the  material  submitted  is  in 
a  foreign  language,  it  shall  be 
accompanied  by  an  accxirate  and 
complete  English  translation.  The 
labeling  application  shall  state  the 
applicant's  post  office  address. 

(2)  Pertinent  information  will  be 
considered  as  part  of  an  application  on 
the  basis  of  specific  reference  to  such 
information  submitted  to  and  retained 
in  the  files  of  the  Food  Safety  and 
Inspection  Service.  However,  any 
reference  to  unpublished  information 
furnished  by  a  person  other  than  the 
applicant  will  not  be  considered  imless 
use  of  such  information  is  authorized 
(with  the  imderstanding  that  such 
information  may  in  whole  or  part  be 
subject  to  release  to  the  public)  in  a 
written  statement  signed  by  the  person 
who  submitted  it.  Any  reference  to 
pubUshed  information  should  be 
accompanied  by  reprints  or  photostatic 
copies  of  such  references. 

(3)  The  availability  for  public 
disclosure  of  labeling  appUcations. 
along  with  supporting  documentation, 
submitted  to  the  Agency  under  this 
section  will  be  governed  by  the  rules 
specified  in  subchapter  D,  title  9. 

(4)  Data  accompanying  the  labeling 
application,  such  as  food  consumption 
data,  shall  be  submitted  on  separate 
sheets,  suitably  identified.  If  such  data 
has  already  been  submitted  with  an 
earlier  labeling  application  from  the 
applicant,  the  present  labeling 
application  must  provide  the  data. 

(5)  The  labeling  appUcation  must  be 
signed  by  the  applicant  or  by  his  or  her 
attorney  or  agent,  or  (if  a  corporation)  by 
an  authorized  official. 

(6)  The  labeling  application  shall 
include  a  statement  signed  by  the 
person  responsible  for  the  labeling 
application,  that  to  the  best  of  his  or  her 
knowledge,  it  is  a  representative  and 
balanced  submission  that  includes 
unfavorable  information,  as  well  as 
favorable  information,  known  to  him  or 
her  pertinent  to  the  evaluation  of  the 
labeling  application. 

(7)  Labeling  applications  for  a  new 
Reference  Amoimt  and/or  Product 
Category  shall  be  accompanied  by  the 
following  data  which  shall  be  submitted 
in  the  following  form  to  the  Director, 
Food  Labeling  Division,  Regulatory 
Programs ^/ood  Safety  and  Inspection 
Service,  Washington,  DC  20250: 

(Date) 


The  underaigned, . 


tubtnits 


this  labeling  application  purtuant  to  S  CFR 
317.312  wlui  ratpect  to  Reference  Amount 
and/or  Product  Category. 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  of  the  objective  of  the 
labeling  application; 

(ii)  A  description  of  the  product; 

(iii)  A  complete  sample  product  label 
including  nutrition  labiBl,  using  the  format 
established  by  regulation; 

(iv)  A  description  of  the  forai  in  which  the 
product  will  be  marketed; 

ly]  The  intended  dietary  uses  of  the 
product  with  the  major  use  identified  (e.g., 
ham  as  a  luncheon  meat); 

(vi)  If  the  intended  use  is  primarily  as  an 
ingredient  in  other  foods,  list  of  foods  or  food 
categories  in  which  the  product  will  be  used 
as  an  ingredient  with  information  on  the 
prioritization  of  the  use; 

(vii)  The  population  group  for  which  the 
product  will  be  offered  for  use  (e.g.,  infants, 
children  under  4  years  of  age); 

(viii)  The  names  of  the  most  closely-related 
products  (or  in  the  case  of  foods  for  special 
dietary  use  and  imitation  or  substitute  foods, 
the  names  of  the  products  for  which  they  are 
offered  as  substitutes); 

(ix)  The  suggested  Reference  Amount  (the 
amount  of  edible  portion  of  food  as 
consimied,  excluding  bone,  skin  or  other 
inedible  components)  for  the  population 
group  for  which  the  product  is  intended  with 
fiill  description  of  the  methodology  and 
procedures  that  were  used  to  determine  the 
suggested  Reference  Amount.  In  determining 
the  Reference  Amount,  general  principles 
and  factors  in  paragraph  (a)  of  this  section 
should  be  followed. 

(x)  The  suggested  Reference  Amount  shall 
be  expressed  in  metric  units.  Reference 
Amounts  for  foods  shall  be  expressed  in 
grams  except  when  common  household  units 
such  as  cups,  tablespoons,  and  teaspoons  are 
more  appropriate  or  are  more  likely  to 
promote  uniformity  in  serving  sizes  declared 
on  product  labels.  For  example,  common 
household  measiues  would  be  more 
appropriate  if  products  within  the  same 
category  differ  substantially  in  density  such 
as  mixed  dishes  measurable  with  a  cup. 

(A)  In  expressing  the  Reference  Amount  in 
grams,  the  following  general  rules  shall  be 
followed: 

(1)  For  quantities  greater  than  10  grams,  the 
quantity  shall  be  expressed  in  nearest  5 
grams  increment. 

[2]  For  quantities  less  than  10  grams,  exact 
gram  weights  shall  l>e  used. 

(B)  [Reserved] 

(xi)  A  labeling  application  for  a  new 
subcategory  of  food  with  its  own  Reference 
Amount  shall  include  the  following 
additional  information: 

(A)  Data  that  demonstrate  that  the  new 
subcategory  of  food  will  be  consumed  in 
amounts  that  differ  enough  from  the 
Reference  Amount  for  the  parent  category  to 
warrant  a  separate  Reference  Amount.  Data 
must  include  sample  size,  and  the  mean, 
standard  deviation,  median,  and  modal 
consumed  amount  per  eating  occasion  for  the 
product  identified  in  the  labeling  application 


and  fat  other  products  in  the  category.  All 
data  must  be  derived-from  the  same  survey 
data. 

(B)  Documentation  supporting  the 
difference  in  dietary  usage  and  product 
characteristics  that  affect  the  consumption 
size  that  distinguishes  the  product  identified 
In  the  labeling  application  from  the  rest  of 
the  products  in  the  category. 

(xii)  In  conducting  research  to  collect  or 
process  food  consumption  data  in  support  of 
the  labeling  application,  the  following 
general  guidelines  should  be  followed. 

(A)  Sampled  population  selected  should  be 
representative  of  the  demographic  and 
socioeconomic  characteristics  of  the  target 
population  group  for  which  the  food  is 
intended. 

(B)  Sample  size  (i.e.,  number  of  eaters) 
should  be  large  enough  to  give  reliable 
estimates  for  customarily  consumed 
amounts.  i 

(Q  The  study  protocol  should  identify 
potential  biases  and  describe  how  potential 
biases  are  controlled  for  or,  if  not  possible  to 
control,  how  they  affect  interpretation  of 
results.  t 

(D)  The  methodology  used  to  collect  or 
process  data  including  study  design, 
sampling  procedures,  materials  used  (e.g., 
questionnaire,  interviewer's  manual), 
procedures  used  to  collect  or  process  data, 
methods  or  procedures  used  to  control  for 
unbiased  estimates,  and  procedures  used  to 
correct  for  nonresponse,  should  be  fully 
documented. 

(xiii)  A  statement  concerning  the  feasibility 
of  convening  associations,  corporations, 
consimiers,  and  other  interested  parties  to 
engage  in  negotiated  rulemaking  to  develop 
a  proposed  rule. 

Yours  very  truly. 

Applicant — 

By  

(Indicate  authority) 

(8)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  tiie  labeling  application  was 
received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
undergoing  Agency  review  and  that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

(9)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  applicant,  in  writing,  that  the 
labeling  application  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(10)  If  the  labeling  application  is 
summarily  denied  by  the  Administrator, 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  Reference  Amount  and/or 
Product  Category  is  false  or  misleading. 


s. 
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The  notification  letter  shall  inionn  the 
applicant  that  the  applicant  may  submit 
a  written  statement  oy  way  of  answer  to 
the  notification,  and  that  me  appficant 
shall  have  the  ri^  to  request  a  hearing 
with  respect  to  the  merits  or  vaUdity  of 
the  Administrator's  decision  to  deny  the 
use  of  the  proposed  Reference  Amount 
and/or  Product  Category. 

(1)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answor,  determbies  the  initial 
determination  to  be  c(»Tect,  tiie 
Administrate-  shall  file  with  die 
Hearing  Cleric  of  the  Depertroent  the 
notific^on,  answer,  and  Uw  reqaest  for 
a  hearing,  which  shall  omstitute  the 
complaint  and  answer  in  the 
p>roceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)lhe  Iwaring  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportimity  for  appeal  to  the 
Departmoit's  Judicial  Officer,  who  shall 
make  the  final  (tetenninrtion  for  the 
SecraUry.  Any  such  detenninatioB  by 
the  Searetary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  whidi  the 
applicant  has  its  principal  place  of 
Uttiness  or  to  the  United  Stales  Cotut  of 
Appeals  for  the  District  of  Coliunbia 
Qrcuit. 

(11)  If  the  labeling  application  is  not 
summarily  denied  by  the  Administrator, 
the  Administrator  shall  publish  in  the 
Federal  Register  a  proposed  rule  to 
amend  the  regulations  to  authorize  the 
use  of  the  Reference  Amount  and/or 
Product  Category.  The  proposal  shall 
also  summarize  the  labeHng  application, 
including  where  the  supporting 
documentation  can  be  reviewed.  The 
Administrator's  proposed  rule  shall  seek 
comment  fitim  consumers,  the  industry, 
consumer  and  industry  grouns,  and 
other  interested  jjersons  on  me  labeling 
application  and  the  use  of  the  proposed 
Reference  Amount  and/or  Product 
Category.  After  public  comment  has 
been  received  and  reviewed  by  the 
Agency,  the  Administrator  shall  make  a 
determination  on  whether  the  proposed 
Reference  Amount  and/or  Product 
Category  shall  be  approved  for  use  on 
the  labeling  of  meat  food  products. 

(i)  If  theReferance  Amount  and/or 
Product  Category  is  denied  by  the 
Administrator,  the  Agency  shall  notify 
the  applicant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reason  why  the 
Reference  Amount  and/or  Product 
Category  on  the  labeling  was 
determined  by  the  Agency  to  be  false  or 


TnlftnaHing  The  notification  letter  shall 
also  inform  the  applicant  that  the 
applicant  may  suoznit  a  written 
statement  by  way  of  answer  to  the 
notificatioa,  and  that  the  appticaxU  ahaU 
have  the  right  to  request  a  hearing  with 
req>ect  to  tiie  merits  or  validity  of  the 
Administrator's  decision  to  deny  the  use 
of  the  wjposed  Reference  Amount  and/ 
or  Product  Category. 

(AJ  If  the  appUcant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Admiiwrtrator,  after  iwriew  of 
an  answer,  determiaes  the  initial 
determination  to  be  correct,  the 
AdimnistratM  shall  file  witii  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  whidi  Aal\  cmistitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  administrative  low  judge  with 
the  opportunity  far  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  imless, 
within  30  days  after  receipt  of  the  notice 
of  such'final  determination,  tiie 
applicant  appeals  to  the  United  States 
Court  of  Appeals  for  the  circuit  in 
which  the  applicant  has  its  principal 
place  of  business  or  to  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit. 

(ii)  If  the  Reference  Amount  and/or 
Product  Category  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  also  publish  in  the 
Federal  Register  a  final  rule  amending 
the  regulations  to  authorize  the  use  of 
the  Reference  Amount  and/or  Product 
Category. 

S317J13    Nutrient  comont daime;  genoral 
prindplea. 

(a)  This  section  applies  to  meat 
products  that  are  intended  for  human 
consumption  and  that  are  offered  for 
sale,  except  that  nutrient  content  claims 
may  not  be  made  on  products  intended 
specifically  for  use  by  infants  and 
toddlers  less  than  2  years  of  age. 

(b)  A  claim  which,  expressly  or  by 
implication,  characterizes  the  level  of  a 
nutrient  (nutrient  content  claim)  of  the 
type  required  in  nutrition  labeling 
pursuant  to  §  317.309,  may  not  be  made 
on  a  label  or  in  labeling  of  that  product 
unless  the  claim  is  made  in  accordance 
with  21  CFR  101.13  (b)  throu^  (fj. 

(c)  through  (h)  (Reserved) 

(i)  The  labeling  of  a  product  may 
contain  a  statement  about  the  amouot  or 


percentage  of  a  nutrient  in  aocordono 
witii  21  CFR  101.13(1)  (1)  through  (3). 

(j)  Products  may  bear  a  ttatement  that 
compares  the  level  of  a  nutriant  ia  the 
product  with  the  level  of  a  autzieat  ia 
a  reference  food  in  accordanoe  with  21 
CFR  101.13(j),  except  comparison  to 
product  of  another  manufacturer  at  21 
CFR  101.13(j)(lXhKB). 

(k)  The  term  "modified"  may  be  uaed 
in  the  statement  of  identity  of  a  product 
in  accordance  with  21  CFR  101.13(1^ 

(1)  For  purposes  of  making  a  claiin.  a 
"meal-type  product"  shall  be  defined  as 
a  product  that: 

(1)  Makes  a  significant  contribution  to 
the  diet  by  weigj^ing  at  least  6  ounces, 
but  no  more  thui  12  ounces  per  serving 
(container),  and 

(2)  Contains  ingredients  from  two  or 
more  of  the  following  four  food  groups: 

(i)  Bread,  cereaU  rice  and  pasta  group, 
(ii)  Fruits  and  vegetables  group, 
(iii)  Milk,  yogurt,  and  cheese  group. 

and 
(iv)  Meat,  poultry,  fish,  dry  beans, 

eggs,  and  nuts  group,  and 

(3)  Is  represented  as,  or  is  in  a  form 
commonly  understood  to  be  a  bred^fast, 
limdi,  dinner,  meal,  main  dish,  entree, 
or  pizza.  Such  representations  may  be 
made  either  by  statements,  photographs, 
or  vignettes. 

(m)  {Reserved] 

(n)  Nutrition  labeHng  in  acoordanoa 
with  §  317.309.  shall  be  provided  for 
any  food  for  whidi  a  nutrient  content 
claim  is  made. 

(0)  Compliance  with  requirements  Cor 
nutrient  content  claims  riiall  be  in 
accordance  witii  §  317.309(h). 

(p)  The  Reference  Amoimt  ^all  be 
used  to  detnmine  whether  a  product 
meets  the  criteria  for  a  nutrient  content 
claim  as  discussed  in  21  CFR 
101.13(p)(l). 

(q)  The  foUovring  exemptions  apply: 

(1)  Nutrient  content  claims  that  have 
not  been  defined  by  regulation  and  that 
appear  as  part  of  a  brand  name  that  was 
in  use  prior  to  November  27, 1991,  may 
continue  to  be  used  as  part  of  that  brand 
name,  provided  they  are  not  false  or 
misleading  imder  section  l(n)  of  the  Act 
(21  U.S.C  BOKnMD). 

(2)  JReserved] 

(3)  A  sUtemeirt  that  describes  the 
percentage  of  a  vitamin  or  mineral  in 
the  food  in  relation  to  a  reference  daily 
intake  (RDI)  as  defined  in  21  CFR 
101.9(c)  may  be  made  cm  the  leixl. 

(4)  The  requirements  of  this  section 
do  iK>t  apply  to  products  for  special 
dietary  use  as  described  in  $  317.2(i)(2). 

(5)  (Reserved] 

(6)  Nutrient  content  claims  that  ware 
part  of  the  name  of  a  product  that  was 
subject  to  a  standard  of  identity  as  of 
November  27. 1901.  ore  not  subject  to 
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the  requirements  of  paragraph  (b)  of  this 
section  whether  or  not  they  meet  the 
definition  of  the  descriptive  term. 

(7)  Implied  nutrient  content  claims 
may  be  used  as  part  of  a  brand  name, 
provided  that  the  use  of  the  claim  has 
been  authorized  by  FSIS.  Labeling 
applications  requesting  approval  of  such 
a  claim  may  be  submitted  pursuant  to 
§317.369. 

Sf317414-317.342    [RMerved] 

1317.343    Significant  parttcipation  for 
voluntary  nutrition  lateUng. 

(a)  In  evaluating  significant 
participation  for  volimtary  nutrition 
labeling.  FSIS  will  consider  only  the 
major  cuts  of  single-ingredient,  raw 
meat  products,  as  identified  in 

§  317.344,  including  those  that  have 
been  previously  frozen. 

(b)  FSIS  will  judge  a  food  retailer  to 
be  participating  at  a  significant  level  if 
the  retailer  provides  nutrition  labeling 
information  for  at  least  90  percent  of  the 
major  cuts  of  single-ingredient,  raw 
meat  products,  listed  in  §317.344,  that 
it  sells,  and  if  the  nutrition  label  is 
consistent  in  content  and  format  with 
the  mandatory  program,  or  nutrition 
information  is  displayed  at  point-of- 
purchase  in  an  approriate  manner. 

(c)  To  determine  whether  there  is 
significant  participation  by  retailers 
imder  the  voluntary  nutrition  labeling 
guidelines.  FSIS  will  select  a 
representative  sample  of  companies 
allocated  by  type  and  size. 

(d)  FSIS  will  find  that  significant 

{)articipation  by  food  retailers  exists  if  at 
east  60  percent  of  all  companies  that 
are  evaluated  are  participating  in 
accordance  with  the  guidelines. 

(e)  FSIS  will  evaluate  significant 
participation  of  the  voluntary  program 
every  2  years  beginning  in  May  1995. 

(1)  If  significant  participation  is 
found,  the  voluntary  nutrition  labeling 
guidelines  shall  remain  in  effect. 

(2)  If  significant  participation  is  not 
found,  FSIS  shall  initiate  rulemaking  to 
require  nutrition  labeling  on  those 
products  under  the  voluntary  program. 

1317.344    IdantHlcation  of  maior  cuts  of 
meat  products. 

The  major  cuts  of  single-ingredient, 
raw  meat  products  are;  Beef  diuck  blade 
roast,  beef  loin  top  loin  steak,  beef  rib 
roast  large  end,  beef  round  eye  round 
steak,  beef  round  top  round  steak,  beef 
round  tip  roast,  beef  chuck  arm  pot 
roast,  beef  loin  sirloin  steak,  beef  round 
bottom  round  steak,  beef  brisket  (whole, 
flat  half,  or  point  half),  beef  rib  steak 
small  end,  beef  loin  tenderloin  steak, 
ground  beef  regular  without  added 
seasonings,  ground  beef  extra  lean 
without  added  seasoning,  poik  loin 


chop,  pork  loin  coimtry  style  ribs,  poA 
loin  top  loin  chop  boneless,  pork  loin 
rib  chop,  pork  spareribfl.  pork  loin 
tenderloin,  pork  loin  sirloin  roast,  pork 
shoulder  blade  steak,  pork  loin  top  roast 
boneless,  groimd  pork,  lamb  shank, 
lamb  shoulder  arm  chop,  lamb  shoulder 
blade  chop,  lamb  rib  roast,  lamb  loin 
chop,  lamo  leg  (whole,  sirloin  half,  or 
shank  half),  veal  shoulder  arm  steak, 
veal  shoulder  blade  steak,  veal  rib  roast, 
veal  loin  chop,  and  veal  cutlets. 

1317.345    GuidsUnssforvolunlary 
nutrition  labstlng  of  stngis  Ingrsdlsnt.  raw 
products. 

(a)  Nutrition  information  on  the  cuts 
of  single-ingredient,  raw  meat  products, 
including  those  that  have  been 
previously  frozen,  shall  be  provided  in 
the  following  manner: 

(1)  If  a  retailer  chooses  to  provide 
nutrition  information  on  the  label  of 
these  products,  these  products  shall  be 
subject  to  all  requirements  of  the 
mandatory  nutrition  labeling  program, 
except  that  nutrition  labehng  may  be 
declared  on  the  basis  of  either  "as 
consumed"  or  "as  packaged."  In 
addition,  the  declaration  of  the  number 
of  servings  per  container  need  not  be 
included  in  nutrition  labeling  of  single- 
ingredient,  raw  meat  products 
(including  ground  beef),  including  those 
that  have  been  previously  frozen. 

(2)  If  a  retailer  chooses  to  provide 
nutrition  information  at  the  point-of- 
purchase,  such  as  by  posting  a  sign,  or 
by  making  the  information  readily 
available  in  brochures,  notebooks,  or 
leaflet  form  in  close  proximity  to  the 
food.  If  a  nutrition  claim  is  made  on 
point-of-purchase  materials  all  of  the 
requirements  of  the  mandatory  nutrition 
labeling  program  apply.  However,  If 
only  nutrition  information — and  not  a 
nutrition  claim — is  supplied  on  point- 
of-purchase  materials: 

(i)  The  requirements  of  the  mandatory 
nutrition  labeling  program  apply,  but 
the  nutrition  information  may  be 
supplied  on  an  "as  packaged"  or  "as 
consumed,"  basis; 

(ii)  The  listing  of  DRVs  may  be 
voluntary;  and 

(iii)  The  point-df-purchase  materials 
are  not  subject  to  any  of  the  format 
requirements.  The  nutrition  labeling 
information  may  also  be  supplemented 
by  a  video,  live  demonstration,  or  other 
media. 

(b)  (Reserved] 

(c)  The  declaration  of  nutrition 
information  may  be  presented  in  a 
simplified  format  as  specified  in 

§  317.309(g)  for  the  mandatory  nutrition 
labeling  program. 

(d)  The  nutrition  label  data  should  be 
based  on  either  the  raw  or  cooked  edible 


portions  of  meat  cuts  with  external 
cover  &t  at  trim  levels  reflecting  current 
marketing  practices.  If  data  are  based  on 
cooked  portions,  the  methods  used  to 
cook  the  products  must  be  specified  and 
should  be  those  which  do  not  add 
nutrients  frtim  other  ingredients  such  as 
flour,  breading,  and  salt.  Additional 
nutritional  data  may  be  presented  on  an 
optional  basis  for  the  raw  or  cooked 
edible  portions  of  the  separable  lean  of 
meat  cuts. 

(e)  Nutrient  data  that  are  the  most 
current  representative  data  base  values 
contained  in  USDA's  National  Nutrient 
Data  Bank  or  its  published  form,  the 
Agriculture  Handbook  No.  8  series,  may 
be  used  for  nutrition  labeling  of  single- 
ingredient,  raw  meat  products 
(including  ground  beef),  including  those 
that  have  been  previously  frozen.  These 
data  may  be  composite  data  that  reflect 
different  quality  grades  of  beef  or  other 
variables  affecting  nutrient  content 
Alternatively,  data  that  reflect  specific 
grades  or  other  variables  may  be  used, 
except  that  if  data  are  used  on  labels 
attached  to  a  product  which  is  labeled 
as  to  grade  of  meat  or  other  variables, 
the  data  must  represent  the  product  in 
the  package  when  such  data  are 
contained  in  the  representative  data 
base.  When  data  are  used  on  labels 
attached  to  a  product,  the  data  must 
represent  the  edible  meat  tissues  present 
in  the  package. 

(f)  If  the  nutrition  information  is  in 
accordance  with  paragraph  (e)  of  this 
section,  a  nutrition  label  or  labeling  will 
not  be  subject  to  the  Agency  compliance 
review  under  §  317.309(h).  unless  a 
nutrition  claim  is  made  on  the  basis  of 
the  representative  data  base  values. 

(g)  Retailers  may  use  data  bases  that 
they  believe  reflect  the  nutrient  content 
of  single-ingredient,  raw  meat  products 
(including  ground  beef),  including  those 
that  have  been  previously  ftfoen; 
however,  such  labeling  shall  be  subject 
to  the  compliance  procedures  of 
paragraph  (e)  of  this  section  and  the 
requirements  specified  in  this  subpart 
for  the  mandatory  nutrition  labeling 
program. 

f317.34e-317.353    [Reserved] 

1317.354    Nutrient  content  elaime  for 
"good  source"  end  "high". 

Nutrient  content  claims  about  a 
nutrient  in  a  product  in  relation  to  the 
Reference  Daily  Intake  (RDI)  established 
for  that  nutrient  in  21  CFR 
101.9(c)(ll)(iv)  or  Daily  Reference  Value 
(DRV)  established  for  that  nutrient  in  21 
CFR  101.9(c)(12)(i).  excluding  total 
carbohydrate  and  unsaturated  fatty 
acids,  may  be  used  on  the  label  or  in 
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labeling,  in  accordance  with  21 CFR 
101.54  (a)  through  (d). 

S  31 7.355    [RMWvad] 

§317.356    Nutrient  content  dalim  for 
"llgtif  •  or  'ilte". 

(a)  General  requirements.  The 
following  nutrient  content  claims  using 
the  term  "light"  or  "lite"  to  describe  a 
product  may  be  used  on  the  label  and 
in  labeUng,  provided  that  the  product  is 
labeled  in  compliance  with  21  CFR 
101.56. 

(b)  The  terms  "light"  or  "lite"  may  be 
used  in  the  brand  name  of  foods  to 
describe  the  sodium  content,  provided 
that: 

(1)  The  product  meets  the  sodium 
criteria  provided  in  paragraph  (a)  of  this 
section,  and 

(2)  A  statement  specifically  stating 
that  the  product  is  "light  in  sodium"  or 
"lite  in  sodium"  appears: 

(i)  Contiguous  to  the  brand  name; 
i  (ii)  In  uniform  type  size,  style,  color, 
and  prominence  as  the  product  name; 
and 

(iii)  The  "light  in  sodium"  or  "lite  in 
sodium"  statement  complies  with  . 
paragraph  (a)  of  this  section. 

§§317.357-317.359    [Reserved] 

§317.360    Nutrient  content  claims  for 
calorie  content 

Nutrient  content  claims  about  the 
calorie  content  of  a  product  may  be  used 
on  the  label  or  in  labeling  in  accordance 
with  21  CFR  101.60(a)  through  (c). 

§  31 7.361    Nutrient  content  claims  for 
sodium  content 

Nutrient  content  claims  about  the 
sodium  content  of  a  product  may  be 
used  on  the  label  and  in  labeling  in 
accordance  with  21  CFR  101.61  (a)  and 
(b). 

§317.362    Nutrient  content  claims  for  fat 
fatty  adds,  and  cholestarol  content  of  mast 
producta. 

(a)  A  claim  about  the  level  of  fat,  fatty 
acid,  and  cholesterol  in  a  meat  product 
may  only  be  made  on  the  label  and  in 
the  labeling  of  the  product  in 
accordance  with  21  CFR  101.62  (a) 
through  (d),  except.  21  CFR  101.62(c). 
(d)(l)(i).  (d)(l)(ii)  (A)  through  (D), 
(d)(2)(i),  (d)(2)(ii)  (A)  through  (D), 
(d)(4)(i).  (d)(4)(ii)  (A)  through  (D), 
(d)(5)(i).  and  (d)(5)(ii)  (A)  through  (D). 

(b)  The  terms  "low  in  cholesterol"  or 
"low  cholesterol"  may  be  used  on  the 
label  or  in  labeling  of  a  meal-type 
product  as  defined  iii  §  317.313, 
provided  that  the  product  meets  the 
requirements  of  21  CFR  101.62(d)(2), 
except  that  requirements  of  21  CFR 
101.62(d)(2)  (i)(A)  and  (ii)(A)  shall  be 
Umited  to  20  milligrams  of  diolesterol 


per  100  grams,  and  the  requirements  of 
21  CFR  101.e2(d)(2)  (i)(B)  and  (u)(B) 
shall  be  modified  to  require  that  the 
product  contain  2  grams  or  less  of 
saturated  fat  per  100  grams. 

(c)  "Lean"  and  "Extra  Lean"  Qaims. 
The  following  nutrient  content  claims 
may  be  used  on  the  label  or  in  labeling, 
provided  that  the  product  is  labeled  in 
accordance  with  §  317.309,  and  the 
nutrient  content  claim  compUes  with 
§317.313: 

(1)  The  term  "lean"  may  be  used  on 
the  label  or  in  labeUng  of  a  meat 
product,  provided  that  the  product 
contains  less  than  10  grams  fat,  less  than 
4  grams  saturated  bt,  and  less  thaii  95 
milligrams  cholesterol  per  100  grams 
and  Reference  Amount  Customarily 
Consumed  (RACT)  for  individual  foods, 
and  per  100  grams  and  labeled  serving 
size  for  meal-type  products. 

(2)  The  term  "extra  lean"  may  be  used 
on  the  label  or  in  labeling  of  a  meat 
product,  provided  that  the  product 
contains  less  than  5  grams  fat,  less  than 
2  grams  saturated  fat,  and  less  than  95 
milligrams  cholesterol  per  100  grams 
and  Reference  Amount  Customarily 
Consumed  (RACC)  for  individual  foods, 
and  per  100  grams  and  p>er  labeled 
serving  size  for  meal-type  products. 

§§317.363-317.368    [Reserved] 

§317.369    Labeling  appiicationa  for 
nutrient  content  claims. 

(a)  This  section  pertains  to  labeling 
applications  for  claims,  express  or 
implied,  that  characterize  the  level  of 
any  nutrient  required  to  be  on  the  label 
or  in  labeUng  of  product  by  this  subpart. 

(b)  Labeling  appUcations  included  in 
this  section  are: 

(1)  Labeling  applications  for  a  new 
(heretofore  unauthorized)  nutrient 
content  claim, 

(2)  Labeling  applications  for  a 
synonymous  term  (i.e.,  one  that  is 
consistent  with  a  term  defined  by 
regulation)  for  characterizing  the  level 
of  a  nutrient,  and 

(3)  Labeling  applications  for  the  use  of 
an  implied  claim  in  a  brand  name. 

(c)  Labeling  appUcations  and 
supporting  documentation  to  be  filed 
under  this  section  shall  be  submitted  in 
quadruplicate,  except  that  the 
supporting  documentation  may  be 
submitted  on  a  computer  disc  copy.  If 
any  part  of  the  material  submitted  is  in 
a  foreign  language,  it  shaU  be 
accompanied  by  an  accurate  and 
complete  English  translation.  The 
labeling  appUcation  shall  state  the 
appUcant's  post  office  address. 

(d)  Pertinent  information  will  be 
considered  as  part  of  an  appUcation  on 
the  basis  of  specific  reference  to  such 


information  submitted  to  and  retained 
in  the  files  of  the  Food  Safety  and 
Inspection  Service.  However,  any 
reference  to  impubUshed  information 
furnished  by  a  person  other  than  the 
applicant  will  not  be  considered  imless 
use  of  such  information  is  authorized 
(with  the  imderstanding  that  such 
information  may  in  whole  or  part  be 
subject  to  release  to  the  pubUc)  in  a 
written  statement  signed  by  the  person 
who  submitted  it  Any  reference  to 
published  information  should  be 
accompanied  by  reprints  or  photostatic 
copies  of  such  references. 

(e)  If  nonclinical  laboratory  studies 
accompany  a  labeling  appUcation,  the 
applicant  shall  include,  with  respect  to 
each  nonclinical  study  included  with 
the  appUcation.  either  a  statement  that 
the  study  has  been,  or  wiU  be. 
conducted  in  compliance  with  the  good 
laboratory  practice  regulations  as  set 
forth  in  part  58  of  chapter  1.  title  21.  or, 
if  any  siich  study  was  not  conducted  in 
compliance  with  such  regulations,  a 
brief  statement  of  the  reason  for  the 
noncompliance. 

(f)  If  cUnical  investigations 
accompany  a  labeUng  appUcation.  the 
applicant  shall  include,  with  respect  to 
each  clinical  investigation  included 
with  the  application,  either  a  statement 
that  the  investigation  was  conducted  in 
compliance  tvith  the  requirements  for 
instituti(Hial  review  set  forth  in  part  56 
of  chapter  1.  title  21.  or  was  not  s\ibject 
to  such  requirements  in  accordance 
with  §  56.194  or  §  56.105.  and  that  it 
was  conducted  in  compUance  with  the 
requirements  for  informed  consents  set 
forth  in  part  50  of  chapter  1.  title  21. 

(g)  The  availabiUty  for  pubUc 
disclosiu^  of  labeling  appUcations, 
along  with  supporting  documentation, 
submitted  to  the  Agency  under  this 
section  will  be  governed  by  the  rules 
specified  in  subchapter  D,  title  9. 

(h)  The  data  specified  under  this 
section  to  accompany  a  labeling 
appUcation  shall  be  submitted  on 
separate  sheets,  suitably  identified.  If 
such  data  has  already  been  submitted 
with  an  earlier  labelhag  appUcation  from 
the  applicant,  the  present  labeUng 
application  must  provide  the  data. 

(1)  The  labeling  application  must  be 
signed  by  the  appUcant  or  by  his  or  her 
attorney  or  agent,  or  (if  a  corporation)  by 
an  authorized  official. 

(j)  The  labeling  appUcation  shall 
include  a  statement  signed  by  the 
person  responsible  for  the  labeling 
application,  that  to  the  best  of  his  or  her 
knowledge,  it  is  a  representative  and 
balanced  submission  that  includes 
unfavorable  information,  as  well  as 
favorable  information,  known  to  him  or 
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her  pertinent  to  the  evaluation  of  the 
labeling  application. 

(k)(irLabeling  applications  for  a  new 
nutrient  content  claim  shaU  be 
accompanied  by  the  following  data 
which  shall  be  submitted  in  the 
following  form  to  the  Director,  Food 
Labeling  Division,  Regulatory  Programs. 
Food  Safety  and  Inspection  Service, 
Washington,  DC  20250. 


_,  submits  this 


intended  far  a  spacific  group  within  the 
population,  the  analysis  shall  specifically 
address  the  dietary  practices  of  such  group, 
and  shall  Include  data  sufficient  to 
demonstrate  that  the  dietary  analysis  is 
representative  of  such  group. 

Yours  very  truly, 

Applicant 

By 


(Date) 

The  imdersigned. ^^ 

labeling  application  pursuant  to  9  CFR 
317.369  with  respect  to  (statement  of  the 
claim  and  its  proposed  use]. 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  identifying  the  nutrient 
content  claim  and  the  nutrient  that  the  term 
is  intended  to  characterise  with  respect  to  the 
level  of  such  nutrient.  The  statement  shall 
address  why  the  use  of  the  term  as  proposed 
will  not  be  misleading.  The  statement  shall 
provide  examples  of  the  nutrient  content 
claim  as  it  will  be  used  on  labels  or  labeling, 
as  well  as  the  types  of  products  on  which  the 
claim  will  be  used.  The  statement  shall  also 
specify  the  level  at  which  the  nutrient  must 
be  present  or  what  other  conditions 
concerning  the  product  must  he  met  for  the 
appropriate  use  of  the  term  in  labels  or 
labeling,  as  well  as  any  fectors  that  would 
make  the  use  of  the  term  inappropriate. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the  food 
component  characterized  by  the  claim  is  of 
importance  in  human  nutrition  by  virtue  of 
its  presence  or  absence  at  the  levels  that  such 
claim  would  describe.  This  explanation  shall 
also  state  what  nutritional  benefit  to  the 
public  will  derive  from  use  of  the  claim  as 
proposed  and  why  such  benefit  is  not 
available  through  the  use  of  existing  terms 
defined  by  regulation.  If  the  claim  is 
Intended  for  a  specific  group  within  the 
population,  the  analysis  shall  specifically 
address  nutritional  needs  of  such  group,  and 
scientific  data  sufficient  for  such  purpose, 
and  data  and  information  to  the  extent 
necessary  to  demonstrate  that  consumers  can 
be  expected  to  understand  the  meaning  of  the 
term  under  the  proposed  conditions  of  use. 

(iii)  Analytical  data  that  demonstrates  the 
amount  cf  the  nutrient  that  is  present  in  the 
products  for  which  the  claim  is  intended. 
The  assays  should  be  performed  on 
representative  samples  in  accordance  with 
317.309(h).  If  no  USDA  or  AOAC  methods 
are  available,  the  applicant  shall  submit  the 
assay  method  used,  and  data  establishing  the 
validity  of  the  method  for  assaying  the 
nutrient  in  the  particular  food.  The 
validation  data  shall  include  a  statistical 
analysis  of  the  analytical  and  product 
variability. 

(iv)  A  detailed  analysis  of  the  potential 
effect  of  the  use  of  the  proposed  claim  on 
food  consumption,  and  any  coiresponding 
changes  in  nutrient  intake.  The  uulysis  shall 
specifically  address  the  intake  of  nutrients 
that  have  beneficial  and  negative 
consequences  in  the  total  diet.  If  the  claim  is 


(Indicate  authority) 

(2)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  application  was 
received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
imdergoing  Agency  review  and  that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

(3)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  applicant,  in  writing,  that  the 
labeling  application  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeling  application  is 
summarily  denied  by  the  Administrator, 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  nutrient  content  claim  is  false 
or  misleading.  The  notification  letter 
shall  inform  the  applicant  that  the 
applicant  may  submit  a  written 
statement  by  way  of  answer  to  the 
notification,  and  that  the  applicant  shall 
have  the  right  to  request  a  hearing  with 
respect  to  the  merits  or  validity  of  the 
Administrator's  decision  to  deny  the  use 
of  the  proposed  nutrient  content  claim. 

(i)  u  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Ck)urt  of 


Appeals  for  the  circuit  in  which  the 
applicant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Cictiit. 

(5)  If  the  labeling  application  is  not 
summarily  denied  by  the  Administrator, 
the  Administrator  shall  publish  in  the 
Federal  Register  a  proposed  rule  to 
amend  the  regulations  to  authorize  the 
use  of  the  nutrient  content  claim.  The 

!>roposal  shall  also  summarize  the 
abeling  application,  including  where 
the  supporting  documentation  can  be 
reviewed.  The  Administrator's  proposed 
rule  shall  seek  comment  from 
consumers,  the  industry,  consumer  and 
industry  groups,  and  oUier  interested 
persons  on  the  labeling  application  and 
the  use  of  the  proposed  nutrient  content 
claim.  After  public  comment  has  been 
received  andreviewed  by  the  Agency, 
the  Administrator  shall  make  a 
determination  on  whether  the  proposed 
nutrient  content  claim  shall  be 
approved  for  use  on  the  labeling  of  meat 
and  food  products. 

(i)  If  the  claim  is  denied  by  the 
Administrator,  the  Agency  shall  notify 
the  applicant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reas(Hi  why  the 
claim  on  the  labeling  was  determined  by 
the  Agency  to  be  false  or  misleading. 
The  notification  letter  shall  also  inform 
the  applicant  that  the  applicant  may 
submit  a  written  statement  by  way  of 
answer  to  the  notification,  and  that  the 
applicant  shall  have  the  right  to  request 
a  hearing  with  respect  to  the  merits  or 
validity  of  the  Administrator's  decision 
to  deny  the  use  of  the  proposed  nutrient 
content  claim. 

(A)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the  preceding, 
which  shall  thereafter  be  conducted  in 
accordance  with  the  Department's 
Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportimity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
m^e  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  the  notice 
of  such  final  determination,  the 
application  appeals  to  the  United  States 
Ck>urt  of  Appeals  for  the  circuit  in 
which  Uie  applicant  has  its  principal     ! 
place  of  business  or  to  the  United  States 
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Court  of  Appeals  for  the  District  of 
Columbia  Circuit. 

(ii)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  also  publish  in  the 
Federal  Register  a  final  rule  amending 
the  regulations  to  authorize  the  use  of 
the  claim. 

(1)  (1)  LabeUng  applications  for  a 
synonymous  term  shall  be  accompanied 
by  the  following  data  which  shall  be 
submitted  in  the  following  form  to  the 
Director,  Food  LabeUng  Division, 
Regulatory  Programs,  Food  Safety  and 
Inspection  Service,  Washington,  DC 
20250: 


(Date) 
The  undersigned, . 


submits 


this  labeling  application  pursuant  to  9  CFR 
317.369  with  respect  to  (statement  of  the 
synonymous  term  and  its  proposed  use  in  a 
nutrient  content  claim  that  is  consistent  with 
an  existing  term  that  has  been  defined  under 
subpart  Bof  part  317). 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 
(i)  A  statement  identifying  the  synonymous 
tenn.  the  existing  term  defined  by  a 
regulation  with  which  the  synonymous  term 
is  claimed  to  be  consistent,  and  the  nutrient 
that  the  term  is  intended  to  characterize  the 
level  of.  The  statement  shall  address  why  the 
use  of  Ihe  synonymous  term  as  proposed  will 
not  be  misleading.  The  statement  shall 
provide  examples  of  the  nutrient  content 
claim  as  it  will  be  used  on  labels  or  labeling, 
as  well  as  the  types  of  products  on  which  the 
claim  will  be  used.  The  statement  shall  also 
specify  whether  any  limitations  not 
applicable  to  the  use  of  the  defmed  term  are 
intended  to  apply  to  the  use  of  the 
synonymous  term. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the 
proposed  term  is  requested,  including 
whether  the  existing  defined  term  is 
inadequate  for  the  purpose  of  effectively 
characterizing  the  level  of  a  nutrient.  This 
explanation  shall  also  state  what  nutritional 
benefit  to  the  public  will  derive  from  use  of 
the  claim  as  proposed,  and  why  such  benefit 
is  not  available  through  the  use  of  existing 
terms  defined  by  regulation.  If  the  claim  is 
intended  for  a  specific  group  within  the 
population,  the  analysis  shall  specifically 
address  nutritional  needs  of  such  group, 
scientific  data  sufficient  for  such  purpose, 
and  data  and  information  to  the  extent 
necessary  to  demonstrate  that  consumers  can 
be  expected  to  understand  the  meaning  of  the 
term  under  the  proposed  conditions  of  use. 
Yours  very  truly. 

Applicant 

By  

(Indicate  authority) 

(2)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  application  was 


received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
undergoing  Agency  review  and  that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

(3)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  appUcant,  in  writing,  that  the 
labeling  appUcation  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeling  application  is 
summarily  denied  by  the  Administrator, 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  syilonymous  term  is  false  or 
misleading.  The  notification  letter  shall 
inform  the  applicant  that  the  applicant 
may  submit  a  written  statement  by  way 
of  answer  to  the  notification,  and  that 
the  applicant  shall  have  the  right  to 
request  a  hearing  with  respect  to  the 
merits  or  vaUdity  of  the  Administrator's 
decision  to  deny  the  use  of  the  proposed 
synonymous  term. 

(i)  if  the  appUcant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Cle  A  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
maike  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  imless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  which  the 
applicant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit. 

(5)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  publish  in  the  Federal 
Register  a  notice  informing  the  pubUc 
that  the  synonymous  term  has  been 
approved  for  use. 

(m)  (1)  Labeling  applications  for  the 
use  of  an  implied  nutrient  content  claim 
in  a  brand  name  shall  be  accompanied 
by  the  following  data  which  shall  be 


submitted  in  the  following  form  to  the 
Director,  Food  Labeling  Division, 
Regulatory  Programs,  Food  Safety  and 
Inspection  Service,  Washington,  DC 
20250: 


(Date) 
The  undersigned, 


submits 


this  lalwling  appUcation  pursuant  to  9  CFR 
317.369  with  respect  to  (statement  of  the 
implied  nutrient  content  claim  and  its 
proposed  use  in  a  brand  name). 

Attached  hereto,  in  quadrupUcate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  appUcation,  are  the  following: 

(i)  A  statement  identifying  the  impUed 
nutrient  content  claim,  the  nutrient  the  claim 
is  intended  to  characterize,  the 
corresponding  term  for  characterizing  the 
level  of  such  nutrient  as  defined  by  a 
regulation,  and  the  brand  name  of  which  the 
implied  claim  is  intended  to  be  a  part.  The 
statement  shall  address  why  the  use  of  the 
brand-name  as  proposed  will  not  be 
misleading.  The  statement  shall  provide 
examples  of  the  types  of  products  on  which 
the  brand  name  wiU  appear.  It  shall  also 
include  data  showing  that  the  actual  level  of 
the  nutrient  in  Uie  food  would  qualify  the 
label  of  the  product  to  bear  the  corresponding 
term  defined  by  regulation.  Assay  methods 
used  to  determine  the  level  of  a  nutrient  shall 
meet  the  requirements  stated  under  labeling 
application  format  in  paragraph  (k)(l)(iU)  of 
this  section. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the 
proposed  brand  name  is  requested.  This 
explanation  shall  also  state  what  nutritional 
benefit  to  the  public  wiU  derive  from  use  of 
the  brand  name  as  proposed.  If  the  branded 
product  is  intended  for  a  specific  group 
within  the  population,  the  analysis  shall 
specifically  address  nutritional  needs  of  such 
group  and  scientific  data  sufficient  for  such 
purpose. 

Yours  very  truly, 

AppUcant 

By  — 

(2)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shaU  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  appUcation  was 
received.  Such  notice  shaU  inform  the 
appUcant  that  the  labeling  appUcation  is 
undergoing  Agency  review  and  that  the 
appUcant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

fa)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  appUcant,  in  writing,  that  the 
labeling  appUcation  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeUng  appUcation  is 
summarily  denied  by  the  Administrator, 
the  written  notification  shall  state  the 
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reasont  therefor,  including  why  the 
Agency  has  determined  thet  the 
proposed  implied  nutrient  content 
claim  is  Mse  or  misleading.  The 
notification  letter  shall  inform  the 
applicant  that  the  applicant  may  submit 
a  written  statement  Dy  way  of  answer  to 
the  notification,  and  that  the  apnlicant 
shall  have  the  right  to  request  a  hearing 
with  respect  to  the  merits  or  validity  of 
the  Administrator's  decision  to  deny  the 
use  of  the  propoeed  implied  nutrient 
content  claim. 

(i)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Depertmoit  the 
notification,  answer,  and  the  request  for 
a  bearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conductedin  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Departaient's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Ck>urt  of 
Appeals  for  the  circuit  in  which  the 
applicant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit. 

(5)  If  the  labeling  application  is  not 
summarily  denied  by  the  Administrator, 
the  Administrator  shall  publish  a  notice 
of  the  labeling  application  in  the 
Federal  Register  seeking  comment  on 
the  use  of  the  implied  nutrient  content 
claim.  The  notice  shall  also  summarize 
the  labeling  application,  including 
where  the  supporting  documentation 
can  be  reviewed.  The  Administrator's 
notice  shall  seek  comment  from 
consumers,  the  industry,  consumer  and 
industry  groups,  and  other  interested 
persons  on  the  labeling  application  and 
the  use  of  the  impUed  nutrient  content 
claim.  After  public  comment  has  been 
received  and  reviewed  by  the  Agency, 
the  Administrator  shall  make  a 
determination  on  whether  the  implied 
nutrient  content  claim  shall  be 
approved  for  use  on  the  labeling  of  meat 
food  products. 

(i)  If  the  claim  is  denied  by  the 
Administrator,  the  Agency  shall  notify 
the  applicant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reason  why  the 
claim  on  the  labeling  was  determined  by 


the  Agency  to  be  fidse  or  misleading. 
The  notification  letter  shall  also  inform 
the  applicant  that  the  applicant  may 
submit  a  written  statement  by  vray  of 
answer  to  the  notification,  and  that  the 
applicant  shall  have  the  right  to  request 
a  hearing  with  respect  to  the  merits  or 
validity  of  the  Administrator's  decision 
to  deny  the  use  of  the  proposed  implied 
nutrient  content  claim. 

(A)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  Initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  writh 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determinetion  by 
the  Secretary  shall  be  conclusive  imless. 
within  30  days  after  receipt  of  the  notice 
of  such  final  determination,  the 
applicant  appeals  to  the  United  States 
Court  of  Appeals  for  the  circuit  in 
which  the  applicant  has  its  principal 
place  of  business  or  to  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit. 

(ii)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  also  piiblish  in  the 
Federal  Register  a  notice  informing  the 
public  that  the  implied  nutrient  content 
claim  has  been  approved  for  use. 

ff317.370-317.379    (Reeanrad] 

f  317.380    Label  statements  relating  to 
uaefulnese  in  redudng  or  maintaining  body 


(2)  A  special  dietary  product  may 
contain  a  nonnutritive  SMreetener  or 
other  ingredient  only  if  the  ingredient  is 
safe  for  use  in  the  product  under  the 
applicable  law  and  regulations  of  this 
chapter.  Any  product  that  achieves  its 
special  dietary  usefulness  in  reducing  or 
maintaining  body  weight  through  the 
use  of  a  nonnutritive  sweetener  shall 
bear  on  its  label  the  statement  required 
by  paragraph  (b)(1)  of  this  section,  but 
need  not  state  the  percentage  by  weight 
of  the  nonnutritive  sweetener.  If  a 
nutritive  sweeteners)  as  well  as 
noimutritive  sweetener(s)  is  added,  the 
statement  shall  indicate  the  presence  of 
both  types  of  sweetener;  e.g.. 
"Sweetened  with  nutritive  sweetener(s) 
and  nonnutritive  sweetener(s)." 

(c)  "Low  calorie"  foods.  A  product 
purporting  to  be  "low  calorie"  must 
comply  with  the  criteria  set  forth  for 
such  foods  in  §  317.360(b)  (2)  and  (3). 

(d)  "Reduced  cahrie"jdods  and  other 
comparative  claims.  A  product 
purporting  to  be  "reduced  calorie"  or 
otherwise  containing  fewer  calories  than 
a  reference  food  must  comply  with  the 
criteria  set  forth  for  such  foods  in 

$  317.360(b)  (4)  and  (5). 

ff317.381-317,399    [Reeorved] 
f  317.400    Exemption  from  nutrition 


(a)  General  requirements.  Any 
product  that  purports  to  be  or  is 
represented  for  special  dietary  use 
because  of  usefulness  in  reducing  body 
weight  shall  bear. 

(1)  Nutrition  labeling  in  conformity 
with  §  317,309  of  this  subpart,  unless 
exempt  under  that  section,  and 

(2)  A  conspicuoxis  statement  of  the 
basis  upon  which  the  product  claims  to 
be  of  special  dietary  usefulness. 

(b)  Nonnutritive  ingredients.  (1)  Any 
product  subject  to  paragraph  (a)  of  this 
section  that  achieves  its  special  dietary 
usefulness  by  use  of  a  nonnutritive 
ingredient  (i.e.,  one  not  utilized  in 
normal  metabolism)  shall  bear  on  its 
label  a  statement  that  it  contains  a 
nonnutritive  ingredient  and  the 
percentage  by  weight  of  the  nonnutritive 
ingredient. 


(a)  The  following  meat  food  products 
are  exempt  fiom  nutrition  labeling: 

(1)  Food  products  produced  by  small 
businesses  provided  that  the  labels  for 
these  products  beer  no  nutriticm  claims 
or  nu^tion  information, 

(i)  A  food  product,  for  the  purposes  of 
the  small  business  exemption,  is 
defined  as  a  formulation,  not  including 
distinct  flavors  which  do  not 
significantly  alter  the  nutritional  profile, 
sold  in  any  size  packase  in  commerce. 

(ii)  For  piuposes  of  tnis  paragraph,  a 
small  busLaess  is  any  single-plant 
facility  or  multi-plant  company/firm 
that  employs  500  or  fewer  people  and 
produces  no  more  than  the  following 
amounts  of  pounds  of  the  product 

aualifying  the  firm  for  exemption  fiom 
lis  subpart: 

(A)  During  the  first  year  of 
implementation  of  nutrition  labeling, 
from  July  1994  to  July  1995.  250.000 
pounds  or  less. 

(B)  During  the  second  year  of 
implementation  of  nutrition  labeling, 
from  July  1995  to  July  1996. 175,000 
pounds  or  less,  and 

(C)  During  the  third  year  of 
implementation  and  subsequent  years 
thereafter,  100,000  pounds  or  less. 

(2)  Products  intended  for  further 
processing,  provided  thet  the  labels  for 
these  products  bear  no  nutrition  claim 
or  nutrition  information, 
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(3)  Products  that  are  not  for  sale  to 
consumers,  provided  that  the  labels  for 
these  products  bear  no  nutrition  claims 
or  nutrition  information, 

(4)  Products  in  small  packages  that  are 
individually  wrapped  packages  of  less 
than  Vi  ounce  net  weight,  provided  that 
the  labels  for  these  products  bear  no 
nutrition  claims  or  nutrition 
information, 

(5)  Products  custom  slaughtered  or 
prepared, 

(6)  Products  intended  for  export,  and 

(7)  The  following  products  prepared 
and  served  or  sold  at  retail  provided 
that  the  labels  or  the  labeling  of  these 
products  bear  no  nutrition  claims  or 
nutrition  information: 

(i)  Ready-to-eat  products  that  are 
packaged  or  portioned  at  a  retail  store  or 
similar  retail-type  establishment;  and 

(ii)  Multi-ingredient  products  (e.g., 
sausage)  processed  at  a  retail  store  or 
similar  retail-type  establishment. 

(b)  Restaurant  menus  generally  do  not 
constitute  labeling  or  fall  within  the 
scope  of  these  regulations. 

(c)  Foods  represented  to  be 
specifically  for  infants  and  children  less 
than  2  years  of  age  shall  bear  nutrition 
labeling,  except  such  labeling  shall  not 
include  calories  from  fat,  calories  from 
saturated  fat,  saturated  fat, 
polyunsaturated  fat,  monounsaturated 
fat.  and  cholesterol.  Foods  represented 
to  be  specifically  for  infants  and 
children  less  than  4  years  of  age  shall 
bear  nutrition  labeling,  except  that  such 
labeling  shall  not  include  listings  of 
percent  of  daily  value  and  the  daily 
value  list.  Nutrient  names  and 
quantitative  amounts  by  weight  shall  be 
presented  in  two  separate  columns. 

PART  320— RECORDS, 
REGISTRATION,  AND  REPORTS 

3.  The  authority  citation  for  part  320 
continues  to  read  follows: 

Authority:  21  U.S.C.  601-695;  7  CPR  2.17, 
2.55. 

4.  Section  320.1  is  amended  by 
adding  a  new  paragraph  (b)(8)  to  read  as 
follows: 

§  320.1    Records  required  to  be  lca|>t 


(b)  •  •  • 

(8)  Records  of  nutrition  labeling  as 
required  by  subpart  B,  part  317,  of  this 
subchapter. 

PART  381— POULTRY  PRODUCTS 
INSPECTION  REGULATIONS 

5.  The  authority  citation  for  part  381 
continues  to  read  as  follows: 

Authority:  7  U.S.C  450. 21  UlS-C  451- 
470,  7  CFR  2.17.  2.55. 


6.  Section  381.175  is  amended  by 
adding  a  new  paragraph  (b)(5)  to  read  as 
follows: 

f381.17S    RsoordsrequirsdtobekspL 

*        •        •        •        • 

(b)  •  •  • 

(5)  Records  of  nutrition  labeling  as 
required  by  subpart  Y  of  this  part. 

7.  Part  381  is  amended  by  adding  a 
new  subpart  Y  to  read  as  follows: 

Subpart  Y— Nutrition  Labeling 

Soc. 

381 .400  Nutrition  labeling  of  poultry 
products. 

381.401  (Reserved) 

381 .402  Location  of  nutrition  Information. 
381.403-381.407    IReserved] 

381.408  Labeling  of  poultry  products  writh 
number  of  servings. 

381.409  Nutrition  label  content 

381.410  (Reserved)  « 

381.411  (Reserved] 

381.412  Reference  amounts  ciistomarily 
consiuned  per  eating  occasion. 

381.413  Nutrient  content  claims;  general 
principles. 

381.414-381.442    (Reserved] 

381.443  Significant  participation  ion 
voluntary  nutrition  labeling. 

381 .444  Identification  of  major  cuts  of 
poultry  products. 

381 .445  Guidelines  for  voluntary  nutrition 
labeling  of  single-ingredient,  raw 
products. 

381.446-381.453    (Reserved) 

381 .454  Nutrient  content  claims  for  "good 
source"  and  "high". 

381.455  (Reserved) 

381 .456  Nutrient  content  claims  for  "light" 
or  "lite". 

381.457-381.459    (Reserved] 

381 .460  Nutrient  content  claims  for  calorie 
content 

381.461  Nutrient  content  claims  for  sodium 
content. 

381.462  Nutrient  content  claims  for  fot 
fetty  acids,  and  cholesterol  content  of 
poultry  products. 

381.463-381.468    (Reserved) 

381.469    Labeling  applications  for  nutrient 

content  claims. 
381.470-381.479    [Reserved] 
381.480    Label  statements  relating  to 

usefulness  in  reducing  or  maintaining 

body  weight. 
381.481-381.499    (Reserved] 
381.500    Exemption  from  nutrition  labeling. 

Sut>pert  Y— Nutrition  Labeling 

§381.400    Nutrition  labeling  ol  poultry 
products. 

(a)  Nutrition  labeling  shall  be 
provided  for  all  poultry  products, 
except  single-ingredient,  raw  products, 
in  accordance  with  the  requirements  of 
§  381.409,  except  as  exempted  under 

§  381.500  of  this  subpart. 

(b)  Nutrition  labehng  may  be 
provided  for  single-ingredient  raw 
poultry  products  in  accordance  with  the 
requirements  of  §§  381.409  and  381.445. 


Significant  paitidpation  in  voluntary 
nutrition  labeling  shall  be  measured  by 
the  Agency  in  accordance  with 
§§  381.443  and  381.444  of  this  subpart. 

1381.401  [RmwvmI] 

1381.402  Location  of  nutrition 


(a)  Nutrition  information  on  a  label  of 
paclcaged  poultry  products  shall  appear 
on  the  label's  principal  display  panel  or 
on  the  information  panel,  except  as 
provided  in  paragraph  (b)  of  this 

-section. 

(b)  Nutrition  information  for  gift 
packs  may  be  shown  at  a  location  other 
than  on  tj^  product  label,  provided  that 
the  labels  for  these  products  beer  no 
nutrition  claim.  In  Ueu  of  on  the 
product  label,  nutrition  information 
may  be  provided  by  alternate  means 
sudi  as  product  label  inserts. 

if381.403-381.407  [RMen^ed] 

1381.408  Labeling  of  poultry  products 
with  number  of  ewiMia. 

The  label  of  any  package  of  a  poultry 
product  that  bears  a  representation  as  to 
the  number  of  servings  contained  in 
such  package  shall  meet  the 
requirements  of  §  381.121(c)(7). 

1381.409  Nutrition  label  content 
(a)(1)  All  nutrient  and  product 

component  quantities  shall  be  declared 
in  relation  to  a  serving  or  to  a  portion, 
as  defined  in  21  CFR  101.9(b)  (1)  and  (2) 
except  (b)(2)(i),  and  21  CFR  101.9(b)  (5) 
through  (9)  except  (b)(5)(iii). 

(2)  The  declaration  of  nutrient  and 
product  component  content  shall  be  on 
the  basis  of  the  product  "as  packaged" 
for  all  products,  except  that  single- 
ingredient,  raw  products  may  be 
declared  on  the  basis  of  the  product  "as 
consumed"  as  set  forth  in 

§  381.445(a)(1).  In  addition  to  the 
required  declaration  on  the  basis  of  "as 
packaged"  for  products  other  than 
single-ingredient,  raw  products,  the 
declaration  may  also  be  made  on  the 
basis  of  "as  consumed,"  provided  that 
preparation  and  cooking  instructions  are 
clearly  stated. 

(3)  For  products  in  discrete  units  (e.g., 
chicken  wings,  chicken  breasts,  and 
individually  packaged  products  within 
a  multi-serving  package),  serving  size 
shall  be  the  number  of  whole  units  that 
most  closely  approximates  the 
Reference  Amount  for  the  Product 
Category.  If  a  unit  weighs  67  percent  or 
more,  but  less  than  200  percent  of  the 
Reference  Amount,  serving  size  shall  be 
one  unit.  If  a  imit  weighs  more  than  50 
percent  but  less  than  67  percent  of  the 
Reference  Amount,  the  manufacturer 
may  dedde  t^iether  one  unit  is  one 


\ 
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serving.  If  a  unit  weighs  200  percent  or 
more  of  the  Reference  Amount,  the 
manufacturer  may  declare  the  whole 
imit  as  one  serving  if  the  whole  imit  can 
reasonably  be  consumed  at  a  single- 
eating  occasion. 

(4)  Serving  size  for  meal-type 

Eroducts  as  defined  in  §  381.413(1)  shall 
B  the  entire  content  (edible  portion 
only)  of  the  package. 

(5)  Another  column  of  figxires  may  be 
used  to  declare  the  nutrient  and  food 
component  information,  in  the  same 
format  as  required  by  §  381.408(e). 

(i)  Per  100  grams.  100  milliliters,  or  1 
ounce  of  the  food  as  packaged  or 
purchased. 

(ii)  Per  one  unit  if  the  serving  size  of 
a  product  in  discrete  units  in  a  multi- 
serving  container  is  more  than  one  unit. 

(6)  If  cups,  tablespoons  and 
teaspoons,  or  units  such  as  piece,  slice, 
tray,  jar,  or  fraction  are  not  applicable, 
ounces  may  be  used.  Ounce 
measurements  shall  be  expressed  in  0.5 
ounce  increments  most  closely 
approximating  the  Reference  Amount, 
with  rounding  indicated  by  use  of  the 
term  "about"  (e.g.,  about  2.5  ounces). 

(b)  The  declaration  of  nutrition 
information  on  the  label  shall  contain 
the  following  information,  except  for 
that  which  is  identi^ed  as 
"VOLUNTARY"  or  for  those  poultry 
products  where  a  simplified  format  may 
be  used  as  provided  for  in  paragraph  (g) 
of  this  section  or  as  in  §  381.500(b).  No 
nutrients  or  food  components,  other 
than  those  listed  in  21  CFR  101.9(c)  as 
either  voluntary  or  mandatory,  except 
for  stearic  acid,  may  be  included  within 
the  nutrition  label.  Information  shall  be 
presented  using  the  nutrient  names 
specified  and  in  the  formats  specified  in 
paragraph  (e)  of  this  section. 
Definitions,  units  of  measure, 
increments  for  declaring  values,  and 
methods  of  calculation  shall  be  in 
accordance  with  21  CFR  101.9  (c)(1) 
through  (c)(9),  except  21  CFR 
101.9(c)(l){i){E),  bomb  calorimetry,  and 
21  CFR  101.9(c)(7)(ii)  use  of  nitrogen 
conversion  factors,  other  than  6.25. 

(c)(1)  If  a  product  consists  of 
assortments  of  poultry  products  (e.g., 
variety  packs)  in  the  same  package, 
nutrient  content  shall  be  expressed  on 
the  entire  package  contents  or  on  each 
individual  product. 

(2)  If  a  product  is  commonly 
combined  with  other  ingredients  or  is 
cooked  or  otherwise  prepared  before 
eating,  and  directions  for  such 
combination  or  preparations  are 
provided,  another  colimin  of  figures 
may  be  used  to  declare  the  nutrient 
contents  on  the  basis  of  the  product  as 
consumed  for  the  product  alone  (e.g.,  a 
cream  soup  mix  may  be  labeled  with 


one  set  of  Daily  Values  for  the  dry  mix 
(per  serving),  and  another  set  for  the 
serving  of  the  final  soup  when  prepared 
(e.g.,  per  serving  of  cream  soup  mix  and 
1  cup  of  vitamin  D  fortified  whole 
milk)):  Provided,  that  the  type  and 
quantity  of  the  other  ingredients  to  be 
added  to  the  product  bv  the  user  and  the 
specific  method  of  cooking  and  other 
preparation  shall  be  specified 
prominently  on  the  label. 

(d)  "Stearic  acid"  may  be  declared 
"VOLUNTARY."  If  stearic  acid  is 
declared  "VOLUNTARY"  a  statement  of 
the  number  of  grams  of  stearic  acid  shall 
be  included  under  saturated  fat  content 
and  expressed  to  the  nearest  0.5  (V2) 
gram  incremented  below  3  grams  and  to 
the  nearest  gram  increment  above  3 
grams. 

(e)  Formats  for  nutrition  labeling  shall 
be  in  Ifccordance  with  21  CFR  101.9  (d) 
and  (e)  except  for  references  to  (f),  (i)(5), 
and  (j)(13),  or  in  accordance  with 
paragraph  (g)(1)  of  this  section. 

(0  Foods  in  packages  that  have  a  total 
surface  area  available  to  bear  labeling  of 
40  or  less  square  inches  may  modify  the 
requirements  of  paragraphs  (b).  (e),  and 
(g)  of  this  section  and  381.402(a)  by  one 
or  more  of  the  following  means: 

(1)  Presenting  the  required  nutrition 
information  in  a  tabular  or  linear  (i.e., 
string)  fashion,  rather  than  in  vertical 
columns,  if  the  package  shape  or  size 
cannot  accommodate  a  colimin  display 
on  any  label  panel.  Nutrition 
information  may  be  given  in  a  linear 
fashion  only  if  the  label  will  not 
accommodate  a  tabular  display  and.  in 
that  case,  subcomponents  (e.g., 
saturated  fat  shall  be  declared  in 
parentheses  after  total  fat). 

(2)  Using  any  of  the  following 
abbreviations: 

Serving  size — Serv.  size 
Servings  per  container — Servings 
Calories  from  fat — Fat  cal 
Saturated  fat— Sat  fat 
Cholesterol — Cholest 
Total  carbohydrate — ^Total  carb 
Dietary  fiber — Fiber 

(3)  Omitting  the  footnote  and  caloric 

conversion  information  required  in 

paragraphs  (d)(9)  and  (d)(10)  of  21  CFR 
101.9  and  placing  another  asterisk  at  the 
bottom  of  the  label  followed  by  the 
statement  "Percent  Daily  Values  are 
based  on  a  2,000  calorie  diet"  and,  if  the 
term  "Daily  Value"  is  not  spelled  out  in 
the  heading,  a  statement  that  "DV" 
represents  "Daily  Value,"  and 

(4)  Presenting  the  required  nutrition 
Information  on  any  other  label  panel. 

(g)(1)  Nutrition  information  may  be 
presented  in  a  simplified  format  as  set 
forth  herein  when  any  required 
nutrients,  other  than  the  core  nutrients. 


are  present  in  insignificant  amounts.  An 
insignificant  amount  shall  be  defined  as 
that  amount  that  may  be  rounded  to 
zero  in  nutrition  labeling,  except  that  for 
total  carbohydrate,  dietary  fiber,  and 
protein,  it  shall  be  an  amotmt  less  than 
1  gram. 

(2)  The  simplified  format  shall 
include:  Serving  size,  number  of 
servings  per  container,  calories,  total  fat 
(grams),  total  caihohydrate  (grams), 
protein  (grams),  and  sodium 
(milligrams). 

(3)  Any  nutrient,  other  than  a  core 
nutrient,  that  is  present  in  an 
insignificant  amoimt  may  be  omitted 
from  the  tabular  listing,  provided  that 
the  following  statement  is  included 
within  the  nutrition  label,  "Not  a 

significant  source  of ."The 

blank  shall  be  filled  in  with  the 
appropriate  nutrient  or  food  component. 

(4)  The  omission  of  the  listing  of  daily 
values  and  the  caloric  conversion 
information,  and  the  expression  of  the 
percent  of  daily  value  in  the  simplified 
format  shall  be  in  accordance  with  21 
CFR  101.9(f)(5),  except  for  references  to 
(j)(5)  and  (j)(13). 

(h)  CompUance  with  this  section  shall 
be  determined  as  follows: 

(1)  A  production  lot  is  a  set  of  food 
production  consumer  units  that  are  fitjra 
one  production  shift.  Alternatively,  a 
collection  of  consimier  units  of  the  same 
size,  type,  and  style  produced  imder 
conditions  as  nearly  imiform  as 
possible,  designated  by  a  common 
container  code  or  marking,  constitutes  a 
production  lot. 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  a 
minimum  of  six  consumer  units,  each 
from  a  production  lot.  Alternatively,  the 
sample  for  nutrient  analysis  shall 
consist  of  a  com{>osite  of  a  minimum  of 
six  consumer  units,  each  randomly 
chosen  to  be  representative  of  a 
production  lot.  In  each  case,  the  units 
may  be  individually  analyzed  and  the 
results  of  the  analyses  averaged,  or  the 
imits  would  be  composited  and  the 
composite  analyzed.  In  both  cases,  the 
results,  whether  an  average  or  a  single 
result  from  a  composite,  will  be 
considered  by  the  Agency  to  be  the 
nutrient  content  of  a  composite.  All 
analyses  shall  be  performed  by 
appropriate  methods  and  procedures 
used  by  the  Department  for  each 
nutrient  in  accordance  with  the 
"Chemistry  Laboratory  Guidebook."  or. 
if  no  USDA  method  is  available  and 
appropriate  for  the  nutrient,  by 
appropriate  methods  for  the  nutrient  in 
accordance  with  the  1990  edition  of  the 
"Official  Methods  of  Analysis"  of  the 
AOAC  International,  formerly 
Association  of  Official  Analytical 
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Chemists,  15th  ed..  which  is 
incorporated  by  reference,  iinless  a 
particular  method  of  analysis  is 
specified  in  §  381.409(b).  or.  if  no 
USDA.  AOAC.  or  q>ecified  method  is 
available  and  appropriate,  bv  other 
reliable  and  appropriate  analytical 
procedures  as  so  determined  by  the 
Agency.  The  "Official  Methods  of 
Analysis"  is  incorporated  as  it  exists  on 
the  date  of  approval.  This  incorporation 
by  reference  was  approved  by  the 
Director  of  the  Federal  Register  in 
accordance  with  5  U.S.C.  552(a]  and  1 
CFR  part  51.  Copies  may  be  purchased 
from  the  AOAC  International,  2200 
Wilson  Blvd.,  Suite  400.  Arlington.  VA 
22201.  It  is  also  available  for  inspection 
at  the  Office  of  the  Federal  Register 
Information  Center,  suite  700,  800  North 
Capitol  Street,  NW.,  Washington,  DC. 

(3)  Two  classes  of  nutrients  are 
defined  for  purposes  of  compliance: 

(i)  Class  I.  Added  nutrients  in  fortified 
or  fabricated  foods;  and 

(ii)  Class  n.  Naturally  occurring 
(indigenous)  nutrients.  If  any  ingredient 
which  contains  a  naturally  occurring 
(indigenous)  nutrient  is  added  to  a  food. 
the  total  amount  of  such  nutrient  in  the 
final  food  product  is  subject  to  Class  II 
requirements  unless  the  same  nutrient  is 
also  added,  which  would  make  the  total 
amount  of  such  nutrient  subject  to  Class 
I  reouirements. 

(4)  A  product  with  a  label  declaration 
of  a  vitamin,  mineral,  protein,  total 
carbohydrate,  dietary  fiber,  other 
carbohydrate,  polyunsaturated  or 
monounsaturated  fat,  or  potassium  shall 
be  deemed  to  be  misbranded  imder 
section  4(h)  of  the  Poultry  Products 
Inspection  Act  (21  U.S.C  453(h)(4)) 
unless  it  meets  the  following 
requirements: 

U)  Class  I  vitamin,  mineral,  protein, 
dietary  fiber,  or  potassium.  The  nutrient 
content  of  the  composite  is  at  least  equal 
to  the  value  for  that  nutrient  declared  on 
the  label. 

(ii)  Class  n  vitamin,  mineral,  protein, 
total  carbohydrate,  dietary  fiber,  other 


carbohydrate,  polyunsaturated  or 
monounsaturated  fat.  or  potassium.  The 
nutrient  content  of  the  composite  is  at 
least  equal  to  80  percent  of  the  value  for 
that  nutrient  declared  on  the  label: 
Provided,  That  no  regulator;'  action  will 
be  baaed  on  a  determination  of  a 
nutrient  value  which  falls  below  this 
level  by  an  amoimt  less  than  the 
variability  generally  recognized  for  the 
analytical  method  used  in  tliat  product 
at  the  level  involved,  and  inherent 
nutrient  variation  in  a  product 

(5)  A  prodiict  with  a  label  declaration 
of  calories,  sugars,  total  i&t,  saturated 
fet,  cholesterol,  or  sodium  shall  be 
deemed  to  be  misbranded  under  section 
4(h)  of  the  Poultry  Products  Inspection 
Act  (21  U.S.C.  453(hK4))  if  the  nutrient 
content  of  the  composite  is  greater  than 
20  percent  in  excess  of^the  value  for  that 
nutrient  declared  on  the  label:  Provided. 
That  no  regulatory  action  will  be  based 
on  a  determination  of  a  nutrient  value 
which  falls  below  this  level  by  an' 
amount  less  than  the  variability 
generally  recognized  for  the  analytical 
method  used  in  that  product  at  the  level 
involved,  and  inherent  nutrient 
variation  in  a  product. 

(6)  The  amount  of  a  vitamin,  mineral, 
protein,  total  carbohydrate,  dietary  fiber, 
other  carbohydrate,  polyimsaturated  or 
monounsat\irated  fat,  or  potassium  may 
vary  over  labeled  amounts  within  good 
manufacturing  practice.  The  amount  of 
calories,  sugars,  total  fat,  satxirated  fet. 
cholesterol,  or  sodium  may  vary  under 
labeled  amounts  within  good 
manufacturing  practice. 

(7)  Compliance  will  be  based  on  the 
metric  measure  specified  in  the  label 
statement  of  serving  size. 

(8)  The  management  of  the 
establishment  must  maintain  records  to 
support  the  validity  of  nutrient 
declarations  ccmtained  on  product 
labels.  Such  records  shall  be  made 
available  to  the  inspector  or  any  duly 
authorized  repres«atative  of  the  Agency 
upon  request 


(9)  The  complianoe  provisions  Ml 
forth  in  peiagrai^  (hKl)  through  (8)  of 
this  section  shall  not  apply  to  sin^e* 
ingredient,  raw  poultry  products, 
including  those  that  have  been 
previously  frozen,  when  nutrition 
labeling  is  baaed  on  the  most  current 
representative  data  base  values 
contained  in  USDA's  National  Nutrient 
Data  Bank  or  its  published  fonn.  tibe 
Agriculture  Handbook  No.  8  aeries. 

1381.410  [ReMrwsd] 

1381.411  [RMWvedl 

1381.412  Rafaranee  amounts  customarily 
consumed  par  sating  occsston. 

(a)  The  general  principles  followed  in 
arriving  at  the  Reference  Amounts  for 
serving  (portion)  sizes  set  forth  in 
paragraph  (b)  of  this  section  are  foimd 
in  21  CFR  101.12(a).  (c).  (d)  and  (g). 

(b)  The  following  Product  Categories 
and  Reference  Amounts  shall  be  used  as 
the  basis  for  determining  serving  sizes 
for  specific  products: 

Table  1.— Reference  Amounts  Cus- 
tomarily Consumed  per  Eating  Oc- 
casion— Infant  and  Toddler 
Foods  ••" 


Product  cstsgoty 


Infant  &  Toddler  FoodK 

Dtnnef  Diy  Mix 

Dinner,  ready-(o-aen«,  strained  type 
Dinner,  loupt,  ready-to-sefve  Junior 

type 

Dinner,  stew  or  soup  reedy  loeerve 

toddlers 


Reference 
anoun 


tsg 
eog 

110  g 

170  g 


'Th*M  ¥*kiM  wpwuK  •«•  ameiM  d  lood  cilowmty 
consum«0  par  MMng  oocMlon  and  wm*  prtRMrtv  dMtMd 
Iran)  me  1977-1978  and  Ih*  tM7-19ee  NadoiMM*  Food 
Contunvbon  Sutvayi  oonducM  by  tw  U.&  Oieeiwuw  el 
AgdcuKur*. 

Unt#ss  ottiofWHo  noMd  fei  wit  HolweMO  Afitoum 
column,  th*  fW^unc*  AmoMfitt  aie  lor  tw  ieert>  iriMW  or 
•knoM  fMdy-to-Mrve  tonn  ol  tw  pradud  (U..  htal  and 
torvo).  II  not  Mod  npnmi»i.  th*  nttamncM  Amcui*  tot  ttw 
unpn^parod  ionn  (a.B-.  danydmiad  oaraaQ  la  ttw  aaiounl 
raquirad  to  maka  ono  fWaianca  Amoirt  ol  tm  praparad 
lomi. 

'Manulactixan  ara  raquirad  to  oonvert  Via  Ralaranca 
Amount  to  tha  labal  aarvMg  ai»  m  a  heuaahoU  mmmm 
most  appropnata  to  Viair  toadAc  product  uaing  Via 
procaduraa  aMablKhad  by  tta  ragulaaon 


Table  2.— Reference  Amounts  Customarily  Consumed  per  Eating  Occasion— General  food  Supply '•"•*•» 


Product  category 


Retorerwe 


Raedy-k>-S8«ve 


Reedy-to-oook 


Egg  mixtures,  (western  style  omelet.  souMe,  egg  loo  young  with  poullry) 

Salad  and  potato  toppers;  e.g.,  poullry  t>acon  bits 

Bacon;  e.g.,  poultry  tKoaktast  ctrtpe. „ „ 


Dried;  e.g..  poultry  lerVy.  dried  poultry,  poultiy  sausage  products  with  a  iTX>lstura/prDteln  ratio  o(  lass  ttwn  2:1  _ 

Snacks;  e.g..  poultry  sr^ack  lood  sticks _ - - - - 

Luncheon  products,  poultry  tx>tog|na.  poultry  Canadian  style  t>acon,  poultry  cnjmbles,  poultry  kjncheon  k>al.  potted 

poultry  products,  poultry  taco  filings. 
Linked  poultry  sausage  products,  poullry  franks,  poultry  Polish  sausage,  sntoked  or  pkAled  poullry  meat  poultry 

smoked  sausage.  ^^ 


ilOg 

7g 

iSg 

30g 
30g 
55g 

S5g 


n/a 

n/a 

26g>bsooa 

leg-braaMMt 

iva 

rVa 
iVa 


60  g  B  unooohed  asu- 
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Table  2.— Reference  Amounts  Customarily  Consumed  per  Eatjnq  Occasion— General  Food  Supply  >-"-<3— Continued 


Product  catagory 


ErUfBM  wittxxjt  saoc«,  poultry  cu».  fMdy  to  cook  pooling  Cuts.  Indoding  marinated,  tandertzed,  injected  cuts  o« 

pooltty.  poottry  com  doga,  poottry  bagal  doga,  poultry  croquettes,  pou«ry  fmters,  cured  poultry  ham  products, 

aduN  pureed  poultry. 

Canned  poultry,  canned  cNchen.  canned*  tmkay , 

Entrees  >Mn  sauce,  tuifcey  and  gravy „™...... vt--- •■■ 

Mixed  dishes  NOT  meaaurabte  with  a  cup:*  a.g..  pouRiy  bunllo.  pouRry  anchHadas.  pouNry  pizza,  poultry  quiche,  all 

typee  ol  poultry  sandwichea,  crackaf  and  poultry  lunch-type  packagee,  poultry  gyro,  poultry  stromboO,  poultry 

frank  on  a  bun,  pouWy  burger  on  a  bun.  poultry  taco.  chicken  cordon  bleu,  poultry  calzone.  poultry  laaagna, 

stuffed  vegelabloa  vMh  poultty,  poultry  kabobs. 
Mixed  dishes,  measurables  with  a  cup;  e.g..  poultry  casserole,  macaroni  and  cheeae  with  poultry,  poultry  pot  pie, 

pouRry  spMghettI  with  sauoe,  poultry  cMH,  poultry  chW  with  beans,  poultry  haaK  creamed  dried  pouKiy.  poultry 

ravtol  m  sauce,  poultry  a  la  Wng,  poultry  stew,  poultry  goulash. 

Salada— paata  or  potato,  potato  salad  with  pookry.  macaroni  and  poultry  salad  - - « 

Iliads    all  other,  poultry  salads,  chicken  salad,  turkey  salad »— ._~ 

Soup*— aN  varieties •~- 

Msfor  mam  entree  type  sauce:  e.g.,  spaghetti  sauce  with  poultry - 

Minor  mam  entree  sauce;  e.g..  p^  sauce  with  poultry,  gravy ~ ••"• 

Seasoning  mbcas  dry,  freeze  dry.  dehydrated,  concentrated  soup  mbna,  bases,  extiacts,  dited  broths  and  stock/ 

|uk^  freeze  dry  trail  rrtlx  produda  with  poultry. 
As  reconstituted:  Amount  to  make  one  Reference  Amount  of  the  final  dWc  a.g.— 


Gravy  

tttjfor  mam  entree  type  aauca  . 
Soup 


Ready  to  aenw 


Entree  measurable  with  a  cup 


85g 


S5g 
140  g 

140  g  (pkM  55  g  for 
products  toppings) 


1  cup 


140  g 
100  g 
245  g 
125  g 
%cup 


V4CUp 

125  g 
245  g 
1  cup 


Ready-to-oook 


106  g 


rVk 
n/k 


n/n 


n/a 
n/ti 
rVa 
n/a 
n/a 


n/a 
n/a 
n/a 
n^a 


'thmu  ««UM  mummn  the  ■mwg  rt  teod  amoitmtf  conumml  pw  Mttng  oecMkm  snd  imm  primsrily  dwtved  from  the  1977-78  and  the  1987-88  NrtonwWe  Food  Con*»iu*on 
^•1X2!l.SSliSf  i«'IlII>Ii4»'i?J^  iL^'SSSUS.  Amount  to  m.  lib^  mr^  «l»  in  ■  hoot.r«>ld  mMM>e  mM  ippfoprtit.  10  ttmH  ipeefflc  product  u«lng  the  proowkires 


r  are  not  •!  kidutlve  or  exdiMlve.  Eiamt)!**  sre  provtdad  to  auM  manutactuwt  In  Identifying  ■pproprtsM  product  R«l«r*nce  Amount 
*  It  psdiad  or  cwn«dlnlqutd.«ieR*i*r«no«  Amount  k  lor  the  dramad  toUdt. 
•Pizza  aauce  la  pan  ol  tha  ploa  and  la  not  con«ida«*d  10  tM  a  lauce  topping. 


'Examptaa'Mad  under  PraduO  CaMgocy  ara 
.  tfta  RiMranoa  t 


[c]  The  Reference  Amount  for 
products  that  represent  two  or  more 
foods  packaged  and  presented  to  be 
consumed  together  (e.g.,  Ixmch  meat, 
cheese,  and  crackers)  ^all  be  the  sum 
of  the  Reference  Amounts  for  individual 
foods  in  the  package  if  the  Reference 
Amount  is  not  listed  in  section  (b)  of 
this  section  and  the  product  is  not  a 
meal-type  product. 

(d)  The  Administrator,  on  his  or  her 
own  initiative  or  on  behalf  of  any 
interested  person  who  has  submitted  a 
labeling  application,  may  issue  a 
proposal  to  establish  or  amend  a 
Product  Category  or  Reference  Amount 
identified  in  paragraph  (b)  of  this 
section. 

(1)  Labeling  applications  and 
supporting  documentation  to  be  filed 
under  this  section  shall  be  submitted  in 
quadruplicate,  except  that  the 
supporting  documentation  may  be 
submitted  on  a  computer  disc  copy.  If 
any  part  of  the  material  submitted  is  in 
a  foreign  language,  it  shall  be 
accompanied  by  an  accurate  and 
complete  English  translation.  The 
labeling  application  shall  state  the 
applicant's  post  office  address. 

(2)  Pertinent  information  will  be 
considered  as  part  of  an  application  on 
the  basis  of  specific  reference  to  such 
information  submitted  to  and  retained 
in  the  files  of  the  Food  Safety  and 
Inspection  Service.  However,  any 
reference  to  unpublished  information 


furnished  by  a  person  other  than  the 
applicant  will  not  be  considered  imless 
use  of  such  information  is  authorized 
(with  the  understanding  that  such 
information  may  in  whole  or  part  be 
subject  to  release  to  the  public)  in  a 
written  statement  signed  by  the  person 
who  submitted  it.  Any  reference  to 
published  information  should  be 
accompanied  by  reprints  or  photostatic 
copies  of  such  references. 

(3)  The  availability  for  public 
disclosure  of  labeling  applications, 
along  with  supporting  documentation, 
submitted  to  the  Agency  under  this 
section  will  be  governed  by  the  rules 
specified  in  subchapter  D,  title  9. 

(4)  Data  accompanying  the  labeling 
application,  such  as  food  consumption 
data,  shall  be  submitted  on  separate 
sheets,  suitably  identified.  If  such  data 
has  already  been  submitted  with  an 
earlier  labeling  application  from  the 
applicant,  the  present  labeling 
application  must  provide  the  data. 

(5)  The  labeling  application  must  be 
signed  by  the  applicant  or  by  his  or  her 
attorney  or  agent,  or  (if  a  corporation)  by 
an  authorized  official. 

(6)  The  labeling  application  shall 
include  a  statement  signed  by  the 
person  responsible  for  the  labeling 
application,  that  to  the  best  of  his  or  her 
knowledge.  It  is  a  representative  and 
balanced  submission  that  includes 
unfavorable  information,  as  well  as 
favorable  information,  known  to  him  or 


her  pertinent  to  the  evaluation  of  the 
labeling  application. 

(7)  Labelmg  applications  for  a  new 
Reference  Amount  and/or  Product 
Category  shall  be  accompanied  by  the 
following  data  which  shall  be  submitted 
in  the  following  form  to  the  Director. 
Food  Labeling  Division,  Regulatory 
Programs,  Food  Safety  and  Inspection 
Service,  Washington,  DC  20250: 


(Date) 
The  undersigned, . 


submits 


this  lal>eling  application  pursuant  to  9  CFR 
381.412  with  respect  to  Reference  Amoimt 
and/or  Product  Category. 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  of  the  obiective  of  the 
labeling  application; 

(ii)  A  description  of  the  product: 

(iii)  A  complete  sample  product  label 
including  nutrition  laliel,  using  the  format 
established  by  regulation; 

(iv)  A  description  of  the  form  in  which  the 
product  will  be  marketed; 

(v)  The  intended  dietary  uses  of  the 
product  with  the  major  use  identified  (e.g., 
turkey  as  a  luncheon  meat); 

(vi)  If  the  intended  use  is  primarily  as  an 
ingredient  in  other  foods,  list  of  foods  or  food 
categories  in  which  the  product  will  be  used 
as  an  ingredient  with  information  on  the 
prioritization  of  the  use; 

(vii)  The  population  group  for  which  the 
product  will  be  o^red  for  use  (e.g.,  in&nts, 
children  under  4  years  of  age); 

(viii)  The  names  of  the  most  closely-related 
products  (or  in  the  case  of  foods  for  special 
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dietary  use  and  Imitation  or  substitute  foods, 
the  names  of  the  products  for  which  they  are 
offered  as  substitutes): 

(ix)  The  suggested  Reference  Amount  (the 
amount  of  edible  portion  of  food  as 
consumed,  excluaing  bone,  skin  or  other 
in«idible  components)  for  the  population 
group  for  which  the  product  is  intended  with 
full  description  of  the  methodology  and 
procedures  that  were  used  to  determine  the 
suggested  Reference  Amount.  In  determining 
the  Reference  Amount,  general  principles 
and  factors  in  paragraph  (a)  of  this  section 
should  be  followed. 

(x)  The  suggested  Reference  Amount  shall 
be  expresseoln  metric  units.  Reference 
Amounts  for  foods  shall  be  expressed  in 
grams  except  when  common  household  units 
such  as  cups,  tablespoons,  and  teaspoons  are 
more  appropriate  or  are  more  likely  to 
promote  uniformity  in  serving  sizes  declared 
on  product  labels.  For  example,  conmion 
household  measures  would  be  more 
appropriate  if  products  within  the  same 
category  differ  substantially  in  density  such 
as  mixed  dishes  measurable  with  a  cup. 

(A)  In  expressing  the  Reference  Amount  in 
grams,  the  following  general  rules  shall  be 
followed: 

[1]  For  quantities  greater  than  10  grams,  the 
quantity  shall  be  expressed  in  nearest  5 
grams  increment. 

(2)  For  Quantities  less  than  10  grams,  exact 
gram  weights  shall  be  used. 

(B)  (Reserved) 

(xi)  A  labeling  application  for  a  new 
subcategory  of  food  with  its  own  Reference 
Amount  shall  include  the  following 
additional  information: 

(A)  Data  that  demonstrate  that  the  new 
subcategory  of  food  will  be  consumed  in 
amounts  that  differ  enough  from  the 
Reference  Amount  for  the  parent  category  to 
warrant  a  separate  Reference  Amount.  Data 
must  include  sample  size,  and  the  mean, 
standard  deviation,  median,  and  modal 
consumed  amount  per  eating  occasion  for  the 
product  identified  in  the  labeling  application 
and  for  other  products  in  the  category.  All 
data  must  be  derived  from  the  same  survey 
data. 

(B)  Documentation  supporting  the 
difference  in  dietary  usage  and  product 
characteristics  that  affect  the  consimiption 
site  that  distinguishes  the  product  identified 
in  the  labeling  application  from  the  rest  of 
the  products  in  the  category. 

(xii)  In  conducting  research  to  collect  or 
process  food  consumption  data  in  support  of 
the  labeling  application,  the  following 
general  guidelines  should  be  followed. 

(A)  Sampled  population  selected  should  be 
representative  of  the  demographic  and 
socioeconomic  characteristics  of  the  target 
population  group  for  which  the  food  is 
intended. 

(B)  Sample  size  (Le..  number  of  eaters) 
should  be  large  enough  to  give  reliable 
estimates  for  customarily  consumed 
amounts. 

(C)  The  study  protocol  should  identify 
potential  biases  and  describe  how  potential 
biases  are  controlled  for  or,  if  not  possible  to 
control,  how  they  affect  interpretation  of 
results. 

(D)  The  methodology  used  to  collect  or 
process  data  including  study  design. 


sampling  iHtx:edure8,  materials  used  (e.g., 
questionnaire,  interviewer's  manual), 
procedures  used  to  collect  or  process  data, 
methods  or  procedures  used  to  control  for 
unbiased  estimates,  and  procedures  used  to 
correct  for  nonresponse,  should  be  fiilly 
documented. 

(xiii)  A  statement  concerning  the  feasibility 
of  convening  associations,  corporations, 
consumers,  and  dther  interested  parties  to 
engage  in  negotiated  rulemaking  to  develop 
a  proposed  rule. 

Yours  very  truly, 

Applicant 

By  

(Indicate  authority) 

(8)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  application  was 
received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
undergoing  Agency  review  and' that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

(9)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  applicant,  in  writing,  that  the 
labeling  application  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(10)  If  the  labeling  application  is 
summarily  denied  by  the  Administraitor. 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  Reference  Amount  and/or 
Product  Category  is  false  or  misleading. 
The  notification  letter  shall  inform  the 
applicant  that  the  applicant  may  submit 
a  written  statement  by  way  of  answer  to 
the  notification,  and  that  the  applicant 
shall  have  the  right  to  request  a  hearing 
with  respect  to  the  merits  or  validity  of 
the  Administrator's  decision  to  deny  the 
use  of  the  proposed  Reference  Amount 
and/or  Product  Category. 

(i)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(ii)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 


Department's  Judicial  Officer,  who  shall 
make  the  final  detennination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  detennination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  ii,  which  the 
applicant  has  its  principal  ^-lace  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit. 

(11)  If  the  labeling  application  is  not 
summarily  denied  by  the  Administrator, 
the  Administrator  shall  pubUsh  in  the 
Federal  Register  a  proposed  rule  to 
amend  the  r^ulations  to  authorize  the 
use  of  the  Reference  Amount  and/or 
Product  Category.  The  proposal  shall 
also  summarize  the  labeling  application, 
including  where  the  supporting 
documentation  can  be  reviewed.  The 
Administrator's  proposed  rule  shall  seek 
comment  from  consumers,  the  industry, 
consumer  and  indtistry  groups,  and 
other  interested  persons  on  the  labeling 
application  and  the  use  of  the  proposed 
Reference  Amoimt  and/or  Product 
Category.  After  public  comment  has 
been  received  and  reviewed  by  the 
Agency,  the  Administrator  shall  make  a 
determination  on  whether  the  proposed 
Reference  Amount  and/or  Product 
Category  shall  be  approved  for  use  on 
the  labeling  of  poultry  products. 

(i)  If  the  Reference  Amount  and/or 
Product  Category  is  denied  by  the 
Administrator,  the  Agency  shall  notify 
the  applicant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reason  why  the 
Reference  Amotint  and/or  Product 
Category  on  the  labeling  was 
determined  by  the  Agency  to  be  false  or 
misleading.  The  notification  letter  shall 
also  inform  the  applicant  that  the 
applicant  may  submit  a  written 
statement  by  way  of  answer  to  the 
notification,  and  that  the  appUcant  shall 
have  the  right  to  request  a  hearing  with 
respect  to  the  merits  or  validity  of  the 
Administrator's  decision  to  deny  the  use 
of  the  proposed  Reference  Amount  and/ 
or  Product  Category. 

(A)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  admin^trative  law  judge  with 
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the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
mdce  the  final  determination  for  the 
Secretary.  Any  such  determination  hy 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  which  the 
applicant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia, 
(li)  If  the  Reference  Amount  and/or 
Product  Category  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  also  publish  in  the 
Federal  Register  a  final  rule  amending 
the  regulations  to  authorize  the  use  of 
the  Reference  Amotmt  and/or  Product 
Category. 

1381.413    Nutriwif  contMit  dalma;  genaral 


(a)  This  section  applies  to  poultry 
products  that  are  intended  for  human 
consiunption  and  that  are  offered  for 
sale,  except  that  nutrient  content  claims 
may  not  be  made  on  products  intended 
specifically  for  use  by  infants  and 
toddlers  less  than  2  years  of  age. 

(b)  A  claim,  which  expressly  or  by 
implication,  characterizes  the  level  of  a 
nutrient  (nutrient  content  claim)  of  the 
type  required  in  nutrition  labeling 
pursuant  to  §  381.409.  may  not  be  made 
on  a  label  or  in  labeling  of  that  product 
unless  the  claim  is  made  in  accordance 
with  21  CFR  101.13(b)  through  (f). 

(c)  through  (h)  (Reserved] 

(i)  The  labeling  of  a  product  may 
contain  a  statement  about  the  amount  or 
percentage  of  a  nutrient  in  accordance 
with  21  CFR  101.13(1)  (1)  through  (3). 

(j)  Products  may  bear  a  statement  that 
compares  the  level  of  a  nutrient  in  the 
product  with  the  level  of  a  nutrient  in 
a  reference  food  in  accordance  with  21 
CFR  101.13(j),  except  comparison  to 
another  manufacturer  at  21  CFR 
101.13(j)(l)(ii)(B). 

(k)  The  term  "modified"  may  be  used 
in  the  statement  of  identity  of  a  product 
in  accordance  with  21  CFR  101.13(k). 

(1)  For  purposes  of  making  a  claim,  a 
"meal-type  product"  shall  be  defined  as 
a  product  that: 

(1)  Makes  a  significant  contribution  to 
the  diet  by  weighing  at  least  6  ounces, 
but  no  more  than  12  ounces  per  serving 
(container),  and 

(2)  Contains  ingredients  from  two  or 
more  of  the  following  four  food  groups: 

(i)  Bread,  cereal,  rice  and  pasta  group, 

(ii)  Fruits  and  vegetables  group. 

(iii)  Milk,  yogurt,  and  cheese  group, 
and 

(iv)  Meat,  poultry,  fish,  dry  beans, 
eggs,  and  nuts  group,  and 

(3)  Is  represented  as.  or  is  in  a  form 
commonly  understood  to  be  a  breakfast. 


lunch,  dinner,  meal,  main  dish,  entree, 
or  pizza.  Such  representations  may  be 
made  either  by  statements,  photo^phs, 
or  vignettes. 

(m)  [Reserved] 

(n)  Nutrition  labeling  in  accordance 
with  §  381.409  shall  be  provided  for  any 
food  for  which  a  nutrient.content  claim 
is  made. 

(0)  Compliance  with  requirements  for 
nutrient  content  claims  shall  be  in 
accordance  with  §  381.409(h). 

(p)  The  Reference  Amount  shall  be 
used  to  determine  whether  a  product 
meets  the  criteria  for  a  nutrient  content 
claim  as  discussed  in  21  CFR 
101.13(p)(l). 

(q)  The  following  exemptions  apply: 

(1)  Nutrient  content  claims  that  have 
not  been  defined  by  regulation  and  that 
appear  as  part  of  a  brand  name  that  was 
in  use  prior  to  November  27, 1991,  may 
continue  to  be  used  as  part  of  that  brand 
name,  provided  they  are  not  false  or 
misleading  under  section  4(h)  of  the  Act 
(21  U.S.C.  453(h)(4)). 

(2)  [Reserved] 

(3)  A  statement  that  describes  the 
percentage  of  a  vitamin  or  mineral  in 
the  food  in  relation  to  a  reference  daily 
intake  (RDI)  as  defined  in  21  CFR 
101.9(c)  may  be  made  on  the  label. 

(4)  The  requirements  of  this  section 
do  not  apply  to  products  for  special 
dietary  use  as  described  in  §  381.124. 

(5)  [Reserved] 

(6)  Nutrient  content  claims  that  were 
part  of  the  name  of  a  product  that  was 
subject  to  a  standard  of  identity  as  of 
November  27, 1991,  are  not  subject  to 
the  requirements  of  paragraph  (b)  of  this 
section  whether  or  not  they  meet  the 
definition  of  the  descriptive  term. 

(7)  Implied  nutrient  content  claims 
may  be  used  as  part  of  a  brand  name, 
provided  that  the  use  of  the  claim  has 
been  authorized  by  FSIS.  Labeling 
applications  requesting  approval  of  such 
a  claim  may  be  submitted  pursuant  to 

§  381.469. 

1381.414-381.442    [RMWved] 

S  381 .443    Stgnmcent  participation  for 
voluntary  nutrition  labeling. 

(a)  In  evaluating  significant 
participation  for  voluntary  nutrition 
labeling,  FSIS  will  consider  only  the 
major  cuts  of  single-ingredient,  raw 
poultry  products,  as  identified  in 

§  381.444,  including  those  that  have 
been  previously  frozen. 

(b)  FSIS  will  judge  a  food  retailer  to 
be  participating  at  a  significant  level  if 
the  retailer  provides  nutrition  labeling 
information  for  at  least  90  percent  of  the 
major  cuts  of  single-ingredient,  raw 
poultry  products,  listed  in  §  381.444. 
that  it  sells,  and  if  the  nutrition  label  is 


consistent  in  content  and  format  with 
the  mandatory  program,  or  nutrition 
informaticHQ  is  displayed  at  point-of* 
purchase  in  an  appropriate  manner. 

(c)  To  determine  whether  there  is 
significant  participation  by  retailers 
under  the  voluntary  nutrition  labeling 
guidelines,  FSIS  will  select  a 
representative  sample  of  companies 
allocated  by  type  and  size. 

(d)  FSIS  will  find  that  significant 

{)articipation  by  food  retailws  exists  if  at 
east  60  percent  of  all  companies  that 
are  evaluated  are  participating  in 
accordance  with  tne  guidelines. 

(e)  FSIS  will  evaluate  significant 
participation  of  the  voluntary  program 
every  2  years  beginning  in  May  1995. 

(1)  If  significant  participation  is 
found,  the  voluntary  nutrition  labeling 
guidelines  shall  remain  in  efiiect. 

(2)  If  significant  participation  is  not 
found.  FSIS  shall  initiate  rulemaking  to 
require  nutrition  labeling  on  those 
products  under  the  voluntary  program. 

S381.444    Identification  of  maioreuta  of 
poultry  producta. 

The  major  cuts  of  single-ingredient, 
raw  poultry  products  are:  Whole 
chicken  (without  neck  and  giblets), 
chicken  breast,  diicken  wing,  chicken 
drumstick,  chicken  thigh,  whole  tiu-key 
(without  necks  and  giblets;  separate 
nutrient  panels  for  white  and  dark  meat 
permitted  as  an  option),  tinkey  breast, 
turkey  wing,  turkey  drumstick,  and 
turkey  thigh.  j 

§381.445    GuidellnM  for  voluntary 
nutrition  labeling  of  aingle-ingradiant.  raw 
product*. 

(a)  Nutrition  information  on  the  cuts 
of  single-ingredient,  raw  poultry 

C ducts,  including  those  that  have 
n  previously  frozen,  shall  be 
provided  in  the  following  maimer: 

(1 )  If  a  retailer  chooses  to  provide 
nutrition  information  on  the  label  of 
these  products,  these  products  shall  be 
subject  to  all  requirements  of  the 
mandatory  nutrition  labeling  program, 
except  that  nutrition  labeling  may  be 
declared  on  the  basis  of  either  "as 
consumed"  or  "as  packaged."  In 
addition,  the  declaration  of  the  number 
of  servings  per  container  need  not  be 
included  in  nutrition  labeling  of  single- 
ingredient,  raw  poultry  products, 
including  those  that  have  been 
previously  fitjzen. 

(2)  If  a  retailer  chooses  to  provide 
nutrition  information  at  the  point-of- 
purchase  by  an  appropriate  means,  such 
as  by  posting  a  sign,  or  by  making  the 
information  readily  available  in 
brochures,  notebooks,  or  leaflet  form  in 
close  proximity  to  the  food.  If  a 
nutrition  claim  is  made  on  point-of- 
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purchase  materials  all  of  the 
requirements  of  the  mandatory  nutrition 
labeling  program  apply.  However,  if 
only  nutrition  information — and  not  a 
nutrition  claim — is  supplied  on  point- 
of-purchase  materials: 

U)  The  requirements  of  the  mandatory 
nutrition  labeling  program  apply,  but 
the  nutrition  information  may  be 
supplied  on  an  "as  packaged"  or  "as 
consumed,"  basis; 

(ii)  The  listing  of  DRV's  may  be 
voluntary:  and 

(iii)  The  point-of-purchase  materials 
are  not  subject  to  any  of  the  format 
requirements.  The  nutrition  labeling 
information  may  also  be  supplemented 
by  a  video,  live  demonstration,  or  other 
media. 

(b)  (Reserved) 

(c)  The  declaration  of  nutrition 
information  may  be  presented  in  a 
simphfled  format  as  specified  in 

§  381.409(g)  for  the  mandatory  nutrition 
labeling  program. 

(d)  The  nutrition  label  data  should  be 
based  on  either  raw  or  cooked  edible 
portions  of  poultry  cuts  with  skin.  If 
data  are  based  on  cooked  portions,  the 
methods  used  to  cook  the  products  must 
be  specifled  and  should  be  those  which 

o  not  add  nutrients  from  other 
ngredients  such  as  flour,  breading,  and 

It.  Additional  nutritional  data  may  be 
resented  on  an  optional  basis  for  the 

w  or  cooked  edible  portions  of  the 

Einless  poultry  meat, 
[e)  Nutrient  data  that  are  the  most 
rrent  representative  data  base  values 
ntained  in  USDA's  National  Nutrient 
Data  Bank  or  its  published  form,  the 
j^griculture  Handbook  No.  8  series,  may 
be  used  for  nutrition  labeling  of  single- 
ingredient,  raw  poultry  products, 
including  those  that  have  been 
previously  frozen.  These  data  ftiay  be 
composite  data  that  reflect  different 
classes  of  turkey  or  other  variables 
effecting  nutrient  content.  Alternatively, 
data  that  reflect  specific  classes  or  other 
variables  may  be  used,  except  that  if 
data  are  used  on  labels  attached  to  a 
product  which  is  labeled  as  to  class  of 
poultry  or  other  variables,  the  data  must 
represent  the  product  in  the  package 
when  such  data  are  contained  in  the 
representative  data  base.  When  data  are 
used  on  labels  attached  to  a  product,  the 
data  must  represent  the  edible  poultry 
tissues  present  in  the  package. 

(fl  If  me  nutrition  information  is  in 
accordance  with  paragraph  (e)  of  this 
section,  a  nutrition  label  or  labeling  will 
not  be  subject  to  the  Agency  compliance 
review  under  §  381.409(h),  unless  a 
nutrition  claim  is  made  on  the  basis  of 
the  representative  data  base  values. 

(g)  Retailers  may  use  data  bases  that 
iiey  believe  reflect  the  nutrient  content 


of  single-ingredient,  raw  poultry 
products,  including  those  that  have 
been  previously  frozen;  however,  such 
labeling  shall  be  subject  to  the 
compliance  procedures  of  paragraph  (e) 
of  this  section  and  the  requirements 
specified  in  this  Subpart  for  the 
mandatory  nutrition  labeling  program. 

f§  381 -448-381 .453    [RMWV»d] 

1381.454    Nutrient  eontant  daims  for 
"good  sourc*"  and  "high". 

Nutrient  content  claims  about  a 
nutrient  in  a  product  in  relation  to  the 
Reference  Daily  Intake  (RDI)  established 
for  that  nutrient  in  21  CFR 
101.9(c)(ll)(iv)  or  Daily  Reference  Value 
(DRV)  established  for  that  nutrient  in  21 
CFR  101.9(c)(12)(i),  excluding  total 
carbohydrate  and  imsaturated  fatty 
acids,  may  be  used  on  the  label  or  in 
labeling,  in  accordance  with  21  CFR 
101.54(a)  through  (d). 

§381.455    [Reserved] 

§381.456    Nutrient  content  claims  for 
"light"  Of  "Irts". 

(a)  General  requirements.  The 
following  nutrient  content  claims  using 
the  term  "light"  or  "hte"  to  describe  a 
product  may  be  used  on  the  label  and 
in  labeling,  provided  that  the  product  is 
labeled  in  compliance  with  21  CFR 
101.56. 

(b)  The  term  "light"  or  "lite"  may  be 
used  in  the  brand  name  of  foods  to 
describe  the  sodium  content,  provided 
that: 

(1)  The  product  meets  the  sodium 
criteria  provided  in  paragraph  (a)  of  this 
section,  and 

(2)  A  statement  specifically  stating 
that  the  product  is  "light  in  sodium"  or 
"lite  in  sodium"  appears: 

(i)  Contiguous  to  the  brand  name; 

(ii)  In  uniform  type  size,  style,  color, 
and  prominence  as  the  product  name; 
and 

(iii)  The  "light  in  sodium"  or  "lite  in 
sodium"  statement  complies  with 
paragraph  (a)  of  this  section. 

§§381.457-381.459    [Reserved] 

§381.460    Nutrient  content  claims  for 
calorie  content 

Nutrient  content  claims  about  the 
calorie  content  of  a  product  may  be  used 
on  the  label  or  in  labeling  in  accordance 
with  21  CFR  101.60  (a)  through  (c). 

§  381 .461    Nutrient  content  claims  for 
sodium  content 

Nutrient  content  claims  about  the 
sodium  content  of  a  product  may  be 
used  on  the  label  and  in  labeling  in 
accordance  with  21  CFR  101.61  (a)  and 
(b). 


§381.462    Nutrient  content  eWma  for  fM, 
fatty  adds,  and  eholastarol  eentant  of 
poultry  products. 

(a)  A  claim  about  the  level  of  fat,  fatty 
acid,  and  cholesterol  in  a  poultry 
product  may  only  be  made  on  the  label 
and  in  the  labeling  of  the  product  in 
accordance  with  21  CFR  101.62  (a) 
through  (d),  except  21  CFR  101.62  (c), 
(d)(l)(i),  (d)(l)(ii)  (A)  through  P). 
(d)(2){i),  (d)(2)(ii)  (A)  through  P), 
(d)(4)(i).  (d)(4)(ii)  (A)  through  P), 
(d)(5)(i),  and  (d)(5)(ii)  (A)  through  p). 

(b)  The  term  "low  in  cholesterol"  or 
"low  cholesterol"  may  be  used  on  the 
label  or  in  labeling  of  a  meal-type 
product  as  defined  in  §  381.413, 
provided  that  the  product  meets  the 
requirements  of  21  CFR  101.62(d)(2). 
except  that  requirements  of  21  CFR 
101.62  (d)(2)  (i](A)  and  (ii)(A)  shall  be 
limited  to  20  milligrams  of  cholesterol 
per  100  grams,  and  the  requirements  of 
21  CFR  101.62(d)(2)  (i)(B)  and  (ii)(B) 
shall  be  modified  to  require  that  the 
product  contain  2  grams  or  less  of 
saturated  fat  per  100  grams. 

(c)  "Lean"  and  "Extra  Lean"  Claims. 
The  following  nutrient  content  claims 
may  be  used  on  the  label  or  in  labeling, 
provided  that  the  product  is  labeled  in 
accordance  with  §  381.409,  and  the 
nutrient  content  claim  complies  with 
§381.413: 

(1)  The  term  "lean"  may  be  used  on 
the  label  or  in  labeling  of  a  poultry 
product,  provided  that  the  product 
contains  less  than  10  grams  fat,  less  than 
4  grams  saturated  fat,  and  less  than  95 
milligrams  cholesterol  per  100  grams 
and  Reference  Amoimt  Customarily 
Consumed  (RACC)  for  individual  foods, 
and  per  100  grams  and  labeled  serving 
size  for  meal-type  products. 

(2)  The  term  "extra  lean"  may  be  used 
on  the  label  or  in  labeling  of  a  poultry 
product,  provided  that  the  product 
contains  less  than  5  grams  fat,  less  than 
2  grams  saturated  fat.  and  less  than  95 
milligrams  cholesterol  per  100  grams 
and  Reference  Amount  Customarily 
Consumed  (RACC)  for  individual  foods, 
and  per  100  grams  and  per  labeled 
serving  size  for  meal-type  products. 

§§381.463-381.468    [Reserved] 

§381.469    Labding  appUcations  for 
nutrient  content  dalms. 

(a)  This  section  pertains  to  labeling 
applications  for  claims,  express  or 
implied,  that  characterize  the  level  of 
any  nutrient  required  to  be  on  the  label 
or  in  labeling  of  product  by  this  subpart 

(b)  Labeling  applications  included  in 
this  section  are: 

(1)  Labeling  applications  for  a  new 
(heretofore  unauthorized)  nutrient 
content  claim. 
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(2)  Labeling  applications  for  a 
synonymous  term  (i.e.,  one  that  is 
consistent  with  a  term  defined  by 
regulation)  for  characterizing  the  level 
of  a  nutrient,  and 

(3)  Labeling  applications  for  the  use  of 
an  implied  claim  in  a  brand  name. 

(c)  Labeling  applications  and 
supporting  documentation  to  be  filed 
under  this  section  shall  be  submitted  in 
quadruplicate,  except  that  the 
supporting  documentation  may  be 
submitted  on  a  computer  disc  copy.  If 
any  part  of  the  material  submitted  is  in 
a  foreign  language,  it  shall  be 
accompanied  by  an  accurate  and 
complete  English  translation.  The 
labeling  application  shall  state  the 
applicant's  post  office  address. 

(d)  Pertinent  information  will  be 
considered  as  part  of  an  application  on 
the  basis  of  specific  reference  to  such 
information  submitted  to  and  retained 
in  the  files  of  the  Food  Safety  and 
Inspection  Service.  However,  any 
reference  to  unpublished  information 
furnished  by  a  person  other  than  the 
applicant  will  not  be  considered  imless 
use  of  such  information  is  authorized 
(with  the  imderstanding  that  such 
information  may  in  whole  or  part  be 
subject  to  release  to  the  public)  in  a 
written  statement  signea  by  the  person 
who  submitted  it.  Any  reference  to 
published  information  should  be 
accompanied  by  reprints  or  photostatic 
copies  of  such  references. 

(e)  If  nonclinical  laboratory  studies 
accompany  a  labeling  application,  the 
applicant  shall  include,  with  respect  to 
eadi  nonclinical  study  included  with 
the  application,  either  a  statement  that 
the  study  has  been,  or  will  be, 
conducted  in  compliance  with  the  good 
laboratory  practice  regulations  as  set 
forth  in  Part  58  of  Chapter  1,  Title  21. 
or,  if  any  such  study  was  not  conducted 
in  compliance  with  such  regulations,  a 
brief  statement  of  the  reason  for  the 
noncompliance. 

(f)  If  clinical  investigations 
accompany  a  labeling  application,  the 
apphcant  shall  include,  with  respect  to 
each  clinical  investigation  included 
with  the  application,  either  a  statement 
that  the  investigation  was  conducted  in 
compliance  with  the  requirements  for 
institutional  review  set  forth  in  Part  56 
of  Chapter  1,  Title  21.  or  was  not  subject 
to  such  reqmrements  in  accordance 
with  §  56.194  or  §  56.105,  and  that  it 
was  conducted  in  compliance  with  the 
requirements  for  informed  consents  set 
forth  in  Part  50  of  Chapter  1.  Title  21. 

(g)  The  availabiUty  for  public 
disclosure  of  labeling  applications, 
along  with  supporting  documentation, 
submitted  to  the  Agency  under  this 


section  will  be  governed  by  the  rules 
specified  in  Subchapter  D,  Title  9. 

(h)  The  data  specified  under  this 
section  to  accompany  a  labeling 
application  shall  be  submitted  on 
separate  sheets,  suitably  identified.  If 
such  data  has  already  been  submitted 
with  an  earlier  labeling  application  from 
the  applicant,  the  present  labeling 
application  must  provide  the  data. 

(i)  The  labeling  application  must  be 
signed  by  the  applicant  or  by  his  or  her 
attorney  or  agent,  or  (if  a  corporation)  by 
an  authorized  official. 

(j)  The  labeling  application  shall 
include  a  statement  signed  by  the 
person  responsible  for  the  labeling 
application,  that  to  the  best  of  his  or  her 
knowledge,  it  is  a  representative  and 
balanced  submission  that  includes 
unfavorable  information,  as  well  as 
favorable  information,  known  to  him  or 
her  pertinent  to  the  evaluation  of  the 
labeling  application. 

(kid)  Labeling  appUcations  for  a  new 
nutrient  content  claim  shall  be 
accompanied  by  the  following  data 
which  shall  be  submitted  in  the 
following  form  to  the  Director,  Food 
Labeling  Division,  Regulatory  Programs, 
Food  Safety  and  Inspection  Service. 
Washington,  DC  20250: 


and  data  and  information  to  the  extent 
necessary  to  demonstrate  that  consumers  can 
be  expected  to  imderstand  the  meanii«  of  the 
term  under  the  {Hoposed  conditions  of  use. 
(iii)  Analytical  data  that  demonstrates  the 
amount  of  the  nutrient  that  is  present  in  the 
products  for  which  the  claim  is  intended. 
The  assays  should  be  performed  on 
representative  samples  in  accordance  with 
381.409(h).  If  no  USDA  or  AOAC  methods 
are  available,  the  applicant  shall  submit  the 
assay  method  used,  and  data  establishing  the 
validity  of  the  method  for  assaying  the 
nutrient  in  the  particular  food.  The 
validation  data  shall  include  a  statistical 
analysis  of  the  analytical  and  product 
variability. 

(iv)  A  deUiled  analysis  of  the  potential 
effect  of  the  use  of  the  proposed  claim  on 
food  coDsumptioD,  and  any  corresponding 
changes  in  nutrient  intake.  The  analysis  shall 
specifically  address  the  intake  of  nutrients 
that  have  beneficial  and  negative 
consequences  in  the  total  diet.  If  the  claim  is 
intended  for  a  specific  group  within  the 
population,  the  above  analysis  shall 
specifically  address  the  dietary  practices  of 
such  group,  and  shall  include  data  sufficient 
to  demonstrate  that  the  dietary  analysis  is 
representative  of  such  group. 

Yours  very  truly. 

Applicant ——^ 

By 


(Date) 
The  undersigned. 


sulmiits 


this  labeling  application  pursuant  to  9  CFR 
381.469  wiSi  respect  to  (statement  of  the 
claim  and  its  proposed  use). 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  identifying  the  nutrient 
content  claim  and  the  nutrient  that  the  term 
is  intended  to  characterize  with  respect  to  the 
level  of  such  nutrient.  The  statement  shall 
address  why  the  use  of  the  term  as  proposed 
will  not  be  misleading.  The  statement  shall 
provide  examples  of  the  nutrient  content 
claim  as  it  will  Im  used  on  labels  or  lalMling, 
as  well  as  the  types  of  products  on  which  the 
claim  will  be  used.  The  statement  shall  also 
specify  the  level  at  which  the  nutrient  must 
be  present  or  what  other  conditions 
concerning  the  product  must  be  met  for  the 
appropriate  use  of  the  term  in  labels  or 
labeling,  as  well  as  any  factors  that  would 
make  the  use  of  the  term  inappropriate. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the  food 
component  characterized  by  the  claim  is  of 
importance  in  human  nutrition  by  virtue  of 
its  presence  or  absence  at  the  levels  that  siich 
claim  would  describe.  This  explanation  shall 
also  state  what  nutritional  benefit  to  the 
public  will  derive  from  use  of  the  claim  as 
proposed  and  why  such  benefit  is  not 
available  through  the  use  of  existing  terms 
defined  by  regulation.  If  the  claim  is 
intended  for  a  specific  group  within  the 
population,  the  analysis  shall  specifically 
address  nutritional  needs  of  such  group,  and 
scientific  data  sufBcient  for  such  purpose. 


(Indicate  authority) 

(2)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  application  was 
received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
undergoing  Agency  review  and  that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  fior 
further  review  or  deny  the  labeling 
application. 

(3)  Up9n  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agencv  shall  notify 
the  applicant,  in  writing,  that  the 
labeling  application  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeling  appUcation  is 
summarily  denied  by  the  Administrator, 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  nutrient  content  claini  is  £alse 
or  misleading.  The  notification  letter 
shall  inform  the  applicant  that  the 
applicant  may  submit  a  written 
statement  by  way  of  answer  to  the 
notification,  and  that  the  applicant  shall 
have  the  right  to  request  a  hearing  with 
respect  to  me  merits  or  validity  of  the 
Administrator's  decision  to  deny  the  use 
of  the  proposed  nutrient  content  claim. 

(i)  u  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
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files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  (rf 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Qerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  bearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportimity  for  appeal  to  the 
Department's  Judicial  OfficOT.  who  shall 
maxe  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  which  the 
applicant  has  its  principal  place  of 
business  or  to  the  United  ^tes  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit. 

(S)  If  the  labeling  application  is  not 
summarily  denied  by  tht>  Administrator, 
the  Administrator  shall  publish  in  the 
Federal  Register  a  proposed  rule  to 
amend  the  regulations  to  authorize  the 
use  of  the  nutrient  content  claim.  The 

Etroposal  shall  also  summarize  the 
abeling  application,  including  where 
the  supporting  documentation  can  be 
reviewed.  Hie  Administrator's  proposed 
rule  shall  seek  comment  firom 
consumers,  the  industry,  consimier  and 
industry  groups,  and  other  interested 
persons  on  the  labelins  application  and 
the  use  of  the  proposed  nutrient  content 
claim.  After  public  comment  has  been 
received  and  reviewed  by  the  Agency, 
the  Administrator  shall  make  a 
determination  on  whether  the  proposed 
nutrient  content  claim  shall  be 
approved  for  use  on  the  labeling  of 
poultnr  products. 

(i)  It  the  claim  is  denied  by  the 
Administrator,  the  Agency  shall  notify 
the  appUcant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reason  why  the 
claim  on  the  labeling  was  determined  by 
the  Agency  to  be  false  or  misleading. 
The  notification  letter  shall  also  inform 
the  appUcant  that  the  applicant  may 
submit  a  written  statement  by  way  of 
answer  to  the  notification,  and  that  the 
applicant  shall  have  the  right  to  request 
a  hearing  with  respect  to  the  merits  or 
vaUdity  of  the  Administrator's  decision 
to  deny  the  use  of  the  proposed  nutrient 
content  claim. 

(A)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 


determination  to  be  correct,  the 
Administrator  shall  file  wi^  the 
Hearing  Clerk  of  the  Department  the 
notifice^on,  answer,  and  the  request  for 
a  hearing,  vdiidi  shall  constitute  the 
complaint  and  answer  in  the 
proc»eding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  the  notice 
of  such  final  determination,  the 
applicant  appeals  to  the  United  States 
Court  of  Appeals  for  the  circuit  in 
which  the  applicant  has  its  principal 
place  of  business  or  to  the  United  States 
Court  of  Appeals  for  the  IXstrict  of 
Columbia  Circuit. 

(ii)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  appUcant.  in 
writing,  and  shall  also  pubUsh  in  the 
Federal  Register  a  final  rule  amending 
the  regulations  to  authorize  the  use  of 
the  claim. 

(1)(1)  Labeling  appUcations  for  a 
synonymous  term  waU  be  accompanied 
by  the  following  data  which  shall  be 
submitted  in  the  following  form  to  the 
Director,  Food  Labeling  Division, 
Regulatory  Programs,  Food  Safety  and 
Inspection  Service.  Washington,  DC 
20250: 


(Date) 
The  undersigned, . 


submits 


this  labeling  application  pursuant  to  9  CFR 
381.469  witii  respect  to  (statement  of  the 
synonymous  terai  and  its  proposed  use  in  a 
nutrient  content  claim  that  is  consistent  with 
an  existing  term  that  has  been  defined  under 
subpart  Y  of  part  3S1). 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  identifying  the  synonymous 
term,  the  existing  tenn  defined  by  a 
regulation  with  which  the  synonymous  term 
is  claimed  to  be  consistent,  and  the  nutrient 
that  the  temi  is  intended  to  characterize  the 
level  of.  The  statement  shall  address  why  the 
use  of  the  synonymous  terai  as  proposed  will 
not  be  misleading.  The  statement  shall 
provide  examples  of  the  nutrient  content 
claim  as  it  will  be  used  on  labels  or  labeling, 
as  well  as  the  types  of  products  on  which  the 
claim  will  be  used.  The  statement  shall  also 
specify  whether  any  limitations  not 
applicable  to  the  use  of  the  defined  terai  are 
intended  to  apply  to  the  use  of  the 
synonymous  term. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the 
proposed  temi  is  requested,  including 
whether  the  existing  defined  temi  is 
inadequate  for  the  purpose  of  effecdvely 


diancterizins  the  level  of  a  nutrient  This 
explanation  Mall  also  state  whet  nutritional 
benefit  to  the  public  will  derive  finom  use  of 
the  claim  as  proposed,  and  yihy  such  banefit 
is  not  available  through  use  of  existing  lenns 
defined  by  regulation.  If  the  claim  is 
intended  for  a  specific  group  vridiin  the 
population,  the  analysis  shall  specifically 
address  nutritional  needs  of  such  group, 
scientific  data  sufficient  for  such  purpose, 
and  data  and  information  to  the  extent 
necessary  to  demonstrate  that  consumers  can 
be  expected  to  understand  the  meaning  of  the 
temi  under  the  proposed  conditions  of  use. 
Yours  very  truly. 

Applicant 

By   

(Indicate  authority) 

(2)  Upon  receipt  of  the  labeling 
appUcation  and  supporting 
documentation,  the  appUcant  shall  be 
notified,  in  writing  of  the  date  on 
which  the  labeling  appUcation  was 
received.  Such  notice  shall  inform  the 
appUcant  that  the  labeling  appUcation  is 
undergoing  Agency  review  and  that  the 
appUcant  shall  subsequentiy  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
appUcation. 

l3)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agenqr  riiall  notify 
the  appUcant.  in  vrriting.  that  the 
labeling  appUcation  is  either  being 
considered  for  further  review  or  that  it     - 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeling  appUcation  is 
summarily  denied  by  the  Administratfur, 
the  written  notification  shaU  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  synonymous  term  is  false  m 
misleading.  The  notification  letter  shall 
inform  the  appUcant  that  the  appUcant 
may  submit  a  written  statement  oy  way 
of  answer  to  the  notification,  and  that 
the  appUcant  shall  have  the  right  to 
request  a  hearing  with  respect  to  the 
merits  or  vaUdity  of  the  Administrator's 
decision  to  deny  the  use  of  the  proposed 
synonymous  term. 

(i)  If  the  appUcant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  aftw  review  (rf 
the  answer,  determines  the  initial 
determination  to  be  camCt,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  whidi  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shaU  thereafter  be 
conducted  in  accordance  with  the 
'  Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 


684  Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  which  the 
apphcant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit. 

(5)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  publish  in  the  Federal 
Register  a  notice  informing  the  public 
that  the  synonymous  term  has  bneen 
approved  for  use. 

(m)(l)  Labeling  applications  for  the 
use  of  an  implied  nutrient  content  claim 
in  a  brand  name  shall  be  accompanied 
by  the  following  data  which  shall  be 
submitted  in  the  following  form  to  the 
Director,  Food  Labeling  Division. 
Regulatory  Programs.  Food  Safety  and 
Inspection  Service.  Washington.  DC 
20250: 


(Date) 
The  undersigned, . 


submits 


this  labeling  application  pursuant  to  9  CFR 
381.469  with  respect  to  (statement  of  the 
implied  nutrient  content  claim  and  its 
proposed  use  in  a  brand  name). 

Attached  hereto,  in  quadruplicate,  or  on  a 
computer  disc  copy,  and  constituting  a  part 
of  this  labeling  application,  are  the  following: 

(i)  A  statement  identifying  the  implied 
nutrient  content  claim,  the  nutrient  the  claim 
is  intended  to  characterize,  the 
corresponding  term  for  characterizing  the 
level  of  such  nutrient  as  defined  by  a 
regulation,  and  the  brand  name  of  which  the 
implied  claim  is  intended  to  l>e  a  part.  The 
statement  shall  address  why  the  use  of  the 
brand-name  as  proposed  will  not  be 
misleading.  The  statement  shall  provide 
examples  of  the  types  of  products  on  which 
the  brand  name  will  appear.  It  shall  also 
include  data  showing  that  the  actual  level  of 
the  nutrient  in  the  food  would  qualify  the 
label  of  the  product  to  bear  the  corresponding 
term  defined  by  regulation.  Assay  methods 
used  to  determine  the  level  of  a  nutrient  shall 
meet  the  requirements  stated  under  lal>eling 
application  format  in  paragraph  (k)(l)(lii)  of 
this  section. 

(ii)  A  detailed  explanation  supported  by 
any  necessary  data  of  why  use  of  the 
proposed  brand  name  is  requested.  This 
explanation  shall  also  state  what  nutritional 
benefit  to  the  public  will  derive  from  use  of 
the  brand  name  as  proposed.  If  the  branded 
product  is  intended  for  a  specific  group 
within  thr  population,  the  analysis  shall 
specificdlly  address  nutritional  needs  of  such 
group  and  scientific  data  sufficient  for  such 
purpose. 

Yours  very  truly. 

Applicant  — — 

By  


(2)  Upon  receipt  of  the  labeling 
application  and  supporting 
documentation,  the  applicant  shall  be 
notified,  in  writing,  of  the  date  on 
which  the  labeling  application  was 
received.  Such  notice  shall  inform  the 
applicant  that  the  labeling  application  is 
undergoing  Agency  review  and  that  the 
applicant  shall  subsequently  be  notified 
of  the  Agency's  decision  to  consider  for 
further  review  or  deny  the  labeling 
application. 

13)  Upon  review  of  the  labeling 
application  and  supporting 
documentation,  the  Agency  shall  notify 
the  applicant,  in  writing,  that  the 
labeling  application  is  either  being 
considered  for  further  review  or  that  it 
has  been  summarily  denied  by  the 
Administrator. 

(4)  If  the  labeling  application  is 
summarily  denied  oy  tne  Administrator, 
the  written  notification  shall  state  the 
reasons  therefor,  including  why  the 
Agency  has  determined  that  the 
proposed  implied  nutrient  content 
claim  is  folse  or  misleading.  The 
notification  letter  shall  inform  the 
applicant  that  the  aoplicant  may  submit 
a  written  statement  by  way  of  answer  to 
the  notification,  and  that  the  applicant 
shall  have  the  right  to  request  a  hearing 
with  respect  to  the  merits  or  validity  of 
the  Administrator's  decision  to  deny  the 
use  of  the  proposed  impUed  nutrient 
content  claim. 

(i)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(li)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  notice  of 
such  final  determination,  the  applicant 
appeals  to  the  United  States  Court  of 
Appeals  for  the  circuit  in  which  the 
apphcant  has  its  principal  place  of 
business  or  to  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Qrcuit. 

(5)  If  the  labeling  application  is  not 
summarily  denied  by  the  Administrator, 
the  Administrator  shall  pubUsh  a  notice 
of  the  labeling  application  in  the 


Federal  Regiater  seeking  a  comment  on 
the  use  of  the  implied  nutrient  content 
claim.  The  notice  shall  also  summarize 
the  labeling  application,  including 
where  the  supporting  doc\unentati(Hi 
can  be  reviewed.  The  Administrator's 
notice  rule  shall  seek  comment  from 
consumers,  the  industry,  consimier  and 
industry  groups,  and  oliier  interested 
persons  on  the  labeling  application  and 
the  use  of  the  implied  nutrient  content 
claim.  After  public  comment  has  been 
received  and  reviewed  by  the  Agency, 
the  Administrator  shall  make  a 
determination  on  whether  the  implied 
nutrient  content  claim  shall  be 
approved  for  use  on  the  labeling  of 
poultry  products. 

(i)  If  the  claim  is  denied  by  the    » 
Administrator,  the  Agency  shall  notify 
the  applicant,  in  writing,  of  the  basis  for 
the  denial,  including  the  reason  why  the 
claim  on  the  labeling  was  determined  by 
the  Agency  to  be  falw  or  misleading. 
The  notification  letter  shall  also  inform 
the  applicant  that  the  apphcant  may 
submit  a  written  statement  by  way  of 
answer  to  the  notification,  and  that  the 
applicant  shall  have  the  right  to  request 
a  hearing  with  respect  to  the  merits  or 
validity  of  the  Administrator's  decision 
to  deny  the  use  of  the  proposed  implied 
nutrient  content  claim. 

(A)  If  the  applicant  fails  to  accept  the 
determination  of  the  Administrator  and 
files  an  answer  and  requests  a  hearing, 
and  the  Administrator,  after  review  of 
the  answer,  determines  the  initial 
determination  to  be  correct,  the 
Administrator  shall  file  with  the 
Hearing  Clerk  of  the  Department  the 
notification,  answer,  and  the  request  for 
a  hearing,  which  shall  constitute  the 
complaint  and  answer  in  the 
proceeding,  which  shall  thereafter  be 
conducted  in  accordance  with  the 
Department's  Uniform  Rules  of  Practice. 

(B)  The  hearing  shall  be  conducted 
before  an  administrative  law  judge  with 
the  opportunity  for  appeal  to  the 
Department's  Judicial  Officer,  who  shall 
make  the  final  determination  for  the 
Secretary.  Any  such  determination  by 
the  Secretary  shall  be  conclusive  unless, 
within  30  days  after  receipt  of  the  notice 
of  such  final  determination,  the 
applicant  appeals  to  the  United  States 
Court  of  Appeals  for  the  circuit  in 
which  the  appUcant  has  its  principal 
place  of  business  or  to  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit. 

(ii)  If  the  claim  is  approved,  the 
Agency  shall  notify  the  applicant,  in 
writing,  and  shall  also  publish  in  the 
Federal  Register  a  notice  informing  the 
public  that  the  implied  nutrient  content 
claim  has  been  approved  for  use. 
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S381.470-381.479    [RMWrvad] 

S381.480    Lab«i  statMMnts  relating  to 
UMfulncM  in  rsdueing  or  maintaining  body 
wwight- 

(a)  General  requirements.  Any 
product  that  purports  to  be  or  is 
represented  for  special  dietary  use 
because  of  usefiimess  in  reducing  body 
weieht  shall  bear: 

(Ij  Nutrition  labeling  in  conformity 
with  §  381.409  of  this  subpart,  imless 
exempt  under  that  section,  and 

{2)  A  conspicuous  statement  of  the 
basis  upon  which  the  product  claims  to 
be  of  special  dietary  usefulness. 

(b)  Nonnutritive  ingredients.  (1)  Any 
product  subject  to  paragraph  (a)  of  this 
section  that  achieves  its  special  dietary 
usefulness  by  use  of  a  nonnutritive 
ingredient  (i.e..  one  not  utilized  in 
normal  metabolism)  shall  bear  on  its 
label  a  statement  that  it  contains  a 
nonnutritive  ingredient  and  the 
percentage  by  weight  of  the  nonnutritive 
ineredient. 

(2)  A  special  dietary  product  may 
contain  a  nonnutritive  sweetener  or 
other  ingredient  only  if  the  ingredient  is 
safe  for  use  in  the  product  imder  the 
applicable  law  and  regulations  of  this 
chapter.  Any  product  that  achieves  its 
special  dietary  usefolness  in  reducing  or 
maintaining  body  weight  through  the 
use  of  a  nonnutritive  sweetener  shall 
bear  on  its  label  the  statement  required 
by  paragraph  (b)(1)  of  this  section,  but 
need  not  state  the  percentage  by  weight 
of  the  nonnutritive  sweetener.  If  a 
nutritive  sweetener(s)  as  well  as 
nonnutritive  sweetener(s)  is  added,  the 
statement  shall  indicate  the  presence  of 
both  types  of  sweetener;  e.g.. 
"Sweetened  with  nutritive  sweetener(s) 
and  nonnutritive  sweeteners)." 

[c)"Low calorie"  foods.  A  product 
purporting  to  be  "low  calorie"  must 
comply  with  the  criteria  set  forth  for 
such  foods  in  §  381.460(b)  (2)  and  (3). 

(d)  "Reduced  calorie"  foods  and  other 
comparative  claims.  A  product 
purporting  to  be  "reduced  calorie"  or 


otherwise  containing  fewer  calories  than 
a  reference  food  must  comply  with  the 
criteria  set  forth  for  such  foods  in 
S  387.460(b)  (4)  and  (5). 

fi3«1.481-381.489    [flassrVd] 

1381.500   Exwnption  from  nutrition 
iabaling. 

(a)  llie  following  poultry  food 

Eroducts  are  exempt  from  nutrition 
ibeling: 

(1)  Products  produced  by  small 
businesses,  provided  that  the  labels  for 
these  products  bear  no  nutrition  claims 
or  nutrition  information, 

(i)  A  food  product,  for  purposes  of  the 
small  business  exemption,  is  defined  as 
a  formulation,  not  including  distinct 
flavors  which  do  not  significantly  alter 
the  nutritional  profile,  sold  in  any  size 
package  in  commerce. 

(ii)  For  purposes  of  this  paragraph,  a 
small  business  is  any  single-plant 
facility  or  multi-plant  company/firm 
that  employs  500  or  fewer  people  and 
produces  no  more  than  the  following 
amoimts  of  pounds  of  the  product 
qualifying  the  firm  for  exemption  from 
this  subpart:  j 

(A)  During  the  first  year  of      i 
implementation  of  nutrition  labeling, 
from  July  1994  to  July  1995,  250,000 
pounds  or  less, 

(B)  During  the  second  year  of 
implementation  of  nutrition  labeling, 
from  July  1995  to  July  1996, 175,000 
poimds  or  less,  and 

(C)  During  the  third  year  of 
implementation  and  subsequent  years 
thereafter,  100,000  poimds  or  less. 

(2)  Products  intended  for  further 
processing,  provided  that  the  labels  for 
these  products  bear  no  nutrition  claims 
or  nutrition  information, 

(3)  Products  that  are  not  for  sale  to 
consimiers,  provided  that  the  labels  for 
these  products  bear  no  nutrition  claims 
or  nutrition  information,  •• 

(4)  Products  in  small  packages  that  are 
individually  wrapped  packages  of  less 
than  ^/z  ounce  net  weight,  provided  that 


the  labels  for  these  products  bear  no 
nutrition  claims  or  nutrition 
information, 

(5)  Products  custom  slaughtered  or 
prepared, 

(6)  Products  intended  for  export,  and 

(7)  The  following  products  prepared 
and  served  or  sold  at  retail  provided 
that  the  labels  or  the  labeling  of  these 
products  bear  no  nutrition  claims  or 
nutrition  information: 

(i)  Ready-to-eat  products  that  are 
packaged  or  portioned  at  a  retail  store  or 
similar  retail-type  establishment;  and 

(ii)  Multi-ingredient  products  (e.g. 
sausage)  processed  at  a  retail  store  or 
similar  retail-type  establishment. 

(b)  Restaurant  menus  generally  do  not 
constitute  labeling  or  fall  within  the 
scope  of  these  regulations. 

(c)  Foods  represented  to  be 
specifically  for  infants  and  children  less 
than  2  years  of  age  shall  bear  nutrition 
labeling,  except  such  labeling  shall  not 
include  calories  from  fat,  calories  from 
saturated  fat,  satiuated  fat, 
polyimsaturated  fat,  monounsatiirated 
fat,  and  cholesterol.  Foods  represented 
to  be  specifically  for  infants  and 
children  less  than  4  years  of  age  shall 
bear  nutrition  labeling,  except  that  such 
labeling  shall  not  include  listings  of 
percent  of  daily  value  and  the  daily 
value  Ust.  Nutrient  names  and 
quantitative  amoimts  by  weight  shall  be 
presented  in  two  separate  cohmms. 

Done  at  Washington,  DC,  on:  December  24, 

1992. 

fLRoMellGraM, 

Administrator,  Food  Safety  and  Inspection 

Service. 

(PR  Doc.  93-29  Filed  1-5-93;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 
Food  Safety  and  Inspection  Servica 
9  CFR  Parts  317  and  381 

[Docfcat  No.  91-006fM1LTH] 


mN0S83-AB34 

Nutrition  Labeling:  Use  of  "Healthy" 
and  Similar  Terms  on  Meat  and  Poultry 
Product  Labeling 

AGENCY:  Food  Safety  and  Inspection 

Service.  USDA. 

ACnON;  Proposed  rule. 

summary:  The  Food  Safety  and 
Inspection  Service  is  proposing  to 
amend  the  Federal  meat  and  poultry 
products  inspection  regulations  to 
permit  the  use  of  the  term  "healthy"  or 
any  other  derivative  of  the  term 
"healthy."  such  as  "healthful"  or 
"healthier."  on  the  labeUng  of  meat  and 
poultry  products.  FSIS  is  engaging  in 
rulemaking  proceedings  to  establish 
nutrition  labeling  regulations  for  meat 
and  poultry  products.  This  action  is 
intended  to  provide  consumers  with 
accurate,  informative  labeling  on  meat 
and  poultry  products. 
DATES:  Comments  must  be  received  on 
or  before  February  5. 1993. 
ADDRESSES:  Written  comments  to: 
Policy  Office.  ATTN:  Linda  CarBy.  FSIS 
Hearing  Clerk.  Room  3171.  South 
Building,  Food  Safety  and  Inspection 
Service.  U.S.  Department  of  Agriculture. 
Washington.  DC  20250.  Oral  comments 
as  provided  by  the  Poultry  Products 
Inspection  Act  should  be  directed  to: 
Mi.  Charles  R.  Edwards  at  (202)  205- 
0080.  (See  also  "Comments"  under 
"SUPPLEMENTARY  MFORMATKMl**) 
FOR  FURTHER  StfORMATION  CONTACT: 
Charles  R.  Edwards,  Director.  Product 
Assessment  Division.  Regulatory 
Programs,  Food  Safety  end  Inspection 
Service,  U.S.  Department  of  Agriculture. 
Washington.  DC  20250.  (202)  205-0080. 
SUPPt.EMENTARY  MFORMATION:  The 
Agency  advises  that  it  intends  to  make 
any  final  rule  that  derives  from  this 
rulemaking  effective  the  same  effective 
date  as  the  final  rule  titled.  "Nutrition 
Labeling  of  Meat  and  Poultry  Products" 
(published  elsewhere  in  this  issue  of  the 
Federal  Register).  If.  for  some  reason,  a 
final  rule  on  "healthy"  and  similar 
terms  is  not  issued  in  time  to  meet  the 
same  effective  date  as  FSIS's  final  rule 
on  nutrition  labeling,  the  use  of 
"healthy"  and  similar  terms  would  be 
subject  to  the  nutrient  content  claim 
provisions  set  forth  in  the  final  rule  on 
nutrition  labeling. 


ExMadhre  Or^M- 12291  and  EflBct  on 
SmaM  EatMies 

FSIS  is  publishing  elsewhere  in  this 
issue  of  the  Federal  Register  a  final  rale 
on  nutrition  labeling  of  meat  end 
poultry  products.  The  rule  was 
reviewed  under  USDA  procedures 
established  to  implement  Execntivs 
Order  12291  and  was  classiSad  •»  a 
major  rule  pursuant  to  sectioo  l(bXl)  of 
that  order  because  it  is  likely  to  result 
in  an  armual  effect  on  the  economy  of 
$100  million  or  more.  The  review  is 
reported  in  a  Final  Regulatory  Impad 
Analysis  (FRIA)  which  is  available  iar 
review  in  the  FSIS  Hearing  deck's 
office.  The  FIUA  also  satisfies  the 
analysis  requirements  of  the  ReguUloiy 
Flexibility  Act  (Pub.  L.  96-354,  5  U.S.C 
601  et  seq.)  which  deals  writh  the  efisot 
on  small  entities. 

This  proposed  rule  Is  one  eleaiant  of 
the  overall  nutrition  labeling 
rulemaking  which  was  considered  in 
the  FRIA.  A  summary  of  the  FRIA  can 
be  found  in  the  Agency's  final  rule  on 
nutrition  labeling  published  elseu^iere 
in  this  issue  of  the  Federal  Kegirtar. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
pursuant  to  Executive  Order  12778. 
Civil  Justice  Reform.  This  proposed  rule 
seeks  comments  on  provisions  for 
permitting  the  use  of  the  term  "healthy" 
or  any  other  derivative  of  the  term 
"heahh"  on  the  labeling  of  mast  and 
poultry  products. 

This  proposed  rule  concerns  iahding 
of  meat  and  poultry  products.  States  and 
local  jurisdictions  are  preempted  tinder 
the  Federal  Meat  Inspection  Act  (FMIA) 
and  the  Poultry  Products  Inspetition  Act 
(PPIA)  from  imposing  any  maridng. 
labeling,  packaging,  or  ingredient 
requiremunts  on  federally  inspectad 
meet  or  poultry  products  that  are  ia 
addition  to.  or  different  than,  those 
imposed  under  the  FMIA  or  the  PPIA. 
States  and  local  jurisdictions  may, 
however,  exercise  concurrent 
jurisdiction  over  meat  and  poultiy 
products  that  are  outside  officii 
establishments  for  the  purpose  of 
preventing  the  distribution  of  meet  and 
poultry  products  that  are  misbranded  or 
adulterated  under  the  FMIA  or  PPIA,  or. 
in  the  case  of  imported  articles,  whicli 
are  not  at  such  an  establishment,  after 
their  entry  into  the  United  States.  Under 
the  FMIA  and  the  PPIA.  Stales  thai 
maintain  meat  and  poultry  inspection 
programs  must  impose  reqoiremeiats  on 
State  inspected  products  and 
establishments  that  are  at  least  equal  to 
those  imposed  on  federally  iasiwrlad 
products  and  establishments 
FMIA  or  PPIA.  These  States  may. 


however,  impose  more  stringent 
requirements  on  such  State  hispected 
products  and  establishments. 

If  adopted,  no  retroactive  effect  would 
be  given  to  this  proposed  rule,  and 
applicable  administrative  procedures 
must  be  exhausted  before  any  judicial 
challenge  to  its  provisions  or  their 
application.  Those  administrative 
procedures  are  set  forth  in  the  rules  of 
pcactice  governing  proceediiigs  for 
labeling  determinations  at  9  CFR  parts 
335  and  381.  subpart  W. 

Paperwork  Requirements 

This  proposed  rule  specifies  the 
regulations  permitting  the  use  of  the 
tarm  "healthy."  or  any  other  derivative 
of  the  term  "health"  on  the  labeling  of 
meat  and  poultry  products. 

The  paperwork  requirements 
contained  in  this  proposed  rule  were 
incorporated  into  the  Information 
Collection  Request  on  Nutrition 
Labeling  of  Meat  and  Poultry  Products 
which  has  been  submitted  to  the  Office 
of  Management  and  Budget. 

Regulatory  Reform 

Less  Burdensome  or  More  Efficient 
Alternatives 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Thoefore,  where  legal  discretion 
pennits.  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  understand,  use  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President's  Bush's  January  28. 1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
fullest  extent  possible,  consistent  with 
law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accofdance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
■heraative  that  would  accomplish  the 
IMuposes  described  m  the  proposal. 
Such  comments  should  be  addressed  to 
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the  Agency  as  provided  in  the 
"Comments"  section  below. 

Comments 

Interested  persons  are  invited  to 
submit  comments  concerning  this 
proposed  rule.  Written  comments 
should  be  sent  to  the  Policy  Office  and 
refer  to  Docket  No.  91-O06P-HLTH. 
Any  person  desiring  an  opportunity  for 
an  oral  presentation  of  views  as 

Erovided  by  the  Poultry  Products 
ispection  Act  should  make  such 
request  to  Charles  R.  Edwards  so  that 
arrangements  can  be  made  for  such 
views  to  be  presented.  A  record  will  be 
made  of  all  views  orally  presented.  All 
comments  submitted  in  response  to  this 
proposed  rule  will  be  available  for 
public  inspection  in  the  Policy  Office 
rrom  9  a.m.  to  12:30  p.m.  and  from  1:30 
p.m.  to  4  p.m.,  Monday  through  Friday. 

Background 

On  November  27, 1991,  FSIS 
published  in  the  Federal  Register  a 

proposed  rule  entitled  "Nutrition 
Labeling  of  Meat  and  Poultry  Products" 
(56  FR  60302).  In  addition  to  proposing 
spedRc  regulations  for  nutrition 
labeling,  the  Agency  solicited  comments 
on  the  appropriateness  and  usefulness 
of  the  term  "healthy"  on  the  labeling  of 
meal-type  products,  and  requested 
specific  information  on  the  criteria  for 
the  use  of  such  term.  The  proposed  rule 
would  permit  voluntary  nutrition 
labeling  on  single-ingredient,  raw  meat 
and  poultry  products,  and  would 
establish  mandatory  nutrition  labeling 
for  most  processed  meat  and  poultry 
products. 

Published  elsewhere  in  this  issue  of 
the  Federal  Register  is  FSIS's  final  rule 
on  nutrition  labeling,  which  does  not 
contain  regulatory  provisions  covering 
the  use  of  the  term  "healthy."  Because 
the  public  has  not  been  afforded  the 
opportunity  to  comment  on  the 
regulatory  provisions  proposed  herein, 
FSIS  is  issuing  this  proposed  rule  to 
allow  public  comment  prior  to  issuing 
a  final  rule.  The  following  discussion 
addresses  the  use  of  the  term  "healthy" 
on  meat  and  poultry  products,  the 
comments  received  in  response  to  the 
proposal  relevant  to  this  issue,  and  the 
regulatory  provisions  established  to 
respond  to  the  concerns  of  the  issue. 

As  previously  mentioned,  FSIS 
solicited  comments,  in  its  November 
1991  proposal,  on  the  use  of  the  term 
"healthy"  on  labeling  of  meal-type 
products.  FSIS  stated  in  the  proposal 
that  nutrient  content  claims  not  defined 
by  regulation  that  appear  as  part  of  the 
brand  name  may  be  used  on  the  label  or 
in  labeling  if  they  are  not  false  or 
misleading  and  only  if  the  brand  name 


was  in  use  prior  to  November  27, 1991 
(publication  date  of  the  proposal).  The 
term  "healthy"  was  not  defined.  The 
Agency  specifically  solicited  comments 
on  how  best  to  determine  when  a  term 
incorporated  into  a  brand  name  should 
be  regulated  as  a  nutrient  content  claim. 

FSIS  included,  in  the  proposal, 
examples  of  products  with  brand  names, 
trade  names,  and  product  lines,  that 
contain  nutrient  content  claims,  which 
may  be  affected  by  the  proposed  rule. 
The  list  of  examples,  which  was  not  all 
inconclusive,  contained  19  such 
products  that  include  the  term 
"healthy"  or  a  derivative  of  the  term 
"health."  including  "Ught  &  Healthy," 
"Healthy  Choice,"  "LeMenu  Healthy," 
"HealthCheck."  "Healthy  Deh,"  and 
"Lean  &  Healthy." 

The  majority  of  the  responses 
received  from  FSIS's  solicitation  for 
comments  on  the  criteria  for  the  term 
"healthy"  suggested  that  the  term  be 
defined  by  meeting  several  criteria. 
Some  comments  suggested  that  the 
products  should  qualify  if  they  meet 
several  of  the  "low"  criteria  for  certain 
nutrients.  Others  recommended  that  the 
term  be  equated  with  controlled 
amounts  of  fat,  saturated  fatty  acids, 
cholesterol,  and  sodium.  A  few 
comments  stated  that,  not  only  should 
the  term  equate  controlled  amounts  of 
fat.  saturated  fatty  acids,  cholesterol, 
and  sodium,  use  of  the  term  should 
meet  the  "high"  definition  for  a  certain 
number  of  micronutrients. 

In  its  final  rule  on  nutrition  labeling, 
FSIS  discusses  the  rationale  and  basis 
for  defining  the  terms  "lean"  and  "extra 
lean."  The  primary  focus  of  the 
Agency's  decision  to  define  these  terms 
was  to  provide  meat  and  poultry 
products  with  nutrient  content  claims 
that  could  be  used  to  distinguish 
between  products  in  that  category  that 
contained  less  fat,  saturated  fatty  acids, 
and  cholesterol.  "Lean"  is  defined  for  a 
product  that  contains  less  than  10  grams 
of  fat,  less  than  4  grams  of  saturated 
fatty  acids,  and  less  than  95  milligrams 
of  cholesterol.  The  Agency  believes  that 
these  levels  are  appropriate 
"disqualifying"  levels  (i.e.,  levels  above 
whicn  would  disqualify  the  food  from 
making  a  health  claim)  to  apply  to  the 
term  "healthy"  because  they  are  based 
on  dietary  recommendations  for 
Americans.  Therefore,  this  proposed 
rule  would  permit  the  term  "healthy"  to 
be  used  on  the  label  of  meat  and  poultry 

[)roducts.  provided  the  product  contains 
ess  than  10  grams  of  fat,  less  than  4 
grams  of  saturated  fatty  acids,  less  than 
95  milligrams  of  cholesterol,  and  less 
than  480  milligrams  of  sodium  per  100 
grams  and  Reference  Amount 
Customarily  Consumed  lor  individual 


foods,  and  per  100  grams  and  labeled 
serving  for  meal-type  products.  In 
addition,  products  bearing  the  term 
"healthy"  must  comply  with  the 
nutrition  label  contents  prescribed  in  9 
CFR  317.309  and  381.409,  and  the 
labeling  of  such  products  must  comply 
with  nutrient  content  claims  provisions, 
prescribed  in  9  CFR  317.313  and 
381.413  (see  FSIS's  final  rule  on 
nutrition  labeling). 

On  November  27, 1991.  the  Food  and 
Drug  Administration  (FDA)  also 
proposed  regulations  to  require 
nutrition  labeling  on  most  foods  that  are 
meaningful  souirces  of  nutrients,  to 
revise  the  list  of  required  nutrients  and 
food  components  and  the  conditions  for 
declaring  them  in  nutrition  labeling, 
and  to  establish  up-to-date  reference 
standards  for  those  nutrients  and  food 
components. 

In  response  to  comments  received  on 
its  general  principles  proposal,  FDA  is 
proposing  a  definition  of  the  term 
"healthy,"  published  elsewhere  in  this 
issue  of  the  Federal  Register.  As 
proposed  by  FDA,  uses  of  the  term 
"healthy"  that  refer  only  to  general 
dietary  guidance,  such  as  "eat  lots  of 
fruits  and  vegetables  for  a  healthy  diet," 
would  not  be  implied  nutrient  content 
claims  and  would  not  be  subject  to  any 
requirements.  FDA  beUeves  that  the 
term  "healthy"  constitutes  an  implied 
nutrient  content  claim  only  when  it 
appears  in  a  nutritional  context,  such  as 
when  the  term  is  associated  with  an 
explicit  or  implicit  claim  or  statement 
about  a  nutrient.  An  example  of 
"healthy"  used  as  an  imphed  claim 
would  be  "Healthy,  contains  5  grams  of 
fat."  The  term  "healthy,"  when  used  in 
this  context,  would  be  subject  to  a 
definition  under  FDA's  proposal. 

Both  FSIS  and  FDA  received 
comments  suggesting  that  the  definition 
for  "healthy"  should  focus  on 
restrictions  for  fat,  saturated  fat,  sodium, 
and  cholesterol,  because  these  nutrients 
are  of  particular  significance  to  public 
health.  The  agencies  are  tentatively  in 
agreement  with  these  comments  and, 
accordingly,  both  FSIS  and  FDA  have 
incorporated  these  four  nutrients  into 
their  proposed  definitions  of  "healthy." 

Many  recommendations  for  healthy 
diets  from  professional  health 
organizations  and  the  U.S.  Dietary 
Guidelines  for  Americans  advise 
choosing  lean  meat  and  poultry  as  a 
means  of  achieving  a  healthy  diet.  Food 
consumption  data  indicates  that  89 
percent  of  Americans  eat  meat  and 
poultry  on  a  daily  basis.  In  its  final  rule 
on  nutrition  labeling,  FSIS  provides 
guidelines  for  the  term  "lean"  that 
include  restricted  levels  of  fat,  saturated 
fat,  and  cholesterol.  FSIS  believes  it  is 
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important  to  coavey  to  conwimera 
consistent  dietary  messajges.  Likewiae, 
from  a  consumer  education  standpoint, 
it  is  essential  to  conununicate  anaiogoua 
massages  concerning  healthy  diets  and 
the  role  meat  and  pouhiy  products  can 
play  in  achieving  oalanced.  healthy 
diets. 

FDA's  definition  for  "healthy"  applies 
to  products  that  do  not  enseed  the 
disqualifying  level  for  sodium  or 
cholesterol  uid  are  low  in  bt  and 
saturated  iaL  Many  cuts  of  meat  and 
poultry  would  not  meet  such  a 
definition.  In  order  to  maintain  a 
consistent  dietary  message.  FSIS 
believes  that  linking  the  definition  of 
"lean"  to  the  definition  of  "healthy"  is 
an  appropriate  connection.  Therefore, 
the  Agency  is  proposing  to  defix»e  the 
term  "healthy"  with  parallel  levels  for 
fat,  saturated  fat,  and  cholesterol  as 
"lean."  above  which  products  would 
not  be  eligible  for  use  of  the  term.  In 
addition,  the  Agency  believes  a  sodium 
requirement  should  be  a  criterion  for 
eligibility  because  FSIS  agrees  with 
comments  received  suggesting  that 
sodium  be  considered  in  defining 
"healthy."  For  the  sodium  requirement. 
FSIS  is  proposing  that  480  milligrams 
would  be  the  Umit.  parallelliqg  FDA's 
sodium  requirement  for  individual 
foods.  The  levels  for  the  term  "healthy" 
would  be  applied  to  both  individual 
foods  and  meal-type  products,  with  the 
criterion  for  individual  foods  per  100 
grams  and  Reference  Amount 
Customahlv  Consumed,  and  per  100 
grams  and  labeled  serving  for  meal-type 
products.  The  Agency  also  believes  that 
any  use  of  the  term  "healthy."  whether 
in  a  brand  name  or  used  in  conjunction 
with  a  nutrient,  must  meet  this 
requirement.  The  Agency  wrill  refer  to 
these  levels  as  "diamialifyinfi"  levels. 

In  comparing  the  FSIS  and  FDA 
disqualifying  levels  for  cholesterol  and 
sodium  for  individual  foods,  the  sodium 
levels  are  the  same  (480  miiligramsh 
however,  the  FSIS  cholesterol  level  of 
95  milligrams  is  slightly  higher  than 
that  of  FDA's  level  of  60  milligrams.  The 
higher  cholesterol  level  is  expected  for 
meat  and  poultry  products  since  these 
products  contain  inherent  cholesterol, 
while  products  regulated  by  FDA 
typically  contain  no  cholesteroL 

In  comparing  the  FSIS  and  FDA 
disqualifying  levels  for  cholesterol  and 
sodium  for  main  dishes.  FDA's 
propoeed  sodium  level  of  720 
milligrams  is  one  and  a  half  times 
higher  than  the  level  proposed  by  FSIS, 
and  FDA's  cholesterol  level  (90 
milligrams)  is  similar.  FDA's  propoeed 
sodium  level  of  960  milligmma  and 
cholesterol  level  of  120  millisrams  are 
higher  than  FSIS'a  proposed  levels  for 


meal-type  producU.  FSIS  specifically 
remieets  commeots  on  its  propoaad 
sodium  and  cholesterol  levels. 

Americans  are  interested  in  lowering 
their  sodium  intake  because  they  are 
increasingly  aware  of  the  role  sodium 
plays  in  hypertension.  Two  nia}or 
public  health  rapoits.  the  Surgeon 
General's  report  on  "Nutrition  and 
Health"  and  the  National  Research 
Council  repot  "Diet  and  Health: 
Implications  far  Redtxang  Chronic 
Disease  Risk"  identify  hi^  blood 
pressure  as  one  of  America's  ten  ma)or 
chronic  diseases  that  are  affected  by 
daily  dietary  patterns. 

Hypertension  is  a  major  risk  factor  for 
heart  disease,  which  is  the  leading  cause 
of  death  in  the  US,,  and  for  stroke,  the 
third  most  frequent  cause  of  death.  In 
addition,  hypertension  is  also  a  problem 
in  renal  failure.  Prevalence  of 
hypertension  increases  with  age  in  the 
U.S.  population  and  is  higher  for  black 
Americans  (3B  percent)  than  for  white 
Americans. 

Although  the  link  between  sodium 
intake  and  high  blood  pressure  is  not 
completefy  understood,  a  committee  of 
the  National  Institute  of  Health's 
National  Heart.  Lung  and  Blood 
Institute  recentfy  issued  new 
recommendations  to  lower  Americans' 
blood  pressure,  including  drastically 
reducing  daily  intake  of  salt. 

The  food  industry  has  responded  to 
this  consumer  interest  by  the 
development  of  a  variety  of  products 
with  lower  sodium  levels.  Since  as 
much  as  80  j>ercent  of  the  salt 
consumed  each  day  by  the  average 
American  comes  from  processed  foods, 
it  is  important  to  continue  to  provide 
incentives  to  the  food  industry  to 
develop  and  market  reduced  sodium 
foods. 

Although  FDA  and  FSIS  define 
"healthy"  dinerenlly.  FSIS  believes  this 
is  one  area  where  it  is  appropriate.  Meat 
and  poultry  products  are  different  from 
other  foods  in  that  all  meat  and  poultiv 
products  contain  fat.  satiuated  fat,  ana 
cholesterol.  In  addition,  cholesterol  is 
not  ubiquitous  in  the  food  supply  but 
only  found  in  foods  of  animal  origin. 

lliis  proposed  rule  would  apply  the 
criteria  for  "healthy"  to  any  term  used 
anywhere  on  the  label  that  includes  the 
term  "health."  This  indudea.  but  is  not 
limited  to.  the  following  terms: 

Health 

Healthy 

Healthful 

Healthfully 

HealthfofaMSS 

Healthier 

Healthiest 

Healthily 


Healthiness 

Thus,  this  propoeed  nile  wouM 
permit  the  use  of  the  term  "healthy"  or 
any  other  derivative  of  the  term 
"health"  under  the  conditions  described 
above. 

LiatofSubieclB 

9CFRPart317 

Food  labeling.  Meet  inspection. 

9  CFR  Part  381 

Food  labeling,  Pouhry  and  poultry 
products. 

The  Propoeed  Rule 

For  the  reasons  discussed  in  the 
preamble,  FSIS  is  proposing  to  amend  9 
CFR  parts  317  and  381  of  tlie  Federal 
meat  and  poultry  products  inspection 
regulations  to  read  as  follows: 

Note:  The  following  proposed  •mendmeols 
are  based  on  the  final  rule  published 
elsewhere  in  this  issue  which  becomes 
effective  |uly  •.  1M4. 

PART  317-4JkBEUNG.  MARKING 
DEVICES,  AND  CONTAINERS 

1.  The  authority  citation  for  part  317 
would  continue  to  read  as  follows: 

Authority:  21  U.S.a  601-«95:  7  CFR  2.17. 
2.55. 

2.  Section  317.309  would  be  amended 
by  adding  a  new  paragraph  (j)  to  read  as 
follows: 

1317.309    NutrWon  label  oontsnt 

(i)  The  terra  "healthy"  or  any  other 
derivative  of  the  term  "health"  may  be 
used  on  the  label  or  in  labeling  of  a  meat 
product,  provided  that: 

(1)  The  product  contains  less  than  10 
grams  of  Cat.  less  than  4  grams  of 
saturated  fatty  acids,  less  than  95 
milligrams  of  cholesterol,  and  less  than 
480  milligrams  of  sodium  per  100  grama 
and  Reference  Amount  Customarily 
Consumed  for  individual  foods,  and  per 
100  grams  and  labeled  serving  for  meal- 
type  products,  as  defined  in  | 
§317.313(1). 

(2)  The  product  is  labeled  in 
compliance  with  this  section,  and 

(3)  The  term  complies  with  the 
requiremenU  of  §  317.313. 

PART  381— 4>OULTRy  PRODUCTS 
INSPECTION  REGULATIONS 

'    3.  The  authority  citation  for  part  381 
would  continQe  to  read  as  followK 

Aolhariljr:  7  U.SXL  45a  21  U.S.C  451- 
47t».7a»K2.17.2.S5. 

4.  SedkMi  381.409  would  be  amended 
by  addinga  new  paragraph  Q)  to  raad  m 
foUowa: 
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1381.409    NutrMon  laM  eonlMiL 

•       *       •        •        • 

())  The  term  "healthy"  or  any  other 
derivative  of  the  term  "health"  may  be 
used  on  the  label  or  in  labeling  of  a 
poultry  product,  provided  that: 

(1)  The  product  contains  less  than  10 
grams  of  fat.  less  than  4  grams  of 
saturated  fatty  adds,  less  than  95 
milligrams  of  cholesterol,  and  less  than 
480  milligrams  of  sodium  per  100  grams 


and  Reference  Amoiuit  Customarily 
Consumed  for  individual  foods,  and  per 
100  grams  and  labeled  serving  for  meal- 
type  products,  as  defined  in 
§381.413(1). 

(2)  The  product  is  labeled  in 
compliance  with  this  section,  and 

(3)  The  term  complies  with  the 
requirement  of  §  381.413. 


Done  at  Washington,  DC.  on:  Dec8inb«r  24, 
1992. 
H.  RusmII  OoM, 

Administrator,  Pood  Safety  and  Inspection 

Service. 

[FR  Doc  93-28  Filed  1-5-93;  8:45  am] 
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21  CFR  Part  1,  et  al. 
Food  Lat}eling;  General  Provisions; 
Nutrition  Labeling;  Lal)el  Format;  Nutrient 
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Labeling;  State  and  Local  Requirements; 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part*  5, 20, 100, 101. 105,  and 

130 

[Ooeiwt  No.  92N-0440] 

Food  Labeling  Regulation* 
Implementing  the  Nutrition  LatMling 
and  Education  Act  of  1990; 
Opportunity  for  Comments 

agency:  Food  and  Drug  Administration. 

HHS. 

action:  Final  rule:  opportunity  for 

comments. 


SUtMlARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  it  is  revoking  the  regulations 
implementing  section  403(q)  and  (r)  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (the  act),  and  the  lists  implementing 
section  6  of  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments),  that  were  considered 
final  by  operation  of  law  as  of  November 
8. 1992  (hereinafter  referred  to  as  the 
November  8  regulations).  Elsewhere  in 
this  issue  of  the  Federal  Roister.  FDA 
is  adopting  final  rules  based  on  public 
comment  to  replace  the  November  8 
regulations.  FDA  is  taking  this  action  to 
ensure  that  the  final  regulations  that 
implement  the  1990  amendments  are 
those  based  on  full  public  comment. 
and  that  those  regulations  are  put  in 
place  without  delay. 
DATES:  Effective  January  6. 1993. 
Comments  by  February  5, 1993. 
ADDRESSES:  Submit  written  comments 
to  the  Dockets  Management  Branch 
(HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857. 
FOR  FURTHER  MFORMATION  CONTACT: 
Frank  E.  Scarbrough.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
150).  Food  and  Drug  Administration. 
200  C  St.  SW..  Washington.  DC  20204. 
202-205-4561. 
SUPPt.EMENTARY  INFORMAIKM: 

I.  Background 

On  November  8. 1990,  President  Bush 
signed  the  1990  amendments  into  law. 
Sections  2.  3.  and  6  of  the  1990 
amendments  gave  FDA  24  months  from 
the  date  of  their  enactment  to 
promulgate  final  rules  implementing 
those  sections.  In  response,  FDA 
published  proposals  on  November  27. 
1991  (56  FR  60366  through  60878)  and 
July  28. 1992  (57  FR  33283). 

Sections  2(b)(2)  and  3(b)(2)  of  the 
1990  amendments  provided  that,  if  final 


rules  to  implement  section  403(q)  and 
(r)  of  the  act.  respectively,  were  not 
promulgated  by  November  8. 1992.  then 
the  regulations  proposed  to  implement 
these  sections  of  the  act  were  to  be 
considered  as  final  regulations.  There 
are  similar  provisions  in  section 
6(b)(3)(D)  of  the  1990  amendments. 

The  24-month  period  established  by 
the  1990  amendments  expired  on 
Sunday.  November  8. 1992.  without  the 
issuance  of  final  rules  Implementing 
section  403(a)  and  (r)  of  the  act  or 
section  6  of  the  1990  amendments. 
Thus,  on  November  8, 1992.  the 
proposed  regulations  implementing 
those  sections  of  the  act  and  section  6 
of  the  1990  amendments  were 
considered  final  regulations  by 
operation  of  law.  Under  sections  2(b)(2) 
and  3(b)(2)  of  the  1990  amendments. 
FDA  was  directed  to  promptly  publish 
in  the  Federal  Register  notice  of  the 
new  status  of  the  proposed  regulations. 
FDA  published  that  notice  on  November 
27. 1992  (57  FR  56347). 

n.  The  Revocation 

The  triggering  of  the  mechanism 
established  in  sections  2(b)(2).  3(b)(2). 
and  6(b)(3)  of  the  1990  amendments  did 
not  toll  the  rulemakings  instituted  on 
November  27. 1991.  and  July  28, 1992, 
in  response  to  sections  2,  3,  and  6  of  the 
1990  amendments.  Elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  is 
publishing  the  final  rules  that  are  the 
culmination  of  those  rulemakings.  FDA 
has  contluded  that  the  final  rules  based 
on  public  comment  should  replace  the 
November  8  regulations. 

Because  the  agency  is  completing  the 
rulemaking  process  begun  in  1991.  it  is 
necessary  to  revoke  the  November  8 
regulations  so  that  only  the  rules  that 
have  had  the  benefit  of  full  notice-and- 
comment  procedures  are  in  effect  and 
provide  a  basis  on  which  industry  can 
begin  to  conform  its  food  labels  to  the 
new  requirements.  This  revocation  does 
not  constitute  a  reversal  of  the  agency's 
former  views  as  expressed  in  the 
November  27. 1991.  and  July  28. 1992. 
proposals  and  in  the  November  8 
regulations,  except  to  the  extent  that  any 
changes,  in  accordance  with  the 
Administrative  Procedure  Act  (5  U.S.C. 
553(b)),  are  a  logical  outgrowth  of  the 
proposals.  To  the  extent  that  differences 
exist  between  the  November  8 
regulations  and  the  new  final  rules,  a 
reasoned  analysis  for  the  changes  is 
supplied  in  the  preambles  to  the  final 
rules  published  elsewhere  in  this  issue 
of  the  Federal  Register. 

The  legislative  nistory  of  the  1990 
amendments  states  that,  if  the  deadline 
for  publishing  final  rules  based  on 
public  comment  was  not  met.  there 


would  be  good  cause  to  consider  the 
proposed  regulations  as  final  regulations 
because  of  the  importance  of  mandatory 
nutrition  labeling,  rules  on  claims,  and 
a  unified  system  of  regulations  on 
misbranding.  The  legislative  history  also 
pointed  to  the  fact  that  Congress 
expected  the  agency  to  have  received 
public  input  prior  to  issuing  the 
proposed  regulations  (H.  Rept.  101-538, 
101st  Cong.,  2d  sess.  18-19  (1990)).  The 
November  8  regulations  were  to  be 
considered  final  rufes  to  ensure  that 
some  rules  would  be  in  place  without 
undue  delay  to  implement  the  statutory 
requirements  of  the  1990  amendments. 

Congress  contemplated  that,  if  the 
agency  did  not  issue  final  rules  based  on 
public  comment  by  the  specified  date 
(H.  Rept.  101-538,  supra,  18),  and  the 
provisions  of  sections  2(b)(2),  3(b)(2), 
and  6(b)(3)(D)  of  the  1990  amendments 
were  triggered,  then  the  consideration  of 
the  proposed  rules  as  final  rules  without 
notice  and  comment  should  occur  and 
would  be  justified.  This  so-called 
"hammer"  provision  had  an  overriding 
purpose:  to  motivate  FDA  and  all  parties 
involved  in  these  rules  to  resolve 
expeditiously  the  many  issues  raised  in 
them,  rather  than  become  mired 
indefinitely  in  their  complexity.  FDA 
believes  the  hammer  has  fully  achieved 
its  important  purpose.  It  has  encouraged 
prompt  resolution  of  outstanding  issues 
and  led  to  agreement  on  final  rules  that 
represent  substantial  improvement  over 
the  proposed  rules  and  mat  will  be  in 
place  sufficiently  before  the  date  the 
statute  must  be  applied  to  allow  full 
industry  compliance. 

There  is  no  indication  In  the 
legislative  history  of  the  1990 
amendments  that  Congress  intended 
FDA  to  disregard  the  comments  that  it 
had  received  on  the  November  27, 1991, 
and  July  28, 1992,  proposals  once  the 
"hammer"  had  fallen  and  the  November 
8  regulations  were  considered  final,  or 
that  Congress  intended  the  triggering  of 
the  mechanism  in  sections  2(b)(2). 
3(b)(2).  and  6(b)(3)(D)  of  the  1990 
amendments  to  prevent  FDA  from 
putting  in  place  final  regulations  based 
on  public  comments  as  quickly  as 
possible.  While  the  proposals  to 
implement  the  1990  amendments  may 
have  had  the  benefit  of  general  public 
comment  on  food  labeling  issues,  they 
are  no  substitute  for  final  rules  based  on 
the  extensive  rulemaking  record 
developed  in  response  to  those 
proposals.  In  response  to  the  public 
comments  on  the  proposals.  FDA  has 
improved  the  regulations  in  numerous 
respects,  better  achieving  the  goals  of 
the  1990  amendments,  to  the  benefit  of 
both  industry  and  consumers. 
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Revocation  of  the  November  8 
regulations  will  eliminate  any  ambiguity 
as  to  which  final  regulations  are 
controlling.  Thus,  for  the  reasons  set 
forth  above,  FDA  believes  that  this 
revocation  is  fully  consistent  with  the 
1990  amendments. 

This  revocation  is  also  fully 
consistent  with  the  requirements  of  the 
Administrative  Procedure  Act.  The 
Administrative  Procedure  Act  provides 
that  the  agency  may  revoke  a  regulation 
without  notice-and-comment 
procedures  "when  the  agency  for  good 
cause  finds  (and  incorporates  the 
finding  and  a  brief  statement  of  reasons 
therefor  in  the  rules  issued)  that  notice 
and  public  procedure  thereon  are 
impracticable,  unnecessary,  or  contrary 
to  the  public  interest."  FDA  finds  that 
there  is  good  cause  for  dispensing  with 
notice-and-comment  procedures  in 
revoking  the  November  8  regulations. 

First,  notice-and-comment  rulemaking 
on  the  revocation  of  the  November  8 
regulations  is  impracticable.  Very  little 
time  remains  before  the  provisions 
added  by  the  1990  amendments  and 
implemented  by  the  November  8 
regulations  go  into  effect.  The  new 
provisions  of  the  act  on  health  claims 
are  effective  on  May  8. 1993.  without 
any  possibility  of  extension.  Under 
those  provisions,  foods  are 
automatically  misbranded  if  health 
claims  are  made  on  their  labels  that  do 
not  meet  the  requirements  of  FDA's 
regulations. 

In  the  final  rules  published  elsewhere 
in  this  issue  of  the  Federal  Register, 
FDA  is  exercising  the  statutory 
flexibility  granted  in  section  10(a)(3)(B) 
of  the  1990  amendments  to  extend  the 
date  on  which  it  will  apply  the  new 
provisions  on  nutrition  labeling  and 
nutrient  content  claims  to  May  8, 1994. 
Comments  have  shown  that  this 
additional  time  for  compliance  with  the 
final  regulations  is  necessary  to  prevent 
undue  economic  hardship  to  industry. 
Even  a  minimal  prior  notice-and- 
comment  period  on  this  revocation 
would  be  likely  to  delay  issuance  of  any 
final  rules  for  at  least  several  months. 
This  delay  would  reduce  significantly 
the  amount  of  time  industry  is 
permitted  under  the  statute  to  come  into 
compliance  with  the  nutrition  labeling 
and  nutrient  content  claims  rules.  That 
compliance  cannot  begin  until  the  final 
rules  on  which  the  agency  intends  to 
rely  in  enforcing  the  amendments  are  in 
place.  Use  of  notice-and-comment 
procedures  to  revoke  the  November  8 
regulations  and  to  replace  them  with 
new  final  rules  would  thus  risk  causing 
the  very  harm  Congress  attempted  to 
'  prevent  in  permitting  this  extension. 


Secondly,  engaging  in  notice-and- 
comment  rulemaking  on  the  revocation 
of  the  November  8  regulations  would  be 
contrary  to  the  public  interest.  The 
delay  caused  by  receiving  and 
responding  to  comments  on  the 
revocation  would  increase  confusion 
and  could  lead  to  substantial  hardship 
and  expense  to  industry,  which  would 
face  the  possibility  of  having  to  label  its 
products  to  comply  with  the  November 
8  regulations  and  then  having  to  relabel 
them  to  comply  with  any  new  final 
rules  that  the  agency  eventually  issued 
after  the  comment  period.  Revoking  the 
November  8  regulations.without  notice 
and  comment  allows  the  agency  to 
replace  them  immediately  with  final 
rules  based  on  extensive  public 
comment  and  thus  to  provide  certainty 
to  industry  as  to  the  regulatory 
requirements  with  which  it  must 
comply. 

There  is  a  strong  interest  in  ensuring 
continuity  of  regulation,  particularly 
where  the  purpose  of  the  regulations  is 
to  provide  information  to  consumers 
that  they  can  understand  and  on  which 
they  can  rely.  A  situation  in  which 
labels  appear  that  comply  with  the 
November  8  regulations,  only  to  be 
replaced  by  labels  that  comply  with  any 
final  rules  that  the  agency  might 
ultimately  issue,  would  be  inconsistent 
with  this  goal.  Rather,  it  would 
contribute  to  consumer  confusion, 
which  is  precisely  what  Congress  was 
trying  to  prevent  in  enacting  the  1990 
amendments  to  reform  the  food  label. 

The  agency's  final  rules  implementing 
the  1990  amendments  need  to  be  the 
gold  standard  for  the  food  marketplace. 
Based  as  they  are  on  public  comment, 
scientific  evidence,  and  sound  public 
policy,  the  final  rules  issued  today  are 
the  culmination  of  the  Department  of 
Health  and  Human  Services'  efforts, 
begun  in  August  1989.  and  reinforced  in 
1990  by  the  Administration  and 
Congress,  to  reform  the  food  label. 

Finally,  it  is  in  the  public  interest  and 
consistent  with  the  purposes  of  the 
Administrative  Procedure  Act  to  have  in 
place  as  quickly  as  possible  final  rules 
that  are  the  product  of  a  full  rulemaking 
procedure.  As  stated  above,  Congress 
included  sections  2(b)(2).  3(b)(2),  and 
6(b)(3)  in  the  1990  amendments  because 
of  the  importance  of  having  final 
regulations  in  place  implementing  the 
1990  amendments  without  undue  delay. 
H.  Rept.  101-538,  supra,  18.  Today's 
action  is  consistent  with  that  goal, 
because  final  rules  implementing 
section  403(q)  and  (r)  will  be  in  place. 
By  revoking  the  November  8  regulations 
in  a  manner  consistent  with  the 
Administrative  Procedure  Act.  FDA  is 
giving  full  recognition  to  the  effect  of 


sections  2(b)(2).  3(b)(2).  and  6(b)(3)  of 
the  1990  amendments.  The  rules  tha* 
will  be  in  place  as  a  result  of  today's 
action  have  had  the  benefit  of  full 
public  comment.  Those  comments 
established  the  existence  of  problems 
with  the  proposals,  and  FDA  has  fully 
addressed  those  problems  in  the  final 
rules.  (See  the  final  rules  published 
elsewhere  in  this  issue  of  the  Federal 
Register.) 

Considering  the  factual  situation  as  a 
whole,  there  is  good  cause  for  waiving 
notice  and  comment.  FDA  has  been 
diligent  in  arriving  at  final  rules.  In  the 
past  year.  FDA  has  reviewed  over 
40,000  comments,  held  three  public 
hearings,  and  produced  final  rules  in 
more  than  20  separate  proceedings. 
There  has  been  full  notice-and-comment 
rulemaking  on  the  final  rules  that  FDA 
is  issuing  today,  and  interested  persons 
have  had  ample  opportunity  to 
comment  on  all  substantive  issues 
addressed  in  those  rules.  However, 
circumstances  outside  FDA's  control 
prevented  it  from  issuing  those  final 
rules  by  the  statutory  deadline.  In  light 
of  this,  the  agency  is  acting  responsibly 
and  reasonably  in  dealing  with  the 
unique  situation  it  faces.  The  agency's 
prompt  action  to  withdraw  the 
November  8  regulations  is  necessary  to 
facilitate  the  enormous  transformation 
of  the  food  label  that  will  occur  over  the 
coming  months.  Moreover,  no  hardship 
will  result  from  replacing  the  November 
8  regulations  now,  because  not  enough 
time  has  passed  since  November  8  to 
permit  significant  action  in  reliance  on 
the  November  8  regulations. 

Therefore,  FDA  concludes  that  there 
is  good  cause  for  withdrawing  the 
November  8  regulations  without  notice 
and  comment. 

Consistent  with  its  own  procedural 
regulations,  however,  FDA  is  providing 
an  opportunity  for  comment  on  its 

decision  to  revoke  the  November  8  

regulations.  Under  §  10.40(e)(1)  (21  CFR 
10.40(e)(1)),  FDA  may  issue  a  regulation 
without  notice  and  public  procedures 
when  the  agency  determines  for  good 
cause  that  they  are  impracticable, 
unnecessary,  or  contrary  to  the  public 
interest.  In  such  a  situation,  the  FDA 
procedural  regulations  require  that  the 
notice  promulgating  the  regulation  state 
the  reasons  for  the  determination,  and 
provide  an  opportunity  for  comment  to  , 
determine  whether  the  regulation 
should  subsequently  be  modified  or 
revoked.  This  notice  complies  with 
these  procedural  requirements.  Given 
the  present  unique  circumstances, 
however.  FDA  finds  under  §  10.40(b)(2)  . 
that  there  is  good  cause  to  limit  the 
comment  period  to  30  days. 
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FDA  also  Rnds.  based  on  the  reasons 
discussed  above,  that  there  is  good 
cause  to  issue  this  revocation  effective 
immediately  (5  U.S.C.  553(d)(3)).  A 
delayed  effective  date  would  be  contrary 
to  the  public  interest  in  minimizing 
regulatory  uncertainty:  it  would  create 
unnecessary  confusion  if  these  rules 
remained  in  effect  for  30  days  after  the 
issuance  of  the  final  rules  based  on 
notice  and  comment.  Moreover,  this 
revocation  of  regulations  that  are  not  yet 
effective  will  not  impose  any  behavioral 
changes  on  regulated  indusfry,  xinlike 
the  promulgation  of  a  normative  rule. 
Thus,  a  delayed  effective  date  for  this 
final  rule  would  be  unnecessary, 
impracticable,  and  contrary  to  the 
public  interest. 

After  carefully  considering  the 
provisions  of  the  1990  amendments  and 
their  legislative  history,  FDA  believes 
that,  in  this  final  rule  and  in  the  other 
final  rules  published  today,  it  has  taken 
the  appropriate  steps  to  resolve  any 
questions  created  by  the  hammer.  FDA 
is  taking  a  course  that  recognizes 
Congress'  desire  to  have  final 
regulations  in  place  by  November  8, 
1992,  but  that  also  recognizes,  as 
discussed  above,  that  Congress 
ultimately  would  not  want  to  undercut 
the  benefits  of  notice-and-comment 
rulemaking.  The  agency  considered 
various  alternate  courses  of  action  but 
re)ected  them  because  they  were 
inconsistent  with  the  1990  amendments, 
the  amendments'  legislative  history,  the 
relevant  facts,  or  the  urgency  of  the 
current  situation. 

One  alternative  would  have  been  to 
propose  to  revoke  the  November  8 
regulations  and  to  propose  rules  to 
replace  them.  This  course  was  rejected 
because  it  would  create  too  much 
uncertainty  for  industry,  which  would 
then  have  been  compelled  to  begin 
complying  with  section  403(r)(l)(B)  of 
the  act' on  May  8, 1993.  and  with 
requirements  on  nutrition  labeling  and 
nutrient  content  claims  by  May  8. 1994. 
and  because  this  course  of  action  gives 
no  effect  to  the  extensive  rulemaking 
that  FDA  has  conducted  for  the  last  12 
months. 

A  second  course  would  have  been  to 
term  the  final  rules  published  today 
"interim  rules."  with  additional 
opportunity  for  comment  and  a 
commitment  to  publish  "tnie"  final 
rules  based  on  furthw  comment.  The 
agency  has  concluded  that  there  would 
be  little  gain  from  such  a  course.  Calling 
the  rules  "interim  niles"  would  only 
create  confusion  and  could  induce 
industry  to  postpone  action  to  comply 
with  the  new  regulations.  Also. 
aithough  the  comment  pwiod  on  the 
November  27. 1991.  proposals  closed  on 


February  25.  1992.  FDA  continued  to 
receive  and  consider  comments  well 
into  the  early  fall.  FDA  believes  that, 
since  that  time,  no  new  information  has 
become  available  that  would  change  the 
agency's  regulatory  approach.  If  such 
information  exists.  FDA's  procedural 
regulations  provide  ways  for  bringing  it 
to  the  agency's  attention.  e.g..  a  petition 
under  21  CFR  10.30. 

A  third  course  would  be  simply  to 
leave  the  November  8  regulations  in 
place.  FDA  has  concluded  that  this 
course  of  action  would  make  little 
sense.  It  would  be  unfair  to  both 
industry  and  consumers  to  forego 
promulgating  the  best  regulations 
possible.  The  agency  thus  believes  that, 
in  publishing  the  new  final  rules  today, 
it  is  acting  in  the  best  interests  of 
industry  and  consimiers. 

The  agency  therefore  urges  all  affected 
manufacturers,  packers,  and  distributors 
to  begin  to  act  in  accordance  with  the 
final  rules  published  today.  The  agency 
has  received  numerous  comments  about 
how  much  work  will  be  necessary  to 
comply  with  the  new  regulations,  and. 
in  response,  FDA  is  announcing 
elsewhere  in  this  issue  of  the  Federal 
Register  that  it  is  delaying  until  May  8, 
1994.  the  application  of  section  403(q) 
and  (r){2)  of  the  act.  However,  if  there 
is  to  be  compliance  by  the  application 
date,  work  must  begin  now.  "The  final 
rules  published  today  establish  the 
requirements  that  must  be  met. 

III.  Additional  Conunenia 

The  final  rules  that  FDA  is  issuing 
today  are  the  product  of  notice-and- 
comment  procedures,  and  no  further 
such  procedures  are  required.  The 
Administrative  Procedure  Act  provides 
for  notice  and  opportunity  for  public 
comment  on  proposed  agency  rules  to 
ensure  meaningful  public  input  into 
agency  rules  that  affect  the  public. 
Public  comment  is  not  an  end  in  itself. 
FDA  believes  that  it  has  fulfilled  any 
possible  purpose  of  this  requirement. 
The  agency  has  provided  three  prior 
opportunities  for  public  comment  on 
food  labeling  reform:  the  1989  advance 
notice  of  proposed  rulemaking, 
proposed  rules  in  1990,  and  proposed 
rules  implementing  the  1990 
amendments  in  1991  and  1992.  While 
additional*comments  are  always 
possible,  the  agency  believes  the 
Administrative  Procedure  Act  in  no  way 
requires  an  additional  opportunity  for 
them.  Now.  the  public  interest  requires 
finality  and  expeditious  actual  reform  of 
the  label— to  the  benefit  of  both  industry 
and  consumers.  Recognizing,  however, 
that  some  people  may  argue  that  there 
is  a  technical  requirement  for  further 
rulemaking  procedures,  FDA  finds  that 


there  is  also  good  cause  to  proceed 
without  them.  For  the  reasons  discussed 
elsewhere  in  this  document,  and  in  light 
of  the  extensive  rulemaking  procedures 
that  have  already  been  followed,  further 
notice  and  comment  would  be 
unnecessary,  impracticable,  and 
contrary  to  the  public  interest. 

The  agency  firmly  believes  that  all  the 
final  rules  it  is  publishing  today, 
including  those  superseding  the 
November  8  regulations,  are  the  logical 
outgrowth  of  the  November  27,  1991, 
and  July  28, 1992.  proposals  and  are 
fully  supported  by  the  administrative 
record  tnat  has  bwan  developed. 
Although  the  agency  does  not  believe 
that  any  public  purpose  would  be 
served  by  reopening  for  further 
comment  at  this  time  the  issues 
addressed  in  that  rulemaking.  FDA 
recognizes  that  in  any  rulemaking  of 
this  size  there  will  be  technical  issues 
in  specific  provisions.  Therefore,  the 
agency  is  providing  30  days  for 
comment  on  these  final  rules  on  such 
issues.  FDA  is  not  interested  in 
receiving  comments  that  it  has  already 
received  and  considered.  Interested 
persons  are  urged  to  limit  their 
comments  to  technical  matters  or 
technical  unintended  consequences  in 
specific  provisions  if  not  raised  in 
earlier  comments.  In  order  to  assure 
consideration  of  any  comments, 
interested  persons  must  certify  that  their 
comments  are  so  limited.  Comments 
should  be  submitted  to  the  specific 
docket  of  the  final  rule  being 
commented  on.  If  the  comments  identify 
any  technical  provision  of  the  final  rules 
that  FDA  agrees  should  be  changed, 
FDA  will  tdf^e  action  to  modify  that 
provision.  This  approach  will  enable 
FDA  to  quickly  address  any  unintended 
effects  of  the  final  rules,  yet  not  delay 
the  finality  that  FDA  believes  is 
imperative  for  both  industry  and 
consumers. 

rv.  Opportunity  for  Comments 

Under  §  10.40(e).  an  opportunity  for 
comment  on  this  final  rule  is  being 
provided.  Interested  persons  may,  on  or 
before  February  5, 1993,  submit  to  the 
Dockets  Management  Branch  (address 
above)  written  comments  regarding  this 
final  rule.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  wi\h  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Therefore,  the  regulations  that  were 
considered  final  by  operation  of  law  on 
November  8, 1992,  as  announced  in  the 
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Federal  Register  of  November  27, 1992 
(57  FR  56347],  are  hereby  revoked. 

Dated:  December  17, 1992. 
David  A.  Kessler, 
Commissioner  of  Food  and  Drugs. 
L«ui>  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
IFR  Doc.  92-31499  Filed  12-28-92:  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Druq  Administration 

21  CFR  Parts  5. 101. 105.  and  130 
PocfcM  No*.  90N-0134  at  •!.] 
RIN  090&-AO08  and  090S-AB68 

Food  Lat}eiing:  Estalilishment  of  Date 
of  Application 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTXW:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  publishing  this 
Hnal  rule  to  establish  May  8. 1994,  as 
the  date  on  which  it  will  apply  the 
mandatory  nutrition  labeling  and 
nutrient  content  claims  provisions  of 
the  Nutrition  Labeling  and  Education 
Act  of  1990  (the  1990  amendments). 
This  action  is  in  accordance  with 
section  10(a)(3)(B)  of  the  1990 
amendments  which  allows  the  Secretary 
(and.  by  delegation,  FDA)  to  delay,  for 
up  to  1  year,  the  date  on  which  FDA 
will  apply  those  provisions  to  foods  if 
the  agency  finds  that  compliance  with 
the  new  provisions  would  cause  "undue 
economic  hardship." 
DATES:  The  statutory  effective  date  of 
sections  403(q)  and  403(r)(2)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  is  May  8.  1993,  except  that 
section  403(q){4)  (raw  agricultural 
commodities  and  raw  fish)  became 
effective  November  8. 1991.  However, 
FDA  is  delaying  the  date  that  it  will 
apply  sections  403(q)  of  the  act  (21  CFR 
101.9)  and  403(r)(2)  of  the  act  (21  CFR 
101.13,  all  of  the  regulations  in  subpart 
D  of  21  CFR  part  101,  and  21  CFR 
130.10),  except  section  403(q)(4)  of  the 
act  (21  CFR  101.42  through  101.45). 
until  May  8. 1994.  The  effective  date  of- 
the  regulations  published  elsewhere  in 
this  issue  of  the  Federal  Register 
implementing  sections  403(q)  and 
403(r)(2)  of  the  act,  except  section 
403(q)(4)  of  the  act.  is  May  8.  1994. 
FOR  FURTHER  INFORMATION  CONTACT: 
Cerad  L  McCowin.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF- 
302).  Food  and  Drug  Administration, 
200  C  St.  SW..  Washington,  DC  20204, 
202-205-5267. 
SUPP1£MENTARY  MFORMATION: 

L  Background 

On  November  8. 1990.  the  President 
signed  into  law  the  1990  amendments 
(Pub.  L  101-535).  This  statute  adds 
section  403(q)  (21  U.S.C  343(g)L  which 
makes  nutrition  labeling  mandatory  lor 
all  food,  and  sectioiv  403(rK2)  (21  U.S.a 


343(r)(2)),  which  gives  FDA  authority  to 
deHne  nutrient  content  claims,  among 
other  sections,  to  the  act. 

In  accordance  with  the  1990 
amendments.  FDA  published  proposed 
rules  on  November  27. 1991.  to 
implement  these  sections  of  the  act. 
Under  section  2(b)(1)  of  the  1990 
amendments  (21  U.S.C.  343  note),  FDA 
is  to  adopt  Hnal  regulations  by 
November  8,  1992.  If  the  agency  fails  to 
do  so.  under  section  2(b)(2)  of  the  1990 
amendments,  the  proposed  rules  are  to 
be  considered  final  rules.  Under  section 
10(a)(1)(A)  and  (B)  of  the  1990 
amendments  (21  U.S.C.  343  note), 
sections  403(q)  and  403(r)(2)  of  the  act 
are  effective  6  months  after  the 
promulgation  of  the  final  regulations  or 
af^er  the  proposed  regulations  are 
considered  to  be  final  regulations.  Thus, 
by  statute,  sections  403(q)  and  403(r)(2) 
of  the  act  will  become  effective  no  later 
than  May  8, 1993. 

However,  section  10(a)  of  the  1990 
amendments  provides  that  if  the 
Secretary  of  Health  and  Human  Services 
and,  by  delegation,  FDA  "•  '  *  find  that 
compliance  with  sections  403(q)  and 
403(r)(2)  of  such  Act  would  cause  an 
undue  economic  hardship,  the  Secretary 
may  delay  the  application  of  such 
sections  for  no  more  than  one  year."  In 
its  regulatory  impact  analysis  (RIA) 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  6085B).  FDA 
tentatively  found  that  compliance  with 
the  1990  amendments  by  May  8.  1993, 
will  cost  $1.5  billion,  and  that  6-month 
and  1-year  extensions  of  the  compliance 
date  would  result  in  significant 
reductions  in  those  costs.  Therefore, 
given  the  extent  of  these  costs,  FDA  felt 
that  the  possibility  of  "undue  economic 
hardship"  was  raised.  The  agency 
consequently  requested  comments  on 
the  meaning  of  "undue  economic 
hardship,"  and  on  whether  a  delay  in 
the  application  of  sections  403(q)  and 
403(r)(2)  of  the  act  was  appropriate.  The 
agency  also  requested  comments  on 
whether  a  determination  of  "undue 
economic  hardship"  should  be  based  on 
aggregate  costs  to  industry  generally,  on 
industry-by-indu!ttry  costs,  or  on  firm- 
by-firm  costs. 

Interested  persons  were  given  until 
February  25,  1992,  to  comment.  FDA 
received  comments  from  government 
organizations,  retailers,  consumer 
groups.  State  groups,  and  private 
organizations.  A  discussion  of  the 
agency's  decision,  and  a  summary  of  the 
comments  and  the  agency  responses, 
follow. 

IL  Undue  Economic  Hardship 

The  1990  amendments  provide  that 
the  Secretary  may  delay  the  application 


of  sections  403(q)  and  403(rK2)  of  the 
act  for  up  to  1  year  if  he  "*  •  •  finds 
that  compliance  with  (either  section) 
would  cause  an  undue  economic, 
hardship."  There  is  no  relevant 
legislative  history  on  this  provision. 
Clearly,  however.  Congress  foresaw  that 
there  would  be  a  significant  cost  to 
complying  with  these  sections  of  the 
act.  Its  use  of  the  phrase  "undue 
economic  hardship"  implies  that 
Congress  recognized  that  some 
economic  hardship  may  result  from 
efforts  to  comply  with  the  1990 
amendments.  The  question  is  whether 
that  cost  is  so  great  as  to  constitute 
"undue"  economic  hardship. 

"Undue"  is  defined  as  "exceeding 
what  is  appropriate  or  normal," 
"excessive."  or  "not  just  (or]  proper." 
Synonyms  include  inequitable, 
inappropriate,  extreme,  and 
immoderate.  As  yet,  no  court  has 
construed  the  meaning  of  the  1990 
amendments:  however,  parallels  may  be 
drawn  with  cases  discussing  similar 
language.  Cases  involving  an  employer's 
accommodation  of  an  employee's 
religious  practices  have  looked  for  a 
simple  increase  in  costs  in  assessing 
whether  the  accommodation  created  an 
"undue  hardship"  for  the  employer.  See 
Transworld  Airlines  v.  Hardison,  432 
U.S.  63,  84  (1977)  (more  than  a  de 
minimis  cost  to  employer  is  an  undue 
hardship);  State  Division  of  Human 
Rights  V.  Carnation  Co..  366  N.E.2d  869. 
870  (N.Y.  Q.  App.  1977)  (a  palpable  or 
significant  increase  in  costs  is  enough  to  ' 
establish  undue  hardship;  threat  to 
economic  stability  of  enterprise  is  not 
required).  In  determining  whether  a 
punitive  damage  award  was 
"excessive."  a  court  looked  at  whether 
it  was  "out  of  all  proportion  to  the 
defendant's  financial  position."  T.D.S., 
Inc.  v.  Shelby  Mutual  Insurance  Co.,  760 
F.2d  1520  (11th  Cir.  1985).  Where  a 
company  was  ordered  to  reopen  a  plant 
after  closing  it  discriminatorily.  the 
remedy  was  to  be  upheld  unless  the 
company  could  show  an  undue 
economic  burden,  which  was 
interpreted  as  a  "substantial  outlay  of 
new  capital  or  [other]  undue  financial 
hardship."  Teamsters  Local  Union  N. 
171  v.  NIRB,  863  F.2d  946  (D.C.  Qr. 
1988).  cert,  denied,  490  U.S.  1065 
(1989).  In  a  case  involving  the  Pension 
Benefit  Guaranty  Corporation's  (PBGC's) 
authority  to  grant  waivers  under  the 
Employee  Retirement  Income  Security 
Act  (ERISA)  when  an  employer  faced 
"unreasonable  hardship,"  a  court 
upheld  the  PBGCs  denial  of  a  waiver 
where  the  PBGC  had  considered  only 
unusual,  substantial  economic  hardship. 
A-T-O,  Inc.  V.  Pension  Benefit  Guaranty 
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CorporaUon.  634  F.2d  1013  (6th  Cit. 
1980).  According  to  the  court,  the 
waiver  provision  was  Congress'  way  of 
dealing  with  unforeseeable,  unexpected 
situations  of  serious  enqiloyer  hardship. 
Id.,  1023. 

It  appears  Crom  these  cases  that  an 
undue  economic  hardship  must  entail  at 
least  an  increase  in  costs  and  at  most  an 
unusual  and  substantial  economic 
burden.  Given  Congress'  implicit 
assumption  that  compliance  with  the 
1990  amendments  would  involve  an 
economic  burden,  the  agency  believes 
that  the  best  interpretation  of  Congress' 
intent  would  require  that  an  undue 
economic  hardship  be  a  substantial 
economic  burden,  in  excess  of  what 
Congress  would  have  envisioned, 
although  not  necessarily  threatening  the 
viability  of  a  company,  attributable  to 
the  6-month  compliance  date 
established  by  the  1990  amendments. 

1.  The  comments  that  the  ajgency 
received  were  generally  consistent  with 
this  view  of  what  constitutes  imdue 
economic  hardship.  A  comment  from  a 
trade  group  stated  that  "undue 
economic  hardship"  should  be  deRned 
by  the  lost  product  lines  and  businesses 
that  will  ocou  as  a  result  of  a  short 
compliance  time.  Another  comment 
defmed  "undue  economic  hardship"  as 
any  increase  in  costs  of  goods  to 
consiuners  in  the  current  economic 
climate.  A  large  company  stated  that 
undue  economic  hardship  was  shown 
where  there  were  large  costs  "without 
appreciable  benefit." 

The  agency  agrees  with  the  comments 
that  a  large  increase  in  industry's  costs 
attributable  to  the  application  of 
sections  403(q)  and  403(r)(2)  of  the  act 
6  months  from  November  8, 1992, 
would  provide  evidence  of  undue 
economic  hardship  if  that  increase  Is 
more  than  what  was  likely  to  have  been 
envisioned  by  Congress.  However,  a 
simple  increase  in  costs  alone  is 
insufficient  to  demonstrate  such 
hardship  because  Congress  envisioned 
that  there  would  be  some  economic 
burden  to  industry  whan  it  passed  the 
1 1990  amendments. 

2.  One  comment  from  a  consumer 
group  argued  that  industry  will  not 
experience  undue  economic  hardship. 
The  comment  stated  that:  (1)  There  is  no 
undue  burden  on  industry  because 
consumers  would  bear  the  costs,  not 
industry;  and  (2)  since  the  public  at 
large  would  be  the  redpients  of  the 
benefits  of  labeling,  and  the  benefits 
outweigh  the  costs,  the  public  should  be 
willing  to  bear  the  costs. 

"The  agency  disagrees  with  the  first 
point  It  is  likely  that  much  of  the  costs 
of  nutrition  labeling  will  not  be  passed 
on  to  consumers,  auhou^  the  agency  U 


not  in  a  position  to  estimate  exactly  how 
much  of  the  amount  will  be  passed  on 
to  consumers.  Because  the  costs  per 
product  are  primarily  fixed  costs,  it  is 
likely  that  manufacturers  with  low 
volume  products,  which  constitute  80 
percent  of  all  products,  with  higher  per 
product  costs  will  not  be  able  to  pass 
these  costs  on  if  they  are  in  competition 
with  high  volume  products. 

The  agency  agrees  that  the  public  at 
large  will  be  the  recipient  of  tne  benefits 
of  nutrition  labeling.  However,  because 
it  is  likely  that  many  manufacturers  will 
not  be  able  to  pass  the  costs  on.  and 
because  the  agency  received  no 
information  with  which  to  estimate  the 
amount  that  can  be  passed  on.  the 
agency  is  not  persuaded  by  this 
argument. 

3.  Several  comments  suggested  that 
"undue  economic  hardship"  should  be 
based  on  a  cost-benefit  analysis.  Both 
industry  and  consumer  groups  provided 
their  views  that  benefits  should  be 
balanced  against  the  costs  of 
implementing  the  labeling  provisions. 
Inoustry  groups  generally  found  the 
costs  to  be  disproportionate  to  the 
benefits,  while  consumer  groups 
conunented  that  the  potential  health 
benefits  far  exceeded  the  cost  to 
industry. 

The  agency  finds  that  there  is  no  basis 
in  the  statute,  the  legislative  history,  or 
the  case  law  to  find  that  the  assessment 
of  undue  economic  hardship  entails  a 
balancing  of  the  costs  and  benefits  of  a 
delayed  application  date.  In  fact,  it  can 
reasonably  oe  inferred  from  the  1990 
amendments  that  Congress  balanced  the 
competing  interests  in  framing  the 
statute  and  provided  in  section 
10(aK3)(B)  of  the  1990  amendments  that 
should  the  economic  burden  imposed 
by  meeting  the  statutory  compliance 
date  be  greater  than  reasonable.  FDA  is 
authorized  to  grant  relief  to  affected 
industry.  The  court  held  In  A-T-O,  Inc. 
V.  PBGC,  that  Congress,  before  enacting 
the  ERISA  statute,  engaged  in  Just  sudi 
a  "finely  tuned  balance  between 
protecting  pension  benefits  lor 
employees  while  limiting  the  cost  to 
employers."  A-T-O.  634  F.2d  at  1021. 
In  enacting  ERISA,  as  in  the  passage  of 
the  1990  amendments.  Congress  could 
not  foresee  all  possible  situations  of 
undue  economic  hardship,  so  it  granted 
discretion  to  the  administrative  agencies 
to  determine  the  circumstances  in 
which  undue  economic  hardship  exists. 
Id..  1023.  I 

m.  How  to  Assess  Whether  Tliere  b 
Undue  Economic  Hardship 

In  its  November  1991  RIA.  the  agency 
requested  comments  on  whether  it 
should  assess  undue  economic  hardship 


on  a  firm-by-firm.  industry-by-industry, 
or  on  an  aggregate  basis.  ' 

4.  Several  comments  argued  that 
because  FDA  can  expect  requests  for 
extension  from  most  of  the  industry 
regulated  by  FDA  as  well  as  from  many 
foreign  firms,  it  would  be  difficult.  If  not 
impossible,  for  FDA  to  grant  extensions 
on  a  firm-by-firm  basis.  Some  comments 
stated  that  company-specific  extensions 
would  give  some  firms  an  unfair 
competitive  advantage  based  solely  on 
production  and  inventory  schedules  and 
would  create  consumer  confusion.  One 
comment  stated  that  a  firm-by-firm 
approach  would  not  adequately  )udge 
economic  hardship  since  many  firms 
manufacture  products  that  overlap 
different  industries  and,  therefore,  have 
different  costs.  Another  comment 
appeared  to  advocate  use  of  die  firm-by- 
firm  basis  because  it  was  seddng  relief 
for  itself. 

In  addition,  one  consumer  advocate 
organization  preferred  that  FDA  assess 
imdue  economic  hardship  on  a  case-by- 
case  basis.  However,  if  this  would  be  too 
burdensome,  the  comment  suggested 
that  FDA  consider  granting  extensions 
by  categories  of  firms,  based  on  size  or 
labeling  capacity.  Several  other 
comments  voiced  similar  requests  by 
suggesting  that  if  FDA  does  not 
determine  the  aggregate  economic 
impact  to  be  undue,  then  it  should 
consider  whether  the  impact  is 
particularly  burdensome  to  specific 
industries.  Several  comments,  including 
two  fixHn  governmental  units,  suggested 
that  if  FDA  does  not  delay  the 
application  of  sections  403(q)  and 
403{r)(2)  of  the  act  for  all  manufactxirers 
subyect  to  the  1990  amendments,  FDA 
should  consider  applying  a  later  date  for 
small  business.  OUier  comments 
suggested  that  the  industry-by-industry 
approadi  would  create  competitiveness 
problems  and  would  be  extremely 
difficult  to  apply  fairly.  The  majority  of 
comments  expressed  the  opinion  that 
undue  economic  hardship  should  be 
determined  on  an  aggregate  basis 
because  it  would  be  the  only  equitable 
and  practical  approach.  The  one 
consumer  group  that  argued  against  an 
extension  agreed  that  FDA  should 
consider  undue  economic  hardship  on 
an  aggregate  basis. 

FDA  believes  that  it  should  determine 
whether  there  is  undue  economic 
hardship  for  the  food  industry  as  a 
whole.  Because  there  are  approximately 
17,000  U.S.  food  companies  in  the 
portion  of  the  food  industry  regulated 
by  FDA.  as  well  as  a  large  number  of 
foreign  food  manufacturers,  it  would  be 
administratively  Infeasible  for  FDA  to 
grant  extensions  on  a  fixm-by-firm  basis 
because  the  agency  does  not  have  the 
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resources  to  process  and  act  on 
petitions.  Similarly,  the  agency  also  is 
persuaded  by  the  evidence  provided  by 
the  comments  that  granting  extensions 
on  an  industry-by-industry  basis  would 
be  perceived  as  arbitrary  because  it 
would  be  extremely  difficult  to 
distinguish  among  industries  on  the 
basis  of  the  costs  that  would  have  to  be 
borne  if  there  is  early  application  of 
sections  403(q)  and  403(r)(2)  of  the  act. 
The  overwhelming  majority  of 
comments  provided  evidence  that  such 
costs  will  have  to  be  borne  by  most 
companies. 

Moreover,  firom  a  compliance 
standpoint.  FDA's  job  would  be  made 
more  difficult  if  a  delay  was  granted  on 
other  than  an  industry-wide  basis.  In 
such  a  situation,  compliance  checks 
would  require  not  merely  looking  at  the 
label  but  at  whether  the  labeling 
requirement  applied  to  the  particular 
firm  or  segment  of  the  industry. 
Therefore,  FDA  has  decided  to  define 
"undue  economic  hardship"  on  an 
aggregate  basis. 

rv.  Evidence  of  Hardship 

A.  General 

In  conformity  with  the  case  law  cited 
above,  the  agenqy  has  interpreted  the 
undue  economic  hardship  standard  to 
require  a  determihation  as  to  whether 
the  costs  of  complying  with  sections 
403(q)  and  403(r){2)  of  the  act  by  May 
8, 1993,  impose  an  unexpected  and 
excessive  burden  on  industry.  It  is  the 
costs  that  exceed  the  costs  of 
implementing  sections  403(q)  and 
403(r)(2)  of  the  act  that  can  reasonably 
be  said  to  have  been  foreseeable  that 
FDA  has  looked  to  in  deciding  whether 
there  is  undue  economic  hardship. 

FDA  has  sought  to  determine  the 
amount  of  those  foreseeable  costs  even 
though  the  legislative  history  does  not 
provide  any  explicit  estimates  of  what 
Congress  expected  the  costs  of 
implementing  sections  403(q)  and 
403(r)(2)  of  the  act  to  be.  However,  the 
agency  notes  that  Congress  acted  after 
FDA  proposed  to  require  nutrition 
labeling  on  food  products  in  the  Federal 
Register  of  July  19. 1990  (55  FR  29487). 
FDA's  proposal  contained  a  preliminary 
cost  assessment  of  $315  million  for 
implementation  of  the  nutrition  labeling 
proposals.  Although  this  estimate  was 
very  rough  and  based  on  preliminary 
figures,  and  although  there  are 
differences  between  the  agency's  July 
19, 1990,  proposal  and  the  1990 
amendments.  Congress  apparently  was 
aware  of,  and  may  well  have 
considered.  FDA's  estimate  in 
considering  the  1990  amendments  (see 


H.  Rept.  101-538. 101st  Cong.,  2d  sess. 
9  (1990)). 

The  agency  now  estimates  the  cost  of 
implementation  of  all  label  changes 
required  by  the  1990  amendments  to  be 
$1.5  billion  if  the  date  of  application  of 
the  nutrition  labeling  and  nutrient 
content  claims  provisions  is  not  delayed 
beyond  May  8. 1993.  Therefore,  if  $315 
million  is  used  as  a  baseline,  the  ourent 
estimated  cost  to  industry  of 
implementing  sections  403(q)  and 
403(r)(2)  of  the  act  approximately 
quadruples  it.  In  the  RIA  in  which  the 
1990  estimate  was  calculated,  for  those 
costs  that  FDA  did  not  have  information 
to  calculate.  FDA  stated  that  it  was 
plausible  that  they  would  be 
considerable,  but  the  agency  was  not 
specific  as  to  exactly  how  large  they 
could  be.  Therefore,  the  1991  estimate, 
published  in  the  Federal  Register  of 
November  27, 1991,  as  part  of  the  RIA 
(56  FR  60856),  can  be  considered 
unexpected  and  greatly  increased 
because  the  available  public  data  in  July 
1990, 4  months  before  the  passage  of  the 
1990  amendments,  did  not  predict  costs 
in  that  range.  The  1991  estimate  was 
based  in  large  measure  on  data 
developed  by  FDA  in  interviews  with 
food  manufacturers  and  in  a  mailed 
survey  that  were  conducted  after  July 
1990. 

Consequently,  the  agency  concludes 
that  the  food  industry  will  have 
significantly  higher  costs  than  could 
have  been  anticipated  from  the 
estimates  and  data  at  the  time  of  passage 
of  the  1990  amendments.  The  majority 
of  comments  that  the  agency  received  in 
response  to  its  November  1991  RIA 
support  the  agency's  cost  estimates  and 
demonstrate  that  there  are  substantial 
additional  costs  that  result  from  a  6- 
month  (November  1992  to  May  1993). 
rather  than  a  1-year.  15-month,  or  18- 
month,  compliance  date.  These 
comments  and  the  agency's  responses 
are  discussed  in  the  section  that  follows. 

B.  Costs  of  Compliance  with  Section 
403(q)  of  the  Act 

Having  defined  the  term  "undue 
economic  hardship."  the  agency  has 
considered  whether  compliance  with 
section  403(q)  of  the  act  would  cause  an 
undue  economic  hardship  for  the 
affected  industry.  The  comments 
received  from  industry  overwhelmingly 
expressed  concern  regarding,  and 
provided  evidence  of,  such  hardship. 

5.  Many  comments  stated  that  the  cost 
of  analytical  testing  for  nutritional 
composition  of  products  will  be 
burdensome  to  meet  within  the 
proposed  timeframe  of  May  8. 1993. 
especially  for  small  companies  that 
cannot  afford  the  testing  and  that  do  not 


have  their  own  laboratories  to  perform 
the  nutritional  analysis.  Many  of  these 
comments  stated  that  the  increased 
demand  for  testing  services  would  lead 
to  increased  costs  for  testing,  which 
would  burden  all  firms  but  especially 
smaller  firms.  The  comments  stated  that 
as  firms  compete  for  laboratory  services. 

{)referred  treatment  will  be  given  to  the 
arger  firms  that  can  better  afford  these 
additional  costs,  thus  exacerbating  the 
competitive  advantage  of  larger  firms. 
One  trade  association  estimated  the 
average  cost  per  product  for  nutrition 
testing  to  be  $1,433  for  small  firms  and 
between  $627  and  $864  for  larger 
companies.  Other  comments  provided 
estimates  for  the  costs  that  ranged  from 
$400  to  $2,600  per  product. 

Based  on  the  data  developed  by  the 
agency  in  producing  its  November  1991 
RIA,  the  agency  believes  that  the 
estimates  provided  by  these  comments 
are  accurate  and  thus  finds  that  a  short 
compliance  period  will  increase  the  cost 
to  firms  of  analytical  testing.  Food 
manufacturers  will  have  to  compete  for 
position  in  the  queue  and  to  pay 
queuing  costs  to  improve  their  position 
in  line.  In  that  RIA,  FDA  determined 
that  40  percent  of  the  packaged  food 
products  covered  by  the  labeling 
amendments  are  currently  labeled  and 
have  undergone  some  analytical  testing. 
The  agency  estimated  the  average  cost 
per  product  to  bring  the  product  into 
compliance  for  products  already 
nutritionally  labeled  to  be  $750,  and  for 
those  not  already  so  labeled,  the  agency 
estimated  a  cost  of  $1,785  per  product 
(56  FR  50856  at  50864).  Because  less 
than  half  of  all  products  have  been 
tested,  and  because  once  the  regulations 
become  final,  all  firms  will  require  at 
least  some  testing,  the  demand  for 
laboratory  services  will  more  than 
double  as  a  result  of  labeling 
regulations.  The  prices  of  these  services 
will  consequently  increase  substantially 
in  the  shortnin.  However,  because 
laboratory  capacity  is  expected  to 
increase  based  on  an  increase  in  long- 
term  demand,  FDA  cannot  predict  the 
final  price  for  these  services.  It  is  clear, 
however,  that  the  increase  in  costs  will  ^ 
be  greatly  mitigated  by  a  delay  in  the 
date  of  compliance.  Such  a  delay  will 
reduce  the  pressure  on  the  supply  of 
these  services  because  not  all  firms  will 
test  products  at  the  same  time,  and 
therefore,  a  delay  will  mitigate  the 
increase  in  prices  for  laboratory 
services. 

6.  Comments  from  small  companies 
stated  that  the  cost  of  laboratory  testing 
could  be  reduced  greatly  by  the  use  of 
nutrition  data  bases  instead  of  requiring 
laboratory  analyses  of  their  products. 
One  comment  from  a  data  base  supplier 
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stated  that  a  smalt  data  base  product 
that  could  cover  several  products  would 
sell  for  $1,000  to  $2,000  and  would  last 
for  several  years-significantly  dieaper 
than  analytical  tests,  estimated  in  the 
November  1991  RIA  at  $723  to  $1.7B5 
per  product. 

Tne  agency  agrees  with  the 
comments.  Nutrition  data  bases  are 
currently  under  development 
tliroughout  the  food  industry, 
particularly  by  large  companies.  There 
is  no  discussion  of  use  of  analytical  data 
bases  in  the  legislative  history  of  the 
1990  amendments,  however,  so 
Congress  must  have  been  unaware  of  the 
significant  cost  savings  that  these  data 
bases  would  guarantee.  The  lack  of  data 
bases  contributes  to  the  costs  of 
compliance,  and  a  short  compliance 
period  limits  the  possibility  of  using 
data  bases  to  mitigate  costs.  The  agency 
has  been  informed  that  these  data  bases 
will  not  be  operational  in  time  to  meet 
the  May  8,  1993.  deadline.  To  date,  FDA 
has  not  approved  any  nutritional  data  , 
bases  for  use  in  nutrition  labeling.  Many 
of  those  commenting,  particularly  small 
companies,  requested  at  least  a  year 
beyond  May  8, 1993,  to  develop  and  use 
these  data  bases.  Assuming  FDA  will 
approve  nutritional  data  bases,  an 
extension  will  thus  help  in  getting  more 
data  bases  developed,  approved  by  FDA, 
md  in  use  by  the  food  industry. 

7.  Some  firms  expressed  concern  that 
he  capacity  of  analytical  laboratories 

will  be  insufficient  to  provide  all  of  the 
food  testing  needed  by  the  17,000  U.S. 
companies  in  the  food  industry  by  the 
>-month  effective  date. 

FDA  does  not  have  any  data,  nor  was 
my  submitted,  on  the  number  of 
aboratories  equipped  to  perform 
nutrition  analyses.  FDA  also  does  not 
know  how  many  companies  have 
inhouse  fiacilities.  However ,.a  comment 
from  an  independent  laboratory  stated 
that  it  is  increasing  its  capacity  to  meet 
"the  huge  surge  of  work  brought  about 
by  the  FDA  mandatary  labeling."  Firms 
will  continue  to  need  to  have  their 
products  tested  as  they  reformulate  their 
products  or  develop  new  ones.  Also, 
firms  will  periodically  retest  their 
products  to  verify  the  informaticm.  The 
agency,  therefore,  anticipates  that 
laboratory  capiacity  will  expand  to  meet 
this  sustained  demand.  Thus,  FDA  does 
not  believe  that  there  will  be  undue 
economic  costs  associated  with 
laboratory  capacity. 

8.  Many  firms  expressed  concern  that 
labels  ct)uld  not  be  redesigned  and 
printed  on  time  to  meet  the  statutory 
deadline  of  May  8, 1993,  across  the  food 
industry  because  label  designers  and 
suppliers  have  stated  that  they  do  not 
have  the  capacity  to  handle  the  volume 


of  business  that  will  be  generated  as  a 
result  of  the  regulations.  The  comments 
stated  that  there  is  little  incentive  for 
printing  and  packaging  firms  to  make 
capital  improvements  to  meet  the  excess 
demand.  The  cost  of  capital 
improvements  is  high,  and  unlike  the 
demand  for  analytic  testing  which  will 
continue  in  the  ftiture,  the  demand  for 
label  printing  is  essentially  a  one-time 
label  change  for  the  entire  industry.  One 
firm  estimated  the  cost  to  label  printers 
for  relabeling  equipment  to  be  $11,000 
if  compliance  is  required  by  May  8, 
1993,  with  that  cost  dropping  to  $8;000 
if  compliance  is  delayed  for  1  year.  The 
comments  suggested  that  the  same 
scenario  applies  to  printing  capacity, 
whether  inhouse  printing  or  by  contract. 
In  some  cases,  if  demand  is  high  enough 
for  a  short  compliance  period,  new 
equipment  could  be  used  which  would 
result  in  excess  printing  capacity  in  the 
future.  The  comments  pointed  out  that 
an  additional  problem  with  the  earlier 
compliance  date  is  the  inability  of  some 
label  suppliers  to  purchase  and  install 
new  equipment  and  to  find  new 
personnel  to  operate  such  equipment 
within  the  established  timeframe. 

Packaging  suppliers  and  label  printers 
estimat^  that  it  %vould  take  between  2 
to  5  months  per  label  for  redesign  and 
printing.  The  comment  said  that  time 
needed  for  other  tasks,  such  as 
analytical  testing,  label  approval,  and 
distribution,  would  add  considerable 
time  to  this  estimate.  Several  comnwnts 
stated  that  between  one-third  and  one- 
half  of  all  relabeling  could  be  completed 
by  May  1993,  and  that  approximately 
two-thirds  could  be  completed  by 
November  1993.  The  agency  also 
received  a  comment  from  a  label  printer 
who  services  14,000  labels  that  stated 
that  the  company  anticipates  that  the 
time  that  it  will  take  it  to  do  a  job  will 
double.  Based  on  its  present  resources, 
the  comment  stated  that  even  with  a 
doubling  of  its  capacity  achieved  by 
hiring  new  personnel,  they  will  be 
almost  54  percent  short  of  the  estimated 
label  changes  needed  by  its  customers. 

FDA  believes  that  redesign  and 
printing  of  the  food  label  to 
accommodate  the  new  requirements  of 
the  1990  amendments  are  compliance 
costs.  FDA  agrees  that  many  firms  may 
have  difficulty  relabeling  their  products 
in  the  6-month  compliance  period  in  the 
statute.  Because  thwe  is  Uttle  incentive 
to  increase  printing  capacity  given  the 
one-time  nature  of  much  of  what  needs 
to  be  done  to  print  new  labels,  the 
agency  does  not  anticipate  additional 
printers  entering  the  market  to  relieve 
the  shortage.  Because  Congress  did  not 
have  available  to  it  printing  cost 
dinerentials  associated  with  different 


compliance  periods,  these  costs  may  be 
construed  as  unexpected  and  imdue. 
9.  Some  firms  commented  that  the 
costs  of  label  inventory  disposal  would 
be  great  According  to  the  comments. 
small  companies  in  particular  carry 
large  inventories  of  labels  and  will  havti 
a  disproportionately  large  cost  if  forced 
to  dispose  of  those  inventories.  One 
small  firm  stated  that  it  would  have  to 
destroy  2  years  worth  of  label  inventory. 
In  addition,  specialty  firms  (e.g., 
manufacturers  of  goiuinet  products) 
noted  that  they  have  a  large  number  of 
individual  labels  and  a  low  volume  of 
individual  unit  sales,  which  results  in  a 
large  inventory  of  labels.  Firms  reported 
a  cost  of  inventory  disposal  ranging 
horn  $79,000  to  $3,603,000  for  a  May 
1993  effective  date  and  $0  to  $227,000 
for  an  extension  to  May  1994.  Only  one 
large  food  manufacturer  provided  an 
estimate  of  the  cost  of  inventory 
disposal  (i.e.,  approximately  $800,000) 
for  a  compliance  period  ending  in 
November  1993.  One  industry 
association  representing  supplement 
manufacturers  estimated  the  cost  of 
disposal  for  a  November  1993 
compliance  date  at  $15  million.  Another 
industry  association,  after  conducting  a 
survey  of  its  members,  stated  that  37 
member  companies  reported  a  total 
inventory  disposal  cost  of  $26  million 
and  1.5  billion  labels  for  a  compliance 
date  of  May  8. 1993.  According  to  the 
comment,  the  cost  to  these  37  firms 
would  decline  to  $2  million  and  150 
million  labels  with  a  1-year  extension. 

In  addition,  several  comments  stated 
that  another  label  disposal  problem 
involves  production  of  private  labels  for 
•  retail  grocery  and  other  companies. 
Typically,  the  manufacturer  provides 
the  art  work  and  printing  plates  for 
private  label  customers.  When  orders  for 
products  are  below  normal,  the 
manufacturer  stores  the  packaging 
material  at  his  cost.  The  comments 
stated  that  the  new  labeling  changes 
will  necessitate  modification  of  all 
customer  labels  at  the  manufacturer's 
expense,  and  the  manufacture  may 
have  to  write  off  as  a  loss  considerable 
quantities  of  label  and  packaging 
material. 

These  figures  do  not  conflict  with 
those  estimated  by  FDA  in  its  November 
1991  RIA.  Based  tm  a  contractor's  study 
of  the  food  processing  industry.  FDA 
estimated  the  cost  of  disposal  of 
remaining  inventory  to  be  $306  million. 
Although  conducted  before  passage  of 
the  1990  amendments,  the  information 
generated  from  this  study  was  not 
available  to  Congress  or  to  the  public. 

In  the  1990  estimate,  FDA  assumed 
that  1  year  was  sufficient  to  dispose  of 
all  labels  and  thus  did  not  estimate  cost 
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of  label  disposal.  Because  the  1990 
estimate  was  apparently  the  only 
information  Congress  had  available  to  it, 
it  may  be  presumed  that  these  costs 
were  unforeseen  and,  hence,  are  in 
excess  of  those  anticipated  by  Congress. 

10.  Some  small  firms  stated  that  the 
implementation  of  the  nutrition  labeling 

e revisions  would  drive  them  out  of 
usiness  because  the  cost  of  compliance 
would  eliminate  their  already  low  profit 
margins.  These  small  firms  claim  that 
they  cannot  absorb  costs,  and  relabeling 
will  prevent  their  prices  from  being 
competitive. 

FDA  is  aware  that  firms  with  low 
profit  margins  may  be  significantly 
affected  by  their  effort  to  come  into 
compliance  with  section  403(q)  of  the 
act.  Although  section  403(q)  of  the  act 
includes  a  small  business  exemption, 
many  small  firms  do  not  meet  the 
requisite  levels.  Extending  the  date  of 
application  will  help  alleviate  the  > 
impact  on  small  businesses  by 
mitigating  increases  in  the  cost  of 
analytical,  redesign,  and  printing 
services,  and  by  reducing  the  amount  of 
label  inventory  destroyed.  Also,  an 
extension  will  assist  those  firms  forced 
to  scale  back  or  halt  operations  because 
they  are  unable  to  produce  complying 
labels  in  a  timely  manner. 

11.  Comments  from  specialty  food 
distributors  noted  that  the  cost  of 
relabeling  to  be  in  compliance  with 
section  403(q)  of  the  act  could  result  in 
the  elimination  of  profitable  product 
lines  when  the  manufacturer  decides 
that  the  unit  cost  of  the  labeling  does 
not  justify  compliance  or  may  trigger  a 
price  increase. 

FDA  agrees  that  some  profitable 
product  lines  have  such  small  profit 
margins  that  it  is  not  unreasonable  to 
expect  that  the  cost  associated  with  a 
short  compliance  period  might  increase 
the  cost  of  manufacturing  such  that  the 
product  line  is  no  longer  profitable.  The 
agency  is  currently  exploring  the 
possibility  of  legislation  to  relieve  this 
undue  hardship  on  small  firms. 

12.  A  European  Community  (EC) 
Commission  expressed  concern  that 
overseas  suppliers  will  be  unable  to 
meet  the  6-month,  May  8, 1993. 
deadline  because  of  differences  in 
definitions  and  analytical  procedures 
between  EC  and  the  United  States.  The 
comment  noted  that  the  6-month 
effective  date  would  be  impossible  for 
EC  producers  to  meet  because  there  is 
a  delay  of  several  months  between  the 
labeling  of  products  in  Europe  and  their 
arrival  in  the  United  States  because  of 
travel  time  and  customs  formalities, 
giving  overseas  suppliers  effectively 
only  3  months  to  analyze  and  relabel 
their  products.  Additionally,  a  trade 


association  for  herbal  products 
confirmed  that  printing  and  analysis  of 
the  product  for  overseas  suppliers 
would  have  to  be  accomplished  in  3 
months. 

FDA  agrees  that  foreign  food 
manufacturers  might  need  a  longer 
compliance  period  than  domestic 
manufacturers  because  of  the 
differences  in  language,  analytical 
methodology,  and  length  of  time  it  takes 
to  transport  the  product.  FDA  believes 
the  longer  compliance  period  specified 
in  this  final  rule  will  alleviate  the 
concerns  expressed  by  the  comment. 
The  agency  notes  that  all  products 
introduced  into  interstate  commerce  on 
or  after  May  8, 1994.  must  comply  with 
sections  403  (q)  (except  section 
403(q)(4))  and  403(r)(2)  and  any  final 
regulations  promulgated  to  implement 
those  sections. 

13.  A  comment  from  a  trade  group  for 
the  sugar  manufacturers  pointed  out 
that  b^use  in  their  industry  the  label 
is  the  package,  the  product  cannot  be 
packaged  until  it  can  be  labeled.  These 
manufacturers  expressed  concern  that  a 
substantial  amount  of  sugar  inventory 
will  be  misbranded  and  unmarketable, 
thus  causing  sugar  to  be  destroyed  or 
returned,  opened,  poured  out,  and 
reprocessed  to  be  finally  placed  in 
packages  conforming  to  label 
requirements.  One  sugar  company 
estimated  its  cost  of  process  and 
inherent  losses  to  be  $3.6  million. 

As  previously  stated,  FDA  believes 
the  longer  compliance  period  specified 
in  this  final  rule  will  alleviate  the 
concerns  expressed  by  the  comment. 
Again,  the  agency  notes  that  these 
jnanufacturers  will  have  until  May  8, 
1994.  to  use  up  their  inventory.  They 
will  also  have  ample  time  to  develop 
their  new  packaging. 

14.  One  trade  association  commented 
that  their  business  was,  in  large  part, 
seasonally  based  because  of  the  holiday 
trade,  such  as  Halloween,  and  that  other 
businesses  had  special  holiday  or 
seasonal  considerations.  The  comments 
noted  that  seasonal  products  need 
unusually  long  advance  planning. 
Graphics  and  packaging  must  be 
finalized  and  ordered  9  months  to  1  year 
in  advance.  The  comment  argued  that 
label  changes  would  occur  in  the 
middle  of  the  packaging  and  shipping 
season  for  products  that  represent  20 
percent  of  some  of  their  members' 
product  lines. 

The  agency  agrees  that  the  6-month 
effective  date  might  be  impossible  for 
some  seasonal  products  and  could  result 
in  some  product  lines  being  dropped. 
The  agency  believes  that  the  loss  of 
product  lines  would  be  an  undue 
economic  cost.  The  agency  notes  that  a 


delay  of  applicability  of  section  403tqj 
of  the  act  of  approximately  15  total 
months  will,  according  to  the 
comments,  be  sufficient  lead  time  for 
these  products. 

15.  Some  comments  requested  an 
extension  of  the  date  of  application  of 
the  labeling  provisions  because  initial 
analytical  results  might  induce 
companies  to  reformulate  their  products 
in  order  to  improve  the  nutritional 
composition  of  those  products  to  appeal 
to  the  public.  An  industry  association 
stated  that  the  costs  of  reformulating 
products  would  be  substantial~$20,000 
per  product.  Another  firm  estimated  the 
cost  of  reformulation  to  be  $60,000  per 
item  plus  $400,000  to  convert 
processing  time  to  include  controls. 

The  agency  notes  that  one  of  the 
purposes  of  die  1990  amendments  was 
precisely  to  encourage  manufacturers  to 
produce  healthier  products  as  a  result  of 
mandatory  disclosure  of  food  content. 
Reformulation,  however,  does  not 
constitute  undue  economic  hardship  in 
itself  because  the  industry  is  not 
required  by  statute  to  reformulate  its 
products. 

16.  Several  comments  stated  that  the 
reduction  in  total  costs  that  would 
result  from  a  delay  in  the  application  of 
section  403(q)  of  the  act  would  justify 
an  extension.  One  comment  from  a 
major  industry  association  stated  that 
the  total  cost  of  food  labeling  would  be 
reduced  from  $3.36  billion  for  the  May 
8.  1993,  compliance  date  to  $1.69 
billion  for  a  November  8, 1993, 
compliance  date,  and  ultimately  to  $974 
million  for  a  May  8.  1994,  compliance 
date.  Another  industry  association 
stated  that  the  total  costs  to  its  members 
would  be  reduced  from  $4.3  million  to 
$900,000  if  the  compliance  period  were 
extended  an  additional  year  to  May 
1994.  One  large  firm  stated  that  total 
costs  would  be  $251,146,000  for  a  May 
1993.  compliance  date.  Additionally,  an 
industry  association  estimated  that  an 
extension  from  May  1993  to  May  1994 
would  reduce  total  costs  for  its  members 
from  $160  million  to  one-tenth  of  that 
amount.  Other  firms  stated  their  total 
costs  would  be  reduced  by  30  to  90 
percent  with  a  1-year  extension. 

FDA  finds  that  these  comments  are 
generally  consistent  with  its  own 
estimates.  The  agency  estimates  that  the 
benefits  of  nutrition  labeling  and 
nutrient  content  revision  will  remain 
nearly  the  same  ($3.6  to  $3.4  billion) 
over  the  1-year  period  from  May  8, 1993 
to  May  8, 1994,  while  costs  will 
decrease  dramatically.  In  the  NuVtjmber 
1991  RIA.  the  agency  estimated  that  a  6- 
month  delay  of  the  date  of  applicability 
would  result  in  a  savings  of  $600 
million,  a  9-month  delay,  $700  million 
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savings,  and  a  1-year  delay,  $635 
million.  As  discussed  In  the  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  has  found  it 
appropriate  to  adjust  these  cost 
estimates  upward  somewhat 

C.  Whether  a  Delay  in  Application  of 
403(q)  of  the  Act  is  Appropriate 

17.  One  comment  from  a  consumer 
group  favored  no  delay  in  applying 
section  403(q)  of  the  act  primarily 
because  it  wanted  consumers  to  obtain 
health  benefits  as  soon  as  possible  from 
the  mandatory  disclosure  of  nutrients 
on  food  labels.  A  few  comments 
tentatively  favored  an  extension,  but 
only  if  the  food  industry  makes  a  strong 
case  for  undue  economic  hardship  and 
provides  substantial  evidence  of  such 
hardship. 

FDA  has  reviewed  these  comments 
and  rejects  the  position  that  no 
extension  of  the  May  8. 1993.  deadline 
should  be  granted.  FDA  realizes  that 
providing  for  early  compliance  with  the 
1990  amendments  is  desirable  and 
follows  the  intent  of  Congress  to 
implement  promptly  the  provisions  of 
section  403(q)  of  the  act.  However,  the 
agency  cannot  ignore  the  evidence  of 
undue  economic  hardship  presented  by 
industry  comments  and  supported  by 
FDA's  own  cost  estimate.  This  hardship 
is  particularly  acute  for  small  and 
medium-sized  firms  which  will  not  be 
able  to  afford  the  analytical  testing, 
printing,  and  inventory  disposal  costs  if 
section  403(q)  of  the  act  is  applied  on 
May  8. 1993.  Congress  specifically 
provided  that  the  Secretary  may  grant  a 
delay  of  section  403(q)  Of  the  act  of  up 
to  1  year  if  such  undue  economic 
hardship  is  found. 

Given  the  fact  that  a  delay  of  the  date 
of  applicability  for  section  403(q)  of  the 
act  will  result  in  substantial  cost 
reductions,  and  the  evidence  presented 
above  that  the  costs  of  analytical  testing, 
label  printing,  and  inventory  disposal 
far  exceed  the  apparent  expectations  of 
Congress,  a  May  8. 1993.  compliance 
date  will  generate  a  substantial 
economic  burden.  Therefore,  the  agency 
has  decided  that  undue  economic 
hardship  will  result  from 
implementation  of  section  403(q)  of  the 
act  on  May  8, 1993.  and  has  decided  to 
delay  the  date  of  application  of  section 
403(q).  except  for  section  403(q)(4)  (raw 
agricultural  commodities  and  raw  fish) 
which  became  effective  November  8, 
1991,  as  provided  in  section 
«03(q){4)(B)(i). 


D.  Undue  Economic  Hardship  from 
Application  of  Section  403(r)(2)  of  the 
Act 

The  agency  also  is  authorized  by  the 
1990  amendments  to  consider  whether 
compliance  with  section  403(r)(2)  of  the 
act  on  May  8. 1993,  will  cause  an  undue 
economic  hardship.  Very  few  comments 
directly  addressed  the  issue  of  undue 
economic  hardship  resulting  from 
compliance  with  this  section.  Most 
comments  did  not  distinguish  between 
the  two  sections. 

18.  One  comment  from  a  consumer 
advocacy  group  stated  that,  because 
FDA's  original  estimates  of  the  costs  to 
restaurants  represent  roughly  one 
percent  of  that  industry's  output,  the 
economic  burden  to  the  food  service 
industry  cannot  be  deemed  iindue. 

The  agency  disagrees  with  the 
comment.  In  its  original  assessment  of 
the  costs  of  food  labeling  (July  1990), 
FDA  did  not  consider  the  costs  to 
restaurants.  Therefore,  Congress  had  no 
information  regarding  the  expense  that 
would  be  incurred  by  restaurants  as  a 
result  of  the  1990  amendments.  While 
no  restaurant  associations  requested  a 
delay  of  application  of  section  403(r)(2) 
of  the  act.  according  to  a  study 
conducted  by  the  National  Restaurant 
Association  in  a  special  analysis  of  their 
1991  menu  collection  submitted  in 
response  to  the  November  1991  RIA,  89 
percent  of  all  menus  would  need  to  be 
changed  to  comply  with  the 
requirements  of  section  403(r)(2).  While 
FDA  is  not  including  menus  in  the 
regulatory  purview  of  this  action,  it  is 
including  restaurant  signs  and  placards. 
Because  this  material  is  clearly 
reflective  of  the  menu,  much  of  it  will 
have  to  be  modified  in  response  to  the 
new  law  at  significant  cost.  Thus,  by 
any  reasonable  estimate,  this  figure  is 
more  than  Congress  could  have 
envisioned  and  provides  evidence  of 
undue  economic  hardship. 

The  agency  has  decided  not  to 
undercut  the  relief  that  it  is  granting  in 
delaying  the  application  of  section 
403(q)  of  the  act  by  forcing  industry  to 
comply  with  section  403(r)(2)  of  the  act 
on  May  8, 1993.  The  agency  has 
considered  that  if  a  delay  were  granted 
in  the  application  of  section  403(q)  of 
the  act,  but  not  in  the  application  of 
section  403(r)(2)  of  the  act,  a  substantial 
number  of  firms  would  still  have  to 
relabel  their  products  to  at  least  remove 
claims  that  are  not  in  compliance  with, 
or  are  not  defined  in.  the  regulations 
that  FDA  is  issuing  under  section 
403(r)(2). 

The  agency  also  notes  that  in  section 
10(a)(l)(B)(ii)  of  the  1990  amendments. 
Congress  provided  that  persons  who  use 


a  brand  name  that  includes  a  term  that 
is  defined  in  section  403(r)(2)(A)(i)  of 
the  act  have  an  additional  6  months, 
until  November  8, 1993,  to  comply.  FDA 
believes  that  the  terms  defined  imder 
section  403(r)(2)(A)(i)  of  the  act  will  be 
most  useful  to  consumers  if  they  come 
onto  the  maii^et  at  the  same  time. 
Therefore,  FDA  believes  that  an  across 
the  board  delay  in  the  application  of 
section  403(r)(2)  of  the  act  for  at  least  6 
months  is  appropriate. 

E.  Agency  Finding  of  Undue  Economic 
Hardship 

The  agency  has  considered  the 
comments,  relevant  case  law,  and  its 
November  1991  RIA.  to  determine 
whether  undue  economic  hardship 
exists  in  implementing  sections  403(q) 
and  403(r)(2)  of  the  act  by  May  8, 1993. 
Having  defined  "undue  economic 
hardship"  above  as  a  substantial 
economic  burden  in  excess  of  what 
Congress  would  have  envisioned 
attributable  to  the  6-montih  compliance 
date  established  by  the  1990 
amendments,  the  agency  has  examined 
the  evidence  presented  and  concludes 
the  following: 

The  evidence  from  the  comments 
demonstrates  that  undue  economic 
hardship  will  occur  in  the  aggregate 
because  of  increased  analytical  testing 
costs  and  pressures  on  printer  capacity. 
Congress  presumably  was  not  aware  that 
printing  costs  varied  with  different 
compliance  periods.  Therefore,  a 
significant  percentage  of  printing  costs 
are  unexpected  costs.  An  estimate  of 
label  inventory  disposal  costs  of  $306 
million  was  also  not  available  to 
Congress.  These  costs  have  the  greatest 
effect  on  small  firms,  which  have  low 
profit  margins  and  which  normally 
retain  higher  inventories  of  labels. 

Consistent  with  agency  figures,  the 
comments  demonstrate  Uiat  the 
magnitude  of  the  nutrition  labeling  costs 
are  4  times  that  which  was  reasonably 
expected  by  Congress.  Additionally, 
these  costs  decrease  dramatically  with  a 
6-month,  9-month,  or  12-month  delay  of 
the  nutrition  labeling  and  nutrient 
content  provisions.  "Thus,  the  costs  of 
applying  sections  403(q)  and  403(r)(2)  of 
the  act  on  May  8, 1993,  are  unnecessary 
and  imexpected  and  constitute  undue 
economic  hardship  for  affected     , 
industry.  Therefore,  the  agency 
concludes  that  there  is  an  appropriate 
basis  to  delay  the  application  of  these 
sections. 

V.  How  Long  Should  Application  of 
Sections  403(q)  and  403(r)(2)  of  the  Act 
be  Delayed? 

Having  concluded  that  there  will  be 
undue  economic  hardshio  tr  the  food 
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industry  if  it  is  forced  to  comply  with 
sections  403(q)  and  403(r)(2)  of  the  act 
on  May  8, 1993.  and  that  some  delay  is 
appropriate,  the  agency  has  considered 
how  long  to  dblay  the  application  of 
these  sections.  Section  10(b)(3)(A)  of  the 
1990  amendments  permits  the  agency  to 
delay  the  application  of  these  sections 
for  up  to  1  year. 

In  deciding  on  the  length  of  the  delay, 
the  agency  notes  that  several  factors  are 
relevant.  First,  Congress  has  passed  a 
second  law  that  will  require  a  change  in 
food  labels.  The  American  Technology 
Preeminence  Act  of  1991  (Pub.  L.  102- 
245)  (amended  in  Pub.  L.  102-329 
(hereinafter  referred  to  as  "the  metric 
amendments")  which  amended  the  Fair 
Packaging  and  Labeling  Act  (the  FPLA). 
requires  uat  manufacturers  revise  their 
labels  and  labeling  by  February  14. 
1994.  to  declare  net  weight  declarations 
in  both  the  customary  unit/pound 
system  of  measure  and  the  International 
System  of  Units  metric  system  on  food 
labels.  Second,  as  a  result  of 
circumstances  beyond  FDA's  control, 
the  issuance  of  the  final  regulations 
with  which  industry  will  have  to 
comply  was  delayed  by  slightly  more 
than  a  month.  Both  of  these  factors  must 
be  considered  in  deciding  on  an 
appropriate  applicability  date. 

19.  The  agency  received  several 
comments  relat«l  to  the  metric 
amendments,  requesting  that  the  agency 
apply  sections  403(q)  and  403(r)(2)  of 
the  act  on  the  same  date  as  the  metric 
amendments  in  order  to  avoid  a  costly 
relabeling.  One  comment  argued  that 
the  date  of  application  of  the  nutrition 
labeling  and  nutrient  content  revisions 
and  the  effective  date  of  the  metric 
amendments  should  be  May  8, 1994. 
while  another  comment  requested 
simultaneous  implementation  on 
November  8, 1994.  or  May  8. 1995. 

FDA  agrees  with  the  comments  that  it 
would  be  desirable  if  the  date  of 
application  of  sections  403(q)  and 
403(r)(2)  of  the  act  and  the  efTective  date 
of  the  metric  amendments  were  the 
same.  Section  107(b)  of  the  metric 
amendments  requires  that  the  metric 
provisions  take  effect  2  years  after  the 
date  of  enactment  of  the  act  which  will 
occur  on  February  14, 1994.  While 
section  10(a)(3)(B)  of  the  1990 
amendments  provides  for  a  delay  of  the 
date  of  application  of  sections  403(q) 
and  403(r){2)  of  the  act,  the  metric 
amendments  contain  no  such  provision. 

Initially,  FDA  intended  to  make  the 
regulations  issued  under  section  403(q) 
and  (r)(2)  of  the  act  effective  on 
February  14, 1994.  providing  a  9-month 
extension  and  enabling  manufacturers 
to  coordinate  thair  compliance  with 
both  laws.  However,  as  stated  above. 


events  beyond  the  agency's  control  have 
led  to  a  delay  in  the  publication  of  these 
final  regulations.  Therefore,  requiring 
compliance  with  the  regulations 
implementing  section  403(q)  and  (r)(2) 
of  the  act  by  February  14, 1994,  would 
not  provide  industry  with  sufficient 
relief  from  undue  economic  hardship. 
The  agency  has  thus  decided  that  it  is 
appropriate  for  those  regulations  to  go 
into  effect  May  8, 1994.  The  resulting 
period  provided  to  industry  to  comply 
with  the  regulations  is  in  the  range  of 
the  15-month  compUance  period  that 
the  agency  had  earlier  contemplated 
providing. 

FDA  recognizes  that  the  metric 
amendments  will  take  effect  February 
14, 1994.  FDA  encourages  those  firms 
that  are  able  to  consolidate  their 
relabeling  efforts  and  comply  with  both 
the  metric  amendments  and  the  1990 
amendments  by  February  14, 1994.  to 
do  so.  Moreover.  FDA  notes  that  imder 
the  metric  amendments,  firms  are  free  to 
use  up  their  existing  label  stocks  before 
they  are  required  to  comply  with  the 
new  provision.  Thus.  FDA  is  unlikely  to 
bring  an  action  against  a  product 
because  it  fails  to  comply  with  the 
metric  amendments  until  after  May  8. 
1994. 

20.  Several  comments  favored  the  6- 
month  delay  option  because  most  of  the 
cost  burden  will  be  alleviated  by  a  delay 
of  that  length.  The  comments  argued 
that  a  6-month  delay  will  have  the  effect 
of  reducing  the  demand  for  printers, 
thereby  causing  a  substantial  decrease 
in  printing  costs.  They  also  pointed  out 
that  inventory  disposal  costs  will  be 
significantly  reduced  because  firms 
would  be  given  additional  time  to  use 
up  old  labels. 

While  the  6-month  option  relieves 
much  of  the  economic  hardship  on 
industry  by  reducing  the  cost  of  labeling 
from  $1.5  billion  dollars  to  $800 
million,  the  agency  has  rejected  this 
option  because  it  would  leave  firms  in 
the  position  of  having  to  make  a  second 
relabeling  within  3  months  to  comply 
with  the  metric  amendments.  The 
agency  has  always  sought  to  minimize 
the  cost  of  relabeling.  Furthermore,  both 
seasonal  products  and  products  from 
other  countries  would  have  particular 
problems  with  only  a  1-year  compliance 
period  which  includes  a  &-month  delay 
in  application  of  sections  403(q)  and 
403(r)(2)oftheact. 
21.  Some  comments  suggested  a 

{>hasein  date  of  applicabiUty  over  a 
onger  period  sudi  as  18  to  24  months. 
One  comment  requested  a  period  of  trial 
application  of  the  proposed  regulations 
followed  by  a  90-day  period  for 
comment. 


The  agency  rejects  these  comments 
because  the  1990  amendments  make  no 
provision  for  such  a  trial  period  or  for 
a  longer  than  1-year  delay  In 
application.  Additionally,  such  a 
phasein  period  would  be  extremely 
difficult  for  FDA  to  administer  because 
it  does  not  have  the  personnel  to  ensiue 
compliance  with  an  application  date 
that,  as  it  is  phased  in,  affects  only  some 
firms  or  products.  Thus,  the  agency 
finds  no  basis  to  adopt  the  approach 
suggested  by  this  comment. 

22.  One  comment  from  a  consiuner 
favored  a  2-year  delay  because  the 
consumer  believed  that  the  costs  of 
compliance  by  the  May  8. 1993. 
deadline  would  be  excessive  ($10 
billion),  and  that  most  of  this  added  cost 
would  be  passed  on  to  consumers. 
Several  industry  comments  also 
requested  a  2-year  delay  because  of  the 
cost  of  making  label  changes  to  meet  the 
May  8, 1994,  date. 

The  agency  estimated  in  the 
November  1991  RIA  that  the  cost  of 
compUance  with  the  1990  amendments 
would  be  $1.5  billion.  While  some 
industry  comments  assert  that  the  cost 
would  be  as  high  as  $3  to  $4  billion, 
there  simply  is  no  basis  to  find,  as  the 
comment  suggests,  that  the  cost  of 
relabeling  would  be  $10  billion.  More 
importantly,  a  2-year  delay  in  the 
application  of  sections  403{q)  and 
403(r)(2)  of  the  act  cannot  be  granted 
because  section  10(a)(3)(b)  of  the  1990 
amendments  authorizes  a  delay  of  no 
more  than  1  year. 

23.  An  ice  cream  manufacturer 
requested  that  FDA  defer  the  date  of 
applicability  of  the  1990  amendments  to 
ice  cream  products  until  12  months  after 
the  agency  takes  final  action  on  the 
International  Ice  Cream  Association's 
petition  to  establish  specific  standards 
for  modified  ice  cream. 

The  agency  disagrees  with  this 
comment.  First,  the  agency  does  not 
have  legal  authority  to  grant  the  relief 
requested.  As  discussed  above,  the  act 
grants  the  agency  authority  to  delay 
application  of  sections  403(q)  and 
403(r)(2)  of  the  act  for  1  year  from  their 
effective  date,  not  for  a  1-year  period 
from  any  particular  date  in  the  future. 
Secondly,  the  agency  cannot  presimie 
that  it  will  grant  the  petition  in 
question.  Even  if  it  does,  however,  the 
modified  ice  cream  products  in  question 
will  be  new  foods.  Thus,  the  costs 
involved  in  labeling  these  products  will 
be  the  costs  attributable  to  starting  a 
new  product  line,  and  not  costs 
attributable  to  the  changes  imposed  by 
the  act.  Therefore,  FDA  finds  no  basis  to 
grant  the  requested  delay. 

24.  Two  comments  from  food 
manufacturers  stated  that  if  the  date  of 
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applicability  is  delayed,  two  relabelings 
will  occur  because  the  ingredient 
labeling  rules  are  statutorily  mandated 
to  take  effect  on  May  8, 1993. 

FDA  finds  no  merit  to  these 
comments.  By  delaying  the  application 
of  sections  403(q)  and  403(r)(2)  of  the 
act  until  February  1994.  FDA  is  not 
requiring  firms  to  delay  relabeling  until 
thai  date.  Quite  the  contrary.  FDA  urges 
firms  to  relabel  their  products  as  quickly 
as  possible.  However.  FDA  has  no 
authority  to  delay  the  effect  of  the 
ingredient  labeling  provisions.  Thus, 
whether  a  firm  that  must  make  labeling 
changes  to  comply  with  the  ingredient 
labeling  provisions  makes  all  its 
changes  at  that  time,  or  decides  to  take 
advantage  in  the  delay  of  applicability 
and  thus  has  two  relabelings.  is  up  to 
the  firm. 

25.  The  overwhelming  majority  of 
comments  supported  a  delay  of  the  date 
of  applicability  for  the  full  1  year  for 
sections  403(q)  and  403(r)(2)  of  the  act. 
The  primary  reasons  for  these  requests 
were  that  a  1-year  delay  is  necessary  to 
give  printers  time  to  meet  the  excess 
demand  for  labels  imposed  by  the 
nutrition  labeling  provisions,  and  that 
printing  and  analytical  testing  costs, 
prohibitive  in  a  short  compliance 
period,  would  be  reduced  to  more 
reasonable  levels. 

The  agency  agrees  with  these 
comments  that  a  delay  of  the  date  of 
application  of  sections  403(q)  and 
403(r)(2)  of  the  act  will  alleviate  the 
undue  economic  hardship  for  the 
industry.  As  discussed  above,  FDA  had 
intended  to  provide  a  9-month 
extension  to  February  14. 1994.  but 
considers  that  an  extension  to  May  8, 
1994,  is  now  appropriate  because  of  the 
delay  in  publication  of  these  rules. 

The  agency  is  thus  providing  the  most 
time  for  compliance  permissible  under 
the  1990  amendments,  as  requested  by 
these  comments,  although  the  total 
compliance  time  provided  will  be  closer 
to  15  than  18  months. 

The  agency  fully  expects  that  many 
firms  will  begin  to  comply  well  in 
advance  of  the  May  8. 1994,  date  of 
application  of  the  nutrition  labeling  and 
nutrient  content  claim  provisions.  For 
firms  that  have  their  own  inhouse 
analytical  testing  or  printing  capability, 
the  transition  will  be  easier  than  for 
those  who  do  not.  Some  firms  are 
already  conducting  nutritional  analysis 
of  their  products  and  may  be  able  to 
comply  before  the  required  date.  Some 
firms  may  receive  favorable  positions  in 
the  queue  of  label  printers  and  may 
complete  labeling  well  in  advance  of  the 
May  8, 1994.  date.  As  these  firms 
coixiplete  nutritional  analysis  and 
labeling,  they  will  begin  to  use  the 


revised  labels.  Therefore,  consumers 
will  receive  some  of  the  expected  health 
benefits  of  the  label  changes  during  the 
period  between  May  8, 1993.  and  May 
8, 1994. 

VI.  EGfective  Date  of  Regulations 
Implementing  Sections  403(q)  and 
403(rK2)oftheAct 

The  agency  is  announcing  that  the 
regulations  implementing  sections 
403(q)  and  403(r)(2)  of  the  act  will  be 
effective  May  8. 1994.  the  date  that  the 
agency  will  begin  to  apply  these 
provisions.  Under  section  10(b)(1)(D) 
and  (E)  of  the  1990  amendments,  the 
effective  date  of  the  regulations 
implementing  sections  403(q)  and 
403(r)(2)  of  the  act  need  not  be  the  same 
as  the  effective  date  of  those  provisions. 
There  is  nothing  in  the  1990 
amendments  nor  in  the  legislative 
history  that  states  when  FDA's 
regulations  are  to  be  effective.  FDA  is. 
therefore,  free  to  make  them  effective  on 
whatever  date  it  considers  appropriate. 

The  agency  has  chosen  May  8.  1994. 
As  a  result,  the  current  regulations  on 
nutrition  labeling  and  nutrient  content 
claims  will  remain  in  effect  until  the 
agency  begins  to  enforce  the  new 
statutory  provisions  on  these  matters. 
The  agency  finds  that  it  would  be  most 
appropriate  to  have  the  new  regulations 
that  implement  those  provisions  take 
effect  at  that  time.  Thus,  on  the  effective 
date  of  the  final  rule  on  nutrition 
labeling,  current  §  101.9  (21  CFR  101.9) 
will  disappear  and  be  replaced  by  the 
new  provision. 

Therefore,  under  the  act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  FDA  is  establishing 
May  8. 1994,  as  the  effective  date  of  the 
regulations  implementing  sections 
403(q)  and  403(r)(2)  of  the  act  (except 
section  403(q){4j),  with  a  date  of 
applicability  of  May  8. 1994. 

Accordingly,  compliance  with  the 
implementing  final  regulations  on 
mandatory  nutrition  labeling  and 
nutrient  content  claims  published 
elsewhere  in  this  issue  of  the  Federal 
Register  in  response  to  the  following 
November  27. 1991,  proposals:  (1)  Food 
Labeling:  Reference  Daily  Intakes  and 
Daily  Reference  Values  and  Nutrition 
Labeling,  Mandatory  Status  and  Content 
Revision  (Docket  Nos.  90N-0134  and 
90N-O135)  (56  FR  60366);  (2)  Serving 
Sizes  (Docket  No.  90N-0165)  (56  FR 
60394);  (3)  Nutrient  Content  Claims.    . 
General  Principles,  Petitions,  and 
Definition  of  Terms  (Docket  No.  9lN- 
0384)  (56  FR  60421);  (4)  Definitions  of 
Nutrient  Content  Claims  for  the  Fat. 
Fatty  Acid,  and  Cholesterol  Content 
(Docket  No.  84N-0153)  (56  FR  60478); 
(5)  Use  of  Nutrient  Content  Claims  for 


Butter  (Docket  No.  91N-0344)  (56  FR 
60523);  (6)  Food  Standards: 
Requirements  for  Substitute  Foods 
Named  by  Use  of  a  Nutrient  Content 
Claim  and  a  Standardized  Term  (Docket 
No.  91N-0317  et  al.)  (56  FR  60512);  and 
(7)  Format  for  Nutrition  Label  (Docket 
No.  91N-0162)  (57  FR  32058.  July  20." 
1992)  may  begin  immediately.  All 
products  initially  introduced  into 
interstate  commerce  on  or  after  May  8. 
1994.  shall  comply. 

VII.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.).  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  RIA  that  presented  the 
co-sts  and  benefits  of  all  of  the  food 
labeling  provisions  taken  together.  That 
RIA  was  published  in  the  Federal 
Register  of  November  27. 1991  (56  FR 
60856),  along  with  the  food  labeling 
proposals,  and  the  agency  requested 
comments  on  the  RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA, 
published  elsewhere  in  this  issue  of, the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23,  12420 
Parklawn  Dr.,  Rockville,  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

Comments  to  the  November  1991  RIA 
indicated  that  costs  of  complying  with 
the  proposed  May  8. 1993.  effective  date 
would  exceed  FDA's  estimate  in  the 
RIA.  These  costs  would  include  queuing 
costs  to  food  manufacturers  trying  to 
comply  with  the  short  deadline  to 
relabel  food  products.  The  final  RIA 
contains  revised  cost  estimates  for  the 
societal  costs  involved,  which,  for  the 
most  part,  do  not  include  queuing  costs. 
Such  costs,  which  have  been  analyzed 
in  this  document,  are  largely  transfers 
between  food  manufacturers  and 
labeling  firms. 

FDA  concludes,  based  on  its  review  of 
available  data  and  comments,  that  the 
costs  of  the  overall  food  labeling  retorm 
initiative  will  be  reduced  by  nearly  one- 
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half  (i  cost  savings  of  approximately 
$700  million)  by  extending  the  date  for 
compliance  with  the  food  labeling 
requirements  to  May  8. 1994.  Further, 
the  agency  concludes  that  this  action 
will  significantly  alleviate  the  economic 
hardship  that  would  otherwise  result  if 
sections  403(q)  and  403(r)(2)  of  the  act 
were  made  applicable,  as  proposed,  on 
May  8. 1993. 

Vm.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  reproposed  rule  for 
mandatory  nutrition  labeling  (56  FR 
60366,  November  27. 1991)  and  the 
proposed  rule  for  nutrient  claims  (56  FR 
60421,  November  27. 1991).  the  agency 
determined  that  under  21  CFR 
25.24(a)(8)  and  (a)(ll},  these  actions  are 
of  a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

Several  comments  on  the  proposed 
rule  suggested  that  there  would  be 
significant  adverse  environmental 


effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  comments  did  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived,  (2)  identify  what  portion 
of  the  estimated  amounts  are 
attributable  to  these  two  actions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste.  In  its  November 
27, 1991,  reproposed  rule  for  mandatory 


nutrition  labeling  and  proposed  rule  for 
nutrient  content  claims,  the  agency 
proposed  that  the  final  rules  for  these 
actions  would  become  effective  6 
months  following  their  publication  in 
the  Federal  Register. 

However,  the  agency  has  decided  to 
not  make  these  rules  effective  until  May 
8. 1994.  FDA  believes  there  will  thus  be 
ample  time  for  food  companies  to  use 
up  most  of  the  existing  labeling  and 
packaging  stocks  and  to  incorporate 
labeling  language  that  complies  with 
FDA's  regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required.  I 

Dated:  December  17. 1992. 
David  A.  Kessler, 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan,  | 

Secretary  of  Health  and  Human  Services 
jFR  Doc.  92-31500  Filed  12-28-92;  8:45  am) 
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Food 

Nutrition  1 

CoAtem  n»¥toioro.  FomaifwMiiMtion 

Labai 

AGENCY:  Food  and  Dn^g  AdmlaistiatioB. 

HHS. 

ACHON:  Hnal  rale. 

SUMMARY:  The  Food  and  Drug 
AdmiTustration  (FDA)  is  amending  its 
regulatioDS  to:  tl)  Require  nutrition 
labefuig  on  most  foods  that  are  regulated 
by  FDA.  (2)  revise  the  list  of  required 
nutrients  and  food  components  «nd  the 
conditions  for  declaring  them  in 
nutrition  labeling,  (30  specify  «  new 
format  for  declaring  nutrition 
information,  {4]  allow  specified 
products  to  be  exempt  Inun  sutritiaa 
labeling,  and  (5)  prescribe  a  siofdified 
form  of  Jiotrition  labeling  and  the 
circumstances  in  which  such  simplified 
nutritioB  labelipg  may  be  used.  Iliis 
Hnal  rule  also  responds  to  citizen 
petitions  on  the  dieclaration  ol  dietary 
fiber  in  nutrition  labeling  and  on 
methodologies  for  detenninicg  protein 
content. 

DATES:  Efiscdve  February  14, 1S94.  The 
Director  of  the  Office  of  the  Fiederal 
Renter  appnives  the  iacoipomtiaii  by 
refereooe  in  aooorduice  with  5 1LS.C. 
552i(aj  aod  1  CFfi  part  51  of  certain 
publications  ia  21  CFR  101.9(cHlMi)(Ai. 
(c)(iK«i(B).  (cXiKiMa  icMiJeXEJ.  (cMBl 
(c)(7)(ii).  <cX7}{ii)(B).  and  <g«^ 
effective  (February  14.  19»4^ 
FOR  FURTHER  WPOfaMfKM  COMtaCT: 
Virginia  L.  Wilkeimig.  OenAer  for  Food 
Safety  and  Applied  Nutrition  (HFF- 
200).  Food  and  Drug  AdminisAnitian. 
200  C  Streat  SW..  Washington,  DC 
20204. 202-30S-4561. 

SUPf>l£MENTARy  JNFORMATION: 

I.  Back^vowl 

In  the  Federal  Heg^ster  of  July  la. 
1^90 155  FR  29847),  FDA  published  a 
proposed  rule  entitled  "Food  Labeling: 
Mandartory  Status  of  Nutrition  Labeling 
and  Kntriant  Content  Revision" 
(hereinafter  identified  as  "the 
mandatory  nirtrition  labelii^  proposal^ 
to  amend  its  food  labeling  regulations  to 
require  nutrition  labeling  on  mo^  food 
products  that  ane  sieanii^gful  sources  of 
nutrients.  FDA  also  praposad  to  revise 


the  list  of  autriaats  and  iood 
components  that  must  be  incloded  ia 
nutrition  labeling  by  adding  calories 
from  faft,  «wtwafted  fatty  acids, 
cholesterol,  and  dietary  fiber  to  that  hst 
It  proposed  to  make  the  listing  of 
thiamin,  Tftjoflavin,  and  niacin  optional 
rather  than  mandatory.  In  addition,  FDA 
adilmssad  the  oooditkxs  ondar  which 
other  nutrients  oould  be.  or  are  laqaired 
to  be,  indiKled  in  nutritian  labeling  and 
proposed  to  allow  manu&cturers  to 
voluntarily  include  a  nitfiitioa  profile  of 
sdacted  food  oorapoDeaits  ia  ■atoitioo 
labeling. 

During  the  conunent  permd  far  these 
proposed  regulatioms,  Oongress  passed, 
and  tiM  Pre^deat  signed  into  law,  the 
Nutrition  Labeling  wid  EducMion  A(Aof 

1990  (^ae  1990  amendments)  (Pub.  L. 
t0l-S35.  November  «,  1990).  The  1990 
amtendments  amended  the  Federal 
Food,  Drug,  and  Cosmeftk:  Art  (the  act) 
by  adding  section  403(q)  (21  U.S.C. 
343(q))  which  specifies,  in  part  that:  (1) 
With  certain  exceptions,  a  food  is  to  be 
considered  misbranded  unless  ite  label 
or  lalbeJingVears  nutrition  labeling,  (2) 
certain  nutrients  and  food  components 
are  to  be  indnded  in  nutrition  labeling, 
although  the  Secretary  of  Health  and 
Human  Services  {the  Secretory)  tan  add 
or  delete  nutrients  by  regulation  if  he 
finds  stttii  action  necessary  to  assist 
oonsurpers  in  maintaining  healthy 
dietary  practices,  I3)  ntitrrtion  labeling 
is  to  be  provided  for  the  moSt  frequently 
consumed  varirties  of  raw  produce 
(fruits  and  vegetAles)  and  raw  fish 
according  to  voluntary  guidelines  or,  if 
necessary,  regulations,  <4)  a  simplified 
nutrition  lafcel  is  to  be  used  when  ttie 
food  contains  insignificant  amounts  of 
most  nutrients,  and  (5)  FDA  is  to 
develop  regulations  governing  labeling 
of  foods  to  whidh  section  411  of  the  adt 
(21  U.S.C.  350)  applies. 

In  response  to  these  requirements  of 
the  1990  araen^aents.  FDA  published 
in  the  Federal  Roister  of  November  27, 

1991  (56  ra  60366^  as  amended  (57  FR 
8178,  March  6,  19920)  a  proposal 
(hereinafter  identified  as  the 
supplementary  proposal)  to  modify  Its 
July  19.  1990,  proposal  by:  (1)  Adding 
sugars  and  complex  carbohydrates  to 
the  list  of  required  nutrients  in  nutritioo 
labeling.  (2J  prescribing  a  simplified 
form  of  nutrition  labeling  and  the 
circumstances  in  which  such  simplified 
nutrition  labelii^  must  be  used,  (3) 
allowii^  specified  products  to  be 
exempt  from  nutrition  labeling,  and  (4j 
establishing  regulations  for  the  nutrition 
labeling  of  vitamin  and  mineral 
supplements.  Tlie  agency  ailso 
responded  to  a  ritrran  petition  ragarding 
methodologies  for  deteaniniitg  protein 


quality.  IiUarested  perscMtt  were  givaa 
until  February  2S,  1992.  to  coDunant 

Subsequently.  FDA  published  in  the 
Federal  R««istar  of  )uly  20. 1992  (57  FR 
32056;  amended  at  57  FR  37190.  August 
la.  1992).  a  proposal  (bereinafier 
identifi^  a  the  format  pcoposal]  to 
adopt  a  new  format,  sptcifirally  the 
PERCENT  DV  (Daily  Valuej  with  DRV 
(Daily  Reference  Valuel  format,  for  use 
in  presenting  nutrition  information  on 
the  food  labeL  Interested  persons  were 
given  until  August  19. 1992.  to 
comment.  Li  addition,  on  July  23. 1992, 
a  notice  was  published  in  the  Federal 
Register  (57  HI  32750)  of  a  public 
meeting  to  be  held  on  the  fbrmat 
proposal  in  Bethesda,  MD,  on  August 
17, 1992. 

On  Oddber  €,  1992.  Congress  passed 
the  Dietary  Supplement  Ac!t  of  1992 
(H.R.  6181)  (hereinafter  referred  to  as 
the  "DS  Act'1  thaC  in  aecttoa  2£S2i0iXX 
establishes  a  1  year  moratorium  on  the 
implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements  of  vitamins,  minerals, 
herbs,  or  other  similar  nutritional 
substances.  Section  202(aK2)  requires 
the  Secretary,  and  by  detection  FDA,  to 
issue  new  proposed  ragulations  that  are 
applicable  to  oietery  supplements  no 
later^an  June  15, 1993,  and  final 
regelattons  by  December  31, 1993.  In 
addition,  eeotion  203  instructs  FDA  to 
not  promulgate  regutations  that  require 
the  Bse  of,  k«  are  besed  upon, 
recommended  daily  allowaBces  of 
vitamins  or  minerals  before  November 
8, 1993  (other  dian  regukftions 
establishing  the  United  Steftes 
Recommended  Daily  Allowance  (U.S. 
RDA)  specified  in  21  CFR  101.9(cK7Mi*1 
as  in  affedt  on  October  6, 1992). 

FDA  mcaived  appvoxiaialely  1400 
responses  to  its  )<uy  19, 1990, 
mandatary  mitritioo  lati^ing  proposal. 
appnQidmately  3JX)0  Tespoaaes  to  the 
Novamber  27. 1991.  suppiaoaentary 
proposal,  and  appraximately  1.000 
responses  to  the  |aly  20, 1992,  iomat 
proposal,  each  of  which  ooBtainad  one 
or  more  comments.  Responses  wen 
received  from  oonsuoMts.  haaltfa 
professMoala.  health  promotioB 
organizations,  tnda  aod  retail 
associations.  State  and  local 
governments,  foreign  goveinzaents. 
professional  socioties,  coasnraer 
advocacy  oiganizations.  iodostiy.  and 
universities.  The  coBiaaants  ganaiiaUy 
supported  tha  proposals.  Savaial 
coauaents  addressed  issues  isovared  by 
other  proposals  that  are  a  part  of  thia 
overall  food  labeling  initiative.  aiKl  they 
will  be  addiJBSBBd  in  those  final 
docuntents,  while  other  crania rwUs  uxere 
outside  the  scope  of  these  pioposalsand 
will  not  be  disCTiased  ham.  Aiany 
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comments  dealt  with  issues  pertaining 
to  meat  and  poultry  products  whose 
labeling  is  regulated  by  the  U.S. 
Department  of  Agriculture  (USDA).  Of 
those  comments,  comments  pertaining 
to  the  content  or  format  of  the  nutrition 
label  are  included  in  the  following 
discussions.  However,  comments 
pertaining  to  issues  covered  exclusively 
by  USDA,  such  as  specific  exemptions 
applicable  to  meat  and  poultry 
products,  were  considered  to  be  outside 
the  scope  of  this  document. 

A  number  of  comments  to  both  the 
July  19. 1990.  and  November  27. 1991. 
proposals  suggested  modifications  in.  or 
were  opposed  to.  various  provisions  of 
the  proposals.  A  summary  of  the 
suggested  changes,  the  opposing 
comments,  and  the  agency's  responses 
follow. 

n.  Mandatory  Nutrition  Labeling — 
Legal  Authority 

1.  Most  comments  agreed  that  the 
1990  amendments  clearly  established 
FDA's  authority  to  mandate  nutrition 
labeling  on  most  foods.  One  comment, 
however,  argued  that  a  requirement  that 
labels  say  or  not  say  certain  things 
curtails  freedom  of  the  press. 

The  agency  disagrees.  FDA's  authority 
to  regulate  the  content  of  food  labels  has 
been  broadly  upheld  against  First 
Amendment  challenges.  This  issue  is 
discussed  at  length  in  both  the  final  rule 
on  nutrient  content  claims  entitled 
"Food  Labeling:  Nutrient  Content 
Claims.  General  Principles.  Petitions. 
Definition  of  Terms"  and  the  final  rule 
on  health  claims  entitled  "Food 
Labeling;  General  Requirements  for 
Health  Claims  for  Food."  both  of  which 
are  published  elsewhere  in  this  issue  of 
the  Federal  Register.  Those  discussions 
are  incorporated  in  this  document  by 
reference.  As  those  discussions  make 
clear,  there  is  no  merit  to  this  comment. 
Therefore,  FDA  is  taking  no  action  on 
the  basis  of  this  comment. 

2.  One  comment  objected  to  FDA 
being  given  authority  to  mandate 
nutrition  labeling  on  most  foods  on  the 
basis  that  current  nutrition  labeling 
rules  were  legally  questionable. 

The  question  of  FDA's  authority  to 
require  nutrition  labeling  was  a 
fundamental  issue  that  led  Congress  to 
pass  the  1990  amendments.  As 
discussed  in  the  legislative  history. 
Congress  concluded  that  legislation  was 
needed  to  strengthen  FDA's  authority  to 
require  nutrition  labeling  on  foods  and 
to  avoid  the  possibility  of  protracted 
litigation  over  the  comprehensive 
nutrition  labeling  regulations  that  the 
agency  adopts  (Ref.  16).  Therefore,  there 
can  be  no  question  about  FDA's 


authority  to  require  nutrition  labeling 
on  most  food  products. 

IIL  Content  of  the  Nutrition  Label 

A.  General  Issues 

1.  Voluntary  Declaration  of  Additional 
Information 

3.  A  number  of  comments  objected  to 
the  voluntary  declaration  of  nutrients 
beyond  those  required  in  nutrition 
labeling.  Numerous  comments  stated 
that  the  declaration  of  additional 
information  on  the  food  label  would  be 
confusing,  or  that  it  might  mislead  the 
consumer  into  believing  that  a  product 
with  additional  nutrients  listed  is  more 
nutritious  or  has  greater  public  health 
significance  than  is  the  case.  Some 
comments  objected  on  the  basis  that  the 
additional  information  would  clutter  the 
label  and  diminish  the  consumer's  focus 
on  mandatory  nutrients.  A  few 
comments  expressed  concern  that 
voluntary  declaration  of  additional 
nutrients  on  the  label  will  require 
smaller  print  on  the  food  label  to 
accommodate  the  inclusion  of  all  the 
mandatory  and  voluntary  information, 
and  that  the  smaller  type  size  would 
compromise  the  usefulness  of  the  label 
information  to  the  elderly  or  visually 
impaired. 

A  number  of  comments  supported  the 
voluntary  Hsting  of  additional  nutrients, 
pointing  out  that  the  1990  amendments 
require  that  the  regulations  permit  the 
label  or  labeling  of  food  to  include 
nutrition  information,  which  is  in 
addition  to  the  information  required  by 
section  403(q)  of  the  act  and  which  is  of 
the  type  described  in  subparagraph  (1) 
or  (2)  of  that  section.  A  few  comments 
supported  the  view  that  voluntary 
listing  of  additional  nutrients  may 
provide  valuable  information  to  an 
individual  or  aid  the  consumer  in 
making  an  informed  choice  in  food 
selection.  Other  comments  supported 
voluntary  listing  of  additional  nutrients 
stating  that  some  nutrients  may  satisfy 
nutrient  needs  of  some  individuals  or 
pose  a  health  risk  to  others.  One 
comment  pointed  out  that  the  Institute 
of  Medicine  (lOM)  report  (Ref.  1) 
recommends  that  regulations  allow  the 
declaration  of  all  micronutrients  for 
which  Recommended  Dietary 
Allowances  have  been  established  by 
the  National  Academy  of  Sciences. 

Numerous  comments  that  basically 
supported  listing  of  additional 
information  also  supported  limiting  the 
information  allowed.  Some  comments 
supported  allowing  voluntary 
information,  but  they  suggested  that 
FDA  standardize  the  manner  in  which 
it  is  included  on  the  label  to  the  extent 
of  requiring  that  it  be  separate  from  the 


nutrition  label  or  in  different  type  size. 
Five  comments  requested  voluntary 
listing  of  specific  nutrients  including: 
Potassium;  vitamins  E.  K,  and  B6; 
copper:  manganese:  iodine: 
maltodextrin;  and  L-glutamate.  l- 
cysteine,  and  L-tryptophan.  Two 
comments  supported  the  listing  of 
additional  nutrients  but  recommended 
restricting  the  allowed  nutrients  to  those 
for  which  Recommended  Dietary 
Allowances  have  been  set  by  the 
National  Academy  of  Sciences  (Ref.  23) 
or  for  which  Reference  Daily  Intakes 
(RDI's)  have  been  determined  by  FDA. 
One  of  these  comments  further 
suggested  restricting  the  allowed 
nutrients  to  exclude  nutrients  that  do 
not  have  Recommended  Dietary 
Allowances  but  only  have  Estimated 
Safe  and  Adequate  Daily  Dietary  Intakes 
(ESADDI's).  which  are  also  set  by  the 
National  Academy  of  Sciences  (Ref.  23). 
One  comment  suggested  that  additional 
information  on  the  food  label  be 
restricted  to  information  permitted  by 
the  Council  of  the  European 
Communities  (EC). 

FDA.  in  its  mandatory  nutrition 
labeling  proposal  of  July  19, 1990. 
proposed  to  allow  the  voluntary 
declaration  of  several  nutrients  (e.g.. 
potassium  and  soluble  fiber)  and  any 
naturally  occurring  vitamins  and 
minerals  for  which  RDI's  had  been 
proposed  in  §  101.9(c)(10)(iv)  (21  CFR 
101.9(c)(10)(iv)),  which  was 
redesignated  as  §  101.9(c)(ll)(iv)  in  the  - 
November  27. 1991.  proposal. 
Additionally,  section  2(b)(1)(C)  of  the 
1990  amendments  states  that  regulations 
shall  permit  the  label  or  labeling  of  food 
to  include  nutrition  information  that  is 
in  addition  to  the  information  required 
by  section  403(q)  of  the  act  and  that  is 
of  the  type  described  in  subparagraph 
(1)  or  (2)  of  that  section.  Section 
403(q)(2)  of  the  act  refers  to  information 
that  will  assist  consumers  in 
maintaining  healthy  dietary  practices. 

FDA  believes  that  it  is  required  by 
statute  to  allow  additional  information 
on  the  food  label  insofar  as  it  assists 
consumers  in  maintaining  healthy 
dietary  practices.  However,  the  agency 
raised  questions  in  the  supplementary 
proposal  about  how  the  presence  of 
these  additional  nutrients  on  the  label 
would  be  interpreted  by  consumers,  and 
whether  the  listing  of  some  voluntary 
nutrients  would  actually  be  misleading 
(56  FR  60366  at  60372).  The  comments 
confirmed  that  unlimited  additional 
information  on  the  nutrition  label 
would  have  the  potential  of  being 
confusing  or  misleading. 

FDA  requested  comments  on  whether 
it  is  necessary  to  include  limits  on  the 
voluntary  information  that  may  be 
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provided  on  tbe  nutritian  lefaeL  TIm 
caaunanls  ^at  FDA  losived  oo  this 
issue  have  lead  tfaa  ageaq^  to  conchde 
that  it  has  « lesptnisibility  to  limit  tks 
number  of  nutrients  |MWiiT1ed  to  be 
volujitarily  listed  on  the  lood  iAtL 
Sucb  a  limitation  icAects  the  stafteneDt 
in  the  House  report  (ReT.  IB,  ft  18)  that 
the  regalalions  ihaK  FDA  adopts  should 
assure  that  the  infomwition  that  is 
inclwlod  voluntarily  does  no*  interfar© 
with  the  oonsumer's  understanding  at 
the  infocroation  that  is  required  to  be 
included  on  the  nutrition  label.  Tbe 
agency  ftmls  that  limtts  ere  neoessery  so 
that  the  emphasis  is  on  tlie  reqsirad 
information,  and  that  the  additional 
information  does  not  ckiWw  the  food 
label  or  mislead  or  confuse  the 
consumer. 

Therefore,  to  limit  tbe  infonnatkai 
that  may  be  provided  on  the  nutrition 
label,  FDA  is  amending  tbe  proposad 
regulations  to  delete  "calories  from 
unsaturated  fat,"  "calories  fram 
carbohydrates."  "calories  from  protein." 
and  quantitative  dedaratiDOS  of 
"unsiftuiated  M"  Eroa  tlie  list  of 
nutrients  tiul  are  alkinved  to  be  declared 
voluntarily  on  the  nutrition  label  Eadi 
of  these  deletions  is  detailed  beiow, 
FDA  has  decided  to  pemit  tbe 
voluntary  declaration  on  the  autritioii 
label  of  "calories  ftom  satDrsled  fat,*' 
"pcdyunsaturated  lat," 
"monounsaturated  fat,"  *'»olubie  fiber," 
"insoluble  fiber,"  "sugar  alcohoL" 
"other  carbohydrate,"  "potassium"  and 
those  vitamins  and  minerals  for  wbidh 
RDI's  have  been  establidied. 

With  respect  to  other  nutrients 
suggested  by  individual  comments  for 
consideration  for  voluntary  listing  on 
the  food  label,  the  agency  has  not  been 
persuaded  that  there  are  large  numbers 
of  consumers  who  desire  a  voluntary 
listing  of  the  food  components  in 
question  (e.g.,  maltodextrin  or  single 
amino  adds.  Therefore,  FDA  will  not 
allow  voluntary  listing  of  these  other 
substances  or  food  ooraponeitfs  on  the 
nutrition  label.  To  impJerowrt  this 
section,  FDA  has  added  a  sewtence  %J 
§  101 .9(c)  that  states  that  no  nutrients  or 
food  components  other  than  those  set 
forth  in  that  section  as  either  mandatory 
or  voluntary  may  be  included  in  the 
nutrition  label.  The  inclusion  of  any 
other  nirtrient  or  food  component  would 
violate  section  403lql  of  the  act  and 
misbrand  tbe  food. 

Also,  while  FDA  supports  elf  arts 
toward  international  harmonicaikfli  of 
food  labeling  where  possible,  die  1990 
amendiDents  direct  FDA  to  permit  that 
a  broad  spectrum  of  nutraants  be  on  the 
food  label  unless  the  agency  finds  that 
the  informatian  is  not  necessary  to  assi^ 
consurmrs  is  nwjnfiiimng  kaaldiy 


dietary  piactioes,  a  finding  that  H3A  has 
generally  not  made.  As  a  r^sdt  the 
spectrum  of  reqaind  sad  pannitAed 
nutrients  exceeds  those  permitted  bf  tbe 
EC 

FDA  is  mA  nqftuiag  that  additional 
nutrients  declared  volioHarily  be  put  in 
separate  boxes  or  «  dif  fereat  type  sise 
because  it  believes  these  actions  would 
confuse  ooBsunwnand  would 
complicate  and  chitter  the  label 
needlessly.  In  some  instances  addition al 
nutrients,  whose  decoration  is  usually 
voluntary,  will  be  rB(|uired  to  be 
declared.  For  exampK  in  the  case  of 
fortified  ioodsw earicbed  pa^  must 
declare  aanounts  of  thiamin.  rifooflaviiL, 
and  niacin,  and  m«-garine  izwst  declare 
vitamin  D  when  it  is  added.  In  other 
cases,  if  certain  claims  are  made, 
additional  nutrients  will  be  required  to 
be  declared.  For  example,  when  nutrient 
content  claims  are  made  about 
cholesterol,  declaration  of  poly-  and 
monounsaturated  £ats  are  required  |see 
§  101.9(c3(2)  (i)  and  (u\.  Placing  these 
nutrients  in  the  principal  box  for 
nutrition  kbeling  when  required,  and  in 
a  separate  box  (ordifiiBrent  type  size} 
when  voluntarily  added  to  the  nutrition 
label  would  easily  confuse  consunjers. 
Also,  separating  subcomponents  that 
can  voluntarily  be  declared,  such  as 
soluble  and  insoluble  fiber,  from  the 
primary  component,  dietary  fiber,  for 
which  declaration  is  mandatory,  would 
unduly  complicate  the  labeL 

However,  m  response  to  comments 
concerned  that  in  formation  on 
additional  nutrients  would  clutter  the 
label  and  to  comments  on  the  format 
proposal,  FDA  is  providing  in  new 
§  101.9(d)(8)  for  a  linear  array  of 
vitamins  and  minerals.  This  form  of 
presentation,  which  is  discwssed  in 
more  detail  in  section  V.  of  this 
document,  is  similar  to  that 
recommended  in  the  IC3M  report  (R^.  1| 
which  places  more  emphasis  on  the 
macronutrients. 

2.  Order  of  Nutrients 

4.  Several  comments  from  indostry, 
health  promotional  oi^ganieationSk  end 
academia  supported  tbe  order  of 
nutrients  proposed  by  FDA  in  §  lOl.^c) 
(56  FR  60366  at  fi03fl6  through  60390). 
One  industry  comment  stated  that  tbe 
proposed  sequence  fiairly  prioritized  tiim 
Dietary  Guitfelines  fM  Amerians  (Ref. 
4)  and  placed  the  proper  emphasis  on 
those  dietary  lactors  that  affect  ti» 
health  of  consumers.  This  comment, 
along  with  one  from  a  health  promotion 
oiganization.  also  endorsed  the 
separation  of  vitamins  asid  aiinenls 
from  other  nutrients  aaea  in  proposed 
fomiBts  (57  FR  3205Si  stating  that  this 
feature  repiaaaated  a  iqgioai  hnek  in  the 


list  of  nutritioo  infonnatiai  tad  would 

both  improve  label  madahtlity  and 
fadlilafte  ooosumeis'  SBeich  far  specific 
nutrient  data.  Another  LiuHwiwii* 
supporting  the  proposed  order  endorsed 
the  listing  of  nutrients  from  those  most 
important  to  consuaiers  to  those  least 
important  to  consumers  bat  questJonad 
whether  protaiB  should  be  iacluded. 

On  the  other  hand,  several  comments 
argued  that  the  proposed  order  of 
nutrients  has  featnres  thait  would 
mislead  consumers.  One  comment 
characterised  the  proposed  order  «s  "an 
unwarranted  effort  to  overemphasiee 
some  nutrients,  such  as  fat,  at  the 
expense  of  the  other  important  l*be! 
components"  and  suggested  that  the 
decision  on  whether  to  emphasire  one 
nutrient  over  another  should  be  left  to 
nutrition  education  progrants  that 
consider  the  total  diet  over  a  long  period 
of  time.  Other  industry  comments 
criticized  the  proposed  order  of 
nutrients,  stating  that  it  would  be 
consistent  with  the  "good  foodArad 
food"  concept  and  would  convey  a 
negative  impression  to  consumers.  One 
industry  comment  supporting  the 
current  order  of  nutrients  argued  that 
protein  should  not  be  listed  near  the 
end.  stating  that  beneficial  nutrients 
should  be  listed  at  the  beginning  of  the 
nutrient  list.  The  comment  suggested 
that  from  an  educational  standpoint,  it 
is  more  positive  to  educate  on  the  good 
points  of  nutrition  labeling  than  to  focus 
on  negative  aspects. 

A  number  of  comments  advocated 
that  the  current  order  of  nutrients  be 
maintained,  or  that  any  laodiCed  order 
resemble  the  current  order  as  closely  as 
possrbla  Several  comments  supporting 
the  current  xu-der  of  nutrients  staled  that 
consumers  are  already  accustomed  to 
the  current  order,  and  that  changing  the 
order  would  lead  to  unnecessary 
confusion  and  diminish  consumers' 
understanding  of  the  nutrition  labeL 

A  few  comments  suggested  altemativn 
nutrient  orders.  A  comment  from  a 
professional  organization  staled  thM 
those  nutrients  whose  overoonsumptioa 
is  related  to  increased  risk  of  disease 
should  be  placed  at  the  top  of  tbe  list 
of  required  nutrients.  One  industry 
comment  recommended  diat  nutrients 
be  regrouped  to  first  list  those  nutrients 
whose  Daily  Value  is  dependent  on 
calorie  intake  (i.e,.  total  fat  saturated 
fat.  carbohydrate,  dietary  fiber,  end 
proteini.  followed  by  thoae  whose  Daily 
Value  reaiains  the  same  Sat  varyiag 
calorie  intakes  (ia..  choleslarol  and 
sodium).  Another  oonmient  requested 
that  sodium  be  listed  with  the  vitamin 
and  mineials  rather  than  among  the 
organic  macronutrients. 


2082        Faderal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  RegulaUons 


A  comment  from  a  manufacturer 
addressed  the  issue  of  where  to  place 
the  voluntary  nutrients  on  the  label.  The 
comment  suggested  that  voluntary 
nutrients  should  be  sequenced  in  a 
logical  manner  with  respect  to  the 
nutrients  whose  declaration  is 
mandatory.  The  following  examples 
were  cited:  Unsaturated  fat  should 
follow  saturated  fat  (both  should  be 
indented),  potassium  should  follow 
sodium,  soluble  and  insoluble  fiber 
should  follow  dietary  fiber,  and 
vitamins  and  minerals  should  follow 
those  that  are  mandatory. 

The  agency  is  not  persuaded  by 
arguments  stating  that  listing  nutrients 
in  order  of  public  health  importance 
will  cast  foods  as  either  "good  foods"  or 
"bad  foods."  Listing  nutrients  in  this 
manner  will  instead  facilitate  selection 
of  an  overall  diet  that  is  consistent  with 
dietary  guidelines  based  on  what 
nutrients  are  present  in  a  particular  food 
and  in  what  amounts.  No  data  were 
presented  to  show  that  use  of  this 
nutrient  order  on  the  nutrition  label  is 
likely  to  be  confusing  to  consumers. 

The  agency  also  does  not  agree  with 
the  request  that  sodium  be  placed  with 
vitamins  and  minerals  rather  than  with 
the  organic  macronutrients.  Sodium  is 
an  electrolyte  that  is  distinct  from  both 
organic  nutrients  and  vitamins  and 
minerals.  However,  excessive  intake  is 
associated  with  a  potential  increase  in 
the  risk  of  chronic  diseases,  as  are 
excessive  intakes  of  the  other  mandatory 
organic  nutrients  (i.e..  macronutrients 
such  as  fat)  in  the  nutrition  label. 
Vitamins  and  minerals  generally  are 
associated  with  deficiency  diseases.  The 
agency  believes  this  categorization 
supports  the  continued  placement  of 
sodium  with  the  orcanic  nutrients. 

FDA  agrees  that  tne  placement  of 
voluntary  nutrients  should  be 
sequenced  in  a  logical  manner  with 
respect  to  the  mandatory  nutrients.  FDA 
has  provided  in  new  §  101.9(c)  that 
voluntary  nutrients  that  are 
subcomponents  are  to  be  declared 
immediately  beneath  the  primary 
components,  and  that  potassium  (the 
second  electrolyte)  is  to  be  declared 
adjacent  to  sodium. 

The  agency  believes  that  a  revised 
order  according  to  the  public  health 
significance  of  a  nutrient  will 
adequately  convey  nutrient  information 
with  no  appreciable  increase  in 
consumer  effort.  This  action  is  based  on 
the  order  provided  in  section  403(q)(l) 
of  the  act  (see  Ref  16,  p.  13)  and  the 
comment  recommending  that  nutrients 
whose  overconsumption  is  related  to 
increased  risk  of  disease  should  be 
placed  at  the  top  of  the  list  of  required 
nutrients. 


Accordingly,  new  §  lX)1.9(c)  is 
modified  to  require  mandatory  and 
voluntary  nutrients  to  be  arranged  in  the 
following  order:  Calories,  calories  from 
fat,  calories  from  saturated  fat.  total  fat, 
saturated  fat,  polyunsaturated  fat. 
monounsaturated  fat,  cholesterol, 
sodium,  potassium,  total  carbohydrate, 
dietary  fiber,  soluble  fiber,  insoluble 
fiber,  sugars,  sugar  alcohol,  other 
carbohydrate,  protein,  vitamin  A. 
vitamin  C.  calcium,  iron,  and  other 
vitamins  or  minerals  in  the  order  listed 
in  proposed  §101. 9(c)(ll)(iv). 
redesignated  as  §  101.9(c)(8)(iv).  This 
order  deviates  from  that  provided  in 
section  403(q){l)  of  the  act  only  by 
reversing  dietary  fiber  (and  its 
subcomponents)  and  sugars.  The  reason 
for  this  reversal  is  discussed  in 
comment  58  of  this  document. 

Consequently,  the  paragraphs  in 
§  101.9(c)  are  renumbered  as  discussed 
below  for  each  nutrient.  Redesignations 
also  occur  as  a  result  of  moving 
paragraphs  (c)(1)  and  (c)(2)  pertaining  to 
serving  size  and  servings  per  container, 
respectively,  to  new  paragraph  (d). 

The  agency  believes  that  this 
amended  order  of  nutrients,  which  lists 
them  in  order  of  public  health 
significance,  will  benefit  consumers. 
The  agency's  decision  is  a  reasonable 
outgrowth  of  its  commitment  to  present 
nutrition  information  in  the  context  of 
a  total  daily  diet,  and  it  reflects  the 
agency's  commitment  to  link  nutrient 
information  with  the  dietary  guidance 
considered  important  to  public  health 
(Ref  4). 

B.  Calories 

1.  Total  Calories 

5.  The  majority  of  comments 
supported  the  proposal  for  mandatory 
declaration  of  calories  with  voluntary 
use  of  metric  terminology  (i.e., 
declaration  of  the  number  of  kilojoules 
in  addition  to  calories  in  proposed 
§  101.9(c)(3).  redesignated  as 
§  101.9(c)(1),  and  voluntary  use  of  the 
term  "energy"  parenthetically  as  a 
synonym  for  calories,  as  provided  in 
§101.9(c)(ll)(v),  redesignated  as 
§101.9(c)(8)(v)). 

Other  comments  expressed  a 
preference  for  metric  labeling.  The 
comments  argued  that  American 
consumers  should  become  accustomed 
to  the  metric  system  of  measurement 
and  recommended  the  exclusive  use  of 
metrics  to  ensure  compatibility  with 
European  markets.  The  comments 
suggested  that  the  avoirdupois  system  of 
measurement  used  in  the  United  States 
is  outmoded  and  impedes  international 
commerce  and  the  exchange  of  scientific 
information.  Several  comments 


suggested  that  "energy"  should  be  used 
in  lieu  of  calories  and  requested  that  the 
conversion  factor  for  calories  to 
kilojoules  be  stated  on  each  label. 

Still  other  comments,  taking  the 
opposite  position,  suggested  that  metric 
units  be  disallowed  to  avoid  consumer 
confusion  and  for  the  sake  of  simplicity. 

Although  FDA  agrees  that  efforts 
should  be  made  to  familiarize 
consumers  with  metric  units,  the  agency 
disagrees  with  the  comments  that  urged 
the  exclusive,  mandatory  conversion  to 
metrics  at  this  time.  The  technical 
amendments  (August  3. 1992)  to  the 
Fair  Packaging  and  labeling  Act  (15 
U.S.C.  1451  et  seq..  Pub.  L.  102-329) 
require  the  use  of  the  most  appropriate 
units  of  both  the  customary  inch/pound 
system  of  measure  and  the  metric 
system  on  food  labels  for  measuring 
quantity.  These  amendments  do  not 
require  that  kilojoules  be  declared  in 
lieu  of  calories.  Upon  implementation, 
this  act  should  further  an  awareness  of 
metric  measurement  among  American 
consumers  and  permit  a  greater 
concordance  in  units  of  measurement 
with  the  international  market  and 
scientific  community.  Until  that  time, 
the  agency  is  not  persuaded  that  the 
mandatory  use  of  metric  terminology,  or 
the  declaration  of  factors  to  convert 
calories  to  kilojoules,  is  justified. 
Accordingly,  the  agency  is  not  making 
the  requested  changes. 

2.  Calories  From  Fat 

6.  Many  comments  were  received 
from  consumers,  state  and  local 
governments,  universities,  professional 
associations,  consumer  groups, 
manufacturers,  and  health  associations 
on  the  issue  of  calories  from  fat.  The 
majority  agreed  with  the  proposal  that 
the  declaration  of  calories  from  fat 
should  be  mandatory  on  the  nutrition 
label. 

Several  other  comments  suggested 
that  calories  from  fat  be  voluntarily 
listed  or  disallowed  because  this 
information  might  be  confusing  or 
misleading  to  consumers  and  might 
establish  artificial  "good  food"  and  "bad 
food"  categories.  These  comments  j 

stated  that  consumers  may  tend  to 
exclude  foods  with  a  significant  amount 
of  calories  from  fat.  possibly  creating      I 
nutritional  deficiencies.  Further,  these 
comments  stated  that  it  is  important  that 
consumers  view  fat  as  part  of  a  day's 
diet  rather  than  in  the  context  of 
individual  foods.  A  few  comments 
suggested  that  declaring  the  calories 
from  fat  is  unnecessary  because  calories 
from  fat  can  be  easily  calculated  by 
multiplying  the  number  of  grams  (g)  of 
fat  by  nine,  the  number  of  calories  per 
g  of  fat.  A  few  comments  suggested  that 
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there  be  further  study  of  the 
effectiveness  of  the  declaration  of 
calories  from  fat  in  nutrition  labeling  as 
a  nutrition  education  tool.  One 
comment  suggested  that  loW  fat  foods, 
such  as  fruits  and  vegetables  that 
contain  less  than  2  g  of  fat.  be  exempted 
from  the  requirement  to  list  calories 
from  fat. 

FDA  is  not  persuaded  by  the 
arguments  that  the  declaration  of 
calories  from  fat  should  be  voluntary  or 
disallowed.  The  declaration  of  calories 
from  fat  is  required  by  section 
403(q)(l)(C)(ii)  of  the  act.  While  section 
403(q)(2)(B)  of  the  act  allows  the 
Secretary  to  delete  nutrient  information 
that  is  not  necessary  to  assist  consumers 
in  maintaining  healthy  dietary  practices, 
no  data  were  presented  that  would 
support  making  such  a  finding  with 
respect  to  the  declaration  of  calories 
from  fat 

It  is  well  established  that  diets  that 
are  high  in  fat  pose  significant  health 
risks.  Dietary  fet  contributes  more  than 
twice  the  calories  per  g  than  does 
protein  or  carbohydrate.    . 
Overconsumption  of  fat  is  associated 
with  higher  rates  of  obesity  (Refs.  2  and 
3),  and  there  is  evidence  from 
epidemiological  and  animal  studies  that 
high  fat  intakes  are  associated  with 
some  types  of  cancer  (Refs.  2  and  3). 
The  most  common  and  consistent 
dietary  recommendation  for  the  general 
population  is  for  calories  from  total  fat 
to  be  reduced  to  less  than  or  equal  to  30 
percent  of  total  calories  (Refs.  3  and  4). 

Currently,  the  consumption  of  total  fat 
in  the  general  population  is 
approximately  37  percent  of  total 
calories,  an  amount  well  above  the 
recommended  level  (Ref.  2).  Further, 
consumption  of  total  fat  in  the  United 
States  is  significantly  higher  than  that 
consumed  in  countries  with  much  lower 
rates  of  coronary  heart  disease,  such  as 
Japan,  China,  and  the  Mediterranean 
countries  (Ref.  2). 

Based  upon  this  body  of  evidence, 
FDA  believes  that  reducing  total  fat 
intake  is  an  important  public  health 
priority.  The  agency  is  not  persuaded 
that  the  declaration  of  calories  from  fat 
will  automatically  lead  to  consumers 
viewing  foods  in  strict  "good  food," 
"bad  food"  categories,  or  that 
consumers  cannot  make  appropriate 
decisions  regarding  the  consumption  of 
foods  that  may  have  a  significant 
number  of  calories  from  fat  in  their 
diets.  No  evidence  was  presented 
demonstrating  a  relationship  between 
the  declaration  of  calories  from  fat  in 
nutrition  labeling  and  nutritional 
oeficiencies. 

Aiinpugh  calories  from  fat  can,  in  fact, 
be  reaauy  calculated  (FDA  is  requiring 


that  information  on  the  number  of 
calories  per  g  of  fat.  carbohydrate,  and 
protein,  be  included  as  part  of  the 
nutrition  label  (see  §  101.9(d)(10)),  the 
declaration  of  calories  from  fat  will  be 
beneficial  in  assisting  consumers  to 
moderate  their  fat  intake  by  providing 
an  additional  method,  other  than  g  of 
fat,  for  monitoring  their  fat  intake. 

However,  the  agency  concurs  that  fat 
should  be  viewed  as  a  part  of  the 
complete  daily  diet.  Foods  that  may 
have  a  significant  number  of  calories 
from  fat  may  readily  be  included  in  the 
daily  diet  when  the  overall  fat  intake  for 
the  day  is  moderate.  The  agency  intends 
to  build  this  concept  into  its  consumer 
education  program,  discussed  later  in 
this  document.  Further,  FDA  welcomes 
further  study  on  the  health  implications 
of  overconsumption  of  calories  fix)m  fat 
and  the  efi'ectiveness  of  this  method  of 
depicting  fat  content. 

7.  Many  comments  advocated  the 
mandatory  declaration  of  the  percent  of 
calories  firom  f&t.  Other  comments 
suggested  that  calories  from  total  fat 
should  be  replaced  by  the  percent  of 
calories  from  fat.  The  comments  stated 
that  the  process  of  determining  the 
percent  of  fat  is  time  consuming  and 
unfamiliar  to  many  consumers.  Further, 
the  comments  argued  that  it  is  unlikely 
that  substantial  numbers  of  consumers 
would  or  could  keep  running  totals  of 
their  fat  intake  in  order  to  calculate  the 
percent  of  daily  fat  consumed.  The 
comments  argued  that  the  best  way  to 
determine  whether  a  food  is  high  or  low 
in  fat  is  to  have  fat  content  declared  by 
percent  of  total  calories. 

A  few  comments  suggested  that 
percent  of  calories  from  fet  for 
individual  foods  is  incomplete 
information,  while  the  percent  of 
calories  from  fat  for  a  complete  meal  or 
the  daily  diet  is  useful  information. 
These  comments  suggested  that  the 
percent  of  calories  from  fat  be  voluntary 
and  limited  to  meal-type  products,  such 
as  frozen  dinners,  and  disallowed  for 
other  foods. 

The  agency  is  not  persuaded  by  the 
comments  that  the  declaration  of 
percent  calories  from  fat  is  warranted. 
As  discussed  in  the  July  19. 1990, 
mandatory  nutrition  labeling  proposal 
{55  FR  29487  at  29493  and  29494). 
information  on  the  percent  of  calories 
from  fat  is  only  valuable  in  the  context 
of  a  total  daily  diet.  Recommendations 
trom  various  health  organizations  to 
limit  dietary  fat  intake  to  30  percent  or 
less  of  calories  pertain  not  to  individual 
foods  but  to  the  entire  day's  intake. 

In  addition,  the  percent  of  calories 
from  fat  in  low  calorie  foods  can  be 
quite  misleading.  For  instance,  in 
radishes,  over  25  percent  of  calories  are 


bom  fat  Despite  this  relatively  high 
percentage,  radishes  contain  very  low 
amounts  of  fat  and  readily  fit  u-ithin  a 
daily  diet  that  meets  current  dietary 
recommendations. 

The  agency  agrees  that  calculating  the 
percent  of  calories  fit>m  fat  consumed  in 
a  day  may  be  difficult  for  many 
consumers.  The  agency  notes  that  the 
PERCENT  DV  format  (see  secUon  V.G.2) 
facilitates  monitoring  of  dietary  fat 
because  the  Daily  Value  for  fat  is  set  at 
30  percent  of  calories  trom  fat. 
Consumers  need  only  add  the  percent 
DV  for  total  fat  with  a  target  of  no  more 
than  100  percent  or  a  target  percentage 
adjusted  for  their  individual  caloric 
intake.  Alternatively,  consumers  can 
determine  the  maximum  number  of  g  of 
fat  recommended  per  day  at  their  calorie 
level  and  track  the  number  of  g  of  fat. 
There  are  several  publications  Usting 
recommended  daily  maximum  amounts 
of  fat  according  to  caloric  intake  or  that 
have  simple  arithmetical  methods  for 
deriving  this  information  (Refe.  26 
through  29).  In  a  similar  fashion,  the 
DRV  for  fat  which  is  established  in  the 
companion  document  entitled  "Food 
Labeling;  Reference  Daily  Intakes  and 
Daily  Reference  Values"  (hereinafter 
identified  as  the  "RDI/DRV  proposal") 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  can  be  used  as  a  guide, 
with  levels  being  adjusted  upward  or 
downward  depending  on  caloric  intake. 
The  agency  encourages  other 
organizations  to  develop  and  publish 
similar  approaches. 

8.  One  comment  objected  to  that 
section  of  §  101.9(c)(3)(i)  in  the  July  19, 

1990.  mandatory  nutrition  labeling 
proposal  that  allowed  "calories  from 
fat"  to  be  omitted  and  replaced  with  the 
statement  "Not  a  significant  source  of 
calories  from  total  fat"  if  the  product 
contains  less  than  1  g  of  fat  per  serving. 
The  comment  objected  to  similar 
provisions  for  saturated  fat,  cholesterol, 
and  dietary  fiber  on  the  basis  that  it 
made  the  regulations  complex  and 
confusing.  These  provisions  were 
carried  forward  in  the  November  27, 

1991,  supplementary  proposal  with  the 
1-g  criterion  being  changed  to  ^/i  g.  and 
similar  provisions  being  added  for 
complex  carbohydrates  and  sugars. 

These  provisions  were  included  in  the 
July  19, 1990,  mandatory  nutrition 
labeling  proposal  (55  FR  29487  at 
29502),  which  was  published  before  the 
adoption  of  the  requirement  in  section 
403(q)(5)(C)  of  the  act  for  a  simplified 
format,  to  minimize  the  space  required 
for  nutrition  labeling.  This  provision  is 
similar  to  that  allowed  in  current 
§  101.9(c)(7)(i)  for  vitamins  and 
minerals  that  are  present  in  amounts 
less  than  2  percent  of  th6  U.S. 
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Recommended  Daily  Allowance  (U.S. 
RDA).  FDA  did  not  delete  these 
provisions  in  the  November  27, 1991, 
supplementary  proposal  because  the 
agency  believed  they  might  be  helpful 
in  minimizing  space  requirements  on 
foods  that  do  not  qualify  for  the 
simplified  format  imder  proposed 
S  101.9(f). 

FDA  finds  that  the  added  flexibinty 
that  these  provisions  provide  outweighs 
any  added  complexity  they  may  create. 
USDA's  final  nutrition  labeling 
regulations,  which  are  being  published 
simultaneously  with  these  final  rules, 
include  similar  provisions.  Under  FDA's 
regulations,  with  the  exception  of  the 
core  nutrients  (i.e.,  calories,  total  fat, 
total  carbohydrate,  protein,  and 
sodium),  nutrients  mat  are  present  in 
insignificant  amounts  may  be  omitted 
from  the  list  of  nutrients  and  grouped  in 
a  summary  statement  (e.g.,  "Not  a 
significant  amount  of  calories  from  fat, 
saturated  fat,  and  cholesterol"). 
Therefore,  the  agency  is  retaining  in 
§  I01.9(c)(3)(i),  redesignated  as 
§  101.9(c)(l)(ii).  for  calories  from  total 
fat:  in  §  101.9(c)(4)(i),  redesignated  as 
§  101.9(c)(2)(i).  for  saturated  fat;  in 
§  l0l.9(cM5),  redesignated  as 
§  101.9(c)(3),  for  cholesterol;  in 
§  l0l.9(c)(6)(ii)(A),  redesignated  as 
§  101.9(cK6)(ii),  for  sugars:  in 
§  101.9(cK7).  redesignated  as 
§  101.9(c)(6)(i),  for  dietary  fiber  and  in 
§  101.9(c)(ll)(iii),  redesignated  as 
§  101.9(c)(8)(iii),  for  vitamins  and 
minerals  a  provision  that  allows  the 
nutrients  to  be  omitted  and  replaced 
with  a  statement  "Not  a  significant 

source  of "  when  present  in 

insignificant  amounts.  An  example  of 
this  shortened  format  is  given  in 
appendix  A  of  this  document. 

3.  Calories  From  Saturated  Fat 

9.  Several  comments  agreed  with  the 
proposal  that  declaration  of  calories 
from  saturated  fat  should  be  voluntary. 
A  few  comments  suggested  that  this 
information  should  be  mandatory  and 
referred  to  national  dietary  guidelines 
recommending  that  saturated  fat  be 
limited  to  less  than  10  percent  of  total 
daily  calories.  A  few  comments 
requested  that  declaration  of  percent  of 
calories  from  saturated  fat  be  made 
mandatory. 

Several  comments  believed  that  the 
declaration  of  calories  from  saturated  fat 
should  be  disallowed.  The  comments 
argued  that  this  information  is 
redundant,  confusing,  and  misleading. 

FDA  admowledges  that  research  has 
established  the  role  of  saturated  fats  in 
the  etiology  of  atherosclerotic  vascular 
disease  and  recognizes  that  there  are 
national  consensus  recommendations 


regarding  the  levels  of  intake  for 
saturated  fat.  However,  section 
403(q)(2)(A)  of  the  act  permits  the 
Secretary  to  require  the  inclusion  of 
information  on  additional  nutrients  in 
nutrition  labeling  if  he  determines  that 
such  information  "will  assist  consumers 
in  maintaining  healthy  dietary 
practices."  The  agency  is  not  persuaded 
that  the  mandatory  declaration  of 
calories  from  saturated  fat  or  the 
percentage  of  calories  from  saturated  fat 
meet  this  criterion. 

First,  this  information  may  be 
obtained  by  simple  calculation  if 
needed  (i.e.,  calories  from  saturated  fat 
can  be  calculated  by  multipl3ring  the  g 
of  saturated  fat  by  nine,  the  number  of 
calories  per  g  of  fat;  the  percentage  of 
calories  from  saturated  fat  can  then  be 
determined  by  dividing  the  number  of 
calories  from  saturated  fat  by  the  total 
calories).  Secondly,  concerns  have  been 
expressed  in  comments  that  consumers 
will  be  faced  with  so  much  information 
that  they  will  avoid  using  any  of  it.  To 
minimize  the  possibility  of  this 
happening,  FDA  believes  that  it  is 
preferable  to  have  consumers 
concentrate  on  the  number  of  calories 
from  total  fat.  By  controlling  dietary 
intake  of  calories  from  fat,  intake  of 
calories  from  saturated  fat  will  also  be 
controlled. 

However,  in  recognition  of  dietary 
recommendations  that  Americans 
should  consume  less  than  10  percent  of 
calories  from  saturated  fat  (Refs.  3. 4. 
and  30)  FDA  is  continuing  to  allow 
voluntary  declaration  of  calories  from 
saturated  fat  in  §  101.9(c)(3)(ii)(A). 
redesignated  as  §  101.g(c](l)(ili). 

4.  Calories  From  Unsaturated  Fat 

10.  Several  comments  agreed  with 
proposed  §  101.9(c)(3)(ii)(B)  that  the 
declaration  of  calories  from  unsaturated 
fat  should  be  voluntary.  A  few 
comments  suggested  that  the  declaration 
of  calories  from  unsaturated  fat  should 
be  mandatory.  These  comments  stated 
that  caloric  information  on  unsaturated 
fat  would  be  helpful  in  monitoring 
unsaturated  fat  intake  to  maintain 
consumption  of  unsaturated  fat  at  not 
more  than  the  20  percent  of  total 
calories. 

Several  other  comments  suggested 
that  this  information  be  disallowed 
because  it  will  not  be  useful  to  the 
consumer  in  evaluating  a  total  day's 
food  intake,  and  because  the 
information  is  potentially  confusing. 

A  few  comments  requested  that 
declaration  of  calories  from 
monounsaturated  and  polyunsaturated 
fats  be  mandatory.  One  comment 
requested  that  declaration  of  the  percent 
of  calories  from  monounsaturated  and 


polyunsaturated  fats  be  mandatory. 
These  comments  stated  that  caloric  or 
percentage  information  on 
monounsaturated  and  polyunsaturated 
fats  would  be  helpful  in  limiting 
consumption  of  each  of  these  two 
classifications  of  fatty  acids  to  not  more 
than  10  percent  of  total  calories  each. 

The  agency  has  decided  not  to  p>ermit 
declarations  regarding  calories  from 
unsaturated  fats  because  there  is 
considerable  uncertainty  and 
controversy  about  the  term  "unsaturated 
fat"  and  its  definition,  specifically 
whether  the  "trans"  isomers  of 
monounsaturated  fat  should  be  included 
in  this  category  of  fats.  These  isomers 
have  been  implicated  in  the 
development  of  coronary  heart  disease 
and  cancer  (Ref.  31)  and  are  discussed 
in  the  subject  health  claims  rules 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Further,  the  agency  is  not  persuaded 

that  it  should  allow  the  voluntary  

declaration  of  calories  from 
monounsaturated  and  polyunsaturated 
fats.  Definitions  of  monounsaturated 
and  polyunsaturated  fats  include  cis 
isomers  only.  Trans  isomers  are 
excluded.  The  declaration  of  calories 
from  monounsaturated  and 
polyunsaturated  fats  would  therefore 
underrepresent  the  total  caloric  value  of 
these  fats  because  of  the  exclusion  of  the 
trans  isomers.  Such  an 
underrepresentation  would  be 
misleading  to  consumers.  Therefore,  the 
agency  is  not  allowing  the  declaration  of 
calories  from  polyunsaturated  and 
monounsaturated  fats  in  the  nutrition 
label. 

11.  One  comment  suggested  that 
§  101.9(c)(3)(ii)(A)  and  (c)(3)(ii)(B)  be 
modified  to  clarify  that  when  the 
declaration  of  calories  from  saturated  fat 
is  declared  adjacent  to  the  declaration  of 
g  of  saturated  or  unsaturated  fat.  that  it 
be  in  a  colimin  headed  "calories"  as  was 
stated  in  §  101.9(c)(3)(i)  for  calories  from 
total  fat. 

The  agency  has  reconsidered  the 
proposed  format  in  the  supplementary 
proposal  that  would  have  allowed  a 
separate  column  for  listing  calories.  As 
discussed  in  section  V.  of  this 
document,  FDA  is  incorporating 
additional  columns  into  the  nutrition 
label  to  declare  the  percent  of  daily 
value  and  the  daily  value  list.  For  this 
reason,  the  agency  believes  a  column 
headed  "calories"  would  add  to  label 
clutter  and,  therefore,  has  not  made  the 
suggested  diange.  FDA  has  modified 
§  101.9(c)(l)(il)  to  delete  the  option  that 
calories  from  total  lat  be  declared  in  a 
column  headed  "calories." 
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S  Calories  From  Carbohydrate 

'  12.  Several  commenls  requested  that 
the  declaration  of  calories  h-om 
carbohydrates  be  made  mandatory  so 
thai  consumers  can  monitor  and  adjust 
their  intake  of  calories  from 
carbohydrate  to  approach  ihe 
recommended  50  to  60  percent  of  total 
calories  A  few  comments  requested  that 
the  declaration  of  percent  of  calories 
from  carbohydrate  be  made  mandatory. 
Several  comments  agreed  with  the 
proposal  to  allow  the  voluntary  listing 
of  calories  from  carbohydrate.  Several 
other  comments  requested  that  FDA  not 
permit  the  declaration  of  calories  from 
carbohydrate  because  this  information  is 
potentially  confusing  to  consumers. 
These  comments  suggested  that  this 
information  would  not  be  helpful  in 
evaluating  a  total  day's  food  intake.  A 
few  comments  argued  that  too  much 
information  is  burdensome  to  the 
consumer,  and  that  if  it  results  in  the 
manufacturer  using  smaller  type  size,  it 
could  make  the  information  more 
difficult  for  the  elderly  to  read.  Further, 
the  comments  suggested  that  there  was 
a  danger  of  "information  overload"  and 
"label  clutter." 

Based  on  the  comments  to  the  July  19. 
1990  and  November  27, 1991,  proposals, 
the  agency  has  reconsidered  its  proposal 
to  permit  the  voluntary  declaration  of 
calories  from  carbohydrate  and  has 
decided  not  to  permit  this  declaration. 
As  discussed  in  the  mandatory  nutrition 
labeling  proposal  of  July  19, 1990  (55  FR 
at  29493),  FDA's  intent  is  to  require  the 
listing  of  only  those  nutrients  that 
present  public  health  concerns  and  for 
which  quantitative  intake 
recommendations  have  been  made.  FDA 
proposed  to  permit  the  voluntary 
declaration  of  calories  from 
carbohydrate  because  of  general 
recommendations  that  suggested  that 
intake  of  carbohydrate  should  be 
increased  to  50  to  60  percent  of  total 
calories  but  recognized  that 
carbohydrate  is  not  of  pressing  public 
health  significance. 

Based  on  its  evaluation  of  the 
comments,  FDA  has  become  concerned 
that  it  will  overemphasize  the  public 
health  significance  of  carbohydrate  if  it 
allows  the  declaration  of  calories  from 
this  nutrient.  Additionally,  the 
legislative  history  of  section  (2)(b)(l)(C) 
of  the  1990  amendments  (Ref.  16)  makes 
clear  that  while  FDA  must  allow  the 
declaration  of  additional  nutrients  in 
nutrition  labeling,  it  must  ensure  that 
such  information  does  not  interfere  with 
the  consumer's  understanding  of  the 
information  required  by  the  act.  Thus. 
FDA  considers  it  important  to  ensure 


the  comprehensibility  of  the  nutrition 
label. 

The  1990  lOM  report  "Nutrition 
Labeling:  Issues  and  Directions  for  the 
1990s"  (Ref.  1)  emphasizes  the 
importance  of  considering  information 
quantity  and  complexity  when 
determining  the  components  of  the  food 
label  (Ref.  1).  The  report  suggests  that 
too  much  information  compromises  the 
ability  of  many  consumers  to 
understand  the  label. 

The  agency  is  persuaded  that  because 
the  amount  of  calories  from 
carbohydrate  is  not  of  pressing  public 
health  significance,  it  should  not 
provide  for  inclusion  of  this  information 
in  nutrition  labeling.  Accordingly,  FDA 
has  deleted  proposed  §  101.9(c)(3)(ii)(C) 
from  the  final  regulation. 

Consumers  interested  in  determining 
the  calories  from  carbohydrate  for  the 
vast  majority  of  individual  foods  may 
simply  multiply  the  number  of  g  of 
carbohydrate  by  four,  the  number  of 
calories  per  g  of  carbohydrate. 
Consumers  attempting  to  compare  their 
intake  of  carbohydrates  to  the 
recommended  amounts  of  50  to  60 
percent  of  total  caloric  intake  can  use 
the  Percent  Daily  Value  format  in  the 
same  way  described  for  monitoring  fat 
intake.  Because  the  Daily  Value  for 
carbohydrate  is  set  at  60  percent  of 
calories,  consumers  need  only  add  the 
percent  DV  for  total  carbohydrate  with 
a  target  of  100  percent  or  a  target  of  a 
percentage  adjusted  for  their  individual 
caloric  intake.  Alternatively,  consumers 
can  sum  the  g  of  carbohydrate 
consumed  for  the  day.  multiply  the  total 
by  four,  divide  the  result  by  the  total 
calories  consumed  in  that  day.  and 
multiply  by  100  to  obtain  percent. 
.    13.  Although  FDA  chose  not  to 
propose  the  declaration  of  calories  from 
sugars  and  complex  carbohydrates,  a 
few  comments  addressed  this  topic. 
Some  of  these  comments  stated  that  the 
declaration  of  calories  from  sugars  and 
complex  carbohydrates  should  be 
voluntary,  and  that  this  information, 
especially  for  sugars,  was  of  interest  to 
consumers.  Other  comments  felt  that  the 
declaration  of  calories  from  sugars  and 
complex  carbohydrates  should  be 
mandatory.  Both  sets  of  comments  felt 
that  this  information  is  potentially 
valuable  to  diabetics  and  parents  of 
young  children  who  are  concerned 
about  dental  caries  and  excessive  sugar 
intake.  A  few  additional  comments 
argued  that  the  declaration  of  calories 
from  sugars  and  complex  carbohydrates 
is  unnecessary  and  should  not  be 
permitted. 

Interest  in  having  calories  from  sugars 
and  complex  carbohydrates  declared  in 
the  nutrition  label  was  slight,  and  no 


data  were  presented  to  support  the 
requests  for  such  information.  Further, 
dietary  guidelines  have  not 
recommended  specific  quantitative 
amounts  for  caloric  intake  from  sugars 
or  complex  carbohydrates.  Therefore, 
the  final  rules  do  not  permit  the 
inclusion  of  such  information  in  the 
nutrition  label.  FDA  advises  that  the 
calculation  of  calories  from  sugars, 
which  was  of  the  most  interest  to  the 
comments,  can  be  easily  calculated  by 
multiplying  the  number  of  g  of  sugars 
present  by  four,  the  number  of  calories 
per  g  of  sugars. 

6.  Calories  From  Protein 

14.  A  few  comments  requested  that 
the  declaration  of  calories  from  protein 
as  well  as  the  percent  of  calories  from 
protein  be  made  mandatory  to  permit 
consumers  to  evaluate  the  quality  of  the 
food.  Other  comments  agreed  with  the 
proposal  for  the  voluntary  declaration  of 
calories  from  protein.  On  the  other 
hand,  additional  comments  suggested 
that  this  information  would  be 
confusing  and  misleading.  These 
comments  pointed  out  that  concerns 
about  protein  intake  are  of  limited 
public  health  significance  in  the  United 
States  and  suggested  that  the  declaration 
of  calories  would  not  be  helpful  in 
evaluating  a  total  day's  diet.  The 
comments  urged,  therefore,  that  this 
declaration  should  not  be  permitted. 
One  comment  suggested  that  consumers 
would  be  tempted  to  overconsume 
protein  if  calories  from  protein  were 

listed. 

Upon  consideration  of  the  comments. 
FDA  has  reassessed  its  position.  The 
agency  agrees  that  the  declaration  of 
calories  from  protein  and  the  percent  of 
calories  from  protein  are  of  limited 
usefulness  to  the  consumer  because  the 
diets  of  the  majority  of  Americans 
exceed  the  Recommended  Dietary 
Allowances  (Ref.  23)  for  protein.  This 
lack  of  usefulness  appears  to  outweigh 
any  of  the  potential  benefits  of  allowing 
the  declaration  of  calories  from  protein. 
For  this  reasfin,  and  in  an  effort  to 
reduce  unnecessary  information  that 
might  interfere  with  the  consumer's 
understanding  of  required  information. 
FDA  is  amending  the  final  regulations 
by  deleting  proposed  §  101.9(c)(3)(ii)(D) 
which  allowed  for  the  voluntary 
declaration  of  calories  from  protein. 

Consumers  interested  in  determining 
the  calories  from  protein  for  an 
individual  food  may  simply  multiply 
the  number  of  g  of  protein  by  four,  the 
number  of  calories  per  g  of  protein. 
Consumers  interested  in  determining 
the  percent  of  calories  from  protein 
consumed  in  one  day  may  add  the  g  of 
protein  consumed  for  the  day,  multiply 
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the  total  by  four,  divid*  the  result  by 
total  calories  consumed  that  day,  and 
multiply  by  100  to  obtain  percent. 

7.  iDcremants  for  Calories 

15.  The  agency  received  only  a  few 
comments  concerning  the  proposed 
changp  in  §  101.9(c)(3l  to  delete  the  use 
of  2-calorie  increments  for  expressing 
caloric  content  up  to  and  including  20 
calories  per  serving.  Most  of  the 
comments  agreed  with  the  proposal 
which  would  express  caloric  content  to 
the  nearest  5-calorie  increment  up  to 
and  including  50  calories  and  to  the 
nearest  10-calorie  increment  above  50     ' 
calories.  While  one  comment  disagreed 
with  the  proposed  change  to  delete  the 
2-caIorie  increments  on  the  basis  that  it 
would  permit  less  accurate  information 
for  very  low  calorie  foods,  another 
comment  considered  2-calorie 
differences  as  inconsequential  to  the 
consumer.  Another  suggestion  was 
made  to  round  all  calorie  levels  to  the 
nearest  5-calorie  increment. 

FDA  is  not  persuaded  by  the 
comments  that  there  is  sufficient  reason 
to  maintain  the  use  of  2-calorie 
increments  for  foods  containing  20  or 
fewer  calories  or  to  use  only  5-calorie 
increments.  FDA  acknowledges  the 
concern  expressed  about  very  low 
calc»ie  products.  However,  only  a 
relatively  small  number  of  products  will 
be  affected  by  the  change.  In  fad,  the 
agency  traditionally  has  been  tolerant  of 
slight  differences  in  the  declared  and 
actual  amounts  of  calories.  Current 
§  101.9(e)(6).  redesignated  as 
§  101.9(g)(6).  states  that  "Reasonable 
deficiencies  of  calories  *  *  *  under 
labeled  amounts  are  acceptable  within 
current  good  manufacturing  practice." 
Thus.  FDA  is  adopting  this  aspect  of 
§  101.9(c)(3).  redesignated  as 
§  101.9(c)(1),  as  proposed. 

C.  Total  Fat,  Fatty  Acids,  and 
Cholesteroi 

1.  Total  Fat 

In  the  mandatory  nutrition  labeling 
proposal.  FDA  proposed  to  require  the 
declaration  of  fat,  saturated  fat.  and 
cholesterol.  In  addition.  FDA  proposed 
definitions  for  saturated  fat.  unsaturated 
fat,  polyunsaturated  fat,  and 
monounsaturated  fat.  The  agency  did 
not  define  "fat"  (i.e.,  total  fat)  for 
nutrition  labeling  purposes.  For 
compliance  purposes,  FDA  has  used  as 
its  definition  the  sum  of  compounds 
with  lipid  characteristics  that  are 
extracted  by  the  Association  of  Official 
Analytical  Chemists  International 
(hereinafter  referred  to  as  AOAC) 
methods  or  by  other  reliable  and 


appropriate  analsrtical  prooaduies 
(current  §  101.9(e)(2)). 

16.  The  agency  received  a  number  of 
comments  concerning  the  agency's 
standards  for  assessing  total  fat.  A  few 
comments  from  food  manufacturers  and 
trade  associations  agreed  with  the 
customary  method  of  estimating  dietary 
fat.  Comments  from  other  food 
manufacturers,  trade  assoaations. 
college  and  university  nutrition 
professionals,  consumer  advocate 
groups,  other  Government  agencies,  and 
foreign  governments,  disagreed  with  the 
agency's  position  regarding  the 
determination  of  fat  content.  Some  of 
these  comments  expressed  uncertainty 
about  what  current  declarations  of  fat 
represent.  It  became  evident  that  some 
persons  considered  that  the  agency  had 
implied  a  definition  of  total  fet  as  the 
sum  of  all  triglycerides  by  stating  in 
current  §  101.25(c)(2)(ii)  that  the  amount 
of  fatty  acids  was  to  be  calculated  as 
triglycerides.  This  statement  led  some 
comments  to  assume  that  mono-  and 
diglycerides  did  not  need  to  be  included 
in  the  declaration  of  total  fat. 

Several  comments  suggested  that  the 
definition  of  fat  should  include  all 
dietary  lipids,  especially  mono-,  di-,  and 
triglycerides,  phospholipids,  and  free 
fatty  acids.  These  comments  pointed  out 
that  advances  in  food  technology  have 
led  to  the  development  of  fats  and  oils 
that  reduce  tfie  triglyceride  content 
found  in  foods  by  replacing  triglycerides 
with  mono-  and  diglycerides  and 
phospholipids.  These  new  forms  of  fats 
provide  calories  and  should  be  included 
in  total  fat  values  declared  in  nutrition 
labeling. 

One  comment  suggested  changing  the 
definition  of  fat  to  "substances 
possessing  the  physiological  properties 
of  Cat."  This  comment  stated  that  this 
definition  would  encompass  all  types  of 
dietary  fats.  Another  comment 
suggested  that  the  definition  be  the 
"sum  of  fatty  acids  from  a  total  lipid 
extraction."  These  comments  pointed 
out  that  dietary  lipids  not  only 
contribute  to  the  total  dietary  caloric 
intake  but  have  other  physiologic 
functions  attributable  to  fats.  These 
functions  include  transporting  of  lipids 
and  fat  soluble  vitamins  in  the  body  and 
structural  functions  in  cell  membranes, 
as  well  as  serving  as  essential  fatty  acids 
and  as  precursors  of  certain  hormones 
and  eicosanoids. 

Several  comments  suggested  that 
FDA's  position  on  total  fat  is  not 
consistent  with  the  definition  found  in 
Codex  Alimentarius  or  with  that  used 
by  the  Canadian  government  and  the 
EC  According  to  the  comments,  the 
international  definition  of  fat  is  not 
restricted  to  triglyceride-releasable  fatty 


acids  but  includes  total  free  fatty  acids 
and  other  lipids,  including 
phospholipids. 

A  couple  of  comments  suggested  thai 
the  definition  of  fet  should  exclude 
some  types  of  lipids  (i.e.. 
phospholipids,  plant  sterols,  and  novel 
lipids)  because  these  lipids  constitute 
only  a  small  portion  of  total  fat 
consumed,  and.  according  to  the 
comments,  these  types  of  lipids  have 
not  been  reported  as  having  a  causal 
role  in  disease. 

The  agency  is  concerned  about  the 
obvious  confusion  caused  by  the  lack  of 
a  precise  definition  for  total  fat.  Because 
of  the  importance  given  to  dietary 
recommendations  to  reduce  the  intake 
of  total  dietary  fat,  it  is  critical  that  all 
parties  (i.e..  Government  agencies,  food 
manufacturers,  health  professionals, 
nutrition  scientists,  and  consumers) 
clearly  understand  what  the  values 
declared  on  the  nutrition  label 
represent. 

Concerns  that  the  total  fat  value  not 
be  underrepresented  have  persuaded  the 
agency  that  it  is  not  adequate  to 
continue  only  using  a  reference  to         | 
AOAC  methods  or  "other  reliable, 
appropriate  analytical  procedures." 
Such  an  approach  allows  for  the  use  of 
many  methods  that  measure  different 
analytes.  For  example,  according  to 
AOAC  procedures,  "fat"  content  can  be 
determined  by  ether  or  chloroform- 
methanol  extraction.  In  the  case  of  an 
ether  extraction,  results  yield  a  value  for 
neutral  lipids  which  are  primarily 
triglycerides  (a  complex  lipid  composed 
of  glycerol  and  three  fatly  acids)  and 
some  mono-  and  diglycerides.  In 
contrast,  the  chloroform-methanol 
extraction  method  extracts  all  classes  of 
lipids.  The  two  methods,  which  are  both 
acceptable  according  to  current 
regulations,  may  result  in  different 
values  for  total  fat  being  obtained  for  the 
same  product  and  different  values  being 
declared  on  the  nutrition  label. 

The  agency  believes  that  the  use  of 
the  implied  definition  of  total  fat  as  the 
sum  of  triglyceride  fatty  acids  from 
saturated,  polyunsaturated,  and 
monounsaturated  fatty  acids,  would  in 
some  cases  underestimate  both  total  g  of 
fat  and  the  caloric  intake  from  fat.  The 
agency  agrees  that  all  forms  of  fatty 
acids  that  contribute  to  energy  intake  of 
foods  should  be  included  in  the 
calculation  of  total  fat,  particularly  in 
view  of  dietary  recommendations  that 
target  total  fat  intakes  at  30  percent  or 
less  of  calories. 

For  these  same  reasons,  the  agency 
disagrees  with  the  sixggestion  that  some 
lipids  (e.g..  mono-  and  diglycerides  and 
phospholipids)  be  excluded  from  the 
definition  of  fat. 
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Therefore,  the  agency  has  decided  to 
deRne  total  fat  as  total  lipid  fatty  adds, 
that  is,  the  sum  of  fatty  acids  ht)m 
mono-,  di-,  and  triglycerides,  firee  fatty 
acids,  phospholipid  fatty  acids,  and 
sterol  fatty  acids.  This  definition 
includes  all  sources  of  fatty  acids  that 
provide  energy,  preventing 
underestimates  of  energy  from  total  fat. 
It  also  acknowledges  that  certain  lipid 
components,  such  as  cholesterol  and 
other  sterols,  do  not  contribute 
metabolizable  calories  and  constitute 
only  a  very  small  amount  of  the  total 
weight  of  lipids. 

This  deHnition  represents  all  fatty 
acids  obtainable  from  a  total  lipid 
extraction.  The  definition  does  not 
require  that  a  single  extraction  method 
be  used.  The  extraction  method  will 
depend  upon  the  type  of  lipid  being 
sought  in  the  food  and  the  type  of  food 
(i.e.,  the  food  matrix).  Analytical 
procedures  are  discussed  further  in 
section  IV.  of  this  document. 

The  agency  finds  that  this  definition 
is  more  consistent  with,  although  not 
identical  to,  international  definitions  for 
dietary  fat.  The  Codex  AUmentarius 
considers  any  source  of  dietary  energy 
to  be  a  nutrient  (that  would  include 
nontriglyceride  sources  of  fotty  adds), 
and  declaration  of  dietary  fat  would 
reasonably  include  all  sources  of  fatty 
acids.  The  EC  definition  of  fet  is  total 
lipids,  including  mono-  end 
diglycerides  and  phospholipids.  The 
difference  between  the  EC  definition 
and  the  agency's  definition  is  that  the 
agency  excludias  the  sterol  fraction,  not 
a  large  difference  in  quantitative  terms. 
Furthermore,  the  agency's  definition 
reflects  dietary  goals  for  consumption  of 
only  30  percent  of  calories  from  rat, 
because  the  sterols  are  not  absorbed  and 
therefore  do  not  contribute  calories. 

However,  the  agency  also  recognizes 
that  the  definition  of  total  fat  as  total 
lipid  fatty  adds  does  not  account  for  the 
weight  of  glycerol  to  which  the  fatty 
acid  chains  are  linked  in  the  formation 
of  mono-,  di-,  and  triglycerides.  Unless 
the  glycerol  is  included  in  the  weight  of 
the  total  fat,  it  will  be  reported  as 
carbohydrate.  In  this  case,  foods  in 
which  the  fat  is  mostly  triglyceride,  e.g., 
com  oil  and  lard,  will  appear  to  have  95 
percent  total  fat  and  5  percent 
carbohydrate,  while  other  products  such 
as  muscle  meats  which  have  never  been 
reported  to  contain  carbohydrate  may 
now  contain  measurable  amounts. 
These  values  would  conflid  with 
common  perceptions  of  food 
composition  because  nutrient  data  bases 
and  food  composition  tables  routinely 
indude  the  weight  of  glycerol  in  the 
declaration  of  total  fat. 


Therefore,  the  agency  has  dedded  to 
require  that  the  declaration  of  total  fat 
be  expressed  as  the  amount  of 
triglyceride  that  would  provide  the 
analytically  measured  amount  of  total 
lipid  fatty  adds  in  the  food.  This 
position  is  supported  by  a  recent  report 
in  The  Refaree,  a  publication  of  the 
AOAC  International  (Ref.  32).  Likewise, 
because  food  composition  data  bases  do 
not  include  glycerol  in  the  dedaration 
of  fatty  adds  (i.e.,  values  represent  free 
fatty  add],  the  agency  is  not  requiring 
that  the  amount  of  saturated  fatty  adds 
or  other  classes  of  bitty  adds  be 
expressed  as  triglycerides  (see  comment 
30  of  this  document). 

While  the  inclusive  term  "total  lipid 
fatty  acids  expressed  as  triglycerides" 
would  be  the  more  accurate  term  to  use 
in  the  nutrition  label,  the  agency  will 
continue  to  require  use  of  the  term 
"total  fat"  to  be  consistent  with  the 
terminology  used  in  dietary 
recommendations  and  to  avoid 
consumer  confusion. 

17.  Several  comments  from 
manufacturers,  trade  assodations,  a 
consumer  advocacy  group,  and  a 
research  firm  addressed  the  issue  raised 
in  the  preamble  to  the  supplementary 
proposal  (56  FR  60366  at  60371)  of  the 
increased  use  of  fats  containing  very 
long  (longer  than  18  carbons)  chain  fatty 
acids  in  the  food  supply.  These 
compounds  provide  the  potential  for 
marketing  novel  compounds  in  which 
fatty  adds  are  linked  to  carbon 
structures  in  a  manner  that  reduces  their 
digestibility.  As  a  result,  these 
compounds  have  the  technical  effed  of 
fat  with  less  calories  than  traditional 
fats. 

Comments  requested  that  fat  be 
defined  to  exclude  various  types  of  very 
long  chain  fatty  adds  because  of  their 
poor  absorbability  and  reduced 
digestibility.  A  recent  article  was  cited 
as  evidence  of  the  poor  absorption  of  the 
very  long  chain  fatty  adds  (Ref.  33).  One 
comment  stated  that  the  definition  of  fat 
should  exclude  extradable  compounds 
that  do  not  have  the  physiological 
effeds  of  fatty  add  compounds.  Two 
comments  suggested  the  omission  of 
these  fatty  adds  from  fat  and  calorie 
declarations  similar  to  the  omission  of 
insoluble  dietary  fiber  from  calorie    | 
declarations.  According  to  these 
comments  "total  fat"  should  be  defined 
as  "total  'digestible'  fat"  to  allow  for  the 
use  of  fat-type  ingredients  that  have 
reduced  digestibility  and  therefore    I 
fewer  calories  than  the  fats  they  replace. 
The  declared  amount  of  fat  would  then 
be  the  total  analytically  determined  fat 
times  the  fat  digestibility  coeffident. 

FDA  acknowredges  the  effed  that  the 
use  of  certain  very  long  (longer  than  18 


carbons)  chain  saturated  fetty  adds  with 
reduced  digestibility  have  on  the  fat  and 
calorie  content  of  foods.  In  an  effort  to 
encourage  innovation  in  tlie  creation  of 

f>roducts  that  provide  lower  fat  and 
ower  calorie  contents  to  enable  the 
consuming  public  to  have  a  healthier 
diet  and  thus  to  meet  one  of  the  primary 
objedives  of  the  Surgeon  General's 
report  on  Nutrition  and  Health  (Ref.  2), 
the  agency  is  willing  to  consider  the 
digestibility  of  novel  fat  compounds. 
However,  the  agency  has  conduded  that 
because  of  the  diversity  of  possible 
produds,  it  is  not  appropriate  to  modify 
the  definition  of  total  fat  in  §  101.9(c)(2) 
to  allow  for  alternate  values  because  of 
reduced  digestibility  of  very  long  chain 
fatty  acids.  Rather,  die  agency  will 
address  the  digestibility  of  new 
ingredients  containing  these  fatty  adds 
on  a  case-by-case  basis. 

Because  the  digestibility  of  a 
substance  is  one  of  the  identifying 
characteristics  of  the  substance,  the 
agency  requests  that  manufadurers  who 
wish  to  declare  adjusted  values  of  total 
fat  based  on  reduced  digestibiUty 
include  information  on  the  digestibility 
of  the  compound,  analytical  assay 
procedures  for  the  compound,  and  data 
on  interference  with  required  methods 
of  analysis  in  food  additive  petitions  (21 
CFR  part  171)  or  in  petitions  for 
affirmation  that  the  use  of  the  substance 
is  GRAS  (21  CFR  170.35).  The  agency 
will  include  the  spedfic  digestibiUty 
coefficients  that  can  be  used  in 
determining  the  quantitative  dedaration 
of  fats  and  the  caloric  contribution  from 
fats  as  part  of  the  statement  of  identity 
for  the  substance  in  the  listing 
regulation  in  part  172  for  food  additives 
and  in  part  184  for  substances  whose 
use  is  affirmed  as  GRAS.  However,  FDA 
recognizes  that  mechanisms  other  than 
food  additive  or  GRAS  petitions  may  be 
appropriate  to  bring  issues  involving  the 
digestibility  of  a  substance  to  the 
attention  of  the  agency.  Interested 
persons  may  wish  to  use  the  mechanism 
in  §  101.9(g)  to  request  to  use  spedfic 
digestibility  coeffidents. 

18.  Several  comments  said  that  there 
is  a  need  for  adequate  analytical 
methods  for  assaying  novel  forms  of  fat 
in  new  low-fat  foods.  They  noted  the 
difficulty  of  isolating  new  ingredients 
by  the  traditional  or  AOAC 
determinations  for  fat.  As  one  comment 
stated,  the  current  add  hydrolysis 
analysis  may  not  be  appropriate  for 
these  tjrpe  of  substances. 

FDA  agrees  with  the  concern  about 
analytical  methodology  and  is  aware 
that  different  methods  might  be  needed 
for  each  product  or  type  of  produd. 
Because  of  this  concern,  and  as  noted  in 
the  preceding  comment,  the  agency 
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finds  that  it  is  necessary  that 
manufacturers  delineate,  in  the 
documentation  submitted  to  FDA  in 
support  of  the  lower  fat  content 
declarations,  the  methodology  needed  to 
assay  for  the  novel  fat  compound.  Use 
of  the  method  by  the  manufacturer  and 
the  agency  in  lieu  of  conventional 
methods  found  in  the  AOAC  or  other 
recognized  sources  should  alleviate 
labeling  compliance  concerns. 

19.  One  comment  urged  the  agency  to 
allow  manufacturers  to  use  calculations 
from  product  formulas  to  arrive  at  the 
calorie  or  fat  content  of  products 
containing  these  alternate  ingredients. 

As  discussed  in  previous  comments, 
the  supporting  documentation 
submitted  to  the  agency  to  substantiate 
different  caloric  levels  for  novel  fats 
should  contain  adequate  information 
regarding  the  digestibility  coefficient, 
analytical  methodology,  and  other 
factors  to  ascertain  an  accurate  label 
value  for  the  fat  and  calorie 
declarations.  FDA  will  use  the 
information  and  analytical  methodology 
for  each  such  fat  to  determine  whether 
the  values  for  fat  and  calories  stated  on 
the  label  are  correct.  Manufacturers  may 
use  other  methods,  such  as  calculations 
from  product  formulas,  to  determine  fat 
and  calorie  values  if  they  have  a 
reasonable  basis  on  which  to  believe 
that  the  values  so  obtained  will  be 
consistent  with  values  determined 
analytically.  However,  they  do  so  at  the 
risk  that  FDA  will  disagree. 

2.  Saturated  Fat 

a.  Definition.  FDA  proposed  (55  FR 
29487  at  29495)  to  make  the  amount  of 
fat,  saturated  fatty  acids,  and  cholesterol 
mandatory  elements  of  nutrition 
labeling.  At  the  same  time,  FDA 
proposed  in  §  101.9(c)(4){i)  to  continue 
to  define  saturated  fatty  acids  as  the 
sum  of  lauric  (C12:0).  myristic  (Cl4:0). 
palmitic  (Cl6:0),  and  stearic  (Cl8:0) 
acids,  the  major  saturated  fatty  acids  in 
the  U.S.  food  supply.  FDA  requested 
comments  on  the  questions  of  what  fatty 
ecids  should  be  considered  as  saturated 
fatty  acids,  and  on  what  basis  these 
decisions  should  be  made  (55  FR  29487 
at  29495). 

20.  Many  comments,  including 
comments  from  food  manufacturers  and 
distributors,  trade  associations, 
professional  organizations,  nutritionists, 
and  state  health  departments  agreed 
writh  FDA's  proposal  to  include  only  the 
four  saturated  fatty  acids  with  12  to  18 
carbons  (lauric,  myristic,  palmitic,  and 
stearic  acids)  in  the  definition  of 
saturated  fat  for  labeling  purposes.  The 
reasons  given  included:  (1)  Lauric. 
myristic.  palmitic,  and  stearic  acids 
comprise  the  vast  majority  of  saturated 


fatty  acids  in  the  American  diet:  (2) 
C12:Q-C16:0  fatty  acids  raise  total  and 
low  density  lipoprotein  (LDL)- 
cholesterol;  (3)  although  some  clinical 
and  metabolic  evidence  suggests  that 
C18:0  fatty  acid  (stearic  acid)  does  not 
have  the  same  blood  total  and  LDL- 
cholesterol-raising  effect  as  Cl2:0-Cl6:0 
saturated  fatty  acids,  the  effect  of  Cl8:0 
on  blood  total  and  LDL-cholesterol  is 
not  conclusive  enough  to  warrant 
deletion  of  Cl8;0  from  the  definition;  (4) 
stearic  acid  may  be  associated  with 
other  risk  factors  of  cardiovascular 
disease  such  as  thrombosis  and  platelet 
aggregation;  and  (5)  a  separate  analysis 
for  stearic  acid  would  be  costly. 

Many  other  comments,  including 
comments  from  other  food 
manufacturers,  trade  associations,  and 
health  professionals,  suggested  that  FDA 
include  only  lauric  acid  (Cl2:0), 
myristic  acid  (Cl4:0),  and  palmitic  acid 
(Cl6:0)  in  the  definition  of  saturated  fat 
for  labeling  purposes.  These  comments 
stated  that  there  is  no  evidence  that 
stearic  acid  has  a  cholesterol-raising 
effect,  and  that  the  postulated  role  of 
stearic  acid  in  thrombosis  is  open  to 
dispute.  With  regard  to  the  latter  point, 
the  comments  cited  the  conclusion  of  a 
workshop  on  Dietary  Fatty  Acids  and 
Thrombosis  that  there  is  no  direct 
evidence  of  a  prothrombotic  effect  of 
long  chain  fatty  acids  (e.g.,  Cl8)  in 
humans  (Ref.  34). 

One  comment  from  a  trade  association 
suggested  that  FDA  not  include  palmitic 
acid  in  the  definition  of  saturated  fat 
because  palmitic  acid  does  not  raise 
blood  total  and  LDL-cholesterol.  The 
comment  cited  recent  research  articles 
(Refs.  35  and  36)  as  the  evidence. 

A  comment  from  a  major  food 
manufacturer  suggested  that  FDA  not 
include  saturated  fatty  acids  with  less 
than  10  carbons  in  the  saturated  fat 
category.  Other  comments  suggested 
FDA  exclude  lauric  acid  or  myristic  acid 
from  the  saturated  fat  category  for 
labeling  purposes.  The  reasons  given 
were:  (1)  That  the  medium  chain  fatty 
acids  (C6:0-C10:0),  lauric  acid  (C12:0), 
and  myristic  acid  (C14:0)  are  readily 
absorbed  and  oxidized  and  may  not 
raise  blood  total  and  LDL-cholesterol, 
and  (2)  that  medium  chain  fatty  acids 
are  minor  sources  of  saturated  fat  in  the 
American  diet.  In  contrast,  a  consumer 
and  a  state  agency  suggested  that  FDA 
include  saturated  fatty  acids  with 
cart>on  numbers  less  than  12  in  the 
saturated  fat  category  because  they  may 
elevate  blood  cholesterol. 

Some  comments  from  a  major  food 
manufacturer  and  a  state  public  health 
department  stated  that  saturated  fatty 
acids  with  carbon  chains  longer  than  18 
(i.e.,  C20-C24)  should  not  be 


categorized  as  saturated  fatty  acids.  Th^ 
reasons  given  included:  (1)  These  fatty 
acids  compose  a  small  part  of  saturated 
fat  content  in  the  U.S.  diet,  and  (2)  these 
fatty  acids  are  poorly  absorbed,  have  no 
or  little  physiological  eRiects.  and 
therefore  do  not  contribute  to  heart 
disease. 

Several  comments,  from  a  food 
manufacturer,  a  consumer,  and  foreign 
governments,  suggested  that  FDA  use  a 
chemical  definition  of  saturated  fatty 
acids  for  labeling  purposes.  Two  other 
comments  from  the  meat  Industry 
suggested  that  FDA  use  a  chemical 
definition  if  it  is  not  possible  to  set  a 
definition  on  the  basis  of  the 
relationship  of  saturated  fatty  acids  to 
the  risk  of  cardiovascular  disease.  The 
reasons  included  in  these  comments 
were: 

(1)  Underrepresentation  of  the  content 
of  saturated  fat.  Several  comments 
stated  that  the  proposed  definition, 
limiting  saturated  fat  to  only  the  four 
saturated  fatty  acids  with  12  to  18 
carbons,  would  result  in 
underrepresentation  of  the  saturated 
fatty  acid  content  of  foods,  particularly 
of  those  foods  that  contain  significant 
amounts  of  saturated  fatty  acids  with 
less  than  12  carbons  or  more  than  18 
carbons.  They  further  stated  that  this 
underestimation  of  saturated  fat 
contradicts  the  current  dietary 
recommendation  that  Americans 
consume  less  than  10  percent  of  calories 
as  saturated  fats.  The  examples  that  they 
presented  of  foods  in  which  the 
definition  of  saturated  fat  as  C12-C18 
would  underrepresent  saturated  fat  were 
milk,  underrepresented  by  8  percent; 
coconut  oil,  by  14  percent;  and  palm 
kernel  oil.  by  7.2  percent. 

(2)  Oversimplification.  A  consiuner 
stated  that  FDA's  proposal  is  an 
oversimplification  and  suggested  that  all 
saturated  fatty  acids  be  included. 

(3)  International  harmonization.  The 
Canadian  Government  and  the  EC  stated 
that  FDA's  proposal  to  restrict  the 
definition  of  saturated  fat  to  only  lauric, 
myristic.  palmitic,  and  stearic  acids  is  at 
variance  with  the  Codex  Alimentarius 
Commission,  EC,  and  Canadian 
definitions.  They  stated  that  the 
proposed  deviations  fix)m  international 
definitions  present  serious  problems  for 
food  companies  in  the  EC  and  would  be 
confusing  for  consumers.  They 
suggested  that  FDA  include  all  saturated 
fatty  acids  without  double  bonds  in  the 
saturated  fat  definition.  A  major  food 
manufacturer  also  stated  that  it  already 
had  encountered  minor  problems  with 
di^erent  definitions  in  labels  for  Canada 
and  the  United  Kingdom  and  suggested 
that  FDA  consider  international 
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harmonization  in  its  decision  on  the 
definition  of  saturated  fat. 

FDA  is  persuaded  by  the  comments 
that  there  is  substantial  controversy 
regarding  the  inclusion  or  exclusion  of 
specific  fatty  acids  in  a  definition  of 
saturated  fat  that  is  based  on  effects  on 
blood  total  and  LDL-cholesterol. 

Therefore,  the  agency  has 
reconsidered  its  position  of  linking  the 
definition  of  saturated  fatty  acids  to 
effects  of  particular  fatty  acids  on  blood 
total  and  LDL-cholesterol  levels  and  has 
determined  that  a  diemical  definition  is 
appropriate  for  the  following  reasons. 

First,  a  chemical  definition  avoids 
much  of  the  controversy  regarding  the 
blood  cholesterol  effiects  of  Iwlmitic 
acid,  very  long  (longer  than  18  carbons) 
chain  fatty  acids,  and  short  and  medium 
chain  fatty  acids,  because  the  definition 
is  not  subject  to  changes  in  knowledge 
about  the  physiologic  effects  of 
particular  fatty  acids.  The  chemical 
definition  also  avoids  uncertainties 
about  physiologic  effects  other  than 
those  regarding  blood  total  and  LDL- 
cholesterol.  such  as  effects  on 
thrombosis;  and  other  possible  heahh 
effects  of  very  long  chain,  medium 
chain,  and  short  chain  saturated  fatty 
adds. 

Secondly,  FDA  agrees  that  the  amount 
of  saturated  fat  in  some  foods  could  be 
underrepresenled  when  the  definition  of 
saturated  fat  is  confined  to  the  sum  of 
four  fatty  apids.  This  underreporting  of 
saturated  fat  may  be  increased  as  new 
foods  containing  saturated  fatty  acids 
less  than  C12  and  more  than  C18  appear 
in  the  maricetplace. 

Thirdly,  the  agency  also  notes  that  the 
chemical  definition  is  in  line  with  EC 
and  Canadian  definitions  of  saturated 
fat  and,  hence,  will  promote 
international  harmonization. 

Finally,  the  agency  notes  that  the 
chemical  definition  of  saturated  fat  is 
more  consistent  with  dietary 
recommendations  to  reduce  fat 
consumption  to  30  percent  of  calories 
and  saturated  fat  consumption  to  less 
than  10  percent  of  calories.  Food 
composition  data  tables  have  generally 
been  used  in  epidemiologic 
investigations  that  relate  diet  to  risk  of 
chronic  diseases,  and  these  tables  group 
all  the  chemically  defined  saturated 
fatty  acids  together  as  a  class.  Thus,  the 
turm  "saturated  fat"  used  in  these 
dietary  recommendations  pertains  to  the 
chemical  classification  of  fatty  acids, 
not  FDA's  current,  more  restricted 
definition. 

Accordingly,  FDA  has  amended 
§101.9(c)(4)(i),  redesignated  as 
§  101.9(c)(2)(i),  to  define  saturated  fat  as 
the  sum  of  ail  fatty  acids  containing  no 
double  bonds. 


b.  Voluntary  declaration  of  specific 
saturated  fatty  acids.  21.  Some 
comments  specifically  requested  that 
the  agency  provide  for  labeling  that 
distinguishes  those  fatty  acids 
associated  with  increased  blood  total 
and  LDL-cholesterol  levels  fi^m  those 
not  associated  with  increased 
cholesterol.  One  approach  that  was 
identified  in  the  comments  and  in  a 
published  commentary  (Ref.  13)  would 
allow  a  declaration  of  "cholosterol- 
raising  fatty  acids,"  so  that  a 
manufacturer  could  show  that  a 
particular  food  contained  little  or  none 
of  these  fatty  acids. 

The  agency  recognizes  that  there  is 
substantial  uncertainty  as  to  which 
saturated  fatty  acids  are  cholesterolemic 
and  which  are  not.  Conclusions  of 
authoritative  documents  and  review 
papers  are  not  consistent  on  this  issue 
(Refs.  2,  3.  37  through  41).  The  effects 
of  most  individual  saturated  fatty  acids 
on  blood  total  and  LDL-cholesterol  are 
not  fully  understood.  The  agency  finds 
that  the  only  saturated  fatty  add  that 
has  been  consistently  reported  as 
cholesterol-raising  is  myristic  acid.  The 
effects  of  palmitic  acid  and  lauric  acid 
are  not  as  clearly  assodated  with 
increased  blood  cholesterol,  although 
the  prominence  of  palmitic  acid  in  the 
diet  makes  any  contribution  of  this  fatty 
add  important  in  the  control  of  blood 
cholesterol.  On  the  other  hand,  it  has 
consistently  been  reported  that  stearic 
acid,  when  substituted  for  other 
saturated  fatty  acids  in  the  diet,  has  a 
neutral  effect  on  blood  total  and  LDL- 
cholesterol  concentration  (Refs.  37 
through  40).  As  a  result,  the  agency  is 
concerned  that  there  is  not  an  adequate 
basis  for  dedding  which  fatty  acids 
should  be  included  in  the  term 
"cholesterol-raising  fatty  adds." 

In  addition,  the  agency  is  concerned 
that  the  term  "cholesterol-raising  fatty 
acids"  will  be  confusing  to  consumers. 
Since  consumers  are  unfamiliar  with  the 
term  "cholesterol-raising  fatty  acids," 
there  is  a  possibility  that  they  would 
misinterpret  it  and  would  avoid  foods 
with  such  a  declaration  on  the  nutrition 
label,  even  if  the  intent  of  the  labeling 
was  to  indicate  the  absence  of  these 
fatty  acids.  Also,  given  that  the  only 
fatty  acid  declaration  the  agency  is 
requiring  is  saturated  fat  (defined  as  the 
sum  of  all  saturated  fatty  acids),  any 
added  declaration  of  "cholesterol- 
raising  fatty  acids"  would  be  on  a 
voluntary  basis.  Under  these 
circumstances,  manufacturers  could  be 
expected  to  only  include  this 
declaration  when  the  level  of  such  fatty 
acids  is  low  to  emphasize  the  absence 
of  such  components  from  the  product. 


A  variation  of  this  term  that  avoids 
the  negative  connotation  and  applies 
positively  to  the  composition  of  the 
product  is  the  term  "noncholesterol- 
raising  fatty  adds."  However,  this  term 
suffers  from  the  other  problems  with 
respect  to  cholesterol-raising  fatty  adds 
(i.e.,  the  sdentific  uncertainty 
concerning  what  fatty  adds  to  include 
and  the  likelihood  of  increased 
consumer  confusion). 

FDA  is  also  concerned  that  either  of 
the  terras  "cholesterol-raising  fatty 
acids"  or  "noncholesterol-raising 
saturated  fatty  adds"  could  be  seen  as 
a  health  claim.  Section  403(r)(l)  of  the 
act  states  that  information  that  is 
required  or  permitted  under  403(q)  of 
the  act  to  be  included  in  the  nutrition 
label  is  not  a  nutrient  content  or  health 
daim.  Because  of  the  relationship 
between  fatty  acids  and  increased  blood 
cholesterol  and.  thereby,  heart  disease, 
however,  the  agency  is  concerned  that 
the  use  of  either  of  the  subject  terms 
goes  beyond  the  factual  reporting  of 
nutrients  that  is  characteristic  of  the 
nutrition  label. 

For  the  reasons  enumerated  above, 
FDA  has  concluded  that  it  is  not 
appropriate  to  distinguish  among  fatty 
adds  by  the  terms  "cholesterol-raising 
fatty  acids"  or  "noncholesterol-raising 
saturated  fatty  acids." 

Another  approach  to  distinguishing 
among  fatty  adds  is  to  declsue  spedfic    . 
saturated  fatty  acids  without  any 
reference  to  effects  on  blood  total  and 
LDL-cholesterol.  This  approach  is 
consistent  with  the  agency's  intention  of 
providing  factual  information  on  the 
nutrition  label.  Because  some  comments 
strongly  opposed  the  inclusion  of  stearic 
acid  in  the  declaration  of  saturated  fat 
because  of  the  consumer's  assodation  of 
saturated  fat  with  increased  blood 
cholesterol  levels,  it  is  reasonable  to 
indicate  the  extent  of  the  saturated  fat 
content  of  the  food  that  is  stearic  acid 
and,  thus,  not  assodated  with  increased 
blood  cholesterol.  As  noted  above,  a 
consensus  that  seems  to  be  emerging  is 
that  stearic  acid,  when  substituted  for 
other  saturated  fatty  acids,  does  not 
raise  or  lower  blood  total  and  LDL- 
cholesterol  level.  Consumer  education 
programs  could  advise  consumers  that 
when  a  large  portion  of  the  saturated  fat 
in  a  product  consists  of  stearic  acid,  the 
fat  content  of  the  food  is  not  Ukely  to 
increase  blood  total  and  LDL-cholestercl 
levels. 

The  agency,  however,  has  some 
reservations  about  allowing  for  the 
voluntary  labeling  of  stearic  add  in  that: 
(1)  Other  saturated  fatty  adds  that  may 
raise  blood  total  and  LDL-cholesterol  are 
not  addressed:  (2)  only  one  risk  factor  of 
cardiovascular  disease,  blood 
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cholesterol  level,  is  addressed;  (3)  it 
may  complicate  and  overcrowd  the 
label;  and  (4)  it  would  require  a 
consumer  information  program  to  have 
any  meaning  to  consumers. 

In  addition,  recognizing  particular 
saturated  fatty  acid  effects  on  blood 
cholesterol  may  require  that  the  agency 
redefme  the  saturated  fat  threshold 
criterion  for  cholesterol  claims  in 
§  101.62(d)  (cholesterol  claims  are  not 
allowed  on  foods  containing  more  than 
2  g  saturated  fat.  defined  as  the  sum  of 
all  fatty  acids  containing  no  double 
bonds,  per  serving),  as  described  in  a 
companion  document  on  nutrient 
content  claims  published  in  this  issue  of 
the  Federal  Register.  Because  of  the 
agency's  reservations  about  the 
meaningfulness  of  labeling  of  individual 
fatty  acids  and  the  need  to  reconsider 
criteria  for  cholesterol  claims  if  such 
action  was  to  be  taken,  the  agency 
concludes  that  more  information, 
including  public  comment,  is  necessary 
before  taking  further  action  on  this 
approach.  The  agency  intends  to  further 
address  this  issue  at  a  later  date,  and 
would  welcome  submission  of 
information  and  views  on  this  question. 

3.  Polyunsaturated  and 
Monounsaturated  Fat 

a.  Use  of  the  term  "unsaturated  fat". 
FDA  proposed  in  both  the  )uly  19,  1990. 
and  November  27. 1991.  documents  in 
§  101.9(c)(4)(ii)  to  permit  the  voluntary 
declaration  of  the  quantitative  amount 
of  unsaturated  fat  in  nutrition  labeling. 
The  agency  proposed  to  make  the 
declaration  of  unsaturated  fat 
mandatory  if  claims  were  made  about 
fatty  acid  or  cholesterol  content  or  if  the 
manufacturer  voluntarily  declared  the 
number  of  calories  from  unsaturated  fat. 
Alternatively,  the  agency  proposed  to 
allow  separate  declarations  of 
polyunsaturated  and  monounsaturated 
fats. 

22.  The  agency  received  comments 
that  either  agreed  or  disagreed  with  the 
proposed  definition  and  voluntary  use 
of  the  term  "unsaturated  fat". 
Comments  that  supported  the  use  of  the 
inclusive  term  did  so  because  neither 
monounsaturated  nor  polyunsaturated 
fats  have  been  shown  to  increase  the 
risk  of  coronary  heart  disease,  and 
because  both  types  of  unsaturated  fats 
decrease  the  risk  of  coronary  heart 
disease  relative  to  saturated  fat. 

Comments  objecting  to  the  term 
■"unsaturated  fat"  argued  that  the  term  is 
not  useful,  that  it  offers  no  additional 
information  that  could  not  be  obtained 
by  subtracting  the  saturated  fat  content 
from  total  fat.  and  that  it  obscures  the 
presence  of  essential  fatty  acids.  Other 
comments  were  concerned  that  the  term 


was  misleading  in  that  it  suggests  that 
all  unsaturated  fats  are  synonymous  by 
including  both  cis  and  trans  isomers 
and  both  poly-  and  mono-unsaturated 
fats  together.  These  comments  argued 
that  in  light  of  the  current  uncertainty 
and  controversy  surrounding  the 
physiological  effects  of  trans  fatty  acids 
(which  are  a  particular  type  of 
unsaturated  fatty  acid  having  some 
physical  properties  of  saturated  fatty 
acids),  use  of  the  term  "unsaturated  fat" 
would  not  only  be  misleading  to  the 
consumer  but  possibly  could  have  an 
adverse  effect  on  the  health  of  some 
individuals.  This  opposition  to  the 
inclusion  of  trans  isomers  in  the 
definition  of  "unsaturated  fat"  was  the 
most  frequently  repeated  concern. 

Comments  suggesting  that  it  would  be 
misleading  to  group  poly-  and  mono- 
unsaturates  together  argued  that  this 
action  would  imply  that  the  two  types 
of  fatty  acids  are  the  same  and  have 
similar  effects  on  blood  total  and  LDL- 
cholesterol  when,  in  fact,  they  do  not. 
It  has  been  reported  that 
monounsaturates  do  not  effect  blood 
total  and  LDL-cholesterol  levels  and  do 
not  reduce  high  density  lipoprotein- 
cholesterol  when  substituted  for 
saturated  fats.  On  the  other  hand, 
polyunsaturates  have  often  been 
reported  to  reduce  blood  total  and  LX)L- 
cholesterol  levels  and  to  decrease  blood 
pressure. 

A  few  comments  suggested  that  if  the 
term  "unsaturated  fat"  is  permitted,  the 
declaration  of  the  cis  forms  of 
polyunsaturates  and  monounsaturates 
should  either  be  permitted  or  required 
at  the  same  time.  Comments  also  argued 
that  there  is  no  scientific  consensus 
supporting  the  use  of  the  inclusive  term, 
and  that  it  was  not  a  term  used  in 
international  trade. 

FDA  is  persuaded  by  these  comments 
that  the  use  of  the  term  "unsaturated 
fat"  is  potentially  confusing  to 
consumers,  does  not  provide  useful 
information,  and  could  result  in 
consumer  deception.  Accordingly,  the 
agency  is  revising  the  regulation  by  not 
providing  for  the  voluntary  declaration 
of  unsaturated  fat  in  nutrition  labeling. 
As  a  result,  the  proposed  listings  of 
polyunsaturated  fat  and 
monoun^turated  fat  in 
§  101.9>t)(4)(ii)(A)  and  (c)(4)(ii)(B). 
respectively,  are  redesignated  as 
§  101.9(c)(2)(ii)  and  (c)(2)(iii).  In 
additionveach  paragraph  has  been 
modifieePto  incorporate  provisions  that 
had  been  included  in  proposed 
§  101.9(c)(4){ii).  The  revised  listings 
provide  that  the  disclosure  of  the  level 
of  polyunsaturated  fat  and 
monounsaturated  fat  is  voluntary  unless 
claims  are  made  on  the  label  about  fatty 


acid  or  cholesterol  content,  and  that,  if 
either  polyunsaturated  or 
monounsaturated  fat  is  declared,  the 
other  must  also  be  declared. 

b.  Trans  Fatty  Acids.  In  its  July  19. 
1990  proposal  on  mandatory  nutrition 
labeling  (55  FR  29487  at  29496).  the 
agency  tentatively  concluded  that  there 
is  no  basis  for  declaring  trans  isomers  of 
fatty  acids  on  the  nutrition  label.  This 
conclusion  was  based  on  a  consensus 
report  that  noted  that  cxirrent  evidence 
does  not  support  a  blood  cholesterol- 
raising  effect  for  trans  isomers  when 
they  are  substituted  for  saturated  fatty 
acids  in  the  diet.  The  agency  requested 
comments  on  this  issue.  Later  tha\  year 
new  research  and  commentary  was 
published  (Refs.  12  and  13)  which  led 
FDA  to  request  in  the  supplementary 
proposal  (56  FR  60366  at  60371) 
comments  on  the  significance  of  the 
new  findings  and  a  reevaluation  of  any 
comments  submitted  on  trans  fatty  acids 
in  response  to  the  July  19, 1990  ' 

proposal.  1 

23.  Several  comments,  from  a  major  ' 
food  manufacturer,  health  professionals, 
a  professional  health  organization,  a 
state  agency,  a  trade  association,  and  a 
consumer,  suggested  that  FDA  include 
trans  fatty  acids  in  the  saturated  fat 
category  because  research  suggests  that 
trans  fatty  acids  raise  blood  total  and    ; 
LDL-cholesterol.  On  the  other  hand, 
several  comments  were  against  the 
inclusion  of  trans  fatty  acids  in  the 
saturated  fat  category  oecause  the 
evidence  of  a  cholesterol-raising  effect 
of  trans  fatty  acids  is  not  conclusive. 
Several  comments  suggested  that  trans 
fatty  acids  should  be  declared  separately 
because  it  may  increase  blood 
cholesterol. 

FDA  disagrees  that  there  is  sufficient 
evidence  that  indicates  that  trans  fatty 
acids  raise  blood  total  and  LDL- 
cholesterol.  In  1985,  a  report  of  the 
Federation  of  American  Societies  for 
Experimental  Biology  on  "Health 
Aspects  of  Dietary  trans  Fatty 
Acids"(Ref.  42)  concluded  that  human 
studies  indicate  that  trans  isomers  are 
little,  if  any,  more  cholesterolemic  than 
cis  isomers.  In  animals  (rabbits,  swine, 
and  monkeys),  trans  fatty  acids  are 
cholesterolemic  but  not  atherogenic. 
Since  the  publication  of  the  Federation 
of  American  Societies  for  Experimental 
Biology  report,  a  scientific  review 
article.  (Ref.  40)  concluded  that  reports 
are  inconsistent  regarding  the  effects  of 
trans  unsaturates  on  blood  total  and 
LDL-cholesterol  levels  in  humans. 

Recently,  two  studies  in  The 
Netherlands  (Refs.  12  and  43)  have 
shown  that  a  high  intake  of  trans  fatty 
acids  may  elevate  blood  total  and  LDL- 
cholesterol  concentration.  Concerns 
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have  been  raised  about  the  applicability 
of  these  studies  to  U.S.  diets  because  of 
certain  methodologic  limitations, 
because  the  level  of  trans  fatty  acid 
tested  was  2-3  times  higher  than  the 
current  average  consumption  of  the  U.S. 
population,  and  because  the  methods 
for  generating  trans  fatty  acids  might 
have  been  different  from  those  used  in 
the  United  States. 

In  contrast,  another  study  (Ref.  44) 
seems  to  indicate  that  trans  fatty  acids 
do  not  raise  blood  total  and  LDL- 
cholesterol  in  mildly 
hypercholesterolemic,  normotensive 
men,  although  diet  differences  other 
than  trans  fatty  acids  may  have  been 
responsible  for  the  effects. 

Finally,  the  agency  is  aware  of 
preliminary  results  from  a  very  recent 
unpublished  study  designed  to  address 
the  criticisms  of  the  studies  from  The 
Netherlands  (Ref.  45)  that  suggests  that 
trans  fatty  acids  raise  LDL-cholesterol. 

In  the  absence  of  the  fully  analyzed 
data  from  this  study,  the  agency 
considers  it  premature  to  require  the 
labeling  of  trans  fatty  acids  because  of 
their  effects  on  total  or  LDL-cholesterol. 
However,  even  if  there  was  a  need  for 
labeling  of  trans  fatty  acids,  the  agency 
does  not  agree  that  trans  fatty  acids 
should  be  included  in  the  category  of 
saturated  fats.  The  agency  has  argued 
against  inclusion  or  exclusion  of 
particular  saturated  fatty  acids  in  the 
deHnition  of  saturated  fat  solely  on  the 
basis  of  their  effect  on  blood  total  and 
LDL-cholesterol.  In  addition,  the  agency 
recognizes  that  inclusion  of  trans  fatty 
acids  in  the  definition  of  saturated  fat  is 
not  consistent  with  the  EC,  Codex,  or 
Canadian  definitions  of  saturated  fat. 

Because  of  the  current  uncertainties, 
the  agency  does  not  agree  that  a  separate 
declaration  of  trans  fatty  acids  is 
appropriate  at  this  time.  Because  new 
data  are  rapidly  emerging  (Ref.  45)  that 
imply  that  trans  fatty  acids  raise  LDL- 
cholesterol,  however,  the  agency 
recognizes  that  it  may  be  necessary  to 
readdress  the  labeling  of  trans  fatty 
acids  in  the  near  future. 

24.  One  comment  suggested  that  not 
all  foods  voluntarily  declaring  levels  of 
monounsaturates  and  polyunsaturates 
need  to  be  analyzed  to  differentiate  cjs 
and  trans  fatty  acids  because  only  those 
containing  hydrogenated  fats  would 
contain  trons  isomers. 

The  agency  agrees  with  this  comment 
in  the  case  of  vegetable  oils  and  other 
plant  lipids.  However,  naturally 
occurring  trans  fatty  acids  are  found  in 
some  animal  lipids  (e.g.,  dairy 
products).  If  there  is  adequate  and 
reliable  reason  to  believe  that  a  nutrient 
is  not  present  in  a  food,  there  is  no  need 
to  analyze  for  that  nutrient.  However,  a 


manufacturer  is  responsible  for  ensuring 
that  its  labeling  is  truthful  and  not 
misleading. 

c.  Definition  of  polyunsaturated  fatty 
acids.  FDA  proposed  in 
§§  101.9(c)(4)(ii)(A)  and  (c)(4)(ii)(B)  in 
July  19, 1990  and  November  27, 1991  to 
define  polyunsaturated  and 
monounsaturated  fats  as  cis,  cis- 
methylene  interrupted  polyunsaturated 
fatty  acids  and  ds-monounsaturated 
fatty  acids,  respectively.  These 
definitions  exclude  trans  isomers.  The 
definition  of  polyunsaturated  fat  is 
consistent  with  current 
§  101.25(c)(2)(ii)(a).  FDA  has  not 
previously  defined  monounsaturated  fat 
for  labeling  purposes. 

25.  Comments  from  food 
manufacturers,  trade  associations, 
health  promotion  organizations, 
consumer  groups,  and  international 
agencies  supported  the  agency's 
definition  for  polyunsaturated  fat. 
However,  some  comments  urged  FDA  to 
change  the  definition  to  reflect  the 
various  physiological  roles  of  specific 
types  of  polyunsaturated  fats,  in 
particular  to  allow  for  the  identification 
of  omega-3  (n-3)  and  omega-6  (n-6) 
fatty  acids,  indicating  that  these  are 
essential  in  the  diet  and  that  the  ratio  of 
consumption  of  these  fatty  acids  can  be 
important. 

FDA  is  not  p)ersuaded  that  there  is  a 
need  to  require  further  breakdovtm  of 
polyunsaturated  fats  in  the  nutrition 
label.  As  discussed  above,  FDA  is 
concerned  that  additional  information 
on  the  nutrition  panel  may  confuse 
consumers  and  interfere  with  their 
understanding  of  other  required 
information. 

However,  the  agency  agrees  that  there 
are  valid  reasons  to  consider  the 
voluntary  labeling  of  omega-3  and 
omega-6  fatty  acids.  These  chemical 
distinctions  are  important  nutritionally, 
because  the  omega-3  fatty  acids  (with 
the  first  double  bond  at  the  third  carbon 
from  the  methyl  end  of  the  fatty  acid) 
and  omega-6  fatty  acids  (with  the  first 
double  bond  at  the  6th  carbon  from  the 
methyl  end)  are  not  interchangeable 
during  metabolism  in  the  body;  rather 
each  must  be  supplied  by  diet.  Each 
subcategory  has  members  that  are 
considered  essential  nutrients  (a- 
linolenic  acid  and  linoleic  acid,  for  the 
omega-3  and  omega-6  classes, 
respectively)  (Ref.  23).  Dietary  omega-3 
and  omega-6  fatty  acids  are  precursors 
for  biologically  active  compounds,  e.g., 
prostaglandins,  eicosanoids,  and  the 
nutritional  balance  of  omega-3  and 
omega-6  fatty  acids  modulates  the 
production  of  many  of  these  biologically 
important  substances.  Furthermore, 
omega-3  and  omega-6  fatty  acids  are 


important  components  of  cell 
membranes. 

Although  the  National  Research 
Council  has  not  yet  established  a 
Recommended  Dietary  Allowance  for 
omega-3  and  omega-6  fatty  acids,  they 
recognized  in  1989  that  "ITjhe 
possibility  of  establishing 
Recommended  Dietary  Allowance's  for 
these  fatty  acids  should  be  considered 
in  the  near  future."  (Ref.  23) 

FDA  agrees  that  information  on  the 
amount  of  omega-3  and  omega-6  fatty 
acids  may  be  useful  to  allow  interested 
consumers  to  select  foods  that  provide 
these  fatty  acids.  It  is  not  difficult  ta 
consume  a  diet  rich  in  omega-6  fatty 
acids  because  vegetable  oils  are  rich  in 
these  fatty  adds.  However,  vegetable 
oils  vary  widely  in  their  content  of 
omega-3  fatty  acids,  and  labeling  may  be 
useful  to  identify  those  foods  that 
contain  substantial  amounts  of  omega-3 
fatty  acids  to  encourage  a  balanced 
intake  of  these  two  classes  of  fatty  acids. 

However,  FDA  is  not  fully  persuaded 
about  the  usefulness  of  additional  label 
information  on  omega-3  and  .omega-6 
fatty  acids,  and  whether  there  are  many 
consumers  who  desire  this  information. 
As  discussed  above,  the  agency  is 
concerned  that  additional  information 
on  the  nutrition  panel  may  confuse 
consumers  and  interfere  with  their 
understanding  of  other  required 
information.  Because  of  these  concerns, 
FDA  concludes  that  it  is  not  appropriate 
to  allow  for  the  voluntary  declaration  of 
these  subcomponents  of 
polyunsaturated  fats  at  this  time.  The 
agency  intends  to  address  this  issue  at 
a  later  date  and  would  welcome 
submission  of  information  and  views  on 
this  issue. 

26.  The  majority  of  comments 
supported  the  volvmtary  declaration  of 
polyunsaturated  fats.  However,  a  few 
comments  suggested  that  their 
declaration  be  mandatory  rather  than 
voluntary.  One  of  these  comments  was 
concQpned  with  possible  safety  issues 
associated  with  increased  consumption 
of  polyunsaturated  fats.  The  comment 
alleged  that  polyunsaturated  fats  convey 
a  potential  source  of  free-radical 
peroxidation  products,  and  that 
consumers  should  be  informed  of  the 
amounts  of  polyunsaturated  fat  present 
in  a  food.  Other  comments  merely  stated 
that  mandatory  declaration  of 
polyunsaturated  fat  would  provide 
consumers  with  valuable  and  more 
complete  nutritional  information. 

FDA  is  not  persuaded  that  there  is  a 
need  to  require  the  inclusion  of 
polyunsaturated  fats  on  the  nutrition 
label.  These  fatty  adds  do  not  meet  the 
criteria  for  mandatory  declaration  set 
forth  in  the  mandatory  nutrition 


2092 


FMferal  Register  /  Vol  58.  No.  3  /  Wednesday.  January  6.  1993  /  Ruies  and  Regulatioas 


labeling  ptoposal  (55  FR  29487  at 
29493)  that  the  nutrient  or  food 
component  be  of  particular  public 
health  significance,  and  that 
quantitative  intake  recoromendatinna  for 
the  nutrient  be  given  in  maior  scientific 
consensus  reports.  The  oonunents 
largely  support  this  view,  and  the 
agency  therefore  rejects  the  suggestion 
that  the  declaration  of  polyunsaturated 
fats  be  mandatcwy. 

The  agency  disagrees  with  the 
contention  that  commonly  consumed 
amounts  of  polyunsaturated  fats  would 
pose  any  sawty  concerns.  While  the 
potential  exists  for  formation  of 
oxidative  products  as  a  result  of  the 
increased  number  of  double  bonds — 
present  in  polyunsatiirated  fats,  any  risk 
would  only  occur  at  very  exaggerated 
levels  of  consumption, 
d.  Moncunsaturated  fiits. 
27.  CoHiraents  both  agreed  and 
disagreed  with  the  proposed  definition 
of  "monounsaturated  fat."  Those 
opposed  generally  requested  that  the 
definition  not  exclude  trans  fatty  acids 
on  the  basis  that  they  have  not  been 
proven  to  have  an  adverse  effect  on 
health  or  disease  in  humans,  or  that  cis 
and  trans  isomers  have  similar 
metabolic  and  physiologic  properties. 
One  comment  asked  the  agency  to 
include  trans  fatty  acids  in  the 
definition  of  monounsaturated  fats  until 
an  expert  panel  can  determine  if  trans 
or  unusual  cis  isomers  formed  as 
components  of  commercial 
hydrogenation  mcrease  the  risk  for 
coronary  heart  disease  or  other  health 
related  conditions. 

Comments  from  medical  associations, 
trade  associations,  a  consumer  advocacy 
group,  the  Canadian  government,  and 
the  EC  supported  the  proposed 
definition,  focusing  particularly  on  two 
considerations.  First,  trans  fatty  acids  or 
unusual  cis  isomers  formed  during 
commercial  hydrogenation  of 
unsaturated  fats  may  increase  the  risk  of 
coronary  heart  disease,  and.  second, 
monounsaturated  fats,  as  defined  in  the 
proposal,  may  reduce  blood  total  and 
LDL-cholesterol  and  reduce  the  risk  of 
coronary  heart  disease.  Comments  also 
suggested  that  the  inclusion  of  trans 
fat'y  acids  may  mislead  consumers,  who 
perceive  monounsaturates  as  healthful 
or  at  least  as  not  harmful. 

FDA  concludes  that  there  is  no  need 
to  amend  the  proposed  definition  of 
"monoimsaturated  fat."  The  comments 
received,  the  scientific  reports  tj^ey 
discuss  (Refs.  12  and  43).  and  the 
concerns  addressed  in  the  preceding 
discussion  of  trans  fatty  acids  establish 
that  to  include  trans  isomers  in  the 
definition  of  "monounsaturated  fat" 
would  be  misleading  and  will  not  assist 


consumers  in  maintaining  healthy 
dietary  practices.  The  agency  is  not 
willing  to  include  trans  isomers  in  the 
label  definition  of  "monounsaturated 
fat"  until  there  is  further  consensus 
based  on  publicly  avail^le.  well- 
designed,  and  well-conducted  studies- 
However,  as  more  data  concerning  the 
action  and  safety  of  trans  fatty  acids 
become  available,  the  agency  may 
reconsider  its  decisions  to  define 
monounsaturates  as  the  usual  cis- 
monounsaturated  fatty  acids. 

28.  One  comment  also  objected  to  the 
proposed  definition  of 
"monounsaturated  fat"  because  it  would 
require  manufacturers  to  conduct  a 
further  analysis  of  lipids  to  differentiate 
between  cis  and  trans  isomers.  The 
comment  argued  that  this  extra  analysis 
was  not  justified  by  available  scientific 
data  and  would  cause  a  financial 
burden. 

The  agency  disagrees  with  the 
comment.  The  deUaration  of  poly-  and 
mono-unsaturates  is  voluntary. 
Theiefore.  an  analysis  of  unsaturated 
isomeric  forms  is  only  required  if  the 
manufacturer  chooses  to  declare  poly- 
or  raono-unsaturates  or  to  make  fatty 
acid  or  cholesterol  claims.  In  such  cases. 
given  the  controversy  on  the  effect  of 
Irons  fatty  acids,  the  additional  analysis 
is  necessary  to  ensure  that  the 
declaration  or  claims  are  not 
misleadiag, 

29.  Ose  comment  suggested  that  the 
agency  should  include  stearic  acid  in 
the  definition  of  monounsaturated  fat  by 
virtue  of  4ts  effects  on  blood  total  and 
LDL-cholesterol.  The  comment  sUted 
that  scientific  data  suggests  that  stearic 
acid  does  not  increase  blood  LDL- 
cholesterd.  and  that  it  is  rapidly 
converted  to  oleic  acid,  an  imsaturated 
fat  that  does  not  raise  blood  total  and 
LDL-cholesterol  levels. 

FDA  does  not  agree  that  stearic  add 
should  be  includ«i  in  the  definition  of 
mcmounsaturated  fat.  Chemically, 
stearic  acid  is  a  saturated  fat,  and  the 
agency,  therefore,  finds  that  it  would  be 
■  inappropriate  to  include  it  with 
monounsaiurated  fats.  The  agency  has 
acknowledged  above  that  some  studies 
and  some  consensus  statements  suggest 
that  stearic  acid  does  not  increase  LDL- 
cholesterol  relative  to  other  saturated 
fats.  However,  stearic  acid  does  increase 
LDL-cholesterol  relative  to 
monounsaturates  and  polyimsaturates 
(ReCs.  12  and  43).  Accordingly,  the 
agency  is  not  including  stearic  acid  in 
the  definition  of  monounsaturated  fat. 

4.  General  Issues  Related  to  Declaration 
of  Fats  and  Fatty  Acids 

a.  Calculation  of  faUy  adds  as 
triglycerides. 


SO.  A  comment  was  received  that 
disagreed  with  proposed  §  101.9  (cy4)(i) 
and  (c)(4Uii),  which  would  require 
saturated  fat  and  unsaturated  fat  content 
to  be  calculated  as  triglycerides.  The 
comment  noted  that  values  in  current 
data  bases  are  reported  as  the  hse  fatty 
acids. 

Current  §  101.25(c)(2)(ii)  requires  that 
fatty  acids  be  calculated  as  triglycerides. 
This  requirement  dates  back  to  the 
initial  nutrition  labeling  regulation 
promulgated  in  1974.  This  requiremwit 
was  a  result  of  comments  from  industry 
at  that  time. 

To  provide  consumers  with  nutrition 
information  that  can  readily  be  used  for 
comparison  to  available  nutrient  data 
bases.  FDA  agrees  that  saturated  and 
poly-  and  mono-unsaturated  fat  should 
be  declared  as  free  fatty  acids  instead  of 
as  triglycerides.  As  a  consequence  of  the 
change  in  method  of  reporting,  slightly 
lower  values  for  the  various  fatty  acid 
declarations  will  appear  on  the  label 
because  the  weight  of  the  glycerol 
molecule  in  triglycerides  is  not  included 
when  free  fatty  acids  are  declared.  Also, 
fatty  acids  from  mono-  and  di-glycerides 
used  as  a  source  of  fat  in  many  products 
will  be  incladed  using  this  revised 
means  of  reporting  fatty  adds. 
Accordingly.  FDA  is  amending 
§  101.9(c)(2)(i)  for  saturated  fat  and 
§  101.9(c)(2)  (ii)  and  (iii)  for 
polyunsaturated  and  monounsaturated 
fat.  respectively,  to  remove  the 
requirement  that  the  fatty  adds  be 
"calculated  as  triglycerides." 

b.  Increments  for  declaring  fats  and 
fatty  acids.  The  mandatory  nutrition 
labeling  proposal  retained  the  current 
requirement  for  the  declaration  of  fat  in 
g  and  added,  as  a  requirement,  the 
amount  of  saturated  fatty  acids  in  g  (55 
FR  29487  at  29495).  In  the 
supplementary  proposal,  FDA  proposed 
to  change  the  increments  for  declaring 
fats  and  fatty  acids  (56  FR  60366  at 
60380).  The  agency  proposed  to  require 
the  declaration  of  total  fat,  saturated  fat, 
unsaturated  fat,  polyxinsaturated  fat,  and 
monounsaturated  fat  in  0.5  (V2)-g 
increments.  The  agency  made  this    1 
change  in  the  proposed  provisions  to 
make  the  increments  in  which  these 
nutrients  are  declared  more  consistent 
with  the  levels  at  which  these 
substances  will  have  nutritional 
significance.  FDA  believed  the  proposed 
change  would  consequently  provide 
consumers  with  more  precise 
information  and  a  greater  ability  to 
discriminate  among  products.  In  this 
context,  a  level  of  less  than  0.25  g  per 
serving  was  established  as  the  level  at 
which  saturated  and  unsaturated  fat 
content  would  be  expressed  as  zero. 


31.  Over  25  responses  concerning  fat 
increments  were  received  in  response  to 
the  request  for  comments.  Almost  twice 
the  number  of  comments  disagreed  with 
the  proposal  to  declare  total  fat  and  fatty 
acids  in  0.5-g  increments  as  those  who 
agreed  with  the  proposal  to  do  so.  The 
rationale  given  by  essentially  all  who 
disagreed  with  the  proposed  change  was 
the  lack  of  analytical  methods  that  are 
adequate  and  sensitive  enough  to 
provide  data  to  that  degree  of  precision. 
Several  comments  recommended  that 
the  fat  content  of  foods  containing  3  or 
less  g  fat  he  declared  in  0.5  (V;j)-g 
incremer.ls,  and  the  fat  content  of  foods 
containing  more  than  3  g  be  declared  in 
whole  g  increments.  These  comments 
ajggested  that  the  precision  of  0.5  g 
increments  for  fat  declarations  is  less 
important  for  higher  fat  foods. 
Additionally,  these  comments  stated 
that  the  variability  of  some  fat  assays 
warrants  whole-g  increments,  especially 
for  moderate  and  high  levels  of  fat.  It 
.sjiould  be  noted,  however,  that  several 
comments  stated  that  methodology  does 
exi.st  to  support  the  0.5-g  increment 
declaration.  One  comment  noted  the 
desirability  of  keeping  all 
macronutrients,  including  fat,  in  whole- 
g  iiicieiiients.  Several  comments  cited 
the  cost  of  assaying  to  the  0.5  (Vz)-g 
level  of  precision  as  a  reason  for 
retaining  the  whole-g  increment 
declarations  for  these  nutrients. 
I  FDA  has  given  careful  consideration 
to  the  comments.  The  agency  recognizes 
that  labeling  requirements  must  not 
only  convey  desired  nutrition 
information  for  the  consumer  but  must 
also  be  enforceable.  Because  of  concerns 
about  analytical  precision,  variability, 
and  the  effect  of  product  matrices  on  the 
methods  necessary  to  quantify  total  fat, 
saturated  fat,  and  poly-  and  mono- 
Unsaturated  fat  declarations  in  0.5-g 
ihcrements.  FDA  has  concluded  that 
siuch  precision  is  not  necessary  for 
amounts  of  fat  above  3  g  per  serving  of 
food.  Consequently,  the  agency  is 
modifying  §  101.9(c)(2)  and  (c){2)(i) 
through  (c)(2)(iii)  to  require  that  levels 
below  3.0  g  per  serving  be  declared  in 
0.5  ('/;i)-g  increments  and  levels  above 
30  g  be  declared  in  g  increments. 
The  agency  disagrees  that  cost, 
although  a  factor,  is  a  sufficient  reason 
in  and  of  itself  to  retain  the  current 
vvhole-g  increments  for  total  fat, 
.saturated  fat,  and  poly-  and  mono- 
unsaturated  fats.  The  public  health 
benefits  attributed  to  decreasing  dietary 
intakes  of  fat  (Refs.  2,  3,  4,  and  47) 
justify  the  use  of  0.5-g  increments  to 
allow  consumers  to  differentiate 
between  products  containing  low  levels 
of  fats. 


32.  A  few  comments  urged  that  fats 
not  be  declared  in  0.5  (V2)-g  increments 
to  improve  the  legibility  of  the  label. 

The  agency  is  concerned  about  the 
legibility  of  the  label.  However,  because 
of  the  public  health  significance  of 
dietary  intake  of  fats,  FDA  believes  it  is 
important  to  provide  the  increased 
precision  at  low  levels  of  fat.  Inasmuch 
as  legibility  is  more  dependent  upon 
factors  such  as  type  size  and  color 
contrast  than  the  addition  of  a  decimal 
point  and  digit,  FDA  urges 
manufacturers  to  consider  the 
readability  factor  and  use  great  care  to 
ensure  that  the  information  is  legible. 

33.  Two  comments  requested  tnat  the 
agency  permit  the  declaration  of  total  fat 
and  saturated  fat  in  tenths  of  a  g. 

FDA  does  not  agree.  It  is  not  possible 
to  require  the  declaration  of  total  fat  and 
saturated  fat  in  tenths  of  g  increments 
because  this  degree  of  precision  cannot 
be  reliably  obtained  in  all  foods  with 
available  methodology. 

34.  Comments  stated  that  the  change 
from  whole-g  increments  would  be 
confusing  and  cumbersome  to 
consumers.  One  comment  requested 
that  the  agency  adopt  a  consistent  rule 
for  all  macronutrients  by  rounding 
values  to  the  nearest  g. 

FDA  does  not  agree  that  the  use  of 
different  increments  for  different 
nutrients  will  be  confusing  and 
cumbersome.  These  final  rules  allow  for 
calories  to  be  declared  to  the  nearest  5 
or  10  calorie  increment  depending  on 
amount,  for  fats  to  the  nearest  0.5  (Vz) 
or  whole  g,  for  cholesterol  lo  the  nearest 
5  milligram  (mg)  amount,  for 
carbohydrates  and  protein  to  the  nearest 
g  and  for  sodium  to  the  nearest  5  or  10 
mg  increment.  The  rationale  for  each  of 
these  increments  was  explained  when 
the  increments  were  proposed. 

c.  Amounts  of  fatty  acids  to  be 
rounded  to  zero. 

35.  A  few  comments  disagreed  with 
0.25  g  as  the  qut-off  level  at  which  fatty 
acids  could  be  declared  at  zero.  The 
primary  reason  given  for  disagreeing 
with  the  0.25  g  cut-off  was  that  the 
analytical  methods  are  not  sensitive  and 
precise  enough  to  detect  that  level  with 
any  degree  of  reliability.  One  of  the 
comments  noted  that  FDA  had,  in  its 
proposal  on  serving  sizes,  referenced 
consumer  complaints  about  fractional 
numbers.  The  comment  felt  it  was 
contradictory  to  introduce  a  potentially 
confusing  requirement  for  the  proposed 
0.25  g  cut-off.  Other  comments  stated  it 
would  be  confusing  to  consumers  if, 
because  of  the  rounding  requirements,  a 
product  containing  either  0.4  g  or  0.45 

g  total  fat  and  0.3  g  saturated  fat  is 
declared  as  "0"  g  total  fat  and  0.5  g 
saturated  fat.  ' 
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The  agency  is  persuaded  that  the  level 
of  0.25  g  as  the  cutoff  for  a  zero 
declaration  for  saturated, 
polyunsaturated,  and  monounsaturated 
fat  content  implies  unwarranted 
precision.  The  ability  to  distinguish  0.24 
g  as  zero  and  0.26  g  as  a  0.5  g  increment 
is  presently  unsubstantiated.  Therefore, 
FDA  is  amending  §  101.g(c)(2)(i) 
through  (c)(2)(iii),  to  require  that  when 
a  serving  contains  less  than  0.5  g  of 
saturated  fats,  polyunsaturated  fats,  or 
monounsaturated  fat,  the  content  of  the 
fatty  acids  will  be  expressed  as  zero. 

5.  Cholesterol 

36.  The  majority  of  comments  agreed 
with  the  proposal  for  the  mandatory 
declaration  of  cholesterol  content.  A  few 
comments  disagreed  stating  that  dietary 
cholesterol  does  not  play  a  significant 
role  in  the  etiology  of  atherosclerotic 
vascular  disease.  Some  comments  stated 
that  the  declaration  of  cholesterol  would 
mislead  consumers  into  believing  that  a 
food  free  of,  or  low  in,  cholesterol 
would  be  effective  in  lowering  serum 
cholesterol  levels  no  matter  how  much 
saturated  fat  or  total  fat  it  contained. 
These  comments  suggested  that 
declarations  of  cholesterol  content 
should  be  either  voluntary  or  not 
permitted. 

FDA  disagrees  that  the  declaration  of 
cholesterol  should  be  voluntary  or  not 
permitted.  The  declaration  of 
cholesterol  content  is  required  by 
section  403(q)(l)(D)  of  the  act.  While 
section  403(q)(2)(B)  of  the  act  allows  the 
Secretary  to  delete  nutrient  information 
that  is  not  necessary  to  assist  consumers 
in  maintaining  healthy  dietary  practices, 
FDA  does  not  believe  that  this  is  the 
case  for  cholesterol.  There  is  a  strong 
scientific  consensus  that  high  dietary 
intakes  of  total  fat,  saturated  fatty  acids, 
and  cholesterol  are  associated  with  an 
increased  risk  of  atherosclerotic 
cardiovascular  disease,  most  notably 
with  elevations  in  blood  LDL- 
cholesterol  and  increased  risk  T}f 
coronary  heart  disease  (Refs.  2,  3,  4,  and 
30). 

Further,  numerous  controlled 
experiments,  in  both  animals  and 
humans,  verify  that  dietary  saturated 
fats  and  cholesterol  elevate  blood  LDL- 
cholesterol.  For  this  reason,  current 
recommendations  suggest  limiting 
cholesterol  to  300  mg  per  day  as  a 
means  of  lowering  blood  LDL- 
cholesterol  and  thereby  reducing  the 
risk  of  atherosclerotic  vascular  disease 
(Refs.  2,  3,  30,  and  48).  Accordingly,  the 
agency  concludes  that  the  declaration  of 
cholesterol  is  warranted  and  will  be 
beneficial  to  many  individuals  in  the 
general  population  in  the  monitoring  of 
their  cholesterol  intake.  Therefore,  no 
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changes  have  been  made  io 
§  101.9(cl(5].  redesignated  5S 
§101.9(c){3). 

37.  A  few  comments  requested  the 
mandatory  declaration  of  a  cholesterol- 
saturated  fat  index.  This  index  provides 
a  single  number  for  individual  foods 
that  describes  their  cholesterol  and 
saturated  fat  content.  The  index 
indicates  the  potential  of  a  given  food, 
diet,  or  menu  to  raise  blood  cholesterol 
levels. 

The  agency  is  not  persuaded  that  the 
declaration  of  a  choIesteroPsaturated  f^ 
index  on  the  nutrition  label  is 
warranted.  There  currently  exists  no 
consensus  on  the  efficacy  of  this  index. 
Therefore.  FDA  believes  that  the 
declarations  of  riiolesterol  and  saturated 
fat.  85  required  by  the  1990 
amendments,  are  sufficient  fur  those 
who  wish  to  moderate  their  intake  of 
these  nutrients. 

38.  Several  comments  disagreed  with 
the  proposal  to  declare  "not  a 
signiTicant  source  of  cholesterol"  if 
cholesterol  is  present  at  less  than  2  mg 
per  serving.  One  comment  suggested 
that  the  label  declare  zero  cholesterol 
only  if  the  product  is  virtually  devoid  of 
cholesterol.  The  comments  stated  that  it 
is  misleading  to  have  even  minute 
quantities  of  a  food  component  in  a 
product  when  the  label  declares  that  the 
product  is  free  of  that  component. 

The  agertcy  is  not  persuaded  by  these 
arguments.  As  discussed  in  the  July  19. 
1990.  tentative  tinal  rule  on  cholesterol 
(55  FR  29460  at  29461).  FDA  purposely 
selected  a  value,  less  than  2  mg  of 
cholesterol  per  serving,  that  is  dietarily 
insignificant  yet  that  can  be  detected 
with  reason^le  analytical  reliability.  A 
quantitative  declaration  other  than  zero 
would  not  necessarily  be  more  correct 
because  methodological  limitations  do 
not  generally  permit  precise 
quantification  of  cholesterol  content 
within  the  95  percent  confidence  level 
below  2  mg  amounts.  It  is  also 
extremely  unlikely  that  sufficient 
quantities  of  foods  containing  less  than 
2  mg  of  cholesterol  per  serving  would  be 
consumed  on  a  daily  basis  to  represent 
a  significant  level  of  cholesterol  intake. 

39.  A  few  comments  requested  that 
foods  having  less  than  5  mg  of 
cholesterol  per  serving  be  permitted  to 
Indicate  "not  a  significant  source  of 
cholesterol"  so  that  skim  milk,  at  4  mg 
cholesterol  per  cup.  and  similar  foods 
could  use  the  statement.  Proposed 
§  101.9(c)(5)  only  allows  its  use  on 
labels  of  toods  containing  less  than  2  mg 
of  cholesterol  per  ser\'ing. 

FDA  disagrees.  The  agency  believes 
that  the  statement  "not  a  significant 
source  of  cholesterol"  is  only 
appropriate  on  foods  that  contribute 


truly  insignificant  amounts  of 
cholesterol  to  the  diet.  In  the  companion 
document  on  nutrient  content  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  agency  has 
determined  that  foods  that  contaui  less 
than  2  mg  of  cholesterol  per  serving  are 
dietarily  insignificant  sources,  and  that 
foods  that  contain  larger  amounts,  both 
individually  and  collectively,  contribute 
significantly  to  a  person's  daily 
choksterol  intake.  Therefore.  FDA  is 
taking  no  action  on  the  basis  of  these 
comments.. 

D.  Sodium 

40.  The  majority  of  comments 
supported  the  proposal  for  the 
mandatory  declaration  of  sodium.  A  few 
comments  requested  alternate  methods 
of  declaring  sodium,  such  as  a  sodium 
to  potassium  ratio  and  a  sodium  balance 
system. 

The  agency  has  no  data,  nor  were  any 
submitted,  that  demon.strate  that  these 
alternative  methods  would  more 
effectively  present  sodium  content. 
Accordingly.  FDA  has  not  revised  the 
provision  for  the  declaration  of  sodium 
content. 

41.  A  few  comments  questioned 
potential  beneficial  effects  of  sodium 
restriction  in  nonhypertensive 
populations.  The  comments  suggested 
that  there  is  still  debate  within  the 
scientific  community  as  to  whether  it  is 
appropriate  for  the  general  population 
to  reduce  its  overall  sodium 
consumption.  Further,  these  comments 
stated  that  control  of  sodium  intake  is 
only  relevant  for  those  segments  of  the 
population  that  are  sodium  sensitive. 
These  comments  requested  that  the 
cigency  not  permit  the  declaration  of 
sodium,  or  that  it  make  the  declaration 
of  sodium  voluntary. 

The  agency  disagrees.  Section 
403(q)(l)(D)  of  the  act  requires  the 
declaration  of  sodium.  While  set-tion 
403(q)(2)(B)  of  the  act  allows  the 
Secretary  to  delete  nutrient  information 
that  is  not  necessary  to  assist  consumers 
in  maintaining  healthy  dietary  practices, 
the  bulk  of  the  accumulated  evidence 
strongly  supports  the  prevailing 
consensus  that  it  would  be  prudent  fur 
the  general  population  to  reduce  sodium 
consumption,  even  though  not  all 
people  display  increased  blood  pressure 
in  response  to  high  sodium  intakes. 

The  Surgeon  General's  report  (Ref.  2) 
asserts  tlie  need  for  moderation  in 
sodium  consumption,  not  only  because 
there  is  a  benefit  to  persons  whose 
blood  pressures  do  rise  with  sodium 
intake,  but  also  because  there  is  no 
biological  marker  for  individual  sodium 
sensitivity.  Additionally,  the  report 
notes  that  there  is  no  apparent  harm 


from  moderate  sodium  restrictions  (Ref. 
2).  Accordingly,  §  101.9(cM9). 
redesignated  as  §  101.9(c)(4).  will 
continue  to  require  sodium  declaration. 

42-  One  comment  from  a  national 
manufacturer  of  carbonated  soft  drink 
syrups  explained  that  these  syrups  must 
be  mixed  with  local  water  supplies,  and 
that,  therefore,  the  final  products  vary  in 
sodium  content.  The  comment 
suggested  that  the  sodium  in  these 
products  be  declared  as  an  average 
value,  such  as  "less  than  35  mg."  even 
thougii  the  product  contains  slightly 
more,  or  slightly  less,  than  that  amount. 
Further,  the  comment  suggested  that  the 
manufacturer  be  allowed  to  make  a 
claim,  such  as  "very  low  sodium,** 
based  on  that  range. 

Data  on  the  sodium  content  of  the 
United  States  water  supplies  were 
previously  submitted,  reviewed,  and 
discussed  in  the  April  18,  1984,  final 
rule  on  the  declaration  of  sodium 
content  (49  FR  15524).  FDA's  evaluation 
of  these  data  revealed  that  a  single  label 
would  accurately  reflect  the  sodium 
content  of  all  but  10  percent  of  soft 
drink  products  bottled  in  the  United 
States,  and  that  a  second  label  could 
apply  to  the  remainder  without  severely 
overstating  the  sodium  content. 

Further,  the  agency  stated  that  the 
manufacturer  had  the  option  of  using  a 
single  nationwide  label  with  the  highest 
possible  sodium  level  declared.  This 
approach  would  result  in  the  sodium 
content  being  overstated  by  about  50  mg 
for  a  majority  of  products.  While  50  mg 
is  not  an  insignificant  amount  of 
sodium,  it  represents  a  relatively  small 
portion  of  the  daily  sodium  intake  for 
all  but  those  persons  on  extremely 
restricted  sodium  diets.  Even  if  sodium 
were  declared  based  on  the  highest  level 
of  sodium  founji  in  any  source  of  water, 
all  regular  8nd|aiet  soft  drinks  would 
fall  into  the  "4bw  sodium"  category. 

FDA  is  not  persuaded  by  the  comment 
to  the  July  19.  1990  or  November  27, 
1991.  proposals  that  an  average  value 
representing  a  range  of  sodium  levels, 
such  as  "less  than  35  mg."  is 
appropriate  for  these  products.  Sodium    , 
''content  may  he  underrepresented  by 
this  method. 

Inasmuch  as  the  declaration  of 
sodium  is  required  by  section 
403{q)(l){D)  of  the  act.  and  no  new  data 
were  presented  with  the  comment,  the 
agency  is  denying  the  request  that  a 
range  of  sodium  content  be  declared  on 
the  nutrition  label  or  be  allowed  as  a 
basis  to  support  a  nutritional  claim. 

E.  Potassium 

43.  Several  comments  supported  the 
proposal  for  the  voluntary  declaration  of 
potassium.  One  comment,  however. 
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requested  that  the  agency  not  allow  any 
declaration  of  potassium  content.  The 
comment  suggested  that  the  general 
population  is  unaware  of  the  dietary 
role  of  potassium,,  and  any  declaration 
of  potassium  content  would  only  serve 
to  confuse  the  consumer.  No  data  ware 
provided  to  support  this  argument 

FDA  is  not  persuaded  that  it  should 
not  permit  the  voluntary  daclaration  of 
potassium  content.  As  discussed  in  the 
mandatory  nutrition  labeling  proposal 
(55  FR  29500  at  29501),  beneficial 
effects  of  potassium  intake  relative  to 
reducing  mortality  from  stroke  have 
been  reported.  Data  from  animal  studies 
suggest  that  dietary  potassium  may 
lower  blood  pressure  and  the  risk  for 
heeurt  disease  and  may  also  protect 
against  vascular  damage  and  stroke  (Ref. 
3). 

In  addition,  epidemiological  evidence 
for  humans  suggests  that  diets  with  high 
levels  of  potassium — but  also  low  levels 
of  sodium — may  be  beneficial  in 
lowering  blood  pressure  (Ref.  3). 
Moreover,  the  lOM  report  concluded 
that  even  though  deficits  or  excesses  of 
potassium  intake  do  not  pose  public 
health  concerns,  the  voluntary 
declaration  of  potassium  would  be 
beneficial  to  consumers  (Ref.  1).  Based 
on  the  foregoing  evidence,  FDA 
concludes  thai  the  declaration  of 
potassium,  in  nutrition  labeling  may 
assist  in  maintaining  healthy  dietary 
practices.  Accordingly,  in  §  lQ1.9(c)(10)« 
redesignated  as  §  101.9(c)(5),  FDA  will 
allow  potassium  to  be  declared  in 
nutrition  labeling  on  a  voluntary  basis, 

44.  Comments  horn  several  health  and 
professional  associations,  consumers, 
consumer  groups,  and  universities 
supported  mandatory  declaration  of 
potassium  content.  The  comments 
stated  that  this  information  is 
potentially  helpful  to  persons  with 
kidney  disease.  Others  referred  to 
epidemiological  evidence  of  a  positive 
association  among  high  potassium 
intake,  low  sodium  intake,  and  lower 
blood  pressure. 

Although  potassium  has  been 
acknowledged  as  a  potential  public 
health  issue  (Refs.  1  and  49),  no 
specific,  quantitative  recommendations 
have  been  made  by  national  consensus 
reports.  Accordingly,  potassium  does 
not  meet  FDA's  criteria  for  inclusion  as 
a  mandatory  element  of  nutrition 
labeling,  as  discussed  in  FDA's 
mandatory  nutrition  labeling,  proposal 
(55  FR  29487  at  29493  and  29500). 

Until  such  time  as  quantitative 
recommendations  are  made,  the  agency 
does  not  believe  there  are  sufficient 
grounds,  to  require  labeling  of  potassium 
content.  Therefore,  FDA  is  continuing  to 
permit  potassium  content  labeling  in 


nutrition  labeling  on  a  voluntary  basis 
in  §  101.9(c)(5). 

45.  One  comment  suggested  that  the 
declaration  of  potassium  content  should 
be  mandatory  only  if  magnesium  is  not 
required  as  a  reference  nutrient.  The 
comment  stated  that  potassium  and 
magnesium  are  abundant  in  whole  grain 
cereals,  legumes,  nuts,  and  other 
unprocessed  foods.  Further,  the 
comment  suggested  that  if  magnesium  is 
required,  potassium  should  be 
voluntary.. 

The  agency  is  not  persuaded  that  the 
mandatory  declaration  of  magnesium  is 
warranted,  or  that  the  declaration  of 
potassium  should  be  mandatory  because 
the  declaration  of  magnesium  is  not 
required.  Magnesium  is  not  a  nutrient 
for  which  there  are  significant  public 
health  concerns  (Ref.  23). 

Further,  while  magnesium  and 
potassium  are  found  together  in  many 
foods,  using  magnesium  as  a  reference 
nutrient  for  potassium  in  food  labeling 
is  questionable  because  there  are  many 
fruits  and  some  vegetables  that  are 
excellent  sources  of  potassium  but  poor 
to  moderate  sources  of  magnesium  (Ref. 
23).  The  agency  does  not  believe  that  a 
mandatory  declaration  of  magnesium 
content  is  warranted  at  this  time. 

46.  One  comment  suggested  that 
information  on  potassium  should  be 
available  from  manufacturers'  toll-free 
telephone  numbers.  The  comment 
explained  that  consumers  who  must 
monitor  their  potassium  intake,  such  as 
renal  dialysis  patients,  often  have 
difficulty  determining  how  much 
potassium  is  in  a  product.  The  comment 
suggested  that  manufacturer's  toll-free 
numbers  would  provide  easy  access  to 
more  detailed  nutrient  content 
information. 

While  FDA  encourages  manufacturers 
to  make  additional  information 
available  to  consumers,  this  request  is 
beyond  the  authority  of  the  agency. 
Toll-free  telephone  numbers  for  product 
information  may  or  may  not  be  supplied 
according  to  the  preference  of  the 
manufacturer. 

F.  Total  Carbohydrate,  Dietary  Fiber, 
Sugars,  Sugar  Alcohol,  and  Other 
Carbohydrate 

1.  Total  Carbohydrate 

47.  Comments  from  trade 
associations,  manufacturers, 
professional  societies,  and  another 
federal  agency  recommended  that  FDA 
reconsider  proposed  §  101.9(c)(6)  which 
excludes  dietary  fiber  from  total 
carbohydrate.  As  noted  in  several 

com  men  ts,^  dietary  fiber  traditionally 
has  been  included  as  part  of  tlie 
carbohydrate  content  of  food,  is 


considered  part  of  carbohydrate  in 
current  nutrition  labeling  regulations,  is 
included  within  total  carbohydrate  for 
nutritional  labeling  by  Canada,  and  is 
included  in  the  Atwater  method  of 
determining  "carbohydrate  by 
difference."  Other  comments  pointed 
out  that  excluding  dietary  fiber  iram 
total  carbohydrate  is  consistent  with 
definitions  for  labeling  used  by  Codex 
Alimentarius  Commission  and  the 
European  Community  (EC),  which 
include  only  metabolized  carbohydrate. 
A  comment  remariced  that  to  exclude 
dietory  fiber  from  total  carbohydrate  is 
inconsistent  witn\all  major  data  bases 
and  U.S.  public§nons  on  food 
composition  and  is  different  from  the 
way  carbohydrate  has  been  presented  to 
the  consximer  in  nutrition  labeling  for 
the  past  two  decades.  This  comment 
suggested  that  inconsistency  in 
definitions  will  contribute  to  consumer 
confusion. 

In  the  1990  mandatary  nutrition 
labeling  proposal.  FDA  proposed 
mandatory  deduction  of  total  digestible 
carbohydrate,  which  excluded  dietary 
fiber,  the  nondigestible  portion  of 
carbohydrate.  Several  connnenta  noted 
that  while  the  intent  of  this  definition 
for  total  carbohydrate  was  to  include 
only  energy  yielding  components,  in 
fact  there  is  evidence  that  fermentatitHi 
of  dietary  fiber  yields^vailahla  energy. 
Comments  noted  that  dietary  fiber 
content  was  accounted  for  in  deriving 
both  the  general  energy  factor  of  4 
calories  per  g  of  carbohydrate  and  the 
specific  Atwater  factors  for  calculation 
of  energy  value  of  carbohydrate  in 
foods.  The  comments  stated  that  total 
carbohydrate  (excluding  dietary  fiber) 
content  as  defined  in  proposed 
§  101.9(c)(6)  is  not  appropriate  for 
calculating  calories  from  carbohydrate 
as  proposed.in  §  101.9(c)(3).  As  a  result, 
two  different  values  for  "total 
carbohydrate"  would  be  required  to 
comply  with  nutritional  labeling:  (1) 
Total  carbohydrate  (excluding  dietary 
fiber)  for  the  content  declaration,  and  (2) 
total  carbohydrate  (including  dietary 
fiber)  for  calorie  calculation. 

In  the  mandatory  nutritional  labeling 
proposal,  FDA  stated  that  the  reason  for 
declaration  of  carbohydrate  content  was, 
in  part,  to  allow  consumers  to  detsrmine 
the  percentage  of  calories  &t)m 
carbohydrate  (55  FR  29487  at  29497). 
Several  comments  argued  that  departing 
from  the  established  use  of  the  term 
"carbohydrate"  (i.e.,  including  dietary 
fiber)  used  in  determining  carbohydrate 
calories  by  the  Atwater  method,  v>rill  be 
confusing  and  thereby  detract  from  the 
value  to  consumers  of  the  caloric 
information.  Several  comments 
suggested  that  in  separating  dietary  fiber 
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from  "energy  yielding"  components  of 
carbohydrate.  FDA's  logic  was  faulty  for 
two  reasons.  First,  carbohydrate 
fractions  are  not  clearly  delineated  as 
digestible  or  nondigestible  fractions. 
Rather,  there  exists  a  continuum  of 
digestibility  among  carbohydrate 
substances.  Second,  dietary  fiber  is 
appropriately  included  in  total 
carbohydrate  for  calculation  of  energy 
content  with  use  of  Atwater  factors. 

Many  comments  noted  that,  except  for 
lignin,  substances  comprising  dietary 
fiber  are  carbohydrates.  Comments 
pointed  out  that  dietary  guidelines  (Ref. 
4)  urge  increased  consumption  of  types 
of  foods  rich  in  both  dietary  fiber  and 
complex  carbohydrate  and  stated  that 
separating  these  carbohydrate 
components  in  nutrition  labeling  will 
mislead  consumers  as  to  the  nature  of 
dietary  fiber. 

FDA  is  persuaded  by  the  comments 
that  the  separation  of  dietary  fiber  from 
carbohydrate  is  inconsistent  with 
established  methods  of  reporting  food 
composition  and  confuses  the  issue  of 
calculating  energy  content.  Further,  the 
agency  agrees  that  the  separation  of 
dietary  fiber  from  carbohydrate  will 
decrease  consumer  understanding  of 
label  information  and  its  application  to 
dietary  recommendations  that  link 
dietary  fiber  and  complex  carbohydrate 
together  in  advising  increased 
consumption  of  foods  high  in  both. 
Accordingly.  FDA  is  modifying 
§  101.9(c)(6)  to  include  dietary  fiber  in 
the  declaration  of  total  carbohydrates. 
This  action  results  in  the  inclusion  of 
both  digestible  and  nondigestible 
carbohydrates  under  total 
carbohydrates. 

Section  101.9(c)(6)  is  also  modified  to 
state  that  total  carbohydrate  content  is 
to  be  calculated  by  subtracting  the  sum 
of  crude  protein,  total  fat.  moisture,  and 
ash  from  the  total  weight  of  food. 
Additionally,  since  total  carbohydrate 
now  includes  dietary  fiber,  the 
paragraphs  relating  to  dietary  fiber  are 
redesignated  under  §  101.9(c)(6)(i) 
rather  than  under  §  101.9(c)(7). 
Consequently,  the  remaining  paragraphs 
within  §  101.9(c)  are  renumbered. 

2.  Dietary  Fiber 

48.  Comments  from  consumers,  health 
profe-ssionals.  health  promotional 
organizations,  and  manufacturers  agreed 
that  declaration  of  dietary  fiber  should 
be  mandatory.  Other  manufacturers, 
trade  associations,  and  a  university  food 
science  department  disagreed  and  urged 
voluntary,  rather  than  mandatory, 
declaration  of  dietary  fiber.  The 
arguments  against  required  listing  of 
dietary  fiber  included:  (1)  Analytical 
methods  for  dietary  fiber  in  foods  are 


not  yet  routine,  are  expensive,  and  lack 
precision  in  some  types  of  foods;  (2) 
mandatory  declaration  imposes  an 
unnecessary  analytical  burden  on 
producers  of  foods  that  are  not 
significant  sources  of  fiber;  and  (3) 
mandatory  declaration  will  likely 
encourage  fiber  supplementation  of 
foods. 

The  agency  does  not  agree  that  the 
specified  methods  for  fiber  analysis  are 
difficult  and  expensive.  The  operations 
involved  and  equipment  required  for 
the  methods  are  standard  in  analytical 
laboratories.  The  agency  recognizes  that 
the  official  AOAC  method  for  dietary 
fiber  analysis  is  relatively  recent. 
However,  as  a  validated  method,  it 
should  be  included  in  current  nutrition 
labeling  regulations. 

In  regard  to  the  analytical  burden  on 
producers  of  foods  with  insignificant 
amounts  of  fiber,  the  agency  advises  that 
if  there  is  adequate  and  reliable  reason 
to  believe  that  fiber  is  not  present,  there 
is  no  need  to  analyze  for  it;  it  can  be 
declared  as  "0".  Additionally. 
§  101.9(c)(6)(i)  provides  for  expression 
of  dietary  fiber  in  1  g  increments  in 
recognition  of  the  precision  of  analytical 
methods.  For  foods  that  contain  less 
than  1  g  of  dietary  fiber  per  serving, 
manufacturers  may  choose  to  state 
"contains  less  than  1  g"  or  to  omit 
dietary  fiber  from  the  list  of  nutrients 
and  to  state  at  the  bottom  of  the 
nutrition  label  "Not  a  significant  source 
of  dietary  fiber." 

There  nave  always  been  concerns  that 
nutrition  labeling  will  encourage  the 
supplementation  (i.e..  fortification)  of 
foods.  In  part  for  this  reason,  FDA 
published  a  policy  statement  on  the 
addition  of  nutrients  to  food  on  January 
25, 1980  (45  FR  6314).  The  statement 
was  issued  to  promote  the  rational 
addition  of  nutrients  to  foods  to 
preserve  a  balance  of  nutrients  in  the 
diet  of  American  consumers.  In  the 
statement,  TOA  established  guidelines 
in  §  104.20,  which  the  agency  urges 
manufacturers  to  follow  if  they  elect  to 
add  nutrients  to  a  food. 

FDA  intends  to  continue  to  monitor 
the  marketplace  through  the  Food 
Labeling  and  Packaging  Survey, 
consumer  and  industry  complaints,  and 
other  means  to  determine  if 
inappropriate  fortification  is  occurring. 
If  the  agency  finds  that  there  is  a 
problem  with  inappropriate  fortification 
of  foods  with  dietary  fiber  or  any  other 
nutrients,  it  will  take  steps  to  ensure 
that  overfortification  does  not  result  in 
the  imbalance  of  essential  nutrients  in 
the  diet  of  American  consumers  or  the 
presence  of  excessive  amounts  of 
particular  nutrients  that  have  the 
potential  for  toxicity. 


Thus  the  agency  is  not  persuaded  that 
there  is  a  compelling  cause  not  to 
require  declaration  of  dietary  fiber  in 
nutrition  labeling.  Section  403(q)(l)(D) 
of  the  act  requires  dietary  fiber  to  be 
included  in  nutrition  labeling.  Section 
403(q)(2)(B)  of  the  act  allows  a  required 
nutrient  to  be  deleted  if  the  Secretary 
determines  that  the  nutrient  is  not 
necessary  to  assist  consumers  in 
maintaining  healthy  dietary  practices, 
but  no  information  contained  in  the 
comments  would  lead  to  such  a 
conclusion.  In  fact,  most  comments 
supported  the  usefulness  of  mandatory 
declaration  of  dietary  fiber. 
Accordingly,  §  101.9(c)(6)(i)  will  require 
the  declaration  of  dietary  fiber  in 
nutrition  labeling. 

This  action  represents  the  final 
disposition  of  two  petitions  regarding 
label  declaration  of  carbohydrates, 
including  dietary  fiber.  One  petition 
h^m  the  Kellogg  Co.  dated  May  14, 1978 
(Docket  No.  78PtO091),  requested,  in 
part,  permission  to  list  under 
"carbohydrate"  the  amounts  of 
"starches  and  related  carbohydrates" 
and  "sucrose  and  other  sugars."  The 
other  petition  from  the  Center  for 
Science  in  the  Public  Interest  dated  June 
1.  1987  (Docket  No.  87P-0194/CP) 
requested  that  dietary  fiber  be  a 
mandatory  component  of  nutrition 
labeling,  and  that  regulatory  letters  be 
sent  to  all  manufacturers  making 
misleading  claims  about  fiber  content. 

49.  Comments  from  nutritionists 
representing  state  cooperative  extension 
services  and  from  one  manufacturer 
cautioned  that  declaration  of  soluble 
and  insoluble  subcomponents  of  dietary 
fiber  should  be  prohibited  because  the 
methodology  for  separating  soluble  from 
insoluble  fiber  is  inadequate,  and 
because  there  is  no  scientific  agreement 
as  to  the  health  effects  of  the  subgroups 
of  dietary  fiber. 

The  agency  advises  that  analytical 
methods  for  the  measurement  of  soluble 
and  insoluble  dietary  fiber  are  now  part 
of  an  official  AOAC  method  for  dietary 
fiber  (Refi  50).  While  experience  with 
these  methods  is  liqjy|la,  they  will 
allow  for  accurate  separation  of  these 
subcomponents. 

In  regard  to  scientific  agreement  as  to 
the  health  effects  of  soluble  or  insoluble 
fiber,  FDA  has  evaluated  the  health 
effects  of  the  dietary  fiber  subgroups 
and  has  concluded  that  there  is 
sufficient  scientific  agreement  to  issue  a 
final  rule  permitting  health  claims 
relating  to  the  effects  of  intake  of  soluble 
dietary  fiber  on  heart  disease.  This 
decision  is  discussed  in  a  companion 
document  entitled  "Food  Labeling; 
Health  Claims;  Dietary  Fiber  and 
Cardiovascular  Disease"  published 
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elsevvlu.-re  in  this  issue  of  the  Federal 
Register. 

Accordingly.  §  101.9(t.)(7)(i), 
redesignated  as  §  101.9(cK6)(i)(A)  and 
l(:)!l6)(i){B).  will  continue  to  allow  the 
voluntary  declaration  of  soluble  and 
insoluble  dietary  fiber  in  nutrition 
libeling,  except  that  when  a  claim  is 
made  about*  either  typo  of  fiber,  label 
diHjIaration  of  that  type  of  fiber  will  be 
required.  To  clarify  that  soluble  and 
insoluble  fiber  are  to  be  indented  under 
dietary  fiber  rather  than  under  total 
iaH)c:hydrate,  FDA  has  modified 
t»  lJ01.9((;)(6)(il(A)  and  (c)(6){i)(B)  to  state 
"indented  under  dietary  fiber."  FDA  has 
aijo  modified  these  two  sections  to 
reinove  the  requirement  that  whenever 
c!!w  type  of  fil)er  is  declared,  the  other 
type  must  also  be  declared.  Because 
tatal  dietary  fiber  is  a  mandatory 
component  of  nutrition  labeling,  the 
nnlount  of  an  undeclared  subcomponent 
(i.*.,  .soluble  or  un.sohible  fiber)  can  be 
calculated  simply  by  subtracting  the 
amount  of  the  declared  subcomponent 
from  the  amount  of  dietary  fiber.  This 
change  will  minimize  space 
requirements  caused  by  the  voluntary 
di>c:Iaration  of  additional  nutrients. 

.1,  Sugars 

k.  Definition  of  sugars. 

50.  Comments  from  consumers, 
consumer  interest  groups,  state 
governments,  trade  associations,  food 
retailers,  and  a  manufacturer  concurred 
with:  the  agency's  proposed  definition 
for  sugars  as  the  sum  of  all  free  mono- 
and  oiigo-saccharides  through  four 
saccharide  units  and  their  derivatives 
having  similar  sweetening,  nutritional, 
and  metabolic  effects.  Con.sumer  interest 
in  the  sugars  content  of  food,  and 
concern  that  "sugars"  should  include  all 
forms  of  carbohydrate  sweeteners  added 
to  foods,  were  cited  as  reasons  for 
support  for  the  proposed  definition. 
Cqmments  from  many  consumers,  state 
governments,  and  a  health  promotion 
a.-Jjoriation  staled  that  informafion  on 
cojitent  of  both  sugars  and  of  sugar 
derivatives  is  important  to  assist 
copsumers  to  moderate  intake  of  sugars 
and  to  assist  diabetics  In  maintaining 
heoiriiy  dietary  practices.  Consumer 
interest  groups  argued  that 
uiKlerreporting  of  the  sugars  content  in 
products  rich  in  com  syrups  is  an 
appropriate  ju.stification  for  an 
expanded  definition  for  sugars.  A 
coinment  noted  that  the  agency  has  a 
precedent  for  considering  sugar  alcohols 
as  sugars  in  §  100.130(d)(4),  which 
stales  that  "sugar-free"  type  statements 
cannot  be  made  on  labels  of  diet 
beverages  containing  "sorbitol, 
mannitol,  or  other  hexitols." 


Other  comments  from  a  wide  variety 
of  manufacturers,  trade  associations, 
foreign  and  state  governments, 
professional  associations,  and  a  Federal^ 
agency  objected  to  the  proposed  sugars 
definition.  Most  of  these  comments 
recommended  that  the  sugars  definition 
be  limited  to  monosaccharides  and 
disaccharides.  One  argument  for 
limiting  the  sugars  definition  to  mono- 
and  di-saccharides  is  that  this  is  the 
traditional  and  widely  accepted  use  of 
the  term  "sugars."  They  pointed  out  that 
it  is  also  the  definition  of  the  term  in  the 
lOM  report  "Nutrition  Labeling:  Issues 
and  Directions  for  the  1990s"  (Ref.  1). 
Many  comments  noted  that  for 
conformity  with  international  regulatory 
definitions  for  nutrition  labeling  (EC, 
Codex  Alimentarius  Commission,  and 
Canada)  sugars  should  be  defined  as 
mono-  and  di -saccharides. 

Another  argument,  brought  forth  in 
comments,  for  limiting  the  sugars 
definition  to  mono-  and  di-saccharides 
is  that  there  are  no  compelling  heahh  or 
nutritional  reasons  for  including  tri-  and 
tetra-saccharides  as  "sugars."  The 
comments  pointed  out  that  the  1986 
"Report  From  FDA's  Sugars  Task  Force" 
(Ref.  51)  concluded  that  the  only  public 
health  concern  from  sugars 
consumption  in  the  United  States  is  the 
promotion  of  dental  caries.  The  lOM 
report  (Ref.  1)  concurred  with  this 
conclusion.  The  comments  argued  that, 
in  the  absence  of  a  clear  relationship 
between  number  of  saccharide  units  and 
carcinogenicity,  the  proposal  to  include 
tri-  and  tetra-sac(J»arides  within  sugars 
is  not  relevant  to  the  public  health 
concern  of  dental  caries. 

Several  comments  questioned  the 
agency's  logic  in  including  tri-  and  tetra- 
saccharides  with  sugars.  FDA  had  stated 
in  the  1990  mandatory  nutrition 
labeling  proposal  (55  FR  29487  at 
29497)  that  the  intent  of  including  tri- 
and  tetra-saccharides  as  sugars  was  to 
preclude  potential  underdeclaration  of 
the  sugars  content  of  foods  containing 
corn  syrups.  Several  comments  noted 
that  mono-  and  di-saccharides  are 
logically  grouped  in  that  they  are  sweet, 
naturally  occurring,  and  rapidly 
absorbed,  but  that  these  characteristics 
are,  for  the  most  part,  not  Ln  common 
with  tri-  and  tetra-saccharides. 
Comments  also  noted  that  most  com 
syrup  used  in  sweetening  is  in  the  form 
of  high  fructose  corn  syrup,  which  is 
composed  of  95  percent 
monosaccharides,  and  that  high  fhjctose 
corn  syrup  accounts  for  two  thirds  of 
total  U.S.  com  syrup  consumption. 
Comments  noted  that  com  symps  with 
greater  proportions  of  higher 
saccharides  are  used  for  technical 
purposes  other  than  sweetness.  Thus. 


the  comments  argued  that 
underestimation  of  simple  sugars  from 
com  syrups  is  not  of  sufficient 
importance  to  warrant  imposing  a 
unique  sugars  definition  for  labeling 
purposes  that  would  differ  frohi 
common  usage  of  the  term. 

Many  comments  objected  tolthe 
proposed  sugars  definition  on 
methodological  groimds,  in  that  they 
claimed  that  the  proposed  definition  is 
not  compatible  with  standardized 
analytical  methods  for  measuring 
sugars.  The  comments  acknowledged 
that  validated  methods  for  measuring 
mono-  and  di-saccharides  in  foods  exist 
but  argued  that  there  are  not 
collaboratively  validatad  metliods  for 
the  measurement  of  tri-  and  tetra- 
saccharides.  The  comments  noted  that 
measurement  in  foods  of 
oligosaccharides  larger  than 
disaccharides  is  difficult,  costly,  and 
inaccurate.  The  comments  asserted  that 
the  lack  of  validated  analytical 
methodology  approf>riate  for  the 
definition  would  result  in  compliaoce 
difficulties  and  inaccurate  informatioo 
on  the  label. 

FDA  has  evaluated  all  comments  in 
favor  of  the  proposed  expanded  sugars 
definition  and  those  opposed  to  this 
definition.  FDA  is  persuaded  that 
compliance  with  nutrition  labeling  will 
be  impeded  by  adopting  a  definition  for 
sugars  (hat  is  not  supported  by  validated 
analytical  methods.  FI)A  is  also 
persuaded  that  the  usefulness  of 
nutrition  labeling  will  be  hindered  by 
adopting  a  definition  that  is  inconsistent 
with  commonly  accepted  use,  and  with 
the  intemational  use  of  the  term. 

FDA  finds  that  these  factors  outweigh 
any  public  health  benefit  frxira  including 
tri-  and  tetra-saccharides  in  the 
definition  of  "sugars"  for  nutrition 
labeling  purposes.  The  public  health 
concern  associated  with  sugars 
consumption  is  the  promotion  of  dental 
caries.  While  simple  sugars  are  the  most 
cariogenic  carbohydrates,  all 
fermentable  carbohydrates,  including 
starches,  are  capable  of  promoting 
dental  caries.  Factors  such  as  the 
characteristics  of  the  food  that  contains 
the  sugar  (e.g..  stickiness),  the  frequency 
of  consumption,  and  the  sequent^e  in  a 
meal,  appear  to  be  as  important  in  the 
etiology  of  dental  caries  as  the  sugars 
themselves  (Refs.  2  and  3).  As  s^ich,  the 
inclusion  of  tri-  and  tetra-saccharides 
with  sugars  would  not  improve  the 
ability  of  the  label  to  assist  consumers 
in  maintaining  healthy  dietary  practices 
with  respect  to  dental  health. 

Therefore,  the  agency  is  modifying  the 
definition  of  "sugars"  in 
§  101.9(c)(6)(ii)(A).  redesignated  as 
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§  101.9(c)(6)(ii).  to  include  only  free 
monosaccharides  and  disaccharides. 

51.  Several  comments  recommended 
that  lactose  be  specifically  excluded 
from  the  sugars  definition  for  nutrition 
labeling.  These  comments  asserted  that 
the  listing  of  lactose  with  sugars  in 
nutrition  labeling  may  mislead  some 
consumers  who  may  equate  the  lactose 
sugar  content  of  dairy  products  with 
"empty  calories"  of  products  high  in 
added  sugar.  The  comments  expressed  a 
fear  that  dietary  guidelines  to  moderate 
sugars  consumption  may  lead  some 
consumers  to  forego  the  important 
nutritional  benefit  of  dairy  products  if 
lactose  is  included  in  sugars  content. 
Comments  also  noted  that  intestinal 
digestion  of  lactose  is  inefficient.  As 
.such,  the  digestion  and  absorption  of 
lactose  more  closely  resembles  complex 
carbohydrate  than  simple  sugars. 
Furthermore,  comments  argued  that 
lactose  is  not  sweet  nor  used  as  a 
sweetener  and  could  logically  be 
separate  from  sugars  used  as  sweeteners. 

FDA  disagrees  with  the  comments.  As 
discussed  in  the  preceding  comment, 
the  agency  has  been  persuaded  of  the 
need  to  define  "sugars"  for  nutrition 
labeling  purposes  to  be  consistent  with 
standard  analytical  methodologies  and 
in  conformity  with  the  traditional  usage 
of  the  term.  Lactose,  a  di-saccharide,  is 
clearly  a  sugar  by  conventional 
standards  and  is  identified  with  all 
other  mono-  and  di-saccharides  in 
routine  analytical  procedures.  The 
nutritional  significance  of  the  sugars 
content  of  certain  types  of  foods,  such 
as  lactose  in  dairy  products  and  natural 
sugars  in  fruit,  and  the  importance  of 
-  such  foods  as  sources  for  other 
important  nutrients,  needs  to  be 
addressed  through  the  consumer 
education  program  discussed  below. 

Accordingly,  the  agency  is  not  making 
the  recommended  change  to  exclude 
lactose  in  the  definition  of  sugars. 

52.  Several  comments  suggested 
alternative  definitions  for  "sugars" 
based  upron  physiological  characteristics 
rather  than  the  number  of  saccharide 
units.  Among  these  alternatives  were 
sugge.stions  for  definitions  based  on 
digestibility,  caloric  value,  glycemic 
index,  and  serum  insulin  response. 

FDA  finds  that  such  alternative 
approaches  are  not  feasible  from  a 
compliance  standpoint  because 
validated  analytic:al  methods  to 
quantiSate  sugars  defined  in  these  ways 
do  not  exist.  In  addition,  use  of  any  of 
these  definitions  for  sugars  would  be 
unique  to  U.S.  nutrition  labeling  and 
would  thus  likely  impede  foreign  trade. 
Moreover,  because  these  definitions  do 
not  correspond  to  the  commonly 
recognized  meaning  of  the  term,  the 


resulting  labeling  information  would  be 
of  limited  usefulness. 

53.  FDA  received  comments  that 
suggested  alternative  terminology  for 
the  "sugars"  component  of 
carbohydrate.  The  agency's 
longstanding  use  of  "sugar"  as 
synonymous  with  sucrose  in  ingredient 
labeling  was  cited  as  evidence  of  the 
need  for  an  alternative  term.  Several 
comments  felt  that  FDA's  distinction 
between  "sugar"  and  "sugars"  would 
not  be  clearly  understood  by  consumers. 
Alternative  terms  suggested  included 
"sweeteners"  and  "simple 
carbohydrates." 

FD,\  considered  these  comments  but 
has  concluded  that  it  is  best  to  maintain 
the  proposed  terminology.  The  agency 
advises  that  the  term  "sweeteners" 
would  logically  include  the 
noncarbohydrate  intense  sweeteners, 
which  would  not  be  appropriately 
declared  as  a  part  of  carbohydrate 
content.  In  addition,  the  term  appears  to 
apply  more  to  added  sugars  than  to  total 
sugars  and.  therefore,  would  cause 
compliance  problems  becau.se  it  is  not 
possible,  in  most  foods,  to  differentiate 
between  added  and  naturally  present 
sugars. 

"Simple  carbohydrates"  may  have 
been  a  good  term  for  the  originally 
proposed  definition  (i.e..  mono-,  di-. 

tri-.  and  tetra-saccharides).  However, 
the  agency  finds  it  is  too  broad  a  term 
to  encompass  only  the  traditional  sugars 
(i.e..  mono-  and  di-saccharides). 
b.  Total  sugnrs  versus  added  sugars. 
54.  Some  comments  recommended 
mandating  declaration  of  added  sugars 
only  rather  than  total  sugars.  The 
comments  noted  that  consumers  need  to 
be  made  aware  of  added  sugars  because 
dietary  recommendations  urge  use  of 
sugars  in  moderation,  while  at  the  same 
time  recommending  increased 
consumption  of  fruits  which  are  sources 
of  naturally  o<xurring  sugars.  Other 
comments  recommended  either 
mandatory  or  voluntary  declaration  of 
both  added  and  naturally  occurring 
sugars.  One  rnniment  suggested  that 
added  sugnrs  be  required  in  addition  tu 
total  sugars  in  foods  containing  more 
than  2  g  of  added  sugar. 

The  agency  is  not  persuaded  that 
there  is  a  need  for  mandatory  disclosure 
of  added  sugars  in  place  of.  or  in 
addition  to.  total  sugars.  There  is  no 
scientific  evidence  that  the  body  makes 
any  physiological  distinction  betv'een 
added  sugar  molecules  and  those 
naturally  o<:curring  in  a  food.  In 
addition,  the  agency  believes  that  it 
should  not  promulgate  regulations  that 
it  cannot  enforce.  When  a  product  is 
sampled  for  compliance,  laboratory 
analysis  yields  a  value  for  total  sugars. 


For  most  foods,  as  stated  above,  it  is  not 
possible  to  differentiate  between  added 
and  naturally  occurring  sugars. 
Accordingly,  the  agency  would  not  be 
able  to  determine  the  accuracy  of  a  label 
declaration  of  added  sugars. 

Furthermore,  declaration  of  only 
added  sugars  may  significantly 
underrepresent  the  sugars  content  of 
many  foods  that  are  high  in  naturally 
occurring  sugars.  For  example,  in  some 
fruits  canned  in  heavy  syrup,  added 
sugars  may  represent  only  about  50  i 

percent  of  total  sugars.  Disclosure  of  | 

only  the  added  sugars  could  be 
misleading  to  consumers  who  are 
concerned  with  total  sugar  intake. 
Therefore,  the  agency  is  retaining  the 
provision  of  §  101.9(c)(ii){A). 
redesignated  as  §  101.9(c)(ii),  to  declare 
total  sugar  content,  e.g..  that  added  as 
vvull  as  that  naturally  present. 

While  FDA  is  not  di.stinguishing.  on 
the  nut.'ilion  label,  between  added  and 
naturally  present  sugars,  the  agency 
does  intend  to  include  information 
about  this  distinction  in  the  consumer 
education  program  that  it  is  preparing. 
This  information  will  help  consumers: 
(1)  Use  the  information  on  the  nutrition 
label  to  differentiate  between  sugar- 
containing  foods  with  high  versus  low 
levels  of  other  important  nutrients,  (2) 
use  the  ingredient  statement  to 
distinguish  foods  with  naturally 
occurring  versus  added  sugars,  and  (3) 
appreciate  the  important  role  in  the  total 
daily  diet  of  foods,  such  as  fruits  and 
dairy  products,  with  naturally  occurring 
sugars. 

c.  Mandatory  declaration  of  sugars. 

55.  In  the  1991  supplementary 
proposal.  FDA  requested  specific 
comments  as  to  the  utility, 
appropriateness,  and  feasibility  of 
requiring  declaration  of  sugars  content, 
particularly  as  such  declaration  relates 
to.  and  is  supported  by,  public  health 
goals  (56  FR  60366  at  60369).  Comments 
received  were  relatively  evenly  divided 
on  the  issue  of  whether  the  declaration 
of  sugars  should  be  mandatory  in 
nutrition  labeling.  In  gunerai,  consumers 
and  health  professionals  and  thuir 
associations  supported  mrinrialory 
declaration  of  sugars.  Se%eral  slate 
attorneys  general  and  a  few  industry 
groups  also  agreed  that  consumers  have 
a  right  to  know  the  amount  of  sugars 
present.  Comments  argued  that  section 
403(q)(2){B)  of  the  act  only  allows  FDA 
to  delete  sugars  as  a  mandatory 
component  of  nutrition  labeling  if  such 
information  "is  not  necessary  to  assist 
consumers  in  maintaining  healthy 
dietary  practices,"  and  that  such 
information  is  vital  to  this  end. 
Comments  from  many  consumers,  stat.} 
governments,  and  a  health  promotion 
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association  stated  that  information  on 
sugars  content  is  important  to  diabetics 
in  assisting  ihem  to  maintain  healthy 
dietary  practices  and  to  consumers  in 
general  in  selecting  diets  that  will 
moderate  the  intake  of  sugars.  One 
comment  urged  mandatory  declaration 
of  sugars  as  a  way  to  inform  consumers 
of  the  content  of  new  foods  that  are 
being  marketed  as  "low  fat"  and  "fat 
free"  in  which  fats  are  being  replaced  by 
sugars. 

Most  industry  groups  as  well  as  a  few 
health  professional  associations  and  the 
lOM  report  {Ref.  1)  recommended 
allowing  sugars  declaration  to  be 
voluntary.  They  argued  that  dietary 
guidance  recommendations  have  not 
specified  quantitative  goals  for  sugar 
consumption,  and  that  sugar  declaration 
should  not  be  required  until  a  definition 
has  been  recognized  by  scientific 
communities  that  reflects  physiological 
effects.  They  also  pointed  out  that  data 
bases  do  not  generally  contain 
information  on  sugars  composition,  so  a 
Substantial  investment  of  time  and 
money  is  needed  for  analysis  and  data 
base  update.  The  comments  argued  that 
such  an  expenditure  would  be 
inappropriate  for  a  nutrient  of  little 
public  health  concern.  There  was  also  a 
poncem  expressed  that  because  total 
Sugars  would  be  declared  rather  than 
only  added  sugars,  consumers  would  be 
ronfused  by  the  amount  of  sugars  in 
fruits  and  reduce  their  consumption  of 
these  foods.  Despite  these  concerns, 
industry  generally  conceded  that  if 
sugars  information  is  needed,  requiring 
sugars  declaration  in  the  nutrition  label 
IS  a  better  approach  than  mandating 
grouping  of  sweeteners  in  the  ingredient 
statement,  as  the  agency  proposed  in  a 
document  on  ingredient  labeling  (56  FR 
28593,  June  21, 1991).  Final  action  on 
the  issue  of  grouping  sweeteners  in  the 
ingredient  statement  is  addressed  in  the 
final  rule  on  declaration  of  ingredients 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

I    FDA  is  persuaded  that  mandatory 
declaration  of  sugars  is  of  great  interest 
to  consumers,  and  tliat  it  will  assist 
consumers  in  planning  diets  that 
conform  to  current  dietary  guidelines 
for  Americans  to  avoid  too  much  sugars 
(Ref.  4).  As  discussed  above,  FDA  is 
modifying  its  proposed  definition  of 
"sugars"  to  be  in  conformity  with 
general  usage  and  international 
definitions  for  this  term.  The  use  of  this 
definition  will  minimize  the  costs 
associated  with  necessary  laboratory 
analyses  and  update  of  data  bases. 

Therefore,  FDA  is  requiring  in 
noi.9(c)(6)(ii)  that  declaration  of 
sugars  be  included  in  nutrition  labeling. 


4.  Sugar  Alcohol 

56.  Comments  from  a  wide  variety  of 
manufacturers,  trade  associations, 
foreign  and  State  governments, 
professional  associations,  and  a  Federal 
agency  were  opposed  to  inclusion  of 
saccharide  derivatives,  specifically 
sugar  alcohols,  within  the  proposed 
"sugars"  definition.  The  agency's 
proposed  definition  included  in  its 
coverage  saccharide  derivatives  that 
have  sweetening,  nutritional,  and 
metabolic  effects  similar  to  simple 
sugars.  The  comments  stated  that  sugar 
alcohols  are  inappropriately  included 
with  sugars  because  sugar  alcohols  have 
many  different  chemical  and 
physiological  properties  than  sugars. 
Comments  noted  that  it  is  these 
differences  that  motivated  the 
development  of  uses  for  these 
substances  and  makes  them  useful  as 
sugar  substitutes.  Comments  pointed 
out  that  a  salient  distinction  between 
sugar  alcohols  and  sugars  lies  rn  their 
digestion  and  absorption,  which  is 
slower  for  sugar  alcohols.  Also, 
intestinal  absorption  of  monosaccharide 
sugar  alcohols  occurs  only  by  passive 
diffusion,  not  by  active  or  facilitated 
monosaccharide  absorptive 
mechanisms.  As  a  result,  significant 
portions  of  ingested  sugar  alcohols 
remain  unabsorbed  and  pass  into  the 
colon,  where  they  are  fermented,  similar 
to  fiber  and  complex  carbohydrate. 
Thus,  the  caloric  value,  insulin 
response,  and  glycemic  index  for  some 
sugar  alcohols  are  less  than  for  sugars. 

Several  comments  also  claimed  that 
sugar  alcohols  have  reduced  cariogenic 
potential  comparad  to  sucrose  or  other 
sugars.  The  comments  noted  that  FDA 
proposed  in  §  101.13(o){8)  in  the 
document  on  the  general  principles  for 
nutrient  content  claims  to  permit 
chewing  gums  sweetened  with  sugar 
alcohols  to  be  labeled  as  "sugar  free"  or 
"sugarless"  as  a  means  of  indicating  that 
these  products  do  not  promote  tooth 
decay.  The  comments  argued  that 
declaring  sugar  alcohols  as  sugars 
wouIJ  deny  manufacturers  the  means  to 
promote  the  reduced  cariogenic 
potential  of  other  sugar  alcohol 
sweetened  products  relative  to  sugar 
containing  products. 

Comments  also  noted  that 
international  regulatory  definitions  for 
nutrition  labeling  (EC,  Codex 
Alimentarius  Commission,  and  Canada) 
exclude  sugar  alcohols  and  provide  for 
a  separate  declaration  of  sugar  alcohols 
under  carbohydrates.  As  a  result,  the 
comments  stated  that  a  definition  for 
sugars  that  includes  sugar  alcohols  for 
U.S.  nutrition  labeling  could  be  seen  as 
an  obstruction  to  international  trade. 


The  lOM  report  (Ref.  1)  recommended 
that  sugar  alcohols  not  be  grouped  with 
sugars  in  ingredient  labeling.  Some 
comments  argued  that  in  the  absence  of 
any  quantitative  dietary  guidelines 
concerning  sugar  alcohols,  it  is 
inappropriate  to  require  any  declaration 
of  sugar  alcohols  in  nutrition  labeling. 

FDA  is  persuaded  that  sugar  alcohols 
have  metabolic  effects  different  than 
sugars,  have  a  history  of  being 
considered  to  be  sugar  substitutes  rather 
than  as  sugars,  and  have  a  role  in 
contributing  to  dental  health.  FDA  also 
acknowledges  that  the  proposal  to 
defino  sugar  alcohols  as  sugars  for 
nutrition  labeling  purposes  is 
inconsistent  with  the  nutrition  labeling 
practices  of  other  countries.  Thus,  FDA 
is  modifying  §  101.9(c)(6)(ii)  to  remove 
sugar  alcohols  from  the  definition  of 
"sugars"  for  nutrition  labeling.  The 
agency  is  doing  so  in  recognition  of 
their  usefulness  as  sugar  substitutes  in 
reducing  the  cariogenic  potential  of 
foods. 

However,  FDA  continues  to  believe 
that  the  content  of  nutritive 
carbohydrate  sweeteners  used  as  sugar 
substitutes  is  of  interest  and  importance 
to  consumers.  Therefore,  FDA  is 
retaining  §  101.9(c)(6)(ii)(B),  which 
provides  for  the  voluntary  declaration  of 
sugar  alcohols  except  when  a  claim  is 
made  on  the  label  or  in  the  labeling 
about  sugar  alcohol  or  sugars  (e.g., 
"sugar  free")  and  sugar  alcohols  are 
present  in  the  food,  in  which  case  their 
declaration  is  mandatory.  Because  sugar 
alcohols  will  no  longer  be  a 
subcomponent  of  sugars,  FDA  is 
redesignating  §  101.9(c)(6)(ii)(B)  as 
§101.9(c)(6)(iii). 

Removing  sugar  alcohol  from  the 
definition  of  sugars  necessitates  a 
change  in  the  definition  of  sugar 
alcohol.  The  proposed  definition 
included  a  criterion  that  sugar  alcohols 
"meet  the  definition  of  sugars  as 
described  in  paragraph  (c){6)(ii)(A)." 
Accordingly,  FDA  has  revised  the 
definition  fbr  sugar  alcohol  in 
§  101.9(c){6)(iii)  to  use  a  chemical 
definition,  namely  that  sugar  alcohols    . 
be  defined  as  "saccharide  derivatives  in 
which  a  ketone  or  aldehyde  group  is 
replaced  by  a  hydroxyl  group,  and 
whose  use  in  food  is  listed  by  FDA  (e.g., 
mannitol)  or  is  GRAS  (e.g.,  xylitol, 
sorbitol)." 

57.  Comments  from  trade  associations 
and  manufacturers  stated  that  the  term 
"sugar  alcohol"  is  potentially  confusing 
in  that  consumers  may  assume  such 
components  contain  a  sugar  and  ethyl 
alcohol.  The  comments  requested  that 
the  term  "polyol,"  which  has  been 
recognized  by  the  EC,  be  used  in  lieu  of 
"sugar  alcohol."  Another  comment  from 
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the  Canadian  government  included  a 
copy  of  their  nutrition  labeling 
regulations  which  allow  for  declaration 
of  the  specific  sugar  alcohols  by  name 
(i.e..  sorbitol,  mannitol.  and  xylitol). 

FDA  advises  that  the  term  "polyol,"  a 
contraction  of  "poiyakohol"  or  of 
"polyhydric  alcohol."  is  neither 
uniquely  descriptive  of  the  alcohol 
derivatives  of  sacxJiarides  used  as  sugar 
substitutes,  nor  is  it  a  term  that  FDA 
expects  consumers  to  recognize  or 
understand.  While  the  agency 
recognizes  tha^  it  is  a  term  that  may  be 
used  voluntarily  cm  labeling  in  the  EC. 
it  is  unlikely  that  American  consumers 
will  have  any  concept  of  what  it 
represents.  As  such,  the  agency 
considers  the  term  "polyol"  to  be 
fwtentially  more  confusing  to 
consumers  than  would  be  "sugar 
alcohol." 

Despite  this  fact  FDA  acknowledges 
that  many  consumers  also  may  not  be 
familiar  with  the  term  "sugar  alcohol." 
Thus.  FDA  has  decided  to  adopt  the 
approach  used  by  the  Canadian 
Government,  which  allows 
manufacturers  to  use  the  specific  name 
of  the  sugar  alcohol  in  the  nutrition 
label.  The  names  of  sugar  alcohols  that 
are  listed  or  GRAS  for  use  in  food,  (e.g.. 
sorbitol  $  184.1835.  mannitol  §  180.25. 
and  xylitol  §  172.395)  are  currently  used 
in  ingredient  statements  on  labels  of 
food  packages  and.  hence,  should  be 
recognized  by  many  consumers. 

llie  primary  disadvantage  to  this 
option  is  the  introduction  of  the  name 
of  an  ingredient  into  the  nutrition  label. 
While  FDA  is  generally  opposed  to  such 
a  result,  the  agency  concludes  that  the 
arguments  opposed  to  the  term  "sugar 
alcohol"  and  the  desire  to  harmonize 
with  Canadian  labeling  regulations  are 
more  compelling  in  this  instance  than 
the  need  to  maintain  a  clear  separation 
between  the  nutrition  label  and 
ingredient  list.  However,  to  avoid 
cluttering  the  nutrition  label  and 
confusing  consumers,  if  more  than  one 
sugar  alcohol  is  used  in  a  food, 
§  101.9(c)(6)(iii)  provides  that  the  term 
"sugar  alcohol,"  and  not  the  names  of 
the  ingredients,  must  be  used  in  the 
nutrition  label. 

Accordingly,  FDA  is  modifying 
§  101.9(c)(6)(iii)  to  specify  the  continued 
use  of  the  term  "sugar  alcohol"  or. 
alternatively,  if  only  one  sugar  alcohol 
is  present  in  the  food,  the  name  of  the 
specific  sugar  alcohol  present  in  the 
food  may  be  used. 

5.  Other  Carbohydrate 

a.  Definition. 

58.  In  the  supplementary  proposal. 
rOA  noted  that  the  term  "complex 
carbohydrate"  has  not  been  clearly  or 


consistently  defined,  and  that  consensus 
reports  that  have  associated  increased 
consumption  of  dietary  complex 
carbohydrate  with  health  benefits  have 
not  attempted  to  define  this  food 
component.  The  agency  solicited 
suggestions  on  appropriate  chemical 
definitions  and  analytical  methodology 
for  complex  carbohydrate  (56  FR  60366 
at  60369).  Many  comments  from  trade 
associations,  food  manufacturers, 
professional  societies,  and  state  and 
foreign  governments  expressed 
opposition  to  the  agency's  proposed 
definition  for  the  term  complex 
carbohydrate  as  the  sum  of  dextrins  and 
starches  that  contain  ten  or  more 
saccharide  units  (56  FR  60366  at  60388). 
A  majority  of  these  comments  also 
recommended  as  an  alternative  that 
"complex  carbohydrate"  be  defined  as 
the  difference  between  total 
carbohydrate  and  sugars.  Comments  that 
argued  for  changing  the  definition 
pointed  to  the  lack  of  existing  anal>1ical 
methodology  to  support  the  proposed 
definition.  Thus,  these  comments  raised 
concerns  about  the  feasibility  of 
comphance  and  the  economic  burden  of 
developing  methods  and  data  bases. 
These  comments  also  pointed  out  that 
complex  carbohydrate  content  defined 
as  the  difference  between  total 
carbohydrate  and  sugars  could  readily 
be  calculated. 

Another  criticism  of  the  proposed 
complex  carbohydrate  definition  was 
that  the  cutoff  at  10  saccharide  units  is 
arbitrary.  These  comments  noted  that 
there  are  no  known  nutritional  or 
physiological  differences,  nor  a 
methodological  justification,  to  make  a 
distinction  between  polysaccharides 
smaller  than  10  saccharide  units  and 
those  with  10  or  more  saccharide  units. 
Several  comments  were  concerned  that 
there  is  the  potential  for  consumer 
confusion  regarding  total  carbohydrate 
because  neither  of  the  subcomponents 
for  total  carbohydrate  included  the  5  to 
9  saccharide  unit  polysaccharides. 

Several  comments  suggested  that  the 
commonly  accepted  usage  of  "complex 
carbohydrate"  includes  all 
carbohydrates  larger  than  disaccharides. 
Other  comments  suggested  that  complex 
carbohydrate  should  be  defined  as  all 
digestible  polysaccharides  (e.g.. 
dextrins.  starch,  and  glycogen)  rather 
than  on  the  basis  of  the  number  of 
saccharide  units.  Comments 
emphasized  that  while  there  is  not  a 
consensus  on  a  precise  definition  for 
"complex  carbohydrate,"  the  agency's 
proposed  definition  is  not  commonly 
recognized,  nor  is  it  consistent  with  the 
use  of  the  term  in  the  lOM  report  (Ref. 
1). 


One  comment  from  a  State 
government  recommended  that  to  avert 
undue  emphasis  on  complex 
carbohydrate  substances  added  to  foods 
and  to  avoid  the  potential  for 
misleading  claims  about  complex 
carbohydrates,  the  term  "other 
carbohydrate"  should  be  used  rather 
than  "complex  carbohydrate." 

The  agency  noted  in  the 
supplementary  proposal  (56  FR  60366  at 
60368)  that  identification  of  a  specific 
benefit  for  complex  carbohydrate  is 
confounded  by  the  fact  that  diets  high 
in  complex  carbohydrate  are  usually 
mixed  diets  that  contain  significant 
amounts  of  cereal  grains,  fruits,  and 
vegetables  which  are  high  in  fiber, 
vitamins,  and  minerals  and  low  in  fats 
(Ref.  2).  Thus  the  extent  to  which 
complex  carbohydrate  provides  health 
benefits  separate  from  those  provided  by 
fiber,  vitamins,  minerals,  and  reduced 
fat  is  unclear.  FDA  has  evaluated 
comments  concerning  the  complex 
carbohydrate  definition  and  concludes 
that  there  is  not  sufficient  consensus  on 
the  meaning  of  the  term  to  justif>' 
adopting  a  specific  definition  for 
"complex  carbohydrate." 

In  response  to  the  comments  that 
suggested  defining  this  term  as 
"digestible  polysaccharides,"  FDA 
advises  that  carbohydrate  digestibility  is 
not  clear  cut.  Some  soluble  dietary  fiber 
is  relatively  digestible,  whereas  some 
oligosaccharides  are  relatively 
nondigestible.  At  this  time  there  is  not 
a  consensus  regarding  the  most  reliable 
methods  for  determining  carbohydrate 
digestibility  nor  for  distinguishing 
energy  derived  from  intestinal  digestion 
from  that  derived  from  colonic 
fermentation.  As  a  result,  the  agency 
feels  that  it  is  inappropriate  to  base  a 
regulatory  definition  upon  digestibility. 

FDA,  therefore,  is  modifying  the 
definition  it  proposed  for  "complex 
carbohydrates"(§  101.9(c){6){i), 
redesignated  as  §  101.9(c){6)(iv])  to 
provide  that  it  is  the  differeiioj  between 
total  carbohydrate  and  the  sum  of 
dietar>'  fiber  and  sugars  or,  if  Su^.ir 
alcohol  is  declared,  the  differe.-.^  e 
between  total  carbohydrate  and  the  sum 
of  dietary  fiber,  sugars,  and  sugar 
alcohol.  This  modified  definitiun 
accommodates  quantification  of  the 
remaining  carbohydrates  by  calculation 
rather  than  by  requiring  additional 
laboratory  analysis,  and  it  resolves 
concerns  that  the  defined  components 
of  total  carbohydrate  were  not  inclusive 
of  all  carbohydrates. 

In  addition,  because  there  is  no 
consensus  on  a  clear  definition  for  the 
term  "complex  carbohydrate"  as  it 
relates  to  physiological  effects,  health 
benefits,  or  dietary  guidelines,  the 
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agency  concurs  with  the 
recommendation  from  a  state 
government  that  the  term  "other 
carbohydrate"  be  used  rather  than 
"complex  carbohydrate."  The  agency 
recognizes  that  the  new  definition  will 
include  many  substances  added  to 
processed  foods  for  technical  purposes, 
such  as  for  texture  modification  or  as 
bulking  agents.  To  declare  these 
substances  as  complex  carbohydrates 
would  be  misleading.  The  intent  of 
dietary  recommendations  to  increase  the 
consumption  of  complex  carbohydrates 
and  dietary  fiber  is  to  select  diets  with 
plenty  of  fruits,  vegetables,  and  grain 
products,  not  foods  that  have  complex 
r^nrbohyd rates  as  added  texturizers  or 
bulking  agents.  Accordingly,  FDA  is 
inodifyir  J  §  101.9(c){6)(iv)  to  change  the 
terminoliigy  from  "complex 
carbohydrate"  to  "other  carbohydrate." 
Ill  addition.  FDA  is  modifying 
§  101.9(gl(4)  and  (g)(6)  to  reflect  this 
■change  in  terminology. 
I    Finally,  because  "other  carbohydrate" 
{will  be  calculated  as  that  amount  of 
jcarbohydrale  remaining  after 
subtraction  of  the  amount  of  dietary 
fiber,  sugars,  and  sugar  alcohols  (when 
declared)  from  total  carbohydrate,  it  is 
logical  to  rearrange  the  subcomponents 
of  total  carbohydrate  to  place  "other 
<:arbohydrate"  at  the  bottom  of  the  list. 
This  reordering  should  help  to  reduce 
any  potential  confusion  over  the 
inpnnini;  of  the  term  "other 
carbohydrate."  Accordingly,  dietary 
fiber  is  designated  as  §  101.9(c)(6)(i), 
sugars  as  §  101.9(c)(6)(ii),  sugar  alcohol 
as  §  101.9(c)(6)(iii),  and  other 
cirbohydrates  as  §  101.9(c)(6)(iv). 

b.  Voluntary  declaration  of  "other 
carbohydrate". 

59.  In  the  supplementary  proposal, 
FDA  requested  specific  comment  on  the 
utility,  appropriateness,  and  feasibility 
of  mandatory  declaration  of  complex 
carbohydrate  content,  particularly  as  it 
relates  to,  and  is  supported  by,  public 
health  goals  (56  FR  60366  at  60369). 
Ba.sed  on  the  comments  and  information 
that  it  received  in  response  to  the 
supplementary  proposal,  the  agency 
said  it  would  decide,  under  section 
4G3(q)(2)  of  the  act,  whether  to  include 
complex  carbohydrate  in  the  required 
list  of  nutrients  in  nutrition  labeling. 
Several  comments  from  consumers, 
health  professionals,  a  manufacturer, 
and  state  governments  supported 
mandatory  listing  of  complex 
carbohydrates  on  the  grounds  that  this 
information  will  be  helpful  to  persons 
attempting  to  follow  dietary 
recommendations.  However,  a  much 
larger  number  of  comments  from  health 
professional  associations,  academia. 
manufacturers,  trade  associations,  and 


foreign  governments  supported 
voluntary  listing  of  complex 
carbohydrates.  The  overriding  factors 
cited  in  these  comments  were  the  lack 
of  an  accepted  definition  for  "complex 
carbohydrates"  and  the  lack  of  reliable 
analytical  methods  for  determining 
amounts  present.  Comments  also  stated 
that  dietary  recommendations  do  not 
specify  amounts  of  complex 
carbohydrates  to  be  consumed;  therefore 
quantitative  information  in  nutrition 
labeling  is  not  necessary  to  assist 
consumers  in  maintaining  healthy 
dietary  practices.  Additionally, 
comments  noted  that  the  lOM  report 
(Ref.  1)  recommended  voluntary  listing 
of  complex  carbohydrate.  Comments 
also  pointed  out  that  currently  available 
data  bases  do  not  contain  information 
on  complex  carbohydrates,  and  that 
there  would  be  an  inherent  variability  in 
amounts  present  in  minimally 
processed  foods. 

In  light  of  these  comments,  the 
agency's  decision  to  drop  the  term 
"complex  carbohydrate"  because  of  the 
lack  of  a  consensus  on  the  meaning  of 
the  term,  and  the  lack  of  methods  for 
reliably  determining  the  amounts 
present,  FDA  has  reassessed  the 
requirement  in  section  403(q)(l)(D)  of 
the  act  to  declare  complex 
carbohydrates.  Section  403(q){2)(B)  of 
the  act  allows  the  Secretary  to 
determine  whether  information  relating 
to  nutrients  specified  in  section 
403{q)(l)(C).  (q){l)(D),  (q)(l)(E),  or 
(q)(2)|A)  of  the  act  is  necessary  to  Assist 
consumers  in  maintaining  healthy 
dietary  practices.  If  not,  the  Secretary 
may  delete  such  nutrients  from  the  list 
of  those  required  to  be  included  in 
nutrition  labeling.  FDA  concludes  that, 
without  a  specific  definition  for 
"complex  carbohydrates."  it  is  not 
possible  to  include  quantitative 
information  in  the  nutrition  label  that 
would  assist  consumers  in  maintaining 
healthy  dietary  practices.  Therefore, 
under  the  provisions  of  section 
403(q)(2)(B)  of  the  act,  FDA  is  deleting 
the  requirement  for  the  listing  "complex 
carbohydrate"  in  the  nutrition  label  and 
is  allowing  for  declaration  of  "other 
carbohydrate"  on  a  voluntary  basis. 

When  "other  carbohydrate"  is  omitted 
from  the  label,  the  declared 
subcomponents  of  total  carbohydrate 
(i.e.,  dietary  fiber  and  sugars)  will  not 
add  up  to  the  value  for  total 
carbohydrate  in  most  foods.  Consumer 
education  programs  should  inform 
interested  persons  that  other  forms  of 
carbohydrate  beyond  those  declared  on 
the  label  are  in  the  food  product.  This 
situation  is  analogous-to  the  fat  category 
where  the  sum  of  saturated, 
polyunsaturated,  and  monounsaturated 


fatty  acids  often  do  not  add  up  to  100 
percent  of  the  value  for  total  fat  because 
trans  fatty  acids  are  not  included  in  the 
definition  of  the  fatty  acids  but  are 
included  in  the  value  for  total  fat. 

G.  Protein 

1.  Quantitative  Protein  Content 

60.  Several  food  manufacturers  agreed 
with  the  proposed  provision  requiring 
that  if  the  protein  in  foods  represented 
or  purported  to  be  for  adults  and 
children  4  or  more  years  of  age  has  a 
protein  digestibility-corrected  amino 
acid  score  (PDCAAS)  of  less  than  20 
percent,  and  if  foods  represented  or 
purported  for  children  below  4  years 
have  a  protein  quality  value  less  than  40 
percent  of  casein,  the  protein  content 
statement  must  be  modified  by  an 
adjacent  statement,  "not  a  significant 
source  of  protein."  regardless  of  the 
actual  amount  of  protein  present. 
However,  other  food  manufacturers 
objected  to  this  provision  of  the 
proposal.  These  comments  argued  that 
the  statement  has  little  value  in  terms  of 
the  total  dietary  protein  intake,  and  that 
there  is  no  evidence  of  protein 
malnutrition  in  this  country.  These 
comments  argued  that,  therefore,  the 
statement  is  unnecessary.  One  food 
manufacturer  stated  that  the  statement 
should  only  be  required  if  a  claim  is 
made.  Another  comment  stated  that  the 
declaration  of  the  percent  of  the  RDI  for 
protein  should  be  required  instead  of 
the  statement. 

FDA  disagrees  with  the  comments 
that  state  the  statement  is  unnecessary. 
Information  on  protein  quantity  alone 
can  be  misleading  on  foods  that  are  of 
low  protein  quality.  As  stated  in  the 
supplementary  proposal,  dietary  protein 
serves  as  a  source  of  essential  and 
nonessential  amino  acids,  the  building 
blocks  of  body  protein.  Because  excess 
amino  acids  are  not  stored  in  the  body, 
humans  need  a  constant  supply  of  good 
.quality  dietary  protein  to  support 
growth  and  development.  The 
determination  of  the  quality  of  a  protein 
is  dependent  upon  the  proportion  and 
availability  of  essential  amino  acids 
(i.e.,  those  amino  acids  that  the  human 
body  cannot  manufacture  but  must 
obtain  through  the  diet)  as  well  as  the 
quantity  of  protein  present.  Foods  that 
contain  proteins  that  are  low  in  one  or 
more  of  the  essential  amino  acids  are 
known  as  incomplete  proteins  and  are 
lower  quality  proteins  than  those  that 
contain  all  the  essential  amino  acids  in 
sufficient  quantities  to  support  growth 
and  development. 

The  agency  believes  that  nutrition 
labeling  must  inform  consumers  when 
the  quality  of  the  protein  is  below 
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minimum  specified  levels.  The  majority 
of  comments  supported  this  position. 
Although  the  agency  agrees  that  protein 
deficiency  is  not  common  in  the  United 
States,  protein  quality  is  still  of  concern 
for  certain  segments  of  the  population, 
such  as  the  very  young  and  the  elderly. 
Accordingly,  the  agency  concludes  that 
nutrition  labeling  must  allow  consumers 
to  readily  identify  foods  with 
particularly  low  quality  protein  to 
prevent  them  from  being  misled  by 
information  wi  only  the  amount  of 
protein  present. 

Nonetheless,  in  the  case  of  foods  for 
adults  and  children  over  1  year  of  age, 
the  agency  agrees  with  the  comment 
that  Uie  percent  of  the  reference  value 
for  protein  (discussed  below)  is  a 
satisfactory  alternative  to  the  statement, 
"not  a  significant  source  of  protein."  to 
allow  consumers  to  readily  identify 
foods  of  low  protein  quality.  However, 
as  discussed  in  the  final  rule  entitled 
"Food  Labeling:  Reference  Daily  Intakes 
and  Daily  Reference  Values"  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  label  reference  value  for 
protein  for  adults  and  children  4  or 
more  years  of  age  has  been  established 
as  a  DRV  rather  than  an  RDI.  As 
discussed  in  that  document,  this  change 
to  a  DRV  is  necessary  because  the 
agency  is  no  longer  basing  the  label 
reference  value  for  protein  for  this  group 
on  the  Recommended  Dietary 
Allowances  for  protein.  Rather,  they  are 
now  being  based  on  percent  of  calories. 
However,  because  FDA  did  not  propose 
DRVs  for  infants,  children  less  than  4 
years  of  age.  pregnant  women,  and 
lactating  women,  the  protein  label 
reference  values  for  these  groups  remain 
as  RDI's. 

Accordingly,  the  agency  is  amending 
§  101.9(c)(B).  redesignated  as 
§  101.9(cM7).  to  permit  the  optional 
declaration  of  percent  of  the  DRV  or  RDI 
for  protein,  as  appropriate,  expressed  as 
"Percent  Daily  Value."  in  lieu  of  the 
statement  "not  a  significant  source  of 
protein"  when  the  food  is  represented 
or  purported  to  be  for  use  by  adults  and 
children  4  or  more  years  of  age  and  the 
protein  quality  value  is  a  PDCAAS  of 
less  than  20  expressed  as  a  percent,  or 
when  the  food  is  represented  or 
purported  to  be  for  use  by  children 
under  4  years  of  age  and  the  protein 
quality  value  is  a  PDCAAS  of  less  than 
40  expressed  as  a  percent. 

FDA  is  not  requiring  declaration  of 
percent  DRV  or  RDI  for  protein  instead 
of  the  subject  statement,  as  requested  in 
the  comment,  because  of  cost 
considerations.  If  a  manufacturer  is 
aware  that  the  protein  in  a  particular 
food  product  represented  or  purported 
to  be  for  adults  and  children  4  or  more 


years  of  age  has  a  PDCAAS  of  less  than 
20  percent,  or  that  the  protein  in  a  food 
represented  or  purported  for  children 
below  4  years  has  a  protein  quality 
value  less  than  40  percent  of  casein,  and 
the  manufacturer  does  not  want  to  go  to 
the  expense  of  determining  the  precise 
percent  of  the  label  reference  value 
present  in  the  food,  the  agency  has  no 
objection  to  the  use  of  the  statement 
"not  a  significant  source  of  protein." 

In  conjunction  with  this  change,  FDA 
is  making  a  parallel  modification  in 
propos^§  101.9(c)(8)(i),  redesignated 
as  §  101.9(c)(7)(i),  by  deleting  the 
prohibition  on  the  declaration  of 
percent  of  the  RDI  for  protein  on  foods 
represented  or  purported  to  be  for  use 
by  adults  and  children  4  or  more  years 
of  age  with  a  PDCAAS  of  less  than  20 
percent,  or  on  foods  represented  or 
purported  to  be  for  use  by  children 
under  4  years  of  age  with  a  protein 
quality  value  of  less  than  40  percent  of 
the  reference  standard.  That  prohibition 
is  no  longer  necessary  because  the 
PDCAAS  method  for  assessing  protein 
quality  is  more  exact  in  (neasuring  the 
protein  quality  for  humans  one  year  of 
age  and  above  than  the  protein 
efficiency  ratio  (PER)  which  was 
previously  used  for  all  age  groups. 
Because  the  PER  is  being  retained  to 
measure  protein  quality  for  infant  foods. 
FDA  has  retained  this  prohibition  for 
declarations  on  foods  represented  or 
purported  to  be  for  use  by  infants  with 
a  protein  quality  value  of  less  than  40 
percent  of  the  reference  standard  of 
casein. 

61.  One  comment  requested  that  the 
food-specific  conversion  factors  used  by 
AOAC.  and  permitted  in  proposed 
§  101.9(c)(8),  to  convert  amounts  of 
nitrogen  to  protein  content  should  be 
allowed  in  calculating  the  PDCAAS 
whenever  such  factors  are  available.  The 
comment  stated  that  in  some  cases  (e.g., 
peanut  butter)  the  amino  acid  score 
used  in  calculating  the  PDCAAS  is 
artificially  reduced  when  a  conversion 
factor  of  6.25  must  to  be  used  to 
calculate  protein  content  rather  than  a 
food-specific  conversion  factor. 

FDA  agrees  that  there  is  an 
inconsistency  in  proposed  §  101.9(c)(8) 
pertaining  to  the  factors  for  converting 
g  of  nitrogen  to  g  of  protein  when 
calculating  protein  content  and  when 
calculating  the  PDCAAS.  While  the 
method  for  calculating  the  PDCAAS 
described  in  the  Report  of  the  Joint 
Federation  of  Agriculture  Organization 
and  the  World  Health  Organization 
(FAO/WHO)  Consultation  (Ref.  8) 
specifies  a  conversion  factor  of  6.25  (i.e.. 
g  of  nitrogen  x  6.25  =  g  of  protein),  the 
agency  finds  it  appropriate  to  use  more 
specific  conversion  factors  for  those 


foods  where  the  official  AOAC 
procedures  require  them.  Therefore,  to 
allow  for  consistent  methods  of 
calculating  g  of  protein,  the  agency  is 
modifying  §  101.9(c)(7)(ii)  to  state  that 
food-specific  conversion  factors 
required  by  the  AOAC  are  to  be  used 
when  calculating  the  PDCAAS. 

2.  Protein  Content  as  a  Percentage  of  the 
RDI/DRV 

62.  Several  comments  opposed  the 
voluntary  (in  the  absence  of  a  claim) 
declaration  of  protein  as  percent  of  the 
RDI  on  the  labels  of  foods  intended  for 
adults  and  children  4  or  more  years  of 
age.  The  comments  contended  that 
mandatory  declaration  of  protein  as 
percent  RDI  for  all  groups  would 
provide  the  consumer  with  information 
on  how  amino  acid  and  protein  needs 
are  met  and  would  assist  consumers  in 
appreciating  that  protein  is  an  important 
part  of  the  diet. 

FDA  disagrees  with  these  comments. 
In  the  preamble  of  the  mandatory 
nutrition  labeling  proposal,  FDA  stated 
that  current  evidence  suggests  that  the 
diet  typically  consumed  in  the  United 
States  provides  for  an  adequate  protein 
intake  of  sufficiently  high  biological 
quality  to  meet  the  nutritional  needs  of 
adults  and  children  4  or  more  years  of 
age  (55  FR  29487  at  29499).  Because 
protein  intakes  generally  are  adequate 
and  not  a  public  health  concern  for  this 
population  group,  FDA  finds  that  the 
additional  costs  associated  with 
determination  of  the  PDCAAS,  which 
are  necessary  to  calculate  the  percent  of 
the  DRV  for  protein,  are  not  warranted 
on  foods  for  this  group  unless  protein 
claims  are  made.  Therefore,  while 
declaration  of  the  quantitative  amount 
of  protein  will  continue  to  be  required 
on  all  foods,  §  101.9(c)(7)(i)  allows 
voluntary  declaration  of  the  percent  of 
the  DRV  for  protein,  expressed  as 
"Percent  Daily  Value,"  for  foods 
intended  for  adults  and  children  4  or 
more  years  of  age  unless  a  protein  claim 
is  made  for  the  product. 

63.  Two  baby  food  manufacturers 
suggested  that  the  protein  content 
expressed  as  percent  of  the  RDI  for 
protein  should  be  voluntary  for  all 
foods,  including  those  for  infants  and 
children  less  than  four  years  of  age. 
unless  the  food  is  infant  formula  or  a 
protein  claim  is  made.  The  comments 
stated  that  data  show  that  breast  or  cow 
milk  and  formula  are  the  main 
contributors  of  protein  during  the  first 
18  months,  and  that  other  foods  are  not 
sole  sources  of  protein  for  infants  above 
4  months.  One  manufacturer  provided 
survey  data  on  the  protein  intake  of 
children  2  to  18  months  of  age.  The 
comments  also  stated  that  recent 
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evidence  shows  that  the  protein  intake 
of  children  1  to  4  years  of  age  is  100 
percent  of  the  RDI,  that  nutrition 
information  expressed  as  percent  of  the 
RDI  would  not  be  helpful  to  the  parents, 
and  that  the  requirement  is  burdfinsome. 
Other  comments  supported  mandatory 
declaration  of  protein  content  expressed 
as  percent  of  the  RDI  for  children  less 
than  4  years  of  age. 

FDA  rejects  the  suggestion  that 
protein  content  expressed  as  the  percent 
of  the  RDI  should  be  voluntary  for  foods 
specifically  intended  for  infants  and 
children  under  4  years  of  age.  As  noted 
in  the'preamble  of  the  mandatory 
nutrition  labeling  proposal,  mandatory 
declaration  of  the  percent  RDI  is 
warranted  for  this  age  group  because  of 
the  importance  of  protein  quality  in 
diets  derived  from  a  limited  number  of 
foods  (55  FR  29487  at  29499).  FDA 
acknowledges  that  breast  or  cow  milk 
and  formula  are  the  major  sources  of 
protuin  during  the  first  18  months. 
However,  as  seen  in  the  data  provided 
in  the  comment,  foods  specifically 
intended  for  infants  and  young  children, 
other  than  infant  formula,  do  make  a 
significant  contribution  to  total  protein 
intake.  For  example,  at  6  to  7  months  of 
age,  infants  are  receiving  approximately 
one-third  of  the  total  protein  intake  from 
baby  foods  (Ret  52). 

Tne  agency  recognizes  that  required 
declaration  of  the  percent  of  the  RDI  for 
protein  for  foods  for  infants  and 
children  less  than  4  years  of  age 
presents  a  burden  to  manufacturers. 
'  IloweVer,  protein  nutriture  is  critical 
during  this  period  of  life  which  is 
marked  by  rapid  growth  and 
development  Both  protein  quantity  and 
quality  are  major  factors  in  the 
utilization  of  protein.  Because  of  the 
importance  of  adequate  high  quality 
protein  in  the  diets  of  infants  and  young 
children.  FDA  conisiders  the  declaration 
of  percent  of  the  RDI  for  protein 
necessary.  Moreover,  with  the 
information  on  digestibility  the  agency 
is  providing  in  appendix  B  (see 
comment  66  in  this  document), 
declaring  the  percent  of  the  RDI  for 
protein  should  not  be  overly  costly  or 
difficult. 

64.  Several  comments  suggested  the 
use  of  a  system  similar  to  the  current 
approach  of  expressing  the  percent  of 
the  U.S.  RDA  for  protein. 
Recommendations  were  made  for  the 
use  of  a  single  RDI  or  two  RDI's  (i.e.,  an 
RDI  for  proteins  of  high  quality  and 
another  RDI  for  those  of  low  quality)  to 
calculate  the  percent  RDI  as  long  as  the 
food  is  not  intended  for  infants  and 
toddlers.  Three  baby  food  manufacturers 
favored  establishment  of  specific  low 
and  high  protein  quality-based  RDI's  to 


calculate  the  percent  RDI  for  foods 
intended  for  infants. 

FDA  disagrees  with  the  use  of  a 
system  similar  to  the  current  approach 
of  expressing  protein  as  percent  U.S. 
RDA.  The  use  of  breakpoints,  as  found 
in  the  existing  regulation,  creates 
artificial  differences  in  apparent  protein 
nutritive  values  of  some  foods  when 
significant  differences  do  not  exist. 

3.  Protein  Quality 

65.  One  comment  questioned  FDA's 
authority  to  change  the  proposed 
protein  quality  methodology.  The 
comment  contended  that  the  1990 
amendments  did  not  require  a  change  in 
methodology,  and  that  the  proposal 
must  be  reevaluated  pursuant  to 
President  Bush's  directive  in  his  State  of 
the  Union  address  on  January  28. 1992. 
and  set  forth  in  his  memorandum  on 
Reducing  the  Burden  of  Government 
Regulations  {Ref.  53). 

FDA  stated  in  the  supplementary 
proposal  that  while  not  directed  to  do 
so  by  the  1990  amendments,  it  was 
proposing  to  modify  the  approach  for 
determination  of  protein  quality  in  the 
mandatory  nutrition  labeling  proposal. 
The  agency  did  so  in  response  to  a 
citizen's  petition  submitted  by  Protein 
Technologies  International  Inc.  (Docket 
No.  90P-0052).  requesting  that  the 
agency  accept  an  amino  acid  method 
that  is  corrected  for  digestibility  as  an 
alternative  method  for  evaluating 
protein  quality.  FDA  tentatively  decided 
that  the  petition  had  merit,  and  that 
some  of  the  concepts  in  the  petition 
should  be  integrated  into  the 
rulemaking  since  protein  quality  is  an 
important  part  of  nutrition  labeling.  The 
agency  has  the  authority  under  sections 
201(n)  of  the  act  (21  U.S.Q  321(n),  403 
(a)  and  (q)  of  the  act,  and  701(a)  of  the 
act  (21  U.S.C.  371(a))  to  modify  the 
original  proposed  protein  quality 
methodology  to  reflect  expanding 
scientific  knowledge.  This  final  rule 
represents  the  final  disposition  of  the 
subject  petition. 

66.  Several  comments  commended 
the  agency  for  acceptance  of  the 
PDCAAS  method  for  assessing  the 
protein  quality  of  foods  for  regulatory 
purposes.  Conunents  stated  that  the 
PDCAAS  method  was  entirely 
appropriate  and  consistent  with  the 
FAO/WHO  Consultation  on  protein 
quality  evaluation  (Ref.  8).  Other 
comments  from  food  manufacturers  and 
a  trade  association  conditionally 
supported  the  PDCAAS  method.  Several 
comments  recommended  that  PDCAAS 
not  be  used  as  the  sole  method  for 
measuring  protein  quality  of  foods 
intended  for  adults  and  children  4  or 
more  years  of  age  until  more  technical 


knowledge  on  the  amino  acid  reference 
pattern  and  methodology  is  gained,  and 
until  manufacturers  gain  more  practical 
experience  in  its  application  across  a 
broad  spectrum  of  foods.  Two 
comments  stated  that  compliance 
problems  necessitate  a  transition  period 
of  2  to  5  years  to  ease  the  logistical  and 
economic  burdens.  Several  ccmments 
supported  the  method  but 
recommended  that  the  current  PER 
method  also  be  permitted. 

One  manufacturer  recommended:  (1) 
Manufacturers  be  permitted  to  use 
oalculated  PDCAAS  values  for  common^ 
foods  and  food  ingredients;  (2)  that  FDA 
issue  a  list  of  estimated  digestibility 
values  and  PDCAAS  values  for  major 
foodstuffs  and  ingredients  before  issuing 
the  final  regulation;  and  (3)  that  FDA 
convene  an  expert  group  to  produce  a 
data  base  on  digestibilities  and  PDCAAS 
values  and  to  make  provision  to  update 
such  a  list. 

Another  manufactuxer  requested  that 
FDA  allow  any  valid  methodology  for 
determining  protein  quality  for  adults 
and  children  more  than  1  year  of  age. 

FDA  disagrees  with  the 
recommendations  that  the  PDCAAS 
method  not  be  used  as  the  sole  method 
until  more  technical  and  practical 
knowledge  is  gained  on  its  application 
to  a  broad  spectrum  of  foods  and 
disagrees  that  a  transition  period  is 
needed.  FDA  advises  that  since  most 
food  products  in  the  market  place  are 
intended  for  adults  and  children  above 
4  years  of  age,  on  which  the  declaration 
of  percent  DRV  of  protein  is  voluntary, 
a  delay  in  the  implementation  of  the 
PDCAAS  as  the  sole  method  is  not 
necessary. 

The  agency  also  rejects  the 
recommendation  that  the  PER  method 
continue  to  be  permitted  for  foods  for 
adults  and  children  1  or  more  years  of 
age  as  an  option  to  the  PDCAAS  method 
for  the  following  reasons:  (1)  The 
PDCAAS  is  based  on  human  amino  acid 
requirements  and.  therefore,  is 
inherently  more  appropriate  for 
evaluating  the  protein  content  of  fooda 
intended  for  human  consumption  than 
the  PER  which  is  based  on  the  amino 
acid  requirements  of  the  rat  (Ref  8),  (2) 
the  PDCAAS  method  is  recommended 
for  regulatory  purposes  by  a  recognized 
international  organization  experienced 
in  establishing  such  standards  (Ref.  8). 
and  (3)  values  obtained  by  the  two 
methods  differ  so  that  their 
simultaneous  use  on  different  foods 
would  not  allow  for  comparison  of  food 
products. 

FDA  considered  the  recommendation 
that  manufacturers  be  permitted  to 
calculate  PDCAAS  values.  The  two 
pieces  of  information  that  ate  needea  tor 
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this  calculation  are  the  amino  acid 
content  and  the  digestibihty  of  the  food. 
FDA  has  concluded  that  current 
representative  amino  acid  data  hoses  on 
raw  and  processed  food  products  are  not 
sufficiently  reliable  to  allow  for 
calculated  PDCAAS  values.  Current  data 
bases  often  lack  information  on  key 
essential  amino  acids,  and  the 
information  that  is  there  was  often 
obtained  using  methodology  that  is  now 
outdated.' In  addition,  food  processing, 
i.e.,  the  chemical,  biological,  or  physical 
treatment  of  foods,  can  reduce  the 
amino  acid  content  of  the  food,  so  that 
only  data  from  a  food  that  underwent 
similar  processing  or  treatment  should 
be  utilized  in  calculating  the  PDCAAS. 
In  time,  the  agency  believes  it  will  be 
possible  to  calculate  PDCAAS  values 
using  representative  amino  acid  data 
backed  by  periodic  analytical  spot 
checks,  but,  at  the  current  time,  more 
and  better  data  are  needed. 

FDA  does  agree,  however,  that  a  data 
base  on  digestibility  values  could  be  of 
assistance  in  implementing  the 
PDCAAS  method  and  in  reducing  the 
expense  of  implementing  this  new 
methodology  by  eliminating  the  need 
for  a  bioassay.  Therefore,  FDA  is 
providing  a  limited  data  base  on 
published  true  digestibility  values 
(determined  using  humans  and  rats)  of 
commonly  used  foods  and  food 
ingredients,  which  manufacturers  may 
use  to  calculate  the  PDCAAS  for  food 
products.  The  agency  has  decided  not  to 
publish  the  digestibility  values  in  the 
Code  of  Federal  Regulation  at  this  time 
because  the  values  are  interim  and 
subject  to  change  on  a  frequent  basis. 
The  data  base  is  being  published  in 
Appendix  B  to  this  document  and  is 
also  available  h-om  the  Division  of 
Nutrition,  Center  for  Food  Safety  and 
Applied  Nutrition  (HFF-260),  Food  and 
Drug  Administration,  200  C  St.  SVV., 
Washington,  DC  20204.      ' 

Appendix  B  lists  foods  from  nine 
major  food  groups.  In  the  development 
of  this  data  base,  the  agency  examined 
scientific  data  that  included  reports  by 
national  and  international 
organizations,  review  articles  and  other 
scientific  articles.  In  examining  the  data, 
FDA  first  considered  true  digestibility 
values  of  protein  foods  obtained  using 
adult  subjects,  followed  by  data  using 
the  rat  as  an  animal  model.  The  agency 
did  not  consider  digestibility  data 
obtained  using  in  vitro  methods  or  other 
animal  species.  Comparative  reviews  of 
digestibility  of  some  protein  using 
humans  and  the  rat  model  suggest  that 
the  true  digestibility  of  a  variety  of  foods 
is  similar  in  humans  and  rats. 

There  are  gaps  in  knowledge  of  the 
digestibility  of  protein  in  common  food 


sources.  Therefore,  the  data  in 
Appendix  B  of  this  document  are 
tentative.  FDA  believes  that  with  the 
implementation  of  this  regulation,  better 
data  will  be  forthcoming,  and  that,  in 
due  course,  it  will  be  able  to  revise  the 
data  base.  The  agency  encourages 
industry  to  submit  additional  data  to 
enable  FDA  to  expand  the  assortment  of 
foods  included  in  the  data  base  and  to 
update  current  data. 

FDA  concludes  that  it  would  be 
premature  to  convene  an  expert  group  to 
develop  a  data  base  on  digestibilities 
and  PDCAAS  values.  There  is  a  need  to 
allow  time  for  the  compilation  of 
reliable  data  based  on  digestibility  and 
amino  acid  analyses  obtained  by  the 
methods  specified  in  this  regulation. 
FDA  will  reconsider  the  idea  of 
convening  of  an  expert  group  on  protein 
quality  as  such  data  become  available. 

The  agency  advises  that 
manufacturers  are  not  precluded  from 
using  other  analytical  methods  for  their 
own  quality  control  purposes  as  long  as 
they  assure  themselves  that  such 
unofficial  methods  compare  adequately 
with  the  official  methods.  For 
compliance  purposes  the  methods 
specified  in  the  regulation  will  be  used 
by  FDA. 

67.  Several  comments  recommended 
that  the  proposed  new  method 
(PDCAAS)  for  the  evaluation  of  protein 
quality  be  eliminated  from  the 
regulation.  Some  comments  stated  that 
the  PDCAAS  method  will  not  provide 
flexibility  and  will  be  unnecessarily 
burdensome  and  expensive,  because  it 
requires  that  digestibility  and  amino 
acid  analysis  be  performed  on  every 
product  for  which  a  declaration  of  the 
percent  of  the  RDI  for  protein  is  made. 
One  comment  stated  that  foods  are  often 
reformulated,  creating  an  ongoing  cost. 
Several  comments  expressed  concern 
that,  because  of  the  costs,  the  PDCAAS 
could  have  unintended  negative  effects 
on  the  competitive  position  of  smaller 
companies  and  on  the  willingness  of 
manufacturers  to  provide  complete 
nutrition  information  to  the  consumer. 

A  few  comments  argued  that  for  some 
foods,  the  PDCAAS  will  result  in  lower 
values  being  declared  for  the  percent  of 
the  RDI  than  current  methodologies 
using  the  PER,  and  that  this  will  effect 
the  ability  of  the  foods  to  make  claims 
about  protein  content.  Another 
manufacturer  opposed  the  change  to 
new  methodology  and  commented  that 
the  PDCAAS  methodology  should  be 
reviewed  and  scrutinized  by  the  AOAC 
before  application. 

FDA  does  not  agree  that  the  PDCAAS 
should  be  eliminated.  FD.A  wishes  to 
clarify  that  declaration  of  the  percent 
DRV  for  protein  (which  uses  the 


PDCAAS  method)  is  voluntary  for  foods 
intended  for  adults  and  children  4  or 
more  years  of  age  unless  a  protein  claim 
is  made  for  the  product.  Therefore,  for 
this  age  group,  the  burden  and  expense 
of  the  PDCAAS  method  are  voluntarily 
assumed  by  the  manufacturer. 

FDA  acknowledged  in  the  preceding 
comment  that  values  obtained  for 
percent  of  label  reference  value  differ 
when  calculated  using  the  PDCAAS 
rather  than  the  PER.  However,  the 
PDCAAS,  based  on  human 
requirements,  is  inherently  more 
appropriate  for  assessing  protein  quality 
of  foods  intended  for  human 
consumption  than  the  PER  which  is 
based  on  the  amino  acid  requirements  of 
the  rat  (Ref.  8).  Accordingly,  label 
claims  based  on  these  values  will  more 
accurately  describe  the  role  of  the  j 
protein  product  in  meeting  human  ' 
nutrition  requirements. 

FDA  advises  that  the  analytical 
methodologies  for  amino  acid  analyses 
involved  in  the  calculation  of  the 
PDCAAS  method  have  undergone 
collaborative  studies  and  have  been 
published  in  the  Journal  of  the 
Association  of  Official  Analytical 
Chemists. 

68.  One  comment  expressed 
uncertainty  about  the  proposed  amino 
acid  scoring  pattern  used  in  calculating 
the  PDCAAS  and  stated  that  the  WHO/ 
FAO  recommended  further  research  to 
confirm  the  currently  accepted  values  of 
preschool  children. 

FDA  acknowledges  that  the  WHO/ 
FAO  Consultation  (Ref.  8) 
recommended  further  research  on  the 
proposed  scoring  pattern  to  confirm  and 
reinforce  the  existing  information.  The 
Consultation  concluded,  however,  that 
the  proposed  scoring  pattern  is  robust 
and  represents  the  best  available 
estimate  of  indispensable  amino  acids 
for  this  age  group.  Because  of  the  high 
protein  requirements  of  the  preschool 
age  group  for  adequate  growth  and 
development,  protein  foods  and  diets 
with  an  amino  acid  pattern  that 
effectively  meets  the  needs  of  the 
preschool  child  will  adequately  meet 
the  needs  of  older  children  and  adults, 
whereas  the  reverse  may  not  be  true 
(Ref.  10).  Therefore,  FDA  concludes  that 
the  proposed  amino  acid  scoring  pattern 
for  preschool  age  children  is  at  present 
the  mo.st  suitable  pattern  for  use  in  the 
evaluation  of  dietary  protein  quality  for 
all  age  groups,  except  infants. 

69.  Comments  agreed  that  the  amino 
acid  pattern  for  1  to  4  year  old  children 
should  be  the  same  as  the  amino  acid 
reference  pattern  for  2  to  5  year  old 
children  when  calculating  the  PDCA.*.S. 
According  to  the  data  presented  in  the 
comments:  (1)  There  is  httle  difference 
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in  the  portion  of  protein  tiui  amino 
acids  needed  for  maintenance  and 
growth  between  the  two  age  groups:  (2) 
there  is  no  sound  nutrition  rationale  for 
using  70  percent  of  casein  as  the 
reference  standard  for  1  to  3  year  old 
children  as  recommended  by  the  Codex 
Committee  on  Nutrition  and  Foods  for 
Special  Dietary  Uses  (Ref  10a);  and  (3) 
there  is  no  evidence  that  the  pattern  of 
intake  of  amino  adds  for  1  to  3  year  old 
children  differs  from,  or  that  the  pattern 
is  inadequate  compared  to,  the  pattern 
for  2  to  5  year  old  children.  The 
comments  also  confirmed  that  there  is 
sufficient  overlap  between  the  age 
groups  to  render  one  standard  adequate. 

In  the  preamble  to  the  supplementary 
proposal.  FDA  specifically  requested 
comments  on  the  inconsistency  between 
the  FAO/WHO  and  the  Codex 
Committee  on  Nutrition  and  Foods  for 
Special  Dietary  Uses  standards  for  the 
protein  quality  of  foods  intended  for 
children  1  to  3  years  old.  The  data 
presented  in  the  comments  (Refs.  54  and 
55)  supported  the  agency's  tentative 
conclusion  to  use  the  amino  acid 
scoring  pattern  for  preschool  2  to  5  year 
old  children  for  determining  the 
PDCAAS  of  foods  intended  for  children 
over  1  year  of  age.  Therefore,  the  agency 
is  maintaining  the  requirement  in 
§  101.9(c)(7)  that  the  PDCAAS  be  used 
to  measure  protein  quality  in  foods  for 
children  above  1  year  of  age. 
.  However,  the  agency  inappropriately 
left  a  parenthetical  notation  in  proposed 
§  101.9(c)(8)  that  indicated  that  casein 
was  to  be  used  as  the  reference  standard 
for  determining  the  PDCAAS  for 
children  greater  than  1  but  less  than  4 
years  of  age.  Because  by  definition  the 
PDCAAS  uses  an  amino  acid  scoring 
pattern  based  on  human  requirements  as 
the  standard,  the^egency  has  modified 
proposed  §  lO1.0'(cK8),  redesignated  as 
§  101.9(c)(7).  to  lemove  the  reference  to 
casein  for  that  age  group. 

70.  Two  comnumts  disagreed  with 
retaining  the  PER  iipethod  and  the  casein 
standard  for  assessing  protein  quality 
for  infants.  The  comments  asserted  tliat 
the  requirement  was  not  consistent  with 
the  FAO/WHO  Consultation 
recommendation  for  the  use  of  the 
amino  acid  pattern  of  breast  milk  for 
this  age  group. 

FDA  acknowledges  that  the  FAO/ 
WHO  Consultation  (Ref.  8) 
recommended  that  the  amino  acid 
composition  of  human  breast  milk 
should  be  the  basis  of  the  scoring 
pattern  to  evaluate  protein  quality  in 
foods  for  infants  under  the  age  of  one. 
However,  in  the  same  document,  the 
Consultation  stated  that  further  data  on 
the  amino  acid  profile  of  human  breast 
n.ilk  using  standardized  methods  of 


analysis  tre  required  to  confirm  the 
pattern  for  calculating  the  diemical 
score  of  infant  formubs  (Ref.  8). 

Because  of  the  uncertainties 
expressed  in  the  FAO/WHO  report  (Ref. 
8)  and  the  inconsistencies  in  reported 
amino  add  patterns  of  human  breast 
milk  (ReL  56).  the  agency  finds  that  it 
is  premature  to  use  the  FAO/WHO 
reference  pattern  for  infants,  espedally 
since  this  population  group  relies  on 
relatively  £bw  foods  for  nutrients.  Until 
further  data  become  available,  the  safer 
course  is  to  continue  to  use  the  current 
PER  method  using  casein  as  a  standard. 
When  more  data  become  available,  FDA 
would  be  willing  to  reconsider  this 
position  in  response  to  a  petition. 

71.  A  few  comments  stated  that  the 
use  of  the  PDCAAS  will  understate  the 
biological  quality  of  vegetable  proteins 
consumed  in  a  mixed  diet.  Another 
comment  requested  that  FDA  provide 
manufactures  with  ways  to 
communicate  the  complementary  nature 
of  different  proteins  fit>m  different 
sources. 

FDA  agrees  that  use  of  the  PDCAAS 
does  not  indicate  the  value  of  individual 
proteins  consumed  as  part  of  a  mixed 
diet.  However,  this  is  true  with  any 
method  used  to  measure  quality  of 
proteins  in  individual  foods.  The 
calculation  of  the  corrected  amount  of 
protein  of  a  food  does  not  take  into 
account  the  complementary  potential  of 
the  food  in  a  mixed  diet,  i.e..  how  a  food 
rich  in  a  particular  essential  amino  acid 
can  "complement"  a  food  low  in  that 
amino  add  to  result  in  a  total  diet  that 
provides  sufficient  amounts  of  the 
amino  add.  What  the  method  does  is 
allow  for  a  greater  awareness  of  the 
value  of  protein  sources  when 
consumed  alone. 

While  FDA  acknowledges  that  more 
consumer  education  would  be  helpful 
on  the  complementary  effeds  of 
individual  foods  in  mixed  diets, 
providing  such  information  is  beyond 
the  scope  of  nutrition  labeling.  Space 
limitations  within  the  nutrition  label 
generally  prevent  the  addition  of 
information  to  communicate  the 
compfementary  nature  of  different 
proteins.  However,  FDA  advises  that  the 
regulation  does  provide  in  §  101.9(e)  for 
the  voluntary  inclusion  of  a  second 
column  to  declare  the  nutrient  content 
■  of  common  combinations  of  foods  (e.g.. 
milk  and  cereal,  peanut  butter  and 
bread).  It  would  be  possible  to  declare 
in  this  column  the  percent  of  the  DRV 
or  RDI  for  protein,  as  appropriate,  for 
the  combination  of  foods.  Also,  the 
manufacturer  may  include 
nonmisleading  statements  about  the 
complementary  nature  of  protein 


sources  in  materials  outside  the 
nutrition  label 

72.  Several  comments  expressed 
concern  over  the  amino  add  analytical 
methodology  and  urged  that  high 
performance  liquid  chromatography 
(HPLC)  technology  be  incorporated  into 
the  methodology,  and  that  hydrolysis 
time  be  tailored  for  specific  foods.  One 
comment  suggested  that  FDA  appraise 
the  use  of  plasma  aminograms  as 
indicators  of  protein  quality. 

FDA  agrees  that  the  HPLC  technology 
should  be  incorporated  into  the  suitable 
methodology  for  amino  acid  analyses.  In 
the  preamble  of  the  supplementary 
proposal,  the  agency  stated  that  the 
analytical  methodology  for  PDCAAS  is 
described  in  the  Report  of  the  Joint 
FAO/WHO  Consultation,  section  5.4.1 
(Ref.  8).  The  analytical  methodology 
includes  HPLC  and  provides  flexibility 
in  the  hydrolysis  of  spedfic  foods. 

The  agency  has  evaluated  the  merits 
of  using  plasma  aminograms  for  protein 
quality  evaluation.  FDA  believes  that 
the  method  is  not  appropriate  for  this 
purpose.  Current  methodologies  using 
plasma  amino  adds  for  predicting  the 
protein  quality  of  foods  are  highly 
variable,  nonslandardized,  and 
expensi\'e.  Consequently,  it  is  not 
pradical  on  a  routine  basis  to  condud 
tests  using  plasma  amino  add  changes 
in  humans  as  a  basis  for  estimating 
protein  quality. 

73.  One  comment  requested 
information  on  bow  to  implement  the 
PDCAAS  method  and  on  whether 
commercial  testing  laboratories  have  the 
necessary  capabilities  to  determine  the 
PIX:AAS  value. 

FDA  advises  that  the  methods  for 
determining  a  food  product's  PDCAAS 
is  found  in  "Protein  Quality  Eval'«ation. 
.Report  of  a  Joint  FAO/WHO  Expe.-^ 
Consultation"  which  is  being 
incorporated  by  reference  into  the  final 
rule.  As  stated  in  §  101.9(c)(7)(ii).  this 
report  is  available  from  the  Division  of 
Nutrition.  Center  for  Food  Safety  and 
Applied  Nutrition  (HFF-260).  Food  and 
Drug  Administration.  200  C  St.  SW., 
Washington.  DC  20204,  or  is  available 
for  inspection  at  the  Office  of  the 
Federal  Register,  800  North  Capitol  St. 
NW.,  suite  700.  Washington.  DC.  To 
assist  persons  in  using  this  report.  FDA 
has  modified  §  101.9(c)(7)(ii)  to  add  the 
specific  sections  of  the  FAO/WHO 
report  in  whidi  the  methodology  is 
found.  These  sections  are  5.4.1,  7.2.1. 
and  8.00. 

For  those  foods  for  which  the 
digestibility  fadors  are  known  and 
found  in  FDA's  interim  data  base, 
commercial  testing  laboratories  will  t>e 
able  to  calculate  the  PDCAAS  after 
running  an  amino  add  analysis  as 
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described  in  the  FAOAVHO  report, 
section  8.00  (Ref.  8).  The  equipment 
necessary  for  amino  acid  analyses  is 
commonly  used  by  commercial 
laboratories  and  should  be  widely 
available. 

For  those  foods  for  which  the 
digestibility  factor  is  not  known, 
digestibility  values  must  be  determined 
in  laboratories  according  to  methods  in 
the  FAO/WHO  Report,  sections  7.2.1 
and  8  00  (Ref.  8). 

74.  A  comment  noted  that  the  agency 
had  not  specified  increments  for 
reporting  the  "Percent  Daily  Value"'  for 
protein  as  had  been  done  in  proposed 

§  101.g(c)(11)(iii)  for  reporting  the 
"Percent  Daily  Value"  for  vitamins  and 
minerals. 

FDA  acknowledges  the  oversight  and 
is  modifying  §  101.9(c)(7)(i)  by 
specifying  thai  the  "Percent  Daily 
Value"  for  protein  is  to  be  declared  to 
the  nearest  whole  percent  as  it  is  for  fat 
and  carbohydrate  in  §  101.9(d)(7)(ii). 

4.  Conclusion 

In  all  other  respects,  §  101  9(c)(8). 
redesignated  as  §  101.9(c)(7),  remains 
unchanged  except  that  §  101.9(c){7)(iii) 
has  been  reserveid  in  this  document. 
That  paragraph  is  included  in  the 
companion  document  entitled  "Food 
Labeling:  Reference  Daily  Intakes  and 
Daily  Reference  Values"  published 
elsewhere  in  this  issue  of  the  Federal 
Register  in  which  the  DRV  for  protein 
for  adults  and  children  over  4  years  of 
age  and  the  RDI  for  protein  for  infants, 
children  less  than  4  years  of  age. 
pregnant  women,  and  lactating  women 
are  established. 

H.  Vitamins  and  Minerals 

75.  Retaining  the  requirement  for 
mandatory  listing  of  vitamin  A.  vitamin 
C,  calcium,  and  iron  on  the  food  label 
was  supported  by  a  large  number  of 
comments  representing  a  broad 
spectrum  of  consumers  and  consumer 
organizations,  public  health 
organizations,  health  care  professionals, 
industry  representatives,  and  trade 
associations.  These  comments  agreed 
with  the  rationale  stated  in  the  proposal 
for  continuing  the  mandatory 
declaration  of  these  nutrients  in 
nutrition  labeling. 

There  were,  however,  some  comments 
that  did  not  support  the  mandatory 
listing  of  these  nutrients.  Some 
comments  suggested  that  vitamin  A  and 
vitamin  C  should  not  be  mandatory  but 
should  be  allowed  on  the  food  label  on 
a  voluntary  basis.  One  comment 
questioned  whether  inadequate  intake 
of  these  vitamins  is  a  public  health 
issue,  noting  that  some  milk  is  fortified 
with  vitamin  A  and  stating  the  belief 


that  consumers  are  aware  that  citrus 
fruits  are  sources  of  vitamin  C.  One 
comment  noted  that  the  lOM  report 
(Ref.  1)  recommends  that  vitamin  A  and 
vitamin  C  should  be  allowed  on  the 
food  label  rather  than  required. 
Additionally,  a  few  comments 
recommended  voluntary  rather  than 
mandatory  declaration  of  calcium  and 
iron. 

In  view  of  the  strong  support  for  the 
mandatory  listing  of  vitamin  A,  vitamin 
C.  calcium,  and  iron  on  the  food  label, 
and  in  the  absence  of  strong  opposition 
to  the  agency's  proposal  to  require  the 
listing  of  these  nutrients  on  the  label. 
FDA  is  not  persuaded  that  voluntary 
listing  of  these  nutrients  is  desirable  and 
in  the  interest  of  the  public  health. 
While  the  lOM  report  does  suggest  that 
vitamin  A  and  vitamin  C  could  be 
allowed,  rather  than  required,  on  the 
food  label,  it  identifies  vitamin  A  and 
vitamin  C  as  potential  public  heahh 
issues  and  states  that  certain 
subpopulations  are  still  at  risk  for 
deficiencies  of  these  vitamins  (Ref  1). 
The  report  states  that  inadequate  dietary 
intake  of  vitamin  A  is  found  in  children 
under  5  years  of  age,  and  that  two 
segments  of  the  population  are  at  risk 
for  vitamin  C  deficiency  (infants  fed 
cow's  milk  exclusively  and  elderly 
individuals  on  inadequate  diets). 

FDA  continues  to  believe  that  public 
heahh  concerns  exist  for  vitamin  A  in 
these  at-risk  groups  and  for  the  general 
public.  While  fortification  of  certain 
foods,  such  as  low  fat  and  skim  milk, 
has  helped  to  improve  intakes  of  this 
vitamin  among  healthy  persons 
consuming  a  balanced  diet,  the 
inclusion  of  adequate  vitamin  A  in  the 
diet  still  requires  care  and  effort  on  the 
part  of  a  consumer  in  selecting  good 
food  sources  of  this  vitamin.  Vitamin  A 
is  found  in  a  relatively  limited  number 
of  foods  within  the  food  supply,  and 
these  foods  must  be  selectively  chosen 
by  consumers  on  a  regular  basis  to 
ensure  adequate  intake. 

FDA  also  continues  to  believe,  as 
supported  by  numerous  comments,  that 
vitamin  C  is  a  nutrient  with  public 
health  significance,  in  that,  even  with 
fortification  efforts  and  greater  year- 
round  availability  of  citrus  fruits  and 
dark  green  vegetables,  certain 
subpopulations  are  considered  at  risk 
(see  55  FR  29487  at  29501). 

In  the  case  of  calcium  and  iron,  these 
minerals  are  identified  as  public  health 
issues  in  the  lOM  report  (Ref.  1)  and  by 
numerous  other  sources,  including  the 
Surgeon  General's  report  (Ref.  2),  Diet 
and  Health  (Ref.  3).  and  the  report  on 
"Nutrition  Monitoring  in  the  United 
States "  (Ref.  49). 


Therefore.  §  101.9(c)(ll)(ii), 
redesignated  as  §  101.9(c)(8)(ii),  requires 
vitamin  A.  vitamin  C,  calcium,  and  iron 
as  mandatory  elements  of  nutrition 
labeling. 

76.  Many  comments  were  received 
from  persons  at  risk  of  iron  overload, 
particularly  hemochromatotics, 
supporting  mandatory  labeling  of  iron 
and  requesting  that  the  food  label 
declare  both  added  and  naturally 
occurring  iron. 

FDA  has  carefully  considered  these 
comments.  The  agency  recognizes  thai  a 
segment  of  the  population  is  at  risk  of 
iron  overload.  In  deciding  whether  the 
declaration  of  a  nutrient  or  component 
on  the  food  label  should  be  mandatory, 
however,  the  agency  must  consider  the 
broad  public  health  significance  of  its 
action.  Inadequate  intakes  of  dietary 
iron  are  responsible  for  the  most 
prevalent  form  of  iron  deficiency  in  the 
United  States.  Iron  deficiency  remains  a 
risk  for  certain  segments  of  the  U.S. 
population,  notably  young  children, 
adolescents,  women  of  childbearing  age, 
and  pregnant  women,  especially  those 
with  low  incomes  (Refs.  2,  3.  23,  and 
49).  Thus,  public  health  concerns 
relative  to  iron,  as  stated  in  the  National 
Nutrition  Goals  for  the  Year  2000  (Ref 
47),  center  on  the  prevention  of  iron 
deficiency  and  support  increased 
dietary  intake  of  iron  among  children  1 
to  2  years  of  age,  women  20  to  44  years 
of  age,  and  low-income  pregnant 
women.  The  agency  believes  that  the 
listing  of  iron  on  the  food  label  aids  the 
consumer  in  making  individual  food 
selections  in  structuring  the  total  diet, 
and  that  this  total  diet  has  significant 
effects  on  health. 

However,  as  discussed  in  comment  54 
of  this  document  concerning  added 
sugars,  the  agency  has  taken  the 
position  that  it  should  not  attempt  to 
regulate  actions  that  it  cannot  enforce. 
Becau.se  available  laboratory  analytical 
methods  do  not  differentiate  between 
added  and  naturally  occurring  iron,  the 
agency  would  not  be  able  to  determine 
compliance  v;ith  declared  amounts  of 
added  iron. 

Therefore,  the  agency  is  denying  the 
request  that  manufacturers  declare  on 
their  labels  separate  quantitative 
amounts  of  added  and  naturally 
occurring  iron. 

For  the  segment  of  the  U.S. 
population  at  risk  of  iron  overload,  the 
agency  notes  that  the  food  label  will 
provide  quantitative  declaration  of  iron 
and  vitamin  C  content  of  a  food,  as  well 
as  a  listing  of  ingredients  (including 
iron  compounds  if  iron  is  added  to  the 
food).  As  absorption  of  nonheme  iron 
may  be  enhanced  by  consumption  of 
vitamin  C  containing  foods,  those  at  risk 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations        2t07 


of  iron  overload  can  decrease  their 
simultaneous  consumption  of  foods 
containing  iron  and  vitamin  C  by  using 
the  information  on  the  iron  and  vitamin 
C  content  of  foods  found  on  the  food 
label. 

j    n.  The  majority  of  comments  that  the 
agency  received  from  consumers,  health 
care  professionals,  public  health 
agencies,  universities,  industry,  and 
trade  associations  agreed  with  FDA's 
proposal  to  allow  thiamin,  riboflavin, 
and  niacin  to  be  listed  voluntarily 
unless  a  claim  is  made,  or  unless  these 
nutrients  are  added  to  a  food.  Most 
comments  based  their  position  on  the 
decline  of  public  health  concern  for 
deficiencies  of  these  vitamins  over  the 
past  20  years. 

On  the  other  hand,  there  were  some 
comments  that  advocated  continued 
mandatory  listing  of  these  vitamins  on 
the  food  label.  Several  comments 
expressed  the  opinion  that  mandatory  • 
inclusion  of  thiamin,  riboflavin,  and 
niacin  within  nutrition  labeling 
contributed  to  the  reduction  of  the 
incidence  of  deficiencies  of  these 
vitamins  in  the  United  States.  One 
comment  stated  that  these  vitamins 
continue  to  be  important  to  a  significant 
portion  of  the  U.S.  population,  that 
listing  these  vitamins  on  the  label 
provides  information  on  the  nutritional 
properties  of  a  food,  and  that  the  1990 
amendments  direct  FDA  to  mandate 
declaration  of  any  vitamin  that  the 
agency  deems  to  be  important  for  the 
maintenance  of  healthy  dietary 
practices. 

FDA  does  not  agree  that  the  listing  of 
thiamin,  riboflavin,  and  niacin  on  the 
food  label  has  been  the  major  cause  of 
the  declining  incidence  of  deficiencies 
of  these  vitamins.  Rather,  the  agency 
believes  that  the  variety  and  abundance 
of  the  food  supply  and  the  enrichment 
of  many  standardized  foods  with  these 
vitamins  are  the  primary  factors 
responsible  for  reducing  the  occurrence 
of  deficiencies  of  these  vitamins  (Ref. 
57). 

FDA  acknowledges  that  these 
vitamins  continue  to  be  important 
nutrients,  and  that  listing  these  vitamins 
on  the  label  provides  information  on  the 
nutritional  properties  of  a  food. 
However,  the  agency  notes  that  while 
the  1990  amendments  direct  the  agency 
to  include  in  the  nutrition  label 
information  that  will  assist  consumers 
in  maintaining  healthy  dietary  practices, 
not  all  information  related  to 
maintaining  healthy  dietary  practices 
ran  be  included  on  the  food  label.  If  all 
such  information  were  included,  all 
essential  nutrients  would  be  declared  on 
the  nutrition  label.  Not  only  would 
space  constraint;  not  allow  for  this,  but 


the  large  amoimt  of  information  would 
interfisre  with  consumers'  abilities  to 
use  the  information  of  the  greatest 
public  health  signiHcance  (see 
discussion  in  response  to  comment  3  of 
this  document).  Such  a  result  would  be 
contrary  to  the  intent  of  Congress  (Ref. 
16). 

For  this  reason,  FDA  developed 
criteria  in  its  mandatory  nutrition 
labeling  proposal  to  assist  it  in 
determining  which  nutrients  to  require 
in  nutrition  labeling  (55  FR  29487  at 
29493).  These  criteria  specify  that 
nutrients  should  be  required  when 
quantitative  intake  recommendations 
have  been  made  in  scientific  consensus 
documents,  and  when  the  nutrient  is  of 
particular  public  health  significance. 
Based  on  the  preponderance  of 
comments  that  agreed  with  FDA's 
assessment  that  thiamin,  riboflavin,  and 
niacin  are  no  longer  of  particular  public 
health  signiHcance,  FDA  has  decided  to 
provide  in  §  101.9(c)(ll)(ii). 
redesignated  as  §  101.9(c)(8)(ii),  for  the 
voluntary  declaration  of  thiamin, 
riboflavin,  and  niacin. 

78.  Several  comments  requested  that 
FDA  clarify  whether  thiamin,  riboflavin, 
and  niacin  are  required  to  be  listed  on 
the  nutrition  label  of  a  product  made 
with  enriched  flour,  a  standardized 
food,  if  no  claim  is  made  about  these 
enrichment  nutrients  other  than  their 
listing  in  the  ingredient  statement  as 
part  of  enriched  flour.  Similarly, 
another  comment  suggested  that  FDA 
expHcitly  state,  as  in  current 
§  101.9(h)(7),  that  labeling  of  voluntary 
nutrients  will  not  become  mandatory  if 
present  in  a  food  product  as  part  of  an 
enriched  ingredient  that  has  a  standard 
of  identity.  The  comment  also  requested 
that  nutrients  added  strictly  for  a 
technological  effect  not  be  required  to 
be  declared  in  nutrition  labeling,  in  a 
similar  fashion  to  current  §  101.9(h)(6). 
Proposed  §  101.9(c)(ll)(ii)  stated  that 
vitamins  ai)d  minerals  (other  than 
vitamin  A,  vitamin  C,  calcium,  and  iron 
which  must  be  declared)  need  only  be 
declared  in  the  nutrition  label  when 
they  are  added  as  a  nutrient 
supplement,  or  when  a  claim  is  made 
about  them!  FDA's  intent  in  this  section, 
which  is  redesignated  as 
§  101.9(c)(8{)(ii).  was  that  when  a  food 
product  is  made  with  enriched  flour  as 
an  ingredient,  but  the  label  does  not 
make  an  "enriched"  claim  or  use 
"enriched"  in  the  name  of  the  food,  the 
nutrition  label  need  not  declare  the 
enrichment  nutrients.  If,  however,  the 
product  is  made  with  unenriched  flour 
and  supplemented  with  nutrients  as 
ingredients  to  achieve  the  equivalent  of 
a  product  made  with  enriched  flour,  the 
product's  label  must  list  the  enrichment 


nutrients  in  the  nutrition  label. 
Information  on  the  amount  of  the 
enrichment  nutrients  is  also  required  if 
an  "enriched"  claim  is  made  on  the 
label,  or  if  "enriched"  is  used  in  the 
name  of  the  food.  Section  101.9(c)(8)(ii) 
is  modified  to  clari^^  this  requirement. 

FDA  agrees  with  me  comment  that 
nutrients  that  are  not  required  to  be 
declared  in  the  nutrition  label  and  are 
added  to  a  food  strictly  for  a 
technological  effect  need  not  be 
declared  if  the  nutrient  is  declared 
solely  in  the  ingredient  statement  and  is 
otherwise  not  referred  to  on  the  label  or 
in  labeling  or  advertising.  This 
provision,  similar  to  current 
§  101.9(h)(6).  is  added  to 
§101.9(c)(8)(ii). 

79.  Several  comments  stated  that 
listing  of  other  vitamins  and  minerals 
should  be  required,  even  without  a 
claim,  such  as  vitamin  D,  magnesium, 
.  and  phosphorus.  One  comment 
supported  the  listing  of  all  vitamins 
■  (even  those  absent  from  the  food  or  food 
product). 

FDA  notes  from  these  comments 
consumer  interest  in  a  variety  of 
nutrients  but  points  out  that  not  all 
nutrient  information  related  to 
maintaining  healthy  dietary  practices 
can  be  included  on  the  food  label.  As 
discussed  in  comment  3  of  this 
document,  the  agency  must  be  selective 
with  regard  to  the  information  that  it 
requires  to  be  listed  on  the  label.  Thus., 
it  emphasizes  nutrients  or  components 
of  particular  public  health  significance. 
FDA  does  not  believe  that  all  vitamins 
and  minerals  are  of  equal  public  health 
significance,  a  view  that  is  supported  by 
the  lOM  and  Nutrition  Monitoring 
reports  (Refs.  1  and  49).  The  agency  is 
also  aware  that  space  limitations  on  the 
food  label  require  that  it  use  discretion 
in  deciding  which  nutrients  it  requires 
to  be  listed  there. 

FDA  does  not  agree  that  vitamin  D, 
magnesium,  or  phosphorus  are  of 
particular  public  health  significance  in 
the  United  States.  Because  the  human 
requirement  for  vitamin  D  can  be  met 
with  sufficient  exposure  to  sunlight,  and 
because  milk  and  other  foods  are 
fortified  with  vitamin  D,  deficiencies  in 
this  vitamin  are  very  rare  (Ref.  23). 
Magnesium  and  phosphorus  are  cited  in 
both  the  Nutrition  Monitoring  and  lOM 
reports  as  food  components  that  are  not 
currently  public  health  issues  (Refs.  1 
and  49).  FDA,  therefore,  is  not  requiring 
mandatory  listing  of  vitamin  D, 
magnesium,  or  phosphorus  in  the 
nutrition  label. 

80.  Some  comments  suggested  not 
requiring  any  vitamins  or  minerals  on 
the  food  label  unless  claims  are  made, 
or  the  nutrient  is  added  to  the  food,  in 
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order  to  mioiniize  the  space 
requirements  of  nutrition  labeling. 

As  discussed  in  the  supplementary 
proposal  (56  FR  60366  at  6036a).  FDA 
interprets  section  403{q)(lKE)  of  the  act 
to  require  the  inclusion  of  vitamin*  and 
minerals  cxirrently  required  in 
§  101.9(c)(7Kiii)  if  the  Secretary  (or 
FDA,  by  delegation)  determines  that 
such  information  will  assist  consumers 
in  maintaining  healthy  dietary  practices. 
For  the  reasons  discussed  above,  FDA, 
has  determined  that  vitamin  A,  vitamin 
C  calcium,  and  iron  meet  the  criterion 
in  section  403(q}(lHf)  of  the  act  and, 
therefore,  must  continue  to  be  required 
elements  of  nutrition  labels.  The  1990 
amendments  did  not  provide  for 
nutrients  to  be  omitted  to  save  space. 
Therefore,  S  101^c){8)(ii)  continues  to 
require  declaration  of  vitamin  A. 
vitamin  C,  calcium,  and  iron. 

81.  One  comment  requested  that  the 
final  regulations  allow  for  the  volttatary 
identiGcation  of  foods  that  are 
important  sources  of  beta-carotene, 
either  as  a  subset  of  vitamin  A  or 
through  aa  independent  designation. 
The  comment  stated  that  beta-carotene 
may  reduce  the  risk  of  chronic  diseases 
and  appears  to  have  its  own 
independent  biological  ftmctions  in 
addition  to  serving  ••  a  soofce  of 
vitamin  A.  The  commeot  also  noted  that 
"Recommended  Dietary  Allowances" 
(10th  ed.)  states  that  "For  food  products 
containing  large  quantities  of 
carotenoios,  it  would  be  advisable  in 
nutrition  labeling  to  distinguish 
between  retinoi.  which  in  large  amouiUs 
is  toxic,  and  carotenoids,  which  ase  not" 
(Ref.  23). 

The  agency  has  carefully  reviewed  the 
relationship  of  beta-carotene  to  cancer 
in  the  companion  document  entitled 
"Food  Labeling;  Health  Claims  and 
Label  Statements;  Antioxidant  Vitamins 
and  Cancer,"  published  elsewhere  in 
this  issue  of  the  Federal  Register.  Based 
on  that  review  and  the  stated 
recommendations  in  "Recomniended 
Dietary  Allowances,"  FDA  has 
concluded  that  there  should  be  a 
method  within  nutrition  labeling  to 
voluntarily  distinguish  the  amount  of 
beta-carotene  present  in  food  products. 
Accordingly,  FDA  is  adding 
§  101.9(c)(8)(vi).  which  stales  that  the 
percent  of  vitamin  A  that  is  present  as 
beta-carotene  may  be  declared  to  the 
nearest  10-percent  increment 
immediately  adjacent  to  or  beneeth  the 
nutrient  name  (e.g.,  "Vitamin  A  (90 
percent  as  beta-carotene),"  see  example 
in  app)endix  C). 

82.  A  few  comments  objected  to 
FDA's  proposed  deletion  of  the 
synonyms  vitamin  Bl  and  B2  for 

hiamin  and  ribc^avin,  respectively. 


The  conments  argued  that  many 
consumers  continue  to  use  these  terms 
and  understand  them  better  than  the 
"scary-sounding  chemjcal"  names. 
Similar  comments  were  received  in 
response  to  proposed  §  101.36  Nutrition 
labeling  of  dietary  supphments  of 
vitamins  and  minerals. 

Based  on  the  comments,  the  agency 
has  reassessed  its  position  on  this  issue. 
FDA  believes  that  for  consistency  the 
chemical  name  of  the  nutrient  (i.e., 
thiamin  and  riboflavin)  must  always  be 
given  when  the  nutrient  is  declared  in 
nutrition  labeling,  or  when  claims  are 
made  (e.g..  "high  in  thiamin"). 
However,  the  agency  will  not  object  to 
the  voluntary  parenthetical  listing  of 
"vitamin  Bl"  or  "Bl"  following 
"thiamin"  and  "vitamin  B2"  or  "B2" 
following  "riboflavin."  Accordingly. 
FDA  has  modified  §  101.9(c)(ll)(v), 
redesignated  as  $  101.g(cK8)(v),  by 
adding  vitamin  Bl  and  vitamin  B2  as 
synonyms  for  thiamin  and  riboflavin, 
respectively.  While  FDA  believes  a 
similar  change  is  appropriate  in 
proposed  §  101.36,  given  the 
requirements  of  the  DS  Act,  FDA  is 
taking  no  action  with  respect  to  dietary 
supplements,  and  thus  is  not  acting  on 
proposed  §  101.36,  at  this  time. 

83.  One  comment  suggested  that  other 
synonyms  be  allowed,  namely 
"pyridoxine"  as  a  synonym  ks  vitamin 
B6  and  bet»<:arotene  for  vitamin  A 
when  the  vitamin  A  is  solely  beta- 
carotene. 

FDA  rejects  this  comment  Pyridoxine 
is  only  one  of  three  different  forms  of 
vitamin  86  (Ref.  23).  In  addition,  the 
agency  believes  that  it  would  be  a  more 
difficult  term  for  consumers  to  use  and 
understand.  In  regard  to  vitamin  A,  FDA 
believes  new  §  101.9(c)(8)(vi)  (see 
comment  81  of  this  document)  is  a 

E referable  course  because  in  most  foods, 
sta-carotene  is  only  a  fraction  of  the 
total  vitamin  A  content. 

84.  FDA  received  a  few  comments 
that  addressed  increments  for  those 
nutrients  that  are  expressed  as  a  percent 
of  a  reference  standi.  One  comment 
proposed  a  more  complex  incremental 
scheme  than  that  in  the  proposed  rules, 
suggesting  1-percerrt  increments  up  to 
and  including  the  5-^>ercent  level,  2- 
percent  increments  from  6  percent  up  to 
and  including  the  12-percent  level,  5- 
percent  increments  from  15  percent  up 
to  and  iiu:luding  50  percent,  and  10- 

f>ercent  increments  above  the  50  percent 
evel.  Another  comment  suggested 
increments  of  5  percent  up  to  the  50- 
percent  level  and  10-percent  increments 
thereafter.  This  comment  suggested  that 
FDA  not  permit  the  use  of  2-percent 
increments  because  the  necessary 


measurements  are  not  accurate  enough 
to  allow  for  such  small  inciements. 

FDA  proposed  to  maintain  the  current 
increments  for  vitamins  and  minerals, 
i.e.,  percentages  are  expressed  in  2- 
percent  increments  up  to  and  including 
the  10-percent  level,  5-percent  , 

increments  above  10  percent  and  up  to 
and  including  the  50-percent  level,  and   j 
10-percent  increments  above  the  50-        | 
percent  level.  FDA  considered  both  the 
comment  suggesting  a  more  complex 
incremental  system  and  the  comment 
suggesting  omission  of  the  2-percent 
increments.  Neither  suggestion  provided 
sufficient  justiScation.  for  the  change. 
One  appears  to  believe  that  an  accuracy 
of  1  percent  of  the  RDI  is  necessary,  the 
other  that  an  accuracy  at  5  percent  of 
the  RDI  is  sufficient.  Inasmuch  as  the 
agency  has  experienced  no  problems 
with  the  increments  that  have  been  in 
use  since  the  early  1970's,  and  given 
that  so  few  comments  addressed  this 
issue,  the  agency  sees  no  need  to  modify 
the  incremental  scheme  in  proposed 
$  101.9(c)(ll)(iii).  redesignated  as 
§101.9(c)(8)au). 

85.  cine  comment  noted  that 
regulations  speci&ed  that  all  nutrients 
except  vitamins  and  minerals  were  to  be 
expressed  to  the  "nearest"  unit  or 
increment  (e.g.,  total  carbohydrates  are 
to  be  expressed  to  the  nearest  g,  and 
sodium  to  the  nearest  5-mg  incsement 
between  5  and  140  mg  of  sodium  and 

to  the  nearest  10-mg  increment  above 
140  mg  of  sodium).  The  comment  asked 
for  direction  on  reporting  amounts  of 
vitamins  and  minerals. 

To  clarify  the  regulations  and  promote 
consistency.  FDA  is  modifying 
§  101.9(c)(8)(iii)  to  specify  that  vitamins 
and  minerals  are  to  be  expressed  to  the 
nearest  2-percent  increment  up  to  and 
including  the  10-percent  level,  the 
nearest  5-percent  increment  above  10 
percent  and  up  to  and  including  the  50- 
percent  level,  and  the  nearest  10-percent 
increment  above  the  50-percent  level. 

86.  A  comment  objected  to  the 
provision  in  proposed  $  101.9(cKll)(iii) 
that  allows  vitamins  and  minerals  that 
are  not  present  to  be  represented  by  an 
asterisk  that  refers  to  a  statement 
"Contains  less  then  2  percent  of  the 
Daily  Value  of  this  (these)  nutrient 
(nutrients)."  The  comment  stated  that 
consumers  might  be  misled  into 
thinking  that  small  amounts  of  the 
vitamin  or  mineral  are  present  when 
they  are  not. 

FDA  considered  this  comment  and 
has  concluded  that  the  flexibility  the 
use  of  the  asterisk  provides  in  allowing 
manufacturers  to  red\ice  the  space 
needed  for  nutrition  labeling  oulweighsi 
any  slight  misunderstanding  about  the 
amount  of  a  vitamin  or  mineral  present ! 
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in  a  food  that  might  result.  Amounts  of 
either  zero  or  less  than  2  percent  of  the 
RDI  (declared  as  Percent  Daily  Value) 
for  these  nutrients  are  physiologically 
insignificant. 

The  RDI's  are  provided  in 
§  101.9(c)(8)(iv)  which  has  been 
reserved  in  this  document.  That 
paragraph  is  included  in  the  companion 
document  entitled  "Food  Labeling; 
Reference  Daily  Intakes  and  Daily 
Reference  Values"  (hereinafter  referred 
to  as  the  RDI/DRV  final  rule)  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  In  accordance  with  section  203 
of  the  DS  Act  that  prohibits  FDA  from 
promulgating  regulations  based  upon 
recommended  daily  allowances  of 
vitamins  and  minerals  other  than  the 
U.S.  RDA's  currently  specified. in 
§  101.9(c)(7)(iv)  until  November  8. 1993. 
§  101.9(c)(8)(iv)  includes  values  for  only 
one  age  group  (i.e.,  adults  and  children 

4  or  more  years  of  age)  rather  than  the 

5  proposed  groups  (i.e.,  adults  and 
children  4  or  more  years  of  age.  children 
less  than  4  years  of  age,  infants, 
pregnant  women,  and  lactating  women). 
FDA  intends  to  adopt  in  accordance 
with  section  203  of  the  DS  Act. 
appropriate  RDI's  for  all  groups. 
Therefore,  FDA  has  adopted  the 
references  to  such  groups  in  §§  101.9 
(a)(4).  (c)(8)(i).  (e).  and  (1)  of  this  final 
rule,  even  though  such  values  do  not 
exist  at  this  time.  In  the  meantime, 
suggested  RDI  values  for  other  age 
groups,  which,  to  be  consistent  with  the 
DS  Act.  are  based  on  the  1968  RDA's  are 
presented  as  guidance  in  the  preamble 
of  the  RDI/DRV  final  rule. 

IV.  Analytical  Procedures 

A.  General  Issues 

87.  Several  comments  asserted  that 
FDA  should  explicitly  state  the  methods 
to  be  used  for  the  analysis  of  various 
nutrients.  Some  comments  expressed 
the  opinion  that  the  agency  should  not 
mandate  listing  of  any  nutrient  when 
there  are  serious  issues  with  the 
reliability  of  the  analytical  method. 
Dietary  fiber  was  specifically  cited  as 
one  example.  One  comment  added  that 
FDA  must  specify  the  method  of 
analysis  for  analytes  not  available  in  the 
AOAC. 

The  agency  acknowledges  the  concern 
expressed  in  the  comments.  In  the 
mandatory  nutrition  labeling  proposal 
(55  FR  29487  at  29498).  FDA  discussed 
the  analytical  methodologies  for  sugars 
and  dietary  fiber.  The  agency  noted  that 
in  the  17  years  since  the  promulgation 
of  §  101.9,  it  had  acquired  substantial 
experience  under  the  regulation,  and 
.techniques  for  analyzing  foods  for  their 
nutrient  content  have  greatly  improved. 


The  agency  considers  it  is  inadvisable  to 
explicitly  state  a  method  for  a  particular 
nutrient.  The  applicability  of  a  specific 
method  to  products  of  different  matrices 
varies.  As  noted  in  several  comments, 
values  for  some  nutrients,  such  as  fat. 
are  dependent  upon  the  procedure  used. 
If  a  specific  method  is  cited,  it  may  give 
the  erroneous  impression  that  other 
methods  that  are  more  appropriate  to 
the  matrix  or  that  utilize  newer 
techniques  could  not,  or  would  not,  be 
acceptable.  It  is  FDA's  policy  and 
practice  that  any  method  used  to 
support  a  nutrient  declaration  value 
requires  appropriate  validation  if  it  has 
not  been  collaborated  for  that  nutrient 
in  a  specific  matrix.  Validation 
procedures  are  a  necessary  component 
of  sound  analytical  technique  and  are 
frequently  used  even  with  official, 
collaborated  methods. 

The  agency  agrees  that  no  nutrient 
should  be  a  required  component  in 
nutrition  labeling  if  there  is  no 
satisfactory  analytical  method  for 
determining  its  level  in  a  food.  In  fact, 
this  view  was  a  major  factor  in  the 
agency's  decision  not  to  require 
declaration  of  complex  carbohydrates. 
FDA  believes  that  there  is  adequate 
methodology  to  assay  for  the  nutrients 
that  it  has  made  mandatory  elements  of 
the  nutrition  label,  even,  as  explained 
below,  for  dietary  fiber. 

Analysis  is  not  needed  for  nutrients, 
however,  where  reliable  databases  or 
scientific  knowledge  establish  that  a 
nutrient  is  not  present  in  the  product. 
For  example,  there  is  no  need  to  analyze 
for  cholesterol  in  fruits  and  vegetables 
or  for  dietary  fiber  in  seafood.  Costs 
associated  with  nutrition  labeling  will 
be  contained  by  not  analyzing  for  a 
nutrient  where  there  is  no  reasonable 
expectation  that  the  nutrient  occurs  in 
the  food. 

88.  Some  comments  noted  that 
analytical  variability — which  fanges 
from  1  percent  to  as  high  as  20  percent 
according  to  one  comment — rnay  be  a 
function  of  the  method  selected  and  its 
inherent  variability,  the  laboratory 
performing  the  analysis,  the  level  of 
nutrient  in  -he  food,  and  the  ability  to 
obtain  a  homogeneous  sample 
composite.  A  few  comments  specifically 
cited  the  difficulty  in  measuring  levels 
of  complex  carbohydrates  or  vitamin  C 
in  potatoes.  These  comments  observed 
that  the  nutrient  levels  may  differ 
between  the  time  of  harvesting  and 
processing,  as  well  as  after  a  period  of 
storage.  One  comment  recommended 
that  FDA  allow  flexibility  in  selecting 
analytical  methodology  such  that  there 
would  be  a  broadened  range  of  methods 
used  to  generate  nutritional  information, 


FDA  advises  that  manufacturers  are 
free  to  use  methods  of  their  choice  for 
ascertaining  the  quantity  to  declare  on 
the  label  as  well  as  for  screening 
purposes  as  part  of  their  quality  control 
procedures.  However,  when  questions 
arise  as  to  the  validity  of  the  data,  the 
agency  will  utilize  the  methods  of  the 
AOAC  or  other  validated  procedures. 

Given  the  analytical  problems  in 
determining  values  for  complex 
carbohydrates,  the  agency  has  deleted 
the  requirement  for  declaring  complex 
carbohydrates  and  is  eliminating  the 
term  "complex  carbohydrate"  from  the 
nutrition  label.  As  discussed  above,  it  is 
using  instead  the  term  "other 
carbohydrate."  The  term  "other 
carbohydrate"  is  defined  as  the 
difference  between  total  carbohydrates 
and  the  sum  of  dietary  fiber,  sugars,  and 
sugar  alcohols  (when  declared).  Because 
a  specific  method  of  analysis  is  no  - 

longer  required  for  complex 
carbohydrates,  the  concern  about 
measuring  this  food  component  in 
potatoes  has  been  addressed.  In  regard 
to  the  concern  about  the  analysis  for 
vitamin  C  in  potatoes.  FDA  advises  that 
in  this  situation  vitamin  C  is  a  naturally 
occurring,  or  Class  11.  nutrient.  Thus,  the 
declaration  is  in  compliance  if  the 
nutrient  is  present  at  a  level  of  80 
percent  or  more  of  the  declared  label 
value.  It  should  be  noted  that  current 
regulations  and  §  101.9(g)(6)  permit 
reasonable  excesses  within  current  good 
manufacturing  practice  for  both  vitamin 
C  and  other  carbohydrate. 

As  more  nutritional  analyses  are 
performed  in  support  of  label  values, 
more  methodologies  will  be  validated. 
As  a  result,  the  number  of  methods  that 
manufacturers  may  use  in  determining 
the  amount  of  a  nutrient  will  increase. 
Moreover,  products  that  heretofore  had 
not  been  labeled  with  nutrition 
information  will  now  be  subjected  to 
testing.  These  new  matrices  will  create 
new  challenges  for  both  the  food 
industry  and  the  agency.  However,  these 
challenges  should  not  impede  the 
development  of  full,  accurate  nutrition 
information  on  food  labels.  The  agency 
is  committed  to  working  with  industry 
to  provide  valid  nutrition  label 
information  that  will  promote  selection 
of  healthier  diets  by  U.S.  consumers. 
89.  Some  comments  suggested  that 
FDA  work  with  trade  associations  and 
industry  on  the  analytical  techniques 
required  to  prepare  nutrition  labels.  One 
comment  recommended  that 
designations  be  made  as  to  which  food 
matrices  are  appropriate  for  existing 
methods  and  which  ones  are  not 

FDA  agrees  it  should  be  actively 
involved  in  the  review  of  suitable 
methods  to  be  used  in  the 
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impleraentation  of  nvindatory  nutrition 
Jabelinif.  Th«  AOAC  Task  Force  on 
Nutrient  Labeling  Methods  was 
established  eerly  in  1902  by  AOAC  for 
the  purpose  of  assisting  its  membership 
in  meeting  the  requirements  of  the 
agency's  regulations.  The  agency 
workwi  closely  with  the  Task  Force, 
participating  in  meetings  as  well  as  in 
evaluating  »ppropriate  methods  for 
various  matrices.  The  Nutrient  Labeling 
Task  Force  Report  on  Analjrtes  for 
NutriCioBal  Labeling  is  available  from 
the  agency  or  AOAC.  The  report  Hsts  the 
methods  that  are  adequate  far  various 
nutrients  and  various  matrices.  As 
pointed  out  in  the  official  AOAC 
publication.  The  Referee  (Ref.  58),  not 
all  analyte/matrix  combinations  in  the 
report  have  been  fully  collaboratively 
studied,  however. 

In  this  context,  it  should  also  be  noted 
that  §  101 .9(gK2)  of  these  final  rules 
allows  for  the  use  of  other  reliable  and 
appropriate  analytical  procedures  if  no 
AOAC  method  is  availsWe  or 
appropriate.  Sources  of  such  methods 
include  FDAs  "Lipid  Manual"  (Ref.  59) 
and  FDA's  Food  Additive  Analytical 
Manual,  vol.  I  and  vol.  H  (Ref  60). 
Additional  methods  may  be  found  in 
"Approved  Methods  of  the  American 
As.sociation  of  Cereal  Qteniists"  and 
"Official  Methods  and  Recommended 
Practices  of  the  American  Oil  Chemists 
Society.** 

The  method  of  ana^ysis  used  must  be 
suitable  to  achieve  the  purpose  for 
which  it  is  used.  For  example,  the 
method  used  to  quantify  vitamin  C  for 
nutrition  labeling  must  be  able  to 
determine  whether  ascorbic  arid  or 
isoascorbic  acid  is  present  in  the  food 
Isoascorbic  acid  and  sometimes  ascorbic 
acid  are  used  as  antioxidants  in  food 
processing  Only  ascorbic  acid, 
however,  is  an  active  form  of  vitamin  C 
and  considered  in  the  determination  of 
vitamin  C  content  of  tfie  food.  Thus,  the 
method  must  be  able  to  distinguish 
ascorbic  acid  from  isoascorbic  acid. 

90.  FDA  received  several  comments 
regarding  the  use  of  the  OfEcial 
Methods  of  Analysis  of  the  AOAC  One 
comment  stated  that  the  latest  edition  of 
this  reference  should  be  cited  to  avoid 
obsolescence  whan  new  editions  are 
issued. 

FDA  does  not  have  authority  to  not 
reference  a  particular  edition  of  the 
Offtciai  Methods.  The  Office  of  the 
Federal  Register  requires  that  each 
statement  of  incorporation  by  reference 
into  the  Code  of  Federal  Regulations 
contain  speciftc  information,  including 
the  date  and  ediljoa  of  the  publication. 
Accordingly.  FDA  baa  not  Daodified 
$  101.9{gM2). 


91.  A  comment  supp<7ted  a  policy 
whereby  FDA  would  verify  laboratory 
analysis  results  on  file  at  a  firm  to 
substantiate  tha  nutrition  Label 
information  in  Ueu  of  doing  nutrient 
analysis  from  a  limited  sample  of 
products.  The  comment  expressed  the 
opinion  that  FDA  should  be  required  to 
perform  additional  sampling  and  testing 
and  to  consider  the  statistical  variation 
inherent  in  test  procedures  before 
initiating  a  legal  action,  such  as  a 
seizure. 

The  agency  disagrees  with  the 
comment.  FDA  is  a  law  enforcement 
agency,  and  its  mission  is  consumer 
protection.  To  support  a  misbranding 
charge  for  inaccurate  nutrient  content 
information.  FDA  must  have  accurate, 
reliable,  and  objective  data  to  present  in 
a  court  of  law.  'To  obtain  that 
information,  FDA  relies  upon  the  work 
performed  by  its  trained  employees 
because  it  does  not  have  legal  authority 
in  most  instances  to  inspect  a  food 
manufacturing  firm's  records. 

The  practice  of  performing  nutrient 
analysis  from  a  composite  of  12 
subsamples  is  well  established. 
Compositing  the  contents  of  the  twelve 
containers  yields  a  numerical  result 
essentially  equivalent  to  what  would  be 
obtained  if  each  container  were 
analyzed,  and  the  resuhs  averaged. 
Thus,  the  composite  valiie  is  considered 
to  be  the  same  as  the  average  of  a 
sample  of  twe4ve  containers.  As  noted 
in  §  101.9(g)H)  and  fgKS),  FDA  will  not 
take  regulatory  action  based  on  a 
determination  of  a  nutrient  value  that 
fails  to  meet  appropriate  levels  by  a 
factor  inherent  in  the  variabiHty 
generally  recognized  for  the  anelytical 
method  used  on  that  food  at  the  level 
involved. 

B.  Calories 

92.  Comments  stated  that  the 
regulations  should  clarify  how  calories 
are  to  be  calculated.  Several  comments 
reoofBOMnded  adding  "caloric  content 
may  be  determined  by  the  Atwater 
method"  to  proposed  S  101.9(c)(3). 
Some  CMnments  objected  to  the  use  of 
the  specific  Atwater  food  factors 
published  in  "USQA  Handbook  74  " 
which  have  not  been  updated  since 
1965.  Anodier  comment  nded  that  if  a 
food  item  is  a  commodity-type  product 
for  whicii  a  specific  Atwater  factor  is 
available,  the  caloric  content  for  these 
products  should  be  required  to  be 
calculated  wing  the  specific  Atwater 
factors. 

Several  comments  disagreed  with  the 
proposal  to  subtract  dietary  fiber  from 
the  amount  of  carbohydrate  before 
applying  the  general  factor  of  4  (i.e..  4 
calories  per  g  of  carbohydrate).  These 


connteuts  contended  that  the  general 
factor  is  intended  to^  apply  to  total 
carbohydrate  including  fiber.  Because 
the  gastrointestinal  effects  of  dietary 
fiber  were  taken  into  account  in  the 
derivation  of  the  general  factors,  these 
comments  did  not  consider  it  to  be 
legitimate  to  exclude  fiber  from 
carbohydrate  content  when  calculating 
caloric  content 

One  conuneut  suggested  that  calorics 
be  calculated  from  carbohydrate-plus- 
dietary  fiber  if  the  general  factor  of  4 
calories  per  g  of  carbohydrate  is  used. 
Alternatively,  (he  commejit  suggested 
that  calories  be  calculated  from 
available  carbohydrate  if  the  general 
factor  of  3.75  calories  per  g  of 
carbohydrate  is  used.  The  factor  of  3,75 
calories  per  g  for  carbohydrate  is  used 
by  the  United  Kingdom  for  calculation 
of  available  carbohydrate  energy  (Ref. 
61). 

One  comment  suggested  that  both 
total  dietary  fiber  and  other 
nondigestible  carbohydrate  should  be 
subtracted  from  the  total  carbohydrate 
content  before  calculating  calories 
contributed  by  carbohydrates.  As  noted 
in  the  comments,  many  new  food 
ingredients  such  as  reduced-calorie  fats, 
fat  substitutes,  and  modified 
carbohydrates  have  been  developed  in 
recent  years.  Some  of  these  ingredients 
have  caloric  values  substantially  less 
than  the  general  factors  of  4,  4,  and  9  for 
protein,  carbohydrate,  and  fat. 
respectively.  Comments  requested 
specific  allowances  for  ingredients  used 
as  reduced  calorie  replacements  for 
conventional  ingredients  to  permit 
methods  for  calculating  the  available 
calories  other  than  use  of  the  general 
factors. 

The  agency  recognizes  that  confusion 
may  exist  about  methods  for  calculating 
caloric  content  because  of  the  proposed 
changes  in  how  total  carbohydrate 
content  has  been  defined  in  §  t01.94c)(6) 
and  because  oi  th«  changes  in  the 
treatment  of  dietary  fiber.  Therefore,  the 
agency  is  modifying  §  101.9(cMl)  to 
clarify  how  caloric  content  is  calculated 
by  providing  five  options  for  calculating 
the  energy  value  of  foods  in 

§101.9(r)(lMi). 

The  first  option,  which  is  set  forth  in 
§  101.9(c)(l)(i)(A).  is  the  use  of  specific 
Atwater  factors  that  are  found  in  Table 
13  in  "Energy  Value  of  Foods — Basis 
and  Derivation"  by  A.  L.  Merrill  and  B. 
K.  Watt,  USDA  Handbook  No.  74  (1955). 
FDA  disagrees  with  the  comment  that 
suggested  requiring  the  use  of  specific 
Atwater  food  factors  for  those  foods  for 
which  such  factors  exist.  The  a^ncy 
does  not  believe  that  there  is  any  need 
to  hmit  a  nMAufactorer's  flexibility  in 
selecting  a  method  for  (tetermimng 
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caloric  content  Current  regulations  do 
not  require  the  use  of  specific  At  water 
food  factors,  and  no  data  were  presented 
to  support  a  change  in  current  practices. 

The  second  and  third  options  utilize 
the  general  factors  of  4,  4,  and  9  calories 
per  g  for  protein,  carbohydrate,  and  fat. 
respecUvely.  In  §  101.9(c)(l)(i)(B). 
which  provides  for  calculating  calories 
by  general  factors,  dietary  fibw  is 
included  in  total  carbohydrate.  FDA 
also  recognizes,  however,  that  doing  so 
can  result  in  significant  error  for  the 
caloric  value  of  some  foods  because  of 
the  relatively  low  energy  value  of 
dietary  fiber.  Adjustments  for  dietary 
fiber  content  are  therefore  appropriate 
for  nutrition  labeling  of  some  foods. 

However,  because  some  soluble 
dietary  fiber  can  make  a  significant 
contribution  to  a  food's  energy  value 
(Ref.  61),  FDA  does  not  consider  it 
appropriate  to  allow  an  absolute 
exclusion  of  all  dietary  fiber  from 
caloric  calculation.  Recognizing  that 
there  can  be  significant  levels  of 
available  energy  in  some  soluble  fiber, 
and  that  official  AOAC  methods  for 
dietary  fiber  now  provide  for  separation 
of  soluble  and  insoluble  fiber,  the 
agency  considers  it  appropriate  to 
permit  exclusion  of  the  insoluble 
■  component  of  dietary  fiber  alone  from 
calculation  of  carbohydrate  calories. 
Accordingly.  FDA  has  added 
§  101.9(ci{l)(i){C)  in  the  final  rule  to 
permit  calculation  of  caloric 
contribution  from  the  carbohydrate 
portion  of  food  by  multiplying 
carbohydrate  content  minus  insoluble 
dietary  fiber  content  by  the  general 
.factor  of  4  calories  per  g. 

In  addition.  §  101.9(c)(l)(i)(D)  permits 
manufacturers  or  users  of  soluble 
dietary  fiber  additives  or  other  food 
additive  substances  with  reduced 
available  energy  to  petition  for  use  of 
alternative  energy  factors  in  nutrition 
labeling  through  established  procedures 
for  food  additive  or  GRAS  petitions. 
Soluble  dietary  fiber  substances  are 
frequently  added  to  foods  to  replace 
fully  caloric  nutrients  in  formulating 
reduced  calorie  foods.  In  such  cases,  the 
burden  for  establishing  the  actual 
energy  value  of  the  food  is  appropriately 
with  the  manufacturer. 

The  calculation  of  the  caloric 
contribution  of  novel  fats  and 
carbohydrates  has  been  discussed  in 
section  III.  of  this  document.  The  agency 
has  stated  that  it  will  consider 
digestibility  of  new  products  on  a  case- 
by-case  basis  as  requested.  In  support  of 
this  action,  the  agency  requests  that 
manufacturers  who  wish  to  declare 
adjusted  values  for  the  energy 
contribution  of  a  substance,  based  on 
reduced  digestibility,  submit 


information  on  digestibility  of  the 
substance,  analytical  assay  procedures 
for  the  substance,  and  data  on 
interference  with  required  methods  of 
analysis.  As  stated  in  section  in.  of  this 
document,  this  information  should  be 
included  in  a  food  additive  petition  or 
a  petition  for  affirmation  that  the  use  of 
a  substance  is  GRAS.  The  agency  will 
then  pubUsh  the  specific  digestibility 
coefficients  in  21  CFR  part  172  for  food 
additives  and  in  21  CFR  part  184  for 
GRAS  substances.  These  coefficients 
can  be  utilized  in  determining  the 
caloric  value  of  specific  food 
ingredients. 

Other  procedures  may  be  required  for 
particular  foods  and  will  be  addressed 
by  other  appropriate  means.  FDA  is^ 
allowing  for  this  contingency  in 
§  101.9(c)(l)(i){D)  by  adding  "or  other 
means,  as  appropriate."  For  example,  in 
the  voluntary  nutrition  labeling  program 
for  raw  fish,  data  were  presented  to  FDA 
supporting  a  value  of  fat  and  calories  for 
the  fish  "orange  roughy"  that  omits  a 
portion  of  the  total  fat  since  more  than 
90  percent  of  the  fat  in  the  product  is 
in  a  wax  ester  that  is  not  metabolized 
(Ref.  62).  FDA  published  these  corrected 
values  for  available  fat  and  calories  in 
Appendix  B  "Nutrition  Labeling 
Provided  by  FDA  for  the  20  Most 
Frequently  Consumed  Fish"  (57  FR 
8175;  March  tfl  1992). 

To  afford  even  more  flexibility  in 
determining  caloric  content,  FDA  is 
including  §  101.9(cMl)(i)(E),  to  provide 
for  the  use  of  bomb  calorimetry.  The 
agency  notes  that  the  caloric  value  so 
obtained  must  be  corrected  for 
nonmetabolizable  protein  by  subtracting 
1.25  calories  per  g  of  protein  to  correct 
for  incomplete  digestibility,  as 
discussed  in  Energy  Value  of  Foods. 
Basis  and  Derivation,  "USDA  Handbook 
No.  74"  (Ref.  63).  The  caloric  value 
determined  by  bomb  calorimetry  may 
give  a  higher  value  than  the  other 
allowed  methods.  However,  because  it 
would  produce  an  over-estimation  of 
the  caloric  content  of  the  food,  FDA 
would  not  consider  it  to  be 
disadvantageous  to  the  consumer.  A 
primary  consideration  in  selecting 
which  method  to  use  must  be  the 
accuracy  cf  \lie  declaration  of  the  caloric 
content  in  light  of  the  agency's 
compliance  criteria  in  §  101.9(g). 
The  agency  is  aware  that  some 
manufacturers  have  developed  their 
own  specific  factors  for  conventional 
food  ingredients  that  they  use  in 
calculating  the  caloric  content  of  their 
products.  FDA  views  this  practice  as 
analogous  to  using  data  bases  to 
determine  nutrient  label  values,  in  that 
the  manufacturer  assumes  the 
responsibility  for  ensuring  that  the 


values  obtained  are  consistent  with 
those  obtained  analytically  by  FDA.  As 
such,  the  agency  does  not  believe  it 
needs  to  provide  for  this  option  in 

§101.9(c)(lMi). 

In  summary,  the  agency  is  amending 
§  101.9(c)(1)  to  permit  five  optional 
methods  for  calculation  of  caloric 
content  of  foods:  (1)  Specific  Atwater 
food  factors  (i.e..  the  Atwater  method) 
given  in  Table  13.  "Energy  Value  of 
Foods — Basis  and  Derivation,"  A.L. 
Merrill  and  B.K.  Watt,  USDA  Handbook 
No.  74  (1955),  (2)  general  factors  of  4. 
4.  and  9  calories  per  g  of  protein,  total 
carbohydrate  including  dietary  fiber, 
and  total  fat.  respectively,  as  described 
in  USDA  Handbook  No.  74,  (3)  general 
factors  of  4,  4,  and  9  calories  per  g  for 
protein,  total  carbohydrate,  and  total  fat, 
respectively,  as  discussed  in  USDA 
Handbook  No.  74,  except  that  insoluble 
dietary  fiber  content  may  be  subtracted 
from  total  carbohydrate  content  before 
calculating  the  caloric  contribution  of 
the  carbohydrate  portion  of  the  food:  (4) 
specific  factors  for  particular  food 
ingredients  approved  by  FDA  through 
incorporation  in  21  CFR  parts  172  or 
184  or  other  means,  as  appropriate,  or 
(5)  bomb  calorimetry  data  after 
subtraction  of  1.25  calories  per  g  protein 
to  correct  for  incomplete  digestibihty.  as 
described  in  USDA  Handbook  No.  74.  p. 
10. 

By  providing  for  these  varied  means 
of  calculating  caloric  content,  FDA  is 
giving  manufacturers  flexibility  in  how 
they  determine  calorie  content  in  a 
variety  of  foods,  both  conventional 
foods  and  new  foods  developed  to  meet 
changing  marketing  strategies. 

93.  A  recommendation  was  made  in 
one  comment  that  products  with  a 
negligible  amount  of  dietary  fiber 
(suggested  as  less  than  2.5  percent) 
should  not  be  required  to  have  dietary 
fiber  analysis  for  determination  of 
caloric  content 

The  agency  advises  that  because 
revised  §  101.9(c)(6)  now  includes 
dietary  fiber  in  total  carbohydrate 
content,  separate  analysis  for  dietary 
fiber  is  no  longer  required  for 
calculation  of  either  carbohydrate 
content  or  calories  from  carbohydrate. 
Therefore,  the  concern  expressed  in  this 
comment  has  been  addressed. 

94.  Several  comments  asked  for 

.  clarification  on  the  discussion  in  the 
mandatory  nutrition  labeling  proposal 
(55  FR  29487  at  29493  and  29503)  of  the 
possible  caloric  contribution  of 
macronutrient  substitutes  or  other 
ingredients  such  as  certain  types  of 
soluble  fibers  or  gums.  While  one 
comment  agreed  with  the  agency's 
position  that  manufacturers  of  these 
ingredients  should  be  asked  to  provide 
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evidence  that  these  substances  do  not 
contribute  to  the  energy  value  of  food, 
another  comment  found  the  concern 
unwarranted  and  opposed  the  use  of 
any  correction  factors  for  calories  from 
soluble  fibers  (e.g..  gums).  One  comment 
noted  that  more  research  is  needed  in 
this  area. 

In  the  mandatory  nutrition  labeling 
proposal,  the  agency  expressed  concern 
that  available  energy  of  soluble  dietary 
fiber  food  additives  (e.g.,  gums)  would 
not  be  included  under  the  agency's 
proposed  method  for  caloric  calculation, 
which  excluded  energy  contribution  of 
all  dietary  fiber.  Innovations  in  food 
technology  have  resulted  in  reduced 
calorie  foods  that  utihze  various  soluble 
dietary  fibers  and  other  modified 
carbohydrates,  proteins,  and  fats  for 
tachnical  effects  that  allow  reduction  of 
total  fat  content.  The  agency  considered 
it  inappropriate  to  automatically  assign 
a  zero  energy  value  to  all  soluble  dietary 
fiber  additives  when  some  of  these 
substances  may  have  available  energy. 
Likewise,  some  modified  carbohydrate 
additives  may  have  less  available  energy 
than  the  4  calorie  per  g  assigned  by  the 
general  energy  factor  for  carbohydrate 
but  still  have  available  energy.  The 
agency  has  determined  that  petitions 
regarding  specific  caloric  values  for 
these  types  of  food  ingredients  are 
appropriate.  FDA's  new  policy  is 
discussed  in  comment  92  of  this 
document. 

C.  Fats,  Fatty  Acids,  and  Cholesterol 

95.  As  discussed  in  section  HI.  C.  of 
this  document,  comments  raised  many 
questions  about  analylical  procedures  to 
be  used  to  measure  fat  and  their 
reliabihty.  In  addition,  several 
comments  expressed  concern  regarding 
the  adequacy  of  methods  for  measuring 
cholesterol.  One  comment  cited  a 
published  article  on  a  method  for 
measuring  cholesterol  that  is 
undergoing  collaborative  study  under 
the  auspices  of  the  AOAC. 

The  agency  believes  that  its  new 
definition  for  total  fat  in  §  101.9(c)(2) 
(i.e.,  total  lipid  fatty  acids  expressed  as 
triglycerides)  will  help  to  clarify  what 
anal>'tical  procedures  are  to  be  used  by 
clarifying  what  compounds  are  to  be 
included  in  the  declaration  of  total  fat. 
As  with  all  nutrient  analyses, 
consideration  must  be  given  to  the 
analyte  and  matrix  when  selecting  a 
method  to  determine  total  fat  content. 
To  that  end,  the  AOAC  has  established 
methods  for  analyzing  for  total  lipid 
fatty  acids  in  a  variety  of  product 
matrices.  A  recent  publication  of  the 
AOAC.  The  Referee  (Ref.  32),  contains  a 
compilation  of  these  methods.  Other 
reliable  and  appropriate  methods  are 


also  cited  in  comment  89  of  this 
document. 

FDA  notes  that  issues  exist  about  the 
reliability  of  methods  for  measuring  low 
levels  of  fat.  As  discussed  in  a  recent 
article,  fat  determinations  are  reliable 
dovm  to  concentrations  of  1  to  5  g  per 
100  g,  provided  a  large  enough  test 
portion  is  taken  to  obtain  at  least  50  mg 
of  weighable  residue  (Ref.  64).  The 
premise  is  that  acciiracy  generally 
increases  when  larger  amounts  are  used 
for  analysis  so  that  there  is  always  a 
minimum  quantity  of  extracted  fat 
available  for  weighing. 

Although  official  analytical 
methodologies  for  determining 
cholesterol  content  are  somewhat 
limited  at  the  present  time,  the  agency 
is  pleased  to  note  that  comments 
indicate  that  this  is  an  area  of  active 
research.  FDA,  as  a  member  of  the 
AOAC  Task  Force  on  Nutrient  Labeling 
Methods,  looks  forward  to  the 
development  of  additional  collaborated 
methods  for  a  range  of  matrices. 

D.  Dietary  Fiber 

In  proposed  §  101.9(c)(3)  of  the 
mandatory  nutrition  labeling  proposal 
and  proposed  §101.9(c)(7)(ii)  of  the 
supplementary  nutrition  labeling 
proposal.  FDA  specified  that  total, 
soluble,  and  insoluble  dietary  fiber 
content  are  to  be  determined  by  the 
method  "Total  Dietary  Fiber  in  Foods. 
Enzymatic  Gravimetric  Method." 

96.  One  comment  noted  that 
satisfactory  analytical  procedures  for 
measuring  dietary  fiber  are  available 
and  cited  the  American  Association  of 
Cereal  Chemists  Method  No.  32-21  and 
the  proposed  AOAC  method.  This 
comment  stated  these  methodologies 
were  at  least  as  accurate  as  certain  other 
sanctioned  procedures.  It  acknowledged 
that  research  should  continue,  however, 
to  improve  the  utility  and 
standardization  of  analytical  methods 
for  fiber.  Another  comment  noted  that 
the  precision  of  the  proposed  method 
may  cause  difficulties  at  low  levels, 
typical  of  that  found  in  some  fhjits  and 
vegetables  (more  than  1  percent  to  5 
percent)  and  especially  when  fat  is 
present  in  the  sample.  The  comment 
stated  that  because  of  questions 
concerning  the  accuracy  of  methods  for 
measuring  dietary  fiber,  companies  may 
elect  not  to  declare  low  levels  of  fiber 
in  their  products.  The  comment  stated 
that  there  is  a  more  accurate  method  for 
use  in  these  situations. 

Two  comments  from  the  meat 
industry  expressed  concern  that  the 
proposed  method  for  fiber  had  only 
been  evaluated  on  cereals,  grains,  and 
breads.  They  questioned  the 
applicability  of  the  method  to  other 


types  of  products.  According  to  another 
industry  comment,  currently  approved 
methods  for  analyzing  dietary  fiber 
seriously  imderestimate  dietary  fiber 
content  of  high  moisture  foods,  which 
leads  to  inaccurate  and  misleading  label 
information.  This  comment  said  that  a 
current  analytical  method  for  high 
moisture  products  is  unavailable.  A 
comment  expressed  the  hope  that  the 
tests  adopted  to  measure  dietary  fiber 
would  not  falsely  exclude  low 
molecular  weight  bulking  agents,  such 
aspolydextrose. 

The  few  comments  that  addressed 
analytical  methods  for  soluble  and 
insoluble  fibers  were  split  on  whether 
available  methods  are  adequate  or 
inadequate.  One  comment  to  the 
supplementary  proposal  noted  that  the 
agency's  cited  method  does  not  measure 
soluble  fiber  directly.  The  comment  said 
that  the  method  measures  total  dietary 
fiber  and  insoluble  dietary  fiber,  then 
calculates  soluble  dietary  fiber  as  the 
difference  between  the  two. 

With  the  ciurently  available  AOAC 
methods  for  dietary  fiber  and  its 
components,  FDA  believes  that  suitable 
methodology  exists  for  the  analysis  of 
dietary  fiber  for  nutrition  labeling 
purposes.  Since  the  issuance  of  the 
supplementary  proposal,  two  additional 
methods  for  dietary  fiber  have  been 
accepted  by  the  AOAC.  based  upon  the 
collaborative  data.  One  new  method 
(AOAC  15,  991.43)  permits  the  discrete 
analysis  of  total  dietary  fiber  and  of  each 
subcomponent,  i.e.,  soluble  and 
insoluble  dietary  fiber.  The  concern 
expressed  by  the  comments  as  to  the 
availability  of  validated  methods  for 
measuring  dietary  fiber  is  therefore 
alleviated.  Because  methods  for 
measuring  dietary  fiber  are  now 
included  in  the  Official  Methods  of 
Analysis  of  the  AOAC,  §  101.9(c)(7)(ii) 
of  the  supplementary  proposal,  which 
described  dietary  fiber  methodology, 
and  §  101.9(g)(2),  which  directs 
compliance  by  official  AOAC  methods, 
are  redundant.  As  such,  §  101.9{c)(7)(ii) 
has  not  been  included  in  the  final  rule. 

The  enzymatic-gravimetric  method 
(AOAC  15,  985.29)  cited  in  proposed 
§  101.9{c)(7){ii),  is  valid  for  high- 
moisture  foods  and  those  with  fat 
present  in  the  product.  The  method 
specifies  drying  conditions,  as  well  as 
defatting  procedures,  that  are  to  be 
performed  before  analysis  for  total 
dietary  fiber.  If  drying  conditions  are  a 
part  of  the  analysis,  analytical  results 
must  incorporate  the  loss  on  drying  to 
obtain  the  total  dietary  fiber  content  of 
the  "as  received"  product.  Likewise, 
any  loss  of  weight  from  fat  or  sugar 
removal  must  also  be  compensated  for 
in  the  calculations. 
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Regarding  the  comment  on  the 
appropriateness  of  including  low ' 
molecular  weight  bulking  agents  in 
dietary  fiber,  in  the  absence  of  a 
consensus  on  a  chemical  definition  for 
dietary  fiber,  the  available  analytical 
methods  dictate  classification  of  sudi 
ingredients.  Some  manufactured  low 
molecular  weight,  carbohydrate  based, 
bulking  agents,  such  as  polydextrose.  do 
not  analyze  as  dietary  fiber  in  the 
official  AOAC  methods  for  measuring 
dietary  fiber.  Such  food  ingredients, 
while  not  reported  as  dietary  fiber  in 
nutrition  labeling,  would  be  included  in 
total  carbohydrate  and  reported  as 
"other  carbohydrate." 

97.  A  few  comments  recommended 
that  dietary  fiber  be  listed  in  0.5-g 
increments,  believing  it  to  be  a 
meaningful  quantity  to  declare.  Other 
comments  concurred  with  the  agency's 
proposal  of  whole-g  declaration  for 
dietary  fiber  on  the  basis  that  0.5  g 
requires  greater  analytical  precision 
than  is  possible  for  measuring  dietary 
fiber. 

The  agency  disagrees  with  the  first 
(»mment.  No  data  were  presented  to 
support  a  change  to  0.5-g  increments. 
Tlierefore,  FDA  continues  to  believe  that 
the  precision  of  the  analytical 
methodology  for  determining 
quantitative  amounts  of  dietary  fiber 
does  not  allow  for  accuracy  to  the  0.5 
g  level.  Accordingly.  §  101.9{c)(6)(i)  will 
require  that  dietary  fiber  be  expressed  to 
the  nearest  g. 

98.  One  comment  recommended  use 
of  the  word  "fiber"  in  lieu  of  "dietary 
fiber."  The  comment  stated  that 
consistency  with  the  1990  amendments 
was  not  needed  and  was  far  less 
important  than  using  terms  that 
consumers  understood.  The  comment 
also  contended  that  insertion  of  the 
word  "dietary"  into  each  term  of  fiber 
content  would  clutter  the  label. 

The  agency  disagrees  with  the 
comment.  No  data  were  presented  to 
support  the  contention  that  the  term 
"dietary  fiber"  would  confuse 
consumers.  FDA  believes  that  it  is 
important  to  distinguish  between 
dietary  fiber  and  crude  fiber  to  ensure 
that  there  is  no  question  as  to  what  fiber 
components  are  declared. 

99.  One  comment  took  exception  to 
tlie  agency's  citation  of  USDA 
Handbook  74  (1955)  as  the  reference  for 
the  subtraction  of  dietary  fiber  in  the 
calculation  of  total  carbohydrate  at 

-  §  101.9(c)(6)  of  the  supplementary 
nutrition  labeling  proposal.  In  the  cited 
reference,  dietary  fiber  is  not  a  part  of 
the  calculation.  The  comment  noted 
that,  as  a  defined,  analyzable  entity, 
dietary  fiber  was  unknown  in  1955. 


FDA  acknowledges  the  accuracy  of 
the  comment  in  regard  to  the  concept  of 
what  dietary  fiber  was  in  1955.  As  noted 
previously,  the  agency  has  modified 
§  101.9(c)(6)  so  that  dietary  fiber  is  no 
longer  subtracted  from  the  weight  of  the 
total  food  in  the  calculation  of  total 
carbohydrate  content  for  nutrition 
labeling  purposes.  Therefore,  the 
concern  expressed  by  this  comment  has 
been  addr^sad. 

£.  Sugars  and  Other  Caibohydmte 

In  the  mandatory  nutrition  labeling 
proposal.  FDA  discussed  the  analytical 
methodologies  for  sugars  and  dietary 
fiber  (55  FR  29487  at  29498).  The 
agency  acknowledged  in  the 
supplementary  proposal  (56  FR  60366  at 
60369)  that  analytical  problems  were  a 
concern  for  the  mandatory  declaration 
of  sugars  and  complex  carbohydrate. 

100.  Essentially  all  of  the  comments 
stated  that  current  methodology  is 
inadequate  to  determine  the  levels  of 
sugars  and  complex  carbohydrate,  as 
defined.  Other  comments  described  the 
methodology  as  unavailable,  costly, 
difficult,  and  imprecise.  One  comment 
noted  that  there  are  no  current 
analytical  standards  for  measuring 
complex  carbohydrates  as  defined  in 
FDA's  proposed  rule.  There  were  no 
comments  that  provided  references  for 
available,  validated  analytical 
methodology  for  these  food 
components.  Another  comment  noted 
that  assay  techniques  for  the 
quantitative  determination  of 
polysaccharides  of  10  and  higher 
saccharide  units  are  beyond  the 
reasonable  capabilities  of  many  in  the 
food  industry. 

One  comment  included  an  evaluation 
of  two  liquid  chromatographic 
procedures  for  monosaccharides 
through  pentasaccharides  and 
delineated  disadvantages  of  each.  The 
technique  of  high  performance  ion 
chromatography  was  identified  by  the 
comment  as  the  technique  that  could 
provide  the  most  accurate  values  for 
sugars.  This  technique  has  not  however, 
been  studied  collaboratively  by  the 
AOAC. 

Concerns  expressed  in  regard  to  the 
analytical  determination  of  sugars  and 
complex  carbohydrates  have  been 
alleviated  by  the  revision  of  the 
definition  of  "sugars"  to  include  only 
the  sum  of  mono-  and  disaccharides  and 
of  "other  carbohydrate"  as  the 
difference  between  total  carbohydrates 
and  the  sum  of  dietary  fiber,  sugars,  and 
sugar  alcohols  (when  declared).  There  is 
established  methodology  in  the  Official 
Methods  of  Analysis  of  the  AOAC  for 
the  determination  of  mono-  and 
disaccharides  in  several  food  groups 


with  a  high  degree  of  confidence. 
Continued  analytical  work  will  be 
necessary  to  validate  methodology  for  a 
wider,  more  diverse  food  supply. 

The  agency  will  use  the  tedmique  of 
HPLC  in  monitoring  compliance  with 
label  statements  concerning  sugars 
content.  The  agency's  use  of  this 
technique  will  not  preclude  the  use  of 
emerging  technologies  such  as  high 
performance  ion  chromatography  or 
supercritical  fluid  chromatography  as 
they  are  developed  and  validated. 

F.  Vitamins 

101.  A  comment  stated  that  the 
agency  should  list  those  carotene 
fractions  that  can  be  included  in  the 
declaration  of  vitamin  A  for  labeling 
purposes.  It  noted  that  a  variety  of  HPLC 
methods  for  vitamin  A  and  carotene  are 
available  and  currently  in  use  by 
industry  and  FDA.  The  comment  also 
stated  that  analytical  reagents  required 
for  AOAC  official  methods  for 
determining  vitamin  A  content  are  no 
longer  available. 

In  its  RDI/DRV  proposal,  the  agency 
proposed  that  vitamin  A  content  is  to  be 
expressed  in  retinol  equivalents  (55  FR 
29476  at  29485).  One  retinol  equivalent 
was  established  to  be  equivalent  to  1 
microgram  (jig)  retinol  or  6  ^g  beta- 
carotene.  The  nomenclature  for  vitamin 
A  as  retinol  equivalents  was  carried 
forward  in  the  supplementary  proposal 
at  §  101.9(c)(ll)(iv).  FDA  is  aware  of 
literature  data  where  alpha-carotene  is 
present  in  some  carrots  in  significant 
amounts.  To  account  for  this  and  other 
carotene  fractions,  the  agency  also 
recognizes  the  National  Academy  of 
Sciences'  definition  of  retinol 
equivalents  as  12  ^g  of  provitamin  A 
carotenoids  other  than  beta-carotene 
(Ref.  23). 

As  noted  above,  the  agency  worked 
closely  and  actively  with  the  AOAC 
Task  Force  on  Nutrient  Labeling 
Methods  to  judge  the  adequacy  of 
AOAC  methods  to  meet  nutrition 
labeling  needs.  The  decreased 
availability  of  the  analytical  reagents  for 
some  methods  for  determining  vitamin 
A  content  has  caused  both  indust^  and 
the  agency  to  rely  more  on  HPLC 
procedures.  For  example,  the  yellow  OB 
dye  (formerly  FD&C  Yellow  No.  4)  used 
for  standardizing  the  alumina  column  in 
the  AOAC  method  for  determining  the 
vitamin  A  content  in  margarine  is  no 
longer  readily  available.  However,  FDA 
advises  that  the  Nutrient  Surveillance 
Branch  (HFF-266),  Center  for  Food 
Safety  and  Applied  Nutrition,  FDA,  can 
provide  limited  quantities  of  the  dye 
upon  request  to  the  address  listed  at  the 
beginning  of  this  document. 
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V.  Formal 

A.  Legal  Authority  for  an  Improved 
Nutrition  Label  Format 

Congress  clearly  intended  that 
nutrition  information  be  presented  to 
the  public  in  a  manner  that  facilitates 
understanding  of  the  information  and 
that  assists  consumers  in  maintaining 
healthy  dietary  practices.  This  fact  is 
evidenced  by  at  least  two  provisions  of 
the  1990  amendments.  Section  403(q)(l) 
of  the  act,  which  was  added  by  the  1990 
amendments,  states: 

The  Secretary  may  by  regulation  require 
any  information  required  to  be  placed  on  the 
label  or  labeling  by  this  subparagraph  or 
subparagraph  (2)(A)  (section  403(q)(l)  or 
(2)(A))  to  be  highlighted  on  the  label  or 
labeling  by  larger  type,  bold  type,  or 
contrasting  color  if  the  Secretary  determines 
that  such  highlighting  will  assist  consumers 
in  maintaining  healthy  dietary  practices. 

In  addition,  section  2(b)(1)(A)  of  the 
1990  amendments  states  that  the 
implementing  regulations  shall: 

•  •  •  require  the  required  information  to 
be  conveyed  to  the  public  in  a  manner  which 
enables  the  public  to  readily  observe  and 
comprehend  such  information  and  to 
understand  its  relative  significance  in  the 
context  of  a  total  daily  diet. 

Consistent  with  the  authority  vested 
in  the  Secretary  (and  FDA.  by 
delegation)  to  determine  if  specific  label 
information  will  assist  consumers  in 
maintaining  healthy  dietary  practices, 
the  House  report  accompanying  the 
1990  amendments  directs  FDA  to 
consider  a  variety  of  format  options, 
including:  "information  about  the 
recommended  daily  intake,  the  use  of    • 
descriptive  terms  such  as  'high,' 
'medium.'  and  'low'  or  use  of  universal 
symbols  to  indicate  desirable  or 
undesirable  levels  of  particular 
nutrients."  The  report  goes  on  to  state: 
"While  the  bill  does  not  mandate  any 
particular  approach,  it  does  require  the 
Secretary  to  specify  requirements  that 
would  permit  the  consumer  to 
understand  the  nutrition  information 
pertaining  to  a  particular  food  in 
relation  to  recommended  dietary 
information"  (Ref.  16). 

B.  The  Bole  of  the  Nutrition  Label 

The  1990  amendments  provide 
several  descriptions  of  the  role  of  the 
nutrition  label.  Section  403(q){l)  of  the 
act,  which  was  added  by  the  1990 
amendments,  uses  the  language  "assist 
consumers  in  maintaining  healthy 
dietary  practices."  Section  2(b)(1)(A)  of 
the  1990  amendments  uses  the  language 
"enables  the  public  to  readily  observe 
and  comprehend  such  information  and 
to  understand  its  relative  significance  in 
the  context  of  a  total  daily  diet."  In  the 


format  proposal,  FDA  requested 
comment  about  how  the  nutrition  label 
can  best  assume  the  information  role 
mandated  by  the  1990  amendments. 
102.  A  number  of  comments  from 
food  manufacturers,  trade  associations,    . 
health  promotion  organizations,  and 
consumer  groups  identiHed  more  than 
one  role  for  the  nutrition  label  in 
assisting  consumers  in  maintaining 
healthy  dietary  practices.  One 
illustrative  comment  from  a  health 
professional  organization  described  two 
different  roles  of  the  food  label  as:  (1)  ■ 
Helping  consumers  choose  appropriate 
foods  and  (2)  helping  consumers  to 
understand  the  "importance  of  diet  and 
proper  dietary  behaviors  to  a  healthy 
life."  Similarly,  a  comment  from  a  trade 
association  made  the  distinction 
between  the  food  label  "contributing  to 
the  consumer's  understanding  of  the 
relative  significance  of  the  food  in  the 
context  of  a  total  daily  diet"  and 
providing  "guidance  on  how  to  use 
information  in  the  food  label  to  make 
appropriate  food  choices."  Many 
comments  made  similar  distinctions 
between  the  food  label  helping  to  place 
the  particular  product  in  the  context  of 
a  daily  diet  and  the  food  label  providing 
guidance  on  how  to  maintain  healthy 
dietary  practices.  A  number  of 
comments  from  industry  questioned 
whether  the  act  mandated  an  explicit 
educational  role  for  the  nutrition  label 
to  provide  guidance  to  consumers  on 
how  to  maintain  healthy  dietary 
practices. 

Many  comments  argued  that  the 
nutrition  label  cannot  by  itself  provide 
all  the  information  important  to 
maintaining  healthy  dietary  practices 
but  reached  different  conclusions  about 
the  relevance  of  this  limitation  for  the 
nutrition  label  format.  A  number  of 
comments,  particularly  from  industry, 
pointed  out  that  because  of  the  limited 
space  available  on  the  food  label,  the 
nutrition  label  cannot  be  expected  to 
adequately  convey  all  the  information 
consumers  need  to  understand  the 
importance  of  nutrition  information  in 
maintaining  healthy  dietary  practices. 
These  comments  concluded  that  the  role 
of  the  nutrition  label  should  be  limited 
to  providing  factual,  product-specific 
information,  and  that  the  broader 
dietary  guidance  role  should  be  reserved 
to  off-label  activities  of  public  and 
private  nutrition  education  programs. 
These  comments  asserted  that  these 
programs  will  have  sufficient  time  and 
space  to  inform  consumers  about  the 
concepts  of  flexibility  and  personal 
choice  necessary  to  maintain  healthy 
dietary  practices. 

Other  comments,  primarily  from 
consumer  organizations  and  health 


professional  groups,  acknowledged  the 
necessity  of  off-label  consumer 
education  to  help  consumers     ! 
understand  how  to  use  the  nutrition 
information  to  maintain  healthy  dietary 
practices  but  saw  the  nutrition  label  as 
a  useful  food  selection  tool  that  needs 
to  be  integrated  with  off-label 
educational  programs. 

FDA  agrees  that  the  nutrition  label" 
can  and  should  help  consumers  make 
informed  food  choices,  and  that  it  can 
also  contribute  to  helping  consumers 
maintain  healthy  dietary  practices.  The 
two  roles  are  by  no  means  inconsistent. 
To  help  consumers  make  appropriate 
food  choices  contributes  undoubtedly  to 
maintaining  healthy  dietary  practices. 
Among  those  choices  are  choices  that 
will  assist  the  consumer  in  maintaining 
healthy  dietary  practices.  Maintaining 
healthy  dietary  practices,  however,  is  a 
larger  and  more  complex  goal  than 
informing  food  choices,  and  one  that 
requires  motivation  and  knowledge  of 
how  to  combine  and  balance  the  many 
different  kinds  of  foods  and  eating 
occasions  that  constitute  a  total  diet. 
The  1990  amendments  require  the 
agency  to  take  both  senses  of  the 
possible  role  of  the  nutrition  label  into 
account  in  evaluating  alternative 
formats  for  the  nutrition  label.  However, 
the  agency  also  agrees  that  the  i 

mandated  role  of  the  nutrition  label  to 
assist  consumers  in  maintaining  healthy 
dietary  practices  does  not  encompass  an 
explicit  educational  role  for  the 
nutrition  label  to  provide  dietary 
guidance  to  consumers. 

The  agency  believes  that  the  nutrition 
label  format  needs  to  give  first 
consideration  to  helping  consumers 
make  informed  food  choices  by  enabling 
them  to  both  comprehend  the 
nutritional  value  of  the  food  and  to 
understand  its  relative  significance  in 
the  context  of  the  total  daily  diet  as 
called  for  in  section  2(b)(1)(A)  of  the 
1990  amendments. 

The  agency's  view  is  that  the  basic 
format  elements  that  best  serve  the 
mandated  role  of  the  nutrition  label 
must  be  identified  and  justified  on  the 
basis  of  consumer  research.  Therefore, 
the  implications  of  format  elements  for 
the  use  of  the  nutrition  label  in  assisting 
consumers  to  understand  the  nutritional 
value  of  the  food  and  to  understand  the 
food  in  the  context  of  the  total  daily  diet 
were  extensively  examined  in  the 
agency's  format  research. 

C.  Need  for  Consumer  Research 

Section  2(b)(1)(A)  of  the  1990 
amendments  specifies  criteria  for  an 
acceptable  format  for  nutrition  label 
information.  The  operative  terms  in  this 
section,  "readily  observe  and 
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comprehend"  and  "understand  its 
relative  significance  in  the  context  of  a 
total  daily  diet."  are  goals  stated  in 
terms  of  consumer  perception  and 
understanding.  The  consequences  of 
various  formats  and  format  elements  on 
consumer  perception  and  understanding 
can  only  be  measured  objectively  in 
terms  of  behavior  (i.e.,  in  terms  of  how 
well  consumers  use  a  format  for  a  . 
specific  task).  Formats  and  format 
elements  can  be  assessed  subjectively  by 
asking  consumers  or  experts  to  judge  the 
usefulness  of  various  formats.  Behavior- 
based  performarice  measures,  however, 
rather  than  subjective  judgment,  are 
generally  accepted  as  the  more  reliable 
and  valid  way  to  evaluate  the 
consequences  of  information  displays 
on  consumer  perception  and 
understanding. 

Major  scientific  groups  (Refs.  1,  65. 
and  66)  urged  FDA  to  subject  possible 
nutrition  label  formats  to  consumer 
testing  to  objectively  determine  which 
formats  can  be  used  most  effectively  by 
consumers.  FDA  has  placed 
considerable  emphasis  on  the 
importance  of  consumer  research  in 
developing  a  new  format  for  the 
nutrition  label  because  of  this  advice 
and  because  the  techniques  of  consumer 
research  (surveys,  focus  groups, 
experiments,  and  preference  polls) 
provide  the  best  and  perhaps  the  only 
possible  bases  for  evaluating  alternative 
nutrition  label  formats  against  the 
consumer  perception  and  understanding 
criteria  specified  in  the  1990 
amendments. 

103.  A  number  of  comments  argued 
that  virtually  any  nutrition  label  format, 
even  the  current  format,  can  serve  to 
help  consumers  put  foods  in  the  context 
of  a  total  daily  diet  depending  on  the 
knowledge  and  understanding  of  the 
person  reading  the  label.  To  the  same 
point,  many  comments  recommended 
nutrition  education  activities  to 
supplement  the  public's  understanding 
of  label  information.  Some  comments 
suggested  that  nutrition  education 
activities  can  be  an  alternative  to 
including  one  or  more  information 
elements,  such  as  a  listing  of  DRV's  for 
certain  macronutrients,  on  the  nutrition 
label. 

FDA  agrees  that  each  person's 
knowledge  is  the  necessary  context  for 
understanding  label  information,  and 
that  nutrition  education  activities  can  be 
an  important  complement  to  the 
public's  understanding  of  label 
information.  FDA  disagrees  with  the 
implication  sometimes  drawn  from 
these  facts  that  FDA  is  thereby  relieved 
from  the  burden  of  adopting  a  format 
based  in  part  on  the  available  evidence 
about  what  kind  of  format  does  the  best 


job  at  achieving  the  objectives  of  the 
1990  amendments.  Although  various 
considerations  bear  on  the  selection  of 
a  final  nutrition  label  format,  FDA 
believes  that  an  essential  criterion  is 
how  well  a  format  conveys  information 
that  Congress  expected  would  be 
provided  by  the  nutrition  label. 
Congress  expected  that  such 
information  would  allow  people  to 
decide  whether,  based  on  the  nutrition 
content  of  the  food,  they  would  want  to 
buy  the  food  (Refs.  67  and  68)  and  to 
understand  the  relative  significance  of 
the  food  in  the  context  of  the  daily  diet 
(section  2(b)(1)(A)  of  the  1990 
amendments).  FDA  has  sought  to 
measure,  and  has  sought  other 
information  that  measures,  the  ability  of 
various  formats  to  achieve  these 
objectives. 

D.  Consumer  Research  Submitted  as 
Comments  or  Referenced  in  Comments 
to  the  Format  Proposal 

1.  Background 

The  agency  reviewed  a  number  of 
qualitative  studies  (i.e..  five  focus 
groups,  seven  preference  polls)  and 
quantitative  studies  (i.e.,  five  surveys, 
seven  experiments,)  that  were  submitted 
as  comments  or  referenced  in  comments 
to  the  format  proposal.  Consumer 
research  studies  about  format  issues 
were  conducted  by  FDA.  food  industry 
groups,  individual  food  companies, 
consumer  groups,  public  health 
organizations,  health  professionals,  and 
academic  researchers. 

Much  of  this  work  was  done  in 
response  to  FDA  requests  for  additional 
information,  and  became  available  only 
in  comments  submitted  in  response  to 
such  requests.  For  example,  FDA 
published  an  advance  notice  of 
proposed  rulemaking  in  the  Federal 
Register  of  August  8. 1989  (54  FR 
32610).  soliciting  public  comment  on  a 
wide  range  of  food  labeling  issues, 
including:  (1)  Whether  to  revise 
requirements  for  nutrition  labeling  and 
(2)  whether  to  change  the  nutrition  label 
format.  FDA  subsequently  held  four 
public  hearings  on  food  labeling,  the 
last  of  which  was  held  in  Atlanta. 
Georgia  on  December  13. 1989.  This  last 
public  hearing  focused  on  the  nutrition 
label  format. 

.    Additionally,  in  the  Federal  Register 
of  May  20, 1991  (56  FR  23072),  FDA 
published  a  notice  announcing  the 
availability  of  a  report  on  research  on 
alternative  nutrition  label  formats  that 
had  been  conducted  by  the  agency  and 
inviting  comments  on  the  report.  Thd 
comments  on  this  notice  were  used  in 
the  design  and  execution  of  subsequent 
consumer  research  conducted  by  the 


agency.  In  the  Federal  Register  of  July 
1. 1991  (56  FR  29963).  FDA  announced 
a  plan  for  a  cooperative  pilot  program 
vtrith  industry  to  test  alternative 
nutrition  label  formats  that  led  to 
several  industry  sponsored  nutrition 
label  format  studies.  In  the  Federal 
Register  of  April  2. 1992  (57  FR  11277), 
FDA  gave  notice  of  a  meeting  for 
industry,  including  small  businesses,  at 
which  the  agency  presented  the  results 
of  its  research  studies  related  to  the 
format  and  design  of  the  nutrition  label, 
so  that  comments  to  the  proposed 
format  rule  (57  FR  32058)  could  be  as 
informed  as  possible. 

In  a  number  of  instances.  FDA  staff 
provided  materials,  information, 
support,  and  consultation  on  technical 
aspects  of  study  design  and  label  format 
to  researchers.  In  addition,  FDA 
received  many  comments  from  the 
general  public  in  response  to  articles  in 
newspapers  and  newsletters  that 
solicited  consumer  opinions  in  the  form 
of  informal  polls  based  on  examples  of 
possible  nutrition  label  formats 
provided  by  FDA.^  Table  1  presents  a 
summary  of  the  various  research  studies 
received  in  response  to  the  format 
proposal  and  the  format  research 
conducted  by  FDA. 

Table  1. — Research  Studies  Submitted  as 
Comments  or  Referenced  in  Comments  to 
Docket  Number  91N-0162:  Food  Labeling: 
Format  of  Nutrition  Label;  Proposal 

A.  Experimental  Studies  Submitted 

1.  Frito-Lay  Study  (Ref.  74) 

a.  Design:  Between  subjects;  five  format 
cells. 

b.  Subjects:  Central  location  test;  adults, 
age  18+  who  purchased  and/or  ate  salty 
snacks  in  the  past  4  weeks,  one  site,  N=750. 

c.  Formats  tested:  Same  as  FDA  Study  1  on 
actual  product. 

d.  Key  dependent  measures:  (1)  Scale 
based  on  seven  questions,  three  number-of- 
serving  type  and  four  dietaiy-judgment  type; 
(2)  rating  of  single  format  based  on 
helpfulness,  ease  of  use  and  adequacy  of 
information. 

e.  Assessment/conunents:  All  subjects  saw 
same  product.  Well  controlled  study. 

2.  CMA/NFPA  Industry  Study  (Ref.  71) 

a.  Design:  Between  subjects;  seven  format 
cells. 

b.  Subjects:  Shopping  mall  intercept/ 
central  location  test;  adults  18+  who  did  at 
least  half  of  household  food  shopping,  quota 
controls  on  age,  income,  education  and  race; 
36  sites.  N=5.600. 

c.  Formats  tested:  Same  as  FDA  Study  2  on 
realistic  product  mockups. 

d.  Key  dependent  measures:  (1)  Product 
comparison  task  identical  to  FDA  task;  (2) 
four-product  comparison  task  with  specific 
nutrient  probes.  (3)  dietary  judgpient  task 
with  specific  nutrient  probes,  "if  you  were 
trying  to  get  more/limit  (NLTTRI SNT)  in  youi 
diet,  how  would  you  feel  atwut  sating  this 
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(FOOD)?";  (4)  rating  of  single  foraiat  based 
on  adequacy  of  inionnation  and  mm  of  use. 
(5)  self-report  of  whether  subjects  knev*  bow 
to  use  the  DRV  infonnation. 

e.  Assessment/comments:  Each  subject 
worked  with  only  one  fcjrmat  executed  in  a 
variety  of  ways.  Products  are  confousded 
with  tasks.  Fonnat  executions  are 
inconsistent  across  products.  Perrenl  DRV 
formats  are  sometkaes  executed  with  1,  3.  or 
4  column  displays  depending  on  product, 
while  other  formats  have  either  one-  or  two- 
column  displays.  This  complex  execution  for 
Percent  DRV  formats  may  explain  why  they 
show  poor  prndurt  romparison  performance 
and  are  rated  .Twr*"  negatively  than  other 
formats.  Exposure  to  formats  on  e^rly  tasks 
may  affect  responses  on  later  tasks. 

3.  FDA  Formal  Study  1  {Ref.  69) 

a.  [)esign:  Repeated  measures  within 
subjects;  subjects  assigned  to  one  row  of  a 
5(formats)  X  5(products)  (Jreco- Latin  Square. 

b.  Subjects:  Shopping  mall  interrept/ 

n  ntral  lor^tion  trst,  adults  18+  who  did  at 
least  half  of  household  fiioci  shopp'ng,  quota 
controls  on  agi;.  income,  education' arKi  race; 
eight  sites  in  seven  states,  N=  1.560. 

c.  Formats  tested:  Five  formats  (see  format 
proposal  (57  PR  aiO-SSj). 

d.  Key  depjendent  measures:  (1 }  Product 
comparison  task,  measured  both  accuracy 
and  time;  (?)  preference  rating  for  most  liked/ 
least  liked  fiarmut  omcng  the  five  seen  in  the 
study,  and  reasons  for  choices. 

e.  Assessment/comments:  Formats 
presented  as  two  dioMnsiooal  nutrition 
labels  of  realistic  size  but  not  on  packages. 

4.  FDA  Format  Study  2  (Ref  70) 

a.  Design:  Repeated  measures  within 
subjects;  subjects  assigned  to  one  row  of  one 
of  three  4(formats)  X  4(products)  Greco-Latin 
Squares. 

b.  Subjects:  Shopping  mall  intercept/ 
central  location  test,  adults  18  +  who  did  at 
least  half  of  household  food  shopping,  no 
quota  controls:  8  sites,  N=l,232. 

c  Formats  tested:  seven  formats  (see  fonnat 
proposal  (57  FR  32058)). 

d.  Key  dependent  measures:  (1)  Product 
comparison  task,  measured  both  accuracy 
and  time:  (2)  judgments  of  front  panel 
nutrition  claims;  (3)  judgments  of  nutriocts 
that  need  to  be  balanced  in  the  diet  after 
eating  product;  (4)  product  healthfulness 
ratings  before  and  after  seeing  nutrition  label; 
(3)  estima'e  of  how  many  servings  of  product 
needed  to  meet  daily  requirement;  (6) 
preference  for  most  liked/least  liked  format 
out  of  the  four  teen,  with  stated  reasons  for 
choices. 

e.  Assessment/comments:  Formats 
presented  as  two  dimensional  nutrition 
labels  of  realistic  size  but  not  on  packages. 
All  formats  not  tested  on  product  com^iarison 
task.  FDA  Study  1  data  used  to  impute 
product  comparison  performance  fur  Control 
and  Adjective  formats.  Percent  DV/With  DRV 
used  9S  proxy  for  Percent  DV/Without  DRV 
on  product  comparison  task. 

6.  Geiger  Study  (Ref.  72) 

a.  Design:  Repeated  measures  witnin 
subject;  subjects  assigned  to  one  of  two 
formal  sets  of  either  five  or  six  formats. 


b.  Subjects:  Shopping  mall  intercept/ 
central  location  test,  one  site,  eligibility    . 
requirements  not  specified.  N=243. 

c  Formats  Tested:  11  formats  including 
versions  of  Control,  Control/DRV,  Percent 
DV/With  DRV,  Percent  DV/Without  DRV  and 
versions  with  adjectives,  bar  graphs  and 
various  combinations  of  these  design 
features. 

d.  Dependent  measures:  (1)  Reading 
accuracy;  (2)  numbcr-of- serving  type 
questions;  (3)  perceived  usefulness  of  various 
formats  based  on  a  conjoint  measuremont 
procedure-equivalent  to  preference  for  large 
choice  set. 

e.  A&sessment/commeols:  All  fbrmjtts 
executed  on  same  product.  Learning  effects 
across  repeated  measures  may  confound 
format  effects  on  performance  measures — the 
same  information  is  available  on  all  formats. 
Correct  ansv>rer8  to  immber-of-serving  type 
questions  are  not  clearly  defined. 

6.  Byrd-Brodbenner  (Ref  73) 

a.  Design:  Repeated  measures  within 
subject;  seven  format  cells. 

b.  Subjects:  Supermarket  intercept,  15  sites 
in  same  geographic  area,  food  shoppers  18>, 
age  and  education  quota  controls,  htialth  and 
nutrition-related  workers  excluded,  N=309. 

c.  Formats  tested:  seven  fonnats  including 
versions  of  Percent  DV,  Adjective.  DRV 
Listing  and  Control  in  various  combinations. 

d.  Key  dependent  measures:  (1)  Hybrid 
scale  consisting  of  number-of-serving  type 
questions  and  product  comparisoii  questions; 
(2)  scale  consisting  of  product  comparison 
questions;  (3)  preference  ratings  of  most 
helpful/least  helpful  with  stated  reasons. 

e.  Assessment/comments:  Products 
confounded  with  formats.  Order  of  format 
presentation  partially  confounded  with 
amount  of  inionnation  in  forroaL 

7.  Burton  (Ref.  75) 

a.  Design;  Between  subjects,  4(formats)  X 
3(referflnce  values:  none/daily/meal)  X 
2(high/low  nutrient  values). 

b.  Subjects:  Recruited  for  a  university 
sponsored  project  by  letter,  cross-sectioa  of 
adults.  n=:SOO. 

c.  Formats  tested:  Versions  of  Control. 
Adjective  and  Percent  DV  with  and  without 
different  versions  of  a  DRV  listing. 

d.  Key  dependent  measures:  (1)  l*roduct 
ratings:  bad-good,  not  nutritious/very 
nutritious,  purchase  intentions;  (2)  number- 
or-scrving  typw  measure;  (3)  rank  ordering  of 
formats  on  quantity  and  quality  of 
infonnation. 

e.  Assessment/comments:  Well  controlled 
study. 

B.  Survey  Studies  Submined 

1.  AHA  Quantitative  Study  (Ref  87) 

a.  Design:  Central  location  test,  details 
unspecified. 

b.  Subjects:  N=405. 

c.  Relevant  format  topics:  Frequency  of 
reading  back  of  food  labels,  magnitude 
estimation  of  amount  of  fat  in  ptroduct, 
awareness  of  calorie  base  for  fat,  knowledge 
of  how  to  adjust  Fat  DRV  if  person  eats  less 
than  2,350,  likelihood  of  using  information 
on  food  label  to  help  reduce  (at  intake. 

d.  Assessment/ajnunents*.  Most  of  the 
survey  is  devoted  to  issues  related  to  use  of 
the  word  "healthy"  on  fiMid  labels. 


2.  CSPl  Study  (Ref.  95) 

&  Design:  National  probability  sample  of 
telephoite  households. 

b.  Subjects:  N=2.0O8  adults,  assigned  to 
one  of  eight  versions  of  magnitude  estimation 
question. 

c.  Relevant  format  topics:  Magnitude 
estimation  of  fat  amounts  in  product. 

d.  Assessment/comments:  Fat  is  the  only 
nutrient  considered. 

3.  American  Meat  Institute/Roper  Study  (Ref 
96) 

a.  Design:  Multistage,  stratified  national 
probability  sample  of  households,  In  home 
interviews. 

b.  Subjects:  N=2.000.  males  who  shared 
food  shopping  responsibility  equally  with 
other  people  in  the  household  were  selected 
when  possible,  otherwise  any  food  shopper 
available  from  household  was  seltjcted. 

c.  Relevant  fonnat  topics:  Attitudes  and 
behavior  regarding  food  labels, 
understanding  of  "RDA"  and  ~DRV." 

d.  Assessment/comments:  A 
comprehensive  survey  on  food  labeling 
issues. 

4.  Kellogg  Study  (Ref  97) 

a.  Design:  Not  a  probability  sample, 
subjects  call  toll-free  number  for  some 
product-specific  reason. 

b.  Subjects;  N=272,  unknown 
characteristics. 

c.  Relevant  format  topics;  Understanding  of 
DRV,  knowledge  of  how  to  adjust  DRV  for 
varying  calorie  needs,  rated  helpfulness  of 
DRV  infonnation. 

d.  Assessment/comments:  Sample 
characteristics  are  unknown. 

5.  GMA/NFPA  Indwstry  Study  (Ref.  71) 

a.  Design:  Central  location  test  (see 
description  above).  Questions  that  were 
asked  before  subjects  saw  any  food  label 
formats  or  questions  that  did  not  involve  use 
of  formats  are  considered  survey  questions. 

b.  Subjects:  See  description  above. 

c  Relevant  format  topics:  Frequency  of 
reading  food  labels,  frequency  of  various  uses 
of  food  label  information,  understanding  of 
DRV  concept. 

d.  Assessment/comments:  Large  sample, 
detailed  questions  about  possible  label  uses. 
DRV  questions  arc  asked  after  respondents 
have  been  exposed  to  particular  food  label 
formats,  subjects  exposed  to  Control  format 
arc  not  asked  DRV  questions,  only  4.790 
respondents  are  asked  the  DRV  questions. 

6.  National  Consumers  League  (Ref  98) 

a.  Design:  National  probability  sample  of 
telephone  households. 

b.  Subjects:  N=1.139. 1,007  who  read 
nutrition  labels  at  least  sometimes  compl«te< 
full  questionnaire. 

c.  Relevant  format  topics:  Frequency  of 
reading  food  labels,  reasons  for  reading  food 
labels. 

d.  Assessment/comments:  Most  of  the 
survey  is  devoted  to  issues  related  to  use  of 
the  word  "healthy"  on  food  labels, 

C.  Focus  Group  Studies  Submitted 

1.  FDA  Study  1  (Ref  85). 

2.  FDA  Study  2  (Ref. |«6» 

3.  Geiger  (Kef.  72). 
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4.  AHA  Study  1  (Ret  87). 

5.  AHA  Study  2  (Ret  87). 

D.  Informal  Preference  Polls 
1.  CX)STCO  Newsletter  (Ret  88). 
•  2.  Washington  Post  (Ret  89). 

3.  Nutrition  Action  Newsletter  (Ret  90). 

4.  USA  Today  (Ret  91). 

5.  Daily  Herald  (Ret  92). 

6.  Atlanta  Constitution  (Ret  92). 

7.  New  York  Times  (Ret  94). 

The  studies  vary  greatly  in  the  issues 
addressed,  methodology,  sampling, 
types  of  nutrition  formats  studied,  types 
of  evaluation  measures  used  to  assess 
formats,  and  degree  of  control  used  in 
the  research.  Many  of  the  consumer 
studies  submitted  or  referenced  in 
comments  about  nutrition  label  formats 
were  based  on  recently  conducted 
research  studies  and  on  interpretations 
that  had  not  yet  appeared  in  the 
scientific  literature. 

FDA  considers  the  findings  of 
research  studies  submitted  in  comments 
to  constitute  an  important  separate  class 
of  comments  for  purposes  of  evaluating 
various  nutrition  label  formats.  Research 
findings  based  on  specific  measures 
need  to  be  considered  as  distinct  from 
conclusions  based  on  combining 
findings  across  several  different 
measures.  Research  findings  also  need 
to  be  considered  in  the  context  of  a  body 
of  similar  research  to  evaluate 
consistency  in  the  pattern  of  effects 
across  studies  (e.g.,  reliability)  and 
consistency  in  the  identification  of 
important  controlling  factors  (e.g., 
validity).  Comments  offering 
conclusions  based  on  research  findings 
are  discussed  below  in  the  relevant 
sections.  In  this  section,  the  research 
findings  themselves  are  discussed  in 
terms  of  methodologies  used,  types  of 
evaluation  measures,  consistency  of 
effects  across  studies,  the  strength  of 
effects,  and  implications  for  the  design 
of  the  nutrition  label  format.  The  agency 
believes  that  to  clarify  its  reasons  for 
decisions  about  the  nutrition  label 
format  thai  rely  on  research  findings,  it 
Is  necessary  to  articulate  its 
understanding  of  the  relevance, 
reliability,  and  relative  significance  of 
the  various  research  findings. 
I  To  facilitate  discussion  of  research 
findings,  FDA  considers  it  useful  to 
distinguish  among  three  primary  types 
of  evaluation  measures  used  to  assess 
nutrition  label  formats:  Performance 
measures  based  on  label  use  tasks. 
Consumer  preference  judgments  of 
various  formats,  and  questions  about 
consumer  understanding  of  selected 
elements  of  possible  nutrition  labels, 
such  as  Daily  Values  (DV's)  (called  in 
the  format  proposal  DRV's).  Each  type  of 
evaluation  measure  has  a  different 


relevance  to  the  selection  of  an 
improved  format  for  the  nutrition  label. 

2.  Performance  Measures  Based  on 
Specific  Label  Use  Tasks 

As  a  rule,  different  tasks  and 
performance  measures  have  been  used 
to  evaluate  how  well  a  format  meets  the 
diffierent  primary  performance 
objectives  specified  in  the  1990 
amendments.  These  objectives  as 
discussed  in  section  V.B.  of  this 
document  are:  (1)  To  enable  consumers 
to  readily  observe  the  nutrition 
information.  (2)  to  enable  consumers  to 
comprehend  the  nutrition  content  of  the 
particular  product,  and  (3)  to  enable 
consumers  to  understand  the  relative 
significance  of  product  nutrition 
information  in  the  context  of  a  total 
daily  diet.  (Objectives  (1)  and  (2)  are 
closely  linked  for  testing  purposes  and 
will  be  frequently  discussed  together  in 
this  document).  In  the  research 
reviewed  by  FDA,  measures  to  evaluate 
formats  in  relation  to  these  objectives 
have  appeared  only  in  experimental 
studies,  probably  because  this  type  of 
measure  requires  a  substantial  degree  of 
control  over  the  conditions  under  which 
such  measurements  are  taken. 

For  performance  measures  based  on 
specific  label  use  tasks,  respondents  are 
asked  to  perform  a  task  using  the 
information  from  a  nutrition  label.  The 
task  is  constructed  so  that  a 
performance  measure  can  be  defined 
(e.g.,  speed,  accuracy,  likelihood  of 
giving  appropriate  response),  indicating 
the  degree  to  which  the  respondent  can 
readily  observe  and  comprehend 
product  label  nutrition  information  or 
"understand  its  relative  significance  in 
the  context  of  a  total  daily  diet." 

a.  Product  comparison  tasks.  The  type 
of  tasks  most  commonly  used  to 
evaluate  formats  with  respect  to  the 
objective  of  enabling  consumers  to 
readily  observe  and  comprehend 
product  nutrition  information  were 
product  comparison  tasks.  These  tasks 
presented  respondents  with  two  or  more 
product  labels  simultaneously  and 
asked  them  to  engage  in  a  relatively 
simple  information  search  (e.g.,  find 
differences  between  the  products, 
identify  which  product  is  higher  or 
lower  in  a  certain  nutrient)  where 
answers  were  scored  correct/  incorrect 
and  timed. 

104.  The  product  comparison  type  of 
task  was  employed  by  the  two  FDA 
format  studies  (Refs.  69  and  70)  and  by 
three  other  studies  submitted  in 
comments  to  the  format  proposal  (Refs. 
71,  72,  and  73).  One  study  (Ref.  72) 
simply  asked  respondents  to  read 
certain  information  from  a  product  label 


and  scored  whether  they  gave  the 
correct  answer. 

Performance  levels  on  product 
comparison  tasks  were  high,  with  most 
of  these  studies  finding  accuracy  levels 
of  70-90  percent  correct. 

The  product  comparison  type  of  task 
tended  to  produce  consistent  format 
effects.  The  most  consistent  finding, 
replicated  in  all  studies,  was  that  simple 
formats  that  have  clean,  nonredundant 
displays  of  nutrient  information  per 
serving  worked  best  in  this  kind  of  task.' 
Because  it  has  the  least  amount  of 
information,  the  current  format 
performed  well  on  product  comparison 
tasks.  But  several  studies  (Refs.  70,  72, 
and  73)  found  that  other  ways  to  display 
nutrient  information  per  serving,  using 
either  g/mg  amounts  or  percent  DV 
declarations,  were  equally  effective 
when  the  format  was  executed  with  a 
clean  and  uncluttered  appearance. 

Multiple  column  nutrient  information 
per  serving  displays  were  much  more 
difficult  than  single  column  displays  for 
consumers  to  use  for  product 
comparisons.  Several  studies  (Refs.  69, 
70,  and  71)  found  that  product 
comparison  performance  dropped 
sharply  for  labels  using  the  "as 
packaged/as  prepared"  dual  declaration 
format.  Both  the  major  industry  format 
study  and  FDA's  first  experimental 
format  study  found  that  declaring 
nutrient  amounts  per  serving  in  adjacent 
columns  of  g/mg  amounts  and  percent 
DV  led  consumers  to  make  more 
mistakes  and  to  take  longer  on  the 
product  comparison  type  of  task.  FDA's 
second  experimental  study,  however, 
showed  that  when  g/mg  nutrient 
amount  information  was  placed 
immediately  next  to  the  nutrient  name 
in  an  unordered  array,  and  percents 
were  placed  in  a  column  array,  the 
adverse  effects  on  product  comparison 
performance  disappeared. 

Most  studies  found  that  the  addition 
to  the  label  of  a  listing  of  the  DV's  for 
some  or  all  nutrients  did  not  greatly 
affect  the  ability  of  consumers  to  use  the 
nutrition  label  for  product  comparison 
purposes.  Similarly,  the  use  of  a 
highlighting  or  grouping  scheme  on  the 
nutrition  label  neither  impaired  or 
improved  respondents'  performance  of 
product  comparison  tasks. 

The  use  of  adjectives  on  the  nutrition 
label  did  appear  to  cause  respondents  to 
miss  nutrient  differences  between 
products  when  the  adjectives  used  to    _ 
describe  the  nutrient  for  each  product 
were  the  same.  Several  studies  (Refs.  69, 
71,  and  73)  found  that  formats  using 
adjectives  did  not  perform  as  well  as 
formats  without  adjectives  on  product 
comparison  tasks. 
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FDA  considers  this  product 
comparison  type  of  performanca 
measure  to  be  a  valid  and  reliable 
indicator  of  how  well  a  given  format's 
infoniution  can  be  readily  observed  and 
comprehended.  The  major  conclusions 
that  FDA  drew  from  this  research  are 
that:  (1)  Clean,  uncluttered  nutrition 
label  formats  work  best.  (2)  dual  column 
declarations  of  nutrition  information  per 
serving  make  it  harder  for  consumers  to 
readily  observe  and  comprehend 
nutrition  information,  and  (3)  adjective 
formats  lead  consumers  to  miss 
quantitative  differences  between 
products  when  different  nutrient  levels 
are  characterized  by  the  same  adjective. 
The  formats  that  FDA  tested  (Refs.  69 
and  70)  that  were  effective  on  product 
comparison  tasks  included  the 
CONTROL.  CONTROiyDRV.  PERCENT. 
PERCENT/DRV.  GROUPING,  and 
HIGHUGHTING. 

b.  Dietary  judgment  tasks.  A  different 
type  of  task  was  used  to  evaluate 
formats  with  respect  to  the  second 
performance  criterion,  enabling 
consumers  to  understand  the  relative 
signiHcance  of  product  nutrition 
information  in  the  context  of  a  total 
daily  diet.  Most  of  the  dietary  judgment 
tasks  presented  respondents  with  one 
product  label  at  a  time  and  asked  them 
to  make  a  dietary  judgment  about  the 
product  (e.g..  hew  likely  they  would  be 
to  eat  the  product  if  they  were  trying  to 
limit/increase  a  specific  nutrient  in  their 
diet;  what  nutrients  they  should  try  to 
cut  back  on/get  more  of  in  other  foods 
they  eat  that  day  after  eating  three 
serviT>gs  of  the  product;  whether  they 
consider  a  high/low  nutrient  claim  for 
the  product  to  be  correct/incorrect). 
Respondent  dietary  judgments  were 
then  scored  as  correct/incorrect  or 
appropriate/  inappropriate. 

105.  This  type  of  dietary  judgment 
task  was  used  in  the  second  PDA  format 
study  (Ref.  70)  and  two  industry  studies 
(Refs.  71  and  74).  Measures  based  on 
dietary  judgment  tasks  produced 
consistent  format  effects.  The  most 
consistent  Tinding.  replicated  by  ail 
these  studies,  was  that  providing 
adjec:tives  to  describe  nutrient  fevels  per 
serving  or  declaring  nutrient  levels  per 
.serving  as  peicentages  of  the  nutrient 
DV  helped  respondents  to  make  correct 
and  appropriate  dietary  judgments 
relative  to  formats  where  nutrient  levels 
were  declared  in  g/mg  amounts.  These 
studies  found  that  other  nutrition  label 
format  design  elements,  such  as 
inclusion  of  a  listing  of  DV's, 
highlighting,  or  grouping  nutrients  on 
the  label,  did  not  improve  performance 
un  these  types  of  dietary  judgment  tasks. 

A  consistent  finding  across  two 
.studies  (Refs.  70  and  71)  was  that 


percent  DV  declaration  had  a 
moderating  effect  on  dietary  judgments 
relative  to  formats  without  percent  DV 
declaration.  Respondents  were  less 
likely  to  consider  a  given  nutrient  level 
unacceptably  high  or  to  say  that  they 
would  avoid  the  food  entirely  because 
of  its  nutrient  levels  when  the  amount 
per  serving  information  was  presented 
as  percent  DV. 

Performance  levels  on  this  type  of 
dietary  judgment  task  ranged  from  45  to 
80  percent  correct  across  studies. 

HDA  considers  that  how  well 
consumers  are  able  to  judge  the 
magnitude  of  specific  nutrient  levels  as 
measured  by  this  type  of  dietary 
judgment  task  is  a  valid  and  reliable 
indicator  of  how  effectively  a  given 
format  helps  consumers  to  understand 
the  significance  of  product  nutrition 
information  in  the  context  of  a  total 
daily  diet.  The  major  conclusions  that 
FDA  drew  ht)m  this  research  are  that: 
(1)  The  declaration  of  nutrient  amount 
information  «is  percentages  of  DV  or  the 
placement  of  adjectival  descriptors  next 
to  the  nutrient  amount  information  are 
both  effective  ways  to  help  consumers 
understand  the  significance  of  product 
nutrition  information  in  the  context  of 
a  total  daily  diet,  (2)  percent  DV 
declarations  moderate  dietary 
judgments  about  a  food,  and  (3)  other 
format  elements,  such  as  a  list  of  DRV's 
for  important  macronutrients. 
highlighting,  or  grouping  nutrients 
according  to  dietary  guideKnes.  do  not 
help  consumers  make  better  dietary 
judgments.  The.formats  that  FDA  tested 
that  were  effective  on  this  kind  of  task 
were  the  PERCENT  DV,  PERCENT  DV/ 
DRV.  and  ADJECTIVE. 

106.  Several  comments  on  the  format 
proposal  recognized  that  the 
ADJECTIVE  and  PERCENT  DV  formats 
have  benefits  to  consumers  for  dietary 
judgment  types  of  tasks.  They  argued 
that  both  of  these  format  design 
elements  correct  a  common  tendency  to 
misjudge  the  magnitude  of  specific 
nutrient  levels  when  they  are  given  in 
g/mg  amounts.  The  comments  asserted 
that  consumers  make  such  errors 
because  they  tend  to  use  a  single 
numeric  standard  to  estimate 
magnitude. 

Tne  comments  stated  that  when 
nutrient  amounts  per  serving  are 
declared  in  g/mg  amounts,  Uie  numbers 
appearing  on  the  label  cannot  be  used 
as  guides  to  estimate  the  relative 
magnitude  of  nutrient  levels  in  the 
product.  These  comments  continued:  A 
reasonable  reference  standard  for  one 
nutrient  is  quite  different  from  the 
reasonable  reference  standard  for 
another  nutrient.  For  example,  5  g  is  a 
high  level  for  saturated  fat,  but  100  mg 


is  a  low  level  for  sodium.  Because  the 
nutrients  on  the  label  vary  greatly  in 
terms  of  reference  standards,  the 
common  tendency  of  consumers  to  use 
a  single  numeric  standard  when 
nutrient  amounts  are  declared  in  g/mg 
units  leads  to  fiawed  dietary  judgments. 

Percent  DV  declarations,  by  contrast, 
display  nutrient  amounts  per  serving  in 
comparable  units,  and  this  type  of 
display  facilitates  the  appropriate  use  of 
a  common  numeric  reference  standard 
for  all  nutrients.  Adjectival  descriptors 
also  serve  to  translate  nutrient  levels 
into  comparable  units  by  describing 
disparate  nutrient  amounts  per  serving 
in  easily  understood  ordinary  language 
terms.  ^ 

FDA  agrees  that  this  reasoning 
provides  a  plausible  explanation  of  the 
research  finding  that  percent  DV 
declarations  and  adjectives  help 
consumers  make  more  appropriate 
magnitude  estimates  of  nutrient  levels 
in  a  product 

c.  Number-of-servings  calculation 
tasks.  Some  studies  employed  a  one- 
product  task  where  respondents  were 
asked  to  estimate  how  many  servings  of 
the  product  were  needed  to  meet  a  daily 
requirement  for  a  certain  nutrient.  FDA 
considers  this  number-of-servings  type 
task  to  be  relevant  to  consumers' 
abilities  to  use  product  information  for 
meal  planning  and  quantitative  dietary 
management  purposes  that  are  properly 
considered  part  of  placing  the  product 
in  the  context  of  a  total  daily  diet. 

107.  This  type  of  performance 
measure  was  used  in  the  second  FDA 
format  study  (Ref.  70)  and  in  four  other 
studies  submitted  in  comments  to  the 
format  proposal  (Refs.  71.  72,  73,  and 
75).  The  number-of-servings  type  of 
performaitce  measure  did  not  show 
consistent  format  effects  across  studies, 
possibly  because  of  variations  in  stimuli 
and  procedures  between  studies. 

One  well  controlled  study  (Ref.  70) 
found  that  the  current  nutrition  label 
format  was  the  worst  format  on  this  type 
of  performance  task,  but  a  less  well- 
controlled  study  (Ref.  72)  found  that  the 
current  nutrition  label  was  among  the 
best  formats  on  the  number-of-servings 
type  of  task.  One  study  (Ref.  70)  that 
asked  for  a  numerical  answer  found  that 
PERCENT  DV  formats  performed  almost 
as  well  as  the  best  formats  on  this 
measure,  but  another  study  (Ref.  71)  that 
asked  the  respondent  to  articulate  the 
computation  process  found  that 
PERCENT  DV  formats  were  much  worse 
than  the  best  performing  formats. 

In  all  studies,  performance  levels  on 
the  number-of-servings  calculation  task 
were  noticeably  lower  than  for  the  kinds 
of  tasks  discus.sed  above.  Performance 
levels  ranged  from  10  to  50  percent 
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correct  across  studies.  All  studies  found 
(hat  this  type  of  task  was  highly 
sensitive  to  respondents'  education 
levels  and  arithmetic  sophistication. 

FDA  considers  this  type  of 
performance  measure  to  be  relevant  to 
how  well  a  given  format  serves  to  place 
product  information  into  the  context  of 
the  total  daily  diet,  particularly  with 
respect  to  the  role  played  by  including 
a  listing  of  the  DV's  on  the  label. 
However,  a  lack  of  con.sistent  results 
across  studies  and  low  levels  of 
consumer  competence  to  perfwm  the 
required  computations  suggests  that  this 
measure  be  considered  of  secondary 
i.nportance  for  evaluating  nutrition 
label  fonnats. 

d.  Single  product  rating  tasks.  Some 
studies  showed  respondents  a  product 
label  in  a  given  format  and  asked  them 
to  rate  the  product  on  healthfulness  or 
to  rate  purchase  intentions  toward  the 
product  The  measure  compared  ratings 
made  after  seeing  front  panel 
information  consisting  of  nutrient  or 
health  claims  and  ratings  made  after 
being  exposed  to  product  information 
on  the  nutrition  label. 

108.  This  type  of  measure  was  used  in 
the  second  FDA  format  study  (ReL  70] 
and  in  one  other  study  submitted  as  a 
comment  (Bef.  75).  Both  studies  showed 
a  consistent  effect:  Consumers  relied 
more  heavily  on  back  panel  than  front 
panel  nutrition  information  wbea 
making  general  judgments  about  a 
product.  They  become  more  negative 
toward  the  product  after  seeing  the  back 
panel  nutrition  information  relative  to 
an  initial  impression  based  on  front 
panel  information  alone.  Neither  study 
found  that  the  format  of  the  nutrition 
label  had  much  effect  on  this  type  of 
measure. 

Because  it  appeared  insensitive  to 
format  effects,  FDA  does  not  consider 
tins  type  of  single  product  rating 
comparison  to  be  an  important 
coTisideration  for  evaluating  how  well  a 
format  meets  the  criteria  specified  by 
th6  1990  amendments. 

e.  Measures  based  on  two  or  more 
types  of  tasks.  Some  studies  defined 
scales  that  combined  more  than  one 
type  of  performance  measure,  such  as 
product  comparison  questions  and 
number-of-servings  questions.  Where 
passible,  FDA  considered  these  scales  to 
rf  present  only  one  of  the  composite 
measures,  the  one  they  most  resembled, 
so  that  they  could  be  discussed  in  the 
appropriate  sections  above.  Such 
measures  were  evaluated  by  comparing 
results  with  other  measures  from  the 
same  study  and  with  measures  from 
other  studies  which  utilized  similar 
elements. 


109.  One  study  (Ref.  73)  submiUed  as 
a  comment  to  the  format  proposal 
reported  results  for  a  scale  based  on 
product  compariscMi  questions  and 
number-of-servings  questions  (discussed 
in  section  V.D.Z.a.  and  V.D.2x.  of  this 
document).  In  this  instance,  the  results 
showed  that  format  effects  on  the  scale 
were  quite  different  from  format  effects 
on  a  diff^^nt  scale  in  the  same  stody 
which  was  clearly  made  up  of  product 
comparison  questions.  Therefore,  FT)A 
considered  this  scale  to  be  an  example 
of  the  number-of-servings  type  of 
performance  measure. 

110.  Another  study  (Ref.  74)  reported 
results  for  a  scale  based  both  on 
number-of-servings  type  questions  and 
dietary  judgment  type  questions. 
Examination  of  the  results  for  this  scale 
showed  that  the  performance  findings 
most  resembled  findings  &om  other 
studies  based  on  dietary  judgment 
questions.  Therefore,  FD.A  considered 
this  scale  to  be  an  example  of  a  dietary 
judgment  perfonnance  measure. 

3.  Preference  Judgment  Measures 

In  the  research  reviewed  by  FDA, 
consumer  preference  judgments  of 
various  formats  were  primarily  choice 
measures  based  on  a  direct  or  implied 
question  to  respondents  about  which  of 
some  given  set  of  possible  examples  of 
nutrition  label  formats  would  be  most 
helpful,  most  useful,  or  would  work  best 
for  consumers.  Measures  of  this  type 
occurred  in  all  research  modalities  and 
were  often  the  principal  measures  in 
focus  group  and  informal  preference 
poll  research.  Because  respondents  were 
typically  asked  to  express  a  relative 
preference,  the  set  of  choices  presented 
to  respondents  influenced  the  selection 
process  aiul  thereby  constitutes  an 
important  limitation  on  the  validity  of 
this  type  of  measure. 

Preference  measures  are  not  of  the 
same  order  as  behavioral  measures, 
which  address  how  well  a  given  format 
performs  in  a  given  label  use  situation. 
Stated  preferences  for  fonnats  reflect  a 
respondent's  implicit  theory  about  what 
kind  of  format  generally  works  best. 
Judgment  in  these  instances  is 
abstracted  from  any  particular  product 
or  any  particular  label  use  situation. 

An  extensive  scientific  literature 
review  suggests  that  untested  theories 
about  the  amount  ai\d  type  of 
information  that  are  most  useful  to 
consumers  are  sometimes  wrong  (Refs. 
76,  77,  78,  79,  and  80).  In  particular, 
studies  of  preference  for  nutrition 
information  have  generally  shown  that 
consumers  prefer  the  largest  amount  of 
informatioa  offered  (Refs.  81.  82,  and 
83)  but  perform  best  with  limited 


amounts  of  infonnatian  specifically 
related  to  the  task  (Ref.  84). 

a.  Experimeatal  studies.  111.  Both 
FDA  format  st'jdies  and  three  other 
studies  submitted  as  comments  on  the 
format  proposal  employed  relative 
choice  measures  of  format  prefeience 
based  on  choosing  a  most  preferred  or 
least  preferred  format  from  the  set  of 
formats  being  evaluated  in  the  study 
(Refs.  69,  70,  72,  73,  and  75).  Direct 
comparisons  between  sttidies  are 
difficult  because  no  two  studies  used 
exactly  the  same  choice  set  of  formats. 

Despite  differences  between  studies, 
there  were  isasic  consistencies  in  the 
pattern  of  preference  results  across 
studies.  In  every  case,  respondents 
tended  to  prefer  the  format  with  the 
most  information  in  the  choice  set  and 
tended  to  dislike  formats  with  the  least 
information  in  the  choice  set  The 
addition  of  a  listing  of  DV's  to  the 
nutrition  label  for  some  or  all  of  the 
nutrients  was  seen  as  more  informative, 
and  was  always  highly  preferred,  over 
alternatives  lacking  a  listing  of  DVTs.  All 
of  the  studies  that  asked  respondents  to 
give  reasons  for  their  selection  of  a 
certain  format  (Re£s.  69,  70,  and  73) 
found  that  providing  more  information 
was  one  of  the  most  common  reesous 
given. 

Other  format  features  in  additim  to  a 
DV  list  that  were  viewed  positively 
relative  to  fortQets  wkhout  such  featuns 
were  adjectives,  bar  graphs, 
highlighting,  and,  to  a  lesser  extent. 
grouping  and  declaring  nutrient  an>ount 
per  serving  as  percent  of  a  DV. 

All  studies  that  included  both 
performance  and  relative  preferei>ce 
measures  (Refs.  69,  70,  72,  73,  and  75) 
found  little  or  no  consistency  in  the 
pattern  of  format  results  across 
performance  and  preference  measures. 
For  studies  that  inc]'.^ded  perfonnance 
measures  of  the  product  comparison 
type  (Refs.  69.  70.  72.  and  73).  the 
common  finding  was  an  inverse 
ordering  between  formats  that  were 
preferred  and  formats  that  perfomaed 
well  on  this  type  of  task. 

Two.experimental  studies  (Refs.  71 
and  74)  varied  formats  between  subjects 
such  that  each  subject  saw  a  single 
format  and  rated  only  that  format.  One 
study  (Ref.  74)  asked  respondents  to  rate 
the  helpfulness,  ease  of  Hse.  and 
adequacy  of  information  of  the  sirjgJe 
format.  The  otiier  study  (Ref.  71)  asked 
respondents  to  rate  ease  of  use  and 
adequacy  of  informadoa.  Neither  study 
found  that  respondents  gave  the  highest 
ratings  to  the  format  with  the  roost 
information.  A  format  similar  to  the 
current  fonnat  that  did  not  intrude  s 
listing  of  DV's  for  some  ntitrients  was 


2120 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations 


among  the  highest  rated  formats  in  both 
studies. 

In  one  study,  respondents  expressed 
suspicion  toward  formats  using 
adjectives  (which  provided  relatively 
more  information),  apparently  because 
they  felt  the  company  was  deciding  how 
and  when  the  adjectives  were  used.  In 
the  other  study,  respondents  were  more 
negative  toward  formats  using  percent 
DV  declarations.  However,  in  the  latter 
study,  the  PERCENT  DV  formats  were 
executed  with  extra  columns  of 
information,  so  that  a  single  nutrition 
label  had  as  many  as  four  numeric 
columns.  Respondents  in  this  study 
considered  the  PERCENT  DV  with  DV 
list  format  to  provide  more  information 
than  was  desirable. 

FDA  is  convinced  by  these  results  that 
consumer  preferences  for  various 
nutrition  label  formats  were  very 
sensitive  both  to  the  set  of  formats  the 
respondent  was  asked  to  compare  and  to 
the  particular  methodology  used  to 
measure  preference.  Moreover, 
preferences  did  not  correspond  to 
objective  measures  of  format 
performance.  This  lack  of 
correspondence  raises  serious  questions 
about  the  imderlying  validity  of  such 
measures,  even  though  respondents 
were  asked  to  base  preferences  on 
which  formats  they  thought  would  work 
best.  Given  these  methodological 
problems  and  the  apparent  lack  of 
validity,  FDA  considers  preference 
measures  to  l>e  of  secondary  importance 
for  decisions  about  the  nutrition  label 
format. 

b.  Focus  group  studies.  Research 
using  focus  group  disciissions  about 
nutrition  label  issues  elicited 
preferences  for  various  kinds  of  format 
design  elements  by  showing  the  group 
examples  of  different  formats  and  asking 
them  to  discuss  their  reactions. 

112.  The  two  FDA  focus  group  studies 
and  three  other  focus  group  studies 
submitted  as  comments  on  the  format 
proposal  disciissed  the  groups'  reactions 
to  various  format  elements  (Refe.  72.  85, 
86,  and  87).  In  every  study,  respondents 
indicated  strongly  that  they  would  like 
more  information  on  the  nutrition  label, 
particularly  with  respect  to  helping 
them  understand  whether  given  nutrient 
levels  could  be  considered  high  or  low. 
A  listing  of  DV's  for  some  or  all 
nutrients  was  always  among  the  most 
preferred  additions  to  the  nutrition 
label.  Other  format  design  features 
favorably  mentioned  in  some  or  all  of 
the  focus  group  studies  were  bar  graphs, 
percent  DV  declarations,  and  percent  of 
calorie  declaration  for  macronutrients. 
Other  features,  such  as  adjectives  or  pie 
charts,  received  some  fovorable 


mentions,  but  fewer  than  the  above 
features. 

Respondents  in  focus  group 
discussions  often  stated  they  would  like 
to  see  a  simpler  and  easier  to  use  label 
than  the  current  nutrition  label.  One 
focus  group  study  (Ref.  85)  asked 
respondents  to  consider  in  detail  how 
they  might  use  certain  format  features 
and  found  that  pie  charts  and  bar  graphs 
were  seen  to  be  hard  to  use.  Formats 
using  adjectives  were  sometimes 
criticized  because  of  suspicion  about 
who  decided  how  and  when  the 
adjectives  were  to  be  used. 

FDA  considers  the  focus  group 
preference  results  to  be  consistent  with 
the  preference  results  of  experimental 
studies. 

c.  Informal  preference  polls.  Many 
comments  from  the  general  public  were 
generated  by  articles  in  newspapers  and 
newsletters  that  solicited  consumer 
opinions  in  the  form  of  informal  polls 
based  on  examples  of  possible  nutrition 
label  formats.  FDA  considers  such 
articles  to  be  informal  prefisrence  polls 
and  therefore  a  form  of  research.  FDA 
recognizes  limitations  on  the  validity  of 
such  research:  respondents  are  highly 
self  selected,  no  background 
information  about  respondents  is 
available,  responses  are  influenced  by 
the  accompanying  news  article,  and 
responses  depend  on  the  choice  set  of 
formats  given  in  the  article.  FDA  has 
tried  to  identify  the  actual  articles  and 
the  choice  sets  of  formats  presented  to 
readers  in  interpreting  these  comments. 

113.  FDA  identified  seven  informal 
preference  polls  that  generated 
comments  on  the  format  proposal  (Refs. 
88,  89.  90.  91,  92.  93.  and  94).  One 
informal  preference  poll  conducted  by  a 
consumer  buying  club  in  its  newsletter 
(Ref.  88)  asked  consumers  to  rate  their 
preferences  toward  three  formats  taken 
from  FDA's  research  formats: 
ADJECTIVE,  HIGHLIGHTING,  and 
GROUPING.  Over  400  responses  were 
received.  Seventy  percent  of  the 
responses  favored  the  ADJECTTVE 
format. 

A  midwest  newspaper  (Ref.  92) 
published  examples  of  all  seven  formats 
used  in  FDA's  format  study  2  and  asked 
readers  to  indicate  which  one  they 
preferred.  Approximately  100  responses 
were  received.  Sixty-five  percent  of  the 
responses  favored  the  ADJECTIVE 
format. 

A  consumer  group  newsletter  (Ref.  90) 
published  an  example  of  a 
recommended  format  that  included 
adjectives  and  a  listing  of  DV's  for 
macronutrients  and  asked  readers  to 
respond  to  FDA  in  support  of  the 
recommended  format.  Approximately 


130  responses  were  received  in  support 
of  such  a  format. 

A  nationally  distributed  newspapei 
and  a  regional  newspaper  (Refs.  91  and 
93)  published  an  example  of  a 
graphically  enhanced  PERCENT  DV 
with  DRV  format  (Appendix  C  from  the 
format  proposal).  Approximately  40 
responses  were  received.  Sixty-five 
percent  of  the  responses  disapproved  of 
the  published  format.  I 

A  major  eastern  newspaper  (Ref.  89) 
published  examples  of  four  foc^ats 
taken  from  the  format  proposal; 
PERCENT  DV  with  DRV  (Appendix  C). 
CONTROL  with  DRV  Ranges  (Appendix 
E).  CONTROL  with  Sex-Specific  DRV 
(Appendix  E).  and  CONTROL  with 
Dietary  Guidance  (Appendix  F).  It  asked 
readers  to  respond  to  FDA  with  their 
preferences,  and  approximately  450 
responses  were  received.  Two  formats 
(CON'reOL  with  DRV  ranges  and 
CONTROL  with  Sex-Specific  DRV)  were 
most  preferred  overall,  each  by 
approximately  35  percent  of 
respondents. 

FDA  considers  the  results  of  informal 
opinion  polls  to  be  consistent  with  the 
preference  results  observed  in 
experimental  studies  and  focus  groups. 
Most  consumers  say  they  prefer  the 
format  with  the  most  information  out  of 
the  set  of  formats  they  are  asked  to 
evaluate.  However,  FDA  is  not 
convinced  that  formats  that  have  more 
information  are  necessarily  the  formats 
that  best  meet  the  criteria  specified  in 
section  2(b)(1)(A)  of  the  1990 
amendments. 

4.  Measures  of  consumer 
understanding.  Some  of  the  research 
submitted  or  referenced  in  comments  to 
the  nutrition  label  format  proposal 
consisted  of  survey  questions  about 
consumer  understanding  of  various 
elements  of  proposed  nutrition  labels 
(Refs.  71.  87.  95.  96.  97.  and  98).  Some 
of  these  questions  addressed  topics  sucb 
as  whether  consumers  use  nutrition 
labels  and.  if  so,  for  what  purposes. 
Other  questions  addressed  the  concept 
of  a  DV:  how  consumers  understand  it, 
whether  they  can  use  it.  how  they  might 
use  it.  or  whether  they  are  aware  of  it. 
A  third  type  of  question  about  consumer 
use  of  format  elements  was  how 
consumers  assign  magnitude  estimates 
to  nutrient  levels. 

FDA  considers  this  kind  of  research 
about  format  elements  to  provide  an 
important  context  for  the  decision  about 
an  improved  nutrition  label  format. 
Although  it  does  not  directly  address 
the  format  objectives  specified  by  the 
1990  amendments,  this  research  does 
provide  some  insight  on  how  consumers 
understand  and  use  the  nutrition  label. 
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a.  SuTvgyquestionT  about  eonsamer 
use  ofnatiHkm  labeis.  114,  Potff^ 
surveys  submitted  as  comments  on  the 
format  proposal  IRefi,  71.  87,  96,  and 
98)  asked  questions  about  how  often 
respondents  read  outritioa  labels  and 
ingredient  infonnatioD  on  food 
packages.  These  sttidies  consistently 
found  that  approximately  70  to  SO 
percent  of  consumers  report  that  they 
read  this  rnformation  almost  always, 
often,  or  sometinns.  These  figures  are 
consistent  with  a  number  of  other 
surveys  (Reb.  99  awi  100^  tkot  asLed 
similar  questions. 

In  several  studies  submitted  as 
conunentt<  consaners  w«w  asked  abool 
specific  porposes  for  reeding  nrtritioa 
labels.  One  study  Qtei.  7\%  wbtsh  asksd 
5,600  respondents  detMled  qnestjais 
abovt  poaaibie  labeli  nses,  foond  tkat  tbe 
most  common  purposes  for  nMdzng 
nutrition  labels  werac  To  cakakkaCe  bow 
high  or  low  the  prodnct  is  hi  certain 
nutrients,  to  get  a  general  idan  at 
nutritienel  content,  to  contpaae  difibrenl 
types  ol  food  ptoducta.^  and  to  bal^p 
determine  band  chefaea.  The  kenst 
common  puspoaea  far  raading  anbitioa 
labels  were  to  hekp  la  aaai  jpwnning  or 
to  figure  out  how  andiaf  tba  prodoct 
you  shodld  aat. 

Other  subaittad  stndieft  mpovted 
results  coiksi^eat  acith  these  findings. 
Specifically,,  one  stndy  iSbd,  96)  fonad 
that  only  7  percent  ot  tlMMe  wbo  nad 
nutrition  laoels  <Kd  so  "to  bel^  ia 
plenaing •  specific  aiaai."  Anotiiar 
study  (Ref.  V\  Samtd  thai  83  percent  of 
respondents  would  be  vary  waaeiewfaat 
likely  to  us*  iaforaMtion  on  tbm  food 
label  to  help  reduce  fa*  intakei 

FDA  conaidats  the  les  alls  of  these 
questions  abavi  coaauaMf  uses  ol 
nutrition  labels  to- show  that  conaumen 
are  abaady  using  nutzition  labeis  far 
purposes  that  are  consistnit  with  the 
format  eb)ectiveB  of  the  1960 
aroendniMits.  Indaad>thetwn  most 
coninKMt  types  of  Maertad  uses:  (1>  To 
evaluate  nutrition  charactertrtics  at 
single  products  and  (2)  to  assist  in 
making  choices  between  psodacts» 
cortsspond  waU  to  tba  twNk  pcinMry 
criteria  specified  far  formats  h»  the  1990 
amendments.  The  agsmgr  baiisves  that 
the  introduetioa  of  a  raeiaad  atitrition 
label  and  accompet^ringaducatiaRel 
activities  will  heva  a  significant  impact 
on  use  of  the  nutrition  wbal  far  these 
purpioses  in  the  fittufa. 

b.  Question*  about  Dody  Values,  115. 
FDA  received  a  number  of  studies  as 
comments  on  the  format  pcoposal  thai 
asked  questions  lelatad  Xta  conaumer 
understanding  of  the  concept  of  DVs. 
One  study  (Ref.  96}  reported  that  22 
percmt  of  respondents  said  thai  thsy 
were  famOiar  witfk  the  tenn  "Daily 


Reference  Vahie"  er  "DRV  conrpared 
with  65  percent  who  said  diey  were 
familiar  with  the  term  "Recommended 
Daily  Allowance"  or  IttXA".  Two 
studies  (Refs.  87  and  97)  found  that  only 
about  half  of  respondents  coaM 
correctly  identify  fie-  read finm  the 
label)  the  DRV"  for  a  specific  nutrient. 

One  study  (Ref.  71 )  found  that 
approximately  two-thirds  of  aN 
respondeiris  considered  the  DRV  fo  be 
appropriate  for  "everyoneT  or  "mosf 
people. "  The  same  study  fbumf  that  71 
percent  of  respondieats  consideied  the 
DRV  fo  apply  to  them  personally. 
However,  two  other  studies  (Rek.  87 
and  97)  fbund  that  approximately  two- 
thirds  of  all  respondents  stated  that  they 
underwood  that  a  DRV  based  on  2,350' 
calories  would  be  high  for  a  person  who 
ate  less^  rttan  a  2,7S0  eahirie  diet. 

One  study  (Ref.  87)  showed 
respondents  a  label  with  a  Kstingof 
DRV  informatian  and  a  footnote  stating 
that  DRVs  were  baaed  on  a  2,350  caforie 
diet.  It  fbund  that  more  than  half  of  alT 
respondents  could  not  correctly  answer 
a  question  about  the  number  of  cafories 
on  which  the  DRV  was  based. 

FDA  considers  results  of  questions 
about  consumer  use  and  undJacstanding 
ofDRV's  to  be  tentative  and  likely  to 
change  because  the  public's,  exposure  to  ~ 
the  concept  has  bean  very  limKed.  and 
educational  activities  to  exphiii  tha 
concept  have  not  bean  undartakao.  The 
experimental  fotmat-tesaarch  (sea 
section  V  J>.^  of  this  document^  did  not 
find  tfiat  listing  the  DRVs  on  the 
nutrition  label  had  nnich  afTect  ia  a 
positiva  or  nc^ativa  diceetion  OB  label 
uses  that  required  evaluation  or 
comparison  ol  specific  producta^ 
althougji  it  did  in^jtsova  calculation  of 
number  of  servings  needed  ta  awet  a 
daily  requirement,  ^4oaa  of  this 
research,  however^  avahiated  U>e  imaact 
of  listing  the  DRVs  on  the  food  label  om 
consumea'  overall  dietary  manag^oMnC 
behavior,  either  alone  or  i»  coa)«inctio» 
with  poeeiMa  adacatio»  inftiativesi 

FDA  condudea  that  ii»  tha  absence  af 
reliable  guid«H»  firom  raaaarch 
findings,  it  has  to  rely  on  otftar 
comments  to  awaluata  the  potantid 
value  of  listing  the  DHV's  cm  tha  food 
label  as  a  guideto  batter  overall  dietary 
management  behavior. 

c.  ^4agnitade  estimation  of  specific 
nutrient  oimmmls,  llfi.Twostiidies 
submitted  as  comments  addressed  the* 
issue  of  consumers'  ability  to  make 
correct  magnitude  judgments  about  the 
leva)  of  a  nutrient,  wben  told  tha 
amounC  One  stndy  (Saf.  •?)  h«nd  that 
over  ena-hdf  erf  all  respondsots 
considarad  13  g  of  fol  to  be  a  large 
amount  of  i^ 


A  more  detailed  study  (Ref.  95)  asked 
respondents  to  estimate  whether  a  given 
amount  of  ^  in  a  product  would  be 
considered  a  low,  medium,  or  high 
amount  of  tai.  The  amount  of  fat  was 
systematically  manipufated  to 
determine  how  respondents  assigned 
magnitiMies  across  a  range  of  values  (7, 
13,  20,  and  33  g  of  fat).  At  the  lowest 
level  (7  g  of  fat  per  serving), 
approximately  20  percent  of 
respondents  considered  die  product  to 
be  high  fn  fat.  At  the  hrg^tasl  levef  (37 
g  of  fat  per  serving),  approximately  50 
percent  of  respondents  considereo  the 
product  to  be  high  in  fat.  The  same 
magnitade  esfimetion  resuhs  were 
found  when  tfie  amount  of  tat  was 
expressed  as  a  percentage  of  die  DRV  for 
fat.  When  amount  of  ht  was  exuies&ed 
as  a  percentage  of  tha  DRV  for  nt, 
however,  respondsnts  wars  slightly  less 
likely  to  gives  "dlonl  knowAant  teff* 

finS^^^BT  ulSR'  flMV  y09T9  WAWI  ISf 

amounts  wore  expressed  in  g.  Alto, 
respondents  were  more  IHcefy  to  give  a 
"medium"  answer  when  die  levw  of  bt 
was  expressed  as  SO  pet  cent  of  the  DRV 
instead  of  33  e. 

FDA  con^inrs  ttiese  fin<fings  to  show 
that  consumers  estimate  nutrient  level 
magnittMles  of  fat  hi  a  reasonabte 
meimer.  However,  the  agency  arse 
concfodes  thet  a  tendency  exists  fbr 
some  consumers  to  see  krw  fat  levels  as 
too  high  and  other  consumers  to  see 
high  fat  levels  as  less  than  high.  More 
research  is  necessary  to  determine 
whether  these  results  might  be  due  to 
response  biases'  inherent  ta  the 
particular  kinds  t4  qoestians  being  used, 
or  whether  they  reflect  the  different 
attitudes  toward  fat  in-  dw  general 
populatiioir.  FDA  considers  these 
findings  to  be  consistent  with  the  nsvAts 
of  magnitude'  estimation  measures  used 
in  expeiiinenlal  studies  (see  section 
V.D.2.  of  this  document).  PDA  is 
convinced  that  an  important 
consideration  for  decisions  about  the 
nutrition  Ilabef  formet  is  whether  the 
format  helps  consumers  make 
appropriate  magnitude  estimations  of 
nutrient  levels  hi  die  product. 

E.  Critgrim  ta  Use  i»  Jadg^g  Natritioit 
Labeling  Formal 

Section  2(b)(lKA>  of  the  1990 
amendments  specifies  the  requirements 
that  an  appropriate  nutrition  label 
format  must  meet  (see  Section  V.C.  of 
this  document),  but  it  does  not  specify 
how  to  wei^  these  requirements  wi^ 
respect  to  varioi»  poss%le  label  uses  or 
how  to  weight  the  varioas  measures 
intended  to  evahiafe  aRemate  formats 
against  the  reqafrements.  The  1990 
amerwlmauti  also  do  not  specify  bow  to 
balance  liM  benefits  of  a  wvised 
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nutrition  label  against  the  practical 
limitations  of  small  package  sizes  and 
the  interests  of  many  consumers, 
particularly  older  and  less  educated 
consumers,  to  have  a  highly  legible 
label  In  the  format  proposal.  FDA 
requested  comment  on  the  criteria  to 
use  in  judging  nutrition  label  formats. 

117.  Most  comments  strongly 
supported  the  view  expressed  in  the 
format  proposal  that  a  simple, 
uncluttered  nutrition  label  is  highly 
desirable.  Comments  from  consumer 
groups  and  health  professional 
organizations  emphasized  the  beneGts 
of  a  simple  and  uncluttered  label  for 
older  and  less  educated  consumers. 
Comments  from  food  manufacturers  and 
industry  associations  emphasized  in 
addition  that  a  simple,  uncluttered 
format  would  allov^r  greater  flexibility  to 
accommodate  packaging  constraints. 
Consumer  research  conducted  by 
industry  and  by  FDA  demonstrated  that 
simpler,  less  cluttered  label  formats 
help  consumers  to  make  comparisons 
between  products. 

FDA  is  convinced  by  the  research 
results  and  these  comments  that  a 
simple  and  uncluttered  format  is  the 
best  way  for  information  on  the 
nutrition  label  to  be  "readily  observed 
and  comprehended."  as  called  for  by  the 
1990  amendments.  Accordingly.  FDA  is 
taking  the  steps  discussed  below  to 
minimize  the  amount  of  information 
and  the  number  of  columns  used  on  the 
nutrition  label. 

1 18.  A  number  of  comments  from 
food  manufacturers,  consumer  groups 
and  health  professional  groups  called 
for  consistent  label  formats  for  both 
FDA  and  USDA  regulated  food 
products.  The  comments  identified 
many  benefits  of  having  a  uniform 
format  for  all  food  products  including: 
(1)  Making  it  easier  for  consumers  to 
compare  different  kinds  of  products.  (2) 
making  it  easier  for  consumers  to 
become  familiar  with,  and  to  learn  how 
to  use.  the  new  labels,  and  (3)  reducing 
the  likelihood  of  consumer  confusion 
because  of  apparent  inconsistencies 
between  different  food  labels. 

FDA  agrees  that  consistency  between 
FDA  and  USDA  regulated  food  labels 
should  be  an  important  consideration  in 
decisions  about  the  nutrition  label 
format. 

k  .1   *.  number  of  comments  from 
food  njc;:  ufacturers.  consumer  groups, 
and  health  professional  groups  argued 
that  decisions  about  the  nutrition  label 
format  should  be  informed  by  consumer 
testing,  and  that  the  agency  should  not 
propose  formats  that  have  not  been 
tested.  For  the  most  part,  these 
comments  were  directed  at  three  label 
formats  included  in  the  format  proposal 


that  presented  more  elaborate  listings  of 
DRV's  and  more  extensive  educational 
footnotes  than  any  of  the  formats 
included  in  FDA's  previous  nutrition 
label  format  research. 

The  agency  agrees  with  the  comments 
that  emphasized  the  importance  of 
consumer  research  in  informing 
decisions  about  the  nutrition  label 
format.  However,  the  agency  is  satisfied 
that  most  of  the  format  elements  that 
have  been  suggested  for  a  revised 
nutrition  label  format  have  been 
sufficiently  tested  to  permit  research- 
based  conclusions  about  their  effects  on 
consumer  comprehension  and  label  use 
behavior.  The  agency's  view  is  that 
format  elements  that  were  less  well 
tested,  such  as  those  suggested  by  the 
three  formats  described  above,  do  not 
introduce  sufficiently  novel  elements  to 
the  nutrition  label  to  require 
independent  testing.  Information  about 
the  performance  characteristics  of  more 
cluttered  labels,  listings  of  DV's,  and 
elaborate  footnotes  is  already  available 
from  extant  research  and  can  be 
extrapolated  to  estimate  the 
performance  characteristics  of  these 
particular  formats  as  well. 

120.  The  agency  received  a  number  of 
comments  about  the  relative  importance 
that  should  be  assigned  to  product 
comparison  versus  dietary  judgment 
measures  of  format  performance  in 
making  decisions  about  nutrition  label 
format.  Many  comments,  primarily  from 
food  manufacturers  and  trade 
associations,  argued  that  enabling 
consumers  to  compare  the  nutritional 
characteristics  of  food  products  is  the 
fundamental  use  for  the  nutrition  label 
and  concluded  that  label  formats  should 
be  evaluated  mainly  on  this  basis.  Other 
comments,  primarily  from  consumer 
groups  and  health  professional 
organizations,  gave  more  emphasis  to 
the  importance  of  the  food  label  for 
helping  consumers  to  make  dietary 
judgments  about  the  nutritional  value  of 
the  food  product  that  involve  placing 
the  product  in  the  context  of  a  total 
daily  diet.  These  comments  concluded 
that  decisions  about  a  nutrition  label 
format  need  to  take  account  of  both 
product  comparison  measures  and 
dietary  judgment  measures.  The 
research  on  the  reported  frequency  of 
different  kinds  of  nutrition  label  uses 
showed  that  comparing  products  and 
assessing  nutritional  value  are  the  two 
most  important  consumer  uses  of  the 
nutrition  label  and  are  considered  about 
equally  important  by  consumers. 

FDA  is  convinced  by  the  research  and 
by  these  comments  that  decisions  about 
a  nutrition  label  format  should  consider 
both  types  of  label  uses  and  evaluation 
measures  rather  than  only  one.  Use  of 


the  nutrition  label  to  compare  products 
is  dependent  on  the  consumer's  ability 
to  comprehend  the  nutrition 
information,  and  use  of  the  nutrition 
label  to  assess  nutritional  value  is 
dependent  on  the  consumer's  ability 
both  to  comprehend  the  information 
and  to  understand  its  significance  in  the 
context  of  the  total  daily  diet. 
Accordingly.  FDA  has  considered  these 
primary  nutrition  label  uses  in  making 
decisions  about  the  nutrition  label 
format. 

121.  One  comment  from  a  health 
professional  argued  that  consumer 
preferences  for  nutrition  label  formats 
should  be  considered  as  important  as 
the  ability  of  a  format  to  achieve  the 
format  objectives  specified  in  the  1990 
amendments  because  a  format  that  is 
more  preferred  will  be  more  likely  to  be 
used  by  consumers. 

FDA  is  not  aware  of  any  data  that 
support  the  assertion  that  a  more 
preferred  label  format  will  be  more 
likely  to  be  read.  The  agency's  view  is 
that  people  read  the  nutrition  label 
because  they  are  interested  in  what  it 
says,  not  because  they  have  an  impulse 
to  read  the  label  based  on  its 
appearance.  Actual  ease  of  use.  that  is. 
the  ease  with  which  a  consumer  can 
extract  needed  information  from  the 
nutrition  label,  rather  than  preference 
for  a  format,  is  likely  to  influence  the 
probability  of  reading  a  nutrition  label. 
The  consumer  research  shows  that 
consumer  preference  for  different  label 
formats  is,  if  anything,  negatively 
related  to  actual  ease  of  use  (see  sections 
V.D.2.  and  V.D.3.  of  this  document). 
Therefore,  FDA  does  not  agree  that 
preference  should  be  considered  as 
important  as  performance  criteria  for 
decisions  about  nutrition  label  formats. 

122.  One  comment  from  a  consumer 
organization  argued  that  label  uses 
should  be  weighted  according  to  the 
likelihood  that  consumers  engage  in 
such  uses.  The  comment  recommended 
that  less  importance  be  given  to  label 
uses  that  assume  that  consumers  will 
add  up  their  daily  totals  of  fat.  saturated 
fat.  or  other  nutrients  because  relatively 
few  consumers  are  likely  to  engage  in 
such  difficult  and  burdensome 
monitoring.  The  comment  suggested 
that  many  more  people  are  interested  in 
making  qualitative  judgments  about 
individual  foods,  such  as  "is  this  food 
high  or  low  in  fat?"  and  recommended 
that  dietary  judgment  measures 
assessing  this  aspect  of  label  use  be 
given  the  most  weight  in  decisions 
about  the  nutrition  label  format. 

Consistent  with  the  comment,  the 
consumer  research  did  not  show 
quantitative  monitoring  of  dietary  intake 
to  be  a  common  label  use  behavior. 
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However,  it  also  did  not  show  that 
making  qualitative  judgments  about  a 
food  is  the  only  important  use  of  the 
nutrition  label  (see  comment  114  of  this 
document).  FDA  is  convinced  by  the 
research  that  helping  consumers  to 
make  qualitative  judgments  should  be 
an  important,  but  not  overriding, 
consideration  in  making  a  decision 
about  the  nutrition  label  format.  Other 
evidence  shows  that  consumers  use  the 
nutrition  label  to  compare  products  and 
to  assess  a  product's  nutritional  value. 
Accordingly,  FDA  has  considered 
facilitating  qualitative  judgments  as  one 
of  the  dietary  judgment  factors 
important  for  evaluating  the  various 
proposed  formats. 

F.  FDA's  Tentative  View 

In  the  format  proposal,  FDA  presented 
its  tentative  conclusions  about  the 
elements  that  it  will  include  in  the  Hnal 
nutrition  format  and  requested 
comments  about  them.  The  agency 
listed  the  following  four  elements  as 
those  that  were  likely  to  be  included  in 
the  final  nutrition  format: 

(1)  The  information  must  be  presented 
in  a  manner  that  is  simple  and 
minimizes  clutter. 

(2)  The  information  must  be  presented 
in  tabular  fashion,  although  perhaps 
enhanced  by  other  graphic  devices  to 
provide  rapid  access  to,  and  greater 
■visibility  of,  key  nutrition  information. 

(3)  The  nutrition  information  display 
inust  include  either  a  listing  of  the 
quantitative  amount  of  each  nutrient,  in 
absolute  terms  (e.g.,  g),  or  a  listing  of  the 
emount  as  a  percent  of  the  proposed  RDI 
ar  DRV,  or  both. 

(4)  Nutrient  information  must  be 
inked  to  the  dietary  guidance  that  is 
;x>nsidered  important  to  public  health. 

123.  Comments  mentioning  the  first 
ihroe  elements  were  unanimously 
supportive.  Comments  mentioning  the 
ourth  element  were  generally 
supportive,  although  a  number  of 
comments  argued  either  that  the 

Iiutrition  label  cannot  or  should  not  be 
he  primary  vehicle  for  providing 
;eneral  dietary  recbmmendations,  or 
that  educational  materials  should  not 
appear  on  the  food  label  at  all. 
'    The  agency  disagrees  with  statements 
that  the  nutrition  label  should  not  play 
i  role  in  educating  consumers.  FDA  is 
convinced  that  the  nutrition  label  is  an 
mportant  source  of  basic  information 
or  consumers,  and  that  the  1990 
amendments  require  that  the  label 
facilitate  consumer  education.  The 
agency's  view  of  the  educational  role  of 
he  nutrition  label  is  elaborated  in 
section  V.B.  of  this  document. 

However,  the  agency  does  agree  that 
he  nutrition  label  cannot  be  the 


primary  vehicle  for  providing  general 
dietary  recommendations.  Accordingly, 
as  disctissed  later  in  this  document, 
FDA,  USDA,  health  professional 
organizations,  and  the  food  industry  are 
developing  a  comprehensive  consumer 
education  program  that  will  ease  the 
transition  to  the  revised  nutrition  label 
and  help  consumers  to  use  the  label  to 
make  well-informed  dietary  choices. 

FDA  points  out  that  under  the  act,  the 
requirement  that  nutrition  information 
be  linked  to  dietary  recommendations 
need  not  require  presentation  of  dietary 
guidance  on  the  label.  The  House  report 
that  accompanied  the  1990  amendments 
states,  "While  the  bill  does  not  mandate 
any  particular  approach,  it  does  require 
the  Secretary  to  specify  requirements 
that  would  permit  the  consumer  to 
understand  the  nutrition  information 
pertaining  to  a  particular  food  in 
relation  to  recommended  dietary 
information"  (Ref.  16).  The  declaration 
of  nutrient  amounts  as  percent  DV 
provides  such  information.  For  the 
nutrient  in  the  food  for  which  a  DV  has 
been  established,  the  percent  DV 
advises  the  consumer  how  much  of  the 
recommended  intake  of  that  nutrient  is 
provided  by  the  food.  Seen  in  this  way, 
a  requirement  that  nutrition  information 
be  linked  to  dietary  guidance  plays  a 
greater  role  in  describing  the  food  than 
in  presenting  educational  material. 

G.  The  Format  and  Format  Elements 

FDA  received  approximately  1,000 
responses  to  the  format  proposal  and  to 
a  public  meeting,  notice  of  which  was 
given  in  the  Federal  Register  of  July  23, 
1992.  Responses  were  received  from 
consumers,  health  professionals,  trade 
and  retail  associations.  State  and  local 
governments,  foreign  governments, 
professional  societies,  consumer 
advocacy  organizations,  industry,  and 
universities.  Many  of  the  comments 
selectively  responded  to  issues  of 
particular  concern  to  the  individual  or 
organization  commenting,  but  a  large 
number  included  a  reference  to  the 
specific  formats  favored  or  opposed. 

1 .  Titles  and  Terminology 

a.  Title  for  the  nutrition  label.  124.  A 
number  of  comments  addressed  the 
issue  of  the  title  for  the  nutrition  label. 
The  majority  of  comments  supported 
retaining  the  current  label  heading 
"Nutrition  Information  per  Serving." 
Comments  suggested  that  consumers  are 
familiar  with  this  heading,  and  that  the 
title  is  descriptive  of  the  information 
that  follows.  One  comment  opposed  the 
introduction  of  any  new  title  because 
new  terms  are  confusing.  Another 
comment  expressed  concern  that  new 
titles  have  not  been  proposed  or  tested. 


Other  comments  suggested  such  terms 
as  "Nutrition  Information,"  "Nutrient 
Information,"  and  "Nutrient  Facts." 

FDA  acknowledges  that  the  current 
title  is  descriptive  and  familiar  to 
consumers.  However,  the  agency  also 
notes  that  the  current  title  requires  more 
space  than  several  alternatives  that  are 
equally  descriptive.  The  agency  has 
concluded  that  modifying  one  of  the 
suggested  alternatives  to  "Nutrition 
Facts"  yields  a  term  that  will  clearly 
describe  the  information  declared  on  the 
nutrition  label.  This  more  succinct  term 
also  allows  the  title  of  the  nutrition 
label  to  use  a  larger  typefece  in  the  same 
space  so  that  the  nutrition  label  will  be 
more  readily  noticed,  and  thus,  mora 
readily  observed  by  consumers. 
Accordingly,  in  §  101.9(d),  the  agency  is 
requiring  that  the  term  "Nutrition 
Facts"  instead  of  "Nutrition  Information 
per  Serving,"  be  presented  as  the 
heading  of  the  nutrition  information. 

b.  Terminology  for  subcomponents  of 
nutrients.  In  its  format  proposal  (57  FR 
32070  at  32071),  FDA  solicited 
comment  on  certain  format  elements  not 
addressed  by  research  studies.  The 
agency  requested  comment  on  what 
terminology  and  graphic  elements 
would  most  effectively  distinguish 
subcomponents  of  nutrients  from  the 
declaration  of  the  total  amount  of  the 
nutrient  and  improve  their  visibility  in 
the  nutrition  label  display. 

i.  Subcomponents  of  fat  and  of 
carbohydrate.  125.  The  majority  of 
comments  supported  the  use  of  the 
terms  "total  fat"  and  "total 
carbohydrate."  Many  comments 
suggested  using  indentation  of 
subcomponents  as  a  graphic  means  to 
further  distinguish  subcomponents 
because  it  is  a  commonly  used 
technique  that  would  be  easily 
understood  by  most  consumers.  A  tew 
comments  suggested  holding  and 
highlighting  of  the  broader  classification 
to  further  distinguish  subcomponents  of 
fat  and  carbohydrate.  Other  comments 
suggested  using  such  terms  as 
"includes,"  "including."  "of  which," 
and  "which  includes"  before  the 
subcomponent  to  further  establish  that 
the  subcomponent  is  a  part  of  a  broader 
classification. 

Section  403(q)(l)  of  the  act  specifies 
that  nutrition  labeling  shall  include 
information  on  several  nutrients, 
including  total  fat  and  total 
carbohydrates.  In  order  to  be  consistent 
with  the  terminology  used  in  the  1990 
amendments,  the  supplementary 
proposal  (56  FR  60366  at  60387  and 
60388)  included  provision  for  listing 
"total  fat"  and  "total  carbohydrate"  as 
mandatory  elements  of  the  nutrition 
label.  Given  the  statutory  derivation  nt 
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this  terminology,  the  support  for  its  use 
in  the  comments,  the  fact  that  the 
terminology  reflects  the  broad  category 
of  nutrient,  and  the  lack  of  opposition 
to  the  use  of  this  terminology,  the 
agency  is  retaining  the  provisions  for 
the  declaration  of  total  fat  and  total 
carbohydrate  based  in  §  101.9(c)(2)  and 
4c)(6)  and.  by  reference,  in  §  101.9(d)(7). 
The  agency  agrees  that  indentation  of 
subcomponents  along  with  the  use  of 
the  term  "total"  before  the  major 
classiHcation  provides  effective  means 
of  establishing  separate  and 
recognizable  subcomponent  status.  The 
agency  is  not  providing  for  the  use  of 
terms  such  as  "including"  and  "of 
which."  While  these  terms  may  add 
clarity,  they  will  also  introduce 
additional  words  to  the  label, 
contributing  to  label  clutter.  The  agency 
is  persuaded  by  the  comments  that  the 
use  of  indentation  of  subcomponents  is 
sufficient  to  clearly  distinguish  the 
subcomponents  of  total  fat  and  total 
carbohydrate  because  it  is  a  commonly 
used  and  well  understood  graphic 
device.  Therefore,  the  agency  is 
requiring  the  indentation  of  saturated, 
polyunsaturated,  and  monounsaturated 
fatty  acids  in  Sl01.9(c)(2)(i)  through 
(c)(2)(iii).  respectively,  and  the 
indentation  of  dietary  fiber,  sugars. 
sugar  alcohol,  and  other  carbohydrates 
in  §  101.9(c)(6}ii)  through  (c)(6}{iv). 
respectively,  when  such  nutrients  are 
declared.  In  addition,  as  explained  in 
section  V.H.I,  of  this  preamble,  the 
broader  classifications  must  be 
highlighted  by  boldface  print  as 
provided  in  S  101.9(d)(l)(iv). 

ii.  Calories  and  calories  from  fat.  126. 
The  plurality  of  comments  supported 
using  the  term  "total"  preceding  or 
following  "calories"  to  denote  that  it 
includes  the  calories  from  fat  (i.e..  "total 
calories"  or  "calories,  total"!.  Some 
comments  suggested  that  a  potential  for 
confusion  exists  becau.se  "calories  6rom 
fat"  must  be  declared  on  the  nutrition 
label,  and  consumers  may  be  unaware 
that  they  are  included  in  the  larger 
category  "calories."  These  comments 
expressed  concern  that  consumers 
would  mistakenly  add  calories  from  fat 
to  the  larger  classification  declared 
simply  as  "calories."  Additionally, 
several  comments  suggested  indenting 
"calories  ftx>m  fat"  to  further  distinguish 
it  from  "total  calories." 

The  agency  is  j>ersuaded  by  the 
comments  that  the  term  "total" 
preceding  or  following  "calories"  %«li 
better  enable  consumers  to  understand 
that  it  is  the  larger  classification  of 
which  the  subcategory  "calories  from 
fat"  is  a  part.  The  agency  notes  that  it 
is  requiring  the  term  "total"  for  the 
other  larger  classifications,  total  fat  and 


total  carbohydrate.  A  label  that  has  the 
term  "total"  preceding  two  of  the  three 
larger  classifications  may  have  the 
potential  to  confuse  consumers  with 
regard  to  the  third.  However,  the  agency 
also  notes  that  the  term  "calories"  has 
fewer  words,  and  therefore  requires  less 
space  and  minimizes  clutter. 
Furthermore,  consumers  have  been 
seeing  the  term  "calories"  on  labels  to 
designate  total  calories,  and,  unlike  the 
other  nutrient  subcomponents,  the 
subcomponent  "calories  from  fat" 
designates  subcomponent  status  by  its 
struciure.  Therefore,  in  §  101.9(c)(1). 
FDA  is  providing  for  the  use  of  the 
terms  "total  calories;  '  "calories,  total;" 
or  "calories."  In  addition,  in 
§  101.9(c)(l)(ii).  the  agency  is  requiring 
that  the  subcategory  "calories  from  fat" 
be  indented  for  consistency  with  other 
nutrient  subcomponents  when  it  is 
listed  in  a  column  under  the  total 
calorie  information. 

c.  Terminology  for  Daily  Reference 
Value.  In  its  mandatory  nutrition 
labeling  proposal  (55  FR  29487)  FDA 
asked  for  comments  concerning  an 
appropriate  single  new  term  to  be  used 
to  refer  to  all  the  reference  values  in  the 
nutrition  label.  On  its  own.  FDA  arrived 
at  'Daily  Value  (DV)"  as  a  possibility  for 
use  as  this  single  term.  FDA  used  this 
term  in  the  research  that  it  conducted 
on  formats.  Most  consumers  correctly 
interpreted  the  general  meaning  of  the 
term.  However,  during  probing  in  focus 
group  discussions  conducted  by  the 
agency,  several  consumers  commented 
that  the  word  "value"  may  connote 
something  of  worth  and  suggested  that 
another  term  might  be  appropriate  for 
food  labeling  purposes.  In  its 
supplementary  proposal  published 
November  27.  1991  (56  FR  60366  at 
60371).  the  agency  reiterated  its  request 
for  comment  on.  and  suggestions  for. 
appropriate  terminology  to  be  used  to 
refer  to  the  entire  set  of  reference  values. 

127.  A  number  of  comments 
responded  to  the  issue  of  terminology 
for  a  single  term  to  denote  all  label 
reference  values.  Two  comments  stated 
that  the  word  "value"  may  give  the 
impression  that  these  levels  are  goals  to 
be  achieved  rather  than  points  of 
reference.  A  wide  range  of  alternative 
terms  were  offered,  including  "Human 
Daily  Need,"  "Recommended  Daily 
Standard,'" "Reference  Value."  "Daily 
Amount."  "Reference  Daily  Intake."  and 
"Recommended  Daily  Intake." 
However,  no  general  agreement  emerged 
from  the  comments,  and  no  research 
data  were  submitted  in  support  of 
suggested  alternatives  for  the  term 
"Daily  Value." 

One  comment  stated  that  the  term 
"reference"  has  little  meaning  for  most 


consumers,  while  a  few  others  said  that 
the  use  of  the  term  precludes  persons 
assuming  that  the  value  is  a  goal. 
Another  comment  stated  that  the  term 
"standard"  avoids  the  confusion  of 
having  to  differentiate  between 
minimum  and  maximum  intakes.  One 
comment  suggested  that  the  term  "U.S. 
RDA"  be  retained  to  denote  all  label 
reference  values.  Many  other  comments 
requested  retention  of  the  U.S.  RDA's; 
however,  those  comments  appeared  to 
be  referring  to  retention  of  the  current 
numerical  values  for  the  U.S.  RDA.  not 
the  terminology  to  be  used  on  the  label. 

FDA  disagrees  that  the  term  "U.S. 
RDA"  should  be  retained.  The  term  was 
developed  in  1972  when  label  reference 
values  for  all  nutrients  listed  on  the 
label  were  derived  from  the 
Recommended  Dietary  Allowances  (Ref. 
23).  The  term  was  developed  to  suggest 
the  link  between  the  Recommended 
Dietary  Allowance  and  the  label 
reference  values  developed  by  the 
agency.  However,  the  reference  values 
for  a  number  of  the  nutrients  that  are  to 
be  included  in  the  nutrition  label,  under 
the  final  rule  on  DRV's  and  RDFs, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  are  not  based  on  a 
Recommended  Dietary  Allowance  value 
because  the  National  Academy  of 
Sciences  has  not  established 
Recommended  Dietary  Allowances  for 
these  nutrients.  It  therefore  would  be 
inaccurate  and  misleading  to  retain  the 
term  "U.S.  RDA." 

Further,  the  agency  believes  that 
terms  that  use  the  words 
"recommended,"  "requirement."  or 
"need"  would  be  misleading  to 
consumers  and  would  complicate 
nutrition  education  efforts.  Some  of  the 
reference  values  that  FDA  is  adopting 
are  intended  to  guide  consumers 
relative  to  maximum  intakes  (for 
example,  saturated  fat),  while  others  are 
intended  to  serve  as  a  basis  for  planning 
general  diets  to  meet  nutrient 
requirements  (for  example,  vitamin  C) 
or  as  minimum  intakes  (for  example, 
potassium).  It  would  be  incorrect  to 
imply  that  FDA  "recommends"  that 
consumers  consume  the  maximum 
intake  level  for  total  fats,  or  that  such 
levels  are  "required"  or  "needed."  Also, 
FDA  cannot  agree  that  the  term 
"standard"  is  appropriate.  While  the 
comment  argued  that  this  term  does  not 
suggest  a  minimum  or  a  maximum,  the 
agency  believes  that  it  commonly 
implies  a  level  to  be  achieved  or 
surpassed,  and  for  which  it  is 
undesirable  to  fall  below.  Thus,  it  may 
connote  a  minimum  level  for  many 
consumers. 

Moreover,  the  term  "daily  intake" 
suggests  a  requirement  or  prescriptive 
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need  for  individuals,  rather  than  a 
general  reference  point.  Furthermore, 
the  agency  is  concerned  that  if  the  term 
were  used,  it  could  become  a  source  of 
donfusion  in  information  and 
educational  materials  on  nutrition 
because  "daily  intake"  for  nutrients  is 
used  to  mean  current  consumption 
levels,  rather  than  reference  intakes 
based  on  dietary  recommendations.  For 
e^ample,  the  current  daily  intake  of  fat 
it  estimated  to  be  95  g  per  day  based  on 
food  consumption  surveys.  However, 
the  agency's  DRV  for  fat  is  65  g  for  a 
2.000  calorie  diet  and  is  based  on 
dietary  guidance. 

After  reviewing  the  comments 
narefully,  the  agency  concludes  that  it  is 
appropriate  to  retain  the  proposed  term 
"Daily  Value."  FDA  research  has  shown 
that  the  term  is  generally  und^stood  by 
consumers  as  a  point  of  reference,  and 
no  appropriate  or  weii-supported 
alternatives  have  been  suggested  to  the 
agency.  FDA  acknowledges  that  two 
oomments  suggested  that  the  word 
"value"  may  be  indicative  of  a  goal. 
However,  no  data  were  submitted  to 
support  this  suggestion,  and  no  other 
Comments  objected  to  the  term  on  these 
founds.  Therefore,  FDA  will  use  "Daily 
Value"  as  the  single  term  to  refer  to  all 
reference  values  on  the  nutrition  label 
aind  is  providing  for  its  inclusion  in 
§  101.9(d)(6). 

To  preclude  any  confusion,  the 
ajgency  points  out  that  the  Daily  Values 
fire  a  specific,  regulatorily  established 
set  of  reference  values  that  have  been 
derived  based  on  dietary  guidance  and, 
for  certain  nutrients,  on  the  assumption 
of  a  2,000  calorie  per  day  diet  (see  the 
document  on  RDl's  and  DRV's 
published  elsewhere  in  this  issue  of  the 
1  ederal  Register).  FDA  recognizes  that 
{ Itemate  daily  caloric  requirements 
(e.g.,  2,500  calories)  produce  alternate 
I  Bcommended  values  for  those  nutrients 
with  dietary  recommendations  that  are 
based  on  calorie  requirements,  and  that 
t^ese  alternate  values  can  be  considered 
"daily  values"  for  people  consuming  the 
given  calorie  level.  However,  the 
rpcommended  values  for  various  calorie 
intake  levels  other  than  2,000  calories 
per  day  should  not  be  confused  with  the 
Daily  Values,  specifically  the  DRV's  that 
FDA  is  establishing  by  regulation  (see 
§  101.9(c)(7)(iii))  and  that  are  referenced 
in  several  of  the  regulations  that  FDA  is 
£|dopting  today  (see,  e.g.,  §  101.13). 

1  PERCENT  DV  Format 
The  majority  of  comments  that 
pported  the  PERCENT  DV  or 
PERCENT  DV  with  DRV  format  were 
from  consumer  groups  and  health 
promotion  organizations,  although 
several  industry  and  other  types  of 


organizations  also  supported  the 
proposed  format.  The  majority  of 
comments  that  opposed  the  PERCENT 
DV  format  were  from  industry. 

128.  The  major  argument  given  in 
support  of  the  PERCENT  DV  format  was 
that  the  percent  formats  are  easy  to  use 
and  provide  clear  information  about 
how  a  food  fits  into  a  total  daily  diet. 
FDA's  research  showing  that  the  percent 
formats  have  superior  performance 
characteristics,  particularly  with  regard 
to  label  tasks  related  to  dietary 
judgments,  was  sometimes  cited.  Some 
comments  argued  that  consumers  are 
mainly  interested  in  using  the  nutrition 
label  to  make  qualitative  judgments 
about  specific  foods,  such  as  whether 
the  food  is  low  or  high  in  a  nutrient  of 
interest.  Many  fewer  people,  it  was 
argued,  keep  running  lists  of  nutrient 
amounts  throughout  the  day.  The 
comments  argued  that  the  percent 
format  facilitates  this  type  of  qualitative 
judgment. 

Many  of  the  comments  opposed  to  the 
PERCENT  DV  format  also  addressed  the 
issue  of  consumers'  ability  to  use  the 
PERCENT  DV  information,  arguing  that 
consumers  would  not  be  able  to  use 
percent  displays  effectively.  Specific 
arguments  included  that  the  percent 
formats  did  not  perform  well  in  the 
Grocery  Manufacturers  of  America  and 
the  National  Food  Processors 
Association  (GMA/NFPA)  industry 
study  (Ref.  71),  and  that  consumers  do 
not  understand  percents. 

FDA  has  carefully  considered  the 
arguments  regarding  percent  displays 
but  finds  no  basis  not  to  conclude  that 
consumers  will  be  able  to  use  PERCENT 
DV  declarations  more  effectively  than 
they  would  any  other  format  tested.  The 
consumer  research  (see  section  V.D.2.  of 
this  document)  supports  the  assertion 
that  the  PERCENT  DV  format,  with  or 
without  a  listing  of  the  seven 
macronutrient  reference  DV's,  im^proves 
consumers'  abilities  to  make  correct 
dietary  judgments  about  a  food  in  the 
context  of  a  total  daily  diet.  This  result 
was  replicated  in  three  separate  studies 
(Refs.  70,  71,  and  74),  two  of  them 
industry-sponsored,  and  on  three 
different  dietary  judgment  tasks:  judging 
the  correctness  of  nutrient  claims  about 
the  product,  identifying  the  nutrients  in 
the  product  that  needed  to  be 
counterbalanced  by  changes  in  the  daily 
diet,  and  judging  how  much  to  eat  of  the 
given  food  if  you  want  to  reduce  intake 
of  certain  nutrients.  In  one  industry- 
sponsored  study  (Ref.  71),  the  PERCENT 
DV  format  helped  consumers  judge  how 
much  to  eat  of  a  given  food  despite  the 
fact  that  PERCENT  DV  formats  were 
executed  with  extra  columns  of  nutrient 
information  per  serving. 


As  noted  in  section  V.D.2.  of  this 
document,  the  percent  DV  format 
element  is  one  of  only  two  format 
elements  that  have  been  shown  to 
improve  consumer  performance  on 
dietary  judgment  tasks  (the  other  format 
element  is  the  use  of  adjectives).  In 
addition,  the  PERCENT  DV  format, 
when  executed  without  additional 
columns,  scored  as  well  or  better  than 
any  other  format  on  all  of  the  other  tasks 
measured  in  FDA's  study.  No  evidence 
was  submitted  to  FDA  showing  that 
consumers  cannot  effectively  use  a 
PERCENT  DV  format  when  it  is 
appropriately  executed. 

FDA  studies  (Refs.  69  and  70)  found 
that  for  label  use  tasks  involving  simple 
comparisons  between  products, 
PERCENT  DV  declaration  formats  were 
best  executed  as  single  column  displays 
with  g/mg  amounts  next  to  the  nutrient 
name  and  not  in  a  column.  Executed  in 
this  manner,  no  difference  was  found 
between  PERCENT  DV  formats  and  the  . 
CONTROL  format  on  product 
comparison  tasks. 

The  GMA/NFPA  industry  study  (Ref. 
71)  found  that  when  the  format  was 
executed  as  two  adjacent  columns  of 
numbers  with  different  units  (g/mg 
amounts  and  percent  DV  declarations), 
performance  on  simple  comparison 
tasks  was  adversely  affected.  This  result 
is  likely  attributable  to  the  additional 
columns  added  to  the  format, 
particularly  since  the  units  differed,  and 
is  not  an  inherent  weakness  of  the 
PERCENT  DV  declaration  formats  (see 
section  V.D.2.  of  this  document).  FDA 
considers  the  placement  of  g/mg 
amounts  in  an  unordered  array  next  to 
nutrient  names  to  be  a  necessary  feature 
of  the  PERCENT  DV  format  because  it 
improves  consumers'  abilities  to  readily 
observe  and  comprehend  the  percent 
information  on  the  nutrition  label  as 
demonstrated  by  FDA  format  studies. 
Thus,  use  of  this  format  is  consistent 
with  section  2(b)(1)(A)  of  the  1990 
amendments. 

The  argument  that  people  have 
difficulty  in  understanding  percents  is 
not  borne  out  by  the  consumer  research. 
In  the  nutrition  label  situation,  a 
consistent  system  of  percents  is  used 
such  that  virtually  all  the  nutrients  on 
the  label  can  be  declared  in  equivalent 
units,  in  this  instance  percent  DV.  A  list 
of  nutrients  declared  in  equivalent  units 
has  the  unique  property  that  the  list  of 
values  is  self-anchoring,  that  is,  values 
in  the  list  can  serve  as  references  for 
each  other.  A  low  value  on  the  list  is 
likely  to  be  a  "true"  low  value,  a  high 
value  on  the  list  is  likely  to  be  a  "true  * 
high  value.  This  consistency  is  not 
possible  when  the  list  contains  nutrients 
declared  in  very  different  units.  Five  g 
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of  saturated  fel  may  be  a  "true"  high 
value  and  115  nig  of  sodium  may  be  a 
"true"  low  value,  but  few  consumers  see 
the  number  5  as  high  and  the  number 
115  as  low  according  to  FDA  research. 
Percent  DV  declarations  help  consumers 
because  they  overcome  the  problems 
associated  with  declaring  nutrients  in 
nonequivalent  units  (see  comment  106 
of  this  document). 

Cram/milligram  formats  with  a  list  of 
DV's  give  consumers  the  numbers  they 
would  need  to  calculate  percentages  and 
thus  to  transform  the  amounts  to 
equivalent  numbers.  However,  research, 
including  FDA's  format  research,  has 
consistently  shown  that  most  consumers 
are  unwilliiig  or  unable  to  transform 
data  provided  on  labels  (Refs.  70  and 
101).  Available  evidence  shows  that 
providing  consumers  with  raw  data  is 
not  effective.  Providing  them  with  data 
in  the  form  needed  to  make  judgments, 
e.g..  in  consistent  percentages,  is 
effective. 

Consumers  have  been  seeing  vitamin 
and  mineral  levels  expressed  as  percent 
of  U.S.  RDA  on  food  products  for  about 
20  years.  Few  know  what  the  U.S. 
RDA's  are  for  specific  nutrients  or  even 
know  what  units  the  U.S.  RDA's  are  in. 
No  arguments  have  been  raised  that 
percents  in  this  context  are  difficult  to 
use  or  hard  to  understand.  The 
presentation  of  macronutrient  data  in 
percents  is  a  logical  extension  of  the 
system  that  consumers  have  been  using 
with  apparent  success  for  years. 

Therefore.  FDA  is  requiring  in 
§  101.9(d)(7)(ii)  that  nutrition 
information  pet  serving  be  declared  as 
percent  of  the  DV  in  the  primary 
columnar  display  on  the  nutrition  label. 

129.  Many  of  tne  industry  supporters 
of  the  PERCENT  DV  format  cited  the 
relatively  small  space  requirements  for 
the  format,  particularly  if  the  DV  listing 
is  not  required. 

FDA  agrees  that  the  PERCENT  DV 
format  without  a  DV  listing  requires 
little  additional  space  relative  to  the 
CONTROL  format.  A  strength  of  the 
PERCENT  DV  format  not  shared  by  any 
other  format  except  ADJECTTVE  is  that 
consumers  can  use  it  equally  well  for 
most  label  use  tasks  with  or  without  the 
reference  DV  listing.  For  this  reason,  the 
agency  is  not  requiring  that  the 
reference  DV  list  be  displayed  as  such. 
Rather,  it  is  displayed  as  part  of  an 
example  of  recommended  nutrient 
amour.ts  for  different  calorie  intake 
levels,  and  the  normal  placement  is  not 
beside  the  Percent  DV  information  but 
beneath  it. 

In  addition,  the  calorie-specific  daily 
value  list  may  be  omitted  in  simplified 
formats  and  on  small  and  intermediate 
sized  packages  (§  101.9(f)(5)  and  (i)(13). 


respectively).  In  contrast,  labels 
declaring  amounts  of  nutrients  only  in 
g/mg  units  require  consumers  to 
compare  the  reference  DV  list  with  the 
amount  declarations  in  order  to  make 
dietary  judgments.  Thus,  for  such  labels, 
the  presentation  of  the  reference  DV  list 
adjacent  to  the  declaration  of  amounts  is 
necessary  for  most  label  use  tasks. 

Accordingly,  §  101.9(d)(9)  provides 
that  daily  values  for  2.000  and  2.500 
calorie  diets  be  placed  in  columns 
beneath  the  vitamin  and  mineral 
information.  However,  if  space  is  not 
adequate  beneath  the  vitamin  and 
mineral  information.  §  101.9(d)(ll) 
provides  that  the  calorie-specific  daily 
value  information  may  be  placed  to  the 
right  of  the  Percent  DV  information.  In 
addition.  §  101.9(0(5)  allows  the  calorie 
specific  daily  value  information  to  be 
omitted  ft-om  labels  of  products  that 
qualify  for  the  simplified  format,  and 
§  101.9(j)(13)(ii)(C)  allows  it  to  be 
omitted  from  packages  with  40  or  less 
square  inches  of  label  surface  available 
to  bear  labeling. 

130.  A  number  of  comments  argued 
against  the  PERCENT  DV  format 
because  of  poor  legibility  of  the  basic , 
format.  They  argued  that  legibility  will 
be  lower  because  the  absolute  amount 
declarations  are  hidden  and  are  likely  to 
be  hard  for  consumers  to  find  and 
because  two  numbers  are  required  for 
each  nutrient. 

FDA  disagrees  that  the  basic  format 
has  poor  legibility.  The  agency's 
research  showed  that  consumers  are 
easily  able  to  use  the  PERCENT  DV 
format  displayed  with  amounts  by 
weight  in  parentheses  next  to  the 
nutrient  name  (see  section  V.D.2.  of  this 
document).  Most  consumers  will  not 
need  to  use  the  amounts  by  weight.  The 
format  prortiinently  and  clearly  displays 
the  one  piece  of  nutrient  information 
that  will  be  most  easily  used  and 
understood  by  the  general  population. 
The  amounts  by  weight  are  provided  for 
consumers  who  find  it  easier  to  use 
them,  such  as  individuals  who  manage 
their  diets  using  g/mg  amounts. 

131.  Other  comments  arjgued  that 
consumers  will  be  confused  because 
they  will  have  to  learn  a  new  type  of 
declaration,  and  those  consumers  used 
to  the  amount  by  weight  declarations 
may  mistakenly  use  the  percentages  as 
absolute  amounts. 

FDA  disagrees  with  this  argument. 
Evidence  from  consumer  research 
shows  that  consumers  generally  are  not 
able  to  effectively  use  the  current  format 
for  some  important  label  uses,  such  as 
placing  a  food  in  the  context  of  their 
total  daily  diet  (see  section  V.D.2.b.  of 
this  document).  In  contrast,  research 
shows  that  consumers  are  able  to  use 


percent  displays  for  all  of  the  label  uses 
tested,  including  those  tasks  related  to 
dietary  judgments,  such  as  placing  the 
food  in  the  context  of  the  total  daily 
diet.  As  consumer  education  reaches 
more  people,  and  as  consumers  become 
more  familiar  with  the  percent  display 
format,  its  effective  use  will  increase.  In 
addition,  under  §  101.9(d)(7)(ii).  as 
explained  in  section  V.H.I,  of  this 
document,  the  symbol  for  percent  (i.e.. 
"%")  must  be  used  after  each  number. 
Therefore,  consumers  are  not  likely  to 
use  the  percentages  as  absolute  weight 
amounts. 

Many  of  the  comments  opposed  to  the 
use  of  the  PERCENT  DV  formats  did  not 
acknowledge  that  these  formats  provide 
g/mg  amount  information  on  the 
nutrition  label.  FDA  included  amounts 
by  weight  ta  meet  the  needs  of 
consumers  who  had  come  to  rely  on 
such  information.  An  appropriate 
balance  must  be  achieved  between  how 
much  and  how  prominently  information 
cjin  be  presented  on  the  label.  The 
relative  numbers  of  people  likely  to  use 
different  information  is  an  important 
consideration  in  achieving  this  balance. 
Few  people  currently  engage  in  the  kind 
of  dietary  management  that  requires 
keeping  daily  running  sums  of 
particular  nutrients,  such  as  assumed  by 
some  of  the  comments  opposed  to 
PERCENT  DV  formats. 

132.  Several  comments  stated  that 
PERCENT  DV  formats  are  misleading 
because  they  provide  inappropriate 
dietary  guidance  or  offer  no  guidance  to 
those  consumers  whose  daily 
requirements  differ  from  the  DV. 
Concern  was  expressed  that  consumers 
will  believe  the  numbers  apply  to  them 
personally. 

The  agency  disagrees  that  PERCENT 
DV  declarations  are  misleading  because 
they  provide  inappropriate  dielarj- 
guidance.  A  major  advantage  of  a 
percent  unit  is  that  it  communicates  the 
relative  magnitude  of  the  nutrient  level 
in  a  food  without  the  consumer  having 
to  be  concerned  about  the  absolute  level 
or  units  of  the  underlying  scale  being 
used.  Knowledge  of  quantitative  dietary 
goals  for  specific  nutrients  is  not 
inherent  in.  or  necessary  for,  accurate 
magnitude  assessments  of  the  nutrient 
levels  in  the  food.  The  DV  base  of  the 
percent  does  not  have  to  exactly  fit  each 
individual's  needs  in  order  for  the 
percent  to  accurately  reflect  the  relative 
magnitude  of  the  nutrient  level  in  the 
product. 

FDA  considers  estimation  of  the 
relative  magnitude  of  nutrient  levels  in 
the  food  to  be  central  to  tlie  placement 
of  a  food  in  the  context  of  the  total  daily 
diet.  FDA's  research  and  other  research 
submitted  as  comments  to  the  format 
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proposal  showed  that  consumers  were 
able  to  use  PERCENT  DV  formats  to 
assess  high/low  levels  of  nutrients  more 
effectively  than  any  other  format  (see 
sedtion  V.D.Z.b.  of  this 
doCument).Therefore,  for  purposes  of 
placing  the  food  in  the  context  of  a  total 
(Jaily  diet,  a  label  use  for  which 
consumers  have  no  need  to  adjust  the 
scale  for  individual  variations,  the 
declaration  of  nutrient  amounts  as 
percent  DV  cannot  be  considered 
misleading  or  inappropriate  dietary 
guidance. 

Although,  for  the  reasons  described 
above,  detailed  knowledge  of  the  DV's 
and  their  relation  to  an  individual's  diet 
IS  no!  necessary  for  using  a  PERCENT 
DV  format  to  make  product  comparisons 
or  dietary  judgments  about  the  product, 
it  \i  useful  for  other  dietary  management 
purposes.  Information  about  how  daily 
values  vary  by  calorie  needs  will  help 
those  people  who  so  desire  to  estimate 
th«r  own  personal  daily  values  and  will 
help  them  to  differentiate  the  concept  of 
3  reference  Daily  Value  used  for  labeling 
nr:d  regulatory  purposed  from 
personally  appropriate  dietary  guidance. 

Therefore,  to  decrease  the  likelihood 
of  consumer  misunderstanding,  the 
aufincy  is  requiring  in  §  101.9(d)(9)(i) 
that  a  footnote  accompany  the  percent 
DV  declarations  stating  that  these 
declarations  are  based  on  a  2,000  calorie 
diet,  and  that  personal  needs  vary 
depending  on  an  individual's  calorie 
intake.  In  addition,  to  assist  consumers 
ill  estimating  their  own  quantitative 
dietary  needs  relative  to  the  reference 
D\Ts,  the  footnote  will  display  daily 
values  of  total  fat,  saturated  fat, 
cholesterol,  sodium,  total  carbohydrate, 
and  dietary  Tiber  based  on  2,000  calories 
and  2,500  calories.  By  providing  a 
concrete  example  of  how  individual 
dietary  needs  may  vary  depending  on 
(  albrie  intake  level,  the  footnote  will 
!  v\  3  people  to  place  their  personal 
c'ia  ary  needs  with  respect  to  the 
•-i  fi  rence  Daily  Values  and  to  avoid  any 
:n;;  understanding  as  to  whether  the 
refiirence  DV's  are  dietary  guidance 
!  ;f  mt  for  them. 

133.  Several  comments  argued  that 
FEFCENT  DV  formats  are 
mathematically  misleading  because  they 
.Tejcaiculated  against  an  implied  range 
if  tfce  terms  "or  less"  and  "or  more"  are 
usdd,  or  because  consumers  will  not  be 
r,})]k  to  reconstruct  the  percents  from  the 
■v-solute  amounts  and  the  DV  numbers 
because  of  the  rounding  rules  for 
perjcents  of  marj-onutrients. 

I^A  disagrees  that  consumers  will 
seeiqualifying  terms  such  as  "or  less" 
and  "or  more"  as  constituting  a  range 
from  which  a  percent  cannot  be 
calculated.  These  terms  were  included  . 


on  the  PERCENT  DV/DRV  format  in  the 
second  FDA  label  format  study,  and  no 
subject  expressed  confusion  resulting 
from  their  presence  (Ref.  70). 

FDA  agrees  that  the  rounding  rules  for 
percents  for  macronutrients  and  sodium 
in  proposed  §  101.9(c){12)  (56  FR  60366 
at  60390)  have  the  potential  to  cause 
consumer  confusion  when  used  with 
the  PERCENT  DV  format.  The  agency 
notes  that  the  amount  by  weight 
declarations  for  these  nutrients  have 
already  been  rounded,  and  that 
additional  rounding  of  the  percents  may 
lead  to  an  undesirable  degree  of 
inaccuracy,  depending  on  the  specific 
percent. 

Therefore,  the  agency  is  requiring  in 
§  101.9{d)C7){ii)  that  percent 
declarations  for  macronutrients, 
sodium,  and  potassium  in  the  PERCENT 
DV/DV  format  be  calculated  by  using  as 
the  numerator  the  actual  amount  of  the 
specified  nutrient  before  rounding  for 
label  declaration.  The  resulting 
proportion  will  be  transformed  to  a 
percentage  and  rounded  to  the  nearest 
whole  percent. 

134.  Some  comments  argued  that  the 
PERCENT  DV  format  should  not  be 
selected  because  the  lack  of  DRV's  for 
some  nutrients  will  result  in  blanks  in 
the  principal  numeric  column.  The 
comments  argued  that  such  blanks  will 
leave  consumers  with  no  information 
about  the  level  of  some  nutrients  and 
will  be  confusing  to  them.  However, 
none  of  the  comments  that  supported 
the  PERCENT  DV  format  suggested  that 
the  lack  of  DV  values  for  some  nutrients 
was  a  disadvantage  of  the  format. 

Several  of  the  comments  that 
discussed  the  lack  of  reference  values  in 
the  context  of  whether  the  DV  list 
should  be  required  on  the  label 
provided  arguments  that  apply  to  all 
uses  of  the  DV  information  and  thus 
also  apply  to  the  PERCENT  DV  format. 
These  comments  argued  that  it  is  more 
beneHcial  for  consumers  to  have  the 
values  for  some  nutrients  than  to  have 
the  values  for  no  nutrients. 

The  agency  disagrees  that  blanks  in 
the  principal  numeric  column  resulting 
from  the  lack  of  DV's  for  some  nutrients 
is  suffident  reason  to  reject  the 
PERCENT  DV  format .  The  g/mg 
amounts  will  be  listed  for  nutrients  that 
have  no  DV,  so  that  some  information 
will  he  presented  for  these  nutrients. 
Since  a  reference  value  has  not  been  .set 
for  these  nutrients,  none  of  the 
alternative  formats  would  give 
additional  information  to  help  the 
consumer  evaluate  the  food  with  respect 
to  nutrients  that  lack  a  DV.  For  example, 
no  value  will  appear  in  the  DV  listing 
for  the  nutrients,  so  comparison  of  the 
amount  in  the  product  with  theDV,  as 


might  be  done  with  the  CONTROL/DV 
format,  would  not  be  possible.  No 
scheme  for  assigning  adjectives  or  for 
highlighting  would  be  able  to  include 
nutrients  without  a  DV,  so  that  formats 
using  these  elements  would  not  present 
more  information  about  such  nutrients 
than  the  PERCENT  DV  format.  Since  no 
other  format  overcomes  the  gap  in 
information  that  results  from  lack  of 
DV's  for  some  nutrients,  the  lack  of  DV's 
for  specific  nutrients  cannot  be  seen  a 
reason  to  reject  the  PERCENT  DV 
format.  The  agency  agrees  with  the 
comments  that  argued  that  presenting 
DV  related  information  for  some 
nutrients  is  more  beneficial  to 
consumers  than  withholding  such 
information  about  all  nutrients. 

135.  Some  comments  argued  that 
PERCENT  DV  formats  are  calculated 
against  a  base  that  will  change  as 
scientific  knowledge  about  nutrition 
changes,  just  as  dietary  guidance 
changes  as  knowledge  increases,  and 
that,  therefore,  a  PERCENT  DV 
declaration  should  not  be  reauired. 

These  comments  address  tne  issue  of 
putting  on  the  label  dietary  information 
that  will  change  over  time  with 
increasing  knowledge.  The  underlying 
assumption  of  these  comments  is  that 
percent  DV  declarations  will 
communicate  quantitative  dietary  goals 
for  specific  nutrients,  but,  as  discussed 
above  (see  comment  132  of  this 
document),  FDA's  view  is  that  percent 
DV's  are  not  likely  to  be  used  for  this 
purpose.  U.S.  RDA's  have  been  subject 
to  change  in  the  same  sense,  but  this 
fact  has  nut  prevented  their  successful 
use  on  nutrition  labels  as  a  basis  for 
declaring  nutrient  amounts  as 
percentages.  Therefore,  the  agency 
disagrees  that  the  possibility  of  change 
is  a  substantial  reason  to  avoid  percent 
declarations  on  the  nutrition  label. 

136.  A  number  of  comments  argued 
that  PERCENT  DV  formats  encourage 
good/bad  food  judgments. 

^  The  agency  does  not  agree  with  this 
argument.  Both  FDA  and  industry 
research  found  that  PERCENT  DV 
declarations  tend  to  produce  the  most 
accurate  judgments  about  whether 
products  are  high  or  low  in  various 
nutrients.  The  g/mg  formats  were  more 
likely  to  lead  to  extreme  and 
inappropriate  dietary  judgments  than 
PERCENT  DV  declarations  (section 
V.D.2.b.  of  this  document  and  Ref  102). 

137.  One  comment  expressed  the 
view  that  FDA  does  not  have  the  legal 
authority  to  require  percentages,  since 
the  1990  amendments  only  require  the 
declaration  of-amounts.  Others  argued 
that  the  1990  amendments  do  not 
mandate  that  FDA  change  the  current 
format. 
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FDA  disagrees  with  these  comments. 
As  discussed  above,  section  2(b)(1)(A)  of 
the  1990  amendments  requires  that  the 
nutrition  information  be  conveyed  in  a 
manner  that  enables  the  public  to 
understand  the  relative  significance  of 
the  nutrition  information  in  the  context 
of  the  total  daily  diet.  Moreover,  the 
legislative  history  states  that  this 
provision  requires  the  Secretary  to 
specify  requirements  that  permit  the 
consumer  to  understand  the  nutrition 
information  about  a  particular  food  in 
relation  to  recommended  dietary 
information  (Ref.  16.  p.  18).  Expressing 
the  level  of  a  nutrient  in  the  food  as  a 
percent  of  a  reference  amount  (the  DV) 
is  the  simplest  and  most  straightforward 
way  of  permitting  the  consumer  to 
understand  the  amount  of  a  nutrient  in 
the  context  of  the  total  daily  diet.  Thus. 
the  1990  amendments  provide  clear 
authority  to  require  percentages. 
Moreover,  given  the  requirements  of  the 
1990  amendments,  and  particularly  the 
requirement  in  section  2(b)(1)(A)  of  the 
1990  amendments,  revision  of  the 
current  format  is  unavoidable  and 
necessary. 

138.  A  comment  from  a  foreign 
government  stated  that  PERCENT  DV 
information  is  country-specific  because 
the  DRV  information  on  which  it  is 
based  varies  by  country,  and  mandatory 
inclusion  of  percent  DV  information  on 
a  label  would  make  it  difficult  to 
achieve  equivalence  in  nutrition 
labeling  requirements  between  the 
United  States  and  other  countries.  The 
comment  noted  that  their  free  trade 
agreement  with  the  United  States 
requires  that  the  two  countries  work 
toward  equivalent  requirements  on 
nutrition  labeling.  The  comment 
pointed  out  that  Codex  guidelines 
provide  for  supplementary  nutrition 
information  only  on  a  voluntary  basis. 

The  agency  supports  efforts  toward 
international  harmonization  of  food 
labeling.  However,  the  1990 
amendments  direct  FDA  to  require  a 
number  of  format  elements  that  are  not 
in  harmony  with  international  food 
labeling.  The  agency  believes  that  it  has 
been  directed  to  require  a  format  that 
will  enable  consumers  to  choose 
appropriate  foods  and  to  place  the  food 
within  the  context  of  their  total  daily 
diet,  without  the  constraints  of  meeting 
international  guidelines. 

3.  The  DV  List  on  the  Label 

a.  Including  the  DV  list  on  the  label. 
A  number  of  comments  from  industry, 
consumer  groups,  and  health  promotion 
organizations  addressed  the  issue  of 
whether  the  DV  list  should  be  required,    a 
optional,  or  not  permitted  on  the  '^ 

nutrition  labeL 


139.  The  major  arguments  supporting 
mandatory  inclusion  of  the  DV  list  on 
the  label,  made  primarily  by  consumer 
groups  and  health  professional 
organizations,  were:  (1)  That  the  DV's 
must  be  listed  for  people  to  estimate 
how  their  needs  may  vary  from  those 
represented  on  the  label,  particularly  if 
the  individual  is  on  a  more  restrictive 
diet  than  represented  in  the  DV's,  (2) 
that  consumers  need  the  DV  information 
on  the  label  because  they  have  to 
become  comfortable  and  familiar  with 
the  DV  concept  in  order  for  them  to  use 
the  new  nutrition  label  to  place  the  food 
in  the  context  of  their  daily  diet,  to  put 
nutrient  content  information  in 
perspective,  or  to  provide  a  frame  of 
reference  for  decision  making,  and  (3) 
that  consumers  need  the  information 
because  quantitative  dietary  goals  are 
necessary  in  order  to  encourage  and 
help  consumers  understand  proper 
dietary  practices. 

The  major  argument  against  inclusion 
of  the  DV  list  on  the  label,  made 
primarily  by  food  manufacturers  and 
food  industry  associations,  was  that 
consumers  will  misinterpret  the  DV's  as 
dietary  recommendations  for  their 
personal  dietary  needs,  which  will  lead 
to  the  DV's  providing  inappropriate 
dietary  guidance.  Comments  argued  that 
DV's  are  unacceptable  for  dietary 
guidance  because  they  are  population 
based  reference  values  for  an  "average" 
consumer  that  do  not  take  account  of 
individual  differences  such  as  sex. 
weight,  activity  level,  and  other  factors 
influencing  personal  dietary  needs. 

Many  comments  opposed  to  requiring 
DV's  argued  that  a  listing  of  DV's  on  the 
nutrition  label  provides  no  product- 
specific  information  to  consumers,  and 
that  mandating  the  listing  on  all  labels 
requires  repeating  the  same  information 
on  millions  of  food  labels.  One 
comment  likened  the  requirement  of 
placing  the  list  of  DV's  on  food  labels  to 
a  requirement  that  banks  provide 
'addition  and  subtraction  tables  to  their 
customers  in  each  and  every  monthly 
statement.  Many  of  these  comments 
argued  that  inclusion  of  a  list  of  DV's  on 
the  nutrition  label  will  significantly 
increase  the  space  requirements  of  the 
nutrition  label,  and  that  the  increased 
space  needs  will  make  it  extremely 
difficult  for  small  packages  to  comply 
with  nutrition  labeling  requirements. 

Many  comments  opposed  the 
mandatory  inclusion  of  the  DV's  on  the 
nutrition  label  because  it  will  clutter  the 
label  and  thereby  decrease  consumers' 
ability  to  readily  observe  and 
comprehend  the  nutrition  information 
on  the  label.  A  number  of  comments, 
particularly  from  industry,  supported 
optional  inclusion  of  the  DV  list.  The 


arguments  for  making  the  listing  of  DV's 
optional  were  similar  to  those  for 
opposing  it. 

The  agency  finds  merit  in  the 
argument  that  presenting  the  DV  list  on 
the  label  may  potentially  mislead 
consumers  by  giving  luidue  prominence 
to  values  intended  as  references  only 
and  not  as  dietary  guidance  for 
individuals.  The  consumer  research  (see 
section  V.D.4.b.  of  this  document) 
showed  that  consumers  were  likely  to 
interpret  a  single  list  of  values  labeled 
as  "Daily  Values"  as  personally 
applicable.  At  the  same  time,  the  agency 
agrees  with  the  comments  that  argued 
that  consumers  should  be  able  to  assess 
how  their  personal  dietary  needs,  which 
vary  by  factors  such  as  age,  sex,  and 
activity  level,  may  differ  from  the 
reference  DV's  used  on  the  label.  After 
extensive  consideration,  the  agency  is 
convinced  that  the  best  solution  to  these 
conflicting  requirements  is  not  to  list 
the  reference  DVs  Identified  as  such  as 
part  of  the  primary  information,  but  to 
provide  a  footnote  as  specified  in 
§  101.9(d)(9)(i)  that  gives  individualized 
daily  values  of  total  fat.  saturated  fat. 
cholesterol,  sodium,  total  carbohydrate, 
and  dietary  fiber  based  on  2.000  calories 
and  2.500  calories. 

Without  a  prominent  display  of  the 
list  of  reference  DV's  for  macronutrients 
on  the  label,  the  likelihood  that 
consumers  will  misunderstand  the 
reference  DV's  as  personally  relevant 
dietary  guidance  is  greatly  reduced.  At 
the  same  time,  a  concrete  example  of 
how  recommended  nutrient  amounts 
vary  depending  on  an  individual's 
needs  will  help  consumers  to 
understand  how  their  own  dietary  needs 
stand  with  respect  to  the  reference  Daily 
Values. 

The  agency  believes  that  the 
information  in  the  footnote  will 
accomplish  virtually  all  the  benefits  that 
comments  identified  would  follow  from  _ 
including  the  list  of  reference  DV's  on 
the  label.  By  enabling  consumers  to 
evaluate  the  appropriateness  of  the 
percent  DV's  for  their  personal  needs, 
the  information  in  the  footnote  will 
serve  to  increase  consumer  confidence 
in  the  nutrition  label  and  lead  to  more 
effective  use.  For  consumers  who  want 
to  practice  quantitative  dietary 
regulation  that  involves  setting  intake 
targets  for  certain  nutrients  and  keeping 
a  running  tally  of  intake  of  these 
nutrients,  the  information  in  the 
footnote  will  provide  maximum 
flexibility  in  the  use  of  the  nutrition 
label.  The  percent  DV's  on  the  label  can 
be  adjusted  for  difl^erent  personal  needs 
or  an  individual's  caloric  intake  either 
by  working  with  the  percentages  (such 
as  having  a  target  value  of  120  percent 
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for  2,400  calorie  diet  and  a  target  of  90 
percent  for  an  1,800  calorie  diet)  or  by 
working  from  absolute  values  derived 
from  the  calorie-based  daily  values  in 
the  footnote.  The  footnote  will  yield 
these  l)enents  without  implying  that  a 
specific  reference  OV  is  the  appropriate 
target  for  ev^y  consumer. 

However,  FDA  also  agrees  with 
comments  that  point  out  that  inclusion 
of  DV-related  information  on  the 
nutrition  label,  such  as  that  in  the 
required  footnote,  imposes  significant 
costs  in  terms  of  label  space  without 
providing  product-specific  information. 
Considering  the  appropriate  balance, 
FDA  is  convinced  that  the  agency 
should  be  flexible  in  requiring  the 
footnote  on  product  labels; particularly 
since  the  benefits  of  having  such  a 
li.sting  are  not  relative  to  the  specific 
food  that  carries  the  information,  and 
that  the  information  will  be  available  to 
consumers  if  it  appears  on  a  significant 
percentage  of  food  labels. 

Therefore,  the  information  specified 
in  §  101.9  (d)(g)  and  (d)(10)  may  be 
omitted  from  small  and  intermediate 
sized  packages  as  provided  for  by 
§  101.9(j)(13).  and  from  products  that 
qualify  for  a  simplified  format  as 
provided  for  in  §  101.9(0(5). 

140.  Comments  also  addressed  the 
placement  on  the  label  of  information 
intended  as  context  to  help  people  more 
effedively  use  the  nutrition  information 
of  the  label.  In  the  proposal,  this 
information  was  a  listing  of  the 
reference  DV's.  The  agency  has 
considered  these  comments  in  deciding 
the  issue  of  the  placement  of  the 
information  in  tne  footnote  that  FDA  is 
requiring  instead  of  a  Hsting  of  the 
reference  DV's.  Several  comments 
suggested  that  the  daily  value 
information  should  be  required  to  be 
listed  in  a  column  beside  the  percent 
DV  information,  not  in  a  footnote.  Some 
comments  agreed  that,  placement  in  a 
footnote  is  sometimes  necessary  and 
suggested  that  FDA  require  a  listing  on 
separate  lines  rather  than  in  a  string. 
Others  also  recommended  that 
placement  in  tabular  form  be  required. 
Many  of  the  industry  comments  stated 
that,  in  order  to  accommodate  daily 
value  information  on  niany  packages, 
fiexibility  in  placement  is  essential. 

Because  the  PERCENT  DV  formats  do 
not  require  consumers  to  use 
information  about  the  reference  DV 
values  to  perform  product-related 
dietary  management  tasks,  the  agency 
believes  that  allowing  some  flexibility 
in  placement  of  the  calorie-specific 
daily  value  information  and  excluding 
small  and  intermediate  sized  packages 
and  products  with  simplified  labels 
from  the  requirement  to  provide  the 


footnote  information  will  not 
compromise  the  effectiveness  of  the 
format  (see  comment  128  of  this 
document).  As  long  as  the  information 
appears  on  a  substantial  percentage  of 
food  packages,  it  will  be  readily 
available  to  consumers.  FDA  recognizes 
that  the  added  information  requires 
increased  label  space  and  agrees  that 
manufacturers  should  have  flexibility  to 
place  it  so  that  they  can  use  available 
label  space  efficiently.  Thus,  in 
§  101.9(d)(ll),  FDA  is  providing  that  the 
footnote  information  may  be  placed  to 
the  right  of  the  percent  DV  information 
when  there  is  not  adequate  space  to 
place  it  beneath  that  information. 

b.  Lack  of  reference  values.  In  its  final 
rule  on  RDI's  and  DRV's  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  has  established  DRV's  for 
total  fat.  saturated  fat,  cholesterol, 
sodium,  total  carbohydrate,  dietary 
fiber,  potassium,  and  protein.  However, 
the  agency  has  not  established  DRV's  for 
polyunsaturated  fat,  monounsaturated 
fat.  other  carbohydrates,  sugars,  sugar 
alcohol,  soluble  fiber,  and  insoluble 
fiber.  Formats  that  include  these 
nutrients  wiU  show  missing  values 
under  the  percent  DV  and  the  DV 
columns.  In  the  format  proposal  (57  FR 
32059  at  32070),  FDA  requested 
comment  as  to  whether  the  missing 
values  will  cause  consumer  confusion 
and,  if  so,  whether  It  would  be  helpful 
to  place  an  entry  in  the  column  stating 
4hat  a  reference  value  is  not  available. 

141.  The  comments  were  divided  on 
whether  the  lack  of  reference  values  for 
some  nutrients  would  be  confusing  to 
consumers.  Several  comments  stated 
that  appropriate  educational  efTorts 
would  reduce  consumer  confusion,  and 
that  the  potential  confusion  possibly 
ciiused  by  missing  values  does  not 
outweigh  the  usefulness  of  providing 
the  percent  DV  and  DV  information  Tor 
nutrients -for  which  such  values  exist. 
Several  commenta  suggested  that  it  was 
most  appropriate  to  merely  leave  the 
entry  blank,  citing  concerns  about  label 
clutter  and  the  need  to  keep  the  label 
simple.  Other  comments  suggested  that 
the  format  include  an  entry  of  some  type 
to  indicate  that  a  reference  value  has  not 
been  established.  One  comment  pointed 
out  that  it  is  current  practice  for  some 
food  and  supplement  labels  to^ate  that 
a  U.S.  RDA  has  not  been  established  for 
some  nutrients. 

As  noted  in  comment  134,  the  agency 
agrees  that  presenting  DV  information 
for  some  nutrients  is  more  beneficial  to 
-consumers  than  withholding  such 
information  about  all  nutrients.  The 
agency  is  concerned  about  space 
limitations  on  food  labels  and  label 
clutter.  The  labe  format  presented  in 


this  final  rule  contains  considerably 
more  information  than  is  required  by 
the  existing  label,  and  comparisons  to 
the  current  practice  of  stating  that  U.S. 
RDA's  have  not  been  established  for 
some  nutrients  may  overlook  the 
increased  information  required  on  the 
nutrition  label.  Given  the  fact  that 
nutrition  labeling  has  been  extended  to 
virtually  all  foods  regulated  by  the 
agency  and  the  concern  that  too  much 
information  on  the  nutrition  label  may 
overwhelm  consumers,  FDA  finds  no 
basis  to  conclude  that  statements  that  a 
reference  value  is  not  available  for  the 
particular  component  will  add  clarity  to 
the  label.  Therefore,  FDA  is  not 
providing  for  the  use  of  statements 
-regarding  the  lack  of  established 
reference  values. 

c.  Use  of  qualifying  terms  in 
presentation  of  calorie-specific 
recommended  nutrient  amounts.  The 
agency  proposed  (57  FR  32058  at  32070) 
to  require  the  use  of  the  qualifying  terms 
"or  less"  and  "or  more"  in  conjunction 
with  the  proposed  DRV  list.  Comments 
about  qualifying  terms  are  relevant  to 
the  presentation  of  calorie-specific  daily 
values,  as  provided  for  by  §  101.9(d)(8). 
While  the  agency  did  not  specifically 
discuss  the  nutrients  for  which  each  of 
these  qualifying  terms  were  appropriate 
■in  the  proposal,  the  examples  presented 
in  the  appendices  made  it  clear  that  the 
agency's  intent  was  to  use  these  terms 
in  conjunction  with  those  nutrients  for 
which  current  dietary  guidance 
specifiesan  "open-ended"  decrease  or 
increase  in  consumption.  Therefore, 
because  recommendations  for  total  fat, 
saturated  fat,  cholesterol,  and  sodium 
intake  are  stated  in  specific  amounts  or 
less  (Refs.  2,  3,  and  4),  the  agency  used 
the  qualifying  term  "or  less"  with  these 
nutrients.  On  the  other  hand,  the 
recommendation  for  carbohydrate  is 
stated  as  55  percent  or  more  (Ref.  3). 
Thus  the  agency  used  the  qualifier  "or 
more"  with  this  nutrient.  FDA  included 
such  qualifiers  in  its  research. 

142.  A  lew  comments  opposed  the  use 
of  the  qualifying  terms  because  of  the 
interest  in  reducing  label  clutter  or 
because  theiruse  conveys  a  message 
that  a  food  should  be  avoided  if  it 
contains  high  amounts  of  a  nutrient 
qualified  by  "or  less."  Several 
comments  opposed  the  use  ofThe 
qualifying  terms  if  a  range  of  values  was 
used  rather  than  a  single  value.  One 
comment  considered  the  qualifying 
terms  unnecessary  if  FDA  adopts  a 
2.000  calorie  base. 

The  majority  of  comments  supported 
the  use  of  qualifying  terms  and 
suggested  that  such  terms  convey  to 
consumers  the  notion  of  a  variable  target 
intake  rather  than  a  prescriptive  intake. 
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Some  comments  supported  "or  less" 
and  "or  more."  Others  stated  that  "less 
than"  was  preferable  to  "or  less,"  and 
one  stated  that  "no  more  than"  and  "no 
less  than"  were  preferable  to  "or  less" 
and  "or  more."  These  comments  argued 
that  the  recommendation  for  saturated 
fat  intake  was  less  than  10  percent  of 
calories  from  saturated  fat,  and  therefore 
the  use  of  "less  than  "as  a  qualifier  in 
general  was  more  appropriate.  No 
comment  presented  data  concerning 
consumer  use  and  interpretation  of 
qualifier  terms.  A  comment  suggested 
dropping  "or  more"  for  carbohydrate, 
regardless  of  calorie  base,  as  it  is  in 
conflict  with  the  Dietary  Guidelines  for 
Americans  (Ref.  4),  which  recommend 
the  use  of  sugars  only  in  moderation. 

FDA  agrees  that  the  use  of  qualifying 
terms  assists  consumers  in  appropriate 
interpretation  of  the  daily  value 
information  and  may  help  to  preclude 
too  literal  an  interpretation  of  the 
values.  Moreover,  since  no  single  caloric 
level  can  be  specific  for  all  individuals, 
the  agency  concludes  that  qualifying 
terms  are  appropriate  regardless  of  the 
caloric  level  used.  Furthermore,  the 
agency  is  convinced  that  regardless  of 
which  term  is  selected,  the  qualifiers 
should  be  used  consistently  to  avoid 
consumer  confusion. 

FDA  acknowledges  that,  while  Diet 
and  Health  (Ref  3)  recommends  that  55 
percent  or  more  of  calories  be  consumed 
as  carbohydrate,  the  Dietary  Guidelines 
(Ref  4)  recommend  the  use  of  sugars 
only  in  moderation.  The  label  formal 
will  list  sugars  as  a  subset  of 
carbohydrate.  The  agency  is  persuaded 
that  the  use  of  the  qualifying  term  "or 
more"  or  "more  than"  with 
carbohydrate  has  the  potential  to  be 
misleading  to  consumers  given  that 
carbohydrate  includes  sugars.  The  use 
of  this  term  may  be  particularly 
confusing  to  consumers  when  the 
source  of  carbohydrate  in  a  food  is 
primarily  sugars.  Therefore,  FDA  will 
not  provide  for  the  use  on  the  label  of 
the  qualifier  "more  than"  or  "or  more" 
with  carbohydrate. 

FDA  finds  merit  in  the  term  "or  less" 
because  this  term  is  presented  after  the 
quantitative  value  and  thus  does  not 
interfere  with  the  consumer's  ability  to 
locate  the  quantitative  values  (especially 
when  the  daily  values  are  presented  in 
a  columnlf.  However,  the  agency 
believes  that  the  term  "less  than" 
conveys  a  less  specific  target  and  thus 
meets  the  concerns  of  many  comments 
that  asserted  that  consumers  need  to  be 
alerted  to  the  fact  that  recommended 
amounts  vary  greatly  from  individual  to 
individual.  The  agency  also 
acknowledges  that  the  qualifying  term 


"less  than"  is  more  consistent  with  the 
recommendation  for  saturated  fat. 

Therefore,  FDA  is  persuaded  that 
qualifying  terms  should  be  included 
when  daily  values  are  presented  .•and 
that  the  qualifying  term  should  be  "less 
than."  The  agency  has  included  this 
requirement  in  §  101.9(d)(9)(i).  For 
consistency  and  to  avoid  consumer 
confusion.  FDA  will  not  provide  for  the 
use  of  the  term  "or  less." 

143.  One  comment  stated  that  the 
agency  should  allow  the  use  of  the  term 
"or  more"  with  dietary  fiber  because 
such  a  qualifier  is  consistent  with 
current  dietary  guidance. 

FDA  disagrees  that  it  is  appropriate  to 
use  the  qualifying  term  "or  more"  with 
dietary  fiber.  While  there  is  relatively 
little  evidence  that  high  fiber  intake 
impedes  mineral  absorption  and 
bioavailability  (Ref  3).  concerns  about 
excessive  fiber  consumption  have  led  to 
specific  recommended  ranges  for  dietary 
fiber  intake  rather  than  open-ended 
recommendations.  The  report  from  the 
Life  Sciences  Research  Organization 
(Ref  103),  which  provides  the  basis  for 
the'DV  for  dietary  fiber,  specifically 
provides  a  range  for  recommended 
dietary  fiber  intake  (10  to  13  g  per  1.000 
calories,  or  approximately  20  to  35  g  per 
day)  and  is  not  stated  as  25  g  or  more. 
Therefore,  the  use  of  "or  more"  with 
fiber  is  not  consistent  with  dietary 
recommendations,  and  FDA  will  not 
provide  for  its  use  on  the  label  to  qualify 
dietary  fiber. 

d.  Clarifying  footnote  for  daily  value 
caloric  intake  level.  In  the  format 
proposal  (57  FR  32058  at  32071).  FDA 
asked  for  comment  on  the  efiiectiveness 
of  a  footnote  to  convey  to  consumers  the 
need  to  modify  the  DV  amounts  to  meet 
their  nutritional  needs  and  for 
suggestions  for  alternative  footnote 
statements  The  proposal  included  the 
following  explanatory  footnote  in  the 
PERCENT  DV  with  DRV  graphic  format: 
"For  a  2.350  calorie  diet.  Your  Daily 
Value  may  be  higher  or  lower 
depending  on  your  calorie  intake." 

Comment  was  requested  on  the 
following  three  alternative  footnotes 
listed  in  the  proposal  (57  FR  32058  at 
32071); 

(1)  Based  on  a  2.300  calorie  diet. 
Fewer  calories  are  recommended  for 
women  and  young  children. 

(2)  As  part  of  a  2,400  calorie  diet. 
Many  young  children  and  women  over 
50  need  2,000  calories  or  less.  For  a 
2.000  calorie  diet  the  Daily  Value  would 
be  less  than  65  g  Fat,  less  than  20  g 
Saturated  Fat.  less  than  275  g 
Carbohydrate,  and  25  g  Fiber  (Sodium 
and  Cholesterol  do  not  change). 

(3)  A  2.000  calorie  diet  is  for  women 
over  50  and  young  children.  Most 


teenagers,  sedentary  men,  active  and 
very  active  persons,  and  pregnant  and 
breastfeeding  women  need  more 
calories. 

144.  Comments  wtre  received  from 
manufacturers,  health  promotion 
organizations.  State  governments,  trade 
associations,  universities,  and  consumer 
advocate  organizations.  The  majority  of 
comments  supported  the  requirement  of 
a  footnote  to  clarify  the  calorie  base  for 
the  daily  value  listing. 

The  explanatory  footnote  in  the 
PERCENT  DV  with  DRV  graphic  format 
was  specifically  supported  by  five  of  the 
comments.  This  footnote  stated  "For  a 
2.350  calorie  diet.  Your  Daily  Value  may 
be  higher  or  lower,  depending  on  your 
calorie  intake."  However,  one 
manufacturer  objected  to  this  footnote 
on  the  basis  that  it  was  ambiguous  and 
ineffective  and  did  not  provide  the 
necessary  information. 

Most  comments  stated  that  it  is 
important  for  the  consumer  to 
understand  that  the  DV  may  need  to  be 
adjusted  because  it  is  based  on  the 
number  of  calories  consumed,  and 
recommended  calorie  consumption 
depends  on  various  factors,  such  as 
physical  activity  level,  age,  sex.  weight, 
height,  and  metabolism.  Two  comments, 
although  opposing  inclusion  of  the  DV. 
argued  that  an  explanatory  footnote 
should  be  included  if  the  DV  is 
included. 

Two  comments  objected  to  all  of  the 
alternatives.  One  comment,  from  a 
consumer  advocacy  organization, 
asserted  that  the  third  alternative  listed 
above  would  create  more  confusion  by 
attempting  to  identify  every  segment  of 
the  population. 

Two  comments,  one  from  a  health 
professional  organization  and  the  other 
from  a  food  manufacturer,  stated  a 
preference  for  using  the  footnote  in  the 
format  shown  in  appendix  F  (57  FR 
32058  at  32089)  as  the  footnote 
clarifying  the  DV  list.  This  footnote 
summarizes  the  Dietary  Guidelines  and 
includes  statements  such  as  "Eat  a  wide 
variety  of  foods."  However,  it  does  not 
include  a  reference  to  the  DV's  or  the 
caloric  level  on  which  they  are  based 
because  the  format  that  the  footnote 
appears  on  does  not  list  DV's.  (The 
format  in  appendix  F  of  the  format 
proposal  is  discussed  in  section  V.G.ll 
of  this  document).  One  of  the  comments 
recommending  this  footnote  stated  that 
the  footnote  should  be  prefaced  with  a 
statement  about  DV's  varying  with 
calorie  needs.  The  following  was 
suggested:  "Your  calorie,  fat. 
carbohydrate,  fiber,  and  protein  intake 
will  vary  based  on  age.  height,  weight, 
metabolism  and  activity  level." 
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A  trade  association  opposed  the 
footnote  inCiUded  in  appendix  F  of  the 
formet  proposal  as  the  clarifying 
fooinote  for  the  DV  list,  stating  that  it 
added  to  the  clutter,  and  that  it  did  not 
provide  any  relevant  information  to  the 
consumer  because  too  many 
Calculations  would  be  required  to  use 
the  information  in  the  footnote.  Two 
comments  suggested  that  the  statement 
In  the  footnote  of  appendix  F,  "choose 
i  diet  low  in  fat  (30%  or  less),"  be 
clarified  to  reference  the  total  caloric 
intake  for  the  day.  One  comment 
requested  that  footnote  information  be 
consistent  with  dietary  guidance  and 
the  nutrition  label  by  changing  "Use 
sugar  *  •  *  in  moderation"  to  "Use 
sugars  *  *  •  in  moderation." 

Various  other  suggestions  were  made 
for  the  appropriate  wording  of  a 
footnote.  Some  comments  were 
concerned  with  brevity  in  the  interest  of 
space.  Other  comments  emphasized 
clarity,  offering  longer  footnotes.  Several 
comments  were  concerned  with 
conciseness.  Some  variations  arose  from 
ihe  preference  for  a  range  rather  than  a 
single  number  for  the  DV. 

Tne  various  footnotes  offered  in  the 
ximments  stated  that  an  individual's 
yv  depends  on  calorie  needs,  listed 
individual  characteristics  that  affect 
:alorie  needs,  or  simply  provided  the 
calorie  base  of  the  DV  on  the  label. 

Three  comments  from  manufacturers 
suggested  that  footnotes  should  be 
Dplional.  Another  comment  suggested  a 
voluntary  program  of  explanatory 
information  provided  in  footnotes,  with 
a  stipulation  that  the  footnote  become 
mandator)'  if  70  percent  of  packages 
were  not  including  it  by  1996.  Two 
comments  objected  to  inclusion  of  a 
footnote  on  the  basis  that  the  label 
cannot  be  a  source  of  dietary  guidance. 
Others  were  concerned  about  the  space 
used  by  the  footnote. 

Two  comments  addressed  other 
possible  footnotes  to  the  nutrition 
information.  Inclusion  of  dietary 
guidance  for  special  dietary  needs  was 
suggested  by  a  manufacturer.  A 
consumer  advocacy  organization 
suggested  the  use  of  footnotes  to  explain 
the  use  of  adjectives  such  as  "high"  on 
the  basis  that  FDA  is  wrong  in  assuming 
that  people  will  relate  "high"  to  the  idea 
of  limiting  consumption  elsewhere.  The 
following  statement  was  suggested: 
"People  eating  this  food  may  need  to 
limit  the  fat  (or  other  nutrient)  that  they 
consume  from  other  foods." 

The  agency  notes  that  the  consumer 
research  suggests  that  many  consumers 
do  not  notice  footnotes.  One  survey 
asked  respondents  how  many  calories 
the  DRV's  were  based  on,  while  the 
respondents  viewed  a  label  with  a 


footnote  providing  the  information. 
Over  half  of  the  respondents  could  not 
give  the  answer  (Ref.  87).  Another  study 
provided  subjects  with  a  nutrition  label 
that  had  a  footnote  stating  the  caloric 
level  base  (2,350  calories)  of  the  DRV 
list.  Over  70  percent  of  the  subjects 
stated  that  the  DRV's  applied  to  them 
(Ref.  71),  even  though,  according  to  this 
report,  ^is  caloric  base  should  apply  to 
only  10  percent  of  the  population. 
However,  in  other  surveys,  when 
respondents  were  asked  directly 
whether  DRV's  based  on  a  speciHc 
calorie  level  applied  to  them,  most 
recognized  that  adjustment  would  be 
needed  and  were  able  to  give  the  correct 
direction  of  adjustment  (Refs.  87  and 
97).  These  results  show  that  although 
most  consumers  do  not  notice  footnotes, 
those  who  are  given  the  information 
(and  by  inference,  those  who  do  read 
the  footnote)  are  able  to  interpret  it 
appropriately. 

FDA,  in  section  V.B.  of  this 
document,  has  addressed  comments 
regarding  whether  the  nutrition  label  is 
subject  to  a  requirement  to  provide 
general  dietary  guidance  to  consumers. 
The  agency  concluded  that  the  first 
consideration  for  the  nutrition  label 
must  be  to  help  consumers  make 
informed  food  choices  by  enabling  them 
to  both  comprehend  the  nutritional 
value  of  the  food  and  to  understand  its 
relative  significance  in  the  context  of 
the  total  daily  diet.  Thus,  general 
dietary  guidance  is  not  to  be  provided 
as  part  of  the  nutrition  label.  If  a 
particular  label  has  space,  however, 
general  dietary  guidance  may  be 
included  outside  of  the  nutrition  label, 
as  discussed  further  below. 

The  agency  does  not  agree  that  a 
footnote  should  be  placed  on  the  label 
urging  people,  after  eating  the  food,  to 
limit  nutrients  in  which  the  food  is 
high.  Such  information  depends  on  the 
use  of  adjectives  with  the  PERCENT  DV 
format,  which  the  agency  is  not 
allowing,  as  discussed  in  section  H.4.  of. 
this  document. 

FDA  agrees  with  the  majority  of 
comments  that  a  footnote  is  necessary  to 
help  consumers  determine  how  their 
individual  dietary  needs  compare  with 
the  reference  DV's  used  on  the  label  and 
to  prevent  the  possible 
misunderstanding  of  the  applicability  of 
the  reference  DV's  (see  comment  132  of 
this  document).  At  a  minimum,  an 
acceptable  footnote  must  specify  the 
calorie  level  used  for  the  reference  DV's 
so  that  consumers  have  some  basis  to 
evaluate  possible  differences  between 
their  dietary  needs  and  the  reference 
DV's  used  on  the  label.  Also,  a 
statement  that  an  individual's  daily 
values  vary  according  to  calorie  needs  is 


essential  when  t:aIorie-specific  daily 
values  are  presented.  FDA  has  provided 
for  a  footnote  that  includes  this 
information  in  §101.9(d)(9)(i). 

The  agency  believes  that  many  other 
pieces  of  information  mentioned  in 
comments,  such  as  the  information 
presented  in  Appendices  E  and  F  .  the 
format  proposal,  may  be  appropriately 
included  on  the  food  label  to  give  useful 
context  to  the  nutrition  information. 
However,  this  information  may  not  be 
included  within  the  nutrition  label  itself 
because  such  additional  information 
would  require  significant  additional 
space  to  present  and  therefore  would 
detract  from  the  readily  identifiable 
image  of  the  nutrition  label. 
Specifically,  it  would  be  appropriate  to 
list  typical  calorie  intakes  for  men, 
women,  and  children  and  to  summarize 
dietary  guidance  on  the  food  label. 
Furthermore,  if  the  manufacturer  is 
willing  to  supply  copies  of  the  Dietary 
Guidelines  for  Americans  upon  request, 
a  statement  of  the  availabiUty  of  such 
information  would  be  appropriate. 
Examples  include  the  following: 

(1)  Typical  intakes  for  women  are 
1,600  to  2,200  calories,  for  men  2,000  to 
3,000  calories,  and  for  children  (ages  4 
to  14)  1,800  to  2,500  calories. 

(2)  Use  this  nutrition  information  to 
help  you  plan  your  total  daily  diet.  The 
Dietary  Guidelines  recommend  that 
Americans: 

•  Eat  a  wide  variety  of  foods 

•  Choose  a  diet  with  plenty  of 
vegetables,  fruits,  and  grain  products 

•  Choose  a  diet  low  in  fat  (30  percent 
of  calories  or  less),  saturated  fat  (less 
than  10  percent  of  calories),  and 
cholesterol 

•  Use  sugars,  salt,  and  sodium  in 
moderation 

'    (3)  For  more  complete  information,  a 
copy  of  the  "Dietary  Guidelines  for 
Americans"  may  be  obtained  from 
(manufacturer's  name  and  address). 

e.  Footnote  listing  the  caloric 
conversion  factors.  145.  A  number  of 
comments  addressed  the  inclusion  of 
caloric  conversion  factors  for  fat, 
carbohydrate,  and  protein  on  the  label 
to  help  consumers  use  the  nutrition 
information  to  apply  the  recommended 
Dietary  Guidelines  for  Americans. 
Several  comments  agreed  that  stating 
the  caloric  value  per  gram  of  fat, 
carbohydrate,  and  protein  would  help 
consumers  better  understand  and  use 
the  nutrition  information  on  the  label. 
Many  other  comments  objected  to  the 
inclusion  of  caloric  conversion  factors 
because  of  space  considerations  and 
because  of  reservations  about  how  many 
people  would  be  able  and  hkely  to  use 
such  information. 
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The  agency  is  persuaded  by 
comments  from  nutrition  education 
experts  that  the  public  will  benefit  from 
having  the  caloric  conversion  factors  on 
the  label.  FDA  recognizes,  as  discussed 
above,  that  9.  4,  and  4  calories  per  gram 
for  fat.  carbohydrate,  and  protein, 
respectively,  are  general  factors  that 
may  not  apply  to  all  foods.  Hov>rever, 
they  are  applicable  to  the  majority  of 
foods,  and  therefore,  inclusion  of  these 
factors  will  be  useful  as  a  general  guide. 
Moreover,  FDA  finds  that  any  concerns 
about  space  are  eliminated  by  its 
providing  for  intermediate  size  labels  in 
§  101.9(iMl3).  Accordingly.  §  101.9(dM9) 
requires  that  this  information  be 
included  on  the  label. 

4.  CX)NTROL  Format;  Expression  of 
Absolute  Amounts  in  Grams/Milligrams 

The  majority  of  comments  that 
opposed  the  PERCENT  DV  formats 
supported  the  CONTROL  format.  A  few 
comments  supported  the  current  format, 
rejecting  the  revised  list  of  nutrients,  the 
new  order  in  which  nutrients  are 
declared,  and  the  PERCENT  DV  display. 
FDA  has  responded  to  the  comments 
opposing  the  revision  in  the  required 
list  of  nutrients  and  the  order  of 
nutrients  earlier  in  this  document 
(section  III.A.2.  of  this  document).  A 
majority  of  the  industry  comments 
supported  the  CONTROL  format 
without  the  DRV  list.  Some  consumer 
groups  and  health  organizations  also 
supported  the  CONTROL  format; 
however,  they  recommended  that  the 
DRV  list  be  included. 

146.  Most  comments  in  favor  of  the 
CONTROL  format  stated  that  research 
has  not  consistently  shown  that  any 
other  format  has  better  performance 
characteristics  on  label  use  tasks  than 
the  CONTROL  format. 

The  agency  disagrees  with  this 
argument.  Both  FDA's  and  industry's 
research  found  that  the  simplest  label 
formats  with  the  smallest  amount  of 
information  and  the  least  number  of 
columns  had  the  best  performance  for 
label  use  tasks  that  require  only  simple 
comparisons  or  identifying  differences 
between  products.  Because  it  has  the 
least  amount  of  information,  the 
CONTROL  format  performs  well  on  this 
kind  of  task.  FDA's  research  suggests 
that  with  certain  placement  of  the 
information,  soma  other  formats, 
including  the  percent  formats,  that 
provide  more  information  can  perform 
as  well  as  the  CONTROL  format  on 
these  tasks.  The  industry  study 
demonstrates  that  these  other  formats 
can  also  be  designed  in  ways  that  lead 
to  poorer  performance  on  simple 
comparison  tasks  (e.g..  by  adding  more 
columns  to  the  display). 


Both  FDA's  and  indush7'8  research 
also  shows  that  for  label  use  tasks  that 
require  consumers  to  make  dietary 
juagments  about  the  product,  such  as 
whether  the  food  is  high  or  low  in 
certain  nutrients  or  how  the  food  fits 
into  a  daily  diet,  the  best  performing 
formats  are  those  that  include  either  the 
PERCENT  DV  declaration  or  adjectives. 
Other  design  elements  such  as  listing 
reference  DV's,  grouping  nutrients,  or 
highlighting  nutrients  do  not  appear  to 
improve  performance  on  these  types  of 
dietary  judgment  tasks.  The  CONTROL 
format  is  among  the  poorest  performers 
on  tasks  that  require  dietary  judgment. 

Being  able  to  comprehend  the 
nutrition  information  and  to  understand 
its  relative  significance  in  the  context  of 
a  total  daily  met  means,  at  least  in  part, 
that  consumers  must  be  able  to  make 
accurate  high/low  judgments  about  the 
food.  PERCENT  DV  and  ADJECTIVE 
displays  present  high/low  information 
directly.  The  g/mg  formats  (such  as  the 
CONTROL  format)  require  that  the 
consumer  calculate  percentages  to  get 
the  information.  The  CONTROL  format 
requires,  in  addition,  that  the  consumer 
know  the  recommended  amount  for 
each  nutrient.  Research  results  show 
that  consumers  do  not  know  the 
recommended  amounts  for  nutrients, 
that  many  are  not  able  to  make  such 
calculations,  and  that  many  are  not 
willing  to  make  the  large  number  of 
calculations  that  would  be  required  to 
include  all  of  the  listed  nutrients  in  the 
judgment  (see  comments  105, 106,  and 
107  of  this  document). 

147.  Other  comments  supported  the 
CONTROL  format  because  it  is 
uncluttered,  because  consumers  are 
used  to  it.  and  because  it  is  more 
consistent  with  dietary  guidance,  which 
is  given  in  terms  of  g/mg  amounts,  than 
is  the  PERCENT  DV  format. 

'The  agency  agrees  that  simplicity  and 
lack  of  clutter  are  important  criteria  in 
selecting  a  format.  However,  enough 
effective  information  must  be  presented 
to  make  the  nutrition  label  useful. 
Therefore,  the  selection  of  a  required 
nutrition  label  cannot  be  based  simply 
on  which  one  has  the  least  amount  of 
information. 

Some  of  the  arguments  about 
consumer  familiarity  with  a  format  were 
addressed  in  section  V.G.  2  above.  The 
agency  noted  that  evidence  from 
consumer  research  shows  that 
consumers  are  not  able  to  effectively  use 
the  current  format  for  some  important 
label  uses.  Therefore,  consumers'  greater 
familiarity  with  it  does  not  have 
important  benefits.  In  contrast,  research 
shows  that  consumers  are  able  to 
effectively  use  the  PERCENT  DV  format, 
even  though  the  format  is  new  to  them. 


The  agency  also  noted  above  that  g/mg 
amounts  will  continue  to  appear  on  the  . 
nutrition  label  for  use  by  consumers 
who  have  come  lo  rely  on  nutrition 
information  presented  this  way 

148.  A  large  number  of  comments 
were  opposed  to  the  CONTROL  formal 
because  it  does  not  meet  the  criterion  ip 
the  1990  amendments  of  enabling 
consumers  to  understand  the 
significance  of  the  nutrition  information 
in  the  context  of  a  total  daily  diet.  This 
argument  was  sometimes  stated  in 
conjunction  with  FDA's  research 
finding  that  the  CONTROL  format  h^a 
poor  performance  characteristir-s, 
particularly  with  regard  to  the  dietary 
judgment  tasks. 

FT)A  agrees  with  this  argument.  A 
summary  of  research  findings  related  to 
the  CONTROL  format  appears  in  section 
V.D.2.  of  this  document.  For  all  the 
reasons  discussed  in  this  section,  FDA 
concludes  that  Lhe  CONTROL  format  is 
not  adequate  to  meet  the  criteria  of  the 
1990  amendments. 

5.  HIGHUGHTING  Format 

Highlighting  was  discussed  in  the 
format  proposal  both  as  a  separate 
format  and  as  a  format  enhancement 
Most  comments  regarding  the  use  of   . 
HIGHLIGHTING  dealt  with  it  as  a 
format  enhancement,  and  these 
comments  are  discussed  in  a  later 
section. 

149.  The  comments  that  discussed 
HIGHLIGHTING  as  a  format  were  from 
industry  health  professional 
organizations,  and  consumer  advocacy 
organizations.  Most  comments  were 
opposed  to  the  format.  Many  of  these 
comments  discussed  the 
HIGHUGHTING.  ADJECTIVE,  and 
GROUPING  formats  together  The 
comments  argued  that  the 
HIGHLIGHTING  format  is  inadequate 
and  misleading  because  it  gives  undue 
emphasis  to  desirable  components,  thus 
tending  to  obscure  the  levels  of 
undesirable  components.  In  addition 
the  comments  stated  that  the 
HIGHLIGHTING,  ADJECTIVE,  and 
GROUPING  formats  have  no  satisfactory 
means  of  communicating  the  level  of 
components  that  do  not  have  a  DV.  such 
as  complex  carbohydrates  and  sugars. 
Some  comments  argued  that  a  modified 
HIGHUGHTING  format  that  flagged 
both  desirable  and  undesirable 
components  of  a  product  should  not  be 
selected  because  extensive  consumer 
testing  would  have  to  be  conducted  to 
determine  whether  people  are  able  to 
distinguish  between  the  two  types  of 
flags.  Other  comments  argued  tnat  the 
HIGHUGHTING,  ADJECTIVE,  and 
GROUPING  formats  foster  good-bad 
food  messages. 
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Several  comments  from  professional 
organizations  argued  that  the 
HIGHLIGHTING  format  is  redundant 
because  nutrient  content  claims  can  be 
made  on  the  front  of  the  package.  These 
comments  stated  that  if  anything  is 
highlighted,  it  should  be  undesirable 
components  to  balance  the  front  panel. 
Other  comments  argued  that  this  format 
did  not  score  well  in  consumer  research 
and  did  not  improve  consumer 
comprehension  of  the  label.  One 
comment  noted  that  international 
harmonization  is  problematic  with 
HIGHLIGHTING,  ADJECTIVE,  and 
GROUPING  formats  because  in  Canada, 
such  information  is  generally  required 
to  be  grouped  together  and  given  equal 
prominence,  whereas  these  formats 
include  some  form  of  emphasis  in  one 
or  more  parts  of  the  nutrition  label. 

A  .supporting  comment  argued  that 
the  HIGHLIGHTING  format  is  best 
because  it  is  straightforward,  easy  to 
understand,  and  information  can  be 
quickly  gleaned  from  it.  The  agency  is 
persuaded  by  the  comments  and  the 
research  that  the  HIGHLIGHTING 
format  should  not  be  selected.  FDA 
notes  that  this  format  has  most  of  the 
disadvantages  of  the  CONTROL/DV 
format  (of  which  it  is  a  variant),  and  it 
has  .several  additional  limitations.  The 
format  did  not  score  well  in  consumer 
research  on  measures  that  involved 
putting  the  food  into  the  context  of  a 
total  daily  diet.  In  addition,  it 
emphasizes  desirable  features  of 
products,  which  may  already  be 
emphasized  by  front  panel  statements 
and  which  may  tend  to  obscure  the 
levels  of  le.ss  desirable  components. 
Therefore,  FDA  is  not  requiring  the  use 
of  the  HIGHLIGHTING  format. 

6.  ADJECTIVE  Format 

Issues  regarding  the  use  of  adjectives 
to  describe  nutrient  levels  arose  in  three 
contexts:  support  or  opposition  to  the 
ADJECTIVE  format  itself;  mandatory  use 
of  adjectives  with  another  format, 
particularly  the  PERCENT  DV  with  DRV 
format;  and  voluntary  use  of  adjectives 
as  a  format  enhancement.  Adjectives  as 
a  format  enhancement  are  discussed  in 
section  V.H.2.  of  this  document. 

150.  Som.e  comments  argued  that 
adjectives  are  inherently  value-laden 
and  would  communicate  a  good-bad 
food  perception. 

The  agency  does  not  agree  vvitli  this 
argument.  As  noted  above  in  the 
discussion  of  ihisargument  for  the 
PERCENT  DV  format  (section  V.G.2.  of 
this  document),  both  FDA  and  industry 
research  found  that  the  ADJECTIVE  and 
the  PERCENT  DV  declarations  tended  to 
produce  the  most  accurate  judgments 
about  whether  products  are  high  or  low 


in  various  nutrients  (Refs.  70  and  71). 
The  g/mg  formats  were  more  likely  than 
ADJECTIVE  formats  to  lead  to  extreme 
and  inappropriate  dietary  judgments, 
such  as  responses  that  a  food  was  high 
in  a  nutrient  in  which  it  was  actually 
low,  or  that  a  food  should  be  avoided 
altogether  because  of  a  particular 
nutrient  level.  The  agency  is  not 
requiring  the  ADJECTIVE  format  for 
other  reasons. 

151.  Several  comments  argued  that  8 
complete  scheme  for  assigning 
adjectives  to  all  nutrients  required  to  be 
listed  on  the  label  does  not  exist.  They 
argued  that  because  DRV's  have  not 
been  established  for  all  nutrients, 
including  sugars-and  polyunsaturated 
fats,  an  acceptable  scheme  would  be 
time  consuming  to  develop. 

The  agency  agrees  that  a  complete 
scheme  for  assigning  adjectives  to  all 
nutrients  does  not  currently  exist,  and 
that  the  lack  of  DV's  for  some  nutrients 
would  complicate  the  development  of 
such  a  scheme.  However,  as  explained 
in  Comment  134,  all  of  the  alternative 
formats  except  the  CONTROL  format 
share  the  limitation  that  DV's  have  not 
been  set  for  some*nutrients.  Because  the 
limitation  is  constant  for  almost  all 
formats,  it  cannot  be  seen  as  a 
disadvantage  unique  to  one  format.  The 
agency  believes  that  providing  DV 
information  for  the  nutrients  that  have 
DV's  is  more  beneficial  than 
withholding  it  for  all  nutrients  because 
it  is  unavailable  for  some.  Nonetheless, 
the  agency  is  not  requiring  the 
ADJECTIVE  format  for  reasons  staled  in 
comment  152  of  this  document. 
Therefore,  the  issue  raised  by  these 
comments  need  not  be  addressed 
further. 

152.  Several  comments  opposed  the 
ADJECTIVE  format  because  it  would  be 
confusing  to  consumers.  One  comment 
argued  that  the  format  provides 
information  on  whether  a  nutrient  is 
high,  medium,  or  low,  but  not  whether 
it  is  a  desirable  or  undesirable  nutrient. 
Some  comments  argued  that  the  format 
is  too  cluttered  and  directive.  Some 
comments  noted  that  the  ADJECTIVE 
format  showed  a  number  of  weaknesses 
in  the  consumer  research,  particularly  a 
tendency  for  consumers  to  fail  to 
differentiate  between  products  when 
different  nutrient  levels  were  described 
by  the  same  adjective.  The  comments 
noted  that  wide  ranges,  as  proposed  for 
the  category  "medium,"  would  be 
misleading  to  consumers  who  did  not 
attend  to  the  nutrient  values. 

Several  comments  supported  the 
ADJECTIVE  format,  arguing  that  the 
format  is  easy  to  read  and  does  not 
require  math  calculations  or  working 
with  numbers  at  all.  One  stated  that  it 


would  be  easier  for  the  elderly  and 
visually  impaired  to  use.  Other 
comments  supported  it  because  it  was 
preferred  by  consumers  in  the  research 
FDA  is  not  requiring  the  ADJECTI\T 
format  for  the  following  reasons.  The 
agency  agrees  that  the  ADJECTIVE 
format  showed  weakness  on  an 
important  label  use  task,  the  product 
comparison  task  that  required  detecting 
differences  between  nutrients.  The 
agency  also  agrees  with  the  comments 
that  argued  that  the  wide  range  for  some 
of  the  adjective  categories  may  be 
misleading  to  consumers  who  use  the 
label  in  certain  ways.  The  agency 
acknowledges  that  the  ADJECT1\T 
format  was  the  most  preferred  in  some 
studies  but  notes  that  preference 
measures  must  be  interpreted  cautiously 
and  cannot  be  used  as  a  definitive 
criterion,  for  the  reasons  discussed  in 
section  V.D.3.  of  this  document.  The 
agency  further  notes  that  none  of  the 
studies  provided  evidence  that  the 
ADJECTIVE  format  is  easier  for  elderly 
consumers  to  use. 

7  GROUPING  Format 

Grouping  by  whether  dietary 
guidelines  recommend  choosing  a  diet 
high  or  low  in  specific  nutrients  was 
tested  in  FDA's  Study  2  (Ref.  70).  This 
format  element  did  not  generate  many 
comments,  and  the  comments  about  it 
were  frequently  included  in  statements 
about  the  HIGHLIGHTING  or 
ADJECTIVE  format.  Most  of  the 
comments  were  opposed  to  GROUTING. 

153.  One  argument  against  the 
GROUPING  format  was  that  it  is  too 
value-laden,  lending  itself  to  a  good-bad 
food  message.  Another  comment  argued 
that  the  GROUPING  format  does  not 
provide  meaningful  information  related 
to  the  particular  product.  Other  related 
comments  argued  that  the  GROUPING 
format  did  not  have  good  performance 
characteristics  in  research,  and  that 
subjects  reported  that  they  found  it  too 
prescriptive.  Some  comments  argued 
that  it  would  be  confusing  to  consumers 
in  general,  and  one  comment  argued 
that  it  would  be  especially  confusing  to 
consumers  with  diabetes. 

The  agency  agrees  with  these 
comments.  FDA's  research  showed  that 
the  GROUPING  format  did  not  perform 
well  on  the  dietary  management  tasks 
and  did  not  offer  any  significant 
advantages  over  other  formats  (Ref.  70). 
In  addition,  although  the  format  was  not 
strongly  disliked,  many  subjects  who 
disliked  it  reported  that  they  found  if  . 
too  prescriptive.  This  complaint  is 
consistent  with  the  complaints  of  many 
of  the  comments. 

The  agency  has  decided  not  to  require 
that  nutrients  be  listed  under  the 
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GROUPING  format  headings  for  the 
reasons  discussed  in  the  paragraphs 
above  and  below. 

154.  A  few  comments  argued  that  the 
GROUPING  format  would  be  a  challenge 
to  implement  because  adequate 
consensus  does  not  exist  on  where  to 
place  some  subcomponents,  such  as 
polyunsaturated  fats.  In  addition, 
comments  challenged  the  format 
because  its  recommendations  are  not 
entirely  consistent  with  those  of  the 
dietary  guidelines.  For  example,  the 
dietary  guidelines  recommend  moderate 
intake  of  some  nutrients,  such  as 
sodium,  but  the  GROUPING  format 
recommends  low  intake. 

The  agency  agrees  that  the  placement 
of  some  nutrients  and  nutrient 
subcomponents  is  problematic  under 
the  GROUPING  format.  This  problem  in 
placing  all  nutrients  is  one  of  the 
reasons  the  agency  has  decided  against 
the  GROUPING  format. 

155.  Several  comments  in  support  of 
the  GROUPING  format  argued  that  it 
provides  nutrition  education  by  stating 
which  nutrients  should  be  eaten  in 
greater  and  lesser  amounts.  A  few 
comments  argued  that  the  proposed 
order  of  nutrients  on  the  label  tends  to 
group  them  into  those  targeted  for  lower 
and  higher  intakes,  so  that  the 
GROUPING  format  is  unnecessary  with 
the  new  nutrient  order. 

FDA  agrees  that  the  intent  of  the 
grouping  format  is  to  provide  general 
dietary  guidance.  However,  the  fact  that 
fhe  format  did  not  offer  significant 
advantages  bver  other  formats  on  any 
performance  measure  considered  in  the 
consumer  research  shows  that  dietary 
guidance  as  offered  in  this  format  did 
not  benera  consumers.  The  proposed 
new  order  of  nutrients  uses  the  widely 
accepted  design  of  placing  first  the 
elements  of  greatest  importance  and  is 
intended  to  accomplish  some  of  the 
goals  of  the  GROUPING  format.  The 
GROUPING  formats  failure  to  convey     , 
the  intended  dietary  guidance,  as 
measured  in  the  consumer  research  (Ref. 
70).  is  one  of  the  reasons  the  agency  has 
decided  against  this  format. 

8.  Modified  Grouping  Format 

A  few  comments  mentioned  the 
Modified  Grouping  format  in  which  the 
order  of  the  nutrients  changed  according 
to  the  amount  in  the  product. 

156.  Almost  all  comments  were 
opposed  to  the  Modified  Grouping 
format.  The  major  argument  against  it 
was  that  it  would  reduce  consistency 
and  increase  confusion  among 
consumers.  Comments  stated  that  using 
this  type  nf  format  is  esp)ecially  difficult 
for  older  people,  who  have  a  particular 
need  for  nutrition  information.  As  the 


population  ages,  larger  numbers  of 
consumers  will  have  difficulty  with 
such  a  format. 

The  agency  agrees  with  this  argument 
and  notes  further  that  available  research 
shows  that  with  advancing  age, 
consumers  have  increasing  difficulty 
extracting  relevant  information  fix)m 
displays  in  which  the  order  of  nutrients 
vanf  (Ref.  104). 

"nie  agency  is  not  requiring  the 
Modified  Grouping  format  because  it 
has  no  reason  to  believe  that  this  format 
would  meet  the  requirements  of  the 
1990  amendments  for  the  reasons  stated 
above.  The  agency  further  notes  that 
consistency  of  placement  of  nutrition 
information  is  a  principle  that  has 
guided  the  development  of  the  new 
format  because  such  consistency  has 
been  shown  to  help  consumers,  as  noted 
above. 

9.  CONTROL  Format  With  DV  Ranges 

In  its  format  proposal  (57  FR  32058  at 
32072).  the  agency  discussed  several 
alternative  formats  to  those  tested  by  the 
agency.  For  those  reference  values  based 
on  caloric  intake,  one  alternative  was 
the  use  of  a  range  of  DV's  based  on  a 
caloric  intake  range  instead  of  a  single 
caloric  intake  value  (Appendix  E  in  the 
format  proposal).  The  agency  requested 
comment  on  this  alternative. 

157.  Comments  were  evenly  divided 
concerning  the  use  of  ranges  for  DV's.  A 
number  of  comments,  primarily  from 
food  industry  representatives,  supported 
the  use  of  a  range  for  the  DV's  because 
a  range  could  assist  consumers  in 
realizing  that  nutritional  needs  vary 
with  individuals,  and  ranges  are  easier 
for  consumers  to  work  with  than  single 
DV  values.  Others  supported  the  use  of 
a  range  because  the  use  of  a  specific 
reference  value  would  cause  consumers 
to  conclude  that  the  values  applied 
directly  to  them  as  individuals.  Several 
comments  suggested  specific  caloric 
ranges  to  be  used  (including  1600  to 
2800, 1600  to  2400,  and  1500  to  2800). 

A  number  of  comments  from  a  variety 
of  groups,  including  consumer 
advocates  and  the  food  industry,  argued 
against  the  use  of  ranges.  Reasons  for 
opposing  the  use  of  ranges  included 
concerns  that  ranges  would  be 
confusing  to  consumers,  that  they 
would  overwhelm  consumers,  that  they 
are  too  broad  to  be  meaningful,  that  they 
use  more  label  space  than  single  values, 
that  consumers  would  not  be  able  to 
calculate  their  reference  value  from  a 
range,  and  that  they  have  not  been 
evaluated  id  appropriately  designed 
studies  to  determine  if  they  would  be 
more  effective  and  less  misleading  than 
a  single  value.  One  comment  cited 
research  conducted  for  the  purposes  of 


developing  a  dietary  guidance  graphic 
(Ref.  105)  that  showed  that  consumers 
experienced  difficulties  using  a  range  of 
values  relative  to  dietary  guidance. 

FDA  has  carefully  considered  these 
comments  aftd  concludes  that  there  is 
not  sufficient  support,  nor  a  substantial 
rationale,  for  providing  reference  values 
as  a  range.  The  agency  notes  that  no 
comment  contained  research  or  other 
data  to  substantiate  the  utility  or 
appropriateness  of  ranges.  No  evidence 
shows  that  consumers  do  in  fact  find 
ranges  easier  to  work  with,  and  no  data 
suggest  that  ranges  are  less  likely  than 
single  values  to  confuse  or  mislead 
consumers.  In  fact,  the  agency  has 
reviewed  the  literature  on  how  people 
assign  magnitude  to  numbers  (e.g.,  Ref. 
120).  This  literature  concludes  that  in 
order  to  estimate  magnitude,  people 
generally  have  to  answer  the  question, 
"compared  with  what?"  usually 
invoking  a  norm  or  reference  standard 
as  a  context  for  comparison.  The  DV  is 
intended  to  be  such  a  reference 
standard.  When  expressed  as  a  range, 
the  value  of  the  DV  as  a  norm  against 
which  the  level  of  the  nutrient  can  be 
understood  is  compromised  because  the 
norm  cannot  be  easily  identified 
without  additional  assumptions  and 
computations.  Thus,  the  use  of  ranges  is 
inconsistent  with  the  1990  amendments, 
which  require  that  nutrition  information 
be  conveyed  in  a  manner  that  allows 
consumers  to  comprehend  the  nutrition 
information  (section  2(b)(1)(A)  of  the 
1990  amendments).  Ranges  apparently 
have  the  opposite  effect. 

The  agency  is  also  concerned  that  the 
use  of  ranges  would  mislead  some 
consumers  to  believe  that  the 
consumption  of  a  nutrient  at  any  level 
within  the  declared  range  is  appropriate 
for  them.  For  consumers  whose  calorie 
intake  is  at  the  middle  or  low  end  of  the 
range,  however,  the  label  could  induce 
consumption  of  nutrients  such  as  fat  or 
saturated  fat  in  excess  of  the  dietary 
guidelines,  which  would  adversely 
affect  public  health. 

For  these  reasons.  FDA  has  rejected 
the  presentation  of  reference  values  as 
ranges.  The  argument  that  consumers 
need  assistance  to  realize  that 
nutritional  needs  vary  with  individuals 
has  been  addressed  by  requiring  daily 
value  information  for  2.000  and  2,500 
calorie  diets. 

10.  CONTROL  Format  With  Sex-specific 
Daily  Values  | 

158.  A  few  comments  supported 
reference  values  based  on  gender 
(Appendix  E  in  the  format  proposal). 
One  comment  suggested  that  gender 
specific  reference  values  were 
appropriate  because  women  have 
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different  nutritional  requirements  than 
men.  Other  comments  opposed  the  use 
of  separate  reference  values  for  men  and 
women.  The  primary  concerns  were  the 
issues  of  space,  readabiUty,  and  clutter 
on  the  label  One  comment  suggested 
thrt  the  format  presented  too  much 
information  for  the  consumer  to  process. 
The  same  comment  opposed  gender- 
based  reference  values  because  their  use 
did  not  recognize  that  some  active 
women  are  more  like  men  in  terms  of 
their  calorie  need,  while  some  older 
men  have  calorie  needs  more  like  those 
suggested  for  women.  Several  comments 
argued  that  gender  is  only  one  factor  to 
consider  in  determining  an 
individuals's  dietary  intake,  and 
therefore  its  presentation  on  the  label 
has  the  potential  of  inappropriately 
emphasizing  one  factor. 

While  the  agenCy  acknowledges  that 
women  in  general  have  different 
nutritional  needs  than  men,  FDA  notes 
that  such  comparisons  can  be  made  for 
a  variety  of  groups  comprised  of  persons 
4  or  more  years  of  age.  Thus,  the  agency 
agrees  that  the  use  of  gender  specific 
reference  values  may  inappropriately 
emphasize  only  one  factor  in  evaluating 
dietary  intake.  However,  the  agency 
agrees  that  examples  of  recommended 
nutrient  amounts  for  different  calorie 
level  intakes  may  help  consumers  to 
estimate  their  personal  daily 
recommendations.  Therefore,  as 
discussed  in  comment  139  of  this 
document,  FDA  is  requiring  the 
inclusion  of  recommended  nutrient 
amount  information  for  2,000  calorie 
and  for  2.500  calorie  diets  in  the 
nutrition  information. 

11.  CONTROL  Format  With  dietary 
guidance 

159.  A  number  of  comments, 
primarily  from  industry,  supported  the 
CONTROL  Format  with  Dietary 
Guidance  (Appendix  F  in  the  format 
proposal).  Several  comments  supported 
this  format  on  the  basis  that  it  was  most 
like  the  current  format  and  therefore 
familiar  to  consumers.  Two  comments 
argued  that  FDA  should  select  the 
CONTROL  Format  with  Dietary 
Guidance  because  USDA  prefers  it,  and 
harmonization  between  the  two 
agencies  is  important.  Supporting 
comments  argued  that  this  format  helps 
consumers  to  put  the  food  in  the  context 
of  a  total  daily  diet,  reinforces  the 
dietary  guidelines,  and  is  simple  and 
uncluttered.  One  comment  suggested 
that  the  caloric  eqwvalents  of  the 
macronutrients  may  enable  consumers 
to  better  utiUze  the  information 
provided. 

The  major  arguments  against 
Ct)NTROL  vfith  Dietary  Guidance  were 


that  the  information  is  too  vague  to  be 
effective  and  adds  clutter  to  the  label. 
Some  of  these  comments  noted  that  the 
footnote  discusses  foods  when  the 
information  on  the  label  is  about 
nutrients,  so  that,  except  for  vague 
information  about  fat,  no  relevant        j 
information  about  recommended 
nutrient  amounts  is  available  on  this 
label.  Several  comments  argued  that  it 
would  not  be  clear  to  consumers  that 
the  dietary  guidance  information         I 
applied  to  total  diet  and  not  to  ' 

individual  foods.  Other  comments  noted 
that  because  this  format  has  not  been 
tested,  the  agency  has  no  basis  to 
assume  that  consumers  will  be  able  to 
relate  the  dietary  guidance  to  the 
nutrition  information.  Comments  also 
pointed  out  that  many  calculation  steps 
and  further  instruction  would  be 
required  to  apply  the  dietary  guidance 
to  the  consumer's  daily  diet. 

Some  comments  noted  that  the 
dietary  guidance  footnote  would  be 
problematic  for  meat  products  because 
it  recommends  a  diet  high  in  vegetables, 
fruits,  and  grain  products,  which  might 
imply  to  consumers  that  they  should  not 
eat  meat. 

The  agency  does  not  agree  that 
CONTROL  with  Dietary  Guidance 
format  as  shown  in  the  format  proposal 
is  consistent  with  the  requirements,  or 
effective  for  meeting  the  objectives,  of 
the  1990  amendments.  The  addition  of 
the  dietary  guideline  and  calorie 
conversion  information  does  not  serve 
to  put  the  levels  of  nutrients  in  the  food 
into  the  context  of  a  daily  diet. 
However,  the  format  includes 
information  that  helps  consumers  to 
understand  the  significance  of  the 
nutrient  levels  in  the  food. 

Therefore,  the  agency  is  incorporating 
one  of  the  elements  from  this  proposed 
format  as  a  mandatory  requirement  of 
the  nutrition  label  format.  Specifically, 
FDA  recognizes  that  it  will  be  useful' to 
some  consumers  to  have  the  caloric 
conversion  factors  on  the  label.  The 
placement  beside  the  nutrient  names  as 
shown  in  Appendix  F  of  the  format 
proposal  is  not  acceptable,  however, 
because  the  g/mg  amounts  will  be 
placed  beside  the  nutrient  names  in  the 
required  format.  Both  pieces  of 
information  on  the  same  Une  would 
decrease  or  eliminate  the  spacing  that 
helps  to  make  the  format 
comprehensible.  Therefore,  the  agency 
is  requiring  that  the  caloric  conversion 
factors  be  included  on  the  nutrition 
label  as  a  footnote,  as  described  in 
§101.9(dXlO). 


12.  New  Formats  Submitted  as 
Comments 

160.  One  comment  suggested  a  format 
for  the  nutrition  label  quite  different 
from  any  other  format  suggested  and 
quite  di^rent  from  any  format  that  had 
been  previously  tested.  Called  a 
graphical  profile,  the  format  expressed 
quantitative  nutrition  information  in 
terms  of  distance  along  a  spoke 
radiating  bom  a  central  point,  where 
each  spoke  represented  a  mandatory 
nutrient  component  The  points  on  each 
spoke  were  connected  witn  each  other 
to  form  a  pattern  that  distinctively 
identified  the  nutrient  profile  for  the 
product.  The  comment  claimed  that  the 
format  has  a  number  of  advantages, 
including:  (1)  Providing  consumers  with 
easily  remembered  mental  "shapes"  of 
the  products  that  they  wish  to  consume 
or  avoid  and  (2)  helping  consumers  to 
place  the  food  in  the  context  of  a  total 
daily  diet  by  allowing  for  easy 
comparison  between  the  shape  of  the 
nutrient  profile  for  the  product  and  an 
ideal  shape  based  on  dietary 
recommendations. 

FDA  is  impressed  by  the  ingenuity  of 
this  format  but  is  convinced  that  such 
an  innovative  format  for  the  nutrition 
label  cannot  be  required  without 
extensive  consumer  testing.  No 
consumer  research  to  support  use  of  this 
format  to  accomplish  the  requirements 
specified  in  the  1990  amendments  was 
submitted.  Furthermore,  FDA  notes  that 
the  format  encourages  a  comparison 
between  the  specific  food  and  the 
dietary  guidelines,  whereas  the 
recommended  comparison  is  between 
the  total  daily  diet  and  the  dietary 
guidelines.  Therefore,  FDA  is  not 
adopting  the  graphical  profile  format. 
The  agency  is  prepared  to  work  with 
interested  persons  to  develop  consumer 
research  that  would  show  the  usefulness 
and  validity  of  this  format. 

H.  Graphic  Enhancements  and  Format 
Elements 

The  agency  received  numerous 
comments  concerning  the  various 
format  elements  and  graphic 
enhancements  discussea  and  illustrated 
in  the  format  proposal. 

1.  Format  Legibility 

161.  Many  comments,  particularly 
from  older  and  vision-impaired 
consumers  and  from  organizations  and 
health  care  professionals  serving  their 
needs,  suggested  that  the  legibility  of 
nutrition  information  should  be 
improved  through  regulations 
specifying  larger  sized  or  boldface  type, 
easier  to  read  type  styles,  use  of  upper 
and  lower  case  letters,  minimum  type 
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spacing,  and  greater  color  contrast 
between  print  material  and  background, 
such  as  black  lettering  on  white 
background.  An  alternative  suggestion 
was  for  FDA  to  si>ecify  minimum  print 
size  and  color  contrast. 

A  number  of  comments  from  package 
designers  and  from  individual  food 
companies  pointed  to  the  problems  in 
requiring  graphic  elements  that  add  to 
the  space  requirements  for  the  nutrition 
label,  given  the  limited  size  of  many 
packages  and  the  competition  for  label 
space  from  other  required  or  desirable 
information  (e.g..  UPC  information, 
storage  and  preparation  instructions, 
recipes).  Other  comments  urged  the 
agency  to  set  minimal  and  flexible 
standards  for  graphic  requirements 
related  to  readability  that  would  allow 
manufacturers  to  accommodate  the  wide 
variation  in  package  sizes,  package 
shapes,  and  current  graphic  elements  on 
packages. 

The  agency  recognizes  that  mandating 
graphic  elements  to  assure  a  desirable 
level  of  readability  for  the  required 
nutrition  information  has  both 
advantages  and  disadvantages, 
particularly  when  these  elements  m.ay 
require  more  space.  The  agency  agrees 
that  some  flexibility  in  the  mandated 
graphical  elements  is  necessary  in  order 
to  accommodate  the  wide  range  of 
packages  on  which  the  information  will 
appear.  However.  FDA  also  agrees  with 
the  comments  that  stated  that  the 
readability  of  the  nutrition  label  needs 
to  be  improved  to  help  older  and  vision- 
impaired  consumers  who  otherwise 
would  be  effectively  denied  access  to 
nut.'ition  information  of  food  packages. 
The  agency  points  out  that,  as  stated  in 
the  format  proposal  (section  V.B.). 
certain  graphic  techniques  go  directly  to 
the  requirements  in  the  1990 
amendments  (section  2(b)(1)(A))  that  the 
information  be  presented  in  a  way  that 
enables  consumers  to  readily  observe 
the  information. 

With  the  aim  of  achieving  minimal 
readability  standards  for  the  required 
nutrition  information,  FDA  has 
developed  for  use  in  this  document,  and 
in  the  presentation  of  the  new  label,  a 
format  design  that  incorporates  many  of 
the  graphic  elements  suggested  by  the 
comments  to  produce  a  more  readable 
label.  FDA  agrees  with  comments  that 
argue  that  a  consistent  "look"  to  the 
required  nutrition  information  on  food 
packages  will  help  consumers  to  find 
the  information  on  the  package  and  to 
recognize  the  information  for  what  it 
is — a  profile  of  the  nutrient  content  of 
the  food.  Although  FD.A  is  providing  for 
some  flexibility  in  label  execution, 
companies  are  encouraged  to  use  this 
label  as  a  model  for  designing  labels  for 


their  packages  (see  section  101.9(d)). 
The  specifications  for  this  presentation 
of  the  graphical  elements  are  included 
in  the  Code  of  Federal  Regulations  as 
appendix  B  to  part  101. 

FDA  understands  that  some  flexibility 
in  execution  of  the  nutrition  label  is 
necessary  to  accommodate  various 
package  sizes  and  shapes  and  current 
graphic  features  that  serve  as  brand 
identifiers.  For  these  reasons,  a  number 
of  graphic  alternatives  to  the  model 
lalMl  are  permitted.  For  example. 
§  101.9(d)(ll)  allows  the  footnote  to  be 
moved  to  the  right  of  the  percent  DV 
information  if  space  is  not  adequate 
beneath  the  vitamin  and  mineral 
information,  and  §  101.9{d)ia)  allows  for 
a  vertical  display  of  vitamin  and 
mineral  information  when  more  than 
four  vitamins  and  minerals  are  declared. 

In  addition,  although  the  model  label 
calls  for  dark  or  one  color  type  on  a 
white  or  neutral  color  background, 
flexibility  in  background  and  type  color 
is  allowed  §  101.9(d)(l)(i).  FDA  is  aware 
that  some  products  traditionally  use 
color  as  a  brand  identifier  and  print 
nutrition  information  in  white  or 
neutral  color  type  on  a  darker  color 
background.  This  type  of  graphic 
technique,  called  "reverse  type."  is 
known  to  have  poorer  readability 
characteristics  than  regular  type.  FDA  is 
not  prohibiting  the  use  of  reverse  type. 
However,  FDA  expects  that  unless 
impractical,  the  nutrition  information 
will  be  presented  in  dark  type  on  a  light 
color  background.  Impracticability  is 
presented  by  situations  like  those 
described  above,  in  those  situations  in 
which  reverse  type  will  be  significantly 
less  expensive  than  the  FDA  preferred 
alternative,  or  in  other  similar 
appropriate  circumstances.  If  reverse 
type  is  used,  FDA  expects  that  the 
impairment  in  readability  resuhing  from 
such  a  technique  will  be  compensated 
for  by  the  use  of  other  graphic 
techniques  to  improve  readability,  such 
as  increased  type  size.  It  will  not  be 
acceptable  to  reduce  the  contrast 
between  print  and  background,  whether 
by  light  letters  on  a  light  background  or 
dark  letters  on  a  dark  background,  to  the 
point  where  readability  of  the  label  is 
significantly  degraded. 

Although  the  agency  is  committed  to 
the  flexible  application  of  graphic 
techniques  to  achieve  an  acceptable 
level  of  readability  for  the  required 
nutrition  information,  FDA  considers  it 
necessary  in  order  to  ensure  that  the 
nutrition  information  is  conveyed  in  a 
manner  that  enables  the  public  to 
readily  observe  and  comprehend  such 
information  to  set  minimal  standards 
and  requirements  for  certain  key  graphic 
elements  of  the  nutrition  label.  Such 


requirements  will  prevent  confusion 
about  the  minimal  level  of  readability 
that  is  necessary  for  the  nutrition 
information.  The  key  graphic  elements 
that  are  specifically  required  on  all 
packages  are  set  forth  in  §§  101.9(d) 
(l)(;i),  101.9(d){l)(iii),  and 
101.9(d)(l)(iv).  They  consist  principally 
of  type  size  and  type  style  requirements, 
namely  that  a  consistent  upper  and 
lower  case  type  style  be  used,  that  a 
single,  easy-to-read  type  style  be  used, 
that  product  information  be  in  at  least 
8  point  type  (the  lower  case  "o'  no      , 
smaller  liian  ViBth  inch)  with  at  least  2 
points  leading  (i.e.,  space  above  and 
below  letters)  and  kerned  (space 
between  letters)  no  tighter  than  -4 
setting,  and  that  headings,  certain 
nutrient  names,  and  percentage  amounts 
be  highlighted  by  holding  or  other  form 
of  highlighting. 

In  addition,  to  preserve  a  readily 
identifiable  image  or  "look"  for  the 
label,  a  number  of  other  graphic 
elements  are  required,  as  discussed  in 
§101.9(d)(l)(i).  (d)(l)(v).  (d)(2).  and 
(d)(7)(ii).  These  sections  require  a 
hairline  box  to  set  off  the  nutrition 
information,  hairline  rules  in  certain 
places  within  the  nutrition  label.  larger 
print  size  for  the  title,  "Nutrition  Facts," 
and  display  of  the  percent  sign  (%)  after 
the  numerical  value  of  the  percent  DV 
for  each  nutrient. 

FDA  has  been  persuaded  by 
comments  and  careful  consideration  of 
alternatives  that  these  requirements  will 
benefit  a  substantial  number  of  ; 

consumers  who  currently  have  i 

difficulty  reading  nutrition  information 
on  food  packages.  FDA  considers  this 
benefit  to  be  worth  the  cost  of  the  small 
increase  in  space  allotted  to  nutrition 
information  that  may  be  required  for 
some  food  packages.  The  agency  notes 
that  the  previous  regulations  on  type 
size  also  mandated  a  minimum  type  size 
for  the  lower  case  "o"  of  Vii>th  inch  but 
applied  the  same  minimum  type  size 
requirement  to  the  upper  case  "o"  as 
well,  which  resulted  in  most 
manufacturers  using  all  upper  case  type 
styles.  The  practical  effect  of  requiring 
upper  and  lower  case  type  styles  and 
keeping  the  same  minimum  type  size 
requirement  will  be  to  increase  the 
minimum  size  of  upper  case  letters  by 
approximately  30  percent.  To  further 
compensate  for  the  increased  demands 
on  label  space.  FDA  will  allow  the 
information  in  the  footnote,  which 
unlike  the  product  specific  information 
is  the  same  for  all  products,  to  meet  or 
exceed  a  6  point  type  minimum  t>-pe 
size  requirement.  FDA  considers  that 
the  requirements  for  upper  and  lower 
case  type  styles,  leading,  and  kerning 
will  enhance  the  readability  of  6  point 
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type  enough  that  it  will  not  present 
problems  for  most  consumers. 

2.  Other  Graphic  Enhancements 

162.  Several  comments  from  retailers, 
manufacturers,  graphics  designers, 
universities,  and  a  nutrition 
professional  group  were  directed 
specifically  at  reverse  printing  as  used 
in  the  graphic  adaptations  of'appendix 
C  of  the  proposal.  Two  comments  stated 
that  reverse  printing  would  be  helpful  to 
consumers  and  should  be  permitted  on 
a  voluntary  basis.  However,  the 
remaining  comments  addressed 
technical  or  legibility  problems.  Several 
comments  stated  that  the  format 
examples  were  not  readable,  that  the 
reverse  printing  overwhelmed  the 
smaller  type,  and  that  "stacked"  titles 
(i.*.,  with  components  arranged 
vertically,  e.g..  placing  "servings"  on 
one  line  and  "per  container"  on  the  next 
line)  were  confusing.  The  principal 
technical  problem  mentioned  was  that 
reverse  printing  tends  to  fill  in  and 
become  unreadable,  dep)ending  on  the 
printing  process  used  and  available 
label  area. 

One  manufacturer  of  many  products 
stated  that  only  two  out  of  four  printing 
processes  used  by  the  firm  would  be 
able  to  implement  the  graphic 
adaptations  of  appendix  C.  Another 
manufacturer  stated  that  it  would  be 
able  to  print  reverse  graphics  only  for 
large  containers.  A  graphics  design  firm 
stated  that  reverse  printing  adds 
significant  costs.  Another  design  firm 
cited  two  technical  barriers  to  reverse 
printing:  Multi-screen  labels  are 
difficult  to  hold  in  alignment  and  retain 
clarity,  and  reverse  printing  cannot  be 
applied  to  packages  with  light 
backgrounds  because  the  background 
must  be  dark  for  light,  reverse  print,  to 
show  through.  The  comments  stated 
that  many  brand  identification  colors 
are  light,  and  manufacturers  object  to 
having  to  change  them,  arguing  that 
brand  identification  would  be  lost. 
FDA  agrees  that  reverse  printing 
should  not  be  required,  given  the 
difficulties  mentioned  in  the  comments. 
The  agency  finds  convincing  the 
arguments  against  the  legibility  of 
reverse  print  discussed  in  the 
professional  literature  (Ref.  107). 

Because  of  the  need  for  flexibility  to 
place  the  nutrition  panel  in  variously 
sized  panels,  the  agency  does  not  object 
to  stacked  titles. 

163.  The  majority  of  comments  stated 
that  other  kinds  of  graphic  enhancement 
of  nutrition  information,  such  as 
underlining,  holding,  and  using  larger 
type  size  or  contrasting  color,  would 
encourage  and  assist  consumers  in  using 
the  information.  However,  opinions 


were  divided  as  to  whether  the 
combination  of  enhancements 
illustrated  in  appendix  C  of  the  proposal 
would  be  helpful.  A  number  of 
comments  criticized  the  graphic' 
adaptations  as  cluttered,  jumbled, 
obtrusive,  or  distracting  from  or 
overwhelming  the  smaller  type. 
However,  except  for  a  few  suggestions 
that  graphic  enhancements  be  entirely  at 
the  discretion  of  the  manufacturer,  the 
comments  favored  some  degree  of 
standardization  through  FDA 
regulations.  Comments  fr^uently 
stressed  the  need  for  uniformity  of 
appearance  of  labels  across  the  food 
supply  to  facilitate  education  efforts  and 
consumer  access  to  and  use  of  the 
nutrition  information. 

Several  comments  bom  consumers,  a 
graphics  designer,  and  a  nutrition 
professional  group  stated  that  the 
number  of  different  font  sizes  on  a  label 
should  be  minimized  to  ensure 
legibility.  One  comment  cited  a  book  in 
support  of  this  view  {Ref.  108).  Several 
comments  urged  FDA  to  keep  the  label 
uncluttered.  Other  comments  provided 
specific  guidelines  for  maximizing  the 
label's  usefidness.  These  guidelines 
generally  involved  removing  as  much 
print  as  possible,  keeping  titles  linear 
rather  than  stacking  them,  and 
including  only  essential  information. 

Several  comments  from  industry  and 
health  education  organizations  endorsed 
voluntary,  judicious  use  of  other  graphic 
enhancements  such  as  spacing, 
indentation,  use  of  upper  and  lower 
case  letters,  and  selection  of  type  face 
and  size.  These  comments  generally 
opposed  making  such  enhancements 
mandatory  until  consumer  research  is 
conducted  to  ensure  that  they 
effectively  aid  consumer 
comprehension.  Other  comments  from 
groups  representing  older  readers  and 
the  vision  impaired  provided  researcli 
demonstrating  the  importance  of  type 
size,  type  style,  type  spacing,  the  use  of 
upper  and  lower  case  letters,  and 
contrast  between  type  and  background 
to  these  readers.  A  consumer 
organization  suggested  that  FDA 
establish  an  advisory  committee  of 
experts  to  provide  guidance  for  the 
selection  of  graphic  devices  for  further 
consideration.  Two  manufacturers 
opposed  graphic  enhancements 
altogether  as  contrary  to  the 
requirements  of  1990  amendments  for 
consistency  in  presentation  of 
information.  One  comment 
characterized  the  combination  of 
extreme  holding  and  close  proximity  of 
columns  in  the  graphic  adaptation  of  the 
PERCENT  DV  with  DRV  format  as 
diverting  attention  from  the  quantitative 
values  and  stated  that,  with  respect  to 


the  objectives  of  the  1990  amendments, 
the  format  constitutes  near  misbranding. 

Based  on  the  research  submitted  in 
comments,  the  agency  is  convinced  that 
it  can  proceed  to  reouire  certain  graphic 
enhancements.  While  some  comments 
questioned  the  appropriateness  of 
requiring  such  enhancements  at  this 
time,  other  comments  submitted 
research  that  demonstrated  that  these 
enhancements  are  effective  and 
appropriate  for  creating  a  nutrition  label 
that  is  readily  observable  and 
comprehensible,  as  required  by  the  1990 
amendments.  The  agency  agrees  that 
keeping  the  format  uncluttered  is 
important  and  therefore  has  minimized 
clutter  in  the  model  format.  The  agency 
has  carefully  considered  which  format 
enhancements  to  combine,  based  on  the 
comments  and  the  research  presented. 

FDA  is  convinced  that  the  specific 
elements  mandated  provide  a  visually 
integrated  image  that  will  give  the 
nutrition  label  a  uniformity  of 
appearance  across  the  various  types  of 
packages  in  the  market  and  will 
enhance  consumer  use  of  the 
information.  For  example,  an  important 
element  in  the  appearance  of  the 
nutrition  label  is  its  pattern  of  holding. 
In  §  101.9(d)(l)(iv).  the  agency  is 
requiring  holding  of  the  heading 
"Nutrition  Facts"  which  is  being 
employed  as  an  identifying  title,  like  a 
logo  or  trademark,  to  distinguish  the 
nutrition  label  from  other  information 
on  the  package,  as  well  as  holding  of 
headings  of  certain  nutrient  names  and 
percentage  amounts.  The  agency  is 
convinced  that  this  and  the  other 
measures  that  it  is  requiring  will  serve 
to  establish  the  readily  identifiable 
"look"  that  it  is  seeking  and  finds  to  be 
necessary  to  achieve  the  relevant  goals 
of  the  1990  amendments. 

164.  Comments  were  received  from  a 
consumer,  a  health  care  provider,  a 
State  government  agency,  and  two 
manufacturers  suggesting  that  industry 
be  permitted  to  use  graphical  devices, 
such  as  pie  charts,  to  illustrate  nutrient 
content  claims.  Comments  suggested 
that  uniformity  of  labeling  could  be 
maintained  by  requiring  that  any 
supplementary  graphics  be -placed 
outside  the  nutrition  label  area.  Other 
suggestions  were  that  FDA  permit  the 
voluntary  inclusion  on  the  label  of 
information  from  authoritative  sources, 
such  as  the  Dietary  Guidelines  for 
Americans  (Ret  4)  or  Diet  and  Health 
-(Ref.  3).  to  aid  consumer  understanding 
of  nutrition  information  in  the  broader 
context  of  current  dietary  advice  to  the 

public. 

FDA  has  no  objections  to  the  use  of 
graphic  devices  to  amplify  or  explain 
nutrition  information,  provided  that  the 
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illustrations  are  presented  in  a  manner 
that  is  truthful  and  not  misleading,  and 
th^t  the  devices  are  not  placed  within 
the  label  area  in  which  the  nutrition 
information  appears.  The  agency  also 
agrees  that  supplementary  information 
outside  the  nutrition  label  can  help 
consumers  better  understand  the 
characteristics  of  individual  foods  in 
relation  to  the  total  diet.  However,  such 
supplementary  information  must  be 
consistent  with  the  requirements  for 
nutrient  content  or  health  claims  that 
are  established  in  companion 
documents  published  elsewhere  in  this 
issue  of  the  Federal  Register. 
Manufacturers  are  also  encouraged  to 
utilize  other  means  to  disseminate 
dietary  guidance  information,  such  as 
incorporation  of  such  materials  in 
promotional  and  print  advertising 
materials  or  by  means  of  shelf  talkers 
and  placards  at  point-of-sale. 

165.  Several  industry  comments 
requested  that  manufacturers  be  given 
flexibility,  either  in  the  case  of  small 
packages  or  in  general,  to  declare 
vitamins  and  minerals  and  DRV's  in 
either  tabular  or  linear  arrangement  for 
both  full  and  simplified  formats.  A 
manufacturer  suggested  permitting  a 
linear  array  for  micronutrients  present 
at  levels  of  at  least  2  percent  of  the  DV. 

The  agency  agrees  that  manufacturers 
need  flexibility  in  accommodating  the 
required  nutrition  information, 
particularly  for  small  packages  and 
printable  surface  areas  that  are  oddly 
shaped  or  narrow.  Consequently,  FDA  is 
providing  options  in  the  display  of  a 
number  of  the  types  of  information 
required.  For  example,  in  §  101.9(d)(ii). 
the  agency  is  providing  that  the 
information  about  calorie-specific  daily 
values  and  caloric  conversion 
information  may  be  placed  beneath  the 
vitamin  and  mineral  declarations  ur  to 
right  of  the  Percent  DV  column.  In 
§  101.9(d)(8),  the  agency  is  providing 
that  the  vitamin  and  mineral 
declarations  may  be  presented  vertically 
in  the  Percent  DV  column  when  more 
than  four  vitamins  and  minerals  are 
declared  or  horizontally  beneath  the 
macronutrients.  In  §  101.9(0,  the  agency 
is  providing  fur  optional  u.se  of  a 
simplified  format  under  certain 
circumstances.  In  §  101.9(j)(13)(i).  the     • 
agency  is  providing  exemptions  to  the 
requirement  to  bear  nutrition  labeling 
for  small  packages,  and  in 
§  101.9(j)(13)(ii),  the  agency  is  providing 
options  for  intermediate  sized  packages  ~ 
to  minimize  the  amount  of  label  space 
that  must  be  used  for  nutrition  labeling. 
For  small  or  intermediate  sized 
packages,  manufacturers  may  list 
nutrition  information  in  a  linear 
fashion,  use  certain  abbreviations,  omit 


the  calorie-specific  recommended 
nutrient  amounts,  or  present  the 
nutrition  information  on  other  label 
panels  (see  sections  V.G.3.,  V.H.I. ,  and 
V.J.  of  this  document). 

3.  Highlighting 

In  the  format  proposal,  the  agency 
requested  comments  on  the  feasibility  of 
allowing  highlighting  as  a  voluntary 
graphic  enhancement  of  the  principal 
iformat.  Specifically,  the  agency 
requested  comments  related  to  whether 
the  use  of  voluntary  highlighting  would 
confuse  or  assist  consumers  to  observe 
and  comprehend  label  information. 
Many  dinerent  possible  schemes  for 
highlighting  could  be  applied  to  the 
nutrition  label.  Many  comments 
addressed  noncontingent  highlighting, 
in  which  certain  material  is  highlighted 
regardless  of  any  product 
characteristics,  such  as  highlighting 
certain  nutrient  names  (e.g.,  fat,  sodium, 
cholesterol)  or  titles  (e.g..  Percent  DV. 
Amount  per  serving)  on  the  nutrition 
panel.  Other  comments  addressed 
contingent  highlighting,  in  which 
certain  material  is  highlighted  only  if 
the  product  has  certain  characteristics, 
such  as  highlighting  the  nutrition 
information  for  fat  on  the  label  of  a 
product  that  meets  FDA's  criterion  for 
low  fat.  In  it's  research,  the  agency 
tested  a  contingent  highlighting  scheme 
that  highlighted  nutrients  whose  levels 
in  the  food  qualified  for  adjectival 
descriptors  (high  or  low  depending  on 
the  nutrient)  that  were  consistent  with 
dietary  guidelines. 

Many  different  possible  techniques  of 
highlighting  exist,  including  boldface 
print,  all  capital  letters,  italic  print, 
larger  print,  reverse  print,  different 
colored  print,  and  color  banding.  In  the 
format  examples  published  in  the 
format  proposal,  only  boldface  print  was 
used  for  highliyhting. 

166.  Many  of  the  comments  that 
discussed  noncontingent  highlighting' 
suggested  that  highlighting  should  be 
considered  as  a  format  enhancement 
and  should  be  used  for  column  headings 
and  names  of  nutrients.  Other 
comments  argued  that  the  agency 
should  require  the  highlighting  of 
certain  nutrients  because  of  their  health 
significance  regardless  of  the  level  in 
the  product.  The  nutrients  most 
frequently  mentioned  in  the  comments 
in  this  regard  were  those  associated 
with  chronic  disease,  such  as  sodium, 
fat,  and  cholesterol.  Most  of  these 
comments  suggested  that  boldface  type 
and  all  capital  letters  are  adequate  to 
achieve  such  highlighting. 

Several  comments  addressed  the  issue 
of  whether  noncontingent  nutrition 
label  highlighting  should  be  mandatory 


or  voluntary.  Some  manufacturers 
objected  to  any  required  highlighting 
because  of  the  increased  cost  and 
increased  label  space  required.  Other 
comments  argued  that  if  highlighting  is 
allowed  at  all,  it  should  be  mandatory 
so  that  the  benefits  of  highlighting 
would  be  universally  available  to 
consumers,  and  so  that  labels  would  be 
uniform.  Some  of  these  comments 
argued  that  uniformity  of  labels  is 
important  to  reduce  consumer 
confusion. 

The  agency  agrees  than  mandatory 
highlighting  imposes  some  burden  on 
manufacturers  and  needs  to  be  justified 
on  the  basis  of  obvious  benefits  to 
consumers.  The  agency  also  agrees  that 
the  use  of  highlighting  to  enhance 
column  headings  and  nutrient  names 
can  increase  the  visual  interest  of  the 
label  and  make  it  more  legible  for  some 
consumers. 

However,  the  agency  is  concerned 
that  allowing  too  many  optional 
highlighting  schemes  will  lead  to  less 
consistency  between  labels,  and  that 
highlighting  has  the  potential  to 
increase  label  clutter  and  consumer 
confusion.  Therefore,  in  §  101.9(d)(i)(iv) 
the  agency  is  requiring  mandatory 
highlighting  of  the  title  of  the  nutrition 
panel,  "Nutrition  Facts",  headings 
("Amount  per  serving"  and  "%  Daily 
Value"),  nutrient  names  ("Calories". 
"Total  Fat"  "Cholesterol."  "sodium." 
"total  Carbohydrate."  and  "Protein") 
and  percentage  amounts  for  certain 
nutrients.  The  agency  concludes  that 
these  requirements,  by  establishing  6  ! 
specific  "look."  strike  an  appropriate 
balance  between  establishing  a  nutrition 
label  that  is  readily  observable  and  one 
that  only  increases  clutter  and 
confusion. 

The  agency  does  not  agree  that 
nutrients  associated  with  chronic 
disease  should  be  highlighted.  The 
agency  notes  that  the  revised  order  of 
the  nutrients  already  calls  attention  to 
the  nutrients  of  major  public  health 
significance. 

167.  Several  comments  supported  or 
opposed  the  voluntary  highlighting  of 
certain  nutrients  based  en  their  level  in 
the  product  (contingent  highlighting). 
Supporting  comments,  primarily  from 
food  manufacturers  or  trade 
associations,  argued  that  allowing  such 
highlighting  would  provide  useful 
information  to  consumers.  Opposing 
comments,  primarily  from  health 
professionals,  professional  associations, 
and  consumer  advocate  or  health 
promotion  organizations,  argued  that 
allowing  contingent  highlighting  on  a 
voluntary  basis  would  likely  lead  to 
inconsistent  and  possibly  self-serving 
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highlighting  that  would  be  more  likely 
to  misinform  than  inform  consumers. 

Several  comments  supported 
contingent  highlighting  but 
recommended  that  it  be  subject  to  the 
definitions  used  in  FDA's  researdi  - 
studies  or  to  the  requirements  for 
nutrient  content  claims,  because 
highlighting  is  a  nutrient  content  claim. 
Related  comments  supported  a  link 
between  a  nutrient  content  claim  on  the 
front  panel  and  highlighting  the  relevant 
information  on  the  nutrition  panel.  For 
example,  if  a  low  fat  claim  is  made  on 
the  front  panel,  the  nutrition 
information  for  fat  would  be 
highlighted. 

Some  comments  recommended  that 
highlighting  of  undesirable  rather  than 
desirable  aspects  of  foods  be  required 
because  manufacturers  will  emphasize 
the  good  qualities,  and  such 
highlighting  will  provide  a  balance.  In 
contrast,  a  trade  association  commented 
that  the  highlighting  of  "bad"  nutrients 
should  not  be  required  because  it  would 
be  misleading.  Another  comment 
suggested  that  highlighting  be  allowed 
only  on  a  case-by-case  basis  so  that  both 
FDA  and  food  manufacturers  have 
maximum  flexibility. 

Some  comments  opposed  highlighting 
and  argued  that  attention  should  be 
drawn  to  specific  nutrient  levels  by 
nutrient  content  claims  rather  than  by 
highlighting.  Other  comments  argued 
that  the  highlighting  of  positive 
information  only  will  accentuate 
benefits  without  including  information 
about  risks  and  will  lead  consumers  to 
ignore  vital  information  on  negative 
aspects  of  certain  products.  Several 
comments  from  industry  were  opposed 
to  contingent  highlighting  because  it 
would  communicate  a  good  foodA)ad 
food  message.  Several  comments  stated 
that  highlighting  will  imply  an 
educational  message  which  is  more 
appropriately  addressed  in  educational 

materials. 

Other  comments  opposed  highlightmg 
because,  they  claimed.  FDA  will  not 
have  adequate  enforcement  resources. 
Permitting  voluntary  highlighting  will 
open  the  door  for  inappropriate  use  of 
highlighting,  which  will  then  require 
additional  regulatory  intervention. 
Another  comment,  consistent  with 
comments  about  other  forms  of  dietary 
guidance  en  the  label,  argued  that 
selective  highlighting  based  on  current 
dietary  recommendations  will  change 
over  time,  and  that  it  is  unwise  to 
include  shifting  format  elements  on  the 

label. 

FDA  is  not  persuaded  by  the 
comments  that  contingent  highlighting 
on  the  nutrition  label  will  benefit 
consumers.  Consumer  research  did  not 


find  that  contingent  highlighting 
increases  effective  use  of  the  nutrition 
label  for  product  comparison  or  dietary 
judgment  uses  (see  section  V.D.2.a.  and 
V.D.2.b.  of  this  document).  There  is  no 
consensus  among  the  comments,  and 
the  consumer  research  does  not  support 
that  requiring  a  particular  contingent 
highlighting  scheme  is  appropriate.  FDA 
is  persuaded  by  comments  that 
voluntary  contingent  highlighting  can 
be  applied  inconsistently  in  a  way  that 
would  be  potentially  misleading  to 
consumers.  Among  products  with 
similar  nutrition  profiles,  some  would 
highlight  certain  nutrients  and  others 
would  not.  Consumers  who  read 
nutrition  labels  could  not  depend  on  the 
fact  that  all  labels  of  similar  products 
would  look  the  same,  and  the 
differences  could  undermine  the 
credibility  of  the  information  on  the 
nutrition  label  and  lead  to  consumer 
confusion. 

The  inconsistency  of  labels  that 
would  result  also  leads  the  agency  to 
disagree  that  highlighting  should  be 
allowed  on  a  case-by-case  basis. 
Consistent  treatment  of  similar 
information  is  important  for  effective 
use  of  the  nutrition  label  by  consumers. 
FDA  agrees  that  attention  can  be  drawn 
to  the  levels  of  specific  nutrients  in  a 
food  by  nutrient  content  claims  rather 
than  by  highlighting  information  on  the 
nutrition  label.  Because  of  problems  of 
inconsistent  treatment  of  similar 
information  and  the  lack  of 
demonstrated  benefits  in  the  research. 
FDA  is  not  allowing  the  use  of 
contingent  highlighting  on  the  nutrition 
label. 

4.  Adjectives 

168.  A  majority  of  the  comments  that 
addressed  the  issue  of  adjectives  were  in 
favor  of  their  use  in  some  context. 
Several  consumer  groups  recommended 
that  the  PERCENT  DV  with  DRV  format 
be  enhanced  by  a  footnote  providing 
FDA's  definition  of  high  and  low  for 
nutrients.  The  comments  argued  that 
adjectives  help  consumers  to  make 
qualitative  judgments  about  the  food 
without  having  to  make  calculations  or 
evaluate  percentages.  Some  comments 
noted  that  the  ADJECTIVE  format  was 
the  most  preferred  in  FDA's  research. 

In  contrast,  comments  opposed  to 
adjectives  in  the  nutrition  label  argued 
that  they  clutter  the  format  and  would 
be  redundant  with  PERCENT  DV 
formats.  Comments  also  expressed  the 
concern  that  the  wide  range  of  values 
that  will  fall  in  the  medium  category 
may  mislead  consumers. 

The  agency  does  not  agree  that  there 
is  a  need  to  include  adjectives  on  the 
PERCENT  DV  with  DRV  format.  The 


agency's  research  showed  that 
consumers  are  able  to  make  accurate 
high/low  judgments  using  percents 
alone,  and  that  when  consumers  reUed 
on  adjectives  (see  section  V.D.Z.a. 
above),  ttiey  tended  to  overlook  nutrient 
differences  if  the  nutrients  were 
described  by  the  same  adjective.  The 
additional  words  would  add  clutter  to 
the  label  without  benefit  to  consumers. 
Therefore.  FDA  is  not  providing  for  the 
addition  of  adjectives  to  the  PERCENT 
DV  with  DV  format. 

/.  Dual  Declarations 

A  few  comments  raised  format  issues 
with  respect  to  foods  that  use  dual 
declaration  displays  on  the  nutrition 
label  (i.e..  nutrition  information 
declared  both  on  as  packaged/as 
prepared  or  per  serving/per  100  g  bases) 
A  number  of  issues  related  to  the  topic 
of  dual  declarations  are  discussed  in 
detail  in  the  companion  document  on 
serving  sizes  published  elsewhere  in 
this  issue  of  the  Federal  Register.  FDA 
recognizes  that  such  displays  raise 
special  format  issues,  and  these  are 
discussed  here. 

169.  One  trade  association  comment 
urged  that  FDA  consider  the  label  space 
requirements  of  dual  declaration 
formats  before  deciding  to  require  a 
change  in  the  current  nutrition  label 
format.  Several  comments  stated  that 
the  PERCENT  DV  with  DRV  format 
would  not  leave  room  enough  for  both 
"as  packaged"  and  "as  prepared" 
columns  on  nutrition  labels.  One 
industry  comment  stated  that  industry 
sponsored  research  has  shown  that  the 
PERCENT  DV  with  DRV  format  becomes 
particularly  complex  and  cumbersome 
when  used  on  food  labels  using  dual 
declaration  displays. 

FDA  agrees  tnat  dual  declaration 
displays  have  much  greater  space 
requirements  than  the  single  base 
display  required  for  most  food  products. 
FDA  notes,  however,  that  dual 
declaration  displays  are  voluntary,  not 
mandatory.  For  this  reason.  FDA  does 
not  agree  that  the  requirements  of  dual 
declaration  displays  should  be  a 
determining  factor  in  the  decision  about 
the  nutrition  label  format.  However. 
FDA  does  agree- that  the  unique 
requirements  of  dual  declaration 
display»should  be  accommodated  as 
much  as  possible  within  the  constraints 
of  the  format  that  is  required  for  all 
nutrition  labels,  and  the  agency 
therefore  has  created  a  new  section, 
§  101.9(e).  to  specifically  address  the 
format  of  the  nutrition  label  when  dual 
columns  are  utilized. 

FDA  notes  that  several  studies 
submitted  as  comments  or  listed  in  the 
format  proposal  found  that  dual 
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declaration  displays  of  any  kind  made 
the  product  nutrition  label  significantly 
harder  for  consumers  to  use  and 
understand  (see  section  V.D.2.  of  this 
document).  The  execution  of  dual 
declaration  displays  for  the  PERCENT 
DV  with  DV  format  in  the  (^4A/NFPA 
industry  study  (Ref.  71)  demonstrated 
the  problem  with  multiple  column 
displays  on  the  nutrition  label.  In  that 
study,  a  number  of  the  dual  declaration 
displays  placed  both  g/mg  mad 
PERCENT  DV  declarations  in  separate 
columns  on  the  nutrition  label,  resulting 
in  as  many  as  five  columns  of 
information  when  DV's  were  listed.  The 
display  was  complex  and  cumbersome, 
but  it  is  not  the  ooly.  and  certainly  not 
the  best,  way  to  execute  the  PERCENT 
DV  format  with  dual  declarations. 

FDA's  execution  of  the  PERCENT  DV 
format  in  Study  2  (Ref.  70)  purposely 
arranged  the  percent  deckratioos  in  two 
columns  and  presented  a  single  g/mg 
declaration  per  nutrient  in  a  noncolumn 
array  next  to  the  nutrient  name  so  as  not 
to  intrude  visually  on  the  columns  of 
percent*.  With  diis  execution,  the 
PERCENT  DV  with  DRV  foimat 
performed  as  wM  as  other  formats  on 
labels  using  dual  declaration  dnplays. 
The  agency  is  convinced  that  dual 
declamtion  executions  of  the  PERCENT 
DV  with  DV  fannat  should  follow  the 
pattern  of  winimiring  the  number  of 
columns  displaying  nutrient  amoont  per 
servfaig  iafonpetion.  Accordingly,  in 
§  101.9(e)  the  declaration  of  the  required 
g/mg  nutrient  ■™*""*^  on  dual 
declaration  nutrition  labels  is  required 
to  fcdlow  the  same  requirements  as  for 
single  declaration  nutoition  labels, 
which  is  to  be  in  an  unordered  array 
next  to  the  nutrient  name.  Placement  of 
optional  g/mg  amounts  is  dtecussed  in 
comment  170  of  this  document 

170.  A  mmnuait  argued  that  declaring 
two  g/mg  amounts  in  parentheses  next 
to  the  nutrient  name  as  proposed  iaihe 
dual  declaration  format  example 
included  in  the  format  proposal  looks 
like  "matrix  coordinates"  and  is  likely 
to  be  confusing  to  many  consumers.  One 
comment  suggested  an  alternative  for 
presenting  dual  declaration  g  amounts. 
The  comment  suggested  that  only  the  g/ 
mg  amounts  of  the  product  as  packaged 
be  in  the  table,  and  that  a  footnote 
provide  the  additional  aaoounts  in  the 
second  declaration  for  the  food. 

FDA  agrees  that  even  when  presented 
in  a  noncohimn  array,  the  declaration  of 
two  g/mg  amounts  for  eadi  nutrient  on 
the  nutrition  label  (e.g..  one  each  for  as 
packaged/as  prepared  or  per  serving/per 
100  g)  in  addition  to  two  columns  of 
percent  DV  amounts  for  nutrients 
haviag  DVs  is  likely  to  be  cumbersome 
and  confusing  to  some  consumers. 


Based  on  the  reseerch  findings  (see 
section  V  J).2.  of  this  document),  FDA  is 
confident  that  a  single  g/mg  amount 
declared  in  a  noncolumn  array  does  not 
have  a  detrimental  effect  on  consumers' 
abilities  to  understand  and  use  the 
nutrition  information  on  the  label,  but 
FDA  did  not  test  a  format  with  two  g/ 
mg  amoimts  for  each  nutrient  FDA  is 
convinced  by  this  comment  that  only  a 
single  g/mg  amount  [as  packaged  and 
according  to  the  label  serving  size  based 
on  reference  amounts  in  §  101.12(b))  for 
each  nutrient  should  be  required  in  dual 
declaration  labels.  The  second  set  of  g/ 
mg  amounts  may  be  presented 
optionally  next  io  the  required  g/mg 
values,  differentiated  fitun  them  by  a 
comma  or  other  means.  Alternatively, 
the  second  set  of  g/mg  amounts  may  be 
presented  in  a  footnote.  Whoi  the 
second  set  of  g/mg  amounts  is  presented 
in  a  footnote,  either  the  total  amounts  or 
the  additional  amounts  may  be 
declared  When  the  additicmal  amounts 
are  declared,  only  those  nutrients  that 
are  present  in  diuiarent  aoraunts  than 
the  amounts  declared  in  the  required 
g/mg  information  may  be  listed.  The 
footnote  must  clearly  state  which 
amount  is  declared.  The  agency  has    - 
included  this  provision  in 

Sl01.9(e)(3Mi). 

Examples  of  nutrition  lebel  formats 
for  products  using  a  dual  declar«ti<Bi 
display  that  conlicnns  to  the  new 
regulations  are  presented  in  appendix  E. 

/.  Simplified  Format 

Most  comments  from  consumers, 
industry,  and  proflBssional  organizations 
supported  the  concept  of  using  a 
simplified  format  stating  that  it  is  easier 
for  consumers  to  understand,  cots  down 
on  label  duttar.  and  ^ves 
manufacturers  flax3)ility  in  preparation 
of  labels.  The  conunents  and  FDA's 
response  to  concerns  raised  by  the 


ibytne 
below. 


com  meats  are  eummariaed 
1.  TenniBolo^ 

171.  A  fiew  comments  commended 
FDA  and  USDA  for  attempting  to  bring 
consistency  to  nutrition  labeling 
regulations  by  aUowing  for  similar  types 
of  simplified  formats  but  requested  thet 
the  two  agencies  use  the  same  term 
rather  than  "simplified"  format  in  FDA 
regulations  and  "abbreviated"  format  in 
USDA  FMulations. 

Both  FijA  and  USDA  are  in  agreement 
with  these  comments.  In  accordance 
with  the  language  in  the  1990 
amendments,  they  will  use  the  term 
"simplified"  format.  However,  because 
the  foods  regulated  by  each  agency  are 
different  the  specific  regulations 
pertaining  to  the  simplified  formet  wiD 
differ  somewhat  by  agency. 


2.  Required  Use  and  Criteria 

172.  Several  conunents  disagreed  with 
FDA's  interpretation  of  that  part  of 
section  403(q)(5)(C)  of  the  act  which 
states  "the  Secretary  shall  require  the 
amounts  of  such  nutrients  to  be  stated 
in  a  simplified  form  •  •  •  "  (emphasis 
added)  to  mean  that  foods  that  qualify 
for  the  simplified  format  must  use  that 
format,  i.e.,  they  may  not  choose  to  use 
the  full  nutrition  labeling  format.  These 
comments  lu-ged  that  use  of  the 
simplified  format  be  optional  as,  in 
some  instances,  consumers  may  be 
better  served  by  one  uniform  nutrition 
label,  and  manufacturers  should  be 
given  the  flexibility  to  meet  consumer 

E references.  In  support  of  sudi  labeling 
sing  voluntary,  the  comment  dted  the 
follcming  legislative  history: 

However,  the  bill  provides  that  the 
Secretary  maypennit  the  Information  to  lie 
included  on  the  label  or  labehng  tn  a 
simplified  fonn  If  a  food  contains 
Insignificant  amoants  of  more  than  one-half 
oS  this  nutrients  required  to  be  on  the  labeL 
(emphasis  added) 

(Ref.  16) 

FDA  advises  that  the  draft  l^islation 
was  revised  by  the  Senate  subsequent  to 
the  above  House  report  to  replace  the 
word  "may"  with  "duU**  and  to  add 
that  the  form  of  the  simplified  format 
was  to  be  "prescribed  by  the  Secretary" 
(136  Congressional  Record.  S.  16607 
(Oct.  24. 1990}).  The  changes  were  not 
explained  in  legislative  history,  so  that 
the  intent  of  Con^^ss  is  not  clear.  The 
agency  acknowledges  that  it  is  possible 
that  Congress  was  merely  trying  to 
require  that  the  final  regulations  provide 
for  a  simplified  format  rather  than 
requiring  that  the  format  be  used 
whenever  a  food  met  the  qualifying 
criteria.  In  fiact.  inasmuch  as  the  intent 
of  the  1990  amendments  was  to  increase 
the  amoimt  of  nutrient  information 
provided  to  consumers,  it  is  not  entirely 
consistent  that  the  act  would  require 
lass  information  on  certain  foods. 

Based  on  reaseessment  of  the  statute 
and  its  legislative  history  in  response  to 
the  comments.  FDA  concludes  that  use 
of  the  simplified  fonnat  should  be  at  the 
manuiactiuer's  diacretian,  whenever  a 
food  product  meets  the  criteria  of 
containing  insignificant  amounts  of  haif 
of  the  required  nutrients.  Accordingly. 
FDA  has  modified  §  101.9(f)(1)  by 
changing  the  word  "shall"  to  "otay." 

173.  A  comment  from  a  consumer 
group  suggested  that  FDA  require  a 
diffiarent  base  than  one-half  oif  all  15 
required  nutrients  for  determining  if  a 
product  qualifies  for  the  simplified 
fonnat  because  using  all  15  nutrients 
results  in  "double-dipping."  Tlte 
comment  suggested -uiat  calories  from 
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fat  should  not  be  included  because  total 
fat  represents  the  same  nutrient,  and 
that  total  carbohydrate  should  also  not 
be  included  because  complex 
carbohydrate  and  sugars  comprise  total 
carbohydrate.  The  comment  stated  that 
this  procedure  would  result  in  a  base  of 
13  different  nutrients,  of  which  seven 
must  be  present  in  insignificant 
amounts  to  qualify  to  use  the  simplified 
format. 

FDA  agrees  that  counting  both  "total 
fat"  and  "calories  from  fat"  for  the 
purpose  of  determining  whether  a  food 
qualifies  for  use  of  the  simplified  format 
results  in  a  double  count  being  given  to 
the  fat  content  of  a  product.  The  agency, 
therefore,  has  deleted  calories  from  fat 
from  the  qualifying  criteria.  However,  in 
the  case  of  "total  carbohydrate."  the 
agency  notes  that  §  101.9(c)(6)  is  revised 
to  delete  "complex  carbohydrate"  as  an 
element  of  nutrition  labeling.  Although 
"other  carbohydrate"  replaced 
"complex  carbohydrate,"  the 
declaration  of  "other  carbohydrate"  is 
not  mandatory.  Therefore,  the  required 
subcomponents  in  §  101.9(f)  no  longer 
comprise  the  total  amount  of  the 
component  "total  carbohydrate." 
Accordingly,  "total  carbohydrate"  must 
continue  to  be  included  among  the 
nutrients  used  as  a  base  for  determining 
whether  a  food  qualifies  for  use  of  the 
simplified  format. 

Tne  deletion  of  "calories  from  fat" 
and  "complex  carbohydrate"  results  in 
a  base  of  only  13  nutrients.  According 
to  section  403(q)(5){C)  of  the  act.  the 
simplified  format  is  to  be  allowed  if  a 
food  contains  insignificant  amounts  of 
"more  than  one-half  the  nutrients 
required  *   *   *."  Therefore,  it  follows 
that  the  simplified  format  may  be  used 
when  a  food  contains  insignificant 
amounts  of  seven  or  more  of  the  base 

nutrients. 

As  a  result,  and  in  accordance  with 
the  reordering  of  nutrients  in  §  101.9(c), 
FDA  has  modified  §  101.9(f)  to  state  that 
the  nutrition  information  may  be 
presented  in  a  simplified  format  "when 
a  food  product  contains  insignificant 
amounts  of  seven  or  more  of  the 
following:  Calories,  total  fat.  saturated 
fat.  cholesterol,  sodium,  total 
carbohydrate,  dietary  fiber,  sugars, 
protein,  vitamin  A.  vitamin  C.  calcium, 
and  iron." 

Although  FDA  has  deleted  "calories 
from  fat"  from  the  list  of  nutrients  in 
§  101.9(f)  used  to  determine  when  a 
product  may  use  the  simplified  format, 
"calories  from  fat"  continues  to  be  a 
nutrient  that  must  be  declared  under 
section  403(a)  of  the  act  in  nutrition 
labeling  when  present  in  more  than 
insignificant  amounts.  Therefore.  FDA 
has  modified  §  101.9(f)(3)(ii), 


redesignated  as  §  101.9(f)(2)(ii).  to 
require  declaration  of  calories  from  fat 
in  addition  to  any  other  nutrients 
identified  in  S  101.9(f)  that  are  present 
in  more  than  insignificant  amounts.  For 
the  same  reason,  the  agency  has 
modified  §  101.9(f)(4)  to  require  calories 
from  fat  to  be  included  in  the  statement 

"not  a  significant  source  of "  if  it 

is  present  in  insignificant  amounts. 

174.  One  comment  requested  that 
FDA  confirm  that  eligibility  for  use  of 
the  simplified  format  is  not  limited  to 
those  foods  Usted  in  the  supplementary 
proposal  as  examples  of  foods  that 
would  use  the  simplified  format  (56  FR 
60421  at  60474),  but  that  the  use  of  a 
simplified  format  is  determined  on  a 
product-by-product  basis. 

FDA  advises  that  the  interpretation  in 
the  comment  is  correct.  The 
determination  that  a  food  qualifies  for 
the  simplified  format  is  dependent  on 
the  amount  of  nutrients  in  that  food. 

175.  Some  industry  comments 
requested  that  FDA  provide  guidance  on 
how  the  simplified  format  applies  to 
foods  for  children  under  two  years  of 
age  as  these  products  are  exempted  by 
proposed  §  101.9(j)(4)  from  labeling  of 
calories  from  fat.  saturated  fat.  and 
cholesterol,  all  of  which  are  included  in 
the  list  in  proposed  §  101.9(f)(1)  of  the 
15  "required  nutrients."  Comments 
questioned  whether  the  stipulation  of 
insignificant  amounts  of  eight  or  more 
required  nutrients  for  the  simplified 
format  applies  to  such  foods  and  if  it 
does  apply,  whether  calories  from  fat. 
saturated  fat.  and  cholesterol  are 
included  in  the  eight  insignificant 
nutrients,  even  though' they  are  not 
required  to  be  labeled. 

In  developing  the  proposed  rules, 
FDA  did  not  consider  the  application  of 
regulations  governing  the  use  of  the 
simplified  format  to  foods  for  children 
less  than  2  years  of  age.  Since  these 
foods  have  a  required  base  of  only  11 
nutrients  (i.e.,  calories,  total  fat,  sodium, 
total  carbohydrate,  dietary  fiber,  sugars, 
protein,  vitamin  A,  vitamin  C,  calcium, 
and  iron),  it  is  appropriate  that  they  be 
allowed  to  use  a  simplified  format  when 
more  than  one-half  (i.e.,  6)  of  these  11 
nutrients  are  present  in  insignificant 
amounts.  Section  101.9(f)  has  been 
modified  to  include  this  provision  for 
foods  for  children  less  than  2  years  of 
age. 

3.  Definition  of  "insignificant  amount" 
176.  A  few  comments  recommended 
changes  in  FDA's  proposed  definition  of 
"insignificant  amount"  of  a  nutrient  as 
that  amount  that  allows  a  declaration  of 
zero  in  nutrition  labeling.  The  term 
"insignificant  amount"  was  used  in 
section  403(q)(5)(C)  of  the  act  in 


reference  to  when  a  food  would  be 
exempt  from  nutrition  labeling 
(proposed  S 101 .9(a))  and  to  when  a 
food  would  qualify  for  the  simpUfied 
format  (proposed  §  101.9(f)(1)). 
Comments  on  both  uses  of  the  term  ere 
discussed  in  this  section  to  ensure 
consistent  use  of  the  term. 

A  few  comments  stated  that  the  use  of 
a  mathematical  base  for  determining 
"insignificant  amounts"  does  not 
consider  the  actual  need  for  the 
nutrients  in  the  maintenance  of  good 
health,  and  that  because  FDA  proposed 
to  define  "so«irce"  as  from  10  to  19 
percent  of  the  RDI  or  DRV,  anything  less 
than  10  percent  should  be 
"insignificant."  Other  comments 
recommended  the  level  of  insignificance 
be  changed  to  0.5.  2.  5,  or  8  percent  of 
the  RDI  or  DRV  for  particular  nutrients. 
Another  comment  noted  that  defining 
"insignificant  amount"  as  an  amount 
less  than  0.5  g  of  carbohydrate  and 
protein  is  in  conflict  with  the  definition 
of  "insignificant  amount"  for  calories  as 
less  than  5  calories,  given  that  1  g  of 
carbohydrate  and  protein  furnishes  only 
4  calories.  A  comment  also  stated  that, 
as  a  practical  matter,  consumers  cannot 
reasonably  be  expected  to  differentiate 
between  0.5  g  amounts. 

FDA  did  take  maintenance  of  health 
into  consideration  when  it  based  its 
proposed  definition  of  "insignificant 
amount"  for  calories  (including  calories 
from  fat),  total  fat.  cholesterol,  sugars, 
and  sodium  on  the  amount  defined  as 
"free"  under  the  proposed  nutrient 
content  claims  rule  (see  final  rule 
entitled  "Food  Labeling;  Nutrient 
Content  Claims.  General  Principles, 
Petitions.  Definition  of  Terms" 
published  elsewhere  in  this  issue  of  the 
Federal  Register).  (In  addition,  in  the 
final  rule  on  nutrient  content  claims, 
FDA  defined  "saturated  fat  free"  as  less 
than  0.5  g  of  saturated  fat  per  serving.) 
For  most  nutrients.  ftDA  has  determined 
the  level  that  is  dietetically  trivial  or 
physiologically  inconsequential  (56  FR 
60421  at  60433)  and  has  established 
those  levels  as  the  "free"  levels. 
Therefore,  for  those  nutrients  for  which 
a  level  of  "fi-ee"  has  been  defined.  FDA 
is  denying  the  request  to  change  the 
definition  of  "insignificant  amount." 

For  those  macronutrients  that  are 
required  to  be  included  in  nutrition 
labeling  but  that  do  not  have  definitions 
of  "free"  levels  (i.e..  total  carbohydrate, 
dietary  fiber,  and  protein).  FDA  has 
reconsidered  the  proposed  amounts 
and,  in  accordance  with  the  comments, 
it  is  specifying  in  S  101.9  (f)(1)  and  (j)(4) 
that  an  insignificant  amount  of  these 
nutrients  is  "an  amount  that  allows  a 
declaration  of  less  than  1  g."  Because  1 
g  of  each  of  these  food  components 
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yields  4  c&lories,  this  araount  is  closer 
to  Iha  amount  that  will  yield  an 
"insignificant"  anuHint  of  caiorios.  By 
doing  this,  differentiation  of  amounts  of 
0.5  g  will  no  longer  be  necessary. 

In  the  case  of  vitamins  and  minimis, 
which  also  do  not  have  definitions  of 
"free"  levels,  I-DA  is  not  persuaded  that 
amounts  less  than  the  amount  defined 
as  a  .source  of  a  nutrient  (i.e..  less  than 
10  percent  of  the  RDI)  in  §  101.54(cMl) 
in  the  dot:ument  on  nutrient  content 
clainu  published  elsewhere  in  this  issue 
of  the  Federal  Register  can  be 
considered  "insigniRcant."  In  fact, 
assuming  that  as  many  as  20  fcxxls  are 
cousumeu  ;n  a  day  (Ref  109),  levels  of 
5  percent  or  more  of  the  RDI  per  food 
would  be  sufficient  to  assure  that  a 
person's  daily  requirements  were  met. 
Therefore.  FDA  rejects  the  suggestions 
that  amounts  greater  than  2  pert:ent  but 
less  than  10  percent  of  the  RDI  be 
considered  insignificant. 

177.  One  comment  expressed  concern 
about  a  potential  compliance  problem 
with  S  101.9(f)(1)  for  firms  who  elect  to 
"round  down"  Class  U  nutrients  under 
§  101.9(gK4)(ii)  and  to  "round  up" 
calories,  sugars,  total  fat.  saturated  fat. 
cholesterol,  or  sodium  under 
§  101.9(g)(5).  The  comment  stated  that 
by  defining  "insignificant"  based  on 
analytical  capabilities  while  at  the  same 
time  requiring  that  the  simplified  format 
be  used,  a  firm  could  find  itself  in 
violation  of  S  101.9(f)(1)  by  either 
claiming  that  it  is  required  to  use  the 
simplified  format,  or  by  asserting  that  it 
must  use  the  complete  nutrition  format. 

FDA  does  not  believe  its  proposed 
deHnition  of  "insignificant"  has  any 
bearing  on  this  concern  because  the 
concern  could  exist  at  any  defined  level. 
However,  the  amendment  of 
S  101.9(f)(1)  discussed  above,  whereby 
the  simplified  format  i^  allowed,  not 
required,  on  foods  that  meet  the 
qualifying  criteria,  resolves  the 
comment's  concerns  for  Class  II 
nutrients.  For  other  nutrients.  FDA 
advises  that  firms  should  determine 
label  values  to  be  in  compliance  with 
§  101.9(g)  and  then  determine,  based  on 
those  values,  whether  or  not  a  food 
qualifies  to  use  the  simplified  format. 

4.  Nutrients  To  Be  Declared 

178.  While  most  comments  supported 
the  required  declaration  of  "core" 
nutrients  (i.e.,  calories,  total  fat,  total 
carbohydrate,  protein,  and  sodium)  in 
the  simplified  format,  a  few  comments 
requested  t.hat  the  proposed  mandatory 
declaration  of  the  "core"  nutrients  be 
deleted.  Comments  from  firms 
manubcturing  honey,  chewing  gum, 
and  spices  requested  that  FDA  adopt  a 
more  simplified  format  for  foods  that 


have  very  limited  nutritional  value. 
These  comments  requested  that  only 
those  nutrients  that  are  present  at  more 
than  insignificant  levels  be  required  to 
be  declared.  For  example,  chewing  gum 
wo\jld  declare  only  calories  and 
carbohydrates,  and  seasoned  salt  only 
sodium. 

FDA  Is  not  persuaded  that  it  should 
drop  the  requirement  for  declaration  of 
the  core  nutrients.  This  core  information 
is  essential  to  aid  consumers  in  Inaming 
about  the  relative  nutritional  qualities  of 
all  foods,  and  it  allows  them  to  judge 
the  consequences  of  the  food  selections 
they  make.  Most  comments  supported 
this  position.  Also,  as  discus,s«d  above 
in  this  section  on  format,  consistency  in 
presentation  is  a  principle  that  has 
guided  the  agency  in  developing  the 
new  format  becau.se  such  consistency 
has  be<4n  shown  to  help  consumers. 
Therefore,  FDA  is  not  making  the 
requested  change. 

179.  A  few  comments  from  the  soft 
drink  industry  expres-sed  opposition  to 
mandatory  listing  of  sugars  in  the 
simplified  format  stating  that  it  is  not 
consistent  with  the  intent  of  the  law 
which  is  to  enhance  consumers' 
understanding  of  sound  dietary 
pratiices.  The  comments  contended  that 
mandatory  declaration  of  sugars  places 
undue  emphasis  on  a  nutrient  that  does 
not  warrant  such  emphasis  in  Hght  of  its 
physiological  impact.  One  comment 
explained  that  the  greatest  concern 
posed  by  sugars  is  their  potential 
carcinogenicity  which,  considering  the 
rapid  passage  of  soft  drinks  throu^  the 
mouth,  is  significantly  lower  than  other 
sugar-containing  foods. 

A  comment  from  the  honey  industry 
also  objected  to  required  declaration  of 
sugars  on  honey  products  on  the  basis 
that  it  "could  mislead  consumers  into 
thinking  that  the  honey  had  been 
manufactured  from  what  consumers 
most  likely  regard  as  'sugar' — table 
sugar." 

As  disaossed  in  section  IIU.S.  of  this 
document,  the  agency  has  concluded 
that  the  mandatory  declaration  of  sugars 
content  in  nutrition  labeling  is 
consistent  with  the  law.  In  regard  to  the 
simplified  format,  the  1990  amendments 
and  its  legislative  history  give  no 
direction  on  the  content  of  the 
simplified  label,  only  that  it  be  "in  a 
simplified  fonn  prescribed  by  the 
Secretary."  Based  on  the  criteria 
Congress  put  on  the  use  of  the 
simphfied  format,  it  is  possible  to  infer 
that  its  purpose  is  not  to  save  space  on 
the  label  nor  to  allow  the  declaration  of 
otherwise  mandatory  nutrients  to  be 
omitted,  but  rather  to  modify  the  label 
by  allowing  nutrients  not  present  in 
significant  amounts  to  be  omitted.  FDA 


does  not  believe  that  the  legislation 
allows  it.  or  that  there  is  any  reason,  to 
permit  a  nutrient  that  is  required  to  be 
declared  i.n  complete  nutrition  labeling 
to  be  omitted  from  the  simplified  format 
when  that  nutrient  is  present  in  more 
than  insignificant  amounts. 

In  response  to  the  comments  from  the 
honey  industry,  FDA  acknow ledges ^hat 
consumers  must  be  made  aware  of  the 
different  purposes  of  the  ingredient 
statement  and  the  nutrition  label  and  be 
taught  how  to  use  the  information  in 
each.  IDeveloping  this  awareness  will  be 
a  component  of  the  consumer  education 
program  discussed  in  section  IX.  of  this 
document. 

The  comment  presented  no  data  to 
show  that  consumers  will  be  misled  by 
a  declaration  of  sugars  in  the  nutrition 
label.  As  discussed  in  section  in.F.3.  of 
this  document,  FDA  believes  that  sugars 
should  be  a  mandatory  component  of 
nutrition  labeling  because  it  will  assist 
consumers  in  plannuig  diets  that 
conform  to  current  dietary  guidelines 
and  is  of  great  interest  to  consumers. 
Therefore,  FDA  finds  no  basis  not  to 
require  that  sugars  be  treated  in  the^ 
nutrition  label  of  honey  as  they  would 
be  in  the  nutrition  label  of  any  other 
pFodur4  that  is  a  natural  source  of 
sugars,  such  as  fruits. 

5.  Use  of  statement  "Not  a  Significant 
Source  of 

A  number  of  comments  were  received 
that  addres.sed  the  requirement  in 
§  101.9(fl{4)  that  the  simplified  format 
include  the  statement  "Not  a  significant 

soun«  of ,"  with  the  blank 

filled  in  with  the  name  of  the  missing 
nutrient,  when  additional  nutrients  are 
voluntarily  added  to  the  food  or 
det.lared  in  the  simplified  format. 

180.  Many  comments  on  this  subject 
supported  the  proposal.  However,  a  few 
comments  from  consumers,  heailh 
professional  associations,  and  industry 
suggested  that  all  simplified  labels 
should  include  a  statement  identifying 
those  nutrients  present  in  iastgxiihcant 
amounts,  such  as  "Not  a  significant 

source  of ."  One  comment 

stated  that  consumers  may  be  misled  by 
the  missing  information  unless  the 
nutrients  that  are  not  present  are 
identified.  Two  other  statements  that 
were  suggested  were:  "This  product 
does  not  provide  you  with  any 

"  where  the  blank  is  filled  in 

with  the  names  of  nutrients  present  in 
insignificant  amounts,  or  a  statement 
that  informs  consumers  that  "This  food 
contains  less  than  "^h  of  the  nutrients 
required  for  full  nutrition  labeling  " 

FDA  is  not  persuaded  that  consumers 
will  be  confused  by  the  absence  of 
certain  nutrients  on  simplified  labels. 
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Most  of  the  foods  that  will  be  able  to^^se 
this  format  are  basic  commodities  or 
simple  foods  (e.g..  oil.  butter,  sugar, 
syrups,  juices,  drinks)  for  which  it  is 
reasonable  to  expect  that  consumers 
will  know  that  the  missing  nutrients  are 
not  present  in  the  food.  Therefore,  in 
response  to  the  Congressional  intent 
that  the  label  be  "simpHfied."  the 
agency  is  not  making  the  suggested 
change. 

181.  Other  industry  comments 
generally  opposed  requiring  such  a 
statement  when  additional  nutrients  are 
voluntarily  added  to  the  food  or 
declared  in  the  simplified  format  on  the 
grounds  that  it  clutters  the  label  with  a 
long  list  of  nutrients  that  are  not 
present.  One  comment  stated  sudi  a 
requirement  is  discriminatory, 
especially  if  the  additional  nutrient  is 
declared  because  of  a  nutrient  content 
claim.  Another  comment  suggested  that 
simplified  labels  that  declare  naturally 
occurring  nutrients  be  treated 
differently  from  those  that  declare 
added  nutrients.  Several  comments 
suggested  that  the  statement  "Not  a 
significant  source  of  other  nutrients"  be 
used  in  lieu  of  the  proposed  statement 
as  this  would  provide  consumers 
information  without  cluttering  the  label 

FDA  disagrees  with  the  comments. 
When  nutrients  are  voluntarily  added  to 
a  food  or  voluntarily  declared  in  the 
nutrition  label,  or  when  a  nutrient 
content  claim  is  made  on  the  label,  the 
food  is  being  marketed  as  a  significant 
source  of  nutrients.  In  such  cases,  the 
food  label  would  be  in  violation  of 
section  201(n)  of  the  act  unless 
consumers  are  advised  about  the  full 
nutritional  profile  of  the  food. 

FDA  shares  the  concern  about  the 
space  required  by  the  list  of  nutrients 
not  present.  However,  the  statement 
"Not  a  significant  source  of  other 
nutrients"  is  too  broad  and  therefore 
could  be  misleading  on  a  large 
proportion  of  foods.  Even  though  the 
food  may  not  contain  significant 
amounts  of  the  nutrients  required  in 
§  101.9(c).  it  may  contain  significant 
amounts  of  other  essential  nutrients  that 
are  not  required  to  be  declared  in 
nutrition  labeling.  The  language 
suggested  by  the  comment,  however, 
asserts  that  the  food  is  not  a  source  of 
any  other  nutrients.  Thus,  to  determine 
whether  such  a  statement  is  true,  it 
would  be  necessary  to  analyze  for  all 
known  essential  nutrients.  The  agency 
believes  that  such  a  situation  makes  no 
sense  and  therefcae  is  not  making  the 
suggested  change. 

182.  One  industry  comment  opposed 
the  exemption  of  standardized  enriciied 
foods  from  the  required  statement  "Not 
a  significant  source  of ." 


stating  that  there  is  no  basis  for  treating 
different  food  products  (i.e., 
nonstandardized  enriched  foods) 
discriminatorily.  Another  comment 
wanted  FDA  to  state  that  the  eddition  of 
a  nutrient  such  as  vitamin  C  to  a  food, 
if  required  by  a  standard  of  identity  or 
another  government  standard  (i.e.,  a 
purchase  specification  to  qualify  for  use 
in  the  Special  Supplemental  Food 
Program  for  Women,  Injants.  and 
Children  (WIC))  would  not  require  the 
statement  "Not  a  significant  source  of 

FDA  is  persuaded  that  foods 
containing  added  vitamins  and 
minerals,  whether  under  a  food 
standard  or  not  and  whether  required  by 
purchase  specifications  or  not.  should 
be  treated  similarly.  Therefore,  FDA  has 
modified  proposed  §  101.9(f)(4)  to 
require  that  if  any  vitamins  or  minerals 
are  declared  as  part  of  the  simplified 
format  for  any  reason,  the  statement 

"not  a  significant  source  of " 

shall  be  included  at  the  bottom  of  the 
nutrition  label.  This  statement  is  also 
required  if  any  additional  naturally 
occurring  nutrients  are  voluntarily 
declared  in  the  simplified  format.  To 
clarify  the  regulation,  the  requirement 
that  any  added  vitamins  and  minerals 
must  be  declared  as  part  of  the 
simplified  format  is  removed  from 
proposed  §  101.9(fK4)  to  become  new 
§  101.9(f)(2)(iv).  Additionally. 
§  101.9(f)(4)  is  subdivided  into  §  101.9 
(0(3)  and  (f)(4). 

6.  Format  for  the  SimpUfied  Label 

183.  Many  comments  frpm  industry 
responding  to  the  supplementary 
proposal  were  opposed  to  requiring  the 
DRV  list  in  the  simplified  format, 
arguing  that  such  a  required  list  would 
considerably  expand  the  simplified 
format  and  therefore  defeat  its  purpose. 

A  few  comments  responding  to  the 
format  proposal  argued  that  examples  of 
simplified  formats  illustrated  at 
appendix  D  of  the  proposed  rule  were 
merely  abbreviated  versions  of  the 
nutritioQ  label  format  and  not  simplified 
formats  as  called  for  by  the  1990 
amendments.  These  comments  were 
particularly  critical  of  the  inclusion  of 
the  listing  of  DRVs  in  the  simplified 
format  because  d»ey  argued  that  an 
abbreviated  list  of  DRVs  would 
communicate  incomplete,  and  therefore 
misleading,  information  about  a  total 
daily  diet.  Other  comments  supported 
the  examples  of  simplified  formats  in 
the  proposed  rule  on  the  grounds  that 
they  eliminated  unnecessary 
information  but  retained  a  consistent 
appearance  with  the  regular  format. 

FDA  agrees  that  an  important 
consideration  for  the  simplified  format 


is  that  it  retain  common  elemakits  with 
the  regular  format  to  fitdlitate  consomer 
understanding  and  use  of  the  nutrition 
information.  TOA  does  not  agree  that 
section  403(q)(5MC)  of  the  act  requires  a 
simplified  format  that  is  simpler  in 
other  respects  than  being  an  abbreviated 
version  of  the  regular  format.  As 
discussed  in  comment  179  of  this 
document,  the  1990  amendments  and 
their  legislative  history  give  no  direction 
on  the  content  of  the  simplified  format. 
However.  FDA  agrees  widi  the  concern 
expressed  about  the  value  of  an 
abbreviated  list  of  DRVs.  After  careful 
consideration  of  the  comments,  the 
agency  is  convinced  that  by  declaring 
quantitative  amounts  as  percent  of  TMly 
Values,  the  simplified  format  will  retain 
sufficient  common  elements  with  the 
regular  format  to  facilitate  consumer  \ise 
and  comprehension.  The  agency  is  also 
convinced  that  not  requiring  the  full 
footnote  and  calorie  conversion 
information  required  in  §  101.9  (d)(8) 
and  (d)(9)  on  the  simplified  format  will 
not  sacrifice  important  objectives  of  the 
legislation  because  the  information  is 
not  specific  to  the  particular  food  and  is 
available  on  a  significant  portion  of  the 
food  supply.  Therefore,  FDA  is 
requiring  in  S  101.9(f)(5)  that  a 
simplified  format  contain  only 
quantitative  and  Percent  of  Daily  Value 
information  in  the  same  format  as 
required  for  full  or  dual  nutrition 
labeling  in  §  101.9  (d)  and  (e), 
respectively. 

184.  Comments  to  the  format  proposal 
addressing  the  use  of  the  simplified 
PERCENT  DV  formats  generally 
preferred  the  use  of  columns  rather  than 
the  in-line  presentation.  Comments 
stated  that  the  in-line  presentations 
appear  significantly  more  difficult  to 
use  and  make  it  difficult  to  distinguish 
the  actual  quantitative  amounts  from  the 
DRVs.  One  comment  was  received  from 
a  consumer  interest  group  opposing  the 
line  concept  on  the  grounds  that  it  is 
difficuh  to  read,  confusing,  and  will 
allow  a  company  to  hide  Ae  content  of 
fat.  sodium,  or  other  imdesirable 
nutrients  in  the  product.  The  comment 
maintained  that  if  a  line  format  is 
allowed,  it  should  only  be  permitted 
when  no  additional  voluntary 
disclosxues  are  made.  The  comment 
stated  that  siich  additions  would  make 
the  nutrition  information  comparable  in 
length  to  the  required  fonnat.  and  FDA 
has  already  determined  that  the 
required  format  would  not  be  legible  in 
a  line  format.  However,  several  industry 
comments  were  received  in  support  of 
allowing  the  abbreviated  nutrition 
information  to  be  presented  in  either 
votical  columns  or  lines  because  of  the 
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flexibility  and  saving  in  space  provided 
in  this  option. 

FDA  agrees  that,  where  label  space  is 
adequate,  the  simplified  label  is  best 
understood  when  the  information  is 
presented  in  columns,  particularly 
when  additional  nutrients  are 
voluntarily  disclosed.  However,  as 
discussed  in  section  VI.K.  of  this 
document,  the  agency  is  aware  that 
special  allowances  are  necessary  on 
labels  of  small  or  intermediate  sized 
packages.  Therefore,  in  §  101.9(f)(5)  the 
agency  is  requiring  that  nutrition  labels 
on  products  qualifying  for  the 
simplified  format  present  the  required 
information  in  the  same  format  as  is 
required  in  §  101.9  (d)  and  (e)  for  other 
packaged  foods,  except  that  foods  in 
small  and  intermediate  sized  packages 
that  come  under  §  101.9(j)(13)  are 
allowed  by  that  section  :o  present  the 
information  in  a  linear  fashion. 
Examples  of  simplified  formats  are  seen 
in  appendix  F. 

185.  One  industry  comment  said  that 
while  it  supported  the  simplified 
nutrition  label  format  for  sugar,  this 
format,  as  depicted  in  the  proposal,  may 
be  confusing  on  labels  of  soft  drinks 
because  consiuners  may  conclude  that 
the  soft  drink  has  36  g  carbohydrate  and 
36  g  sugars.  If  sugars  are  required  to  be 
listed,  the  format  should  provide  for 
indentation  that  would  clarif>'  that 
sugars  are  a  subcategory  of  total 
caihohydrates. 

FDA  agrees  that  the  format  must  allow 
for  subcomponents  to  be  indented  under 
the  primary  component.  Accordingly. 
§  101.9(c)(6)(ii)  specifies  that  sugars  are 
to  be  indented  under  total  carbohydrate. 
A  similar  requirement  is  specified  for 
each  subcomponent.  In  addition. 
§  101.9(dMl){iv)  requires  the  primary 
component  to  be  highlighted  to  further 
differentiate  it  from  its  subcomponents. 

VI.  Exemptions  and  Special  Conditiona 

A.  Small  Business 

The  1990  amendments  granted  an 
exemption  from  mandatory  nutrition 
labeling  for  small  businesses.  Under 
section  403(q)(5](D]  of  the  act,  a  small 
business  is  defined  as  a  business  with 
less  than  $500,000  annual  gross  sales  of 
food  or  any  commodity,  or  a  business 
with  annual  gross  sales  of  more  than 
$500,000  but  less  than  $50,000  in  food 
sales.  The  exemption  does  not  apply  to 
those  products  that  make  nutrition 
claims  or  provide  nutrition  information. 

186.  Many  comments  from  industr>', 
trade  associations,  and  international 
organizations  have  stressed  that  the 
dollar  exemption  limits  in  proposed 
§  101.9(j)(l)  that  implement  the  1990 
amendments  are  too  low.  The  comments 


note  that  the  sum  of  analytical,  printing, 
and  other  costs  of  nutrition  labeling  are 
prohibitively  expensive  for  low  volume 
products.  Many  small  food  producers 
that  exceed  the  $500,000/$50,000  sales 
limit  report  that  they  will  suffer  a  severe 
economic  hardship  if  forced  to  comply 
with  the  nutrition  labeling  rules."One 
comment  stated  that  without  an 
increased  exemption,  25  percent  of  food 
businesses  in  Kansas  would  close.  Retail 
bakery  and  confectionery  trade  groups 
stated  that  the  nature  of  their  business 
dictates  that  they  offer  hundreds  of 
different  products  throughout  the  year, 
and  that  limiting  and  standardizing 
product  lines  would  cause  a  retail 
operation  to  lose  its  character  and 
appeal.  Yet,  the  need  to  nutrition  label 
products  would  force  such 
standardization.  Other  consequences  for 
small  businesses  that  would  not  qualify 
for  the  exemption  that  were  identified 
in  the  comments  included  the  loss  of  a 
substantial  portion  of  annual  profits, 
loss  of  low  volume  product  lines,  and 
small  business  failure. 

FDA  has  considered  these  comments 
and  believes  that  there  is  merit  in  many 
of  the  contentions  they  raise.  To  gain 
adequate  information  on  what  to 
recommend  as  a  reasonable  and 
appropriate  adjustment  to  the  1990 
amendments'  standard,  FDA 
participated  in  a  series  of  public  forums 
that  had  been  scheduled  by  USDA  to 
discuss  the  small  business  issue.  These 
forums  were  held  in  May,  1992,  in 
Kansas  City,  MO;  Atlanta,  CA;  and  San 
Francisco,  CA.  In  a  notice  of  the  public 
forums  (57  FR  19410,  May  6,  1992), 
FDA  announced  its  participation  in  the 
forums  and  requested  comment  on  a 
number  of  issues,  such  as  which  option 
should  be  used  to  amend  the  current 
statutory  exemption — increasing  the 
gross  annual  sales  exemption,  providing 
an  exemption  based  on  the  number  of 
units  sold  of  a  particular  product  line, 
basing  the  exemption  on  the  number  of 
employees,  or  any  combination  of  such 
options.  Comments  were  also  requested 
on  the  feasibility  of  compliance  with 
various  limits  and  the  effect  on  the 

Eiercent  of  the  diet  bearing  nutrition 
abeling. 

The  agency  has  compiled  the 
information  it  received!.  However,  at  the 
current  time  the  agency  is  constrained 
by  the  requirements  of  section 
403(q)(5)(D)  of  the  act.  Therefore. 
§  101.9(i)(l)(i)  has  not  been  changed.  If 
Congress  amends  the  statute,  FDA  will 
implement  the  change  as  soon  as 
possible  thereafter. 

187.  Comments  have  questioned 
FDA's  interpretation  of  that  part  of 
section  403(q)(5)(D)  of  the  act  that  states 
"If  a  person  offers  food  for  sale  •  •  • 


or  has  business  done  in  sales  to 
consumers"  to  mean  that  foods 
produced  by  small  businesses  that  are 
exempt  would  have  to  bear  nutrition 
labeling  if  they  were  sold  by  a  larger 
retailer  who  was  not  exempt.  The 
comments  stated  that  this  interpretation 
would  have  a  devastating  impact  on 
many  small  entrepreneurs  who 

firimarily  sell  their  products  through 
arger  retailers  or  department  stores. 

In  §  101.9(j)(l)(ii),  FDA  proposed  that 
this  exemption  applied  to  any  "person 
who  manufactures,  packs,  or  distributes 
food  for  ultimate  sale  to  consumers  at 
the  retail  level  as  well  as  any  pyerson 
directly  involved  in  the  retail  sale  of 
foods  to  consumers."  The  legislative 
history  was  not  specific  as  to  whether 
the  term  "retailer"  applied  only  to  the 
small  business  retailer/producer  or  to  a 
larger  retailer  acting  as  a  middle-man  in 
handling  the  sale  of  the  items  to  the 
ultimate  consumer  (Ref.  16).  The  agency 
is  convinced  by  the  comments  that  its 
interpretation  would  have  luiintended 
consequences  on  small  businesses  and. 
therefore,  is  removing  "as  well  as  any 
person  directly  involved  in  the  retail 
sale  of  foods  to  consumers"  from 
§  101.9(j)(l)(ii).  To  further  clarify  which 
foods  are  covered  by  the  small  business 
exemption  and  to  streamline  the 
regulations,  FDA  is  also  deleting  the 
remaining  portion  of  §  101.9(i)(l)(ii)  8i}d 
revising  §  101.9(j)(l)(i)  to  state  that 
"Food  offered  for  sale  by  a 
manufacturer,  packer,  or  distributor 
who  has  annual  gross  sales  made  or 
business  done  in  sales  to  consumers  that 
is  not  more  than  *  *  *."  The  agency's 
intent  with  this  change  is  that  the 
■  exemption  will  apply  to  persons  whose 
name  appears  on  the  label  as  the 
manufacturer,  packer,  or  distributor  of 
the  product,  regardless  of  who 
ultimately  sells  the  product  to  the 
consumer.  As  a  consequence, 
§  101.9(j)(l)(iii)  is  redesignated  as 
§101.9{j)(l)(ii). 

B.  Eeady-toEat Foods 

188.  Comments  stated  that  proposed 
§  101.9  (j)(2)  and  (j)(3)  did  not 
adequately  track  section  403(q)(5)(A)(i) 
and  (q)(5)(A)(ii)  of  the  act.  which  both 
pertain  to  foods  ready  for  consumption 
but  differ  in  that  section  403(q)(5){A)(i) 
of  the  act  addresses  foods  served  for 
immediate  human  consumption  and 
section  403(q)(5)(A)(ii)  addresses  similar 
types  of  foods  that  are  sold  ready  for 
human  consumption  but  not  for         \  \ 
immediate  human  consumption  and 
that  are  processed  and  prepared 
primarily  on  the  premises. 

The  agency  is  persuaded  that 
proposed  §  101.9  ())(2)  and  (j)(3}  in  its 
supplementary  mandatory  nutrition 
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labeling  proposal  (56  FR  60366)  (which 
were  based  on  proposed  §  101.9  (h)(2) 
and  (hK3)  in  FDA's  July  19. 1990. 
mandatory  nutrition  labeling  proposal) 
did  not  adequately  implement  the  1990 
amendments.  FDA  is  therefore  revising 
these  two  sections  as  discussed  below  in 
accordance  with  the  1990  amendments 
and  in  response  to  comments. 

1.  Foods  for  Immediate  Human 
Consumption 

In  proposed  §  101.9(j)(2)  of  its 
supplementary  proposal  (56  FR  60366). 
FDA  proposed  to  exempt  "food 
products  provided  by  restaurants  or 
other  food  service  facilities  offering 
restaurant-type  services  (e.g., 
delicatessens,  bakeries,  feeding  facilities 
in  organizations  such  as  schools, 
colleges,  hospitals,  and  transportation 
carriers  (such  as  trains  and  airplanes))." 
While  this  list  was  not  all-inclusive,  it 
was  intended  to  respond  to  section 
403(q)(5)(A)(i)  of  the  act  which  directed 
the  agency  to  exempt  food  "which  is 
served  in  restaurants  or  other 
establishments  in  which  food  is  served 
for  immediate  human  consumption 
•   •  *."  Examples  of  congressional 
intent  concerning  the  types  of  facilities 
covered  by  section  403(q)(5)(AKi)  of  the 
act  are  limited  In  the  legislative  history 
to  cafeterias  and  hospitals  (Ref.  16). 

189.  While  many  comments 
supported  the  exemption  in  §  101.9(i)(2) 
for  restaurants,  several  comments 
requested  clarification  about  the 
coverage  of  the  proposed  section.  For 
example,  comments  asked  whether  it 
covers  retail  confectioners,  ready-to-eat 
food  carryouts,  vending  machines,  and 
food  delivery  systems  such  as  meals-on- 
wheels  programs  or  establishments  such 
as  pizza-delivery  companies.  Comments 
also  pointed  out  the  great  diversity  in 
tha  t>T3es  of  establishments  in  which 
food  is  served  for  immediate  human 
consumption  in  the  United  States.  For 
instance,  comments  stated  that  in 
addition  to  full-service  restaurants, 
many  establishments  such  as 
delicatessens,  bakeries,  candy  stores, 
and  convenience  stores  provide 
customers  with  tables  and  chairs  to  sit 
and  immediately  consume  foods 
purchased.  Others,  whether  for  lack  of 
space  or  for  other  reasons,  do  not 
provide  such  facilities.  For  example, 
frequently  food  franchises  in  shopping 
malls  sell  cookies  or  other  snack  foods 
expecting  customers  to  eat  the  foods 
while  walking  in  the  mall  or  while 
sitting  on  benches  located  throughout 
the  mall. 

Comments  from  a  company  producing 
sandwich  and  salad  items  in  a 
commissary  for  sale  in  vendii^ 
machines  requested  to  be  included 


under  this  exemption  because  the 
subject  foods  are  sold  for  immediate 
consumption,  not  for  "take-home"  use, 
and  because  the  foods  are  prepared  in 
a  commissary  kitchen  similar  to  a 
restaurant/cafeteria  kitchen,  where 
foods  are  assembled  by  hand  and 
subject  to  individual  product  variations. 
The  comment  argued  that  mandatory 
nutrition  labeling  would  require 
standardization  of  menu  items,  thereby 
prohibiting  common  day-to-day 
variations  in  the  food  items  produced, 
and  would  require  larger  labels  or 
smaller  type-size,  both  of  which  would 
be  difficult  or  impossible  to  reed 
through  the  small  glass  door  of  a 
refrigerated  vending  machine. 

Similarly,  one  comment  pointed  out 
that  some  foods  sold  in  convenience 
stores  are  intended  for  immediate 
human  consumption  and  compete 
directly  with  foods  served  by 
restaurants  and  delicatessens.  It  stated 
that  many  stores  have  seating  areas  for 
customers  to  use  while  eating  foods 
purchased  on-site,  and  that  in  some 
states,  such  convenience  stores  must 
have  restaurant  licenses.  Foods  sold 
range  from  self-service  beverages  to 
prewrapped  sandwiches,  prepared  off-' 
site  by  vendors  and  offered  for  sale  in 
store  display  cases. 

FDA  notes  that  section  403(q)(5)(AXi) 
of  the  act  addresses  restaurants  and 
"other  establishments  in  which  food  is 
served  for  immediate  human 
consumption."  To  respond  to  the 
comments  stating  the  proposed  rules 
did  not  adequately  track  the  1990 
amendments,  the  agency  is  revising 
proposed  §  101.9(j){2)  to  include  a  new 
paragraph  (ii)  that  states  that  the 
exemption  is  to  include  food  products 
served  in  "other  establishments  in 
which  food  is  served  for  immediate 
human  consumption."  In  addition,  in 
response  to  comments  seeking 
clarification  of  the  coverage  of  such 
"other  establishments."  and  in 
recognition  of  the  diversity  of  food 
service  operations  in  the  United  States, 
the  agency  advises  that  while  some 
enforcement  decisions  will  need  to  be 
made  on  a  case-by-case  basis,  for 
efficient  enforcement  of  the  act,  it  is 
providing  in  §  101.9(j)(2)(ii)  that,  in 
addition  to  food  service  in  hospitals  and 
cafeterias,  the  agency  considers  that  this 
exemption  applies  to  establishments 
such  as  bakeries,  delicatessens,  and 
retail  confectionery  stores  where  there 
are  facilities  for  "immediate 
consumption"  on  the  premises  (i.e.. 
tables  or  counters  with  chairs);  to  food 
service  vendors  such  as  lunch  wagons, 
mall  cookie  counters,  vending 
machines,  and  sidewalk  carts  wiiere 
foods  are  generally  consumed 


immediately  where  purchased  or  while 
walking  away  (including  similar  foods 
sold  from  convenience  stores);  and  to 
food  delivery  systems  or  establishments 
where  ready-to-eet  foods  are  delivered 
to  homes  or  offices  for  immediate 
consumption. 

FDA  recognizes  that  some  persons 
might  consider  that  it  is  inconsistent  for 
the  agency  to  exempt  packaged  foods 
sold  in  vending  machines  from  nutrition 
labeling  but  not  from  ingredient 
labeling.  However,  the  agency  is 
convinced  that  such  foods  are  exempted 
from  nutrition  labeling  by  section 
403(q)(5)(AMi)  of  the  act  because 
vending  machines  serve  food  for 
immediate  consumption,  and  there  is  no 
similar  statutory  exemption  from 
inraedient  labeling. 

Regarding  convenience  stores,  FDA 
agrees  that  some  foods  sold  in  such 
stores  bear  many  similarities  to  foods 
sold  at  restaurants  and  delicatessens 
and  should  qualify  for  similar 
exemptions.  Because  circumstances  will 
vary  greatly  according  to  the  services  a 
particular  convenience  store  offers,  it  is 
not  possible  to  state  precisely  which 
foods  do  or  do  not  have  to  provide 
nutrition  labeling.  Rather. 
determinations  will  have  to  be  made  on 
a  case-by-case  basis.  However. 
§  101.9(j)(2)  generally  provides  an 
exemption  for  foods  of  the  type  served 
in  restaurants  or  other  establishments  in 
which  food  is  served  for  immediate 
human  consumption.  Such  foods  might 
include  beverages  (both  self-service  and 
those  served  by  store  personnel), 
frankfurters  in  a  roll,  cold  sandwiches. 
pizzas,  and  hand-packed  ice  cream 
cones. 

190.  Many  comments  requested  that 
proposed  §  101.9(j)(2)  be  amended  to 
clearly  exempt  foods  "sold  for  sale  or 
use"  in  restaurants  or  other 
establishments  in  which  food  is  served 
for  immediate  human  consumption  as 
specified  in  section  403(q)(5KA)(i)  of  the 
act  They  argued  that  the  statutory 
language  indicates  that  food  intended 
for  use  in  restaurants  is  exempt  from 
mandatory  nutrition  labeling  in  the 
absence  of  nutrient  content  or  health 
claims.  The  comments  pointed  out  that 
proposed  §  101.9(j)(2)  merely  provided 
an  exemption  for  foods  provided  by 
restaurants  and  did  not  cover  foods 
intended  for  sale  or  use  in  restaurants. 
The  agency  agrees  that  the  proposed 
regulations  did  not  fully  implement 
section  403(qK5)(AKi)  of  the  act  that 
covers  foods  sold  for  sale  or  use  In 
restaurants  or  other  sudi 
establishments.  As  directed  in  the 
statute,  this  exemption  applies  to  aU 
foods  sold  in  restaurants,  indudiog 
packaged  products  such  es  a  spedaky 
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house  dressings  made  by  the  restaurant, 
or  used  in  r«staurants,  such  as  portion 
controlled  packages  (e.g.,  individual 
catsup  or  co^ee  whitener  packages)  for 
use  only  in  restaurants.  If  a 
manufacturer  makes  a  product  for  sale 
only  in  restaurants  (e.g.,  a  package  of 
candy),  that  product  need  not  be 
nutrition  labeled.  However,  if  there  is  a 
reasonable  possibility  that  the  product 
will  be  purchased  directly  by  consumers 
in  a  setting  other  than  a  restaurant  or 
other  establishment  in  which  it  is 
served  for  immediate  consumption,  it 
must  be  nutrition  labeled  (see  Ref.  25). 
Accordingly,  FDA  has  modified 
proposed  §  101.9())(2)  to  add  a  new 
paragraph  (iii)  that  exempts  foods  sold 
for  sale  or  use  only  in  restaurants  or 
other  establishments  in  which  food  is 
served  for  immediate  human 
consumption. 

191.  A  few  comments  requested  that 
the  second  sentence  of  proposed 
§  101.9())(2)  be  revised  to  adequately 
implement  section  403(q)(5)(F)  of  the 
act  that  exempts  food  "which  is  sold  by 
a  food  distributor  if  the  food  distributor 
principally  sells  food  to  restaurants  or 
other  establishments  in  which  food  is 
served  for  immediate  human 
consumption  and  does  not  manufacture, 
process,  or  repackage  the  food  it  sells." 
The  comments  pointed  out  that  the 
second  sentence  in  proposed 
§  101.g(j)(2)  would  only  exempt  "foods 
sold  to  restaurants  by  distributors 
*   *   •"  wliich  is  duplicative  of  that  part 
of  403(q](5)(A)(i)  of  the  act  that 
stipulates  an  exemption  for  foods  sold 
for  sale  or  use  in  restaurants  and  fails  to 
include  the  broader  exemption  in 
403(q)(5){F)  of  the  act  for  ail  foods  sold 
by  distributors  who  principally  sell  food 
to  restaurants  or  other  establishments  in 
which  food  is  served  for  immediate 
human  consumption  and  who  do  not 
manufacture,  process,  or  repackage  the 
food  they  sell. 

The  agency  is  persuaded  that  there  is 
a  need  to  revise  the  second  sentence  of 
proposed  §  101.9(j)(2).  As  discussed  in 
the  legislative  history  (Ref.  25),  the  food 
distributor  that  sells  principally  to 
restaurants  and  other  food  service 
establishments  is  exempted  from 
mandatory  nutrition  labeling 
requirements  as  long  as  the  food 
distributor  does  not  manufacture  the 
product  sold  to  the  consumer.  However, 
the  legislative  history  states: 

The  manufacturer  of  such  products  would 
be  responsible  for  providing  the  nutrition 
information  on  the  products  if  there  is  a 
reasonable  possibility  that  the  product  will 
be  purchased  directly  by  consumers,  even  if 
the  principal  customers  are  restaurants  and 
other  wholesale  purchasers.  •  •  •  |T)he 
distributor  is  not  liable  as  long  as  the 


distributor  does  not  manufecture  the  product 
sold  to  the  consumer. 
(Ref.  25) 

In  essence,  this  legislative  history 
makes  clear  that  section  403(q)(5)(F)  of 
the  act  is  intended  to  direct  the  agency 
to  do  for  foods'sold  to  restaurants  what 
it  does  for  foods  sold  to  consumers;  that 
is,  to  hold  the  manufacturer,  not  the 
seller,  responsible  for  nutrition  labeling 
of  foods.  (The  only  exception  to  this 
approach  is  the  voluntary  nutrition 
labeling  program  for  raw  fruits, 
vegetables,  and  fish  in  which  the  retailer 
is  to  provide  the  nutrition  information.) 
This  exemption  would  apply  to  an 
independent  distributor  who  principally 
distributes  institutional  foods  directly  to 
restaurants  and  similar  establishments 
and  does  not  manufacture,  process,  or 
repackage  the  food  it  sells. 

Thus,  under  this  exemption,  such  a 
distributor  is  not  responsible  for 
nutrition  labeling  a  product,  even  if  it 
sells  the  product  in  a  so-called  "cash 
and  carry"  store,^nless  it  manufactures, 
processes,  or  repackages  the  food  for 
sale  to  consumers.  On  the  other  hand, 
a  manufacturer  of  institutional  size  food 
products  is  responsible  for  nutritionally 
labeling  those  products  if  there  is  a 
reasonable  possibility  that  they  will  be 
sold  to  consumers,  for  example,  through 
such  a  mechanism  as  a  cash  and  carry 
store. 

Therefore,  proposed  §  101.9(j)(2)  is 
modiHed  by  adding  §  101.9(j)(2)(iv)  to 
fully  implement  this  exemption. 

192.  One  comment  recommended  that 
statements  such  as  "for  food  service 
use"  or  "not  labeled  for  retail  sale"  be 
used  as  one  means  of  qualifying  for  the 
exemption  or  that  such  foods  be 
identified  by  the  size  of  the  package. 
The  comment  suggested  that  such  a  rule 
would  be  of  particular  help  for  foods 
imported  for  the  food  service  trade. 

The  legislative  history  quoted  in  the 
preceding  comment  makes  clear  that 
nutrition  labeling  is  required  "if  there  is 
a  reasonable  possibility  that  the  product 
will  be  purchased  directly  by  consumers 
*  •   •."Therefore,  the  agency  does  not 
believe  that  a  label  statement  can  be 
used  as  the  basis  for  this  exemption. 
The  agency  is  concerned  that,  if 
permitted,  a  label  statement  such  as  "for 
food-service  use"  would  be  used  to 
claim  exemption  for  products  that 
Congress  intended  to  be  nutrition 
labeled.  Therefore,  rather  than  create  the 
possibility  for  potentially  misleading 
labeling,  FDA  is  denying  this  request. 

Imported  foods  that  are  in  large 
packages  that  are  obviously  not 
intended  or  packaged  for  sale  to 
consumers  would  be  considered  exempt 
under  §  101.9(j)(9)  which  deals  with 
foods  shipped  in  bulk  form  that  are  to 


be  processed,  labeled,  or  repacked  at  a 
subsequent  site. 

193.  Several  comments  opposed 
proposed  §  101.9(j)(2)  because  it  would 
exempt  restaurants  from  mandatory 
nutrition  labeling.  These  comments 
urged  that  restaurants,  particularly  the 
regional  and  national  chain  restaurants, 
be  required  to  have  nutrition 
information  available  to  consumers. 
Some  comments  suggested  that  the 
required  information  could  be:  (1) 
limited  to  calories,  fet.  saturated  fat, 
cholesterol,  and  sodium;  (2)  based  on 
computer  analysis  of  nutrient  databases; 
and  (3)  presented  in  alternative  ways 
such  as  brochures,  menu  boards, 
posters,  or  tray  liners.  A  few  large  fast 
food  restaurant  chains  requested 
guidelines  for  voluntary  nutrition 
labeling  with  flexibility  in  format  and 
content.  They  requested  that  restaurants 
be  allowed  to  use  their  own  serving 
sizes,  present  information  on  an  as- 
served  basis,  and  update  information 
annually. 

In  response  to  comments  requesting 
that  restaurants  be  required  to  provide 
nutrition  information,  the  agency  points 
out  that  section  403(q)(5)(A)(i)  of  the  act 
specifically  exempts  restaurants  and 
other  establishments  in  which  food  is 
served  for  immediate  human 
consumption  from  mandatory  nutrition 
labeling,  unless  a  nutrient  content  claim 
or  a  health  claim  is  made.  The 
requirements  that  pertain  when  claims 
are  made  are  discussed  extensively  in 
the  final  rules  on  the  general 
requirements  for  nutrient  content  claims 
and  health  claims  that  are  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

FDA  is  aware,  however,  of  the 
consumer  interest  in  knowing  the 
nutrient  content  of  foods  eaten  away 
from  home.  In  response  to  that  interest 
and  to  the  comments  from  fast  food 
chains,  the  agency  intends  to  work 
closely  with  all  interested  parties, 
particularly  those  in  the  food-service 
sector,  to  develop  guidelines  for 
presenting  nutrition  content  information 
in  a  restaurant  setting  in  such  a  way  that 
it  will  not  inhibit  the  fiow  of  useful 
nutrition  information  (e.g.,  claims)  to 
the  consumer,  while  at  the  same  time 
providing  assurance  of  the  reasonable 
accuracy  of  the  information,  thus 
furthering  the  goal  of  the  1990 
amendments  to  aid  consumers  in 
maintaining  healthy  dietary  practices. 

194.  One  comment  agreed  that  the 
1990  amendments  exempt  restaurants 
from  mandatory  nutrition  labeling  but 
requested  that  they  be  regulated  under 
sections  201  and  403(a)  of  the  act.  The 
comment  also  requested  that  FDA 
clarify  that  the  1990  amendments  have 
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no  preemptive  effect  on  state  or  local 
regulation  of  the  nutritional  disclosures 
by  restaurants. 

FDA  advises  that  the  exemptions  in 
§  101. 9(j)  in  no  way  exempt  any  foods 
from  regulations  promulgated  under 
sections  201  and  403(a)  of  the  act.  In 
regard  to  State  and  local  preemption, 
the  legislative  history  states  that 
"Because  food  sold  in  restaurants  is 
exempt  from  the  nutrition  labeling 
requirements  of  section  403(q)(l) 
through  (q)(4)  of  the  act,  the  bill  does 
not  preempt  any  State  nutrition  labeling 
requirements  for  restaurants.  If  States  do 
require  such  labeling  in  restaurants,  it  is 
important  that  they  make  every  effort  to 
make  those  requirements  consistent 
with  the  requirements  of  the  bill."  (Ref. 
110). 

2.  Foods  Not  for  Immediate 
Consumption.  195.  Many  comments 
objected  to  proposed  §  101.9(j)(3)  that 
allowed  an  exemption  for  in-store 
delicatessen  and  bakery  foods  only 
when  they  were  sold  from  behind 
service  counters.  Comments  pointed  out 
that  the  1990  amendments  made  no 
distinction  for  such  foods  when  sold 
from  behind  the  counter  rather  than 
from  a  self-service  display.  They  stated 
that  such  a  rule  would  be  totally 
unworkable  and  would  adversely  affect 
the  bakery  and  deli  departments.  Such 
a  rule,  according  to  the  comments, 
would  make  it  impossible  to  sell  foods 
that  are  sold  from  behind  the  service 
counter  during  the  day,  at  night,  when 
no  service  clerks  are  available,  or  to 
assemble  sandwiches  and  salads  for  fast 
pickup  during  the  lunch  hour  from  self- 
service  counters,  without  nutrition 
labeling  those  foods.  A  trade  association 
reported  that  21  percent  of  in-store 
bakeries'  sales  come  from  bulk  self- 
service  units  and  42  percent  from 
prepackaged  self-service  cases,  and  that, 
if  compelled  to  standardize  and  label 
their  products,  such  bakeries  would  be 
unable  to  continue  in  competition  with 
wholesale  bakery  items. 

The  comments  argued  that  in-store 
delicatessens  and  bakeries  should  be 
able  to  adhere  to  the  same  regulations  as 
their  independent  counterparts,  with 
whom  they  compete  for  business.  They 
stated  that  in-store  delicatessens  and 
bakeries  operate  as  independent 
bakeries  in  that  their  accountability  is 
separate  from  the  rest  of  the  store. 

Other  comments  stated  that  the  intent 
of  Congress  was  that  foods  similar  to 
restaurant  foods  that  are  ready  for 
immediate  consumption,  and  mat  are 
produced  by  retailers  that  offer  variable 
and  nonstandardized  products,  should 
be  exempt  from  nutrition  labeling  to 
eliminate  the  substantial  burdens  that 
would  otherwise  be  imposed  if  such 


labeling  were  mandatory.  Many 
comments  have  pointed  out  that  the 
average  baker  or  confectioner  produces 
hundreds  of  different  products  each 
year,  and  that  the  average  sales  per 
product  are  relatively  low.  Comments 
stated  that  the  precise  selection  of  foods 
produced  is  frequently  modified 
according  to  changing  preferences  of 
customers,  seasons,  holidays,  ingredient 
availability,  and  the  individuaUty  of  the 
baker/confectioner.  Comments  argued 
that  it  is  this  ability  of  the  retailer  to 
vary  and  customize  food  products  that 
gives  the  establishment  its  diaracter  and 
appeal,  and  that  forced  standardization 
to  allow  for  nutrition  labeling  would 
eliminate  product  competitiveness  by 
disallovdng  innovation  and  creativity. 
This  loss  of  competitiveness,  in  turn, 
would  create  a  major  economic  burden 
and  thereby  lessen  consumer  choice. 

The  agency  is  persuaded  that 
proposed  §  101.9(j)(3)  did  not 
adequately  implement  section 
403{q)(5)(A)(ii)  of  the  act,  could  resuh  in 
economic  harm  to  in-store  delicatessens 
and  bakeries,  and  created  an  artificial 
demarcation  between  foods  sold  from 
service  versus  self-service  areas  of  the 
delicatessen  or  bakery.  Therefore,  FDA 
believes  that  it  is  necessary  to  revise 
§  101.9(j)(3)  to  more  closely  reflect  the 
language  of  the  act. 

As  stated  above,  section 
403(q)(5)(A)(ii)  of  the  act  applies  to 
foods  that  are:  (1)  Similar  to  the  type 
addressed  in  section  403(q)(5)(A)(i)  of 
the  act,  (2)  ready  for  human 
consumption,  and  (3)  offered  for  sale  to 
consumers  but  not  for  immediate 
human  consumption.  Accordingly,  FDA 
is  modifying  §  101.9(j)(3)  by  adding 
paragraphs  (i)  through  (iii)  to  reflect 
these  tlu-ee  statutory  requirements. 
There  were  no  specific  concerns 
presented  in  comments  that  suggest  any 
problems  with  these  requirements. 

Section  403(q)(5)(A)(ii)  of  the  act  also 
requires  that  the  foods  to  which  it 
applies  be  processed  and  prepared 
primarily  in  the  retail  establishment. 
The  agency  is  codifying  this 
requirement  in  §  101.9(j)(3)(iv). 
Comments  were  very  divided  on  this 
issue,  particularly  for  bakery  items. 
Some  comments  argued  that  breads 
shipped  to  a  retail  store  in  a  semi- 
finished condition  and  baked-off  just 
before  retail  sale  would  not  meet  the 
criteria  of  "prepared  and  processed 
primarily"  at  the  retail  store  and  should 
not  be  exempt.  However,  other 
comments  disagreed  with  this  position, 
stating  that  fiozen  dough  products  are 
further  processed  at  the  bakery  by  being 
proofed,  shaped,  molded,  filled, 
decorated,  cut,  assembled,  customized, 


or  otherwise  completed  or  further 
processed  and  should  be  exempt. 

The  legislative  history  discusses  this 
situation  stating  that  for  bakeries 
"simply  thawing  frozen  bread  would 
not  be  sufficient;  the  bread  would  have 
to  be  baked  on  the  premise"  (Ref.  16). 
While  this  statement  appears  to  indicate 
that  baking  (i.e.,  cooking  at  a  high 
temperature  in  an  oven)  is  sufficient  to 
qualify  a  food  for  this  exemption, 
comments  have  argued  that  "baking"  is 
not  eqvuvalent  to  heating  but  includes  a 
number  of  steps,  such  as  "selecting, 
weighing,  and  mixing  ingredients, 
fermentation,  and  shaping  and  forming 
the  dough  prior  to  actual  heating  the 
product." 

This  example  with  bread  illustrates 
the  difficulty  in  applying  the  criterion  of 
"processed  and  prepared  primarily  in  a 
retail  estabUshment."  Because  of  the 
wide  variety  of  foods  sold  in 
deUcatessens,  bakeries,  retail 
confectionery  stores,  and  other  stores  of 
this  type  that  may  not  quaUfy  for 
exemption  under  §  101.9(j)(2),  it 
becomes  administratively  impossible  to 
identify  for  each  type  of  food  sold  the 
exact  amoxmt  of  processing  or 
preparation  that  would  be  needed  to  say 
that  that  food  was  "processed  and 
prepared  primarily"  on-site. 

In  many  establishments,  foods  such  as 
bakery  items  or  salads,  may  be  prepared 
entirely  on-site;  however,  in  other 
similar  establishments,  much  less  of  the 
processing  and  preparation  of  these 
foods  is  actually  done  on  the  premises. 
Similar  variations  are  encountered  with 
other  foods,  such  as  cheeses,  which  may 
only  need  to  be  sliced  and  portioned,  or 
puddings,  which  may  be  purchased  in 
cans  and  only  need  to  be  put  in  trays  in 
the  display  case  for  portioning.  The 
characteristics  that  all  of  these  foods 
have  in  common  is  that  they  are  ready- 
to-eat,  they  are  the  same  type  of  foods 
sold  in  restaurants,  and  they  are 
portioned  and  packaged  on-site. 

Legislative  guidance  to  assist  the 
agency  in  defining  what  is  meant  by 
"processed  and  prepared  primarily  in  a 
retail  establishment"  in  addition  to  that 
cited  above  is  scant.  However  during 
Senate  debate,  one  of  the  sponsors  of  the 
bill  that  became  the  1990  amendments 
stated  that: 

This  exemption  recognizes  that  when  food 
is  processed  and  prepared  primarily  on  the 
premises  and  sold  there,  as  in  the  prepared 
food  sections  of  supermarkets;  nutrition 
labeling  is  not  appropriate.  On  the  other 
hand,  if  the  preparation  or  processing  of  food 
is  standardized  and  is  accomplished 
primarily  at  another  establishment  and  the 
same  food  is  then  shipped  to  a  retail  food 
store  in  a  form  that  requires  minimal  or  no 
further  processing,  nutrition  labeling  can  be 
easily  accomplished  and  is  required. 
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(Ref.  110). 

The  agwicy  interprets  this  legislative 
history  to  mean  that  if  the  food  arrives 
at  a  store  in  a  fbrm  to  be  sold  directly 
to  the  consumer  (i.e.,  it  is 
"standardized"),  then  nutrition  labeling 
must  be  required.  However,  if  the  food 
is  not  standardized,  i.e..  it  has  to 
undergo  processing  or  preparation, 
including  portionLng,  before  being  sold 
to  the  consumer,  then  nutrition  l^Mting 
is  inappropriate  aod  should  not  be 
required.  In  the  case  ol  the  examples 
cited  above,  FDA  finds  that  nutrition 
labeling  would  therefore  not  be  required 
on  bread  that  is  shaped:  filled, 
decorated,  assembled,  or  customized 
and  baked  (i.e.,  cooked  at  a  high 
temperature)  in  the  raCail  eatebHrfiinent. 
Cheese  that  is  sUoed  and  portkned 
according  to  dtaectkms  giVan  by  the 
consumer,  and  pudding  dial  Is 
portioned  acconfing  to  dfaectiotts  given 
by  the  consunier.  also  need  not  be 
nutriticn  labeled.  In  these  examples,  the 
food  is  not  "staxMkn&zed"  tai  the  form 
that  it  is  to  be  sold  to  consumers  when 
it  arrives  al  t)M  state.  StmUarty,  candies 
sold  fea  retail  caaf9ctk»«ry  stores  thai 
are  selected  by  cansooers  to  be  pert  of 
a  packaged  essortnent  »n  not 
"standardiasd." 

However,  becauae  of  the  great 
diverrity  of  situaCfons  fai  which  foods 
are  sold,  ft  must  be  reoocnized  that  a 
decision  ragarding  exactly  what  foods 
do  or  do  not  require  nutrftfan  lebeKng 
cannot  be  fuHy  leeolied  by  regulation. 
QrcnmstaBces  at  the  retail  lootion 
must  be  the  decfon^  nctor. 

180.  A  t&w  coBtments  oroin  the  retail 
baidng  and  confiactionery  faidustries  and 
from  grooerv  stosas  roqueeted  diat  the 
exempckm  for  single-aTit  bakeries, 
delicatessens,  and  confectioneries  apply 
equally  to  mnhi-tuiit  estabtishments 
that  do  most  oraD  of  thefr  preparation 
at  a  centra)  fedlity  or  shop.  Each  type 
of  respondent  attempted  to  hmit  such 
an  exemption  by  describing  what  it 
would  encompass.  For  example,  a 
comment  fnm  die  retail  baking  industry 
described  muM-tintt  bakeries  as  being 
owned,  controlled,  and  ofMrated  by  the 
same  entity  and  stated  that  finished 
products  would  he  delivered 
unwrapped  or  in  tnilk  delivery  boxes  to 
each  store  or  outlet.  The  confectionery 
industry  requested  thai  the  exenpcion 
cover  satdbte  operetions  operated  by 
the  same  ImsincKtses,  selling  the  same 
products,  and  using  the  same  packaging. 
A  small  retail  grocery  chain  suggested 
limiting  the  exemption  to  foods 
prepared  in  casitial  kitchens  ior  use  in 
the  retailor's  own  stores.  Reasoos  fdven 
for  uaiag  oentral  fadHties  fndoded 
ensuring  quality  control  through  a 


controlled  environment  that  promotes 
food  safety  and  interaity  and  allowing 
for  economies  of  scale.  Comments  stated 
that  the  average  number  of  bakeries 
operated  by  a  multi-unit  retail  bakery 
was  2.4  In  1988,  and  that  many  small 
independent  confectioneries  only 
operate  one  additional  outlet. 

FDA  does  not  believe  that  the  1990 
amendments  allow  for  exemptions 
beyond  those  discussed  in  the  preceding 
comments.  This  position  is  based  on  the 
final  criterion  given  In  section 
403(g)(5)(A)(iiJ  of  the  act.  which  states 
that  roods  to  which  die  section  applies 
shall  not  be  offered  for  sale  outside  die 
retail  establishment  in  which  they  are 
primarily  processed  and  pr^jored.  The 
agency  is  codifjring  diis  requiiement  fn 
§  10lMf){3Kr).  While  foods  diet  are 
fully  prepared  and  portioned  (i.e., 
"standardized")  at  the  central  facility 
are  required  to  bear  nutrition  labeling, 
there  may  be  some  types  of  food 
products  or  circumstances  in  which  the 
portioning  or  pecfcagfng  i$  not 
standardized,  and  in  which  nutrition 
labehng  would  oonseooently  not  he 
required  {e.g..  salads  tliat  are  portioned 
and  packaged  according  to  tfirectJone 
given  by  the  consume^. 

FDA  notes  that  Ae  problems 
presented  in  most  of  m»  conments  on 
this  aspect  <d  this  exemptiao  have  OMire 
to  do  with  the  size  of  the  bustneasee 
than  whether  there  ate  good  rsaaons  not 
to  require  mitritioa  laMiag.  FDA 
believes  thai  the  best  way  to  deal  wUb 
most  of  these  connnents  is  throB^  a 
change  in  the  snail  bvsiaeea  exenption. 

C.  Poods  of  No  Nutritional  Significance 

To  reflect  the  first  sentence  in  section 
403(qM5l(C}  of  the  act.  FDA  propoead  uk 
exempticm  for  foods  <rf  no  nutrition*) 
significance  in  %  lOlJlU).  It  proposed  to 
include  the  other  exemptions  in 
S  lOl^U.  To  minimize  anv  conlusioa 
that  these  diSarvnces  in  placement  may 
cause,  the  agency  haa  decided  to  gwmp 
all  exemptions  in  one  piece  in  this  finsi 
rule.  Acoorttingly,  that  port  of  prc^raaed 
S  101.9U)  that  exempted  foods  of  no 
nutritional  significance  is  redesignated 
as  S  101.9(j)l4). 

197.  Comotents  from  the  coffae 
industry  noted  that,  unlike  FDA's 
mandatory  nutrition  labeling  oroposal. 
the  supplementary  proposal  aid  not 
explicitly  identify  coffee  as  being 
nutritionally  insignificant.  Thus,  the 
comment  requested  clarification  in  the 
final  rule.  The  comments  pointed  out 
that  coffee  is  always  consumed  as  a 
brew.  An  analogy  was  dravm  to 
§  l(n.45(hU4)  in  the  guidelines  for 
voluntary  nutrition  labeling  of  raw  fruit* 
vegetables,  and  fish,  srhich  states  that 
nutridan  infonoatioa  is  to  be  based  on 


the  edible  portion  of  the  food. 
Comnaants  stated  that  the  available 
nutrients  in  brewed  or  plain  inatant 
coffee  would  meet  the  criteria  for  being 
nutritionally  in&ignificant 

The  agency  agrees  that  only  die  edible 
portion  of  coffee  should  be  conaidered 
in  determining  the  nutritional 
significance  of  the  product.  Therefore^ 
based  on  a  review  of  available 
nutritional  data  on  a  servine  of  co^ae 
and  on  the  revisions  in  the  levels  that 
are  significant,  discussed  in  comment 
176  of  this  document,  FDA  has 
concluded  that  coffee  beans,  roasted 
ground  coffee,  or  dry  f^odn  (ie.. 
unsweeteoedl  instant  coffees  contain  no 
nutrients  at  other  than  nutritionally 
insignificant  levels.  As  a  result,  these 
foods  are  exempt  from  mandatory 
nutrition  labeling.  Unsweetened  plain 
tea  powders  or  tee  leaves  likewise 
would  be  exempt. 

In  response  to  comments  requesting 
clarification  of  the  exempt  statue  of 
coffee  and  tea,  FDA  has  uaduded  in 
S  101.9(iK4)  a  listing  of  coSea  beans 
twhole  or  ^ouad).  tea  leaves,  and 
imsweetened  plain  instuU  cofieo  and 
tea  as  examples  of  iboda  that  are  exempt 
from  nutrition  labeling  because  of  their 
lack  of  nutrients.  The  agency  reiterates, 
however,  that  this  eacamptlon  is 
available  only  when  diws  are  no 
nutrient  content  ok  health  claims  on  the 
label  or  m  laheHng  or  in  advertising  of 
the  coffee  or  tea. 

198.  The  mice  industry  commented 
that  FDA  did  aot  eatabliah  a  reference 
anMunt  for  spices,  thereby  implying  that 
spices  are  exempt  from  mandatory 
nutrition  jaheflng  Comments  requested 
that  the  agenn  provide  an  explicit 
statement  in  the  final  rule  Nsardingthe 
exemption  of  spices,  spies  bbads  (svg., 
curry  powder),  and  condiment-type 
dehydrated  vegetables  (e-g-*  dried  garlic) 
as  well  as  flavor  aoctracts  and  food 
colors,  bam.  the  nutrition  labeling 
reouiiemants. 

As  discussed  in  the  final  rule  on 
serving  size  pubhsfaed  elsewhwe  in  this 
issue  u  the  Federal  Ragialar,  FDA  haa 
set  a  reference  amount  of  Vk  taaqraoa 
for  most  spices  and  condiment-type 
dehydrated  vegetables.  In  reviewing  the 
nutritional  data  in  Agriculture 
Handbook  No.  ft-2  osui  ft-11  (Rafe.  Ill    . 
and  112),  the  agency  has  fouxid  that, 
under  FDA's  criteria  for  determining 
nutritiooal  insignificance,  the  vast 
majority  of  spi^e,  Sfrice  blotds,  and 
condiment-type  vogetablea  ve  exempt 
from  mandatory,  nutrition  labeling.  FDA 
found,  however,  that  one  spice  (pepcika) 
and  one  q>ioe  blend  (chill  powder), 
exceed  the  cutoff  levels  for  one  at  two 
nutrients.  Using  the  appro|>riata 
rounding  prooedusee.  paprika  is  over 
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the  cutoff  for  vitamin  A  (6  percent  of  the 
REH),  and  chili  powder  is  over  the  cutoff 
for  both  vitamin  A  (4  percent  of  the  RDI) 
and  sodium  (5  mg)  per  V*  teaspoon 
serving.  The  levels  at  which  these 
nutrients  are  nutritionally  insignificant 
(i.e..  the  amounts  that  can  be  rounded 
to  zero)  are  less  than  2  percent  of  the 
RDI  for  vitamin  A  and  less  than  5  mg 
for  sodium.  Therefore,  under  the  act, 
paprika  and  chili  powder  will  have  to 
be  nutrition  labeled  (see  Ref.  16,  p.  16: 
"Foods  such  as  certain  spices,  which 
have  insignificant  amounts  of  most  but 
not  all  nutrients,  are  covered  by  the 
nutrition  labeling  requirements."). 
Because  not  all  spices  and  spice  blends 
are  nutritionally  insignificant,  they  are 
not  included  as  a  category  under 
§101.9(i)(4). 

Condiment-type  dehydrated 
vegetables,  flavor  extracts,  and  food 
colors  do  meet  the  criteria  for  foods  of 
no  nutritional  significance  and, 
therefore,  are  exempt  from  mandatory 
nutrition  labeling.  As  with  unsweetened 
coffee  and  tea,  §  101.9(j)(4)  wrill  include 
these  examples  of  nutritionally 
insignificant  foods. 

199.  One  comment  suggested  that 
"fun  foods"  defined  as  foods  with 
empty  calories  (i.e..  those  with  no 
nutrients  other  than  calories),  such  as 
plain  sugar  candies,  gum,  and 
carbonated  beverages,  should  be  exempt 
from  mandatory  nutrition  labeling 
except  for  a  declaration  of  calories  and 
the  statement  "no  other  significant 
sources  of  nutrients."  The  comment 
argued  that  the  statement  "Contains  less 
than  2  percent  of  the  RDI"  for  such 
foods  is  deceptive  and  miseducates 
consumers. 

FDA  advises  that  these  types  of  foods 
would  qualify  under  §  101.9(f)  for  the 
simplified  label  and  would  only  be 
required  to  list  the  core  nutrients,  not 
the  statement  "Contains  less  than  2 
percent  of  *  *  *."  Moreover,  Congress 
did  not  provide  for  an  exemption  of 
such  a  category  of  foods  in  the  statute. 
Therefore,  the  agency  is  taking  no  action 
on  this  comment.  . 

200.  The  pickle  industry  commented 
that,  as  a  cost-saving  measure,  only 
sodium  content  (as  is  permitted  under 
current  regulations)  should  be  required 
to  be  labeled  on  dill  pickle  products, 
rather  than  the  full  simplified  format. 
The  comment  argued  that,  even  though 
a  serving  of  dill  pickles  also  contains  1 
g  of  carbohydrate,  sodium  is  the  only 
nutrient  of  any  concern  to  consumers. 

FDA  rejects  this  comment.  Section 
403(q)(5)(C)  of  the  act  exempts  &t)m 
nutrition  labeling  foods  that  contain 
insignificant  amounts  of  all  of  the 
nutrients  required  within  nutrition 
labeling.  The  same  section  also  provides 


for  a  simplified  form  of  nutrition 
labeling  if  a  food  contains  insignificant 
amounts  of  more  than  one-half  the 
mandatory  nutrients.  No  provisions  of 
the  1990  amendments  would  allow  for 
declaration  of  only  a  single  nutrient  in 
nutrition  labehng.  Accordingly.  FDA  is 
not  making  the  suggested  changes  in  the 
regulations. 

201.  Chie  trade  association 
commented  that  bottled  water  products 
have  little  or  no  nutritional  value,  and 
that  such  products  should  be  exempt 
from  mandatory  nutrition  labeling.  The 
comment  asserted  that  the  following 
industry  practices  should  be  permitted 
without  triggering  nutrition  labeling 
obligations:  (1)  Bottlers  should  be 
allowed  to  add  back  minerals  as  flavor 
enhancers  that  are  removed  during 
purification  and  declare  "minerals 
added"  on  the  principal  display  panel: 

(2)  bottlers  should  be  allowed  to 
describe  bottled  water  with  natural  or 
added  fluoride  as  "fluoridated  water;" 

(3)  bottlers  should  be  allowed  to  add 
sodium  fluoride  or  add  back  trace 
minerals  that  may  contain  sodium  as  an 
incidental  additive  and  still  be 
permitted  to  claim  "sodium  free"  on  the 
label;  (4)  "essence"  bottled  water 
products  (i.e..  those  containing  1 
percent  or  less  of  juice  or  flavors) 
should  be  considered  nutritionally 
insignificant;  and  (5)  bottled  mineral 
water  products  should  be  permitted  to 
have  a  listing  on  the  label  of  certain 
minerals,  e.g..  sodium,  bicarbonate, 
calcium,  magnesium,  and  other  trace 
minerals  in  mg  per  liter  in  addition  to 

a  declaration  of  total  dissolved  solids 
content  (which  some  state  laws 
currently  require).  The  comment  argued 
that  the  EC  Directive  on  Nutrition 
Labeling  expressly  exempts  mineral 
water  and  other  waters  from  nutrition 
labeling,  and,  for  the  sake  of 
harmonization,  FDA  should  do  likewise. 

FDA  points  out  that,  separate  from 
this  rulemaking  on  nutrition  labeling  to 
implement  the  1990  amendments,  the 
agency  is  in  the  process  of  amending  its 
regulations  on  bottled  water,  partly  in 
response  to  a  petition  from  the  trade 
association  that  submitted  the  comment. 
The  bottled  water  regulations  will 
address  certain  aspects  of  labeling  apart 
from  nutrition  labeling,  e.g..  definitions, 
information  about  mineral  content,  and 
required  label  statements.  Under  the 
1990  amendments.  Federal  regulations 
will  preempt  any  State  standards  of 
identity  that  are  not  identical  to  it 
(section  403(a)(1)  of  the  act). 

A  recent  lOM  report,  "Food  Labeling: 
Toward  National  Uniformity"  (Ref.  113), 
noted  that  many  States  have  expressed 
concern  about  the  heightened  potential 
for  consumer  confusion  because  of  the 


increased  number  of  bottled  w^ter 
products  on  the  market  and  the 
aggressive  marketing  and  advertising 
claims  of  superiority  made  for  them. 
Thus,  FDA  maintains  its  position  that 
nutrition  information  relating  to  food 
must  be  provided  for  all  products, 
including  bottled  and  mineral  water, 
that  contain  more  than  insignificant 
amounts  of  any  of  the  nutrients  or  food 
components  that  are  required  to  be 
listed,  or  whose  label,  labeling,  or 
advertising  contains  a  nutrient  content 
claim  or  any  other  nutrition  information 
in  any  context.  For  products  that  qualify 
for  the  simplified  format,  if 
manufacturers  voluntarily  declare 
nutrients  allowable  under  §  101.9(c)  that 
are  not  among  the  14  required  nutrients 
(e.g.,  potassium),  the  required  statement 

"Not  a  significant  source  of ," 

must  be  used,  with  the  blank  filled  in 
vsrith  the  name  of  any  of  the  14  required 
nutrients  or  food  components  that  are 
not  present  or  are  present  in 
insignificant  amounts.  Moreover,  if  a 
product  is  volxmtarily  enriched  or 
fortified  with  added  vitamins  or 
minerals,  any  such  nutrients  must  be 
declared  using  the  simplified  format 
and  followed  by  the  above  statement. 
Thus,  a  product  labeled  as  "bottled     , 
water,  minerals  added"  will  have  to 
bear  nutrition  labeling. 

The  agency  considers  the  identity 
statement  "fluoridated  water" 
misleading  if  the  product  is  derived 
from  a  source  naturally  containing 
fluoride.  Use  of  the  term  "fluoridated" 
represents  that  fluoride  has  been  added 
in  the  processing.  Thus,  the  term 
"fluoridated  water"  should  be  used  to 
describe  only  products  to  which 
fluoride  has  been  added  in  the 
manufacturing  process,  and  such 
products  would  be  required  to  bear 
nutrition  labeling  that  complies  with  the 
simplified  format. 

Bottled  water  products  containing 
juice  or  other  flavors  are  subject  to  the 
same  nutrition  labeling  requirements  as 
any  other  food.  If  a  product  meets  the 
criteria  for  no  nutritional  significance, 
and  no  claims  are  made,  then  nutrition 
labeling  is  not  required.  A  "sodium 
free"  declaration  on  bottled  water  or  on 
any  other  food  label  will  trigger 
nutrition  labeling,  because  such  a  claim 
promotes  the  nutritional  properties  of 
the  product. 

202.  One  comment  stated  that,  to 
avoid  varying  interpretation,  FDA 
should  clarify  what  it  means  by  the  term 
"implicit"  as  it  applies  to  nutrient 
content  claims  or  information  that  will 
bar  a  food  from  an  exemption  from 
nutrition  labeling  imder  the  "no 
nutritional  significance"  provisions. 
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A  thorough  discussion  of  implicit 
claims  may  be  found  in  the  companion 
documents  on  nutrient  content  claims 
and  health  claims,  found  elsewhRrn  in 
this  issue  of  the  Federal  Register. 

D  Foods  for  Infants  and  Children  Lpss 
Thau  2  Years  of  Age 

In  the  mandatory  nutrition  labeling 
proposal  (§  101.9rh)(4))  and  in  the 
supplementary  proposal  (§  101.9(j)(4)). 
the  agency  proposed  to  require  that 
foods,  other  than  infant  fbrmula.  that  are 
represented  or  that  purport  to  be 
specificaHy  for  infants  and  toddlers  less 
than  2  years  of  nge  bear  nutrition 
labeling,  except  that  such  labeling  shall 
not  include  information  on  the  number 
of  calories  from  fat  or  the  amount  of 
saturated  fat  and  cholesterol  present  in 
the  food. 

203.  The  comments  supported  this 
proposal.  One  comment,  noting  that 
proposed  §  101.9(j)(4)  refers  to  "toddlers 
less  than  2  years  of  age"  end  other 
references  in  §  101.9  refer  to  toddlers  as 
children  less  than  4  years  of  age, 
recommended  that  "children  less  than  4 
years  of  age"  be  used,  or  that  the  term 
"loddler"  be  clarified.  Another 
comment  pointed  out  the  practical  fact 
tl:at  some  foods  used  in  the  1  to  2  year 
age  bracket  are  also  used  by  some 
children  up  to  4  years  of  age  as  well  as 
by  adults  who  have  problems  chewing 
fi)od. 

FDA  does  not  agree  that  these  special 
labeling  requirements  proposed  for 
fix)ds  for  inbnts  (other  than  infant 
fi)rmuia)  and  toddlers  less  than  2  years 
of  age  should  be  extended  to  children 
'ess  than  4  years  of  age  despite  the  feet 
that  no  other  nutrition  labeling 
requirements  use  2  years  of  age  as  a 
I  utoff.  The  agency  does  not  be!ie\e 
there  is  scientific  support  to  change  the 
cutoff  to  4  years  because  dietary 
recommendations  for  very  young 
children  are  specific  in  citing  2  years  of 
age  as  the  age  under  which  dietary 
modifications  are  not  appropriate.  For 
instance,  the  "Report  of  the  Expert 
Panel  on  Blood  Cholesterol  Levels  in 
Children  and  Adolescents"  of  the 
National  Cholesterol  Education  Program 
(N'CEP)  stales: 

The  fdsf  groHlh  of  infants  requires  an 
f  .jergy-dense  rfiel  with  a  higher  perr.entage  of 
calories  from  (at  than  is  needed  by  older 
( bildnen.  Basnd  on  current  kaowiedgn,  it  is 
inappropriate  to  apply  nutrient  guidelines  for 
fats,  cholesterol,  aad  calories  to  childntn 
under  2  years  of  age. 

(Kef  114  ) 

and: 

As  tod<JU<rs  over  2  years  of  ag»  img^n  to  eaf 
v>-Ah  the  family,  tbey  may  salWy  make  the 
Irdnsition  to  this  IrcoomnMnded)  eating 
pattern. 


(Ref.  114.) 

However,  FDA  believes  that  some 
clarification  is  needed  as  to  the  types  of 
foods  addressed  in  §  101.9(})(4)  (which 
is  redesignated  as  §  101.9())(5)(i)).  The 
agency  advises  that  the  infant  and 
toddler  foods  to  which  the  special 
labeling  requirements  are  intended  to 
apply  are  the  types  of  foods  represented 
in  §  101.12(b),  Table  1  entitled 
"Reference  Amounts  Customarily 
Consumed:  Infant  and  Toddler  Foods" 
in  the  rule  entitled  "Food  Labeling; 
Serving  Sizes"  published  elsewhere  in 
this  issue  of  the  Federal  Register.  FDA 
notes,  however,  that  in  its  serving  size 
reproposal  (November  27, 1991,  56  fH. 
60394  at  60397).  "toddlers"  was 
interpreted  to  mean  children  1  through 
3  years  of  age.  Therefore,  the  agency 
advises  that  no  special  significance 
should  be  given  to  the  word  "toddler;" 
rather  it  is  the  age  category  that  is 
important.  To  reduce  the  possibihty  of 
confusion.  FDA  is  replacing  the  word 
"toddler"  with  "children."  The 
distinguishing  characteristic  of  foods  to 
which  the  special  labeling  requirements 
in  §  101.9(j){5)(i)  apply  is  that  they  are 
specifically  represented  or  purported  to 
be  "for  use  by  inEants  and  children  less 
than  2  years  of  age."  Foods  represented 
or  purported  to  be  for  use  by  "children 
less  than  4  years  of  age"  or  by  "children 
3  or  more  years  of  age"  are  not  subject 
to  the  spedai  labeling  requirements  of 
§  101.9(|)(5)(i)  but  should  hilly  declare 
required  infomtatiun  on  fats  and 
cholesterol. 

With  regard  to  the  comment  that  these 
foods  are  sometimes  used  by  older 
children  or  adults.  FT3A  ackiiow ledges 
that  this  occurs.  The  agency  believes, 
however,  that  the  represented  use  of  the 
product  must  be  the  deciding  factor. 
Inasmuch  as  the  foods  to  which 
§  101.9(j)(5){i)  applies  are  represented  to 
be  for  use  by  infants  and  children  less 
than  2  years  of  age.  the  agency  considers 
the  use  of  these  types  of  foods  by 
children  over  2  years  of  age  or  by  older 
persons  to  be  not  particularly  relevant 
in  determining  how  these  foods  should 
be  labeled.  Accordingly,  FDA  has  not 
made  any  change  to  §  101.9())(5)(i)  in 
response  to  this  comment. 

204.  One  comment  stated  that  the 
word  "or"  was  used  ambiguously  in  the 
proposed  version  of  §  101.9())(5)(i)  so 
that  it  was  not  clear  whether  "calories 
from  saturated  fat"  or  "saturated  fat 
content  ■  was  prohibited.  The  comment 
also  suggested  that  information  on 
calories  ftom  saturated  and  unsaturated 
Cat  end  the  amount  of  unsaturated  fat 
also  should  be  prohibited,  and  thai 
§  101.9(iM5)(i)  should  be  clarified  by 


enumerating  those  parts  of  §  101.9(c) 
that  are  affected. 

FDA  agrees  that  all  infcnmetion 
relating  to  fatty  acids  should  be 
prohibited  on  foods  represented  or 
purported  to  be  for  use  by  infants  and 
toddlers  (i.e.,  children)  less  than  2  years 
of  age.  In  the  proposed  version  of 
§  101.9(j)(5)(i),  FDA  only  specified  the 
fatty  acid  component  that  is  required  in 
nutriticHi  labeling. 

Therefore,  to  make  the  suggested 
change  and  to  clear  up  any  confusion, 
§  lQ1.9())(5)(i)  is  modified  to  stale: 
"*   *   *  such  labeling  shall  not  include 
calories  from  fat  ((c)(l)(ii)  of  this 
section),  calories  from  saturated  (at 
({c)(l)(iii)).  saturated  fat  ((c){2)(i)T, 
polyunsatitfated  fat  (c)(2)tii)), 
monounsaturated  fat  ((c)(2)(iii)),  and 
cholesterol  ((c)(3))." 

205.  One  comment  suggested  the 
additional  exclusion  of  fiber  on  labels  of 
foods  for  infants,  citing  a  statement 
made  bv  the  American  Academy  of 
Pediatrics  that  fiber  probably  is  not 
needed  in  infants  less  that  1  year  old. 

FDA,  in  reviewing  the  reference  cited 
by  the  comment  (Ref.  115X  acted  that 
on  the  same  page  as  this  cited  statement 
is  the  additional  statement  that  more 
work  needs  to  be  done  before  any  Irrm 
recommendations  can  be  made  on 
dietary  fiber  in  pediatric  nutritiiHi. 

FDA  is  thus  not  convinced  that 
dietary  fiber  should  be  excluded  from 
nutrition  labels  for  foods  intended  for 
infants  and  children  less  than  2  years  of 
age.  Most  foods  inchided  in  Table  1  c^ 
§  101.12(b)  in  the  final  rule  entitled 
"Food  Labeling;  Serving  Sires," 
published  elsewhere*  in  this  issue  of  the 
Federal  Register,  contain  less  than  1  g 
of  fiber  per  100  g  of  edible  portion  (Ref. 
116).  Under  usual  circumstances,  these 
levels  would  seem  to  preclude  the 
consumption  of  high-fiber,  low-calorie 
diets  by  infants  or  children  under  2 
years  of  age  who  consume  such  foods. 
Also,  because  dietary  fiber  has  a  natural 
laxative  effect,  the  ijbel  declaration  of 
fiber  content  may  be  useful  information 
to  the  purchasers  of  these  foods. 

206.  A  comment  to  the  format 
proposal  objected  to  the  inclusion  of 
DRV's  on  foods  for  infants  and  toddlers 
because  DRV's  were  not  proposed  for 
infants  or  children  less  than  4  years  of 
age,  and  labels  on  jars  of  baby  food  are 
too  small  to  allow  fof  the  additional 
information.  The  cortiment  argued  that 
DRV's  for  adults  and  children  4  or  more 
years  of  age  are  not  appropriate  for 
infants  and  toddlers,  and  that  there 
could  be  serious  heahh  consequences  if 
a  parent  tried  to  adapt  an  infant's  diet 
to  the  proposed  DRV's. 

FDA  agrees  with  the  comment  for  the 
reasons  presented  therein.  In  addition^ 
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the  agency  believes  that  it  is 
inappropriate  and  unnecessary  to 
include  the  caloric  conversion 
information  required  by  §  101.9(d)(10) 
on  foods  intended  for  children  less  than 
4  years  of  age  because  DRV's  for  this 
group  have  not  been  established  and 
calculation  related  to  such  values  may 
be  misleading.  Aoxirdingly.  for  foods 
for  infants  and  children  less  than  4 
years  of  age,  the  agency  is  adding  an 
exemption  in  §  101.g(i)(5)(ii)  that 
excludes  the  declaration  of  Percent 
Daily  Values  for  nutrients  other  than 
vitamins  and  minerals  for  which  there 
are  RDI's  specifically  estabUshed  for 
infants  and  children  less  than  4  years  of 
age.  The  exemption  also  applies  to  the 
footnote  and  caloric  conversion 
information.  Except  for  the  omission  of 
this  information,  which  is  otherwise 
required  in  $  101.9(d)(2)(ii).  and  the 
footnote  and  caloric  conversion 
information  required  in  (d)(9)  and 
(d)(10),  the  format  of  the  nutrition  labels 
on  such  products  should  comply  with 
the  requirements  of  §  101.9  (d),  (e),  or 
(1),  as  appropriate.  Examples  of  labels 
for  foods  for  children  less  than  4  years 
of  age  and  less  than  2  years  of  age  are 
given  in  appendix  G. 

£.  Medical  Foods 

207.  All  comments  received 
supported  this  exemption.  In  addition, 
several  comments  expressed  support  for 
the  agency's  intention,  stated  in  ihe 
supplementary  proposal  (56  FR  60366  at 
60377),  to  develop  specific  regulations 
for  medical  foods  in  the  near  mture. 
Some  comments  suggested  that 
nutrition  labeling,  intended  for  use  by 
the  general  population,  does  not  provide 
the  kind  of  information  needed  by 
health  care  professionals  or  patients 
selecting  or  using  medical  foods.  The 
comments  noted  that,  in  light  of  this 
exemption,  there  is  little  guidance  for 
labeling  of  medical  foods,  other  than 
general  food  labeliitg  regulations,  citing 
Die  need  for  labeling  of  nutrient  content 
and  purported  uses  and  adequate  and 
appropriate  directions  for  use.  In 
addition  to  the  need  for  specific  labeling 
requirements,  some  comments 
identified  the  need  for  quality  control 
and  good  manufacturing  practices 
specific  for  medical  foods. 

Section  403(q)(5)(iv)  of  the  act 
exempts  medical  foods  from  nutrition 
labeling  requirements.  The  agency 
agrees  with  the  comments  that  the 
exemption  for  medical  foods  from 
nutrition  labeling  is  appropriate 
considering  that  these  products  are  not 
intended  for  use  by  the  general 
population  but  rather  are  intended  for 
use  under  the  supervision  of  a  physician 
for  specific  dietary  management  of  a 


disease  or  condition.  However,  the 
agency  also  recognizes  that  the 
exemption  creates  a  void  in  terms  of 
specific  labeling  regulations  suitable  for 
these  products.  FDA  believes,  as  noted 
in  some  comments,  that  the  proper 
labeling  of  the  nutrient  content  and 
purported  uses  of  medical  foods, 
perhaps  in  a  different  manner  or  in 
more  detail  than  is  required  for  other, 
more  traditional  foods,  and  adequate 
and  appropriate  directions  for  use,  as 
well  as  assurances  of  the  quality  of 
medical  food  products,  are  all  of  vital 
public  health  interest.  While  these 
issues  are  beyond  the  scope  of  this 
rulemaking,  the  agency  intends  to 
develop  regulations  covering  these 
aspects  of  medical  foods  in  a  fiiture 
Federal  Kegister  dociunent 

208.  The  comments  suppial 
incorporation  into  the  nutrition  labeling 
regulations  the  definition  of  medical 
foods  from  section  5(b)  of  the  Orphan 
Drug  Act  (21  U.S.C.  360ee(b)(3)). 
Section  403(q){5)(iv)  of  the  act 
incorporated  this  definition  by  reference 
into  the  statute,  and  FDA  in  proposed 
§  101.9(j)(7)  to  incorporate  the  statutory 
definition  of  "medical  food"  into  the 
nutrition  labeling  regulations.  Some 
clarification  of  this  definition  was 
included  in  the  preamble  and  codified 
sections  of  the  proposal,  providing  some 
guidance  in  regard  to  the  intended  use 
of  a  medical  food.  However,  several 
comments  cited  particular  products  and 
asked  whether  the  products  would  be 
regulated  as  medical  foods. 

FDA  considers  the  statutory  definition 
of  medical  foods,  from  secticm  5(b)  of 
the  Orphan  Drug  Act,  to  delineate  the 
principal  characteristics  of  medical 
foods.  Additional  clarification  of  this 
definition,  contained  is  the  preamble  of 
the  proposal,  gives  guidance  on  some  of 
the  types  of  products  that  the  term 
"medical  foods"  pertains  to  by 
identifying  a  variety  of  foods  that  the 
agency  regards  as  medical  foods  and 
some  that  are  not  presently  regarded  as 
medical  foods.  Criteria  that  product 
must  meet  to  be  considered  a  medical 
food  are  stated  in  the  preamble  of  the 
proposal,  as  well  as  in  proposed 
§  101.9(j)(7),  redesignated  as  §  101.9(j)(8) 
in  the  final  rule.  FDA  believes  that  this 
definition  and  the  information  clarifying 
the  definition  in  the  proposal  are 
reasonai)le  guides  for  use  by  industry  in 
determining  the  characteristics  of  a 
medical  food  at  present. 

However,  following  review  of  the 
comments  generated  by  this  proposal, 
FDA  acknowledges  that  further 
clarification  of  the  types  of  products 
that  are  considered  to  be  medical  foods 
by  the  agency  would  be  helpful  to 
manufacturers.  While  these  comments 


go  beyond  the  scope  of  this  rulemaking, 
the  agency  intends  to  address  this  issue 
in  a  foture  Federal  Kegista*  document. 

209.  One  comment  suggested  that  in 
proposed  8  I01.9(j)(7)(v),  the  words 
"•  •  *  provided  only  to  a  patient 
receiving  active  and  ongoing  medical 
supervision*  *  *"  be  changed  to  read 
"•  *  •  intended  only  for  a  patient 
receiving  active  and  ongoing  medical 
supervision*  "  "."The comment 
stated  that  manufacturers  can  label 
products  in  a  manner  that  gives  a  clear 
indication  of  the  intended  level  of 
supervisioa,  but  that  the  word 
"provided"  in  this  section  might  require 
a  distribution  system  beyond  the  control 
of  the  manufacturer,  restricting 
availability  of  medical  foods  to 
prescription  status  or  distribution 
through  an  institution. 

The  agency  agrees  with  this 
recommended  change  for  the  reasons 
stated  in  the  comment  and  has  modified 
new  §  101.90K8)(v)  accordingly. 

210.  One  comment  suggested  that  the 
word  "seeks"  in  proposed 

S  101.9(j)(7)(v)  be  changed  to  "require." 
The  comment  noted  that  while  some 
patients  receiving  a  medical  food  under 
the  supervision  c^  a  physician  are 
capable  of  seeking  "medical  care  on  a 
recurring  basis,"  others  receiving  a 
medical  food  imder  the  supervision  of  a 
physician  are  not  able  to  actually  "seek 
medical  care"  on  their  owm  (e.g.,  a 
comatose  patient). 

FDA  agrees  witii  the  suggested 
change.  The  agency  acknowledges  that  a 
medical  food,  under  the  supervision  of 
a  physician,  may  be  consumed  by.  or  be 
administered  enterally  to,  some  patients 
capable  of  seeking  medical  care  and 
may  be  administered  enterally  to  other 
patients  who  may  be  too  ill  to  actively 
seek  medical  care.  In  both  instances,  the 
patient  may  require  a  medical  food  for 
the  specific  dietary  management  of  a 
disease  or  condition  for  which 
distinctive  nutritional  requirements, 
based  on  recognized  scientific 
principles,  are  established  by  medical 
evaluation.  FDA  has  modified 
§  101 .9(j)(8)(v)  accordingly. 

F.  Foods  Shipped  in  Bulk  Form 

211.  FDA  received  many  comimmts 
that  supported  proposed  §  101.9(])(8) 
that  exempts  foods  shipped  in  bulk 
form.  A  few  comments  sought 
clarification  of  this  exemption, 
requesting  that  new  §  101.9(j)(8)  Include 
a  statement  that  flavors  and  othw  food 
ingredients  (as  opposed  to  processed 
foods)  shipped  in  bulk  form  from  one 
manufacturer  to  another  for  use  in  the 
manufacture  of  other  foods  are  exempt. 

FDA  intended  the  term  "processed" 
in  §  101.9(j)(8)  (redesignated  as 
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§  101.g(j](9))  to  indicate  that  food 
ingredients  used  in  the  manufactiire  of 
other  foods  were  exempt,  maintaining 
the  scope  of  current  §  101.9(h)(8). 
However,  for  further  clarification,  FDA 
is  modifying  §  101.9(j)(9)  as  requested  to 
state: 

Food  products  shipped  in  bulk  form  that 
are  not  fat  distribution  to  consumers  in  such 
fonn  and  that  are  for  use  solely  in  the 
manufacture  of  other  foods  or  that  are  to  he 
processed,  labeled,  or  repacked  at  a  site  other 
than  where  originally  processed  or  packed 
(Emphasis  added). 

C.  Foods  for  Institutional  Food  Service 
Use 

212.  Several  comments  objected  to 
proposed  §  101.9(j)(9)  that  would 
require  manufacturers  or  distributors  of 
foods  for  institutional  food  service  use 
(i.e.,  for  use  by  hospitals,  schools, 
prisons)  to  provide  nutrition 
information  required  by 'this  section 
directly  to  the  institutions  on  a  current 
basis.  The  comments  stated  that  this 
requirement  was  in  conflict  with  section 
403(q)(5)(A)(i)  of  the  act,  which  exempts 
food  that  is  sold  for  sale  or  use  in 
restaurants  or  other  establishments  in 
which  food  is  served  for  immediate 
human  consumption.  The  act  does  not 
differentiate  between  food  served  in 
institutional  and  noninstitutional 
settings.  In  fact,  the  comments  pointed 
out  that  the  legislative  history  specifies 
that  similar  food  service  establishments 
include  cafeterias  and  hospitals. 

FDA  agrees  with  the  comments  and 
has  deleted  proposed  §  101.9(i)(9)  to 
bring  the  final  rule  into  compliance 
with  the  1990  amendments.  To  clarify 
that  institutional  food  service 
establishments  are  included  under  the 
exemption  for  restaurants  and  other 
establishments,  FDA  has  added  them  as 
examples  in  §  101.9(j)(2)(ii). 

However,  the  agency  finds  merit  in 
other  comments  that  supported 
nutrition  labeling  of  foods  sold  to 
restaurants  and  other  food  service 
establishments  in  order  to  enable  food 
service  operators  to  become  more  aware 
of  the  nutritional  content  of  foods  they 
serve,  to  ofler  more  healthful  menu 
options,  and  to  use  more  accurate 
descriptors  on  their  menus.  The  agency, 
therefore,  encourages  manufacturers, 
packers,  and  distributors  to  make 
nutrition  information  available  to  food 
service  operators  whenever  possible. 

H.  Single-Ingredient  Packaged  Fish 
Products 

213.  Comments  received  from  the  fish 
industry  objected  to  the  inconsistencies 
between  the  voluntary  nutrition  labeling 
program  for  raw  fish  and  the  mandatory 
nutrition  labeling  program.  They 


pointed  to  the  potential  for  confusion 
when  raw  fish  under  the  voltmtary 
program  are  labeled  on  an  "as 
consumed"  (i.e.,  "as  proposed")  basis, 
and  the  same  fish,  when  frozen  and 
packaged  by  a  manufacturer,  are  labeled 
on  an  "as  packaged"  basis.  They  also 
pointed  to  the  inconsistency  with  the 
USDA  proposal  that  allows  single- 
ingredient  raw  meat  and  poultry  items, 
whether  frozen  or  unfrozen,  to  be  imder 
a  voluntary  program  with  nutrition 
information  reported  on  either  an  "as 
packaged"  or  "as  consumed"  basis. 

FDA  agrees  that  consxuners  may  be 
confused  to  find  inconsistent  nutrition 
labeling  on  two  packages  of  the 
identical  fish  (e.g.,  fillet  of  flounder) 
when  one  is  under  the  voluntary 
program  for  raw  fish,  and  the  other  is 
under  the  mandatory  program  for  frozen 
packaged  fish.  According  to  the  final 
rule  for  the  voluntary  program 
(November  27.  1991  56  FR  60880; 
corrected  at.  March  6. 1992.  57  FR 
8174).  nutrition  information  for  raw  fish 
is  to  be  reported  for  a  3  ounce,  cooked 
edible  portion  (see  appendix  B,  57  FR 
8174  at  8175).  The  final  rule  on  serving 
size,  published  elsewhere  in  this  issue 
of  the  Federal  Register,  provides  that 
under  the  mandatory  nutrition  labeling 
program,  nutrition  information  for 
frozen  packaged  fish  is  to  be  reported 
for  that  amount  required  to  prepare  85 
g  (approximately  3  ounces)  of  cooked 
fish  (§  101.12  (b)  and  (c))  but  is  to  be 
based  on  the  product  "as  packaged" 
(§  101.9(b)(9)). 

To  reduce  the  inconsistencies  in 
nutrition  labeling  between  raw  versus 
frozen  packaged  single-ingredient  fish, 
and  between  single-ingredient  fish 
versus  single-ingredient  meat  and 
poultry,  FDA  is  adding  a  special 
labeling  provision  for  fish  in 
S  101.9(j)(ll)  that  allows  single- 
ingredient  fish  to  be  labeled  on  a  cooked 
(i.e..  "as  prepared")  basis  consistent 
with  the  voluntary  program  for  fish  and 
with  USDA's  rules  for  single-ingredient 
meat  and  poultry  products.  Packaged 
fish  that  contain  added  ingredients  such 
as  water,  salt,  or  additives  such  as 
sodium  tripolyphosphate  are  considered 
multi-ingredient  processed  packaged 
fish  products  and  must  continue  to  be 
labeled  on  an  "as  packaged"  basis. 

However,  in  the  companion  document 
on  nutrient  content  claims  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  claims  such  as  "lean,"  "extra 
lean."  and  "low  fat"  are  based  on  as 
packaged  values.  Therefore,  single 
ingredient  packaged  fish  products  that 
make  such  claims  must  provide 
nutrition  information  on  an  "as 
packaged"  basis. 


/.  Raw  Fish  in  Voluntary  Nutrition 
Labeling  Program 

214.  One  comment  objected  to  the 
manner  in  which  FDA  defined  "raw" 
for  the  purpose  of  determining  what  fish 
products  are  covered  by  the  exemption 
in  proposed  §  101.9(j)(10)  that  subjects 
the  food  to  the  voluntary  nutrition 
labeling  program.  The  comment  stated 
that  "absent  a  definition  in  the  NLEA. 
the  term  "raw"  means  "uncooked" 
regardless  of  whether  or  not  the  product 
is  frozen  and,  therefore,  packaged  frozen 
raw  fish  should  not  be  subject  to 
mandatory  nutrition  labeling. 

FDA  discussed  its  interpretation  of 
the  word  "raw"  as  it  pertains  to  fish  in 
its  proposed  rule  (July  2. 1991.  56  FR 
30468  at  30470)  and  final  rule  (56  FR 
60880  at  60886)  implementing  the 
voluntary  nutrition  labeling  program  for 
raw  fruit,  vegetables,  and  fish.  Lacking 
legislative  guidance,  the  agency  chose  to 
draw  a  practical  line  in  terms  of  retail 
selling  practices  and  program 
implementation  rather  than  one  based 
on  a  strict  definition  of  the  term  "raw." 
While  the  agency  included  in  the 
voluntary  program  those  fish  that  are 
generally  sold  raw  (i.e.,  not  heat 
treated),  it  also  included  thermally 
processed  shelled  or  unshelled  lobster, 
crab,  and  shrimp.  The  intent  was  to 
allow  for  voluntary  nutrition  labeling  of 
fish  that  are  generally  sold  refrigerated, 
or  on  ice,  or  are  alive  at  purchase  in  fish 
stores  or  in  the  fresh  fish  section  of 
grocery  stores  and  that  ara  not  packaged 
or  are  packaged  by  the  retailer  or  by  a 
packer.  These  are  the  types  of  products 
for  which  mandatory  nutrition  labeling 
is  most  impractical.  In  contrast, 
providing  nutrition  labeling  for  raw, 
fit>zen  fish  that  are  packaged  by  a 
manufacturer  (usually  in  a  box  with  a 
printed  label  and  brand  name)  and  sold 
in  the  frozen  food  case  of  a  grocery  store 
is  no  more  difficult  for  a  manufacturer 
than  providing  nutrition  labeling  of 
other  packaged  foods.  Thus,  these 
products  appropriately  come  imder  the 
mandatory  nutrition  labeling  program. 

The  agency  has  made  a  similar 
distinction  with  frozen  packaged  raw 
fruit  and  vegetables  and  has  received  no 
comment  on  it  It  is  likely  that  the 
greater  concern  on  the  part  of  the  fish 
industry  was  a  result  oi  the 
inconsistency  between  nutrient  values 
to  be  declared  in  the  voluntary  versus 
mandatory  programs  (i.e.,  nutrient 
values  based  on  "as  prepared"  versus 
"as  packaged"  levels,  respectively).  The 
agency  believes  the  exemption  in  new 
§  101.9(j)(ll)  shoiUd  eliminate  this 
concern.  Accordingly,  FDA  sees  no  need 
to  amend  its  interpretation  of  the  term 
"raw." 
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The  agency  would  like  to  clarify, 
however,  a  misinterpretation  of  the 
above  definition  of  raw  fish  that 
appeared  in  comments.  FDA  considers 
raw  shellfish  in  or  out  of  the  shell  to  be 
under  the  voluntary  program,  whether 
they  are  sold  bagged  in  plastic 
containers  or  displayed  loosely  in  trays 
or  bowls.  In  addition,  pasteurized  crab 
meat  that  is  not  shelf-stable  and  is  sold 
CO  ice  or  refrigerated  would  be  included 
under  the  voluntary  program,  whereas 
canned  pasteurized  crab  meat  that  is 
shelf-stable  would  be  subject  to 
mandatory  nutrition  labeling 
regulations.  As  discussed  above,  the 
agency  considers  nutrition  labeling  of 
the  refrigerated  product  that  may  not 
have  gone  through  a  manufacturing 
plant  impractical.  However,  the 
processing  of  the  canned  product  is 
standardized,  and  nutrition  labeling  can 
be  easily  accomplished  and  is  required. 

/.  Meat  Products  Begulated  by  FDA 

215.  Several  comments  recommended 
that  nutrition  labeling  of  game  meat 
should  be  on  a  voluntary  rather  than 
mandatory  basis.  One  game  meat 
association  stated  that  because  buffalo  is 
a  red  meat,  it  should  be  exempt  from 
FDA  regulations  and  should  be  allowed 
the  option  of  voluntary  labeling  under 
USDA  guidelines.  The  comment  also 
requested  that  any  required  nutrition 
information  should  be  allowed  to  be 
displayed  at  the  point  of  purchase  to 
reduce  costs  associated  with  nutrition 
labeling. 

A  number  of  comments  expressed 
concern  that  the  cost  of  analytical 
testing  and  nutrition  labeling  would  be 
prohibitive  for  the  small  game  meat 
producer.  A  request  was  made  that  an 
economic  impact  study  be  conducted  of 
the  effiect  of  the  proposed  regulations  on 
the  buffalo  industry  before  any  final  rule 
is  issued.  Comments  suggested  small 
business  exemptions  for  producers 
marketing  less  than  from  100.000  to 
150,000  pounds  per  year  per  each 
product  label,  A  few  comments  also 
requested  that  introductory  test  market. 
seasonal,  short  run.  and  experimental 
products  should  be  exempt  from 
nutrition  labeling. 

FDA  is  responsible  for  the  regulation 
of  all  meats  not  covered  by  USDA  under 
the  Federal  Meat  Inspection  Act  and  the 
Poultry  Products  Inspection  Act  (e.g.. 
deer,  bison,  rabbit,  wild  turkey,  or 
ostrich,  hereinafter  identified  as  "game 
meats").  Therefore,  the  law  does  not 
provide  an  option  for  such  products  to 
be  covered  by  USDA  guidelines. 
However.  FDA  appreciates  the  fact  that 
game  meat  producers  have  had  little,  if 
any,  experience  with  nutrition  labeling, 
and  that  analytical  data  base 


information  is  scarce.  Accordingly,  the 
agency  will  give  game  meats  as  much 
latitude  as  possible  under  the  1990 
amendments. 

Because  many  game  meat  producers 
are  small  enterprises,  it  is  possible  that 
some  will  foil  under  the  current  small 
business  exemption.  Many  of  those  that 
do  not  may  do  so  in  the  future  if  a 
legislative  amendment  is  passed  to 
increase  the  exemption.  However,  if  an 
amendment  is  not  forthcoming,  all 
nonexempt  producers  must  provide  the 
required  nutrition  information  when  the 

Tlations  become  effective, 
hile  the  statute  does  not  allow  FDA 
to  include  raw  game  meats  imder  the 
voluntary  nutrition  labeling  program  for 
raw  fruit,  vegetables,  or  fish,  for 
consistency  among  all  animal  flesh 
products,  single-ingredient  game  meat 
products  (fimen  or  unfrozen,  packaged 
or  unpackaged]  will  also  be  included  in 
§  101.9(j)(ll)  that  permits  the 
information  to  be  declared  on  either  an 
"as  purchased"  or  "as  prepared"  basis 
(see  comment  213  of  this  document). 

Also,  in  response  to  a  comment,  FDA 
ia  adding  §  101.9(j)(12)  to  the  final 
regulations  to  allow  nutrition 
information  to  be  provided  in 
accordance  with  paragraph  (a)(2)  of  this 
section  which  allows  the  required 
information  to  be  placed  on  labeling, 
that  is  on  signs,  posters,  tags,  or  in 
binders  or  booklets  displayed  at  the 
point-of-purchase.  FDA  believes  that 
this  action  will  allow  game  meat 
producers  to  give  first  priority  to 
nutrient  analyses  and  data  collection 
and  to  update  nutrient  declarations 
more  frequently  than  would  be  possible 
if  the  information  were  printed  on  food 
labels. 

216.  One  comment  requested  the  use 
of  a  data  base  to  reduce  ihe  cost  of 
nutrition  labeling  for  game  meet.  It  was 
noted  that  the  nutrient  composition  of 
buffalo  meat  varies  widely  according  to 
whether  the  animal  was  grain  fed  or 
range  fed  and  according  to  age  at 
slaughter.  Another  comment 
recommended  that  nutrient  information 
for  buffalo  meat  come  from  actual 
sample  testing  and  not  computer 
composites.  The  comment  requested 
that  FDA/USDA  "do  the  same  complete 
nutritional  study  for  the  buffelo 
industry  as  it  does  for  other  industries 
enveloped  by  the  proposal." 

FDA  acknowlec^s  that  there  is 
limited  nutrient  data  available  on  game 
meats.  The  agency  advises  that  it  does 
not  conduct  nutrient  analyses  for  any 
commodities;  however,  it  is  willing  to 
work  cooperatively  with  game  meat 
producers  to  produce  a  valid  nutrient 
data  base.  To  this  end.  the  Agriculture 
Research  Service  of  USDA  has 


experience  in  working  collaboratively 
with  industry  in  developing  food  ' 
composition  data  (Ref.  117). 

217.  Many  game  meat  processors 
requested  exemption  from  nutrition 
labeling  for  custom  services.  Custom 
processed  meat  includes  wild  game  or 
domestic  stock  that  is  butdiered  to  the 
specifications  of  the  customer.  The  meat 
may  have  been  sold  to  the  customer  or 
brought  in  by  the  customer  for 
butchering.  Comments  stated  that 
because  the  customer  owns  the  animal 
at  the  time  of  butchering,  the  nutritional 
aspect  of  the  meat  product  is  the 
responsibility  of  the  customer. 

Consistent  with  similar  regulations 
being  issued  simultaneously  by  USDA 
for  nutrition  labeling  of  meat  and 
poultry  products,  FDA  is  exempting 
custom  processed  fish  and  game  meats 
from  mandatory  nutrition  labeling.  This 
exemption  is  found  in  new 
§  101.9(j)(llKii)-  L«gal  authority  for  this 
is  that  what  is  being  sold  is  not  the  food 
but  the  processing,  llius,  the  food  is  not 
subject  to  section  403(q)  of  the  act 

K.  Small  Packages 

218.  A  number  of  comments 
supported  the  small  package  exemption 
proposed  in  §  101.9(i)(ll).  While  a  few 
comments  supported  the  provision  that 
nutrition  l^Mling  be  provided  for  foods 
in  small  packages  at  the  point  of 
purchase  in  aocordanoe  with  paragraph 
§  101.9(a)(2),  many  other  comments 
objected  to  this  requirement.  Several  of 
these  comments  objected  on  the  grounds 
that  the  1990  amendments  did  not 
include  a  requirement  for  point  of 
purchase  disclosure  for  sinall  packages, 
or  that  point  of  purchase  displays  of 
nutrition  information  would  create 
"tmnecessary  clutter"  and  "place  an 
undue  burden  on  retailers"  to  find  space 
for  the  information.  One  comment 
stressed  the  economic  impact  the 
proposal  would  have  on  supermarkets, 
especially  those  with  front-end 
operations  and  checkout  lanes  where  a 
wide  variety  of  sinall  package  items  are 
offered  for  sale.  The  comment  stated 
that  such  areas  would  have  to  be 
reconfigured  with  fewer  items  available 
because  of  space  lost  to  signage  and 
fewer  inventory  changes  made 
throughout  the  year.  A  comment  raised 
a  question  about  who  would  be  held 
responsible  if  the  information  was  not 
available  at  the  point  of  purchase. 
Comments  recommended  that 
manufacturers,  not  retailers,  should  be 
responsible  for  nutrition  information  on 
all  packaged  foods.  A  suggestion  was 
also  made  that  interested  consumers 
could  refer  to  larger  retail  packages  of 
the  same  product  or  could  w?  ite  or  call 
the  manufacturer  for  the  nutrition 
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information  by  using  an  address  or 
telephone  number  given  on  the  package 
label. 

FDA  is  persuaded  by  the  comments 
thai  It  is  impracticable  to  require  point 
of  purchase  display  of  nutrition 
information  for  small  packages. 
However,  because  section  403  (q)(5)(B) 
of  the  act  states  only  that  the  nutrition 
labeling  requirements  shall  not  apply  to 
the  label  of  the  food,  not  the  labeling  as 
is  included  in  section  403(q)(5)(C)  and 
(q)(6)(D).  the  agency  concludes  that 
nutrition  information  about  food  in 
small  packages  must  be  provided  to 
consumers  through  alternative  means. 
The  agency  agrees  with  the  comments 
that  manufacturers  should  bear  the 
responsibility  for  nutrition  labeling  of 
packaged  foods  and  finds  merit  in  the 
suggestion  that  manufacturers  provide 
an  address  or  telephone  number  on  the 
package  for  consumers  to  write  or  call 
for  nutrition  information.  FDA  believes 
that  almost  all  small  packages  should  be 
able  to  add  a  short  phrase,  such  as  "For 
nutrition  information,  call  1-800-123- 
4567"  to  the  label.  In  fact,  many 
packages  currently  give  an  address  or 
telephone  number  for  consumer  use  in 
obtaining  additional  information  about 
the  product. 

Tnerefore,  FDA  has  modified 
§  101.g(i)(ll),  redesignated  as 
§  101.9(j)(13){i).  to  delete  the 
Tequirement  that  foods  in  small 
packages  that  bear  no  nutrition  claims 
or  other  nutrition  information  provide 
the  required  nutrition  labeling  in 
accordance  with  §  101.9(a)(2).  The 
agency  replaced  it  with  a  requirement 
that  the  manufacturer  clearly  state  on 
the  package  label  where  a  consumer 
may  write  or  call  to  obtain  the  required 
nutrition  information.  If  a  manufacturer 
finds  that  it  is  impracticable  to  comply 
with  even  this  requirement  on  a 
particular  product,  the  manufacturer 
should  write  to  the  agency  in 
accordance  with  §  101.9(g)(9)  (see 
section  VI.P.3.  of  this  document). 

219.  A  few  comments  from  health 
professional  organizations  expressed  the 
belief  that  the  12  square  inch  standard 
for  "small  packages"  was  too  large,  and 
that  consumers  should  have  as  much 
information  as  possible  about  what  they 
purchase  and  consume.  One  comment 
stated  that  "with  the  increase  in 
fabricated  foods  and  single  serving  size 
packaging,  (they  were]  convinced  that 
nutrition  information  can  and  should  go 
on  less  space."  adding  that  by  using  an 
aobreviated  format,  nutrition  labeling  is 
possible  on  smaller  packages,  down  to 
8  square  inches. 

However,  several  other  comments 
objected  to  the  12  square  inch  definition 
for  small  packages,  stating  that  it  would 


not  allow  enough  space  for  all  the 
required  information  on  the  label, 
especially  on  a  product  with  a  lengthy 
ingredient  list.  The  comments  stated 
that  the  12  square  inch  standard  for 
exempting  small  packages  was 
established  years  ago  when  much  less 
information  was  required  on  food  labels 
(i.e.,  before  mandatory  nutrition 
labeling).  The  comments  also  expressed 
concern  that  attempting  to  include  all  of 
the  required  information  in  12  square 
inches  would  result  in  a  label  that 
would  not  be  legible,  making  it  difficult 
for  sight-impaired  or  elderly  persons  to 
read.  Comments  also  said  that  such  a 
presentation  would  discourage  use  of 
the  nutrition  information,  thereby 
undermining  the  purposes  of  the  1990 
amendments. 

Two  manufacturers  commented  on 
the  unique  space  problems  arising  when 
more  than  one  language  is  used  on  small 
packages  inasmuch  as  §  101.15(c)(2) 
requires  that  if  a  language  other  than 
English  is  used,  all  information  on  the 
label  must  be  printed  in  both  English 
and  the  other  language.  One  comment 
pointed  to  the  fact  that  the  United  States 
has  become  an  increasingly  bilingual 
nation,  making  Spanish-language 
labeling  a  "necessity  in  many  parts  of 
the  country." 

Several  comments  requested  a  more 
flexible  rule  based  on  "practically 
available  space"  or  "usable  surface 
space"  on  labels.  One  comment  stated 
that  the  term  "surface  area  available  to 
bear  labeling"  is  newly  coined  and 
unfamiliar  and  likely  to  be  confusing. 
The  comment  recommended  that  the 
exemption  be  couched  in  terms  of  "total 
square  inches  on  the  information  and 
alternate  panels,"  which  are  familiar 
terms  to  manufacturers. 

Other  suggestions  included:  (1)  Using 
a  20  square  inch  surface  area,  (2) 
excluding  the  principal  display  panel 
from  the  12  square  inch  requirement,  (3.) 
excluding  odd  shaped  parts  of  packages 
from  the  total  surface  area  available  for 
nutritional  labeling,  (4)  allowing  a  linear 
(i.e.,  string)  format  for  the  nutrition 
information,  (5)  making  the  nutrition 
profile  optional,  (6)  allowing  for 
abbreviations  of  nutrients,  (7)  deleting 
the  requirement  for  declaration  of 
"Servings  per  container"  on  single- 
serving  containers,  and  (8)  allowing 
required  nutrition  information  to  appear 
anywhere  on  the  package  expected  to  be 
read  by  consumers  rather  than  just  on 
the  information  panel  as  required  by 
§  101.2.  In  regard  to  the  latter  comment, 
one  comment  suggested  that  §  101.2  be 
modified  to  allow  required  information 
to  be  placed  on  other  label  panels 
adjoining  the  principal  display  panel  or 


the  information  panel  when  there  was 
insufficient  space  on  a  single  panel. 

A  few  comments  stated  mat  no 
manufacturer  should  be  required  to 
change  its  existing  label  style  or 
container  size  to  accommodate  nutrition 
labeling.  The  comments  urged  that  areas 
of  a  package  not  traditionally  used  foi| 
labeling  should  be  excluded  from  the: 
total  surface  area  (e.g..  many  companiies 
do  not  use  lids  of  jars,  necks  of  bottles, 
or  bottoms  of  cans  for  labels).  One 
comment  recommended  that  current 
company  practices  be  grandfathered 
until  the  company  changes  its  packaging 
or  container. 

The  agency  received  additional 
comments  regarding  small  package 
limitations  in  response  to  the  format 
proposal.  Several  comments  from 
manufacturers  of  smaller  size  produc 
such  as  candy  rolls  and  bars,  chewinj[ 
gum.  canned  fish,  and  cookies  stated 
that  such  labels  could  accommodate 
only  the  CONTROL  format.  Two 
comments  suggested  raising  the 
minimum  12  square  inch  requiremenjt 
for  "small  packages"  to  13  square 
inches. 

A  number  of  comments  addressed  the 
inclusion  of  the  DRV's  on  the  labels  0f 
small  packages.  These  comments  apply 
to  inclusion  of  the  footnote  providing 
calorie-specific  recommended  nutrient 
amount  information  specified  in        j 
§101.9(d)(8)(i). 

The  majority  of  comments  asserted 
that  it  would  be  difficult  to 
accommodate  the  DRV's  without  a 
relaxation  of  the  minimum  requirement 
of  12  square  inches  of  printable  label 
space.  Most  of  those  seeking  relief 
suggested  the  option  of  listing  DRV's  in 
linear  rather  than  column  array  over  an 
intermediate  range  of  printable  package 
area.  Alternate  upper  limits  suggested 
were  20  and  26  square  inches  or  no 
more  than  30  percent  of  printable 
package  area  devoted  to  the  nutrition 
label.  One  manufacturer  provided 
support  for  20  square  inches  as  a 
minimum  area  below  which  DRV's 
could  not  be  accommodated  without 
violating  minimum  type  size  or 
principal  display  panel  size 
requirements.  It  submitted  executions  of 
the  proposed  and  alternate  formats  for 
several  existing  products.  One  comment 
suggested  several  principles  to  be 
followed  by  FDA  in  establishing  a  range 
within  which  the  DRV  listing  could  be 
.  modified  or  deleted  while  preservmg 
legibility  and  remaining  in  conformance 
with  existing  labeling  requirements 
concerning  type  size  and  area  devoted    | 
to  the  principal  display  panel.  ! 

FDA  acknowledges  the  need  to  give 
consumers  as  much  information  as 
possible.  The  agency  is  persuaded. 
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however,  that  with  requirements  for 
more  nutrition-related  information,  it 
may  be  difficult  to  get  all  of  the  required 
information  on  packages  that  just  meet 
or  slightly  exceed  12  square  inches  of 
surface  area  available  to  bear  labeling, 
particularly  for  products  that  do  not 
qualify  for  the  simplified  format. 
However,  in  light  of  the  exemption  from 
nutrition  labeling  on  the  package  label 
for  products  with  less  then  this  amount 
of  usable  surface  space,  provided  that 
no  nutrition  claim  is  made  (see 
preceding  comment),  the  agency 
believes  that  exempting  a  larger  number 
of  foods  by  increasing  the  definition  of 
"small  package"  size  would  undermine 
the  intent  of  the  1990  amendments. 

However,  based  on  the  comments, 
FDA  has  concluded  that  justification 
exists  for  developing  a  graduated  system 
that  would  allow  added  flexibility  for 
foods  in  an  intermediate  package  size 
group.  To  select  the  dimensions  of  such 
an  intermediate  sized  package,  FDA 
reviewed  comment  suggestions, 
examined  the  space  requirements  of  the 
required  label  with  the  calorie-specific 
daily  values,  and  reviewed  data  on 
available  label  area  for  a  sample  of 
packaged  foods  (Ref.  117a).  The  agency 
is  rejecting  suggestions  such  as  the  use 
of  only  "practically  available  space"  or 
"usable  surface  space"  or  the  exclusion 
of  "oddly  shaped  parts  of  packages" 
because  there  is  a  significant  potentiad 
for  differences  of  opinion  about  what  is 
"practically  available,"  "usable,"  or 
"oddly  shaped."  The  remaining 
suggestions  are  to  exclude  the  principal 
display  panel,  to  use  an  upper  limit  of 
20  or  26  square  inches  of  surface  area 
available  to  bear  labeling,  or  to  require 
that  no  more  than  30  percent  of  the 
surface  area  available  to  bear  labeling  be 
devoted  to  the  information  panel. 

The  agency  believes  that  the 
suggestion  to  apply  the  30  percent 
criterion  to  space  requirements 
necessary  to  comply  with  FDA 
regulations  has  merit.  Based  on  current 
requirements  (see  §  101.1(b)  and  (c)),  the 
principal  display  panel  can  be 
considered  to  cover  40  percent  of  the 
total  surface  area  available  to  bear 
labeling.  On  the  assumption  that  no 
more  than  half  of  the  remaining  60 
percent  of  the  label  should  be  required 
to  be  devoted  to  FDA-required 
information  (i.e.,  the  nutrition  label  and 
ingredient  list),  30  percent  of  the  total 
surface  area  would  be  used  for  such 
information.  This  is  consistent  with  the 
.comment. 

Based  on  the  data  examined,  FDA 
believes  an  upper  limit  of  40  square 
inches  of  surface  available  to  bear 
labeling  is  appropriate  to  define  an 
intermediate  sized  package.  The 


smallest  legal  sized  execution  of  the 
format  required  under  $  101.9(d)  is 
approximately  7  square  inches.  For 
many  processed  foods,  the  addition  of 
the  ingredient  list  could  bring  the  space 
needed  for  presenting  this  FDA-required 
information  to  11  square  inches.  Using 
the  30  percent  factor,  this  information 
could  be  accommodated  on  packages 
with  37  square  inches  available  to  bear 
labeling.  In  order  to  provide  incentive  to 
allow  sufficient  space  to  make  the  label 
readily  observable  and  easily 
comprehensible,  the  agency  has  decided 
to  roiuid  this  number  up  to  40  square 
inches.  The  agency  is  providing  for  this 
upper  limit  in  §  101.9(j)(13)(ii).     • 

The  agency  does  not  agree  with  the 
comment  that  the  term  "surface  area 
available  to  bear  labeling"  is  newly 
coined  and  unfamiliar,  inasmuch  as  it 
has  been  used  in  §  101.2(c)(3)(i)  for  17 
years. 

FDA  looked  to  the  comments  for 
suggestions  of  added  flexibility  for  the 
labeling  of  foods  in  intermediate  sized 
packages  available  to  bear  labeling. 
Suggestions  in  the  comments  included: 
Allowing  a  linear  (i.e.,  string)  format  for 
nutrition  information  (including  the 
DRV  listing),  making  DRV's  optional, 
allowing  for  abbreviations,  deleting  the 
requirement  for  declaration  of  "Servings 
per  container"  on  single-serving 
containers,  and  allowing  required 
nutrition  information  to  appear  in  other 
places  than  those  required  by  §  101.2 
(i.e.,  the  information  panel).  Dependent 
upon  the  circumstances  of  a  particular 
package  size  and  shape,  the  agency  is 
not  opposed  to  the  use  of  any  of  these 
suggested  methods.  In  addition,  as 
provided  for  in  §  101.9(g)(9), 
manufacturers  may  request  special 
allowances  for  provision  of  the  required 
information  on  tags  affixed  to  the 
product  according  to  §  101.9(a)(2)  as 
discussed  in  section  VI.P.3.  of  this 
document.  Foods  For  Which  Labeling  Is 
Impracticable. 

in  regard  to  the  request  to  delete  the 
requirement  for  declaration  of  "Servings 
per  container"  on  single  serving 
containers,  FDA  finds  that  inasmuch  as 
the  declaration  of  "Serving  size"  on 
such  products  will  specify  that  the 
serving  is  the  entire  unit  (e.g.,  1  can  or 
1  bar),  it  would  be  needlessly  repetitive 
to  state  that  there  is  one  serving  per 
container.  Therefore,  FDA  has  modified 
§  101.9(d)(3)(ii)  that  pertains  to  all 
container  sizes  to  state  that  "Servings 
per  container"  is  not  required  on  single 
serving  containers  as  defined  in 
§  101.9(b)(6). 

While  the  provisions  being  made  to 
increase  flexibility  are  for  the  piupose  of 
making  it  easier  for  manufacturers  to 
place  mandatory  nutrition  labeling  on 


packages  of  an  intermediate  size,  they 
may  also  be  used  on  "small  packages" 
(i.e.,  packages  with  less  than  12  square 
inches  of  surface  area  available  to  bear 
labeling)  whose  labels  are  exempt  imder 
§101.9(j)(13)(i)  when  manufacturers 
elect  to  provide  a  nutrition  label  on 
those  foods. 

FDA  is  providing  in 
§  101.9(j)(13)(ii)(A)  that  the  required 
nutrition  information  may  be  presented 
in  a  tabular  fashion  when  the  package 
shape  or  size  cannot  accommodate  a 
column  display  on  any  label  panel.  This 
form  of  presentation  is  currently  used 
on  many  foods  in  long  rectangular  or 
round  packages,  such  as  candy  bars  and 
is  shown  in  Appendix  H.  In  addition,  to 
facilitate  the  provision  of  information 
on  small  packages,  S 101. 9(j)(13)(ii)(A) 
provides  for  the  use  of  a  tabular 
presentation  on  all  products  with  less 
than  12  square  inches  of  surface  area 
available  to  bear  labeling,  regardless  of 
the  package  shape.  Further,  if  the  label 
will  not  accommodate  a  tabular  display, 
§101.9(j)(13)(ii)(A)  also  provides  that 
the  required  nutrition  information  may 
be  presented  in  a  linear  (i.e.,  string) 
fashion. 

In  regard  to  abbreviations,  ooe 
comment  stated  that  the  design  Umits  of 
their  company's  printers  for  labels  to  be 
affixed  to  foods  packaged  in  retail  stores 
limited  the  description  of  nutrients  to 
10  characters.  While  the  agency  is 
concerned  about  the  use  of 
abbreviations  and  any  possible 
consumer  confusion  they  may  cause, 
FDA  believes  their  use  ujider  limited 
and  controlled  conditions  may  be 
preferable  to  overcrowding  within  the 
nutrition  label.  Therefore,  based  on  this 
comment,  the  agency  is  providing  the 
following  abbreviations  in 
S  101.9(j)(13)(ii)(B)  for  those  mandatory 
nutrients  whose  names  exceed  10 
characters. 

Serving  size:  Serv.  size 

Servings  per  container:  Servings 

Calories  from  fat:  Fat  cal 

Saturated  fat:  Sat  fot 

Cholesterol:  Cholest 

Total  carbohydrate:  Total  caru 

Dietary  fiber:  Fiber 
Section  101.9(d)(9)(iv)  allows  these 
abbreviations  to  also  be  used  in  a 
footnote  within  the  nutrition  label. 

As  discussed  above  in  section  V.  of 
this  document  on  the  format  of  the 
nutrition  label,  FDA  is  providing  in 
§  101.9(j)(13)(ii)(C)  that  the  footnote  and 
caloric  conversion  information  required 
in  §  101.9(d)(9)  and  {d)(10)  may  be 
omitted  on  intermediate  sized  packages. 
When  the  footnote  required  by 
§  101.9(d)(8)  is  omitted,  an  alternate 
footnote  must  be  used  that  states: 


2156 


Fedaral 


/  Vol.  58.  Na  3  /  Wednewky.  [anuary  6.  1993  /  Ruleg  md  Regnfaiions 


"Percent  Daily  Values  are  based  on  a 
2.000  calorie  diaL" 

The  agency  believes  that  concerns 
expressed  in  commants  requesting  that 
the  nutrition  information  bia  allowed  to 
appear  elsewhera  on  the  package  rather 
tiian  just  on  the  information  panel  as 
required  by  S  101.2  (see  S  101.9(1))  are 
generally  addressed  by  §  101.2(a)(1). 
This  section  states  that  if  the 
information  panel  is  too  small  to 
accommodate  the  necessary  information 
or  is  otherwise  unusable  label  space. 
e.g.,  folded  flaps  or  can  ends,  the  panel 
adioining  to  the  right  may  be  used. 
HowevCT,  in  recognition  of  the  increased 
need  for  this  flexibility  in  packages  with 
lass  than  40  square  inches  available  to 
bear  labeling,  FDA  is  providing  in 
§  101.9(j)(13Hii)(D)  that  nutrition 
labeling  on  intermediate  sized  packages 
may  appear  on  any  label  panel. 

As  a  conforming  diange,  §  101.9(c). 
(d).  and  (i)  have  been  modified  to  reflect 
the  provisions  of  §  101.9(jMl3). 

In  regard  to  the  comments  requesting 
an  exemption  or  postponement  based  on 
current  company  labeling  practices, 
FDA  ad-vises  that  Congress  did  not 
provide  in  the  1990  amendments  for  any 
such  actions.  The  agency  recognizes  the 
possible  economic  burdens  associated 
with  changing  labeling  practices  and 
has  tried  to  incorporate  sufficient 
flexibility  to  minimize  the  need  for  such 
changes  but  has  no  authority  to  prevent 
their..  FDA  advises  that  in  §  101.1  the 
agency  stated  that,  in  determining  the 
area  of  the  principal  display  panel,  tops, 
bottoms,  flanges  at  tops  and  bottoms  of 
cans,  and  shoulders  and  necks  of  bottles 
and  jars  were  to  be  excluded.  Therefore, 
it  is  reasonable  to  conclude  that  the 
agency  will  not  include  these  areas  in 
determining  the  "surface  area  available 
to  bear  labeling." 

220.  A  comment  req\iested 
clarification  as  to  whether 
manufacturers  of  products  that  are  sold 
in  small  packages  that  qualify  for  the 
small  package  exemption  are  required  to 
omit  nutrition  information  from  the 
label  and  then  present  it  through  other 
means  as  required  in  proposed 
§  101.9(aX2),  or  whether  they  may 
attempt  to  provide  the  nutrition 
labeling. 

While  comment  218  of  this  document 
addressed  the  undwlying  concern  ia 
this  comment  about  the  mandatory 
inclusion  of  required  nutrition 
informaticm  in  labeling  at  the  point  of 
purchase.  FDA  does  not  view  this  or  any 
other  exempticn  under  §  101. 9{j)  (except 
for  infant  formula  which  is  subject  to 
other  labeling  reqiiirements)  as 
prohibiting  a  manufactiirer  from 
including  nutrition  labeling  on  the  labe' 
of  a  food  product  The  ^ency 


encourages  the  inclusion  of  nutrition 
informaticn  on  the  label  of  exempted 
products  wboiever  pouible.  To  clarify 
the  situation,  i  101.9(jKl3Ki)  has  been 
modified  to  sUta  that  the  new 
requirement  for  an  address  or  telephone 
number  for  consumer  use  in  obtaining 
nutrition  information  is  to  apply  to 
products  that  qualify  and  use  this 
exemption. 

L.SheUEggs 

221.  One  manufacturer  commented  on 
the  labeling  of  egg  cartons,  stating  that 
proposed  §  101.9(jUl2)  allowing  for  the 
presentation  of  the  required  nutrition 
information  immediately  beneath  the 
carton  lid  is  as  impractical  for  many  egg 
cartons  aa  requirii^  its  display  on  the 
upper  surfsce  of  the  lid  because  both 
surbces  conform  to  the  shape  of  the 
eggs.  The  comment  suggested  that 
packaging  of  this  kind  may  not  be 
readily  imprinted  at  all.  The  comment 
further  stated  that  eggs  are  a  largely 
homogeneous  agricultural  commodity. 
and  eggs  sold  at  retail  in  their  shells 
should  all  be  treated  alike  with  respect 
to  nutrition  labeling,  whether  the  eggs 
are  in  bulk,  on  trays  without  cartons,  or 
in  cartons.  The  comment  requested  that 
eggs  be  exempt  under  21  U.S.C. 
343{q){3l  that  allows  the  Secretary  to 
provide  that  nutrition  labeling'be 
displayed  at  the  point  of  purdiase  for 
foods  received  in  bulk  containers. 

FDA  is  persuaded  by  the  comment 
that  it  may  be  impractical  for  egg 
cartons  that  conform  to  the  shape  of  the 
eggs  to  bear  nutrition  labeling. 
Accordingly.  FDA  is  modifying 
§  101.9(iKl2j  (redengnated  as 
§  101.9(j}(14))  to  allow  the  required 
nutrition  information  to  appear  on  the 
inside  or  the  outside  of  the  carton,  or  on 
an  insert  that  can  be  clearly  seen  wrfaen 
the  carton  is  opened.  By  doing  this,  FDA 
is  greatly  expanding  the  total  surface 
area  available  to  bear  labeling. 

FDA  rejects  tlie  suggestion  that, 
because  soips  uggs  are  sold  in  bulk,  all 
eggs  should  be  allowed  to  be  labeled  at 
the  point  of  purchase  according  to  the 
exemption  for  bulk  foods  (§  101.9(j}(9)). 
As  discussed  above,  nutrition  labeling 
for  eggs  may  appear  or  the  egg  carton 
or  on  a  package  insert.  FDA  concludes 
thet  there  is  no  need  to  modify 
§  101.9(j)il4)  to  allow  for  further  special 
conditions  for  shell  eggs  packed  in 
cartons.  If.  in  tact,  a  manufacturer  finds 
it  impossible  to  label  a  particular  egg 
carton  or  to  include  a  package  insert  it 
may  request  a  special  allowance  from 
the  agency,  as  diecussed  in  aninait 
223  of  diis  document 


M.  Muhi  UaH  Pockages 

222.  A  few  comments  disagreed  with 
the  requirement  in  proposed 
§  101.9(jMl3Miii)  that  each  unit  within  a 
muhipack  state  "this  xmit  not  labeled 
for  retail  sale.**  Comments  stated  that 
this  requirement  is  redundant  because 
§  101.9(jKl3Ki)  and  (j)(13Kii)  adequately 
prevent  the  product  from  being  sold 
without  nutrition  labeling. 

The  agency  does  not  agree  that  the 
requirement  is  redundant.  Although 
multiunit  containers  may  be  enclosed 
and  are  not  intended  to  be  separated 
from  the  retail  package  under  normal 
conditions  of  sale,  occasionally  the 
individual  units  are  separated  from  the 
multiunit  container  and  purchased 
separately.  Proposed  §S  101.9(j)(13)(i) 
and  (j}(13)(ii),  redesignated  as 
§§  101.9(j)(15){i)  and  (j)(15)(ii}.  state: 
"The  multiunit  retail  food  package 
labeling  contains  all  nutrition 
information  in  accordance  with  this 
section;"  and  "The  unit  containers  are 
securely  enclosed  within  and  not 
intended  to  be  separated  from  the  retail 
package  under  conditions  of  retail  sale." 
These  sections  cannot  guarantee  that  the 
units  in  a  multiunit  p^kage  will  not  be 
separated;  e.g..  frozen  juice  bars,  soft 
drink  bottles,  and  sticks  of  butter  are 
sometimes  separated  from  an  enclosed 
multiunit  package  by  consumers  prior  to 
purchase  at  the  retail  level  Therefore. 
FDA  is  not  modifying  the  regulation. 
223.  A  soft  drink  trade  association 
requested  a  provision  in  the  final  rule  to 
exempt  from  nutrition  labeling  glass 
bottles  with  lithographed  labeling  that 
are  marketed  in  multi-umt  packages. 
These  bottles,  the  comment  pointed  out, 
are  often  loosely  patted  rather  than 
securely  enclosed.  The  comment  made 
reference  to  the  technical  limitations  of 
labeling  glass  l^  the  lithograph  method, 
and  the  impracticality  of  placing 
nutrition  Idwlicg  on  the  individual 
bottles  or  "unit  containers."  The 
comment  requested  that  the  agency 
clarify  the  proposal  to  ensure  the 
continued  availability  of  lithographed 
bottle  multiunit  packages  and  suggested 
that  the  nutrition  labeling  information 
appear  on  the  infonnatitm  panels  of  tiie 
multiunit  retail  package. 

The  Egem:y  acknowledges  that  there 
will  be  some  circumstances  in  whidi 
strict  adherence  to  the  relations  (in 
this  case  the  requirement  that  units  be 
securely  enclosed  in  the  retail  package) 
is  not  technologically  feasible,  or  some 
other  circumstance  makes  it 
impracticable.  Propoeed  Sl01.9(gKa) 
would  have  allowed  for  alternative 
means  of  compliance  or  additional 
exemptions  to  deal  with  the  situation 
when  firms  were  unabie  to  develop 
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adequate  nutrient  profiles.  The  agency 
concludes  based  on  this  comment  that 
this  latitude  should  be  available  for 
additional  circumstances.  Accordingly, 
FDA  is  modifying  §  101.9(g)(8), 
redesignated  as  §  101.9(g)(9),  to  broaden 
its  scope  by  stating  "When  it  is  not 
technologically  feasible,  or  some  other 
circumstance  makes  it  impracticable,  for 
firms  to  comply  with  the  requirements 
of  this  section  (e.g.,  to  develop  adequate 
nutrient  profiles  to  comply  with 
paragraph  (c)),  *  *  •." 

Additionally.  FDA  believes  that 
actions  taken  to  address  technological  or 
other  problems  on  a  case-by-case  basis 
do  not  need  to  be  established  by 
regulation  in  response  to  a  petition  to 
initiate  rulemaking.  Therefore,  the 
agency  is  replacing  "establish  by 
regulation"  with  "permit"  in 
§  101.9(g)(9)  and  is  deleting  the 
reference  to  a  petition,  stating  instead 
that  firms  in  need  of  such  special 
allowances  shall  make  their  request  in 
writing  to  the  Food  and  Drug 
Adniinistration,  Office  of  Nutrition  and 
Food  Sciences  (HFF-20G),  200  C  St.. 
SVV.,  Washington,  DC  20204.  However, 
FDA  concludes  that  no  change  is 
necessary  in  §  101.9{j)(15)  in  response  to 
this  comment. 

N.  Foods  Sold  from  Bulk  Containers 

224.  A  food  retailer  wrote  in  support 
of  the  requirement  in  proposed 
§  101.9(i)(14)  that  nutrition  labeling 
information  for  bulk  foods  be  provided 
at  the  point  of  purchase.  However,  the 
comment  took  exception  to  the  agency's 
intention  to  include  within  the 
requirement  individually  wrapped  bulk 
food  items  such  as  candies,  arguing  that 
the  exemption  for  small  packages 
should  apply  to  small  individually 
wrapped  food  items  that  are  sold  in 
bulk. 

FDA  disagrees  with  this  comment. 
The  labels  of  individually  wrapped 
small  food  items,  such  as  bite  size 
pieces  of  candy,  are  exempt  from 
nutrition  labeling  under  the  small 
package  exemption  (§101.9(j)(13)) 
because  of  the  lack  of  space  needed  to 
print  the  required  information. 
However,  under  section  403(q)  of  the 
act,  foods  sold  from  bulk  containers 
must  be  nutrition  labeled  whether  or  not 
they  are  individually  wrapped. 
Nutrition  labeling  can,  and  should,  be 
presented  on  the  labeling  of  the  bulk 
container  or  on  a  counter  card,  sign,  or 
other  appropriate  device  &s  identified  in 
§  lUl. 100(a)(2).  Moreover,  as  discussed 
above,  the  exemption  for  small  packages 
only  applies  to  the  label  and  not  to  a 
product's  labeling.  The  agency  reiterates 
its  position  as  stated  in  the  Federal 


Register  of  July  19,  1990  55  FR  29487 
at  29505.  and  56  FR  60366  at  60379: 

*  *  *  Many  foods,  such  as  candies,  cookies, 
and  pasta,  are  oH^ered  for  sale  firom  large 
containers  such  as  barrels  or  bins.  FDA  has 
traditionally  required  that  these  foods  be 
labeled  in  accordance  with  section  403(i)(2) 
of  the  act  through  the  use  of  a  counter  sign 
or  card  on  the  labeling  of  the  bulk  container 
121  CFR  101.100(a)(2)l.  The  agency  believes 
that  nutrition  labeling  can  be  provided  in  a 
similar  manner.  Therefore,  the  agency  will 
require  nutrition  information  for  such  foods. 

Accordingly,  no  changes  are  being 
made  to  §  101.9(i)(14),  redesignated  as 
§101.9(j){16). 

225.  Several  other  comments  were 
received  in  support  of  the  requirement 
in  the  proposed  version  of  §  101.9(j)(16) 
that  nutrition  labeling  information  for 
bulk  foods  be  provided  at  the  point  of 
purchase.  Two  comments  recommended 
that  nutrition  information  be  provided 
in  the  form  of  brochures  or  "tear-off 
sheets  at  the  point  of  purchase,  so  that 
consumers  can  have  the  information 
available  at  home. 

FDA  agrees  that  tear-off  sheets  or 
brochures  with  the  required  nutrition 
information  would  be  useful  to 
consumers  and  encourages 
manufacturers  to  provide  retailers  with 
the  required  nutrition  information  in 
such  form.  Section  403(q)(3)  of  the  act 
states:  "For  food  that  is  received  in  bulk 
containers  at  a  retail  establishment,  the 
Secretary  may,  by  regulation,  provide 
that  the  nutrition  information  required 

•  *  *  be  displayed  at  the  point  of  sale." 
Thus,  the  statute  does  not  specify  the 
form  in  which  this  information  is  to  be 
provided.  Accordingly,  FDA  has  not 
made  the  recommended  change. 

226.  A  retail  ice  cream  manufacturer 
requested  that  the  proposed  version  of 
§  101.9{j)(16)  be  clarified  so  that  scoops 
of  ice  crpam  that  are  dispensed  by  store 
employees  from  bulk  ice  cream 
containers  are  clearly  not  subject  to  the 
"sold  from  bulk  containers" 
requirement. 

FDA  advises  that  it  is  not  necessary  to 
exempt  ice  cream  from  the  requirements 
of  §  101.9(j)(16).  Ice  cream  that  is 
dispensed  by  store  employees  from  bulk 
ice  cream  containers  at  an  ice  cream 
store  is  for  immediate  human 
consumption  and  would  therefore  be 
exempt  from  mandatory  nutrition 
labeling  under  revised  §  101.9(|)(2)(ii). 

227.  A  retail  grocery  chain  stated  that 
popular  bulk  food  items  sold  from  bins 
and  barrels  but  packaged  by  clerks  for 
customer  convenience  should  not  be 
required  to  have  nutrition  labeling  on 
each  package. 

FDA  advises  that  §  101.9())(16)  allows 
food  products  sold  from  buik  food 
containers  to  display  the  required 


nutrition  information  "either  on  the 
labeling  of  the  bulk  container  plainly  in 
view  or  in  accordance  with  provisions 
of  paragraph  (a)(2)  of  this  section." 
Section  101.9(a)(2)  allows  use  of  counter 
cards,  signs,  tags  afiixed  to  the  product, 
or  other  appropriate  devices. 
Accordingly,  the  containers  such  foods 
are  put  into  when  sold  to  the  consumer 
need  not  bear  nutrition*labeling  as  long 
as  the  required  nutrition  information  is 
plainly  in  view,  regardless  of  whether  it 
is  the  consumer  or  a  store  employee  that 
packages  the  product.  However,  if  the 
foods  are  packaged  in  an  area  that  is  off- 
limits  to  customers,  and  the  information 
is  not  plainly  in  view,  the  required 
nutrition  information  must  be  available 
on  the  package  label  or  in  labeling 
adjacent  to  the  packages  accordingly  to 
the  provisions  of  §  101.9(a)(2). 

0.  Foods  Used  as  the  Sole  Item  of  the 
Diet 

228.  One  professional  organization 
and  one  consumer  interest  group  wrote 
in  support  of  FDA's  tentative  decision  to 
delete  the  exemption  in  current 

§  101.9(h)(3)  for  foods  promoted  as  the 
sole  item  in  a  diet  (such  as  formulated 
weight- loss  products)  and  to  have  the 
same  labeling  requirements  for  those 
products  as  all  other  foods.  The 
consumer  interest  group  stated  that 
"considering  the  minimal  long-term 
benefit  from  these  products  and  the 
potential  for  harm  from  the 
unsupervised  use  of  these  products, 
FDA  should  consider  greater  labeling 
requirements  for  these  products." 

FDA  intends  to  monitor  the  use  and 
labeling  of  foods  used  as  the  sole  item 
of  the  diet  and,  as  discussed  in  the 
supplementary  proposal  (56  FR  60366  at 
60378),  will  consider  at  a  later  date 
whether  there  should  be  additional  or 
different  requirements  for  the  nutrition 
labeling  of  these  products. 

P.  Other  Requests  for  Exemption 

1.  Donated  Foods  I 

229.  Two  comments  from  food  banks 
requested  an  exemption  from  mandatory 
nutrition  labeling,  citing  that  food  banks 
are  nonprofit  charitable  organizations, 
and  as  such,  it  would  be  "unreasonably 
costly  and  unduly  burdensome  for  (food 
banks)  to  be  required  to  apply  complete 
nutrition  labeling  to  repacked  food 
products."  The  comments  stated  that 
the  exemption  is  necessary  to  ensure 
that  mandatory  nutrition  labeling  rules 
do  not  hamper  the  ability  of  charitable 
organizations  to  receive  and  distribute 
foods  to  needy  individuals. 

Section  403(q)(l)  of  the  act  requires 
nutrition  labeling  on  food  that  "is 
intended  for  human  consumption  and  is 
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offered  for  sale."  Accordingly,  donated 

foods  that  are  given  without  charge  to 

the  ultimate  consumer  are  not  subject  to 

mandatory  nutrition  labeling.  This 

provision  of  the  1990  amendments  was 

not  included  in  the  proposed 

implementing  regulations.  To  correct 

this  omission,  the  agency  is  modifying 

§  lOl.g(a)  to  state  that  "Nutrition 

information  relating  to  food  shall  be 

provided  for  all  products  intended  for 

human  consumption  and  offered  for  sale 
•   a   •  •> 

230.  A  second  request  from  these 
foods  banks  was  that  food  companies 
having  inventories  of  foods  not  in 
compliance  with  new  labeling  rules 
after  the  effective  date  of  section  403(q) 
of  the  act  be  permitted  to  donate  those 
products  to  charitable  organizations. 

Section  10(a)(2)  of  the  1990 
amendments  states  that  the  new 
nutrition  labeling  requirements  shall  not 
apply  to  foods  labeled  before  the 
effective  date.  Therefore,  companies 
will  be  able  to  continue  to  sell  all  foods 
that  are  labeled  in  compliance  with 
current  regulations  before  the  effective 
data  of  section  403(q)  of  the  act.  May  8. 
1993.  As  a  result,  there  should  be  no 
inventories  of  labeled  food  that  cannot 
be  sold  to  consumers.  The  agency 
wishes  to  state,  however,  that  it  has  long 
been  the  agency's  policy  that 
misbranded  foods,  such  as  those  that 
have  been  the  subject  of  a  seizure  or 
recall,  can  be  donated  to  charitable 
organizations  rather  than  being 
Destroyed  if  they  do  not  present  a  safety 
concern,  and  the  recipient  is  fully 
informed  as  to  the  problem  with  the 
food  (e^.,  short  weight). 

231.  Two  comments  expressed 
concern  that  if  donated  foods  are 
exempted  from  nutrition  labeling,  the 
goals  of  nutrition  labeling  will  not  be 
met  for  individuals  who  rely  on  such 
foods. 

In  passing  the  1990  amendments. 
Congress  intended  to  require  that 
consumers  have  the  necessary 
information  at  their  disposal  to  select 
diets  that  are  consistent  with  dietary 
recommendations  aimed  at  improving 
the  health  status  of  Americans. 
However,  by  requiring  nutrition  labeling 
only  on  foods  offered  for  sale.  Congress 
limited  the  coverage  of  the  nutrition 
labeling  requirements.  Therefore,  while 
the  agency  would  encourage  nutrition 
labeling  on  any  foods  repackaged  or 
relabeled  by  charitable  organizations, 
the  statute  does  not  require  such 
labeling. 

The  agency  is  pleased  to  note, 
however,  that  in  conversations  with  the 
Food  and  Nutrition  Service.  USDA. 
which  administers  the  Food 
Distribution  Program,  the  Food  and 


Nutrition  Service  has  stated  that  it  plans 
to  incorporate  nutrition  labeling  on  all 
foods  that  it  distributes  to  individuals. 
The  Food  Distribution  Program 
purchases  surplus  foods  from  American 
markets  and  distributes  them  to  State 
agencies  for  further  distribution  to 
individuals  and  eligible  local  outlets. 

2.  Exported  Foods 

232.  Comments  from  a  trade 
association  and  a  manufacturer 
requested  that  products  intended  for 
export  be  exempt  bom  U.S.  nutrition 
labeling  regulations  because  they  will 
necessarily  be  required  to  comply  with 
the  importing  country's  labeling  criteria. 

FDA  advises  that  under  section  801(e) 
of  the  act,  foods  intended  for  export  will 
not  be  deemed  misbranded  under 
section  403  of  the  act  under  certain 
circumstances.  Section  801(e)  states 
that: 

A  food,  drug,  device  or  cosmetic  intended  for 
export  shall  not  be  deemed  to  be  adulterated 
or  mistiranded  under  this  Act  if  it: 

(A)  Accords  to  the  specifications  of  the 
foreign  purchaser, 

(B)  Is  not  in  conflict  with  the  laws  of  the 
country  to  which  it  is  intended  for  export. 

(C)  Is  labeled  on  the  outside  of  the 
shipping  package  that  it  is  intended  for 
expctrt,  and 

(D)  Is  not  sold  or  offered  for  sale  in 
domestic  commerce. 

Thus,  if  a  company  complies  with  the 
requirements  of  section  801(8)  of  the  act, 
it  need  not  be  concerned  about 
misbranding  the  food  by  failing  to 
comply  with  section  403(q)  of  the  act. 

3.  Foods  for  Which  Labeling  Is 
Impracticable 

233.  Two  dairy  companies  requested 
that  returnable  glass  milk  bottles  be 
exempt  from  nutrition  labeling  because 
the  total  surface  area  available  for 
labeling  is  much  less  than  12  square 
inches.  The  labeling  surface  is  the 
closure  on  the  top  of  the  bottle.  If  the 
label  were  placed  on  the  side  of  the 
bottle  it  would  be  impossible  to  recycle 
the  bottle  for  milk  use  because  of 
problems  with  washing  and  disinfecting 
the  bottle  after  each  use.  The  comments 
stated  that  the  returnable  glass  bottle  is 
important  for  the  environment,  and  that 
many  of  their  customers  purchase  it  for 
that  reason.  They  suggested  the 
nutrition  labeUng  for  milk  in  returnable 
glass  bottles  be  placed  on  placards  at  the 
point  of  purchase. 

Other  comments  requested  special 
allowances  for  uniquely  shaped  package 
containers  (such  as  containers  of  honey 
in  the  shape  of  a  bear,  individual  juice 
containers  in  the  shape  of  a  hand 
grenade,  or  cheese  balls)  or  packaging 
materials  that  do  not  allow  for  fine 


printing  (e.g.,  styrofoam  ice  cream 
cups). 

FDA  is  willing  to  consider  allowing 
the  required  nutrition  information  for 
returnable  glass  milk  bottles  to  be 
available  in  labeling,  as  provided  for  in 
§  101.9(aK2).  As  discussed  in  comment 
223  of  this  document,  §  101.9(gK9)  of 
this  final  rule  allows  that  when  it  is  not 
technologically  fieasible,  or  some  other 
circumstance  makes  it  impracticable,  for 
firms  to  comply  with  the  requirements 
of  nutrition  labeling,  FDA  may  permit 
alternative  means  of  compliance  or 
additional  exemptions  to  deal  with  the 
situation. 

4.  Foods  Purchased  Under  Government 
Contract 

234.  One  trade  association  and  one 
manufacturer  requested  exemptions  for 
products  produced  for  Government 
contracts  (e.g..  the  National  School 
Lunch  Program,  military  feeding 
operations),  using  the  reasoning  that  any 
products  sold  would  be  offered  to  the 
final  consumer  as  part  of  a  total  meal/ 
diet,  and  nutrition  information  on  the 
meal  must  be  supplied  by  the  facility 
offering  the  meal. 

FDA  advises  that  products  of  the  type 
discussed  in  the  comment  that  are  sold 
for  use  in  restaurants  and  institutional 
food  service  operations  are  exempt 
under  §  101.9(j)(2)(iii).  As  long  as  it  is 
not  reasonably  possible  that  they  will  be 
sold  directly  to  consumers,  they  need 
not  be  nutrition  labeled.  Therefore,  no 
further  exemption  is  necessary. 

Vn.  Other  Issues 

A.  Assortments  of  Food 

235.  A  few  comments  requested 
clarification  on  whether  assortments  of 
foods,  such  as  a  box  of  assorted 
chocolates  or  nuts,  would  have  to  bear 
nutrient  information  on  each  type  of 
chocolate  (or  nuts),  or  whether  an 
average  nutrient  value  would  suffice. 

The  agency  advises  that  in  the 
preamble  to  the  mandatory  nutrition 
labeling  proposal  (55  FR  29487  at 
29505),  it  stated  that  "where 
assortments  of  food  are  packaged,  firms 
will  be  required  to  express  nutrient 
content  based  on  the  package  as  a  whole 
(e.g.,  the  entire  product  contents  may  be 
combined  for  a  nutrient  analysis)."  FDA 
recognizes  that  the  terms  "will  be 
required"  and  "may  be  combined" 
appear  inconsistent.  Therefore,  to  clarify 
the  regulation  and  in  afxordance  with 
the  agency's  intent  to  offer  flexiWlity  in 
the  labeling  of  assortments  of  foods, 
FDA  has  modified  §  101.9(e)(1), 
recodified  as  §  101.9<hKl).  by  deleting 
"of  the  total  product"  and  adding  a  new 
sentence  that  states  that  when 
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separately  packaged  ingredients  or 
assortments  of  the  same  type  of  foods 
are  intended  to  be  eaten  at  the  same 
time,  the  nutrition  information  may  be 
specified  for  each  component  or  as  a 
composite  value.  In  developing  a 
composite  nutrient  vahie,  the  entire 
product  contents  would  be  combined 
for  a  nutrient  analysis. 

In  addition,  to  clarify  the  term 
"assortments  of  food"  FDA  has 
modified  §  101.9(h)(1)  by  adding 
"assortments  of  the  same  type  of  food" 
and  including  the  example  of  assorted 
nuts. 

236.  A  few  comments  addressed  the 
labeling  of  variety  packs  containing  an 
assortment  of  individually  packaged 
products  (e.g.,  assorted  ready-to-eat 
breakfast  cereals  or  snack  foods  such  as 
com  chips,  cheese  puffs,  and  potato 
chips).  A  food  manufacturer  marketing 
variety  packages  stated  that  they 
currently  label  each  of  the  single-serving 
packages  placed  in  a  multi-serving 
container  separately.  The  comment 
stated  that  the  outer  wrapping  is 
generally  transparent,  making  extensive 
labeling  on  the  outer  wrapping 
infeasible.  Another  comment  suggested 
that  the  outer  label  contain  the 
statement  "Individual  inner  units  carry 
nutrition  information"  where  each  of 
the  single-serving  packages  in  the 
variety  pack  bears  nutrition  labeling. 
The  comment  also  stated  that  larger 
sizes  of  the  individual  packages  of  foods 
in  the  variety  pack  are  invariably 
available  to  consxuners  at  the  same 
location,  and  the  nutrition  labels  on 
those  larcer  packages  may  be  reviewed 
if  desired. 

FDA  points  out  that  a  primary 
purpose  of  the  1990  amendments  is  to 
allow  consumera  to  maintain  healthy 
dietary  practices.  To  do  this,  consumers 
must  have  access  to  nutrition 
information  at  the  point  of  purchase.  In 
many  situations,  consumers  can  look  at 
the  nutrition  labels  of  larger  packages  of 
the  individual  foods  for  nutrition 
information.  However,  the  agency  does 
not  agree  that  it  is  always  possible  to  do 

T With  respect  to  the  transparent  natxire 
of  the  outer  wrapping,  FDA  does  not 
believe  this  makes  labeling  on  that 
wrapping  infeasible.  Many  bakery 
products  are  packaged  in  transparent 
wrappers  and  these  products  provide 
nutrition  and  other  label  information. 
Inasmuch  as  many  variety  packs  are 
currently  printing  the  required  nutrition 
information  for  each  of  the  products 
contained  in  the  variety  pack  in  a  table 
on  the  outer  package,  and  because  the 
outer  packages  are  generally  large,  the 
agency  concludes  that  a  special 
allowance  is  not  reauired  for  variety 


packs.  Accordingly.  FDA  rejects  the 
suggestion  that  the  outer  label  merely 
state  that  the  individual  units  within  the 
package  provide  nutrition  information. 
However,  the  agency  has  no  objection 
to  manufacturers  labeling  only  the 
individual  inner  packages  if  the 
information  is  provided  in  such  a  way 
that  consumers  can  clearly  see  it  at  the 
time  of  purchase.  Examples  of  this  type 
of  packaging  can  be  found  currently  in 
the  marketplace  where  nutrition 
labeling  is  provided  on  the  tops  of 
single-serving  packages  of  breakfast 
cereals.  Accordingly,  FDA  is  adding  a 
new  paragraph  §  101.9(h)(2)  to  specify 
that  nutrition  labeling  of  single-serving 
packages  within  variety  packs  must  be 
clearly  visible  at  the  point  of  puidiase. 
Proposed  §  101.9(e)(2)  is  redesignated  as 
§101 .9(h)(4). 

237.  FDA  received  comments  from 
companies  that  sell  food  products  by 
mail  order,  particularly  varieties  of 
foods  and  food  assortments  that  are 
marketed  as  gifts.  The  conunents 
requested  special  provisions  in  the 
regulations  to  provide  some  flexibility 
for  packaged  gift  assortments  because 
these  packages  are  assembled  from 
several  thousand  separately  labeled  food 
items,  many  of  which  are  similar, 
differing  only  in  size  or  flavor,  and 
which  are  used  in  many  different 
assortments.  Because  of  the  unique 
characteristics  of  the  mail  order  gift  food 
industry,  caused,  in  part,  by  rapidly 
changing  selections  of  gift  packages 
offered,  the  commenta  contended  that 
nutrition  labeling  would  have  a 
devastating  effect  on  the  industry, 
unless  alternative  means  of  compUance 
are  allowed. 

The  comments  requested  that  a  new 
paragraph  be  added  imder  proposed 
§  101.9(e)  for  assortments  of  fcKids 
intended  to  be  used  as  gifts,  allowing  for 
nutrition  information  on  such  foods  to: 
(1)  Be  included  on  labeling,  (2)  be  based 
on  uniform  serving  sizes,  (3)  omit 
reference  to  "servings  per  container." 
(4)  be  calculated  as  averages  for 
cat^ories  of  foods  having  similar 
dietary  uses  or  similar  significant 
nutritional  characteristics  for 
characterizing  nutrients,  (5)  be  based  on 
calculations  from  nutrient  data  bases, 
and  (6)  omit  foods  meeting  the 
definition  of  "small  package"  in 
§  101.9())(13)  from  determinations  of 
nutrient  content.  A  subsequent 
comment  on  behalf  of  the  mail  order  gift 
food  companies  modified  the  last 
provision  to  state  that  foods  in  small 
packages  only  be  omitted  if  they  are  not 
listed  in  promotional  catalogues  and  are 
"optical  garnishes"  used  to  enhance  the 
appearance  of  the  gift  package,  or  bonus 


items  included  ss  a  free  gift  or 
promotional  item. 

FDA  is  persuaded  that  special 
allowances  are  justified  for  gift  packages 
containing  a  variety  of  foods  (e.g.. 
cheese,  jams,  and  crackers  packed 
together  in  one  gift  box)  or  of  food 
assortments  (e.g..  several  different  types 
of  jam  in  one  box).  Accordingly,  the 
agency  is  adding  a  new  paragraph 
§  101.9(h)(3)  to  address  mft  packages. 

New  §  101.9(h)(3)(i)  allows  the 
required  nutrition  information  to  appear 
on  the  label  or  in  labeling  that  is  within 
or  attached  to  the  outer  gift  package. 
This  provision  allows  the  information  to 
be  consolidated  in  a  single  document 
that  could  accompany  several  diffiarent 
gift  food  packages  that  contain  the  same 
assortment  of  foods,  although  not 
necessarily  in  consistent  size  packraes, 
as  are  identified  in  the  document.  This 
action  is  in  recognition  of  the  faxi  that 
the  pereon  who  buys  the  gift  package  is 
generally  not  the  person  who  will  use 
the  information.  According  to  the 
comments,  on  average.  65  percent  of 
company  sales  are  shipped  to  recipients 
other  than  the  purchaser.  Moreover, 
many  packages  shipped  to  purchasers 
are  subsequently  offered  as  gifts  to  other 
peraons. . 

llie  "outer  package"  is  intended  to 
mean  the  container  directly  within 
which  component  items  ore  packed.  It 
does  not  mean  the  shipping  carton, 
imless  component  items  are  packed 
directly  witnin  the  shipping  carton 
instead  of  being  packed  in  a  separate 
inner  container. 

Conunents  also  have  persuaded  the 
agency  that  standardizing  the  serving 
sizes  for  foods  included  in  gift  packages 
will  simplify  the  simultaneous 
presentation  of  information  on  a  variety 
of  diffiarent  types  of  foods  by  putting  the 
information  for  all  products  on  a 
comparable  weight  basis  and,  thereby, 
increase  the  likelihood  that  consumera 
will  use  and  understand  the 
information.  The  comments  requested 
that,  where  there  is  no  uniform 
household  measure  that  is  either  a 
common  multiple  ot  fraction  of  the 
quantity  of  an  individual  food  in  an 
assortment,  one  ounce  (fluid  or  solid  as 
appropriate)  be  used  as  the  standard 
serving  size.  Rather  than  leaving  open 
the  possibility  of  the  use  of  any 
"uniform  household  measiue," 
however,  FDA  believes  that  an 
allowable  exemption  from  the  serving 
size  requirements  would  be  permissible 
only  when  all  of  the  foods  in  a 
particular  gift  package  are  not  subject  to 
the  same  reference  amount  customarily 
consumed,  as  specified  in  $  101.12(b). 

FDA  has  no  objection  to  the 
suggestion  of  a  one  ounce  serving  siz»» 
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for  solid  foods  in  such  circumstances. 
The  selection  of  one  ounce  is  acceptable 
based  on  the  fact  that  it  is  the  simplest 
value  for  use  in  calculations,  many  of 
the  foods  are  packaged  in  multiples  of 
one  ounce,  and  it  is  the  same  as  the 
reference  amounts  customarily 
consumed  for  many  of  the  types  of  foods 
used  in  gift  packages  (e.g.,  many 
cheeses,  crackers,  and  nuts)  specified  in 
§  101.12  in  the  companion  document  on 
serving  sizes  published  elsewhere  in 
this  issue  of  the  Federal  Register. 

In  the  case  of  hquids,  the  agency 
believes  a  larger  serving  size  is  needed 
because  of  the  extra  weight  of  water, 
and  because  there  are  no  reference 
amounts  specified  in  §  101.12  for 
liquids  at  only  one  fluid  ounce.  Based 
on  the  refierence  amounts  in  §  101.12. 
FDA  believes  a  serving  size  of  2  fluid 
ounces  is  more  appropriate  for 
nonbeverage  liquids  such  as  syrups,  and 
8  fluid  ounces  is  appropriate  for 
beverages.  These  are  the  reference 
amounts  in  §  101.12(b)  for  maple  syrup 
and  for  all  beverages,  respectively.  The 
agency  does  not  believe  that  it  is 
reasonable  to  collapse  the  number  of 
categories  of  foods  any  further  than 
these  three  groups  for  the  purpose  of 
nutrition  labeling  of  gift  packages. 
Therefore,  in  response  to  the  comments 
and  in  an  effort  to  minimize  the  number 
of  diflierent  serving  sizes  required  in  the 
nutrition  labeling  of  gift  packages. 
§  101.9(h)(3)(ii)  allows  for  a  serving  size 
of  1  oimce  for  all  solid  foods,  2  fluid 
ounces  for  nonbeverage  liquids,  and  8 
fluid  ounces  for  beverages  where  there 
is  no  uniform  reference  amoimt 
customarily  consumed  for  each 
individual  food  used  in  an  assortment 
or  variety  of  foods  within  a  gift  package. 

However,  the  agency  believes  it 
would  be  misleading  to  allow  nutrient 
content  or  health  claims  based  on  these 
serving  sizes  for  foods  packaged  in  gift 
packs  where  they  differ  from  reference 
amounts  specifled  in  §  101.12(b)  that  are 
used  as  criteria  for  the  claims. 
Therefore.  §  101.9(h)(3)(ii)  states  that  the 
reference  amounts  customarily 
consumed  that  are  listed  in  §  101.12 
must  continue  to  be  used  for  purposes 
of  evaluating  whether  individual  foods 
in  a  gift  package  qualify  for  nutrient 
content  claims  or  health  claims. 

Inasmuch  as  section  403(q)(l)(B)  of 
the  act  requires  that  the  number  of 
servings  per  container  be  included  on 
the  nutrition  label,  FDA  does  not 
believe  that  it  has  the  authority  to 
permit  this  information  to  be  deleted. 
However  in  §  101.9(h)(3)(iii),  FDA  is 
allowing  for  the  number  of  servings  per 
container  to  be  stated  in  the  nutrition 
label  as  "varied"  in  recognition  of  the 
fact  that  each  type  of  gift  package  will 


furnish  a  different  number  of  servings. 
This  action  is  consistent  with 
§  101.9(b)(8)  in  the  companion 
document  on  serving  size  published 
elsewhere  in  this  issue  of  me  Federal 
Register,  which  allows  a  manufacturer 
to  declare  "varied"  for  the  number  of 
servings  per  container  for  random 
weight  products.  The  assembling  of  gift 
packs  has  a  random  quality.  FDA  is 
persuaded  that  requiring  more  speciflc 
information  on  labeling  would 
necessitate  a  unique  label  or  labeling  for 
each  package,  negating  the  usefulness  of 
these  special  provisions. 

Section  101.9{h)(3)(iv)  provides  that 
average,  composite  nutrient  values  may 
be  declared  in  nutrition  labeling  for 
reasonable  categories  of  foods  having 
similar  dietary  uses  and  similar 
sienificant  nutritional  characteristics. 
While  the  comments  requested  that 
composite  values  be  allowed  for 
reasonable  categories  of  foods  having 
similar  dietary  uses  or  similar 
signiflcant  nutritional  characteristics. 
FDA  believes  that  both  criteria  are 
necessary.  Many  forms  of  cheese  and 
peanut  butter  have  similar  dietary  uses 
in  that  they  are  used  to  make 
sandwiches  or  are  eaten  on  crackers,  yet 
they  have  far  different  nutritional 
characteristics  and  should  not  be 
composited. 

The  comments  suggested,  and  FDA 
concura,  that  companies  should  submit 
to  FDA  their  determinations  of 
"reasonable  categories"  for  review  and 
acceptance.  FDA's  decision  on  the 
companies'  determinations  will  be 
based,  in  large  part,  on  whether  the 
values  of  the  characterizing  nutrients  for 
foods  in  the  category  meet  the 
compliance  criteria  set  forth  in 
§  101.9(g)(3)  through  (g)(6).  To  that  end, 
companies  should  also  submit  a  list  of 
proposed  characterizing  nutrients  for 
each  "reasonable  category"  of  foods. 

For  example,  assuming  total  calories, 
total  fat,  saturated  fat.  and  cholesterol 
are  the  categorizing  nutrients  for  a  group 
of  cheeses,  each  cheese's  content  of 
these  4  nutrients  would  have  to  be  no 
greater  than  20  percent  in  excess  of  the 
declared  values  in  the  nutrition  label,  in 
accordance  with  §  101.9(g)(5),  or 
reasonably  less  than  the  declared 
values,  in  accordance  with  §  101.9(g)(6). 
Nutrients  other  than  the  characterizing 
nutrients  could  be  stated  as  an  average, 
or  composite,  for  the  category,  without 
having  to  meet  the  standards  of 
§  101.9(g)(3)  through  (g)(6). 

While  the  comments  requested  that 
FDA  8]>ecifically  permit  the  use  of  data 
bases  for  calculating  the  nutrition 
information  for  foods  in  gift  packages, 
the  agency  does  not  believe  a  separate 
policy  from  that  which  the  agency  is 


establishing  for  other  packaged  foods 
(see  section  Vn.B.2.  of  this  document)  is 
necessary  or  appropriate. 

Section  101.9(h)(3){v)  allows  foods 
that  meet  the  definition  for  small   * 
packages  under  §  101.9(j){13)(i)  that  are 
included  in  a  gift  package  to  be  omitted 
in  determining  the  nutrition  information 
if  they  are  not  specifically  listed  in  a 
promotional  catalogue,  and  they  are 
used  in  small  quantities  as  "optical 
garnishes"  to  enhance  the  appearance  of 
the  gift  package  or  are  included  las  a  free 
gift  or  promotional  item.  According  to 
the  comment,  these  items  are  used  in 
very  small  quantities  and  may  vary 
greatly  bom  package  to  package.  On  the 
understanding  that  the  "optical 
garnishes"  are  generally  small  plain 
candies  wrapped  in  bright  colored 
paper,  the  agency  believes  that  the  small 
amount  used  will  make  an  insignificant 
nutrient  contribution  to  the  total 
package.  Free  gifts  or  promotional  items, 
by  definition,  are  not  "offered  for  sale" 
and  are  therefore  exempt  under 
§  101.9(a). 

B.  Compliance  (§  101. 9(g)) 

1.  Compliance  Procedures 

In  discussing  the  agency's  rationale 
for  requiring  a  single  nutrient  value  on 
the  label  in  lieu  of  permitting  ranges  of 
values,  FDA  tentatively  concluded  that 
its  ciurent  compliance  policy  with 
-respect  to  nutrient  variability  satisfied 
the  requirements  of  the  1990 
amendments  (56  FR  60366  at  60373). 

The  compliance  policy  in  current 
§  101.9(e)  (proposed  §  101.9(g))  requires 
that  the  nutrient  content  of  the 
composite  of  12  subsamples  be  at  least 
equal  to  the  labeled  value  for  Class  I 
nutrients  (i.e..  added  nutrients  in 
fortified  and  fabricated  foods)  and  at 
least  80  percent  of  the  labeled  value  for 
Class  II  nutrients  (naturally  occurring  or 
indigenous  nutrients).  Proposed 
§  101.9(g)(4)  specified  that  these 
requirements  are  applicable  for 
vitamins,  minerals,  protein,  total 
carbohydrate,  complex  carbohydrate, 
dietary  fiber,  unsaturated  fat,  and 
potassium  content.  Likewise,  in 
proposed  8 101.9(g)(5),  the  nutrient 
content  of  the  composite  is  reqiured  to 
be  no  more  than  20  percent  above  the 
labeled  value  for  calories,  sugars,  total 
fat,  saturated  fat,  cholesterol,  and 
sodium. 

238.  The  agency  received  a  number  of 
comments  regarding  its  compliance 
policy  as  stated  in  proposed  in 
§  101.9(g)  (56  FR  60366  at  60391).  A  few 
comments  agreed  with  allowing  an  80  to 
120  percent  leeway  in  the  compliance  of 
foods.  One  comment  noted  that  while 
the  nutrient  values  iiay  not  be  absolute. 
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they  are  more  consistent  for  the 
consumer.  Also,  the  present  system 
makes  it  easier  for  manufacturers  to 
obtain  compliance.  However,  the 
majority  of  comments  disagreed  with 
FDA's  compliance  poUcy,  requesting 
that  either  a  tighter  or  looser  standard  be 
used. 

Consumers  were  strongly  opposed  to 
the  so-called  "80-120  rule."  TTiey  felt 
the  range  was  too  lenient  and  stated  that 
they  would  like  to  see  a  tighter  standard 
adopted,  especially  for  calories.  Fat, 
carbohydrate,  and  cholesterol  were  also 
identified  as  nutrients  that  should  have 
very  accurate  or  exact  label  declarations. 
Some  suggested  other  limits  of 
acceptance,  such  as  a  plus  or  minus  5 
to  10  percent  range.  Several  comments 
supported  a  more  accurate  declaration 
of  nutrients  in  consideration  of  the 
needs  of  persons  with  medical 
conditions  requiring  adherence  to 
specialized  or  restricted  diets.  Other 
consumers  considered  the  20  percent 
margin  of  error  as  being  inaccurate  and 
misleading.  Some  comments  considered 
that  with  today's  available  technology, 
food  manufacturers  could  and  should 
more  accurately  declare  nutrients, 
notably  calories,  on  the  labels  and  meet 
more  stringent  standards. 

Several  comments  included 
suggestions  as  how  to  better  declare 
nutrient  content  on  the  label. 
Suggestion^  included  the  declaration  of 
a  tolerance  standard  on  all  product 
labels  and  an  example  of  what  the 
tolerance  could  mean.  For  example,  the 
lahe]  of  a  product  having  a  10  percent 
tolerance  for  calories  would  state  the 
declaration  as  "100  calories—could  be 
90  or  110  calories."  One  comment 
suggested  that  a  statement  be  required 
adjacent  to  the  calorie  value  declaring 
that  it  is  "only  an  approximate  figure." 
Another  suggested  that  all  food  labels 
carry  a  warning  of  the  20  percent  margin 
of  error  permitted  for  calories. 

I  Comments  from  industry  and  trade 
associations  considered  the  80/120 
percent  range  unduly  restrictive.  They 
supported  more  flexible  compliance 
standards  that  would  provide 
"representative  values"  of  a  product's 
nutrient  content.  Representative  data  in 
one  comment  was  defined  as  the  mean 
or  the  mean  plus  or  minus  one  standard 
deviation.  Their  contention  was  that, 
because  of  the  natural  variation  of  foods, 
application  of  FDA's  compliance 
procedures  result  in  gross  under- 
representation  of  some  nutrients,  such 
as  vitamin  A  in  carrots,  and  gross  over- 
representation  of  other  nutrients,  such 
as  sodium  in  soft  drinks  (because  of 
variability  in  water  sources).  The 
comments  took  exception  to  FDA's 
issertior  «n  tht.  discussion  on  fresh 


produce  and  seafood,  in  the  mandatory 
nutrition  labeling  proposal  (55  PR  29487 
at  29506)  that  nutrient  content  can 
largely  be  controlled  in  most 
manufactiued  foods.  In  fact,  they  stated 
there  is  greater  variability  in  processed 
foods  because  of  the  complexity  of 
prepared  foods,  the  further  processing 
that  is  required,  the  need  to  total  the 
variability  for  each  ingredient  for 
prepared  foods,  the  flexibility  needed 
for  obtaining  ingredients  from  various 
sources  or  suppliers,  and  the  analytical 
variability  for  required  nutrients.  One 
comment  recommended  that  an  80  to 
120  percent  compliance  range  be  used 
for  nutrients  with  a  low  degree  of 
natural  or  analytical  variability.  For 
nutrients  with  a  high  degree  of  natural 
or  analytical  variability,  a  less  stringent 
65  to  135  percent  compliance  range  was 
suggested. 

Another  comment  endorsed  a  more 
flexible  compliance  standard  whereby 
micronutrient  levels  need  only  be 
present  at  a  minimum  level  of  80 
percent  of  declared  levels.  They 
recommended  that  no  maximum 
compliance  level  be  set.  This  comment 
was  particularly  in  reference  to  the 
difficulty  of  achieving  compliance  for  a 
product  that  has  a  standard  of  identity, 
such  as  pasta,  where  maximum  and 
minimum  levels  of  enrichment  are 
specified  by  the  standard.  The  comment 
stated  that  levels  of  added  nutrients  may 
vary  depending  upon  the  method  of 
enrichment,  indigenous  nutrient  levels 
in  the  wheat,  analytical  error,  rounding 
of  values  declared  on  the  label,  and  loss 
of  nutrients  during  the  drying  process. 

The  agency  disagrees  with 
establishing  more  stringent 
requirements  for  label  values.  FDA 
shares  concerns  about  individuals  with 
very  specific  health  problems  where 
diets  must  be  closely  monitored  and 
controlled.  However,  no  data  have  been 
presented,  and  FDA  is  not  aware  of  any 
such  data,  to  suggest  that  health 
problems  have  been  created  because  of 
the  allowable  variances.  Therefore,  the 
agency  considers  health  management 
under  professional  guidance  satisfactory 
using  the  nutrient  values  on  the  labels 
based  on  current  regulations.  In 
addition,  it  should  be  noted  that  the 
natural  variability  of  foods  may  lead  to 
both  under-  and  over-reporting  within 
the  allowable  variances  for  individual 
foods.  These  variances  will  tend  to 
balance  out  over  the  entire  day's  diet. 

While  it  is  highly  desirable  to  have  a 
precise  nutrient  value  on  the  label,  it  is 
impractical.  The  natural  variability  of  a 
food  is  dependent  upon  a  number  of 
factors.  Among  them  are  the  season  of 
the  year,  soil  type,  variety  (cultivar),  and 
weather  conditions.  The  processing  that 


a  food  undergoes  also  alters  its  nutrimt 
content.  In  addition  to  these  variables, 
the  agency  places  restrictions  on  the 
label  declarations  in  r^ard  to  the 
rounding  of  nutrient  values.  These 
rounding  rules  are  to  avoid  the 
impression  of  unwarranted  accuracy  as 
well  as  to  make  a  label  easier  for  a 
consumer  to  review  and  understand.  To 
declare  nutrient  values  mora  accurately 
or  precisely  than  is  presently  required 
would  place  an  onerous  burden  on  the 
manu&cturer.  The  costs  associated  with 
the  excessive  controls  to  provide  more    -. 
exact  label  declarations  are 
unreasonable  and  would  not  be 
commensurate  with  any  possible 
additional  health  benefit. 

The  agency  rejects  the  suggestions 
that  declared  values  be  qualified  by 
statements  that  they  reflect  tolerance 
levels  or  margins  of  error.  Such 
statements  on  the  label  informing 
consumers  of  the  possible  variation 
between  labeled  and  analjrtical  values 
would  cause  great  confusion  with  no 
real  benefit. 

Similarly,  FDA  disagrees  with  the 
comments  that  suggested  establishing 
less  stringent  requirements  for 
determining  compliance  with  declared 
label  values.  As  seen  in  comments, 
consumers  rely  on  the  declared  values, 
and  the  accuracy  of  those  values  is 
important.  FDA  does  not  befieve  larger 
suggested  ranges,  such  as  65  to  135, 
would  give  consumers  the  information 
that  they  need  to  adequately  evaluate 
their  nutrition  intake.  Therefore,  the 
agency  is  not  making  requested  changes 
in  §  101.9(g). 

FDA  advises  that  it  has  not  set 
maximum  compliance  levels  in 
§  101.9(g)  for  Gass  I  and  Class  11 
nutrients,  nor  has  it  set  minimum 
compliance  levels  for  nutrients 
specified  in  S  101.9(g)(5)  (i.e..  calories, 
sugars,  total  fat,  saturated  fet, 
cholesterol,  and  sodipm).  The  20 
percent  variability  permitted  iis  not  a 
range  but  rather  a  lower  or  upper  limit. 
depending  on  the  nutrient.  TTie  only 
regulatory  limit  on  overages  of  Class  I 
and  II  nutrients  is  given  in  §  101.9(g)(6), 
which  states  that  "reasonable  excesses" 
are  acceptable  within  current  good 
manufacturing  practice.  Likewise, 
§  101.9(g)(6)  also  states  that  "reasonable 
deficiencies"  of  calories,  sugars,  total 
fat,  saturated  fat.  cholesterol,  and 
sodium  under  labeled  amounts  are 
acceptable  within  current  good 
manufacturing  practice.  FDA  anticipates 
that  manufacturen  will  be  diligent  in    . 
their  own  behalf  in  not  underdpclaring 
Class  I  and  II  nutrients,  such  as  vitamins 
and  minerals,  and  in  not  overdeclarin^ 
nutrients  such  as  calories  and  fat. 
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Regarding  maximum  levels  of 
micronutrients  in  standardized  enriched 
pasta  products,  regulatory  relief  cannot 
be  achieved  through  modifications  of 
§  101.9  but  require  changes  in  the 
standards  of  identity  of  such  products. 

239.  Several  comments  suggested  that 
the  80  and  120  percent  criteria  should 
only  be  a  guideline  or  screening  tool.  A 
few  comments  expressed  the  position 
that  FDA  should  not  declare  a  product 
misbranded  until  the  manufacturer  has 
had  an  opportunity  to  establish  that  the 
variations  are  reasonable  under  the 
circumstances. 

Other  comments  suggested  that  the  80 
and  120  percent  criteria  be  waived 
when  there  are  small  quantities.  (The 
quantity  limits  suggested  were  10  and 
20  or  fewer  "units."  "Units"  were 
interpreted  to  be  units  of  measurements, 
such  as  10  or  20  calories  or  10  or  20  mg 
of  sodium.)  The  comments  noted  that 
small  numbers  combined  with  rounding 
rules  and  analytical  variability  result  in 
inequities  for  label  compliance  (i.e.,  the 
analytical  variance  for  some  low  levels 
of  nutrients  is  greater  than  the  allowed 
regulatory  variance).  For  example,  the 
comment  stated  that  if  a  mean  value  of 
1.3  units  was  rounded  for  label 
declaration  to  the  nearest  whole  unit 
(i.e..  1  unit),  then  the  acceptable  range 
would  be  0.8  to  1.2  units  when  applying 
the  80  and  120  percent  criteria.  The 
range  would  be  below  the  true  mean 
value  which  could  result  in  many 
products  being  found  out  of  compliance. 
Furthermore,  these  small  differences  of 
0.2  units  may  not  be  within  the 
accuracy  of  many  methods,  so  that  the 
analytical  variance  could  be  greater  than 
the  allowed  regulatory  variance.  For 
these  small  quantities  of  20  or  fewer 
units,  the  comments  recommended  that 
a  50  to  150  percent  rule  be  applied.  One 
comment  recommended  that  FDA 
clarify  in  the  fmal  rule  that  the  rounding 
of  nutrient  values,  as  required  by  the 
proposal,  would  not  disadvantage  a 
manufacturer  when  making  nutrient 
content  claims  to  meet  compliance 
criteria  as  well  as  standards  of  identity. 

An  alternative  suggestion  in  another 
comment  to  avoid  an  extreme  over-  or 
under-declaration  when  the  value  is 
small  is  to  declare  the  nutrient  content 
to  the  nearest  whole  unit  with 
compliance  based  on  a  fixed  percentage 
(eg  ,  within  80  percent]  or  a  fixed  unit 
amount  (e.g.,  one  unit  or  2  percent  U.S. 
RDA,  the  basic  increment  of  rounding). 
The  regulation  would  then  require  that 
declared  amounts  be  within  80  percent 
or  one  unit  (such  as  a  g)  for  Class  II 
nutrients  or  within  120  percent  or  one 
unit  for  nutrients  such  as  calories,  fat. 
or  sodium. 


The  agency  is  not  persuaded  that  the 
current  or  proposed  acceptance  criteria 
for  compliance  evaluation  should  be 
changed.  The  compliance  criteria  permit 
reasonable  excesses  over  labeled 
amounts  or  deficiencies  under  labeled 
amounts,  dependent  upon  the  nutrient 
being  evaluated, -(current  §  101.9(e)(6), 
redesignated  as  §  101.9(g)(6))  within 
current  good  manufacturing  practices. 
As  discussed  in  section  IV.A.  of  this 
document,  the  level  of  "reasonable"  is 
not  specified. 

It  is  the  manufacturer's  responsibility 
to  target  labeled  values  to  correspond  to 
actual  nutrient  levels  so  that  products 
will  meet  compliance  requirements. 
This  responsibility  includes  taking  into 
consideration  the  effects  of  rounding. 
Any  effect  caused  by  the  rounding  of 
labeled  values  to  meet  the  agency's 
requirements  in  §  101.9(c)  should  be 
accounted  for  by  the  manufacturer  in 
developing  a  label  value  and  would  be 
included  in  the  evaluation  of  a 
"reasonable"  level  by  the  agency. 
Analytical  variance  is  also  one  of  the 
factors  in  determining  compliance 
acceptance.  This  fact  is  stated  in 
§  101.9(g)  (4)  and  (5)  in  this  final  rule. 

Manufacturers  should  perform  shelf- 
life  stability  studies  to  substantiate  the 
declared  nutrient  levels  of  the  product 
and  to  demonstrate  that  a  product  can 
meet  label  claims  over  the  shelf  life  of 
the  product.  FDA  does  not  believe  that 
incorporation  into  the  regulations  of  any 
additional  explicit  provision  or 
compliance  position  for  low  level 
nutrients  or  small  labeling  increments 
would  provide  added  protection  for 
manufacturers. 

240.  One  comment  strongly 
recommended  that  FDA  address 
sampling  issues.  It  suggested  that  the 
current  procedure  in  §  101.9(e)(2)  (and 
in  proposed  §  101.9(g)(2))  of  preparing  a 
composite  of  12  subsamples  taken  from 
a  single  lot  be  changed.  Instead,  it  was 
suggested  that  a  sample  composite  for 
analysis  represent  12  di^erent  lots. 

The  agency  disagrees  with  the 
suggested  ciiange  in  sampling 
procedures.  The  comment's  suggestion 
reflects  a  sampling  objective  that 
appears  to  focus  on  estimating  the 
nutrient  content  of  product  for  a 
specified  quantity  (e.g.,  a  company's 
production).  FDA's  sampling  objective 
is  to  determine  whether  the  average, 
within  a  given  lot  (a  quantity  that  is 
defined  in  current  §  101.9(e)(1)),  meets 
label  claims.  From  a  compliance 
evaluation  standpoint,  the  suggested 
sampling  scheme  is  not  a  feasible 
alternative  because  the  results  obtained 
would  not  be  traceable  to  a  specific  lot 
should  an  overage  or  deficiency  be 
encountered.  Instead  of  a  compliance 


action  against  a  smaller  quantity  (a 
single  lot),  it  might  be  necessary  to  take 
a  compliance  action  against  a  larger 
quantity  (e.g.,  a  company's  production 
for  a  larger  specified  point  in  time). 
Therefore,  FDA  is  making  no  change  in 
§  101.9(g)(2)  in  response  to  this 
comment. 

241.  Several  comments  that  disagreed 
with  the  agency's  compliance  policy 
provided  suggestions  to  clarify  the 
codified  language.  One  comment 
recommended  the  elimination  of  total 
carbohydrate,  complex  carbohydrate, 
and  unsaturated  fat  from  the  Class  I 
category  of  nutrients  at  §  101.9(g)(4)(i).  It 
maintained  that  these  three  nutrients  are 
unlikely  to  be  "added"  but  are  the  result 
of  having  used  ingredients  that 
inherently  have  these  nutrients. 

FDA  agrees  with  the  recommendation 
Therefore,  the  agency  is  amending 
§  101.9(g)(4)(i)  to  delete  total 
carbohydrate,  complex  carbohydrate, 
and  unsaturated  fat  fix)m  the  Class  I 
category.  This  deletion  should  allay  the 
concerns  of  having  the  cited  nutrients 
meet  Class  I  nutrition  labeling 
requirements.  These  nutrients  remain  in 
the  Class  11  category  (§  101.9(g)(4)(ii)), 
although  in  accordance  with  the 
changes  made  in  section  III.  of  this 
document,  complex  carbohydrate  is 
changed  to  other  carbohydrate  and 
unsaturated  fat  to  poly-  and 
monounsaturated  fat. 

To  clarify  the  compliance  policy 
concerning  variability  because  of 
analytical  methodology  for  Class  I  and 
Class  n  nutrients.  FDA  is  modifying 
§  101.9(g)(4)  by  making  a  new  paragraph 
out  of  the  last  sentence  which  begins 
with  the  word  "Provided."  This  change 
should  make  clear  that  the  proviso 
information  regarding  consideration  of 
regulator)'  action  is  applicable  to  both 
Class  I  and  Class  II  nutrients.  This 
qualifying  information  was 
inadvertently  moved  under  the 
paragraph  on  Class  II  nutrients  in  the 
July  19,  1990  mandatory  nutrition 
labeling  proposal,  and  the  error  was 
carried  forward  in  the  supplementary 
proposal. 

242.  One  comment  stated  that 
manufacturers  should  be  able  to  use 
mean  values  in  all  cases,  except  that 
statistical  outliers  should  be  ignored. 
The  comment  also  urged  the  agency  to 
codify  its  compliance  policy  to  the 
extent  that  if  a  nutrient  is  found  out  of 
the  80  to  120  range  of  the  labeled 
amount,  the  product  wcuild  not  be 
deemed  out  of  compliance  as  long  as  the 
manufacturer  can  demonstrate  that  the 
label  declarations  represent  mean  values 
based  on  reasonable  and  adequate 
sampling  and  analyses. 
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FDA  disagrees  with  the  comment.  The 
agency's  position  on  the  use  of  mean 
values  is  summarized  in  the  preamble  of 
the  supplementary  proposal  (56  FR 
60366  at  60373).  This  position  is 
discussed  in  more  detail  in  the  "FDA 
Nutrition  Labeling  Manual:  A  Guide  for 
Developing  and  Using  Databases"  and 
in  section  VII.B.  of  this  document.  In 
short,  FDA  will  allow  the  use  of  mean 
values  derived  from  satisfactory  data 
bases  if  the  coefficient  of  variation  is 
equal  to  or  less  than  the  maximum 
coefficient  of  variation  specified  in  the 
above  manual.  The  coefRcient  of 
variation  is  the  standard  of  deviation  (a 
measure  of  variability)  expressed  as  a 
percentage  of  the  mean. 

243.  A  recommendation  wes  made  in 
one  comment  to  amend  §  101. 9(g)(5)  by 
adding:  "Provided,  that  no  regulatory 
action  will  be  based  on  a  determination 
of  a  nutrient  value  which  falls  above 
this  level  by  a  factor  less  than  the 
variability  generally  recognized  for  the 
analytical  method  used  in  that  product 
et  the  level  involved."  The  comment 
noted  this  addition  would  extend  the 
allowance  for  analytical  variability 
permitted  for  vitamins,  minerals, 
protein,  total  carbohydrate,  complex 
carbohydrate,  dietary  fiber,  unsaturated 
fat,  and  potassium,  as  given  in  proposed 
§  101.9(g)(4)  to  the  nutrient  declarations 
for  calories,  sugars,  total  fat,  saturated 
fat,  cholesterol,  and  sodium. 

The  agency  agrees  that  analytical 
variance  is  a  valid  consideration  when 
contemplating  regulatory  action  for  all 
nutrients.  Accordingly,  the  proviso 
stated  in  §  101.9(g)(4),  which  is 
applicable  for  Class  I  and  Class  n 
nutrients,  is  added  to  §  101.9(g)(5). 

244.  One  comment  recommended  a 
two-stage  enforcement  procediire.  The 
first  stage  would  involve  analysis  of  a 
single  12-sample  composite  to 
determine  whether  the  product  passes 
the  compliance  standard  of  80  to  120.  If 
it  passed,  the  agency  would  have  no 
enforcement  issue.  If  it  did  not  pass,  the 
agency  would  collect  and  measure  the 
nutrient  content  in  three  other  lots.  The 
average  of  all  four  lots  tested  would  be 
evaluated  for  compliance  pun)oses. 

The  agency  is  not  making  the  change 
in  its  procedures  that  was  suggested  by 
this  comment.  As  recognized  in  several 
comments  from  manufacturers,  it  is  the 
manufacturer's  responsibility  to 
accurately  declare  the  nutrient  content 
of  a  product.  As  discussed  above,  the 
interpretation  of  results  obtained  from 
more  than  one  lot  (same  ingredients, 
same  processing  conditions)  cannot  be 
translated  to  other  lots.  Factors  that 
could  have  altered  the  nutrient  content 
of  6ne  lot  may  not  be  present  for 
subsequent  lots.  Through  quality  control 


programs  and  careful  consideration  of 
declared  nutrient  amoimts  according  to 
the  guideUnes  in  "FDA  Nutrition 
Labeling  Manual:  A  Guide  for 
Enveloping  and  Using  Databases." 
manufacturers  can  help  to  ensure  that 
each  lot  meets  compliance  standards. 
The  suggestion  made  in  this  comment  or 
in  comment  240  of  this  document  in 
regard  to  evaluating  results  representing 
the  analysis  of  a  composite  from  12 
different  lots  or  an  average  of  results 
from  four  composites  could  be 
implemented  in  a  manufacturer's 
quality  control  procedures  to  assure 
compliance  with  §  101.9(g). 

h  should  be  noted  that  the  analyzsd 
nutrient  content  is  not  the  sole  factor  in 
determining  whether  the  agency  will 
bring  a  particular  enforcement  action. 
Other  factors  that  it  considers  include 
the  effect  of  matrix  upon  the  analjle,  the 
level  of  the  analyte  in  the  food, 
information  obtained  during  an 
establishment  inspection  of  a  firm, 
consumer  complaints,  past  compliance 
history  of  the  firm,  and  the  firm's 
demonstrated  ability  to  adequately 
perform  the  analysis  for  a  nutrient. 

245.  A  comment  recommended  that  a 
new  section  be  added  to  the  codified 
language  to  the  effect  that  "The  metric  ■" 
declaration  of  the  serving  size  shall  be 
used  to  determine  compliance  under 
this  section."  The  comment  said  that 
this  change  would  eliminate  any 
confusion  about  which  of  the  dual 
declarations  required  for  serving  size 
would  be  the  determining  factor  for 
nutrient  declaration. 

FDA  agrees  with  the  comment.  In  its 
serving  size  proposal  (56  FR  60394  at 
60410),  the  agency  stated  that  in 
addition  to  the  more  approximate 
household  measure,  it  needed  a  precise 
weight  statement  for  serving  size  for 
compliance  purposes.  Accordingly,  the 
agency  proposed  in  §  101.9(b)(7)  that  the 
serving  size  in  common  household 
measures  must  be  followed  by  the 
equivalent  metric  quantity.  However, 
FDA  did  not  specifically  state  that  this 
metric  measure  would  be  used  for 
compliance  purposes.  Therefore,  for 
purposes  of  clarity,  the  agency  is  adding 
a  new  section,  §  101.9(g)(7),  to  correct 
this  oversight.  Consequently,  the 
remaining  paragraphs  in  §  101.9(g)  are 
redesignated. 

246.  One  comment  expressed  concern 
that  net  weight  regulations  must  be 
considered  when  evaluating  a  product 
against  the  80  to  120  rule  for 
compliance.  The  comment  stated  that 
manufacturers  are  required  to  sell 
products  at  levels  above  the  declared 
label  weight.  The  comment  concluded 
that  this  resulted  in  a  discrepancy 


between  labeled  nutrition  information 
and  actual  nutrition  values. 

The  agency  does  not  consider  this 
issue  to  be  a  vahd  concern.  Because  of 
the  economic  considerations  of 
manufactiiring.  most  products  are  close 
to  label  claims  for  net  weight. 
Additionally,  while  an  overage  or 
underage  of  the  net  weight  may  slightly 
alter  the  nutrient  content  of  the 
container  (and  particularly  if  the 
container  is  a  single  serving  size),  the 
serving  size  is  the  factor  by  which  the 
nutrients  are  evaluated.  As  discussed  in 
the  preceding  comment,  FDA  will 
composite  samples  and  then  use  the 
metric  weight  declared  as  the  label 
serving  size  to  evaluate  the  accuracy  of 
declared  nutrient  values. 

2.  Data  Bases 

247.  FDA  received  a  large  number  of 
comments  regarding  the  use  of  data 
bases  as  sources  of  nutrient  information 
for  nutrition  labeling.  Most  comments 
supported  the  use  of  data  bases,  giving 
as  reasons  that  the  use  of  data  bases 
would  reduce  costs  to  industry 
(especially  to  small  businesses), 
moderate  food  cost  increases  to  be 
passed  on  to  consiuners,  promote  fair 
competition,  save  time,  reduce  the  use 
of  laboratory  chemicals,  provide 
sufficient  accuracy,  and  ease 
compliance  verification  procedures. 
Comments  requested  the  opportunity  to 
use  nutrient  composition  data  in 
commercially  available  or  published 
data  bases  directly  or  through 
calculation  of  ingredient  values  to  yield 
the  final  composition  of  formulated 
products. 

FDA  appreciates  the  important  role 
data  bases  can  play  in  nutrition  labeling. 
Industry-vdde  data  bases  were  first 
suggested  in  1979  as  a  possible  means 
of  reducing  the  cost  of  developing 
nutrition  labeling  for  individual 
companies.  FDA,  USDA,  and  the 
Federal  Trade  Commission  encouraged 
this  concept  in  a  notice  of  proposed 
rulemaking  published  in  the  Federal 
Register  of  December  21,'  1979  (44  FR 
75990)  describing  the  agencies'  policies 
and  intentions  with  respect  to  numerous 
food  labeling  issues.  In  that  notice,  FDA, 
while  not  agreeing  to  approve  data 
bases,  stated  that  it  would  work  with 
industry  to  resolve  any  comphance 

{>roblems  that  might  arise  for  food 
abeled  on  the  basis  of  a  data  base  that 
the  agency  had  accepted. 

FDA  is  concerned  about  the  reliability 
of  data  bases  to  meet  compliance 
requirements  for  nutrition  labeling. 
Nutrient  data  may  be  valid  for  some 
purposes  and  not  for  others.  For 
example,  data  bases  that  were 
developed  largely  for  determining 
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averse  daily  dietary  intakes  generally 
serve  that  purpose  well.  However,  such 
data  bases  are  uAially  not  adequate  to 
determine  natural  variability  of  a 
particular  food  or  to  develop  labeling 
valtMS  that  are  in  compliance  writh  FDA 
nutrition  labeling  regulations. 
Despite  these  concerns.  FDA 
continues  to  acknowledge  the  potential 
usefulness  of  data  bases  to  reduce  costs 
associated  with  nutrition  labeling.  The 
agency  set  out  its  general  policy  on  the 
use  of  data  bases  most  recently  in  the 
proposed  and  final  rules  on  the 
voluntary  nutrition  labeling  pro-am  for 
raw  produce  and  fish  (56  FR  30468  at 
30474.  July  2. 1991  and  56  FR  60880  at 
60884.  November  27. 1991.  respectively) 
and  the  supplementary  nutrition 
labeling  proposal  (56  FR  60366  at 
60373).  In  addition,  the  agency 
announced  in  the  Federal  Ra^er  of 
July  23.  1992  (57  FR  32796)  the 
availability  of  a  draft  manual  entitled 
"FDA  Nutrition  Labeling  Manual:  A 
Guide  for  Developing  and  Using 
Databases."  The  manual,  which  replaces 
the  former  guide  "Compliance 
Procedures  for  Nutrition  Labeling."  is 
intended  to  aid  companies  and  trade 
organizations  in  developing  and  using  a 
data  base  for  nutrition  labeling  that 
would  meet  the  regulations  proposed  as 
a  result  of  the  1990  amendments.  It  also 
discusses  the  conditions  under  which 
the  mean  value  derived  from  a 
satisfactory  data  base  may  be  used  for 
nutrition  labeling.  Comments  were 
requested  on  the  draft  manual.  These 
comments  have  been  considered,  and 
the  agency  is  hereby  announcing  the 
availability  of  the  final  manual.  The 
manual  may  be  obtained  from  the 
Division  of  Nutrition  (HFF-260),  Office 
of  Nutrition  and  Food  Sciences,  Center 
for  Food  Safety  and  AppUed  Nutrition. 
Food  and  Drug  Administration.  200  C 
St.  SW..  Washington,  DC  20204. 

FDA  anticipates  that  this  manual  will 
be  of  assistance  in  identifying  a  data 
base  that  is  of  a  quality  to  provide  an 
adequate  basis  for  nutrition  labeling. 
The  use  of  such  a  data  base  to  calculate 
the  final  composition  of  a  product 
formulated  from  several  ingredients 
presents  additional  problems,  however. 
in  that  there  are  no  allowances  or 
determinations  of  the  loss  of  nutrients 
that  may  occur  during  further 
processing.  Depending  on  the  tjrpe  and 
amount  of  processing,  significant 
amounts  of  nutrients  may  be  lost.  The 
agency  is  willing  to  work  with 
manufacturers  and  trade  associations  to 
determine  if  successful  models  can  be 
developed  showing  the  relationship 
between  ingredient  composition  and 
Tinal  product  compositian  that  account 
for  losses  during  processing.  While 


extensive  analyses  of  ingredients  and 
final  products  would  be  required  to 
develop  and  validate  a  succsssfiil 
model,  such  ection  could  lead  to  an 
acceptable  data  base. 

If  a  manufacturer  wishes  to  use  a  data 
base  for  nutrition  labeling,  it  is 
advantageous  to  follow  the  statistical 

Erocedures  outlined  in  the  manual  and 
ave  the  data  base  accepted  by  FDA.  If 
the  agency  finds  that  the  nutrition  label 
of  a  product  which  is  based  on  a  data 
base  that  has  been  accepted  by  FDA  is 
not  in  compliance  with  $  101.9,  FDA 
will  not  take  immediate  action  against 
the  product,  provided  that  the  company 
has  followed  good  manufacturing 
practices  in  producing  the  food.  Instead, 
the  agency  would  work  with  the 
manulacturer  to  resolve  the  compliance 
issue.  Action  would  be  taken  only  if 
noncompliance  was  the  resvilt  of  failure 
to  follow  good  manufacturing  practices. 

It  must  oe  noted  that  submission  of  a 
data  base  to  FDA  for  review  and 
acceptance  is  voluntary.  The  agency  has 
not  prescribed  how  an  individual 
company  is  to  determine  nutrient 
content  for  labeling  purposes.  The 
choice  of  a  data  source  is  the  prerogative 
of  the  manufacturer.  The  manufacturer 
needs  to  be  judicious  in  this  selection, 
however,  to  ensure  that  the  product 
labeling  is  in  compliance  with  the 
regulations.  The  compliance  policy  of 
the  agency  remains  unchanged  from 
current  8 101.9(e).  An  FDA  investigator/ 
inspector  will  collect  random  units  of 
food  (e.g.,  consumer  packages,  items  of 
product)  from  each  of  12  different 
randomly  chosen  shipping  cases  of  the 
same  code/lot.  and  an  FDA  laboratory 
will  prepare  a  single  composite  from  the 
12  units  of  food.  Analysis  of  the 
composite  will  be  {>erformed  using 
methods  of  the  AOAC  or  other  reliable 
and  appropriate  methods.  FDA  will  then 
compare  the  values  declared  in  the 
nutrition  label  and  labeling  with  the 
results  from  the  laboratory  analyses. 
Section  101.9(g)(8)  provides  for  the  use 
of  an  approved  data  base. 

248.  Many  comments  were  received 
expressinij  support  for  use  of  data  bases 
because  they  can  be  used  by  a  company 
one  time,  and  there  would  be  only  a  one 
time  cost  to  determine  the  nutritional 
values  for  the  label  without  regard  to 
future  changes  in  the  product. 

The  agency  is  concerned  that  there  is 
a  misunderstanding  regarding  the  use  of 
data  bases.  Data  bases  are  not  static  but 
dynamic  because  of  changes  in 
products.  Those  data  bases  submitted  to 
the  agency  or  used  by  companies  are 
expected  to  reflect  the  nutritional 
content  of  products  being  offered  for 
sale.  Changes  in  variety,  supplier, 
recipe,  or  manner  of  processing  could 


lead  to  very  difiisrent  nutritional  values 
for  the  product  than  those  in  the 
original  data  base.  The  agency,  in 
monitoring  products  for  compliance. 
will  also  review  the  maintenance  of 
these  data  bases  to  ensure  that  the 
information  in  the  data  bases  reflects  the 
nutritional  content  of  the  products  being 
offered  for  sale.  Maintenance  of  a  data 
base  means  that  laboratory  analyses  of 
the  product  are  done  on  a  periodic  basis 
to  ensure  that  the^utritional  values  of 
the  product  are  within  the  limits  of  the 
data  base  values.  Proper  maintenance  of 
the  data  base  is  left  to  the  originators  of 
the  data  base.  Frequency  and  type  of 
maintenance  are  determined  by  the  data 
base  holders  based  on  their  knowledge 
of  the  changes  in  the  products. 
Satisfactory  data  bases  could  be  useful 
for  periods  of  up  to  10  years  based  on 
the  size  of  the  data  base,  plan  for 
maintenance,  and  the  complexity  of  the 
product.  FDA  reviews  will  be  based  on 
the  amount  of  supplementation  of  the 
data  bases  with  additional  laboratory 
data  (maintenance)  during  the  period  of 
use  and  the  changes  in  the  products 
covered  by  the  data  base. 

3.  "Nutrition  Labeling  Manual:  A  Guide 
for  Developing  and  Using  Data  Bases" 

FDA  announced  in  the  Federal 
Register  (57  FR  32796)  on  July  23, 1992, 
the  availability  of  a  draft  manual 
entitled  "Nutrition  Labeling  Manual:  A 
Guide  for  Developing  and  Using  Data 
Bases"  (the  manual).  This  manual  is 
intended  to  aid  companies  and  trade 
organizations  in  developing  and  using  a 
data  base  for  nutrition  labeling  that 
meets  the  regulations  resulting  bom  the 
1990  amendments.  Comments  on  the 
manual  were  accepted  until  September 
8, 1992.  This  manual  provides  generic 
instructions  on  how  to  develop  and  use 
a  data  base  in  preparing  nutrition 
labeling  for  a  food  product.  Eighteen 
comments  were  received  from 
companies  or  trade  associations.  The 
following  summarizes  the  comments 
and  provides  the  agency  response  to 
those  comments. 

249.  Almost  all  of  the  comments  were 
opposed  to  the  limit  of  80  percent  of  the 
label  claim  for  Class  II  (indigenous) 
nutrients  and  120  percent  for  calories, 
sugars,  total  fat,  satiirated  fat, 
cholesterol  or  sodiimi.  The  comments 
argued  that  these  limits  were  overly 
restrictive  and  should  be  widened  or 
average  values  should  be  used  with  no 
consideration  of  limits. 

The  use  of  80  percent  or  120  percent 
as  limits  for  regulatory  piirposas  is 
estabUshed  in  §  101.9(g)  and  has  been 
addressed  above  in  section  VI.  of  this 
document.  The  manual  was  developed 
to  aid  in  the  calculation  and 
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construction  of  data  or  data  bases  to 
meet  the  regulatory  requirements  of  the 
agency.  Should  the  agency  change  its 
regulations,  it  will  reflect  those  dianges 
in  the  manual.  Until  such  changes  are 
made,  however,  the  manual  must  reflect 
the  applicable  regulatory  limits. 

250.  All  but  one  of  the  comments 
addressed  the  use  of  recipe  data  bases 
to  calculate  final  composition  of  mixed 
products.  The  comments  cited  the 
savings  in  money  to  small  businesses, 
the  constant  changes  in  recipes  that 
make  it  too  costly  to  do  analytical 
testing  of  products,  and  the  cost  of 
analyzing  a  large  number  of  products  for 
which  the  volume  is  low.  The  expressed 
belief  was  that  calculated  values  better 
represent  the  nutrient  content  over  time. 
Several  comments  suggested  criteria  for 
a  good  recipe  data  base.  One  comment 
offered  the  following  four  proposed 
principles  of  good  ingredient 
composition  data  bases: 

(1)  Confidence  in  the  quahty  of  data, 
supported  by  documentation  of  data 
sources.  Companies  maintaining  or 
Bsing  ingredient  composition  data  bases 
must  be  able  to  demonstrate  the  data 
source  used  for  each  type  of  product 
and  each  nutrient  for  which  ingredient 
composition  data  bases  are  utilized. 

(2)  Proper  maintenance  of  the  data 
base.  Companies  developing  or  using 
ingredient  composition  data  bases  must 
have  procedures  in  place  to  ensure  that 
the  values  in  the  ingredient  composition 
data  bases  are  reviewed  and  updated  as 
needed  and  on  a  regular  basis. 

(3)  Specificity  with  respect  to 
ingredients,  product  formulations,  and 
processes.  Companies  using  ingredient 
composition  data  bases  must  have 
procedures  in  place  to  ensure  that  the 
nutrient  values  are  used  only  for 
specific  applications.  For  example,  a 
company  should  have  a  procedure  to   « 
ensure  that  nutrient  data  specific  for  one 
product  formulation  or  process  are  not 
used  to  prepare  nutrient  declarations  for 
similar  product  formulations  or 
processes,  without  assurance  that  the 
data  are  applicable  to  those  products  or 
processes. 

(4)  Validation  of  the  data  base. 
Companies  developing  or  using 
ingredient  composition  databases  must 
have  procedures  in  place  to  ensure  that 
nutrient  values  receive  reviews,  audits, 
and  confirmation  through  nutrient 
analyses  as  often  as  necessarv. 

Other  comments  suggested  that 
manufacturers  should  be  required  to 
substantiate  any  nutrient  content  or 
health  claims  with  analytical  data. 

The  agency  agrees  that  the  principles 
suggested  by  the  comment  are 
worthwhile  and  necessary  for 
construction  of  a  proper  ingredient 


composition  data  base.  This  was  the 
intent  of  the  statement  in  the  manual 
that  calculation  of  the  final  composition 
of  a  mixed  product  using  data  bases  of 
the  nutrient  composition  of  ingredients 
might  be  acceptable  if  properly 
modelled.  The  agency  wanted  to  assure 
itself  that  the  ingredient  composition 
information  was  adequate,  and  that  the 
calculation  of  the  final  nutrient  value  of 
the  finished  product  reflected  any 
possible  loss  of  nutrients  during 
processing.  In  addition,  a  successful 
mathematical  model  used  for  this 
purpose  should  be  augmented  over  time 
with  a  review  of  its  applicability  by 
laboratory  analysis  of  the  nutrient 
content  of  both  ingredients  and  final 
products.  Models  constructed  with  the 
features  described  above,  and  apphed  to 
a  limited  rbnge  of  appropriate  products, 
would  receive  serious  consideration 
from  the  agency.  The  above  features  of 
an  appropriate  data  base  will  be 
included  in  the  manual. 

The  agency  believes  that  in  time  the 
calculation  of  the  final  composition  of 
mixed  products  from  ingredient  data 
bases  may  be  acceptable  for  a  range  of 
food  products.  At  this  time,  however, 
the  agency  believes  that  the  data  that 
make  up  fngredient  data  bases  are  of 
mixed  quality  and,  therefore,  of  limited 
value.  Companies  that  wish  to  use 
ingredient  data  bases  must  look  at  the 
individual  analytical  values  of  each 
ingredient  to  evaluate  the  data  to  assure 
themselves  that  the  data  are  sufficient, 
meet  the  requirements  expressed  in  the 
manual  for  representativeness,  are  valid 
from  an  analytical  standard,  and  are 
sufficient  to  account  for  any  variation  in 
the  ingredient. 

The  agency  has  stated  that  the 
company  bears  the  final  responsibility 
for  the  accuracy  of  the  label.  This 
principle  has  not  changed  and  was 
repeated  and  supported  by  several  of  the 
comments. 

251.  Comments  were  received  on 
changing  various  aspects  of  the  agency's 
regulatory  policy  such  as  larger  number 
of  lots  sampled  and  the  average  taken, 
composite  samples  consisting  of  several 
lots,  exemption  from  compliance 
procedures  when  data  bases  are  used 
regardless  of  whether  the  agency  has 
accepted  them  or  not,  exemption  from 
compliance  procedures  for  nutrients 
that  have  a  low  concentration,  and 
exemption  from  compliance  procedures 
for  companies/associations  that  have 
submitted  basic  data  and  a  plan  for  data 
base  development  over  time. 

The  manual  is  intended  to  aid 
manufacturers/associations  in  meeting 
the  comphance  regulations  of  the 
agency.  The  manual  does  not  set 
compliance  policy  but  rather  offers 


some  explanation  for  the  compliance 
policy  and  provide  different  means  of 
complying  with  the  nutrition  labeling 
regulations.  Should  the  compliance 
policy  of  the  agency  change,  the  manual 
will  also  be  changed  to  reflect  those 
changes. 

252.  Many  comments  were  received 
regarding  the  confidentiality  of  the 
submitted  data  bases.  Developers  of  data 
bases  did  not  want  to  see  the 
information  gained  through  analyses  of 
products  and  ingredients  released 
through  freedom  of  information  requests 
or  used  in  unacceptable  ways  or  for 
inappropriate  products.  In  addition, 
development  of  data  bases  is  a  program 
with  costs  shared  among  the 
participating  companies.  The  comments 
sought  assurance  that  the  data  would 
not  be  available  at  no  cost  to  companies 
that  did  not  participate  in  its 
development.'Formulations  that  are 
used  to  produce  mixed  products  are  also 
regarded  as  confidential  company 
information,  and  the  comments  sought 
assurance  that  they  would  not  be 
available  to  anyone  who  requests  the 
information. 

The  agency  is  aware  that  the 
development  of  a  data  base  is  costly, 
and  that  it  may  contain  information  that 
is  of  a  confidential  nature.  The  agency 
agrees  that  release  of  a  data  base  could 
vitiate  substantial  proprietary  interests 
in  valuable  documents  submitted  to  the 
agency.  Furthermore,  it  has  never  been 
the  agency's  intent,  nor  does  it  have  the 
resources,  to  maintain  and  manage  data 
bases  that  are  developed  by 
manufacturers  or  associations.  The 
agency  believes  that  the  availability  of  a 
data  base  is  therefore  the  primary 
responsibility  of  the  developer.  The 
agency  will  continue  with  the  policy  of 
assisting  the  developers  of  data  bases, 
providing  guidance  to  those  who  ask  for 
it,  and  accepting  adequate  data  bases  for 
the  products  submitted  for  review.  Only 
those  data  sufficient  to  support  the 
agency's  decision  to  accept  or  not  accept 
a  data  base  will  be  retained. 
Confidentiality  of  such  data  will  be 
determined  and  maintained  in  accord 
with  regulations  in  part  20  (21  CFR  part 

20). 

Those  data  base  developers  who 
choose  to  do  so  are  encouraged  to  make 
their  information  available  through  such 
compilations  as  the  USDA  Handbook 
No.  8  so  that  all  may  benefit  from  the 
additional  analytical  information. 

C.  Proposed  §  J  01. 9(h) 

253.  A  few  comments  objected  to  U.e 
requirement  in  proposed  §  101.9(h)  that 
nutrition  information  provided  by 
manufacturers  or  distributors  directly  to 
professionals  (e.g..  physicians, 
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dietitians,  educators)  must  contain  or 
have  attached  to  it  the  nutrition 
information  exactly  as  required  by 
§  101.9.  The  comments  stated  that  it  was 
inappropriate  for  a  Federal  agency  to 
regulate  the  transfer  of  information  in 
this  manner. 

FDA  notes  that  this  section  of  the 
regulation  has  been  carried  unchanged 
since  1973  (49  FR  6961.  March  14. 
1973).  At  that  time,  the  agency  stated 
that  it  did  not  want  to  restrict  the  flow 
of  information  from  food  manufacturers 
to  professionals  (such  as  more  precise 
amounts  rather  than  the  increments 
used  in  nutrition  labeling)  but  rather 
wanted  nutrition  information  included 
or  attached  to  it  in  the  form  it  would  be 
provided  to  consumers.  Inasmuch  as 
nutrition  labeling  is  now  mandatcvy.  so 
that  consumers  will  have  the  required 
information  available  to  them  on  food 
product  labels.  FDA  has  decided  to 
delete  this  requirement  and  is  doing  so 
in  this  final  rule. 

D.  Section  101. 9(k) 

254.  Many  comments  objected  to 
proposed  21  CFR  101. 9(k)  which  details 
types  of  nutrition-related  claims  that 
cause  a  food  to  be  misbranded.  Most  of 
these  comments  asserted  that  the 
provisions  of  §  101. 9(k)  are  contrary  to 
the  intent  of  the  1990  amendments  and 
contrary  to  the  will  of  Congress. 

Many  comments  offered  specific 
objection  to  proposed  §  101.9(k)  (3)  and 
(4)  and  asserted  that  manufacturers 
should  be  allowed  to  provide 
information  about  the  effects  of  soil, 
storage,  transportation,  or  cooking  on 
the  nutrient  content  of  foods.  Some 
comments  maintained  that  the 
restriction  of  such  information  is 
unconstitutional.  A  number  of 
comments  felt  that  labels  should  be 
required  to  provide  information  as  to 
the  exact  identity  of  the  contents 
(including  substances  of  no  nutritional 
value),  the  source  of  the  contents,  the 
amounts  of  all  ingredients,  and  the 
techniques  and  dates  of  processing.  One 
comment  proposed  that  manufacturers 
should  be  required  to  put  toll-free 
telephone  numbers  on  all  of  their 
products  so  that  consumers  could  call 
for  information  about  those  products. 

Many  comments  asserted  that 
proposed  §  101.9(k)(5)  is  arbitrary  and 
restrictive  and  expressed  a  belief  that 
certain  naturally-occurring  food 
constituents  will  be  rendered 
unavailable  by  this  provision.  A  number 
of  comments  maintained  that  there  is  no 
legitimate  reason  for  prohibiting 
substances  found  in  nature  from  being 
incorporated  into  nutritional  products 
and  listed  on  the  label.  Some  comments 
suggested  amending  proposed  %  lD1.9(k) 


to  allow  the  use  of  naturally-occurring 
constituents  of  foods  and  herbs,  unless 
thwe  is  sufficient  evidence  that  any 
specific  such  substance  is  harmful  to 
human  health. 

Some  comments  also  objected  to 
proposed  S  101.9(k)(6).  maintaining  that 
vitamins  that  are  naturally  present  are 
better  than  added  synthetic  vitamins. 
These  comments  expressed  a  strong 
desire  to  know  whether  vitamins 
contained  in  any  specific  product  are 
naturally-ocoirring  or  synthetic 

FDA  regrets  that  its  publication  of 
§  101.9(k)(2)  through  (6)  in  the 
November  27, 1991  (56  FR  60393) 
proposal  has  created  confusion.  The 
publication  of  §  101.g(k)(2)  through 
(k)(6)  did  not  constitute  a  proposal  of 
new  regulations.  It  merely  represented  a 
proposed  redesignation  and 
republication  of  existing  regulations  for 
clarity  and  completeness. 

The  provisions  embodied  in  current 
S  101.9(i)(2)  through  (i)(6),  redesignated 
in  the  November  27.  1991, 
supplementary  proposal  as  §  101.9(k)(2) 
through  (k)(6).  to  which  the  comments 
directed  their  objections,  were  first 
proposed  in  the  Federal  Register  of 
March  30, 1972  (37  FR  6493),  and  were 
promulgated  and  published  in  the 
Federal  Register  of  January  19. 1973  (38 
FR  2125),  as  §  1.17(i)(2)  through  (i)(6). 
Following  an  appropriate  comment 
period,  these  regulations  were  modified 
and  published  as  final  regulations  in  the 
Federal  Register  of  March  14, 1973  (38 
FR  6961).  The  regulations  were 
subsequently  applied,  with  certain 
exemptions,  to  all  food  labeling  ordered 
after  December  31, 1973,  and  all 
labeling  used  for  food  products  shipped 
in  interstate  commerce  afier  June  30, 
1975.  In  the  reorganization  and 
republication  of  section  21  of  the  Code 
of  Federal  Regulations  that  appeared  in 
the  Federal  Register  of  March  15, 1977 
(42  FR  14308),  §  1.17(i)  was  renumbered 
as  §  101.9(i).  No  changes  were  made  to 
the  original  codified  language  of  the 
subject  paragraphs  during  any  of  these 
renumberings,  and  those  regulations 
remain  as  adopted  in  1973. 

The  only  change  in  §  101. 9(k)  in  the 
supplementary  proposal  was  in  the 
document  entitled  "Labeling;  General 
Requirements  for  Health  Claims  for 
Food"  (56  FR  60537,  November  27. 
1991).  This  document  proposed  to 
amend  current  §  101.9(i)(l), 
redesignated  as  §  101.9(k)(l),  by  adding 
a  second  sentence  that  reads 
"Information  about  the  relationship  of  a 
dietary  property  to  a  disease  or  health- 
related  condition  may  only  be  provided 
in  conformance  with  the  requirements 
of  §  101.14  and  subpart  E  of  part  101." 


No  comments  voiced  specific  objection 
to  this  proposed  change. 

FDA  notes  that  the  provisions  of 
current  §  101. 9(i)  had  long  been  in  effect 
at  the  time  Congress  drafted  the  1990 
amendments.  While  Congress  did  enact 
provisions  under  the  1990  amendments 
that  allow  for  health  claims  on  foods, 
nothing  in  the  act  or  in  the  legislative 
history  of  the  act  suggests  that  Congress 
intended  that  current  §  101.9(i)  should 
be  changed.  The  agency  therefore  finds 
no  basis  for  the  assertion  that  the 
provisions  of  current  §  101. 9(i). 
redesignated  as  §  101.9(k),  are  now 
contrary  to  the  intent  of  the  1990 
amendments. 

FDA  has  reconsidered  the 
requirements  of  §  101.9(k)(5),  however, 
in  light  of  the  comments.  The  agency 
concludes  that  there  is  no  reason  to 
prohibit  safe  substances  from  being 
incorporated  into  conventional  foods  or 
dietary  supplements  of  vitamins  and 
minerals  as  long  as  their  presence  is 
noted  in  the  ingredient  list,  and  the 
product's  label  or  labeling  does  not  state 
or  imply  that  the  food  has  special 
dietary  properties  because  of  the 
presence  of  the  substance  when,  in  fact, 
its  usefulness  has  not  been  estabUshed^ 
Section  411(b)(2)  of  the  act  provides  that 
vitamin  and  mineral  products  may 
contain  substances  that  are  not  vitamias 
or  minerals  as  long  as  the  substances  are 
only  identified  as  a  part  of  the 
ingredient  list.  Therefore,  proposed 
§  101.9(k)(5)  is  amended  by  deleting  the 
second  and  third  sentences. 

Questions  have  .been  raised  as  to 
whether  the  amounts  of  these 
substances  that  are  not  vitamins  or 
minerals  can  be  included  on  the  food 
label.  Such  information  can  be  included 
in  the  ingredient  list  if.  in  addition  to 
listing  the  ingredients  in  order  of 
predominance  by  weight,  quantitative 
information  on  each  of  the  ingredients 
in  the  food  is  presented.  However, 
information  about  the  ingredients  that 
are  not  vitamins  and  minerals  may  not 
be  presented  in  a  way  that  suggests  that 
the  dietary  usefulness  of  these 
substances  has  been  established. 

While  the  comments  raised  objections 
to  the  other  provisions  of  proposed 
§  101.9(k)  (i.e..  (k)(3).  (k)(4)  and  (k)(6)). 
none  provided  argviments  that 
conviriced  the  agency  that  deletion  or 
revision  of  those  provisions  was  either 
appropriate  or  necessary  in  fulfilling  the 
mandates  of  the  1990  amendments.  The 
objections  that  were  raised,  however, 
suggest  that  a  clarification  of  the  intent 
of  those  provisions  would  prove  helpful 
to  those  who  voiced  the  objections. 
Such  a  clarification  was  provided  in  the 
Federal  Register  of  March  14, 1973  (38 
FR  6961).  In  that  docimient.  the  agency 
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noted  that  §  1.17  (i)(3)  and  (i)(4) 
(redesignated  as  §  101.g(k)(3]  and  (k)(4)) 
are  aimed  at  prohibiting  unsubstantiated 
generalizations  about  nutrient  losses 
because  of  soil,  transportation,  or 
processing  and  do  not  preclude  a 
producer,  manufacture,  or  vendor  from 
indicating  a  higher  nutrient  retention  in 
a  particular  product  as  compared  to 
other  similar  products.  Nor  do  they 
preclude  an  indication  that  such 
retention  results  from  special  handling 
of  the  product,  provided  that  such 
indications  are  factual.  Further,  these 
provisions  tlo  not  preclude  a 
manufacturer  from  suggesting  cooking 
or  handling  methods  that  would  result 
in  optimum  nutrient  retention.  While 
the  agency  recognizes  that  such 
information  may  be  useful  to 
consumers,  it  does  not  believe  that  it 
would  be  appropriate  to  require 
manufacturers  to  provide  such 
information,  either  on  the  labeling  or 
through  other  media. 

Current  §  101.9(i)(6).  redesignated  in 
the  supplementary  proposal  as 
$  101.9(k)(6),  prohibits  any  suggestion 
that  a  naturally-occurring  vitamin  is 
superior  to  an  added  vitamin.  The 
agency  finds  no  basis  for  such  an 
assertion,  and  the  comment  offered  no 
data  in  support  of  such  an  assertion.  As 
the  agency  clarified  in  the 
repromulgation  of  March  14, 1973  (38 
FR  6950  at  6958),  this  section  (then 
§  1.17(i)(6))  "forbids  any  suggestion  that 
ft  natural  vitamin  is  superior  to  an 
added  vitamin,  but  permits  any  truthful 
designation  of  any  nutrient  as  natural  in 
origin." 

FDA  acknowledges  its  inadvertent 
oversight  in  not  including  a  reference  to 
proposed  §  101.36,  Nutrition  Labeling  of 
Dietary  Supplements  of  Vitamins  and 
Minerals,  in  proposed  §  101. 9{k).  The 
inclusion  of  this  reference  is  a  logical 
outgrowth  of  the  agency's  stated 
intention  that  "nutrition  labeling  of 
vitamin  and  mineral  supplements 
appear  as  similar  as  possible  to  the 
nutrition  labeling  of  other  foods"  (56  FR 
60366  at  60382).  Section  101.9(k) 
applies  to  all  foods,  including  dietary 
supplements  of  vitamins  and  minerals, 
and  the  agency  did  not  intend  to  narrow 
its  scope.  Therefore.  FDA  tentatively 
concluded  that  it  should  correct  Ihis 
oversight  by  including  an  appropriate 
cross  reference  to  §  101.36  in  the  final 
rule.  However,  the  agency  will  propose 
its  position  on  this  issue  following  the 
DS  Act.  For  completeness,  FDA  is 
inserting  the  word  "label"  in  the  first 
paragraph  of  §  101.9(k)  to  clarify  that 
this  section  pertains  to  food  labels  as 
well  as  labeling. 

255.  One  comment  asserted  that  the 
phrase  "represents,  suggests,  or 


implies"  in  the  opening  sentence  of 
§  101.9(k)  is  unconstitutionally  vague. 
FDA  disagrees  with  the  comment's 
assertion  that  the  phrase  "represents, 
suggests,  or  implies"  is 
imconstitutionally  vague.  The  agency 
notes  that  the  Tacueness  doctrine  is 
generally  applied  to  strike  down 
prohibitions  on  speech  that  leave 
individuals  without  clear  guidance  on 
the  type  of  speech  that  is  prohibited. 
See,  e.g..  Village  of  Hoffman  Estates  v. 
Flipside,  Hoffman  Estates,  Inc.,  455  U.S. 
489, 498-99  (1982);  Groyned  v.  Gtyof 
Rockford,  408  U.S.  104, 108  (1972).  The 
provisions  of  §  101. 9(k)  are  narrowly 
tailored  and  clearly  delineate  the  types 
of  statements  about  nutrients  that  will 
render  a  food  misbranded.  Thus, 
§  101.9(k)  provides  clear  and  precise 
guidance  on  the  type  of  speeui  that  is 
prohibited. 

E.  Conforming  Amendments 

256.  A  trade  association  wrote  in 
support  of  the  multiunit  retail 
exemption  in  §  101. 9(j)(15)  and 
requested  that  §  1.24(a)(14)  be  amended 
to  reflect  the  change  by  including  a 
reference  to  section  403(q)  and  (r)  of  the 
act.  The  comment  stated  "we  submit 
that  this  amendment  is  fully  consistent 
with  the  requirements  of  the  1990 
amendments  and  the  provisions  of  the 
proposed  §  101.9())(13)  in  that  nutrition 
labeling  will  be  provided  on  the  outer 
carton  together  with  the  other 
information  required  under  the 
referenced  sections." 

The  agency  agrees  that  §  1.24(a)(14)  of 
the  General  Enforcement  Regulations 
should  be  amended  to  reference  403(q) 
of  the  act,  as  amended  by  the  1990 
amendments.  This  change  merely 
conforms  §  1.24(a)(14)  to  the  rule  that 
FDA  is  adopting  in  §  101.9(j)(15). 
Accordingly,  the  agency  is  amending 
§  1.24(a)(l4)  to  read  as  follows:  "The 
unit  containers  in  a  multiunit  or 
multicomponent  retail  food  package 
shall  be  exempt  from  regulations  of 
section  403(e)(1),  (g)(2),  (i)(2).  (k).  and 
(q)  of  the  act  with  respect  to  the 
requirements  for  label  declaration  of  the 
name  and  place  of  business  of  the 
manufacturer,  packer,  or  distributor; 
label  declaration  of  ingredients;  and 
nutrition  information  when  *  *  *." 

However,  FDA  cannot  grant  the 
comment's  request  with  respect  to 
section  403(r)  of  the  act.  Any  container 
that  bears  a  nutrient  content  claim  or  a 
health  claim  must  comply  fully  with  the 
requirements  of  that  section  of  the  act 
and  of  the  regulations  that  implement  it. 

257.  A  food  trade  association 
requested  that  FDA  amend  §  101.100(d) 
to  include  section  403(q)  and  (r)  of  the 
act  to  provide  that  products  shipped  in 


bulk  for  further  processing.  l^Mling.  or 
repacking  in  substantial  quantities  at  an 
establishment  other  than  where 
originally  processed  or  packed,  are 
exempt  diuing  the  time  of  introducrtion 
into,  and  movement  in,  interstate 
commerce  and  during  the  time  of 
holding  in  such  establishment. 
FDA  agrees  that  §  101.100(d). 
Exemptions  From  Food  Labeling 
Requirements,  should  be  amended  to 
include  403(q)  of  the  act.  Again,  this 
modification  merely  reflects  the  rule 
that  FDA  is  adopting  in  S  101.9(j)(9). 
However,  for  the  reason  explained  in 
response  to  the  previous  comment.  FDA 
is  not  granting  the  request  with  respect 
to  section  403(r)  of  the  act.  Accordmgly. 
FDA  is  amending  21  CFR  §  101.100(d)  to 
read  as  follows: 

Except  as  provided  l>y  paragraphs  (e)  and 
(f)  of  this  section,  a  shipment  or  other 
delivery  of  food  which  is.  in  accordance  with 
the  practice  of  the  trade,  to  be  processed, 
labeled  or  repacked  in  substantial  quantity  at 
an  establishment  other  than  that  where 
originally  processed  or  packed,  shall  l>e 
exempt,  during  the  time  of  introduction  into 
and  movement  in  interstate  commerce  and 
the  time  of  holding  in  such  establishment, 
from  compliance  with  the  labeling 
requirements  of  section  403  (c),  (a),  (g),  (h). 
(i).  (k).  and  (q)  of  the  act  if:*  '  *." 

Nutrition  Labeling  of  Dietary 
Supplements  of  Vitamins  and  Minerals 

258.  Most  comments,  including  those 
from  supplement  manufacturers  and 
trade  associations,  supported  the 
general  concept  of  nutrition  labeling  for 
dietary  supplements  of  vitamiiu  and 
minerals.  One  comment,  however, 
suggested  that  any  decisions  on 
nutrition  labeling  of  vitamin  and 
mineral  supplements  be  deferred  until 
the  agency  decides  how  it  intends  to 
regulate  (tietary  supplements,  in 
general.  This  comment  is  referring  to 
FDA's  Task  Force  on  Dietary 
Supplements.  The  comment  argued  that 
the  proposed  labeling  requirement 
would  create  a  label  with  large  amounts 
of  information  that  is  of  little  value  to 
the  consumer,  particularly  for  single 
vitamin  and  mineral  supplements. 

As  pointed  out  in  the  supplementary 
proposal  (56  FR  60366  at  60381),  section 
403{q)(5)(E)  of  the  act  states  that  if  a 
food  to  which  section  411  of  the  act 
applies  (i.e.,  dietary  supplements  of 
vitamins  and  minerals)  contains  aae  or 
more  of  the  nutrients  required  to  be 
listed  in  nutrition  labeling,  "the  label  or 
labeling  of  such  food  shall  comply  with 
the  requirements  of  paragraphs  (1)  and 
t2)  [of  section  403(q)  of  the  act]  in  a 
manner  which  is  appropriate  for  such 
food  and  which  is  specified  in 
regulations  of  the  Secretary."  In  the 
supplementary  proposal  (56  FR  60366  at 
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60381  through  60382).  the  agency  also 
stated  that  vitamin  and  mineral 
supplements  are  required  to  bear 
nutrition  labeling  under  section 
403|q)(5)(C)  of  the  act  even  if  thpy  do 
not  contain  any  of  the  nutrients  required 
to  be  in  nutrition  labeling.  Section 
403(q)(5)(C)  of  the  act  provides  that 
nutrition  labeling  is  not  required  in 
such  circumstances  unless  a  claim  is 
made  about  the  nutritional  value  of  the 
food.  The  statement  of  identity  for 
supplements  of  vitamins  or  minerals, 
including  single  vitamins  cr  minerals, 
may  be  a  claim  about  the  nutritional 
value  of  the  supplement.  However, 
because  the  DS  Act  imposes  a 
moratorium  on  the  implementation  of 
the  1990  amendments.  FDA  is  not 
taking  any  action  to  implement  section 
403lq)|5)(c)  of  the  act  at  this  time. 

FDA's  Task  Force  on  Dietary 
Supplements  is  consequently  irrelevant 
to  this  issue.  Nothing  in  the  Task 
Force's  report  would  relieve  the  agency 
of  the  obligation  to  adopt  regulations  to 
implement  the  explicit  requirements  of 
the  law. 

Furthermore,  the  agency  does  not 
agree  that  nutrition  information  for 
vitamin  and  mineral  supplements  is  of 
little  value  to  the  consumer.  These 
products  are  represented  and  sold  for 
their  vitamin  and  mineral  content. 
Thus,  nutrition  information  about  them 
will  assist  consumers  in  determining  the 
role  that  the  products  can  play  in 
maintaining  healthy  dietary  practices. 
Moreover,  the  agency  notes  that  most 
vitamin  and  mineral  supplements 
already  bear  nutrition  information  on 
their  labels. 

For  the  reasons  stated,  the  agency 
tentatively  concluded  that  it  is  not 
necessary  to  modify  its  requirement  for 
mandatory  nutrition  labeling  on  labels 
of  dietary  supplements  of  vitamins  and 
minerals.  However,  the  agency  will 
propose  its  position  on  this  issue  based 
on  the  provisions  of  the  DS  Act. 

259.  hi  testimony  at  one  of  the  public 
meetings  held  by  FDA.  there  was  a 
comment  suggesting  that  small  packages 
of  dietary  supplements  of  vitamins  and 
minerals  be  exempt  from  mandatory 
nutrition  labeling. 

Section  403(q)(5)(B)  of  the  act 
provides  for  an  exemption  for  foods  in 
small  packages  "if  the  label  of  such 
foo^s  does  not  contain  any  nutrition 
information."  This  provision  is 
implemented  in  §  101.9(j)|13)(i).  Thus, 
the  question  is  raised  as  to  whether  the 
statement  of  identity  for  supplements  of 
vitamins  and  minerals  is  a  claim.  FDA 
will  address  this  question  and  the 
implementation  of  section  403(q)(5)(B) 
with  respect  to  dietary  supplements  in 


accordance  with  the  terms  of  the  DS 
Act. 

260.  One  comment  recommended 
deleting  proposed  §  101  36(b)(1)  that 
required  the  number  of  units 
recommended  per  day  to  be  declared  in 
the  nutrition  label  on  the  basis  that  it  is 
repetitious  of  information  that  is  en  the 
label  in  other  places. 

Likewise,  a  tew  comments  were 
opposed  to  proposed  §  101.36(b)(2)  that 
required  declaration  of  "Units  per 
container"  in  the  nutrition  label.  These 
comments  asserted  that  such  a 
requirement  is  redundant  and 
unnecessary  because  the  number  of 
units  per  container  is  already  listed  on 
the  principal  display  panel  of  dietary 
supplements  as  part  of  the  net  contents 
declaration. 

FDA  considered  these  comments  and 
agrees  that,  for  supplements  in  which 
the  unit  is  a  discretely  defined  unit  (e.g.. 
tablets  or  capsules),  "Units  per  day" 
could  be  confusing.  The  agency  is 
concerned  that  consumers  could  be 
confused  by  a  statement  that  indicates 
that  several  units  are  to  be  taken  per  day 
(e.g.,  3  tablets  per  day)  when  the 
nutrient  information  is  given  for  one 
unit.  If  constuners  do  not  look  at  the 
column  legend  that  states  that  the 
nutrient  information  is  "per  unit,"  they 
might  assume  that  the  nutrient 
information  is  for  the  amoimt  specified 
for  consumption  per  day.  To  avoid  the 
possibility  for  confusion.  FDA 
tentatively  concludes  that  the 
subheading  "Each  unit  contains:" 
should  be  allowed  for  supplements  in 
which  the  unit  is  a  discretely  defined 
unit  (e.g..  tablets  or  capsules).  Directions 
concerning  the  number  of  units  to  be 
consumed  per  day  should  be  given 
outside  of  the  nutrition  label. 

The  agency  also  agrees  that,  since 
§  101.105(a)  requires  the  net  quantity  of 
content  declaration  to  include  a 
numerical  count  when  appropriate, 
there  is  little  benefit  to  be  derived  from 
information  on  the  number  of  units  per 
container  appearing  in  two  different 
places  on  the  label.  However,  when  the 
supplement  is  in  a  liquid  or  powdered 
form,  FDA  beUeves  additional 
information  similar  to  that  on 
conventional  foods  best  informs  the 
consumer  about  the  dosage  unit. 
Therefore.  FDA  tentatively  concludes 
that  for  dietary  supplements  of  vitamins 
and  minerals  in  liquid  or  powdered 
form,  "Serving  size"  and  "Servings  per 
container"  should  be  stated  consistent 
with  $  101.9(d).  The  agency  will 
propose  its  position  on  these  issues  in 
the  rulemaking  required  by  the  DS  Act. 
261.  Severalcomments,  mostly  from 
the  dietary  supplement  industry, 
opposed  the  dual  labeling  of  nutrient 


content  "per  unit"  and  "per  day"  if 
more  than  one  unit  is  specified  for 
consumption  per  day.  Comments  argued 
that  dual  declaration  is  impractical  and 
will  result  in  overcrowding  of  already 
small  labels,  creating  consumer 
confusion  and  obfuscating  the  label's 
message.  Other  arguments  against  dual 
declaration  were  Uiat  such  a 
requirement  may  discriminate  against 
supplements  that  are  not  in  the  one-per- 
day  format,  and  that  it  would  force  the 
industry  to  reformulate  products  so  that 
labels  can  accommodate  all  of  the 
information.  One  comment  pointed  out 
that  the  proposed  regulation  does  not 
address  how  required  information 
should  be  presented  when  the 
recommended  daily  dose  is  a  range,  e.g., 
1  to  3  tablets  per  day. 

Among  the  comments  opposing  duel 
declaration,  however,  there  was 
disagreement  as  to  which  declaration  is 
preferable,  "per  unit"  or  "j>er  day." 
Some  comments  stated  that  it  was  the 
total  amount  of  nutrients  that  is 
important,  and  therefore,  declaration 
should  be  on  a  "per  day"  basis.  These 
comments  pointed  out  that  FDA 
regulations  (§  105.77)  promulgated  in 
1973  specified  that  dietary  supplements 
be  labeled  according  to  the  quantity 
specified  for  consumption  during  one 
day.  The  comment  stated  that  although 
these  regulations  were  withdrawn  in 
1979.  most  companies  still  comply  with 
them. 

Other  comments  stated  that 
consumers  may  deviate  from  the 
recommended  dose  and  should  be  given 
credit  for  being  able  to  multiply 
quantities  of  nutrients  by  the  number  of 
units  consumed.  Therefore,  these 
comments  stated  that  declaration  should 
be  on  a  "per  unit"  basis.  Comments 
pointed  out  that  the  U.S.  Pharmacopeia 
is  developing  quality  standards  for 
dietary  supplements  in  which  they 
propose  that  nutrient  information  be 
presented  "per  dosage  unit." 

Other  comments  suggested  that  as  an 
alternative  to  just  one  form  of 
declaration  on  the  label,  the  label  could 
reference  other  labeling  such  as  package 
inserts  that  contain  all  of  the  required 
information,  or  could  permit  either  "per 
unit"  or  "per  day"  listing  as  long  as  the 
label  clearly  states  which  type  of 
information  is  provided.  A  few 
comments  favored  dual  declaration.  One 
comment  stated  that  omitting  either 
declaration  might  confuse  people  who 
think  that  the  nutrition  information  for 
one  tmit  applies  to  a  day  or  vice  versa. 

The  agency  is  persuaaed  that  dual 
declaration  of  nutrition  information 
"per  unit"  and  "per  day,"  when  a  daily 
dose  of  more  than  one  unit  is 
recommended,  may  create  a  readability 
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problem  for  consumers,  given  the 
limited  label  space  available  on  most 
dietary  supplement  products.  FDA  also 
agrees  that  recommended  daily 
consumption  of  other  than  well  defined 
dosages  (e.g..  "consume  1  to  3  tablets 
per  day")  would  pose  a  problem  in 
terms  of  labeling  on  a  "per  day"  basis. 

FDA  is  concerned  that  consumers 
have  nutrition  information  available  at 
the  point  of  purchase  upon  which  to 
base  purchase  decisions.  Therefore,  the 
agency  is  not  considering  package 
inserts  which  could  be  viewed  only 
after  purchase  of  the  product 
Additionally,  rather  than  allowing 
manufacturers  to  label  on  a  "per  day"  or 
•per  unit"  basis,  the  agency  favors  one 
consistent  method  of  labeling.  A 
consistent  method  will  allow  consumer 
education  programs  to  explain  how 
nutrition  labeling  is  to  always  appear 
and  to  teach  consumers  how  to  calculate 
their  individual  consumption  levels  if 
their  intake  differs  from  the  amount 
specified  within  the  nutrition  label.  The 
agency  beheves  labeling  "per  unit"  is 
more  useful  in  that  the  product  will 
always  be  consumed  "per  unit," 
however,  consumers  may  not  always 
follow  a  manufacturer's 
recommendation  to  consume  a  certain 
number  of  units  per  day  and  therefore 
may  not  actually  consume  the  amount 

dlicated  "per  day." 
For  these  reasons,  and  to  harmonize 
th  the  U.S.  Pharmacopeia,  the  agency 
tentatively  concludes  that  nutrition 
information  should  be  declared  on  a 
"per  unit"  basis.  FDA  intends  to 
propose  its  position  in  the  rulemaking 
that  is  required  under  the  DS  Act 

262.  In  the  supplementary  proposal. 
FDA  proposed  that  nutrition  labels  for 
dietary  supplements  of  vitamins  and 
minerals  include  a  column  of 
quantitative  amounts  by  weight  and  a- 
second  column  of  percent  of  RDI's, 
expressed  as  "Percent  Daily  Value." 
Comments  were  requested  on  the 
usefulness  of  a  list  of  DRVs  and  the 
percent  of  the  DRV  for  fat  saturated  fat. 
cholesterol,  carbohydrate,  dietary  fiber, 
and  sodium  provided  by  the 
supplement  when  they  are  declared 
(i.e..  when  they  are'present  in  the 
supplement  in  more  than  insignificant 
amounts)  (56  FR  60366  at  60383).  In  the 
format  proposal,  FDA  stated  that  it 
anticipated  modifying  §  101.36, 
Nutrition  LabeUng  of  Dietary 
Supplements,  to  be  as  consistent  as 
possible  with  the  nutrition  labeling  of 
other  foods  and  requested  comment  (57 
FR  32058  at  32072). 

Several  comments  to  both  the 
supplementary  proposal  and  the  format 
proposal  addressed  the  format  for 
declaring  amounts  of  nutrients  present 


About  half  of  the  conunents  supported 
FDA's  position.  However,  <mm  comment 
argued  that  the  unique  charscteristics  of 
dietary  supplements  demand  a  different 
approadi  to  their  nutrition  labeling. 
Characteristics  identified  included:  (1) 
The  vast  majority  of  supplements  are 
marketed  in  relatively  small  packages. 
(2)  the  nutrition  profiles  for  Uiese 
products  typically  reflect  high  levels  of 
micronutrients  and  relativoly 
insignificant  amounts  of 
roacronutrients,  (3)  consumers  look  for 
and  expect  nutrition  information  on 
supplements  that  is  different  from  that 
on  conventional  foods,  and  (4) 
consumers  of  supplements  will  already 
be  asked  to  search  through  an  array  of 
nutrient  names  and  units  of  measure  to 
find  the  information  they  look  for  most 
The  percentage  of  their  daily  nutritional 
requirements  that  the  supplement 
provides. 

One  comment  from  a  manufacturer 
stated  that  there  was  no  need  to  make 
significant  changes  in  dietary 
supplement  labels  because  current 
labels  that  have  been  used  for  many 
years  are  widely  accepted  and  present 
the  necessary  data  on  vitamins  and 
minerals  in  a  logical  and  readily 
understandable  form.  A  comment  from 
another  manufacturer  opposed  the 
required  declaration  in  separate 
columns  of  quantitative  amounts  by 
weight  of  nutrients  and  by  the  percent 
RDI  or  percent  DRV  (expressed  as 
"Percent  of  Daily  Value").  The  comment 
argued  that  only  percent  of  daily  value 
should  be  mandatory,  and  that  listing  of 
quantitative  amounts  by  weight  should 
be  volimtary,  because  there  is  no 
congressional  mandate  to  list 
quantitative  amounts  on  two  bases,  no 
agency  justification  that  two  bases  axe 
useful  to  consumers,  and  a  potential  to 
confuse  consumers  with  little 
understood  terms.  e.g..  mg  alpha- 
tocopherol.  The  comment  also  asserted 
that  a  requirement  for  too  much 
information  is  discriminatory  against 
products  with  larger  numbers  of 
nutrients  and  might  discourage  use  of 
-  smaller  packages  that  are  less  expensive 
to  consumers.  The  comment  also  stated 
that  a  requirement  for  declaration  of 
only  percent  of  daily  value  would  be 
consistent  with  the  requireiment  for 
vitamins  and  minerals  on  conventional 
food  labels. 

A  few  comments  objected  to  the 
required  inclusion  of  a  list  of  daily 
values  in  addition  to  the  quantitative 
amounts  by  weight  and  (he  percent  of 
daily  value  on  the  label.  The  comments 
stated  that  this  additional  information 
will  produce  an  even  more  cluttered 
appearance  and  fiirthar  contribute  to  the 
proliferation  of  niunerical  values  on 


dietary  supplemmt  I^mIs.  One 
comment  erguad  that  "The  goal^of 
meeting  the  supplemant  consunmr's 
need  for  relevant,  oomprahenubls 
nutrition  information  should  not  bs 
sacrificed  out  of  a  blind  concam  far 
consistency."  The  comment  concluded 
that  consumers  of  supplements  are 
'  already  familiar  and  oomfoitable  with 
the  coooept  of  parcant  of  daily  voIum 
and  their  focus  on  this  information 
should  not  be  diverted  by  additional 
imnecessary  and  potentially  confioiing 
information. 

While  FDA  continues  to  believe  it  is 
helpful  to  consumers  to  minimize 
inconsistencies  in  the  label  format 
between  types  of  foods,  the  agency  is 
persuaded  that  the  unique 
characteristics  of  dietary  supplements 
require  a  reevaluation  of  whether  the 
format  requirements  for  conventional 
foods  should  be  carried  over  to  dietary 
supplements.  For  example,  the  agency 
believes  that  the  declaration  of 
quantitative  amounts  on  two  bases  (i.e.. 
both  by  weight  and  by  percent  of  daily 
value)  needs  to  be  considered  for  dietary 
supplements  in  terms  of  its  usefulness 
to  consumers.  In  that  regard,  the  agency 
considers  dietary  supplement 
consumers  to  have  special  needs  for 
quantitative  nutrition  information  ebou\. 
the  products  they  use  by  virtue  of  the 
way  such  products  are  formulated, 
marketed,  and  used.  Dietary 
supplements  are  often  formulated  and 
marketed  on  the  basis  of  ofiering 
specific  amounts  of  certain  nutrients  to 
consumers.  Dietary  supplement  product 
users  are  often  trying  to  maintain  a 
certain  quantitative  intake  of  specific 
nutrients  in  their  diets  and  use  the 
product  to  obtain  this  quantitative  goal. 
Some  of  the  nutrients  contained  in 
dietary  supplements  and  declared  on 
the  nutrition  label  are  not  well  known 
to  many  consumers.  The  quantitative 
goals  that  are  importantly  relevant  to 
consumption  of  dietary  supplement 
products  may  be  stated  in  various  units 
including  units  of  weight  or  of  percent 
of  RDI's  or  DRVs.  FDA  intends  to 
address  this  issue  in  the  rulemaking  that 
it  will  undertake  in  response  to  the  DS 
Act. 

In  its  reevaluation  of  format 
requirements  for  dietary  supplements, 
the  agency  also  looked  at  the 
requirement  in  nutrition  labeling  of 
conventional  foods  for  a  list  of  daily 
values  for  all  nutrients  declared  on  the 
label.  After  careful  consideration  of  the 
comments,  the  agency  tentatively 
concludes  that  it  is  not  necessary  or 
appropriate  to  require  the  inclusion  of 
the  DV  list  on  dietary  supplements. 
Because  of  the  small  size  of  most 
supplement  packages  and  the 
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duplication  of  the  more  complex 
nomenclature  of  units  for  vitamins  (e.g., 
mg  alpha-tocopherol)  that  wouid  be 
required  in  a  DV  list,  the  agency 
believes  that  the  added  complexity  and 
proliferation  of  numerical  values  would 
interfere  with  consumers  use  of  the 
quantitative  information  by  weight  and 
by  percent  of  daily  value.  FDA  will 

S>ropose  its  position  regarding  the 
ormat  of  the  nutrition  label  for  dietary 
supplements  based  on  the  provisions  of 
the  DS  Act. 

263.  A  few  comments  opposed  the 
requirement  for  declaration  of  the 
quantitative  amount  and  the  percent  of 
the  DRV  of  fat,  saturated  fat,  cholesterol, 
carbohydrate,  dietary  fiber,  sodium,  and 
potassium  when  these  nutrients  are 
present  in  a  supplement  in  more  than 
insignificant  amounts.  One  comment 
suggested  that  the  declaration  either  be 
optional  or  be  required  only  when  these 
nutrients  are  present  at  levels  greater 
than  10  percent  of  their  respective 
DRV's.  The  comment  stated  that:  (1) 
Excessive  and  useless  information 
would  detract  from  the  importance  of  a 
product's  vitamin  and  mineral  content: 

(2)  even  though  the  vast  majority  of 
supplements  lack  these  substances,  all 
products  would  have  to  undergo 
extensive'and  expensive  testing  to 
determine  whether  listing  of  these 
components  is  necessary,  thus 
burdening  small  companies  with 
diverse  supplement  product  lines;  and 

(3)  these  requirements  would  hinder 
product  development  and  increase  the 
cost  of  bringing  innovative  products  to 
market.  Another  comment  staled  that 
declaration  of  fat  should  be  required 
only  for  fatty  acid  supplements  of  1  g  or 
more  per  unit  since  declaration  of 
smaller  amounts  would  clutter  the  label 
and  be  difficult  to  read. 

As  discussed  in  the  preceding 
comment,  FDA  agrees  that  the 
duciaration  of  the  amount  of  the  DRV's 
(i.e.,  the  DV  list)  is  not  necessary  on 
labels  of  dietary  supplements  of 
vitamins  and  minerals.  However,  FDA 
continues  to  believe  that  the 
quantitative  amount  and  the  percent  of 
the  DRV  should  be  declared  for  total  fat, 
saturated  fat,  cholesterol,  total 
carbohydrate,  dietary  fiber,  sodium,  and 
potassium  when  these  nutrients  are 
present  in  a  supplement  in  more  than 
insignificant  amounts.  Information 
about  these  food  components,  which  are 
important  to  the  maintenance  of  good 
tiealth,  is  useful  for  consumers.  This 
view  was  supf>orted  by  comments  from 
health  professionals,  consumer 
organizations,  and  the  general  public. 
Moreover,  supplements  are  formulated 
products,  and  manufacturers  should 
know  from  the  ingredients  that  they  use 


to  make  these  products  w^hether  a 
supplement  contains  more  than 
insignificant  amounts  of  any  of  the 
nutrients  for  which  DRV's  have  been 
established.  When  such  ingredients  are 
not  used,  laboratory  analyses  for  such 
nutrients  would  be  unnecessary.  As 
discussed  in  comment  176  of  this 
document,  the  definition  of  insignificant 
has  been  modified  so  that  an 
"insignificant  amount"  of  total 
carbohydrate,  dietary  fiber,  and  protein 
is  an  amount  that  allows  a  declaration 
of  "less  than  1  g"  in  the  nutrition  label. 
The  agency  will  propose  its  position  on 
this  issue  in  the  rulemaking  that  it  does 
in  response  to  the  DS  Act. 

264.  Several  comments, 
predominantly  from  manufacturers  and 
irade  associations,  disagreed  with  FDA's 
statement  in  the  supplementary 
proposal  that  dietary  supplements  of 
selenium  and  chromium  are  not 
permitted  because  there  are  no 
regulations  declaring  these  nutrients  as 
approved  food  additives,  GRAS.  or 
prior-sanctioned  ingredients.  A  trade 
association  stated  that  nutrition  labeling 
regulations  are  not  the  appropriate  place 
to  announce  decisions  about  the  GRAS 
status  of  nutrients.  Comments  argued 
that  selenium  and  chromium  are 
recognized  as  essential  nutrients  for 
humans.  They  pointed  out  that  the 
National  Research  Council's  Food  and 
Nutrition  Board  has  established  a 
Recommended  Dietary  Allowance  for 
selenium  and  an  ESADDI  for  chromium 
(Ref.  23),  and  that  FDA  proposed  RDIs 
for  these  nutrients.  Moreover,  comments 
stated  that  FDA  has  advised  for  many 
years  that  these  trace  minerals  are  "safe 
and  suitable"  for  use  in  supplements. 
The  comments  argued  that,  therefore, 
FDA  should  adopt  a  general  policy  that 
trace  minerals  for  which  a 
Recommended  Dietarv'  Allowance  or 
ESADDI  has  been  established  are  GRAS, 
at  least  at  levels  not  to  exceed  their 
respective  Recommended  Dietary 
Ailowance/ESADDI. 

The  agency  agrees  that  this 
rulemaking  is  not  the  appropriate  place 
to  announce  decisions  about  the  GRAS 
status  of  nutrients.  Therefore.  FDA 
reiterates  that  there  are  currently  no 
sources  of  selenium  or  chromium  that 
are  either  affirmed  as  GRAS  or  approved 
food  additives  for  addition  to  human 
food.  Any  direct  addition  of  these  trace 
minerals  to  a  food  is  based  solely  on  the 
manufacturer's  judgment  that  the 
nutrient  sources  are  GRAS  and  is  not 
sanctioned  by  the  agency. 

265.  One  comment  advocated  the 
parenthetical  listing  of  the  source  of 
each  vitamin  or  mineral  immediately 
following  its  declaration  on  the 
nutrition  information  oanel  in  lieu  of  a 


separate  ingredient  list.  The  comme' 
argued  that  this  listing  would  avoid 
confusion  by  enabling  consumers  to 
readily  identify  the  nutrient  source  and 
would  save  limited  label  space. 
Furthermore,  the  comment  stated  that  it 
is  already  common  practice  in  the 
supplement  industry.  The  comment 
suggested  that  infonnation  about  the 
source  of  the  nutrient  would  allow  the 
consumer  to  identify  whether  the  source 
is  the  most  physiologically  desirable, 
e.g.,  beta-carotene  versus  vitamin  A 
palmitate. 

FDA  advises  that  dietary 
supplements,  like  any  food,  are  required 
to  bear  a  complete  list  of  ingredients 
under  section  403(1)(2)  of  the  act,  and 
such  list  should  not  be  conhised  with 
the  nutrition  label.  Ingredient  listing, 
moreover,  is  needed  for  substances 
other  than  vitamins  or  minerals,  eg  , 
lactose,  other  filiers,  artificial  colors, 
flavors,  binders,  and  excipients. 
Consumers  desiring  to  know  the  source 
of  a  nutrient  can  merely  look  at  the  list 
of  ingredients  just  as  they  would  for  a 
conventional  food  product.  Therefore, 
in  accordance  with  ingredient  labeling 
regulations,  the  speci^c  source  of 
vitamin  A  must  be  shown  in  the 
ingredient  list. 

However,  in  response  to  this  and 
another  similar  comment  (see  comment 
81  of  this  document),  the  agency  is 
allowing  for  the  declaration  of  the 
percent  of  vitamin  A  present  as  beta- 
carotene  in  §  101.9(c)(8)(vi).  The  agency 
will  propose  its  position  regarding  a 
similar  provision  in  nutrition  labeling 
regulations  pertaining  to  dietary 
supplements  of  vitamins  and  minerals 
following  provisions  of  the  DS  Act. 

266.  One  comment  objected  to  the 
listing  of  the  quantitative  amounts  of 
vitamins  and  minerals  to  the  nearest 
unit  of  the  same  level  of  significance  at 
which  the  RDI's  are  specified  in 
§  101.9{c}(8)(iv),  The  comment  stated 
that  it  would  be  potentially  confusing  to 
consumers  for  thiamin-,  for  example,  to 
be  declared  to  the  first  decimal  place. 
e.g.,  100.0  mg,  and  niacin  to  be  declared 
to  the  nearest  whole  number,  e.g.,  100 
mg.  The  comment  suggested  that 
decimal  places  be  dropped,  and  that  all 
nutrients  be  listed  to  the  nearest  whole 
number  when  nutrient  levels  are  ten  or 
more  times  the  RDI. 

While  FDA  intends  to  deal  with  this 
issue  in  its  rulemaking  that  responds  to 
the  DS  Act,  the  agency  offers  the 
following  comments.  FDA  is  not 
(lersuaded  that  consumers  would  be 
confused  by  decimals  for  some  nutrients 
and  not  others.  In  addition,  requiring 
only  whole  numbers  would  introduce  a 
large  amount  of  imprecision  in  the 
declarations  of  some  nutrients.,  For 
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example,  it  would  cause  1.5  mg  of 
thiamin  (i-e.,  100  percent  of  the  RDI)  to 
be  rounded  up  to  2  mg — a  33  percent 
increase. 

However,  when  the  decimal  is 
followed  by  a  zero,  the  agency  generally 
has  no  objection  to  the  zero  being 
dropped.  In  fact,  in  the  supplementary' 
proposal,  this  was  done  in  ihe 
declaration  of  the  amount  of  vitamin 
Bl2  in  the  hypothetical  sample  label  for 
•Daily  Vitamins  Plus  Iron"  (56  FR 
60366  at  60383).  Since  RDI's  in 
§  101.9(c)(8)(iv)  are  established  only  in 
whole  numbers  or  in  tenths  of  a  unit, 
allowing  zeros  following  decimals  to  be 
dropped,  in  effect,  allows  all  nutrients 
to  be  declared  to  the  nearest  whole 
number  when  nutrient  levels  are  ten 
times  the  RDI. 

267.  A  couple  of  comments  objected 
to  FDA's  proposal  that  compliance  with 
the  requirements  for  labeling  of  dietary 
supplements  be  determined  in 
accordance  with  §  101.9(g),  i.e.,  100 
percent  of  label  claim  for  Class  I 
nutrients.  Comments  atgued  that  the 
100  percent  requirement  is 
unreasonable  in  that  it  is  more  stringent 
than  United  States  Pharmacopeia  (USP) 
requirements  for  certain  vitamin  and 
mineral  produsts,  which  generally  allow 
lower  limits  of  90  percent  to  95  percent 
of  label  claim. 

FDA  intends  to  deal  with  this  issue  in 
the  rulemaking  that  responds  to  the  DS 
Act.  However,  the  agency  notes  that 
dietar)'  supplements  are  fabricated 
products.  Therefore,  the  question  is 
raised  why  they  should  not  be  held  to 
the  same  Class  I  nutrient  standards  as 
conventional  foods  that  are  fortified  or 
enriched.  Based  on  the  agency's  current 
compliance  policy  it  has  informed  USP 
that  anything  less  than  100  percent  of 
the  label  claim  for  vitamin  and  mineral 
products  is  not  acceptable  to  FDA,  and 
that  the  only  permissible  deviation  from 
this  requirement  would  be  the 
variability  of  the  analytical  method  (Ref. 
118). 

I   The  agency  notes  that,  contrary  to  the 
statement  in  the  comments,  the  General 
Notices  of  the  USP  state  that  a  dosage 
should  be  formulated  to  provide  100 
percent  of  the  labeled  amoimt  (Ref.  119). 
The  limits  in  the  monographs  allow  for 
overages  of  ingredients  known  to 
decrease  with  time,  for  analytical  error, 
for  manufacturing  and  compoimding    " 
variations,  and  for  deterioration  to  an 
extent  considered  insignificant  under 
practical  conditions  (Ref.  119). 
I    268.  One  comment  asserted  that 
pianufacturers  should  be  prohibited 
from  labeling  a  supplement  in  such  a 
way  as  to  confuse  the  weight  of  a  unit 
of  supplement  with  its  nutrient  content. 
For  example,  a  calcium  supplement  that 


contains  250  mg  of  elemental  calcium  as 
calcium  chloride  should  not  be  labeled 
as  "calcium — 625  mg"  anywhere  on  the 
label. 

FDA  concurs  that  such  labeling  is 
potentially  misleading  to  consumers. 
Section  403(a)  of  the  act  provides  that 
a  food  will  be  deemed  to  be  misbranded 
if  its  labeling  is  false  or  misleading  in 
any  particular.  FDA  concludes  that 
existing  statutory  authority  is  sufficient 
for  taking  regulatory  action  if  the  weight 
of  a  product  is  specified  on  the  label  in 
a  maimer  that  is  likely  to  mislead 
consumers  into  thinking  that  that  is  the 
weight  of  the  nutrient  contained  in  the 
product  if  those  amounts  are  different. 

IX.  Consumer  Education  Program 

Section  2(c)  of  the  1990  amendments 
directs  the  Secretary  (and  FDA,  by 
delegation)  to  carry  out  activities  that 
educate  consumers  about  nutrition 
information  on  the  food  label  and  the 
importance  of  that  information  in 
maintaining  healthy  dietary  practices. 
To  achieve  this  purpose,  FDA  and 
USDA  have  jointly  initiated  a  multi-year 
food  labeling  education  campaign.  Tlie 
major  goals  of  this  campaign  are  to 
increase  consumers'  knowledge  and 
effective  use  of  the  new  food  label  to 
make  accurate  and  sound  dietary 
choices;  to  integrate  food  labeling 
education  into  existing  and  new 
nutrition  and  health  education 
programs;  and  to  build  extensive 
partnerships  capable  of  developing  and 
evaluating  labeling  education  targeted  to 
the  dietary  needs  of  diverse 
populations,  such  as  low  literacy 
consumers,  minorities,  older  Americans, 
children,  and  people  with  dietary 
restrictions. 

As  part  of  this  effort,  the  agencies 
have  established  the  National  Exchange 
on  Food  Labeling  Education  which 
includes  an  information  center  housed 
in  the  Food  and  Nutrition  Information 
Center  at  the  National  Agricultural 
Library.  The  National  Exchange  on  Food 
Labeling  Education  provides  the  general 
public  and  professionals  vdth  access  to 
information  about  food  labeling  research 
and  educatiuiidl  activities  (projects, 
programs,  and  materials)  from  both  the 
public  and  private  sector. 

FDA  and  USDA  have  also  worked  to 
establish  cooperative  projects  with 
diverse  organizations  and  to  facilitate 
the  communication  of  information  that 
targets  various  subpopulations  as  well 
as  the  general  public.  The  agencies  have 
thus  developed  extensive  food  label 
education  networks  that  include 
consumers,  health  professionals  and 
organizations,  educators,  trade 
associations.  Federal  and  local 
government,  and  many  others  to  assist 


in  the  dissemination  and  development 
of  information  and  activities. 

To  ensure  that  consiuners  have 
accurate  and  adequate  resource 
materials  and  information,  the  agendes 
have  begun,  and  will  continue,  to 
conduct  and  report  on  existing  and 
planned  food  labeling  research;  to 
develop  education  initiatives  at  the 
national  and  local  level;  to  hold 
regularly-scheduled  meetings  to  build 
labeling  education  exchanges;  to 
produce  videos;  and  to  produce  an  array 
of  public  education  materials,  including 
a  special  edition  of  FDA  Consumer 
magazine  that  summarizes  the  final  food 
labeling  regulations,  and  brochures  (in 
English  and  other  languages)  on  the  new 
label  and  how  to  use  it  to  meet  the 
Dieta»7  Guidelines  for  Americans  (Ref. 
4).  These  materials  v^ill  be  targeted  to 
the  general  pubUc,  nutritionists,  such 
special  groups  as  ethnic  minorities,  and 
others.  Organizations  will  also  be  able  to 
use  these  resource  materials  to  develop 
educational  materials  of  their  own. 

X.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  miUion  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856),  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RL\. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
disciission  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville,  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA.  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
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as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  coachided  that 
although  the  costs  of  comptyiag  with 
the  new  food  labeling  requirements  are 
substantial,  sucb  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  inforaiation  provided  by  food 
labeling. 

XL  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  ta  this  final  rule.  As 
announced  in  its  nutrition  l^wling 
proposed  rules  published  in  the  Federal 
Repater  of  November  27. 1991  i56  FR 
60368  et  al.).  the  agency  determined  that 
under  21  CFR  25.24UH11).  these  acti<ms 
are  d  a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  tmpect  statement 
was  required. 

In  its  November  1991  outritioa 
labeling  proposed  rules,  the  agency 
proposed  that  the  final  rales  for  these 
actions  would  become  effisctive  6 
months  following  their  pubKcation  in 
the  Federal  Register.  Several  comments 
on  the  Botritaon  Isbeltng  proposed  rules 
suggested  that  there  would  be 
significant  adverse  ivironmental 
effects  from  the  final  rules  unless  tha 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  thehr 
eHective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  mcoe  time  between  the 
publicaticB  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  sotid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e..  dairy  and 
confacticmery,  th^  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  comments  did  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived,  (2)  identify  what  portion 
of  the  estimated  amounts  are 
attributable  to  these  two  acTtions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste. 

Based  on  its  review  of  available  data 
and  comments  received,  the  agency  has 
decided  to  allow  additional  time  for 
companies  tc  use  up  their  old  labels. 
Thus,  the  nutrtion  labeling  final  rules 


will  not  be  effective  until  Mky  8, 1994. 
FDA  believes  there  will  thus  be  ample 
time  for  food  coaapenies  to  use  up  most 
of  the  existing  labeling  and  packaging 
stocks  and  to  incorporate  labeling 
language  that  complies  with  FDA's 
regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  advise  environmental 
affects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impect  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 
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ListofSttbiact* 

21  CFH  Part  1 

Cosmetics.  Drugs,  Exports,  Food 
labeling,  Imports,  Labeling.  Reporting 
and  recordkeeping  requirements. 

21  CFB  Part  IQl 

Food  labefing,  Reporting  and 
recordkeeping  requirements. 
Incorporation  by  refivence. 

Therefore,  under  the  Federal  Pood, 
Onsg.  and  Cosmetic  Act  and  vmder 
authority  delegated  to  the  Gommissioner 
of^Food  and  Drugs,  21  CFR  parts  t  and 
101  are  amended  as  follows: 

PART  1— GENERAL  ENFORC£MEI«T 
REGULATIONS 

1.  The  authority  citation  for  21  CTR 
part  1  continues  to  read  as  follows: 

Authority:  Sees.  4.  5,  6  of  the  Fair  I 

Packaging  and  Labeling  Act  (15  U.S.Q  1453, 
1454. 1455);  sees.  201.  403.  502.  512.  602, 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  343,  352.  35S,  360.362. 
371):  sec.  215  of  the  Public  Health  Serviea 
Act  (42  U.S.C  216). 

2.  Section  1.24  is  amended  by  revising 
paragraph  ta)(14)  to  teaq  as  follows: 

S1.24    Exampltona  from  liaquirad  MMl 
•tatamanta.  \ 

«         «-        «         *        • 

(a)  •  *  • 

(14)  The  unit  containers  in  a 
multiunit  or  multicomponent  retad  tooa 
package  shall  be  exempt  from 
regulations  o£  section  403  (e)(1),  (g)(2), 
(i)(2),  (k),  and  (q)  of  the  act  with  respect 
to  the  cequirements  for  label  declaration 
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of  the  name  and  j^Bce  of  business  of  the 
manufacturer.  pffi±er.  or  distributor: 
label  declaration  of  ingradieats;  and 
nutritioQ  information  when: 

(1)  Ths  multiunit  or  muhico(np(»ant 
retail  food  package  labehag  meets  all 
the  requirements  of  this  part; 

(ii)  The  unit  containers  are  securely 
enclosed  within  and  not  intended  to  be 
separated  from  the  retail  package  under 
conditions  of  retail  sale;  and 

(ill)  Each  unit  ccmtainer  is  labeled 
with  the  statement  "This  Unit  Not 
Labeled  For  Retail  Sale"  in  type  size  not 
less  than  one-sixteenth  of  an  inch  in 
height.  The  word  "Individual"  may  be 
used  in  lieu  of  or  immediately 
preceding  the  word  "Retail"  in  the 
statem^it 


PART  101— FOOD  LABeJNG 


,  3.  The  authority  citation  lor  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4. 5. 6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453. 
1454. 1455);  seci.  201.  301.  402.  403,  409. 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C  321.  331.  342,  343,  348.  371). 

4.  Section  101.9  is  revised  to  read  as 
follows: 


flOU    Nutrition  labellRg  of  food. 

(a)  Nutrition  information  relating  to 
food  shall  be  provided  for  all  products 
intended  for  human  consumption  and 
offered  for  sale  imless  an  exemption  is 
provided  for  the  product  in  jparagraph  (j) 
of  this  sectioii.  A  nutrition  claim  or  any 
other  nutrition  information  on  the  l^jel 
or  in  labeling  or  advertising  in  any 
context,  and  in  any  form  of  expression. 
implicit,  as  well  as  explicit,  shall  negate 
>       any  exemption  and  sub)ect  a  food  to  the 
provisions  of  this  section. 

(1)  When  food  is  in  package  form,  the 
required  nutrition  labeling  information 
shall  appear  on  the  label  in  the  format 
specified  in  this  section. 

(2)  When  food  is  not  in  package  form, 
the  required  nutrition  labeling 
information  shall  be  displayed  clearly  at 
the  point  of  purchase  (e.g.,  on  a  counter 
card,  si^,  tag  affixed  to  the  product,  or 
some  other  appropriate  device). 
Alternatively,  the  required  information 
may  be  placed  in  a  booklet,  looseleaf 
binder,  or  other  appropriate  format  that 
is  available  at  the  point  of  purchase. 

(3)  Solicitation  of  requests  for 
nutrition  information  by  a  statement 
"For  nutrition  information  write  to 

"  on  the  label  or  in  the 

labeling  or  advmlising  for  a  food,  xx 
providing  such  information  in  a  direct 
v^itten  reply  to  a  solicited  or 
unsolicited  request,  does  not  subject  the 
label  ar  the  labeling  of  a  food  exempted 


under  paragraph  ())  of  this  section  to  the 
requirements  of  this  section  if  the  reply 
to  the  request  conEorms  to  the 
requirements  of  this  sectian. 

(4)  If  any  vitamin  or  mineral  is  added 
to  a  food  ao  that  a  single  serving 
pnmdes  SO  percent  or  more  of  the 
ReCarenoe  Daily  Intake  (RDI)  for  the  age 
group  for  whi(^  the  product  is 
intended,  as  specified  in  paragraph 
(cKBUiv)  of  this  section.  <rf  any  one  of 
the  added  vitamins  or  minerals,  unless 
such  addition  is  permitted  or  required 
in  other  regulations,  e.g.,  a  standard  of 
identity  or  nutritional  quality  guideline, 
or  is  otherwise  exempted  by  tiie 
CommissioneT,  the  food  shall  be 
considered  a  food  for  special  dietary  \ise 
within  the  meaning  of  \  105.3(aKlKiii) 
of  Uiis  chapter. 
{b3  [Reserved] 

(c)  The  declaration  of  nutrition 
information  on  the  label  and  in  labeling 
of  a  food  shall  contain  information 
about  the  level  of  the  foUovsring 
nutrients,  except  for  those  nutrients 
whose  inclusion,  and  the  declaration  of 
amounts,  is  volxmtary  as  set  forth  in  this 
paragraph.  No  nutrients  or  food 
components  other  than  those  listed  in 
this  paragraph  as  either  mandatory  or 
voluntary  may  be  included  within  the 
nutrition  label.  Except  as  provided  for 
in  paragraphs  tf)  or  (jl  of  this  secticm, 
nutrient  information  shall  be  presented 
using  the  nutrient  names  specified  and 
in  the  following  order  in  the  formats 
speofied  in  paragraphs  (d)  or  (e)  of  this 
section. 

(1)  "Calories,  totai"  "Total  cal<wies." 
or  "Calories":  A  statement  of  the  caloric 
content  per  serving,  expressed  to  the 
nearest  5-calorie  increment  up  to  and 
including  SO  calories,  and  10-calorie 
increment  above  50  calories,  except  that 
amounts  less  than  S  calories  may  be 
expressed  as  zero.  Energy  content  per 
serving  may  also  be  expressed  in 
kilojouie  units,  added  in  parentheses 
immediately  followii^  the  statement  of 
the  caloric  content 

(i)  Caloric  content  may  be  calculated 
by: 

(A)  Using  specific  Atwater  factors 
(i.e.,  the  ^water  method)  given  in  Table 
13,  "Energy  Value  of  Foods— Basis  and 
Derivation."  by  A.  L.  Menill  and  B.  K. 
Watt,  United  States  Department  of 
Agriculture  (USDA)  Handboc*  No.  74 
(slightly  revised,  1973),  which  is 
incorporated  by  reference  in  accordance 
with  5  U.S.C  552(a)  and  1  CFR  part  51 
and  is  available  from  the  Division  of 
Nutrition.  Center  Ux  Food  Salety  and 
Applied  Nutrition  (HFF-260),  Food  and 
Drug  Administration.  200  C  St  SW., 
Washington.  DC  20204.  or  may  be 
inspected  at  the  Office  of  the  Federal 


Register,  800  North  Capitol  St  NW.. 
suite  700,  WeaUngton,  DC.: 

(B)  Using  the  general  factors  of  4, 4, 
and  9  calories  par  gram  for  protein,  total 
cwbohydrate,  and  total  Cat,  respectively, 
as  described  in  USDA  Handbook  No.  74 
(slightly  revised  1973)  pp.  9-11,  wfaidi 
is  incorporated  by  reference  in 
accordance  vrith  5  U.S.C.  552(a)  and  1 
CFR  part  51  (the  availability  of  this 
incorporation  by  reference  is  given  in 
paragraph  (cKlKi)(A)  of  this  section); 

(C)  Using  the  general  factors  of  4.  4, 
and  9  calories  per  gram  for  protein,  total 
carbohydrate  less  tiie  amount  of 
insoluble  dietary  fiber,  and  total  fat, 
respectively,  as  described  in  USDA 
Handbook  No.  74  (slightly  revised  1973) 
pp.  9-11,  which  is  incorporated  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51  (the 
availability  of  this  incorporation  by 
reference  is  given  in  paragraph 
(c)(l)(i)(A)  of  this  section); 

(D)  Using  data  for  specific  food  factors 
for  particular  foods  or  ingredients 
approved  by  the  Food  and  Drug 
Acuninistration  (FDA)  and  provided  in 
parts  1 72  or  1S4  of  this  chapter,  or  by 
other  means,  as  appropriate:  or 

(E)  Using  bomb  calorimetry  data  and 
subtracting  1.25  calories  per  gram 
protein  to  correct  for  incomplete 
digestibility,  as  described  in  USDA 
Handbook  No.  74  (slightly  revised  1973) 
p.  10,  which  is  iiKxaporated  by 
reference  in  accorxiance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51  (the 
availabiUty  of  this  incorporation  by 
reference  is  given  in  paragraph 
(c)(lHiMA)  of  diis  section). 

(ii)  "Calraies  fiom  fat":  A  statement  of 
the  caloric  content  doived  from  total  fat 
as  defined  in  paragraph  (c)(2)  of  this 
section  in  a  serving,  expressed  to  the 
nearest  5-calorie  increment,  up  to  and 
including  50  calories,  and  the  nearest 
10-calorie  increment  above  50  calories, 
except  that  label  declaration  of  "calories 
from  fat"  is  not  required  on  prodxicts 
that  contain  less  than  0.5  gram  of  fat  in 
a  serving  and  anunmts  less  than  5 
calories  may  be  expressed  as  sero.  This 
statement  shall  be  declared  as  provided 
in  paragraph  (dK5)  of  this  section. 
Except  as  provided  for  in  para^aph  (f) 
of  this  section,  if  "Calories  from  Cat"  is 
not  required  and,  as  a  result,  not 
declared,  the  statement  "Not  a 
significant  source  of  calories  from  fat" 
shall  be  placed  at  the  bottom  of  the  table 
of  nutrient  values  in  the  same  type  size. 

(iii)  "Calories  from  saturated  fit"  or 
"Calories  from  saturated" 
(VOLUNTARY):  A  statement  of  the 
caloric  content  derived  from  saturated 
tat  as  defined  in  paragraph  (c)(2Ki)  of 
this  section  in  a  serving  may  be  declared 
voluntafiiy,  exprasaed  to  the  naareat  5- 


2176         Federal  Register  /  Vol.  58.  No.  3  /  Wednesday,  January  6,  1993  /  Rules  and  Regulations 


calorie  increment,  up  to  and  including 
50  calories,  and  the  nearest  10-calorie 
increment  above  50  calories,  except  that 
amounts  less  than  5  calories  may  be 
expressed  as  zero.  This  statement  shall 
be  indented  under  the  statement  of 
caloriesjrom  fat  as  provided  in 
paragraph  (d)(5)  of  Uiis  section. 

(2)  'Fatriotar'  or  "Total  fat":  A 
statement  of  the  number  of  grams  of 
total  fat  in  a  serving  defined  as  total 
lipid  fatty  acids  and  expressed  as 
triglycerides.  Amounts  shall  be 
expressed  to  the  nearest  0.5  (Vz)  gram 
increment  below  3  grams  and  to  the 
nearest  gram  increment  above  3  grams. 
If  the  serving  contains  less  than  0.5 
gram,  the  content  shall  be  expressed  as 
zero. 

(i)  "Saturated  fat,"  or  "Saturated":  A 
statement  of  the  number  of  grams  of 
saturated  fat  in  a  serving  deHned  as  the 
sum  of  all  fatty  adds  containing  no 
double  bonds,  except  that  label 
declaration  of  saturated  fat  content 
information  is  not  required  for  products 
that  contain  less  than  0.5  gram  of  total 
fat  in  a  serving  if  no  claims  are  made 
about  fat  or  cholesterol  content,  and  if 
"calories  from  saturated  fat"  is  not 
declared.  Except  as  provided  for  in 
paragraph  (0  of  this  section,  if  a 
statement  of  the  saturated  fat  content  is 
not  required  and.  as  a  result,  not 
declared,  the  statement  "Not  a 
significant  source  of  saturated  fat"  shall 
be  placed  at  the  bottom  of  the  table  of 
nutrient  values  in  the  same  type  size. 
Saturated  fat  content  shall  be  indented 
and  expressed  as  grams  per  serving  to 
tha  nearest  0.5  (V.i)  gram  increment 
below  3  grams  and  to  the  nearest  gram 
increment  above  3  grams.  If  the  serving 
contains  less  than  O.S  gram,  the  content 
shall  be  expressed  as  zero. 

(ii)  "Polyunsaturated  fat"  or 
"Polyunsaturated"  (VOLUNTARY):  A 
statement  of  the  number  of  grams  of 
poljunsaturated  fat  in  a  serving  defined 
as  cis.cis-methylene-interrupted 
polyunsaturated  fatty  acids  may  be 
declared  voluntarily,  except  that  when 
monounsaturated  fat  is  declared  or 
when  a  claim  is  made  on  the  label  or  in 
labeling  about  fatty  acids  or  cholesterol, 
label  declaration  of  polyunsaturated  fat 
is  required.  Polyunsaturated  fat  content 
shall  be  indented  and  expressed  as 
grams  per  serving  to  the  nearest  0.5  i^/z) 
gram  increment  below  3  grams  and  to 
the  nearest  gram  increment  above  3 
grams.  If  the  serving  contains  less  than 
0.5  gram,  the  content  shall  be  expressed 
as  zero. 

(iii)  "Monounsaturated  fat"  or 
•Monounsaturated"  (VOLUNTARY):  A 
statement  of  the  number  of  grams  of 
monounsaturated  fat  in  a  serving 
defined  as  c/s-monounsaturated  fatty 


acids  may  be  declared  voluntarily 
except  that  when  polyunsaturated  fat  is 
declared  or  when  a  claim  is  made  on  the 
label  or  in  labeling  about  fatty  acids  or 
cholesterol,  label  declaration  of 
monounsaturated  fat  is  required. 
Monounsaturated  fat  content  shell  be 
indented  and  expressed  as  grams  per 
serving  to  the  nearest  O.S  (^/z)  gram 
increment  below  3  grams  and  to  the 
nearest  gram  increment  above  3  grams. 
If  the  serving  contains  less  than  0.5 
gram,  the  content  shall  be  expressed  as 
zero. 

(3)  "Cholesterol":  A  statement  of  the 
cholesterol  content  in  a  serving 
expressed  in  milligrams  to  the  nearest  5- 
milligram  increment,  except  that  label 
declaration  of  cholesterol  information  is 
not  required  for  products  that  contain 
less  than  2  milligrams  cholesterol  in  a 
serving  and  make  no  claim  about  fat, 
fatty  acids,  or  cholesterol  content,  or 
such  products  may  state  the  cholesterol 
content  as  zero.  Except  as  provided  for 
in  paragraph  (f)  of  this  section,  if 
cholesterol  content  is  not  required  and, 
as  a  result,  not  declared,  the  statement 
"Not  a  significant  source  of  cholesterol" 
shall  be  placed  at  the  bottom  of  the  table 
of  nutrient  values  in  the  seme  type  size. 
If  the  food  contains  2  to  5  milligrams  of 
cholesterol  per  serving,  the  content  may 
be  stated  as  "less  than  5  milligrams." 

(4)  "Sodium":  A  statement  of  the 
number  of  milligrams  of  sodium  in  a 
specified  serving  of  food  expressed  as 
zero  when  the  serving  contains  less  than 
5  milligrams  of  sodium,  to  the  nearest 
5-milligram  increment  when  the  serving 
contains  5  to  140  milligrams  of  sodium, 
and  to  the  nearest  10-milligram 
increment  when  the  serving  contains 
greater  than  140  milligrams. 

(5)  "Potassium"  (VOLUNTARY):  A 
statement  of  the  number  of  milligrams 
of  potassium  in  a  specified  serving  of 
food  may  be  declared  voluntarily, 
except  that  when  a  claim  is  made  about 
potassium  content,  label  declaration 
shall  be  required.  Potassium  content 
shall  be  expressed  as  zero  when  the 
serving  contains  less  than  5  milligrams 
of  potassium,  to  the  nearest  5-milligram 
increment  when  the  serving  contains 
less  than  or  equal  to  140  milligrams  of 
potassium,  and  to  the  nearest  10- 
milligram  increment  when  the  serving 
contains  more  than  140  milligrams. 

(6)  "Carbohydrate,  total"  or  "Total 
carbohydrate":  A  statement  of  the 
number  of  grams  of  total  carbohydrate 
in  8  serving  expressed  to  the  nearest 
gram,  except  that  if  a  serving  contains 
less  than  1  gram,  the  statement 
"Contains  less  than  1  gram"  or  "less 
than  1  gram"  may  be  used  as  an 
alternative,  or  if  the  serving  contains 
less  than  0.5  gram,  the  content  may  be 


expressed  as  zero.  Total  carbohydrate 
content  shall  be  calculated  by 
subtraction  of  the  sum  of  the  crude 
protein,  total  fat.  moisture,  and  ash  fi-om 
the  total  weight  of  the  food.  This 
calculation  method  is  described  in  A.  L. 
Merrill  and  B.  K.  Watt.  "Energy  Value 
of  Foods — Basis  and  Derivation."  USDA 
Handbook  74  (slightly  revised  1973)  pp. 
2  and  3,  which  is  incorporated  by 
reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51  (the 
availability  of  this  incorporation  by 
reference  is  given  in  paragraph 
(c)(l)(i)(A)  of  this  section). 

(i)  "Dietary  fiber":  A  statement  of  the 
number  of  grams  of  total  dietary  fiber  in 
a  serving,  indented  and  expressed  to  the 
nearest  gram,  except  that  if  a  serving 
contains  less  than  1  gram,  declaration  of 
dietary  fiber  is  not  required  or, 
alternatively,  the  statement  "Contains 
less  than  1  gram"  or  "less  than  1  gram" 
may  be  used,  and  if  the  serving  contains 
less  than  0.5  gram,  the  content  may  be 
expressed  as  zero.  Except  as  provided 
for  in  paragraph  (f)  of  this  section,  if 
dietary  fiber  content  is  not  required  and 
as  a  result,  not  declared,  the  statement 
"Not  a  significant  source  of  dietary 
fiber"  shall  be  placed  at  the  bottom  of 
the  table  of  nutrient  values  in  the  same 
tvi30  sizd 

(A)  "Soluble  fiber"  (VOLUNTARY):  A 
statement  of  the  number  of  grams  of 
soluble  dietary  fiber  in  a  serving  may  be 
declared  voluntarily  except  when  a 
claim  is  made  on  the  label  or  in  labeling 
about  soluble  fiber,  label  declaration 
shall  be  required.  Soluble  fiber  content 
shall  be  indented  uinder  dietary  fiber 
and  expressed  to  the  nearest  gram, 
except  that  if  a  serving  contains  less 
than  1  gram,  the  statement  "Contains 
less  than  1  gram"  or  "less  than  1  gram" 
may  be  used  as  an  alternative,  and  if  the 
serving  contains  less  than  0.5  gram,  the 
content  may  be  expressed  as  zero. 

(B)  "Insoluble  fiber"  (VOLUNTARY): 
A  statement  of  the  number  of  grams  of 
insoluble  dietary  fiber  in  a  serving  may 
be  declared  voluntarily  except  that 
when  a  claim  is  made  on  the  label  or  in 
labeling  about  insoluble  fiber,  label 
declaration  shall  be  required.  Insoluble 
fiber  content  shall  be  indented  under 
dietary  fiber  and  expressed  to  the 
nearest  gram  except  that  if  a  serving 
contains  less  than  1  gram,  the  statement 
"Contains  less  than  1  gram"  or  "less 
than  1  gram"  may  be  used  as  an 
alternative,  and  if  the  serving  contains 
less  than  O.S  gram,  the  content  may  be 
expressed  as  zero. 

(ii)  "Sugars":  A  statement  of  the 
number  of  grams  of  sugars  in  a  serving, 
except  that  label  declaration  of  sugars 
content  is  not  required  for  products  that 
contain  less  than  1  gram  of  sugars  in  a 
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serving  if  no  daixns  are  niada  •bout 

sweeteners,  sugars,  or  sugar  aloohol 
content  Except  as  provided  ior  in 
paragraph  (Q  of  this  sectioo,  if  a 
statement  of  the  sugars  oontant  is  not 
required  and.  as  a  result,  not  declared, 
the  statement  "Not  a  significant  source 
of  sugars"  shall  be  placed  at  the  bottom 
of  the  table  of  nutrient  values  in  the 
same  type  size.  Sugars  shall  be  defined 
as  the  sum  of  ail  free  mono-  and 
disaccharides  (such  as  glucose,  fiructose, 
lactose,  and  sucrose).  Sugars  content 
shall  be  indented  and  expressed  to  the 
nearest  gram,  except  that  if  a  serving 
contains  less  than  1  gram,  the  statement 
"Contains  less  then  1  gram"  or  "less 
than  1  gram"  may  be  used  as  an 
eltemative.  and  if  the  serving  contains 
less  than  0.5  gram,  the  content  may  be 
expressed  as  zera 

(iii)  "Sugar  alcohol"  (VOLUNTARY): 
A  statement  of  the  number  of  grams  of 
sugar  alcohols  in  a  serving  may  be 
declared  voluntarily  on  the  label,  except 
that  when  a  claim  is  made  on  the  label 
or  in  labeling  about  sugar  alcohol  or 
sugars  when  sugar  alcohols  are  present 
in  the  food,  sugar  alcohol  content  shall 
be  declared.  For  nutrition  labeling 
purposes,  sugar  alcohols  are  defined  as 
the  sum  of  saccharide  derivatives  in 
which  a  hydroxyl  group  replaces  a 
ketone  or  aldehyde  group  and  whose 
use  in  the  food  is  listed  by  FDA  (e.g.. 
mannitolj  or  is  generally  reoogniaed  as 
safe  (e.g..  xylitol.  sorbitol).  In  Ueu  of  the 
term  "sugar  alcohol,"  the  name  of  the 
specific  sugar  aloohol  (e.g.,  "xyUtol") 
present  in  the  food  may  be  used  in  the 
nutrition  label  provided  that  only  one 
sugar  alcohol  is  present  in  the  food. 
Sugar  alcohol  content  shall  be  indented 
and  expressed  to  the  nearest  gram. 
except  that  if  a  serving  contains  less 
than  1  gram,  the  statement  "Contains 
less  then  1  gram"  or  "less  than  1  gram" 
may  be  used  as  an  alternative,  and  if  the 
serving  contains  less  than  0.5  gram,  the 
content  may  be  expressed  as  zero. 

(iv)  "Other  caibohydrate" 
(VOLUNTARY):  A  statement  of  the 
number  of  grams  of  other  carbohydrates 
may  be  declared  volimtarily.  Oth«° 
carbohydrates  shall  be  defined  as  the 
difference  betwe^i  total  carbohydrate 
and  the  sum  of  dietary  fiber,  sugars,  and 
sugar  alcohol,  except  that  if  sugar 
aloohol  is  not  declared  (even  if  present), 
it  shall  be  defined  as  the  difiierence 
between  total  carbohydrate  and  the  sum 
of  dietary  fiber  and  sixgars.  Other 
carbohydrate  content  shall  be  indented 
and  expressed  to  the  nearest  gram, 
except  that  if  a  serving  contains  less 
than  1  gram,  the  statement  "Contains 
less  than  1  gram"  or  "less  than  1  gram" 
may  be  used  as  an  altonative,  and  if  the 


serving  contains  less  then  O^  pam,  the 
content  may  be  SKpresaed  as  zsra 
(7)  Trotain":  A  stataaaat  cf  tha 
number  of  giams  <rfpn>tain  in  a  sarring. 
expressed  to  the  nearest  gram,  except 
that  if  a  serving  contains  less  than  1 
gram,  the  statement  "Contains  less  than 
1  gram"  or  ^'less  than  1  gmm"  may  be 
used  ea  an  alternative,  and  if  the  serving 
contains  less  than  0.S  gram,  the  content 
may  be  expressed  as  zero.  When  the 
protein  in  foods  represented  or 
purported  to  be  for  adults  and  children 
4  or  more  years  of  age  has  a  protein 
quality  value  that  is  a  protein 
aigestibility-oorrected  amino  acid  aooce 
of  less  than  20  expressed  as  a  percent, 
or  when  the  protein  in  a  food 
represented  or  purported  to  be  for 
diildren  greater  than  1  but  less  than  4 
years  of  age  has  a  protein  quality  value 
that  is  a  protein  digestibility-corrected 
amino  acid  score  of  less  than  40 
expressed  as  a  percent,  either  of  the 
following  shall  be  placed  adjacent  to  the 
declaration  of  protein  content  by 
weight  The  statement  "not  a  significant 
source  of  protein."  or  a  listing  aligned 
under  the  column  headed  "Percent 
Daily  Value"  of  the  corrected  amount  of 
protein  per  serving,  as  determined  in 
paragraph  (c)(7)(ii)  of  this  section, 
calculated  as  a  percentage  of  the  Daily 
Reference  Value  (DRV)  or  Reference 
Daily  Intake  (RDI),  as  appropriate,  for 
protein  and  expressed  as  Percent  of 
Daily  Value.  When  the  protein  quality 
in  a  food  as  measured  by  the  Protein 
Efficiency  Ratio  (PER)  is  less  than  40 
percent  of  the  reference  standard 
(casein)  for  a  food  represented  or 
purported  to  be  for  infants,  the 
statement  "not  a  significant  source  of 
protein"  shall  be  placed  adjacent  to  the 
declaration  of  protein  ctmtent.  Protein 
content  may  be  calculated  on  the  basis 
of  the  factor  of  6.25  times  the  nitrogen 
content  of  the  food  as  determined  by  the 
appropriate  method  of  analysis  as  given 
in  the  "Official  Methods  of  Analysis  of 
the  AOAC  Intemational"  (formerly  the 
Association  of  Official  Analytical 
Chemists),  15th  Ed.  (1990),  which  is 
incorporated  by  reference  in  accordance 
with  5  U.S.C.  552(a)  and  1  CTR  part  51, 
except  when  the  official  procedure  for  a 
specific  food  requires  another  factor. 
Copies  may  be  tx>tained  from  AOAC, 
2200  Wilson  Blvd.,  suite  400,  Arlington, 
VA  222ai-33«l,  or  may  be  inspected  at 
the  Office&f  the  Federal  Register,  800 
North  Capitol  St.  NW.,  suite  700, 
Washington,  1X1 

(i)  A  statement  of  the  corrected 
amount  of  protein  per  serving,  as 
determined  in  paragraph  (cK7)(ii)  of  this 
section,  calcuiated  as  a  percentage  of  the 
RDI  or  DRV  for  protein,  as  appropriate, 
and  expressed  as  Percent  of  Daily  Value. 


may  be  plaoad  on  tiw  label,  exoept  Uiat 
such  a  statement  shall  be  giv<en  if  a 
proton  claha  is  made  lor  the  product, 
or  if  the  product  is  represented  or 
pxuporled  to  be  for  use  bv  infante  or 
dukfaan  under  4  years  of  age.  When 
such  a  dadaratioa  is  provided,  it  shall 
be  placed  on  the  label  adjacent  to  the 
statement  of  grams  of  protein  and 
aligiMd  under  the  column  headed 
"Percent  Daily  Value,"  and  expressed  to 
the  nearest  whole  percent.  However,  the 
peromtage  of  the  WX  for  protein  shall 
not  be  declared  if  the  food  is 
represented  or  purported  to  be  for  use 
by  infants  and  the  protein  quality  yahie 
is  less  than  40  percent  of  this  reference 
standard. 

(ii)  The  "corrected  amount  of  protein 
(gram)  per  serving"  for  foods 
rejvesented  or  purported  for  adults  and 
children  1  or  more  years  of  age  is  equal 
to  the  actual  amount  of  protein  (gram) 
per  serving  multiplied  by  the  amino 
acid  scan  ctwrected  for  protein 
digestibility.  If  the  corrected  sccHa  is 
above  1.00.  then  it  shall  be  set  at  1.00. 
The  protein  digestibility-corrected 
amino  add  score  shall  be  determined  by 
methods  given  in  sections  5.4.1,  7.2.1, 
and  8.00  in  "Protein  Quality  Evaluation. 
Report  of  the  Joint  FAOAVHO  Expert 
Consultation  on  Protein  Quality 
Evaluation,"  Ronw,  1990.  except  that 
when  official  AOAC  procedures 
described  in  section  (c)(7)  of  this 
paragraph  require  a  specific  food  factor 
other  than  6.25.  that  specific  factor  riiall 
be  used.  The  "Report  of  the  Joint  FAG/ 
WHO  Expert  Consultation  on  Protein 
Quality  Evaluation"  as  published  by  the 
Food  and  Agriculture  Organization  of 
the  United  Netions/World  Heahh 
Organization  is  incorporated  by 
reference  in  accordance  with  5  U.S.C 
552(a)  and  1  CFR  part  51.  Copies  are 
available  from  the  Division  of  Nutrition. 
Center  for  Food  Safety  and  Applied 
Nutrition  (HFF-260),  Food  and  Drug 
Administration.  200  C  St.  SW.. 
Washington,  DC  20204,  or  may  be 
inspected  at  the  Office  of  the  Federal 
Register.  800  North  Capitol  St.  NW., 
suite  700,  Washington,  DC.  For  foods 
represented  or  purported  for  infants,  the 
corrected  amount  of  protein  (grams)  per 
serving  is  equal  to  the  actual  amount  of 
protein  (grams)  per  serving  multiplied 
by  the  relative  protein  quality  value 
The  rotative  protein  quality  veiue  shall 
be  determined  by  dividing  the  subject 
food  protein  PER  value  by  the  PER  value 
for  casein.  If  the  relative  protein  value 
is  above  1.00.  it  shall  be  set  at  1.00. 
(iii)  (Reservedj 
(8)  Vita'nins  and  minerals:  A 
statem«it  of  the  amount  per  serving  of 
the  vitamins  and  minerals  as  described 
in  this  paragraph,  calculated  as  a 
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percent  of  the  RDI  and  expressed  as 
percent  of  Daily  Value. 

(i)  For  purposes  of  declaration  of 
percent  of  Daily  Value  as  provided  for 
in  paragraphs  (d).  (e).  and  (f)  of  this 
section,  foods  represented  or  purported 
to  be  for  use  by  infants,  children  less 
than  4  years  of  age,  pregnant  women,  or 
ladating  women  shall  use  the  RDI's  in 
paragraph  (c)(8)(iv)  of  this  section  that 
are  specified  for  the  intended  group.  For 
foods  represented  or  purported  to  be  for 
use  by  both  infants  and  children  under 
4  years  of  age.  the  percent  of  Daily 
Value  shall  be  presented  by  separate 
declarations  according  to  paragraph  (e) 
of  this  section  based  on  the  RDI  values 
for  infants  from  birth  to  12  months  of 
age  and  for  children  under  4  years  of 
age.  Similarly,  the  percent  of  Daily 
Value  based  on  both  the  RDI  values  for 
pregnant  womun  and  for  lactating 
women  shall  be  declared  separately  on 
foods  represented  or  purported  to  be  for 
use  by  both  pregnant  and  lactating 
women.  When  such  dual  declaration  is 
used  on  any  label;  it  shall  be  included 
in  all  labeling,  and  equal  prominence 
shall  be  given  to  both  values  in  all  such 
labeling.  All  other  foods  shall  use  the 
RDI  for  adults  and  children  4  or  more 
years  of  age. 

(ii)  The  declaration  of  vitamins  and 
minerals  as  a  percent  of  the  RDI  shall 
include  vitamin  A,  vitamin  C,  calcium, 
and  iron,  in  that  order,  and  shall 
include  any  of  the  other  vitamins  and 
minerals  listed  in  paragraph  (c)(8)(iv)  of 
this  section  when  they  are  added  as  a 
nutrient  supplement,  or  when  a  claim  is 
made  about  them.  Other  vitamins  and 
minerals  that  are: 

(A)  Required  or  permitted  in  a 
standardized  food  (e.g.,  thiamin, 
riboflavin,  and  niacin  in  enriched  flour) 
and  that  standardized  food  is  included 
as  an  ingredient  (i.e.,  component)  in 
another  food;  or 

(B)  Included  in  a  food  solely  for 
technological  purposes  and  declared 
only  in  the  ingredient  statement  need 
not  be  declared  if  neither  the  nutrient 
nor  the  component  is  otherwise  referred 
to  on  the  label  or  in  labeling  or 
advertising.  The  declaration  may  also 
include  any  of  the  other  vitamins  and 
minerals  listed  in  paragraph  (c)(8)(iv)  of 
this  section  when  they  are  naturally 
occurring  in  the  food.  The  additional 
vitamins  and  minerals  shall  be  listed  m 
the  order  established  in  paragraph 
(c)(8)(iv)  of  this  section. 

(iii)  The  percentages  for  vitamins  and 
minerals  shall  be  expressed  to  the 
nearest  2-percent  increment  up  to  and 
including  the  10-percent  level,  the 
nearest  5-percent  increment  above  10 
percent  and  up  to  and  including  the  50- 
percent  level,  and  the  nearest  10-percent 


increment  above  the  50-percent  level. 
Amounts  of  vitamins  and  minerals 
present  at  less  than  2  percent  of  the  RDI 
are  not  required  to  be  declared  in 
nutrition  labeling  but  may  be  declared 
by  a  zero  or  by  the  use  of  an  asterisk  (or 
other  symbol)  that  rafisrs  to  another 
asterisk  (or  symbol)  that  is  placed  at  the 
bottom  of  the  table  and  that  is  followed 
by  the  statement  "Contains  less  than  2 
|}ercent  of  the  Daily  Value  of  this  (these) 
nutrient  (nutrients)."  Alternatively, 
except  as  provided  for  in  paragraph  (f) 
of  this  section,  if  vitamin  A.  vitamin  C, 
calcium,  or  iron  is  present  in  amounts 
less  than  2  percent  of  the  RDI.  label 
declaration  of  the  nutrieDt(s)  is  not 
required  if  the  statement  "Not  a 

signiflcant  source  of (listing 

the  vitamins  or  minerals  omitted)"  is 
placed  at  the  bottom  of  the  table  of 
nutrient  values.  Either  statement  shall 
be  in  the  same  type  size  as  nutrients  that 
are  indented, 
(iv)  [Reserved] 

(v)  The  following  synonyms  may  be 
added  in  parentheses  immediately 
following  the  name  of  the  nutrient  or 
dietary  component: 
Vitamin  C — Ascorbic  acid 
Thiamin — Vitamin  Bi 
Riboflavin — Vitamin  Bj 
Folate — Folacin 
Calories — Energy 

(vi)  The  percent  of  vitamin  A  that  is 
present  as  beta-carotene  may  be 
declared  to  the  nearest  10-percent 
increment  immediately  adjacent  to  or 
beneath  the  nutrient  name  (e.g., 
"Vitamin  A  (90  percent  as  beta- 
carotene)"). 
(9)  [Reserved] 

(d)(1)  Nutrient  information  specified 
in  paragraph  (c)  of  this  section  shall  be 
presented  on  foods  in  the  following 
format,  as  shown  in  paragraph  (d](12)  of 
this  section,  except  on  foods  on  which 
dual  columns  of  nutrition  information 
are  declared  as  provided  for  in 
paragraph  (e)  of  this  section,  on  those 
food  products  on  which  the  simplified 
format  is  required  to  be  used  as 
provided  for  in  paragraph  (f)  of  this 
section,  on  foods  for  infants  and 
children  less  than  4  years  of  age  as 
provided  for  in  paragraph  ())(5)  of  this 
section,  and  on  foods  in  small  or 
intermediate-sized  packages  as  provided 
for  in  f>aragraph  (j](13)  of  this  section. 
In  the  interest  of  uniformity  of 
presentation.  FDA  urges  that  the 
nutrition  information  be  presented 
using  the  graphic  specifications  set  forth 
in  Appendix  B  to  Part  101. 

(i)  The  nutrition  information  shall  be 
set  off  in  a  box  by  use  of  hairlines  and 
shall  be  all  black  or  one  color  type, 
printed  on  a  white  or  other  neutral 


contrasting  background  whenevm 
practical. 

(ii)  All  information  within  the 
nutrition  label  shall  utilize: 

(A)  A  single  easy-to-read  type  style, 

(B)  Upper  and  lower  case  letters. 

(C)  At  least  one  point  leading  (i.e.. 
space  between  two  Unes  of  text)  except 
that  at  least  four  points  leading  shall  be 
utilized  for  the  information  required  by 
paragraphs  (d)(7)  and  (d)(8)  of  this 
section  as  shown  in  paragraph  (d)(12). 
and 

(D)  Type  that  is  kerned  (i.e..  has 
proximity  of  placement)  no  tighter  than 
-4  setting. 

(iii)  All  information  except  for  the 
information  required  in  paragraphs 
'(d)(4).  (d)(6).  (d)(9),  and  (d)(10)  of  this 
section  shall  be  in  type  size  no  smaller 
than  8  point.  The  information  required 
in  paragraphs  (d)(4).  (d)(6).  (d)(9),  and 
(d)(10)  of  this  section  shall  be  in  type 
size  no  smaller  than  6  point. 

(iv)  The  headings  required  by 
paragraphs  (d)(2).  (d)(4).  and  (d)(6)  of 
this  section  (i.e..  "Nutrition  Facts,"        ) 
"Amount  per  Serving."  and  "%  Daily 
Value*"),  the  names  of  all  nutrients  that 
are  not  indented  according  to 
requirements  of  paragraph  (c)  of  this 
section  (i.e.,  "Calories."  "Total  Fat." 
"Cholesterol,"  "Sodium."  "Total 
Carbohydrate,"  and  "Protein"),  and  the 
percentage  amounts  required  by 
paragraph  (d)(7)(ii)  of  this  section  shall 
be  highlighted  by  bold  or  extra  bold 
type  or  other  highlighting  (reverse 
printing  is  not  permitted  as  a  form  of 
highlighting)  that  prominently 
distinguishes  it  from  other  information. 
No  other  information  shall  be 
highlighted. 

(v)  A  hairline  rule  that  is  centered 
between  the  lines  of  text  shall  separate 
"Amount  Per  Serving"  from  the  calorie 
statements  required  in  paragraph  (d)(5) 
of  this  section  and  shall  separate  each 
nutrient  and  its  corresponding  percent 
Daily  Value  required  in  paragraphs 
(d)(7)(i)  and  (d)(7)(ii)  of  this  section 
from  the  nutrient  and  percent  Daily 
Value  above  and  below  it,  as  shown  in 
paragraph  (d)(12)  of  this  section. 

(2)  The  information  shall  be  presented 
under  the  identifying  heading  of 
"Nutrition  Facts"  which  shall  be  set  in 

a  type  size  larger  than  all  other  print 
size  in  the  nutrition  label  and,  except 
for  labels  presented  according  to  the 
format  provided  for  in  paragraph  (d)(ll) 
of  this  section,  imless  impractical,  shall 
be  set  the  full  width  of  the  information 
provided  under  paragraph  (d)(7)  of  this 
section,  as  shown  in  paragraph  (d)(12) 
of  this  section. 

(3)  Information  on  serving  size  shall 
immediately  follow  the  heading  as 
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shown  in  paragraph  (d)(12)  of  this 
section.  Such  information  shall  include: 

(i)  "Serving  Size":  A  statement  of  the 
serving  size  as  specified  in  paragraph 
(b)(7)  of  this  section. 

(ii)  "Servings  Per  Container":  The 
number  of  servings  per  container, 
except  that  this  statement  is  not 
required  on  single  serving  containers  as 
defined  in  paragraph  (b)(6)  of  this 
section. 

(4)  A  subheading  "Amount  Per 
Serving"  shall  be  separated  from  serving 
size  information  by  a  bar  as  shown  in 
paragraph  (d)(12)  of  this  section. 

(5)  Information  on  calories  shall 
immediately  follow  the  heading 
"Amount  Per  Serving"  and  shall  be 
declared  in  one  line,  leaving  sufficient 
space  between  the  declaration  of 
"Calories"  and  "Calories  from  fat"  to 
allow  clear  differentiation,  or,  if 
"Calories  from  saturated  fat"  is 
declared,  in  a  column  with  total 
"Calories"  at  the  top,  followed  by 
"Calories  from  fat"  (indented),  and 
"Calories  from  saturated  fat"  (indented). 

(6)  The  column  heading  "%  Daily 
Value,"  followed  by  an  asterisk  (e.g.,  "% 
Daily  Value*"),  shall  be  separated  from 
information  on  calories  by  a  bar  as 
shown  in  paragraph  (d)(12)  of  this 
section.  The  position  of  this  column 
heading  shall  allow  for  a  list  of  nutrient 
names  and  amounts  as  described  in 
paragraph  (d)(7)  of  this  section  to  be  to 
the  left  of,  and  below,  this  column 
heading.  The  column  headings  "Percent 
Daily  Value."  "Percent  DV,"  or  "%  DV" 
may  be  substituted  for  "%  Daily  Value." 

(7)  Except  as  provided  for  in 
paragraph  (j)(13)  of  this  section,  nutrient 
information  for  all  nutrients  required  by 
paragraph  (c)  of  this  section,  except 
vitamins  and  minerals,  shall  be  declared 
as  follows: 

(i)  The  name  of  each  nutrient 
specified  In  paragraph  (c)  of  this  section 
shall  be  givwi  in  a  column  and  followed 
immediately  by  the  quantitative  amount 
by  weight  for  that  nutrient  appended 
with  a  "g"  for  grams  or  "mg"  for 
milligrams  as  shown  in  paragraph 
(d)(12)  of  this  section. 

(ii)  A  listing  of  the  percent  of  the  DRV 
as  established  in  paragraphs  (c)(7)(iii) 
and  (c)(9)  of  this  section  shall  be  given 
in  a  column  aligned  under  the  heading 


"%  Daily  Value"  established  in 
paragraph  (d)(6)  of  this  section  with  the 
percent  expressed  to  the  nearest  whole 
percent  for  each  nutrient  declared  in  the 
column  described  in  paisgraph  (d)(7)(i) 
of  this  section  for  which  a  DRV  has  been 
established,  except  that  the  percent  for 
protein  may  be  omitted  as  provided  in 
paragraph  (c)(7)  of  this  section.  The 
percent  shall  be  calculated  by  dividing 
the  actual  amount  (i.e..  before  rounding) 
for  each  nutrient  by  the  DRV  for  the 
nutrient,  except  that  the  percent  for 
protein  shall  be  calculated  as  specified 
in  paragraph  (c)(7)(ii)  of  this  section. 
The  numerical  value  shall  be  followed 
by  the  sjrmbol  for  percent  (i.e.,  %). 

(8)  Nutrient  information  for  vitamins 
and  minerals  shall  be  separated  from 
information  on  other  nutrients  by  a  bar 
and  shall  be  arrayed  horizontally  (e.g.. 
Vitamin  A  4%,  Vitamin  C  2%,  Calcium 
15%,  Iron  4%)  as  shown  in  paragraph 
(d)(12)  of  this  section,  except  that  when 
more  than  four  vitamins  and  minerals 
are  declared,  they  may  be  declared 
vertically  with  percentages  listed  under 
the  column  headed  "%  Daily  Value." 

(9)  A  footnote,  preceded  by  an 
asterisk,  shall  be  placed  beneath  the  list 
of  vitamins  and  minerals  and  shall  be 
separated  from  that  list  by  a  hairline. 

(i)  The  footnote  shall  state: 
Percent  Daily  Values  are  based  on  a 

2,000  calorie  diet. 
Your  daily  value  may  be  higher  or 

lower  depending  on  your  calorie  needs. 


Calortes: 

2.000 

2.500 

Total  fat 

Less  than .... 

65g 

80g 

Saturated 

Less  than .... 

20g 

25  g 

fal 

Cholesterol 

Less  than... 

300  mg 

300  mg 

Sodiurfl 

Less  than.... 

2.400  mg 

2.400  mg 

Total  cartx>- 

300g 

375g 

hydrate. 

Dietary  fiber 

25  g 

30g 

under  sodium  and  the  DRV  established 
in  paragraph  (c)(g)  of  this  section  shall 
be  inserted  on  the  same  line  in  the 
numeric  columns. 

(iv)  The  abbreviations  established  in 
paragraph  (j)(13)(ii)(B)  of  this  section 
may  be  used  within  the  footnote. 

(10)  Caloric  conversion  information 
on  a  per  gram  basis  for  fat,  carbohydrate, 
and  protein  shall  be  presented  beneath 
the  information  required  in  paragraph 
(d)(9)  and  shall  be  separated  from  that 
information  by  a  hairline.  This 
information  may  be  presented 
horizontally  as  shown  in  paragraph 
(d)(12)  of  this  section  (i.e.,  "Calories  per 
gram:  fat  9,  carbohydrate  4,  protein  4") 
or  vertically  in  columns.      | 

(11)  If  the  space  beneath  tne 
information  on  vitamins  and  minerals  is 
not  adequate  to  accommodate  the 
information  required  in  paragraphs 
(d)(9)  and  (d)(10)  of  this  section,  the 
information  required  in  paragraph  (d)(9) 
may  be  moved  to  the  right  of  the  colunm 
required  in  paragraph  (d)(7)(ii)  and  set 
off  by  a  line  that  distinguishes  it  and 
sets  it  apart  from  the  percent  daily  value 
information  The  caloric  conversion 
information  required  in  paragraph 
(d)(10)  of  this  section  may  be  presented 
beneath  either  side  or  along  the  full 
length  of  the  nutrition  label. 

(12)  The  following  sample  label 
illustrates  the  provisions  of  paragraph 
(d)  of  this  section. 

MLUNG  COOE  41W-01-M 


(ii)  If  the  percent  of  Daily  Value  is 
given  for  protein  in  the  Percent  of  Daily 
Value  column  as  provided  in  paragraph 
(d)(5)(ii)  of  this  section,  protein  shall  be 
listed  under  dietary  fiber,  and  the  DRV 
established  in  paragraph  (c)(7)(iii)  of 
this  section  shall  be  inserted  on  the 
same  line  in  the  numeric  colunms. 

(iii)  If  potassium  is  declared  in  the 
column  described  in  paragraph  (d)(5)(i) 
of  this  section,  potassium  shall  be  listed 
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Nutrition  Facts 

Serving  Size  Vi2cup  (45g) 
Servings  Per  Container  12 

^^^^^MHHH^^^H^^^^^H 

Amount  Per  Serving 

Mix 

Baiced 

Calories 

190 

280 

Calories  from  Fat 

45 

135 

%DaiyVMue** 

Total  Fat  5g* 

13% 

36% 

Saturated  Fat  2g 

10% 

13% 

Cholesterol  Omg 

0% 

23% 

Sodium  300mg 

8% 

9% 

Total 
CaH)ohydrate34g 

9% 

9% 

Dietary  Fiber  Og 

0% 

0% 

Sugars  18g 

Protein  2g 

Vitamin  A 

0% 

0% 

Vitamin  C 

0% 

0% 

Calcium 

6% 

8% 

Iron 

2% 

4% 

"AnxxintinMix 

'  Percent  DaHy  Values  are  based  on  a  2.000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 

Calories:     2.000         2,500 


Total  Fat 
Sat  Fat 
Cholesterol 
Sodium 


Less  than 
Less  than 
Less  than 
Less  than 


Total  Cartwhydrate 
Dietary  Fiber 


65g  80g 

20g  25g 

300mg  300mg 

2,400mg  2,400mg 

300g  375g 

25g  30g 


Calories  per  gram: 

Fat  9  •  Carbohydrate  4  •  Protein  4 


UMI 
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(e)  Nutrition  information  may  be 
presented  for  two  or  more  fonns  of  the 
same  food  (e.g.,  both  "as  purchased" 
and  "as  prepared")  or  for  common 
combinations  of  food  as  provided  for  in 
paragraph  (h)(4)  of  this  section,  for 
different  units  (e.g.,  slices  of  bread  or 
per  100  grams)  as  provided  for  in 
paragraph  (b)  of  this  section,  or  for  two 
or  more  groups  for  which  RDI's  are 
established  in  paragraph  (c)(8)(iv)  of  this 
section  (e.g..  both  infants  and  children 
less  than  4  years  of  age)  as  shown  in 
paragraph  (e)(5)  of  this  section.  When 
such  dual  labeling  is  provided,  equal 
prominence  shall  be  given  to  both  sets 
of  values.  Information  shall  be 
presented  in  a  format  consistent  with 
paragraph  (d)  of  this  section,  except 
that: 

(1)  Following  the  subheading  of 
"Amount  Per  Serving,"  there  shall  be 
two  or  more  colunm  headings 
accurately  describing  the  forms  of  the 
same  food  (e.g.,  "Mix"  and  "Baked"), 
the  combinations  of  food,  the  units,  or 
the  RDI  groups  that  are  being  declared. 
The  column  representing  the  product  as 
packaged  and  according  to  the  label 
serving  size  based  on  the  reference 
amount  in  §  101.12(b)  shall  be  to  the  left 
of  the  numeric  columns. 

(2)  When  the  dual  labeling  is 
presented  for  two  or  more  forms  of  the 
same  food,  for  combinations  of  food,  or 
for  different  units,  total  calories  and 


calories  from  fat  (and  calories  fit)m 
saturated  fat,  when  declared)  shall  be 
listed  in  a  column  and  indented  as 
specified  in  paragraph  (d)(5)  of  this 
sectioii  with  quantitative  amounts 
declared  in  colunms  aligned  under  the 
column  headings  set  forth  in  paragraph 
(e)(1)  of  this  section. 

(3)  Quantitative  information  by 
weight  required  in  paragraph  (d)(7)(i)  of 
this  section  shall  be  specified  for  the 
form  of  the  product  as  packaged  and 
according  to  the  label  serving  size  based 
on  the  reference  amount  in  §  101.12(b). 

(i)  Quantitative  information  by  weight 
may  be  included  for  other  forms  of  the 
product  represented  by  the  additional 
column(s)  either  immediately  adjacent 
to  the  required  quantitative  information 
by  weight  for  the  product  as  packaged 
and  according  to  the  label  serving  size* 
based  on  the  reference  amount  in 
§  101.12(b)  or  as  a  footnote. 

(A)  If  such  additional  quantitative 
information  is  given  immediately 
adjacent  to  the  required  quantitative 
information,  it  shall  be  declared  for  all 
nutrients  listed  and  placed  immediately 
following  and  differentiated  from  the 
required  quantitative  information  (e.g., 
separated  by  a  comma).  Such 
information  shall  not  be  put  in  a 
separate  colunm. 

(B)  If  such  additional  quantitative 
information  is  given  in  a  footnote,  it 
shall  be  declared  in  the  same  order  as 


the  nutrients  are  listed  in  the  nutrition 
label.  The  additional  quantitative 
information  may  state  the  total  nutrient 
content  of  the  product  identified  in  the 
second  column  or  the  nutrient  amounts 
added  to  the  product  as  packaged  for 
only  those  nutrients  that  are  present  in 
different  amoimts  than  the  amounts 
declared  in  the  required  quantitative 
information.  The  footnote  shall  clearly 
identify  which  amounts  are  declared. 
Any  subcomponents  declared  shall  be 
listed  parenthetically  after  principal 
components  (e.g..  1/2  cup  skim  milk 
contributes  an  additional  40  calories,  65 
mg  sodium,  6  g  total  carbohydrate  (6  g 
sugars),  and  4  g  protein). 

(ii)  Total  fat  and  its  quantitative 
amount  by  weight  shall  be  followed  by 
an  asterisk  (or  other  symbol)  (e.g., 
"Total  fat  (2  g)*")  referring  to  another 
asterisk  (or  symbol)  at  the  bottom  of  the 
nutrition  label  identifying  the  form(s)  of 
the  product  for  which  quantitative 
information  is  presented. 

(4)  Information  required  in  paragraphs 
(d)(7)(ii)  and  (d)(8)  of  this  section  shall 
be  presented  under  the  subheading  "% 
DAILY  VALUE"  and  in  columns 
directly  under  the  column  headings  set 
forth  in  paragraph  (e)(1)  of  this  section. 

(5)  The  following  sample  label 
illustrates  the  provisions  of  paragraph 
(e)  of  this  section: 

BU.UNG  CODE  4IM-01-M 
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Nutrition  Facts 

Serving  Size  V2  cup  (114g) 
Servings  Per  Container  4 


i^HHH^^II^^^^^^^^H 

Amount  Per  Serving 

Calories  260  Calories  from  Fat  1 20 

%Daly 

VWue* 

Total  Fat  13g 

20% 

Saturated  Fat  5g 

25% 

CholesteioiaOrT^ 

10% 

Sodium  660mg 

za% 

Total  CaitMhydrate  31g 

11% 

Dietary  Fiber  Og 

0% 

Sugars  5g 

Protein  5g 

HJH^HHHIHIHHHHHIH 

Vitamin  A  4%        •       Vitamin  C  2% 

Calcium  15%         •        lron47o 

•  Percent  Daily  Values  are  based  on  a  2.000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 
Calories:     2.000         2,500 

Total  Fat 
Sat  Fat 
Cholesterol 
Sodium 


Lessttian 
Less  than 
Less  than 
Less  than 


Total  Cartohydrate 
Dietary  Fiber 


65g 

20g 

300mg 

2.400mg 

300g 

25g 


80g 

25g 

300mg 

2.400mg 

375g 

30g 


Calories  per  gram: 

Fat  9  •  Carbohydrate  4 


Protein  4 
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(0  TiiB  dedaratian  of  nutrition 
informadon  may  be  praaaoted  in  the 
simplified  fonnat  set  fcnth  heraia  when 
a  food  product  cxmtains  inngniftcsnt 
amounts  of  seven  or  more  of  the 
following:  Calories,  total  fat.  saturated 
fat,  cfaoleetarol,  sodium,  total 
carbohydrate,  dietary  fibw,  sugars, 
protein,  vitamin  A.  vitamin  C,  calcium, 
and  iron:  except  that  for  foods  intended 
for  children  1ms  than  2  years  of  age  to 
which  §  101.9(j)(5Mi}  applies,  nutrition 
information  may  be  presented  in  the 
simplifled  format  when  a  food  product 
nnntaina  insignificant  amounts  of  six  or 
mora  of  the  following:  CaloRas,  total  Cat. 
sodium,  total  carbohydrate,  dietary 
fiber,  sugars,  protein,  vitamin  A. 
vitamin  C,  calciimi,  and  iron. 

(1)  An  "insignificant  amount"  shall  be 
defined  as  that  amount  that  allows  a 
declaration  of  zero  in  nutrition  labeling, 
except  that  for  total  carbohydrate, 
diet^  fiber,  and  protein,  it  shall  be  on 
amoimt  that  allows  a  declaration  of 
"less  than  1  gram." 

(2)  The  simplified  format  shall 
include  information  on  the  Collowing 
nutrients: 

(i)  Total  calories,  total  fat.  total 
carbohydrate,  protein,  and  sodium; 

(li)  (Glories  rrom  fat  and  any  other 
nutrients  identified  in  paragraph  (f)(1) 
of  this  section  (hat  are  present  in  the 
food  in  more  than  insignificant 
amounts;  and 

(iii)  Any  vitamins  and  minerals  listed 
in  paragraph  (cK8)(iv)  of  this  section 
when  they  are  required  to  be  added  as 
a  nutrient  supplement  to  foods  for 
which  a  standard  of  identity  exists. 

(iv)  Any  vitamins  or  minerals  that  are 
volimtarily  added  to  the  food  as  nutrient 
supplements. 

(3)  Other  nutrients  that  are  naturally 
present  in  the  food  in  more  than 
insignificant  amounts  may  be 
voluntarily  declared  as  ptai  of  the 
simplified  fonnat. 

(4)  If  any  nutrients  are  declared  as 
provided  in  paragraphs  (0(2)(iii), 
{f)(2)(iv).  or  (f)(3)  of  this  section  as  part 
of  the  simplified  format,  the  statement 

'T>Iot  a  significant  source  of " 

(with  the  blank  filled  in  with  the 
name(s)  of  any  nutrient(s)  identified  in 
§  101.9(f)  and  calories  from  fat  that  are 
present  in  insignificant  amounts)  shall 
be  included  at  the  bottom  of  the 
nutrition  label. 

(5)  Except  as  provided  for  in 
paragraphs  ())(5)  and  (jKl3)  of  this 
section,  nutrient  information  dedared 
in  the  simplified  format  shall  be  , 
presented  in  the  same  manner  as 
specified  in  paragraphs  (d)  or  (e)  of  this 
section,  except  that  the  footnote  and 
caloric  conversicm  information  required 
in  paragraphs  (d)(9}  and  (d)(10)  of  this 


section  an  not  required.  When  the 
footnote  and  caloric  oonvarsion 
information  are  omitted,  an  asterisk 
shall  be  placed  at  the  bottom  of  the  label 
followad  by  the  statemnat  "Percent 
Daily  Values  era  based  on  a  2,000 
calorie  diet"  and,  if  the  term  "Daily 
Vahw"  is  not  spelled  out  in  the  headfaig, 
a  statement  that  "DV"  lepmaents  "Daily 
Value."  x^ 

(g)  Compliance  witfa^mis  section  shall 
be  determined  as  foHews: 

(1)  A  collection  of  primary  containers 
or  units  of  the  same  sia^  type,  and  style 
produced  onder  condu^ons  as  nearly 
\miform  as  possible,  deeienated  by  a 
common  ccmtainei'  code  or  marking,  or 
in  the  ahaenoe  of  any  cominon  container 
code  or  marking,  a  day's  p^jiction, 
constitutes  a  "lot." 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  12 
subsamples  (omsiuner  units),  taken  1 
from  eech  of  12  diRerent  randomly 
chosen  shijiping  cases,  to  be 
representative  dF  a  lot  Unless  a 
particular  method  of  analysis  is 
specified  in  paragraph  (c)  of  this 
section,  composites  shall  be  analyzed  by 
appropriate  Rsethods  as  ^ven  in  the 
"Official  Mediods  of  Analysis  of  tfie 
AGAC  International,"  15th  Ed.  (1990). 
which  is  incorporated  by  reiorenoe  in 
accordance  with  5  U.S.C  552(a)  or  1 
CFR  pot  51  or.  if  no  AGAC  ntethod  is 
available  or  appropriate,  by  other 
reliable  and  appropriate  analytical 
procedures.  Tlie  availabiUty  of  this 
incorporation  by  reference  is  given  in 
paragraph  (c)(7)  of  this  section. 

(SjTwo  classes  of  nutrients  are 
defined  for  piirposes  of  compliance: 

(i)  Class  iT  Aoded  nutrients  in  fortified 
or  fabricated  foods;  and 

(ii)  Class  II.  Naturally  occurring 
(indigenous)  nutrients.  If  any  ingredient 
which  contains  a  naturally  occurring 
(indigenous)  nutrient  is  added  to  a  food, 
the  total  amount  of  such  nutrient  in  the 
final  food  product  is  subject  to  class  n 
requirements  unless  the  same  nutrient  is 
also  added. 

(4)  A  food  with  a  label  decdaration  of 
a  vitamin,  mineral,  protein,  total 
carbohydrate,  dietary  fiber,  other 
carbohydrate,  polyunsaturated  or 
monounsaturated  fat.  or  potassium  shall 
be  deemed  to  be  misbranded  under 
section  403(a)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)  unless  it 
meets  the  following  requirements: 

(i)  Class  I  vitamin,  mineral,  protein,  • 
dietary  fiber,  or  potassium.  Thie  nutrient 
content  of  the  composite  is  at  least  equal 
to  the  value  for  that  nutrient  dedared  on 
the  label 

(ii)  doss  II  vitamin,  mineral,  protein, 
total  anbohydrate.  dietary  fiber,  other 
catbohydrate,  polyunsaturated  or 


monounsaturated  fat,  or  potassium.  The 
nutrient  content  of  die  oooiposile  is  at 
least  equal  to  80  perosnt  of  the  vahie  far 
that  nutrient  declared  on  the  labeL 

Provided,  That  no  regulatory  actioii 
will  be  baaed  oo  a  determination  of  a 
nutrient  value  that  falls  below  this  level 
by  a  foctor  less  than  the  veriability 
generally  reoognizad  for  the  analytical 
method  used  in  that  food  at  the  level 
involved. 

(5)  A  food  with  a  label  defdaretioa  of 
calories,  sugars,  total  te.  saturated  fat, 
cholesterol,  or  sodium  shell  be  deemed 
to  be  misbranded  under  section  403(a) 
of  the  act  if  the  nutrient  content  of  the 
composite  is  greater  than  20  percent  in 
excess  of  the  vahie  fcH-  that  nutrient 
declared  on  the  label.  Provided.  That  no 
regulatory  action  will  be  based  on  a 
determination  of  a  nutrient  value  that 
falls  above  this  level  by  a  factor  less 
than  the  variability  generally  recopized 
for  the  analytical  method  used  in  uat 
food  at  the  level  involved. 

(6)  Reasonable  excesses  of  a  vitamin, 
mineral,  protein,  total  carbohydrate, 
dietary  fiber,  other  caibohydiate. 
polyimsaturated  or  monoimsativated 
rat.  or  potassium  over  labeled  amoimti 
are  acceptable  Mrithin  current  good 
manu&ctiirlng  practice.  Reasonable 
defidendes  of  calories,  sugan.  total  fat, 
saturated  fat.  cholesterol,  or  sodium  < 
imder  labeled  amounts  ara  acceptably 
within  current  good  manufacturing 
practice. 

(7)  Compliance  will  be  based  on  the 
metric  measure  spedfied  in  the  label 
statement  of  serving  size. 

(8)  Compliance  with  the  provisioiM 
set  forth  in  paragraphs  (gXl)  through 
(g)(6)  of  this  aectian  may  be  provided  by 
use  of  an  FDA  approved  data  base  that 
has  been  computed  following  FDA 
guideline  procedures  and  where  food 
samples  have  been  handled  in 
accordance  with  current  good 
manufacturing  prectioe  to  prevrat 
nutrition  loss.  FDA  approval  of  a  data 
base  shall  not  be  considered  paitfed 
until  the  Center  for  Food  Safety  and 
Applied  Nutrition  has  agreed  to  all 
aspects  of  the  data  base  in  writing.  The 
approval  will  be  granted  where  a  dear 
need  is  presented  (e.g..  raw  produce  and 
seafood)^  Approvals  will  be  in  effect  far 
a  limited  time,  e.g.,  10  years,  and  will 
be  eligible  for  renewal  in  the  absence  of 
significant  changes  in  agricultural  or 
industry  practices.  Approval  requests 
shall  be  submitted  in  aca>rdance  with 
the  provisions  of  §  10.30  of  this  chepler. 
Guidance  in  the  use  of  data  bases  may 
be  found  in  the  "FDA  Nutritioo 
Labeling  Manual — ^A  Guide  far 
Developing  and  Using  Data  Bases," 
available  from  the  Divisioa  of  Nutrition, 
Center  for  Food  Safety  and  Applied 
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Nutrition  {HFF-260).  Food  and  Drug 
Administration.  200  C  St.  SW., 
Washington.  DC  20204. 

(9)  When  it  is  not  technologically 
feasible,  or  some  other  circumstance 
makes  it  impracticable,  for  finns  to 
comply  with  the  requirements  of  this 
section  (e.g..  to  develop  adequate 
nutrient  profiles  to  comply  with  the 
requirements  of  paragraph  (c)  of  this 
section).  FDA  may  permit  alternative 
means  of  compliance  or  additional 
exemptions  to  deal  with  the  situation. 
Firms  in  need  of  such  special 
allowances  shall  make  their  request  in 
writing  to  the  Office  of  Nutrition  and 
Food  Sciences  {HFF-200).  Food  and 
Drug  Administration.  200  C  St.  SW.. 
Washington.  DC  20204. 

(h)  Products  with  separately  packaged 
ingredients  or  foods,  with  assortments 
of  food,  or  to  which  other  ingredients 
are  added  by  the  user  may  be  labeled  as 
follows: 

(1)  If  a  product  consists  of  two  or 
more  separately  packaged  ingredients 
enclosed  in  an  outer  container  or  of 
assortments  of  the  same  type  of  food 
(e.g..  assorted  nuts  or  candy  mixtures)  in 
the  same  retail  package,  nutrition 
labeling  shall  be  located  on  the  outer 
container  or  retail  package  (as  the  case 
may  be)  to  provide  information  for  the 
consumer  at  the  point  of  purchase. 
However,  when  two  or  more  food 
products  are  simply  combined  together 
in  such  a  manner  that  no  outer 
container  is  used,  or  no  outer  label  is 
available,  each  product  shall  have  its 
own  nutrition  information,  e.g..  two 
boxes  taped  together  or  two  cans 
combined  in  a  clear  plastic  overwrap. 
When  separately  packaged  ingredients 
or  assortments  of  the  same  type  of  food 
are  intended  to  be  eaten  at  the  same 
time,  the  nutrition  information  may  be 
specified  per  serving  for  each 
component  or  as  a  composite  value. 

(2)  If  a  product  consists  of  two  or 
more  separately  packaged  foods  that  are 
intended  to  be  eaten  individually  and 
that  are  enclosed  in  an  outer  container 
(e.g..  variety  packs  of  cereals  or  snack 
foods),  the  nutrition  information  shall 
be  specified  per  serving  for  each  food  in 
a  location  that  is  clearly  visible  to  the 
consumer  at  the  point  of  purchase. 

(3)  If  a  package  contains  a  variety  of 
foods,  at  an  assortment  of  foods,  and  is 
in  a  form  intended  to  be  used  as  a  gift, 
the  nutrition  labeling  shall  be  in  the 
form  required  by  paragraphs  (a)  through 
(0  of  this  section,  but  it  may  be 
modified  as  follows: 

(i)  Nutrition  information  may  be 
presented  on  the  label  of  the  outer 
package  or  in  labeling  within  or 
attached  to  the  outer  package. 


(ii)  In  the  absence  of  a  reference 
amount  customarily  consiuned  in 
§  101.12(b)  that  is  appropriate  for  the 
varietv  or  assortment  of  foods  in  a  gift 
package,  1  ounce  for  solid  foods.  2  fluid 
ounces  for  nonbeverage  liquids  (e.g., 
syrups),  and  8  fluid  ounces  for 
beverages  may  be  used  as  the  standard 
serving  size  for  purposes  of  nutrition 
labeling  of  foods  subject  to  this 
paragraph.  However,  the  reference 
amounts  customarily  consumed  in 
8 101.12(b)  shall  be  used  for  purposes  of 
evaluating  whether  individual  foods  in 
a  gift  package  quaUfy  for  nutrient 
content  claims  or  health  claims. 

(iii)  The  number  of  servings  per 
container  may  be  stated  as  "varied." 
(iv)  Nutrition  information  may  be 
provided  per  serving  for  individual 
foods  in  the  package,  or.  alternatively, 
as  a  composite  per  serving  for 
reasonable  categories  of  foods  in  the 
package  having  similar  dietary  uses  and 
similar  significant  nutritional 
characteristics.  Reasonable  categories  of 
foods  may  be  used  only  if  accepted  by 
FDA.  In  determining  whether  a 
proposed  category  is  reasonable,  FDA 
will  consider  whether  the  values  of  the 
characterizing  nutrients  in  the  foods 
proposed  to  ^  in  the  category  meet  the 
compliance  criteria  set  forth  in 
paragraphs  (g)(3)  through  (g)(6)  of  this 
section.  Proposals  for  such  categories 
may  be  submitted  in  writing  to  the 
Office  of  Nutrition  and  Food  Sciences 
(HFF-200).  Center  for  Food  Safety  and 
Applied  Nutrition,  Food  and  Drug 
Administration.  200  C  St.  SW., 
Washington.  DC  20204. 

(v)  If  a  food  subject  to  paragraph 
(j)(13)  of  this  section  because  of  its  small 
size  is  contained  in  a  gift  package,  the 
food  need  not  be  included  in  the 
determination  of  nutrition  information 
under  paragraph  (h)  of  this  section  if  it 
is  not  specifically  listed  in  a 
promotional  catalogue  as  being  present 
in  the  gift  package,  and: 

(A)  It  is  used  in  small  quantities 
primarily  to  enhance  the  appearance  of 
the  gift  package;  or 

(B)  It  is  included  in  the  gift  package 
as  a  free  ^ft  or  promotional  item. 

(4)  If  a  tood  is  commonly  combined 
with  other  ingredients  or  is  cooked  or 
otherwise  prepared  before  eating,  and 
directions  for  sudi  combination  or 
preparations  are  provided,  another 
column  of  figures  may  be  used  to 
declare  nutrition  information  on  the 
basis  of  the  food  as  consumed  in  the 
format  required  in  paragraph  (e)  of  this 
section  (e.g..  a  dry  ready-to-eat  cereal 
may  be  dmoibed  with  one  set  of 
Percent  Daily  Values  for  the  cereal  as 
sold  (e.g..  per  ounce),  and  another  set 
for  the  cereal  and  milk  as  suggested  in 


the  label  (e.g.,  per  ounce  of  cereal  and 
1/2  cup  of  vitamin  D  fortified  skim 
milk)-  and  a  cake  mix  may  be  labeled 
with  one  set  of  Percent  Daily  Values  for 
the  dry  mix  (per  serving)  and  another 
set  for  the  serving  of  the  final  cake  when 
prepared):  Provided.  That,  the  type  and 
quantity  of  the  other  ingredients  to  be 
added  to  the  product  bv  the  user  and  the 
specific  method  of  cooking  and  other 
preparation  shall  be  specified 
prominently  on  the  label.  j 

(i)  Except  as  provided  in  paragraph 
(j)(13)  of  this  section,  the  location  of 
nutrition  information  on  a  label  shall  be 
in  compliance  with  S  101.2. 

(j)  The  following  foods  are  exempt 
from  this  section  or  are  subject  to 
special  labeling  requirements: 

(l)(i)  Food  offered  for  sale  by  a 
manufactxuer,  packer,  or  distributor 
who  has  annu^  gross  sales  made  or 
business  done  in  sales  to  consumers  that 
is  not  more  than  $500,000  or  has  annual 
gross  sales  made  or  business  done  in 
sales  of  food  to  consumers  of  not  more 
than  $50,000.  Provided.  That  the  food 
bears  no  nutrition  claims  or  information 
on  a  label  or  labeling  or  in  advertising. 

(ii)  For  purposes  of  this  paragraph, 
calculation  of  the  amount  of  sales  shall 
be  based  on  the  most  recent  2-year 
average  of  business  activity.  Where 
firms  have  been  in  business  less  than  2 
years,  reasonable  estimates  must 
indicate  that  annual  sales  will  not 
exceed  the  amounts  specified.  Par 
foreign  firms  that  ship  foods  into  the 
United  States,  the  business  activities  to 
be  included  shall  be  the  total  amount  of 
-food  sales,  as  well  as  other  sales  to 
consumers,  by  the  firm  in  the  United 
States. 
(2)  Food  products  which  are: 
(i)  Served  in  restaurants; 
(ii)  Served  in  other  establishments  in 
which  food  is  served  for  immediate 
hiunan  consumption  (e.g.,  institutional 
food  service  establishments,  such  as 
schools,  hospitals,  and  cafeterias; 
transportation  carriers,  such  as  trains 
and  airplanes;  bakeries,  delicatessens, 
and  retail  confectionery  stores  where 
there  are  fedlities  for  immediate 
consumption  on  the  premises:  food 
service  vendors,  such  as  limch  wagons, 
ice  cream  shops,  mall  cookie  countns, 
vending  mad:dnes,  and  side-walk  carts 
where  foods  are  generally  consumed 
immediately  where  purdiased  m  while 
the  consumw  is  walking  away, 
including  similar  foods  sold  from 
convenience  stores;  and  food  delivery 
systems  or  establishments  where  ready- 
to-eat  foods  are  delivered  to  homes  or 
offices); 

(iii)  Sold  for  sale  or  use  only  in  sudi 
facilities:  or 
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(iv)  Sold  by  a  distributor  who 
principally  sells  food  to  such  facilities: 
Provided,  That: 

(A)  This  exemption  shall  not  be 
available  for  those  foods  that  are 
manufactured,  processed,  or  repackaged 
by  that  distributor  for  sale  to  any 
persons  other  than  restaurants  or  other 
establishments  that  serve  food  for 
immediate  human  consumption,  and 

(B)  The  manufacturer  of  such 
products  is  responsible  for  providing 
the  nutrition  information  on  the 
products  if  there  is  a  reasonable 
possibility  that  the  product  will  be 
purchased  directly  by  consumers. 

(3)  Food  products  that  are: 

(i)  Of  the  type  of  food  described  in 
paragraphs  ())(2)(i)  and  (j)(2)(ii)  of  this 
section, 

(ii)  Ready  for  human  consumption, 

(iii)  Offered  for  sale  to  consumers  but 
not  for  immediate  human  consumption, 

(iv)  Processed  and  prepared  primarily 
in  a  retail  establishment,  and 

(v)  Not  offered  for  sale  outside  of  that 
establishment  (e.g.,  ready-to-eat  foods 
that  are  portioned  and  packaged  on-site 
and  sold  by  independent  delicatessens, 
bakeries,  and  retail  confectionery  stores 
where  there  are  no  facilities  for 
immediate  human  consumption,  by  in- 
store  delicatessen,  bakery,  or  candy 
departments,  or  at  self-service  food  bars 
such  as  salad  bars). 

(4)  Foods  that  contain  insignificant 
amounts  of  all  of  the  nutrients  and  food 
components  required  to  be  included  in 
the  declaration  of  nutrition  information 
under  paragraph  (c)  of  this  section.  An 
insignificant  amount  of  a  nutrient  or 
food  component  shall  be  that  amount 
that  allows  a  declaration  of  zero  in 
nutrition  labeling,  except  that  for  total 
carbohydrate,  dietary  fiber,  and  protein, 
it  shall  be  an  amount  that  allows  a 
declaration  of  "less  than  1  gram."  Foods 
that  are  exempt  under  this  paragraph 
include  coffee  beans  (whole  or  ground), 
tea  leaves,  plain  unsweetened  instant 
coffee  and  tea.  condiment-type 
dehydrated  vegetables,  flavor  extracts, 
and  food  colors. 

(5)(i)  Foods,  other  than  infant 
formula,  represented  or  purported  to  be 
specifically  for  infants  and  children  less 
than  2  years  of  age  shall  bear  nutrition 
Ic^ling,  except  as  provided  in 

f)aragraph  (j)(5)(ii)  and  except  that  such 
abeling  shall  not  include  calories  from 
fat  (paragraph  (c)(l)(ii)  of  this  section), 
calories  from  saturated  fat  ((c)(l)(iii)). 
saturated  fat  ((c)(2)(i)),  polyunsaturated 
fat  ((c)(2)(ii)),  monounsaturated  fat 
((c)(2}(iii)),  and  cholesterol  ((c)(3)). 

(ii)  Foods,  other  than  infant  formula, 
represented  or  purported  to  be 
specifically  for  infants  and  children  less 
than  4  years  or  age  shall  bear  nutrition 


labeling,  except  &at  sucfa  labeling  shall 
not  include  listings  of  percent  of  Daily 
Value  and  the  footnote  required  in 
paragraphs  (d)(7),  (d)(9),  and  (d)(10)  of 
this  section.  Nutrient  names  and 
quantitative  amounts  by  weight  shall  be 
presented  in  two  separate  columns. 

(6)  Dietary  supplements  of  vitamins 
and  minerals  except  that  the  labeling  of 
a  dietary  supplement  of  vitamins  and 
minerals  in  conventional  food  form,  e.g., 
a  breakfast  cereal,  shall  conform  to  the 
labeling  established  in  this  section. 

(7)  Infant  formula  subject  to  section 
412  of  the  act.  as  amended,  except  that 
such  foods  shall  be  labeled  in 
compliance  with  part  107  of  this 
chapter. 

(8)  Medical  foods  as  defined  in 
section  S(b)  of  the  Orphan  Drug  Aet  (21 
U.S.C  360ee(b)(3)).  A  medical  food  is  a 
food  which  is  formulated  to  be 
consumed  or  administered  enterally 
under  the  supervision  of  a  physician 
and  which  is  intended  for  the  specific 
dietary  management  of  a  disease  or 
conditicm  for  which  distinctive 
nutritional  requirements,  based  on 
recognized  scientific  principles,  are 
established  by  medical  evaluation.  A 
food  is  subject  to  this  exemption  only  if: 

(i)  It  is  a  specially  formulated  and 
processed  product  (as  opposed  to  a 
naturally  occurring  foodstuff  used  in  its 
natural  state)  for  the  partial  or  exclusive 
feeding  of  a  patient  by  means  of  oral 
intake  or  enteral  feeding  by  tube; 

(ii)  It  is  intended  for  the  dietary 
management  of  a  patient  who,  because 
of  therapeutic  or  chronic  medical  needs, 
has  limited  or  impaired  capacity  to 
ingest,  digest,  absorb,  or  metabolize 
ordinary  foodstuffs  or  certain  nutrients, 
or  who  has  other  special  medically 
determined  nutrient  requirements,  the 
dietary  management  of  which  cannot  be 
achieved  by  the  modification  of  the 
normal  diet  alone; 

(iii)  It  provides  nutritional  support 
specifically  modified  for  the 
management  of  the  unique  nutrient 
needs  that  result  fi^m  the  specific 
disease  or  condition,  as  determined  by 
medical  evaluation; 

(iv)  It  is  intended  to  be  used  under 
medical  supervision;  and 

(v)  It  is  intended  only  for  a  patient 
receiving  active  and  ongoing  medical 
supervision  wherein  the  patient  requires 
medical  care  on  a  recurring  basis  for. 
among  other  things,  instructions  on  the 
use  of  the  medical  food. 

(9)  Food  products  shipped  in  bulk 
form  that  are  not  for  distribution  to 
consumers  in  such  form  and  that  are  for 
use  solely  in  the  manufacture  of  other 
foods  or  that  are  to  be  processed, 
labeled,  or  repacked  at  a  site  other  than 
where  originally  processed  or  packed. 


(10)  Raw  fruits,  vegetables,  and  fish 
subject  to  section  403(q)(4)  of  the  act. 
except  that  the  labeling  of  such  foods 
should  adhere  to  guidelines  in  §  101.45. 
The  term  "fish"  includes  freshwater  or 
marine  fin  fish,  crustaceans,  and 
mollusks.  including  shellfish, 
amphibians,  and  omer  forms  of  aquatic 
animal  life. 

(11)  Packaged  single-ingredient 
products  that  consist  of  fish  or  game 
meat  (i.e.,  animal  products  not  covered 
under  the  Federal  Meat  Inspection  Act 
or  the  Poultry  Products  Inspection  Act. 
such  as  flesh  products  from  deer,  bison, 
rabbit,  quail,  wild  turkey,  or  ostrich) 
subject  to  this  section  may  provide 
required  nutrition  information  for  a  3- 
ounce  cooked  edible  portion  (i.e..  on  an 
"as  prepared"  basis),  except  that: 

(i)  Such  products  that  make  claims 
that  are  based  on  values  as  packaged 
must  provide  nutrition  information  on 
an  as  packaged  basis,  and 

(ii)  Nutrition  information  is  not 
required  for  custom  processed  fish  or 
game  meats. 

(12)  Game  meats  (i.e.,  animal  products 
not  covered  under  the  Federal  Meat 
Inspection  Act  or  the  Poultry  Products 
Inspection  Act,  such  as  flesh  products 
from  deer,  bison,  rabbit,  quail,  wild 
tuikey.  or  ostrich)  may  provide  reqtiired 
nutrition  information  on  labeling  in 
accordance  with  the  provisions  of 
paragraph  (a)(2)  of  this  section. 

(13)(i)  Foods  in  small  packages  that 
have  a  total  surface  area  available  to 
bear  labeling  of  less  than  12  square 
Inches,  Provided.  That  the  labels  for 
these  foods  bear  no  nutrition  claims  or 
other  nutrition  information.  The 
manufacturer,  packer,  or  distributor 
shall  provide  on  the  label  of  packages 
that  qualify  for  and  use  this  exemption 
an  address  or  telephone  nimiber  that  a 
consiuner  can  use  to  obtain  the  required 
nutrition  information  (e.g..  "For 
nutrition  information,  call  1-800-123- 
4567"). 

(ii)  Foods  in  packages  that  have  a  total 
surface  area  available  to  bear  labeling  of 
40  or  less  square  inches  may  modify  the 
requirements  of  paragraphs  (c)  throi^ 
(f)  and  (i)  of  this  section  by  one  or  more 
of  the  following  means: 

(A)  Presenting  the  required  nutrition 
information  in  a  tabular  or.  as  provided 
below,  linear  (i.e.,  string)  fashion  rather 
than  in  vertical  columns  if  the  product 
has  a  total  surface  area  available  to  bear 
labeling  of  less  than  12  square  inches  or 
if  the  package  shape  or  size  cannot 
accommodate  a  column  display  on  any 
label  panel.  Nutrition  information  may 
be  given  in  a  linear  fashion,  only  if  the 
label  will  not  accommodate  a  tabular 
display,  and.  in  that  case,  any 
subcomponents  declared  shall  be  listed 
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parenthetically  after  principal 
components  (e.g.,  saturated  fat  shall  be 
declared  in  parentheses  after  total  fat). 


The  following  sample  label  illustrates  a 
tabular  display. 


■LUNa  COM  41M-ei-M 


I  ss 


BILUNG  C 


1993 


UMI 
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Nutrition 

Amount/serving        %DV* 

Amount/oorving 

%DV* 

Facts 

Total  Fat  1g         2% 

Total  Caiti.Og 

0% 

Serv.  Size  V3  cup  (56g) 

Sat-FatOg           0% 

FilDerOg 

0% 

Servings  about  3 
Calories  80 

Cholest.  10mg     3% 

Sugars  Og 

FatCal.10 

Sodi-jm  200mg    8% 

Protein  17g 

•Percent  Daily  Values  (DV)  are 
hased  on  a  2,000  calorie  diet. 

Vitamin  A  0%  •  Vitamin  C  0%  •  Calcium  0%  • 

Iron  6% 

JHLUNG  CODE  41M-01-C 


1993 
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(B)  Using  any  of  the  following 
abbreviations: 

Serving  size — Serv.  size 
Servings  per  container — Serving? 
Calories  from  fat— Fat  cal 
Saturated  fat— Sat  fat 
Cholesterol— Cholest 
Total  carbohydrate — Total  carb 
Dietary  fiber — Fiber 

(C)  Omitting  the  footnote  and  caloric 
conversion  information  required  in 
paragraphs  (d)(9)  and  (d)(10)  of  this 
section  and  placing  another  asterisk  at 
the  bottom  of  the  label  followed  by  the 
statement  "Percent  Daily  Values  are 
based  on  a  2,000  calorie  diet"  and.  if  the 
term  "Daily  Value"  is  not  spelled  out  in 
the  heading,  a  statement  that  "DV" 
represents  "Daily  Value." 

(D)  Presenting  the  required  nutrition 
information  on  any  label  panel. 

(14)  Shell  eggs  packaged  in  a  carton 
that  has  a  top  lid  designed  to  conform 
to  the  shape  of  the  eggs  are  exempt  from 
outer  carton  label  requirements  where 
the  required  nutrition  infonnation  is 
clearly  presented  in  no  less  than  1/16- 
inch  type  size  immediately  beneath  the 
carton  lid  or  in  an  insert  that  can  be 
clearly  seen  when  the  carton  is  opened. 

(15)  The  unit  containers  in  a 
multiunit  retail  food  package  where: 

(i)  The  multiunit  retail  food  package 
labeling  contains  all  nutrition 
information  in  accordance  with  the 
requirements  of  this  section; 

(ii)  The  unit  containers  are  securely 
enclosed  within  aod  not  intended  to  be 


separated  bom  the  retail  package  under 
conditinn*  of  retail  salv;  end 

(ni)  Eadt  «nit  cmttainar  is  kb*l«d 
with  the  itatament  "This  Unit  Not 
tabbed  For  Retail  Sale"  in  type  size  not 
less  than  1/16-inch  in  hei^t.  The  wof  d 
"individual"  may  be  used  in  lieu  of  or 
immediately  preceding  the  word 
"Retail"  in  the  statement. 

(16)  Food  products  sold  bom  bulk 
containers:  Provided,  That  nutrition 
infbrmatkm  required  by  this  section  be 
displayed  to  consumers  either  on  the 
labeling  of  the  bulk  container  plainly  in 
view  or  in  accordance  with  the 
provisions  of  paragraph  (a)(2)  of  this 
section. 

(k)  A  food  labeled  under  the 
provisions  of  this  section  shall  be 
deemed  to  be  misbranded  luder 
sections  201  (n)  and  403(a)  of  the  act  if 
its  label  or  labeling  represents,  suggests, 
or  implies: 

(1)  (Reserved) 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts 
of  nutrients. 

(3)  That  the  lack  of  optimum  nutritive 
quality  of  a  food,  by  reason  of  the  soil 
on  which  that  food  was  grown,  is  or 
may  be  responsible  for  an  inadequacy  or 
deficiency  in  the  quality  of  the  daily 
diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or 
may  be  responsible  for  an  inadequacy  or 
deficiency  in  the  quality  of  the  daily 
diet. 


(5)  That  the  food  has  dietary 
properties  whan  siu±  propartiea  ai»  of 
no  significant  value  or  need  in  human 
nutrition. 

(6)  That  a  aatural  vitamin  in  a  food  is 
superior  to  an  added  or  synthetic 
vitamin  or  to  differentiate  in  any  way 
between  vitamins  naturally  present  from 
those  added. 

5.  Section  101.100  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

f  101.100    Food;  exemptions  from  labeNng. 

•  •         •         •         • 

(d)  Except  as  provided  by  paragraphs 
(e)  and  (f)  of  this  section,  a  shipment  or 
other  delivery  of  a  food  which  is,  in 
accordance  with  the  practice  of  the 
trade,  to  be  processed,  labeled,  or 
repacked  in  substantial  quantity  at  an 
establishment  other  than  that  where 
originally  processed  or  packed,  shall  be 
exempt,  during  the  time  of  introduction 
into  and  movement  in  interstate 
commerce  and  the  time  of  holding  in 
such  establishment,  bom  compliance 
with  the  labeling  reqmrements  of 
section  403  (c).  (e).  (g).  (h),  (i).  (k).  and 
(q)  of  the  act  if: 

•  •        •        •        • 

6.  Appendix  B  to  Part  101  is  added  to 
read  as  follows: 

■aUNO  CODE  4iw>-ei-M 
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Appendix  B  to  Part  101 


Graphic  Enhancements  used  by  the  FDA 


A.Overall 

1 .  Nutrition  Facts  Label  is  boxed  with  all  black  or  one  color  type  printed  on  a  white 

or  neutral  ground. 

B.  Typeface  and  size 

1 .  The  "Nutrition  Facts "  label  uses  6  point  or  larger  Helvetica  Black  and/or 
Helvetica  Regular  type.  In  order  to  fit  some  formats  the  typography  may  be 

I  kerned  as  much  as  -4,  (tighter  kerning  reduces  legibility). 

2.  Key  nutrients  &  their  7o  Daily  Value  are  set  in  8  point  Helvetica  Black  (but "%" 
should  be  set  in  Helvetica  Regular). 

3.  "Nutrition  Facts"*  is  set  in  either  Franklin  Gothic  Heavy  or  Helvetica  Black  to  fit 
the  width  of  the  label  flush  left  and  flush  right. 

4J  "Serving  Size"  and  "Servings  per  container"  are  set  in  8  point  Helvetica  Regular  with 
1  point  of  leading. 

5j  The  table  labels  ( for  example;  "Amount  per  Serving")  are  set  6  point 
Helvetica  Black. 

6  Absolute  measures  of  nutrient  content  ( for  example;  "1g")  and  nutrient 
subgroups  are  set  in  8  point  Helvetica  Regular  with  4  points  of  leading. 

7  Vitamins  and  minerals  are  set  in  8  point  Helvetica  Regular,  with  4  points  of 
leading,  separated  by  10  point  bullets. 

8.  All  type  that  appears  under  vitamins  and  minerals  is  set  in  6  point  Helvetica 
I  regular  with  1  point  of  leading. 

C.  Rules 

1.  A  7  point  rule  separates  large  groupings  as  shown  in  example.  A  3  point  rule 
separates  calorie  information  from  the  nutrient  information. 

2,  A  hairline  rule  or  1/4  point  rule  separates  individual  nutrients,  as  shown  in  the 
example.  Descenders  should  not  touch  rule.  The  top  half  of  the  label  (nutrient 
information)  has  2  points  of  leading  between  the  type  and  the  rules,  the  bottom 
half  of  the  label  (footnotes)  has  1  point  of  leading  between  the  type  and  the  rules. 

D.  Box 

1.  All  labels  are  enclosed  by  1/2  point  box  rule  within  3  points  of  text  measure. 
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Appendix  B  to  Part  1 01 


Helvetica  Regular  8 
point  with  1  point  of 
leading 

3  point  rule- 

8  point  Helvetica  Black 
with  4  point  of  leading 

1/4  point  rule  centered 
between  nutrients 
( 2  points  leading  above 
and  2  points  below) 

8  point  Helvetica 
Regular  with  4  points 
of  leading 

8  point  Helvetica 
Regular.  4  points  of 
leading  with  10  point 
bullets 

tlLUtta  COM  41M-01-C 


Nutrition  Facts 

ServHig  Si2e"jcup  (lUg) 
Servings  Per  Contaner  4 


CMlori«i  260  CakKies  trom  Fat  1 20 


%aia»wiu»' 


lMalFati3g 


20<Vo 


Saturated  Fat  5g 


30fng 


10^0 


660n-ig 


28°'c 


Itotal  CaHMhydrato  3ig 


11° 


.Dietary  Fiber  Og 


0^'c 


Iron  4% 


PefOK^  Da-'y  VWues  are  ftasefl  on  a  2  000 
caKyw  diet  Voj'  daily  values  may  Oe  htgnc . 
or  lo**'  deoendtfig  o"  yOu»  cawe  needs 

Caiones      20O0         gSX 

Total  Fal        Lesslhan    65g  80q 

Sat  Fa!       Lessfian    20g  25q 

Ooiesife'Ch    Lessinan    300nig       SOOr'g 
So(»u^         LessiraP    2400mg    2400"ig 
T«ai  CaiTwiydiae  300g         3r5g 

Oetary  Foe*  25g  3Cg 


Caiofies  pef  yam 

Fa'  9  •  CvDO^^Oa'p  4 


P'Oie*^  4 


•Franklin  Gothic  Heavy  or 
Helvetica  Black,  flush  left 

6  flush  right,  no  smaller 
than  1 3  point 

7  point  rule 

'  6  point  Helvetica  Black 

.  All  \abe\s  are  enclosed  by 
1/2  point  box  rule  within  3 
points  of  text  measure 

-1  /4  point  rule 

-Type  below  vitamins  and 
minerals  (footnotes),  is  6 
point  with  1  point  of  leading 
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Dated:  December  17, 1992. 
David  A.  Kewler, 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan, 
Secretary  of  Health  and  Human  Services. 

Editorial  Note:  The  following  appendixes 
will  not  appear  in  the  annual  Code  of  Federal 
Regulations. 

BILLMO  CODE  41«M»-M 
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Appendix  A: 

Shortened  Format  (See  comment  8) — Vegetable  Soup 


C«reals  ano 


BtUMO  COOK  IW  01-C 


Nutrition  Facts 

Serving  Size  1  cup  (245g) 
Servings  Per  Container  2 


55      Calories  from  Fat  20 


% 


Total  Fat  1g 


2% 


800mg 


33% 


TDtai  CaitMhydrate  31g 


11% 


Dietary  Fiber  4g 


16% 


Sugars  Og 


Protein  2g 


Vitamin  A  20%  •  Vitamin  C  4%  •  Iron  2% 


Not  a  significant  source  of  saturated  fat. 

cholesterol,  and  calcium. 

•  Percent  Daily  Values  are  based  on  a  2.000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 

Calories:     2.000         2.500 


Total  Fat 
Sat  Fat 
Cholesterol 
Sodium 


Less  than 
Less  than 
Less  than 
Less  than 


Total  Cartx)hydrate 
Dietary  FitDCf 


65g  80g 

20g  25g 

300mg  300mg 

2.400mg  2.400mg 

300g  375g 

25g  30g 


Calories  per  gram: 

Fat  9  •  Cartx>hydrate  4  •  Protein  4 


UMI 
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Appendix  B.— True  Protein  Dk3es71biuty  Value  of  Coumon  Foods 


Maior  product  group 


Subgroup 


Product 


TnwdlBMl- 
MMy 

Ralsranoes 

90 

1 

62 

2 

70 

2 

94 

2 

76 

2 

69 

2 

98 

2 

M 

2 

79 

2 

67 

2 

70 

2 

76 

2 

89 

2 

82 

2 

90 

3 

91 

2 

87 

4 

72 

5 

85 

2 

86 

6 

87 

2.5 

77 

2 

63 

2 

73 

6 

90 

2 

96 

2 

di 

2 

.9 

2 

92 

2 

/5 

15 

93 

6 

98 

2 

88 

2 

92 

2 

81 

2 

98 

i 

86 

2 

95 

2 

84 

2 

73 

2 

80 

2 

97 

2 

87 

2 

85 

2 

68 

2 

95 

7 

96 

8,4 

95 

7 

94 

7 

99 

4 

99 

2 

94 

2 

97 

7 

94 

8 

•4 

2 

96 

2 

95 

4 

97 

2 

82 

2 

83 

4 

96 

2 

100 

2 

96 

2 

92 

2 

97 

2.9 

68 

4 

57 

4 

78 

4 

89 

«.  10 

79 

11 

82 

4 

71 

4 

81 

8 

80 

4 

73 

8 

78 

4 

84 

4 

82 

11 

81 

4 

Ctreals  and  grains . 


Bailey _ 

Com  and  Com  Products 


Oats  and  Osl  products 


Rics  and  Rics  Products . 


Sofghum 

TrtHcale  ._».....«_..__„...__. 
Wheat  and  Wtieat  Products 


wnsat  and  Wheat  Products 


Oaky  Products ._ 


Cassin 


Cheese 


Egg  ano  Egg  Products  . 


t-sctatbumln 


Whey. 


Legumes  and  Otiseed  Products  . 


Beans  (Mucunoa  Spp.) 

Beans  (Phaseolus  kinatus)  . 

Beans  (Phaseolus  vulgatis) . 


Barley 

Com,  Extiuded  Cereal 

Com.  Com  Flake 

Com,  Degani*ialad  Opaque  2 

Com,  Putted  Cereal „ 

Com.  Whole. 


Com,  Whole  Opaque  2 
Com  meal 


0M.Sugai«>l 

Oat  FWms  _. 

Oat.  Exuvded  Oat^Wheal 

Cereal - _ 

Oat.  Quk*  Oatmeal 

Oat,  Oatnteal 

Oats.  Rolad. 

Rice  

Rice,  Qervvi 


Rice,  Mgh  Protein  „ „.. 

Rice.  MWed,  Cooked  

Rfce,  Polished „ 

Rk:e.  Crtsped  Rtoe  Cereal . 

Rice,  Flakes  ._ ~ 

Sorghum,  Cooked 

Trlttaale 

Bread 

Bread.  Coaisa.  Brown 
Bread.  White. 


Bread,  Whole  Wheat 

Wheat,  Bran 

Wheat,  Brown,  Cooked  

Wheat  Endospenn  (Farina)  ... 
Wheat  FkMK,  90%  extracted . 
WNte.  FkMiT.  80%  ( 
Wheat  Germ  „. 
Wheat  Ghiten ... 


Wheat  Hard  Sprtng  ..„.. 
Wheat  Meat  Anatogue . 
Wheat  Putted  Wheat  •■ 

Wheat  Shredded 

Wheat  Wheaties 

Wheat  White  Ftour 

Wheat  Whole 


Wheat  Whole,  Hot  Cereal 
Wheat  40%  Bran  Flakes  .. 

Ackl-Casein _ 

Casein 

Caselnale ... 

Rennet-Casein  .„.. 
Cheese,  Cheddar 
Cottage.  Cheese - 

lActaltMimln  

Mi«(  Retemate 

Milk.  SWm  

Milk.  Whole 

Milk.  Whole,  Po«wdered . 

Whey  Protein 

Egg  albumen 

Egg,  Flakes . 

Egg.  PoiMdered,  Dried 

Egg.  Dried 

Egg.  Powdered  Detaned  ... 

Egg.  Scrambled 

Egg,  Spray  Dried 

Egg.  Whole.  Unprocesaed . 

Beans.  Velvet  „. 

Beans,  Butter 

Beans,  Lin«8 

Beans.  Black. 


Beans.  Brown,  Cooked 

Beans,  Common 

Beans.  Hartool 

Beans.  Kklney 

Beans.  Natal  round  VeUow 

Beans.  Ptnto.  Canned 

Red 


Beans.  Snap.  Frozen .. 
Beans,  Spotted  Sugar 
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Malof  product  group 


Subgroup 


Beans  (Vida  Faba) 

Conons«ed  

UnM(l^ailiniii«a)  . 
Lupina  (Uipinue  alMM) 
Paanut  Products 

Peas  (Cajanus  catan)  . 

Paas  (Clear  ArtaOnum) 
Paas  (Pisum  sativum) 


Paas  (Vlgna  unguicuMa) 

Sasama 

Soy  Products 


Maets  and  Maat  Products  . 


M«c6«an«ous  Foods  . 
Nuts  and  Nut  Products 

Starchy  Roots.  Tubaa 
Vegaiabias  


Sunnovnar . 
Baet 


Product 


Baans,  Sugar 

Baans.  Sugar,  Spacklad 

Baans.  Whlla  Kldnay 

Baana.  Broad 

Baana.  Faba 

Cononsaad  

Cotlonaawl  Maal  

CoQonaaad.  Glandlaaa  flour 


Lupina 

Paanut  Butlar 

Paanut  Flour 

Paanuts  

PaanU  Maai  

Pigaon  Paas 

Pigaon  Paas.  Raw  ... 
CNcfcpaas,  Cannad 
Paa  Concantrata 


Truedlgasl- 
IbWty 


F«h  and  Saalood 

Luncheon  Meats  . 

Poik  

Poultry  


Paas.  Century.  Autodavad 

Peas.  Green.  Frozen 

Peas.  Trapper,  Autodavad 

Peas.  Yellow.  Cooked  

Pea  Flour 

Peas.  Alaskan  Ftak) 

Cowpeas  

Sesame  Seed.  DetHiliad 

Soybean  

Soy  Concantrata 

Soy  Ftour 

Soy  Flour,  Oatatiad 

Soy  Isolate 

Soy  protein,  spun  

Surtflower  Seed 

Sunflower  Seed-Flour 

D^WI     . • 

Bael.  Low  Fat  Ground .>^.. 

Baal.  Powdered,  Oatatiad 

Beet.  Salami «... < 

Beet,  Stew 

Beefsteak 

Baal  Tandarloin.  RoasM 

Haddock  — 

Sardine  

Stwik  

Tuna,  Canned 

Canned  Frankturters 

Chicken.  Frankfurters  

Sausage  

Pork  Lom  and  Tendertoln 

ChKken 

Chicken,  Dark  ktaat 

Chteken.  Light  Meat 

Turkey  Breast.  Roasted 

Macaront/Chaasa,  Cannad 

Cashew  

Coconut,  meal  (defatted) 

Pecan  

Potato  

Cat)bage 

Kale  

Rape 

Mustard 

Turnip  Leaves 

»«ushroort» 


Ralarancas 


68 
78 
78 
87 
88 
78 
80 
88 
8S 
85 
76 
95 
93 
87 
91 
78 
41 
88 
94 
88 
83 
94 
84 
86 
88 
88 
79 
82 
91 
95 
84 
87 
96 
100 
82 
90 
95 
91 
97 
98 
88 
97 
91 
100 
95 
72 
90 
97 
97 
94 
96 
100 
82 
93 
91 
94 
85 
80 
71 
89 
88 
85 
85 
82 
86 
90 


4. 
4 
4 
4 

10 
2 
4 
2 
4 
4.8 
4 
2 
2 
4 

12 

13 

13 
8 
3 

14 

10 

11 

10 

11 

10 
2 
4 
4' 
4 
4 
2 
2 
2 
2 
2 
2 
2 
2 
2 


Notes 

True  digestibility  values  obtained  using 
adult  subjects  were  considered  first  fbllowed 
by  data  using  the  rat  as  the  animal  model. 
When  more  than  one  value  was  considered 
the  values  were  averaged.  Data  sources: 

1.  Eggum.  B.  O..  B.  Pederson.  and  I. 
Jacobsoo.  "The  Influence  of  Dietary  Tea. 
CofCse  and  Cocoa  on  Protein  and  Energy 


Utilization  of  Soybean  Meal  and  Barley  in 
Rats,"  British  Journal  of  Nutrition,  50:197- 
205. 1983. 

2.  Hopkins.  Daniel  T..  "Effects  of  Variation 
in  Protein  Digestibility."  in  Protein  Quality 
in  Humans:  Assessment  and  In  Vitro 
Estimation.  C.  E.  Bodwell. ).  S.  Adkins.  and 
D.  T.  Hopkins  (eds.).  AVI  Publishing 
Company  INC.  Westport,  CN.  pp.  169-193. 
1981. 


3.  McDonough,  F.  E.,  F.  H.  Steinke.  G. 
Sarwar..  B.  O.  Eggum.  R.  Bressanl.  P. ).  Huth. 
W.  E.  Barbeau.  G.  V.  Mitchell,  and ).  G. 
Phillips,  "In  Vitro  Rat  Assay  for  True  Protein 
Digestibility:  Collaborative  Study."  Journal  of 
the  Association  of  Official  Analytical 
Chemist.  73(5):801-«)5. 1990. 

4.  FAO.  "Amino  Acid  Content  of  Foods 
and  Biological  Data  on  Proteins"  Food  Policy 
and  Food  Science  Service,  Nutrition 
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Division,  FAO  of  the  United  Nations,  Rome, 
J970. 

I   5.  Miyoshi,  H.,  TfOkuda,  K.  Okuda,  and 
H.  Koishi,  "Effects  of  Brown  Rice  on 
Apparent  Digestibility  and  Balance  of 
Nutrients  in  Young  Men  on  Low  Protein 
Diets,"  Journal  of  Nutritional  Science  and 
Vitaminology,  33:207-218, 1987. 

6.  Eggum,  B.  O.,  B.  O.  Juliano,  M.  G.  B. 
tbabaO,  C.  M.  Perez,  and  V.  R.  Carangal, 
"Protein  and  Energy  Utilization  of  Boiled 
Rice-Legume  Diets  and  Boiled  Cereals  in 
Growing  Rats,"  Plant  Foods  far  Human 
NutriUon.  37:237-245, 1987. 
I  7.  Frangne,  R.  and  J.  Adrian,  "Protein 
value  of  Some  Industrial  Dairy  Products," 
International  Journal  of  Vitamins  and 
Nutrition  Research,  56:391-393, 1936. 

8.  Sarwar,  G.,  "Digestibility  of  Protein  and 
Bioavailability  of  Amino  Acids  in  Foods. 
Effects  on  Protein  Quality  Assessment," 


World  Review  of  Nutrition  and  Dietetics. 
34:26-70,  Karger.  Basel,  1987. 

9.  Kaneko  K.  and  G.  Koike,  "Utilization 
and  Requirement  of  Egg  Protein  in  Japanese 
Women,"  Journal  of  Nutritional  Sciences  and 
Vitaminology.  31:43-52, 1985. 

10.  Sarwar,  G.  and  F.  E.  McDonough, 
"Evaluation  of  Protein  Digestibility-Corrected 
Amino  Acid  Score  Method  for  Assessing 
•Protein  Quality  of  Foods,"  Journal  of  the 
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Appendix  C: 

Sweet  ootatoes.  Canned 


Nutrition  Facts 

Serving  Size  V2cup  (95g) 
Servings  Per  Container  4 


Amount  Per  Serving 


90 


Calories  from  Fat  0 


%  Pally  Value* 


Total  Fat  Og 


0% 


Saturated  Fat  Og 


5% 


Cholesterol  Omg 


0% 


55mg 


2% 


Total  Catbohydrate  21g 

7% 

Dietary  Fiber  2g 

8% 

Sugars  5g 

Protein  2g 

Hi^^^^HH^HIHiH^HH 

Vitamin  A  1 60%    ( 1 00%  as  Beta  Carotene) 

Vitamin  C  40%  •  Calcium  2%  •  Iron  4% 


Percent  Daily  Values  are  based  on  a  2.000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 

Calories:  2.000  2.500 

Total  Fat        Less  than  65g  80g 

Sat  Fat       Less  than  20g  25g 

Cholesterol    Less  than  300mg  300mg 

Sodium         Less  than  2.400mg  2.400mg 

Total  Cartwhydrate  300g  375g 

Dietary  Fiber  25g  30g 


Calories  per  gram: 

Fat  9  •  Carbohydrate  4 


Protein  4 


UMI 
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Aooendix  D 


r 


Nutrition  Facts 

Serving  Size  V2  cup  (114g) 
Servings  Per  Container  4 

Amount  Per  Serving 

Calories  260  Calories  from  Fat  1 20 

%  Daily  Value* 

20% 


Total  Fat  13g 

Saturated  Fat  5g 


% 


Cholesterol  3Qmg 
Sodium  660mg 


10% 


28% 


Total  Catt)ohydrate  31  g         11  % 

Dietary  Fiber  Og 

Sugars  5g  


0% 


Protein  5g 

Vitamin  A  4% 
Calcium  1 5% 


Vitamin  C  2% 


Iron  4% 


'  Percent  Daily  Values  are  based  on  a  2,000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 

Calories      2.000         2.500 

Total  Fat        Less  than    65g 

Sat  Fat       Less  than    20g 
Cholesterol    Less  than    300mg 
Sodium         Less  than    2.400mg 
Total  Cartx)hydrate  300g 

Dietary  Fiber  25g 


80g 

25g 

300mg 

2,400mg. 

375g 

30g 


Calories  per  gram: 

Fat  9  •  Carbohydrate  4 


Protein  4 
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Appendix  D: 

Footnote  to  side 


1993 


Nutrition  Facts 

Serving  Size  V2  cup  (114g) 
Sennngs  Per  Container  4 

Amount  Per  Serving 

•  Percent  Daily  Values  are  based  on  a  2,000 
calorie  diet.  Your  daily  values  may  be  higher, 
or  lower  depending  on  your  calorie  needs: 

Calories:    2.000        2,500 

Total  Fat        Less  than    65g           80g 
SatFat       lessthan    2O9           25g 
Chotestefol    Lessthan    SOOnrig       300mg 
Sodium         Lessthan    2.400mg     2,400mg 
Total  Carbohydrate          300g          375g 
Dietary  Fiber                259           30g 

Calories  per  gram; 

Fat  9  •  Carbohydrate  4  •  Protein  4 

Calories  260  Calories  from  Fat  120 

%DalyVWue* 

Total  Fat  13g                         20% 

Saturated  Fat  5g                     25% 

Cholesterol  30mg                   10% 

Sodium  660mg                       287o 

Total  CariK>liyclrate  31  g         11% 

Dietary  Fiber  Og                        0% 

Sugars  5g 

Protein  5g 

Vitamin  A  4%        •       Vitamin  C  2% 

Calcium  15%         •        Iron  4% 

UMI 
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Appendix  E: 

Samnle  labels  with  dual  declaration 


Nutrition  Facts 

Serving  Size  ^  /i  2  cup  (45g) 
Servings  Per  Container  12 

^^^^^MM^^^HIHHI^H^I 

Amount  Per  Serving 

Mix 

Baked 

Calories 

190 

280 

Calories  from  Fat 

45 

135 

%Dsyiy  Value** 

Total  Fat  5g' 

13% 

36% 

Saturated  Fat  2g 

10% 

13% 

Cholesterol  Omg 

0% 

23% 

Sodium  300mg 

8% 

9% 

Total 
Cai1x>liycirate34g 

9% 

9% 

Dietary  Fiber  Og 

0% 

0% 

Sugars  18g 

Protein  2g 

^^^^^^^^MH^HHIH^^I^I 

Vitamin  A 

0% 

0% 

Vitamin  C 

0% 

0% 

Calcium 

6% 

8% 

Iron 

2% 

4% 

*  Amount  in  Mix 

•  Percent  Daily  Values  are  based  on  a  2.000 
calorie  diet.  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calorie  needs: 

Calories:     2,000         2.500 


Total  Fat 
Sat  Fat 
Cholesterol 
Sodium 


Less  than 
Less  than 
Less  than 
Less  than 


Total  Cartx)hydrate 
Dietary  Fiber 


65g 

20g 

300mg 

2,400mg 

300g 

25a 


80g 

25g 

300mg 

a400mg 

375g 

30g 


Calories  per  gram: 

Fat  9  •  Carbohydrate  4  •  Protein  4 
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Appendix  E: 

Dual  declaration  with  footnote  of  nutrients  added  by 
combination  of  foods 


UMI 


Nutrition  Facts 

Serving  Size  1  cup  (35g) 
Servings  Per  Container  1 0 


Amount 

r9T  Soimnd 

1/2  cup 
CM«al   SkimMiai 

Calories 

130       170 

Calories  from  Fat 

0           0 

%Daay  Value** 

Total  Fat  Og' 

0%      0% 

Saturated  Fat  Og 

O'/o       0% 

Cholesterol  Omg 

0%       0% 

Sodium  200mg 

8%       11% 

Total 
CartMhydrateaOg 

10%     12% 

Dietary  Fiber  4g 

16%    16% 

Sugars  18g 


Protein  3g 


Vitamin  A 


25%     25% 


Vitarnin  C 


25%     25% 


Calcium 


0% 


15% 


Iron 


10%     10% 


'Amount  in  Cereal  One  half  cup  skim  milk 
contributes  an  ackjitional  40  calories,  65  mg 
sodium,  6g  total  cartwhydrate  (6  g  sugars), 
and  4g  protem. 

•  Percent  Daily  Values  are  t)ased  on  a  2.000 
calorie  diet  Your  daily  values  may  be  higher 
or  lower  depending  on  your  calone  needs: 

Calories      2.000         2.500 


Total  Fat 
Sat  Fat 
Chotestefol 
Sodium 


Less  than 
Less  than 
Less  than 
Lessttian 


Total  Carbohydrate 
Dietary  Fiber 


65g  80g 

20g  25g 

SOOmg  SOOn^g 

2,400mg  2.400mg 

SOOg  375g 

25g  30g 


Calones  per  gram: 

Fat  9  •  Carbohydrate  4  .  Protein  4 
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Appendix  F: 

Simplified  format  (Vegetable  oil) 


Nutrition  Facts 

Serving  Size1  Tbsp  (14g) 
Servings  Per  Container  64 


Amount  Per  Serving 


Calories  130  Calories  from  Fat  130 


%  Daily  Value* 


Total  Fat  14g 


22% 


Saturated  Fat  2g 


10% 


Polyunsaturated  Fat  4g 


Monounsaturated  Fat  8g 
Sodium  Omg 


0% 


Total  Cafbohydrate  Og 


0% 


Protein  Og 


Not  a  significant  source  of  dxrfesterol,  dietary  fiber, 
sugars,  vitamin  A,  vitamin  C,  cataum,  and  iron. 

*  Percent  Daily  Values  are  based  on  a  2,000 
calorie  diet. 
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Appendix  F: 

Simplified  format  (Soft  Drink) 


1993 


Nutrition  Facts 

Serving  Size  1  can  (240  ml) 


Amount  Per  Serving 

Calories  145 

%  Daily  Vakie' 


Total  Fat  Og 


0% 


Sodium  20mg 


1% 


Total  Carbohydrate  36g         1 2% 


Sugars  36  g 


Protein  Og 


07o 


*  Percent  Daily  Values  are  based  on  a  2,000 
calorie  diet. 


UMI 
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Appendix  G:  ^    ^         „    ,,  . 

Format  for  same  food  represented  to  be  specifically  for 
hildren  less  than  2  years  of  age  (Fruit  Dessert) 


Nutrition  Facts 

Serving  Size  1  jar(140g) 
Servings  Per  Container  1 

Amount  Per  Serving 

Calories  110 

Total  Fat 

Og 

Sodium 

lOmg 

Total  CaitMhydrate 

27g 

Dietary  Fiber 
Sugars 

4g 
18g 

Protein 

Vitamin  A  6% 

Og 

Vitamin  C  45% 

Calcium  2% 

Iron  2% 
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Appendix  G: 

Format  for  foods  for  children  (ess  than  4  years  of  age 
(Fruit  Dessert) 


1993 


Nutrition  Facts 

Serving  Size  1  jar  ( 1 40g) 

Servings  Per  Container  1                   ' 

Amount  Per  Serving 

i 

Calories  1 1 0     Calories  from  Fat  0  ^ 

Total  Fat 

Og 

Saturated  Fat 

og 

Cholostoiol 

Omg' 

Socfium 

lOmg 

Total  Carfoohydrale 

27g 

Dietary  FitDer 

4fl 

Sugars 

teg 

Protein 

Og 

Vitamin  A  6%        •       Vitamin  C  45% 

Calcium  2%          •       Iron  2% 

UMI 
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Appendix  H: 

Tabu'ar  Display 


Nutrition 


Amount^serving        %DV*        AmouwWserving         *^Py* 

Total  Fat  1g         2P/o      Total  CaitKOg       0% 


0% 


Fiber  Og 


Sen/.  Size  V3  cup  (56g)      Sat.FatOg 

Servings  about  3  fHw»L 

Caiorio"!*  80  *^'^'** 

Fat  Cal.  1 0  Sodium  200mg    8%      Protein  1 7g 


0% 


:.  10mg      3% 


Sugars  Og 


''^^2"^:^'^    Vtemin A 0% •  Vitamin C 0% •  Calcium 0% •  Iron 6% 


IFR  Doc.  92-31501  Filed  12-28-92;  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  101  and  104 
(DoclMt  No.  90M-01341 
RiN09OS-AO0e 

Food  Labeling;  Reference  Daily  Intakes 
and  Daily  Reference  Values 

AGENCY:  Food  and  Drug  Administratioo, 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  its 
regulations  to  establish  two  sets  of  label 
reference  values.  Reference  Daily 
Intakes  (RDI's)  and  Daily  Reference 
Values  (DRV's).  for  use  in  declaring  the 
nutrient  content  of  a  food  on  its  label  or 
labeling.  FDA  intends  te  use  these  two 
sets  of  values  as  a  single  set  of  lab«f 
reference  valnes  known  as  the  Daily 
Value,  which  will  assist  consumers  in 
understanding  the  relative  significance 
of  the  information  about  the  amount  of 
certain  nutrients  in  a  food  in  the  context 
of  a  total  daily  diet.  It  will  also  assist 
consumers  in  cohiparing  the  nutritional 
values  of  food  products. 
EFFECTIVE  DATE:  May  8, 1994. 
FOR  FURTHER  INFORMATION  CONTACT: 
Christine  Lewis,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-165).  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington,  DC  20204,  202-20S-55«a. 
SUPPt^MENTARY  INFORMATION: 

I.  Bacltground 

In  the  Federal  Register  of  July  19, 
1990  {55  FR  29476),  FDA  published  a 
proposed  rule  entitled  "Food  Labeling: 
Referenc:e  Daily  Intakes  and  Daily 
Referent*  Values"  (the  July  1990 
proposal)  to  amend  its  food  labeling 
regulations  by  revising  and  expanding 
label  referenf:e  values  for  nutrients  in 
foods.  In  the  Federal  Register  of 
November  27,  1991  (56  FR  60366,  and 
corre«.-ted  at  57  FR  8178.  March  6,  1992), 
FDA  issued  a  document  entitled:  "Food 
Labeling;  Reference  Etaily  Intakes  and 
Daily  Reference  Values:  Mandatory 
Status  of  Nutrition  Labeling  and 
Nutrient  Content  Revision"  (hereiii«fter 
referred  to  as  the  "supplement.iry 
proposal")  to  supplement  and  to 
republish,  in  modified  form,  the  July 
1990  proposal.  The  agency  pmpo.sed  to: 
(1)  Replace  the  current  label  referents 
values  known  as  "\J.S.  Recommended 
Daily  Allowances  '  (U.S.  RDA's)  with 
RDI's;  (2)  provide  RDI's  for  five  groups- 
adults  and  children  4  or  more  years  of 
age,  children  less  than  4  years  ol  age, 


infants,  pregnant  women,  and  lactating 
women;  (3)  establish  RDI's  for  protein 
and  26  vitamins  and  minerals  for  all  five 
groups:  and  (4)  establish  DRV's  for 
•dults  and  children  4  or  more  years  of 
age  for  eight  nutrients  and  food 
components  considered  important  to  the 
maintenance  of  good  health.  FDA 
requested  comments  on  the  proposed 
regulation.  Interested  persons  were 
given  until  February  25, 1992,  to 
comment. 

FDA  received  approximately  800 
responses  to  the  July  1990  proposal  and 
approximately  700  responses  to  the 
supplementary  proposal,  each  of  which 
contained  one  or  more  comments,  from 
trade  and  retail  associations, 
government  organizations,  retailers, 
consumer  groups.  State  groups,  private 
organizations,  professional  societies, 
and  universities.  Many  comments 
suggested  modification  and  revision  of 
various  provisions  of  the  proposal.  A 
summary  of  the  suggested  changes  and 
the  agency's  responses  follows. 

On  October  6. 1992,  Congress  passed 
the  Dietary  Supplement  Act  of  t992 
(hereinafter  referred  to  as  the  "DS  Act" 
that,  in  section  203,  instructed  FDA  to 
not  promulgate  roguJations  that  require 
the  use  of.  or  are  based  upon, 
recommended  daily  allowances  of 
vitamins  or  minerals  before  November 
8, 1993,  (other  than  regulations 
establishing  the  United  States 
recommended  daily  allowances 
specified  in  21  CFR  101.9(c)(7)(iv)  as  in 
effect  on  October  6, 1992). 

U.  Authority  for  New  Label  Reference 
Values 

A.  RDI's:  Revision  of  U.S.  RDA  's 

1.  Several  comments  suggested  that 
the  change  from  the  current  label 
reference  values,  the  U.S.  RDA's,  to  the 
proposed  new  label  reference  values, 
the  RDI's.  was  not  mandated  by  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (Pub.  L.  101-535)  (the  1990 
amendments),  and  that  retaining  the 
U.S.  RDA's  is  not  inconsistent  with  the 
amendments. 

FDA  agrees  that  the  1990  amendments 
do  not  require  that  the  U.S.  RDA's  be 
changed.  The  agency  points  out, 
however,  that  section  (2)(b)(l)(A)  of  the 
1990  amendments  (21  U.S.C.  343  note) 
does  require  that  the  required  nutrition 
label  information  be  conveyed  in  a 
manner  that  enables  the  public  to 
readily  observe  and  comprehend  the 
information  and  to  understand  its 
relative  significance  in  the  context  of  a 
total  daily  diet.  Such  information 
should  be  consistent  with  current 
scientific  knowledge  about  nutrients 
and  health. 


Over  tbe  last  20  years,  there  have  been 
significant  advances  in  scientific 
knowledge  with  respect  to  essential 
nutrient  lequireineiits.  In  19fl9,th8 
National  Academy  of  Sciences  (NAS) 
updated  the  Recommended  Dietary 
Allowances  (RDA's) — the  basis  for  label 
reference  values  derived  by  the 
agency — ^to  include  for  the  first  time 
RDA  values  for  vitamin  K  and  selenium 
and  to  make  significant  revisions  in  the 
allowances  for  several  nutrients, 
including  vitamin  B^,  folate  (folic  acid), 
vitamin  B12,  magnesium,  iron,  and  zinc. 
In  addition,  scientific  advances 
permitted  NAS  to  substantively  revise 
values  for  the  listing  known  as 
"Estimated  Safe  and  Adequate  Daily 
Dietary  Intakes"  (ESADDI's).  The 
ESADDI's  published  in  1989  include 
revised  values  for  three  nutrients 
(biotin.  pantothenic  acid,  and  copper) 
for  which  FDA  establishad  U.S.  RDA's 
in  1973  as  well  as  new  values  for 
manganese,  fluoride,  chromium,  »nd 
molybdenunr. 

Based  on  these  considerable  changes 
i»  scientific  knowledge.  FDA  tentatively 
determined  that  it  was  appropriate  to 
revise  the  current  U.SL  RIM's  to  be  more 
consistent  with  newer  data  on  nutrient 
aUowances.  FDA  attempted  ia  this  food 
labeling  initiative  to  base  its  actions  on 
the  most  current  scientific  and  public 
health  knowledge.  Continuing  to  base 
label  reference  values  on  a  1968 
standard  would  be  inconsistent  with 
such  an  approach  and  would  not 
appropriately  assist  consumers  in 
understanding  the  nutrition  label 
information  relative  to  a  total  daily  diet. 
However,  based  on  the  provisions  of  the 
DS  Act.  the  agency  is,  in  this 
rulemaking,  retaining  the  current  label 
reference  values,  the  U.S.  RDA's  as 
established  in  21  CFR  101.9(c)(7){iv)  As 
discussed  in  section  III  below,  the 
terminology  used  to  designate  label 
reference  values  for  vitamins  and 
minerals  is  being  changed  however. 

The  label  reference  values  in  current 
§  101.9(c)(7){iv)  will  be  referred  to,  in 
this  document  and  in  companion 
documents  published  elsewhere  in  this 
issue  of  the  Federal  Register,  as 
"Reference  Daily  Intakes"  (RDI's):  As 
."specified  by  the  DS  Act,  the  agency  will 
promulgate  final  regulations  on  label 
reference  values  for  vitamins  and 
minerals  after  November  8,  1993.  The 
agency  will  consider  any  further 
information  submitted  or  obtained  in 
the  interim  in  reaching  a  decision  on  the 
form  and  substance  of  such  final 
regulations. 
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B.  DRV's:  New  Label  Reference  Values 
for  Nutrientsof  Public  Health  Concern 

2.  A  few  comments  suggested  that 
establishing  DRVs  was  beyond  the 
authority  granted  by  the  1990 
amendments. 

The  majoriW  of  comments  supported 
the  concept  of  establishing  a  DRV. 
These  comments  were  provided  by 
consumers,  health  professionals,  and 
■  trade  representatives.  Several  comments 
specifically  hi^lighted  the  DRV's  as  an 
invaluable  addition  to  nutrition 
labeling,  as  a  labeling  component  that  is 
important  to  the  idea  of  the  relative 
contribution  of  a  food  to  the  total  day's 
recommended  amoimt  of  a  nutrient,  and 
as  a  way  to  decrease  confusion  among 
consumers. 

FDA  disagrees  that  the  establishment 
of  DRV's  is  inconsistent  with  the  1 990 
amendments.  The  agency  proposed  this 
new  set  of  label  reference  values  in  1990 
in  an  attempt  to  address  current 
concerns  about  information  on  food 
components  that  have  an  important 
bearing  on  diet  and  health.  With  the 
passage  of  the  1990  amendments,  the 
agency  also  recognized  that  these  values 
respond  to  the  directive  in  the 
legislation  that  the  information  required 
in  the  nutrition  label  be  conveyed  to  the 
public  in  a  manner  that  enables  the 
public  to  readily  observe  and 
comprehend  such  information  and  to 
understand  its  relative  significance  in 
the  context  of  a  total  daily  diet  (section 
2(b)(1)(A)  of  the  1990  amendments). 
FDA  does  not  believe  that  merely 
listing  the  quantitative  amount  of 
nutrients  such  as  fat  and  fiber  on  the 
nutrition  label  will  adequately  allow 
consumers  to  understand  the 
significance  of  the  amount  of  the 
nutrient  in  the  food  in  the  context  of  the 
total  daily  diet  or  to  understand  the 
nutrition  information  pertaining  to  that 
food  in  relation  to  recommended  daily 
intakes  of  the  food  component  FDA 
found  in  focus  group  discussions  that  it 
conducted  as  part  of  its  research  on 
label  format  that  many  persons  could 
not  specify  the  recommended  intakes 
for  nutrients  such  as  sodium,  even  when 
they  indicated  that  the  nutrient  was 
important  to  their  health  and  were 
concerned  about  their  intake  of  the 
nutrient  (Ref.  29). 

Moreover,  contrary  to  the  assertion  in 
some  of  the  comments,  the  use  of  DRVs 
was  clearly  contemplated  by  Congress. 
In  discussing  section  2(b)(1)(A)  of  the 
1990  amendments,  the  House  report 
states: 


In  order  to  pceaent  nutrition  infonnation  in 
a  manner  that  CKdUtales  the  public's 
understanding,  the  Seovtaiy  may  choose 
among  a  variety  of  c^>ttons.  For  example,  ooe 


way  that  thi>  could  be  accompitshed  would 
be  to  include  information  about  the 
recommeaded  daily  intake  on  the  label 

(Ref.  19.  p.  18) 

Therafora,  for  the  foregoing  reasons 
and  consistent  with  the  maJOTity  of  the 
comments.  FDA  concludes  that  DRV's 
provide  an  appropriate  approach  to 
accomplishing  tlM  statutory  mandate 
and  are  fully  consistent  with  the 
authority  extended  to  the  agency  by  the 
1990  amendments.  Significantly, 
consumers  are  becoming  mote  aware  of 
diet/health  interrelationships  and  have 
expressed  growing  interest  in  the 
inclusion  of  information  about  food 
components  on  labels  to  help  them 
determine  how  individual  foods  fit 
within  general  recommendations  for  a 
total  daily  diet  Additionally,  "Healthy 
People  2000:  National  Health  Promotion 
and  Disease  Prevention  Objectives" 
(Ref.  30)  proposes  that  there  be  an 
increase  in  nutrition  labeling  that 
provides  infonnation  to  fadlitata 
choosing  foods  consistent  with  the 
Dietary  Guidelines  for  Americans 
published  jointly  by  the  U.S. 
Department  of  Agriculture  (USDA)  and 
the  U.S.  Department  of  Health  and 
Human  Services  (DHHS).  The  DRV's 
will  be  an  important  tool  for  this 
purpose. 

m.  ROrS:  Label  Reference  Values  for 
Vitamins  and  Minerals 

A.  Terminology 

3.  Several  comments  expressed 
concerns  about  consumer  confusion  if 
the  more  familiar  U.S.  RDA  term  was 
replaced  with  a  new  term.  These 
comments  generally  suggested  that  the 
term  "U.S.  RDA"  be  retained  and  used 
on  the  label  in  order  to  reduce  consumer 
confusion.  One  comment  argued  that 
while  the  agency  asserts  that  the  term 
"U.S.  RDA"  is  too  confusing.  FDA  cited 
no  evidence  of  this  confiision. 

A  number  of  other  comments 
supported  eliminating  the  term  "US. 
RDA."  One  health  professional  stated 
that  even  professionals  fail  to  make  the 
distinction  between  the  RDA 
established  by  NAS  and  the  U.S.  RDA. 
A  food  company  stated  that  it  frequently 
encountered  expressions  of  confusion 
fitNn  consumers  and  profassicmals  alike 
over  the  difference  between  the  U.S. 
RDA  and  the  NAS  RDA.  An  association 
of  nutrition  educators  agreed  that  a 
change  in  terminology  is  needed  in 
order  to  reduce  ccmsumer  confusion 
surrounding  the  distinction  between 
RDA '8  and  U.S.  RDA's.  Several 
comments  specifically  supported  the 
term  "RDL"  One  oommant  staled  that 
the  use  of  terminology  that  differentiates 
between  reference  standards  used  for 


nutrition  labeling  and  the  RDA 
established  by  NAS  should  be  benefidal 
to  the  consumer. 

In  1973.  FDA  created  label  reference 
values  known  as  "U.S.  RDA's"  and 
based  them  on  the  "Recommended 
Dietary  Allowances."  7th  ed.,  1968  (the 
NAS  RDA  publication)  (Ref.  27).  As 
stated  in  the  proposal  for  this  final  rule. 
FDA  believes  that  the  term  "U.S.  RDA" 
can  easily  be  confused  vrith  "RDA."  and 
that  this  confusion  presents  difficulties 
both  in  consumer  education  and 
professional  communication  (55  FR 
29476  at  29478).  The  comments 
received  have  supported  the  need  for  a 
change  in  terminology,  and  FDA  agrees 
that  because  of  the  potential  for 
confusion  a  change  in  terminology  is 
appropriate.  FDA  notes  that  in  the 
comments  submitted  in  response  to  this 
proposal,  the  agency  found  nxmierous 
examples  of  confusion  and 
inappropriate  interchange  concerning 
the  two  terms. 

Additionally,  the  agency  advises  that 
consumers  will  not  be  confused  by  the 
change  fix)m  U.S.  RDA  to  REH  because 
the  term  will  not  appear  on  the  food 
label.  The  RDI's.  wWdi  refer  to  label 
reference  values  for  vitamins  and 
minerals  only,  will  not  be  used  on  the 
food  label  because  a  new  more 
comprehensive  term  will  be  used,  a 
term  that  includes  label  reference  values 
for  DRVs  as  well  as  RDI's.  The 
provision  for  a  single  term  ("Daily 
Value")  is  discussed  in  more  detail  in  a 
companion  document  entitled  "Food 
Labeling:  Mandatory  Status  of  Nutrition 
Labeling  and  Nutrient  Content 
Revision"  (hereinafter  referred  to  as 
"Mandatory  Nutrition  Labeling  final 
rule"),  published  elsewhere  in  this  issue 
of  the  Fednal  Register. 

As  discussed  in  this  companion 
document,  the  decision  to  use  a  single 
term  is  based  on  the  fact  that  the 
nutrition  label  will  contain  label 
refatence  values  for  nutrients  other  than 
those  with  NAS  RDA's  (e.g..  total  ht). 
Oaarly,  the  term  "RDT'  cannot  be  used 
to  gennally  refer  to  all  the  new  lab^ 
reference  values  because  it  implies  that 
all  values  are  based  on  the  NAS  RDA. 
In  fact,  less  than  half  of  the  mandatory 
components  of  the  nutrition  label  will 
be  nutrients  with  a  NAS  RDA.  The 
agency  also  believes  that  it  would  be 
needlessly  confusing  to  consumers  if  the 
two  terms  were  used  on  the  food  label. 
Consumers  are  expected  to  perceive  the 
label  reference  values  as  a  single  overall 
set  of  values.  Therefore,  to  reduce 
consumer  confusion,  FDA  has  decided 
to  choose  a  new  term  to  denote  the 
combined  set  of  label  reJwence  values, 
a  term  that  refers  to  both  RDI's  and 
DRV's. 
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The  distinction  between  ROI  and  DRV 
nutrients  remains-necessary  for 
regulatory  purposes  because  the  values 
were  derived  h-om  separate  sources  and 
because  these  nutrients  play  different 
roles  under  the  imitation  and  substitute 
food  regulations.  However,  there  is  no 
need  to  make  consumers  aware  of  the 
regulatory  distinction  between  RDI  and 
DRV.  Rather,  educational  efforts  will 
focus  on  the  overall  set  of  label 
reference  values. 

4.  Several  comments  suggested  that 
FDA  delay  selecting  terminology  for  the 
food  'abel  until  consumer  research  can 
be  completed. 

While  FDA  supports  and  recognizes 
the  value  of  consumer  research,  the  time 
constraints  placed  on  the  agency  by  the 
1990  amendments  and  the  clear  need  to 
provide  for  the  label  terminology  at  the 
time  of  final  rules,  preclude  the 
possibility  of  extensive  consumer 
research.  The  terminology  specified  in 
these  final  rules  derives  ^m  available 
information. 

During  the  Fall  of  1990,  FDA 
conducted  focus  group  research  that 
included  some  discussions  of 
terminology  (Ref.  29).  The  sessions 
suggested  that  the  term  for  the  overall 
label  reference  value  (proposed  as 
"Daily  Value")  could  be  problematic, 
yet  better  terms  for  this  or  any  other 
label  reference  values  did  not  emerge 
during  these  sessions.  The  agency . 
requested  in  the  supplementary 
proposal  (56  FR  60366)  that  persons 
submit  available  research,  information, 
or  suggestions  concerning  terminology. 
FDA  has  reviewed  the  relevant 
comments  and  they  are  discussed  in  the 
Mandatory  Nutrition  Labeling  final  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  Based  on  these 
comments,  as  explained  in  the 
Mandatory  Nutrition  Labeling 
document,  FDA  has  decided  to  use  the 
term  "Daily  Value"  to  refer  to  the 
combined  set  of  label  reference  values. 

5.  Two  comments  suggested  that  the 
proposed  term  "RDI"  created  consumer 
confusion  by  continuing  to  use  the 
letters  R  and  D  in  some  combination, 
and  that  "RDI"  was  too  similar  to  "U.S. 
RDA"  and  "RDA."  Another  comment 
suggested  that  to  avoid  confusion  with 
the  previous  U.S.  RDA  terminology,  the 
term  "recommended"  be  retained  and 
used  instead  of  the  term  "reference." 

FDA  acknowledges  that  the  inclusion 
of  the  letters  R  and  D  in  RDI  may  have 
the  potential  to  cause  consumer 
confusion  relative  to  U.S.  RDA. 
However,  because  the  term  will  not  be 
used  either  on  the  food  label  or  in  most 
consumer  education  programs,  the 
agency  rejects  this  argument  as  a  basis 
to  abandon  a  term  that  accurately 


reflects  the  fact  that  the  value  it  denotes 
represents  a  point  of  reference  rather 
than  a  specific  recommended  intake 
level  for  individuals.  Therefore,  FDA 
has  retained  the  term  "RDI"  to  denote 
those  nutrients  whose  label  reference 
values  have  been  derived  from  the  NAS 
RDA's  and  ESADDI's. 

6.  One  comment  requested  that  FDA 
work  with  the  European  Economic 
Community  and  Codex  Alimentarius  to 
establish  compatible  nomenclature 
whenever  possible. 

FDA  agrees  with  this  suggestion  and 
will,  in  its  ongoing  labeling  activities, 
attempt  to  harmonize  with  international 
terminology  as  much  as  possible. 
However,  within  the  time  constraints  of 
the  1990  amendments,  the  agency  finds 
that  it  must  make  a  unilateral  decision 
concerning  terminology. 

B.  Use  of  the  1989  NAS  FDA's  os  the 
Basis  for  Label  Reference  Values 

In  1973,  FDA  created  label  reference 
values  known  as  U.S.  RDA's  and  based 
them  on  the  7th  edition  of  the  NAS  RDA 
publication  (Ref.  27).  At  that  time, 
comments  supported  the  use  of  a  single 
set  of  values  derived  from  the  NAS 
RDA's.  In  the  July  1990  proposal  (55  FR 
29476)  and  again  in  the  supplementary 
proposal  (56  FR  60366),  FDA  proposed 
to  revise  the  U.S.  RDA's  using  the  1989 
NAS  RDA's  (Ref.  26).  This  section 
responds  to  the  comments  that 
addressed  the  continued  use  of  the  NAS 
RDA's  as  the  basis  for  developing  label 
reference  values  for  vitamins  and 
minerals,  as  well  as  the  appropriateness 
of  using  the  most  current  NAS  RDA's 
(i.e.,  the  10th  edition  of  the  NAS  RDA 
publication  (1989)),  for  this  purpose. 

7.  The  majority  of  comments  on  this 
topic,  primarily  from  health 
professionals  and  the  food  industry, 
supported  the  continued  use  of  the  NAS 
RDA's  as  the  basis  for  developing  label 
reference  values  for  vitamins  and 
minerals.  These  comments  also 
supported  the  desirability  of  updating 
the  current  label  reference  values  (U.S. 
RDA's)  to  be  consistent  with  the  most 
recent  edition  (i.e.,  1989)  of  the  NAS 
RDA's.  Numerous  comments  stated  that 
revisions  to  the  values  were  long 
overdue  given  the  fact  that  changes  had 
not  been  made  by  FDA  since  it 
developed  the  label  reference  values  in 
1973  based  on  the  1968  NAS  RDA's. 
Comments  urged  FDA  to  continue  to 
review  and  update  label  reference 
values  as  advances  in  scientific  data 
lead  to  significant  changes  in  the  NAS 
RDA's.  One  comment  requested  that 
FDA  establish  an  official  mechanism  in 
the  final  rule  to  provide  for  regular 
updates  of  label  reference  values. 


FDA  tentatively  agrees  with  the 
appropriateness  of  continuing  to  rely  on 
the  NAS  RDA's  as  the  basis  for  label 
reference  values.  Strong  and  uniform 
support  was  provided  for  the  use  of 
NAS  RDA's  during  the  initial 
development  of  label  reference  values  in 
1972.  As  evidenced  by  the  comments  to 
the  current  proposal,  this  support 
remains.  The  agency  believes  that  these 
established  nutrient  allowances  remain 
the  most  widely  accepted  and  respected 
source  of  information  on  human 
nutrient  requirements  and 
recommended  intakes.  FDA  also  notes 
that  the  preface  to  the  1989  edition  of 
the  NAS  RDA's  (Ref.  26)  states  that  the 
RDA's  reflect  a  concurrence  of  scientific 
opinion  and  will  be  appropriate  for  use 
by  governmental  and  private  agencies  as 
a  basis  for  developing  nutrition 
programs  and  policies  pertaining  to 
public  health.  In  general,  the  comments 
submitted  in  this  rulemaking  agreed 
with  this  statement.  FDA  therefore,  has 
tentatively  concluded  that  the  label 
reference  values  (formerly  known  as 
U.S.  RDA's.  now  RDI's)  should  be  based 
on  the  1989  NAS  RDA's.  However, 
based  on  the  provisions  of  the  DS  Act 
and  as  discussed  above,  the  agency  is, 
for  the  time  being  retaining  the  current 
label  reference  values  as  established  in 
§  101.9(c}(7)(iv)  and  will  reach  a  final 
decision  on  the  issue  of  the  appropriate 
reference  values  for  vitamins  and 
minerals  following  the  provisions  of  the 
DSAct. 

8.  One  comment  suggested  that  the 
agency's  reliance  on  the  NAS  RDA 
values  raises  questions  under  the 
Administrative  Procedure  Act. 
According  to  this  comment,  the  NAS 
RDA  report  has  been  developed  under 
closed  processes  and  thus  the  use  of 
such  reports  may  not  be  appropriate  for 
rulemaking.  Another  comment 
submitted  by  a  health  professional  on 
behalf  of  40  other  health  professionals 
suggested  that  any  future  replacement  of 
the  labeling  standard  should  be 
developed  by  the  nutrition  and  public 
health  commimity,  through  an  open  and 
scientifically  sound  process  conducted 
by  FDA,  USDA,  and  other  relevant 
Federal  agencies. 

FDA  does  not  agree  with  the  comment 
that  use  of  the  NAS  RDA's  as  the  basis 
for  the  RDI's  is  inconsistent  with  the 
requirements  of  the  Administrative 
Procedure  Act.  The  NAS  RDA's  were 
developed  under  a  National  Institutes  of 
Health  (NIH)  contract  and  are  based  on 
nutrient  intake  measurements,  nutrient 
balance  studies,  experimental  intake 
studies,  biochemical  measurements, 
epidemiological  observations  of  nutrient 
status,  and  extrapolation  of  data  from 
animal  experiments.  Furthermore,  as 
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part  of  the  contract,  public  meetings 
were  held  which  afforded  opportunity 
for  public  input  into  the  development  of 
the  NAS  RDA's.  Additionally,  the  NAS 
subjected  the  draft  of  the  RDA 
publication  to  outside  review  by 
qualified  experts. 

More  importantly,  while  the  NAS 
RDA's  served  as  the  starting  point  ftw 
the  RDI's.  FDA  developed  its  propoul 
based  on  its  review  of  the  NAS  RDA's, 
its  views  on  the  relevant  science,  and  its 
tentative  conclusions  about  how  to  turn 
the  NAS  RDA's  into  RDI's.  Moreover, 
the  agency  subjected  its  proposed 
approach  to  public  comment  (55  FR 
29476  and  56  FR  60366).  In  reviewing 
the  comments  that  it  received.  FDA  was 
open  to  any  evidence  that  values  other 
than  those  derived  from  the  NAS  RDA's 
would  provide  a  more  appropriate 
starting  point  in  developing  values  that 
will  place  the  information  required  to 
appear  on  the  nutrition  label  into  the 
context  of  a  total  daily  diet.  No  such 
evidence  was  submitted.  Thus,  FDA 
tentatively  finds  that  the  NAS  RDA's 
provide  a  scientifically  valid  starting^ 
point  from  which  to  develop  the  RDI's. 
As  stated  above.  FDA  will  reach  a  final 
decision  on  the  appropriate  reference 
values  for  vitamins  and  minerals  in 
accordance  with  the  DS  Act. 

9.  One  comment  suggested  that  the 
NAS  RDA's  are  of  questionable  value  for 
developing  RDI's  because  NAS  RDA's 
are  reflective  of  diets  that  people 
actually  eat  without  showing  signs  of 
deficiency,  rather  than  being  based  on 
the  recommended  diets  that  people 
should  eat  according  to  government 
authorities.  Several  comments  suggested 
that  the  NAS  RDA's  are  designed  to 
avoid  deficiency  diseases  and  are  not 
the  optimal  levels  to  prevent  chronic 
diseases.  A  few  comments  suggested 
thai  Ihe  NAS  RDA's  (and  resulting  label 
reference  values)  are  inconsistent  with 
current  dietary  guidance. 

As  stated  in  the  "Summary"  section 
of  tna  10th  edition  of  the  NAS  RDA 
publication  (Ref.  26).  the  NAS  RDA's  are 
based  not  only  on  data  from  nutrient 
intake  measurements  but  also  on 
information  fitjm  nutrient  balance 
studies,  experimental  intake  studies, 
biochemical  measurements, 
epidemiological  observations  of  nutrient 
status,  and  extrapolatidn  of  data  from 
animal  experiments.  The  NAS  RDA's 
reflect  acientific  judgment  on  nutrient 
allowanoos^  the  maintenance  of  good 
health.  Their  purpose  is  not  just  to 
prevent  nutrient  deficiency  but  also  to 
meet  nutrient  needs  for  good  health 

(Ref.  26). 

Available  govemnMot  reports  have 
stressed  the  importance  of  healthy 
dietary  patterns  and  increased 


consumption  of  certain  food  categories 
and  food  components  rather  than 
quantitative  recommendations  for 
intake,  especially  for  vitamins  and 
minerals  (Refs.  2,  3,  and  5).  FDA  is  not 
aware  of  any  Federal  government-issued 
quantitative  recommendations  for  the 
general  public  for  a  viUmin  or  mineral 
that  surpasses  the  levels  specified  by  the 
NAS  RDA's  with  the  exception  of  1,500 
milligrams  (mg)  calcium  for 
postmenopausal  women  suggested  as  a 
result  of  a  1984  consensus  conference 
sponsored  by  NIH  (Ref.  31)  and.  very 
recently,  a  FHS  recommendation  that 
women  of  childbearing  age  consume 
400  ^lg/day  of  folate  (Ref.  40).  NOi 
republi^ed  the  report  of  this 
conference  in  1986  with  the  foUowii^ 
caveat:  "It  has  not  yet  been  proven  by 
convincing  scientific  evidence  that  a 
high  calcium  intake  willprevent 
osteoporosis"  (Ref.  31).  Tliis 
qualification  reflected  the  results  of 
studies  that  failed  to  show  that  calcium 
intakes  above  the  NAS  RDA  slowed 
bone  loss  in  postmenopausal  women 
(Refs.  31  through  34). 

Furthermore,  the  major  consensus 
report  Diet  and  Health  (Ref.  3).  which  is 
an  important  summary  of  the  current 
science  on  the  relationship  between  diet 
and  chronic  disease,  does  not  offer 
quantitative  intakes  for  vitamins  and 
minerals  for  the  purpose  of  reducing  the 
risk  of  chronic  disease.  Instead,  it  states 
that  it  is  advisable  to  use  the  NAS 
RDA's  in  combination  with  the  dietary 
recommendations  in  planning  optimal 
diets  to  attain  maximal  benefit.  This 
view  is  echoed  in  the  10th  edition  of  the 
NAS  RDA  publication  (Ref.  26).  which 
states  that  the  RDA's  and  the 
recommendations  specified  in  Diet  and 
Health  should  be  considered  together  in 
planning  appropriate  diets. 

Therefore.  FDA  concludes  that  the 
NAS  RDA's  are  consistent  with,  as  well 
as  necessary  for.  implementation  of 
current  dietary  recommendations.  As 
sudx,  NAS  RDA's  can  be  considered  to 
be  an  appropriate  basis  for  developing 
label  reference  vahies  (i.e.,  RDI's)  for 
nutrition  labeling  of  foods. 

10.  Two  comments  stated  that  while 
it  is  reasonable  for  FDA  to  begin  to 
develop  new  label  reference  values 
based  on  the  most  current  NAS  RDA's. 
FDA  should  not  necessarily  limit  label 
reference  values  to  only  those  values 
derived  from  the  NAS  RDA's  because 
the  most  current  NAS  RDA's  are  derived 
from  daU  available  3  or  mora  years  ago. 
Thesefore.  these  comments  suggerted 
that  rather  than  adopting  the  1969  NAS 
RDA's  as  the  sole  basis  for  setting  label 

reference  values  for  vitamins  and 
minerals.  FDA  should  oonsidar  the 
totality  oif  evidence  for  eaci  nutrient 


Another  comment  suggested  that  FDA. 
as  a  well-qualified,  scientifically-based 
agency,  should  conduct  its  own  reviews, 
if  for  no  other  reeson  than  to  be  sxire 
that  the  latest  data  are  encompassed  in 
its  rulemaking. 

FDA  is  aware  that  it  is  desirable  to 
base  label  reference  values  on  the  most 
current  scientific  data.  However,  the 
existence  of  data  fit>m  recenUy 
completed  or  ongoing  studies  does  not 
necessarily  mean  that  there  is  scientific 
agreement  or  consensus  that  these  data 
require  changes  in  the  NAS  RDA.  or  that 
these  data  render  the  NAS  RDA  invalid. 
FDA  belifeves  that,  should  scientific 
consensus  shift  or  compelling  evidence 
of  a  need  for  change  in  the  RDI's  be 
presented  to  the  agency,  iu  rulemaking 
procedures  are  sufficiently  flexible  to 
allow  (at  timely  and  appropriate 
changes  to  label  reference  values. 

In  Uiis  rulemaking.  FDA  tentatively 
concludes  that  the  NAS  RDA's  provide 
an  appropriate  starting  point  for  the 
values  that  it  is  adopting.  FDA  will 
reach  a  final  decision  in  this  matter  in 
accordance  with  the  provisions  of  the 
DSAct. 

11.  One  comment  from  a  consumer 
organization  suggested  that  1989  NAS 
RDA  values  for  certain  nutrients 
(vitamin  D.  vitamin  B17.  and  vitamin  B*) 
are  too  low  for  older  persons,  and  that 
this,  in  tiun.  results  in  label  reference 
values  that  are  too  low.  The  comment 
urged  FDA  to  consider  basing  the 
reference  values  for  certain  nutrients  on 
the  NAS  RDA's  in  the  1980  edition 
which  are  higher  than  die  1989  NAS 
RDA's,  and  thus,  according  to  the 
comment,  provide  greater  protection  to 
older  citizens.  Furthermore,  two 
comments  spedfically  expressed 
concern  for  the  nutriture  of  the  elderly 
relative  to  the  1989  NAS  RDA's  for 
vitamin  Bu  because  these  values  are 
lower  than  the  1980  NAS  RDA's.  The 
comments  suggested  that  FDA  istain  the 
current  U.S.  RDA  vahie  of  6  micropams 
(|ig)  rather  than  adopting  the  1989  NAS 
RDA's  as  th«  basis  for  the  RDI's. 

FDA  does  not  agree  that  it  is 
necessary  to  use  the  1980  rather  than 
die  1989  NAS  RDA's  for  certain 
nutrients  because  of  nutrittooal  risk 
relative  to  older  persons.  The  comment 
provided  no  specific  evidence  to 
support  the  statement  that  the  1989 
values  are  too  low  for  this  segnwnt  of 
the  population.  FDA  notes  that  the 
discussion  provided  in  the  1989  NAS 
RDA  publication  clearly  reveals  that  the 
development  of  die  NAS  RDA's  took 
into  consideratioo  available  evidence  on 
nutrient  leveU  needed  by  tb»  eldarijr. 

FDA  fazthet  notes  that  the  1980  NAS^ 
RDA  far  vitamin  D  for  persons  51  or 
more  yeara  of  aga  is  the  same  as  the 
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1989  NAS  RDA  for  vitamin  D.  While  the 
1989  NAS  RDA's  for  vitamins  B|  and  Be 
are  lower,  they  are  the  result  of  a 
systematic  lowering  for  all  persons,  not 
just  those  over  51  years  of  age.  The  1989 
NAS  RDA  publication  cites  decisions  on 
the  desirability  of  maintaining  a 
substantial  body  pool  of  the  vitamin  as 
the  reason  for  the  change  for  vitamin  Bu 
relative  to  1980  levels,  and  the  need  to 
correct  the  figure  for  mg  per  gram  (g)  of 
protein  as  the  basis  for  the  change  in 
vitamin  B*.  Thus,  FDA  finds  that  this 
comment  does  not  provide  any  basis  for 
changing  the  agency's  approach  in 
calculating  the  RDI's. 

Finally,  FDA  does  not  agree  that 
concerns  for  vitamin  B12  nutriture 
among  the  elderly  require  that  the 
agency  retain  the  U.S.  RDA  value  for 
vitamin  B12  (which  is  based  on  the  1968 
NAS  RDA's).  FDA  notes  that  the 
discussion  in  the  1989  NAS  RDA 
publication  (Ref.  26)  clearly  states  that 
the  NAS  RDA's  are  based  on 
consideration  of  the  available  evidence 
on  the  nutrient  needs  of  older  persons. 
In  fact,  an  allowance  is  specified  for 
persons  51  or  more  years  of  age. 

Furthermore,  the  discussion  on 
vitamin  B12  in  the  NAS  RDA  publication 
(Ref.  26)  specifically  addresses  the  issue 
of  vitamin  B12  nutriture  and  the  elderly. 
The  text  states  that  the  results  of  various 
surveys  have  shown  that  although 
serum  vitamin  B12  levels  decline  in  the 
elderly,  they  tend  to  remain  in  the 
normal  range.  The  evidence  suggests 
that  the  decline  in  the  serum  level  is  the 
result  of  the  gradual  appearance  among 
the  elderly  of  vitamin  B12 
malabsorption.  As  stated  in  the  NAS 
RDA  report  (Ref.  26),  such 
malabsorption  would  require  injection 
of  vitamin  B12,  rather  than  an  increase 
in  the  allowance  or,  by  implication,  the 
label  reference  value.  Therefore,  the 
agency's  tentative  view  is  that  the  need 
for  an  increased  RDI  relative  to  the 
issues  of  malabsorption  cannot  be 
supported. 

However,  based  on  the  provisions  of 
the  DS  Act.  the  agency  is.  for  the  time 
being,  retaining  the  current  label 
reference  values  as  established  in 
current  §  101.9(c)(7)(iv)  and  will  reach  a 
final  decision  on  this  issue  following 
the  provisions  of  the  DS  Act. 

C.  Use  of  a  Population-Adjusted  Mean 
of  the  NAS  RDA 's  to  Derive  RDI's  for 
Vitamins  and  Minerals 

The  NAS  RDA  for  a  vitamin  or 
mineral  is  established  for  each  of 
approximately  18  age  and  sex 
categories.  When  FDA  created  the  label 
reference  values  known  as  U.S.  RDA's 
in  1973.  it  concluded  that  it  was  most 
practical  to  develop  a  single  label 


reference  value  for  each  nutrient  for  the 
purposes  of  food  labeling.  Generally,  the 
agency  selected  the  highest  NAS  RDA 
value  (for  persons  4  or  more  }wars  of  age 
excluding  pregnant  and  lactating 
women)  to  serve  as  the  U.S.  RDA.  In 
July  of  1990  and  again  in  November  of 
1991,  FDA  proposed  to  replace  the 
approach  of  generally  selecting  the 
highest  NAS  RDA  value  with  an 
approach  that  averages  the  NAS  RDA 
values  for  the  various  age/sex  categories 
and  adjusts  the  average  for  differences 
in  population  size  of  the  age/sex  groups. 
This  section  deals  with  the  comments 
that  addressed  the  proposed  change  in 
approach  used  to  calculate  label 
reference  values  for  those  vitamins  and 
minerals  based  on  NAS  RDA's. 

The  use  of  a  population-adjusted 
average  (or  mean)  of  NAS  RDA's  was  the 
major  issue  addressed  by  many 
commenting  on  the  proposal.  Several 
health  professional  groups  and  food 
industry  representatives  supported  the 
use  of  an  averaged  value  as  the  label 
reference  values  for  vitamins  and 
minerals.  However,  the  majority  of 
comments  urged  FDA  to  abandon  the 
averaging  approach  and  to  continue  to 
use  the  approach  of  selecting  the  highest 
NAS  RDA  value  as  the  label  reference 
value.  A  wide  range  of  persons 
submitted  comments  supporting  this 
view,  including  health  professionals, 
industry  representatives,  and 
consumers.  Many  of  the  comments  from 
consumers  were  variations  of  a  form 
letter  that  opposed  the  change  but  did 
not  provide  a  substantive  rationale  for 
the  position  expressed. 

12.  A  few  comments  opposing  use  of 
averaged  values  raised  the  concern  that 
lower  label  reference  values  would 
downgrade  the  nutritional  quality  of 
fortified  and  substitute  foods.  Some 
comments  asserted  that  a  change  in 
label  reference  values  would  affect  FDA 
food  fortification  practices  or  the 
nutrient  content  of  food  assistance 
programs.  Other  comments  expressed 
concern  that  the  approach  changed  the 
label  reference  values  by  as  much  as  80 
percent. 

The  agency  notes  that  many 
comments  concluded  that  the  difference 
(i.e.,  lower  values)  between  the  current 
label  reference  values  (U.S.  RDA's)  and 
the  proposed  label  reference  values 
(RDI's)  could  be  attributed  solely  to  the 
change  in  the  approach  used  to 
calculate  the  values.  The  comments 
were  incorrect.  The  proposed  approach 
lowered  the  label  reference  values  for 
vitamins  and  minerals  by  an  average  of 
about  14  percent  compared  to  values 
that  would  have  been  derived  if  the 
agency  had  used  the  approach  of 
selecting  the  highest  1989  NAS  RDA 


value,  i.e.,  the  traditional  approach  with 
the  most  recent  NAS  RDA  values.  The 
remaining  differences  are  the  result  of 
changes  in  the  NAS  RDA  values  from 
1968  to  1989.  In  the  10th  edition  of  the 
NAS  RDA  publication,  NAS  lowered 
several  of  its  RDA  values  compared  to 
the  1980  or  earlier  NAS  RDA  values  to 
reflect  new  evidence  in  nutrition 
science  and  advances  in  analytical 
methodology.  Thus,  regardless  of  which 
approach  had  been  used  with  the  1989 
NAS  RDA's— either  the  population 
adjusted  mean  approach  or  the 
approach  of  selecting  the  highest  NAS 
BJDA  value — the  resulting  revised  label 
reference  values  would  be  lower  when 
compared  to  the  existing  U.S.  RDA's. 

FDA  further  advises  that  label 
reference  values  are  not  used  in  the 
agency's  policies  on  nutrient 
fortification.  Some  foods  must  be 
fortified  to  meet  standards  of  identity, 
nutrition  quality  guidelines,  substitute 
food  regulations,  or  infant  formula 
regulations.  Moreover,  FDA's  guidelines 
on  food  fortification  (§  104.20  (21  CFR 
104.20))  recommend  that  nutrients  be 
added  on  the  basis  of  specific  quantities 
for  a  given  amount  of  food.  The  levels 
are  based  on  the  needs  of  those 
segments  of  the  population  that  are  at 
risk  of  deficiency  of  those  nutrients  and 
not  on  the  U.S.  RDA's. 

FDA's  fortification  policy  states  that 
traditional  foods  will  be  fortified  if  there 
is  a  public  health  need,  or  if  nutrients 
need  to  be  restored  to  a  particu^ar  food, 
for  example,  if  they  are  depleted  during 
processing.  Fortification  of  foods  not 
covered  by  this  policy  is  at  the 
discretion  of  the  manufacturer.  The 
agency  acknowledges  that  it  is  common 
practice  for  some  manufacturers  to 
fortify  to  a  specific  percentage  of  the 
label  reference  value  (e.g.,  25  percent). 
To  the  extent  that  this  practice  is 
continued,  nutrient  levels  in  some  foods 
could  be  affected  by  changes  in  label 
reference  values.  However,  this  practice 
does  not  derive  in  any  way  ht>m  FDA 
regulations. 

FDA  also  advises  that  the  current 
label  reference  values  (U.S.  RDA's)  have 
never  served  as  standards  for  food 
packages  or  meal  patterns  for 
government  feeding  programs  such  as 
the  Food  Stamp  Program,  the  Special 
Supplemental  Food  Program  for 
Women.  Infants  and  Children  (WIC),  or 
the  National  School  Lunch  Program  and 
other  child-feeding  programs.  There  is 
one  reference  to  U.S.  RDA's  in  the 
regulations  governing  the  National 
School  Lunch  Program,  but  it  is  merely 
used  to  determine  whether  certain 
foods — such  as  some  snack  food  items 
that  do  not  contain  meaningful  levels  of 
nutrients — can  be  sold  near  or  in  school 
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cafeterias  in  competition  with  the 
school  lunch  program  (7  CFR  210.11). 
The  food  packages  and  meal  patterns 
used  by  these  ^.rograms  are  based  on  the 
specific  NAS  RDA  for  each  program's 
targeted  group  or  include  foods  that 
contain  required  amounts  of  nutrients 
per  unit.  Thus,  much  of  the  comment 
that  opposed  the  use  of  the  averaging 
approach  was  significantly  misinformed 
in  several  important  respects. 

13.  The  most  frequent  concern 
expressed  in  the  comments  that 
opposed  the  averaging  approach  was 
that  the  approach  resulted  in  a  value 
that  was  too  low  for  at  least  half  of  the 
population,  and  that  these  lower  values 
will  result  in  suboptimal  nutrient 
intakes.  Many  commented  that 
consumers  should  be  assured  that  if 
they  meet  100  percent  of  the  label 
reference  value,  they  are  meeting  or 
exceeding  their  own  individual 
allowances.  Some  were  concerned  that 
for  certain  nutrients,  such  as  calcium, 
for  which  health  authorities  are 
emphasizing  maximum  intakes  within  a 
target  population  group,  a  label 
reference  value  based  on  an  average 
undermines  these  dietary  guidance 
eHorts.  Several  comments  argued  that 
health  educators  have  invested  years  in 
teaching  consumers  about  the  use  and 
interpretation  of  the  current  label 
reference  value  (U.S.  RDA).  and  that  the 
proposed  change  would  consequently 
cause  consumer  confusion  as  well  as 
erase  educational  inro.'^ds.  One 
professional  commented  that  the  label 
reference  value  should  not  provide 
guidance  about  what  amount  a  person 
should  consume;  rather,  its  purpose  is 
to  provide  values  that  allow 
comparative  shopping.  However, 
according  to  the  comment,  if  a  single 
value  is  to  be  used  as  a  guide  for 
nutritional  adequacy,  the  first  principle 
of  public  health  should  be  followed, 
which  is  to  aim  at  the  most  vulnerable 
group.  Several  comments  provided  data 
or  reviews  of  studies  linking  nutritional 
deficiencies  or  suboptimal  intakes  with 
a  range  of  adverse  effects  from  learning 
disabilities  to  cataracts. 

FDA  is  persuaded  by  the  comments 
that  the  proposed  averaging  approach 
should  be  modified.  To  understand  the 
modified  approach  some  background 
discussion  is  necessary. 

The  agency  has  always  viewed  the 
food  label  as  an  important  tool  for 
informing  consumers  about  the 


nutritional  content  of  the  foods  that  they 
buy— one  that  shoppers  can  use  to 
compare  the  vitamins,  minerals,  and 
protein  in  one  food  with  another.  This 
view  is  reinforced  by  the  1990 
amendments.  Additionally,  the  agency 
has  been  concerned  that  label  reference 
values  be  set  at  levels  consistent  with 
levels  of  nutrients  found  naturally  in 
foods  so  that  regular,  unfortified  foods 
do  not  appear  to  be  less  than  nutritious. 
If  re^ar,  unfortified  foods  were  to 
appear  less  than  nutritious,  this  could 
encourage  needless  fortification  of 
foods. 

Furthermore.  FDA  has  also  been 
concerned  that  the  label  reference 
values  that  appear  on  food  labels  not  be 
interpreted  as  recommended  intakes  for 
individuals.  Given  the  limited  nutrition 
information  that  can  be  presented 
within  the  small  space  of  most  food 
labels,  the  agency  sought  in  the  proposal 
to  establish  values  that  represented  a 
population-based  average  that 
consumers  could  use  as  a  reference, 
adjusting  it  upward  or  downward  based 
on  how  they  compared  to  the  average. 

Most  comments  agreed  that  nutrition 
information  on  food  labels  must  by 
necessity  be  limited  and  generalized, 
but  suggested  that  public  health 
concerns  as  well  as  consumer 
confidence  and  educational  goals  are 
best  served  by  selecting  label  reference 
values  that  target  "vulnerable  groups" 
or  at  least  that  provide  coverage  for  most 
of  the  population  (i.e..  the  highest  level 
recommended).  Comments  urged  FDA 
to  select  protective  levels  of  intake  for 
vitamins  and  minerals  that  would  be 
compatible  with  health  promotion  and 
disease  prevention. 

One  comment  suggested  that 
consiuners  will  not  necessarily 
distinguish  between  a  reference  intake 
and  a  recommended  intake,  and  that 
FDA  should  assume  that  consumers  will 
see  label  reference  values  as 
recommended  intakes.  This  comment 
offered  a  modification  of  the  general 
approach  of  selecting  the  highest  NAS 
RDA  values.  According  to  the  comment, 
for  each  nutrient  FDA  should  choose  the 
most  vulnerable  segments  of  the 
population  as  the  basis  for  the  RDI.  This 
segment  should  be  established,  the 
comment  said,  by  identifying  the  group 
that  has  the  highest  NAS  RDA  and 
assessing  its  risk  of  a  health  problem 
caused  by  inadequate  intakes  of  the 
nutrient.  If  the  group  with  the  highest 


NAS  RDA  is  not  at  risk.  FDA  should 
move  to  the  group  with  the  second 
highest  NAS  RDA  and  assess  its  risk, 
and  so  on  until  the  agency  identifies  a 
group  that  is  at  risk,  or  until  it  reaches 
a  group  that  constitutes  a  major  portion 
of  the  population. 

FDA  has  considered  all  of  these 
comments  in  determining  the  most 
appropriate  alternative  approach.  FDA 
finds  that  there  is  considerable  and 
imiform  support  for  continuing  to 
establish  a  label  reference  value  for 
vitamins  and  minerals  with  NAS  RDA's 
by  selecting  the  highest  NAS  RDA  value 
from  among  those  persons  4  or  more 
years  of  age  (excluding  pregnant  and 
lactating  females).  The  comments 
clearly  demonstrated  that  vulnerable  or 
at-risk  groups  would  be  sufficiently 
covered  by  selecting  the  highest  vdue. 
While  FDA  understands  the  intent  of 
the  comment  suggesting  that  the  agency 
conduct  an  iterative  process  to 
determine  at-risk  groups  or  vubierable 
segments  of  the  population,  the  broad 
support  in  the  comments  for  the  view 
that  the  highest  value  is  sufficient  to 
protect  vulnerable  groups  must  be  taken 
into  account  Moreover,  the  iterative 
approach  could  complicate  the  selection 
of  label  reference  values,  especially  in 
situations  where  data  are  limited  or 
subject  to  varying  interpretations.  Thus, 
FDA  has  concluded  that  the  iterative 
process  offers  no  public  health 
advantages  as  compared  to  the  approach 
of  selecting  the  bluest  NAS  RDA. 
Furthermore,  it  is  Hkely  that  the 
overall  concern  of  the  comment  that 
suggested  the  iterative  process  ig 
reasonably  met  by  selecting  the  highest 
NAS  RDA.  in  that  the  comment 
suggested  an  approach  that  was 
intended  to  provide  coverage  for  a  larger 
proportion  of  the  population  than  did 
the  proposed  averaging  approach. 
Therefore.  FDA  has  tentatively 
determined  that  label  referwice  values 
(i.e.,  RDI's)  should  be  based  on  an 
approach  that  selects  the  highest  NAS 
RDA  values  from  among  those  for  adults 
and  children  4  or  more  years  of  age  but 
excludes  values  for  pregnant  females 
and  lactating  females.  FDA  refers  to  this 
approach  as  the  "population  coverage 
approach."  The  label  reference  values 
that  result  from  application  of  this 
approach  to  the  1989  NAS  RDA's  are  set 
out  in  the  following  table: 


Nutrient 


Vitamin  A  

Vitamin  C 

Caicium 


Unit  of  measurement 


raUnol  equlvaienlS} 

mg 

do 


Adults  and  chtdren  4 
or  more  yean  of  ae* 


1.000 

80_._ 

1.200 


CtiMren  less  than  4 
years  of  age' 

400 - 

40 

800 


Infants' 


375 
3S.. 

eoo 


Pregnant  «N)men 


800  ... 

70  ..... 
1.200 


I  I'OtIng  women 


1.300 

95 

1,200 
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Nuirtani 

Una  o(  maasuramant 

Aduks  and  cMdren  4 
or  mom  yeais  oi  age 

ChiUran  lass  than  4 
years  ol  age' 

Infants' 

Pregnant  «Momen 

Lactattng  wKxnen 

I'on 

do  .  ._ 

15 — 

10 

10 

10 

10 _ - 

6.0 

15 

0.7  

10 

10 

4 .._ 

10 

30 — 

10 

10 

65 

1.6  ZZZZZZZ"".'. 

17 

2Jt  . 

400 .    

^.^6o~ZZ~'ZZ^.Z 

320 

18 

175  .    ... 

3.40b""...!...  — 

15 

Vitawin  0 

Vitw*iE  -~ 

Wiainin  K  „..'. 

TNamin  ...„ _ 

RiboAavtn  _     _     .   . 
Niacin           ,<     ,  <    , 

w •■ 

■Ipho  locopherel 
■quiiileNi^ 

M 

«»»Q 

do ™.-. 

fiadn  mtiMitnn^  - 

mg 

Itg 

ng 

do 

do 

M 

do  _.- 

mg 

10 
12 

80  - 

1.5 

1.8 

20 

2.0 

6S 

0.4  .              _ 

1.6 

0.8 

9.0 -.„ 

SO  ZZ.ZZZZ~.~~. 

0.7  .„ — 

800 

80 

10 

70  

20 ..     .. 

1.000 

0.5 ...... 

6 » 

36 .'.    ZZ!"ZZ! 

0.5  .-        _ 

1.8 
20 

VHaniln  B. 

Folaio* 

Vitan^nBn 

Phofiphoiuo 

Magnesium  

»ne  _.... 

!«*»• 

SMnun         .    .    .. 
CMofldo 

F2.1 

400 

2  .„ 

400 
2.6 

1.200 

400 

15 ..- 

150 _._    _ 

70 „ - 

3.400 

SOO 

60 ..-. 

sq"ZZZZZZ.ZZ." 

18 . 

800  ....    — 

1.200 
355 
19 
200 

75 

3^400'. 

'The  MM 
'TtwMmt 
»1 


IMS  tiaa  4  |WM  ol  iga'  imms  panona  13  airaufl^  47  awntw  tt  ao*. 
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However,  based  on  the  provisions  of 
the  DS  Act.  the  agency  is  retaining  the 
current  label  reference  values 
established  in  §  101.9(cK7)(iv) 
(recodified  as  $  101.9(cK8](iv)  and 
redesignated  as  "Reference  Daily 
Intakes")-  It  should  be  noted,  however, 
that  there  are.  in  current 
§  101.9<c)(7)(iv).  no  label  reference 
values  for  vitamin  K,  selenium,  or 
chloride.  Therefore,  for  the  time  being, 
the  agency  is  not  establishing  label 
reference  values  for  these  three 
nutrients.  FDA  will  reach  a  final 
decision  on  these  issues,  following  the 
provisions  of  the  DS  Act. 

D.  Use  of  the  NAS  ESADDI  as  a  Basis 
for  Establishing  an  RDI 

14.  One  comment  was  received  that 
suggested  that  the  RDTs  based  on 
ESADDI 's  may  be  a  risk  to  health 
because  in  establishing  the  ESADDI's. 
NAS  has  stated  that  the  upper  limits  of 
the  ranges  of  intake  should  not  be 
habitually  exceeded.  The  comment 
asserted  that  some  of  the  proposed  RDI's 
based  on  ESADDI's  exceed  the  upper 
hmits  of  intake  for  children.  speciRcally 
biotin.  pantothenic  add.  copper, 
manganese,  and  molybdenum. 

FDA  disagrees  that  the  proposed  label 
reference  values  based  on  the  ESADDI's 
represent  a  risk  to  children.  The  agency 
is  unaware  of  any  evidence  that  would 
suggest  that  consimiption  at  the 
proposed  levels  constitutes  a  health  risk 
for  children.  The  10th  edition  of  the 
NAS  RDA  publication  (Ref.  26)  states 
that: 


(1)  There  have  been  no  reports  of 
toxicity  associated  with  biotin  intakes  as 
high  as  10  mg/day: 

(2)  Evidence  suggests  that  pantothenic 
acid  is  relatively  nontoxic: 

(3)  Usual  intalces  of  copper  in  the  VS. 
are  between  2  and  5  mg/day  which  is 
considered  safe,  and  occasional  intakes 
of  up  to  10  mg/day  are  probably  safe  for 
human  adults; 

(4)  Manganese  toxicity  is  rare,  and 
nearly  all  cases  are  associated  with 
environmental  exposure.  While  there 
have  been  reports  that  learning 
disabilities  in  children  might  be 
associated  with  increased  manganese 
levels  in  hair,  more  evidence  is  required 
before  this  association  can  be 
substantiated:  and 

(5)  While  the  jevel  of  dietary  intake  of 
molybdenum  that  is  known  to  be 
associated  with  increased  loss  of  copper 
in  the  urine  is  approximately  2-fold  that 
of  the  highest  ESADDI.  relatively  large 
doses  are  necessary  to  overcome 
homeostatic  mechanisms  (Ref.  35). 

Chloride  tolerance  is  very  high  and 
Ukely  many  times  the  proposed  RDI. 
The  9th  edition  of  the  NAS  RDA 
publication  (Ref.  36).  which  provides 
the  basis  for  the  RDI  for  chloride,  does 
not  even  discuss  the  possibility  of 
chloride  toxicity. 

As  for  chromium,  although  the  agency 
is  unaware  of  any  safety  issues  at  levels 
of  current  consumption.  FDA  recognizes 
that  the  safe  range  of  intake  of  this 
mineral  is  fiairly  narrow.  Thus,  luitil 
sources  of  chromium  have  been 
affirmed,  FDA  advises  that  the  RDI  for 
chromium  should  not  be  interpreted  as 


a  recommendation  for  use  for  either 
direct  supplementation  or  adding 
nutrients  to  foods. 

Finally,  a  label  reference  value  for 
fluoride  does  not  present  issues  of  risk 
for  children  because  it  is  to  be  used  only 
in  con|unction  with  a  declaration  of  the 
level  of  this  nutrient  that  is  naturally 
present  in  a  food. 

Thus,  the  agency  c(»chides  that 
children  eating  from  the  general  food 
supply  are  extremely  unUkely  to  be  at 
risk  for  toxic  intakes  of  these 
micronutrients.  To  be  consistent  with 
the  population  coverage  approach  being 
used  for  other  vitamins  and  minerals 
with  NAS  RDA's.  FDA  has  selected  the 
highest  ESAIX)I  within  the  specified  age 
group  to  serve  as  the  label  reference 
value.  If  an  ESAra)I  value  is  presented 
as  a  range.  FDA  has  used  the  midpoint 
of  the  range  as  the  RDI.  No  comments 
were  received  that  objected  to  this 
approach. 

FDA's  approach  would  provide  RDI's 
for  three  age  groups  for  nutrients  with 
ESADIM's:  adults  and  children  4  or 
more  years  of  age.  children  less  than  4 
years  of  age.  and  infants.  The  NAS  does 
not  provide  ESADDts  for  pregnant  or 
lactating  females,  but,  as  proposed,  FDA 
used  the  midpoint  of  the  ESADDI  range 
for  aduhs  as  the  basis  for  the  RDI  for 
pregnant  and  lactating  women  in  order 
to  provide  a  reasonably  appropriate 
reference  value  for  this  population.  No 
comments  objected  to  this  approach. 
The  RDI's  determined  by  the  agency 
based  on  the  ESADDI's  are  set  out  in  the 
following  table: 
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Nutiient 
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However,  based  on  the  provisions  of 
the  DS  Act.  the  agency  is  retaining  the 
current  label  reference  values  as 
established  in  §  101.9(c)(7)(iv) 
{recodified  as  §  101.9(c)(8)(iv)  and 
redesignated  as  "Reference  Daily 
Intakes").  FDA  notes  that,  in  current 
§  101.9(C)(7)(iv).  there  are  no  label 
reference  values  for  manganese, 
fluoride,  chromium,  and  molyt)denum. 
Therefore,  for  the  interim,  the  agency  is 
not  establishing  label  reference  values 
for  these  four  nutrients.  FDA  will  reach 
a  final  decision  on  these  issues 
following  the  provisions  of  the  DS  Act. 

E.  Five  Sets  ofRDI'sfor  Different 
Developmental  Groups 

15.  One  comment  supported  the 
development  of  RDI's  for  different  age 
groups  and  recognition  of  the  special 
needs  of  pregnant  or  lactating  women. 
However,  the  comment  suggested  that 
the  grouping  of  adults  and  children 
more  than  4  years  of  age  into  a  single 
group  is  not  appropriate  and  is  contrary 
to  well  established  evidence  that 
nutritional  requirements  vary 
throughout  the  lifecycle.  On  the  other 
hand,  many  comments  supported  the 
agency's  proposed  approach. 

FDA  faced  considerable  difficulties  in 
developing  the  RDI's  for  use  on  foods 
given  that  nutritional  needs  vary 
considerably  among  persons  who  will 
consume  the  foods.  This  issue  was  also 


a  consideration  in  the  early  1970's  when 
FDA  was  promulgating  its  first  set  of 
label  reference  values  known  as  U.S. 
RDA's. 

Because  of  space  constraints  on  the 
food  label — a  problem  that  is  becoming 
ever  more  compelling  given  the 
mandatory  requirement  for  nutrition 
labeling  on  most  foods — FDA  does  not 
believe  that  a  viable  option  exists  other 
than  to  develop  a  single  set  of  label 
reference  values  for  most  consumers  of 
the  general  food  supply.  Clearly, 
children  over  the  age  of  4  years 
consume  the  same  foods  that  the  rest  of 
the  population  consumes. 

Furtner,  label  reference  values  are 
intended  to  help  persons  to  understand 
the  nutrient  levels  in  the  context  of  a 
total  daily  diet,  to  compare  foods,  and 
to  plan  general  diets.  They  are  not 
intended  to  be  used  to  decide  whether 
a  particular  individual's  consumption  of 
nutrients  is  appropriate.  Therefore,  FDA 
believes  that  no  harm  can  be  done  by 
using'  a  single  set  of  label  reference 
values  for  nutrition  labeling,  especially 
if  appropriate  nutrition  education  is 
conducted. 

The  agency  notes  that,  in  following 
the  provisions  of  the  DS  Ac:t  and 
retaining  the  label  reference  values  in 
current  §  101.9(c)(7)(iv).  there  will  be  no 
label  reference  values  codified 
specifically  for  use  on  foods  purported 
to  be  or  represented  for  use  by  infants. 


children  under  4  years  of  age.  or 
pregnant  or  lactating  women.  FDA  had 
proposed  such  label  reference  values 
and  had  intended  to  include  RDI's  for 
difi'erent  development  groups  in  these 
final  regulations. 

The  agency  further  notes  that  label 
reference  values  for  these  groups  had 
been  established  in  1976.  based  on  the 
1968  NAS  RDA's  (41  FR  46156.  October 
19,  1976).  These  values  were  codified  in 
§  125.1(b)  (21  CFR  125.1(b)).  later 
redesignated  as  §  105.3(b)  (21  CFR 
105.3(b)).  In  1979,FDA  in  response  to 
a  decision  by  the  Court  of  Appeals  of 
the  Second  Circuit,  revised  §  105.3  by, 
among  other  things,  deleting  paragraph 
(b)  (44  FR  16005.  March  16, 1979). 
Therefore,  since  1979  there  have  been 
no  codified  label  reference  values  for 
these  specific  groups.  However,  some 
manufacturers  have  continued  to  use 
the  values  that  were  contained  in 
§  105.3(b)  for  labeling  products,  without 
objections  from  FDA. 

Thus,  following  the  spirit  of  the  DS 
Act  that  implies  that  1968  NAS  RDA's 
should  be  used  for  labeling  purposes 
and  to  provide  guidance  to 
manufacturers,  the  agency  is 
republishing,  in  this  document,  the 
values  formerly  contained  in  §  105.3(b). 
The  label  reference  values  are  as 
follows: 
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F.  Units  of  Measurement 

16.  A  dietary  supplement  trade 
association  requested  that  the  agency 
continue  to  use  the  International  Units 
nomenclature  for  vitamins  A.  D,  and  E. 
The  comment  stated  that  the  new 
equivalents  nomenclature  (e.g..  retinol 
equivalents)  would  be  conhising  and  is 
not  well  understood  by  either 
professionals  or  consumers. 

FDA  advises  that  units  of 
measurement  based  on  units  of 
equivalents  have  been  in  wide  use  for 
over  15  years,  and,  in  fact,  the  NAS  RDA 
has  been  listed  in  such  units  since  the 
1980  edition.  The  comment  dtes  no 
evidence  to  support  the  contention  that 
profe.ssicnais  are  confused  by  the 
nom«nciature,  or  that  consumers  will 
nef:essarily  be  mislead.  FDA  believes 
that  it  is  more  likely  that  consumers  will 
use  label  information  to  compare 
products,  and  that  the  agency's 
provision  for  uniform  units  of 
measurement  that  are  consistent  with 
current  measurement  practices  will  be 
mo.^  beneficial.  Additionally,  for  many 
foods,  specific  units  of  measurements 
will  not  be  expressed.  Rather,  the  levels 
of  the  nutrient  present  will  appear  as  a 
percentage  of  the  label  reference  value. 

However,  based  on  the  provisions  of 
the  DS  Act.  the  agency  is,  for  the  time 
being,  retaining  the  current  label 
reference  values  as  established  in 
§  101.9(c)(7)(iv)  (recodified  as 
§  101.9(c)(8)(iv)),  including  the  units  of 
measurement  contained  therein. 
Therefore,  in  the  interim  the  agency  will 
continue  to  use  the  International  Units 
nomenclature  for  vitamins  A,  D,  and  E. 
FDA  will  reach  a  final  decision  on  these 
issues,  following  the  provisions  of  the 
dietary  supplement  act. 

G.  RDl'sfor  Specific  Nutrients 

17.  Several  comments  stated  that  the 
proposed  RDI's  for  particular  nutrients 
were  too  low.  Several  of  the  comments 
recommended  higher  levels  for  these 
nutrients.  Specifically,  the  comments 
said  that  vitamin  A  should  be  1,000 
letinol  equivalents;  calcium,  1,200  mg; 
iron,  15  mg;  vitamin  D,  400  lU;  vitamin 
E.  10  alpha-tocophercl  equivalents; 
thiamin,  1.5  mg;  riboflavin,  1.7  mg; 
niacin,  19  niacin  equivalents;  vitamin 
Br..  2  mg:  and  zinc,  15  mg. 

If  FDA  decided  to  use  the  population 
I  overage  approach  in  establishing  the 
KD!  for  vitamins  and  minerals,  the  ROI 
values  for  the  nutrients  listed  above 
would  be  consistent  with  the  comments. 
However,  ba.sed  on  the  provisions  of  the 
DS  Act,  the  age.ncy  is  retaining  the  label 
reference  values  as  established  in 
current  §  101.9(c)(7)(iv).  Therefore,  FDA 
notes  that  the  RDI  for  vitamin  A  is  5000 


International  Units:  for  cakium.  1.0  g: 
iron.  18  mg;  vitamin  E,  30  International 
Units;  and  niacin  20  mg.  FDA  will  reach 
a  final  decision  on  these  issues, 
following  the  provisions  of  the  DS  Act. 

18.  Several  comments  asserted  that 
there  is  a  need  to  distinguish  between 
retinol  and  beta-carotene  as  a  source  of 
vitamin  A  activity,  and  one  requested 
that  FDA  establish  a  label  reference 
value  for  beta-carotene.  The  general 
rationale  provided  was  that  beta- 
carotene  IS  more  strongly  associated 
with  reducing  the  risk  of  chronic 
disease  than  is  retinol. 

The  issue  of  providing  for  separate 
beta-carotene  declarations  in  the 
nutrition  label  is  discussed  in  the 
Mandatory  Nutrition  Labehng  final  riile 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  FDA  does  not  agree 
that  it  is  appropriate  to  establish  a  label 
reference  value  for  beta-carotene 
separate  from  the  value  lor  overall 
vitamin  A  activity.  As  set  forth  in  the 
preamble  to  the  proposal  for  this  final 
rule  (55  FR  29476  at  29479),  FDA 
intended  to  establish  label  reference 
values  for  those  nutrients  for  which 
quantitative  values  were  provided  by 
the  widely  recognized  and  accepted 
consensus  reports,  specifically  the  10th 
edition  of  the  NAS  RDA  publication 
(Ref.  26).  Diet  and  Health  (Ref.  3),  and 
the  Surgeon  General's  Report  on 
Nutrition  and  Health  (Ret.  2).  While 
these  reports  have  discussed  evidence  to 
link  lower  beta-carotene  consumption 
with  increased  risk  for  certain  cancers, 
notably  lung  cancer,  the  reports  noted 
the  evolving  nature  of  the  issue  and 
failed  to  make  specific  dietary 
recommendations  concerning  this  food 
component.  The  reports,  there/ore.  did 
not  specify  quantitative 
recommendations  for  intake,  and  the 
comments  received  relative  to  this 
proposal  have  not  suggested  or  justified 
an  appropriate  intake  level. 

Without  guidance  from  established 
scientific  bodies  and  in  the  absence  of 
scientific  consensus  both  on  the  role  of 
beta-carotene  in  the  risk  of  onset  of 
certain  chronic  diseases  and  on  the 
quantitative  level  that  could  be 
appropriate  for  a  population-based 
recommended  intake  of  beta-carotene, 
FDA  concludes  that  establishing  such  a 
label  reference  value  cannot  be 
.supported.  However,  FDA  will  continue 
to  monitor  snentific  advances  as  well  as 
ongoing  recommendations  relative  to 
beta-carotene  nutriture.  The  agency  will 
consider  modifying  or  expanding  label 
reference  values  as'evidence  warrants. 

19.  A  few  comments  specifically 
expressed  concern  that  the  RDI  for 
vitamin  C  was  too  low  for  persons  in  the 
U.S.  population  who  smoke.  This 


concern  stems  from  evidence  that 
jpersonswho  smoke  cigarettes  may 
require  more  vitamin  C  than  persons 
who  do  not. 

FDA  is  aware  th|at  the  10th  edition  of 
the  NAS  RDA  publication  includes  a 
statement  in  the  text  that  recommends 
that  regular  cigarette  smokers  ingest  at 
least  100  mg  of  vitamin  C  daily. 
However,  FDA  advises  that  the  NAS 
RDA  for  vitamin  C  for  the  general 
population  is  set  Qo  higher  than  60  mg 
FDA  has  establishled  Idbel  reference 
values  that,  of  neoessity,  must  be 
targeted  to  the  entire  population,  rather 
than  special  population  subgroups.  In 
the  absence  of  information  to  suggest 
that  the  1989  NAS  RDA's  are  an 
inappropriate  basjs  for  label  reference 
values,  FDA  does  mot  agree  that  the  RDI 
for  vitamin  C  should  be  a  value  other 
than  the  highest  value  set  for  persons  4 
or  more  years  of  age.  FDA  supports 
nutrition  education  efforts  that  will 
inform  those  individuals  whose 
requirements  may  be  altered  by  lifestyle 
choices  about  thejr  special  nutrient 
needs. 

20.  One  comment  ht)m  a  research 
foundation  expressed  concern  about  the 
high  levels  of  iron  available  in  the  diet 
and  thus  supported  the  proposed  RDI 
for  iron  of  12  mg  as  compared  to  the 
current  U.S.  RDA  of  18  mg.  The 
comment  was  made  within  the  context 
of  a  discussion  of  hemochromatosis,  a 
genetic  disorder  resulting  in  iron 
overload.  A  number  of  comments  fi-om 
consumers  also  expressed  concern  about 
excess  levels  of  iron  in  the  diet  and 
supported  lower  label  reference  values 
for  iron. 

FDA  advises  that  with  the  advent  of 
mandatory  nutrition  labeling,  virtually 
all  foods  will  bear  information  on  iron 
content.  Thus,  those  persons  diagnosed 
with,  or  at  risk  for,  hemochromatosis 
will  be  able  to  select  or  reject  a  food 
based  on  their  special  aietary  needs. 
Additionally,  the  agency  will  continue 
to  make  u.se  of  the  active  nutrition 
monitoring  system  to  evaluate  clinit^l 
measures  and  dietary  intakes 
concerning  the  incidence  of 
hemochromatosis.  The  agency  notes  that 
data  from  the  Third  National  Health  and 
Nutrition  Examination  Sur\'ey 
conducted  by  the  National  Center  for 
Health  Statistics  can  be  used  as  a  basis 
for  reconsideriKg  of  the  values  for  iron 
if  concerns  regarding  hemochromatosis 
are  demonstrated. 

21.  A  number  of  comments  addressed 
the  issue  of  the  RDI  for  folate.  The 
majority  opposed  the  proposed  RDI 
value  of  180  pg.  which  is  lower  than  the 
current  U.S.  RDA  of  400  pg.  Several  of 
the  comments  suggested  that  the  1989  ' 
NAS  RDA  for  folate  was  an 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  end  Regulations        2215 


inappropriate  basis  for  establishing  a 
RDI  for  folate,  and  a  number  of 
comments  requested  that  the  agency 
retain  the  U.S.  RDA  level  of  400  \l%  (800 
Jig  for  pregnant  women).  One  comment, 
in  referring  to  the  conclusion  in  the 
1989  NAS  RDA  publication  (Ref.  26) 
that  diets  containing  about  half  as  much 
folate  as  the  previous  NAS  RDA 
maintain  adequate  folate  status,  asserts 
that  the  folate  content  of  foods  in 
nutrient  data  bases  is  recognized  as 
inaccurate  and  incomplete.  According 
to  the  comment,  basing  recommended 
intakes  on  intake  data  derived  from 
these  data  bases  is  xmsound.  Several 
comments  staled  that  there  is  evidence 
that  folic  acid  supplements  play  a  role 
in  reduction  in  neural  tube  defects. 
To  a  certain  extent,  some  of  these 
comments  would  be  addressed  bv  use  of 
the  population  coverage  approaoi  to 
deriving  RDI's.  As  a  resuh  of  this 
approach,  the  RDI  for  folate  would  be 
200  ^g.  i.e.,  based  on  the  highest  RDA 
value  for  persons  4  or  more  years  of  age 
(excluding  pregnant  or  lactating 
women).  However,  FDA  is  aware  of 
concerns  regarding  the  adequacy  of  the 
data  base  for  folate  content  of  foods, 
which  in  part  served  as  the  basis  for 
establishing  the  RDA  for  folate.  Recent 
analytical  work  (Ref.  37)  has  shown  that 
folate  content  of  some  foods  may  be 
underestimated  because  of 
methodological  problems  in  current 
food  folate  assay  procedures.  FDA 
therefore  agrees  that  additional  work  is 
needed  to  evaluate  the  adequacy  of 
aurent  intakes  of  folate. 

Moreover,  several  studies  have 
become  publicly  available  since  the 
publication  of  the  1989  RDA's,  and 
these  studies  have  shown  that 
periconceptional  intake  of  folate  may 
reduce  the  risk  of  some  neiual  tube 
defects.  A  randomized  clinical 
intervention  trial  conducted  in  Great 
Britain  by  the  Medical  Research  Council 
(Ref.  38)  showed  significant  protective 
effects  against  recurrence  of  neural  tube 
defects  when  women  at  high  risk  of 
recurrence  were  treated 
periconceptionally  with  daily  doses  of 
4,000  ^g  of  folic  acid.  Additionally,  data 
available  from  a  recently  terminated 
Hungarian  trial  showed  reductions  In 
occurrence  of  neural  tube  defects  with 
periconceptional  use  of  a  multivitamin/ 
multimineral  supplements  containing 
800  Mg/day  of  folic  add  (Ref.  39). 
The  results  of  these  trials  have  led  to 
I   reassessment  of  several  earlier 
I   observational  studies.  Protective  effects 
of  the  vitamin  at  levels  of  100  to  1.000 
Hg/day  (obtained  from  foods  and 
supplements)  agdinst  occurrence  of 
neural  tube  defects  have  been  found  in 


several  but  not  all  such  observational 
studies.  , ,    ^ 

FDA  concludes  that  the  available  data 
demonstrate  that  there  is  a  fblate-related 
subset  of  neural  tube  defects  in 
populatians  with  high  prevalence  rates 
tor  these  defiacts.  and  that  folate  intakes 
of  about  400  tig/day  may  reduce  the  risk 
of  some,  but  not  all.  neural  tube  defects 
in' such  populations.  Furthermore,  the 
agency  notes  that  the  United  States 
PubUc  Health  Service  (U.S.  PHS) 
recently  recommended  that  women  of 
childbearing  age  in  the  United  States 
who  are  capable  of  becoming  pregnant 
should  consume  400  ^g  of  folate/dav  for 
the  purpose  of  reducing  their  risk  of 
having  a  pregnancy  affected  with  spina 
bifida  or  othw  neural  tube  defects  (Ref. 
40).  .      ^  ^ 

FDA  has  seriously  considered  these 
findings  relative  to  the  appropriateness 
of  retaining  the  appiroach  of  selecting 
the  highest  1989  NAS  RDA  value 
(excluding  pregnant  or  lactating  women) 
when  determining  the  RDI  for  folate. 
The  agency  has  weighed  the  established 
and  well-recognized  scientific 
consensus  inherent  in  the  NAS  RDA 
along  with  newer  evidence  of  a  possible 
at-risk  population  that  constitutes  a 
considerable  segment  of  the  U.S. 
population.  Taken  together,  the  agency 
concludes  that  these  findings — 
specifically,  the  evidence  of  problematic 
data  on  folate  intakes,  the  possibility 
that  intakes  of  400  )ig/day  may  reduce 
the  risk  of  some  neural  tube  defects,  and 
the  recommendation  of  the  U.S.  PHS 
that  women  of  childbearing  age 
consume  400  ^g/day  of  folate — are 
sufficiently  compelling  to  jiistify  at  this 
time  a  RDI  vahie  of  400  fig  for  persons 
4  or  more  years  of  age  and.  for 
consistency,  a  RDI  of  400  ng  for  lactating 
women.  Given  that  the  current  U.S. 
RDA  is  400  ^g,  and  that  the  DS  Act 
compels  retaining  the  U.S.  RDA's  at  this 
time,  no  action  is  necessary.  However, 
the  issue  of  folate  allowances  for  women 
is  a  significant  one.  Specifically,  as 
discussed  in  a  companion  document 
entitled  "Final  Rule;  Health  Qaims: 
FoUc  Add  and  Neural  Tube  Defects" 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  is  concerned 
about  the  imcertainties  regarding  the 
folate  requirement  of  women  of 
childbenaring  age  and  is  planning  to 
implement  a  peer  review  of  several 
sdentific  issues  relating  to  folate  and  its 
benefits  for  U.S.  women.  In  this  review, 
the  agency  will  indude  an  evaluation  of 
the  appropriate  intake  level  for  folate  for 
women  of  childbearing  age. 

22.  Two  comments  suggested  that  an 
intake  based  on  a  range  of  6  to  10  mg/ 
kilogram  (kg)  body  weight  would  be 
appropriate  lor  maintenance  of  healthy 


magnesium  status.  Another  comment 
suggested  that  the  RDI  be  increased  to 
at  least  350  mg  as  compared  to  the 
proposed  value  of  300  mg. 

■Hie  10th  edition  of  the  NAS  RDA 
publication  (Ref.  26)  states  that  4.5  mg/ 
kg  is  the  upper  range  of  requirements 
determined  in  modem  balance  studies 
for  adults  of  both  sexes.  Therefore,  FDA 
cannot  agree  that  a  range  of  6  to  10  mg/ 
kg  is  supported.  The  level  of  4.5  mg/kg 
provides  the  basis  for  the  NAS  RDA's 
for  magnesium  which  range  from  120  to 
400  mg  for  persons  4  or  more  years  of 
age.  Given  that  dietary  magnesium 
deficiency  has  not  been  reported  in 
people  consuming  foods  conunonly 
available  and  has  oeen  induced 
experimentally  only  once  (Ref.  26),  the 
agency  beheves  that  this  level  is  more 
than  adequate  to  cover  the  needs  of 
virtually  all  population  groups. 

Moreover.  FDA  use  ofthe  population 
coverage  approach  in  establishing  the 
RDI  for  vitamins  and  minerals,  would 
result  in  an  RDI  for  magnesium  of  400 
mg,  and  thus  would  respond  to 
concerns  that  the  proposed  RDI  of  300 
mg  was  too  low.  However,  in 
accordance  with  the  DS  Act.  FDA  is  not 
acting  on  this  issue  at  this  time. 

23.  FDA  received  several  conunents 
expressing  concern  about  the  generally 
recognized  as  safe  (GRAS)  status  of 
selenium,  fluoride,  and  chromium. 
These  comments  centered  primarily 
around  issues  of  their  use  in 
supplements. 

Tne  use  of  selenium,  fluoride,  and 
chromium  compounds  in  dietary 
supplements  is  discussed  in  the 
Mandatory  Nutrition  Labeling  final  rule 
published  elsev^ere  hi  this  issue  of  the 
Federal  Register.  In  that  final  rule,  the 
agency  states  that  FDA  is  deferring 
resolution  of  the  status  of  selenium  and 
chromium.  However,  FDA  would  Uke  to 
reiterate  (as  stated  in  the  July  1990 
proposal,  55  FR  29476)  that  until  the 
GRAS  status  of  sources  of  these 
nutrients  is  resolved,  the  RDI's  for 
selenium,  fluoride,  and  chromium,  if 
established,  would  be  intended  to  be 
used  only  in  conjunction  with  a 
declaration  of  the  levels  of  these 
nutrients  that  are  naturally  present  in 
the  food  or,  in  the  case  of  fluoride,  that 
are  present  as  a  result  of  the  use  of  a 
fluoridated  water  supply  in  the 
processing  operation  (in  accordance 
with  21  CFR  250.203).  Any  direct 
addition  of  these  trace  minerals  to  a 
food  is  based  solely  on  the 
manufacturer's  judgment  that  the 
nutrient  sources  are  GRAS  and  is  not 
sanctioned  by  the  agency. 

However,  because  FDA  is,  for  the  time 
being,  retaining  the  label  reference 
values  in  current  5 101.9(c)(7)(iv),  there 
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are  no  label  reference  values  for 
selenium,  fluoride,  or  chromium.  FDA 
will  reach  a  final  decision  on  these 
issues  based  on  the  provisions  of  the  DS 

.  ct 

TV.  Label  Reference  Value  for  Protein 

24.  Two  comments  were  received 
concerning  the  inconsistency  between 
the  label  reference  value  for  protein 
(RDI)  and  the  label  reference  values  for 
fat  and  carbohydrate  (DRV's)  in  that  the 
total  caloric  contribution  of  the  three 
nutrients  does  not  sum  to  100  percent. 
One  comment  stated  that  the  proposed 
value  of  50  g  for  protein  is  too  low 
because,  based  on  a  2.350  calorie  diet 
(i.e.,  the  level  proposed  to  serve  as  the 
basis  for  certain  label  reference  values), 
the  proposed  50-g  level  of  protein 
would  provide  only  8.5  percent  of  the 
calories  in  a  daily  diet.  The  comment 
suggested  that  a  level  of  protein  that  is 
consistent  with  10  to  11  percent  of 
calories  from  protein  is  appropriate, 
along  with  levels  of  35  percent  of 
calories  ht>m  fat  and  55  percent  of 
calories  from  carbohydrate.  The  second 
comment  suggested  that  FDA  should 
resolve  the  discrepancy  between  the 
proposed  protein  RDI  (50  g)  and  the 
value  for  protein  that  would  be 
established  if  the  value  were  based  on 
the  percentage  of  calories  derived  &om 
protein.  The  comment  stated  that  10 
percent  of  calories  from  protein  is 
appropriate,  and  that  the  remaining  5 
percent  of  calories  that  results  after  30 
percent  of  calories  is  attributed  to  fat.  10 
percent  to  protein,  and  55  percent  to 
carbohydrate  should  be  added  to  the 
carbohydrate  caloric  contribution 
(specifically,  to  the  contribution  from 
complex  ci^bohydrates). 

FDA  has  not  traditionally  specified 
label  reference  values  for  calorie- 
providing  nutrients  other  than  protein 
(i.e..  no  label  reference  values  existed 
for  fat  or  carbohydrate).  Thus,  the 
agency  has  not  needed  to  consider 
issues  related  to  the  sum  of  caloric 
contributions  from  protein, 
carbohydrate,  and  bt,  specifically  that 
these  values  sum  to  100  percent. 
Furthermore,  recognized  authorities  on 
protein  allowances  provide  for  the 
allowance  based  on  the  amount  of 
protein  needed  per  kg  of  body  weight 
rather  than  on  the  basis  of  percent  of 
calories  (Refs.  2,  3,  and  26). 

However,  the  agency  agrees  that  with 
the  advent  of  label  reference  values  for 
fat  and  carbohydrate,  it  is  appropriate  to 
reconsider  the  approach  used  to  derive 
the  label  reference  value  for  protein.  In 
addition  to  providing  for  a  consistent 
and  interrelated  set  of  label  reference 
values  for  calorie-providing  nutrients, 


the  change  in  approach  will  focilitate 
consumer  education  eff'orts. 

Furthermore,  the  decision  to  use  the 
population  coverage  approach  (i.e., 
selecting  the  highest  NAS  RDA  value  for 
persons  4  or  more  years  of  age  excluding 
pregnant  or  lactating  females)  for 
establishing  label  reference  values  for 
essential  vitamins  and  minerals  (i.e., 
nutrients  with  NAS  RDA's)  must  also  be 
'evaluated  relative  to  its  appropriateness 
for  protein,  a  nutrient  for  which  an  NAS 
RDA  is  also  established.  This  is 
especially  important  given  the  caution 
expressed  in  Diet  and  Health  (Ref.  3) 
concemioA  excessive  protein  intake, 
particularly  from  animal  sources. 

While  FuA  received  many  comments 
that  suggested  that  FDA  retiun  to  the 
approach  of  selecting  the  highest  NAS 
RDA  value  to  serve  as  the  label 
refarence  value,  no  specific  comments 
were  received  suggesting  that  the 
proposed  label  reference  value  for 
protein  (50  g,  based  on  an  adjusted 
average  of  the  RDA's  for  protein)  was 
too  low  because  of  public  health 
concerns,  or  that  the  label  reference 
value  placed  certain  population  groups 
at-risk  for  low  protein  intakes. 
Therefore,  the  appropriateness  of  using 
the  population  coverage  approach  for 
protein  was  not  specifically  supported 
by  the  comments. 

FDA  therefore  concludes  that  there  is 
sufficient  support  to  establish  a  DRV  for 
protein  rather  than  a  RDI.  This  change 
to  a  DRV  is  necessary  because  the 
agency  is  no  longer  basing  the  label 
reference  value  tor  protein  on  the  RDA's 
for  protein.  RDI's  are  based  on  RDA's. 
Ratner.'like  the  Label  refiarence  values 
(i.e..  DRV's)  for  fat  and  carbohydrate, 
the  label  reference  value  for  protein  is 
based  on  percent  of  calories. 

Neither  the  NAS  RDA  publication 
(Ref.  26).  the  Surgeon  General's  Report 
(Ref.  2),  nor  Diet  and  Health  (Ref.  3) 
suggests  a  specific  level  of  total  daily 
calories  from  protein.  However,  current 
intake  of  total  dietary  protein  among 
Americans  is  estimated  to  be  about  11 
percent  of  calories  (Ref.  3)  and  generally 
exceeds  the  NAS  RDA  for  all  age  groups. 
Furthermore,  some  international 
guidelines  for  nutrient  intake 
recommend  that  protein  constitute  10  to 
12  percent  of  calories  (Ref.  3). 

Based  on  the  comments  that  suggested 
that  approximately  10  percent  of 
calories  from  protein  should  provide  the 
basis  for  establishing  a  label  reference 
value  for  this  nutrient.  FDA  concludes 
that  basing  the  DRV  for  protein  on  10 
percent  of  calories  is  reasonable.  The 
level  of  10  percent  of  calories  is 
consistent  with  the  NAS  RDA  in  that  the 
percent  of  calories  from  protein  that 
results  when  the  NAS  RDA  for  each  age/ 


sex  group  is  compared  with  the  caloric 
allowance  established  for  that  group 
ranges  from  5  to  11  percent  and  could 
be  rounded  to  10  percent. 

Thus.  FDA  advises  that  the  label 
reference  value  for  protein  for  adults 
and  children  4  or  more  years  of  age 
(excluding  pregnant  or  lactating 
females)  will  be  a  DRV  rather  than  a  RDI 
(proposed  as  §  101.9(c)(12)(i)  and 
redesignated  below  as  §  101.9(c)(9)).  and 
will  be  the  value  that  constitutes  10 
percent  of  the  calorie  level  to  be  used  as 
the  caloric  basis  for  the  DRV's.  As 
discussed  below,  this  calorie  level  is 
2,000  calories.  Therefore,  the  label 
reference  value  (DRV)  for  protein  will  be 
50  g  (i.e.,  10  percent  of  2,000  calories  - 
200  calories  from  protein:  because  1  g  of 
protein  furnishes  4  calories  (Ref.  26),  the 
result  is  50  g  of  protein). 

FDA  did  not  propose  DRV's  for 
infants,  children  less  than  4  years  of  age, 
pregnant  women,  and  lactating  women. 
Therefore,  for  these  groups  the  protein 
label  references  remain  as  RDI's 
(proposed  as  §  101.9(c)(ll)(iv)  and 
redesignated  below  as  §  101.9(c)(8)(iv)). 
To  be  consistent  with  the  population 
coverage  approach,  FDA  has  selected 
the  hi^est  NAS  RDA  for  protein  for 
infants  and  the  highest  NAS  RDA  for 
protein  for  lactating  females.  Only  one 
NAS  RDA  value  is  provided  for 
pregnant  women  and  for  children  less 
than  4  years  of  age,  thus  no  selection 
need  be  made.  However,  despite  the 
change  in  approach,  the  RDI's  for 
protein  are  the  same  as  those  proposed 
for  these  four  groups.  Therefore,  the 
label  reference  value  for  protein  will  be: 
(1)  A  DRV  of  50  g  for  adults  and 
children  4  or  more  years  of  age  and  (2) 
RDI's  of  14  g  for  infonts,  16  g  for 
children  less  than  4  years  of  age,  60  g 
for  pregnant  women,  and  65  g  for 
lactating  women.  . 

The  decision  to  establish  a  DRV  for 
protein  based  on  10  percent  of  calorie 
intalce  (so  that  DRV's  for  calorie- 
providing  nutrients  sum  to  100  percent 
of  calories)  requires  an  adjustment  in 
the  proposed  label  reference  value  for 
total  carbohydrate,  i.e.,  55  percent 
calories  from  carbohydrate.  The 
necessary  adjustment  is  discussed 
below. 

Also,  consistent  with  these  changes, 
additional  changes  are  necessary  in 
proposed  conforming  amendments.  FDA 
is  amending  §  101.3(e)(4)(ii)  (21  CFR 
101.3(e)(4)(ii))  by  not  only  removing  the 
term  "U.S.  RDA"  and  adding  in  its  place 
the  term  "RDI."  but  also  by  adding  the 
term  "DRV  of  protein."  FDA  is  alM> 
amending  §  104.20(c)(lJ  and  (d)(3)  to  list 
the  DRV  for  protein. 
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V.  DRY'S:  Label  Reference  Values  for 
Eight  Nutrients  without  NAS  RDA'S 

A.  Terminology 

25.  Two  comments  were  received  that 
expressed  concern  about  the  use  of  the 
word  "value"  in  the  term  DRV.  These 
comments  stated  that  the  word  "value" 
may  imply  a  goal  rather  than  a  reference 
level,  and  that  the  word  generally 
connotes  desirability. 

No  data  were  submitted  to  support  the 
suggestion  that  word  "value"  may 
mislead  consumers.'Furthermore,  FDA 
research  has  indicated  that  the  term  is 
generally  understood  by  consumers  as  a 
point  of  reference.  No  other  comments 
objected  to  the  term  on  these  grounds. 
FDA  finds  there  is  no  compelling  reason 
to  abandon  the  proposed  DRV 
terminology. 

D.  Scientific  Basis  for  DRV's 

26.  Several  comments  expressed 
concern  that  the  DRV's  were  based  on 
insufficient  or  conflicting  data,  or  that 
they  lack  sufficient  scientific 
justification. 

FDA  acknowledges  that  the  role  of 
nutrients  and  food  components  in 
reducing  the  risk  of  disease  is  in  an 
evolving  state.  However,  numerous 
dietary  reports  and  reviews  relating  to 
diet  and  health — particularly  on  the 
effect  of  diet  on  the  risk  of  developing 
certain  chronic  diseases — ^have  been 
published  within  the  last  decade.  These 
reports,  including  Diet  and  Health  (Ref. 
3),  the  Surgeon  General's  Report  on 
Nutrition  and  Health  (Ref.  2),  and 
Dietary  Guidelines  for  Americans  (Ref. 
5),  represent  a  sufficient  scientific 
consensus  that  justifies  the  agency's 
proceeding  with  the  establishment  of 
DRV's.  This  conclusion  is  supported  by 
the  Institute  of  Medicine  report  entitled 
"Nutrition  Labeling:  Issues  and 
Directions  for  the  1990s"  (Ref.  1).  which 
states  that  health  professionals  have 
achieved  a  consensus  on  the 
characteristics  of  foods  Americans 
should  choose  to  have  both  a  healthier 
diet  and  to  reduce  the  risk  factors  for 
chronic  diseases  and  conditions. 

Concerns  pertaining  to  the  possibility 
that  scientific  consensus  may  change  are 
not  unique  to  the  DRV's.  The  NAS 
RDA'S.  and  thus  the  RDI's.  are  also 
subject  to  change  and  can  be  affected  by 
shifts  in  scientific  consensus.  While  it 
can  be  argued  that  the  NAS  RDA's  are 
less  likely  to  change  because  they  have 
evolved  over  a  longer  period  of  time 
than  the  DRV's,  any  force  from  this 
argument  is  not  sufficient  to  preclude 
using  widely  recognized  and  accepted 
recommendations  to  establish  DRV's. 
This  action  is  important  given  current 
public  health  goals  and  the  clear  role 


that  the  food  label  can  play  in  achieving 
these  goals.  FDA  acknowledges  that  the 
scientific  knowledge  that  underlies  the 
DRV's  may  change  over  time,  and  so  the 
agency  intends  to  monitor  and  evaluate 
scientific  consensus  relative  to  existing 
DRV's  as  well  as  other  nutrients  known 
to  bear  on  to  the  diet/health 
relationship.  Furthermore,  the  petition 
process  provided  by  agency  regulations 
enhances  and  encourages  this  review. 
Accordingly,  FDA  is  adopting  the  DRV's 
as  proposed,  with  some  modifications. 

C.  Caloric  Basis  for  DRV's 

27.  While  several  comments 
supported  FDA's  proposal  to  use  2.350 
calories  as  the  basis  for  establishing 
certain  DRV's  that  are  based  on  daily 
caloric  intake,  most  comments  were 
opposed  to  the  proposed  value  because 
they  believed  that  it  is  too  high.  Many 
expressed  concern  that  the  resulting 
DRV's  for  total  fat  and  saturated  fat 
would  overstate  acceptable  intakes  for 
population  groups  that  habitually 
consume  less  than  2,350  calories.  Others 
were  concerned  that  the  calorie  level 
would  appear  too  high  and,  thus,  would' 
be  irrelevant  to  many  consumers.  A  few 
comments  suggested  that  the  level  of 
2,350  may  encourage  overconsumption 
of  calories,  especially  among  women. 

Many  comments  suggested  that  FDA 
use  2,000  calories  as  the  basis  for  the 
DRV's.  The  rationale  for  selecting. 2.000 
calories  as  opposed  to  other  lower 
values  varied,  but  reasons  given 
included  the  fact  that  it  is  consistent 
with  widely  used  food  plans,  it 
approximates  the  caloric  requirements 
for  postmenopausal  women  who  are  at- 
risk  for  excessive  intake  of  calories  and 
fat,  and  it  is  a  "rounded  down"  value 
for  2,350  calories.  These  comments  also 
pointed  out  that  2,000  calories  is  easier 
to  use  in  quick,  mental  calculations 
compared  to  other  calorie  levels  such  as 
1,900  or  2.350.  Therefore,  it  is  an  easier 
tool  for  education  purposes  and  is 
"consumer  friendly."  A  few  comments 
suggested  1,900  calories  be  used  as  the 
basis  because  it  reflects  the  caloric 
allowance  set  by  the  NAS  for  women  51 
or  more  years  of  age,  a  group  believed 
to  be  at-risk  for  excessive  calorie  and  fat 
intake. 

FDA  agrees  with  the  comments  that 
there  is  a  need  to  select  a  lower  calorie 
level  for  the  DRV's.  First,  FDA  agrees 
that  a  rounded  value  will  be  easier  for 
consumers  to  use  and  is  less  likely  to 
suggest  such  a  level  of  precision  that 
consumers  lose  sight  of  the  concept  of 
tailoring  recommendations  and 
reference  values  to  their  own  diets. 
Secondly,  the  use  of  a  lower  caloric 
value  is  consistent  with  the  population 
coverage  approach  to  be  used  for 


vitamins  and  minerals.  The  group  "at 
risk,"  in  this  case  the  group  most  often 
targeted  for  weight  control  (i.e..  older 
women),  is  covered  by  selecting  a  lower 
caloric  basis  for  the  DRV's.  one  that 
approximates  the  caloric  requirements 
of  such  women.  Given  the  support 
expressed  for  the  2,000  calorie  level  and 
how  well  it  fits  the  reasons  that  support 
making  this  change,  FDA  will  use  2.000 
calories  as  the  basis  for  DRV's  (proposed 
as  §  101.9(c)(12)(i),  redesignated  below 
as  §  101.9(c)(9)). 

Based  on  a  2.000  calorie  level,  the 
resulting  DRV's  being  incorporated  into 
§  101.9(c)(9)  are  listed  in  the  following 
table: 


Food  compo- 
nent 

UnMolmeas- 
uremeni 

DRV 

Total  lat 

a  

65 

Saturated  lat  .... 

Ct>olestorol 

Total  cart>o- 
hydrate. 

Dietary  fiber 

Sodium 

Potassium 

Protein  

do — 

«ng — - 

g •• 

do  ™ 

mg  

do  

g • - 

20 

300 

300 

25 

2.400 
3.500 
50 

As  stated  in  the  July  1990  proposal 
(55  FR  29476  at  29484),  revisions  of  the 
nutrition  labeling  regulations  in  §  101.9 
to  update  the  U.S.  RDA  values 
necessitate  that,  for  consistency,  FDA 
revise  several  other  regulations.  FDA 
proposed  to  revise  §  104.20(d)(3)  to 
include  the  statement  "The  food 
contains  all  of  the  following  nutrients 
per  100  calories  based  on  2,350-calorie 
total  intake  as  a  daily  standard"  and  by 
providing  a  proposed  table  that  listed 
the  amounts  of  nutrients  (per  100 
calories)  based  on  a  2,350  calorie  diet 
and  based  on  the  proposed  RDI  levels. 
FDA  has  recalculated  the  nutrient  levels 
in  §  104.20(d)(3)  to  reflect  the  RDI 
values  presented  in  this  final  rule  based 
on  a  2,000  calorie  diet  and  included  a 
statement  indicating  that  the  amounts  of 
nutrients  per  100  calories  are  based  on 
a  2,000  calorie  total  intake. 

28.  Several  comments  stated  that 
DRV's  should  be  established  in  a 
fashion  that  provides  for  a  different  set 
of  DRV's  for  different  caloric  intakes  or, 
alternatively,  that  provides  for  a  range  of 
values  such  as  a  minimum/maximum 
range.  These  comments  argued  that  the 
proposed  DRV's  are  too  simplistic  and 
would  encourage  overconsumption  of 
calories  and  fat.  especially  among 
women.  One  of  these  comments 
provided  an  extensive  rationale  for 
developing  three  sets  of  DRV's  based  on 
three  levels  ("benchmarks")  of  calorie 
intake. 

FDA  is  aware  of  the  problems 
associated  writh  providing  a  single  label 
reference  value  when  in  fact 


2218        Fedwal  Register  /  Vol  58.  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations 


recommended  Intakes  or  nutrient 
allowances  for  individiials  vary 
consider^ly.  The  concern  expressed  is 
somewhat  sinalogous  to  the  difficulties 
in  deriving  a  single  set  of  RDI's  based  on 
the  NAS  RDA's.  which  are  established 
for  different  sex/ame  groups. 

In  the  case  of  DRV's.  FDA  believes 
that  the  purposes  of  nutrition  labeling 
are  better  served  by  implementing  a 
single  value  to  serve  as  the  DRV  for  each 
nutrient  because  the  percent  DRV 
(expressed  as  Daily  Value)  will  be  a 
component  of  mandatory  nutrition 
labeling.  This  labeling  will  be  required 
on  virtually  all  foods  and.  therefore, 
space  considerations  are  significant.  At 
the  same  time,  if  consumers  are  to  use 
the  important  and  necessary 
information  provided  by  DRV's 
(expressed  as  Dally  Value),  the 
information  must  be  presented  in  a 
readable  format  and  in  a  manner  that 
does  not  overburden  or  overwhelm 
consumers.  The  agency  finds  that  a 
single  value  DRV  will  best 
accommodate  these  considerations  of 
space  and  readability.  In  the  companion 
document  that  specifies  the  final  rule 
for  Mandatory  Nutrition  Labeling.  FDA 
is  providing  for  a  statement  that  is  to  be 
added  to  the  label  advising  that  the 
particular  amount  of  certain  nutrients  a 
person  may  consume  will  vary 
depending  upon  calorie  requirements. 
This  information,  coupled  with 
tKlucation.  should  adequately  address 
the  concerns  raised  by  the  comments  by 
ensuring  that  consumers  will 
understand  that  diets  of  individuals  will 
not  necessarily  match  label  reference 
values. 

The  concerns  that  the  proposed  DRV's 
will  encourage  overconsumption  among 
women  is  addressed  by  FDA's  decision 
to  base  the  DRV's  on  a  caloric 
consumption  of  2.000  calories  rather 
than  2.350  calories.  The  2.000  calorie 
level  is  very  close  to  the  1.900  caloiiat^ 
recommended  ftw  women  51  or  more 
years  of  age. 

However,  the  requirement  that  a 
single  DRV  be  used  in  the  nutrition 
label  does  not  preclude  the  option  of 
manufacturers  voluntarily  adding  a 
listing  of  DRV's  for  other  calorie  intakes 
if  label  space  allows.  The  comments 
have  persuaded  FDA  that  this  voluntary 
declaration  could  be  useful  to 
consumers.  Therefore,  while  the  DRV's 
based  on  a  2.000  calorie  diet  constitute 
the  mandatory  component  of  the  listing 
(space  permitting),  producers  and 
retailers  may  voluntarily  add  a  listing  of 
DRV's  for  a  different  specified  calorie 
level  or  levels  than  those  provided  by 
§  101.9(c)(9).  Manufacturers  who  wish 
to  take  advantage  of  this  option  should 
(xilculate.  with  appropriate  rounding.  (1) 


fat  based  on  30  percent  of  calories.  (2) 
saturated  Cat  based  on  10  percent  of 
calories.  (3)  carbohydrate  cased  on  60 
percent  of  calories,  (4)  protein  based  on 
10  percent  of  calories,  and  (5)  fiber 
based  on  11.5  g  of  fiber  per  1.000 
calories.  These  calculations  reflect  those 
used  to  derive  the  DRV's  based  on  a 
2.000  calorie  diet.  As  an  example,  a 
manufacturer  could  voluntarily  list 
DRV's  for  a  1.500  calorie  diet  as  follows: 
50  g  fat.  15  g  saturated  fat,  225  g 
carbohydrate.  40  g  protein  and  20  g 
fiber;  or  for  a  2.500  calorie  diet:  80  g  fat. 
25  g  saturated  fat.  375  g  carbohydrate. 
60  g  protein,  and  30  g  fiber. 

D.  Units  of  Measurement  and  Rounding 
Procedures  for  DRV's 

29.  One  comment  disagreed  with 
FDA's  rounding  procedure  for  the  DRV's 
for  fot.  unsaturated  fat,  polyunsaturated 
fat.  and  carlwhydrate.  The  comment 
suggested  that  the  whole  numbers 
derived  before  rounding  should  be  used 
as  the  DRV.  For  instance.  30  percent  of 
calories  from  fot  (based  on  a  2.350 
calorie  diet)  results  in  78.3  g  of  fat.  The 
comment  argued  that  the  DRV  should  be 
a  value  rounded  to  78  g  instead  of  the 
proposed  75  g. 

FDA's  rounding  procedures  for  DRV's 
were  intended  to  provide  values  that  are 
■'consumer  friendly"  numbers  easily 
incorporated  into  educational  programs 
as  well  as  values  that  are  generally 
consi.stent  with  the  dietary 
recommendations.  The  possibility  that 
DRV's  could  be  listed  on  food  labels  as 
quantitative  amounts  instead  of  as 
percentage  values  led  the  agency  to 
conclude  that  rounding  to  numbers  such 
as  25  or  325  facilitated  consumer 
education  and  did  not  imply  more 
scientific  precision  than  is  justified 
given  the  evolving  state  of  dietary 
recommendations.  Furthermore,  several 
comments  urged  FDA  to  select  values 
that  are  easy  for  consumers  to  use  and 
that  do  not  suggest  precision  in 
determining  the  values.  Therefore,  the 
agency  believes  that  there  is  support  for 
the  rounding  approach  that  it  used  and 
agrees  that  consumers  will  find  numbers 
such  as  75  and  25  as  more  "friendly" 
and  easily  remembered  than  numbers 
such  as  78  and  26.  No  other  comments 
were  received  concerning  this  issue,  and 
therefore  FDA  finds  no  compelling 
reason  to  provide  alternative  rounding 
procedures. 

E.  DRV  for  Total  Fat 

30.  Several  comments  suggested  that 
the  use  of  30  percent  of  calories  from  fat 
is  inappropriate  as  the  basis  for 
developing  a  DRV  for  total  fat  Some 
comments  suggested  that  the  level  used 
should  be  25  percent  of  calories  from 


fat;  one  stated  that  20  percent  of  calories 
from  fat  should  be  used.  These 
comments  argued  that  the  established 
recommendation  is  a  maximum  level 
because  it  is  stated  as  30  percent  or  less 
of  calories  frt)m  fat  Therefore,  some 
level  below  this  maximum  should  be 
used.  On  the  other  hand,  one  comment 
recommended  that  FDA  use  35  percent 
of  calories  from  fat  The  concern 
expressed  in  this  comment  was  that 
levels  below  35  percent  of  calories  from 
fat  will  bias  diets  toward  vegetarianism. 

FDA  rejects  the  arguments  that  the 
DRV  should  be  based  on  a  criterion 
other  than  30  percent  of  calories  from 
fat.  As  described  in  the  preamble  to  the 
proposal,  the  major  available  consensus 
documents,  which  were  used  by  FDA  in 
developing  the  DRV,  consistently 
recommend  30  percent  of  calories  or 
less  from  fat  as  an  appropriate  intake, 
given  that  current  intake  approaches  40 
percent  of  calories  from  fat.  Thus,  a 
level  higher  than  30  percent  of  calories 
cannot  be  supported  because  the  widely 
supported  recommended  intake  is  no 
more  than  30  percent  of  calories  from 
fat.  The  comment  stating  that  intake 
levels  below  35  percent  of  calories  from 
fat  will  bias  diets  toward  vegetarianism 
did  not  provide  evidence  to  support  this 
statement  FDA  is  not  aware  of  any  data 
that  suggests  that  diets  at  or  below  30 
percent  of  calories  from  fat  preclude  the 
inclusion  of  animal  products. 

On  the  other  hand,  while  current 
consensus  reports  suggest  that  less  than 
30  percent  of  calories  from  fat  is 
achievable  and  may  be  desirable,  they 
fail  to  provide  specific  Quantitative 
recommendations  as  to  now  far  below 
30  percent  is  advisable.  In  fact,  no 
consensus  exists  on  the  appropriateness 
of  specific  intakes  of  less  than  30 
percent  of  calories  from  fat. 

However,  the  agency  is  aware  of  the 
desirability  of  alerting  consumers  to  the 
direction  of  the  DRV  tor  total  fat  in  that 
it  is  helpful  for  consumers  to  know  that 
intakes  of  30  percent  of  calories  or  less 
is  the  goal.  Thus,  FDA  is  providing  that 
the  listing  of  the  DRV  for  total  fat  on  the 
nutrition  label  include  the  words  "less 
than."  as  described  in  the  Mandatory 
Nutrition  Labeling  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

31.  Many  comments  suggested  that 
the  DRV  for  total  fat  should  be  lower 
than  the  proposed  value  of  75  g. 

FDA  agrees  with  these  comments. 
With  the  change  to  a  2.000  calorie  basis 
for  DRV's,  the  DRV  for  total  fat  will  be 
65  g.  The  level  was  derived  by 
calculating  30  percent  of  2,000  calories 
and  dividing  by  9  which  is  the  number 
of  calories  per  g  of  fat.  The  calculated 
value  is  66.7  g  of  fat.  FDA  rounded  this 
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amount  down  to  65  g  because,  given 
that  the  current  recommendation  for 
total  fat  intake  is  30  percent  of  calories 
or  less,  it  is  more  appropriate  to  round 
dowrn  than  to  round  up.  Furthermore,  as 
explained  above,  many  comments  have 
encouraged  the  agency  to  select  label 
reference  values  that  are  easier  for 
consumers  to  work  with  and  recall,  for 
instance  65  g  of  fat  rather  than  66  g. 

F:  DRV  for  Saturated  Fat 

32.  Several  comments  suggested  that 
because  the  proposed  calorie  basis 
(2,350  calories)  is  greater  than  the 
allowance  for  many  persons,  the 
proposed  DRV  for  saturated  fat  (25  g)  is 
too  high. 

FDA  agrees  with  these  comments. 
With  the  change  in  the  basis  for  DRVs 
to  2.000  calories,  and  using  the 
recommended  intake  of  less  than  10 
percent  of  calories  from  saturated  fat, 
the  DRV  for  saturated  fat  is  20  g.  The 
actual  amount  calculated  using  10 
percent  of  2.000  calories  is  22.2  g. 
However,  because  the  current  dietary 
recommendation  specifies  less  than  10 
percent  of  calories  from  saturated  fat 
and  for  other  reasons  discussed  above, 
FDA  rounded  this  value  dowm  to  20  g. 

33.  One  comment  referenced  Diet  and 
Health  (Ref.  3)  which  states  that  a 
saturated  fat  intake  that  is  7  to  8  percent 
of  calories  or  lower  would  confer  greater 
health  benefits  than  the 
recommendation  for  less  than  10 
percent  of  calories.  The  comment 
suggested  that  FDA  use  7  percent  of 
calories  from  saturated  fat  as  the  basis 
for  the  DRV. 

While  the  report  cited  does  include  an 
advisory  statement  as  to  the  possibility 
of  increased  benefits  with  lower  intakes, 
the  committee  responsible  for  Diet  and 
Health  specifically  recommended  less 
than  10  percent  of  calories  from 
saturated  fat.  This  recommendation  was 
based  not  only  on  issues  of  health 
benefits  but  also  on  considerations  of 
realistic  diet  modifications  among 
American  consumers.  FDA  believes  that 
this  approach  is  both  prudent  and 
practical.  No  other  comment  suggested 
the  level  of  7  percent  of  calories  from 
saturated  fat  as  the  basis  for  the  DRV. 
The  agency,  therefore,  used  10  percent 
of  calories  from  saturated  fat  with  a 
rounding  dovra  procedure  as  described 
above  in  deriving  the  DRV  for  saturated 
fat. 

G.  DRV  for  Unsaturated  Fat 

FDA's  mtent  in  developing  a  DRV  tor 
unsaturated  fat  was  to  comolete  the  set 
of  label  reference  values  for  fat.  The 
DRVs  for  fat  and  satiuated  fat  reflect 
current  recommendations  to  limit  total 
fat  intake  to  30  percent  of  calories  and 


saturated  fat  intake  to  less  than  10 
percent  of  calories.  To  account  for  the 
component  of  total  fat  that  remains, 
FDA  derived  the  DRV  for  imsaturated 
fat  by  calculating  20  percent  of  calories 
and  dividing  by  9.  The  agency  arrived 
at  the  factor  of  20  percent  by  subtracting 
the  10  percent  of  calories  from  saturated 
fats  from  the  30  percent  of  calories  for 
total  fat. 

However,  as  discussed  in  the 
Mandatory  Nutrition  Labeling  final  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  comments  have 
convinced  the  agency  that  the  listing  of 
unsaturated  fat  on  the  food  label  is 
potentially  confusing  to  consumers  and 
could  result  in  consumer  deception.  As 
discussed  in  that  companion  document, 
comments  stated  that  the  listing  was  not 
useful,  that  it  offered  no  additional 
information  that  could  not  be  obtained 
by  subtracting  the  saturated  fat  content 
from  total  fat,  and  that  it  obscures  the 
presence  of  essential  fatty  acids. 

Moreover,  other  comments 
persuasively  argued  that  the  term 
"unsaturated  fat"  is  misleading  because 
it  suggests  that  all  unsaturated  fats  are 
synonymous  by  including  both  cis  and 
trans  isomers  and  poly-  and 
monounsaturated  tats  together.  Based  on 
these  comments,  FDA  decided  not  to 
include  a  listing  of  unsaturated  fat  in 
nutrition  labeling.  Therefore,  FDA  finds 
that  there  is  no  need  for  a  label 
reference  value  for  unsaturated  fat  and, 
accordingly,  has  deleted  the  proposed 
DRV  for  it  in  this  final  rule, 

34.  One  comment  requested  that  FDA 
eliminate  the  proposed  DRV  for 
unsaturated  fat  and  replace  it  with  a 
DRV  for  polyunsaturated  fat  with  a 
value  of  25  g.  The  comment  argued  that 
this  approach  was  supported  by 
evidence  that:  (1)  Polyxmsaturated  fats 
lower  serum  cholesterol.  (2)  current 
dietary  recommendations  are  to 
maintain  or  modestly  increase 
polyunsaturated  fat  intake,  (3)  low 
polyxmsaturated  fat  intake  is  linked  to 
increased  risk  of  coronary  heart  disease, 
(4)  consumere  are  familiar  with 

E)oly\msaturated  fat  declarations  on 
abels,  and  (5]  declarations  of 
unsaturated  fat  will  clutter  a  nutrition 
label  and  do  not  provide  useful 
information. 

While  FDA  has  been  persuaded  to 
eliminate  the  DRV  for  unsaturated  fat, 
FDA  does  not  agree  that  the 
establishment  of  a  DRV  for 
polyunsaturated  fat  of  25  g  is 
appropriate.  As  stated  in  the  Mandatory 
Nutrition  Labeling  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  not  persuaded  that 
there  is  a  need  to  require  the  inclusion 
of  polyunsaturated  fats  on  the  nutrition 


label.  As  discussed,  these  fatty  adds  do 
not  meet  the  agency's  criteria  set  forth 
in  the  proposal  to  the  final  rule  (55  FR 
29487  at  29493)  that  the  nutrient  be  of 
particular  public  health  significance  and 
that  quantitative  intake 
recommendations  be  given  in  major 
scientific  consensus  reports. 

Nonetheless,  given  cons\imer  interest 
in  polyunsaturated  fats,  FDA  is  allowing 
manufacturers  to  voluntarily  list  the 
amounts  of  polyunsaturated  fats  on  the 
nutrition  label.  This  provision  is  . 
discussed  in  detail  in  the  Mandatory 
Nutrition  Labeling  final  rule,  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  Also,  the  agency  acknowledges 
that  Diet  and  Health  (Ref.  3)  has 
recommended  that  total 
polyunsaturated  fet  intake  be 
maintained  at  7  percent  of  calories  and 
not  exceed  10  percent  of  calories.  This 
guideline  translates  into  a 
recommended  level  of  intake  of 
approximately  16  g  of  total 
polyimsaturated  fat.  which  should  not 
exceed  22  g,  based  on  the  criterion  of  a 
2,000  calorie  diet. 

However,  FDA's  definition  for 
polyunsaturated  fat  includes  only  the 
ds  isomers  of  the  polyunsatxirated  fatty 
acids,  as  described  in  the  Mandatory 
Nutrition  Labeling  final  rule.  Thus, 
voluntary  label  declarations  for 
polyunsaturated  fat  exclude  trans 
isomers.  As  discussed  in  the  Mandatory 
Nutrition  Labeling  proposed  rule  (55  FR 
29487  at  29496),  FDA  believes  that  the 
limited  definition  is  appropriate 
because  dedarations  concerning 
polyunsaturated  fats  are  at  a  level  of 
spedficity  associated  with  targeted  diet 
and  health  relationships. 

Therefore,  while  label  declarations 
include  only  the  cis  isomers,  the 
available  recommendation  for 
polyunsaturated  fat  intake  is  based  on 
total  polyunsaturated  fat  intake.  There 
are  no  quantitative  recommendations  for 
polyunsaturated  fat  intake  that 
distinguish  between  the  recommended 
intake  of  ds  isomers  and  trans  isomers 
of  polyunsaturated  fat.  FDA  concludes 
that  a  DRV  based  on  recommendations 
pertaining  to  total  polyunsaturated  fat 
would  be  inappropriate  when  label 
declarations  are  to  be  based  on  only  a 
component  of  the  total  polyunsatiuated 
fat.  Declarations  when  compared  to  the 
DRV  would  be  misleading.  Thus,  the 
agency  has  not  established  a  DRV  for 
polyxmsaturated  fat. 

35.  One  comment  stated  that  the 
proposed  DRV  for  unsaturated  fat  (50  gj 
was  too  high  because  current  guidelines 
suggest  that  saturated  and 
polyunsaturated  fat  should  be  up  to  10 
percent  of  calories,  and  that  the  rest  of 
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the  caloric  contribution  should  come 
from  monoiuisaturated  fats. 

The  comment  does  not  reference  the 
source  for  the  guideline  that  it 
discusses,  and  FDA  is  unaware  of  such 
a  guideline.  FDA  does  not  agree  that  the 
current  consensus  reports  suggest  that 
20  percent  of  calories  should  come  from 
monounsaturated  fats,  and  that  the 
remaining  caloric  contribution  of  10 
percent  of  calories  should  be  attributed 
to  all  other  fats.  Rather,  as  discussed  in 
Diet  and  Health  (Ref.  3).  the  current 
general  recommendations  are  that 
polyunsaturated  fat  not  exceed  10 
percent  of  total  calories,  and  that 
saturated  fat  be  less  than  10  percent  of 
total  calories.  No  specific 
recommendations  for  monounsaturated 
fat  are  provided  in  the  major  consensus 
reports  ciurently  available  to  the 
agency. 

36.  One  comment  stated  that  it  is  not 
appropriate  to  recommend  20  percent  of 
calories  from  unsaturated  fat  without 
also  stating  that  linoieate  is  an  essential 
fatty  acid  and  as  such  should  comprise 
at  least  3  percent,  and  periiaps  as  much 
as  7  percent,  of  calories  in  line  with  the 
current  average  intake  in  the  United 
States. 

The  agency's  decision  to  eliminate  the 
DRV  for  unsatiuated  fat  responds  to  the 
essential  concern  of  this  comment,  that 
declarations  concerning  levels  of 
unsaturated  fat  could  be  misleading 
without  further  information.  As  stated 
earlier,  no  DRV  for  unsaturated  fat  %vill 
be  established,  and  thus  the  issue 
concerning  the  linoieate  component  of 
the  DRV  need  not  be  addressed. 

H.  DRV  for  Cholesterol 

37.  One  comment  suggested  that 
many  experts  agree  that  a  single  number 
for  recommended  cholesterol  intake 
cannot  be  supported  and  requested  that 
FDA  eliminate  this  DRV.  The  comment 
also  suggested  th»t  if  the  DRV  is  to  be 
retained,  the  DRV  for  cholesterol  should 
be  expressed  as  a  range.  However,  the 
comment  did  not  specify  an  appropriate 
range.  One  comment  stated  that  the  DRV 
for  cholesterol  was  inappropriate 
because  Canadian  nutrition 
recommendations  do  not  provide 
quantitative  advice  on  cholesterol 
intake. 

FDA  cannot  agree  that  a  DRV  for 
cholesterol  is  unnecessary,  or  that  many 
experts  do  not  support  a  single  overall 
recommended  intake  for  cholesterol. 
Major  public  health  initiatives  in  the 
bnited  States  have  cited  the  need  to 
limit  cholesterol  intake,  and 
quantitative  recommendations  for 
cholesterol  intake  have  evolved  over  a 
long  period  of  time.  Recently,  the  report 
oi  the  Expert  Panel  on  Population 


Strategies  for  Blood  Cholesterol 
Reduction.  National  Cholesterol 
Education  Program  (Ref.  41)  stated  that 
it  is  important  for  Americans  to  change 
their  eating  patterns  to  reduce  the 
average  intakes  of  dietary  cholesterol. 

As  documented  in  Diet  and  Health 
(Ref.  3).  there  are  a  number  of  sources 
of  recommendations  concerning 
cholesterol  intake,  and  the  most  widely 
used  recommendation  is  to  limit  intake 
to  300  mg  or  less/day.  The  American 
Heart  Association  has  recently  re- 
reviewed  this  issue  and  recommended 
that  cholesterol  intake  should  be  less 
than  300  mg/day  (Ref.  42).  Furthermore, 
a  review  of  a  summary  table  in  Diet  and 
Health  (Ref.  3)  reveals  only  one  U.S. 
recommendation  that  provides  a  range 
for  cholesterol.  The  range  is  250  to  300 
mg/day  prescribed  for  a  high-risk 
population  rather  than  for  the  general 
public.  Therefore,  FDA  does  not  agree 
that  the  DRV  for  cholesterol  is 
unnecessary  or  inappropriate,  nor  that  it 
should  be  expressed  as  a  range.  The 
agency  is  retaining  the  DRV  for 
cholesterol  at  300  mg  (proposed  as 
§  101.9(c)(12)(i)  and  redesignated  below 
asS  101.9(c)(9)). 

38.  One  comment  recommended  that 
the  DRV  for  cholesterol  be  eliminated 
because  the  300  mg  level  may  encourage 
women  and  children,  whose  mean 
intakes  as  indicated  by  national  siweys 
are  below  300  mg,  to  increase  their 
intakes. 

FDA  cannot  agree  that  the  DRV  of  300 
mg  for  cholesterol  will  encourage 
women  and  children  to  increase 
consumption  of  cholesterol.  The  major 
consensus  reports,  upon  which  the  DRV 
is  based,  have  considered  the  intake  of 
cholesterol  relative  to  women  and 
children  and  have  found  no  evidence 
that  establishing  a  recommendation  at 
approximately  300  mg/day  will  cause 
risk  for  these  groups,  which  constitute 
a  large  percentage  of  the  target 
population  (Refs.  2  and  3). 

More  importantly,  the  lower  calorie 
intakes  among  these  population  groups 
will  likely  result  in  lower  intakes  of 
cholesterol  by  these  persons.  Given 
current  widespread  and  highly  visible 
education  programs,  it  is  very  unlikely 
that  individuals  will  attempt  to  increase 
cholesterol  intake  to  match  a  label 
reference  value  for  a  nutrient  that  is  so 
generally  known  as  one  to  be  limited  in 
the  diet.  Furthermore,  as  discussed  in 
the  Mandatory  Nutrition  Labeling  final 
rule  published  elsewhere  in  this  issue  of 
the  Federal  Register,  the  DRV  for 
cholesterol  will  be  stated  as  less  than 
300  mg,  thus  providing  nutrition 
information  in  a  way  that  will  further 
discourage  any  increase  intake. 


39.  One  comment  referenced  a 
statement  in  Diet  and  Health  (Ref.  3) 
that  reductions  beyond  300  mg/day  of 
cholesterol  intake,  for  example  to  levels 
of  250  or  200  mg/day,  may  also  confer 
health  benefits.  The  comment  suggested 
that  the  300  mg  level  was  based  not  only 
on  issues  of  public  health  but  on  the 
feasibility  of  achieving  lower  intakes 
given  current  consimiption  patterns, 
which,  in  turn,  was  based  largely  on 
anecdotal  evidence  and  personal 
opinion. 

While  the  report  cited  does  include  a 
statement  as  to  the  possibility  of 
increased  benefits  with  lower  intakes  of 
cholesterol,  the  committee  responsible 
for  the  report  specifically  recommended 
a  level  of  300  mg/day.  This 
recommendation  was  based  not  only  on 
issues  of  hecdth  benefits  but  also  on 
considerations  of  redfltic  diet 
modifications  among  American 
consumers.  The  comment  does  not  cite 
specifically  in  what  way  this 
recommendation  is  based  on  anecdotal 
evidence  or  personal  opinion,  and  the 
agency  is  unaware  of  any  evidence  to 
support  this  claim.  FDA  believes  that 
the  DRV  of  300  mg  for  cholesterol  is 
both  prudent  and  practical,  and  is 
consistent  with  current  dietary 
recommendations.  No  other  comment 
suggested  a  lower  level  of  cholesterol  for 
the  DRV.  The  agency  will  therefore 
retain  the  DRV  of  300  mg.  However,  as 
with  other  nutrients.  FDA  will  continue 
to  monitor  consensus  reports  and 
scientific  evidence  conceriiing  the 
appropriateness  of  this  DRV. 

/.  DRVsfor  Total  Carbohydrate. 
Complex  Carbohydrates,  and  Sugars 

In  the  July  1990  proposal  (55  FR 
29476)  and  again  in  the  supplementary 
proposal  (56  FR  60366).  FDA  proposed 
a  level  of  325  g  to  serve  as  the  DRV  for 
total  carbohydrate.  This  quantity  was 
based  on  recommendations  provided  by 
major  consensus  reports,  and 
specifically  on  the  quantitative 
recommendation  fit)m  Diet  and  Health 
(Ref.  3)  that  carbohydrate  intake  be  55 
percent  or  more  of  calories.  The  amount, 
325  g,  reflects  55  percent  of  2,350 
calories,  the  caloric  level  proposed  to 
serve  as  the  basis  for  the  DRV's. 

40.  One  comment  expressed  concern  - 
that  the  proposed  DRV  for  carbohydrate 
exceeds  levels  that  should  be  consumed 
by  many  in  the  population  and  is  not 
based  on  a  scientific  consensus.  The 
comment  suggested  that  the  DRV  for 
carbohydrate  be  eliminated. 

FDA  disagrees  with  this  comment 
The  vast  majority  of  comments  that  FDA 
received  support  the  appropriateness  of 
estabUshing  DRV's  as  well  as  the 
validity  of  the  scimtific  documents 
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upon  which  they  (including  the  DRV  for 
carbohydrate)  are  based.  A  DRV  for  total 
carbohydrate  is  necessary  to  assist 
oonsumers  in  understanding  the 
significance  of  the  level  of  that  nutrient 
in  a  food  within  the  context  of  an 
overall  total  daily  diet.  Thus, 
establishing  a  DRV  for  total 
carbohydrate  is  consistent  with  section 
2(b)(1)(A)  of  the  1990  amendments. 
Additionally,  several  comments  stated 
that  it  would  be  desirable  to  account  for 
100  percent  of  caloric  intake  in  the 
DRV'g  for  fat,  protein,  and  carbohydrate 
(i.e.,  the  energy-providing  nutrients). 
Therefore,  FDA  concludes  that  a  DRV 
for  carbohydrate  is  appropriate. 

41.  A  few  comments  requested  that 
FDA  establish  a  DRV  for  complex 
carbohydrate.  One  comment  suggested 
that  FDA  establish  such  a  DRV  because 
it  could  he  used  in  nutrition  education 
efforts  to  help  consumers  put  the  dietary 
recommendations  regarding  increased 
carbohydrate  intake  into  perspective. 
This  comment  provided  a  rationale 
based  on  the  assumption  that  the 
current  dietary  recommendation  to 
Increase  consumption  of  complex 
carbohydrates  is  meant  to  provide  a 
caloric  source  to  replace  the  decreese  in 
caloric  intake  that  will  resuh  &x)m 
following  the  recommendation  to 
decrease  fat  in  the  diet.  On  this  basis,  a 
DRV  for  complex  carbohydrate  derived 
from  35  percent  of  calories  was 
suggested.  Another  comment  suggested 
that  a  DRV  based  on  40  percent  of 
calories  is  appropriate  (assuming  that  10 
percent  of  calories  Is  attributed  to 
naturally-occurring  sugars  and  10 
percent  to  added  sugars,  for  a  total 
carbohydrate  DRV  of  60  percent  of 
calories).  The  third  comment  suggested 
that  a  DRV  for  total  carbohydrate  in  the 
absence  of  DRVs  for  complex 
carbohydrates  and  simple  sugars  is 
inappropriate.  One  comment  suggested  . 
eliminating  the  DRV  for  total 
carbohydrate  and  replacing  it  with  a 
DRV  for  complex  carbohydrate. 
FDA  agrees  that  recent  dietary 
recommendations  have  included 
suggestions  that  persons  increase  their 
intake  of  complex  carbohydrates. 
However,  FDA  does  not  agree  that  there 
is  scientific  agreement  on  a  specific 
recomnwnded  intake  of  complex 
carbohydrates,  particularly  a  level  of 
agreement  that  will  support  establishing 
a  DRV.  To  date,  major  consensus  reports 
and  dietary  recommendations  have 
provided  only  qualitative 
recommendations  for  intake  of  complex 
carbohydrates.  No  quantitative 
recommendations  exist.  While  the 
calculations  that  accompany  the 
suggestion  of  35  percent  of  calories  from 
complex  carbohydrate  are  well  thought 


out.  they  are  not  at  this  time  supported 
by  other  sources.  The  ahemative 
suggestion  of  40  percent  of  caksries  from 
complex  carbohydrate  is  based  on  a 
calculation  by  difference  that  assumes 
that  20  percent  of  calories  from 
naturally  occurring  and  added  sugars  is 
justified.  Again,  FDA  finds  no  basis  in 
the  consensus  reports  upon  whidi  to 
agree. 

Moreover,  as  discussed  in  the 
Mandatory  Nutrition  Labeling  final  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  chemical 
definition  for  complex  carbohydrate 
remains  prtjjiematic  A  DRV  for 
complex  carbohydrate  would  be 
inappropriata  in  the  absence  of  an 
acceptable  chemical  definition  for 
complex  carbohydrate  because  the 
agency  does  know  which  chemical 
entities  should  be  reflected  in  the 
complex  carbohydrate  DRV,  and 
because  the  agency  would  be  unable  to 
measure  complex  carbohydrate  to 
determine  whether  a  level  listed  as 
present  in  a  food  is  correct.  FDA 
acknowledges  that  recommendations 
concerning  complex  carbohydrate 
intake  as  well  as  the  analytical 
methodologies  for  this  food  component 
are  in  an  evolving  state.  Therefore,  the 
agency  will  continue  to  monitor 
scientific  evidence  relative  to  the 
appropriateness  of  establishing  a  DRV 
for  this  food  component. 

42.  One  comment  from  a  consumer 
advocacy  group  suggested  that  a  DRV 
for  added  sugars  and  a  DRV  for 
naturally-occurring  sugars  be 
developed.  The  comment  stated  that 
DRVs  in  general  do  not  describe  ideal 
diets  and  do  not  reflect  absolute 
scientific  knowledge  but  are  instead 
estimates  based  on  the  best  knowledge 
available.  The  comment  suggested  that 
because  sugars  intake  is  a  major  public 
health  concern,  it  is  appropriate  for  FDA 
to  establish  a  DRV  for  sugars  despite  the 
fact  that  neither  the  Surgeon  General's 
Report  (Ref.  2)  nor  Diet  and  Health  (Ref. 
3)  present  quantitative 
recommendations  on  sugars  intake.  The 
comment  suggested  that  a  DRV  of 
approximately  50  g  be  estabUshed  for 
added  sugars.  The  comment  said  that 
this  level  was  derived  from  a  FDA 
report  (Ref.  43)  that  estimated  that,  on 
average,  53  g  of  added  sugars  are 
consumed  per  person  per  day.  The 
comment  asserted  that  FDA 
underestimated  added  sugars  intake  by 
one  half  (although  it  did  not  provide 
evidence  to  support  this  claim)  and  thus 
said  that  50  g  would  be  an  appropriate 
level.  The  comment  also  suggested  that 
the  DRV  for  naturally-occurring  sugars 
should  be  50  g.  also  based  on  the  FDA 
report  rxjnceming  average  consumption/ 


day.  The  comment  again  suggested  that 
this  estimate  is  too  low  by  half. 
Another  comment  concerning 
complex  carbohydrates  staled  that  a 
DRV  for  complex  carbohydrate  should 
be  based  on  35  percent  of  calories  from 
carbohydrate,  and  implied  that  20 
percent  of  calories  should  be  attributed 
to  sugars. 

In  reviewing  these  comments.  FDA 
considered  the  report  from  the  World 
Health  Organization  (WHO)  entitled 
"Diet,  Nutrition  and  the  Prevention  of 
Chronic  Diseases"  (Ref.  44).  The  agency 
recognizes  that  the  recommendation  in 
the  WHO  report  that  consumption  of 
refined  sugars  be  limited  to  10  per^nt 
of  calories  is  not  inconsistent  with  the 
comment  that  recommended  that  a  DRV 
for  added  sugars  be  established  at  50  g, 
because,  with  the  agency's  use  of  2,000 
calories  as  the  basis  for  the  DRVs,  50  g 
of  sugars  would  constitute  10  percent  of 
calories.  Furthermore,  the  agency  stated 
in  its  proposals  (47  FR  53917,  November 
30, 1982  and  47  FR  53923,  November 
30, 1982)  to  affirm  that  sucrose,  com 
sugar,  com  syrup,  and  invert  sugar  are 
GRAS.  that  it  would  monitor  average 
dietary  consumption  of  these 
ingredients  and  would  reevaluate  the 
safety  of  their  use  if  total  dietary 
consumption  were  to  increase 
significantly.  The  agency  concluded  in 
those  docimnents  that  there  could  be 
safety  concerns  if  intake  of  these 
ingredients  increased  significantly  over 
the  current  levels  (approximately  50  g). 
FDA  acknowledges  that  there  is  some 
support  for  limiting  the  intake  of  added 
sugars  to  current  intakes  of  about  50  g 
or  10  percent  of  calories.  However,  the 
agency  has  concluded  that  this  support 
does  not  furnish  a  sufficient  basis  for 
establishing  a  DRV  for  added  sugars. 
First,  DRVs  are  established  for  nutrients 
of  public  health  concern.  As  such,  a 
rational  basis  for  a  DRV  must  in  some 
way  link  particular,  if  not  specific, 
levels  of  intake  with  adverse  or  positive 
health  outcomes.  Other  than  dental 
caries — the  incidence  of  which  has  been 
declining  considerably  among  the 
American  population  (Ref.  43) — no 
public  health  concerns  are  articulated 
by  the  comment  or  in  the  relevant 
reports.  Further,  in  a  special  review 
conducted  by  the  agency  in  the  mid- 
1980 's,  FDA  concluded  that  other  than 
the  contribution  to  dental  caries,  there 
is  no  conclusive  evidence  that 
demonstrates  that  sugars  intake  frotn 
any  source  is  associated  with  chronic 
disease  conditions  (Ref.  43).  The  report 
also  states  that  the  development  of 
dental  caries  occurs  whether  a  sugar  is 
added  or  naturally  occurring,  and  that 
caries  development  is  associated  with 
the  nature  and  texture  of  the  food 
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consumed,  not  just  the  total  amount  of 
sugcirs  present  in  the  food.  Therefore,  a 
specific  level  of  intake  that  causes  risk 
cannot  be  identified. 

Secondly,  as  discussed  in  more  detail 
in  the  Mandatory  Nutrition  Labeling 
final  rule  publi^ed  elsewhere  in  this 
issue  of  the  Federal  Register,  there  is 
currently  no  analytical  methodology 
that  would  allow  the  agency  to 
distinguish  between  sugars  that  are 
added  to  a  food  and  those  that  are 
naturally  occurring.  Therefore.  FDA 
would  be  unable  to  evaluate  the 
accuracy  of  claims  about  the  levels  of 
added  sugars  in  foods.  FDA  discussed 
this  consideration  earlier  in  its  final  rule 
on  the  GRAS  status  of  certain  sugars  (S3 
FR  44863.  November  7.  1988).  The 
agency  concluded  that  it  would  be 
impractical  to  enforce  limitations  on  the 
use  of  these  ingredients  in  foods. 

Moreover,  in  the  absence  of  analytical 
capabilities  to  distinguish  between 
added  sugars  and  naturally-occurring 
sugars.  FDA  does  not  believe  that  it 
would  be  appropriate  to  establish  a  DRV 
for  total  sugars.  There  is  no  consensus 
concerning  the  specific  proportions  of 
total  carbohydrate  that  should  be 
attributed  to  total  sugars  and  to  complex 
carbohydrate.  Moreover,  a  DRV  for  total 
sugars  could  be  inconsistent  with 
dietary  guidelines  that  encourage  the 
consumption  of  certain  foods,  such  as 
fruits  and  dairy  products,  that  contain 
naturally-occurring  sugars,  sometimes  at 
high  levels.  FDA,  therefore,  concludes 
that  DRV's  for  added  sugars,  naturally- 
occurring  sugars,  and  total  sugars 
cannot  be  supported. 

This  conclusion,  however,  does  not 
mean  that  FDA  supports  unlimited 
intake  of  sugars  or  sugar-rich  foods  that 
contain  few  nutrients  except  calories. 
Rather.  FDA  analyses  of  food 
consumption  data  (Ref.  45)  suggest  that 
certain  groups  in  the  population  would 
benefit  from  educational  efforts  to  help 
them  assess  the  amount  of  sugars 
present  in  foods  in  relation  to  the 
amounts  of  other  nutrients  contained  in 
the  food.  Given  this  need,  as  well  as 
consumer  interest  in  levels  of  sugars  in 
food.  FDA  has  made  provision  in  the 
Mandatory  Nutrition  Labeling  final  rule, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  for  declarations  in  the 
nutrition  label  concerning  the  amount  of 
total  sugars  present  in  the  food.  With 
educational  aborts,  consumers  will  be 
able  to  use  the  nutrition  label  to 
differentiate  between  sugars-containing 
foods  with  high  versus  low  nutrient 
values. 


/.  Adjustment  in  DRV  for  Caihohydmte 
Resulting  from  Change  in  Label 
Reference  Value  for  Protein 

As  discussed  earlier,  the  agency  has 
decided  to  use  a  caloric  basis  for  the 
DRV's  of  2.000  calories  instead  of  2,350 
calories  and  to  establish  a  DRV  for 
protein  based  on  10  percent  of  calories. 
These  changes  from  the  proposed 
approach  have  necessitated  an 
adjustment  in  the  DRV  for  total 
carbohydrate. 

Based  on  comments,  particularly  as 
discussed  above  in  comment  24,  FDA  is 
establishing  a  DRV  for  protein  rather 
than  an  RDI.  The  DRV  value  reflects  10 
percent  of  calories  from  protein,  based 
on  a  2.000  calorie  diet.  FDA  proposed 
to  base  the  DRV's  for  fat  and 
carbohydrate  on  their  percent 
contribution  to  total  calories,  30  percent 
and  55  percent,  respectively.  If  protein 
is  to  contribute  10  percent  of  calories, 
then  it  is  necessary  to  account  for  the 
remaining  5  percent  of  calories  using 
the  contribution  from  fat  or  from 
carbohydrate.  Given  the  current 
established  recommendation  that 
persons  consume  30  percent  or  less  of 
calories  ft-om  fat  (Refs.  2  and  3).  FDA 
does  not  believe  it  would  be  appropriate 
to  add  the  remaining  5  percent  of 
calories  tp  the  contribution  fi-om  fat. 

Guided  by  a  comment  submitted  to 
this  docket,  discussed  above  in 
comment  41.  as  well  as  by  the  fact  that 
Diet  and  Health  recommends  that  55 
percent  or  more  of  calories  be  derived 
from  carbohydrate  (Ref  3),  FDA  believes 
that  it  is  appropriate  to  increase  the 
DRV  for  carbohydrate.  While  the 
comment  suggested  the  change  from  55 
to  60  percent  of  calories  from  total 
carbohydrate  within  the  context  of 
providing  a  DRV  for  complex 
carbohydrates  (which  was  not  proposed 
by  the  agency),  the  approach  can  still  be 
applied  to  total  carbohydrate  in  the 
absence  of  a  DRV  for  complex 
carbohydrate. 

This  change  from  55  percent  to  60 
percent  of  calories  ttom  carbohydrate  is 
consistent  with  the  recommendation 
that  persons  consume  55  percent  or 
more  of  their  calories  from 
carbohydrate,  and  it  allows  the  energy- 
yielding  nutrients  to  sum  to  100  percent 
of  calories  as  suggested  by  the 
comments  to  this  docket.  Therefore. 
FDA  is  adopting  a  DRV  for  carbohydrate 
of  300  g.  which  is  60  percent  of  2.000 
calories  (i.e..  60  percent  of  2.000 
calories  =  1.200  calories;  carbohydrate 
provides  4  calories  per  g  (Ref.  26),  thus 
1.200  calories  divided  by  4  calories  per 
g  results  in  300  g).  This  change  is 
incorporated  into  §  101.9(c)(9)). 


K.  DRV  for  Dietary  Fiber 

43.  Two  comments  suggested  that  the 
DRV  for  dietary  fiber  should  not  be 
associated  with  a  specific  caloric  intake, 
and  that,  as  in  the  case  of  cholesterol, 
this  DRV  should  be  independent  of  the 
number  of  calories  consumed.  One 
comment  stated  that  nutritionists 
recommend  similar  levels  of  fiber  intake 
at  different  levels  of  caloric  intake. 
However,  the  comment  did  not  specify 
a  level  that  would  be  appropriate  for  all 
persons. 

As  acknowledged  in  the  proposal  for 
this  regulation,  there  is  a  relative  lack  of 
consensus  concerning  recommended 
quantitative  values  for  fiber  intake. 
However,  several  scientific  bodies  have 
recommended  increased  intake  of  fiber, 
and  comments  from  consumers  and 
health  professionals  have  strongly 
suggested  the  desirability  of  providing 
quantitative  fiber  content  labeling  on 
foods.  Available  recommendations  tend 
to  be  expressed  as  a  range  or  as  a  level 
that  should  not  be  exceeded,  rather  than 
as  a  single  number  applicable  to  all 
persons. 

FDA  considers  the  current  most 
authoritative  source  on  recommended 
fiber  intake  to  be  the  report  issued  by 
the  Life  Sciences  Research  Organization 
(LSRO)  of  the  Federation  of  American 
Societies  for  Experimental  Biology  (Ref. 
46).  This  report  based  recommended 
fiber  intakes  on  an  amount  (10  to  13  g) 
per  1 .000  calories  which,  when  based 
on  the  2,000  calorie  level  used  for  the 
DRV's,  results  in  a  level  of  intake  (20  to 
26  g)  that  is  in  general  agreement  with 
the  recommendation  of  the  National 
Cancer  Institute,  i.e..  20  to  30  g  per  day 
(Ref.  47). 

FDA  finds  no  reason  to  change  the 
basis  for  deriving  the  DRV  for  dietary 
fiber  that  it  used  in  the  proposal  which 
involved  calculating  11.5  g,  the 
midpoint  of  the  10  to  13  g  range,  of  fiber 
per  1,000  calories.  The  change  to  a  2.000 
calorie  basis  from  a  2.350  calorie  basis 
will  not  change  the  DRV  for  fiber 
(proposed  as  §  101.9(c)(12)(i)  and 
redesignated  below  as  101.9(c)(9)). 
which  FDA  proposed  as  25  g  based  on 
a  2.350  caloric  intake.  The  2.000  calorie 
calculation  (i.e..  11.5  g  times  2)  results 
in  a  value  of  23  g,  which  rounds  up  to 
25  g  to  provide  a  number  that  is  easily 
incorporated  into  educational  programs 
and  is  generally  consistent  with  the 
dietary  recommendations. 

44.  One  comment  recommended  that 
the  DRV  for  fiber  be  established  as  20  g 
rather  than  25  g.  The  comment  noted 
that  the  National  Cancer  Institute  (Ref.  • 
47)  and  the  report  from  LSRO  (Ref.  46) 
both  si}ecify  a  range  of  about  20  to  35 
g  per  day.  The  comment  suggested  that 
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the  low  end  of  the  range  is  a  more 
realistic  goal  for  the  U.S.  population 
considering  that  current  intakes  are  half 
of  that  amount. 

FDA  does  not  find  the  argument  for 
dietary  feasibility  sufficiently 
compelling  to  abandon  a  level  that  is 
clearly  wiUiin  the  range  recommended 
by  major  scientific  bodies.  FDA  is 
unaware  of  any  evidence  to  suggest  that 
25  g  per  day  cannot  be  met  by 
consumers  who  select  foods  from  the 
available  food  supply,  or  that  it  is  not 
achievable  through  realistic  diet 
modifications.  FDA  believes  that  the 
recommended  intake  is  readily 
achievable  with  enhanced  educational 
efforts.  FDA  is  planning  for  and 
supporting  such  efforts. 

45.  One  comment  expressed  concern 
that  the  proposed  DRV  for  fiber  exceeds 
levels  consumed  by  many  in  the 
population  and  is  not  based  on 
sufficient  scientific  data.  The  comment 
did  not  further  specify  the  nature  of  the 
insufficient  data. 

As  stated  in  the  proposal  to  this 
document  (55  FR  29476  at  29483), 
comments  received  by  FDA  show  that 
many  consumers  and  health 
professionals  desire  quantitative  fiber 
content  labeling.  Yet.  as  the  agency 
acknowledged,  there  is  a  lack  of 
consensus  concerning  quantitative 
values  for  recommended  fiber  intake. 
However,  several  scientific  bodies  (Refs. 
2.  3,  47.  and  48)  have  recommended 
increased  intake  levels  for  fiber  on  the 
basis  that  fiber  may  have  important 
health  benefits,  particularly  relative  to 
intestinal  function.  Furthermore,  LSRO 
has  issued  a  report  that  provides  a 
quantitative  recommended  intake  for 
dietary  fiber  (Ref.  46).  Its 
recommendation  of  10  to  13  g  fiber  per 
1 .000  calories  in  the  diet  is  consistent 
with  that  of  the  National  Cancer 
Institute  (Ref.  47).  The  report  developed 
for  LSRO  by  a  panel  of  qualified 
scientists  contains  numerous  references 
to  scientific  research  articles  and  reports 
in  professional  journals  and  ^ 

publications.  FDA  is  not  aware  of  any 
concerns  about  the  soundness  of  the 
LSRO  review.  Therefore,  FDA  is  not 
persuaded  that  the  scientific  rationale 
for  the  fiber  DRV  is  based  on 
insufficient  data. 

Secondly,  the  fact  that  the  DRV 
exceeds  levels  currently  consumed  by 
many  in  population  is  not  significant  in 
setting  this  DRV.  As  discussed  in  the 
preceding  comment,  FDA  is  unaware  of 
any  evidence  to  suggest  that  25  g  per 
day  cannot  be  met  by  consumers  who 
select  foods  from  the  available  food 
supply.  Therefore,  FDA  concludes  that 
the  25  g  level  for  the  DRV  for  fiber  is 
appropriate. 


L.  DRV  for  Sodium 

46.  A  few  comments  specifically 
supported  creating  a  DRV  for  sodium  by 
pointing  out  that  the  scientific  evidence 
demonstrates  that  sodium  reduction  is 
beneficial  for  hypertensive  and 
normotensives  alike,  and  that  high  salt 
intake  coupled  with  low  potassium  and 
calcium  intake  is  a  major  cause  of  high 
blood  pressure  and  risk  of  stroke.  A  few 
were  opposed  and  argued  that  the  data 
are  scientifically  insufficient  or 
questionable. 

FDA  disagrees  that  the  data  are 
insufficient  or  questionable.  The  basis 
for  the  agency's  position  is  discussed  in 
detail  in  the  proposal  pertaining  to  a 
sodium/hypertension  health  claim  (56 
FR  60825,  November  27, 1991)  and  in 
the  final  rule  for  this  health  claim 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  As  discussed  in  these 
documents,  it  is  the  agency's  opinion 
that  based  on  the  totality  of  publicly 
available  scientific  evidence,  there  is 
significant  scientific  agreement  that 
there  is  a  relationship  between  sodium 
and  hypertension.  There  is  also 
agreement  that  reductions  in  dietary 
sodium  intake  will  provide  a  substantial 
public  health  benefit.  Given  the  need  to 
reduce  sodium  intake  and  the  directive 
in  the  legislation  that  the  information 
required  in  the  nutrition  label  be 
conveyed  to  the  public  in  a  manner  that 
enables  the  public  to  readily  observe 
and  comprehend  such  information  and 
to  understand  its  relative  significance  in 
the  context  of  a  total  daily  diet  (section 
2(b)(1)(A)  of  the  1990  amendments), 
FDA  believes  that  a  DRV  for  sodium  is 
supported. 

47.  Some  comments  argued  that  there 
is  no  consensus  regarding  sodium 
recommendations,  and  that  a  DRV  is 
therefore  inappropriate.  One  comment 
stated  that  Canada  provides  no 
quantitative  advice  regarding  sodium, 
and  another  noted  that  pubhc  health 
agencies  do  not  agree  among  themselves 
about  an  appropriate  recommendation. 
It  was  pointed  out  that  the  Joint 
National  Committee  (Ref.  49)  described 
"moderate  sodium  intake"  as  1,500  to 
2,500  mg,  while  the  Surgeon  General's 
Report  (Ref.  2)  discussed  a  desirable 
range  of  1,100  to  3,300  mg  in  noting  that 
dietary  Intakes  exceed  this  range,  which 
was  established  as  "safe  and  adequate" 
in  the  9th  edition  of  the  NAS  RDA 
publication  (Ref.  36).  The  Dietary 
Guidelines  for  Americans  (Ref.  5) 
recommend  "moderation"  but  provide 
no  quantitative  values,  while  the  10th 
edition  of  the  NAS  RDA  publication 
(Ref.  26)  specifies  a  minimum  intake  of 
500  mg  but  no  maximum  bound.  The 
comment  pointed  out  that  the 


participants  at  the  National  Heart.  Lung, 
and  Blood  Institute  (NHLBI)  Workshop 
held  in  1989  (Ref.  50)  expressed 
disparate  views. 

VDA  is  aware  of  these  differences  but 
believes  that  they  are  attributable  to 
differences  in  the  intended  purposes  of 
the  recommendations  and  not 
necessarily  to  a  lack  of  underlying 
agreement.  In  fact,  these 
recommendations  are  usually  expressed 
as  a  range  that  includes  the  2,400  mg 
level  proposed  as  the  DRV. 

The  Surgeon  General's  Report  (Ref.  2) 
cited  the  9th  edition  of  the  NAS  RDA 
publication  (Ref.  36)  that  has  been 
superseded  by  the  more  recent  lOtti 
edition  (Ref.  26).  The  10th  edition  of  the 
NAS  RDA  publication  identifies  a 
minimum  safe  adult  intake  of  500  mg 
but  also  supports  the  level  of  2.400  mg 
recommended  in  Diet  and  Health  (Ref. 
3).  Diet  and  Health  served  as  the  basis 
for  establishing  the  DRV  for  sodium. 

The  Joint  National  Committee  (Ref. 
49),  in  the  context  of  hypertension 
detection  and  treatment,  reported  no 
serious  adverse  effects  with  moderate 
sodium  restriction  of  1.500  to  2,500  mg, 
which  includes  the  2,400  mg  level  used 
for  the  DRV.  Finally,  the  NHLBI 
workshop  (Ref.  50)  was  designed  to 
explore  cunent  research  topics  and  was 
not  conveiid  as  a  Federal  government 
consensus  panel,  nor  did  it  have  the 
objective  to  identify  a  recommended 

intake. 

Therefore,  FDA  believes  that  the  level 
of  2,400  mg  that  is  proposed  as  the  DRV 
for  sodium,  and  that  is  recommended  in 
the  major  consensus  report  Diet  and 
Health,  is  consistent  with  other 
recommendations  and  government 
reports  and,  thus,  provides  an 
appropriate  basis  for  a  DRV.  The  level 
of  2,400  mg  is  also  well  above  the 
recommended  minimum  s%fe  intake 
levels  of  500  mg. 

48.  A  few  comments  supported  a  DRV 
for  sodium  that  is  lower  than  the 
proposed  2,400  mg.  One  comment  from 
a  consumer  stated  that  2,400  mg  seems 
too  high.  Two  comments  that  preferred 
1,800  mg  argued  that  Diet  and  Health 
(Ref.  3)  had  recommended  2,400  mg  as 
an  "initial  goal"  and  had  stated  that  a 
level  of  1.800  mg  would  probably  confei 
greater  health  benefit.  One  of  these 
comments  supported  the  lower  value  as 
a  way  to  better  protect  millions  of 
Americans,  especially  older  citizens, 
with  hypertension. 

FDA  proposed  a  DRV  for  sodiimi  of 
2.400  mg  based  on  the  recommendation 
in  Diet  and  Health.  While  this  report 
does  note  that  a  lower  value  of  1,800  mg 
may  confer  greater  benefit,  the 
committee  specifically  recommended 
2,400  mg  sodium.  This  recommendation 
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was  based  not  only  on  issues  of  health 
benefits  but  also  took  into  consideration 
realistic  diet  modifications  among 
American  consumers.  FDA.  therefore, 
concludes  that  a  DRV  of  2.400  mg  is 
consistent  with  the  recommendation 
provided  by  Diet  and  Health.  However, 
to  guide  consumers  to  the  benefits  of 
even  lower  levels,  the  agency  is 
providing  for  the  use  of  the  phrase  "less 
than"  in  the  presentation  of  the  DRV 
standard  on  the  label.  This  label  format 
provision  Is  discussed  in  more  detail  in 
the  Mandatory  Nutriticm  Labeling  final 
rule  published  elsewhere  in  this  issue  of 
the  Federal  Register. 

49.  Several  comments  bvored  a 
higher  DRV  for  sodium.  One  comment 
supported  2.900  to  3,000  mg,  suggesting 
that  a  reasonable  interpretation  of  the 
guideline  provided  in  the  10th  edition 
of  the  MAS  RDA  publication  (Ref.  26) 
was  to  add  the  recommended  intake  to 
the  500  mg  minimimi  naturally 
occurring  (2.400  mg  *  500  mg).  This 
approach  would  produce  a  DRV  of  2.900 
mg  (rounded  to  3,000  mg).  The 
comment  stated  that  this  level  would  be 
more  realistic  than  2.400  mg.  Two  other 
comments  favored  the  3,000  mg  level. 
One  expressed  support  for  the  American 
Heart  Association  position  which  is  that 
sodium  intake  should  not  exceed  3  g  pm 
day  (Ref.  42),  and  another  stated  that 
3.000  mg  has  been  recommended  by 
most  reputable  health  and  nutrition 
organizations.  One  comment  sup{>orted 
3,3(M)  mg,  and  another  suggested  a  DRV 
of  no  less  than  3.500  mg  for  a  2,350 
calorie  diet.  According  to  the  comment, 
the  latter  value  represented  a  one- 
quarter  decrease  in  what  the  comment 
identified  as  the  usual  American  dietary 
intake  of  4  to  6  g  of  salt.  The  one-quarter 
reduction  was  identified  as  the 
moderate  Intake  recommended  by 
Dietary  Guidelines  (Ref.  5).  Another 
comment  supported  4.000  mg,  noting 
that  the  DRV  is  considered  by  dietitians 
to  be  in  the  range  of  "low  sodium"  diets 
(less  than  2.000  mg),  and  that  the 
general  public  should  not  use  a  "low 
sodium"  diet  as  a  reference  because 
consumers  would  wrongly  believe  that 
sodium  intakes  in  excess  of  safe  and 
adequate  levels  would  be  harmful.  One 
comment  suggested  that  a  range  bxua 
500  to  4.600  mg  would  be  prererable  to 
a  single  value. 

First,  FDA  does  not  agree  that  the 
committee  responsible  for  the  1989  MAS 
RDA's  intended  that  2,400  mg  sodium 
should  be  consumed  in  addition  to  the 
500  mg  identified  as  safe  and  adequate 
in  the  10th  edition  of  the  NAS  RDA 
publication  (Ref.  26).  The  publication 
specifically  states  that  "there  is  no 
kjiowa  advantage  in  consuming  large 
amounts  of  sodium"  and  references  the 


recent  NAS  Diet  and  Health  report  (Ref. 
3)  which  recommends  that  daily  intakes 
of  sodium  chloride  be  limited  to  2,400 
mg  of  sodiiun  or  less.  Further,  FDA 
brieves  that  a  sodium  DRV  of  2.400  mg 
is  not  inconsistent  with  the  current 
American  Heart  Association  position 
that  sodium  intake  should  not  exceed  3 
g  per  day  (Ref.  38).  The  agency  notes 
that  the  written  comments  to  this  docket 
submitted  by  the  American  Heart 
Association  did  not  object  to  the  DRV  of 
2,400  mg  for  sodium  (Ref.  51). 

FDA  remains  unconvinced  that  there 
is  any  reason  to  establish  a  value  that  is 
higher  than  the  2,400  mg  specified  in 
Diet  and  Health.  The  suggested  hi^ier 
values  are  not  consistently  supported, 
whereas  2,400  mg  is  consistent  with 
other  Federal  agency  recommendations 
and  with  current  public  health  agency 
policies  to  moderate  or  reduce  sodium 
intake.  Furthermore,  the  2,400  mg  level 
is  a  feasible  goal  because  sodium  in  food 
is  primarily  present  as  added  salt,  and 
current  dietary  recommendations 
specify  a  moderate  reduction  that  is 
large  enough  to  produce  significant 
decreases  in  intake  while  remaining 
well  in  excess  of  the  minimum  safe 
intake  level  of  500  mg  specified  in  the 
10th  edition  of  the  NAS  RDA 
publication  (Ref.  26). 

50.  The  feasibility  of  achieving  an 
intake  approximating  the  propo^  DRV 
of  2.400  mg  of  sodium  was  qtiestioned 
by  a  few  comments.  These  comments 
stated  that  the  proposed  DRV  is  not 
reasonable  or  (Hactical,  will  be  difficult 
to  achieve,  and  will  cause  unnecessary 
fiustration  to  consumers  trying  to  meet 
the  goal.  One  comment  suggested  that 
the  proposed  DRV  is  too  restrictive  for 
restaurant  nutrition  programs,  which 
must  be  concerned  with  taste, 
affordability,  and  availability.  To 
emphasize  the  difficulty  of  achieving 
daily  sodium  intakes  of  2,400  mg,  the 
comment  referred  to  a  recent  review 
article  on  sodium  intervention  trials 
(Ref.  52)  that  found  that  daily  intakes  of 
3.000  mg  were  only  achievable  with 
intensive,  multifaceted  interventions 
and  highly  motivated  individuals.  The 
article  concluded  that  general 
population  goals  must  be  modest,  or  the 
food  supply  must  change  significantly. 

FDA  recognizes  that  tne  current 
sodium  Intf^e  of  many  people  exceeds 
the  DRV  level  of  2.400  mg  (56  FR  60825 
at  60825).  and  that  sodium  is  very 
prevalent  in  the  food  supply.  However, 
the  agency  disagrees  that  intakes  of 
2.400  mg  sodium  are  not  feasible. 
Sodium  is  largely  a  discretionary 
addition  to  foods,  usually  as  sodium 
chloride  or  table  salt.  In  fact,  estimates 
suggest  that  90  percent  of  the  sodium  in 
foods  is  from  added  salt  [Reh.  53  and 


54)  and  thus  can  more  easily  be 
controlled  bv  food  processors  and 
consumers  than  can  substances  in  food 
that  are  naturally-occurring. 
Additionally,  because  reduced  sodium 
intake  is  a  recognized  public  health 

Eriority  (Re£s.  2.  3.  and  5).  the  agency 
alieves  that  it  is  appropriate  to  set  the 
DRV  at  a  level  that  is  consistent  with 
that  goal  and  that  will  stimulate  changes 
in  the  marketplace  that  are 
technologically  feasible.  Therefore,  FDA 
is  retaining  the  DRV  of  2.400  mg  for 
sodium  (proposed  as  §  101.g(c)(l2)(i) 
and  redesignated  below  as  §  101.9(c)(9)). 

51.  One  comment  suggested  that  the 
statement  in  FDA's  proposal  that  the 
"majority  of  the  current  dietary  intake  of 
sodium  results  from  ingestion  of  sodium 
chloride"  contradicts  a  previous  FDA- 
statement  that  a  substantial  amount  of 
sodium  comes  from  nonsalt  sources. 
The  comment  did  not  identify  the  FDA 
statements  to  which  it  was  referring. 

This  comment  infers  that 
"substantial"  and  "majority"  are 
synonymous.  FDA  disagrees  with  this 
comment  A  dictionary  definition  (Ref. 

55)  for  the  word  "substantial" 
characterizes  the  word  as  meaning  of 
ample  or  considerable  amount,  quantity, 
size,  etc..  or  of  real  worth,  value,  or 
effect.  It  does  not  define  "stibstantial"  as 
"majority."  In  its  proposal  on  RDI's  and 
DRV's.  the  agency  referenced  a 
statement  from  Diet  and  Health  (Ref.  3) 
that  the  majority  of  sodium  intake  is 
fit)m  sodium  chloride.  This  statement  is 
not  inconsistent  with  the  agency's  1982 
findings  (47  FR  26500)  that  nonsalt 
sources  can  also  provide  meaningful, 
important,  or  "substantial" 
contributions  to  the  diet. 

M.  DHV  for  Potassium 

52.  One  comment  suggested  that  the 
DRV's  should  be  limited  to  those  dietary 
components  that  are  the  subject  of 
dietary  guidelines.  It  highlighted  the 
establishment  of  a  DRV  for  potassium  as 
scientifically  unjustifiable. 

As  described  in  the  proposal  to  this 
final  rule,  FDA  has  used  major 
consensus  reports  in  de\'eioping  the 
DRV's.  Among  these  is  the  well 
recognized  and  accepted  Diet  and 
Health  (Ref.  3),  published  by  NAS.  This 
report  specifically  recommends  a 
quantitative  Intake  of  potassium  to 
assist  in  reducing  the  risk  of  stroke.  FDA 
does  not  find  compelling  the  comment's 
argument  that,  because  potassium  is  not 
specifically  listed  in  Dietary  Guidelines 
for  Americans  (Re£  5),  a  DRV  is  not 
justified.  The  Dietary  Guidelines  are 
intended  to  provide  general  food 
guidance  and  do  not  necessarily  specify 
recomnoended  intakes  for  individual 
nutrients.  The  agency  notes  that  no 
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other  comments  were  received 
expressing  concern  about  this  DRV.  The 
agency  is.  therefore,  retaining  the  DRV 
for  potassium  (3,500  mg). 

Additionally,  for  completeness,  FDA 
is  including  the  listing  of  potassium 
based  on  its  DRV  value  in 
§§  101.3(e)(4)(ii)  and  104.20(c)(1)  and 
(d)(3). 
VI.  Conforming  Amendments 

53.  One  comment  expressed  concern 
that  the  proposed  RDI's  will  have 
implications  for  all  alternative  products 
(e.g.,  reduced  fat)  formulated  to  achieve 
nutritional  equivalency  to  their 
traditional  counterparts.  According  to 
the  comment,  a  traditional  product 
containing  nutrient  levels  at  less  than 
the  2  percent  U.S.  RDA  criterion,  and 
thus  not  requiring  fortification  of  the 
analog,  could  now  meet  a  2  percent  RDI 
criterion  and  thus  fortification  of  the 
analog  would  be  required.  For  example, 
a  typical  dressing  contains  1.88  percent 
of  the  U.S.  RDA  for  vitamin  E.  Because 
this  amount  is  less  than  the  2  percent 
U.S.  RDA  criterion,  fortification  of  an 
analog  product  is  not  required. 
However,  under  the  proposed  RDI's,  the 
traditional  product  would  contain  4.58 
percent  of  the  RDI  for  vitamin  E, 
requiring  fortification  in  an  analog 
product  if  the  analog  did  not  contain 
this  level  of  the  nutrient.  The  comment 
questioned  whether  the  agency  intended 
expanded  fortification  of  analog 
products  with  introduction  of  new 
RDI's,  because  the  agency  had  failed  to 
address  identity  labeling  of  food  in 
packaged  form  (§  101.3(e)).  particularly 
where  the  definition  of  "nutritional 
inferiority"  is  concerned. 

The  agency  acknowledges  that  the 
levels  of  nutrients  chosen  as  the  RDI's 
will  have  an  effect  on  achieving 
nutritional  equivalency  for  all 
alternative  products  formulated  to  be 
substitutes  for  traditional  products. 
However,  FDA  believes  that  the  levels  of 
the  RDI  should  not  be  established  or 
influenced  by  the  effect  that  they  will 
have  on  how  nutritional  equivalency  is 
achieved  in  the  formulation  of 
alternative  products.  Rather,  they 
should  be  biased  on  sound  public  health 
principles.  FDA  established  the  2 
percent  threshold  for  achieving 
nutritional  equivalency  (§  101.3(e)) 
•because  that  level  is  a  measurable 
amount  of  most  nutrients  in  a  food.  The 
adjustment  of  the  RDI's  upward, 
consistent  with  the  population  coverage 
approach,  would  however  limit  the 
number  of  situations  in  which  nutrient 
levels  in  traditional  products  were 
below  the  threshold  for  some  U.S. 
RDA's  but  are  above  that  threshold  with 
respect  to  the  RDI's. 


54.  One  comment  suggested  that 
vitamin  K,  molybdenum,  and  chloride 
be  removed  firom  the  list  of  nutrients 
required  to  meet  nutritional  equivalency 
(proposed  $  101.9(c)(ll)(iv)  and 
redesignated  as  §  101.9(c)(8)(iv)).  and 
that  FDA  should  include  a  clear 
statement  in  §  101.3(e)  that  selenium, 
fluoride,  and  chromium  are  not  to  be 
considered  for  nutritional  equivalency 
purposes.  According  to  the  comment, 
these  nutrients  are  of  little  health 
significance  for  the  general  healthy 
population. 

'The  agency  acknowledges  that  an 
increase  in  the  number  of  nutrients  for 
which  label  reference  values  (RDI's)  are 
established  would  mean  that  efforts  to 
obtain  nutritional  equivalency  may 
require  the  addition  of  additional 
nutrients  to  substitute  foods. 
Furthermore,  the  agency  agrees  that 
some  of  these  nutrients  are  not 
considered  to  be  of  public  health 
interest.  However,  any  change  in  what 
constitutes  nutritional  equivalency 
would  require  a  reevaluation  of 
§  101.3(e).  which  is  beyond  the  scope  of 
the  1990  amendments. 

However,  the  agency  recognizes  that 
at  this  time  there  are  no  listed  sources 
(i.e.,  GRAS  or  approved  food  additive) 
for  selenium,  molybdenum,  fluoride, 
and  chromium.  In  its  proposal  to  this 
final  rule,  the  agency  failed  to  identify 
molybdenum  as  a  nutrient  without  a 
listed  source.  However,  despite  no 
known  issues  of  safety,  the  agency 
believes  that  it  would  be  inappropriate 
to  include  molybdenum  on  a  list  of 
nutrients  to  be  added  to  a  food  for 
nutritional  equivalency  when  there  are 
no  listed  sources  for  molybdenum. 
Therefore,  FDA  would  have  amended 
§  101.3(e)(4)(ii)  to  state  that  these 
elements  are  not  required  for  nutritional 
equivalency. 

However,  based  on  the  provisions  of 
the  DS  Act,  FDA  is  retaining,  for  the 
time  being,  the  label  reference  values  as 
established  in  current  §  101.9(c)(7)(iv). 
Because  there  are  no  label  reference 
values  for  the  nutrients  mentioned  in 
the  comments  (i.e.,  vitamin  K. 
molybdenum,  chloride,  selenium, 
fluoride,  and  chromium),  there  is  no 
need  to  revise  §  101.3(e)(4)(ii)  to 
specifically  exclude  these  nutrients. 
Therefore.  §  101.3(e)(4)(ii)  is  amended  to 
be  consistent  with  these  final 
regulations  by  referring  to  the  Daily 
Reference  Values  (DRV's)  of  protein  in 
§  101.9(c)(7)(iii)  and  of  potassium  in 
§  101.9(c)(9)  and  to  the  Reference  Daily 
Intakes  (RDI's)  of  vitamins  and  minerals 
in  S  101.9(c)(8)(iv).  FDA  will  reach  a 
final  decision  on  the  other  issues 
discussed  in  this  comment  following  the 
provisions  of  the  DS  Act. 


Vn.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  efiiacts  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  proposed  rule  on 
reference  daily  intakes  and  daily 
reference  values  and  mandatory 
nutrition  labeling  (56  FR  60366, 
November  27. 1991).  the  agency 
determined  that  under  21  CFR 
25.24(a)(8)  and  (a)(ll).  these  actions  are 
of  a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

Several  comments  on  the  proposed 
rule  suggested  that  there  would  be 
significant  adverse  environmental 
effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  comments  did  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived.  (2)  identify  what  portion 
of  the  estimated  amounts  are 
attributable  to  these  two  actions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste.  In  its  November 
27. 1991.  nutrition  labeling  proposed 
rule,  the  agency  proposed  that  the  final 
rules  for  these  actions  would  become 
effective  6  months  following  their 
publication  in  the  Federal  Register. 

However,  the  agency  has  decided  not 
to  make  the  final  rule  effective  until 
May  8. 1994.  FDA  believes  there  will 
thus  be  ample  time  for  food  companies 
to  use  up  most  of  the  existing  labeling 
and  packaging  stocks  and  to  incorporate 
labeling  language  that  complies  with 
FDA's  regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
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enviionment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 

Vni.  Econoaic  Impact 

In  its  food  labeling  proposal*  of 
November  27. 1991  (56  FR  60366  et 
seq.).  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  (^der  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
publidied  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  {HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA.  FDA  has  concluded. 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  maior  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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List  of  SubjecU 

21  CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

21  CFB  Part  104 

Food  grades  and  standards, -Frozen 
foods.  Nutrition. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  parts  101 
and  104  are  amended  as  follows: 

PART  101— FOOD  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4.  5.  6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.Q  1453. 
1454. 1455);  sees.  201.  301.  402.  403.  409. 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.Q  321,  331.  342.  343.  348,  371). 

2.  Section  101.3  is  amended  by 
revising  paragraph  (e)(4)(ii)  to  read  as 
follows: 

flOU    MwrtHy  labeling  of  food  in 
packaged  fonn. 

•  •  a  •  • 

(ej*  •  • 

(4}«  '  • 

(ii)  For  the  purpose  of  this  section,  a 
measurable  amount  of  an  essential 
nutrient  in  a  food  shall  be  considered  to 
be  2  percent  or  more  of  the  Daily 
Reference  Value  (DRV)  of  protein  listed 
under  §  101.9(c)(7)(iii)  and  of  potassium 
listed  under  §  101.9(c)(9)  and  the 
Reference  Daily  Intake  (RDI)  of  any 


vitamin  or  mineral  listed  imder 
§101.9(c)(8)(iv). 

3.  Section  101.9  is  amended  by 
adding  paragraphs  (c)(7)(iii),  (c)(8)(iv), 
and  (c)(9)  to  read  as  follows: 

§101.9    Nutrition  labeling  ol  food. 

(c)*  •  • 

[7)*   *   * 

(iii)  For  the  purpose  of  labeling  with 
a  percent  of  the  Daily  Reference  Value 
(DRV)  or  RDI,  a  value  of  50  grams  of 
protean  shall  be  the  DRV  for  adults  and 
children  4  or  more  years  of  age.  and  the 
RDI  for  protein  for  children  less  than  4 
years  of  age.  infants,  pregnant  women, 
and  lactating  women  shall  be  16  grams. 
14  grams,  60  grams,  and  65  grams, 
respectively.  j 

(8)  •  r  •  I 

(iv)  The  following  RDI's  and 
nomenclature  are  established  for  the 
following  vitamins  and  minerals  which 
are  essential  in  human  nutrition: 

Vitamin  A.  5,000  International  Units. 
Vitamin  C.  60  milligrams. 
Thiamin.  1.5  milligrams. 
Riboflavin.  1.7  milligrams. 
Niacin,  20  milligrams. 
Calcium,  1.0  gram. 
Iron,  18  milligrams. 
Vitamin  D,  400  International  Units. 
Vitamin  E.  30  International  Units. 
Vitamin  Ba.  2.0  milligrams. 
Folic  acid,  0.4  milligrams. 
Vitamin  B12. 6  micrograms. 
Phosphorus.  1.0  gram. 
Iodine,  150  micrograms. 
Magnesium,  400  milligrams. 
Zinc,  15  milligrams. 
Copper,  2  milligrams. 
Biotin.  0.3  milligram. 
Pantothenic  acid,  10  milligrams. 

(9)  For  the  purpose  of  labeling  with  a 
percent  of  the  DRV.  the  following  DRVs 
are  established  for  the  following  food 
components  based  on  the  reference 
caloric  intake  of  2,000  calories: 


Food  component 


Fat 

Saturated  fatty  acids 

Ctwtesterol 

Total  caitxytydrata  ... 

Ftoer ~ 

Sodkim ..'. 

F>otassiufn  - - 

Protein 


Unttot 
ucBmant 


Vvn  (g) 

do -._.. 

mitltgrams  (mg) 

grams  (g) 

do 

mWgrams  (mg) 

do 

grams  (g) 


DRV 


66 
20 
300 
300 

2S 

2.400 
3.S00 
SO 


PART  104— NUTRITIONAL  QUALTTY 
GUIDEUNES  FOR  FOODS 

4.  The  authority  citation  for  21  CFR 
part  104  continues  to  read  as  follows: 
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Authority:  Sees.  201.  403.  701(a)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C  321.  343. 371(a)). 

5.  Section  104.20  is  amended  in 
paragraph  (a)  by  removing  "U.S.  RDA's" 
the  two  times  it  appears  and  replacing 
it  with  "Reference  Daily  Intakes  (RDI's)" 
and  "RDI's".  respectively,  and  by 
revising  paragraphs  (c)(1)  and  (d)(3)  to 
read  as  follows: 


f  104.20    Statement  of  purpose. 

(c)  •  •  • 

(1)  The  nutrient  is  shown  by  adequate 
scientific  documentation  to  have  been 
lost  in  storage,  handling,  or  processing 
in  a  measurable  amount  equal  to  at  least 
2  percent  of  the  Daily  Reference  Value 
(DRV)  of  protein  and  of  potassium  and 


2  percent  of  the  Reference  Daily  Intake 
(RDI)  in  a  normal  serving  of  the  food. 

(d)  •  •  * 

(3)  The  food  contains  all  of  the 
following  nutrients  per  100  calories 
based  on  2.000  calorie  total  intake  as  a 
daily  standard: 


Nutftem 


1993 


Protein 

VHamln  A 

Vitamin  C _. 

Caldum  

Iron .'. 

Vitamin  D 

Vitamin  E _ 

Thiamin 

Ribonavin 

Niacin  

VHamm  B» 

Folate 

Vitamin  Bu 

Btotm 

Pantothenic  add . 

PtxMphonja 

Magnesium 

Zinc 

kxtne  

Copper 

Potassium. 


Unit  of  measurement 


grams  (g)  

imemationai  Unit  (lU) 
mUNgrams  (mg)  


•ng 

Hi  

do 

•»«0 

do 

do 

do 

micrograms  (tig) . 
do 

•»« 

do 

g 

•^ 

do 

Iig 

•ng 

do 


DRV  Of  RDI' 


SO 

S.00O. 
60  — 

1  

18 

400.... 
30  — 

1.5 

1.7 

20 

2.0 

400.... 

8.0 

03  ..... 

10 

1.0 

400.... 

15 

150  .... 

2.0 

3.500. 


Amount  per  100  calories 


2.5 

250 

3 

0.05 

0.9 

20 

1.5 

0.06 

0.09 

1 

0.1 

20 

0.3 

0.015 

0.5 

0.05 

20 

0.8 

73 

0.1 

175 


'  ROTt  lor  aduM  and  cMMn  4  or  mor*  ymn  ct  ag*. 

Dated:  October  29. 1992. 
David  A.  KsHler, 
Commissioner  of  Food  and  Drugs. 
Look  W.  Sullhran, 

Secretary  of  Health  and  Human  Services. 
|FR  Doc.  92-31502  Filed  12-28-92:  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  end  Drug  Administration 

21  CFR  Part  101 

[Docket  No.  WIMMfiS] 

R1N090&-AOOS 

Food  Labeling:  Serving  Sizes 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

action:  Final  rale.  


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  its 
nutrition  labeling  regulations  to:  (1) 
Define  serving  size  on  the  basis  of  the 
amount  of  food  customarily  consumed 
per  eating  occasion;  (2)  establish 
reference  amounts  customarily 
consumed  per  eating  occasion  (reference 
amounts)  for  139  food  product 
categories;  (3)  provide  criteria  for 
determining  label  serving  sizes  from  the 
reference  amounts;  (4)  require  the  use  of 
both  common  household  and  metric 
measures  to  declare  serving  sizes;  (5) 
define  a  "single-serving  container,"  (6) 
require  that  the  use  of  claims  such  as 
"low  sodium"  be  based  on  the  reference 
amount;  (7)  permit  the  declaration  of 
ser\'ing  size  in  U.S.  measures  (ounces 
(oz).  fluid  ounces  (fl  oz));  and  (8)  permit 
the  optional  declaration  of  nutrient 
content  per  100  grams  (g)  or  100 
tnilliliters  (mL).  This  action  is  in 
response  to- the  requirements  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (the  1990  amendments). 
EFFECTIVE  DATE:  May  8. 1994. 
FOR  FURTHER  WFORMATtON  CONTACT: 
Youngmee  K.  Park.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
465),  Food  and  Drug  Administration. 
200  C  SL  SW,.  Washington,  DC  20204, 
202-205-5489. 
SUPPtJEMEHTARY  INFORMATION: 

L  Backgroand 

U.  Proposed  Regulation.  Nutrition 
^beling  and  Education  Act  of  1990. 
and  Institute  of  Medicine's  Report  on 
•  ^Nutrition  Labeling 

I    In  the  Federal  Register  of  July  19. 
1990  (55  FR  29487),  FDA  published  a 
Iproposed  rule  entitled  "Food  Labeling; 
Mandatory  Status  of  Nutrition  Labeling 
and  Nutrient  Content  Revision"  to 
amend  its  food  labeling  regulations  to 
require  nutrition  labeling  on  most  food 
products  that  are  meaningful  sources  of 
nutrients.  In  the  same  issue  of  the 
Federal  Register  (55  FR  29517).  FDA 
published  a  technical  supporting 
proposal  entitled  "Food  Labeling: 


Serving  Sizes"  (hereinafter  referred  to  as 
the  1990  proposal). 

The  1990  proposal  on  serving  sizes 
stated  that  in  view  of  the  many 
comments  that  the  agency  had  received 
stating  the  need  for  more  realistic  and 
consistent  serving  sizes.  FDA_had 
concluded  that  reasonable  and 
standardized  serving  sizes  should  ba 
established.  The  agency  proposed  to 
amend  the  nutrition  labeling  regulations 
to:  (1)  Define  serving  and  portion  size 
on  the  basis  of  the  amount  of  food 
commonly  consumed  per  eating 
occasion  by  persons  4  years  of  age  or 
older,  by  infants,  or  by  children  under 
4  years  of  age  (toddlers);  (2)  require  the 
use  of  both  U.S.  and  metric  measures  to 
declare  serving  size;  (3)  permit  the 
declaration  of  serving  (portion)  size  in 
familiar  household  measures;  (4)  permit 
the  optional  declaration  of  nutrient 
content  per  100  g  or  100  mL;  (5)  define 
"single-serving  containers"  as  those  that 
contain  150  percent  or  less  of  the 
standard  serving  size  for  the  food 
product;  and  (6)  establish  standard 
serving  sizes  for  159  food  product 
categories  to  ensure  reasonable  and 
uniform  serving  sizes  upon  which 
consumers  can  make  nutrition 
comparisons  among  food  products. 
Interested  persons  were  given  until 
November  16. 1990.  to  submit 
comments  to  the  agency  on  the  1990 
proposaL 

On  September  26. 1990.  the  National 
Academy  of  Sciences"  Institute  of 
Medicine  (lOM)  issued  a  report  entitled 
"Nutrition  Labeling.  Issues  and 
Directions  for  the  1990s"  (hereinafter 
referred  to  as  the  lOM  Report)  (Ref.  1). 
The  lOM  report  was  written  under 
contract  to  the  Public  Health  Service, 
U.S.  Department  of  Health  and  Human 
Services  (DHHS)  and  the  Food  Safety 
and  Inspection  Service.  U.S.  Department 
of  Agriculture  (USDA).  On  October  5, 
1990.  FDA  published  a  notice  in  the 
Federal  Renter  (55  FR  40944) 
announcing  the  availability  of  the  lOM 
report  and  requesting  that  interested 
persons  comment  on  the  implications  of 
the  report  for  the  agency's  July  19.  1990. 
proposals  on  food  labeling.  The  report 
made  several  recommendations  related 
to  serving  sizes. 

On  November  8. 1990,  the  President 
signed  into  law  the  1990  amendments 
(Pub.  L.  101-535).  The  1990 
amendments  added  section  403(q)  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C  343(q)).  Section 
403(q)  of  the  act  specifies,  in  part,  that: 

*  •  *  the  serving  size  •  *  •  is  an  amount 
customarily  consumed  and  which  is 
expressed  in  a  common  household  measure 
that  is  appropriate  to  the  food,  or  *  *  *  if  the 
use  of  the  food  is  not  typically  expressed  in 


a  serving  size,  the  common  household  unit 
of  measure  that  expresses  the  serving  size  of 
the  food. 

The  1990  amendments  also  require,  in 
secUon  2(b)(1)(B).  that  FDA  adopt 
regulations  that  "•  •  •  establish 
standards  *  •  *  to  define  serving  size  or 
other  unit  of  measure  for  food.  *  *  '." 

While  the  requirements  of  the  1990 
amendments  that  pertain  to  serving  size 
are  similar  in  many  respects  to  FDA's 

1990  proposal,  differences  exist,  and 
questions  about  the  exact  meaning  and 
the  implementation  of  those  provisions 
have  been  raised. 

On  February  26. 1991  (56  FR  8084). 
FDA  announced  a  public  meeting  to 
discuss  several  issues  arising  from  the 
comments  on  the  serving  size  proposal, 
the  1990  amendments,  and  the  lOM 
report  The  meeting  was  held  on  April 
4. 1991  (hereinafter  referred  to  as  the 

1991  public  meeting),  and  provided  an 
opportunity  for  the  pubhc  to  submit  oral 
and  written  comments  on  the  issues 
identified  in  the  notice. 

B.  The  1991  Serving  Size  Regulation 

FDA  carefully  considered  the  serving 
size  provisions  of  the  1990 
amendments,  the  comments  that  it 
received  in  response  to  the  Federal 
Register  documents  on  serving  size  and 
at  the  1991  public  meeting,  and  the 
recommendations  related  to  serving  size 
contained  in  the  lOM  report.  As  a  result, 
the  agency  decided  to  repropose  the 
serving  size  regulation  for  two  major 
reasons.  First.  FDA  wished  to  take 
advanUge  of  the  explicit  legal  authority 
provided  by  the  1990  amendments  to 
regulate  the  serving  sizes  used  on  the 
nutrition  label.  Secondly,  the  agency 
decided  to  make  a  number  of  changes  in 
response  to  the  comments  received  on 
the  Federal  Register  documents  and  at 
the  public  meeting  on  serving  sizes  and 
to  explain  its  reasons  for  agreeing  or  not 
agreeing  with  the  comments. 

To  implement  the  1990  amendments. 
FDA  issued  a  proposed  rule  in  the 
Federal  Register  of  November  27. 1991 
(56  FR  60394;  corrected  at  57  FR  8179. 
March  6. 1992)  (hereinafter  referred  to 
as  the  1991  serving  size  proposal).  In 
that  document.  FDA  proposed  to:  (1) 
Modify  the  definition  of  serving  size  in 
the  1990  proposal  to  be  consistent  with 
that  in  the  1990  amendments;  (2)  adopt 
regulations  that  provide  standards  for 
defining  serving  sizes;  and  (3)  require 
the  use  of  both  common  household  and 
metric  measures  to  declare  serving  sizes. 
The  proposed  standards  had  two  basic 
elements;  (1)  Reference  amounts  of  food 
that  are  customarily  consumed  per 
eating  occasion  for  131  product 
categories;  and  (2)  procedures  for 
determining  serving  sizes  for  use  on 
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product  labels  from  the  reference 
amounts.  The  second  element  was 
necessary  because  while  the  reference 
amounts  are  defined  primarily  in  metric 
units,  under  the  act  the  serving  sizes 
must  be  expressed  in  common 
household  measures  that  are 
appropriate  to  the  particular  food. 

ui  addition,  in  response  to  the  many 
requests  for  changes  in  other  aspects  of 
the  1990  proposal  and  on  its  own 
initiative,  the  agency  proposed  to:  (1) 
Revise  the  definition  for  single-serving 
containers  to  increase  the  uppec  limit 
from  "150  percent  or  less"  to  "less  than 
200  percent;"  (2)  revise  the  basis  for 
evaluating  label  claims  such  as  "low 
sodium"  to  include  both  the  declared 
serving  size  and  the  reference  amount: 
(3)  permit  the  optional  declaration  of 
serving  size  in  U.S.  measures;  and  (4) 
permit  the  optional  declaration  of 
nutrient  content  per  100  g.  100  mL,  1  oz, 
or  1  fl  oz.  Interested  persons  were  given 
until  February  25. 1992,  to  submit 
comments  to  the  agency  on  the  1991 
serving  size  proposal. 

On  January  3,  1992  (57  FR  239),  FDA 
announced  a  public  hearing  to  discuss 
all  of  the  agency's  proposed  food 
labeling  regulations  that  implement  the 
1990  amendments.  The  hearing  was 
held  on  January  30  and  31,  1992 
(hereinafter  referred  to  as  the  1992 
public  hearing).  Some  of  the 
presentations  and  written  comments 
submitted  in  response  to  this  hearing 
discussed  issues  related  to  serving  sizes. 

This  final  rule  responds  to  the  written 
comments  received  on  the  1991  serving 
size  proposal  and  the  written  comments 
and  presentations  given  at  the  1992 
public  hearing  on  issues  related  to 
serving  sizes. 

II.  Review  of  Conunents 

FDA  received  about  700  comments  on 
the  1991  serving  size  proposal. 
Approximately  50  percent  were  from 
domestic  food  industries  and  trade 
organizations;  about  35  percent  were 
from  consumers  and  consumer 
organizations;  about  10  percent  were 
from  health  professionals,  health  and 
other  professional  organizations,  and 
academia;  about  5  percent  were  from 
Federal,  State,  and  local  government: 
and  less  than  1  percent  was  from  foreign 
industries  and  governments. 

About  20  oral  presentations  at  the 
1992  public  hearing  discussed  issues 
related  to  serving  sizes.  A  written 
transcript  of  the  meeting  is  on  file  with 
Dockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Administration, 
rm.  1-23, 12420  Parklawn  Dr., 
Rockville.  MD  20857.  FDA  also  received 
written  comments  that  discussed  issues 
•elated  to  serving  sizes  in  response  to 


the  notice  of  the  public  hearing.  I^ues 
discussed  at  the  hearing  mostly 
reiterated  the  issues  discussed  in 
written  comments  on  the  1991  serving 
size  proposal.  Therefore,  a  separate 
evaluation  has  not  been  done  for  the 
comments  received  in  response  to  the 
1992  public  hearing.  FDA  will  respond 
to  these  comments  together  with  all 
comments  received  in  response  to  the 
1991  serving  size  proposal. 

Consumers  overwhelmingly 
supported  the  provisions  in  the  1991 
serving  size  proposal  and  again 
emphasized  the  need  for  realistic  and 
standardized  serving  sizes.  Health 
professionals  and  nutritional  or  health 
professional  organizations  generally 
supported  the  provisions  in  the  1991 
serving  size  proposal.  Many  industry 
and  trade  associations  supported  the 
general  approach  that  FDA  took  in  the 
1991  serving  size  proposal.  However, 
they  often  disagreed  with  specific 
aspects  of  the  procedures  used  to 
determine  reference  amounts,  specific 
reference  amounts,  or  some  other 
specific  aspects  of  the  1991  serving  size 
proposal.  International  comments  again 
emphasized  the  need  for  international 
harmonization  of  food  labeling  (e.g.. 
these  comments  usually  recommended 
the  use  of  100  g  (or  mL)  as  the  basis  for 
the  nutrition  information). 

The  agency  will  describe  the 
comments  on  serving  sizes  in  more 
detail  and  respond  to  them  by  topic  m 
the  discussion  of  the  final  regulation 
that  follows. 

III.  The  Final  Regulation  , 

A.  Legal  Authority 

1.  A  manufacturer  contended  that  the 
1990  amendments  did  not  mandate  that 
FDA  establish,  by  regulation,  specific   ' 
serving  sizes  for  each  food.  The 
comment  objected  to  FDA  taking  away 
its  right  to  set  serving  sizes  within  the 
broad  parameters  of  being  reasonable, 
fair,  and  consistent.  The  comment  stated 
that  the  1990  amendments  authorized 
FDA  to  establish  standards  or  guides 
that  the  manufacturer  must  follow  when 
the  manufacturer  sets  the  specific 
serving  size.  A  trade  association  stated 
that  FDA's  proposed  "device"  of 
reference  amounts  does  not  qualify  as 
standards  because  when  reference 
amounts  are  applied  using  the  proposed 
procedures,  they  amount  to  specific 
serving  sizes.  Another  industry 
comment  stated  that  some  reference 
amounts  were  expressed  in  common 
household  measures  (e.g.,  cups, 
tablespoon  (tbsp.)).  and  therefore,  label 
serving  sizes  in  common  household 
measures  will  be  the  same  as  the 
reference  amount.  This,  the  comment 


argued,  disqualifies  these  reference 
amounts  from  bein^  standards. 

FDA  disagrees  with  the  comments.' 
First.  FDA  did  not  establish  "specific 
serving  sizes"  for  each  food.  The  agency 
established  a  system  that  consists  of  the 
two  basic  elements  described  above.  A 
manufacturer  uses  these  elements  to 
determine  the  serving  size  must 
appropriate  for  specific  products.  The 
fact  that  a  manufacturer  has  relatively 
limited  discretion  within  that  system  . 
does  not  represent  an  infirmity  in  the 
system.  Section  403(q)(l)(A)(i)  of  the  art 
establishes  the  fundamental  principle 
for  determining  serving  size.  This 
principle  is  much  more  specific  than  as 
one  comment  suggested,  that  the 
amount  be  reasonable,  fair,  and 
consistent.  The  act  requires  that  the 
serving  size  be  an  amount  of  the  Food 
that  is  customarily  consumed 

The  legislative  history  in  section 
2(b)(1)(B)  of  the  1990  amendments  is 
silent  as  to  what  type  of  standards  iha' 
Congress  contemplated  in  that  section 
It  merely  directs  the  agency  to  establish 
them  (H  Rept.  101-538.  101st  Congress 
2d  sess.  18  (1990)).  (See  also  the  House 
report  at  page  7:  "In  order  to  make  this 
information  meaningful,  the  bill 
requires  the  FDA  to  issue  standards 
providing  that  uniform  serving  size 
information  and  information  concerniii|i 
the  number  of  servings  be  furnished  on 
the  food  label.*  Thus,  the  question  as  to 
whether  the  standards  that  FDA 
proposed  are  adequate  and  consistent 
with  the  act  really  becomes  a  question 
of  whether  the  serving  size  that  results 
from  applying  that  standard  represents 
an  amount  customarily  consumed 
Significantly,  none  of  these  comments 
claimed  that  it  does  not  Con.sequently 
FDA  concludes  that  the  two  element 
system  that  it  proposed  in  the  1991 
serving  size  proposal  constitutes  a 
standard  for  determining  serving  siyes 
that  is  consistent  with  the  act 

2.  An  industry  comment  stated  ina' 
the  1990  amendments  give  FDA  the 
legal  authority  to  use  any  unit  of 
measure  (not  necessarily  a  serving  based 
on  customarily  consumed  amounts)  th^ii 
it  deems  most  appropriate  for 
expressing  the  nutrient  content  of  fooilx 
The  comment  stated  that  food 
consumption  surveys,  such  as  the 
Nationwide  Food  Consumption  Survey 
(NFCSJ  conducted  by  USDA.  do  not 
provide  "real"  consumption  values, 
because  there  are  too  many  varieties  of 
different  foods,  different  uses  of  the 
same  foods,  different  foods  for  the  same 
use,  and  other  variables,  and  because 
there  is  too  much  diversity  in  individua 
consumption  to  establish  any  sort  of 
meaningful  or  representative 
consumption  standard  The  cnnimeni 
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asserted  that  as  long  as  competitive 
products  are  given  the  same  serving  size 
value,  it  is  not  that  important  whether 
there  is  valid  supporting  data.  The 
comment  recommendedf  the  use  of 
"reference  nutrition  units"  that  would 
eliminate  the  idea  that  the  serving  size 
represents  what  peot  !e  really  eat.  Under 
the  system  suggested  by  this  comment, 
all  foods  would  be  given  a  reference 
point  that  represents  a  reasonable 
quantity  of  food  for  a  given  category, 
and  all  competitive  foods  would  be 
given  the  same  reference  point. 

FDA  disagrees  with  the  comment  that 
the  1990  amendments  allow  the  agency 
to  use  any  unit  of  measure  that  it  deems 
most  appropriate  for  expressing  the 
nutrient  content  of  foods.  Section 
403(q)(l)(A)(i)  of  the  act  clearly  defines 
serving  size  as  an  amount  of  food 
customarily  consumed.  As  discussed  in 
the  1991  serving  size  proposal  (56  FR 
60394  at  60400),  FDA  is  well  aware  of 
the  high  variability  in  the  amounts 
customarily  consumed  by  individuals, 
as  well  as  other  factors  such  as  many 
different  uses  of  the  same  food  and 
many  different  foods  for  the  same  use. 
These  issues  complicate  the  process  for 
determining  reference  amounts. 
However.  FDA  continues  to  believe  that 
by  using  data  from  national  food 
consumption  surveys,  such  as  the 
NFCS,  and  by  following  the  principles 
and  procedures  that  it  described  in  the 
1991  serving  size  proposal,  a  reasonable 
reference  amount  that  represents  the 
amount  of  food  customarily  consumed 
within  each  product  category  can  be 
determined  for  the  major  usage  of  the 
food. 

FDA  also  disagrees  with  the  comment 
that  stated  that  as  long  as  competitive 
products  are  given  the  same  serving  size 
value,  valid  supporting  data  are  not 
important.  FDA  does  not  believe  that 
the  only  intent  of  the  1990  amendments 
is  to  establish  the  same  serving  size  for 
c.ompetitive  products.  FDA  believes  that 
the  intent  is  also  to  ensure  that  nutrition 
information  will  be  based  on  a 
meaningful  quantity  of  food,  the  amount 
customarily  consumed.  Competitive 
foods  often  di^er  in  characteristics  (e.g., 
density)  that  a^ect  the  amount 
customarily  consumed.  For  example, 
ready-to-eat  breakfast  cereals  compete 
with  one  another,  but  their  densities  (g 
per  cup)  differ  widely,  from  less  than  20 
g  per  cup  to  over  120  g  per  cup.  Food 
consumption  data  show  that  the  amount 
customarily  consumed  depends  on  the 
density  of  the  cereal.  Therefore,  the 
same  serving  size  should  not  be  used  for 
all  ready-to-eat  breakfast  cereals.  In  this 
case  using  the  same  serving  sizes  for 
competitive  products  coidd  be 
misleading  to  consumers. 


B.  Definition  of  Serving  Size 

In  accordance  with  the  1990 
amendments,  FDA  proposed  in 
S  101.9(b)(1)  to  define  "serving"  or 
"serving  size"  to  mean: 

an  amount  of  food  customarily  consumed 
per  eating  occasion  by  persons  4  years  of  age 
or  older  which  is  expressed  in  a  common 
household  measure  that  is  appropriate  to  the 
food.  When  the  food  is  specially  formulated 
or  processed  for  use  by  infants  or  by  toddlers, 
a  serving  or  serving  size  means  an  amount  of 
food  customarily  consumed  per  eating 
occasion  by  infants  up  to  12  months  of  age 
or  by  children  1  through  3  years  of  age, 
respectively. 

In  the  same  section,  FDA  proposed  to 
define  "portion"  to  mean  "an  amount  of 
a  food  that  is  not  typically  expressed  in 
a  serving  size,  i.e.,  a  food  customarily 
used  only  as  an  ingredient  in  the 
preparation  of  other  foods,  (e.g.,  1/4  cup 
flour  or  1/4  cup  tomato  sauce)." 

Over  75  percent  of  the  approximately 
80  comments  that  addressed  the 
definition  of  serving  size  agreed  with 
FDA's  proposal  for  the  definition  of 
serving  size.  These  comments  pointed 
out  that  the  act  explicitly  states  that  the 
serving  size  shall  be  an  amount 
customarily  consumed  in  terms  of  a 
common  household  measure 
appropriate  to  the  food,  and  that  thus 
FDA's  proposed  definition  is  consistent 
with  the  requirements  of  the  act. 
Approximately  25  percent  of  the 
comments  received  on  this  issue 
disagreed  with  FDA's  proposal.  The 
reasons  for  the  disagreement,  and  the 
definitions  suggested  in  these 
comments,  are  discussed  below. 

3.  Several  comments  stated  that  FDA 
should  use  the  serving  sizes  in  the 
diabetic  exchange  list  as  the  serving 
sizes  for  nutrition  labeling  of  food 
because  they  are  already  in  use,  and 
because  people  are  familiar  with  the 
serving  size  contained  in  the  exchange 
list. 

FDA  disagrees  with  these  comments. 
Section  403(q)(l)(A)(i)  of  the  act  defines 
serving  size  as  "an  amount  customarily 
consumed."  Thus,  the  act  links  serving 
size  to  the  amount  consumed.  Serving 
sizes  contained  in  the  diabetic  exchange 
Ust  are  not  based  on  amounts 
customarily  consumed  by  the  American 
public.  They  are  tailored  to  meet  a 
special  dietary  need  of  a  subpopulation 
that  has  a  unique  health  problem.  They 
are  inappropriate  to  use  as  serving  sizes 
for  the  nutrition  labeling  of  products  for 
the  general  population  because  the 
serving  sizes  for  a  population  with  a 
medical  problem  do  not  necessarily 
reflect  the  consumption  practices  of  the 
general  healthy  population.  For 
example,  to  facilitate  achievement  of 
medical  goals  of  this  subpopulation.  the 


serving  sizes  in  the  exchange  lists  are 
based  on  the  calorie  content  and  the 
energy-producing  macrtmutrient  content 
of  specific  foods  and  may  not,  as 
required  by  the  act.  reflect  amounts  of 
food  customarily  consumed  by  average 
consumers.  The  1991  serving  size 
proposal  discussed  in  detail  the  reasons 
why  FDA  cannot  use  the  serving  sizes 
contained  in  the  diabetic  exchange  list 
for  the  nutrition  labeling  of  food  (56  FR 
60394  at  60399).  None  of  the  comments 
provided  any  basis  for  finding  that  that 
discussion  was  wrong.  Therefore.  FDA 
has  not  modified  the  definition  of 
"serving  size"  in  response  to  these 
comments. 

4.  International  comments  and  several 
U.S.  manufacturers  opposed  nutrition 
information  based  on  serving  sizes. 
Some  pointed  out  that  the  European 
Community  directive  requires  that  all 
nutrition  information  be  on  a  100  g  or 
100  mL  basis.  The  conunents  argued 
that  requiring  nutrition  information  on 
a  per  serving  basis  offers  little 
consistency  with  nutrition  labeling  in 
other  countries  and  creates  a  significant 
trade  barrier. 

FDA  recognizes  that  many  foreign 
countries  use  100  e  or  100  mL  as  the 
basis  for  nutrition  labeling.  However, 
the  act  requires  that  the  nutrition 
information  be  provided  on  a  per 
serving  basis.  The  act  also  defines 
serving  size  as  an  amount  customarily 
consiuned  which  is  expressed  in  a 
common  household  measure  that  is 
appropriate  to  the  food.  The  100  g  or 
100  mL  does  not  represent  an  amount 
customarily  consumed  for  many  foods. 
In  addition,  g  and  mL  are  not  common 
household  measures  in  the  United 
States.  Therefore.  FDA  cannot  use  100  g 
or  100  mL  as  the  basis  for  the  primary 
serving  size.  However,  partly  to 
facilitate  the  utility  of  the  serving  size 
in  the  international  community,  FDA  is 
requiring  in  new  §  101.9(b)(7)  that  the 
equivalent  metric  quantity  be  declared 
on  the  Idiel  in  addition  to  the  serving 
size  in  a  common  household  measure 
(md  is  permitting,  in  new 
§  101.9(b)(10)(i),  a  voluntary  listing  of  a 
second  column  of  values  on  a  per  100 
g  or  100  mL  basis. 

5.  Several  industry  and  consumer 
comments  suggested  using  1  oz  for  the 
serving  size  rather  than  customarily 
consumed  amounts.  The  comments 
contended  that  (1)  A  uniform  1-oz 
serving  size  allows  nutrition 
comparisons  of  all  foods;  (2)  nutrition 
information  per  oz  allows  calculation  of 
the  nutrient  content  of  food  per  serving 
of  an  individual's  choice;  and  (3)  the 
word  "serving"  is  confusing  and  should 
be  eliminated.  Another  consumer 
comment  argued  that  few  people 
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measure  out  a  serving  of  a  product  as 
noted  on  packages.  Most  people  just 
pour  an  amount  that  they  feel  is 
reasonable  or  desirable.  Therefore,  it  is 
not  necessary  to  have  standard  serving 
sizes.  Rather.  FDA  should  use  1  oz  as 
the  basis  for  nutrition  information. 

As  discussed  above,  section 
403{q)(l)(A)(i)  of  the  act  requires  that 
serving  sizes  be  in  amounts  customarily 
consumed.  Because  1  oz  is  not  an 
amount  customarily  consumed  for  many 
products.  FDA  cannot  use  1  oz  as  the 
basis  for  nutrition  information  for  all 
products. 

6.  Soma  consumer  cumments 
suggested  defining  serving  size  as  the 
amount  consumed  by  adult  females.  The 
comments  stated  that  females  need 
smaller  amounts  of  food  to  maintain 
good  nutrition  and  health.  The 
comments  were  concerned  that  if 
serving  sizes  are  based  on  the  amount 
consumed  by  adult  males,  the  quantity 
will  be  too  large  for  females.  Another 
consumer  comment  suggested  that  FDA 
define  serving  size  as  the  amount 
consumed  by  a  "middle  consumption 
group  between  youth  and  men."'  The 
comment  contended  that  if  the  serving 
size  is  set  at  a  middle  consumption 
level,  it  would  be  "easier  to  decrease  for 
youth  and  increase  for  men." 

FDA  believes  that  these  comments 
misunderstand  the  purpose  of  a  serving 
size  on  product  labels.  The  serving  size 
declared  on  the  product  label  is  not  an 
amount  recommended  for  consumption. 
It  is,  by  statute,  the  amount  customarily 
consumed.  FDA  believes  that  promoting 
recommended  servings  can  best  be 
addressed  through  public  education. 
The  agency's  promulgation  of  nutrition 
labeling  regulations  will  be  followed  by 
a  consumer  education  program  to  assist 
consumers  in  using  the  nutrition 
information  on  the  label,  including  how 
nutrition  information  based  on  labeled 
serving  size  should  be  adjusted  on  the 
basis  of  an  individual's  actual  or 
recommended  serving  size.  FDA  is 
currently  planning  for  these  activities. 

The  general  food  supply  is  consumed 
by  the  general  population  which  is 
defmed.  for  regulatory  purposes,  as  all 
persons  4  years  of  age  or  older. 
Therefore,  serving  sizes  should  reflect 
the  amounts  customarily  consumed  by 
the  general  population  and  not  by  any 
selected  age  or  sex  group  (e.g..  adult 
male  or  female)  within  the  general 
population. 

7.  An  industry  comment  stated  that 
the  phrase  "per  eating  occasion"  should 
be  deleted  from  the  definition  of  serving 
size  because  small  amounts  of  food 
consumed,  such  as  for  tasting  during 
food  preparation,  could  be  counted  as 
en  eating  occasion. 


FDA  does  not  believe  that  the  issue 
raised  by  this  comment  presents  a 
problem.  The  term  "eating  occasion"  in 
food  consumption  surveys  usually  refers 
to  meals  and  snacks.  Even  if  the  small 
amounts  of  food  consumed  during 
tasting  are  included  in  determining  the 
amount  of  food  customarily  consumed 
per  eating  occasion,  the  general 
principles  and  factors  (e.g..  use  of  the 
mean,  median,  and  modal  consumed 
amount  per  eating  occasion)  considered 
by  FDA  in  arriving  at  the  reference 
amounts  ensure  that  such  infrequently 
reported  small  amounts  would  not  affect 
the  determination  of  the  amount 
customarily  consumed  per  eating 
occasion.  Fiuthermora.  deletion  of  the 
term  "per  eating  occasion"  would  leave 
the  definition  of  serving  size  open- 
ended,  which  would  likely  result  in 
more  inconsistencies  among  serving 
sizes.  Therefore.  FDA  is  retaining  the 
term  "per  eating  occasion"  as  part  of  the 
definition  for  serving  size. 

8.  A  consumer  comment  stated  that 
because  diHierent  units  are  used  for 
serving  size  (e.g..  oz.  tbsp.)  and  nutrition 
information  (e.g.,  g),  the  current 
nutrition  information  is  not  useful  to 
estimate  the  percent  of  a  nutrient  (e.g.. 
fat)  in  the  product.  The  comment  stated 
that  expressing  both  serving  size  and 
nutrition  information  in  g  would 
facilitate  computation  of  the  percentage 
of  a  nutrient  in  the  product.  The 
comment,  therefore,  suggested  that  FDA 
mandate  that  the  nutrition  information 
of  all  products  be  provided  on  a  per 
100-g  basis,  instead  of  common 
household  measiu«s. 

FDA  understands  the  consumers' 
desire  for  information  on  the  percentage 
of  fat  in  the  product.  However,  the  act 
mandates  that  the  primary  unit  for  the 
serving  size  should  be  a  common 
household  measure  that  is  most 
appropriate  to  the  specific  product. 
Therefore,  serving  sizes  will  continue  to 
be  expressed  in  common  household 
measures  (e.g.,  cups.  tbsp..  oz). 
However,  FDA  notes  that  it  is  also 
requiring  metric  equivalents  of  the 
household  measures  (e.g.,  1  cup  (55  g)). 
Therefore,  nutrition  information  on  a 
per  100-g  basis  is  not  necessary  to 
facilitate  such  computation.  Consumers 
who  desire  information  on  the 
percentage  of  a  nutrient  in  the  product 
should  be  able  to  calculate  this  number 
from  the  metric  equivalent  of  the 
serving  size  and  the  amount  of  the 
nutrient,  expressed  in  g. 

9.  A  trade  association  stated  that 
industry  makes  no  distinction  between 
the  terms  "serving"  and  "portion."  The 
comment  contended  that  FDA's 
definition  is  not  consistent  with  the 
industry's  usage  of  "portion."  Limiting 


the  term  "portion"  for  use  with 
products  that  are  used  primarily  as 
ingredients  (e.g..  flour,  tomato  sauce) 
creates  more  confusion  in  terminology 
and  contributes  nothing  to  nutrition 
labeling. 

FDA  agrees  with  this  comment. 
Because  foods  such  as  flour  and  tomato 
sauce  are  not  served  by  themselves  but 
as  part  of  other  foods,  conceptually  the 
term  "serving"  may  not  be  as 
appropriate  as  the  term  "porticui"  as 
defined  in  the  1991  serving  size 
proposal.  However.  FDA  acknowledges 
that  many  manufacturers  use  "serving" 
and  "portion"  interchan^ably.  These 
terms  are  also  used  interchangeably  In 
the  literature  (Ref.  37).  FDA  also 
recognizes  that  consumers  are  not  likely 
to  distinguish  between  the  two  terms, 
and  that  the  use  of  two  different  terms 
on  the  label  could  be  confusing.  For 
these  reasons,  FDA  is  deleting  the 
definition  of  "portion"  from  new 
§101.9(bMl). 

C.  Definition  of  Single-Serving 
Container 

FDA  proposed  in  §  101.9(b)(6)  to 
define  a  single-serving  container  as  a 
product  that  is  packaged  and  sold 
individually  containing  less  than  200 
percent  of  the  applicable  reference 
amount  (Section  101.9(b)(6)  of  the  1991 
serving  size  proposal  had  a 
typographical  error  and  stated 
"pa<uaged  or  sold  individually"  instead 
of  "packaged  and  sold  individually.") 
The  agency  proposed  to  require  that  the 
entire  content  of  such  products  be 
labeled  as  one  serving.  In  addition,  the 
agency  proposed  that  packages  sold 
individually  that  contain  200  percent  or 
more  of  the  applicable  reference  amount 
may  be  labeled  as  a  single-serving  if  the 
entire  content  of  the  package  can 
reasonably  be  consumed  at  a  single 
eating  occasion. 

FDA  received  many  comments  on 
issues  related  to  the  definition  of  a 
single-serving  container.  About  half  of 
the  comments  agreed  with  the  proposed 
definition.  The  other  half,  mostly 
industry  comments,  opposed  or  had 
reservations  on  some  aspects  of  the 
proposed  definition. 

10.  The  majority  of  the  comments 
disagreeing  with  the  proposal  objected 
to  the  proposed  upper  limit  of  "less 
than  200  percent."  These  comments 
argued  that  FDA  provided  insufficient 
reasons  for  increasing  the  upper  limit 
from  150  percent  to  200  percent  of  the 
reference  amount,  placing  considerable 
importance  on  a  fiew  new  single-serving 
products,  such  as  buffet  cans  of  canned 
fruit  with  pop-tops  and  king-sized 
candy  bars.  The  comments  stated  that 
FDA  ignored  many  other  products  on 
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tha  market  for  vrhich  the  200  percent 
cutoff  level  would  be  unreasonably 
high.  Examples  given  included  6  oz 
cans  of  tuna,  10  oz  cans  of  canned  fruits, 
9  oz  cans  of  canned  vegetables,  and  IS 
to  16  oz  cans  of  ready-to-serve  soop  or 
entrees  (e^.,  chili  with  beans, 
spaghetti).  These  comments 
recommended  that  the  upper  limit  be 
lowered  to  150  percent  of  the  reference 
amount.  Several  other  conuneDts 
recommended  that  FDA  allow 
manufacturers  to  decide  whether  a 
package  containing  150  to  200  percent 
of  the  reference  amount  is  a  single 
serving. 

FDA  originally  proposed  150  percent 
of  the  standard  serving  size  (equival«at 
to  the  reference  amount  in  the  1991 
serving  size  proposal)  for  the  upper 
limit  (55  FR  294»7,  July  19.  1990). 
Several  comments  and  presentations  at 
the  1991  public  meetii^  on  serving  sizes 
argued  that  single-serving  packages  that 
are  larger  than  150  percent  of  the 
"standard  serving  sizes"  are  not 
uncommon  in  the  market  and  may  be 
increasing  in  number.  The  agency  had 
also  learned,  from  its  own  observations 
in  the  marketplace,  of  a  trend  towards 
larger  "single-serving"  packages  (e.g.. 
.snacks).  Therefore,  in  the  1991  serving 
sice  propel.  FDA  proposed  to  change 
tlie  uppier  limit  for  the  single-serving 
container  from  "less  than  or  equal  to     • 
1.50  percent"  to  "less  than  200  percent." 

Aner  careful  examination  of  all 
comments  for  and  against  the  200 
percent  upper  limit,  the  agency 
concludes  that  200  percent  of  the 
reference  amount  is  a  more  reasonable 
cutoff  level  for  most  products  than  150 
percent.  If  FDA  lowered  the  upper  bmit 
for  single-serving  containers  to  150 
percent  of  the  reference  amount  as  the 
comments  suggested,  many  foods  that 
are  clearly  intended  for  ooe  serving 
(ag..  1.8  oz  snacks,  1.7  oz  candy  bars) 
could  be  labeled  as  2  servings.  The 
agency  does  not  believe  that  such  a 
result  would  represent  the  amount  that 
people  customarily  consume;  therefore. 
reprBsenling  such  foods  as  two  servings 
would  be  confusing  and  misleading  to 
consumers. 

However.  FDA  agrees  with  the 
comments  that  the  200  peisent  cutoff 
level  may  be  too  high  for  some  products 
(e.g..  canned  fruits  and  vegetables, 
soups,  and  entrees).  The  reference 
amounU  of  these  producU  are  very  large 
compared  to  many  other  products,  and 
examination  of  food  consumption  data 
showed  that  the  average  variability 
(defined  as  the  standard  deviation  as  a 
percent  of  the  mean)  in  the  amount 
customarily  consumed  for  foods  having 
a  reference  amount  of  100  g  (or  mL)  or 
larger  is  about  two-thirds  of  the 


variability  for  foods  having  a  reference 
amount  less  than  100  g  (Ref.  38).  In 
other  words,  it  is  much  less  likely  that 
a  person  will  consume  approximately 
twice  the  reference  amount  of  a  food 
with  a  reference  amount  of  100  g  or 
more  than  it  is  that  he  at  she  would 
consume  twice  the  reference  amount  of 
a  food  with  a  smaller  refeieaca  amount. 
The  agency  has  therefore  concluded  that 
for  those  products  that  have  reCatenoe 
amounts  of  100  g  (or  mL)  or  larger.  150 
percent  is  a  more  reasonable  cutoff  for 
a  single-serving  container.  Therefore, 
FDA  is  revising  §  101.9(bK6)  to  allow 
manufacturers  to  determine  whether 
there  are  1  or  2  servirigs  in  packages  that 
contain  more  than  150  percent  b«t  less 
than  200  percent  of  the  reference 
amount  if  the  food  in  the  package  has 
a  reference  amount  of  100  g  (or  mL)  or 
larger. 

The  agency,  however,  also  concludes 
that  regudless  of  the  package  size,  a 
product  that  is  obviously  intended  to  be 
consumed  in  one  serving  (e.g.,  one  unit 
products  in  discrete  units  such  as 
muffms.  ice  cream  bars,  and 
sandwiches;  products  bearing  label 
descriptions  that  suggest  a  single 
serving  such  as  "singles"  or  "the  perfect 
size  for  one")  must  be  labeled  as  one 
serving.  Otherwise,  the  labeling  will  be 
misleading  under  section  403(a)  of  die 

act. 

11.  An  organization  of  nutrition 
professionals  recommended  changing 
the  upper  limit  for  single-serving 
containers  to  include  200  percent  of  the 
reference  amount,  so  that  16  fl  oz  soft 
drinks  would  be  required  to  be  labeled 
as  one  ser\'ing.  An  organization  of 
health  professionals  urged  FDA  to 
require  that  snack  foods  provide 
nutrition  information  for  the  entire 
contents  of  the  package,  regardless  of 
the  declared  serving  size.  The 
organization  stated  that  such  a 
requirement  would  reflect  "more 
accurately  consumption  patterns  for 
these  products." 

FDA  does  not  believe  that  it  is 
appropriate  to  change  the  definition  of 
a  single-serving  container  so  that  certain 
sizes  of  a  selected  class  of  products  can 
be  labeled  as  a  single  serving  or  to  set 
a  different  requirement  for  a  selected 
class  of  products  without  food 
consiunption  data  or  a  scientifically 
sound  basis  that  supports  such  a 
different  requirement.  The  comments 
did  not  present  any  food  consumption 
data  or  other  scientific  basis  that  would 
justify  the  suggested  changes  in  the 
definition  of  single-serving  containers. 
Therefore,  FDA  has  not  adopted  these 
recommendations. 

12.  Several  industry  comments 
requested  that  the  definition  of  a  single- 


serving  container  be  eliminated,  and 
that  nutrition  information  on  all 
containers  be  based  on  the  Tefemnc* 
amiHmL  The  comments  requested  that 
the  agency,  if  it  chooses  to  retain^ie 
single-serving  container  definition, 
allow  dual  la^riii^  of  nutritiona)  values 
for  sin^e-serving  containers  (i.e..  per 
reference  amount  and  per  entire 
contents  of  the  container).  The 
comments  expressed  concern  that  the 
single-serving  container  definition 
would  result  in  different  nutrition 
information  on  the  labels  of  the  same 
food  product  found  in  different  sized 
containers.  The  comments  argued  tiiat: 
(1)  Consumers  would  be  confused  by 
such  information,  and  (2)  consumers 
would  not  be  able  to  compare 
nutritional  values  of  different  brands  of 
the  same  food  because  they  come  in 
different  single-serving  sizes.  Therefore, 
these  comments  contended  that  FDA 
should  allow  manufacturers  to 
rohintarily  provide  a  second  column  of 
values  based  on  the  refierence  amount  A 
few  of  the  comments  that  supported 
dual  labeling  also  preferred  that  the 
required  nutrition  information  be  based 
on  the  reference  amount,  not  on  the 
entire  contents  of  the  container. 
However,  a  large  number  of  consumers 
requested  that  FDA  require  that 
nutrition  information  on  single-serving 
products  be  provided  for  the  entire 
contents  of  the  container. 

FDA  recognizes  that  the  proposed  rule 
could  result  in  different  nutritional 
values  appearing  on  the  labels  of  the 
same  food  product  contained  in 
different  container  sizes.  Whether  this 
would  be  confusing  to  consumers  was 
discussed  at  the  1991  public  meeting,  lu 
the  notice  of  public  meeting,  the  agency 
specifically  requested  views  and  data  on 
whether  differences  in  the  listing  of  the 
nutritioal  content  of  the  same  food  in 
different  container  sizes  would  be 
confusing  to  consumers.  No  data  on  this 
issue  were  presented  at  the  meeting  or 
in  written  comments.  Comments  on  the 
1991  serving  size  proposal  again 
claimed  that  different  nutrition 
information  on  the  same  food  found  in 
different-sized  containers  would  be 
confusing  to  consumers.  However,  the 
comments  did  not  submit  any  data  to 
support  their  claim.  Consi(fering  the 
strong  consumer  support  for  the 
nutrition  information  based  on  the 
entire  contents  of  the  container,  and  in 
the  absence  of  any  data  showing  that  the 
nutrition  infiormation  based  on  the 
entire  contenU  of  the  container  would 
be  confusing  to  consumers,  the  agency 
has  concluded  that  the  definition  oi 
single-serving  container  should  be 
retained,  and  that  nutrition  infomtation 
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of  the  single-serving  containers  should 
be  based  on  the  entire  contents  of  the 
container. 

With  regard  to  the  requests  for  dual 
labeling  of  single-serving  containers,  the 
agency  does  not  believe  that  it  is 
appropriate  under  the  act.  Because,  by 
definition,  a  single-serving  container 
has  a  number  of  servings  of  1.  nutrition 
information  based  on  the  reference 
amount  would  have  a  fractional  number 
of  servings  (e.g..  1.4  servings). 
Consumers  repeatedly  complained 
about  fractional  number  of  servings  on 
a  single-serving  container  and  asked 
that  FDA  require  manufacturers  to 
provide  nutrition  information  based  on 
the  entire  contents  of  the  single-serving 
containers.  Thus,  there  is  strong 
evidence  in  the  record  to  conclude  that 
presenting  a  second  column  of  nutrition 
information  based  on  the  reference 
amount  on  the  single-serving  containers 
will  be  confusing  to  consumers.  The 
agency  also  notes  that  such  information 
will  clutter  the  label  on  the  already 
limited  space  devoted  to  nutrition 
labeling.  In  considering  whether  to  grant 
this  request,  FDA  considered  permitting 
dual  labeling  with  the  number  of 
servings  left  blank.  However,  such 
labeling  would  fail  to  include  a  material 
fact — how  many  servings  are  being 
provided.  Thus,  such  an  approach  is  not 
acceptable  under  the  act.  Therefore,  for 
these  reasons.  FDA  is  rejecting  this 
request. 

13.  A  manufacturer  expressed 
confusion  about  the  definition  of  single- 
serving  containers.  While  the  preamble 
of  the  1991  serving  size  proposal 
specifically  stated  that  no  lower  limit 
for  the  definition  of  a  single-serving 
container  is  being  established,  proposed 
§  101.9(b)(2)(i)  stated.  "If  a  unit  weighs 
67  percent  or  more,  but  less  than  200 
percent  of  the  reference  amount,  serving 
size  shall  be  one  unit."  The  comment 
interpreted  this  provision  to  mean  that 
the  lower  limit  for  single-serving 
containers  is  67  percent  of  the  reference 
amount.  The  comment  also  requested 
clarification  on  how  to  label  single- 
serving  containers  that  contain  less  than 
100  percent  of  the  reference  amount. 

The  comment  confused  a  single- 
serving  unit  ofproducts  in  discrete 
units  (e.g..  muffin,  sliced  bread,  apple) 
in  a  multiunit,  and  thus  multiserving. 
container  with  a  single-serving 
container.  For  products  in  discrete  units 
that  come  in  multiserving  containers, 
new  §  101.9(b](2)(i)  describes  the 
procedure  to  convert  the  reference 
amounts  in  new  §  101.12(b)  to  label 
serving  sizes  in  common  household 
measures.  Products  in  discrete  units 
come  in  many  different  sizes.  To 
promote  uniformity  in  the  serving  sizes 


of  similar  products,  FDA  proposed  in 
the  1991  serving  size  proposal  that  a 
unit  that  weighs  at  least  67  percent  or 
more,  but  less  than  200  percent,  of  the 
reference  amount  be  called  a  single- 
serving  unit.  (The  lower  limit  of  the 
single-serving  unit  in  the  final 
regulation  has  been  changed  from  67 
percent  or  more  to  more  than  50  percent 
(see  section  III.E.1.  of  this  document).) 
This  provision  (new  §  101.9(b)(2)(i)) 
applies  to  products  in  discrete  units  that 
come  in  multiserving  packages  (e.g., 
sliced  products,  small  candy  bars),  but 
it  does  not  apply  to  single-serving 
containers. 

A  single-serving  container  is  a 
product  that  is  packaged  and  sold 
individually  and  that  contains  less  than 
200  percent  of  the  reference  amount.  As 
discussed  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60398).  FDA 
did  not  consider  that  a  lower  limit  for 
the  single-serving  containers  was 
necessary  because  the  agency  proposed 
to  base  the  qualification  for  claims  on 
the  reference  amount  and  the  label 
serving  size.  The  use  of  the  reference 
amount  for  the  claim  evaluation  would 
prevent  a  single-serving  container  from 
qualifying  for  a  descriptor  based  on  the 
package  size  alone.  Therefore,  concern 
about  the  potential  manipulation  of 
single-serving  container  sizes  to  qualify 
for  a  "low"  claim  (e.g..  a  1/2  oz.  bag  of 
potato  chips  making  a  "low  sodium" 
claim)  was  eliminated.  Because  there  is 
no  lower  limit  for  a  single-serving 
container,  a  product  that  is  packaged 
and  sold  individually  and  that  contains 
less  than  the  upper  limit  of  the  single- 
serving  container  must  be  labeled  with 
the  entire  contents  of  the  package  being 
one  serving.  For  example,  if  a  mu^n 
that  weighs  45  percent  of  the  reference 
amount  is  packaged  and  sold 
individually,  it  is  a  single-serving 
container  product,  and  the  nutrition 
information  is  to  be  provided  per  the 
entire  content  of  the  container,  i.e.,  one 
muffin.  The  agency  notes,  however,  that 
if  a  number  of  these  muffins  are 
packaged  in  a  multiserving  container, 
the  label  serving  size  for  this 
multiserving  container  would  be  the 
number  of  muffins  that  most  closely 
approximates  the  reference  amount,  i.e., 
in  this  case  two  muffins. 

To  avoid  any  potential  confusion, 
FDA  has  modified  new  §  101.9(b)(2)  to 
clearly  state  that  single-serving 
containers  are  exempted  from  the 
general  rule  set  forth  in  that  section.  The 
modified  provision  reads:  "Except  as 
provided  in  paragraphs  (b)(3),  (b)(4). 
and  (b)(6)  of  this  section.  *  *  *  serving 
size  declared  on  a  product  label  shall  be 
determined  from  the  "Reference 
Amounts  Customarily  Consumed  Per 


Eating  Occasion'  •  •  *."  Single-serving 
containers  are  discussed  in  §  101.9(b)(6). 

14.  An  industry  comment  did  not 
object  to  a  manufacturer  voluntarily 
listing  a  product  as  a  single  serving  if  it 
is  sligntly  greater  than  200  percent  of 
the  reference  amount,  provided  that  this 
claim  was  preapproved  by  FDA.  A 
nutrition  professional  organization  also 
recommended  preapproval  of  the  single- 
serving  status  of  a  package  that  contains 
200  percent  or  more  of  the  reference 
amount. 

FDA  finds  no  basis  to  conclude  that 
preapproval  is  necessary.  Because  the 
regulation  requires  that  the  serving  size 
for  single-serving  containers  or  units 
(single-serving  products)  be  the  entire 
contents  of  the  container  or  unit,  FDA 
expects  that  the  manufacturer's  decision 
to  declare  products  that  contain  200 
percent  or  more  of  the  reference  amount 
as  a  single  serving  will  be  self-limiting. 
As  the  size  of  the  single-serving  product 
increases,  the  nutrition  information  will 
show  proportionately  larger  amounts  of 
nutrients.  Although  a  larger  size  of 
single-serving  product  will  show  larger 
amounts  of  nutrients  hai^Ag  positive 
connotations  (e.g..  ca^um.  fiber),  most 
foods  also  contain  ntitrients  having 
negative  connotatifjns  (e.g..  calories,  fat, 
sodium).  Therefore,  single-serving 
products  that  are  good  sources  of 
nutrients  with  positive  connotations 
will  also  show  larger  amounts  of 
nutrients  with  negative  connotations. 
FDA  thus  does  not  anticipate  that  there 
will  be  abuse  of  this  option.  In  addition, 
the  agency  can  control  obvious  abuses 
of  this  option  under  section  403(a)  of 
the  act. 

15.  A  consumer  organization 
expressed  concern  that  the  proposed 
upper  limit  restriction  may  lead  to  the 
declaration  of  two  servings  for 
obviously  single-serving  products  (e.g., 
a  large  candy  bar.  ice  cream  bar,  frozen 
dinner)  that  contain  slightly  more  than 
200  percent  of  the  reference  amount. 
The  comment  contended  that 
consumers  would  be  misled  by  a  label 
that  gives  nutrition  information  for  half 
of  the  obviously  single-serving  products. 
The  comment  requested  that  FDA 
require  manufacturers  to  disclose  how 
many  servings  the  package  contains  on 
the  front  panel  of  packages  that  contain 
between  200  and  300  percent  of  the 
reference  amount. 

FDA  does  not  believe  that  it  should 
require  the  number  of  servings  on  the 
front  panel  of  products  that  contain 
more  than  the  upper  limit  for  the  single- 
serving  container.  The  agency  is 
concerned  that  such  a  requirement 
would  result  in  an  information 
overload,  contribute  to  the  space 
problem  for  single-serving  containers, 
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and  clutter  the  labeL  Moreover,  to  have 
a  clear,  readity  understand^Ie.  and 
nsaUe  definition  for  "single-serving 
container,'*  FDA  finds  that  it  is 
appropriate  to  adopt  less  than  209 
percent  of  the  appncable  reference 
amount  as  die  defming  beveh  However. 
the  agency  recognizes  the  comment's 
concern.  PDA's  position,  as  stated 
earlier  in  this  section,  is  that  regardless 
of  the  package  size,  a  product  that  is 
obviously  intended  to  be  cxmsumed  fai 
one  serring  (e.g.,  one  unit  products  in 
discrete  units  such  as  mumns,  ice  cream 
bars,  and  sandwiciies;  products  bearing 
label  descniTtions  that  suggest  a  sin^ 
serving  sucb  as  "singles"  and  "the 
ptfffect  »ze  for  one"}  must  be  labeled  as 
one  serving.  If  it  is  not,  the  labeling  of 
the  product  will  be  misleading  under 
section  403(a)  of  the  act  Therefore,  FDA 
coochides  that  no  action  in  response  to 
the  cocnment  is  necessvy. 

16.  An  industry  conunent  stated  that, 
in  detenniniog  wiietber  a  product  meets 
the  definition  of  a  single-serving 
container,  it  is  not  dear  whether  the 
eicact  weight  of  an  oe  (Le.,  28.35  g)  or 
a  rounded  rahie  of  30  g  or  28  g  should 
be  used  to  cakrulste  the  percent  of  the 
reterence  amount  from  the  net  oz  weight 
ofthepeckaga 

The  Compliance  Pohcy  Coides 
(7150.17)  define  1  oz  as  2a34952  g  for 
metric  declarations  of  quantity  td 
contents  on  product  l^wb  (Ref-  3d)L 
Therefofe,  manufactuiers  ^ould  nse 
28.35  g  to  convert  the  oz  weight  of  the 
package  to  the  g  weight 

To  calculate  tee  percentage  of  the 
reference  amount  from  the  net  weight  of 
the  packaig/»,  because  it  is  a 
detenoination  made  on  a  wei^it/wei^t 
basis,  nanufacturers  should  divide  the 
net  weight  of  the  package  in  g  by  the 
reference  anunut  of  the  prodiurt  and 
multiply  by  100.  For  example,  the 
percent  of  a  reference  amount  of  a 
product  having  a  net  weight  of  1.3  oz 
and  a  reference  amount  c^  30  g  would 
he  1(1.3  X  2S35)/30l  x  100,  i.e..  123 
percent 

For  the  purpose  of  expressii^  the 
serving  size  for  nutrition  labeling,  new 
§  101.9(bK5Kiv)  defines  1  oz  as  28  g. 
Therefore,  to  express  the  serving  size, 
manu&cturars  snouki  use  28  g  to 
convert  the  serving  size  in  oz  to  the  g- 
weight  equivalent. 

D.  Reference  Amounts  for  Serving  Sires 

To  comply  with  the  act  with  respect 
to  serving  sizes.  FDA  proposed,  in 
§  101.12(b).  refwence  amounts 
customarily  consumed  for  131  product 
categories,  covering  almost  alt  food 
products  tlMt  are  regulated  by  FDA. 
FBA  proposed  didt  these  reference 
amounts  be  used  as  the  basis  for 


determining  serving  sizes  for  specific 
products.  FDA  set  forth  the 
methodology  (gienersl  pxLnciples  and 
procedures)  by  which  it  arrived  at  the 
131  reference  amounts.  FDA  also 
proposed  gmecal  rules  for  determining 
refeireDce  amounts  for  several  product 
classes.  iocJuding:  (1)  Products  that 
require  further  preparalion  before 
consumptioo;  (2)  imikatioa  or  sufaetimie 
foods,  akeced  foods^  and  foods  for 
special  dietary  use;  and  (3)  products 
4-^wici^mg  of  2  or  more  foods  having 
individual  reference  amounts.  This 
section  4iyniQe«c  the  comatents 
received  oa  the  methodology  that  FDA 
used  to  determine  the  reference 
amounts,  the  number  and  nuaes  of 
product  categories,  the  lelatence 
amounts  for  specific  product  categpries. 
the  reference  anaouDts  for  special 
product  classes  mentioned  ^mve,  and 
how  to  eocpress  or  present  the  reference 
amouiUs. 

1.  Methodology  for  determining 
reference  amounts 

This  section  discusses  comments  that 
addressed  the  general  principles  and 
procedures  for  determining  the 
reference  amounts.  Comments  that 
discussed  the  methodcJogies  for 
determining  the  reference  amounts  for 
specific  product  caftegories  are  included 
in  section  nLD.5.  of  wis  document, 
which  discusses  issues  related  to  the 
reference  amounts  for  specific 
categories. 

17.  Some  comments  objected  to  using 
food  consumptioD  data  as  the  primary 
source  in  determining  the  reference 
amounts.  The  reasons  for  this  objedloo 
varied.  Some  comments  reasoned  that 
food  consumption  data  have  many 
limitations,  ajid  therefore  it  is  not 
possible  to  derive  accurate  estimates  of 
the  customarily  consumed  amounts 
from  stich  data.  Other  objections 
included  that  (1)  Food  consumption 
data,  such  as  the  NFCS  used  by  FDA. 
contain  only  a  limited  number  of  days 
of  information  (e.g.,  3  days)  and  are  not 
appropriate  to  use  to  determine  "long- 
term?  intake,  and  (2)  reference  amounts 
should  be  based  on  what  people  should 
eat  rather  than  what  they  usually  eat 
The  comments  recommended  using 
other  sources  of  information  such  as 
industry's  "lon^tanding"'  serving  sizes, 
the  serving  sizes  currently  used  by 
industry,  or  the  serving  sizes  in  dietary 
guidance  documents.  Some  industry 
comments  also  stated  that  changing  the 
currently  used  serving  sizes  would  be 
confusing  to  consumers.  Other 
comments,  however,  opposed  the  use  of 
industry's  'longstanding  serving  sizes 
or  opposed  the  use  of  any  data  other 
than  food  consumption  data,  arguing 


that  they  do  not  fcilfiU  &e  acf  a 
reqnJreiBeot  that  the  seaviag  ateas  reflect 
amounts  customarily  consinned. 

Section  403(qKl)(A)(i)  of  the  act. 
which  states  th^  a  serving  sia*  is  the 
amount  customarily  consumed, 
effectively  requires  the  use  of  food 
consumption  data  a*  the  priiawy  basis 
for  determining  serving  uzes.  WiAiout 
such  data,  it  is  impossible  to  determine 
the  amount  ot  food  that  »  custamarily 
consumed.  FDA  is  well  aware  of  the 
limitatiai»  of  the  avm'lafale  food 
consumption  data  bases,  Howevar.  these 
daia  bases  are  still  the  best  sources  ai 
food  consunptioD  data  collected  nader 
actual  conditions  of  use  avatlabla  to  the 
agency.  Thus.  FDA  condndes  that  its 
use  oi  food  consumption  data  as  the 
primary  source  for  uiacustostarily 
coDsurned  amounts  of  food  km  nutrition 
labeling  purposes  is  a|>propriate. 

FDA  agrees  with  the  comments  that 
stated  that  sources  other  thut  food 
consumption  data  ace  sometimes 
appn^niatB.  Thus,  when  food 
consumption  data  were  inadequate,  the 
agency  used  the  other  sources  oi 
information  hsted  la  §  101.12(»X5)  to 
determine  the  reference  amottBts. 

As  for  the  use  of  the  "lono^tonding" 
serving  sizes,  in  the  notice  for  the  1991 
public  meeting  (56  FR  8084).  FDA 
requested  comments  and  supporting 
data  on  the  definition  of  a 
"longstanding"  serving  size^  In  response 
to  this  Dotioa.  the  agency  received  only 
one  comment  that  stated  that 
"longstanding"  serving  size  should 
inchide  serving  sizes  used  before  1973. 
as  a  Tninimvtm  and  presented  three 
exmnples  of  serving  size  used  before 
that  date.  Since  it  had  no  estabUshed 
definition  OF  sufficient  data  to  define 
"longstanding"  serving  sizes,  the  agency 
took  iitf  o  consideration  all  serving  sizes 
suggested  in  comments  regardless  of 
their  history  of  use  in  determining  the 
reference  amounts  proposed  in  the  1991 
serving  size  proposal.  In  comments  to 
the  1991  serving  size  proposal,  the 
agency  has  not  received  any  addition^ 
inforoiation  or  data  on  how  to  define  a 
"longstanding"  serving  size.  Therefore, 
it  is  unable  to  define  "longstanding" 
serving  sizes. 

FDA  does  not  agree  with  the  industry 
comment  that  chcmgkig  the  currently 
used  serving  sizes  would  be  confusing 
to  consumers,  and  the  agency  has  not 
received  any  data  to  support  these 
arguments.  On  the  coctiary.  coBSoaer 
coBuaents  overwhelmingly  attest  to  the 
fact  that  the  cnrrant  qrstem  that  allows 
a  proliferation  of  serving  sizes  has  been 
very  confasing.  Congress  also 
recognized  this  fact.  The  Hoese  Report 
specifically  states:  "The  Committee 
believes  thiat  the  current  infonnstian 


2236        Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  €,  1993  /  Rules  and  Regulations 


about  serving  size  on  many  foods  is 
extremely  misleading"  (H.  Rept.  101- 
538,  supra,  18).  Establishing  standard 
serving  sizes  will  reduce  this  confusion 
and  provide  a  consistent  basis  for 
serving  sizes  and  for  claims  based  on 
them.  Moreover,  some  of  the  serving 
sizes  currently  in  use  (e.g.,  2  servings  on 
a  12-fl  oz  can  of  soft  drink)  are  not 
consistent  with  the  act  because  they  do 
not  reflect  the  amount  customarily 
consumed. 

With  regard  to  the  use  of  other  dietary 
guidance  materials  and  the  claim  that 
reference  amounts  should  be  based  on 
what  people  should  eat  rather  than  what 
they  usually  eat,  FDA  acknowledges 
that  it  would  be  desirable  to  have 
serving  sizes  on  product  labels  that  are 
consistent  with  the  serving  sizes  in  the 
dietary  guidance  documents  published 
by  Federal  agencies.  However,  FDA 
advises  that  the  act  defines  serving  size 
as  an  "amount  customarily  consumed," 
not  an  amount  people  should  eat.  The 
agency  has  made  some  modifications  in 
reference  amounts  where  the  changes 
are  consistent  with  the  customarily 
consumed  amounts  of  the  products 
under  consideration,  such  as  those 
described  for  bread  in  section  III.D.5.  of 
this  document.  Although  these  changes 
have  not  deviated  from  the  definition  of 
serving  size,  they  have  resulted  in 
serving  sizes  more  in  agreement  with 
dietary  guidance  documents. 

However,  because  dietary  guidance 
documents  were  developed  for  purposes 
other  than  regulatory  uses,  these 
documents  have  several  problems  that 
prevent  their  use  as  the  primary  source 
in  determining  reference  amounts.  Of 
greatest  significance  is  the  fact  that 
many  serving  sizes  in  the  dietary 
guidance  documents  are  not  based  on 
the  amounts  customarily  consumed  and, 
therefore,  are  not  consistent  with  the 
definition  of  serving  size  in  the  act. 
Dietary  guidance  documents  published 
by  Government  agencies  usually  list 
approximate  amounts  of  food  for  the 
purpose  of  providing  "general" 
guidance  as  to  what  quantity  of  each 
food  group  a  person  should  consume  to 
maintain  good  health.  Therefore,  the 
amount  that  represents  a  serving  is  often 
not  well  defined  (e.g.,  1  slice  for  bread 
when  the  weight  of  a  slice  of  bread 
varies  among  different  brands). 

The  documents  also  provide  a 
measure  that  is  not  applicable  for  all 
products  within  a  product  category.  For 
example,  these  documents  recommend 
the  serving  size  for  vegetables,  other 
than  raw  leafy  vegetables,  as  1/2  cup. 
Vegetables  in  small  pieces  (e.g.,  green 
peas,  cut  com)  can  be  measured  with  a 
cup.  However,  many  other  vegetables 
come  in  a  form  that  cannot  be  measured 


with  a  cup  (e.g.,  broccoli  spears; 
although  broccoli  can  be  measured  if  it 
is  cut  in  small  pieces,  the  weight  per 
cup  would  vary  widely  depending  on 
the  shape  and  size  of  the  cut  piece). 

In  addition,  dietary  guidance 
documents  give  one  serving  size  for  a 
broad  food  group.  Customarily 
consumed  amounts,  however,  vary  for 
different  ty{>es  of  food  within  the  food 
group.  Therefore,  for  nutrition  labeling 
purposes,  FDA  cannot  use  one  reference 
amount  for  the  broad  groups  defined  in 
these  documents. 

In  summary,  dietary  guidance 
documents  are  written  for  purposes 
other  than  implementing  the  serving 
size  requirements  of  the  act,  and  thus 
the  serving  sizes  in  these  documents  do 
not  provide  the  accuracy  and  specificity 
that  are  needed  for  the  reference 
amounts  that  are  used  for  nutrition 
labeling  under  section  403(q)  of  the  act. 

With  regard  to  the  comment  that  a 
food  consumption  data  base  such  as  the 
NFCS  is  inappropriate  to  determine 
long-term  intake  because  the  survey 
covered  only  a  limited  number  of  days, 
FDA  notes  that  the  comment  has 
confused  the  procedures  used  to 
estimate  the  reference  amounts  with  the 
procedures  used  to  estimate  the  average 
daily  intake  of  food.  FDA  advises  that 
the  number  of  days  of  data  collection  is 
not  critical  for  the  estimation  of 
reference  amounts,  particularly  if  the 
survey  included  a  large  number  of 
people  as  was  done  in  the  NFCS. 

Tne  number  of  days  of  data  collection 
is  an  important  issue  when  an  estimate 
of  the  long-term  intake  (chronic  intake) 
is  needed,  e.g.,  for  the  safety  evaluation 
of  a  food  or  a  component  of  food.  A 
survey  that  contains  a  limited  number  of 
days  of  data  may  overestimate  the 
chronic  intake,  by  eaters,  of  a  food  that 
is  consumed  infrequently  (e.g.,  a 
specific  fish)  but  that  was  consumed 
during  the  survey.  For  example, 
estimates  of  the  average  daily  intakes  of 
swordfish  derived  from  the  NFCS  are 
likely  to  overestimate  the  chronic  intake 
of  swordfish  because  this  fish  is  not 
consumed  frequently  in  the  United ' 
States.  If  an  uncommon  food  is 
consumed  during  the  survey  and  the 
amount  consumed  is  divided  by  the 
number  of  survey  days,  3  in  this 
example,  the  average  daily  intake 
estimate  for  long-term  intake  will  be 
greatly  exaggerated  because  even  people 
who  like  swordfish  are  not  likely  to 
consume  it  once  every  3  days. 

However,  in  determining  reference 
amounts,  FDA  used  the  amount 
consumed  per  eating  occasion,  which  is 
a  short-term  not  a  long-term  intake. 
Thus,  it  was  not  necessary  to  average 
the  amount  of  food  consumed  by  the 


number  of  survey  days.  For  the 
determination  of  reference  amounts,  the 
amount  of  food  consumed  for  each 
eating  occasion  reported  was  coimted  as 
a  separate  entry.  Consequently,  surveys 
that  contain  3-day  data  for  a  large 
number  of  people,  like  the  NFCS,  are 
appropriate  for  use  in  determining  the 
amount  of  food  customarily  consiimed 
per  eating  occasion. 

18.  Several  comments  discussed  the 
selection  of  the  food  consumption  data 
base  used  in  determining  the  reference 
amounts.  Most  of  the  comments 
objected  to  using  the  1987-1988  NFCS 
either  by  itself  or  with  the  1977-1978 
NFCS.  The  comments  were  concerned 
that,  because  of  the  low  response  rate, 
the  data  from  this  siu-vey  may  not 
represent  the  amoimt  customarily 
consumed  as  directed  by  the  act.  Some 
comments  stated  that  FDA  should  use 
only  the  1977-1978  NFCS.  Some 
comments  opposed  using  the  1985  and 
1986  Continuing  Surveys  of  Food 
Intakes  by  Individuals  (CSFII)  because 
these  data  bases  included  only  selected 
age/sex  groups  (women  19  through  50 
and  children  1  through  5  years  of  age). 
These  comments  asserted  that  the  use  of 
the  CSFn  data  bases  resulted  in  an 
underestimation  of  the  amount 
customarily  consumed  because  men  and 
older  children,  who  as  a  group  usually 
consume  larger  quantities  of  food  than 
women  and  younger  children,  were  not 
included. 

A  comment  from  a  consumer 
organization  strongly  objected  to  FDA's 
use  of  the  1987-1988  NFCS  with 
validation  by  the  CSFII  if  data  frt)m  the 
1987-1988  NFCS  suggested  a  change  in 
consumption  practices  since  1977-1978 
NFCS.  The  comment  asserted  that  the 
CSFn  is  an  inappropriate  data  base  fbr 
validating  serving  sizes  because  the 
CSFII  included  only  women  ages  19 
through  50  and  their  young  children 
ages  1  through  5.  Therefore,  the 
comment  asserted,  the  data  base  did  not 
reflect  the  food  consumption  practices 
of  the  entire  population,  and  die 
validation  cannot  be  used  for  the  entire 
population.  The  comment  also 
contended  that  in  vahdating  the  trend 
change  in  consumption,  FDA  did  not 
compare  the  data  from  the  CSFII  to  what 
women  and  young  children  were  eating 
in  the  1977-1978  NFCS. 

A  manufacturer  stated  that  FDA 
should  solicit  consumption  data  frx>m 
manufacturers  because  "the  industry 
may  well  be  the  most  efficient, 
accessible  and  accurate  source  of 
information"  because  "an  ongoing 
knowledge  of  current  consiunption  data 
*  *  *  is  vital  and  basic  to  [the] 
production  and  marketing  of  a  product." 
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Because  the  final  results  of  the  1987- 
1988  NFCS  were  not  available  in  time 
for  the  1990  proposal,  FDA  relied 
primarily  on  the  1977-1978  NFCS  to 
determine  the  "standard  serving  sizes." 
Numerous  comments  on  the  1990 
proposal  opposed  FDA's  use  of  a  data 
base  that  is  more  than  10  years  old.  The 
comments  argued  that  the  food 
consumption  practices  have  changed 
since  the  1977-1978  NFCS.  and  that, 
therefore,  estimates  derived  from  the 
1977-1978  NFCS  may  not  reflect 
current  food  consumption  practices. 
Since  the  publication  of  the  1990 
proposal,  USDA  released  the  final  data 
tape  for  the  1987-1988  NFCS.  However. 
FDA  could  not  use  the  1987-1988  NFCS 
alone  because  this  survey  had  an 
unusually  low  response  rate.  Therefore. 
FDA  used  both  the  1977-1978  and  the 
1987-1988  survey  data  in  developing 
the  reference  amounts  in  the  1991 
serving  size  proposal.  If  the  1987-1988 
NFCS  had  a  higher  response  rate,  the 
new  survey  data  would  have  been 
preferable  to  the  1977-1978  NFCS  data 
for  determining  the  reference  amounts 
of  food  because  of  its  recency.  The  use 
solely  of  the  1977-1978  NFCS  is  also 
not  desirable  because  the  data  are 
almost  15  years  old.  and  many  new 
products  have  been  introduced  into  the 
marketplace  for  which  the  1977-1978 
NFCS  had  no  data.  Also,  changes  in  the 
customarily  consumed  amounts  that 
might  have  occurred  since  the  1977- 
1978  NFCS  could  not  be  determined 
from  the  use  of  that  survey  alone. 
Therefore.  FDA  tentatively  concluded 
that  using  both  survey  data  bases  is  the 
most  desirable  approach  because  such 
an  approach  compensates  for  limitations 
in  each  of  the  two  surveys;  increases  the 
number  of  available  data  points; 
provides  two  sets  of  mean,  median,  and 
modal  amount  consumed  rather  than 
one;  and  therefore  strengthens  the 
reliability  of  the  reference  amounts 
determined.  Comments  that  objected  to 
the  use  of  the  1987-1988  NFCS  did  not 
provide  any  solution  on  how  to 
determine  the  current  customarily 
consumed  amount  of  food  that  reflect 
changes  in  the  food  consumption 
practices  of  the  U.S.  population  since 
the  1977-1978  NFCS.  In  addition,  the 
comments  did  not  provide  any 
suggestions  on  how  to  estimate  the 
consumption  of  new  products 
introduced  into  the  marketplace  since 
the  1977-1978  NFCS.  Thus,  in  order  to 
determine  the  customarily  consumed 
jfnount  of  food  that  is  representative  of 
U.S.  food  consumption,  that  reflects 
current  consumption  practices,  and  that 
includes  new  products  introduced  into 
the  marketplace  since  the  1977-1978 


NFCS,  the  agency  concludes  that  the  use 
of  both  the  1977-1978  NFCS  and  the 
1987-1988  NFCS  is  necessary  to 
compensate  for  limitations  in  each  of 
the  two  surveys. 

The  comments  that  objected  to  the  use 
of  the  CSFII  data  bases  because  these 
data  may  have  lowered  the  reference 
amounts,  misunderstood  the  way  FDA 
used  diese  data  bases  in  determining 
reference  amounts.  When  the  results  of 
the  1987-1988  NFCS  suggested  a  change 
in  food  consumption  practices  since  the 
1977-1978  NFCS  (e.g..  customarily 
consumed  amounts  increased  or 
decreased  substantially).  FDA  used  the 
CSFII  data  bases,  whidi  had  a  high 
response  rate,  only  to  confirm  the 
validity  of  the  trends  observed,  i.e.,  to 
show  that  the  apparent  trends  were  not 
.an  artifact  of  the  low  response  rate  in 
the  1987-1988  NFCS.  As  mentioned  in 
the  1991  serving  size  proposal  (56  FR 
60394  at  60403).  such  a  validity  check 
to  confirm  the  trend  observed  in  the 
1987-1988  NFCS  was  recommended  by 
an  expert  ad  hoc  committee  that 
evaluated  the  impact  of  nonresponse  in 
the  1987-1988  NFCS  (Ref.  26).  Only 
when  the  same  trends  were  observed  in 
the  CSra  did  FDA  rely  solely  on  the 
1987-1988  NFCS,  so  that  the  reference 
amount  would  reflect  the  current 
consumption  practices  more  accurately. 
The  estimates  of  intakes  derived  from 
the  CSFII  were  not  used  in  arriving  at 
the  reference  amounts  proposed  in  the 
1991  serving  size  proposal.  Therefore, 
potentially  lower  estimates  derived  from 
the  CSFII  data  bases  had  no  effect  on 
lowering  reference  amounts. 

With  regard  to  the  objection  to  FDA's 
use  of  the  1987-1988  NFCS  if  it 
suggested  a  change  in  consumption 
since  the  1977-1978  NFCS  and  the  use 
of  CSFII  to  validate  that  change,  the 
agency  recognizes  that  the  CSFII 
included  only  limited  age  and  sex 
groups.  Although  the  CSFII  data  bases 
used  to  confirm  the  trends  included 
only  women  19  through  50  and  children 
1  through  5  years  of  age,  these  data 
bases  were  the  only  other  recent  data 
bases  that:  (1)  Were  produced  in  a  study 
conducted  about  the  same  time  period 
as  the  1987-1988  NFCS  using  the  same 
survey  methodology.  (2)  reflected  food 
consumption  practices  representative  of 
the  U.S.  population  groups  that  were 
studied  under  the  actual  conditions  of 
use,  and  (3)  had  a  high  response  rate. 
Therefore,  the  CSFII  data  bases  were  the 
only  data  bases  available  to  the  agency 
for  the  purpose  of  confirming  the 
apparent  trend  observed  in  the  1987- 
1988  NFCS,  and,  as  mentioned  above, 
their  use  in  this  manner  was 
recommended  by  an  expert  ad  hoc 
committee  that  evaluated  the  impact  of 


nonresponse  in  the  1987-1988  NFCS 
(Ref.  26).  ,      .^ 

As  for  the  assertion  that  FDA  should 
have  compared  the  data  from  the  CSFII 
to  what  women  and  young  children 
were  eating  in  the  1977-1978  NFCS.  the 
agency  has  done  data  analysis  for 
women  and  young  children  in  the  1977- 
1978  NFCS  for  those  product  categories 
that  relied  on  the  1987-1988  NFCS 
because  of  consumption  changes  since 
the  1977-1978  NFpS.  The  results 
showed  that  the  sahie  consumption 
changes  were  observed  for  women  and 
young  children  as  for  the  total 
population  since  the  1977-1978  NFCS 
(Ref.  40).  TTius.  FDA  concludes  that  it 
used  the  1987-1988  NFCS  and  the  CSFII 
data  appropriately,  and  that  it  made  the 
best  use  of  the  available  food 
consumption  data  bases. 

With  regard  to  the  request  that  FDA 
solicit  consumption  data  from 
manufacturers,  in  the  preamble  to  the 
1991  serving  size  proposal  (56  FR  60394 
at  60401).  FDA  requested  such  data  by 
stating  that  "(Tlhe  agency  is  willing  to 
consider  any  data  that  may  give  a  better 
estimate  of  an  amount  customarily 
consumed  of  a  specific  product 
category."  Many  comments  submitted 
food  consumption  and  other  data  in 
support  of  the  requests  for  changes  of 
the  reference  amounts.  FDA  has 
considered  all  data  that  were  submitted. 
It  will  discuss  and  respond  to  these  data 
in  section  III.D.5.  of  this  document, 
which  discusses  requests  for  changes  in 
reference  amounts  for  specific  product 
categories.  However,  while  some  of 
these  data  have  led  the  agency  to  modify 
the  specific  reference  amounts  in  Table 
2  in  new  §  101.12(b).  the  fact  that  they 
have  caused  the  agency  to  make  only  a 
relatively  small  number  of  changes 
supports  the  basic  validity  of  FDA's 
reliance  on  the  1977-1978  and  1987- 
1988  NFCS  data. 

19.  A  few  comments  stated  that 
reference  amounts  should  be  based 
solely  on  the  modal  amount  consumed, 
which  represents  the  most  frequently 
consumed  amount,  not  the  mean  or 
median  amount  consumed. 

FDA  received  the  same  suggestions  in 
the  comments  on  the  1990  proposal.  As 
explained  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60400),  the 
mode  was  not  useful  as  the  sole 
criterion  for  determining  the  reference 
amount  because  most  food  groups  had 
two  or  more  modes,  and  there  usually 
was  no  obvious  or  rational  basis  to 
choose  one  over  the  other.  Therefore, 
FDA  used  all  three  (or  more,  if  there  was 
more  than  one  mode)  values  that  could 
represent  an  amount  customarily 
(commonly)  consumed,  i.e.,  the  mean, 
the  median,  and  the  mode.  Following 
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the  procedures  detailed  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60404).  FDA  determined  the  reference 
amount  that  was  most  likely  to 
represent  the  amount  customarily 
consumed  for  each  product  category. 
The  new  comments  offefed  no 
additional  data  or  argiunents  to  support 
tiiat  using  cmly  the  modal  valiie  is  rntter 
than  using  all  three  values  suggestive  of 
the  amount  customarily  consumed  and 
no  suggestions  for  how  to  select  one 
modalvalue  over  another  when  there 
were  multiple  modes  that  were  similar 
in  frequency.  Thus.  FDA  concludes  that 
it  is  appropriate  to  consider  all  three 
values  that  provide  data  on  which  to 
derive  the  customarily  consumed 
amount  (i.e.,  mean,  median,  and  mode). 

2.  Expression  of  reference  amounts 

In  the  1991  serving  size  proposal  (56 
FR  60394  at  60406).  FDA  described  the 
general  principles  that  it  followed  in 
expressing  the  reference  amounts  in 
proposed  §  101.12(b).  FDA  expressed 
reference  amounts  for  fluids  in  mL.  It 
expressed  reference  amounts  for  other 
foods,  to  the  extent  possible,  in  g.  For 
a  limited  number  of  product  categories. 
FDA  expressed  the  reference  amounts  in 
common  household  measures.  For 
example,  when  foods  within  a  product 
category  varied  considerably  in  density, 
and  the  customarily  consumed  amounts 
for  different  products  were  more 
uniform  when  expressed  in  volume  than 
in  weight,  FDA  expressed  the  reference 
amounts  in  cups,  tosp.,  and  teaspoons 
(tsp.).  In  these  limited  cases,  FDA 
selected  volumes  that  could  easily  be 
expressed  in  fractions  or  multiples  of 
common  household  measures  as 
described  in  proposed  §  101.9(b)(5). 
Several  comments  requested  changes  in 
some  of  these  principles. 

20.  One  manufacturer  stated  that  all 
refervnce  amounts  should  be  expressed 
in  g,  and  another  suggested  that 
reference  amounts  for  specific  product 
categories  (e.g.,  soups,  sauces,  gravies, 
beans,  and  mixbd  dishes)  should  be  in 
g  instead  of  cups. 

FDA  agrees  uiat  when  possible, 
reference  amounts  should  be  expressed 
in  g.  As  discussed  more  fully  in  section 
III.D.5.  of  this  document,  some  of  the 
specific  product  categories  originally 
expressed  in  volume-based  reference 
amounts  have  been  changed  to  weight- 
based  reference  amounts.  However,  the 
agency  does  not  agree  that  it  is 
appropriate  or  desirable  to  do  so  for  all 
product  categories,  including  some  of 
those  spedHcally  mentioned  in 
comments.  As  explained  above,  when 
products  within  a  product  category 
differ  widely  in  density,  the  use  of  a 
nxed  g  reference  amount  would  resuh 


in  a  serving  size  that  is  too  large  for 
some  products  in  the  category  and  too 
small  for  others,  even  though  the 
volume  amounts  consumed  are  similar 
for  all  products  within  the  category.  For 
example,  although  the  reference  amount 
for  "mixed  dishes  measurable  with  cup" 
is  1  cup,  the  g-weights  of  di  Cerent  types 
of  proaucts  within  the  category  differ 
widely,  e.g.,  about  160  g  for  seafood 
with  vegetables  without  sauce  and  about 
250  g  for  seafood  stew.  Also,  fluids  (e.g., 
beverages)  have  been  customarily 
expressed  in  volume  (mL  or  fl  oz)  not 
in  weight,  and  they  can  easily  and 
accurately  be  measured  in  volumetric 
units.  Thus,  FDA  has  used  weight-based 
reference  amounts  in  most  cases  but  has 
retained  volume-based  reference 
amounts  for  fluids  and  for  a  limited 
number  of  categories  with  products  that 
vary  greatly  in  density  (e.g.,  mixed 
dishes  measurable  with  a  cup,  product 
category  having  aerated  products)  or  for 
which  information  on  the  g-weight  of 
the  household  measure  is  scarce,  and 
comments  have  provided  no  appropriate 
weight-based  reference  amounts  that  are 
accurate  and  nonmisleading  for  all 
products  within  the  category  (e.g., 
condiments). 

21.  A  manufacturer  stated  that 
reference  amounts  should  not  be 
adjusted  to  reflect  "nonmetric" 
household  measures.  The  comment 
suggested  that  such  adjustments  would 
be  confusing  and  of  no  assistance  to  the 
consumer.  A  consumer  recommended 
expressing  reference  amounts  in 
rounded  metric  units,  e.g.,  250  mL  for 
juice  (8.45  fl  oz),  not  240  mL  (8  fl  oz). 

FDA  disagrees  with  the  comntent.  The 
act  requires  that  serving  sizes  be 
declared  in  common  household 
measures,  and  therefore,  those  measures 
must  drive  the  reference  amounts.  The 
common  household  measures  are  the 
declaration  that  appears  first  on  the 
nutrition  label,  followed  in  parentheses 
by  the  equivalent  metric  measure  which 
may  or  may  not  be  the  same  as  the 
reference  amount.  Many  consumers 
complained  about  odd  fractions  (e.g., 
1.4,  2.3).  Therefore,  a  fractional  serving 
size  such  as  8.45  fl  oz,  which  was 
suggested  in  the  comment,  is  not 
desirable.  Thus,  it  is  important  to  adjust 
the  reference  amounts  to  be  in  metric 
amounts  that  convert  to  useful,  whole 
number  household  measures  rather  than 
rounded  metric  units. 

22.  A  manufacturer  requested  that 
FDA  express  the  reference  amounts  in 
either  U.S.  measures  or  in  metric 
equivalents  that  reflect  the  more  precise 
factors  of  28.35  g  per  oz  instead  of  28 

g  per  oz  and  29.57  mL  per  fl  oz  instead 
of  30  mL  per  fl  oz. 


FDA  notes  that  the  reference  amounts 
are  amounts  customarily  consumed  that 
will  guide  manufacturers  to  determine 
the  label  serving  sizes  of  their  specific 
products  in  common  household 
measures.  The  serving  sizes  in  common 
household  measures  will  be  in  units 
such  as  pieces,  cups,  tbsp.,  and  tsp. 
These  household  measures  are  primarily 
for  consumer  use,  and  it  is  unlikely  that 
they  will  measure  a  cup  with  the  4-digit 
accuracy  suggested  in  the  comment. 
Accordingly,  the  reference  amount  that 
will  be  used  as  a  guide  for  determining 
the  serving  size  in  household  measure 
does  not  need  the  4-digit  accuracy  of  the 
g  and  mL  equivalency  suggested  in  the 
comment.  Also,  both  28.35  g  and  28  g 
will  be  translated  to  1  oz  for  the  label 
serving  size  when  oz  is  used  as  the 
serving  size.  Both  29.57  raL  and  30  mL 
will  be  translated  to  1  fl  oz  for  the  label 
serving  size.  In  addition,  in  the  case  of 
fl  oz.  the  30  mL  equivalency  of  1  fl  oz 
allows  for  the  exact  conversion  of  1  cup 
to  8  fl  oz.  Therefore,  the  agency  has 
concluded  that  for  nutrition  labeling 
purposes,  28  g  for  1  oz  and  30  mL  for 

1  fl  oz  are  sufficiently  accurate  and 
appropriate  because  they  provide  the 
accuracy  needed  for  nutrition  labeling 
purposes  without  implying  unrealistic 
accuracy,  and  because  whole  numbers 
are  easier  to  use  than  decimal  fractions. 

3.  Presentation  of  reference  amounts 

23.  In  footnote  2  under  Tables  1  and 

2  in  proposed  §  101.12(b)  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60418  and  60419),  FDA  stated  that, 
unless  otherwise  noted  in  the  reference 
amount  column,  the  reference  amounts 
in  the  tables  are  for  the  ready-to-serve  or 
almost  ready-to-serve  form  of  the 
product  (i.e.,  heat  and  serve,  brown  and 
serve),  and  that  if  the  reference  amount 
is  not  listed  separately,  the  reference 
amount  for  the  unprepared  form  (e.g., 
dry  mix.  concentrate)  of  the  product  is 
the  amount  required  to  make  one 
reference  amount  of  the  prepared  form. 

A  trade  association  requested  that 
FDA  delete  footnote  2  from  Tables  1  and 
2  because  it  "implies  that  most  of  the 
major  reference  amounts  used  to 
determine  number  of  servings  will  be 
based  on  a  cooked  (consumed)  basis." 
The  comment  further  requested  that  if 
FDA  did  not  mean  that  the  number  of 
servings  should  be  based  on  the  cooked 
basis,  the  agency  should  provide  a 
complete  explanation  in  the  preamble  of 
this  document  or  in  another  official, 
readily  accessible  reference.  The 
comment  contended  that  it  would  be 
difHcult  to  determine  the  number  of 
servings  for  the  unprepared  form  of  the 
product. 
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FDA  believes  that  the  cominent  has 
misinterpreted  the  footnote.  Many  foods 
are  available  in  the  marketplace  in 
several  different  forms:  Ready-to-serve, 
almost  ready-to-serve,  dry  mixes, 
batters,  or  concentrates.  For  example, 
pancakes  come  in  three  different  forms: 
Dry  mix,  batter,  and  the  frozen  almost 
ready-to-serve  form,  which  requires 
only  heating  before  consumption,  if 
FDA  were  to  list  reference  amounts  for 
all  of  the  different  forms  of  these  foods, 
the  tables  would  be  needlessly  lengthy. 
In  addition,  the  list  would  not  include 
forms  of  the  food  requiring  further 
preparation  that  may  be  introduced  in 
the  foture.  Because  the  amounts  of  food 
consumed  are  similar  for  the  ready-to- 
serve  and  the  unprepared  forms  oa  an 
as  consumed  bads,  as  explained  in  the 
preamble  of  the  1991  serving  size 
proposal  (56  FR  60394  at  60407).  FDA 
listed  all  forms  of  the  same  food 
together  and  provided  one  reference 
amount  listed  on  an  as  consumed  basis. 
Footnote  2  merely  explains  that  the 
reference  amounts  in  the  table  are 
expressed  in  the  quantity  of  the  food 
that  is  in  the  ready-to-eat  or  the  almost 
ready-to-eat  form  of  the  food.  Since 
nutrition  labeling  is  required  to  be  on  an 
"as  packaged"  baisis,  the  footnote  forther 
informs  the  manufacturer  that,  for  the 
unprepared  form  of  a  product  that 
requires  forther  preparation  before 
consumption  (e.g.,  dry  mix,  batter, 
uncooked  food),  the  manufacturer  must 
determine  the  quantity  of  the 
unprepared  product  that  is  required  to 
make  one  reference  amount  of  the 
prepared  product  as  specified  in  new 
§  101.12(b).  Using  the  reference  amount 
for  the  unprepared  product,  the 
manufacturer  must  then  determine  what 
the  serving  size  of  the  unprepared 
product  "as  packaged"  should  be  in 
common  household  measiire. 

For  the  pancake  example,  this 
requires  that  the  manufacturer 
determine  the  weight  of  dry  mix  or 
batter  required  to  make  one  reference 
amount  (110  g)  of  the  prepared  pancake 
according  to  the  label  directions  for  the 
preparation.  If  40  g  of  a  pancake  mix  is 
needed  to  make  110  g  of  pancakes,  40 
g  of  dry  mix  is  the  reference  amount  of 
this  pancake  mix.  The  serving  size  for 
this  pancake  mix  will  be  about  1/3  cup 
(40  ^.  The  number  of  servings  per 
container  will  then  be  estimated  httm 
the  net  quantity  of  contents  of  the 
container  and  the  reference  amount  for 
the  unprepared  form  of  the  product.  For 
the  pancake  example  above,  if  the  net 
quantity  of  the  package  is  12  oz,  the 
number  of  servings  per  container  can  be 
determined  by  dividing  the  net  quantity 
in  g  by  the  reference  amount  for  the  dry 


mix  (40  g).  e.g.,  (12  oz)  x  (28.35  g/oz)/ 
40  g  s  8.5,  i.e.,  about  9  servings 
according  to  the  provision  for  declaring 
the  numbHsr  of  servings  per  container  in 
new  §  101.9(bK8). 

As  requested  in  the  comment,  FDA 
has  provided  a  complete  explanation  of 
the  footnote  and  how  to  determine  the 
number  of  servings  per  container  for 
unprepared  products  that  require 
foilher  preparation.  Therefore,  the 
agency  is  retaining  Footnote  2  for  Tables 
1  and  2  in  the  final  regulation  to  inform 
manufacturers  that  the  reference 
amoiuits  in  Tables  1  and  2  are  the 
amount  of  the  final  product  on  a  ready- 
to-serve  or  almost  ready-to-serve  basis. 
In  addition,  for  clarity,  the  agency  has 
added,  at  the  end  of  footnote  2  to  Tables 
1  and  2,  the  following  statement: 
"Prepared  means  prepared  for 
consumption  (e.g..  cooked)." 

24.  A  trade  association  suggested  that 
FDA  express  the  reference  amounts  in 
Tables  1  and  2  in  proposed  §  101.12(b), 
where  possible,  in  common  household 
measures  with  the  equivalent  metric 
quantity  in  parenthesis.  The  comment 
stated  that  consumers,  FDA,  and  the 
food  industry  will  be  best  served  if  the 
reference  amounts  in  the  regulation 
tables  are  stated  as  they  should  appear 
on  the  label. 

FDA  understands  the  concern 
expressed  by  the  comment.  However, 
different  characteristics  (e.g.,  shape, 
size,  density)  of  different  products 
preclude  thie  presentation  of  most 
reference  amounts  as  they  would  appear 
on  the  product  label.  For  example,  the 
reference  amovmt  for  bread  is  50  g.  The 
serving  sizes  for  most  sliced  bread  will 
be  1  slice.  However,  the  parenthetical 
metric  measure  will  differ  depending  on 
the  thickness  of  the  sUce.  In  addition,  if 
a  slice  weighs  50  percent  or  less  of  the 
reference  amount,  the  serving  size  will 
be  the  number  of  slices  that  most  closely 
approximates  the  reference  amount. 
Thus,  both  the  household  measure  and 
the  metric  measure  may  vary  for  brands 
that  come  in  different  thicknesses  as 
shown  in  the  examples  below. 

BRAND  A:  1  slice  (35  g) 

BRAND  B:l  slice  (28  g) 

BRAND  C:  2  sUces  (45  g) 

Therefore,  for  most  products.  FDA 
cannot  express  the  reference  amounts  as 
they  should  appear  on  the  label. 
However,  in  response  to  the  comment, 
FDA  is  adding  a  label  statement  column 
to  Tables  1  and  2  in  new  §  101.12(b). 
This  colunm  provides  guidance  on  how 
the  serving  sizes  of  specific  products  in 
each  product  category  will  appear  on 
the  product  labels  and  should  help 
reduce  confusion  and  promote 
uniformity  in  label  serving  size  units. 
For  example,  the  label  statement  for 


bread  and  rolls  states  " plaoeCs) 

( g)  for  sliced  bread  and  distinct 

pieces  (e.g.,  rolls):  2  oz  (56  g)  for 
unsliced  bread."  For  shced  mead  or 
rolls,  manufecturers  will  then  fill  in  the 
number  of  slices  or  rolls  that  most 
closely  approximates  the  SO  g  refarence 
amount  and  the  g-weight  equivalent  of 
that  number  of  slices  or  rolls.  For 
unsliced  bread,  oz  is  the  household 
measure  most  appropriate  for  the  food 
and  2  oz  most  closely  approximates  the 
50  g  reference  amoimt  for  bread.  The 
metric  measiue  equivalent  to  2  oz  is  56 
g  because  1  oz  in  weight  is  defined  as 
28  g  for  nutrition  labehng  purposes  in 
§  l01.9(bX5)(iv).  Therefore,  the  label 
statement  for  unsliced  bread  states  "2  oz 
(56gl-inchsUce)." 

Where  possible,  FDA  has  also 
provided  the  exact  household  measure 
and  the  equivalent  metric  measure  for 
serving  sizes  in  volumetric  measures 
other  than  oz  (e.g.,  cups,  tbsp.),  using 
the  g  weight  of  the  household  measure 
reported  by  the  USDA.  For  example,  for 
the  product  category  of  "Confactioner's 
sugar,"  the  reference  amount  is  30  g 
which  is  equivalent  to  1/4  cup. 
Therefore,  the  label  statement  column 
states  "1/4  cup  (30  g),"  which  is  how 
the  information  willappear  on  the 
product  label. 

25.  An  industry  comment  urged  FDA 
not  to  include  the  reference  amount 
table  (proposed  §  101.12(b))  in  the 
regulation  itself  Instead,  the  comment 
asked  that  FDA  generally  establish  its 
intention  to  use  such  a  table,  then 
reference  and  formalize  the  table 
through  policy  memoranda.  The 
comment  stated  that  if  the  reference 
amount  table  is  in  the  regulation,  the 
petition  process  for  modifying  the 
reference  amounts  would  require  a 
notice  and  comment  rulemaking  which 
would  necessitate  publication  in  the 
Federal  Register  before  a  change  could 
be  made. 

The  reference  amount  table 
appropriately  is  included  in  the 
regulation  because  these  amounts  have 
.  the  force  and  effect  of  law.  While  it  is 
true  that  any  changes  in  the  reference 
amoimts  will  require  a  notice  and 
comment  rulemaking,  FDA  concludes 
that  giving  the  reference  amounts  legal 
effect  is  required  to  implement  section 
403(q)(l)(A)(i)  of  the  act  The  legislative 
history  of  section  2(b)(1)(B)  of  the  1990 
amendments  directs  FDA  to  establish 
meaningful  serving  size  requirements 
(H.  Rept.  101-538.  supra.  18).  Such 
requirements  are  necessary  to  ensure 
that  the  swing  size  that  appears  on  the 
label  reflects  the  amount  customarily 
consumed. 
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A.  Product  categories 

a.  Number  of  product  categories 

FDA  proposed  131  product  categories: 
Q  for  foods  specially  formulated  or 
processed  for  consumption  by  infants  or 
toddlers  and  122  for  the  general  food 
supply.  The  agency  asked  for  comments 
nn  whether  these  categories  adequately 
cover  the  food  supply  (56  FR  60394, 
60407). 

Many  comments  addressed  whether 
the  131  product  categories  are  adequate. 
Some  comments  expressed  their  support 
for  the  131  product  categories  proposed 
in  the  1991  serving  size  proposal.  These 
comments  stated  that  the  proposed 
product  categories  are  reasonable  and 
recognizable.  Several  comments 
suggested  that  some  of  the  product 
categories  should  be  combined.  The  vast 
majority  of  the  comments,  however, 
stated  that  the  131  categories  were  too 
restrictive  and  recommended  expanding 
some  of  the  categories. 

Because  the  comments  about  the 
number  of  product  categories  are  closely 
related  to  the  comments  on  the 
reference  amount,  those  comments  that 
requested  merging  or  expanding  specific 
categories  will  be  discu^ed  in  the  next 
section  of  this  document  on  requests  for 
changes  in  reference  amounts  for 
specific  product  categories.  This  section 
includes  only  those  comments  that 
requested  recategorization  of  entire 
product  categories  or  addition  of  a 
product  category. 

26.  A  State  government  comment 
recommended  that  FDA  regroup  all 
products  into  six  categories  and 
establish  one  standard  measure  for  each 
category  that  is  easily  understood  and 
multipliable.  For  example,  the  comment 
suggested  grouping  dry  cereal,  rice, 
beans,  raisins,  nuts,  bread,  tortilla, 
crackers,  cooked  fish,  and  hard  cheese 
into  one  category  with  a  standard 
serving  size  of  1  oz. 

Section  403(q)(l)(A)(i)  of  the  act 
defines  serving  size  as  an  amount  of 
food  customarily  consumed.  Therefore, 
FDA  has  not  grouped  products  together 
unless  their  customarily  consumed 
amounts  are  similar.  Grouping  of  foods 
into  such  broad  categories  as  those 
suggested  by  the  comment  is  not 
possible  because  the  amoimts 
customarily  consumed  vary  widely.  For 
example.  1  oz  may  be  an  appropriate 
reference  amount  for  some  foods  in  the 
grouping  suggested  by  the  comment 
(e.g.,  cheese,  some  ready-to-eat  cereals), 
but  it  is  too  small  for  other  foods  in  that 
grouping  (e.g.,  bread,  fish).  Food 
consumption  data  show  that  the  amount 
customarily  consumed  for  fish  without 
sauce  is  3  oz  cooked,  and  that  for  fish 


with  sauce  (e.g.,  fish  with  cream  sauce), 
it  is  5  oz  cooked. 

27.  A  manufocturer  requested  that 
FDA  add  a  product  category  for  snack 
sandwiches,  which  have  recently  been 
introduced  into  the  market,  with  a 
reference  amount  of  70  g. 

The  1991  serving  size  proposal  has  a 
product  category  that  includes  products 
such  as  snack  sandwiches.  These 
sandwiches  belong  to  the  category  of 
"mixed  dishes  not  measurable  with 
cup."  The  proposed  reference  amount 
for  this  category,  that  is  retained  in  the 
final  regulation,  is  140  g.  Because  snack 
sandwiches  are  discrete  unit  products, 
the  label  serving  size  will  be  one 
sandwich  if  it  weighs  more  than  70  g. 
If  the  sandwich  weighs  70  g  or  less  each, 
the  serving  size  will  be  the  number  of 
sandwiches  that  most  closely 
approximates  the  140  g  reference 
amount.  However,  the  agency  notes  that, 
as  discussed  in  section  III.F.I.  of  this 
document,  new  $  101.9(b)(10)(ii)  allows 
manufacturers  to  voluntarily  provide  a 
second  column  of  values  per  unit  on 
multiserving  containers. 

Regardless  of  the  size  of  the 
individual  unit,  the  140  g  reference 
amount  will  be  used  to  evaluate  the 
product's  qualification  for  claims  unless 
the  sandwich  meets  the  definition  of  a 
meal  product  or  main  dish  product  in 
new  §  101.13(1)  and  (m).  If  the  sandwich 
meets  the  definition  of  meal  product  or 
main  dish  product,  the  product's 
qualification  for  a  claim  will  be 
evaluated  by  the  rules  described  in  the 
nutrient  content  claim  regulation 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

26.  A  comment  from  a  Federal  agency 
stated  that  there  should  be  a  product 
category  for  gelatin  salad. 

In  the  1991  serving  size  proposal,  all 
gelatin  products  were  included  in  the 
"Custards,  gelatin,  or  pudding"  category 
imder  Desserts.  Because  some  gelatin 
products  are  served  as  salads  rather  than 
desserts.  FDA  agrees  with  the  comment 
that  it  would  be  desirable  to  have  a 
separate  category  for  gelatin  salads. 
Accordingly,  a  new  category  "Gelatin 
Salad"  has  been  added  to  Table  2  in 
new  §  101.1 2Cb).  Following  the  general 
principles  and  the  procedures  described 
in  the  1991  serving  size  proposal  (56  FR 
60394  at  60402).  FDA  has  determined 
the  reference  amount  for  the  category  to 
be  120  g.  which  is  equivalent  to  1/2  cup 
(Ref  41). 

29.  A  manufacturer  of  "herring  salad" 
and  smoked  salmon  spread  stated  that 
their  products  were  not  included  in  the 
131  product  categories  proposed  in  the 
1991  serving  size  proposal.  The 
manufacturer  stated  that  "herring  salad" 
is  a  "fanciful  name"  and  is  not  a  fish 


salad.  "Herring  salad"  and  smoked 
salmon  spread  are  ground  pastes  of 
herring  or  salmon  and  other  ingredients 
such  as  celery,  pickle  relish, 
mayonnaise,  and  spices.  They  are 
neither  used  nor  marketed  for  use  as 
sandwich  spreads  like  tima  salad.  They 
are  promoted  for  use  as  an  appetizer  to 
be  spread  on  crackers,  in  the  same 
manner  consumers  would  use  pickled 
herring.  The  manufacturer  stated  that 
"herring  salad"  and  smoked  salmon 
spread  should  be  added  to  the  'Smoked 
or  pickled  fish  or  shellfish"  category. 

FDA  agrees  that  the  characteristics 
and  the  usage  of  "hening  salad"  and 
smoked  salmon  spread  suggested  in  the 
comment  most  closely  resemble  those 
products  used  as  appetizers  in  the 
"Smoked  or  pickled  fish  or  shellfish" 
category.  In  addition,  "herring  salad" 
and  smoked  salmon  are  carmed  fish 
products.  Both  of  these  categories  have 
a  reference  amount  of  55  g.  'Therefore, 
it  is  a  matter  of  choice  in  which  category 
these  products  are  placed.  FDA  has 
concluded  that  "herring  salad"  and 
smoked  salmon  are  types  of  fish 
products  used  in  the  same  manner  of 
those  products  in  the  "Smoked  or 
pickled  fish  or  shellfish"  category  and 
thus,  fit  better  in  the  "Smoked  or 
pickled  fish  or  shellfish"  category  than 
in  the  canned  fish  category.  Therefore, 
FDA  has  modified  the  name  for  the 
"Smoked  or  pickled  fish  or  shellfish" 
category  in  Table  2  in  §  101.12(b)  to 
include  fish  or  shellfish  spread. 

30.  A  consumer  comment  stated  that 
a  category  is  needed  for  products  such 
as  tempeh.  The  comment  suggested  1  oz 
as  the  reference  amount  for  these 
products. 

FDA  acknowledges  that  tempeh 
should  be  included  in  §  101.12(b). 
However,  the  agency  disagrees  with  the 
comment  that  it  should  have  a  separate 
category  with  a  reference  amount  of  1 
oz.  "The  comment  did  not  provide  any 
data  on  the  amount  cusilomarily 
consumed  to  support  the 
recommendation  of  a  1  oz  reference 
amount  Because  tempeh  is  a  type  of  sov 
product  that  is  used  interchangeably 
with  tofu  (Ref.  42),  the  agency 
concludes  that  tempeh  belongs  in  the 
"Bean  cake  (tofu)"  category  with  a 
reference  amount  of  85  g.  Accordingly, 
FDA  has  revised  the  "Bean  cake  (tofu)" 
category  to  include  tempeh. 

In  addition,  the  agency  is  aware  that 
there  are  an  increasing  number  of  ethnic 
foods  entering  the  general  food  supply. 
However,  available  food  consumption 
data  do  not  usually  provide  information 
on  these  ethnic  foods.  Therefore,  FDA 
requests  that  manufacturers  or  other 
interested  persons  submit  a  petition  as 
described  in  §101. 12(b),  if  any 
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^ddiliom  or  aimsMlnMnts  to  §  101.12(b) 
are  necessary  to  encompass  the  ethnic 
foods  sold  to  the  general  public. 

31.  The  spice  industry  reouested 
exemption  from  nutrition  laoeling  on 
the  basis  that  spices  in  general  contain 
insignificant  amounts  of  nutrients  on  a 
1/4  tsp.  basis.  The  comments  requested 
that  FDA  establish  1/4  tsp.  as  the 
reference  amount  and  "acknowledge 
that  when  used  at  that  level,  the 
industry  is  not  covered  bv  the 
mandatory  nutrition  labeling 
requirements  of  the  proposals." 

Exemptions  from  mandatory  nutrition 
labeling  are  discussed  in  the  nnal 
regulation  entitled  "Food  Labeling; 
Mandatory  Status  of  Nutrition  Labeling 
and  Nutrient  Content  Revision" 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  The  agency  agrees 
with  the  comment  that  there  is  a  need 
for  a  reference  amount  for  spices  and 
herbs  end,  accordingly,  has  added  a 
category  for  these  products.  Spices  and 
herbs  are  used  to  flavor  foods. 
Cookbooks  (Refs.  43  and  44)  usually 
recommend  using  1  to  2  tsps.  of  these 
products  in  recipes  that  make  several 
servings.  Therefore,  one  serving  of  food 
contains  only  a  fraction  of  a  tsp.  of 
spices  or  heiis  (e.g.,  1/4  tsp.  or  less). 
One-fourth  tsp.  is  also  the  smallest 
household  measure  allowed  to  be 
declared  as  a  serving  size  for  nutrition 
labeling  purposes.  Therefore,  FDA  has 
concluded  that  1/4  tsp.  is  the  most 
reasonable  reference  amount  for  this 
product  category.  For  spices  and  herbs 
that  cannot  be  measured  with  a  tsp. 
{e.g.,  whole  clove,  whole  bayleaf),  the 
agency  has  determined  the  reference 
amount  of  0.5  g  which  represents  the 
average  g  weight  of  1/4  tsp.  of  spices 
and  herbs.  Consequently,  FDA  has 
added  a  new  product  category  under  the 
miscellaneous  category  for  spices  and 
herbs  with  a  reference  amount  of  1/4 
tsp.  or  0.5  g  if  not  measurable  by  a  tsp. 

32.  An  industry  comment  stated  that 
it  is  confused  about  which  products  go 
into  the  breads  category.  Another 
industry  comment  requested 
clarification  cs  to  which  category 
canned  hot  dog  chili  sauce  belongs. 

First,  the  agency  notes  that  as 
discussed  in  section  III.D.5.  of  this 
document,  FDA  has  divided  the  "Bakery 
Products:  Breads  (excluding  sweet  quick 
type),  biscuits,  rolls,  •  •  •"  category  (the 
original  bread  category)  into  two 
categories:  One  for  breads  and  rolls,  and 
the  other  for  the  remaining  products 
included  in  this  category  in  the  1991 
serving  size  proposal.  Tnis  was  done  in 
response  to  many  requests  for  dividing 
the  original  bread  category  into  several 
subcategories.  The  breads  and  rolls 
category  in  the  final  regulation  includes 


all  breads  (a.g..  white,  wheat,  rye, 
multigrain,  raisin,  and  soda  bread)  and 
all  ro&  (e.g.,  dinner  rolls,  hamburger 
rolls,  hot  dog  rolls). 

With  regard  to  the  hot  dog  chili  sauce, 
FDA  advises  that  it  belongs  to  the 
"Major  condiments,  e.g.,  catsup  *  *  *" 
category  under  "Sauces,  Dips,  Gravies 
and  Condiments"  because  it  is  used  as 
a  substitute  for  catsup  on  hot  dogs. 

To  help  manufacturers  and  others  to 
identify  Oie  category  in  which  their 
specific  products  fit,  in  the  1991  serving 
size  proposal,  FDA  provided  an 
extensive  Hst  of  products  for  each 
product  category  (Ref.  20)»The  agency 
has  updated  this  list  to  incorporate 
changes  made  in  firoduct  categories  and 
in  the  products  included  in  each 
prod\ict  category  in  response  to  the 
comments  on  the  1991  serving  size 
proposal  (Ref.  45).  FDA  will  continue  to 
update  the  list  as  necessary.  Copies  of 
the  list  are  available  from  the  Division 
of  Nutrition  {HFF-260),  Food  and  Drug 
Administration,  200  C  St.  SW., 
Washington,  DC  20204.  FDA  advises 
that  those  who  are  not  sure  about  which 
product  category  their  specific  products 
belong  should  refer  to  this  list  or  consult 
with  uie  agency. 

33.  A  manufacturer  contended  that 
"not  having  a  provision  for  new  or 
undefined  food  products  is  of  concern" 
to  those  developing  new  products. 

FDA  agrees  that  new  products  should 
be  provided  for  in  this  regulation.  It  was 
for  this  reason  that  FDA  proposed  to 
establish  a  petition  process  in 
§  101.12(h)  by  which  a  reference  amount 
could  be  amended  or  added.  New 
§  101.12(h)  describes  the  information 
needed  in  the  petition  in  order  for  FDA 
to  evaluate  the  request  for  a  change  or 
addition  of  a  product  category  or  a 
reference  amount  of  a  food  in  Tables  1 
and  2,  as  well  as  the  information  needed 
to  determine  a  suitable  reference 
amount  for  the  petitioned  food,  if  the 
agency  concludes  that  the  change  or 
addition  is  appropriate. 

From  the  comments  on  the  1991 
serving  size  proposal  and  through  its 
own  observation  of  products  in  the 
marketplace,  the  agency  has  identified 
three  additional  product  classes  (dessert 
shells,  pastry  shells,  and  dehydrated 
vegetables)  that  were  not  covered  in  the 
1991  serving  size  proposal.  The  agency 
intends  to  publish  a  proposal  for 
reference  amounts  for  these  product 
classes  in  the  near  future. 

b.  Product  category  names 

Because  each  product  category 
encompasses  many  different  types  and 
brands  of  products,  it  is  impossible  to 
fully  describe  all  products  within  each 
product  category.  Therefore,  in  the  1990 


pn^poMl.  FDA  provided  a  generic 
descriptioa  of  each  product  category.  A 
generic  dascription  is  also  desiraole  to 
accommodate  the  brands  and  types  of 
products  that  may  be  introducea  in  the 
future.  Some  comments  on  the  1990 
proposal  stated  that  because  some 
product  categories  were  not  sufficiently 
descriptive,  they  experienced  difficulty 
in  identifying  the  product  category  in 
whidi  their  products  fit  Thus,  in  the 
1991  serving  size  proposal,  FDA 
modified  the  names  of  some  product 
categories  to  be  more  descriptive  and 
also  provided  a  few  recognizable 
examples  where  it  felt  that  it  was 
necessary  to  do  so.  In  addition,  the 
agency  provided  a  separate  extensive 
Ust  of  products  for  each  product 
category  (Ref.  20).  Several  comments  on 
the  1991  serving  size  proposal  again 
requested  clarifications  or  changes  in 
product  categoiy  names  as  described 
below. 

34.  An  industry  comment  requested 
that  FDA  add  "cnunbcakes  and  similar 
products"  to  the  "Coffee  cakes  "  *  "" 
category  under  Bakery  Products. 

FDA  advises  that  because  crumbcakes 
are  similar  to  coffee  cakes  in  their 
nutrient  content  and  use  in  the  diet, 
coffee  cakes  and  crumbcakes  are 
included  in  the  same  food  code  in  the 
NFCS.  Consequently,  crumbcakes  were 
included  in  the  coffee  cake  group  in 
determining  the  customarily  consumed 
amount  of  coffee  cakes.  Therefore,  the 
agency  agrees  with  the  comment  that  it 
is  appropriate  to  include  crumbcakes  in 
the  name  of  the  coffee  cake  category. 
However,  the  agency  finds  that  it  would 
not  be  appropriate  or  desirable  to  add  a 
term  such  as  "similar  products"  to  the 
product  category  name  because  such  a 
term  could  b«  interpreted  differently  by 
different  companies  and  may  result  in 
an  inappropriate  classification  of  a 
product.  For  example,  because  apple 
crisp  has  a  crumb  topping,  Uke 
crumbcakes.  it  could  be  misclassified  as 
belonging  to  the  "Coffee  cakes  *  *  *" 
category.  However,  apple  crisp  belongs 
in  the  "Pies,  cobblers  *  *  *"  category, 
not  the  "Coffee  cakes  •  •  •"  category 
because  apple  crisp  resembles  products 
in  the  "Pies,  cobblers  •  •  •"  category  in 
nutrient  content  and  in  use  in  the  diet 
as  indicated  by  being  listed  in  the  same 
food  group  as  cobblers  in  the  NFCS. 
Therefore,  FDA  has  modified  the  name 
for  the  "Coffee  cakes  •  *  *"  category  to 
read:  "Coffee  cakes,  crumbcakes  *  *  *" 
For  clarity,  FDA  has  also  modified  the 
name  for  the  "Pies,  cobblers  •  *  *" 
category  to  read:  "Pies,  cobblers,  fruit 
crisp  •  •  •" 

35.  Another  comment  pointed  out  that 
game  meats  are  missing  from  FDA's 
product  category  list. 
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Game  meats  belong  to  the  major 
product  category  of  "Fish,  Shellfish,  and 
Meat  or  Poultry  Substitutes."  because 
this  category  includes  all  meat  or 
poultry  substitutes  and  is  the  product 
category  comparable  to  the  meat  and 
poultry  categories  in  the  USDA 
regulation.  Because  meat  and  poultry 
substitutes  replace  meat  and  poultry  in 
the  diet.  FDA  used  the  amount 
customarily  consumed  for  meat  and 
poultry  as  a  surrogate  for  the  amount 
customarily  consumed  for  meat  and 
poultry  substitute  products.  Therefore, 
because  game  meat  is  a  type  of  meat  and 
is  used  interchangeably  with  other  meat, 
fish,  or  poultry  in  the  diet,  similar  to 
those  products  in  the  "Fish,  Shellfish, 
and  Meat  or  Poultry  Substitutes" 
category,  FDA  has  included  game  meat 
in  that  category.  Accordingly,  FDA  has 
modified  the  name  of  this  major  product 
category,  and  the  names  of  its  two 
subcategories,  to  include  game  meats  as 
shown  below: 

"Fish.  Shellfish,  Game  Meats,  and  Meat  or 

Poultry  Substitutes:" 
"Fish,  shellfish,  and  game  meat,  canned" 
"Smoked  or  pickled  fish,  shellflsh.  or  game 

meat:  or  Tish  or  shellfish  spread" 

36.  A  nut  industry  comment  stated 
that  it  is  not  clear  in  which  category 
sliced  nuts  fit,  "Nuts,  seeds,  and 
mixtures:"  or  "Nuts  and  Seeds:  Used 
primarily  as  ingredients,  e.g..  coconut, 
nut.  and  seed  flour,  etc" 

The  agency  advises  that  sliced  nuts 
belong  in  the  "Nuts,  seeds,  and 
mixtures"  category  because  they  were 
included  in  the  analysis  for  the  amount 
customarily  consumed  for  the  "Nuts, 
seeds,  and  mixtures"  category.  For 
clarity.  FDA  has  modified  the  name  for 
the  "Nuts,  seeds,  and  mixtures" 
category  to  "Nuts,  seeds  and  mixtives, 
all  types,  sliced,  chopped,  slivered,  and 
whole." 

37.  A  manufacturer  requested  that 
FDA  not  use  "popsicle"  as  part  of  the 
product  category  name  because  it  is  a 
trademark  owned  by  a  particular 
company. 

FDA  has  deleted  "popsicle"  from  the 
product  category  name.  The  new  name 
for  the  product  category  is  "Frozen 
flavored  and  sweetened  ice  and  pops, 
frozen  fruit  juices:  all  types,  bulk  and 
novelties  (e.g.,  bars,  cups)."  As 
discussed  in  section  m.D.S.  of  this 
document,  this  category  has  been  moved 
from  the  category  for  Sugars  and  Sweets 
and  placed  under  the  category  for 
Desserts. 

38.  A  pickle  trade  association  stated 
that  the  product  category  name  for 
relish  ("Pickles,  relish")  suggests  that 
the  category  excludes  relishes  that 
contain  nonpickle  ingredients.  The 


comment  argued  that  the  category 
should  include  all  relishes  and 
requested  that  FDA  change  the  category 
name  from  "Pickles,  relish"  to  "Pickle 
relishes." 

FDA  agrees  with  the  comment  that 
"Pickle  relishes"  is  a  more  appropriate 
name  for  the  category  that  includes  all 
vegetable  relishes,  including  relishes 
containing  nonpickle  ingredients.  The 
agency  notes,  however,  that  fruit 
relishes  (e.g.,  cranberry  relish)  are  a 
different  type  of  product  and  are  listed 
under  'Fruits  and  Fruit  Juice"  with  the 
reference  amount  of  70  g. 

In  addition,  for  clarity  or  for  a  better 
categorization  of  products,  FDA  on  its 
own  initiative  has  modified  the  names 
of  the  following  product  categories: 

(1)  Hushpuppies  and  combread  have 
been  deleted  from  the  "Coffee  cakes  *  * 
*"  category  under  Bakery  Products  and 
placed  in  the  "Biscuits  *  *  •"  category 
under  Bakery  Products. 

(2)  To  prevent  a  misclassification  of 
tortillas  as  taco  shells  because  they  are 
often  used  as  a  wrapper  for  tacos,  the 
name  for  the  taco  shell  category  has 
been  modified  to  read:  "Taco  shells, 
hard." 

(3)  To  incorporate  "frozen  flavored 
and  sweetened  ice"  and-to  reflect  better 
the  products  included  in  the  category, 
the  name  for  the  "Ice  cream,  ice  milk, 
frozen  yogurt,  sherbet:  All  types,  bulk 
and  novelties  •  •  •"  category  under 
Desserts  has  been  changed  to  "Ice 
cream,  ice  milk,  frozen  yogurt,  sherbet, 
frozen  flavored  and  sweetened  ice, 
frozen  frvit  juices:  All  types,  bulk  and 
novelties  •  •  •" 

(4)  To  reduce  the  number  of  product 
categories.  FDA  has  deleted  water  as  a 
separate  category.  For  a  better 
categorization  of  products,  fruit-flavored 
drinks  have  been  deleted  from  the 
"Juices,  nectars,  fruit  drinks,  or  ftiiit- 
flavored  drinks"  category  under  Fruits 
and  Fruit  Juices.  Water  and  fruit- 
flavored  drinks  have  been  combined 
with  the  category  for  "Carbonated 
beverages  •  •  • "  under  Beverages.  The 
revised  name  for  the  "Carbonated 
beverages  •  •  •"  category  is 
"Carbonated  and  noncarbonated 
beverages,  wine  coolers,  water." 

These  changes  are  intended  only  to 
clarify  Table  2  and  to  make  it  more 
usable.  They  do  not  result  in  any 
substantive  changes  in  the  reference 
amounts  of  the  products  affected. 

As  mentionea  in  the  previous  section, 
to  help  manufacturers  identify  the 
product  category  in  which  their  specific 
products  fit,  FDA  has  updated  the  list  of 
products  for  each  product  category  (Ref. 
45).  The  agency  will  keep  updating  this 
list  as  new  products  are  identified. 
Copies  of  the  list  are  available  from  the 


Division  of  Nutrition  (HFF-260),  Center 
for  Food  Safety  and  Applied  Nutrition. 
Food  and  Drug  Administration,  200  C 
St.  SW.,  Washington.  DC  20204. 

5.  Reference  amounts  for  specific 
product  categories 

FDA  proposed,  in  §  101.12(b),  the 
reference  amounts  for  131  product 
categories  that  it  developed  through  the 
use  of  the  general  principles  and 
procedures  described  in  the  1991 
serving  size  proposal.  These  reference 
amounts  were  presented  in  two  tables. 
Table  1  contained  the  reference  amounts 
for  the  9  product  categories  that  are 
specially  formulated  or  processed  for 
consumption  by  infants  or  toddlers. 
Table  2  contained  the  reference  amounts 
for  the  122  product  categories  in  the 
general  food  supply. 

FDA  receivea  more  comments  on  the 
proposed  reference  amounts  for  specific 
product  categories  than  on  any  other 
serving  size  issue.  Many  comments 
supported  the  proposed  reference 
amounts.  However,  the  majority  of  tiie 
comments  that  discussed  specific 
reference  amounts  opposed  one  or  more 
specific  proposed  reference  amounts. 
The  agency  received  requests  for 
changes  of  the  reference  amounts  for 
about  80  specific  product  categories. 
About  half  of  the  requests  merely  voiced 
their  opinion  on  the  proposed  reference 
amounts  for  certain  product  categories 
(e.g.,  too  large  or  too  small)  or  provided 
generic  types  of  bases  for  wanting  the 
changes.  The  other  half  of  the  requests 
presented  more  specific  reasons  for  each 
product  or  product  category  or 
presented  data  supporting  their 
requests.  FDA  will  first  respond  to  the 
requests  that  provided  generic  types  of 
bases  and  then  will  respond  to  the 
requests  that  provided  more  specific 
bases  by  product  category. 

a.  Generic  requests 

Because  many  comments  provided 
similar  bases  for  wanting  changes  in  the 
reference  amounts,  responding 
separately  to  them  would  be  repetitive 
and  would  make  the  document 
needlessly  lengthy.  Therefore,  FDA  has 
grouped  these  bases  and  is  responding 
to  each  type  of  basis  for  a  change. 

39.  Many  comments  merely  stated 
that  they  believed  that  the  proposed 
reference  amounts  for  specific  product 
categories  were  too  large  or  too  small, 
but  they  did  not  present  any  specific 
arguments  or  data  supporting  their 

D6 1  i  6 1 S 

Section  403(q)(l}(A)(i)  of  the  act 
defines  serving  size  as  "an  amount 
customarily  consumed."  To  determine 
this  amount  of  food,  FDA  performed 
extensive  analyses  and  evaluations  of 
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data  from  four  large  national  food 
consumption  survey  data  bases,  namely 
the  1977-1978  NFCS,  1985  CSFTl.  1986 
CSFII,  and  the  1987-1988  NFCS 
conducted  by  the  USDA  (56  FR  60394 
at  60403).  To  respond  to  the 
recommendations  in  the  lOM  report  and 
to  comments  requesting  the  use  of  other 
relevant  information  in  addition  to  food 
consumption  data,  and  to  promote 
international  harmonization,  in  addition 
to  the  food  consumption  data,  FDA  used 
several  other  sources  of  information 
listed  in  the  proposed  §101. 12(a)(5)  in 
developing  the  proposed  reference 
amounts.  The  agency  carefully 
considered  the  food  consumption  data 
and  the  other  information  to  determine 
the  reference  amounts  proposed  in  the 
1991  serving  size  proposal.  Food 
consumption  data  and  the  other 
information  used,  along  with  the 
detailed  description  of  the  procedure 
and  the  basis  used  to  determine  the 
proposed  reference  amounts,  were  made 
available  to  the  public  (Ref.  2). 

The  law  establishes  an  objective 
standard  against  which  serving  sizes  are 
to  be  established.  FDA  cannot  change 
the  proposed  reference  amounts  that 
were  determined  after  careful  and 
extensive  consideration  of  food 
consumption  data  and  other  relevant 
information  simply  because  some 
comments  stated  that  the  reference 
amounts  are  too  large  or  too  small 
without  providing  any  data  to  support 
their  assertions.  Accordingly,  FDA  has 
not  adopted  recommendations  based 
merely  on  belief  or  opinion. 

40.  A  consumer  organization  and  a 
few  fast  food  companies  recommended 
that  FDA  change  some  reference 
amounts  to  make  them  consistent  with 
the  average  serving  sizes  of  restaurant 
foods. 

First,  FDA  advises  that  in  determining 
the  customarily  consumed  amount  for 
each  product  category,  it  used  both 
foods  consumed  at  home  and  away  firom 
home  (e.g..  restaurant  foods).  Therefore, 
the  serving  sizes  of  restaurant  foods 
were  reflected  in  the  reference  amounts 
determined  for  each  product  category. 
In  addition,  the  act  mandates  the 
nutrition  labeling  of  retail  products,  not 
restaurant  foods.  Accordingly,  new 
§  101.9(j)(2)  exempts  restaurant  foods 
from  the  nutrition  labeling  regulation 
unless  a  claim  is  made.  Therefore,  it  is 
more  important  for  the  reference 
amounts  to  be  appropriate  and 
applicable  to  retail  products  than  to 
restaurant  foods.  Reference  amounts 
that  are  solely  based  on  the  serving  sizes 
of  restaurant  foods  may  not  be 
appropriate  for  retail  products. 
Furthermore,  most  restaurant  foods  are 
single-serving  products.  Based  on  the 


reference  amounts  in  new  §  101.12(b) 
and  the  definition  for  single-serving 
products,  the  serving  sizes  for  restaurant 
foods  will  be  one  unit.  Therefore,  FDA 
has  not  changed  the  reference  amounts 
to  make  them  consistent  with  the 
average  serving  sizes  of  restaurant  foods. 

41.  A  manuwcturer  requested  that 
FDA  estabhsh  two  different  reference 
amoxmts,  one  for  retail  products  and  one 
for  food-service  products,  for  some 
product  categories  (e.g.,  1  cup  for  retail 
soups  and  3/4  cup  for  food  service 
soups).  The  comment  argued  that  the 
proposed  reference  amounts  represent 
the  amoimt  customarily  consumed  in 
the  home.  The  serving  sizes  used  for 
food  service  products  are  smaller. 
Because  these  products  are  sold  in  some 
retail  "club"  stores,  they  will  be 
required  to  bear  nutrition  labeling.  The 
comment  contended  that  if  these 
products  are  required  to  use  the  same 
serving  size  as  for  the  regular  retail 
products,  it  would  cause  problems  in 
providing  preparation  instructions  and 
yield  information  directed  to  the  food 
service  operator  because  the  serving  size 
recommended  for  food  service  would 
differ  from  the  serving  size  shown  on 
the  nutrition  panel.  The  comment 
claimed  that  such  labeling  would  be 
very  confusing  to  the  food  service 
buyers  and  operators.  The  comment 
requested  that  food  service  products  be 
allowed  to  use  serving  sizes  that 
correspond  to  their  traditional  label 
instructions  as  long  as  the  simplified- 
format  of  nutrition  information  is 
provided  per  serving  based  on  the 
reference  amount. 

The  same  food  cannot  have  different 
reference  amounts  (or  label  serving 
sizes)  simply  because  it  is  intended  to 
be  sold  or  served  for  different  purposes. 
Reference  amounts  of  the  same  food 
sold  at  retail  stores  must  be  the  same  to 
facilitate  nutrition  comparisons  of 
different  brands  regardless  of  where 
they  are  purchased.  The  reference 
amount  for  the  food  service  products 
that  are  sold  at  retail  stores  must  be 
based  on  the  same  reference  amount  as 
for  the  regular  retail  products. 

42.  Some  comments  recommended 
using  a  range  of  values  rather  than  a 
fixed  reference  amount. 

The  reference  amounts  in  §  101.12(b) 
will  serve  two  purposes:  (1)  They  will 
be  used  by  manufacturers  to  determine 
serving  sizes  for  their  specific  products, 
and  (2)  they  will  be  used  to  determine 
whether  food  products  meet  the 
definitions  for  nutrient  content  and 
health  claims.  As  explained  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60414),  both  of  these  purposes  require 
specific  reference  amounts,  not  a  range 
of  values.  None  of  the  comments 


provided  any  evidence  that  a  range  of 
values  would  be  better  than  a  fixed 
value  to  meet  the  two  objectives  of  the 
reference  amounts.  Therefore,  FDA  has 
not  adopted  the  recommendations  for 
using  a  range  of  values. 

43.  A  comment  from  a  foreign 
government  recommended  chcmging  the 
reference  amounts  because  they  differ 
frt>m  the  amounts  in  its  own  guidelines 
or  differ  fit>m  the  food  consiunption 
data  developed  in  its  country. 

Although  the  act  did  not  explicitly 
define  the  serving  size  as  an  amount 
customarily  consumed  by  the  U.S. 
population,  it  is  implicit  that  the  food 
consumption  data  used  to  determine 
this  amount  of  food  should  be  based  on 
the  food  consumption  practices  by  the 
U.S.  population,  not  food  consumption 
data  from  surveys  conducted  in  other 
countries.  The  nutrition  information  on 
products  sold  in  the  United  States  is  for 
the  U.S.  consumer.  Moreover,  the 
legislative  history  of  the  1990 
amendment  talks  about  helping 
Americans  to  maintain  a  balanced  and 
healthful  diet  and  to  follow  the  Surgeon 
General's  guidehnes  (H.  Rept.  101-538, 
supra  9-10).  Moreover,  one  of  the  main 
sponsors  of  the  legislation  said  in 
thanking  the  other  main  sponsor  in  the 
House  that:  "He  has  insisted  that  the  bill 
be  as  effective  as  possible  so  that  all 
Americans  can  be  fully  and  fairly 
informed  about  the  nutritional 
characteristics  of  the  food  that  they  eat" 
(136  Congressional  Record  H5841  (July 
30. 1990)).  Therefore,  the  reference 
amounts  should  be  appropriate  to  U.S. 
consumers.  FDA  cannot  change  the 
reference  amounts  that  reflect  the  food 
consumption  practices  of  the  U.S. 
population  to  make  them  consistent 
with  the  guidelines  that  are  targeted  for 
non-U. S.  population  groups  or  to  make 
them  agree  with  the  data  from  food 
consumption  surveys  conducted  in 
foreign  coimtries.  Accordingly.  FDA  has 
not  adopted  these  recommendations. 

b.  Specific  requests 

In  addition,  FDA  received  many 
comments  requesting  changes  in 
specific  reference  amounts.  Some 
comments  addressed  meat  and  poultry 
products  which  are  regulated  by  USDA. 
Unless  Such  comments  contained 
specific  issues  that  were  directed  to 
FDA  or  that  significantly  bear  on  the 
labeling  of  prtxiucts  regulated  by  FDA 
(e.g.,  how  to  determine  reference 
amounts  for  the  unprepared  form  of  the 
product),  FDA  is  not  responding  to 
those  comments  pertaining  to  meat  and 
poultry.  FDA  has  forwarded  these 
comments  to  USDA  for  consideration. 
Comments  about  game  meats  are 
included  in  this  document. 
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Although  the  names  and  the  order  of 
the  product  categories  in  the  final 
regulation  have  been  changed 
somewhat,  for  the  purpose  of  discussing 
the  comments  on  specific  reference 
amounts,  the  names  and  the  order  of  the 
product  cat^ohes  presented  in  the  1991 
serving  size  proposal  are  used  below  for 
ease  of  identifying  the  product  categoiy 
to  which  the  comments  were  directed. 

(t)  Infant  and  toddler  foods:  other  cereal 
and  grain  products,  dry  ready-to-eat. 
e.g.,  ready-to-eat  cereals,  cookies, 
teething  biscuits,  and  toasts 

FDA  proposed  7  g  as  the  reference 
amount  for  this  product  category. 

44.  A  manufacturer  of  infant  and 
toddler  foods  stated  that  7  g  is 
appropriate,  for  infants  but  not  for 
toddlers.  Based  on  the  published  value 
for  the  median  amount  of  ready-to-eat 
breakfast  cereals  consumed  by  toddlers 
1  and  2  years  of  age  as  reported  in  the 
1977-1978  NTCS.  the  manufacturer 
recommended  21  g,  or  3/4  oz,  as  the 
reference  amount  for  ready-to-eat 
cereals  for  toddlors. 

FDA  derived  the  proposed  7  g 
reference  amount  hxim  the  amount 
consumed  by  infants.  Some  of  the 
products  in  this  product  category  (e.g.. 
teething  biscuits,  teething  cookies)  are 
primarily  consumed  by  infants. 
However,  FDA  acknowledges  that  other 
products  in  the  product  category  (e.g.. 
cereals)  may  be  consumed  by  both 
infants  and  toddlers.  Therefore,  the 
agency  agrees  that  it  is  appropriate  to 
have  a  separate  reference  amount  for 
toddlers.  However,  the  agency  could  not 
adopt  the  reference  amount  suggested  in 
the  comment  because  it  was  based 
solely  on  the  1977-1978  NFCS  and 
included  only  toddlers  1  and  2  years  of 
age.  As  discussed  in  section  UI.D.l.  of 
this  dociunent.  FDA  is  not  using  a 
reference  amount  that  is  solely  based  on 
the  1977-1978  NFCS.  Also,  new 
§  101.9(b)(1)  defines  toddlers  as 
children  1  through  3  years  of  age. 
Therefore,  Uie  reference  amount  for 
toddlers  should  reflect  the  amount 
customarily  consumed  by  toddlers  1 
through  3  years  of  age.  Following  the 
procedures  for  determining  the 
reference  amount  described  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60403).  FDA  has  determined  the 
reference  amount  of  cereals  for  toddlers 
1  through  3  years  of  ege  to  be  20  g  (Ref. 
41). 

(2)  Dinner,  fruit,  vegetable,  stew  or  soup 
for  toddlers,  ready-to-serve 

FDA  proposed  170  g  as  the  reference 
amount  for  this  product  categoiy. 

45.  A  manufacturer  of  infant  and 
toddler  foods  stated  that  170  g  is  too 


large  for  fruits  and  vegetables  specially 
formulated  or  processed  for 
consumption  by  toddlers.  The  comment 
recommended  a  separate  reference 
amount  of  100  g  or  3  to  4  oz  for  fruits 
and  vegetables  based  on  the  published 
data  for  the  amount  of  fruits  and 
vegetables  consumed  by  toddlers  1  and 
2  years  of  age  as  reported  in  the  1977- 
1978  NFCS. 

FDA  agrees  with  the  comment  that  a 
separate  reference  amount  is  needed  for 
fruits  and  vegetables.  Detailed 
information  oo  the  characteristics  of 
fruits  and  vegetables  specially 
formulated  or  processed  for 
consumption  by  toddlers  was  not 
available  to  FDA  during  the  formulation 
of  the  1991  serving  size  proposal.  The 
information  provided  in  the  comment 
showed  that  fruits  and  vegetables 
specially  processed  for  consumption  by 
toddlers  differ  from  fruits  and 
vegetables  specially  formulated  or 
processed  for  consumption  by  inibnts. 
Toddlers'  products  more  closely 
resemble  the  caimed  fruits  and 
vegetables  in  the  general  food  supply 
than  do  fruits  and  vegetables  for  infants. 
The  toddler  products  differ  from  the 
products  in  the  general  food  supply 
primarily  in  the  piece  size,  which  makes 
them  easier  for  toddlers  to  pick  up  with 
their  fingers.  Therefore,  the  agency 
believes  that  it  is  appropriate  to  use  the 
amount  of  fruits  and  vegetables 
consumed  by  toddlers  reported  in  the 
NFCS  to  derive  the  reference  amount  for 
the  fruits  and  vegetables  specially 
processed  for  consumption  by  toddlers. 

Consistent  with  the  discussion  in 
section  III.D.l.  of  this  document,  FDA  is 
not  using  a  reference  amount  that  was 
suggested  in  the  comment  because  it 
was  solely  based  on  the  1977-1978 
NFCS  and  included  only  toddlers  1  and 
2  years  of  age.  Following  the  procedures 
for  determining  the  reference  amount 
that  it  described  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60403).  FDA 
has  determii>€d  the  reference  amount  for 
ready-to-eat  froiits  and  vegetables 
specially  formulated  or  processed  for 
consumption  by  toddlers  1  through  3 
years  of  age  to  be  125  g  and  70  g. 
respectively  (Ref.  41).  Therefore.  FDA 
has  added  2  categories,  "Fruits  for 
toddlers,  ready-to-serve"  with  a 
reference  amount  of  125  g  and 
"Vegetables  for  toddlers,  ready-to-serve" 
with  a  reference  amount  of  70  g. 

(3)  Infant  and  toddlers  foods:  egg/egg 
yolk,  ready-to-serve 

FDA  proposed  55  g  as  the  reference 
amount  for  this  product  category. 

46.  One  comment  recommended  that 
FDA  change  the  reference  amount  to  50 


g  because  50  g  corresponds  more  closely 
to  one-half  of  the  net  contents  of  a  \at. 

As  discussed  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60401).  the  act 
requires  that  the  serving  size  be  the 
amount  customarily  consumed. 
Therefore.  )ar  size  cannot  be  used  as  the 
basis  for  determining  reference 
amounts.  Furthermore,  there  is  nothing 
that  ties  jar  size  to  the  amount 
customarily  consumed.  One  may 
change,  while  the  other  does  not. 
Therefore.  FDA  has  not  adopted  this 
recommendation. 

(4)  Infant  and  toddler  foods:  juice,  all 
varieties 

FDA  proposed  120  mL  as  the 
reference  amount  for  juices  specially 
formulated  or  processed  for 
consumption  by  infants. 

47.  A  consumer  recommended  that 
FDA  change  the  reference  amount  to 
125  mL  because  125  mL  is  a  rational 
metric  size. 

For  the  reason  explained  in  section 
m.D.l.  of  this  document,  concerning  the 
presentation  of  reference  amounts  in 
rational  metric  size,  FDA  has  not 
adopted  this  recommendation. 
Accordingly.  FDA  has  retained  the 
reference  amount  as  proposed. 

(5)  Bakery  products:  breads  (excluding 
sweet  quick  type},  biscuits,  rolls, 
croissants,  bagels,  tortillas,  soft  bread 
sticks,  soft  pretzels  (hereinafter  referred 
to  as  "the  original  bread  category"  for 
simplicity). 

FDA  proposed  55  g  as  the  reference 
amount  for  this  product  category. 

48.  Many  industry  comments 
requested  that  FDA  divide  this  category 
into  several  subcategories  with  separate 
reference  amounts  for  each  subcategory. 
Two  bakery  trade  associations 
recommended  dividing  the  category  into 
4  subcategories  with  the  following 
reference  amounts:  45  g  for  bread.  50  g 
for  rolls.  60  g  for  biscuits  and  English 
muffins,  and  70  g  for  tortillas.  The 
comments  submitted  published  data 
from  the  1977-1978  NFCS  to  support 
their  position.  In  addition  to  these  four 
subcategories,  another  industry 
comment  suggested  separate  reference 
amounts  for  sliced  and  unsliced  bread 
(e.g..  45  g  for  sliced  bread  and  55  g  for 
unsliced  bread).  Several  additional 
comments  recommended  a  45  g 
reference  amount  for  bread  but  did  not 
specify  what  the  reference  amount 
should  be  for  other  products  in  the 
bread  category.  The  major  reason  stated 
by  the  industry  in  comments  was  to 
have  a  separate,  lower  reference  amount 
for  sliced  bread  so  that  the  label  serving 
size  for  sliced  bread  will  be  1  slice, 
which  is  consistent  with  the  serving  size 
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in  the  dietary  guidance  documents 
published  by  Federal  agencies.  A 
nutrition  professional  organization  also 
stated  that  the  2-slice  serving  size 
conflicts  with  the  serving  sizes  in 
dietary  guidance  documents.  This 
comment  contended  that  consumers 
who  hear  that  dietary  guidance 
documents  recommend  6  to  11  servings 
daily  from  the  bread/cereal  group,  and 
then  see  that  a  label  serving  size  is  2 
slices,  may  be  confused  and  think  that 
the  recommendation  means  12  to  22 
slices  of  bread  a  day.  A  few  other 
comments  suggested  a  25  to  30  g 
reference  amount  for  bread  which  is 
equivalent  to  the  g  weight  of  1  slice  of 
most  breads.  An  international  comment 
suggested  changing  the  reference 
amount  for  bread  to  45  g  but  keeping  the 
55  g  reference  amount  for  rolls  because 
rolls  are  heavier  than  breads.  One 
comment  stated  that  the  amount  of 
bread  customarily  consumed  was 
overestimated  because  FDA  did  not 
include  the  bread  that  was  consumed  as 
toast.  The  comment  asserted  that  many 
people  consume  only  one  piece  of  bread 
as  toast,  and  thus  the  amount 
customarily  consumed  would  have  been 
lower  if  FDA  had  included  the  bread 
consumed  as  toast  in  the  data  analysis. 

FDA  agrees  that  the  55  g  reference 
amount  could  resuh  in  2-slice  serving 
sizes  for  some  brands  of  sliced  bread, 
and  that  it  would  be  desirable  to  have 
serving  sizes  of  sliced  bread  consistent 
with  that  in  the  dietary  guidance 
documents  published  by  Federal 
agencies.  However,  the  agency  does  not 
agree  that  it  should  divide  the  original 
bread  category  into  four  subcategories 
with  their  own  individual  reference 
amounts.  The  data  submitted  in  support 
of  the  four  subcategories  came  from  a 
USDA  publication  from  the  1977-1978 
NFCS  (Ref.  46).  These  data  are 
inappropriate  for  use  in  determining  the 
reference  amounts  for  several  reasons. 

First,  the  data  represent  the  mean 
consumed  amount  per  eating  occasion 
by  the  total  population  including  infants 
and  children  less  than  4  years  of  age. 
New  §  101.9(b)(1)  defines  the  term 
"serving"  or  "serving  size"  for  the 
general  food  supply  as  an  amount  of 
food  customarily  consumed  by  persons 
4  years  of  age  or  older.  Therefore,  the 
reference  amounts  for  the  general  food 
supply  should  reflect  the  customarily 
consumed  amounts  by  individuals  4 
years  of  age  or  older,  not  by  the  total 
population  which  includes  infants  and 
children  lesslhan  4  years  of  age. 

Secondly,  as  discussed  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60400),  the  mean  is  often  influenced  by 
"outliers"  (i.e.,  extremely  small  or 
extremely  large  amounts).  Therefore,  the 


mean  alone  is  not  sufficient  to 
determine  the  customarily  consumed 
amount.  As  explained  above,  FDA  has 
concluded  that  to  determine  a  reliable 
estimate  of  the  amount  customarily 
consumed,  all  three  statistical  estimates 
that  represent  an  amount  customarily 
consumed  (the  mean,  the  median,  and 
the  mode)  must  be  considered. 

Thirdly,  the  data  submitted  in  the 
comments  represent  estimates  from  the 
1977-1978  NFCS.  The  sole  use  of  the 
1977-1978  NFCS  is  not  appropriate  for 
the  reason  stated  in  section  III.D.l.  of 
this  document. 

FDA.  therefore,  has  reanalyzed  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  to  determine  the  mean,  median, 
and  modal  consumed  amounts  of  bread 
per  eating  occasion  including  the  bread 
that  was  eaten  as  toast  for  persons  4 
years  of  age  or  older.  The  amounts 
consumed  as  toast  were  adjusted  to 
account  for  the  moisture  loss  during 
toasting  in  order  to  more  closely 
determine  the  weight  of  the  bread,  i.e., 
the  form  sold. 

The  reanalysis  of  the  food 
consumption  data  showed  that  both  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  showed  somewhat  lower 
customarily  consumed  amounts  for 
breads  and  rolls  than  for  other  products 
included  in  the  original  bread  category 
(Ref.  47).  Therefore,  the  agency 
concludes  that  it  is  appropriate  to 
divide  the  original  bread  category  into 
two  categories,  one  for  breads  and  rolls 
and  one  for  all  other  products  (e.g., 
bagel.  English  muffins,  tortillas).  Based 
on  the  results  of  the  reanalysis,  FDA 
finds  that  50  g  is  the  amount 
customarily  consumed  of  breads  and 
rolls,  and  55  g  is  the  amount 
customarily  consumed  for  all  other 
products.  Accordingly.  FDA  has  divided 
the  bread  category  into  2  categories  with 
separate  reference  amounts. 

FDA  notes  that  the  new  50  g  reference 
amount  together  with  the  new  lower 
limit  for  a  single-serving  unit  (more  than 
50  percent  of  the  reference  amount)  in 
§  101.9(b)(2)(i)  would  make  1  slice  as 
the  serving  size  for  most  sliced  breads 
on  the  market.  The  agency  also  notes 
that  it  has  added  a  provision  in  new 
§  101.9(b)(10)(ii)  that  allows  voluntary 
labeling  of  a  second  column  of  values 
per  unit  (per  slice  in  the  case  of  sliced 
bread)  if  the  serving  size  of  a  product  in 
discrete  units  is  more  than  one  unit. 
Both  of  these  changes  should  help 
alleviate  any  potential  for  consumer 
confusion,  as  discussed  in  the 
comments. 

As  for  the  other  comments.  FDA  does 
not  agree  with  having  separate  reference 
amounts  for  sliced  and  unsliced  bread. 
The  same  food  cannot  have  different 


reference  amounts  simply  because  it 
comes  in  different  forms  or  shapes.  The 
act  directs  the  agency  to  establish 
uniform  serving  size.  Therefore,  the 
same  food  should  have  the  same 
reference  amount  regardless  of  its  form 
or  shape.  The  agency  also  disagrees  with 
the  comments  that  recommended 
reference  amounts  based  on  the  weight 
of  1  slice  of  bread  because  food 
consumption  data  did  not  support  such 
reference  amoimts.  The  agency  also 
does  not  agree  with  the  international 
comment  that  suggested  keeping  the  55 
g  reference  amount  for  rolls  because 
rolls  are  heavier  than  bread.  The  agency 
notes  that  the  act  defines  the  serving 
size  as  an  amount  customarily 
consumed.  Food  consumption  data  of 
the  U.S.  population  showed  that  the 
amount  customarily  consumed  is  not 
higher  for  rolls  than  for  bread  (Ref.  47). 
Therefore,  FDA  has  not  adopted  these 
recommendations. 

49.  A  manufacturer  of  "lite  bread" 
suggested  a  separate  category  for  "lite" 
breads  with  a  reference  amoiuit  of  40  g. 
The  comment  stated  that  if  "lite"  breads 
are  grouped  with  regular  breads,  the 
serving  size  for  "Hte"  breads  will  be  3 
slices,  not  2  slices. 

FDA  advises  that  §  101.12(e)  of  the 
1991  serving  size  proposal,  which  has 
been  combined  with  new  §  101.12(d) 
(see  section  ni.D.6.  of  this  document), 
requires  that  the  reference  amount  for 
an  altered  version  of  a  food  be  the  same 
as  for  the  food  for  which  it  is  offered  as 
a  substitute.  Therefore,  it  is 
inappropriate  to  have  a  lower  reference 
amount  for  "lite"  breads.  However,  if 
the  product  has  been  modified  to  be  an 
aerated  product  as  described  in  new 
§  101.12(e),  manufacturers  may 
determine  the  density-adjusted 
reference  amount  for  the  "aerated" 
bread  by  adjusting  for  the  difference  in 
density  of  the  "aerated"  bread  relative 
to  the  density  of  the  appropriate 
reference  bread.  (See  section  III.D.6.  of 
this  document  for  further  discussion). 

50.  Comments  from  the  tortilla 
industry  unanimously  requested  a 
separate  category  for  tortillas  because: 
(1)  Tortillas  are  not  used 
interchangeably  with  other  products  in 
the  bread  category;  (2)  the  tortilla 
industry  continues  to  grow  and  deserves 
a  separate  category;  and  (3)  a  separate 
category  would  "help  focus  guidelines 
more  specific  to  tortillas  rather  than 
baked  goods  in  general."  The  comments 
did  not  suggest  what  the  reference 
amount  for  this  separate  category  should 
be.  A  comment  from  a  foreign 
government  contended  that  tortillas 
should  be  included  in  the  "Taco  shell" 
category. 
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FDA  does  not  agree  with  the 
coraments.  To  minimize  the  number  of 
product  categories,  FDA  proposed  to 
include  tortillas  in  the  bread  category 
because  the  amounts  customarily 
consumed  of  tortillas  and  other 
products  in  the  bread  category  (e.g.. 
bagel.  English  mui&n)  are  similar.  The 
comments  did  not  provide  data  to  the 
contrary.  FDA  recognizes  that  tortillas 
have  uses  somewhat  different  from 
other  products  in  the  bread  category, 
and  that  the  tortilla  industry  is  growing. 
However,  balancing  the  interest  in 
minimizing  product  categories  against 
the  significance  of  these  facts.  FDA 
concludes  that  it  is  appropriate  to  list 
tortillas  with  other  bakery  products  that 
have  the  same  reference  amount. 
Therefore,  FDA  is  not  creating  a 
separate  category  for  tortillas. 

Also,  tortillas  cannot  be  grouped  with 
taco  shells  because  the  reference 
amounts  for  the  two  foods  differ  by  two- 
fold. Although  they  both  are  foods  that 
originated  in  Mexico,  tortillas  are  much 
higher  in  moisture  content  and  thus  are 
much  heavier  than  hard  taco  shells. 
This  difference  in  the  moisture  content 
is  reflected  in  the  g  weight  of  the 
reference  amount. 

(6)  Bakery  products:  breakfast  bars  and 
toaster  pastries 

FDA  proposed  55  g  as  the  reference 
amount  for  this  product  category. 

51.  Manufacturers  of  breakfast  bars 
and  toaster  pastries  commented  that  it  is 
more  appropriate  to  separate  these 
products  into  two  categories  with 
separata  reference  amounts  because  they 
are  not  consumed  in  similar  amounts  or 
in  similar  manners.  The  comments 
submitted  market  research  data  that 
showed  that  less  than  20  percent  of  the 
bars  are  actually  consumed  at  breakfast, 
and  almost  80  percent  are  consumed  at 
lunch  or  as  a  snack.  In  contrast, 
approximately  80  percent  of  the  toaster 
pastries  are  eaten  at  breakfast.  The 
comments  suggested  40  g  or  41  g  as  the 
reference  amount  for  grain-based  bars 
including  breakfast  bars  and  granola 
bars.  Another  comment  suggested  a  35 
g  reference  amount  for  granola  bars.  The 
comments  agreed  on  the  55  g  reference 
amount  proposed  for  toaster  pastries, 
but  they  contended  that  these  products 
are  used  interchangeably  with  the 
products  in  the  coffee  cake  category. 
The  comments  said  that,  therefore,  they 
should  be  included  in  the  coffee  cake 
category. 

FDA  agrees  that  grain-based  bars 
should  have  a  separate  category  with 
their  own  reference  amount.  The  agency 
Hnds  that  40  g  is  appropriate  t>ecause  it 
is  consistent  with  the  amount  of  these 
bars  customarily  consumed  (Ref.  2). 


FDA  also  agrees  with  including  toaster 
pastries  in  the  Coffee  cake  category  with 
a  referenoe  amount  of  55  g.  The 
comments  support  that  doing  so  reflects 
how  these  products  are  customarily 
consumed.  Therefore,  in  Table  2  of  new 
§  101.12(b).  FDA  has  deleted  the 
category  for  breakfast  bars  and  toaster 
pastries  and  has  added  a  new  category 
for  "Grain-based  bars  with  or  without 
filling  or  coating,  e.g.,  breakfost  ban, 
granola  bars,  rice  cereal  bars"  with  a 
reference  amount  of  40  g.  after  the 
category  for  French  toast  and  pancakes 
under  the  major  category  for  Bakery 
Products.  The  agency  has  also  revised 
the  name  of  the  coffee  cake  category  to 
include  toaster  pastries. 

(7)  Bakery  products:  brownies 

FDA  proposed  40  g  as  the  reference 
amount  for  this  product  category. 

52.  Two  industry  comments  agreed 
with  the  40  g  reference  amount.  One 
comment,  however,  contended  that 
brownies  should  have  the  same 
reference  amount  as  cake  because 
brownies  do  not  differ  from  cake 
nutritionally,  technologically,  or  in 
ingredients.  Another  comment  asserted 
that  an  80  g  reference  amount  for 
brownies  is  consistent  with 
consumption  data  and  industry  practice. 
Another  comment  recommended  that 
FDA  change  the  reference  amount  for 
brownies  to  make  it  uniform  with  the 
reference  amount  for  snacks. 

FDA  disagrees  with  all  of  the 
comments  that  requested  a  change  in 
the  reference  amount  for  brownies. 
Products  that  are  similar  nutritionally, 
technologically,  and  in  ingredients  often 
differ  in  amounts  customarily  consumed 
because  they  differ  in  other 
characteristics  that  affect  the  amount 
consumed  (e.g.,  density).  For  example, 
the  customarily  consumed  amount  of 
dense  ready-to-eat  breakfast  cereals  (e.g.. 
sweetened  granola  cereals)  is  about 
twice  that  of  light  weight  cereals  (e.g.. 
flake-type  cereals).  Therefore,  foods  do 
not  have  the  same  reference  amount 
simply  because  they  are  similar 
nutritionally,  technologically,  and  in 
ingredients.  They  have  the  same 
reference  amount  if  consumption  data 
show  that  they  do. 

Data  from  the  1977-1978  NFCS  and 
the  1987-1988  NFCS  showed  that  40  g. 
not  80  g.  is  consistent  with  consumption 
data  for  brownies  (Ref.  2).  FDA  cannot 
change  a  reference  amount  simply  to 
make  it  consistent  with  industry 
practice.  The  reference  amount  must 
reflect  the  amount  customarily 
consumed.  Also,  the  agency  is  not 
adopting  the  recommendation  for  a 
umiform  reference  amount  for  brownies 
and  snacks  because  these  foods  are  not 


necessarily  used  interchangeably,  and 
such  a  uniform  reference  amount  iii  n(^ 
supported  by  food  consumption  data 
(Ref.  2).  Accordingly.  FDA  has  retained 
the  reference  amount  as  proposed. 

(8)  Bakery  products:  cake 

FDA  proposed  4  categories  with 
separate  referenoe  amounts  based  on  the 
density  of  the  cakes:  Heavy  weight, 
medium  weight,  light  weight,  and  very 
light  weight.  The  heavy  weight  category 
included  cakes  weighing  more  than  or 
equal  to  10  g  per  cubic  inch  (e.g.,  cheese 
cake,  fruit  cake,  and  pineapple-upside 
down  cake).  The  medium  weight 
category  included  all  cakes  weighing 
more  than  or  equal  to  6  g  but  less  than 
10  g  per  cubic  inch  (e.g.,  most  cakes 
with  icing  or  filling,  carrot  cake,  pound 
cake).  Tlie  light  weight  category 
included  all  cakes  weighing  miore  than 
or  .equal  to  4  g  but  let>s  than  6  g  per 
cubic  inch  (e.g..  most  cakes  without 
icing  or  filling,  very  light  cakes  with 
icing  or  filling,  eclairs).  The  very  light 
weight  category  included  all  cakes 
weighing  less  than  4  g  per  cubic  inch 
(e.g..  angel  food,  chiffon,  or  sponge  cake 
without  icing  or  filling). 

53.  All  comments  that  addressed  the 
reference  amounts  for  cakes  opposed  the 
density-based  categories.  The  comments 
recommended  eliminating  the  density 
specifications  from  the  product  category 
because:  (1)  Density  has  never  been 
used  by  industry,  the  Government,  or 
the  trade  to  classify  cakes;  (2)  it  is 
difficult  to  determine  the  density 
because  it  varies  with  shelf  life, 
temperature,  and  atmospheric  pressure: 

(3)  the  density  of  a  commercially 
prepared  cake  and  the  same  cake  baked 
from  a  mix  may  be  slightly  different  and 
may  result  in  the  same  type  of  cake 
falling  into  two  different  categories;  and 

(4)  there  is  potential  for  the 
manipulation  of  the  densities  of  cakes 
that  bll  near  category  boundaries  to  fit 
in  a  favorable  category. 

Most  comments  recommended  that 
FDA  regroup  cakes  into  3  categories 
based  on  cake  types:  Heavy  weight, 
medium  weight,  and  light  weight.  The 
comments  essentially  requested 
retaining  the  proposed  heavy  and  the 
very  light  weight  categories  with  some 
modifications  and  combining  the  two 
proposed  middle  categories  with  a 
reference  amount  of  80  g.  The  comments 
also  suggested  including  only  those  fruit 
cakes  that  contain  35  percent  or  more  of 
the  finished  weight  as  fiiiit  or  nuts,  as 
opposed  to  all  fruit  cakes,  in  the  heavy 
wei^t  categcMry.  The  combined  medium 
weight  category  would  contain  all 
chemically  leavened  cakes  with  or 
without  icing  or  filling  and  other  cakes 
(e.g..  Boston  cream  pie,  eclair)  that  do 
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not  belong  to  the  heavy  or  light  weight 
category.  A  comment  submitted  a 
detailed  description  and  results  of 
analysis  of  data  from  the  1987-1988 
NFCS  in  support  of  the  80  g  referenoe 
amoxuit  recommended  for  the  medium 
weight  category. 

FDA  recognizes  that  it  is  difficult  to 
determine  the  density  of  cake  because  it 
varies  with  shelf  life,  temperature,  and 
atmospheric  pressure.  The  agency  also 
recognizes  that  other  problems  may 
arise  from  using  the  density-based 
categories  such  as  that  the  density  of  a 
commercially  prepared  cake  and  the  ' 
same  cake  baJced  from  a  mix  may  have 
slightly  different  densities  that  could 
result  in  the  same  type  of  cake  falling 
into  two  different  categories,  and  that 
the  product  categories  based  on  density 
may  encourage  the  manipulation  of  the 
density  of  cakes  that  fall  around  the 
borderline  of  a  category  to  fit  in  a 
favorable  category.  The  agency  thus 
agrees  with  the  comments  that  it  is 
better  to  group  cakes  by  type  and  to 
combine  the  proposed  two  middle 
categories  into  one  medium  weight 
category.  The  agency  has  reanalyzed  the 
NFCS  to  confirm  the  80  g  reference 
amount  suggested  in  the  comment  for 
the  medium  weight  category  (Ref.  41). 
Accordingly,  the  product  category 
names  for  cakes  have  been  renamed  by 
type  of  cakes  as  suggested  in  the 
comments  and  the  proposed  middle  two 
categories  have  been  combined  into  one 
medium  weight  category  with  a 
reference  amount  of  80  g.  The  revised 
product  category  names  and  reference 
amounts  are  as  follows: 

Cakes,  heavy  weight  (clieese  cake; 
pineapple  upside-dowm  cake;  fruit,  nut,  and 
vegetable  cakes  vrith  more  than  or  equal  to 
3S  percent  of  the  finished  weight  as  fruit, 
nuts,  or  vegetables) — 125  g 

Cakes,  medium  weight  (chemically  80  g 
leavened  cake  with  or  without  Icing  or  filling 
except  those  classified  as  light  weight  cake; 
fruit,  nut,  and  vegetat>)e  cake  with  less  than 
35  percent  of  the  finished  weight  as  fruit, 
nuts,  or  vegetables;  light  weight  cake  with 
icing;  Boston  cream  pie;  cupcake;  eclair, 
cream  puff) — 80  g 

Cakes,  light  weight  (angel  food,  chiffon,  or 
sponge  cake  without  icing  or  filling) — 55  g. 

The  agency  notes  that  although  the 
cake  categories  are  named  by  the  type  of 
cakes,  not  by  the  density,  density  was 
used  as  a  guideline  to  group  the  cakes 
into  the  three  categories.  The  heavy 
weight  category  includes  cakes  that 
weigh  10  g  or  more  per  cubic  inch,  the 
medium  weight  category  includes  cakes 
that  weigh  4  g  or  more  per  cubic  inch 
but  less  than  10  g  per  cubic  inch,  and 
the  light  «veight  category  includes  cakes 
that  weigh  less  than  4  g  per  cubic  inch. 
The  density  information  described  here 


provides  guidance  for  cakes  that  may 
enter  into  the  future  market  and  do  not 
fit  in  the  cake  types  described  in  the 
product  category  names.  The  agency 
also  notes  that  angel  food,  chiffon,  and 
sponge  cake  without  icing  or  filling  that 
are  prepared  by  traditioiul  recipes  and 
preparation  methods  are  light  and 
usually  weigh  less  than  4  g  per  cubic 
inch.  Therefore,  they  are  included  in  the 
light  weidbt  category.  However,  if  angel 
food,  diimm.  or  sponge  cake  contains 
heavy  ingredients  (e.g..  fruits,  chocc^te 
chips,  and  nuts)  that  are  iisucdly  not 
calrad  for  in  the  traditional  recipes  of 
these  cakes,  or  if  these  cakes  are 
processed  in  such  a  way  as  to  increase 
the  duisity,  they  will  not  be  qualified  to 
be  called  Ught  weight  cakes. 

54.  Two  comments  recommended  a 
three-category  system  similar  to  the  one 
discxissed  above  but  suggested  that  the 
medium  weight  category  include  only 
cakes  without  icing.  The  comments 
contended  that  the  reference  amount  for 
the  niedium  weight  cakes  with  icing  is 
not  necessary  because  icing  has  a 
separate  reference  amount. 

The  system  suggested  by  this 
comment  will  work  for  cakes  with  icing 
only.  Many  cakes  have  fillings.  There  is 
no  reference  amount  for  cake  fillings. 
The  agency  is  unable  to  determine  a 
reference  amount  for  cake  fillings 
because  there  is  no  information  from 
food  consumption  surveys  or  other 
sources  to  determine  the  customarily 
consiuned  amount  of  the  fillings. 
Accordingly,  FDA  has  not  adopted  this 
recommendation. 

55.  Some  comments  recommended 
that  FDA  include  all  cheese  cakes  other 
than  New  York  style  cheese  cake  in  the 
medium  weight  category,  rather  than  the 
heavy  weight  category.  The  comments 
contended  that  the  125  g  reference 
amount  is  too  large  for  non-New  York- 
style  (aerated)  cheese  cakes.  One 
comment  recommended  that  if  FDA 
decides  not  to  include  cheese  cake  in 
the  medium  weight  category,  cheese 
cake  should  have  a  separate  category 
with  its  own  reference  amount  because 
cheese  cakes  differ  from  other  cakes  in 
many  characteristics  that  affect  the 
consumption  size.  The  comment 
recommended  85  g  as  the  reference 
amount  for  cheese  cakes  and  submitted 
data  collected  by  a  "mail  panel"  survey 
that  supported  the  85  g  reference 
amount 

FDA  acknowledges  that  some 
commercially-prepared  cheese  cakes 
have  air  incorporated  (aerated  cheese 
cakes)  and  therefore,  weigh  mudi  less 
than  the  unaerated  (New  York  style) 
cheese  cakes.  The  agency  agrees  with 
the  comments  that  these  aerated  cheese 
cakes  need  a  separate  approach. 


As  discussed  in  section  inX).6.  of  this 
document,  the  agency  has  provided 
guidelines  for  determining  the  reference 
amount  for  products  that  are  modified 
by  incorporating  air.  If  the  aerated 
cheese  cakes  mentioned  in  the  comment 
meet  the  25  percent  minimum  reduction 
in  density  relative  to  the  density  of  the 
appropriate  \maerated  cheese  cake, 
manuracturers  may  use  the  "density- 
adjusted"  reference  amount  for  the 
aerated  cheese  cake  foUovring  the 
guideUnes  described  in  section  in.D.6. 
of  this  document,  provided  that  the 
manufacturer  will  show  FDA  detailed 
protocol  and  records  of  all  data  that 
were  used  to  determine  the  density- 
adjusted  reforenoe  amount  for  the 
aerated  cheese  cake  (see  section  IIID.6. 
for  further  discussion).  Hierafore.  it  is 
not  necessary  to  create  a  separate 
category  for  aerated  cheese  cake  or  to 
establish  a  separate  reference  amount 
for  aerated  cheese  cakes.  Accordingly. 
FDA  has  retained  the  proposed  125-g 
reference  amount  for  cheese  cakes. 

56.  Some  comments  recommended 
that  FDA  include  pound  cake  without 
idng  in  the  light  weight  category  with 
angel  food,  sponge,  and  chiffon  cake 
without  icing.  The  comments  argued 
that  USDA's  density  data  used  to 
convert  a  piece  of  pound  cake  to  the  g 
weight  (conversion  factor)  were  based 
on  home  recipes.  The  comments 
contended  that  commercially-prepared 
pound  cakes  are  much  less  dense  than 
the  home-prepared  versions.  Thus,  the 
conversion  factor  used  in  the  NFCS  was 
too  high.  Consequently,  the  amoxmt 
customarily  consumed  for  pound  cake 
was  overestimated.  One  comment 
recommended  that  if  FDA  decides  hot  to 
include  pound  cake  in  the  light  weight 
category,  pound  cake  should  have  a 
separate  category  with  its  own  reference 
amount  because  pound  cake  differs  from 
other  cakes  in  many  characteristics  that   . 
afiect  the  consumption  amount.  The 
comment  recommended  45  g  as  the 
reference  amount  for  pound  cakes  as  a 
separate  category  and  submitted  data 
collected  by  a  "mail  panel"  survey  in 
support  of  the  45  g  reference  amount. 
FDA  disagrees  with  the  comments. 
The  cakes  included  in  the  light  weight 
category  (e.g..  angel  food,  sponge,  and 
chiffon  cake)  weighs  less  than  4  g  per 
cubic  inch  (density).  Commerdal  pound 
cakes  without  icing  are  much  higher  in 
density  (about  6.1  g  per  cubic  inch)  than 
the  cakes  included  in  the  Ught  weight 
category  (Ref.  48).  The  comment  did  not 
present  density  data  to  prove  that 
commercial  pound  cakes  weigh  less 
than  4  g  per  cubic  inch.  All  etudes  that 
weigh  mora  than  4  g  per  cubic  indi, 
with  the  excepticHi  of  those  included  in 
the  heavy  weight  cake  category,  are 
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included  in  the  medium  weight  cake 
category. 

With  regard  to  the  survey  data 
submitted  in  support  of  a  separate 
reference  amount  of  45  g,  FDA  notes 
that  in  this  survey,  respondents  were 
asked  to  record  the  total  number  of 
servings  (slices)  they  usually  get  from  a 
specific  size  of  pound  cake  but  were  not 
asked  how  many  slices  each  person  in 
the  household  ate  at  a  particular  eating 
occasion.  People  often  consume 
multiple  slices  at  a  single  eating 
occasion.  In  addition,  the  survey 
included  only  frozen  pound  cake 
manufactured  by  the  company  that 
submitted  the  comment.  The  survey  did 
not  include  the  unfrozen,  ready-to-eat 
forms  of  pound  cake  or  competitors' 
products.  Therefore,  the  data  submitted 
in  the  comment  do  not  represent  all 
forms  of  pound  cake  in  the  marketplace. 
Therefore,  the  agency  questions  the 
representativeness  and  appropriateness 
of  the  data  submitted  in  the  comment 
and  finds  that  they  do  not  support  a 
change  in  the  reference  amount. 

FDA  has  thus  concluded  that  the 
comments  did  not  submit  adequate  data 
to  justify  the  inclusion  of  pound  cake 
without  icing  in  the  light  weight 
category  or  to  establish  a  separate 
category  for  pound  cake  witha  reference 
amount  of  45  g.  Accordingly,  the  agency 
has  retained  pound  cake  without  icing 
in  the  medium  weight  cake  category. 

57.  One  comment  suggested  a  90  g 
reference  amount  for  all  cakes. 

Considering  the  large  variability  in 
the  density  of  cakes,  a  uniform  reference 
amount,  regardless  of  the  value,  would 
result  in  a  serving  size  too  large  for 
some  cakes  and  too  small  for  other 
cakes.  The  90  g  reference  amount 
suggested  would  make  the  serving  size 
for  a  Ught  cake  (e.g..  angel  food  cake)  a 
huge  piece  (e.g.,  about  1/3  of  a  10  oz 
(about  8  inch  diameter)  angel  food 
cake),  whereas  the  serving  size  for  a 
heavy  fruit  cake  would  be  a  small,  thin 
slice. 

58.  One  comment  suggested  separate 
reference  amounts  for  cupcakes,  55  g  for 
iced  cupcakes  and  35  g  for  un-iced 
cupcakes.  The  comment  contended  that 
the  NFCS  data  suggest  55  g  as  the 
reference  amount  for  hosted  cupcakes 
and  that  the  55  g  reference  amount 
agrees  with  the  reference  amount  for 
other  products  that  are  used 
interchangeably  with  cupcakes  (e.g., 
muffins,  Danish,  doughnuts,  coffee 
cakes).  One  comment  requested  that 
FDA  establish  a  reference  amount  for 
assorted  cupcakes. 

FDA  advises  that  the  smallest 
reference  amount  for  cake  is  55  g  for  the 
light  weight  cake  category.  The  cakes 
included  in  the  Ught  weight  category 


(e.g.,  angel  food,  sponge,  and  chiffon 
cake)  weigh  less  than  4  g  per  cubic  inch. 
The  comment  did  not  present  density 
data  to  prove  that  cupcakes  weigh  less 
than  4  g  per  cubic  inch.  All  cakes  that 
weigh  more  than  4  g  per  cubic  inch, 
with  the  exception  of  those  included  in 
the  heavY  weight  cake  category,  are 
included  in  tlie  medium  weight  caka 
category.  The  labels  of  cake  mixes  that 
belong  to  the  medium  weight  cake 
category  (e.g.,  chocolate,  yellow,  or 
white  cake)  frequently  provide 
preparation  directions  for  a  2-layer  cake, 
a  sheet  cake,  and  cupcakes.  These  label 
directions  suggest  that  cupcakes  are  the 
same  cake  as  a  2-layer  or  a  sheet  cake 
included  in  the  medium  weight  category 
but  differ  only  in  shape,  i.e.,  cupcakes 
are  an  individually  shaped  form  of  cake. 
The  act  directs  the  agency  to  establish 
uniform  serving  sizes.  Therefore,  the 
same  food  should  have  the  same 
reference  amount  regardless  of  its  shape. 
Thus,  the  agency  included  all  cupcakes 
both  with  and  without  icing  (including 
assorted  cupcakes)  in  the  medium 
weight  category  in  this  final  regulation 
with  the  reference  amount  of  80  g. 
Accordingly.  FDA  has  not  established  a 
separate  reference  amount  for  cupcakes. 

59.  One  comment  requested  that  FDA 
change  the  reference  amount  for  muffins 
prepared  at  home,  either  from  scratch  or 
from  a  mix.  to  45  g.  The  comment 
contended  that  a  45  g  reference  amount 
more  closely  approximates  the  weight  of 
the  muffin  made  with  consumer  baking 
pans. 

FDA  disagrees  with  the  comment. 
First,  food  prepared  at  home  from 
scratch  is  not  subject  to  nutrition 
labeling.  Secondly,  the  agency  cannot 
establish  a  separate  reference  amount 
for  the  same  food  depending  on  the 
equipment  used  for  preparation  (e.g., 
commercial  equipment  versus 
equipment  used  at  home).  The  reference 
amount  for  muffins  is  based  on  what 
consumption  data  show  as  the  amount 
customarily  consumed.  Thus,  it 
complies  with  the  statute.  Accordingly, 
FDA  has  not  adopted  this 
recommendation. 

60.  One  comment  suggested  that  FDA 
add  microwave  cakes  to  the  coffee  cake 
category.  The  comment  stated  that 
because  of  the  characteristics  of 
microwave  cooking,  microwave  cakes 
have  an  unusually  high  density  (7  to  7.5 
g  per  cubic  inch)  and  are  very  rich. 
According  to  the  density  classification, 
microwave  cakes  belong  to  the  proposed 
medium  weight  category  with  the 
reference  amount  of  110  g.  The 
comment  contended  that  110  g  is  too 
large  for  the  microwave  cakes.  The 
comment,  therefore,  suggested  including 


microwave  cakes  in  the  coffee  cake 
category. 

FDA  does  not  agree  that  microwave 
cakes  should  be  grouped  with  the 
products  in  the  coffee  cake  category 
because  microwave  cakes  are  not  used 
interchangeably  with  the  products  in 
the  coffee  cake  category.  Microwave 
cakes  are  a  kind  of  cake  that  differs  from 
other  cakes  only  in  that  they  are 
prepared  in  the  microwave  oven  rather 
than  in  the  conventional-type  oven. 
Therefore,  microwave  cakes  belong  to  a 
cake  category.  The  agency  points  out 
that-all  cakes  other  than  tliose  classified 
as  heavy  weight  and  light  weight  are 
included  in  the  medium  weight  category 
in  the  final  regulation.  The  7  to  7.5  g  per 
cubic  inch  density  for  microwave  cakes 
that  the  comment  reported  is  within  the 
range  of  the  density  of  cakes  in  the 
medium  weight  cake  category  (4  g  or 
more  per  cubic  inch  but  less  than  10  g 
per  cubic  inch).  The  agency  notes  that 
the  reference  amount  for  this  new 
medium  weight  category  is  80  g,  not  110 
g.  Therefore,  the  agency  has  provided 
the  relief  that  the  comment  sought, 
although  for  different  reasons. 

(9)  Bakery  products:  crackers,  all 
varieties  excluding  sweet  and  sandwich 
type — includes  hard  bread  sticks  and 
ice  cream  cones 

FDA  proposed  15  g  as  the  reference 
amount  for  this  product  category. 

61.  Several  comments  argued  that  it  is 
unfair  to  have  two  different  reference 
amounts  for  competing  products  (i.e.. 
crackers  and  snacks)  that  are  used 
interchangeably.  The  comments 
requested  that  FDA  establish  a  uniform 
reference  amount  for  snacks  and  "snack 
crackers."  If  not,  the  comments  asserted 
that  a  false  impression  will  be  created 
that  snack  crackers  are  lower  in  fat  than 
the  competing  snack  products.  Some  of 
these  comments  pointed  out  that  some 
products  that  are  more  appropriately 
classified  as  snacks  bear  the  name 
cracker  (e.g.,  Cracker  Crisps).  A 
manufacturer  suggested  defining 
snacker  crackers  as  crackers  to  which  oil 
has  been  applied  after  baking 
(postbaking  oil  application). 

FDA  agrees  with  the  comment  that 
many  crackers  are  used  interchangeably 
with  products  in  the  snacks  category. 
The  agency  acknowledges  that  it  is  very 
difficult  to  draw  a  line  between  cracker 
and  snack  products.  Therefore,  FDA  has 
reexamined  the  products  included  in 
the  cracker  category  and  has  concluded 
that  it  is  more  reasonable  to  divide  it 
into  two  categories:  Crackers  that  are 
usually  not  used  as  snacks  and  crackers 
that  are  usually  used  as  snacks,  based 
on  their  customary  usage,  how  they  are 
positioned  in  the  marketplace,  and  the 
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.omounl  of  the  osckarthat  is 
customarily  consumed. 

.The  fbnner  category  includes  sahines. 
soda  crackers,  and  oyster  crackers. 
These  mckers  are  usually  used  as  part 
of  the  meal  (e.g.,  with  soup)  rather  than 
as  snadcs.  Reanalysis  of  the  data  firora 
the  1977-1978  NFCS  and  the  1987-1988 
MFCS  showed  that  the  proposed  15^ 
reference  amount  is  reasonable  for 
crackers  that  are  usually  not  used  as 
snacl^s.  However,  the  customarily 
consumed  amotmt  of  other  cradceis  is 
closer  to  1  oz  than  to  0.5  oz.  Therefore, 
the  agency  has  concluded  diat  the 
cracker  category  should  be  divided  into 
two  cat^ories  with  separate  reference 
amounts.  Accordingly,  FDA  has  revised 
the  cracker  category  as  follows: 

Crackers  that  are  \isuaUy  used  as  snadu — 
30  g 

Crackers  that  n«  usually  not  used  as 
snacks — 15  g 

The  agency  could  not  use  the 
postbaking  oil  application  suggested  in 
the  comment  to  divide  the  cracker 
category  into  "snack  crackers"  and 
"nonsnack  crackers"  because 
manufacturers  can  change  the  practice 
of  the  postbaking  oil  application,  and 
therefore,  a  classification  system  based 
on  this  application  could  easily  become 
irrelevant. 


(10)  Bakery  products:  French  toast, 
pancakes 

FDA  proposed  110  g  as  the  reference 
amount  for  this  product  category. 

62.  One  comment  recommended  that 
FDA  combine  French  toast  and 
pancakes  with  waffles,  with  a  reference 
amount  of  85  g.  The  comment 
contended  that  these  products  "make 
similar  contributions  to  the  diet  and  are 
customarily  consumed  in  the  same 
way." 

FDA  agrees  that  French  toast, 
pancakes,  and  waffles  are  used 
interchangeably  in  the  diet.  However, 
because  French  toast  and  pancakes  are 
denser  than  waffles,  the  amount 
customarily  consumed  in  g  is  much 
larger  for  French  toast  and  pancakes 
than  for  waffles.  Food  consumption  data 
do  not  support  the  85  g  reference 
amount  for  French  toast  and  pancakes 
suggested  in  the  comment  (Ref.  2). 
Therefore,  these  foods  cannot  be 
grouped  into  one  category.  Accordingly, 
FDA  has  retained  reference  amounts  for 
French  toast  and  pancakes  as  proposed. 

63.  One  comment  recommended  that 
FDA  add  a  new  category  for  dry  pancake 
mix  and  variety  mixes  with  a  reference 
amount  of  55  g.  The  comment 
contended  that  55  g  is  equivalent  to  the 
amount  of  mix  required  to  make  three 
4-Inch  pancakes,  which  is  equivalent  to 
the  reference  amount  propowd  by  FDA. 


$  t01.12(c)  provides  that  the 
refaranoe  amount  of  a  product  that 
requires  cooking  or  the  addition  of 
water  or  otherJngredients  be  the 
amount  required  to  prepare  one 
reference  amount  of  the  final  product  as 
estabtiahed  in  new  §  101.12(b}. 
Therefore,  the  reference  amount  for  d^ 
pancake  mix  will  be  the  amoiuit  of  the 
mix  required  to  make  one  reference 
amount  of  the  prepared  product,  so 
there  is  not  need  to  establish  a  reference 
amount  for  dry  pancake  mix  Moreover, 
this  approach  is  more  reasonable  than 
that  suggested  by  the  comment  because 
pancake  mixes  come  both  in  complete 
and  incomplete  forms,  and  the  amount 
to  make  one  reference  amc/Uni  may 
differ  for  the  different  forms. 

Because  variety  mixes  are  used  for 
many  different  purposes,  the  agency 
agrees  with  the  comment  that  a 
reference  amount  for  the  dry  form 
would  be  desirable  so  that  all  variety 
mixes  will  have  a  uniform  label  serving 
size  to  facilitate  nutrition  comparisons 
of  different  brands.  Otherwise,  different 
brands  may  dioose  different  uses  as  the 
basis  to  determine  the  amount  of  the  dry 
mix  to  make  one  reference  amount  of 
the  prepared  food. 

According  to  the  product  label,  a 
major  use  of  variety  mixes  is  to  make 
pancakes.  Using  the  recipe  file  for  the 
1987-1988  NFCS  (Ref.  49),  the  agency 
has  estimated  that  about  40  g  of  dry  mix 
is  needed  to  make  one  reference  amount 
of  the  prepared  pancakes.  Therefore, 
FDA  has  established  the  reference 
amount  for  the  variety  mixes  to  be  40  g 
of  dry  mix.  Accordingly,  the  agency  has 
revised  the  product  category  to  read: 
"French  toast,  pancakes,  variety  mixes." 
The  reference  amount  has  been  revised 
to  read:  "110  g  prepared  for  French  toast 
and  pancakes;  40  g  of  dry  mix  for 
variety  mixes." 

(1 1)  6akery  products:  pies,  cobblers, 
turnovers,  other  pastries  T.  , 

FDA  proposed  125  g  as  the  reference 
amount  for  this  product  category. 

64.  A  comment  from  a  trade 
association  for  bakery  products 
supported  the  proposed  reference 
amount.  A  few  other  comments  opposed 
the  125-g  reference  amount.  One 
comment  requested  that  FDA  change  the 
reference  amount  to  4  oz  (110  g)  based 
on  the  size  of  1/6  and  1/8  of  pies  tested. 
Another  comment  argued  that  the 
proposed  reference  amount  would  result 
in  an  extremely  large  serving  size  for 
some  pies  (e.g.,  1/3  of  an  8-inch  frozen 
cream  pie)  and  a  small  serving  size  for 
other  pies  (e.g.,  1/10  of  a  10-inch  fruit 
pie).  The  comment  recommended  that 
FDA  establish  three  separate  reference 
amounts:  1/6  of  a  pie  for  8  inch  pies. 


1/8  of  a.pie  for  9-iadh  or  latoer  pies,  and 
12S  g  for  individual  pies  ana,  pastries. 
The  comment  siibmitted  estimates  of 
amounts  consiuned  per  serving  for 
various  pies  that  it  manufactiuec  which 
were  derived  from  a  "Mall  intercept 
Method"  survey  conducted  in  15  cities 
in  the  United  States.  The  survey  was 
designed  to  recruit  people  who  are 
representative  of  the  demographic  and 
socioeconomic  characteristics  of  the 
people  who  buy  the  test  products  based 
on  the  sales  data  for  frozen  pies. 

FDA  carefully  examined  all  data 
submitted  in  the  comments.  FDA 
disagrees  with  the  request  to  change  the 
reference  amount  to  4  oz.  The  data 
submitted  in  support  of  the  4-oz 
reference  amount  do  not  represent  food 
consumption  data  eollected  under 
actual  conditions  of  use  or  an  estimate 
representative  of  all  types  and  varieties 
of  products  included  in  the  product 
category. 

FDA  also  disagrees  with  the  comment 
that  contended  that  reference  amounts 
should  be  expressed  in  fractions  of  pies. 
The  agency  used  fractions  as  the 
reference  amount  for  pie  crust  because 
in  this  particular  case,  fractions  are  the 
most  meaningful  measure,  and  there  is 
not  much  concern  about  the 
manipulation  of  the  serving  size  fur  the 
pie  crust.  Because  pies  come  in  different 
diameters  and  heights,  reference 
amounts  based  on  fractions  of  pies 
would  result  in  different  reference 
amounts  for  different  size  pies  of  the 
same  brand  as  well  as  for  different 
brands  of  the  same  kind  of  pie. 
Therefore,  there  would  be  no  uniform 
basis  to  evaluate  the  qualiRcation  for 
claims  on  pies.  For  example,  data 
submitted  in  the  comment  showed  that 
the  reference  amount  based  on  fractions 
of  pies  for  one  brand  alone  could  vary 
from  64  to  163  g.  Furthermore,  reference 
amounts  based  on  fractions  of  pies  may 
encourage  the  manipulation  of  the 
reference  amount  to  produce  a  more 
favorable  presentation  of  the  nutrition 
information  or  to  qualify  for  a  claim  by 
changing  the  diameter  or  height. 

The  agency,  however,  agrees  that  the   • 
125-g  reference  amount  would  result  in 
an  unreasonably  large  serving  size  for 
frozen  cream  pies.  These  commercially 
prepared  frozen  cream  pies  differ  from 
homemade  cream  pies.  Commercial 
cream  pies  are  aerated  and  thus  weigh 
much  less  than  homemade  cream  pies. 
Therefore,  FDA  believes  that  these  pies 
need  a  separate  approach  that  is  more 
reasonable  for  aerated  cream  pies. 

As  discussed  in  section  ni.D.6.  of  this 
document,  the  agency  has  provided 
guidelines  for  determining  the  reference 
amount  for  products  that  are  modified 
by  incorporating  air.  If  the  aerated 
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cream  pies  mentioned  in  the  comment 
meet  the  25  percent  minimum  reduction 
in  density  relative  to  the  density  of  the 
appropriate  unaerated  cream  pie, 
manufacturers  may  use  the  "density- 
adjusted"  reference  amount  for  the 
aerated  cream  pie  following  the 
guidelines  described  in  section  III.D.6. 
of  this  document,  provided  that  the 
manufacturer  will  show  FDA  detailed 
protocol  and  records  of  all  data  that 
were  used  to  determine  the  density- 
adjusted  reference  amount  for  the 
aerated  cream  pie  (see  section  III.D.6.  for 
further  discussion).  Therefore,  it  is  not 
necessary  to  establish  a  separate 
reference  amount  for  aerated  cream  pies. 
Accordingly.  FDA  has  retained  the 
proposed  125-g  reference  amount  for 
cream  pies. 

(12)  Bakery  products:  taco  shell 
FDA  proposed  30  g  as  the  reference 

amount  for  this  product  category. 

65.  A  comment  from  a  trade 
association  for  bakery  products 
supported  the  proposed  reference 
amount.  Another  comment 
recommended  that  FDA  change  the 
reference  amount  to  15  g  which  is 
equivalent  to  1  taco  shell.  The  comment 
contended  that  one  filled  taco  shell 
equals  the  reference  amount  for  the 
mixed  dishes  not  measurable  with  cup 
category  (140  gj. 

FDA  disagrees  with  the  latter 
comment.  The  agency  points  out  that 
according  to  the  USDA  manual  (Ref.  31). 
one  filled  taco  weighs  about  70  to  80  g. 
Therefore,  two  filled  tacos  would 
approximate  one  reference  amount  for 
filled  tacos.  Accordingly.  FDA  has 
retained  the  reference  amount  as 
proposed. 

(13)  Bakery  products:  waffles 

FDA  proposed  85  g  as  this  reference 
amount  for  the  product  category. 

66.  Two  comments  from  a  trade 
association  for  bakery  products  and  a 
manufacturer  supported  the  proposed 
reference  amount.  One  comment  from 
another  manufacturer  opposed  the  85-g 
reference  amount.  The  comment 
contended  that  the  85-g  reference 
amount  would  make  the  serving  size  for 
some  of  their  waffles  three  waffles 
instead  of  two.  The  comment 
recommended  that  FDA  revise  the 
reference  amount  for  waffles  to  slate  "85 
g,  and  not  to  exceed  2  wafTles  or  2  sets 
of  connected  waffles,  if  their  total 
weight  is  67  percent  of  the  reference 
amount  or  more."  The  comment 
submitted  data  from  a  "Mall  Intercept 
Method"  survey  conducted  in  15  cities 
in  the  United  States  to  support  that 
people  customarily  consume  2  waffles 
or  2  sets  of  connected  waffles.  The 


comment  also  requested  that  FDA  allow 
manufacturers  to  provide  nutrition 
information  per  waffle  or  per  1  set  of 

WfifflfiS 

FDA  advises  that  it  is  inappropriate  to 
call  2  pieces  of  a  product  that  weigh  67 
percent  of  the  reference  amount  one 
serving  when  3  pieces  are  equal  to  one 
reference  amount.  In  addition.  FDA 
notes  that  the  85-g  reference  amount 
was  derived  using  data  from  large 
national  food  consumption  surveys  that 
were  collected  under  actual  conditions 
of  use  and  included  all  types  of  waffle 
products  (dry  mixes  and  frozen)  and 
many  different  brands  available  in  the 
marketplace.  The  agency  finds  that  it 
would  oe  inappropriate  to  modify  the 
reference  amount  to  make  it  consistent 
with  questionable  data  submitted  in  the 

comment. 

The  data  submitted  in  the  comment 
have  several  problems.  First,  they  ale 
not  food  consumption  data  that  were 
collected  under  actual  conditions  of  use. 
People  were  asked  to  show  the  number 
of  waffles  that  the  participants  and  other 
members  of  their  families  normally  eat. 
People  did  not  answer  or  record  the 
number  of  waffles  that  they  actually  ate 
during  the  survey  days.  In  addition,  the 
survey  tested  only  frozen  waffles 
manufactured  by  the  company  that 
submitted  the  comment.  Waffles  come 
in  dry  mixes  and  frozen  prepared  forms. 
There  are  many  different  brands  of 
waffle  products  in  the  marketplace. 
"Therefore,  it  is  questionable  if  the  data 
submitted  in  the  comment  are 
representative  of  all  waffle  products  in 
the  marketplace. 

Accordingly.  FDA  has  retained  the 
reference  amount  as  proposed.  The 
agency  notes  that  new  §  101.9(10)(ii) 
allows  voluntary  labeling  of  a  second 
column  of  values  per  unit  for  products 
in  discrete  units. 

(Mj  Beverages:  all  categories 

Because  FDA  proposed  a  uniform 
240-mL  (8-n  oz)  reference  amount  for  all 
beverages,  comments  on  all  the 
categories  under  Beverages  are 
considered  together. 

67.  Comments  from  several 
manufacturers  and  trade  associations 
and  a  comment  from  a  nutrition 
professional  organization  supported  the 
proposed  uniform  8-fl  oz  reference 
amount  for  all  beverages.  There  were  no 
objections  to  the  8-0  oz  reference 
amount  for  carbonated  beverages,  wine 
coolers,  or  water.  However,  two 
comments  from  the  carbonated  beverage 
industry  stated  that  if  FDA  abandons  the 
uniform  S-fl  oz  reference  amount,  they 
want  a  6-fl  oz  reference  amount  for 
carbonated  beverages.  Comments  frt)m 
coffee  and  tea  manufacturers  and  their 


trade  associations  opposed  the  8-fl  oz 
uniform  reference  amount.  These 
comments  contended  that  the  reference 
amount  for  coffee  and  tea  should  be  180 
mL  (6  fi  oz).  Among  other  things,  these 
comments  argued  that:  (1)  6  fl  oz  is  the 
serving  size  currently  used  by  the 
industry,  in  recipe  books  and  other 
literature.  (2)  hot  beverages  are  generally 
not  used  interchangeably  with  cold 
beverages,  and  (3)  standard  coffee  cups 
as  well  as  the  graduation  on  coffee 
makers  and  pots  are  designed  for  5  1/ 
2-  to  6-fl  oz  serving  sizes.  The  comments 
contended  that  changing  the  serving 
size  for  coffee  to  8  fl  oz  would  cause 
unnecessary  costs  to  manufacturers  to 
change  the  graduation  on  the  coffee 
making  apparatuses.  Such  cost  increases 
would  be  passed  on  to  consumers. 

First.  FDA  advises  that  new 
§  101.9(j)(4)  exempts  plain  coffee  and 
tea  from  all  requirements  of  the 
nutrition  labeling  regulation. 
Accordingly,  the  reference  amount  for 
plain  coffee  and  tea  has  been  deleted 
fitjm  Table  2  in  new  §  101.12(b).  As  for 
the  reference  amount  for  flavored  and 
sweetened  coffee  and  tea.  the  agency 
points  out  that  food  consumption  data 
support  the  8-fl  oz  reference  amount  for 
these  coffees  and  teas  (Ref.  2).  The 
agency  notes  that  unlike  plain  coffee, 
flavored  and  sweetened  coffee  are  not 
made  in  coffee  makers,  and  thus  there 
is  no  concern  about  changing  the 
graduation  on  the  coffee  making 
apparatuses  which  would  increase  the 
cost  of  coffee.  Flavored  and  sweetened 
tea  (e.g..  iced  tea  mixes)  is  also  used 
interchangeably  with  other  cold 
beverages.  Considering  the  weight  of 
support  for  the  uniform  8-fl  oz  reference 
amount  for  all  beverages  and  the  reasons 
stated  here,  the  agency  has  concluded 
that  the  uniform  S-fl  oz  reference 
amount  for  all  beverages  including 
flavored  and  sweetened  tea  is 
appropriate  under  section 
403(q)(l)(A)(i)  of  the  act.  Accordingly. 
FDA  has  retained  the  reference  amount 
as  proposed  for  all  beverages  under  the 
beverages  category  except  for  plain 
coffee  and  tea.  The  uniform  reference 
amount  for  all  beverages  facilitates 
nutrition  comparisons  among  different 
beverages. 

(15)  Cereals  and  other  grain  products: 
breakfast  cereals  (hot  cereal  type), 
hominy  grits 

FDA  proposed  1  cup  prepared  or  40- 
g  plain  dry  cereal  or  55-g  flavored, 
sweetened  dry  cereal  as  the  reference 
amounts  for  this  category. 

68.  Several  comments  opposed  the 
proposed  reference  amounts  for  the  dry 
cereal  form.  One  comment 
recommended  that  FDA  change  the 
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reference  amount  to  1-oz  dry  because 
this  amount  is  more  consistent  with 
current  labeling  practices  by 
manufacturers.  Another  comment 
recommended  a  35-g  imiform  reference 
amount  for  all  cereals,  including  hot 
and  ready-to-eat  cereals  (and  a  50-g 
reference  amount  for  a  second  category 
if  a  second  category  is  necessary).  The 
comment  did  not  submit  any  supporting 
data  for  the  recommended  reference 
amounts.  A  manufacturer  of  hot  cereals 
recommended  that  FDA  use  a  uniform 
reference  amount  of  40  g  for  both 
regular,  and  flavored  and  sweetened 
cereals.  To  support  the  uniform  40-g 
reference  amount,  the  comment 
submitted  estimates  of  the  dry  weight  of 
cereals  derived  from  the  mean 
consumed  amounts  from  the  1987-1988 
NFCS  for  the  two  types  of  cereals 
(regular  and  quick  hot  cereals  and 
instant  hot  cereals)  and  the  conversion 
factors  it  used  to  determine  the  dry 
weight  from  the  prepared  weight. 

Under  the  act,  the  serving  size  must 
reflect  an  amount  customarily 
consumed,  not  the  current  labeling 
practices  by  manufacturers.  Therefore, 
the  agency  cannot  change  the  reference 
amount  derived  ftoia  the  food 
consumption  data,  which  represents  the 
customarily  consumed  amount,  to  make 
it  consistent  with  the  current  labeling 
practices. 

With  regard  to  the  comment  that 
recommended  a  uniform  reference 
amount  of  40  g  for  all  hot  cereals,  FDA 
carefully  examined  the  data  submitted 
in  support  of  the  uniform  40-g  reference 
amount.  The  data  showed  that  the  mean 
intake  for  the  instant  cereal  was  lower 
than  the  mean  intake  for  the  regular  and 
quick  cereal  because  many  instant 
cereals  come  in  single-serving  packages, 
and  the  single-serving  packages 
currently  on  the  market  generally 
contain  less  than  the  amount  of  dry 
cereal  required  to  make  one  reference 
amount  (1  cup)  of  the  prepared  cereal. 
Therefore,  the  mean  consumed  amount 
of  flavored  and  sweetened  cereals  was 
lower  than  that  of  regular  and  of  quick 
hot  cereals. 

Basing  the  reference  amount  on  the 
data  in  3ie  comment  would  result  in 
using  two  different  bases  for 
determining  the  reference  amount  for 
hot  cereals:  (1)  Regular  and  quick  hot 
cereals  would  reflect  the  amount 
customarily  consumed  from 
multiserving  containers,  and  (2) 
flavored  and  sweetened  hot  cereals 
would  reflect  the  amount  customarily 
consumed  from  current  single-serving 
containers.  As  the  comment  pointed 
out.  the  flavored  and  sweetened  hot 
cereals  currently  come  in  single-serving 
containers  only.  However,  although  the 


amount  of  hot  dry  cereal  customarily 
consumed  may  remain  the  same,  the 
single-serving  container  size  may 
change,  or  these  products  may  be 
available  in  multiserving  containers  in 
the  futiue.  Thereifore,  the  agency  has 
concluded  that  the  reference  amounts 
for  both  varieties  of  hot  dry  cereal  must 
reflect  the  multiserving  containers. 

FDA's  independent  analysis,  using 
both  the  1977-1978  NFCS  and  the 
1987-1988  NFCS  showed  that  the 
amoimt  customarily  consumed  for  the 
plain  dry  hot  cereals  is  40  g  (Ref.  41). 
The  flavored  and  sweetened  hot  cereals, 
however,  contain  additional  ingredients 
(e.g..  sugar,  dried  fr^t)  and,  therefore, 
weigh  more  than  plain  dry  hot  cereals 
on  an  "as  packaged"  basis.  Based  on  the 
difference  in  weight  of  plain  dry  hot 
cereal  and  flavored  and  sweetened 
cereal,  FDA  estimated  the  difference  in 
weight  to  be,  on  the  average,  about  15 
g  (Ref.  2).  Therefore,  the  reference 
amount  for  flavored  and  sweetened  hot 
cereals  must  include  the  15-g  extra 
weight  to  accoimt  for  the  additional 
ingredients.  Accordingly,  FDA  has 
retained  the  reference  amount  as 
proposed  (55  g).  The  agency  points  out. 
however,  that  according  to 
new§  101.9(b)(2)(i)  and  (b)(6).  the 
serving  sizes  of  all  single-serving 
packages  of  hot  cereals  will  be  one 
package. 

(16)  Cereals  and  other  grain  products: 
breakfast  cereals,  ready-to-eat,  all 
categories 

FDA  proposed  three  reference 
amounts  for  ready-to-eat  cereals 
depending  on  the  density  or  shape  of 
the  cereal:  1  cup  for  cereals  weighing 
less  than  3  oz  per  cup;  1/2  cup  for 
cereals  weighing  more  thap  or  equal  to 
3  oz  per  cup;  and  50  g  for  cereals  not 
measurable  with  a  cup  (e.g..  biscuit 
type). 

69.  Most  comments  objected  to  the 
reference  amount  in  a  volumetric  (cup) 
measiu«  because  of  the  lack  of  precision 
in  the  measiirement  of  the  g  weight  of 
the  cup  measiue.  The  comments 
preferred  weight-based  reference 
amounts.  One  comment  stated  that  the 
volimies  of  small  pieces  of  dry  solids 
can  be  accidentally  altered  or  even 
intentionally  manipulated  to  reach 
different  volumetric  measurements. 
Cereals'  shapes,  sizes,  ingredients,  and 
textures,  as  well  as  handling  practices, 
settling  characteristics,  measurement 
methods,  and  timing  can  affect  the 
accuracy  of  measurements.  The 
comment  contended  that  measured  g 
weights  of  the  servings  by  two  persons 
trained  to  follow  identical  procediues 
varied  not  only  for  servings  from  the  top 
to  the  bottom  of  the  boxes  but  at 


identical  levels  of  diffiarent  boxes. 
Overall,  the  g  weights  of  the  individual 
cup  measurements  differed  by  more 
than  two-fold  (29  to  68  g).  The  comment 
contended  that  because  there  are  large 
variabilities  in  the  estimates  for  g- 
weight-per-cup  measure,  the  specific  g- 
weight  measure  a  manufacturer  chooses 
to  declare  on  the  label  may  be  arbitrary 
and.  worse,  may  be  manipulated  in 
order  to  permit  nutrient  content  claims. 

As  a  solution  to  the  problems 
discussed  above,  some  comments 
recommended  a  imiform  weight-based 
reference  amount  for  all  readv-to-eat 
cereals.  Others  recommended  that  the 
cereals  be  divided  into  two  categories 
based  on  density  with  separate  weight- 
based  reference  amounts.  For  a  uniform 
reference  amoimt,  a  health  professional 
organization  recommended  1  oz,  and  a 
cereal  manufacturer  recommended  35  g. 
Comments  that  recommended  the  two- 
category  system  differed  in  both  how 
the  two  categories  should  be  split  and 
the  reference  amounts  for  the  two 
categories.  One  comment  suggested  a 
35-g  reference  amount  for  allcereals 
and,  if  a  second  category  is  necessary, 
55  g  for  the  second  category.  The 
comment  did  not  provide  details  about 
what  products  the  second  category 
should  include.  Another  comment 
recommended  a  15-g  reference  amoimt 
for  plain  puffed  cereal  grains  and  a  35 
to  40  g  reference  amount  for  all  other 
cereals.  Two  other  comments 
recommended  a  30-g  reference  amount 
for  cereals  weighing  less  than  43-g  per 
cup  and  for  cereals  that  contain  at  least 
8  g  of  fiber  per  oz,  and  a  55-g  reference 
amount  for  cereals  weighing  43  g  or 
more  per  cup. 

The  comments  provided  a  good 
description  of  the  difficulties  in 
acou^tely  determining  the  g  weight 
equivalents  of  the  cup  measures  of 
ready-to-eat  cereals.  FDA  acknowledges 
the  characteristics  of  ready-to-eat  cereals 
that  present  particular  problems  in 
determining  the  g-weight  equivalents  of 
household  measures.  The  agency  agrees 
vtrith  the  comments  that  volume-based 
reference  amounts  present  compliance 
problems  and  mav  result  in 
manipulation  of  tne  serving  size. 
TTierefore,  FDA  has  concluded  that  the 
reference  amoimts  for  ready-to-eat 
cereals  should  be  in  g  (juantities. 

FDA  carefully  examined  the  weight- 
based  reference  amounts  suggested  in 
the  comments.  FDA  does  not  believe 
that  a  uniform  reference  amount  for  all 
ready-to-eat  cereals  is  appropriate. 
Regardless  of  the  value,  a  imiform 
reference  amount  would  result  in 
serving  sizes  that  are  too  large  for  some 
cereals  and  too  small  for  others.  For 
example,  the  35-g  reference  amount 
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suggested  in  the  comment  would  result 
in  serving  sizes  that  range  from  about  1/ 
4  cup  for  heavy  cereals  (e.g.,  sweetened 
granola-type  cereals)  to  about  3  cups  for 
light  cereals  (plain  puffed  rice  or 
wheat).  These  serving  sizes  are  not 
consistent  with  the  amoiints  of  these 
types  of  cereals  customarily  consumed. 
Food  consumption  data  showed  that 
customarily  consumed  amounts  for  the 
heavy  cereals  are  about  1/2  cup  and  for 
the  light  cereals  about  1  cup  (Ref.  41). 

FDA  also  carefully  exammed  all 
reference  amounts  for  the  two-category 
system  suggested  in  the  comments.  One 
of  the  comments  submitted  a  detailed 
description  and  results  of  an  analysis  of 
data  from  the  1987-1988  NFCS  to 
support  the  43-g  per  cup  dividing  line, 
with  30-  and  55-g  reference  amounts. 
FDA  has  done  an  independent  data 
analysis  of  ready-to-eat  cereals  and 
confirmed  the  validity  and 
reasonableness  of  the  reference  amounts 
recommended  in  the  comment  for  most 
cereals  (Ref.  41). 

However,  the  agency  does  not  believe 
that  the  30-g  reference  amount  is 
reasonable  for  light  cereals  that  weigh 
less  than  20-g  per  cup  (e.g..  plain  puffed 
rice  or  wheat).  The  30-g  reference 
amount  would  result  in  a  serving  size 
that  is  about  2  to  2  1/2  times  the 
customarily  consumed  amounts  of  these 
cereals.  Therefore,  FDA  has  divided  the 
category  for  cereals  weighing  less  than 
43  g  per  cup  into  2  categories:  Cereals 
weighing  less  than  20  g  per  cup,  which 
primarily  consist  of  plain  puffed  cereal 
grains,  and  cereals  weighing  20  g  or 
more  but  less  than  43  g  per  cup. 
Following  the  principles  and 
procedures  described  in  the  1991 
serving  size  proposal,  FDA  has 
determined  the  reference  amount  for 
light  cereals  to  be  15  g  (Ref.  41). 

Accordingly,  FDA  has  revised  the 
product  categories,  and  the  reference 
amounts,  for  ready-to-eat  cereals  as 
follows: 

Breakfast  cereals,  ready-to-eet  weit^hing 
IdSo  than  20  g  per  cup,  (e.g.,  pUia puffed 
cereal  grains)— 15  g 

Breakfost  cereals,  ready-to-eat  weij^bing 
more, than  20  g  but  less  than  43  g  per  cup: 
high  fiber  cereals  containing  23  g  ar  more  of 
fiber  per  100  g— 30  g 

Breakfast  cereals,  ready-to-eat  weighing  43 
g  or  more  per  cup;  biscuit  types — 55  g 

70.  Other  comments  on  tiie  rwference 
amounts  for  ready-to-eat  cereals 
included  objections  to  some  specific 
aspects  of  the  methodology  used  to 
determine  the  reference  amounts.  One 
comment  objected  to  the  first  step  used 
in  determining  the  product  categories 
(56  FR  60394  at  60403)  for  cereals.  This 
step  divided  the  cereals  into 
subcategories  according  to  "other 
characteristics"  that  are  likely  to  affect 


the  levels  of  consumption  of  foods 
within  the  product  class,  i.e.,  in  this 
case,  the  density  of  the  cereals.  Other 
comments  objected  to  relying  solely  on 
the  1987-1988  NFCS  in  determining  the 
reference  amount  for  cereals  measurable 
with  a  cup.  Another  comment  stated 
that  USDA's  density  information  that 
FDA  used  to  categorize  ready-to-eat 
cereals  differed  from  the  manufacturers' 
data  for  at  least  11  cereals. 

As  mentioned  above,  the  amounts 
customarily  consumed  for  ready-to-eat 
cereals  vary  by  the  density  of  the  cereal. 
Therefore,  the  step  that  divided  the 
cereals  into  subcategories  by  density 
was  necessary  in  order  to  determine  the 
appropriate  amounts  customarily 
consumed  for  specific  types  of  cereals. 
As  explained  in  the  technical  report 
(Ref.  2),  FDA  relied  solely  on  the  1987- 
1988  NFCS  because  many  new  cereals 
have  been  introduced  since  the  1977- 
1978  NFCS.  and  the  1977-1978  NFCS 
did  not  contain  food  consumption  data 
or  density  information  for  the  new 
varieties.  Also,  density  information  in 
the  1977-1978  NFCS  was  not  as  useful 
as  that  in  the  1987-1988  NFCS  even  for 
cereals  that  existed  at  the  time  of.  or 
prior  to.  the  1977-1978  NFCS.  Also 
cereals  that  differed  in  density  had  often 
been  combined^into  one  food  code  in 
the  1977-1978  NFCS.  In  the  1987-1988 
NFCS,  however.  USDA  greatly 
expanded  the  list  of  ready-to-eat  cereals 
and  their  density  information.  FDA 
continues  to  believe  that  ready-to-eat 
cereals  need  to  be  divided  into 
subcategories,  and  that  it  is  necessary  to 
rely  solely  on  the  1987-1988  NFCS  to 
estimate  the  amounts  customarily 
consumed  for  the  cereals  currently  on 
the  market  and  to  reflect  the  more  recent 
data  on  density. 

With  regard  to  the  discrepancy  in 
measurements  of  densities  of  ready-to- 
eat  cereals  between  USDA  and 
manufacturers'  data,  the  comment  did 
not  specify  the  cereals  for  which  there 
was  a  discrepancy,  or  how  large  the 
discrepancies  were.  USDA's  density 
Information  is  the  mcst  current  and  the 
best  data  available  to  FDA.  These 
density  measurements  were  done 
without  any  knowledge  about  a  possible 
use  in  nutrition  labeling.  Therefore, 
there  was  no  manipulation  of  the 
measurements  to  provide  a  favorable 
nutrition  profile  or  to  be  able  to  make 
a  claim.  In  light  of  the  extreme 
difficulties  in  measuring  the  g  weights 
of  cup  measures  end  the  lack  of  well- 
established  standard  procedures  for 
measuring  the  g  weignts  of  cup 
measures  for  ready-to-eat  cereals,  FDA 
will  use  USDA's  measurements  for   - 
compliance  purposes  to  check  for 
proper  categorization  of  ready-to-eat 


cereals.  USDA's  density  data  can  be 
found  in  Reference  45. 

If  a  manufacturer  does  not  agree  with 
USDA's  density  data,  the  manufacturer 
can  petition  FDA  for  a  reevaluation  of 
the  density  of  a  particular  cereal.  The 
manufacturer  should  submit  density 
data  that  includes  a  detailed  description 
of  the  methodology  used  (e.g.,  materials 
and  equipment  used,  procedures 
followed],  name  and  qualification  of  the 
operator,  records  of  all  individual 
measurements,  the  mean  and  the 
standard  deviation  of  the  measurements, 
and  any  other  information  that  may  help 
FDA  to  evaluate  the  density  of  the 
product  in  question.  Density 
measurements  should  be  repeated  a 
sufficient  number  of  times  to  produce  a 
reliable  estimate.  In  determining  the 
density,  manufacturers  should  also 
follow  FDA's  general  Guidelines  for 
Determining  the  Gram  Weight  of  ihe 
Household  Measure  mentioned  in  new 
§  101.9(b)(7). 

(1 7)  Cereals  and  other  grain  products: 
flours  or  commeal 

FDA  proposed  26  g  as  the  reference 
amount  for  this  product  categor}'. 

71.  One  comment  opposed  the  30  g 
reference  amount  for  bread.  The 
comment  contended  that  their  research 
showed  that  55  g  (2  oz)  of  flour  is 
needed  to  make  2  slices  of  homemade 
bread,  llie  comment  stated  that  they 
used  2  slices  as  the  amount  customarily 
consumed  because  the  1977-1978  NFCS 
showed  that  consumers  typically 
consume  2  slices  of  bread  per  eating 
occasion  regardless  of  the  density. 
Because  the  primary  use  of  flour  is 
homemade  bread,  and  homemade  bread 
is  typically  more  dense  than 
commercially-made  bread,  the  comment 
argued  that  more  flour  is  needed  to 
make  2  slices  of  homemade  bread  than 
2  slices  of  commercial  bread.  The 
comment  did  not  submit  the  protocol 
for  the  research  upon  which  it  relied  or 
data  in  support  of  the  suggested  change 
in  the  reference  amount. 

FDA  disagrees  with  the  comment.  The 
agency  notes  that  the  comment's 
assumption  that  the  amount  customarily 
consumed  in  g  is  larger  for  homemade 
bread  than  for  commercial  bread  is 
wrong.  Data  from  the  1977-1978  NFCS 
and  the  1987-1988  NFCS  showed  that 
the  amount  customarily  consumed  of 
homemade  bread  is  not  greater  than  55 
g  (Ref.  41).  The  30-g  reference  amount 
is  the  amount  of  flour  required  to  make 
55  g  of  bread.  Accordingly,  FDA       i 
retained  the  reference  amount  as       | 
proposed. 
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(18)  Cereals  and  other  grain  products: 
grains,  e.g..  rice,  barley,  plain 

FDA  proposed  140  g  prepared  or  45 
g  dry  as  the  reference  amount  for  this 
product  category.  The  agency  notes  that 
the  product  category  name  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60418)  had  a  typographical  error  and 
included  seasoned  rice.  A  correction 
notice  was  published  on  March  6, 1992 
(57  FR  8179). 

72.  Several  comments  firom  the  rice 
industry  stated  that  the  proposed 
reference  amount  was  based  on  the 
1977-1978  MFCS  data  which  are 
outdated.  The  comments  argued  that 
rice  consumption  patterns  have  changed 
since  the  1977-1978  NFCS,  and  that  the 
proposed  140-g  reference  amount  does 
not  reflect  the  amount  of  rice 
customarily  consumed  today.  The 
comments  contended  that  rice  products 
introduced  since  the  1977-1978  NFCS 
(e.g.,  rice  mixes)  are  customarily 
consumed  in  1/2-cup  servings.  None  of 
the  comments  submitted  food 
consumption  data  to  support  this  claim. 
One  comment  pointed  out  that  the  140- 
g  prepared  reference  amount  yields 
different  cup  measures  for  different 
types  of  rice,  and  therefore,  the  label 
serving  size  will  differ  for  different 
types  of  rice.  The  comment  contended 
that  rice  is  easily  and  conveniently 
measured  with  a  cup,  and  that  a 
reference  amoimt  that  is  expressed  in  a 
volume  measure  would  yield  more 
consistent  label  serving  sizes  for 
different  types  of  rice.  The  comment 
recommended  3/4  cup  prepared  as  the 
reference  amount  and  submitted  the  g 
weights  per  cup  measures  of  different 
types  of  rice  in  support  of  the  3/4-cup 
reference  amount.  A  few  comments 
requested  that  FDA  delete  the  reference 
amount  for  the  dry  form  because  the 
customarily  consxuned  amounts  are 
more  consistent  on  a  prepared  basis 
among  different  types  and  forms  of  rice. 

FDA  advises  that  it  used  both  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  to  determine  the  reference 
amount  for  plain  rice  (Ref.  2).  In  the 
1991  serving  size  proposal,  seasoned 
rice  mixes  were  included  in  the  Mixed 
dishes  measurable  with  cup  category 
(see  further  discussion  on  seasoned  rice 
mixes  under  the  Mixed  dishes 
measurable  with  cup  category). 

FDA  disagrees  that  the  reference 
amount  for  cooked  rice  should  be 
expressed  in  cups.  Although  cup  is  the 
household  measure  most  appropriate  for 
expressing  the  label  serving  size  for  rice, 
its  use  in  defining  the  reference  amount 
for  rice  is  not  desirable  for  several 
reasons.  First,  cooked  rice  has  several 
unique  characteristics  that  make  it 


difficult  to  accurately  determine  the  g 
weight  of  the  cup  measure.  For  example, 
cooked  rice  is  not  free-flowing,  and 
when  cooked,  some  rice  becomes  sticky. 
Secondly,  there  is  no  well-established 
procedure  for  determining  the  g  weight 
of  the  household  measure.  Therefore,  If 
the  reference  amoiuit  is  expressed  in 
cups,  the  parenthetical  metric  measure 
that  is  used  for  compliance  monitoring 
would  be  inaccurate.  Thus,  the  agency 
has  concluded  that  it  is  more  important 
to  have  the  reference  amount  in  the 
most  accivate  measiu«  possible,  i.e.,  in 
g.  In  addition,  comments  on  the  1990 
proposal  wanted  a  uniform  "standard" 
serving  size  (equivalent  to  the  reference 
amount  in  the  1991  serving  size 
proposal)  for  pastas  and  rice.  Changing 
the  reference  amount  for  rice  to  3/4  cup 
would  make  the  reference  amounts  for 
these  two  foods  nonuniform. 
Accordingly.  FDA  has  retained  the 
reference  amount  of  cooked  rice  as 
proposed  (140  g). 

FDA  also  disagrees  that  the  reference 
amount  for  the  dry  form  should  be 
deleted.  Because  the  weight  of  the 
cooked  rice  depends  on  the  amount  of 
water  used  in  the  preparation,  the 
amount  required  to  make  one  reference 
amount  in  cooked  form  can  vary  widely. 
The  reference  amount  on  a  cooked  basis 
also  opens  a  door  to  a  manipulation  of 
the  reference  amount  for  dry  rice. 
Therefore,  if  the  reference  amount  for 
rice  is  expressed  only  on  a  cooked  basis, 
FDA  cannot  effectively  monitor  the 
compliance.  Consequently,  the  agency 
rejects  this  recommendation  and  has 
decided  to  retain  the  reference  amount 
for  the  dry  form  as  proposed. 

(19)  Cereals  and  other  grain  products: 
pastas,  without  sauce 

FDA  proposed  140  g  prepared  or  55 
g  dry  as  the  reference  amount  for  the 
product  category. 

73.  A  comment  from  a  trade 
association  for  pasta  products  supported 
the  proposed  reference  amount.  One 
comment  contended  that  because  FDA 
relied  on  the  1977-1978  NFCS  and  the 
1987-1988  NFCS.  refrigerated  filled 
pastas  were  not  adequately  represented. 
The  comment  argued  that  the 
refrigerated  filled  pastas  (e.g..  tortelloni, 
tortellini.  and  ravioli)  were  introduced 
to  the  market  in  1987.  and  the  comment 
further  argued  that  a  study  of  consumer 
"habits  and  attitudes"  done  by  a 
company  showed  that  people  eat 
smaller  portions  of  meat  and  cheese 
filled  pastas  compared  to  "cut  pasta." 
Therefore,  the  comment  recommended  a 
100  g  reference  amoimt  for  filled  pasta 
and  claimed  that  100  g  most  closely 
agrees  with  the  amount  customarily 
consumed  of  filled  pasta.  The  comment 


did  not  submit  the  results  of  the 
consumer  "habits  and  attitudes"  study 
or  data  supporting  the  claim  that  100  g 
represents  the  amount  customarilv 
consumed  for  filled  pasta. 

FDA  advises  that  this  category 
includes  only  plain  pastas.  Filled  pastas 
contain  components  from  two  or  more 
food  groups,  pasta  and  filling  itom 
another  food  group  (e.g..  cheese,  meat). 
Filled  pastas  are  included  in  the  Mixed 
dishes  measurable  with  cup  category 
(Refs.  2  and  20).  Because  the  refrigerated 
filled  pastas  were  introduced  into  the 
market  in  1987.  there  were  more 
reportings  of  these  products  in  the 
1987-1988  NFCS  than  in  the  1977-1978 
NFCS.  The  1987-1988  NFCS  had  a  total 
of  67  individual  eating  occasions  of 
ravioli  and  tortellini.  The  customarily 
consumed  amount  was  1  cup  or  about 
200  g  without  sauce  (Ref.  41).  not  100 
g.  Accordingly,  FDA  has  retained  filled 
pasta  under  the  Mixed  dishes 
measurable  with  cup  category,  with  a 
reference  amount  of  1  cup.  For  clarity, 
the  agency  has  revised  the  product 
category  name  to  read:  "Pastas,  plain." 

74.  A  few  comments  stated  that  the 
proposed  140  g  reference  amount  is  too 
large  for  lasagna  noodles  because 
lasagne  noodles  are  used  only  as  an 
ingredient  of  lasagna.  One  comment 
recommended  2  oz  prepared  as  the 
reference  amount  for  lasagna  noodles. 
The  comment  contended  that  2-oz 
prepared  would  be  consistent  with  the 
amount  of  lasagna  noodles  required  to 
make  one  reference  amount  of  lasagna, 
but  the  comment  did  not  explain  how 
it  arrived  at  this  amount.  Another 
comment  recommended  1-oz  dry  as  the 
reference  amount  for  lasagna  noodles. 
The  comment  contended  that  this 
amount  is  reasonable  because  it  is  half 
of  the  reference  amount  for  the  dry  form 
of  other  pastas  in  the  category. 

FDA  acknowledges  that  lasagna 
noodles  have  a  specific  usage,  i.e..  they 
are  customarily  consumed  as  an 
ingredient  of  lasagna.  However,  other 
pastas  in  this  category  are  also  used 
primarily  as  an  ingredient  of  other  foods 
(e.g..  spaghetti  noodles  in  spaghetti, 
macaroni  noodles  in  macaroni  and 
cheese  or  macaroni  salad).  Because 
neither  comment  explained  or 
submitted  data  in  support  of  the 
recommended  reference  amount  for 
lasagna  noodles.  FDA  has 
independently  estimated  the  amount  of 
lasagna  noodles  that  are  required  to 
make  one  reference  amount  (1  cup)  of 
lasagna.  Using  the  recipe  file  for  the 
1987-1988  NFCS  (Ref.  49)  and  the 
percent  yield  information  reported  by 
USDA  (Ref.  18),  the  agency  has 
estimated  that  about  3.5-oz  prepared  or 
about  1.5-oz  dry  lasagna  noodles  are 


I  I 
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needed  to  make  1  cup  of  lasagna  (Ref. 
50).  These  values  are  considerably  larger 
than  the  2  oz  prepared  and  1  oz  dry  that 
were  suggested  in  the  comments.  The 
data  from  the  1977-1978  NFCS  and  the 
1987-1988  NFCS  showed  that 
customarily  consumed  amounts  of 
products  in  this  category  vary  widely. 
and  the  3.5-oz  cooked  lasagna  is  well 
within  one  standard  deviation  of  the 
mean  customarily  consumed  amount 
(Ref.  41).  Considering  the  large 
variability  in  customarily  consumed 
amounts  of  pastas,  the  relatively  small 
Mfference  between  the  amount  of 
asagna  required  to  make  one  reference 
amount  of  lasagna  and  the  reference 
amount  for  the  pasta  category,  and  that 
lasagna  is  not  the  only  pasta  used  as  an 
ingredient,  the  agency  has  concluded 
that  a  separate  reference  amount 
speciRc  for  lasagna  noodles  is  not 
warranted.  Accordingly,  FDA  had 
retained  the  reference  amount  as 
proposed. 

(20}  Dairy  products  and  substitutes: 
cheese,  grated  hard.  e.g..  Parmesan  and 
Romano 

FDA  proposed  5  g  as  the  reference 
amount  for  this  product  category. 

75.  One  comment  contended  that  the 
5-g  reference  amount  is  too  small  and 
requested  that  FDA  change  it  to  1  tbsp. 
FDA  advises  that  5  g  is  equivalent  to  1 
tbsp.  in  terms  of  volume.  Accordingly. 
FDA  has  retained  the  reference  amoimt 
as  proposed. 

(21)  Dairy  products  and  substitutes: 
eg^og 

FDA  proposed  120  mL  as  the 
reference  amount  for  this  product 
category. 

76.  One  comment  requested  that  FDA 
change  the  reference  amount  to  8  fl  oz 
to  make  it  consistent  with  the  reference 
amounts  for  other  beverages. 

FDA  does  not  believe  that  a  uniform 
8-fl  oz  reference  amount  is  necessary  for 
eggnog.  Eggnog  differs  from  other 
beverages.  It  usually  is  not  used 
interchangeably  with  other  beverages. 
Eggnog  is  a  special  type  of  beverage  that 
is  customarily  served  at  special 
occasions  (e.g..  holidays  and  parties) 
and  is  customarily  consumed  in 
amounts  smaller  than  other  beverages, 
such  as  soft  drinks.  Comments  on  the 
1990  proposal  supported  the  120  mL  (4 
fl  oz)  reference  amount.  Food 
consumption  data  did  not  provide  a 
reasonable  basis  to  increase  the 
reference  amount  to  8  fl  oz.  Therefore. 
FDA  has  retained  the  reference  amount 
as  proposed. 


(22}  Dairy  products  and  substitutes: 
milk,  evaporated,  undiluted 

FDA  proposed  15  mL  as  the  reference 
amount  for  this  product  category. 

77.  Several  comments  from  the  dairy 
industry  opposed  the  proposed 
reference  amount.  The  comments 
contended  that:  (1)  Evaporated  milk  is 
used  interchangeably  with  condensed 
milk  in  recipes.  (2)  the  proposed 
reference  amount  reflected  the  use  of 
evaporated  milk  in  coffee,  and  (3) 
evaporated  milk  is  used  more  often  as 
an  ingredient  of  other  foods,  and  30  mL 
is  closer  than  15  mL  to  the  amount  used 
as  an  ingredient.  The  comments 
requestMl  that  FDA  change  the  reference 
amount  to  30  mL.  One  comment 
submitted  data  from  a  recent  survey  on 
the  use  of  evaporated  milk  involving 
2.000  households  that  showed  that 
about  70  percent  of  the  households 
surveyed  used  evaporated  milk  as  an 
ingredient  in  recipes  as  opposed  to 
abK}ut  35  percent  of  the  households  that 
used  it  in  coffee.  The  comment  also 
submitted  results  from  a  study  done  by 
a  manufacturer  that  showed  the 
amounts  of  evaporated  milk  consumed 
per  serving  of  the  recipes  most 
frequently  used  by  consumers. 

FDA  carefully  examined  the 
arguments  and  data  submitted  in  the 
comments.  The  agency  agrees  that 
evaporated  milk  is  used  primarily  as  an 
ingredient  of  other  foods,  and  that  the 
amount  customarily  consumed  as  an 
ingredient  is  generally  larger  than  the 
proposed  reference  amount.  The  data 
submitted  in  the  comment  showed  that 
the  amount  of  evaporated  milk,  as  an 
ingredient,  consumed  per  serving 
ranged  mostly  from  20  to  50  mL.  The 
mid-range  of  these  values  is  35  mL 
(about  1  fl  oz).  Because  the  major  use  of 
evaporated  milk  is  as  an  ingredient,  the 
agency  has  concluded  that  the  reference 
amount  for  evaporated  milk  should 
reflect  the  amount  used  as  an 
ingredient.  Following  the  principles  in 
expressing  the  reference  amounts  for 
fluids  described  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60406).  the 
agency  has  determined  the  reference 
amount  for  evaporated  milk  to  be  30 
mL.  Accordingly.  FDA  has  revised  the 
reference  amount  to  30  mL. 

(23}  Dairy  products  and  substitutes: 
milk,  milk-based  drinks,  e.g.,  instant 
breakfast,  meal  replacement,  cocoa 

FDA  proposed  a  uniform  240  mL  (8  fl 
oz)  as  the  reference  amount  for  all 
beverages. 

78.  Comments  from  several 
manufacturers  and  trade  associations 
and  a  comment  from  a  nutrition 
professional  organization  supported  the 


proposed  uniform  8-fl  oz  reference 
amount  for  all  beverages.  A  few 
comments  requested  that  FDA  create  a 
separate  category  for  hot  cocoa  or  hot 
cocoa  and  cocoa  beverages  with  a 
reference  amount  of  6  fl  oz.  The 
comments  contended  that  70  percent  of 
the  servings  of  hot  cocoa  mix  sold  are 
in  single-serving  envelopes  that  yield  a 
6-fl  oz  serving,  and  that  hot  cocoa  sold 
frt>m  vending  machines  also  has  a  6-fl 
oz  serving. 

Cocoa  beverage?  are  a  type  of  flavored 
and  sweetened  milk  beverages  FDA 
does  not  believe  that  it  is  appropriate  to 
have  two  different  reference  amounts  for 
flavored  and  sweetened  milk  beverages, 
one  for  cocoa  beverages  and  one  for 
other  flavored  and  sweetened  milk  (e.g.. 
chocolate  milk,  malted  milk).  Cocoa 
beverage  mixes  are  available  both  in 
single-serving  and  multiserving 
containers.  These  beverage  mixes  are 
consumed  both  hot  or  cold  and 
interchangeably  with  other  hot  or  cold 
beverages.  Food  consumption  data 
showed  that  the  amount  customarily 
consumed  for  cocoa  beverages  is  8  fl  oz 
(Ref.  41).  FDA  also  notes  that  the  6-fl  oz 
single-serving  envelopes  in  a 
multiserving  container  are  single- 
serving  units  according  to  new 
§  101.9(b)(2)(i).  and  therefore,  the 
serving  size  will  be  one  envelope. 
Considering  the  weight  of  the  support 
for  the  uniform  8-0  oz  reference  amount 
for  all  beverages,  food  consumption 
data,  and  the  other  reasons  stated  here, 
the  agency  concludes  that  8  fl  oz  is  the 
appropriate  reference  amount  for  cocoa 
beverages  under  the  act  Accordingly. 
FDA  has  retained  the  reference  amoimt 
as  proposed. 

(24)  Dairy  products  and  substitutes: 
yogurt 

FDA  proposed  225  g  as  the  reference 
amount  for  this  product  category. 

79.  Two  comments  requested  that 
FDA  change  the  reference  amount  to 
170  g  (6  oz).  One  comment  argued  that 
the  mean  consumed  serving  from  the 
1987-1988  NFCS  was  6.9  oz,  and  this 
value  rounded  to  the  nearest  container 
size  would  be  6  oz.  Another  comment 
contended  that  recent  data  from  a 
marketing  survey  on  yogurt  sales 
showed  that  6  oz  rather  than  8  oz  would 
be  a  more  appropriate  reference  amount. 
The  comment  stated  that  on  a  pound- 
volume  basis,  the  survey  showed  that  40 
percent  of  all  yogurt  was  packaged  in  6- 
oz  containers  or  smaller,  and 
approximately  60  percent  was  packed  in 
8-oz  containera.  The  comment  claimed 
that  when  these  data  were  converted  to 
a  per  serving  basis,  they  showed  that  52 
percent  of  yogurt  was  eaten  bom  6-oz 
containera  or  smaller.  The  comment  did 
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not  submit  actual  survey  data  or  explain 
how  the  5'-percent  estimate  on  a  per 
serving  basis  was  derived. 

FDA  disagrees  with  all  requests  for  a 
change  in  the  reference  amount  for  this 
category.  As  for  the  comment  that 
requested  a  change  based  on  the  mean 
intake  of  yogurt  from  the  1987-1988 
NFCS,  FDA  advises  that  it  is  not  using 
the  mean  alone  or  a  reference  amount 
that  is  solely  based  on  the  1987-1988 
NFCS  for  the  reasons  explained  in 
section  III.D.l.  of  this  docimient,  unless 
there  is  a  valid  reason  for  doing  so  (e.g.. 
trends  that  are  confirmed  by  another 
survey  that  had  a  high  response  rate,  or 
information  was  not  available  in  the 
1977-1978  NFCS). 

As  for  the  comment  that  requested  a 
change  based  on  the  sales  volume  of 
single-serving  yogurt  containers.  FDA 
notes  that  sales  data  are  not 
consumption  data  and  do  not 
necessarily  equate  to  consumption  data. 
For  example,  some  people  could  have 
consumed  two  4-oz  containers  of  yogurt 
which  makes  the  consumed  amount  8 
oz.  white  the  sales  data  would  have 
counted  two  4-oz  containers.  It  is  not 
clear  how  the  comment  derived  the 
percent  estimates  on  a  serving  basis 
from  the  sales  data.  FDA's  independent 
analysis  of  the  sales  data  from  the  same 
source  as  the  comment  showed  that 
both  on  a  pound  basis  and  on  a  serving 
basis.  8-or  containers  were  clearly  the 
major  container  size  {Ref.  51).  On  a 
po\ind  basis;  containers  that  were  6  oz 
or  smaller  accounted  for  about  21 
percent  of  the  total  weight,  whereas  8- 
oz  containers  accounted  for  about  59 
percent.  On  a  serving  basis,  the 
respective  values  were  about  27  and  54 
percent  (Ref  51).  Therefore,  the  sales 
data  also  supported  the  8-oz  reference 
amount  derived  from  food  consumption 
data. 

Accordingly,  FDA  has  retained  the 
reference  amount  as  proposed. 

(25)  Desserts:  ice  cream,  ice  milk,  frozen 
yogurt,  sherbet:  all  types,  bulk  and 
novelties  (e.g.,  bars,  sandwiches,  cones) 

FDA  proposed  1/2  cup  (4  fl  oz)  as  the 
reference  amount  for  the  product 
category.  The  reference  amount 
included  the  volume  of  coatings  and 
wafers  for  the  novelty  type  varieties. 

80.  Several  comments  recommended 
that  FDA  divide  this  category  into  two 
categories,  one  for  bulk  products  and 
one  for  novelties.  Some  comments 
agreed  with  the  1/2-cup  (4-fl  oz) 
reference  amount  for  bulk  products.  A 
few  other  comments  asserted  that  the 
reference  amount  for  bulk  products 
should  be  larger.  One  comment 
suggested  6  oz.  and  another  comment 
suggested  1  cup.  Most  comments 


recommended  a  2.5-fl  oz  (an  average 
size  of  1  novelty)  as  the  '^♦e'ence 
amount  for  novelties.  The  comments 
contended  that  novelty  type  products 
are  consumed  by  piece,  and  ihe  serving 
size  should  be  1  piece.  The  comments 
argued  that  the  proposed  reference 
amount  of  4  fl  oz  would  make  the 
serving  size  2  bars  for  some  novelties 
packaged  in  multiserving  containers. 

First,  FDA  notes  that  food 
consumption  data  showed  that  the 
ciutomarily  consumed  amount  for 
novelty-type  products  was  2.5  oz.  When 
converted  to  volimie.  2.5  oz  is 
equivalent  to  about  4  fl  oz  (Ref.  2).  Bulk 
products  and  novelty-type  products  are 
the  same  type  of  products  in  different 
shapes.  Some  novelty-type  products 
come  without  coating  or  wafers,  and 
thus  the  bulk-type  and  the  novelty-type 
differ  only  in  ^ape.  It  is  inappropriate 
to  have  two  reference  amounts  for  two 
forms  of  the  same  food  that  are  used 
interchangeably.  If  FDA  did  have  two 
separate  reference  amounts  as  suggested 
in  the  codunents.  one  for  bulk  products 
(e.g.,  4  fl  oz)  and  one  for  novelty-tjrpe 
products  (e.g.,  2.5  fl  oz),  nutrition 
information  and  the  evaluation  for  the 
qualification  for  claims  for  these  two 
types  of  products  would  be  based  on 
different  amounts.  Consequently, 
although  a  bulk  product  might  not  be 
able  to  quahfy  for  a  claim,  a  similar 
novelty-type  product  might  be  able  to 
do  so  because  of  the  smaller  reference 
amount.  This  result  would  be 
misleading. 

Therefore,  based  on  available 
consumption  data,  the  agency  has 
concluded  that  a  uniform  1/2-cup 
reference  amount  is  appropriate  for  both 
the  bulk  and  the  novelty-type  products 
(Ref  2).  The  1/2-cup  reference  amount 
is  also  consistent  with  the  reference 
amount  for  other  desserts  (e.g.,  custard, 
pudding,  and  gelatin  desserts),  which 
are  often  used  interdiangeably  with 
products  in  this  category  as  a  dessert. 
The  1/2  cup  reference  amount  is 
desirable  for  several  other  reasons:  (1)  It 
is  in  agreement  with  most  serving  sizes 
in  dietary  guidance  documents.  (2)  it  is 
consistent  with  the  Canadian  serving 
size  guidehnes,  (3)  it  is  the  serving  size 
ciurently  used  by  many  manufacturers, 
and  (4)  it  was  supported  by  many 
comments  on  the  1990  proposal. 

The  agency  notes  that  new 
§  101.9(bM2)(i)  allows  optional 
declaration  of  nutrition  information  on 
a  single  unit  basis  for  products  in 
discrete  imits  that  are  more  than  50 
percent  but  less  than  67  percent  of  the 
reference  amount  Therefore,  the  serving 
size  for  most  novelty-type  products  will 
be  one  unit. 


For  all  the  above  reasons,  FDA  has 
retained  the  reference  amount  as 
proposed. 

(26)  Desserts:  custard,  gelatin  or 
pudding 

FDA  proposed  1/2  cup  as  the 
reference  amount  for  this  product 
category. 

81.  Two  comments  opposed  the 
proposed  1/2-cup  reference  amount. 
The  comments  argued  that  the 
powdered  mix  type  of  puddings 
comprised  only  about  52  percent  of  the 
retail  food  store  sales  of  puddings  in 
.1990.  More  recently,  ready-to-eat 
puddings  have  taken  the  lead  in  terms 
of  market  share  and  are  growing  at  a 
faster  rate  as  compared  to  dry-mix  type 
puddings.  The  comment  stated  that  the 
reference  amount  should  reflect  the 
recent  sales  trend  in  puddings,  or  that 
FDA  should  establish  a  separate 
reference  amount  of  4  oz  for  ready-to-eat 
puddings.  The  comments  contmded 
that  ready-to-eat  puddings  mther  come 
in  4  oz  single-serving  containws  or  in 
bulk  containers  that  are  multiples  of  4 
oz.  Therefore,  the  customarily 
consumed  amoimt  of  the  ready-to-eat 
puddings  is  4  oz.  The  comments  argued 
that  a  voliunetric  measure  is  appropriate 
for  dry  pudding  mixes  but  is 
inappropriate  for  ready-to-eat  puddings. 

VDA  recognizes  the  recent  trend  in 
the  availabihty  of  ready-to-eat  puddings. 
However,  the  agency  is  not  establishing 
separate  reference  amounts  for  different 
forms  of  the  same  food  because  the  act 
directs  the  agency  to  estabUsh  imiform 
serving  sizes.  Therefore,  it  would  be 
inconsistent  with  the  act  to  have 
different  reference  amounts  for  different 
forms  of  the  same  food  that  are  used 
interchangeably.  The  act  also  relates 
serving  size  to  the  amoimt  of  the  food 
customarily  consumed,  not  the  form  in 
which  the  food  is  sold.  The  comments 
did  not  present  any  food  consumption ' 
data  to  prove  that  the  amount  of  all 
forms  of  puddings  customarily 
consumed  is  4  oz,  not  1/2  cup.  The 
agency  notes  that  sales  data  are  not 
consumption  data  and  do  not 
necessarily  equate  to  consumption  data. 
In  addition,  the  agency  points  out  that 
direct  interpretation  of  the  sales  data 
often  result  in  the  wrong  conclusion. 
For  example,  the  comments  compared 
sales  data  for  ready-to-eat  puddings  and 
dry-mix  type  puddings  on  an  as 
packs^ged  basis.  Theee  two  types  of 
puddings  cannot  be  compared  directly 
on  an  as  pa(±aged  basis  because  ready- 
to-eat  puddings  are  in  a  prepared  form. 

whereas  dry-mix  type  puddiings  are  not 

Before  these  two  typos  of  products  can 
be  compared,  they  should  be  on  an 

equal  basis  in  weight,  i.e..  both  types 
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should  be  on  a  prei>ared  basis.  FDA's 
independent  analysis  of  the  recent  sales 
data  showed  that  when  the  two  types  of 
products  were  compared  on  a  prepared 
basis,  dry-mix  type  puddings  are  still 
the  major  type  of  puddings  in  the 
marketplace,  accounting  for  about  88 
percent  of  the  total  prepared  weight  of 
all  types  of  puddings  sold  (Ref.  51),  as 
they  were  when  the  NFCS's  were 
conducted.  The  results  of  this  analysis 
reconfirmed  that  the  1/2  cup  reference 
amount,  which  reflects  the  customarily 
consumed  amount  of  the  dry-mix  type 
puddings,  is  still  valid  because  the  dry- 
mix  type  is  still  the  major  type  of 
puddings  used  in  the  United  States. 
Finally,  the  agency  notes  that  according 
to  new  §  101.9(b)(2)(i),  4-oz  containers 
of  ready-to-eat  puddings  in  the 
multiserving  package  are  single-serving 
units,  and  under  that  section  of  the 
regulations,  the  serving  size  for  the  4-oz 
container  will  be  one  container,  i.e.,  4 
oz.  Accordingly,  FDA  has  retained  the 
reference  amount  for  puddings  as 
proposed  (1/2  cup). 

(27)  Egg  and  egg  substitutes:  egg 
mixture,  e.g.,  egg  foo  young,  scrambled 
egg.  omelet 

FDA  proposed  110  g  as  the  reference 
amount  for  this  product  category. 

82.  One  comment  contended  that  the 
reference  amount  for  this  category 
should  be  100  g.  The  comment  argued 
that  it  is  inappropriate  to  add  the  weight 
of  2  eggs  (100  g)  and  then  an  arbitrary 
amount  of  10  g  for  the  reference  amount 
of  egg  mixtiires.  Another  comment 
stated  that  the  reference  amount  for  an 
omelette  should  be  related  to  the 
number  of  eggs  used  per  omelette.  For 
example,  a  "one  egg  omelette"  should 
have  a  smaller  reference  amount  than  a 
"two  egg  omelette." 

First,  FDA  points  out  that  it  did  not 
anive  at  the  proposed  reference  amount 
by  adding  the  weight  of  2  eggs  and  then 
arbitrarily  adding  10  g.  According  to  the 
act,  the  serving  size  is  an  amount 
customarily  consumed.  The  proposed 
reference  amount  represents  the 
customarily  consumed  amount  of  the 
foods  belonging  to  this  category 
determined  from  food  consumption 
data,  following  the  procedures 
described  in  the  1991  serving  size 
proposal  (56  60394  at  60403)  (Ref.  2). 
Secondly,  the  same  food  cannot  have 
two  diffierent  reference  amounts,  one  for 
the  egg  mixture  containing  one  egg  and 
one  for  the  egg  mixture  containing  two 
eggs  because,  under  the  act,  the 
reference  amount  is  the  amount  of  the 
food  customarily  consumed.  These 
mixtures  are  used  interchangeably. 
Therefore,  FDA  is  establishing  the  same 


reference  amount  for  both.  Accordingly, 
FDA  has  not  adopted  these  requests. 

(28)  Fats  and  oils:  butter,  margarine,  oil. 
shortening 

FDA  proposed  a  uniform  1  tbsp. 
reference  amount  for  this  product 
category. 

83.  Comments  on  this  reference 
amount  were  split  fairly  evenly  for  and 
against  the  proposed  1  tbsp.  reference 
amount.  Comments  from  the  margarine 
and  oil  industry  and  a  few  others, 
including  a  consumer,  supported  the  1- 
tbsp.  reference  amount.  Comments  from 
the  dairy  industry  and  others,  including 
a  nutrition  professional  organization, 
opposed  the  proposed  reference 
amount.  Two  comments  recommended 
that  FDA  change  the  reference  amount 
to  1  tsp.  to  be  consistent  with  the 
serving  size  in  the  diabetic  exchange  list 
or  to  be  consistent  with  dietary 
guidance  recommendations  which 
recommend  lowering  the  total  fat  in  the 
diet. 

FDA  has  examined  all  arguments  for 
and  against  the  proposed  uniform  1- 
tbsp.  reference  amount.  FDA  advises 
that  it  cannot  change  the  reference 
amount  to  make  it  consistent  with  the 
serving  size  in  the  diabetic  exchange  list 
because,  as  explained  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60407)  and  in  section  m.B.  of  this 
document,  the  serving  size  for  the 
diabetic  exchange  list  is  designed  to 
meet  the  needs  of  a  special  subgroup  of 
the  population  having  medical 
problems.  It  is  not  intended  for  the 
general  pubUc.  As  for  the 
recommendation  to  change  the  reference 
amount  to  1  tsp.  to  be  consistent  with 
the  dietary  guidance  recommendations, 
FDA  points  out  that  the  serving  size  on 
the  product  label  is  not  the  amount 
recommended  for  consumption.  In 
section  m.D.l.  of  this  document,  the 
agency  has  explained  in  detail  why  the 
serving  sizes  in  the  dietary  guidance 
documents  are  not  appropriate  for 
nutrition  labeling  purposes.  The  agency 
also  points  out  that  food  consumption 
data  showed  that  1  tsp.  is  not  the 
customarily  consumed  amount  of  foods 
in  this  category.  The  amount 
customarily  consumed  for  most 
products  in  this  category  is  1  tbsp.  (Ref. 
2).  The  comments  to  the  1991  serving 
size  proposal  merely  reiterated  the 
reasons  stated  in  the  comments  on  the 
1990  proposal.  No  new  arguments  or 
data  have  been  presented  to  persuade 
the  agency  to  change  the  proposed 
uniform  1  tbsp.  reference  amoimt. 
Therefore,  FDA  finds  no  basis  to  change 
the  reference  amount,  and  it  has 
retained  the  reference  amount  as 
proposed. 


(29)  Fats  and  oils:  dressings  for  salad 

FDA  proposed  30  g  as  the  reference 
amount  for  this  product  category. 

84.  Two  comments  suggested  that 
FDA  change  the  reference  amount  to  15 
g  (equivalent  to  1  tbsp.).  One  comment 
argued  that  30  g  is  too  large  and 
precludes  dressings  for  salads  "&t)m 
claims  where  they  would  be  considere'^ 
as  good  soiirces  of  oils  that  would 
reduce  serum  cholesterol." 

FDA  advises  that  the  serving  size 
declared  on  the  product  label  is  by 
statute  an  amount  customarily 
consumed.  The  amount  customarily 
consumed  for  dressings  for  salad  is  2 
tbsp.,  not  1  tbsp.  (Ref.  2).  The  agency 
cannot  change  a  reference  amoimt  so 
that  certain  products  can  make  a  claim. 
Accordingly,  FDA  has  retained  the 
reference  amoiint  as  proposed. 

(30)  Fish,  shellfish,  and  meat  or  poultry 
substitutes:  entrees  (cooked)  with  sauce, 
e.g.,  fish  with  cream  sauce,  shrimp  with 
lobster  sauce 

FDA  proposed  140  g  as  the  reference 
amount  for  this  product  category. 

85.  Two  comments  requested  that 
FDA  establish  a  uniform  85-g  reference 
amount  for  all  fish  products  with  or 
without  sauce.  One  comment  contended 
that  the  proposed  reference  amount  of 
140  g  is  too  high.  The  comment  did  not 
submit  data  to  support  this  claim.  The 
other  comment  contended  that  it  will  be 
difficult  to  categorize  products  into  two 
categories,  with  and  without  sauce. 

FDA  advises  that  the  serving  size 
declared  on  the  product  label  is,  by 
statute,  an  amount  customarily 
consumed.  The  amotint  customarily 
consumed  for  the  products  in  this 
category  (that  is,  with  sauce)  is  140  g, 
not  85  g  (Ref.  2).  No  consumption  data 
that  would  support  a  different  reference 
amount  were  presented.  The  agency 
notes  that  it  has  provided  an  extensive 
list  of  products  for  each  product 
category  to  assist  manufacturers  to 
locate  the  product  category  in  which 
their  specific  products  fit  (Ref.  44). 
Accordingly,  FDA  has  retained  the 
reference  amount  as  proposed. 

(31)  Fish,  shellfish,  and  meat  or  poultry 
substitutes:  entrees  (cooked)  without 
sauce,  plain  or  fried  fish  and  shellfish, 
fish  and  shellfish  cake 

FDA  proposed  85  g  as  the  reference 
amount  for  this  product  category.  Many 
comments  on  the  reference  amount  for 
this  category  specifically  addressed  the 
reference  amount  for  meat  and  poultry 
products.  FDA  has  forwarded  these 
comments  to  USDA  for  consideration  in 
the  development  of  the  final  regulation 
for  nutrition  labeling  of  meat  and 
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poultr>'  products.  The  agency  is 
responding  to  comments  that  Included 
discussions  on  the  reference  amounts  of 
FDA  regulated  products. 

86.  Comments  from  a  nutrition 
professional  organi2ation  and  a 
nutrition  professional  supported  the 
proposed  3-oz  reference  amount. 
However.  FDA  received  a  large  number 
of  cdmmeots  from  consumers  stating 
that  the  3-o2  "serving  size"  is  too  small 
for  "meat,  poultry,  and  fish."  These 
consumer  comment*  did  not  state  what 
the  serving  size  for  "meat,  poultry,  and 
fish"  should  be.  (Although  FDA  does 
not  regulate  meat  and  poultry,  the 
comments  were  responding  to  a 
prestructured  questionnaire  distributed 
by  a  consumer  organization  that 
discussed  the  serving  sizes  of  meat, 
poultry,  and  fish  together.  Many  other 
consumer  comments  that  were  not 
recorded  on  the  prestructured 
questionnaire  also  stated  that  the  3-oz 
serving  size  is  too  small  for  meat  and 
poultry,  but  they  did  not  mention  fish. 
Tlius,  the  agency  is  not  sure  that  the 
comments  recorded  on  the 
questionnaire  apply  to  the  reference 
amount  for  fish.  Therefore,  the  agency 
has  presented  the  food  names  as  they 
appeared  in  the  questionnaire.)  Two 
comments  from  consumer  organizations 
requested  that  FDA  establish  two 
separate  reference  amounts  for  fish  and 
shellfish.  They  suggested  1.4  or  1.5  oz 
for  "shrimp"  and  4  oz  for  fish  based  on 
the  published  data  for  the  median 
consumed  amount  per  eating  occasion 
fi^m  the  1977-1978  NFCS.  One 
industry  comment  requested  that  FDA 
create  a  new  category  for  fish  sticks  with 
a  reference  amount  of  70  g.  The 
comment  submitted  data  on  the  mean. 
peAentiles.  and  modal  consumed 
amounts  from  the  1987-1988  NFCS  in 
support  of  the  70-b  reference  amount. 

FDA  has  carefully  examined  all 
arguments  against  the  3-oz  reference 
amount  and  the  data  submitted  in 
support  of  the  requested  changes  of  tlie 
reference  amount.  FDA  believes  that 
comments  from  consumers  indicated  a 
misunderstanding  of  the  meaning  and 
purpose  of  the  serving  size  on  the 
product  label.  The  serving  size  on  the 
product  label  is  not  the  amount 
recommended  as  the  serving  size  for  any 
individual.  It  represents  an  amount 
customarily  consumed  by  the  U.S. 
population  that  manufacturers  are  to  use 
to  present  the  nutrition  information  on 
their  products.  Therefore,  the  serving 
size  on  the  product  label  may  be  too 
small  or  too  large  for  some  inrdividuals. 
FDA  plans  to  foUowrup  the  publication 
of  the  nutrition  labeUng  regulations 
with  consumer  education  to  assist 
consumers  in  using  nutrition 


information  on  the  label.  Consumer 
education  will  include  information  on 
how  nutrition  information  based  on 
labeled  serving  size  should  be  adjusted 
for  the  individual's  ovra  serving  size. 
As  for  the  request  for  two  separate 
categories  for  fish  and  shellfish.  FDA 
finds  that  separate  categories  are 
inappropriate.  As  explained  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60403).  the  agency  grouped  similar 
foods  to  determine  reference  amoimts 
for  product  categories,  not  for  specific 
foods.  This  grouping  allows  for  product 
comparisons  among  similar  foods  that 
are  likely  to  be  used  interchangeably.  In 
determining  the  reference  amount  for 
this  iM-oduct  category,  fish  and  ishellfish 
were  grouped  together  because  they  are 
used  interchangeably  as  entrees.  Two 
separate  reference  amounts  for  fish  and 
shellfish  would  undermine  nutrition 
comparisons  of  these  products  that  ate 
used  interchangeably  in  the  diet. 
Although,  if  determined  separately,  the 
amount  customarily  consumed  would 
be  lower  for  shellfish  than  for  fish  (Ref. 
41).  it  Is  also  the  case  that  the  1977- 
1978  NFCS  and  the  1987-1988  NFCS 
showed  that  about  40  to  50  percent  of 
people  consumed  3  oz  or  more  shellfish 
per  eating  occasion,  the  amount  of  fish 
consumed  per  eating  occasion  by  most 
peoplerTRet.  47).  The  two  separate 
reference  amounts  suggested  in  the 
comment  (1.5  oz  for  shellfish  and  4  oz 
for  fish)  could  also  give  a  false  message 
about  the  nutrient  contents  of  fish  and 
shrimp  to  the  people  who  consume  fish 
and  shellfish  in  similar  amounts.  For 
example,  shrimp  is  known  to  be  high  in 
chotest^rol.  On  the  same  serving  basis, 
shrimp  is  about  three  times  as  high  in 
cholesterol  as  most  finfish  (Ref.  52). 
However,  if  shellfish  has  a  serving  size 
that  is  about  one-third  of  the  serving 
size  for  finfish  as  suggested  in  the 
comment,  there  will  be  little  difference 
in  the  cholesterol  content  per  serving. 
This  information  would  be  a  disservice 
to  the  public,  particularly  to  those 
consumers  who  have  been  told  by  their 
physician  to  limit  their  cholesterol 
intake.  In  addition,  the  agency  points 
out  that  it  is  not  using  a  reference 
amount  that  is  derived  solely  from  the 
1977-1978  NFCS  for  the  reasons  slated 
in  section  in.D.l.  of  this  document. 
Therefore,  to  reduce  consumer 
"  confusion  and  to  promote  uniform 
serving  sizes  for  nutrition  comparisons 
of  products  that  are  used 
interchangeably,  the  agency  has 
concluded  that  fish  and  shellfish  should 
have  the  same  reference  amoimt 
As  for  the  request  for  a  separate 
category  for  fish  sticks,  FDA  advises  that 
a  separate  category  for  fish  sticks  is  not 
justified.  . 


FDA's  independent  daU  analysis  for 
fish  sticks  from  the  1977-1978  NFCS 
and  the  1987-1988  NFCS  showed  that 
the  amount  customarily  consumed  is  85 
g.  not  70  g  (Ref.  41).  Also,  as  discussed 
in  section  III.D.1.  of  this  document, 
unless  there  is  a  good  reason  for  relying 
solely  on  the  1987-1988  NFCS.  FDA  has 
used  both  the  1977-1988  NFCS  and  Ae 
1987-1988  NFCS.  Data  submitted  in  the 
comment  were  based  solely  on  the 
1987-1988  NFCS  without  any 
explanation. 

Having  carefully  examined  all 
arguments  and  data  submitted  in  the 
comments.  FDA  has  concluded  that  the 
proposed  85-g  reference  amount  is  the 
amount  of  fiA  customarily  consumed. 
Accordingly,  the  agency  has  retained 
the  reference  amount  as  proposed. 

87.  Proposed  §  101.12(c)  requires  that 
the  refierence  amount  of  uncooked 
seafood  be  the  amount  required  to 
prepare  85  g  of  cooked  seafood.  A 
seafood  trade  association  stated  that 
they  are  very  concerned  that  their 
members  will  be  unable  to  determine 
the  serving  sizes  for  uncooked  seafood 
needed  to  produce  the  reference 
amount.  The  comment  contended  that 
the  amount  of  uncooked  seafood 
required  to  make  one  reference  amoimt 
is  affected  by  many  uncontrollable 
variables  such  as  methods  of  cooking 
(e.g..  frying  in  oil  or  conventional  and 
microwave  cooking)  and  cooking  time. 
The  comment  asserted  that  given  these 
uncertainties,  the  serving  size  should  be 
based  on  an  "as  packaged"  basis  for 
processed  foods  that  require  no  further 
preparation  other  than  cooking. 

FDA  recognizes  the  variabiWy  in 
cooking  mediods  and  time  used  to 
prepare  seafoods.  The  agency  agrees  that 
this  variability  makes  it  difficult  to 
determine  the  serving  size  of  the 
uncooked  seafood.  Therefore,  the 
agency  has  concluded  that  it  should 
establish  a  reference  amount  for 
uncooked  seafoods  except  for  those  fish 
and  shellfish  that  are  allowed  to  provide 
nutrition  information  nn  a  cooked  basis 
in  new  §  101.9(j)(ll)  and  §  101,45.  Using 
USDA's  cooking  yield  information  (Ref. 
18),  FDA  has  estimated  the  reference 
amount  for  imcooked  fish  and  shellfish 
as  110  g  (Ref.  53).  Accordingly,  the 
description  "(cooked)"  has  been  deleted 
from  the  product  category  name  and  the 
reference  amount  has  been  changed  to 
read:  "85  g  cooked;  110  g  uncooked."  A 
footnote  has  been  added  to  inform 
manufacturers  that  the  110  g  uncooked 
reference  anxount  does  not  apply  to  the 
raw  fish  and  shellfish  subject  to  S  101.45 
and  packaged  single-ingredient  fish  end 
shellfish  in  new  §  101.9(j)(ll). 
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(32)  Fish,  shellfish,  and  meat  or  poultry 
substitutes:  fish  and  shellfish,  canned 

FDA  proposed  85  g  as  the  reference 
amount  for  this  product  category. 

88.  Two  comments  opposmi  the 
proposed  reference  amount.  One 
comment  from  a  trade  association 
contended  that  the  category  should  be 
divided  into  subgroups  with  separate 
reference  amounts:  56  g  for  caimed  tuna 
and  bonito  and  100  g  for  canned 
salmon.  The  comment  contended  that 
these  reference  amounts  are  more 
consistent  with  the  current  industry 
practices  and  equal  to  the  contents  of 
single-serving  containers  on  the  market. 
A  comment  from  a  seafood  trade 
association  requested  that  FDA  change 
the  reference  amount  to  55  g  to  make  it 
consistent  with  the  reference  amount  for 
luncheon  meats.  The  comment 
submitted  data  showing  that  the  largest 
use  of  tuna  is  as  an  ingredient  in 
sandwiches. 

FDA  advises  that  it  cannot  change  the 
reference  amount  simply  to  make  it 
consistent  with  current  industry 
practices  or  to  make  it  equal  to  the 
contents  of  single-serving  containers  on 
the  market.  The  agency's  review  of  the 
data  submitted  in  the  comment  showed 
that  the  major  usage  of  tuna  is  as  an 
ingredient  in  sandwiches.  One  of  the 
general  principles  in  determining  the 
reference  amount  in  new  §  101.12(a)(7) 
states  that  the  reference  amount  should 
reflect  the  major  usage  of  the  food.  In 
the  United  States,  more  tuna  is 
consumed  than  other  canned  Hsh  (Ref. 
47),  and  its  major  use  is  as  an  ingredient 
in  sandwiches.  The  amount  of  the 
sandwich  cutomarily  consumed  is  one 
sandwich,  and  about  2  oz  tuna  (on  a 
drained  weight  basis)  is  used  to  make 
one  sandwich  (Ref.  47).  Thus,  the 
agency  has  concluded  that  the  reference 
amount  for  canned  fish  should  be 
changed  to  55  g  to  reflect  the  use  as  an 
ingredient  in  sandwiches.  The  85-g 
reference  amount  proposed  in  the  1991 
serving  size  proposal  was  based  on  all 
uses  of  tuna  and  other  canned  flsh, 
including  their  use  as  an  entree  and  for 
fish  salad. 

Accordingly.  FDA  has  revised  the 
reference  amount  to  55  g. 

(33)  Fish,  shellfish,  and  meat  or  poultry 
substitutes:  smoked  or  pickled  fish  or 
shellfish 

FDA  proposed  55  g  as  the  reference 
amount  for  this  product  category. 

89.  A  comment  &t>m  a  seafood  trade 
association  stated  that  smoked/pickled 
fish  are  specialty  foods  consumed  as 
appetizers,  not  as  a  "center-of-the-plate 
item."  Therefore,  the  comment  said,  the 
reference  amoimt  should  be  closer  to  the 


reference  amount  for  snacks  (30  g).  The 
comment  did  not  submit  any  data  to 
support  the  30  g  reference  amount  that 
it  recommended. 

FDA  advises  that  food  consumption 
data  did  not  support  a  30-g  reference 
amount  The  55-g  proposed  reference 
amount  reflects  me  amount  customarily 
consumed  for  smoked  or  pickled  fish  or 
shellfish  (Ref.  2).  Accordingly,  FDA  has 
retained  the  reference  amount  as 
proposed. 

(34)  Fruits  and  fruit  juice:  dried 

FDA  proposed  40  g  as  the  reference 
amount  for  this  product  category. 

00.  A  comment  from  a  Fe<feral  agency 
recommended  that  FDA  change  the 
reference  amount  to  30  g.  The  comment 
contended  that  the  proposed  reference 
amount  is  too  large  for  some  dried  fruit 
(e.g^  dried  apple  rings,  dried  apricots). 

FDA  advises  that  the  serving  size 
declared  on  the  product  label  is,  by 
statute,  an  amount  customarily 
consumed.  Food  consumption  data 
showed  that  the  amount  customarily 
consumed  for  the  products  in  this 
category  is  40  g,  not  30  g  (Ref.  2).  The 
comment  did  not  present  any  data  to 
support  that  30  g  better  reflects  the 
customarily  consumed  amounts  of 
products  in  this  category.  Accordingly, 
FDA  has  retained  the  reference  amoimt 
as  proposed. 

(35)  Fruits  and  fruit  juice:  fruits  used 
primarily  as  ingredients,  e.g.,  avocado, 
cranberries,  lemon,  lime 

FDA  proposed  55  g  as  the  reference 
amount  for  the  product  category. 

91.  One  comment  from  a  Federal 
Government  agency  opposed  the  55  g 
reference  amount.  The  comment  stated 
that  the  proposed  reference  amount  is 
too  large,  but  the  comment  did  not 
suggest  what  the  reference  amount 
should  be.  A  comment  from  a  trade 
association  for  avocadoes  requested  that 
FDA  change  the  reference  amount  of 
avocados  to  1  oz.  The  comment 
contended  that  USDA's  g  weight 
conversions  (conversion  factors)  of 
small,  medium,  and  large  avocados  were 
too  high  and  did  not  reflect  the 
California  avocados  which  account  for 
over  90  percent  of  the  total  U.S.  avocado 
crop.  In  addition,  the  percent  yield 
values  used  to  determine  the  edible 
portion  of  avocados  in  the  NFCS  were 
too  high.  The  comment  submitted 
corrected  conversion  factors  from  a 
"National  Retail  Weight  Study" 
sponsored  by  a  trade  association,  an 
extensive  list  of  the  updated  percent 
yield  values,  and  results  of  a  reanalysis 
of  the  NFCS  data  using  the  corrected 
conversion  factors  and  the  updated 
percent  yield  values.  The  data 


supported  a  1-oz  reference  amount 
rather  than  2  oz. 

FDA  carefully  examined  all  of  the 
data  submitted  in  the  comment.  The 
results  of  the  "National  Retail  Weight 
Study"  showed  that  the  conversion 
factors  for  small,  medium,  and  large 
avocados  were  considerably  lower  than 
the  values  used  in  the  NFCS.  The 
updated  percent  yield  values  for  200 
avocados  of  three  California  avocado 
varieties  were  significantly  lower  than 
the  yield  values  used  in  the  NFCS.  The 
results  of  the  comment's  reanalysis  of 
the  1987-1988  NFCS  data  using 
corrected  conversion  factors,  and  the 
updated  percent  yield  values  showed 
that  the  mean  was  about  2  oz,  the 
median  was  about  1  oz,  and  the  primary 
mode,  that  which  accounted  for  over  50 
percent  of  the  total  number  of  eatings, 
was  1  oz.  The  data  submitted  in  the 
comment  clearly  showed  that  the 
customarily  consumed  amount  is  closer 
to  1  oz  than  to  2  oz.  Because  data  from 
the  1987-1988  NFCS  showed  a 
decreasing  trend  in  the  amount  of 
avocado  consumed  since  the  1977-1978 
NFCS,  and  the  trend  was  confirmed  by 
the  CSFn  (Ref.  40),  the  agency  is  relying 
on  the  data  ftt)m  the  1987-1988  NFCS 
submitted  in  the  comment.  Therefore, 
the  agency  has  concluded  that  avocados 
should  have  a  separate  category  with  a 
reference  amount  of  30  g.  Accordingly, 
FDA  has  divided  the  "Fruits  used 
primarily  as  ingredients  •  •  •"  category 
into  two  categories:  "Fruits  used  ! 

primarily  as  ingredients,  avocado"  with 
a  reference  amount  of  30  g  and  "Fruits     ' 
used  primarily  as  ingredients,  others 
(cranberries,  lemon,  and  lime)"  with  a 
reference  amount  of  55  g  as  proposed. 

(36)  Fruits  and  fruit  juice:  all  other  fruits 
(except  those  listed  as  separate 
categories),  fresh,  canned  or  frozen 

FDA  proposed  140  g  as  the  reference 
amount  for  this  product  category. 

92.  Several  comments  from  the 
industry  stated  that  the  140-g  reference 
amount  (equivalent  to  5  oz)  is  too  large. 
The  comments  requested  that  FDA 
change  the  reference  amount  to  the  g- 
equivalent  of  1/2  cup. 

FDA  advises  that  it  cannot  use  the  g- 
equivalent  of  the  1/2  cup  measure  as  the 
reference  amount  for  two  reasons:  (1) 
For  fruits  that  can  be  measured  with  a 
cup  (e.g.,  canned  or  frozen  fhiits),  food 
consumption  dat&  showed  that  the 
amount  customarily  consumed  is  about 
5  oz,  not  1/2  cup  (Ref.  2),  and  (2)  for  the 
fruits  that  cannot  be  measured  with  a 
cup  (e.g.,  most  fresh  fruits),  the  g- 
equivalent  for  the  1/2  cup  measxire 
cannot  be  determined.  Food 
consumption  data  showed  that  the 
amount  of  fresh  fruits  is  also  about  5  oz 
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{Ref.  2).  Accordingly.  FDA  has  retained 
the  reference  amount  as  proposed. 

(37)  Fruits  and  fruit  juice:  juice,  nectar, 
fruit  drinks,  or  fruit-flavored  drinks 

FDA  proposed  240  mL  (8  fl  oz)  as  the 
reference  amoxint  for  the  product 
category. 

93.  Comments  from  several 
manufactxirers  and  trade  associations 
(including  a  juice  manufacturer  and 
trade  associations  for  juices)  and  a 
comment  from  a  nutrition  professional 
organization  supported  the  proposed 
xmiform  8-fl  oz  reference  amoxmt  for  all 
beverages.  Comments  from  two  other 
trade  associations  requested  that  FDA 
change  the  reference  amount  for  juices 
to  6  fl  oz.  One  comment  stated  that  6  fl 
oz  is  the  amount  that  represents  long 
established  industry  practice,  and  that  6 
fl  oz  is  a  more  appropriate  reference 
amount  when  extended  to  multiserving 
containers.  The  comment  submitted  no 
data  to  support  its  claims,  however.  A 
manufacturer  contended  that  FDA  has 
no  authority  to  manipulate  the 
customarily  consumed  amount  of  food 
in  order  to  standardize  the  reference 
amount  The  qomment  argued  that 
FDA's  own  data  fit)m  the  1977-1978 
NFCS  (Ref.  2)  indicated  that  4  fl  oz  is 
the  amount  customarily  consumed,  and 
therefore.  FDA  must  change  the 
reference  amount  to  4  fl  oz.  A  consumer 
asserted  that  250  mL  (8.45  fl  oz)  is  a 
more  appropriate  reference  amount 
because  most  small  size  juices  are  sold 
in  250  mL  packs. 

'   The  agency  notes  that  data  from  the 
1977-1978  NFCS  suggested  6  fl  oz  (not 
4  fl  oz  as  claimed  by  one  comment)  to 
be  the  customarily  consumed  amount. 
The  agency  notes  that  the  comment  that 
asserted  that  4  fl  oz  is  the  amount 
customarily  consumed  misread  the  data. 
Data  from  the  1977-1978  NFCS  had  a 
mean  of  6.3  fl  oz.  the  median  of  6  fl  oz 
and  3  modes  (4  fl  oz.  6  fl  oz.  8  fl  oz). 
However,  data  from  the  1987-1988 
NFCS  suggested  that  8  fl  oz  is  the 
customarily  consumed  amount  for 
juices.  Also,  both  the  1977-1978  NFCS 
and  the  1987-1988  NFCS  showed  that  8 
fl  oz  is  the  customarily  consumed 
amount  for  fruit  juice  drinks  and  fruit- 
flavored  drinks  that  are  used 
interchangeably  with  fruit  jmces. 
Therefore,  the  agency  has  concluded 
that  8  fl  oz  is  the  most  reasonable 
reference  amount  for  all  fruit  juices  and 
urinks. 

ns  for  the  consimier  comment,  the 
agency  advises  that  food  consumption 
data  did  not  support  a  250-mL  reference 
amount.  The  agency  notes  that  the  250 
JT    packs  of  juice  are  single-serving 
containers  and,  therefore,  will  be 
Bi^eled  as  1  serving 


Considering  the  weight  of  support  for 
the  imiform  8  fl  oz  reference  amount  for 
all  beverages  and  for  the  other  reasons 
stated  above,  the  agency  has  concluded 
that  8  fl  oz  is  the  appropriate  reference 
amount  under  section  403(q)(l)(A)(i)  of 
the  act  for  all  beverages  including  fruit 
juices  and  fruit  drinks.  The  uniform 
reference  amount  for  all  beverages 
facilitates  nutrition  comparisons  of 
different  beverages.  Accordingly.  FDA 
has  retained  the  reference  amount  as 
proposed. 

(38)  Legumes:  bean  cake  (tofu) 

FDA  proposed  85  g  as  the  reference 
amount  for  the  product  category. 

94,  A  comment  from  a  consumer 
organization  stated  that,  because  the 
sample  size  for  tofu  in  the  1977-1978 
NFCS  was  so  small  (n=12),  an  accurate 
estimate  of  the  amount  customarily 
consumed  could  not  be  derived  from 
this  survey.  The  comment  contended 
that  because  tofu  is  used  as  a  substitute 
for  meat  and  poultry,  the  reference 
amoimt  should  be  equivalent  to  the 
reference  amount  for  meat  and  poultry. 

FDA  agrees  that  the  sample  size  for 
tofu  in  the  1977-1978  NFCS  was  too 
small  to  give  a  reliable  estimate  of  the 
amount  customarily  consumed. 
However,  for  other  reasons  explained  in 
section  III.D.l.  of  this  doounent.  the 
agency  is  not  using  a  reference  amount 
that  is  based  solely  on  the  1977-1978 
NFCS.  The  1987-1988  NFCS  had  a 
larger  sample  size  for  tofu  (n=31),  and 
all  three  statistical  values  from  the 
1987-1988  NFCS  data  that  FDA  uses  in 
determining  the  amount  customarily 
consumed  (the  mean,  the  median,  and 
the  mode)  showed  that  3  oz  is  the 
amount  of  tofu  customarily  consumed 
(Ref.  2).  Therefore,  the  agency  has 
concluded  that  3  oz  is  a  reasonable 
reference  amount  for  tofu.  The  3  oz 
reference  amount  is  the  same  as  the 
reference  amovmt  for  fish,  shellfish, 
game  meats,  and  meat  or  poultry 
substitutes  without  sauce  regulated  by 
FDA  and  the  reference  amount  for  meat 
and  poultry  regulated  by  USDA. 
Accordingly.  FDA  has  retained  the 
reference  amoimt  as  proposed. 

(39)  Legumes:  beans,  plain  or  in  sauce 

FDA  proposed  1/2  cup  as  the 
reference  amount  for  the  product 
category. 

95.  Two  comments,  from  a  trade 
association  and  a  manufacturer, 
supported  the  proposed  1/2-cup 
reference  amount.  However,  the 
comments  requested  that  FDA  change 
the  1/2  cup  reference  amount  to  a  g 
weight.  One  comment  opposed  the  use 
of  (frained  weight  for  plain  caimed 
beans.  The  ctMnment  contended  that 


nutrition  information  on  the  canned 
beans  should  be  based  on  an  as 
packaged  basis,  including  the  liquid. 

In  light  of  the  difficulty  in 
determining  the  g  weight  of  the 
household  measure,  FDA  has  concluded 
in  section  in.D.2.  of  this  document  that 
voliune-based  reference  amotmts  should 
,be  converted  to  weight-based  reference 
amounts  where  a  weight-based  reference 
amount  is  feasible.  The  agency  has 
reexamined  foods  in  this  product 
category  and  has  concluded  that  the 
weight-based  reference  amount  can  be 
determined  for  this  category.  By  taking 
the  average  of  the  g  wei^ts  per  1/2  cup 
of  cooked  plain  beans  reported  by 
USDA  (Ref.  54).  the  agency  has 
determined  that  the  reference  amount 
for  beans  that  are  not  canned  in  liquid 
or  in  sauce  to  be  90  g  (Ref.  55). 

Regarding  the  comment  that  requested 
nutrition  information  of  canned  beans 
on  an  as  packaged  basis,  including  the 
Uquid,  the  agency,  as  discussed  in 
section  II1.H.2.  of  this  document,  has 
concluded  that  the  nutrition 
information  of  canned  beans  will  be 
based  on  an  as  packaged  basis  including 
the  liquid  because  a  large  percentage  of 
people  do  use  the  liquid  in  the  canned 
food.  By  taking  the  average  of  the  g 
weights  per  1/2  cup  of  canned  beans 
including  the  liquid  reported  by  USDA 
(Ref.  54),  the  agency  has  determined 
that  the  reference  amount  for  canned 
beans,  including  the  liquid,  is  130  g 
(Ref.  55).  Also,  by  taking  the  average  of 
the  g  weights  per  1/2  cup  of  beans  with 
sauce  (e.g.,  poik  and  beans,  baked 
beans)  reported  by  USDA  (Ref.  54).  the 
agency  has  determined  that  the 
reference  amount  for  beans  in  sauce  is 
130  g  (Ref.  55). 

Accordingly.  FDA  has  revised  the 
reference  amount  to  read:  "130  g  for 
beans  in  sauce  or  canned  in  liquid;  90 
g  for  others." 

(40)  Miscellaneous  category:  batter 
mixes,  bread  crumbs,  meat,  poultry,  and 
fish  coating  mixes,  dry 

FDA  proposed  30  g  as  the  reference 
amoimt  for  this  product  category. 

96.  An  industry  comment  opposed  the 
30  g  reference  amount  for  coating  mixes. 
The  comment  stated  that  because  of  the 
varying  densities  of  the  products  and 
the  varying  surface  areas  of  the  products 
they  coat  (e.g..  meat  and  fish).  30  g  of 
coating  mix  will  coat  between  3  and  8 
oz  of  meat.  The  industry  suggested 
including  coating  mixes  with  seasoning  . 
mixes  with  a  reference  amount  equal  to 
the  amount  of  the  product  required  to 
prepare  one  portion  of  the  end  product 
(e.g.,  the  amoimt  necessary  to  coat  3  oz 
of  meat  or  fish). 
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FDA  racognixes  that  ooadng  mixes 
vary  in  dansity,  and  that  tbe  amount 
naadad  to  coat  the  surface  areas 
depends  on  the  type  of  tlM  mixes  and 
the  products  Ibey  coet  These  products 
are  made  for  use  in  a  specific  end  dish 
(e.g.,  coeting  mix  for  fish).  Thus,  a 
nfeiance  amount  that  is  the  amount 
required  to  prepare  one  reference 
amount  of  the  end  product  would  be 
more  consistent  with  the  amount 
customarity  consumed  of  coeting  mixes. 

Therefore,  the  agency  has  concluded 
that  the  reference  amount  for  coating 
mixes  should  be  changed  to  the  amount 
to  make  oae  reference  amount  of  the 
final  dish  as  listed  in  new  §  101.12(b). 
In  the  case  of  multiple  uses, 
manufacturers  should  determine  the 
major  use  of  the  coating  mix  based  on 
food  consumption  data,  marketing 
survey  data  on  the  consumer  usage  of 
the  product,  or  in  the  case  of  a  new 
product,  promoted  use.  and  use  that 
major  use  to  determine  the  reference 
amount.  The  agency  agrees  that  coating 
mixes  should  bia  grouped  with 
seasoning  mixes  because  they  are  a  type 
of  seasoning  mixes.  Accordingly,  FDA 
has  revised  the  seasoning  mixes 
category  to  read:  "Meat,  poultry  and  fish 
coating  mixes,  dry;  seasoning  mixes, 
dry,  e.g..  chili  seasoning  mixes,  pasta 
salad  seasoning  mixes." 

(41)  Miscellaneous  category:  chewing 
gum 

FDA  proposed  3  g  as  the  reference 
amount  for  the  product  category. 

97.  Two  comments  from  tne  che%ving 
gum  industry  stated  that  the  reference 
amount  for  chewing  gum  should  be  one 
piece  because,  according  to  a  recent 
marketing  research  study,  people 
consume  chewing  gum  piece  by  piece, 
not  by  weight.  The  comment  contended 
that  because  chewing  gum  products 
vary  so  widely  in  the  piece  size,  it  is  not 
possible  to  fix  a  standard  weight  that 
adequately  encompasses  the  serving 
size.  The  comment  also  argued  that 
much  of  the  chewing  gum  consumed 
weighs  less  than  2  g  per  piece.  Another 
comment  argued  that  a  3  g  reference 
amount  is  too  small  because  it 
corresponds  to  3/4  stick  or  1  7/8 
chiclets.  The  comment  requested  that 
FDA  change  the  reference  emotmt  to  4 

g 

FDA  agrees  that  chewing  gums  vary 
widely  in  the  piece  size,  and  that 
chewing  gums  are  usually  consumed  by 
piece.  However,  the  agency  cannot  use 
one  piece  as  the  reference  amount. 
Some  chewing  gums  come  in  very  small 
pieces  (mini-size  chewing  gums 
weighing  about  1  g  per  10  to  12  pieces), 
and  people  usually  chew  several  pieces 
at  a  time.  Therefore,  it  is  not  appropriate 


to  call  ooa  place  of  these  mini-siae 
chewing  gums  a  serving.  Tb«  reference 
amount  is  needed  to  determine  the 
serving  size  of  these  mini-size  chewing 
gums. 

As  explained  in  sectioi  ni.D.S.a.  of 
this  document,  for  compliance 
monitoring,  the  agency  also  needs  a 
fixed  value  as  the  reference  amoimt,  not 
a  measure  that  varies  from  brand  to 
brand  (e.g.,  piece).  The  wide  variability 
in  the  piece  size  makes  the 
determination  of  the  reference  amormt 
difficult.  Based  on  the  piece  size  of  the 
chewring  gums  commonly  available  in 
the  Washington,  DC  metropolitan  area, 
the  agency  has  determined  3  g  to  be  a 
reasonable  reference  amoumt  (Ret.  2). 
The  agency  acknowledges  that  there  are 
some  chewing  gums  that  weigh  less 
than  2  g  per  piece.  The  new  lower  limit 
for  the  single-serving  unit  in  new 
§  101.9(bM2)(i),  however,  will  make  all 
chewing  gums  that  weigh  more  than  1.5 
g  per  piece  one  serving. 

The  agency  also  recognizes  that  there 
are  many  chewring  gums  that  weigh 
more  than  200  percent  of  the  referraice 
amount.  Although  they  weigh  more  than 
the  upper  limit  of  the  single-serving 
unit,  marketing  data  submitted  in  the 
comment  show  that  gums  are  intended 
to  be  single-serving  products.  Therefore, 
footnote  9  of  Table  2  informs  the 
manufactiirer  that  the  serving  sizes  of  all 
chewing  gums  that  weigh  more  than  3 
g,  that  can  reasonably  be  consumed  at 
a  single-eating  occasion,  is  1  piece. 

As  for  the  comment  that 
recommended  the  4-g  reference  amount, 
a  4-g  reference  amount  would  make  the 
serving  sizes  of  all  chewing  gums 
weighing  2  g  or  less,  2  or  more  pieces. 
Chewing  gums,  with  the  exception  of 
the  mini-size  chewing  gums,  are 
customarily  consumed  one  piece  per 
eating  occasion.  In  light  of  the  many 
chewing  gums  weighing  less  than  2  g 
per  piece  mentioned  in  the  comment, 
the  agency  has  concluded  that  a  4  g 
reference  amoimt  is  too  large.  The 
agency  also  notes  that  FDA's 
measurements  showed  that  commonly 
available  chewing  gums  weigh  about  3 
g  per  stick  (Ref.  2). 

Accordingly,  FDA  has  retained  the  3- 
g  reference  amount  as  proposed. 

(42)  Miscellaneous  category:  salad  and 
potato  toppers,  e.g..  salad  crunchies, 
salad  Crispins,  substitutes  for  bacon  bits 

FDA  proposed  7  g  as  the  reference 
amount  for  the  product  category. 

98.  One  comment  opposea  the 
proposed  reference  amount.  The 
comment  recommended  that  FDA 
change  the  reference  amo\int  to  5  g 
(approximately  2  tsp.).  The  comment 
contended  that  a  5-g  reference  amoimt 


is  supported  Bt  "consumer-based 
consumption  data"  collected  by  the 
conmient.  The  comment  submitted  no 
data,  however,  to  support  this  claim. 

Ft>A  advises  that  food  consumption 
data  shovred  that  die  customtfily 
consumed  amount  for  products  in  this 
category  is  7  g  (Ref.  2).  The  7  g  reference 
amount  also  approximates  1  tbsp.,  a 
convenient  household  measure,  and  is 
consistent  with  the  reference  amount  for 
croutons  that  are  used  as  a  salad  topper. 
The  comment  did  not  submit  any  data. 
Thus,  there  is  no  basis  for  the  ageiicy  to 
change  the  reference  amount  to  5  g. 
Accordingly,  FDA  has  retained  the 
reference  amount  for  this  category  as 
proptosed. 

(43)  Miscellaneous  category:  salt,  salt 
substitute,  seasoning  salt  (e.g..  garlic 
salt) 

FDA  proposed  1  g  as  the  reference 
amount  for  this  product  category. 

99.  One  comment  agreed  with  the 
proposed  reference  amoxint  because  it  is 
in  the  best  interest  of  the  consumers.  A 
comment  bam  a  trade  association  for 
spice  products  agreed  with  the  proposed 
reference  amount  of  1  g  for  seasoning 
salts.  However,  the  comment  requested 
that  FDA  allow  manufacturers  to 
volimtarily  declare  the  sodium  content 
per  1/4  tsp.  Another  comment  objected 
to  the  weight-based  reference  amount. 
The  comment  contended  that  it  had 
developed  a  low-density  salt  product 
that  provides  a  salt  taste  similar  to  that 
of  regular  salt  in  a  smaller  g  amount, 
because  the  low-density  salt  is 
processed  to  dissolve  fester  and  more 
completely  than  the  regular  salt. 
Because  the  low-density  salt  weighs 
significantly  less  than  salt,  a  weight- 
based  reference  amount  (e.g.,  1  g)  would 
result  in  a  serving  size  of  the  low- 
density  salt  2  1/2  to  3  times  larger  than 
that  of  salt.  Therefore,  the  comment 
requested  that  FDA  change  the  reference 
amount  to  a  volum^based  reference 
amount  (e.g..  1/4  tsp.).  The  conmient 
did  not  submit  any  data  to  support  that 
regular  salt  and  the  low-density  salt  are 
consumed  equally  on  a  volume  basis. 

FDA  advises  that  the  reference 
amoimt  for  sugar  substitutes  is  "an 
amount  equivalent  to  one  reference 
amount  for  sugar  in  sweetness."  Both 
sugar  and  salt  are  used  as  flavoring 
agents.  People  use  them  to  attain  the 
level  of  sweetness  or  saltiness  that  they 
desire.  Therefore,  like  sugar  the 
reference  amount  for  a  salt  substitute 
(e.g.,  low-density  salt)  should  be  the 
amount  necessary  to  provide  a  salty 
taste  equivalent  to  one  reference  amount 
of  salt.  Salt  is  used  both  in  cooking  and 
at  the  table.  Although  regular  salt  may 
not  completely  dissolve  when  added  at 
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the  table,  it  will  dissolve  completely 
when  used  in  cooking.  Because,  as  the 
name  indicates,  the  low-density  saU  is 
lighter  than  the  regular  salt.  1/4  tsp.  of 
the  low-density  salt  will  contain  less 
salt  than  1/4  tsp.  of  the  regular  salt. 
Therefore,  when  used  in  cooking,  a 
larger  volume  of  the  low-density  salt 
than  the  regular  salt  will  be  required  to 
achieve  the  same  salty  taste.  Thus,  low- 
density  salt  and  regular  salt  may  not  be 
used  on  an  equal  volume  basis  at  least 
in  cooking.  Accordingly,  the  agency 
rejects  the  request  for  a  volume-based 
reference  amoimt. 

100.  A  comment  from  a  consumer 
organization  stated  that  the  reference 
amount  should  be  expressed  as  1,000 
milligrams  (mg).  instead  of  1  g,  to  be 
consistent  with  the  sodium  content 
Usted  in  the  nutrition  information 
panel.  The  comment  contended  that 
most  Americans  are  unfamiliar  with  the 
metric  system,  so  they  will  not 
understand  that  1  g  is  ec^ual  to  1.000  mg. 

FDA  does  not  agree  with  the 
comment.  Whether  the  reference 
amount  is  expressed  1  g  or  1,000  mg,  the 
serving  size  on  the  product  label  by 
statute  has  to  be  in  a  common 
household  measure  (e.g.,  1/4  tsp.).  The 
nutrition  information  on  the  label  tells 
consumers  how  much  sodium  is  in  one 
serving  (1/4  tsp.)  of  saU.  It  is  not 
necessary  for  consumers  to  know  that  1 
g  equals  1.000  mg  to  use  the  nutrition 
information  on  the  product  label. 
Therefore,  the  agency  has  concluded 
that  it  is  not  necessary  to  change  the 
reference  amount  to  1.000  mg. 

(44)  Mixed  dishes:  measurable  with  cup, 
e.g.,  casserole,  hash,  macaroni  and 
cheese,  pot  pie,  spaghetti  with  sauce, 
stew,  etc 


FDA  proposed  1  cup  as  the  reference 
amouui  for  the  product  category. 

101.  Many  comments  agreed  with  the 
proposed  reference  amount.  One 
manufacturer  agreed  with  the  1-cup 
reference  amount  for  mixed  dishes  that 
are  served  as  main  dishes.  However,  the 
comment  contended  that  1/2  cup  is  a 
more  appropriate  reference  amount  for 
mixed  dishes  that  are  served  as  side 
dishes  (e.g..  potato  dishes,  pasta  salad, 
potato  salad).  The  comment  contended 
that  the  1987-1988  NFCS  supported  the 
1/2-cup  reference  amount  for  these 
products.  The  comment  did  not  submit 
data  to  support  this  claim. 

FDA  advises  that  pasta  salad  and 
potato  salad  have  a  separate  category 
under  Salads  with  a  reference  amount  of 
140  g  which  is  equivalent  to  about  3/4 
cup.  Because  the  comment  did  not 
submit  data  to  support  the  1/2-cup 
recommendation,  the  agency  is  unable 
to  verify  the  1/2-cup  reference  amount 


claimed  by  the  comment  for  the  mixed 
dishes  that  belong  to  this  product 
category.  However,  the  agency  notes 
that  both  the  1977-1978  NFCS  and  the 
1987-1988  NFCS  showed  that  the 
customarily  consumed  amount  for 
products  that  belong  to  the  "Mixed 
dishes  measurable  with  cup"  category  is 
1  cup.  not  1/2  cup  (Ref.  2).  The  agenor 
recognizes  that  mixed  di^es  are  used 
for  both  a  main  dish  and  a  side  dish. 
However,  FDA  rejects  the  suggestion  to 
establish  twa  different  reference 
amounts  for  the  same  type  of  food  for 
three  reasons.  First,  one  of  the  uses  of 
the  reference  amount  is  to  determine  the 
appropriateness  of  nutrient  content  and 
health  claims  made  on  food  products. 
Such  a  determination  cannot  be  made 
for  the  same  food  on  two  or  more 
different  bases  (i.e.,  reference  amounts), 
e.g..  a  smaller  reference  amount  (1/2 
cup)  to  evaluate  a  claim  for  a  side  dish 
and  a  larger  reference  amount  (1  cup)  to 
evaluate  a  similar  claim  on  a  similar 
product  labeled  as  a  main  dish. 

Secondly,  there  is  no  assurance  that  a 
product  labeled  as  a  side  dish  will  not 
be  consumed  as  a  main  dish,  and  vice 
versa.  Thirdly,  this  suggestion  is  not  in 
the  best  interest  of  the  consumers.  Two 
reference  amounts  for  the  same  type  of 
products  will  interfere  with  the  goal  that 
there  be  uniformity  among  serving  sizes 
declared  on  similar  products  by 
different  manufacturers. 

In  the  1991  serving  size  proposal  (56 
FR  60394  at  60402),  the  agency  stated 
that  it  would  not  object  to 
manufacturers  providing  a  second 
column  of  nutrition  information  as  a 
side  dish  or  as  a  main  (dish.  The  agency 
advises  that  the  second  column  of 
information  is  allowed  only  if  the 
serving  size  as  a  side  dish  or  as  a  main 
dish  meets  the  requirement  for  the 
second  column  in  new  §  101.9{b){ll). 
i.e..  if  the  serving  size  for  the  second 
column  differs  from  the  serving  size  for 
the  required  column  by  at  least  two  fold. 
However,  the  agency  wants  to  make  it 
clear  that  it  will  use  the  appropriate 
reference  amount  in  new  §  101.12(b)  to 
evaluate  whether  a  mixed  dish  that  does 
not  quahfy  as  a  meal  product  or  a  main 
dish  product  as  defined  in  new 
§  101.13(1)  and  (m)  meets  FDA  standards 
for  any  claim  made  for  the  product. 

102.  Several  comments  requested  that 
FDA  use  a  weight-based  reference 
amoimt  or  include  g  weight  equivalent 
of  1  cup  in  the  reference  amount  (e.g., 
1  cup  (235  g)).  One  manufacturer 
suggested  a  7.5  oz  reference  amount. 
Another  manufacturer  requested  that 
the  same  reference  amount  be  used  for 
canned  mixed  dishes  and  frozen  mixed 
dishes  and  suggested  a  7.5-oz  reference 
amount. 


C 

Although  mixed  dishes  measurable 
with  a  alp  are  consumed  in  similar 
quantities  by  volume  (e.g..  1  cup),  it  is 
not  possible  to  have  one  uniform  g- 
weight  equivalent  reference  amount 
(e.g..  235  g)  or  weight-based  reference 
amount  (e.g..  7.5  oz)  because  mixed 
dishes  come  in  many  different  forms 
and  combinations  of  ingredients. 
Therefore,  the  g-weight-per-cup  measure 
will  vary  greatly  for  different  dishes. 
Accordingly  FDA  has  retained  the 
volume-based  reference  amount. 

With  regard  to  the  comment  that 
recommended  that  the  same  reference 
amount  be  used  for  both  canned  and 
frozen  mixed  dishes.  FDA  advises  that 
although  the  reference  amounts  in  new 
§  101.12(b)  are  expressed  in  the 
prepared  ready-to-eat  weight,  they  apply 
to  all  forms  of  the  products  in  the 
product  category:  Dry,  canned,  frozen, 
refrigerated,  and  ready-to-eat.  Therefore, 
both  canned  and  frozen  (fully-cooked 
"heat  and  serve")  mixed  dishes  have  the 
same  reference  amount.  The  reference 
amount  for  uncooked  frozen  mixed 
dishes  would  be  the  amount  of  such  a 
product  necessary  to  prepare  one 
reference  amount  established  in  new 
§  101.12(b). 

103.  A  manufacturer  requested  that 
FDA  use  a  uniform  6-oz  (170  g) 
reference  amount  for  both  mixed  dishes 
measurable  with  a  cup  and  mixed 
dishes  not  measurable  with  a  cup  to 
provide  more  continuity  and 
consistency  in  reference  amounts  for 
products  that  qualify  as  "meal-type", 
products. 

FDA  advises  that  the  serving  size  on 
the  product  label  is.  by  statute,  an 
amount  customarily  consumed.  Both  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  showed  that  the  amounts 
customarily  consumed  for  the  mixed 
dishes  measurable  with  a  cup  and  the 
mixed  dishes  not  measurable  with  a  cup 
differ  considerably  (Ref.  2).  Therefore,  it 
is  not  possible  to  have  a  uniform 
reference  amount  that  reflects  the 
amount  customarily  consumed  for  the 
two  categories.  Accordingly,  the  agency 
rejects  this  request. 

104.  One  comment  recommended  that 
FDA  delete  seasoned  flavored  rice  mixes 
from  this  category  and  include  it  in  the 
rice  category.  The  comment  contended 
that  flavored  rice  mixes  differ  bom  all 
other  products  in  the  mixed  dishes 
category,  which  all  contain  two  or  more 
components  ftt)m  at  least  two  different 
food  groups.  Rice  mixes  contain  only 
rice  and  seasoning. 

FDA  agrees  with  the  comment  that 
many  flavored  rice  mixes  are  mixtures 
of  rice  and  seasoning.  However,  some 
varieties  do  contain  two  or  more 
components  from  two  or  more  'ood 
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groups.  For  example,  dry  Spanish  rice 
mix  contains  rice  and  tomato.  Aiso, 
seasoned  flavored  rice  comes  both 
canned  and  in  dry  mixes.  The  canned 
flavored  rice  (e.g.,  canned  Spanish  rice) 
contains  a  large  amount  of  tomato. 

The  agency  included  seasoned 
flavored  rice  mixes  in  the  Mixed  dishes 
measurable  with  cup  category  instead  of 
the  plain  rice  category  for  the  following 
reasons:  First,  the  amount  of  seasoned 
flavored  rice  customarily  consumed  was 
generally  higher  in  g  than  that  of  plain 
rice  (Ret.  2),  and  therefore,  the  140  g 
reference  amount  for  the  plain  rice  was 
not  appropriate  for  seasoned  flavored 
rice. 

Secondly,  "seasoned  flavored  rice" 
includes  a  diverse  variety  of  rice 
products.  Some  are  clearly  mixed  dishes 
and  others  are  not.  Because  the 
customarily  consumed  amount  in 
volume  of  seasoned  flavored  rice  (1  cup) 
was  similar  to  that  of  other  products  in 
the  "Mixed  dishes  measurable  with 
cup"  category  (1  cup),  the  agency 
included  all  seasoned  flavored  rice  in 
the  "Mixed  dishes  measurable  with 
cup"  category  in  the  proposal. 

FDA  concludes  that  seasoned  flavored 
rice  fits  best  in  the  "Mixed  dishes 
measurable  with  cup"  category  because 
the  amount  customarily  consumed  is 
the  same  for  both  of  these  products. 
Accordingly,  the  agency  rejects  the 
request. 

(45)  Mixed  dishes:  not  measurable  with 
cup.  e.g.,  bunito,  egg  roll,  enchilada, 
pizza,  pizza  roll,  quiche,  all  types  of 
sandwiches 

FDA  proposed  140  g  for  pizza  and 
products  without  sauce  and  195  g  for 
products  topped  with  sauce  as  the 
reference  amounts  for  the  product 
category. 

lOS.  Some  manufacturers  contended 
that  unlike  other  products  included  in 
this  category  that  are  consumed  as  a 
main  dish  (e.g..  burrilos,  enchiladas, 
sandwiches,  and  pizza),  pizza  rolls  and 
egg  rolls  are  not  customarily  consumed 
as  the  main  part  of  a  meal,  and  thus 
pizza  rolls  and  egg  rolls  should  not  be 
classified  as  a  mixed  dish  not 
measurable  with  a  cup.  The  comments 
asserted  that  these  products  are 
designed  and  promoted  as  snacks.  The 
comments  recommended  that  FDA 
either  include  pizza  rolls  and  egg  rolls 
in  the  category  "Entrees  without  sauce" 
or  create  a  separate  category  for 
appetizers  with  a  reference  amount  of 
85  g.  Another  manufacturer  agreed  with 
the  5-oz  reference  amount  for  pizza  as 
a  meal,  and  they  also  agreed  that  the 
claim  evaluation  should  be  based  on  the 
5-oz  reference  amount.  However,  the 
comment  reqtiested  that  FDA  establish  a 


separate  reference  amount  (e.g.,  70  g)  for 
presenting  the  nutrition  information 
when  pizza  is  used  as  a  snack.  The 
comment  stated  that  the  manulacturer 
should  have  the  right  to  decide  if  the 
product  is  a  meal  or  a  snack. 

FDA  advises  that  the  "Entrees  without 
sauce"  category  under  the  major 
category  for  Fish.  Shellfish,  Game  Meat, 
or  Meat  or  Poultry  Substitutes  includes 
products  whose  major  ingredients  are 
fish,  shellfish,  game  meat,  or  meat  or 

!>oultry  substitutes  such  as  plain  or  fried 
ish  and  shellfish,  fish  and  shellfish 
cake,  and  meatless  hamburger.  Pizza 
rolls  and  egg  rolls  do  not  belong  to  the 
"Entrees  without  sauce"  catego^ 
because  the  major  ingredients  of  these 
rolls  are  not  fish,  shellfis^i,  game  meat, 
or  meat  or  poultry  substitutes.  The 
NFCS  included  pizza  rolls  and  egg  rolls 
in  the  san>e  group  as  pizza  which  is 
classified  as  mixed  dishes  not 
measurable  with  cup  in  §  101.12(b). 
Therefore,  the  agency  has  concluded 
that  pizza  rolls  and  egg  rolls  belong  to 
the  category  of  mixed  dishes  not 
measurable  with  cup. 

With  regard  to  a  separate  category  for 
pizza  rolls  and  egg  rolls  as  appetizera. 
FDA  finds  no  basis  to  justify  a  separate 
category.  As  explained  in  the  1991 
serving  size  proposal  (56  FR  60394  at 
60403),  the  agency  grouped  similar 
foods  to  determine  reference  amounts 
for  product  categories,  not  specific 
foods.  This  grouping  allows  for  product 
comparisons  among  similar  foods  that 
are  likely  to  be  used  interchangeably. 
The  agency  included  pizza  rolls  ana  egg 
rolls  in  the  category  for  mixed  dishes 
not  measurable  with  cup  because  they 
are  frequently  used  interchangeably 
%vith  other  products  in  this  category  as 
entrees.  Although  pizza  roHs  and  egg 
rolls  may  be  promoted  as  a  snack  or 
appetizer,  and  the  amoiint  of  these  rolls 
customarily  consumed  may  be  smaller 
than  the  amount  customarily  consumed 
for  other  products  in  the  mixed  dishes 
not  measiuable  with  cup  category  (e.g.. 
pizza)  that  are  used  primarily  as  an 
entree,  food  consumption  data  show 
that  a  large  percentage  of  people 
consumed  4.5  to  9  oz  (Kef  47)  of  pizza 
rolls  or  egg  rolls  per  eating  occasion, 
which  are  amounts  that  are  appropriate 
for  use  as  an  entree,  not  an  appetizer.  To 
promote  uniform  serving  sizes  for 
nutrition  comparisons  of  products  that 
are  used  interchangeably.  FDA  has 
concluded  that  pizza  rolls  and  egg  rolls 
should  have  the  san>e  reference  amount 
as  other  products  in  the  mixed  dishes 
not  measurable  virith  cup  category. 
Accordingly,  FDA  rejects  this  request. 

106.  A  consumer  organization 
contended  that  the  reference  amoimt  for 
pizza  should  be  7  oz.  The  comment 


stated  that  the  5-oz  reference  amount  is 
too  small  because:  (1)  The  average 
weight  of  single-serving  pizzas  in 
supermarkets  is  6.6  oz,  (2)  two  slices  of 
pizza  all  a  popular  pizza  restaurant 
averages  7.3  to  7.4  oz,  and  (3)  a  personal 
pan  pizza  served  at  a  popular  pizza 
restaurant  is  9  oz.  The  comment  also 
argued  that  the  reference  amount  for 
vegetable  burgers  should  be  7  oz 
because  the  average  weight  of 
hamburgera  in  fast-food  restaurants  is  7 
oz.  The  comment  contended  that  the 
"serving  size"  should  reflect  what  is 
commonly  consumed  at  fest  food 
restaurants  as  well  as  at  home. 

FDA  advises  that  all  sizes  of  pizzas 
mentioned  in  the  comment  will  be  one 
serving  based  on  the  5-oz  reference 
amount  and  the  single-serving  container 
definition  in  $  101.9(b)(6).  There  is  no 
need  to  change  the  reference  amount 
which  is  based  on  consumption  data, 
not  the  weight  of  products  on  the 
market  (Ref.  2). 

As  explained  in  section  III.D.S.a.  of 
this  document.  FDA  included  the  pizza 
and  hamburger  consumed  at  the  fast 
food  restaurants  in  arriving  at  the  5-oz 
reference  amount.  Therefore,  there  is  no 
need  to  change  the  reference  amount  to 
reflect  the  amount  consumed  at  fast 
food  restaurants. 

Accordingly,  FDA  has  retained  the 
reference  amount  as  proposed. 

(46)  Nuts  and  seeds:  nuts,  seeds  and 
mixtures 

FDA  proposed  40  g  as  the  reference 
amount  for  the  product  category. 

107.  Many  comments  were  received 
from  the  nut  industry  requesting  that 
FDA  change  the  proposed  reference 
amount  to  1  oz  or  28  g  or  30  g.  The 
comments  contended  that  nuts  are  used 
interchangeably  with  snacks  and  thus 
should  have  the  same  reference  amount 
as  snacks  to  facilitate  nutrition 
comparisons  of  different  types  of 
snacks.  The  comments  argue^  that  1  oz 
is  the  historical  serving  siz^and  airline 
single-serving  packets  are  less  than  1.5 
oz.  Many  of  these  comments  stated  that 
a  research  study  conducted  by  a 
consulting  firm  on  the  comments'  behalf 
uncovered  a  series  of  potential  biases 
built  into  the  protocol  for  using 
consumption  data  for  the  purposes  of 
determining  a  reference  amoimt.  The 
comments  claimed  that  many  of  the  g- 
weight  equivalents  of  cup  measures  in . 
the  T^JFCS  data  base  used  to  convert  the 
cup  measures  of  nuts  to  the  g  weights 
were  too  high.  Consequently,  the  g 
amounts  reported  in  the  NFCS  that  FDA 
used  to  estimate  the  reference  amoiuit 
for  the  nut  category  were  overestimated. 
The  comments  contended  that 
reanalysts  of  the  NFCS  data,  using  their 
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own  "correct"  g-weight  equivalents  per 
cup  measures,  showed  that  1  oz  is  closer 
to  the  customarily  consumed  amount 
than  1.5  oz.  Some  comments  submitted 
the  g-weight  equivalents  of  cup 
measures  used  in  the  reanalysis  and 
detailed  descriptions  and  data  from  the 
reanalysis.  Other  biases  in  determining 
the  reference  amounts  for  nuts 
described  in  the  comments  included:  (1) 
FDA's  analysis  did  not  include  all  food 
codes  in  the  nuts  and  seeds  category, 
and  (2)  FDA  used  mean  weights  that 
were  between  two  modal  values  when 
one  modal  value  was  twice  as  large  as 
the  other. 

One  comment  contended  that 
estimates  of  nut  consumption  firom  the 
NFCS  are  not  accurate  because  the 
amounts  constimed  were  reported  in  an 
approximate  measure  (e.g.,  cups).  To 
obtain  more  accurate  estimates  of  the 
consumption,  the  comment  conducted 
an  independent  "in-home  usage"  survey 
in  20  cities  across  the  United  States, 
using  a  diary  method  in  which  the 
respondents  recorded  the  number  of 
nuts  that  they  consumed  at  each  eating 
occasion.  The  survey  tested  four 
different  nuts  commonly  consumed  in 
the  United  States  and  included  568 
households.  The  survey  was  designed  to 
parallel,  as  closely  as  possible,  the 
demographic  and  socioeconomic 
characteristics  of  the  nut  users  in  the 
United  States.  The  comments  contended 
that  the  results  of  this  survey  showed 
that  the  amount  of  nuts  customarily 
consumed  is  1  oz.  not  1.5  oz.  The 
comment  submitted 'detailed 
descriptions  of  the  survey  methodology 
and  the  methodology  for  the  sample 
selection  and  the  determination  of  the 
number  of  nuts  per  oz,  and  detailed 
data. 

FDA  carefully  examined  all 
arguments  and  data  submitted  in  the 
comments.  In  the  absence  of  virell- 
established  procedures,  the  agency 
acknowledges  that  NFCS  data  may  have 
inaccuracies,  as  data  from  food 
consumption  surveys  usually  do.  The 
agency  also  recognizes  the  difficulties  in 
determining  the  g-weight  equivalents  of 
cup  measures  of  solid  foods  such  as 
nuts.  However,  the  agency  advises  that 
the  comments'  own  reanalysis  of  the 
NFCS  data  using  the  comments'  own 
estimates  of  the  g-weight  equivalents  of 
cup  measures  did  not  give  any  better 
estimates  of  the  nut  consumption.  The 
comments'  reanalysis  of  the  NFCS 
underestimated  the  nut  consumption 
reported  in  the  NFCS  because  the 
technique  used  to  determine  the  g- 

weight  equivalent  of  cup  measures  did 

not  measiire  a  volume  of  nuts  equivalent 
to  1  cup  as  defined  in  new 

§  101.9{bK5){iv).  l.e.,  240  mL  (Ref.  47). 


Therefore.  FDA  cannot  use  the  results  of 
the  reanalysis  of  the  1987-1988  NFCS 
submitted  by  the  many  comments. 

However,  the  agency  agrees  that  the 
methodology  used  in  the  independent 
"in-home  usage"  survey  (coimting  the 
number  of  nuts)  estimated  the  nut 
consumption  more  accurately  than  the 
NFCS.  "Hie  survey  also  had  a  much 
larger  sample  size  (number  of  individual 
eating  occasions)  than  the  NFCS.  The 
survey's  sample  size  was  8  times  as 
large  as  that  in  the  1987-1986  NFCS. 
The  methodology  used  to  determine  the 
niunber  of  nuts  per  oz  that  was  then 
used  to  convert  the  nimiber  of  nuts 
consumed  to  g  weight  was  sound.  Data 
from  this  survey  showed  that  the 
amount  of  nuts  customarily  consumed 
is  closer  to  1  oz  than  1.5  oz. 
Accordingly.  FDA  has  revised  the 
reference  amount  to  1  oz. 

FDA  does  not  agree  that  FDA's 
estimate  of  the  ciistomarily  consumed 
amount  for  nuts  was  biased  becaxise  the 
analysis  did  not  include  all  food  codes 
in  the  nuts  and  seeds  category.  To 
facilitate  data  analysis  given  severe  time 
constraints,  FDA,  in  some  cases, 
selected  foods  having  a  high  frequency 
of  consumption  to  represent  the 
category  instead  of  using  all  foods 
appropriate  for  the  category.  In  response 
to  a  similar  comment  on  the  1990 
proposal,  the  agency  presented  evidence 
that  inclusion  or  exclusion  of 
infrequently  consumed  food  did  not 
affect  the  determination  of  the  amount 
customarily  consumed  (Ref.  19).  In 
response  to  the  above  comment  on  the 
1991  serving  size  proposal.  FDA 
reanalyzed  the  data  analysis  including 
all  food  codes  for  nuts,  seeds  and 
mixtures  (excluding  boiled  peanuts 
which  the  comment  said  was 
inappropriate),  and  the  results  showed 
that  the  inclusion  of  all  food  codes  did 
not  make  a  significant  difference  (Ref. 

41). 

With  regard  to  the  comment  that 
stated  that  FDA's  estimate  of  the 
customarily  consumed  amount  for  nuts 
is  inappropriate  because  it  used  mean 
wei^ts  thet  were  between  two  modal 
values,  the  agency  advises  that  the 
comment  misinterpreted  the  way  FDA 
derived  the  reference  amount  from  the 
survey  data.  When  the  sample  sizes 
vrere  adequate,  but  the  three  statistical 
estimates  that  represent  an  amount 
customarily  consumed  (mean,  median, 
and  mode)  did  not  agree,  the  agencnr 
considered  all  three  values  in  deciding 
the  reference  amount  (56  FR  60394  at 
60405).  Nuts  had  adequate  sample  size, 
but  the  three  values  differed.  Therefore, 
the  agency  considered  all  three  values  to 
determine  the  reference  amount  for 
nuts.  When  all  three  values  were 


considered  together,  1.5  oz  was 
determin«d  to  be  the  customarily 
consumed  amount  which  happened  to 
be  closer  to  the  mean  value  than  to 
either  of  the  two  modes.  The  agency  did 
not  arbitrarily  take  the  mean  weights 
that  were  between  two  modal  values. 

After  a  careful  examination  of  all 
argiunents  and  data  submitted  in  the 
comments  and  for  the  reasons  ejqplained 
above.  FDA  has  concluded  that  the 
amoimt  of  nuts  customarily  consumed 
is  1  oz.  Therefore,  the  agency  has 
revised  the  reference  amoimt  for  nuts  to 
30  g  (equivalent  to  1  o^. 

(47)  Nuts  and  seeds:  nut  and  seed 
butter,  paste,  or  cream 

FDA  proposed  30  g  as  the  reference 
amount  for  this  product  category. 

108.  A  manufactiirer  pointed  out  that 
several  new  product  developments 
within  the  peanut  butter  market,  of 
which  FDA  was  not  likely  aware  during 
the  development  of  the  1991  serving 
size  proposal,  have  resulted  in  a  range 
of  product  densities  among  existing 
products.  The  comment  stated  that 
consumers  eat  peanut  butter  according 
to  volume.  The  comment  contended  that 
the  weight-based  reference  amoimt 
makes  me  serving  size  for  whipped 
butter  3  tbsp..  instead  of  2  tbsp. 
Therefore,  tne  proposed  weight-based 
reference  amoimt  would  severely 
undermine  manufacturers'  incentive  to 
produce  a  peanut  butter  lower  in  fat. 
The  comment  pointed  out  that  when 
products  within  the  product  category 
differ  widely  in  density,  FDA  expressed 
the  reference  amount  in  volume,  not  in 
weight  The  comment  contended  that 
because  the  densities  of  different  brands 
of  peanut  butter  differ  widely,  FDA 
should  express  the  reference  amount  for 
peanut  butter  in  volume,  not  in  weight. 
The  comment,  therefore,  requested  that 
FDA  change  the  reference  amount  to  a 
volume-bi^ed  reference  amount  (e.g.,  2 
tbsp.).  The  comment  submitted  data 
showing  the  differences  in  the  densities 
of  the  regular  and  whipped  peanut 
butter. 

FDA  acknowledges  that  it  was  not 
aware  of  the  new  line  of  vdiipped 
peanut  butter  during  the  deliberation  of 
the  1991  serving  size  proposal.  The 
agency  also  agrees  that  it  has  expressed 
the  reference  amount  in  volume,  not  in 
weight,  when  the  density  of  the 
products  within  the  product  category 
vary  widely  and  the  amount  customarily 
consumed  is  more  uniform  in  volume. 
The  agency  also  acknowledges  that 
commonly  used  cookbooks  show  that 
peanut  butter  is  used  by  volume  (e.g., 
tbsp.  and  cups),  not  by  weight  (Red.  43 
and  44).  Therefore,  the  agency  has 
concluded  Uiat  the  reference  amount  for 
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peanut  butter  should  be  changed  to  a 
volume-based  reference  amount  to 
encompass  the  differing  densities  of  the 
different  brands  of  peanut  butter. 
Accordingly,  FDA  has  changed  the 
reference  amoimt  for  the  "Nut  and  seed 
butter  •  •  •"  category  from  30  g  to  2 
tbsp.  (volume  equivalent  to  30  g). 
However,  manufacturers  that  make 
whipped  peanut  butter  must  comply 
with  other  labeling  requirements  lor 
aerated  food  in  new  §  101.12(e). 

(48)  Potatoes  and  svfeet  potatoes/yams: 
French  fries,  hash  browns,  skins,  or 
pancake 

FDA  proposed  70  g  as  the  reference 
amount  for  this  product  category. 

109.  Two  comments  stated  that 
French  fries  come  in  many  different 
sizes  and  styles  (e.g.,  shoestrings,  thin 
crinkles,  regular  crinkles,  dinner  fries), 
and  that  they  are  prepared  in  many 
different  ways  (e.g.,  deep  fat  frying, 
microwave  cooking,  skillet  frying, 
conduction  oven  hearing).  The  variation 
in  the  size  and  style  of  the  cut  and  in 
the  preparation  method  makes  it 
difficult  to  determine  the  serving  size  of 
frozen  French  fries  because  the  yield 
differs  for  different  sizes,  styles,  and 
preparation  methods.  The  comment 
requested  that  FDA  establish  a  reference 
amount  of  85  g  for  the  uncooked  form 
of  the  products.  The  comment 
submitted  data  on  the  cooking  loss  for 
different  types  of  french  fries  that 
showed  that  the  weight  loss  varied  from 
about  15  to  40  percent  for  different 
sizes,  styles,  and  quantities  cooked. 

FDA  recognizes  that  there  are  many 
differing  sizes,  styles,  and  preparation 
methods  for  French  fries  and  agrees  that 
a  reference  amount  for  the  uncooked 
frozen  product  would  promote 
uniformity  in  the  serving  sizes  of  frozen 
french  fries.  Based  on  the  average 
percent  cooking  yield  of  78  percent 
reported  by  USDA  (Ref.  18),  FDA 
estimated  that  89-g  frozen  French  fries 
would  be  needed  to  make  the  70  g  of 
prepared  French  fries  that  are 
customarily  consumed.  The  89-g 
reference  amount  approximates  3  oz  in 
a  household  measure.  Therefore,  the  85- 
g  reference  amount  (equivalent  to  3  oz) 
suggested  in  the  comment  is  reasonable 
for  the  uncooked  &t)zen  French  fries. 
Accordingly,  FDA  has  revised  the 
reference  amount  to  read:  "70  g 
prepared:  85  g  for  boxen  unprepared 
French  fries." 

(49)  Potatoes  and  sweet  potatoes/yams: 
plain,  fresh,  canned,  or  frozen 

FDA  prop>osed  110  g  as  the  reference 
amount  for  this  product  category. 

110.  A  trade  association  requested 
'hat  FDA  change  the  refisrence  amount 


to  the  g  weight  of  1/2  cup  because  it  is 
the  amoimt  currently  used  by  the 
industry  on  canned  potato  products. 
The  comment  also  opposed  the 
requirement  that  the  nutrient  content  be 
based  on  the  drained  weight  of  the 
product.  The  comment  contended  that 
nutrition  labeling  for  this  product  has 
been  traditionally  labeled  on  the 
contents  of  the  entire  container. 

FDA  advises  that  the  serving  size 
declared  on  the  product  label  is,  by 
statute,  an  amount  customarily 
consumed.  Food  consumption  data 
showed  that  the  amoimt  customarily 
consumed  for  plain  potatoes  is  110  g, 
not  the  g  equivalent  of  1/2  cup  (90  g 
drained  solids)  as  recommended  in  the 
comment  (Ref.  2).  Therefore,  FDA 
rejects  this  request. 

Consistent  with  the  agency  decision 
on  the  nutrition  information  on  an  "as 
packaged"  basis  for  canned  beans, 
potatoes,  and  vegetables  discussed  in 
section  III.H.2.  of  this  document,  FDA 
has  revised  the  reference  amount  for 
canned  potatoes  to  include  the  liquid. 
Using  the  average  yield  of  68  percent 
reported  by  USDA  (Ref.  18),  the  agency 
has  determined  the  reference  amoimt  for 
canned  potatoes  including  the  hquid,  to 
be  160  g.  Accordingly,  FDA  has  revised 
the  reference  amoimt  to  read:  "110  g  for 
fresh  or  frozen;  160  g  for  canned  in 
liquid." 

(50)  Salads:  pasta  or  potato  salad 

FDA  proposed  140  g  as  the  reference 
amount  for  the  product  category. 
'     111.  One  comment  recommended  that 
FDA  change  the  reference  amount  to  a 
volume-based  reference  amount.  The 
comment  contended  that  consumers 
measure  these  products  on  a  volume 
basis,  and  therefore,  a  volume  measure 
is  more  consumer  friendly  than  a  weight 
measure.  The  comment  recommended 
1/2  cup  for  the  reference  amount. 

FDA  advises  that  it  is  not  necessary  to 
change  the  reference  amount  to  a 
volume-based  reference  amount  to  make 
it  consumer  friendly.  Reference  amounts 
appear  only  in  the  Code  of  Federal 
Regulations,  and  consumers  usually  do 
not  see  them.  Although  the  reference 
amount  is  in  g,  the  label  serving  sizes  of 
products  in  this  category  will  be 
expressed  in  cup  measures  because  cup 
is  the  common  household  measure  most 
appropriate  for  products  in  this 
category.  Manufocturers  should 
determine  the  cup  measure  that  most 
closely  approximates  140  g  of  their 
product. 

112.  A  few  comments  claimed  that  the 
proposed  rafarence  amount  is  too  large. 
The  comments  contended  that  most 
single-serving  containera  of  these 
products  hold  3.5  oz,  and  that 


manufacturera  do  not  make  single- 
serving  containers  that  hold  5  oz  (140  g). 
One  comment  claimed  that  serving 
scoops  measure  3.5  oz.  The  comments 
recommended  that  FDA  change  the 
reference  amount  to  100  g. 

The  serving  size  on  the  product  label 
is,  by  statute,  an  amount  customarily 
consumed.  Food  consumption  data 
showed  that  the  customarily  consumed 
amount  of  products  in  this  category  is 
140  g,  not  100  g  (Ref.  2).  Therefore,  the 
agency  cannot  change  the  reference 
amount  to  make  it  consistent  with  the 
single-serving  container  size  or  the 
serving  scoop  size.  The  agency  notes 
that  the  serving  size  of  a  3.5  oz  single- 
serving  container  will  be  the  content  of 
the  container,  not  140  g.  However,  the 
140  g  reference  amount,  not  3.5  oz,  will 
be  used  to  evaluate  the  qualiflcation  of 
this  single-serving  container  for  claims. 

(51)  Salads:  all  other  salad,  e.g.,  egg, 
fish,  shellfish,  bean,  fruit,  or  vegetable 
salad 

FDA  proposed  100  g  as  the  reference 
amount  for  this  product  category. 

113.  One  comment  requested  that 
FDA  expand  the  salads  category  to  have 
a  separate  reference  amount  for  "entree" 
type  salads  (e.g.,  pasta  and  seafood 
salad,  tuna  salad)  and  to  reflect  changes 
in  the  past  decade  in  the  availability 
and  variety  of  salads  in  the 
supermarkets  and  restaurants.  The 
comment  contended  that  these  major 
changes  in  salad  consumption  have 
occurred  since  the  1977-1978  NFCS. 
and  therefore,  the  changes  were  not 
reflected  in  that  survey. 

FDA  advises  that  it  used  both  the 
1977-1978  NFCS  and  the  1987-1988 
NFCIS  in  determining  the  reference 
amount  for  salad  proposed  in  the  1991 
serving  size  proposal.  Therefore,  by 
using  data  from  the  1987-1988  NFCS, 
the  changes  in  the  salad  consumption 
practices  since  the  1977-1978  NFCS 
were  factored  into  the  determination  of 
the  reference  amounts  for  salads.  The 
agency  also  points  out  that  §  101.9(j)(2) 
and  (j)(3)  exempt  deli  foods  and 
restaurant  foods  (e.g.,  salad  bars). 
Accordingly,  FDA  has  retained  the 
reference  amount  as  proposed. 

(52)  Sauces,  dips,  gravies,  and 
condiments:  all  categories 

FDA  grouped  these  products  into  five 
categories  with  separate  reference 
amounts. 

114.  One  comment  stated  that  some 
sauces  might  be  more  appropriately 
grouped  in  different  categories.  The 
comment  contended  that  because 
barbecue  sauce  and  marinade  are  more 
similar  to  catsup  than  to  dips  in  their, 
usage,  they  "might"  be  included  in  the 
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maior  condiments  instead  of  with  the 
hollandaise  and  tartar  sauc&  The 
comment  continued  that  cocktail  sauce 
is  used  in  the  same  manner  as  tartar 
sauce  and  would  more  appropriately  be 
grouped  with  tartar  sauce. 
Worcestershire  sauce  might  be  more 
appropriately  included  with  major 
condiments  because  it  is  used  in  a 
similar  manner  to  steak  sauce  and  soy 
sauce.  The  comment  did  not  submit  any 
,  data  to  substantiate  the  suggested 


regrouping  of  sauces. 

FDA  advises  that  it  has  classified 
products  in  this  category  according  to 
the  similarity  in  the  customarily 
consumed  amounts  as  reported  in  the 
1977-1978  NFCS  and  the  1987-1988 
MFCS.  As  explained  in  section  III.D.S.a. 
of  this  document,  the  agency  cannot 
recategorize  products  merely  because 
someone  believes  that  the  products  need 
to  be  regrouped.  Accordingly.  FDA 
rejects  this  suggestion. 

(53)  Sauces,  dips,  gravies,  and 
condiments:  barbecue  sauce, 
Hollandaise  sauce,  tartar  sauce,  other 
sauces  for  dipping  (e.g..  mustard  sauce, 
sweet  and  sour  sauce),  all  dips  (e.g., 
bean  dips,  dairy-based  dips,  salsa), 
marinade 

FDA  proposed  2  tbsp.  as  the  reference 
amount  for  this  product  category. 

115.  Several  comments  stated  that  the 
2-tbsp.  reference  amount  is  too  large  for 
marinades.  The  comments  contended 
that  most  of  the  marinade  is  discarded 
after  use.  so  the  amount  consumed  is 
only  about  1  tbsp.  or  less.  The 
comments  recommended  that  FDA    . 
include  marinade  in  the  "Major 
condiments"  category  because  the 
amount  of  marinade  consumed  is  closer 
to  the  reference  amount  for  this  category 
than  that  of  the  proposed  category. 

FDA  acknowledges  that  much  of  the 
marinade  is  discarded  after  use.  There  is 
no  good  estimate  about  what  percentage 
of  tlie  marinades  used  is  actually 
consumed,  but  the  amount  consumed  is 
certainly  less  than  the  amount  used.  The 
smaller  reference  amount  for  related 
products  is  1  tbsp.  Therefore,  the  agency 
has  concluded  that  1  tbsp.  is  more 
reasonable  for  marinades  than  2  tbsp. 
Accordingly.  FDA  has  moved  marinades 
to  the  "Major  condiments"  category. 

(54)  Sauces,  dips,  gravies,  and 
condiments:  major  main  entree  sauces, 
e.g.,  spaghetti  sauce 

FDA  proposed  1/2  cup  as  the 
reference  amount  for  this  product 
category. 

There  was  no  request  for  a  change  in 
the  reference  amount  for  this  product 
category.  However,  to  follow  \he 
decision  made  in  section  in.D.2.  of  this 


document  for  converting  the  volume- 
based  reference  amount  to  the  weight- 
based  reference  amount,  the  agency  ha$ 
changed  the  reference  amount  from  1/2 
cup  to  125  g  (Ref.  55)  using  the  g- 
wi^ght-per-cup  measure  for  spe^ettl 
and  marinara  sauce  reported  by  USDA 
(Ref.  56). 

(55)  Sauces,  dips,  gravies,  and 
condiments:  minor  main  entree  sauce 
(e.g..  pizza  sauce,  pesto  sauce),  other 
sauces  used  as  toppings  (e.g.,  gravy, 
white  sauce,  cheese  sauce),  cocktail 
sauce 

FDA  proposed  1/4  cup  as  the 
reference  amount  for  this  product 
category. 

116.  One  comment  stated  that  the  1/ 
4-cup  reference  amount  seems  large, 
and  that  a  2-tbsp.  reference  amount  may 
be  more  appropriate.  The  comment  also 
suggested  that  cocktail  sauce  is  used  in 
the  same  manner  as  tartar  sauce,  so  it 
would  be  more  appropriate  to  include  it 
in  the  Barbecue  sauce  category. 

FDA  advises  that  the  serving  size  on 
the  product  label  is,  by  statute,  an 
amount  customarily  consumed.  Food 
consumption  data  showed  that  the 
customarily  consumed  amount  of 
cocktail  sauce  is  1/4  cup  (Ref.  2). 
Accordingly.  FDA  has  retained  the 
reference  amount  as  proposed. 

(56)  Sauces,  dips,  gravies,  and 
condiments:  major  condiments,  e.g.. 
catsup,  steak  sauce,  soy  sauce,  vinegar, 
teriyaki  sauce,  etc. 

FDA  proposed  1  tbsp.  as  the  reference 
amount  for  this  product  category. 

117.  One  comment  requested  that 
FDA  change  the  reference  amount  to  2 
tbsp.  because  it  believed  that  2  tbsp.  is 
more  consistent  with  the  usage  of  these 
condiments.  The  comment  submitted  no 
data  to  support  this  change  in  the 
reference  amount. 

FDA  advises  that  the  1  tbsp.  reference 
amount  was  based  on  the  amount 
customarily  consumed  of  these 
condiments  (Ref.  2).  As  explained  in 
section  III.D.S.a.  of  this  document,  the 
agency  cannot  change  the  reference 
amount  because  someone  believes  it  is 
too  small.  Accordingly.  FDA  has 
retained  the  reference  amoxmt  as 
proposed. 

(57)  Sauces,  dips,  gravies,  and 
condiments:  minor  condiments,  e.g.. 
horseradish,  hot  sauce,  mustard, 
Worcestershire  sauce,  etc. 

FDA  proposed  1  tsp.  as  the  reference 
amount  for  this  product  category. 

118.  One  comment  argued  that  1  tsp. 
of  hot  sauce  is  too  large.  The  comment 
contended  that  the  average  amoimt 
consiuned  is  1/2  tsp.  for  the  regular  hot 


sauce  and  1/4  tsp.  for  extra  hot  sauce. 
The  comment  did  not  submit  any  data 
to  support  the  suggested  roferonce 
amounts. 

FDA  advises  that  the  1977-1978 
NFCS  and  the  1987-1988  NFCS  showed 
that  the  amount  customarily  consumed 
of  hot  sauoe  is  about  1  tsp.  (Ref.  2).  The 
comment  did  not  submit  food 
consumption  data  to  support  that  the 
amounts  customarily  consumed  are  1/2 
tsp.  for  the  regular  hot  sauce  and  1/4 
tsp.  for  the  extra  hot  sauce.  Accordingly. 
FDA  has  retained  the  reference  amount 
as  proposed. 

(58)  Snacks:  all  varieties,  chips,  pretzels, 
popcorns,  extruded  snacks,  fruit-based 
snacks  (e.g..  fruit  chips),  grain-based 
snack  mixes 

FDA  proposed  30  g  as  the  refarance 
amount  for  the  product  category. 
119.  Many  comments  from  the 
popcorn  industry  opposed  the  weight- 
based  reference  amount  The  comments 
stated  that  popcorn  kernels  differ  in 
their  expansiveness.  More  expansive 
hybrid  kernels  produce  a  larger  volume 
than  less  expansive  kernels.  Therefore, 
the  comments  said,  the  proposed  30-g 
reference  amount  would  result  in 
different  serving  sizes  in  volume  (cups) 
for  different  brands  of  popcorns  on  a 
popped  basis.  The  comments  contended 
that  popcorn  typically  is  consumed  by 
volume  rather  than  weight  and 
requested  that  FDA  establish  a  separate 
volume-based  reference  amount  for 
popcorn.  The  comments  recommended 
3  cups  popped  as  the  reference  amount. 

One  comment  contended  that  when 
products  within  the  product  category 
differ  widely  in  density,  FDA  expressed 
the  reference  amount  in  volume,  not  in 
weight.  As  an  example,  the  comment 
argued  that  FDA  proposed  the  reference 
amount  for  ready-to-eat  breakfast  cereals 
in  cups,  instead  of  g.  The  comment 
contended  that  because  the  densities  of 
differwnt  brands  of  popcorns  differ 
widely,  FDA  should  also  express  the 
reference  amount  for  popcorn  in 
volume,  not  in  weight.  Some  comments 
claimed  that  consumers  will  be 
confused  when  they  see  different 
volume  serving  sizes  on  different  brands 
that  represent  the  same  serving  size 
because  they  weigh  the  same.  The 
comments  did  not  submit  any  food 
consumption  data  to  support  their 
contention  that  more  expansive 
popcorns  and  less  expansive  popcorns 
are  consumed  in  equal  volume  on  a 
popped  basis,  or  data  to  substantiate  the 
claim  that  the  different  volume  serving 
sizes  on  different  brands  of  popcorn 
would  be  confusing  to  consumers. 

FDA  recognizes  tnat  popcorns  diffiar 
in  their  expansiveness.  and  that  the 
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weight-based  reference  amount  would 
result  in  diffiarent  voliune  serving  sizes 
for  different  brands  of  popcorn  because 
the  expansiveness  of  popcorn  kernels 
depends  on  the  variety  of  com  and  its 
moisture  content  (Ref.  57).  However,  the 
agency  advises  that  it  cannot  have  a 
volume-based  reiisrence  amount  (cups) 
for  popcorn  because  the  g  weight  of  the 
cup  measure  of  popcorn  cannot  be 
determined  accurately.  Expansiveness 
of  unpop{>ed  com  depends  on  the 
popping  method  (Ref.  57).  Many  factors 
such  as  handling  and  shipping 
practices,  measurement  methods,  and 
timing  of  measiu^ment  can  affect  the 
accxiracy  of  the  g  weight  of  the  cup 
measure  of  popp)ed  com.  As  discussed 
in  sections  III.D.5.  and  m.F.l.  of  this 
document,  there  is  no  well-established 
standard  procedures  for  determining  the 
g-weight  equivalents  of  the  household 
measures.  This  inacciu«cy  in  volume- 
based  reference  amount  makes 
compliance  monitoring  impossible.  The 
agency  notes  that  in  light  of  the 
difficulty  in  accurately  measuring  the  g- 
weight  equivalents  of  the  household 
measures, .it  has  decided  to  convert 
volume-b^^ed  reference  amounts  to  the 
weight-based  reference  amount  where 
feasible  (see  section  III.D.2.  of  this 
document).  As  a  result,  the  reference 
amount  for  ready-to-eat  breakfast  cereals 
in  the  final  regulation  is  in  g.  not  in 
cups. 

Because  none  of  the  comments 
submitted  food  consumption  data  to 
support  their  contention  that  more 
expansive  and  less  expansive  popcoms 
are  consumed  in  equal  volume,  the 
agency  is  not  sure  tnat  popcorns  having 
different  expansion  ratios  are  consumed 
in  equal  volume.  Furthermore,  the 
agency  points  out  that  popcoms  come  in 
many  different  varieties:  Plain,  flavored, 
and  carameled  with  or  without  nuts. 
The  uniform  3  cup  reference  amount 
suggested  in  the  comments  may  not  be 
applicable  to  all  popcoms.  Food 
consumption  data  snowed  that  the 
customarily  consumed  amount  of 
carameled  popcorn  is  1  cup  (Ref.  41). 

As  for  the  comments  that  claimed  that 
consumers  will  be  confused  to  see 
serving  sizes  that  differ  in  the  number 
of  cups  on  different  brands  of  popcorn, 
the  comments  did  not  submit  any  data 
to  substantiate  this  claim.  Therefore,  the 
agency  is  not  sure  of  its  validity. 
However,  the  agency  recognizes  that 
many  consumers  may  consume  popcom 
by  volume  rather  than  weight.  For  the 
benefit  of  consumers  who  consume 
popcom  on  a  volume  basis  and  would 
like  to  know  the  nutrient  contents  of 
different  brands  of  popcom  on  an  equal 
volume  basis,  the  agency  would  not 
.object  to  manufacturers  providing 


voluntary  labeling  of  a  second  column 
of  values  on  a  per  cup  popped  basis  (see 
§  101.9(b)(10)(iii)).  This  voluntary 
second  column  per  cup  applies  only  to 
popcom  and  not  to  other  snacks. 

For  the  reasons  explained  above,  the 
agency  has  concluded  that  the  weight- 
based  reference  amount  for  popcorn 
should  be  retained.  Accordingly,  FDA 
has  retained  the  30-g  reference  amount 
as  proposed  in  new  §  101.12(b),  Table  2. 

120.  Some  comments  stated  that  it  Is 
not  clear  whether  the  reference  amoimt 
for  popcom  refers  to  the  weight  of  the 
kemels  before  popping  or  to  the  weight 
of  the  finished  product  because  popcom 
is  sold  both  in  popped  and  unpopped 
form.  The  comments  contendend  mat  the 
reference  amount  for  popcom  should  be 
on  a  popped  basis. 

As  explained  in  the  preamble  (56  FR 
60394  at  60407)  and  in  footnote  2  to 
Tables  1  and  2  in  the  1991  serving  size 
proposal,  the  reference  amounts  in 
§  101.12(b)  are  for  the  ready-to-serve  or 
almost  ready-to-serve  (e.g.,  heat  and 
serve,  brown  and  serve)  form  of  the 
product.  Therefore,  the  30  g  reference 
amount  is  for  the  popped  popcom.  New 
§  101.12(c)  provides  that  tne  reference 
amount  of  a  product  that  requires 
cooking  or  the  addition  of  water  or  other 
ingredients  is  the  amount  required  to 
prepare  one  reference  amoimt  of  the 
final  product  as  established  in  new 
§  101.12(b).  Therefore,  the  reference 
amount  for  the  unpopped  popcom 
would  be  the  amount  of  unpopped  com 
that  is  required  to  make  30  g  popped 
com. 

121.  One  comment  recommended  that 
FDA  change  the  reference  amount  for  all 
"bulk  snacks  measurable  by  a  cup" 
other  than  popcom  to  1  cup.  The 
comment  claimed  that  MFCS  data 
showed  that  the  mean  consumption  of 
snacks  is  "38.1  g"  which  reasonably 
supports  the  1  cup  reference  amoimt 
that  it  recommended. 

As  stated  above,  the  serving  size  on 
the  product  label  is,  by  statute,  an 
amount  customarily  consumed.  Food 
consumption  data  show  that  the 
customarily  consumed  amount  for 
snacks  is  30  g  (Ref.  2).  The  g-weight-per- 
cup  measure  reported  by  USDA  (Ref.  31) 
showed  that  the  g  weight  of  1  cup  of 
snacks,  other  than  popcom.  that  are 
measurable  by  a  cup  vary  widely.  For 
example,  one  cup  of  cheese  balls  weighs 
35  g,  whereas  one  cup  of  com  nuts 
weighs  91  g.  Therefore,  the  1  cup 
reference  amount  suggested  in  the 
comment  does  not  reflect  the  amoimt 
customarily  consumed  of  snacks,  and 
FDA  rejects  this  recommendation. 

122.  A  manufacturer  of  "dried  fruit 
snacks"  (pressed  dried  fruit)  stated  that 
each  individual  piece  of  the  dried  fruit 


snack  comes  in  0.5  to  1  oz  pieces.  The 
30-g  reference  amount  would  make  the 
serving  size  of  many  of  these  products 
two  pieces.  The  comment  requested  that 
FDA  change  the  reference  amount  fo~ 
the  "dried  fruit  snacks"  to  0.5  or  0.75 
oz.  The  comment  did  not  submit  any 
food  consumption  data  to  support  the 
suggested  reference  amounts. 

The  serving  size  on  the  product  label 
is,  by  statute,  an  amount  customarily 
consumed.  Because  the  1977-1978 
NFCS  did  not  have  dried  fruit  snacks 
listed,  the  agency  used  the  1987-1988 
NFCS  to  determine  the  amount 
customarily  consumed  for  all  types  of 
pressed  dried  fruit.  The  analysis  showed 
that  the  customarily  consumed  amount 
for  pressed  dried  fruit  is  about  1  oz,  not 
0.5  or  0.75  oz  (Ref.  41).  Therefore.  FDA 
rejects  the  request. 

(59)  Soups:  all  varieties 

FDA  proposed  1  cup  as  the  reference 
amount  for  the  product  categories. 

123.  A  manufacturer  requested  that 
FDA  define  the  reference  amount  for 
soups  in  g.  The  manufacturer  contended 
that  a  volume-based  reference  amount 
will  cause  an  enormous  additional 
laboratory  and  administrative  burden 
for  the  manufacturer. 

In  light  of  the  difRculty  in 
determining  the  g  weight  of  the 
household  measure.  FDA  has  concluded 
in  section  in  J).2.  of  this  document  that 
the  volume-based  reference  amount 
should  be  converted  to  the  weight-based 
reference  amount  where  the  weight- 
based  reference  amount  is  feasible. 
Because  the  g-weight-per-cup 
information  is  available,  and  products 
in  this  category  are  relatively  uniform  in 
density,  the  agency  has  concluded  that 
a  weight-based  reference  amount  can  be 
determined  for  this  category.  Using  the 
g-weight-per-cup  measure  reported  by 
USDA  (Ref.  58),  the  agency  has 
determined  the  average  weight  per  cup 
for  soups  to  be  245  g  (Ref.  55). 
Accordingly,  FDA  has  revised  the 
reference  amoimt  to  245  g. 

(60)  Sugars  and  sweets:  baking  capdies 
(e.g.,  chips)  and  hard  candies 

FDA  proposed  15  g  as  the  reference 
amount  for  the  product  category. 

124.  Several  comments  from  the  hard 
candy  industry  opposed  the  imiform  15 
g  reference  amount  for  all  hard  candies. 
The  comments  stated  that  the  entire 
package  of  breath  mints  or  the  entire  roll 
of  roll  candies  would  be  one  serving 
with  a  15  g  reference  amount.  The 
comments  contended  that  some  hard 
candies  (e.g..  breath  mints,  hard  roll 
candies)  are  consiuned  in  much  smallw 
quantities  than  other  hard  candies  and 
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should  have  separate  smaller  reference 
amounts. 

The  comments  differed  with  respect 
to  specific  recommendations  for  the 
reference  amoimts.  Comments  from  the 
breath  mint  industry  stated  that  breath 
mints  are  consumed  for  the  purpose  of 
"freshening"  one's  breath,  not  as  a 
candy.  Most  of  these  comments 
recommended  one  piece  as  the  reference 
amoimt  for  breath  mints  because  breath 
mints  are  customarily  consumed  one 
piece  at  a  time.  One  comment  stated 
that  a  recent  consumer  survey  showed 
that  60  percent  of  those  surveyed 
customarily  consumed  one  piece  of  the 
breath  mint  per  eating  occasion.  The 
comment  did  not  submit  any  data  to 
support  the  statement.  Anodier 
comment  recommended  that  the 
reference  amount  should  be  one  piece 
for  hard  roll  candies  and  three  pieces  for 
"bite-size"  hard  candies,  including 
breath  mints.  The  comment  submitted 
data  from  a  marketing  research  survey  to 
support  the  recommended  reference 
'  amounts.  This  survey  showed  the 
number  of  candies  that  people  put  in 
their  mouth  at  a  time. 

One  comment  argued  that  although 
{breath  mints  and  hard  candies  are  often 
consumed  one  piece  at  a  time,  several 
pieces  are  consumed  together  during 
what  should  be  considered  one  eating 
occasion.  Therefore,  the  reference 
amount  for  these  candies  should  not  be 
one  piece.  The  comment  did  not  submit 
any  supporting  data. 

One  comment  recommended  that 
FDA  divide  hard  candies  into  three 
categories  by  the  piece  size  and 
establish  a  separate  reference  amount 
for  each  size  category.  Another 
comment  from  a  manufacturer  of  hard 
candies  recommended  a  4-g  reference 
amount  for  hard  candies  that  weigh  4  g 
or  less,  based  on  the  candy  consumption 
data  that  it  collected  through  an 
independent  "home  use  test"  mail 
survey.  The  comment  also  suggested 
placing  these  candies  imder  the 
Miscellaneous  category  with  baking 
decorations.  The  manufacturer 
submitted  detailed  descriptions  of  the 
survey  methodology  and  demographic 
and  socioeconomic  distributions  of  the 
survey  respondents,  the  methodology 
used  to  determine  a  piece  weight,  and 
detailed  piece  weight  and  consumption 
data.  The  survey  tested  four  different 
"mini  candies  and  mints"  that  weigh 
2.4  g  or  less  per  piece.  The  survey 
included  1,333  households,  covering  all 
9  U.S.  census  divisions,  that  have  used 
the  "test  candies"  or  similar  candies. 
The  survey  was  designed  to  parallel,  as 
closely  as  possible,  the  demographic 
and  socioeconomic  characteristics  of  the 
U.S.  population  ages  4  and  older. 


A  comment  &x>m  a  Federal  agency 
suggested  a  10-g  reference  amount 
because  it  believed  that  the  15-g 
reference  amoimt  was  too  large.  No  data 
were  submitted  to  support  the  suggested 
10-g  reference  amoimt.  A  comment  from 
a  foreign  government  recommended  that 
FDA  (£ange  the  refarence  amount  to  30 
g.  The  comment  stated  that,  in  the  case 
of  baking  chocolate,  30  g  closely 
approximates  1-oz  squares  of  baking 
chocolate  and  is  equivalent  to  the 
weight  of  chocolate  chips  in  3  to  5 
cookies. 

FDA  recognizes  that  the  hard  candy 
category  encompasses  a  wide  variety  of 
hard  candies  which  may  differ  in 
amounts  customarily  consimiied. 
Because  the  NFCS  grouped  all  hard 
candies  in  one  food  code,  the  agency 
was  unable  to  establish  separate 
reference  amounts  for  different  types  of 
hard  candies.  The  MFCS  showed  that 
the  amoimt  customarily  consumed  for 
all  hard  candies  was  1/2  oz. 
Consequently,  the  agency  proposed  a 
15-g  reference  amount  for  the  hard 
candy  category. 

FDA  carefully  examined  all 
arguments  and  data  submitted  in  the 
comment  With  regard  to  the  comments 
that  requested  a  1-piece  reference 
amount  for  breath  mints,  the  comments 
did  not  submit  any  food  consumption 
data  to  support  that  1  piece  is  the 
customarily  consumed  amoimt. 
Therefore,  FDA  has  not  adopted  this 
request. 

with  regard  to  the  comment  that 
requested  a  1-piece  reference  amount  for 
hard  roll  candies  and  a  3-piece  reference 
amount  for  "bite-size"  hard  candies,  the 
data  from  the  marketing  research  survey 
that  were  submitted  in  support  of  these 
reference  amounts  do  not  represent  the 
customarily  consumed  amount.  The 
survey  asked  how  many  pieces  of  the 
test  candies  people  put  in  their  mouth 
at  a  time.  The  survey,  however,  did  not 
ask  how  many  candies  the  people 
wound  up  eating  per  eating  occasion.  To 
determine  the  amoimt  consumed  per 
eating  occasion,  information  on  the 
number  of  candies  people  put  in  their 
mouth  at  a  time  and  the  number  of 
times  this  process  was  repeated. 
Consequently,  the  data  submitted  are 
inappropriate.  Therefore,  FDA  rejects 
this  request. 

With  regard  to  the  comment  that 
requested  dividing  hard  candies  into 
three  categories  by  the  size  of  the  candy 
and  establishing  a  separate  reference 
amount  for  each  size,  the  comment  did 
not  submit  food  consumption  data  to 
show  that  the  customarily  consumed 
amounts  of  hard  candies  by  size.  In 
addition,  dividing  hard  candies  into 

three  categories  by  the  size  of  candy  can 


encourage  manipulation  of  the  candy 
size  to  fit  in  a  more  favorable  categoiy. 
TTierefore,  FDA  rejects  this  request 

FDA  examined  carefully  the  data  from 
the  "home  use  test"  mail  survey.  The 
data  were  collected  under  the  actual 
conditions  of  use  and  represented  the 
consumption  by  the  U.S.  population  4 
years  of  age  or  older.  The  survey  had  a 
sample  size  over  10  times  that  of  the 
1977-1978  NFCS  and  over  40  times  that 
of  the  1987-1988  NFCS  for  the  hard 
candy  consumption.  The  results  of  this 
survey  supported  that  the  customarily 
consumed  amount  is  2  g  for  breath 
mints  and  5  g  for  roU-type  hard  candies. 
The  survey  also  showed  that  the 
customarily  consumed  amoimt  of  mini- 
size  candies  in  dispenser-t)^^  packages 
is  less  than  5  g.  Although  the  survey 
only  tested  the  comment's  own  brand, 
this  study  is  the  only  food  consumption 
data  available  to  the  agency  <for  specific 
types  of  hard  candies  that  were 
collected  under  actual  conditions  of  use, 
and  the  manufacturer  is  a  major 
producer  of  the  types  of  candies  tested. 
Therefore,  the  agency  has  concluded 
that  breath  mints,  roll-type  candies,  and 
mini-size  candies  in  dispenser-type 
packages  should  have  separate  reference 
amounts.  Accordingly,  FTDA  has  divided 
hard  candies,  based  on  the  type  of 
candy,  into  three  categories  each  with 
their  own  reference  amount  as  shown 
below: 
Hard  candies,  breath  mints — 2  g 
Hard  candies,  roll-type  and  mini-size  in 
dispenser-type  packages — 5  g 
Hard  candies,  others — 15  g 
With  regard  to  the  comment  frt)m  the 
Federal  agency,  the  comment  did  not 
submit  any  food  consumption  data  to 
support  the  10-g  reference  amount  With 
regard  to  the  comment  from  the  foreign 
government,  the  agency  also  notes  that 
because  the  reference  amount  for 
cookies  is  30  g,  the  reference  amount  for 
baking  candies  (e.g.,  chocolate  chips), 
which  are  only  part  of  the  cookie, 
cannot  be  30  g.  Therefore,  FDA  rejects 
these  requests. 

(61)  Sugars  and  sweets:  all  other 
candies 

FDA  proposed  40  g  as  the  reference 
amount  for  this  product  category. 

125.  A  few  comments  recommended  a 
1-oz  reference  amount.  The  comments 
contended  that  a  uniform  1-oz  reference 
amount  would  allow  for  fost  and 
accurate  nutrition  comparisons  of 
different  candies. 

Food  consumption  data  showed  that 
40  g  (not  1  oz)  is  the  amount 
customarily  consumed  of  candies  (Ref . 
2).  The  agency  notes  that  regardless  of 
what  the  reference  amount  is,  most 
candies  come  in  discrete  units,  and 
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tiMnfore,  the  Mnrlng  siae  far  most 
caadifls  will  be  in  the  number  of  pieces 
accordins  to  new  $  101.g(b)(2Xi)- 
Because  tne  piece  size  varies  for 
difiiBrent  candies,  the  serving  sizes  for 
candies  will  differ.  Therefore,  a  uniform 
l-ozrefarence  amount  is  not  going  to 
facilitate  nutrition  comparisons  of 
different  candies  any  better  than  the  40- 
g  reforence  amoimt.  Accordingly,  based 
on  these  factors  and  the  fact  that  the 
comment  did  not  present  any  data  to 
show  that  the  amount  customarily 
consumed  is  any  different  than  the 
amount  that  the  agency  proposed.  FDA 
has  retained  the  reference  amount  as 
proposed. 

126.  One  comment  from  a 
manufacturer  requested  that  FDA  create 
a  separate  category  for  specialty  fine 
chocolates/praunes  with  a  reference 
amoimt  of  one  piece.  The  comment 
contended  that  these  specialty  fine 
chocolates/pralines  are  unioue  and 
deserve  a  separate  category  because:  (1) 
The  proposed  reference  amount  would 
make  the  serving  size  of  these  candies 
three  to  four  pieces,  yet  these  candies 
are  individudly  wrapped  and  intended 
and  promoted  to  be  consumed  one  piece 
at  a  time.  (2)  purchasers  of  these  candies 
do  not  "customarily  consume"  three  to 
four  pieces  at  a  time,  and  (3)  unlike 
other  candles  that  come  in  several  sizes, 
the  manufacturer's  chocolates/pralines 
come  only  in  one  size.  A  comment  ht>m 
another  manufacturer  stated  that  the  40- 
g  reference  amount  is  too  large  for  "after 
dinner  mints,"  and  that  FDA  should 
establish  a  separate  reference  amount 
for  "after  dinner  mints."  Two  comments 
from  a  foreign  country  stated  that  the 
proposed  reference  amount  is  too  large 
for  fine  bonbons.  The  comments  did  not 
suggest  what  the  reference  amount  for 
bonbons  should  be  or  submit  any  data 
to  support  their  claim. 

FDA  advises  that  the  serving  size  on 
the  product  label  is,  by  statute,  an 
amount  customarily  consumed.  None  of 
the  comments  submitted  food 
consumption  data  that  show  that  the 
customarily  consumed  amounts  of  these 
candies  differ  from  the  proposed 
reference  amoimt.  Therefore.  FDA  has 
rejected  this  request. 

(62)  Sugars  and  sweets:  confectioner's 
sugar 

FDA  proposed  1/4  cup  as  the 
reference  amount  for  this  product 
category.  The  agency  notes  that  the 
reference  amoimt  in  the  1991  serving 
size  proposal  (56  FR  60394  at  60419) 
had  a  typographical  error  and  stated  that 
the  reference  amount  is  2  tbsp.  A 
correction  notice  was  published  on 
March  6. 1992  (57  FR  8179). 


No  objections  have  been  raised  on  the 
proposed  reference  amount.  As 
discussed  in  section  nLD.2.  of  this 
document,  the  agency  has  decided  to 
change  the  vohirae-based  reference 
amount  to  the  weight-based  reference 
amount  where  feasible.  Accordingly, 
FDA  has  changed  the  1/4-cup  refarence 
amount  to  the  g-weight  equivalent  to  1/ 
4  cup.  i.e..  30  g,  using  the  g-weight-per- 
cup  measure  in  the  U^A  Agriculture 
Handbook  (Ref.  57). 

(63)  Sugars  and  sweets:  honey,  jams, 
jellies,  fruit  butter,  moJasses 

FDA  proposed  1  tbsp.  as  the  reference 
amount  for  this  product  category. 

127.  A  comment  from  a  trade 
association  for  )elly  and  preserves 
supported  the  proposed  reference 
amount.  Comments  from  a  trade 
association  and  a  consumer  organization 
requested  that  FDA  change  the  reference 
amount  to  2  tsp.  for  honey.  One 
comment  contended  that  the  reference 
amount  for  honey  should  be  the  same  as 
the  reference  amount  for  sugar  because 
these  products  are  used 
interchangeably.  In  addition,  the 
comment  asserted  that  data  from  the 
1977-1978  NFCS  supported  the  2-tsp. 
reference  amount  for  noney  because  the 
median  consumption  was  2  tsp.,  and  the 
mode  was  1  tsp. 

FDA  acknowledges  that  honey  is  used 
interchangeably  with  sugar  in  some 
foods  (e.g.,  tea).  However,  honey. has 
many  uses.  It  is  also  used 
interchangeably  with  jam  and  jelly  on 
toasts  and  in  sandwiches,  as  shown  by 
the  manufacturers'  suggested  uses  on 
the  label.  The  agency  notes  that  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  together  reveal  that  the 
customarily  consumed  amount  of  honey 
is  1  tbsp.,  not  2  tsp.  (Ref.  2).  As 
explained  in  section  III.D.1.  of  this 
document,  the  agency  is  not  using  a 
reference  amount  that  is  based  solely  on 
the  1977-1978  NFCS.  The  agency  also 
notes  that  the  1977-1978  NFCS  showed 
the  mean  consumed  amount  was  3.3  tsp. 
with  two  modes  (not  one  as  claimed  in 
the  comment),  one  at  1  tsp.  and  one  at 
3  tsp.  (equivalent  to  1  tbsp.).  The 
comments  thus  have  not  shown  that  a 
separate  2  tsp.  reference  amount  for 
honey  is  appropriate.  Accordingly.  FDA 
has  retained  the  reference  amount  as 
proposed. 

128.  A  manufacturer  requested  adding 
"Nutella"  to  this  category.  "Nutella," 
ifri ported  from  Europe,  is  a  chocolatey 
spread  made  from  sugar,  milk  powder, 
cocoa,  pulverized  toasted  hazelnuts, 
cocoa  butter,  and  vegetable  oil.  The 
company  promotes  it  for  use  with  fi^t. 
crackers,  breads,  or  desserts  and 
asserted  that  it  is  used  like  jams  and 


jriUes  and.  fterefbre.  should  be 
included  in  this  category  with  a 
refarence  amount  of  1  tbsp.  The 
company  submitted  a  hcHne  use  survey 
conducted  by  an  independent  researcD 
group  to  support  its  assertion. 
Because  this  product  is  not  a 
commonly  consumed  food  In  the  United 
States,  it  was  not  listed  in  the  USDA 
NFCS,  which  FDA  relied  on  as  the 
source  for  information  on  food 
consumption  practices  of  the  U.S. 
population.  As  a  result.  "Nutella"  was 
not  included  in  the  "List  of  products  for 
each  product  category"  that  FDA 
referenced  in  the  1991  serving  size 
proposal  (Ref.  20).  According  to  the 
description  provided  in  the  comment, 
the  product  resembles  chocolate  syrups 
used  as  a  dessert  topping,  except  tnat 
"Nutella's"  consistency  is  thicker  than 
chocolate  syrup.  The  survey  data 
submitted  by  the  manufacturer  showed 
that  the  major  use  of  'Nutella"  is  as  a 
dessert  topping  with  ice  cream  as 
opposed  to  a  substitute  for  jam  and  jelly 
with  bread.  Twenty-seven  percent  of  this 
157  respondents  surveyed  stated  that 
their  fevorite  way  of  using  "Nutella"  is 
with  ice  cream,  whereas  only  8  percent 
named  bread.  FDA  concludes,  based  on 
the  product  characteristics  and  the 
usage  data  provided  in  the  comment, 
that  "Nutella"  belongs  to  the  "Other 
dessert  toppings  *  *  *"  category  under 
Dessert  Toppings  and  Fillings,  not  the 
"Honey,  jams,  jellies.  •  *  *"  category 
under  Sugars  and  Sweets  %vith  a 
reference  amount  of  2  tbsp.  FDA  has 
revised  the  product  category  name  for 
dessert  toppings  to  include  the  dessert 
spread.  The  modified  name  reads: 
"Other  dessert  toppings,  e.g.,  fruits, 
syrups,  spreads,  marshmallow  *  *  *"  If 
the  company  believes  that  FDA 
misclas^ed  its  product,  it  can  petition 
FDA  to  reclassify  the  product  category, 
but  the  petition  must  be  accompanied 
with  information  specified  in 
§  101.12(h).  including  food 
consumption  data  (the  amount 
customarily  consumed)  under  actual 
conditions  of  use. 

(64)  Sugars  and  sweets:  popsicles,  snow 
cones 

FDA  proposed  85  g  as  the  reference 
amount  for  this  product  category. 

129.  Two  comments  recommended 
moving  popsicles  to  the  frozen  dessert 
category  because  they  are  frxnen 
desserts,  and  they  are  used 
interchangeably  with  products  in  that 
category  (e.g..  ice  cream,  frozen  vuguit, 
sherbet).  The  comments  differed, 
however,  in  the  recommended  reference 
amount  One  comment  recommended  a 
1/4-cup  or  2.5-fl  oz  reference  amount  for 
popsicles  hecause  the  nutrition 
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information  for  these  products  has  been 
traditionally  declared  on  a  volume 
basis.  The  other  comment  recommended 
a  1/2-cup  reference  amount,  the  same  as 
for  other  frozen  desserts  in  the  "Ice 
cream,  ice  milk  •  •  *"  category  (the  ice 
cream  category). 

First.  FDA  notes  that  the  product 
category  name  has  been  changed  to 
reof^:  "'='-o''.8n  Havored  and  sweetened 
ice  and  pops,  frozen  fruit  juices:  all 
types,  bulk  and  novelties  (e.g.,  bars, 
cups)"  ( referred  to  as  frozen  pops  for 
simplicity)  (see  section  lILD.4.b.  of  this 
document). 

With  regard  to  the  placement  of  these 
products,  in  the  1991  serving  size 
proposal,  the  agency  listed  the  frozen 
pops  under  Sugars  and  Sweets 
following  the  categorization  system  for 
the  NFCS.  The  agency  agrees  with  the 
comments  that  frozen  pops  are  used  as 
a  substitute  for  other  frozen  desserts,  as 
shown  by  how  they  are  positioned  in 
the  marketplace,  and  by  how  they  are 
grouped  in  common  food  composition 
books  (Refs.  37  and  59).  Therefore,  the 
agency  has  concluded  that  frozen  pops 
should  be  moved  to  the  Desserts 
category. 

With  regard  to  the  request  for 
changing  to  a  volume-based  reference 
amount  because  the  nutrition 
information  on  these  products  has  been 
traditionally  declared  on  a  volume 
basis,  the  agency  advises  that  according 
to  the  act,  the  serving  size  should  be  in 
a  common  household  measure  that  is 
appropriate  to  the  product  (section 
403(q)(l)(A)(i)  of  the  act).  Products  in 
the  frozen  pops  category,  with  the 
exception  of  frozen  ice,  come  in  discrete 
units  (e.g.,  bars),  and  therefore,  the 
serving  size  will  be  the  number  of 
pieces,  not  the  volume  (e.g..  fl  oz  or  1/ 
2  cup)  that  is  customarily  consumed. 
Consequently,  under  the  act,  the 
nutrition  information  on  frozen  pops 
(excluding  frozen  ice)  will  be  provided 
on  a  piece,  and  not  a  per  fl  oz  or  per 
cup,  basis.  Therefore,  the  comments' 
arguments  do  not  justify  changing  the 
weight-based  reference  amount  to  a 
volume-based  reference  amount.  Unlike 
the  products  in  the  ice  cream  category, 
which  are  difficult  to  express  in  weight 
because  they  tend  to  be  highly  aerated 
and  differ  in  density,  frozen  pops  are 
usually  not  aerated,  are  high  in 
moisture,  and  are  relatively  uniform  in 
density.  Thus,  the  reference  amoxmt  can 
be  expressed  in  g.  For  compliance 
monitoring  purposes,  the  weight-based 
reference  amount  is  more  effective  than 
ihe  volume-based  reference  amount, 
rherefore.  the  agency  has  decided  to 
-Btain  the  weight-based  reference 
amount  for  frozen  pops. 


With  regard  to  the  request  to  change 
the  reference  amoimt  to  4  fl  oz  to  make 
it  the  same  as  the  reference  amount  for 
other  frozen  desserts,  the  agency  advises 
that  the  customarily  ctmsumed  amount 
in  volume  is  not  the  same  for  the  frozen 
pops  and  the  products  in  the  ice  cream 
category.  The  3-oz  customarily 
consumed  amount  for  frozen  pops  is 
equivalent  to  about  2.6  to  2.8  fl  oz 
because  of  their  high  density. 
Consequently,  the  agency  cannot  change 
the  reference  amount  of  frozen  pops  to 
4  fl  oz  to- make  It  the  same  in  volume 
as  the  reference  amoimt  for  the  ice 
cream  category. 

Accordingly.  FDA  has  retained  the 
reference  amount  as  proposed. 

(65)  Sugan  and  sweets:  sugar 

FDA  proposed  8  g  as  the  reference 
amount  for  this  product  category. 

130.  Two  industry  comments 
requested  that  FDA  change  the  reference 
amount  to  1  tsp.  One  comment 
contended  that  the  available  food 
consumption  data  do  not  provide  a  good 
estimate  of  the  amoimt  of  sugar 
customarily  consumed.  The  comment 
stated  that  the  concept  of  an  eating 
occasion  is  not  suited  to  a  serving  size 
determination  for  sugar  because  of  the 
multiple  uses  of  sugar  that  result  in  its 
being  consumed  in  several  foods  at  one 
eating  occasion  and  in  multiple  servings 
of  food  with  added  sugar  (e.g..  coffee)  as 
part  of  that  eating  occasion.  For 
example,  sugar  may  be  added  to  coffee, 
cereal,  and  grapefruit  at  breakfast.  The 
amount  of  sugar  consumed  per  eating 
occasion  in  this  case  would  be  the  total 
amount  of  sugar  added  to  all  three 
foods.  In  addition,  many  people 
consume  multiple  servings  of  coffee  per 
eating  occasion,  and  the  sugar 
consumed  in  the  multiple  servings  must 
be  summed  to  arrive  at  the  amount 
consumed  p>er  eating  occasion.  The 
comment  also  pointed  out  that  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  assumed  a  2-tsp.  serving  size 
when  the  quantity  consumed  was  not 
provided  by  the  respondent.  The 
comment  contended  that  this 
assumption  contributed  to  the 
conclusion  that  2  tsp.  is  the  amount 
customarily  consumed.  The  comment 
submitted  results  of  its  analysis  of  data 
from  the  1987-1988  NFCS  to  show  the 
impact  that  the  use  of  the  default 
serving  size  and  the  consumption  of 
multiple  servings  had  on  the 
determination  of  the  customarily 
consumed  amount  of  sugar.  The 
comment  urged  FDA  to  utilize  other 
relevant  information  in  determining  the 
reference  amount,  such  as  the  1-tsp. 
serving  size  currently  used  by  the 
industry  and  in  single-serving  packets 


currently  available  In  grocery  stn..         d 
restaurants.  The  comment  also 
contended  that:  (1)  The  1  tsp.  serving 
size  has  been  used  by  industry  for  over 
12  years.  (2)  the  1  tsp.  serving  size  is 
well  understood  and  accepted  by 
consumers,  and  (3)  1  tsp.  is  the  most 
convenient  and  practical  measure  of 
sugar. 

FDA  carefully  examined  all 
arguments  and  data  submitted  in  the 
comment  in  support  of  the  1-tsp. 
reference  amount  FDA  acknowledges 
that  because  the  determination  of  tne 
serving  sizes  of  foods  was  not  one  of  the 
major  objectives  of  the  NFCS.  data  were 
not  collected  in  a  manner  to  accurately 
determine  all  serving  sizes,  and  the 
NFCS  does  not  accurately  reflect  the 
amount  of  sugar  customarily  consumed 
per  eating  occasion.  The  agency 
acknowledges  that  the  amount 
customarily  consumed  per  eating 
occasion  derived  from  the  NFCS  may 
have  been  overestimated  because  the 
amount  of  sugar  consumed  per  eating 
occasion  may  have  included  the  sugar 
used  in  several  foods  rather  than  in 
separate  eating  occasions.  The  agency 
also  acknowledges  that  a  major  home 
use  of  sugar  In  the  United  States  is  to 
sweeten  coffee  and  tea.  The  data 
submitted  in  the  comment  showed  that 
a  large  percentage  of  people  consumed 
multiple  servings  of  coffee  (i.e.,  2  or 
more  times  the  reference  amount).  The 
amount  of  sugar  consumed  in  these 
multiple  servings  of  coffee  would  be 
more  than  what  is  used  in  one  reference 
amount  of  coffee.  Consequently,  the 
amount  of  sugar  customarily  consumed 
in  coffee  would  have  been 
overestimated  each  time  more  than  1 
cup  was  consumed. 

For  the  reasons  explained  above,  the 
agency  has  concluded  that  the  2-tsp. 
customarily  consumed  amount,  derived 
from  the  NFCS.  is  an  overestimate  of  the 
true  customarily  consiuned  amount  for 
sugar.  The  true  customarily  consumed 
amount  for  sugar  is  less  than  2  tsp. 
Therefore,  the  agency  has  concluded 
that  NFCS  data  are  insufficient  to 
determine  the  amount  customarily 
consumed  for  sugar. 

As  stated  in  §  101.12(a)(5).  when  food 
consumption  survey  data  are 
insufficient,  the  agency  considered 
other  sources  of  information  including 
serving  sizes  recommended  in 
comments  and  serving  sizes  used  by 
manufacturers.  Because:  (1)  The  next 
smallest  reference  amount  less  than  2 
tsp.  that  corresponds  to  a  common 
household  measure  is  1  tsp..  (2)  1  tsp. 
serving  size  has  been  used  for  over  12 
years  and  thus  consumers  are  likely  to 
be  familiar  with  the  1  tsp.  serving  size. 
(3)  several  comments  both  on  the  1990 
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and  the  1991  serving  siae  proposals 
supported  1  Up.  serving  siae.  and  (4) 
food  consumption  data  did  not  provide 
a  reasonable  basis  to  change  the  current 
industry  practice,  the  agency  has 
concluded  that  1  tsp.  is  the  most 
reasonable  reference  amount  for  sugar. 
Accordingly,  FDA  has  revised  the 
reference  amount  to  4  g  (equivalent  to 
1  tsp.). 

(66)  Sugars  and  sweets:  syrups 

FDA  proposed  60  mL  as  the  reference 
amount  for  this  product  category. 

131.  An  industry  comment  requested 
that  FDA  change  the  reference  amount 
for  light  and  dark  com  syrups  to  30  mL. 
The  comment  contended  that  these 
syrups  are  used  for  diffiarent  purposes 
than  the  syrups  used  on  pannkes  and 
waffles.  The  comment  sutunitted  data 
from  a  "strategic  study"  showing  that 
these  syrups  are  used  as  cooking 
ingredients  rather  than  poured  on 
pancakes  or  waffles. 

FDA  has  examined  the  data  submitted 
in  the  comment.  The  agency  agrees  that 
the  data  submitted  in  the  comment 
show  that  light  and  dark  com  syrups  are 
used  as  cooking  ingredients  rather  than 
poured  on  pancakes  or  waffles.  Because 
these  syrups  are  consumed  as  an 
ingredient  of  other  foods.  MFCS  did  not 
have  food  consumption  information  for 
these  syrups  per  se.  Using  the  recipe  file 
for  the  1987-1988  MFCS  (Ref.  49).  the 
agency  has  estimated  the  average 
amount  of  these  syrups  consumed  in 
one  reference  amount  of  the  final  dishes 
that  contain  these  symps  is  about  30 
mL  Therefore,  the  agency  has 
concluded  that  30  nd.  (equivalent  to  30 
g)  is  a  more  reesonable  reference 
amount  for  light  and  dark  com  syrups 
than  60  mL  (Ref.  SO).  Accordingly,  FDA 
has  revised  the  reference  amount  to 
read:  "30  mL  for  syrups  used  primarily 
as  an  ingredient  (e.g..  Ught  or  dark  com 
syrup);  60  mL  for  all  others." 

(67)  Vegetables  primarily  used  for 
garnish  or  flavor,  e.g.,  pimento,  chili 
pepper,  green  onion,  parsley:  fresh  or 

canned 

FDA  proposed  30  g  as  the  reference 
amount  for  this  product  category. 

132.  One  comment  contended  that 
pimiento/pimento  is  a  speciahy  canned 
food  item  and  is  an  ingredient  that  is 
used  only  in  small  quantities  to  enhance 
the  flavor  and  color  of  various  dishes. 
The  comment  argued  that  because 
pimento  is  never  used  by  itself  as  a 
vegetable,  the  30-g  reference  amount  is 
too  large  for  pimentos.  A  nutrition 
profrasional  organization  stated  that  the 
proposed  reference  amount  reflects  use 
as  a  vegetable,  not  a  gamish  or  flavor. 


FDA  has  reexamined  the  reference 
amount  for  this  category.  In  the  interest 
of  minimizing  product  categories,  in  the 
1901  serving  size  proposal,  the  agency 
included  pimento,  chili  pepper,  green 
onion,  and  parsley  in  one  ^roup. 
Because  pimento  is  used  primarily  as  an 
ingredient  of  other  foods,  and  the 
analysis  to  determine  the  amount  of 
pimento  customarily  consumed  is  time 
consuming,  the  agency  did  not 
determine  the  customarily  consumed 
amount  for  pimento  per  se  due  to  time 
constraints.  In  response  to  the  comment. 
FDA  has  determined  the  amounts  of 
pimento  and  parsley  customarily 
consumed.  The  results  of  the  data 
analysis  supported  a  smaller  reference 
amount  (4  g)  for  pimento  and  parsley 
than  for  chili  pepper  or  green  onion 
(Ref.  41).  Therefore,  the  agency  has 
concluded  that  this  product  category 
should  be  divided  into  two  categories: 
Vegetables  primarily  used  for  gamish  or 
flavor,  e.g..  pimento,  parsley  with  a 
reference  amount  of  4  g.  and  chili 
pepper,  green  onion  with  a  reference 
amount  of  30  g.  FDA  has  revised 
§  101.12(b)  accordingly. 

(68)  Vegetables:  all  other  vegetables 
without  sauce:  fresh,  canned,  or  frozen 

FDA  proposed  85  g  as  the  reference 
amount  for  this  product  categonr. 

133.  Comments  from  two  trade 
associations  supported  the  reference 
amount.  One  comment  opposed  the  use 
of  the  nutrition  information  on  a 
drained  weight  basis.  The  comment 
presented  data  showing  that  a  large 
percentage  of  consumers  consume  the 
liquid  in  canned  vegetables. 

As  discussed  in  section  III.H.2.  of  this 
document,  the  agency  has  decided  that 
nutrition  information  on  canned 
vegetables  should  be  on  an  "as 
packaged"  basis  including  the  liquid. 
The  85-g  proposed  reference  amount 
represents  the  amount  customarily 
consumed  for  the  solids  only,  and 
therefore,  it  is  still  applicable  to  fresh 
and  frozen  vegetables  without  sauce.  To 
reflect  the  decision  in  section  III.H.2.  of 
this  document,  the  reference  amount  for 
canned  vegetables  has  to  be  reestimated 
to  include  the  hquid.  Using  the 
information  on  the  percent  yield  of  the 
drained  solids  for  caimed  vegetables 
reported  by  USDA  (Ref.  18),  the  agency 
has  determined  that  the  amount 
customarily  consumed  for  canned 
vegetables  including  the  liquid  is  as 
follows:  95  g  for  vacuum  packed 
vegetables  and  130  g  for  vegetables 
canned  in  liquid  (Ref.  55). 

In  the  1991  serving  size  proposal, 
pumpkin  and  winter  squash  were 
included  in  the  vegetables  with  sauce 
category  because  although  pumpkin  and 


winter  squash  do  not  contain  sauce,  the 
customarily  consumed  amount  was 
closer  to  the  110  g  than  the  85-g 
reference  amount.  In  the  final 
regulation,  the  agency  has  grouped 
pumpkin  and  winter  squash  with 
vegetables  canned  in  liquid  under  the 
category  of  vegetables  without  sauce 
because  the  ciistomarily  consumed 
amounts  of  these  vegetables  are  similar. 
In  addition.  FDA  has  moved  cream-style 
com  and  canned  or  stewed  tomatoes 
from  footnote  5  of  Table  2  in  the  1991 
serving  size  proposal  to  the  reference 
amount  column  in  the  final  regulation 
because  the  reference  amount  for  these 
two  vegetables  is  the  same  as  that  for  the 
vegetables  canned  in  liquid,  and 
therefore,  the  footnote  is  no  longer 
necessary.  The  revised  reference  amount 
reads:  "8S  g  for  fivsh  or  frozen;  95  g  for 
vacuum  packed;  130  g  for  canned  in 
liquid,  cream-style  com.  canned  or 
stewed  tomatoes,  pumpkin,  or  winter 
squash." 

134.  One  comment  recommended  that 
vegetables  with  pasta  and  vegetables 
with  rice  be  included  in  the  vegetable 
category,  not  in  the  Mixed  dishes 
category.  The  comment  contended  that 
the  dietary  guidance  documents 
recommend  1/2  cup  for  vegetables,  rice, 
and  pasta,  so  there  may  be  consumer 
confusion  if  1/2  cup  is  not  used  for 
these  foods  when  combined. 

Vegetables  with  pasta  and  vegetables 
with  rice  are  neither  rice  nor  pasta  nor 
vegetables.  They  are  clearly  mixed 
dishes  because  they  contain  two  foods 
from  two  different  food  groups  (the 
grain  product  group  and  the  vegetable 
group).  The  comment  did  not  submit 
any  data  to  show  that,  for  these 
products,  a  serving  size  other  than  1/2 
cup  would  cause  consumer  confusion. 

Accordingly,  FDA  has  rejected  this 
comment. 

(69)  Vegetables:  all  other  vegetables  with 
sauce:  fresh,  canned,  or  frozen 

FDA  proposed  110  g  as  the  reference 
amount  for  this  product  category. 

135.  A  comment  from  a  consumer 
recommended  that  FDA  change  the 
reference  amount  to  100  g  because  100 
g  is  a  more  rational  metric  size  than  110 

g- 

FDA  advises  that  for  reasons 
explained  in  section  III.D.1.  of  this 
document,  it  is  not  changing  the 
reference  amount  to  make  it  more 
rational  in  metric  quantity.  Accordingly, 
FDA  has  retained  the  reference  amount 
as  proposed. 

(70)  Vegetables:  vegetable  juice 

FDA  profKMed  a  uniform,  240-mL  (8  fl 
oz)  reference  amount  for  this  product 
category. 
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136.  Comments  from  several 
manufacturers  and  trade  assodatians 
and  a  comment  from  a  nutrition 
professional  organization  supported  the 
proposed  imiform  8-fl  oz  raference 
amount  for  all  beverages.  One  comment 
from  a  manufacturer  requested  that  FDA 
establi^  a  separate  category  for 
vegetable  juice  with  a  reference  amount 

of  6  fl  02^ 

Considoing  the  weight  of  support  for 
the  uniform  8-0  oz  reference  amount  for 
all  beverages  and  the  benefit  of  the 
uniform  reference  amount  that 
facilitates  nutrition  comparisons  of 
different  beverages,  the  agency  has 
decided  to  retain  the  uniform  8-fl  oz 
reference  amount  for  all  beverages, 
including  vegetable  juice.  Vegetable 
juice  is  ^squently  used  inteidiangeably 
with  fruit  juice  and  other  beverages. 
Food  consumption  data  also  did  not 
show  that  the  customarily  consumed 
amount  for  vegetable  juice  difiian  &t>m 
that  of  frvit  juice  or  of  many  other 
beverages  (Ref.  2).  The  comment  did  not 
submit  data  that  would  support  a 
different  result.  Accordingly.  FDA  has 
retained  the  reference  amount  as 
proposed. 

71)  Vegetables:  olives 
,   FDA  proposed  15  g  as  the  raference 
amoimt  for  this  product  category. 

137.  One  comment  requested  that 
FDA  change  the  reference  amount  to  30 
g.  The  comment  contended  that  30  g  is 
the  serving  size  that  is  currently  used  on 
packaging,  and  because  piddes  and 
olives  have  similar  consiuier  usage 
patterns,  the  refarenoe  amount  for  olives 
shoiild  be  the  same  as  the  reference 
amount  for  pickles. 

FDA  disagrees  with  the  comment.  The 
agency  advises  that  the  serving  size  on 
the  product  1^1  is.  by  statute,  an 
amoimt  customarily  consumed.  Both  the 
1977-1978  NFCS  and  the  1987-1988 
NFCS  showed  that  the  customarily 
consumed  amount  of  olives  is  closer  to 
0.5  oz,  not  1  oz.  The  comment  did  not 
present  any  data  to  show  that  0.5  oz  is 
not  the  customarily  consumed  amount. 
Accordingly,  FDA  has  retained  the 
reference  amoimt  as  proposed. 

6.  Reference  amoimts  for  imitation  or 
substitute  food,  altered  food,  and  foods 
for  special  dietary  use 

To  prevent  the  manipulation  of 
serving  sizes  for  nutrient  content  claims. 
FDA  propc»ed  in  §  101.12(d)  that  the 
reference  amount  for  an  imitation  or 
substitute  food  be  the  same  as  that  of  the 
food  for  which  it  is  offered  as  a 
substitute.  In  addition,  the  agency 
proposed  in  §  101.12(e)  that  the 
reference  amount  for  an  altered  version 
of  a  food,  such  as  a  "low  calorie" 


version,  be  the  same  as  for  the  food  far 
^f^ilich  it  is  offered  as  a  substitute. 

FDA  received  about  a  dozen 
comments  on  this  proposal  from 
manufacturera.  trade  associations,  and 
professional  organizations.  About  one- 
third  of  the  comments  supported  the 
proposal.  The  rest  of  the  commmts 
opp<Medit. 

138.  Comments  opposing  the  proposal 
stated  that  one  way  that  industry  is 
reducing  the  fet  and  calorie  content  of 
foods  is  through  a  new  tedmology  that 
incorporates  air  into  the  product 
(referred  to  as  "aerated  food"  for 
simplicity).  Many  aerated  foods  weigh 
significantly  less  than  their  regular 
coimterparts.  Comments  stated  that 
there  is  no  concern  when  the  reference 
amount  is  establidtod  in  volume,  but 
that  there  is  a  concem  when  a  weight- 
based  reference  amoimt  is  used.  For 
example,  using  a  reference  amount  of  85 
g  for  waffles.  3  aerated  waffles  would  be 
compared  to  2  regular  waffles  of  the 
same  size  and  shape.  Therefore,  the 
calorie  and  fet  content  of  the  aerated 
food  would  not  be  lower  than  that  of  the 
regular  food  when  compared  on  an 
equal  weight  basis.  Manufacturera 
would  thus  be  unable  to  use  a  nutrient 
content  claim  for  the  aerated  foods. 
These  comments  argued  that  the 
proposal  would  diminish 
manufacturera'  incentive  to  develop 
"niitriti<mally  improved"  foods  and 
prevent  consumers  from  benefitting 
from  low  fet.  low  calorie  alternatives. 
The  comments  suggested  that  w^ien  the 
reference  amount  is  determined  by 
weight.  FDA  should  allow  the 
manufacturera  to  use  "the  volume 
measure  (e.g..  common  household 
volumetric  or  dimensicmal  measure  or 
number  of  discrete  units)  equivalent  to 
the  volume  measure  of  the 
manufacturer's  regular  product  pursuant 
to  the  reference  amount."  e.g..  2  waffles 
for  both  the  aerated  and  the  regular 
food. 

FDA  has  given  careful  consideration 
to  all  arguments  and  suggestions 
presented  in  these  comments.  Although 
the  comments  claimed  that  the  amount 
cust(»narily  consumed  for  the  regular 
and  the  aerated  food  is  the  same  in 
volume,  not  in  weight,  no  food 
consumption  data  wrere  presented  with 
the  comments  or  are  availabfe  from 
other  sources  to  verify  the  claim.  It  is 
possible  that  people  eat  three  aerated 
waffles,  instead  of  two,  to  attain  satiety. 
Therefore,  FDA  is  not  cwtain  that  the 
amoimt  customarily  consumed  for  the 
aerated  foods  and  their  regular 
counterpart  is  the  same  in  volume. 
At  the  same  time,  in  light  of  the 
current  dietary  guidelines  for  reducing 
fat  and  calorie  intakes  (Refe.  60  through 


62).  FDA  acknowledgBS  that  it  is 
desirable  to  have  a  wide  selectian  of  low 
fat  and  low  calorie  foods  availaUe  to 
consumen.  Some  consumen  may 
benefit  from  having  such  aerated  foods 
if  they  consume  an  equivalent  vohune 
of  aerated  food  as  they  would  have  the 
regular  food,  e.g..  two  instead  of  three 
aerated  waffles.  However.  FDA  does  not 
believe  that  the  solutifm  suggested  in 
the  comments  is  appropriate  or 
desirable  considering  tlie  wide 
variabihty  in  the  unit  size  and  shape  of 
the  regular  products  in  discrete  units. 
This  variability  would  make  it  difficult 
to  determine  a  reference  point  i.e.. 
volume  equivalmt  to  the  reference 
amount  of  the  regular  counterpart. 

FDA  finds  that  the  most  reasonable 
solution  to  this  problem  is  to  allow  the 
manufacturera  to  determine  the 
reference  amount  in  g  for  the  aerated 
food  by  adjil«dng  for  the  difference  in 
density  of  the  aerated  food  relative  to 
the  density  of  the  regular  counterpart 
(density-adjusted  rererenoe  amount).  For 
example,  if  the  density  of  the  aerated 
food  is  30  percent  lowv  than  the 
density  of  the  regular  counterpart,  the 
reference  amount  for  the  aersisd  food 
would  be  30  percent  less  than  the 
reference  amount  of  the  regular 
counterpart.  For  example,  the  reference 
amount  for  regular  waffles  is  85  g.  so  the 
reference  amount  for  aerated  waffles, 
which  are  30  percent  lower  in  density, 
would  be  60  g.  A  manufecturer  may  use 
the  density-adjusted  reference  amount 
to  detennine  the  labri  serving  size  and 
the  qualification  of  the  aerated  food  far 
nutrient  content  and  heehh  claims, 
provided  that,  upon  request,  the 
manufecturer  wiU  show  FDA  the 
detailed  protocol  and  records  of  data 
described  below.  FDA  will  consider 
regulatory  action  under  sections  402(bl 
and  403  of  the  act  on  any  misuse  of  this 
allowance. 

Such  density-adjusted  reference 
amounts  may  not  be  done  for  cakes. 
Although  the  i»oduct  categories  far 
cakes  in  the  final  regulation  are 
identified  by  types  of  cakes,  not  by 
dmsity,  the  thiree  cake  categories  in 
Table  2  in  new  §  101.12(b)  were 
determined  according  to  the  density  of 
various  cakes.  FDA  took  the  differences 
in  the  densities  of  difiisrent  types  of 
cakes  having  different  degrees  of  air 
incorporation  into  consideration  in 
determining  the  reference  amounts  for 
cakes.  Therefore,  further  adjustment  of 
the  reference  amounts  for  aoation  is  not 
permissible  for  cakes. 

For  the  aerated  food  to  qualify  to  use 
the  density-adjusted  refarenoe  amount, 
the  product  must  be  suffidentfy  lowrer 
in  density  than  the  regular  counterpart 
The  agency  finds  that  a  25-peroent 
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reduction  in  density  is  a  reasonable 
cutoff  level  for  this  purpose.  The  25- 
percent  minimum  reduction  is 
consistent  with  the  minimum  percent 
reduction  requirement  to  qualify  for  a 
"less"  or  "reduced"  claim  in  the 
regulation  entitled  "Food  Labeling: 
Nutrient  Content  Claims,  General 
Principles.  Petitions.  Definition  of 
Terms"  (hereinafter  referred  to  as  the 
nutrient  content  claims  regulation), 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  estimating  the 
difference  in  density,  manufacturers 
must  use  an  appropriate  reference  food 
as  described  in  new  §  101.13(j)(ii)(A)  of 
the  nutrient  content  claims  regulation, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  for  the  regular 
counterpart. 

In  expressing  the  weight-based 
reference  amounts  for  the  regular  foods 
in  new  §  101.12(b).  FDA  rounded  the 
values  to  the  nearest  5-g  increment  to 
avoid  the  appearance  of  an  overly  exact 
g-weight.  Under  §  101.12(e).  this 
procedure  must  also  be  followed  in 
determining  the  reference  amount  for 
the  aerated  food.  Manufacturers  must 
use  the  rounded  density-adjusted 
reference  amount  to  determine  the 
serving  size  and  whether  the  aerated 
food  qualifies  for  a  claim.  The  table 
below  shows  an  example  of  the 
calculated  density-adjusted  reference 
amount  and  the  corresponding  rounded 
reference  amount  to  be  used  for  aerated 
waffles  that  have  been  reduced  in 
density  by  25  to  35  percent.  As  the  table 
shows,  aerated  waffles  with  density 
reductions  of  27  to  32  {>erc8nt  must  use 
60  g.  not  58  to  62  g,  as  the  reference 
amount. 

Reference  Amount  for  the  Regular 
WaHieiBSg 
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To  use  a  density-adjusted  reference 
amount,  manufacturers  must  have  the 
following  available  for  inspection  by 
FDA  upon  request:  (1)  A  detailed 
protocol  and  records  of  all  raw  data  and 
calculations  used  to  determine  densities 
of  both  the  regular  and  the  aerated 
products:  (2)  records  of  the  sample  size. 


the  mean,  and  the  standard  deviation  for 
the  density  measurements  of  the  regular 
and  the  aerated  products;  and  (3) 
records  of  all  data,  calculations,  and 
procedures  used  to  arrive  at  the 
"density-adjusted"  reference  amount  for 
the  aerated  product.  The  protocol  must 
contain  identificatioo  and  descriptions 
of  all  materials  used  (e.g..  equipment)  to 
determine  the  density.  In  determining 
the  differences  in  the  densities  of  the 
regular  and  the  aerated  products, 
manufacturers  must  also  observe  the 
following:  (1)  The  regular  and  the 
aerated  product  must  be  the  same  in 
size,  shape,  and  volume.  To  compare 
the  densities  of  products  having 
nonsmooth  surfaces  (e.g..  waffles), 
manufacturers  must  use  a  device  or 
method  that  ensures  that  the  volumes  of 
the  regular  and  the  aerated  products  are 
the  same.  One  way  to  ensure  the  same 
volume  is  to  use  the  same  equipment  to 
make  the  regular  and  the  aerated 
products;  (2)  sample  selections  for  the 
density  measiu-ements  must  be  done  in 
accordance  with  the  provisions  in 
§  101.9(g):  (3)  density  measurements  of 
the  regular  and  the  aerated  products 
must  be  conducted  by  the  same  trained 
operator  using  the  same  methodology 
(e.g..  the  same  equipment,  procedures, 
and  techniques)  under  the  same 
conditions:  and  (4)  density 
measurements  must  be  replicated  a 
sufficient  number  of  times  to  ensiire  that 
the  average  of  the  measurements  is 
representative  of  the  true  differences  in 
the  densities  of  the  regular  and  the 
aerated  products. 

Manufacturers  must  use  a  descriptive 
term  such  as  "whipped"  or  "aerated"  as 
part  of  the  product  name  (e.g.,  whipped 
peanut  butter,  aerated  waffle)  so  that 
consumers  are  properly  informed  that 
extra  air  has  been  incorporated  into  the 
product.  The  use  of  this  term  is 
necessary,  under  section  201(n)  and 
403(a)  of  the  act,  to  disclose  a  material 
fact. 

To  incorporate  the  labeling 
requirements  for  aerated  foods,  FDA  has 
combined  §  101.12(d)  and  (e), 
redesignated  as  ^  101.12(d),  and  added 
the  requirements  for  aerated  products  in 
§  101.12(e). 

139.  A  manufacturer  of  medical  foods 
stated  that  several  aspects  of  the  serving 
size  regulation  (e.g.,  expressing  the 
serving  size  in  the  common  household 
measure)  are  not  accurate  enough  for 
medical  foods. 

FDA  advises  that  the  serving  size 
regulations  do  not  apply  to  medical 
foods  because  section  403(q)(5)(A)(iv)  of 
the  act  exempts  medical  foods  from  all 
requirements  of  nutrition  labeling.  The 
agency  intends  to  develop  regulations 
for  proper  labeling  and  uses  of  medical 


foods  in  a  future  Federal  Register 

document. 

7.  Reference  amounts  for  products 
consisting  of  2  or  more  foods  having 
individual  reference  amounts 

FDA  proposed  in  §  101.12(f)  that  the 
reference  amount  for  products  packaged 
and  presented  to  be  consumed  together 
(e.g..  peanut  butter  and  jelly 
combination,  cracker  and  cheese  pack, 
pancakes  and  syrup  pack)  be  the  sum  of 
the  reference  amounts  for  the  individual 
foods  in  the  package. 

140.  FDA  received  only  a  few  j 
comments  on  this  aspect  of  the 
proposal.  Comments  from  nutrition, 
professional  organizations  agreed  with  : 
the  proposal.  A  consumer  organization  j 
disagreed  with  the  proposal  and  stated 
that  the  proposal  is  reasonable  only  for 
foods  that  are  not  packaged  in  single- 
serve  containers  such  as  peanut  butter 
and  jelly.  The  comment  contended  that 
for  foods  in  single-serve  containers  (e.g., 
cheese-and-cracker  snack  trays,  yogiut 
and  granola,  pancakes  and  sausage, 
waffles  and  fruit  sauce,  spaghetti  and 
tomato  sauce.,  macaroni  and  cheese,  or 
rice  with  vegetables),  the  reference 
amount  should  be  based  on  the  weight 
of  the  entire  package. 

First  of  all,  FDA  wishes  to  clarify  that 
the  proposal  applies  to  the  products  that 
contain  two  or  more  foods  having 
individual  reference  amounts  that  are 
not  listed  in  proposed  §  101.12(b). 
Although  this  fact  was  mentioned  in  the 
preamble  (56  FR  60394  at  60407),  FDA 
did  not  state  it  in  the  codified  language 
in  proposed  §  101.12(f).  To  clarify  its 
intent,  FDA  has  revised  §  101.12(f)  to 
read: 

The  reference  amount  for  products  that 
represent  two  or  more  foods  packaged  and    ' 
presented  to  be  consumed  together  '  *  *  shall 
be  the  sum  of  the  reference  amounts  for 
individual  foods  in  the  package  if  the 
reference  amount  for  the  product  is  not  listed 
in  paragraph  (b)  of  this  section. 

Some  of  the  examples  mentioned  in 
the  comment  (spaghetti  and  tomato 
sauce,  macaroni  and  cheese,  rice  with 
vegetables)  are  mixed  dishes  measurable 
with  a  cup  that  have  reference  amounts 
in  new  §  101.12(b).  As  explained 
previously,  FDA  does  not  believe  that  it 
is  consistent  with  the  act  to  have 
different  reference  amoimts  for  the  same 
product  in  different  package  sizes,  one 
for  single-serving  packages  and  one  for 
multiserving  packages.  The  reference 
amoimt  for  the  same  product  must  be 
the  same  regardless  of  the  package  size. 

In  addition,  the  agency  points  out  that 
the  package  of  yogurt  and  granola  is  one 
food.  It  simply  is  another  variety  of 
flavored  yogurt.  Like  frozen  entrees  in 
pouches,  yogurt  and  granola  are 
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packaged  in  separate  containers  for 
technical  reasons  (e.g.,  better 
preservation  of  the  texture),  but  they  are 
combined  before  consumption  and 
eaten  as  one  food.  The  reference  amount 
for  yogurt  and  granola  is  225  g,  the  same 
as  for  any  other  yogurts. 

141.  An  industry  comment  stated  that 
the  reference  amount  is  not  necessary 
for  "meal-type"  products  because 
claims  on  these  products  will  be 
evaluated  on  a  per  100  g  basis. 

The  agency  disagrees  with  the 
comment.  Reference  amoimts  are  also 
used  to  determine  the  label  serving  sizes 
of  specific  products  for  presenting 
nutrition  information.  Many  "meal- 
type"  products  (reclassified  and 
redefined  as  "meal  product"  and  "main 
dish  product"  in  the  final  nutrient 
content  claims  regulation  published 
elsewhere  in  this  issue  of  the  Federal 
Register)  (e.g.,  lasagna,  pizza)  are 
available  both  in  single-serving  and 
multiserving  containers.  Reference 
amounts  provide  a  basis  on  which  to 
determine  the  label  serving  sizes  of 
these  products  in  multiserving 
containers  and  whether  these  products 
are  qualified  to  be  called  single-serving. 

142.  A  consumer  organization 
requested  that  FDA  establish  reference 
amounts  for  "frozen  meals"  (e.g., 
breakfast,  lunch,  or  dinner  trays)  based 
on  the  average  weight  of  the  products  in 
the  marketplace  or  on  the  "industry- 
wide average." 

The  agency  notes  that  the  "frozen 
n)eals"  mentioned  in  the  comment 
currently  come  only  in  containers 
clearly  intended  few  a  single  serving, 
and  therefore,  the  nutrition  information 
for  these  products  will  be  based  on  the 
antire  content  of  the  package.  The 
agency  also  notes  that  the  reference 
amount  is  not  needed  to  evaluate 
whether  these  products  are  qualified  for 
plaims  because  the  quahfication  for 
daims  on  these  products  will  be  based 
on  100  g  of  the  product  and  not  on  the 
Reference  amount  as  discussed  in  the 
jTinal  nutrient  content  claims  regulation 
Ipubhshed  elsewhere  in  this  issue  of  the 
Federal  Register.  If  a  reference  amount 
is  needed  for  "frozen  meals,"  new 
S  101.12(f)  can  be  used  to  determine  the 
reference  amount  for  specific  frozen 
meals.  Breakfast,  lunch,  or  dinner  trays 
icontain  two  or  more  distinct  products 
which  have  reference  amounts  in  new 
§  101.12(b).  According  to  new 
i§  101.12(0.  the  reference  amoujits  of 
these  products  are  the  simi  of  the 
Teference  amounts  of  the  individual 
foods  in  the  tray.  For  example,  the 
reference  amount  of  a  dinner  tray 
containing  fish,  french  fries,  and  mixed 
vegetables  will  be  the  sum  of  the 
reference  amounts  of  fish  (85  g),  french 


fries  (70  g  if  cooked),  and  mixed 
vegetables  (85  g).  i.e..  240  g.  Therefore, 
there  is  no  need  to  establish  separate 
reference  amounts  for  these  "froren 
meals." 

8.  Miscellaneous  issues  related  to 
reference  amounts 

143.  Some  industry  comments  stated 
that  restaurants  should  be  permitted  to 
declare  nutrition  information  according 
to  their  own  specifications  for  serving 
size. 

Restaurant  foods  are  not  reqmred  to 
bear  nutrition  labeling.  However,  when 
nutrient  content  or  health  claims  are 
made  for  restaurant  foods,  the 
restaurateur  must  provide  nutrition 
information  in  compliance  with  the 
nutrient  content  or  health  claints 
regulations  published  elsewhere  in  this 
issue  of  the  Federal  Register.  Meals, 
entrees,  br  other  menu  items  served  fn 
restaurants  are  analogous  to  single- 
serving  products.  Therefore,  in  most 
cases,  the  restaurateur  must  have  a 
reasonable  basis  for  beheving,  based  on 
the  amount  served,  that  the  food 
qualifies  for  the  claim.  However,  if 
nutrient  content  claims  are  made 
relative  to  a  competitor's  product,  it  is 
important  that  like  amounts  be 
compared. 

144.  A  trade  association 
recommended  that  FDA  allow 
manufacturers  to  deviate  from  the 
reference  amounts  if  such  deviation  is 
supported  by  food  consumption  data. 
The  act  requires  that  FDA  establish 
standards  providing  that  imiform 
serving  sizes  information  will  be 
furnished  on  the  food  label  (H.  Kept. 
101-538.  supra,  7).  The  reference 
amounts  are  part  of  the  standards. 
Manufacturers  cannot  deviate  6t>m  the 
reference  amotmt  simply  because  they 
believe  that  such  deviation  is  supported 
by  food  consumption  data.  If  the 
uniformity  expected  by  Ckmgress  is  to  be 
maintained,  the  information  on  the  need 
for  revised  or  separate  reference 
amounts  must  be  evaluated  by  FDA 
through  the  petition  process  that  it  has 
estabhshed  in  new  §  101.12(h)  before 
changes  in.  or  deviations  fitjm.  the 
reference  amounts  can  occur. 

E.  Procedures  for  Converting  the 
Reference  Amount  to  Serving  Size 

For  the  purpose  of  converting  the 
reference  amounts  for  multiserving 
products  into  label  serving  sizes,  FDA 
grouped  these  products  into  three 
categories  according  to  the  shape  and 
characteristics  of  products  and  the  way 
products  are  usually  served.  The  three 
categories  were:  (1)  Products  in  discrete 
individual  units  (e.g.,  muffin,  sliced 
bread,  apple).  (2)  products  in  large 


discrete  units  that  are  usually  divided 
for  consumption  (e.g.,  cake,  pie,  pizza, 
melon,  cabbage),  and  (3)  nondiscrete 
bulk  products  (e.g.,  break&st  cereals, 
flour,  sugar).  The  agency  proposed 
separate  procedures  for  each  category  to 
enstire  that  the  serving  size  declared  on 
the  label  is  most  appropriate  for  the 
specific  type  of  product. 

FDA  received  about  20  comments  on 
issues  related  to  these  procedures. 
About  one-third  of  the  comments  agreed 
with  the  proposed  procedures.  The 
remaining  two-thirds  suggested  other 
ways  of  determining  label  serving  sizes 
for  specific  products  or  requested 
modification  or  clarification  of  certain 
specific  aspects  of  the  procedures.  FDA 
will  first  respond  to  the  "general"  types 
of  comments  and  then  discuss  the 
comments  on  procediwes  for  each 
specific  category. 

145.  A  foreign  manufacturer  stated 
that  the  reference  amoimts  should  be 
used  only  to  ascertain  that  the  serving 
size  chosen  by  the  manufacturer  is 
reasonable,  and  that  they  should  not  be 
used  to  determine  the  label  serving  size. 
The  comment  argued  that  products 
packed  in  foreign  countries  are 
packaged  according  to  "whole  number" 
metric  amoimts  and  do  not  translate 
easily  into  U.S.  household  units.  The 
comment  requested  that  FDA  show  a 
certain  amount  of  flexibility.  A  domestic 
comment  stated  that  several  of  the 
reference  amounts  are  "atypical  in  retail 
practice"  in  the  United  States  even 
though  they  may  represent  consumers' 
consumption  practice.  The  comment, 
therefore,  suggested  that  FDA  permit 
industry  to  use  the  reference  amoimt  as 
a  guideline  and  require  them  to  justify, 
with  marketing  data,  those  serving  sizes 
that  substantially  deviate  from  the 
reference  amount.  A  few  consumer 
comments,  on  the  other  hand,  requested 
that  FDA  not  allow  the  manufacturers  to 
deviate  6t)m  the  "standard  serving 

size." 

The  1990  amendments  direct  FDA  to 
establish  standards,  not  guidelines,  to 
define  serving  sizes.  As  alluded  to 
above,  the  House  report  on  the  1990 
amendments,  in  explaining  section 
2(b)(1)(B)  states:  "It  is  critical  to  the 
successful  implementation  of  this 
legislation  that  the  FDA  develop 
meaningful  serving  size  requirements  * 
'•."  (H.  Rept.  101-538.  supra.  18). 
Accordingly.  FDA  established  the 
standards  described  above  to  define 
how  to  determine  the  label  serving  size 
that  is  most  appropriate  for  a  specific 
product.  FDA  believes  that  the 
standards  provide  enough  flexibility  to 
both  domestic  and  foreign 
manufacturers  to  permit  them  to 
determine  the  serving  sizes  most 
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appropriate  for  their  products  from  the 
reference  amounts  in  new§  101.12(b). 

FDA  does  not  agree  with  the  comment 
that  products  packaged  in  foreign 
countries  according  to  "whole  number" 
metric  amounts  cannot  easily  be 
translated  into  common  U.S.  household 
measures.  Some  domestic  products  are 
also  packaged  according  to  "whole 
number"  metric  amounts  (e.g..  1-  or  2- 
liter  (L)  bottles  of  soft  drinks).  FDA 
allows  the  number  of  servings  per 
container  to  be  expressed  in  an 
approximate  number.  Therefore,  it 
should  not  be  difRcult  to  translate  the 
products  packaged  according  to  "whole 
number"  metric  amounts  into  common 
U.S.  household  measures.  For  example, 
the  serving  size  and  the  number  of 
servings  for  a  1-L  container  of  soft  drink 
can  easily  be  translated  to  the  common 
U.S.  household  measure  by  dividing  the 
1-L  (1.000  mL)  net  quantity  of  the 
product  by  the  240-mL  reference 
amount  for  soft  drinks  and  expressing 
an  approximate  number  of  servings,  e.g.. 
serving  size:  1  cup  (240  mL);  number  of 
servings  per  container:  about  4. 

FDA  notes  that  the  act  links  serving 
size  to  food  consumption  practices,  not 
to  the  "typical  retail  practice"  or 
marketing  data.  Therefore,  FDA  cannot 
use  information  (e.g..  "typical  retail 
practice"  or  marketing  data)  other  than 
food  consumption  data  as  the  primary 
basis  for  reference  amounts  when 
appropriate  food  consumption  data  are 
available.  The  agency  has  considered 
St-Tving  sizes  used  by  the  industry  (i.e.. 
retail  practice)  in  developing  the 
reference  amounts  in  this  Hnal  rule- 
When  appropriate  food  consumption 
data  were  not  available,  the  agency  gave 
more  weight  to  other  information  listed 
in  new  §  101.12(a)(3).  including  serving 
sizes  cxurently  used  by  the  industry,  iif 
arriving  at  the  reference  amount. 

146.  An  industry  comment  asked  that 
FDA  clarify  how  to  determine  the  label 
serving  size  if  there  are  more  than  one 
use  of  a  product. 

The  reference  amounts  in  new 
§  101.12(b)  reflect  the  major  usage  of  the 
products  in  each  product  category.  If 
there  is  more  than  one  use  for  a  product, 
manufacturers  should  use  the  major 
usage  of  the  product  to  determine  the 
label  serving  size.  For  example,  the  label 
serving  size  for  a  cake  mix  which  has 
directions  for  a  2-layer  cake  and 
cupcakes  should  be  based  on  the  2-layer 
cake.  Manufacturers  should  determine 
the  major  usage  of  the  product  based  on 
food  consumption  data,  marketing 
survey  data  on  the  consumer  usage  of 
the  product,  or.  in  the  case  of  a  new 
product,  promoted  use. 

147.  An  industry  comment  requested 
that  FDA  clarify  how  to  determine  the 


label  serving  size  if  the  label  serving 
size  determined  according  to  the 
procedures  in  proposed  %  101.9(b)(2) 
and  the  incremental  rules  in  proposed 
§  101.9(b)(5)  falls  exactly  half  way 
between  two  sizes,  e.g.,  exactly  2.5  tbsp. 
FDA  notes  that  the  common  standard 
procedure  for  rounding  is  to  round  up 
values  0.5  or  larger.  FDA  is  not  aware 
of  any  reason  not  to  follow  this 
procedure.  Therefore,  for  clarity,  FDA 
has  added  a  new  §  101.9(b)(5)(v),  on 
rounding  rules  as  follows: 

When  a  serving  size,  determined  from  the 
reference  amount  in  $  101.12(b)  and  the 
procedures  described  In  this  section,  falls 
exactly  half  way  betwe»a  two  serving  sizes. 
e.g..  2.5  tbsp.  manufacturers  shall  round  the 
serving  size  up  to  the  next  incremental  size. 

148.  Several  comments  suggested 
different  serving  sizes  for  celery  or  for 
other  of  the  20  most  frequently 
con^med  raw  fruits  and  vegetables 
identified  in  §101.44. 

FDA  advises  that  serving  sizes  for  the 
20  most  frequently  consumed  raw  fruits 
and  vegetables,  including  celery,  are 
provided  in  Appendix  A  to  the 
regulation  entitled  "Food  Labeling: 
Guidelines  for  Voluntary  Nutrition 
Labeling:  and  Identification  of  the  20 
Most  Frequently  Consumed  Raw  Fruits, 
Vegetables,  and  Fish:  Definition  of 
Substantial  Compliance"  (56  FR  60880 
as  amended  at  57  FR  8174.  March  6. 
1992).  Retailers  who  wish  to  use 
different  serving  sizes  for  these  fruits 
and  vegetables  may  do  so  subject  to  the 
provisions  of  §  101.45.  FDA  urges  such 
retailers,  and  retailers  who  wish  to 
provide  the  nutrition  information  oi  raw 
fruits  and  vegetables  not  included  in 
§  101.44.  to  use  the  reference  amount 
specified  in  new  §  101.12(b)  for  the  fruit 
or  vegetable  category  appropriate  for  the 
specific  fruits  or  vegetables  and  to 
follow  the  procedures  described  in  this 
section  to  determine  the  label  serving 
size. 

1.  Products  in  discrete  individual  units 

FDA  proposed  in  §101.g(b)(2)(i)  that 
"for  products  in  discrete  units  (e.g., 
muffin,  sliced  bread,  apple),  the  serving 
size  shall  be  the  number  of  units  that 
most  closely  approximates  the  reference 
amount  for  the  product  category.  If  a 
unit  weighs  67  percent  or  more,  but  less 
than  200  percent,  of  the  reference 
amount,  the  serving  size  shall  be  one 
unit.  If  a  unit  weighs  200  percent  or 
more  of  the  reference  amount,  the 
manufacturer  may  declare  the  whole 
unit  as  one  serving  if  the  whole  unit  can 
reasonably  be  consumed  at  a  single- 
eating  occasion." 

149.  Several  industry  comments 
opposed  the  lower  limit  of  the  single- 
serving  unit  because  single  units  of 


many  products  in  discrete  vmits  weigh 
less  than  67  percent  of  the  reference 
amount.  One  comment  requested 
changing  the  lower  limit  from  67 
percent  to  50  percent  because  food 
consumption  data  (e.g.,  1977-1978 
MFCS)  show  that  a  significant 
proportion  of  "eatings"  (e.g..  up  to  25th 
percentile)  were  about  one-half  or  less 
of  the  average  quantity  consumed. 
Therefore,  the  comment  contended,  a 
unit  that  weighs  50  percent  of  the 
reference  amount  should  be  able  to 
declare  one  serving  per  unit.  Another 
comment  requested  changing  the  lower 
limit  from  67  percent  to  50  percent  and 
allowing  single-serving  declaration  on  a 
single  unit  that  weighs  less  than  50 
percent  of  the  reference  amount  if  a 
single  unit  can  reasonably  be  consumed 
at  a  single-eating  occasion.  The  latter 
comment  stated  that  this  approach  is 
analogous  to  the  optional  declaration  as 
a  single  serving  of  a  single  unit  that 
weighs  200  percent  or  more  of  the 
reference  amount  if  the  whole  unit  can 
reasonably  be  consumed  at  a  single-   '. 
eating  occasion.  Some  comments 
recommended  that  FDA  let  the 
manufacturers  determine  whether  a  unit 
that  weighs  less  than  67  percent  is  a 
single  serving. 

FDA  carefully  examined  all  requested 
changes  for  the  lower  limit  of  a  single- 
serving  unit.  The  agency  has  examined 
the  amount  of  food  consumed  per  eating 
occasion  for  several  products  that  come 
in  discrete  units  and  find  that  a 
significant  number  of  people  consume 
between  50  and  67  percent  of  the 
reference  amount  per  eating  occasion 
(Ref  63).  Considering  that:  (1)  Many 
single  units  fall  between  50  and  67 
percent  of  the  reference  amount,  (2)  a 
significant  number  of  people  consume 
between  50  and  67  percent  of  the 
reference  amount  per  eating  occasion, 
and  (3)  serving  sizes  in  dietary  guidance 
documents  are  often  based  on  a  single 
unit,  FDA  believes  that  it  is  reasonable 
to  let  manufacturers  have  the  flexibility 
to  determine  whether  a  unit  that  weighs 
more  than  50  percent  but  less  than  67 
percent  is  a  single  serving.  However,  a 
unit  that  weighs  50  percent  of  the 
reference  amount  is,  by  definition,  one- 
half  of  a  serving,  not  one  serving. 
Therefore,  products  that  weigh  50 
percent  or  less  cannot  be  called  one 
serving.  Accordingly.  FDA  has  revised 
§  101.9(b)(2)(i)  to  allow  optional 
declaration  of  a  serving  based  on  a 
single  unit  of  a  product  if  the  unit 
weighs  more  than  50  percent  but  less 
than  67  percent  of  the  reference  amount 

150.  Several  industry  comments 
requested  that  FDA  permit  the  use  of  an 
oz  measure  for  the  serving  size  for 
products  that  naturally  vary  in  piece 
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size  (e.g.,  shrimp,  pickles)  instead  of  the 
number  of  discrete  units.  A  seafood 
trade  association  stated  that  great 
difficulty  and  financial  burden  would 
be  placed  on  the  industry  if  serving 
sizes  of  seafoods  have  to  be  expressed 
in  the  number  of  discrete  units.  The 
comment  pointed  out  that  seafoods  such 
as  shrimp,  scallops,  oysters,  clams, 
lobster,  and  fillet  of  fish  vary  naturally 
and  substantially  in  size.  For  example, 
processed  breaded  shrimp  products  are 
made  in  as  many  as  12  to  15  sizes 
because  of  the  natural  variation  in 
shrimp  size.  The  comment  stated  that  if 
a  manufacturer  packed  these  products 
in  three  different  sized  packages,  up  to 
45  different  labels  would  be  necessary 
to  accurately  designate  serving  sizes 
based  on  discrete  units,  and  the  cost  of 
printing  different  labels  would  be 
prohibitive. 

A  pickle  trade  association  also  stated 
that  the  size  and  shape  of  cucumbers 
naturally  vary  widely  because  of 
numerous  factors,  including  the  variety, 
weather  conditions,  and  maturation 
when  harvested.  iTierefore,  according  to 
the  comment,  pickles,  even  in  the  same 
grade  estabhshed  by  the  USDA,  vary 
considerably  in  size  and  weight.  The 
comment  contended  that  the  serving 
size  cannot  be  declared  by  the  number 
of  pickles  because  of  the  inherent 
variability  in  pickle  sizes.  If  the  serving 
size  of  pickles  were  required  to  be 
declared  in  the  number  or  fraction  of 
pickles,  the  comment  continued,  pickle 
manufacturers  would  have  to  have  a 
different  label  for  each  pickle  size.  The 
comment  contended  that  such  a  result 
would  represent  an  unnecessary  burdenj 
and  cost.  Therefore,  the  comment 
recommended  that  the  serving  size  for 
pickles  should  be  declared  in  terms  of 

oz. 

FDA  recognizes  the  wide  variabiHty 
in  the  unit  size  of  seafoods  and 
agricultural  commodities  such  as 
pickles  where  the  size  is  determined  by 
nature,  not  the  manufacturer.  The  costs 
incurred  in  ensuring  that  the  number  of 
discrete  units  in  the  serving  size 
declaration  for  these  naturally-variable 
products  is  appropriate  would  be 
unreasonable  because  of  the  numerous 
labels  for  each  product  size,  and  the 
costs  would  likely  be  passed  on  to  the 
consumer.  The  agency,  therefore, 
believes  that  the  most  reasonable 
solution  to  this  problem  is  to  express 
the  serving  size  in  an  oz  measure  most 
closely  approximating  the  reference 
amount,  followed  by  the  g  equivalent 
weight  and  the  approximate  number  of 
pieces  for  small  pieces  (e.g.,  shrimp)  or 
the  dimension  for  a  large  piece  (e.g., 
fillet  of  fish)  in  parenthesis.  For 
example,  serving  sizes  may  be  declared 


as  3  oz  (84  g/about  5  shrimp)  for  cooked 
shrimp,  3  oz  (84  g/about  one  fillet)  for 
cooked  fish  fillet,  1  oz  (28  g/about  1 
pickle)  for  small  pickles,  and  1  oz  (28 
g/about  1/2  pickle)  for  large  pickles.  - 
This  approach  will  satisfy  the  act  by 
provimng  the  declaration  in  household 
measures  in  terms  of  oz.  K  also  provides 
a  uniform  g  weight  within  and  across 
brands.  This  approach  also  focilitates 
nutrition  comparisons  among  brands. 
Because  many  consumers  stated  that 
they  do  not  imderstand  oz  measure,  the 
approximate  number  of  pieces  or  the 
dimension  allows  consumers  to 
visualize  the  serving  size  in  more  easily 
identifiable  units.  Therefore,  FDA  has 
revised  §  101.9(b)(2)(i)  to  exempt 
products  that  vary  naturally  in  the  unit 
size  such  as  pickles,  shellfish,  whole 
fish,  and  fillet  of  fish.  In  addition,  the 
agency  has  added  a  statement  that 
serving  sizes  for  these  products  shall  be 
expressed  in  the  amount  in  oz  that  most 
closely  approximates  the  reference 
amount  for  the  product  category,  and  a 
second  statement  that  refers 
manufacturers  to  §  101.9(b)(5)  for 
instructions  on  how  to  express  the 
serving  size  in  oz.  The  agency  notes  that 
this  exemption  does  not  apply  to 
processed  products,  such  as  fish  sticks 
and  fish  squares,  where  manufacturers 
can  control  the  piece  size. 

FDA  recognizes  that  imit  sizes  of 
products  in  individual  discrete  imits 
(e.g.,  fish  sticks,  muffins,  sliced 
products)  for  which  the  size  of  the 
product  is  controlled  by  the 
manufacturer,  not  by  nature,  also  vary 
somewhat  from  unit  to  unit  within  the 
package  as  well  as  fix)m  batch  to  batch 
for  the  same  container  size.  This 
variation  is  also  true  for  products  in 
large  discrete  units  (e.g.,  cake,  pizza). 
Therefore,  the  g  weight  of  a  unit  or  a 
fraction  will  vary  from  imit  to  unit  as 
well  as  bom  batch  to  batch.  It  is  thus 
impossible  to  label  accurately  the  g 
weight  that  is  equivalent  to  the 
household  measure  in  each  package. 
FDA  concludes  that  the  most  reasonable 
solution  for  this  problem  is  to  state  the 
average  g-weight  equivalent  of  the  unit 
or  the  fraction  that  represents  the 
serving  size.  To  determine  the  average  g- 
weight  equivalent  of  the  household 
measure,  manufacturers  must  follow  the 
sampling  procedures  in  §  101.9(g)(2)  for 
nutrient  analysis.  The  g-weight 
equivalent  of  a  unit  or  a  fraction  for 
each  package  can  be  determined  by 
dividing  the  net  weight  of  the  package 
in  g  by  the  number  of  units  or  fractions 
in  the  package  or  by  actually  weighing 
the  imits  or  the  fractions.  In  determining 
the  average  g-weight  equivalent,  the 
measurements  should  be  replicated  a 


sufficient  number  of  times  to  ensure  that 
the  average  of  the  measurements  is  truly 
representative  of  the  g-weight 
equivalent  of  the  serving  size  in 
household  measure.  FDA  urges 
manufacturers  to  maintain  records  of  all 
data  and  calculations  used  to  determine 
the  average  g-Weight  equivalent  to 
substantiate  the  parenthetical  metric 
quantity  declared  on  the  label. 

151.  A  comment  bom  a  maraschino 
cherry  trade  association  stated  that 
according  to  the  1991  serving  size 
proposal,  the  serving  size  for 
maraschino  cherries  would  be  1  cherry. 
However,  maraschino  cherries  naturally 
vary  in  size  ranging  bom  4  g  for  a  small 
cherry  to  7  g  for  a  large  chwry 
depending  of  the  locality  of  growth  and 
the  crop  year.  The  comment  contended 
that  because  of  this  natural  variation  in 
the  size  of  cherries,  the  maraschino 
cherry  pad^ers  would  have  to  keep 
changing  the  labels  to  have  the  accurate 
serving  size  information.  In  addition, 
the  comment  stated  that  the  nimiber  of 
servings  per  container  vary  because  of 
the  variation  in  the  cherry  size.  The 
comment  requested  that  FDA  allow  the 
maraschino  cherry  packers  to  use  a 
range  of  values  (e.g.,  4  to  7  g)  for  the 
parenthetical  metric  measure  for  the 
serving  size  and  exempt  the  maraschino 
cherries  from  the  declaratidn  for  the 
number  of  servings  per  container. 

As  for  pickles,  FDA  recognizes  the 
wide  variability  in  the  unit  size  of 
agricultural  commodities  where  the  size 
«6  determined  by  nature,  not  the 
manufactiirer.  As  stated  above,  the  costs 
incurred  in  ensuring  that  the  number  of 
discrete  units  in  the  serving  size 
declaration  would  be  imreasonable 
because  of  the  numerous  labels 
necessary  for  each  product  size.  Unlike 
pickles,  however,  cherries  cannot  have 
a  serving  size  expressed  in  oz  because 
the  reference  amoimt  for  cherries  (4  g) 
is  too  small  to  express  in  oz.  Therefore, 
the  agency  finds  that  the  most 
reasonable  solution  to  this  problem  is  to 
declare  the  serving  size  as  one  cherry 
and  the  pcuvnthetical  metric  measure  as 
the  g-weight  equivalent  of  one  mediiun 
cherry  (e.g.,  1  cherry  (5  g)).  The  number 
of  servings  per  container  would  then  be 
declared  as  the  usual  number  of 
servings  per  size  of  container  (e.g., 
usually  20  servings),  and  the  nutrition 
information  would  thus  be  provided  for 
one  medium  cherry.  The  agency 
recognizes  that  different  size  containere 
hold  different  numbere  of  cherries. 
Therefore,  this  approach  will  require  the 
manufacturer  to  have  one  set  of  labels 
for  each  size  of  container.  Accordingly, 
new  S  101.9(b)(2)(i)  has  been  further 
revised  to  include  the  special  serving 
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size  raqxiirement  for  maraschino 
cherries. 

152.  Several  industry  and  professional 
comments  stated  that  the  serving  size 
for  products  in  discrete  units  (e.g., 
sliced  bread,  frozen  novelties)  should  be 
one  unit. 

FDA  disagrees  with  the  comments. 
Products  in  discrete  units  vary  widely 
in  unit  size.  For  example,  the  unit  size 
for  sliced  bread  varies  from  about  0.3  oz 
to  1.2  oz  and  from  0.4  oz  to  6  oz  for 
muffins.  If  one  unit  were  defined  as  the 
serving  size,  there  would  be  no 
uniformity  in  the  serving  sizes  for 
products  in  discrete  imits.  Furthermore, 
single  units  of  some  of  these  products 
are  too  small  to  be  reasonably 
considered  a  serving. 

The  act  defines  serving  size  as  an 
amount  customarily  consumed. 
Reference  amounts  established  by  this 
regulation  represent  FDA's  best  estimate 
of  the  amounts  customarily  consumed 
for  the  139  product  categories.  To 
provide  flexibility  and  to  ensure  that  the 
serving  size  in  common  household 
measures  is  meaningful  for  speciflc 
types  of  products,  FDA  has  provided 
procedures  in  new  §  101.9(b)(2)  to 
convert  the  reference  amounts  to  the 
label  serving  size.  Therefore,  imless  one 
unit  represents  the  serving  size  for  the 
product  as  determined  from  the 
reference  amount  in  new  S  101.12(b) 
using  the  procedures  in  new 
§  101.9(b)(2),  one  unit  cannot  be  used  on 
the  labels  as  the  serving  size. 

153.  Some  comments  requested  that 
FDA  clarify  serving  sizes  of  packages     * 
within  padeages. 

FDA  advises  that  packages  within  a 
package  (i.e.,  individually  wrapped 
products  in  a  multiserving  container) 
are  considered  to  be  products  in  discrete 
units.  Each  individually  wrapped 
package  (e.g.,  fun  size  candy  bars,  roll 
candies,  tiny  box  of  raisins)  is  one  unit. 
The  serving  size  of  these  products  is  the 
number  of  individual  units  whose  total 
net  content  most  closely  approximates 
the  reference  amount.  FDA  has  revised 
§  101.9(b)(2)(i)  to  clarify  this  point  by 
adding  individually  packaged  products 
within  a  multiserving  package  to  the  list 
of  examples  of  products  in  discrete 
units. 

154.  A  manufecturer  suggested  that 
FDA  change  the  single-serving  unit 
criteria  from  "67  percent  or  more,  but 
less  than  200  percent"  of  the  reference 
amoimt  to  "2/3  or  more,  but  less  than 
twice"  the  reference  amount.  The 
comment  asserted  that  this  modification 
would  avoid  a  difference  of  opinion  as 
to  whether  66.67  percent  should  be 
roimded  to  67  or  should  be  considered 
less  than  67  percent  for  a  single-serving 
determination. 


As  discussed  earlier,  the  common 
standard  proceduro  for  roundta«  is  to 
round  up  values  0.5  or  larger.  Thus. 
66.67  percent  is  considered  to  be  67 
percent.  Therefore,  defining  the  lower 
cutoff  point  as  67  percent  is  as  clear  as 
defining  it  as  2/3,  and  defining  the 
upper  limit  as  less  than  200  percent  is 
as  clear  as  defining  it  as  less  than  twice. 
Since  the  proposed  language  and  the 
suggested  change  are  equally  clear,  the 
agency  has  concluded  that  it  is  not 
necessary  to  modify  the  proposed 
regulatory  language.  Accordingly,  FDA 
has  retained  the  language  for  the  single- 
serving  unit  criteria  as  proposed. 

155.  A  consimier  organization 
requested  that  FDA  clarify  whether,  for 
products  in  discrete  units, 
manufactiuers  must  list  the  nutrition 
information  on  the  basis  of  imits  that 
constitute  the  label  serving  size  (e.g.,  2 
slices)  or  for  the  underlying  reference 
amount  (e.g.,  2  1/2  slices).  The  comment 
contended  that  FDA  should  require 
nutrition  information  for  products  in 
discrete  units  to  be  listed  based  on  the 
former  approach. 

FDA  agrees  that  clarification  is 
needed.  Accordingly,  the  agency  is 
revising  §  101.9(b)(2)(i)  to  state  that, 
except  for  products  that  naturally  vary 
in  size,  the  serving  size  of  discrete-imit 
products  is  the  number  of  whole  units 
that  most  closely  approximates  the 
reference  amount  for  the  product 
category.  This  revision  makes  it  clear 
that  the  serving  size  is  to  be  expressed 
in  whole  numbMsr  of  units  which  was  the 
original  intent  in  the  proposal. 

156.  A  manufocturer  requested  that 
FDA  clearly  state  in  the  preamble  to  the 
final  regulation  that  a  slice  of  cheese, 
whether  or  not  wrapped  individually, 
like  sliced  bread,  constitutes  a  discrete 
unit  for  purposes  of  determining  serving 
size.  The  manufecturer  stated  that  this 
fact  was  evident,'but  ambiguous,  in  light 
of  specific  examples  of  discrete  units 
cited  in  the  1991  serving  size  proposal. 

Because  it  is  impossible  to  provide 
the  entire  list  of  the  products  that  are 
sold  in  discrete  units,  FDA  provided  a 
few  examples  of  products  that  are  sold 
in  discrete  units  in  §  101.9(b)(2)(i)  of  the 
1991  serving  size  proposal.  They 
included  muffins,  sliced  bread,  and 
apples.  The  specific  examples  given  in 
the  1991  serving  size  proposal  were  to 
provide  some  idea  of  what  is  meant  by 
products  in  discrete  units.  The  agency 
included  "sliced  bread"  as  an  example 
to  convey  the  message  that  a  slice  of 
sliced  products  is  a  discrete  unit 
product.  A  slice  of  sliced  cheese  is  thus 
a  discrete  unit  product.  For  clarity,  FDA 
has  modified  the  "slicisd  bread" 
example  to  read  "sliced  products  such 
as  sliced  bread." 


2.  Products  in  large  discrete  units  that 
are  usually  divideid  for  consumption 

FDA  proposed  in  S  101.9(b)(2)(ii)  that 
for  products  in  large  discrete  imits  that 
are  usually  divided  for  consiunptioo 
(e.g..  cake,  pie,  pizza,  melon,  caobage), 
the  serving  size  is  the  fractional  slice  of 
the  food  (e.g..  1/12  cake,  1/8  pie.  1/4 
pizza.  1/4  melon,  1/6  cabbage)  that  most 
closely  approximates  the  reference 
amount  for  the  product  category. 

157.  A  manuractiuer  recommended 
that  the  fractional  slice  should  be 
"geometrically  friendly"  to  consumers. 
T\xe  comment  stated  that  some 
fractional  slices  may  not  be  easy  for  the 
consumers  to  cut  or  visualize.  For 
example,  a  cake  cannot  be  easily  cut 
into  seven  even  slices.  The  comment 
provided  two  separate  lists  of 
"geometrically  friendly"  fractions  in 
support  of  their  position,  one  "for 
products  that  are  not  cut  in  two 
directions"  (e.g.,  round  cakes)  and  one 
for  "products  that  must  be  cut  in  two 
directions"  (e.g.,  sheet  cakes).  A  few 
other  comments  also  expressed  a 
concern  about  odd  fractional  serving 
sizes. 

FDA  recognizes  that  the  proposal 
could  result  in  an  odd  fractional  slice 
such  as  1/7  of  a  cake  or  pie.  The  agency 
agrees  with  the  comment  that  the 
serving  size  for  products  in  large 
discrete  units  should  be  expressed  in 
fitictions  friendly  to  consumere. 
Although  manu&cturen  may  have  a 
means  to  cut  these  products  in  odd 
fractions,  consumen  generally  would 
have  difficulty  in  cutting  them  into 
certain  odd  fractions  such  as  1/7. 

To  rectify  this  problem,  the  agency 
carefully  examined  all  possible 
fivctional  slices  including  those 
suggested  in  the  comment.  FDA  could 
not  directly  adopt  the  two  sets  of 
fractional  schemes  suggested  in  the 
comment  because  the  agency  cannot 
require  that  some  products  be  cut  in  one 
direction  and  others  in  two  directions. 
Contrary  to  the  assumption  in  the 
comment,  some  large,  round  cakes  are 
often  cut  in  two  directions.  The 
fractional  list  provided  by  the 
manufacturer  was  also  inconsistent  in 
that  it  suggested  that  a  square  cake 
could  notbe  divided  into  five  pieces  but 
listed  1/20,  which  is  a  multiple  of  5,  as 
"geometrically  friendly"  for  a  square  or 
rectangular  product. 

For  the  reasons  outlined  above,  FDA 
cannot  directly  adopt  the  list  of 
fractions  suggested  by  the  comment 
However,  the  agency  agrees  with  the 
concept  of  friendly  fractions  and  is 
responding  to  the  spirit  of  the  comment 
by  adopting  a  two-part  scheme  for 
identifying  them.  The  scheme  involves 
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establishing  a  base  set  of  fractions  and 
describing  a  process  for  generating  a 
continuing  set  of  smaller  divisions  of 
the  base  set.  For  the  base  set,  FDA  has 
selected  integer  increases  of  fractions  up 
to  and  including  6  (1/2. 1/3. 1/4. 1/5. 
and  1/6).  The  agency  has  not  included 
1/7,  which  both  FDA  and  the  comment 
recognize  would  be  difficult  to  cut  and 
which  the  comment  did  not  include  in 
either  of  it's  suggested  lists.  This  base 
set  is  consistent  with  the  comment's  list 
of  fractions  for  round  products  but  not 
for  square  and  rectangular  products, 
which  excluded  1/5  as  geometrically 
unfriendly.  The  agency  acknowledges 
that  dividing  a  product  into  five  pieces 
is  more  difficult  than  other  fractions  in 
the  base  set.  However,  the  difference 
between  a  serving  size  of  1/4  and  1/6  of 
a  product  is  substantial  and  therefore 
could  result  in  a  serving  size  that  is  too 
large  or  too  small.  The  comment  also 
included  1/5  as  a  fiiendly  fraction  for 
round  products.  Thus,  the  agency  has 
included  a  1/5  fraction  to  provide  a 
more  reasonable  serving  size  for 
products  that  contain  between  450  and 
550  percent  of  the  reference  amount. 
I    The  process  for  generating  a 
'continuous  set  of  friendly  fractions  is 
based  on  creating  further  divisions  of 
the  base  set.  FDA  and  the  comment  both 
agree  that  it  is  easy  to  divide  objects  into 
two  or  three  pieces.  Therefore,  Uie 
process  selected  for  generating 
additional  fractions  involves  dividing 
any  of  the  base  set  or  any  newly  created 
fractions  by  2  or  3.  Thus  under  this 
scheme,  the  set  of  friendly  fractions 
includes  1/2. 1/3, 1/4. 1/5, 1/6. 1/8. 
1/9. 1/10, 1/12, 1/16,  1/18, 1/20, 1/24, 
1/32. 1/36,  etc.  The  only  fraction 
included  in  the  comment  list  and  not 
included  here  is  1/28  because  it 
involves  a  division  by  7  and  that  was 
not  acceptable  to  the  comment  or  FDA. 
Therefore,  the  agency  excluded  1/28 
from  the  friendly  fractions. 

To  incorporate  the  friendly  fractions 
in  the  regulations,  FDA  has  revised 
§  101.9(b)(2)(ii)  to  read;  "For  products  in 
large  discrete  units  that  are  usually 
divided  for  consumption  *  *  *  the 
serving  size  shall  be  the  fractional  slice 
of  the  food  *  *  •  that  most  closely 
approximates  the  reference  amount  for 
the  product  category.  In  expressing  the 
fractional  slice,  manufacturers  shall  use 
1/2, 1/3. 1/4, 1/5. 1/6.  or  smaller 
fractions  that  can  be  generated  by 
further  division  by  2  or  3." 

F.  Declaration  of  Serving  Size  on  the 
Product  Label 

1.  Label  statement  of  serving  size 

FDA  proposed  in  §  101.9(b)(7)  that  a 
label  statement  regarding  a  serving  shall 


be  the  serving  size  expressed  in 
common  household  measuros  followed 
by  the  equivalent  metric  quantity  in 
parenthesis.  In  addition,  FDA  proposed 
that  serving  sizes  may  be  declared  in  oz 
and  fl  oz  (U.S.  measure),  in  parenthesis, 
following  the  metric  meas\ire  where 
other  common  household  measures  are 
used  as  the  primary  imit  for  serving 
size.  e.g..  1  cup  (28  g)(l  oz). 

158.  Over  100  comments  addressed 
this  issue.  The  majority  supported  the 
use  of  common  household  measures  as 
the  primary  imit  for  the  serving  size. 
About  one-third  of  the  comments  agreed 
that  the  equivalent  metric  quantity 
should  be  required,  and  that 
manufacturers  should  be  allowed  to 
voluntarily  list  the  equivalent  U.S. 
measure.  Comments  disagreeing  with 
the  proposal  varied  widely  as  to  how 
serving  sizes  should  be  stated. 

Several  comments  stated  that  the  U.S. 
measure  should  be  mandatory  in 
addition  to  or  instead  of  the  metric 
measure.  Others  objected  to  voluntary 
declaration  of  the  U.S.  measure  in 
addition  to  the  common  household 
measure,  arguing  that  it  was 
unnecessary,  would  crowd  the  label, 
and  would  be  confusing  to  consumers. 
However,  none  of  the  comments 
presented  any  supporting  data  or 
evidence. 

Several  comments  opposed  the  use  of 
the  metric  measure  arguing  that  U.S. 
consumers  are  not  familiar  with  metric 
measurements,  that  a  g  is  not  commonly 
used  in  food  preparation,  and  that 
declaration  of  the  exact  metric  weight 
might  mislead  consumers  by  implying 
an  accuracy  that  is  often  unachievable 
for  food  products.  Some  suggested 
making  the  metric  measure  optional. 
Other  comments  favored  allowing  only 
one  of  the  three  measures;  some  of  these 
expressed  no  preference  and  others 
specifically  supported  one  of  the  three. 
However,  many  comments  &x)m 
professional  organizations  and 
consumers  supported  listing  the  metric 
measure  parenUietically.  These 
comments  noted  that  the  world  is 
progressively  moving  toward  the  metric 
system,  and  it  is  important  for 
Americans  to  become  familiar  and  feel 
comfortable  with  metric  measurements. 
They  stated  that  using  metric 
measurements  to  declare  serving  sizes 
would  educate  consumers  about  the 
metric  system. 

The  1990  amendments  require  that 
serving  size  be  expressed  in  a  common 
household  measure  that  is  appropriate 
to  the  specific  food.  The  Omnibus  Trade 
and  Competitiveness  Act  of  1988  (Pub. 
L.  100-418)  declares  that  the  metric 
system  is  the  preferred  measurement 
system  for  U.S.  trade  and  commerce. 


Federal  agencies  are  required  to  U8»  the 
metric  system  in  procurement,  grants, 
and  other  business-related  activities  to 
the  extent  economically  fsasible  by  the 
end  of  fiscal  year  1992.  As  discussed  in 
the  1991  serving  size  proposal.  FDA 
needs  a  precise  quantity  statement  (e.g., 
metric  measure),  in  addition  to  the 
common  household  measure,  for 
compliance  purposes  becaiise  of  the 
variabiUty  in  the  quantity  of  different 
brands  in  common  household  units. 
After  carefully  considering  the  statutory 
requirement,  the  Omnibus  Trade  and 
Competitiveness  Act  of  1988,  the  need 
for  a  compliance  measxue,  and  the 
arguments  presented  in  the  comments. 
FDA  concludes  that  the  most 
straightforward  way  to  comply  with  the 
law,  to  fulfill  the  agency's  regulatory 
needs,  and  to  make  the  label  most  \iseful 
to  consumers  is  to  require  the  serving 
size  to  be  declared  in  common 
household  units  followed  by  the 
equivalent  metric  quantity  in 
parenthesis  as  proposed  in  the  1991 
serving  size  proposal. 

Given  the  conflicting  views  in 
comments  on  the  use  of  the  U.S. 
measure,  the  agency  has  decided  to 
make  the  listing  of  the  equivalent  U.S. 
measure  after  the  metric  measure 
voluntary.  Because  of  consumers' 
familiarity  with  U.S.  measiues.  this 
declaration  is  Ukely  to  help  consumers 
understand  the  serving  size.  However. 
because  its  use  is  volimtary,  there  is  no 
reason  to  believe  that  it  will  create  a 
crowding  problem.  Manufacturers  will 
only  include  this  information  if  they 
have  ample  label  space.  Accordingly. 
FDA  is  retaining  in  new  §  101.9(b)(7)  the 
requirement  that  the  label  serving  size 
be  expressed  in  common  household 
measiues.  followed  by  the  metric 
quantity  in  parentheses. 

159.  An  industry  comment  stated  that 
the  parenthetical  listing  of  the 
equivalent  metric  weight  of  the  serving 
size  is  unnecessary  on  those  single- 
serving  containers  for  which  the  metric 
weight  of  the  net  quantity  of  contents  is 
provided  on  the  principal  display  panel. 
The  comment  requested  that  single- 
serving  containers  be  exempted  from 
this  requirement.  The  comment 
contended  that  the  parenthetical  metric 
statement  unnecessarily  uses  valuable 
label  space  for  small  single-serving 
containers. 

FDA  agrees  that  the  parenthetical 
listing  of  the  equivalent  metric  quantity 
is  not  necessary  on  the  single-serving 
containers  when  the  metric  quantity  of 
the  net  quantity  of  contents  is  provided 
on  the  principal  display  panel. 
However,  for  some  products  the  metric 
quantity  for  the  serving  size  and  the 
metric  quantity  for  the  net  quantity  of 
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contents  may  dxBet.  For  example,  the 
serving  size  for  products  packed  or 
canned  in  Uquia  that  is  not  customarily 
consumed  le.g.,  canned  fish,  pickles) 
must  be  expressed  on  a  drained  weight 
basis.  In  this  case,  the  metric  quantity 
on  the  principal  display  panel,  which 
includes  both  the  solids  and  the  liquid, 
may  differ  from  the  parenthetical  metric 
quantity  for  the  serving  size,  which  is 
based  on  the  drained  solids  only.  Thus. 
FDA  has  concluded  that  it  is  reasonable 
to  exempt  single-serving  containers 
from  the  requirement  for  listing  the 
parenthetical  metric  measure  but  only  if 
the  metric  quantity  for  the  net  quantity 
of  contents  is  the  same  as  the  metric 
quantity  for  the  serving  size. 
Accordingly.  FDA  has  revised 
§  101.9(b)(7)  to  reflect  this  conclusion. 

160.  An  industry  comment  stated  that 
because  individual  products  that  belong 
to  the  same  category,  and  thus  have  the 
same  reference  amount,  vary  in  size  and 
shape,  the  parenthetical  metric  measure 
equivalent  to  the  serving  size  in 
household  measure  can  vary  from  brand 
to  brand.  For  example,  g  equivalents  of 
1/4  cup  of  nuts  may  vary  from  30  g  to 
40  g.  Thus,  different  metric  equivalents 
can  be  declared  by  diffierent  brands  for 
the  same  product.  One  brand  may 
declare  30  g  as  the  metric  equivalent 
and  present  the  nutrition  information 
based  on  the  30  g  serving,  and  another 
brand  may  declare  40  g  as  the  metric 
equivalent  and  present  the  nutrition 
information  based  on  the  40  g  serving. 
The  comment  stated  that  this  result  is 
confusing  and  invites  manipulation  of 
the  metric  equivalent  of  the  household 
measure.  The  comment  recommended 
that  FDA  standardize  the  metric 
quantity  of  the  reference  amount  for 
bulk  products  and  have  manufacturers 
declare  an  approximate  household 
measure  that  is  closest  to  that  reference 
amount  (e.g.,  about  1/4  cup  (30  g)). 
Several  other  industry  comments  stated 
that  there  is  no  standard  procedure  for 
determining  g  equivalents  of  household 
measure,  and  that  it  is  difHcult  to 
measure  the  g  weight  of  a  household 
measure  accurately. 

FDA  recognizes  that  the  parenthetical 
metric  equivalents  of  the  household 
measure  of  the  same  food  may  differ  for 
different  brands  due  to  the  differences 
in  the  products'  size  and  shape. 
However,  the  agency  notes  that  the  1990 
amendments  provided  FDA  with  the 
authority  to  establish  the  standards  to 
defme  serving  sizes,  not  specific  label 
serving  sizes.  Standardizing  the 
parenthetical  metric  quantity  on  the 
reference  amount  is  lixe  using  the 
reference  amount  (standard)  as  the  label 
serving  size.  Therefore.  FDA  rejects  this 
'equesL 


However,  the  agency  recognizes  that 
the  procedure  for  determining  metric 
equivalents  of  household  measures 
needs  to  be  standardized,  and  that  there 
is  no  well-established  standard 
procedure  used  by  industry  or  any  other 
organization  for  doing  so.  To  promote 
uniformity  in  label  serving  sizes  in 
household  measures  of  the  same  food 
declared  by  different  manufacturers,  the 
agency  is  providing  Guidelines  for 
Determining  the  Gram  Weight  of  the 
Household  Measure.  The  guidelines  can 
be  obtained  from  Division  of  Nutrition 
(HFF-260).  Center  for  Food  Safety  and 
Applied  Nutrition.  Food  and  Drug 
Administration.  200  C  St  SW., 
Washington.  DC  20204. 

161.  An  industry  comment  requested 
that  FDA  allow  voluntary  labeling  of  the 
number  of  pieces  in  addition  to  the 
serving  size  in  oz  for  products  such  as 
chips  and  nuts. 

FI)A  agrees  that  oz  is  an  appropriate 
household  measure  for  chips.  The 
agency  points  out  that  new 
§  101.90))(5)(iii)  requires  an  appropriate 
visual  unit  of  measure  when  oz  is  used 
as  the  serving  size.  Therefore, 
manufacturers  must  provide  a  visual 
unit  of  measure,  such  as  the  number  of 
chips  or  a  fraction  of  the  package  (e.g.. 
1/4  package),  that  is  equivalent  to  the  oz 
amount  declared. 

FDA  does  not  agree  that  oz  is  the 
common  household  measure  most 
appropriate  for  nuts.  Tlie  agency 
believes  that  cups  is  the  appropriate 
household  measure  for  most  nuts 
because  most  nuts  are  small  in  size  and 
can  be  measured  with  a  cup.  When  cups 
are  used  to  express  the  serving  size  for 
nuts,  the  parenthetical  statement  for  the 
number  of  nuts  is  not  required. 
However,  the  agency  does  not  object  to 
a  manufocturer  voluntarily  providing  an 
additional  visual  measure  such  as  the 
number  of  nuts,  which  may  help 
consumers  better  visualize  the  serving 
size.  For  some  exceptionally  large  nuts 
that  are  hard  to  measure  with  a  cup 
(e.g.,  unshelled  walnuts),  the  agency 
believes  the  number  of  nuts  would  be 
the  most  appropriate  household 
measure. 

162.  A  trade  association  expressed 
concern  that  the  use  of  several 
parentheses  (e.g.,  1  slice  (28  g)  (1  oz)) 
would  make  the  serving  size  statement 
more  difGcult  to  imderstand.  The 
comment  recommended  that  FDA  allow 
the  flexibihty  to  use  commas  and 
slashes. 

FDA  disagrees  with  the  comment. 
Allowing  such  flexibility  would  result 
in  nonuniformity  in  the  declaration  of 
label  serving  sizes  by  different 
manufacturers.  For  example,  the  serving 
size  for  sliced  breads  could  be  expressed 


in  five  different  ways:  1  slice  (28  g)  (1 
oz)  by  brand  A;  1  slice  izti  g.  1  oz)  by 
brand  B;  1  slice  (28  g/1  oz)  by  brand  C; 
1  slice.  28  g,  1  oz  by  brand  D;  and  1 
shce/28  g/1  oz  by  Brand  E.  The  use  of 
these  various  formats  for  this 
declaration  would  be  confusing. 

After  examining  all  possible 
combinations  of  the  formats,  FDA  finds 
that  the  most  desirable  format  is  to 
require  the  presentation  of  all  serving 
size  information  other  than  the 
mandatory  common  household 
measure,  in  one  set  of  parenthesis  with 
the  different  serving  size  statements 
separated  by  slashes,  i.e.,  1  slice  (28  g/ 
1  oz).  This  format  requires  less  space 
than  most  of  the  other  formats  and 
separates  the  household  measure  from 
the  rest  of  the  information.  Therefore, 
FDA  has  modified  §  101.9(b)(7)  to 
require  that  all  serving  size  information, 
other  than  the  mandatory  common 
household  measure,  be  presented  in  one 
set  of  parenthesis  with  the  different 
serving  size  information  separated  by 
slashes. 

163.  An  industry  comment  stated  that 
the  label  statement  example  given  in 
proposed  §  101.9(b)(7)  is  confusing 
because  there  is  no  indication  of  the 
product  for  which  the  example  applies. 

FDA  has  revised  §  101.9(b)(7)  to 
correct  this  oversight  by  adding  a  phrase 
indicating  what  product  was  used  for 
the  example. 

164.  Several  comments  recommended 
that  FDA  allow  voluntary  Usting  of 
nutrient  contents  per  imit  for  products 
that  come  in  discrete  units  (e.g.,  1  slice 
of  bread,  1  doughnut.  1  ice  cream  bar), 
when  the  declared  serving  size  of  a 
multiserving  package  is  more  than  one 
unit.  These  comments  stated  that:  (1) 
Per-unit  nutrition  information  would 
aid  nutrition  professionals  in  providing 
dietary  gmdance  to  their  clients,  and  (2) 
although  two  or  more  units  are 
determined  to  be  the  label  serving  size 
according  to  the  FDA  regulation,  these 
foods  are  clearly  meant  to  be  consumed 
one  unit  at  a  time.  The  comments  said 
that  per-unit  nutrition  information  will 
thus  help  consumers  to  better 
understand  the  nutrient  content  of  the 
food  as  consumed. 

Because  many  products  in  discrete 
units  come  in  small  units,  and  people 
customarily  consume  more  than  one 
unit  per  eating  occasion,  reference 
amounts  of  these  products  are  in 
multiunits  (e.g.,  2  small  doughnuts). 
However,  FDA  recognizes  that  some 
individuals  may  consume  only  one  unit 
at  a  time.  In  addition,  the  serving  sizes 
contained  in  some  dietary  guidance  or 
nutrition  education  documents  (e.g., 
diabetic  exchange  Ust]  are  often 
expressed  in  terms  of  a  single  unit.  In 
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an  attempt  to  make  the  nutrition 
infonnation  <m  these  products  more 
useful  to  those  consumers  w^o  consxune 
only  one  unit  at  a  time  and  to  nutrition 
professionals  who  provide  dietary 
guidance  to  their  clients,  the  agency  has 
revised  S  101.9(bKlO)  to  allow  voluntary 
labeling  of  a  second  column  of  nutrition 
information  on  a  per  unit  besis.  Finally, 
for  individtials  who  consume  multiple 
units  that  diSer  from  the  label  serving 
size,  the  per-unit  labeling  woiild 
facilitate  calculating  the  nutrient 
content  for  any  multiple  of  a  single  unit 

However,  products  in  discrete  units 
vary  greatly  in  size.  Also,  "mini"  or 
"bite"  size  versions  (e.g.,  "mini" 
cookies)  are  gaining  popularity  in  the 
marketplace.  FDA  believes  that  per  unit 
nutrition  information  on  some  of  these 
products  would  be  misleading.  For 
example,  a  "bite"  size  version  of  a 
product  could  be  labeled  as  containing 
zero  fat  or  calories  because  of  FDA's 
roimd-o£f  rules  for  nutrient  declaration, 
when  in  bet.  enough  xxnits  to  constitute 
a  serving  contain  significant  amounts  of 
fat  and  calories.  The  agency,  therefore, 
considers  that  per  unit  labeling  of 
"mini"  or  "bite"  size  products  is 
misleading.  FDA  will  consider 
regulatory  action  under  section  403(a)  of 
,the  act  for  any  misiise  of  this  allowance. 

165.  An  inoustry  comment 
recommended  that  the  serving  size 
declarati(m  should  conform  to  the  rules 
for  the  net  quantity  of  contents  in 

§101.105. 

Most  rules  in  §  101.105  do  not  apply 
to  the  serving  size  regulation.  The 
applicable  portion  of  the  net  quantity 
rule  has  been  incorporated  in  the 
Guidelines  for  Determining  the  &am 
Weight  of  the  Household  Measure 
mentioned  in  new  S  101.9(bK7). 

2.  Definition  of  household  meesxues 

FDA  proposed  in  8 101 .9(b)(5)  to 
define  "common  household  measure" 
or  "common  household  unit"  to  mean 
cup,  tbsp.,  tsp.,  piece,  slice,  fraction 
(e.g.,  1/4  pizza),  oz.  or  other  common 
household  equipment  used  to  package 
food  products  (e.g..  Jar.  tray). 

166.  One  comment  recommended  that 
imlts  other  than  those  listed  in  proposed 
S  101.9(b)(5)  be  allowed  to  be  used  for 
a  common  household  measure,  e.g.,  1 
cake  for  single-serving  cakes,  1  bar  for 
frozen  novelties,  and  1  sandwich  for 

S&DaWiCofiS. 

FDA  advises  that  new  §  101.9(b)(5)(ii) 
allows  the  use  of  1  cake.  1  her.  1 
sandwich,  and  similar  units  for  label 
serving  sizes,  lliese  units  are  examples 
of  "piece"  measurements  for  specific 
products.  FDA  listed  them  as  a  generic 
term  "piece"  because  it  is  not  possible 
to  name  all  common  household 


measures  apprc^riate  for  specific 
products  in  discrete  xmits. 

167.  Because  all  beverages  can  be 
measured  with  a  cup,  the  proposed 
definition  for  the  household  measure 
did  not  include  fl  oz.  Some  comments 
stated  that  it  would  be  helpful  to  have 
fl  oz  measures  fen*  liquids.  Althou^ 
many  consimier  comments  stated  that 
they  do  not  understand  oz  measures, 
they  stated  that  fl  oz  is  known  and 
imderstood.  The  comments  suggested 
that  parts  of  the  public  want  fl  oz  as  a 
measure  for  expressing  serving  sizes. 

FDA  notes  that  fl  oz  is  a  common 
meesure  used  to  express  the  serving 
sizes  of  beverages.  Therefore,  on  the 
basis  of  the  comments,  the  agency 
concludes  that  it  is  appro{»iate  to 
include  fl  oz  in  the  definition  of 
common  household  meesures. 
Accordingly.  FDA  has  revised 
§  101.9(b)(5)  to  include  fl  oz  as  a 
household  measure.  In  addition, 
§  101.9(b)(5)(i)  has  been  modified  to 
allow  beverages  to  express  the  primary 
household  measure  in  fl  os. 

3.  Rules  for  declaring  household 
measures 

168.  FDA  proposed  in  §  101.9(b)(5Xi) 
through  (b)(5)(iv)  a  set  of  rules  that 
manufactiuers  should  follow  in 
expressing  serving  sizes  in  hous^old 
measures.  Most  comments  agreed  with 
the  proposed  rules.  One  comment, 
however,  stated  that  some  foods  would 
be  more  precisely  measured  in  1/3  cup 
increments  rather  than  1/4  cup 
increments  and  requested  that  this 
option  be  added  to  the  final  rule. 

FDA  proposed  to  require  that  cup 
measurements  be  declared  in  1/4  cup 
inoements  to  assure  as  mudi 
uniformity  as  possible  in  label  serving 
sizes  within  a  {woduct  category.  Without 
such  a  rule,  one  manti&cturer  may 
dioose  to  use  1/3  cup  as  the  serving  and 
another  manufacturer  may  choose  to  use 
1/4  cup  for  similar  quantities  of 
products.  To  prevent  sudi 
inconsistencies  in  serving  sixes,  the 
agency  proposed  to  reqxike  that  cup 
measures  be  expressed  in  1/4  cup 
increments.  FDA  has  reexamined  this 
aspect  of  the  proposal.  The  agency 
agrees  with  the  coounent  that  some 
foods  can  be  measured  more  precisely 
in  1/3  cup  increments.  In  addition,  n)A 
recognizes  that  contrary  to  the  agency's 
intention,  1/4  cup  increments  may 
result  in  a  larger  discrepancy  in  label 
serving  sizes  of  different  brands  or 
contribute  to  the  manipulation  of 
serving  sizes  vthien  the  labd  serving  size 
is  on  the  borderline  between  two  sizes. 
One  manufactum  may  declare  1/4  cup 
and  another  manufacturer  may  declare 
1/2  cup  for  similar  quantities  of  a 


product.  Therefore,  FDA  has  concluded 
that  adding  1/3  cup  increments  to  the 
final  rule  is  desirable.  Accordingly.  FDA 
has  revised  §  101.9(bH5)(i)  to  read: 
"Cups,  tablespoons,  at  teaspoons  shall 
be  lued  wherever  possible  and 
appropriate  except  for  beverages.  *  *  * 
Oipe  shall  be  expressed  in  1/4  or  1/3 
cup  iiuaements.  *  *  *." 

169.  Because  common  household 
measures  suc:h  as  cups,  tbep..  and  pieces 
may  not  be  appropriate  for  some  foods, 
FDA  propdsMl  in  §  101.9(b)(5)(iii)  the 
vise  of  oz  as  the  common  household  unit 
for  such  foods.  When  oz  is  used  as  the 
common  ho\isehold  measure  for  serving 
size,  FDA  proposed  that  the  oz 
statement  should  be  accompanied  by  an 
appropriate  visual  unit  of  measure  such 
as  a  dimension  of  a  piece  (e.g..  "about 
1  inch  slice"  for  unsliced  bread).  An 
industry  comment  objected  to  the 
proposed  requirement  for  an 
appropriate  visual  unit  of  measure^JI^ 
comment  stated  that  oz  is  a  unit  of^^ 
measure  that  is  understood  by  the 
public,  and  that  the  parenthetical 
dimensional  measurement  will  only 
confuse  the  consumer*.  The  uoiHinent 
did  not  subnit  any  data  to  support  its 
claim. 

FDA  disagrees  that  oz  is  a  unit  of 
meesure  well  understood  by  the  public. 
Consumer  comments  on  the  1990 
proposal  overwhelmingly  oppoaed  the 
oz  measure  for  serving  sizes.  They 
stated  that  they  did  not  understand  the 
oz  measurement  very  well,  and  \hal  they 
did  not  have  a  scale  to  measure  food. 
They  preferred  common  houadiold 
measiues  such  as  cups,  tbq).,  and 
pieces.  Several  conwimw  comments  on 
the  1991  saving  size  proposal  again 
stated  that  they  did  not  understand  oz 
measurement  Therefore.  FDA  rejects 
the  industry  comment  Based  on  the 
comments,  the  agency  concludes  that 
when  the  oz  measiuement  is  used  as  the 
primary  imit  for  serving  size,  an 
appropriate  vis\ial  unit  of  measure  is 
needed  to  help  consumers  visxialize  tht 
serving  size.  Accordingly,  FDA  has 
retained  the  requirement  for  an 
appropriate  vi^ial  unit  of  measure. 
However,  FDA  has  revised 
§  101.9(b)(5)(iU)  to  permit  the  use  of  a 
fraction  as  a  visual  unit  if  it  is  the 
appropriate  imit. 

170.  FDA  stated  in  §  101.9(b)(5KiiI) 
that  when  oz  is  used  as  the  common 
household  measure  for  serving  size,  the 
oz  measurements  must  be  expressed  in 
0.5-oz  increments  most  closely 
approximating  the  reference  amount, 
with  rounding  indicated  by  use  of  the 
term  "about"  (e.g..  about  2.5  oz). 

A  manufecturer  recommended  that  oz 
measures  should  be  roimded  to  the 
nearest  0.1-os  increment.  The 
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manufacturer  stated  that  since  an 
appropriate  visual  unit  of  measure  is 
required,  there  is  no  need  to  roiuid  the 
oz  measure  to  the  nearest  0.5  oz.  The 
comment  contended  that  when 
consumers  complained  about  fractional 
numbers,  it  is  because  they  have  no 
means  of  visualizing  what  quantity  the 
weight  represents,  "nierefore,  as  long  as 
they  have  a  visual  description, 
consumers  would  not  object  to  fractions. 
The  comment  further  stated  that  under 
the  proposal,  products  weighing  from  22 
to  35  g  would  all  be  listed  as  "about  1 
oz."  In  addition,  a  product  with  an  exact 
serving  size  of  64  g  would  declare 
"about  2.5  oz"  whereas  a  product  with 
an  exact  serving  size  of  63  g  would 
declare  "about  2  oz."  The  manufacturer 
stated  that  it  would  be  a  disservice  to 
metric  education  in  this  country  if 
people  thought  that  a  1  g  diffierence  was 
a  1/2  oz  difference.  Because  listing  g 
quantities  will  be  mandatory,  the 
manufacturer  felt  that  more  exact  oz 
measures  need  to  be  used,  e.g..  in 
increments  of  0.1  oz. 

FDA  advises  that  the  proposed 
§  101.9(b)(5)(iii)  applies  to  the  oz 
measure  when  it  is  used  as  the  primary 
serving  size.  It  does  not  apply  to  the 
parenthetical  oz  measure  equivalent  to 
the  metric  measure  that  is  provided 
voluntarily  by  the  manufacturer  (see 
§  101.9(b)(7)).  The  nonuniformity  in  the 
oz  measure  described  in  the  comment 
(i.e..  about  2  oz  for  63  g  and  about  2.5 
oz  for  64  g)  would  not  occur  when  oz 
is  used  as  the  primary  serving  size 
because  in  determining  the  reference 
amounts.  FDA  made  sure  that  the  values 
would  be  in  0.5-oz  increments. 
However,  in  expressing  the  reference 
amounts  in  g.  FDA  rounded  the  g 
quantity  to  the  nearest  5  g  for  quantities. 
Therefore,  some  reference  amounts  will 
not  convert  to  exactly  0.5-oz  increments. 
For  example,  30  g  reference  amount 
would  be  translated  to  about  1.1  oz.  To 
prevent  the  use  of  odd  decimals  and 
unusually  accurate  fractional  numbers 
for  the  primary  serving  size,  the  agency 
proposed  to  require  in  §  101.9(b)(5)(iii) 
that  oz  measures  be  expressed  ir  0.5-oz 
increments.  When  oz  is  used  as  the 
primary  serving  size,  the  main  purpose 
is  to  be  a  reference  for  consumers. 
Comments  from  consumers  have 
strongly  objected  to  odd  decimals  and 
fractions  (55  FR  29517  at  29524.  July  19. 
1990)  (56  FR  60394  at  60411,  November 
27. 1991).  Therefore,  the  agency 
concludes  that  the  primary  serving  size 
should  be  expressed  in  0.5-oz 
increments  to  be  meaningful  to 
consumers.  Accordingly.  FDAhas 
retained  the  0.5-oz  incremental  rule  in 


§  101.9(b)(S)(iii)  when  oz  is  used  as  the 
primary  serving  size. 

In  the  1991  serving  size  proposal, 
FDA  did  not  speciRcally  address  how  to 
express  voluntary  parenthetical  labeling 
of  the  oz  measure  that  is  equivalent  to 
the  primary  household  measure.  The  oz 
measure  in  this  case  can  be  any  decimal 
quantity  (e.g..  1.4  oz.  2.2  oz.  5.1  oz). 
These  oz  measures  are  not  the  primary 
serving  size  required.  They  represent 
the  equivalent  oz  quantity  that 
corresponds  to  the  metric  quantity 
declared.  For  example,  the  primary 
measure  would  be  the  household 
measure  followed  in  parentheses  by  the 
g  equivalent  weight.  At  the 
manufactiuw's  discretion,  the 
equivalent  oz  quantity  coidd  also  be 
included.  The  primary  measure  is 
presented  in  household  units  or 
common  fractions  of  household  imits 
(1/4  cup)  that  are  familiar  and 
meaningful  to  consumers.  For  secondary 
measures,  it  is  important  that  the 
equivalent  oz  quantity  be  an  accurate 
reflection  of  the  primary  household 
measure,  and  it  is  less  important  to 
round  to  even  divisions  since  the 
primary  measure  is  "consumer 
friendly."  Therefore.  FDA  concludes 
that  it  is  desirable  to  have  a  more 
accurate  oz  quantity  and  has  modified 
§  101.9(b)(7)  to  provide  that  the  oz 
quantity  equivalent  to  the  metric 
quantity  should  be  expressed  in  0.1  oz 
increments. 

For  the  same  reason,  it  is  important 
that  the  g-weight  equivalent  be  an 
accurate  reflection  of  the  primary 
household  measiue.  In  the  1991  serving 
size  proposal,  the  agency  did  not 
provide  specific  guidelines  for 
expressing  the  parenthetical  g-weight 
equivalent  of  the  household  measure. 
Because  the  product  categories  in  ne'w 
§  101.12(b)  have  been  expanded  to 
include  spices  and  herbs  that  have  very 
small  serving  sizes  (usually  less  than  1 
g).  the  agency  has  concluded  that  it  is 
particularly  important  to  provide 
guidelines  for  expressing  the  g-weight 
equivalent  of  the  household  measure,  so 
that  the  parenthetical  g-weight 
equivalent  would  accurately  reflect  the 
primary  household  measiire.  The  agency 
is  providing  the  following  guidelines  for 
expressing  the  parenthetical  g-weight 
equivalent:  For  a  parenthetical  g-weight 
of  5  g  or  more,  the  values  should  be 
expressed  in  the  nearest  whole  number 
of  g.  For  a  parenthetical  g-weight  of  2  g 
or  more  but  less  than  5  g,  the  values 
should  be  expressed  in  0.5-g 
increments.  This  incremental  rule  is 
consistent  with  the  incremental  rule  in 
%  101.9(bKS)  for  the  number  of  servings 
per  container  for  products  that  contain 
2  or  more  servings  but  less  than  5 


servings  per  container.  For  a 
parenthetical  g-weight  of  less  than  2  g. 
the  values  should  be  expressed  in  0.1- 
g  increments.  Accordingly,  FDA  ha 
revised  §  101.9(b)(7)  to  read- 

A  label  statement  regarding  a  serving  shall 
be  the  serving  size  expressed  in  common 
household  measure  *  *  *  followed  by  the 
equivalent  metric  quantity  in  parenthesis 

*  "  •  The  g  quantity  equivalent  to  the 
household  measure  should  be  rounded  to  the 
nearest  whole  number  except  for  quantities 
that  are  less  than  5  g.  The  g  quantity  between 
2  and  5  g  should  be  rounded  to  the  nearest 
0.5  g  and  the  g  quantity  less  than  2  g  should 
be  expressed  in  0.1  g  increments.  In  addition, 

serving  size  may  be  declared  in  oz  and  fl  oz 

•  •  • 

171.  A  consumer  organization 
recommended  that  FDA  require 
manufacturers  to  roimd  up  the  label 
serving  size  when  the  reference  amoimt 
is  0.5  oz.  For  example,  0.5  oz  should  be 
rounded  up  to  1  oz.  1.5  oz  up  to  2  oz. 
and  so  forth. 

FDA  disagrees  with  the  comment. 
Such  rounding  would  introduce  large 
errors  in  the  label  serving  size,  and  the 
label  serving  sizes  would  not  reflect  the 
amount  customarily  consumed.  For 
example,  rounding  0.5  oz  to  1  oz  would 
introduce  100  percent  error  and 
rounding  1.5  oz  to  2  oz  would  introduce 
33  percent  error.  Accordingly,  FDA  has 
not  adopted  this  recommendation. 

172.  A  manufacturer  recommended 
that  the  serving  size  for  a  single-serving 
container  should  be  the  net  weight  of 
the  container,  and  that  it  should  not  be 
rounded  to  the  nearest  0.5  oz.  The 
comment  pointed  out  that  if  this  were 
not  the  case,  the  serving  size  of  a  single- 
serving  container  having  a  net  weight  of 
7.2  oz  will  state  7  oz.  The  comment  said 
that  such  a  discrepancy  would  be 
confusing. 

FDA  points  out  that  new  8 101.9(b)(5) 
allows  manufacturers  to  use  oz  as  the 
serving  size  only  if  cups.  tbsp..  tsp..  or 
units  such  as  piece,  slice,  tray,  jar,  and 
fraction  cannot  be  used.  The  household 
unit  most  appropriate  for  a  single- 
serving  container  is  the  description  of 
the  container  itself  (e.g.,  tray,  package, 
carton,  or  box),  not  oz.  Therefore,  the 
serving  sizes  of  single-serving 
containers  must  be  stated  in  tray, 
package,  carton,  or  a  similar  uQit 
appropriate  for  the  specific  container. 
Accordingly,  the  rounding  rule  in  new 
§  101.9(b)(5)(iii)  does  not  apply  to  the 
single-serving  containers. 

173.  Some  consumers  requested  that 
FDA  standardize  abbreviations  used  on 
the  label. 

FDA  advises  that  new  §  101.9(b)(7) 
standardizes  abbreviations  for  units 
(e.g.,  g,  mL)  if  a  manufacturer  elects  to 
use  abbreviations. 
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4.  Labeling  of  "meal-type"  products 

FDA  proposed  in  §  101.9(b)(3)  that  the 
serving  size  for  "meal-type"  products, 
as  defined  in  §  101.13(1)  of  the  nutrient 
content  claims  proposal,  be  the  entire 
content  of  the  package. 

174.  Several  comments  requested  that 
the  entire  content  of  "meal-type" 
products  that  come  in  multiserving 
containers  (e.g.,  lasagna,  pizza)  not  be 
required  to  be  labeled  as  one  serving. 

FDA  agrees  with  the  comment. 
Accordingly,  the  agency  is  revising 
§  101.g(b)(3)  to  exclude  multiserving 
containers.  The  agency  also  notes  that  it 
has  revised  §  101.13(1)  of  the  nutrient 
content  claims  regulation,  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  by  dividing  these  products 
into  two  categories,  meal  products  and 
main  dish  products,  and  adopting  new 
definitions  for  these  products.  For 
clarification,  FDA  advises  that  the 
serving  size  for  a  multiserving  product 
that  has  a  reference  amount  in  new 
§  101.12(b)  must  be  determined 
according  to  provisions  in  §101. 9(b).    . 
even  if  these  products  are  classified  as 
a  "meal  product"  or  a  "main  dish 
product"  in  new  §  101.13(1)  and  (m). 
FDA  also  notes  that  for  products  that  do 
not  meet  the  definition  of  "meal 
product"  or  a  "main  dish  product," 
claims  will  be  evaluated  according  to 
the  reference  amount  in  new  §  101.12(b) 
applicable  to  the  product. 

To  reflect  the  reclassification  and  new 
definitions  of  "meal  product"  and 
"main  dish  product"  in  new  §  101.13(1) 
and  (m),  and  for  clarity,  FDA  has 
revised  §  101.9(b)(3)  to  read:  "Serving 
size  for  meal  products  and  main  dish 
products  as  defined  in  §  101.13(1)  and 
(m)  of  this  chapter  that  come  in  single- 
serving  containers  as  defined  in 
paragraph  (b)(6)  of  this  section  shall  be 
the  entire  content  (edible  portion  only) 
of  the  package.  Serving  size  for  meal 
products  and  main  dish  products  in 
multiserving  containers  shall  be  based 
on  the  reference  amount  applicable  to 
the  product  in  §  101.12(b)  if  the  product 
is  listed  in  §  101.12(b).  Serving  size  for 
meal  products  and  main  dish  products 
in  multiserving  containers  that  are  not 
listed  in  §  101.12(b)  shall  be  based  on 
the  reference  amount  according  to 
§  101.12(f)." 

175.  One  comment  requested  that 
FDA  require  dual  declaration,  per 
serving  and  per  100  g,  on  "meal-type" 
products  to  facilitate  nutrition 
comparisons  of  these  products  on  an 
equal  basis  and  to  ensure  "a  level 
playing  field." 

FTDA  disagrees  with  the  comment.  The 
agency  recognizes,  that  because  many  of 
these  products  are  used  interchangeably 


in  the  diet,  consiuners  may  want  to 
compare  nutritional  values  of  these 
products.  "Meal-type"  products 
(reclassified  and  redefined  as  "meal 
product"  and  "main  dish  product"  in 
new  §  101.13(1)  and  (m))  encompass  a 
wide  variety  of  products  which  vary  in 
product  characteristics.  Hierefore,  these 
products  differ  greatly  in  amounts 
customarily  consumed.  The  agency 
believes  that  nutrition  information  per 
serving  derived  from  the  reference 
amount  applicable  to  each  type  of  these 
products  facilitates  nutrition 
comparisons  of  these  products  on  an 
equal  basis  in  terms  of  the  amoimt  used 
in  the  diet.  In  addition,  the  1990 
amendments  do  not  provide  the 
authority  to  require  nutrition 
information  per  100  g  or  100  mL  basis. 
Accordingly,  FDA  has  not  adopted  the 
recommended  modification.  (However, 
the  agency  notes  that  under  new 
§  101.13(1)  and  (m),  the  eligibility  of 
such  products  to  bear  nutrient  claims 
vfill  he  determined  on  a  per  100  g  basis.) 

176.  Several  industry  conunents 
suggested  that  frozen  entrees  packaged 
in  separate  pouches  that  contain  more 
than  one  distinct  food  per  package  (e.g., 
rice  or  pasta  with  sauce  or  toppings) 
should  be  classified  as  "meal-type" 
products  rather  than  mixed  dishes. 

For  the  purpose  of  determining  the 
label  serving  size,  the  agency  considers 
these  "pouch-type"  frozen  entrees  to  be 
"mixed  dishes"  rather  than  "meal-type" 
products.  The  components  of  these 
frozen  entrees  are  packaged  separately 
for  technical  reasons,  such  as 
differences  in  required  cooking  times  for 
the  di^erent  components  and  better 
preservation  of  the  texture  and  flavor 
during  storage.  However,  the 
components  from  all  pouches  in  a 
package  are  consumed  as  one  product 
like  other  products  in  the  mixed  dishes 
categories.  The  only  difference  between 
the  "pouch-type"  products  and  other 
mixed  dishes  is  that  different 
components  of  the  "pouch-type" 
products  are  packaged  in  separate 
pouches  vyrithin  the  container,  while  all 
components  of  the  other  type  of  mixed 
dishes  are  packaged  in  one  container. 
There  is  no  difference  in  the 
characteristics,  usage,  or  the  manner  of 
consumption  between  these  two  types 
of  products. 

However,  if  a  "pouch-type"  product 
meets  the  definition  of  "meal  product" 
or  "main  dish  product"  in  new 
§101.13(1)  and  (m)  of  the  final         ^ 
regulation  on  nutrient  content  claims,  it 
will  be  classified  as  such  for  the 
evaluation  of  whether  the  product 
qualifies  to  bear  a  nutrient  content 
claim.  If  a  "pouch-type"  product  does  • 
not  meet  the  definition  of  "meal 


product"  or  "main  dish  product."  its 

aualification  for  claims  virill  be  based  on 
le  reference  amoimt  of  the  specific 
product. 

5.  Labeling  of  variety  padcs 

FDA  proposed  to  require  in 
§  101.9(b)(4)  that  a  variety  pack,  such  as 
a  package  containing  several  varieties  of 
single-serving  padcages  or  a  product 
having  two  or  more  compartments  with 
each  compartment  containing  a  difierent 
food,  provide  nutrition  information  for 
each  variety  or  food  per  serving  size  that 
is  derived  fittm  the  reference  amount 
applicable  to  each  variety  or  food. 

177.  One  comment  requested  that 
FDA  revise  the  proposed  rule  on  the 
labeling  of  variety  packs  to  state  that 
nutrition  labeling  ^ould  be  based  on 
the  individual  serving  actually  in  each 
inner  container  rather  than  serving  size 
derived  from  the  reference  amoimt. 

FDA  advises  that  as  long  as  each  inner 
package  meets  the  requirements  for  the 
single-serving  unit  as  defined  in 
§  I01.9(b)(2)(i).  the  content  of  each  inner 
package  is  one  serving.  Thus,  the 
nutrition  information  would  be  based 
on  the  content  in  each  inner  package. 
Many  variety  packs  contain  different 
products  that  differ  in  reference 
amounts.  Therefore,  to  determine 
whether  each  inner  package  qualifies  for 
the  single-serving  unit,  manufacturers 
must  use  the  reference  amount 
applicable  to  each  product. 
Accordingly,  FDA  has  not  adopted  the 
comment's  request.  However,  for  clarity. 
FDA  has  revised  §  101.9(b)(4)  to  read: 
"A  variety  pack  such  as  a  package 
containing  several  varieties  of  single- 
serving  units  as  defined  in  paragraph 
(b)(2)(i)  of  this  section  •  *  *  shall 
provide  nutrition  information  for  each 
variety  or  food  per  serving  size  that  is 
derived  from  the  reference  amount  in 
§  101.12(b)  applicable  for  each  variety  or 
food  and  the  procedures  to  convert  the 
reference  amount  to  serving  size  in 
paragraph  (b)(2)  of  this  section." 

6.  Labehng  of  foods  for  special  dietary 
use 

In  the  preamble  to  the  1991  serving 
size  proposal  (56  FR  60394  at  60408). 
FDA  tentatively  concluded  that  the 
serving  size  requirements  that  applied 
to  foods  intended  for  weight  control  or 
weight  reduction,  available  in  the 
marketplace,  should  also  apply  to  the 
products  sold  only  to  enrollees  of  a 
weight  control  program.  The  agency  also 
stated  that  it  would  not  object  if 
products  available  only  as  par^  of  a 
weight-control  program  provided  dual 
columns  of  nutrition  information  based 
on  the  reference  amoimt  and  the  serving 
size  prescribed  by  the  program. 
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178.  A  consumer  organization 
supported  the  proposal  but 
recommended  that  FDA  require  both  the 
nutrition  information  and  the  product's 
qualiRcation  for  claims  to  be  based  on 
the  reference  amount.  Industry 
comments  obiected  to  the  proposed 
requirement.  A  manufacturer  of  weight- 
control  products  requested  that  FDA 
allow  manufacturers  of  portion 
controlled  or  other  products  that  are 
part  of  a  weight-control  or  weight- 
maintenance  plan  to  base  serving  sizes 
on  amounts  specified  under  such  plans 
and  not  necessarily  on  serving  sizes 
derived  from  reference  amounts  in  new 
§  101.12(b).  Comments  from  the 
providers  of  weight-control  programs 
requested  that  FDA  allow  them  to 
determine  serving  sizes  that  are 
consistent  with  the  meal  plans  for 
products  that  are  available  only  through 
the  weight-control  program.  The 
comments  asserted  that  if  portion 
controlled  pnxiucts  are  required  to  use 
the  same  serving  size  as  for  the  regular 
counterpart,  it  could  lead  to 
overconsumption  of  these  foods  and 
defeat  the  purpose  of  the  program.  The 
comments  claimed  that  the  dual 
labeling  proposed  by  FDA  could  be 
confusing.  A  nutrition  professional 
organization  also  stated  that  dual 
columns  of  nutrition  information  on 
these  products  may  be  confusing. 

FDA  has  given  careful  consideration 
to  all  arguments  presented  in  the 
comments  on  this  issue.  To  ensure  that 
the  labeling  is  not  misleading,  the 
serving  sizes  for  all  foods  available  in 
the  marketplace  to  the  general  public, 
including  those  intended  for  weight- 
control  or  weight-reductions,  must  be 
based  on  the  reference  amount  in  new 
§  101.12(b).  However,  the  agency  also 
finds  that  for  weight-control  products 
that  are  available  only  as  part  of  a 
weight-control  program,  the  use  of  a 
serving  size  that  differs  from  the  serving 
size  for  the  meal  plan  may  be  confusing 
to  the  enrollees  and  may  undermine  the 
purpose  of  the  program.  Therefore,  the 
agency  concludes  that,  for  products  that 
are  available  only  through  the  weight- 
control  program  and  are  not  available  at 
a  general  retail  store,  it  is  in  the  best 
interest  of  the  enrollees  of  the  weight- 
control  program  to  have  labeling  that  is 
consistent  with  the  meal  plan  of  the 
program  in  order  to  avoid  any  potential 
confusion  about  the  serving  size.  FDA 
has  revised  §  101.9(b)(2)  to  exempt 
products  that  are  both  intended  for 
weight-control  and  available  only 
through  weight-control  or  weight- 
maintenance  programs.  To  avoid  any 
confusion  with  the  general  retail 
products,  manufacturers  are  required  to 


label  their  products  as  "for  sale  only 

through  the program"  (fill 

in  the  blank  with  the  name  of  the 
appropriate  weight-control  program, 
e.g..  Smith's  Weight  Control),  on  the 
principal  display  panel.  If  these 
products  are  also  available  at  the  retail 
market,  the  serving  size  derived  from ' 
the  reference  amount  must  be  used. 
FDA  advises  that  qualification  of  these 
products  for  nutrient  content  or  health 
claims  will  be  based  on  the  reference 
amount,  not  the  serving  size  determined 
by  the  provider  of  the  weight -control 
program. 

In  addition.  FDA  advises  that  the 
label  statements  regarding  the 
usefulness  of  these  products  in  reducing 
or  maintaining  body  weight  are  subject 
to  the  provisions  in  new  §  105.66  of  the 
nutrient  content  claims  regulation 
published  elsewhere  is  this  issue  of  the 
Federal  Register. 

C.  Declaration  of  Number  of  Servings 
Per  Container 

FDA  proposed  in  §  101.9(b)(8)  that  a 
manufacturer,  in  declaring  the  number 
of  servings  per  container,  may  use  either 
of  the  two  options  listed  in  that  section, 
choosing  the  one  most  meaningful  for  a 
specific  product.  The  options  proposed 
were:  (1)  Declare  serving  size  as  the 
approximate  whole  household  measure 
that  results  in  a  whole  number  of 
servings  in  the  container  (e.g.,  serving 
size:  approximately  1/2  cup;  number  of 
servings  per  container:  10)  or  (2)  declare 
the  serving  size  in  the  exact  household 
measure  and  the  approximate  number  of 
servings  per  container  (e.g.,  serving  size: 
1/2  cup;  number  of  servings  per 
container:  approximately  10).  In  either 
case.  FDA  proposed  to  require  that 
whole  numbers  of  servings  be  used  with 
the  exception  of  random  weight 
products.  For  random  weight  products. 
FDA  proposed  to  use  "varied"  for  the 
number  of  servings  per  container 
provided  the  nutrition  information  is 
based  on  the  reference  amount 
expressed  in  oz. 

179.  Most  comments  supported  the 
proposed  requirements  for  the 
declaration  of  the  number  of  servings 
per  container.  However,  several 
comments  objected  to  rounding  the 
number  of  servings  to  the  nearest  whole 
number.  The  comments  argued  that 
rounding  to  the  nearest  whole  number 
does  not  accurately  account  for  the 
actual  number  of  servings  in  a  container 
and  in  many  cases  would  significantly 
distort  a  container's  contents,  especially 
for  packages  containing  between  1.5  to 
4.5  servings.  Some  of  the  comments 
acknowledged  that  many  consumers  do 
not  like  fractional  numbers  of  servings 
on  the  label  but  argued  that  this  dislike 


results  primarily  from  the  use  of  odd 
decimal  fractions  (e.g.,  2.7  servings)  and 
from  fractional  numbers  of  servings  on 
packages  typically  consumed  in  their 
entirety  (e.g..  1.5  servings  on  a  12  fl  oz 
can  of  soda).  The  comments  stated  that 
rounding  to  the  nearest  0.5  servings 
would  be  understood  by  virtually  all 
consumers.  A  fiew  comments  suggested 
that  at  the  very  best,  FDA  should  permit 
rounding  to  the  nearest  half-serving  for 
packages  containing  4.5  servings  or 
fewer. 

FDA  acknowledges  that  consumer 
objections  to  the  fractional  number  of 
servings  may  be  the  result  of  the  use  of 
odd  fractional  numbers  of  servings  and 
of  their  use  on  products  typically 
consumed  in  their  entirety.  The  agency 
agrees  that,  for  packages  containing  4.5 
servings  or  less,  the  number  of  servings 
in  0.5-increments  would  reflect  more 
closely  the  number  of  servings  in  the 
container.  For  larger  containers,  the  0.5  '^ 
serving  difference  between  the  next 
lower  or  next  higher  whole  number  is  a 
smaller  relative  percentage  of  the  total 
number  of  servings  in  the  package  and, 
therefore,  reflects  an  unrealistic  and 
meaningless  precision  (e.g.,  8.5  servings 
or  28.5  Servings)  because  the  number  of 
servings  are  approximations.  For  this 
reason,  FDA  has  revised  §  101.9(b)(8)  to 
allow  fractional  servings  on  packages 
containing  between  2  and  5  servings. 
This  procedure  would  reduce  the  errors 
in  the  number  of  servings  per  container 
to  a  maximum  of  about  12  percent  (2.24 
servings  rounded  to  2  servings)  or  less. 

179a.  Several  comments  addressed 
the  two  options  proposed  in 
§  101.9(b)(8)  for  declaring  the  number  of 
servings  per  container.  A  comment  from 
a  trade  association  stated  that  the  two 
options  would  provide  manufacturers 
flexibility  in  deciding  the  number  of 
servings  per  container  appropriate  to 
their  food  products  end  providing  the 
consumer  with  the  most  useful  serving 
size  information.  Other  comments  from 
industry,  consumers,  and  consumer 
organizations  expressed  concern  about 
providing  an  option.  They  stated  that 
allowing  the  two  options  would  result 
in  different  serving  sizes  (and  thus 
different  nutrition  information)  for 
different  brands  of  the  same  food, 
making  nutrition  comparisons  of 
different  brands  difficult.  One  consumer 
organization  contended  that  it  is  more 
important  for  consumers,  especially 
those  on  medically-prescribed  diets,  to 
know  the  exact  serving  size  that  is  the 
basis  for  the  nutrition  information  than 
the  exact  number  of  servings.  These 
latter  comments  recommended  that  FDA 
require  manufacturers  to  list  the  exact 
serving  size  and  an  approximate  number 
of  servings  per  container. 
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Vlthough  the  two  options  would 
provide  flexibility  to  manufacturers, 
FDA  recognizes  that  it  would  result  in 
nonuniformity  in  serving  sires  of 
different  brands  of  the  same  food.  The 
agency  also  agrees  with  the  latter 
comments  that  it  is  more  important  to 
have  the  exact  serving  size  than  the 
exact  number  of  servings.  Many 
comments  on  the  1991  serving  size 
proposal  stated  that  the  serving  size 
regulation  should  facilitate  nutrition 
comparisons  of  different  brands. 
Therefore.  FDA  has  revised  S  101.9(b)(8) 
to  require  the  exact  serving  size  and  the 
approximate  number  of  servings. 

180.  Most  comments  approved  of 
permitting  the  "varied"  declaration  for 
the  nimiber  of  servings  on  random 
weight  products.  However,  one 
comment  from  a  consumer  organization 
expressed  concern.  The  comment 
argued  that  the  "varied"  declaration  is 
unnecessary  because  random  weight 
products,  such  as  cheese,  are  usually 
priced  per  pound,  and  the  retailer  or 
manufacturer  must  weigh  a  package  of 
cheese  to  determine  the  price.  The 
comment  contended  that  once  the 
weight  has  been  measured,  the  servings 
per  container  can  be  easily  calculated. 

FPA  agrees  that  random  weight 
products  are  usually  priced  by  weight, 
and  that  the  retailer  or  manufacturer 
must  weigh  the  product  first  to  price  it. 
However,  because  these  products  vary 
widely  in  weight,  it  would  be  difficult 
for  retailers  and  manufactiuers  to  have 
labels  printed  with  the  niunber  of 
servings  per  container  unless  they  have 
automated  label  machines  that  print  the 
number  of  servings  as  they  print  the 
weight.  Therefore,  it  would  be 
unreasonable  to  require  all  retailers  and 
manufacturers  to  include  the  number  of 
servings  on  random  weight  products. 
Accordingly,  FDA  is  retaining  the 
"varied"  declaration  for  the  number  of 
servings  on  random  weight  products. 
However,  the  agency  encourages  the 
retailers  and  manufactiuers  to  label  the 
number  of  servings  per  container  if  they 
have  automated  machines  or  some 
means  to  provide  the  information. 

181.  A  few  comments  suggested  that 
FDA  permit  an  optional  declaration  of 
"typical  number  of  servings"  with  the 
term  "varied"  on  random  weight 
packages.  The  comments  contended  that 
an  approximate  number  of  servings  per 
container  could  help  consumers 
determine  the  approximate  number  of 
servings  contained  in  the  package. 

FDA  agrees  with  the  comment. 
Accordingly,  FDA  has  revised 
§  101.9(b)(8)  to  allow  voluntary  labeling 
of  the  "typical  number  of  servings" 
when  "varied"  is  used  to  declare  the 
number  of  servings  per  container,  e.g.. 


"varied  (usually  5  servings)"  or  "varied 
(usually  4  to  6  servings)."  The  agency 
encoiirages  manufacturers  to  provide 
the  typical  number  of  servings 
whenever  feasible. 

182.  Several  conunents  from  the 
pickle  industry  stated  that  the  size  and 
shape  of  the  vegetables  used  to  make 
pickles  vary  widely  as  a  result  of 
numerous  fectors,  including  the  variety, 
weather  conditions,  and  maturation 
when  harvested.  The  comment 
contended  that  pickles  are  random 
weight  products  and  should  be  allowed 
to  use  "varied"  for  the  niunber  of 
servings  per  container. 

FDA  disagrees  with  the  comments. 
Products  that  contain  individual  units 
in  the  container  that  vary  in  size,  such 
as  pickles,  are  not  random  weight 
products  because  the  net  quantity  of  the 
container  size  remains  constant. 
Random  weight  products  are  those 
products  that  are  sold  in  units  whose 
net  quantity  of  contents  is  random,  e.g., 
cheese.  In  the  case  of  random  weight 
cheese,  the  number  of  servings  is 
difficult  to  estimate  because  the  net 
quantity  of  content  vary  widely  from 
package  to  package  of  the  same  product. 
Because  the  container  size  of  pickles 
(and  thus  the  net  quantity  of  contents) 
is  constant,  pickle  manufacturers, 
unlike  cheese  manufacturers,  can  have  a 
label  printed  for  each  size  of  the 
container.  Therefore,  FDA  is  not 
allowing  a  "varied"  declaration  on 
pickles. 

However,  because  the  serving  size  for 
pickles  will  be  based  on  the  drained 
solids,  the  net  quantity  of  the  drained 
solids  in  the  same  size  container  may 
vary  somewhat  because  of  the  variation 
in  th<j  size  and  shape  of  pickles. 
Consequently,  the  number  of  servings 
per  container  may  vary  somewhat  for 
different  containers  of  the  same  size. 
Therefore,  FDA  has  revised  §  101.9(b)(8) 
to  allow  declaration  of  the  typical 
number  of  servings  per  container  (e.g., 
usually  5  servings)  for  canned  products 
that  naturally  vary  in  imit  size,  and  the 
serving  size  is  required  to  be  expressed 
on  the  drained  solids  basis  (e.g., 
pickles). 

183.  A  few  comments  from  the 
produce  industry  requested  that  FDA 
clarify  in  the  serving  size  regulation  that 
raw  fixiits  and  vegetables  are  exempt 
from  declaring  the  number  of  servings 
per  container. 

FDA  advises  that  raw  fruit,  vegetables, 
and  fish  are  exempt  from  mandatory 
nutrition  labeling  requirements  under 
new  §  101.9(j)(l0)  (see  document 
entitled  "Food  Labeling:  Mandatory 
Status  of  Nutrition  Labeling  and 
Nutrient  Content  Revision"  published 
elsewhere  in  this  issue  of  the  Federal 


Register).  These  foods  are  subject  to  the 
guidelines  of  the  voluntary  nutrition 
labeling  program  in  $  101.45.  Section 
101.45(b)(3)  states  that  the  number  of 
servings  per  container  need  not  be 
included  in  nutrition  labeling  of  raw 
fruit,  vegetables,  and  fish.  Accordingly, 
there  is  no  need  to  cover  this  exemption 
in  new  §  101.9(b). 

184.  A  manufacturer  requested  that 
FDA  confirm  in  a  preamble  statement  to 
the  final  rule  that  the  product  of  the 
number  of  servings  multiplied  by  the 
parenthetical  metric  equivalent  of  the 
serving  size  is  not  expected  to  precisely 
equal  the  net  quantity  of  the  product 
declared  on  the  principal  display  panel. 

FDA  concurs  with  the  comment's 
statement  It  is  true  for  two  reasons:  (1) 
An  oz  is  defined  differently  for  the  net 
quantity  of  content  regulation  than  for 
the  serving  size  regulation,  and  (2)  the 
number  of  servings  are  usually  an 
approximate  number.  One  oz  is  defined 
as  28.3452  g  for  the  determination  of  the 
net  quantity  of  contents  (Ref.  39)  and  28 
g  for  the  purpose  of  labeling  serving 
size.  j 

H.  Other  Related  Issues 

1.  "As  packaged"  versus  "as  consxuned" 
as  the  basis  for  the  nutrition  information 

In  §  101.9(b)(9)  of  the  1991  serving 
size  proposal.  FDA  proposed  that  the 
declaration  of  nutrient  content 
information  shall  be  on  the  basis  of  food 
as  packaged  or  purchased  with  the 
exception  of  those  products  that  were 
specifically  excluded.  Additionally, 
FDA  encouraged  manufacturers  to 
voluntarily  provide  the  nutrient  content 
of  their  products  on  an  as  consumed 
basis  using  package  directions  for 
preparation  (56  FR  60394  at  60413). 

185.  Several  comments  supported  the 
proposed  rule.  A  health  professional 
organization  strongly  opposed  nutrition 
labeling  on  an  as  prepared  (i.e.,  as 
consumed)  basis  because  nutrition 
information  should  reflect  the  content  of 
food  in  the  package  that  consumers  are 
selecting  and  purchasing.  A  consumer 
comment  stated  that  all  nutrition 
information  should  be  based  on  food  as 
packaged.  Anything  beyond  that 
becomes  the  consumer's  responsibility. 

Many  other  comments  objected  to  the 
proi>osal  for  basing  the  nutrition 
information  of  the  products  that  require 
further  preparation  before  consumption 
(e.g.,  dry  mixes)  on  an  as  packaged 
basis.  The  comments  requested  that 
FDA  require  that  nutrition  information 
on  these  products  be  provided  on  an  as 
consimied  basis.  The  comments 
contended  that  because  these  products 
cannot  be  eaten  in  the  form  packaged 
and  often  require  adding  additional 
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ingredients,  nutrition  information  on  an 
as  packaged  basis  is  not  meaningful  to 
consumers.  Some  comments  argued  that 
nutrition  information  on  an  as  packaged 
basis  does  not  allow  consumers  to  make 
informed  comparisons  between  similar 
products  in  different  forms  (prepared 
and  dry]  and  provides  no  incentive  for 
manufecturers  to  develop  preparation 
directions  in  support  of  current  dietary 
recommendations.  A  manufacturer 
argued  that  the  nutrition  information  on 
an  as  packaged  basis  for  products  that 
require  the  addition  of  oUier  ingredients 
often  imderestimates  the  nutritional 
contribution  of  the  product  in  the  total 
daily  diet  because  it  does  not  include 
the  nutrient  contribution  of  other 
ingredients  added  in  the  preparation  for 
consumption.  The  comment  contended 
that  in  these  cases,  as  packaged 
information  violates  the  1990 
amendments  that  require  the  nutrition 
information  to  be  conveyed  in  a  manner 
which  enables  the  public  to  imderstand 
its  relative  significance  in  the  context  of 
a  total  daily  diet. 

Some  comments  from  the  popcorn 
industry  objected  to  nutrition  labeling 
on  an  as  packaged  basis  because:  (1) 
Popcorn  is  inedible  as  packaged,  and  (2) 
some  of  the  fat  that  is  added  to 
microwave  popcorn  to  facilitate 
popping  sticks  to  the  bag  after  popping 
and  is  therefore  not  consumed. 
Nutrition  labeling  on  an  "as  packaged" 
basis  would,  therefore,  overstate  the  fist 
content  as  consumed. 

Several  comments  also  asserted  that 
the  qualification  of  a  product  for 
nutrient  content  claims  should  be  based 
on  the  product  "as  prepared." 
Comments  stated  that  nutrient  content 
claims  based  on  the  product  as 
packaged  could  be  misleading  on  those 
products  that,  when  prepared  according 
to  package  directions,  would  not  meet 
the  criteria  for  the  claim  on  an  "as 
prepared"  basis. 

Other  comments  suggested  that 
products  that  require  the  addition  of 
ingredients,  such  as  dry  cake  mixes, 
should  list  nutrition  information  on 
both  an  "as  packaged"  and  an  "as 
prepared"  basis.  The  comments 
contended  that  if  they  did  not,  labeb 
that  list  the  fat  and  sodiimi  contents  as 
"0"  (zero)  would  lead  consumers  to 
believe  that  these  products  are  bt  firee 
or  sodium  fi'ee  when  eaten,  even  though 
fat  and  salt  must  be  added  according  to 
thepreparation  directions. 

FDA  does  not  agree  with  the 
comments  that  suggested  that  FDA 
should  require  nutrition  information  on 
an  "as  prepared"  basis.  The  agency  has 
found  that  it  cannot  regulate  products  as 
effectively  on  an  "as  preparea"  basis. 
For  example,  many  products  that 


require  further  preparation  before 
consumption  require  the  addition  of 
ingredients.  The  nutrient  content  of  a 
particular  ingredient  may  vary  from 
brand  to  brand  (e.g.,  diffeient  brands  of 
butter  may  vary  in  sodium  content; 
different  brancu  of  Eats  and  oils  may 
vary  in  satiu^ted  fatty  add  content).  In 
addition,  manufacturers  often  provide 
multiple  directions  for  preparation  (e.g.. 
using  different  types  of  fats,  several 
directions  for  preparing  different  foods 
such  as  pancakes,  waffles,  and  biscuits). 
There  may  be  no  obvious  or  rational 
basis  for  the  agency  to  determine  which 
set  of  directions  should  be  used  to  check 
the  accuracy  of  the  nutrition 
information.  Furthermore,  a  product 
may  be  used  by  consumers  in  many 
different  ways,  and  the  agency  has  no 
control  over  how  a  product  is  used  after 
purchase. 

However,  FDA  recognizes  that  it 
would  be  helpful  to  oiake  comparisons 
of  foods  in  their  prepared  state  (e.g.. 
prepared  package  saiad  dressing  and 
bottled  salad  dressing).  Therefore,  for 
the  benefit  of  the  consumers  who  follow 
the  package  directions  in  preparing 
these  products,  the  agency  continues  to 
encourage  manufacturers  to  voluntarily 
provide  nutrient  information  on  their 
products  on  an  as  prepared  basis,  using 
the  package  directions  in  preparing  the 
food,  and.  in  the  case  of  multiple 
directions,  using  the  directions  that 
represent  the  major  usage  of  the 
product.  The  agency  agrees  that  such 
voluntary  information  may  provide  an 
incentive  for  manufacturers  to  develop 
methods  of  preparation  that  support 
dietary  recommendations. 

The  agency  disagrees  with  the 
comment  that  "as  packaged"  nutrition 
information  violates  the  1990 
amendments  because  the  "as  packaged" 
information  underestimates  the 
nutritional  contribution  of  the  product 
to  the  total  daily  diet.  Section  403(q)(l) 
of  the  act  states  that  nutrition 
information  is  to  be  provided  on  "a  food 
intended  for  human  consumption  and  is 
oBend  for  sale  *  *  *"  (emphasis  added). 
Thus,  the  manufacturer  has  the 
responsibility  to  provide  nutrition 
information  on  the  product  as  offered 
for  sale.  Once  the  product  is  purchased 
and  other  ingredients  are  adoed,  the 
packaged  product  becomes  a  different 
product.  Therefore,  the  contribution  of  a 
product  to  a  total  daily  diet  must  be 
evaluated  in  terms  of  the  nutrient 
content  of  the  product  in  the  package  as 
sold. 

With  regard  to  the  comments  about 
the  nutrition  labeling  of  unpopped 
popcorn,  the  agency  notes  that  popcorn 
is  no  different  than  other  foods  that 
require  further  preparation  before 


consumption  (e.g.,  cake  mixes,  pancake 
mixes)  and  that  are  required  to  provide 
nutrition  information  on  an  as  packaged 
basis.  Therefore,  no  special  provisitm  is 
needed  for  unpopped  popcorn.  The 
agency  notes,  however,  that 
§  101.9(b)(10)(iii)  permits  a  second 
column  on  nutrition  information  on 
popcorn  products  in  multiserving 
containers  on  a  per  cup  popped  basis. 

As  for  the  fat  in  microwave  popcorn, 
the  agency  notes  that  the  amount  of  fet 
that  is  retained  with  the  popcorn  may 
vary  depending  on  the  popping 
conditions  and  equipment  used. 
Therefore,  the  agency  cannot  monitor 
compliance  on  an  as  consumed  basis. 

In  regard  to  comments  that  nutrient 
content  claims  should  be  based  on  the 
product  "as  prepared."  FDA  notes  that 
it  did  not  address  this  issue  in  either  the 
1991  serving  size  proposal  or  the 
proposal  entitled  "Nutrient  Content 
Claims,  General  Principles,  Petitions. 
Definition  of  Terms"  (56  FR  60421, 
November  27. 1991).  The  agency  does 
not  believe  that  the  1990  amendments 
contemplated  regiilation  of  claims  on 
products  as  prepared  by  the  consuimer. 
Section  403(r)  of  the  act  focuses  on 
claims  for  nutrients  in  the  food  that  is 
offered  for  sale.  Moreover,  regulation  oii 
an  "as  prepared"  basis  would  raise 
significant  compliance  problems. 
However,  the  agency  does  agree  that  a 
nutrient  content  claim  could  be 
misleading  if  directions  for  use  of  the 
packaged  product  specify  the  addition 
of  ingredients  that  would  result  in  the 
finished  edible  product  no  longer 
meeting  the  criteria  fcv  the  claim.  If  FDA 
finds  that  a  problem  exists  in  the 
marketplace  after  implementation  of 
these  final  rules,  the  agency  will 
consider  further  rulemaking  under 
section  403(a)  of  the  act. 

Likewise.  FDA  did  not  propose  to 
require  that  a  product  that  requires  the 
addition  of  ingredients  declare  nutrition 
information  on  both  an  as  purchased 
and  an  as  prepared  basis,  and.  as 
discussed  previously,  the  agency  does 
not  believe  that  it  is  appropriate  to  do 
so. 

186.  Some  comments  stated  that /or 

Eroducts  where  water  must  be  added 
efore  the  product  can  be  consumed 
(e.g.,  dry  soup  or  noodle  mixes),  the 
nutrition  information  should  be  based 
on  the  rehydrated  product. 

FDA  advises  that  water  contains  some 
minerals.  In  its  final  rule  on  the 
declaration  of  sodium  content  in 
nutrition  labeling,  the  agency  revievred 
and  discussed  data  on  the  sodium 
content  of  the  U.S.  water  supplies  (49 
FR  15510  at  15524).  The  data  showed 
that  sodium  ranged  from  less  than  3  mg 
to  approximately  52  mg  per  6  fl  oz. 
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However,  to  prevent  the  introduction  of 
error  in  the  analysis  of  a  product  for 
compliance  purposes,  the  agency  is 
denying  this  request. 

187.  A  health  professional 
organization  recommended  that  for 
products  where  choice  in  the 
preparation  method  can  markedly  alter 
its  nutritional  content,  nutrition 
information  on  the  product  as  prepared 
should  be  provided  through  educational 
point  of  purchase  materials  or  in  places 
on  the  n^C^ge  other  than  the  nutrition 
label.  J 

FDA  has  no  objections  to  the 
placement  of  nutrition  information 
other  than  that  required  in  the  nutrition 
label  on  other  places  on  the  label  or  in 
labeling  (such  as  point  of  purchase 
materials).  However,  the  agency  has  no 
authority  to  require  such  information. 
Accordingly,  no  action  is  being  taken  on 
this  comment. 

2.  Nutrition  information  on  a  drained 
solids  basis 

Food  consumption  data  showed  that 
the  liquid  in  foods  such  as  canned  Hsh, 
canned  maraschino  cherries,  pickled 
fruits,  olives,  and  canned  or  pickled 
vegetables  is  not  customarily  consumed. 
Therefore,  FDA  proposed  in 
§  101.9(b)(9)  to  require  that  the 
declaration  of  nutrient  and  food 
component  content  of  such  foods  be 
based  on  the  drained  solids. 

188.  Comments  from  a  food 
manufacturer  and  a  trade  association 
opposed  the  proposal  for  basing 
nutrition  information  on  a  drained 
solids  basis  for  beans,  potatoes,  and 
vegetables  canned  in  liquid.  The 
comments  contended  that  upon  cooking 
starch  and  other  nutrients  are  released 
into  the  packing  medium.  The 
comments  argued  that  because  the 
entire  contents  of  the  container  is 
frequently  consumed,  information  on  a 
drained  weight  basis  would  be 
misleading.  One  comment  submitted 
data  from  a  marketing  survey  showing 
that  a  large  percentage  of  people  use  the 
liquid. 

FDA  agrees  with  the  comment  that  the 
marketing  survey  showed  that  a  large 
percentage  of  people  use  the  liquid  and 
that  the  liquid  also  contains  nutrients 
(Ref.  64).  Accordingly,  the  agency  has 
deleted  canned  beans,  potatoes,  and 
vegetables  from  the  list  of  foods  in  new 
§  101.9(b)(9)  that  are  exempted  from  the 
■requirement  for  nutrition  information 
on  an  "as  packaged"  basis  and  has 
"modified  footnote  6  for  Table  2  in  new 
§  101.12(b)  to  reflect  this  change. 
Canned  beans,  potatoes,  and  vegetables 
will,  therefore,  be  required  to  provide 
nutrition  information  on  an  "as 
packaged"  basis. 


189.  An  industry  comment  stated  that 
the  liquid  that  is  present  in  "Alaska" 
canned  salmon  is  the  natural  juice  that 
has  cooked  out  of  the  fish  during 
thermal  processing,  and  no  additional 
hquid  is  added  to  "Alaska"  canned 
salmon.  The  comment,  therefore, 
asserted  that  nutrition  information  for 
canned  salmon  should  be  on  an  "as 
packaged"  basis. 

FDA  agrees  with  the  comment  that 
nutrition  information  on  canned  salmon 
to  which  Uquid  has  not  been  added  for 
canning  should  be  based  on  an  as 
packaged  basis.  Accordingly,  the  agency 
has  revised  the  footnote  to  Table  2  in 
new  §  101.12(b)  so  that  canned  sahnon 
that  is  not  in  a  liquid  packing  medium 
is  required  to  be  labeled  on  an  "as 
packaged"  basis.  Canned  salmon  that  is 
in  a  liquid  packing  medium  is  subject  to 
being  labeled  on  a  drained  weight  basis. 
The  revised  footnote  reads:  "If  packed 
or  canned  in  liquid  *  *  *." 

3.  Miscellaneous  issues 

190.  A  manufacturer  requested  that 
FDA  install  a  toll-free  telephone  niunber 
regarding  questions  on  the  reference 
amounts. 

FDA  advises  that  budgetary 
constraints  do  not  allow  for  \he 
installation  of  a  toll-free  telephone 
number  to  assist  manufacturers  in  any 
aspect  of  the  implementation  of  these 
final  rules.  However,  agency  personnel 
will  respond  to  the  maximum  extent 
possible  to  all  written  or  telephone 
requests  for  assistance.  In  addition,  the 
agency  intends  to  prepare  materials  to 
assist  manufacturers  in  implementing 
these  regulations  as  well  as  the 
educational  materials  to  assist 
consumers  in  understanding  and  using 
the  new  nutrition  labels. 

7.  Listing  of  a  Second  Column  of  Values 

1.  Listing  nutrient  contents  based  on 
100  g,  100  mL,  1  oz,  or  1  fl  oz 

FDA  proposed  in  §  101.9(b)(10)  that 
another  column  of  figures  may  be  used 
to  declare  the  nutrient  and  food 
component  information  on  the  basis  of 
100  g  or  100  mL  or  of  1  oz  or  1  fl  oz 
of  the  food  as  packaged  oi  pim:hased. 

191.  Most  comments  on  this  issue 
supported  voluntary  labeling  of  a 
second  column  of  values  on  a  uniform 
basis.  These  comments  reasoned  that 
the  second  column  of  values  provides 
nutrition  information  on  a  uniform 
basis,  which  aids  consumers  in  making 
nutrition  comparisons  of  different 
products.  Some  comments  that 
supported  voluntary  labeling  of  a 
second  column  of  values  stated  that 
FDA  should  not  provide  two  choices  for 
the  basis  of  the  second  column. 


Comments  that  addressed  the  choice  for 
the  basis  of  the  second  colunm  preferred 
100  g  or  100  mL  over  1  oz  or  1  fl  oz. 
These  comments  stated  that  nutrition 
information  per  100  g  (or  mL):  (1)  May 
be  useful  for  persons  on  a  special  diet 
for  medical  refwons,  (2)  may  assist 
consumers  in  understanding  the  metric 
system,  or  (S)  is  the  only  presentation  of 
nutrition  information  internationally 
understood.  One  international  comment 
stated  that  nutrition  information  per  100 
g  should  be  mandatory,  and  the 
information  per  serving  should  be 
voluntary.  Another  international 
comment  stated  that  nutrition 
information  per  100  g  or  100  mL  should 
be  allowed  on  European  products.  A 
domestic  comment  stated  that  the 
second  column  of  values  per  100  g  or 
100  mL  should  be  mandatory. 

Comments  objecting  to  the  use  of  a 
second  column  stated  that:  (1)  The 
second  column  of  values  would  be 
confusing  to  consumers  or  is  too  much 
information,  thus  contributing  to  label 
clutter,  (2)  consumers  may  not 
understand  why  this  information  is  on 
the  label  or  understand  how  this 
quantity  differs  bom  a  typical  serving 
size,  (3)  consumers  may  have  httle  need 
to  compare  100  g  of  mustard  with  100 
g  of  a  12  oz  frozen  dinner,  or  (4)  it  is 
not  necessary  to  add  a  second  coliunn 
on  a  per  100  g  or  100  mL  basis  for  the 
reason  of  international  harmonization 
because  every  coxmtry  has  its  own 
unique  label  requirements.  Comments 
argued  that  because  of  these  vastly 
different  requirements,  it  is  virtually 
impossible  to  use  U.S.  labels 
internationally. 

FDA  has  given  careful  consideration 
to  all  arguments  for  and  against  the 
second  column  of  values  presented  in 
the  comments.  To  facilitate  comparison 
of  the  nutritional  composition  of 
different  products,  the  agency  agrees 
that  it  would  be  desirable  to  have  a 
uniform  basis  for  the  second  column. 
However,  for  consistency  with  USDA's 
regulation,  the  agency  has  decided  to 
retain  the  two  choices  for  the  basis  of 
the  second  column  as  proposed. 

FDA  disagrees  with  the  comment  that 
stated  that  the  second  column  of  values 
per  100  g  or  100  mL  should  be 
mandatory.  The  1990  amendments  do 
not  mandate  such  a  requirement. 
Further,  nutrition  information  per  100  g 
or  100  mL  is  not  meaningful  for  many 
foods  that  are  customarily  consxuned  in 
small  quantities  (e.g.,  croutons,  crackers, 
cream  and  cream  substitutes,  sugar, 
butter,  margarine,  oil,  and  condiments) 
and  dry  mixes  (e.g..  dry  beverage 
mixes).  Therefore,  the  agency  has  not 
adopted  this  recommendation. 
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FDA  is  not  persuaded  that  the 
declaration  of  nutrition  information  in  a 
second  coliunn  on  a  per  lOOg or  100  mL 
basis  should  be  prohibited.  The 
provision  is  voluntary:  therefore, 
manu&ctiirers  who  do  not  wish  to 
present  the  second  colunm  of  values  are 
not  required  to  provide  it  However,  the 
presence  of  the  information  could  help 
to  facilitate  comparisons  between  types 
of  foods.  While  one  comment  stated  that 
there  is  little  need  to  compare  100  g  of 
foods  which  would  not  be  used 
interchangeably  (e.g.,  mustard  and 
frozen  dinner),  FDA  notes  that 
facilitation  of  nutrition  comparisons  is 
intended  for  difhtent  products  which 
are  used  interchangeably  in  the  diet. 

Considering  the  wei^t  of  the 
comments  supporting  the  second 
column  of  values  on  a  uniform  basis, 
FDA  believes  that  voluntary  labeling  of 
a  second  column  of  values  is  desirable. 
This  information  will  enable  those  who 
desire  the  information  to  benefit  from  it. 
Additionally,  in  response  to  comments 
that  said  a  second  column  would  be 
confusing,  FDA  intends  to  follow 
publication  of  these  final  rules  with 
consumer  education  activities  about  the 
new  food  labeling  requirements.  This 
education  initiative  will  assist 
consumers  in  imderstanding  the  utility 
of  a  second  column  of  values  based  on 
100  g,  100  mL.  1  oz.  or  1  fl  oz  and 
should  minimize  consumer  confusion. 

Therefore.  FDA  has  retained 
§  l0l.9(bKi0)  as  proposed  and 
redesignated  as  §  101.9(b)(10)(i). 

2.  Mandatory  listing  of  nutrient  contents 
for  a  use  that  differs  in  quantity  by  two- 
fold or  greater  from  the  use  upon  which 
the  reference  amount  was  based 

FDA  proposed  in  §  101.9(b)(ll)  that  if 
a  product  is  promoted  on  the  label, 
labeling,  or  advertising  for  a  use  that 
differs  in  quantity  by  twofold  or  greater 
from  the  use  upon  which  the  reference 
amount  was  based  (e.g.,  liquid  cream 
substitutes  promoted  for  use  with 
breakfast  cereals),  the  manufacturer 
must  provide  a  second  column  of 
nutrition  information  based  on  the 
amount  customarily  consumed  for  the 
promoted  use  in  addition  to  the 
nutrition  information  per  serving 
derived  from  the  reference  amount  in 
§  101.12(b). 

192.  Two  comments  from  consumer 
and  nutrition  professional  organizations 
supported  the  proposal.  One  of  the 
comments  recommended  that  FDA  also 
require  dual  colimins  of  values  on  foods 
"that  are  consumed  in  two  quantities 
that  differ  by  two-fold  or  greater,  as  long 
as  the  alternative  use  occurs  at  least  25 
percent  of  the  time."  To  illustrate  the 
point,  the  comment  cited  the  use  of 


liquid  cream  substitutes  in  coffee  versus 
on  cereal  or  fruit  On  the  other  hand,  a 
comment  bom  a  trade  assodation 
argued  that  this  approach  is  not 
required  under  the  act  and  could 
severely  hamper  traditional  marketing 
techniques  and  reduce  the  flow  of 
helpful  information  to  consumers.  They 
further  stated  that  such  a  requirement  is 
simply  unworkable,  particularly  for 
nondiscrete  bulk  products  packaged  in 
multiservlng  containen  (e.g.,  floiir, 
sugar,  multipurpose  baking  mixes). 
Many  manufacturers  make  recipes 
available  to  the  consumer  throtigh 
labeling  (e.g.,  recipe  booklets)  and 
advertising.  Many  of  these  recipes  are 
for  the  use  of  modiGed  substitutes  in 
regular  recipes,  such  as  lower  fat 
alternatives.  Manufacturers  may  also 
promote  multiple  uses  of  their  products, 
some  of  which  may  suggest  the  use  of 
the  quantity  of  the  product  by  twofold 
or  greater  than  the  reference  amount.  In 
such  circumstances,  the  manufacturer 
could  not  possibly  Label  the  amount 
customarily  consumed  for  every 
promoted  use.  Under  such  a  rule, 
manufacturers  will  be  less  likely  to 
promote  several  tjrpes  of  legitimate  uses 
for  their  products.  The  comment  stated 
that  FDA  should  not  discourage  the 
dissemination  of  information  that 
consumers  find  useful  and  informative. 

FDA  disagrees  -that  in  addition  to 
requiring  dual  columns  for  promoted 
uses,  FDA  should  also  require  dual 
columns  for  alternative  uses  that  occur 
at  least  25  percent  of  the  time.  Many 
foods  are  used  for  more  than  one 
purpose,  and  it  is  not  always  possible 
for  manufacturers  to  determine  which 
uses  constitute  25  percent  or  more  of  the 
total  usage  of  the  food  and  to 
continually  monitor  trends  in  usage 
with  this  kind  of  precision. 
Consequently,  FDA  is  not  requiring  dual 
columns  based  on  percentage  of  use  of 
the  food. 

However,  FDA  does  find  that  this 
situation  must  be  addressed.  Section 
403(q)  of  the  act  defines  a  serving  size 
to  be  an  amount  customarily  consumed. 
In  some  cases,  such  as  the  example 
given  in  proposed  §  101.9(b){ll)  of 
cream  substitutes,  the  reference  amount 
for  the  product  category  in  §  101.12(b) 
clearly  does  not  represent  the 
customarily  consumed  amount  for  the 
product's  promoted  use  on  breakfast 
cereal.  Thus,  a  separate  customarily 
consumed  amount  is  needed  for  the 
promoted  use  according  to  the 
definition  of  the  serving  size  under  the 
act.  In  addition,  the  agency  notes  that 
under  403(a)  of  the  act.  the  nutrition 
information  based  on  the  reference 
amoimt  (1  tbsp.)  for  the  Uquid  cream 
substitute  example  is  misleading  for  its 


promoted  use  with  breakfast  cereals  (1/ 
2  cup).  Therefore.  FDA  believes  that  it 
has  legal  authority  under  section  403(a) 
and  (q)  of  the  act  to  require  dual 
columns  of  values  based  on  the 
customarily  consumed  amoimt  for  each 
use. 

Finally.  FDA  agrees  with  the 
comment  that  stated  that  it  is 
unreasonable  to  require  multiple 
columns  of  values  for  some  nondiscrete 
bulk  products  that  are  used  primarily  as 
ingredients  (e.g.,  flour,  sweeteners, 
shortenings,  oils),  traditionally  used  for 
multipurposes  (e.g.,  eggs,  butter, 
margarine),  and  multipurpose  baking 
mixes  (e.g..  mixes  with  multiple  recipes) 
because  tbe  products  are  promoted 
generically  and  are  hsted  in  hundreds  of 
recipes  and  requiring  hundreds  of 
columns  would  be  impractical  and 
impossible. 

Accordingly,  in  regard  to  dual 
columns,  in  new  §  101.g(b)(ll),  FDA  has 
retained  the  requirement  for  dual 
labeling  for  products  that  are  promoted 
for  a  use  that  differs  by  twofold  or 
greater  hum  the  use  upon  which  the 
reference  amount  is  based.  Howevw.  the 
agency  has  added  a  statement  that 
specifically  exempts  certain  foods  from 
this  requirement  for  dual  labeling: 
nondiscrete  bulk  products  used 
primarily  as  ingredients  (e.g..  flour* 
sweeteners,  shortenings,  oils)  or 
traditionally  used  for  multipurposes 
(e.g.,  eggs,  butter,  margarine),  and 
multipurpose  baking  mixes. 

193.  A  trade  association  objected  to 
the  use  of  advertising  to  determine 
whether  a  second  column  of  nutrition 
information  is  required  under 
§101.9(b)(ll).  , 

The  agency  advises  that  it  views 
advertising  as  evidence  of  how  the 
manufacturer  intends  the  product  to  be 
used.  If.  as  discussed  in  the  preceding    ' 
comment,  this  use  is  significantly 
different  than  the  use  on  which  the 
reference  amount  is  based,  the 
provisions  of  new  §  101.9(bj(l  1)  are 
triggered.  Accordingly.  FDA  is  not 
making  the  suggested  change.        j 

/.  Use  of  Serving  Size  to  Evaluate 
Nutrient  Content  and  Health  Claims 

FDA  proposed  in  $101. 12(g)  to 
require  that  the  reference  amount  be 
used  in  determining  whether  a  product 
meets  the  criteria  for  nutrient  content 
claims,  such  as  "low  calorie,"  and  for 
health  claims.  However,  the  agency 
noted  that  label  serving  sizes  often  difbr 
from  the  reference  amounts.  Thus, 
products  that  meet  the  criteria  for  a 
claim  on  a  reference  amount  basis  may 
not  qualify  on  a  serving  size  basis.  For 
example,  a  soft  drink  that  contains  30 
mg  of  sodium  per  reference  amount  (240 
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mL)  meets  the  criteria  far  a  "my  low 
sodium"  claim  (less  than  or  equal  to  35 
mg  per  8  fl  oz  (240  mL)).  A  12-fl  oz 
single-serving  container  of  this  soft 
drink,  however,  contains  50  mg  of 
sodium  and,  therefore,  would  not 
qualify  for  the  "very  low  sodium" 
daim.  For  these  products,  FDA 
proposed  that  IxAh  the  reference  amount 
and  the  label  serving  size  be  used  to 
determine  whether  the  product  meets 
FDA  triteria  for  a  claim.  The  agency 
also  discussed  another  option  based 
solely  on  the  reference  amount  plus  a 
disclaimer  and  solicited  comments  on 
both  options. 

194.  Many  comments  supported  the 
proposal  to  base  claims  on  both  the 
reference  amount  and  the  label  serving 
size.  However,  numerous  comments 
from  the  food  industry,  nutrition 
professionals,  Government,  and 
consumers  contended  that  claim 
evaluations  for  all  products  should  be 
based  solely  on  the  reference  amount. 
The  comments  argued  that  claims 
should  reflect  the  true  characteristics  of 
the  product,  and  that  a  product  that 
quahfies  for  a  claim  should  be  able  to 
bear  the  claim  on  all  container  sizes. 
According  to  these  comments,  using 
both  the  reference  amoimt  and  the  label 
serving  size  as  criteria  will  result  in  a 
product  that  would  be  able  to  bear  a 
claim  for  one  container  size  but  would 
not  be  able  to  bear  the  same  claim  for 
another.  Tlie  comment  stated  that  such 
inconsistency  in  the  use  of  claims  for 
the  same  product  in  different-sized 
containers  would  be  confusing  to 
consumers  and  should  not  be  permitted. 
Some  of  these  comments  suggested  that 
FDA's  concern  about  the  misleading 
claims  could  be  alleviated  by  requiring 
a  statement  of  the  basis  for  the  claim 
along  with  the  claim  on  a  product  that 
meets  the  criteria  only  on  the  basis  of 
the  reference  amount,  e.g..  "very  low 
sodium,  35  mg:  or  less  per  8  fl  oz." 

As  discussed  in  the  1991  serving  size 
proposal  (56  FR  60394  at  60412).  there 
are  advantages  and  disadvantages  to 
both  options.  After  careful  consideration 
of  the  comments  received  and  of  the 
advantages  and  disadvantages  of  both 
options,  FDA  concludes  that  the  most 
reasonable  solution  for  this  issue  is  to 
base  claim  evaluations  on  the  reference 
amount  and  to  require  a  disclaimer  with 
the  claim.  FDA  agrees  with  the 
comments  that  claims  should  reflect  the 
true  characteristics  of  a  product,  and 
those  characteristics  do  not  change  if 
the  product  is  packaged  in  a  different 
size  container.  Thus,  it  is  appropriate  to 
use  the  standard  established  by  FDA, 
the  reference  amount,  as  the  basis  for 
tivaluating  claims.  However,  FDA  also 
'ecognizes  that  products  packaged  in 


containers  that  differ  from  the  reference 
amount  may  contain  an  amount  of  the 
nutrient  significantly  difiiarmt  from  the 
amount  on  which  the  claim  is  based 
(e.g.,  50  mg  of  sodium  in  a  12-fl  oz 
containcffmat  can  claim  "very  low 
sodium"  since  it  contains  only  35  mg 
sodium  per  8  fl  oz).  In  order  to  not  be 
misleading,  FDA  agrees  with  die 
comments  suggesting  that  a  disclaimer 
that  includes  a  statmnent  of  the  basis  for 
the  claim  is  appropriate  on  such 
products.  The  agency  recognizes  that 
consumers  may  not  readily  tmderstand 
the  significance  of  the  disclaimer  (i.e.. 
that  it  is  alerting  them  to  the  fact  that 
the  product  does  not  meet  the  criteria 
for  the  claim  on  the  basis  of  the  label 
serving  size).  The  agency  intends  to 
inform  consumers  about  the  meaning  of 
various  claims  on  product  labels 
through  nutrition  education  activities 
that  will  follow  the  pubUcation  of  the 
final  regulations  for  food  labeling. 
Accordingly.  FDA  has  revised 
§  101. 12(^  to  base  the  qualification  for 
a  claim  on  the  reference  amount  and  to 
require  a  disclaimer  if  the  label  serving 
size  of  a  product  differs  from  the 
reference  amount,  and  the  product  does 
not  qualify  for  the  claim  on  the  basis  of 
the  label  serving  size. 

In  presenting  the  disclaimer, 
manufacturers  must  state  the  reference 
amount  as  it  appears  in  new  §  101.12(b). 
The  reference  amount  in  metric  measure 
should  be  followed,  in  parmthesis,  by 
the  equivalent  household  measure 
appropriate  for  the  food.  Many 
consumers  have  complained  that  they 
do  not  understand  metric  measures.  The 
parenthetical  household  measure 
should  help  consumers  to  visualize  the 
quantity  on  which  the  claim  is  based 
For  example,  a  12-fl  oz  soft  drink  that 
meets  the  criteria  for  "very  low  sodiiun" 
per  reference  amoimt,  but  not  per  12  fl 
oz,  would  state  "very  low  sodium,  35 
mg  or  less  per  240  mL  (8  fl  oz)."  A  slice 
of  bread  that  meets  the  criteria  for  "high 
in  fiber"  per  reference  amount,  but  not 
per  slice,  would  state  "high  in  Sba,  20 
percent  or  more  of  the  Recommended 
Daily  Intake  per  50  g  (about  1 1/2 
slices)." 
Revised  S  101.12(g)  reads: 
The  referencfl  amount  set  forth  in 
paragraphs  (b)  through  (0  of  this  section  riiall 
De  used  in  determining  whether  a  product 
meets  the  criteria  for  nutrient  content  claims, 
such  as  "low  calorie,"  and  tor  health  claims. 
If  the  serving  size  declared  on  the  product 
label  differs  from  the  refBrence  amount,  and 
the  product  meets  the  criteria  for  the  claim 
only  on  the  basis  of  the  reference  amount,  the 
claim  shall  be  followed  by  a  statement  that 
sets  forth  the  basis  on  which  the  claim  is 
made.  That  statement  shall  Include  the 
refarencB  amount  as  it  appears  In  §  101.12(b) 
followed,  in  pareotbesis,  by  the  amount  in 


cx>mmoa  household  measure  if  dw  raisranoe 
amount  is  exprasMd  in  iiwaiufet  odiar  than 
common  housaliold  measures  (04.,  for  a 
beverage, "  Verjr  low  sodium.  3S  mg  or  iesh 
per  240  mL  (8  Q  oz). 

195.  A  few  comments  recanmended 
that  the  determination  as  to  whether  a 
food  qualifies  to  bear  a  nutrient  content 
or  hedth  claim  should  be  based  only  on 
the  label  serving  size. 

FDA  disagrees  with  the  comment 
Basing  claim  evaluatiaos  only  on  the 
label  serving  size  could  encourage 
manipulation  of  anving  aizes  to  qualify 
for  claims.  TherefOTe,  FDA  is  not 
adopting  this  recommendation. 

196.  Other  comments  recommended 
using  1  oz  as  the  basis  for  the  claim 
evaliiation.  The  comments  contended 
that  1  oz  is  a  simple  criterion  and 
provides  a  "level  playing  field"  far  all 
products  making  claims. 

FDA  believes  that  1  oz  is 
inappropriate  to  use  for  declaring 
nutrient  content  or  for  evaluating  claims 
because  it  has  no  relation  to  the  amount 
of  food  customarily  consumed  or  a 
food's  contribution  to  the  total  daily  diet 
as  required  by  the  1990  amendments 
and  thus  will  result  in  misleading  or 
meaningless  claims.  For  example,  on  a 
1  oz  basis,  foods  that  may  qualify  for  a 
"high"  claim  on  a  per  serving  basis  (e.g., 
"h^  calcixmi"  on  yogurt)  may  not  be 
able  to  bear  the  claim,  whereas  foods 
that  may  not  qualify  for  a  "low"  daim 
on  a  per  serving  basis  (e.g.,  "low 
calorie"  cake)  may  be  able  to  beer  the 
claim.  Therefore,  FDA  is  not  adopting 
this  recommendation.        « 

K.  Petition  Process 

FDA  proposed  in  $  101.12(h)  a  set  of 
requirements  for  filing  a  petition  to 
establish  or  amend  a  reference  amount 

Several  comments  &x>m  nutrition 
professional  organizations  and  the 
industry  supported  the  petition  process. 
A  major  trade  association  stated  that  the 
systam  is  necessary  because  of  the 
dianging  consumption  patterns  of 
Americans  and  the  everchanging  nature 
of  food  products.  The  association 
further  stated  that  it  agrees  %vith  the  type 
and  amount  of  information  proposed  by 
FDA  to  be  included  in  the  pwtition.  A 
few  comments  opposed  or  expressed  a 
reservation  on  certain  specific  aspects  of 
the  petition  process  as  deecribed  below. 

197.  FDA  proposed  in 
S  101.12(h)(ll)(i)  to  provide  that  a 
petition  to  create  a  new  subcategory  of 
food  with  its  own  reference  amount 
must  include  data  that  demonstrate  that 
the  new  subcategory  of  food  will  be 
consumed  in  amounts  that  differ  enoii^ 
from  the  reference  amount  for  the  parent 
category  to  warrant  a  separate  reference 
amount  Data  must  include  sample  size 
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and  the  mean,  median,  and  modal 
amounts  cons\imed  per  eating  occasion 
for  the  petitioned  product  and  for  the 
products  in  the  parent  category, 
excluding  the  petitioned  product. 

An  incmstry  comment  objected  to  the 
requirement  in  proposed 
$  101.12(h)(ll)(i)  for  data  on  other 
products  in  the  category.  The  comment 
stated  that  this  information  is  not 
necessary,  and  that  the  data  requirement 
is  so  burdensome  that  a  petition  for  a 
new  subcategory  is  almost  impossible. 

FDA  disagrees  with  the  comment  that 
the  data  requirement  for  other  products 
in  the  parent  category  is  not  necessary. 
The  consumption  data  for  other 
products  in  the  category  are  needed  to 
compare  with  the  consumption  data  for 
the  petitioned  product  to  ensure  that  the 
customarily  consumed  amounts  of  the 
two  product  groups  differ  enough  to 
warrant  a  separate  reference  amount  for 
the  petitioned  product.  The 
consumption  data  for  other  products  in 
the  parent  category  serve  as  the 
reference  standard  against  which  the 
consumption  data  for  the  petitioned 
product  can  be  compared.  Without  a 
reference  standard,  it  can  not  be  known 
whether  the  difference  in  the 
customarily  consiuned  amount  of  the 
petitioned  product  and  the  reference 
amount  for  the  parent  category  is  real  or 
the  result  of  the  methodological  or 
procedural  differences  in  the  surveys 
used.  Use  of  the  data  on  the  other 
products  is  analogous  to  using  a  control 
or  a  reference  standard  in  a  laboratory 
experiment  to  validate  the  value  of  a  test 
article. 

FDA  also  disagrees  that  the  data 
requirement  is  so  burdensome  that  a 
petition  for  a  new  subcategory  is  almost 
impossible.  Available  national  food 
consumption  data  bases  provide 
information  needed  to  meet  the  data 
requirement  in  new  §  101.12(h){ll)(i). 
Some  comments  on  the  1991  serving 
size  proposal  presented  evidence  that  a 
relatively  inexpensive  survey  can  be 
conducted  to  collect  food  consumption 
data  under  actual  conditions  of  use 
when  information  is  not  available  from 
data  bases. 

However,  to  avoid  an  overly  stringent 
data  requirement,  paragraph  (h)(ll)(i) 
has  been  modiOed  to  reduce  the  amount 
of  information  that  must  be  submitted. 
While  the  proposed  provision  required 
information  **•  •  •  for  the  petitioned 
product  and  for  all  products  in  the 
category,  excluding  the  petitioned 
product  •  •  *,"  the  modified  provision 
seeks  only  data  "*  *  •  for  the  petitioned 
product  and  for  other  products  in  the 
category,  excluding  the  petitioned 
product  •  •  *."  Also,  to  correct  an 
oversight,  the  agency  has  added 


standard  deviation  to  the  data 
requirement  to  read  "*  *  *  Data  must 
include  sample  size;  and  the  mean, 
standard  deviation,  median,  and  modal 
consumed  amoimt  *  •  *." 

198.  FDA  proposed  in  §  101.12(h)(14) 
that  as  part  of  the  petition  submission, 
a  statement  must  be  included 
concerning  the  feasibiUty  of  convening 
associations,  corporations,  consumers, 
and  other  interested  parties  to  engage  in 
negotiated  rulemaking  to  develop  a 
proposed  rule  consistent  with  the 
Negotiated  Rulemaking  Act  of  1990 
(Pub.  L.  101-648).  A  consumer 
organization  opposed  the  negotiated 
rulemaking  in  establishing  a  reference 
amount  through  a  petition.  The 
comment  contended  that  the  process  is 
resoiirce-intensive  and  will  fovor  those 
organizations  and  companies  that  have 
the  time  and  money  to  devote  to  such 
negotiations. 

FDA  believes  that  in  certain 
circumstances,  negotiated  rulemaking 
may  be  a  useful  tool  in  developing  new 
or  amended  reference  amounts.  The 
feasibility  of  convening  an  appropriate 
group  of  interested  parties  would  be 
discussed  by  the  petitioner;  however, 
the  decision  on  whether  to  convene  a 
discussion  session  would  be  at  FDA's 
discretion  with  full  awareness  of  agency 
resources.  FDA  is  convinced  that  it  is 
frequently  useful  to  provide  a  forum  for 
open  discussion  of  particularly 
contentious  issues.  All  interested 
parties,  including  consumer 
organizations,  would  be  invited  to 
participate  in  any  such  negotiated 
rulemAing.  Therefore,  FDA  has 
retained  §  101.12(h)(14)  as  proposed. 

199.  One  indu^ry  comment  requested 
that  a  procedural  method  be  established 
to  modify,  add.  or  expand  a  category  or 
reference  amount.  Because  of  the  length 
of  time  necessary  for  issuing  and 
finalizing  a  proposal  as  a  result  of  a 
petition,  the  comment  stated  that  the 
proposed  petition  method  is  not 
optimal.  The  comment  recommended 
that  USDA  and  FDA  investigate 
alternatives  to  the  proposed  petition 
process.' 

FDA  believes  that  the  petition  process 
referred  to  in  §  101.12(h)  is  the 
appropriate  process  to  establish  or 
amend  a  reference  amount.  Such  a 
process  is  necessary  because  the 
reference  amounts  adopted  by  the 
agency  have  the  force  and  effect  of  laws. 
However,  new  §  101.12(h)  merely 
incorporates  the  citizen  petition  process 
in  §  10.30.  This  petition  process  will 
ensure  full  participation  of  all  interested 
parties.  FDA  recognizes  that  issuing  and 
finalizing  a  proposal  does  take  time. 
Therefore,  the  agency  will  do  its  best  to 
expedite  the  petition  for  establishing  or 


amending  a  reference  amount  so  that  the 
petitioner  can  properly  label  and  maricet 
its  product  at  tne  earliest  date  possible. 

200.  A  trade  association  contended 
that  manufacturers  of  the  products  with 
reference  amounts  in  $  101.12(b)  are  at 
a  competitive  advantage  over  thqse 
manufactxirers  whose  products  are  not 
included  in  §  101.12(b)  because  they  do 
not  have  the  burden  or  expense  of 
petitioning  for  a  reference  amount.  The 
comment  argued  that  the  petition 
process  is  unfair,  and  that  it  is  the 
government's  responsibility  to  provide  a 
rational  basis  for  determining  serving 
sizes  on  all  products.  The  comment 
further  contended  that  in  the  absence  of 
a  meaningful  reference  amount  for  a 
product,  a  "small"  business  should  be 
permitted  to  determine  an  appropriate 
reference  amount  or  to  delay  nutrition 
labeling  until  FDA  has  completed  its 
task. 

FDA  disagrees  with  the  comment.  To 
comply  with  the  act,  the  agency  has 
established  reference  amounts  for 
virtually  all  foods  in  the  cturent  food 
supply  that  are  regulated  by  FDA.  The 
agency  notes  that  the  list  of  reference 
amounts  in  new  §  101.12(b)  is  extensive 
and  applicable  to  all  products  that     I 
belong  to  the  generic  description  of  the 
product  category.  Therefore, 
manufacturers  should  be  able  to  find 
reference  amounts  for  practically  all  i 
products  currently  in  the  food  supply. 

The  agency  is  aware  that  new         i 
products  are  continuously  being        ' 
introduced  into  the  market.  Because  the 
product  category  description  is  generic, 
manufactiirers  should  also  be  able  to 
find  the  reference  amoimts  in 
§  101.12(b)  that  are  applicable  to  most  of 
these  new  products.  However,  some 
new  products  may  not  fit  in  the  product 
categories  in  §  101.12(b).  Therefore,  the 
agency  has  installed  a  petition  process 
to  establish  or  amend  reference  amounts 
to  encompass  new  products  that  do  not 
fit  in  any  of  the  product  categories  in 
§  101.12(b)  and  any  products  in  the 
current  food  supply  that  were  not 
brought  to  FDA's  attention  in  this 
rulemaking  process.  Although  FDA 
recognizes  that  there  is  both  time  and 
money  involved  in  the  petition  process, 
this  process  is  necessary  to  keep  the 
reference  amounts  in  §  101.12(b) 
current. 

The  agency  agrees  that  it  has  the        | 
authority  to  establish  the  reference 
amount.  However,  it  is  not  FDA's 
responsibiUty  to  Imow  every  new  food 
product  that  is  introduced  in  the 
market.  The  agency  points  out  that  it  is 
the  manufacturer's  responsibility  to 
inform  FDA  if  any  products  have  not 
been  covered  by  %  101.12(b)  and  to 
provide  appropriate  information  to 
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establish  or  amend  the  referenoe 
amounts  in  §  101.12(b). 

Lastly,  the  agency  points  out  that 
"small"  businesses  as  defined  in 
§  101.9(})(1)  are  exempt  from  nutrition 
labeling  and  thus,  there  is  no  need  for 
•oncern  about  the  petition  process. 

V.  Other  Affected  Rules 

The  agency  proposed  to  revise  21  CFR 
101.8(a)  to  state  that  where  nutrition 
information  is  required,  and  firms  elect 
to  place  statements  on  product  labels 
concerning  the  number  of  servings  in  a 
package  in  other  locations  in  addition  to 
the  location  where  nutrition  information 
is  placed,  such  statements  must  be  in 
the  same  terms  as  that  used  for  nutrition 
information.  FDA  proposed  this  revision 
to  prevent  consiuner  confiision  over 
serving  size. 

FDA  received  no  comments  on  this 
provision.  However,  to  correct  a 
typographical  error  in  the  1991  serving 
size  proposal,  the  agency  has  modified 
§  101.8(a)  to  read:  "•  •  •  Such  statement 
shall  not  be  misleading  in  any  particular 
*  •  •  •• 

V.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  its  nutrition  labeling 
proposed  rules  published  in  the  Federal 
Register  of  November  27. 1991  (56  FR 
60366  et  al),  the  agency  determined  that 
under  21  CFR  25.24(a)(8)  and  {a)(ll), 
these  actions  are  of  a  type  that  do  not 
individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  was 

Tired, 
its  November  1991  nutrition 
labeling  proposed  rules,  the  agency 
proposed  that  the  final  rules  for  these 
actions  would  become  effective  6 
months  following  their  publication  in 
the  Federal  Register.  Several  comments 
on  the  nutrition  labeling  proposed  rules 
suggested  that  there  would  be 
significant  adverse  environmental 
effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comment^questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 


capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  comments  did  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived,  (2)  identify  what  portion 
of  the  estimated  amoimts  are 
attributable  to  these  two  actions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste. 

Based  on  its  consideration  of 
comments  received,  the  agency  has 
decided  to  allow  additional  time  for 
companies  to  use  up  their  old  labels. 
Thus,  the  nutrition  labeling  final  rules 
will  not  be  effective  until  May  8. 1994. 
FDA  believes  there  will  thus  be  ample 
time  for  food  companies  to  use  up  most 
of  the  existing  labeling  and  packaging 
stocks  and  to  incorporate  labeling 
language  that  complies  with  FDA's 
regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 

VI.  Economic  Impact 

In  its  food  labehng  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  ma)or  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 

RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition.  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305).  Food  and  Drug 


Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857  and 
a  notice  will  be  published  in  the 
Federal  Register  annoimdng  Its 

availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

Vn.  Paperwork  Reduction  Act 

In  the  Federal  Register  of  February 
14, 1992  (57  FR  5398).  FDA  announced 
that  the  agency  had  submitted  to  the 
Office  of  Management  and  Budget 
(0MB)  for  its  review  the  collection  of 
informatioD  requirements  contained  in 
the  proposed  rule  (November  27, 1991. 
56  FR  60394)  that  provided,  in  part  for 
petitions  regarding  serving  sizes.  Also  in 
the  February  1992  document.  FDA 
published  its  estimated  annual 
collection  of  information  burden. 

Based  on  its  consideration  of  the 
written  comments  received  In  response 
to  the  aforementioned  Federal  Registar 
documents  and  the  oral  presentationf 
made  at  the  public  hearing  on  food 
labeling,  FDA  modified  the  serving  size 
petition  requirements  bom  those  that 
were  proposed.  Those  modifications 
were  discussed  in  detail  earlier  in  this 
final  rule.  Accordingly,  FDA  has  also 
revised  its  estimated  annual  coUecdon 
of  information  burden. 

This  final  rule  contains  collection  of 
information  requirements  that  are 
subject  to  review  by  OMB  under  the 
Paperworic  Reduction  Act  of  1980  (44 
U.S.C  3507).  Therefore,  in  accordance 
with  5  CFR  1320.  the  title,  description, 
and  respondent  descriptions  of  the 
collection  of  information  requirements 
are  shown  below  with  an  estimate  of  the 
annual  collection  of  information 
burden.  Included  in  the  estimate  is  the 
amount  of  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  necessary 
information,  and  completion  and 
submission  of  petitions. 

Title:  21  CFR  101.12— Food  Labeling: 
Serving  Sizes. 

Description:  This  final  rule  provides 
the  procedures  and  format  for  the 
submission  of  petitions  to  the  agency. 
Section  101.12(h)  describes  the 
information  needed  by  FDA  to  evaluate 
the  need  for  the  change  or  addition 
requested  in  the  petition  and  to 
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determine  the  appropriate  reference 
amount  for  the  petitioned  food  if  the 
change  or  addition  is  judged  as  needed. 
The  information  included  in  these 


petitions  will  be  reviewed  by  the 
agency,  and  a  decision  will  be  made  in 
accordance  with  the  criteria  specified  in 
this  final  rule. 


Description  of  Respondents:  Persons 
and  businesses,  including  small 
businesses. 


Estimated  Annual  Reporting  and  Recordkeeping  Burden: 


Soctlofl 


NmrtMrol 
RMpond- 


Numborol 
Responses 
per  Re- 
spondent 


Total  An- 
nual Re- 
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Average 
Burden  per 
Response 
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Burdsn 

Hours 


101.12(h) 
Total 


10 


1 


10 


SO 


""T" 


eoo 

600 


FDA  has  submitted  copies  of  the  final 
rule  to  OMB  for  its  review  of  these 
reporting  requirements. 
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through  Friday. 
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List  of  Subjects  in  21  CFR  Part  101 

Food  labeling,  Rej>orting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 


authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4.  5. 6  of  the  Fair 
Packaging  and  Labeling  Act  (IS  U.S.C  1453, 
1454. 1455);  sees.  201,  301. 402.  403,  409. 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  331,  342,  343,  348.  371). 

2.  Section  101.8  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

flOU    Ubelkig  of  food  wHh  number  of 
•ervings. 

(a)  The  label  of  any  package  of  a  food 
that  bears  a  representation  as  to  the 
number  of  servings  contained  in  such 
package  shall  bear  in  immediate 
conjunction  with  such  statement,  and  in 
the  same  size  type  as  is  used  for  such 
statement,  a  statement  of  the  net 
quantity  (in  terms  of  weight,  measure,  or 
numerical  coimt)  of  each  such  serving; 
however,  such  statement  may  be 
expressed  in  terms  that  differ  from  the 
terms  used  in  the  required  statement  of 
net  quantity  of  contents  (for  example 
cups,  tablespoons)  when  such  differing 
term  is  common  to  cookery  and 
describes  a  constant  quantity.  Such 
statement  shall  not  be  misleading  in  any 
particular.  Where  nutrition  labeling 
information  is  required  in  accordance 
with  the  provisions  of  §  101.9,  however, 
the  statement  of  the  net  quantity  of  each 
serving  shall  be  consistent  with  the 
requirements  for  serving  size  expression 
set  forth  in  that  section  (e.g..  10  1-cup 
(240  milhliters)  servings).  A  statement 
of  the  number  of  units  in  a  package  is 
not  in  itself  a  statement  of  the  number 
of  servings. 
•        •        •        •        • 

3.  Section  101.9  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

S101.9    Nutrition  labeling  of  food. 

(b)  Except  as  provided  in 
§  101.9(h)(3).  all  nutrient  and  food 
component  quantities  shall  be  declared 
in  relation  to  a  serving  as  defined  in  this 
section. 

(1)  The  term  "serving"  or  "serving 
size"  means  an  amount  of  food 
customarily  consiuned  per  eating         ' 
occasion  by  persons  4  years  of  age  or 
older  which  is  expressed  in  a  common 
household  measure  that  is  appropriate 
to  the  food.  When  the  food  is  specially 
formulated  or  processed  for  vise  by 
infants  or  by  toddlers,  a  serving  or 
serving  size  means  an  amount  of  food 
customarily  consumed  per  eating 
occasion  by  infants  up  to  12  months  of 


age  or  by  children  1  through  3  years  of      | 
age,  respectively.  1 

(2)  Except  as  provided  in  paragraphs 
(b)(3),  (b)(4).  and  (b)(6)  of  this  section 
and  for  products  that  are  intended  for 
weight  control  and  are  available  only 
through  a  weight-control  or  weight- 
maintenance  program,  serving  size 
declared  on  a  product  label  shall  be 
determined  from  the  "Reference 
Amounfs  Customarily  Consimied  Per 
Eating  Occasion"  (reference  amounts) 
that  appear  in  §  101.12(b)  using  the 
procedures  described  below.  For 
products  that  are  both  intended  for 
weight  control  and  available  only 
through  a  weight-control  program,  a 
manufactiuer  may  determine  the  serving 
size  that  is  consistent  with  the  meal 
plan  of  the  program.  Such  products 
must  bear  a  statement,  "for  sale  only 

through  the  — program"  (fill  in 

the  blank  with  the  name  of  the 
appropriate  weight  control  program, 
e.g..  Smith's  Weight  Control),  on  the 
principal  display  panel.  However,  the 
reference  amounts  in  §  101.12(b)  shall 
be  used  for  purposes  of  evaluating 
whether  weight-control  products  that 
are  available  only  through  a  weight- 
control  program  qualify  for  nutrient 
content  claims  or  health  claims. 

(i)  For  products  in  discrete  units  (e.g.. 
muffins,  sliced  products  such  as  sliced 
bread,  apples,  or  individually  packaged 
products  within  a  multiserving 
package),  except  for  products  fiiat 
naturally  vary  in  size  such  as 
maraschino  (berries,  pickles,  shellfish, 
whole-fish,  and  fillet  offish,  serving  size 
shall  be  the  number  of  whole  vmits  that 
most  closely  approximates  the  reference 
amoimt  for  the  product  category.  If  a 
unit  weighs  67  percent  or  more,  but  less 
than  200  pert»nt  of  the  reference 
amount,  the  serving  size  shall  be  one 
imit.  If  a  unit  weighs  more  than  50 
percent  but  less  than  67  percent  of  the 
reference  amount,  the  manufacturer  may 
declare  one  unit  as  one  serving.  If  a  unit 
weighs  200  percent  or  more  of  the 
reference  amount,  the  manufacturer  may 
declare  the  whole  unit  as  one  serving  if 
the  whole  unit  can  reasonably  be 
consumed  at  a  single-eating  occasion. 
Serving  size  for  maraschino  cherries 
shall  be  expressed  as  1  cherry  vnth  the 
parenthetical  metric  measure  equal  to 
the  average  weight  of  a  mediiun  size 
cherry.  Serving  size  for  other  products 
that  naturally  vary  in  size  shall  be 
expressed  in  the  amoimt  in  oz  that  most 
closely  approximates  the  reference 
amount  for  the  product  category. 
Manufacturers  shall  adhere  to  the 
requirements  in  paragraph  (b)(5)  of  this 
section  for  expressing  the  serving  size  in 
oz. 
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(ii)  For  products  in  large  discrete 
units  that  are  usually  divided  for 
consiimption  (e.g.,  cake,  pie,  pizza, 
melon,  cabbage),  the  serving  size  shall 
be  the  fractional  slice  of  the  food  (e.g., 
1/12  cake,  1/8  pie,  1/4  pizza,  1/4  melon, 
1/6  cabbage)  that  most  closely 
approximates  the  reference  amoimt  for 
the  product  category.  In  expressing  the 
fractional  slice,  manufacturers  shall  use 
1/2. 1/3, 1/4, 1/5, 1/6,  or  smaller 
fractions  that  can  be  generated  by 
further  division  by  2  or  3. 

(iii)  For  nondiscrete  bulk  products 
(e.g.,  breakfast  cereal,  flour,  sugar,  4^- 
mixes,  concentrates),  serving  size  shall 
be  the  amount  in  household  measure 
that  most  closely  approximates  the 
reference  amount  for  the  product 
categoiv. 

(3TTne  serving  size  for  meal  products 
and  main  dish  products  as  defined  in 
§  101.13(1)  and  (m)  of  this  chapter  that 
come  in  single-serving  containers  as 
defined  in  paragraph  (b)(6)  of  this 
section  shall  be  the  entire  content 
(edible  portion  only]  of  the  package. 
Serving  size  for  meal  products  and  main 
dish  products  in  multiserving 
containers  shall  be  based  on  the 
reference  amount  applicable  to  the 

Eroduct  in  §  101.12(b)  if  the  product  is 
sted  in  %  101.12(b).  Serving  size  for 
meal  products  and  main  di^  products 
in  multiserving  containers  that  are  not 
listed  in  §  101.12(b)  shall  be  based  on 
the  reference  amount  according  to 
S  101.12(f). 

(4)  A  variety  pack  such  as  a  package 
containing  several  varieties  of  single- 
serving  imits  as  defined  in  paragraph 
(b)(2)(i)  of  this  section,  and  a  product 
having  two  or  more  compartments  with 
each  compartment  containing  a  different 
food,  shall  provide  nutrition 
information  for  each  variety  or  food  per 
serving  size  that  is  derived  from  the 
reference  amount  in  §  101.12(b) 
applicable  for  each  variety  or  food  and 
the  procedures  to  convert  the  reference 
amount  to  serving  size  in  paragraph 
(b)(2)  of  this  section. 

(5)  For  labeling  purposes,  the  term 
"common  household  measure"  or 
"common  household  unit"  means  cup. 
tablespoon,  teaspoon,  piece,  slice, 
fraction  (e.g.,  1/4  pizza),  ounce  (oz), 
fluid  ounce  (fl  oz),  or  other  common 
household  equipment  used  to  package 
food  products  (e.g..  jar,  tray).  In 
expressing  serving  size  in  household 
measures,  the  following  rules  shall  be 
used: 

(i)  Cups,  tablespoons,  or  teaspoons 
shall  be  used  wherever  possible  and 
appropriate  except  for  beverages.  For 
beverages,  a  manufocturer  may  use  fl  oz. 
Cups  shall  be  expressed  in  1/4  or  1/3 
cup  increments,  tablespoons  in  whole 


number  of  tablespoons  for  quantities 
less  than  1/4  cup  but  greater  than  or 
equal  to  1  tablespoon,  and  teaspoons  in 
whole  number  of  teaspoons  for 
quantities  less  than  1  tablespoon  but 
greater  than  or  equal  to  1  teaspoon  and 
in  1/4  teaspoon  increments  for 
quantities  less  than  1  teaspoon. 

(ii)  If  cups,  tablespoons  or  teaspoons 
are  not  applicable,  units  such  as  piece, 
slice,  tray,  )ar,  and  fiection  shall  be 
used. 

(iii)  If  paragraphs  (b)(5)(i)  and 
(b)(5)(ii)  of  this  section  are  not 
applicable,  oz  may  be  used  with  an 
appropriate  visual  unit  of  measure  such 
as  a  dimension  of  a  piece,  e.g.,  1  oz  (28 
g/about  1/2  pidde).  Ounce 
measurements  shall  be  expressed  in  0.5 
oz  increments  most  closely 
approximating  the  reference  amount, 
with  rounding  indicated  by  use  of  the 
term  "about"  (e.g.,  about  2.5  oz). 

(iv)  For  nutrition  labeling  purposes,  a 
teaspoon  means  5  milliliters  (mL);  a 
tablespoon  means  15  mL;  a  cup  means 
240  mL;  1  fluid  ounce  (fl  oz)  means  30 
mL;  and  1  oz  in  weight  means  28  g. 

(v)  When  a  serving  size,  determined 
from  the  reference  amount  in  §  101.12(b) 
and  the  procedures  described  in  this 
section,  falls  exactly  halfway  between 
two  serving  sizes,  e.g.,  2.5  tbsp, 
manufacturers  shall  round  the  serving 
size  up  to  the  next  incremental  size. 

(6)  A  product  that  is  packaged  and 
sold  individually  and  tnat  contains  less 
than  200  percent  of  the  applicable 
reference  amount  shall  be  considered  to 
be  a  single-serving  container,  and  the 
entire  content  of  the  product  shall  be 
labeled  as  one  serving  except  for 
products  that  have  reference  amounts  of 
100  g  (or  mL)  or  larger,  manufacturers 
may  decide  whether  a  package  that 
contains  more  than  150  percent  but  less 
than  200  percent  of  the  reference 
amount  isl  or  2  servings.  Packages  sold 
individually  that  contain  200  percent  or 
more  of  the  applicable  reference  amoimt 
may  be  labeled  as  a  single-serving  if  the 
entire  content  of  the  package  can 
reasonably  be  consumed  at  a  single- 
eating  occasion. 

(7)  A  label  statement  regarding  a 
serving  shall  be  the  serving  size 
expressed  in  common  household 
measures  as  set  forth  in  paragraphs 
(b)(2)  through  (b)(6)  of  this  section  and 
shall  be  followed  by  the  equivalent 
metric  quantity  in  parenthesis  (fluids  in 
mL  and  all  other  fcxids  in  g)  except  for 
single-serving  containers.  For  a  single-  ' 
serving  container,  the  parenthetical 
metric  quantity,  which  will  be 
presented  as  part  of  the  net  weight 
statement  on  the  principal  display 
panel,  is  not  required  except  where 
nutrition  information  is  required  on  a  ^ 


drained  weight  basis  according  to 
§  101.0(b)(9).  The  g  quantity  equivalent 
to  the  household  measure  should  be 
rounded  to  the  nearest  whole  nimiber 
except  for  qtiantities  that  are  less  than 
5  g.  The  g  quantity  between  2  and  5  g 
should  be  roimded  to  the  nearest  0.5  g 
and  the  g  quantity  less  than  2  g  should 
be  expressed  in  0.1-g  increments.  In 
addition,  serving  size  may  be  declared 
in  oz  and  fl  oz,  in  parenthesis,  following 
the  metric  measure  separated  by  a  s\fish 
where  other  common  household 
measiires  are  used  as  the  primary  imit 
for  serving  size,  ej.,  1  slice  (28  g/1  oz) 
for  sliced  bread.  The  oz  quantity 
equivalent  to  the  metric  quantity  should 
be  expressed  in  0.1  oz  inoements.  If  a 
manufacturer  elects  to  use  abbreviations 
for  units,  the  following  abbreviations 
shall  be  used:  tbsp  fcv  tablespotm.  tsp 
for  teaspoon,  g  for  gram,  mL  for 
milliliter,  oz  for  oxmce,  and  fl  oz  for 
fluid  oiuice.  To  promote  imiformity  in 
label  serving  sizes  in  household 
measures  declared  by  different 
manufactxuws.  FDA  has  provided 
Guidelines  for  Determining  the  Gram 
Weight  of  the  Household  Measure.  The' 
guidelines  can  be  obtained  from 
Division  of  Nutrition  (HFF-260),  Center 
for  Food  Safety  and  Applied  Nutrition, 
Food  and  Drug  Administration,  200  C 
St.  SW.,  Washington,  DC  20204. 

(8)  Determination  of  the  number  of 
servings  per  container  shall  be  based  on 
the  serving  size  of  the  product 
determined  by  following  the  procedures 
described  in  this  section.  The  number  of 
servings  shall  be  rounded  to  the  nearest 
whole  number  except  for  the  number  of 
servings  between  2  and  5  servings  and 
random  weight  pnxhicts.  The  number  of 
servings  between  2  and  5  servings  shall 
be  rounded  to  the  nearest  0.5  serving. 
Rounding  should  be  indicated  by  the 
use  of  the  term  "about"  (e.g.,  about  2 
servings,  about  3.5  servings).  When  the 
serving  size  is  required  to  be  expressed 
on  a  drained  solids  basis  and  the 
number  of  servings  vary  because  of  a 
natural  variation  in  unit  size  (e.g., 
maraschino  cherries,  pickles),  the 
manufacturer  may  state  the  typical 
number  of  servings  per  container  (e.g., 
usually  5  servings).  For  random  wei^t 
products,  a  manufacturer  may  declare 
"varied"  for  the  number  of  servings  per 
container  provided  the  nutrition 
information  is  based  on  the  reference 
amount  expressed  in  oz.  The 
manufacturer  may  provide  the  typical 
number  of  servings  in  parenthesis 
following  the  "varied"  statement. 

(9)  The  declaration  of  nutrient  and 
food  component  content  shall  be  on  the 
basis  of  food  as  packaged  or  purchased 
with  the  exception  of  raw  fish  covered 
under  §  101.42  (see  $  101.44).  packaged 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


2293 


single-ingredient  products  that  consist 
of  fish  or  game  meat  as  provided  for  in 
paragraph  (j){ll)  of  this  section,  and  of 
foods  that  are  packed  or  canned  in 
water,  brine,  or  oil  but  whose  liquid 
packing  medium  is  not  customarily 
consumed  (e.g..  canned  fish,  maraschino 
cherries,  pickled  fruits,  and  pickled 
vegetables).  Declaration  of  nutrient  and 
food  component  content  of  raw  fish 
shall  follow  the  provisions  in  §  101.45. 
Declaration  of  nutrient  and  food 
component  content  of  foods  that  are 
packed  in  liquid  but  the  liquid  packing 
medium  is  not  customarily  consumed, 
shall  be  based  on  the  drained  solids. 

(10)  Another  column  of  figures  may 
be  used  to  declare  the  nutrient  and  food 
component  information, 

(i)  Per  100  g  or  100  mL  or  per  1  oz 
or  1  fl  oz  of  the  food  as  packaged  or 
purchased. 

(ii)  Per  one  unit  if  the  serving  size  of 
a  product  in  discrete  units  in  a 
multiserving  container  is  more  than  one 
unit. 

(iii)  Per  cup  popped  for  popcorn  in  a 
multiserving  container. 

(11)  If  a  product  is  promoted  on  the 
label,  labeling,  or  advertising  for  a  use 
that  differs  in  quantity  by  twofold  or 
greater  from  the  use  upon  which  the 
reference  amount  in  §  101.12(b)  was 
based  (e.g..  liquid  cream  substitutes 
promoted  for  use  with  breakfast  cereals), 
the  manufacturer  shall  provide  a  second 
column  of  nutrition  information  based 
on  the  amount  customarily  consumed  in 
the  promoted  use,  in  addition  to  the 
nutrition  information  per  serving 
derived  from  the  reference  amount  in 

§  101.12(b).  except  that  nondiscrete  bulk 
products  that  are  used  primarily  as 
ingredients  (e.g..  flour,  sweeteners, 
shortenings,  oils),  or  traditionally  used 
for  multipurposes  (e.g.,  eggs,  butter. 


margarine),  and  multipurpose  baking 
mixes  are  exempt  from  this  requirement. 

4.  Section  101.12  is  added  to  subpart 
A  to  read  as  follows: 

1101.12    R«f*r*nc«  amounts  customarily 
eonsumad  par  aating  occaalon. 

(a)  The  general  principles  and  factors 
that  the  Food  and  Drug  Administration 
(FDA)  considered  in  arriving  at  the 
reference  amounts  ciistomarily 
consumed  per  eating  occasion  (reference 
amounts)  which  are  set  forth  in 
paragraph  (b)  of  this  section,  are  that: 

(1)  FDA  calculated  the  reference 
amounts  for  persons  4  years  of  age  or 
older  to  reflect  the  amount  of  food 
customarily  consiuned  per  eating 
occasion  by  persons  in  this  population 
group.  Tliese  reference  amounts  are 
based  on  data  set  forth  in  appropriate 
national  food  consumption  surveys. 

(2)  FDA  calculated  the  reference 
amounts  for  an  infant  or  child  under  4 
years  of  age  to  reflect  the  amount  of  food 
customarily  consumed  per  eating 
occasion  by  infants  up  to  12  months  of 
age  or  by  children  1  through  3  years  of 
age,  respectively.  These  reference 
amounts  are  based  on  data  set  forth  in 
appropriate  national  food  consumption 
surveys.  Such  reference  amounts  are  to 
be  used  only  when  the  food  is  specially 
formulated  or  processed  for  use  by  an 
infant  or  by  a  child  under  4  years  of  age. 

(3)  An  appropriate  national  food 
consumption  survey  includes  a  large 
sample  size  representative  of  the 
demographic  and  socioeconomic 
characteristics  of  the  relevant 
population  group  and  must  be  based  on 
consumption  data  under  actual 
conditions  of  use. 

(4)  To  determine  the  amoimt  of  food 
customarily  consumed  per  eating 


occasion.  FDA  considered  the  mean, 
median,  and  mode  of  the  consimied 
amount  per  eating  occasion. 

(5)  When  survey  data  were 
insufficient,  FDA  took  various  other 
sources  of  information  on  serving  sizes 
of  food  into  consideration.  These  other 
sources  of  information  included: 

(i)  Serving  sizes  used  in  dietary 
guidance  recommendations  or 
recommended  by  other  authoritative 
systems  or  organizations: 

(ii)  Serving  sizes  recommended  in 
comments; 

(iii)  Serving  sizes  used  by 
manufacturers  and  grocers;  and 

(iv)  Serving  sizes  used  by  other 
countries. 

(6)  Because  they  reflect  the  amount 
customarily  consumed,  the  reference 
amount  and.  in  turn,  the  serving  size 
declared  on  the  product  label  are  based 
on  only  the  edible  portion  of  food,  and 
not  bone.  seed,  shell,  or  other  inedible 
components. 

(7)  The  reference  amount  is  based  on 
the  major  intended  use  of  the  food  (e.g., 
milk  as  a  beverage  and  not  as  an 
addition  to  cereal). 

(8)  The  reference  amounts  for 
products  that  are  consumed  as  an 
ingredient  of  other  foods,  but  that  may 
also  be  consumed  in  the  form  in  which 
they  are  purchased  (e.g.,  butter),  are 
based  on  use  in  the  form  purchased. 

(9)  FDA  sought  to  ensure  that  foods 
that  have  similar  dietary  usag^,  product 
characteristics,  and  customarily 
consumed  amounts  have  a  uniform 
reference  amount. 

(b)  The  following  reference  amounts 
shall  be  used  as  the  basis  for 
determining  serving  sizes  for  specific 
products: 


I 


TABLE  1 
REFERENCE  AMOUNTS  CUSTOMARILY  CONSUMED  PER  EATING  OCCASON:  INFANT  AND  TOOOLER  FOODS'-  *■*•* 


Product  calegoty 


RcMWioc  sniount 


Label  sutem«nt> 


1/3  oup  (13  g) 

eup(8)(- 

euoit)  (• 

( Q)ter 

t>tp(t)(- 


C«rMlB.  diy  InslMI ._^ 15  g 

Cereals,  prepared,  mOf-to-Mrm .*. 110  g ™  ™ "™ 

Other  cereal  and  grain  produds.  dry  rsMly-to-aat,  a.g..  iMdy-«>-eat  7  g  «or  Mania  and  20  g  tor  loddtoia  tor  raaekHta^lwn^^ 

oereele.  cootdea.  teelNng  MecuMa,  and  toasts.  oOn 

omners,  deaaerta.  fruNa,  vegelablea  or  soupe,  dry  mix 1$  g  . 

Okman.  daaaerta,  fniila.  vegetabiea  or  aoupe.  raady-lo-aerve.  junior  llOg 

«yp«- 
DInnaia.  daaaana.  fcuHa,  vegetables  or  aoupa.  raady-to-serw,  strained    60  g , , oup(a)  (- 

type. 

Oinnora.  steiw  or  aot^ia  tor  toddton.  raady^o-aaiw _    170  g i—  010(a)  (- 

FnjUa  tor  toddtora.  raady-lO'Mrve 12s  g , . _^ " .'  „    — ^ ouSa)  (- 

Vegelablaa  tor  toddtora.  ready-to-  aenw _..    70  g I_    guSU)  (- 

EggaAagg yota^rndy-ioeerve _ „ 59 g  -..J. oiip(«) I- 

•****'  *"  'W'toaea „ _ „ _..    lao  irL 4  i  K  {tag  ml) 


■fl) 


g)  tor  ready-to-aat  oaraala: 
-cup(a)( g) 


ptooe(a) 


-g)oc 
■Q) 

-g) 

■8) 
■0) 
■B) 
-B) 


'^JTSSJL*^  cmtonwrty  eawuiMd  pw  Mling  weapon  and  awe  prtmaHir  dwlxed  Inm  9m  ^9TT-^VT9  w«  tm  1997-1 
jn  lh»  nalaiwiija  amount  coluinn.  ti»  laHranea  ainounn  w  tor  tie  leady  to  tarva  er    "  ■ 


.,.^ .       ^  -^  - ,    -'IWydi  "aod  CataumpOm  Survaya  oondudad  by  tw  U.8.  OaeaiWianl  of  AgrteuRura. 

?*<y'°w^  tamt  d  «w  praduel  (Ia.  haal  and  aana.  braam  and  »trm\.  »  not  iMad  lapMtaly.  aw  latMnoa  amouM  lor 

B- aoohad). 

.  Ki  prooadiMa  In  21  CFR  101.9(b). 

Food  and  Onip  AiMnMrallon.  200  C  St  SW..  tMaaNnawi.  DC  20004. 
Ttia  Hna  ^laoa*  ia  uaad  aa  a  ganaric  daacnpaon  oi  a  diacMa  uni 


unL  mtnnttOiunf% 


TABLE  2 

REFERENCE  AMOUNTS  CUSTOMARILY  CONSUMED  PER  EATWQ  OCCASION:  GENERAL  FOOD  SUPPLY'-  >•  *• « 


Product  category 


Ratoranoa  antoutv 


Label  atataman^ 


Bakny  PmdudK l _      

BiacuNa.  croiaaanla.  begaia,  lorwitt.  kH  bread  aticka.  soft  pretzeto!  55  g~" 

com  bread,  huah  pupplea. 

Braada  (eadudtog  aweal  quick  type),  rola 80  g  „ 

Bread  sticka— aee  crackera 

Toaater  paatrtec— cee  ooHea  cakea „1 

Broamtoi —„-„.„ .„„.„.„„.„ _.„.„.. _„„..„ „... . 40  g  _ 

Cakea,  heavy  weIgM  (ctieeae  cake;  pinaappte  upaktoKtown  cake;  frutt,    125  g 
nut,  and  vegelabto  cakea  wWi  more  ttian  or  equal  to  35  percent  o< 
Ihe  flniahad  weight  aa  fmH.  nuts,  or  vegetables)*. 

Cakea,  medtom  wwight  (chemically  leavened  cake  with  or  without  k*ig    80  g  .. 
or  Ming  except  those  dassMed  as  light  weight  cake;  Injit  nut  and 
vegatabto  cake  with  tosa  than  35  percent  of  the  finished  weigM  aa 
fful,  nuta.  pr  vegetables:  IgN  weight  cake  with  king:  Boston  cream 
pie;  cupcake;  edair  cream  puff)^. 

Cakea,  Ighl  weight  (angel  food,  chiffon,  or  sponge  cake  without  k*ig    55  g  „ 
or  flMng)'. 

Coffee  cakea,  ciumb  cakes,  doughnuts,  Danish,  sweet  nous,  sweet    55  g  _ 
quk*  type  breads,  muffina.  toaster  pastilea. 


■ptooe(a)(- 


-g) 


ptooe(s)  ( g}  tor  aloed  braad  and  dwtinct  ptacM  (a.g.. 

rola):  2  oz  (96  g^ inch  aloa)  tor  unsUoed  bread 


ptooe(a)  ( g)  tor  dWnct  ptocaa:  fredtonal  aitoe  ( 

0torbuk 
ptooe(8)  ( g)  tor  dtottod  pieoea  (e.g.,  alced  or  MMd- 

ulhrpaokaged  producta); fmcttonal  sHce  ( g)  for  large 

dtaciele  unHa 
piece(a)  ( g)  tor  dtotinct  ptocaa  (a^j.,  cupcake): 

fracttonal  sKoe  ( g)  tor  large  discrete  unlta 


CooUea 


30g 


Crackers  that  are  uaualy  not  uaad  aa  anack,  metoa  toaat,  hard  bread  15  g 
stKka,  toe  creem  oonea*.  v 

Crackere  that  are  uaualy  uaed  aa  snacka so  X^ 

70 --3^- 


ptoca(s)  ( g)  tor  dMnct  ptooea  (e.g.,  siced  or  IndMd- 

ualy  packaged  products): fracttonal  sitoa  ( g)  tor  laige 

discrete  unite 
ptoce(s)  ( g)  tor  sitoad  braad  and  distinct  ptocaa  (e.g., 

doughnut):  2  oz  (56  gMaual  unR  ol  maaaure)  lor  buk  producte  {b^, 

unsitoed  bread) 

ptooa(a)( g) 

ptooa(s)( g) 


Croulona 


vanaly  mixaa 


110  g  prsparad  tor  franch  toaat  and 


Greto-baaed  bars  with  or  without  IMing  or  coating,  e.g.,  breakfast  ban,    40  g 
granota  bare,  rice  cereal  bars. 


40g4kymixtorvadely 


-ptooe(a)( g) 

.tMp(a)( g)or- 

—  g)  torlaiga  pieoea 
■ptooa(s)( g):- 


-eup(«)(- 
•cup(8)(— 


-fl);. 


■ptooe(s) 


•  g)tordnrmi> 


'Ptooa(a)(- 


-8) 


ta 


lea  emaim  oorm   »eo  crackefs - 

PtM.  oobbMcB,  fiuit  crttps.  Uimovtti.  ottwf  pastriM 


12Sg 


PMCfUSt  

Pizza  cnisi 

Taoo  ihalls,  hard 


1/B  ol  8  Inch  Cfust  1/8  o»  9  Inch  cnjst 

S5  g •• 

30  g 

88  g 


Cartwnatad  ««d  noncaitwnated  bevetagas,  wine  codeis.  ««ter .._ 

Collaa  or  laa,  Havored  and  tweetaoad -••• 

Canali  and  Oitm  Gmm  Pmducts:  - - 

BraaMaat  cacaaM  (ho«  cafaal  lype),  hominy  grits  .....^ - 

BiaaMaat  caca^.  raady-to-«at  weighing  less  than  20  g  per  cup.  a.g.. 

plain  putted  ceraal  grains.  ^    .      -.     .- 

Breakfast  caraais,  raady-to-eat  weighing  20  g  or  more  but  less  than  43 

g  par  cup;  high  fiber  cereals  containing  28  g  or  rtxHe  o»  flber  per 

100  a 
BraaktMt  cereals,  raady-lo-aat  weighing  43  g  or  more  per  cup;  biscuit 

types. 

Brw)  or  wtMat  germ  — ■•- 

Rouri  or  commeal  .- • — — — — — ~.~.- 

Giaina.  e.g..  rtce.  barley,  plain • 

Pastas,  plain _ • r 


Pastas,  diy,  ready-to-*"^.  •  9  ■  ^^^^  canned  chow  mem  noodles 
Starches,  e.g..  comstarcti.  potato  starch,  tapioca,  etc.  .„ 


240  mL 

240  m'L  praparad . 


plece(s)  ( g)  for  distinct  pieces:  — 

( g)  for  large  ciscrete  units 

1/6  of  8  inch  cmst  ( g);  1/8  of  9  inch  crust  (- 

fracttonal  slice  ( g) 


1  cijp  prepared;  40  g  plain  dry  cereah  55  g  flavored,  sweetened  cereal 


30g 


55g 


15  g 

»  g 

140  g  prepared;  45  g  dry 
140  g  prepared:  55  g  dry 


2Sg 
log 


3iufnnQ  ••" " 

£Mrx  Prodkicti  and  SuPsttMaK 
Chaeea,  cottage ~ 


100  g 


liog 


,  dry  cottage  cheese.  (Icotta    SSg 


Chaeee  used  primerth^  aa  mgradMtva.  a.g.. 

cheese. 

Ctieeea.  grated  hard.  e.a.  Pamiesan.  Ftomano ..-- — "■• 

Chaeee.  al  other*  aacepi  ihoaa  Istad  as  aapaiata  catagoilaa-**- 

ckides  cream  choose  and  cheeae  spread. 


5g.. 
aog 


I  sauce  category  . 

Cream  or  cream  sut>stttutes,  tkild 

Cream  or  creem  subetliutae.  powder  . 

Cream,  half  &  half 

coonoQ  ....*.•••■■•.• ..■>»■••»«•••■•■«>•■••>• 

MHk,  oondeneed.  undiluted -~.. 

MHk.  evaporated,  undiluted  ... 
MHk,  mik-oaaed  drinks,  a.g 

OOCO^ 

Shakes  or  shake  substitutes,  e.g 

Sour  cream 

Yogurt 

OasaartK 


Instant  breakfast,  meal  replacemem. 
dairy  shake  mixes,  fnjtt  frost  mixes  . 


15  mL  ... 

2Q 

30  mL  ... 
120  mL  . 
30  mL  ... 
30  mL  .. 
240  mL 

240  mL 

30  g 

225  g  ... 


fracttonal  slice 

-g) 


sheiKs)  (- 

piece(s)(- 

8  n  oz  (240  mL) 
8  fl  oz  (240  mL) 


-g) 

-8) 


tee  cream,  tee  mUk.  frozen  yogurt  sheitoet  ail  types,  b»*  and  nov- 
a«as  (e.g.,  bars,  aandwtehes.  cones).  - 

Prozan  flavored  and  sweetened  tea  and  pops.  frozanrfniK  jutoes:  al 
types,  bull  and  noveMea  (e.g..  bars,  cups).  - 

junflan  — „..«_..„...-... 

Cuaiatda,  gaMln  or  puddmg 


"T" 


1  cup  ... 

1/2  cup 


Dmmit  TeppmgB  »nd  Fmngt ""-•- 

Cake froattngs or teings •"•- -— "r"  f^-- 

OVwr  deaaert  tappmga,  a.g.,  fculla,  aynjpa,  apraads,  marahmaitow  2  tMp 
aeam,  nuts,  dairy  and  nondahywhlppad  loppings. 

PlalHngB *9  •" 

EaamtdEao  SubeHMasi  ~T*"" 

Egg  mtaturaa.  e.g..  egg  foo  young,  scrambled  eggs,  omelets 110  g  . 


•cup(s)(- 
•cup(s)(- 


■  cup(s)  (- 


•9) 

■g) 
-g) 


(- 


piece(s) 

type); cup{s)  { 


-lbap(s)(- 

■  lbsp(s)  (- 

-  C»Jp(8)  (- 

■  cup(s)  (- 


g)or 
g)^ 

g) 
g): 


for  large  distinct 
g)  for  all  others 

cup(8)( 

cup(s)  ( 


g)  for  large  distinct  pieces  (e.g.,  bisajR 
■  n)  fey  all  ottMTS 

-9) 

-g) 

„^,,  ^  ,„  piece(s)  ( g)  for  large  pieces 

(e.g.,  large  shelO  or  2  oz  (56  g^isual  unit  of  measure)  for  dry  bulk 
products  (e.g.,  lasagna  or  spaghetti  noodles) 

cup(s)( g) 

1  tbsp  (8  g)  for  cornstarch;  1  «>sp  (10  g)  tor  taptoca;  1  tbsp  ( g) 


for  others 
cup(s)(- 


-g) 


1/2  cup  (105  g)  for  smaH  curd;  1/2  cup  (113  g)  tor  large  curd,  tow  (at, 

or  with  fnjit  added;  1/2  cup  ( g)  tor  others  ^^ 

1/3  cup  (48  g)  lor  dry  curd  cottage  cheese;  1/4  cup  (62  g)  for  rtootia 

cheese 
1  tbsp(s)  (S  g) 
plece{s)  ( g)  tor  distinct  pieces; tb8p(s)  ( g) 

for  cream  cheese  and  cheese  spread;  1  oz  (28  gMaual  unit  ol 

measure)  for  bulk 

1  tbsp  (15  mL) 

1  tsp  (2  g) 

2  tbsp  (30  mL) 

1/2  cup  (120  mL)  or  4  ft  oz  (120  mL) 

2  tbsp  (30  mL) 

2  tbsp  (30  mL) 

1  cup  (240  mL)  or  8  tl  oz  (240  mL) 

1  cup  (240  mU  or  8  fl  oz  (240  mL) 

2  tbsp  (30  g) 

1  cup  ( g) 


Ct> 


1/2  cup^ndudes  the  votome  for  coatings  and  wafers  tor  the  novelty 

type  varieties. 
86  g 


piece(s)(- 

ucts:  1/2  cup  (- 


-  pieoe(s)  ( 
ucte; oup(s)  ( 


.  g)  for  IndMdualty  wrapped  or  packaged  prod- 
g)  for  others 

-  g)  for  indivklually  wrapped  or  packaged  piod- 
g)  tor  others 


1  cup  ( g) 

-  piece(s)  (■ 


-  g)  lor  distinct  unit  (e.g.,  individually  packaged 
productt):  1/2  cup  ( g)  tor  buk 


tbap(s)(- 

2  tbsp  ( 0) 

cup(s)(— 

plece(s)(- 


-fl) 


■g) 


-  g)  for  disctete  pieces;- 


■cupiin- 


-g) 
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REFERENCE  AMOU^frS  CUSTOMARILY  CONSUMED  PER  EATING  OCCASION:  GENERAL  FOOD  SUPPLY'-  »•  '•  « 


Product  category 


Referertoe  amount 


Label  statefnent' 


Eggs  (al  titaa? _...„ _ 

Egg  tubsiilutas  ..™«™™..™„.....„...._...__.„..„„.„._......„™._„„_... 

Fsm  am  CMr , 

BuOer,  maigartne,  d,  shortening „ i  taep 

BuHsr  rsplacanteni.  po«9B0r ^ 2  g 

DfBsaings  tor  salads t m  g  ... 

Mayonnaise,  sandtwW)  spreads,  mayonnaise-type  dressings 15  g  ... 

Spr^  types 0.25  g 

fVt.  Shatnth.  Qama  Ateats".  aod  Meat  or  Poultry  SubstUu^s 

Bacon  substtutes,  canned  andwvies,"  anctXTvy  pastes,  caviar 15  g  ... 


50  g 

An  amount  to  make  1  large  (50  g)  egg 


Dried,  e.g..  jertcy 30  g 

,  Er«raes  with  sauce,  e.g.,  fish  rtm  cream  sauce,  shrimp  with  lobster    140  g  oooiced 


sauce. 

Entrees  without  sauce,  e.g.,  plain  or  tried  fish  and  sheflfish.  fish  and    85  g  cooked;  1 10  g  uncooiied'' 
sheMshcaks. 


Fish.  sheMsh  or  game  meat",  canned"  55  g 

Substitute  lor  luncheon  meat,  meat  spreads,  Canadbn  bacon,  sau-  55  g 
sages  atxi  frankfurters. 

Smoked  or  pkMed"  fish,  sheHfish,  or  game  meat'»;  fish  or  shetlfish  55  g 


SubsaMae  tor  baoon  Ula— see  miscalanaous  category 
FnMi  and  Fwt  McaK. 

Candtod  or  plcUed"  . 

Othfintaa  faiiw    sea  anacfes  calagoiy 

Dried 


30g 


Fnrik  tor  ganMi  or  ■avor.  a.g..  maraacNno  chartlaa" 
FniK  lelshea.  e.g..  cwiberry  sauce,  crw<ieny  raish 

Fnjlla  used  pnrrarty  as  ingredtenis.  avocado 

FnMs  used  pnmarVy  a»'«>gredients,  others  (cranbanias.  lemoa  Ime) . 


40g 

4g.. 
7Dg  . 
30g 
55g 


280g 


Walermeton  

Al  other  Irultt  (eaoapl  tnae'  Med  as  separate  categories),  tiash.    140  g 
canned,  or  frozen. 


.  »n*  *Wts  240  mL 


,Moae  uaed  as  ingredtonis.  a.^.  Ivnon  juioa.  Ima  Juica . 

Bean  cake  (to^)",  tampah 

Beans,  pWn  or  in  sauce  .... 
iCBMpory. 


5mL 


8Sg 


130  g  tor  beans  in  sauce  or  canned  in  HquM;  90  ^  tor  others 


Baldng  powJar,  baking  soda,  padfn „ _ „ 

Baking  deooraHona.  e.g.,  cotorad  sugars  and  sprinkles  for  oooUes, 
cake  dacorationa. 

Batter  mixaa,  bread  ciumba „ „„„„„.........„.„ 

Cooking  wirte  . 


10 - ~ ~ ~ 

1/4  tap  or  4  g  >  not  measurable  by  teaspoon 


30  g „ „ 

30  mL 

Amount  to  make  240  mL  drink  (without  toe) 
3g 


Orink  mixers  (wNhout  atoohol)  .~...-.™.«™.«„_„_„.,„„„„„.„__...„ 

Ctiawing  gum* _ „..„_ ™ _ 

Meat  pouiliy  and  Mx  coaling  mixee.  dry;  saaaoning  mixes,  dry,  e.g..    Amoum  to  maiea  one  rsiiminM  amount 

cNI  seasoning  mixaa,  pasta  salad  seaaontog  mixes.                                   > 
Salad  and  potato  toppers,  e.a,  aalad  cnmchias.  salad  Crispins,  sub-    7  g 

-^^1  tor  b«3on  bits. 


1  laige,  medNjm,  eto.  ( g) 

cup(s)( g) 

1  tbsp  (14  g)  for  butter,  margarine,  or  ol;  1  tbsp  (9  g)  tor  whipped  but- 
ter or  margarine;  1  tbsp  (13  g)  tor  shortening 

tsp(s)( g) 

2tbsp( g) 

1  tbsp  (14  g)  for  mayonnaise;  1  tbsp  (15  g)  for  Imitatton  mayonnaisa, 
mayonnaise-type  dressings  or  sandwkii  spread 

About seconds  spray  ( g) 


piec8(s)  (- 

g)  for  others 

pieca(s)  (- 

cup(s)  (- 


measurable  by  cup 

piece(s)  ( 

g); oz( 


-  g)  for  discrete  pieces; lbsp(s)  ( 

-0) 
g);  5  oz  (140  gMsual  unit  of  nteasure)  If  not 


'  g)  for  dKcrele  pieces; 


cup(s)  (- 


cup*" 


9) 


piece(s)  (- 


g/visual  unit  of  measure)  if  not  measurabto  by 
■  g)  for  discrete  pieces; cup(s)  ( 

-  g)  for  distinct  pieces  (e.g.,  slices,  links): 

-  g);  2  oz  (56  gMsual  unit  of  measure)  tor 
nondiscrete  bulk  product 

pieoe(s)  ( g)  for  d»incl  pieces  (e.g.,  sitees.  Inks)  or 

cup(s)  ( g);  2  oz  (56  gMsual  unit  of  measure)  for 

nondiscrete  buk  product 


piece(s)  (- 
ap(8)(- 


1  dterry  (- 


■Ptoc8(s)(- 

■  Ptece(s)  (- 
•cup(s)(- 


■g) 


^  •  cup(8)  (- 
See  tootnole  13 

•Ptoce(s)( 


■g) 


-  g)  for  large  pieces  (e.g.,  dates,  figs,  pnines); 

-  g)  for  small  pieces  (e.g.,  raisins) 


•9) 


-  g)  tor  large  fnjits; cup(s)  ( g)  tor 

smal  fnrits  measurable  by  cup" 


See  footnote  13 

piece(s)  (- 

apricots,  etc.):  - 

berries,  raspberries,  etc.)" 
8  fl  oz  (240  mL) 
1  tsp  (5  mL) 


g)  for  large  pieces  (e.g.,  stiavwtMrries,  pnmes, 
cup(s)  ( g)  for  small  pieces  (e.g.,  blue- 


■P»eoa(8)(- 


measurs)  for  bulk  products 
1/2  cup  ( g) 


■  g)  for  discrete  pieces;  3  oz  (84  gMsual  unit  of 


1/4  tap  (- 


-9) 
•piece(s)(- 


tosp(s)(- 

2  Ibsp  (30  mL) 

fl  oz  ( 

pieoe(s)(- 

lsp(s)( — 


-  g)  for  discrete  piecas;l/4  tsp  (- 
■  g)  or cup(s)  ( g) 


9) 


■tb8p(s)(- 


■mL) 

—  9) 
-g)or- 

—  9) 


•toep(s)(- 


-9) 


ta 


QD 


I 

s 

s 

a. 

I 

a 
o 

g 


SaR,  salt  substitutes,  seasoning  salts  (e.g..  gatlic  saR)  „_.. 
Spices,  heibs  (other  than  dietary  supplements) — 


1  g  ..... 


■  tsp<s)  (- 


■g);- 


piece(s)  (- 


■  g)  for  discrete  pieces 


1/4  tsp  or  0.5  g  R  not  measurable  by  teaspoon  ...... 


:;= 


Mixed  Dishes.  • 

Measurable  with  cup,  e.g..  casseroles,  hash,  macaroni  and  cheese,    1  cup. 

Nc5°:i^'^hC"e'5!'  S^"*^  -iis,  enchiladas,  pizza.    140  g.  add  55  g  tor  product,  with  gravy^or  sau^_,tppplng,  e.g.,  enchi- 


(e.g.,  individually  packaged  products) 

1/4  tsp  ( g); ptece(s)  (— 

teaspoons  (e.g..  bay  leaf) 

1  cup  ( g) 


g)  K  not  measurable  by 


pizza  rolls,  quiche,  aB  types  of  sandwiches. 

Nuts  and  Seeds: •• •• ••     •"•■ 

Nuts,  seeds,  and  mixtures,  all  types:  sliced,  chopped,  slivered,  and    30  g 

whole. 


lada  with  cheese  sauce,  crepe  with  white  sauce'' 


(- 


piece(s)  (- 


g)  for  dtecrate  pieces: 


fractional  slice 


■  g)  for  large  discrete  units 


nuts);- 


plece(s)    (- 


■lbsp(s)(- 


g)    for   large   pieces    (e.g.,    unsheled 
—  g)  or cup(«)  ( fl)  ♦w  tmai 


I4ut  and  seed  butters,  pastes,  or  creams 

Coconut,  nut  and  8^3d  Hours — 

Potatoes  tnd  Sweet  Potatoes/Yuns: 


2ttMp 
15  g  ... 


.........L, 


French  fites,  hash  browns,  skins,  or  pancakes 


70  g  prepared:  85  g  for  frozen  unprepared  trench  tries 


Mashed,  candied.  stutfe<f^)r  with  sauce '*>  9 


..i.. 


Plain,  fieafl.  canned,  or  frozen  ^ 


110  g  for  frotfi  or  frozen;  leo  g  for  canned  in  KMd  . 


pieces  (e.g.,  peanuts,  sunflower  seeds) 

2tbsp( g) 

tbsp(s)( g) 

piece(s)  ( g)  tor  large  distinct  pieces  (e.g.,  patties, 

skins);  2.5  oz  C70  ^ pieces)  tor  prepared  tries;  3  oz  (84  g/ 

pieces)  tor  unprepared  fries 

piece(s)  ( g)  tor  dtecrete  pieces  (e.g..  stuffed  potato): 

cup(s)( g)  

plece(s)  ( g)  for  discrete  pieces; cup(t)  ( g) 

for  sliced  or  chopped  products 


SaMK 

Geiatm  Salad 
Pasta  or  potato  salad 


120  g 
140  g 


Al  Other  salads,  e.g.,  egg,  fis^  shellfish,  bean,  fruit  or  vegetable  sal-    100  g 


Sauces.  Dips,  Grmtea  and  CwnSiienes. 

Barbecue  sauce.  hoBanditee  sauce,  tartar  sauce,  other  sauces  tor  dip-    2  tosp  .. 

pmg  (e.g.,  mustard  sauce,  sweet  and  sour  ^uce).  al  (fipe  (e.0., 

bewi  dips,  dairy^aed  dipe.  salsa). 

Major  main  entree  sauces,  e.g..  spaghetti  sauce i»  g  ... 

Minor  main  entree  sauces  (e.g.,  pteza  sauce,  pesio  sauce).  oir»r    1/4  cup 

sauces  used  as  toppings  (e.g..  gravy,  while  sauce,  cheese  sauce). 

cocktail  sauce.  ^^ 

Major  condiments,  e.g..  catsup,  steak  sauce,  soy  sauce,  vinegar,  tert-    1  tbsp  .. 

yaW  sauce,  marinades. 
Minor  condiments,  e.g.,  horseradish,  hot  sauces,  mustards,  Worcester-    1  tsp  .... 

shire  sauce. 

SnM^ks.       -• * * •••••••" 

Att  vBrteeesr  *!(»,  pretzels,  popcome.  extnjded  snacks,  fn*-  based    30  g  --. 

Wicki  (e.g.,  fruR  cNps.)  gram-based  snack  mixes. 


Soupti 

All  varieties 

Sugars  and  gweate — 

Baking  candle*  (*.g..  chlpa) ...» 


245  g 


Hard  candies,  breath  mir«s 

Hard  candies,  rolMype.  minl-«l2e  in  dtopeneer  packages . 
Hard  candies,  others - — 


18  g 


2g...„ 
8g..... 


I5g.« 


All  other  candies . 


40g 


Conlectkx>er's  sugar 

Honey,  Jams,  )eMies,  truN  butter,  mortiaet 
Marshmatows 


Sugar 


30  g  .... 
Itbep  . 

4g_... 


1/2  cup  (120  g) 

cup(s)  (- 

cup(s)  (- 


2tbsp(- 


1/2  cup  (- 
1/4  cup  (- 


-g) 
■g) 


■g) 


-g) 
-0) 


1lbap( g) 

ltsp( g) 

.. cup(s)  ( g)  tor  snr«all  pieces  (e.g..  popcorn)  

pjace(s)  ( g)  tor  large  pieces  (e.g..  large  pretzels:  pmned 

dried  tm«  sheet);  1  oz  (28  gMsual  unit  of  measure)  for  buk  prod- 
ucts (e.g..  potato  chips) 


1  cup  ( g) 

-  plece(s)  ( g)  tor  large  pieces;  • 


-«>8p(8)(- 


-0) 


lor  smat  pieces;  1/2  oz  (14  g^rtwal  un«  ol  measure)  for  buk  prod- 
ucts 

pieoe(s)( g) 

——  pieoe(s)  ( g) 

pieoe(s)  ( g)  tor  large  pieces: tbep(s)  ( g) 


tor  'trtm-eiza"  ewidies  measurable  by  tableapoon;  1/2  oz  (14  gMs- 
ual  unit  of  measure)  for  buk  products 

piaoe(s)  ( g):  i  i/2  oz  (42  (^visual  unK  of  maaaura)  for 


tti 


s 

s- 

f 


bukproducH 
1/4  cup  (30  g) 
lt>sp( g) 


■  plece(s)  (- 


■  cup(*)  (- g)  for  smal  pieces  or  - 

g)  for  large  pieces 

1  Sp  { g); piece(8)  ( g)  for  dacrela  pieces  (e.g.. 

sugar  cubes,  MMduaHy  packaged  product) 


M 

M 

5 
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M 

CD 

OB 


Product  category 


Reference  amount 


Label  statement' 


Sugar  sut>slttutes . 
Syiupa 


wHymmwBSi -- 

Vegetables  prtmartly  used  lor  garnish  or  flavor,  e^..  pimento,  parsley 


An  amount  equivalent  to  one  reference  amount  for  sugar  In  sweetness 

30  mL  for  syrups  used  primarily  as  an  ingredient  (e.g.,  light  or  dark 
com  syrup);  60  mL  for  an  others. 


■tsp<s)( 

-plece(s)(- 


g)  for  soHds; drop<s)  { g)  for  Iquid; 

- g)  (sg-.  individuaHy  paickaged  products) 


2  tbsp  (30  mL)  for  synjps  used  primarty  as  an  ingredtent;  1/4  cup  (60 
mL)  (or  al  others 


Cftlli  pepper,  green  onion - 

AM  other  vegelaWee  wMhoul  sauce:  fresh,  canned,  or  frozen  . 

All  other  vegetables  with  sauce:  fresh,  canned,  or  frozen . — 


15  g 

ng 


Piec8(8)  (- 


prtxlucts 
Piece(s) 


es  g  for  trash  or  frozen;  95  g  lor  vacuum  canned;  130  g  for  canned'in 
liquid,  cream-styte  com.  canrted  or  stewed  tomatoes.  pumpUn.  or 
winter  squash. 

110  g 


cup(s)(- 


(- 


g): 

fl). 


tupCs)  (- 


««P(»)  (- 


g)  for  chopped 
-  g)  or 


Vegetable  luice 
Oflves" 


240  mL 
15  g 


PieWes.  all  types'" .„ 

Pickle  relishes  

Vegetable  pastas,  e.g..  lomaio  paste  ~... 

Vegetable  sauces  or  purees,  e.g.  tomato  sauce,  tomato  puree  . 


15  g 
30g 
60g 


g)  lor  sliced  or  chopped  products 

pieca(s)  ( g)  lor  large  pieces  (e.g..  brossel  sprouts); 

—  cup(s)  ( g)  lor  smal  pieces  (e.g.,  cut  com,  green 

;);  3  oz  (84  (Visual  urvt  of  measure)  If  not  measurable  by  cup" 

piaos(s)  ( g)  lor  large  pieces  (e.g.,  brossel  sprouts); 

cup(s)  ( g)  lor  smal  pieces  (e.g.,  cut  conv 


peas);  4  oz  (112  gMsual  unit  of  measure)  if  not  measurable  by  cup 

8  fl  oz  (240  mL) 

p<eoe(s)  ( g); tb6p(s)  ( g)  lor  sliced  prod- 
ucts 

1  oz  (28  (^visual  unit  of  measure) 

1  tbsp  (15  g) 

2  tbsp  (33  g)  tor  tomato  paste;  2  Ibsp  ( g)  lor  al  others 

1/4  cup  (61  g)  tor  tomato  sauce;  1/4  cup  (63  g)  lor  tomato  puree;  1/4 
cup  ( g)  tor  al  otfwrs 


*CapiM 

•TiieM) 

tfinMuM 


MkiM  itqimm*  tw  «ikm«iI  (•(MM  portion)  o(  load  cusMniarty  oorwumad  par  Mting  occasior>  and  «•<•  primaiily  darlv«d  from  Sw  1977-1978  and  Ihe  1987-1908  Neaomitdi  Food  ContumQUan  Sunwy*  oonducM  ly  9m  USOA. 
ttlmmlm  fwM  ■<  ttw  n>l«wnca  Amount  column,  tm  mtmtncM  tmounit  •>•  lor  tfw  rMdy-«»«an«  or  aknoM  tm»t-v>-iai»t  torn  al  Iha  piodud  0  • .  >«•■*  and  mm*,  bromi  and  asnw).  If  not  iMsd  laparataly.  Mw  i«lM«nc«  tmotM  tor 
toim  (e.g..  *y  mtaaa;  umtumtimi,  dough:  baOar  dry.  HmH.  and  ftoan  paata)  is  Iha  wnount  raquirad  lo  maka  ona  ralaianca  amount  o(  tw  praparad  torm.  Prapaiad  maana  prapaiad  tor  conaumptoon  (a.g..  cookad). 

>*  am  raqi*ad  to  oamm  *m  latoianua  amount  to  Sw  WmI  mning  itm  ki  a  houaahold  maaawa  moat  appioprlala  to  ttiair  tpadfie  product  mkig  tha  prooaduiaa  tn  21  CFR  101.9(l>).  

el  tia  iat  d  praduela  tor  aadi  preduel  etttgot  »•  avalaUa  tarn  tw  OMiton  ol  Nutrtton  (HFF-aeO).  Cantor  tor  Food  Satoly  and  Appiad  Ktotitton.  Food  and  Dnig  AdmMHiaHan.  200  C  St  SW..  Wtehinglan.  DC  20204. 
■I  ilawiinwi  am  maanl  to  pnxMa  guklanoa  m  mwiuiaawan  on  tia  prwantatlon  ol  aarvkig  aiza  htormatton  on  tha  WmI.  but  twy  ara  not  raqukad.  Tha  tarm  "^tooa'  l»  uaad  at  a  ganaric  daacKplton  t*  a  dtocrala  wA  ManutoOim* 
tia  JULiiialuii  o(  a  wm  twi  ia  moal  apprepriaw  tor  tha  vadic  product  (a.0..  tan««ich  tor  aanAmichas.  oooUa  tor  cookiaa.  and  tar  tor  Iroan  novakias). 
cakaa  tial  ««V*  10  g  or  mo>«  par  aMe  inch. 

cafeaa  tial  aai^  4  g  or  mora  par  cubic  inch  but  laaa  than  10  g  par  cMe  kich.  '^ 

cakaa  9^  waitfi  laaa  than  4  g  par  cut)ic  irKh. 
aarvtng  (to  tor  lea  craam  oonaa  and  agg*  ol  al  «ina  «•«  ba  ona  un«.  Labal  taning  S4za  of  U  dwwing  gums  tw  ww^  more  than  tha  lalerance  amount  that  can  raasonably  ba  consumad  at  a  singtoasttig  occaaon  wN  ba  ona  >■«. 
produoa  not  co»a»ad  indar  Iha  Fadaral  Maal  toapaetton  Act  or  tw  Poulry  Products  Inapaction  Act  such  as  kMh  products  trom  daar.  bison,  rabtat  quail.  wiM  tuifcay.  gaaaa.  oaMdv  Me. 

or  cwmad  ki  iquid,  tw  ratoranca  vnount  is  tor  tw  dranad  sokds.  aioapl  tor  products  r  mihich  both  tha  sokdi  and  iquds  am  customarly  oonsumad  («.g.  cannad  choppad  ctom  ki  |utaa). 
.  jnoa  amount  tor  Via  unoockad  torm  doaa  not  fif*^  to  law  *ih  >i  §101.45  or  to  singie-ngredwit  products  mat  consist  ot  fish  or  gama  meat  as  provided  for  in  f  101.9(bXiX11V 
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FfaquanOy  Conaumad  Raw  Fruks.  Vagetibtoa.  and  FWt:  DafMbon  of  Substantial  Complunca:  Conaclion'  (56  FR  60680  as  amended  57  FR  8174.  March  6,  19S2). 
sauce  ia  paiit  ol  *»  fiaiM  and  it  not  conaMarad  to  ba  sauce  toppkig. 
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(c)  The  reference  amount  of  a  product 
that  requires  cooking  or  the  addition  of 
water  or  other  ingredients  shall  be  the 
amount  required  to  prepare  one 
reference  amount  of  the  final  product  as 
established  in  paragraph  (b)  of  this 
section. 

(d)  The  reference  amount  for  an 
imitation  or  substitute  food  or  altered 
food  such,  as  a  "low  calorie"  version, 
shall  be  the  same  as  for  the  food  for 
which  it  is  offered  as  a  substitute. 

(e)  If  a  food  is  modified  by 
incorporating  air  (aerated),  and  thereby 
the  density  of  the  food  is  lowered  by  25 
percent  or  more  in  weight  than  that  of 
an  appropriate  reference  regular  food  as 
described  in  §  101.13(i){l)(ii)(A).  and  the 
reference  amount  of  the  regular  food  is 
in  g,  the  manufacturer  may  detennine 
the  ftference  amount  of  the  aerated  food 
by  adjusting  for  the  difference  in  density 
of  the  aerated  food  relative  to  the 
density  of  the  appropriate  reference 
food  provided  that  the  manufacturer 
will  show  FDA  detailed  protocol  and 
records  of  all  data  that  were  used  to 
determine  the  density-adjusted 
reference  amount  for  the  aerated  food. 
The  reference  amount  for  the  aerated 
food  shall  be  rounded  to  the  nearest  5 
g  increment.  Such  products  shall  bear  a 
descriptive  term  indicating  that  extra  air 
has  been  incorporated  (e.g..  whipped, 
aerated).  The  density-adjusted  reference 
amounts  described  above  may  not  be 
used  for  cakes  except  for  cheese  cake. 

,  The  differences  in  the  densities  of 
different  types  of  cakes  having  different 
degrees  of  air  incorporation  have 
already  been  taken  into  consideration  in 
determining  the  reference  amounts  for 
cakes  in  §  101.12(b).  In  determining  the 
difference  in  density  of  the  aerated  and 
the  regular  food,  the  manufacturer  shall 
adhere  to  the  following: 

(1)  The  regular  and  the  aerated 
product  must  be  the  same  in  size,  shape, 
and  volume.  To  compare  the  densities 
of  products  having  nonsmooth  surfaces 
(e.g.,  waffles),  manufacturers  shall  use  a 
device  or  method  that  ensures  that  the 
volumes  of  the  regular  and  the  aerated 
products  are  the  same. 

(2)  Sample  selections  for  the  density 
measurements  shall  be  done  in 
accordance  with  the  provisions  in 
§  101.9(e). 

(3)  Density  measurements  of  tne 
regular  and  the  aerated  products  shall 
be  conducted  by  the  same  trained 
operator  using  the  same  methodology 
(e.g..  the  same  eqiupment,  procedures, 
and  techniques)  under  the  same 

conditions.  ,    „  u 

(4)  Density  measurements  shall  be 
replicated  a  sufficient  number  of  times 
to  ensure  that  the  average  of  the 
measurements  is  representative  of  the 


true  differences  in  the  densities  of  the 
regular  and  the  "aerated"  products. 

(f)  The  reference  amount  for  products 
that  represent  two  or  more  foods 
packaged  and  presented  to  be  consumed 
together  (e.g.,  peanut  butter  and  jelly, 
cracker  and  cheese  pack,  pancakes  and 
synip)  shall  be  the  sum  of  the  reference 
amounts  for  individual  foods  in  the 
package  if  the  reference  amount  for  the 
product  is  not  listed  in  paragraph  (b)  of 
this  section.  . 

(g)  The  reference  amount  set  forth  in 
paragraphs  (b)  through  (f)  of  this  section 
shall  be  used  in  determining  whether  a 
product  meets  the  criteria  for  nutrient 
content  claims,  such  as  "low  calorie," 
and  for  health  claims.  If  the  serving  size 
declared  on  the  product  label  differs 
from  the  reference  amount,  and  the 
product  meets  the  criteria  for  the  claim 
only  on  the  basis  of  the  reference 
amount,  the  claim  shall  be  followed  by 
a  statement  that  sets  forth  the  basis  on 
which  the  claim  is  made.  That  statement 
shall  include  the  reference  amount  as  it 
appears  in  §  101.12(b)  followed,  in 
parenthesis,  by  the  amount  In  common 
household  measure  If  the  reference 
amount  is  expressed  in  measures  other 
than  common  household  measures  (e.g., 
for  a  beverage.  "Very  low  sodium.  35  mg 
or  lessper  240  mL  (8  fl  oz)"). 

(h)  Tne  Commissioner  of  Food  and 
Drugs,  either  on  his  or  her  own 
initiative  or  in  response  to  a  petition 
submitted  pursuant  to  part  10  of  this 
chapter,  may  Issue  a  proposal  to 
establish  or  amend  a  reference  amount 
In  §  101.12(b).  A  petition  to  establish  or 
amend  a  reference  amount  shall 

Include: 

(1)  Objective  of  the  petition; 

(2)  A  description  of  the  product; 

(3)  A  complete  sample  product  label 
including  nutrition  label,  using  the 
format  established  by  regulation: 

(4)  A  description  of  the  form  (e.g..  dry 
mix.  frozen  dough)  in  which  the 
product  will  be  marketed; 

(5)  The  intended  dietary  uses  of  the 
product  with  the  major  use  identified 
(e.g..  milk  as  a  beverage  and  chips  as  a 

snack);  ., 

(6)  If  the  Intended  use  is  primarily  as 
an  ingredient  in  other  foods,  list  of 
foods  or  food  categories  in  which  the 
product  will  be  used  as  an  ingredient 
with  information  on  the  prioritization  of 

the  use; 

(7)  The  population  group  for  wlucti 
the  product  will  be  offered  for  use  (e.g.. 
Infants,  children  under  4  years  of  age); 

(8)  The  names  of  the  most  closely- 
related  products  (or  In  the  case  of  foods 
for  special  dietary  use  and  imitation  or 
substitute  foods,  the  names  of  the 
products  for  which  they  are  offered  as 
substitutes); 


(9)  The  suggested  reference  amoimt 
(the  amoimt  of  edible  portion  of  food  as 
consumed,  excluding  t>one,  seed,  shell, 
or  other  inedible  components)  for  the 
population  group  for  which  the  product 
is  intended  with  full  description  of  the 
methodology  and  procedures  that  were 
used  to  determine  the  suggested 
reference  amount.  In  determining  the 
reference  amount,  general  principles 
and  factors  in  paragraph  (a)  of  this 
section  should  be  followed. 

(10)  The  suggested  reference  amount 
shall  be  expressed  in  metric  units. 
Reference  amounts  for  fluids  shall  be 
expressed  In  milliliters  (mL).  Reference 
amounts  for  other  foods  shall  be 
expressed  in  grams  (g)  except  when 
common  household  units  such  as  cups, 
tablespoons,  and  teaspoons,  are  more 
appropriate  or  are  more  likely  to 
promote  uniformity  in  serving  sizes 
declared  on  product  labels.  For 
example,  common  household  measures 
would  be  more  appropriate  if  products 
within  the  same  category  differ 
substantially  In  density  such  as  frozen 
desserts. 

(i)  In  expressing  the  reference 
amounts  in  mL.  the  following  rules  shall 
be  followed: 

(A)  For  volumes  greater  than  30  mL. 
the  volurfte  shall  be  expressed  in 
multiples  of  30  mL. 

(B)  For  volumes  less  than  30  mL.  the 
volume  shall  be  expressed  in  mL 
equivalent  to  a  whole  number  of 
teaspoons  or  one  tablespoon,  i.e..  5. 10, 
or  15  mL. 

(ii)  In  expressing  the  reference 
amounts  in  g.  the  following  general 
rules  shall  be  followed: 

(A)  For  quantities  greater  than  10  g, 
the  quantity  shall  be  expressed  in 
nearest  5  g  increment. 

(B)  For  quantities  less  than  10  g,  exact 
g  weights  shall  be  used. 

(11)  A  petition  to  create  a  new 
subcategory  of  food  with  its  ovm 
reference  amount  shall  include  the 
followmg  additional  Information: 

(i)  Data  that  demonstrate  that  the  new 
subcategory  of  food  will  be  consumed  in 
amounts  that  differ  enough  from  the 
reference  amount  for  the  parent  category 
to  warrant  a  separate  reference  amount. 
Data  must  include  sample  size;  and  the 
mean,  standard  deviation,  median,  and 
modal  consumed  amount  per  eating 
occasion  for  the  petitioned  product  and 
for  other  products  in  the  category, 
excluding  the  petitioned  product.  All 
data  must  be  derived  from  the  same 
survey  data. 

(il)  Documentation  supporting  the 
difference  in  dietary  usage  and  product 
characteristics  that  affect  the 
consumption  size  that  distinguishes  the 
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petitioned  product  from  the  rest  of  the 
products  in  the  category. 

(12)  A  claim  for  categorical  exclusion 
under  §  25.24  of  this  chapter  or  an 
environmental  assessment  under  §  25.31 
of  this  chapter;  and 

(13)  In  conducting  research  to  collect 
or  process  food  consumption  data  in 
supp<Hl  of  the  petition,  the  following 
general  gxiidelines  should  be  followed. 

(i)  Sampled  population  selected 
should  be  representative  of  the 
demographic  and  socioeconomic 
characteristics  of  the  target  population 
group  for  which  the  food  is  intended. 

(ii)  Sample  size  (i.e.,  nimiber  of  eaters) 
should  be  large  enough  to  give  reliable 


estimates  for  customarily  consumed 
amounts. 

(iii)  The  study  protocol  should 
identify  potential  biases  and  describe 
how  potential  biases  are  controlled  for 
or,  if  not  pKMsible  to  control,  how  they 
affiect  interpretation  of  results. 

(iv)  The  methodology  used  to  collect 
or  process  data  including  study  design, 
sampling  procedures,  materials  used 
(e.g.,  questionnaire,  interviewer's 
manual),  procedures  used  to  collect  or 
process  data,  methods  or  procedures 
used  to  control  for  unbiased  estimates, 
and  procedures  used  to  correct  for 
nonresponse,  should  be  fully 
documented. 


(14)  A  statement  concerning  the 
feasibility  of  convening  associations, 
corporations,  cons\miers.  and  other 
interested  parties  to  engage  in 
negotiated  rulemaking  to  develop  a 
proposed  rule  consistent  with  the 
Negotiated  Rulejniaking  Act  (Pub.  L. 
101->648). 

Dated:  October  27, 1992.. 
David  A.  Ka«ler. 
Commissioner  of  Food  and  Drugs. 
Look  W.  Sallivan. 

Secretary  of  Health  and  Human  Services. 
(FR  Doc  92-31503  Filed  12-2S-92:  8:45  am) 
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Labeling;  State  and  Local  Requirements; 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  S  and  101 

[DockM  No*.  91N-03a4  and  84N-0153] 

RIN  090S-AD08  and  0905-AB68 

Food  LjilMling:  Nutrient  Content 
Claims,  General  Principles,  Petitions, 
Definition  of  Terms;  Definitions  of 
Nutrient  Content  Claims^ for  the  Fat, 
Fatty  Acid,  and  Cholesterol  Content  of 
Food 

agency:  Food  and  Drug  Administration, 
HHS.  ^ 

action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FI|A)  is  amending  its 
food  labeling  regulftions  to:  (1)  Provide 
deHnitions  for  specific  nutrient  content 
claims  using  the  terms  "free."  "low." 
"lean."  "extra  lean."  "good  source." 
"high."  "reduced."  "light"  or  "lite." 
"less."  "fewer."  and  "more"  and 
provide  for  their  use  on  the  food  label: 
(21  provide  for  the  use  of  implied 
nutifent  content  claims;  (3)  define  and 
provide  for  the  use  of  the  term  "fresh;" 
and  (4)  address  the  use  of  the  terms 
"natural"  and  "organic."  This  action  is 
part  of  the  food  labeling  initiative  of  the 
Secretary  of  Health  and  Human  Services 
(the  Secretary)  and  in  response  to  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (the  1990  amendments). 
EFFECTIVE  DATE:  February  14.  1994. 
except  §§  101.10  and  101.13(q)(5) 
concerning  restaurant  firms  consisting 
of  10  or  less  individual  restaurant 
establishments  for  whom  these  sections 
will  become  effective  on  February  14. 
1995. 

FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  J.  Campbell.  Center  for  Food 
Safety  and  Ap4)lied  Nutrition  (HFF- 
312).  Food  and  Drug  Administration. 
200  C  St.  SVV..  Washington.  DC  20204. 
202-205-5229. 

SUPPLEMENTARY  INFORMATION: 
I.  Introduction 

A.  Background  ^ 

In  the  Federal  Register  of  November 
27.  1991  (56  PR  60421).  FDA  published 
a  proposed  rule  (entitled  "Food 
Labeling:  Nutrient  Content  Claims. 
General  Principles.  Petitions.  Definition 
of  Terms"  hereinafter  referred  to  as  the 
general  principles  proposal)  to:  (1) 
Define  nutrient  content  claims  (also 
known  as  descriptors)  and  to  provide  for 
their  use  on  foods  labels;  (2)  define 
specific  nutrient  content  claims  that 


include  the  terms  "free."  "low." 
"source."  "reduced."  "light"  or  "lite." 
and  "high":  (3)  provide  for  comparative 
claims  using  the  terms  "less,"  "fewer." 
and  "more";  (4)  set  forth  specific 
requirements  for  sodium  and  cal(irie 
claims;  (5)  establish  procedures  f^r  the 
submission  and  review  of  petitioi^s 
regarding  the  use  of  nutrient  content 
claims;  (6)  revise  §  105.66  (21  CFR 
105.66).  to  solely  cover  foods  for  special 
dietary  use  in  reducing  or  maintaining 
body  weight;  (7)  establish  criteria  for  the 
appropriate  use  of  the  term  "fresh;"  and 
(6)  address  the  use  of  the  term 
"natural."  A  document  correcting 
various  editorial  errors  in  that  proposed 
rule  was  published  in  the  Federal 
Register  of  March  6.  1992  (57  FR  8189). 

In  the  same  issue  of  the  Federal 
Register  (56  FR  60478).  FDA  also 
published  a  proposed  rule  (entitled 
"Food  Labeling:  Definitions  of  Nutrient 
Content  Claims  for  the  Fat.  Fatty  Acid, 
and  Cholesterol  Content  of  Food" 
hereinafter  referred  to  as  the  fat/ 
•cholesterol  proposal)  to  define  and 
provide  for  the  proper  use  of  the 
nutrient  content  claims  "fat  free."  "low 
fat."  "reduced  fat."  "low  in  saturated 
fat."  "reduced  saturated  fat." 
"cholesterol  free."  "low  cholesterol." 
and  "reduced  cholesterol."  A  document 
correcting  various  editorial  errors  in  the 
fat/cholesterol  proposal  was  also 
published  in  the  Federal  Register  of 
Marc;h  6.  1992  (57  FR  8177).  The  agency 
published  the  fat/cholesterol  proposal 
as  a  separate  document  from  the  general 
principles  proposal,  even  though  it  had 
based  the  two  documents  on  the  same 
statutory  provisions,  because  it  had 
published  a  tentative  final  rule  on 
cholesterol  content  claims  in  the 
Federal  Register  of  July  19.  1990  (55  FR 
29456).  FDA  included  proposed 
definitions  for  fat  and  fatty  acid  content 
claims  in  the  fat/cholesterol  proposal 
because  of  the  interrelationship  among 
these  nutrients  and  cholesterol  in  the 
etiology  of  cardjlovascular  disease. 

Also  in  the  s^e  issue  of  the  Federal 
Register  (56  FI^60507).  FDA  published 
a  proposed  rule' (entitled  "Food 
Labeling:  'Cholesterol  Free."  'Low 

Cholesterol.'  aigl  * Percent  Fat 

Free'  Claims")  tp  define  "cholesterol 
free"  and  "low;cholesterol"  and  to 
provide  for  thejiproper  use  of  these  terms 

and  the  term  "-^ percent  fat  free." 

The  proposed  rule  was  intended  to 
ensure  on  an  interim  basis  that  these 
terms  are  not  used  in  a  manner  that  is 
misleading  to  consumers. 

The  general  principles  proposal  (56 
FR  60421)  and  the  fat/cholesterol 
proposal  (56  FR  60478)  were  issued  as 
part  of  the  agency's  food  label  reform 
initiative  and  in  response  to  the  1990 


amendments  (Pub.  L.  101-535).  The 
food  label  reform  began  in  1989  when 
FDA  published  an  advance  notice  of 
proposed  rulemaking  (ANPRM)  that      ' 
announced  a  major  initiative  concerning 
the  use  of  food  labeling  as  a  means  for 
promoting  sound  nutrition.  The 
following  year  (November  8,  1990).  the 
President  signed  the  1990  amendments 
into  law.  This  legislation  clarified  and 
strengthened  FDA's  legal  authority  to 
require  nutrition  labeling  on  foods  and 
to  establish  those  circumstances 
whereby  claims  can  be  made  about 
nutrients  in  foods.  Now  as  FDA 
prepares  to  implement  the  new 
regulations,  the  agency  reiterates  that 
the  1990  amendments  have  three  basic 
objectives.  They  are:  (1)  To  make 
available  nutrition  information  that  can 
assist  consupers  in  selecting  foods  that 
can  lead  to  Wealthier  diets.  (2)  to 
eliminate  consumer  confusion  by 
establishing  definitions  for  nutrient 
content  claims  that  are  consistent  with 
the  terms  defined  by  the  Secretary,  and 
(3)  to  encourage  product  innovation 
through  the  development  and  marketing 
of  nutritionally  improved  foods.  With 
these  goals  in  mind,  the  agency  believes 
that  the  new  regulations  will  reestablish 
the  credibility  of  the  food  label. 

With  respect  to  nutrient  content 
cilaims.  the  1990  amendments  amended 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (the  act)  by  adding  section 
403{r)(l)(A)  of  the  act  (21  U.S.C. 
343(r)(l)(A))  which  states  that  a  food  is 
misbranded  if  it  bears  a  claim  in  its 
label  or  labeling  that  either  expressly  or 
implicitly  characterizes  the  level  of  any 
nutrient  of  the  type  required  to  be 
declared  as  part  of  the  nutrition 
labeling,  unless  such  claim  is  made  in 
accordance  with  section  403(r)(2). 

The  agency  received  over  1.800     ' 
comments  in  response  to  the  general 
principles  proposal,  and  500  comments 
in  response  to  the  fat/cholesterol 
proposal.  Each  comment  addressed  one 
or  more  of  the  provisions  in  these 
proposals.  The  comments  were  from  a 
variety  of  sources  including  consumers, 
health  care  professionals,  trade 
organizations,  manufacturers,  consumer 
advocacy  organizations,  foreign 
governments,  and  Stafe  and  local 
governments.  Many  of  the  comments 
generally  agreed  with  one  or  more 
provisions  of  the  propofSal.  without 
providing  other  grounds  for  support 
other  than  those  provided  by  FDA  in  the 
preamble  to  the  proposal.  Several 
comments  addressed  issues  covered  by 
other  proposals  that  are  a  part  of  this 
overall  food  labeling  initiative  ar.d  will 
be  addressed  in  those  final  documents, 
while  other  comments  addressed  issues 
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outside  the  scope  of  the  proposal  and 
will  not  be  discussed  here. 

A  number  of  comments  to  the  general 
principles  and  fat/cholesterol  proposals 
suggested  modifications  in,  or  were 
opposed  to,  various  provisions  of  the 
proposals.  Because  the  general 
principles  governing  both  documents   - 
are  identical,  and  because  the  issues 
raised  in  comments  responding  to  the 
two  proposals  are  similar,  FDA  has 
chosen  to  address  the  comments  on,  and 
to  establish  regulations  based  on,  both 
proposals  in  this  single  document.  The 
agency  will  summarize  the  issues  raised 
in  the  comments  and  address  them  in 
this  document. 

The  agency  also  notes  that  it  received 
about  125  comments  on  the  tentative 
final  rule  on  cholesterol  content  claims 
after  the  closing  date  for  comments  of 
August  20, 1990.  These  comments  were 
not  addressed  in  the  fat/cholesterol 
proposal.  However,  the  agency  has 
reviewed  these  comments  and  is  also 
responding  to  them  in  this  final  rule. 

As  for  the  third  proposal  on 

cholesterol  claims  and  " percent 

fat  free,"  FDA  has  concluded  that  this 
final  rule  will  provide  adequate 
assurance  to  consumers  that  these  terms 
are  not  used  in  a  misleading  manner. 
Therefore,  the  agency  is  announcing 
that  it  is  withdrawing  this  proposal. 
Comments  that  were  submitted  on  this 
proposal  (Docket  No.  84N-153A)  have 
been  considered  in  the  development  of 
this  final  rule.  They  will  be  addressed 
with  the  other  comments  on  the  general 
principles  proposal  and  the  fat/ 
cholesterol  proposal  in  this  final  rule. 

B.  Foods  for  Special  Dietary  Use 

In  1978,  FDA  promulgated  regulations 
in  §  105.66  pertaining  to  the  use  of  the 
terms  "low  calorie"  and  "reduced 
calorie"  on  foods  represented  as  or 
purporting  to  be  for  special  dietary  use 
in  the  maintenance  or  reduction  of 
caloric  intake  or  body  weight.  Under  the 
1990  amendments.  FDA  is  defining  the 
terms  "low"  and  "reduced"  as  nutrient 
content  claims  that  identify  the  level  of 
a  nutrient  in  a  food  intended  for 
consumption  by  the  general  population 
and  is  adopting  specific  definitions  for 
the  terms  "low  calorie"  and  "reduced 
calorie."  To  reflect  these  actions,  the 
agency  is  revising  §  105.66  to  delete  the 
provisions  that  define  "low  calorie"  and 
"reduced  calorie."  Because  §  105.66  was 
adopted  under  the  authority  of  section 
403(j)  of  the  act,  these  revisions  must  be 
made  in  accordance  with  the  formal 
rulemaking  procedures  in  section  701(e) 
of  the  act  (21  U.S.C.  371(e)).  Under  these 
procediu^s,  there  is  an  opportunity  to 
object  to  a  final  rule  and  to  request  a 
pubUc  hearing  based  upon  such 


objection.  Such  an  opportunity  is  not 
provided  as  part  of  the  notice-and- 
comment  rulemaking  procedures  that 
are  appropriate  for  most  of  the  rest  of 
the  rulemaking  that  FDA  is  doing  in 
response  to  the  1990  amendments. 
Therefore,  for  administrative 
convenience,  FDA  is  publishing  the 
final  rule  amending  §  105.66  elsewhere 
in  this  issue  of  the  Federal  Register. 

II.  General  Principles  for  Nutrient 
Content  Claims 

A.  Legal  Basis 

FDA  has  the  authority  to  issue  this 
final  rule  regarding  nutrient  content 
claims  under  sections  201(n)  (21  U.S.C. 
321(n)),  403(a).  403{r).  and  701(a)  of  the 
act.  These  sections  authorize  the  agency 
to  adopt  regulations  that  prohibit 
labeling  that:  (1)  Is  false  or  misleading 
in  that  it  fails  to  reveal  facts  that  are 
material  in  light  of  the  representations 
that  are  made  with  respect  to 
consequences  that  may  result  from  use 
of  the  food,  or  (2)  uses  terms  to 
characterize  the  level  of  any  nutrient  in 
a  food  that  has  not  been  defined  by 
regulation  by  FDA. 

B.  Scope 

Section  403(r)(l)(A)  of  the  act 
provides  that  claims,  either  expressed  or 
implied,  that  characterize  the  level  of  a 
nutrient  which  is  of  a  type  required  to 
be  declared  in  nutrition  labeling  may 
not  be  made  on  the  label  or  in  labeling 
of  any  food  intended  for  human 
consumption  that  is  offered  for  sale 
unless  the  claim  is  made  in  accordance 
with  section  403(r)(2).  In  the  general 
principles  proposal,  the  agency 
proposed  to  incorporate  this  general 
statutory  requirement  into  proposed 
§  101.13(a)  and  (b)  and  to  establish  a 
new  §  101.13  and  the  applicable 
regulations  in  part  101,  subpart  D  (21 
CFR  part  101)  as  the  provisions 
governing  nutrient  content  dlaims. 

1.  One  comment  stated  that  the  claims 
that  are  subject  to  the  proposed 
regulations,  which  implement  section 
403(r)(l)(A)  of  the  act,  are  appropriately 
called  "nutrient  descriptors,"  not 
"nutrient  content"  claims  as  proposed 
by  FDA.  The  comment  pointed  out  that 
the  statutory  language  of  the  1990 
amendments  does  not  include  the 
phrase  "nutrient  content"  claim.  It 
stated  that  the  words  in  section 
403(r)(l)(A)  of  the  act  refer  to  a  covered 
claim  as  a  claim  that  "characterizes  the 
level  of  any  nutrient  •  •  •."  The 
comment's  purpose  in  contrasting  the 
wording  of  the  proposal  and  that  of  the 
•  statute  is  to  limit  the  applicability  of  the 
regulation  to  claims  about  the  level  of  a 
nutrient  and  to  exclude  statements 


about  amounts  of  nutrients.  The 
comment  stated  that  simple  factual 
information  about  the  nutrient  content 
of  a  food,  for  which  no  characterizing 
claims  are  made,  is  explicitly  excluded 
from  regulation  under  section 
403(r)(l)(A)  of  the  act.  It  said  that  the 
last  sentence  in  section  403(r)(l)  of  the 
act  provides  that  a  statement  of  the  type 
contained  in  nutrition  labeling — for 
example,  that  a  food  contains  25 
calories  per  serving,  or  10  percent  of  the 
U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  for  vitamin  C,  or  50 
milligrams  (mg)  of  sodium — is  not  a 
claim  characterizing  the  level  of  the 
nutrient.  The  comment  requested  that  to 
assure  that  the  regulations  for  section 
403(r)(l)(A)  of  the  act  claims  are  not 
misunderstood  to  extend  to  nutrient 
statements  that  do  not  "characterize  tlie 
level  of  a  nutrient,"  all  references  to 
"nutrient  content"  claims  be 
redesignated  to  "nutrient  descriptors" 
or  "nutrient  descriptor  claims." 

The  agency  advises  that  while  it  can 
agree  that  the  terms  "nutrient 
descriptor"  and  "nutrient  descriptor 
claims"  may  be  used  to  describe  the 
claims  subject  to  section  403(r}(l)(A)  of 
the  act  and  these  regulations,  it  does  not 
agree  that  the  scope  of  the  statute  and 
the  regulations  excludes  statements  of 
the  amount  of  a  nutrient  in  a  food.  The 
distribution  the  comment  draws 
between  "nutrient  descriptors"  and 
"nutrient  content"  claims  is 
unpersuasive.  In  fact,  one  of  the 
sponsors  of  the  1990  amendments  in  the 
Senate  specifically  used  the  term 
"nutrition  content  claim"  to  refer  to 
claims  covered  under  section  403(r)(l) 
(A)  (136  Cong.  Rec.  S16608  (October  24. 
1990)).  Moreover,  the  statement  in 
section  403(r)(l)  of  the  act  referred  to  by 
the  comment  as  excluding  from 
coverage  statements  of  the  type 
contained  in  nutrition  labeling,  in  fact 
excludes  "a  statement  of  the  type 
required  by  paragraph  (q)  that  appears 
as  part  of  the  nutrition  information 
required  or  permitted  by  such  paragraph 
•  *  '."  FDA  stated  in  the  general 
principles  proposal  (56  FR  60421  at 
60424),  that  the  legislative  history  of 
this  provision  specifically  states  that  the 
identical  information  will  be  subject  to 
the  descriptor  requirements  if  it  is 
included  in  a  statement  in  another 
portion  of  the  label  (136  Congressional 
Record  H5841  Only  30, 1990)).  hi 
addition,  section  403(r)(2)(E)  of  the  act 
specifically  exempts  from  the 
limitations  on  claims  established  in 
section  403(r)(2)(A)(i)  through 
(r)(2)(A)(v),  "a  statement  in  the  label  or 
labeling  of  food  which  describes  the 
percentage  of  vitamins  and  minerals  in 
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the  food  which  describes  the  percentage 
of  such  vitamins  and  minerals 
recommended  for  daily  coasumptioa  by 
the  Secretary."  If  sodi  declarations  as 
"10  percent  of  the  U.S.  RDA  for  vitamin 
C"  were  not  within  the  scope  of  section 
403(r}(l](A)  of  the  act,  there  would  have 
been  no  need  for  Congress  to  provide  a 
specific  exemption  for  such  claims. 
Fiirthermore,  section  3(b)(l)(AUiv)  of 
the  1990  amendments  provides  that  the 
mandated  regulations  "shall  permit 
statements  describing  the  amount  and 
percentage  of  nutrients  in  food  which  * 
*  *  are  consistent  with  the  terms 
defined  in  section  403(r){2)(AKil  of  such 
Act."  Again,  if  statements  of  the  amount 
and  percentage  of  nutrients  were  not 
subject  to  section  403(r)(l)(A]  of  the  act, 
there  presumably  would  have  been  no 
need  for  Congress  to  express  its  desire 
that  such  claims  be  permitted  by  the 
regulations.  Accordingly,  FDA 
concludes  that  section  403(r)(l)(A}  of 
the  act  and  therefore  these  Rnal 
regulations  apply  to  statements  of  the 
amount  of  a  nutrient  in  food  as  well  as 
to  statements  of  the  level  of  a  nutrient 
in  food.  Thus,  FDA's  use  of  the  term 
"nutrient  content  claims"  is  fully 
consistent  with  the  act. 

2.  In  proposed  §  101.13(b)(3),  FDA 
stated  that  no  nutrient  content  claims 
could  be  made  on  foods  specifically 
intended  for  infants  and  children  less 
than  2  years  of  age. '  A  few  oomments 
r     stated  that  the  prohibition  was 

inconsistent  with  the  overall  intent  of 
the  1990  amendments,  which  is  to  avoid 
consumer  confusion  by  providing 
relevant  and  useful  information  to 
consumers  by  which  they  can  make 
'        informed  food  choices.  The  comments 
said  that  such  a  prohibition  would 
unfairly  restrict  nutrient  content  claims 
on  foods  primarily  intended  for  infants 
and  children  less  than  two  years  of  age 
while  allowing  such  claims  on  products 
that,  though  aimed  primarily  at  adults 
and  older  children,  are  actively 
promoted  either  on  the  label  or  in  the 
advertising  as  being  for  use  by  infants  or 
children  less  than  2  years  of  age. 
Although  the  comments  recognized  the 
validity  of  this  prohibition  with  respect 
to  certain  nutrients,  they  requested  that 
the  arency  provide  an  exception  from 
this  general  prohibition  for  claims  about 


'  The  agency  notes  thai  in  the  conmonts  on  the 
mandatory  nutritioa  Labeling  propo&ai.  one 
commenl  sUted  thai  the  term  "toddler"  was 
improperly  used.  In  the  final  rule  for  mandatory 
authtiCQ  labeling,  the  af^ency  agrees  with  this 
comsien;  and  is  repUr  ..-ig  the  term  "toddier"  with 
the  phnso  "childrac  less  than  2  yaara  nfa^e".  The 
term  "Icddler"  was  also  us«d  throughout  die 
nutjit>nt  content  claims  proposal.  Thererore,  for 
clariry  and  coniistency,  the  agency  <s  using  the 
phrase  "childrea  less  than  two  y«ars  of  age"  in  lieu 
of  the  term  "toddler"  in  ihi*  final  rula 


Other  nutrients.  Specifically,  the 
comments  requested  changes  that 
would,  among  other  things,  allow  "no 
salt  added"  and  "no  sugar  added" 
claims,  permit  "high  proteiil  cereal"  to 
be  so  labeled,  allow  the  percentage  of 
the  Reference  Daily  Intake  (RDI)  of  a 
vitamin  or  mineral  to  be  stated  on  the 
principle  display  panel  (PDP),  allow 
claims  ^mut  fortification  of  the  product 
with  vitamins  and  minerals,  and  allow 
products  to  be  labeled  with  a  statement 
of  identity  that  includes  an  ingredient 
that  is  a  standardized  food  whose  name 
includes  a  claim  (e.g..  "juice  with  low 
fat  yogurt")  without  the  normal  referral 
statements  required  for  nutrient  content 
claims.  The  comments  maintained  that 
these  exceptions  would  place  infant 
foods  one  par  with  foods  intended  for 
the  general  population  that  are 
promoted  for  infants  and  children  less 
than  2  years  of  age  and  would  allow 
continua^on  of  the  long  standing 
practice  of  providing  information 
relevant  to  the  perceived  special 
nutritional  needs  of  this  group. 

The  comments  added  that  permitting 
"no  sugar  added"  and  "no  salt  added" 
claims  on  these  foods  is  consistent  with 
recent  research  that  shows  that  sugar 
and  salt  are  not  necessary  for  a  baby's 
palate,  and  that  feeding  sweetened  or 
salted  foods  to  infants  can  enhance  their 
preference  for  such  foods  which  is 
carried  into  adult  eating  patterns.  Sudi 
"no  salt  added"  and  "no  sugar  added" 
claims,  the  comments  said,  would  also 
allow  manufacturers  to  highli^t 
products  that  are  consistent  with  dietary 
recommendations  for  infants  and 
children  less  than  2  years  of  age 
provided  over  the  past  11  years  by 
health  authorities,  including  the 
American  Academy  of  Pediatrics,  the 
U.S.  Surgeon  General,  and  U.S. 
Department  of  Agriculture  (USDA)m3A 
Dietary  Guidelines. 

In  response  to  the  comments,  FDA  has 
reconsidered  the  propriety  of  nutrient 
content  claims  on  foods  specifically 
intended  for  infants  and  diildren  less 
tlian  2  years  of  age.  The  agency  now 
believes  that  the  complete  prohibition  of 
nutrient  content  claims  on  foods  for 
infants  and  children  less  than  2  years  of 
age  may  have  been  overly  broad. 
Although  current  dietary 
recommendations  for  Americans  do  not 
include  infants  and  children  less  than  2 
years  of  age,  there  is  no  basis  in  the 
1990  amendments  to  limit  nutrient 
content  claims  to  only  foods  intended 
for  the  population  over  the  age  "of  2.  In 
addition,  the  agency  cannot  discount 
the  possibility  that  information  may  be 
developed  lihat  will  allow  the  agency  to 
dehne  specific  claims  on  the  level  of  a 
nutrient  in;the  food  that  are  appropriate 
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for  foods  for  infants  and  diildren  less 
than  2  years  of  age.  Such  claims  are 
subject  td  the  requirements  of  section 
403(H  of  the  act. 

Accordingly,  the  agency  has  revised 
new  $  101.13^)(3)  to  state  that  no 
nutrient  contoit  claims  may  be  made  on 
foods  for  infants  and  children  less  than 
2  years  of  age  unless  a  regulation 
spedfixally  authorizing  sudi  a  ciainv 
has  been  established  in  part  101, 
subpart  D,  among  certain  other  parts  of 
the  regulations.  Interested  persons  may 
submit  a  petition  under  new  §  101.69 
%vith  appropriate  information  that 
would  provide  a  basis  on  which  the 
agency  could  determine  that  a  specific 
nutrient  content  claim  would  be 
appropriate  for  foods  for  infants  and 
children  less  than  2  years  of  age. 

The  ag«icy  also  notes  that  it  can 
permit,  by  regulation  under  section 
403(1)  of  the  act,  claims  that  are  made 
because  of  the  special  dietary  usefulness 
of  the  food.  The  agency  intends  to  use 
its  authority  under  section  403(j]  and  (r) 
of  the  act  to  regulate  foods  for  infants 
and  children  less  that)  2  years  of  age.  in 
evaluating  a  petition  for  the  use  of  a 
claim,  it  will  determine  under  which 
authority  of  the  act  the  claim  is 
appropriately  regulated.  Accordingly, 
the  agency  i^  including  in  new 
§  101.13(b)(3)  a  reference  to  regulations 
in  part  105  among  those  regulations  that 
permit  claims  on  foods  for  infants  and 
children  less  than  2  years  of  age.  In 
addition,  in  the  general  principles 
proposal,  FDA  stated  that  the 
regulations  fn  part  107,  issued  under  the 
authority  of  section  412  of  the  act  (21 
U.S.C.  350),  permit  certain  nutrient 
content  claims  on  infant  formulas.  For 
clarity,  FDA  has  also  included  part  107 
among  the  regulations  permitting  claims 
in  new  §  101.13(b)(3). 

The  comments  that  requested 
permission  to  make  certain  claims  did 
not  provide,  nor  has  the  agency 
developed,  a  sufficient  basis  on  whidi 
to  conclude  that  any  of  the  nutrient 
content  claims  that  FDA  is  defining,  or 
any  other  claims,  are  appropriate  for 
food  specifically  intended  for  infants 
and  children  less  than  2  years  of  age. 
Although  the  agency  is  not  prohibiting 
the  statement  of  identity,  "juice  with 
low  fat  yogurt"  because  low  fat  yogurt 
is  a  standardized  food  and  the  statement 
of  identity  accurately  characterizes  the 
product,  the  agency  notes  that  the  other 
statements  about  the  fat  content  of  a 
product  would  be  inappropnate  on  a 
food  intended  for  infants  and  children 
less  than  2  years  of  age.  Such  a  food 
would  be  inconsistent  with  the 
guidance  provided  by  various  health 
authorities,  which  was  noted  in  the 
general  principles  proposal  and 
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published  in  a  report  by  the  National 
Heart,  Lung,  and  Blood  Institute, 
National  Cholesterol  Education  Program 
(NCEP)  (Ref.  1),  that  fat  and  cholesterol 
should  not  be  restricted  in  the  diets  of 
infants. 

The  agency  has  also  considered  the 
request  to  authorize  the  use  of  "no  sugar 
added"  and  "no  salt  added"  claims  on 
foods  specifically  intended  for  infants 
and  children  less  than  2  years  of  age. 
The  terms  "no  sugar  added"  and  "no 
salt  added"  have  been  defined  as 
nutrient  content  claims  for  adult  foods 
in  §§  101.60(c)(2)  and  101.61(c)(2)  and 
imply  that  the  food  is  either  "low"  or 
"reduced"  in  calories  or  sodium, 
respectively.  However,  because  dietary 
guidelines  urging  Americans  to 
moderate  their  intake  of  sodium  and  salt 
are  specifically  for  adults  and  children 
over  2  years  of  age,  claims  on  foods 
intended  specifically  for  infants  and 
children  less  than  2  years  of  age  are  not 
appropriate.  Therefore,  the  agency  is  not 
granting  this  request. 

However,  terms  "imsweetened"  and 
"unsalted"  can  be  viewed  differently.  In 
the  general  principles  proposal  (56  FR 
60421  at  60437),  the  agency  cited  the 
September  22, 1978,  final  rule  on  label 
statements  for  special  dietary  foods  (43 
FR  43238).  In  that  final  rule,  FDA 
concluded  that  the  term  "unsweetened" 
was  a  factual  statement  about  an 
organoleptic  property  of  a  food.  The 
general  principles  proposal  stated  that 
the  agency  was  not  aware  of  any  reason 
to  change  this  view.  Although  the 
agency  did  not  propose  in  the  general 
principles  proposal  to  define  the  terms 
"unsweetened"  for  foods  intended 
specifically  for  infants  and  children  less 
than  2  years  of  age  the  agency  considers 
that  this  statement  on  baby  food,  as  on 
adult  food,  is  not  intended  as  a  nutrient 
content  claim  but  as  a  taste  claim.  As 
such  it  is  consistent  with  the 
recommendations  of  the  American 
Academy  of  Pediatrics  (Ref.  33)  and  the 
Surgeon  General's  report  (Ref.  4)  that 
sugar  should  be  added  sparingly,  if  at 
all.  to  foods  prepared  for  normal  infants. 
Consequently,  the  agency  believes  that 
highlighting  that  a  food  is  unsweetened 
may  provide  useful  information  about' 
the  organoleptic  properties  of  the  food. 
Accordingly,  the  agency  is  adding  foods 
intended  specifically  for  infants  and 
children  less  than  2  years  of  age  to  the 
exceptions  provided  in  §  101.60(c)(3)  for 
the  term  "unsweetened"  as  a  factual 
statement. 

Similarly,  the  agency  believes  that  a 
statement  that  the  food  is  "unsalted"  on 
foods  for  infants  and  children  less  than 
2  years  of  age  can  also  be  viewed  as  a 
statement  about  the  organoleptic 
properties  of  the  food.  This  term  is  also 


consistent  with  the  recommendation 
from  the  same  health  authorities,  noted 
in  the  comments,  that,  similar  to 
sweetness,  a  salty  taste  is  not  necessary 
for  an  infant's  palate.  The  agency 
recognizes  that  although  the  word 
"sweet"  is  used  exclusively  to  identify 
a  taste,  the  word  "salt"  may  be 
associated  with  the  level  of  a  nutrient  or 
with  the  taste  of  a  food.  However, 
consistent  with  the  use  of  the  word 
"unsweetened"  as  a  statement  of  taste, 
the  agency  is  permitting  the  term 
"unsalted"  to  be  used  on  foods  intended 
exclusively  for  infants  and  children  less 
than  2  years  of  age.  The  agency  is 
providing  in  §  101.61(c)(3)  that 
"unsalted"  may  be  used  on  these  foods 
provided  that  it  refers  only  to  the  taste 
of  the  food  and  is  not  otherwise  false 
and  misleading. 

Finally,  in  keeping  with  section 
403(r)(2)(E)  of  the  act  as  amended, 
which  permits,  without  further 
definition,  label  statements  that  describe 
the  percentage  of  vitamins  and  minerals 
in  the  food  relative  to  the  RDI,  the 
agency  concludes  that  it  is  appropriate 
to  permit  statements  of  this  type  on 
foods  intended  specifically  for  infants 
and  children  less  than  2  years  of  age. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  listing  values  that  may 
be  used  as  RDI's  specifically  for  infants 
and  for  children  under  4  years  of  age. 
These  reference  amounts  provide  an 
appropriate  basis  for  label  statements  on 
foods  intended  specifically  for  infants 
and  children  less  than  2  years  of  age 
that  describe  the  percentage  of  vitamins 
and  minerals  relative  to  the  RDI. 
Accordingly,  the  agency  is  clarifying  its 
intentions  by  amending  new 
§  101.13(q)(3)  to  specifically  include 
foods  for  infants  and  children  less  than 
2  years  of  age  among  those  that  may 
bear  a  percent  RDI  statement. 

The  agency  has  not  prohibited  claims 
on  foods  that  are  promoted  for  infants 
and  children  under  the  age  of  2  but  that 
are  intended  primarily  for  adults  and 
older  children.  However,  the  agency 
cautions  that  any  nutrient  content 
claims  made  on  such  products  in 
association  with  a  statement  about  use 
of  the  food  for  infants  and  children 
under  the  age  of  2  would  be  misleading 
under  section  403(r)  of  the  act  unless 
such  claim  has  specifically  been 
permitted  for  such  a  population  by 
regulation. 

C.  Labeling  Mechanics 

The  1990  amendments  do  not  include 
specific  limits  on  the  prominence  of 
nutrient  content  claims.  However,  FDA 
did  propose  certain  requirements  on 
how  claims  are  to  be  presented.  In  the 
general  principles  proposal  (56  FR 


60421  at  60424),  FDA  proposed  to 
require  in  §  101.13(f)  that  a  nutrient 
content  claim  be,  in  type  size  and  style, 
no  larger  than  the  statement  of  identity. 
The  agency  stated  that  this  proposed 
requirement  would  ensure  that 
descriptors  are  not  given  undue 
prominence.  The  agency  proposed  this 
requirement  under  section  403(f)  of  the 
act  and  under  its  general  authority 
under  section  403(r).  Section  403(f)  of 
the  act  states  that  a  food  is  misbranded 
if  any  statement  required  by  or  under 
the  authority  of  the  act  is  not  placed  on 
the  label  with  such  conspicuousness,  as 
compared  to  other  words,  statements, 
designs,  or  devices,  as  to  render  it  likely 
to  be  understood  by  the  ordinary 
consumer. 

Section  403(r)(2)(B)  of  the  act  states 
that  if  a  nutrient  content  claim  is  made, 
the  label  or  labeling  of  the  food  shall 
contain,  prominently  and  in  immediiate 
proximity  to  such  claim,  a  statement 
referring  the  consumer  to  the  nutrition 

label  (i.e.,  "See for 

nutrition  information").  FDA  proposed 
to  incorporate  this  requirement  in 
§  101.13(g). 

Section  403(r)(2)(B)  of  the  act  requires 
that  the  referral  statement  appear 
prominently,  but  it  does  not  contain 
specific  requirements  such  as  to  type 
size  or  style.  However,  section 
403{r)(2)(A)(iii)  through  (r)(2){A)(v)  of 
the  act  require  that  statements  that 
disclose  the  level  of  fat,  saturate4  fat,  or 
cholesterol,  which  must  be  presented  in 
conjunction  with  certain  nutrient 
content  claims,  "have  appropriate 
prominence  which  shall  be  no  less  than 
one-half  the  size  of  the  claim."  For 
consistency  and  because  the  referral 
statement  and  the  statement  disclosing 
the  level  of  another  nutrient  must  both 
be  in  immediate  proximity  to  the  claim, 
and  therefore  adjacent  to  one  another, 
the  agency  tentatively  concluded  that 
these  statements  should  be  of  the  same 
type  size.  Therefore,  the  agency 
proposed  in  §  101.13(g)(1)  that  the 
referral  statement  be  in  type  6ne-half 
that  of  the  claim,  but  in  no  case  less 
than  one-sixteenth  of  an  inch,  consistent 
with  other  minimum  type  size 
requirements  for  mandatory  label 
information. 

3.  Many  comments  stated  that  no  type 
size  requirements  for  either  nutrient 
content  claims  or  referral  statements 
(other  than  those  specifically  included 
in  section  403(r)(2)(A)(iii)  through 
(r)(2)(A)(iv))  are  mandated  by  the  1990 
amendments,  and  that  the  agency 
should  not  impose  requirements  beyond 
those  included  in  these  amendments. 

While  the  1990  amendments  do  not 
specify  type  size  requirements  for 
nutrient  content  claims  or  for  the 
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rpferral  statement,  the  act  must  be  read 
as  a  whole.  Section  403t{)  of  the  act 
requires  that  information  reqiiired  under 
the  act  be  placed  on  the  label  with  such 
conspicuousness  as  to  render  it  likely  to 
be  read.  FDA  has,  therefore,  included 
those  prominence  requirements  in  these 
regulations  that  it  finds  necessary  to 
ensuiB  that  this  requirement  is  satisfied 
with  respect  to  the  information  required 
under  the  1990  amendments. 

1.  Relationship  of  size  of  nutrient 
content  claim  to  statement  of  identity 

4.  Some  comments  suggested  that  the 
type  size  for  claims  be  limited  to  a  size 
no  larger  than  the  most  prominent  type 
size  on  the  PDP.  Some  comments 
suggested  that  the  type  size  should  not 
exceed  either  the  size  ot  or  one-half  the 
size  of,  the  largest  type  or  brand  name. 
Some  of  these  comments  stated  that 
these  aftematives  will  allow 
manufacturers  more  flexibility  and  be 
more  in  line  with  the  Executive  Order 
12291.  Several  comments  stated  that 
there  is  no  reason  to  connect  type  size 
of  the  nutrient  content  claim  to  that  of 
the  statement  of  identity  because  if  the 
nutrient  content  claim  is 
disproportionately  large,  the  statement 
of  identity  as  well  as  other  mandatory 
information  on  the  PDP,  such  as  net 
quantity  of  contents,  will  be  so  obscured 
or  smaU  as  to  violate  existing  section 
403(f)  of  the  act. 

The  agency  rejects  these  comments. 
The  nutrient  content  claim  and  the 
statement  of  identity  are  two  of  the  most 
important  pieces  of  information  on  the 
PDP.  Given  the  limited  amount  of  space 
on  the  PDP,  the  agency  finds  that  it  is 
necessary  to  link  the  size  of  the  two 
pieces  of  information,  so  that 
manufacturers,  can,  and  will,  give 
appropriate  prominence  to  eadi  of  them 
in  planning  their  labels.  The  options 
suggested  by  the  comments  to  unlink 
the  size  of  the  nutrient  content  claim 
from  the  statement  of  identity  could 
result  in  a  claim  being  unduly 
prominent.  It  would  not  be  consistent 
with  the  goal  of  adopting  regulations  for 
the  efficient  enforcement  of  the  act  if  the 
agency's  regulations  created  a  situation 
in  which  violations  of  the  act  were 
likely  to  develop.  Thus,  the  agency 
rejects  those  options.  However,  the 
agency  does  agree  that  more  flexibility 
with  respect  to  the  size  of  the  nutrient 
content  claim  is  appropriate. 

5.  Several  comments  stated  that 
claims  should  have  maximum 
prominence  and  be  permitted  to  be  of  a 
type  size  greater  than  the  statement  cf 
identity,  especially  when  the  claim  is 
included  in  a  brand  name,  since  claims 
both  provide  important  information  to 
the  consumer  and  serve  to  draw 


consumer  attention  to  a  specific  product 
among  other  similar  products.  Several 
comments  sta^  that  the  claim  should 
not  be  more  than  twice  the  size  of  the 
statement  of  identity  to  provide  ibr 
flexibility  in  communicating  the  claim 
effectively.  Some  comments  stated  that 
this  alternative  will  allow 
manufacturer^  more  flexibility  and  be 
more  in  line  with  the  Executive  Order 
12291. 

FDA  recognizes  the  concerns 
expressed  in  these  comments.  FDA  has 
reconsid^d  the  proposed  limit  on  type 
size  for  nijitrient  content  claims  and 
concludes  that  the  proposed  limit  may 
unduly  r^trict  the  effe^kveness  of 
claims.  FDA  is  concerned  that,  as  a 
result,  the  incentives  for  manufacturers 
to  innovate  and  improve  their  food 
products  may  be  reduced.  As  some 
comments  pointed  out,  style  and  format 
play  important  roles  in  effective 
marketing  which  is  important  not  only 
in  selling  tha  product  but  in  bringing 
the  healthful  attributes  of  the  product  to 
consumers'  attention.  The  alternative 
presented  in  the  comments  of  limiting 
the  claim  to  not  more  than  twice  the 
size  of  the  statement  of  identity 
provides  for  the  ilexibiUty  requested  to 
further  the  effectiveness  of  claims,  while 
ensuring  a  certain  proportionality  of 
these  two  important  pieces  of 
information  on  the  PDP.  Therefore,  the 
agency  is  revising  new  §  101.13(f)  to 
require  that  the  claim  be  no  larger  than 
two  times  the  statement  of  identity. 

2.  Referral  statements 

6.  Several  comments  stated  that 
referral  statements  are  redundant  if  the 
claim  appears  on  the  information  panel 
with  complete  nutrition  information. 
Other  comments  stated  that  these 
statements  contribute  to  label  clutter 
and  cause  the  PDP  to  look  like  an         ^ 
information  panel. 

In  response  to  the  first  group  of 
comments,  the  agency  points  out  that 
under  proposed  §  101.13(g)(2),  a  referral 
statement  is  not  required  wrhen "1  claim 
appears  on  the  information  panel.  More 
importantly,  the  requirement  for  a 
referral  statement  when  a  claim  is  made 
is  statutory.  Section  403(r)(2)(B)  of  the 
act  specifically  provides  that  the  label 
contain  this  statement  prominently  and 
in  immediate  proximity  to  the  nutrient 
content  claim.  Although  the  referral 
statement  does  add  to  the  information  in 
the  PDP,  this  statement  is  necessary  to 
ensure  that  consumers  fully  understand 
the  nutrient  content  claim  that  is  being 
made. 

7.  Several  comments  slated  that 
referral  statements,  if  required  at  all, 
should  be  one-half  the  size  of  the  claim. 
Other  comments  stated  that  if  a 


minimum  type  size  requirement  is 
necessary  for  the  referral  statement, 
FDA  should  specify  only  a  minimum 
type  size  of  one-sixteenth  of  an  inch, 
which  is  thejninimum  type  size 
prescribed  for  most  mandatory 
information  on  a  food  label.  Other 
comments  suggested  that  referral 
statements  if  required  at  all,  should  be 
a  minimum  of  one-sixteenth  of  an  inch, 
or  be  of  a  minimum  type  size  consistent 
with  that  required  for  the  net  quantity 
of  contents  statement  in  §  101.105(i) 
(which  varies  from  one-sixteenth  of  an 
inch  to  one-quarter  of  an  inch 
depending  upon  the  area  of  the  PDP}, 
because  this  standard  would  assure  a 
proportionality  to  the  other  printed 
material  on  the  label. 

The  agency  has  considered  these 
comments  on  the  minimum  type  size  of 
the  referral  statement.  FDA  agrees  that 
it  is  not  necessary  to  link  the  type  size 
of  the  referral  statement  to  that  of  the 
claim  (as  the  proposal  does).  Such  a 
requirement  could  contribute  to  label 
clutter.  However.  FDA  does  not  agree 
that  q>ecifying  only  a  minimum  type 
sire  erf  onfe-sixteenlh  of  an  inch  for  the 
referral  statement  will  assure  adequate 
prominenoe  for  that  statement, 
particularly  on  packages  where  the  area 
of  the  PDP  is  large,  and  the  claim  is  in 
large  letters.  Rather,  FDA  agrees  that  the 
requirements  of  section  403(0  and 
(r)(2){b)  of  the  act  will  be  satisfied  if  the 
referral  statement  is  presented  in  a  type 
size  consistent  with  the  minimum  type 
size  requirements  for  the  net  quantity  of 
contents  declaration,  which  are  linked 
to  the  area  of  the  PDP.  The 
proportionality  between  the  size  of  the 
ref^ral  statement  and  the  size  of  the 
label  will  ensure  that  the  referral 
statement  is  presented  with  appropriate 
prominence. 

However,  FDA  does  not  wish  to 
inadvertently  establish  minimum  type 
sizes  for  nutrient  content  claims.  When 
the  claim  is  less  than  twice  what  the 
minimum  size  of  the  referral  statement 
would  be  given  the  size  of  the  label  and 
§  101.105(i).  FDA  believes  that  the  type 
size  of  the  referral  statement  may  be  less 
than  that  required  under  §  101.105  for 
net  quantity  of  coTitents.  In  such 
circumstances,  the  referral  statement  is 
of  appropriate  prominence  if  it  is  at 
least  one-half  the  size  of  the  claim  and 
not  less  than  one-sixteenth  of  an  inch. 
The  agency  believes  that  this  approach 
to  the  type  size  requirement  for  the 
referral  statement  provides  additional 
flexibility  to  firms  in  utilizing  label 
space  but  still  ensures  adequate 
prominence  for  this  statement. 

Therefore.  FDA  is  revising  tha  referral 
statement  requirement  in  new 
§  101.13(^1)  to  provide  that  the  type 


I 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations        2307 


size  of  the  refiarral  statement  be  no  less 
than  that  requlied  by  §  101.105(1)  for  net 
quantity  of  contents,  except  where  the 
size  of  \he  claim  is  less  than  two  times 
the  required  size  of  the  net  quantity  of 
contents  statement,  in  which  case  the 
referral  statement  shall  be  no  less  than 
one-half  the  size  of  the  claim  but  no 
smaller  than  one-sixteenth  of  an  inch. 

8.  Several  comments  requested  that 
FDA  provide  that  the  referral  statement 
on  labels  bearing  a  nutrient  content 
claim  become  optional  after  2  years.  The 
comments  argued  that  after  2  years, 
consiuners  will  have  learned  Uiat 
information  supporting  the  claim  is 
elsewhere  on  the  label. 

Section  403(r)(2)(B)  of  the  act  does  not 
provide  any  authority  for  the  agency  to 
make  such  a  modification  to  the 
req\iirement  for  the  referral  statement 
Tlierefora.  the  agency  rejects  this 
request. 

D.  Disclosure  Statements 

'     Section  403(r)(2)(B)(ii)  of  the  act  states 
that  if  a  food  that  bears  a  nutrient 
content  claim  "contains  a  nutrient  at  a 
level  which  increases  to  persons  in  the 
general  population  the  risk  of  a  disease 
or  health-related  condition  which  is  diet 
related,  taking  into  account  the 
significance  of  the  food  in  the  total  daily 
diet,  the  required  referral  statement 
shall  also  identify  such  nutrient,"  i.e..  a 
disclosure  referral  statement  FDA 
referred  to  this  level  as  the  "disclosure 
level"  in  the  general  principles  proposal 
(56  FR  60425).  In  proposed  S  101.13(h), 
FDA  defined  such  levels  for  fat. 
satiuated  fat.  cholesterol,  and  sodium, 
based  upon  an  approach  that  considered 
dietary  recommendations  for  these 
nutrients,  the  number  of  servings  of 
food  in  a  day,  and  available  information 
on  food  composition.  The  proposed 
provision  set  out  the  required  contents 
of  the  referral  statement  that  would 
result  (56  FR  60421  at  60425). 

9.  Several  comments  supported  the 
disclosure  level  concept.  However, 
others  expressed  the  view  that  the 
concept  places  emphasis  upon  a  single 
food  rather  than  on  the  total  diet,  with 
the  result  that  a  food  is  perceived  by 
consumers  as  being  "good  food"  or  "bad 
food,"  based  upon  the  presence  or 
absence  of  a  disclosure  referral 
statement 

The  disclosure  statement  is  required 
under  section  403(r)(2)(B)(ii)  of  the  act. 
and  the  disclosure  provision  in  this 
final  rule  is  consistent  with  that 
requirement.  However,  FDA  disagrees 
with  the  assertion  that  the  presence  of 
a  disclosure  statement  on  a  food  label 
will  lead  consumers  to  perceive  that  the 
labeled  food  is  "bad."  or  that  the 
absence  of  a  disclosure  statement  on  a 


food  label  will  be  perceived  as  "good." 
The  disclosure  statement  specifically 
directs  the  consimier  to  the  information 
panel  for  information  about  other 
nutrients  in  the  food  in  addition  to  the 
nutrient  for  which  disclosure  is 
triggered,  e.g.,  "See  side  panel  for 
information  about  fats  and  other 
nutrients."  Thus,  consumers'  attention 
will  be  directed  to  the  nutrition  label, 
and  they  will  be  able  to  utilize  the 
information  therein,  not  just  the 
disclosure  statement,  as  a  basis  for 
making  a  purchase  decision  about  the 
food,  "nie  disclosure  statement  is  not 
intended  to  serve  as  a  primary  basis  for 
making  a  purchase  decision.  However,  if 
a  nutrient  content  claim  is  made,  the 
label  must  provide  the  consumer  with 
the  facts  that  bear  on  the  advantages 
asserted  by  the  claim  and  with  sufficient 
information  to  understand  how  the 
product  fits  into  a  total  dietary  regime. 

10.  Several  comments  notea  that  in 
the  preamble  of  the  general  principles 
proposal  (56  FH  60421  at  60425).  the 
agency  stated  that  "there  are  no 
generally  recognized  levels  at  which 
food  components  such  as  fat.  satxirated 
fet,  cholesterol,  or  sodium  in  an 
individual  food  will  pose  an  increased 
risk  of  diseese."  and  that  a  similar 
statement  appears  in  the  preamble  of  the 
November  27, 1991,  proposed  rule 
entitled  "Labeling;  General 
Requirements  for  Health  Claims  for 
Food"  (56  FR  60537  at  60543).  Based  on 
these  statements,  the  comments 
reasoned,  the  agency  would  not  be  able 
to  make  the  analysis  required  in  section 
403(r)(2)(B)(ii)  of  the  act  for  including  a 
disclosure  statement  in  the  referral 
statement. 

The  agency  disagrees  with  the 
comments.  Although  the  agency  stated 
in  the  proposal  that  "there  are  no 
generally  recognized  levels  at  which 
nutrients  such  as  fat,  saturated  fat. 
cholesterol,  or  sodium  in  an  individual 
food  will  pose  an  increased  risk  of 
disease,"  and  thus  "if  FDA  were  to 
attempt  to  set  these  (disclosure)  levels 
on  an  individual  food  basis,  it  would 
not  be  possible  to  do  so,"  the  agency 
also  specifically  noted  that  the  act 
directs  the  agency  to  take  into  accoimt 
the  significance  of  the  food  in  the  total 
daily  diet  when  making  its  analysis  for 
when  a  disclosure  statement  is  required. 

The  analysis  that  the  agency 
performed  in  arriving  at  the 
circumstances  where  a  disclosxire 
statement  is  required  was  based  upon 
dietary  guideUnes,  taking  into  account 
the  significance  of  the  food  in  the  total 
daily  diet.  The  analysis  utilized  the 
agency's  proposed  Daily  Reference 
Value's  pRV's)  for  total  &t.  saturated 
fet.  cholesterol,  and  sodiimi  and 


estimates  of  the  amoimts  of  these 
nutrients  in  foods  and  the  number  of 
servings  of  food  consumed  in  a  day. 
Therefore,  although  the  disclosure 
levels  are  applied  to  individual  foods, 
the  basis  of  tneir  derivation  is  the  total 
dietary  intake  of  nutrients  that  may  pose 
an  increased  risk  of  diet-related  disease, 
and  the  difficulty  in  maintaining 
healthy  dietary  practice  that  is  created 
if  these  nutrients  are  consiuned  in 
particular  foods  at  levels  that  exceed 
those  established  as  disclosure  levels. 
Thus,  the  agency  concludes  that  its 
statements  in  the  proposal  did  not 
preclude  it  fit>m  performing  this 
analysis,  and  that  it  performed  its 
analysis  in  a  manner  consistent  with  the 
statute's  guidance. 

11.  Some  comments  asserted  that 
consumers  should  be  warned  if  the  level 
of  certain  nutrients  poses  an  increased 
risk  of  disease,  irresjpective  of  whether 
a  nutrient  content  claim  is  made. 

The  agency  disagrees  with  these 
comments.  Although  section 
403(r)(2)(B)(ii)  of  the  act  mandates  that 
the  agency  require  that  referral 
statements  identify  particular  nutrients 
in  certain  circumstances  where  health 
or  nutrient  claims  are  made,  the  act  does 
not  direct  the  agency  to  require  the 
identification  of  sudi  nutrients  in 
instances  where  a  claim  is  not  made. 

Under  sections  201(n),  403(a),  and 
701(a)  of  the  act.  the  agency  could 
require  the  identification  of  nutrients 
that  are  present  at  levels  that  increase 
the  risk  of  a  disease  or  health-related 
condition  in  the  absence  of  a  claim. 
However,  in  the  absence  of  a  nutrient 
content  claim,  there  would  be  no  basis 
to  conclude  that  consumption  of  the 
food  would  receive  any  particular 
emphasis  as  part  of  the  total  daily  diet, 
and  thus  there  would  be  no  particular 
basis  for  concern,  and  hence  for  a 
warning,  about  the  levels  of  fat. 
saturated  fet,  cholesterol,  or  sodium  in 
the  food.  Only  when  the  significance  of 
the  food  in  ^e  total  daily  diet  is 
highlighted,  as  it  is  when  a  nutrient 
content  claim  is  n^ade,  does  the  level  of 
these  other  nutrients  become  material 
not  only  for  ptirposes  of  section 
403(r)(2)(B)(ii)  of  the  act  but  also  for 
sections  201{n)  and  403(a)  of  the  act 

12.  One  comment  expressed  concern 
that  the  agency's  establishment  of 
disclosure  levels  will  be  an  open 
invitation  for  product  liability  suits  for 
all  products  exceeding  the  threshold 
amounts. 

As  stated  above,  the  agency  believes 
that  "there  are  no  generally  recognized 
levels  at  which  nutrients  such  as  fat. 
saturated  fet,  cholesterol,  or  sodium  in 
an  individual  food  will  pose  an 
increased  risk  of  diseese."  The 
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disclosure  levels  are  not  tied  to 
concerns  about  consiuning  the 
individual  food  but  to  concerns  that 
claims  can  mislead  consumers  about  the 
significance  of  the  food  in  the  total  daily 
diet,  and  that  rather  than  facilitating 
compliance  with  dietary  guidelines  (see 
H.  Kept  101-538. 101st  Cking..  2d  sess. 
(October  1990)).  such  claims  could 
make  compliance  with  such  guidelines 
more  difficult  if  certain  relevant 
information  is  not  brought  to  the 
consumer's  attention,  llie  disclosure 
levels  should  be  imderstood  in  this  way. 
The  agency  wishes  to  make  clear, 
however,  as  stated  in  the  final  rule  on 
health  claims,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  that 
foods  that  contain  nutrients  at  levels 
that  exceed  the  disdosure  level  are  not 
unsafe,  will  not  cause  a  diet  related 
disease,  and  are  not  dangerous  or  "bad" 
foods. 

13.  Several  comments  suggested  that 
levels  other  than  15  percent  of  the  DRV 
should  be  used  as  the  threshold  level  for 
disclosure  statements.  Some  comments 
stated  that  a  20  percent  level  should  be 
used  because  it  is  consistent  with  the 
definitions  of  "more"  and  "high"  and 
supportable  on  the  basis  of  estimates  of 
food  consumption.  Another  comment 
suggested  a  7  1/2  percent  level 
specifically  for  fat  and  satiirated  fat, 
believing  that  15  percent  is  too  high  for 
these  nutrients.  Similar  comments 
pertaining  to  a  disqualifying  level  for  a 
nutrient  for  a  health  claim  in  response 
to  the  November  27, 1991.  proposal  on 
"LabeUng;  General  Requirements  for 
Health  Qaims  for  Food."  were  received 
by  the  agency.  * 

The  statutory  language  defining  a 
disclosure  level  for  a  nutrient  in 
conjunction  with  a  nutrient  content 
claim  is  the  same  as  that  for  a 
disqualifying  level  for  the  nutrient  for  a 
health  claim.  The  agency  is,  therefore, 
adopting  the  same  levels  for  the 
individual  nutrients  for  both  types  of 
claims.  The  agency  is  modifying  the 
disclosure  levels  in  new  ^101. 13(h)(1) 
and  the  disquaUfying  levels  in  new 
§  101.14(a)(5)  to  20  percent  of  the  DRV. 
The  rationale  for  increasing  these  levels 
to  20  percent  of  the  DRV  is  given  in  the 
final  rule  on  general  requirements  for 
health  claims  for  food,  which  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  and  is  incorporated 
herein.  Therefore,  the  disclosiue  levels 
in  new  §  101.13(h)  are  being  revised  to 
13.0  grams  (g)  of  fot.  4.0  g  of  saturated 
fat.  60  mg  of  cholesterol  and  480  mg  of 
sodium  per  reference  amount 
customarily  consumed  (hereinafter 
referred  to  as  "reference  amount"),  per 
labeled  serving  size  or  for  foods  with 
reference  amounts  of  30  g  or  less  or  2 


tablespoons  or  less,  per  50  g  (for 
dehydrated  foods  that  must  have  water 
added  to  them  prior  to  typical 
consumption,  the  50  g  criterion  applies 
to  the  "as  prepared"  form)  (see  also 
discussion  in  section  III.A.l.b.  of  this 
document). 

14.  Several  comments  opposed  the 
proposed  requirement  of  §  101.13(h) 
that  if  a  food  contains  more  than  the 
specified  amounts  of  fat,  saturated  fat. 
cholesterol,  or  sodium  per  reference 
amount,  per  labeled  serving  size,  or  per 
100  g,  then  the  referral  statement  must 
include  a  disclosure  statement.  The 
comments  stated  that  "per  100  g" 
unfairly  discriminates  against  foods 
with  standard  serving  sizes  of  less  than 
100  g.  e.g.,  chjbese,  crackers,  cookies, 
margarine,  and  butter.  The  comments 
further  stated  that  the  100-g  criterion 
makes  Uttle  siinse  and  should  be 
eliminated,   i^ 

The  agency  considered  these 
comments  and  continues  to  believe  that 
a  weight-based  criterion,  in  addition  to 
the  per  reference  amount  and  per 
labeled  serving  size  criteria,  is  needed 
as  a  criterion  for  disclosure  levels  to 
ensure  that  if  a  claim  is  made  for  a  food 
that  is  dense  in  fat,  saturated  fat, 
cholesterol,  or  sodium,  the  claim  will 
not  be  misleading  in  light  of  the  levels 
of  fat.  saturated  fat.  cholesterol,  or 
sodium  in  the  food.  Therefore,  the 
agency  is  retaining  a  weight-based 
criterion  for  disclosure  levels  in  the 
final  rule. 

However,  the  agency  agrees  that  the 
100-g  criterion  is  too  restrictive  and  is 
modifying  the  criterion  applied  to 
disclosure  levels  in  new  §  101.13(h)  and 
disqualifying  levels  in  new  §  101.14' to 
a  weight-based  criterion  of  50  g  that  is 
applicable  only  to  foods  with  reference 
amounts  of  30  g  or  less  or  2  tablespoons 
or  less  (see  also  discussion  in  section 
m.A.l.  of  this  document).  The  rationale 
for  this  modification  is  fully  set  forth  in 
the  final  rule  on  general  requirements 
for  health  claims  for  food,  published 
elsewhere  in  this  issue  of  the  Federal 
Register  and  is  incorporated  herein. 

15.  One  comment  contended  that 
there  is  not  an  appropriate  scientific 
basis  for  establi^ing  a  disclosure  level 
for  sodium. 

The  agency  rejects  the  comment's 
assertion  that  the  scientific  evidence  is 
not  sufficient  to  support  the 
establishment  of  a  disclosure  level  for 
sodium.  In  the  general  requirements  for 
health  claims  for  food  dociunent  and  in 
the  sodium/hyptertension  health  claims 
document  published  elsewhere  in  this 
issue  of  the  Federal  Register,  FDA 
responds  to  comments  that  assert  that 
identifying  sodium  as  a  disqualifying 
nutrient  for  health  claims  is 


inappropriate  and  to  comments  that  the 
scientific  evidence  relating  sodium  to 
hypertension  is  insufficient.  Those 
responses  are  incorporated  herein.  The 
agency  notes  that  the  evidence  from 
clinical  trials  supports  that  high  sodium 
intake  is  related  to  high  blood  pressure, 
that  the  evidence  from  human 
observational  studies  is  generally 
consistent  and  supportive,  that  the  long- 
term  prospective  study  data  are 
sometimes  inconclusive  and  sometimes 
supportive,  and  that  there  is  significant 
scientific  agreement  among  experts  that 
this  relationship  exists.  The  agency 
concludes  that  the  scientific  basis  is 
sufficient,  and  that  sodium  reduction  is 
likely  to  benefit  a  significant  portion  of 
the  general  population. 

However,  as  explained  in  the  general 
requirements  for  health  claims  in  food 
document  published  elsewhere  in  this 
issue  of  the  Federal  Register,  in 
response  to  comments  FDA  is  increasing 
the  disqualifying/disclosure  level  to  20 
percent  of  the  DRV,  as  compared  to  15 
percent  as  proposed,  and  thus  the  level 
will  be  480  mg  per  serving  as  compared 
with  the  proposed  level  of  360  mg. 

E.  Amount  and  Percentage  of  Nutrient 
Content  Claims 

In  the  general  principles  proposal  (56 
FR  60421  at  60426).  FDA  proposed  to  . 
regulate  the  use  of  statements  of  amount 
(e.g.,  contains  2  g  of  fat)  or  that  use  a 
percentage  (e.g.,  less  than  1  percent  fat) 
to  describe  the  level  of  a  nutrient  in  a 
food.  The  agency  proposed  in  §  101.13(i) 
that  foods  bearing  statements  about  the 
amount  or  percentage  of  a  nutrient  in 
food  must  meet  the  definition  for  "low" 
in  the  case  of  fat,  saturated  fat.  sodium, 
and  calories  and  "high"  for  fiber, 
vitamins,  minerals,  and  other  nutrients 
for  which  the  term  is  defined. 

16.  Some  comments  expressed  the 
view  that  statements  regarding  the 
amount  and  percentage  of  nutrients  in 
food  are  confiising,  deceptive,  and 
misleading  to  most  consumers  and 
should  not  be  permitted.  One  comment 
suggested  that  studies  are  needed  to 
ascertain  consumer  ^rceptions  in  this 
area,  and  that  amount  or  percentage 
labeling  statements  are  not  necessary  on 
foods. 

The  agency  is  not  persuaded  tnat 
studies  are  needed  to  ascertain  how 
these  statements  are  understood  by  the 
consumer,  or  that  it  is  necessary  to  ban 
these  statements.  The  agency  believes 
that  statements  concerning  the  amount 
and  percentage  of  nutrients  in  food  can 
provide  useful  information  to 
consumers  and  flexibility  to  the  food 
manufacturer  in  stating  the  nutritional 
attributes  of  a  food.  However,  FDA 
recognizes  that  these  statements  can  be 
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misleading.  Therefore,  FDA  has 
carefully  prescribed  the  circumstances 
in  which  such  statements  may  be  used 
innew§101.13(i). 

17.  One  comment  stated  that  the  1990 
amendments  do  not  require  FDA  to 
limit  amount  or  percentage  statements 
^bout  nutrient  claims  in  the  manner  that 
the  agency  has  proposed. 

The  1990  amendments  provide,  in 
section  3(b)(l)(A)(iv),  that  FDA  shall 
permit  statements  describing  the 
amoimt  and  percentage  of  nutrients  in 
food  if  they  are  not  misleading,  and  if 
they  are  consistent  with  the  terms 
defmed  by  the  agency.  As  discussed  in 
the  general  principles  proposal  (56  FR 
60421  at  60426).  the  legislative  history 
of  the  1990  amendments  contemplates 
that  the  agency  would  define  the 
circumstances  by  regulation  "under 
which  statements  disclosing  the  amount 
and  percentage  of  nutrients  in  food  will 
be  permitted"  (136  Congressional 
Record,  H5841-2  (July  30, 1990)).  This 
portion  of  the  legislative  history  states 
that  "amount  and  percentage  statements 
must  be  consistent  with  the  terms  that 
the  Secretary  has  defined  under  section 
403(r)(2)(A)(i)  of  the  act  [definition  of 
descriptive  terms]  and  they  may  not  be 
misleading  under  section  403(a)  in  the 
current  law."  Thus,  the  agency  believes 
that  regulations  to  ensure  that  these 
statements  will  not  be  used  in  a 
misleading  manner  are  Consistent  with 
the  1990  amendments.  Therefore,  the 
agency  concludes  that,  consistent  with 
the  intent  of  the  1990  amendments, 
regulations  controlling  the  use  of  label 
statements  that  state  the  amount  or 
percentage  of  a  nutrient  in  a  food  are 
appropriate. 

18.  Several  comments  suggested  that 
amount  and  percentage  disclosure 
statements  should  be  permitted  without 
restriction  if  the  statement  is 
accompanied  by  appropriate 
explanatory  information,  and  as  long  as 
the  statements  are  not  misleading. 
Additionally,  the  comments  implied 
that  the  agency  should  not  prohibit  or 
restrict  the  use  of  claims  that  convey  the 
amount  and  percentage  of  nutrients  in 
food  because  this  information  can  direct 
consumers  to  the  favorable 
characteristics  of  a  food  and  allow 
consumers  to  compare  food  products 
within  the  same  product  line. 

Other  comments  stated  that  foods 
should  not  be  required  to  comply  with 
such  strict  requirements  before  they  can 
use  amount  and  percentage  statements. 
These  comments  contended  that  the 
agency  has  ample  authority  to  regulate 
amount  and  percentage  statements 
under  section  403(a)  of  the  act. 

FDA  finds  that  some  restrictions  on 
amount  and  percent  claims  are 


necessary.  FDA  advises  that  numerous 
consumer  complaints,  comments  on  a 

1989  ANPRM  on  food  labeling  (54  FR 
32610,  August  8, 1989),  and  comments 
on  the  general  principles  and  fat/ 
cholesterol  proposals  about  misuse  of 

label  statements  such  as  " percent 

fat  free"  have  persuaded  the  agency 
that,  in  many  cases,  statements 
regarding  the  amount  and  percentage  of 
nutrients  in  food  have  been  misleading. 
Moreover,  section  3(b)(l)(A)(iv)  of  the 

1990  amendments  prescribes  specific 
conditions  in  which  such  claims  may  be 
made.  Therefore,  FDA  believes  that  it  is 
necessary  to  limit  the  use  of  such 
statements  in  a  maimer  that  ensures  that 
they  will  not  mislead  consumers,  and 
that,  if  they  implicitly  characterize  the 
level  of  a  nutrient,  they  are  consistent 
with  the  terms  defined  under  section 
403(r)(2){A)(i)  of  the  act.  If  amount  and 
percentage  statements  are  to  be  limited 
in  this  manner,  the  circumstances  in 
which  they  can  be  used  must  be 
specifically  presented.  Thus,  the  agency 
concludes  that,  consistent  with  the  1990 
amendments,  it  is  necessary  to  limit  by 
regulation  the  use  of  label  statements 
that  state  the  amount  or  percentage  of  a 
nutrient  in  a  food.  Therefore,  as 
discussed  in  response  to  the  next 
comment,  the  final  regulation  will 
include  a  provision  in  new  §  101.13(i) 
limiting  the  use  of  such  statements. 

19.  Many  comments  requested  that 
FDA  consider  revisions  in  the 
provisions  for  amount  and  percent 
statements  in  the  final  rule.  Some 
comments  stated  that  the  agency  should 
not  prohibit  the  use  of  amount  and 
percentage  statements  on  foods  that  do 
not  meet  the  definition  for  "low"  or 
"high"  for  a  particular  nutrient.  One 
comment  argued  that,  as  proposed,  this 
regulation  would  deprive  consumers  of 
useful  information,  hinder  consumers 
fit>m  making  informed  food  choices/and 
prohibit  consumers  from  quickly 
differentiating  between  similar  foods 
within  the  same  product  category.  A 
similar  comment  suggested  that  FDA 
should  permit  the  use  of  amount  and 
percentage  statements  on  foods  where 
the  value  in  the  factual  statement  does 
not  exceed  the  proposed  nutrient  claim 
disclosure  level  for  single  foods. 

A  few  comments  asserted  that  amount 
and  percentage  labeling  statements 
should  be  permitted  on  foods  that 
qualify  for  a  "source"  claim.  Another 
comment  suggested  that  FDA  should 
permit  the  use  of  amount  and 
percentage  statements  on  foods  that      « 
qualify  for  a  "reduced"  claim. 

Some  comments  suggested  that  FDA 
should  permit  the  use  of  amount  and 
percentage  statements  to  convey 
information  regarding  the  calorie 


content  per  serving  of  food,  consistent 
with  the  number  of  calories  that  appear 
on  the  nutrition  panel.  Other  comments 
suggested  that  it  is  customary  for 
consumers  to  refer  to  calorie 
information  when  selecting  foods,  and, 
therefore,  the  use  of  amount  and 
percentage  statements  to  describe  this 
information  should  be  permitted  in  the 
final  regulation. 

A  few  comments  suggested  that 
amount  and  percentage  statements 
about  the  sodium  content  of  a  food 
provides  factual  information  to 
consumers  and  should  be  permitted. 
Another  comment  stated  that  very  few 
foods  could  convey  amount  and 
percentage  statements  for  sodium  under 
the  proposed  provisions. 

These  comments  have  convinced  the 
agency  to  reconsider  the  proposed 
provisions  for  statements  concerning  the 
amount  and  percentage  of  nutrients  in 
foods.  The  agency  believes  that 
statements  relating  the  amount  and 
percentage  of  nutrients  in  foods  are 
generally  useful  to  consumers  for  such 
purposes  as  pointing  out  the  level  of  a 
nutrient  in  the  food  and  facilitating 
comparisons  between  foods.  The 
proposed  provisions  for  amount  and 
percentage  statements  would  have 
limited  the  use  of  these  statements  to 
only  foods  that  are  "low"  or  "high"  in 
the  particular  nutrient.  FDA  believes 
that  the  provisions  in  the  proposal  were 
too  restrictive  because  they  would  deny 
consumers  the  use  of  such  statements  to 
evaluate  many  foods.  FDA  has 
considered  how  to  permit  statements  of 
amount  and  percent  that  implicitly 
characterize  the  level  of  a  nutrient  (e.g., 
"less  than  10  grams  of  fat")  in  a  manner 
that  benefits  consumers  and  also 
satisfies  the  requirements  of  the  statute. 
FDA  believes  that  these  conditions  are 
met  when  such  amount  and  percentage 
statements  about  a  nutrient  are  made  on 
foods  that  meet  the  criteria  for  any 
nutrient  content  claim,  including 
relative  claims,  for  the  nutrient.  Such 
amount  and  percentage  statements  are 
useful  in  helping  consumers  identify 
foods  that  facilitate  conformance  to 
current  dietary  guidelines.  This 
includes  foods  that  are  a  "good  source 
of  or  foods  "low"  or  "high"  in  a 
nutrient  as  well  as,  foods  that  are 
alternatives  to  other  reference  foods 
(e.g..  foods  that  are  "reduced"  in  a 
nutrient. 

Thus  the  final  rule  has  been  revised 
in  new  §  101.13(i)(l)  to  provideihat  a 
statement  of  p>ercent  and  amount  may  be 
contained  on  the  label  or  in  the  labeling 
of  a  food  that  meets  the  definition  for  a 
claim  (as  defined  in  part  101,  subpart  D) 
for  the  nutrient  that  the  label  addresses. 
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The  agency  also  believes  that  a 
statement  about  the  amount  and 
percentage  of  nutrients  that  implicitly 
characterize  the  level  of  the  nutrient  can 
provide  useful  information  to 
consumers  even  if  the  food  does  not 
meet  the  criteria  for  a  claim,  provided 
the  statement  does  not  misleadingly 
imply  that  a  food  contains  a  small  or 
large  amount  of  a  nutrient  and  makes 
clear  whether  the  food  meets  one  of  the 
nutrient  content  claims  that  the  agency 
is  defining.  In  circumstances  in  which 
a  food  does  not  meet  the  criteria  for  a 
claim,  an  amount  or  percentage 
statement  that  implicitly  characterizes 
the  level  of  a  nutrient,  appearing  by 
itself  might  be  misinterpreted.  Thus,  the 
statement  must  be  accompanied  by  a 
disclaimer  such  as  "less  than  10  grams 
of  fat,  not  a  low  fat  food"  or  "only  200 
mg  of  sodium  per  serving,  not  a  low 
sodium  food."  The  disclaimer  will  not 
only  make  the  claim  not  misleading,  as 
required  by  section  3(b){l)(A)(iv)  of  the 
1990  amendments,  it  will  also  provide 
the  means  by  which  the  amount  or 
percentage  can  be  declared  consistently 
with  section  403(r)(2)(A)(i)  of  the  act  by 
affirmatively  stating  that  the  amount 
does  not  meet  the  relevant  definition. 

To  provide  for  statements  about  the 
amount  or  percentage  of  a  nutrient  in  a 
food  that  implicitly  characterize  the 
level  of  the  nutrient  under  these 
circumstances,  FDA  is  adding  new 
§  101.13(i)(2)  to  allow  for  the  use  of 
amount  and  percentage  statements 
when  the  level  of  the  nutrient  does  not 
meet  the  definition  for  a  claim  if  a 
disclaimer  accompanies  the  claim. 

This  revision  also  includes  provisions 
for  the  location  and  type  size  of  the 
disclaimer  statement  that  require  that 
the  disclaimer  be  in  easily  legible  print 
or  type  and  in  a  size  no  lefSs  than 
required  by  §  101.105(i)  for  net  quantity 
of  contents  except  where  the  size  of  the- 
claim  is  less  than  two  times  the  size  of  : 
the  net  quantity  of  contents  statement,  | 
in  which  case  the  disclaimer  statement  i 
shall  be  no  less  than  one-half  the  size  of 
the  claim  but  no  smaller  than  one- 
sixteenth  inch.  This  approach  has  been, 
fully  discussed  in  response  to  comment 
7  of  this  document. 

Because  these  revisions  permit  the 
use  of  amount  and  percentage 
statements  where  a  food  qualifies  for  i\\ 
relative  claims,  and  not  just  "high"  or  • 
"low,"  the  agency  is  deleting  from  new 
§  101.13(i)  the  phrase  that  refers  to  these 
statements  as  implying  that  a  food  is 
"high  or  low"  in  a  nutrient  and  is 
inserting  language  that  states  that  these 
statements  imply  that  the  food 
"contains  a  large  or  small  amount"  of 
that  nutrient. 


In  addition,  based  on  the  comments 
and  its  review  of  the  1990  amendments, 
FDA 'finds  that  there  are  some 
circwDistances  in  which  an  amount 
claiilrcannot  be  considered  to 
chaifCterize  in  any  way  the  level  of  a 
nutrient  in  a  food.  For  example,  the 
statement  "100  calories"  or  "5  grams  of 
fat"  on  the  principal  display  panel  of  a 
food  would  be  a  simple  statement  of 
amount  that,  by  itself,  conveys  no 
implied  characterization  of  the  level  of 
the  nutrient.  As  long  as  such  a  statement 
'  is  not  false  or  misleading,'it  can 
appropriately  be  included  in  food 
labeling.  Therefore,  FDA  is  providing  in 
new  §  101.13(i)(3)  that  an  absolute 
statement  of  amount  npay  be  made 
without  a  disclaimer  ir"[tlhe  statement 
does  not  in  any  way  implicitly 
characterize  the  level  of  the  nutrient  in 
the  food,  and  it  is  not  false,  or 
misleading  in  any  resjiect." 

Finally,  the  agency  is  advising  in  neKv 
§  101.13(iJ(4).  for  clarification,  that      j 
amount  and  percentage  statements  made 

on  labels  or  in  labeling  as  " percei^t 

fat  free"  are  not  subject  to  the  provisions 

of  that  paragraph.  These  statements  a 

regulated  separately  under  new 

§  101.62(b)(6).  The  agency  believes  t 

clarification  is  necessary  because  thi 

preamble  discussion 

in  the  general  principles  proposal 

supporting  §  101.13(i)  cited  " 

percent  fat  free"  as  an  example  of  a 
claim  subject  to  section  3(b)(l)(A)(iv)  of 
the  1990  amendments.  While  this 
example  is  appropriate,  the  agency  is 
making  it  clear  that  the  actual 

regulations  governing  " percent  fat 

free"  statements  are  provided  in  newj 
§  101.62(b)(6)  because  those  provisions 
differ  from  those  of  new  §  101.13(i).  The 

provisions  for  " percent  fat  free" 

statements  are  discussed  below  in  the 
preamble  section  IIl.B.c.vi.  (on  Percent 
Fat  Free]  of  this  document. 

F.  Nutrition  Labeling  Required  ^V/^en  a 
Nutpent  Content  Claim  is  Made    jl 

In  the  general  principles  propogil.  the 
ageiicy  proposed  (56  FR  60421  at  flo426) 
in  §  101.13(m)  (redesignated  as     ^ 
§  1^1.13(n)  in  this  final  rule)  that  4 
nutrient  content  claim  may  be  usefl  on 
the  label  or  in  labeling  of  a  food,  j 
provided  that  the  food  bears  nutrijion 
labeling  that  complies  with  the     1 
requirements  in  proposed  §  IOI.^ot,  if 
applicable,  proposed  §  101.36. 

20.'  The  majority  of  comments 
addressing  this  issue  favored  the 
proposed  requirement.  One  comment 
was  concerned  that  requiring  nutrition 
labeling  on  all  foods  bearing  a  claim 
will  confuse  consumers  rather  than 
empower  them  to  make  informed 
dietary  selections. 


The  agency  disagrees  with  the  latter 
comment.  Nutrition  labeling  is 
necessary  when  a  claim  is  made  to 
ensure  that  other  important  nutritional 
aspects  of  the  food  are  presented  along 
with  that  asflect  highlighted  by  the 
claim.  This  fact  is  recognized  in  section 
403(r)(2)(B)  of  the  act,  which  requires 
that  any  nutrient  content  claim  be 
accompanied  by  a  statement  referring 
the  consumer  to  the  nutrition  label. 
Thus,  nutrition  labeling  in  the  labeling 
of  a  food  that  bears  a  claim  will  assist 
consumers  in  making  informed  dietary 
selections  because  it  provides  them  with 
additional  important  information  about 
a  food. 

However,  the  Dietary  Supplement  Act 
of  1992  imposed  a  moratorium  on  the 
implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements.  Therefore,  FDA  is  not 
adopting  §  101.36  and  has  modified 
§  101.1 3(n)  to  reflect  this  fact.  The 
agency  has  also  added  a  reference  to 
§  101.10  to  cover  the  situation  in  which 
a  nutrient  content  claim  is  made  for 
restaurant  food  (see  section  IV.  of  this 
document). 

C.  Analytical  Methodology 

In  the  general  principles  proposal  (56 
FR  60421  at  60428).  the  agency 
*  proposed  in  §  101.13(n)  (redesignated  as 
new  §  101.13(o)  in  this  final  rule)  to 
determine  compliance  with  the 
requirements  for  nutrient  content  claims 
using  the  analytical  methodology 
prescribed  for  determining  compliance 
with  nutrition  labeling  in  proposed 
§101.9. 

21.  A  comment  expressed  the  view 
that  specifying  methods  such  as  official 
Association  of  Official  Analytical 
Chemists  (AOAC  International)  methods 
for  the  verification  of  nutrient  claims  is 
a  barrier  to  innovation.  The  comment 
suggested  that  FDA  should  specify  that 
appropriate  valid  methods  may  be  used 
for  determining  nutrient  content.  The 
comment  noted  that  if  the  manufacturer 
uses  a  nonofficiaHmethod,  the 
manufacturer  should  have  the  burden  of 
substantiating  the  validity  of  the  method 
that  is  used. 

FDA  notes  that  new  §  101.9(g),  as    ' 
amended  by  the  mandatory  nutrition 
labeling  document  published  elsewhere 
in  this  issue  of  the  Federal  Register, 
states  that,  unless  otherwise  specified, 
compliance  with  nutrition  labeling  will 
be  determined  using  methods  validated 
by  AOAC  International.  That  regulation 
also  states  that  if  no  "official"  analytical 
method  is  available  or  appropriate, 
other  reliable  and  appropriate  analytical 
procedures  may  be  used. 

An  AOAC  International  Task  Force  on 
Nutrient  Labeling  Methods  has 
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considered  the  adequacy  of  AOAC 
Iritemational  methods  to  meet 
nutritional  labeling  needs.  The  task 
force  judged  adequacy  on  the  basis  of  a 
survey  of  nutrient  method  users  and  on 
the  basis  of  the  collaboratively  validated 
and  officially  approved  status  of 
methods  in  the  AOAC  International 
Official  Methods  of  Analysis.  The 
methods  judged  to  be  adequate  relative 
to  the  regulations  and  to  reflect  current 
analytical  definitions  are  listed  in  The 
Referee  16:7-12  (1992)  (Ref.  2). 

Section  101.9(g)  sets  out  the  methods 
that  the  agency  will  use  for  compliance 
determinations.  Manufactiners  may  use 
nonoffidal  methods  of  analysis  to 
establish  nutrient  content  label  values, 
but  in  doing  so,  they  should  ensure  the 
validity  of  their  methods  with  respect  to 
applicability,  specificity,  sensitivity, 
accuracy,  precision,  and  detectability.  If 
they  fail  to  do  so,  and  their  methods 
produce  significantly  different  results 
than  the  official  method,  their  label  may 
subject  them  to  regulatory  action. 
Reliable  and  appropriate  alternative 
analytical  methods  may  be  submitted  to 
FDA  for  a  review  of  their  acceptability. 

Thus,  by  referencing  new  §  101.9,  new 
S  101.13(o)  does  not  preclude  a 
manufacturer  from  using  alternative 
analytical  methods  for  determining 
nutrient  content  label  values.  No 
amendment  of  the  regulation  is 
necessary  to  comply  with  the 
comment's  suggestion. 

Analytical  methodology  is  more 
extensively  discussed  in  the  final  rule 
on  mandatory  nutrition  labeling 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

H.  Exemptions 

This  section  addresses  provisions  in 
the  general  principles  proposal  for . 
certain  exemptions  from  the 
requirements  for  nutrient  content 
claims:  (1)  Claims  in  a  brand  name;  (2) 
"diet"  soft  drinks;  (3)  certain  infant 
formulas;  and  (4)  standards  of  identity. 
Other  exemption  provisions  are 
addressed  in  the  sections  of  this 
document  pertaining  to  scope, 
restaurant  foods,  sugar  free,  and 
petitions.  FDA  advises  that  the 
exemption  provisions  proposed  as 
§  101.13(o)  have  been  redesignated  as 
new§  101. 13(q)  in  this  final  rule. 

1.  Claims  in  a  brand  name 

Under  section  403(r)(2)(C)  of  the  act, 
manufacturers  may  continue  to  use 
brand  names  that  include  nutrient 
content  claims  that  have  not  been 
defined  by  regulation,  as  long  as  those 
claims  appeared  as  part  of  a  brand  name 
before  October  25, 1989,  and  are  not 
false  or  misleading  under  section  403(a). 


Section  403(r)(2)(B)  of  the  act,  which 
requires  the  nutrition  information 
referral  statement,  does  apply  to  foods 
whose  brand  name  includes  such 
claims.  Consequently,  the  labeling  of 
products  whose  brand  name  includes 
such  terms  will  have  to  bear  an 
appropriate  referral  statement. 

To  implement  this  provision  of  the 
act,  the  agency  proposed  §  101.13(o)(l) 
(redesignated  as  §  101.13(q)(l)),  which 
states  that  nutrient  content  claims  not 
defined  by  regulation,  appearing  as  part 
of  a  brand  name  that  was  in  use  prior 
to  October  25, 1989,  may  be  used  on  the 
label  or  in  labeling  of  a  food,  provided 
that  they  are  not  false  or  misleading 
imder  section  403(a)  of  the  act. 

22.  Several  comments  stated  that 
allowing  some  products  to  continue  to 
use  a  nutrient  content  claim  in  a  brand 
name  while  precluding  others  on  the 
basis  of  a  date  (October  25. 1989)  is  not 
justified,  even  if  it  is  legally  sustainable. 
Further,  some  comments  contended  that 
some  nonexempt  products  could  have 
an  equivalent  or  superior  nutritional 
profile.  Other  comments  stated  that  the 
agency  should  broaden  the  exemption  to 
include  some  claims  in  brand  names 
appearing  after  October  25, 1989, 
without  requiring  a  petition  or  other 
administrative  process. 

The  agency  advises  that  section 
403(r)(2)(C)  of  the  act  grants  the  agency 
authority  to  exempt  only  those  claims  in 
the  brand  names  of  products  bearing 
such  claims  before  October  25, 1989, 
unless  the  brand  name  contains  a  term 
defined  by  the  Secretary  under  section 
403(r)(2)(A)(i)  or  is  false  or  misleading. 
While  some  nonexempt  foods  may  have 
an  equivalent  or  superior  nutrition 
profile,  such  foods  are  not  recognized  by 
the  statute  as  exempt  from  the  section 
403(r)(2)(A)  of  the  act.  Thus,  the  agency 
is  obligated  by  the  statute's  language  to 
subject  nonexempt  foods  to  the  general 
requirements  of  section  403(r)(2)(A)  of 
the  act  that  claims  contained  in  a  brand 
name  be  defined  by  regulation  or  by  an 
approved  brand  name  petition 
submission. 

23.  Several  comments  stated  that 
claims  in  brand  names  should  be 
restricted  to  terms  that  have  been 
defined  by  FDA,  so  that  claims 
appearing  before  October  25, 1989,  will 
be  consistent  with  claims  in  brand 
names  appearing  after  that  date.  The 
comments  stated  that  requiring  claims 
to  be  consistent  will  facilitate  the 
education  of  the  public,  while  allowing 
some  claims  to  be  exempt  will  create 
multiple  meanings  for  the  same  term 
depending  on  whether  it  appeared  on  a 
label  before  or  after  October  25, 1989. 
The  comments  stated  further  that  such 
an  exemption  would  likely  lead  to 


nonuniformity  in  the  marketplace  and 
consequent  consumer  confusion.  One  of 
these  comments  stated  that  FDA  lacked 
the  resources  necessary  to  provide 
exemptions  for  some  products  while 
enforcing  regulations  on  others. 

A  clarification  of  the  1990 
amendments'  provisions  concerning 
exemptions  is  necessary.  For  a  claim  in 
a  brand  name  to  remain  exempt  from 
the  act'is  requirements,  that  claim  would 
have  to  be,  of  necessity,  one  that  has  not 
been  defined  by  the  agency  by 
regulation.  Thus,  after  the  effective  date 
of  section  403(r){l)(A)  of  the  act.  that 
claim  could  not  be  used  on  food 
products  that  were  not  on  the  market 
before  October  25. 1989.  Therefore, 
while  an  undefined  term  may  have 
inconsistent  meanings  in  brand  names 
of  food  products  that  were  on  the 
market  before  October  25, 1989.  it  will 
not  have  multiple  meanings  deptending 
on  whether  it  appeared  on  a  food  label 
before  or  after  October  25, 1989,  as  the 
comment  stated.  Until  the  claim  is 
defined,  it  can  not  be  used  at  all  on  post- 
October  25, 1989,  products  or  anywhere 
but  in  the  brand  name  of  pre-October 
25, 1989,  products.  Once  it  is  defined, 
it  can  only  be  used  in  accordance  with 
that  definition. 

The  agency  agrees  that  the 
establishment  of  definitions  that  state 
clear  and  consistent  meanings  for 
nutrient  content  claims  will  fedlitate 
consumer  understanding  of  those 
claims.  Toward  this  end,  the  agency  has 
endeavored  in  this  final  rule  to  establish 
definitions  for  both  expressed  and 
implied  claims  that  will  govern  as  many 
of  the  types  of  claims  that  frequently 
appear  in  brand  names  as  is  possible. 

However,  the  agency  notes  that 
because  numerous  types  of  claims 
appear  as  part  of  brand  names,  this  final 
rule  will  not  likely  define  all  of  the 
claims  that  may  be  expressed  or  implied 
as  part  of  a  brand  name.  The  agency 
expects  that  some  of  these  claims  will 
continue  to  be  used  under  the 
exemption  granted  jn  section 
403(r)(2)(C)  of  the  act.  In  this  regard, 
after  these  regulations  become  effective, 
FDA  will  monitor  claims  used  in  brand 
names  that  remain  exempt,  and  if  there 
is  evidence  that  use  of  undefined  claims 
could  result  in  consumer  confusion  or 
misleading  labeling,  the  agency  will 
consider  defining  terms  for  such  claims 
on  its  own  initiative. 

FDA  believes  that  defining  such 
claims  will  further  the  statute's  goal  of 
providing  consistent  nutrition 
information  on  food  labels  and  will 
encourage  competition  in  the 
marketplace  by  making  the  terms 
available  for  products  not  eligible  for 
the  exemption.  The  agency  does  not 
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agree  writh  the  comment  that  stated  that 
FDA  lacks  the  resources  necessary  to 
eoforca  a  regime  in  which  some 
products  are  subject  to  exemptions 
while  others  are  not.  The  agency  does 
not  expect  a  significant  addisd  burden  to 
be  placed  upon  its  resources  if  some 
claims  in  a  brand  name  remain  exempt, 
since  exempt  status  does  not  flow  from 
agency  action  or  approval  but  is  granted 
by  the  statute  if  the  claim  appeared  in 
a  brand  name  of  a  food  produc^t  before 
October  25, 1989. 

24.  Some  of  the  comments  requested 
that  FDA  either  define  terms  that  are 
implied  nutrient  content  claims  used  in 
brand  names  by  regulation,  to  provide 
for  their  use  under  section  403(rK2KA) 
of  the  act,  or  regulate  their  use  on  a  case 
by  case  basis  under  the  general 
misbranding  provisions  of  the  act. 

Tha  agmcy  agrees  in  principle  with 
this  comment's  suggestion  that  it  should 
define  terms  used  as  part  of  a  brand 
name  that  may  express  or  imply  a 
nutrient  content  claim.  As  noted  in  the 
response  to  the  previous  comment,  the 
agency  has  endeavored  in  this  final  rule 
to  establish  definitions  for  both 
expressed  and  implied  claims  that  will 
pramit,  to  the  extent  feasible  at  this 
time,  as  many  as  possible  of  the  types 
of  claims  that  frequently  appear  in 
brand  names. 

However,  as  also  noted  above,  the 
provisions  in  this  final  rule  will  not 
likely  define  ail  claims  made  as  part  of 
a  brand  name.  With  regard  to  any  claim 
not  defined  by  the  agency,  the 
alternatives  provided  by  the  statute  are 
that  either  the  claim  is  exempt,  or  it 
must  be  the  subject  of  a  brand  name 
petition  that  is  granted  by  the  agency. 
There  is  no  provision  in  the  statute  for 
nondefined  terms  used  in  claims  to  be 
evaluated  under  the  broad  misbranding 
provisions  of  the  act.  other  than  that 
which  states  that  exempt  claims  in 
brand  names  (i.e.,  claims  that  are 
contained  in  the  brand  name  of  a 
specific  food  product  that  was  the  brand 
name  in  use  on  sudi  food  before 
October  25, 1989;  see  discussion  in 
comment  25  of  this  document)  mi^st  not 
be  misleading  under  section  403(a)  of 
the  act  Therefore  the  agency  rejects  the 
suggestion  that  it  either  define  all  !the 
terms  or  regulate  their  use  on  a  case  by 
case  basis  under  the  provisions  o(|the 
act  that  prohibit  false  or  misleading 
labeling. 

25.  Several  comments  stated  thpt 
proposed  §  101.13(o)(l)  should  be 
revised  to  clearly  state  that  the 
exemption  applies  only  to  terms  used  in 
brand  names  used  on  specific  and 
di.>crete  food  products  before  Octpber 
25. 1989,  and  not  to  products 
introduced  after  that  date.  These 


cocnmenU  stated  that  the  steHitory 
exemption  in  section  403(rM2|(C)  of  the 
act  is  triggered  on  a  product-or-product 
basis.  I.e.,  "such  brand  name*f  must 
have  been  in  use  on  "such  food"  before 
October  25. 1989,  for  the  exemption  to 
apply.  Some  of  these  commerlts  stated 
that  an  across-the-board  exenerption  to  a 
particular  brand  name  would  give  an 
unfair  competitive  advantage  to 
manufacturers  who  happened,  before 
October  25, 1989.  to  have  used  an 
expressed  or  implied  nutrient  content 
claim  in  a  brand  name.       j. 

Other  comments  disagreea,  arguing 
that  product  line  extensioi^  of 
qualifying  brand  names  should  also  be 
exempted  from  the  requirements  for 
nutrient  content  claims  because  it 
would  be  unfair  to  exclude  new 
products  from  bearing  the  same  claim  in 
the  brand  name  until  a  petition  for  the 
use  of  the  claim  in  the  brand  name  is 
approved.  Some  comments  stated  that 
the  1990  amendments  are  4nbiguous 
regarding  whether  the  exeittption 
provision  for  brand  names  applies  to 
specific  products  bearing  the  brand 
name  or  to  the  brand  name  itself.  These 
comments  stated  that  this  provision 
should  be  interpreted  broadly  because: 
(1)  Laws  afford  special  protection  bom 
government  interference  to  trademark 
brand  names:  (2)  a  broad  interpretation 
would  be  in  accordance  with  Executive 
Order  12630.  which  directs  that  agency 
actions  for  the  protectioniof  public 
health  and  safety  should  be  designed  to 
advance  significantly  ther  health  and 
safety  purpose  and  be  no  greater  in 
scope  than  is  necessary  to  achieve  that 
purpose  and  (3)  a  broad  Interpretation 
¥vould  be  consistent  with  the  President's 
"Memorandum  For  Certain  Department 
and  Agency  Heads"  on  reducing  the 
burden  of  government  regulation  (Ref. 
3). 

The  agency  does  not  believe  the  1990 
amendments  are  ambiguous  on  this 
issue  because  the  statutory  language, 
specifically  the  requirement  that  "•  •  • 
such  brand  name  was  in  use  on  such 
food,"  limits  the  scope  of'the  exemption 
to  specific  foods  bearing  the  claim  in  the 
brand  name.  Thus,  the  a^ncy  does  not 
agree  with  the  comments/ that  asserted 
that  the  agency  should  apply  the 
exemption  to  line  extension  products. 

The  agency  agrees  with  the  comment 
that  the  final  rule  should  be  revised  to 
clarify  the  scope  of  the  exemption  for 
brand  names,  and  therefore  it  is  revising 
the  first  sentence  of  new  §  101.13(q)(l) 
to  read: 

Nutrient  content  claims  that  have  not  been 
defined  by  regulation  and  that  are  contained 
in  the  brand  name  of  a  specific  food  product 
that  was  the  brand  name  in  use  on  such  food 
before  October  25. 1989,  may  continue  to  Im 


used  as  part  of  that  brand  name  for  such 
product,  provided  that  they  are  not  fiiisa  or 
c.isleeding  under  section  403(a)  of  the 
Federal  Food.  Drug,  and  CosraeUc  Act  {the 
act). 

26.  One  comment  requested 
clarification  as  to  whether  the 
exemption  for  claims  in  brand  names  in 
use  before  October  25, 1989,  applies  to 
the  type  size  of  the  claim  on  the  label 
as  well  as  to  the  claim  itself.  Several 
comments  stated  that  referral  statements 
should  not  be  required  for  claims  that 
are  made  as  part  of  a  brand  name. 
Several  comments  stated  that  brand 
name  claims  should  be  required  to  bear 
referral  statements,  particularly  if 
accompanied  by  a  claim  that  uses  a 
defined  term. 

Section  403(r)(2)(C)  of  the  act  exempts 
certain  claims  contained  in  a  brand 
name  from  the  requirements  of  section 
403(r)(2KA).  This  exemption  covers  all 
the  requirements  in  section  403(rK2}(A) 
of  the  act ,  including  the  disclosure 
requirements  in  section  403(r)(2)(A)(iii) 
through  (r)(2)(A)(iv)  as  well  as  the 
accompanying  type  size  requirements. 
Claims  in  brand  names  are  not 
exempted  however  from  section 
403(r}(2)(B)  or  (0-  Therefore,  such 
claims  are  not  exempt  from  the  type  size 
requirement  in  new  §  101.13(f)  or  from 

le  referral  statement  requirements  in 
iew  §  101.13(g)  and  (h).  FDA  is  adding 
I  sentence  to  new  $  101.13(q)(l)  to  make 

lis  clear. 

27.  Several  comments  requested  that 
FDA  adopt  a  policy  whereby 
enforcement  action  will  not  be  taken 
against  products  bearing  an  expressed  or 
implied  claim  in  a  brand  name  that  is 
the  subject  of  a  petition  until  the  agency 
has  ruled  on  the  use  of  the  claim. 

The  agency  disagrees  with  these 
comments.  The  statute  establishes  a 
petition  prtxess  for  new  nutrient 
content  claims,  including  use  of  an 
implied  claim  in  a  brand  name.  See 
section  403(r)(4)(A)  of  the  act.  The  latter 
type  of  petition  is  deemed  to  be  granted 
1  if  the  agency  does  not  act  on  it  in  100 
days  (.section  403(r)(4)(A)(iii)  of  the  act). 
It  would  make  little  sense  for  Congress 
to  have  included  a  petition  process  with 
such  tight  timeframes  if  it  intended  that 
a  claim  could  appear  while  the  petition 
for  such  claim  is  under  agency  review. 
Therefore,  the  agency  denies  this 
request. 

28.  Several  comments  stated  that  no 
nutrient  content  claim  used  before 
October  25, 1989,  in  a  brand  name 
should  be  permitted  regardless  of 
whether  or  not  it  has  been  defined,  but 
provided  no  supporting  rationale  for 
this  position. 

Because  these  comments  are 
inconsistent  with  section  403(r)(2)(C)  of 
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the  act,  and  in  the  absence  of  any 
information  to  support  the  position  they 
advance,  FDA  is  rejecting  them. 

29.  Several  comments  stated  that  the 
agency  should  allow  the  use  of 
undefined  claims  in  a  brand  name  that 
were  not  in  use  before  October  25, 1989 
if  the  claim  is  accompanied  by 
clarifying  information. 

The  agency  disagrees  with  these 
comments.  The  course  of  action 
advocated  by  these  comments  would 
nullify  the  explicit  provisions  of  the 
statute  that  require  that  any  claim  in  a 
brand  name  that  is  not  exempt  under 
section  403(r)(2)(C)  of  the  act  be  used 
only  in  accordance  with  a  definition 
established  by  the  agency,  or  after  the 
agency  has  granted  a  petition  for  the 
claim  (section  403(r)(l)(A)  and 
(r)(2)(A)).  While  such  information  may 
cure  a  misbranding  under  section  403(a) 
of  the  act,  it  would  not  be  consistent 
with  section  403(r).  Therefore  the 
agency  denies  the  comment's  request 
that  it  allow  the  use  of  undefined 
nonexempt  claims  in  a  brand  name  if 
accompanied  by  qualifying  information. 

2.  "Diet"  soft  drinks 

Section  403(r)(2)(D)  of  the  act  exempts 
use  of  the  term  "diet"  on  soft  drinks 
from  the  requirement  that  a  term  may  be 
used  only  in  accordance  with  the 
definitions  established  by  FDA, 
provided  that  its  use  meets  certain 
conditions:  (1)  The  claim  must  be 
contained  in  the  brand  name  of  such 
soft  drink;  (2)  the  brand  name  must  have 
been  in  use  on  the  soft  drink  before 
October  25, 1989;  and  (3)  the  use  of  the 
term  "diet"  must  have  been  in 
conformity  with  §  105.66.  In  accordance 
with  these  conditions,  the  agency 
proposed  in  §  101.13(o)(2)  that  if  the 
claim  of  "diet"  was  used  in  the  brand 
name  of  a  soft  drink  before  October  25, 
1989,  in  compliance  with  the  existing 
$  105.66,  the  claim  may  continue  to  be 
used.  Any  other  uses  of  the  term  "diet" 
must  be  in  compliance  with  amended 
§105.66. 

30.  Several  comments  requested 
Clarification  that  the  exemption  for  a 
claim  that  uses  the  terra  "diet"  in  the 
brand  name  of  a  soft  drink  does  not 
preclude  line  extensions,  e.g.,  new 
flavors  for  the  brand  after  October  25, 
1989. 

For  the  reason  discussed  in  comment 
25  of  this  document,  the  statutory 
exemption  for  claims  using  the  term 
"diet"  in  the  brand  name  of  a  soft  drink 
does  not  extend  beyond  discrete 
products  that  were  available  before 
October  25, 1989.  However,  the  agency 
is  continuing  to  define  the  term  "diet" 
in  its  regulations,  specifically  in 
§  105.66,  as  discussed  in  the  general 


principles  proposal  (56  FR  60421  at 
60457).  Thus,  if  the  use  of  the  term 
"diet"  in  the  brand  name  of  a  soft  drink 
is  in  conformity  with  §  105.66,  it  may  be 
used  on  a  soft  drink  product  whether  or 
not  that  product  was  available  before 
October  25. 1989.  The  agency  is 
unaware  of  any  instances  whereby  line 
extensions  for  "diet"  soft  drinks  would 
not  be  in  conformity  with  §  105.66,  and 
no  such  instances  were  presented  in  the 
comments.  For  clarity,  the  agency  is 
specifying  in  new  §  101.13(q)(2)  that  soft 
drinks  marked  after  October  25. 1989, 
may  use  the  word  "diet"  provided  they 
are  in  compliance  with  current  §  105.66. 

31.  Several  comments  requested 
clarification  that  claims  that  use  the 
term  "diet"  in  the  brand  name  of  a  soft 
drink  are  exempt  from  the  requirement 
in  section  403(r)(2)(B)  of  the  act  that 
nutrient  content  claims  be  accompanied 
by  the  referral  statement.  These 
comments  further  stated  that  the 
exemption  applies  to  all  of  the 
requirements  imposed  by  section 
403(r)(2)oftheact. 

The  agency  agrees  with  the  comments 
that  secUon  403(r)(2)(D)  of  the  act 
exempts  a  soft  drink  bearing  the  term 
"diet"  as  part  of  the"  brand  name  from 
all  provisions  of  section  403(r)(2), 
including  the  requirement  that  9  referral 
statement  accompany  the  claim<    ;  '    ' 

3.  Infant  formulas  and  medical  foods 

Section  403(r)(5)(A)  of  the-act  states 
that  section  403  (r)  does  not  apply  to 
infant  formulas  subject  to  section  412(h) 
of  the  act  or  to  medical  foods  as  defined 
in  section  5(b)  of  the  Orphan  Drug  Act 
(21  U.S.C.  360ee(b)).  Section  412(h)  of 
the  act  applies  to  any  infant  formula 
that  is  represented  and  labeled  for  use 
by  an  infant  who  has  an  inborn  error  of 
metabolism  or  a  low  birth  weight  or 
who  otherwise  has  an  tmusual  medical 
or  dietary  problem.  Section  5(b)(3)  of 
the  Orphan  Drug  Act  defines  the  term 
"medical  food"  as  a  food  that  is 
formulated  to  be  consumed  or 
administered  enterally  under  the 
supervision  of  a  physician  and  that  is 
intended  for  the  specific  dietary 
management  of  a  disease  or  condition 
for  which  distinctive  nutritional 
requirements,  based  on  recognized- 
scientific  principles,  are  established  by 
medical  evaluation.  FDA  presented  its 
views  on  what  constitutes  a  medical 
food  in  its  supplementary  proposal  on 
mandatory  nutrition  labeling  (56  FR 
60366  at  60377).  Accordingly,  the 
agency  proposed  in  §  101.13(o)(4)  to 
reflect  these  provisions  of  the  act. 

32.  Several  comments  pointed  to  the 
fact  that  the  agency  already  permits, 
under  §  107.10(b)(4)  (21  CFR 
107.10(b)(4))  which  was  issued  under 


authority  of  sections  412  and  403  of  the 
act,  the  labels  of  certain  infant  formula 
products  to  bear  statements  such  as 
"with  added  iron"  (see  56  FR  60366  at 
60378).  These  comments  requested  that 
the  agency  revise  proposed 
§  101.13(o)(4)  to  state  expUcitly  that 
claims  permitted  by  part  107  (21  CFK 
part  107)  can  continue  to  be  made 
without  respect  to  the  requirements  of 
part  101  for  infant  formulas  for  normal 
full  term  infants,  as  long  as  the  claims 
comply  with  the  requirements  of  part 
107.  One  comment  stated  that  the  infant 
formula  regulations  ensure  FDA 
oversight  for  these  foods,  making 
additional  restrictions  unnecessary. 
These  comments  stated  that  such  a 
revision  would  make  it  clear  that  claims 
permitted  under  part  107  are  not  subject 
to  the  regulations  established  under  die 
1990  amendments. 

Under  section  403(r)(5)(A)  of  the  act, 
section  403(r)  applies  to  all  infant 
formulas  except  infant  formula  that  are 
exempt  under  section  412(h)  of  the  act. 
Under  section  403(r)(2)(A)(i)  of  the  act, 
a  claim  that  characterizes  the  level  of  a 
nutrient  in  a  food  may  be  made  only  if 
■  it  uses  terms  that  are  defined  by 
regulation  by  the  Secretary  (and  FDA. 
by  delegation).  Thus,  while  the  terms 
used  on  infant  formula  are  subject  to  a 
nutrient  content  claims  regime,  claims 
made  on  infant  formula  in  accordance 
with  part  107  are  in  compliance  writh 
that  regime  because  they  use  terms 
defined  in  the  regulations  of  the  agency. 
To  reflect  this  fact,  FDA  has  added 
references  to  part  107  in  new  S  101.13(b) 
and  (b)(3). 

33.  One  comment  requested  that 
nutrition  information  in  the  form  of 
publications  and  promotional  materials 
provided  to  pediatricians  concerning 
infant  formula  products  for  normal  full- 
term  infants  be  exempt  from  the  labeling 
requirements  of  this  final  rule. 

The  agency  advises  that  to  the  extent 
that  nutrition  information  in  any  form, 
including  publications  and  promotional 
materials  of  the  type  described,  is 
labeling,  it  must  comply  with  all 
applicable  requirements  of  the  act  and 
their  implementing  regulations  in  this 
final  rule.  Further,  FDA  does  not  have 
authority  to  exempt  any  food  labels  or 
labeling  from  the  requirements  of  the 
act.  Labeling  on  infant  formula  products 
for  normal  full-term  infants  is  not 
exempted  by  the  1990  amendments 
from  the  act's  requirements  for  nutrient 
content  claims.  Therefore,  the  labeling 
for  these  foods  must  comply  with  the 
requirements  in  this  final  rule. 

4.  Standards  of  identity 

Section  403(r)(5)(C)  of  the  act  stales 
that  nutrient  content  claims  that  are 
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made  with  respect  io  a  food  because  the 
claim  is  required  fair  a  standard  of 
identity  issued  unoer  section  401  of  the 
act  (21  U.S.Q.  341)  shall  not  be  subiect 
to  secUon  403(rM2KA)(i)  or  (r)(2KBJ. 
Thus,  a  nutrient  content  claim  that  is 
part  of  the  commoQ  or  usual  name  of  a 
standardized  food  may  continue  to  be 
used  even  if  the  use  of  the  terrain  the 
standardized  name  is  not  consistent 
^th  the  definition  for  the  term  that 
PDA  adopts,  or  if  FDA  has  not  defined 
the  term.  Moreover,  the  label  of  the 
standardized  food  would  not  need  to 
bear  a  statement  refeiring  consumers  to 
the  nutrition  label.  However,  in  the 
general  principles  proposal  (56  FR 
60421  at  60429),  fI)A  reviewed  the 
legislative  history  of  this  provision, 
which  makes  cle^  that  Congress  did  not 
intend  section  403(r)(5)(C)  of  the  act  to 
imply,  in  any  way.  that  new  standards 
issued  under  the  act  would  be  exempt 
from  the  provisiojris  for  nutrient  content 
claims  in  part  101.  Rather.  Congress 
intended  that  thiH^  exemption  would 
apply  only  to  nutrient  content  claims 
made  in  the  names  of  existing  standards 
of  identity  (see  H.  Kept  101-538. 101st 
Cong..  2d  sess.  22  (1990)). 

Accordingly,  (he  agency  proposed  in 
§  101.13(o)(6)  thiat  nutrient  content 
claims  that  are  aart  of  the  name  of  a 
food  that  was  subject  to  a  standard  of 
identity  on  November  8, 1990.  the  date 
of  enactment  of  the  1990  amendments, 
are  not  subject  to  the  requirements  of 
proposed  §  101  Jl3(b),(g),  and  (b)  or  to 
the  definitions  of  part  101,  subpart  D. 

34.  Several  comments  disagreed  that 
nutrient  content  claims  tha(  are  pert  of 
the  common  or  usual  name  of  a  food 
that  was  subject  to  a  standard  of  identity 
on  November  8, 1990,  should  be  exempt 
from  having  to  comply  with  the 
definitions  for  such  claims  established 
by  the  agency.  These  comments  stated 
that  consumers  may  be  confused  by 
inconsistent  meanings  of  the  same  term 
in  standardized  versus  nonstandardized 
foods  because  many  consumers  do  not 
know  the  difference  between 
standardized  and  nonstandardized 
foods.  Additionally,  these  comments 
stated  that  it  was  unfair  to  exempt 
standardized  foods  from  the  general 
requirements  for  nutrient  content 
claims. 

Section  403(r)(5){C)  of  the  act 
specifically  exempts  nutrient  content 
claims  that  were  part  of  the  common  or 
usual  name  of  a  food  subject  to  a 
standard  of  identity  on  November  8. 
1990.  from  the  requirement  that  terms 
used  to  make  claims  comply  with 
definitions  established  by  regulation. 
Because  this  exemption  is  statutory,  the 
agency  must  make  it  available  to  foods 
that  meet  the  criteria  for  the  exemption. 


Therefore  FDA  is  retaining  new 
§  101.13(q)(6)  as  proposed.  The  agency 
more  fully  discusses  this  exemption  in 
the  document  addressing  labeling 
requirements  for  foods  named  by  use  of 
a  nutrient  content  claim  and  a 
standardized  term  published  elsewho^ 
in  this  issue  of  the  Fedaral  Ragtster. 

5.  Other 

35.  The  agency  determined  in  the 
final  regulation  on  mandatory  nutrition 
labeling  published  ekewhere  in  this 
issue  of  the  Federal  Register,  that 
bottled  water  is  not  exempt  from 
nutrition  labeling  unless  it  contains 
insignificant  amounts  of  nutrients. 
Similarly,  label  statements  on  bottled 
water  that  make  claims  about  nutrients 
of  the  type  required  to  be  declared  in 
nutrition  labeling  are  nutrient  content 
claims  requiring  definition  under 
section  403(r)  of  the  act.  In  this  regard, 
the  proposal  asked  for  comment  as  to 
how  to  decide  what  constitutes  a 
nutrient  content  claim  (56  FR  60421  at 
60424).  Comments  on  this  issue  have 
led  I-T)A  to  conclude  that  fluoride  is  a 
special  nutrient  that  warrants  different 
labeling  requirements  than  other 
nutrients. 

Many  public  drinking  water  systems 
add  fluoride  to  drinking  water  to  help 
reduce  dental  caries.  In  addition,  the 
Surgeon  General  has  supported  thi^ 
practice  (Ref.  4).  However,  there  are 
concerns  that  fluoride  levels  in  drinking 
water  not  be  too  high.  The 
Environmental  Protection  Agency  has 
established  primary  and  secondary 
drinking  water  standards  for  fluoride 
(51  FR  11396.  April  2, 1986)  and  FDA 
has  proposed  to  revise  its  quality 
standard  for  fluoride  in  bottled  water 
accordingly  (53  FR  36036.  September 
16.  1988).  Therefore.  FDA  believes  that 
while  the  presence  of  fluoride  in  bottled 
water  is  of  interest  to  consumers  and  its 
declaration  should  not  be  prohibited. 
the  agency  does  not  wish  to  encourage 
unnecessary  addition  of  fluoride  to 
bottled  water.  The  agency  is  concerned 
that  if  terms  like  "goon  source  of 
fluorid^"  or  "high  in  fluoride"  were 
permitted,  they  might  encourage  such 
additions. 

Consequently,  the  agency  has  not 
defined  a  nutrient  content  claim  for 
fluoride.  Instead,  it  has  provided  that  a 
statement  indicating  the  presence  of 
added  fluoride  may  be  used,  but  the 
claim  may  not  include  a  description  of 
the  level  of  fluoride  present.  FDA  has 
provided  in  new  §  101.13(q)(8)  that 
bottled  water  containing  added  fluoride 
may  state  that  fact  on  the  label  or  in 
labeling  using  the  tenn  "flucvidated." 
"fluoride  added."  or  "with  added 
fluoride." 


III.  Definitioa  of  Tenm 

A.  General  Approach 

1.  Criteria  for  definitions  of  terms 

a.  Serving  size  to  evaluate  nutrient 
content  claims 

In  a  proposal  addressing  food  labeling 
and  serving  sizes  that  was  published  in 
the  Federal  Register  on  November  27. 
1991  (56  FR  60394).  FDA  proposed 
among  other  things  to:  (1)  Define  serving 
and  portion  size  on  the  basis  of  the 
amount  of  food  customarily  consumed 
per  eating  occasion,  (2)  establish 
reference  amounts  (reference  amounts 
customarily  consumed)  per  eating  , 
occasion  for  131  food  product 
categories,  and  (3)  provide  criteria  for 
determining  labeled  serving  sizes  from 
reference  amounts.  In  §  101.12(g).  FDA 
proposed  that  if  the  serving  size 
declared  on  the  product  label  differs 
from  the  reference  amount  listed  in 
proposed  §  101.12(b).  then  both  the 
reference  amount  and  the  serving  size 
declared  on  the  product  label  are  to  be 
used  in  determining  whether  the 
product  meets  the  criteria  for  a  nutrient 
content  claim. 

The  agency  also  discussed  this 
requirement  in  the  general  principles 
proposal  (56  FR  60421  at  60430).  stating 
that  it  believed  it  would  be  misleading 
to  make  a  claim  on  a  product  that  met 
the  criteria  for  a  claim  on  a  reference 
amount  basis  but  that  did  not  qualify  for 
the  claim  on  the  basis  of  the  labeled 
serving  size.  i.e..  the  entire  container. 
The  agency  noted,  however,  that  this 
approach  created  situations  in  which  a 
product  in  one  size  container  would  be 
eligible  to  bear  a  claim,  while  the  same 
product  in  a  different  size  container 
would  not  be  eligible.  In  the  serving  size 
proposal  (56  FR  60394  at  60413),  FDA 
discussed  another  approach  to 
eligibility  for  a  claim  oased  solely  on  the 
reference  amount  plus  a  disclaimer  on 
the  label  and  solicited  comments  on 
both  options. 

36.  Most  comments  addressing  this 
issue,  including  several  industry 
comments,  supported  FDA's  proposal 
for  basing  claims  on  both  the  reference 
amount  and  the  labeled  serving  size. 
However,  several  comments  from 
industry,  trade  associations,  and  a  few 
professionals  objected  to  requiring  both 
the  reference  amount  and  the  labeled 
serving  size.  These  comments  stated 
that  claim  evaluations  should  be  based 
solely  on  the  reference  amoimt  The 
comments  argued  that  claims  should 
reflect  true  characteristics  of  the 
product,  and  that  a  product  that 
qualifies  for  the  claim  should  be  able  to 
bear  the  claim  on  all  container  sizes. 
They  argued  that  infSMisistancy  from 
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container  to  container  in  the  use  of 
claims  on  the  same  product  in  different 
sized  containers  would  be  confusing  to 
consumers. 

These  comments  and  FDA's  responses 
are  fully  discussed  in  the  final  rule  on 
serving  sizes,  elsewhere  in  this  issue  of 
the  Federal  Register.  As  explained  in 
that  document,  the  agency  has  been 
persuaded  to  reconsider  its  proposal 
and  has  concluded  in  that  final  rule  to 
base  eligibility  for  a  claim  solely  on  the 
reference  amoimt  and  to  require  a 
disclaimer  when  the  amount  of  the 
nutrient  contained  in  the  labeled 
serving  size  does  not  meet  the 
maximum  or  minimum  amotuit 
criterion  in  the  definition  for  the 
nutrient  content  claim  for  that  nutrient. 
The  disclaimer  that  follows  the  claim 
will  inform  consumers  of  the  basis  on 
which  the  product  qualifies  for  the 
claim.  Therefore,  the  possibility  of 
misleading  the  consumer  is  reduced. 
The  agency  believes  that  this  approach 
resolves  the  objections  raised  in  the 
comments.  Further,  imder  this  approach 
the  claim  would  reflect  true 
characteristics  of  the  product,  not  the 
container  size,  and  may  be  less 
confusing  to  consimiers. 

Accordingly,  in  the  final  rule  FDA  is 
revising  all  of  the  provisions  for  specific 
nutrient  content  claims  that,  as 
proposed,  would  have  required  foods 
bearing  claims  to  meet  both  a  per 
reference  amount  criterion  and  a  per 
labeled  serving  size  criterion.  These 
sections,  as  revised,  now  require  that 
the  food  only  meet  a  per  reference 
amount  criterion. 

FDA  is  also  codifying  the 
requirements  for  the  disclaimer  in  the 
final  rule  in  new  §  101.13(p).  New 
§  101.13(p)(l)  states: 

The  reference  amount  set  forth  in 
§  101.12(b)  through  (f)  shall  be  used  in 
determining  whether  a  product  meets  the 
criteria  for  a  nutrient  content  claim.  If  the 
serving  size  declared  on  the  product  label 
differs  firom  the  reference  amount,  and  the 
amount  of  the  nutrient  contained  in  the  label 
serving  size  does  not  meet  the  maximum  or 
minimum  amount  criterion  in  the  definition 
for  the  descriptor  for  that  nutrient,  the  claim 
shall  be  followed  by  the  criteria  for  the  claim 
as  required  by  S  101.12(g)  (e.g.,  "very  low 
sodium,  35  mg  or  less  per  240  roL  (S  fl  oz)"). 

Further,  new  §  101.13(p)(2)  provides 
that  the  criteria  for  the  claim  must 
appear  immediately  adjacent  to  the  most 
prominent  claim  in  easily  legible  print 
or  type  and  in  a  size  no  less  than  that 
required  by  §  101.15(i)  for  net  quantity 
of  contents  except  where  the  size  of  the 
claim  is  less  than  two  times  the  required 
size  of  the  net  quantity  of  contents 
statement,  in  which  case  the  disclaimer 
statement  should  be  no  less  than  one- 


half  the  size  of  the  claim  but  not  smaller 
than  one-sixteenth  inch.  This  provision 
ensures  that  the  disclaimer  will  have 
appropriate  placement  on  the  label  and 
that  its  prominence  will  be  consistent 
with  other  required  supporting 
statements  (e.g.,  referral  statements). 

b.  Criterion  based  on  a  designated 
weight 

In  the  general  principles  and  fat/ 
cholesterol  proposals,  FDA  proposed  in 
§§  101.60, 101.61,  and  101.62  that  the 
definition  of  certain  terms  (e.g.,  "low" 
for  calories,  fat,  sodium,  and  cholesterol 
and  "very  low"  for  sodium)  be  based  on 
the  following  criteria:  (1)  The  amount  of 
nutrient  per  reference  amount  (reference 
amount),  (2)  the  amoimt  of  nutrient  per 
labeled  serving  size,  and  (3)  the  amount 
of  nutrient  per  100  g  of  food.  The 
weight-based  criterion  (i.e..  per  100  g  of 
food)  required  that  the  maximimi 
amount  of  the  nutrient  allowed  per 
serving  also  be  the  maximimi  amount  of 
the  nutrient  contained  in  100  g  of  the 
food  (e.g.,  for  "low  fat,"  3  g  or  less  of 
fat  per  serving  and  3  g  or  less  of  fat  per 
100  g). 

In  the  general  principles  proposal  (56 
FR  60421  at  60430),  FDA  stated  that 
without  the  weight-based  criterion, 
"low"  claims  would  be  allowed  on 
certain  foods  that  are  dense  in  a  nutrient 
on  a  weight  basis  yet  still  quaUfy  for  a 
"low"  claim  because  of  their  small 
serving  size.  For  example,  without  the 
weight-based  criterion,  butter  and  some 
margarines  could  make  "low  sodium" 
claims,  although  they  contain  as  much 
as  900  mg  sodium  per  100  g  of  food.  In 
addition  to  stating  the  misleading  nature 
of  such  claims,  FDA  expressed  concern 
that  nutrient  dense  foods  with  small 
serving  sizes  may  be  consumed 
frequently  throughout  the  day  and 
ultimately  make  substantial 
contributions  to  the  diet  despite  their 
"low"  claims.  Thus,  FDA  proposed  the 
weight-based  criterion  to  prevent 
misleading  "low"  claims  on  certain 
nutrient  dense  foods.  FDA  further  stated 
that  such  claims  may  be 
counterproductive  relative  to  educating 
consumers  about  the  nutrient  quality  of 
foods. 

37.  Many  comments  requested  that 
the  agency  delete  the  weight-based 
criterion  from  the  final  rule.  The 
comments  cited  various  reasons  for  this 
request.  One  of  these  comments  stated 
that  the  weight-based  criterion  would 
eliminate  important  foods  from  the  diet 
of  persons  advised  by  medical 
personnel  to  "watch"  a  particular 
nutrient  and  suggested  that  such 
persons  might  not  eat  particular  foods  if 
such  foods  were  not  labeled  as  "low"  in 
that  nutrient.  The  comment  maintained 


that  foods  that  do  not  meet  the  agency's 
proposed  criteria  for  "low"  can  still  be 
incmded  in  a  healthy  diet 

The  agency  realizes  that  some  foods 
that  do  not  meet  its  criteria  for  "low" 
can  be  included  in  a  diet  that  meets 
current  guidelines.  The  agency  notes 
that  the  proposed  definition  of  "low"  is 
designed  to  allow  a  consumer  to  meet 
current  dietary  recommendations  while 
selecting  a  variety  of  foods,  including 
some  that  are  "low"  in  a  nutrient  such 
as  fat,  and  some  that  are  not  "low." 
llius,  FDA  disagrees  with  the  essential 
point  of  this  comment,  that  it  should  not 
include  a  weight-based  criterion  for 
"low"  claims  because  some  foods  that 
do  not  meet  the  criteria  for  "low"  can 
be  included  in  a  diet  that  meets  current 
guidelines.  The  agency  beUeves  that  a 
weight-based  criterion  is  a  necessary 
criterion  for  the  definition  of  "low"  to 
prevent  misleading  claims  on  certain 
nutrient  dense  foods. 

38.  Some  comments  argued  that  the 
need  for  the  criterion  was  eliminated  or 
diminished  by  FDA  regulations  that 
would  require  serving  sizes  to  reflect 
amounts  customarily  consumed  and 
would  require  the  listing  of  both  serving 
size  and  nutrient  content  on  the 
nutrition  label.  One  of  these  comments 
further  stated  that  if  there  were  still 
problems  with  certain  nutrient  dense 
foods  qualifying  for  "low"  claims,  then 
the  reference  amount  might  be  adjusted 
to  solve  these  problems. 

FDA  considered  the  comments 
suggesting  that  the  weight-based 
criterion  could  be  deleted  because 
serving  sizes  will  be  based  on  amounts 
customarily  consumed.  However,  the 
agency  rejects  this  suggestion  because 
basing  eligibility  for  a  claim  on  serving 
size  alone  would  mean  that  certain 
foods  with  small  serving  sizes  that  have 
a  substantial  amount  of  a  particular 
nutrient  on  a  per  weight  iMsis  could 
make  "low"  claims.  For  example,  the 
agency  conducted  an  analysis  to  assess 
the  effect  of  deleting  the  weight-based 
criterion  using  food  composition  data  of 
USDA  (Ref.  5)  in  conjunction  with  the 
reference  amounts  in  FDA's  final  rule 
on  serving  sizes.  Tbe  analysis  showed 
that  without  a  weight-based  criterion, 
products  such  as  sugar,  grated  parmesan 
cheese,  and  25  percent  fat  cream  could 
be  labeled  as  "low  calorie;"  evaporated 
whole  milk,  nondairy  creamer,  green 
and  ripe  olives,  and  whipped  dessert 
toppings  as  "low  fat;"  salted  peanuts, 
butter,  margarine,  mayonnaise,  ripe 
olives  and  mustard  as  "low  sodium;" 
and  grated  parmesan  cheese  and  regular 
mayonnaise  as  "low  cholesterol"  (Ref. 
6).  "Low"  claims  on  these  foods  are 
contrary  to  recommendations  made  in 
the  "Nutrition  and  Your  Health:  Dietary 
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Guidelines  for  Americans."  issued 
jointly  by  the  U.S.  Department  of  Health 
and  Human  Services  and  USDA  (Ref.  7) 
and  would  mislead  and  confuse  the 
consumer. 

Furthermore,  "low"  claims  may 
promote  increased  consumption  of  such 
foods  and  thus,  result  in  dietary 
practices  even  more  inconsistent  with 
dietary  guidelines.  For  example,  "low 
calorie"  claims  could  appear  on  the 
labels  of  granulated  sugar  and  brown 
sugar,  although  the  guidelines  state  that 
sugars  and  the  many  foods  that  contain 
them  in  large  amoimts  should  be  used 
in  moderation  by  most  healthy  people 
and  used  sparingly  by  people  with  low 
calorie  needs.  A  "low  fat"  claim  could 
be  made  on  evaporated  whole  milk, 
although  the  guidelines  promote  the 
consumption  of  skim  or  low  fat  milk  to 
help  obtain  a  diet  low  in  fat.  In  addition, 
"low  sodium"  claims  could  be  made  on 
ripe  olives,  mayonnaise,  and  mustard, 
although  the  guidelines  identify  olives, 
salad  dressing,  and  condiments  such  as 
mustard  as  foods  that  contain 
considerable  amoimt  of  sodium. 
Further,  "low  sodium"  claims  could  be 
made  on  some  salted  snacks,  although 
the  guidelines  recommend  that  salted 
snacks  be  consumed  sparingly. 
Consumer  confidence  in  the  validity  of 
nutrient  content  claims  would  likely  be 
iindermined  by  "low"  claims  on  foods 
that  are  clearly  not  "low"  in  certain 
nutrients  but  could  make  a  claim 
because  the  established  serving  size  is 
so  small.  For  these  reasons,  FDA  has 
concluded  that  the  weight-based 
criterion  should  not  be  eliminated. 

Furthermore,  the  agency  rejects  the 
suggestion  made  in  one  comment  to 
adjust  reference  amounts  (serving  size) 
to  prevent  claims  on  nutrient  dense 
foods.  The  agency  does  not  have  the 
authority  to  do  so.  Section 
403(q)(l)(A)(i)  of  the  act  states  that  the 
serving  size  is  an  amount  that  is 
customarily  consumed.  Therefore,  FDA 
concludes  that  a  weight-based  criterion 
is  the  best  way  to  address  the  problem 
that  it  has  identified. 

39.  Several  comments  stated  that  the 
weight-based  criterion  should  be 
deleted  because:  (1)  The  100  g  amount 
is  not  based  on  amounts  of  foods 
customarily  consumed;  (2)  consumers 
do  not  make  food  choices  based  on  100 
g  of  food;  (3)  some  foods  now  labeled  as 
"low  sodium"  may  no  longer  be 
permitted  to  use  that  term;  and  (4)  not 
all  food  products  with  similar  amounts 
of  a  nutrient  per  serving  would  be 
permitted  to  bear  "low"  claims. 

As  discussed  in  the  general  principles 
proposal  (56  FR  60421),  the  100-g 
criterion  is  a  criterion  that  reflects 
nutrient  density.  As  wach,  it  is  not 


intended  to  reflect  an  amount  of  food 
customarily  consumed.  FDA  finds  no 
reason  to  conclude  that  this  criterion 
will  confuse  consumers  because  it  is  not 
disclosed  to  the  consumer. 
Additionally,  the  agency  is  not 
persuaded  that  consumers  will  be 
confused  if  some  products  currently 
using  terms  such  as  "low  sodium"  no 
longer  qualify  because  of  the  additional 
criterion.  Rather,  the  agency  believes 
that  consumers  expect  changes  in 
claims  on  products  to  result  from  the 
implementation  of  the  1990 
amendments. 

Further,  FDA  does  not  believe  that 
consumers  will  be  confused  if  all  food 
products  with  similar  amounts  of 
nutrients  per  serving  did  not  bear  "low" 
claims  because  consumers  will  likely 
recognize  certain  foods  as  being  nutrient 
den^  and  others  as  not  being  nutrient 
denle.  On  the  contrary,  consumer 
confusion  is  likely  to  result  if  "low" 
claims  appear  on  foods  that  are 
generally  known  to  contain  considerable 
amounts  of  the  subject  nutrient  on  a 
weight  basis. 

40.  Several  comments  opposed  to  the 
weight-based  criterion  also  disagreed 
with  the  statement  in  the  general 
principles  proposal  (56  FR  60421  at 
60431)  that  some  nutrient  dense  foods 
with  small  serving  sizes  may  be 
consumed  fiequently  throughout  the 
day.  These  comments  said  there  was  no 
evidence  that  these  foods  are 
overconsumed,  nor  was  there  evidence 
that  they  are  consumed  more  than  food 
products  with  larger  serving  sizes.  A 
few  of  these  comments  stated  that 
consumer  education  efforts  could 
address  any  problems  with  these  foods 
including  their  possible 
overconsumption. 

FDA  has  reconsidered  whether 
nutrient  dense  foods  with  small  serving 
sizes  will  be  frequently  consumed,  and 
the  importance  of  this  issue  in  justifying 
a  weight-based  criterion.  The  agency 
acknowledges  the  difiiculty  in 
providing  persuasive  evidence  that 
many  nutrient  dense  products  may  be 
frequently  consur^ed,  in  part  because  of 
certain  limitation!  in  the  available  food 
consumption  estiiiates.  However,  the 
agency  believes  that  "low"  claims  on 
certain  nutrient  dense  foods  with  small 
serving  sizes,  such  as  those  cited  in 
comment  38  of  this  document,  may 
promote  increased  consumption  of  these 
foods,  and  when  considered  in  the 
context  of  the  total  diet,  such 
consumption  would  be  inconsistent 
with  current  dietary  recommendations. 
Therefore,  the  agency  believes  that 
"low"  claims  on  these  foods  will  be 
inisleading  to  consumers. 
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Ftuther,  it  would  be  inappropriate  for 
the  agency  to  use  consumer  education  to 
promote  the  acceptance  of  labeling 
claims  that  it  regards  as  misleading 
because  such  an  approach  would 
undermine  the  provision  of  the  act  that 
directs  the  agency  to  establish 
regulations  to  prevent  false  and 
misleading  label  declarations. 
Therefore,  the  agency  rejects  the 
suggestion  that  it  abandon  the  weight- 
based  criterion  in  favor  of  efforts  to 
educate  consumers  about  "low"  claims 
for  nutrient  dense  foods. 

41.  Other  comments  opposed  to  the 
proposed  weight-based  criterion 
asserted  that  it  will  act  as  a  disincentive 
to  manufacturers  to  produce  healthier 
food  products  if  they  could  not  use 
claims  such  as  "low"  on  the  label.  One 
of  these  comments  said  that 
manufacturers  will  have  difficulty 
reformulating  some  products  to  meet  the 
weight-based  criterion,  while  another 
said  that  the  inability  to  advertise  a 
healthier  product  could  lead  to  a 
manufacturer's  shifting  the  emphasis 
bom  reducing  fat  or  salt  to  adding  fat  or 
salt  for  better  taste. 

FDA  examined  the  extent  to  which  a 
weight-based  criterion  would  be  a 
disincentive  to  manufacturers  to 
produce  healthier  products.  The  agency 
acknowledges  that  an  overly  restrictive 
weight-based  criterion  would  limit  the 
number  of  products  that  could  be 
reformulated  to  qualify  for  "low" 
claims.  However,  the  agency  disagrees 
that  manufacturers  are  likely  to  resort  to 
adding  fat  or  salt  if  they  are  unable  to 
make  "low"  claims,  because  the 
manufacturer  would  still  have  available 
comparative  claims  such  as  "less"  to 
publicize  nutritional  improvements  in 
products.  Therefore,  FDA  rejects  these 
comments. 

42.  Several  comments  were  opposed 
to  the  weight-based  criterion  because  of 
the  nimiber  and  type  of  food  products 
that  would  be  precluded  from  bearing 
claims  by  this  criterion.  Some  of  the 
food  products  cited  by  the  comments 
included  certain  dry  food  products  (e.g., 
dry  hot  cereals  and  dehydrated  soups); 
some  types  of  bread,  pasta,  crackers,  and 
other  cereal  grain  products;  snack 
products  and  cookies;  lower  fat  cheeses 
and  other  dairy  products;  lower  fat  salad 
dressings;  spice  blends  and  seasoning 
blends;  and  sauces,  margarine,  butter, 
and  oils.  One  comment  said  that  it 
would  make  it  almost  impossible  for 

{>roducts  whose  reference  amount  was 
ess  than  100  g  to  qualify  for  certain 
nutrient  content  claims,  while  other 
comments  said  that  the  criterion 
discriminates  against  food  with  small 
serving  sizes  and  nutrient-dense  foods. 
Other  comments  said  that  this  criterion 
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diminished  the  distinction  between  the 
terms  "low"  and  "free"  and  was  unfair 
to  low  moisture  foods. 

FDA  considered  the  comments  that 
said  Uiat  the  weight-based  criterion 
should  be  deleted  because  of  the 
number  and  types  of  food  products  that 
would  be  precluded  from  bearing 
claims.  The  agency  disagrees  with  the 
comment  that  the  proposed  criterion 
would  make  it  almost  impossible  for 
products  with  a  reference  amount  of  less 
than  100  g  to  qualify  for  certain  content 
claims.  Many  products  with  reference 
amounts  under  100  g  would  qualify  for 
"low"  claims  under  FDA's  proposed 
criterion  (e.g..  many  vegetable  products, 
dried  fruit,  legumes,  some  gravies  and 
sauces,  some  fish  products,  several 
cereal  grain  and  pasta  products,  and  a 
number  of  breakfast  cereals  could  make 
"low  fat"  claims)  (Ref.  8). 

FDA  also  considered  the  comments 
that  said  that  the  proposed  weight-based 
criterion  discriminates  against  foods 
with  small  serving  sizes  and  nutrient 
dense  foods,  but  concluded  that  a 
weight-based  criterion  is  needed  to 
prevent  nutrient  dense  foods  with  small 
serving  sizes  from  making  misleading 
claims.  Further,  the  agency  disagrees 
that  the  revised  weight-based  criterion 
would  diminish  the  distinction  between 
"low"  and  "free"  claims.  The  agency 
has  provided  clearly  distinctive 
definitions  for  these  two  nutrient 
content  claims. 

43.  At  least  two  comments  suggested 
alternative  criteria  that  would 
incorporate  the  frequency  of 
consumption  of  a  food.  One  comment 
suggested  that  nutrient  dense  foods  with 
small  serving  sizes  should  be  prevented 
from  making  "low"  claims  only  if  they 
are  consumed  many  times  during  the 
day.  Another  comment  proposed  that 
foods  be  required  to  meet  the  criteria  for 
"low"  claims  based  both  on  levels  per 
reference  amount  and  per  total  daily 
intake  (i.e..  reference  amount  times 
average  number  of  servings  per 
consumer  per  day).  The  daily  number  of 
servings  would  be  derived  from  national 
food  consumption  surveys.  This 
comment  acknowledged  that  a  major 
disadvantage  to  this  approach  would  be 
the  complexity  of  determining  the 
figures. 

'The  agency  agrees  that  an  approach 
that  considers  frequency  of 
consumption  would  be  complex.  FDA 
rejects  this  approach  principally 
because  it  does  not  adequately  address 
the  agency's  concerns  with  regard  to 
nutrient  dense  foods  with  small  serving 
sizes.  The  agency  believes  that  the 
suggested  approach  would  not 
effectively  control  misleading  claims  on 
lutrient  dense  foods  with  small  serving 


sizes  because  it  does  not  provide  any 
means  of  dealing  with  the  likely  effect 
of  the  appearance  of  the  claim  on  the 
food.  In  other  words,  it  would  make 
little  sense  for  the  agency  to  allow  a 
claim  based  on  current  consunjption 
levels,  but  then  to  move  to  withdraw  the 
authorization  for  the  claim  as  soon  as 
new  consumption  information  appears 
showing  that  there  is  increased 
consumption  of  the  food  in  response  to 
the  claim,  and  that  consumption  is 
inconsistent  with  dietary  guidelines.  A 
weight-based  criterion  will  ensure  that 
increased  consumption  of  the  food  will 
still  be  consistent  with  dietary 
guidelines. 

44.  One  comment  suggested,  as  an 
alternative  to  the  weight-based  criterion, 
that  food  products  that  may  have 
significantly  different  serving  sizes 
because  of  different  uses  be  required  to 
meet  the  "low"  level  based  on  all  of  the 
respective  reference  amounts.  The 
comment  stated  that  one-third  of  all 
nondairy  creamers  are  consumed  with 
cereal  in  place  of  milk,  and  thus  the 
reference  amount  used  as  a  basis  for 
claims  should  reflect  this  use.  This 
comment  also  suggested  as  an 
alternative  to  the  weight-based  criterion 
that  food  products  that  have  small 
serving  sizes  be  required  to  meet  a  lower 
nutrient  level  ^er  serving  to  make  a 
claim.  For  example,  for  foods  with  a  one 
ounce  reference  amount  or  less,  fat 
content  could  not  exceed  2  g  per 
reference  amount. 

The  agency  Irejects  these  suggestions 
because  the  fitst  has  only  limited 
application,  and  the  second  is  not  an 
effective  alternative  in  preventing 
misleading  claims.  With  regard  to  the 
first  suggestio|i.  most  nutrient  dense 
foods  with  small  serving  sizes  (e.g.. 
butter)  would  be  subject  to  only  one 
reference  amount.  The  second  suggested 
alternative  would  not  prevent  "low  fat" 
claims  on  foods  such  as  ^ted 
parmesan  cheese  and  whipped  dessert 
toppings  (Ref.  9),  and,  as  discussed  in 
comment  38  of  this  document,  such 
claims  would  be  misleading. 

45.  Some  comments  suggested 
applying  a  weight-based  criterion  only 
to  foods  with  small  serving  sizes.  One 
comment  suggested  that  the  agency 
develop  a  provision  to  cover  foods  that 
weigh  40  g  or  less  per  serving  and 
contain  more  than  5  calories  per  g. 
Another  comment  suggested  that  the 
proposed  weight-based  criterion  only  be 
applied  to  focSs  with  reference  amounts 
15  g  or  less  or  2  tablespoons  or  less  and 
that  are  consumed  frequently 
throughout  the  day.  Other  comments 
suggested  that  certain  nutrient  content 
claims  be  prohibited  on  specific 
categories  of  foods  with  very  small 


serving  sizes  or  prohibited  on  foods 
with  less  than  a  minimum  serving  size 
that  contained  more  than  a  certain 
amount  of  fat  on  a  drv  weight  basis.  One 
comment  suggested  that  a  minimal 
serving  size  for  specific  nutrient  content 
claims  be  established  such  as  one 
tablespoon. 

The  agency  has  carefully  considered 
the  suggestions  raised  in  the  comments 
that  a  weight-based  criterion  apply  only 
to  foods  with  small  serving  sizes. 
Because  the  intent  of  the  agency  is  to 
prevent  misleading  claims  on  nutrient 
dense  foods  that  have  small  serving 
sizes,  the  agency  has  concluded  that 
narrowing  the  scope  of  the  provision 
such  that  it  only  applies  to  foods  with 
small  serving  sizes  adequately  addresses 
its  concern  of  misleading  claims  on 
nutrient  dense  foods  with  small 
servings.  Moreover,  the  agency  has 
concluded  that  with  appropriate 
provisions  applicable  only  to  foods  with 
small  serving  sizes,  misleading  claims 
on  nutrient  dense  foods  can  be 
prevented.  However,  the  alternatives 
suggested  in  the  comments  were  not  the 
most  effective  options  in  preventing 
4uch  claims.  For  example,  with  the  first 
alternative  suggested  by  the  comments, 
green  olives  with  about  13  g  of  fat  per 
100  g  could  qualify  as  "low  fat"  and  25 
percent  fat  cream  with  about  240 
calories  per  100  g  as  "low  calorie"  (Ret 
10).  With  the  second  suggested 
alternative,  salted  peanuts  with  about 
430  mg  sodium  per  100  g  could  qualify 
as  "low  sodium"  (Ref.  10). 

The  agency  considered,  however,  that 
if  the  second  suggested  alternative  was 
modified  to  apply  to  foods  with 
reference  amounts  of  30  g  or  less  or  2 
tablespoon  or  less,  and  the  concept  of 
frequency  of  consumption  was  deleted, 
then  the  proposed  weight-based 
criterion  applied  to  such  foods  would 
prevent  inappropriate  claims  (Ref.  6).  In 
addition,  this  criterion  would  permit 
more  foods  that  are  promoted  in  dietary 
guidelines  to  make  "low"  claims  than 
FDA's  proposed  criterion.  For  example, 
breads  and  pastas  that  qualified  on  a  per 
serving  basis  could  make  "low"  claims. 
Accordingly,  in  the  final  rule,  the 
agency  is  including  a  weight-based 
criterion  for  "low"  claims  only  for  those 
foods  that  have  reference  amounts  of  30 
g  or  less  or  2  tablespoons  or  less.  As 
discussed  below,  in  comment  48  of  this 
document,  the  agency  is  also  persuaded 
to  adopt  a  less  restrictive  weight-based 

criterion.  , 

46.  At  least  two  comments  suggested 
as  an  alternative  that  foods  with  small 
serving  sizes  be  required  to  have  a 
qualifying  statement  such  as  "low  fat 
per  one  tablespoon"  or  "low  fat  when 
consumed  in  a  1-ounce  serving."  One 
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comment  suggested  that  this  qualifying 
statement  only  be  required  for  foods  that 
exceeded  FDA's  proposed  per  100-g 
criterion.  These  comments  said  that  the 
disclosure  would  alert  people  to  the 

tiossibility  that  the  product  would  no 
onger  be  "low  fat"  if  a  larger  serving 
were  consumed  and  would  educate 
consumers  who  did  not  know  that 
nutrient  content  claims  are  dependent 
on  serving  sizes. 

This  alternative  would  permit  claims 
on  all  foods  meeting  the  per  serving 
criterion  and  would  provide  additional 
clarification  of  the  claim  to  the 
consumer.  However,  the  agency  is  not 
persuaded  to  adopt  this  alternative 
because  the  agency  believes  that  even 
with  the  additional  disclosure,  such 
claims  may  confuse  the  consumer  if  the 
food  product  contains  considerable 
amounts  of  the  nutrient  on  a  weight 
basis. 

47.  A  few  comments  suggested  as  an 
alternative  that  all  food  products  that 
meet  the  per  serving  criterion  for  a 
claim  also  be  required  to  meet  a  caloric 
density  criterion.  Reasons  cited  in 
support  of  a  caloric  density  criterion 
were  that  it  would  prevent  nutrient 
dense  foods  with  small  serving  sizes 
from  making  misleading  claims,  would 
allow  products  of  widely  differing 
serving  sizes  and  calorie  levels  to  be 
assessed  fairly,  and  would  eliminate 
inequities  of  the  proposed  100-g 
criterion  that  favored  hydrated 
products.  One  comment  recommended 
that  "low  fat"  foods  not  contain  more 
than  15  g  of  fat  per  100  g  on  a  dry 
weight  basis,  which  is  equivalent  to 
about  30  percent  of  calories  from  fat. 
Another  comment  recommended  that 
instead  of  a  weight-based  criterion,  a 
criterion  of  less  than  45  percent  of 
calories  from  fat  should  be  applied  to 
the  "low  fat"  definition. 

CNsadvantages  to  a  caloric  density 
approach  were  also^ited  in  comments. 
They  included  the  potential  for:  (1) 
Manufacturer  misuse  such  as  increasing 
the  fat/calorie  content  of  a  product  to 
obtain  a  lower  level  of  a  particular 
nutrient  (e.g.,  a  lower  sodium  or 
cholesterol  level)  on  a  per  calorie  basis, 
and  (2)  manufacturer  disincentive  to 
produce  "lower  calorie"  foods  because, 
with  the  caloric  density  approach,  the 
levels  of  problem  nutrients  would  be 
higher  compared  to  the  higher  calorie 
version  of  the  product. 

Other  comments  suggested  that  a 
weight-based  criterion  be  based  on 
nutrient  levels  per  100  calories  or 
nutrient  levels  per  117.5  calories.  The 
latter  caloric  level  was  derived  by 
dividing  the  agency's  proposed 
reference  daily  caloric  intake  of  2,350 
calories  by  the  agency's  estimate  of  20 


servings  of  food  being  consumed  in  a 
day.  The  comment  stated  that  this 
caloric  level  would  be  tied  to  average 
daily  consumption,  whereas  100  g  has 
no  relation  to  daily  food  consumption. 

"The  agency  has  considered  the 
appropriateness  of  applying  a  caloric 
density  criterion  for  "low"  claims  for 
fat,  cholesterol,  and  sodium.  The  agency 
acknowledges  that  it  proposed  this  type 
of  approach  for  a  weight-based  criterion 
for  saturated  fat  in  order  to  provide 
"low"  claims  for  saturated  fat  on  certain 
fats  and  oils  (e.g..  canola  oil)  because  all 
fats  and  oils  would  exceed  a  weight- 
based  criterion  based  on  100  g. 

The  agency  is  concerned,  however, 
that  the  caloric  density  approach  would 
permit  misleading  "low"  claims  for 
cholesterol  and  sodium.  For  example,  if 
the  criterion  was  that  a  food  could  have 
no  more  than  proposed  nutrient  levels 
per  117.5  calories,  then  butter  with 
about  800  mg  of  sodium  per  100  g  could 
qualify  for  a  "low  sodium"  claim  and 
grated  parmesan  cheese  with  about  80 
mg  of  cholesterol  per  100  g  for  a  "low 
cholesterol"  claim  (Ref.  11).  The  agency 
also  agrees  with  comments  that  the 
caloric  density  approach  could 
encourage  the  development  of  higher 
fat,  higher  calorie  products  in  order  to 
make  "low  sollium"  and  "low 
cholesterol"  claims.  Thus,  this  approach 
would  be  inconsistent  with  national 
dietary  goals  of  lowering  fat  intake 
(Refs.  4,  7.  anp  12). 

The  agencjTalso  considered  whether 
this  type  of  criterion  might  be  applied 
to  fat  but  not'to  sodium  and  cholesterol. 
However,  if  a  criterion  such  as  less  than 
30  percent  calories  from  fat  were  used, 
then  low  calorie,  high  moisture 
products  such  as  ready-to-serve 
gazpacho  soup  may  not  qualify  for  a 
"low  fat"  claim  (Ref.  11),  even  though 
a  serving  of  a  cup  might  contain  only  2 
g  of  fat  and  be  consistent  with  foods 
promoted  in  dietary  guidelines.  In 
addition,  the  agency  does  not  believe 
that  there  is  a  sufficient  basis  to  justify 
a  higher  level  such  as  no  more  than  45 
percent  calories  from  fat,  as  suggested 
by  one  of  the  comments.  Furthermore, 
national  goals  that  target  nutrient  intake 
as  a  percentage  of  calories  focus  on  the 
total  diet,  not  on  the  percentage  of 
calories  in  individual  foods  (Refs.  4,  7, 
and  12).  Accordingly,  the  agency  rejects 
a  criterion  based  on  caloric  density  for 
claims  for  nutrients  other  than  saturated 
fat. 

48.  Several  comments  suggested  as  an 
alternative  that  FDA  use  a  less 
restrictive  weight-based  criterion. 
Variants  of  this  alternative  were  to  use: 
(1)  The  disclosure/disqualifying  levels 
per  100  g,  (2)  proposed  levels  per  30  g 
(one  ounce),  or  (3)  proposed  levels  per 


50  g.  One  of  these  comments  further 
stated  that  the  use  of  the  proposed 
levels  per  30  g  would  be  more  closely 
tied  to  reference  amounts  and  would 
allow  truthful  nutrient  claims  on  the 
majority  of  foods,  while  preventing 
claims  on  nutrient  dense  foods  with 
small  serving  sizes.  This  comment  cited 
as  a  disadvantage,  however,  that  this 
approach  would  still  be  arbitrary  and 
not  related  to  how  consumers  actually 
eat  foods. 

Another  comment  supported  the  use 
of  proposed  levels  per  50  g  because  it 
would  allow  more  grain  products  to 
qualify  as  "low  fat."  In  addition,  the 
comment  stated  that  a  per  50-g  criterion 
would  prevent  higher  fat  crackers  and 
cookies  and  other  high  fat  foods  with 
small  serving  sizes  from  making  "low 
fat"  claims.  This  comment  further  stated 
that  the  per  50-g  criterion  would  allow 
more  products  to  qualify  for  "low 
sodium"  and  "low  cholesterol"  claims 
and  would  result  in  more  flexibility  for 
manufacturers  and  more  choices  for 
consumers.       ^ 

FDA  considered  thrf  options  presented 
in  the  comments  for  a  less  restrictive 
weight-based  criterion.  Upon 
reconsideration,  the  agency 
acknowledges  that  the  level  it  proposed, 
per  100  g.  is  too  restrictive.  While  the 
proposed  criterion  would  have 
prevented  "low"  claims  on  certain 
nutrient  dense  foods,  it  also  would  have 
prevented  some  breads  and  other  cereal 
grain  products  for  which  increased 
consumption  is  recommended  in 
national  dietary  guidance  from 
qualifying  for  "low"  claims  (Ref.  7). 
FDA  has  thus  rejected  maintaining  the 
weight-based  criterion  as  proposed. 

Tne  agency  disagrees  that  a  main 
reason  for  selecting  a  weight-based 
criterion  should  be  the  relationship  of 
per  100  g.  per  50  g.  or  per  30  g  to  the 
amounts  of  foods  consumers  actually 
eat.  The  criterion  serves  only  as  a 
measure  of  nutrient  density.  The 
reference  amount  reflects  what 
consumers  actually  eat.  However.  FDA 
notes  that  a  criterion  based  on  proposed 
levels  per  50  g  or  per  30  g  would  be 
more  compatible  with  consumption 
amounts  than  per  100  g  for  individual 
foods,  although  50  g  or  30  g  amounts 
would  still  be  substantially  greater  than 
the  reference  amounts  for  some  food 
products  such  as  minor  condiments. 

While  the  agency  acknowledges  that 
the  proposed  criterion  of  100  g  is  too 
restrictive.  FDA  is  concerned  that  the 
alternative  suggestions  of  applying  the 
proposed  disqualifying  levels  per  100  g 
(e.g..  11.5  g  per  100  g  for  fat)  or 
proposed  levels  per  30  g  (e.g..  3  g  per 
30  g  for  fat.  which  is  about  10  g  per  100 
g)  could  still  result  in  misleading  claims 
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even  if  the  weight-based  criterion  is 
applied  only  to  foods  that  have 
reference  amounts  of  30  g  or  less  or  2 
tablespoons  or  less.  For  example,  with 
either  of  these  criteria,  evaporated 
whole  milk  and  liquid  nondairy 
creamers  could  still  make  "low  fat" 
claims,  and  regular  cream  cheese  could 
still  make  a  "low  sodiimi"  claim  (Ref. 
6).  In  addition,  the  use  of  the  per  30-g 
criterion  when  applied  to  foods  with 
these  reference  amounts  (i.e.,  30  g  or 
less  or  2  tablespoons  or  less)  could 
result  in  misleading  "low  calorie" 
claims  on  products  such  as  half-and- 
half,  olives,  and  maraschino  cherries. 
Accordingly.  FDA  has  not  adopted  these 
alternatives. 

The  agency  also  considered  the 
alternative  suggested  in  the  comment  of 
using  proposed  levels  per  50  g.  If  a  50- 
g  criterion  was  applied  only  to  foods 
that  have  reference  amounts  of  30  g  or 
less  or  2  tablespoons  or  less,  then  all  of 
the  products  cited  above  as 
inappropriate  for  "low"  claims  would 
be  prevented  from  making  misleading 
"low"  claims  (Ref.  6).  In  addition, 
compared  with  FDA's  proposed  per  100- 
g  criterion,  the  per  50-g  criterion  would 
permit  more  foods  for  which  increased 
consumption  is  recommended  in 
current  dietary  guidelines  to  make 
"low"  claims.  For  example,  more 
breakfast  cereals  and  snacks  such  as 
pretzels  and  air  popped  popcorn  could 
make  "low  fat"  claims. 

The  agency  concludes  that  the  use  of 
a  per  50-g  criterion  when  applied  to 
foods  with  reference  amounts  of  30  g  or 
less  or  2  tablespoons  or  less  minimizes 
confusing  or  misleading  claims  while 
maximizing  appropriate  "low"  claims 
consistent  with  dietary  guidance. 
Accordingly,  the  agency  is  revising 
relevant  paragraphs  of  new  §§  101.60, 
101.61.  and  101.62  to  provide  for  a 
weight-based  criterion  for  these  foods  be 
based  on  nutrient  levels  per  50  g  of  food 
for  "low"  claims.  The  agency  is  also 
revising  new  §  101.61(b)(2)  to  require 
that  the  per  50-g  criterion  apply  to  "very 
low  sodium"  claims. 

49.  One  comment  stated  that  a  weight- 
based  density  criterion  would  be  unduly 
restrictive  to  dry  products  such  as 
dehydrated  soups  and  dry  hot  cereals 
that  require  water  to  be  added  and  that 
would  qualify  based  on  an  "as 
prepared"  form  but  not  on  the  "as 
purchased"  form.  This  comment 
suggested  that  a  criterion  based  on  the 
hydrated  product  would  be  more 
equitable  for  foods  that  must  have  water 
added  to  them  before  typical 
consumption. 

The  agency  points  out  that  the  weight- 
based  criterion  in  the  final  rule  does  not 
apply  to  dehydrated  soups  or  dry  hot 


cereals  because  their  reference  amounts 
exceed  the  specified  reference  amounts 
to  which  the  weight-based  criterion 
applies.  However,  the  agency  agrees 
with  the  comment  that  the  weight-based 
criterion  should  be  applicable  to  the  "as 
prepared"  form  when  the  product 
pun:hased  is  dehydrated,  because  the 
reference  amount  of  the  product,  as  well 
as  any  accompanying  nutritional 
information,  is  based  on  the  hydrated 
form  of  the  food.  Thus,  the  agency 
concludes  that  it  would  be  inconsistent 
to  require  that  a  weight-based  criterion 
be  based  on  the  dehydrated  form  when 
all  other  accompanj^g  information  is 
based  on  the  "as  prepared"  or  hydrated 
form.  Thus,  the  agency  supports  this 
recommendation  for  its  limited 
apphcation  to  dehydrated  products  with 
reference  amounts  of  30  g  or  less  or  2 
tablespoons  or  less.  Accordingly,  FDA  is 
also  revising  the  above  cited  sections  by 
inserting  "For  dehydrated  foods  that  are 
typically  consumed  when  rehydrated 
with  only  water,  the  per  50-g  criterion 
refers  to  the  as  prepared  form,"  to  allow 
products  that  must  have  water  added  to 
them  before  typical  consumption  to 
make  a  claim  if  the  "as  prepared" 
hydrated  form  meets  the  per  50-g 
criterion. 

2.  Need  for  consistency  of  terms  and 
limited  number  of  terms 

As  discussed  in  the  general  principles 
proposal  (56  FR  60431).  the  agency's 
approach  to  developing  a  system  of 
nutrient  content  claims  emphasizes 
three  objectives:  (1)  Consistency  among 
definitions,  (2)  claims  that  are  in 
keeping  with  public  health  goals,  and 
(3)  claims  that  can  be  used  by 
consumers  to  maintain  healthy  dietary 
practices. 

The  agency  also  noted  that  it  has 
followed  an  approach  that  will  Umit  the 
number  of  defined  terms.  This  approach 
is  consistent  with  that  advocated  in  the 
Report  of  the  "Fourth  Workshop  on 
Nutritional  Quality  and  Labeling  in 
Food  Standards  and  Guidelines," 
Committee  on  the  Nutritional  Aspects  of 
Food  Standards,  International  Union  of 
Nutritional  Sciences  (lUNS)  (Ref.  13). 
which  states  that  caution  should  be 
exercised  to  constrain  the  number  of 
descriptors  that  are  considered 
desirable.  The  lUNS  Committee 
questioned  the  wisdom  of  more  detailed 
descriptors  because  of  the  difficulties  of 
consumer  understanding  of  a  plethora  of 
such  terms. 

Alternatively,  the  agency  noted  that 
some  have  argued  that  establishing 
flexible  provisions  for  the  use  of  terms 
will  facilitate  consiuner  understanding 
by  better  attracting  attention  to  the 
message  being  delivered  about  the  food. 


In  addition,  the  agency  noted  that  some 
have  suggested  that  defining  more  terms 
or  providing  greater  flexibiUty  for  the 
use  of  various  terms  to  convey 
nutritional  information  encourages 
competition  among  products  and  fosters 
nutritional  improvement  in  products. 
The  agency  specifically  requested 
comments  on  how  it  can  balance  the 
goals  of  consumer  xmderstanding  and 
competition  (56  FR  60421  at  60431). 

50.  Some  comments  did  not  agree 
with  the  objective  of  maintaining 
consistency  among  the  definitions.  One 
comment  stated  that  consumers  will  not 
be  confused  by  the  use  of  nonconsistent 
terms.  One  comment  stated  that  because 
the  proposed  definitions  for  absolute 
nutrient  content  claims  such  as  "low" 
and  "high"  are  based  on  uniform 
standards  that  apply  across  all  food 
groups,  many  foods  that  can  help 
consumers  improve  their  diets  will  not 
meet  the  standards  in  these  definitions. 

It  is  important  for  effective  consumer 
education  to  establish  consistent 
definitions  for  descriptive  terms 
whenever  possible  to  limit  the 
possibility  of  consumer  confusion. 
Thus,  FDA  has  not  made  changes  in  its 
regulations  in  response  to  these 
comments.  However,  should  a  situation 
arise  in,  which  a  flexible  approach  to 
defining  a  term  would  promote  public 
health  goals  or  assist  consumers  in 
maintaining  healthy  dietary  practices, 
the  agency  will  consider  adopting  such 
an  approach.  In  implementing  the 
provisions  of  the  act  on  nutrient  content 
claims  (e.g..  through  the  petition 
process),  the  agency  intends  not  to 
inhibit  useful  and  informative 
competition  in  the  marketplace,  so  long 
as  it  is  still  consistent  with  the  three 
objectives  stated  above. 

3.  Sjmonyms 

Section  3(b)(l)(A)(ix)  of  the  1990 
amendments  provides  that  regxilations 
for  nutrient  content  claims  may  also 
include  similar  terms  that  are 
commonly  understood  to  have  the  same 
meaning. 

To  implement  these  provisions,  the 
agency  requested  in  the  general 
principles  proposal  (56  FR  60421  at 
60431)  comments  on  a  list  of  synonyms 
suggested  by  the  Grocery  Manufacturers 
of  America  (GMA),  for  the  terms  "no," 
"very  low,"  "low,"  "significant," 
"high."  and  "very  high."  The  agency 
also  requested  comments  on  a  report  by 
the  Institute  of  Medicine  (lOM)  of  the 
National  Academy  of  Sciences  (NAS'), 
entitled,  "Nutrition  Labeling  Issues  and 
Directions  for  the  1990*8"  (the  lOM 
report)  (Ref.  14)  addressing  concerns 
that  a  proUferation  of  synonyms  on  food 
labels  will  be  confusing  to  consumers 
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who  may  believe  that  theie  are 
difiiaiences  among  the  tenns.  Fxirther, 
the  agency  requested  comments  on  the 
use  of  synonyms  for  the  nutrient  content 
claims  "free,"  "low,"  "high."  and 
"source." 

Section  403(r)(4)(A)(ii)  of  the  act 
grants  to  any  person  the  right  to  petition 
the  Secretary  (and  FDA,  by  delegation) 
for  permission  to  use  terms  in  a  nutrient 
content  claim  that  are  consistent  (i.e.. 
synonymous)  with  terms  defined  in 
regulations  issued  under  section 
403(r)(2MA)(i). 

51.  Several  comments  stated  that  it  is 
important  to  limit  the  number  of 
synonyms,  while  some  comments 
advocated  that  FDA  ban  the  use  of  all 
synonyms.  The  comments  argued  that 
the  1990  amendments  do  not  require 
synonyms,  that  the  use  of  synonyms 
does  not  contribute  to  improved  public 
health,  and  that  synonyms  are  used  by 
companies  only  to  gain  a  competitive 
edge. 

Some  comments  suggested  that  all 
synonyms  put  forwardby  GMA  should 
be  accepted.  The  comments  generally 
contended  that  synonyms  are  necessary 
to  allow  manufacturers  greater 
flexibility;  that  there  are  many  truthful 
and  informative  synonyms  for  the  basic 
descriptors  FDA  is  de&iing;  that  all 
terms  will  carry  some  defined  meaning; 
that  use  of  multiple  synonyms  will 
encourage  competition  among  products; 
and  that  as  long  as  there  is  a  single 
definition  for  a  term  and  its  synonyms, 
consumers  will  not  be  confused. 

A  few  conmients  stated  that  FDA 
should  permit  undefined  synonyms  to 
be  used  in  conjunction  with  either  a 
consistent  defined  claim  or  a  disclosiue 
statement  explaining  the  intended 
meaning.  The  comments  argued  that 
this  approach  would  increase  consumer 
understanding  and  confidence,  without 
discouraging  manufacturers'  flexibility.  , 

Another  comment  stated  that 
qualitative  research  is  needed  to  assess 
consumer  understanding  of  descriptors 
before  the  publication  of  final 
regulations,  and  if  such  testing  is  not 
possible,  definitions  and  synonyms 
should  be  tentative  for  2  years  and  then 
reassessed. 

FDA  notes  that  many  comments 
advocated  either  an  extremely  open  or 
extremely  restrictive  approach  to 
synonyms.  However,  FDA  has  not  taken 
either  of  these  positions.  Because  a  goal 
of  the  1990  amendments  is  to  make 
nutrition  information  on  the  label  or 
labeling  of  foods  available  in  a  form  that 
consumers  can  use  to  follow  dietary 
guidelines  (H.  Kept.  101-538.  supra.  10), 
and  the  act  envisions  that  synonyms  for 
defined  terms  ctai  be  an  appropriate 
means  to  communicate  suai 


information,  the  agency  will  evaluate 
synonyms  according  to  the  standard  in 
the  1990  amendments,  i.e..  that  the  term 
is  commonly  understood  to  have  the 
same  meaning  as  a  defined  term.  In 
doing  so,  FDA  intends  to  be  open  to 
considering  terms  that  meet  this 
standard.  However,  FDA  does  not 
intend  to  permit  any  synonym  that  it 
believes  would  be  unclear  in  meaning  to 
consumers  with  respect  to 
characterizing  the  level  of  a  nutrient  in 
a  food.  For  instance,  FDA  does  not 
consider  the  term  "smidgen"  to  be 
commonly  understood  to  mean  "very 
low"  in  describing  the  level  of  a 
nutrient.  Similarly,  FDA  does  not 
consider  the  term  "loaded"  to  be 
commonly  understood  to  mean  "high." 

FDA  disagrees  with  the  comments 
that  suggested  that  the  terms  and 
synonyms  being  established  in  this  final 
rule  should  be  permitted  on  a  tentative 
basis  for  2  years.  FDA  has  sought  to 
select  terms  and  synonyms  that  are 
femiliar  to  consumers.  The 
standardization  of  these  terms  by 
regulation  and  the  availability  of 
nutrition  labeling  in  conjunction  with 
the  claims,  coupled  with  consumer 
education,  will  promote  consumer 
understanding  of  their  meaning.  Thus, 
FDA  believes  that  consiuners  will  be 
able  to  use  the  terms  and  synonyms  that 
it  is  defining  to  make  informed  dietary 
choices.  Further,  through  petitions  and 
rulemaking,  FDA  can  change,  add,  or 
delete  synonyms  as  new  terms  come  to 
have  established  meanings  or  problems 
with  defined  terms  become  apparent. 

FDA  also  disagrees  with  the 
suggestion  that  it  permit  tmdefined 
synonyms  to  be  used  in  conjvinction 
with  either  a  consistent  defined  claim  or 
a  disclosure  statement  explaining  its 
intended  meaning,  because  the  act 
requires  that  terms  (including 
synonyms)  used  to  characterize  the  level 
of  a  nutrient  in  a  food  be  either  defined 
by  the  agency  or  approved  by  the  agency 
in  response  to  a  petition.  There  is  no 
provision  in  the  act  that  allows  for  the 
use  of  undefined  synonyms  in  the 
absence  of  action  by  the  agency. 

In  this  document,  FDA  has  considered 
various  synonyms  that  have  been 
suggested  in  the  comments.  The  issues 
considered  by  the  agency  and  its 
conclusions  regarding  specific 
synonymous  terms  are  discussed  in 
detail  in  the  relevant  sections  of  this 
document. 

B.  Terms  Describing  the  Level  of  a 
Nutrient 

l.Free 

In  the  general  principles  and  the  fat/ 
cholesterol  proposals  (56  FR  60421  and 


60478),  FDA  proposed  to  define  the 
term  "five"  for  total  fet,  cholesterol, 
sodiimi,  sugars,  and  calories.  FDA  also 
proposed  to  define  the  terms  "no." 
zero."  "trivial  source  of."  "negligible 
source  of,"  and  "dietarily  insignificant 
source  of  as  synonyms  for  the  term 
"free."  The  agency  specifically 
requested  comments  on  whether 
consumers  commonly  imderstand  the 
meaning  of  all  these  terms  to  be,  and 
whether  the  terms  are  in  fact, 
synonymous. 

In  arriving  at  the  proposed  definition 
for  "free"  for  each  nutrient,  the  agency 
chose  the  level  of  the  nutrient  that  is  at 
or  near  the  reliable  limit  of  detection  for 
the  nutrient  in  food  and  that  is 
dietetically  trivial  or  physiologically 
inconsequential.  The  agency  noted, 
however,  that  some  manufacturers  may 
add  very  small  amounts  of  certain 
nutrients  to  aid  in  the  manufacturing 
process  for  some  products.  FDA 
proposed  not  to  allow  use  of  the  term 
"free"  on  such  products,  even  if  the 
products  met  the  quantitative  criteria  for 
use  of  the  term.  However,  the  agency 
requested  comments  on  whether  "hee" 
claims  should  be  allowed  on  these 
products  if  they  provide  an  appropriate 
disclosure  statement  and  also  on  what 
such  a  disclosure  statement  should  be. 

FDA  also  proposed  that  "free"  claims 
used  on  foods  that  are  inherently  free  of 
a  nutrient  must  refer  to  all  foods  of  that 
type  and  not  merely  to  the  particular 
brand  to  which  the  labeling  is  attached. 
The  agency  requested  comments  on  this 
provision. 

a.  Synonyms.  A  number  of  comments 
addressed  synonyms  proposed  by  FDA 
for  "free"  in  the  general  principles  and 
the  fat/cholesterol  proposals  (56  FR 
60421  and  60478).  Many  of  these 
comments  supported  the  use  of 
synonyms  for  "free."  Several  comments 
agreed  specifically  with  one  or  more  of 
FDA's  proposed  synonyms  for  "free" 
such  as  "no"  or  "zero."  One  comment 
provided  data  showing  that  "free"  and 
"no"  are  synonymous  terms.  Another 
comment  provided  data  that  "free"  and 
"without"  are  synonymous  terms. 

52.  At  least  one  comment  (a  Ph.D. 
thesis)  requested  that  the  term 
"without"  be  a  synonym  for  "free."  The 
comment  presented  data  in  support  of 
its  request.  This  investigation  (Ref.  15) 
was  conducted  at  the  University  of 
South  E)akota  using  192  undergraduate 
students.  The  students'  perceived 
notions  of  the  amount  of  calories,  fiat, 
and  cholesterol  relative  to  12  nutrient 
content  claims  terms  were  examined. 
The  results  demonstrated  statistically 
that  the  participants  perceived  that 
"without"  and  "free"  have  the  same 
meaning. 
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FDA  agrees  with  this  comment.  The 
data  presented,  along  with  FDA's 
previous  approval  of  the  claim  "without 
added  salt."  persuade  the  agency  that 
"'without'  should  be  a  synonym  for 
'free'."  Accordingly,  the  agency  is 
revising  new  §  101.60(b)(1)  on  calories, 
new  §  101.60(c)(1)  on  sugar,  new 
§  101.61(b)(1)  on  sodium,  new 
§  101.62(b)(1)  on  fat.  new  8 101.62(c)(1) 
on  saturated  fat.  and  new  §  lD1.62(d)(l) 
on  cholesterol,  to  allow  "without"  to  be 
a  synonym  for  "free." 

53.  One  comment  maintained  that 
manufacturers  are  likely  to  abuse  the 
terms  "free"  and  "no." 

FDA  believes  that  most  manufacturers 
will  comply  with  the  requirements  of 
these  regulations.  However. 
manufacturers  who  violate  the 
requirements  for  these  definitions  will 
be  dealt  with  by  appropriate  regulatory 
action. 

*  54.  One  comment  suggested  that 
"free"  be  used  where  there  is  an  absence 
of  a  nutrient,  and  that  a  phrase  such  as 
"very  small  amount  of*  be  used  where 
the  food  contains  very  small  amounts  of 
a  nutrient,  even  if  the  amount  of  the 
nutrient  present  is  physiologically 
insigniHcant. 

FDA  rejects  this  suggestion.  As 
discussed  in  the  general  principles 
proposal  (56  FR  60421  at  60432).  FDA 
believes  that  it  is  appropriate  to  apply 
the  term  "free"  to  a  nutrient  when  a 
food  contains  that  nutrient  in  a 
dietetically  trivial  or  physiologically 
inconsequential  amount,  even  though 
the  nutrient  is  present  at  a  level  at  or 
near  its  reliable  limit  of  quantitation. 
With  modem  analytical  methods,  the 
level  at  which  the  presence  of  a  nutrient 
may  be  quantified  is  becoming 
increasingly  smaller.  For  example,  there 
are  almost  no  foods  that  can  be  said  to 
be  truly  sodium  free,  yet  the  level  of 
sodium  present  in  some  foods  has  no 
impact  on  the  diet.  Furthermore,  the 
additional  term  would  likely  cause 
consumer  confusion  because  it  is 
ambiguous  and  would  not  be  clearly 
distinguishable  from  "free"  in  a 
meaningful  way. 

55.  One  comment  stated  its  support 
for  the  use  of  the  word  "none."  Another 
comment  suggested  that  "none"  be  used 
instead  of  "free"  but  gave  no  reason  for 
this  suggestion. 

The  comment  did  not  provide 
sufficient  supporting  information  to 
persuade  the  agency  that  consumers 
commonly  xmderstand  "none"  to  have 
the  same  meaning  as  "free."  Therefore, 
FDA  is  not  providing  for  the  use  of 
"none"  as  a  synonym  for  "free"  at  this 
time.  However  the  agency  advises  that 
interested  persons  may  submit  a 


synonym  petition  for  the  use  of  this 
term  as  prescribed  in  new  8 101.69. 

56.  Several  comments  supported  the 
synonyms  for  "free"  that  Contain 
"source  of  language  (i.e.,  "trivial 
source  of."  "negligible  source  of." 
"dietarily  insignificant  source  of).  One 
comment  statwi  that  the  de  minimis 
nutrient  threshold  levels  encompassed 
by  such  phrases  are  of  no  public  health 
concern.  Several  comments  disliked 
these  proposed  synonyms.  Some  of 
these  comments  asserted  that  these 
phrases  could  be  confusing  or 
misleading  to  consumers.  One  comment 
pointed  out  that  the  inclusion  of  the 
word  "source"  in  some  of  the  synonyms 
for  "free"  could  confuse  consumers 
because  the  agency  had  given  another 
meaning  to  this  word  in  the  general 
principles  proposal. 

In  this  final  rule,  as  explained  later  m 
this  document.  FDA  is  changing  the 
descriptive  term  "source"  to  "good 
source"  to  clarify  its  meaning  and 
relative  position  in  the  hierarchy  of 
descriptive  terms.  As  a  result,  FDA  does 
not  believe  that  the  use  of  the  words 

•* source  of  in  some 

synonyms  for  "free"  will  be  confusing 
to  consumers.  Therefore,  FDA  is 
maintaining  the  position  that  it  took  in 
the  general  principles  proposal  (56  FR 
60421  at  60434)  that  the  terms  "trivial 
source  of,"  "negligible  source  of,"  and 
"dietarily  insignificant  source  of  are 
suitable  synonyms  for  "free."  provided 
that  they  are  used  on  the  labels  or  in 
labeling  of  foods  in  accordance  with  the 
agency's  definition. 

57.  Another  comment  stated  that, 
unlike  "no"  and  "zero."  which  are 
absolute  terms,  the  terms  containing  the 

language  " source  of  could 

be  misinterpreted. 

FDA  acknowledges  that  "free."  "no. 
and  "zero"  are  absolute  terms  that  are 
synonymous  to  one  another  in  their 
meaning.  However,  FDA  also  believes 

that  the  " —  source  of  terms 

that  it  has  listed  as  synonyms  of  "free" 
are  appropriate  for  use  on  the  food  label 
and  consistent  with  the  agency's 
definition  for  "free"  because  they 
express  that  the  nutrient  is  present  at  or 
near  the  reliable  limit  of  detection  and 
thus  at  a  dietetically  trivial  or 
physiologically  iticonsequential  level. 
Therefore.  FDA  concludes  that  no 
change  is  warranted  in  response  to  this 
comment. 

58.  One  comment  objected  to  the  use 
of  the  phrases  "trivial  source  of," 
"negligible  source  of,"  and  "dietarily 
insignificant  source  of  as  synonyms  for 
"free"  because  such  phrases  equate  the 
presence  of  trivial  amoimts  of  a  nutrient 
with  the  absence  of  a  nutrient.  The 
comment  asserted  that  people  can 


experience  life-threatening  reactions  to 
"trivial"  amounts  of  substances. 

FDA  does  not  agree  that  these  phrases 
are  inappropriate  as  synonyms  for  the 
"free"  nutrient  content  claims  that  are 
being  defined  in  this  final  rule.  As 
explained  above.  FDA  defined  the  term 
"free"  based  on  a  dietarily  insignificant 
amount  of  the  nutrient  in  question,  and 
these  terms  are  consistent  with  that 
definition. 

Further.  FDA  advises  that  the  nutrient 
content  claims  that  it  is  defining  in  this 
final  rule  provide  consumers  with 
information  about  nutrients  in  a  food, 
and  not  about  substances  in  foods  that 
consumers  may  need  to  avoid  because 
of  allergies  or  intolerances.  A  consumer 
should  read  the  ingredient  list  on  the 
food  label  to  determine  whether  a  food 
contains  a  substance  he  or  she  needs  to 
avoid. 

59.  Several  comments  suggested  that 
FDA  include  the  terms  "not  any,"  "not 
a  bit,"  "not  a  trace,"  "never  a  bit," 
"never  a  trace,"  "negligible,"  "dietary 
isignificance,"  "trivial  amount  of."  and 
"meaningless"  as  synonyms  for  "free." 

These  comments  did  not  provide 
sufficient  supporting  information  to 
persuade  the  agency  that  consumers 
commonly  understand  the  terms  "not 
any."  "not  a  bit,"  "not  a  trace,"  "never 
a  bit,"  "never  a  trace,"  "negligible." 
"dietary  insignificance."  "trivial 
amount  of,"  and  "meaningless"  to  have 
the  same  meaning  as  "free."  Therefore, 
FDA  is  not  providing  for  the  use  of  any 
of  these  terms  as  synonyms  for  "free"  at 
this  time.  However  the  agency  advises 
that  interested  persons  may  submit  a 
synonym  petition  for  the  use  of  any  of 
these  terms  as  prescribed  in  new 
§101.69  of  this  final  rule. 

60.  Some  comments  suggested  that 
variations  in  spelling  be  allowed  for 
descriptors  and  their  synonyms. 

Although  FDA  has  not  specifically 
provided  for  variations  in  the  spelling  of 
various  descriptive  terms  or  their 
synonyms,  except  for  "light"  ("lite"), 
the  agency  believes  that  reasonable 
variations  in  the  spelling  of  these  terms 
would  be  acceptable,  provided  that 
these  variations  are  not  misleading  to 
consumers.  However,  should  the  agency 
encounter  terms  that  use  questionable 
variations  in  spelling,  it  will  evaluate 
these  variations  on  a  case-by-case  basis 
to  determine  whether  they  comply  with 
section  403(a)  and  (r)  of  the  act. 

b.  Statutory  limitations  on 
circumstances  in  which  an  absence 
("free")  claim  may  be  made.  The  1990 
amendments  describe  the  circumstances 
in  which  claims  that  state  the  absence 
of  a  nutrient  may  be  made  on  a  food. 
Section  403(r)(2)(A)(ii)(I)  and 
(r)(2)(A)(ii)(II)  of  the  act,  respecUvely, 
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provide  that  a,  claim  may  not  state  the 
absence  of  a  nutrient  unless:  (1)  The 
nutrient  is  usually  present  in  the  food 
or  in  a  food  which  substitutes  for  the 
food  as  defined  by  the  Secretary  (and 
FDA.  by  delegation),  or  (2)  the  Secretary 
by  regulation  permits  such  a  statement 
on  the  basis  of  a  finding  that  such  a 
statement  would  assist  consxuners  in 
maintaining  healthy  dietary  practices, 
and  the  statement  discloses  that  the 
nutrient  is  not  usually  present  in  food. 

j.  SubstJtute  foods.  In  the  general 
principles  proposal  (56  FR  60421  at 
60432),  FDA  proposed  to  define  when 
one  food  may  be  considered  to 
substitute  for  another  to  eliminate  any 
confusion  that  may  arise  over  this  issue. 
In  §  lQ1.13(d).  FDA  proposed  that  a 
substitute  food  is  one  that  is  used 
interchangeably  with  another  food  that 
it  resembles  in  its  physical, 
organoleptic,  and  functional 
characteristics,  and  that  it  is  not 
nutritionally  inferior  to  that  food  unless 
it  is  labeled  as  an  "imitation."  The 
agency  also  proposed  in  $  101.13(d)(1) 
that  a  food  that  does  not  possess  the 
same  characteristics  as  the  food  for 
which  it  substitutes  must  declare  the 
difl'erence  on  its  label  or  in  its  labeling, 
adjacent  to  the  most  prominent  claim. 
FDA  also  proposed  in  $  101.13(d)(2)  that 
any  declaration  (i.e.,  disclaimer)  made 
regarding  the  different  characteristics  of 
the  substitute  food  should  be  in  easily 
legible  print  or  type,  no  less  than  one- 
half  the  size  of  the  descriptive  term. 

The  agency  also  stated  in  the  proposal 
that  it  believes  that  identifying  imitation 
foods  that  meet  nutrient  content  claim 
definitions  may  provide  a  benefit  to  the 
consumer,  even  though  they  are 
nutritionally  inferior.  Therefore.  FDA 
tentatively  concluded  that  such  foods 
should  be  allowed  to  bear  nutrient 
content  claims,  as  long  as  they  are 
appropriately  labeled. 

61.  A  few  comments  agreed  with 
FDA's  proposed  definition  for  substitute 
foods.  Some  of  the  supporting 
comments  stated  that  regulations 
governing  the  use  of  substitute  foods  are 
necessary  to  avoid  misleading 
consumers  who  are  not  aware  of  the 
dissimilarities  between  an  original  food 
and  a  food  that  serves  as  a  sul»titute 
food.  However,  one  comment  stated  that 
the  agency  lacks  the  legal  basis  to 
prescribe  the  use  of  disclosure 
statements  on  substitute  foods  as 
extensive  as  that  proposed  by  the 
agency.  This  comment  suggested  that  a 
disclaimer  statement  should  not  be 
required  on  substitute  foods,  and  that 
the  required  statement  is  excessive  and 
will  result  in  a  label  that  is  confusing  to 
consumers. 


The  agency  disagrees  with  the 
comment  that  FDA  has  no  legal  basis  to 
require  disclaimer  statements  on 
substitute  foods.  As  the  agency  stated  in 
the  proposal  (56  FR  60421  at  60432), 
section  201(n)  of  the  act  provides  that 
food  labeling  is  misleading,  and  thus  the 
food  is  misbranded  under  section  403(a) 
of  the  act,  if  it  fails  to  disclose  facts 
material  to  the  consequences  of  the  use 
of  the  food.  For  example,  if  a  fiood  has 
different  performance  characteristics 
than  the  food  for  which  it  substitutes, 
this  fact  must  be  disclosed  in 
conjunction  with  the  claim  that  draws  a 
connection  between  the  two  foods. 
Under  sections  201  (n),  403(a),  and 
701(a)  of  the  act,  the  agency  has  the 
authority  to  require  disclaimer 
statements  when  these  statements  are 
necessary  to  disclose  material  facts. 

The  agency  also  disagrees  with  the 
contention  that  disclaimer  statements 
will  confuse  consumers.  The  agency 
believes  that  this  information  is  of  value 
to  consumers  because  it  informs  them 
about  important  aspects  of  the  food  that 
otherwise  would  not  be  evident. 

62.  Some  comments  addressed 
specific  aspects  of  disclaimer 
statements.  One  comment  that  opposed 
the  agency's  proposed  definition  for  a 
substitute  food  stated  that  the  proposal 
is  overly  broad,  and  that  FDA  should 
limit  the  disclosure  requirements  to 
differences  that  materially  limit  the  uses 
of  a  substitute  food  when  compared  to 
the  food  it  resembles. 

The  agency  has  reconsidered  its 
proposed  requirements  for  disclaimer 
statements.  FDA  believes  that 
"differences  in  performance 
characteristics"  between  a  substitute 
food  and  an  original  food  may  include 
minor  differences  that  ccftisumers  would 
consider  relatively  unimportant  for  that 
food  (e.g.,  a  different  freezing  point  for 
a  nonfat  thousand  island  drmsing 
substitute).  The  agency  believes  that 
such  differences  are  significant  only 
when  they  materially  limit  the  use  of 
the  food  compared  to  the  use  of  the 
original  food  (e.g.,  "not  recommended 
for  frying").  FDA  concludes  that  when 
the  differences  between  the  substitute 
food  and  the  original  food  do  not  limit 
the  use  of  the  substitute,  they  need  not 
be  disclosed  because  they  would  not  be 
considered  to  be  material  facts  that 
relate  to  the  consequences  of  the  use  of 
the  food.  Therefore,  the  agency  is  ' 

revising  new-§  101.13(d)(1)  to  state,  that: 

If  there  is  a  difTerence  In  performance 
characteristics  that  materially  limits  the  use    . 
of  the  food,  the  food  may  still  be  considered 
a  substitute  if  the  label  includes  a  disclaimer 
adjacent  to  the  most  pcorainoit  claim  as 
defined  In  paragraph  UX2KUi)  of  this  section. 


informing  the  consumer  of  such  difference 
(e.g.,  "not  recommended  for  frying"). 

Furthermore,  to  ensure  that  the 
disclaimer  is  presented  with  appropriate 
prominence,  consistent  with  the 
requirements  for  other  required 
supplementary  information  (e.g.,  referral 
statements),  the  agency  is  revising  new 
§  101.13(d)(2)  to  read: 

This  disclaimer  shall  be  in  easily  legible 
print  or  type  and  in  a  size  no  less  than  that 
required  by  $  101.105(1)  for  the  net  quantity 
of  contents  statement  except  where  the  size 
of  the  claim  is  less  than  two  times  the 
required  size  of  the  net  quantity  of  contents 
statement,  in  which  case  the  disclaimer 
statement  shall  be  no  less  than  one-half  the 
siie  of  the  claim  but  no  smaller  than  one- 
sixteenth  inch. 

63.  A  few  comments  stated  that  "shelf 
life"  should  be  deleted  from  the 
definition  because  future  developments 
may  result  in  superior  substitute  foods 
with  a  longer  shelf  life. 

The  agency  rejects  this  comment.  The 
agency  believes  that,  for  two  foods  to  be 
considered  to  be  used  interchangeably, 
they  should  generally  resemble  each 
other  with  respect  to  shelf  life. 
However,  the  agency  points  out  that  the 
definition  does  not  require  that  the 
substitute  possess  the  same  shelf  life 
characteristics  as  the  original  food.  As 
revised,  the  regulation  would  only 
require  disclosure  of  the  shelf  life  of  the 
substitute  food  if  that  information  is  a 
material  fact,  as  discussed  in  the 
previous  comment. 

64.  One  comment  requested  that  FDA 
provide  clarification  in  the  final  rule 
that  differences  in  shelf  life  can  be 
disclosed  through  code  dates  or 
freshness  guarantee  statements. 

When  shelf  life  information  is 
required  under  the  revised  provisions,  it 
would  be  appropriate  to  disclose  the 
information  through  code  dates  or 
fi^shness  guarantee  statements  if  this 
information  is  presented  in  a  readily 
understandable  manner,  in  accord  with 
the  other  requirements  for  disclaimers. 

65.  One  comment  suggested  that  any 
differences  in  performance 
characteristics  associated  with 
substitute  foods  should  be  located  in  the 
bottom  30  percent  of  the  PDP  as 
provided  for  in  proposed  §  101.67(b). 
This  comment  argued  that  proposed 

§  101.13(d)(1)  should  be  revised  to 
conform  to  that  provision. 

FDA  rejects  this  comment.  The  agency 
believes  that  the  disclaimer  should  be 
adjacent  to  the  most  prominent  claim  as 
it  proposed  because  of  the  importance  of 
the  information.  Further,  the  agency 
also  notes  that  in  the  final  rule  on  the 
use  of  nutrient  content  claims  for  butter, 
which  appears  elsewhere  in  this  issue  of 
the  Federal  Register,  it  is  revising  new 
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§  101.67  to  be  consistent  with  new 
§  101.13(d)(1). 

66.  One  comment  argued  that  the 
dietary,  health,  and  economic 
consequences  regarding  the  use  of 
substitute  foods  have  not  been 
addressed.  This  comment  stated  that  the 
nutritional  science  associated  with 
substitute  foods  is  insufficient  to  fully 
determine  whether  they  should  be 
considered  equivalent  to  traditional 
foods. 

FDA  is  not  authorized  under  the  act 
to  judge  the  dietary,  health,  or  economic 
consequences  of  the  use  of  substitute 
foods.  Under  section  403(r)(2)(A)  of  the 
act,  foods  that  substitute  for  other  foods 
must  satisfy  certain  requirements  if  they 
are  to  bear  nutrient  content  claims  that 
highhght  differences  between  them  and 
the  foods  for  which  they  substitute  (see, 
e.g.,  section  403(r)(2)(A)(ii)(I)  of  the  act). 
By  issuing  these  labeling  provisions  for 
substitute  foods,  FDA  has  not  judged 
that  substitute  foods  are  equivalent  to 
traditional  foods.  These  provisions  are 
intended  to  ensure  that  material 
differences  between  the  use  of  the 
substitute  food  and  the  use  of  the 
original  food  are  conspicuously  stated 
on  the  label  or  labeling  of  the  food,  so 
that  consumers  can  make  fully  informed 
judgments  about  their  value  and  their 
usefulness  in  maintaining  healthy 
dietary  practices. 

67.  A  few  comments  expressed  the 
view  that  consumers  may  not 
imdarstand  the  difference  between 
substitute  foods  and  imitation  foods. 
One  of  these  comments  suggested  that 
data  should  be  used  to  evaluate 
consumer  perception  on  the  differences 
between  these  terms. 

FDA  is  not  aware  of  any  consumer 
conhision  from  the  use  of  the  terms 
"substitute"  and  "imitation"  on  food 
labels,  nor  did  these  comments  provide 
any  information  to  show  that  such 
confusion  exists.  Imitation  foods  are  a 
subgroup  of  substitute  foods.  Under 
§  101.13(e),  imitation  foods  are  defined 
as  being  nutritionally  inferior  to  the 
foods  for  which  they  substitute  and  that 
they  resemble.  FDA  believes  that  the 
labeling  requirements  for  substitute,  and 
imitation  foods  will  enable  consumers 
to  understand  the  nature  of  each  of 
these  types  of  foods.  Therefore,  FDA  is 
making  no  change  in  response  to  these 
comments. 

jj.  Foods  inherently  free  of  a  nutrient. 
In  the  general  principles  proposal  (56 
FR  60421  at  60433),  the  agency 
proposed  for  calories  in 
§  101.60(b)(l)(ii)  and  sodium  in 
§  101.61{b)(l)(iii)  that  if  a  food  is 
inherently  free  of  the  nutrient,  without 
the  benefit  of  special  processing, 
alteration,  formulation,  or  reformulation 


to  lower  the  content  of  that  nutrient,  a 
"bee"  claim  on  such  food  must  refer  to 
all  foods  of  that  type  and  not  to  a 
particular  brand.  In  the  fat/cholesterol 
proposal,  the  agency  proposed  a  similar 
requirement  for  foods  inherently 
cholesterol  bee  (proposed 
§  101.62(d)(l)(i)(D)  and  (d)(l)(ii)(E))  or 
fat  free  (proposed  §  101.62(b)(l)(iii)). 

FDA  proposed  to  establish  this 
approach  as  a  general  requirement  for 
nutrient  content  claims  for  "free"  and 
claims  for  "low"  in  §  101.13(e)(2). 
Conversely,  the  agency  provided  in 
proposed  §  101.13(e)(1)  that,  if  a  food 
has  been  processed,  altered,  formulated. 
or  reformulated  to  remove  the  nutrient 
bom  the  food,  it  may  appropriately  bear 
the  terms  "free"  or  "low"  before  the 
name  of  the  food.  FDA  specifically 
requested  comments  on  the  proposed 
provision  allowing  "bee"  or  "low" 
claims  on  foods  that  do  not  usually 
contain,  or  are  usually  low  in,  a 
nutrient. 

68.  A  few  comments  stated  that  the 
agency  should  not  allow  use  of  the 

statement  " .  a  (nutrient)  free 

food."  on  processed  foods  that  do  not 
normally  contain  the  nutrient.  These 
comments  contended  that  this  approach 
would  eliminate  the  use  of  claims  where 
the  only  benefit  is  to  the  manufacturer. 

The  agency  rejects  this  comment  The 
agency  beUeves,  as  stated  in  the 
proposal  (56  FR  60421  at  60433),  that 
highlighting  that  a  food  is  bee  of  a 
nutrient  can  help  consumers  to 
maintain  healthy  dietary  practices 
whether  the  food  is  inhereptly  free  of 
that  nutrient  or  is  processed  to  be  that 
way.  Further,  FDA  believes  that  when  a 
food  is  inherently  free  of  a  nutrient  as 
a  result  of  how  it  has  been  formulated, 

the  disclosure  " ,  a  (nutrient) 

free  food"  is  necessary  to  prevent 
"(nutrient)  free"  claims  from  being 
misleading. 

69.  One  comment  argued  that  FDA 
should  consider  use  of  the  term 
"naturally  low  in  fat"  instead  of 

" ,  a  fat  free  food."  Another 

comment  preferred  more  flexibility  in 
the  wording  of  nutrient  qualifiers  (e.g., 
"as  always,  sodium  free"  or  "naturally 
sodium  fiee"). 

FDA  points  out  that  new 
§  101.13(e)(2)  does  not  dictate  the 
precise  wording  that  manufactiuers  are 
to  use  to  advise  consumers  Ihat  the  food 
inherently  meets  the  criteria  and  to 
clearly  refer  to  all  foods  of  that  type. 
Therefore,  the  agency  believes  that  the 
regulation  contains  sufficient  flexibility 
with  respect  to  the  wording  of  the 
required  quaUfier.  FDA  will  assess 
qualifying  statements  used  on  labels  to 
determine  whether  the  wording  used 
meets  the  requirements  of  the 


regulations  and  take  action  on  thoM  that 
do  not.  Clearly,  all  such  possible 
qualifiers  do  not  meet  the  regidatoiy 
criteria.  For  example,  FDA  believes  that 
the  term  "always"  as  used  in  the 
disclosure  statement  suggested  by  the 
comment  does  not  clearly  indicate  that 
all  foods  of  that  type  are  also  free  of  the 
nutrient.  Thus,  it  may  be  interpreted  to 
mean  that  only  that  brand  of  the  food  is 
free  of  the  nubient,  and,  as  such,  the 
claim  is  misleading. 

70.  Some  comments  opposed  use  of 
the  statement  "a  fat  free  food"  on  foods 
that  are  inherently  fat  free.  These 
comments  stated  that  foods  naturally 
"fat  free"  are  placed  at  a  disadvantage 
as  compared  to  foods  that  have  been 
modified  to  lower  their  fat  level.  One 
comment  suggested  that  use  of  the  term  ^ 

"fat  free"  instead  of  " ,  a 

fat  bee  food"  should  be  appropriate  on 
foods  that  are  inherently  fat  fiee. 

The  agency  disagrees  with  these 
comments.  n)A  continues  to  believe 
that  when  a  "fat  free"  claim  is  made  on 
foods  that  are  inherently  free  of  that 
nutrient,  the  claim  is  misleading  unless 
it  is  accompanied  by  a  statement  that  all 
foods  of  that  type  are  inherently  fat  bee. 
Thus,  the  agency  is  not  providing  for  the 
use  of  "fat  free"  without  the  disclaimer 
on  foods  that  are  inherently  fat  free. 

71.  One  comment  requested 
clarification  of  proposed  §  101.13(e)(1). 
The  comment  noted  that  the  language  of 
that  section  allows  only  those  foods  that 
are  formulated,  reformulated,  specially 
processed,  or  altered  to  remove  a 
nutrient  firom  the  product  to  bear  the 
claim  "free"  or  "low"  before  the  name 
of  the  food,  without  the  generic 
statement  that  all  foods  of  that  type  are 
"free"  of,  or  "low"  in,  that  nutrient  The 
comment  asserted  that  it  is  not  clear 
whether  a  food  that  has  been  formulated 
to  not  include  a  nutrient  that  could  be 

E resent  in  the  food  would  be  allowed  to 
ear  a  claim  addressed  by  proposed 
§  101.13(e)(1).  For  example,  potato 
chips,  fried  in  vegetable  oil  are  free  of 
cholesterol  because  the  oil  is  cholesterol 
free,  while  potato  chips  fiied  in  lard  are 
not  cholesterol  free  because  of  the 
cholesterol  introduced  by  the  lard.  The 
comment  emphasized  that  such  foods 
are  not  "inherently  free"  of  a  nutrient 
but  have  instead  been  formulated  so  that 
the  nutrient  is  not  added.  The  comment 
recommended  that  the  agency  allow  the 
terms  "free"  and  "low"  to  be  used  on 
such  products. 

FDA  agrees  that  there  is  a  need  for 
clarification  in  proposed  §  101.13(e)(1) 
to  allow  for  the  use  of  "free"  and  "low" 
claims  on  foods  that  are  formulated  in 
such  a  way  that  certain  nutrients  that 
may  be  present  in  the  food  are  not 
added  to  the  product  The  agency 
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believes  that  formulating  a  food  in  a 
way  that  precliides  certain  nutrients 
from  being  adided  to  the  food  is 
equivalent  to  processing  a  food  such 
that  the  nutrient  is  removed  from  the 
product.  Thus  FDA  has  modified  new 
§  101.13(e)(1)  to  state: 

Because  the  use  of  a  "free"  or  "low"  claim 
before  the  name  of  a  food  Implies  that  the 
food  difiisrs  from  other  foods  of  the  same  type 
by  virtue  of  its  having  a  lower  amount  of  the 
nutrient,  only  ioods  that  have  been  specially 
processed,  altwed,  formulated,  or 
refomiulated  ■>  as  to  lower  the  amount  of  the 
nutrient  in  thefbod,  remove  the  nutrient 
from  the  food,  or  not  include  the  nutrient  in 
the  food  may  bear  such  a  claim  (e.g.,  "low 
sodium  potato  chips"). 

FDA  beheves  that  this  amendment  will 
alleviate  any  confusion  concerning  the 
^appropriate -use  of  "free"  and  "low" 
claims.        ' 

72.  A  few  comments  suggested  that 
FDA  should  expand  its  criteria  for 
claims  regarding  the  absence  of  a 
nutrient  to  encompass  foods  produced 
by  modem  advances  in  technology,  e.g., 
biotechnology,  horticulture,  or  crop 
selection. 

FDA's  criteria  for  nutrient  content 
claims  apply  to  all  foods.  The  agency  is 
not  aware  of  special  needs  with  respect 
to  foods  of  the  types  mentioned  in  Uie 
comment  and  cannot  conclude  at  this 
time  that  special  provisions  in  the 
regulations  are  needed  for  these  foods. 

c.  Specific  definitions 

i.  Sodium  free  and  terms  related  to  salt 

'    73.  Several  comments  objected  to  the 
provision  in  proposed  S  101.61(b)(l)(ii) 
that  a  food  containing  added  salt 
(sodium  ^loride)  or  any  ingredient  that 
containsj^odium  cannot  be  labeled 
"sodiunifree,"  even  though  it  still 
containrS  mg  or  less  of  sodium  per 
serving.  One  of  these  comments  stated 
that  "fr^"  terms  should  be  based  solely 
on  the  analytical  definition,  and  that 
consumer  education  programs  should  be 
set  up  to  explain  the  definitions.  Other 
commoits  agreed  that  the  food  should 
not  contain  any  added  sodium  chloride 
but  believed  that  disallowing 
ingredients  containing  sodium  was 
lulnecessary  and  overly  restrictive.  A 
trade  association  for  the  cracker 
industry  said  that  for  years  "sodium 
free"  crackers  have  been  used  at 
hospitals  for  patients  on  sodium- 
restricted  diets.  Because  these  crackers 
are  made  with  enriched  wheat  flour  that 
naturally  contains  trivial  amounts  of 
sodium,  they  could  not  continue  to  be 
marketed  as  "sodium  free"  under  the 
proposed  rule.  This  comment  requested 
that  proposed  §  101.61(b)(l)(ii)  be 
entirely  eliminated  or  modified  to  allow 
a  "sodium  free"  claim  when  a  food  has 


ingredients  that  contain  naturally 
occurring  sodium. 

Alternatively,  some  comments  totally 
supported  the  proposed  rule.  They 
agreed  that  the  listing  of  salt  as  an 
ingredient  of  a  product  bearing  a 
"sodium  free"  claim  is  confusing,  and, 
therefore,  its  addition  should  be 
disallowed.  Other  comments  suggested 
that  the  confusion  could  be  eliminated 
if  the  label  of  such  a  product  explained 
that  the  product  contains  a  trivial 
amount  of  sodium.  Most  of  these 
comments  preferred  that  such  a 
disclosure  appear  in  the  ingredient 
statement. 

The  agency  has  reconsidered  the 
provision  that  disallows  the  addition  of 
sodium  chloride  or  ingredients  that 
contain  sodium  to  foods  that  bear  a 
"sodium  free"  claim  and  is  persuaded 
that  it  is  unduly  restrictive.  The  agency 
accepts  the  recommendation  that  the 
proposed  provision  be  eliminated,  and 
that  a  disclosure  statement  be  required 
to  avoid  consumer  confusion  about  the 
quantity  of  sodium  in  the  food.  The 
agency  is  persuaded  that  it  is  the  listing 
of  salt  (sodium  chloride)  or  related 
substances  that  are  generally  understood 
by  consumers  to  contain  sodium  (e.g., 
baking  soda  or  ingredients  with  sodium 
as  part  of  their  common  or  usual  name 
such  as  sodium  ascorbate)  that  creates 
the  confusion.  Accordingly,  the  agency 
is  revising  new  §  101.61(b)(l)(ii)  to 
require  that  the  listing  of  these 
ingredients  in  the  ingredient  statement 
be  followed  by  an  asterisk  that  refers  to 
a  disclosure  statement  appearing  below 
the  list  of  ingredients.  The  statement  is 
to  read:  "adds  a  trivial  amount  of 
sodium,"  "adds  a  negligible  amount  of 
sodium,"  or  "adds  a  dietarily 
insignificant  amount  of  sodium."  The 
agency  concludes  that  ingredients  that 
may  contain  trivial  amounts  of  sodium, 
such  as  enriched  flour  used  in  making 
crackers,  do  not  contribute  to'^onsumer 
confusion  and,  thus,  do  not  need  a 
disclosure  statement. 

74.  One  comment  requested  that  any 
label  on  which  the  term  "sodium  free" 
appears  be  required  to  include  the 
disclosure,  "contains  less  than  5  mg  of 
sodium  per  serving."  This  comment 
stated  this  disclosure  would  alert 
consumers  to  the  possible  presence  of  a 
dietarily  insignificant  amoimt  of 
sodium,  and,  thus,  an  ingredient  list 
that  includes  a  sodium-containing 
compound  would  no  longer  be  a 
potential  source  of  confusion. 

The  agency  disagrees  with  this 
recommendation  because  it  believes  that 
requiring  a  disclosure  with  all  "sodium 
free"  claims  is  not  necessary  and  would 
add  to  label  clutter.  In  the  document  on 
mandatory  nutrition  labeling  published 


elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  concluding  that  less 
than  5  mg  of  sodium  is  a  dietarily 
insignificant  amoimt  and  may  be 
declared  as  "O"  in  the  nutrition  label. 
The  agency  sees  no  reason  to  take  a 
different  position  with  respect  to  the 
nutrient  content  claim.  Disclosing  the 
quantitative  amount  of  sodium  on  a 
label  that  bears  a  "sodium  free"  claim 
and  declares  "0"  sodium  in  the 
nutrition  label  would  only  create 
consumer  confusion.  Accordingly,  the 
agency  is  not  revising  new  §  101.61(b)(1) 
to  require  the  requested  disclosure. 

75.  A  few  comments  requested  that 
products  not  meeting  the  "sodium  free" 
definition  because  they  contain  5  mg  or 
more  of  naturally  occurring  sodium 
should  be  allowed  to  use  the  claim 
"unsalted"  ("without  added  sah."  "no 
salt  added")  without  having  to  disclose 
"not  a  sodium  free  food."  One  comment 
stated  that  there  is  virtually  no  risk  that 
a  consumer  would  associate  "luisalted" 
as  being  synonymous  with  "sodium 
fi«e."  Another  comment  requested  that 
the  term  "imsalted"  be  a  synonjrm  for 
"salt  free"  foods.  Other  comments 
disagreed  and  supported  the 
requirement  for  a  disclosiu«. 

the  term  "unsalted"  ("without  added 
salt"  or  "no  salt  added")  on  a  food  that 
is  not  sodium  free  and  that  does  not 
disclose  that  it  is  "not  a  sodium  free 
food"  could  mislead  consumers,  as 
explained  in  the  proposed  rule  (56  FR 
60435).  The  comments  presented  no 
evidence  that  consumers  would  not  be 
confused  by  this  claim  without  the 
disclosine.  Therefore,  the  agency  is  not 
persuaded  to  change  its  position  on  the 
need  for  the  disclosure.  However,  to 
reduce  the  amoimt  of  information 
required  on  the  principal  display  panel, 
the  agency  will  allow  this  disclaimer  to 
be  placed  in  the  information  panel.  The 
referral  statement  required  by  section 
403(r)(2)(5)  of  the  act  will  refer  the 
consumer's  attention  to  the  information 
panel.  This  statement  will  ensure  that 
this  material  fact  is  brought  to  the 
consumer's  attention  through  a 
statement  made  in  conjunction  with  the 
claim.  Accordingly,  the  agency  is 
changing  the  required  location  of  this 
disclosure  in  $  101.61(c)(2)(iii). 

Furthermore,  the  agency  does  not 
agree  that  the  term  "unsalted"  should  be 
used  as  a  synonym  for  the  term  "salt 
tree."  To  confine  "unsalted"  claims 
only  to  foods  that  meet  the  "sodium 
fne"  definition,  including  foods  bearing 
a  "saiKfree"  claim,  would  be  overly 
restrictive.  The  agency  is  denying  this 
request. 

76.  One  comment  stated  that  for  over  . 
25  years,  cracker  manufacturers  have 
been  making  crackers  with  no  surface 
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salt  that  are  described  on  their  labels  as 
"Unsalted  Tops  •  "  *  Crackers."  These 
crackers  are  made  with  sodium  chloride 
and  baking  soda  and  have  never  claimed 
to  be  low  or  reduced  in  sodium.  The 
comment  says  that  these  products  meet 
the  desire  of  some  consumers  for 
crackers  that  taste  less  salty.  The 
comment  asked  whether  this  name  can 
continue  to  be  used  in  light  of  proposed 
§  101.61(c)(2)(i),  which  specifies  that  the 
term  "unsalted"  may  only  be  used  on  a 
food  label  if  no  salt  is  added  to  the  food 
during  processing.  It  requested  that  the 
rule  be  modified  to  allow  for  the  use  of 
the  name  "Unsalted  Tops  •  '  * 
Crackers"  as  well  as  other  names  in 
which  the  term  "unsalted"  is  qualified 
and  does  not  refer  to  the  entire  food. 

The  use  of  the  term  "unsalted,"  as  it 
appears  in  the  name  "Unsalted  Tops  * 
•  •  Crackers,"  modifies  the  word 
"tops."  When  used  in  this  context, 
"unsalted"  does  not  refer  to  the  salt 
content  of  the  entire  food.  For  this 
reason,  the  agency  does  not  consider 
this  use  of  the  term  "unsalted"  to  be 
subject  to  the  requirements  of  new 
§  101.61  and  does  not  believe  that  this 
rule  needs  to  be  modified  to  allow  for 
the  use  of  this  name  or  other  names  in 
which  the  term  "unsalted"  is  qualified 
in  this  manner.  Accordingly,  the  agency 
has  not  revised  the  definition  of 
"unsalted." 

77.  One  comment  stated  that  it  is 
misleading  for  plain  com  to  claim  "no 
added  salt"  when  frozen  com  does  not 
have  added  salt. 

In  the  absence  of  details  in  the 
comment,  the  agency  presumes  that  this 
comment  is  referring  to  canned  com  by 
the  term  "plain  com."  The  agency  has 
a  food  standard  (§  155.130)  for  canned 
com  that  permits  salt  as  an  optional 
ingredient  and  understands  that  salt  is 
usually  added  to  this  product  The 
agency  believes  that  if  no  salt  is  added 
to  canned  com,  the  food  that  it 
resembles  and  for  which  it  substitutes  is 
canned  com,  not  frozen  com.  Therefore, 
the  agency  concludes  that  it  is  not 
misleading  for  the  product  to  bear  the 
claim  "no  added  salt." 

a.  Sugar  free.  78.  At  least  one 
comment  recommended  that  FDA 
define  the  term  "sucrose  free"  instead  of 
"sugars  free." 

The  agency  disagrees.  Sucrose  is  only 
one  of  the  sugars  foimd  in  foods.  For 
this  reason,  the  agency  believes  that  the 
term  "sucrose  free"  would  mislead 
consumers  into  believing  that  the  food 
is  free  of  all  sugars.  Accordingly,  the 
agency  is  not  defining  "sucrose  fi^e." 

79.  At  least  one  comment 
recommended  that  FDA  define  the  term 
"no  refined  sugar." 


The  agency  is  not  accepting  these 
comments.  The  agency  is  concerned  that 
consumers  would  be  misled  into 
believing  that  a  food  containing  no 
refined  sugar  is  better  than  a  food 
containing  refined  sugar.  The  dietary 
guidelines  (Ref.  7]  advise  Americans  to 
consume  sugars  in  moderation. 
Consumers  need  to  understand  that  it  is 
the  amount  of  dietary  sugar,  not 
whether  or  not  it  is  refined,  that  is 
important  in  following  the  guidelines. 
Accordingly,  the  agency  is  not  defining 
the  term  "no  refined  sugar." 

80.  A  couple  of  comments  requested 
that  the  term  "sugar  free"  be  used 
instead  of  the  term  "sugars  free."  One 
comment  said  that  the  term  "sugar  free" 
would  be  in  harmony  with  the  term 
permitted  in  Canada  and  other 
countries.  Another  comment  stated  that 
although  the  term  "sugars  free"  is 
technically  correct,  it  is  unfamihar  and 
will  confuse  the  majority  of  consumers. 
The  comment  expressed  doubt  that 
consumers  understand  or  care  about 
FDA's  reasons  for  proposing  "sugars 
fi-ee"  and  believed  that  only  a  few 
consumers  would  notice  that  the  listing 
in  the  nutrition  label  is  for  "sugars."  not 
"sugar." 

The  agency  is  persuaded,  based  on  the 
arguments  made  by  the  comments,  that 
the  term  "sugars  free"  may  be  confusing 
to  consumers.  Accordingly,  the  agency 
is  defining  the  term  as  "sugar  free"  in 
§  101.60(c)(1).  The  agency  points  out 
that  this  section  provides  that  a  food 
label  may  bear  this  claim  if  the  food 
contains  less  than  0.5  g  of  sugars,  as 
defined  in  new  §  101.9(c)(6)(ii)  in  the 
final  mle  on  mandatory  nutrition 
labeling,  published  elsewhere  in  this 
issue  of  the  Federal  Register 
(redesignated  from  §  101.9(c)(6)(ii)(A)  in 
the  proposal).  FDA  proposed  to  define 
"sugars"  as  the  sum  of  all  ine  mono- 
and  oligosaccharides  through  four 
saccharide  units  and  their  derivatives 
(such  as  sugar  alcohols).  However,  as 
discussed  in  the  final  mle  on  nutrition 
labeling,  in  response  to  comments,  the 
agency  is  changing  the  definition  to 
include  only  mono-  and  disaccharides. 
Thus,  the  term  "sugar  fi-ee"  refers  to  less 
than  0.5  e  of  mono-  and  disaccharides. 

81.  At  least  one  comment  requested 
that  FDA  define  "sugar  free"  as  free  of 
all  simple  sugars. 

FDA  disagrees  with  this  comment.  As 
explained  in  the  above  section,  the 
agency  is  defining  "sugar  free"  as  less 
than  0.5  g  of  sugars,  that  is  mono-  and 
disaccharides.  FT}A  believes  that  this 
terminology  is  more  precise  than  the 
term  "simple  sugars." 

82.  Numerous  comments  requested 
that  the  term  "sugar  bee"  be  allowed  to 
describe  foods  containing  sugar  alcohols 


(polyok).  These  comments  sug^sted 
that  FDA  either  should  exclude  sugar 
alcohols  from  the  definition  of  "sugars" 
or  should  broaden  the  exemption  in 
proposed  §  101.13(o)(8)  that  alloKirs  the 
term  "sugar  free"  on  the  label  of 
chewing  gums  that  contain  sugar 
alcohols.  The  comments  requested  that 
foods  containing  sugar  alcohols,  sudi  as 
soft  candies,  hard  candies,  breath  mints, 
lozenges,  and  sodas,  be  included  in  the 
exemption.  Alternatively,  a  few 
comments  stated  that  allowing  the  claim 
"sugar  fi-ee"  on  chewing  gums  would  be 
confusing  to  consumers  if  sugar  alcohols 
are  included  in  the  definition  of  sugars. 
One  of  these  comments  proposed  that 
the  claim  on  chewing  gums  should  be 
"contains  sugar  alcohols"  rather  that 
"sugar  free."  Other  comments  suggested 
that  the  claim  on  chewing  gums  as  well 
as  other  foods  containing  sugar  alcohols 
should  be  "sugarless"  to  avoid 
confusion  with  foods  meeting  the 
definition  of  "sugar  free."  They  believed 
that  this  term  should  be  allowed  only 
for  foods  that  typically  contain  sugar, 
are  modified  to  contain  only  sugar 
alcohols,  and  do  not  contain  other 
carbohydrates. 

The  agency  has  reconsidered  this 
issue  and  is  persuaded  that  the  term 
"sugar  free"  should  be  allowed  to 
describe  foods  containing  sugar 
alcohols.  As  described  above,  the 
agency  is  changing  the  definition  of 
sugars  to  include  only  mono-  and 
disaccharides.  Thus,  sugar  alcohols  are 
no  longer  included  in  this  definition.  A 
food  containing  sugar  alcohols  may  bear 
a  "sugar  fi^e"  claim  as  long  as  it  meets 
the  requirements  in  new  §  101.60(c)(1) 
for  "sugar  fi«e"  and  in  new 
§  101.9(c)(6)(iii)  that  polyol  content  be 
disclosed,  as  discussed  in  the  final  rule 
on  nutrition  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  Accordingly,  the  agency  is 
deleting  proposed  §  101.13(o)(8)  because 
the  exemption  that  is  provided  is  no 
longer  needed. 

83.  Numerous  comments  supported 
the  statement  "useful  only  in  not 
promoting  tooth  decay"  in  proposed 
§  101.13(o)(8),  to  continue  to  allow  on 
the  label  of  chewing  gums  that  claim  to 
be  "sugar  free."  Many  of  the  comments 
requested  that  the  statement  be  allowed 
on  the  labels  of  other  foods  containing 
sugar  alcohols  that  claim  to  be  "sugar 
fi«e."  One  comment  suggested  that  FDA 
should  revise  the  definition  of  "sugars" 
to  exclude  sugar  alcohols  and  revise 
proposed  §  101.60(c)(l)(iii)(B)  to  allow 
the  requested  statement  to  accompany 
"sugar  free"  claims.  This  provision,  as 
proposed,  would  require  either  the 
statement  "not  a  reduced  calorie  food." 
"not  a  low  calorie  food."  or  "not  for 
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weight  oontrol."tother  comments 
suggested  that  FUA  should  broaden  the 
exemption  in  p^fiposed  S  101.13(o)(8)  to 
allow  the  reouested  statement  to  appear 
on  other  fooas.  Alternatively,  at  least 
one  comment  suggested  only  the 
statements  "not  a  reduced  calorie  food" 
and  "not  a  low  (Free)  calorie  food"  are 
appropriate.  The  comment  specifically 
si^ested  that  FDA  should  disallow  the 
statement  "useful  only  in  prevention  of 
topth  decay"  wth  "sugar  free"  claims. 
This  comment  also  implied  that  FDA 
should  disallow  the  statement  "not  for 
MpiBieht  control"  with  "sugar  free." 
jTne  agency  has  reviewed  these 
dbmments  and  has  determined  that 
there  is  no  compelling  reason  to 
disallow  tHe  statement  "not  for  weight 
control."  However,  the  agency  has 
concluded  that  the  statement  "useful 
only  in  not  promoting  tooth  decay" 
should  not  be  allowed  because  it  is  an 
unauthorized  health  claim.  In  the 
general  principles  proposal  (56  FR 
60437),  the  agency  stated  that  it 
intended  to  reevaluate  the  usefulness  of 
chewing  gums  sweetened  with  sugar 
alcohols  in  not  promoting  tooth  decay. 
The  agency lacknowledgeid  that  the  data 
supporting  the  claim  were  over  20  years 
old  and  requested  new  data.  The  agency 
received  data  in  response  to  the  request 
and  will  make  a  determination  on  the 
validity  of  this  claim  in  accordance  with 
the  final  rule  on  health  messages 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  Accordingly,  the 
agency  is  not  revising 
§  101.60(c)(l)(iii)(B)  to  allow  the 
statement  "useful  only  in  not  promoting 
tooth  decay"  to  appear  with  "sugar  free" 
claims. 

The  agency  is  deleting  the  exemption 
in  proposed  §  101.13(o)(8)  that  would 
have  allowed  a  "sugar  free"  claim  on 
chewing  gums  containing  sugar  alcohols 
and  the  statement  about  not  promoting 
tooth  decay.  As  explained  above,  this 
exemption  is  no  longer  needed  because 
the  agency  has  decided  not  to  define 
sugar  alcohols  as  "sugars." 

84.  Many  comments  requested  that 
FDA  revise  proposed  §  101.13(o)(8)  to 
allow  the  statement  "Toothfhendly"  to 
accompany  "sugar  fi«e"  claims  on  the 
label  of  chewing  gums  in  place  of  the 
statement  "usehil  only  in  not  promoting 
tooth  decay."  In  addition,  these 
comments  requested  that  such 
statements  may  be  accompanied  by  a 
pictogram  of  a  smiling  tooth.  These 
comments  stated  that  the  term 
,  'Toothfrlendly"  is  more  readily 
understood  by  consumers  with  limited 
reading  and  vocabulary  skills.  One 
comment  said  the  "Toothfrlendly" 
dental  education  programs  have  been 
successfully  promoted  in  several 


European  countries  by  "Toothfriendly 
Sweets  International,"  a  nonprofit 
organization  dedicated  to  promoting 
dental  health.  The  agency  received  at 
least  one  comment  opposing  the  term 
"Toothfriendly."  The  comment 
contended  that  the  "Toothfriendly" 
program  is  just  another  third  party 
endorsement  program  similar  to  those 
the  agency  has  considered  in  the  past. 
It  stated  that  the  claim  is  unsupported 
by  any  evidence  and  would  promote  the 
consumption  of  foods  that  are 
completely  without  nutritive  benefit. 

The  agency  is  denyingthis  request 
because  it  believes  that  Ae  statement 
"Toothfriendly"  accompanied  by  a 
pictogram  of  a  smiling  tooth  is  an 
implied  health  claim  that,  unless  a 
regulation  is  established,  is 
unauthorized  (see  section  403(r)(l)(B)  of 
the  act).  As  discussed  in  the  previous 
comment,  the  agency  has  not  made  a 
determination  that  chewing  gums 
sweetened  with  sugar  alcohols  are 
useful  in  not  promoting  tooth  decay. 

85.  A  few  comments  stated  that  the 
deHnition  of  "sugar  fi«e"  should  be  less 
than  4  g  per  serving.  They  said  that  they 
selected  this  value  because  it  is  the 
dietary  requirement  for  diabetics. 
Another  comment  requested  that  the 
term  "sugar  free"  be  accompanied  by 
the  statement:  "For  use  in  diabetic  meal 
plans.  Not  a  reduced  calorie  food  (if 
appropriate)." 

The  agency  does  not  agree  that  "sugar 
free"  should  be  less  than  4  g  of  sugars 
per  serving  as  explained  in  the  general 
principles  proposal  (56  FR  60421  at 
60436).  The  agency  emphasized  there 
that  the  definitions  of  nutrient  content 
claims  do  not  specifically  address  issues 
related  to  diabetes  management 
practices,  and  that  diabetes  management 
should  not  be  based  solely  on  the 
consumption  of  "sugar  free"  foods. 
Rather,  diet  planning  for  diabetics 
should  encompass  the  entire  diet  and  be 
supervised  by  a  trained  professional. 
The  agency  notes  that  the  American 
Diabetes  Association  (ADA)  submitted  a 
comment  that  expressed  strong  support 
for  defining  "sugar  free"  at  less  than  0.5 
g  per  serving.  It  stated  that  the  amount 
of  sucrose  or  other  sweeteners  in  their 
recipes  should  not  be  used  in  the 
context  of  support  for  defining  this 
claim.  Accordingly,  the  agency  is  not 
defining  "sugar  free"  as  less  than  4  g  per 
serving.  Consistent  with  this  policy  on 
"sugar  free,"  the  agency  also  denies  the 
request  that  "sugar  free"  claims  be 
accompanied  by  the  statement.  "For  use 
in  diabetic  meal  plans.  Not  a  reduced 
calorie  food." 

86.  A  couple  of  comments  objected  to 
the  provision  in  proposed 
§  101.60(c)(l)(ii)  that  a  food  containing 


added  ingredients  that  are  sugars  cannot 
be  labeled  "sugar  free,"  even  though  it 
still  contains  less  than  0.5  g  of  sugars. 
One  comment  stated  that  FDA  should 
not  distinguish  between  trivial  amounts 
present  naturally,  and  those  present 
because  they  were  added.  Other 
comments  supported  the  proposal.  They 
agreed  that  the  listing  of  a  sugar,  for 
example,  as  an  ingredient  of  a  product 
bearing  a  "sugar  free"  claim  is  confusing 
and  misleading.  One  comment 
expressed  concern  that  the  agency  is 
allowing  ingredients  containing  sugars, 
such  as  fruit  juices,  to  sweeten  foods 
that  bear  a  "sugar  free"  claim.  Other 
comments  suggested  that  the  confusion 
could  be  eliminated  if  the  label  of  a 
"sugar  free"  food  that  has  ingredients 
containing  sugars  disclose  that  the 
amount  of  sugar  is  trivial.  Most  of  these 
comments  preferred  that  the  disclosure 
appear  in  the  ingredient  statement. 

The  agency  has  reconsidered  the 
provision  that  disallows  the  addition  of 
ingredients  that  are  sugars  to  foods  that 
bear  a  '^ugar  free"  claim  and  is 
persuaded  that  it  is  unduly  restrictive. 
The  agency  accepts  the  recommendation 
that  the  proposed  provision  be  revised 
and  that  a  disclosure  statement  be 
required  to  avoid  consumer  confusion 
about  the  quantity  of  sugar  in  the  food. 
The  agency  believes  that  it  is  the  listing 
of  sugar  or  ingredients  that  are  generally 
known  to  contain  sugars  that  creates  the 
confusion.  Accordingly,  the  agency  is 
revising  new  §  101.60{c)(l)(ii)  to  require 
that  the  food  contain  no  ingredient  that 
is  a  sugar,  or  that  is  generally 
understood  by  consumers  to  be  a  sugar, 
unless  the  listing  of  the  ingredient  in  the 
ingredient  statement  be  followed  by  an 
asterisk  that  refers  to  a  disclosure 
statement  appearing  below  the  list  of 
ingredients.  The  statement  shall  read: 
"adds  a  trivial  amount  of  sugar."  "adds 
a  negligible  amount  of  sugar,"  or  "adds 
a  dietarily  insignificant  amount  of 
su^ar." 

lii.  "No  added  sugar,"  and 
"unsweetened"/"no  added  sweeteners". 
In  the  general  principles  proposal  (56 
FR  60421  at  60437),  FDA  proposed  in 
§  101.60(c)(2)  to  permit  the  use  of  the 
terms  "no  added  sugars,"  "without 
added  sugars,"  or  "no  sugars  added" 
(revised  in  this  final  rule  to  state  "no 
added  sugar."  "without  added  sugar." 
or  "no  sugar  added"  as  discussed  in  the 
section  on  "Sugar  Free").  The  agency 
said,  however,  that  to  use  the  claim  Eve 
conditions  must  be  met:  (1)  No  amount 
of  sugars,  as  deHned  in  proposed 
§101.9(c)(6)(ii)(A)  (redesignated  as 
S  101.g(c)(6)(ii)  in  the  frnal  rule  on 
mandatory  nutrition  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register),  is  added  during  processing  or 
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packaging;  (2)  the  product  does  not 
contain  ingredients  that  contain  added 
sugars;  (3)  the  sugars  content  has  not 
been  increased  above  the  amount 
naturally  present  in  the  ingredients  by 
some  means  such  as  the  use  of  enzymes: 
(4)  the  food  that  it  resembles  and  for 
which  it  substitutes  normally  contains 
added  sugars;  and  (5)  the  product  bears 
a  statement  that  the  food  is  not  low 
calorie  or  calorie  reduced  (unless  the 
food  meets  the  requirements  for  a  low 
or  reduced  calorie  food)  and  directing 
consumers'  attention  to  the  nutrition 
panel  for  further  information  on  sugars 
and  calorie  content. 

The  intent  of  the  agency  in  defining 
these  terms  was  to  aid  consumers  in 
implementing  dietary  guidelines  that 
stipulate  that  Americans  should 
"consume  sugars  only  in  moderation." 
consistent  with  the  definition  for 
"sugars"  that  FDA  is  adopting  in  new 
§  101.g(c)(6)(ii)  in  the  final  rule  on 
mandatory  nutrition  labeling.  In 
implementing  the  guidelines,  the 
purpose  of  the  "no  added  sugar"  claim 
is  to  present  consumers  with 
information  that  allows  them  to 
differentiate  between  similar  foods  that 
would  normally  be  expected  to  contain 
added  sugars,  with  respect  to  the 
presence  or  absence  of  added  sugars. 
Therefore,  the  "no  added  sugar"  claim 
is  not  appropriate  to  describe  foods  that 
do  not  normally  contain  added  sugars. 
In  such  cases,  proposed  §  101.60(c)(3) 
would  provide  for  the  use  of  a  factual 
statement  that  the  food  is  unsweetened, 
or  that  it  contains  no  added  sweeteners 
in  the  case  of  a  food  that  contains 
apparent  substantial  inherent  sugar 
content,  e.g.,  fruit  juices,  without 
requiring  that  the  food  meet  the 
definition  for  "sugar  free." 

87.  Some  comments  addressed  use  of 
the  "no  added  sugar"  terms  on  foods 
containing  fruit  juice  as  an  ingredient. 
One  comment  interpreted  the  proposal 
as  providing  that  modified  juice 
products  and  juice  products  that 
function  as  sweeteners  are  not  to  be 
considered  as  added  sugars.  The 
comment  specifically  requested  that 
FDA  clarify  its  position  on  this  matter. 
Another  comment  stated  that  the  use  of 
fruit  juices  as  sweetening  agents  caused 
problems  for  diabetics  and  suggested 
that  the  five  requirements  listed  in  new 
§  101.60(c)(2)  for  a  "no  added  sugar" 
claim  should  be  supplemented  by  a 
sixth  criterion:  That  a  food  does  not 
contain  sugars  in  the  form  of  fruit  juice, 
fruit  concentrate,  applesauce,  or  dried 
fruit. 

The  agency  advises  that  the  purpose 
of  a  "no  added  sugar"  claim  is  to 
identify  a  food  that  differs  from  a 
similar  food  because  it  does  not  contain 


the  added  sugars  that  would  normally 
be  present  in  the  other  food.  For  this 
provision  to  be  of  practical  benefit  to 
consumers,  it  must  preclude  use  of  the 
claim  on  a  food  where  the  sugars  that 
are  normally  added  are  replaced  with  an 
ingredient  that  contains  sugars  that 
functionally  substitute  for  the  added 
sugars.  Thus,  the  agency  concludes  that 
the  use  of  any  ingredient  that  contains 
sugars,  including  fruit  juice  and 
modified  or  concentrated  fruit  juice,  for 
the  piu-pose  of  substituting  for  sugars 
that  would  normally  be  added  to  a  food 
precludes  the  use  of  the  "no  added 
sugar"  nutrient  content  claim.  To  avoid 
misinterpretation  of  the  regulation  on 
this  matter,  FDA  is  revising  new 
§  101.60(c)(2)(i)  to  state:  "No  amount  of 
sugars,  as  defined  in  S  101.9(c)(6)(ii),  or 
any  other  ingredient  that  contains 
sugars  that  functionally  substitute  for 
added  sugars  is  added  during  processing 
or  packaging." 

88.  One  comment  interpreted 
proposed  §  101.60(c)(2)  to  mean  that  a 
"no  added  sugar"  claim  would  not  be 
precluded  on  a  product  such  as  an  all- 
fruit  spread  if  that  product  does  not 
contain  sugar-sweetened  ingredients. 

FDA  advises  that  to  quaUfy  for  a  "no 
added  sugar"  claim,  the  ingredients  in 
the  all-fruit  spread  could  not  include 
any  ingredient  that  meets  the  agency's 
definition  of  "sugars"  (new 
§  101.9(c)(6)(ii)),  or  any  ingredient  that 
contains  sugars  that  functionally 
substitute  for  added  sugars  (e.g.,  fruit 
juice)  (new  §  101.60(c)(2)(i)).  nor  any 
ingredient  that  contains  added  sugars 
(e.g.,  concentrated  fruit  juice)  (new 
§101.60(c)(2)(ii)). 

89.  A  comment  recommended  that 
foods  that  contain  only  indigenous 
sugars,  but  not  including  sugars  present 
in  concentrated  or  otherwise  altered 
ingredients  or  products,  be  exempt  ftom 
the  requirement  for  disclaimer  and 
referral  statements.  This  comment  stated 
that  a  statement  such  as  "no  added 
sugar"  is  less  a  nutrient  content  claim 
than  an  assurance  that  the  sweetness 
characteristics  of  a  product  are  not 
derived  from  added  processed  sugars, 
such  as  sucrose  or  high  fructose  com 
syrup,  and  that  this  information  is 
essential  to  diabetics  that  have  been 
instructed  by  a  physician  to  seek  out 
foods  that  do  not  have  added  processed 
sugar  but  instead  are  fruit  juice  based. 

The  comment  suggested  that  the 
required  disclaimer  indicating  that  a 
food  is  not  "low"  or  "reduced"  in 
calories  may  be  misleading  to 
consumers,  causing  imjust  alarm  that  a 
juice  product  is  hi^  in  calories  and 
unhealthy.  As  an  alternative  to  the 
disclaimer,  the  comment  fevored  a 
qualifying  statement  for  foods 


sweetened  with  concentrated  juices, 
such  as  "sweetened  with  concentrated 
grape  juice." 

A  similar  comment  requested  that 
FDA  exempt  pure  fruit  juices  from  the 
provisions  of  proposed  §  101.60(c)(2)  or 
revise  this  section  by  deleting  proposed 
§  101.60(c)(2)(iv)  and  (c)(2)(v)  (i.e.,  the 
requirements  that  the  food  that  the 
product  resembles  and  for  which  it 
substitutes  normally  contains  added 
sugars,  and  that  the  product  bear  a 
disclaimer  statement  that  it  is  not  low 
calorie  or  calorie  reduced  and  that 
directs  the  consumer's  attention  to  the 
nutrition  panel).  The  comment  stated 
that  a  "no  added  sugar"  claim  on  fruit 
juices  had  been  used  for  many  years 
without  consumer  confusion,  that  it 
helped  to  increase  consumer  awareness 
of  the  added  sugars  in  flavored  drinks, 
and  that  products  that  are  pure  juices  do 
not  contain  added  sugars.  The  comment 
also  stated  that  consumers  regard  the 
terms  "no  added  sweeteners"  and  "no 
added  sugar"  as  synonymous,  and  that 
they  do  not  regard  juices  as  low  or 
reduced  calorie  products. 

The  agency  disagrees  with  the 
fundamental  position  of  these 
comments  that  a  special  allowance  for 
the  "no  added  sugar"  claim  should  be 
made  when  the  sugars  added  to  a  food 
are  inherent  to  the  ingredient  through 
which  they  are  added.  As  discussed  in 
comment  79  in  section  III.B.c.ii.  of  this 
document,  the  agency  believes  that  it  is 
misleading  to  imply  that  a  food  that 
contains  inherent  sugars  is  nutritionally 
superior  to  a  food  that  contains  refined 
sugars.  Thus,  the  labeling  of  a  product 
sweetened  with  juice  concentrate, 
though  it  bears  a  factual  statement 
identifying  the  source  of  the  sweetener, 
would  be  misleading  if  it  included  the 
statement  "no  added  sugar."  The  agency 
concludes  that  granting  the  allowances 
that  these  comments  seek  would  permit 
the  use  of  "no  added  sugar"  in  a  manner 
that  is  inconsistent  with  the  piupose  of 
this  claim,  i.e.,  to  aid  consumers  in 
implementing  dietary  guidelines  that 
stipulate  that  Americans  should 
"consume  sugara  only  in  moderation." 
Thus,  FDA  is  not  making  any  changes 
in  response  to  tliese  comments. 

90.  One  comment  expressed  concern 
that  the  addition  of  concentrated  juice 
to  unconcentrated  apple  juice  for  the 
purpose  of  achieving  uniformity  in  the 
finished  juice  may  preclude  the  yse  of 
the  term  "no  sugar  added." 

The  agency  advises  that  the  addition 
of  a  concentrate  of  the  same  juice  to 
achieve  uniformity  would  not,  in  itself, 
preclude  the  use  of  a  "no  sugar  added" 
claim,  provided,  the  other  conditions  for 
the  claim  are  met.  (See  also  the 
document  on  ingredient  labeling 
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published  elsewhere  in  this  issue  of  the 
Federal  Register.)  If  a  concentrate  of 
another  juice  were  added  for  the 
purpose  of  increasing  the  sugar  content 
of  the  finished  Juice,  the  product  could 
not  bear  a  "no  sugar  added"  claim. 

91.  One  comment  sought  assurance 
that  fruit  juice  firom  concentrate  that  has 
been  reconstituted  to  normal  strength 
would  be  able  to  make  a  "no  sugar 
added"  claim. 

The  agency  advises  that  the  addition 
of  water  to  a  juice  concentrate  to 
produce  a  single  strength  juice  would 
not  preclude  the  use  of  a  "no  added 
sugar"  claim;  however,  the  other 
conditions  for  the  claim  must  still  be 
met. 

92.  Several  comments  reouested 
confirmation  that  fruits  packed  in  fruit 
jwce  would  be  able  to  make  a  "no  sugar 
added"  claim  under  the  provisions  of 
proposed  §  101.60(c)(2).  One  of  the 
comments  stated  that  the  Brix  of  the 
juice  would  not  be  above  that  of  the 
fruit  itself,  and  another  noted  that  no 
refined  sugars  would  be  used  in  the 
product  but  only  fruit  juices  or 
concentrated  fruit  juice. 

The  agency  condudes  that  juice- 
packed  fruits  that  contain  juice  with  the 
same  sugars  content  as  the  single 
strength  juice  of  the  fr^t  would  qualify 
for  a  "no  sugar  added"  claim,  provided 
that  the  other  conditions  for  the  claim 
are  met.  This  food  meets  the  criteria  for 
the  claim  in  §  101.60(c)(2).  If  these  same 
fruits  were  packed  in  syrup  or  in  jmce 
concentrate,  they  would  not  qualify  for 
this  claim  under  §  101.60(c)(2)(ii) 
because  syrup  and  juice  concentrate  are 
ingredients  that  contain  added  sugars. 

93.  One  comment  stated  that  if 
enzymes  are  used  primarily  for  flavor  or 
texture  development,  or  for  reasons 
other  than  to  intentionally  alter  the 
sugars  content  of  a  product,  then  the 
food  should  be  permitted  to  bear  a  "no 
sugar  added"  claim.  The  comment 
maintained  that  although  such 
enzymatic  processes  may  result  in  a 
sli^t  increase  in  the  sugar  content  of 
the  product,  the  increase  would  not 
necessarily  alter  the  sweetness  profile  of 
the  product.  The  comment  expressed 
the  view  that  the  agency's  limitation  in 
proposed  §  101.60(c)(2)(iii)  for  "no  sugar 
added"  for  such  foods  is  overly 
restrictive  and  not  in  the  best  interest  of 
consumers. 

The  agency  agrees  that  proposed 
%  101.60(c)(2)(iii)  should  not  preclude 
the  use  of  enzymes  or  other  processes 
where  the  intended  functional  e^ect  of 
the  process  is  not  to  increase  the  sugars 
content  of  a  food,  even  though  an 
increase  in  sugars  that  is  functionally 
insignificant  does  occur.  FDA  concludes 
that  such  a  prohibition  would  be  overly 


restrictive  and  without  benefit  to 
consumers  seeking  to  moderate  their 
sugars  intake  because  any  increase  in 
the  sugars  content  of  a  food  from  such 
processes  would  be  of  little,  if  any. 
consequence  in  the  total  diet. 
Accordingly,  FDA  has  revised  new 
§  101.60(c)(2)(iii)  in  the  final  rule  to 
state: 

The  sugars  content  has  not  been  increased 
above  the  amount  naturally  present  in  the 
ingredients  by  some  means  such  as  the  use 
of  enzymes,  except  where  the  intended 
functional  effect  of  the  process  is  not  to 
increase  the  sugars  content  of  a  food,  and  a 
functionally  insignificant  increase  in  sugars 
results. 

jV.  Calorie  free.  94.  The  agency 
received  a  few  comments  on  the  term 
"calorie  free."  These  conunents 
supported  the  proposed  definition  of 
less  than  5  calories  per  serving.  One 
comment  preferred  that  the  definition 
be  less  than  2.5  calories  but  did  not 
object  to  the  proposed  definition. 

Based  on  tnese  comments,  the  agency 
concludes  that  no  change  in  the 
definition  of  "calorie  free"  is  necessary. 

95.  One  comment  requested  that  soda 
water  not  be  used  as  an  example  of  a 
"calorie  free"  food  because  some 
consumers  may  conclude  that  all  diet 
soft  drinks  are  "calorie  free"  foods. 

To  avoid  confusion,  the  agency  is 
revising  new  §  101.60(b)(l)(ii)  to  read: 
(e.g..  "cider  vinegar,  a  calorie  free 
food"). 

V.  Fat  free.  96.  Most  of  the  comments 
on  the  definition  of  the  term  "fat  free" 
supported  the  proposed  definition  of 
less  than  0.5  g  of  fat  per  serving.  A  few 
comments  disagreed  with  less  than  0.5 
g.  Some  of  these  comments  stated  that 
"fat  free"  should  be  zero  fat.  while  at 
least  one  comment  suggested  that  the 
definition  should  be  0.5  g  or  less  of  fat. 

The  agency  points  out  that  zero  fat  is 
not  an  option  as  a  limit  because  it  is 
analytically  impossible  to  measure.  The 
proposed  deHnition  of  less  than  0.5  g  of 
fat  is  appropriate  because  it  is  the 
reliable  limit  of  detection  of  fat  in  all 
types  of  foods,  and  thus  analytically  it 
equates  to  zero.  Furthermore,  0.5  g  of  fat 
is  low  enough  compared  to  the  DRV  for 
fat.  which  the  agency  is  establishing  at 
65  g  (§  101.9(c)(9)).  to  be  considered 
dietarily  and  physiologically 
insignificant.  For  example,  a  person 
consuming  10  servings  per  day  of  "fat 
tne"  foods  would  cons\une  less  than  5 
g  of  fat  from  these  sources. 

The  agency  is  not  including  0.5  g  in 
the  definition  because  the  comment  that 
suggested  this  change  provided  no 
compelling  reason  for  it.  Less  than  0.5 
g  of  fat  is  consistent  with  the  way  "free" 
terms  have  been  defined  by  FDA  in  the 
past  and  with  the  way  the  agency  is 


defining  other  "free"  terms  in  this  final 
regulation.  Accordingly,  the  agency  has 
not  revised  this  definition. 

97.  At  least  one  comment  suggested 
that  "fat  free"  be  defined  in  terms  of  the 
fat  content  per  serving  and  per  100  g  of 
the  food.  The  comment  noted  that  the 
density  criterion  would  prevent  foods 
with  small  serving  sizes,  such  as 
crackers,  bom  making  a  "fat  free"  claim. 

The  agency  is  not  persuaded  that  a 
second  criterion  based  on  the  amount  of 
fat  per  100  g  is  necessary  for  the 
definition  of  "fat  free."  The  first 
criterion  of  less  than  0.5  g  of  fat  requires 
that  the  food  contain  such  a  trivial  level 
of  fat  that  even  frequent  consumption  of 
foods  that  bear  a  "fat  fne"  claim  would 
not  affect  in  any  meaningful  way  the 
overall  fat  level  in  the  diet.  Accordingly, 
the  agency  has  not  revised  the  definition 
of  "fat  free."  This  conclusion  applies 
equally  to  all  of  the  "free"  claims  that 
are  being  defined. 

98.  A  few  comments  recommended 
that  "fat  free"  be  defined  solely  on  the 
basis  of  less  than  0.5  ^  per  100  s. 

FDA  considered  this  approach  of 
defining  nutrient  content  claims  solely 
on  the  amount  of  a  nutrient  in  a 
specified  weight  of  food.  This  approach 
has  the  advantage  of  presenting  a 
nutrient  content  claim  for  a  food  in  a 
way  that  is  more  consistent  with 
labeling  used  internationally.  In 
addition,  it  allows  consumers  a  means 
to  more  readily  compare  very  dissimilar 
foods.  However.  FDA  does  not  believe 
that  this  approach  alone  is  appropriate 
for  defining  nutrient  content  claims. 
Foods  are  consumed  in  various  amounts 
depending  upon  their  nature  and  use  in 
the  diet.  The  agency  believes  that 
nutrient  content  claims  could  be 
misleading  and  not  useful  to  consxmiers 
when  expressed  solely  in  terms  of  100 
g  of  food  because  this  approach  does  not 
reflect  amounts  customarily  consimied 
for  all  foods.  For  this  reason.  FDA  did 
not  take  this  approach  in  defining  the 
term  "fat  free."  Accordingly,  the  agency 
is  not  revising  the  definition  of  "fet 
free"  in  this  maimer. 

99.  Several  comments  objected  to  the 
provision  in  proposed  S  101.62(b)(l)(ii) 
that  a  food  containing  added  fat  cannot 
be  called  "fat  free."  even  though  it  still 
contains  less  than  0.5  g  of  fiat  per 
serving.  One  comment  stated  that  "the 
agency  should  not  speak  of  good  faith  or 
bad;  it  is  simply  a  matter  of  definition 
and  materiality."  It  contended  that 
whether  the  fat  is  inherent  or  added 
should  not  be  relevant  as  long  as  the 
amount  present  is  less  than  0.5  g. 
Comments  stated  that  this  provision 
would  deprive  consumers  of  the  benefit 
of  many  innovative,  nutritious  products 
and  argued  that  it  would  discriminate 
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against  foods  in  certain  categories  based 
on  dietarily  insignificant  amounts  of  fat. 
For  example,  less  than  0.5  g  of  fat  is 
added  to  some  salad  dressings  that 
would  otherwise  meet  the  definition  of 
"fat  free."  Furthermore,  one  comment 
noted  that  the  proposed  rule  may  be 
difficult  to  enforce  since  fat  that  is 
inherent  cannot  be  distinguished  from 
added  fat. 

Alternatively,  many  comments 
supported  the  proposal.  They  agreed 
that  the  listing  of  soybean  oil.  for 
example,  as  an  ingredient  of  products 
bearing  "fat  free"  claims  is  confusing 
and  misleading.  One  comment  said  that 
"fat  free"  is  a  misnomer  if  fat  has  been 
added  to  the  food.  A  few  of  these 
comments  believed  that  even  the 
addition  of  ingredients  containing  fat, 
such  as  nuts,  should  be  disallowed. 
Other  comments  suggested  that  the 
confusion  could  be  eliminated  if  the 
label  of  products  containing  any 
ingredient  that  contains  fat  were 
required  to  bear  a  disclosure  statement, 
such  as,  "soybean  oil  (trivial  source  of 
fat)."  Most  of  these  comments  preferred 
that  the  disclosure  appear  in  the 
ingredient  statement. 

The  agency  has  reconsidered  the 
provision  that  disallows  the  addition  of 
fat  to  foods  that  bear  the  claim  "fat  free" 
and  is  persuaded  that  it  is  unduly 
restrictive.  The  agency  has  decided  to 
revise  new  §  101.62(b)(lKii)  in  the  same 
way  that  is  has  revised  §  101.60(c)(l)(ii) 
on  "sugar  6«e"  claims  and 
§  101.61(b)(l)(ii)  on  "sodium  fi«e" 
claims  because  the  same  considerations 
apply  with  respect  to  each  of  these 
claims.  The  agency  believes  that  it  is  the 
listing  of  fats  or  ingredients  that  are 
generally  understood  by  consumers  to 
contain  fat  (i.e.,  nuts)  in  the  ingredient 
statement  that  creates  the  confusion, 
and  that  a  disclosure  statement  about 
the  amount  of  fat  in  the  food  will 
eliminate  that  confusion.  Accordingly, 
the  agency  is  revising  new 
§  101^.62(b)(l)(ii)  in  the  final  rule  to 
require  that  the  listing  of  fats  or 
ingredients  that  are  understood  to 
contain  fat  in  the  ingredient  statement 
be  followed  by  an  asterisk  that  refers  to 
a  disclosure  statement  appearing  below 
the  list  of  ingredients.  The  statement 
shall  read:  "adds  a  trivial  amount  of 
fat,"  "adds  a  negligible  amount  of  fat." 
or  "adds  a  dietarily  insignificant 
amount  of  fat." 

VI.  "Percent  fat  free"  claims.  FDA 
proposed  several  provisions  in  the  fat/ 
cholesterol  proposal  (56  FR  60478) 
regulating  the  use  of  "percent  fat  &«e" 
claims  to  ensure  that  the  consumer  is 
not  misled  by  these  claims,  and  that,  as 
the  claim  implies,  the  food  does  in  fact 
contain  only  a  small  amount  of  fat. 


Specifically,  FDA  proposed  in 
$  101.62(b)(6)(i)  to  require  that  "percent 
fat  free"  claims  can  only  be  made:  (1) 
For  "low  fat"  foods  (i.e.,  foods 
containing  3  g  or  less  of  fat  per  serving 
and  per  100  g  of  food)  or  (2)  for  "low 
fat"  meal-type  products  (i.e..  meal-type 
products  containing  3  g  or  less  of  fat  per 
100  g  of  product). 

The  agency  also  proposed  in 
§  101.62(b)(6)(ii)  to  require  that  a 
disclosure  statement  of  the  amount  of 
total  fat  in  a  serving  of  food  appear  in 
immediate  proximity  to  the  most 
prominent  "percent  fat  bee"  claim,  and 
that  such  disclosure  statement  be  in 
type  no  less  than  one-half  the  size  of  the 
type  of  the  "percent  fat  free"  claim.  In 
§  101.62(b)(6)(iii),  FDA  proposed  that 
the  type  size  of  all  the  components  of 
the  "percent  fat  ft«e"  claim  must  be 
uniform. 

Finally.  FDA  proposed  in 
§  101.62(b)(iv)  that  a  "100  percent  fat 
free"  claim  must  meet  all  of  the  criteria 
for  "fat  free"  claims  (i.e.,  foods 
containing  less  than  0.5  g  of  fat  per 
serving  and  not  containing  any  added 
ingredient  that  is  a  fat  or  oil). 
Furthermore,  the  agency  advised  that  if 
the  food  is  inherently  free  of  fat,  the 
label  will  disclose  that  fat  is  not  usually 
present  in  the  food  (e.g.,  "a  100  percent 
fat  free  food"). 

The  agency  specifically  requested 
comments  as  to  whether  the  proposed 
requirements  were  sufficient  to  prevent 
"percent  fat  free"  claims  from  being 
misleading,  or  whether  such  claims 
should  be  prohibited  entirely. 

100.  Ahnough  the  majority  of 
comments  supported  the  proposal  to 
permit  "percent  fat  free"  claims  on  low 
fat  foods,  several  comments  opposed 
permitting  the  use  of  this  claim.  The 
primary  reason  cited  in  these  comments 
was  that  this  claim  is  misleading  and 
confusing  to  consumers.  One  comment 
further  stated  that  if  FDA  allowed 
"percent  fat  free"  claims,  it  should  only 
allow  them  on  foods  that  meet  the 
definition  of  "fat  &«e."  Another 
comment  suggested  that  such  claims  be 
restricted  to  meat  and  poultry  products, 
because  they  help  to  identify  leanness. 
The  agency  acknowledges  that  under 
current  regulations,  the  use  of  a 
"percent  fat  free"  claim  has  the 
potential  to  be  misleading  and 
confusing  to  consumers,  especially 
when  this  claim  appears  on  foods  that 
derive  a  high  percentage  of  their  calories 
from  fat.  However,  the  agency  concludes 
that  with  implementation  of  the 
provisions  of  this  final  rule  regulating 
the  appropriate  use  of  a  "percent  fat 
bee"  claim  (i.e.,  being  restricted  to  use 
on  products  that  meet  "low  fat" 
definitions),  the  claim  will  not  be 


misleading  or  confusing.  Furthermore, 
the  comments  that  requested  that  the 
use  of  this  term  be  prohibited  did  not 
provide  evidence  to  persuade  the 
agency  that  the  requirements,  as 
proposed,  were  insufficient  to  prevent 
misleading  claims  on  food  labels.  In 
addition.  FDA  advises  that  the  purpose 
of  a  "percent  fat  free"  claim  on  nonmeat 
products  does  not  relate  to  leanness  but 
to  information  regarding  the  total 
amount  of  fat  present  in  a  serving  of  the 
food. 

Further,  the  agency  believes  that  to 
allow  "percent  fat  free"  claims  only  on 
"fat  free"  foods  would  be  unduly 
restrictive.  Such  claims  on  foods  that 
are  "low"  in  fat.  can,  if  properly  made, 
be  useful  in  assisting  consumers  to 
maintain  healthy  dietary  practices. 
Consequently,  the  agency  is  denying 
these  requests  to  prohibit  or  restrict  the 
"percent  fat  free"  claim. 

101.  One  comment  stated  that 
"percent  fat  free"  claims  on  bakery 
products  may  encourage  consumers  to  . 
purchase  such  products  because  they 
are  low  in  fat.  but  the  comment  noted 
with  concern  that  bakery  products  are 
high  in  calories,  sugar,  or  sodium.  ' 

The  agency  recognizes  that  certain 
low  fat  foods  may  contain  varying 
amounts  of  calories,  sugar,  or  sodium. 
However,  the  agency  does  not  exi>ect  a 
single  claim  (e.g..  "97  percent  fat  free") 
to  provide  information  regarding  all  of 
the  nutrients  contained  in  a  product. 
Information  on  calories,  sugar,  and 
sodium  will  be  provided  in  nutrition 
labeling,  and  therefore,  available  to  the 
consumer  at  the  time  he  or  she  makes 
a  purchase  decision.  Moreover,  if  the 
nutrient  levels  in  the  food  exceed  levels 
at  which  a  disclosure  statement  is 
required,  a  disclosure  statement  itiust 
appear  in  close  proximity  to  the  claim. 

102.  A  comment  from  a  foreign 
government  opposed  permitting 
"percent  fat  free"  claims.  The  comment 
stated  that  its  laws  did  not  permit  such 
terms  to  be  used  because,  they  are 
potentially  misleading,  ihe  comment 
suggested  that  FDA  should  not  allow 
such  claims  on  products. 

As  discussed  m  the  previous 
comment,  the  agency  recognizes  that  a 
"percent  fat  free"  claim  under 
regulations  currently  in  effect  can  be 
misleading  and  confusing  to  the 
consumer.  However,  the  provisions  that 
the  agency  is  establishing  in  new 
§  101.62(b)(6)  regulating  the  use  of  a 
"percent  fat  free"  claim  address  the 
aspects  of  such  claims  currently  in  use 
that  have  the  potential  to  make  them 
confusing  or  misleading.  Thus,  the 
agency  concludes  that  in  light  of  the 
action  that  it  is  taking,  it  is  not 
necessary  to  ban  these  claims. 
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103.  Other  comments  suggested  that 
the  "percent  Cat  free"  claim  should  be 
based  on  the  amoimt  of  total  calories 
contributed  by  the  fat  and  not  on  the 
weight  of  the  product,  because  basing 
the  claim  on  tne  weight  of  the  product 
has  the  potential  to  be  misleading. 

The  agency  disagrees  with  the 
comment.  FDA  believes  that  consumers 
are  most  familiar  with  claims  expressed 
in  terms  of  g  per  serving,  and  not  claims 
based  on  the  percentage  of  calories 
contributed  by  fat.  FDA  further  believes, 
as  stated  in  the  fat/ cholesterol  proposal, 
that  "percent  fat  free"  claims  imply  that 
the  food  contains  very  small  amounts  of 
fat  (i.e.,  "low"  fat),  and  that  the  food  is 
useful  in  structuring  a  diet  that  is  low 
in  fat.  Basing  the  "percent  fat  free" 
claim  on  a  designated  percentage  of 
total  calories  from  fat  would  not  limit 
the  total  amount  of  fat  present  in  the 
food.  Thus,  a  food  high  in  calories  may 
be  able  to  make  a  "percent  fat  free" 
claim  under  a  calorie  criterion,  because 
the  percentage  of  total  calories 
contributed  by  the  fat  falls  within  an 
established  guideline.  Yet.  the  amount 
of  fat  in  such  foods  could  exceed  the 
amount  that  is  defined  as  "low"  fat.  On 
such  a  food,  the  "percent  fat  free"  claim 
would  be  misleading.  Accordingly,  the 
agency  is  not  permitting  "percent  fat 
free"  claims  to  be  based  on  the 
percentage  of  calories  contributed  by  fot. 

104.  Some  comments  requested  that 
the  agency  require  disclosiue  of  the 
percent  of  calories  from  fet  and  the 
amotmt  of  available  calories  (i.e..  total 
calories  minus  calories  attributed  to 
dietary  fiber). 

The  comments  requesting  disclosure 
statements  of  percent  calories  from  fat 
and  available  calories  did  not  provide 
evidence  on  which  the  agency  could 
make  a  finding  that  such  disclosures 
were  necessary  to  prevent  a  "percent  fat 
free"  claim  from  being  misleading. 
Therefore,  the  agency  finds  no  basis  for 
requiring  those  disclosure  statements. 
Furthermore,  the  agency  believes  that 
disclosure  statements  based  on  percent 
of  calories  would  confuse  consumers 
when  all  other  disclosure  statements  are 
based  on  amount  of  g  per  serving. 
Therefore,  the  agency  is  denying  the 
request  for  these  disclosure  statements. 

105.  The  comments  on  the  proposed 
requirement  of  a  disclosure  statement  in 
immediate  proximity  to  the  "percent  fet 
free"  claim  which  specified  the  amount 
of  fat  in  the  product  were  equally 
divided  in  support  of  and  against  the 
provision.  Some  comments  opposing 
the  disclosure  statement  argued  that  the 
disclosure  statement  was  uiuiecessary 
because  the  food  must  meet  the 
definition  of  "low  fat"  before  a  "percent 
fat  free"  claim  can  be  made.  The 


comments  also  pointed  out  that  a 
refenal  statement  will  direct  the 
consumer  to  the  nutrition  label  where 
fat  is  declared. 

The  agency  recognizes  that  the 
"percent  fat  free"  claim  may  not  be 
made  on  the  label  or  labeling  of  a 
product  unless  the  food  bearing  the 
claim  is  "low  in  fat."  This  fact  ensures 
that  foods  bearing  a  "percent  fat  free" 
claim  will  not  contribute  excessive 
amount  of  fat  to  the  total  diet.  Thus, 
upon  reconsideration.  FDA  does  not 
find  it  necessary  to  require  that  foods 
bearing  a  "percent  fat  free"  claim  also 
disclose  the  amount  of  total  fat  per 
serving  adiacent  to  the  claim.  Further,  as 
one  comment  pointed  out,  the  "percent 
fat  free"  claim  will  have  to  be 
accompanied  by  a  statement  referring 
consumers  to  the  nutrition  label,  and 
that  the  total  amount  of  fat  in  the 
product  will  be  provided  there.  In 
addition,  as  discussed  in  response 
comment  214,  FDA  has  conduded  that 
it  is  not  necessary  to  include  absolute 
amounts  in  the  principal  display  panel. 
Therefore,  the  agency  is  persuaded  by 
the  comments  that  these  requirements 
obviate  the  need  for  a  statement, 
adjacent  to  the  claim,  which  discloses 
the  amount  of  fat  per  serving  in  the 
product  bearing  such  a  "percent  fat 
free"  claim,  and  the  agency  is  deleting 
this  requirement  in  the  final  rule. 

106.  Two  comments  that  supported 
the  "no  percent  fat  free"  claim  stated 
that  the  3  g  limitation  was  too  restrictive 
and  should  be  raised  to  4  g.  A  third 
comment  supporting  the  "percent  fat 
free"  claim  stated  that  the  only  criterion 
should  be  3  g  or  less  per  serving  and 
that  there  should  not  be  a  second 
criterion  of  3  g  or  less  per  100  g. 

As  discussed  in  the  tat/cholesterol 
proposal  (56  FR  60478  at  60491).  a 
"percent  fat  free"  claim  emphasizes 
how  dose  the  food  is  to  being  free  of  fat. 
The  agency  believes  that  this  claim 
implies,  and  consumers  expect,  that 
products  bearing  "percent  fat  free" 
claims  contain  relatively  small  amounts 
of  fat  and  consequently  are  useful  in 
maintaining  a  diet  low  in  fat.  Thus,  the 
agency  Hnds  that  the  appropriate 
approach  to  defining  a  "percent  fat  free" 
claim  is  that  it  be  based  on  the 
definition  of  "low  fat."  Having  said  this, 
the  agency  points  out  that  these 
comments  raise  objections  to  the 
definition  for  "low  fat."  The  agency's 
dedsion  on  the  final  definition  of  "low 
fot"  is  discussed  elsewhere  in  this 
document. 

107.  A  few  of  the  comments 
supporting  the  provision  that  "100 
percent  fat  free"  claims  appear  only  on 
"fat  free"  foods,  requested  that  "100 
percent  fat  free"  claims  should  also  be 


allowed  on  foods  to  which  fat  has  been 
added,  as  long  as  the  food  still  complies 
with  the  "fat  free"  definition. 

Althou^  the  agency  has  reconsidered 
its  definition  of  "fat  free"  to  allow  foods 
with  added  fat  that  meet  the  definition 
of  "fat  free"  to  make  a  "fat  free"  claim, 
the  agency  has  not  been  persuaded  that 
a  "100  percent  fat  free"  claim  should 
appear  on  foods  with  added  fat.  The 
agency  believes  that  a  "100  percent  fat 
free"  claim  places  more  emphasis  on  the 
complete  alienee  of  fat  in  the  food,  and 
therefore  the  food  should  not  have 
added  fat.  Thus,  the  agency  is  not 
permitting  a  food  with  added  fat  to 
make  a  "100  percent  fat  free"  claim. 
108.  One  comment  objected  to  all 
"percent  fat  free"  claims  under  the 
proposal.  This  comment  stated  that  a 
"100  percent  fat  free"  claim  can  be 
made  on  a  food  that  contains  0.4  g  of  fat 
per  serving  and  3  g  of  fat  per  100  g  if 
the  fat  is  not  added,  e.g.,  crackers  with 
no  added  fat  that  contain  0.4  g  per 
serving.  However,  if  the  crackers  had 
the  same  amount  of  fat  hut  as  added  fat, 
the  claim  would  have  to  say  "97  percent 
fat  free."  The  comment  asserted  that 
such  inconsistencies  would  be 
misleading  and  confusing  to  the 
consumer.  Further,  another  comment 
objected  to  the  provision  that  allows 
some  foods  to  claim  "100  percent  fat 
free"  when  in  fad  they  contain  more 
than  0.5  g  of  fat  per  100  g  of  the  food 
and  are,  dierefore,  not  100  percent  fat 
free.  This  comment  stated  tnat  proposed 
§  101.62(b)(6)(iv)  only  requires  that  a 
food  bearing  this  daim  contain  less  than 
O.S  g  of  fat  per  serving.  Thus,  a  food 
with  a  serving  size  of  20  g.  for  example, 
could  contain  2.45  g  of  fat  per  100  g  of 
the  food. 

The  agency  agrees  with  the  latter 
comment.  The  agency  did  not  intend  to 
allow  foods  containing  0.5  g  or  more  of 
fat  per  100  g  to  bear  the  claim  "100 
percent  fat  free."  Accordingly,  the 
agency  is  revising  the  final  rule  in  new 
§  101.62(b)(6)(iii)  to  require  that  a  "100 
percent  fat  free"  daim  can  be  made  only 
on  foods  that  meet  the  criteria  for  "fat 
free,"  that  contain  less  than  0.5  g  of  fat 
per  100  g,  and  that  contain  no  added  fat. 
This  revision  also  addresses  the 
problem  raised  in  the-first  comment. 
Furthermore,  the  agency  advises  that  in 
declaring  other  "percent  fat  free" 
claims,  the  daim  must  accurately  reflect 
the  amount  of  fat  present  in  100  g  of  the 
food.  For  example,  if  a  food  contains  2.5 
g  of  fat  per  50  g  then  the  daim  should 
be  "95  percent  fat  free." 

109.  A  few  comments  suggested  that 
the  "percent  fat  free"  claim  be  defined 
separately  from,  and  not  include,  the 
"low  fat"  criteria  because  the  "low  fat" 
definition  is  unduly  restrictive  and  does 
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not  adequately  differentiate  the  two 
claims.  The  comments  further  suggested 
that  "percent  fat  free"  claims  for  foods 
that  are  between  90  and  100  percent  fat 
free  be  allowed.  They  contended  that 
setting  a  threshold  level  of  97  percent 
fat  free  (3  g  or  less  per  100  g) 
discourages  consimiers  from  eating 
products  that  are  fairly  low  in  fat  but  do 
not  conform  to  the  proposed  definition 
for  "low"  and  therefore  gives  the 
impression  that  FDA  is  making  good 
food/bad  food  distinctions. 

As  stated  in  response  to  comment  106 
of  this  document,  a  "percent  fat  free" 
claim  is  properly  viewed  as  a  "low  fat" 
claim  because  it  emphasizes  how  close 
the  food  is  to  being  free  of  fat. 
Furthermore,  basing  the  "percent  fat 
free"  claim  on  the  criteria  required  for 
"low  fat"  products  provides  the 
consumer  with  a  consistent  method  of 
comparison  with  respect  to  "low  fat," 
"fat  free."  and  "percent  fat  free"  claims 
such  that  accurate  comparisons  can  be 
made  among  different  products.  To 
establish  separate  criteria  for  a  "percent 
fat  free"  claim  could  cause  confusing 
and  misleading  information  to  be 
disseminated  to  the  consumer  and.  thus, 
be  contrary  to  the  purpose  of  the 
nutrient  content  claims  provisions  of 
the  act. 

The  agency  also  rejects  the  comments 
proposing  that  claims  of  up  to  "90 
percent  fat  free"  be  allowed.  The  agency 
believes  that  such  a  definition  would 
not  be  consistent  with  consumers' 
expectations  of  the  fat  content  of  foods 
bearing  this  claim  because  it  would 
allow  "percent  fat  free"  claims  on  foods 
with  significantly  greater  amounts  of  fat 
than  "low  fat"  foods. 

Furthermore,  the  agency  is  not 
convinced  by  the  comments  or  other 
available  information  that  if  FDA  does 
not  permit  a  "90  percent  fat  free"  claim, 
consumers  woula  be  discouraged  from 

f)urchasing  products  that  are  "fairly" 
ow  in  fat  (less  than  10  g  per  100  g)  but 
that  do  not  meet  the  definition  for  "low 
fat."  In  the  absence  of  a  "percent  fat 
free"  claim,  consumers  will  still  be  able 
to  consult  the  nutrition  label  to 
determine  the  total  amount  of  fat 
contained  in  a  product  and  to  make 
purchase  decisions  based  on  this 
information  according  to  their 
individual  dietary  preferences. 

Although  the  agency  does  not  agree 
that  a  "percent  fat  free"  claim  should  be 
allowed  for  foods  containing  up  to  10 
percent  fat  by  weight,  the  agency  has 
reconsidered  the  basis  and  application 
of  the  weight-based  criterion  for  "low 
fat"  and  "percent  fat  free"  claims  such 
that  the  weight-based  criterion  only 
applies  to  foods  with  reference  amoimts 
30  g  or  less  or  2  tablespoons  or  less  (see 


comment  45).  Further,  foods  with 
reference  amounts  of  30  g  or  less  or  2 
tablespoons  or  less  may  bear  such 
claims  provided  that  they  contain  3  g  or 
less  fat  per  reference  amoimt  and  per  50 
g.  Therefore,  foods  with  small  reference 
amounts  containing  6  g  or  less  fat  per 
100  g  will  be  able  to  bear  a  "percent  fat 
free"  claim.  Consequently,  claims  of  up 
to  "94  percent  fat  free"  will  be  allowed 
on  these  products  that  also  meet  the 
criteria  for  "low  fat."  In  addition,  foods 
with  reference  amounts  greater  than  30 
g  or  greater  than  2  tablespoons  that  meet 
the  "low  fat"  definition  may  bear 
"percent  fat  free"  claims.  The  agency 
believes  that  permitting  such  claims  is 
consistent  with  dietary  guidelines  for 
reducing  fat  intake,  because  it  would 
allow  such  claims  on  a  wider  variety  of 
foods  for  which  increased  consumption 
is  recommended  in  national  dietary 
guidance.  This  issue  is  fully  discussed 
in  section  in.A.l.b.  of  this  docxunent. 

110.  One  comment  suggested  that  the 
"percent  fat  free"  claim  be  allowed  on 
products  containing  5  g  or  less  fat  per 
100  g.  Another  comment  suggested  that 
the  "percent  fat  free"  claim  be  allowed 
on  products  containing  5  g  or  less  fat 
per  serving  and  per  100  g;  no  more  than 
30  percent  of  calories  from  fat;  and  no 
more  that  10  percent  of  calories  from 
saturated  fat.  The  comment  asserted  that 
these  three  criteria  would  ensure  that  a 
"percent  fat  free"  claim  is  not 
misleading,  yet  be  less  restrictive  than 
the  provisions  proposed  in  the  fat/ 
cholesterol  proposal. 

Another  comment  proposed  that  the 
definition  for  "percent  fat  free"  claims 
be  based  on  either:  (1)  The  food  being 
"low  fat,"  where  low  fat  is  4  g  or  less 
per  serving  and  being  at  least  90  percent 
fat  free,  or  (2)  the  product  being  90 
percent  fat  free  but  providing  no  more 
5ian  4  g  of  fat  per  serving;  the  label 
disclose  the  number  of  g  of  fat  per 
serving  in  conjunction  with  the 
"percent  fat  fre^"  claim;  and  the 

{)roduct  be  at  least  2  g  of  fat  per  serving 
ess  than  the  weighted  average  fat  level 
of  other  similar  products.  The  comment 
asserted  that  th^se  criteria  would 
provide  an  effective  and  less  restrictive 
means  of  drawing  consumers'  attention 
to  a  reduced-fat  content  food,  while 
allowing  the  consimier  more  reduced-fat 
products  from  which  to  choose. 

The  agency  considered  the  alternative 
criteria  for  "percent  fat  free"  claims  as 
suggested  in  these  comments.  The 
suggested  approaches  establish 
differences  between  the  "low  fat"  and 
"percent  fat  free"  claims  that  the  agency 
believes  are  inappropriate.  As  explained 
in  comment  106  of  this  document, 
consumers  expect  a  product  with  a 
"percent  fat  free"  claim  to  be  low  in  fat. 


and  the  comments  did  not  present 
evidence  to  FDA  to  demonstrate  to  the 
contrary.  Consequently,  the  most  logical 
approach  for  defining  a  "percent  fat 
Eree"  claim  is  to  choose  criteria  that 
make  the  claim  consistent  with  the 
definition  of  "low  fat"  or  "fat  free." 
Thus,  the  agency  rejects  the  alternative 
approaches  recommended  in  the 
comments.  Furthermore,  the  comments 
su^ested  alternatives  that  require 
comparison  of  amounts  of  fat  among 
different  products.  This  approach  is 
more  consistent  with  the  criteria  used 
for  comparative  claims  such  as 
"reduced"  or  "less"  and  is  not 
appropriate  for  nutrient  content  claims 
such  as  "percent  fat  free."  Further,  in 
addition  to  not  being  consistent  with  the 
definitions  for  "low  fat"  or  "fat  free," 
the  suggested  alternatives  are  based  on 
extremely  complex  definitions  that 
could  result  in  consumer  confusion 
concerning  the  meanings  of  the  terms 
"low  fat,"  "fat  free,"  and  "percent  fat 
free." 

Wj.  Saturated  fat  free.  111.  A  number 
of  comments  strongly  recoomiended 
that  FDA  define  the  term  "satiuated  fat 
free"  and  terms  that  would  be  synonyms 
for  "saturated  fat  free."  These  comments 
argued  that  a  "free"  claim  is  one  of  the 
most  powerful  claims,  and  that 
saturated  fat  is  one  of  the  more 
important  nutrients  from  a  public  health 
perspective,  lliey  stated  tbat  this  claim 
would  be  extremely  useful  because  the 
foods  that  would  qualify  are  the  foods 
that  consumers  are  being  encoiuaged  to 
eat  more  frequently.  Furthermore,  the 
availability  of  this  claim  would  provide 
an  incentive  for  the  development  of  new 
foods  that  are  "saturated  fat  free." 

Some  of  the  comments  responded  to 
FDA's  reason  for  not  defining  this  term. 
The  agency  argued  that  since  less  than 
0.5  g  per  serving  is  "fat  free,"  one-third 
of  this  amount,  or  0.17  g  per  serving, 
would  be  the  appropriate  definition  for 
"saturated  fat  free."  The  agency  did  not 
propose  a  definition  because  it 
concluded  that  saturated  fat  could  not 
be  accurately  measured  at  this  level. 
The  comments  did  not  dispute  this 
point,  but  they  argued  it  is  appropriate 
to  define  "saturated  fat  free"  as  less  than 
0.5  g  of  saturated  fat  per  serviitg  based 
on  the  same  criteria  used  for  "fat  free" 
claims,  i.e.,  dietary  insignificance  and 
reliable  detection. 

One  of  these  comments  contended 
that  a  food  that  is  "fat  free"  logically 
must  be  free  of  saturated  fat  because 
saturated  fat  is  included  in  the 
definition  of  total  fat.  Other  comments 
suggested  that  the  definition  be  less 
than  0.25  g  per  serving  on  the  basis  of 
dietary  insignificance.  These  comments 
did  not  discuss  problems  with 
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detection,  except  for  one  comment  that 
stated  that  it  should  not  be  difficult  to 
reliably  detect  saturated  fat  at  0.25  g  per 
serving.  This  comment  pointed  out  that 
in  the  proposed  rule  on  mandatory 
nuUition  labeling  (56  FR  60366)  less 
than  0.25  g  of  saturated  fat  per  serving 
is  the  level  that  can  be  declared  as  "0." 
Another  comment  noted  that  consumers 
would  hkely  be  confused  if  foods 
declaring  "0"  g  of  saturated  fat  in  the 
nutrition  label  bear  the  claim  "low  in 
saturated  fat"  instead  of  "saturated  fat 

free." 

The  agency  is  persuaded  by  the 
comments  that  the  term  "saturated  fat 
free"  would  be  useful  to  individuals 
trying  to  reduce  their  intake  of  saturated 
fat.  It  is  defining  this  tenn  as  less  than 
0.5  g  of  saturated  fat  per  serving  because 
the  majority  of  the  comments  on  this 
proposed  rule  and  on  the  proposed  rule 
on  mandatory  nutrition  labeling  (56  FR 
60366)  that  addressed  this  issue  stated 
that  a  lower  value  cannot  be  reliably 
detected.  FDA  has  been  convinced  by 
these  comments,  which  showed  that 
less  than  0.5  g  of  saturated  fat  is  the 
reliable  limit  of  detection  of  saturated 
fat  in  all  types  of  foods,  and  thus 
analytically  it  equates  to  zero. 

The  agency  notes  that  it  is  aware  of 
the  concerns  that  trans  fatty  adds, 
which  are  unsaturated  fatty  acids,  may 
raise  serum  cholesterol  and  has 
requested  data  on  this  issue.  A  review 
of  the  information  submitted  and  of  the 
published  literature  shows  that  the 
evidence  that  suggests  that  trans  fatty 
acids  raise  serum  cholesterol  remains 
inconclusive,  as  fully  discussed  in  the 
final  rule  on  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  the  Federal  Register.  However, 
because  of  the  uncertainty  regarding  this 
issue,  the  fact  that  consumers  would 
expect  a  food  bearing  a  "saturated  fat 
free"  claim  to  be  free  of  saturated  fat 
and  other  components  that  significantly 
raise  serum  cholesterol,  and  the 
potential  importance  of  a  saturated  fat 
free  claim,  the  agency  believes  that  it 
would  be  misleading  for  products  that 
contain  measurable  amounts  of  trans 
fatty  acids  to  bear  a  "saturated  fat  free" 
claim.  Thus,  the  agency  is  including  a 
limit  on  trans  fatty  adds  of  1  percent  of 
the  total  fat  in  the  definition  of 
"saturated  Cat  free"  because  the 
analytical  techniques  for  measuring 
trans  fatty  acids  bslow  that  level  are  not 
reliable.  Accordingly,  the  agency  is 
providing  hi  new  §  101.62(c)(l)(i)  that 
the  term  "saturated  fat  free"  ("free  of 
saturated  fat,"  "no  saturated  fat," 
"without  saturated  fat,"  "zero  saturated 
fat,"  "trivial  so\m»  of  satvueted  fat." 
"negUgible  source  of  saturated  fat"  or 
"dietarily  in^gnificant  source  of 


saturated  fat")  may  be  used  on  the  label 
of  a  food  if  the  food  contains  less  than 
0.5  g  of  saturated  fat  per  serving  and  1 
percent  or  less  of  total  fat  as  trans  fatty 
acids. 

Consistent  with  the  requirements  for 
other  "free"  claims,  the  agency  is 
requiring  in  new  §  101.62(^)(l)(ii)  that 
the  listing  of  ingredients  generally 
understood  by  consumere  to  contain 
saturated  fat  must  be  accompanied  by  a 
statement  such  as  "adds  a  trivial 
amount  of  saturated  fat."  Also,  the 
agency  is  requiring  in  new 
§  101.62(c)(l)(iii)  that  foods  meeting  the 
definition  without  spedal  processing 
must  be  labeled  in  a  manner  that  makes 
this  clear. 

To  accommodate  this  insertion, 
proposed  §  101.62(c)(1)  through  (c)(3)  is 
being  redesignated  as  S  101.62(c)(2) 
through  (c)(4),  respectively.  It  should  be 
noted  that  proposed  §  101.62(c)  required 
that  all  foods  bearing  claims  about 
saturated  fat  should  disclose  the  amount 
of  total  fat  and  cholesterol  in  the  food 
in  immediate  proximity  to  such  claims. 
As  discussed  in  response  to  comment 
138  of  this  document,  the  provision  on 
the  disclosure  of  cholesterol  with  these 
claims  is  required  by  section 
403(r)(2)(A)(iv)  of  the  act.  Because  FDA 
is  now  defining  the  term  "saturated  fat 
free."  the  provision  on  the  disclosure  of 
total  fat  is  revised  to  require  the 
disclosure  of  total  fat  with  a  "saturated 
fat  free"  claim  unless  the  food  contains 
less  than  0.5  g  of  total  fat  per  reference 
amount  (i.e.,  unless  the  food  meets  the 
definition  of  "fat  free"),  in  which  case 
the  amount  of  total  fat  need  not  be 
disclosed.  The  agency  concludes  that 
disclosure  of  the  amount  of  total  fat  is 
necessary  when  a  "saturated  fat  hee" 
claim  is  made  for  a  food  that  is  not  "fat 
free"  to  prevent  consumers  who  do  not 
differentiate  between  a  "saturated  fat 
free"  and  "fat  free"  claim  from  being 
misled  by  a  "saturated  fat  free"  claim 
(see  comment  139  of  this  document  for 
related  discussion). 

112.  One  comment  requested  that 
FDA  define  the  term  "very  low 
saturated  fat"  as  less  than  0.5  g  per 
serving.  This  comment  stated  that 
"saturated  fat  free"  should  be  defined  as 
less  than  0.25  g  per  serving.  Other 
comments  requested  that  FDA  define 
"very  low"  claims  for  other  nutrients. 

The  agency  rejects  this  request 
because  it  concludes  that  "saturated  fat 
free"  should  be  defined  as  less  than  0.5 
g  per  serving,  as  explained  in  the 
previous  comment.  Defining  the  term 
"very  low  saturated  fat"  is  unnecessary 
because  the  proposed  value  for  "low 
saturated  fat"  is  only  double  the  value 
for  "saturated  fat  free."  Furthermore,  the 
agency  is  not  defining  any  new  "very 


low"  terms  because  it  believes  that 
consumers  would  be  confused  by  these 
terms  in  addition  to  the  "free"  terms. 
The  term  "very  low  sodium"  is  being 
retained  because  it  has  been  in  use  for 
a  number  of  years  and  is  defined  as  35 
mg  or  less  of  sodium  per  serving,  which 
is  7  times  the  cutoff  level  for  "sodium 
free"  and  one-quarter  of  the  cutoff  level 
for  "low  sodium."  Accordingly,  the 
agency  is  not  defining  "very  low 
saturated  fat." 

via.  Cholesterol  free.  113.  Most  of  the 
comments  on  the  definition  of  the  term 
"cholesterol  free"  supported  the 
definition  in  proposed  §  101.62(d)(1)  of 
less  than  2  mg  of  cholesterol  per 
serving.  A  few  comments  disagreed. 
Some  of  the  latter  comments  stated  that 
a  "cholesterol  free"  claim  is  misleading 
if  the  food  contains  any  cholesterol.  One 
of  these  comments  suggested  that  a 
"cholesterol  free"  claim  be 
accompanied  by  the  statement,  "this 
product  may  contain  up  to  2  mg  of 
cholesterol."  Other  comments  stated 
that  "cholesterol  free"  should  be  less 
than  5  mg  per  serving,  so  that  nonfot 
dairy  products  can  make  this  claim.  One 
of  these  comments  said  that  changing 
the  requirement  to  5  mg  or  less  would 
be  an  incentive  to  food  manufacturers  to 
reformulate  products  so  as  to  make  this 
claim.  Another  comment  said  that  FDA 
has  failed  to  establish  that  5  mg  of 
cholesterol  would  not  also  be  dietarily 
insignificant. 

The  agency  is  not  persuaded  that  the 
proposed  value  of  less  than  2  mg  of 
cholesterol  per  serving  should  be 
changed  or  needs  to  be  defined  on  the 
label.  The  agency  selected  this  value 
because  it  represents  the  typical  limit  of 
reliable  detection  for  existing  analytical 
methods.  A  value  of  zero  is  not  an 
option  because  it  is  analytically 
impossible  to  measure.  Furthermore.  2 
mg  per  serving  is  low  enough  compared 
to  the  DRV  for  cholesterol,  which  is  300 
mg.  to  be  considered  dietarily  and 
physiologically  insignificant.  As 
discussed  in  the  tentative  final  rule  on 
cholesterol  terms  of  July  19, 1990  (55  FR 
29456  at  29460).  FDA  believes  that  a 
limitation  of  5  mg  for  the  term 
"cholesterol  free"  is  misleading.  A 
person  who  consumes  foods  labeled  as 
"cholesterol  free"  would  expect  that 
they  would  not  contribute  significantly 
to  the  cholesterol  levels  of  his  or  her 
diet.  Yet  the  consumption  of  5  to  10 
foods  per  day  containing  up  to  5  mg  of 
cholesterol  per  serving  could  furnish  25 
to  50  mg  of  dietary  cholesterol.  This 
amount  of  cholesterol  cannot  be 
considered  to  be  insubstantial. 
Moreover,  the  analytical  limits  on 
detecting  cholesterol  support  a  lower 
limit  than  5  mg.  Accordingly,  the 
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agency  has  not  revised  the  definition  of 
"cholesterol  free." 

114.  A  couple  of  comments  said  that 
consumers  are  confused  when  they  see 
ingredients  containing  cholesterol  in  the 
ingredient  statement  of  foods  bearing 
"cholesterol  free"  claims. 

The  agency  agrees  that  consumers 
may  be  confused  by  reading  that  eggs, 
for  example,  are  listed  as  an  ingredient 
of  a  food  bearing  a  "no  cholesterol" 
claim.  The  agency  has  reviewed  these 
comments  with  the  many  comments  on 
fat  being  added  to  foods  labeled  as  "fat 
free."  The  agency  has  been  persuaded 
by  these  comments  that  a  clarification  of 
this  issue  is  needed  to  avoid  consumer 
confusion.  The  agency  believes  that  it  is 
the  listing  of  ingredients,  such  as  eggs, 
that  creates  the  confusion.  Accordingly, 
the  agency  is  revising 
§  101.62(d)(l)(i)(B)  and  (ii)(B)  in  the 
Hnal  rule  to  require  that  the  listing  of 
ingredients  that  are  generally 
understood  by  consumers  to  contain 
cholesterol  be  followed  by  an  asterisk 
that  refers  to  a  disclosure  statement 
appearing  below  the  list  of  ingredients. 
The  statement  shall  read:  "adds  a  trivial 
amount  of  cholesterol,"  "adds  a 
negligible  amount  of  cholesterol,"  or 
"adds  a  dietarily  insignificant  amount  of 
cholesterol."  The  agency  points  out  that 
because  of  these  inserted  sections, 
proposed  §  101.62(d)(l)(i)(B)  and 
(d)(l)(i)(C)  are  redesignated  as 
§  lOl.62(d)(l)(i)(C)  and  {d){l)(i)(D),  and 
proposed  §  101.62(d)(l)(ii)(B)  through 
(d)(l)(ii)(E)  are  redesignated  as 
§  101.62(d)(l)(ii)(C)  through  {d)(l)(ii)(F). 

115.  A  few  comments  requested  that 
FDA  ban  all  cholesterol  content  claims. 
The  comments  argued  that  dietary 
cholesterol  has  an  insignificant  impact 
on  blood  cholesterol  levels  compared  to 
saturated  fat,  and  that  the  response  to 
dietary  cholesterol  varies  from 
individual  to  individual. 

The  agency  is  denying  this  request. 
The  Surgeon  General's  report  (Ref.  4) 
and  the  NAS  report  "Diet  and  Health, 
Implications  for  Reducing  Chronic 
Disease  Risk"  (Ref.  12)  considered  the 
evidence  on  the  effect  of  diet  on  an 
individual's  health.  One  of  the  main 
conclusions  from  these  reports  is  that 
consumption  of  diets  high  in  fat, 
saturated  fat,  and  cholesterol  is 
associated  with  increased  risk  of 
developing  certain  chronic  diseases. 
These  reports  recommended  that 
Americans  reduce  their  consumption  of 
these  substances  in  their  diets.  To  help 
Americans  achieve  this  goal,  the  1990 
amendments  authorize  FDA  to  define 
nutrient  content  claims,  including  those 
relating  to  cholesterol  content. 
Accordingly,  the  agency  is  not  revising 
the  final  rule  to  ban  cholesterol  claims. 


116.  The  agency  received  a  number  of 
comments  on  the  proposed  saturated  fat 
threshold  (i.e.,  limit)  that  allows  foods 
bearing  "no  cholesterol"  claims  as  well 
as  other  cholesterol  claims  to  contain 
only  2  g  or  less  of  saturated  fat  per 
serving.  About  20  comments  opposed 
this  threshold.  About  half  as  many 
comments  supported  the  proposed  rule 
and  stated  that  a  threshold  of  2  g  or  less 
of  saturated  fat  per  serving  is 
appropriate.  One  comment  stated  that 
this  threshold  should  have  a  second 
criterion  of  15  percent  or  less  of  eneigy 
(calories)  from  saturated  fat.  Similarly, 
another  comment  favored  a  second 
criterion  of  6  percent  or  less  of  saturated 
fat  on  a  dry  weight  basis.  The  comments 
recommending  a  different  threshold 
were  almost  evenly  divided  between  a 
higher  value  and  a  lower  value.  One 
comment  requested  that  the  threshold 
apply  only  to  "cholesterol  free"  and 
"low  cholesterol"  claims,  not  to 
comparative  claims.  Other  comments 
stated  that  foods  bearing  cholesterol 
claims  should  contain  no  saturated  fat. 

Many  of  the  comments  opposing  the 
threshold  on  saturated  fat  with 
cholesterol  claims  were  from 
manufacturers  of  dairy  products  that 
have  up  to  95  percent  of  their 
cholesterol  removed.  These  products 
contain  more  than  2  g  of  saturated  fat 
per  serving.  The  comments  stated  that 
cholesterol  claims  should  be  allowed  on 
these  products  regardless  of  their 
saturated  fat  content.  They  contended 
that  the  proposed  saturated  fat  threshold 
is  inappropriate  and  unduly  restrictive 
because  the  relationship  of  cholesterol 
and  saturated  fat  has  not  been 
satisfactorily  defined.  A  few  comments 
against  the  threshold  favored  disclosure 
of  saturated  fat.  One  comment  said  that 
disclosure  of  saturated  fat,  rather  than  a 
threshold,  would  be  more  consistent 
with  the  1990  amendments  (section 
403(r)(2)(A)(iii)(U)  of  the  act).  They 
stated  that  a  saturated  fat  threshold 
based  on  section  403{r)(2)(A)(vi)  of  the 
act  fails  to  take  into  account  the  fact  that 
certain  foods  containing  more  than  2  g 
of  saturated  fat  may  contain 
"substantially  less"  cholesterol  than 
foods  for  which  they  might  substitute. 

Some  of  the  comments  for  a  higher 
threshold  recommended  a  value  of  3  g 
or  less  of  saturated  fat  per  serving.  The 
comments  said  that  this  threshold 
would  allow  nuts  and  peanut  butter  to 
make  a  "no  cholesterol"  claim.  A  few 
comments  stated  that  the  threshold 
should  be  4  g  or  less  to  be  consistent 
with  the  level  of  saturated  fat  above    ■ 
which  risk  is  likely  to  increase  and 
disclosure  is  required.  One  comment 
stated  that  consumers  believe  that 
cholesterol  is  found  in  all  fats  and  oils. 


They  argued  that  claims  are  needed  to 
help  consimiers  select  foods  that  do  not 
contain  cholesterol,  rather  than  foods 
that  do  contain  cholesterol  (e.g,. 
maigarine  for  butter). 

Most  of  the  comments  for  a  lower 
threshold  recommended  1  g  or  less  of 
saturated  fat  per  serving  and  15  percent 
or  less  of  calories  from  saturated  fat,  to 
be  consistent  with  the  definition  of  "low 
in  saturated  fat."  One  conunent 
suggested  that  the  first  criterion  be  1.5 
g  or  less  of  saturated  fat  per  serving,  and 
another  comment  suggested  that  the 
second  should  be  no  more  that  7 
calories  frtim  saturated  fat  per  100 
calories. 

These  comments  were  concerned  that 
the  threshold  proposed  would 
encourage  a  proliferation  of 
inappropriate  cholesterol  claims.  Also, 
they  were  concerned  that  consumer 
education  efforts  would  be  hampered  by 
a  sattirated  fat  limit  of  1  g  for  "low  in 
saturated  fat"  claims,  of  2  g  for 
cholesterol  claims,  and  of  4  g  for 
disclosure  of  saturated  fat  (e.g.,  a 
product  bearing  a  sodium  claim  that 
contains  more  than  4  g  of  saturated  fat 
per  serving  must  disclose:  "See 
(appropriate  panel]  for  information  on 
saturated  fat  and  other  nutrients").  The 
comments  encouraged  FDA  to  strive  for 
consistency  along  with  strictness  and 
simplicity. 

Tne  agency  is  not  persuaded  that  the 
saturated  fat  threshold  should  be 
eliminated  or  changed.  FDA  finds  that 
there  is  general  scientific  agreement  on 
the  relationship  between  saturated  fat 
and  cholesterol  and  serum  cholesterol 
levels.  In  the  general  principles 
proposal  (56  FR  60421  at  60426).  the 
agency  noted  that  under  section 
403(r)(2){A)(vi)  of  the  act,  it  can  by 
regulation  prohibit  a  nutrient  content 
claim  if  the  claim  is  misleading  in  light 
of  the  level  of  another  nutrient  in  the 
food.  Further,  FDA  stated  that  it  has 
tentatively  made  such  a  finding  with 
regard  to  cholesterol  claims  and  the 
presence  of  saturated  fat,  as  fully 
discussed  in  the  fat/cholesterol  proposal 
(56  FR  60478  at  60495).  FDA  pointed 
out  that  NASIs  "Diet  and  Health"  report 
(Ref.  12)  stated  that  "saturated  fatty  acid 
intake  is  the  major  dietary  determinant  ., 
of  the  serum  total  cholesterol  and  low- 
density  lipoprotein  (LDL)  cholesterol 
levels  in  populations  and  thereby  of 
coronary  heart  disease  risk  in 
populations"  (56  FR  60482). 
Furthermore,  an  FDA  survey  has  found 
that  consumers  are  interested  in 
cholesterol  content  claims  because  they 
believe  that  eating  foods  with  no  or  low 
cholesterol  will  have  a  significant  effect 
on  their  blood  cholesterol  levels  and  on 
their  chances  of  developing  heart 
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disease  (Ref.  16).  Consequently.  FDA 
continues  to  believe  that  to  ensure  that 
cholesterol  claims  do  not  mislead 
consumers  it  is  necessary  to  permit  their 
use  only  when  the  foods  also  contain 
levels  of  saturated  fat  that  are  below  a 
specified  threshold  level.  Accordingly, 
the  agency  is  denying  the  requests  to 
eliminate  the  threshold.  This  decision 
applies  to  "cholesterol  free,"  "low 
cholesterol."  and  comparative 
cholesterol  claims. 

The  agency  does  not  agree  that 
disclosure  of  the  amount  of  saturated  fat 
in  proximity  to  a  cholesterol  claim  is 
sufficient  to  prevent  consumers  ht)m 
being  misled.  As  stated  above. 
consumers  expect  foods  with 
cholesterol  claims  to  affect  blood 
cholesterol  levels,  and  saturated  fat  is 
the  major  dietary  determinant  of  blood 
cholesterol  levels.  These  expectations 
are  not  met  if  disclosure  of  saturated  fat 
is  permitted  because  the  saturated  fat  is 
still  present.  Therefore,  the  agency  is 
also  denying  the  request  to  allow        "^ 
disclosure  of  saturated  fat  instead  of  a 
threshold. 

Additionally,  the  agency  does  not 
agree  that  the  saturated  fat  threshold 
should  be  a  higher  value  or  a  lower 
value.  The  rationale  for  the  threshold 
level  of  2  g  or  less  of  saturated  fat  per 
serving  is  explained  in  the  July  19, 
1990.  tentative  final  rule  (55  FR  29456 
at  29458).  In  summary,  the  value  is 
consistent  with  the  recommendations  of 
recent  dietary  guidelines  (Refs.  7, 12. 
and  17)  that  saturated  fat  intake  should 
be  less  than  10  percent  of  calories.  The 
agency  believes  that  a  saturated  fat  level 
that  exceeds  2  g  would  make  a 
cholesterol  claim  misleading  because 
consumer  expectations  would  not  be 
met  if  such  a  food  is  not  consistent  with 
the  recommendations  of  the  guidelines 
with  respect  to  saturated  fat.  For  this 
reason,  the  agency  concludes  that  levels 
of  2  g  or  less  are  not  misleading  and 
finds  no  basis  for  lowering  the  threshold 
below  2  g. 

A  review  of  the  composition  of  food 
shows  that  a  reasonable  number  of  foods 
qualify  for  cholesterol  claims  under  the 
criteria  that  FDA  is  establishing.  For 
example,  a  number  of  oils  including 
soybean,  com.  safflower,  and  olive  oil. 
qualify  for  a  "no  cholesterol"  claim  (Ref. 
6).  Accordingly,  the  agency  is  denying 
the  requests  to  change  the  threshold. 

Finally,  the  agency  is  not  persuaded 
that  it  is  necessary  for  the  threshold  to 
have  a  second  criterion.  The  agency 
proposed  a  second  criterion  of  6  percent 
or  less  saturated  fat  on  a  dry  weight 
basis  in  the  July  19. 1990,  tentative  final 
rule  (55  FR  29456).  In  response  to 
comments.stating  that  the  second 
criterion  was  unnecessary  and  would 


unfairly  penalize  foods  that  have  a  high 
moisture  content,  the  agencyproposed 
to  eliminate  this  provision.  The  agency 
still  agrees  that  this  provision  is 
unnecessary  and  is  not  persuaded  by  the 
comments  herein  to  reverse  this  action. 

117.  At  least  one  comment  suggested 
that  a  food  bearing  a  "cholesterol  fne" 
claim  should  have  a  3  g  limit  on  fat 
content.  Another  comment  believed  that 
such  a  food  should  be  "fat  free." 

The  agency  disagrees  with  these 
comments  because  it  has  concluded  that 
disclosure  of  fat  on  a  food  bearing  a 
"cholesterol  free"  claim  is  preferable  to 
a  fat  limit  as  fully  discussed  in  response 
to  comment  143  of  this  document.  The 
agency  does  not  find  that  a  cholesterol 
claim  on  the  label  of  a  food  containing 
high  levels  of  fat  is  misleading  when  the 
fat  amount  is  disclosed  in  proximity  to 
the  claim  because  total  fat  per  se  does 
not  affect  blood  cholesterol  levels. 

118.  A  few  comments  stated  that  a 
"cholesterol  free"  claim  is  misleading 
on  a  product  that  contains  trans  fatty 
acids.  These  comments  stated  that 
consumers  select  foods  that  contain  no 
cholesterol  to  lower  their  blood 
cholesterol  levels  and  argued  that  trans 
fatty  acids  increase  these  levels. 

The  agency  understands  the  concerns 
about  trans  fatty  acids  expressed  in 
these  comments  and  has  requested  data 
on  this  issue.  However,  as  discussed  in 
comment  111  of  this  document,  a 
review  of  the  information  submitted  and 
of  the  published  literature  shows  that 
the  evidence  that  suggests  that  trans 
fatty  acids  raise  serum  cholesterol 
remains  inconclusive,  as  fully  discussed 
in  the  final  rule  on  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  the  Federal  Register.  For  this 
reason  the  agency  believes  that  a  "no 
cholesterol"  claim  on  a  food  containing 
trans  fatty  acids  is  not  misleading. 
Accordingly,  the  agency  is  making  no 
change  in  the  final  rule  in  response  to 
these  comments.  However,  as  explained 
in  comment  111  of  this  document,  the 
agency  has  included  a  limit  for  trans 
fatty  acids  as  a  criterion  for  a  "saturated 
fat  free  claim."  because  of  the 
implications  of  that  claim  and  the 
particular  importance  of  that  claim. 

2.  Low 

In  the  general  principles  and  fat/ 
cholesterol  proposals  (56  FR  60421  and 
60478).  FDA  proposed  to  define  the 
term  "low"  for  total  fat.  saturated  fat. 
cholesterol,  sodium,  and  calories.  The 
agency  stated  that  it  did  not  believe  that 
the  term  "low"  should  necessarily  mean 
that  a  nutrient  is  present  in  a  food  in  an 
inconsequential  amount,  as  with  "free." 
but  rather  that  the  selection  of  a  food 
bearing  the  term  should  assist 


consumers  in  assembling  a  prudent 
daily  diet  and  in  meeting  overall  dietary 
recommendations  to  limit  the  intake  of 
certain  nutrients. 

FDA  proposed  the  terms  "little"  or 
"few,"  "small  amounts  of,"  and  "low 
source  of  as  synonyms  for  the  term 
"low"  and  specifically  requested 
comments  on  how  consumers 
commonly  understand  the  meaning  of 
all  these  terms.  The  agency  also  asked 
whether  the  terms  are  in  fact 
synonymous. 

FDA  also  proposed  that  "low"  claims 
used  on  foods  that  inherently  contain 
low  levels  of  a  nutrient  must  refer  to  all 
foods  of  that  type  and  not  merely  to  the 
particular  brand  to  which  the  labeling  is 
attached.  The  agency  requested 
comments  on  this  provision. 

a.  General  comments.  119.  A  few 
comments  addressed  the  concept  of 
using  2  percent  of  the  DRV  per  serving 
as  the  starting  point  in  defining  "low" 
claims.  These  comments  questioned 
FDA's  statement  that  2  percent  or  more 
of  the  DRV  is  a  "measurable  amount." 
They  said  that  amounts  under  this  level 
could  be  measured  accurately  as 
evidenced  by  the  fact  that  less  than  0.5 
g  of  fat  per  serving,  or  less  than  1 
percent  of  the  proposed  DRV.  is  the 
cutoff  proposed  for  the  "fat  free"  claim. 

The  agency  agrees  with  this  comment 
that  amounts  of  fat  less  than  2  percent 
of  the  DRV  for  this  nutrient  can  be 
measured  accurately.  The  agency 
believes  that,  in  general,  less  than  0.5  g 
of  fat  per  serving  represents  the  cutoff 
below  which  fat  cannot  be  measured 
accurately  in  all  food  matrices  and  thus 
was  the  level  chosen  to  define  "fat  free" 
(56  FR  60484,  November  27.  1991).  The 
agency  acknowledges  that  its  discussion 
of  a  "measurable  amount"  being  2 
percent  or  more  of  the  DRV  of  a  nutrient 
in  a  serving  of  a  food  is  not  clear  (56  FR 
60439).  This  terminology  was  taken 
from  §  101.3(e),  issued  in  1977,  which 
describes  how  foods  are  to  be  named, 
and  under  what  circumstances  the  word 
"imitation"  must  precede  the  name  of  a 
food  that  has  a  decreased  level  of  an 
essential  nutrient.  FDA  determined  that 
nutrients  present  at  a  level  of  2  percent 
or  more  of  the  U.S.  RDA  were  present 
in  a  "measurable  amount"  and  thus 
were  of  sufficient  importance  to  be 
considered  in  deciding  whether  a 
substitute  product  should  be  labeled  as 
an  "imitation." 

In  the  proposed  rule,  the  agency 
selected  less  than  2  percent  as  the 
starting  point  in  defining  "low"  claims 
based  on  the  precedent  established  in 
§  101.3(e)  that  a  decrease  of  a  nutrient 
in  a  food  by  this  amount  was  not 
sufficiently  important  to  the  diet  to 
justify  concern.  Thus,  the  agency 
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tentatively  concluded  that  this  level  was 
appropriate  to  use  in  defining  "low."  In 
this  context,  the  agency  did  not  mean  to 
imply  by  the  words  "measurable 
amount"  that  lower  amounts  coxild  not 
be  measured.  Given  this  explanation, 
the  agency  concludes  that  no  changes 
are  necessary  in  response  to  these 
comments. 

120.  At  least  one  comment  requested 
that  the  definitions  for  the  nutrient 
content  claims  "free"  and  "low"  not 
overlap.  For  example,  "low  cholesterol" 
shoula  be  defined  as  2  to  20  mg  of 
cholesterol  rather  than  less  than  20  mg 
of  cholesterol  per  serving. 

The  agency  agrees  that  a  "low"  claim 
on  a  prcxluct  that  could  make  a  "free" 
claim  could  be  confusing.  However, 
FDA  concludes  that  it  is  not  necessary 
to  make  these  definitions  mutually 
exclusive  because  it  is  unlikely  that  a 
"low"  claim  would  be  used  on  a  food 
that  is  eligible  to  bear  a  "free"  claim. 
Accordingly,  the  agency  is  denying  this 
request.  However,  the  agency  advises 
manufacturers  to  use  the  most 
appropriate  claim  to  avoid  confusion. 

121.  A  few  comments  requested  that 
FDA  define  "low  sugar."  One  comment 
requested  that  FDA  define  this  term  as 
3  g  or  less  of  sugar  per  serving  or  less 
than  or  equal  to  10  percent  sugar  for  the 
cereal  category.  This  comment  stated 
that  because  there  is  such  a  large 
number  of  products  from  which  to 
select,  it  is  important  that  cereals  that 
are  low  in  sugar  be  able  to  communicate 
this  fact  to  consumers.  Of  the  180 
products  that  label  sugar  content,  about 
20  percent  contain  3  g  or  less  of  sugar 
per  serving.  Also  the  comment  stated 
that  3  g  of  sugar  provide  12  calories, 
which  is  10  percent  of  the  calories 
contributed  by  a  typical  1-oiuice  serving 
of  cereal.  This  comment  also  requested 
that  "very  low  sugar"  be  defined  as  one- 
half  of  the  quantity  for  "low  sugar"  or 

1  g  or  less  of  sugar  per  serving.  Another 
comment  recommended  a  definition  of 
5  g  or  less  of  sugar  per  serving.  This 
comment  stated  that  presently  20 
percent  of  adult  caloric  intake  is 
attributed  to  sugar.  Using  an  arbitrary  25 
percent  decrease  in  this  level,  a 
reference  diet  of  2000  calories,  and  20 
servings  per  day,  the  comment 
computed  a  value  of  5  g  for  the  cutoff. 
Using  the  same  rationale,  this  comment 
requested  that  "very  low  sugar"  be 
defined  as  3  g  or  less  of  sugar  per 
serving. 

The  agency  does  not  believe  that  these 
comments  provide  an  acceptable  basis 
for  defining  "low  sugar."  The  fact  that 
20  percent  of  cereals  may  contain  3  g  or 
less  of  sugar  per  serving  is  not  a 
sufficient  reason  to  define  "low  sugar" 
in  this  manner,  even  for  cereal. 


Likewise,  a  value  based  on  a  25  percent 
decrease  from  current  intake  is  not  a 
siifficient  basis  to  define  this  term.  To 
be  consistent  with  the  approach  the 
agency  has  taken  for  other  "low" 
definitions,  a  definition  for  a  "low" 
level  of  sugar  would  have  to  relate  to  the 
total  amount  of  the  nutrient 
recommended  for  daily  consumption,  as 
discussed  in  the  general  principles 
proposal  (56  FR  60439).  However, 
because  the  available  consensus 
documents  do  not  provide  quantitative 
recommendations  for  daily  intake  of 
sugars,  FDA  is  not  proposing  a  reference 
value  for  this  nutrient.  The  agency 
concludes  that  without  a  reference  value 
for  sugar  intake,  the  term  "low  sugar" 
cannot  be  defined.  For  the  same  reason, 
the  agency  is  also  not  defining  the  term 
"very  low  sugar."  Accordingly,  the 
agency  is  not  accepting  the 
recommendations  of  this  comment.  The 
agency  points  out,  however,  that  much 
of  the  information  that  these  comments 
seek  to  convey  can  be  communicated  by 
use  of  a  "reduced  sugar"  or  "less,  sugar" 
claim  made  in  accordance  with  new 
§  101.62(c)(4). 

b.  Synonyms  for  low.  Several 
comments  discussed  synonyms  for  the 
descriptive  terms  "low"  and  "very  low" 
that  FDA  defined  in  the  general 
principles  and  fat/cholesterol  proposals. 
The  agency  notes  that  it  defined  "very 
low"  only  in  the  context  of  sodium 
claims  (i.e.,  "very  low  sodium"). 

122.  One  comment  offered  the  term 
"lowest"  as  a  synonym  for  "low"  and 
suggested  that  it  be  applicable  to  all 
nutrients  for  which  FDA  is  defining 
"low"  nutrient  content  claims. 

FDA  disagrees  with  this  comment 
because  "lowest"  is  a  comparative  term 
that  describes  the  position  of  a  product 
with  regard  to  one  or  more  of  its 
attributes  relative  to  that  of  other 
products  within  a  particular  category. 
Therefore,  FDA  believes  that  "lowest"  is 
not  an  appropriate  synonym  for  "low," 
and  the  agency  is  not  adopting  this 
suggested  term. 

123.  Two  comments  suggested  that 
terms  like  "short"  or  "small"  be 
permitted  as  synonyms  for  "low." 

These  comments  did  not  provide 
supporting  information  to  persuade  the 
agency  that  consumers  commonly 
understand  the  terms  "short"  or  "small" 
to  have  the  same  meaning  as  "low." 
Therefore,  FDA  is  not  providing  for  the 
use  of  any  of  these  terms  as  synonjrms 
for  "low"  at  this  time.  However  the 
agency  advises  that  interested  persons 
may  submit  a  synonym  petition  for  the 
use  of  any  of  these  terms  as  prescribed 
in  $  101.69  of  this  final  rule.  The  agency 
has,  however,  provided  for  the  use  of  "a 


small  amount  of  as  a  synonym  for 
"low." 

124.  One  comment  offered  the  terms 
"dab."  "dash,"  "hardly." 
"insignificant."  "minimum." 
"neghgible."  "next  to  nothing," 
"pinch."  "slight."  "smidgeon."  "tinge." 
"trivial."  "tiny."  "touch."  or  "very 
little"  as  synonyms  for  'Very  low." 

The  agency  notes  that  it  has  defined 
the  term  "very  low"  only  for  of  sodium 
content  claims  and  has  not  provided  for 
any  synonyms  for  this  term.  The 
comment  did  not  provide  supporting 
information  to  persuade  the  agency  that 
consumers  commonly  understand  the 
terms  "dab."  "dash."  "hardly." 
"insignificant."  "minimum." 
"neghgible,"  "next  to  nothing,"   - 
"puich,"  "slight,"  "smidgeon,"  "tinge," 
"trivial,"  "tiny,"  "touch,"  or  "very 
little"  to  have  the  same  meaning  as 
"very  low."  Therefore,  FDA  is  not 
providing  for  the  use  of  any  of  these 
terms  as  synonyms  for  "very  low"  at 
this  time.  However  the  agency  advises 
that  interested  persons  may  submit  a 
synonym  petition  for  the  use  of  any  of 
these  terms  as  prescribed  in  §  101.69  of 
this  final  rule. 

c.  Specific  definitions,  i.  Low  and  very 
low  sodium. 

125.  Some  comments  disagreed  with 
the  agency's  proposal  to  retain  140  mg 
as  the  level  for  "low  sodium, 
contending  that  the  basis  of  the 
definition  for  this  term  should  be 
consistent  with  that  for  other  nutrients, 
which  would  result  in  "low  sodium" 
being  defined  as  96  mg  or  less  per 
serving,  i.e.,  4  percent  of  the  DRV.  One 
comment  specifically  opposed  lowering 
the  criterion  to  96  mg  per  serving, 
noting  that  it  is  important  to  retain 
consistency  with  existing  definitions. 
Others  argued  that  the  sodium/salt 
sensitive  portion  of  the  population  is 
small  in  number,  so  that  there  would  be 
little  pubhc  health  benefit  in  reducing 
the  "low  sodium"  definition.  Other 
comments  generally  contended  that 
consumers  are  familiar  with  140  mg 
through  its  widespread  use  in 
describing  "low  sodium"  foods  over  the 
last  8  years,  and  that  there  have  been  no 
apparent  problems.  One  comment 
proposed  that  "low  sodium"  claims 
should  be  allowed  on  foods  containing 
10  percent  of  the  DRV.  per  serving  or 
per  100  g.  It  provided  no  basis  for  this 
suggestion  which  would  result  in 
increasing  the  cutoff  level  for  "low 
sodium"  foods  from  140  mg  to  240  mg. 

The  agency  has  reviewed  the 
comments  and  is  not  persuaded  to 
change  the  proposed  definition  for  "low 
sodium."  As  discussed  in  the  general 
principles  proposal  (56  FR  60421  at 
60441)  and  noted  by  some  of  the 
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comments,  the  descriptive  terms  for 
sodium  have  been  in  use  for 
approximately  8  years,  and  the  agency 
believes  that  consumers  are  familiar 
with  them.  In  general,  comments 
received  in  response  to  the  1989 
ANPRM  and  at  the  public  hearings  that 
followed,  did  not  indicate  a  need  for 
change,  and  most  of  the  comments  to 
this  rulemaking  supported  the  existing 
criteria,  even  though  it  was  not  derived 
In  the  same  manner  (i.e.,  which  would 
have  yielded  a  value  of  96  mg  per 
serving)  as  other  "low"  claims. 

The  agency  also  disagrees  with 
comments  suggesting  a  definition  for 
"low  sodium"  of  240  mg  per  serving.  If 
the  definition  were  established  at  this 
level,  a  person  could  easily  exceed  the 
DRV  for  sodium  (e.g.,  if  more  than  10 
foods  are  consumed  per  day  which  are 
"low  sodium").  This  result  would  be 
inconsistent  with  dietary 
recommendations  and  with  the 
approach  that  FDA  is  taking  in  defining 
other  terms.  As  discussed  in  the  general 
principles  proposal  (56  FR  60421  at 
60439).  the  agency  believes  that  the 
selection  of  a  food  bearing  the  term 
"low"  should  assist  consumers  in 
assembling  a  prudent  daily  diet  and  in 
meeting  overall  dietary 
recommendations  to  limit  certain 
nutrients.  Therefore,  the  agency  is 
retaining  its  criteria  for  "low  sodium" 
claims. 

126.  Many  comments  agreed  with  the 
proposed  definition  for  "very  low 
sodium,"  stating  that  it  is  useful  and  has 
come  to  be  understood  by  consumers. 
However,  one  comment  stated  that  the 
term  is  not  necessary. 

The  agency  has  reviewed  the 
comments  and  is  not  persuaded  to 
change  the  proposed  definition  for 
"very  low  sodium."  "Very  low  sodium 
foods"  will  be  useful  to  individuals  in 
the  population  wishing  to  reduce  their 
total  sodium  intake  to  a  more  moderate 
level  and  will  be  especially  useful  to 
individuals  on  mediccdly  restricted  diets 
(see  56  FR  60441).  In  general,  comments 
received  in  response  to  the  1969 
ANPRM  and  at  the  public  hearings  did 
not  indicate  a  need  for  change,  and  most 
of  the  comments  to  this  rulemaking 
supported  keeping  the  existing  criteria. 
Therefore,  the  agency  is  retaining  35  mg 
as  the  eligibihty  level  for  "very  low 
sodium"  claims. 

a.  Low  calorie.  127.  Many  comments 
agreed  with  the  agency's  definition  of 
'low  calorie."  Some  comments, 
however,  disagreed.  One  comment 
suggested  that  "low  calorie"  be  defined 
at  4  percent  of  the  DRV  or  RDI,  rather 
than  the  2  percent.  One  comment 
suggested  that  the  maximum  calorie 
level  was  too  low,  and  that  only  a  few 


products  would  qualify  to  make  a  "low 
calorie"  claim. 

The  agency  agrees  with  the  majority 
of  the  comments  that  40  calories  or  less 
is  the  appropriate  per  serving  criterion 
for  the  "low  calorie"  definition.  FDA  is 
not  persuaded  by  the  comments  or  by  its 
own  review  of  the  calorie  content  of 
foods  (Ref.  18)  that  increasing  the  per 
serving  allowance  in  the  definition  of 
"low  calorie"  is  prudent  if  the  term  is 
to  be  useful  to  consumers  attempting  to 
control  their  intake  of  calories. 

As  explained  in  the  general  principles 
proposed  rule  (56  FR  60439),  FDA  is 
defining  a  "low"  claim  for  a  nutrient 
that  is  ubiquitous  in  the  food  supply  as 
an  amount  equal  to  2  percent  of  the  DRV 
for  the  nutrient.  While  a  DRV  for 
calories  has  not  been  established.  FDA 
used  a  reference  caloric  intake  of  2,350 
calories  for  reviewing  the  definition  of 
"low  calorie"  and  for  establishing  DRV's 
for  other  nutrients.  As  discussed  in  the 
RDI/DRV  final  rule  published  elsewhere 
is  this  issue  of  the  Federal  Register. 
FDA  has  changed  the  reference  caloric 
intake  to  2.000  calories.  Using  the 
general  approach  described  above.  2 
percent  of  2,000  calories  computes  to  40 
calories.  Accordingly,  the  agency  is  not 
changing  the  per  reference  amount 
criterion  for  the  definition  of  "low 
calorie." 

128.  One  comment  suggested  that  the 
definition  of  "low  calorie"  should  be 
based  on  foods  that  can  be  eaten  freely 
without  adding  significantly  to  the 
caloric  content  of  the  total  diet 

FDA  disagrees  with  this  comment. 
The  term  "calorie  bee"  already 
describes  foods  that  can  be  eaten  freely 
without  adding  significantly  to  the 
caloric  content  of  the  total  diet. 
Accordingly,  the  agency  is  not  defining 
"low  calorie"  in  this  manner. 

jjj.  Low  fat.  129.  Only  a  few  comments 
supported  proposed  §  101.62(b)(2)  that 
defines  "low  fat"  as  3  g  or  less  per    ' 
serving  and  per  100  g  of  the  food.  Most 
of  the  comments  on  this  issue  objected 
to  the  second  criterion  of  3  g  or  less  per 
100  g.  Some  of  these  comments 
suggested  alternatives  to  the  second 
criterion. 

The  second  criterion  for  the  term 
"low  fat,"  as  well  as  the  second 
criterion  for  the  other  "low"  terms,  has 
been  discussed  in  section  m.A.l.b.  of 
this  document  on  the  general  approach 
to  nutrient  content  claims.  In  this 
section,  the  agency  is  addressing  the 
comments  on  the  first  criterion  of  3  g  or 
less  per  serving. 

The  majority  of  the  comments 
recommended  that  "low  fat"  remain  at 
3  g  or  less  per  serving.  About  20 
comments  requested  that  the  cutoff  be  4 
g  or  less  per  serving.  These  comments 


argued  that  defining  "low  fat"  in  this 
manner  could  still  lead  to  a  significant 
reduction  of  fat  in  the  total  diet  as  well 
as  allow  more  flexibility  for  product 
development.  A  few  comments 
requested  that  the  cutoff  be  at  more  than 
4  g  per  serving. 

Some  of  the  comments  that  requested 
that  the  cutoff  be  4  g  or  less  presented 
the  following  rationale:  A  diet  of  2,350 
calories  per  day  with  30  percent  of 
calories  from  fat  allows  a  maximum  of 
78  g  of  fat  per  day.  The  typical  adult 
consumes  20  servings  of  food  per  day. 
These  comments  estimated  that  13  of 
these  servings  contain  fat.  Dividing  78  g 
by  13  gives  an  average  of  6  g  of  fat. 
Based  on  this  reasoning,  4  g  of  fat  would 
be  below  the  average  of  6  g  (a  1/3 
reduction)  and  could  be  considered  to 
be  "low  fat." 

These  comments  pointed  out  that  if 
each  of  13  servings  of  foods  contained 
4  g  of  fat.  the  total  amount  of  fat  would 
be  only  52  g,  well  short  of  78  g.  Another 
comment  based  its  calculations  on  10 
servings  of  food  containing  fat.  It 
observed  that  if  5  of  10  fat-containing 
foods  had  4  g,  they  would  provide  20  g 
of  fat  in  the  diet.  Thus,  the  other  5 
servings  could  contain  11  g  of  fat  each 
for  a  total  of  75  g,  which  was  the 
proposed  DRV  for  fat.  Other  comments 
stated  that  4  g  or  less  of  fat  per  serving 
is  appropriate  because  even  if  all  20 
servings  of  food  a  day  contained  4  g  of 
fat  (i.e.,  less  than  5  percent  of  the  DRV), 
the  daily  total  would  slightly  exceed  the 
DRV. 

The  agency  agrees  with  the  majority 
of  the  comments  that  3  g  or  less  of  fat 
is  the  appropriate  per  serving  criterion 
for  the  "low  fat"  definition.  FDA  is  not 
persuaded  by  the  comments  or  by  its 
own  review  of  the  fat  content  of  foods 
(Ref.  19)  that  increasing  the  per  serving 
allowance  in  the  definition  of  "low  fat" 
is  necessary  or  prudent  if  the  term  is  to 
be  useful  to  consumers  attempting  to 
control  their  intake  of  fat. 

As  explained  in  the  fat  and 
cholesterol  proposed  rule  (56  FR  60486), 
FDA  is  defining  a  "low"  claim  for  a 
nutrient  that  is  ubiquitous  in  the  food 
supply  as  an  amount  equal  to  2  percent 
of  the  DRV  for  the  nutrient.  To  arrive  at 
a  definition  when  a  nutrient  is  not 
ubiquitous,  the  agency  proposed  to 
increase  the  2  percent  amount  to  adjust 
for  such  a  nutrient's  uneven  distribution 
in  the  food  supply.  This  adjustment 
recognizes  the  practice  of  dietary 
planning  in  which  a  person  consumes, 
in  a  day.  a  reasonable  number  of 
servings  of  foods  labeled  as  "low." 
balanced  with  a  number  of  servings  of 
foods  that  do  not  contain  the  nutrient  in 
question  and  a  number  of  servings  of 
foods  that  contain  the  nutrient  at  levels 
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above  the  "low"  level  and  is  still  able 
to  stay  comfortably  within  the 
guidelines  of  the  various  dietary 
recommendations  (Refs.  7, 12,  and  17). 

With  respect  to  fat,  current  dietary 
guidelines  recommend  that  a  person 
consume  a  maximum  of  30  percent  of 
calories  from  fat,  which  in  a  diet  of 
2,000  calories  per  day  would  allow  for 
consumption  of  a  maximum  of  67  g  of 
fat  per  day.  FDA  is  adopting  this  value 
rounded  to  65  g  as  the  DRV  for  fat.  Two 
percent  of  the  DRV  is  1.3  g,  which 
rounded  to  the  nearest  one-half  g  would 
be  1.5  g. 

The  agency  is  not  using  1.5  g  as  the 
cutoff  of  a  "low  fat"  claim,  however, 
because  fat  is  not  ubiquitous  in  the  food 
supply.  Because  fat  is  not  ubiquitous 
but  is  found  in  more  than  a  few  food 
categories,  FDA  concludes  that  an 
appropriate  upper  limit  for  a  "low  fat" 
claim  should  be  set  at  two  times  2 
percent  of  the  DRV  or  3  g  per  serving. 
The  agency  remains  convinced  that  this 
amount  is  a  reasonable  definition  for 
^'low  fat"  because  an  average  level  of  3 
g  in  16  to  20  servings  of  food  per  day 
(balancing  the  number  of  foods  that  do 
not  contain  fat  with  those  that  contain 
higher  levels  of  fat  to  yield  an  average 
of  3  g  of  fat  per  serving)  would  supply 
48  to  60  g  of  fat  daily,  within  the  DRV 
of  65  g  of  total  fat.  An  average  level  of 
4  g  in  16  to  20  servings  would  supply 
64  to  80  g  of  total  fat,  exceeding  the 
DRV  Similarly,  an  average  of  5  g  would 
supply  80  to  100  g  of  fat.  For  this  reason 
the  agency  concludes  that  4  g  or  more 
of  fat  per  serving  is  not  an  appropriate 
definition  for  "low  fat."  Accordingly, 
the  agency  is  not  making  the  suggested 
change. 

130.  Some  of  the  comments  that 
requested  that  FDA  change  the 
definition  of  "low  fat"  (proposed 
§  101.62(b)(2))  to  4  g  or  less  of  fat  per 
serving  also  requested  that  FDA  define 
"very  low  fat."  They  stated  that  2  g  or 
less  of  fat  per  serving  could  be 
considered  "very  low  fat"  if  4  g  or  less 
of  fat  were  the  definition  of  "low  fat." 
One  comment  offered  the  rationale  that 
on  a  per  serving  basis,  "very  low  fat" 
should  be  0.5  g  to  2  percent  or  less  of 
the  DRV  (based  on  75  g  of  fat)  for  fat. 
and  "low  fat"  should  be  5  percent  or 
less  of  the  DRV. 

The  agency  is  rejecting  this 
recommendation  because  it  is  based 
upon  an  increase  in  the  proposed 
definition  of  "low  fat."  which  the 
agency  is  not  making  as  explained  in  the 
previous  comment.  Also,  as  discussed 
in  response  to  comment  124  of  this 
document,  additional  "very  low"  terms 
will  be  confusing  to  consumers. 
Accordingly,  the  agency  is  not  defining 
"very  low  fat." 


131.  At  least  one  comment 
recommended  that  "low  fat"  foods  be 
defined  only  as  those  foods  containing 
no  more  than  3  g  of  fat  per  100  g.  The 
reason  given  for  this  recommendation  is 
that  it  would  simplify  the  comparison  of 
foods. 

As  explained  in  response  to  a  similar 
suggestion  for  "fat  firee"  claims  (see 
comment  98  of  this  document).  FDA 
does  not  believe  that  this  approach 
alone  is  appropriate  for  the  definition  of 
nutrient  content  claims  because  it  does 
not  adequately  account  for  the  way 
foods  are  consumed. 

132.  A  few  comments  objected  to  the 
agency's  approach  of  defining  "low  fat" 
in  terms  of  g  of  fat  per  serving  (proposed 
§  101.62(b)(2)(i)).  One  comment 
recommended  that  a  "low  fat"  food  be 
defined  as  a  food  having  no  more  than 
30  percent  of  calories  derived  from  fat. 
Other  comments  recommended  limits  of 
25  percent  and  20  percent  of  calories 
derived  from  fat.  Similarly,  another 
comment  stated  that  a  "very  low  fat" 
food  should  have  no  more  than  10 
percent  of  calories  derived  from  fat. 

The  agency  disagrees  with  this 
suggestion  for  several  reasons.  Dietary 
recommendations  to  obtain  no  more 
than  30  percent  of  calories  from  fat  are 
aimed  at  the  total  diet,  not  at  individual 
foods.  The  agency  believes  that 
expressing  claims  in  terms  of  g  per 
serving  as  the  basis  for  ^11  "low" 
nutrient  content  claims  is  preferable 
because  this  amount  is  absolute.  The 
percent  of  calories  from  fat  varies 
disproportionately  with  the  total 
number  of  calories  in  a  food.  If  the 
number  of  calories  is  low,  the  percent  of 
calories  from  fat  can  be  relatively  high. 
For  example,  the  percent  of  calories 
from  fat  for  radishes  is  over  25  percent. 
Thus,  they  would  not  be  considered  a 
"low  fat"  food  using  one  of  the 
approaches  suggested.  In  fact,  radishes 
contain  only  about  0.3  g  of  fat  per 
serving  and  qualify  as  a  "fat  free"  food 
using  FDA's  approach.  Consequently. 
FDA  concludes  that  the  requested 
approach  can  be  extremely  misleading, 
especially  when  applied  to  certain 
categories  of  foods  that  are  consisteht 
with  recommended  diets  (e.g.,  fresh 
fruits  and  vegetables). 

Furthermore,  FDA  recognizes  that 
consumers  are  most  familiar  with 
nutrient  content  claims  being  expressed 
in  terms  of  g  per  serving.  Comments  that 
the  agency  has  received  in  response  to 
the  1989  ANPRM  and  in  the  public 
hearings  that  followed  also  supported 
continued  u.se  of  serving  sizes  in  the 
definition  of  nutrient  content  claims,  as 
did  the  lOM  report  (Ref.  14).  Finally, 
one  of  the  goals  of  nutrient  content 
claims  is  to  help  consumers  construct  a 


diet  that  is  consistent  with  dietary 
guidelines.  Claims  based  on  absolute 
per  serving  amounts  are  much  easier  to 
use  in  this  way  than  claims  based  on 
percentages  computed  for  the  individual 
food.  Accordingly,  the  agency  is  not 
defining  "low  fat"  in  terms  of  percent  of 
calories  from  fat. 

133.  A  number  of  comments 
suggested  that  FDA  should  vary  the 
quantitative  definition  of  "low  fat" 
according  to  food  category  and 
designate  as  "low"  those  foods  that  are 
relatively  low  compared  to  other  foods 
in  the  same  food  category.  In  support  of 
this  approach,  the  comments  argued 
that  a  single  criterion  may  cause 
consumers  to  avoid  food  categories  in 
which  no  foods  qualify  for  a  claim, 
making  the  task  of  educating  consumers 
about  appropriate  choices.within  those 
categories  more  difficult. 

The  agency  considered  this  approach 
and  is  rejecting  it  for  the  reasons 
discussed  in  the  general  principles 
proposal  (56  FR  60421  at  60439).  In 
summary,  the  agency  believes  that 
relative  claims  can  be  used  to  highlight 
certain  foods  in  the  same  food  category. 
The  use  of  different  criteria  for  "low  fat" 
foods  in  different  food  categories  would 
make  it  difficult  for  consumers  to 
compare  products  across  food  categories 
and  to  substitute  one  food  for  another  in 
their  diets.  Furthermore,  this  approach 
would  make  it  possible  for  some  foods 
that  did  not  qualify  to  use  the  nutrient 
content  claim  to  contain  less  fat  than 
foods  in  other  categories  that  did 
qualify.  FDA  has  received  many 
comments  asking  for  consistency  among 
nutrient  content  claims  to  aid 
consumers  in  recalling  and  using  the 
defined  terms.  In  addition,  the  lOM 
report  (Ref.  14)  recommended  such 
consistency.  None  of  the  comments 
provided  any  basis  for  why  these  factors 
should  not  be  controlling.  Accordingly, 
the  agency  will  not  vary  the  quantitative 
definition  of  "low  fat"  from  food 
category  to  food  category. 

134.  At  least  one  comment  suggested 
that  foods  be  described  as  "low  fat"  if 
they  contain  one-third  less  fat  than  the 
"regular"  food. 

HDA  disagrees  with  this  terminology 
because  it  believes  it  is  not  appropriate. 
However,  FDA  agrees  that  foods  with  a 
one-third  reduction  in  fat  content 
compared  to  an  appropriate  reference 
food  should  be  able  to  make  a  claim  and 
is  providing  in  new  §  101.62(b)(4)  that 
such  foods  may  be  described  as 
"reduced  fat"  or  "less  fat." 
Consequently,  the  agency  concludes 
that  no  change  is  warranted  in  response 
to  this  comment. 

135.  One  comment  suggested  that  a 
food  that  is  "low  fat"  should  also  be 


2338         Fedaral  Regiiter  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  RegulaUons 


"low  cholesterc^."  and  that  the 
descriptor  should  be  "low  fat/low 
cholesterol."  Using  the  same  rationale, 
the  comment  suggested  that  the  claim 
"fat  free/cholesterol  free"  be  used  in 
place  of  "fat  free"  and  "cholesterol 
free."  Another  comment  expressed 
concern  about  "fat  free"  being  used  to 
describe  foods  that  contain  high  levels 
of  cholesterol. 

The  agency  believes  that  this 
approach  is  overly  restrictive  and  is  not 
in  accord  with  section  403(r)(2){B)(ii)  of 
the  act.  which  provides  that  cholesterol 
should  be  identified  on  the  PDP  (i.e.. 

"See panel  for  information 

on  cholesterol  and  other  nutrients") 
only  at  levels  associated  with  increased 
risk  taking  into  account  the  significance 
of  the  food  in  the  total  diet.  The  agency 
has  determined  that  these  levels  for 
cholesterol  are  those  exceeding  20 
percent  of  the  DRV  or  60  mg  of 
cholesterol  per  reference  amount,  per 
labeled  serving  size,  or.  for  foods  with 
reference  amounts  of  30  g  or  less  or  2 
tablespoons  or  less,  per  50  g  of  food. 
Section  403(r)(2)(A)  of  the  act,  which 
makes  special  provisions  for  cholesterol, 
saturated  fat.  and  fiber  claims,  makes  no 
.such  provision  for  fat  claims. 
Accordingly,  the  agency  is  making  no 
change  in  response  to  these  comments. 
The  agency  notes  that  it  is  unaware  of 
any  "fat  free"  foods  that  contain  60  mg 
cholesterol. 

iV  Low  saturated  fat.  136.  The  agency 
received  several  comments  on  proposed 
§  101.62(c)(1)  which  defines  "low  in 
saturated  fat"  as  1  g  or  less  per  serving 
and  no  mora  than  15  percent  of  calories 
from  saturated  fatty  acids.  Most  of  the 
comments  supported  the  criterion  of  1 
g  or  less  per  serving.  Other  comments 
requested  that  the  cutoff  be  a  higher 
value.  One  comment  stated  that  this 
claim  should  be  defined  only  in  terms 
of  percent  of  calories  from  saturated  fat 
but  did  not  suggest  a  percentage. 
Another  comment  stated  that  it  would 
be  more  appropriate  to  permit  this  claim 
on  foods  that  are  high  in  total  fat  and 
relatively  low  in  saturated  fat  but  did 
not  make  a  specific  recommendation. 

The  second  criterion  for  the  term 
"low  in  saturated  fat"  is  discussed  in 
comment  137  of  this  document.  In  this 
section,  the  agency  is  addressing  the 
comments  on  the  first  criterion  of  1  g  or 
less  of  saturated  fat  per  serving. 

The  comments  recommending  a  cutoff 
of  2  g  per  serving  stated  that  this  value 
would  be  consistent  with  Canada's 
definition  of  "low  in  saturated  fat"  and 
with  the  proposed  saturated  fat 
threshold  on  cholesterol  claims.  They 
pointed  out  that  FDA's  rationale  for  the 
2  g  threshold  is  that  it  is  consistent  with 
current  dietary  recommendations  that 


10  percent  of  calories  come  fit>m 
saturated  fat.  One  comment  complained 
that  a  cutoff  of  1  g  would  result  in 
canola  oil  being  the  only  oil  able  to  bear 
this  claim.  The  comment  said  that  this 
oil  is  very  minor  in  both  production  and 
consumption  in  the  United  States.  It 
alleged  that  FDA  has  failed  to  recognize 
the  strong  body  of  scientific  evidence 
that  consumption  of  polyunsaturated  fat 
lowers  blood  cholesterol.  The  comment 
contended  that  in  terms  of  its  effect  on 
blood  cholesterol,  the  effect  of  the  low 
saturated  fat  content  of  canola  oil  is 
negated  by  its  polyunsaturated  fat 
content.  The  comment  said  that  it  has 
been  shown  conclusively  in  humans 
that  both  com  oil  and  soybean  oil  are 
better  than  canola  oil  in  lowering  serum 
cholesterol.  The  comment  argued  that 
the  proposed  definition  "is  clearly 
discriminatory,  arbitrary,  and  ill-serves 
the  U.S.  industry  and  the  consumer." 

Another  comment,  which  supported  a 
definition  of  2  g  or  less  of  saturated  fat 
per  serving  and  no  more  than  15  percent 
of  calories  from  saturated  fat.  presented 
data  that  it  claimed  showed  that 
saturated  fat  intake  both  for  the  total 
population  and  the  90th  percentile  is 
basically  identical  whether  the  first 
criterion  is  1  or  2  g  per  serving.  It 
concluded  that  a  cutoff  of  1  g  would 
unreasonably  restrict  consumer  choices 
of  foods  with  no  dietary  impact  on 
saturated  fat. 

The  agency  has  reconsidered  this 
issue  and  agrees  with  the  majority  of  the 
comments  that  1  g  or  less  is  the 
appropriate  per  serving  criterion  for  the 
"low  in  saturated  fat"  claim,  which  is 
the  proposed  value.  FDA  is  not 
persuaded  by  the  arguments  or  by  its 
own  review  of  the  saturated  fat  content 
of  foods  (Ref.  20)  that  increasing  the  per 
serving  allowance  in  the  definition  is 
necessary  or  prudent  if  the  term  is  to  be 
useful  to  consumers  attempting  to 
control  their  intake  of  saturated  fat.  FDA 
acknowledges  that  only  a  limited 
number  of  fats  and  oils  will  be  able  to 
make  this  claim  but  points  out  that  in 
addition  to  canola  oil.  high  oleic 
safflower  oil.  almond  oil,  apricot  kernel 
oil,  and  hazelnut  oil  qualify.  Also, 
mayonnaise  type  salad  dressing  and 
various  types  of  low  calorie  salad 
dressings  can  make  this  claim.  With 
respect  to  the  statement  that  com  ojl 
and  soybean  oil  are  better  than  canola 
oil  in  lowering  serum  cholesterol,  the 
agency  notes  that  this  statement  was  not 
supported  by  data  in  the  comment. 

As  explained  in  the  fat/cholesterol 
proposed  rule  (56  FR  60486)  end  in  the 
section  on  "low  fat"  in  this  final  rule. 
FDA  is  defining  "low  fat"  as  2  percent 
of  the  DRV  for  fat  times  two  to  adjust 
for  the  fat  distribution  in  the  food 


supply,  or  3  g  of  fat  per  serving.  Using 
the  same  approach  for  saturated  fat  and 
the  recommendation  of  current  dietary 
guidelines  (Refs.  7. 12,  and  17)  that  the 
consumption  of  saturated  fat  be  less 
than  10  percent  of  calories,  the  agency 
concludes  that  "low  in  saturated  fat" 
should  be  defined  as  1  g  or  less  per 
serving. 

This  conclusion  reflects  the  fact  that 
total  fat  and  saturated  fat  have  similar 
distributions  in  the  food  supply.  An 
FDA  analysis  has  determined  that  both 
total  fat  and  saturated  fat  are  present  in 
over  half  of  18  USDA-defined  food 
categories  (Ref.  21).  For  the  purpose  of 
that  analysis,  a  nutrient  was  considered 
to  be  "present"  in  a  food  catego.-y  if  over 
one-half  of  the  foods  in  the  category 
contained  2  percent  or  more  of  Iho 
proposed  DRV.  Further,  the  agency 
remains  convinced  that  this  amount  is 
a  rea.sonable  definition  for  "low  in 
.saturated  fat"  because  an  average  level 
of  1  g  in  16  to  20  servings  of  food  per 
day  would  supply  16  to  20  g  of 
saturated  fat  daily,  within  the  DRV  for 
saturated  fat  of  20  g  (§  101.9(c)(9)(i)).  An 
average  level  of  1.5  gin  16  to  20 
.servings  per  day  would  supply  24  to  30 
g  of  saturated  fat,  exceeding  the  DRV. 
Similarly,  an  average  level  of  2  g  would 
supply  32  to  40  g  of  saturated  fat.  For 
this  reason,  the  agency  concludes  that 
1.5  g  or  more  of  saturated  fat  per  serving 
is  not  an  appropriate  definition  for  "low 
in  saturated  fat."  Accordingly,  the 
agency  is  denying  the  requests  that  the 
cutoff  for  the  per  serving  criterion  be 
increased  or  eliminated. 

137.  Some  comments  recommended 
that  the  second  criterion  in  proposed 
§101.6;2(c)(l),  which  defines  "low  in 
saturated  fat"  as  1  g  or  less  per  serving 
and  no  more  than  15  percent  of  calories 
from  saturated  fatty  acids,  be 
eliminated,  and  a  few  comments 
suggested  that  it  be  changed  to  a  lower 

value. 

The  comments  that  recommended 
that  the  second  criterion  should  be 
eliminated  said  that  this  criterion 
prevents  claims  on  some  of  the  foods 
recommended  by  NCEP  for  lowering 
saturated  fat  intake.  Also,  one  comment 
pointed  out  that  when  fat  is  reduced  in 
a  food  that  is  relatively  low  in  saturated 
fat,  the  percent  of  calories  from 
saturated  fat  is  increased  (i.e..  a  food 
able  to  make  this  claim  could  be 
disqualified  by  fat  removal).  Other 
comments  stated  that  the  second 
criterion  is  not  needed  because 
manufacturers  will  no  longer  be  able  to 
manipulate  serving  size.  Furthermore, 
one  comment  contended  that  there  is  no 
evidence  that  foods  that  are  nutrient 
dense  are  consumed  in  excess.  A  few 
comments  said  that  "percent  of  calories 
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from  saturated  fat"  should  apply  to  the 
total  diet,  not  to  individual  foods,  and 
that  15  percent  is  inconsistent  with  the 
guidelines.  Values  of  10  percent  and  7 
percent  were  recotnmenaed. 

The  agency  is  not  persuaded  by  the 
conunents  that  it  should  eliminate  the 
second  criterion  or  lower  this  value.  The 
■  agency  continues  to  believe  that  a 
second  criterion  is  needed  to  prevent 
misleading  "low"  claims  on  nutrient- 
dense  foods  with  small  serving  sizes. 
The  second  criterion  in  the  agency's 
definition  for  "low  in  saturated  fat"  is 
for  this  purpose.  A  general  discussion  of 
second  criteria  for  "low"  claims  may  be 
found  in  section  in.A.l.b.  of  this 
document. 

The  agency  agrees  with  the  comment 
that  "percent  of  calories  from  saturated 
fat"  generally  should  apply  to  the  total 
diet,  not  to  individual  foods.  For  this 
reason,  the  agency  did  not  accept  the 
recommendation  that  a  "low  fat"  food 
should  be  defined  as  having  no  more 
than  30  percent  of  calories  derived  from 
fat  as  discussed  in  response  to  comment 
132  of  this  document.  The  agency  also 
pointed  out  in  comment  132  of  this 
document  that  for  a  given  level  of  fat, 
the  "percent  of  calories  from  fat"  varies 
with  the  total  number  of  calories  in  a 
food,  that  is,  this  approach  focuses  on 
the  relative  amount  of  the  nutrient 
present  in  the  food  rather  than  the 
absolute  amount.  If  the  number  of 
calories  is  low,  the  percent  of  calories 
from  fat  is  relatively  high.  The  percent 
of  calories  from  saturated  fat  can 
increase  either  by  increasing  the  amotint 
of  saturated  fat  or  by  decreasing  the 
amount  of  total  calories.  As  one 
comment  observed,  removal  of  fat  could 
make  the  percent  of  calories  &t)m 
saturated  fat  increase,  conceivably 
disqualifying  a  food  from  making  a  "low 
in  saturated  fat"  claim.  However,  as 
stated  above,  this  second  criterion  is 
necessary  to  prevent  misleading  "low  in 
saturated  fat"  claims.  As  explained  in 
the  fat  and  cholesterol  proposed  rule  (56 
FR  60478  at  60492),  the  agency  selected 
a  second  criterion  of  no  more  than  15 
percent  of  calories  from  saturated  fat 
because  it  tentatively  determined  that 
the  approach  used  in  selecting  the 
second  criterion  for  the  other  "low" 
claims  yielded  a  criterion  that  was  too 
restrictive  (i.e.,  less  than  1  g  of  saturated 
fat  per  100  g  of  food).  Qjnsequently, 
FDA  sought  a  different  approach  and 
considered  the  criteria  of  other  nations. 
FDA  found  merit  in  Canada's  approach 
of  no  more  that  15  percent  of  calories 
coming  from  saturated  fat,  although  the 
agency  does  not  agree  with  Canada's 
first  criterion  of  2  g  or  less  of  saturated 
fat  per  serving.  While  dietary 
recommendations  are  for  less  than  10 


percent  of  calories  in  the  diet  being 
provided  by  saturated  fat,  the  fiact  that 
satiu^ted  fat  is  not  ubiquitous  in  the 
food  supply  would  allow  higher 
amounts  in  those  foods  that  contain 
saturated  fats  to  balance  off  those  that 
are  lower,  resulting  in  a  total  daily  diet 
that  meets  dietary  recommendations. 

An  examination  of  food  composition 
data  (Ref.  20)  reveals  that  a  regulation 
that  allows  foods  containing  1  g  or  less 
of  saturated  fat  per  serving  and  no  more 
than  15  percent  of  calories  from 
saturated  fat  to  make  a  "low  in  saturated 
fat"  claim  results  in  a  reasonable 
number  of  foods  being  able  to  make  this 
claim.  These  foods  include  most  fruit, 
vegetables,  and  grains:  skim  milk  and 
other  dairy  foods  made  from  skinr  milk; 
a  few  nondairy  cream  substitutes  and 
dessert  toppings;  egg  substitutes; 
mayonnaise  type  salad  dressing,  low 
calorie  salad  dressings,  canola  oil,  and 
high  oleic  safflower  oil;  fish  and 
shellfish;  many  cereals,  broads,  and 
soups;  and  some  cookies  and  candies. 
However,  evaporated  milk,  non-dairy 
desert  toppings,  and  margarine  spreads 
will  not  be  able  to  make  a  "low  in 
saturated  fat"  claim  because  the  percent 
of  calories  from  saturated  fat  in  these 
foods  exceeds  15  percent.  "Low  in 
saturated  fat"  claims  on  these  foods 
would  be  misleading  because  they  do 
not  contain  especially  low  levels  of 
saturated  fat. 

The  agency  acknowledges  that  this 
definition  prevents  this  claim  frt)m 
appearing  on  some  of  the  foods  that 
NCEP  recommends  be  used  as 
substitutes  for  other  foods  in  achieving 
a  lower  intake  of  saturated  fat.  For 
example,  the  NCEP  recommends  using 
skim  or  1  percent  fat  milk  as  a  substitute 
for  whole  milk,  and  1  percent  fat  milk 
will  not  be  able  to  make  a  "low  in 
saturated  fat"  claim.  The  agency  agrees 
with  NCEP's  recommendations  but  does 
not  believe  that  all  such  substitute 
foods,  including  1  percent  fat  milk,  are 
necessarily  "low  in  saturated  fat."  The 
NCEP.  in  many  cases,  recommends 
selections  that  are  "lower"  in  fat  than 
the  foods  for  which  they  substitue  in  the 
diet.  The  agency  continues  to  believe 
that  this  claim  should  enable  consumers 
to  easily  identify  the  foods  that  contain 
especially  low  levels  of  saturated  fat, 
and  that  the  proposed  definition 
achieves  this  purpose.  Accordingly,  the 
agency  is  denying  the  re<jf^t  that  the 
second  criterion  of  no  more  than  15 
percent  of  calories  frt)m  saturated  fat  be 
eliminated  or  changed  in  value. 

138.  At  least  one  comment  requested 
that  FDA  eliminate  the  requirement  in 
proposed  §  101.62(c)  that  the  amount  of 
cholesterol  be  disclosed  in  proximity  to 
the  claim  "low  in  saturated  fat."  The 


comment  stated  that  disclosure  of 
cholesterol  is  unwarranted  because 
dietary  cholesterol  has  no  effect  on 
serum  cholesterol  levels.  Other 
comments  supported  the  proposed  rule 
with  respect  to  disclosure  of  cholesterol. 
At  least  one  comment  stated  that  the 
cholesterol  disclosure  is  too  lenient. 
This  comment  stated  that  a  "low  in 
saturated  fat"  claim  should  only  be 
allowed  on  foods  that  never  contain 
cholesterol. 

The  agency  points  out  that  the 
provision  on  the  disclosure  of 
cholesterol  with  a  "low  in  satxirated  fat" 
claim,  as  well  as  the  other  saturated 
fatty  acid  claims,  is  required  by  section 
403(r)(2)(A)(iv)  of  the  act.  Accordingly, 
the  agency  is  making  no  change  in 
response  to  these  comments.  The  effect 
of  dietary  cholesterol  on  serum 
cholesterol  levels  is  discussed  in 
response  to  comment  115  of  this 
document  requesting  that  all  cholesterol 
claims  be  banned. 

139.  A  few  comments  objected  to  the 
requirement  in  proposed  §  101.62(c)  that 
the  amotmt  of  fat  in  a  food  be  disclosed 
in  proximity  to  the  claim  "low  in 
saturated  fat."  One  comment  said  that 
this  provision  goes  beyond  the  demands 
of  the  1990  amendments  and  is 
unwarranted.  Another  comment 
requested  an  exemption  frt)m  fat 
disclosure  for  margarine.  The  comment 
said  that  it  is  unfair  because  disclosure 
is  not  required  for  butter.  One  comment 
stated  that  fat  disclosure  is  only 
necessary  for  products  that  contain 
excessive  fat.  The  comment 
recommended  that  fat  disclosure  be 
required  only  if  the  fat  level  exceeds 
11.5  g  per  serving  and  noted  that  such 
a  requirement  would  be  consistent  with 
the  level  at  which  fat  is  disclosed  with 
cholesterol  claims.  Comments  said  that 
at  the  very  least,  fat  disclosure  should 
not  be  required  at  levels  of  3  g  or  less 
per  serving  (i.e.,  a  "low  fat"  food  would 
not  have  to  have  a  fat  disclosure). 
Another  comment  recommended  that  if 
the  fat  level  of  a  food  exceeds  11.5  g  per 
serving,  the  label  should  state,  "high  in 
fat."  It  said  that  stating  the  amount  of  fat 
is  not  meaningful  to  most  consumers. 
Other  comments  supported  the 
proposed  rule  with  respect  to  disclosure 
of  fat. 

The  agency  agrees  that  this  provision 
is  not  required  in  the  1990  amendments 
and  is  persuaded  that  fat  disclosure 
should  not  be  required  at  levels  of  3  g 
or  less  per  serving.  The  agency 
concludes  that  such  disclostire  is 
unnecessary  because  3  g  or  less  is  the 
per  serving  criterion  for  the  term  "low 
fat."  A  consumer  who  does  not 
differentiate  between  a  "low  in 
saturated  fet"  and  "low  fat"  claim 
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would  not  be  misled  by  a  "low  in 
saturated  fat"  claim  as  long  as  the  fat 
level  of  the  food  is  3  g  or  less  per 
serving.  For  uses  of  "low  in  saturated 
fat"  on  foods  with  more  than  3  g  of  fat. 
disclosure  of  fat  content  is  required  to 
avoid  misleading  the  consumer.  For  this 
reason,  the  agency  is  denying  the 
requests  that  disclosure  of  fat  content  be 
required  only  when  the  fat  content 
exceeds  11.5  g  per  serving.  The  fat 
content  is  a  material  fact  at  levels  above 
3g  when  a  "low  in  saturated  fat"  claim 
is  made. 

Also,  the  agency  is  denying  the 
request  that  margarine  be  exempt  from 
fat  disclosure.  The  disclosure  of  total  fat 
on  foods  (except  foods  that  are  "low 
fat")  that  bear  a  "low  in  saturated  fat" 
claim  is  necessary  to  ensure  that 
consumers  who  do  not  differentiate 
between  a  "low  fat"  and  a  "low  in 
saturated  fat"  claim  are  not  misled  by 
the  latter  claim.  The  agency  notes  that 
butter  is  not  required  to  disclose  fat 
because  it  does  not  bear  a  "low  in 
saturated  fat"  claim. 

Finally,  the  agency  is  not  requiring 
that  the  label  of  a  food  with  a  "low  in 
saturated  fat"  claim  state  that  it  is  "high 
in  fat"  if  it  contains  more  than  11.5  g 
per  serving.  FDA  has  not  defined  "high 
in  fat."  In  addition.  11.5  g  was  the 
proposed  disclosure  level.  As  explained 
in  comment  13.  FDA  has  raised  the 
disclosure  level  to  13.0  g  of  fat. 
However,  to  require  a  "high  in  fat" 
statement  on  foods  that  bear  a  claim  and 
contain  more  than  that  level  of  fat 
would  be  inconsistent  with  the 
disclosure  concept  in  section 
403(r){2KB)  of  the  act. 

140.  At  least  one  comment  stated  that 
the  "low  in  saturated  fat"  claim  is 
misleading  on  a  food  that  contains 
hydrogenated  oil  (i.e.,  contains  trans 
fatty  acids). 

As  discussed  in  comment  111  and  118 
of  this  document,  the  evidence 
suggesting  that  trans  fatty  acids  raise 
serum  cholesterol  remains  inconclusive. 
For  this  reason,  the  agency  finds  that  it 
cannot  conclude  that  a  "low  in 
saturated  fat"  claim  on  a  food 
containing  trans  fatty  acids  is 
misleading.  Accordingly,  the  agency  is 
making  no  change  in  the  final  rule  in 
response  to  this  comment.  However,  as 
explained  in  comment  111  of  this 
document,  the  agency  has  included  a 
limit  for  trans  fatty  acids  as  a  criterion 
for  a  "saturated  fat  free  claim."  because 
of  the  implications  of  that  claim  and  the 
particular  importance  of  that  claim. 

141.  A  few  comments  requested  that 

" percent  unsaturated  fat"  be 

allowed  as  a  synonym  for  a  claim  about 
saturated  fot.  One  of  the  comments 
stated  that  without  the  ability  to  make 


this  claim,  there  is  an  economic 
incentive  for  manufacturers  to  substitute 
soybean  oil  for  canola  and  safilower  oil. 
They  said  the  data  do  not  support  FDA's 
concern  that  positive  claims  about  high 
fat  will  increase  consumption. 

The  agency  is  not  allowing  the  term 
"unsaturated  fatty  adds"  to  appear  in 
the  nutrition  label  because  of 
uncertainty  about  its  definition, 
specifically,  the  inclusion  of  trans 
isomers  of  monounsaturated  fat.  as 
discussed  in  the  final  rule  on  mandatory 
nutrition  labeling  published  elsewhere 
in  this  issue  of  the  Federal  Register. 
Therefore,  the  agency  concludes  that  it 
would  be  inappropriate  to  define  the 

term  " percent  unsaturated  fat." 

and  the  agency  is  denying  this  reauest. 

V.  Low  cholesterol.  142.  Only  a  few 
comments  supported  proposed 
S  101.62(d)(2)  that  defines  "low 
cholesterol"  as  less  than  20  mg  per 
serving  and  per  100  g  of  the  food.  Most 
of  the  comments  on  this  issue  objected 
to  the  criterion  based  on  weight,  and 
some  of  these  comments  suggested 
alternatives  to  this  criterion. 

The  weight-based  criterion  for  the 
term  "low  cholesterol,"  as  well  as  for 
the  other  "low"  terms,  has  been 
discussed  in  section  lU.A.l.b.  of  this 
document  on  the  general  approach  to 
nutrient  content  claims.  In  this  section, 
the  agency  is  addressing  the  comments 
on  the  criterion  of  less  than  20  mg  of 
cholesterol  per  serving. 

The  majority  of  the  comments 
recommended  that  "low  cholesterol" 
remain  at  20  mg  or  less  per  serving.  A 
few  comments  requested  that  the  cutoff 
be  a  lower  value,  and  a  few  other 
comments  wanted  a  higher  value.  The 
comments  favoring  a  cutoff  of  15  mg 
pointed  out  that  many  foods  consumed 
throughout  the  day  have  ingredients 
that  contain  cholesterol  (e.g.,  bread). 
They  stated  that  the  recommended 
intake  of  less  than  300  mg  of  cholesterol 
per  day  could  easily  be  exceeded  if 
these  foods  are  eaten  in  sufficient 
quantity.  One  of  the  comments  favoring 
a  cutoff  of  30  mg  also  believed  that 
"cholesterol  free"  should  be  less  than  5 
mg  per  serving.  The  comment 
contended  that  the  cutoff  for  "low 
cholesterol"  should  be  six  times  the 
cutoff  for  "cholesterol  fi-ee"  because  the 
cutoff  for  "low  fat"  is  six  times  the 
cutoff  for  "fat  free." 

The  agency  agrees  with  the  majority 
of  the  comments  that  20  mg  or  less 
cholesterol  is  the  appropriate  per 
serving  criterion  for  the  "low 
cholesterol"  definition.  As  explained  in 
the  fat/cholesterol  proposed  rule  (56  FR 
60478  at  60486),  FDA  considered  that  a 
"low"  claim  for  a  nutrient  that  is 
ubiquitous  in  the  food  supply  should  be 


an  amount  equal  to  2  percent  of  the  DRV 
for  the  nutrient.  To  arrive  at  a  definition 
when  a  nutrient  is  not  ubiquitous,  the 
agency  proposed  to  increase  the  2 
percent  amount  to  adjust  for  the 
nutriefft's  uneven  distribution  in  the 
food  supply.  If  the  nutrient  is  found  at 
measurable  levels  in  foods  from  only  a 
few  food  categories,  the  agency 
proposed  to  define  "low"  as  three  times 
2  percent  of  the  DRV.  Cholesterol, 
which  is  found  only  in  foods  of  animal 
origin,  is  in  this  group  of  foods.  The 
DRV  for  cholesterol  is  300  mg,  2  percent 
of  which  is  6  mg.  Therefore,  the  value 
for  "low  cholesterol"  computes  to  18 
mg,  which  rounded  to  the  nearest  5  mg 
increment,  is  20  mg  per  serving. 

Consequently,  the  agency  is  denying 
the  request  that  the  cutoff  for  "low 
cholesterol"  be  less  than  30  mg  because 
it  concludes  that  this  value  is  too  high 
to  be  useful  to  consumers  attempting  to 
control  their  intake  of  cholesterol. 
Moreover,  the  agency  disagrees  with  the 
rationale  presented  for  30  g  that  the 
cutoff  for  "low  cholesterol"  should  be 
six  times  the  cutoff  for  "cholesterol 
free"  based  on  a  value  of  5  mg.  because 
the  cutoff  for  "low  fat"  is  six  times  the 
cutoff  for  "fat  bee."  The  agency 
emphasizes  that  the  "low"  values  are 
derived  from  the  DRV's.  not  from  the 
limit  of  detection.  Also,  the  agency  is 
denying  the  request  that  the  cutoff  for 
"low  cholesterol"  should  be  less  than  15 
mg  on  the  basis  that  is  too  restrictive. 
Cholesterol  is  not  so  widespread  in  the 
food  supply  that  such  low  levels  are 
necessary  to  help  consumers  to 
structure  their  diets  to  be  consistent 
with  dietary  guidelines  for  cholesterol. 
A  "low  cholesterol"  claim  based  on  20 
mg  will  be  useful  to  consumers  in 
structuring  a  total  diet  that  is  consistent 
with  dietary  guidelines. 

Accordingly,  the  agency  is  not 
revising  the  final  rule  to  change  the 
amount  allowed  per  serving  for  a  "low 
cholesterol"  claim. 

143.  The  agency  received  relatively 
few  comments  on 'the  requirement  for 
disclosure  of  total  fat  with  cholesterol 
claims.  Some  of  the  comments 
supported  the  provision  of  the  proposed 
rule  that  the  amount  of  fat  must  be 
declared  next  to  a  cholesterol  claim  if 
the  fat  content  exceeds  11.5  g  per 
serving  or  per  100  g  of  food.  Other 
comments  favored  disclosure  at  other 
levels  of  fat,  including  all  levels  of  fat. 
while  some  comments  opposed 
disclosure  of  any  amount  of  fat.  One 
comment  said  that  disclosure  of  the 
amount  of  fat  would  not  be  useful  to  the 
average  consumer  and  suggested  the 
statement,  "this  product  is  not  low  in 
total  fat." 
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A  few  comments  stated  that  the  term 
"low  cholesterol"  on  the  label  of  a  food 
containing  high  levels  of  fat  is 
misleading,  even  if  the  amount  of  fat  is 
disclosed.  These  comments 
recommended  that  cholesterol  claims 
have  a  fat  threshold  above  which  claims 
are  disallowed.  One  comment  requested 
that  a  "low  cholesterol"  claim,  as  well 
as  a  "cholesterol  free"  claim,  not  be 
allowed  on  foods  containing  more  than 
3  g  of  fat  and  0.15  g  of  fat  per  g  of  dry  ' 
matter.  This  comment  argued  that  a 
limit  on  total  fat  is  needed  to  prevent 
manufacturers  from  meeting  the 
saturated  fat  threshold  by  replacing 
saturated  fat  with  trans  fatty  acids.  As 
discussed  in  response  to  comment  117 
of  this  document,  another  comment 
proposed  a  3  g  limit  on  fat  speciHcally 
for  "cholesterol  free"  claims  but  did  not 
refer  to  "low  cholesterol"  claims.  One 
other  comment  requested  that  a  "low 
cholesterol"  claim  not  be  allowed  on 
food  containing  more  than  5  g  of  fat  and 
more  than  20  percent  total  fat  on  a  dry 
weight  basis. 

The  agency  has  reviewed  this  issue 
and  continues  to  believe  that  fat 
disclosure  is  preferable  to  a  fat  limit 
above  which  the  claim  "low 
cholesterol,"  as  well  as  other  cholesterol 
claims,  cannot  be  made.  The  agency  has 
the  authority  under  the  act  to  establish 
a  fat  limit  with  cholesterol  claims. 
Section  403(r)(2)(A)(vi)  of  the  act  states 
that  a  nutrient  content  claim  "may  not 
be  made  if  the  Secretary  by  regulation 
prohibits  the  claim  because  the  claim  is 
misleading  in  light  of  the  level  of 
another  nutrient  in  the  food."  The 
agency  has  used  this  authority  to 
prohibit  cholesterol  claims  on  foods 
containing  more  than  2  g  of  saturated  fat 
par  serving,  which  is  discussed  in 
response  to  comment  116  of  this 
document.  However,  the  agency  does 
not  find  that  a  cholesterol  claim  on  the 
label  of  a  food  containing  high  levels  of 
fat  is  misleading  when  the  fat  amount  is 
disclosed  in  proximity  to  the  claim 
because  total  fat  per  se  does  not  affect 
blood  cholesterol  levels.  Thus, 
consumer  expectations  regarding  blood 
cholesterol  levels  are  met  as  long  as  the 
food  contains  the  requisite  amount  of 
cholesterol  and  2  g  or  less  of  saturated 
fat  per  serving. 

The  agency  proposed  that  amounts  of 
fat  exceeding  11.5  g  per  serving  or  per 
100  g  of  food  have  to  be  disclosed.  The 
11.5  g  amount  represents  15  percent  of 
the  DRV  for  fat.  Disclosure  of  the 
amount  of  fat,  rather  than  the  statement, 
"this  product  is  not  low  in  total  fat,"  is 
in  accordance  with  section 
403(r){2)(A)(iii)  of  the  act.  This  section 
states  that  the  amount  of  total  fat  shall 
be  disclosed  in  immediate  proximity  to 


a  cholesterol  claim  if  a  food,  taking  into 
account  its  significance  in  the  total  diet, 
contains  fat  in  an  amount  that  increases 
the  risk  for  persons  in  the  general 
population  of  developing  a  diet-related 
disease  or  health  condition. 

In  response  to  comments  requesting 
that  FDA  modify  the  disclosure  level  in 
§  101.13(h)  to  20  percent  of  the  DRV,  the 
agency  is  changing  the  final  rule  to 
provide  that  disclosure  levels  for  fat  are 
those  exceeding  13  g  of  fat  per  reference 
amount,  per  labeled  serving  size,  or,  for 
_foods  with  a  reference  amount  of  30  g 
or  less  or  2  tablespoons  or  less,  per  50 
g  of  food.  The  rationale  for  this  change 
is  presented  in  the  final  rule  on  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

144.  About  15  comments  opposed  the 
provision  in  proposed 
§  101.62(d)(l){ii)(E)  and  (d)(2)(ii)(E)  that 
the  amount  of  cholesterol  in  certain 
foods  bearing  "cholesterol  free"  or  "low 
cholesterol"  claims  must  be 
"substantially  less"  than  the  food  for 
which  it  substitutes  (i.e.,  it  must  meet 
the  requirements  for  a  comparative 
claim  using  the  term  "less"  in  proposed 
§  101.62(d)(5)(i)(A)).  The  foods  included 
were  those  that  contain  more  than  11.5 
g  of  fat  per  serving  or  per  100  g  of  food 
and  that  contain,  only  as  a  result  of 
special  processing,  an  amount  of 
cholesterol  per  serving  that  meets  the 
relevant  criterion  for  a  "free"  or  "low" 
claim.  The  proposed  requirements  for 
comparative  claims  that  apply  are  that 
the  food  contain  at  least  25  percent  less 
cholesterol,  with  a  minimum  reduction 
of  more  than  20  mg  cholesterol  per 
serving,  than  the  reference  food. 

The  majority  of  the  comments 
opposed  the  minimum  reduction  of 
cholesterol  of  more  than  20  n>g.  One 
comment  contended  that  the 
requirement  for  a  minimum  reduction 
goes  beyond  the  requirements  of  section 
403(r)(2)(A)(iii)(I)  of  the  act  that  the 
level  of  cholesterol  should  be 
substantially  less  than  the  level  usually 
found  in  the  food  or  in  a  food  that 
substitutes  for  the  food.  Many  of  these 
comments  opposed  this  minimum 
because  it  would  disallow  a  cholesterol 
claim  on  products  such  as  2  percent 
milk  that  has  up  to  95  percent  of  its 
cholesterol  removed.  These  comments 
also  opposed  the  proposed  saturated  fat 
threshold  because  the  dairy  products 
that  have  undergone  cholesterol 
removal  contain  more  than  2  g  of 
saturated  fat  per  serving.  These 
comments  requested  that  a  cholesterol 
claim  be  allowed  on  the  label  of  a  food, 
regardless  of  the  food's  fat  or  saturated 
fat  content,  provided  that  the  food  has 
at  least  33  percent  of  the  indigenous 


cholesterol  removed,  and  that  the 
content  of  total  fat  is  disclosed. 

At  least  two  comments  supported  the 
proposed  minimum  but  opposed  the 
disclosure  statement  (i.e.,  disclosure  of 
the  percent  that  the  cholesterol  was 
reduced,  the  identity  of  the  reference 
food,  and  quantitative  infonnation 
comparing  the  level  of  cholesterol  in  the 
product  per  serving  with  that  of  the 
reference  food).  At  least  one  comment 
opposed  the  required  minimum,  the  25 
percent  reduction,  and  the  disclosure 
statement.  This  comment  stated  that  the 
claims  "cholesterol  free"  and  "low 
cholesterol"  should  refer  to  an  absolute 
level  of  cholesterol  rather  than  to  a 
relative  level. 

The  agency  is  persuaded  by  these 
comments  that  the  minimum  reduction 
of  cholesterol  of  more  than  20  mg  is 
unduly  restrictive  because  it 
discriminates  against  products 
containing  relatively  small  amounts  of 
cholesterol.  Accordingly,  the  agency  is 
eliminating  this  requirement  in  the  final 
rule  for  the  "cholesterol  free"  and  "low 
cholesterol"  claims  as  well  as  for 
comparative  claims  (as  discussed  in 
response  to  comment  158  of  this 
document).  However,  the  agency 
continues  to  believe  that  "substantially 
less"  cholesterol  should  be  interpreted 
as  25  percent  less  cholesterol  than  the   . 
reference  food.  Twenty-five  percent 
represents  the  extent  of  reduction 
necessary  to  make  a  "less"  or  "reduced" 
claim.  Consequently,  the  agency  is 
denying  the  request  that  the  labeled 
food  contain  33  percent  less  cholesterol, 
or  that  no  reduction  in  cholesterol  be 
required. 

Furthermore,  under  section 
403(r)(2)(A)(iii)(II)  of  the  act.  the 
disclosure  statement  must  appear  in 
immediate  proximity  to  the  claim,  as 
proposed.  FDA  is  providing,  however, 
in  S  101.62{d)(l){ii)(F)(2)  and 
(d)(2)(iii){E)(2)  in  this  final  rule  that  the 
quantitative  information  comparing  the 
level  of  cholesterol  in  the  product  with 
that  of  the  reference  food  may  appear  on 
the  information  panel  in  conjunction 
with  nutrition  labeling.  The  agency  is 
making  this  change  in  §  101.13{j){2}(iv) 
to  prevent  label  clutter  on  the  PDF,  as 
discussed  in  response  to  comment  214 
of  this  document.  The  request  that  a 
cholesterol  claim  be  allowed  regardless 
of  saturated  fat  content  is  addressed 
elsewhere  in  this  document  (see 
comment  116  of  this  document),  as  is 
the  need  for  fat  disclosure  with 
cholesterol  claims  (see  comment  143  of 
this  document). 

w.  Lean.  145.  FDA  received  several 
comments  that  supported  use  of  the 
terms  "lean"  and  "extra  lean"  with 
FDA-regulated  meat  products  or  meal- 
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type  products  in  accordance  with 
deHnitions  of  these  terms  as  proposed 
by  the  Food  Safety  and  Inspection 
Service  (FSIS).  Meal-type  and  main  dish 
products  are  defined  and  fully 
discussed  elsewhere  in  this  Hnal  rule. 

One  comment  requested  that  FDA 
allow  use  of  the  terms  "lean"  and  "extra 
lean"  on  the  labels  of  fishery  products 
in  a  manner  similar  to  that  proposed  by 
FSIS.  The  comment  noted  that  the 
composition  of  some  fishery  products 
would  prevent  them  from  bearing  the 
nutrient  content  claim  "low  fat"  on 
their  labels  in  accordance  with  the 
definition  of  this  term  in  FDA's  fat/ 
cholesterol  proposal.  The  comment  also 
pointed  out  that  FDA's  general 
principles  and  fat/cholesterol  proposals 
did  not  provide  for  use  of  the  term 
"lean"  or  "extra  lean"  on  the  labels  of 
fish  products.  However,  if  these  foods 
were  considered  under  FSIS'  proposed 
regulation,  a  substantial  number  of  them 
would  qualify  for  use  of  the  term  "lean" 
or  "extra  lean"  on  their  labels. 

Another  comment  stated  that  FDA 
should  permit  product  lines  that  contain 
both  USDA-  and  FDA-regulated  meal- 
type  products  to  bear  descriptive  terms 
such  as  "lean"  and  "extra  lean"  that  can 
be  applied  to  the  entire  product  line  for 
labehng  and  advertising  purposes.  The 
comment  further  stated  that,  if  FDA 
does  not  allow  the  terms  "lean"  and 
"extra  lean"  on  food  products  regulated 
by  the  agency,  then  these  terms  will 
most  likely  not  be  used  on  any  meal- 
type  products.  The  comment  also  stated 
that  the  USDA  proposed  criterion  for 
saturated  fat  should  be  eliminated 
because  it  is  too  restrictive. 

These  comments  raise  an  issue  that 
FDA  finds  has  merit.  By  way  of 
background,  on  November  27, 1991. 
FSIS  published  a  proposed  rule  (56  FR 
60302)  on  nutrition  labeling  of  meat  and 
poultry  products.  In  that  proposal.  FSIS 
presented  definitions  of  the  descriptive 
terms  "lean"  and  "extra  lean"  that 
would  only  be  applicable  to  the  meat 
and  poultry  products  that  FSIS  regulates 
under  the  authority  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  601  et  seq.) 
and  the  Poultry  Products  Inspection  Act 
(21  U.S.C.  451  et  seq.).  FSIS  proposed 
that  the  term  "lean"  could  be  used  to 
describe  a  meat  or  poultry  product  that 
contained  less  than  10.5  g  fat.  less  than 
3.5  g  saturated  fat.  and  less  than  94.5  mg 
cholesterol  per  100  g.  The  term  "extra 
lean"  could  be  used  to  describe  a  meal 
or  poultry  product  that  contained  less 
than  4.9  g  fat.  less  than  1.8  g  saturated 
fat.  and  less  than  94.5  mg  cholesterol 
per  100  g.  FSIS  also  proposed  to  permit 
these  terms  to  be  used  to  describe  multi- 
ingredient  meal-type  products. 


Data  supplied  by  the  American  Heart 
Association  (AHA),  in  response  to  the 
April  2. 1991.  FSIS  ANPRM  (56  FR 
13564)  on  nutrition  labeling  of  meat  and 
poultry  products,  provided  the  basis  for 
the  criteria  that  FSIS  used  in  its 
proposed  definitions  of  these  terms. 
These  data  consisted  of  levels  for  total 
fat.  saturated  fat.  and  cholesterol  of 
selected  fresh  and  processed  "meat" 
items  (various  types  of  beef,  veal,  pork, 
lamb,  poultry,  and  fish)  on  a  "cooked 
weight"  basis.  Using  recommended  food 
consumption  patterns  and  dietary 
guidance  recommendations  as  bases, 
AHA  selected  threshold  values  for  fat, 
saturated  fat,  and  cholesterol  levels  of 
these  muscle  foods  on  a  1  oz  and  3  oz 
"cooked  weight"  basis.  Threshold 
values  for  "lean"  represent 
approximately  7  percent  fat  in  raw  meat 
and  10  percent  fat  by  weight  in  cooked 
meat.  Threshold  values  for  "extra  lean" 
represent  approximately  5  percent  fat  by 
weight. 

The  levels  in  FSIS'  proposed 
definitions  were  derived  by  converting 
AHA's  threshold  values  from  a  1  oz  to 
100  g  basis.  Upon  making  this 
calculation,  FSIS  found  that  the  values 
obtained  approximated  the  agency's 
criterion  for  use  of  the  terms  "lean"  and 
"extra  lean"  on  the  labels  of  meat  and 
poultry  products'as  discussed  in  a 
November  18,  1987,  FSIS  policy 
memorandum  70B(Ref  22). 

Based  on  comments  received  in 
response  to  its  nutrition  labeling 
proposal  (56  FR  60302).  FSIS.  in  a  final 
rule  published  elsewhere  in  this  issue  of 
the  Federal  Register,  has  changed  the 
rounding  rule  that  it  originally  used.  In 
addition,  FSIS  has  developed  modified 
criteria  for  levels  of  total  fat.  saturated 
fat.  and  cholesterol  such  that  the  ratio 
of  saturated  fat  to  total  fat  would  be  40 
percent  for  both  nutrient  content  claims. 
FSIS  considers  the  ratio  of  40  percent  to 
be  reasonable  because  it  is 
representative  of  the  ratio  of  saturated 
fat  to  total  fat  inherent  in  ruminant 
muscle.  Although  AHA's  suggested 
criteria  were  based  upon  fresh  and 
processed  cooked  meat  (cut  or  ground), 
in  its  final  rule.  FSIS  is  adopting  criteria 
on  an  "as  packaged"  basis  to  achieve 
consistency  with  that  agency's  past 
labeling  policy. 

Under  the  FSIS  final  rule,  to  bear  the 
term  "lean,"  a  meat  or  poultry  product 
must  contain  less  than  10  g  fat,  less  than 
4  g  saturated  fat,  and  less*than  95  mg 
cholesteroPper  reference  amount  and 
per  100  g.  To  bear  the  term  "extra  lean," 
the  product  must  contain  less  than  5  g 
fat,  less  than  2  g  saturated  fat,  and  less 
than  95  mg  cholesterol  per  reference 
amount  and  f>er  100  g  for  individual 
foods.  The  criteria  in  the  definitions  of 


these  terms  for  meal-type  products 
under  the  FSIS  final  rule  are  presented 
elsewhere  in  this  final  rule. 

The  comments  supporting  use  of  the 
terms  "lean"  and  "extra  lean"  on  the 
labels  of  meat  products  and  meal-type 
products  have  persuaded  FDA  to 
include  provisions  in  this  final  rule 
consistent  with  those  of  FSIS  to  provide 
for  use  of  the  terms  "lean"  and  "extra 
lean"  to  describe  certain  comparable 
foods  regulated  by  FDA  under  the  act. 
In  the  proposal,  FDA  solicited 
comments  on  whether  additional 
defined  terms  were  needed  (56  FR 
60421,  60431),  and  these  comments 
demonstrated  that  the  agency  needed  to 
add  terms  useful  for  these  types  of 
foods.  FDA  has  statutory  authority  to 
enforce  the  act's  provisions  that  prohibit 
misbranding  of  all  foods  except  for 
those  products  exempted  under  the  act 
(section  902  of  the  act  (21  U.S.C.  392)). 
Thus,  FDA  is  responsible  for  regulation 
of  the  labeling  of  certain  types  of  meat 
products  (e.g.,  seafood,  bison,  rabbit, 
game  meats)  not  regulated  by  USDA 
under  the  Federal  Meat  Inspection  Act 
(21  U.S.C.  601-623  et  seq.)  or  the 
Poultry  Products  Inspection  Act  (21 
U.S.C.  451-469)  or  in  situations  in 
which  these  products  are  not  subject  to 
USDA  regulation.  In  addition,  FDA  is 
responsible  for  regulation  of  meal-type 
products  not  regulated  by  USDA  under 
either  of  the  aforementioned  acts. 

The  agency  recognizes  that  seafood 
and  seafood  products  play  a  comparable 
role  in  the  diet  to  that  of  meat  and 
poultry  products  and,  like  meat  and 
poultry  products,  contribute  to  the  total 
dietary  intake  of  fat,  saturated  fat,  and 
cholesterol.  In  addition,  FDA-regulated 
meal-type  products  are  consumed  in  the 
same  manner  as  USDA-regulated  meal- 
type  products  covered  by  the  FSIS  rule. 
FDA  concludes  that  providing  for  use  of 
the  descriptive  terms  "lean"  and  "extra 
lean"  as  nutrient  content  claims  on  the 
labels  of  seafood  (including  finfish  and 
shellfish)  and  meal-type  products  that  it 
regulates  would  be  of  value  to 
consumers  in  maintaining  healthy 
dietary  practices.  The  terms  "lean"  and 
"extra  lean"  will  describe  foods  of  these 
types  with  relatively  lower  levels  of  fat, 
saturated  fat,  and  cholesterol.  In 
addition,  the  agency  recognizes  that  the 
same  conclusion  applies  to  other  meat 
products  regulated  by  FDA  (e.g.,  bison, 
rabbit,  game  meats). 

Analyses  of  FDA's  Food  Composition 
Data  Base  (Ref.  23),  which  is  based  on 
USDA's  Agriculture  Handbook  Number 
8  on  food  composition,  show  that  many 
fish/shellfish  products  (on  a  raw  basis 
with  a  reference  amount  of  110  g)  would 
qualify  to  bear  "lean"  or  "extra  lean" 
claims  under  FSIS'  definitions  of  these 
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terms  that  FDA  is  adopting.  Haddock, 
swordfish,  and  clams,  for  example, 
could  be  appropriately  labeled  as  "extra 
lean,"  while  Spanish  mackerel  and 
Bluefin  tuna  would  be  eligible  for  use  of 
the  term  "lean"  on  their  labels.  On  the 
other  hand,  neither  term  could  be  used 
on  such  seafood  items  as  shrimp, 
Chinook  salmon,  or  any  other  seafood 
item  with  a  composition  that  exceeds 
the  limits  on  the  levels  of  total  fat. 
saturated  fat,  or  cholesterol  established 
for  use  of  the  term  "lean."  Similarly,  for 
game  meats  and  related  FDA-regulated 
meat  products  (on  a  raw  basis  with  a 
reference  amount  of  110  g),  based  on 
data  from  USDA's  Agriculture 
Handbook  Number  8  on  food 
composition  (Ref.  24),  domesticated 
rabbit  could  be  differentiated  from  deer 
(venison)  because  domesticated  rabbit 
would  qualify  for  "lean"  and  deer  for 
"extra  lean." 

FDA's  action  in  promulgating 
equivalent  definitions  of  these  terms 
will  enable  consumers  to  compare  the 
nutritional  values  of  meat  products  and 
meal-type  products  that  may  serve  as 
substitutes  for  one  another  in  a  balanced 
diet.  Therefore,  FDA  is  including  in  this 
final  rule  §  101.62(e)  that  permits  use  of 
the  terms  "lean"  and  "extra  lean"  on 
individual  foods  and  on  meal  and  main 
dish  products.  Use  of  these  descriptive 
terms  for  FDA-regulated  meal  and  main 
dish  products  is  addressed  elsewhere  in 
this  final  rule.  Because  the  agency  is 
including  this  definition  in  me  final 
rule,  it  is  redesignating  proposed 
§  101.62(e),  a  provision  that  addresses 
misbranding,  as  §  101.62(0  in  the  final 
rule. 

FDA  recognizes  that  the  definitions  of 
"lean"  and  "extra  lean"  for  meat  items 
allow  this  claim  to  be  used  when 
cholesterol  levels  exceed  FDA's 
disclosure  levels  for  this  nutrient  in  the 
food  (i.e.,  60  mg).  The  agency 
considered  whether  to  prohibit  these 
claims  on  FDA-regulated  meat  products 
that  contain  greater  than  60  mg 
cholesterol.  However,  the  agency 
concluded  that  it  would  be  of  benefit  to 
consumers  to  permit  the  claim  on  meat 
products  that  have  a  cholesterol  content 
exceeding  the  disclosure  level  because 
the  claims  identify  foods  relative  to 
other  foods  in  this  broad  food  class  that 
contain  lower  amounts  of  fat  and 
saturated  fat.  Thus,  use  of  these  claims 
would  assist  consumers  in  selecting 
such  foods  in  constructing  a  total  diet. 
Furthermore,  when  the  cholesterol  level 
in  the  food  exceeds  FDA's  disclosure 
level.  §  101.13(h)  reouires  a  disclosure 
statement  referring  the  consumer  to  the 
nutrition  information  panel  for 
additional  information  about  cholesterol 
content. 


3.  "High"  and  "source" 

Section  3(b)(l)(A)(iii)(VI)  of  the  1990 
amendments  requires  that  the  agency 
define  the  term  "high."  Section 
403(r)(2)(A)(v)  of  the  act  states  that 
foods  bearing  a  "high"  claim  for  fiber 
either  must  he  "low"  in  fat,  or  their 
labeling  must  disclose  the  level  of  total 
fat  in  the  food  in  immediate  proximity 
to  the  claim  with  appropriate 
prominence.  In  the  general  principles 
proposal  (56  FR  60443),  the  agency 
proposed  definitions  for  "high"  and  for 
"source,"  terms  that  may  be  used  to 
emphasize  the  presence  of  a  nutrient. 

The  agency  proposed  in  §  101.54(a)  to 
exclude  total  carbohydrate  and 
unsaturated  fatty  acids  from  coverage 
imder  the  proposed  definition  for 
"high"  and  "source."  The  agency 
explained  that  a  nutrient  content  claim 
for  these  nutrients  would  be  misleading. 

The  agency  proposed  in  §  101.54(b)(1) 
that  the  terms  "high,"  "rich  in,"  or 
"major  source  of  may  be  used  to 
describe  the  level  of  a  nutrient  in  a  food 
(except  meal-type  products)  when  a 
serving  of  the  food  contains  20  percent 
or  more  of  the  proposed  RDI  or  the 
proposed  DRV  for  that  nutrient.  The 
agency  also  proposed  in  §  101.54(c)(1) 
that  the  terms  "source,"  "good  source 
of,"  or  "important  source  of  may  be 
used  to  describe  a  food  when  a  serving 
of  the  food  contains  10  to  19  percent  of 
the  proposed  RDI  or  the  proposed  DRV. 

The  agency  also  proposed  in 
§  101.54(d)  that  if  a  nutrient  content 
claim  is  made  with  respect  to  the  level 
of  dietary  fiber,  that  is,  that  the  product 
is  "high"  in  fiber,  a  "source"  of  fiber,  or 
that  the  food  contains  "more"  fiber,  and 
the  food  is  not  low  in  total  fat  as  defined 
in  proposed  §  101.62(b)(2).  then  the 
label  must  disclose  the  level  of  total  fat 
per  labeled  serving  in  immediate 
proximity  to  the  claim  and  preceding 
the  referral  statement  required  in 
§101.13. 

The  agency  requested  comments 
concerning  its  approach  of  limiting  the 
number  of  descriptors  that  emphasize 
the  presence  of  a  nutrient  to  two  levels. 
The  agency  explained  that  it  took  this 
approach  to  assist  consumer 
understanding  of,  and  confidence  in. 
nutrient  content  claims.  The  agency  also 
requested  comments  on  whether  an 
additional  term  describing  an  upper 
level  amount  of  a  nutrient  (such  as 
"very  high")  is  necessary  and 
appropriate.  The  agency  also  requested 
comments  on  the  use  of  synonyms  for 
terms  Uke  "high"  and  "source"  and  on 
consumer  understanding  of  the  terms 
proposed  as  synonyms  for  "high"  and 
"source." 


a.  Synonyms 

146.  A  few  comments  agreed  that 
"rich  in"  and  "major  source  of  are 
appropriate  synonyms  for  "high." 
However,  many  comments  disagreed 
with  the  proposed  synonyms.  Many  of 
the  latter  comments  stated  that  the 
agency  should  not  allow  use  of  any 
synonyms  because  the  use  of  synonyms 
will  be  very  confusing  to  consumers  and 
could  easily  mislead  them.  A  few 
comments  requested  the  additional 
synonym  "excellent  source  of  for 
"high." 

Other  comments  agreed  that  "good 
source  of  and  "important  source  of 
are  appropriate  synonyms  for  "source." 
However,  many  comments  disagreed 
with  the  proposed  synonyms.  A  few 
comments  requested  the  use  of 
additional  synonyms  for  "source"  such 
as:  "meaningful  source."  "significant 
source,"  "provides,"  and  "fortified 
with."  Some  stated  that  the  term 
"provides"  informs  consumers  that  the 
food  supplies  the  nutrient  in  question 
and  has  been  in  common  use  on  food 
labels  for  years  further  assuring 
consumer  familiarity  with  it.  Some 
stated  that  the  term  "fortified  with"  has 
also  been  used  on  food  labels  for  years, 
and  is  easily  understood  by  consumers. 

The  agency  notes  that  section 
3(b)(l)(A)(ix)  of  the  1990  amendments 
provides  that,  in  defining  terms  used  for 
nutrient  content  claims,  the  agency  may 
include  similar  terms  that  are 
commonly  understood  to  have  the  same 
meaning  as  defined  terms.  Thus,  the 
1990  amendments  clearly  give  the 
agency  the  authority  to  allow  for 
synonyms.  Moreover,  section 
403(r)(4)(A)(ii)  of  the  act  authorizes  any 
person  to  petition  the  Secretary  (and 
FDA,  by  delegation)  for  permission  to 
use  terms  consistent  with  those  defined 
by  the  agency  under  section 
403(r)(2)(A)(i).  Therefore,  it  is  clear  that 
the  act  contemplates  that  synonyms  can 
be  used.  Further,  the  agency  still 
believes,  as  stated  in  the  general 
principles  proposal  (56  FR  60421  at 
60444),  that  certain  synonyms  should  be 
allowed  in  order  to  provide  some 
flexibility  in  the  use  of  defined  terms. 

The  agency  has,  however, 
reconsidered  the  proposed  synonyms 
for  "high"  and  has  revised  some  of  them 
in  this  final  rule  to  include  terms  that 
it  believes  would  be  more  readily 
understood  by  consumers,  and  that 
convey  the  qualitative  aspects  of  "good 
source"  and  "high."  FDA  recognizes 
that  the  synonyms  it  is  providing  for 
involve  judgment  on  its  part,  and  that 
individuals  may  have  different  views  on 
appropriate  synonyms.  Nonetheless, 
FDA  believes  that  a  limited  number  of 
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synonyms  will  provide  P.exibility  for 
food  manufaciurars  in  making  claims 
and  has  endeavored  to  exercise 
reasonable  judgment  in  providing  for 
some  synonyms  while  avoiding  granting 
so  many  sjTionyms  as  to  promote 
consumer  confusion  about  their 
meaning. 

Thus,  in  §  101.54(b).  FDA  is  retaining 
"rich  in"  and  adding  "excellent  source" 
as  synonyms  for  "high."  The  agency  is 
also  providing  for  the  use  of  "contains" 
and  "provides"  as  synonyms  for  "good 
source"  in  §  101.54(c).  FDA  has  deleted 
the  proposed  syTionyms  "major  source 
of  for  "high,"  and  "important  soiuce 
of,"  for  "good  source."  FDA  notes  that 
the  terms  it  has  added  to  the  final  rule, 
"excellent  source,"  "contains."  and 
"provides"  are  terms  that  have  been 
used  in  the  past  and  thus  consumers 
will  be  familiar  with  them. 

b.  Definitions 

147.  Several  comments  agreed  with 
the  agency's  proposed  de^nition  of 
"high"  and  the  rationale  upon  which  it 
was  based,  while  other  comments 
disagreed  with  the  proposed  definition. 
A  few  of  the  comments  argued  that  20 
percent  of  the  KDl  or  DRV  is  too  high 
and  would  lead  to  little  consumer 
beneHt  because  few  foods  would  be 
eligible  to  bear  a  "high"  claim.  One 
comment  suggested  lowering  the 
eUgibility  level  to  15  percent  of  the  RDI 
or  DRV  so  that  more  products  would 
meet  the  definition  without  unnecessary 
supplementation. 

Tne  agency  recognizes  that  many 
foods  will  not  be  able  to  meet  the 
definition  for  "high."  However,  the 
agency  is  not  persuaded  by  comments 
suggesting  that  it  lower  the  eligibility 
level  in  the  definition  of  "high"  for  this 
reason.  The  agency  tentatively 
concluded  in  the  proposal,  and 
continues  to  believe,  that  a  criterion  of 
20  percent  or  more  of  the  RDI  or  DRV 

[>rovides  an  appropriate  basis  for  upp>er- 
evel  nutrient  content  claims. 

Furthermore,  ihe  agency  does  not 
agree  with  comments  that  few  foods 
would  be  eligible  to  bear  "high"  claims. 
In  arriving  at  a  definition  for  "high," 
FDA  used  its  food  composition  data 
base  to  examine  the  types  of  foods  that 
contain  nutrients  at  levels  that  meet  or 
surpass  20  percent  of  the  proposed 
reference  value  per  serving  (Ref.  35).  For 
the  majority  of  the  17  nutrients 
considered,  at  least  10  percent  of  the 
foods  in  the  data  base  contained  20 
percent  or  more  of  the  proposed  RDI  or 
DRV.  For  these  nutrients  there  was  at 
least  one  and  often  more  than  bne  food 
category  that  contained  a  substantial 
number  of  foods  containing  20  percent 
or  IT  ore  of  the  RDI  or  DRV.  Those 


nutrients  for  which  fewer  than  10 
percent  of  the  foods  in  the  data  base 
contain  20  percent  or  more  of  the  RDI 
or  DRV  were  calcium,  magnesium. 
copper,  manganese,  potassium, 
pantothenic  acid,  and  vitamin  A. 
However,  even  with  these  nutrients 
(with  the  exception  of  potassium),  there 
were  a  substantial  number  of  foods  in  at 
least  one  food  category  that  would 
qualif>'  for  "high"  claims  if  the 
proposed  definition  were  used. 

Tnus,  the  agency  concludes  that  the 
20  percent  eligibility  level  will  permit  a 
sufficient  number  of  food  items  to  bear 
a  "high"  claim  to  allow  consumers  to 
use  the  claim  in  selecting  a  varied  diet, 
and  that  this  level  provides  an 
appropriate  basis  for  upper-level 
nutrient  content  claims  and  can  readily 
be  used  by  consumers  to  implement 
current  dietary  guidelines.  Therefore, 
FDA  is  retaining  the  20  percent 
eligibility  levt-l  in  the  definition  of 
"high." 

148.  Several  comments  suggested 
lowering  the  eligibility  level  of  "high" 
and  "source"  for  dietary  fiber  claims. 
They  argued  that  the  proposed  lev^s  are 
too  restrictive  given  that  fiber  is  not 
ubiquitous  in  foods,  and  that  it  would 
preclude  some  good  sources  of  dietary 
fiber,  such  as  fruits,  vegetables  and 
whple  grain  breads,  from  bearing  a 
"high  fiber"  claim.  Suggested  levels 
were  as  follows:  "high"  as  3  g  and 
"source"  as  1  g  per  serving;  "high"  as 
more  than  4  g  and  "source"  as  2  to  4  g 
per  serving;  and  "high"  as  4  to  8  g  and 
"very  high"  as  greater  than  8  g  per 
serving. 

The  agency  has  reviewed  the 
comments  and  is  not  persuaded  to  lower 
the  eligibility  levels  for  "high"  or 
"source"  claims  for  dietary  fiber.  The 
agency  agrees  that  fiber  is  not 
ubiquitous  in  foods.  However,  FDA 
notes  that  there  are  some  fruits  and 
vegetables  that  do  qualify  for  "high." 
and  considerably  more  that  qualify  for 
"source."  claims  for  fiber  under  the 
proposed  definitions.  Based  upon 
nutrient  values  for  the  20  most 
commonly  consumed  raw  fruits  and  raw 
vegetables  (56  FR  60880.  November  27, 
1991,  and  corrected  at  57  FR  8174, 
March  6, 1992],  at  least  25  percent  of  the 
products  listed  would  be  able  to  meet 
the  proposed  definition  for  "source." 
Furthermore,  the  agency  believes  that  it 
is  important  to  maintain  consistency  in 
defining  terms  for  all  nutrients  and  food 
components.  Therefore,  FDA  is  making 
no  change  in  response  to  these 
comments. 

149.  A  few  comments  requested  that 
FDA  define  "high"  and  "source"  for 
soluble  and  insoluble  fiber.  The 
comments  stated  that  the  Expert  Panel 


on  Dietary  Fiber  for  the  Federation  of 
American  Societies  of  Experimental 
Biology  (FASEB)  estimates  that  the 
dietary  fiber  in  the  current  diet  is 
comprised  of  approximately  70  to  75 
percent  insoluble  fiber  and  25  to  30 
percent  soluble  fiber,  and  that  some 
individuals  are  seeking  products  with 
higher  levels  of  the  specific  fiber 
components. 

The  agency  has  established  a  DRV  for 
dietary  fiber  but  not  one  for  insoluble  or 
soluble  fiber  because  no  quantitative 
guidelines  for  daily  intakes  of  soluble 
and  insoluble  fiber  components  have 
been  established.  Therefore,  the  agency 
has  no  basis  on  which  to  define  "high" 
for  insoluble  and  soluble  fiber  and  has 
not  made  the  suggested  change. 

150.  One  comment  suggested  that 
"high"  and  "source"  claims  for  protein 
should  be  based  on  protein  quality  as 
well  as  level  because  such  claims  may 
be  misleading  if  a  food  contains  a  lower 
quality  protein.  The  comment  suggested 
as  a  second  criterion  that  a  "high"  in 
protein  claim  be  allowed  only  for  foods 
with  a  protein  digestibility-corrected 
amino  acid  score  (PDCAAS)  greater  than 
or  equal  to  40,  and  that  for  a  "source" 
of  protein  claim,  the  food  must  have  a 
PDCAAS  of  greater  than  or  equal  to  20. 

The  agency  notes  that  §  101.9(c)(7)(i), 
proposed  as  §  101.9(c)(8)(i),  provides 
that  the  percent  DRV  for  protein  must 
represent  the  corrected  amount  of 
protein  based  on  its  PDCAAS.  Thus,  the 
agency  has  already  factored  in  the 
PEXIAAS  (see  the  discussion  of  protein 
quality  in  the  Mandatory  Nutrition 
Labeling  proposal).  Therefore,  the 
agency  believes  that  adding  a  second 
criterion  based  on  the  PDCAAS  for 
"high"  and  "good  source"  in  protein 
claims  is  not  necessary.  To  determine 
whether  a  product  qualifies  for  a  claim 
as  "high"  in.  or  as  "good  source"  of. 
protein,  manufacturers  must  use  the 
percent  DRV  for  protein  in  a  food  that 
represents  the  corrected  amount  of 
protein  based  on  its  PDCAAS. 

151.  Some  of  the  comments 
recommended  defining  the  term  "very 
high"  to  provide  for  use  of  this  claim 
when  a  food  contains  30  percent  or 
more  of  the  RDI  or  DRV  per  serving,  so 
that  consumers  can  distinguish  between 
foods  with  "high"  levels  of  nutrients 
and  those  with  significantly  more.  Some 
comments  recommended  that  the 
agency  permit  the  term  "principal 
source"  as  a  synonym  for  "very  high." 
However,  a  few  comments  agreed  with 
the  agency's  position  that  the  term  "very 
high"  should  not  be  defined  because 
allowing  such  a  term  could  discourage 
consumption  of  a  wide  variety  of  foods 
In  favor  of  fewer  highly  fortified  foods 
and  supplements.  Other  comments 
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proposed  a  three-  or  four-  level  system 
for  claims  that  emphasize  the  presence 
of  a  nutrient.  One  suggested  a  three 
level  system  is  as  follows:  "source  of 
as  10  to  19  percent;  "good  source  of*  as 
20  to  49  percent;  and  "excellent  source 
of  as  50  percent  or  more.  A  suggested 
four-level  system  is  as  follows:  "source 
of  as  10  to  19  percent;  "good  source  of' 
as  20  to  34  percent;  "very  good  source 
of  as  35  to  49  percent;  and  "excellent 
source  of  as  50  percent  or  more. 
The  agency  has  reviewed  these 
comments  and  is  not  persuaded  that  it 
should  define  terms  that  correspond  to 
levels  of  a  nutrient  that  normally  do  not 
occur  naturally  in  foods,  e.g.,  "very 
high."  In  the  general  principles  proposal 
(56  FR  60421  at  60443).  the  agency 
stated  that  defining  a  term  such  as  "very 
high"  could  discourage  adherence  to 
current  dietary  guidelines  such  as  those 
stated  in  "Nutrition  and  Your  Health: 
Dietary  Guidelines  for  Americans"  (Ref. 
7),  which  emphasize  the  need  to  select 
a  diet  from  a  wide  variety  of  foods  and 
to  obtain  specific  nutrients  from  a 
variety  of  foods  rather  than  from  a  few 
highly  fortified  foods  or  supplements. 
The  comments  provided  no  information 
to  cause  the  agency  to  change  its 
position. 

r  152.  A  majority  of  comments  agreed 
With  the  agency's  proposed  definition 
for  "source,"  while  a  few  comments 
disagreed.  Generally,  the  latter 
comments  contended  that  the  agency 
should  not  define  "source"  because 
consumers  cannot  reasonably  be 
expected  to  distinguish  between  foods 
that  are  "high"  in  a  nutrient  as  opposed 
to  foods  that  are  simply  a  "source"  of 
a  nutrient. 

The  agency  agrees  that  consumers 
may  not  be  able  to  understand  the 
distinction  between  the  meanings  of 
"high"  and  "source."  For  example,  the 
term  "high"  has  a  quantitative 
connotation,  while  the  term  "source" 
merely  connotes  that  a  nutrient  is 
present  but  does  not  signify  the  quantity 
present.  Therefore,  the  term  "source" 
alone  does  not  enable  the  consumer  to 
conclude  that  the  level  of  nutrient 
present  is  less  than  "high."  However, 
the  agency  believes  that  the  terra  "good 
source"  conveys  the  appropriate 
information  for  a  midlevel  content 
claim,  i.e.,  that  a  dietarily  significant 
level  of  the  nutrient  is  present,  but  that 
the  level  present  is  not  exceptional  with 
respect  to  levels  naturally  found  in 
foods.  Therefore,  the  agency  is  revising 
in  §  101.54  the  primary  term  for 
midrange  nutrient  content  claims  from 
"source"  to  "good  source." 

Thus,  FDA  concludes  that  adopting  a 
two-level  approach  to  claims  that 
emphasize  the  presence  of  a  nutrient 


based  upon  "good  source"  (as  a 
replacement  for  "source")  and  "high"  as 
the  representative  terms  will  provide 
meaningful  information  to  consumers 
consistent  with  the  intent  of  these 
proposed  definitions. 

FDA  is,  however,  making  a  change  in 
§101.54.  In  proposed  §101. 54(a)(3), 
FDA  referred  to  §  101.36.  in  which  the 
agency  proposed  to  set  forth  the 
requirements  for  nutrition  labeling  of 
dietary  supplements.  In  October  of 
1992,  the  Dietary  Supplement  Act  of 
1992  was  enacted,  which  imposes  a 
moratorium  on  implementation  of  the 
1990  amendments.  In  response  to  this 
moratorium,  FDA  is  not  adopting 
§  101.36  at  this  time.  Therefore,  FDA 
has  deleted  the  reference  to  §  101.36 
from  §  101.54(a)(3).  FDA  intends  to 
revisit  this  issue  in  accordance  with  the 
provisions  of  the  Dietary  Supplement 
Act  of  1992. 

153.  One  comment  stated  that  for 
fresh  fruits  and  vegetables,  the 
eligibility  level  for  "source"  should  be 
5  percent  of  the  RDI  for  a  nutrient 
because  several  nutrients  occur 
naturally  in  fruits  and  vegetables  at 
levels  below  10  percent  of  the  RDI. 

The  agency  is  not  persuaded  that  the 
criteria  for  a  mid-range  nutrient  content 
claim  should  include  a  lower  eligibility 
-  level  for  fresh  fruits  and  vegetables.  As 
stated  in  the  general  principles  proposal 
(56  FR  60421  at  60444).  the  agency  has 
long  held  that  a  food  is  not  a  significant 
source  of  a  nutrient  unless  that  nutrient 
is  present  in  the  food  at  a  level  equal  to 
or  in  excess  of  10  percent  of  the  U.S. 
RDA  in  a  serving.  The  agency  is 
unaware  of  any  evidence  suggesting  that 
this  policy  should  be  changed,  and  none 
was  presented  in  any  comments  to  the 
proposal.  Therefore,  the  agency  is  not 
including  a  lower  eligibility  level  in  the 
definition  of  "source"  for  fresh  fruits 
and  vegetables. 

154.  Some  comments  disagreed  with 
the  agency's  exclusion  of  total 
carbohydrates  from  coverage  under  the 
proposed  definitions  for  "high"  and 
"source."  The  comments  stated  that 
"high"  and  "source"  should  be  defined 
for  complex  carbohydrates  because 
health  authorities  recommend  that 
consumers  increase  the  amount  of 
complex  carbohydrates  in  their  diets. 

The  agency  does  not  agree  that  it 
should  define  "high"  and  "good  source" 
for  complex  carbohydrates.  The  agen(;v 
has  concluded  that  it  is  unable  to  defin 
"complex  carbohydrates,"  as  discussed 
in  the  final  rule  on  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  the  Federal  Register.  Therefore, 
there  is  no  basis  for  nutrient  content 
claims  about  this  nutrient. 


155.  One  comment  suggested 
establishing  definitions  for  "source"  for 
polyunsaturated  fatty  acids  and 
monounsaturated  fatty  adds  because 
health  authorities  recommend 
increasing  the  intake  of  unsaturated  fat 
while  decreasing  the  intake  of  saturated 
fat. 

Because  the  agency  has  determined 
that  a  DRV  for  unsaturated  fat 
(including  polyunsaturated  and 
monounsaturated  fatty  acids)  is 
potentially  misleading,  as  explained  in 
the  RDI's  and  DRV's  final  rule, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  agency  concludes 
that  there  is  no  basis  for  defining  "high" 
and  "good  source"  for  unsaturated  fat. 

156.  A  few  comments  opposed 
proposed  §  101.54(d)  that  requires  that 
unless  a  food  meets  the  definition  for 
"low  fat"  (3  g  or  less  fat  per  serving  and 
per  100  g).  a  "high  fiber,"  "source  of 
fiber,"  or  "more  fiber"  claim  must  be 
accompanied  by  a  declaration  of  the 
amount  of  total  fat  per  serving  in 
immediate  proximity  to  the  claim  and 
preceding  the  referral  statement.  These 
comments  stated  that  this  provision 
targets  only  fat  as  an  unhealthy  nutrient, 
and  therefore  it  is  discriminatory  and 
anti-competitive. 

The  focus  on  fat  in  conjunction  with 
fiber  claims  derives  from  the  statute 
itself.  As  stated  above,  section 
403(r)(2)(A)(v)  of  the  act  provides  that  a 
claim  may  not  state  that  a  food  is  high 
in  fiber  unless  the  food  is  low  in  total 
fat,  or  the  label  discloses  the  level  of 
total  fat  in  the  food.  Thus,  §  101.54(d)  is 
required  by  the  statute,  and  the  agency 
is  retaining  this  requirement  in  the  final 
rule.  Moreover,  it  is  consistent  with  the 
statute's  focus  on  fat  in  conjunction 
with  fiber  claims  to  require  a  similar  fat 
disclosure  when  a  "good  source"  or 
"more"  claim  for  fiber  is  made. 

c.  relative  claims 

Sections  3(b)(l)(A)(iii)(III). 
(b)(l)(A)(iii)(IV).  and  (bKl)(A)(iii)(V)  of 
the  1990  amendments  require  that  the 
agency  define  the  terms  "light"  or  "lite" 
(referred  to  collectively  in  this 
document  as  "light"),  "reduced,"  and 
"less,"  unless  the  agency  finds  that  the 
use  of  any  of  these  terms  would  be 
misleading  under  section  403(a)  of  the 
act.  These  terms  are  used  for  comparing 
the  amount  of  nutrient  in  one  food  with 
the  amount  of  the  same  nutrient  in 
another  food  or  class  of  foods.  The 
comparisons  are  called  "relative 
ims."  In  the  general  principles 
pr^osal,  the  agency  proposed 
del^itions  for  "light,"  "reduced."  and 
"less,"  as  well  as  the  terms  "fewer"  and 
"more."  In  addition,  the  agency 
proposed  in  §  101.13(j),  requirements 
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specifying:  (1)  The  reference  foods  that 
may  be  usisd  as  a  basis  for  comparing 
the  level  of  nutrients  in  one  food  with 
the  level  of  those  nutrients  in  another 
food  for  the  various  types  of  relative 
claims:  (2)  the  information  about  the 
foods  being  compared  that  must 
accompany  the  claim:  and  (3)  the 
minimum  absolute  amount  of  a  nutrient 
by  which  the  food  must  difl^er  from  the 
reference  food  in  order  to  make  a 
relative  claim. 

The  definitions  for  relative  claims 
proposed  in  the  general  principles 
proposal  placed  "less"  (or  "fewer"), 
"reduced,"  and  "light"  on  a  continuum 
using  two  criteria,  both  of  which  a  food 
would  have  to  meet  to  bear  a  specific 
relative  claim.  First,  the  proposal  would 
have  required  that  a  food  be  reduced  in 
the  particular  nutrient  by  a  sped  Be 
minimum  percentage,  depending  on  the 
claim.  Secondly,  it  would  have  required 
that  the  level  of  a  nutrient  in  the  food 
be  reduced  by  a  minimum  absolute 
amount  (e.g..  3  g  C-il).  The  agency 
believed  that  such  a  regulatory  scheme 
would  limit  consumer  confusion  with 
respect  to  the  meaning  of  these  terms. 

To  provide  a  basis  by  which 
comparisons  between  two  foods  could 
be  made  using  relative  terms,  the  agency 
proposed  three  types  of  reference  foods 
(56  FR  60421  at  60445).  These  reference 
foods  were:  (1)  A  composite  value  of  all 
foods  of  the  same  type,  referred  to  as  an 
industry-wide  norm  (proposed 
§  101  13(i)(l)(i)),  which  could  be  used  as 
a  basis  of  comparison  for  ail  relative 
claims:  (2)  a  manufacturer's  regular 
product  (§  101  13(j)(l)(ii))  which  could 
be  used  for  "reduced."  "less,"  and 
"more"  claims:  and  (3)  a  food  or  class 
of  foods  whose  composition  is  reported 
in  a  current  valid  data  base  (proposed 
§  101.1 3(j){l)(iii))  for  use  with  "less" 
and  "more"  claims. 

However,  the  agency  acknowledged 
that  it  is  possible  that  because  of  the 
natural  vagaries  of  the  language  (56  FR 
60421  at  60458).  the  terms  "reduced" 
and  "less"  (or  "fewer")  may  have  no 
mnately  understood  differences. 
Consequently,  the  agency  acknowledged 
^that  any  proposed  regulatory  distinction 
between  the  two  terms  may  still  be 
misleading.  Therefore,  the  agency 
discussed  the  possibility,  as  an 
ahemative  approach,  of  providing  the 
same  definition  for  "reduced"  and 
"less"  and  requiring  information 
describing  exactly  how  the  foods  differ 
to  accompany  the  claim.  Under  this 
scheme,  the  percent  that  the  nutrient  in 
the  labeled  food  differed  from  the 
reference  food,  a  comfMrison  of  the 
actual  amounts  of  nutrient  in  the 
labeled  food  and  the  reference  food,  and 
the  identity  of  the  refierence  food  would 


have  been  conspicuously  disclosed  on 
the  POP  of  the  label.  The  agency  did 
not,  however,  discuss  what  reference 
foods  would  be  appropriate  as  the  basis 
for  these  claims  if  they  were  given  the 
same  definition.  In  the  proposal,  FDA 
discussed  the  possibility  of  publishing  a 
supplemental  notice  on  this  alternative. 
Although  a  document  was  drafted  and 
made  available  at  a  hearing  that  the 
agency  held  in  January  of  1992.  it  was 
never  published  in  the  Federal  Register 
and  thus  must  be  considered  a  draft. 
However,  the  agency  has  fully 
considered  comments  it  received  on  the 
alternative  approach  in  arriving  at  this 

final  rule. 

ft 

1   "Reduced"  and  "less"  (or  "fewer") 
a  CTeneml  pmvisions 

Relative  claims  have  traditionally 
been  defined  by  the  agency  using  a 
minimum  percentage  reduction.  Under 
existing  regulations,  to  make  a  "reduced 
sodium"  claim  or  a  "reduced  calorie" 
claim,  for  example,  the  food  must  be 
reduced  by  75  percent  in  sodium 
(§  101.13(a)(4))  or  33  1/3  percent  in 
calories  (§  105.66(d)).  Moreover,  in 
earlier  documents  on  cholesterol  claims, 
the  agency  proposed  to  require  that 
cholesterol  be  decreased  by  75  percent 
for  a  food  to  make  a  reduced  claim  (51 
FR  42584.  November  25.  1986:  55  FR 
29456.  July  19.  1990).  The  minimum 
percentage  reduction  has  been  used  by 
the  agency  to  ensure  that  the  level  of  the 
nutrient  that  is  the  subject  of  a  claim  in 
a  food  that  bears  a  claim  has  t)een 
de<:reased  by  a  significant  amount 
compared  to  the  reference  food. 

In  the  general  principles  proposal 
FDA  proposed  that  for  a  food  to  bear  the 
term  "reduced."  it  must  contain  at  least 
one-third  fewer  calories  or  50  percent 
less  fat.  saturated  fat.  cholesterol,  or 
sodium  than  the  reference  food.  To  bear 
the  term  "less"  (or  "fewer")  the  agency 
proposed  that  a  food  must  contain  at 
lea.st  25  percent  less  of  the  nutrient  than 
the  reference  food. 

However,  the  agency  was  concerned 
about  misleading  relative  claims  that 
highlight  a  decrease  in  the  amount  of  a 
nutrient  on  products  that  normally 
contain  only  a  small  amount  of  that 
nutrient.  For  example,  if  such  claims 
were  allowed  on  the  basis  of  a 
percentage  reduction  only,  a  food 
containing  50  calories  per  serving  could 
be  reformulated  to  contain  33  calories  (a 
one-third  reduction)  and  thereby  qualify 
to  make  a  "fewer"  claim.  The  agency 
was  concerned  that  such  claims  would 
be  misleading  because  the  difference  in 
the  amount  of  the  nutrient  would  be 
insignificant  with  respect  to  the  total 
daily  diet. 


To  ensure  that  claims  for  products 
having  relatively  small  amounts  of 
nutrient  not  bear  a  claim  unless  the 
difference  in  the  amount  of  nutrient  was 
significant  relative  to  the  total  daily 
diet,  the  agency  proposed  that  a  product 
also  be  reduced  by  an  absolute 
minimum  amount  in  order  to  bear  a 
claim.  The  agency  proposed  to  require 
that  the  minimum  reduction  necessary 
for  the  food  to  bear  a  relative  claim  be 
equal  to  the  value  of  "low"  for  that 
nutrient,  i.e..  a  reduction  of  at  least  40 
calories.  140  mg  of  sodium,  3  g  fat,  1  g 
saturated  fat.  or  20  mg  cholesterol. 
Consequently,  the  agency  proposed  that 
the  definitions  for  "reduced"  end  "less" 
claims  be  based  on  both  a  minimum 
percentage  difference  and  a  minimum 
absolute  difference  in  the  a.'nount  of  the 
nutrient. 

In  the  general  principles  proposal  (56 
FR  60421  at  60458).  as  discussed  above. 
FDA  also  requested  comment  on  an 
alternative  approach  under  which 
"reduced"  and  "less"  (or  "fewer") 
would  have  the  same  definition,  and 
there  would  be  a  numeric  disclosure  of 
the  actual  amount  and  the  percentage 
that  nutrient  in  the  labeled  food  differed 
from  the  reference  food  Under  this 
approach,  there  would  not  be  a  single, 
across-the-board  minimum  percent 
reduction  required  to  support  the  claim, 
but  any  claimed  reduction  or  difference 
in  the  level  of  a  nutrient  would  have  to 
be  large  enough  to  be  nutritionally 
significant. 

157.  Many  comments  said  that  there 
was  an  insufficient  distinction  between 
the  terms  "less"  and  "reduced"  to 
warrant  separate  definitions  for  these 
terms,  and  that  use  of  the  two  terms  was 
confusing.  They  suggested  that 
"reduced"  not  be  defined.  Other 
comments  suggested  that  "less"  (or 
"fewer")  was  the  redundant  term  and 
should  not  be  defined.  However,  many 
more  comments  stated  that  "reduced" 
and  "less"  should  have  the  same 
definition.  These  comments  said  that 
the  distinction  made  by  FDA  is  artificial 
and  confusing,  and  that  consumers  do 
not  understand  there  to  be  any  real 
distinction  between  the  two  terms. 
Many  comments  said  that  declaration  of 
the  extent  of  the  reduction  is  more 
meaningful  than  the  descriptive  term 
used  because  it  provides  more 
information  about  the  nutrient  content 
of  the  product.  Some  stated  that 
separate  definitions  would  make  it  more 
difficult  for  manufacturers  to  meet 
consumer  demand  for  modified 
products  that  comply  with  defined 
terms. 

The  agency  has  reviewed  these 
comments  and  is  persuaded  that  the 
terms  "less"  and  "reduced"  may  not 
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have  two  distinct  nutrition  meanings  to 
the  ordinary  consumer,  and  that, 
'  therefore,  it  could  be  confusing  if  the 
terms  were  to  have  two  distinct 
nutrition  definitions.  The  agency 
considered  eliminating  one  or  the  other 
of  these  terms  but  chose  not  to  do  so. 
Both  of  these  terms  are  listed  in  section 
3(b)(l)(A)(iii)  of  the  1990  amendments. 
While  FDA  could  have  decided  not  to 
define  one  of  the  terras  listed  in  that 
section  if  it  found  that  the  use  of  the 
term  would  be  misleading,  the  agency 
has  no  information  on  which  to  base 
such  a  conclusion  for  either  "less"  or 
"reduced." 

The  current  use  of  both  "reduced" 
and  "less"  suggests  that  both  terms  have 
a  place  in  the  market  The  terms  are 
commonly  understood  to  have  different 
meanings.  "Reduced"  applies  to  a 
characteristic  of  an  entity  that  has  been 
altered  with  the  resulting  entity 
differing  from  the  original  by  only  that 
alteration,  while  "less"  encompasses 
"reduced"  and  can  also  apply  to  a 
di  Terence  in  a  characteristic  between 
two  distinct  entities  (Ref.  25). 
Accordingly,  as  discussed  in  detail 
below,  the  agency  is  revising  new 
§§  101.60(b)(4).  101.61(b)(6). 
101.62(b)(4).  (c)(4).  and  (d)(4),  by 
providing  the  same  definition  for  the 
terms  "less"  (or  "fewer"  in  the  case  of 
calories)  and  "reduced,"  (See  comments 
158  through  160  of  this  document).  It  is 
also  deleting  the  separate  definition  for 
"less"  (or  "fewer'T  proposed  in 
§§  101.60Cb)(5),  101.61(b)(7). 
101.62(b)(5).  (c)(4),  and  (d)(5).  Instead  of 
distinct  definitions  for  each  of  the  two 
terms,  the  agency  will  rely  on  the 
information  that  accompanies  the  claim 
to  inform  consumers  of  the  levels  of 
reduction  of  a  nutrient  achieved  by  the 
labeled  food.  However,  as  is  discussed 
in  greater  detail  in  comment  204  of  this 
document,  the  agency  believes  that 
because  of  their  different  commonly 
understood  meanings,  the  two  terms 
may  not  always  be  used 
interchangeably. 

158.  There  was  only  limited  support 
for  the  definitions  proposed  for 
"reduced"  and  "less."  which,  would 
have  required  a  minimum  percentage 
reduction  and  a  minimum  absolute 
eduction  for  a  product  to  bear  such  a 
claim. 

Generally,  the  comments  expressed 
concern  that  the  two  part  definition, 
particularly  because  of  the  minimum 
absolute  reduction,  was  too  strict.  Many 
comments  opposing  the  minimum 
absolute  reduction  requirement 
guested  that  it  be  deleted  in  the  final 
rule.  These  comments  said  that  such  a 
requirement  discriminated  against 
products  with  small  serving  sizes.  They 


cited  situations  in  wliich  the  modified 
product  might  contain  substantially  less 
of  a  nutrient,  on  a  percentage  basis, 
compared  to  the  refiarence  food,  but 
where  the  labeled  food  did  not  contain 
an  amount  of  the  nutrient  sufficient  for 
the  food  to  be  reduced  by  the  minimum 
absolute  amount.  (One  comment  gave  as 
an  example,  a  serving  of  sour  cream  that 
contains  60  calories.  A  one-third 
reduction  is  20  calories,  which  is  only 
one-half  of  the  40  calories  proposed  as 
the  minimum  calorie  reduction 
necessary  in  order  to  make  a  claim.)  The 
comments  stated  that  although 
difi^erences  in  the  absolute  amoimt  of  a 
nutrient  in  such  products  might  be 
small,  the  nutritional  benefits  derived 
from  several  servings  of  similarly 
modified  foods  over  a  day  could  have  a 
significant  impact  on  the  level  of  the 
particular  nutrient  in  the  total  diet. 

Comments  suggested  a  %«ride  variety  of 
alternative  definitions,  including 
various  minimum  percentage 
reductions,  some  with  minimum 
absolute  reductions  and  others  without. 
Several  comments  that  supported  a 
definition  based  solely  on  a  minimum 
percentage  reduction  stated  that  such  a 
criterion  is  necessary  to  ensure  that 
claims  are  made  only  for  nutrient 
reductions  that  are  nutritionally 
significant,  especially  for  those  foods 
containing  large  amounts  of  a  nutrient. 
They  gave  as  examples  salty  soups 
having  1.000  mg  of  sodiiun  and  candy 
bars  with  300  calories. 

Only  a  few  comments  preferred  a 
minimum  absolute  reduction  over  a 
percentage  reduction  as  a  sole  criterion. 
However,  most  of  those  comments 
voiced  little  reason  for  their  preference. 
Of  those  commenting,  a  very  few  stated 
that  without  the  proposed  minimum 
reduction  requirements,  claims  might  be 
permitted  on  products  where  only  very 
small  reductions  were  made.  They  said 
that  if  the  products  were  already  very 
low  in,  or  bee  of,  the  nutrient,  such 
claims  would  be  misleading. 

A  few  comments  suggested  that  a 
minimum  absolute  reduction  other  than 
the  proposed  values  based  on  the 
definition  for  "low"  should  be  used  to 
control  claims  made  for  very  small 
nutrient  reductions,  e.g..  20  or  30 
calories,  instead  of  the  proposed  40 
calories;  1.5  or  2  g  fat  instead  of  3  g  fat; 
0.5  g  saturated  fat  instead  of  1  g:  35  or 
100  mg  sodium  instead  of  140  mg;  and 
10  or  15  mg  cholesterol  instead  of  20 

rag- 
Some  comments  suggested  that  there 

should  be  no  single,  across-the-board 

minimum  percentage  difiisrence  er 

minimum  absolute  reduction,  but  that 

there  should  be  a  general  requirement 

that  the  nutrient  reduction  be  large 


enough  to  be  nutritionally  significant. 
Others  suggested  that  "reduced"  or 
"less"  claims  be  permitted  for  any 
decrease  in  the  level  of  a  nutrient  in  a 
food  so  long  as  small  improvements  in 
a  product  were  not  exaggerated,  and  the 
absolute  difference  was  disclosed.  One 
comment  suggested  that  any  definition 
would  serve  as  a  floor  representing  the 
minimum  amount  of  reductions  that 
manufacturers  would  make,  and  that 
because  of  compeUUve  forces,  actual 
reductions  would  increase. 

The  agency  proposed  that  both  a 
minimum  percentage  reduction  of  a 
nutrient  in  a  food  and  a  minimum 
absolute  reduction  were  necessary  in 
order  to  ensure  that  meaningful 
reductions  in  the  amount  of  nutrient  in 
a  food  would  occur,  and  thereby 
increase  the  likelihood  that  selection  of 
nutritionally  reduced  foods  would  have 
a  positive  effect  on  an  individual's 
overall  dietary  intake  of  this  nutrient. 
The  agency  believed  that  a  minimum 
absolute  reduction  was  necessary  to 
ensure  that  relative  claims  were 
significant  and  would  not  be  made  on 
products  that,  although  they  had  a  large 
percentage  reduction,  had  only 
insignificant  changes  in  the  amount  of 
nutrient.  Such  reductions  could  occur  if 
relative  claims  were  based  only  on  a 
minimum  percentage  reduction  in 
products  that  normally  contain  only  a 
small  amount  of  the  nutrient  On  the 
other  hand,  the  agency  was  also 
concerned  that  products  containing 
large  amounts  of  a  nutrient  not  have 
insignificant  reductions  compared  to  the 
amount  of  nutrient  in  the  food  and  its 
overall  contribution  of  the  nutrient  to 
the  total  diet. 

The  comments  have  convinced  the 
agency  that  a  definition  using  both 
criteria  is  too  restrictive  and  will 
prohibit  claims  on  a  number  of  products 
that  are  useful  in  constructing  diets 
consistent  with  dietary  guidelines. 
However,  the  agency  is  not  convinced, 
nor  have  the  comments  supported  with 
data  or  other  information,  that  having 
no  minimum  criteria  will  provide 
sufficient  assiuance  that  reductions  in 
the  level  of  a  nutrient  will  be  sufficient 
to  prohibit  misleading  claims  by 
assuring  that  only  foods  with 
nutritionally  significant  reductions  may 
bear  a  "reduced"  or  "less"  claim. 
Without  such  criteria,  it  would  be 
difficult  to  ensure  that  nutrient 
reductions  in  a  product  were  large 
enough  to  be  significant  in  the  case  of " 
products  with  a  small  amoimt  of  a 
nutrient  or  sufficient  relative  to  the 
food's  contribution  of  the  nutrient  to  the 
total  diet  for  products  with  a  large 
amount  of  a  nutrient 
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In  addition,  the  agency  does  not  agree 
with  the  suggestion  that  additional 
labeling  can  be  used  to  counteract  a 
misleading  claim  that  is  used  to 
represent  a  truly  insignificant  reduction 
in  the  level  of  a  nutrient.  Stating  the 
absolute  amount  of  difference,  as 
recommended  by  the  comment,  would 
suggest  that  the  product  had  undergone 
nutritionally  significant  reductions 
when  it  had  not. 

Therefore,  FDA  concludes  that  it  is 
necessary  to  establish  sftecific 
requirements  to  define  when  the 
difference  in  the  level  of  a  nutrient  is 
large  enough  that  claims  about  the 
difference  are  not  misleading,  and  the 
terms  "less"  and  "reduced"  may  be 
used. 

The  agency  believes  that  of  the 
options  suggested  in  the  comments, 
either  a  percentage  reduction  or  a 
minimum  absolute  reduction  offers  the 
greatest  assurance  that  the  reductions 
achieved  will  be  nutritionally 
significant. 

The  agency  has  evaluated  both  types 
of  criteria.  If  an  absolute  minimum 
reduction  were  used  as  the  sole 
criterion,  there  would  always  be  a 
nutritionally  significant  change  in  the 
amount  of  the  nutrient  for  all  foods 
bearing  the  terms  "reduced"  or  "less." 
However,  the  agency  also  considered 
the  argument  that  was  strongly  made  in 
the  comments  that  a  minimum  absolute 
reduction  for  relative  claims  may 
unfairly  discriminate  against  products 
with  small  serving  sizes.  Furthermore, 
the  agency  is  persuaded  by  the 
comments  that  smaller  reductions,  in 
nutrient-dense  foods  traditionally  used 
in  small  amounts  for  example,  20 
calories  in  sour  cream  rather  than  40 
calories,  may  be  beneficial  to  consumers 
and  will  not  be  misleading  if  changes  in 
absolute  amounts  are  declared. 
Although  the  agency  remains  convinced 
that  only  claims  about  significant 
changes  in  a  product  should  be 
authorized,  it  acknowledges  that  for 
products  with  small  servings,  nutrient 
reductions  that  do  not  meet  the 
proposed  absolute  minimum  reduction 
requirements  can  be  significant  in  the 
context  of  a  daily  diet. 

Many  foods  with  small  serving  sizes, 
crackers  for  example,  may  be  consiuned 
several  times  throughout  the  day.  Thus, 
the  agency  agrees  that  the  small  absolute 
reductions  that  occxir  with  consumption 
of  each  serving  of  such  foods  may  have 
a  significant  cumulative  effect  on  the 
amount  of  a  nutrient  consumed  over  the 
course  of  a  day.  The  agency  understands 
that  label  claims  that  highlight  such 
changes  could  assist  consumers  in 
making  useful  changes  in  their  diet. 


However,  if  only  a  minimum  absolute 
reduction  is  required  in  order  for  a 
product  to  bear  a  "reduced"  or  "less" 
claim,  products  with  larger  serving  sizes 
that  contain  large  amounts  of  a  nutrient 
could  still  contain  a  large  amount  of  the 
nutrient  after  reduction. 

On  the  other  hand,  with  a  minimum 
percentage  reduction  requirement,  more 
products  containing  small  amounts  of  a 
nutrient  would  qualify  to  make 
"reduced"  or  "less"  claims  based  on 
smaller  absolute  reductions  in  the 
amount  of  a  nutrient  than  would  be 
permitted  under  the  requirements  of  the 
proposal.  Such  a  criterion  would  also 
require  larger,  more  nutritionally 
significant  changes  on  products 
containing  large  amounts  of  the 
nutrient. 

The  agency  has  carefully  weighed  the 
concerns  expressed  by  the  comments. 
The  agency  believes  that  the  terms 
"less"  and  "reduced"  should  be  used 
only  when  a  nutritionally  significant 
reduction  in  the  level  of  the  nutrient  has 
been  reached  so  as  not  to  mislead 
consumers  into  believing  that  a  product 
would  provide  nutritionally  significant 
reduction  in  the  level  of  a  nutrient  when 
it  would  not. 

The  agency  has  determined  that  it  is 
most  appropriate  to  require  a  minimum 
percentage  reduction  rather  than  a 
minimum  absolute  reduction  in  order 
for  a  product  to  bear  a  "reduced"  or 
"less"  claim  for  the  following  reasons. 
First,  the  use  of  a  minimum  percentage 
reduction  instead  of  a  minimum 
absolute  reduction  is  compellingly 
supported  by  comments  and  generally 
consistent  with  the  agency's  proposed 
approach.  Secondly,  it  will  allow  more 
foods  with  smaller  reductions  in  a 
nutrient  to  make  a  "reduced"  or  "less" 
claim.  By  eliminating  the  minimum 
absolute  amount  that  a  nutrient  must  be 
reduced  for  a  product  to  bear  a  claim, 
the  agency  believes  that  manufacturers 
may  have  an  additional  incentive  to 
produce  modified  products  that  are 
helpful  in  maintaining  healthy  dietary 
practices.  Although  these  changes  are 
smaller  per  product,  they  will 
cumulatively  contribute  overall  to 
reduction  in  the  amount  of  certain 
nutrients  in  the  diet.  Thirdly,  this 
approach  will  assure  nutritionally 
significant  changes  in  products 
containing  large  amounts  of  a  nutrient. 

Therefore,  FDA  concludes  that  it  is 
appropriate  to  require  a  minimum 
percentage  reduction  in  the  level  of  a 
nutrient  in  order  for  a  food  to  bear  a 
relative  claim.  Accordingly,  the  agency 
is  deleting  from  new  $  101.13(j)(3)  and 
from  the  regulations  on  claims  for 
specific  nutrients  (§S  101.60(b)(4), 
101.61(b)(6).  101.62(b)(4),  (c)(4),  and 


(d)(4)).  the  requirement  for  an  absolute 
reduction  in  the  level  of  a  nutrient  in 
order  for  the  food  to  bear  a  claim. 

159.  Several  comments  suggested  that 
to  prevent  relatively  small  quantitative 
reductions  from  being  touted  as  large 
percentage  reductions,  as  an  alternative 
to  a  minimum  absolute  reduction, 
"reduced"  and  "less"  claims  not  be 
permitted  on  products  if  the  reference 
food  qualifies  for  a  "low"  claim. 

The  agency  is  concerned  that  for 
products  in  which  the  level  of  a 
particular  nutrient  is  very  low.  requiring 
only  minimum  percentage  reductions 
would  mean  that  very  small, 
nutritionally  insignificant  changes 
could  be  made  in  the  amount  of  the 
nutrient,  and  the  product  would  still 
qualify  to  make  a  "reduced"  or  "less" 
claim.  It  agrees  that  the  suggested 
approach  would  provide  assurance  that 
the  changes  made  to  qualify  for  a 
"reduced"  or  "less"  claim  are  not  so 
small  as  to  not  be  nutritionally 
significant.  The  agency  notes  that  the 
value  for  "low"  is  the  level  at  or  above 
which  the  amount  of  a  nutrient  becomes 
significant  relative  to  the  total  diet.  A 
difference  between  two  foods  in  a 
nutrient  that  is  present  in  both  foods  at 
a  level  that  is  less  than  that  of 
nutritional  significance  is  not  a 
significant  difference.  Such  differences 
cannot  be  considered  meaningful 
relative  to  thejBverall  diet  because  even 
the  level  of  theilut^ent  in  the  reference 
food  is  so  low  that  the  impact  of  its 
consumption  on  total  dietary  intake  of 
the  nutrient  is  minimal. 

Thus,  the  agency  agrees  with  the 
comments  that  contended  that  it  would 
be  misleading  for  products  to  make  a 
relative  claim  if  the  nutrient  is  present 
at  a  "low"  level  in  the  reference  food. 
Consequently,  the  agency  is  prohibiting 
"reduced"  and  "less"  claims  that  are 
based  on  a  difference  from  a  reference 
food  that  meets  the  requirement  for  a 
"low"  claim  with  respect  to  the  nutrient 
in  question.  The  agency  is  revising  new 
§  101.13(i)(3)  to  include  this 
requirement. 

The  agency  believes  that  the  overall 
approach  described  above  will  provide 
the  best  balance  between  encoiiraging 
manufacturers  to  produce  foods  with 
significant  nutrient  reductions  by 
authorizing  them  to  tell  the  public  about 
the  products'  attributes  and  protecting 
consumers  frt>m  being  misled  by  claims 
directing  them  to  foods  that  are  not 
meaningfully  improved  in  nutrient 
content. 

160.  Many  comments  discussed  the 
percentage  that  a  food  should  be 
reduced  to  bear  a  "reduced"  or  "less" 
claim.  They  suggested  a  wide  range  of 
percentage  reductions,  from  a  SO 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations        2349 


percent  reduction  for  "reduced"  or 
"less"  for  all  nutrients  (including 
calories)  to  a  10  percent  reduction  for  all 
nutrients.  Some  comments  stated  that 
FDA  has  historically  used  a  10  percent 
reduction  as  the  minimum  amount 
required  for  nutritional  significance, 
and,  therefore,  it  was  an  appropriate 
basis  for  a  "reduced"  claim.  OUier 
comments  said  that  small  incremental 
nutrient  changes  such  as  10  percent  are 
beneficial  to  consumers  and  represent 
modifications  that  are  achievable.  The 
comments  argued  that  banning  label 
information  about  incremental  changes 
is  likely  to  hurt  consumers  and 
discourage  innovation. 

Many  other  comments  stated  that  a  25 
percent  reduction  was  an  appropriate 
minimum  reduction  requirement.  These 
comments  said  that  using  this  level 
would  allow  "reduced"  and  "less"  to 
have  the  same  definition  as  originally 
proposed  for  "less."  In  addition,  they 
said  that  a  25  percent  reduction  is  a 
nutritionally  significant  reduction. 

One  such  comment  said  that  there  is 
a  sound  scientific  foundation  upon 
which  to  require  a  minimum  percentage 
reduction  of  25  percent.  The  comment 
included  comparisons  of  target  daily 
intakes  to  current  intakes  and 
concluded  that  a  25  percent  reduction  is 
fully  consistent  with  the  reduction  in 
intake  needed  to  achieve  current 
national  dietary  goals  for  fat,  saturated 
fat,  and  cholesterol.  The  comment  also 
concluded  that  although  these 
calculations  suggested  that  a  40  percent 
overall  reduction  in  sodium  was 
necessary  to  reach  dietary  goals,  a  25 
percent  reduction  was  more  practicable. 
This  comment  said  that  its  conclusion 
was  based  on  experience  in  marketing 
foods  with  reductions  in  sodium.  It  said 
that  it  had  found  that  smaller 
incremental  reductions  were  necessary 
to  avoid  consumer  rejection  of  altered 
foods.  The  comment  said  that  taste 
preferences  will  change  as  consumers 
adapt  to  lower  salt  levels,  and  that  a  25 
percent  incremental  reduction  at  this 
time  would  be  a  practical  approach  to 
the  40  percent  reduction  that  is 
""ultimately  desired. 

Another  comment  stated  that  a  25 
percent  threshold  for  claims  was 
appropriate  because  it  is  supported  by  a 
variety  of  international  governments 
and  organizations,  including  Codex 
Alimentarius. 

A  few  comments  said  that  a  one-third 
minimum  reduction  in  the  level  of  a 
nutrient  was  an  appropriate  criterion  for 
a  food  to  bear  a  "reduced"  or  "less" 
claim.  They  stated  that  a  one-third 
reduction  was  a  significant  reduction, 
and  that  it  is  consistent  with  the 
percentage  reduction  required  for 


"reduced  calorie"  claims  (§  105.66). 
Other  comments  suggested  that  foods 
should  be  permitted  to  bear  a  "reduced" 
or  "less"  claim  only  if  there  was  a  50 
percent  or  greater  reduction  in  a 
nutrient  (including  calories)  than  the 
reference  food.  They  said  that  requiring 
this  percentage  reduction  was  important 
for  consistency  across  the  nutrients. 
Other  comments  said  that  a  minimum 
percentage  reduction  of  50  percent  was 
necessary  to  ensure  that  the  reduction  is 
truly  nutritionally  significant  compared 
to  the  original  food  and  is  useful  to 
consumers  in  following  dietary 
guidelines.  A  very  few  comments 
suggested  that  the  definition  for 
"reduced  sodium"  and  "reduced 
cholesterol"  should  be  returned  to  the 
75  percent  reductions  previously 
established  or  proposed. 

The  agency  does  not  agree  that  it  has 
established  a  precedent  for  using  10 
percent  as  a  criterion  for  a  minimum 
percent  reduction  in  the  level  of  a 
nutrient.  Current  agency  regulations 
(§  101.9(c)(7)(v])  provide  that  a  food  is 
not  a  significant  source  of  a  nutrient 
unless  the  nutrient  is  present  at  a  level 
that  is  10  percent  of  the  U.S.  RDA,  and 
that  no  claim  may  be  made  that  a  food 
is  nutritionally  superior  to  another 
unless  it  contains  at  least  10  percent 
more  of  the  U.S.  RDA  of  the  claimed 
nutrient  per  serving  than  the  other  food. 
For  "reduced"  and  "less"  claims,  on  the 
other  hand,  the  percentage  is  used  as  the 
basis  for  a  direct  comparison  between 
the  amount  of  the  nutrient  in  each  of  the 
foods.  Therefore,  the  agency  concludes 
that  this  comment  did  not  provide 
sufficient  justification  to  permit 
"reduced"  or  "less"  claims  on  products 
having  only  a  10  percent  reduction. 

In  addition,  in  the  final  rule  on 
sodium  labeling  (49  FR  15510  at  15521, 
April  18  1984),  the  agency  stated  that  a 
10  percent  reduction  criterion  for 
comparative  claims  was  too  low  because 
of  product  variability.  The  agency  said 
that  because  of  expected  statistical 
distribution  of  a  nutrient  (in  that  case 
sodium)  in  the  food,  there  is  a 
measurable  probability  that  the  sodium 
content  of  a  sample  of  a  product  for 
which  a  lowered  sodium  content  claim 
was  made  would  actually  exceed  the 
sodium  content  of  a  sample  of  the 
unaltered  product.  Because  it  had  been 
suggested  that  such  product  variations 
may  not  be  as  common  now  as  they 
were  in  1984  because  of  manufiacturers' 
ability  to  more  precisely  control  the 
amount  of  nutrient  in  a  product,  the 
agency  solicited  comments  on  this 
suggestion.  However,  comments 
provided  no  data  to  substantiate  that 
improvements  in  food  technology  or 
other  factors  make  it  practicable  for 


manufacturers  to  reliably  achieve  a  10 
percent  reduction.  Thus,  in  the  absenna 
of  data  to  support  a  different  finding, 
the  agency  concludes  that,  because  of 
product  variability,  a  25  percent 
reduction  is  the  lowest  level  of 
reduction  that  can  be  supported. 

The  agency's  decision  to  require  a  25 
percent  reduction  as  the  basis  for  a 
"reduced"  or  "less"  claim  is  also  based 
on  the  recognition,  as  outlined  in  the 
general  principles  proposal  (56  FR 
60421  at  60451),  that  this  level  will 
provide  an  incentive  for  manufacturers 
to  reduce  the  level  of  the  relevant 
nutrients  in  their  food  and  at  the  same 
time  has  the  potential  to  produce 
meaningful  changes  in  overall  nutrient 
intake  for  consumers.  The  comments 
provided  significant  support  of  these 
conclusions. 

While  the  agency  agrees  that  large 
reductions  (such  as  33,  50  or  75  percent) 
in  the  levels  of  certain  nutrients  present 
in  a  food  may  increase  the  likelihood 
that  these  foods  will  decrease  the 
nutrient  intakes  of  individuals  who 
select  these  foods,  FDA  cannot  agree 
that  these  percentage  reductions  are  the 
most  appropriate  criteria  on  which  to 
base  "reduced"  and  "less."  The 
comments  supporting  levels  higher  than 
a  25  percent  reduction  did  not  provide 
evidence  that  a  25  percent  reduction 
would  not  be  adequate,  nor  did  they 
specifically  demonstrate  why  a  higher 
level  than  25  percent  is  needed. 

FDA  recognizes  that  it  has  previously 
provided  guidelines  and  definitions  for 
nutrient  reductions  in  foods,  and  that 
these  specified  reductions  were  greater 
than  25  percent.  However,  the  agency 
now  believes  that  with  the  advent  of 
mandatory  nutrition  labeling  and  an 
ever  increasing  interest  in  healthy 
eating,  more  manufacturers  will  attempt 
reductions  in  the  levels  of  nutrients  like 
fat,  saturated  fat,  cholesterol,  and 
sodium  in  their  foods.  With  the 
definition  set  at  the  reasonably 
achievable  level  of  a  25  percent 
reduction,  more  foods  are  likely  to  be 
available,  and  consumers  will  be  able  to 
select  from  more  and  different  foods  in 
order  to  meet  dietary  guidelines. 
Furthermore,  as  suggested  by  one 
comment,  market  competition  will 
undoubtedly  spur  some  manufacturers 
to  exceed  this  minimal  reduction, 
thereby  resulting  in  foods  with  even 
greater  levels  of  reduction. 

Therefore,  the  agency  has  concluded 
that  an  appropriate  minimum 
percentage  reduction  for  the  terms 
"reduced"  and  "less"  is  25  percent 
Accordingly,  the  agency  has  revised 
new  §§  101.60(b)(4)(i),  101.61(b)(6){i). 
101.62(b)(4)(i),  (c){4)(i),  (d)(4){i)(A).  and 
(d)(4)(ii)(A)  to  reflect  this  change. 
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161.  One  comment  stated  that  the 
percentage  reductions  expressed  on  the 
label  should  not  exceed  the  actual 
amount  of  the  reduction  of  the  nutrient 
in  the  product.  Thus,  the  comment 
argued  that  manufacturers  should  be 
prohibited  from  "rounding  up"  the 
amount  of  the  reduction  to  make  it 
appear  greater  than  it  actually  is. 

The  agency  advises  that  for  a  product 
to  bear  a  claim,  the  level  of  the  nutrient 
must  be  reduced  by  at  least  a  certain 
value.  Thus,  the  amoimt  of  the 
reduction  must  be  equal  to  or  greater 
than  the  specified  amount.  There  is  no 
provision  for  rounding  up  the  difference 
in  nutrient  content. 

It  is  not  clear  to  FDA  whether  the 
"rounding  up"  referred  to  in  this 
comment  is  the  rounding  off  provided 
in  the  regulation  on  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  the  Federal  Register.  If  the 
comment  was  concerned  about  such 
rounding,  the  agency  advises  that 
declaration  of  nutrients  in.  for  example. 
5  calorie  increments  or  0.5  g  fat 
increments,  which  is  permitted  in 
nutrition  labeling  under  §  101.9(c).  is 
not  permitted  in  determining  the 
difference  in  nutrient  levels  between 
two  foods.  However,  as  discussed  in  the 
preamble  of  the  proposal  on  mandatory 
nutrition  labeling  (55  FR  29487.  July  19. 
1990).  the  rounded  differences  are 
nutritionally  insignificant.  The  agency 
would  not  consider  a  claim  to  be 
misleading  if  the  declaration  of  the 
difference  in  absolute  amount  of 
nutrient  between  the  foods  were 
rounded  off  in  conformance  with 
rounding  prqvisions  for  nutrition 
labeling  in  §101.9. 

162.  A  few  comments  requested  that 
the  regulation  provide  for  use  of 
"modified"  as  a  synonym  for  "reduced" 
or  "less." 

The  agency  does  not  consider  the 
word  "modified"  by  itself  to  be  a 
nutrient  content  claim.  While  it  implies 
the  product  has  been  changed, 
"modified"  does  not  necessarily  imply 
that  the  change  is  in  the  content  of  a 
nutrient.  As  discussed  elsewhere  in  this 
document,  the  word  "modified"  is 
permitted  for  use  as  part  of  the 
statement  of  identity  on  foods  that 
qualify  for  "reduced"  or  "less"  claims. 
However,  "modified"  is  intended  to  be 
used  in  the  presence  of  these  claims,  not 
in  lieu  of  them.  The  term  advises 
consumers  that  the  product  has  been 
changed,  and  the  nutrient  content  claim 
describes  the  change.  Accordingly.  FDA 
is  not  amending  the  regulation  as 
requested. 

163.  One  comment  requested  that  the 
agency  provide  for  the  term  "lower"  as 
a  synonym  for  "less."  The  comment 


stated  that  the  term  was  currently  in  use 
on  a  comparative  basis. 

The  agency  agrees  that  "lower" 
should  be  permitted  as  a  synonym  for 
"less."  Although  the  comment  provided 
no  further  verification  of  the  meaning  of 
the  term,  the  "American  Heritage 
Dictionary."  1976  edition.  (Ref.  25) 
defines  the  term  to  mean  "below  a 
similar  or  comparable  thing."  Such  a 
definition  is  consistent  with  the 
principles  for  "less"  claims  which  are 
used  to  compare  two  similar  or 
comparable  foods.  Accordingly,  the 
agency  is  including  in  §§  101.60(b)(4) 
and  (c)  (4).  101.61(b)(6).  101.62(b)(4). 
(c)(4).  and  (d)(4)"lower"  as  a  synonym 
for  "less"  (or  "fewer"). 

164.  One  comment  suggested  that 
"less"  rather  than  only  the  term  "fewer" 
should  be  allowed  for  calorie  claims. 

As  was  stated  in  the  general 
principles  proposal  (56  FR  60451),  the 
agency  defined  "fewer  calories"  instead 
of  "less  calories"  because  the  term 
"fewer"  is  grammatically  correct.  The 
agency  does  not  believe  that  it  is 
appropriate  to  amend  the  regulation  to 
specify  use  of  an  improper  term. 
However,  FDA  does  not  ordinarily 
consider  a  product  to  be  misbranded 
because  it  bears  a  label  statement  that  is 
grammatically  incorrect.  Accordingly, 
because  the  criteria  for  "less"  and 
"fewer"  claims  are  the  same,  the  agency 
will  not  consider  "less  calories"  to  be 
misleading. 

b.  "Reduced"  and  "less"  claims  for 
sugar 

In  the  general  principles  proposal. 
FDA  proposed  a  definition  for  "less 
sugars"  that  included  a  minimum 
percentage  difference  of  25  percent  but 
did  not  include  a  minimum  absolute 
amount  criterion.  The  agency  did  so 
because  the  minimum  absolute  amount 
criterion  for  other  nutrients  was  the 
amount  proposed  to  be  defined  as 
"low."  The  proposed  criteria  for  "low" 
claims  were  based  on  DRV's  for  the 
nutrients,  and  because  there  was  no 
DRV  for  sugars,  there  was  no  "low 
sugars"  definition.  The  agency  solicited 
comments  for  an  appropriate 
requirement  that  could  oe  used  as  the 
second  criterion  for  this  claim  and 
signaled  its  intentions  to  establish  a 
second  criterion  if  one  were  not 
forthcoming. 

165.  Only  a  few  comments  addressed 
the  term.  Some  supported  defining  the 
claim  "less  sugars,"  while  a  few  others 
suggested  that  the  term  "less  sugars"  is 
not  useful  to  consumers,  is  misleading, 
and  should  not  be  used.  However,  those 
objecting  did  not  provide  information  as 
to  why  this  was  so. 


As  discussed  in  comment  80  of  this 
document,  the  agency  has  determined 
that  the  term  "sugars  free"  may  be 
confusing  to  consumers  and  therefore  is 
providing  for  use  of  the  term  "sugar 
free."  The  agency  believes  that  "less 
sugars"  would  also  be  confusing. 
Therefore,  for  consistency  the  agency 
has  determined  that  "less  sugar"  is  the 
more  appropriate  term  to  describe 
reductions  in  the  sugars  content. 
Further,  because  the  comments 
provided  no  arguments  why  the  term 
should  be  eliminated,  and  because  the 
term  would  provide  certain  useful 
information  to  consumers  in  comparing 
the  sugars  content  of  one  food  to 
another,  the  agency  is  not  persuaded 
that  the  definition  for  "less  sugar" 
should  be  eliminated.  Accordingly,  the 
agency  has  retained  this  definition. 

In  addition.  FDA  has  included  use  of 
the  term  "reduced"  in  the  provision  for 
"less  sugar"  (§101 .60(c)(4)).  Although 
the  agency  had  not  proposed  criteria  for 
"reduced  sugar"  claims,  now  that  the 
term  "reduced"  and  "less"  have  the 
same  criteria,  it  would  be  inconsistent 
not  to  also  permit  use  of  "reduced 
sugar"  claims. 

166.  Only  one  comment  suggested  a 
second  criterion  for  the  definition  of 
"less  sugar."  It  recommended  that  the 
claim  be  permitted  only  if  the  labeled 
food  contained  at  least  2  g  less  sugar 
than  the  reference  food. 

The  comment  did  not  provide 
rationale  or  other  information  to 
substantiate  the  recommendation. 
Consequently.  FDA  still  does  not  have 
a  basis  for  a  minimum  absolute 
reduction  to  be  used  in  lieu  of  a 
definition  for  "low  sugar."  However,  as 
discussed  above  in  response  to 
comment  158  of  this  document.  FDA  is 
no  longer  using  the  minimum  absolute 
reduction  as  a  criterion  for  "reduced" 
and  "less"  claims. 

In  view  of  this  fact,  the  agency  is 
persuaded  that  the  need  for  a  second 
criterion  for  sugar  is  similarly 
diminished.  The  agency  has  established 
in  new  §  101.13(j)(3)  (see  comment  159 
of  this  document)  a  requirement  that  a 
relative  claim  may  not  be  made  if  the 
amount  of  nutrient  in  the  reference  food 
is  less  than  the  value  for  "low." 
Although  for  consistency,  a  similar 
requirement  for  sugars  might  be  useful, 
the  agency  does  not  believe  that  there  is 
a  compelling  reason  to  definitively 
establish  the  criterion,  especially  given 
the  fact  that  the  basis  for  such  a 
criterion,  a  DRV  for  sugar,  does  not 
exist.  The  agency  will  evaluate  on  a 
case-by-case  basis  whether  claims  on 
food  that  emphasize  a  very  small 
reduction  in  the  amount  of  sugar  are 
misleading. 
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2.  "Ught" 
a.  General 

In  the  general  principles  proposal  (56 
FR  60421  at  60449),  FDA  said  that 
although  the  term  "light"  or  "Ute"  is 
primarily  a  relative  claim  that  compares 
one  food  to  another  food,  it  is  often  used 
to  directly  describe  the  food  itself  in  the 
way  that  an  absolute  claim  such  as  "low 
calorie"  is  used.  The  agency  proposed 
several  circumstances  in  which  the  term 
"ligjit"  could  be  used. 

167.  Several  comments  were 
concerned  about  the  way  that  the  term 
"light"  is  used  in  the  maricetplace.  A 
few  comments  asserted  that  the  term 
"li^t"  is  purely  marketing  puffiBrv. 
Other  comments  said  that  "light"  has  no 
scientiRcally  acceptable  meaning  but 
instead  has  a  multitude  of  meanings  and 
as  such  will  do  more  to  mislead 
consumers  than  assist  them  in  making 
better  food  choices.  Another  comment 
said  that  because  of  the  various 
consumer  interpretations  of  the  meaning 
of  the  term  "light,"  there  needs  to  be 
further  resean±  on  its  meaning  before 
the  term  can  be  defined.  A  few 
comments  stated  that  because  "Ught" 
has  no  meaning,  it  should  not  be 
defined. 

Section  3{b)(l)(A)(iii)(m)  of  the  1990 
amendments  requires  FDA  to  define 
"li^t"  or  "lite"  unless  it  finds  that  the 
term  is  misleading.  While  the  agency 
agrees  that  some  current  uses  of  the 
term  are  misleading,  it  has  not  made  a 
finding  that  the  term  is  inherently 
misleading,  or  that  it  cannot  be  used  in 
a  nonmisleading  manner.  The  agency 
concludes  that  it  has  sufficient 
information,  including  consumer 
surveys  cited  in  the  general  principles 
proposal  (Refs.  26  and  27)  and  other 
information  submitted  in  comments 
with  which  to  establish  an  appropriate 
definition  for  the  term.  By  defining 
"light"  and  the  conditiohs  for  its  use  in 
a  meaningful  way,  the  agency  intends  to 
help  alleviate  the  confusion  caused  by 
the  many  uses  of  the  term  and  to  ensure 
that  products  that  bear  the  term  are 
useful  in  maintaining  healthy  dietary 
practices. 

168.  A  few  comments  stated  that 
"light"  is  not  an  expressed  claim,  but 
rather  that  it  is  an  implied  claim.  The 
comments  pointed  to  the  House  report 
on  the  1990  amendments  (H.  Kept.  101- 
538, 101st  Cong.,  2d  sess.  19  (June  13, 
1990))  which  said  that  an  implied  claim 
is  a  statement  that  "implies  that  the 
product  is  low  in  some  nutrient 
(typically  calories  or  fat)  but  does  not 
say  so  expressly"  and  cited  "lite"  as  an 
example  of  such  a  claim.  One  comment 
went  on  to  say  that  as  an  implied  claim, 
"light"  should  be  permitted  with  any 


nutrient  content  claim,  provided  that 
the  food  qualifies  for  the  claim. 

The  agency  acknowledges  that  the 
House  report  stated  that  "lite"  was  an 
example  of  an  implied  claim.  However, 
the  agency  believes  that  this  term  is 
used  as  an  expressed  claim  because,  as 
disciissed  in  the  general  principles 
proposal  (56  FR  60421  at  60449),  it  has 
a  history  of  use  both  as  a  relative  claim 
and  as  an  absolute  claim.  "Light"  has 
been  used  as  a  direct  statement  of  the 
level  of  both  calories  and  fat  in  food  (see 
§  101.13(b)(1)).  In  the  proposal.  FDA 
stated  that  in  spite  of  the  reference  to 
"light"  in  the  legislative  history,  it 
intended  to  treat  this  term  as  an 
expressed  claim  (56  FR  60421  at  60449 
through  60450).  The  comments  that 
addressed  this  issue  did  not  provide  any 
justification  for  not  following  the  course 
that  the  agency  proposed.  Therefore, 
FDA  is  defining  "light"  as  an  expressed 
claim  in  this  final  rule. 

b.  Definition  of  "light"  based  on  fat  and 

calories 

In  the  general  principles  proposal  (56 
FR  60421  at  60449)  the  agency 
acknowledged  that  "light"  has  been 
used  for  a  number  of  years  to  connote 
a  vdde  variety  of  meanings  such  as  low 
or  reduced  calories;  reduced  fat,  sugar, 
or  sodium;  light  in  weight,  texture,  or 
color;  and  thin  or  less  viscous.  The' 
agency  cited  studies  that  showed  a 
stable  perception  by  the  majority  of 
consumers  that  "light"  means  that  the 
caloric  level  has  been  altered.  However, 
it  noted  that  "light"  has  also  been  used 
to  directly  describe  the  food  itself  in 
much  the  same  way  as  the  term  "low" 
has  been  used.  Because  the  agency 
believed  that  the  definition  of  the  term 
"light"  should  be  based  primarily  on 
consumers'  perception  that  "light" 
means  "reduced  in  calories,"  the  agency 
proposed  that  a  food  be  permitted  to 
bear  the  term  "light"  without  further 
qualification  if  the  food  had  been 
specifically  formulated  or  processed  to 
reduce  its  calories  by  at  least  one-third 
compared  to  a  reference  food  specified 
in  §  101.13(j){l)(i),  with  a  minimum 
reduction  of  more  than  40  calories  per 
reference  amount  and  per  labeled 
serving  size. 

The  agency  also  noted  that  it  had 
recently  allowed  the  term  "light"  to  be 
included  as  part  of  the  name  of  dairy 
products  that  are  altered  to  have,  in 
addition  to  one-third  fewer  calories,  at 
least  50  percent  less  fat.  The  agency  also 
noted  that  other  normally  high-fat 
products  are  using  "light"  to  describe 
fat  and  calorie  reductions.  In  view  of 
these  facts,  and  because  the  agency 
believed  that  products  with  large 
amounts  of  fat  should  not  be  labeled  as 


"light"  unless  a  substantial  amount  of 
the  fat  in  the  food  was  also  reduced,  the 
agency  proposed  that  if  the  food  derives 
50  percent  or  more  of  its  calories  from 
fat,  its  fat  content  must  also  be  reduced 
by  50  percent  or  more  compared  to  the 
reference  food  that  it  resembles  or  for 
which  it  substitutes.  The  proposal  also 
would  have  required  a  minimimi 
reduction  of  more  than  3  g  of  fat  per 
reference  amount  and  per  labeled 
serving  size  in  order  to  bear  the  term 
"Ught" 

169.  A  number  of  comments 
supported  the  agency's  view  that  the 
percentage  of  a  food's  calories  that  are 
derived  from  fat  should  be  considered 
in  determining  whether  the  food 
contains  a  substantial  amoimt  of  fat  and 
should,  therefore,  be  required  to  be 
reduced  in  fat  for  the  product  to  bear  the 
term  "lij^t."  Several  conunents 
supported  the  agency's  proposal  that  50 
percent  or  more  of  a  food's  calories  from 
fat  was  an  appropriate  level  at  which  fat 
reduction  should  be  required.  Another 
comment  suggested  that  if  40  percent  or 
more  of  a  food's  calories  are  normally 
derived  from  fat,  a  fat  reduction  should 
be  reqiiired,  but  it  offered  no 
substantiation  for  the  suggestion.  One 
comment  suggested  that  a  food  contains 
relatively  high  levels  of  fat  if  30  percent 
or  more  of  the  food's  calories  are 
derived  fr^m  fat.  It  noted  that  the  30 
percent  threshold  relates  to  the  dietary 
guideline  that  no  more  than  30  percent 
of  the  calories  in  the  total  diet  should 
be  derived  from  fat.  The  comment 
suggested  that  a  food  that  normally 
contains  more  than  30  percent  of 
calories  from  fat  would  be  inconsistent 
with  this  guideline  and  therefore  should 
be  required  to  be  reduced  in  fat  in  order 
to  bear  the  term  "Ught." 

The  agency  has  considered  these 
comments  and  is  not  persuaded  by  the 
comments  that  it  is  necessary  to  change 
its  determination  that  foods  that 
normally  derive  more  than  50  percent  of 
their  calories  &t>m  fat  should  be  reduced 
in  fat  to  make  a  "light"  claim.  The 
agency  acknowledges  that  the  dietary 
guidelines  recommend  that  Americans 
eat  a  diet  that  consists  of  30  percent  or 
fewer  calories  from  fat.  However, 
because  fat  is  found  in  only  about  one- 
half  of  the  food  supply,  it  is  not 
necessary  that  each  food  contain  only  30 
percent  of  its  calories  from  fat  for  the 
total  diet  to  meet  this  goal.  Rather, 
because  a  diet  would  normally  consist 
of  a  combination  of  foods  containing 
various  levels  of  fat,  those  foods  that 
derive  somewhat  more  than  30  percent 
of  their  calories  bom  fat  would  be 
balanced  by  foods  that  contain  less  than 
30  percent  of  their  calories  from  fat  A 
diet  consisting  of  both  types  of  foods 
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would  be  consistent  with  dietary 
guidelines.  Conseouently.  it  would  not 
be  necessary  for  all  foods  that  derive 
over  30  percent  of  their  calories  £rom  fat 
to  be  reduced  in  &t  to  meet  dietary 
guidelines.  There  were  no  comments 
that  suggested  the  percentage  of  calories 
from  fat  should  be  raised  to  a  higher 
percentage.  Therefore,  the  agency  is 
retaining  the  provision  as  proposed,  that 
products  that  normally  contain  over  50 
percent  of  their  calories  from  fat  contain 
a  substantial  amount  of  fat  and  should, 
therefore,  have  the  amount  of  fat  they 
contain  reduced  to  qualify  for  a  "light" 
claim. 

170.  While  a  number  of  comments 
agreed  with  the  agency's  assessment 
that  "light"  is  primarily  associated  with 
reducedcalorie  content,  a  greater 
number  of  comments  maintained  that 
consumers  primarily  perceive  "light"  to 
mean  lower  in  fat.  One  comment  cited 
a  1989  Gallup  Organization  consumer 
poll  stating  that  8  out  of  10  consumers 
select  "light"  products  in  order  to 
reduce  fat  consumption.  Others  cited  a 
survey  reported  in  an  article  entitled 
"Americans  to  Make  LIGHTER  Choices 
in  the  90's"  that  appeared  in  "Calorie 
Control  Commentary,"  vol.  12,  No.  1 
(Spring  1990),  stating  that  83  percent  of 
consumers  select  products  labeled  as 
"light"  in  the  belief  that  such  products 
are  low  in  fat.  One  comment  included 
a  study  that  foimd  that  46  percent  of 
consumers  think  that  products  labeled 
as  "light"  should  have  "almost  no  fat" 
or  "no  fat  at  all."  Another  comment 
stated  that  "light"  has  been  used  for 
decades  to  refer  to  fat  reductions 
without  evidence  of  consumer 
misunderstanding.  The  comment 
included  a  survey  of  1,000  trademarks 
using  the  word  "light"  and  noted  that 
35  percent  of  those  trademarks  were 
associated  exclusively  or  primarily  with 
reduced  fat  content  in  pnxiucts.  Many 
comments  favored  allowing  "light" 
claims  for  foods  on  the  basis  of  fat 
reduction  alone. 

The  agency  has  carefully  reviewed 
these  comments  and,  on  the  basis  of  the 
evidence  presented  in  them,  has  been 
convinced  that  in  addition  to  "reduced 
in  calories,"  the  term  "Hght"  is  also 
commonly  understood  to  mean 
"reduced  in  fat."  Consumers  apparently 
view  reductions  in  fat  as  a  major  reason 
for  purchasing  "light"  products. 
Therefore.  FDA  does  not  consider  that 
the  term  "light"  is  appropriately  used 
only  on  products  in  which  there  has 
been  a  reduction  in  calories.  The  term 
also  is  appropriate  on  products  in  which 
there  has  been  a  reduction  in  fat. 

171.  Many  comments  contended  that 
the  proposed  definition  for  "light"  is  too 
restrictive,  especially  for  foods  that 


normally  contain  large  amounts  of  fat. 
The  comments  maintained  that  certain 
products,  such  as  butters,  ice  creams, 
chocolate-coated  ice  cream  novelties, 
cheeses,  cakes,  brownies,  muffins, 
frostings.  peanut  spreads,  savory  snacks 
(pretzels  and  chips),  popcorn,  and 
coffee  creamers  could  not  be  altered  to 
quaUfy  for  a  "light"  claim  under  the 
proposed  definition.  A  number  of  these 
comments  pointed  out  that  many  fat 
substitutes  contain  a  substantial  amount 
of  calories,  and  that  even  though  it  is 
often  possible  to  reduce  the  fat  content 
in  products  by  50  percent,  it  is  not 
always  possible  to  also  reduce  the 
calorie  content  by  one-third  unless  all  or 
most  of  the  fat  is  removed. 

llie  comments  stated  that  in  the  case 
of  ice  cream  novelties,  for  example, 
because  some  of  the  preferred  fat 
replacers,  such  as  carbohydrate  or 
protein  solids,  contain  a  substantial 
amount  of  calories,  it  is  difficult  to 
remove  enough  of  the  calories  normally 
contained  in  the  product  to  achieve  a 
one-third  calorie  reduction  solely  by 
replacing  the  fat.  To  accomplish  this 
calorie  reduction,  the  comment  said, 
would  require  that  virtually  all  of  the  fat 
be  removed  and  replaced  with  an 
ingredient  such  as  polydextrose  which 
has  a  lower  calorie  content  than  other 
fat  replacers.  However,  in  achieving  this 
caloric  reduction,  the  comments 
maintained,  consumer  acceptance  is 
"lost  along  the  way." 

The  comments  asserted  that  similar 
problems  occur  with  cheeses  and  other 
products.  The  comments  contended  that 
manufacturers'  present  inability  to  make 
products  that  can  substitute  for  products 
normally  high  in  fat,  that  are  acceptable 
to  most  consumers,  and  that  can  meet 
the  "hght"  definition  will  significantly 
reduce  labeling  and  marketing 
incentives  for  such  products.  Several 
comments  maintained  that,  as  a  result, 
many  reduced  fat  alternatives  will  be 
removed  from  the  market,  and  that 
development  of  more  "light"  products 
will  be  retarded.  Several  comments 
asserted  that  having  fewer  options  will 
cause  difficulty  for  consumers  who  wish 
to  reduce  their  fat  intake  to  30  percent 
or  less  of  their  calories  from  fat,  as 
recommended  by  dietary  guidelines. 
They  stated  that,  consequently,  the 
criteria  for  use  of  the  term  "light" 
should  not  incorporate  both  a  SO 
percent  fat  reduction  and  a  one-third 
calorie  reduction  for  products  with  a 
substantial  amount  of  calories  from  fat. 

The  agency  has  reviewed  these 
comments  and  is  persuaded  that 
because  of  the  difficulty  in  achieving 
"light"  products  that  are  reduced  both 
in  calories  and  in  fat,  the  agency  will 
not  require  that  both  nutrients  be 


reduced  for  a  food  to  bear  the  term.  FDA 
believes  that  while  the  criteria  for 
making  a  "light"  claim  must  result  in 
labeling  that  consumers  can  imderstand 
and  rely  on,  the  criteria  should  also  be 
reasonably  achievable  to  encourage 
manufacturers  to  produce  altered 
products  that  will  assist  constmiers  in 
maintaining  healthy  dietary  practices. 
The  agency  recognizes  that  it  is  difficult 
to  achieve  reductions  of  both  calories 
and  fat  in  a  number  of  products 
containing  more  than  50  percent  of 
calories  firom  fat,  particularly  dairy 
products  such  as  cheeses,  ice  creams, 
and  frozen  confections.  In  addition, 
consumers  will  not  purchase,  and 
therefore  will  not  benefit  from,  altered 
products  that  do  not  meet  their 
acceptance  requirements. 

In  the  general  principles  proposal, 
FDA  stated  that  a  majority  of  consumers 
associate  "light"  v^th  a  reduction  in 
calories,  even  though  there  are  other 
meanings  for  the  term.  However,  as 
discussed  in  comment  170  of  this 
document,  the  comments  provided 
information  that  establishes  that 
consumers  strongly  associate  the  term 
"light"  with  reduced  fat  levels.  Thus,  as 
discussed  in  more  detail  below,  FDA  no 
longer  believes  that  a  reduction  in 
calories  in  the  food  is  essential  or  is 
always  expected  by  consumers  who 
choose  a  food  because  it  bears  the  term 
"hght."  Accordingly,  the  agency  has 
deleted  from  $  101.56(b)  the 
requirement  that  products  that  contain 
more  than  50  percent  of  calories  from  fat 
be  reduced  both  in  calories  and  in  fat  to 
bear  the  term  "light." 

172.  In  the  general  principles 
proposal,  FDA  requested  comment  on 
whether  it  was  necessary  to  prohibit  a 
"light"  claim  on  a  product  containing 
more  than  half  its  calories  from  fat  that 
is  reduced  by  one-third  in  calories  but 
that  has  not  also  been  reduced  in  fat  by 
the  required  minimum.  The  agency 
asked  for  comment  on  whether  the 
claim  was  misleading  and  should  be 
prohibited,  or  whether  a  statement 
informing  the  consumer  that  the 
product  was  not  reduced  in  fat  would 
make  the  label  not  misleading.  In 
response,  the  comments  did  not  support 
the  use  of  a  label  statement  in  alerting 
consumers  that  a  particular  product  that 
was  labeled  as  "light"  was  high  in  fat. 
In  addition,  although  comments  did  not 
directly  suggest  that  "light"  be 
permitted  on  foods  that  derive  one-half 
of  their  calories  from  fat  that  had  been 
reduced  by  one-third  in  calories  but  not 
by  one-half  in  fat,  many  comments  did 
suggest  that  in  such  foods,  fat  reduction 
is  necessary. 

The  Surgeon  General's  report  (Ref.  4) 
and  the  NAS's  report  "Diet  and  Health: 
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Implications  for  Reducing  Chronic 
Disease  Risk"  (Ref.  12),  in  considering 
the  effect  of  diet  on  an  individual's 
health,  concluded  that  consumption  of 
a  diet  high  in  fat,  saturated  fat,  and 
cholesterol  is  associated  with  increased 
risk  of  development  of  certain  chronic 
diseases.  These  reports  and  "Nutrition 
and  Your  Health:  Dietary  Guidelines  for 
Americans"  (Dietary  Guidelines)  (Ref.  7) 
recommend  that  Americans  reduce  their 
consumption  of  these  substances  in 
their  diets.  Given  the  significance  of 
dietary  intake  of  fat  and  saturated  fatty 
acids.  FDA  believes  that  it  is  important 
to  assist  consumers  in  modifying  their 
diets  to  reduce  their  intake  of  these  food 
components  and  thereby  to  maintain 
healthy  dietary  practices.  By  ensuring 
that  foods  that  normally  contain  large 
amounts  of  fat  are  substantially  reduced 
in  fat  in  order  to  bear  the  term  "light," 
FDA  believes  that  it  will  assist 
consumers  in  constructing  diets  that  are 
consistent  with  dietary  guidelines  by 
providing  substitute  foods  in  which 
there  is  a  large  reduction  in  fats  that  will 
assist  them  in  reducing  the  fat  content 
of  their  diets.  Therefore,  FDA  concludes 
that  it  would  not  be  appropriate  to 
permit  the  term  "light"  to  appear  on  a 
food' that  normally  derives  one-half  of 
its  calories  from  fat  that  has  not  been 
reduced  in  fat  content  by  the  required 
minimum  amount.  Accordingly, 
because  the  term  "light"  implies  that 
the  food  is  useful  in  achieving  a  diet 
that  conforms  to  dietary  guidelines, 
foods  with  relatively  high  levels  of  fat 
(i.e..  more  than  50  percent  of  calories 
form  fat)  must  be  substantially  reduced 
in  fat  if  they  would  be  useful  in  such 
diets.  If  the  fat  level  in  such  foods  is  not 
reduced,  the  use  of  the  term  "light"  in 
their  labeling  would  be  misleading. 

To  summeuize.  FDA  concludes  that 
consumers  understand  the  term  "light" 
to  connote  a  reduction  in  fat  as  well  as 
a  reduction  in  calories,  depending  on 
the  food  involved.  Accordingly,  the 
agency  has  determined  that  it  is 
appropriate  for  a  food  to  bear  the  term 
when  it  has  been  sufficiently  reduced  in 
fat  or,  where  appropriate,  calories.  (The 
amount  of  fat  or  calories  necessary  to 
constitute  such  a  reduction  is  discussed 
below.)  The  agency  is  therefore 
providing  in  §  101.56  that  the  term 
"light"  may  be  used  when  the  labeled 
food  differs  from  the  reference  food  by. 
a  minimum  percentage  reduction  in 
either  fat  or  calories  (comments  170  and 
171  of  this  document).  However,  FDA 
also  concludes  that  for  foods  that  derive 
more  than  50  percent  of  their  calories 
from  fat,  the  minimum  percentage 
reduction  in  fat  is  necessary  for  the  term 
"light"  to  not  be  misleading  (comment 


172  of  this  document).  The  agency, 
therefore,  is  providing  in  §  101.56(b)(1) 
a  requirement  for  a  minimum 
percentage  fat  reduction  for  such  foods. 

173.  Of  those  commenting  on  the 
subject,  a  large  number  of  comments 
stated  that  because  it  is  a  relative  claim. 
"light"  should  be  defined  in  the  same 
manner  as  the  other  relative  claims, 
"reduced"  and  "less."  Many  comments 
said  that  if  "reduced."  "less."  and 
"light"  all  had  the  same  definition, 
consumer  confusion  about  the  meaning 
of  these  relative  terms  would  be 
diminished,  especially  if  the  exact 
nature  of  the  modification  was  specified 
adjacent  to  the  claim,  as  would  be 
required  by  the  accompanying 
information  provisions.  One  comment 
said  that  allowing  this  more  liberal 
definition  for  "light."  but  providing 
information  on  the  exact  nature  of  the 
reduction,  was  consistent  with  the 
policy  of  allowing  other  "light"  claims 
provided  the  subject  physical  or 
organoleptic  properties  were  specified. 
A  few  comments  said  that  if  FDA  set 
reasonable  parameters  for  use  of  the 
terms  "light,"  "reduced,"  and  "less," 
consumers  would  receive  truthful,  easy 
to  understand  information,  and  food 
manufacturers  would  be  encouraged  to 
produce  foods  with  significant 
nutritional  reductions  because  they 
would  be  able  to  tell  consumers  about 
their  product's  attributes. 

Another  comment  said  that  defining 
"reduced,"  "less."  and  "light"  at  a 
lower  standard  than  originally  proposed 
for  "light"  would  minimize  the  number 
of  brand  names  prohibited  on  the 
grounds  that  the  food  did  not  meet  the 
definitional  requirements.  One 
comment  said  that  the  same  definitions 
for  the  term  "reduced."  "less."  and 
"light"  would  significantly  lower  the 
cost  to  the  manufacturer,  and  eventually 
to  the  consumer,  by  significantly 
reducing  the  costs  associated  with 
compliance.  Other  comments  said  that 
any  definition  would  serve  as  a  floor, 
and  that  competition  and  innovations  in 
the  market  place  would  push  actual 
reductions  higher. 

The  agency  has  considered  the 
arguments  that  because  "light"  is  a 
relative  claim,  it  should  be  defined  in 
the  same  manner  that  the  other  relative 
claims  "reduced"  and  "less"  are 
defined.  However,  the  agency  is  not 
persuaded  by  the  comments  that  such  a 
definition  is  appropriate.  "Light"  is  a 
term  that  has  special  usefulness  as  a 
marketing  tool  for  manufacturers  to 
quickly  and  easily  convey  to  consumers 
that  the  product  to  which  the  term  is 
attached  has  been  significantly  reduced 
in  the  level  of  fat  or  calories.  Although 
the  agency  recognizes  that  specifying 


the  exact  nature  of  the  modification 
would  help  mitigate  confusion  caused 
by  similar  definitions  for  all  relative 
claims,  the  agency  is  not  convinced  that 
defining  "light"  in  the  same  manner 
that  other  relative  claims  are  defined 
would  be  consistent  with  the  special 
position  of  the  term  "light"  in  the 
marketplace  and  with  the  strong 
impression  that  products  labeled  as 
"li^t"  are  particularly  useful  in 
achieving  a  diet  that  is  consistent  with 
dietary  guidelines  as  the  available  data 
and  comments  show. 

The  agency  remains  concerned  about 
striking  the  proper  balance  between 
allowing  manufacturers  flexibility  in  the 
use  of  the  term  "light"  and  providing  a 
definition  that  will  ensure  that  products 
are  improved  significantly  in  the 
nutritional  attributes  addressed  by  the 
term.  Striking  the  proper  balance  will 
provide  consumers  with  meaningful 
product  information  and  meaningful 
product  choices.  To  define  the  term 
"light"  with  the  same  definition  as  for 
the  terms  "reduced"  and  "less"  would 
sufficiently  dilute  the  term  so  as  to 
diminish  its  usefulness.  Moreover,  the 
agency  is  convinced  that  reserving  the 
term  "light"  for  those  products  that  are 
more  significantly  improved  will 
provide  a  greater  incentive  for 
manufacturers  to  continue  to  improve 
their  products  by  providing  a  unique 
marketing  vehicle  by  which  such 
nutritionally  significant  changes  can  be 
highlighted  for  the  consumer  (See 
comment  174  of  this  document). 

The  agency  recognizes  the  effect  that 
any  definition  may  have  on  brand 
names.  However,  FDA  does  not  believe 
that  it  should  permit  or  encourage 
"light"  claims  without  further 
qualification  on  products  that  do  not 
represent  a  major  modification  in  fat  or 
calorie  consumption,  as  appropriate. 
Furthermore,  the  agency  does  not 
believe  that  the  costs  associated  with 
compliance  relative  to  distinctions 
between  the  two  definitions  for  "light" 
and  "reduced"  and  "less"  are  sufficient 
to  warrant  modification  of  this  decision, 
and  the  comment  did  not  provide  cost 
information  to  substantiate  its  assertion. 
Accordingly,  the  agency  is  not 
providing  the  same  definitions  for 
"reduced,"  "less,"  and  "light." 

174.  Comments  expressed  a  variety  of 
opinions  as  to  the  minimum  percentage 
of  fat  by  which  a  food  should  be 
reduced  to  qualify  to  bear  the  term 
"light."  A  number  of  comments  objected 
to  the  50  percent  fat  reduction 
requirement.  They  asserted  that  in 
certain  product  categories,  it  is  not 
technically  feasible  to  develop  products 
that  are  reduced  in  fat  by  50  percent  or 
more  and  that  are  acceptable  to  the 
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consiuner.  The  comments  stated  that 
consumers  want  products  lower  in  fat 
but  with  organoleptic  properties  similar 
to  the  reference  foods.  Other  comments 
noted  a  variety  of  manufacturing 
problems,  such  as  undesirable  changes 
in  the  texture,  flavor,  cooking 
applications,  and  storage  requirements 
of  a  food,  that  are  encountered  with  a 
50  percent  reduction  in  fet  in  a  product. 
In  addition,  the  comments  maintained 
that  replacement  of  the  sensonr 
properties  of  fat  is  difficult  in  low 
moisture  content  bakerv  products.  The 
comments  also  asserted  that  a  50 
percent  or  greater  fat  reducti(Hi  in 
cheeses  results  in  products  with  low 
consumer  acceptance,  higher  moisture 
content,  increased  potential  for  bitter 
flavor  development,  poorer  physical 
properties,  such  as  rubbery  texture,  and 
microbial  instability  during  curing  and 
storage. 

The  comments  also  stated  that  a  50 
percent  or  greater  fat  reduction  in 
savory  snacks,  such  as  pretzels  and 
chips,  will  have  significant  concomitant 
reductions  in  flavor  and  texture 
acceptability.  Some  comments 
contended  that  because  of  these  "' 

problems,  there  is  a  greater  likelihood 
that  industry  will  develop  and  market 
fat  modified  foods  with  a  one-third  fat 
reduction  than  foods  with  a  50  percent 
reduction.  The  comments  maintained 
that  without  these  reduced  fat  products, 
consumers  will  be  less  able  to  achieve 
a  diet  composed  of  a  variety  of  different 
foods  (including  products  normally  high 
in  fat  such  as  many  dairy  products)  that 
is  consistent  with  dietary  guidelines. 

Some  comments  suggested  that  the  fat 
content  need  only  be  reduced  by  25 
percent  in  order  to  bear  the  term  "light." 
The  comments  maintained  that  such  a 
reduction  would  ensure  truthful  and 
nonmisleading  "Ught"  claims.  One 
comment  maintained  that  a  25  percent 
reduction  was  appropriate  especially 
since  the  product  was  also  required  to 
have  a  minimum  absolute  reduction  in 
fat  of  3  g,  which  is  significant. 

A  number  of  comments  favored  using 
"light"  claims  on  foods  whose  fat 
content  is  reduced  by  one-third  or  more. 
Some  comments  suggested  that  a  one- 
third  reduction  in  fat  was  significant 
and  would  be  desirable  because  it  is 
consistent  with  a  one-third  reduction  in 
calories.  They  maintained  that  it  was 
easy  for  consumers  to  understand  the 
meaning  of  the  term  "light"  if  a  food 
must  be  reduced  by  a  single  percentage 
of  either  fat  or  calories  in  order  to  bear 
the  term.  One  comment  suggested  that 
a  one  third  or  greater  fat  reduction 
would  make  a  valuable  contribution 
towards  helping  consiuners  to  reduce  fat 
intake. 


Other  comments  stated  that  products 
should  be  reduced  in  fat  by  a  minimum 
of  50  percent  in  order  to  bear  a  "light" 
claim.  One  comment,  which 
acknowledged  that  the  term  "reduced" 
may  have  insufficient  marketing  appeal 
to  encourage  industry  to  create  new, 
healthier  products,  proposed  that 
"light"  replace  "reduced"  altogether 
and  suggested  that  the  nutrient  that  is 
the  subject  of  the  "light"  claim,  for 
example  fat,  be  reduced  by  50  percent 
or  more.  Some  comments  stated  that 
such  a  revised  definition  of  "light"  is 
desirable  because  the  term  "lig^t"  is  a 
powerful  marketing  tool,  and  by 
reserving  the  use  of  "light"  for  truly 
significant  reductions,  FDA  will  create 
an  incentive  for  food  companies  to 
develop  new  products  that  are 
nutritionally  superior.  One  comment 
maintained  that  a  50  percent  reduction 
in  fat  is  sufficiently  substantial  to 
benefit  consumers  and  feasible  for 
industry  to  achieve.  One  of  these 
comments  suggested  that  50  percent  or 
"half  as  much"  is  an  easy  level  for 
consumers  to  remember.  Finally,  one 
comment  stated  that  a  consumer  study, 
conducted  under  their  sponsorship  by 
the  University  of  Michigan,  suggested 
that  78  percent  of  the  respondents 
viewed  "light"  products  to  have  at  least 
a  50  percent  reduction  in  fat. 

The  agency  has  carefully  considered 
all  of  the  comments.  Although  the 
agency  recognizes  the  difficulties 
involved  in  reducing  fat  by  50  percent, 
it  is  not  convinced  that  they  are  so  great 
as  to  prevent  manufacturers  from 
producing  and  marketing  a  significant 
number  of  products  with  a  large  enough 
fat  reduction  to  bear  the  term  "light." 
The  agency  notes  that  the  technology 
problems  associated  with  fat  reductions 
in  baked  goods  would  not  be  pertinent 
to  such  products'  abihty  to  bear  a 
"light"  claim  because  these  products 
generally  do  not  contain  50  percent  of 
their  calories  from  fat,  and  the  50 
percent  fat  reduction  is.  therefore,  not 
required.  The  same  is  true  for  certain 
savory  snacks  such  as  pretzels.  A  fat 
reduction  is  required  only  for  products 
that  derive  more  than  50  percent  of  their 
calories  from  fat. 

The  agency  is  not  persuaded  by  the 
comments  that  a  25  or  33  1/3  percent 
reduction  in  the  amount  of  fat  is 
sufficient  for  a  food  to  bear  a  "light" 
claim.  The  comments  establish  that 
"light"  is  a  special  term  with  particular 
marketing  appeal,  and  as  such  it  should 
have  a  higher  standard  than  that  used 
for  "reduced"  and  "less"  claims  which 
may  be  used  on  the  label  of  foods 
having  a  25  percent  reduction  in  fat. 
The  agency  believes  that  the  definition 
for  light  should  take  into  account 


consumers'  perception  of  the  term  as  it 
relates  to  reductions  in  fat  One  example 
provided  in  the  comments  demonstrates 
that  78  percent  of  those  surveyed 
believe  that  when  "light"  is  associated 
with  fat  reduction,  it  means  at  least  a  50 
percent  reduction  in  fat. 

As  discussed  above,  the  agency 
believes  that  a  standard  for  "light" 
should  be  higher  than  that  for 
"reduced"  and  "less"  claims  because  it 
would  encourage  innovation,  leading  to 
a  greater  variety  of  products  with 
substantial  reductions  in  fat.  and 
thereby  help  consumers  to  make 
significant  reductions  in  the  amount  of 
fat  in  the  total  diet.  Although  the  agency 
recognizes  that  some  products  would 
achieve  reductions  greater  than  25 
percent  if  that  level  were  the  minimum 
fat  reduction  required  for  products  to 
bear  the  term  "light,"  additional 
product  innovation  will  be  encouraged 
because  of  the  desirability  of  the  term, 
and  a  wider  variety  of  products  with 
greater  fat  reductions  will,  in  time,  be 
developed  in  response  to  the  definition 
that  FDA  is  adopting.  Encouraging  the 
development  and  marketing  of 
innovative  fat  reduced,  foods  will 
provide  consumers  with  a  greater 
variety  of  foods  from  which  to  choose  in 
building  a  total  diet. 

In  addition,  the  agency  is  aware  of  a 
variety  of  currently  marketed  products, 
such  as  cheeses  and  cheese  products, 
that  do  have  reductions  in  fat  in  excess 
of  33  1/3  and  50  percent,  including 
products  that  are  fat  fiee.  With  the 
variety  of  such  products  currently  on 
the  market,  the  agency  is  not  persuaded 
that  it  is  not  possible  to  make  and 
market  consumer-acceptable  products 
that  are  reduced  in  fat  by  more  than  33 
1/3  percent.  Furthermore, 
manufacturers  wishing  to  make  and 
market  similar  products  with  fat 
reductions  between  25  and  50  percent 
will  still  be  able  to  inform  to  consumers, 
through  use  of  the  terms  "reduced"  and 
"less."  that  the  product  did  contain  a 
certain  percentage  less  fat  than  their 
regular  product  or  other  similar 
products.  Although  the  agency  is  aware 
from  comments  that  such  terms  are  less 
marketable  than  the  term  "light,"  these 
terms  are  a  method  of  effectively 
communicating  product  changes  to 
consumers. 

In  summary,  FDA  concludes  that  the 
50  percent  minimum  fat  reduction  is  an 
appropriate  criterion  for  use  of  the  term 
"light."  Accordingly,  the  agency  is 
retaining  this  provision  in  the  final 
regulation. 

175.  One  comment  suggested  that  the 
term  "light"  should  be  permitted  on 
foods  whose  fat  content  is  10  percent  or 
less.  It  noted  that  this  would  conform  to 
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the  policy  of  FSIS  for  the  term  "light" 
and  womd  be  consistent  with  FSIS' 
definition  for  "lean." 

The  agency  does  not  agree.  Both 
agencies  are  developing  regulations  on 
use  of  "light"  and  "lean."  In  its 
Nutrition  Labeling  of  Meat  and  Poultry 
Products  proposal  (56  FR  60302),  FSIS 
adopted  FDA's  proposed  criteria  for 
"light"  in  place  of  the  10  percent  or  less 
fat  content  criterion  used  previously. 
Because  FSIS  is  no  longer  using  this 
criterion,  the  comment  that  FDA  could 
harmonize  the  two  agencies'  policies  by 
adopting  the  10  percent  or  less  criterion 
is  not  correct.  Furthermore,  FDA  is 
adopting  in  this  final  regulation,  FSIS' 
definition  for  "lean."  Thus,  these 
regulations  will  provide  distinct 
definitions  for  both  terms.  The  comment 
did  not  present  any  other  rationale  to 
justify  its  request. 

176.  Several  comments  recommended 
that  a  food  be  required  to  meet  the 
definition  of  "low  fat"  to  qualify  for  use 
of  the  term  "light."  One  comment 
referred  to  a  consumer  survey  that,  it 
claimed,  found  that  many  consumers 
expect  "light"  foods  to  have  "almost  no 
fat"  or  "no  fat  at  all."  The  comment  also 
stated  that  if  foods  cannot  meet  these 
strict  criteria  now,  "light"  should  be 
used  only  on  the  few  foods  that  do 

Sualify  until  food  technology 
evelopments  can  achieve  the 
appropriate  changes.  The  comment 
argued  that  such  an  approach  would 
encourage  development  of  products 
with  greater  nutrient  reductions. 

The  agency  does  not  agree  that  a  food 
should  have  to  be  "low  fat"  to  bear  the 
term  "light."  The  agency  acknowledges 
that  many  consiuners  expect  "light" 
foods  to  not  contribute  significant 
amounts  of  fat.  However.  FDA  does  not 
agree  that  the  submitted  survey 
substantiates  that  consumers  generally 
expect  "light"  foods  to  have  "almost  no 
fat"  or  "no  fat  at  all."  FDA's 
interpretation  of  the  siuvey  is  that  some 
consumers  expect  a  "light"  product  to 
have  "somewhat  less  fat"  or  "one-half 
the  fat."  The  agency  believes  that 
requiring  a  50-percent  minimum 
reduction  for  foods  that  derive  more 
than  50  percent  of  calories  fitim  fat  will 
ensure  that  foods  bearing  "light"  claims 
will  not  mislead  consumers.  In  addition, 
FDA  is  requiring  declaration  of  the 
percentage  of  fat  reduction  on  all  foods 
that  bear  "light"  claims,  not  jtist  those 
for  which  the  reference  foods  derive  50 
percent  of  calories  from  fet  (§  101.56(b)). 
This  declaration  v^ill  inform  the 
consumer  of  the  meaning  of  the  term  for 
each  food  that  bears  it 

The  agency  also  does  not  agree  that 
overly  strict  definitions  for  claims  will 
encourage  manufacturers  to  produce 


foods  Mrith  greater  improvements  in 
nutrient  content.  As  stated  in  the 
general  principles  proposal  with  respect 
to  "reduced  sodium"  claims  (56  FR 
60421  at  60448),  the  current 
requirement  for  75  percent  sodium 
reduction  is  too  strict.  Qmsequently. 
very  few  foods  bear  the  claim.  The 
agency  believes  that  consumers  are 
more  likely  to  make  better  food  choices 
if  a  greater  variety  of  improved  foods  is 
available,  and  if  information  on  the 
improvement  is  available. 
Consequently.  FDA  is  not  adopting  the 
suggestion  in  the  comments  to  require 
that  foods  meet  the  definition  of  "low 
fat"  to  quahfy  to  bear  the  term  "light." 

177.  A  few  comments  stated  that  the 
term  "light"  should  be  permitted  to  be 
used  on  products  that  are  "low"  in  a 
nutrient.  They  stated  that  in  the 
legislative  history  of  the  1990 
amendments.  Congress  said  that  it 
considered  the  term  "Ught"  to  imply 
that  a  product  is  "low"  or  "reduced"  in 
fat  or  calories.  Another  comment 
suggested  that  there  are  a  large  number 
of  product  labels  that  have  enjoyed 
longstanding  marketing  under  an 
interpretation  of  §  105.66  that  "light" 
means  either  "low  calories"  or  "reduced 
in  calories,"  and  that  the  agency  should 
continue  to  allow  the  descriptor  "light" 
to  mean  "low"  or  "reduced"  in  any 
nutrient. 

The  agency  has  reviewed  these 
comments  and  is  not  convinced  that  the 
term  "light"  should  be  permitted  to  be 
used  on  products  that  are  "low"  in  a 
nutrient.  In  proposing  definitions  for 
terms,  FDA  tentatively  determined  that 
it  should  provide  imique  definitions  for 
each  of  the  individual  terms  that  the 
statute  required  FDA  to  define. 
However,  the  definitions,  while  distinct, 
provide  for  a  range  of  terms  to  describe 
significant  levels  or  differences  in  levels 
of  nutrients.  FDA  has  been  persuaded 
by  the  comments  that  it  is  appropriate 
that  the  terms  "reduced"  and  "less" 
have  the  same  quantitative  definition. 
However,  the  agency  is  not  convinced 
by  the  comments  that  it  would  be 
appropriate  for  a  product  that  is  "low" 
in  a  nutrient  to  h^  a  "light"  claim 
based  only  on  the  "low"  level  of  that 
nutrient  in  the  product.  On  the  contrary, 
as  discussed  below  in  comment  179  of 
this  document,  a  "light"  claim  is 
prohibited  on  foods  for  which  the 
reference  food  is  "low"  in  the  nutrient. 
The  agency  has  concluded  that  "light" 
impUes  a  difCarence  in  nutrient  content 
between  two  foods.  Thus,  in  general,  a 
reduction  in  a  nutrient  that  is  already 
"low"  is  insignificant,  and  a  claim  about 
that  difiierence  is  misleading.  The 
agency  believes  that  the  term  "low" 


should  be  used  to  describe  the  level  of 
the  nutrient  in  such  a  food. 

178.  Most  comments  addressing  the 
issue  agreed  with  FDA's  inclusion  of 
calorie  reduction  as  a  component  of  the 
definition  of  "Ught."  Most  also  agreed 
with  the  proposed  requirement  that  a 
food's  caloric  content  be  reduced  by 
one-third  or  more  to  qualify  for  use  of 
the  term.  The  comments  said  that  such 
a  reduction  was  significant  and 
sufficient  to  justify  a  "light"  claim. 
However,  some  comments  proposed  that 
the  caloric  content  of  a  food  be  reduced 
by  50  percent  or  more  in  order  for  the 
food  to  be  labeled  as  "light."  One 
comment  suggested  that  a  50  percent 
reduction  in  calories  would  be 
consistent  with  the  level  of  fat  reduction 
required  for  "light"  claims  and  would 
reduce  the  number  of  insignificant 
claims. 

The  agency  is  not  persuaded  by  the 
comments  that  a  calorie  reduction 
criterion  for  "light"  claims  other  than 
the  proposed  one-third  reduction  is 
appropriate.  The  comments  did  not 
provide  information  to  substantiate  why 
a  50  percent  calorie  reduction  was  more 
appropriate.  The  agency  discussed  the 
one-third  reduction  requirement  in  the 
general  principles  proposal  in  reference 
to  "reduced  calories."  It  noted  that 
because  of  the  ubiquity  of  calories 
across  all  food  categories,  the  reduction 
in  calories  in  each  food  necessary  to 
achieve  an  overall  reduction  of  public 
health  significance  could  be  less  than 
the  50  percent  reduction  necessary  for 
other  nutrients,  including  fat.  Thus, 
given  the  difference  in  the  occurrence  of 
the  nutrients  in  the  food  supply,  a  50 
percent  reduction  in  fat  and  a  one-third 
reduction  in  calories  do  perform  a 
consistent  function  in  the  total  diet 
Moreover,  permitting  calorie  claims  at 
one-third  reduction  will  allow  a  greater 
variety  of  nutritioiu  foods  to  bear  claims 
tisefiil  in  reducing  or  maintaining 
calorie  intake  or  body  weight 

In  addition,  FDA  has  used  the  one- 
third  reduction  in  calories  as  the  basis 
for  "reduced  calorie"  claims  in  $  105.66 
since  1980.  In  that  time,  the  agency  has 
not  found  a  problem  with  insignificant 
reduction  in  calories  in  foods  bearing 
such  claims.  Accordingly,  the  agency  is 
not  revising  in  $  101.56(b)  the 

Ercentage  of  calories  that  a  food  must 
reduced  in  order  to  bear  a  "light" 
.claim. 

179.  Many  comments  disagreed  with 
the  proposed  requirement  for  a 
minimum  absolute  reduction  of  3  g  of 
fet  or  40  calories  for  a  food  to  bear  a 
"light"  claim.  One  comment  asserted 
that  the  proposed  minimum  40  calorie 
and  3  g  CTitnia  would  eliminate  "light" 
claims  on  sour  cream,  because  those 
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criteria  cannot  be  met  while  still 
retaining  organoleptically  acceptable 
products.  Some  comments  proposed  a 
minimum  absolute  reduction  of  2  g  of 
fat  per  serving. 

n)A  proposed  the  minimum  absolute 
reduction  requirement  for  "light"  claims 
for  the  same  reason  that  it  proposed  a 
minimimi  absolute  reduction  for 
"reduced"  and  "less"  claims:  to  prevent 
claims  for  trivial  reductions  in  nutrient 
content.  In  addition,  the  objections 
raised  in  comments  about  required 
minimum  absolute  reductions  for 
"light"  claims  have  the  same  basis  as 
those  for  "reduced"  and  "less"  claims. 
As  was  disciissed  in  comment  158  of 
this  document,  the  agency  has  become 
convinced  that  such  a  requirement 
discriminates  against  those  products 
with  small  serving  sizes,  which  could 
*not  bear  "reduced"  or  "less"  claims 
because  they  contain  an  insufficient 
amount  of  the  nutrient  to  make  the 
reduction  necessary  to  justify  a  claim. 
The  agency  also  was  persuaded  by  the 
comments  that  the  consumption  of 
several  servings  of  such  products  (bread 
for  example)  over  the  course  of  a  day 
would  result  in  significant  reductions  in 
the  amount  of  a  nutrient  when 
considered  cumulatively.  Consistent 
with  its  position  on  "reduced"  and 
"less"  claims,  FDA  is  persuaded  that  the 
minimum  absolute  reduction  in  the 
amount  of  a  nutrient  that  a  product 
must  be  reduced  in  order  to  bear  a 
"Ught"  claim,  namely  40  calories  or  3  g 
of  rat.  should  be  deleted.  Accordingly, 
the  agency  is  deleting  this  requirement 
from  new  $  101.56(b). 

In  addition,  consistent  with  the 
requirements  for  "reduced"  and  "less" 
claims,  the  agency  considers  "Ught" 
claims  to  be  misleading  on  products  that 
base  their  reduction  on  reference  foods 
that  are  already  "low"  in  the  target 
nutrient.  As  discussed  in  comment  159 
of  this  document,  the  agency  considers 
such  a  reduction  to  be  trivial. 
Accordingly,  the  agency  has  prohibited 
such  a  reference  food  for  products 
bearing  a  "light"  claim  in  new 
$  101.56(b)(4). 

180.  The  general  principles  proposal 
(56  FR  60421  at  60446)  provided  that 
like  "reduced"  and  "less"  claims,  a 
"light"  claim  must  be  accompanied  by 
a  declaration  of  the  percent  of  nutrient 
reduction,  the  identity  of  the  reference 
food,  and  the  absolute  amount  of 
calories  and,  where  appropriate,  fat  in 
both  the  labeled  food  and  the  reference 
food.  However,  a  number  of  comments 
suggested  that  for  a  "Ught"  claim 
meaning  "reduced  calode"  or  "reduced 
fet,"  a  disclosure  statement,  qualifying 
statement,  or  other  similar  statement, 
such  as  the  definition  of  the  term. 


should  appear  on  the  label  In  close 
proximity  to  the  "light"  claim.  One 
comment  suggested  that  such  a 
disclosure  statement  should  incorporate 
the  words  "low"  or  "free"  when  they 
are  appropriate,  and  that  the  disclosxire 
shoulo  include  a  prominent  comparison 
of  both  calories  and  fat  in  the  food 
bearing  the  "light"  claim  and  in  the 
reference  food.  Some  comments 
proposed  that  where  a  "Ught"  claim  is 
made  based  on  fat  content  alone,  a 
defining  statement  such  as  "Ught  in  fat" 
or  "light  in  fat  only."  should  appear  on 
the  label,  and  where  a  "Ught"  claim  is 
based  on  calories,  a  statement  such  as 
"light  in  calories"  or  "light  in  calories 
only"  should  appear.  Several  comments 
suggested  that  if  a  "Ught"  product  is  not 
designated  as  "Ught"  on  the  basis  of 
reduced  fat,  it  should  bear  a  qualifying 
statement  such  as  "This  product  is  not 
lower  in  fat."  and  that  if  the  product  is 
not  designated  as  "light"  on  the  basis  of 
reduced  calorie  content,  it  should  bear 
a  qualifying  statement  such  as  "This 
product  is  not  lower  in  calories."  The 
comments  suggested  that  this 
clarification  is  necessary  because  many 
people  are  uncertain  as  to  whether  the 
"lignt"  claim  refers  to  reductions  in  fat 
or  calories.  Another  comment  proposed 
that  where  a  "light"  claim  is  made  on 
the  basis  of  fat  content,  there  should  be 
a  prominent  calorie  disclosure  which 
would  list  the  percent  reduction  of 
calories  compared  to  the  reference  food. 
The  agency  advises  that  although  the 
general  principles  proposal  required 
accompanying  information  for  the 
nutrient  that  has  been  reduced  (i.e..  the 
percent  and  the  amount,  compared  to 
the  reference  food  that  the  calories  and. 
where  appropriate,  fat  have  been 
reduced),  the  agency  did  not  propose  to 
require  this  information  for  the  nutrient 
that  had  not  been  reduced.  While  FDA 
has  determined  that  declarations  of       « 
absolute  amounts  of  fet  and  calories 
may  appropriately  be  made  on  the 
information  panel  instead  of  the  PDP 
(see  comment  214  of  this  document),  the 
agency  agrees  with  the  comments  that 
the  term  "Ught"  may  be  misunderetood 
unless  it  is  properly  clarified.  The 
agency  concludes  that  because  it  is 
permitting  the  unqualified  use  of  "light" 
when  either  a  minimum  (tercentage 
reduction  in  fat  or  a  minimum 
percentage  reduction  in  calories  is  met, 
but  not  necessarily  both,  the  specific 
nature  of  the  reduction  for  eacn  nutrient 
must  be  declared.  This  declaration  is 
necessary  to  prevent  the  term  "Ught" 
from  misleading  the  consumer  into 
beUeving  that  the  food  has  been 
significantly  reduced  in  both  calories 
and  fat  when  it  has  not.  This 


modification  is  in  accord  with 
suggestions  in  comments  and  is 
consistent  with  provisions  of  sections 
403(a)  and  201  (n)  of  the  act  (a  label  is 
misleading  if  it  fails  to  bear  a  material 
fact).  Accordingly,  the  agency  is 
modifying  new  §  101.56(b)(3)  to  require 
that  the  percentage  that  the  fat  is 
reduced,  and  the  percentage  that 
calories  are  reduced,  be  declared  in 
immediate  proximity  to  a  "Ught"  claim 
in  conformance  with  the  requirements 
of  new  S  101.13(j)(2).  regardless  of 
which  nutrient  is  reduced  by  at  least  the 
minimum  amoimt  required  in  the 
definition. 

However,  the  agency  has  determined 
that  if  a  labeled  product  has  a 
sufficiently  small  amount  of  fat  or 
calories,  so  that  it  compUes  with  the 
definition  of  "low"  for  the  nutrient 
(whether  normally  or  by  modification), 
it  would  not  be  misleading  if  the 
percentage  that  the  nutrient  has  been 
reduced  is  not  specified  on  the  label 
(see  §  101.56(b)(3)(iii)).  The  absence  of 
such  information  would  not  be 
misleading  because  the  product  is 
"low"  in  the  nutrient  and  thus  would  be 
consistent  with  any  expectations  that 
the  consumer  might  have  that  the 
product  will  be  useful  in  achieving  a 
diet  consistent  with  dietary  guidelines. 

I.  Other  nutrients 

The  agency  did  not  propose  a 
definition  for  "Ught  sodium"  (56  FR 
60421  at  60451).  It  stated  that  use  of  the 
term  "Ught"  to  reflect  a  sodium 
reduction  in  a  food  would  be  misleading 
on  products  that  were  not  also  reduced 
in  calories  and.  where  appropriate,  fat 
because  consumers  expected  these 
nutrient  reductions  in  association  with 
the  term  "Ught."  However,  the  agency 
tentatively  concluded  that  the  term 
"Ught"  when  used  on  a  salt  substitute 
would  not  be  misleading  in  view  of  the 
long  marketing  history  of  these 

Eroducts.  and  because  a  salt  substitute 
as  virtually  no  calories  and  would, 
therefore,  not  be  expected  to  be  reduced 
in  calories  or  fat.  The  agency,  therefore. 
proposed  that  the  term  "Ught"  could  be 
used  on  a  salt  substitute  if  the  product 
contained  50  percent  less  sodium  than 
ordinary  table  salt. 

181.  Many  comments  agreed  with  the 
proposal  that  "light"  should  be  defined 
for  use  on  salt  substitutes.  They  stated 
that  "light"  was  an  appropriate  term  on 
such  products  because  they  had 
essentially  no  calories.  However,  some 
comments  stated  that  "Ught"  would  be 
confusing  on  a  salt  substitute  because 
consumers  associated  the  term  "light" 
with  reduced  calories.  Othen  said  th 
"light"  should  not  be  permitted  on  a  sait 
subrtitute  as  an  unquaUfied  term  if  the 
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determined 


product  cannot  meet  the  deHnition  for 
"low  sodium."  A  few  comments  stated 
that  if  "light"  is  defined  for  salt 
substitutes,  the  amount  of  sodium  in  the 
product  should  be  declared.  They  said 
that  information  on  the  amount  of 
sodium  in  a  salt  substitute  is  very 
important  for  persons  who  must  restrict 
their  salt  intake. 

The  agency  concludes  that,  as 
proposed,  "light"  is  appropriate  for  use 
on  salt  substitutes.  Salt  substitutes 
bearing  the  term  have  had  a  long  history 
of  use  without  apparent  consumer 
confusion.  As  one  comment  pointed 
out,  the  possibility  of  confusion  is 
minimized  because  these  products  have 
no  calories  as  well  as  no  fat.  Also,  the 
agency  is  not  persuaded  that  such 
products  should  be  prohibited  to  bear  a 
"light"  claim  if  they  are  not  "low 
sodium,"  i.e.,  140  mg  per  serving, 
because  such  a  rule  would  prohibit 
"light"  claims  on  most,  if  not  all. 
sodium  reduced  salt  substitutes.  Such  a 
product  would  have  to  be  reduced  in 
sodium  by  approximately  85  percent  to 
qualify  for  the  claim. 

Further,  the  agency  advises  that  it 
recognizes  that  salt  substitutes  bearing 
the  term  "light"  are  used  primarily  by 
persons  who  are  trying  to  limit  their 
sodium  intake,  and  that  the  amount  of 
sodium  in  such  a  product  is  important 
information.  The  amount  of  the 
nutrient,  in  this  case  sodium,  that  is  in 
the  labeled  product  compared  to  the 
reference  product  (table  salt)  is  required 
to  be  stated  on  the  information  panel. 
This  statement  should  provide  adequate 
information  for  consumers  about  the 
amount  of  sodium  in  the  product. 
Accordingly,  FDA  is  not  changing  the 
proposed  provisions  for  "light"  claims 
on  salt  substitutes. 

182.  Several  comments  suggested  that 
the  term  "light"  without  qualification 
should  be  p>ermitted  for  use  on  foods 
reduced  in  sodium.  The  comments 
suggested  definitions  of  "nutritionally 
significant  reduction  in  the  amoimt  of 
sodium"  and  minimum  percentage 
reductions  of  25,  33  1/3,  or  50  percent. 
The  comments  cited  a  report  of  a  study 
by  the  Calorie  Control  Council, 
"Americans  Find  'Light'  to  Their 
Liking"  (Ref.  27),  in  support  of  their 
suggestion  that  the  term  "light"  should 
be  authorized  for  use  on  products  that 
are  reduced  in  sodium.  According  to  the 
comments,  the  study  demonstrates  that 
71  percent  of  those  surveyed  knew  that 
"light"  is  used  to  refer  to  a  variety  of 
product  qualities  such  as  lower  in 
calories,  fat,  cholesterol,  or  sodium  or 
lighter  in  texture,  color,  taste,  or  weight. 
The  comments  stated  that  their 
experience  suggested  that  consumers 
perceive  "light"  to  mean  reduced  in 


"more  than  one  macronutrient,"  and 
that  the  term  was  widely  used  in  the 
market  place.  One  comment  said  that 
"hght"  should  be  defined  for  sodium,  so 
that  if  a  company  could  not  comply 
vriih  the  "light"  fat  or  "light"  calories 
requirements,  they  would  not  be 
prohibited  from  using  the  term  "light." 

Other  comments  disagreed,  saying 
that  "light"  claims  for  sodium  should 
not  be  defined  because  consumers 
associate  "light"  with  calorie  content. 
They  suggested  that  any  product  bearing 
the  term  "light"  will  be  perceived  as 
containing  fewer  calories  and  not  less 
sodium.  One  comment  cited  a  recent 
Canadian  study  (Tandemar  Research. 
Inc.,  Consumer  Use  and  Understanding 
of  Nutrition  Information  of  Food 
Package  Labels  (Jan.  1992)),  in  which 
only  3  percent  of  those  surveyed 
volunteered  that  "light"  meant  "less 
salt,"  as  support  for  its  claim  that 
"h^t"  should  not  be  defined  to 
describe  a  reduction  in  sodium.  Another 
comment  related  experience  in 
marketing  a  product  that  was  reduced  in 
sodium  as  part  of  a  line  of  "light" 
products,  saying  that  there  had  been  a 
number  of  complaints  from  consumers 
who  were  confused  because  they 
expected  the  product  to  be  reduced  in 
fat,  not  in  sodium,  and  consequently  the 
company  had  dropped  the  product  from 
the  "light"  product  line. 

Another  group  of  comments  suggested 
that  "light"  should  be  defined  for  soy 
sauce  and  other  low  calorie  foods  that 
are  used  primarily  as  salt  substitutes. 
They  said  that  like  salt  substitutes,  these 
products  also  contained  virtually  no 
calories.  They  added  that  even  if  a 
"light"  claim  on  one  of  these  products 
was  misinterpreted  to  mean  "reduced  in 
calories  or  fat,"  no  harm  would  come  to 
the  consumer  because  these  products 
had  an  insignificant  amount  of  fat  and 
calories.  Therefore,  such  a  product 
would  not  be  misleading.  Yet  another 
comment  suggested  that  foods  that  are 
used  in  place  of  salt,  but  that  are  not 
calorie  free,  should  be  required  to  meet 
a  calorie/fat  based  definition  for  "light." 

The  agency  has  carefully  considered 
all  of  these  comments  concerning  use  of 
the  term  "light"  without  qualification  to 
reflect  reductions  in  sodium.  As 
discussed  above,  the  agency  remains 
concerned  that  the  use  of  the  term 
"light"  without  qualification  on 
products  that  are  reduced  in  sodium  but 
not  reduced  in  fat  or  calories  would  be 
misleading  to  consumers  because  of 
consumers'  expectations  that  a  product 
labeled  as  "light"  has  been  reduced  in 
fat  or  calories.  The  agency  has  already 
considered  the  study  by  the  Calorie 
Control  Council  (Ref.  27)  and 
acknowledges  that  "light"  has  been 


used  to  connote  a  wide  variety  of 
meanings,  such  as  reduced  soidium  and 
lighter  in  texture,  color,  or  weight. 
However,  the  same  study  suggests  that 
controlling  calories  (85  percent  of 
respondents)  and  fat  (83  percent)  were 
two  of  the  major  reasons  for  use  of 
"light"  products.  In  addition,  the  report 
of  the  Calorie  Control  Council  summary 
used  by  FDA  stated  that  69  percent  of 
those  surveyed  cited  "lower  in  calories" 
as  the  first  response  when  asked  the 
meaning  of  the  term  "light."  Clearly, 
although  consumers  do  consider  that 
"light"  can  mean  "light"  in  sodium, 
they  are  primarily  concerned  with  fat 
and  calorie  reductions  in  "light" 
products.  Therefore,  the  agency  remains 
convinced  that  "light"  claims  without 
qualification  on  products  would  be 
misleading  if  the  product  did  not  have 
significant  reductions  in  fat  or  calories. 
Accordingly,  the  agency  is  not 
providing  a  definitions  for  "light"  for 
use  on  all  products  having  only 
reductions  in  sodium. 

However,  on  careful  consideration  of 
the  comments,  the  agency  is  persuaded 
that,  like  "light"  claims  on  salt 
substitutes,  "light"  claims  without 
qualification  on  sodium  reduced 
products  containing  only  a  few  calories 
and  little  fat  (i.e.,  a  "low  calorie,"  "low 
fat"  food)  are  not  misleading  to 
consumers  and  can  assist  consumers  in 
maintaining  healthy  dietary  practices. 
The  food  meets  the  expectations  of  the 
consumer  that  the  product  is  useful  in 
achieving  a  diet  consistent  with  dietary 
guidelines  for  calories  and  fat,  albeit 
because  the  food  was  normally  low  in 
fat  and  calories  rather  than  low  in  fat 
and  calories  by  modification. 
Consequently,  the  agency  has 
determined  that  if  the  sodium  content  of 
a  "low  calorie,"  "low  fat"  food  has  been 
reduced  by  50  percent,  it  may 
appropriately  bear  an  unqualified 
"light"  claim.  This  determination  is 
consistent  with  the  suggestions  in  the 
comments  and  the  definition  proposed 
for  "light"  on  a  salt  substitute.  Further 
while  other  percentage  reductions  were 
suggested,  no  justification  for  any  of 
those  other  reductions  was  provided  in 
the  comments.  Accordingly,  the  agency 
is  providing  for  this  use  of  "light"  as  8 
50  percent  reduced  sodium  claim  in 
§  101.56(c). 

183.  A  few  comments  suggested  that 
"light"  sodium  claims  would  not  be 
misleading  if  a  disclosure  statement 
such  as  "this  product  is  not  lower  in  fiat 
or  calories"  or  other  qualifying 
information  about  the  natiire  of  the 
modification  was  specified  adjacent  to 
the  term.  One  comment  cited  the 
findings  from  the  Calorie  Control 
Council's  study  that  67  percent  of  those 
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responding  believe  that  "light"  is 
appropriate  to  differentiate  product 
qualities  so  long  as  the  term  is  clearly 
explained. 

The  agency  has  carefully  considered 
these  comments.  Given  the  significant 
traditional  association  between  the  term 
"light"  and  sodium  content,  and  the 
dietary  guidelines  that  suggest  a 
reduction  in  sodium  intake  (Ref.  7). 
FDA  has  concluded  that  while  an 
unqualified  "Ught"  claim  for  sodium 
would  generally  be  misleading,  it  is 
appropriate  to  provide  for  such  a  claim 
with  respect  to  sodium  content  for  use 
on  foods  that  contain  more  than  40 
calories  and  3  g  of  fat  per  reference 
amount  if  the  claim  is  appropriately 

aualified.  The  agency  has  determined 
lat  such  a  claim  can  be  used  to 
highlight  a  large,  that  is.  a  50  percent  or 
more,  reduction  in  the  sodium  content 
of  such  food.  Such  a  requisite  reduction 
is  consistent  with  the  definition  of 
"light"  for  fat  and  for  sodium  on  foods 
that  contain  less  than  40  calories  and  3 
g  of  fat  per  reference  amount. 

Therefore,  to  ensure  that  this 
additional  "light"  claim  for  sodium 
does  not  mislead  or  confuse  consumers, 
FDA  has  concluded  that  it  is  necessary 
to  tightly  limit  the  circumstances  in 
which  it  may  be  used.  Thus.  FDA  is 
requiring  in  §  101.56(c)(2)(i)  that  this 
use  of  the  term  "light"  must  be  qualified 
to  distinguish  it  from  the  unqualified 
use  of  the  term  that  describes  reductions 
in  fat  or  calories.  The  qualified  term  that 
FDA  is  defining  is  "lignt  in  sodium." 
Second,  to  convey  to  consumers  that 
"light  in  sodium"  is  a  single  term,  and 
to  ensure  that  a  misleading  impression 
is  not  created  by  manipulations  in  type 
size,  FDA  is  requiring  in  §  101.56(c)(2)(i) 
that  the  entire  term  be  presented  in 
uniform  type  size,  style,  color,  and 
prominence.  Consequently,  if  a 
manufacturer  wishes  to  use  the  term 
"light"  in  a  brand  name  to  describe  a 
reduction  in  sodium,  the  qualifying 
phrase  "in  sodium"  or  the  statement 
"light  in  sodium"  must  appear  in 
immediate  proximity  to  the  term 
"li^t."  in  uniform  type  size,  style, 
color,  and  prominence. 

Therefore,  in  S  101.56(c)(2).  FDA  is 
providing  for  a  qualified  "light  in 
sodium"  claim  when  there  has  been  at 
least  a  50-percent  reduction  in  sodium 
content  of  a  food  as  compared  to  an 
appropriate  reference  food  (see 
S  101.13(i)(l)).  In  addition,  for  reasons 
that  are  similar  to  the  discussion  in 
comment  179  with  respect  to  light 
claims  for  foods  that  are  low  in  fat  or 
calories,  the  agency  believes  that  a 
"light  in  sodium"  claim  on  a  food 
whose  refierence  food  is  already  "low  in 
sodium"  would  be  misleading. 


Therefore,  in  §  101.56(c)(2)(iii)  the 
agency  is  prohibiting  such  a  claim 
except  for  meals  and  meal-type  products 
(see  comment  272). 

184.  A  few  comments  suggested  that 
"lightly  salted"  should  be  permitted, 
particularly  for  use  on  nuts.  The 
comments  suggested  that  the  definition 
should  be  either  one-third  less  added 
sodium  or  140  mg  of  sodium  per  serving 
("low  sodium").  The  comments  said 
that  because  of  a  long  history  of  use. 
consumers  were  familiar  with  the  term 
"lightly  salted."  The  comments  also 
stated  that  "lightly  salted"  was  an  easy 
way  for  consumere  to  identify  products 
with  less  added  salt.  One  comment 
requested  an  exemption  for  "lightly 
salted  nuts."  saying  that  it  would  be 
similar  to  the  "sugar  free"  exemption 
proposed  for  chewing  ^m. 

T^e  agency  agrees  with  the  comments 
that  "lightly  salted"  is  a  claim  long 
used,  for  example,  on  nuts,  to  mean  that 
less  salt  has  been  added  to  the  labeled 
product  than  to  the  regular  product.  In 
this  sense,  it  is  used  as  a  relative  claim. 
As  sudi.  "lightly  salted"  may  be  an 
appropriate  term  to  reflect  such  a  salt 
reauction.  However,  to  be  consistent 
with  the  other  uses  of  the  term  "light." 
the  agency  has  determined  that  the 

f>roduct  must  have  at  least  50  percent 
ess  added  sodium  than  the  regular 
brand.  In  addition,  as  discussed  in 
comment  75  of  this  document,  the 
agency  has  determined  that  a  claim  of 
"no  added  salt"  would  be  misleading  on 
products  that  are  not  sodium  free, 
unless  the  label  has  a  statement  "Not  a 
sodium  ft«e  food"  or  "Not  for  control  of 
sodium  in  the  diet."  Consistent  with 
that  determination,  a  comparable 
disclaimer,  i.e.,  "Not  a  low  sodium 
food,"  must  be  placed  on  the 
information  panel  of  "lightly  salted" 
products  that  are  not  "low"  in  sodium. 
This  disclaimer  will  assist  the  consumer 
who  may  wish  to  control  his  or  her 
sodium  intake  by  consuming  the  labeled 
product  rather  than  the  regular  version 
of  the  product  from  being  misled  into 
thinking  that  the  labeled  product  is 
"low"  in  sodium  when  it  is  not.  In 
addition,  because  this  is  a  relative 
claim,  the  appropriate  accompanying 
information,  as  specified  in 
8 101.13(i)(2)  is  required.  Accordingly, 
the  agency  has  provided  for  "lightly 
salted"  in  §  101.56(g). 

185.  A  few  comments  suggested  that 
"light  cholesterol"  should  be  defined. 
The  comments  suggested  definitions 
ranging  from  the  criteria  for  "low 
cholesterol"  to  50  percent  less 
cholesterol.  They  said  that  to  ensure 
such  a  claim  was  not  misleading,  the 
statement,  "this  product  is  not  lower  in 
fat  or  calories"  could  be  added  to  the 


claim.  However,  the  comments  provided 
no  justification  as  to  why  the  agency 
should  promulgate  such  a  definition 
other  than  the  finding  fttjm  the  Calorie 
Control  Coimcil  Study  cited  previously 
that  "light"  has  been  used  to  refer  to 
products  lower  in  cholesterol. 

The  agency  is  not  convinced  by  the 
comments  that  a  "light"  claim  is 
appropriate  on  products  that  are 
reduced  only  in  cholesterol.  As 
discussed  above  in  comments  170  and 
182  of  this  document,  consumers  most 
associate  "light"  with  reductions  in  fat, 
calories,  and  in  certain  respects, 
sodium.  There  is  not  the  same  strong 
association  between  "light"and 
cholesterol  content.  Although  the  report 
on  the  Calorie  Control  Council  study 
mentions  cholesterol  as  one  of  many 
qualities  with  which  the  term  "light" 
has  been  associated,  the  report  does  not 
provide  a  basis  to  distinguish 
cholesterol  frt)m  these  other  qualities  as 
it  does  with  fat.  calories,  and  sodium. 
Thus,  the  agency  does  not  consider  the 
mention  of  cholesterol  in  the  Calorie 
Control  Council  report  to  provide 
adequate  justification  for  a  "light 
cholesterol"  claim.  It  does  not  establish 
a  particular  association  between  "light" 
and  chclesterol  reduction. 
Consequently,  the  agency  is  not 
providing  a  definition  for  "light"  for  use 
on  products  that  are  reduced  only  in 
cholesterol. 

186.  A  few  comments  also  suggested 
that  "light  saturated  fat"  should  be 
defined.  The  definitions  suggested  for 
this  term  ranged  from  "a  nutritionally 
significant  reduction  in  the  amount  of 
saturated  fat"  to  50  percent  less 
saturated  fat.  There  was  no  justification 
other  than  the  report  of  the  Calorie 
Control  Council's  study. 

As  with  cholesterol,  the  agency  is  not 
convinced  that  a  "light"  claim  is 
appropriate  on  products  that  are 
reduced  only  fn  saturated  fat.  In  the 
report  of  the  Calorie  Control  Council 
Study  used  by  FDA  (Ref.  27).  saturated 
fat  is  not  specifically  mentioned  as  a 
quality  associated  with  use  of  the  term 
"light."  Consequently,  the  agency  has 
no  basis  to  determine  that  consumers 
perceive  "light"  to  mean  reduced  in 
saturated  fat.  Lacking  any  other 
justification,  the  agency  is  not 
persuaded  that  use  of  "light"  is 
appropriate  on  products  that  are 
reduced  in  saturated  fat. 

187.  A  few  comments  suggested  that 
"light  sugar" claims  shouldbe 
permitted.  One  comment  stated  that  a 
"light  sugar"  claim  should  be  defined  to 
mean  that  the  food  had  25  percent  less 
sugar  and  at  least  5  g  less  sugar  than  the 
appropriate  reference  food.  Other 
comments  stated  that  "light  sugar" 
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should  be  defined  to  mean  50  percent 
less  added  sugar.  However,  none  of  the 
comments  provided  a  rationale  for  why 
"light  sugar"  should  be  defined. 
The  agency  has  reviewed  these 
comments  and  is  not  convinced  that 
there  is  sufficient  reason  to  provide  a 
definition  for  this  term.  The  agency  has 
detennined  that  definitions  of  "light" 
for  nutrients  other  than  calories,  fat. 
and,  on  certain  products,  sodium  would 
be  misleading.  In  addition,  although  the 
agency  has  not  defined  "less  added 
sugar."  the  term  "less  sugar"  could  be 
used  to  communicate  changes  in  the 
amount  of  sugar  in  the  food  of  the  sort 
that  could  be  communicated  if  the 
agency  adopted  the  suggested  definition 
for  "light  sugar."  However,  lacking  an 
adequate  justification  for  the  term  "light 
sugar."  the  agency  is  not  convinced  that 
such  a  definition  should  be  established. 
Accordingly,  the  agency  is  not 
providing  for  a  definition  for  this  term. 

II.  Other  uses  of  the  term  "light" 

In  the  general  principles  proposal  (56 
FR  60421  at  60451)  the  agency  proposed 
that  the  unqualified  use  of  the  term 
"light"  not  be  permitted  on  the  label  or 
in  labeling  of  a  food  unless  the  term  was 
used  to  describe  a  reduction  in  calories 
and,  where  appropriate,  a  reduction  in 
fat  (discussed  above)  or  on  a  salt 
substitute  that  contained  at  least  50 
percent  less  sodium  than  salt.  However, 
the  agency  proposed  that  the  term 
"light"  could  also  be  used  to  describe 
physical  or  organoleptic  characteristics 
of  a  food  so  long  as  that  attribute 
adequately  qualified  the  term  "light." 
e.g.,  "light  in  color"  or  "light  and 
fiufify,"  and  was  in  the  same  type  size, 
style,  color,  and  prominence  as  the 
word  "light"  and  in  immediate 
proximity  thereto.  The  agency  also 
proposed  that  if  the  term  "light"  had 
been  associated  through  common  use 
with  a  particular  food,  such  as  "light 
brown  sugar,"  to  the  extent  that  the  term 
"light"  had  become  part  of  the 
statement  of  identity,  such  use  of  the 
term  would  not  be  considered  a  nutrient 
content  claim. 

186.  A  majority  of  those  commenting 
on  the  subject  had  no  objections  to 
products  bearing  the  term  "light"  to 
refier  to  other  physical  or  organoleptic 
properties  of  a  product,  so  long  as  that 
property  was  specified.  They  said  that 
in  these  circumstances,  consumers  are 
aware  of  the  meaning  of  the  term 
"light."  However,  a  few  comments 
objected  to  allowing  such  "light" 
claims.  One  stated  that  use  of  the  word 
"light"  to  describe  color,  texture,  or 
taste  may  mislead  some  consumers  and 
undermine  credibility  of  the  term. 


The  agency  acknowledges  that  the 
term  "light"  has  at  times  been  used  in 
describing  the  physical  characteristics 
about  a  product  without  appropriate 
qualifying  information.  An  example  of 
such  a  claim  is  "light"  used  to  describe 
an  oil  that  is  "light"  in  color  but  is  not 
altered  in  nutrient  quality.  This  use  is 
clearly  misleading.  However,  the  agency 
is  not  convinced  by  the  comments  that 
a  claim  using  the  word  "light"  to 
describe  a  physical  or  organoleptic 
property,  if  it-adequately  characterized 
the  nature  of  the  claim,  such  as  "light 
in  color"  or  "light  and  fluffy,"  would  be 
misleading  because  the  word  "light" 
would  be  defined  as  part  of  the  claim. 
In  new  $  101.56(e)(2),  FDA  is  requiring 
that  product  attribute  in  question  (e.g.. 
the  color  or  the  fluffiness  of  the  product) 
be  placed  in  immediate  proximity  with 
the  term  "light."  Accordingly,  the 
agency  concludes  that  its  regulations 
provide  adequate  assurance  that  this 
type  of  claim  will  not  be  abused,  and 
therefore,  it  is  adopting  the  provisions 
(new  §  101.56(e))  that  provide  for  such 
claims  as  proposed. 

189.  Several  comments  agreed  with 
the  proposal  that  the  physical  or 
organoleptic  properties  of  the  food  that 
are  described  in  such  claims  should  be 
identified  immediately  adjacent  to.  and 
in  the  same  type  size,  style,  and  color 
as.  the  word  "light"  One  comment  said 
that  without  this  requirement,  the  claim 
would  be  misleading,  and  the  same  uses 
of  "light"  that  exist  in  today's 
marketplace  will  be  perpetuated, 
undermining  the  basic  purpose  of  the 
1990  amendments.  However,  other 
comments  objected  to  this  type  size 
requirement,  saying  that  the  attribute 
information  should  not  be  required  to  be 
the  size  of  the  claim.  Suggestions  were 
that  the  attribute  should  be  in  type  one- 
half  the  size  of  the  word  "light."  one- 
half  the  size  of  the  brand  name,  one-half 
the  size  of  the  name  of  the  food,  or  as 
prominent  as  the  statement  of  identity. 
Another  comment  said  that  there  should 
be  no  type  size  or  placement 
requirements  for  the  defining  attribute. 
Another  comment  said  that  the  graphics 
requirement  for  this  information  was  so 
unreasonable  and  burdensome  as  to 
constitute  a  virtual  prohibition  for  use 
of  the  term. 

The  agency  has  considered  these 
comments  and  is  persuaded  that  the 
type  size  requirements  proposed  for  the 
information  that  defines  a  "light"  claim 
about  a  physical  or  organoleptic 
property  of  a  product  would  be 
burdensome,  and  that  this  information 
need  not  be  as  large  as  the  claim  to 
effectively  clarify  the  physical  or 
oi^anoleptic  properties  of  the  labeled 
product.  However,  because  of  the 


special  nature  of  the  term  "light."  and 
the  great  potential  for  its  misuse,  the 
agency  believes  that  it  is  essential  that 
this  defining  information  be  declared 
adjacent  to  the  term,  and  that  the  word 
"light"  not  have  undue  prominence 
relative  to  this  information.  The  agency 
believes  that  to  severely  diminish  the 
size  of  the  defining  information,  or  to 
remove  it  spatially  from  the  claim, 
would  affect  the  ability  of  the 
information  to  clarify  what  might 
otherwise  be  a  misleading  claim.  FDA 
concludes  that  by  permitting  such 
information  to  be  as  small  as  half  the 
size  of  the  term  "light,"  it  will  eliminate 
the  burdensomeness  of  the  proposal  and 
yet  still  insure  that  the  information  was 
sufficiently  prominent  so  as  to  mitigate 
any  misimpressions  caused  by  the  use 
of  this  term.  Accordingly,  the  agency  is 
revising  §  10 1 .  56(e)(2)  to  permit  the 
defining  information  to  be  one-half  the 
type  size  of  the  word  "light." 

190.  Of  those  commenting,  a  majority 
agreed  that  if  the  term  "light"  had, 
through  common  use,  come  to  be  part  of 
the  statement  of  identity  (e.g.,  "light 
brown  sugar"),  the  term  "light"  need 
not  be  further  defined  or  qualified. 
However,  a  few  comments  disagreed. 
They  said  that  all  such  physical  or 
organoleptic  uses  of  the  term  should  be 
specifically  clarified  no  matter  what  the 
history  of  use  of  the  term  was.  Another 
comment  stated  that  this  provision 
should  be  narrowed  in  scope  so  that  this 
unqualified  usage  of  the  word  "light" 
would  be  limited  to  situations  in  which 
the  term  reflected  physical  or 
organoleptic  properties  of  the  food,  such 
as  color  or  weight  and  not  nutritional 
qualities. 

The  agency  advises  that  the  provision 
in  proposed  §  101.56(f)  was  intended  to 
apply  only  to  use  of  "light"  to  describe 
physical  and  organoleptic  properties  of 
the  food.  It  was  not  intended  to  permit 
uses  of  "light,"  that  are  contrary  to  other 
parts  of  the  regulation.  Accordingly. 
FDA  has  modified  new  §  101.56(f)  to 
clarify  the  permitted  use  of  the  term. 
Where  the  word  "light"  has  come  to  be 

fiart  of  the  statement  of  identity  through 
ongstanding  use  of  the  term,  it  is 
generally  used  to  characterize  a  product 
not  in  comparison  to  a  regular  product, 
but  to  a  contrasting  version  of  the 
product  e.g..  "light  brown  sugar"  versus 
"dark  brown  sugar."  Without  use  of  the 
term  "light"  to  distinguish  the  food 
from  its  counterpart,  there  would  be 
confusion  as  to  the  specific  identity  of 
the  product.  Therefore,  the  agency 
concludes  that  for  such  products,  the 
word  "light"  is  fundamental  to  an 
understanding  of  the  product's  identity. 
Consequently,  in  such  circimistances, 
FDA  is  allowing,  under  §  101.56(f),  the 
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use  of  the  tenn  "light"  without 
qualification  other  than  the  other 
components  of  the  identity  statement. 

191.  Another  comment  suggested  that 
because  of  a  60-year  history  of  use,  the 
term  "li^t."  without  qualification, 
should  be  allowed  on  a  particular  brand 
of  fiiiit  cake  to  differentiate  it  from  the 
"dark"  version  of  the  same  brand  of 
fruitcake. 

The  agency  agrees  that  it  would  be 
appropriate  in  mis  long  standing 
situation,  for  the  manufactiuer  to  use 
the  word  "light"  without  qualification 
to  differentiate  a  version  of  a  particular 
brand  of  fruit  cake  that  is  "light"  in 
color  from  a  version  of  the  same  brand 
of  fruit  cake  that  is  "dark"  in  color. 
However.  FDA  advises  that  for  this  use 
the  term  "light"  must  appear  in  the 
statement  ofidentity.  e.g..  "light  fruit 
cake."  In  addition,  FDA  would  expect 
the  dark  version  of  the  product  to  be 
labeled  "dark  fruit  cake."  so  that  the 
terms  "light"  and  "dark"  have  the  same 
conspicuousness  on  the  label.  The 
agency  believes  that  such  a  use  is  not 
misleading  to  consxunert  because  it  is 
clear  from  the  relative  use  of  the  terms 
"light"  and  "dark"  that  the  word  "light" 
in  this  instance  refers  to  the  color  and 
not  to  any  other  properties  of  the  fruit 
cake. 

192.  One  comment  requested  that  the 
agency  clarify  and  codify  the  method  for 
a  manufacturer  to  demonstrate  that  its 
use  of  the  term  "light"  on  a  product  is 
permissible  because  the  term  has  come, 
through  long  use,  to  be  part  of  the 
statement  of  identity. 

The  agency  believes  that  the 
situations  in  which  such  a 
demonstration  would  be  appropriate  are 
sufiiciently  few  that  spednc  provisions 
are  not  necessary  to  implement  this 

Erocedure.  When  the  use  of  the  term  is 
roadly  applicable  to  a  class  of 
products,  a  petition  would  be 
appropriate.  There  is  provision  in  part 
10  (21  CFR  part  10)  for  this  type  of 
request.  However,  the  agency  does  not 
^  believe  that  it  is  generally  necessary  to 
submit  a  formal  petition  to  address  this 
matter.  Except  for  those  regarding  brand 
names,  petitions  are  broadly  applicable 
to  a  class  of  products  and  do  not  address 
a  single  manufacturer's  product.  If  a 
manufacturer  wishes  to  have  advice  on 
whether  a  product's  use  of  the  term 
"light"  in  its  statement  of  identity  is 
appropriate,  the  manufacturer  may 
submit  to  the  agency  evidence  to 
substantiate  the  longstanding, 
nonmisleading  use  of  the  term  for  this 
purpose.  The  agency  will  review  each 
situation  on  a  case-by-case  basis  and 
notify  the  manufacturer  whether  the 
label  declaration  is  appropriate. 


193.  Another  comment  asked  for 
advice  on  whether  its  brand  name 
"Simny  Delight"  was  subject  to  the 
requirements  for  "light"  nutrient 
content  claims. 

The  agency  advises  that  the  term 
"Sunny  Delight"  would  not,  by  Itself, 
constitute  a  nutrient  content  claim.  The 
ordinary  meaning  of  the  word  "dehght," 
as  long  as  it  is  presented  as  a  single 
word  without  any  use  of  printing, 
hyphenation,  or  spelling  that  unduly 
emphasizes  "light,"  does  not  state  or 
imply  the  level  of  a  nutrient.  However, 
FDA  also  advises  that  it  will  evaluate 
label  statements  using  forms  of  the  word 
"light"  to  determine  if  they  are  used  in 
a  context  in  which  they  make  claims 
that  a  nutrient  has  been  reduced  in  the 
food. 

ijj.  Additional  tenns 

194.  One  comment  stated  that 
additional  terms  such  as  "extra  light"  or 
"ultra  Ught"  should  be  defined.  Tliey 
said  that  the  state  of  California  allows 
these  definitions  to  describe  reductions 
in  milk  fat  and  urged  the  agency  to 
define  "light"  with  enough  flexibility  to 
allow  this  labeling  to  continue.  The 
comment  said  that  "extra  light"  should 
be  defined  as  a  two-thirds  fat  reduction, 
and  that  "ultra  light"  should  have  no  fat 
(a  100  percent  fat  reduction)  compared 
to  whole  milk. 

The  comments  have  not  provided 
sufficient  justification  for  the  terms 
"extra  light"  or  "ultra  light."  Therefore, 
the  agency  is  not  providing  definitions 
for  those  terms  at  this  time.  The  agency 
is  not  persuaded  that  the  consumer 
would  understand  the  diffsrences 
among  "Ught."  "extra  lieht,"  and  "ultra 
lig^t,"  especially  since  definitions  for 
such  terms  would  be  available  for  use 
on  a  wide  variety  of  food.  In  addition, 
the  comment  did  not  present 
justification  for  establishing  an 
additional  definition  for  use  on  foods 
that  appear  to  qualify  for  "low  fat"  and 
"fat  free."  The  agency  advises  that, 
under  new  §  101.69,  the  person  who 
submitted  the  comment,  or  any  other 
interested  party,  may  submit  a  petition 
to  the  agency,  with  substantiating 
information,  requesting  definition  for 
these  terms. 

195.  A  few  comments  disagreed  with 
the  idea  of  defining  "light"  and  "Jite"  as 
synonyms.  One  comment  suggested  that 
sound  alike  spellings  for  "Hght"  (e.g., 
"hte")  should  be  prohibited.  Another 
comment  suggested  that  the  term 
spelled  "1-i-t-e"  should  be  used  to  refer 
to  calorie  reductions  and  the  spelling  "1- 
i-g-h-l"  should  refer  to  other  product 
qualities. 

The  agency  does  not  agree  that  the 
terms  "hte"  and  "light"  should  not  be 


synonymous.  The  agency  points  out  that 
the  statute  required  that  the  agency 
define  "'lig^f  or  'lite'"  (section 
3(b)(2)(A)(iii)(ffl)  of  the  1990 
amendments).  From  this  instruction,  the 
agency  can  reasonably  conclude  that 
Congress  intended  that  the  two  spellings 
of  the  tenn  be  synonymous.  Further, 
\mder  the  statute,  to  not  define  both  of 
these  terms,  the  agency  would  need  to 
find  that  one  of  them  was  misleading 
under  section  403(a)  of  the  act.  TTie 
comment  gives  the  agency  no  basis  to 
make  this  finding,  nor  is  one  apparent 
to  the  agency.  In  addition,  the  agency 
believes  that  because  of  similarity  of  the 
terms  "lite"  and  "light,"  the  suggested 
distinct  definitions  for  the  two  spellings 
of  the  term  would  cause  confosion  to 
consumers  and  would  indeed  be 
misleading.  Accordingly,  the  agency  is 
not  changing  the  status  of  the  terms 
"light"  and  "Ute"  as  synonyms. 

jV.  Dietary  Supplement  Act 

FDA  proposed  to  require  in 
§  101.56(a)(3)  that  if  a  food  bears  a 
"light"  claim,  it  must  be  nutrition 
labeled  in  accordance  with  §§  101.9. 
101.10,  or  101.36.  as  appropriate. 
However,  as  stated  above,  the  Dietary 
Supplement  Act  of  1992  established  a 
moratorium  on  the  implementation  of 
the  1990  amendments  with  respect  to 
dietary  supplements.  As  a  result,  FDA  is 
not  adopting  §  101.36  at  this  time.  To 
reflect  this  fact,  FDA  has  deleted  the 
reference  to  §  101.36  from  §  101.56(a)(3). 
FDA  has  also  deleted  references  to 
$  101.36  from  §§  101.60(a)(3). 
101.61(a)(3).  and  101.62(a)(3). 

3.  "More"  claims 

Although  the  1990  amendments  do 
not  require  that  FDA  define  the  term 
"more."  the  agency  proposed  a 
definition  and  requirements  (proposed 
§  101.54(e))  for  use  of  "m(we"  to 
describe  a  food  in  the  general  principles 
proposal  (56  FR  60421  at  60453).FDA 
proposed  that  a  comparative  claim  using 
the  term  "more"  may  be  used  to 
describe  a  food,  including  a  meal-type 
product,  that  contains  at  least  10 
percent  or  more  of  the  RDI  for  protein, 
vitamins,  or  minerals  or  of  the  DRV  for 
dietary  fiber  or  potassium  than  the 
reference  food  that  it  resembles  and  for 
which  it  substitutes  (proposed 
§  101.54(e)(l)(i)). 

Further,  the  agency  proposed  that 
when  the  claim  is  based  on  a  nutrient 
that  has  been  added  to  the  food, 
fortification  be  in  accordance  with  the 
poUcy  on  fortification  of  foods  in 
S  104.20  (21  CFR  104.20)  (new 
§  101.54(e)(l)(ii)).  Also,  the  agency 
proposed  to  require  that  the  identity  of 
the  reference  food,  the  percentage  (or 
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fraction)  that  the  nutrient  was  increased 
relative  to  the  RDI  or  DRV.  and 
quantitative  information  comparing  the 
level  of  the  nutrient  in  the  product  per 
labeled  serving  size  with  that  of  the 
reference  food  that  it  replaces  be 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim  (proposed 
§  101.54(e)(l)(iii)). 

Further,  the  agency  proposed  to 
permit  a  comparative  claim  using  the 
term  "more"  on  a  food  to  describe  the 
level  of  complex  carbohydrates  in  a 
food,  including  a  meal-type  product  as 
deRned  in  proposed  §  101.13(1), 
provided  that  the  food  contains  at  least 
4  percent  or  more  of  the  DRV  for 
carbohydrates  than  the  reference  food, 
and  that  the  difference  between  the  two 
foods  is  only  complex  carbohydrates  as 
defined  in  proposed  §  101.9(c)(6)(i).  The 
identity  of  the  reference  food  and 
quantitative  information  comparing  the 
level  of  complex  carbohydrates  with  the 
level  in  the  reference  food  that  it 
replaces  would  have  had  to  be  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (proposed 
tj  101.54(e)(2)). 

Finally.  FDA  proposed  to  permit  a 
comparative  claim  using  the  term 
"more"  to  describe  the  level  of 
unsaturated  fat  in  a  food,  including 
meal  products  as  defined  in  proposed 
§  101.13(1),  provided  that  the  food 
contains  at  least  4  percent  more  of  the 
DRV  for  unsaturated  fat  than  the 
reference  food,  the  level  of  total  fat  is 
not  increased,  and  the  level  of  trans 
fatly  acids  does  not  exceed  1  percent  of 
the  total  fat.  Under  the  proposal,  the 
identity  of  the  reference  food  and 
quantitative  information  comparing  the 
level  of  unsaturated  fat  with  that  of  the 
reference  food  that  it  replaces  would 
have  had  to  be  declared  in  immediate 
proximity  to  the  most  prominent  such 
claim  (proposed  §  101.54(e)(3)). 

The  agency  specifically  requested 
comments  on  certain  specific  aspects  of 
the  proposed  definitions  of  "more"  for 
describing  levels  of  complex 
carbohydrates  and  unsaturated  fatty 
acids  (56  FR  60421  at  60453  through 
60454).  First,  both  of  the  proposed 
definitions  deviated  from  FDA's  past 
requirements  for  superiority  claims 
which,  as  stated  above,  have  been  based 
on  a  food  having  10  percent  more  of  the 
U.S.  RDA  of  a  nutrient  per  serving  than 
the  food  to  which  it  is  being  compared. 
Secondly,  the  provision  in  the  "more" 
definition  for  unsaturated  fatty  acids 
limiting  the  level  of  trans  fatty  acids  to 
1  percent  of  the  total  fat  was  included 
because  the  agency  believed  that  it 
would  be  misleading  for  products 
containing  significant  levels  of  trans 
fatty  acids  to  bear  claims  of  more 


unsaturated  fatty  acids  in  light  of  recent 
data  suggesting  that  trans  fatty  acids  act 
like  saturated  fat  in  raising  serum 
cholesterol. , 

196.  A  few  comments  were  opposed 
to  the  proposed  definition  of  "more." 
The  comments  argued  that  claims  for 
"more"  should  not  be  permitted  because 
the  10  percent  eligibility  criterion  is  too 
small  to  be  of  significance  to  consumers. 
One  comment  suggested  that  claims  of 
"more"  be  expressed  in  5  percent 
increments  to  prohibit  food  companies 
from  rounding  up  to  make  the  increased 
nutrient  level  appear  greater  than  it 
actually  is.  A  few  comments  stated  that 
the  definition  for  "more"  should  be 
similar  to  the  definition  for  "less."  and 
that  the  food  should  contain  25  percent 
"more"  of  the  nutrient  than  the 
reference  food  to  be  eligible  to  bear  the 
term  "more."  A  few  comments  were 
concerned  that  a  25  percent  eligibility 
criterion  may  lead  to  over  fortification 
of  foods  in  order  to  be  eligible  1o  bear 
this  term. 

The  agency  has  not  been  persuaded  to 
change  the  definition  for  "more."  As 
discussed  in  the  general  principles 
proposal  (56  FR  60421  at  60453).  the 
agency  believes  that  a  10  percent  greater 
level  of  a  nutrient  relative  to  the  RDI  or 
DRV  in  a  serving  of  a  food  is 
nutritionally  significant  and  is  also 
necessary  to  ensure  that  there  is  truly  a 
difference  in  the  foods  being  compared. 
This  level  is  the  minimum  level  of  a 
nutrient  that  must  be  provided  by  a  food 
for  the  food  to  meet  the  definition  of 
"good  source"  in  this  final  rule. 
Consistent  with  this  requirement,  a  food 
must  provide  at  least  an  additional  10 
percent  of  the  DRV  or  RDI  compared  to 
the  reference  food  before  it  can  be 
designated  as  a  better  source,  i.e., 
having  "more"  of  the  nutrient. 

The  nutrition  labeling  regulations 
allow  for  the  standard  practice  of 
rounding  values  to  the  nearest  percent 
when  determining  levels  of  nutrients 
(new  §  101.9(c)(8)(iii)).  However  there  is 
no  provision  in  the  final  rule  that  allows 
for  inappropriate  rounding  up  of  values 
when  making  claims. 

Additionally,  the  values  represented 
by  a  "more"  claim  must  be  truthful  and 
not  misleading.  The  agency  considered 
requiring  at  least  a  25  percent  increase 
relative  to  the  RDI  or  DRV  as  compared 
to  the  reference  food  in  arriving  at  the 
proposed  definition  for  the  term 
"more."  As  discussed  in  the  general 
principles  proposal  (56  FR  60421  at 
60453),  FDA  rejected  this  approach 
because  of  the  agency's  concern  that  a 
level  higher  than  10  percent  of  the  DRV 
or  RDI  would  result  in  inappropriate 
fortification  of  foods  in  an  attempt  to 
make  superiority  claims.  Therefore,  the 


agency  is  retaining  the  proposed 
definition  of  "more"  in  the  final  rule. 

197.  A  few  comments  disagreed  with 
the  proposed  requirements  for  use  of  the 
term  "more"  for  complex  carbohydrates. 
The  comments  generally  argued  that 
defining  "more"  for  complex 
carbohydrates  but  not  defining  "high" 
in  this  regard  is  inconsistent,  and  that 
furtjier  scientific  evidence  about  the 
benefits  of  consuming  complex 
carbohydrates  is  needed. 

As  discussed  in  the  final  rule  on 
mandatory  nutrition  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  has  determined  that 
it  cannot  presently  define,  and, 
therefore  is  not  defining,  "complex 
carbohydrates."  FDA  has  concluded  that 
there  is  not  sufficient  consensus  about 
the  meaning  of  the  term  or  appropriate 
analytical  methodology  for  a  specific 
definition  for  "complex  carbohydrates." 
Therefore,  the  agency  is  not  providing 
for  the  term  "more"  for  complex 
carbohydrates  in  the  final  rule. 

198.  Most  of  the  comments  disagreed 
with  the  proposed  definition  for  "more" 
for  use  with  unsaturated  fat.  Most 
comments  expressed  the  view  that 
"more  unsaturated  fat"  should  not  be 
defined  until  there  is  more  scientific 
evidence  to  support  the  benefits  of  the 
claim.  The  comments  were  concerned 
that  allowing  the  claim  at  this  time  will 
confuse  consumers  about  the  benefits  of 
increased  consumption  of  unsaturated 
fat.  One  comment  suggested  eliminating 
the  additional  criterion  for  trans  fatty 
acid  in  the  proposed  definition  because 
no  conclusive  evidence  exists  that  trans 
fatty  acids  function  like  saturated  fatty 
acids.  One  comment  requested  that  the 
agency  define  "more"  for 
monounsaturated  fat. 

The  agency  agrees  that  a  definition  for 
"more  unsaturated  fat"  is  unnecessary. 
As  discussed  in  the  final  rule  on 
mandatory  nutrition  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  has  decided  not  to 
establish  a  DRV  for  "unsaturated  fat." 
FDA  has  been  persuaded  by  comments 
that  the  u.se  of  the  term  "unsaturated 
fat"  is  potentially  confusing,  does  not 
provide  useful  information,  and  could 
result  in  consumer  deception. 
Therefore,  the  agency  is  not  defining 
"more  unsaturated  fat"x)r  "more 
monounsaturated  fat"  in  this  final  rule. 

199.  A  few  comments  disagreed  with 
the  proposed  requirement  that  a  food 
containing  added  nutrients  must  be  in 
compliance  with  the  agency's 
fortification  policy  to  be  eligible  to  bear 
the  term  "more"  on  its  label.  The 
comments  noted  that  this  policy  is  only 
a  guideline. 
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The  agency  concludes  that  this 
requirement  is  appropriate.  As 
discussed  in  the  general  principles 
proposal  (56  FR  60421  at  60453),  the 
fundamental  objective  of  the  agency's 

Siolicy  on  appropriate  fortification  of 
oods  is  to  establish  a  uniform  set  of 
principles  that  serve  as  a  model  for  the 
rational  addition  of  nutrients  to  foods. 
While  it  is  true  that  the  fortification 
policy  is  only  a  guideline,  in  the  context 
of  new  §  101.54(e)(l)(ii).  FDA  has 
subjected  the  use  of  §  104.20  (21  CFR 
104.20)  to  notice  and  comment 
rulemaking.  Interested  persons  were 
given  notice  that  FDA  intends  to  use 
that  provision  as  more  than  a  guideline. 
Such  persons  had  an  opportunity  to 
object  to  provisions  of  that  regulation 
and  explain  why  such  provisions  did 
not  provide  an  appropriate  basis  on 
which  to  limit  the  use  of  "more"  on 
food  labels.  No  comments  did. 
Therefore,  the  fact  that  part  104  (21  CFR 
part  104)  is  generally  intended  to  be 
used  as  a  guideline  has  no  significance 

here. 

In  that  policy,  FDA  clearly  states  its 
concern  that  random  fortification  of 
foods  could  result  in  deceptive  or 
misleading  claims  for  foods.  In 
authorizing  a  claim  for  "more."  the 
agency  is  making  a  finding  that  the 
claim  will  assist  consumers  in 
maintaining  healthy  dietary  practices 
{see  section  403(r)(2)(A)  of  the  act).  The 
agency  cannot  make  such  a  finding  for 
nutrient  additions  that  are  not 
consistent  with  the  fortification  policy. 
Therefore,  FDA  is  retaining  the 
requirement  that  foods  bearing  the  term 
"more"  comply  with  the  agency's 
fortification  policy. 

200.  A  few  comments  expressed 
interest  in  use  of  the  terms  "fortified" 
and  "enriched"  as  synonyms  for 
"source."  The  comments  were  of  the 
view  that  these  terms  should  be 
permitted  because  they  are  easily 
understood  by  consumers  as  a  result  of 
their  use  in  food  labeling  for  many 
years. 

The  agency  believes  that  the  terms 
"fortified"  and  "enriched"  are  not 
synonymous  with  the  term  "source"  but 
more  appropriately  may  be  defined  in 
the  same  manner  as  the  term*'more." 
"Fortified"  and  "enriched"  convey  the 
meaning  that  there  is  "more"  or  a 
nutrient  in  a  food  compared  to  another 
food.  This  approach  is  consistent  with 
the  agency's  fortification  policy 
§  104.20(h)(3).  which  states  that  when 
labeling  claims  are  permitted,  the  term 
"enriched."  "fortified."  "added."  or 
similar  terms  may  be  used 
interchangeably  to  indicate  the  addition 
of  one  or  more  vitamins  or  mineral?  or 
protein  to  a  food,  unless  an  applicable 


Federal  regulation  squires  the  use  of 
specific  words  or  statements.  Section 
403(r)(2)(AKi)  of  the  act  limits  the  terms 
that  can  be  used  to  those  provided  for 
by  §  101.54(e). 

Therefore,  the  agency  is  providing,  in 
this  final  rule,  for  the  use  of  the  terms 
"fortified."  "enriched."  and  "added" 
with  the  same  quantitative  definition  as 
the  term  "more"  when  these  terms  are 
used  to  describe  the  level  of  a  nutrient 
that  has  been  added  to  a  food.  However, 
as  discussed  in  greater  detail  in  the 
section  of  this  document  on  reference 
foods,  there  are  circumstances  in  which 
the  term  "more"  is  appropriately  used 
but  "fortified."  "enriched."  and 
"added"  are  not.  These  circumstances, 
which  are  delineated  in  new 
§  101.13(j)(l)(i).  turn  on  whether  the 
comparisons  are  being  made  to  similar 
(bread  to  bread)  or  dissimilar  (bread  to 
rolls)  foods. 

4.  Reference  foods 

a.  Reference  foods  for  "reduced"  and 

"less" 

201.  Many  comments  suggested  that  if 
"reducea"  and  "less"  were  defined  in 
the  same  manner,  they  should  both  be 
permitted  to  use  the  same  types  of 
reference  foods,  i.e..  a  manufacturer's 
regular  brand  or  a  food  in  a  valid  data 
base  in  addition  to  an  industry-wide 
norm. 

Because  the  agency  has  determined 
that  "reduced"  and  "less"  should  have 
the  same  quantitative  definition,  the 
agency  believes  that  it  is  appropriate  for 
these  two  terms  to  be  permitted  to  have 
many  of  the  same  types  of  reference 
foods  (see  new  §  101.13(j)(l)(ii)(B)).  In 
many  circumstances,  these  terms  can  be 
used  interchangeably. 

Consequently,  the  agency  has 
concluded  that  the  manufacturer's 
regular  brand,  another  manufacturer's 
regular  brand,  and  a  representative 
value  for  a  broad  base  of  foods  of  the 
particular  type,  are  appropriate 
reference  foods  for  both  "reduced"  and 
"less"  claims.  Accordingly,  the  agency 
is  providing  in  new  §  101.13(j)(l)(ii)(B) 
that  "reduced"  and  "less"  claims  may 
use  as  a  reference  a  food  or  class  of 
foods  whose  composition  is  reported  in 
a  representative  valid  data  base. 

However,  as  discussed  in  greater 
detail  in  comment  204  of  this  document, 
not  all  reference  foods  that  are 
appropriate  for  "less"  claims  are 
appropriate  for  "reduced"  claims.  Even 
though  these  terms  are  based  on  the      » 
same  percent  reduction,  reductions  from 
a  certain  class  of  reference  foods,  those 
foods  that  are  different  than  the  labeled 
food  but  that  would  fall  in  the  same 
product  category  (e.g.,  potato  chips  as  a 


reference  food  for  pretzels)  are  not 
appropriately  described,  simply  as  a 
matter  of  English,  by  use  of  the  term 
"reduced."  Claims  that  are  designed  to 
draw  consumers'  attention  to  such 
reductions  are  more  appropriately 
phrased  using  the  term  "less."  FDA  has 
reflected  this  fact  in  new  §  101.1 3(j)(l)(i) 
and  has  modified  §§  101.60(b)(4). 
101.61(b)(6)  and  101.62(b)(4).  (c)(4),  and 
(d)(4)  accordingly. 

In  this  context,  the  agency  notes  that 
because  it  has  determined  that  "light" 
claims  should  be  subject  to  a  more 
rigorous  standard  than  the  other  relative 
claims,  it  is  limiting  the  reference  foods 
that  are  appropriate  for  use  with  "light" 
claims.  Under  new  §  101.13(j)(l)(ii)(A). 
FDA  is  requiring  that  the  reference  for 
a  "light"  claim  be  limited  to  a 
representative  value  for  the  type  of  food 
that  bears  the  claim.  This  value  may  be 
drawn  from  such  sources  as  a  valid  data 
base,  an  average  of  the  three  top 
national  or  regional  brands,  or  a  market 
basket  norm. 

These  determinations  are  explained  in 
more  detail  in  response  to  the  comments 
that  follow. 

202.  Several  comments  stated  that  use 
of  nutrient  values  from  data  bases  as 
references  for  claims  should  not  be 
limited  to  the  kinds  of  data  bases  cited 
as  examples  in  proposed 
§  101.13(j){l)(iii).  They  suggested  that 
other  published  or  unpublished  data 
bases  should  be  available  for  use  as  a 
basis  for  claims  because  established  data 
bases  like  USDA's  Handbook  8  (Ref.  24) 
are  not  updated  frequently  enough  to 
keep  up  with  product  innovation.  The 
comments  contended  that  more  flexible 
data  bases  should  be  used.  In  addition, 
one  comment  stated  that  the  established 
data  bases  are  not  truly  average  values 
because  they  do  not  account  for 
variations  in  preparation  of  foods.  For 
example,  the  comment  stated,  they  do 
not  provide  the  fat  content  of  potato 
chips  cooked  in  a  variety  of  oils.  Some 
comments  requested  clarification, 
including  examples  of  what  constitutes 
a  valid  data  base.  One  suggested  that 
there  is  inadequate  control  over  the 
quality  of  the  data  going  into  a  data 

base. 

The  agency  recognizes  the  limitations 
of  data  bases.  Data  bases,  as  they  apply 
to  relative  claims,  are  intended  to  be 
used  to  determine  representative  values 
for  nutrients  in  a  particular  type  of  food 
for  the  purpose  of  determining  nutrient 
differences  on  which  to  base  a  claim. 
They  are  not  intended  to  provide  all- 
inclusive  nutrient  values,  such  as 
nutrient  values  for  potato  chips  cooked 
in  a  variety  of  oils.  The  agency 
recognizes  that  while  published  data 
bases,  by  their  nature,  are  often  not  up- 
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explained  in 
le  comments 


to-date,  they  do  provide  a  reference  that 
is  readily  available.  Further,  the  agency 
advises  that  while  USOA's  Handbook  8 
(Ref.  24]  was  cited  in  the  proposal  as  an 
example  of  an  acceptable  data  base,  it  is 
not  the  only  data  base  available  for  use 
as  a  reference  for  relative  claims. 

On  July  23, 1992.  the  agency 
published  (57  FR  32796)  a  notice  of 
availability  of  a  draft  document  entitled 
"Nutrition  Labeling  Manual.  A  Guide 
for  Developing  and  Using  Data  Bases." 
This  draft  manual  has  now  been  subject 
to  review  and  comment  and  is  being 
made  available  in  final  form  with  the 
publication  of  the  regulations.  This 
manual  details  the  parameters  that  the 
agency  believes  to  be  appropriate  for 
data  bases  used  for  nutrition  labeling. 
Because  the  use  of  descriptive  terms  is 
directly  related  to  these  same  nutrient 
values,  data  derived  from  data  bases,  as 
described  in  this  manual,  would  be 
appropriate  for  use  as  a  basis  for  relative 
claims. 

203.  Some  comments  said  that 
products  that  have  been  improved  in 
order  to  bear  nutrient  content  claims, 
especially  those  meeting  the  definition 
of  "light."  should  not  be  included  in 
data  for  reference  values  to  be  used  as 
the  basis  for  claims.  They  stated  that  if 
nutrient  values  of  improved  products 
were  included,  some  improved  products 
would  eventually  be  disqualified  fit>m 
bearing  claims  because  the  data  base 
would  change  as  additional  modified 
products  become  available. 

The  agency  believes  that  all  improved 
foods,  including  those  that  bear  "light" 
claims,  should  be  considered  when 
deriving  appropriate  reference  foods  on 
which  to  base  claims.  To  the  extent  that 
the  claim  is  based  on  a  refwence  food 
that  is  representative  of  a  particular  type 
of  food,  lur  the  claim  to  not  be  false  or 
misleading,  the  reference  food  should 
fairly  reflect  the  maricet.  Thus,  the  effect 
of  fmproved  foods  on  the  market  must 
be  reflected  in  the  reference  food.  The 
agency  agrees  that  this  position  may 
well  result  in  a  progression  of  the 
overall  nutrient  values  of  marketed 
foods  in  a  direction  that  is  consistent 
with  dietary  guidelines,  but  this  result 
is  consistent  with  the  1990 
amendments. 

204.  Some  comments  specifically 
supported  basing  claims  on  a 
comparison  of  dissimilar  products 
within  a  product  category,  e.g..  potato 
chips  to  pretzels.  They  said  that  without 
the  ability  to  make  such  claims,  there 
would  be  no  incentive  for  the  industry 
to  develop  reformulated  products. 
Several  other  comments  suggested  that 
"reduced"  claims  should  not  be  based 
on  the  diflerence  in  amount  of  a 
nutrient  in  dissimilar  products,  such  as 


a  potato  chip  compared  to  a  pretzel,  but 
that  such  claims  should  be  limited  to 
comparisons  between  similar  products 
(potato  chips  to  potato  chips). 

One  comment  stated  that  comparisons 
between  dissimilar  products  could 
result  in  consumer  confusion  and  would 
increase  the  possibility  of  misleading 
claims.  The  comment  said  that 
consumers  view  a  "25  percent  less  fat" 
claim  as  a  comparison  to  another 
version  of  the  same  type  of  food  as  the 
food  that  bears  the  claim.  It  went  on  to 
say  that  unless  all  products  of  a 
particular  type  (e.g..  pretzels)  make  the 
same  claim,  consumers  could  be  misled 
into  thinking  that  products  making  the 
claim  are  nutritionally  superior  to  those 
that  do  not.  despite  the  fact  that  such 
claims  refer  to  a  different  type  of  food. 
The  comment  suggested  that  if  cross- 
food  comparisons  are  permitted, 
additional  restraints  on  their  use  are 
needed.  As  an  example,  the  comment 
asked  whether  a  "reduced  sodium" 
claim  could  be  made  for  pretzels  simply 
because  they  contained  25  percent  less 
sodium  than  potato  chips.  The  comment 
stated  that  using  the  term  "reduced"  to 
represent  such  a  comparison  could 
mislead  consumers. 

The  agency  has  evaluated  these 
comments  and  is  convinced  that 
comparisons  using  the  terms  "light"  and 
"reduced"  are  only  appropriate  for  use 
in  comparing  similar  foods,  e.g.,  a 
refcHinulated  version  of  a 
manulacturar'i  product  to  the  original 
product  (potato  chips  to  potato  chips). 
These  terms  say  that  there  has  been  a 
change  in  the  level  of  a  nutrient  in  a 
given  food  and,  therefore,  are  only 
appropriate  to  reflect  actual  changes  in 
the  level  of  a  nutrient.  Thus,  they  are 
not  appropriate  for  use  to  reflect 
differences  between  two  dissimilar 
foods  (pretzels  to  potato  chips). 

The  term  "less,    on  the  otiier  hand, 
can  have  the  same  connotation  as 
"reduced"  and  "light."  or  it  can  denote 
the  existence  of  a  difference  between 
two  products  without  implying  that 
there  has  been  a  change  in  nutrient  level 
in  the  product  that  bears  the  term.  For 
example,  a  "reduced"  claim  would 
clearly  be  misleading  under  section 
403(a)  of  the  act  if  it  were  used  on  the 
label  of  a  pretzel  to  describe  that  the 
pretzel  had  25  percent  less  fat  than 
potato  chips  if  there  had  been  no  change 
to  the  pretzel  to  achieve  the  difference 
in  the  level  of  the  nutrient,  and  the 
pretzel  bearing  the  claim  was  no 
different  than  other  pretzels.  On  the 
other  hand,  the  agency  is  also  convinced 
that  comparisons  between  products  that 
are  dissimilar  but  within  the  same 
product  category,  and  that  can  generally 
be  substituted  for  one  another  in  the 


diet,  are  useftil  to  point  out  alternative 
food  choices.  This  type  of  comparison 
can  provide  the  consumer  with  valuable 
information  useful  in  making  food 
selections  to  achieve  a  diet  consistent 
with  dietary  guidelines. 

The  agency  does  not  believe  that  the 
consumer  will  be  led  to  believe  that 
claims  comparing  dissimilar  products 
are  applicable  only  to  the  brand  bearing 
the  claim  because  the  use  of  the  claim 
with  the  reference  food,  e.g.,  "25 
percent  less  fat  than  potato  chips."  will 
adequately  characterize  the  claim. 
Accordingly,  the  agency  in  new 
§  101.13(jKl)(i)(A)  is  providing  that  the 
term  "less"  may  be  used  to  compare 
dissimilar  foods  within  a  product 
category,  and  in  new  §  101.13(iKl)(i)(B) 
is  limiting  the  reference  foods  for 
"light"  and  "reduced"  claims  to 
products  similar  to  the  product  bearing 
the  claim  (e.g.,  potato  chips  to  potato 
chips). 

In  addition,  the  agency  points  out  that 
the  1990  amendments  repeatedly  state 
that  claims  provided  for  in  this 
regulation  and  other  regulations 
promulgated  under  this  statute  must  not 
be  misleading  (e.g.,  section 
403(r)(2)(A)(vi)  of  the  act  and  section 
3(b)(l)(A)(iii)  of  the  1990  amendments). 
In  these  regulations.  FDA  has  attempted 
to  provide  clear  guidance  to 
manufacturers  on  how  to  state  claims 
and  on  what  foods  are  appropriate  as 
reference  foods.  However,  these 
provisions  do  not  mandate  precise 
phrasing  for  each  permissible  claim. 
Particularly  for  use  of  dissimilar  foods 
as  reference  foods,  the  regulation  does 
not  specify  what  "product  category" 
means.  The  agency  has  intentionally 
used  a  flexible  standard  This  flexibility 
is  intended  to  facilitate  useful 
comparisons  on  foods  that  are  generally 
interchangeable  in  the  diet  (for  example, 
"apples  have  less  fat  than  potato  chips") 
while  prohibiting  meaningless  or         ■ 
misleading  claims.  As  a  consequence, 
manufacturers  will  have  to  use 
judgment  in  developing  claims  to 
ensure  that  the  claims  comply  with  the 
regulations  and  are  not  misleading 
under  section  403(a)  of  the  act.  The 
agency  advises  that  it  will  determine  on 
a  case-by-case  basis  whether  a  claim  is 
misleading  because  its  overall  context  or 
presentation  is  misleading. 

205.  Several  comments  stated  that  in 
addition  t6  using  the  nutrient  values  of 
a  manufacturer's  own  brand  of  food  as 
a  basis  for  a  "reduced"  or  "less"  claim, 
similar  claims  should  also  be  permitted 
based  on  comparisons  of  the  product  to 
another  manufacturer's  brand  of  the 
same  food.  In  addition,  comments  stated 
that  a  recognized  regional  or  national 
brand,  with  a  significant  mtuket  share. 
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that  is  competitive  to  the  product 
making  the  claim  should  also  be  an 
appropriate  reference  food  for 
"reduced"  or  "less"  claims.  They  said 
that  allowing  for  brand-to-brand 
comparisons  would  provide  incentives 
for  development  of  new  products 
consistent  with  dietaiy  guidelines. 
The  agency  has  evaluated  these 
comments  and  has  determined  that  use 
of  a  competitor's  product  as  a  reference 
food  for  "reduced  ■  and  "less"  claims 
could  be  appropriate  if  done  in  a 
nonmisleading  manner.  A  competitor's 
product  used  for  comparison  should  be 
an  accurate  reflection  of  the  products 
competing  with  the  labeled  product. 
Using  a  brand  of  product  that  is 
markedly  different  from  the  typical 
foods  of  the  type  that  includes  the 
labeled  food  has  a  great  potential  to 
result  in  a  misleading  claim.  The  agency 
would  not.  however,  consider 
comparisons  between  the  labeled 
product  and  competing  products  of  the 
type  with  which  the  consumer  is 
familiar  (e.g..  a  market  leader)  to  be 
misleading  under  section  403(a)  of  the 
act  unless  the  competing  product  is 
significantly  dissimilar  in  its  nutritional 
attributes. 

Accordingly,  the  agency  is  providing 
in  new  §  101.13(j)(l)(ii)(A)  that  for 
relative  claims  other  than  "light." 
another  manufacturer's  product  may  be 
used  as  a  reference  food. 

206.  A  few  comments  suggested  that 
products  that  had  previously  been 
offered  for  sale  but  are  not  currently 
being  sold  should  be  considered 
appropriate  reference  foods  for  products 
bearing  "reduced"  and  "less"  claims. 
Comments  suggested  that  such  a 
product  should  be  useable  as  a  reference 
food  for  up  to  6  months  or  1  year  after 
being  taken  off  the  market. 

The  agency  agrees  that  it  would  not  be 
misleading  to  highlight  changes  in  the 
formulation  of  the  labeled  food,  even 
though  the  old  version  of  the  product  is 
not  being  marketed.  Such  claims  could 
be  used  to  point  out  changes  in  the  level 
of  a  nutrient  in  the  new  product  that 
would  assist  consumers  in  maintaining 
healthy  dietary  practices.  However.  FDA 
believes  that  such  comparisons  to 
discontinued  products  should  be 
limited.  The  agency  advises  that  it 
would  not  consider  comparisons  to  such 
products  misleading,  provided  the 
labeling  for  FDA  regulated  products  is 
attached  to  that  product  no  more  than 
^  months  after  the  product  has  been 
discontinued  from  the  product  line.  Any 
such  comparisons  after  that  time  would 
be  misleading  because  of  the  absence  of 
the  old  "regular  product"  for  which  the 
new  product  is  a  substitute.  As  the  new 
product  replaces  the  old  product,  the 


new  product  becomes  the 
manufacturer's  regular  product,  thus 
eliminating  the  old  product  as  an 
alternative  food  choice.  Without  this 
alternative  choice,  the  comparison 
becomes  meaningless.  In  addition,  the 
agency  points  out  that  similar  time 
restrictions  are  appropriate  when 
comparing  a  labeled  product  with  a 
competitor's  product.  In  the  event  that 
a  competitor  discontinued  a  product, 
the  agency  believes  that  claims  using 
that  food  as  a  reference  would  also  only 
be  appropriate  for  6  months  after 
discontinuation  of  the  product.  After 
that  time  such  claims  would  no  longer 
be  valid  because  the  old  product  would 
have  become  unavailable  for  consumers 
either  to  purchase  or  to  compare. 

b.  Reference  foods  for  "added." 
"enriched." and  "fortified" 

As  discussed  in  comment  200  of  this 
document,  the  agency  is  providing  for 
the  additional  terms  "added." 
"enriched,"  and  "fortified"  (referred  to 
collectively  for  purposes  of  this 
discussion  as  "added"),  which  will  have 
the  same  quantitative  definition  as  the 
term  "more." 

The  agency  believes  that  the 
difference  in  meaning  between 
"reduced"  and  "less."  discussed  above, 
also  exists  between  "added"  and 
"more."  Comparison  of  the  level  of  a 
nutrient  between  two  dissimilar  foods 
using  the  word  "added"  is  misleading 
because  the  term  "added"  implies  that 
the  labeled  food  is  the  same  as  the 
reference  food  except  for  the  addition  of 
the  nutrient.  On  the  other  hand,  like 
"less."  the  term  "more"  would  not 
necessarily  be  misleading  in  a 
comparison  of  two  dissimilar  foods 
within  a  product  category  that  can 
generally  be  substituted  for  one  another 
in  the  diet.  The  term  "more"  states  that 
there  is  a  difference  between  the  two 
foods  but  does  not  imply  that  difference 
is  a  result  of  modiHcation  of  the  food 
bearing  the  term.  Accordingly,  the 
agency  is  reflecting  this  distinction  in 
new§101.13(j)(l)(i). 

c.  Reference  foods  for  "light"  products 

In  the  general  principles  proposal  (56 
FR  60421  at  60445  through  60446).  FDA 
proposed  that  an  "industry-wide  norm" 
be  the  only  reference  for  "light"  claims. 
The  agency  said  that  because  of  the 
special  nature  of  this  term,  the  reference 
should  take  into  account  all  foods  of  a 
particular  product  class  so  as  to  provide 
the  broadest  base  and  the  least 
opportunity  for  abuse  of  the  term.  The 
general  principles  proposal  defmed  an 
industry-wide  norm  as  "a  composite 
value  weighted  according  to  a  national 
market  share  on  a  unit  or  tonnage  basis 


of  all  the  foods  of  the  same  type  as  the 
food  for  which  the  claim  is  made." 

207.  A  few  comments  agreed  with  the 
concept  of  an  industry-wide  norm, 
saying  that  maintaining  a  high  standard 
for  the  reference  for  "light"  claims 
would  ensure  the  term's  utihty.  and  that 
such  claims  would  not  be  misleading. 
However,  an  overwhelming  majority  of 
the  comments  that  addressed  the  issue 
forcefully  disagreed  with  this  concept, 
especially  since  the  industry-wide  norm 
was  the  only  basis  proposed  for  "light" 
claims.  The  comments  said  that  the 
standard  of  an  industry-wide  norm  was 
ambiguous  and  could  lead  to  erroneous 
comparisons  between  foods  because  of 
the  difficulty  in  deriving  such  values. 
Some  comments  asked  who  was  going 
to  derive  the  industry-wide  norm,  while 
others,  recognizing  that  manufacturers 
were  responsible  for  label  information, 
said  that  because  of  the  difficulty  in 
deriving  the  industry-wide  norm, 
different  manufacturers  were  likely  to 
reach  different  nutrient  values  for 
similar  foods.  The  comments  said  that 
the  industry-wide  norm  was:  (1)  Too 
complicated  to  derive  because  it 
encompassed  100  percent  of  the  foods  of 
a  particular  type;  (2)  excessively 
restrictive;  and  (3)  prohibitively 
expensive  because  of  the  cost  involved 
in  obtaining  all  the  necessary  marketing 
and  nutrition  information.  The 
comments  went  on  to  say  that  an 
industry-wide  norm  is  impractical 
because  of  frequently  changing 
formulations,  variations  in  products 
firom  region  to  region,  and  wide 
variations  within  certain  food  types 
even  within  a  region. 

The  agency  has  reviewed  the 
comments  and  has  concluded  that 
requiring  use  of  an  industry-wide  norm 
as  proposed  would  be  impracticable 
because  of  the  amount  of  data  needed  to 
include  100  percent  of  the  foods  of  a 
particular  type,  because  such  data  are 
not  always  available  and  because  of 
frequently  changing  formulations  and 
product  variation.  In  addition,  the 
agency  acknowledges  that  the  cost  of 
acquiring  such  data  would  be  very  high. 
Accordingly,  the  agency  finds  that  using 
the  proposed  industry-wide  norm  as  a 
reference  is  unworkable  and  is  deleting 
the  requirement  from  new 
§101.13(j)(l)(i). 

However,  because  an  industry-wide 
norm  was  proposed  as  the  sole  reference 
for  products  making  "light"  claims,  as 
explained  in  response  to  the  comments 
that  follow,  the  agency  has  developed 
ahemative  references  for  "light"  foods. 
208.  Several  comments  suggested  that 
a  manufacturer's  own  brand  or  another 
version  of  the  food  from  a  different 
manufacturer  or  competitor  should  be 
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an  acceptable  reference  food  for  a 
"light"  claim.  They  said  that  this 
reference  food  is  appropriate  espedally 
when  the  labeled  food  was  a  "light" 
version  of  an  existing  product. 

The  agency  disagrees.  As  stated  in  the 
proposal,  FDA  believes  that  for  "light" 
claims,  comparisons  to  a  single  food  in 
a  product  class  may  be  misleading, 
particularly  when  the  reference  food 
differs  significantly  from  the  norm  for 
the  product  class  and  contains  the 
nutrient  at  a  level  that  is  at  the  extreme 
end  of  the  range  for  the  product,  e.g.. 
deluxe  chocolate  chip  cookies.  Using 
such  a  single  product  as  a  reference  for 
a  "light"  claim  would  result  in  skewed 
comparisons  in  which  a  product  that 
would  normally  be  considered  average 
for  the  product  type  could  qualify  to 
make  a  "light"  claim.  Clearly  sudi  a 
claim  would  be  misleading  to  a 
consumer  who,  based  on  it,  concludes 
that  the  labeled  product  has  50  percent 
less  fat  or  one-third  fewer  calories,  than 
similar  foods  of  the  same  type. 

Because  the  comments  did  not 
provide  information  to  persuade  the 
agency  that  a  provision  permitting  use 
of  single  foods  as  references  for  "light" 
claims  will  not  result  in  misleading 
claims,  the  agency  does  not  consider  a 
manufacturer's  own  product  to  be  an 
appropriate  reference  food  for  a  "light" 
claim. 

209.  A  few  comments  stated  that  the 
reference  for  "light"  should  be  based  on 
a  market  basket  norm  or  a  less 
comprehensive  version  of  the  industry- 
wide norm,  e.g.,  70  percent  of  market 
volume  instead  of  100  percent  of  the 
product. 

Although  these  alternatives  are  less 
comprehensive  than  the  100  percent  of 
the  market  share  based  industry-wide 
norm,  they  still  present  problems  in 
their  derivation,  either  because  the 
marketing  data  collection  and  nutrient 
analyses  are  expensive,  especially  for 
small  manufacturers,  or  because  they 
are  almost  as  difHcult  to  derive  as  the 
industry-wide  norm.  Therefore,  the 
agency  concludes  that  such  a 
comprehensive  standard  is  too 
burdensome  to  be  required  as  a 
reference  food  for  products  bearing  the 
term  "light"  and  will,  therefore,  not 
compel  manufacturers  to  use  such  a 
high  standard  for  a  reference.  However, 
the  agency  believes  that  these  composite 
values  would  in  all  likelihood  be 
representative  of  the  market  and  thus 
would  be  an  appropriate  representative 
reference  for  a  product  bearing  the  term 
"light."  While  the  agency  is  not 
requiring  these  specific  references,  it 
encourages  manufacturers  to  use  them 
where  feasible. 


210.  Other  comments  stated  that 
values  from  a  valid  data  base  would  be 
appropriate  references  for  "light" 
claims. 

It  is  possible  that  nutrient  levels  from 
a  data  base  can  provide  the  appropriate 
reference  against  which  "light" 
comparisons  could  be  made.  A  data  base 
is  an  appropriate  reference  if  it  is 
representative  of  the  nutrient  values  for 
foods  that  are  similar  to  the  food  for 
which  the  claim  is  being  made  ond.that 
are  currently  on  the  market  (see 
Nutrition  Labeling  Manual,  A  Guide  for 
Developing  and  Using  Data  Bases). 
However,  the  agency  cautions  that 
broader,  general  data  bases  such  as 
USDA  Handbook  8  (Ref.  24)  may  not  be 
representative  of  a  single  food  because 
they  may  not  represent  the  current 
market,  especially  when  such  data  are 
for  a  rapidly  changing  food  category 
such  as  bakery  products  or  snack  foods. 
Therefore,  such  data  bases  should  be 
used  with  caution. 

211.  Several  comments  suggested 
other  types  of  references  for  use  with 
"light"  claims,  such  as  a  leading 
national  brand  (e.g.,  one  of  the  top  three 
brands  or  a  brand  with  5  percent  or 
more  of  the  market  share),  or  a  top 
regional  brand  (for  that  region  only). 
Comments  noted  that  there  needs  to  be 
a  reference  for  manufacturers  to  use 
who  only  sell  "light"  products. 

As  discussed  in  comments  209  and 
210  of  this  document,  FDA  is  concerned 
that  when  a  "light"  claim  is  made,  it  be 
based  on  a  reduction  in  the  amount  of 
the  nutrient  in  the  product  compared  to 
the  level  of  that  nutrient  in  a  reference 
food  that  is  accurately  reflective  of  the 
foods  of  that  specific  type  of  food  on  the 
market.  For  example,  if  a  "light"  claim 
were  made  on  chocolate  ice  cream,  the 
agency  would  expect  that  reference  the 
nutrient  levels  would  not  be  derived 
exclusively  or  disproportionately  from 
nutrient  values  from  high  fat  or 
premium  chocolate  ice  creams.  Such  a 
claim  would  clearly  be  misleading. 

To  the  extent  that  values  such  as 
those  suggested  in  the  comments  are 
representative  of  the  market  place,  they 
would  be  appropriate  references  for 
"light"  products.  The  leading  national 
or  regional  brand  also  might  be  an 
appropriate  reference  food  if  the  food  is 
firmly  and  convincingly  established  as 
the  market  leader.  However,  if  there 
were  two  market  leaders  with  widely 
different  nutrient  profiles,  selecting  the 
one  with  the  slightly  higher  market 
share  for  comparison  could  be 
misleading. 

In  summary,  the  agency  has 
determined  that  any  food  or  group  of 
foods  would  be  appropriate  as  a 
reference  for  a  "lig|ht"  product  if  tneir 


nutrient  levels  are  convincingly 
reflective  of  a  broad  base  of  foods  of  the 
type  that  includes  the  product  bearing 
the  claim.  Accordingly,  the  agency  is 
revising  new  §  101.13())(l)(ii)(A)  to 
provide  that  the  reference  for  a  "light" 
claim  must  be  nutrioit  values  for  a  food 
or  group  of  foods  whose  nutrient  values 
are  accurately  representative  of  a  broad 
base  of  individual  foods  of  the  same 
type  as  that  bearing  the  claim,  e.g.,  an 
average  value  determined  from  the  top 
three  national  (or  regional)  brands  of  the 
food,  a  market  basket  norm,  or  from  a 
representative  valid  data  base. 

However,  when  claims  are  based  on 
reference  nutrient  values  derived  from 
one  of  a  variety  of  sources,  roost  of 
which  may  be  unknown  or  generally 
unavailable  to  the  average  consumer, 
the  agency  is  concerned  that  in  order  for 
consumers  to  fully  understand  such 
claims,  the  basis  upon  which  the 
reference  nutrient  values  are  derived  be 
available  to  consumers  on  request. 
Individual  reference  foods  are  identified 
with  the  claim  and  thus  the  reference 
nutrient  value  derived  from  that  food 
would  be  available  by  checking  its 
nutrition  labeling.  In  contrast,  broad 
based  reference  nutrient  values  derived 
form  average  values,  market  basket 
norms,  data  bases,  and  similar  sources 
are  not  ordinarily  readily  available  to 
the  public.  Therefore,  to  fully  inform 
consumers,  firms  that  use  a  broad  based 
reference  nutrient  value  as  a  basis  for  a 
claim  must  be  prepared  to  make 
information  on  how  they  derived  the 
reference  nutrient  value  available  to 
consumers  on  request.  In  addition,  the 
information  must  also  be  made  available 
to  appropriate  regulatory  officials  on 
request.  This  additional  requirement 
will  assist  regulatory  officials  in 
determining  compliance  with  the 
requirements  for  appropriate  reference 
nutrient  values  for  products  bearing  a 
claim  to  ensure  the  claim  is  not  felse  or 
misleading.  Accordingly,  the  agency  is 
providing  for  this  requirement  in  new 
§101.13(j)(l)(ii)(A). 

5.  Accompanying  information 

In  the  general  principles  proposal  (56 
FR  60421  at  60446),  the  agency  stated 
that  relative  claims  would  be  misleading 
unless  they  are  accompanied  by  certain 
material  facts  that  are  necessary  for 
consumers  to  understand  the 
comparisons  that  are  being  made.  The 
agency  tentatively  concluded  that  the 
percent  and  amount  of  difference  of  a 
nutrient  in  the  labeled  product 
compared  to  the  reference  food  are 
material  facts  under  sections  403(a)  and 
201  (n)  of  the  act.  The  agency  proposed 
that  this  information  accompany  the 
relative  claim  that  is  in  the  most 
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prominent  location.  The  agency  aUo 
proposed  that  this  information  be  in 
type  size  no  less  than  one-half  the  size 
of  the  claim  but  no  less  than  one- 
sixteenth  of  an  inch. 

212.  A  number  of  comments  agreed 
with  the  proposed  requirement  that  for 
a  food  to  bear  a  relative  claim,  the 
product  to  which  the  food  is  being 
compared  must  be  identified  on  the 
label.  They  said  that  naming  the 
reference  food  provides  information 
about  the  basis  on  which  the  claim  is 
made  and  makes  the  other  required 
information  relevant  In  addition,  a 
majority  of  the  comments  agreed  that 
the  percentage  (or  fraction)  that  a 
nutrient  in  a  product  is  changed  should 
also  be  stated.  However,  a  few 
comments  stated  that  none  of  this  type 
of  information  was  necessary. 

Because  the  latter  comments  did  not 
present  information  to  support  their 
assertion,  the  agency  concludes,  that 
fxjnsistent  with  the  proposal,  the 
percentage  difference  of  the  nutrient 
compared  to  a  reference  food  and  the 
identity  of  the  reference  food  are  facts 
material  to  the  claim  under  section 
201(n)  of  the  act.  Without  this 
information  the  consumer  cannot  fully 
evaluate  the  claim  or  understand  the 
utility  of  the  food  that  bears  the  claim 
in  maintaining  healthy  dietary  practices. 
Therefore,  a  claim  without  declaration 
of  the  percentage  difference  and  the 
identity  of  the  reference  food  would  be 
misleading  under  section  403(a)  of  the 
act.  Accordingly,  the  agency  is  retaining 
this  requirement. 

213.  The  comments  were  less  in 
agreement  regarding  the  necessity  of 
retaining  information  about  the  amount 
of  the  nutrient  in  the  product  compared 
to  the  amount  in  the  reference  food. 
Although  many  comments  agreed  that 
this  information  was  useful  in  assisting 
a  consumer  to  evaluate  the  claim  and  to 
understand  the  role  of  the  food  in 
maintaining  healthy  dietary  practices, 
many  felt  that  the  information  was  not 
necessary  because  it  could  be 
ascertained  from  other  information  on 
the  label,  such  as  the  percentage  that  the 
nutrient  in  the  labeled  food  was 
different  from  that  in  the  reference  food. 
Others  stated  that  the  amount  of  the 
nutrient  in  the  labeled  food  compared  to 
the  amount  in  the  reference  food  was 
redundant  of  the  information  indirectly 
provided  by  the  minimum  difference  in 
the  amount  of  the  nutrient  that  must  be 
achieved  for  the  food  to  qualify  to  bear 
the  claim. 

The  agency  has  reviewed  these 
comments.  ITDA  finds  t^at  a  quantitative 
comparison  between  the  labeled  food 
and  the  reference  food  is  not  a 
redundant  requirement.  First,  as 


explained  in  comments  158  and  179  of 
this  document,  the  agency  is  not 
retaining  the  requirement  of  a  minimum 
absolute  reduction  from  the  reference 
food  because  the  agency  has  concluded 
that  such  a  requirement  is  not  necessary 
to  ensure  the  validity  of  the  claim  and 
would  only  serve  to  deprive  consumers 
of  useful  information.  Consequently,  the 
amount  that  the  nutrient  has  been 
reduced  will  not  be  redundant  of  the 
definition  of  the  claim.  In  addition,  the 
amount  of  the  nutrient  in  a  food 
compared  to  the  reference  food  is  not 
readily  discemable  from  the  other 
information  on  the  label  but  would  be 
attainable  only  by  a  mathematical 
calculation  using  the  percentage 
reduction  and  the  nutrition  information. 
Consequently,  the  agency  concludes 
that  the  stated  amount  of  the  nutrient  in 
the  labeled  product  compared  to  the 
amount  in  the  reference  food  is 
necessary  for  consumers  to  fully  and 
easily  evaluate  and  understand  these 
claims  and  for  it  to  be  useful  to  them  in 
maintaining  healthy  dietary  practices. 
Therefore,  the  agency  is  retaining  this 
requirement. 

214.  Several  comments  agreed  with 
the  proposed  requirement  that  the 
accompanying  information  be  adjacent 
to  the  most  prominent  claim.  However, 
others  disagreed.  Some  stated  that  the 
accompanying  information  should 
appear  wherever  the  claim  is  made.  A 
few  comments  suggested  that  it  should 
be  permitted  to  be  located  next  to  any 
claim.  Others  objected  to  any  specific 
provisions  and  recommended  that  there 
be  a  general  requirement  that 
accompanying  information  appear 
prominently  and  conspicuously.  Still 
others  stated  that  the  information  could 
be  placed  on  the  information  panel  with 
a  notation,  for  example  an  asterisk,  on 
the  PDF  to  encourage  consumers  to  turn 
the  package  to  the  information  panel  for 
the  accompanying  information. 

A  larger  number  of  comments  took  a 
different  approach  and  suggested  that 
requiring  declaration  of  the  absolute 
amounts  of  the  nutrient  in  addition  to 
the  identity  of  the  reference  food  and 
the  percentage  difference  in  the  nutrient 
between  the  two  foods  resulted  in  too 
much  information  being  required  to 
directly  accompany  the  claim.  They 
stated  that  this  information  adds  to  label 
clutter  on  the  PDF.  Comments  said  that 
this  provision  would  make  it  difficuU.  if 
not  impossible,  to  provide  information 
necessary  to  market  the  product, 
especially  for  multi-language  labels. 
They  suggested  that  all  or  part  of  this 
information,  particularly  the  absolute 
amount  of  the  nutrient  in  the  product 
compared  to  the  reference  food,  should 
be  placed  on  the  information  panel.  On 


the  other  hand,  other  comments 
suggested  that  the  amount  of  the 
nutrient  in  the  labeled  food  compared  to 
the  reference  food  was  more  important 
than  the  other  accompanying 
information,  and  it  should  be  retained 
on  the  PDP. 

The  agency  has  reviewed  these 
comments  and  has  reconsidered  the 
proposed  requirement  that  all  the 
accompanying  information  be  next  to 
the  most  prominent  claim.  FDA 
evaluated  the  need  for  each  of  the  three 
components  of  the  explanatory 
information  for  the  con.sumer  to         ^ 
understand  the  claim  at  the  point  of 
purchase  and  has  concluded  that 
because  the  relative  claim  describes  a 
difference  in  nutrient  content  between 
two  foods,  the  identity  of  each  food  is 
essential  for  the  consumer  to 
understand  the  claim.  In  addition,  a 
description  of  the  difference  in  nutrient 
content  between  the  two  foods  is 
needed  with  the  claim  because  such  a 
description  actually  defines  the  relative 
claim.  The  agency  concludes  that  the 
most  readily  understood  description  of 
the  difference  between  two  foods  is  the 
percentage  difference.  Therefore,  the 
percentage  difference  in  content  of  the 
nutrient  appropriately  appears  with  the 
claim.  Accordingly,  new  §  10i.l3(j)(2)(i) 
of  the  final  regulation  requires 
declaration  of  the  identity  of  the 
reference  food  and  the  percentage 
difference  in  content  of  the  nutrient  to 
accompany  the  most  prominent  relative 
claim  on  the  PDP. 

However.  FDA  concludes  that  the 
declaration  of  the  absolute  amount  of 
the  nutrient  in  each  of  the  two  foods 
provides  the  type  of  quantitative 
information  that  generally  appears  on 
the  information  panel,  and  that, 
therefore,  the  absolute  amount 
declaration  need  not  directly 
accompany  the  claim.  In  fact,  while  the 
absolute  amount  declaration  is  a 
material  fact  under  section  201(n)  of  the 
act.  FDA  finds  that  it  is  consistent  with 
the  scheme  in  section  403(r)(2)  of  the  act 
to  place  this  information  on  the 
information  panel  in  conjunction  with 
nutrition  labeling.  Specifically,  if  a  food 
that  bears  a  nutrient  content  claim 
contains  another  nutrient  in  an  amount 
that  exceeds  the  applicable  disclosure 
level,  section  403(r)(2)(B)(ii)  of  the  act 
requires  that  that  nutrient  be 
highlighted  in  conjunction  with  the 
claim,  and  that  the  consumer  be  referred 
to  the  information  panel  for  quantitative 
information  about  that  nutrient.  Here, 
analogously,  the  comparative  percentage 
differences  are  to  be  set  forth  with  the 
relative  claim,  and  the  referral  statement 
will  guide  the  consumer  to  the 
information  panel  for  the  relevant 
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quantitative  comparison.  Accordingly, 
FDA  has  revised  new  §  101.13(j)(2)(iv) 
to  permit  declaration  of  the  absolute 
amount  of  the  nutrient  in  each  food  on 
the  information  panel.  Of  course,  a 
manufacturer  is  free  to  place  this 
information  in  direct  proximity  with  the 
claim. 

FDA  disagrees  with  comments  that 
requested  that  all  accompanying 
information  be  declared  with  the  claim 
each  time  it  is  stated  on  the  label.  In  the 
general  principles  proposal,  the  agency 
"tentatively  concluded  that  the  consumer 
will  likely  read  the  most  prominent 
claim  at  the  point  of  purchase,  and  that 
if  the  essential  information  is  declared 
near  that  claim,  the  consumer  will 
receive  adequate  explanation  of  the 
meaning  of  the  claim. 

The  comments  did  not  explain  why 
this  presentation  is  inadequate.  In 
addition,  requiring  that  accompanying 
information  appear  with  every  claim 
would  add  considerably  to  label  clutter. 
FDA  agrees  with  the  many  comments 
that  stressed  that  label  clutter  should  be 
minimized  to  the  extent  possible.  The 
agency  concludes  that  requiring  that  the 
information  accompany  the  claim  each 
time  it  appears  would  reduce  the 
readability  of  the  label  while  providing 
no  additional  information.  Therefore, 
the  agency  is  not  adopting  such  a 
requirement. 

i  Finally,  FDA  concludes  that  requiring 
n  asterisk  on  the  PDF  to  guide  the 
consumer  to  the  amount  of  nutrient 
information  on  the  information  panel  is 
not  necessary.  The  referral  statement 
required  to  accompany  dl  nutrient 
content  claims  (new  §  101.13(g))  will  be 
on  the  label  and  will  direct  the 
consumer  to  the  information  panel. 
Additional  referrals  to  the  information 
panel  would  be  redundant. 

215.  One  comment  stated  that  while 
the  percentage  the  nutrient  differs 
compared  to  the  reference  food  and  the 
referral  statements  were  appropriate  for 
single  nutrient  claims,  this  same 
inforniation  for  multiple  claims  would 
clutter  the  PDF. 

I  The  agency  recognizes  that  multiple 
claims  would  require  more  information 
on  the  PDF.  However,  because  the 
absolute  amount  of  the  nutrient 
compared  to  the  reference  food  will  no 
longer  be  required  to  be  on  the  PDF,  and 
because  §  101.13(g)  requires  that  there 
be  only  a  single  referral  statement  when 
multiple  claims  are  made  on  the  same 
panel,  the  label  information  required  to 
be  on  that  panel  is  considerably 
lessened.  In  addition,  although  not 
required,  a  single  reference  food  will 
likely  be  used  when  multiple  claims  are 
made  on  a  particular  product.  Use  of  the 
same  reference  food  will  considerably 


reduce  the  amount  of  information  on  the 
label.  In  addition,  in  light  of  the  changes 
that  the  agency  is  making  in  this  final 
rule,  the  percentage  that  the  nutrient  has 
been  changed  will  often  be  part  of  the 
claim,  e.g.,  "25  percent  reduced  fat 
cheese  cake."  Therefore,  the  agency 
concludes  that  no  additional  changes  in 
declaration  requirements  are  necessary 
for  multiple  nutrient  claims. 

216.  Several  comments  suggested  that 
the  percentage  declaration  that 
accompanies  the  claim  be  in  the  same 
type  size,  style,  and  color  as  the  rest  of 
the  claim.  However,  many  other 
comments  suggested  that  the  proposed 
type  size  requirement  would  make  the 
declaration  too  large  and  would  leave 
insufHcient  label  space  to  effectively 
convey  information  about  the  product. 
To  substantiate  this  contention,  the 
comments  provided  mock  ups  of  labels 
showing  how  the  type  size  requirements 
would  lead  to  label  clutter.  They 
requested  that  the  type  size  be  reduced. 

The  agency  considered  these 
comments  and  examined  the  label 
examples  that  were  submitted.  As  a 
result,  the  agency  has  become 
convinced  that  the  type  size 
requirements  for  accompanying 
information  may  so  crowd  the  PDF  that 
manufacturers  may  not  be  able'to 
effectively  communicate  needed 
information  to  the  consumer.  Therefore, 
the  agency  has  determined  that  a 
different  type  size  requirement  is 
appropriate  for  this  information. 
Because  the  accompanying  information 
is  adjacent  to  (although  preceding)  the 
referral  statement  and,  hke  the  referral 
statement,  is  used  to  clarify  the  claim, 
the  agency  concludes  that  the 
accompanying  information  should  be 
subject  to  the  same  type  size  and  style 
requirements  that  it  has  prescribed  for 
the  referral  statement.  Therefore,  the 
agency  in  new  §  101.13(j)(2)(ii)  is  cross- 
referencing  the  type  size  requirements 
in  new  §  101.13(g)(1)  for  referral 
statements.  Thus,  the  accompanying 
information  will  be  in  the  type  size 
required  by  §  101.105(i)  for  net  contents 
declaration  or  one-half  the  size  of  the 
claim,  as  appropriate,  but  in  no  case  less 
than  one-sixteenth  inch. 

217.  A  few  comments  suggested  that 
the  labeling  disclaimers  for  substitute 
foods  that  do  not  have  the  same 
performance  characteristics  as  the 
original  food,  e.g..  "Not  for  use  in 
cooking,"  be  required  on  foods  that  bear 
"light"  claims  as  well  those  that  bear 
"reduced"  claims. 

The  agency  advises  that  the 
requirement  for  performance 
characteristic  labeling  for  substitute 
foods  applies  to  all  foods  that  bear 
claims  that  theymay  be  used 


interchangeably  with  another  food. 
Therefore,  the  disclaimer  requirement  in 
§  101.13(d)  will  apply  equally  to  any 
food  in  which  a  nutrient  level  has  been 
changed  and  that  bears  a  nutrient 
content  claim  including  "free,"  "low," 
"reduced,"  "less"  (or  "fewer"),  "light," 
"more,"  and  "added." 

6.  Modified 

218.  Of  those  commenting  on  the  term 
"modified,"  most  agreed  with  the 
proposed  use  of  the  term.  However,  one 
comment  stated  that  the  term 
"modified"  does  not  explain  whether 
the  nutrient  has  been  reduced  or 
augmented.  Another  comment  suggested 
that  the  word  "modified"  used  to 
compare  dissimilar  products  would  be 
misleading  and  recommended  that 
foods  bearing  the  term  "modified"  as        ' 
part  of  the  statement  of  identity  not  be      ': 
allowed  to  use  a  dissimilar  food  as 
reference  food.  It  said  that  a  food 
labeled  "modified"  should  be  required 
to  be  actually  changed  as  compared  to 
other  foods  of  its  type.  A  few  comments 
said  that  "modified"  should  be  used 
only  to  distinguish  chemical  changes  in 
a  food  or  to  refer  to  the  nutrient 
character  of  the  food  (e.g.,  "modified 
fat"  or  "modified  food  starch"),  not  to 
a  change  in  the  amount  of  a  nutrient.  A 
comment  suggested  that  "adjusted"  j 

should  be  used  instead  of  "modified." 
Another  comment  suggested  that  the        a 
term  "modified"  was  unattractive  for 
marketing  purposes. 

The  agency  points  out  that  the  term 
"modified"  is  not  meant  to  be  used 
alone,  nor  was  the  term  meant  to  be 
used  to  describe  products  that  had  not 
been  altered.  Therefore,  as  discussed  in 
comment  204  of  this  document,  the  term 
will  not  be  permitted  based  on  a 
comparison  to  a  dissimilar  product. 

Aoditionally.  because  the  word 
"modified"  reflects  a  change  in  the 
food,  the  reference  food  used  for  the 
"modified"  would  be  one  that  was 
appropriate  for  a  "reduced"  or  "added" 
claims.  For  example,  a  modified  fat 
cheddar  cheese  would  have  as  its 
reference  a  full  fat  version  of  cheddar 
cheese,  not  some  other  cheese. 

The  comment  suggesting  "adjusted" 
did  not  provide  any  basis  to  believe  that 
this  term  is  more  useful  as  part  of  the 
statement  of  identity  to  reflect  a  change 
in  a  food  than  is  the  term  "modified." 
In  addition,  the  agency  is  not  persuaded 
that  the  term  "modified"  is  an 
inappropriate  term  to  reflect  nutrient 
changes  in  a  food,  or  that  it  should  be 
limited  only  to  uses  describing  changes 
in  the  chemical  nature  of  a  food  or  in 
the  character  of  the  food,  such  as 
"modified  food  starch."  Accordingly, 
the  agency  is  not  amending  its  provision 
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for  the  teiTO  "modified"  and  is  retaining 
the  criteria  as  proposed  in  §  101.13{k). 

D.  Implied  Claims 

In  the  general  principles  proposal  (56 
FR  60421  at  60423).  FDA  proposed  to 
define  an  implied  nutrient  content 
claim  as  any  claim  that  describes  the 
food  or  an  ingredient  therein  in  such  a 
manner  that  leads  a  consumer  to  assume 
that  a  nutrient  is  absent  or  present  in  a 
certain  amount  (e.g..  "high  in  oat  bran"), 
or  that  the  food  because  of  its  nutrient 
content,  may  be  useful  in  achieving  a 
total  diet  that  conforms  to  current 
dietary  recommendations  (e.g.. 
"healthy").  The  agency  stated  that, 
under  the  provisions  of  the  statute,  such 
implied  claims  are  prohibited  until  they 
are  defined  by  FDA  by  regulation. 

However,  tne  agency  recognized  that 
an  argument  could  be  made  that 
state.ments  such  as  "contains  oat  bran" 
are  not  intended  to  be  nutrient  content 
claims  but  are  intended  to  advise 
consumes  about  the  nature  of  certain 
ingredients.  Likewise,  the  agency  said 
that  statements  that  a  particular 
ingredient  constitutes  100  percent  of  the 
food.  e.g..  "100  percent  com  oil." 
should  not  be  considered  implied 
nutrient  content  claims  when  such 
statements  are  the  statement  of  identity 
for  the  food.  Moreover,  the  agency 
reasoned  that  claims  such  as  "contains 
no  preservatives"  could  not  be 
characterized  as  nutrient  content  claims 
because  they  do  not  relate  to  nutrients 
of  the  type  addressed  in  nutrition 
labeling. 

The  agency  requested  comments  on 
how  to  draw  an  appropriate  line 
between  implied  nutrient  content 
claims  and  ingredient  and  other  label 
claims.  The  agency  did  not  propose 
regulations  that  authorized  specific 
imphed  claims.  However,  it  solicited 
comments  concerning  criteria  for 
evaluating  whether  implied  claims  are 
appropriate  and  not  misleading,  as  well 
as  information  on  specific  implied 
claims.  The  agency  said  that  if  it 
received  sufficient  information  in 
comments,  it  would  consider  providing 
for  specific  implied  claims  in  the  final 
regulation.  The  agency  said  that, 
alternatively,  it  would  defer  action  on 
implied  claims  until  after  the 
rulemaking  required  by  the  1990 
amendments  is  complete  and  would 
then  consider  individual  implied  claims 
through  the  petition  process  on  a  case- 
by-case  basis. 

1.  General 

219.  The  agency  received  a  wide 
y-.rlely  of  comments  on  what  should 
c  .r-^tilute  an  implied  nutrient  content 
claim,  and  on  what  steps  the  agency 


should  take  to  regulate  such  claims. 
Some  comments  stated  that  FD.\  must 
maintain  strict  control  of  claims  made 
on  food  labels  in  order  to  prevent 
misleading  nutrient  content  claims  and 
subsequent  consumer  confusion. 
Another  comment  stated  that  the  agency 
should  develop  a  list  of  acceptable 
implied  nutrient  content  claims  and 
accept  others  on  a  petition  basis.  Several 
comments  asserted  that  the  proposed 
regulations  are  too  vague  and  will  not 
allow  manufacturers  to  determine 
whether  or  not  an  ingredient  claim  will 
be  considered  an  implied  nutrient 
content  claim  by  the  agency.  Some  of 
these  comments  stated  that  because  of 
the  vagueness  of  provisions  that  rely  on 
interpreting  consumer  perception  and 
the  criminal  nature  of  violations  of  the 
act.  it  is  incumbent  on  the  agency  to 
define  with  specificity,  and  through 
rulemaking,  the  standards  by  which 
implied  claims  will  be  judged.  Other 
comments  provided  a  wide  variety  of 
suggestions,  discussed  in  detail  below, 
as  to  what  should  constitute  an  implied 
nutrient  content  claim,  what  should  not 
constitute  such  a  claim,  and  what,  if 
any,  implied  nutrient  content  claims 
should  be  provided  for  in  reculations. 

Other  comments  suggested  that 
factual  statements,  particularly 
ingredient  statements,  that  constitute 
implied  claims  and  that  are  found  to  be 
misleading  should  be  regulated  under 
the  general  misbranding  provision  of 
section  403(a)  of  the  act.  One  of  these 
comments  asserted  that  whether  a  label 
statement  is  an  implied  nutrient  content 
claim  can  only  be  determined  on  a  case- 
by-case  basis  in  which  the  context  of  the 
entire  label  is  considered.  The  comment 
stated  that  it  is  highly  implausible  to 
identify  specific  words  that  will  always 
constitute  imphed  claims.  Some 
comments  supported  such  a  case-by- 
case  approach  on  the  grounds  that  a 
blanket  prohibition  of  ingredient  claims 
that  constitute  implied  nutrient  content 
claims  would  prohibit  the  presentation 
of  truthfiil  labeling  statements 
concerning  the  content  of  a  food 
product.  Another  comment  stated  that 
affording  manufacturers  wide  latitude  in 
language  would  better  serve  to  educate 
consumers  about  nutrition  and  the 
nutrient  content  of  food,  because  they 
would  not  become  bored  with  and 
disregard  a  limited  number  of  repetitive 
descriptors. 

The  agency  disagrees  with  those 
comments  that  said  that  implied  claims 
should  be  prohibited  and  also  with 
those  that  suggested  that  all  implied 
claims  should  be  regulated  under 
section  403(a)  instead  of  403(r)  of  the 
act.  The  language  of  the  statute  and  the 
legislative  history  make  clear  that 


implied  nutrient  content  claims  are 
subject  to  the  nutrient  content  claims 
regime.  Section  403(r)(l)(A)  of  the  act 

Provides  that  a  food  is  misbranded  if  it 
ears  a  claim  that  "expressly  or  by 
implication  characterizes  the  level"  of  a 
nutrient  unless  the  claim  is  made  in 
accordance  with  regulations  established 
by  FDA.  Section  3(b)(l)(A)(i)  of  the  1990 
amendments  instructs  the  agency  to 
establish  regulations  that  identify  claims 
described  in  section  403(r)(l)(A)  of  the 
act  that  comply  with  section  403(r)(2). 
The  legislative  history  (H.  Kept.  101- 
538.  supra  19)  includes  reference  to 
"high  in  oat  bran"  as  an  example  of  an 
implied  nutrient  content  claim.  This 
reference  to  an  ingredient  claim  as  an 
implied  claim  subject  to  section 
403(r)(l)(A)  of  the  act  clearly 
demonstrates  that  Congress  intended 
that  at  least  some  statements  about 
ingredients  be  subject  to  regulation 
under  section  403(r)(l)(A).  Accordingly. 
FDA  concludes  that  it  must  attempt  to 
define  implied  nutrient  content  claims. 
The  agency  examined  the  comments 
carefully  in  attempting  to  devise  a 
scheme  for  determining  when  a  label 
statement  is  an  implied  nutrient  content 
claim.  The  agency  agrees  with  the 
comment  that  stated  that  in  many  cases 
whether  a  label  statement  is  an  implied 
nutrient  content  claim  can  only  be 
evaluated  on  a  case-by-case  basis, 
considering  the  entire  label  and  the 
context  within  which  the  claim  is  made. 
However,  FDA  also  agrees  with  the 
comments  that  the  definition  in 
proposed  §  101.13(b)(2)  is  too  vague. 
Accordingly,  as  discussed  below,  FDA 
has  modified  that  definition.  Moreover, 
FDA  has  identified  groups  of  claims  that 
it  concludes  can  be  defined  and  would 
not  be  misleading.  The  agency  is 
providing  in  new  §  101.65(c)  definitions 
for  these  claims. 

However,  because  of  the  large  variety 
of  statements  that  can  be  considered  to 
be  implied  claims,  because  of  resource 
constraints,  and  because  of  the  strict 
timeframes  under  which  this 
rulemaking  has  been  accomplished, 
FDA  is  unable  to  adopt  a  comprehensive 
set  of  implied  nutrient  content  claims. 
Interested  persons  may  provide 
-information  to  the  agency  with  which  it 
can  develop  additional  definitions,  or 
they  may  submit  petitions  requesting 
approval  of  specific  definitions  or  brand 
names. 

2.  Statements  that  are  not  implied 
claims 

The  agency  has  atlempted  to  define  as 
many  groups  of  implied  claims  as 
possible  so  as  to  permit  as  many 
appropriate,  nonmisleading  implied 
nutrient  content  claims  as  possible  in 
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this  final  rule.  In  addition,  FDA 
examined  the  comments  carefully  to 
identify  groups  of  label  statements  about 
ingredients  and  other  attributes  of  foods 
that  are  not  implied  nutrient  content 
claims.  The  agency  finds  that  it  can 
distinguish  several  types  of  statements 
that  can  be  excluded  from  the 
requirements  for  nutrient  content 
claims.  The  agency  is  describing  these 
claims  in  new  §  101.65(b). 

a.  Statements  that  facilitate  avoidance 

220.  Several  comments  stated  that 
some  statements  of  the  absence  of  a 
substance  or  an  ingredient  provide 
valuable  information  to  consumers  who 
.seek  to  avoid  certain  substances.  The 
comments  noted  that  statements  such  as 
"100  percent  milk  free"  or  "contains  no 
milk  or  milk  fat"  serve  primarily  to 
assist  those  buyers  who  adhere  to 
Kosher  dietary  laws,  or  tho.se  who  suffer 
from  lactose  intolerance,  and  wish  to 
avoid  dairy  products.  Other  comments 
noted  that  statements  such  as  "contains 
no  MSG"  or  "contains  no  wheat  flour" 
provide  useful,  indeed,  sometimes  vital, 
information  to  consumers  who  are 
sensitive  to  these  substances.  The 
comment  stated  that  it  was  not  clear 
from  the  proposal  whether  these 
ingredient  statements  would  be 
permitted. 

The  agency  has  considered  these 
comments  and  agrees  that  such 
statements  are  not  nutrient  content 
claims.  Statements  of  the  absence  of  an 
allergen  are  regulated  under  §  105.62  (21 
CFR  105.62),  which  provides  for 
labeling  of  foods  for  special  dietary  use 
by  reason  of  the  absence  of  an  allergenic 
jiroperty.  Statements  that  declare  the 
absence  of  other  food  components  or 
ingredients  that  are  not  nutrients  of  the 
type  required  to  be  declared  in  nutrition 
labeling  and  that  are  intended  to 
facilitate  avoidance  of  the  substance  for 
such  reasons  as  food  intolerance, 
religious  beliefs,  or  dietary  practices 
{such  as  vegetarianism),  e.g.,  "100 
percent  milk  free,"  are  also  not  nutrient 
content  claims.  FDA  has  included  new 
§  101.65(b)(1)  in  its  regulations  to 
recognize  this  fact.  However,  the  agency 
cautions  that  such  a  statement  could  be 
made  in  such  a  way  as  to  connote  a 
nutrient  content  claim.  For  example,  a 
statement  such  as  "contains  no  milkfat" 
made  in  context  with  other  label 
information  about  the  benefits  of 
reducing  fat  intake,  implies  that  the 
product  is  "fat  free."  In  such  a  context, 
the  statement  would  be  a  nutrient 
content  claim  subject  to  section 
403{r)(l)(A)  of  the  act.  Also,  for 
example,  claims  such  as  "no  tropical 
oils"  or  "contains  no  animal  fat"  are 
isually  made  in  a  context  that  implies 


that  the  product  has  little  or  no 
saturated  fat.  Therefore,  such  claims 
would  not  be  avoidance  claims  under 
the  provisions  of  §  101.65(b)(1)  but 
implied  "saturated  fat  free"  claims. 
Thus,  they  would  have  to  meet  the 
requirements  for  such  claims. 

b.  Ingredients  that  do  not  serve  nutritive 
purposes 

221.  Several  comments  stated  that 
factual  statements  about  ingredients,  by 
their  very  nature,  are  not  nutrient 
content  claims  and  should  be  allowed 
on  food  labels  (e.g.,  "no  artificial  colors" 
and  "contains  no  preservatives").  One 
comment  suggested  that  this  criterion 
should  alsQ  apply  to  nonnutritive  or 
nutritionally  insignificant  sweeteners 
such  as  saccharin,  aspartame,  and 
acesulfame-K  and  to  the  brand  name 
Nutfa-Sweet.  Such  claims,  the  comment 
said,  should  be  accompanied  by  "not  a 
reduced  calorie  food"  if  appropriate, 
and  the  label  should  provide  a 
statement  referring  specifically  to  the 
caloric  and  sugar  declarations  in 
nutrition  labeling. 

The  agency  continues  to  believe,  as  it 
stated  in  the  proposal,  that  claims  about 
the  absence  of  certain  substances  that  do 
not  function  as  nutrients,  such  as 
preservatives  and  artificial  colors, 
provide  information  important  to 
certain  consumers  but  are  not  nutrient 
content  claims  because  they  are  not 
claims  about  the  level  of  a  nutrient. 
Consequently,  such  claims  are  subject  to 
regulation  under  section  403(a)  of  the 
act.  to  ensure  that  they  are  truthful  and 
not  misleading,  but  not  section  403(r). 
Accordingly,  the  agency  is  listing  in 
new  §  101.65(b)(2)  as  a  second  class  of 
claims  that  are  not  nutrient  content 
claims,  those  that  are  about  substances 
that  do  not  have  a  nutritive  function  and 
do  not  substitute  for  nutritive 
substances,  e.g.,  "contains  no 
preservatives"  or  "no  artificial  colors." 

However.  FDA  does  not  agree  with 
the  comment's  suggestion  that  this 
policy  should  also  apply  to  label 
statements  referring  to  the  presence  of 
nonnutritive  or  nutritionally 
insignificant  sweeteners.  In  the  past  the 
agency  has  regulated  statements  like 
"artificially  sweetened"  and  "sweetened 
with  nonnutritive  sweetener"  as  claims 
of  special  dietary  usefulness  (§  105.66). 
which  in  some  contexts  imply  that  the 
food  is  "low  calorie"  or  "reduced 
calorie."  Elsewhere  in  this  issue  of  the 
Federal  Register,  in  a  companion  final 
rule  on  revisions  to  §  105.66  related  to 
the  nutrient  content  claims  regulations 
in  this  final  rule,  FDA  has  discussed  its 
policy  on  label  statements  that  refer  to 
the  presence  of  a  nutritionally 
insignificant  sweetener  in  a  food.  In  that 


document  the  agency  reiterated  its 
position  that  such  claims  are  subject  to 
either  new  §  105.66(a)  and  (b),  or  (e). 

c.  Ingredients  that  provide  added  value 

222.  A  few  comments  stated  that 
claims  about  ingredients  that  provide 
added  value  to  products  convey 
important  information  about  the  quality 
of  the  products  and  should  not  be 
considered  implied  nutrient  content 
claims.  The  comments  suggested  that 
claims  such  as  "made  with  butter," 
"contains  buttermilk,"  "made  with 
whole  wheat  flour,"  "contains  real 
fruit,"  or  "made  with  natural,  not 
processed,  cheese"  would  be  examples 
of  added  value  claims. 

The  agency  agrees  that  some  of  these 
claims  would  be  useful  as  tools  for  the 
manufacturer  to  communicate  to  the 
consumer  that  the  product  is  of  high 
quality  because  premium  or  otherwise 
preferred  ingredients  have  been  used.  In 
most  instances,  statements  such  as 
"made  with  butter,"  "made  with  whole 
fruit,"  or  "contains  honey"  would  not 
be  considered  to  be  a  statement  about 
the  product's  nutrient  content. 
Accordingly,  in  new  §  101.65(b)(3)  the 
agency  is  listing  claims  about  the 
presence  of  an  ingredient  that  is 
perceived  to  add  value  to  the  product, 
such  as  "made  with  butter,"  "made  with 
whole  fruit,"  or  "contains  honey,"  as 
statements  that  are  not  nutrient  content 
claims.  However,  there  would  be  cases, 
such  as  "made  with  whole  wheat  flour," 
where  the  added  value  statement  is 
made  in  such  a  context  that  it  could 
imply  not  only  that  a  preferred 
ingredient  was  used,  but  also  that  the 
product  contained  a  certain  level  of  a 
nutrient  (e.g.,  fiber).  Such  statements 
would  be  subject  to  section  403(r)  of  the 
act. 

d.  Statements  of  identity 

223.  Some  comments  agreed  with 
FDA's  discussion  in  the  proposal  that 
factual  statements  that  a  particular 
ingredient  constitutes  100  percent  of  the 
food  (e.g..  100  percent  corn  oil  or  100 
percent  Columbian  coffee)  are 
statements  of  identity  and  not  implied 
nutrient  content  claims.  In  addition,  one 
comment  specifically  requested  that 
FDA  clarify  that  the  names  of  dietar>' 
supplements  (e.g..  Vitamin  C 
supplements)  will  not  be  considered 
implied  nutrient  content  claims. 

The  agency  concludes  that  when  an 
ingredient  constitutes  essentially  100 
percent  of  the  food,  so  that  the  name  of 
the  ingredient  is  the  statement  of 
identity,  the  name  of  the  ingredient  does 
not  constitute  an  implied  nutrient 
content  claim.  In  such  circumstances, 
the  name  of  the  ingredient  constitutes 
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the  common  or  usual  name  of  the 
product  as  described  in  §  101.5  or  the 
identity  of  the  commodity  as  described 
in  §  101.3.  As  such  it  must  provide  an 
adeauate  description  of  the  food. 

When  the  ingredient  is  not  associated 
with  a  nutritional  benefit  (e.g., 
Colombian  coffee),  it  is  clear  that  the 
statement  of  identity  does  not  imply 
that  a  nutrient  is  present  or  absent  in  a 
certain  amount.  When  the  ingredient  is 
a<;sociated  with  a  particular  nutritional 
benefit  (e.g.,  com  oil),  declaring  its 
presence  could  imply  the  presence  or 
absence  of  a  nutrient.  However,  when 
used  as  the  statement  of  identity,  the 
name  of  the  ingredient  does  not  imply 
that  the  nutrient  is  present  in  a  certain 
amount.  Rather,  it  describes  the  nature 
of  the  product  and  does  not  specifically 
characterize  the  level  of  the  nutrient. 
Hence,  it  would  not  be  considered  a 
nutrient  content  claim.  As  for  the 
comment  that  the  names  of  dietary 
supplements  (e.g.,  vitamin  C 
supplements)  are  usually  not  nutrient 
content  claims,  FDA  intends  to  deal 
with  this  issue  in  the  rulemaking  that  it 
will  conduct  under  the  Dietary 
Supplement  Act  of  1992. 

Accordingly,  FDA  is  providing  in  new 
§  101.65(b)(4)  that  the  name  of  an 
ingredient  is  Aut  a  nutrient  content 
claim  when  the  ingredient  constitutes 
essentially  100  percent  of  a  food,  so  that 
the  name  of  the  ingredient  is  the 
statement  of  identity  of  the  food.  The 
agency  notes,  however,  that  a  statement 
of  identity  may  include  an  express 
nutrient  content  claim  (see  e.g.,  the  final 
rule  on  requirements  for  foods  named 
by  use  of  a  nutrient  content  claim  and 
a  standardized  term,  published 
elsewhere  in  this  issue  of  the  Federal 
Register).  Such  nutrient  content  claims 
are  fully  subject  to  new  §  101.13  and  the 
regulations  in  part  101.  subpart  D. 

224.  Several  comments  suggested  that 
common  names  or  statements  of  identity 
of  foods  that  include  terms  that  relate 
directly  or  indirectly  to  the  nutrient 
content  of  a  food  (e.g..  "oat  bran 
muffins")  should  be  co.asidered  implied 
nutrient  content  claims.  Other 
comments  suggested  that  such 
statements  are  merely  statements  of  the 
characterizing  ingredient  and  should 
not  be  considered  implied  nutrient 
content  claims.  They  suggested  that  "oat 
bran  muffin"  is  not  different  from 
"carrot  spice  muffin."  One  comment 
stated  that  truthful  statements  such  as 
these  should  be  assumed  to  be 
nonmisleading  unless  there  is  evidence 
to  the  contrary  and  should  be  permitted 
as  part  of  the  statement  of  identity. 

■  While  FDA  agrees  that  most 
statements  of  identity  are  statements 
about  the  character  of  a  food,  there  are 


a  limited  number  of  statements  of 
identity  that  contain  the  name  of  an 
ingredient  that  is  associated  with  a 
nutrient  or  a  nutritional  benefit  and  that 
therefore  may  also  be  implied  nutrient 
content  claims,  depending  on  what 
other  statements  are  made  on  the  label 
or  in  labeling.  Examples  of  such 
statements  of  identity  would  be  "corn 
oil  margarine,"  "oat  bran  muffins,"  and 
"whole  grain  bread."  The  agency  will 
evaluate  such  claims  on  a  case-by-case 
basis  in  the  context  of  the  entire  label 
and  the  labeling  to  determine  whether 
they  are  nutrient  content  claims.  For 
example,  if  the  labeling  of  oat  bran 
muffins  includes  a  discussion  of  the 
importance  of  fiber  in  the  diet,  FDA 
believes  that  the  "oat  bran  muffins" 
name  is  an  implied  claim  that  the 
muffins  are  high  in  fiber.  If  the  labeling 
is  devoid  of  such  information,  FDA  is 
not  likely  to  consider  the  name  to  be  an 
implied  nutrient  content  claim. 
Accordingly  the  agency  is  providing  in 
new  ^  101.65(b)(5)  that  a  statement  of 
identity  that  names  as  a  characterizing 
ingredient,  an  ingredient  associated 
with  a  nutrient  (e.g..  "com  oil 
margarine."  "oat  bran  muffins."  or 
"whole  wheat  bagels")  is  not  an  implied 
nutrient  cantent  claim  unless  such 
claim  is  made  in  a  context  in  which 
label  or  labeling  statements,  symbols, 
vignettes,  or  other  forms  of 
communication  suggest  that  a  nutrient 
is  absent  or  present  in  a  certain  amount. 

Statements  of  identity  that  are 
provided  by  a  standard  of  identity 
subject  to  section  403{r)(5)(c)  of  the  act 
are  not  subject  to  definition  under 
section  403(r)  of  the  act  and  are 
therefore  not  considered  nutrient 
content  claims. 

e.  Statements  of  special  dietary 
usefulness 

225.  One  comment  requested  that  the 
agency  clarify  that  FDA  will  not  deem 
a  statement  of  special  dietary  usefulness 
made  on  the  label  or  in  labeling  of  a 
food  in  accordance  with  part  105  of 
FDA's  regulations  to  be  an  implied 
nutrient  content  claim  solely  because  it 
represents  the  food  to  be  for  special 
dietary  use. 

The  agency  has  considered  this 
comment.  As  stated  in  the  general 
principles  proposal  (56  FR  60421  at 
60457).  FDA  views  claims  on  a  food 
relative  to  special  dietary  needs  to  be 
different  from  claims  made  on  a  food 
relative  to  the  nutrient  content  of  the 
food.  The  agency  would  not  consider 
claims  made  solely  to  portray  the 
usefulness  of  the  food  for  supplying  a 
particular  dietary  need  that  exists  by 
reason  of  a  physical,  physiological, 
pathological,  or  other  condition  as 


described  in  part  105  to  be  a  nutrient 
content  claims  subject  to  new  §  101.13. 
A  claim  such  as  "use  as  part  of  a  weight 
reduction  program"  in  and  of  itself, 
would  not  be  considered  to  be  a  nutrient 
content  claim. 

However,  there  are  circumstances  in 
which  a  claim  that  a  food  is  useful  in 
a  special  diet  may  be  made  in  a  context 
that  portrays  a  nutritional  aspect  of  the 
food  relative  to  the  general  population. 
If,  for  example,  in  addition  to  including 
a  claim  that  the  food  was  part  of  a 
weight  reduction  program,  the  label  said 
that  the  food  was  "low  calorie,"  or  the 
label  contained  other  ^atements  of 
specific  nutritional  information,  then 
such  statement  would  be  subject  to  the 
requirements  for  nutrient  content  claims 
because  the  label  contained  information 
directed  toward  the  general  population. 
Accordingly,  the  agency  is  providing  in 
new  §  101.65(b)(6)  that  label  statements 
made  in  compliance  with  part  105 
solely  to  note  that  a  food  has  special 
dietary  usefulness  relative  to  a  physical, 
physiological,  pathological,  or  other 
condition  where  the  claim  identifies  the 
special  diet  of  which  the  food  is 
intended  to  be  a  part,  is  generally  not  a 
nutrient  content  claim. 

3.  Single  nutrient  implied  claims 

a.  Ingredient  statements 

226.  Many  comments  addressed  how 
requirements  for  implied  claims  should 
be  applied  to  ingredient  statements  like 
"contains  oat  bran"  and  "corn  oil 
margarine."  Some  stated  that  ingredient 
statements  should  not  be  considered 
implied  nutrient  content  claims.  Other 
comments  stated  that  even  though  there 
are  good  reasons  for  having  ingredient 
statements  on  labels,  the  fact  that  a 
declaration  is  an  ingredient  statement 
does  not  preclude  the  possibility  that  it 
is  also  an  implied  claim.  Some  said  that 
claims  such  as  "contains  no  tropical 
oils"  and  "made  with  100  percent 
vegetable  oil"  would  be  misleading  to 
consumers  who  would  be  led  to  assume 
that  such  a  product  is  low  in  or  free 
from  satuiated  fat,  when  that  is  often 
not  the  case.  A  few  comments  stated 
that  to  prevent  ingredient  claims  from 
being  misleading  nutrient  content 
claims,  all  ingredient  statements  should 
be  subject  to  the  provisions  of  section 
403(rjoftheact. 

The  agency  disagrees  both  with  the 
comments  stating  that  no  ingredient 
claims  should  be  considered  to  be 
implied  nutrient  content  claims,  and 
with  those  that  want  all  ingredient 
claims  to  be  regulated  under  section 
403(r)  of  the  act.  As  discussed  above, 
some  ingredient  statements  clearly  are 
not  implied  nutrient  content  claims,  and 
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some  clearly  are,  while  other  ingredient 
statements  will  have  to  be  evaluated  on 
a  case-by-case  basis  to  determine 
whether  they  are  implied  claims.  The 
agency  will  evaluate  ingredient 
statements  in  the  context  of  the  total 
label  to  determine  whether  they  are 
implied  claims  and  therefore  subject  to 
section  403(r)(l)(A)  of  the  act.  The 
agency's  focus  will  be  on  whether  the 
ingreaient  statement  identifies  a 
nutrient  explicitly  or  by  implication, 
and  whether  it  states  or  implies  that  the 
nutrient  is  absent,  or  that  it  is  present 
in  a  certain  amount. 

227.  One  comment  disagreed  with 
FDA's  definition  for  single  nutrient 
implied  claims  in  proposed 

§  101.13(b)(2).  stating  that  the  phrase 
"leads  a  consumer  to  assume"  should  be 
changed  to  "consumers  acting 
reasonably  under  the  circumstances." 
This  phrase  is  preferable,  the  comment 
said,  because  it  requires  that  the  label  be 
interpreted  reasonably,  rather  than  in  an 
arbitrary,  unusual,  or  unreasonable 
fashion.  The  comment  asserted  that  a 
standard  that  is  based  on  the 
interpretations  of  a  few  credulous 
people  is  not  legally  sustainable.  The 
comment  stated  that  the  phrase 
"consumers  acting  reasonably  under  the 
circumstances"  CQrrQctly  takes  into 
account  the  context  in  which  the 
statement  is  made. 

The  agency  has  considered  the 
comment  and  disagrees  that  "consumers 
acting  reasonably  under  the 
circumstances"  is  a  more  valid  standard 
for  implied  nutrient  content  claims  than 
the  one  proposed  by  the  agency.  The 
focus  of  FDA's  definition  of  implied 
claims  is  on  what  the  claim  suggests. 
The  definition  is  not  intended  to  be  a 
quantitative  standard  to  determine  the 
number  of  consumers  who  have  a 
particular  conception  about  an 
individual  claim  but  is  intended  to 
focus  on  what  the  claim  is  saying.  To 
clarify  the  intent  of  the  definition,  FDA 
is  striking  the  phrase  in  question  and 
replacing  it  with  the  word  "suggests." 

228.  A  few  comments  said  that  FDA 
should  evaluate,  on  a  case-by  case  basis, 
whether  a  manufacturer  intends  a 
particular  label  statement  to  make  an 
implied  nutrient  content  claim,  and 
whether  consumers  perceive  the 
statement  to  be  that  claim.  The 
comments  asserted  that  a  similar 
approach  has  been  supported  by  the 
courts  in  determining  whether  a  product 
is  sold  as  a  food  or  a  drug. 

In  making  an  evaluation  of  a  label 
statement  within  the  context  of  the 
labeling  as  a  whole,  FDA  agrees  that  it 
should  consider  both  the  manufacturer's 
intent  and  consumer  perception. 
However,  it  notes  that  intent  means 


more  than  the  manufacturer's  subjective 
intent.  See  National  Nutritional  Foods 
Association  v.  Mathews.  SS7  F.2d  325, 
334  (2d  Cir.  1977).  An  article's  intended 
use  is  established  by  its  label,  labeling, 
promotional  materials,  advertising,  and 
"any  other  relevant  soiuts."  Id. 

FDA  advises  that  it  will  evaluate 
ingredient  label  statements  on  a  case-by- 
case  basis  using  the  definition  of 
implied  claims  in  new  §  101.13(b)(2) 
and  the  other  provisions  of  the 
regulations  to  determine  whether  a  label 
statement  is  an  implied  nutrient  content 
claim.  As  stated  above,  the  agency's 
primary  focus  will  be  whether  the 
statement  identifies  the  nutrient 
explicitly  or  by  implication,  and 
whether  it  states  or  implies  absence  of 
that  nutrient  or  its  presence  in  a  certain 
amount. 

229.  Several  comments  suggested  that 
the  agency  should  consult  popular 
media,  scientific  articles,  and  consumer 
surveys  to  determine  when  an 
ingredient  claim  constitutes  an  implied 
nutrient  content  claim.  Several  of  these 
comments  suggested  that  implied  claims 
should  not  be  allowed  on  food  labels 
unless  there  is  scientific  consensus  as  to 
what  these  terms  mean.  On  the  other  . 
hand,  a  few  comments  suggested  that  a 
statement  about  an  ingredient  is  not  an 
implied  nutrient  content  claim,  unless 
there  is  direct  consumer  survey 
evidence  that  a  substantial  number  of 
consumers  understand  the  statement  to 
imply  a  specific  nutrient  claim.  The 
comment  contended  that  any  other 
position  would  create  chaos  because 
manufacturers  would  continually  be  in 
doubt  as  to  whether  an  ingredient  claim 
would  be  interpreted  by  the  agency  to 
be  an  implied  nutrient  content  claim. 

Another  comment  asserted  that  claims 
must  be  interpreted  in  their  historical 
context.  The  comment  stated  that  "high 
in  oat  bran,"  implying  "high  in  fiber," 
for  example,  is  taken  out  of  context.  The 
comment  stated  that  at  the  time  the 
claim  became  widely  used,  consumers 
believed  that  they  needed  to  eat  oat 
bran,  not  soluble  fiber,  to  lower 
cholesterol.  The  comment  further  stated 
that  consumers  wanted  to  know  the 
amount  of  oat  bran  in  a  product  in  order 
to  follow  a  diet  high  in  oat  bran. 
However,  current  scientific  evidence 
may  not  substantiate  this  early  finding, 
and  the  necessity  for  consuming  large 
amounts  of  oat  bran  may  not  currently 
be  supported  by  scientific  data. 
Therefore,  for  an  implied  claim  to  be 
considered  valid,  the  comments  said, 
current  scientific  data  must  be 
considered. 

The  agency  agrees  that  nutrient 
content  claims  should  be  defined  so  as 
to  be  meaningful  to  consumers.  It  has 


attempted  to  ensure  through  the 
definitions  established  in  these 
regulations  that  permitted  claims  will 
assist  consumers  in  maintaining  healthy 
dietary  practices.  In  addition,  where 
possible,  FDA  has  used  information  on 
consumer  understanding  of  terms. 
However,  the  agency  is  not  persuaded 
that  direct  consumer  survey  information 
is  always  needed  for  it  to  provide  clear 
guidance  to  manufacturers  on  whether 
an  ingredient  statement  is  an  implied 
nutrient  content  claim.  As  discussed 
above,  FDA  is  describing  in  this 
document  some  label  statements  that 
clearly  are  nutrient  content  claims,  and 
others  that  clearly  are  not.  For  those 
label  statements  not  addressed  in  this 
document,  manufacturers  who  wish 
guidance  can  submit  a  petition 
requesting  approval  of  a  claim.  The 
minimum  requirements  for  information 
needed  to  support  such  a  request  are 
described  in  new  §  101.69.  Petitioners 
are  welcome  to  provide  consumer 
survey  information  as  well  as  other 
types  of  information  in  support  of  a 
petition. 

230.  Some  comments  asserted  that 
FDA's  definition  of  implied  nutrient 
content  claims  should  be  limited  to 
those  statements  that  either  expressly  or 
by  implication  describe  the  level  of  a 
nutrient  present  in  a  food,  as  opposed 
to  simply  describing  the  food's 
composition.  One  comment  stated  that 
such  an  approach  is  consistent  with 
Congressional  intent  as  recorded  in  the 
House  Report,  which  states: 

An  example  of  an  implied  claim  covered 
by  this  section  would  be  the  statement  "lite", 
which  implies  that  the  product  Is  low  in 
some  nutrient  (typically  calories  or  fat),  but 
does  not  say  so  expressly,  or  "high  oat  bran" 
which  conveys  an  implied  high  fiber 
message. 

(H.  Rept.  101-538, 101st  Cong.  2d  sess. 
Oune  13. 1990).) 

Another  comment  asserted  that  it 
would  be  inconsistent  with  the  language 
of  the  1990  amendments  to  regulate 
claims  about  an  ingredient  that  do  not 
characterize  the  level  of  that  ingredient 
as  implied  nutrient  content  claims.  The 
comment  requested  that  FDA 
specifically  exempt  ingredient  claims 
that  do  not  directly  or  indirectly  refer  to 
the  level  of  a  nutrient  (e.g.,  "contains 
oat  bran"  and  "made  with  vegetable 
oil"). 

As  already  discussed,  FDA  agrees  that 
statements  that  describe  (expressly  or  by 
implication)  the  level  of  a  nutrient 
present  in  a  food  are  nutrient  content 
claims.  In  addition,  for  ingredients  with 
nutrient  implications  (e.g.,  "bran" 
implies  fiber  and  "tropical  oils"  implies 
saturated  fat),  a  claim  that  describes  the 


2372        Federal  Register  /  Vol.  58.  No.  3  /  Wednesday,  January  6,  1993  /  Rules  and  Regulations 


level  as  "high."  "low."  or  "free"  clearly 
constitutes  a  nutrient  content  claim. 

The  agency  does  not  agree,  however, 
that  claims  such  as  "made  with  oat 
bran"  and  "contains  vegetable  oil" 
should  be  exempt  from  the  regulations. 
It  is  not  clear  to  FDA  that  such  claims 
describe  the  nature  of  the  food  and  not 
the  level  of  a  nutrient.  The  agency  notes 
that  it  is  providing  in  new  §  101.54  that 
8  claim  that  a  food  is  a  "good  source" 
of  a  nutrient  can  only  be  made  if  the 
nutrient  is  present  at  10  percent  or  more 
of  the  RDI  or  the  DRV  per  serving  of  the 
food.  The  agency  is  also  providing  for 
use  of  the  terms  "contains"  and 
"provides"  as  synonyms  for  "good 
source."  As  a  result,  "contains  fiber"  is 
a  defined  expressed  claim  that  must 
meet  the  10  percmit  of  the  IH(V 
criterion. 

The  question  then  becomes  whether 
"contains  oat  bran"  and  "contains 
whole  wheat"  imply  that  the  food  is  a 
"good  source  of  fiber."  Some  comments 
state  that  such  claims  are  implied 
nutrient  content  claims,  while  others 
argue  that  they  are  statements  about  an 
ingredient  and  not  the  level  of  a 
nutrient.  The  agency  concludes  that,  in 
certain  contexts,  these  statements  would 
be  nutrient  content  claims  because  they 
call  attention  to  the  fact  that  the  product 
has  been  made  with  an  ingredient  that 
contains  a  valuable  nutrient.  For 
example,  if  a  label  declared  "Joe's  Oat 
Bran  f^uffins"  or  "Joe's  Muffins,  made 
with  oat  bran"  the  prominence  of  "oat 
bran"  may  not  call  attention  to  it  is  a 
way  that  proclaims  its  nutritional  value. 
However,  if  "Joe's  Muffins"  bore  a 
bright  banner  with  "oat  bran"  in  large, 
bright  letters,  the  emphasis  on  "oat 
bran"  would  likely  place  it  in  the 
overall  context  of  a  nutrient  content 
claim.  However,  FDA  will  evaluate 
these  claims  on  a  case-by-case  basis, 
taking  into  account  the  entire  label  and 
the  labeling,  including  the  placement 
and  prominence  of  the  claim  as  well  as 
the  text  of  label  statements. 

231.  Some  comments  asserted  that 
FDA  should  narrow  the  definition  of 
nutrient  content  claims  to  include  only 
those  claims  specifically  mentioning  a 
nutrient  of  the  type  addressed  in  section 
403(q)  of  the  act  and  of  the  type 
appearing  as  part  of  the  nutrition  panel 
(e.g..  fat  or  cholesterol).  Similar 
comments  asserted  that  any  statement 
regarding  an  ingredient,  as  opposed  to  a 
nutrient,  should  not  be  considered  an 
implied  claim.  One  comment  asserted 
that  even  those  ingredient  claims  that 
imply  that  a  nutrient  is  absent  or 
present  in  a  certain  amount  are  not 
implied  claims.  Rather,  according  to 
these  conunents  they  are  more 
appropriately  considered  statements  of 


identity  or  parts  of  ingredient  claims. 
Some  comments  specifically  disagreed 
with  the  House  report  and  FDA  that  the 
phrase  "high  in  oat  bran"  should 
automatically  constitute  an  implied 
fiber  claim.  These  comments  argued  that 
this  claim,  as  well  as  others  that  simply 
describe  the  ingredients  present  in  a 
product  in  a  truthful  and  nonmisleading 
manner,  should  be  considered 
ingredient  statements.  One  comment 
supported  this  position  by  stating  that 
these  claims  do  not  automatically  lead 
a  consumer  to  assiune  that  fiber  is 
absent  or  present  in  any  amount.  The 
comment  asserted  that  such  a  statement 
simply  advises  consumers  that  oat  bran 
is  used  as  a  significant  ingredient  in  the 
product.  The  comment  went  on  to  say 
that  while  oat  bran  does  have  some 
relationship  to  fiber,  consumers  will  not 
automatically  associate  the  two.  A 
similar  comment  requested  that  FDA 
alter  proposed  §  101.13(b)(2)  to  read, 
"e.g..  high  in  oat  bran,  which  may  imply 
that  a  food  is  also  high  in  fiber." 

The  agency  does  not  agree  that 
nutrient  content  claims  under  section 
403(r)(l)(A)  of  the  act  are  Hmited  to 
label  statements  that  specifically 
identify  a  nutrient,  e.g..  fat  or 
cholesterol.  The  legislative  history 
identifies  the  term  "high  in  oat  bran"  as 
an  example  of  an  implied  nutrient 
content  claim  (H.  Rept  101-S38, 101st 
Cong.  2d  sess.  19  (June  13, 1990]).  This 
statement  provides  strong  evidence  that 
when  Congress  said  that  "a  claim  *  *  * 
which  expressly  or  by  implication — 
characterizes  the  level  of  a  nutrient  *  * 
*  must  be  made  in  accordance  with 
section  403(r)(2),"  it  intended  to  include 
ingredient  claims  that  imply  that  a 
nutrient  is  present  at  a  particular  level 
in,  or  is  absent  from,  the  food. 
Accordingly,  FDA  rejects  the  comment 
that  objected  to  this  interpretation. 

The  agency  advises  that  there  are  long 
established  relationships  between 
ingredients  and  nutrients  that  are 
covered  under  the  definition  of  implied 
nutrient  content  claims.  Some  of  these 
ingredient-nutrient  relationships  have 
been  regulated  as  claims  for  special 
dietary  use.  For  example,  terms  Uke 
"sugar  ft«e"  have  been  regulated  by 
FDA  as  implying  that  the  product  is  low 
or  significantly  reduced  in  calories 
(§  105.66).  In  addition,  FDA  has  issued 
warning  letters  regarding  foods  that 
contain  tropical  oils  (which  contain 
significant  levels  of  saturated  fat)  when 
they  bear  label  statements,  like  "100 
percent  vegetable  oil,"  that  imply  that 
these  ingredients  have  low  levels  of 
saturated  fat. 

Consequently,  FDA  is  not  granting  the 
request  to  exempt  from  the  nutrient 
content  claim  requirements  ingredient 


claims  that  do  not  explicitly  identify  a 
nutrient.  However,  as  discussed  in  the 
previous  comment,  the  agency 
acknowledges  that  some  statements  that 
name  ingredients  that  have  nutritional 
relevance  are  not  nutrient  content 
claims.  The  agency  will  evaluate  such 
claims  on  a  case-by-case  basis.  In 
addition,  where  appropriate, 
manufacturers  may  submit  petitions 
under  new  §  101.69  requesting  approval 
of  specific  claims. 

232.  A  few  comments  suggested  that 
only  those  ingredient  statements  that 
meet  the  definition  for  a  defined 
nutrient  content  claim  should  be 
considered  implied  nutrient  content 
claims,  and  that  all  other  ingredient 
claims  should  not  be  considered 
nutrient  content  claims.  However, 
several  other  comments  suggested  that 
all  ingredient  claims  that  imply  that  a 
nutrient  is  either  absent  or  present  at  a 
particular  level,  whether  or  liot  they  met 
the  definition  of  the  expressed  term, 
should  be  considered  implied  nutrient 
content  claims. 

Some  of  the  latter  comments  said  that 
only  those  implied  claims  that  meet  the 
requirement  for  an  analogous  expressed 
claim  should  be  permitted  on  the  label 
or  in  labeling.  For  example,  several 
comments  said  that  a  statement  that  a 
product  "contains  oat  bran"  implies  that 
the  product  is  a  good  source  of  fiber  and 
should,  therefore,  only  be  permitted  on 
foods  that  meet  the  definition  for  "good 
source  of  fiber."  The  comments  said  that 
requiring  that  the  expressed  claim  be 
met  in  order  to  make  an  implied  claim 
would  be  effective  in  preventing 
manufacturers  from  using  claims  on 
food  that  may  not  meet  appropriate 
nutritional  standards.  Another  group  of 
comments  stated  that  any  "no 
[ingredient]"  claims  (e.g..  "contains  no 
tropical  oils")  that  imply  that  the 
product  is  free  of  a  nutrient,  but  that 
disparage  the  absent  ingredient,  could 
be  misleading  if  there  is  inadequate 
scientific  support  for  health  concerns 
aboyt  the  ingredient  and  therefore 
should  be  prohibited.  The  comments 
presented  various  other  examples  to 
either  support  or  oppose  a  requirement 
that  an  implied  ingredient  claim  that 
meets  the  requirements  for  an  explicit 
nutrient  content  claim  should  be 
permitted. 

The  agency  agrees  that  ingredient 
claims  that  make  implied 
representations  about  the  level  of  a 
nutrient  in  a  food,  whether  or  not  they 
meet  the  definition  of  the  expressed 
claim,  should  be  considered  implied 
nutrient  content  claims.  This  conclusion 
is  consistent  with  section  403(r)(l)(A)  of 
the  act.  which  states  that  a  food  can  be 
mi^randed  by  a  statement  that 
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expressly  or  by  implication 
characterizes  the  level  of  a  nutrient  in 
a  food.  An  ingredient  claim  that  implies 
that  a  nutrient  is  present  in  the  food  at 
a  particular  level,  but  that  fails  to  meet 
the  requirements  for  the  equivalent 
express  claim,  will  misbrand  the  food 
under  section  403(r)(l)(A)  of  the  act. 

The  question  of  whether  claims  like 
"contains  no  tropical  oil"  should  be 
prohibited  as  misleading  because  they 
disparage  the  ingredient  will  (urn  on 
what  the  scientific  evidence  shows 
about  the  ingredient.  If  it  is  commonly 
known  that  the  ingredient  for  which 
absence  is  claimed  is  a  source  of  a 
nutrient  for  which  the  current  dietary 
guidelines  recommend  decreased  or 
moderated  intake,  then  there  is  no 
reason  for  the  agency  to  refuse  to  permit 
the  claim.  The  fact  that  FDA  would 
permit  such  a  claim,  however,  would  in 
no  way  represent  a  disparagement  of  the 
ingredient.  The  claim  provides  a  means 
by  which  a  manufacturer  could 
highlight  the  saturated  fat  content  of  its 
food.  It  does  not  imply  that  the 
ingredient  in  question  is  a  "bad"  food. 

233.  One  comment  suggested  that 
FDA  allow  companies  to  use  expressed 
or  implied  nutrient  content  claims  (in 
brancl  names  or  otherwise)  that  have  not 
been  defined  or  specifically  approved 
by  the  agency  if  the  claim  is  not  false 
and  misleading  and  is  consistent  with, 
and  explained  by,  an  immediately 
adjacent  term  that  is  defined  in  the 
agency's  regulations.  Alternatively,  the 
comment  requested  that  FDA  permit 
ingredient  claims  that  did  not  meet  the 
expressed  nutrient  content  claims 
definition  but  require  them  to  be 
followed  by  a  factual  statement 
clarifying  the  nutrient  content 
implication  (e.g.,  "no  tropical  oils — this 
product  contains  2  g  of  saturated  fat"  or 
"contains  oat  bran — not  a  signiflcant 
source  of  fiber").  The  comment  stated 
that,  in  effect,  companies  would  be 
allowed  to  define  certain  ingredient 
claims  as  implied  nutrient  content 
claims.  Such  a  process  would  be  in 
addition  to  the  petition  process 
established  by  FDA,  thus  allowing  a 
company  to  dioose  whether  to 
determine  its  ovm  definition  of  an 
expressed  or  implied  nutrient  content 
claim  or  to  petition  the  agency  for  a 
cctdified  definition.  The  inclusion  of  a 
self-definition  procedure  would,  the 
comment  contended,  be  more  in 
keeping  with  Executive  Order  12630. 
Also,  according  to  the  comment,  under 
such  a  policy,  companies  would  not  be 
forced  to  abandon  nonmisleading 
implied  claims  and  brand  names,  as 
they  would  under  FDA's  proposed  rule. 
Companies  would  also  not  Im  made  to 
change  labels  repeatedly,  oi  ce  by  the 


effective  date  of  the  regulations  and 
again  after  each  new  implied  nutrient 
content  claim  is  approved.  Finally,  the 
comment  stated  that  the  rule  proposed 
by  FDA  would  lead  to  a  proliferation  of 
unexplained  terms  that  have  been 
defined  by  FDA  in  the  regulations  but 
which  have  little  or  no  meaning  to 
consumers,  whereas  the  procedure 
suggested  in  the  comment  would 
require  the  use  of  a  defined  term  on  the 
label  to  explain  the  intended  meaning  of 
the  implied  claim,  adding  significantly 
to  consumer  understanding.  The 
comment  asserted  that  the  alternative 
method  is  fully  consistent  with  the 
language  and  the  intent  of  the  1990 
amendments. 

The  agency  does  not  agree  that 
allowing  manufacturers  to  use 
undefined  claims  that  do  not  meet  the 
definition  for  an  expressed  claim  to  be 
accompanied  by  a  defining  statement  is 
consistent  with  either  the  intent  or  the 
letter  of  the  1990  amendments.  The  act 
provides  that  claims  that  characterize 
the  level  of  a  nutrient  either  expressly 
or  by  implication  "may  be  made  only  if 
the  characterization  of  the  level  made  in 
the  claim  uses  terms  which  are  defined 
in  regulations  of  the  Secretary"  (section 
403(r)(2)(A)(i)  of  the  act).  Thus. 
Executive  Order  12630  is  not  relevant  to 
the  approach  that  FDA  is  required  by 
statute  to  take  on  this  matter.  To  do  as 
the  comnjent  requests  and  allow 
manufacturers  to  continue  using  any 
label  statements  they  choose  (provided 
they  add  a  defining  statement  as 
explanation)  would  be  inconsistent  with 
the  letter  and  spirit  of  the  act.  The 
agency  points  out  that  under  section 
403(r)(4)(A)  of  the  act,  any  p)erson  may 
petition  the  agency  for  permission  to 
use  terms  that  are  subject  to  section 
403(r)(2)(A)(i).  This  section  also 
provides  timeframes  in  which  the 
agency  must  act  on  these  petitions. 
Thus,  there  should  not  be  any  undue 
delay  in  obtaining  a  determination  as  to 
whether  the  claims  can  be  used. 
Because  the  act  specifically  provides  a 
mechanism  by  which  use  of  claims  can 
be  authorized,  the  agency  concludes 
that  it  would  be  inappropriate  for  FDA 
to  establish  an  alternate  mechanism  by 
which  such  claims  can  be  used. 

The  agency  disagrees  that  companies 
would  be  required  to  make  frequent 
label  changes  because  of  the  approval  of 
each  new  term.  The  company  could 
decide  what  term  it  wants  to  use, 
determine  whether  the  use  of  the  term 
has  been  authorized,  and  if  it  has  not 
been,  petition  for  such  authorization. 
Once  the  use  of  a  term  is  authorized,  the 
firm  would  be  free  to  use  it.  Any  change 
in  the  company's  labeling  made  after 
that  point  because  FDA  approved  a  new 


term  would  occur  because  the  company 
wanted  to  take  advantage  of  the  term, 
not  because  FDA  compelled  a  change. 

The  agency  also  disagrees  that  there 
would  be  a  proliferation  of  unexplained 
terms  defined  by  FDA  that  would  have 
little  meaning  to  consumers.  The  agency 
is  establishing  only  a  distinct  group  of 
terms  and  synonyms  with  well  defined 
meanings  that  may  be  used  as  nutrient 
content  claims.  Any  additional  terms 
that  are  included  in  response  to  a 
request  of  a  petitioner  will  have  been 
shov«m  to  be  as  well  supported  as  those 
terms  originally  defined. 

The  agency  concludes  that  the 
approach  to  regulating  implied  nutrient 
content  claims  suggested  by  the 
comment  is  not  consistent  with  the 
structure  established  by  1990 
amendments  and  will  not  promote 
better  consumer  understanding  of  label 
claims.  Accordingly,  FDA  is  not 
permitting  use  of  undefined  nutrient 
content  claims  accompanied  by  an 
explanation. 

234.  Many  comments  asserted  that 
factual  declarations  of  the  amount  of  an 
ingredient  (e.g.,  "160  mg  of  sodium,"  or 
"contains  less  than  300  calories")  do  not 
constitute  implied  nutrient  content 
claims.  Other  comments  maintained 
that  statements  concerning  the  percent 
of  a  nutrient  (e.g.,  "9  percent  fat") 
should  also  not  be  considered  implied 
nutrient  content  claim. 

The  agency  advises  that  declarations 
of  the  amount  of  a  nutrient  or  the 
percent  of  a  nutrient  are  provided  for  in 
new  §  101.13(i).  That  provision, 
pursuant  to  section  3(D)(l)(A)(iv)  of  the 
1990  amendments,  states  that  such 
statements  must  meet  the  definition  for 
a  defined  term  or  must  be  accompanied 
by  a  statement  that  the  food  does  not 
meet  the  appropriate  definition. 
Comments  16  through  19  of  this 
document  contain  a  full  discussion  of 
such  claims. 

235.  One  comment  suggested  that 
"equivalent"  be  defined  as  a  nutrient 
content  claim  so  that  comparisons  could 
be  made  to  indicate  that  a  food  had  the 
amount  of  a  nutrient  equivalent  to  a 
reference  food,  e.g.,  "contains  as  much 
fiber  as  an  apple."  The  comment  stated 
that  this  type  of  claim  was  particularly 
appropriate  for  dietary  supplements. 

The  agency  advises  that  it  considers 
the  example  given  in  the  comment  to  be 
an  implied  claim  about  the  fiber  content 
of  the  food.  "Contains  as  much  dietary 
fiber  as  an  apple"  implies  that  one  apple 
is  a  good  .source  of  fiber,  and  that  by 
being  equivalent  in  fiber  to  an  apple,  the 
labeled  food  is  also  a  good  source  of 
fiber.  Such  a  claim  can  be  used  to 
provide  valid,  valuable  information  to 
the  consumer  about  the  nature  of  a 
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product  in  tenns  of  another  product  that 
the  consumer  already  understands. 
However,  the  agency  believes  that  such 
a  statement  would  be  misleading  if  the 
labeled  food  was  compared  to  the  level 
of  nutrioit  in  a  food  that  was  not 
consistent  with  dietary  guidelines, 
namely  the  amount  of  nutrient  in  a  food 
which  is  "free,"  "low,"  a  "good  source." 
or  "high."  Likewise  such  a  claim  would 
be  misleading  if  comparisons  between 
the  foods  were  not  made  on  a  common 
basis.  Because  a  serving  of  the  product 
is  the  amount  customarily  consumed  in 
one  eating  occasion  (a  value  which  is 
applicable  to  all  foods),  the  agency 
concludes  that  comparisons  using  this 
type  of  claim  should  be  made  on  a  per 
serving  basis. 

Accordingly,  the  agency  is  providing 
in  new  §  101.65(c)(2)  for  the  use  of 
equivalence  claims  using  the  phrases 
"contains  the  same  amount  of  {nutrient) 
as  a  (food]"  and  "as  much  (nutrient)  as 
a  ICoodl"  to  imply  that  the  reference 
food  is  a  good  source  of  specified 
nutrient,  and  that  on  a  per  serving  basis, 
the  labeled  food  is  an  equivalent,  good 
source  of  that  nutrient  (e.g.,  "as  much 
fiber  as  an  apple,"  "contains  the  same 
amount  of  Vitamin  C  as  a  glass  of  orange 
juice"). 

236.  Several  comments  requested  that 
the  agency  define  specific  implied 
claims  so  that  their  use  would  be 
permitted  in  labeling.  Claims  that  were 
suggested  included  "high  in  oat  bran," 
"contains  no  oil."  "no  tropical  oils," 
and  "contains  canola  oil."  While  the 
comments  suggested  definitions  for  the 
claims,  they  were  not  always  in 
agreement  on  what  the  definitions 
should  be. 

The  agency  has  carefully  considered 
these  terms  and  is  providing  its 
interpretation  of  the  nutrient  content 
implied  by  the  label  statement.  Label 
statements  about  oils  like  com. 
sunflower,  safflower.  and  canola 
generally  refer  to  the  oils'  fatty  acid 
content.  Accordingly,  FDA  considers  a 
statement  about  a  type  of  oil  as  an 
ingredient,  such  as  "made  with  canola 
oil"  or  "contains  com  oil."  to  generally 
imply  that  the  oil  in  the  product  was 
low  in  saturated  fatty  acids.  The 
statement  "made  only  with  vegetable 
oil"  implies  that  because  vegetable  oil 
was  used  instead  of  animal  fat.  the  oil 
component  was  low  in  saturated  fat. 

A  claim  that  a  product  contains  "no 
tropical  oils."  inclyiding  a  statement 
about  the  absence  of  a  specific  tropical 
oil.  assumes  that  the  consumer 
understands  that  tropical  oils  have  a 
large  amount  of  saturated  fats.  Such  a 
claim  would  imply  that  another  oil  had 
been  used  that  did  not  have  a  large 
amount  of  saturated  fat.  Consequently,  a 


claim  that  a  product  "contains  no 
tropical  oils"  would  imply  that  the 
product  is  "low  in  saturated  fat." 

The  agency  considers  that  a  statement 
that  a  product  "contains  no  oil"  implies 
that  the  product  is  not  made  with  lipids 
(fat).  Accordingly,  such  a  claim  would 
imply  that  the  product  was  "fat  free." 
Such  a  claim  on  a  product  that 
contained  another  source  of  lipids  (e.g.. 
animal  fat)  would  be  misleading. 

Further,  the  agency  considers  that  a 
claim  that  a  product  is  made  with  or 
otherwise  contains  a  whole  grain,  a 
bran,  or  any  type  of  dietary  fiber  (such 
as  soluble  fiber),  implies  that  the 
product  is  a  good  source  of  total  dietary 
fiber.  Such  a  claim  would  therefore  be 
misleading  if  the  product  did  not 
contain  sufficient  fiber  derived  largely 
from  the  sources  of  fiber  mentioned 
such  that  the  product  met  the  definition 
for  "good  source  of  dietary  fiber." 
However,  a  claim  naming  these 
ingredients  that  also  used  the  term 
"high"  or  a  synonym  thereof  would  be 
misleading  if  the  product  was  not  "high 
in  dietary  fiber." 

The  agency  would  generally  not 
consider  ingredient  claims  that  are 
consistent  with  the  meanings  that  it  has 
outlined  above  to  be  misleading  under 
section  403(a)  of  the  act.  However,  as 
with  any  implied  claim,  the  agency  will 
consider  the  appropriateness  of  the  use 
of  the  claim  in  the  context  in  which  it 
is  made. 

The  agency  advises  that  it  does  not 
consider  that  the  terms  that  it  has 
mentioned  provide  an  all-inclusive  list 
of  those  ingredients  that  imply  the  level 
of  a  nutrient.  Claims  for  other  nutrients 
will  be  considered  on  a  case-by-case 
basis. 

In  conclusion,  a  claim  that  states  or 
implies  a  characteristic  that 
distinguishes  a  particular  nutritional 
attribute  of  an  ingredient  will  generally 
be  considered  an  implied  nutrient 
content  claim.  Whether  or  not  it  is  a 
nutrient  content  claim  will  depend  on 
the  context  in  which  it  is  presented, 
taking  the  entire  label  into 
consideration.  The  level  of  the 
ingredient  may  be  implicit  or  explicit. 
The  agency  has  described  generically  in 
new  §  101.65(c)(3)  circumstances  under 
which  such  implied  claims  can  be 
made.  The  regulation  states  that  claims 
may  be  made  that  a  food  contains  or  is 
made  with  an  ingredient  that  is  known 
to  contain  a  particular  nutrient,  or  is 
prepared  in  a  way  that  affects  the 
content  of  a  particular  nutrient  in  the 
food,  if  the  finished  food  is  either  low 
in  or  a  good  source  of  the  nutrient  that 
is  associated  with  the  ingredient  or  type 
of  preparation.  If  a  more  specific  level 
is  claimed  (e.g..  "high  in "). 


that  level  of  the  nutrient  must  be 
present  in  the  food.  Fpr  example,  a 
claim  that  a  food  contains  oat  bran  is  a 
claim  that  it  is  a  good  source  of  fiber; 
that  a  food  is  made  only  with  vegetable 
oil  is  a  claim  that  if  is  low  in  saturated 
fat:  and  that  a  food  contains  no  oil  is  a 
claim  that  it  is  fat  fiee. 

The  agency  believes  that  the  approach 
that  it  is  taking  in  §  101.6S(c)(3)  strikes 
an  appropriate  balance  between  the 
interest  of  industry  in  making  claims 
and  the  consumers'  interest  that  claims 
that  appear  on  the  label  accurately  and 
fairly  characterize  the  level  in  the  food 
of  the  nutrient  that,  either  explicitly  or 
implicitly,  is  the  subject  of  the  claim. 

b.  Accompanying  information 

237.  One  comment  suggested  that 
implied  nutrient  content  claims  should 
be  accompanied  by  appropriate  referral 
statements  that  are  consistent  with  the 
requirement  for  such  statements  to 
accompany  nutrient  content  claims. 

The  agency  advises  that  implied 
nutrient  content  claims  that  are  defined 
in  new  §  101.65  (a)(2).  must  comply 
with  all  of  the  requirements  for  nutrient 
content  claims  described  in  new 
§  101.13.  Among  the  requirements  is  the 
requirement  for  referral  statements.  In 
addition.  FDA  advises  that  as  with  other 
nutrient  content  claims,  labels  bearing 
such  implied  claims  must  also  bear 
nutrition  labeling  in  accordance  with 
the  requirements  of  new  §  101.9  or. 
where  applicable,  new  §  101.10.  For 
clarity,  the  agency  is  listing  the  latter 
requirement  in  new  §  101.65(a)(3). 

4.  General  nutrition  claims 

In  the  general  principles  proposal  (56 
FR  60421  at  60423)  FDA  proposed  to 
include  in  §  101.13(b)(2)  a  provision 
that  label  statements  that  imply  that  a 
product  would  be  useful  to  consumers 
in  selecting  foods  that  are  helpful  in 
achieving  a  total  diet  that  conforms  to 
current  dietary  recommendations  (e.g.. 
"healthy")  are  implied  nutrient  content 
claims. 

o.  General  comments 

238.  Many  comments  asserted  that 
FDA's  definition  of  implied  nutrient 
content  claims  should  not  include 
claims  that  imply  that  a  "food  because 
of  its  nutrient  content  may  be  useful  in 
achieving  a  total  diet  that  conforms  to 
current  dietary  recommendations  (e.g., 
healthy)."Some  of  these  comments 
stated  that  Congress  showed  no  interest 
in  regulating  such  claims  but  instead 
was  concerned  only  with  regulating 
those  statements  that  characterize  the 
level  of  a  nutrient  present  in  a  food.  One 
such  comment  noted  that  neither  the  act 
nor  the  legislative  history  contains  any 
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language  addressing  general  nutrition 
claims. 

The  agency  does  not  agree  with  these 
comments.  First,  the  reading  of  section 
403{r){l)(A)  of  the  act  suggested  by  these 
comments  is  clearly  too  narrow.  A  claim 
that  a  food,  because  of  its  nutrient 
content,  may  by  useful  in  maintaining 
healthy  dietary  practices  is  clearly  a 
claim  that  characterizes  the  level  of 
nutrient  in  that  food.  The  claim  is 
essentially  saying  that  the  level  of 
nutrients  in  the  food  is  such  that  the 
food  will  contribute  to  good  health. 

Moreover,  Congress  was  clearly 
concerned  with  such  claims.  The 
C3ctober  24,  1990,  proceedings  in  the 
Senate  show  that  one  purpose  of  the 
1990  amendments  was  to  regulate  the 
use  of  nutrient  content  claims  that 
appear  on  food  labels  and  labeling  in 
order  to  help  consumers  make 
appropriate  dietary  choices  (136 
Congressional  Record  S16610  (October 
24,  1990)).  In  addition,  section  403(r)  of 
the  act  itself,  repeatedly  uses  the  phrase 
""  •  *  will  assist  consumers  in 
maintaining  healthy  dietary  practices" 
to  describe  the  information  for  which 
provision  is  being  made  (see  e.g., 
section  403(r)(2)(A)(ii)(II)  and 
(r)(2)(A)(iii)(I)oftheact). 
*  The  agency  is  therefore*  not  persuaded 
that  this  aspect  of  the  proposed 
definition  of  implied  nutrient  content 
claims  is  inconsistent  with  the  language 
of  the  act,  the  intent  of  Congress,  or  the 
goals  of  the  1990  amendments. 
However,  FDA  is  modifying 
§  101.12(b)(2)(ii)  to  replace  the  phrase 
""  *  *  achieving  a  total  diet  that 
conforms  to  current  dietary 
recommendations"  with  the  statutory 
phrase  "•  •  •  maintaining  healthy 
(fietary  practices." 

239.  Some  comments  objected  to 
regulating  terms  such  as  "nutritious," 
"healthy,"  and  "wholesome"  under 
section  403(r)  of  the  act  because  they 
have  different  meanings  depending  on 
their  contextual  use  and  would  be 
difficult  to  define.  These  comments 
asserted  that  the  agency  should  instead 
regulate  the  use  of  such  terms  on  a  case- 
by-case  basis  under  section  403(a)  of  the 
act.  The  comments  asked  for  assurance 
that  these  terms  would  not  be  regulated 
under  section  403(r)  of  the  act. 

Other  comments  asserted  that  terms 
such  as  "wholesome,"  "nutritious," 
"eating  right,"  "basic  4,"  "smart,"  and 
"good  for  you"  are  implied  nutrient 
content  claims  and  should  be  banned 
from  food  labels.  A  few  of  these 
comments  suggested  that  such  terms  are 
more  appropriately  used  to  describe  an 
overall  diet  and  should  not  be  used  on 
the  labels  of  individual  foods.  One  of 
these  comments  cited  a  poll  that  was 


conducted  for  them  in  February  1992,  in 
which  1,007  individuals  were 
interviewed  concerning  their 
interpretations  of  the  terms 
"wholesome"  and  "nutritious."  The 
comment  reported  that,  other  than  the 
55  percent  who  responded  that  the  term 
"wholesome"  on  a  food  label  meant  that 
the  product  was  "good  for  you,"  none 
of  the  possible  responses  for  the 
meaning  of  either  term  garnered  more 
than  23  percent  of  the  respondents. 
Some  comments,  however,  suggested 
that  terms  such  as  "wholesome," 
"nutritious,"  "eating  right,"  "basic  4," 
"smart,"  and  "good  for  you"  could  be 
defmed  as  synonyms  for  "healthy." 
Some  of  these  comments  supported 
such  a  definition  only  as  a  secondary 
option  to  banning  the  terms,  while  other 
comments  stated  that  the  terms  should 
be  allowed  but  controlled.  One 
comment  stated  that  if  terms  such  as 
"healthy"  are  held  to  be  implied 
nutrient  content  claims,  then  other 
suggestive  words  having  to  do  with  a 
product's  quality,  such  as  "beneficial" 
and  "hearty,"  must  similarly  be  defined 
or  banned. 

Some  comments  expressed  concern 
about  continued  use  of  such  terms  in 
brand  names  grandfathered  under 
section  403(r)(2)(C)  of  the  act.  One  of 
these  comments  stated  that  leaving  the 
terms  undefined  allows  companies  that 
used  the  claims  before  October  25, 1989, 
to  continue  to  use  them  on  foods  that 
may  not  meet  appropriate  standards. 
The  comment  stated  that  if  FDA  chooses 
to  define  such  terms,  then  the  definition 
must  include  strict  and  comprehensive 
criteria. 

One  comment  stated  that  the 
proposed  definition  for  general  nutrition 
claims  could  have  an  impact  on  many 
proprietary  trademarks  or  slogans  such 
as  "Keeping  Fit!",  "Stay  "n  Shape." 
"Product  19,"  "Breakfast  of 
Champions,"  "Eat  Right  and  Look  It," 
and  "Right  Choice."  Although  the 
comment  maintained  that  Congress  did 
not  intend  these  terms  to  be  regulated, 
it  acknowledged  that  these  brand  names 
serve  as  a  beacon  to  consumers  to 
indicate  that  there  is  something 
nutritionally  desirable  about  the 
product. 

FDA  disagrees  that  terms  such  as 
those  cited  in  the  comments  should  be 
automatically  excluded  from  regulation 
under  section  403(r)  of  the  act.  The 
agency  believes  that  these  terms  can  be 
implied  nutrient  content  claims  when 
they  appear  in  a  nutritional  context  on 
a  label  or  in  labeling.  FDA  advises  that 
it  will  consider  these  terms  to  be  in  a 
nutritional  context  when  they  appear  in 
association  with  an  explicit  or  implicit 
claim  or  statement  about  a  nutrient.  For 


example,  in  the  statement  "nutritious, 
contains  3  g  of  fiber,"  "nutritious"  is  an 
implied  nutrient  content  claim  because 
it  suggests  that  the  food  may  be  useful 
in  maintaining  healthy  dietary  practices. 
Accordingly,  the  agency  is  providing  in 
new  §  101.65(d)(1)  that  such  statements 
are  implied  nutrient  content  claims  and 
are  subject  to  the  requirements  of 
section  403(r)  of  the  act. 

However,  the  agency  also  believes 
that  when  a  term  such  as  "healthy," 
"wholesome,"  and  "nutritious"  appears 
on  a  food  label  in  a  context  that  does  not 
render  it  an  implied  nutrient  content 
claim,  it  is  not  subject  to  the 
requirements  of  section  403(r)  of  the  act. 
Under  such  conditions,  the  use  of  the 
term  is  subject  to  section  403(a)  of  the 
act,  and  FDA  will  determine  whether  it 
is  misleading  on  a  case-by-case  basis. 

The  agency  further  advises  that, 
except  for  "healthy,"  it  does  not  have 
enough  information  to  decide  if 
definitions  for  the  terms  mentioned  in 
these  comments  are  needed,  and  if  so, 
what  those  definitions  should  be.  In  a 
tentative  final  rule  published  elsewhere 
in  this  issue  of  the  Federal  Register,  the 
agency  is  providing  its  tentative 
position  on  an  appropriate  definition  for 
"healthy"  based  on  information 
received  in  the  comments.  In  addition, 
because  of  the  time  constraints  of  this 
rulemaking,  FDA  has  been  unable  to 
develop  information  with  which  to 
make  such  a  decision.  The  agency 
solicits  information  on  whether  such 
definitions  are  appropriate,  and  if 
definitions  are  appropriate,  what  they 
should  be.  Interested  persons  may 
submit  appropriate  petitions  under  new 
§  101.69  with  accompanying 
substantiating  information  to  initiate 
this  process. 

E.  Use  of  Nutrient  Content  Claims  with 
Meal-type  Products 

1.  Definition  of  meal-type  products 

In  the  general  principles  proposal  (56 
FR  60421  at  60455),  FDA  proposed  a 
definition  for  a  "meal-type  product"  for 
the  purpose  of  regulating  nutrient 
content  claims  for  these  products  on  a 
different  basis  than  for  individual  foods. 
The  proposal  cited  the  many  comments 
that  the  agency  received  in  response  to 
the  ANPRM  (54  FR  32610).  and  during 
the  public  hearings  that  followed,  that 
requested  that  FDA  define  and  allow  for 
the  use  of  nutrient  content  claims  for 
meal-type  products.  FDA  proposed  in 
§  101.13(1),  to  define  a  "meal-type 
product"  as  a  food  that:  (1)  Makes  a 
significant  contribution  to  the  diet 
either  by  providing  at  least  200  calories 
per  serving  (container)  or  by  weighing  at 
least  6  ounces  per  serving  (container): 
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(2)  contains  ingredients  from  2  or  mora 
(^  4  food  groups;  and  (3)  is  represented, 
or  is  ia  a  form  OMDmaniy  understood  1o 
be.  a  breakfast.  Innch.  dinner,  meal, 
main  dish,  entree,  or  pizza.  The  four 
food  groups  in  §  101.13(1)  were:  (1) 
Bread,  cereal  rioe  and  pasta  group:  (2) 
fruiU  and  vegetables  group.  (3]  milk. 
yogurt,  and  cheese  group;  and  (4)  meal, 
poultry,  fish,  dry  beans,  eggs,  and  nuts 
group.  The  agency  recognized  that 
current  guidelines  tor  dkily  food  intj^e 
specify  Bv«  food  groups,  distinguishing 
between  fruits  soxl  vaeetables.  However, 
FDA  proposed  to  combine  the  fruits  and 
vegetables  groups  for  regulatcny 
purposes. 

FuA  requested  comments  on  the 
appropriateness  of  this  definition  of  a 
"meai-type  product"  as  well  as  on  the 
appropriateness  of  specific  amounts 
(e.g..  200  calories  and  6  ounces)  and 
spadSc  product  types  (e.g..  "main 
dish")  used  m  a  basis  for  this  definition. 
The  ^gaocy  received  many  comments 
on  the  need  for  separate  criteria  for 
meal-type  products  and  the  definition  of 
meal-type  products.  After  reviewing 
these  cocniaents.  the  agency  continues 
to  believe  that  separate  criteria  for  meal- 
type  products  are  needed  but  is  revising 
the  definition  of  a  "meal-type  product" 
to  establish  separate  definitions  for  meal 
products  and  main  dish  products  for  the 
purpose  of  regulating  claims  (these 
products  will  still  be  referred  to 
collectively  as  "meal-type  products"  in 
this  preamble). 

246.  The  majority  of  comments 
supported  separate  criteria  for  meal-type 
products  as  compared  to  individual 
foods.  Two  comments,  however,  stated 
that  FDA  should  noA  create  separate 
nutrient  content  claim  definitions  for 
these  foods  because  meal-type  products 
contain  no  more  food  or  calories  than 
ordinary  foods.  One  of  these  comments 
also  stated  that  FDA's  proposal 
arbitrarily  sets  up  a  double  standard  for 
nutrient  content  claims  in  the 
markeftj^aoa.  Ahamatively,  these 
conin>ents  reoomnwnded  that  the 
criteria  for  dairos  such  as  "low." 
"source."  and  "high"  on  all  food 
products  be  based  on  specified  nutrient 
levels  per  serring  and  per  reference 
amount,  or  specified  nutrient  levels  per 
100  calories  (or  per  100  nonfat  calories 
in  tiie  case  of  sodium  and  cholesterol). 
For  example,  for  "low  fot,"  one 
comment  suggested  that  the  criteria  be 
no  more  than  3  g  of  &t  per  serving  aixi 
per  reference  amount,  or  no  more  than 
20  percent  of  calories  from  fat  For  "low 
cholesterol,"  the  comment  suggested 
that  the  criteria  be  no  more  than  20  mg 
of  cholesterol  per  serving  and  per 
reference  amount,  or  no  more  than  15 
ng  per  100  i^onfat  calories.  The 


comments  stated  that  the  attemative 
criteria  would  allow  foods  that  are  hi^ 
in  calories  to  make  *'low"  claims  for 
certain  nutrients. 

The  agency  acknowledges  the 
complexity  in  defining  a  meal-type 
procmct  for  the  purpose  of  regulating 
claims  and  agrees  that,  with  any  such 
definition,  there  is  the  potential  for 
certain  raqmrements  that  may  result  in 
similar  food  products  having  different 
bases  tat  claims.  The  agency  carefully 
considered  the  suggestion  that  it 
establish  a  single  set  of  criteria  for  all 
types  of  food  products  but  concluded 
that  it  was  not  appropriate  to  do  sa  This 
approach  would  generally  result  ia  the 
application  of  the  par  100  calorie 
criterioo  rather  than  the  per  serving  and 
per  reference  amount  criterion  to  meal- 
type  products,  because  the  former 
would  permit  products  to  oootain 
greater  amounts  of  nutrients  per  serving. 
For  exampfe.  a  400  calorie  product 
could  have  as  mudi  as  9  g  of  fet  if  "low 
fat"  was  d^ned  as  not  mora  than  20 
percent  of  calories  fi^m  fat  However, 
the  i^aracT  concludes  that  the  primary 
criterion  for  all  "low"  definitions  for 
nutrients  should  be  based  on  nutrient 
levels  per  100  g  as  proposed,  rather  than 
on  specified  niitrient  levels  per  100 
calmies  (or  per  100  nonfat  calories).  The 
agency  concludes  that  it  is 
inappropriate  to  have  as  a  primary  basis 
far  "low"  claim  a  criterion  that 
considers  total  fat  levels  in  a  food  in 
additioa  to  the  levels  of  another  nutrient 
that  is  the  subject  of  the  claim.  For 
example,  given  the  suggested  criterion 
of  no  more  than  15  mg  of  cholesterol  per 
100  nonfat  calories,  a  400  calorie  dinner 
with  40  percent  of  the  calories 
contrilMited  by  total  fet  could  have  only 
36  mg  of  cholesterol,  whereas  anothw 
dinner  with  the  same  number  of  catories 
but  only  20  percent  of  the  calories 
contributed  by  tcAal  fet  could  have  as 
mudi  as  48  mg  of  cholesterol.  The 
agency  further  believes  that  it  would 
confuse  consumers  to  have  a  criterion 
that  links  the  amount  of  total  fat  in  a 
product  to  the  product's  ability  to  make 
a  "low"  daim  about  another  nutrient 
such  as  cholesterol  or  sodium. 
Accordingly,  the  agency  is  not 
persuaded  to  adopt  this  alternative  sot 
of  criteria  for  meal-typw  products  and 
individual  foods. 

However  as  discussed  in  comment  52 
of  this  document,  the  agency  has 
conduded  that  it  is  appropriate  to  have 
for  "low"  claims  for  fat  and  saturated 
fat,  a  second  criterion  that  considers 
their  caloric  contribution  to  a  meal-type 

product. 
247.  Some  industry  comments 

supported  the  proposed  definition  of  a 

meal-type  product,  whereas  odiers 


stated  that  the  definition  was  too  broed 
with  resped  to  the  minimum 
requirement  of  either  200  calories  or  6 
ounces  and  with  resped  to  the  indusion 
of  main  dishes,  entrees,  and  pizzas  In 
this  categcHy. 

One  comment  said  that  the  200 
calorie  level  is  an  insuffirient  amount  of 
food  Jot  a  "meal-type  produd."  even  as 
part  of  a  reducing  diet,  and  that  those 
who  purchase  such  food  could  easily  be 
misled  that  8ud»  foods  will  provide 
them  with  a  filling,  balanced  meal. 
Other  comments  maintained  that  200 
calorie  food  items  are  meal  segments, 
not  meal  replacers,  for  tlie  vast  majority 
of  oonsumOTS  and  should  not  be 
included  in  a  definition  for  a  "meal-type 
produd."  Some  comments 
recommended  that  a  minimum  of  500 
calories  be  used.  These  comments 
maintained  titat  a  500  calorie  minimum 
would  be  a  more  accurate  reflection  of 
the  calorie  content  of  an  individual's 
meal.  They  stated  that  foods  that 
contain  this  higher  calorie  level  still 
comprise  less  than  one-third  of  the 
calories  consumed  by  the  segment  of  the 
population  that  consumes  the  fewest 
calories,  and  that  this  level  would 
comprise  about  one-fourth  of  the  typical 
consumer's  daily  caloric  intake.  One 
comment  suggested  that  350  calories  be 
the  minimum  level,  while  another 
comment  suggested  that  300  calories  be 
the  minimum  requirement. 

These  comments  acknowledged, 
however,  that  a  minimum  calorie 
requirement,  whether  at  200  calories  or 
500  calories,  could  result  in  similar 

f)roduds  slightly  below  or  above  these 
evels  having  very  different  outcomes 
with  respect  to  claims.  For  example,  it 
was  stated  Aat  with  FDA's  proposal,  a 
200  calorie  serving  of  soup  could 
qualify  for  a  "low  fat"  claim  with  6  g  of 
fat,  whereas  a  190  calorie  soup  that 
contained  only  4  to  5  b  of  fat  could  nd. 

The  agency  acknowledges  that  the  200 
calorie  level  is  about  equal  to  or  less 
than  one-tenth  of  the  National  Research 
Council's  recommended  energy 
allowances  for  adults  (Ref.  28).  The 
agency  further  agrees  with  the 
comments  that  a  number  of  individual 
foods  would  meet  this  minimum  caloric 
level.  In  addition,  the  agency  has  noted 
that,  with  this  proposed  minimum 
caloric  level,  it  would  be  possible  for 
meal-type  products  below  the  300 
calorie  range  that  met  the  3  g  per  100- 
g  criterion  for  "low  fat"  to  contain  more 
than  30  percent  of  calories  from  fat.  This 
result  would  not  occur  if  the  agency 
adopted  a  higher  minimum  caloric 
level,  such  as  500  calories.  However, 
this  higher  minimum  caloric  level 
would  exclude  a  number  of  meal 
prodixrts  that  for  some  consumers  are 
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appropriate  for  weight  maintenance  and 
for  other  consumers  are  appropriate  for 
intended  weight  reduction. 

The  agency  also  considered  whether 
to  adopt  the  suggested  levels  of  350  or 
500  calories.  However,  as  pointed  out  in 
the  comments,  using  a  350  or  500 
calorie  minimum  requirement  would 
not  eliminate  the  problem  of  similar 
products  having  different  outcomes  for 
claims. 

For  these  reasons,  the  agency  is 
persuaded  that  a  minimum  calorie 
requirement  is  not  an  appropriate  basis 
on  which  to  define  meal-type  products, 
and  that  another  product  type  category 
that  would  make  the  meal-type  product 
category  less  broad  is  necessary. 
Accordingly,  the  agency  has  dropped  a 
minimum  calorie  requirement  from  the 
definition  of  a  "meal  product"  in 
§  101.13(1)  and  is  not  including  one  in 
the  definition  of  a  "main  dish  product" 
in  §  101.13(m)  (discussed  below). 

248.  A  few  comments  addressed  the 
proposed  requirement  in  the  definition 
of  a  meal-type  product  that  the  food  be 
represented  as,  or  in  a  form  commonly 
understood  to  be.  a  breakfast,  lunch, 
dinner,  meal,  main  dish,  entree,  or 
pizza.  These  comments  stated  that  there 
needed  to  be  a  clear  distinction  in  the 
regulations  of  the  types  of  foods  that  are 
eligible  to  bear  claims  as  "meal 
products."  One  comment  raised  the 
question  of  whether  foods  such  as  a 
danish.  Ituit  sweetened  yogurt,  or  a 
bowl  of  cereal  could  be  a  breakfast 
entree,  or  whether  pasta,  beans  in 
tomato  sauce,  soup,  or  a  baked  potato 
with  topping  could  be  a  lunch  or  dinner 
entree.  Another  comment  suggested  that 
entrees  including  pizza  have  a  different 
basis  for  claims  than  meal  products,  and 
that  this  basis  should  be  the  reference 
emounts  for  mixed  dishes. 

These  comments  further  demonstrate 
that  the  proposed  category  of  a  meal- 
^ype  product  is  too  broad  for  the 
jjurpose  of  regulating  claims,  and  that 
en  additional  category  needs  to  be 
established.  The  types  of  products  that 
the  agency  intended  to  include  in  meal- 
type  products,  besides  meal  products, 
included  foods  that  are  often 
represented  as  main  dish  products  and. 
thus,  represent  only  a  portion  of  the 
complete  meal.  Based  on  the  comments, 
however,  the  agency  is  persuaded  that  it 
would  be  inappropriate  to  apply  the 
same  criteria  to  a  product  that 
represents  a  meal  and  to  a  product  that 
represents  a  significant  portion  of  a 
meal.  Thus,  the  agency  is  persuaded 
that  separate  criteria  for  claims  should 
be  established  for  meal  products  and  for 
main  dish  products.  Accordingly,  FDA 
is  revising  proposed  §  101.13(1)  to  define 
A  "meal  product"  and  is  defining  a 


"main  dish  product"  in  §101.13(m). 
The  requirements  in  these  definitions 
are  discussed  in  comments  249,  251, 
and  252  of  this  document. 

249.  Some  comments  agreed  with  the 
6-ounce  minimum  requirement,  while 
other  comments  stated  that  this 
minimum  requirement  was  too  low.  One 
of  the  latter  comments  stated  that  this 
minimum  would  be  met  by  such 
products  as  canned  soups,  pastas, 
beverages,  and  most  containers  of 
yogurt,  and  that  even  the  skimpiest 
meals  or  entrees  weigh  closer  to  10 
ounces.  Another  comment  suggested 
that  the  minimum  weight  requirement 
should  be  at  least  7  ounces  per  serving. 

The  agency  acknowledges  that  the 
minimum  6-ounce  weight  is  low  for 
many  meal  products,  even  though  it  is 
within  the  range  of  main  dish  products 
that  are  now  marketed.  USDA  has 
required  that  frozen  products  labeled  as 
"dinner"  or  "sOpper"  weigh  at  least  10 
ounces  (Ref.  29).  Thus.  FDA  concludes 
that  it  is  appropriate  to  require  that 
products  represented  as  meals  weigh,  at 
a  minimum,  10  ounces  to  be  consistent 
with  USDA.  Further.  FDA  believes  that 
products  weighing  between  6  and  10 
ounces  which  were  defined  as  meal- 
type  products  in  the  proposal,  generally 
are  marketed  as  entrees  and  side  dishes. 
Thus,  the  agency  finds  that  because  of 
their  contribution  to  the  overall  diet  and 
because  of  consumer  expectations,  it  is 
appropriate  to  require  that  main  dishes 
weigh  at  least  6  ounces. 

Accordingly,  for  the  purpose  of 
making  a  claim,  FDA  is  defining  a  "meal 
product"  in  §  101.13(1)(1)  as  a  food  that 
makes  a  major  contribution  to  the  total 
diet  by  weighing  at  least  10  ounces  per 
labeled  serving.  Likewise,  for  the 
purpose  of  making  a  claim,  FDA  is 
defining  a  "main  dish"  in  §  101.13{m)(l) 
as  a  food  that  makes  a  major 
contribution  to  a  complete  meal  by 
weighing  at  least  6  ounces  per  labeled 
serving. 

Consistent  with  these  provisions,  the 
agency  is  also  revising  proposed 
§  101. 13(1)(3)  (redesignated  as  new 
§  101.13(1)(2))  to  provide  that  to  qualify 
as  a  "meal  product"  the  food  be 
represented  as  or  be  in  a  form 
commonly  understood  to  be,  a  breakfast, 
lunch,  dinner,  or  meal.  The  agency  is 
retaining  the  provision  that  such 
representations  may  be  made  either  by 
statements,  photographs,  or  vignettes. 
The  agency  is  aware  that  some  products 
currently  available  in  the  marketplace 
are  represented  as  meals  but  weigh 
somewhat  less  that  10  ounces.  Should 
these  products  make  nutrient  content 
claims,  the  agency  advises  that  such 
claims  should  comply  with  the 
provisions  established  for  main  dish 


products  in  §  101.13(mK2).  This  will 
ensure  the  application  of  appropriate 
disclosure  levels  for  such  products  (see 
comment  273  of  this  document). 
The  agency  is  requiring  in  new 
§  101.13(m)(2)  that  to  quafify  as  a  "main 
dish"  the  food  be  represented  as,  or  be 
in  a  form  commonly  understood  to  be, 
a  main  disfa  (e.g.,  not  a  beverage  or  a 
dessert).  The  agency  has  cited  beverages 
and  desserts  in  this  provision  because 
they  are  not  commonly  understood  to  be 
a  main  dish  and  thus  are  appropriately 
excluded.  However,  foods  that  may  be 
marketed  as  main  dishes  in  the  future 
are  not  categorically  excluded  from 
being  main  dishes  but  will  be 
considered  by  the  agency  on  a  case-by- 
case  basis.  250.  A  few  comments 
objected  to  use  of  the  term  "container" 
in  the  agency's  proposed  requirement 
that  a  meal-type  product  weigh  at  least 
6  ounces  per  serving  (container).  The 
comments  maintained  that  the  term 
.  "container"  effectively  equates  meal- 
type  products  with  single-serving 
containers,  whereas  meal-type  products 
are  packaged  in  both  single-serve  and 
muhiple-serve  containers.  One 
comment  stated  that  it  makes  no  sense 
to  have  a  provision  that  would  allow  a 
product  in  a  single-serve  container  to 
make  a  claim  but  not  an  identical 
product  packaged  differently. 

The  agency  agrees  with  the  comments 
that  the  term  "container"  may 
inappropriately  equate  meal-type 
products  with  single-serving  containers. 
This  was  not  the  intent  of  the  proposal. 
Therefore,  the  agency  is  deleting  the 
term  "container"  from  new 
§101.13(l)(l){i)and{m)(l)(i). 

251.  Some  comments  suggested 
revisions  to  FDA's  proposed 
requirement  that  a  meal-type  product 
contain  ingredients  from  two  or  more  of 
four  food  groups.  Several  comments 
supported  a  requirement  that  the 
product  contain  at  least  3  different 
foods.  A  few  comments  suggested  that  a 
specified  number  of  food  servings  be 
required  rather  than  ingredients, 
because,  according  to  one  comment,  the 
requirement  for  two  "ingredients." 
irrespective  of  their  amount,  was 
meaningless.  Another  comment 
suggested  that  a  serving  be  at  least  one- 
half  the  reference  amount. 

Given  the  decision  to  provide  separate 
criteria  for  meals  and  main  dishes,  the 
agency  is  persuaded  that  a  meal  product 
should  contain  at  least  three  different 
foods  from  at  least  two  of  four  food 
groups  and  is  revising  new 
§  101.13(!)(l)(ii)  accordingly.  Dietary 
guidance  recommends  that  Americans 
assemble  daily  diets  by  selecting  a 
variety  of  foods  from  the  various  food 
groups.  Because  meals  are  large 
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segments  of  the  diet,  it  is  appropriate  to 
expect  that  meals  would  include  at  least 
three  different  foods  from  at  least  two 
food  groups.  Main  dishes,  on  the  other 
hand,  are  combined  with  crther  foods  to 
create  a  meal  and  thus  may  contain  as 
few  as  two  foods  from  two  food  groups. 
Therefore,  the  agency  is  requiring  in 
§  101.t3(mKlMii)  that  a  main  dish 
product  contain  at  least  two  different 
foods  from  two  of  four  food  groups. 

The  agency  also  agrees  that  the 
requirement  for  a  specified  number  of 
foods  may  be  problematic  without  a 
minimum  weight  requirement.  FDA 
considered  whether  there  should  be  a 
requirement  based  on  a  minimum 
percentage  of  a  reference  amount  such 
as  50  percent.  The  agency  has 
concluded,  however,  that  such  a 
requirement  would  be  difficult  to 
implement  and  may  not  in  the  end  be 
meaningful.  Differ«it  reference  amounts 
could  be  applied  to  a  food  jn  a  meal- 
type  product  depending  on  how  the 
food  was  prepared  (e.g..  with  or  without 
sauce),  how  it  was  used  in  a  product 
(e.g.,  as  a  major  component  or  a 
garnish),  or  whether  the  food  is  subject 
to  a  mixed  dish  reference  amount. 

Therefore,  the  agency  has  developed 
an  alternative  approach  that  derives 
from  the  comment  that  suggested  that  a 
.serving  be  at  least  one-half  of  the 
reference  amount,  the  aim  of  which 
would  be  to  prevent  an  ingredient  that 
is  present  in  small  amounts  from 
counting  toward  the  requirement  that  a 
meal  product  and  a  main  dish  product 
contain  a  minimum  number  of  foods 
from  at  least  two  food  groups.  Thus, 
FDA  has  revised  new  §  101.13(l){l)(ii) 
and  (mHl){ii)  to  require  that  a  meal 
product  contain  not  less  than  40  g  each 
of  the  minimum  number  of  different 
foods. 

The  40  g  minimum  requirement  is 
about  one-half  of  the  reference  amount 
for  fish,  shellfish,  or  meat/poultry 
substitutes  without  sauce  (reference 
amount  is  85  g)  and  is  about  one-half  of 
the  reference  amount  for  drained 
vegetables  (reference  amount  is  85  g). 
The  40  g  amount  is  also  within  the 
middle  range  when  comparing  one-half 
the  reference  amount  of  foods  with  large 
reference  amounts  (e.g..  140  g  is  the 
reference  amount  for  pasta)  to  products 
with  small  reference  amounts  (e.g.,  30  g 
is  the  reference  amount  for  cheese);  that 
is,  40  g  is  about  midway  between  15  g 
and  70  g.  The  40  g  amount  should  not 
be  confused  with  the  reference  amounts 
for  individual  foods. 

252.  One  comment  stated  that  FDA's 
proposed  requirement  that  a  meal-type 
product  contain  ingredients  from  at 
l'!cst  two  food  groups  sets  up  an 
artificial  distinction  between  foods.  The 


comment  asked,  for  example,  would 
breaded  fish,  but  not  unbreaded  fish,  be 
considered  as  consisting  of  two  food 
groups? 

The  agency  finds  that  it  is 
inappropriate  to  Include  certain  types  of 
foods  when  determining  the  number  of 
foods  torn  the  four  food  groups  because 
such  foods  cannot  be  considered  to 
contribute  a  recommended  serving  of 
food.  These  type  of  foods  are  gravies, 
condiments,  relishes,  pickles,  olives, 
jams,  jellies,  syrups,  breedings,  and 
garnishes.  The  agency  also  believes  that 
it  is  inappropriate  to  count  sauces 
toward  this  requirement  because  of  their 
high  water  content.  However,  a  food 
that  is  in  a  sauce  and  that  belongs  to  one 
of  the  four  food  groups  can  be  counted 
toward  the  requirement  for  the 
particular  food  group  if  the  food  weighs 
a  minimum  of  40  g  (e.g..  40  g  of 
tomatoes  in  tomato  sauce).  The  agency 
believes  that  a  requirement  for  a 
minimum  amount  of  a  food  in  a  meal  or 
main  dish  product  should  be 
determined  by  the  weight  of  the  food 
and  not  by  the  way  in  which  the  food 
is  presented  in  the  product  (i.e..  an 
ingredient  in  a  sauce). 

Accordingly,  the  agency  is  providing 
for  a  jneal  product  in  §101.13(l)(l)(iiME) 
and  main  dish  product  in 
§  101.13(m)(l)(ii)(E)  that  gravies, 
condiments,  relishes,  pickles,  olives, 
jams,  jellies,  syrups,  breadings,  and 
garnishes  can  not  be  counted  as  foods  to 
meet  the  requirement  for  a  specified 
number  of  foods  from  at  least  two  food 
groups.  This  provision  also  excludes 
sauces  except  for  foods  in  the  four  food 
groups  that  are  in  the  sauces. 

253.  One  comment  suggested  that 
there  be  separate  food  groups  for  fruits 
and  for  vegetables.  It  pointed  out  that 
such  a  separation  would  be  consistent 
with  the  food  groups  recommended  in 
current  dietary  guidelines. 

FDA  endorses  the  five  food  groups 
recommended  in  current  dietary 
guidelines.  For  this  particular  regulatory 
application,  however,  the  agency 
believes  fruits  and  vegetables  should  not 
be  treated  as  separate  groups.  While  the 
agency  acknowledges  the  important  and 
distinct  contributions  each  makes  to  the 
diet,  FDA  is  concerned  that  a 
combination  of  a  fruit  and  a  vegetable 
could  be  classified  as  a  main  dish.  The 
nutritional  contribution  of  each,  while 
not  the  same,  is  more  similar  than  any 
other  two  food  groups.  These  products 
would  contribute  only  a  limited  number 
of  calories  and  would  fail  to  contribute 
as  diverse  a  range  of  nutrients  and  food 
components  as  a  combination  of  two 
other  food  groups. 


2.  Definition  of  "free"  for  meal-type 
products 

In  the  general  principles  proposal  (56 
FR  60421  at  60473).  FDA  proposed 
definitions  of  the  term  "free"  to  describe 
the  content  of  sugar  and  sodium  in  a 
food.  The  agency  also  proposed  in  the 
fat/cholesterol  proposal  (56  FR  60478) 
definitions  of  the  term  "free"  to  describe 
the  content  of  fat  and  cholesterol  in  a 
food.  These  proposed  definitions 
applied  both  to  individual  foods  and  to 
meal-type  products,  and  for  meal-type 
products,  were  based  on  specified 
nutrient  levels  per  reference  amount 
and  per  labeled  serving.  The  rationale 
proposed  for  the  definition  of  "free" 
was  based  on  the  finding  that  this 
nutrient  content  claim  is  an  absolute 
term  implying  absence  of  a  nutrient. 
The  agency  further  stated  that  the 
definition  considered  the  level  of  a 
nutrient  that  is  at  the  reliable  limit  of 
detection  and  that  is  dietetically  trivial 
or  physiologically  inconsequential. 

254.  One  comment  supported  the  use 
of  the  same  criteria  for  "free"  claims  for 
individual  foods  and  for  meal-type 
products.  Another  comment  suggested 
that  all  nutrient  content  claims  for  meal- 
type  products  should  be  based  on 
nutrient  levels  per  100  g  of  food. 

The  agency  continues  to  believe,  as  it 
stated  in  the  general  principles  proposal 
(56  FR  60421  at  60433).  that  the  term 
"free"  is  an  absolute  term  implying 
absence  of  a  nutrient  in  a  serving  of  a 
food,  whether  it  is  an  individual  food  or 
a  meal-type  product,  not  absence  of  a 
nutrient  in  a  specified  weight  of  food 
such  as  per  100  g.  Therefore,  the  agency 
rejects  the  suggestion  that  it  base  "free" 
claims  for  meal-type  products  on 
nutrient  levels  per  100  g. 

255.  One  comment  stated  that  the 
proposed  requirement  of  less  than  2  mg 
per  serving  in  the  definition  of 
"cholesterol  free"  for  meal-type 
products  is  unreasonable.  This  comment 
stated  that  2  mg  of  cholesterol  in  a  9- 
ounce  serving  is  less  than  0.008  percent, 
whereas  in  a  small  serving  product  such 
as  crackers,  the  same  amount  of 
cholesterol  represents  0.015  percent. 
This  comment  suggested  raising  the 
cholesterol  free  level  for  meal-type 
products  to  5  mg  per  serving.  The 
comment  stated  that  at  the  5  mg  level. 
60  servings  of  a  meal-type  product 
would  be  required  to  be  consumed  to 
meet  the  DRV  and  thus  would  result  in 
ample  protection  for  the  consumer. 

This  comment  has  not  convinced  the 
agency  to  raise  the  level  for  "cholesterol 
free"  for  meals  and  main  dishes.  The 
agency  acknowledges  that  2  mg  of 
cholesterol  in  a  meal/main  dish  product 
will  be  a  much  smaller  percentage  by 
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weight  than  a  small  serving  size  product 
but  points  out  that  these  percentage 
differences  also  occiu'  with  individual 
foods  that  vary  considerably  in  serving 
size  weight.  The  agency  continues  to 
believe  that  the  same  cholesterol  level 
for  the  definition  of  "free"  should  be 
used  for  meal-type  products  as  for 
individual  foods,  because  it  is  defining 
"free"  as  an  absolute  term  implying 
absence  of  a  nutrient  in  a  serving  of 
food,  irrespective  of  the  serving  size  of 
the  food  in  question.  Accordingly,  the 
agency  has  retained  the  proposed 
cholesterol  levels  in  the  final  rule,* 
including  the  disclosure  statement 
allowed  for  ingredients  commonly 
understood  to  contain  the  nutrient  in 
question. 

3.  Definition  of  "low"  and  "very  low" 
for  meal-type  products 

a.  Basis  for  claims 

In  the  general  principles  proposal, 
FDA  proposed  that  the  definition  of 
"low"  and  "very  low,"  when  describing 
the  content  of  single  nutrients  in  meal- 
type  products,  be  based  on  nutrient 
levels  per  100  g.  The  proposal  stated 
that  this  approach  would  alleviate  the 
need  to  accommodate  the  variations  in 
serving  size  for  the  various  types  of 
meals.  The  agency  proposed  that  the 
nutrient  levels  per  100  g,  except  for 
calories,  be  the  same  levels  for  meal- 
type  products  as  for  individual  foods. 
As  part  of  the  rationale  for  proposing 
specific  levels  of  nutrients  for  the  "low" 
definition  of  individual  foods  (56  FR 
60421  at  60440),  the  agency  considered 
that  the  "low"  definition  should  be 
sufficiently  restrictive  to  allow 
consumers  to  select  a  variety  of  foods, 
including  some  that  are  "low"  in  a 
nutrient  and  some  that  are  not  "low," 
and  still  meet  current  dietary 
recommendations. 

256.  Many  comments  supported  using 
amounts  of  nutrients  per  100  g  as  the 
basis  for  regulating  "low"  and  "very 
low"  claims  on  meal-type  products.  One 
of  these  comments  stated  that  this  is  the 
only  workable  approach  because  of  the 
wide  variety  of  products  and  the  range 
in  net  weights  encompassed  within 
meal-type  products.  However,  another 
comment  stated  that  meal-type  foods 
should  have  to  meet  the  same  criteria 
(i.e.,  a  per  serving  rather  than  per  100 
g  basis  for  claims)  as  single  item  foods 
to  qualify  for  nutrient  content  claim.  An 
additional  comment  expressed  the  view 
that  an  approach  based  only  on  nutrient 
amounts  per  100  g  would  allow  many 
claims  on  meal-type  products  that 
would  be  prohibited  on  individual 
foods.  This  comment  and  two  other 
co<Timents  suggested,  for  example,  that 


FDA  consider  requiring  that  a  meal-type 
product  obtain  no  more  than  a  certain 
percentage  of  its  calories  from  fat  (e.g., 
20  percent)  in  order  to  qualify  for  a  "low 
fat"  claim.  Two  other  comments 
supported  upper  limits  for  "low  calorie" 
claims,  with  one  comment 
recommending  an  upper  limit  of  300 
calories  and  another  recommending  an 
upper  limit  of  350  calories. 

FDA  agrees  with  the  majority  of 
comments  that  support  the  use  of  per 
100  g  as  the  basis  for  regulating  "low" 
and  "very  low"  claims  on  meal-type 
products.  FDA  does  not  agree  with  the 
comment  that  meal-type  products 
should  have  to  meet  the  same  criteria  as 
single  foods  because  meal/main  dish 
products  are  generally  a  larger  part  of 
the  total  diet  than  single  foods. 

The  agency  has  not  been  persuaded 
by  these  comments  that  there  is  a  need 
or  an  appropriate  basis  for  establishing 
upper  limits  for  absolute  amounts  of 
calories  or  nutrients  per  serving  when  a 
claim  for  "low"  is  made.  Rather,  the 
agency  believes  that  providing  for  the 
level  of  the  nutrient  per  100  g  of  food 
is  generally  sufficient  to  prevent 
misleading  claims  on  meal-type 
products.  While  FDA  has  usually 
assumed  that  food  consumption 
patterns  generally  refiect  3  meals  per 
day  and  a  snack  (with  about  25  percent 
of  daily  intake  for  each),'the  agency 
notes  that  even  if  a  meal-type  products 
weighs  as  much  as  400  g,  the  absolute 
amount  of  a  nutrient  or  calories 
consumed  would  be  relatively  low  and 
thus  consistent  with  the  claim.  For 
example,  a  400  g  meal  could  contain  no 
more  than  12  g  of  fat,  which  is  only 
about  one-fifth  of  the  DRV. 

Moreover,  meal  size  will  increase  and 
decrease  as  a  function  of  the  number  of 
servings  of  individual  foods  in  the  meal- 
type  product.  Larger  persons  in  need  of 
more  calories  and  greater  amounts  of 
nutrients  are  expected  to  select  a  meal 
comprised  of  more  servings  of  an 
individual  food  or  of  more  servings  of 
different  foods  (hence  a  larger  meal) 
than  would  be  expected  to  be  selected 
by  a  smaller  person.  Thus,  a  basis  for 
determining  an  absolute  amount  of  a 
nutrient  that  would  preclude  the 
product  from  being  considered  "low"  in 
a  particular  nutrient  is  problematic. 

However,  FDA  is  persuaded  by 
comments  that  it  is  appropriate  to 
require  that  meal-type  products  contain 
no  more  than  a  certain  percentage  of 
calories  bom  fat.  The  agency  recognizes 
that  it  is  possible  for  certain  meal-type 
products  to  contain  no  more  than  3  g  of 
fat  per  100  g  of  product  and  still  derive 
more  than  30  percent  of  their  calories 
from  fat.  FDA  is  concerned  that  claims 
be  consistent  with  dietary  guidance. 


Current  recommendations  are  that  30 

f>ercent  or  less  of  calories  from  fat  and 
ess  than  10  percent  of  calories  from 
saturated  fat.  These  recommendations 
are  targeted  toward  the  total  diet,  and 
the  agency  has  stated  in  this  document 
several  times  that  they  should  not  be 
applied  to  individual  foods.  However, 
the  agency  believes  that  a  meal-type 
product  makes  a  significant  contribution 
to  the  diet  and,  thus,  finds  that  it  is 
appropriate  to  apply  these  total  diet- 
oriented  recommendations  to  meal-type 
products.  By  their  nature,  meal-type 
products  are  not  single  foods  but 
combinations  ofioods  intended  to 
contribute  a  larger  amount  to  the  diet 
than  a  single  food. 

FDA  has  therefore  concluded  that 
"low  fat"  or  "low  satiuated  fat"  claims 
on  meal-type  products  that  have  more 
than  30  percent  of  calories  fiom  fat  or 
10  percent  or  more  of  calories  from 
saturated  fat  are  misleading  to 
consumers  and  inconsistent  with 
dietary  guidance.  Accordingly,  the 
agency  is  providing  in  new 
§  101.62(b){3}(i)  that  meal-type  products 
that  contain  3  g  or  less  of  fat  per  100  g 
and  derive  30  percent  or  fewer  of  thefr 
calories  from  fat  may  bear  a  "low  fat" 
claim.  Likewise,  the  agency  is  providing 
in  new  §  101.62(c)(3)(i)  that  meal-type 
products  that  contain  1  g  or  less  of 
saturated  fat  per  100  g  and  derive  less 
than  10  percent  of  their  calories  from 
saturated  fat  may  bear  a  "low  saturated 
fat"  claim. 

b.  "Low  calorie" 

257.  In  the  general  principles 
proposal,  FDA  requested  comments  on 
whether  the  criterion  of  105  calories  per 
100  g  of  product  for  "low  calorie"  meal- 
type  products  was  too  low.  A  few 
comments  from  industry  recommended 
that  the  level  be  raised  from  105  calories 
per  100  g  to  120  calories  per  100  g.  One 
of  these  comments  was  submitted  by  the 
organization  that  had  previously 
suggested  the  105  calories  that  became 
the  level  in  FDA  s  proposal.  At  least  one 
comment  suggested  that  FDA  not 
establish  an  upper  limit  for  calories  in 
a  serving.  However,  a  foreign 
government  suggested  an  upper  limit  of 
300  calories,  and  a  well-known  health 
organization  suggested  350  calories  as 
the  upper  limit.  Another  comment 
maintained  that  the  proposed  criterion 
of  105  calories  per  100  g  was  arbitrary 
and  did  not  bear  any  relation  to  the 
definition  of  "low  calorie"  for 
individual  foods.  This  comment  further 
maintained  that  a  weight-based  criterion 
was  not  necessarily  relevant,  that  a  "low 
calorie  meal"  was  a  contradiction  in 
terms,  and  that  consumers  did  not  need 
this  provision  because  of  the  availability 
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of  c'omparative  claims.  An  additional 
comment  recommended  that  the 
number  of  calories  be  disclosed  next  to 
the  nutrient  content  claim  for  meal-type 
products. 

First,  FDA  disagrees  with  the 
comment  that  the  agency  should  not 
provide  a  separate  definition  for  "low 
calorie"  for  meal-type  products  because 
of  the  availabiUty  of  comparative 
claims.  Obesity  is  a  major  public  health 
concern  and  the  agency  has  long 
acknowledged  that  the  availability  and 
marketing  of  low  calorie  food  products 
helps  to  promote  weight  control  among 
American  consumers.  The  agency  has 
made  provisions  for  absolute  claims 
(such  as  "low")  as  well  as  comparative 
claims  (such  as  "reduced")  on 
individual  foods,  and,  given  that  meal- 
type  products  are  combinations  of 
individual  foods,  finds  no  reason  why 
such  claims  on  meal-type  products 
would  not  be  helpful  to  consumers. 

Secondly,  as  discussed  in  response  to 
the  previous  comment,  the  agency  has 
established  no  upper  limit  for  nutrient 
or  calorie  levels  in  meal-type  products 
'making  nutrient  content  claims,  but 
instead  believes  that  the  amoimt  per  100 
g  of  food  provides  sufficient  control  so 
that  claims  are  not  misleading  to 
consumers  and  are  consistent  with 
current  dietary  recommendations. 

The  agency  acknowledged  in  its 
general  principles  proposal  (56  FR 
60421  at  60455)  that  establishing  a 
definition  for  "low  calorie"  meal-type 
products  was  problematic  but  accepted 
the  suggestion  put  forth  in  a  comment 
that  105  calories  per  100  g  of  food  was 
reasonable  and  consistent  with  market 
practices.  FDA  specifically  asked  for 
comments  on  this  issue.  Little  support 
was  expressed  for  this  level,  while 
several  comments  suggested  that  the 
level  be  raised  from  105  calories  to  120 
calories  per  100  g. 

FDA  finds  that  it  is  appropriate  to 
increase  the  definition  to  this  level.  The 
agency  notes  that  120  calories  per  100 
g  of  food  is  low  enough  to  allow 
consumers  to  select  different  types  of 
meal-type  products  during  the  day, 
including  some  that  are  "low"  in 
calories  and  some  that  are  not  "low," 
and  still  consume  calories  at  a  level 
consistent  with  weight  control  goals. 
For  example,  even  if  a  meal  product 
weighs  400  g  it  would  be  limited  to  no 
more  than  480  calories.  This  calorie 
amount  is  less  than  one-fourth  of  the 
average  recommended  energy  allowance 
for  most  adult  age/sex  groups  (Ref.  28). 
Accordingly,  FDA  is  revising  new 
§  101.60(b){3)(i)  to  provide  that  to 
qualify  for  a  "low  calorie"  claim,  a  main 
dish  or  a  meal  product  contain  120 
calories  or  less  per  100  g. 


c.  "Low  sodium" 

258.  Several  industry  comments 
supported  raising  the  level  of  sodium 
that  would  justify  a  "low  sodium"  claim 
on  meal-type  products  to  200  mg  per 
100  g.  One  comment  stated  that  the  140 
mg  per  100  g  level  is  more  appropriate 
for  medically  supervised  therapeutic 
diets  to  manage  serious  health 
conditions  than  for  the  general 
population  or  for  many  individuals  on 
restricted  diets.  The  comment  further 
stated  that  the  140  mg  per  100  g  level 
would  inhibit,  if  not  effectively 
preclude,  the  marketing  of  meal-type 
products  to  persons  interested  in 
restricting  sodium  intake.  Another 
comment  stated  that  thejtknew  of  no 
products  that  would  qudify  for  "low 
sodium"  at  the  140  mg  per  100  g  level, 
while  other  comments  maintained  that 
products  below  the  140  mg  per  100  g 
level  would  have  an  unacceptable  flavor 
profile.  Still  another  comment  stated 
that  for  a  10  ounce  product,  the  200  mg 
per  100  g  level  would  represent  one- 
fourth  of  the  sodium  DRV.  The 
comment  further  stated  that  this 
definition  for  "low  sodium"  is 
reasonable  because  it  provides  sufficient 
room  for  consumption  of  other  sodium- 
containing  foods  during  the  day  while 
remaining  within  the  DRV.  Additional 
comments  stated  that  current  USDA 
guidelines  for  low  sodium  meals  require 
that  sodium  content  be  no  more  than 
560  mg  for  a  four  component  dinner 
(minimum  weight  10  ounces),  which  is 
a  level  to  which  consumers  have  grown 
accustomed. 

The  agency  is  not  persuaded  that  the 
140  mg  of  sodium  per  100  g  level  for 
meal-type  products  should  be  raised,  or 
that  the  level  is  too  restrictive  for 
products  marketed  to  the  general 
population.  This  level  is  consistent  with 
the  level  for  individual  foods.  Further, 
FDA  believes  that  meal  products  labeled 
"low"  should  be  low  enough  in  a 
nutrient  to  allow  a  consumer  to  eat 
several  such  products  and  still  have  a 
significant  reduction  in  total  daily 
intake  in  the  particular  nutrient  when 
compared  to  the  DRV  for  that  particular 
nutrient.  The  agency  notes  that  with  the 
140  mg/100  g  level,  a  meal  product  that 
weighs  as  much  as  400  g  could  have  no 
more  than  560  mg  of  sodium.  However, 
with  the  higher  suggested  level  of  200 
mg/100  g,  a  meal  product  at  this  weight 
could  have  as  much  as  800  mg  of 
sodium,  which  is  one-third  of  the 
sodium  DRV  (i.e.,  2,400  mg).  This  level 
would  be  too  high  for  a  low  sodium 
claim  on  a  meal  product,  ^iven  the 
assumption  of  a  daily  food  consumption 
pattern  that  includes  three  meals  and  a 


snack  (with  about  25  percent  of  daily 
intake  contributed  by  each). 

The  agency  acknowledges  that  many 
products  now  on  the  market  would  not 
qualify  for  "low  sodium"  with  the 
criterion  of  140  mg  per  100  g  but  does 
not  believe  that  currently  marketed 
foods  should  be  the  driving  force  for  a 
"low"  definition.  Accordingly,  FDA  has 
retained  the  140  mg  per  100  g  level  in 
new  §  101.61(b)(5)(i). 

d.  Other  sodium  claims 

259.  One  comment  recommended  that 
in  addition  to  "low  sodium,"  "moderate 
sodium"  be  defined  as  a  nutrient 
content  claim  on  meal-type  products  for 
levels  of  sodium  higher  than  "low." 
This  term  was  recommended  to  allow 
consumers  interested  in  modifying 
sodium  intake  a  wider  choice  of 
products. 

The  agency  believes  that  the  existing 
nutrient  content  claims  "low  sodium" 
and  "very  low  sodium"  are  adequate  to 
provide  information  about  sodium 
content  to  consumers  wishing  to  bmit 
their  sodium  intake.  The  comments  did 
not  provide  any  support  for  an 
additional  term.  The  agency  believes, 
for  reasons  discussed  above,  that  the 
number  of  nutrient  content  claims 
should  be  limited.  The  additional  term 
suggested  in  the  comment  is  Ukely  to 
confuse  the  consumer  and  possibly 
reduce  the  effectiveness  of  the  other 
nutrient  content  claims  for  sodium. 
Furthermore,  consumers  interested  in 
modifying  their  sodium  intake  will  be 
able  to  refer  to  the  nutrition  label  to 
determine  if  the  product  meets  their 
personal  dietary  needs.  Accordingly,  the 
agency  is  not  defining  "moderate 
sodium"  for  meal-type  products. 

e:  "Low  fat" 

260.  Two  industry  comments 
supported  defining  "low  fat"  for  meal- 
type  products  as  no  more  than  3.5  g  per 
100  g  instead  of  no  more  than  3  g  per 
100  g  as  FDA  proposed.  One  of  these 
comments  stated  that  most  meal-type 
products  contain  meat  or  poultry,  and  in 
order  to  use  these  ingredients,  even  lean 
cuts,  the  fat  content  will  often  be  greater 
than  3  g  per  100  g  because  of  the  meat 
requirements.  The  3.5  g  level,  it  was 
argued,  would  provide  consumers  with 
a  greater  number  and  variety  of  products 
available  to  them. 

As  it  stated  in  the  general  principles 
proposal  (56  FR  60421  at  60455),  the 
agency  believes  that  tlie  fat  level  for 
meal  products  and  main  dish  products 
should  be  consistent  with  the  level  for 
individual  foods.  Such  consistency  will 
minimize  consumer  confusion  and 
assist  consumers  and  health 
professionals  in  recalling  and  using 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday,  January  6,  1993  /  Rules  and  Regulations         2381 


these  definitions.  The  agency 
acknowledges  that  a  number  of  meal- 
type  products  may  not  be  able  to  make 
"low  fat"  claims.  However,  the  term 
"lean"  will  be  available  to  these 
products.  FDA  has  retained  the 
proposed  level  of  3  g  or  less  per  100  g 
for  a  "low  fat"  claim  in  new 
§  101.62(b)(3Ki). 

/.  "Low  saturated  fat" 

261.  A  few  comments  supported  the 
proposed  "low  saturated  fat"  definition 
of  no  more  than  1  g  of  saturated  fat  per 
100  g  for  a  meal-type  product.  Two 
comments,  however,  recommended  that 
"low  saturated  fat"  for  all  food  products 
be  defmed  as  no  more  than  1  g  of 
saturated  fat  per  serving  or  no  more  than 
7  percent  calories  from  saturated  fat. 

As  discussed  in  comment  256  of  this 
document,  the  agency  believes  that 
nutrient  amounts  per  100  g  should  be 
the  basis  for  regulating  "low"  claims  on 
meal-type  products.  However,  as 
discussed  in  comment  256  of  this 
document,  the  agency  is  establishing  an 
additional  criterion  in  new 
§  101.62(c)(3)(i)  that  a  meal-type 
product  derive  less  than  10  jjercent  of 
its  calories  from  saturated  fat  in  order  to 
bear  a  "low  saturated  fat"  claim. 

g.  "Low  cholesterol" 

262.  Two  comments  recommended 
that  FDA  define  "low  cholesterol"  for 
all  meal-type  products  as  no  more  than 
20  mg  of  cholesterol  per  serving  or  no 
more  than  15  mg  cholesterol  per  100 
nonfat  calories. 

The  agency  is  not  persuaded  to  adopt 
this  alternative  criterion  because,  as 
previously  stated,  it  believes  that  it  is 
inappropriate  and  would  confuse 
consumers  to  have  a  primary  criterion 
for  a  "low"  claim  that  links  the  amount 
of  total  fat  in  a  food  to  the  food's  ability 
to  make  a  "low"  claim  for  another 
nutrient.  However,  the  agency  is 
including  in  the  "low  cholesterol" 
definition  of  meal-type  products  in  new 
§  101.62(d)(3)  a  criterion  that  requires 
th.at  a  meal  product  contain  no  more 
than  2  g  of  saturated  fat  per  100  g.  The 
agency  has  established  this  additional 
criterion  under  the  authority  in  the  1990 
amendments  to  establish  a  saturated  fat 
limit  with  cholesterol  claims.  Section 
403(r)(2)(A)(vi)  of  the  act  states  that  a 
nutrient  content  claim  "may  not  be 
made  if  the  Secretary  by  regulation 
prohibits  the  claim  because  the  claim  is 
misleading  in  light  of  the  level  of 
another  nutrient  in  the  food."  As 
discussed  above  in  response  to 
comment  116  of  this  document,  the 
po^ncy  believes  that  a  saturated  fat  level 
' '    t  exceeds  2  g  would  make  a 
cholesterol  claim  misleading  because 


consumer  expectations  would  not  be 
met  if  such  a  food  is  not  consistent  with 
the  recommendations  of  the  health  and 
dietary  guidelines  to  lower  blood 
cholesterol  levels  by  limiting  cholesterol 
and  saturated  fat  intake.  Thus,  with 
respect  to  "low  cholesterol"  claims  on 
meal-type  products,  the  agency 
concludes  that  consumer  exp>ectations 
regarding  blood  cholesterol  levels  are 
met  as  long  as  the  food  contains  20  mg 
or  less  of  cholesterol  and  2  g  nr  less  of 
saturated  fat  per  100  g. 

4.  Definition  of  "percent  fat  free"  for 
meal-type  products 

263.  A  few  comments  supported  the 
proposed  requirement  that  a  meal-type 
product  meet  the  "low  fat"  definition  to 
make  a  "percent  fat  free"  claim,  whereas 
another  comment  stated  that  "percent 
fat  free"  claims  can  be  particularly 
deceptive  on  meal-type  products 
because  many  of  these  products,  such  as 
frozen  dinners,  have  a  high  moisture 
content.  The  latter  comment  further 
stated  that  because  moisture  contributes 
significantly  to  a  product's  weight, 
foods  with  a  high  moisture  content  can 
make  higher  (more  impressive)  "percent 
fat  free"  claims  than  foods  with  lower 
moisture  levels.  The  comment  pointed 
out  that  a  label  on  an  18  ounce  frozen 
dinner  containing  15  g  of  fat  could  make 
a  "97  percent  fat  free"  claim. 

The  agency  is  not  persuaded  by  the 
latter  comment  that  a  "percent  fat  free" 
claim  on  an  18-ounce  dinner  that  meets 
the  "low  fat"  definition  would  be 
deceptive.  Regardless  of  the  total  weight 
of  the  dinner,  it  still  contains  3  g  or  less 
fat  per  100  g,  is  a  "low  fat"  meal-type 
product,  and  would  assist  consumers  in 
limiting  their  fat  intake.  Thus,  the 
agency  finds  that  a  percent  fat  free  claim 
on  meal-type  products  that  meet  the 
"low  fat"  definition,  regardless  of  the 
serving  size  of  the  product,  is  not 
deceptive  and  can  be  useful  in  assisting 
consumers  in  meeting  their  dietary 
goals. 

5.  Definition  of  "high"  and  "good 
source" 

In  the  general  principles  proposal  (56 
FR  60421  at  60457),  FDA  proposed  that 
for  meal-type  products,  the  nutrient 
levels  for  "high"  and  "good  source"  be 
the  same  percentages  of  the  DRV  or  RDI 
as  for  individual  foods,  but  that  the 
basis  for  these  nutrient  levels  be  per  100 
g,  not  per  serving.  The  agency  proposed 
in  §  101.54(b)(2)  that  "high"  be  defined 
as  20  percent  or  more  of  the  DRV  or  RDI 
per  100  g  of  product,  and  in 
§  101.54(c)(2)  that  "good  source"  be 
defined  as  10  to  19  percent  of  the  RDI 
or  DRV  per  100  g  of  product. 


While  one  comment  supported  the 
use  of  a  per  100  g  basis  for  the 
definitions  of  "high"  and  "good 
source,"  a  few  comments  opposed  this 
basis.  For  the  reasons  cited  below,  the 
latter  comments  have  persuaded  the 
agency  to  reconsider  the  basis  for 
"high"  and  "good  source"  claims  for 
meal  products  and  for  main  dish 
products. 

264.  One  comment  recommended  that 
FDA  base  its  definition  of  "high"  and 
"good  source"  for  all  foods  including 
meal-type  products  on  a  criterion  that 
considers  the  nutrient/caloric 
contribution  of  a  food.  This  comment 
proposed  that  "good  source"  be  defined 
as  at  least  10  percent  of  the  DRV  or  RDI 
per  serving  and  at  least  10  percent  of  the 
DRV  per  200  calories.  Similarly,  "high" 
would  be  defined  as  at  least  20  percent 
of  the  DRV  or  RDI  per  serving  and  at 
least  20  percent  of  the  DRV  or  RDI  per 
200  calories. 

The  agency  rejects  this  alternative 
because  it  could  resuh  in  plain 
vegetable  products  being  able  to  make  a 
claim  for  "high  in  vitamin  C,"  but  a 
similar  product  with  these  vegetables  in 
a  sauce  not  being  able  to  make  this 
claim.  The  additional  calories 
contributed  by  the  sauce  would  cause 
the  product  not  to  meet  the  minimum 
DRV  level  per  200  calories.  Such  an 
approach  to  defining  these  claims 
would  create  inconsistencies  in  the  use 
of  the  claims  and  could  cause  consumer 
confusion. 

265.  Several  comments  stated  that  the 
per  100  g  basis  would  result  in 
inappropriately  high  nutrient  levels  for 
meal-type  products  eligible  to  make 
"high"  or  "good  source"  claims.  For 
example,  it  was  stated  that  to  make  a 
"high  in  fiber"  or  "high  in  vitamin  C" 
claim,  a  10-ounce  frozen  dinner  would 
be  required  to  contain  over  one-half  of 
the  DRV  or  RDI.  The  comments  stated 
that  products  that  contain  a  smaller 
percent  of  the  DRV  or  RDI  still  may  be 
considered  excellent  nutrient  sources. 
Alternatively,  one  comment 
recommended  that  the  basis  for  the 
definitions  of  "high"  and  "good  source" 
for  meal-type  products  be  per  labeled 
serving  rather  than  per  100  g  of  food. 

FDA  is  persuaded,  for  the  reasons 
given  in  the  comments,  that  the  per  100 
g  basis  would  result  in  inappropriately 
high  nutrient  levels  for  meal-type 
products.  The  per  100  g  basis  would 
require  that  a  10-ounce  meal-type 
product  have  at  least  30  percent  of  the 
DRV  to  be  labeled  a  "good  source"  of  a 
nutrient,  or  at  least  60  percent  of  the 
DRV  or  RDI  to  be  labeled  "high"  in  a 
nutrient.  The  agency  acknowledges  that 
some  meal-type  products  on  the  market 
meet  these  definitions,  but  it  is 
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concerned  that  the  proposed  levels  may 
encourage  increased  fortification  of 
these  products,  with  little  benefit  to  the 
consumer. 

Furthermore,  the  agency  is  not 
persuaded  to  adopt  the  suggested 
ahernative  to  define  "good  source"  and 
"high"  using  the  same  percentage  levels 
as  individual  foods  per  labeled  serving 
because  it  would  be  misleading  to  state 
on  a  label  that  a  three  component  meal 
is  "high"  in  a  nutrient,  when  each  of  the 
three  components  may  only  have  6 
percent  of  the  DRV  or  RDI. 

Having  considered  the  alternatives  for 
defining  "high"  and  "good  source" 
claims  for  meal-type  products  and 
finding  inadequacies  in  each.  FDA  now 
concludes  that  such  claims  should  not 
be  defined  for  meal-type  products.  FDA 
is,  therefore,  not  providing  definitions 
for  "high"  and  "good  source"  claims  for 
meal  products  and  main  dish  products. 
The  agency  concludes  that  it  would  not 
be  misleading,  however,  to  state  on  a 
label  that  a  specific  individual  food  in 
a  meal-type  product  is  a  "good  source" 
of  a  nutrient  or  is  "high"  in  a  nutrient 
if  that  food  meets  the  individual  food 
criteria  for  these  claims. 

Accordingly,  FDA  is  revising  new 
§  101.54(b)(2)  and  (c)(2)  to  allow  "high" 
and  "good  source"  claims  for  a  food 
contained  in  the  meal  product  or  main 
dish  product  provided  that  the  food 
meets  the  individual  food  criteria  for 
these  claims  and  provided  that  this  food 
is  identified  with  the  use  of  the  nutrient 
content  claim  (e.g..  "The  serving  of 
broccoli  in  this  product  is  high  in 
vitamin  C;"  "The  serving  of  sweet 
potatoes  in  this  product  is  a  good  source 
of  dietary  fiber"). 

6.  Relative  claims  for  meal-type 
products 

FDA  also  proposed  .definitions  for 
"less"  and  "fewer."  "more,"  "reduced," 
and  "light"  for  individual  foods  in  the 
general  principles  proposal  (56  FR 
60421  at  60456).  With  the  exception  of 
the  terms  "reduced"  and  "light,"  FDA 
proposed  that  the  provisions  for 
individual  foods  apply  to  meal-type- 
products. 

Some  of  the  comments,  as  discussed 
below,  have  persuaded  the  agency  to 
change  the  basis  for  "less,"  "fewer."  and 
"more"  claims  and  to  provide  for 
"reduced"  and  "light"  claims  on  meal 
products  and  main  dish  products. 

a.  "Less,"  "fewer,"  and  "more" 

FDA  proposed  requirements  for  "less" 
and  "fewer"  claims  on  meal-type 
products  that  were  consistent  with  the 
requirements  for  these  claims  on 
individual  foods.  The  proposed 
provisions  included  a  requirement  that 


the  product  have  a  minimum  percentage 
and  absolute  reduction  of  a  nutrient  per 
labeled  serving  size  compared  with  the 
reference  food  that  it  resembles  and  for 
which  it  substitutes.  For  "more"  claims, 
the  proposed  requirements  included  a 
provision  that  the  product  contain  at 
least  10  percent  more  of  the  DRV  or  RDI 
for  a  nutrient  per  labeled  serving  than 
the  reference  food  that  it  resembles  and 
for  which  it  substitutes. 

However,  information  provided  in 
comments  has  persuaded  the  agency  to 
revise  the  proposed  requirements  for  the 
percent  nutrient  reduction  and  absolute 
nutrient  reduction  for  the  use  of  the 
comparative  claims  "less"  and  "fewer" 
on  meal-type  products.  The  agency  has 
also  revised  new  §  101.13(j)(l)  with 
regard  to  reference  foods,  as  previously 
discussed  in  this  document.  This 
revision  applies  to  meal  products  and 
main  dish  products  as  well  as  to 
individual  foods. 

266.  One  comment  suggested  that  the 
criteria  for  comparative  claims  on  meal- 
type  products  should  be  based  on  a 
percentage  difference  in  a  nutrient  per 
100  g  of  food  compared  with  per  100  g 
of  the  reference  food.  This  comment 
pointed  out  that  meal-type  products 
include  a  wide  variety  of  types  of  foods 
and  a  range  of  serving  sizes.  It  further 
stated  that  claims  that  compare 
dissimilar  products,  such  as  a  two 
component  product  to  a  three 
component  product  or  spaghetti  and 
tomato  sauce  to  macaroni  and  cheese, 
would  only  lead  to  consumer  confusion 
and  misinterpretation  of  the  claim. 

The  agency  agrees  that  both  the  meal 
and  main  dish  categories  include 
products  that  vary  substantially  in  the 
number  of  foods,  type  of  foods,  and  size 
of  the  labeled  serving,  and  that  claims 
that  compare  dissimilar  products  on  a 
per  labeled  serving  basis  have  the 
potential  to  confuse  consumers.  For 
example,  the  only  difference  between 
two  products  that  may  bear  a 
comparative  claim  under  the  proposed 
criteria  may  be  the  amount  of  the  food 
components.  The  agency  has  also 
considered  that  comparative  claims 
based  on  FDA's  proposed  labeled 
serving  size  may  encourage 
manufacturer  manipulation  of  serving 
size  to  make  these  comparative  claims, 
given  the  fact  that  the  labeled  serving 
size  for  many  of  these  products  is  the 
single  serve  container  rather  that  the 
reference  amount. 

Thus,  the  agency  finds  merit  in  the 
comment's  suggestion  to  base  a 
comparative  claim  for  meal-type 
products  on  a  per  100-g  criterion  rather 
than  per  labeled  serving  size.  A  per  100 
g  basis  reflects  the  composition  of  the 
product  based  on  an  absolute  amount 


and  not  a  serving  size  that  can  vary  from 
one  product  to  another.  Moreover,  a  per 
100-g  criterion  is  likely  to  not  encourage 
manipulation  of  serving  size  because  the 
serving  size  will  have  no  bearing  on 
whether  the  food  qualifies  to  bear  the 
claim.  Thus,  a  claim  will  result  in  more 
meaningful  comparisons  of  dissimilar 
products. 

Accordingly,  the  agency  is 
establishing  a  per  100  g  basis  for  the  use 
of  these  comparative  terms  on  meal/ 
main  dish  products  in  new 
§§  101.54(e)(2)(i).  101.60(b)(5)  and 
(c)(5).  101.61(b)(7).  101.62(b)(5).  (c)(5), 
and  (d)(5).  Like  other  relative  claims,  a 
statement  that  identifies  the  reference 
food  and  the  percentage  change  in  the 
nutrient  must  be  declared  in  immediate 
proximity  to  the  most  prominent  claim 
(e.g..  Contains  33  percent  less  fat  per 
ounce  than  Brand  Y  meal  product.). 
Moreover,  quantitative  information 
comparing  the  level  of  the  nutrient  that 
is  the  subject  of  the  claim  in  the  labeled 
food  to  the  level  of  that  nutrient  in  the 
reference  food  must  be  declared  either 
adjacent  to  the  most  prominent  claim  or 
on  the  information  panel  (e.g..  Fat 
content  has  been  reduced  from  2.5  g  per 
ounce  to  1.7  g  per  ounce.).  In  addition, 
consistent  with  the  use  of  relative 
claims  on  individual  foods,  meal  or 
main  dish  products  may  not  bear 
comparative  claims  if  the  level  of  the 
nutrient  that  is  the  subjectof  the  claim 
in  the  reference  foods  meets  the 
definition  for  a  "low"  claim  for  such 
nutrient. 

267.  One  comment  contended  that  the 
agency's  published  correction  (57  FR 
8189,  March  6.  1992)  of  the  minimum 
absolute  reduction  criterion  in  the 
definition  of  "fewer  calories"  from 
"more  than  40  calories"  to  "more  than 
105  calories"  must  be  withdrawn  from 
this  rulemaking  because  it  changes  the 
substance  of  the  proposal,  and  the 
agency  is  not  permitted  to  make  a 
substantive  proposal  in  a  notice  of 
correction. 

The  agency  disagrees  with  the 
comment.  In  proposing  the  absolute 
minimum  reduction  criterion  for 
making  comparative  claims,  the  agency 
concluded  that  the  amount  of  nutrient 
in  the  food  bearing  the  claim  should 
reflect  a  nutritionally  significant 
reduction  in  the  amount  of  that  nutrient 
when  compared  to  the  reference  food. 
The  agency  recognized,  however,  that 
no  guidelines  or  definitions  were 
available  to  determine  the  amount  of 
reduction  in  a  nutrient  that  would  be 
nutritionally  significant.  Thus,  the 
agency  tentatively  concluded  that  such 
a  criterion  should  be  based  on  the 
amount  specified  in  the  definition  of 
"low"  for  thQ  nutrient  in  question.  The 
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agency  applied  this  rationale  to 
individual  foods  as  well  as  to  meal  type 
products.  The  amount  specified  in  the 
proposed  definition  of  "low  calorie"  for 
meal-type  products  was  lOS  calories  per 
serving.  Thus,  it  was  clear  that  the 
intent  of  the  agency  was  to  propose  an 
absolute  minimum  reduction  criterion 
for  comparative  claims  for  decreased 
levels  of  calories  for  meal-type  products 
as  "more  than  105  calories."  Therefore, 
the  notice  of  correction  did  not  make  a 
substantive  change  in  the  proposal  but 
only  an  editorial  change. 

b.  "Reduced" 

FOA  proposed  not  to  provide  for  the 
use  of  "reduced"  claims  on  meal-type 
products  because  it  was  of  the  opinion 
that  there  was  an  insufGcient  basis  on 
which  to  establish  a  reference  criterion. 
In  the  general  principles  proposal  (56 
FR  60421  at  60456),  the  agency  stated 
that  meal-type  products  may  have  the 
same  basic  ingredient,  e.g.,  fish,  but  may 
differ  in  their  preparation  and  in  added 
ingredients.  Consequently,  the  agency 
expressed  concern  that  such  a  provision 
could  result  in  inappropriate 
comparisons  of  dissimilar  products. 

268.  One  comment  agreed  that  FDA 
should  not  allow  "reduced"  as  a 
nutrient  content  claim  for  meal-type 
products,  whereas  a  few  comments 
recommended  that  the  term  be 
permitted.  One  of  the  latter  comments 
recommended  that  a  single  set  of  criteria 
for  all  comparative  terms  be  applied  to 
meal-type  products.  Thus,  the  same 
definitions  would  be  used  for 
"reduced."  "less."  "fewer."  and  "Ught." 
Another  comment  was  specifically 
concerned  that  there  was  no  definition 
for  "reduced  fat"  and  "reduced 
cholesterol"  meal-type  products.  An 
additional  comment  stated  that 
manufacturers  should  be  permitted  to 
make  a  "reduced"  claim  for  a  meal-type 
product  if  the  recipe  has  been  changed 
to  effect  a  meaningful  reduction  in  a 
nutrient  firom  the  previous  recipe,  and 
that  to  disallow  "reduced"  on  Uiese 
products  would  be  a  serious 
disincentive  for  manufacturers  to 
improve  their  products'  nutritional 
profiles  and  a  disservice  to  consumers. 

In  response  to  these  comments,  the 
agency  has  reconsidered  its  proposal  to 
disallow  "reduced"  claims  on  meal-type 
products.  In  another  section  of  this 
document,  the  agency  has  concluded 
that  comparisons  using  the  term 
"reduced"  are  only  appropriate  for  use 
in  comparing  similar  foods,  i.e..  a 
reformulated  version  of  a 
manufacturer's  product  to  the  original 
product  (e.g..  a  lasagna  meal-type 
product  that  uses  low  fat  ricotta  cheese 
and  lean  meat  may  bear  the  claim 


"reduced"  when  the  original  product 
uses  regular  ricotta  cheese  and  meat, 
whereas  a  lasagna  with  low  fat  ricotta 
cheese  that  substitutes  spinach  for  the 
meat  portion  could  not  bear  a  "reduced" 
claim  but  may  bear  a  "less"  claim  with 
respect  to  the  original  product).  This 
revised  position  of  the  agency  is 
consistent  with  the  comment  that 
recommended  that  "reduced"  be 
allowed  on  meal-type  products  that 
have  been  reformulated  and  addresses 
the  agency's  earlier  concerns,  as  stated 
in  the  general  principles  proposal  (56 
FR  60421  at  60456).  that  "reduced"  not 
be  used  to  compare  dissimilar  products. 
Accordingly,  the  agency  is  establishing 
similar  provisions  for  use  of  the  term 
"reduced"  on  meal-type  products  in 
new  §§  101.60(b)(5)  and  (c)(5), 
101.61(b)(7),  101.62(b)(5).  (c)(5),  and 
(d)(5).  In  addition,  the  agency  advises 
that  if  the  manufacturer  should 
discontinue  the  original  product  used  as 
the  basis  for  the  "reduced"  claim,  the 
use  of  the  "reduced"  claim  is  limited  to 
a  maximum  of  6  months  after  the 
original  product  has  been  removed  from 
the  market.  As  with  other  comparative 
claims  such  as  "less."  these  provisions 
will  require  that  the  comparisons  be 
based  on  per  100  g  of  the  product,  so 
that  "reduced"  claims  will  not  be 
subject  to  manipulation  by  reducing  the 
label  serving  size  (e.g..  reduced  fat — 33 
percent  less  fat  than  our  former  recipe. 
Fat  content  has  been  lowered  from  1.7 
to  1.1  g  per  ounce). 

c.  "Ught" 

FDA  did  not  propose  a  definition  for 
"light"  for  meal-type  products  in  its 
general  principles  proposal  because. 
similar  to  "reduced"  claims,  the  agency 
could  not  identify  appropriate  reference 
foods  to  permit  this  use  of  the  claim  (56 
FR  60421  at  60456).  However,  the 
agency  tentatively  concluded  that  the 
term  "light"  could  be  useful  to 
consumers  in  selecting  products  that 
contain  fewer  calories  than  would  be 
expected  in  a  normal  meal  and  asked  for 
comments  on  the  need  for,  and 
definition  of.  this  term  on  meal-type 
products.  The  agency  stated  that  it  was 
considering  allowing  the  term  "light"  to 
be  used  if  a  meal-type  product  met  the 
criteria  for  a  "low  calorie"  claim, 
provided  that  the  product  did  not 
contain  more  than  one-fourth  of  the 
DRV  for  fat.  saturated  fat,  sodium,  or 
cholesterol.  The  agency  noted  that  the 
proposed  "low  calorie"  level  for  a  10- 
ounce  meal  product  (i.e..  105  calories 
per  100  g  or  300  calories  per  10  ounces) 
was  nearly  one  fourth  of  the  calorie 
intake  in  a  calorie-restricted  diet  of 
1.200  calories  a  day.  FDA  further  stated 
that  the  requirement  that  these  four 


nutrients  not  exceed  one-fourth  of  the 
DRV  would  ensure  that  "light"  meal- 
tyjje  products  would  not  contribute 
amounts  of  these  nutrients  that  would 
cause  total  daily  intake  to  exceed 
recommended  values. 

269.  One  comment  agreed  with  FDA's 
suggested  definition  of  "light"  for  meal- 
type  products  (i.e.,  a  "low  calorie" 
meal-type  product  that  contained  no 
*mQre  than  25  percent  of  the  DRV  for  fat. 
saturated  fet,  cholesterol,  and  sodium). 
Several  comments,  however,  offered 
alternative  definitions  for  the  use  of  the 
term  on  meal-type  products.  A  few 
comments  suggesteid  that  comparative 
criteria  be  used  to  define  "light"  for 
meal-type  products.  One  comment 
recommended  that  the  definition  for 
"light"  for  meal-type  products  be 
consistent  with  the  definition  of  "light" 
for  other  foods.  In  addition,  this 
comment  stated  that  meal-type  products 
should  meet  the  per  100-g  criterion. 
Other  comments  recommended  that  a 
"light"  claim  be  permitted  on  meal-type 
products  if  a  food  product  meets  the 
definition  for  a  "low  nutrient"  product, 
or  if  the  product  achieved  a  reduction 
of  at  least  25  percent  of  calories.  One  of 
these  comments  stated  that  there  may  be 
some  instances  when  there  will  be  an 
appropriate  reference  food  to  which  a 
comparison  could  be  made. 

The  agency's  general  approach  in 
defining  nutrient  content  claims  is  to  try 
to  define  terms  as  consistently  as 
possible  for  all  types  of  food.  Thus,  if 
the  agency  were  to  adopt  comparative 
criteria  for  "light"  claims  for  meal-type 
products,  it  would  be  consistent  with 
the  criteria  that  it  has  established  for  use 
of  this  term  on  individual  foods. 
However,  the  agency  believes  that  in  the 
case  of  meal-type  products,  there  is  only 
a  limited  group  of  appropriate  reference 
foods  for  use  with  comparative  claims. 
Meal-type  products  vary  greatly  in  the 
number  and  type  of  ingredients  as  well 
as  in  labeled  serving  size,  and  as  one 
comment  stated,  meal-type  products, 
other  than  reformulated  meal-type 
products  do  not  truly  "substitute"  for  a 
definable  reference  food  as  do 
individual  foods.  The  agency  is 
providing  for  the  use  of  "reduced"  on 
those  meal-type  products  that  are 
reformulated,  and  it  considered  whether 
the  term  "light"  might  also  be 
appropriately  used  on  these  products. 
Limiting  the  use  of  "light"  on  meal-type 
products  to  only  reformulated  products 
would,  however,  greatly  Umit  the 
number  of  such  products  that  could  bear 
this  term.  The  agency  has  concluded 
that  because  of  its  widespread  appeal 
and  its  potential  usefulness  in  denoting 
foods  that  can  assist  consumers  in 
maintaining  healthy  dietary  practices. 
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the  use  of  this  term  should  not  be  so 
limited.  Accordingly,  the  agency  has 
rejected  the  suggestions  to  use  criteria 
that  compare  a  product  with  a  reference 
food  in  defining  "light"  for  meal-type 
products. 

270.  A  few  comments  recommended 
that  the  term  "light"  not  be  permitted 
on  meal-type  products.  Two  of  these 
comments  stated  that  products  meeting 
the  criteria  for  a  low  (^rie  meal  would 
already  meet  consumer  expectations, 
and  therefore  a  "light"  claim  is 
unnecessary.  Comments  further  noted 
that  eliminating  unnecessary  terms  and 
different  criteria  for  the  same  term 
would  help  redxics  consumer  confusion. 

The  agency  does  not  agree  with  the 
comments  that  contended  that  the  use  of 
the  term  "light"  is  without  value  on 
meal-type  products.  As  explained  above 
in  the  section  on  "light"  claims  for 
individuals  foods,  the  terms  "light"  and 
"light  in  sodium"  in  comment  185  are 
terms  that  have  special  usefulness  as 
marketing  tools  for  manufacturers  to 

auickly  and  easily  convey  to  consumers 
lat  the  product  to  which  the  term  is 
attached  has  been  significantly  reduced 
in  fat,  calories,  or  sodium.  Furthermore, 
available  data  and  comments  show  that 
products  labeled  as  "light"  are 
particularly  useful  in  achieving  a  diet 
that  is  consistent  with  dietary 
guidelines. 

Thus,  the  agency  has  concluded  that 
provisions  for  the  use  of  the  terms 
"light"  and  "light  in  sodium"  on  meal 
products  and  main  dish  products  that 
require  (as  discussed  below  in  comment 
272  of  this  document)  that  meal-type 
products  bearing  such  claims  meet  the 
definition  of  "low  calorie,"  "low  fat,"  or 
"low  sodium"  will  assist  consumers  in 
implementing  dietary  recommendations 
with  respect  to  limiting  caloric,  fat,  and 
sodium  intake.  Further,  as  reflected  in 
the  legislative  history  (136 
Congressional  Record  16609  (October 
24, 1990)),  Congress'  intent  was  to 
permit  the  use  of  the  comparative  claim 
"light"  for  entrees,  meals,  dinners  (i.e., 
meal-type  products).  Accordingly,  the 
agency  rejects  the  suggestion  to  not 
allow  this  term  on  meal-type  products. 

271.  One  comment  contended  that 
FDA's  calorie  criterion  for  "light"  (i.e., 
no  mora  than  105  calories  per  100  g) 
was  too  restrictive.  This  comment 
recommended  that  "light"  be  allowed 
on  products  that  contain  no  more  than 
450  to  550  calories  (or  about  one-fifth  to 
one-fourth  of  a  2,350  calorie  diet). 

FDA  has  made  a  nxunber  of  changes 
that  have  had  the  effect  of  making  this 
criterion  not  as  restrictive  as  this 
comment  contended.  The  agency  has 
modified  the  criterion,  as  discussed 
above,  to  120  calories  per  100  g  and  is 


basing  its  dietary  calculations  on  a  2,000 
calorie  diet,  as  discussed  in  the 
document  on  RDI's  and  DRV's, 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  Thus,  a  "light"  claim 
vdll  be  allowed  on  a  300  g 
(approximately  10  oz)  meal  if  it  contains 
no  more  that  360  calories. 

272.  Some  of  the  comments  also 
addressed  what  nutrients  in  addition  to 
'  calories  should  be  limited  for  a  meal- 
type  product  to  qualify  for  a  "light" 
daim.  One  comment  suggested  that  the 
term  "light"  as  applied  to  meal-type 
products  should  focus  on  healthfulness 
rather  than  low  calorie,  while  another 
comment  stated  that  the  conceptual 
basis  of  "light"  should  be  different  from 
"healthy."  The  latter  comment  stated 
that  "light"  claims  should  be  allowed 
on  meal-type  products  that  are  "low 
calorie,"  "low  fat."  or  both,  with  the 
relevant  expressed  claim  (e.g.,  "low  in 
calories)  appearing  in  close  proximity  to 
the  "light"  claim.  This  conunent  stated 
that  the  term  has  been  vddely  used  to 
enable  consumers  to  select  products  that 
contain  less  fat  or  fewer  calories  than 
would  be  expected  in  a  normal  meal. 
However,  this  comment  specifically 
objected  to  the  proposal's  suggestion  of 
not  allowing  more  than  25  percent  of 
the  DRV  for  fat,  saturated  fat, 
cholesterol,  and  sodium  for  a  "light" 
claim  to  be  made.  Other  comments 
agreed  that  there  should  be  no 
restrictions  on  these  four  nutrients, 
whereas  another  comment  stated  that 
the  restrictions  should  correspond  to 
one-eighth  of  the  DRV,  rather  than  one- 
fourth,  because  the  maximum  permitted 
level  of  about  300  calories  for  a  10 
oimce  product  would  correspond  to 
one-eighth  of  the  reference  caloric 
intake  of  2.350  calories. 

FDA  has  reconsidered  what  nutrients 
should  be  limited  in  a  meal-type 
product  for  it  to  be  permitted  to  bear  a 
"light"  claim.  FDA  is  persuaded  by  the 
comment  that  an  unqualified  "light" 
claim  on  meal/main  dish  products  may 
appropriately  refer  to  fat,  calories,  or 
both.  However,  as  discussed  in 
comment  269,  the  agency  has 
determined  that  for  meal-type  products, 
"li^t"  should  not  be  limited  to 
reductions  in  the  level  of  nutrients  in 
existing  foods.  Rather,  the  agency  is 
persuaded  by  the  comments  that  the 
term  should  denote  those  meal-type 
products  in  which  the  level  of  the 
nutrients  are  particularly  useful  in 
constructing  a  diet  that  is  consistent 
with  dietary  guidelines,  that  is,  the  term 
should  be  permitted  on  foods  that  are 
"low  in  calories,"  "low  in  fat."  or  both. 
The  agency  notes  that  a  provision  for 
"light"  to  refer  either  to  calories  or  to  fat 
is  consistent  with  the  definition  of 


"light"  for  individual  foods  that  have 
less  than  50  percent  of  calories  from  fat. 
It  is  also  consistent  with  consumer 
understanding  of  this  term.  FDA  is  also 
persuaded,  however,  that  a  statement 
that  explains  whether  "light"  is  used  to 
mean  "low  in  fat,"  "low  in  calories,"  or 
both  should  appear  on  the  principal 
display  panel  to  clarify  the  nature  of  the 
claim  for  consumers  who  may  be 
interested  in  limiting  only  calories,  only 
fat,  or  both  (§  101.56(d)(2)(i)). 
Furthermore,  to  ensure  that  this 
explanatory  statement  is  sufficiently 
prominent  relative  to  the  "light"  claim, 
FDA  concludes  that  it  should  be  in  no 
less  than  one-half  the  type  size  of  the 
"light"  claim  (new  §101.56(d)(2)(ii)). 
This  requirement  is  also  consistent  with 
the  final  rule  on  "light"  claims  on 
individual  foods  that  requires  that 
qualifying  statements  of  sufficient  type 
size  must  accompany  the  claim. 

Accordingly,  FDA  is  defining  "light" 
for  meal  products  and  main  dish 
products  in  new  §  101.56(d).  To  meet 
this  definition,  a  meal  product  or  main 
dish  product  must  meet  the  definition  of 
"low"  for  calories,  fat,  or  both  (new 
§  101.56(d)(1)).  Further,  the  agency 
believes  that  for  consistency  with 
individual  foods,  it  should  provide  for 
use  of  the  additional  claim  "light  in 
sodium"  on  meal-type  products.  As 
with  individual  foods,  the  agency  has 
determined  that  the  words  "light  in 
sodium"  or  "lite  in  sodium"  is  a  single 
descriptive  term,  presented  in  the 
manner  described  above,  that  should  all 
be  presented  in  the  same  type  size, 
style,  color,  and  prominence.  Further, 
the  agency  believes  that  such  a  "light  in 
sodium"  claim  for  meal-type  products 
should  be  based  on  the  same  criteria  as 
the  "light"  claim  for  other  nutrients  for 
meal-type  products,  i.e.,  it  should  be 
based  on  the  "low"  definition  for  the 
specified  nutrient.  Accordingly,  the 
agency  is  defining  "light  in  sodium"  for 
meal-type  products  in  new  §  10.56(d)(2}. 
To  qualify  to  make  this  claim,  a  meal 
product  or  a  main  dish  product  must 
meet  the  definition  of  "low"  for  sodium 
(new  §101.61(b)(5)(i)).  However, 
because  the  nutrient  that  is  the  subject 
of  the  claim  is  identified  as  part  of  the 
claim  i.e.,  the  defined  term  is  "light  in 
sodium,"  the  agency  believes  that  the 
additional  defining  label  statement  (i.e.. 
"low  in  sodium")  that  is  required  with 
other  "light"  claims  on  meal-type 
products  would  be  redundant. 
Therefore,  the  agency  is  not  requiring 
this  additional  information  to  be  stated 
adjacent  to  the  claim. 

FDA  has  also  reconsidered  whether 
the  definition  of  "light"  should  require 
that  fat,  saturated  fat,  cholesterol,  and 
sodium  not  exceed  specified  levels  in  a 
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product.  The  agency  has  no  evidence 
that  would  suggest  that  consumers  who 
u.se  "hghf'roducts  expect  these 
products  to  have  restricted  levels  for  all 
of  these  nutrients,  especially  if  the 
"light"  claim  is  clariBed  by  a  statement 
that  identifies  the  nutrients  that  are  the 
subject  of  the  claim.  Further,  if  the 
levels  of  any  of  these  nutrients  were 
sufficiently  high  in  a  product,  the 
product  will  have  to  bear  a  disclosure 
statement  referring  the  consumer  to  the 
nutrition  information  panel  that 
discloses  the  amount  of  the  nutrient 
(new  §  101.13(h)(2)  and  (h)(3)). 
Accordingly,  the  agency  is  not  including 
in  the  definition  of  "light"  restrictions 
on  the  amount  of  saturated  fat, 
cholesterol,  or  sodium. 

7.  Definition  of  "lean"  and  "extra  lean" 
for  meal-type  products 

As  discussed  elsewhere  in  this 
document,  although  FDA  did  not 
propose  to  define  "lean"  or  "extra  lean" 
in  the  general  principles  proposal,  the 
comments  have  persuaded  the  agency  to 
adopt  the  provisions  that  the  FSIS  is 
establishing  for  "lean"  and  "extra  lean" 
for  meat  and  poultry  products, 
including  meal-type  products,  regulated 
by  USDA.  FDA  is  providing  for  the  use 
of  the  term  "lean"  and  "extra  lean"  to 
describe  FDA  regulated  products 
comparable  to  those  covered  by  the  FSIS 
regulation.  The  criteria  that  FDA  is 
adopting  for  "lean"  as  used  to  describe 
meal  and  main  dish  products  are 
provided  in  new  §  101, 62(e)(2)  and 
"extra  lean"  as  used  to  describe  meal 
and  main  dish  products  are  provided  in 
new  §  101.62(e)(4). 

Accordingly,  the  provisions  in  new 
§  101.62(e)(2)  require  that  for  the  term 
"leBn"o  be  used  on  the  label  or  in 
labeling  of  a  meal  product  or  main  dish 
product  that  product  must  contain  less 
than  10  g  of  fat,  less  than  4  g  of  saturated 
fat,  and  less  than  95  mg  of  cholesterol 
per  100  g  and  per  labeled  serving.  The 
provisions  in  new  §  101.62(e)(4)  require 
that  for  the  term  "extra  lean"  to  be  used 
on  the  label  or  in  labeling  of  a  meal 
product  or  a  main  dish  product  that 
product  must  contain  less  than  5  g  of 
fat,  less  than  2  g  of  saturated  fat,  and 
less  than  95  mg  of  cholesterol  per  100 
g  and  per  labeled  serving. 

The  agency  recognizes  that  the 
definitions  for  "lean"  and  "extra  lean" 
for  main  dish  products  allow  for  use  of 
the  claim  when  levels  of  cholesterol 
exceed  FDA's  disclosure  levels  for  this 
nutrient  in  a  main  dish  product  (i.e.,  90 
mg).  It  considered  whether  to  prohibit 
tne  claim  on  products  that  contained 
greater  than  90  mg  of  cholesterol. 
However,  the  agency  has  concluded  that 
it  would  be  more  beneficial  to 


consumers  to  allow  the  claim  on  meal- 
type  products  whose  cholesterol  content 
exceeds  the  disclosure  level  because  the 
claims  identify  foods  relative  to  other 
foods  in  this  broad  category  of  foods 
that  contain  lower  amounts  of  fat  and 
saturated  fat.  Consequently,  these 
changes  will  assist  consumers  in 
selecting  such  foods.  Furthermore, 
when  the  level  of  cholesterol  exceeds 
FDA's  disclosure  level,  the  food  will  be 
required  to  bear  a  disclosure  statement 
that  refers  the  consumer  to  the  nutrition 
information  panel  for  additional 
information  about  cholesterol  content. 

8.  Disclosure  statement 

In  the  general  principles  proposal  (56 
FR  60421  at  60457),  the  agency  applied 
the  concept  of  disclosure  levels  for 
individual  foods  to  meal-type  products. 
However,  the  agency  did  not  propose 
specific  disclosure  levels  for  meal-type 
products  and  solicited  comment  on 
whether  the  disclosure  levels  should  be 
different  for  meal-type  products  than  for 
individual  foods,  and  it  so,  what  the 
levels  should  be  and  why. 

273.  FDA  received  comments 
recommending  that  it  provide  separate 
disclosure  criteria  for  meal-type 
products.  Several  comments  argued  that 
the  single  food  disclosure  levels  were 
too  stringent  to  be  applied  to  large 
quantities  of  food  such  as  meal-type 
products.  Two  comments  suggested  that 
a  specified  amount  of  the  designated 
nutrient  per  100  g  of  product  was  the 
most  appropriate  basis  for  a  criterion. 

The  agency  considered  whether  to 
retain  the  disclosure  levels  for 
individual  foods  as  the  disclosure  levels 
for  meal-type  products  but  on  a  per  100 
g  basis  rather  than  per  serving  (i.e,  13  g 
of  total  fat,  4  g  of  saturated  fat,  60  mg 
cholesterol  and  480  mg  sodium).  On  this 
basis,  a  meal  weighing  10  ounces  (280 
g)  would  be  subject  to  the  disclosure 
requirements  if  it  contained 
approximately  36  g  of  fat  or  55  percent 
of  the  DRV.  A  single  meal  product 
weighing  12  ounces  (336  g)  would  be 
subject  to  the  disclosure  requirement  if 
it  contained  about  44  g  of  fat  or  about 
67  percent  of  the  DRV  for  total  fat.  If  it 
is  assumed  that  a  "meal  constitutes  one- 
fourth  of  a  total  day's  nutrient/calorie 
intake,  this  criterion  appears  to  be  too 
high  in  that  such  a  meal  could 
contribute  more  than  half  of  the  total 
amount  of  the  nutrient  (i.e.,  fat, 
saturated  fat,  cholesterol,  or  sodium) 
generally. recommended  as  a  total  daily 
intake,  not  be  required  to  bear  a 
disclosure,  yet  still  be  able  to  bear  a 
health  claim. 

The  comments  received  offered  no 
alternatives  to  the  per  100  g  basis  for 
disclosure  levels  for  main  dishes  and 


meal  products.  FDA,  therefore,  has 
developed  an  approach  that  extends  the 
rationale  used  for  individual  foods  to 
main  dishes  and  meal  products.  This 
approach  allows  a  greater  percentage  of 
the  DRV  for  main  dish  products  and 
meal  products  than  for  individual  foods. 

In  arriving  at  specific  percentage 
levels  for  disclosure  nutrients,  FDA 
considered  that  the  amount  of  a  nutrient 
in  the  total  daily  diet  that  may  increase 
the  risk  of  a  disease  may  be  between  100 
percent  and  200  percent  of  the  DRV  for 
that  nutrient.  The  agency  then 
considered  that  if  three  meals  and  a 
snack  were  consumed  during  the  day. 
and  each  contained  40  percent  of  the 
DRV  for  a  particular  disclosure  nutrient, 
and  if  foods  that  sometimes  accompany 
meals  such  as  beverages,  breads,  and 
desserts  were  also  consumed  and 
contributed  an  additional  40  percent  of 
the  DRV  for  that  nutrient.'then  the  total 
daily  intake  of  the  nutrient  would  not 
exceed  200  percent  of  the  DRV,  the  level 
the  agency  used  to  establish  disclosure 
levels  for  individual  foods  (see  the  final 
rule  on  health  claims  that  appears 
elsewhere  in  this  issue  of  the  Federal 
Register).  Thus,  the  agency  is  adopting 
40  percent  of  the  DRV  as  the  disclosure 
level  for  meal  products  in  this  final  rule. 

Tlie  agency  further  considered  that 
the  contribution  of  main  dish  products 
is  generally  between  meal  products  and 
individual  foods  (for  which  a  disclosure 
level  of  20  percent  of  the  DRV  is 
established  in  this  final  rule).  Thus,  the 
agency  chose  30  percent  of  the  DRV.  the 
mid-point  between  meals  and 
individual  foods,  as  the  disclosure  level 
for  main  dish  products. 

Based  on  the  comments  received,  the 
agency  has  established  separate 
disclosure  criteria  for  meal/main  dish 
products.  For  meal  products,  new 
§  101.13(h)(2)  requires  that  a  disclosure 
statement  be  made  on  a  product  that 
makes  a  nutrient  content  claim  if  the 
food  contains  more  than  26  g  of  fat.  8.0 
g  of  saturated  fat,  120  mg  of  cholesterol, 
or  960  mg  of  sodium  per  labeled 
serving.  These  levels  correspond  to  no 
more  than  40  percent  of  the  DRV  per 
labeled  serving.  For  main  dish  products, 
new  §  101.13(h)(3)  requires  that  a 
disclosure  statement  be  made  on  a 
product  that  makes  a  nutrient  content 
claim  if  the  food  contains  more  than 
19.5  g  of  fat.  6.0  g  of  saturated  fat.  90 
mg  cholesterol,  or  720  mg  of  sodium  per 
labeled  serving.  These  levels  correspond 
to  no  more  than  30  percent  of  the  DRV 
per  labeled  serving. 

9.  Other 

275.  The  agency  received  a  comment 
that  recommended  that  the  term 
"controlled"  be  defined  as  an  implied 
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nutrient  content  claim  for  meal-type 
products.  This  comment  asserted  that 
this  term  would  be  very  useful  in 
describing  carefully  established  levels  of 
nutrients  and  has  historically  referred  to 
established  levels  in  a  line  of  products 
designed  to  be  used  regularly  within  the 
context  of  a  total  diet  that  met  dietary 
guidelines.  The  recommended  criteria 
for  the  term  "controlled"  recommended 
by  the  comment  were:  (1)  Less  than  300 
calories,  (2)  less  than  30  percent  of 
calories  from  fat.  (3)  no  more  than  65  mg 
cholesterol,  and  (4)  less  than  600  mg  of 
sodium. 

The  term  "controlled"  has 
traditionally  been  used  in  the 
marketplace  (especially  on  products 
marketed  for  special  dietary  use)  to  refer 
to  designated  size  portions  of  foods  and 
not  to  levels  of  nutrients.  Thus,  the 
agency  has  not  defined  the  term 
"controlled"  as  suggested  in  the 
comment.  However,  the  agency  advises 
that  individuals  who  believe  that  there 
is  a  need  for  additional  terms  for  the  use 
of  implied  claims  on  meal-type  products 
may  petition  the  agency  under  the 
provisions  of  §  101.69. 

IV.  Restanranl  Foods 

A.  Nutrient  Content  Claims  for 
Restaumnt  Foods 

FDA  received  many  comments 
regarding  the  proposed  nutrient  content 
claims  criteria  as  they  would  apply  to 
restaurant  foods  and  to  foods  sold  in 
other  establishments  in  which  food  that 
is  ready  for  human  consumption  is  sold 
(e.g.,  institutional  food  service, 
delicatessens,  catering).  In  this 
discussion,  such  foods  will  be  referred 
to  as  "restaurant  foods."  firms  selling 
such  foods  will  be  referred  to  as 
"restaurants,"  and  responsible 
individuals  in  these  firms  will  be 
referred  to  as  "restaurateurs."  However, 
the  concepts  and  policies  discussed  are 
intended  to  apply  broadly  to  the  foods 
covered  by  section  403(q)(5)(A)(i)  and 
(q)(5)(A)(ii)  of  the  act.  Issues  with 
respect  to  menus  are  discussed 
separately  below. 

276.  Several  comments  stated  that 
because  the  1990  amendments  are  silent 
with  respect  to  requiring  restaurant 
foods  to  comply  with  the  requirements 
for  nutrient  content  claims,  FDA  is  not 
legally  required  to  regulate  such  claims 
for  restaurant  foods  in  a  manner 
identical  to  that  proposed  for  packaged 
foods. 

FDA  disagrees  with  the  comments 
that  the  1990  amendments  do  not  apply 
to  nutrient  content  claims  made  for 
restaurant  foods.  As  explained  in  the 
general  principles  proposal  (56  FR 
60421  at  60428),  the  1990  amendments. 


fully  support  the  agency's  proposal  in 
§  101.13(o)(5)  (redesignated  as  new 
§  101.13(q)(5))  that  a  nutrient  content 
claim  may  not  be  used  for  food  that  is 
served  in  restaurants  or  other 
establishments  in  which  food  is  served 
for  immediate  human  consumption,  or 
for  food  that  is  sold  for  sale  or  use  in 
such  establishments,  unless  the  claim  is 
used  in  a  manner  that  is  authorized  by 
a  definition  that  FDA  has  adopted. 
However,  FDA  agrees  that  under  section 
403(r)(2)  of  the  act,  it  is  not  required  to 
regulate  claims  on  restaurant  foods  in  a 
manner  identical  to  that  for  packaged 
foods.  In  fact,  restaurants  are  exempt 
from  the  referral  and  disclosure 
requirements  in  section  402(r)(2)(B)  of 
the  act  and  certain  of  the  requirements 
in  section  402(r)(2)(A).  FDAs 
regulations  incorporate  these 
exemptions.  While  the  regulatory 
criteria  governing  claims  for  restaurant- 
type  foods  need  not  be  identical  to  those 
governing  other  foods,  if  claims  on 
foods  are  to  be  useful  for  consumers,  the 
criteria  for  those  claims  must  be 
consistent. 

277.  Several  comments  stated  that 
restaurant  foods  should  be  required  to 
comply  with  the  proposed  requirements 
for  nutrient  content  claims.  Some 
comments  stated  that  many  restaurant 
foods  are  centrally  manufactured  and 
conform  to  system-wide  composition 
and  quality  standards.  Therefore,  many 
restaurants  and  restaurant  chains, 
especially  the  larger  ones,  already  have 
access  to  the  nutrition  information 
necessary  to  verify  claims  about  their 
products.  Finally,  these  comments 
stated  that  portion  control  of  foods  is 
practiced  by  many  restaurants  to  control 
their  food  costs,  and  that  this  control 
will  facilitate  compliance  by  the 
industry. 

Some  comments  stated  that  the 
proposed  regulations  governing  nutrient 
content  claims  would  be  impracticable 
for  the  restaurant  industry  because 
packaged  foods  and  restaurant  foods 
differ  markedly  in  the  way  they  are 
prepared  and  sold.  For  example, 
variability  in  the  nutrient  level  of 
individual  foods  sold  in  restaurants 
occurs  as  a  result  of:  (1)  Seasonal, 
regional,  and  market  variations  in 
ingredients;  (2)  differences  in 
preparation  methods  of  similar  foods; 
and  (3)  consumer  preferences  in  terms 
of  how  food  is  prepared.  The  comments 
pointed  out  that  these  variabilities 
would  require  repeated  costly  analyses 
to  determine  if  each  food  meets  the 
criteria  for  the  content  claim.  The 
comment  cited  additional,  complicating 
factors  such  as:  performance  of  100-g 
calculations  for  meal-type  products; 
inadequacy  of  current  data  bases  on 


nutrient  levels  in  many  foods  for 
validating  nutrient-content  claims;  and 
variations  in  recipes  for  restaurant 
foods.  One  comment  estimated  the  cost 
of  compliance  in  terms  of  redoing 
printed  materials  in  the  commercial 
sector  of  the  food-service  industry  to  be 
more  than  $500  million.  Additionally, 
the  comments  assert  that  costs 
associated  with  product  develqpment. 
testing,  preparation,  marketing,  and  staff 
training  will  be  required.  For  these 
reasons,  these  comments  requested  that 
FDA  exempt  restaurant  foods  from  the 
requirements  for  nutrient  claims  it  is 
establishing  in  this  final  rule. 

Several  comments  stated  that  the 
proposed  regulation  for  nutrient  content 
claims  for  restaurants  is  not  the  least 
restrictive  alternative  available  to  FDA, 
in  accordance  with  Executive  Order 
12291,  because  it  would  essentially 
eliminate  a  foodservice  operator's 
ability  to  communicate  meaningful 
nutrition  information  to  consumers  and 
create  a  disincentive  for  foodservice 
operators  to  develop  healthful  foods. 
These  comments  said  that  substantial 
costs  of  compliance  with  the  new 
regulations  would  be  passed  on  to 
consumers,  and  the  small  business 
segment  of  the  industry  would  be 
especially  adversely  affected.  The 
alternatives  suggested  by  the  comments 
are:  (1)  Develop  definitions  for 
foodservice  oriented  nutrient  content 
claims;  (2)  develop  voluntary  guidelines 
for  foodservice  that  specify  how 
foodservice  operators  should  provide 
nutrition  information,  or  (3)  establish  a 
standard  set  of  criteria  concerning  a 
recommended  daily  diet  so  that 
foodservice  operators  could  flexibly  and 
reliably  design  meals  that  may  be 
promoted  as  healthful. 

Several  comments  specifically 
addressed  the  use  of  the  term  "light"  on 
restaurant  foods.  One  of  these  comments 
said  that  "light"  used  on  a  restaurant 
food  or  meal  should  have  the  same 
meaning  as  when  placed  on  a  packaged 
food.  Another  comment  said  that  "light" 
should  mean  only  a  reduction  in 
calories,  and  that  it  should  be  restricted 
to  use  on  meal-type  products,  on  sail 
substitutes,  and  for  describing  physical 
or  organoleptic  attributes.  One  comment 
said  that  "light"  as  used  in  a  restaurant 
can  mean  a  wide  variety  of  things  from 
lighter  texture,  color,  or  consistency  to 
overall  healthiness,  and  that  the 
proposed  definition  was  too  restrictive. 
A  comment  from  a  restaurant  chain 
recommended  that  the  term  "light" 
should  be  used  to  refer  to  total  meal 
packages  that  have  at  least  25  percent 
less  fat.  cholesterol,  sodium,  or  calories 
than  the  traditional  menu  selections. 
This  comment  contended  that  a 
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restaurant  meal  will  take  the  place  of  at 
least  three  servings,  and  that  a  25 
percent  reduction  would  be  significant 
in  terms  of  total  diet. 

Other  comments  were  less  specific  in 
addressing  the  issue  of  restaurant  foods 
or  meals  bearing  relative  claims.  One  of 
these  comments  said  that  relative  claims 
should  be  permitted  for  total  meal 
packages  at  restaurants.  Another  of 
these  comments  said  that  for  relative 
claims,  a  restaurant  should  compare  a 
product  to  the  restaurant's  own  product. 

Given  that  almost  half  of  the 
American  food  dollar  is  spent  on  food 
consumed  away  from  home,  and  that 
perhaps  as  much  as  30  percent  of  the 
American  diet  is  composed  of  foods 
prepared  in  food  service  operations. 
FDA  beheves  that,  from  an  overall 
public  health  perspective,  this 
important  segment  of  the  diet  cannot  be 
ignored.  Further,  FDA  believes  that 
dietary  information  provided  to 
consumers  at  point  of  purchase  in 
restaurants  and  other  food  service 
operations  can  be  useful  in  helping 
Americans  in  maintaining  healthy 
dietary  practices.  FDA  wants  to 
encourage  the  provision  of  such  dietary 
information.  However,  FDA  firmly 
believes  that  consumers  expect,  and 
deserve,  that  the  claims  made  at  point 
of  purchase  are  truthful  and  not 
misleading. 

FDA  advises  that  not  all  claims  made 
for  restaurant  foods  are  necessarily  the 
type  of  claims  that  are  covered  by  the 
1990  amendments.  For  the  sake  of 
clarification,  the  agency  offers  the 
following  observations.  Statements  such 
as  "lightly  breaded,"  "light  crust,"  or 
"in  a  light  sauce"  on  a  sign  or  placard 
are  not  nutrient  content  claims  covered 
by  the  1990  amendments.  Moreover, 
because  of  the  importance  of  context. 
^  tatements  such  as  "Light  Fare,"  "Lite 
Bites."  or  "Light  Entrees"  will  not  be 
considered  nutrient  content  claims  if 
the  sign  or  placard  on  which  the 
statement  appears  offers  an  explanation 
of  the  basis  for  the  terms  that  makes 
clear  that  they  are  not  intended  to 
characterize  the  level  of  a  nutrient.  For 
example,  a  term  such  as  "Lite  Fare,"  on 
a  sign  or  placard  followed  by  an  asterisk 
referring  to  a  note  that  makes  clear  that 
in  this  restaurant  the  term  means  dishes 
with  smaller  portion  sizes  than  normal 
would  not  be  considered  a  nutrient 
content  claim  under  section  403(r)  of 
the  act.  In  most  cases,  a  prominently 
displayed  disclaimer  or  information  that 
clearly  explains  the  basis  for  the  use  of 
the  term,  and  that  does  not  characterize 
the  level  of  a  nutrient  in  the 
explanation,  will  be  sufficient  to  remove 
tliot  use  of  the  term  bt>m  the  coverage 
of  the  1990  amendments. 


Similarly,  a  restaurant  may  be  able  to 
use  symbols  next  to  the  listing  of  an 
item  on  a  sign  or  placard  where  the 
symbols  are  clearly  explained  in  terms 
that  would  not  subject  the  claim 
implied  by  the  symbol  to  the  1990 
amendments.  For  example,  the  use  of  a 
star  symbol  next  to  the  name  of  an 
entree,  where  the  symbol  is  explained  in 
a  footnote  stating  that  the  item  is  broiled 
instead  of  fried,  would  not  be  subject  to 
the  1990  amendments. 

Also,  a  restaurant  may  use  symbols  or 
make  refereiK»  on  a  sign  or  placard  to 
the  critnia  of  a  health  professional 
organization  or  accrediting  group  and 
explain  that  the  entree  or  meal  is 
consistent  with  the  general  dietary 
guidelines  of  that  group  and  not  be 
subject  to  the  1990  amendments.  For 
example,  use  of  a  heart  symbol  with 
reference  to  a  note  that  explains  that 
this  entree  is  consistent  with  the  general 
dietary  guidelines  of  the  AHA  will  be 
considered  dietary  guidance  and  not  a 
nutrient  content  or  health  claim  subject 
to  section  403(r)  of  the  act,  provided  the 
explanation  does  not  diaracterize  the 
level  of  a  nutrient. 

Finally,  a  restaurant  also  may  be  able 
to  devise  foods  or  complete  meals  that 
are  formulated  in  complete  accordance 
with  the  Dietary  Guidelines  for 
Americans  (e.g.,  moderate  calories,  less 
than  30  percent  calories  from  faU  less 
than  10  percent  calories  from  saturated 
fat,  emphasis  on  vegetables,  fruits,  and 
grain  products,  moderate  use  of  sugars 
and  sodium).  FDA  encourages  such 
actions  because  a  meal,  especially  a 
restaurant  meal,  represents  a  significant 
portion  of  the  day's  consumption,  as 
compared  to  an  individual  food 
product.  A  restaurateur  may  signal  to 
customers  by  the  use  of  a  term  or 
symbol  on  a  sign  or  placard  that  the 
meal  is  formulated  in  accordance  with 
dietary  guidelines,  and  FDA  will 
consider  such  indications  to  be  dietary 
guidance  and  not  nutrient  content 
claims  under  the  1990  amendments. 

FDA  is  including  a  provision  in  new 
§  101.13{q)(5)(iii)  that  describes  when 
such  indications  will  be  considered  to 
constitute  dietary  guidance  and  not 
nutrient  content  claims.  The  agency  will 
evaluate  the  validity  of  such  guidance 
on  the  basis  of  its  being  truthful  and  not 
misleading  under  section  403(a)  of  the 
act.  However,  if  the  restaurateur  goes  on 
to  characterize  the  level  of  nutrients  in 
the  food,  it  would  subject  the  food  and 
the  claims  for  the  food  to  the  nutrient 
content  claim  regime.  When  a  restaurant 
uses  a  defined  term  such  as  "low 
calorie,"  uses  the  term  "light"  without 
further  explanation,  or  uses  a  term  or 
symbol  that  is  explained  in  such  a  way 
that  states  or  impUes  levels  of  nutrients 


in  the  food,  it  must  comply  with  FDA's 
definitions  of  those  terms. 

How  the  restaurant  demonstrates 
compliance  with  those  definitions  is  a 
difficult  matter.  FDA  recognizes  that,  as 
detailed  in  the  comments,  there  are 
variations  in  the  nutrient  values  for 
restaurant  foods.  Some  of  these 
variations  are  not  unique  to  restaurants. 
Manufacturers  of  packaged  foods  also 
have  to  deal  with  differences  in  nutrient 
levels  as  a  result  of  seasonal,  regional, 
and  supplier  variations.  FDA  has  been 
able  to  develop  workable  criteria  that 
take  into  account  these  variations. 
However,  the  agency  acknowledges  that 
there  are  variations  unique  to  restaurant 
foods  (e.g.,  methods  of  preparation). 
Moreover.  FDA  recognizes  that  there  are 
difficult  questions,  as  demonstrated  by 
the  comments,  as  to  how  exactly  to 
analyze  restaurant  foods  in  a  reasonable 
and  cost  effective  manner. 

While  there  are  difficulties  associated 
with  restaurant  foods,  FDA  concludes 
that  the  difficulties  are  not  so  great  as 
to  preclude  restaurants  from  making 
claims  or  to  prevent  the  agency  from 
being  able  to  assure  consumers  that  the 
nutrient  content  claims  that  appear  on 
restaurant  foods  reasonably  reflect  the 
nutrient  content  of  the  food.  Thus,  FDA 
is  providing  in  new  §  101.13(q)(5)(ii) 
that,  except  if  a  claim  is  made  on  a 
menu,  a  restaurant  food  may  bear  a 
nutrient  content  claim  if  the 
restaurateur  has  a  reasonable  basis  on 
which  to  believe  that  the  food  that  bears 
the  claim  meets  the  definition  for  the 
claim  that  FDA  has  established  under 
section  403{r)(2)(A)(i)  of  the  act.  Thus, 
if  a  restaurateur  labels  a  fish  dish  as 
"low  fat,"  on  a  sign  or  a  placard  he  or 
she  must  have  a  reasonable  basis  for 
believing  that  the  dish  complies  with 
FDA's  definition  for  "low  fat,"  that  is  it 
contains  less  than  3  g  of  fat  per  100  g. 
The  reasonable  basis  can  be  provided  in 
a  number  of  ways.  The  restaurateur  can 
show,  for  example,  that  FDA's  guideline 
on  nutrient  levels  in  seafood  (56  FR 
60880,  Appendix  B.  November  27. 1991) 
shows  that  the  fish  contains  less  than  3 
g  of  fat  per  100  g.  and  that  the  method 
of  cooking  and  other  foods  used  in  the 
dish  would  not  add  fat.  In  addition,  the 
restaurateur  could  show  that  he  or  she 
relied  on  a  reliable  cookbook  that  gave 
values  for  fat  in  the  finished  food  that 
were  less  than  3  g  per  100  g.  Certainly 
other  methods  are  possible.  If  a 
restaurateur  uses  recognized  data  bases 
for  raw  and  processed  foods  to  compute 
nutrient  levels  in  the  foods  or  meals  and 
then  does  not  use  methods  of 
preparation  that  violate  the  appropriate 
use  of  data  bases  (e.g..  uncontrolled 
addition  of  ingredients  or  inappropriate 
substitutions  of  ingredients).  FDA  will 
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find  that  there  is  a  reasonable  basis  for 
Iwlieving  that  the  food  meets  the  criteria 
for  a  defined  nutrient  content  claim. 

Upon  request,  the  restaurateur  will  be 
expected  to  present  the  basis  on  which 
he  or  she  believes  that  the  pertinent 
nutrient  levels  are  present  in  the  foods. 
In  addition,  the  firm  must  be  prepared 
to  demonstrate  that  it  adhered  to  the 
information  that  provides  the  basis  for 
its  belief,  i.e..  to  the  recipe,  use  of 
certain  types  and  amounts  of 
ingredients,  or  preparation  methods  in 
preparing  the  food.  The  agency  will 
then  determine  whether  the  basis  cited 
by  the  restaurant  reasonably  supports  its 
use  of  a  nutrient  content  claim  such  as 
"low  calorie"  or  "low  fat." 

This  reasonable  basis  for  belief 
standard  for  restaurant  nutrient  content 
claims  will  provide  regulatory  officials, 
especially  State  and  local  authorities, 
with  an  effective  standard  for  verifying 
that  such  claims  are  truthful  and  not 
misleading  and  in  accordance  with  FDA 
regulations.  FDA  does  not  have 
resources  to  adequately  enforce  its 
regulations  in  restaurants.  State  and 
local  authorities  have  traditionally 
carried  out  this  responsibility.  In 
addition,  section  4  of  the  1990 
amendments  provides  that  State  and 
local  authorities  may  enforce  section 
403(r)  of  the  act  in  Federal  court. 

The  agency  notes,  however,  that  while 
restaurants,  and  particularly  small 
restaurants,  have  nominally  been 
subject  to  FDA's  existing  nutrition 
labeling  regulation  (see  §  101.10),  they 
have,  as  a  practical  matter,  not  been 
required  to  comply  with  these 
regulations  or  with  State  or  local 
regulations  that  focused  on  the  nutrient 
content  of  the  food.  Thus,  the  efforts 
that  will  be  necessary  on  the  part  of 
restaurants  to  show  that  they  have  a 
reasonable  basis  to  believe  that  their 
food  complies  with  the  nutrient  content 
claims  requirements  will  be  significant. 
These  efforts  will  place  particularly 
great  demands  on  the  resources  of  the 
small  business  segment  of  the  industry, 
that  is,  restaurant  firms  that  have  ten  or 
less  individual  restaurant 
establishments  (Ref.  34).  FDA  will  refer 
to  this  segment  of  the  industry  as  "small 
restaurants." 

Small  restaurants  generally  do  not 
have  the  established  nutrition  support 
component  that  larger  restaurant  chains 
have.  Thus,  it  will  be  more  difficult  for 
small  restaurants  to  determine  how  to 
adapt  hutrient  content  information  to 
their  individual  food  selection  and 
preparation  methods.  In  addition,  it  is 
likely  that  they  will  not  be  as  aware  of 
available  information  sources,  like 
nutrient  content  data  bases,  as  large 
chains.  Moreover,  because  of  resource 


limitations,  a  small  restaurant  is  not  as 
likely  as  a  large  restaurant  chain  to  be 
familiar  with  Federal  requirements. 
Thus,  small  restaurants  will  have  to 
become  familiar  with  not  only  FDA's 
requirements,  but  with  available  FDA 
information,  like  the  nutrient  content 
information  that  FDA  published  in 
conjunction  with  its  regulation  on  the 
voluntary  labeling  of  raw  fruits  and 
vegetables  (56  FR  60880,  November  27. 
1991). 

Because  of  the  great  initial  demands 
that  small  restaurants  will  find  if  they 
wish  to  make  claims,  FDA  has  decided 
that  they  should  be  given  additional 
time  to  come  into  compliance  with 
these  regulations.  Without  additional 
time,  for  the  reasons  discussed  above, 
small  restaurants  will  be  placed  at  a 
disadvantage  with  respect  to  their 
ability  to  make  claims.  As  a  result,  they 
may  decide  not  to  even  attempt  to 
provide  useful  nutrition  information  to 
consumers  about  their  foods.  To  provide 
for  equitable  implementation  of  these 
requirements  for  small  restaurants,  FDA 
has  decided  to  not  make  §  101.13(q)(5) 
effective  with  respect  to  such 
establishments  until  February  14. 1995. 

While  the  statute  will  be  in  effect 
during  that  period,  FDA  will  not  enforce 
the  statute's  nutrient  content  claim 
requirements  in  small  restaurants  until 
the  regulations  are  effective.  Although 
stale  action  is  not  preempted  under 
section  403A(a)(5)  of  the  act  until 
Federal  regulations  are  effective,  the 
agency  expects  that  States  will  refrain 
from  enforcing  any  nutrient  content 
claim  requirements  in  small  restaurants 
until  the  Federal  regulations  are 
effective  for  those  restaurants. 

FDA  believes  that  this  action  is  fully 
consistent  with  the  1990  amendments 
and  with  the  act.  The  1990  amendments 
impose  no  date  by  which  the  agency's 
regulations  must  be  effective,  only  when 
they  must  be  promulgated  (see  sections 
3  and  10  of  the  1990  amendments). 
Moreover,  FDA  believes  that  this  action 
will  facilitate  effective  enforcement  of 
the  act.  FDA  believes  that  the  agency's 
and  State's  resources  can  best  be  used 
during  this  initial  period  in  educating 
small  restaurants  about  the 
requirements  of  the  law  and  by 
developing  a  better  understanding  of  the 
unique  practical  circumstances  of  small 
restaurants  in  complying  with  nutrient 
content  labeling  requirements. 
Moreover,  during  this  period,  there  will 
be  an  opportunity  for  interested  persons 
to  develop  new  data  bases  that  will  help 
facilitate  the  provision  of  nutrition 
information  on  foods  sold  in  restaurants 
and  particularly  in  small  restaurants. 

As  an  additional  measure  of 
flexibility,  which  will  especially  benefit 


small  restaurants,  it  was  decided  not  to 
include  claims  on  menus  within  the 
coverage  of  these  regulations.  FDA  has 
considerable  discretion  in  regulating 
nutrient  content  claims  in  restaurants. 
As  the  comments  have  indicated,  there 
are  unique  problems  and  concerns 
associated  with  regulating  such  claims. 
The  1990  amendments  do  not  specify 
precisely  how  such  claims  are  to  be 
regulated.  These  regulations  will  apply 
to  nutrient  content  claims  made  in 
restaurants  except  on  menus.  The 
agency's  efforts  will  focus  on  signs, 
placards,  and  posters,  which  are 
increasingly  used  in  fast  food  and  other 
restaurants  to  bring  nutrition 
information  and  claims  about  food  to 
consumer's  particular  attention.  The 
comments  pointed  out  that  menus  are 
subject  to  frequent,  even  daily,  change. 
This  additional  measure  of  flexibility  for 
menus  will  help  assure  that  restaurants, 
especially  small  restaurants,  will  not  be 
deterred  by  the  1990  amendments  from 
providing  useful  nutrition-related 
information  to  their  customers.  State's 
remain  free,  however,  to  ensure  under 
their  own  consumer  protection  laws  that 
menus  do  not  provide  false  or 
misleading  information. 

Although  it  has  arrived  at  an 
approach  that  will  provide  for  nutrient 
content  claims  on  restaurant  foods, 
other  than  the  exclusion  of  menus.  FDA 
does  not  consider  the  problem  of 
assuring  the  useful  and  reliable 
provision  of  nutrient  related 
information  in  restaurants  to  be  solved. 
It  is  possible  that  there  are  other 
definitional  criteria  that  are  more 
appropriate  for  restaurant  foods  than 
those  that  FDA  has  developed  based 
largely  on  packaged  foods.  Also,  it  may 
be  that  consumers  have  completely 
different  expectations  for,  and 
understanding  of,  terms  used  for 
restaurant  foods  as  compared  to  the 
same  terms  used  on  packaged  foods.  If 
this  is  the  case,  a  different  glossary  of 
terms  for  use  in  restaurants  may  be 
appropriate.  However,  at  this  time,  the 
agency  simply  does  not  have  the  data  or 
knowledge  on  which  to  base  such 
determinations.  FDA  is  working,  and 
will  continue  to  work,  with  the 
restaurant  industry  to  determine  how 
terms  are  used  on  restaurant  foods  and 
whether  such  terms  are  appropriate.  For 
example,  with  FDA's  cooperation,  the 
National  Restaurant  Association  is 
planning  to  undertake  a  survey  of 
industry  use  of  nutrition  information 
and  of  consumer  knowledge,  practices, 
expectations,  and  understanding  of 
various  terms  and  symbols  in 
restaurants.  FDA  is  open  to  petitions  for 
din'erent  criteria  for  nutrient  content 
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claims  for  restaurant  foods,  and  if  data 
warrant,  the  agency  will  consider 
establishing  regulations  specifically  for 
restaurant  foods. 

FDA  also  recognizes  that  there  are  a 
number  of  significant  issues  concerning 
the  adequacy  of  existing  data  bases  for 
use  to  compute  nutrient  levels  in 
restaurant  meals.  However,  the  agency 
is  working,  and  will  continue  to  work, 
with  the  restaurant  industry  to  assess 
the  adequacy  of  these  data  bases  and  to 
encourage  the  development  of 
additional  or  newer  data  where  those 
data  bases  are  found  to  be  lacking. 

In  developing  more  specific  policies, 
FDA  will  also  consider  whether 
restaurant  foods  should  be  afforded 
greater  latitude  in  the  compliance 
criteria  than  the  criteria  that  are 
currently  applied  to  nutrient  variations 
in  processed  foods.  FDA  regulations 
state  that  for  naturally  occurring 
vitamins,  minerals,  and  protein,  the 
nutrient  content  must  be  at  least  80 
percent  of  the  value  declared,  and  that 
for  Calories,  carbohydrate,  fat.  and 
sodium,  the  level  must  not  exceed  the 
declared  value  by  more  than  20  percent. 
The  agency  recognizes  that  all  data 
bases  have  inherent  variabilities,  and 
that  a  computed  nutrient  level  for  a  food 
with  several  ingredients  may  have  an 
accumulated  variability  that  exceeds  the 
agency '-s  criteria  for  packaged  foods. 
FDA  is  concerned  about  the  accuracy  of 
nutrient  level  estimations,  but  pending 
the  development  of  better  data,  the 
agency  will  accept,  as  a  reasonable 
basis,  claims  based  on  nutrient  levels 
drawn  from  recognized  nutrient  data 
bases,  without  regard  to  the  computed 
variability  or  to  differences  between  the 
computed  nutrient  levels  and  levels 
determined  by  laboratory  analyses.  The 
agency  is  open  to  comments  and 
suggestions  on  how  nutrient  variability 
issues  should  be  addressed  for 
restaurant  foods  and  will  continue  to 
work  with  the  industry  on  this  issue. 

278.  One  comment  stated  that  the  use 
of  the  terms  "healthy"  or  "healthful"  on 
meal-type  products  is  necessary  for 
restaurants  to  assist  the  consumer  in 
identifying  the  choices  that  fit  an  eating 
pattern  consistent  with  reducing  the  risk 
of  certain  chronic  diseases.  This 
comment  further  stated  that 
disqualifying  levels  for  fat,  saturated  fat, 
sodium,  and  cholesterol  should  be  set  in 
order  to  prevent  inappropriate  foods 
from  bearing  this  claim. 

The  agency  is  publishing  a  proposed 
rule  concerning  use  of  the  term 
"healthy"  as  an  implied  nutrient 
content  claim  elsewhere  in  this  issue  of 
the  Federal  Register.  Any  comments  and 
information  with  respect  to  whether  the 
agency's  tentative  definition  of 


"healthy"  is  appropriate  for  restaurant 
meals  and  main  dishes  will  be 
considered  in  that  rulemaking. 

B.  Nutrition  Labeling  of  Restaurant 
Foods 

279.  Several  comments  agreed  that 
FDA  has  authority  to  require  nutrition 
labeling  when  nutrient  content  claims 
are  made  on  restaurant  foods  and  stated 
that  nutrition  labeling  should  be 
required  on  restaurant  foods  bearing 
claims.  These  comments  generally 
contended  that  restaurants  should  be 
required  to  follow  the  same  nutrition 
labeling  requirements  as  food 
manufacturers  when  nutrient  content 
claims  are  made. 

Many  comments  expressed  the 
opinion  that  FDA  does  not  have 
authority  to  require  nutrition  labeling 
when  nutrient  content  claims  are  made 
on  restaurant  foods  and  stated  that 
nutrition  labeling  should  not  be 
required  on  restaurant  foods  bearing 
nutrient  content  claims.  These 
comments  generally  contended  that 
since  the  act  exempts  restaurant  foods 
from  nutrition  labeling,  FDA  should 
allow  for  the  nutrition  labeling  of  ^ 

restaurant  foods  on  a  voluntary  basis. 

FDA  finds  nothing  in  the  comments  to 
persuade  the  agency  to  adopt  a  position 
different  from  that  stated  in  the  general 
principles  proposal  (56  FR  60421  at 
60427).  The  agency  continues  to  believe  • 
that  it  has  the  authority  to  issue 
regulations  requiring  restaurants  that 
make  nutrient  content  claims  to  adhere 
to  the  requirements  for  such  claims, 
including  nutrition  labeling. 

280.  A  few  comments  stated  that  if 
nutrition  labeling  were  required  for 
restaurant  foods  bearing  nutrient 
content  claims,  restaurants  would  not 
make  such  claims  because  restaurant 
foods  are  not  standardized,  and  it  would 
be  too  costly  to  provide  accurate 
nutrition  information  for  these  foods. 
The  comments  also  stated  that 
mandatory  nutrition  labeling  (when  a 
claim  is  made)  would  inhibit  restaurants 
from  making  frequent  and  more 
healthful  changes  in  food. 

Full  nutrition  labeling  provides  the 
consumer  with  a  way  of  evaluating  a 
claim  within  the  nutrient  context  of  the 
food  or  meal  and,  therefore,  is 
advantageous  in  allowing  more 
informed  comparisons.  However,  in  the 
general  principles  proposal  (56  FR 
60421  at  60427),  the  agency  recognized 
the  difficulty  of  providing  nutrition 
labeling  for  restaurant  foods  and  asked 
for  comment  The  comments  have 
persuaded  the  agency  that,  at  this  time, 
a  requirement  for  full  nutrition  labeling 
could  be  a  significant  barrier  to  the 
transfer  of  information  about  favorable 


nutritional  characteristics  of  restaurant 
foods.  Therefore.  FDA  is  not  requiring 
that  full  nutrition  labeling  be  providwi 
when  a  nutrient  content  claim  is  made 
for  restaurant  foods.  It  is  adopting  a 
somewhat  different  approach  to  the 
provision  of  nutrient  infMmalion  to  the 
consumer,  as  explained  in  the  response 
to  the  next  comment.  The  agency  does, 
however,  encourage  the  voluntary 
provision  of  full  nutrient  information 
for  restaurant  foods,  even  when  claims 
are  not  made. 

281.  Some  comments  stated  that  if 
nutrition  labeling  were  required  for 
restaurant  foods  bearing  a  claim, 
restaurants  could  utilize  available 
nutrition  software  programs  and 
recognized  databases  to  provide  the 
necessary  information  for  the  nutrition 
label.  One  comment  stated  that  FDA 
should  develop  educational  materials 
for  restaurants  that  explain  their 
obligation  not  to  make  nutrient  or  health 
claims  without  providing  nutrition 
labeling.  A  few  cominents  stated  that 
before  requiring  mandatory  nutrition 
labeling  of  restaurant  foods  bearing 
nutrient  content  claims,  a  pilot  study 
should  be  done  to  determine  the  cost 
and  feasibility  of  such  labeling,  and  that 
more  study  is  needed  before  the  agency 
requires  labeling  on  restaurant  foods. 

FDA  believes  that  consumers  should 
biave  access  to  information  about  the 
■  nutrient  content  of  restaurant  foods  for 
whicl?  nutrient  content  claims  or  health 
claims  are  made.  The  agency  is 
requiring  in  new  §  101.10  that  such 
information  be  available  upon  request 
by  a  consumer.  However,  because  FDA 
recognizes  the  difficulty  of  providing 
nutrition  labeling  for  restaurant  foods,  at 
this  time  it  will  allow  such  information 
to  be  conveyed  either  by  nutrition 
labeling  as  described  in  new  §  101.9  or 
by  the  provision  of  information  to  the 
consumer  about  the  level  of  the  nutrient 
for  which  the  claim  is  made  in  a  serving 
of  the  food  upon  request  by  the 
consumer.  Under  the  latter  alternative, 
for  example,  if  a  333  g  meal  is 
characterized  as  being  "low  fat,"  the 
consumer  could  be  informed  that  the 
meal  contains  less  than  10  g  of  fat. 
Therefore,  under  this  alternative  the 
restaurateur  need  not  state  the  actual 
amount  of  the  nutrient  present  in  a 
serving  of  the  food  but  may  simply  state 
that  the  nutrient  is  present  at  "less 
than"  or  "greater  than"  the  amount  that 
would  enable  the  serving  of  the  food  to 
make  the  claim.  Thus,  the  agency  is  not 
requiring  that  the  firm  conduct  an 
analysis  of  the  food  in  order  to  provide 
this  information.  On  the  contrary,  this 
information  should  be  readily  available 
to  the  firm  from  its  determination  that 
the  food  conforms  to  the  criteria  for  the 
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claim.  For  the  interim,  the  agency  will 
consider  that  the  provision  of  this 
limited  amount  of  information  to 
consumers  will  serve  as  the  functional 
equivalent  of  nutrition  labeling. 

Further,  the  considerations  discussed 
in  the  previous  section  concerning  the 
effective  date  for  small  restaurants  that 
make  nutrient  content  claims  also  apply 
with  respect  to  nutrition  labeling  when 
a  nutrient  content  claim  is  made  in 
those  restaurants.  Therefore.  FDA  is  also 
deferring  the  effective  date  of  §  101.10 
for  1  year  for  small  restaurants. 

FDA  agrees  with  the  comments  that 
educational  programs  and  further  study 
will  be  helpful.  However,  the  statutory 
timeframes  imposed  on  the  agency  by 
the  1990  amendments  do  not  afford 
FDA  the  luxury  of  deferring  until  some 
future  time  all  rulemaking  on  restaurant 
foods.  The  agency  recognizes  the 
limitations  in  the  approach  that  it  is 
taking  and  encourages  the  restaurant 
industry  to  continue  to  work  with  FDA 
to  devise  a  program  that  will  provide 
consumers  with  truthful  and  accurate 
nutrition  information,  without  at  the 
same  time  inhibiting  the  flow  of  such 
information  or  the  development  of 
healthier  foods.  The  agency  points  out 
that  the  conduct  of  feasibility  and 
consumer  studies  is  more  properly  the 
responsibility  of  the  regulated  industry. 
and  that  FDA  is  currently  working  with 
the  industry  to  do  such  studies. 

282.  One  comment  stated  that 

§  101.10  should  be  deleted  because  it 
would  be  outdated  if  nutrition  labeling.^ 
requirements  are  imposed  for  restaurant 
foods  bearing  claims. 

For  the  reasons  discussed  above.  FDA 
is  deleting  current  §  101.10.  However, 
FDA  is  replacing  it  with  a  new 
provision  that  sets  forth  how  nutrient 
information  is  to  be  provided  when  a 
claim  that  is  subject  to  section  403(r)  of 
the  act  is  made  for  restaurant  foods.  The 
agency  believes  that  information  in 
§  101.10  was  useful  in  advising  firms 
about  alternatives  for  declaring  nutrition 
information  when  a  claim  is  made,  and 
as  revised.  §  101.10  will  continue  to 
serve  this  purpose. 

283.  Other  comments  addressed 
specific  issues  of  nutrition  labeling  for 
restaurant  foods,  such  as  whether  the 
requirement  for  nutrition  labeling  of 
restaurant  foods  should  apply  only  to 
large  restaurants  with  fixed  items,  and 
whether  the  content  or  format  of 
nutrition  labeling  should  be  different  for 
the  foodservice  industry  than  for 
packaged  foods. 

FDA  will  address  these  issues  in  its 
further  deliberations  and  in  its 
continued  interactions  with  the 
regulated  industries.  The  agency  is 


likely  to  seek  comment  on  a  number  of 
these  issues  in  the  future. 

V.  Petitions 

In  the  general  principles  proposal  (56 
FR  60421  at  60458),  FDA  proposed  to 
establish  procedural  regulations  to 
govern  the  submission,  content,  and 
agency  review  of  the  three  types  of 
petitions  authorized  by  section  403(r)(4) 
of  the  act  (i.e.,  petitions  for  nutrient 
content  claims,  for  synonymous  terms, 
and  for  the  use  of  an  implied  claim  in 
a  brand  name).  The  agency  also 
proposed  to  redelegate  to  the  Director 
and  Deputy  Director  of  the  Center  for 
Food  Safety  and  Applied  Nutrition 
(CFSAN)  all  of  the  functions  of  the 
Commissioner  of  Food  and  Drugs 
relating  to  petitions  for  label  claims 
under  section  403(r)  of  the  act  involving 
noncontroversial  issues.  Further,  the 
agency  reiterated  its  interim  policy  on 
petitions  submitted  pursuant  to  the 
1990  amendments  that  it  announced  in 
a  notice  published  in  the  Federal 
Register  of  March  14,  1991  (56  FR 
10906).  i.e..  that  the  agency  intends  to 
defer  or  deny  action  on  all  such 
petitions  until  it  establishes  the  final 
procedural  regulations  for  the 
submission,  contentytfiTd  review  of 
these  petitions. 

284.  One  coixTment  stated  that  the 
1990  amendments  do  not  require  FDA 
to  establish  procedural  regulations  for 
petitions,  and  that  the  agency  does  not 
have  the  authority  to  defer  or  deny  any 
petition  submitted  to  the  agency  on  the 
basis  that  the  agency  has  not  established 
regulations. 

Although  the  1990  amendments  do 
not  require  FDA  to  establish  procedural 
regulations  for  the  petitions  prescribed 
therein,  FDA  stated  in  a  notice  in  the 
Federal  Register  of  March  14.  1991.  (56 
FR  10906J  that  the  most  efficient  way  to 
manage  a  large  influx  of  petitions  likely 
under  the  1990  amendments  and  to 
utilize  agency  resources  is  for  FDA  first 
to  establish  procedural  regulations  for 
handling  petitions,  and  secondly  to 
make  them  final  at  the  same  time  as  the 
other  substantive  regulations 
implementing  the  1990  amendments. 
The  agency  continues  to  believe  in  the 
wisdom  of  this  approach.  Obviously,  it 
will  be  more  efficient  for  the  agency  to 
be  able  to  simply  review  petitions  to 
determine  whether  the  petitioner  has 
provided  an  appropriate  basis  to  justify 
a  claim,  than  to  have  to  first  determine 
whether  a  petition  has  provided  the 
appropriate  information  and  then  to 
review  it  substantively.  FDA  believes 
that  adopting  new  §  101.69  will  greatly 
increase  the  likelihood  that  the  petitions 
it  receives  are  adequate. 


Also,  as  explained  in  the  general 
principles  proposal  (56  FR  60421  at 
60458),  the  need  to  promulgate 
procedural  regulations  necessitates  that 
the  agency  defer  or  deny  petitions 
submitted  before  such  regulations  are 
finalized.  Therefore,  the  agency 
concludes  that  the  promulgation  of 
procedural  regulations  for  petitions 
submitted  pursuant  to  the  1990 
amendments,  and  its  procedure  for 
handling  petitions  before  the  final 
regulations  are  established,  is 
appropriate. 

285.  Another  comment  urged  that 
FDA  not  redelegate  to  the  Director  and 
Deputy  Director  of  CFSAN  all  the 
functions  of  the  Commissioner  of  Food 
and  Drugs  concerning  petitions  for  label 
claims  under  section  403(r)  of  the  act 
that  do  not  involve  controversial  issues. 
The  comment  stated  that  all  petitions 
that  will  be  submitted  to  the  agency 
concerning  nutrient  content  claims  and 
health  claims  will  involve  controversial 
issues  that  will  require  a  response  from 
the  Commissioner  of  Food  and  Drugs. 

FDA  does  not  agree  with  this 
comment.  Based  on  its  experience  with 
other  types  of  petitions  that  have  been 
submitted  to  FDA  for  consideration,  it  is 
not  uncommon  for  a  petition  to  contain 
major  deficiencies  that  necessitate  the 
denial  of  the  petition  or  that  result  in 
the  petition  being  put  in  a  "not-filed" 
status  until  all  deficiencies  have  been 
resolved.  The  agency  believes  that 
redelegating  such  functions  to  the 
Director  and-Deputy  Director  of  CFSAN 
will  permit  the  agency  to  take  the 
required  actions  (e.g..  denial  of  such  a 
petition)  in  the  most  resource  efficient 
manner. 

Although  the  agency  agrees  that  many 
petitions  concerning  label  claims  will 
indeed  involve  controversial  issues,  no 
basis  was  provided  by  the  comment  to 
support  the  contention  tljat  all  such 
petitions  will  be  controversial,  and  the 
agency  does  not  believe  that  it  should 
make  this  assumption.  If  a  petition  does 
not  involve  a  controversial  issue,  the 
redelegation  of  the  functions  provision 
will  enable  the  agency  to  take  action  in 
the  most  resource  efficient  manner. 
Therefore,  the  agency  is  retaining  the 
redelegation  provision  in  this  final  rule. 

286.  One  comment  stated  that  FDA 
should  include  a  list  of  terms  and 
synonyms  in  the  final  regulation  so  that 
the  petition  process  would  not  be 
necessary. 

This  final  rule  is  not  intended  to 
define  by  regulation  all  conceivable 
terms  that  may  be  used  now  or  in  the 
future  to  make  nutrient  content  claims. 
The  1990  amendments  included  the 
petition  process  to  enable  FDA  to 
amend  the  regulations  to  provide  for 
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new  terms  and  synonyms  that  may  be 
presented  to  the  agency  with 
appropriate  justification.  Thus,  this  final 
rule  does  not  render  the  petition  process 
unnecessary. 

287.  Several  comments  were 
concerned  that  the  requirements 
established  for  the  petition  process  are 
ambiguous  and  should  be  streamlined. 
A  few  other  comments  suggested  that 
the  petition  process  would  impose  a 
significant  burden  on  manufacturers. 

The  agency  has  reviewed  these 
comments  and  has  concluded  that,  in 
some  cases,  changes  should  be  made  to 
the  requirements  to  clarify  and  simplify 
the  petition  process  and  eliminate 
unnecessary  elements.  The  specific 
revisions  in  the  final  rule  are  discussed 
below. 

288.  One  comment  suggested  that 
FDA  should  use  the  criteria  established 
in  section  403(a)  and  (r)  of  the  act  for 
determining  when  to  deny  or  grant  a 
petition.  This  comment  also  implied 
that  no  other  requirements  are  necessary 
for  the  agency  to  use  as  a  basis  to 
determine  whether  to  deny  or  grant  a 
petition. 

The  agency  does  not  agree  with  this 
comment.  While  it  is  true  that  section 
403(a)  and  (r)  of  the  act  are  the  statutory 
provisions  upon  which  the  proposed 
procedural  regulations  are  based,  these 
statutory  provisions  do  not  provide 
petitioners  with  a  clear  description  of 
the  types  of  information  and  scientific 
data  that  would  be  necessary  for  a 
petition  to  be  acceptable. 

Given  the  large  mflux  of  petitions  that 
the  agency  anticipates  receiving,  and  the 
statutory  time  constraints  placed  on  the 
agency  regarding  the  review  of  these 
petitions,  it  is  in  the  best  interest  of 
petitioners  and  of  the  agency  for  FDA  to 
establish  procedural  regulations  that 
clearly  delineate  the  requirements  that 
petitioners  must  satisfy  when 
submitting  a  petition  to  FDA  for 
consideration.  This  course  will  lead  to 
the  most  efficient  use  of  the  petitioner's 
and  the  agency's  resources  because  the 
data  requirements  for  petitions  will  be 
clearly  stated,  and,  as  stated  above,  less 
agency  resources  will  be  expended  in 
reviewing  deficient  petitions. 

289.  A  number  of  comments 
expressed  concern  that  the  petition 
process  will  prevent  manufacturers  from 
developing  innovative  ways  to  convey 
nutrient  levels  in  foods,  retard  product 
development,  and  serve  as  a 
disincentive  for  the  development  of  new 
healthful  foods.  One  comment  suggested 
that  the  petition  process  will  stifle 
product  innovation  because  new 
marketing  claims  will  need  agency 
approval.  This  same  comment  also 
stated  that  one  way  to  somewhat 


alleviate  this  problem  would  be  for  the 
petition  that  is  under  review  to  remain 
confidential  until  it  is  approved  by  the 
agency. 

As  stated  above,  FDA  has  in  some 
cases  made  changes  in  the  final  rule  to 
clarify,  simplify,  and  eliminate 
unnecessary  petition  requirements. 
However,  the  agency's  procedures  must 
be  consistent  with  the  statutory 
requirement  that  all  nutrient  content 
claims  used  on  food  labels  use  terms 
that  are  defined  in  the  regulations  of  the 
Secretary  as  provided  in  section 
403(r)(2)(A)(i)  of  the  act.  Thus,  the 
requirement  of  agency  approval  of  a 
claim,  and  the  petition  process  by 
which  that  approval  is  obtained,  derive 
directly  from  the  act  itself. 

Furthermore,  section  403(r)(4)(A)  of 
the  act  requires  that  nutrient  content 
claim  petitions  that  are  filed  for  further 
action  after  100  days  and  brartd  name 
petitions  be  made  available  to  the 
public.  Because  of  this  requirement  in 
the  statute,  FDA  is  retaining  the 
provisions  concerning  the  pubUc 
availabihty  of  these  petitions.  However, 
the  availability  of  information  in  these 
petitions  will  be  determined  in 
accordance  with  §  20.61  (21  CFR  20.61). 
This  regulation  provides  that  trade 
secrets  and  commercial  or  financial 
information  that  is  confidential  or 
privileged  are  not  to  be  made  available 
for  public  review.. 

290.  A  small  number  of  comments 
stated  that  some  specific  requirements 
that  the  agency  proposed  for  nutrient 
content  claim  petitions  and  synonym 
petitions  (e.g.,  submission  o^consumer 
survey  data  and  submission  of  data  to 
demonstrate  that  consumers  will 
understand  the  meaning  of  the  proposed 
term)  should  not  be  included  in  the 
petition  requirements.  Most  of  these 
comments  regarded  the  proposed 
petition  requirements  as  unduly 
burdensome.  Some  of  the  comments 
stated  that  the  proposed  petition 
requirements  command  more 
information  than  FDA  cited  in  issuing 
the  proposed  regulations  for  nutrient 
content  claims. 

FDA  has  reviewed  the  proposed 
requirements  and  has  concluded  that  it 
is  not  necessary  (as  was  proposed  under 
format  item  B)  for  descriptor  petitions 
and  synonym  petitions  (proposed 
§  101.69(m)(l)  and  (n)(l))  to  include 
data  and  information  to  demonstrate 
that  consumers  can  be  expected  to 
understand  the  meaning  of  the  proposed 
term  under  the  proposed  conditions  of 
use.  The  agency  believes  that  it  can 
make  a  rational  determination 
concerning  the  ability  of  consumers  to 
understand  a  term  without  requiring 
such  data  and  information,  and. 


therefore,  this  requirement  would 
impose  an  unnecessary  burden  on  the 
petitioner.  However,  the  inclusion  of 
such  information  in  a  petition  would,  if 
it  shows  that  consumers  do  correctly 
understand  the  term,  enhance  the 
persuasiveness  of  the  petition. 

The  petitioner  will  still  be  required  to 
address  why  the  proposed  use  of  the 
term  will  not  be  misleading  (format  item 
A).  In  this  regard,  if  any  concerns  arise 
during  the  agency's  review  concerning 
the  ability  of  consumers  to  understand 
the  meaning  of  the  proposed  term,  the 
agency  is  likely  to  deny  the  petition. 
Therefore,  the  agency  is  removing  from 
new  §  101.69(m)(l)  and  (n)(l)  the 
provision  stating  "The  petition  shall 
include  data  and  information,  e.g.. 
surveys  to  the  extent  necessary,  to 
demonstrate  that  consumers  can  be 
expected  to  understand  the  meaning  of 
the  term  under  the  proposed  conditions 
of  use." 

291.  Some  comments  that  addressed 
synonym  and  brand  name  petition 
requirements  stated  that  the  agency 
should  delete  the  requirements  in 
proposed  format  item  C  (proposed 
§  101.69(n)(l)  and  (o)(l))  that  the 
petitioner  provide  a  detailed  analysis  of 
the  potential  effects  of  the  use  of  a 
proposed  claim  on  food  consumption 
and  any  corresponding  changes  in 
nutrient  intake  when  requesting 
approval  for  a  synonym  or  for  a  brand 
name  containing  an  implied  nutrient 
content  claim.  These  comments  stated 
that  the  burden  imposed  by  this 
requirement  guarantees  that  no  petition 
will  be  successfully  submitted.  They 
also  argued  that  such  requirements  treat 
synonyms  as  nutrient  content  claims 
rather  than  as  alternative  terms  for 
claims  that  have  already  been  approved 
by  the  agency. 

The  agency  has  considered  this 
comment  and  agrees  that  synonym  and 
brand  name  petitions  need  not  include 
detailed  analyses  of  food  consumption 
and  nutrient  intake  effects  associated 
with  use  of  the  petitioned  term.  These 
matters  will  have  been  considered  by 
the  agency  in  approving  the  primary 
term  with  which  the  petitioned  term  is 
claimed  to  be  consistent. 

The  agency  is.  therefore,  deleting 
proposed  format  item  C  from  the 
requirements  for  synonym  and  brand 
name  petitions  (new  §  lG1.69(n)(l)  and 
(o)(l))  in  the  final  rule. 

292.  A  comment  stated  that  it  is  not 
necessary  for  FDA  to  publish  a  Federal 
Register  notice  informing  the  public  of 
the  agency's  decision  on  whether  to 
deny  or  to  grant  a  synonym  petition 
because  it  is  not  required  by  the  statute. 

FDA  continues  to  believe  that 
publishing  a  notice  announcing  the 
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agency's  decision  to  either  gcaot  or  deay 
a  syaonym  petition  wiU  provide  useful 
inlormatlon  to  the  public.  Such 
decisions  have  relcnrance  to  persons 
interested  In  the  outcome  of  the 
agency's  review  of  the  petition,  because 
a  synonym,  if  approved,  may  be  used  by 
any  firm  and.  if  denied,  may  not  be  used 
on  I^mIs  or  in  labeling.  Further,  such 
adioa  is  appropriate  because  the 
granting  of  a  synonym  petition  is  an 
agency  derision  that  has  the  force  and 
eCCect  of  law.  Public  notice  of  the 
agency's  aotion  will  notify  all 
potentially  afiactad  parties  of  the  legal 
statns  of  the  synonym.  FBA  is  therelne 
retaining  this  provisiOB  ia  the  final  rule. 

However,  FDA  is  correcting  an  error 
in  the  proposed  codified  language. 
Proposed  §  101.69(nM4}ahoBkI  have 
stated  that  FDL\  will  publish  a  notice  in 
the  Federal  Register  "As  soon  as 
practicable  ii>llowing  the  agency's 
decision  to  grant  or  deny  the  petition,  • 
*  *  "  as  indicated  by  the  preamble 
discussion.  However,  the  proposed 
codified  text  only  Teferred  to  the 
"granting"  of  the  petition.  FDA  is 
making  the  appropriate  ravtsioD  in  the 
final  rule. 

293.  One  comment  stated  th^  the 
petition  process  is  unnecessary  for  the 
use  of  a  ttutrieDt  content  daiai  in  a 
brand  name  If  the  term  has  been  defined 
by  the  agency. 

FDA  agrees  with  this  comment  la 
cases  where  a  nutrient  content  claim  has 
been  defixted  by  regulation  or  provided 
for  under  the  regiiUttoas  for  implied 
nutiieat  content  claims  in  new  $  101.65, 
the  term  may  be  used  in  a  brand  name 
in  accordance  with  the  provisions  o/the 
applicable  regulati<m.  However,  a  brand 
name  petition  would  be  required  for  the 
use  of  a  proposed  term  in  a  brand  name 
that  has  not  been  defined  by  the  agency 
by  regulation  or  provided  lot  under  new 
S  101.65,  but  where  the  petition  oouM 
establish  that  the  proposed  term  is 
consistent  with  a  defiined  term. 

VI.  Constitutional  Issues 

A.  The  First  Amendment 

294.  A  number  of  comments  from 
trade  associations  and  individual 
companies  argued  that  tnithfal  nutrient 
content  claims,  are  protected  speech 
under  the  first  amendment.  Many 
comments  contended  that  food  labeling, 
including  nutrient  content  claims,  is 
commercial  speech  and  argued  that 
FDA's  proposed  regulations  do  not  pass 
the  Supreme  Coxut's  test  for  regulation 
of  commercial  speech.  Comments 
asserted  that  any  suggestion  that 
consumers  should  be  screened  from 
truthful  information  £or  their  own  good 
is  the  kind  of  paternalism  rejected  by 


the  Supreme  Court  in  Viigmia  State 
Board  of  Pharmacy  ^.  Virginia  Citixeas 
Consumer  Council,  lac,  42S  U.S.  746. 
770  (1976).  and  that  the  idea  that  the 
public  cannot  be  trusted  to  make 
judgments  based  on  truthhil  information 
contravenes  the  basic  principles  of  the 
first  amandmeiU.  GomineBta  maintained 
that  the  public  has  an  interest  in 
obtaining  useful  information,  and  that 
the  Covemment'a  interest  is  best  served 
by  allowing  the  free  flow  of  truthful 
information.  FDA  also  received  a 
comment  expiessii^  the  opinion  that 
the  proposed  rule  does  not  violate  the 
first  afmendoieAt  and  ufging  the  agency 
not  to  change  its  poaition  on  first 
ajnendoMBt  grounds. 

FDA  believes  that  its  nutrient  content 
claim  ragulatians  are  coosistent  with  the 
first  amendment,  and  that  the  act,  as 
amended  by  the  1900  aanexuhnedts,  does 
not  violate  the  first  Mnendmant.  The  act 
has  withstood  muaerous  first 
aawndmaot  dwllenges.  See.  a.g.,  United 
State  V.  GeneraJ  Nutritioa.  Inc..  638  F. 
Supp.  SS6,  S£2  (W.D.N.Y.  1966); 
^jaericon  Frozen  Food  Institute  v. 
Mathews,  413  P.  Supp.  548,  S55  (PJD.C. 
1976),  affd,  555  F.2d  1059  (D.C  Gr. 
1077);  United  States  v.  Aitides  of  Food 
*  *  *  aoverQub  Artofo  Chips.  67  FJtD. 
419, 424  (D.  Idaho  1975);  United  States 
V.  8  Cartons,  Containing  Plantation  The 
Original  etc.  hktlasaes,  103  F.  Supp. 
626,  628  (W.D.N. Y.  1951). 

Parts  of 'die  1990  amendments  and 
these  regulations  have  an  incidental 
effiect  on  speech  in  a  narrowly  defined 
area,  food  labeling.  See  NAACPv. 
CTm'bomeifordware  Co.,  458  U.S.  886, 
912  (1982).  The  Supreme  Court, 
however,  "has  recognized  the  strong 
governmental  interest  in  certain  forms 
of  economic  regulation,  even  though 
such  regulation  may  have  an  incidental 
effect  on  rights  of  speech  and 
association."  Id.  The  Government  may 
regulate  in  areas  of  economic  activity 
such  as  seciurities,  antitrust,  and  labor  in 
ways  that  affect  speech.  SEC  v.  Wall 
Street  Publishing  Institute,  851  F.2d 
365.  372-73  (D.C.  Or.  1988).  cert, 
denied.  489  U.S.  1066  (1989);  see  also 
SECv.  Suter.  732  F.2d  1294. 1299  (7th 
Qr.  1984]  (the  first  amendment  does  not 
remove  a  business  engaged  in  the 
communication  of  information  from 
general  laws  regulating  business 
practices).  The  Government  "does  not 
lose  its  power  to  regulate  commercial 
activity  deemed  harmful  to  the  public 
whenever  speedi  is  a  component  of  the 
activity."  Obralik  v.  Ohio  State  Bar 
Association.  436  U.S.  447.  456  (1978); 
see  also  Home  Box  Office,  lac.  v.  FCC, 
567  F.2d  9, 46  (D.C  Or.)  {"IRJules 
restrictiiig  speech  do  not  necessarily 


abridge  fr«adora  of  sponrh  "),  cert 
denied.  434  U.S.  629  (1977). 

As  with  securities,  labor,  and  antitriist 
regulation,  the  Government  exerts 
extensive  regulatory  authority  over  the 
economic  activity  surrounding  food  and 
its  labelii^  Yet  Ota  r^galatioa  of  food 
and  food  labeling  clearly  encompasses 
more  than  mere  economic  activity:  It 
protects  consumer  health  and  safety  in 
an  area  where  harm  to  the  public  can  be 
direct  and  im mediate,  See  Ohrali,  436 
U.S.  at  456.  FDA's  cnicial  role  in 
ensurii^  that  food  labels  are 
informative,  are  not  mislonding.  aiul  do 
not  otherwise  misbraad  products  under 
the  act  has  long  been  joeoo^ized.  See  79 
Congressional  Recoid  4  714  (1035), 
reprinted  ia  Dunn.  Federal  Food.  Dmg, 
and  Cosmetic  Act  280  (1938)  (statem«it 
of  Sen.  Gopetaad)  ("No  one  disputes 
that  Atm  IFDAJ  should  determine  the 
quality  of  the  product;  no  one  dispittes 
that  it  should  deteiasiDe  what  is  on  the 
labeL").  In  s4M:h  an  ««a  of  axtensive 
Federal  regulation,  the  Govanunent  may 
place  restrictioas  on  speech  by  a 
regulated  party  where  the  speech  relates 
directly  to  the  Government's  objecttvas. 
SBCv.  Wail  Street  Publuhi/^Iastdvte, 
851  F.Zd  at  372.  Indeed,  regulation  of 
food  labeliqg  would  be  fanposstble  tf  the 
Gomamment  could  nnt  nstnct  speech. 
Sea  id.  at  373. 

Thus,  when  FDA  seeks  to  ensure  that 
food  is  not  misbranded,  it  mey  place 
restricticms  OB  label  contents.  "Freedom 
of  (sjpeech  does  not  tnchtde  the 
freedom  to  violate  the  labeling 
provisions  of  the  Federal  Food,  Drug, 
and  Cosoketic  Act."  United  Stales  v. 
^ticles  of  Food  *  *  '  Oover  Out  Potato 
Chips,  67  FJLD.  419. 424  (D.  Idaho 
1975).  "IQertain  speech  ia  a  certatn 
limited  context"  becomes  part  of  the 
labelii^  of  a  product  and  may  serve  as 
evidence  of  a  violation  of  the  act.  United 
States  V.  General  NtOritioa.  Inc^  638  F. 
Supp.  556.  562  (WDJ4.Y.  1886).  Thus, 
the  seizure  and  condemnation  of  a  book 
that  mishrands  a  product  is  not  a 
violation  of  the  first  amendment,  even 
though  in  another  context  the  book 
might  be  protected.  See  United  States  v. 
8  Cartons,  Containing  Plantation  The 
Original  etc  Molasses,  103  F.  Supp. 
626,  628  (WX>.N.Y.  1951);  United  States 
V.  Articles  of  Drug.  32  FJLD.  32. 35  (SJ). 
Ill  1963).  "It  is  the  product  and  the 
maniier  in  which  the  product  is 
marketed  which  is  said  to  be  illegal," 
rather  than  the  speech  itselL  General 
Nutrition,  638  F.  Supp.  at  562.  A 
prohibition  on  seUing  a  misbrandad 
prodxict  restrains  the  violative  act  of 
selling,  not  speech  itself.  Kellogg  Co.  v. 
Mattox,  763  F.  Supp.  1369,  1381  (N.a 
Tex.  1991)  (construing  Texas  food  and 
drug  law),  afTd  without  opinion,  940 
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F.2d  1530  (5th  Cir.  1991).  "The 
substantial  government  interest  in  the 
goals  of  the  Act  justiflies]  this  extremely 
narrow  encroachment"  on  speech. 
General  Nutrition,  638  F.  Supp.  at  562. 
Indeed,  where  certain  claims  misbrand 
a  product,  "(a)  requirement  that  the 
claims  be  removed,  in  order  to  sell  the 
product,  is  certainly  less  restrictive  than 
a  flat  prohibition  of  the  sale  of  the 
product."  Kellogg.  763  F.  Supp.  at  1381. 

With  the  provisions  of  the  1990 
amendments  that  govern  nutrient 
content  claims.  Congress  sought  to  put 
an  end  to  the  proliferation  of  confusing 
and  contradictory  nutrient  content 
claims.  136  Congressional  Record 
S16610  (Oct.  24, 1990)  (statement  of 
Sen.  Hatch);  136  Congressional  Record 
H5840  (July  30, 1990)  (statement  of  Rep. 
Waxman).  In  order  to  assist  consumers 
in  improving  their  eating  habits. 
Congress  devised  a  scheme  to  ensure 
that  nutrient  content  claims  in  food 
labeling  will  help  consumers  to  make 
good  nutrition  choices,  not  mislead 
them.  136  Congressional  Record  Hi 2954 
(Oct.  26, 1990)  (statement  of  Rep. 
Moakley):  136  Congressional  Record 
S16609  (Oct.  24, 1990)  (statement  of 
Sen.  Mitchell).  Under  this  scheme,  only 
those  claims  that  FDA  has  deflned  by 
regulation,  see  section  343(r)(2)(A)(i)  of 
the  act,  or  approved  pursuant  to  a 
petition,  see  section  343(r)(4)(A),  are 
permitted,  and  a  food  that  bears  an 
unapproved  nutrient  content  claim  is 
misbranded.  Since  FDA  case  law  makes 
clear  that  a  label  statement  that 
misbrands  a  food  product  is  not  subject 
to  first  amendment  protection,  an 
unapproved  nutrient  content  claim  on  a 
food  label  would  not  be  protected 
speech.  See  United  States  v.  General 
Nutrition.  Inc.,  638  F.  Supp.  556.  562 
(W.D.N. Y.  1986);  United  States  v. 
Articles  of  Food  *  *  *  Clover  Club  Potato 
Chips.  67  F.R.D.  419,  424  (D.  Idaho 
1975);  United  States  v.  8  Cartons. 
Containing  Plantation  The  Original  etc. 
Molasses,  103  F.  Supp.  626, 628 
(W.D.N.Y.  1951);  United  States  v. 
Articles  of  Drug.  32  F.R.D.  32,  35  (S.D. 
111.  1963). 

Congress  considered  existing  labeling 
practices  to  be  harmful  to  the  public 
because  of  the  "confusing"  and 
"misleading"  nutrient  content  claims 
made  by  many  manufacturers.  136 
Congressional  Record  H12954  (Oct.  26. 
1990)  (statement  of  Rep.  Moakley):  see 
also  136  Congressional  Record  H5843 
(July  30. 1990)  (statement  of  Rep. 
Madigan):  cf.  Ohralik.  436  U.S.  at  456 
("ITjhe  State  does  not  lose  its  power  to 
regulate  commercial  activity  deemed 
harmful  to  the  public  whenever  speech 
is  a  component  of  that  activity."). 
Congress  dealt  with  this  problem  by 


crafting  a  system  to  permit  certain 
useful  information  to  appear  on  the  food 
label,  while  ensuring  that  the 
information  is  not  misleading.  136 
Congressional  Record  HI 2954  (Oct.  26. 
1990)  (statement  of  Rep.  Moakley):  136 
Congressional  Record  S16609  (Oct.  24, 
1990)  (statement  of  Sen.  Mitchell). 
Congress  considered  these  restrictions 
on  speech  necessary  to  further  the 
government's  interest  in  ensuring  that 
nutrient  content  claims  on  food  labeling 
would  not  mislead  consumers.  The 
government's  action  in  regulating  the 
food  label  does  not  offend  the  first 
amendment  simply  because  speech  is 
involved.  Ohralik.  436  U.S.  at  456.  The 
case  law  establishes  that  FDA's  power  to 
regulate  the  food  label  derives  from  its 
broad  regulatory  powers  over  food,  and 
these  regulations  are  valid  under  the 
limited  scrutiny  that  has  been  afforded 
restrictions  on  speech  under  extensive 
regulatory  schemes  involving  areas  of 
economic  activity.  See  SEC  v.  Wall 
Street  Publishing  Institute.  851  F.2d  at 
372-73;  see  also  Dun  &  Bradstreet.  Inc. 
V.  Greenmoss  Builders.  472  U.S.  749, 
758  n.5  (1985);  Ohralik  v.  Ohio  State 
Bar  Association,  436  U.S.  447,  456 
(1978). 

295.  Many  comments  argued  that 
labeling  is  commercial  speech,  and  that 
restrictions  placed  on  it  must  pass  the 
tests  enunciated  by  the  Supreme  Court 
in  cases  involving  commercial  speech. 
Unlike  "advertising  pure  and  simple," 
Zaudererv.  Office  of  Disciplinary 
Counsel.  471  U.S.  626.  637  (1985), 
labeling  does  not  fall  clearly  within  the 
bounds  of  commercial  speech.  The 
agency  does  not  consider  it  necessary 
for  first  amendment  analysis,  however, 
to  determine  whether  or  not  food 
labeling  fits  the  definition  of 
commercial  speech.  See  SEC  v.  Wall 
Street  Publishing  Institute.  851  F.2d  at 
372.  Rather,  iho  agency  considers 
labeling  on  foods  to  form  "a  distinct 
category  of  communications  in  which 
the  Government's  power  to  regulate  is  at 
least  as  broad  as  with  respect  to  the 
general  rubric  of  commercial  speech." 
SEC  v.  Wall  Street  Publishing  Institute. 
851  F.2d  at  373.  Nonetheless, 
recognizing  that  at  least  one  court  has 
categorized  labeling  as  commercial 
speech.  General  Nutrition.  638  F.  Supp. 
at  562.  FDA  agrees  that  labeling  should 
certainly  be  considered  closer  to 
commercial  speech  than  to  "pure" 
speech. 

Even  if  labeling  is  analyzed  as 
commercial  speech,  these  regulations  do 
not  violate  the  first  amendment.  First, 
speech  that  is  misleading  is  not 
protected  and  may  be  prohibited. 
Central  Hudson  Gas  Br  Electric  Corp.  v. 
Public  Service  Commission,  447  U.S. 


557.  563-564  (1980).  Secondly,  speech 
that  is  only  potentially  misleading  may 
be  restrictect.  so  long  as  the  restrictions 
directly  advance  a  substantial 
governmental  interest  and  are  no  more 
extensive  than  necessary  to  serve  that 
interest.  Central  Hudson.  447  U.S.  at 
566.  These  regulations  govern  a  kind  of 
speech  that  is  inherently  misleading  and 
that,  in  Congress'  judgment,  has  been 
used  to  mislead  the  American  public  for 
years:  Unregulated,  nonstandardized 
nutrient  content  claims  on  the  food 
label.  However,  even  if  such  claims  are 
considered  only  potentially  misleading, 
the  regulations  pass  the  test  enunciated 
in  Central  Hudson. 

Commercial  speech  receives  only 
limited  protection  under  the  first 
amendment.  See.  e.g..  Bolger  v.  Youngs 
Drug  Products  Corp.,  463  U.S.  60. 64- 
65  (1983).  For  commercial  speech  to  be 
protected,  it  must  concern  lawful 
activity  and  not  be  misleading.  Central 
Hudson.  447  U.S.  at  563-64.  The 
Supreme  Court  has  recognized  that 
restrictions  on  commercial  speech  may 
be  appropriate  to  prevent  deception. 
Virginia  State  Board  of  Pharmacy  v. 
Virginia  Citizens  Consumer  Council, 
425  U.S.  748,  771  n.24  (1976).  These 
regulations  will  have  the  effect  of 
ensuring  that  the  nutrition  claims  that 
appear  in  food  labeling  are  not 
misleading.  See  American  Frozen  Food 
Institute  v.  Mathews.  413  F.  Supp.  548, 
555  (D.D.C.  1976).  aff'd.  555  F.2d  1059 
(D.C.  Cir.  1977)  (because  FDA  regulation 
was  based  on  the  agencyls  conclusion 
that  "labeling  which  fails  to  meet  the 
requirements  of  the  regulation  is 
misleading  or  otherwise  not  in 
compliance  with  the  act."  the  regulation 
did  not  violate  the  first  amendment). 

The  Supreme  Courtlias  labeled  as 
misleading — and  thus  not  protected — 
both  speech  that  is  inherently  likely  to 
deceive  and  that  which  "experience  has 
proved  *  •  *  is  subject  to  abuse."  In  re 
R.M.J..  455  U.S.  191.  203  (1982).  For 
example,  in  Friedman  v.  Rogers,  440 
U.S.  1, 14-15  (1979),  the  Court  held  that 
Texas  could  prohibit  the  use  of  trade 
names  by  optometrists  where  there  was 
a  history  of  deception  and  abuse  of  the 
public.  See  also  Ohralik  v.  Ohio  State 
Bar  Association.  436  U.S.  447.  468 
(1978)  (upholding  State  bar's  rules 
against  in-person  solicitation  where 
there  was  an  inherent  potential  for 
abuse^nd  prophylactic  regulation  was 
needed). 

By  enacting  the  1990  amendments. 
Congress  sought  to  ensure  that  food 
labeling,  including  express  and  implied 
nutrient  content  claims,  would  be 
accurate,  uniform,  and  "based  on 
science."  136  Congressional  Record 
S16610  (Oct.  24. 1990)  (statement  of 
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Sen.  Hatch).  With  respect  to  nutrient 
content  daims,  the  principal  problem 
that  Congress  sought  to  correct  was  the 
use  of  ambiguous,  undefined  claims  like 
"light"  and  -lowr  See,  e.g.,  136 
Congressional  Record  H5840  {July  30. 
1990)  (statement  of  Rep.  Waxman). 
Experience  had  shown  that  consumers 
were  being  misled  because  these  terms 
were  being  used  differently  by  different 
manufacturers.  Id.-,  136  Congressional 
Rea)rd  H12,  953-954  fOct.  26. 1990) 
(statement  of  Rep.  Madigan).  Cor\gress 
recognized  that  consumers  were  being 
hampered  in  their  attempts  to  achieve  a 
healthy  diet  by  confusiT^  implied 
nutrient  content  claims  like  "light."  136 
Congressional  Record  Hi  2954  (OcL  26, 
1990)  (statement  of  Rep.  Moakley). 

Because  of  the  misleading  character  of 
unregulated,  nonstandardized  nutrient 
content  claims.  Congress  legislated  that 
any  claim  that  Is  not  consistent  with 
FDA  reflations  misbrands  a  food. 
Section  403(r)l2MA)(iJ  of  the  act  states 
that  a  food  is  misbranded  if  its  label  or 
labeling  contsuns  a  claim  that  "expressly 
or  by  implication  *  *  •  characterizes  the 
level  of  any  nutrient  *  *  *  of  the  food 
unless  the  claim"  complies  with 
regulations  promulgated  by  FDA 
(emphasis  added).  Sectioa  403(r)(l)(A) 
of  the  act.  By  taking  this  approach. 
Congress  chose  to  permit  only  those 
nutrient  content  claims  that  FDA 
defines  or  approves,  effectively 
recognizing  that  uuregulated  cJaims 
mislead  the  public. 

Particular  attributes  of  unregulated 
nutrition  claims  on  die  food  label  make 
them  inherently  misleading.  Because 
nutrition  claims  are  of  great  importance 
to  the  public  they  have  a  greater 
potential  to  be  deceptive: 
Representations  relatirtg  a  product  to  an 
issue  of  public  concern  as  a  means  to 
induce  puriiiases  may  take  on 
exaggerated  importance  in  the  public 
mind  and  thus  be  more  likely  to 
mislead.  FTC  v.  Pharmtecb  Research, 
Inc.,  576  F.  Supp.  294.  301  (D.D.C.  1983) 
(advertisemeiUs  for  food  supplument 
were  misleading  where  they  "played  on 
the  average  consumer's  well-founded 
fear  of  cancer").  In  addition,  nutrient 
conteol  claims  on  food  labeling  are 
difficult  for  consumers  to  verify 
independently.  See  American  Home 
Products  v.  FTC.  695  F.2d  681. 698  {3d 
Cir.  1982);  cf.  Peel  v.  Attorney  Reg.  & 
Disciplinary  Commission,  496  U.S.  91. 
110  S.  Ct.  2281,  2288  (1990)  (a  lawyer's 
certification  is  a  "verifiable  fact"*). 
Finally,  consumers  place  great  reliance 
on  the  portions  of  the  food  label  that 
they  believe  to  be  regulated  by  the 
Government.  FDA's  1990  Health  and 
Diet  Survey.  Division  of  Consumer 
Studies.  CFSAN.  Unapproved  nutrient 


content  claims  that  consumers  assume 
to  be  consistent  with  government 
regulations  are  therefore  more  likely  to 
be  misleading.  "Pervasive  Govenunent 
reflation  *  *  *  and  consumer 
expectations  about  such  regulation, 
create  a  climate  in  which  questionable 
claims  *  *  *  have  all  the  more  power  to 
mislead."  American  Home  Pmducis  v. 
FTC,  695  F.2d  at  697. 

296.  Many  conunents  argued  that 
nutrient  content  claims  are  only 
potentially  misleading,  pointing  out  that 
the  Government  may  not  absolutely 
prohibit  potentially  misleading  speech 
if  it  can  also  be  presented  in  a 
nondeceptive  way.  Peei  v.  Attorney 
Registratioo  £r  Discipliaary  Comm  'n, 
110  S.  CL  2281.  2287  (1990);  la  re 
R.M.J,  455  U.S.  191,  203  (1982).  The 
preferred  remedy  for  potentially 
misleading  speech,  these  comments 
stress,  is  not  a  prohibition  but  a 
requirement  of  disclaimers  or 
explanation.  In  re  RMJ^  455  U.S.  at  203 
(citing^tes  v.  State  Bar  of  Arizona.  433 
U.S.  350,  375  {1977D;  see  also  Peel.  110 
S.  CL  at  2292  {referring  to  'Itjhe 
presumption  favoring  disclosure  over 
concealinent").  Comments  argued  that 
given  the  constitutionally  based 
preference  for  more  spe^::h,  rather  than 
less,  FDA  should  require  disclaimers  or 
explanations  rather  than  prohibiting 
unapproved  claims. 

Even  if  unregulated  nutrition  claims 
are  considered  only  potentially 
misleading,  rather  than  actually  or 
inherently  misleading,  these  regulations 
are  constitutional.  The  government  may 
place  restrictions  on  commercial  speech 
that  is  merely  potentially  misleading. 
Such  restrictions  must  directly  advance 
a  substantial  governmental  interest  and 
be  no  more  extensive  than  necessary  to 
.serve  that  interest.  Ceatral  Hudson  Gas 
&  Electric  Corp.  v.  Public  Service 
Commission,  447  U.S.  557. 566  (1980). 
These  regulations  pass  that  test. 

First,  the  government's  interest  is 
clearly  substantial.  TY\e  1990 
amendments  and  these  regulations  seek 
to  ensure  that  consumers  have  access  to 
nutrition  information  that  is  truthful, 
reliable,  understandable,  scientifically 
valid,  and  not  misleading.  This 
information  will  enable  consumers  to 
make  more  healthful  food  choices.  The 
Supreme  Court  has  recognized  "the 
health,  safety,  and  welfare  of  *  *  * 
citizens'*  as  a  substantial  government 
interest.  Posadas  de  Puerto  Rico 
Associates  v.  Tourism  Co.,  478  U.S.  328, 
341  (1986).  Moreover,  consumers  have  a 
first  amendment  interest  in  obtaining 
information  on  which  to  base  a  decision 
whether  to  buy  a  product,  and  this 
interest  is  "served  by  insuring  that  the 
inforaution  is  not  false  or  deceptive." 


National  Commission  xyn  Egg  Nutrition 
V.  FTC.  570  F.2d  157, 162  (7th  Cir. 
1977).  cerL  denied.  439  U.S.  821  {1978) 
"The  fact  that  health  is  involved 
enhances  the  interests  of  both 
consumers  and  the  public  in  being 
assured  'that  the  stream  of  commercial 
iniormation  Bowls]  cleanly  as  well  as 
freely.'"  Id.  (quoting  Virginia  State 
Board  of  Pbarmacy.  425  U.S.  at  772); 
American  Home  Products.  605  F.2d  681. 
714.  Moreover.  FDA  is  implemerUing 
legislation  whose  purpose  is  "essential 
if  the  consumer  is  to  obtain  reasonable 
information  regarding  *  *  *  the  foods  be 
buys.".  American  Frozen  Food  Institmte 
V.  Mathews.  A13  F.  Supp.  548.  553 
(D.DXL  1976).  aifd.  555  F.2d  t059  ID.C. 
Cir,  19771 

Secondly,  the  regulations  directly 
advance  the  government  intaresL  Under 
the  1990  amendments  and  these 
regulations.  FDA  will  define  a  nutrient 
content  cbim  by  fegulalion  cr  make  an 
administrative  determination  that  a 
suggested  claim  is  synonymous  with  a 
previously  defined  claim  before 
permitting  the  claim  to  be  used.  la  this 
way.  the  regulations  will  ensure  that 
such  claims  are  consistent, 
understandable,  and  do  not  confuse  or 
mislead  consumers.  The  regulatory 
scheme  will  also  encourage  companies 
to  provide  consumers  with  information 
that  will  enable  them  to  improve  their 
diets.  There  is  an  "immediate 
connection."  Central  Hudson.  447  VS. 
at  569.  between  nutrient  content  claims 
on  food  labels  and  consumers'  food 
choioes. 

Finally,  these  regulations  are  no  more 
extensive  than  necessary  to  serve  the 
Government's  interest  Under  Board  of 
Trustees  v.  Fox.  regulations  that  are 
narrowly  tailored  to  serve  the 
Government's  interest  will  meet  this 
prong  of  the  Central  Hudson  test  109  5. 
a.  3028.  3032-35  (1989).  Narrow 
tailoring  requires  a  reasonable  fH 
between  regulatory  ends  and  means: 
'T4ot  necessarily  the  single  best 
disposition  but  one  whose  scope  is  'in 
proportion  to  the  interest  served.'"  Id.  at 
3035;  see  also  Ward  v.  Rock  Against 
Racism.  109  S.  Q.  2746. 2758  (1989)  (a 
regulation  is  narrowly  tailored  if 
Government  interest  would  be  achieved 
less  effectively  without  the  regulation). 
These  regulations  reasonably  and 
effectively  ensure  that  nutrient  content 
claims  on  food  labels  will  be 
informative,  consistent,  and  not 
misleading.  Thus,  they  meet  the  third 
prong  of  the  Ceatral  Hudson  test  and  do 
not  violate  the  first  amendment. 

FDA  recognizes  that  the  Government 
may  not  absolutely  prohibit  potentially 
misleading  iniormation  if  the 
information  can  also  be  presented  in  a 
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nondeceptive  way.  See  In  re  R.M.J.,  455 
U.S.  191.  203  (1982).  The  agency  further 
-acknowledges  that  the  preferred  remedy 
for  potentially  misleading  speech  is  a 
disclaimer  or  explanation  rather  than  a 
prohibition.  Consequently,  these 
regulations  impose  only  those 
restrictions  that  are  necessary  to  ensure 
that  nutrient  content  claims  are 
presented  in  a  nondeceptive  way. 
Conceding  for  the  sake  of  ailment  that 
some  unapproved  claims  are  only 
potentially  misleading,  FDA  has  not 
outlawed  the  information  conveyed  by 
such  claims;  instead,  the  agency  has 
prescribed  that  the  information  be 
presented  in  standardized  form,  using 
uniform,  terms  defined  by  the  agent^, 
so  that  consumers  will  not  be  misled. 

297.  Some  comments  argued  that 
nutrient  content  claims,  which  help 
consumers  to  achieve  healthy  eating 
habits,  convey  information  of  general 
interest  about  nutrition  and  health. 
Thus,  the  comments  argued,  nutrient 
content  claims  are  "pure"  speech,  not 
commercial  speech,  and  as  such  are 
entitled  to  full  first  amendment 
protection. 

FDA  disagrees  with  these  comments. 
As  discussed  above,  FDA  believes 
nutrient  content  claims  belong  to  a 
distinct  category  of  communications  in 
which  the  government's  power  to 
regulate  is  broad.  Under  the 
comprehensive  Federal  scheme  for  the 
regulation  of  food  and  drugs,  the 
Government  has  authority  to  impose 
incidental  restrictions  on  food  labeling, 
including  nutrient  content  claims.  As 
between  commercial  speech  and  "pure" 
speech,  however,  FDA  believes  nutrient 
content  claims  should  be  categorized  as 
commercial  speech.  Labeling  statements 
on  food  products  intended  for  sale 
would  clearly  appear  in  the  context  of 
a  commercial  transaction  and  would 
"propose"  such  a  transaction.  See 
Bolger  V.  Youngs  Drug  Products,  463 
U.S.  60,  66, 103  S.  a.  2875.  2880  (1983); 
Central  Hudson  Gas  v.  Public  Service 
Commission,  447  U^.  557,  562  n.S.  100 
S.  Q.  2343,  2349  n.S  (1980).  A  label  is 
not  entitled  to  the  protection  due 
noncommercial  speech  simply  because 
it  relates  to  an  issue  of  broad  public 
interest.  See  Board  of  Trustees  v.  Fox, 
109  S.  Ct  3028.  3032  (1989);  Bolger.  463 
U.S.  at  68. 103  S.  Q.  at  2881;  Central 
Hudson,  447  U.S.  at  562  n.S,  100  S.  a. 
at  2349  n.S.  In  determining  whether  the 
statements  on  a  label  are  pure  speech, 
it  is  irrelevant  that  they  might  be 
considered  protected  in  other  contexts. 
See  Zaudererv.  Office  of  Disciplinary 
Counsel,  471  U.S.  626.  637  n.7, 105  S. 
Ct.  2265,  2274  n.7  (1985).  Just  as 
informational  pamphlets  were 
considered  conunerda)  speech  in 


Bolger,  so  too  nutrient  content  claims  on 
food  labels,  as  between  pure  speech  and 
commercial  speech,  should  be 
considered  commercial  speech.  See 
Bolger.  463  U.S.  at  66-68. 103  S.  Ct.  at 
28S-81. 

298.  Several  comments  argued  that 
the  requirement  that  nutrient  content 
claims  be  approved  by  FDA  before  they 
may  be  used  places  an  unconstitutional 
prior  restraint  on  expression.  The 
agency,  the  comments  reasoned,  would 
be  banning  speech  not  previously 
determined  to  be  false  or  misleading. 
The  speech  would  remain  banned  until 
the  agency  defined  the  term  at  issue. 
Some  comments  further  complained 
that  the  petition  process  is  too 
burdensome.  Citing  Space  Age  Products 
V.  Gilliam,  488  F.  Supp.  775  (D.  t)el. 
1980),  one  comment  argued  that  "the 
public  has  an  interest  in  minimizing  the 
frequency  and  duration  of  erroneously 
imposed  prior  restraints  on  commercial 
speech."  Id.  at  784.  This  Interest, 
according  to  Gilliam,  mandates  narrow 
tailoring  of  prior  restraints  on 
commercial  speech  and  "such 
traditional  safeguards  with  respect  to 
these  restraints  as  are  not  inconsistent 
with  its  ability  to  achieve  its  important 
and  legitimate  objectives."  Id. 

The  Supreme  Court  has  said  that 
because  commercial  speech  is  not  easily 
chilled,  the  heavy  presumption  against 
prior  restraints  may  not  apply  to 
commercial  speech.  Virginia  State 
Board  of  Pharmacy.  425  U.S.  at  772 
n.24.  The  Court  has  repeated  its  position 
on  this  subject  since  Space  Age 
Products  was  decided.  In  Central 
Hudson,  the  Court  remarked  that  the 
State  could  have  required  that  ads  for 
electricity  be  approved  by  the  state 
before  being  used  and  reiterated  that 
traditional  prior  restraint  doctrine  may 
not  apply  to  commercial  speech.  Central 
Hudson,  447  U.S.  at  571  n.  13. 

Even  assuming  for  the  sake  of 
argument  that  the  presumption  against 
prior  restraints  does  apply  to 
commercial  expression,  the  agency 
believes  that  its  regulations  are 
constitutional  because,  as  discussed 
more  fully  above,  they  limit  only  speech 
Congress  has  already  determined  to  be 
misleading.  This  speech  is  therefore 
unprotected.  See  American  Frozen  Food 
Institute  v.  Mathews.  413  F.  Supp.  548, 
555  (D.D.C.  1976),  aff'd.  555  F.2d  1059 
(D.C.  Cir.  1977)  (FDA  regulation  based 
on  agency's  conclusion  that  labeling 
that  fails  to  meet  the  requirements  of  the 
regulation  is  misleading  or  otherwise 
not  in  compliance  with  the  act  was  not 
unconstitutional  prior  restraint).  In 
addition,  the  regulatory  scheme 
incorporates  procedural  safeguards  that 
provide  for  a  prompt  determination  of 


whether  a  particular  claim  is 
permissible.  The  agency  is  required  to 
act  on  nutrient  content  claim  petitions 
expeditiously.  See  section  403(r)(4](A) 
of  the  act. 

299.  Some  comments  argued  that  the 
requirement  that  the  proponent  of  an 
undefined  claim  submit  a  petition  for  its 
approval  unconstitutionally  shifts  the 
burden  of  distinguishing  misleading  and 
nonmisleading  speech  from  the 
Government  to  the  speaker.  See 
Zauderer  v.  Office  of  Disciplinary 
Counsel,  471  U.S.  626,  646  (1985).  Even 
a  showing  that  the  speech  has  the 
potential  to  mislead  does  not  allow  the 
Government  to  shift  that  burden,  one 
comment  contended,  citing  Peel  v. 
Attorney  Registration  Br  Disciplinary 
Comm'n.  110  S.  Ct.  2281,  2292  (1990). 

As  discussed  above,  the  Government 
has  met  its  burden  of  showing  that  the 
speech  being  restricted  is  misleading. 
Congress  made  specific  findings  that 
both  nutrient  content  claims  in  general 
and  particular  terms,  such  as  "light," 
have  misled  the  public.  See,  e.g.,  136 
Congressional  Record  H5840  (July  30, 
1990)  (statement  of  Rep.  Waxman);  id.  at 
H5843  (statement  of  Rep.  Cooper);  136 
Cong.  Rec.  S16609  (Oct.  24,  1990) 
(statement  of  Sen.  DeConcini).  In 
addition,  the  comment  misconstrues 
Peel:  In  that  case,  the  Supreme  Court 
said  that  a  mere  potential  to  mislead  did 
not  justify  prohibition  of  the  speech  at 
issue.  The  Court  did  not  say  that  the 
Government  could  not.  based  on  a 
showing  that  a  particular  kind  of  speech 
had  the  potential  to  mislead  the  public, 
require  preapproval  of  the  speech. 

300.  Some  comments  suggested  that 
the  nutrient  content  claims  regulations 
are  unconstitutionally  overbroad 
because,  according  to  the  comments,       j 
they  reach  a  substantial  amount  of 
protected  speech. 

FDA  disagrees.  As  discussed  in  detei) 
elsewhere  in  this  document,  these 
regulations  are  narrowly  tailored  to 
meet  a  substantial  government  interest 
and  do  not  "sweep!)  within  (their) 
prohibitions  what  may  not  be  punished 
under  the  First  *  *  *  Amendmenll)." 
Groyned  v.  City  of  Bockford.  408  U.S. 
104, 115  (1972).  In  any  event,  it  is 
doubtful  that  the  overbreadth  doctrine 
would  apply  to  these  regulations, 
particularly  if  they  were  considered  to 
regulate  commercial  speech,  because  the 
overbreadth  doctrine  does  not  apply  to 
commercial  speech.  Village  of  Hoffman 
Estates  v.  Flipside.  Hoffman  Estates, 
Inc.,  455  U.S.  489,  497  (1982);  Central 
Hudson,  447  U.S.  at  565  n.8. 

301.  One  comment  cited  several  lower 
court  decisions  involving  food  labeling 
and  the  first  amendment  to  support  its 
argument  that  these  regulations  ara 
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unconstitutional.  Lever  Bros.  v.  Maurer. 
712  F.  Supp.  645  (S.D.  Ohio  1989); 
Taylor  Wine  Co.  v.  Department  of  the 
Treasury.  509  F.  Supp.  792  (D.D.C. 
1981);  American  \feat  Inst.  v.  Ball.  424 
F.  Supp.  758  fVV.D.  Mich.  1976); 
Anderson.  Clayton  &  Co.  v.  Washington 
State  Dep't  ofAgric.  402  F.  Supp.  1253 
(WD.  Wash.  1975). 

FDA  disagrees  with  the  comment's 
interpretation  of  these  cases.  Anderson. 
which  predated  Virginia  Pharmacy  and 
the  Supreme  Court's  other  commercial 
speech  cases,  struck  down  a  State  law 
prohibiting  use  of  dairy  terms  in  the 
advertising  of  margarine.  The  court 
mistakenly  applied  strict  scrutiny  to  the 
statute,  holding  that  the  State  must 
show  a  compelling  government  interest 
to  justify  restrictions  on  speech.  402  F. 
Supp.  at  1257  (emphasis  added).  As 
discussed  above,  under  current 
Supreme  Coiul  jurisprudence  the 
Government  need  only  demonstrate  a 
substantial  interest  in  regulating 
potentially  misleading  speech.  Central 
Hudson.  447  U.S.  at  564.  If  the  speech 
is  actually  or  inherently  misleading,  it 
may  be  prohibited  or  restricted  on  that 
basis  alone.  See  Peel.  110  S.  Q.  at  2292- 
93;  In  re  R.M.!..  455  U.S.  at  203. 

In  Lever  Bros.  v.  Afaurer.  which 
involved  a  similar  statute  prohibiting 
the  use  of  "butter"  in  advertising  for 
products  intended  as  imitations  of  or 
substitutes  for  butter,  the  court  held  that 
prohibition  of  the  term  "butter"  without 
regard  for  whether  the  term  was  used  in 
a  misleading  way  violated  the  first 
amendment.  712  F.  Supp.  at  652-653. 
Here.  Congress  has  already  found  the 
labeling  practices  at  issue  to  be 
misleading.  In  addition,  here  the 
Government's  interest  is  not  merely  in 
accuracy,  but  also  in  uniformity. 
Standardizing  the  nutrition  information 
that  appears  in  food  labeling,  including 
nutrient  content  claims,  will  make  it 
easier  for  consumers  to  find, 
understand,  and  compare  the 
information  they  need  to  make  healthy 
eating  choices.  No  such  government 
interest  was  present  in  Lever  Bros. 

Taylor  Wine  is  also  inapposite.  That 
case  involved  a  regulatory  scheme  that 
required  preapproval  of  wine  labeling. 
The  challenge  was  not  to  the 
preapproval  requirement  itself,  as  here, 
but  to  the  agency's  refusal  to  approve  a 
claim  that  it  had  conceded  would  not 
confuse  or  mislead  consumers  of  the 
plaintiffs'  wines.  509  F,  Supp.  at  795.  In 
addition,  the  agency  had  conceded  that 
the  claim,  which  used  the  term  "light." 
met  the  requirements  established  by  the 
agency  for  use  of  that  term.  Id.  at  793. 
Under  the  regulatory  scheme  at  issue 
here.  FDA  will  allow  use  of  terms 


defined  by  FDA  in  nutrient  content 
claims  without  preapproval. 

Finally,  in  American  Meat  Institute. 
there  was  no  first  amendment  challenge 
to  the  legislation  at  issue;  rather,  the 
first  amendment  was  used  to  uphold  the 
legislation  against  a  preemption 
argument.  The  challenged  legislation 
required  meat  producers  whose 
products  did  not  meet  Michigan 
standards  to  notify  Michigan  consumers 
of  that  fact.  The  court  upheld  the  law  in 
part  on  the  basis  of  the  consumers'  first 
amendment  right  to  receive  information. 
424  F.  Supp.  at  769.  The  court  further 
found  that  the  State  had  a  strong  interest 
in  consumer  education  and  protection 
and  suggested  that  striking  down  the 
statute  might  limit  the  State's 
communications  with  its  citizens  in 
violation  of  the  first  amendment.  Id.  at 
767.  The  court  said  that  the  first 
amendment  question  that  would  arise  if 
the  Michigan  law  were  preempted 
provided  additional  support  for  its 
holding  that  the  notices  required  by  the 
State  were  not  "labeling"  as  defined  in 
the  Federal  Wholesome  Meat  Act  (21 
use.  678).  Id.  at  769.  Thus,  far  fit)m 
serving  to  undermine  the  nutrient 
content  claim  regulations,  American 
Meat  Institute,  if  anything,  supports 
them,  since  it  recognizes  consumers' 
strong  interest  in  receiving  accurate, 
useful  information  about  food  and  the 
government's  strong  interest  in  ensuring 
that  such  information  will  be  provided. 

302.  A  number  of  comments  argued 
that  the  rule  prohibits  certain 
nonmisleading  uses  of  particular  terms 
("fresh"  or  "light")  and  types  of  claims 
(comparative  statements  or  amount 
statements),  and  that  such 
nonmisleading  uses  cannot 
constitutionally  be  prohibited. 

FDA  disagrees  with  the  premise  of 
these  comments.  As  explained  more 
fully  above.  Congress  found  that  the 
unregulated  use  of  undefined  nutrient 
content  claims  is  inherently  and 
actually  misleading.  This  final  rule 
allows  use  of  the  referenced  terms  and 
types  of  claims,  but  only  in  ways  that 
will  inform  the  public  rather  than 
mislead  it.  The  agency's  response  to.  the 
comments'  suggestions  concerning 
particular  terms  and  types  of  claims  can 
be  found  elsewhere  in  this  document. 

303.  Two  comments  contended  that 
with  respect  to  certain  types  of  nutrient 
content  claims.  FDA  should  use  its 
authority  under  section  403(a)(1)  of  the 
act  to  regulate  false  and  misleading 
claims  on  a  case-by-case  basis,  rather 
than  issuing  regulations  under  the  1990 
amendments.  Specifically,  the 
comments  argued  that  statements  of  the 
amount  or  percentage  of  nutrients  in 
foods  (e.g..  "contains  160  mg  sodium") 


and  certain  ingredient  claims  that  FDA 
has  classified  as  implied  nutrient 
content  claims  (e.g..  "high  in  oat  bran") 
should  be  regulated  under  section 
403(a)(1)  of  &e  act  rather  than  under  the 
1990  amendments. 

FDA  disagrees.  Congress  enacted  the 
1990  amendments  because  it  found  that 
existing  law  was  insufficient  to  protect 
consumers  from  misleading  food 
labeling  practices.  While  FDA  could 
have  regulated  deceptive  nutrient 
content  claims,  including  ingredient 
and  amount  claims,  under  section 
403(a)(1)  of  the  act,  Congress  considered 
FDA's  authority  to  do  so  unclear  and  in 
need  of  strengthening.  H.  Rept.  101-538. 
lOlst  Cong.,  2d  sess.  7  (1990). 
Consequently.  Congress  passed  new 
legislation  directing  FDA  to  issue  new 
regulations  that  would  ciub  deceptive 
food  labeling.  Congress  specifically 
authorized  FDA  to  issue  regulations 
governing  amount  claims,  see  section 
3(b)(l)(A)(iv)  of  the  1990  amendments, 
and  also  provided  more  generally  for  the 
issuance  of  regulations  limiting  the  use 
of  claims  that  expressly  or  by 
implication  characterize  the  level  of  a 
nutrient  required  to  be  on  the  food  label. 
See  section  403(r)(l)(A)  of  the  act.  A 
claim  that  a  food  contains  an  inpedient 
associated  with  a  particular  nutrient  by 
implication  characterizes  the  level  of 
that  nutrient. 

It  is  entirely  appropriate  for  FDA  to 
regulate  ingredient  and  amount  claims 
under  the  new  regulations,  which 
specifically  target  these  claims,  rather 
than  under  section  403(a)(1)  of  the  act; 
indeed,  FDA  had  no  choice  but  to  do  so. 
given  the  congressional  mandate. 
Moreover,  the  regulations  themselves 
are  narrowly  tailored  and  do  not 
prohibit  nondeceptive  speech. 

304.  Some  comments  asserted  that 
FDA  should  not  prohibit  the  use  of 
undefined  terms  and  should  allow 
synonyms  of  FDA-defined  terms  as  long 
as  the  sjTionyms  meet  the  standard  for 
the  defined  term. 

Section  403(r)(2)(A)(i)  of  the  act  states 
that  nutrient  content  claims  may  be 
made  only  if  the  characterization  of  the 
level  made  in  the  claim  uses  terms 
which  are  defined  in  regulations  by  the 
Secretary  (and  FDA.  by  delegation).  This 
rule  also  applies  to  synonyms.  See 
section  3(b)(1)(A)  of  the  1990 
amendments.  As  disqussed  above. 
Congress  was  concerned  about  the 
proliferation  of  confusing  and 
conflicting  nutrient  content  claims: 
hence,  it  sought  uniformity  on  the  food 
label.  Allowing  unapproved  terms  and 
synonyms  would  undermine  that  goal. 
The  petition  process  provided  for  in 
new  §  101.69  allows  anyone  who  wishes 
to  suggest  both  new  terms  and 
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synonyms  of  already-defined  terms.  In 
light  of  Congress'  findings  and  the 
ovailability  of  the  petition  process  to 
expand  the  vocabulary  of  nutrient 
content  claims,  FDA  does  not  believe  its 
regulations  unduly  burden  expression. 

305.  One  comment  proposed  that  FDA 
permit  the  use  of  unapproved  nutrient 
content  claims  if  they  are  consistent 
with  and  explained  by  an  immediately 
adjacent  term  that  is  defined  by 
regulation.  The  comment  argued  that 
this  solution  would  cure  the  first 
amendment  infirmity  caused  by  the 
prohibition  of  unapproved  claims  yet 
would  fulfill  the  goals  of  the  1990 
amendments. 

The  agency  rejects  this  suggestion 
because  it  would  lead  to  the  same  kind 
of  inconsistent  use  of  terms  that 
Congress  wanted  to  eradicate.  For 
example,  one  company  might  use 
"lean"  as  a  synonym  for  "light,"  while 
another  might  use  it  as  a  synonym  for 
"low  fat."  Thus,  "lean"  would  be  used 
in  contradictory  ways  on  different 
products.  Such  a  result  is  not 
permissible  under  the  act.  As  discussed 
above,  the  agency  does  not  believe  that 
its  approach  is  constitutionally  infirm. 

306.  In  response  to  FDA's  request  for 
comments  as  to  whether  it  should 
define  "natural"  or  ban  such  claims 
entirely  on  the  ground  that  they  are  false 
or  misleading,  one  company  argued  that 
prohibition  of  "natural"  would  be  an 
unconstitutional  restriction  on  free 
speech.  FDA  has  decided  not  to  define 
the  term  "natural"  or  to  prohibit  its  use. 
Therefore,  this  comment  is  moot. 

307.  One  comment  asserted  that 
because  those  who  violate  the  act  are 
subject  to  criminal  prosecution,  FDA 
must  define  clearly  which  nutrient 
content  claims  are  allowable.  The 
comment  further  argued  that  a 
manufacturer  who  uses  a  term  not 
intended  as  a  nutrient  content  claim 
may  learn,  too  late,  that  FDA  so 
interprets  it  as  such. 

The  comment  seems  to  be  invoking 
the  vagueness  doctriner  which,  in  the 
first  amendment  context,  is  generally 
applied  to  strike  down  prohibitions  on 
speech  that  leave  individuals  without 
clear  guidance  on  the  type -of  speech 
that  is  prohibited.  See.  e.jj..  Village  of 
Hoffman  Estates  v.  Flipside.  Hoffman 
Estates.  Inc.,  455  U.S.  489,  498—99 
(1982);  Groyned  v.  Oty  of  Rock  ford,  408 
U.S.  104, 108  (1972).  That  is  not  the 
case  here.  Only  approved  nutrient 
content  claims  will  be  permitted  on  the 
food  label,  and  all  other  nutrient  content 
claims  will  misbrand  a  food.  It  should 
thus  be  clear  which  type  of  speech  is 
prohibited  and  which  permitted. 
Manufacturers  will  be  on  notice  that  the 


use  of  an  unapproved  nutrient  content 
claim  is  prohibited  conduct. 

As  to  tne  comment's  second  point, 
FDA  agrees  that  it  is  important  to 
consider  intent  when  determining 
whether  an  implied  nutrient  content 
claim  has  been  made.  However,  the 
agency  notes  that  intent  means  more 
than  the  manufacturer's  subjective 
intent.  "FDA  is  not  bound  by  the 
manufacturer's  subjective  claims  of 
intent  *  *  *."  National  Nutritional 
Foods  Ass'n  v.  ktathews,  557  F.2d  325. 
334  (2d  Cir.  1977).  An  article's  intended 
use  is  established  by  its  labeling, 
promotional  material,  advertising,  and 
"any  other  relevant  source."  Id.;  United 
States  v.  An  Article  *  *  *  Consisting  of 
216  Individually  Cartoned  Bottles  *  *  * 
"Sudden  Change,"  409  F.2d  734,  739 
(2d  Cat.  1969).  If  a  phrase  on  a  food  label 
meets  the  definition  of  an  implied 
nutrient  content  claim,  it  is  such  a  claim 
regardless  of  the  manufacturer's 
subjective  intent.  The  definition  of  an 
implied  nutrient  content  claim  is  clear 
from  the  statute  as  interpreted  by  the 
regulations.  See  section  403(r)(l){A)  of 
the  act;  new  §  101.13(b).  Manufacturers 
are  required  to  keep  abreast  of  changes 
in  the  law  and  are  responsible  for 
scrutinizing  their  labeling  to  determine 
whether  it  makes  nutrient  content 
claims. 

B.  The  Fifth  Amendment 

These  regulations  will  affect  some 
companies'  use  of  brand  names, 
including  names  subject  to  trademarks. 
A  brand  name  that  includes  an  FDA- 
defined  nutrient  content  claim,  such  as 
"light."  will  be  permitted  to  appear  only 
on  products  that  meet  the  regulations' 
definition  of  "light."  Brand  names  that 
include  nutrient  content  claims  that 
FDA  has  not  defined  will  not  be 
permitted  unless  they  were  in  use  before 
October  25. 1989,  the  date  the  1990 
amendments  were  reported  out  of 
committee,  or  unless  a  petition  for  their 
use  is  submitted  and  approved. 

308.  Some  comments  contended  that 
outlawing  a  brand  name  could  violate 
the  fifth  amendment.  Because  brand 
names  are  property,  banning  their  use 
could  constitute  a  taking  without  just 
compensation,  these  comments  argued. 
The  comments  suggested  that  in  keeping 
with  Executive  Order  No.  12630,  FDA 
should  conduct  a  takings  enalysis  to 
assess  whether  compensation  to  owners 
of  affected  brand  names  would  be 
appropriate.  ' 

In  its  November  27, 1991,  regulatory 
impact  analysis  (RIA),  56  FR  60856  at 
60865,  FDA  stated  that  any  alteration  of 
trade  names  required  by  the  new 
regulations  would  not  constitute  a 
taking,  and  that,  as  a  result,  no  takings 


analysis  was  necessary.  In  view  of  the 
comments  and  concerns  raised  about 
the  takings  issue,  however,  the  agency 
reconsidered  and  decided  that  it  was 
appropriate  to  conduct  a  formal  takings 
analysis  pursuant  to  Executive  Order 
No.  12630.  The  agency  has  completed 
the  takings  analysis  and  still  believes 
that  there  is  no  regulatory  taking  under 
the  fifth  amendment  if  a  manufacturer  is 
required  to  alter  its  brand  name  when 
that  brand  name  asserts,  expressly  or  by 
implication,  a  nutrient  content  claim 
that  has  not  been  approved  by  FDA.  The 
basis  for  this  conclusion  is  set  forth  in 
response  to  the  comment  that  follows. 

309.  Comments  from  industry  argued 
that  the  regulations'  effect  on 
companies'  ability  to  use  brand  names 
constitutes  a  taking  without 
compensation  in  violation  of  the  fifth 
amendment  of  the  U.S.  Constitution. 
They  point  foremost  to  the  financial 
consequences  of  losing  the  use  of  a 
valuable  brand  name.  Standing  alone, 
however,  diminution  in  property  value 
does  not  establish  a  taking.  Penn  Central 
Transp.  Co.  v.  City  of  New  York,  438 
U.S.  104, 131  (1978).  Indeed, 
"Iglovemment  hardly  could  go  on  if  to 
some  extent  values  iricident  to  property 
could  not  be  diminished  without  paying 
for  every  such  change  in  the  general 
law."  Pennsylvania  Coal  Co.  v.  Mahon, 
260  U.S.  393,413(1922). 

The  Supreme  Court  has  identified 
three  factors  for  courts  to  consider  in 
assessing  whether  a  regulatory  taking 
has  occurred:  (1)  The  character  of  the 
governmental  action;  (2)  the  extent  to 
which  a  regulation  interferes  with 
reasonable  investment-backed 
expectations;  and  (3)  the  regulation's 
economic  impact.  Fuckelshaus  v. 
Monsanto  Co.,  467  U.S.  986. 1005 
(1984):  Penn  Central.  438  U.S.  at  124. 
When  examined  in  light  of  these  three 
factors,  it  is  clear  that  FDA's  regulations 
do  not  effect  a  taking  in  violation  of  the 
Constitution. 

With  respect  to  the  first  factor,  courts 
are  more  likely  to  find  a  taking  when  the 
interference  with  property  can  be 
characterized  as  a  physical  invasion  by 
the  Government  than  when  the 
interference  is  caused  by  a  regulatory 
program  that  "adjust(sl  the  benefits  and 
burdens  of  economic  life  to  promote  the 
common  good."  Penn  Central,  438  U.S. 
at  124.  Courts  have  accorded  particular 
deference  to  governmental  action  taken 
in  order  to  protect  the  public  interest  in 
health,  safety,  and  welfare.  See  Keystone 
Bituminous  Coal  Ass'n  v.  DeBenedictis. 
480  U.S.  470.  488  (1987);  Penn  Central, 
438  U.S.  at  125;  Atlas  Corp.  v.  United 
States,  895  F.2d  745,  757  (Fed.  Cir.). 
cert,  denied.  Ill  S.  Q.  46  (1990); 
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Cnhert  Invs.  v.  Metro.  Sewer  Dist..  847 
F.2d  304.  309  {6th  Cir.  1988). 

With  the  1990  amendments  and  these 
regulations.  Congress  and  FDA  seek  to 
protect  the  public  interest  in  health  by 
ensuring  that  consumers  who  wish  to 
maintain  healthy  dietary  practices  may 
be  assisted  in  doing  so  by  the 
information  on  food  labels.  This  action 
constitutes  a  reasonable  effort  by  the 
Government  to  promote  the  common 
good.  By  defining  nutrient  content 
claims,  the  regulations  will  "bring  a 
sense  of  order  to  the  understanding  of 
terms  used  when  describing 
characterizations  of  food  products."  136 
Congressional  Record  S16610  (Oct.  24. 
1990)  (statement  of  Sen.  Hatch).  By 
permitting  approved  nutrient  content 
claims,  the  regulations  seek  to  provide 
useful  information  to  consumers  while 
ensuring  that  the  information  is  not 
confusing  or  misleading.  136 
Congressional  Record  H12954  (Oct.  "26. 
1990)  (statement  of  Rep.  Moakley). 
These  regulations  substantially  advance 
and  are  rationally  related  to  FDA's 
legitimate  interest  in  promoting  the 
public  health  through  the  food  label. 
See  Keystone.  480  U.S.  at  485: 
Afonsnn/o.  467  U.S.  at  1007;  see  also 
Pace  Resources,  Inc.  v.  Shrewsbury 
Township,  808  F.2d  1023.  1030  (3d  Cir.) 
("ITlhe  governmental  action  is  entitled 
to  a  presumption  that  it  does  advance 
the  public  interest."),  cert,  denied.  482 
US.  906  (1987). 

Although  these  regulations  will 
restrict  the  use  of  certain  defined  terms, 
including  terms  that  appear  in  some 
trade  names,  this  restriction  does  not 
rise  to  the  level  of  a  taking. 
Governmental  restrictions  on  the  uses 
individuals  can  make  of  their  property 
are  "properly  treated  as  part  of  the 
burden  of  common  citizenship."  ^ 
R:e}'5fone.  480  U.S.  at  491  (citation 
omitted).  These  burdens  are  "borne  to 
secure  'the  advantage  of  living  and 
doing  business  in  a  civilized 
community.*"  Andrus  v.  Allard,  444 
U.S.  51.  67  (1979)  (quoting 
Pennsylvania  Coal  Co.  v.  Mahon,  260 
U.S.  393,  422  (1922)  (Brandeis,  J., 
dissenting)).  Moreover,  these  regulations 
are  not  without  benefit  to 
manufacturers.  See  Keystone,  480  U.S. 
at  4-  -       Vhile  each  of  us  is  burdened 
somewl.^'  •. ,  such  restrictions,  we.  in 
turn,  beneut  greatly  from  the  restrictions 
that  are  placed  on  others."):  see  also 
Penn  Central.  438  U.S.  at  134 
("preservation  of  landmarks  benefits  all 
•  *  *  citizens  and  all  structures").  By 
defining  certain  terms,  the  regulations 
will  increase  the  reliability  of  the  food 
label  and  thus  will  bolster  consumer 
confidence  in  label  statements.  They 
will  also  level  the  commercial  playing 


field:  No  manufacturer  will  be  able  to 
use  a  defined  term  unless  its  use  is 
consistent  with  the  definition. 

The  second  factor  that  cburts  consider 
is  whether  a  company  has  a  reasonable 
investment-backed  expectation  in 
continuing  to  use  its  brand  name.  To  be 
reasonable,  expectations  must  take  into 
account  the  power  of  the  State  to 
regulate  in  the  public  interest.  Pace 
Resources,  808  F.2d  at  1033.  Reasonable 
expectations  must  also  take  into  account 
the  regulatory  environment,  including 
the  foreseeability  of  changes  in  the 
regulatory  scheme.  "In  an  industry  that 
long  has  been  the  focus  of  great  public 
concern  and  significant  government 
regulation,"  Monsanto,  467  U.S.  at  1008, 
the  possibility  is  substantial  that  there 
will  be  modifications  of  the  regulatory 
requirements.  "Those  who  do  business 
in  the  regulated  field  cannot  object  if  the 
legislative  scheme  is  buttressed  by 
subsequent  amendments  to  achieve  the 
legislative  end."  Connolly  v.  Pension 
Benefit  Guar.  Corp.,  475  U.S.  211,  227 
(1986)  (citation  omitted):  cf.  Lucas  v. 
South  Carolina  Coastal  Council,  112  S. 
Ct.  2886.  2899  (1992)  ( "ll]n  the  case  of 
personal  property,  by  reason  of  the 
State's  traditionally  high  degree  of 
control  over  commercial  dealings,  (the 
property  owner]  ought  to  be  aware  of 
the  possibility  that  new  regulation 
might  even  render  his  property 
economically  worthless  *  *  *  ."). 
Participants  in  a  highly  regulated 
industry  are  "onjiotice  that  Itheyl  might 
be  subjected  to  different  regulatory 
burdens  over  time."  California  Housing 
Sees..  Inc.  v.  United  States.  959  F.2d 
955,  959  (Fed.  Cir.  1992).  petition  for 
cert,  filed.  61  U.S.L.W.  3083  (U.S.  July 
22, 1992).  In  contrast,  a  regulatory 
scheme  that  appears  suddenly  may 
interfere  with  a  company's  reasonable 
expectations.  Id. 

It  is  not  reasonable  for  a  company  to 
expect  to  be  able  to  continue 
indefinitely  to  use  a  brand  name  that 
contains  a  defined  nutrient  content 
claim.  Such  an  expectation  would 
ignore  FDA's  power  to  regulate  the  food 
label,  the  regulatory  environment  of  the 
food  industry,  and  the  foreseeability 
that  FDA  would  regulate  health  and 
content  claims  on  the  food  label. 

FDA's  authority  to  regulate  the  food 
label  is  broad  and  longstanding. 
Governmental  authority  to  regulate  the 
food  label  has  long  been  recognized.  For 
example,  the  Supreme  Court  stated  in 
1919  that  "it  is  too  plain  for  argument 
that  a  manufacturer  or  vendor  has  no 
constitutional  right  to  sell  goods 
without  giving  to  the  purchaser  fair 
information  of  what  it  is  that  is  being 
sold."  Com  Products  Refining  Co.  v. 
Eddy.  249  U.S.  427.  431  (1919).  With  the 


1990  amendments.  Congress  did  not 
suddenly  grant  the  agency  new 
authority  of  the  sort  that  interfered  with 
a  company's  reasonable  expectations 
about  the  way  the  food  label  would  be 
regulated,  see  California  Housing  Seas.. 
959  F.2d  at  959.  but  rather  clarified 
FDA's  authority  to  define  nutrient 
content  claims.  The  authority  granted  by 
the  1990  amendments  was  consistent 
with  FDA's  existing  power  over  the  food 
label.  For  example,  FDA  already  had 
authority  to  define  common  or  usual 
names  for  food  and  to  set  standards  of 
identity.  See.  e.g.,  American  Frozen 
Food  Inst.  v.  Mathews.  413  F.  Supp.  548 
(D.D.C.  1976),  afTd,  555  F.2d  1059  (D.C. 
Cir.  1977).  Moreover,  under  preexisting 
authority— e.g..  sections  201(f)  and  (n) 
and  403(a)  and  (j)— the  agency  had 
regulated  or  taken  steps  to  regulate 
nutrient  content  claims  on  the  food 
label.  Although  FDA  had  earlier 
regulated  the  use  of  certain  nutrient 
content  claims,  the  1990  amendments 
gave  the  agency  specific  authority  to 
define  terms  such  as  "light"  and  "low" 
consistently  across  product  categories. 
See.  e.g..  136  Congressional  Record 
HI 2953-54  (Oct.  26.  1990)  (statement  of 
Rep.  Madigan). 

Moreover,  the  food  industry  is  highly 
regulated.  Companies  are  well  aware 
that  they  operate  subject  to  the 
restrictions  of  the  act.  Like  other 
regulatory  schemes,  the  act  has  not  been 
static,  see  California  Housing  Sees..  959 
F.2d  at  959,  and  companies  that  are 
subject  to  the  act  should  understand  the 
possibility  that  its  requirements  will 
evolve  over  time.  The  food  industry  has 
long  been  "the  focus  of  great  public 
concern  and  significant  government 
regulation,"  and  "the  possibility  was 
substantial"  that  the  government  would, 
"upon  focusing  on  the  issue."  decide 
that  the  actions  now  being  undertaken 
are  in  the  public  interest.  Monsanto.  467 
U.S.  at  1009. 

Not  only  was  the  industry  on  notice 
that  the  regulatory  scheme  under  which 
it  operated  might  be  amended,  but  it 
also  had  specific  rfotice  of  the  type  of 
action  FDA  might  take  with  respect  to 
the  food  label.  FDA  promulgated 
regulations  on  the  use  of  certain 
nutrient  content  claims  years  before  the 
1990  amendments  were  passed.  The 
terms  "sodium  free,"  "very  low 
sodium."  "low  sodium,"  and  "reduced 
sodium"  are  defined  in  current  §  101.13. 
Current  §  101.25  governs  information 
that  may  appear  on  food  labels 
regarding  fat,  fatty  acid,  and  cholesterol 
content.  Current  §  105.66  controls  the 
use  of  the  claims  "low  calorie." 
"reduced  calorie."  and  "sugarfr^e."  It 
would  be  unreasonable  for  a  company  to 
expect  that  the  agency  would  forever 
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refrain  from  further  regulation  of 
nutrient  content  claims. 

Thus,  companies  that  use  brand 
names  that  contain  express  or  implied 
nutrient  content  claims  lack  a 
reasonable  investment-backed 
expectation  that  they  will  be  able  to 
continue  to  use  those  names.  Only  with 
the  passage  of  the  1990  amendments 
and  the  publication  of  these  final  rules 
does  the  possibility  arise  that  a 
company  might  have  a  reasonable 
investment-backed  expectation  in 
continuing  to  use  an  approved  claim. 
See  Fuckelshaus  v.  Monsanto  Co.,  467 
U.S. at  1010-1013. 

The  final  factor  that  courts  consider  is 
the  economic  impact  of  the 
governmental  action.  "There  is  no  fixed 
formula  to  determine  how  much 
diminution  in  market  value  is  allowable 
without  the  Fifth  amendment  coming 
into  play."  Florida  Rock  Industries,  Inc. 
V.  United  States.  791  F.2d  893,  901  (Fed. 
Cir.  1986),  cert,  denied.  479  U.S.  1053 
(1987).  It  is  clear,  however,  that  a 
regulation's  economic  impact  may  be 
great  without  rising  to  the  level  of  a 
taking.  See  Pace  Resources,  808  F.2d  at 
1031  (citing  Hadachecfc  V.  Sebastian, 
239  U.S.  394  (1915)  (reduction  in  value 
from  $800,000  to  $60,000);  Euclid  v. 
Ambler  Realty  Co.,  272  U.S.  365  (1926) 
(75  percent  diminution  in  value)).  Mere 
denial  of  the  most  profitable  or 
beneficial  use  of  a  property  does  not 
require  a  finding  that  a  taking  has 
occurred.  Tiroleriand,  Inc.  v.  Lalce 
Placid  1980  Olympic  Games,  Inc.,  592  F. 
Supp.  304,  313  (N.D.N. Y.  1984);  see  also 
Andrus  v.  Allard,  444  U.S.  51, 66 
(1979);  Florida  Rock,  791  F.2d  at  901. 
Rather,  courts  look  for  extensive  or 
drastic  interference  with  a  property's 
possible  uses.  See  Pace  Resources,  808 
F.2d  at  1031. 

In  assessing  whether  a  regulation 
effects  a  taking,  the  Supreme  Court  has 
considered  whether  the  regulation 
denies  an  owner  the  "economically 
viable"  use  of  its  property.  See,  e.g., 
Keystone,  480  U.S.  at  499.  This  analysis 
involves  looking  not  just  at  what  has 
been  lost,  but  at  the  whole  "bundle"  of 
property  rights.  Andrus  v.  Allard,  444 
U.S.  at  65-66.  Courts  focus  on  the 
remaining  uses  permitted  and  the 
residual  value  of  the  property.  Pace 
Resources,  808  F.2d  at  1031.  Although 
it  is  undeniable  that  compliance  with 
these  regulations  will  cost  money  and 
may  mean  that  certain  product  names 
must  be  altered,  companies  will  not  be 
denied  the  economically  viable  use  of 
their  property. 

Many  firms  will  be  able  to  minimize 
the  regulations'  impact  by  reformulating 
those  products  that  do  not  meet  the 
regulations'  definitions.  These 


reformulated  products  could  continue  to 
bear  the  original  brand  name. 
Reformulation  may  be  costly,  but  it  is 
not  the  kind  of  economic  impact  that 
leads  to  a  taking.  "Requiring  money  to 
be  spent  is  not  a  taking  of  property." 
Atlas  Corp.,  895  F.2d  at  756.  Nor  may 
companies  argue,  as  one  comment  did, 
that  their  legal  and  other  costs  of 
seeking  compensation  for  losses  from 
these  regulations  should  be  included  in 
the  assessment  of  economic  impact. 
These  costs  are  not  included  in 
calculating  )ust  compensation  under  the 
fifth  amendment.  United  States  v. 
Bodcaw  Co.,  440  U.S.  202,  203  (1979); 
United  States  v.  101.80  Acres,  716  F.2d 
714,  717  n.5  (9th  Cir.  1983). 

Other  companies  may  be  able  to 
continue  using  their  brand  names  with 
some,  but  not  all,  of  their  products. 
These  companies  will  retain  a  residual 
economically  viable  use  of  their  brand 
names.  These  companies  will  retain  the 
ability  to  use  their  brand  names  oh  some 
of  their  products.  Those  with 
trademairics  will  also  retain  the 
important  right  to  prevent  other 
companies  from  marketing  under  the 
protected  name.  See  PrimeYard 
Shopping  Center  y/.  Robins,  447  U.S.  74, 
82  (1980)  ("(0]ne  of  the  essential  sticks 
in  the  bundle  of  property  rights  is  the 
right  to  exclude  others.").  They  would, 
moreover,  be  able  to  market  new 
products  that  meet  the  applicable 
definition  under  the  brand  name.  And 
finally,  those  foods  that  could  not  be 
marketed  under  the  original  brand  name 
may  continue  to  be  sold  under  another 
name  that  does  not  violate  the 
regulations. 

It  is  unhkely  that  these  regulations 
will  force  any  company  to  stop  using  a 
brand  name  entirely.  However,  even  if 
these  regulations  do  have  such  an  effect, 
the  economic  impact  of  this  loss, 
without  more,  would  not  establish  a 
taking:  It  is  also  critical  to  consider  the 
character  of  the  Government's  action 
and  its  interference  with  reasonable 
investment-backed  expectations.  In 
addition,  a  company  in  this  position 
lacks  a  property  right  to  continue 
marketing  a  product  under  a  defined 
term  that  its  food  does  not  meet.  See  56 
FR  60856  at  60865,  November  27, 1991. 
For  example,  a  food  that  bears  a  "light" 
claim  but  does  not  meet  the  definition 
of  "light"  and  cannot  be  reformulated  as 
a  "light"  product  is  not  light  and  should 
not  be  called  "light."  Such  a  product  is 
misbranded  not  only  under  section 
403(r)  of  the  act  but  also  under  section 
403(a) — ^that  is,  even  before  the  passage 
of  the  1990  amendments,  its  labeling 
was  false  or  misleading  and  in  violation 
of  the  act.  See  Lucas  v.  South  Carolina 
Coastal  Council,  112  S.  Ct.  2886,  2901 


(1992)  ("The  use  of  these  properties  for 
what  are  now  expressly  prohibited 
purposes  was  always  imlawful  *  •  *."). 

310.  One  comment  inquired  why,  if  so 
many  misbranded  products  were  on  the 
market  before  the  1990  amendments, 
FDA  did  not  take  action  to  stop  the 
misbranding. 

In  fact,  FDA  did  send  warning  letters 
to  a  number  of  manufacturers  who  were 
making  misleading  claims.  In  virtually 
all  of  these  cases,  the  manufacturer 
removed  the  misleading  claim  from  the 
product.  The  agency  would  have  done 
more  but  for  lack  of  resources.  In 
addition,  consumer  confusion  resulted 
as  much  fixjm  the  lack  of  any  defined 
standards  for  claims  as  from  individual 
claims  that  were  obfectionable.  To  solve 
the  problem,  it  was  necessary  to  address 
it  globally  by  developing  a  regulatory 
scheme  designed  specifically  for 
nutrient  content  claims. 

311.  One  comment  argued  that  to 
avoid  an  unnecessary  taking,  the  agency 
should  interpret  section  403(r)(2)(C)  of 
the  act  (the  grandfather  clause)  to  apply 
to  product  fine  extensions.  The 
comment  asserts  that  section 
403(r](2}(C)  of  the  act  is  ambiguous  and 
reads  FDA's  proposed  implementing 
regulation  (proposed  §  101.13(o)(l))  to 
extend  grandfathering  to  new  products 
introduced  under  an  existing  brand 
name. 

FDA  does  not  believe  the  grandfather 
clause  is  ambiguous  but  has  revised  its 
regulation  (new  §  101.13(p)(l))  to  clarify 
that  the  grandfather  clause  does  not 
apply  to  product  line  extensions.  The 
grandfather  clause  provides  that 
unapproved  nutrient  content  claims  that 
are  part  of  the  brand  name  of  a  food  are 
permitted  if  the  brand  name  was  in  use 
on  the  food  before  October  25, 1989— 
not  if  the  brand  name  was  being  used 
on  some  other  food  before  that  date 
(emphasis  added).  Therefore,  new 
products  introduced  under  the  same 
brand  name  are  not  covered.  Any 
company  that  started  using  a  preexisting 
brand  name  on  a  new  product  after  the 
grandfather  date  did  not  have  a 
reasonable  expectation  of  being  able  to 
use  the  name  on  that  product. 
Therefore,  the  regulation  does  not  effect 
a  taking. 

312.  Another  comment  contended 
that  the  wording  of  the  grandfather 
clause  demonstrates  that  a  product 
whose  brand  name  includes  an 
undefined  nutrient  content  claim  is  not 
necessarily  misbranded  under  section 
403(a)  of  the  act,  which  proscribes  false 
and  misleading  labeling.  The  comment 
reasoned  that,  where  there  are  two 
brand  names  that  contain  the  same 
undefined  claims-one  grandfathered, 
one  not — it  would  be  absurd  to  say  that 
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the  nongrand  fathered  brand  name  is 
misleading,  but  that  the  grandfathered 
brand  name  is  not 

The  agency  agrees  that  a 
grandfathered  brand  name  is  not 
necessarily  false  or  misleading  under 
section  403(a}  of  the  act.  nor  is  a 
nongrandfathered  brand  name  that 
malues  the  same  claim.  A  product  with 
a  nongrandfathered  brand  name  that 
makes  an  unapproved  nutrient  content 
claim  is  misbranded  under  the  1990 
amendments,  however,  because  they 
prohibit  the  use  of  undetined  claims. 
See  section  403(rKl)(A)  of  the  act. 
Mcweover.  after  the  claim  has  been 
defined,  both  the  grandfathered  and 
nongrandfathered  product  will  be 
misbranded  under  both  section  403(a)  of 
the  act  and  the  1990  amendments  if  they 
do  not  conform  to  the  definition.  (See 

section  403(r)(2)(a.) 

It  should  be  noted  that  Congress  did 
not  make  a  judgment  as  to  whether 
grandfathered  brand  names  are 
misleading  or  nonmisleading;  rather,  it 
decided  not  to  disrupt  the  market  until 
FDA  had  a  chance  to  define  the  terms 
used  in  grandfathered  brand  names. 
There  is  no  taking  of  an  undefined, 
nongrandfathered  brand  name  because 
companies  had  no  reasonable 
investment-backed  expectation  of  being 
able  to  use  undefined  claims  after  the 
1990  amendments  were  reported  out  of 
committee. 

It  should  be  pointed  out  that  it  is  the 
statute,  not  FDA's  regulations,  that 
forbids  the  use  of  undefined  terms  in 
nutrient  content  claims. 

313.  The  same  comment  argued  that 
because  the  Patent  Office  considers  the 
comment's  tra-iemark  ncndeceptive.  the 
company  has  a  reasonable,  investment- 
backed  expectation  of  being  able  to  use 
the  trademark. 

The  agency  disagrees.  FDA.  not  the 
Pater:t  Office,  has  primary  expertise  in 
facd  labeling,  and  FDA  does  not 
cor.3ider  itself  bound  by  the  Patent 
Office's  decision  as  to  whether  a 
trademark  is  misleading. 

314.  Two  cnmments  argued,  citing 
FTC  0356  law,  that  the  policy  of  the  law 
to  preserve  trade  names  protects  them 
from  destruction  if  less  drastic  means 
would  prevent  deception.  See  Jacob 
Sicgel  Co.  V.  FTC.  327  U.S.  608.  612 
(1946);  FTC  v.  Hoyal  MiUing  Co.,  288 
U.S.  212.  217  (1933).  The  comments 
argued  that  pich.biting  certain  brand 
namtis  is  inappropriate  'oecause 
deception  can  be  prevented  by  adding 
di.«:'ainiers  or  explanations  to  the  brand 
names.  One  conrment  said  the  cited 
casts  are  rooted  in  takings  doctrine.  The 
c'.'  ':r  ».5serted  that  these  cases  are  based 
G'     -.J.  amendment  principles.  See 
Bencjicial  Corp.  v.  FTC.  542  F.2d  611. 


620  (3d  Cir.  1976).  cert,  denied.  430  U.S. 
983  (1977). 

FDA  disagrees  with  these  commwits. 
According  to  Jacob  Siege/  Co..  whether 
prohibition  of  a  trade  name  is  necessary 
"is  a  questkm  initially  and  primarily  for 
the  lagencyl  *  *  *  hvhich)  is  the  expert 
body  to  determine  what  remedy  is 
necessary  to  eliminate  the  unfair  or 
deceptive  trade  practices  which  have 
been  disclosed."  327  U.S.  at  612.  In 
another  case,  the  Supreme  Court  upheld 
the  prohibition  of  a  trade  name  when, 
in  the  agency's  judgment,  the 
prohibition  was  necessan,'  to  prevent 
deception.  FTC  v.  Aigoma  Lumber  Co.. 
291  U.S.  67,  81-82  (1934).  With  respect 
to  food  labeling,  no  disclaimer  or 
explanation  could  eliminate  the 
deceptive  effect  of  a  brand  name  that 
incorporates  an  FDA-defined  term  if  the 
food  on  which  the  brand  name  appears 
does  not  meet  the  definition  of  that 
term. 

The  Supreme  Court  recently 
acknowledged  the  protection  given  to 
trade  names  in  Jacob  Siege/  and  Foyal 
Milling,  which  were  decided  under 
section  5  of  the  Federal  Trade 
Commission  Act  (15  U.S.C.  45)  (the  FTC 
act),  but  also  recognized  that  those 
decisions  rested  on  statutory — not 
constitutional — grounds.  The  court 
made  clear  that  the  holdings  of  those 
decisions  do  not  carry  over  to  cases 
decided  on  first  amendment  principles 
alone: 

IT]  here  is  no  First  Amendment  rule, 
comparable  to  the  limitation  on  §  5,  requiring 
a  State  to  allow  deceptive  or  misleading 
commercial  speech  whenever  the  publication 
of  additional  information  can  clarify  or  offeet 
the  en^ects  of  the  spurious  communication. 
Friedman  v.  Rogers,  440  U.S.  1. 12  n.  11 
(1979).  Like  the  first  amendment,  the  act 
contains  no  limitation  comparable  to 
section  5  of  the  FTC  act. 

Finally.  FDA  is  not  bound  to  follow 
FTC  case  law.  Although  cases  involving 
FTC  may  sometimes  b-e  relevant,  it  is 
important  to  note  that  fundamental 
differences  exist  between  the  regulatory 
schemes  administered  by  the  two 
agencies.  See  Brii-iol-Mycrs  Co.  v.  FTC. 
738  F.2d  554,  559  (2d  Cir.  1984).  cert, 
denied,  469  U.S.  1189  (1985).  Congress 
has  long  recogr.ized  the  division  of  roles 
between  the  two  agencies.  See  79 
Congressional  Record  4749  (1935), 
reprinted  in  "Federal  Food,  Drug,  and 
Cosmetic  Act:  A  Statement  of  its 
Legislative  Record"  280-81  (Charles  W. 
Dunn  ed..  1938)  (statements  of  Senators 
Copeland  and  Austin)  (FTC 
concentrates  on  the  interests  of 
commerce  and  economic  needs, 
whereas  the  objective  of  FDA  is  "the 
health  of  the  people").  The  FTC 
regulates  tmfair  comf>etition  and  trade 


practices,  including  food  advertising. 
See.  e.g..  15  U.S.C.  45  and  52.  In 
contrast.  FDA  is  a  scientific  agency 
empowered  to  regulate  the  food  label, 
among  other  things.  Thus.  FTC  case  law 
does  not  govern  FDA  regulation. 

VIL  Other  Issues 

315.  One  comment  stated  that  because 
of  the  range  of  maanings  already 
attached  to  terms  such  as  "light," 
"low."  "free."  "source  of."  and 
"reduced."  FDA's  attempt  to  define 
such  terms  will  not  be  completely 
successful  at  efimkiating  confusion.  "Hie 
comment  suggested  that  a  better 
approach  would  have  been  for  FDA  to 
create  a  set  of  terms,  either  chosen  from 
words  not  currently  used  in  relationship 
to  food  or  completely  made  up,  to  attach 
to  their  definitions  instead  of  attempting 
to  define  terms  already  in  vogue. 

In  response  to  this  comment 
addressing  the  agency's  basic  approach 
to  defining  terms  used  to  make  nutrient 
content  claims,  the  agency  advises  that 
many  of  the  terms  that  it  is  defining  are 
those  that  the  1990  amendments  require 
the  agency  to  define.  Section 
3(b)(l)(A)(iii)  of  the  1990  amendments 
directs  the  agency  to  define  the  terms 
"free."  "low."  "Ught"  or  "lite." 
"reduced."  "less,"  and  "high"  when 
these  terms  are  used  to  characterize  the 
level  of  any  nutrient  in  food,  unless  it 
finds  that  the  use  of  such  terms  would 
be  misleading.  The  agency  has  not 
found  that  any  of  these  terms  are 
misleading  per  sc,  although  some 
consumer  confusion  as  to  their 
meanings  may  exist  as  a  result  of  the 
variety  of  ways  in  which  they  have  been 
used  in  the  marketplace.  Providing 
regulatory  definitions  for  these  terms 
that  must  be  used  by  any  manufacturers 
that  use  these  terms  in  their  labeling 
should  alleviate  or  eliminate  confusion. 
Therefore,  the  agency  does  not  have  the 
prerogative  of  creating  a  set  of  terms  for 
nutrient  content  claims  that  have  not 
previously  been  associated  with  claims 
for  food  as  the  comment  suwested. 

316.  One  comir:ent  statedtnat 
nutrient  content  claims  such  as  "free," 
"low."  and  "reduced"  should  be 
defined  for  modified  lactose  levels  in 
foods. 

The  agency  does  not  agree  with  this 
comment.  These  regulations  are 
intended  to  define  nutrient  content 
claims  for  categories  of  nutrients  or 
individual  nutrients  that  are  required 
for  maintaining  a  diet  that  meets  current 
dietary  guidelines  (e.g.,  fiber, 
cholesterol,  and  fat).  Lactose,  a  sugar 
tiial  occurs  in  milk,  is  not  a  nutrient 
addressed  in  current  dietary  guidelines. 
However,  labeling  in  regard  to  the 
lactose  conteitf  at  a  food  does  havo 
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significance  for  individuals  who  cannot 
tolerate  this  nutrient.  FDA  advises  that 
provisions  for  the  labeling  of 
hypoallergenic  foods  are  in  §  105.62. 

317.  A  comment  stated  that  someone 
will  still  have  to  "educate"  consumers 
about  the  meaning  of  the  terms  that  FDA 
is  deHning;  Another  comment 
recommended  that  since  terms  are 
meaningless  without  the  definitions  to 
help  distinguish  among  them,  glossaries 
of  allowed  nutrient  content  claims 
should  be  available  at  points  of 
purchase  in  the  form  of  posters  and  free 
pamphlets.  An  alternative  suggested  in 
the  comments  was  to  abandon  the  effort 
to  simplify  nutrition  information  for 
consumers,  to  disallow  claims  on  labels, 
and  to  educate  consumers  to  interpret 
nutrition  labels. 

FDA  does  not  agree  that  it  should 
disallow  claims  on  labels  and  instead 
only  educate  consumers  to  interpret 
nutrition  labels.  FDA  believes  that 
claims  serve  to  highlight  important 
nutritional  aspects  of  foods,  and  as  a 
result,  they  assist  consumers  in  the 
identification  and  selection  of  foods  that 
are  useful  for  meeting  dietary  goals. 

FDA  agrees  that  educafionalprograms 
will  be  necessary  to  develop  consumer 
and  industry  understanding  of  the 
regulatory  definitions.  Section  2(c)  of 
the  1990  amendments  calls  for  activities 
that  educate  consumers  about  nutrition 
information  on  the  food  label  and  the 
importance  of  that  information  in 
maintaining  healthy  dietary  practices. 
To  achieve  this  purpose.  FDA  and 
USDA  have  jointly  initiated  a  multi-year 
food  labeling  education  campaign.  The 
major  goals  of  this  campaign  are  to:  (1) 
Increase  consumers'  knowledge  and 
effective  use  of  the  new  food  label  and 
to  assist  them  in  making  accurate  and 
sound  dietary  choices;  (2)  to  integrate 
food  labeling  education  into  existing 
and  new  nutrition  and  health  education 
programs;  and  (3)  to  build  extensive 
partnerships  capable  of  developing  and 
evaluating  labeling  education  targeted  to 
the  dietary  needs  of  diverse 
papulations,  such  as  low  literacy 
consumers,  minorities,  older  Americans, 
children,  and  people  with  dietary 
restrictions. 

As  part  of  this  effort,  the  agencies 
have  established  the  National  Exchange 
on  Food  Labeling  Education  which 
includes  an  information  center  housed 
in  the  Food  and  Nutrition  Information 
Center  at  the  National  Agricultural 
Library.  It  provides  the  general  public 
and  professionals  with  access  to 
information  about  food  labeling  research 
and  educational  activities  (projects, 
programs,  and  materials)  firora  both  the 
public  and  private  sector.  Together,  the 
agencies  will  facilitate  cooperative 


projects  with  diverse  organizations  and 
the  communication  of  information  that 
targets  various  subpopulations  as  well 
as  the  general  public.  Thus,  the  agencies 
are  developing  an  extensive  food  label 
education  network  that  includes 
consumers;  health  professionals  and 
organizations;  educators;  trade 
associations;  Federal,  State,  and  local 
governments  and  many  others,  to  assist 
in  the  dissemination  and  development 
of  information  and  activities. 

To  ensure  that  consumers  have 
accurate  and  adequate  resource 
materials  and  information,  the  agencies 
have  begun,  and  will  continue  to:  (1) 
Conduct  and  report  on  existing  and 
planned  food  labeling  research;  (2) 
develop  education  initiatives  at  the 
national  and  local  levels;  (3)  hold 
regularly-scheduled  meetings  to  build 
labeling  education  exchanges;  (4) 
produce  video  news  releases  and  longer 
videos;  and  (5)  produce  an  array  of 
public  education  materials,  including  a 
special  edition  of  FDA  Consumer 
magazine  that  summarizes  the  final  food 
labeling  regulations,  and  brochures  (in 
English  and  other  languages)  on  the  new 
label  and  how  to  use  it  to  meet  the 
Dietary  Guidelines  for  Americans.  These 
materials  will  be  targeted  to  the  general 
public,  nutritionists,  such  special 
groups  as  ethnic  minorities,  and  others. 
Organizations  will  also  be  able  to  use 
these  resource  materials  to  develop 
educational  materials  of  their  own. 

318.  Several  comments  stated  that  the 
proposed  rules  define  claims  so 
narrowly  and  require  such  burdensome 
disclosure  requirements  that 
manufacturers  would  have  little  or  no 
incentive  to  develop  new  nutritionally 
improved  products  to  qualify  for 
nutrient  content  claims,  to  make 
substantial  investments  in  research  and 
development,  or  to  develop  the 
supporting  manufacturing  marketing 
capabilities. 

The  agency  agrees  that  new  products 
that  are  truly  nutritionally  improved  can 
make  positive  contributions  to  public 
health.  Thus,  FDA  is  sensitive  to  the 
concerns  raised  by  the  comments  that 
the  proposed  definitions  could  inhibit 
innovation.  In  response,  FDA  has 
attempted  in  the  final  regulations  to 
make  the  definitions  more  flexible, 
while  at  the  same  time  ensuring  that  the 
terms  will  be  useful  in  maintaining 
healthy  dietary  practices  and  will  be 
used  in  a  manner  that  is  truthful  and  not 
misleading.  FDA  believes  that  the  final 
regulations,  as  revised,  will  stimulate 
innovation  in  food  product  research  and 
the  development  of  new  versions  of 
foods  and  food  formulations  that  will 
meet  the  definitions,  because  nutrient 


content  claims  are  an  important  aspect 
of  a  product's  marketability. 

319.  Several  industry  comments 
stated  that  because  these  regulations 
depart  significantly  from  the  European 
Community  (EC)  nutrition  labeling 
directive  and  from  the  Food 
Agricultural  OrganizationAVorld  Health 
O^anization  (FAO/WHO)  Codex 
International  recommendations,  they 
will  impede  the  resolution  of 
differences  under  the  General 
Agreement  on  Tariff  and  Trade. 

The  agency  recognizes  that  the  1990 
amendments  and  substantive  provisions 
of  these  regulations  are  not  in  complete 
accord  with  the  FAO/WHO  Codex  food 
labeling  regulations  or  with  regulations 
or  directives  of  the  EC  or  other 
countries.  The  agency  also  recognizes 
that  this  is  an  area  that  the  FAO/WHO 
Codex  has  not  yet  addressed.  Therefore, 
the  regulations  may  have  an  impact  on 
the  resolution  of  issues  related  to 
international  trade.  However,  these 
regulations  are  fully  responsive  to  the 
1990  amendments.  The  agency  believes 
that  these  regulations  will  provide  U.S. 
consumers  with  accurate  and  reliable 
information,  information  that 
consumers  in  other  countries  could  use 
and  may  demand  of  their  food 
regulators.  The  agency  believes  that  the 
principles  of  these  regulations  may  be 
adopted  by  other  countries  and  serve  as 
a  basis  for  harmonization.  This  agency 
is  committed  to  working  with 
representatives  of  other  nations  and 
international  organizations  to  achieve 
the  greatest  degree  of  harmonization 
possible. 

VIII.  Terms  thai  Describe  Other  Aspects 
of  Food 

A.  "Fresh"  and  Related  Terms 

The  1990  amendments  do  not  require 
that  FDA  define  labeling  terms  such  as 
■■fresh"  that  do  not  make  nutrient 
content  claims.  However,  the  continued 
misuse  of  "fresh"  and  related  terms  in 
the  marketplace,  and  the  consumer 
confusion  that  has  resulted,  led  the 
agency  to  propose  definitions  in  the 
general  principles  proposal  that 
establish  labeling  regulations  to  govern 

the  use  of  "fresh,"  "freshly "  (e.g., 

"freshly  baked"),  and  "fresh  frozen"  as 
they  appear  on  the  label  or  in  the 
labeling  of  foods,  including  the  use  of 
these  terms  in  brand  names  and  as 
sensory  modifiers  (fresh  tasting)  (56  FR 
60421  at  60462). 

FDA  also  identified  several  questions 
in  the  general  principles  proposal 
regarding  the  use  of  the  term  "fresh" 
and  solicited  comments  on  whether 
these  should  be  addressed  in  the  find 
rule.  The  agency  asked  whether:  (1)  It 
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should  allow  the  use  of  the  term  "fresh" 
to  describe  certain  raw  foods  that  have 
been  treated  with  ionizing  radiation  in 
accordance  with  §  179.26  (21  CFR 
179.26),  specifically,  those  foods  where 
irradiation  at  a  maximum  dose  of  1 
kiloGray  (100  kilorads)  is  permitted:  (2) 
it  is  appropriate  to  limit  use  of  the  term 

"freshly "  to  foods  that  are 

available  for  sale  within  24  hours  of 
preparation  as  the  agency  proposed,  or 
whether  other  approaches  to  defining 
this  term  should  be  considered  and 
incorporated  into  the  final  rule;  (3)  it 
would  be  misleading  to  allow  the  use  of 
the  term  "freshly  prepared"  to  describe 
recently  prepared  foods  that  contain 
processed  ingredients;  (4)  it  is  important 
to  the  consumer  to  be  able  to  distinguish 
between  processed  products  made  with 
fresh,  as  opposed  to  processed 
ingredients,  and  whether  FDA  should 
permit  the  use  of  a  factual  statement 
such  as  "sjjaghetti  sauce — made  with 
fresh  mushrooms"  on  processed  foods 
made  from  fresh  as  opposed  to 
processed  fruits  and  vegetables.  Related 
to  this  issue.  FDA  requested  comments 
on  whether  the  inclusion  of  blanching 
as  part  of  a  continuous  process  at  a 
facility  should  preclude  labeling  the 
inj;redient  as  fresh:  (5)  the  use  of 
remanufactured  ingredients  affec;ts  the 
attributes  of  a  finished  product,  such  as 
a  tomato  product,  to  such  a  degree  that 
the  consumer  is  misled  about  the 
product  if  its  labeling  does  not 
specifically  declare  the  remanufactured 
nature  of  the  ingredient.  The  agency 
asked  whether  it  should  require  the  use 
of  a  term  such  as  "reconstituted." 
"remanufactured."  or  "made  from 
concentrate"  on  the  PDF  of  processed 
products  made  from  remanufactured 
ingredients;  and  (6)  extended  shelf  life 
foods  merit  the  use  of  the  term  "freshly 
prepared."  and  if  so.  what  factors 
should  be  considered  to  ensure  that  the 
term  is  not  used  in  a  misleading 
manner. 

320.  Several  comments  objected  to  the 
agency  issuing  a  regulation  that  would 
define  "fresh"  and  related  terms  while 
it  is  implementing  the  mandatory 
requirements  of  the  1990  amendments. 
These  comments  argued  that  a 
regulation  go\'eming  the  use  of  the  term 
"fresh"  is  not  mandated  by  the  1990 
amendments  and  does  not  meet  the 
President's  reform  directive  of  January 
28. 1992.  Some  of  these  comments 
urged  FDA  to  defer  rulemaking  on  use 
of  the  term  "fresh"  until  after  it 
completes  the  mandatory  rulemaking 
required  by  the  1990  amendments. 
The  agency  does  not<igree  that  it 
shciiid  defer  rulemaking  to  define 
"f.v  h."  Although  the  1990  amendments 
da  not  require  the  agency  to  define  the 


term  "fresh."  FDA  believes  that  a 
definition  for  certain  uses  of  the  term 
"fresh"  is  necessary  because  the  term 
has  been  continuously  misused  in 
certain  contexts.  FDA  concludes  that  a 
regulatory  definition  will  discourage 
such  misuse  and  will  allow  the  agency 
to  efficiently  enfor(»  the  misbranding 
provisions  of  the  act,  particularly 
section  403(a)  of  the  act.  when  the  term 
is  misused. 

In  issuing  regulations  concerning  use 
of  the  term  "fresh."  the  agency  has  also 
taken  into  account  the  requirements 
outlined  in  the  President's  reform 
directive  regarding  burdensome 
government  regulations.  Having 
concluded  that  it  is  necessary  to 
promulgate  regulations  concerning  use 
of  the  term  "fresh."  the  agency- 
considers  that  taking  such  action  at  this 
time  is  the  most  cost  effective  option 
because  any  required  labeling  changes 
that  resuh  from  this  action  can  be 
accomplished  simultaneously  with  the 
label  changes  required  by  the  1990 
amendments. 

321.  Comments  addressing  the 
proposed  definition  for  the  term  "fresh" 
expressed  widely  diverse  views  on  this 
subject.  The  agency  received  comments 
that  supported  the  proposed  definition. 
suggested  alternatives  to  it.  opposed  the 
provision  as  proposed,  or  opposed  FDA 
defining  the  term  altogether. 

Comments  suggested  that  "fresh" 
should  be  defined  as  recently  made, 
produced,  or  harvested  foods  that  are 
not  stale,  spoiled,  or  withered. 
Numerous  comments  suggested  that  in 
addition  to  defining  "fresh"  as  meaning 
raw  and  unprocessed,  the  term  can  also 
be  associated  with  product  quality,  and 
therefore,  a  case-by-case  determination 
may  have  to  be  made  to  determine 
where  misleading  uses  of  "fresh"  have 
occurred  rather  than  establishing  one 
definition  for  the  term.  Some  other 
comments  contended  that  "fresh"  has 
various  meanings,  and  that  the  context 
in  which  it  is  used  should  ultimately 
dictate  its  meaning.  One  comment 
argued  that  the  term  "fresh"  should  be 
defined  in  such  a  way  to  distinguish 
between  "garden  fresh"  and  "market 
fresh." 

Some  comments  that  favored  a 
regulation  to  govern  the  use  of  "fresh" 
suggested  that  the  term  should  not  refer 
to  products  prepared  from  concentrates, 
to  commercially  packed  pasteurized 
products,  or  to  products  that  are  stored 
in  cold  storage  warehouses  until  they 
are  marketed.  Some  of  these  comments 
also  stated  that  raw  produce  that  has 
been  trimmed  or  cut  into  smaller  pieces 
should  not  be  precluded  from  being 
described  as  fresh. 


Some  comments  suggested  that  the 
proposed  definition  was  too  restrictive 
and  did  not  consider  the  many  ways 
consumers  use  and  understand  "fresh" 
because,  as  defined  in  the  proposal,  the 
term  could  only  be  used  to  describe  raw. 
unprocessed  foods.  For  example,  these 
comments  pointed  out  that,  as 
proposed,  the  term  "fresh"  could  not  be 
used  to  describe  some  foods  that  are 
generally  accepted  by  consumers  as 
"fresh."  such  as  fresh  bread  and 
pasteurized  milk. 

Some  comments  argued  that  there  are 
numerous  consumer  perceptions 
associated  with  the  term,  and  therefore, 
it  is  impossible  to  derive  one  di-Hnition 
that  is  universally  acceptable.  Another 
comment  suggested  that,FDA  should  not 
permit  the  use  of  the  term  "fresh  "  on 
food  labels  because  it  is  too  diftlcult  to 
define  the  term  in  a  mar.nerthat  would 
encompass  all  of  the  ways  consumers 
use  and  understand  it. 

The  volume  of  comments  that 
expressed  significantly  different 
conceptions  about  the  term  "fresh,"  and 
that  expressed  reservations  about  the 
proposed  definition  of  "fresh,"  has  led 
FDA  to  reconsider  this  provision.  FDA 
has  been  persuaded  that  the  proposal 
was  too  restrictive,  because  it  did  not 
allow  for  various  contexts  in  which 
"fresh"  is  appropriately  used  and  would 
have  di.sallowed  uses  of  this  term  that 
are  not  misleading  and  are  widely 
accepted  by  consumers  ("fresh  bread") 
After  considering  all  of  the  comments, 
FDA  concludes  that  it  is  not  necessary 
to  establish  a  definition  for  "fresh"  that 
would  address  all  uses  of  this  term  as 
the  proposal  would  have  done. 

However,  FDA  concludes  that  a 
definition  for  "fresh"  is  necessary  to 
preclude  the  types  of  misuses  of  the 
term  that  the  agency  moSt  frequently 
encounters,  i.e.,  use  of  the  term  to  imply 
that  a  product  is  unprocessed,  when  in 
fact  it  has  been  processed.  The 
definition  has  particular  applicability 
where  there  are  processed  and 
unprocessed  forms  of  the  food  available. 
The  use  of  the  term  "fresh"  would 
imply  that  the  food  is  the  unprocessed 
form.  If  this  is  not  the  case,  the  food  is 
misbranded.  Therefore,  FDA  has  revised 
the  definition  of  "fresh"  in  §  101.95(a) 
so  that  it  retains  the  same  criteria  that 
were  in  the  proposal,  but  it  only  applies 
the  criteria  when  the  term  "fresh"  is 
used  in  a  manner  that  suggests  or 
implies  that  the  food  is  unprocessed. 

FDA  is  providing  some  examples  of 
how  certain  foods  relate  to  the 
definition  of  "fresh."  These  examples 
are  intended  to  be  illustrative.  Except  in 
a  few  cases  where  FDA  believes 
clarification  is  necessary,  FDA  is  not 
providing  specific  guidance  »n  this  final 
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rule  on  the  many  types  of  foods  for 
which  comments  stated  an  opinion 
concerning  the  appropriateness  of  the 
use  of  the  descriptive  term  "fresh." 
Under  the  deflnition  of  "fresh"  that  the 
agency  is  estabHshing.  foods  such  as  cut 
raw  vegetables  and  expressed  juices 
from  raw  produce  could  bear  the  term 
"fresh"  on  the  label  because  these  foods 
meet  the  requirements  of  the  definition. 
However,  if  the  term  "fresh"  were  used 
to  describe  a  pasteurized  orange  juice, 
that  term  would  misbrand  the  product 
because  when  used  in  this  context,  the 
term  implies  that  the  food  is 
unprocessed  (e.g..  fresh  squeezed  orange 
juice),  when  in  fact  it  is  a  pasteurized 
food. 

By  contrast,  in  the  case  of  pasteurized 
milk  that  is  labeled  as  "fresh,"  such  a 
food  would  not  be  subject  to  new 
§  101.95(a)  because  this  term  does  not 
imply  that  milk  is  unprocessed 
inasmuch  as  consumers  recognize  that 
milk  is  nearly  always  pastexuized,  and 
that  unpasteurized  milk  (in  states  where 
it  is  permitted  to  be  sold)  would  be 
labeled  as  "raw"  milk.  Also,  the  term, 
"fresh"  as  used  on  bread  would  not  be 
subject  to  new  §  101.95(a)  because  bread 
is  not  a  food  that  exists  in  a  raw  state, 
and  the  term  "fresh  bread"  does  not 
imply  that  the  food  is  improcessed  and 
in  its  raw  state.  For  clarity,  FDA  is 
including  milk  in  §  101.95  as  an 
example  of  a  use  of  the  term  "fresh"  that 
is  not  subject  to  this  regulation,  and 
pasta  sauce  as  an  example  of  a  food  that 
is  subject  to  this  regulation. 

The  agency  advises  that  uses  of  the 
term  "fresh"  to  describe  foods  that  do 
not  suggest  or  imply  that  a  food  is 
unprocessed  will  not  be  subject  to  the 
definition  established  for  "fresh." 
However,  all  uses  of  this  term  in  food 
labeling  are  subject  to  the  requirements 
of  403(a)  of  the  act,  the  act's  prohibition 
of  false  or  misleading  labeling. 
Therefore,  the  agency  has  the  authority 
to  lake  action  on  a  case-by-case  basis 
against  foods  that  use  the  term  "fresh" 
on  the  label  in  a  manner  that  is  false  or 
iiisleading,  even  though  the  food  may 
-.ct  be  subject  to  new  §  101.95(a). 

322.  One  comment  stated  that  the 
Dgency  should  adopt  F^S'  policy  memo 
(i22C  that  outlines  conditions  in  which 
tha  term  "fresh"  can  be  used  on 
approved  labeling  of  meat  and  poultry 
products.  FSIS'  poHcy  memo  022C 
states  that  the  term  "fresh"  may  not  be 
used  as  part  of  a  name  on  any  product 
tiiat  is  canned,  cured,  dried,  chemically 
preserved,  or  hermetically  sealed.  In 
addition,  FSIS*  policy  memo  022C  states 
that  "fresh"  may  not  be  used  on  any 
poultry  or  poultry  part  that  has  been 
frozen  or  previously  frozen  at  or  below 
zero  degrees  Fahrenheit. 


FDA  does  not  find  it  appropriate  to 
adopt  FSIS'  policy  memo  022C  that 
addresses  use  of  the  term  "fresh"  on  the 
labeling  of  meat  and  poultry  products. 
Although  the  memo  has  provided  FDA 
with  useful  information  in  formulating 
its  "fresh"  policy,  the  reference  of  the 
policy  memo  is  Umited  in  that  it 
specifically  addresses  meat  and  poultry 
products  and  the  conditions  under 
which  they  are  sold.  Therefore,  the 
agency  does  not  find  merit  in  the 
suggestion  that  it  adopt  the  provisions 
set  forth  in  that  poHcy  memo. 

323.  Several  comments  addressed  the 
use  of  "fresh"  as  it  relates  to  crabmeat. 
Comments  on  this  issue  urged  FDA  to 
reconsider  its  definition  for  "fresh" 
because  as  proposed,  it  would  prohibit 
the  use  of  this  descriptor  to  describe 
crabmeet.  lliese  comments  argued  that 
it  is  not  feasible  for  consumers  to 
purchase  raw  crabmeat,  and, 
furthermore,  use  of  the  term  "fresh"  has 
been  traditionally  associated  with 
crabmeat  that  has  been  cooked  and 
picked  but  not  subjected  to  any  other 
processing  procedures.  Other  comments 
stated  that  some  consumers  look  for  the 
term  "fresh  crabmeat"  as  a  way  of 
distinguishing  it  from  pasteurized 
crabmeat  that  is  a  lower  price  and  that 
requires  special  handling. 

FDA  finds  that  the  terms  "fresh"  or 
"fresh  picked"  as  used  to  distinguish 
picked  crabnmat  from  pasteurized 
crabmeat  is  not  a  use  of  the  term  "fresh" 
that  implies  that  the  food  is 
unprocessed  (as  it  is  understood  to 
mean  that  the  food  has  been  cooked  and 
is  not  raw),  nor  is  it  misleading  to 
consumers  who  are  accustomed  to  this 
usage.  Therefore,  such  use  of  the  term 
is  not  subject  to  new  §  101.95(a),  and 
FDA  will  not  object  to  such  usage  of  the 
term. 

324.  One  comment  disagreed  with 
some  of  the  proposed  exemptions  that 
allowed  for  use  of  the  term  "fresh,"  i.e., 
(1)  If  an  approved  wax  or  coating  has 
been  applied  to  raw  produce,  (2)  if  a 
mild  chlorine  or  mild  acid  wash  has 
been  applied  to  raw  produce,  or  (3)  if 
raw  produce  has  been  treated  with 
approved  pesticides  after  harvest.  The 
comment  stated  that  it  is  misleading  to 
use  the  term  "fresh"  to  describe  raw 
produce  that  has  been  washed  with  a 
chlorine  or  mild  acid  wash,  waxed,  or 
treated  with  an  approved  pesticide. 
However,  another  comment  suggested 
that  the  agency  should  permit  use  of  the 
terra  "fresh"  on  foods  whose  surface  is 
treated  with  ascorbic  acid,  calcium 
chloride,  citric  acid,  potassium  chloride, 
or  sodium  bisulfite,  provided  that  these 
treatments  are  used  at  levels  allowed  by 
FDA  regulations.  The  comment' argued 
that  these  treatments  affect  a  food's 


surface,  and  that  they  do  not 
appreciably  affect  the  body  or  alter  the 
state  of  the  food. 

The  agency  does  not  agree  that  surface 
treatments  such  as  waxing,  washing 
with  a  mild  chlorine  or  a  mild  acid 
wash,  or  the  use  of  an  approved 
pesticide  should  preclude  describing 
the  food  as  "fresh."  As  stated  in  the 
proposal,  these  applications  are 
recognized  as  routine  practices  in  the 
distribution  and  handling  of  raw 
produce.  However,  the  agency  does  not 
agree  that  the  use  of  the  term  "fresh"  is 
appropriate  if  a  food  has  been  subjected 
to  chemical  treatments,  including  but 
not  limited  to  antioxidants, 
antimicrobial  agents,  or  preservatives, 
that  introduce  chemically  active 
substances  that  remain  in  or  on  the  food 
to  preserve  or  otherwise  affect  the  food. 
Thus,  FDA  is  not  providing  for  the  use 
of  the  term  "fresh"  on  foods  that  have 
been  treated  with  the  substances  listed 
in  the  second  comment.  FDA  is, 
however,  retaining  the  exempting 
provisions  in  the  final  rule  and  is 
redesignating  them  as  §  101.95(c)(1). 

325.  A  number  of  the  comments 
stated  that  use  of  low  dose  ionizing 
radiation  has  little  effect  on  the 
attributes  of  a  food  in  its  raw  state,  and 
that  "fresh"  labeling  should  be 
permitted  for  foods  that  have  been 
treated  vrith  low  dose  ionizing 
radiation.  Other  comments  that 
supported  the  use  of  the  term  "fresh"  en 
some  irradiated  foods  suggested  that 
irradiation  enables  a  product  to  remain 
wholesome. 

A  small  number  of  comments  argued 
that  use  of  the  term  "fresh"  to  describe 
certain  irradiated  raw  foods  would  be 
misleading  because  irradiation  is 
considered  to  be  a  form  of  processing 
that  results  in  a  loss  of  vitamins  in 
foods.  The  comments  also  slated  that 
safety  procedures  have  not  been 
established  for  irradiated  foods,  and  that 
irradiation  may  affect  the  food  in  some 
unhealthful  way.  None  of  the  comments 
that  opposed  the  use  of  ionizing 
radiation  on  raw  unprocessed  foods 
provided  the  agency  with  supporting 
data  to  substantiate  these  claims.  A  few 
comments  suggested  that  the  labeling 
information  associated  with  irradiated 
foods  should  state  whether  the  food  has 
been  exposed  to  gamma  or  ionizing 
radiation  from  man-made  sources.  The 
majority  of  the  comments  agreed  that 
the  agency  should  require 
comprehensive  and  informative  labeling 
on  any  raw  unprocessed  food  that  has 
been  irradiated. 

After  reviewing  the  comments 
pertaining  to  the  use  of  "fresh"  to 
describe  foods  that  have  been  exposed 
to  ionizing  radiation,  the  agency  notes 
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that  the  concerns  expressed  relate 
primarily  to  safety  and  to  the  use  of 
appropriate  labeling  to  identify  foods 
that  have  been  irradiated.  These 
comments  appear  to  confuse  safety  and 
proper  identiHcation  of  foods  that  have 
been  irradiated  with  perceptions  related 
to  the  state  of  freshness  of  these  foods. 
None  of  the  comments,  however, 
provided  information  to  support  the 
contention  that  use  of  currently 
approved  low  doses  of  irradiation  on 
raw  foods  (not  exceeding  1  kiloGray 
(100  kilorads))  would  degrade  the 
characteristics  of  a  food  associated  with 
a  food's  raw  state. 

Under  the  provisions  of  §  1 79. 26(b), 
irradiation  of  fresh  foods  is  limited  to 
the  use  of  low  dose  irradiation  (not  to 
exceed  1  kiloCray)  for  the  purpose  of 
disinfestation  of  arthropod  pests  in 
food,  for  growth  and  maturation 
inhibition  of  some  fresh  foods,  and  for 
control  of  Trichina  spiralis  in  pork 
carcasses.  In  approving  these  uses  of 
irradiation,  the  agency  concluded  that 
foods  treated  with  the  approved  levels 
of  ionizing  irradiation  are  safe.  FDA 
requires  that  retail  packages  and  bulk 
containers  of  such  food  bear  a  unique 
logo  that  distinguishes  irradiated  from 
nonirradiated  foods  and  the  statement 
"treated  with  radiation"  or  "treated  by 
irradiation"  (§  179.26(c)).  Therefore. 
FDA  concludes  that  the  safety  and 
proper  identification  of  any  food  that 
has  been  treated  with  low  dose  ionizing 
irradiation  is  not  relevant  in 
determining  whether  food  that  is 
"fresh"  under  S  101.95  before 
irradiation  can  continue  to  be  described 
as  "fresh"  after  such  treatment. 

The  test  for  determining  the 
appropriateness  of  applying  the  term 
"fresh"  to  foods  treated  with  post 
harvest  applications,  including 
treatment  with  low  dose  irradiation,  is 
the  effect  that  the  process  has  on  a  food. 
The  low  doses  of  irradiation  approved 
for  fre^  foods  (less  than  1  kiloGray)  are 
used  to  prevent  maturation  (sprouting) 
and  to  kill  insects  (§  179.26(b)). 
Exposure  of  raw  food  to  low  dose 
irradiation  typically  causes  insignificant 
changes  in  their  appearance  and 
nutrient  content.  While  it  is  true  that 
certain  vitamins  are  sensitive  to 
irradiation,  the  available  literature 
indicates  that  foods  irradiated  at  levels 
below  1  kiloGray  are  not  nutritionally 
inferior  to  unirradiated  foods  (51  FR 
13376. 13381.  April  18,  1986). 

The  agency  is  not  aware  of  any 
information  that  suggests  that  low  dose 
(up  to  1  kiloGray)  irradiation  of  raw 
foods  causes  adverse  changes  in  their 
physical  or  sensory  qualities  that  would 
affect  consumer's  perceptions  as  to 
whether  they  are  raw.  Tnerefore.  in  the 


absence  of  meaningful  differences  in  the 
appearance  and  quality  between  pre- 
and  post-  irradiated  foods,  and  in  light 
of  the  requirement  that  irradiated  foods 
must  be  clearly  labeled  as  such,  the 
agency  believes  that  it  is  appropriate  to 
provide  that  the  term  "fresh"  may  be 
used  to  describe  foods  that  have  been 
treated  with  ionizing  radiation  at  a 
maximum  dose  of  1  kiloGray  (100 
kilorads)  in  accordance  with  §  179.26(b) 
and  that  otherwise  meet  the 
requirements  of  new  §  101.95(a). 
Accordingly  the  agency  is  adding  an 
exemption  for  treatment  with  irradiation 
tonew§101.95(c)(iv). 

326.  None  of  the  comments  objected 
to  the  agency's  position  that  use  of  the 
term  "fresh"  is  appropriate  to  describe 
raw.  unprocessed  foods  that  are 
refrigerated  and  that  otherwise  meet  the 
deHnition  of  "fresh." 

Although  refrigeration  is  a  means  of 
preserving  food,  consumers  apparently 
generally  regard  raw  unprocessed  foods 
that  are  refrigerated  as  "fresh"  (e.g.. 
"fresh"  produce).  The  agency  also 
believes  that  consumers  are  not  misled 
when  the  term  "fr-esh"  is  used  to 
describe  raw  unprocessed  foods  that  are 
refrigerated.  Accordingly,  the  agency  is 
retaining  in  new  §  101.95(c)(2)  the 
provision  that  states  that  a  food  that 
meets  the  definition  for  "fresh."  and 
that  is  refrigerated,  is  not  precluded 
from  the  use  of  the  term  'fresh"  under 
this  regulation. 

327.  Many  comments  objected  to  the 
agency's  proposed  definition  for  the 
term  'freshly  prepared."  Some  of  these 
comments  pointed  out  that  one  of  the 
major  limitations  associated  with  the 
proposed  definition  of  "freshly 
prepared"  is  that  bakery  products 
(including  bread)  would  not  merit  use  of 
the  term  "fresh  baked"  because,  in  most 
cases,  it  is  a  common  practice  for  the 
baking  industry  to  utilize  mold 
inhibitors.  Other  comments  stated  that 
consumers  recognize  baked  bread 
containing  mold  inhibitors  as  "fresh 
baked"  and  are  not  misled  by  the  use  of 
this  terminology.  Numerous  related 
comments  suggested  that  bread  and 
other  bakery  products  (regardless  of 
whether  they  contain  mold  inhibitors), 
should  be  permitted  to  use  the  term 
"freshly  prepared." 

Several  comments  objected  to  the 
provision  in  the  proposal  limiting  the 
use  ofVfreshly  prepared"  to  foods 
available  for  sale  within  24  hours  after 
their  preparation  or  production. 
Comments  stated  that  the  agency  has  no 
factual  or  scientifrc  basis  on  which  to 
impose  a  24-hour  restriction  for 
prepared  foods  to  qualify  to  be  labeled 
"freshly  prepared."  Comments  also 
stated  that  the  24-hour  timeframe  is 


applied  inconsistently  across  the  food 
industry,  is  unrealistic,  and  is 
impossible  for  most  foods  to  achieve. 

A  few  comments  recommended  that 
as  an  alternative  to  the  24-hour 
timeframe  associated  with  "freshly 
prepared,"  the  agency  should  consider 
timeframes  such  as  12  hours.  72  hours, 
10  days  from  preparation,  or  3  to  7  days, 
with  "freshly  oaked"  meaning  those 
products  that  are  baked  within  a  24- 
hour  timeframe.  A  small  percentage  of 
comments  suggested  that  any  time 
restriction  associated  with  "freshly 
prepared"  should  be  based  on  a 
product's  normal  shelf  life. 

A  review  of  the  comments  has    . 
persuaded  the  agency  to  reconsider  its 
proposed  definition  of  "freshly 
prepared."  FDA  now  recognizes  several 
problems  with  this  proposed  definition. 
First,  the  comments  have  persuaded  the 
agency  that  the  24-hour  timeframe 
proposed  for  the  term  "freshly 
prepared"  is  impractical  and  impossible 
to  apply  to  foods  across  the  board 
because  of  the  diversity  of  foods  in  the 
marketplace  that  could  be  described  as 
"freshly  prepared."  Additionally,  no 
practical  alternatives  for  defining 
"freshly  prepared"  were  presented  to 
the  agency.  To  the  contrary,  because  of 
the  wide  variety  of  contexts  in  which 
the  term  could  be  used  to  describe 
foods,  FDA  doubts  that  a  practical 
definition  for  "freshly  prepared"  that 
would  address  all  uses  of  the  term  is 
achievable. 

FDA  has  thus  reconsidered  whether  a 
need  exists  for  a  regulatory  definition 
for  the  term  "freshly  prepared."  First, 
FDA  believes  that  systematic  misuse  of 
terms  such  as  "freshly  prepared"  is  not 
a  significant  problem  in  the 
marketplace.  FDA  is  not  aware  of 
widespread  misuse  of  this  term.  Further, 
as  stated  above,  any  use  of  terms  such 
as  "freshly  prepared"  are  subject  to  the 
requirements  of  section  403(a)  of  the  act. 
which  prohibits  false  or  misleading 
labeling.  Therefore,  the  agency  has  the 
authority  lo  take  action  on  a  case-by- 
case  basis  against  foods4hat  use  the 
term  "freshly  prepared"  on  the  label  in 
a  manner  that  is  false  or  misleading. 
Given  these  factors,  FDA  believes  that  a 
definition  of  this  term  is  not  necessary 
to  enable  the  agency  to  effectively 
enforce  the  provisions  of  the  act  that 
forbid  false  or  misleading  labeling  on 
foods,  and  accordingly,  FDA  is 
withdrawing  the  proposed  definition  for 
"freshly  prepared." 

328.  Several  comments  agreed  with 
the  agency's  longstanding  policy  that 
use  of  the  term  "fresh  frozen"  is 
appropriate  to  describe  a  food  that  is 
quickly  frozen  while  still  "fresh."  One 
comment  requested  that  FDA  extend  the 
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proposed  definition  for  "fresh  frozen"  to 
include  foods  such  as  "fresh"  vegetables 
that  are  blanched  before  blast-freezing. 

The  agency  agrees  with  the  comment 
that  foods  blanched  before  blast-freezing 
merit  use  of  the  term  "fresh  frozen." 
Upon  review  of  the  literature,  FDA  finds 
that  the  blanching  of  vegetables  before 
freezing  is  essential  to  prohibit  the 
development  of  off-colors,  off-flavors, 
and  other  kinds  of  enzymatic  spoilage 
that  are  known  to  develop  over  a  period 
of  time  in  the  frozen  product  (Ref.  30). 
Therefore.  FDA  is  including  a  provision 
in  new  §  101.95(b)  that  provides  for  use 
of  the  term  "fresh  frozen"  on  raw  foods 
that  are  blanched  before  blast-freezing. 

329.  Several  comments  requested  that 
FDA  reconsider  the  provision  in  the 
proposal  that  a  food  must  comply  with 
the  definition  of  "fresh"  for  the  term  to 
be  used  in  its  labeling  as  part  of  a  brand 
name.  Some  of  these  comments 
expressed  the  concern  that  prohibiting 
the  use  of  "fresh"  in  brand  names 
would  mean  banning  the  use  of  many 
brand  names  and  trade  names  (some 
that  are  registered  trademarks)  that  have 
been  used  for  years  in  a  iranmisleading 
manner. 

The  agency  has  reviewed  the 
comments  regarding  the  use  of  "fresh" 
in  brand  names.  FDA  is  aWare  that    . 
situations  exist  where  "fresh"  is 
employed  as  an  integral  part  of  some 
•brand  names.  In  addition,  the  agency 
recognizes  that  some  brand  names  are 
registered  trademarks,  and  it  is  not 
uncommon  for  these  brand  names  to  be 
used  as  part  of  a  company  logo  or  on 
company  promotional  material. 

The  use  of  the  term  "fresh"  on  a  food 
label  in  any  manner,  including  its  use 
in  a  brand  name,  is  misleading  if  the  use 
implies  that  the  food  is  unprocessed 
when  in  fact  it  has  been  processed. 
Further,  some  of  the  instances  where  the 
term  "fresh"  has  been  misused  in  this 
regard  have  involved  the  use  of  this 
term  as  part  of  a  brand  name.  For  these 
reasons,  FDA  concludes  that  the  use  of 
"fresh"  as  part  of  a  brand  name  should 
be  subject  to  the  definition  it  is 
establishing  and  is  thus  retaining 
reference  to  the  use  of  "fresh"  in  a 
brand  name  in  the  introductory 
paragraph  of  new  §  101.95.  If,  however, 
a  use  of  the  term  "fresh"  as  part  of  a 
brand  name  does  not  imply  or  suggest 
that  the  food  is  unprocessed,  and  the 
use  is  not  otherwise  false  and 
misleading,  there  is  nothing  in  this  final 
rule  that  would  prevent  this  use  of  the 
term. 

330.  A  few  comments  on  the  use  of 
"fresh"  in  brand  names  suggested  that 
FDA  should  continue  to  permit  the  term 
"fresh  pack"  on  the  label  of  pickles  to 
refer  to  uncured,  unfennented 


cucumbers  packed  in  a  vinegar  solution 
and  preserved  by  either  pasteurization 
or  refrigeration.  These  comments 
contended  that  consumers  and  USDA 
officials  use  the  term  "fresh  pack"  to 
distinguish  these  pickles  from  brine- 
cured  pickles. 

FDA  has  reviewed  these  comments. 
FDA  is  aware  that  the  term  "Fresh 
Pack"  is  recognized  by  USDA  to 
distinguish  a  certain  type  of  pickles. 
USDA  regulations  in  7  CFR  52.1684 
specifically  state  that  pickles  of  fresh- 
pack  type  are  prepared  from  uncured, 
unfennented  cucumbers  that  are  packed 
in  a  vinegar  solution  with  other 
ingredients  to  give  the  characteristics  of 
the  particular  type  of  pickle.  They  are 
sufficiently  processed  by  heat  for 
preservation  of  the  product  in 
hermetically-sealed  containers.  That 
regulation  also  identifies  characteristics 
for  fresh-pack  dill  pickles,  fresh-pack 
sweetened  dill  pickles,  fresh-pack 
sweetened  dill  reKsh,  fresh-pack  sweet 
pickles,  fresh-pack  mild  sweet  pickles, 
fresh-pack  sweet  relish,  and  fresh-pack 
mild  sweet  relish,  respectively.  In 
recognition  of  USDA's  standards,  FDA 
will  not  take  action  against  the  term 
"Fresh  Pack"  when  it  refers  to  pickles 
that  are  graded  according  to  those 
standards. 

331.  Some  comments  requested  that 
FDA  reconsider  the  provision  in  the 
proposal  that  a  food  must  comply  with 
the  definition  of  "fresh"  for  the  term  to 
be  used  on  its  labeling  as  part  of  a 
sensory  modifier.  Other  comments 
argued  that  as  long  as  the  term  "fresh" 
is  not  misleading,  the  agency  should 
permit  its  use  as  a  sensory  modifier, 
especially  in  those  cases  where  the  term 
refers  to  the  sensory  attributes  of  a  food 
(i.e..  "fresh  flavor,"  "fresh-tasting," 
"tastes-fresh."  "taste  as  good  as  fresh,"). 
However,  a  small  percentage  of 
comments  asserted  that  the  use  of 
"fresh"  as  a  sensory  n>odifier  is 
misleading  to  consumers  and  should  not 
be  allowed  in  any  product. 

FDA  has  considered  these  comments 
concerning  the  use  of  "fresh"  as  a 
sensory  modifier.  The  use  of  "fresh"  on 
the  label  of  a  food,  including  its  use  as 
a  sensory  modifier,  is  misleading  if  it 
implies  that  the  food  is  unprocessed 
when  in  fact  it  has  been  processed.  For 
this  reason,  FDA  concludes  that  the  use 
of  "fresh"  as  a  sensory  modifier  should 
be  subject  to  the  definition  that  it  is 
establishing,  and  therefore  the  agency  is 
retaining  reference  to  the  use  of  the  term 
"fresh"  as  sensory  modifier  in  the 
introductory  paragraph  of  new  §101.95. 

332.  Several  comments  stated  that  a 
factual  statement  such  as  "spaghetti 
sauce-made  with  fresh  mushrooms" 
provides  useful  information  about  a 


food  product  and  should  be  permitted 
on  the  label  of  a  processed  food  made 
with  a  fresh  ingredient.  One  comment 
suggested  that  such  factual  statements 
should  be  allo^ved  on  frozen  foods  as 
well.  A  few  comments  contended  that 
an  ingredient  that  has  undergone 
processing  is  no  longer  "fresh,"  and 
that,  therefore,  the  use  of  such  a 
statement  on  a  processed  food  made 
with  a  fi^sh  ingredient  should  be 
prohibited.  The  comment  said  that  such 
a  statement  would  be  confusing, 
meaningless,  and  misleading  to 
consumers.  One  comment  stated  that  if 
"fresh"  were  defined  to  mean 
unproces.sed  as  the  agency  proposed,  it 
would  be  inconsistent  to  allow  the  term 
to  be  used  to  define  an  ingredient  that 
had  been  added  to  the  food  before 
processing. 

In  the  general  principles  proposal, 
FDA  asked  for  comments  regarding  the 
use  of  these  statements  on  a  processed 
food  because  it  intended  to 
comprehensively  regulate  the  use  of  the 
term  "fi^sh"  on  food  labels.  Because  the 
agency  is  taking  a  more  limited 
approach  in  this  final  rule,  it  does  not 
believe  that  it  is  necessary  to 
specifically  address  the  use  of  the  term 
"fresh"  to  describe  ingredients  used  in 
a  processed  fuod  in  its  regulation.  The 
agency  concludes  that  this  use  of  the 
ternvcan  be  effectively  regulated  on  a 
case-by-case  basis. 

FDA  believes,  however,  that 
consumers  generally  are  not  misled 
when  such  statements  are  made  about 
ingredients  used  in  processed  foods, 
provided  that  the  statements  clearly 
refer  to  the  ingredient  and  do  not  imply 
that  the  food  itself  is  unprocessed.  The 
agency  has  not  received  complaints 
from  consumers  about  this  practice,  and 
most  of  the  comments  that  mentioned 
this  use  of  the  term  said  that  such 
statements  provideniseful  information. 
FDA  advises  that  should  specific 
situations  arise  where  such  statements 
are  used  in  a  manner  that  is  misleading, 
the  agency  will  take  regulatory  action 
under  section  403(a)  of  the  act. 

333.  Numerous  comments  expressed 
the  opinion  that  the  inclusion  of 
blanching  as  part  of  a  continuous 
process  ^ould  not  preclude  labeling  an 
ingredient  as  "fresh."  These  comments 
stated  that  blanching  does  not 
significantly  damage  the  cellular 
structure  of  an  ingredient  and  does  not 
affect  the  taste  of  a  product.  A  small 
number  of  comments  argued  that 
blanched  ingredients  should  not  be 
labeled  as  "fresh,"  especially  if  the 
entire  product  is  heat-treated  after  the 
blanched  ingredients  have  been  added 
to  the  product. 
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FDA  notes  that  blanching,  as 
addressed  here,  is  a  common  and 
sometimes  required  process  that  is 
accomplished  by  subjecting  a  food  to  a 
set  temperature  for  a  specific  period  of 
lime.  This  practice  is  used  in  many  food 
industries  to  arrest  changes  in  the  flavor 
profile  of  the  food,  to  expel  air  and  gases 
to  inactivate  food  enzymes,  and  to 
destroy  some  microorganisms  before  the 
food  is  processed  (Ref.  31).  FDA 
believes  that  when  the  blanching 
operation  is  part  of  a  continuous 
process,  it  is  not  misleading  if  the  label 
of  the  processed  product  contains  a 
statement  such  as  "made  from  fresh 

"  because  the  statement  functions 

to  inform  the  consumer  of  a  noteworthy 
characteristic  of  the  ingredient  (i.e..  that 
the  ingredient  was  fresh,  not  canned, 
frozen,  or  dried  at  the  time  the  food  was 
processed). 

334.  Many  comments  both  from 
industry  and  from  consumers,  stated 
that  processed  products  (particularly 
tomato  products)  that  are  made  from 
remanufactured  ingredients  should 
include  a  statement  such  as 
"remanufactured."  "reconstituted,"  or 
'made  from  concentrate"  on  the 
product's  PDF  to  avoid  consumer  ^ 

deception  and  economic  fraud  in  the 
marketplace.  Other  comments  expressed 
the  view  that  organoleptic,  quality,  and 
structural  differences  exist  between 
remanufactured  ingredients  and  fresh 
ingredients,  resulting  in  significant 
differences  in  products  made  from 
them.  Some  comments  provided  data  on 
these  differences. 

However,  numerous  comments 
opposed  requiring  a  declaration  on  the 
PDF  that  a  processed  product  is  made 
from  remanufactured  ingredients.  Some 
of  these  comments  stated  that  FDA 
lacked  legal  authority  and  sufficient 
analytical  and  scientific  data  to 
promulgate  a  regulation  requiring  PDF 
dticlaration  of  the  use  of  remanufactured 
ingredients,  and  that  before  the  agency 
suggests  that  \^ere  is  a  quality  difference 
between  remanufactured  tomatoes  and 
raw  unprocessed  tomatoes,  this  issue 
would  require  further  investigation. 
Some  of  these  comments  stated  that 
some  existing  food  standards  allow  for 
the  use  of  processed  ingredients  in 
processed  foods  without  requiring  a 
declaration  about  the  processed 
ingredient  on  the  PDF.  Therefore,  these 
comments  asserted,  FDA  could  not 
require  a  declaration  on  the  PDF  for 
remanufactured  ingredients  without 
proposing  to  revise  some  existing  food 
standards.  Some  of  these  comments 
argued  that  there  was  no  indication  in 
the  rulemaking  proceedings  for  the 
above  food  standards  that  consumers  are 
misled  by  the  lack  of  PDF  labeling. 


Some  comments  urged  FDA  to 
separate  this  issue  fi<om  this  rulemaking 
and  to  address  the  labeling  cf 
remanufactured  ingredients  in  a 
separate  proceeding  after  the  agency 
completes  implementing  the  mandatory 
requirements  of  the  1990  amendments. 

Other  comments  on  this  issue  argued 
that,  if  the  agency  were  to  mandate  this 
requirement,  it  would  impose 
substantial  costs  on  industry.  Another 
comment  implied  that  use  of 
remanufactured  ingredients  is  necessary 
because  it  is  impossible  for    - 
manufacturers  to  meet  the  demand  of 
tomato-based  products  using  only  fresh 
tomatoes. 

The  agency  has  reviewed  these 
comments  and  concludes  that  the  issue 
of  labeling  for  remanufactured 
ingredients  involves  matters  that  go  well 
beyond  tho.se  that  the  agency  raised  in 
the  proposal.  There  is  a  large  amount  of 
information  to  be  evaluated,  and  any 
decision  on  the  issue  will  have  a  far 
reaching  impact.  Because  this 
rulemaking  has  been  conducted  under 
the  very  tight  time  constraints  of  the 
1990  amendments,  the  agency  has  not 
been  able  to  fully  evaluate  all  the 
information  that  it  has  received  in 
comments  or  to  develop  appropriate 
provisions  for  a  regulation.  In  addition, 
before  FDA  published  the  general 
principles  proposal,  the  California 
Tomato  Packers  had  submitted  a 
petition  (Docket  No.  90P-0430) 
concerning,  among  other  things, 
declaration  of  remanufactured 
ingredients  in  finished  tomato  products 
This  petition  includes  data  and  other 
information  and  is  undergoing  agency 
review. 

However,  the  1990  amendments  do 
not  require  that  FDA  address  this  issue, 
and  the  time  constraints  in  those 
provisions  therefore  are  not  applicable 
The  agency  is  persuaded  that  some  of 
the  issues  discussed  in  the  proposal 
concerning  remanufactured  ingredients 
warrant  further  consideration  to 
determine  whether  labels  should  be 
required  to  inform  consumers  that 
processed  products  have  been  made 
with  remanufactured  ingredients. 
Accordingly.  FDA  has  not  established 
provisions  in  this  final  rule  to  address 
these  products.  The  agency  will 
complete  its  evaluation  of  all  available 
information  and  will  take  appropriate 
action  separately  from  this  rulemaking. 
The  agency  solicits  information  on 
differences  in  finished  products  made 
with  remanufactured  ingredients  from 
those  made  with  unprocessed 
ingredients.  In  particular.  FDA  requests 
information  on  whether  such 
differences  occur  in  finished  products 
other  than  tomato  products,  and,  if  so, 


whether  the  differences  are  significant. 
Information  should  be  identified  with 
Docket  No.  90P-0430  and  sent  to  the 
Dockets  Management  Branch  (address 
above).  If  the  agency  determines  that 
differences  in  finished  products  because 
of  the  use  of  processed  ingredients  are 
significant,  such  differences  would  form 
the  basis  for  subsequent  rulemaking. 

In  the  interim,  FDA  advises  that  it  has 
already  established  labeling  provisions 
that  apply  to  some  foods  made  from 
processed  ingredients.  This  final  rule,  in 
§  101.95.  precludes  processed  products 
such  as  tomato  products  made  using 
remanufactured  ingredients  from  being 
described  as  "fresh."  In  addition,  as 
discussed  in  comment  334  of  this 
document,  processed  products  made 
with  fresh  ingredients  may  bear  label 
statements  stating  that  fact.  The  agency 
will  evaluate  labels  that  are  not  subject 
to  these  provisions  on  a  case-by-case 
basis  to  determine  if  they  are  false  or 
misleading  under  section  403(a)  of  the 
act  because  they  misrepresent  a  finished 
product  made  with  a  processed 
ingredient. 

335.  Several  comments  stated  that 
extended  shelf  life  foods  do  not  merit 
use  of  the  terms  "fresh"  or  "freshly 
prepared."  The  comments  suggested 
that  extended  shelf  life  foods  are 
preserved  using  modem  preservation 
techniques  and  should  not  be  given 
special  consideration  over  other 
methods  of  preser\'ation.  A  small 
number  of  comments  expressed  the 
view  that  pasta  products  that  are 
packaged  in  modified  atmosphere 
packaging  should  be  able  to  utilize  the 
term  "fresh"  as  a  way  to  distinguish 
these  pasta  products  from  dried  pasta. 

FDA  notes  that  "extended  shelf  life" 
is  a  term  used  to  describe  a  potentially 
broad  class  of  products  in  the 
marketplace.  These  products  include 
many  types  of  foods,  e.g..  vegetables, 
pasta,  complete  meals;  employ  many 
types  of  preparation  and  packaging 
technologies;  and  are  subject  to  varying 
degrees  of  processing.  The.  use  of  the 
term  "fresh"  on  extended  shelf  life 
foods  is  subject  to  new  §  101.95  when 
such  use  suggests  or  implies  that  the 
product  is  unprocessed.  However^ 
bicause  of  the  diversity  of  products  in 
the  extended  shelf  life  category,  the 
qut-stion  of  what  constitutes  processing 
for  such  products  is  not  being  addressed 
in  this  rule  and  is  subject  to  a  case-by- 
case  review  by  the  agency. 

336.  Some  comments  suggested  that 
terms  that  refer  to  packaging  technology 
(e.g..  "freshness  seal,"  "Stay  Fresh 
seal")  would  be  prohibited  under  the 
agency's  proposed  definition  for 
"fresh."  These  comments  suggested  that 
FDA  does  not  have  the  authority  to 
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prohibit  the  use  of  such  terminology  as 
it  relates  to  packaging,  specifically  in 
cases  where  use  of  these  terms  are 
properly  quahfled.  The  comments  said 
that  such  a  prohibition  would  hamper 
the  development  of  improved  packaging 
technology.  Comments  also  stated  that 
the  agency  does  not  have  sufHcient 
evidence  to  suggest  that  consumers  are 
misled  when  code  dates  and  freshness 
guarantees  (e.g.,  guaranteed  fresh  until) 
are  used  on  foods.  Some  comments 
argued  that  phrases  such  as  "vacuum 
packed,"  "vacuum  sealed  to  lock  in 
freshness,"  and  "for  maximum 
freshness  use  before  a  specific  date," 
serve  as  tools  for  consumers  to 
distinguish  "fresh"  product  from  "stale" 
product.  One  comment  stressed  that 
vacuum  packaging  is  analogous  to  blast 
freezing  in  that  both  techniques  allow 
foods  to  maintain  their  fresh  state.. 

A  small  number  of  comments 
opposed  permitting  this  use  of  the  term 
"fresh."  Another  comment  stated  that 
the  use  of  "fresh"  in  a  guarantee 
statement  (e.g.,  guaranteed  fresh)  should 
be  restricted  and  should  only  be 
allowed  if  a  food  in  question  meets  the 
definition  for  "fresh." 

The  agency  has  reviewed  these 
comments  and  has  concluded  that  the 
use  of  terms  such  as  "freshness  seal," 
"guaranteed  fresh  until,"  "and  vacuum 
packed  to  preserve  freshness,  "'when 
they  relate  only  to  the  function  of  the. 
package  and  do  not  imply  or  suggest 
that  the  food  itself  is  unprocessed,  is 
outside  the  scope  of  this  rulemaking. 
FOA  acknowledges  that  these  terms  are 
used  on  numerous  food  products  in  the 
marketplace.  To  the  extent  that  these 
terms  might  be  used  in  any  manner  that 
is  misleading,  the  agency  will  review 
specific  situations  on  a  case-by-case 
basis  under  the  general  misbranding 
provisions  of  section  403(a)  of  the  act. 

B.  Natural 

Although  the  use  of  the  term 
"natural"  on  the  food  label  is  of 
considerable  interest  to  consumers  and 
industry,  FDA's  intent  was  not  to 
establish  a  definition  for  "natural"  in 
this  rulemaking.  However,  the  agency 
did  note  in  the  general  principles 
proposal  (56  FR  60421  at  60466)  that, 
because  of  the  widespread  use  of  this 
term,  and  the  evidence  that  consumers 
regard  many  uses  of  this  term  as 
noninformative,  the  agency  would 
consider  establishing  a  definition. 
Further,  the  agency  stated  that  it 
believed  that  if  the  term  "natural"  is 
adequately  defined,  the  ambiguity  in  the 
use  of  this  term,  which  has  resulted  in 
misleading  claims,  could  be  abated. 
Therefore,  the  agency  solicited 
comments  on  several  issues  that  the 


agency  must  consider  in  deciding  how 
to  address  the  use  of  this  term  on  foods, 
including:  (1)  Should  the  agency 
establish  a  definition  for  "natural"  so 
that  the  term  would  have  a  common 
understanding  among  consumers,  or 
should  "natural"  claims  be  prohibited 
altogether  on  the  basis  that  they  are  false 
and  misleading?  (2)  If  a  definition 
should  be  established,  how  should  the 
agency  define  "natural?"  (3)  How 
should  the  agency  proceed  in 
developing  a  definition  for  "natural?" 
(4)  Should  a  food  that  is  represented  as 
"natural"  be  considered  to  be 
misbranded  if  it  has  undergone  more 
than  minimal  processing  (and  what 
constitutes  minimal  processing?),  or  if  it 
contains  any  artificial  or  synthetic 
ingredients?  In  addition,  FT)A  asked  that 
identification  of  "natural"  foods 
accompany  the  comments.  FDA  also , 
solicited  comments  on  how  the  agency 
distinguishes  between  artificial  and 
natural  flavors  in  §  101.22,  and  on  how 
the  agency  should  provide  for  a  clearer, 
more  appropriate  distinction  between 
natural  and  artificial  flavors. 

337.  The  comments  provided  a  wide 
range  of  ideas  for  the  agency  to  consider 
on  the  issue  of  developing  a  definition 
for  "natural."  Some  comments  stated 
that  the  term  "natural"  should  be 
prohibited  entirely  on  the  basis  that  it 
generates  confusion  when  used  on  the 
label  or  in  the  labeling  of  foods,  and  that 
the  term  is  also  false  and  misleading. 
Some  comments  stated  that  the  agency 
should  eliminate  statements  such  as: 
"all  natural."  "100  percent  natural," 
and  made  from  "100  percent  natural 
ingredients."  Some  comments  suggested 
that  the  agency  should  not  consider 
defining  "natural"  while  it  is 
implementing  the  mandatory 
requirements  of  the  1990  amendments. 

Other  comments  suggested  that  the 
agency  should  address  the  use  of  the 
term  "natural"  in  a  separate  rulemaking. 

Some  comments  suggested  that  if  FDA 
does  establish  a  definition  for  the  term 
"natural,"  it  should  encompass  those 
foods  that  do  not  contain  artificial  or 
synthetic  ingredients.  A  few  comments 
stated  that  processing  should  not 
necessarily  preclude  a  product  from 
being  deemed  "natural."  Other 
comments  stated  that  the  term  "natural" 
and  claims  for  natural  ingredients 
should  be  permitted,  provided  that  the 
manufacturer  uses  the  term  in  a  truthful, 
nonmisleading  manner.  Comments 
recommended  that  the  use  of  natural 
color  ingredients  should  not  be 
precluded  in  foods  that  are  represented 
as  "natural."  One  comment  suggested 
that  manufacturers  should  be  allowed  to 
make  claims  for  natural  ingredients, 
regardless  of  any  policy  established  for 


labeling  finished  foods  as  "natural." 
One  comment  stated  that  foods 
containing  refined  sugars  should  be 
allowed  to  be  represented  as  "natural," 
whereas  foods  containing  artificial 
sweeteners  should  not  be  represented  as 
"natural." 

None  of  the  comments  provided  FDA 
with  a  specific  direction  to  follow  for 
developing  a  definition  regarding  the 
use  of  the  term  "nattiral."  However,  it 
was  suggested  that  FDA  should  work 
with  USDA  to  harmonize  its  definition 
for  "natural." 

A  small  percentage  of  comments 
addressed  "minimal  processing."  Some 
of  these  comments  proposed  somewhat 
similar  definitions  under  which 
"minimal  proce$sing"  would  refer  to 
those  processes  that  are  familiar  to 
consumers  and  that  can  be  performed  in 
the  home  (e.g.,  milling,  grinding, 
baking).  One  comment  suggested  that 
"minimal  processing"  should  include 
fermentation.  Another  comment  implied 
that  "minimal  processing"  should 
include  traditional  processes  such  as 
smoking,  roasting,  freeze  drying, 
fermenting,  and  the  separation  of  a 
product  into  component  parts.  The 
remaining  comments  defined  "minimal 
processing"  as  those  processes  that  do 
not  fundamentally  alter  a  raw  food  or 
any  material  derived  from  the  raw  food. 
Finally,  some  comments  stated  that 
FDA's  current  regulations  for  labeling 
natural  flavors  should  not  be  changed. 

After  reviewing  and  considering  the 
comments,  the  agency  continues  to 
believe  that  if  the  term  "natural"  is 
adequately  defined,  the  ambiguity 
surrounding  use  of  this  term  that  resuhs 
in  misleading  claims  could  be  abated. 
However,  as  the  comments  reflect,  there 
are  many  facets  of  this  issue  that  the 
agency  will  have  to  carefully  consider  if 
it  undertakes  a  rulemaking  to  define  the 
term  "natural."  Because  of  resource 
limitations  and  other  agency  priorities, 
FDA  is  not  undertaking  rulemaking  to 
establish  a  definition  for  "natural"  at 
this  time.  The  agency  will  maintain  its 
current  policy  (as  discussed  in  the 
general  principles  proposal  (56  FR 
60421  at  60466))  not  to  restrict  the  use 
of  the  term  "natural"  except  for  added 
color,  synthetic  substances,  and  flavors 
as  provided  in  §  101.22.  Additionally, 
the  agency  will  maintain  its  policy  (Ref. 
32)  regarding  the  use  of  "natural,"  as 
meaning  that  nothing  artificial  or 
synthetic  (including  all  color  additives 
regardless  of  source)  has  been  included 
in,  or  has  been  added  to,  a  food  that 
would  not  normally  be  expected  to  be 
in  the  food.  Further,  at  this  time  the 
agency  will  continue  to  distinguish 
between  natural  and  artificial  flavors  as 
outlined  in  §101.22. 
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C.  Org/anic 

In  the  general  principles  proposal  (56 
FR  60421  «t  60467).  FDA  noted  that 
respensib«Kty  for  r^ulatiag  use  of  the 
term  "organic"  was  assigned  by 
Congress  to  USDA  ia  Title  XXI— 
Organic  Certification,  also  known  as  the 
"Organic  Foods  Production  Act  of 
1990."  T^M  agency  stated  that  it  would 
defer  issning  regulations  governing  the 
term  "organic"  until  USDA  had  adopted 
appropriate  repilstians. 

338.  The  majority  of  the  comments 
addressing  the  use  of  "organic"  as  a 
food  l^Md  term  agreed  with  the  agency's 
potjposal  to  defer  action  until  USDA  has 
adapted  Hmnopriate  regulations 
governing  the  term  "organic."  A  small 
nun^er  of  comments  aigaed  that 
defining  ^w  term  "•rganiC"  was  outside 
the  scope  of  the  1990  amendments  and, 
therefore,  liiould  not  be  part  of  this 
regalation. 

However,  other  cenHBeivts  suggested 
that  FDA  sho^d  initiate  rulemaking  on 
the  use  of  the  term  "organic"  on  food 
labels.  Some  ef  these  comments 
suggested  that  the  teira  "organic" 
should  be  appked  to  foods  free  of  any 
artificial  or  synthetic  ingredients, 
pesticides,  growth  enhancers,  harmful 
fertilizers,  or  fangicides.  and  that  it 
should  not  be  applied  to  foods  exposed 
to  ionizing  radiation.  One  comment 
stated  that  "organic"  should  not  be 
allowed  as  a  labeling  twm  because  there 
is  no  "scientificany  acceptable" 
meaning  for  this  term.  Many  of  the 
consumer  comments  proposed  that  FDA 
adopt  USDA's  future  definition  for 
"organic"  and  consider  adopting  criteria 
established  by  the  Organic  Foods 
Production  Act  of  1990. 

Most  of  the  comments  generally 
supported  the  agency's  position  as 
expressed  in  the  proposal.  Comments 
that  opposed  FDA's  decision  to  defer 
rulemaking  did  not  provide  the  agency 
with  any  justification  why  it  should 
proceed  with  rulemaking  before  USDA 
has  estabhshed  regulations.  Therefore, 
the  agency  continues  to  believe  that  it 
is  best  to  defer  rulemaking  regarding  the 
use  of  the  term  "organic"  until  USDA 
has  adopted  appropriate  regulations.  At 
that  time,  FDA  will  determine  whether 
any  regulations  governing  the  term 
"organic"  are  necessary. 

IX.  Concloaions 

After  review  and  consideration  of  the 
comments  received  in  response  to  the 
general  principles  and  fat/cholesterol 
proposals.  FDA  concludes  that  it  should 
amend  parts  5  and  101  as  set  forth  in 
those  proposals  and  in  the  specific 
Tensions  to  those  proposed  regulations 
discussed  in  this  document.  For  the 


purposes  of  this  final  rule,  certain 
changes,  in  addition  to  those  discussed 
in  this  document,  were  made  for 
editorial  purposes,  clarity,  and 
consistency  only.  These  changes  do  not 
amend  any  matter  of  substance. 

X.  Ecawnnic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  mfllion  threshold  that  defines 
a  major  rale.  Thus,  in  accordance  with 
Executive  Order  12291  and  tire 
Regulatory  Flexibility  Act  (Pnb.  L.  96- 
354),  FDA  developed  one 
comprehensive  RIA  that  presented  the 
costs  and  benefits  of  all  of  the  food 
labehng  provisions  taken  together.  That 
RIA  was  pubhshed  in  the  Federal 
Regiiter  of  November  27. 1991  (56  FR 
60656).  and  along  with  the  food  labeling 
proposals,  the  agency  requested 
commeirts  on  the  RIA. 

FDA  has  evaluated  more  than  300 
commeiHs  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discvssion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
pubhshed  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition.  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
roles.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rodcville.  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Regibter  announdng  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comirtents.  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

One  particular  comment  to  the  RIA 
stated  that  the  shelf  flag  highlighting  a 
particular  nutrient  content  of  a  food  in 
the  Giant  Foods.  Inc./FDA  Special 
Dietary  Alert  study  (SDA)  that  was  used 
to  estimate  benefits  of  the  1990 
amendments  overestimated  the  benefits. 
The  comment  also  noted  that  shelf  flag 
highlighting  may  have  been  used  m 
addition  to  highlighting  the  product 
characteristics  on  the  label  such  that  no 
similar  resuhs  could  be  obtained  luiless 


other  retailers  also  used  shelf  flags.  In 
addition,  the  comnaent  contended  that  it 
is  unlikely  that  retailers  will  use  shelf 
flags  because  their  use  may  trigger 
additional  labeling  requirements. 

The  agency  notes  that  these  final  rules 
will  not  prohibit  shelf  flags  from  being 
displayed  by  manufacturers  exactly  as 
they  were  displayed  by  Giant  Foods. 
Inc..  during  the  SDA  study.  The  agency 
is  aimouncing  here  that  it  is 
encouraging  retailers  to  use  such 
devices  consistent  with  the  definitions 
for  nutrient  content  claims  provided  in 
this  document  and  the  definitions  for 
health  claims  in  the  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

XI.  Envimmnent^  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  general  principles 
proposal  (56  FR  60521)  and  the  fat/ 
cholesterol  proposal  (S6  FR  60478).  the 
agency  determined  that  under  21  CFR 
25.24(a)(8)  and  (a)(ll).  these  actions  are 
of  a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

Several  comments  on  the  proposed 
rule  suggested  that  there  would  be 
significant  adverse  environmental 
effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
pubKcation  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  padiaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  action.s,  including  this  action. 
However,  these  comments  did  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived,  (2)  identify  what  portion 
of  the  estimated  amo\mts  are 
attributable  to  these  two  actions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste.  In  its  November 
27, 1991,  reproposed  rule  for  mandatory 
nutrition  labeling  and  proposed  rule  for 
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nutrient  content  claims,  the  agency 
proposed  that  the  final  rules  for  these 
actions  would  become  effective  6 
months  following  their  publication  in 
the  Federal  Register. 

However,  the  agency  has  decided  that 
this  final  rule  will  not  be  effective  until 
May  8, 1994.  FDA  beheves  there  will 
thus  be  ample  time  for  food  companies 
to  use  up  most  of  the  existing  labeling 
and  packaging  stocks  and  to  incorporate 
labeling  language  that  complies  with 
FDA's  regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 

XII.  Paperwork  Reduction  Act 

In  the  Federal  Register  of  February 
14,  1992  (57  FR  5395),  FDA  announced 
that  the  agency  had  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  its  review  the  collection  of 
information  requirements  contained  in 
the  proposed  rule  (November  27, 1991, 
56  FR  60421)  that  provided,  in  part,  for 
petitions  regarding  nutrient  content 
claims,  synonyms  for  those  claims,  and 
implied  nutrient  content  claims  in 
brand  names.  Also  in  the  February  1992 
document,  FDA  pubHshed  its  estimated 
annual  collection  of  information 
burden. 

Based  on  its  consideration  of  the 
written  comments  received  in  response 
to  the  aforementioned  Federal  Register 
documents  and  the  oral  presentations 
made  at  the  public  hearing  on  food 
labeling,  FDA  modified  the  nutrient 
content  claim  petition  requirements 
from  those  that  were  proposed.  Those 


modifications  were  discussed  in  detail 
earlier  in  this  final  rule.  Accordingly, 
FDA  has  also  revised  its  estimated 
annual  collection  of  information 
burden. 

This  final  rule  contains  collection  of 
information  requirements  that  are 
subject  to  review  by  OMB  under  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  3507).  Therefore,  in  accordance 
with  5  CFR  part  1320,  the  title, 
description,  and  respondent 
descriptions  of  the  collection  of 
information  requirements  are  shown 
below  with  an  estimate  of  the  annual 
collection  of  information  burden. 
Included  in  the  estimate  is  the  amount 
of  time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  necessary  information,  and 
completion  and  submission  of  petitions. 

'Title:  21  CFR  101.69— Food  Labeling: 
Nutrient  Content  Claims,  General 
Principles.  Petitions.  Definition  of 
Terms. 

Description:  This  final  rule  provides 
the  procedures  for  the  submission  of 
petitions  to  the  agency.  The  information 
included  in  these  petitions  will  be 
reviewed  by  the  agency,  and  a  decision 
vfill  be  made  in  accordance  with  the 
criteria  specified  in  this  final  rule. 

The  1990  amendments  added  section 
403(r){4)  to  the  act.  This  section 
provides  that  any  person  may  petition 
the  Secretary  to  make  nutrient  content 
claims  that  are  not  specifically  provided 
for  in  FDA's  regulations.  It  describes  the 
procedures  for  petitions  that  seek  to 
define  additional  nutrient  content 
claims,  to  establish  synonyms,  and  to 
use  an  implied  nutrient  content  claim  in 
a  brand  name. 

Nutrient  Content  Claim  petitions —    . 
Section  403{r){4)(A){i)  of  the  act  grants, 
to  any  person  the  right  to  petition  FDA  ; 


to  issue  a  regulation  to  define  a  nutrient 
content  claim  that  has  not  been  defined 
in  the  regulations  under  section 
403{r)(2)(A)(i)  of  the  act.  The  statute 
requires  that  such  a  petition  include  an 
explanation  of  th«  reasons  why  the 
claim  that  is  the  subject  of  the  petition 
meets  the  requirements  of  section  403(r) 
of  the  act  and  a  summary  of  the 
scientific  data  that  support  those 
reasons.  Section  101.69(m)  sets  forth  the 
data  requirements  specific  to  descriptor 
petitions. 

Synonym  petitions — Section 
403(r)(4){A)(ii)  of  the  act  grants  the  right 
to  petition  the  FDA  for  permission  to 
use  terms  in  a  nutrient  content  claim 
that  are  consistent  (i.e.,  synonymous) 
with  terms  defined  in  regulations  issued 
under  section  403(r)(2){A){i)  of  the  act. 
The  petition  requirements  in  §  101.69(n) 
are  those  that  FDA  believes  are 
necessary  to  demonstrate  that  use  of  the 
proposed  synonym  is  not  misleading 
and  is  consistent  with  the  purpose  of 
the  1990  amendments. 

Brand-name  petitions — Section 
403(r)(4)(A)(iii)  of  the  act  grants  the 
right  to  petition  FDA  for  permission  to 
use  an  implied  claim  in  a  brand  name 
that  is  consistent  with  terms  defined  by 
the  Secretary  under  section 
403(r)(2)(A)(i)  of  the  act.  Section 
101.69(o)  sets  forth  the  data 
requirements  specific  to  brand-name 
petitions.  These  requirements  are,  in 
FDA's  opinion,  those  necessary  for  the 
petition  to  demonstrate  that  use  of  the 
proposed  implied  claim  is  not 
misleading  and  is  consistent  with  the 
purpose  of  the  1990  amendments. 

Description  of  Pespondents:  Persons 
■  and  businesses,  including  small 
businesses. 


Estimated  Annual  Reporting  and  Recordkeeping  Burden; 


Section 


I01.69(m) 
iOl.69<n) 
131.69<0) 
Total 


Number  ol 
Respondents 


S 
10 

7 
22 


Numt>ei  ot 
Responses 
per  Re- 
spondent 


Total  An- 
nual Re- 
sponses 


5 
10 

7 
22 


Average 
Burden 
per  Re- 
sponse 


24C 

60 

>07 


AlTijSl 

Burden 

Hours 


1.200 
800 
7*9 

2  749 


FDA  has  submitted  copies  of  the  final 
T\  lie  to  OMB  for  its  review  of  these 
reporting  requirements. 
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List  of  Subjects 

21  CFR  Part  5 

Authority  dejegations  (Government 
agencies),  Imports.  Organization  and 
functions  (Government  agencies). 

21  CFR  Part  J01 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  axid  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  parts  5  and 
101  are  amended  as  follows: 

PART  5— DELEGATIONS  OF 
AUTHORITY  AND  ORGANIZATION 

1.  The  authority  citation  for  21  CFR 
part  5  continues  to  read  as  follows: 

Authority:  5  U.S.C.  504,  552,  App.  2;  7 
use.  138a,  2271: 15  U.S.C.  638, 1261-1282. 
3701-3711a;  sees.  2-12  of  the  Fair  Packaging 
and  Labeling  Act  (15  U.S.C.  1451-1461);  21 
U.S.C.  41-50.  61-63, 141-149.  467f,  679{bl. 
801-886. 1031-1309.  sees.  201-903  of  the 
Federal  Food,  Drag,  and  Cosmetic  Act  (21 
U.S.C  321-394);  35  U.S.C  156;  sees.  301. 
302,  303,307.  310,  311,  351.  3S2.  361.  362. 
1701-1706.  2101  of  the  Public  Health  Service 
Act  (42  U.S.C  241,  242.  242a.  2421.  242n. 
243,  262,  263.  264.  265.  300u-300u-5, 


300aa-l);  42  U.S.C.  1395y.  3246b,  4332, 
4831(a),  10007-10006;  E.O.  11490, 11921. 
and  12591. 

2.  Section  5.61  is  amended  by  revising 
the  sention  heading  and  by  adding  a 
new  paragraph  (g)  to  read  as  follows: 

f  5.61    Food  standards,  food  additives, 
generally  recognized  as  safe  (GRAS) 
substances,  color  additives,  nutrient 
content  claims,  and  tiealth  claims. 

•         •         •         •         * 

(g)  The  Director  and  Deputy  Director. 
CFSAN  are  authorized  to  perform  all  of 
the  functions  of  the  Commissionsr  of 
Food  and  Drugs  under  section  4n3(r)(4) 
of  the  act  regarding  the  issuing  of 
decisions  to  grant  or  dei;y,  letters  of 
filing,  and  notices  of  proposed 
rulemaking  in  response  to  petii^cns  for 
nutrient  content  claims  and  hcalih 
claims  that  do  not  involve  controversial 
issues. 

PART  1 01  —FOOD  LABELING 

3.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Autfaorily:  Sees.  4.  S.  6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453, 
1454,  1455);  sees,  201,  301.  402.  403.  409. 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  331.  342.  343,  348.  371). 

4.  Section  101.10  is  revised  to  read  as 
follows: 

S  t01 .1 0    Nutrition  labeling  of  restaurant 
foods. 

Nutrition  labeling  in  accordance  with 
§  101.9  shall  be  provided  upon  request 
for  any  restaurant  food  or  meal  for 
which  a  nutrient  content  claim  (as 
defined  in  §  101.13  or  in  subpart  D  of 
this  part)  or  a  health  claim  (as  defined 
in  §  101.14  and  permitted  by  a 
regulation  in  subpart  E  of  this  part)  is 
made  (except  on  menus).  Except:  That 
information  on  the  nutrient  amounts 
that  are  the  basis  for  the  claim  (e.g.. 
"low  fat,"  this  meal  provides  less  than 
10  grams  of  fat)  may  serve  as  the 
functional  equivalent  of  complete 
nutrition  information  as  described  in 
§  101.9.  Nutrient  levels  may  be 
determined  by  nutrient  data  bases, 
cookbooks,  or  analyses  or  by  other 
reasonable  bases  that  provide  assurance 
that  the  food  or  meal  meets  the  nutrient 
requirements  for  the  claim.  Presentation 
of  nutrition  labeling  may  be  in  various 
forms,  including  those  provided  in 
§  101.45  and  other  reasonable  means. 

5.  Section  101.13  is  revised  to  read  as 
follows: 

§101.13    Nutrient  content  claims — general 
principles. 

(a)  This  section  and  the  regulations  in 
subpart  D  of  this  part  apply  to  foods  that 
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are  intended  forhuaian  consumption 
and  that  are  offered  for  sale. 

(b)  A  claim  that  expressly  or 
implicitly  characterizes  the  level  of  a 
nutrient  (nutrient  content  claim)  of  the 
type  required  in  nutrition  labeling 
under  §  101.9,  with  the  exception  of 
such  claims  on  restaurant  menus,  may 
not  be  made  on  the  l^>el  or  in  labeling 
of  foods  unless  the  claim  is  made  in 
accordance  with  this  regulation  and 
with  the  applicable  regulations  in 
subpart  D  of  this  part  or  in  part  105  or 
part  107  of  this  chapter. 

(1)  An  expressed  nutrient  content 
claim  is  any  direct  statement  about  the 
level  (or  range)  of  a  nutrient  in  the  food, 
e.g..  "low  sodium"  or  "contains  100 
calories." 

(2)  An  Implied  nutrient  content  claim 
is  any  claim  that: 

(i)  Describes  the  food  or  an  ingredient 
therein  in  a  manner  that  suggests  that  a 
nutrient  is  absent  or  present  in  a  certain 
amount  (e.g.,  "high  in  oat  bran");  or 

Oi)  Suggests  that  the  food,  because  of 
its  nutrient  content,  may  be  useful  in 
maintaining  heahhy  dietary  practices 
and  is  made  in  association  with  an 
explicit  claim  or  Statement  about  a 
nutrient  (e.g.,  "heahhy,  contains  3 
grams  (g)  of  fafj. 

(3)  Except  for  claims  regarding 
vitamins  end  minerals  described  in 
paragraph  (q)(3)  of  this  section,  no 
nutrient  content  claims  may  be  made  on 
food  intended  specifically  for  use  by 
infants  and  children  less  than  2  years  of 
age  unless  the  ckim  is  specifically 
provided  for  in  parts  101, 105,  or  107  of 
this  chapter. 

(c)  Information  that  is  required  or 
permitted  by  §  101.9  to  be  declared  in 
nutrition  labeling,  and  that  appears  as 
part  of  the  nutrition  label,  is  not  a 
nutrient  content  claim  and  is  not  subject 
to  the  requirements  of  diis  section.  If    . 
such  information  is  declared  elsewhere 
on  the  label  or  in  labeling,  it  is  a 
nutrient  content  claim  and  is  subject  to 
the  requirements  for  nutrient  content 
claims. 

(d)  A  "substitute"  food  is  one  that 
may  be  used  interchangeably  with 
another  food  that  it  resembles,  i.e..  that 
it  is  organoieptically.  physically,  and 
functionally  (including  shelf  life) 
similar  to.  and  that  it  is  not  nutritionally 
inferior  to  unless  it  is  labeled  as  an 
"imitation." 

(1)  If  there  is  a  difference  in 
performance  t^racteristics  that 
materially  limits  the  use  of  the  food,  the 
food  may  still  be  considered  a  substiti^e 
if  the  label  includes  a  disclaimer 
adjacent  to  the  most  prominent  claim  as 
defined  in  paragraph  (j)(2Kiii)  of  this 
section,  informing  the  consumer  of  sudi 


difference  (a.^..  "not  leconunended  for 
hying"). 

(2)  This  disclaimer  shall  be  in  easily 
legible  print  or  type  and  in  a  size  no  less 
than  that  required  by  §  101.105(i)  for  die 
net  quantity  of  contents  statement 
except  where  the  size  of  the  claim  is  less 
than  two  times  the  required  size  of  the 
net  quantity  of  contents  statement,  in 
which  case  the  disclaimer  statement 
shall  be  no  less  than  one-half  the  size  of 
the  claim  but  no  smaller  than  one- 
sixteenth  of  an  inch. 

(e)(1)  Because  the  use  of  a  "free"  or 
"low"  claim  before  the  name  of  a  food 
implies  that  the  food  differs  from  other 
foods  of  the  same  type  by  virtue  of  its 
having  a  lower  amount  of  the  nutrient, 
only  foods  that  have  been  specially 
processed,  altered,  formulated,  or 
reformulated  so  as  to  lower  the  amount 
of  the  nutrient  in  the  food,  remove  the 
nutrient  from  the  food,  or  not  include 
the  nutrient  in  the  food,  may  bear  such 
a  claim  (a.g..  "low  sodium  potato 
chips"). 

(2)  Any  claim  for  the  absence  of  a 
nutrient  in  a  food,  or  that  a  food  is  low 
in  a  nutrient  when  the  food  has  not  been 
specially  processed,  altered,  formulated, 
or  reformulated  to  qualify  for  that  claim 
shall  indicate  that  the  food  inherently 
meets  the  criteria  and  shall  clearly  refer 
to  all  foods  of  that  type  and  not  merely 
to  the  particular  brand  to  which  the 
labeling  attaches  (e.g..  "com  oil,  a 
sodium-free  food"). 

(f)  A  luitrient  content  claim  shall  be 
in  type  size  and  style  no  larger  than  two 
times  that  of  the  statement  of  identity. 

(g)  Tlie  label  or  labeling  of  a  food  for 
which  a  nutrient  content  claim  is  made 
shall  contain  prominently  and  in 
immediate  proximity  to  such  claim  the 
following  referral  statement:  "See 

for  nutrition  information" 

with  die  blank  filled  in  with  the  identity 
of  the  panel  on  which  nutrition  labelir^g 
is  located. 

(1)  The  referral  statement  "See 
[appropriate  panel]  for  nutrition 
information"  sJvall  be  in  easily  legible 
boldface  print  or  type,  in  <listinct 
contrast  to  other  printed  or  graphic 
matter,  thaft  is  no  less  than  that  required 
by  §  101.105(1)  for  net  quantity  of 
contents,  except  where  the  size  of  the 
claim  is  less  than  two  times  the  required 
size  of  the  net  quantity  of  contents 
statement,  in  which  case  the  referral 
statement  shall  be  no  less  than  one-half 
the  size  of  the  claim  but  no  smaller  than 
one-sixteenth  of  an  inch. 

(2)  The  referral  statement  shall  be 
immediately  adjacent  to  the  nutrient 
content  claim  and  may  have  no 
intervening  material  other  than,  if 
applicable,  other  information  in  the 
statement  of  identity  or  any  ether 


information  that  is  required  to  be 
prasented  with  the  claim  under  this 
section  (e.g.,  see  paragraph  (jK2)  of  this 
section)  or  under  a  regulation  in  subpart 
D  of  this  part  (e.g.,  see  §§  101.54  and 
101.62).  If  die  nutrient  content  claim 
appears  on  more  than  one  panel  of  the 
label,  the  referral  statement  shall  be 
adjacent  to  the  claim  on  each  panel 
except  for  the  panel  that  bears  the 
nutrition  information  where  it  may  be 
omitted. 

(3)  If  a  single  panel  of  a  food  label  or 
labeling  contains  muhiple  nutrient 
content  claims  or  a  single  claim 
repeated  several  times,  a  single  referral 
statement  may  be  made.  The  statement 
shall  be  adjacent  to  the  claim  that  is 
printed  in  the  largest  type  on  that  panel. 

(h)  In  place  of  die  referral  statement 
described  in  paragraph  (g)  of  this 
section. 

(1)  If  a  food,  except  a  meal  product  as 
defined  in  §  101.13(1).  a  main  dish 
product  as  defined  in  §  101.13(m).  or 
food  intended  specifically  for  use  by 
infants  and  children  less  than  2  years  of 
age.  contains  more  than  13.0  g  of  fat.  4.0 
g  of  saturated  fat.  60  milligrams  (mg)  of 
cholesterol,  or  480  mg  of  sodium  per 
reference  amount  customarily 
consumed,  per  labeled  serving,  or,  for  a 
food  with  a  reference  amount 
customarily  consumed  of  30  g  ot  less  or 
2  tablespoons  or  less,  per  SO  g  (for 
dehydrated  foods  that  must  have  water  ^ 
added  to  them  before  typical  ^ 
consiunptioa,  the  per  50  g  criterion 
refers  to  the  "as  prepared"  formj.  then 
that  food  must  disclose,  as  part  of  the 
referral  statement,  that  the  nutrient 
exceeding  the  specified  level  is  present 
in  the  focxi  as  follows:  "See  [bppmpriate 
panell  for  information  about  [nutrient 
requiring  disciosure]  and  other 
nutrients,"  e.g.,  "See  side  panel  for 
information  ^out  total  fat  and  other 
nutrients." 

(2)  If  a  food  is  a  meal  product  as 
defined  in  §  101.13(1),  and  contains 
more  than  26  g  of  fat,  8.0  g  of  saturated 
fat.  120  mg  of  cholesterol,  or  960  n^  of 
sodium  per  labeled  serving,  then  that 
fopd  must  disclose,  in  accordance  with 
the  requirements  as  provided  in 
paragraph  (hKl)  of  this  section,  that  the 
nutrient  exceedii^  the  specified  level  is 
present  in  the  food. 

(3)  If  a  food  is  a  main  dish  product  as 
defined  in  §  101.13(m),  and  contains 
more  than  19.5  g  of  fat.  6.0  g  of  saturated 
fat,  90  mg  of  cholesterol,  or  720  mg  of 
sodium  per  labeled  serving,  then  that 
food  must  disclose,  in  accordance  with 
the  requirements  as  provided  in 
paragraph  (h)(1)  of  this  section,  that  the 
nutrient  exceeding  the  specified  level  is 
present  in  the  food. 
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(j)  Except  as  provided  in  §  101.9  or  in 
paragraph  (q)(3)  of  this  section,  the  label 
or  labeling  of  a  product  may  contain  a 
statement  about  the  amount  or 
percentage  of  a  nutrient  if: 

(1)  The  use  of  the  statement  on  the 
food  implicitly  characterizes  the  level  of 
the  nutrient  in  the  food  and  is 
consistent  with  a  definition  for  a  claim, 
as  provided  in  subpart  D  of  this  part,  for 
the  nutrient  that  the  label  addresses. 
Such  a  claim  might  be,  "less  than  10  g 
of  fat  per  serving;" 

(2)  The  use  oflhe  statement  on  the 
food  implicitly  characterizes  the  level  of 
the  nutrient  in  the  food  and  is  not 
consistent  with  such  a  definition,  but 
the  label  carries  a  disclaimer  adjacent  to 
the  statement  that  the  food  is  not  low  in 
or  a  good  source  of  the  nutrient,  such  as 
"only  200  mg  sodiiun  per  serving,  not 

a  low  sodium  food."  The  disclaimer 
must  be  in  easily  legible  print  or  type 
and  in  a  size  no  less  than  required  by 
§  101.105())  for  net  quantity  of  contents 
except  where  the  size  of  the  claim  is  less 
than  two  times  the  required  size  of  the 
net  quantity  of  contents  statement,  in 
which  case  the  disclaimer  statement 
shall  be  no  less  than  one-half  the  size  of 
the  claim  but  no  smaller  than  one- 
sixteenth  of  an  inch; 

(3)  The  statement  does  not  in  any  way 
implicitly  characterize  the  level  of  the 
nutrient  in  the  food  and  it  is  not  false 
or  misleading  in  any  resp>ect  (e.g.,  "100 
calories"  or  "5  grams  of  fat"),  in  which 
case  no  disclaimer  is  required;  or 

(4)  "Percent  fat  free"  claims  are  not 
authorized  by  this  paragraph.  Such 
claims  shall  comply  with  §  101.62(b)(6). 

(j)  A  fopd  may  bear  a  statement  that 
compares  the  level  of  a  nutrient  in  the 
food  with  the  level  of  a  nutrient  in  a 
reference  food.  These  statements  shall 
be  known  as  "relative  claims"  and 
include  "light,"  "reduced,"  "less"  (or 
"fewer"),  and  "more"  claims. 

(1)  To  bear  a  relative  claim  about  the 
level  of  a  nutrient,  the  amount  of  that 
nutrient  in  the  food  must  be  compared 
to  an  amount  of  nutrient  in  an 
appropriate  reference  food  as  specified 
below. 

(i)(A)  For  "less"  (or  "fewer")  and 
"more"  claims,  the  reference  food  may 
be  a  dissimilar  food  within  a  product 
category  that  can  generally  be 
substituted  for  one  another  in  the  diet 
(e.g.,  potato  chips  as  reference  for 
pretzels)  or  a  similar  food  (e.g.,  potato 
chips'as  reference  for  potato  chips). 

(B)  For  "light,"  "reauced,"  "added," 
"fortified,"  and  "enriched"  claims,  the 
reference  food  shall  be  a  similar  food 
(potato  chip  reference  for  potato  chip), 
and 

(Ji)(A)  For  "light"  claims,  the 
reference  food  shall  be  representative  of 


the  type  of  food  that  includes  the 
product  that  bears  the  claim.  The 
nutrient  value  for  the  reference  food 
shall  be  representative  of  a  broad  base 
of  foods  of  that  type;  e.g..  a  value  in  a 
representative,  valid  data  base;  an 
average  value  determined  from  the  top 
three  national  (or  regional)  brands,  a 
market  basket  norm;  or,  where  its 
nutrient  value  is  representative  of  the 
food  type,  a  market  leader.  Firms  using 
such  a  reference  nutrient  value  as  a 
basis  for  a  claim,  are  required  to  provide 
specific  information  upon  which  the 
nutrient  value  was  derived,  on  request, 
to  consumers  and  appropriate  regulatory 
officials. 

(B)  For  relative  claims  other  than 
"light,"  including  "less"  and  "more" 
claims,  the  reference  food  may  be  the 
same  as  that  provided  for  "light"  in 
paragraph  (j)(l)(ii}(A)  of  this  section  or 
it  may  be  the  manufacturer's  regular 
product,  or  that  of  another 
manufacturer,  that  has  been  offered  for 
sale  to  the  public  on  a  regular  basis  for 
a  substantia!  period  of  time  in  the  same 
geographic  area  by  the  same  business 
entity  or  by  one  entitled  to  use  its  trade 
name.  The  nutrient  value(s)  for  a  single 
manufacturer's  product  shall  be  the 
value  declared  in  nutrition  labeling  on 
the  product. 

(2)  For  foods  bearing  relative  claims: 

(i)  The  label  or  labeling  must  state  the 
identity  of  the  reference  food  and  the 
percentage  (or  fraction)  of  the  amount  of 
the  nutrient  in  the  reference  food  by 
which  the  nutrient  has  been  modified, 
(e.g..  "50  percent  less  fat  than  (reference 
food)"  or  "1/3  fewer  calories  than 
(reference  food)"), 

(ii)  This  information  shall  be 
immediately  adjacent  to  the  most 
prominent  claim.  The  type  size  shall  be 
in  accordance  with  paragraph  (g)(1)  of 
this  section. 

(iii)  The  determination  of  which  use 
of  the  claim  is  in  the  most  prominent 
location  on  the  label  or  labeling  will  be 
made  based  on  the  following  factors, 
considered  in  order: 

(A)  A  claim  on  the  principal  display 
panel  adjacent  to  the  statement  of 
identity: 

(B)  A  claim  elsewhere  on  the 
principal  display  panel; 

(C)  A  claim  on  the  information  panel; 
or 

(D)  A  claim  elsewhere  on  the  label  or 
labeling. 

(iv)  The  label  or  labeling  must  also 
bear: 

(A)  Clear  and  concise  quantitative 
information  comparing  the  amount  of 
the  subject  nutrient  in  the  product  per 
labeled  serving  with  that  in  the 
reference  food;  and 


(B)  This  statement  shall  appear 
adjacent  to  the  most  prominent  claim  or 
on  the  information  panel. 

(3)  A  relative  claim  for  decreased 
levels  of  a  nutrient  may  not  be  made  on 
the  label  or  in  labeling  of  a  food  if  the 
nutrient  content  of  the  reference  food 
meets  the  requirement  for  a  "low"  claim 
for  that  nutrient  (e.g.,  3  g  fat  or  less). 

(k)  The  term  "modified"  may  be  used 
in  the  statement  of  identity  of  a  food 
that  bears  a  relative  claim  that  complies 
with  the  requirements  of  this  part, 
followed  immediately  by  the  name  of 
the  nutrient  whose  content  has  been 
altered  (e.g.,  "Modified  fat  cheesecake  "). 
This  statement  of  identity  must  be 
immediately  followed  by  the 
comparative  statement  such  as 
"Contains  35  percent  less  fat  than 

."  The  label  or  labeling  must 

also  bear  the  information  required  by 
paragraph  (j)(2)  of  this  section  in  the 
manner  prescribed. 

(1)  For  purposes  of  making  a  claim,  a 
"meal  product  shall  be  defined  as  a  food 
that: 

(1)  Makes  a  major  contribution  to  the 
total  diet  by: 

(i)  Weighing  at  least  10  ounces  (oz) 
per  labeled  serving;  and 

(ii)  Containing  not  less  than  40  g  for 
each  of  at  least  3  different  foods  from  2 
or  more  of  the  following  4  food  groups 
except  as  noted  in  paragraph  (l)(l){ii)(E) 
of  this  section: 

(A)  Bread,  cereal,  rice,  and  pasta 
group; 

(B)  Fruits  and  vegetables  group; 

(C)  Milk,  yogurt,  and  cheese  group; 

(D)  Meat,  poultry,  fish,  dry  beans, 
eggs,  and  nuts  group;  except  that; 

(E)  These  foods  snail  not  be  sauces 
(except  for  foods  in  the  above  four  food 
groups  that  are  in  the  sauces),  gravies, 
condiments,  relishes,  pickles,  olives, 
jams,  jellies,  syrups,  breadings  or 
garnishes;  and 

(2)  Is  represented  as.  or  is  in  a  form 
commonly  understood  to  be,  a  breakfast, 
lunch,  dinner,  or  meal. -Such 
representations  may  be  made  either  by 
statements,  photographs,  or  vignettes. 

(m)  For  purposes  of  making  a  claim, 
a  "main  dish  product"  shall  be  defined 
as  a  food  that: 

(1)  Makes  a  major  contribution  to  a 
meal  by 

(i)  Weighing  at  least  6  oz  per  labeled 
serving;  and 

(ii)  Containing  not  less  than  40  g  for 
each  of  at  least  two  different  foods  from 
two  of  the  following  four  food  groups 
except  as  noted  in  paragraph  (l){l)(ii)(E) 
of  this  section: 

(A)  Bread,  cereal,  rice,  and  pasta 
group: 

(B)  Fruits  and  vegetables  group; 

(C)  Milk,  yogurt,  and  cheese  group; 
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(D)  Meat,  pouHry.fish.  <lry  beans, 
eggs,  and  nuts  grottos*,  except  that: 

(E)  These  foods  snail  not  be  sauces 
(except  for  foods  in  the  above  four  food 
groups  that  are  in  the  sauces!  gravies, 
condiments,  relishes,  pickles,  olives, 
jams,  jellies,  symps,  ta«adings,  or 
garnishes;  and 

(2)  Is  Fepres^ited  «s,  or  is  in  a  farm 
commonly  understood  to  be.  a  main 
disb  (e.g,  not  a  beverage  or  a  dessert). 
Such  r^nesentotions  may  be  made 
either  by  statements,  photographs,  or 
vignettes. 

In)  Nutrition  labeling  in  accordance 
with  §  101,9  or  §  101.10.  as  applicable 
«haU  be  prot^^ed  for  any  food  for  whidi 
a  nutrient  content  claim  is  made. 

(o)  Except  as  provided  in  §  101.10, 
compliance  with  requirements  for 
niftnent  content  daims  in  this  section 
and  in  the  regulations  in  subpart  D  of 
this  part,  will  be  determined  using  the 
analytical  methodology  prescribed  for 
determining  compliance  with  outntion 
labdins  in  §  101,9. 

(pKl)  Unless  othBTwise  specified  the 
reference  amount  customarily 
consumed  set  forth  in  §  101. 12  (bj 
through  to  shall  be  used  in  determining 
vkfhether  a  product  meets  ti»  criteria  for 
a  nutrient  content  claim.  If  the  serving 
sire  declared  on  the  product  label 
differs  from  the  reference  amount 
customarily  coBsumed.  and  the  amount 
of  the  nutrient  contained  in  the  labeled 
serving  does  not  meet  the  maximum  or 
minimum  aoiount  criterion  in  the 
definition  for  the  descriptor  for  that 
nutrient,  the  claim  shall  be  followed  by 
the  criteria  for  the  claim  as  required  by 
§  101.12(g)  (e.g..  "very  low  sodium.  35 
mg  or  less  per  240  milliliters  (8  fl  oz.)"). 

(2)  The  criteria  for  the  claim  shall  be 
immediately  ad)acent  to  the  most 
prominent  claim  in  easily  legible  print 
or  type  and  in  a  size  in  accordance  with 
paragraph  (g)(1)  of  this  section. 

(q)  The  following  exemptions  apply: 

(1)  Nutrient  content  claims  that  have 
not  been  defined  by  regulation  and  that 
are  contained  in  the  brand  name  of  a 
specific  food  product  that  was  the  brand 
name  in  use  on  such  food  before 
October  25, 1989.  may  continue  to  be 
used  as  part  of  that  brand  name  for  such 
product,  provided  that  they  are  not  false 
or  misleading  under  section  403(a)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act).  However,  foods  bearing 
such  claims  must  comply  with  section 
403(f),  (g),  and  (h)  of  the  act; 

(2)  A  soft  drink  that  used  the  term 
"diet"  as  part  of  its  brand  name  before 
October  25. 1983.  and  whose  use  of  that 
term  was  in  compliance  with  §  105.66  of 
this  chapter  as  that  regulation  appeared 
ill  the  Code  of  Federal  Regulations  <m 
that  date,  may  continue  to  use  that  term 


as  part  of  its  brand  name,  provided  tfiat 
its  use  of  die  term  is  not  false  or 
misleading  under  section  403(3)  of  the 
act.  Soft  drinks  marketed  after  October 
25, 1989.  may  use  the  term  "diet" 
provided  they  are  in  compliance  with 
the  cmrent  §  105.66  of  thisrfiapter 

(3)  A  statement  that  describes  the 
percentage  of  a  vitamin  or  mineral  in 
the  food,  including  foods  intended 
specifically  for  use  by  infants  and 
children  !ess  than  2  years  of  sgs.  in 
relation  to  a  Reference  Daily  Intake 
(RDI)  as  defined  in  §  101.9  may  be  made 
on  the  label  or  in  labeling  of  a  food 
without  a  regulation  authorizing  such  a 
claim  for  a  specific  vitamin  or  mineral 
unless  such  claim  is  expressly 
prohibited  by  regulation  under  section 
403{r)l2nA)(vi)oftheact. 

(4)  Th«  requirements  of  this  section 

do  not  apply  to: 

(i)  Infant  formulas  sufaiaCt  to  sectiMi 
412(h)  ofthe  act;  and 

(ii)  Medical  foods  defined  by  section 
5(b)  of  the  Orphan  Drug  Act. 

(5)  A  nutrient  content  daim  used  on 
food  that  is  servwi  in  restaurants  (except 
on  menusi  or  other  establishments  in 
which  food  is  served  for  immediate 
human  oacairaption  or  which  is  sold 
for  sale  or  use  in  such  estahlidiroeBits 
shall  comply  with  the  requirements  of 
this  section  and  the  appropriate 
definition  in  subpart  D  oi  this  part, 
except  thaftr 

(i)  Such  claim  is  exempt  firom  the 
requirements  for  disclosure  statements 
in  paragraphs  (g)  and  (h)  of  this  section 
and  §§  101.54(di,  101.62(c),  (d)(l)(iiKC), 
(dK2)(ii)(C).  (dJO),  (d)(4Kii){C),  and 
(d)(5)(ii)(C);  and 

(ji)  In  lieu  of  analytical  testing, 
compliance  may  be  <tetermined  using  a 
reasonable  basis  for  concluding  that  the 
food  that  bears  the  claim  meets  the 
definition  for  the  claim.  This  reasonable 
basis  may  derive  fi-om  recognized  data 
bases  for  raw  and  processed  foods, 
recipes,  and  other  means  to  compute 
nutrient  levels  in  the  foods  or  meals  and 
may  be  used  provided  reasonable  steps 
are  taken  to  ensure  that  the  method  of 
preparation  adheres  to  the  factors  on 
which  the  reasonable  basis  was 
•  determined  (e.g.,  types  and  amounts  of 
ingredients,  cooking  temperatures,  etc.). 
Firms  making  claims  on  foods  based  on 
this  reasonable  basis  criterion  are 
required  to  provide  to  appropriate 
regulatory  officials  on  request  the 
spjecific  information  on  which  their 
determination  is  based  and  reasonable 
assurance  of  operational  adherence  to 
the  preparation  methods  or  other  basis 
for  the  claim;  and 

(iii)  A  term  or  symbol  that  may  in 
some  contexts  constitute  a  claim  under 
this  section  may  be  used,  provided  that 


the  use  ofthe  term  or  symbol  does  not 
characterize  the  level  of  a  nutrient,  and 
a  statement  that  doariy  explains  the 
basis  for  the  use  ofthe  term  or  symbol 
is  prominantly  displayed  and  does  not 
characterize  the  level  of  a  nutrient.  For 
example,  a  terra  such  as  "lite  fare" 
followed  by  an  asterisk  referring  to  a 
note  that  makes  clear  that  in  this 
restaurant  "lite  fan"  means  smaller 
portion  sizes  than  normal;  or  en  item 
bearing  a  S3rmbol  referring  to  a  note  that 
makes  clear  that  this  item  meets  the 
criteria  for  the  dietary  guidance 
established  by  a  recognized  dietary 
authority  would  not  be  considered  a 
nutrient  content  claim  under  §  101.13. 

1$)  Nutrient  ooateat  daims  that  w«ie 
part  ofthe  common  or  usual  names  of 
foods  tbdt  were  subfeCt  to  a  Aandard  <^ 
identity  on  November  8, 1990.  are  not 
subject  to  the  requirements  of 
para^aphs  (bj.  Ig),  and  (h)  of  this 
section  or  to  doTinitions  tn  sut^rt  D  of 
this  part. 

(7)  Implied  nutrient  content  claims 
may  be  used  as  part  of  a  brand  name, 
provided  that  the  use  of  the  claim  has 
been  authorized  by  the  Food  and  Drug 
Administration.  Petitions  requesting 
approval  of  such  a  claim  may  be 
submitted  under  §  101.69(o). 

(8)  The  tarn  "fluoridated,"  "fluoride 
added"  or  "with  added  fluoride"  may 
be  used  on  the  label  or  in  Iriieling  of 
bottled  water  that  contains  added 
fluoride. 

§101.25    inemmred] 

6.  Section  101.25  Labeling  of  foods  in 
relation  to  fat  andfatfy  acid  and 
cholesterol  content  is  removed  from 
subpart  B. 

7.  New  subpart  D.  consisting  of 

§§  101.54  through  101.69.  is  added  to 
read  as  follows: 

Subpart  O— Specific  Requirements  tor 
Nutrient  Content  Claims 

101.54    Nutrient  content  claims  for  "good 
source,"  "high,"  and  "more." 

101.56    Nutrient  content  claims  for  "light" 
or  "lite." 

101.60  Nutrient  content  claims  for  the 
calorie  content  of  foods. 

101.61  Nutrient  content  claims  for  the 
sodium  content  of  foods. 

101.62  Nutrient  content  claims  for  fat.  fatty 
acid,  and  cholesterol  content  of  foods. 

101.65    Implied  nutrient  content  claims  and 

related  label  statements. 
101.69    Petitions  fat  nutrient  content  daims. 


2414         Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


Subpart  D — Specific  R«quir«in«nts  fof 
Nutrient  Content  Claima 

§  101.54    Nutrient  content  claime  tor  "good 
•ource."  "high,"  and  "more." 

(a)  General  requirements.  Except  as 
provided  in  paragraph  (e)  of  this 
section,  a  claim  about  the  level  of  a 
nutrient  in  a  food  in  relation  to  the 
Reference  Daily  Intake  (RDI)  established 
for  that  nutrient  in  §  101.9(c)(8)(iv)  or 
Daily  Reference  Value  (DRV)  established 
for  that  nutrient  in  §  101.9(c)(9). 
(excluding  total  carbohydrates)  may 
only  be  made  on  the  label  and  in 
labeling  of  the  food  if: 

(1)  The  claim  uses  one  of  the  terms 
deOned  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  The  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  coiftent  claims  in  §  101.13;  and 

(3)  The  food  for  which  the  claim  is 
made  is  labeled  in  accordance  with 

§  101.9  or  §  101.10,  where  applicable. 

(b)  "High"  claims.  (1)  The  terms 
"high,"  "rich  in."  or  "excellent  source 
of  may  be  used  on  the  label  and  in  the 
labeling  of  foods,  except  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that  the  food  contains  20 
percent  or  more  of  the  RDI  or  the  DRV 
per  reference  amount  customarily 
consumed. 

(2)  The  terms  defined  in  paragraph 
(b)(1)  of  this  section  may  be  used  on  the 
label  and  in  the  labeling  of  meal 
products  as  defined  in  §  101.13(1)  and 
main  dish  products  as  defined  in 
§  101.13(m),  provided  that: 

(i)  The  product  contains  a  food  that 
meets  the  definition  of  "high"  in 
paragraph  (b)(1)  of  this  section;  and  * 

(ii)  The  label  or  labeling  clearly 
identifies  the  food  that  is  the  subject  of 
the  claim  (e.g.,  the  serving  of  broccoli  in 
this  product  is  high  in  vitamin  C). 

(c)  "Good  Source"  claims.  (1)  The 
terms  "good  source,"  "contains,"  or 
"provides"  may  be  used  on  the  label  or 
in  the  labeling  of  foods,  except  meal 
products  as  described  in  §101.13(1)  and 
a  main  dish  product  as  defined  in 

§  101.13(m),  provided  that  the  food 
contains  10  to  19  percent  of  the  RDI  or 
the  DRV  per  reference  amount 
customarily  consumed. 

(2)  The  terms  defined  in  paragraph 
(c)(1)  of  this  section  may  be  used  on  the 
label  and  in  the  labeling  of  meal 
products  as  defined  in  §  101.13(1)  and 
main  dish  products  as  defined  in 
101.13(m),  provided  that: 

(i)  The  product  contains  a  food  that 
meets  the  definition  of  "good  source"  in 
paragraph  (c)(1)  of  this  section;  and 

(ii)  The  label  or  labeling  clearly 
identifies  the  food  that  is  the  subject  of 


the  claim  (e.g..  the  serving  of  sweet 
potatoes  in  this  product  is  a  "good 
source"  of  fiber). 

(d)  "Fiber"  claims.  (1)  If  a  nutrient 
content  claim  is  made  with  respect  to 
the  level  of  dietary  fiber,  that  is,  that  the 
product  is  high  in  fiber,  a  good  source 
of  fiber,  or  that  the  food  contains 
"more"  fiber,  and  the  food  is  not  "low" 
in  total  fat  as  defined  in  §  101.62(b)(2) 
or,  in  the  case  of  a  meal  product,  as 
defined  in  §  101.13(1).  or  main  dish 
product,  as  defined  in  §  101.13(m),  is 
not  "low"  in  total  fat  as  defined  in 

§  101.62(b)(3),  then  the  label  shall 
disclose  the  level  of  total  fat  per  labeled 
serving. 

(2)  Tne  disclosure  shall  appear  in 
immediate  proximity  to  such  claim,  be 
in  a  type  size  no  less  than  one-half  the 
size  of  the  claim  and  precede  the 
referral  statement  required  in  §  101.13(g) 
(e.g.,  "contains  |x  amount]  of  total  fat 
per  serving.  See  [appropriate  panel]  for 
nutrition  information"). 

(e)  "More  claims."  (1)  A  relative  claim 
using  the  terms  "more,"  "fortified," 
"enriched,"  and  "added"  may  be  used 
on  the  label  or  in  labeling  to  describe 
the  level  of  protein,  vitamins,  minerals, 
dietary  fiber,  or  potassium  in  a  food, 
except  as  limited  by  §  101.13(j)(l)(i)  and 
except  meal  products  as  defined  in 

-  %  101.13(1)  and  main  dish  products  as 
defined  in  §  101.13(m),  provided  that: 

(i)  The  food  contains  at  least  10 
percent  more  of  the  RDI  for  protein, 
vitamins,  or  minerals  or  of  the  DRV  for 
dietary  fiber  or  potassium  (expressed  as 
a  percent  of  the  Daily  Value)  per 
reference  amount  customarily 
consumed  than  an  appropriate  reference 
food;  and 

(ii)  Where  the  claim  is  based  on  a 
nutrient  that  has  been  added  to  the  food, 
that  fortification  is  in  accordance  with 
the  policy  on  fortification  of  foods  in 
§  104.20  of  this  chapter;  and 

(iii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percentage  (or  fraction)  that  the 
nutrient  was  increased  relative  to  the 
RDI  or  DRV  are  declared  in  immediate 
proximity  to  the  most  prominent  such 
claim  (e.g.,  "contains  10  percent  more  of 
the  Daily  Value  for  fiber  than  white 
bread");  and 

(B)  Quantitative  information 
comparing  the  level  of  the  nutrient  in 
the  product  per  labeled  serving,  with 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g.,  "Fiber  content  of  white 
bread  is  1  gram  (g)  per  serving;  (this 
product)  3.5  g  per  serving"). 

(2)  A  relative  claim  using  the  terms 
"more,"  "fortified,"  "enriched,"  and 


"added"  may  be  used  on  the  label  or  in 
labeling  to  describe  the  level  of  protein, 
vitamins,  minerals,  dietary  fiber  or 
potassium,  except  as  limited  in 
§101.13(j)(l)(i),  in  meal  products  as 
defined  in  §  101.13(1)  or  main  dish 
products  as  defined  in  §  101.13(m), 
provided  that: 

(i)  The  food  contains  at  least  10 
percent  more  of  the  RDI  for  protein, 
vitamins,  or  minerals  or  of  the  DRV  for 
dietary  fiber  or  potassium  (expressed  as 
a  percent  of  the  Daily  Value)  per  100  g 
of  food  than  an  appropriate  reference 
food. 

(ii)  Where  the  claim  is  based  on  a 
nutrient  that  has  been  added  to  the  food, 
that  fortification  is  in  accordance  with 
the  policy  on  fortification  of  foods  in 
§  104.20  of  this  chapter;  and 

(iii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percentage  (or  fraction)  that  the 
nutrient  was  increased  relative  to  the 
RDI  or  DRV  are  declared  in  immediate 
proximity  to  the  most  prominent  such 
claim  (e.g.,  "contains  10  percent  more  of 
the  Daily  Value  for  fiber  per  3  oz  than 
does  "X  brand  of  product"'),  and 

(B)  Quantitative  information 
comparing  the  level  of  the  nutrient  in 
the  product  per  specified  weight,  with 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g.,  "the  fiber  content  of  "X 
brand  of  product'  is  2  g  per  3  oz.  This 
product  contains  4.5  g  per  3  oz"). 

§101.56    Nutrient  content  claims  for  "light" 
or  "lite." 

(a)  General  requirements.  A  claim 
using  the  term  "light"  or  "lite"  to 
describe  a  food  may  only  be  made  on 
the  label  and  in  labeling  of  the  food  if: 

(1)  The  claim  uses  one  of  the  terms 
defined  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  The  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  content  claims  in  §  101.13;  and 

(3)  The  food  is  labeled  in  accordance 
with  §  101.9.  §  101.10,  or  §  101.36, 
where  applicable. 

(b)  "Light"  claims.  The  terms  "light" 
or  "lite"  may  be  used  on  the  label  or  in 
the  labeling  of  foods,  except  meal 
products  as  defined  in  §  101.13(1)  and 
main  dish  products  as  defined  in 

§  101.13(m),  without  further 
qualification,  provided  that: 

(1)  If  the  food  derives  50  percent  or 
more  of  its  calories  from  fat,  its  fat 
content  is  reduced  by  50  percent  or 
more  per  reference  amount  customarily 
consumed  compared  to  an  appropriate 
reference  food  as  specified  in 
§101.13(j){l);or 
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(2)  If  the  food  derives  less  than  50 
percent  of  its  calories  from  fat: 

(i)  The  number  of  calories  is  reduced 
by  at  least  one-third  (33  1/3  percent)  per 
reference  amount  customarily 
consumed  compared  to  an  appropriate 
reference  food;  or 

(ii)  Its  fat  content  is  reduced  by  50 
percent  or  more  per  reference  amount 
customarily  consumed  compared  to  the 
reference  food  that  it  resembles  or  for 
which  it  substitutes  as  specified  in 
§101.13(j)(l):and 

(3)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(i)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
calories  and  the  fat  were  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim,  (e.g..  "1/3 
fewer  calories  and  50  percent  less  fat 
than  our  regular  cheese  cake"); 

(ii)  Quantitative  information 
comparing  the  level  of  calories  and  fat 
content  in  the  product  per  labeled 
serving  size,  with  that  of  the  reference 
food  that  it  replaces  is  declared  adjacent 
to  the  most  prominent  claim  or  on  the 
information  panel  (e.g.,  lite  cheese 
cake — 200  calories.  4  grams  (g)  fat; 
regular  cheese  cake — 300  calories.  8  g 
fat  per  serving);  and 

(iii)  If  the  labeled  food  contains  less 
than  40  calories  or  less  than  3  g  fat  per 
reference  amount  customarily 
consumed,  the  percentage  reduction  for 
that  nutrient  neied  not  be  declared. 

(•4)  A  "light"  claim  may  not  be  made 
on  a  food  for  which  the  reference  food 
meets  the  definition  of  "low  fat"  and 
"low  calorie." 

(c)(l)(i)  A  product  for  which  the 
reference  food  contains  40  calories  or 
less  and  3  g  fat  or  less  per  reference 
amount  customarily  consumed  may  use 
the  term  "light"  or  "lite"  without 
further  qualification  if  it  is  reduced  by 
50  percent  or  more  in  sodium  content 
compared  to  the  reference  food;  and 

(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
sodium  was  reduced  shall  be  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g..  50  percent 
less  sodium  than  our  regular  soy  sauce); 
and 

(B)  Quantitative  information 
comparing  the  level  of  sodium  per 
labeled  serving  size  with  that  of  the 
reference  food  it  replaces  is  declared 
adjacent  to  the  most  prominent  claim  or 
on  the  information  panel  (e.g..  "lite  soy 
sauce  500  milligrams  (mg)  sodium  per 
serving,  regular  soy  sauce  1.000  mg  per 
serving"). 

(2)(i)  A  product  for  which  the 
reference  food  contains  more  than  40 


calories  or  more  than  3  g  fat  per 
reference  amount  customarily 
consumed  may  use  the  term  "light  in 
sodium"  or  "lite  in  sodium"  if  it  is 
reduced  by  50  percent  or  more  in 
sodium  content  compared  to  the 
reference  food,  provided  that  "light"  or 
"lite"  is  presented  in  immediate 
proximity  with  "in  sodium"  and  the 
entire  term  is  presented  in  uniform  type 
size,  style,  color,  and  prominence;  and 

(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
sodium  was  reduced  shall  be  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  50  percent 
less  sodium  than  our  regular  canned 
peas);  and 

(B)  Quantitative  information 
comparing  the  level  of  sodium  per 
labeled  serving  size  with  that  of  the 
reference  food  it  replaces  is  declared 
adjacent  to  the  most  prominent  claim  or 
on  the  information  panel  (e.g..  "light 
canned  peas.  175  milligrams  (mg) 

.  sodium  per  serving,  regular  canned  peas 
350  mg  per  serving.") 

(iii)  Except  for  meal  products  as 
defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m).  a 
"light  in  sodium"  claim  may  not  be 
made  on  a  food  for  which  the  reference 
food  meets  the  definition  of  "low  in 
sodium". 

(d)(1)  The  terms  "light"  or  "lite"  may 
be  used  on  the  label  or  in  the  labeling 
of  a  meal  product  as  defined  in 
§  101.13(1)  and  a  main  dish  product  as 
defined  in  §  101.13(m).  provided  that: 

(i)  The  food  meets  the  definition  of: 

(A)  "Low  in  calories"  as  defined  in 
§  101.60(b)(3);  or 

(B)  "Low  in  fat"  as  defined  in 
§  101.62(b)(3);  and 

(ii)(A)  A  statement  appears  on  the 
principal  display  panel  that  explains 
whether  "light"  is  used  to  mean  "low 
fat."  "low  calories,"  or  both  (e.g..  "Light 
Delight,  a  low  fat  meal");  and 

(B)  The  accompanying  statement  is  no 
less  than  one-half  the  type  size  of  the 
"light"  or  "lite"  claim. 

(d)(2)(i)  The  term  "light  in  sodium"  or 
"lite  in  sodium"  may  be  used  on  the 
label  or  in  the  labeling  of  a  meal  product 
as  defined  in  §  101.13(1)  and  a  main  dish 
product  as  defined  in  §  lC1.13(m). 
provided  that  the  food  meets  the 
definition  of  "low  in  sodium"  as 
defined  in  §  101.61(b)(5)(i);  and 

(ii)  "Light"  or  "Ute"  and  "in  sodium" 
are  presented  in  uniform  type  size, 
style,  color,  and  prominence. 

(e)  Except  as  provided  in  paragraphs 
(b)  through  (d)  of  this  section,  the  term 
"li^t"  or  "lite"  may  not  be  used  to  refer 
to  a  food  that  is  not  reduced  in  fat  by 


50  percent,  or.  if  applicable,  in  calories 
by  1/3  or.  when  properly  qualified,  in 
sodium  by  50  percent  unless: 

(1)  It  describes  some  physical  or 
organoleptic  attribute  of  the  food  such 
as  texture  or  color  and  the  information 
(e.g..  "light  in  color"  or  "light  in 
texture")  so  stated,  clearly  conveys  the 
nature  of  the  product;  and 

(2)  The  attribute  (e.g..  "color"  or 
"texture")  is  in  the  same  style,  color, 
and  at  least  one-half  the  type  size  as  the 
word  "light"  and  in  immediate 
proximity  thereto. 

(0  If  a  manufacturer  can  demonstrate 
that  the  word  "light"  has  been 
associated,  through  common  use,  with  a 
particular  food  to  reflect  a  physical  or 
organoleptic  attribute  (e.g.,  light  brown 
sugar,  light  com  syrup,  or  light 
molasses)  to  the  point  where  it  has 
become  part  of  the  statement  of  identity, 
such  use  of  the  term  "light"  shall  not  be 
considered  a  nutrient  content  claim 
subject  to  the  requirements  in  this  part. 

(g)  The  term  "lightly  salted"  may  be 
used  on  a  product  to  which  has  been 
added  50  percent  less  sodium  than  is 
normally  added  to  the  reference  food  as 
described  in  §  101.13(j)(l)(i)(B)  and 
(j)(l)(ii)(B),  provided  that  if  the  product 
is  not  "low  in  sodium"  as  defined  in 
§  101.61(b)(4),  the  statement  "not  a  low 
sodium  food,"  shall  appear  on  the 
information  panel  and  the  information 
on  the  label  or  labeling  as  specified  in 
§101.13(j)(2). 

§  101 .60    Nutrient  content  claims  for  ttie 
calorie  content  of  foods. 

(a)  General  requirements.  A  claim 
about  the  calorie  content  of  a  food  may 
only  be  made  on  the  label  or  in  the 
labeling  of  the  food  if: 

(1)  The  claim  uses  one  of  the  terms 
defined  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  The  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  content  claims  in  §  101.13;  and 

(3)  The  food  for  which  the  claim  is 
made  is  labeled  in  accordance  with 

§  101.9  or  §  101.10,  where  applicable. 

(b)  "Calorie  content  claims. "  (1)  The 
terms  "calorie  fiee."  "ftee  of  calories," 
"no  calories,"  "zero  calories,"  "without 
calories,"  "trivial  source  of  calories," 
"negligible  source  of  calories,"  or 
"dietarily  insignificant  source  of 
calories"  may  be  used  on  the  label  or  in 
the  labeling  of  foods,  provided  that: 

(i)  The  food  contains  less  than  5 
calories  per  reference  amount 
customarily  consumed;  and 

(ii)  As  required  in  §  101.13(e)(2),  if  the 
food  meets  this  condition  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
the  caloric  content,  it  is  labeled  to 
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disclose  that  calories  are  not  usually 
present  in  the  food  (e.g.,  "cider  vinegar, 
a  calorie  free  food"). 

(2)  The  terras  "low  calorie."  "few 
calories,"  "contains  a  snnall  amount  of 
calories,"  "low  source  of  calories,"  or 
"low  in  calories"  may  be  used  on  the 
label  and  in  labeling  of  foods,  except 
meal  products  as  defined  in  §  101.13(1) 
and  main  dish  products  as  defined  in 

§  101.13(m),  provided  that: 

(i)  The  food  has  a  reference  amount 
customarily  consumed  greater  than  30 
grams  (g)  or  greater  than  2  tablespoons 
and  does  not  provide  more  than  40 
calories  per  refiarence  amount 
customarily  consumed;  or 

(ii)  The  food  has  a  reference  amount 
customarily  consumed  of  30  g  or  less  or 
2  tablespoons  or  less  and  does  not 
provide  more  than  40  calories  per 
reference  amoimt  customarily 
consumed  and,  except  for  sugar 
substitutes,  per  50  g  (for  dehydrated 
foods  tJ^at  are  typically  consumed  when 
rehydrated  with  only  water,  the  per  50 
g  criterion  refers  to  the  "as  prepared" 
form);  and 

(iii)  If  a  food  meets  these  conditions 
without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  vary  the  caloric 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  the  label 
attaches  (e.g.,  "celery,  a  low  calorie 
food"). 

(3)  The  terms  defined  in  paragraph 
(b)(2)  of  this  section  may  be  used  on  the 
label  or  in  labeling  of  meal  products  as 
defined  in  §  101.13(1)  or  main  dish 
products  as  defined  in  §  101.13(m), 
provided  that: 

(i)  The  product  contains  120  calories 
or  less  per  100  g;  and 

(ii)  If  the  product  meets  this  condition 
%vithout  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  the  calorie 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  it 
attaches. 

(4)  The  terms  "reduced  calorie," 
"reduced  in  calories,"  "calorie 
reduced,"  "fewer  calories."  "lower 
calorie,"  or  "lower  in  calories"  may  be 
used  on  the  label  or  in  the  labeling  of 
foods,  except  as  limited  by 

§  101.13(j)(l)())  and  except  meal 
products  as  defined  in  §  101.13(1)  and 
main  dish  products  as  defined  in 
§  101.13(m),  provided  that: 

(i)  The  food  contains  at  least  25 
percent  fewer  calories  per  reference 
amoimt  customarily  consumed  than  an 
appropriate  refisrence  food  as  described 
in  S  101.13(0(1);  and 


(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
calories  have  been  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  reduced 
calorie  cupcakes  "33  1/3  percent  fewer 
calories  than  regular  cupcakes");  and 

(B)  Quantitative  information 
comparing  the  level  of  the  nutrient  in 
the  product  per  labeled  serving  with 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g.,  "calorie  content  has  been 
reduced  from  150  to  100  calories  per 
serving*'). 

(iii)  Claims  described  in  paragraph 
(b)(4)  of  this  section  may  not  be  made 
on  the  label  or  labeling  of  foods  if  the 
reference  food  meets  the  definition  for 
"low  calorie." 

(5)  The  terms  defined  in  paragraph 
(b)(4)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  food  contains  at  least  25 
percent  fewer  calories  per  100  g  of  food 
than  an  appropriate  reference  food  as 
described  in  §  101.13())(1);  and 

(ii)  As  required  in  §  101.13())(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
calories  have  been  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  Larry's 
Reduced  Calorie  Lasagne,  "25  percent 
fewer  calories  per  oz  (or  3  oz)  than  our 
regular  Lasagna");  and 

(B)  Quantitative  information 
comparing  the  level  of  the  nutrient  in 
the  product  per  specified  weight  vrith 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g..  calorie  content  has  been 
reduced  from  108  calories  per  3  oz  to  83 
calories  per  3  oz). 

(iii)  Claims  described  in  paragraph 
(b)(5)  of  this  section  may  not  be  made 
on  the  label  or  labeling  of  food  if  the 
reference  food  meets  the  definition  for 
"low  calorie." 

(c)  Sugar  content  claims — (1)  Use  of 
terms  such  as  "sugar  free,"  "free  of 
sugar,"  "no  sugar,"  "zero  sugar," 
"without  sugar,"  "sugarless,"  "trivial 
source  of  sugar,"  "negligible  source  of 
sugar,"  or  "dietarily  insignificant  source 
of  sugar."  Consumers  may  reasonably  be 
expected  to  regard  terms  that  represent 
that  the  food  contains  no  sugars  or 
sweeteners  e.g.,  "sugar  free,"  or  "no 
sugar,"  as  indicating  a  product  which  is 
low  in  calories  or  significantly  reduced 


in  calories.  Consequently,  except  as 
provided  in  paragraph  (c)(2)  of  this 
section,  a  food  may  not  be  labeled  with 
such  terms  unless: 

(i)  The  food  contains  less  than  O.S  g 
of  sugars,  as  defined  in  §  101.9(c)(6)(ii). 
per  reference  amount  customarily 
consumed  or  in  the  case  of  a  meal 
product  or  main  dish  product  less  than 
0.5  s  of  sugars  per  labeled  serving;  and 

(iij  The  food  contains  no  ingredient 
that  is  a  sugar  or  that  is  generally 
understood  by  consumere  to  contain 
sugars  unless  the  listing  of  the 
ingredient  in  the  ingredient  statement  is 
followed  by  an  asterisk  that  refers  to  the 
statement  below  the  list  of  Ingredients, 
which  states  "adds  a  trivial  amount  of 
sugar."  "adds  a  negligible  amount  of 
sugar."  or  "adds  a  dietarily  insignificant 
amount  of  sugar;"  and 

(iii)(A)  It  is  labeled  "low  calorie"  or 
"reduced  calorie"  or  bears  a  relative 
claim  of  special  dietary  usefulness 
labeled  in  compliance  with  paragraphs 
(b)(2).  (b)(3).  (b)(4).  or  (b)(5)  of  this 
section;  or 

(B)  Suc:h  term  is  immediately 
accompanied,  each  time  it  is  used,  by     ^ 
either  the  statement  "not  a  reduced 
calorie  food."  "not  a  low  calorie  food." 
or  "not  for  weight  control." 

(2)  The  terms  "no  added  sugar," 
"without  added  sugar,"  or  "no  sugar 
added"  may  be  used  only  if: 

(i)  No  amount  of  sugars,  as  defined  in 
§  101.9(c)(6)(ii),  or  any  other  ingredient 
that  contains  sugars  that  functionally 
substitute  for  added  sugars  is  added 
duringprocessing  or  packaging;  and 

(ii)  Tne  product  does  not  contain  an 
ingredient  containing  added  sugars  such 
as  jam,  jelly,  or  concentrated  fruit  juice; 
and 

(iii)  The  sugare  content  has  not  been 
increased  above  the  amount  present  in 
the  ingredients  by  some  means  such  as 
the  use  of  enzymes,  except  where  the 
intended  functional  effect  of  the  process 
is  not  to  increase  the  sugars  content  of 
a  food,  and  a  functionally  insignificant 
increase  in  sugare  results;  and 

(iv)  The  food  that  it  resembles  and  for 
which  it  substitutes  normally  contains 
added  sugare;  and 

(v)  The  product  bears  a  statement  that 
the  food  is  not  "low  calorie"  or  "calorie 
reduced"  (unless  the  food  meets  the 
requirements  for  a  "low"  or  "reduced 
calorie"  food)  and  that  directs 
consumers'  attention  to  the  nutrition 
panel  for  further  information  on  sugar 
and  calorie  content 

(3)  Paragraph  (c)(1)  of  this  section 
shall  not  apply  to  a  factual  statement 
that  a  food,  including  foods  intended 
specifically  for  infants  and  children  less 
than  2  years  of  age,  is  unsweetened  or 
contains  no  added  sweetenen  in  the 
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case  of  a  food  that  contains  apparent 
substantial  inherent  sugar  content,  e.g.. 
juices. 

(4)  The  terms  "reduced  sugar," 
"reduced  in  sugar."  "sugar  reduced, 
"less  sugar."  "lower  sugar"  or  "lower  in 
sugar"  may  be  used  on  the  label  or  in 
labeling  of  foods,  except  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(ra). 
provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  sugar  per  reference  amount 
customarily  consumed  than  an 
appropriate  reference  food  as  described 
in§101.13(jHl);and 

(ii)  As  required  in  §  101.13{j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  h-action)  that  the 
sugar  has  been  reduced  are  declared  in 
immediate  proximity  to  the  most 
prominent  such  claim  (e.g..  "these  com 
flakes  contain  25  percent  less  sugar  than 
our  sugar  coated  com  flakes");  and 

(B)  Quantitative  information 
comparing  the  level  of  the  sugar  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g.. 
"Sugar  content  has  been  lowered  from 

8  g  to  6  g  per  serving"). 

(5)  The  terms  defined  in  paragraph 
(c)(4)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  a  meal  product 
as  defined  in  §  101.13(1)  and  a  main  dish 
product  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  sugars  per  100  g  of  food 
than  an  appropriate  reference  food  as 
described  in  §  101.13(j)(l).  and 

(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
aod  the  percent  (or  fraction)  that  the 
sugars  have  been  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g..  reduced 
sweet  and  sour  shrimp  dinner.  "25 
percent  less  sugar  per  3  oz  than  our 
regular  sweet  and  sour  shrimp  dinner"); 
and 

(B)  Quantitative  information 
comparing  the  level  of  the  nutrient  in 
the  product  per  specified  weight  with 
that  of  the  reference  food  that  it  replaces 
is  d^lared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g..  sugar  content  has  been 
reduced  from  17  g  per  3  oz  to  13  g  per 
3oz). 

§  1 01 .61    Nutrient  content  claims  for  the 
•odium  content  of  food*. 

(a)  General  requirements.  A  claim 
about  the  level  of  sodium  in  a  food  may 


only  be  made  on  the  label  and  in  the 
labeling  of  the  food  if: 

(1)  The  claim  uses  one  of  the  terms 
defined  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  TTie  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  content  claims  in  §  101.13;  and 

(3)  The  food  for  which  the  claim  is 
made  is  labeled  in  accordance  with 

§  101.9  or  §  101.10.  where  applicable. 

(b)  "Sodium  content  claims."  (1)  The 
terms  "sodium  free."  "free  of  sodium." 
"no  sodium."  "zero  sodium."  "without 
sodium."  "trivial  source  of  sodium." 
"negligible  source  of  sodium."  or 
"dietary  insignificant  source  of  sodium" 
may  be  used  on  the  label  or  in  the 
labeling  of  foods,  provided  that: 

(i)  The  food  contains  less  than  5 
milligrams  (mg)  of  sodium  per  reference 
amount  customarily  consumed  or  in  the 
case  of  a  meal  product  or  a  main  dish 
product  less  than  5  mg  of  sodium  per 
labeled  serving;  end 

(ii)  The  food  contains  no  ingredient 
that  is  sodium  chloride  or  is  generally 
understood  by  consumers  to  contain 
sodium,  unless  the  listing  of  the 
ingredient  in  the  ingredient  statement  is 
followed  by  an  asterisk  that  refers  to  the 
statement  below  the  list  of  ingredients, 
which  states:  "Adds  a  trivial  amount  of 
sodium,"  "adds  a  negligible  amount  of 
sodium"  or  "adds  a  dietarily 
insignificant  amount  of  sodium;"  and 

(iii)  As  required  in  §  101.13(e)(2)  if  the 
food  meets  these  conditions  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
the  sodium  content,  it  is  labeled  to 
disclose  that  sodium  is  not  usually 
present  in  the  food  (e.g..  "leaf  lettuce,  a 
sodium  free  food"). 

(2)  The  terms  "very  low  sodium."  or 
"very  low  in  sodium," -may  be  used  on 
the  label  and  in  labeling  of  foods,  except 
meal  products  as  defined  in  §  101.13(1) 
and  main  dish  products  as  defined  in 
§  101.13(m),  provided  that: 

(i)(A)  The  food  has  a  reference 
amount  customarily  consumed  greater 
than  30  grams  (g)  or  greater  than  2 
tablespoons  and  contains  35  mg  or  less 
sodium  per  reference  amount 
customarily  consumed;  or 

(B)  The  food  has  a  reference  amount 
customarily  consumed  of  30  g  or  less  or 
2  tablespoons  or  less  and  contains  35 
mg  or  less  sodium  per  reference  amount 
customarily  consumed  and  per  50  g  (for 
dehydrated  foods  that  are  typically 
consumed  when  rehydrated  with  only 
water,  the  per  50  g  refers  to  the  "as 
prepared"  form); 

(ii)  If  the  food  meets  these  conditions 
without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  vary  the  sodium 


content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  the  label 
attaches  (e.g..  "potatoes,  a  very  low- 
sodium  food"). 

(3)  The  terms  defined  in  paragraph 
(b)(2)  of  this  section  may  be  ustKi  on  the 
label  and  in  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  product  contains  35  mg  or  less 
of  sodium  per  100  g  of  product;  and 

(ii)  If  the  product  meets  this  condition 
without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  the  sodium 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  the  label 
attaches. 

(4)  The  terms  "low  sodium."  or  "low 
in  sodium."  "little  sodium."  "contains  a 
small  amount  of  sodium."  or  "low 
source  of  sodium"  may  be  used  on  the 
label  and  in  the  labeling  of  foods,  except 
meal  products  as  defined  in  §  101.13(1) 
and  main  dish  products  as  defined  in 

§  101.13(m).  provided  that: 

(i)(A)  The  food  has  a  reference 
amount  customarily  consumed  greater 
than  30  g  or  greater  than  2  tablespoons 
and  contains  140  mg  or  less  sodium  per 
reference  amount  customarily 
consumed;  or 

(B)  The  food  has  a  reference  amount 
customarily  consumed  of  30  g  or  less  or 
2  tablespoons  or  less  and  contains  140 
mg  or  less  sodium  per  reference  amount 
customarily  consumed  and  per  50  g  (for 
dehydrated  foods  that  are  typically 
consumed  when  rehydrated  with  only 
water,  the  per  50  g  criterion  refers  to  the 
"as  prepared"  form);  and 

(in  Ifthe  food  meets  these  conditions 
without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  vary  the  sodium 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  the  label 
attaches  (e.g..  "fresh  spinach,  a  low 
sodium  food");  and 

(5)  The  terms  defined  in  paragraph 
(b)(4)  of  this  section  may  be  used  on  the 
label  and  in  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  product  contains  140  mg  or 
less  sodium  per  100  g:  and 

(ii)  If  the  product  meets  these 
conditions  without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  the  sodium 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  towhich  the  label 
attaches. 
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(6)  The  terms  "reduced  sodium." 
"reduced  in  sodium."  "sodium 
reduced."  "less  sodium."  "lower 
sodium."  or  "lower  in  sodium"  may  be 
used  on  the  label  or  in  labeling  of  foods, 
except  meel  products  as  defined  in 

§  101.13(1)  and  main  dish  products  as 
defined  in  §  101.13(m).  provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  sodium  per  reference 
amount  customarily  consumed  than  an 
appropriate  reference  food  as  described 
in§101.13{j)(l). 

(ii)  As  required  for  §  101.13(i)(2)  for 
relative  claims: 

(A)  The  identity  of  the  refiarence  food 
and  the  percent  (or  fraction)  that  the 
sodium  has  been  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  "reduced 

sodium .  50  percent  less 

sodium  than  regular ");  and 

(B)  Quantitative  information 
comparing  the  level  of  the  sodium  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g.. 
"sodium  content  has  been  lowered  hx>m 
300  to  150  mg  per  serving"). 

(iii)  Claims  aescribed  in  paragraph      ^ 
(b](6)  of  this  section  may  not  be  made      ' 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low 
sodium." 

(7)  The  terms  defined  in  paragraph 
(b)(6)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m), 
provided  that; 

(i)  The  food  contains  at  least  25 
percent  less  sodium  per  100  g  of  food 
than  an  appropriate  reference  Ibod  as 
described  in  §  101.13(j)(l).  and 

(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
sodium  has  been  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  claim  (e.g..  reduced 
sodium  eggplant  parmigiana  dinner  "30 
percent  less  sodium  per  oz  (or  3  oz)  than 
our  regular  eggplant  parmigiana 
dinner"). 

(B)  Quantitative  information 
comparing  the  level  of  sodium  in  the 
product  per  specified  weight  with  that 
of  tiie  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g., 
sodium  content  has  been  reduced  from 
217  mg  per  3  oz  to  150  mg  per  3  oz). 

(iii)  claims  described  in  paragraph 
(b)(7)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reterenoa 


food  meets  the  definition  for  "low 
sodium." 

(c)  The  term  "salt"  is  not  synonymous 
with  "sodium."  Salt  refers  to  sodium 
chloride.  However,  references  to  salt 
content  such  as  "unsalted."  "no  salt," 
"no  salt  added"  are  {>otentially 
misleading. 

(1)  The  term  "salt  fiee"  may  be  used 
on  the  label  or  in  labeling  of  foods  only 
if  the  food  is  "sodium  fiee"  as  defined 
in  paragraph  (b)(1)  of  this  section. 

(2)  The  terms  "unsalted."  "without 
added  salt,"  and  "no  salt  added"  may  be 
used  on  the  label  or  in  labeling  of  foods 
only  if: 

(i)  No  salt  is  added  during  pro(::essing; 

(ii)  The  food  that  it  resenibles  and  for 
which  it  substitutes  is  normally 
processed  with  salt;  and 

(iii)  If  the  food  is  not  sodium  free,  the 
statement,  "not  a  sodium  free  food"  or 
"not  for  control  of  sodium  in  the  diet" 
appears  on  the  information  panel  of  the 
food  bearing  the  claim. 

(3)  Paragraph  (c)(2)  of  this  section 
shall  not  apply  to  a  factual  statement 
that  a  food  intended  specifically  for 
infants  and  children  less  than  2  years  of 
age  is  unsalted,  provided  such  statement 
refers  to  the  taste  of  the  food  and  is  not 
otherwise  false  and  misleading. 

S 101 .62    Nutrient  content  ciaima  for  fat, 
fatty  acid,  and  choleaterol  content  of  foods. 

(a)  General  requirements.  A  claim 
about  the  lev^l  of  fat.  fatty  acid,  and 
cholesterol  in  a  food  may  only  be  made 
on  the  label  or  in  the  labeling  of  foods 
if: 

(1)  The  claim  uses  one  of  the  terms 
defined  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  The  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  content  claims  in  §  101.13;  and 

(3)  The  food  for  which  the  claim  is 
made  is  labeled  in  accordance  with 

§  101.9  or  §  101.10,  where  applicable. 

(b)  "Fat  content  claims. "  (1)  The 
terms  "fat  free,"  "bee  of  fat,"  "no  fat," 
"zero  fat,"  "without  fat."  "nonfat," 
"trivial  source  of  fat,"  "negligible  source 
of  fat."  or  "dietarily  insignificant  source 
of  fat"  may  be  useQ  on  the  label  or  in 
labeling  of  foods,  provided  that: 

(i)  The  food  contains  less  than  0.5 
gram  (g)  of  fat  per  reference  amount 
customarily  consumed  or  in  the  case  of 
a  meal  product  or  main  dish  product 
less  than  0.5  g  of  fat  per  labeled  serving; 

(ii)  The  food  contains  no  added 
ingredient  that  is  a  fat  or  is  generally 
understood  by  consumers  to  contain  fat 
unless  the  listing  of  the  ingredient  in  the 
ingredient  statement  is  followed  by  an 
asterisk  that  refers  to  the  statement 
below  the  list  of  ingredients,  which 
states  "adds  a  trivial  amount  of  fat," 


"adds  a  negligible  amount  of  fat,"  or 
"adds  a  dietarily  insignificant  amount  of 
fat;"  and 

(iii)  As  required  in  §  101.13(e)(2).  if 
the  food  meets  these  conditions  without 
the  benefit  of  special  processing, 
alteration,  formulation,  or  reformulation 
to  lower  fat  content,  it  is  labeled  to 
disclose  that  fat  is  not  usually  present 
in  the  food  (e.g.,  "broccoli,  a  fat  free 
food"). 

(2)  The  terms  "low  fat,"  "low  in  fat," 
"contains  a  small  amount  of  fat,"  "low 
source  of  fat,"  or  "little  fat"  may  be  used 
on  the  label  and  in  labeling  of  foods, 
except  meal  products  as  defined  in 

§  101.13(1)  and  main  dish  products  as 
defined  in  §101.13(m),  provided  that: 

(i)(A)  The  food  has  a  reference 
amount  customarily  consumed  greater 
than  30  g  or  greater  than  2  tablespoons 
and  contains  3  g  or  less  of  fat  per 
reference  amount  customarily 
consumed;  or 

(B)  The  food  has  a  reference  amount 
customarily  consumed  of  30  g  or  less  or 
2  tablespoons  or  less  and  contains  3  g 
or  less  of  fat  per  reference  amount 
customarily  consumed  and  per  50  g  of 
food  (for  dehydrated  foods  that  are 
typically  consumed  when  rehydrated 
with  only  water,  the  per  50  g  criterion 
refers  to  the  "as  prepared"  form);  and 

(ii)  If  the  food  meets  these  conditions 
without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  fat  content,  it  is 
labeled  to  clearly  refer  to  all  foods  of  its 
type  and  not  merely  to  the  particular 
brand  to  which  the  label  attaches  (e.g., 
"frozen  perch,  a  low  fat  food"). 

(3)  The  terms  defined  in  paragraph 
(b)(2)  of  this  section  may  be  used  on  the 
label  and  in  labeling  of  meal  products 
as  defined  in  §  101.13(1)  or  main  dish 
products  as  defined  in  §  101.13(m), 
provided  that: 

(i)  The  product  contains  3  g  or  less  of 
total  fat  (>er  100  g  and  not  more  than  30 
percent  of  calories  from  fat;  and 

(ii)  If  the  product  meets  these 
conditions  without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  fat  content,  it  is 
labeled  to  clearly  refer  to  all  foods  of  its 
type  and  not  merely  to  the  particular 
brand  to  which  the  label  attaches. 

(4)  The  terms  "reduced  tat,"  "reduced 
in  fat,"  "fat  reduced,"  "less  fat,"  "lower 
fat,"  or  "lower  in  fat"  may  be  used  on 
the  label  or  in  the  labeling  of  foods, 
except  meal  products  as  defined  in 

§  101.13(1)  and  main  dish  products  as 
defined  in  §  101.13(m).  provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  fat  per  reference  amount 
customarily  consumed  than  an 
appropriate  reference  food  as  described 
in  §  101.13(j)(l];  and 
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(ii)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  [or  fraction)  that  the  fat 
has  been  reduced  and  are  declared  in 
immediate  proximity  to  the  most 
prominent  such  claim  (e.g..  "reduced 
fat— 50  percent  less  fat  than  our  regular 
brownies");  and 

(B)  Quantitative  information 
comparing  the  level  of  fat  in  the  product 
per  labeled  serving  with  that  of  the 
refewnce  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g., 
"fat  content  has  been  reduced  from  8  g 
to  4  g  per  serving"). 

(iii)  Claims  described  in  parag^ph 
(b)(4)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low  fat" 

(5)  The  terms  defined  in  paragraph 
(b)(4)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  to  §  101.13{m). 
provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  fat  per  100  g  of  food  than 
an  appropriate  reference  food  as 
described  in  §  101.13(0(1);  and 

(h)  As  required  in  §  101.13(j)(2)  far 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the  fat 
has  been  reduced  are  declared  in 
immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  reduced  fat 
spinach  souffle.  "33  percent  less  fat  per 
3  oz  than  our  regular  spinach  souffle"); 
and 

(B)  Quantitative  information 
comparing  the  level  of  fat  in  the  prodtict 
per  specified  wei^t  writh  that  of  the 
reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
such  claim  or  on  the  information  panel 
(e.g..  fat  content  has  been  reduced  from 
7.5  g  per  3  oz  to  5  g  per  3  oz). 

tiii)  Claims  described  in  paragraph 
(bH5)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low  fat." 

(6)  The  term  " percent  fat  free" 

may  be  used  on  the  label  or  in  the 
labeling  of  foods,  provided  that: 

(i)  The  food  meets  the  criteria  for 
"low  fat"  in  paragraph  (b)(2)  or  (b)(3)  of 
this  section; 

(ii)  The  percent  of  reduction  and  the 
words  "fat  free"  are  in  uniform  type 
size;  and 

(iii)  A  "100  percent  fat  tee"  claim 
may  be  made  only  on  foods  that  meet 
the  criteria  for  "fat  free"  in  paragraph 
(b)(1)  of  this  section,  that  contain  less 


than  0.5  g  of  fat  per  100  g,  and  diat 
contain  no  added  fat. 

(c)  "Fatty  acid  content  claims. "  The 
label  or  labeling  of  foods  that  bear 
claims  with  respect  to  the  level  of 
saturated  fat  shall  disclose  the  level  of 
total  fat  and  cholesterol  in  the  food  in 
immediate  proximity  to  sudi  claim  each 
time  the  claim  is  made  and  in  type  that 
shall  be  no  less  than  one-half  the  size  of 
the  type  used  for  the  claim  with  respect 
to  the  level  of  saturated  faL  Declaration 
of  cholesterol  content  may  be  omitted 
when  the  food  contains  less  than  2 
milligrams  (mg)  of  cholesterol  per 
reference  amount  customarily 
consumed  or  in  the  case  of  a  meal  or 
main  dish  product  less  than  2  mg  of 
cholesterol  per  labeled  serving. 
Declaration  of  total  fat  may  be  omitted 
with  the  term  defined  in  paragraph 
(c)(1)  of  this  section  when  the  food 
contains  0.5  g  or  less  of  total  fat  per 
reference  amount  customarily 
consumed  or.  in  the  case  of  a  meal 
product  or  a  main  dish  product,  when 
the  product  contains  less  than  0.5  g  of 
total  fat  per  labeled  serving.  The 
declaration  of  total  fat  may  be  omitted 
with  the  terms  defined  in  paragraphs 
(c)(2)  through  (c)(5)  of  this  section  when 
the  food  contains  3  g  or  less  of  total  fat 
per  reference  amount  customarily 
consumed  or  in  the  case  of  a  meal 
product  or  a  main  dish  product,  when 
the  product  contains  3  g  or  less  of  total 
fat  per  100  g  and  not  more  than  30 
percent  calories  from  fat. 

(1)  The  terms  "saturated  fat  free." 
"free  of  saturated  fat."  "no  saturated 
fat."  "zero  saturated  fat."  "writhout 
saturated  fat."  "trivial  soxiice  of 
saturated  fat,"  "negligible  source  of 
saturated  fat."  or  "dietarily  insignificant 
source  of  saturated  fat"  may  be  used  on 
the  label  or  in  the  labeling  of  foods, 
provided  that: 

(i)  The  food  contains  less  than  0.5  g 
of  saturated  fat  per  reference  amoimt 
customarily  consumed  and  the  level  of 
trans  fatty  acids  does  not  exceed  1 
percent  of  the  total  fat.  or  in  the  case  of 
a  meal  product  or  main  dish  product, 
less  tiian  0.5  g  of  saturated  fat  per 
labeled  serving  and  the  level  of  trans 
fatty  acids  does  not  exceed  1  percent  of 
the  total  fat;  and 

(ii)  The  food  contains  no  ingredient 
that  is  generally  understood  by 
consumers  to  contain  saturated  fat 
unless  the  listing  of  the  ingredient  in  the 
ingredient  statement  is  followed  by  an 
asterisk  that  refers  to  the  statement 
below  the  list  of  ingredients  which 
states,  "adds  a  trivial  amount  of 
saturated  fat,"  "adds  a  negligible 
amount  of  saturated  fat."  or  "adds  a 
dietarily  insignificant  amount  of 
saturated  fat;"  and 


(iii)  As  required  ta  S  101.13(eH2).  if 
the  food  meets  these  conditions  vrithou* 
the  benefit  of  special  processing, 
alteration,  formulation,  or  reformulatioj 
to  lower  saturated  fat  content,  it  is 
labeled  to  disclose  that  saturated  fat  is 
not  usually  present  in  the  food. 

(2)  The  terms  "low  in  saturated  fat." 
"low  saturated  fat."  "contains  a  small 
amount  of  saturated  fat."  "low  source  of 
saturated  fat,"  or  "a  little  saturated  fat" 
may  be  used  on  the  label  or  in  the 
labeling  of  foods,  except  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  food  contains  1  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed  and  not 
more  than  15  percent  of  calories  from 
saturated  fatty  acids;  and 

(ii)  If  a  food  meets  these  conditions 
without  benefit  of  special  processing, 
alteration,  formulation,  or  reformulation 
to  lower  saturated  fat  content,  it  is 
labeled  to  clearly  refer  to  all  foods  of  its 
type  and  not  merely  to  the  particular 
brand  to  which  the  label  attaches  (e.g., 
"raspberries,  a  low  saturated  fat  food"). 

(3)  The  terms  defined  in  paragraph 
(c)(2)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(11  and  main  dish 
products  as  defined  in  S  101.13(m). 
provided  that: 

(i)  The  product  contains  1  g  or  less  of 
saturated  fatty  acids  per  100  g  and  less 
than  10  percent  calories  from  saturated 

fat;  and 

(ii)  If  the  product  meets  these 
conditions  without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  saturated  fat 
content,  it  is  labeled  to  clearly  refer  to 
all  foods  of  its  type  and  not  merely  to 
the  particular  brand  to  which  the  label 

attaches.  , ,    .. 

(4)  The  terms  "reduced  saturated  fat. 
"reduced  in  saturated  fat."  "saturated 
fat  reduced."  "less  saturated  fat." 
"lower  saturated  fat,"  or  "lower  in 
saturated  fat"  may  be  used  on  the  \ahe\ 
or  in  the  labeling  of  foods,  except  as 
limited  by  §  101.13(j){l)(iMA)  and  except 
meal  products  as  defined  in  S  101.13(1) 
and  main  dish  products  as  defined  in 
§  101.13(m).  provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  saturated  fat  per  reference 
amount  customarily  consumed  than  an 
appropriate  reference  food  as  described 
in  §  101.13(j)(l);  and 

(ii)  As  required  in  S  101.13(j)(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
saturated  fat  was  reduced  are  declared 
in  immediate  proximity  to  the  most 
prominent  such  daim  (e.g..  "reduced 
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saturated  fat.  Contains  50  i>ercent  less 
saturated  fat  than  the  national  average 
for  nondairy  creamers");  and 

(B)  Quantitative  information 
comparing  the  level  of  saturated  fat  in 
the  product  per  labeled  serving  with 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  most 
prominent  claim  or  on  the  information 
panel  (e.g..  "saturated  fat  reduced  from 
3  g  to  1.5  g  per  serving"). 

(iii)  Claims  described  in  paragraph 
(c)(4)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low 
saturated  fat." 

(5)  The  terms  defined  in  paragraph 
(c)(4)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  The  food  contains  at  least  25 
percent  less  saturated  fat  per  100  g  of 
food  than  an  appropriate  reference  food 
as  described  in  §  101.13(j)(l),  and 

(ii)  As  required  in  $  101.13())(2)  for 
relative  claims: 

(A)  The  identity  of  the  reference  food, 
and  the  percent  (or  fraction)  that  the  fat 
has  been  reduced  are  declared  in 
immediate  proximity  to  the  most 
prominent  such  claim  (e.g.,  reduced 
saturated  fat  Macaroni  and  Cheese,  "33 
percent  less  saturated  fat  per  3  oz  than 
our  regular  Macaroni  and  Cheese"). 

(B)  Quantitative  information 
comparing  the  level  of  saturated  fat  in 
the  product  per  specified  weight  with 
that  of  the  reference  food  that  it  replaces 
is  declared  adjacent  to  the  roost 
prominent  claim  or  on  the  information 
panel  (e.g.,  saturated  fat  content  has 
been  reduced  from  2.5  g  per  3  oz  to  1.7 

g  per  3  oz). 

(iii)  Claims  described  in  paragraph 
(c)(5)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low 
saturated  fat." 

(d)  "Cholesterol  content  claims. "  (1) 
The  terms  "cholesterol  free,"  "free  of 
cholesterol."  "zero  cholesterol." 
"without  cholesterol."  "no  cholesterol." 
"trivial  source  of  cholesterol," 
"negligible  source  of  cholesterol,"  or 
"dietarily  insignificant  source  of 
cholesterol"  may  be  used  on  the  label  or 
in  the  labeling  of  foods,  provided  that: 

(i)  For  foods  that  contain  13  g  or  less 
of  total  fat  per  reference  amount 
cutomahly  consumed,  per  labeled 
serving,  and  per  50  g  if  the  reference 
amount  customarily  consumed  is  30  g  or 
less  or  2  tablespoons  or  less  (for 
dehydrated  foods  that  must  have  water 
added  to  them  prior  to  typical 


consumption,  the  per  50-g  criterion 
refers  to  the  "as  prepared  form"),  or,  in 
the  case  of  meal  products,  26.0  g  or  less 
total  fat  per  labeled  serving,  or.  in  the 
case  of  main  dish  products.  19.5  g  or 
less  total  fat  per  labeled  serving: 

(A)  The  food  contains  less  than  2  mg 
of  cholesterol  per  reference  amount 
customarily  consumed  or  in  the  case  of 
a  meal  product  or  main  dish  product 
less  than  2  mg  of  cholesterol  per  labeled 
serving;  and 

(B)  The  food  contains  no  ingredient 
that  is  generally  understood  by 
consumers  to  contain  cholesterol,  unless 
the  listing  of  the  ingredient  in  the 
ingredient  statement  is  followed  by  an 
asterisk  that  refers  to  the  statement 
below  the  list  of  ingredients,  which 
states  "adds  a  trivial  amount  of 
cholesterol,"  "adds  a  negligible  amount 
of  cholesterol,"  or  "adds  a  dietarily 
insignificant  amount  of  cholesterol;" 
and 

(C)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed  or,  in  the 
case  of  a  meal  product  or  main  dish 
product,  2  g  or  less  of  saturated  fatty 
acids  per  labeled  serving;  and 

(D)  As  required  in  S  101.13(e)(2),  if  the 
food  contains  less  than  2  mg  of 
cholesterol  per  reference  amount 
customarily  consumed  or  in  the  case  of 
a  meal  product  or  main  dish  product, 
less  than  2  mg  of  cholesterol  per  labeled 
serving  without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  cholesterol 
content,  it  is  labeled  to  disclose  that 
cholesterol  is  not  usually  present  in  the 
food  (e.g.,  "applesauce,  a  cholesterol- 
fi-ee  food"). 

(ii)  For  food  that  contain  more  than  13 
g  of  total  fat  per  reference  amount 
customarily  consumed,  per  labeling 
serving,  per  50  g  if  the  reference  amount 
customarily  consumed  is  30  g  or  less  or 
2  tablespoons  or  less  (for  dehydrated 
foods  that  must  have  wateradded  to 
them  prior  to  typical  consumption,  the 
per  50-g  criterion  refers  to  the  "as 
prepared"  form),  or  in  the  case  of  a  meal 
product,  more  than  26  g  of  total  fat  per 
labeled  serving,  or,  in  the  case  of  a  main 
dish  product  more  than  19.5  g  of  total 
fat  per  labeled  serving: 

(A)  The  food  contains  less  than  2  mg 
of  cholesterol  per  reference  amount 
cutomarily  consumed  or,  in  the  case  of 
a  meal  product  or  main  dish  product, 
less  than  2  mg  of  cholesterol  per  labeled 
serving;  and 

(B)  The  food  contains  no  ingredient 
that  is  generally  understood  by 
consumers  to  contain  cholesterol,  unless 
the  listing  of  the  ingredient  in  the 
ingredient  statement  is  followed  by  an 
asterisk  that  refers  to  the  statement 


below  the  list  of  ingredients,  which 
states  "adds  a  trivial  amount  of 
cholesterol."  "adds  a  negligible  amount 
of  cholesterol,"  or  "adds  a  dietarily 
insignificant  amount  of  cholesterol;" 
and 

(C)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  cutomarily  consumed  or,  in  the 
case  of  a  meal  product  or  main  dish 
product  less  than  2  g  of  saturated  fatty 
acids  per  labeled  serving;  and 

(D)  The  label  or  labeling  discloses  the 
level  of  total  fat  in  a  serving  (as  declared 
on  the  label)  of  the  food.  Such 
disclosure  shall  appear  in  immediate 
proximity  to  such  claim  preceding  the 
referral  statement  required  in  §  101.13(g) 
in  type  that  shall  be  i;p  less  than  one- 
half  the  size  of  the  type  used  for  such 
claim.  If  the  claim  appears  on  more  than 
one  panel,  the  disclosure  shall  be  made 
on  each  panel  except  for  the  panel  that 
bears  nutrition  labeling.  If  the  claim 
appears  more  than  once  on  a  panel,  the 
disclosure  shall  be  made  in  immediate 
proximity  to  the  claim  that  is  printed  in 
the  largest  type;  and 

(E)  As  required  in  §  101.13(e)(2),  if  the 
food  contains  less  than  2  mg  of 
cholesterol  per  reference  amount 
customarily  consumed  or  in  the  case  of 
a  meal  product  or  main  dish  product 
less  than  2  mg  of  cholesterol  per  labeled 
serving  without  the  benefit  of  special 
processing,  alteration,  formulation,  or 
reformulation  to  lower  cholesterol 
content,  it  is  labeled  to  disclose  that 
cholesterol  is  not  usually  present  in  the 
food  (e.g.,  "canola  oil,  a  cholesterol-free 
food,  contains  14  g  of  fat  per  serving"); 
or 

(F)  If  the  food  contains  less  than  2  mg 
of  cholesterol  per  reference  amount 
customarily  consumed  or  in  the  case  of 
a  meal  product  or  main  dish  product 
less  than  2  mg  of  cholesterol  per  labeled 
serving  only  as  a  result  of  special 
processing,  alteration,  formulation,  or 
reformulation,  the  amount  of  cholesterol 
is  substantially  less  (i.e.,  meets 
requirements  of  paragraph  (d)(4){ii)(A) 
of  this  section)  than  the  food  for  which 
it  substitutes  as  specified  in  §  101.13(d) 
that  has  a  significant  (e.g..  5  percent  or 
more  of  a  national  or  regional  market) 
market  share.  As  required  in 

§  101.13(j)(2)  for  relative  claims: 

(1)  The  identity  of  the  reference  food 
and  the  percent  (or  fi^ction)  that  the 
cholesterol  was  reduced  are  declared  in 
immediate  proximity  to  the  most 
prominent  su^ii  claim  (e.g., 
"cholesterol-free  margarine,  contains 
100  percent  less  cholesterol  than 
butter");  and 

(2)  Quantitative  information 
compeuing  the  level  of  cholesterol  in  the 
product  per  labeled  serving  with  that  of 
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the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g., 
"contains  no  cholesterol  compared  with 
30  mg  in  one  serving  of  butter.  Contains 
11  g  of  fat  per  serving."). 

(2)  The  terms  "low  in  cholesterol." 
"low  cholesterol."  "contains  a  small 
amount  of  cholesterol."  "low  source  of 
cholesterol,"  or  "little  cholesterol"  may 
be  used  on  the  label  or  in  the  labeling 
of  foods,  except  meal  products  as 
defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m). 
provided  that: 

(i)  For  foods  that  have  a  reference 
amount  customarily  consumed  greater 
than  30  g  or  greater  than  2  tablespoons 
and  contain  13  g  or  less  of  total  fat  per 
reference  amount  customarily 
consumed  and  per  labeled  serving: 

(A)  The  food  contains  20  mg  or  less 
of  cholesterol  per  reference  amount 
customarily  consumed; 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed;  and 

(C)  As  required  in  §101. 13(e)(2).  if  the 
food  meets  these  conditions  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
cholesterol  content,  it  is  labeled  to 
clearly  refer  to  all  foods  of  that  type  and 
not  merely  to  the  particular  brand  to 
which  the  label  attaches  (e.g..  "low  fat 
cottage  cheese,  a  low  cholesterol 
food."). 

(il)  For  foods  that  have  a  reference 
amount  customarily  consumed  of  30  g 
or  less  or  2  tablespoons  or  less  and 
contain  13  g  or  less  of  total  fat  per 
reference  amount  customarily 
consumed,  per  labeled  serving,  and  per 
50  g  (for  dehydrated  foods  that  are 
typically  consumed  when  rehydrated 
with  only  water,  the  per  50  g  refers  to 
the  "as  prepared"  form); 

(A)  The  food  contains  20  mg  or  less 
of  cholesterol  per  reference  amount 
customarily  consumed  and  per  50  g  (for 
dehydrated  foods  that  are  typically 
consumed  when  rehydrated  with  only 
water,  the  per  50  g  refers  to  the  "as 
prepared"  form); 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed; 

(C)  As  required  in  §  101.13(e)(2),  if  the 
food  meets  these  conditions  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
cholesterol  content,  it  is  labeled  to 
clearly  refer  to  all  foods  of  that  type  and 
not  merely  to  the  particular  brand  to 

.  which  the  label  attaches  (e.g..  "low  fat^ 
cottage  cheese,  a  low  cholesterol  food"). 

(iii)  For  foods  that  have  a  reference 
an-lount  customarily  consumed  greater 
than  30  g  or  greater  than  2  tablespoons 


and  contain  more  than  13  g  of  total  fat 
per  reference  amount  customarily 
consumed  or  per  labeled  serving. 

(A)  The  food  contains  20  mg  or  less 
of  cholesterol  per  reference  amount 
customarily  consumed; 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed; 

(C)  The  label  or  labeling  discloses  the 
level  of  total  fat  in  a  serving  (as  declared 
on  the  label)  of  the  food.  Such 
disclosure  shall  appear  in  immediate 
proximity  to  such  claim  preceding  the 
referral  statement  required  in  §  101.13(g) 
in  type  that  shall  be  no  less  than  one- 
half  the  size  of  the  type  used  for  such 
claim.  If  the  claim  appears  on  more  than 
one  panel,  the  disclosure  shall  be  made 
on  each  panel  except  for  the  panel  that 
bears  nutrition  labeling.  If  the  claim  is 
made  more  than  once  on  a  panel,  the 
disclosure  shall  be  made  in  immediate 
proximity  to  the  claim  that  is  printed  in 
the  largest  type;  and 

(D)  As  required  in  §  101.13(e)(2).  if  the 
food  meets  these  conditions  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
cholesterol  content,  it  is  labeled  to 
clearly  refer  to  all  foods  of  that  type  and 
not  merely  to  the  particular  brand  to 
which  the  label  attaches;  or 

(E)  If  the  food  contains  20  mg  or  less 
of  cholesterol  only  as  a  result  of  special 
processing,  alteration,  formulation,  or 
reformulation,  the  amount  of  cholesterol 
is  substantially  less  (^.e..  meets 
requirements  of  paragraph  (d)(4)(ii)(A) 
of  this  section)  than  the  food  for  which 
it  substitutes  as  specified  in  §  101.13(d) 
that  has  a  significant  (e.g.,  5  percent  or 
more  of  a  national  or  regional  market) 
market  share.  As  required  in 
§  101.13(j)(2)  for  relative  claims: 

(1)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
cholesterol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim  (e.g.,  "low- 
cholesterol  peanut  butter  sandwich 
crackers,  contains  83  percent  less 
cholesterol  than  our  regular  peanut 
butter  sandwich  crackers");  and 

(2]  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g., 
"cholesterol  lowered  from  30  mg  to  5 
mg  per  serving,  contains  13  g  of  fat  per 
serving"). 

(iv)  For  foods  that  have  a  reference 
amount  customarily  consumed  of  30  g 
or  less  or  2  tablespoons  or  less  and 
contain  more  than  13  g  of  total  fat  per  , 
reference  amount  customarily 
consumed,  per  labeled  serving,  or  per  50 


g  (for  dehydrated  foods  that  are 
typically  consumed  when  rehydrated 
with  only  water,  the  per  50  g  refers  to 
the  "as  prepared"  form), 

(A)  The  food  contains  20  mg  or  less 
of  cholesterol  per  reference  amount 
customarily  consumed  and  per  50  g  (for 
dehydrated  foods  that  are  typically 
consumed  when  rehydrated  with  only 
water,  the  per  50  g  refers  to  the  "as 
prepared"  form), 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed; 

(C)  The  label  or  labeling  discloses  the 
level  of  total  fat  in  a  serving  (as  declared 
on  the  label)  of  the  food.  Such 
disclosure  shall  appear  in  immediate 
proximity  to  such  claim  preceding  the 
referral  statement  required  in  §  101.13(g) 
in  type  that  shall  be  no  less  than  one- 
half  the  size  of  the  type  used  for  such 
claim.  If  the  claim  appears  on  more  than 
one  panel,  the  disclosure  shall  be  made 
on  each  panel  except  for  the  panel  that 
bears  nutrition  labeling.  If  the  claim  is 
made  more  than  once  on  a  panel,  the 
disclosure  shall  be  made  in  immediate 
proximity  to  the  claim  that  is  printed  in 
the  largest  type;  and 

(D)  As  required  in  §  101.13(e)(2).  if  the 
food  meets  these  conditions  without  the 
benefit  of  special  processing,  alteration, 
formulation,  or  reformulation  to  lower 
cholesterol  content,  it  is  labeled  to 
clearly  refer  to  all  foods  of  that  type  and 
not  merely  to  the  particular  brand  to 
which  the  label  attaches;  or 

(E)  If  the  food  contains  20  mg  or  less 
of  cholesterol  only  as  a  result  of  special 
processing,  alteration,  formulation,  or 
reformulation,  the  amount  of  cholesterol 
is  substantially  less  (i.e.,  meets 
requirements  of  paragraph  (d)(4)(ii)(A) 
of  this  section)  than  the  food  for  which 
it  substitutes  as  specified  in  §  101.13(d) 
that  has  a  significant  (i.e.,  5  percent  or 
more  of  a  national  or  regional  market) 
market  share.  As  required  in 

§  101.13(j)(2)  for  relative  claims: 

[1]  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
cholesterol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim  (e.g..  "low- 
cholesterol  peanut  butter  sandwich 
crackers,  contains  83  percent  less 
cholesterol  than  our  regular  peanut 
butter  sandwich  crackers");  and 

[2)  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g.. 
"cholesterol  lowered  from  30  mg  to  5 
mg  per  serving,  contains  13  g  of  fat  per 
serving"). 
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(3)  The  terms  defined  in  paragraph 
(d)(2)  of  this  section  may  be  used  on  the 
label  and  in  labeling  of  meal  products 
as  deHned  in  §  101.13(1)  or  a  main  dish 
product  as  defined  in  §  101.13(m) 
provided  that  the  product  meets  the 
requirements  of  paragraph  (d)(2)  of  this 
section  except  that  the  determination  as 
to  whether  paragraph  (d)(2)(i)  or 
(d)(2)(iii)  of  this  section  applies  to  the 
product  will  be  made  only  on  the  basis 
of  whether  the  meal  product  contains  26 
g  or  less  of  total  fat  per  labeled  serving 
or  the  main  dish  product  contain  19.5 

g  or  less  of  total  fat  per  labeled  serving, 
the  requirement  in  paragraphs 
(dM2)(i)(A)  and  (d)(2)(iii)(A)  of  this 
section  shall  be  limited  to  20  mg  of 
cholesterol  per  100  g,  and  the 
requirement  in  paragraphs  (d)(2)(i)(B) 
and  (d)(2)(iii)(B)  of  this  section  shall  be 
modiHed  to  require  that  the  food 
contain  2  g  or  less  of  saturated  fat  per 
100  g  rather  than  per  reference  amount 
customarily  consumed. 

(4)  The  terms  "reduced  cholesterol," 
"reduced  in  cholesterol,"  "cholesterol 
reduced,"  "less  cholesterol,"  "lower 
cholesterol,"  or  "lower  in  cholesterol" 
except  as  limited  by  §  101.13(j)(l)(i)(A) 
may  be  used  on  the  label  or  in  labeling 
of  foods  or  foods  that  substitute  for 
those  foods  as  specified  in  §  101.13(d),' 
excluding  meal  products  as  defmed  in 
§  101.13(1)  and  main  dish  products  as 
defined  in  §  101.13(m),  provided  that: 

(i)  For  foods  that  contain  13  g  or  less 
of  total  fat  per  reference  amount 
customarily  consumed,  per  labeled 
serving,  and  per  50  g  if  the  reference 
amount  customarily  consumed  is  300  g 
or  less  or  2  tablespoons  or  less  (for 
dehydrated  food  that  must  have  water 
added  to  them  prior  to  typical 
consumption,  the  per  50-g  criterion 
refers  to  the  "as  prepared"  form): 

(A)  The  food  has  been  specifically 
formulated,  altered,  or  processed  to 
reduce  its  cholesterol  by  25  percent  or 
more  from  the  reference  food  it 
resembles  as  defined  in  §  101.13(i)(l) 
and  for  which  it  substitutes  as  specified 
in  §  101.13(d)  that  has  a  significant  (i.e., 
5  percent  or  more)  market  share;  and 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed;  and 

(C)  As  required  in  S  101.13(j)(2)  for 
relative  claims: 

(I)  The  identity  of  the  reference  food 
and  the  [>ercent  (or  fiaction)  that  the 
cholesterol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim;  and 

[2]  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 


declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel. 

(ii)  For  foods  that  contain  more  than 
13  g  of  total  fat  per  reference  amount 
customarily  consumed,  per  labeled 
serving,  or  per  50  g  if  the  reference 
amount  customarily  consumed  is  30  g  or 
less  or  2  tablespoons  or  less  (for 
dehydrated  foods  that  must  have  water 
added  to  them  prior  to  typical 
consumption,  the  per  50-g  criterion 
refers  to  the  "as  prepared"  form): 

(A)  The  food  has  been  specifically 
formulated,  altered,  or  processed  to 
reduce  its  cholesterol  by  25  percent  or 
more  from  the  reference  food  it 
resembles  as  defined  in  §  101.13(j)(l) 
and  for  which  it  substitutes  as  specified 
in  §  101.13(d)  that  has  a  significant  (i.e., 
5  percent  or  more  of  a  national  or 
regional  market)  market  share; 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  reference 
amount  customarily  consumed; 

(C)  The  label  or  labeling  discloses  the 
level  of  total  fat  in  a  serving  (as  declared 
on  the  label)  of  the  food.  Such 
disclosure  shall  appear  in  immediate 
proximity  to  such  claim  preceding  the 
referral  statement  required  in  §  101.13(g) 
in  type  that  shall  be  no  less  than  one- 
half  the  size  of  the  ty()e  used  for  such 
claim.  If  the  claim  appears  on  more  than 
one  panel,  the  disclosure  shall  be  made 
on  each  panel  except  for  the  panel  that 
bears  nutrition  labeling.  If  the  claim  is 
made  more  than  once  on  a  panel,  the 
disclosure  shall  be  ritade  in  immediate 
proximity  to  the  claim  that  is  printed  in 
the  largest  type;  and 

(D)  As  required  in  §  101.13(i)(2)  for 
relative  claims: 

il)  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  ihe 
chol^terol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim  (e.g.,  25 
percent  less  cholesterol  than 
);  and 

(2)  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  labeled  serving  with  that  of 
the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  on  the  information  panel  (e.g., 
"Cholesterol  lowered  from  55  mg  to  30 
mg  per  serving.  Contains  13  g  of  fat  per 
serving"). 

(iii)  Claims  described  in  paragraph 
(d)(4)  of  this  section  may  nbt  be  made 
on  the  label  or  in  labeling  of  a  food  if 
the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low 
cholesterol." 

(5)  The  terms  defined  in  paragraph 
(d)(4)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  and  main  dish 


products  as  defined  in  §  101.13(m), 
provided  that: 

(i)  For  meal  products  that  contain  26  0 
g  or  less  of  total  fat  per  labeled  serving 
or  for  main  dish  products  that  contain 
19.5  g  or  less  of  total  fat  per  labeled 
serving; 

(A)  The  food  has  been  specifically 
formulated,  altered,  or  processed  'o 
reduce  its  cholesterol  by  25  percent  or 
more  fit>m  the  reference  food  it 
resembles  as  defined  in  §101.13(j)(l) 
and  for  which  it  substitutes  as  specified 
in  §  101.13(d)  that  has  a  significant  (e.g.. 
5  percent  or  more  of  a  national  or 
regional  market)  market  share; 

Jb)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  100  g;  and 

(C)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 

(1)  The  identity  of  the  reference  food, 
and  the  percent  (or  fraction)  that  the 
cholesterol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
mo.st  prominent  sudi  claim  (e.g.,  "25% 
less  cholesterol  per  3  oz  than 
.");  and 

(2)  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  specified  weight  with  that 
of  the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel  (e.g.. 
Cholesterol  content  has  been  reduced 
fi'om  35  mg  per  3  oz  to  25  mg  per  3  oz). 

(ii)  For  meal  products  that  contain 
more  than  26.0  g  of  total  fat  per  labeled 
serving  or  for  main  dish  products  that 
contain  more  than  19.5  g  of  total  fat  per 
labeled  serving: 

(A)  The  food  has  been  specifically 
formulated,  altered,  or  processed  to 
reduce  its  cholesterol  by  25  percent  or 
more  from  the  reference  food  it 
resembles  as  defined  in  §  101.13(j)(l) 
and  for  which  it  substitutes  as  specified 
in  §  101.13(d)  that  has  a  significant  (eg  , 
5  percent  or  more  of  a  national  or 
regional  market)  market  share. 

(B)  The  food  contains  2  g  or  less  of 
saturated  fatty  acids  per  100  g; 

(C)  The  label  or  labeling  discloses  the 
level  of  total  fat  in  a  serving  (as  declared 
on  the  label)  of  the  food.  Such 
disclosure  shall  appear  in  immediate 
proximity  to  such  claim  preceding  the 
referral  statement  required  in  §  101.13(g) 
in  type  that  shall  be  no  less  than  one- 
half  the  size  of  the  type  used  for  such 
claim.  If  the  claim  appears  on  more  than 
one  panel  the  disclosure  shall  be  made 
on  each  panel  except  for  the  panel  that 
bears  nutrition  labeling.  If  the  claim  is 
made  more  than  once  on  a  panel,  the 
disclosure  shall  be  made  in  immediate 
proximity  to  the  claim  that  is  printed  in 
the  largest  type;  and 

(D)  As  required  in  §  101.13(j)(2)  for 
relative  claims: 
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[1]  The  identity  of  the  reference  food 
and  the  percent  (or  fraction)  that  the 
cholesterol  has  been  reduced  are 
declared  in  immediate  proximity  to  the 
most  prominent  such  claim  (e.g..  25 
percent  less  cholesterol  than 

);  and 

(2)  Quantitative  information 
comparing  the  level  of  cholesterol  in  the 
product  per  specified  weight  with  that 
of  the  reference  food  that  it  replaces  is 
declared  adjacent  to  the  most  prominent 
claim  on  the  information  panel  (e.g.. 
"cholesterol  lowered  from  30  mg  to  22 
mg  per  3  oz  of  product.") 

(iii)  Claims  described  in  paragraph 
(d)(5)  of  this  section  may  not  be  made 
on  the  label  or  in  the  labeling  of  a  food 
if  the  nutrient  content  of  the  reference 
food  meets  the  definition  for  "low 
cholesterol." 

(e)  "Lean"  and  "extra  lean"  claims. 
(1)  The  term  "lean"  may  be  used  on  the 
label  or  in  labeling  of  foods  except  meal 
products  as  defined  in  §  101.13(1)  and 
main  dish  products  as  defined  in 
§  101.13(m)  provided  that  the  food  is  a 
seafood  or  game  meat  product  and  as 
packaged  contains  less  than  10  g  total 
fat.  less  than  4  g  saturated  fat.  and  less 
than  95  mg  cholesterol  per  reference 
amount  customarily  consumed  and  per 
100  g: 

(2)  The  term  defined  in  paragraph 
(e)(1)  of  this  section  may  be  used  on  the 
label  or  in  the  labeling  of  meal  products 
as  defined  in  §  101.13(1)  or  main  dish 
products  as  defined  in  §  101.13(m) 
provided  that  the  food  contains  less 
than  10  g  total  fat,  less  than  4  g 
saturated  fat.  and  less  than  95  mg 
cholesterol  per  100  g  and  per  labeled 
serving; 

(3)  The  term  "extra  lean"  may  be  used 
on  the  label  or  in  the  labeling  of  foods 
except  meal  products  as  defined  in 
§  101.13(1)  and  main  dish  products  as 
defined  in  §  101.13(m)  provided  that  the 
food  is  a  discrete  seafood  or  game  meat 
product  and  as  packaged  contains  less 
than  5  g  total  fat.  less  than  2  g  saturated 
fat.  and  less  than  95  mg  cholesterol  per 
reference  amount  customarily 
consumed  and  per  100  g;  and 

(4)  The  term  defined  in  paragraph 
(e)(3)  of  this  section  may  be  used  on  the 
label  or  in  labeling  of  meal  products  as 
defined  in  §  101.13(1)  and  main  dish 
products  as  defined  in  §  101.13(m) 
provided  that  the  food  contains  less 

.  than  5  g  of  fat,  less  than  2  g  of  saturated 
fat,  and  less  than  95  mg  of  cholesterol 
per  100  g  and  per  labeled  serving. 

(f)  Misbranding.  Any  label  or  labeling 
containing  any  statement  concerning  fat. 
fatty  acids,  or  cholesterol  that  is  not  in 
conformity  with  this  section  shall  be 
deemed  to  be  misbranded  under 


sections  201(n),  403(a).  and  403(r)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act. 

f  1 01 .65    Implied  nutrient  content  claims 
and  related  label  statemants. 

(a)  General  requirements.  An  implied 
nutrient  content  claim  can  only  be  made 
on  the  label  and  in  labeling  of  the  food 

if: 

(1)  The  claim  uses  one  of  the  terms 
described  in  this  section  in  accordance 
with  the  definition  for  that  term; 

(2)  The  claim  is  made  in  accordance 
with  the  general  requirements  for 
nutrient  content  claims  in  §  101.13;  and 

(3)  The  food  is  labeled  in  accordance 
with  §  101.9  or  101.10,  where 
applicable. 

(b)  Label  statements  that  are  not 
implied  claims.  Certain  label  statements 
about  the  nature  of  a  product  are  not 
nutrient  content  claims  unless  such 
statements  are  made  in  a  context  that 
would  make  them  an  implied  claim 
under  §  101.13(b)(2).  The  following 
types  of  label  statements  are  generally 
not  implied  nutrient  content  claims  and 
are  not  subject  to  the  requirements  of 
§  101.13  and  this  section: 

(1)  A  claim  that  a  specific  ingredient 
or  food  component  is  absent  from  a 
product,  provided  that  the  purpose  of 
such  claim  is  to  facilitate  avoidance  of 
the  substances  because  of  food  allergies 
(see  §  105.62  of  this  chapter),  food 
intolerance,  religious  beliefs,  or  dietary 
practices  such  as  vegetarianism  or  other 
nonnutrition  related  reason,  e.g.,  "100 
percent  milk  free;" 

(2)  A  claim  about  a  substance  that  is 
nonnutritive  or  that  does  not  have  a 
nutritive  function,  e.g..  "contains  no 
preservatives."  "no  artificial  colors;" 

(3)  A  claim  about  the  presence  of  an 
ingredient  that  is  perceived  to  add  value 
to  the  product  e.g..  "made  with  real 
butter."  "made  with  whole  fruit," 
"contains  honey;" 

(4)  A  statement  of  identity  for  a  food 
in  which  an  ingredient  constitutes 
essentially  100  percent  of  a  food.  (e.g. 
"com  oil."  "oat  bran."); 

(5)  A  statement  of  identity  that  names 
as  a  characterizing  ingredient,  an 
ingredient  associated  with  a  nutrient 
benefit  (e.g..  "com  oil  margarine."  "oat 
bran  muffins."  or  "whole  wheat 
bagels"),  imless  such  claim  is  made  in 
a  context  in  which  label  or  labeling 
statements,  symbols,  vignettes,  or  other 
forms  of  communication  suggest  that  a 
nutrient  is  absent  or  present  in  a  certain 
amoimt;  and 

(6)  A  label  statement  made  in 
compliance  with  a  specific  provision  of 
part  105  of  this  chapter,  solely  to  note 
that  a  food  has  special  dietary 
usefulness  relative  to  a  physical, 
physiological,  pathological,  or  other 


condition,  where  the  claim  identifies 
the  special  diet  of  which  the  food  is 
intended  to  be  a  part. 

(c)  Particular  implied  nutrient  content 
claims.  (1)  Claims  about  the  food  or  an 
ingredient  therein  that  suggest  that  a 
nutrient  or  an  ingredient  is  absent  or 
present  in  a  certain  amount  (e.g..  "high 
in  oat  bran")  are  implied  nutrient 
content  claims  and  must  comply  with 
paragraph  (a)  of  this  section. 

(2)  The  phrases  "contains  the  same 
amount  of  (nutrient)  as  a  (food!"  and  "as 
much  (nutrient)  as  a  (food)"  may  be 
used  on  the  label  or  in  the  labeling  of 
foods,  provided  that  the  amount  of  the 
nutrient  in  the  reference  food  is  enough 
to  qualify  that  food  as  a  "good  source" 
of  that  nutrient,  and  the  labeled  food,  on 
a  per  serving  basis,  is  an  equivalent, 
good  source  of  that  nutrient  (e.g..  "as 
much  fiber  as  an  apple."  "Contains  the 
same  amount  of  Vitamin  C  as  an  8  oz 
glass  of  orange  juice."). 

(3)  Claims  may  be  made  that  a  food 
contains  or  is  made  with  an  ingredient 
that  is  known  to  contain  a  particular 
nutrient,  or  is  prepared  in  a  way  that 
affects  the  content  of  a  particular 
nutrient  in  the  food,  if  the  finished  food 
is  either  "low"  in  or  a  good  source  of 
the  nutrient  that  is  associated  with  the 
ingredient  or  type  of  preparation.  If  a 
more  specific  level  is  claimed  (e.g.. 

"high  in "),  that  level  of  the 

nutrient  must  be  present  in  the  food.  For 
example,  a  claim  that  a  food  contains 
oat  bran  is  a  claim  that  it  is  a  good 
source  of  dietary  fiber;  that  a  food  is 
made  only  with  vegetable  oil  is  a  claim 
that  it  is  low  in  saturated  fat;  and  that 
a  food  contains  no  oil  is  a  claim  that  it 

(d)  General  nutritional  claims.  (1) 
Claims  about  a  food  that  suggest  that  the 
food  because  of  its  nutrient  content  may 
be  useful  in  maintaining  healthy  dietary 
practices  and  that  are  made  in 
association  with  an  explicit  claim  or 
statement  about  a  nutrient  (e.g.. 
"healthy,  contains  3  grams  of  fat")  are 
implied  nutrient  content  claims  covered 
by  this  paragraph. 

(2)  [Reservecf] 

1 1 01 .69    Patitlona  for  nutrient  content 
claima. 

(a)  This  section  pertains  to  petitions 
for  claims,  expressed  or  implied,  that: 

(1)  Characterize  the  level  of  any 
nutrient  which  is  of  the  type  required  to 
be  in  the  label  or  labeling  of  food  by 
section  403(q)(l)  or  (q)(2)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (the  act); 

(2)  That  are  not  exempted  under 
section  403(r)(5)(A)  through  (r)(5)(C)  of 
the  act  from  the  requirements  for  such 
claims  in  section  403(r)(2). 
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(b)  Petitions  included  in  this  section 
are: 

(1)  Petitions  for  a  new  (heretofore 
unauthorized)  nutrient  content  claim; 

(2)  Petitions  for  a  synonymous  term 
(i.e.,  one  that  is  consistent  with  a  term 
defined  by  regulation)  for  characterizing 
the  level  of  a  nutrient;  and 

(3)  Petitions  for  the  use  of  an  implied 
claim  in  a  brand  name. 

(c)  An  original  and  one  copy  of  the 
petition  to  be  filed  under  the  provisions 
of  section  403(r)(4)  of  the  act  shall  be 
submitted,  or  the  petitioner  may  submit 
an  origiDal  and  a  computer  readable 
disk  containing  the  petition.  Contents  of 
the  disk  should  be  in  a  standard  fbrmat, 
such  as  ASCII  format  Petitioners 
interested  in  submitting  a  disk  should 
contact  FDA's  Center  for  Food  Safety 
and  Applied  Nutrition  tat  details.  If  any 
part  of  the  material  submitted  is  in  a 
foreign  language,  it  shall  be 
accompanied  by  an  accurate  and 
complete  English  translation.  The 
'petition  shall  state  the  petitioner's  post 
office  address  to  which  published 
notices  as  required  by  section  403  of  the 
act  may  be  sent. 

(d)  Pertinent  Information  may  be 
incorporated  in,  and  will  be  considered 
as  part  of,  a  petition  on  the  basis  of 
specific  reference  to  such  information 
submitted  to  and  retained  in  the  files  of 
the  Food  and  Drug  Administration. 
However,  any  reference  to  impublished 
information  mmished  by  a  person  other 
than  the  applicant  will  not  be 
considered  unless  use  of  such 
information  is  authorized  (with  the 
understanding  that  such  information 
may  in  whole  or  part  be  subject  to 
release  to  the  public)  in  a  written 
statement  signed  by  the  person  who 
submitted  it.  Any  reference  to  published 
information  should  be  accompanied  by 
reprints  or  photostatic  copies  of  such 
references. 

(e)  If  nonclinical  laboratory  studies 
are  included  in  a  petition  submitted 
under  section  403(r)(4)  of  the  act,  the 
petition  shall  include,  with  respect  to 
each  nonclinical  study  contained  in  the 
petition,  either  a  statement  that  the 
study  has  been,  or  will  be,  conducted  in 
compliance  with  the  good  laboratory 
practice  regulations  as  set  forth  in  part 
58  of  this  chapter  or,  if  any  such  study 
was  not  conducted  in  compliance  with 
such  regulations,  a  brief  statement  of  the 
reason  for  the  noncompliance. 

(f)  If  clinical  investigations  are 
included  in  a  petition  submitted  under 
section  403(rK4)  of  the  act.  the  petition 
shall  include  a  statement  regarding  each 
such  clinical  investigation  relied  upon 
in  the  i>etition  that  the  study  either  was 
conducted  in  compliance  with  the 
requirements  for  institutional  review  set 


forth  in  ftart  56  of  this  chapter  or  was 
not  subject  to  such  requirements  in 
accordance  with  §  56.104  or  §  56.105  of 
this  chapter,  and  that  it  was  conducted 
in  compliance  with  the  requirements  for 
informed  consent  set  forth  in  part  50  of 
this  chapter. 

(g)  The  availability  for  public 
disclosure  of  petitions  submitted  to  the 
agency  imder  this  section  will  be 
governed  by  the  rules  specified  in 
§  10.20(i)  of  this  chapter. 

(h)  AH  petitions  submitted  under  this 
section  shall  include  either  a  claim  for 
a  categorical  exclusion  under  §  25.24  of 
this  chapter  or  an  environmental 
assessment  under  §  25.31  of  this 
chapter. 

(i)  The  data  specified  under  the 
several  lettered  headings  should  be 
submitted  on  separate  sheets  or  sets  of 
sheets,  suitably  identified.  If  such  data 
have  already  been  submitted  with  an 
earlier  application  fi'om  the  petitioner, 
the  present  petition  may  incorporate  it 
by  specific  reference  to  the  earlier 
petition. 

(j)  The  petition  must  be  signed  by  the 
petitioner  or  by  his  attorney  or  agent,  or 
(if  a  corporation)  by  an  authorize 
official. 

(k)  The  petition  shall  include  a 
statement  signed  by  the  person 
responsible  for  the  petition,  that  to  the 
best  of  his  knowledge,  it  is  a 
representative  and  balanced  submission 
that  includes  unfavorable  information, 
as  well  as  favorable  information,  known 
to  him  pertinent  to  the  evaluation  of  the 
petition. 

(1)  All  applicable  provisions  of  Part 
10— Administrative  Practices  and 
Procedures,  may  be  used  by  the 
Commissioner  of  Food  and  Drugs,  the 
petitioner  or  any  outside  party  with 
respect  to  any  agency  action  on  the 
petition. 

(m)(l)  Petitions  for  a  new  nutrient 
content  claim  ^lall  include  the 
following  data  and  be  submitted  in  the 
following  form. 


(Date) 
Name  of  petitioner  ■ 
Post  office  address  • 


Subject  of  the  petition 

Regulations  and  Industry  Activities 

Branch  (HFF-312), 

Food  and  Drug  Administration, 

Department  of  Health  and  Human 

Services, 

Washington,  DC  20204. 

To  Whom  It  May  Concern: 

The  undersigned,  —  submits  this 
petition  imder  section  403(r)(4)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  with  respect  to  (statement  of 
the  claim  and  its  proposed  use). 


Attached  hereto,  in  quadruplicate, 
and  constituting  a  part  of  this  petition, 
are  the  following: 

A.  A  statement  identifying  the 
descriptive  term  and  the  nutrient  that 
the  term  is  intended  to  characterize  with 
respect  to  the  level  of  such  nutrient  The 
statement  should  address  why  the  use  of 
the  term  as  proposed  will  not  be 
misleading.  The  statement  should 
provide  examples  of  the  nutrient 
content  claim  as  it  will  be  used  on 
labels  or  labeling,  as  well  as  the  types 

of  foods  on  whi^  the  claim  will  be 
used.  The  statement  shall  specify  the 
level  at  which  the  nutrient  must  be 
present  or  what  other  conditions 
concerning  the  food  must  be  met  for  the 
use  of  the  term  in  labels  or  labeling  to 
be  appropriate,  as  well  as  anv  factors 
that  would  make  the  use  of  the  term 
inappropriate. 

B.  A  detailed  explanation,  supported 
by  any  necessary  data,  of  why  use  of  the 
food  component  characterizeid  by  the 
claim  is  of  importance  in  human 
nutrition  by  virtue  of  its  presraice  or 
absence  at  the  levels  that  such  claim 
would  describe.  This  explanation  shall 
also  state  what  nutritional  benefit  to  the 
public  will  derive  from  use  of  the  claim 
as  proposed,  and  why  such  benefit  is 
not  available  through  the  use  of  existing 
terms  defined  by  regulation  under 
secUon  403(rK2)(AMi)  of  the  act.  If  the 
claim  is  intended  fbr  a  specific  group 
within  the  population,  the  analjrsis 
should  specifically  address  nutritional 
needs  of  such  group,  and  should 
include  scientific  data  sufficient  for 
such  purpose. 

C.  Analytical  data  that  shows  the 
amount  of  the  nutrient  that  is  the 
subject  of  the  claim  and  that  is  present 
in  the  types  of  foods  for  whidi  the  claim 
is  inten<Md.  The  assays  should  be 
performed  on  representative  samples 
using  the  Association  of  Offidal 
Analytical  Chemists  International 
(AOAC  International)  methods  where 
available.  If  no  AOAC  International 
method  is  available,  the  petitioner  shall 
submit  the  assay  method  used,  and  data 
establishing  the  validity  of  the  method 
for  assaying  the  nutrient  in  the 
particular  food.  The  validation  data 
should  include  a  statistical  analysis  of 
the  analytical  and  product  variability. 

D.  A  oetailed  analysis  of  the  potential 
effect  of  the  use  of  the  proposed  claim 
on  food  consumption  and  of  any 
corresponding  changes  in  nutrient 
intake.  The  latter  item  shall  specifically 
address  the  intake  of  nutrients  that  have 
beneficial  and  negative  consequences  in 
the  total  diet  If  the  claim  is  intended  for 
a  specific  group  within  the  populaticm,    ^ 
the  above  analysis  shall  specifically 
address  the  dietary  practices  of  sudi 
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group  and  shall  include  data  sufficient 
to  demonstrate  that  the  dietary  analysis 
is  representative  of  such  group. 

Yours  very  truly. 

Petitioner 

By 

(Indicate  authority) 

(2)  Within  15  days  of  receipt  of  the 
petition,  the  petitioner  will  be  notified 
by  letter  of  the  date  on  which  the 
petition  was  received  by  the  agency. 
Such  notice  will  inform  the  petitioner: 

(i)  That  the  petition  is  undergoing 
agency  review  (in  which  case  a  docket 
number  will  be  assigned  to  the  petition), 
and  the  petitioner  will  subsequently  be 
notified  of  the  agency's  decision  to  file 
or  deny  the  petition;  or 

(ii)  That  the  petition  is  incomplete, 
e.g.,  it  lacks  any  of  the  data  required  by 
this  part,  it  presents  such  data  in  a 
manner  that  is  not  readily  understood, 
or  it  has  not  been  submitted  in 
quadruplicate,  in  which  case  the 
petition  will  be  denied,  and  the 
petitioner  will  be  notified  as  to  what 
respect  the  petition  is  incomplete. 

(3)  Within  100  days  of  the  date  of 
receipt  of  the  petition,  the 
Commissioner  of  Food  and  Drugs  will 
notify  the  petitioner  by  letter  that  the 
petition  has  either  been  filed  or  denied. 
If  denied,  the  notification  shall  state  the 
reasons  therefor.  If  filed,  the  date  of  the 
notification  letter  becomes  the  date  of 
filing  for  the  purposes  of  section 
403(r)(4)(A)(i)  of  the  act.  A  petition  that 
has  been  denied  shall  not  be  made 
available  to  the  public.  A  filed  petition 
shall  be  available  to  the  public  as 
provided  under  paragraph  (g)  of  this 
section. 

(4)  Within  90  days  of  the  date  of  filing 
the  Commissioner  of  Food  and  Drugs 
will  by  letter  of  notification  to  the 
petitioner: 

0)  Deny  the  petition:  or 
(ii)  Inform  the  petitioner  that  a 
proposed  regulation  to  provide  for  the 
requested  use  of  the  new  terra  will  be 
published  in  the  Federal  Register.  The 
Commissioner  of  Food  and  Drugs  will 
publish  the  proposal  to  amend  the 
regulations  to  provide  for  the  requested 
use  of  the  nutrient  content  claim  in  the 
Federal  Register  within  90  days  of  the 
date  of  filing.  The  proposal  will  also 
announce  the  availability  of  the  petition 
for  public  disclosure. 

(n)(l)  Petitions  far  a  synonymous  term 
shall  include  the  following  data  and  be 
submitted  in  the  following  form. 


(Date) 
Name  of  petitioner ' 
Post  office  address  ■ 


Food  and  Drug  Administration, 

Department  of  Health  and  Human 

ScrvicGS 

Washington.  DC  20204. 

To  Whom  It  May  Concern: 

The  undersigned, 

submits  this  petition  under  section 
403(r)(4)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act)  with  respect  to 
(statement  of  the  synonymous  term  and 
its  proposed  use  in  a  nutrient  content 
claim  d»at  is  consistent  with  an  existing 
term  that  has  been  defined  under 
section  403(r)(2)  of  the  act). 

Attached  hereto,  in  quadruplicate, 
and  constituting  a  part  of  this  petition, 
are  the  following: 

A.  A  statement  identifying  the 
synonymous  descriptive  term,  the 
existing  term  defined  by  a  regulation 
under  section  403(r)(2)(A)(i)  of  the  act 
with  which  the  synonymous  term  is 
claimed  to  be  consistent.  The  statement 
should  address  why  the  proposed 
synonymous  term  is  consistent  with  the 
term  already  defined  by  the  agency,  and 
why  the  use  of  the  synonymous  term  as 
proposed  will  not  be  misleading.  The 
statement  should  provide  examples  of 
the  nutrient  content  claim  as  it  will  be 
used  on  labels  or  labeling,  as  well  as  the 
types  of  foods  on  which  the  claim  will 
be  used.  The  statement  shall  specify 
whether  any  limitations  not  applicable 
to  the  use  of  the  defined  term  are 
intended  to  apply  to  the  use  of  the 
synonymous  term. 

B.  A  detailed  explanation,  supported 
by  any  necessary  data,  of  why  use  of  the 
proposed  term  is  requested,  including 
an  explanation  of  whether  the  existing 
defined  term  is  inadequate  for  the 
purpose  of  effectively  characterizing  the 
level  of  a  nutrient.  This  item  shall  also 
state  what  nutritional  benefit  to  the 
pubhc  will  derive  from  use  of  the  claim 
as  proposed,  and  why  such  benefit  is 
not  available  through  the  use  of  existing 
term  defined  by  regulation.  If  the  claim 
is  intended  for  a  specific  group  within 
the  population,  the  analysis  should 
specifically  address  nutritional  needs  of 
such  group,  and  should  include 
scientific  data  sufficient  for  such 
purpose. 
Yours  very  truly. 

Petitioner  — 

By 


the  petitioner  permission  to  use  the 
proposed  term  or  to  deny  the  petition: 
or 

(ii)  That  the  petition  is  incomplete, 
e.g.,  it  lacks  any  of  the  data  required  by 
this  part,  it  presents  such  data  in  a 
manner  that  is  not  readily  understood, 
or  it  has  not  been  submitted  in 
quadruplicate,  in  which  case  the 
petition  will  be  denied,  and  the 
petitioner  will  be  notified  as  to  what 
respect  the  petition  is  incomplete. 

(3)  Within  90  days  of  the  date  of 
receipt  of  the  petition  that  is  accepted 
for  review  (i.e.,  that  has  not  been  found 
to  be  incomplete  and  consequently 
denied,  the  Commissioner  of  Food  and 
Drugs  will  notify  the  petitioner  by  letter 
of  the  agency's  decision  to  grant  the 
petitioner  ];>ermission  to  use  the 
proposed  term,  with  any  conditions  or 
limitations  on  such  use  specified,  or  to 
deny  the  petition,  in  which  case  the 
letter  shall  state  the  reasons  therefor. 
Failure  of  the  petition  to  fully  address 
the  requirements  of  this  section  shall  be 
grounds  for  denial  of  the  petition. 

(4)  As  soon  as  practicable  following 
the  agency's  decision  to  either  grant  or 
deny  the  petition,  the  Commissioner  of 
Food  and  Drugs  will  publish  a  notice  in 
the  Federal  Register  informing  the 
public  of  his  decision.  If  the  petition  is 
granted  the  Food  and  Drug 
Administration  will  list,  the  approved 
synonymous  term  in  the  regulations 
listing  terms  permitted  for  use  in 
nutrient  content  claims. 

(o)(l)  Petitions  for  the  use  of  an 
implied  nutrient  content  claim  in  a 
brand  name  shall  include  the  following 
data  and  be  submitted  in  the  following 
form: 


Subject  of  the  petition  — 

Regulations  and  Industry  Activities 
Branch  (HFF-312). 


(Indicate  authority) 

(2)  Within  15  days  of  receipt  of  the 
petition  the  petitioner  will  be  notified 
by  letter  of  the  date  on  which  the 
petition  was  received.  Such  notice  will 
inform  the  petitioner: 

(i)  That  the  petition  is  undergoing 
agency  review  (in  which  case  a  docket 
number  will  be  assigned  to  the  petition) 
and  the  petitioner  will  subsequently  be 
notified  of  the  agency's  decision  to  grant 


(Date) 

Name  of  petitioner 

Post  office  address 

Subject  of  the  petition 

Regulations  and  Industry  Activities 

Branch  (HFF-312). 

Food  and  Drug  Administration. 

Department  ofHealth  and  Human 

Services. 

Washington.  DC  20204. 

To  Whom  It  May  Concern: 

The  undersigned, 

submits  this  petition  under  section 
403(r)(4)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act)  with  respect  to 
(statement  of  the  implied  nutrient 
content  claim  and  its  proposed  use  in  a 
brand  name). 

Attached  hereto,  in  quadruplicate, 
and  constituting  a  part  of  this  petition, 
are  the  following: 

A.  A  statement  identifying  the 
implied  nutrient  content  claim,  the 
nutrient  the  claim  is  intended  to 
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characterize,  the  corresponding  term  for 
characterizing  the  level  of  such  nutrient 
as  defined  by  a  regulation  under  section 
403(r}(2)(A)(i)  of  the  act.  and  the  brand 
name  of  which  the  implied  claim  is 
intended  to  be  a  part.  The  statement 
should  address  why  the  use  of  the 
brandname  as  proposed  will  not  be 
misleading.  It  should  address  in 
particular  what  information  is  required 
to  accompany  the  claim  or  other  way's 
in  which  the  claim  meets  the 
requirements  of  sections  201(n)  and 
403(a)  of  the  act.  The  statement  should 
provide  examples  of  the  tj^pes  of  foods 
on  which  the  brand  name  will  appear. 
It  shall  elsb  include  data  showing  that 
the  actual  level  of  the  nutrient  in  the 
food  qualifies  the  food  to  bear  the 
corresponding  term  defined  by 
regulation.  Assay  methods  used  to 
determine  the  level  of  a  nutrient  should 
meet  the  requirements  stated  under 
petition  format  item  C  in  paragraph 
(k)(l)  of  this  section. 

B.  A  detailed  explanation,  supported 
by  any  necessary  data,  of  why  use  of  the 
proposed  brand  name  is  requested.  This 
item  shall  also  state  what  nutritional 
benefit  to  the  public  will  derive  from 
use  of  the  brand  name  as  proposed.  If 
the  branded  product  is  intended  for  a 
specific  group  within  the  population, 
the  analysis  should  spedficaliy  address 
nutritional  needs  of  such  group  and 
should  include  scientific  data  sufficient 
for  such  purpose. 

Yours  very  truly. 

Petitioner 

By 

(2)  Within  15  days  of  receipt  of  the 
petition  the  petitioner  will  be  notified 
by  letter  cf  the  date  on  which  the 
petition  was  received.  Such  notice  will 
inform  the  petitioner 

(i)  That  the  petition  is  undergoing 
agency  review  (in  which  case  a  docket 
number  will  be  assigned  to  the  petition); 
or 

(ii)  That  the  petition  is  inco.Tiplete, 
e.g.,  it  lacks  any  of  the  data  required  by 
this  part,  it  presents  such  data  in  a 
manner  that  is  not  readily  understood. 
cr  it  has  not  been  submitted  in 
quadruplicate,  in  which  case  the 
petition  will  be  denied,  and  the 
petitioner  will  be  notified  as  to  what 
respect  the  petition  is  incomplete. 

(3)  The  Commissioner  of  Food  and 
Drugs  will  publish  a  notice  of  the 
petition  in  the  Federal  Register 
announcing  its  availability  to  the  public 
and  seeking  comment  on  the  petition. 
The  petition  shall  be  available  to  the 
public  to  the  extent  provided  under 


paragraph  (g)  of  this  section.  The  notice 
shall  allow  30  days  for  comments. 

(4)  Within  100  days  of  the  date  of 
receipt  of  the  petition  that  is  accepted 
for  review  (i.e..  that  has  not  been  found 
to  be  incomplete  and  subsequently 
returned  to  the  petitioner),  the 
Commissioner  of  Food  and  Drugs  will: 

(i)  Notify  the  petitioner  by  letter  of  the 
agency's  decision  to  grant  the  petitioner 
permission  to  use  the  proposed  brand 
name  if  such  use  is  not  misleading,  with 
any  conditions  or  limitations  on  such 
use  specified:  or 

(ii)  Deny  the  petition,  in  which  case 
the  letter  shall  state  the  reasons  therefor. 
Failure  of  the  petition  to  fuliy  address 
the  requirements  of  this  section  shall  be 
grounds  for  denial  of  the  petition. 
Should  the  Commissioner  of  Food  and 
Drugs  not  notify  the  petitioner  of  his 
decision  on  the  petition  within  100 
days,  the  petition  shall  be  considered  to 
be  granted. 

(5)  As  soon  as  practicable  following 
the  granting  of  a  petition,  the 
Commissioner  of  Food  and  Drugs  will 
pubhsh  a  notice  in  the  Federal  Register 
informing  the  public  of  such  fact. 

(Information  collection  requirements 
in  this  section  were  approved  by  the 
Office  of  Management  and  Budget 
(OMB)  and  assigned  0MB  control 
number ) 

8.  Subpart  F  is  redesignated  as 
subpart  C  and  new  subpart  F,  consisting 
of  §  101.95,  is  added  to  read  as  follows: 

Subpart  F — Specific  Requirementa  for 
Deacrlpth^e  Claims  that  are  Neither 
Nutrient  Content  Claims  nor  Health 
Claims 

$  101.S5    "Freah,"  "frMhty  frozan,"  "freah 
frozen,"  "frozan  fraah." 

The  terms  defined  in  this  section  may 
be  used  en  the  label  or  in  labeling  of  a 
food  in  conformity  with  the  provisions 
of  this  section.  The  requirements  of  the 
section  pertain  to  any  use  of  the  subject 
terms  as  described  in  paragraphs  (a)  and 
(b)  of  this  section  that  expressly  or 
implicitly  refers  to  the  food  on  labels  or 
labeling,  including  use  in  a  brand  name 
and  use  as  a  sensory  modifier.  However, 
the  use  of  the  term  "fresh"  on  labels  or 
labeling  is  not  subject  to  the 
requirements  of  paragraph  (a)  of  this 
section  if  the  term  does  not  suggest  or 
imply  that  a  food  is  unprocessed  or 
unprescrved.  For  example,  the  term 
"fresh"  used  to  describe  pasteurized 
whole  milk  is  no!  subject  to  paragraph 
(a)  of  this  section  because  the  term  does 
not  imply  that  the  food  is  unprocessed 


(consumers  commonly  understand  that 
milk  is  nearly  always  pasteurized). 
However,  the  term  "fresh"  to  describe 
pasta  sauce  that  has  been  pasteurized  or 
that  contains  pasteurized  ingredients 
would  be  subject  to  paragraph  (a)  of  this 
section  because  the  term  implies  that 
the  food  is  not  processed  or  preserved. 
Uses  of  insh  not  subject  to  this 
regulation  will  be  governed  by  the 
provisions  of  403(a)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act). 

(a)  The  term  "h»sh,"  when  used  on 
the  label  or  in  labeling  of  a  food  in  a 
manner  that  suggests  or  implies  that  the 
food  is  unprocessed,  means  that  the 
food  is  in  its  raw  state  and  has  not  been 
frozen  or  subjected  to  any  form  of 
thermal  processing  or  any  other  form  of 
preservation,  except  as  provided  in 
paragraph  (c)  of  this  section. 

(b)  The  terms  "fresh  frozen"  and 
"frozen  fresh."  when  used  on  the  label 
or  in  labeling  of  a  food,  mean  that  the 
food  was  quickly  frozen  while  still  fresh 
(i.e..  the  food  had  been  recently 
harvested  when  frozen).  Blanching  of 
the  food  before  freezing  will  not 
preclude  use  of  the  term  "fresh  frozen" 
to  describe  the  food.  "Quickly  frozen" 
means  frxizen  by  a  freezing  system  such 
as  blast-freezing  (sub-zero  Fahrenheit 
temperature  with  fast  moving  air 
directed  at  the  food)  that  ensures  the 
food  is  frozen,  even  to  the  center  of  the 
food,  quickly  and  that  virtually  no 
deterioration  has  taken  place. 

(c)  Provisions  and  restrictions — (1) 
The  following  do  not  preclude  the  food 
from  use  of  the  term  "&«sh:" 

(i)  The  addition  of  approved  waxes  or 
coatings; 

(ii)  The  post-harvest  use  of  approved 
pesticides; 

(iii)  The  application  of  a  mild 
chlorine  wash  or  mild  acid  wash  on 
produce;  or 

(iv)  The  treatment  of  raw  foods  with 
ionizing  radiation  not  to  exceed  the 
maximum  dose  of  1  kiloGray  in 
accordance  with  §  179.26  of  this 
chapter. 

(2)  A  food  meeting  the  definition  in 
paragraph  (a)  of  this  section  that  is 
refrigerated  is  not  precluded  from  use  of 
"fresh"  as  provided  by  this  section. 

Dated:  December  17, 1992. 
David  A.  Kessler, 
Commissioner  of  Food  and  Dnigf. 
Louis  W.  Sullhran. 

Secretary  of  Health  and  Human  Services. 
[PR  Doc.  92-31504  Filed  12-28-92;  8:45  amj 
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DEPARTMEf^  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  end  Drug  Adminittretion 

21  CFR  P«1 105 

[DoeiMtNo.91N-3a4L] 

RININ06-AO0e 

Food  Labeling:  Label  Statements  on 
Foods  for  Special  Dietary  Uee 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACnOW:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
food  labeling  regulations  to  conform 
them  to  the  requirements  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (the  1990  amendments).  With  the 
passage  of  the  1990  amendments  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act),  certain  provisions  concerning 
label  statements  on  foods  for  special 
dietary  use  in  reducing  or  maintaining 
caloric  intake  or  body  weight  are  no 
longer  appropriately  included  in  that 
regulation  but  are  now  more 
appropriately  defined  as  nutrient 
content  claims  applicable  to  the  general 
population  and  regulated  under  21  CFR 
part  101.  FDA  is  making  changes  in  21 
CFR  105.66  to  reflect  this  fact,  FDA  is 
also  announcing  its  intention  to 
reexamine  21  CFR  part  105  and  revise 
that  part  as  necessary  to  ensiue  that  it 
provides  appropriate  coverage  for  foods 
for  special  dietary  use. 
DATES:  Effective  May  8, 1994,  except  as 
to  any  provisions  that  may  be  stayed  by 
the  filing  of  proper  objections;  written 
objections  and  requests  for  a  hearing  by 
February  5, 1993. 

ADDRESSES:  Written  objections  may  be 
sent  to  the  Dockets  Management  Branch 
(HFS-155),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  J.  Campbell,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
155),  Food  and  Drug  Administration. 
200  C  St.  SW.,  Washington,  DC  20204, 
202-205-5229. 
SUPPLEMENTARY  MFORMATION: 

I.  Background 

In  the  Federal  Reg;i8ter  of  November 
27, 1991  (56  FR  60421),  FDA  published 
a  proposed  rule  entitled  "Food  Labeling; 
Nutrient  Content  Qaims,  General 
Principles,  Petitions,  Definition  of 
Terms"  (the  general  principles  proposal) 
that  would,  among  cKher  things, 
establish  general  principles  for  the  use 
of  claims  describing'the  nutrient  content 


of  a  food  and  define  certain  specific 
nutrient  content  claims  that  can  be  used 
to  describe  the  levels  of  certain 
nutrients  in  a  food. 

The  general  principles  proposal  was 
issued  in  response  to  the  1990 
amendments  (Pub.  L.  101-535)  to  the 
act.  With  respiect  to  nutrient  content 
claims,  the  1990  amendments  amended 
the  act  by  adding  section  403(r)(l)(A) 
(21  U.S.C.  343(r)(l)(A))  which  sUtes  that 
a  food  is  misbranded  if  it  bearis  a  claim 
in  its  label  or  labeling  that  either 
expressly  or  implicitly  characterizes  the 
level  of  any  nutrient  of  the  type  required 
to  be  declared  as  part  of  the  nutrition 
labeling,  unless  such  claim  is  made 
using  terms  which  are  defined  in 
regulations  adopted  by  the  agency  under 
section  403(r)(2). 

The  proposed  regulations  on  nutrient 
content  claims  included  provisions 
similar  or  identical  to  some  provisions 
in  §  105.66,  which  addresses  foods  for 
special  dietary  use  in  reducing  or 
maintaining  caloric  intake  or  body 
weight.  Therefore,  the  general  principles 
proposal  included  several  changes  in 
§  105.66  to  eliminate  redimdancy  in  the 
regulations  and  to  conform  §  105.66  to 
the  1990  amendments.  Specifically. 
FDA  proposed  to  redesignate 
requirements  for  terms  such  as  "low 
calorie"  and  "reduced  calorie,"  for  other 
comparative  calorie  claims,  and  for 
sugar  claims  from  S  105.66  to  new 
§  101.60,  which  defines  terms  used  to 
make  nutrient  content  claims  for  the 
calorie  content  of  foods.  This 
redesignation  is  necessary  because 
terms  such  as  "low  calorie"  and 
"reduced  calorie"  are  no  longer 
appropriately  regulated  under  the 
regulations  for  foods  for  special  dietary 
use  but  are  now  more  appropriately 
defined  under  the  1990  amendments  as 
nutrient  content  claims  for  foods 
intended  for  use  by  the  general 
population.  FDA  also  proposed  to  delete 
fit)m  §  105.66  any  inappropriate 
reference  to  specific  nutrient  content 
claims  or  similar  terms  and  any 
statement  that  is  inconsistent  with  the 
1990  amendments. 

FDA  also  proposed  to  delete  the 
exemption  (§  105.66(e)(3))  for 
formulated  meal  replacements  and  other 
foods  that  are  represented  for  special 
dietary  use  as  a  whole  meal  firom  the 
requirements  in  §  105.66(e)(1).  These 
requirements  bear  on  the  use  of  label 
terms  that  suggest  usefulness  as  low 
calorie  or  reduced  calorie  foods,  such  as 
"diet."  "dietetic,"  "artificially 
sweetened,"  and  "sweetened  with 
nonnutritive  sweetener."  FDA  proposed 
to  remove  this  exemption  so  that  such 
claims  could  be  expressly  permitted 
under  §  105.66.  and  thus  not  be 


prohibited  as  implied  nutrient  content 
claims  under  the  1990  amendments, 
until  more  appropriate  regulations  can 
be  issued.  The  agency  stated  its  view 
that  claims  that  are  permitted  under 
§  105.66  meet  the  requirements  of 
section  403(r)  of  the  act  (56  FR  60421  at 
60458). 

FDA  noted  in  the  proposal  that  a 
significant  portion  of  $  105.66  remains 
appropriate  for  regulating  foods  that  are 
for  special  dietary  use  (56  FR  60421  at 
60457).  Such  foods  are  those  that  are 
sp>ecifically  represented  as,  or  that 
purport  to  be,  useful  as  part  of  a  weight 
control  plan,  as  opposed  to  those  that 
are  simply  represented  as  being  low  or 
reduced  in  calories  (although  products 
low  or  reduced  in  calories  can  be  useful 
in  reducing  or  maintaining  body 
weight).  The  agency  did  not  propose  to 
remove  the  remaining  portion  of 
§  105.66,  which  includes  requirements 
for  label  statements  about  nonnutritive 
sweeteners  and  for  the  use  of  the  term 
"diet"  and  related  terms.  FDA  noted, 
however,  that  it  plans  to  reexamine  the 
provisions  remaining  in  $  105.66  and 
initiate  additional  rulemaking  as 
appropriate  (5Q  FR  60421  at  60457). 

FDA  is  publishing  a  final  rule  based 
on  the  general  principles  proposal  and 
on  a  related  proposal  (56  FR  60421  at 
60478.  November  27, 1991)  concerning 
nutrient  content  claims  related  to  the 
fat,  fatty  add,  and  cholesterol  content  of 
food  elsewhere  in  this  issue  of  the 
Federal  Register.  This  final  rule 
effecting  revisions  in  §  105.66  is  being 
published  as  a  separate  document 
because  §  105.66  was  issued  under  the 
authority  of  section  403(j)  of  the  act. 
Thus,  revisions  to  §  105.66  must  be 
made  in  accordance  with  the  formal 
rulemaking  procedures  in  section  701(e) 
of  the  act  (21  U.S.C  371(e)).  Under  these 
procedures,  there  is  an  opportimity  to 
object  to  the  provisions  of  a  final  rule 
and  to  request  a  public  hearing  on  that 
objection.  Such  an  opportimity  is  not 
provided  as  part  of  the  notice  and 
comment  procedures  apply  to  that  most 
of  the  rest  of  the  rulemaking  that  FDA 
is  doing  in  response  to  the  1990 
amendments. 

The  agency  received  only  a  few 
comments  in  response  to  the  proposed 
revisions  in  §  105.66.  Some  of  the 
comments  received  by  the  agency 
addressed  matters  concerning  other 
regulations  in  21  CFR  part  105  (i.e., 
§§  105.62  and  105.67)  which  are  outside 
the  scope  of  this  rulemaking  and  are  not 
being  addressed  here.  However,  after 
review  of  these  comments,  FDA  believes 
that  other  regulations  in  part  105  may 
need  to  be  reexamined,  and  that 
additional  rulemaking  may  need  to  be 
initiated  to  ensure  that  these  regulations 
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fully  address  their  subject  matter.  In  its 
reexamination  of  §  105.66.  FDA  will 
consider  among  other  things,  whether 
that  regulation  adequately  describes 
foods  for  use  in  reducing  or  maintaining 
body  weight,  such  as  formulated  meal 
replacements,  whether  it  appropriately 
provides  for  use  of  terms  such  as  "diet" 
on  such  foods,  and  whether  "artificially 
sweetened"  or  "sweetened  with  a 
nonnutritive  sweetener"  should  be 
included  as  label  terms  suggesting 
usefulness  as  low  calorie  or  reduced 
calorie  foods.  These  actions  will  be 
undertaken  at  some  time  in  the  future 
and  FDA  will  solicit  comments  on  the 
relevant  issues  at  that  time. 

All  of  the  relevant  comments  on 
proposed  revisions  in  §  105.66 
supported  FDA's  intent  to  revise  this 
regulation  to  conform  it  to  the 
provisions  of  the  1990  amendments. 
However,  some  of  the  comments  raised 
concerns  about  some  of  the  speciHc 
actions  that  FDA  proposed.  These 
comments  are  addressed  below. 

n.  Comments  and  Agency  Response 

1.  One  comment  asserted  that 
requiring  formulated  meal  replacements 
that  bear  terms  such  as  "diet," 
"dietetic,"  "artificially  sweetened,"  and 
"sweetened  with  nonnutritive 
sweetener"  to  meet  the  requirements  for 
low  or  redxiced  calorie  foods,  or  to  make 
another  comparative  calorie  claim, 
would  effectively  ban  the  sale  of  these 
foods.  The  comment  stated  that 
formulated  meal  replacements  do  not 
meet  the  definition  of  "low  calorie"  or 
"reduced  calorie."  and  that  a 
"reference"  food  would  have  to  be 
identified  to  make  a  "reduced  calorie" 
or  other  comparative  calorie  claim.  The 
comment  pointed  out  that  FDA  did  not 
address  what  the  reference  food  should 
be  for  formulated  meal  replacements. 
The  comment  requested  that  FDA 
provide  in  the  regulations  that  a 
formulated  meal  replacement  or  other 
food  that  is  represented  to  be  of  special 
dietary  use  as  a  whole  meal,  and  that 
bears  terms  such  as  "diet."  "dietetic," 
"artificially  sweetened,"  or  "sweetened 
with  nonnutritive  sweetener,"  not  be 
required  to  be  a  "low  calorie"  or 
"reduced  calorie"  food,  or  to  bear 
another  comparative  calorie  claim,  if  its 
labeling  is  not  false  or  misleading,  and 
the  product  is  useful  as  part  of  a  weight 
loss  or  weight  control  program. 

As  notedabove,  FDA  had  proposed  to 
delete  the  exemption  in  §  105.66(e)(3) 
for  formulated  meal  replacements  and 
other  foods  that  are  represented  to  be  of 
special  dietary  use  as  a  whole  meal, 
from  the  requirements  in  §  105.66(e)(1) 
so  that  such  foods  would  be  expressly 
authorized  to  make  "diet."  "dietetic,"  or 


"artificially  sweetened"  claims  under 
§  105.66.  llius,  these  claims  on  these 
foods  would  not  be  prohibited  as 
unauthorized  implied  nutrient  content 
claims  under  the  1990  amendments. 
However.  FDA  has  reconsidered  the 
circumstances  under  which  claims 
should  be  regarded  as  implied  nutrient 
content  claims  and  as  claims  for  special 
dietary  use.  As  stated  in  the  final  rule 
on  nutrient  content  claims,  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  does  not  consider 
claims  made  solely  to  portray  the 
usefulness  of  a  food  for  supplying  a 
particular  dietary  need  that  exists  by 
reason  of  a  physical,  physiological, 
pathological,  or  other  condition,  as 
describ^  in  part  105,  to  be  a  nutrient 
content  claim  subject  to  §  101.13.  On  the 
other  hand,  a  claim  of  dietary  usefulness 
made  in  a  coritext  that  is  relevant  to  the 
general  population  (e.g.,  where  the  label 
states  that  the  food  is  "low  calorie") 
would  be  subject  to  the  requirements  for 
nutrient  content  claims.  FDA  views  a 
claim  such  as  "use  as  part  of  a  weight 
reduction  program,"  made  in 
conjunction  with  terms  such  as  "diet." 
"dietetic."  "artificially  sweetened,"  or 
"sweetened  with  nonnutritive 
sweetener,"  on  a  formulated  meal 
replacement  to  be  a  claim  that  solely 
portrays  the  usefulness  of  the  food  for 
a  special  dietary  need,  as  described  in 
part  105.  Thus,  such  a  claim  by  itself, 
without  any  other  reference  to  nutrient 
aspects  of  the  food  relative  to  the 
general  population,  is  not  a  nutrient 
content  claim.  Therefore,  FDA 
concludes  that  there  is  no  need  to 
subject  formulated  meal  replacements  to 
the  requirements  of  8 105.66(e)(1)  to 
preclude  claims  such  as  "diet"  on  such 
products  from  being  prohibited  as 
implied  nutrient  content  claims. 

FDA.  thus,  has  decided  not  to  delete 
§  105.66(e)(3)  and  thus  will  continue  to 
permit  formulated  meal  replacements 
and  other  foods  that  are  represented  to 
be  of  special  dietary  use  as  whole  meals 
to  use  terms  such  as  "diet,"  "dietetic." 
"artificially  sweetened,"  and 
"sweetened  with  nonnutritive 
sweetener"  on  their  labels  and  labeling 
without  having  to  comply  with  the 
requirements  of  §  105.66(e)(1). 
Therefore,  the  concern  raised  that 
formulated  meal  replacements  are 
unable  to  comply  with  the  requirements 
of  §  105.66(e)(1)  is  moot. 

However,  FDA  advises  that  the  use  of 
terms  such  as  "diet."  "dietetic." 
"artificially  sweetened,"  and 
"sweetened  with  nonnutritive 
sweetener"  on  the  label  or  in  the 
labeling  of  any  food,  including  a  food 
for  special  dietary  use,  is  subject  to  the 
act's  general  prohibition  against  false  or 


misleading  labeling  in  section  403(a)  of 
the  act.  Thus,  FDA  can  take  action 
against  any  false  or  misleading  use  of  a 
term  such  as  "diet."  For  example,  if  a 
food  that  is  not  a  formulated  meal 
replacement  purported  on  its  label  to  be 
a  formulated  meal  replacement  to  avoid 
the  requirement  that  foods  using  the 
label  term  "diet"  either  be  low  in 
calories,  reduced  in  calories  or  bear 
another  comparative  calorie  claim,  FDA 
would  consider  the  food  to  be 
misbranded  because  it  is  falsely 
represented  as  a  formulated  meal 
replacement.  Such  a  food  would  also  be 
in  violation  of  §  105.66(e)(1)  because  it 
is  not  a  formulated  meal  replacement. 
FDA  is  likely  to  take  action  against  any 
food  that  uses  terms  such  as  "diet," 
"dietetic,"  "artificially  sweetened,"  and 
"sweetened  with  nonnutritive 
sweetener"  on  its  label  or  in  its  labeling 
in  this  manner. 

2.  A  comment  stated  that  FDA  should 
amend  §  105.66(e)(1)  in  the  final  rule  to 
clarify  that  this  regulation  applies  only 
when  the  specific  terms  "diet," 
"dietetic."  "artificially  sweetened,"  and 
"artificially  sweetened  with 
nonnutritive  sweetener"  appear  on  the 
label  as  self-contained  terms,  but  not 
when  a  term  such  as  "diet"  is  used  in 
a  statement  that  represents  the  product 
to  be  useful  as  part  of  a  weight  loss 
"diet."  The  comment  stated  that  the 
proposal  could  be  misunderstood  to 
mean  that  FDA  is  prohibiting  the  use  of 
all  other  claims  suggesting  that  a 
product  is  useful  in  a  weight  loss  "diet" 
if  that  product  does  not  meet  the 
definition  for  "low  calorie"  or  "reduced 
calorie."  The  comment  stated  that  such 
an  interpretation  would  be  inconsistent 
with  FDA's  express  intention  of 
permitting  such  claims  as  stated  in  the 
final  rule  establishing  §  105.66  (43  FR 
43248  at  43253.  September  22, 1978), 
wherein  the  agency  stated: 

*  *  *  any  food  may  make  a  claim  of  special 
dietary  usefulness  for  weight  control  on  some 
basis  other  than  its  being  "low  calorie," 
"reduced  calorie,"  or  comparatively  useful  * 
•  *.  The  claim  must  not  he  misleading  and 
the  basis  for  the  claim  must  be  conspicuously 
and  clearly  stated  in  conjunction  with  the 
claim.  These  foods  may  make  appropriate 
claims,  e.g..  "for  calorie  restricted  diets"  or 
"useful  for  weight  control." 

The  agency  advises  that  it  continues 
to  hold  the  position  that  it  stated  in  the 
final  order  establishing  §  105.66.  In  that 
rulemaking.  FDA  stated  that  a  food  that 
purports  to  be  useful  for  weight  control 
on  some  other  basis  than  its  being  "low 
calorie,"  "reduced  calorie."  or 
comparatively  useful  in  controlling 
calorie  intake  is  subject  to  the 
provisions  of  §  105.66(a)  and  (b)  but  not 
§  105.66(e).  The  agency  stated  that  to 


comply  witl 
foods  must  I 
labeling  abo 
nonnutritive 


any  necessa 
§  105.66(e)( 
initiates  adc 
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comply  with  S  105.66(a)  and  (b).  such 
foods  must  bear  nutrition  labeling, 
labeling  about  the  presence  of 
nonnutritlve  ingredients,  and  a 
conspicuous  and  nonmisleading 
statement  about  the  basis  of  the  claim 
(43  FR  43248  at  43253,  September  22. 
1978).    , 

Concerning  the  matter  raised  by  the 
comment,  i.e.,  the  use  of  statements 
incorporating  the  term  "diet"  on  foods 
for  special  dietary  use  intended  for 
weight  reduction,  the  agency  concludes 
that  such  statements  do  not  invoke  the 
requirements  of  §  105.66(e),  except 
when  made  on  meal  replacements  or 
other  foods  represented  to  be  of  special 
dietary  use  as  a  whole  meal,  which  are 
subject  to  §  105.66(e)(3),  when  they  are 
used  in  a  manner  that  does  not  suggest 
that  the  food  is  a  "low  calorie"  or 
"reduced  calorie"  food.  Such  foods  are 
subject  to  the  requirements  of 
§  105.66(a)  and  (b).  However,  the 
revision  of  the  regulation  sought  by  this 
comment,  i.e.,  a  provision  in  the 
regulation  clarifying  the  circumstances 
where  $  105.66(e)  applies,  is  beyond  the 
scope  of  this  rulemaking.  FDA  stated  in 
the  general  principles  proposal  that  it 
only  intended  to  make  changes  in 
§  105.66  at  this  time  that  are  necessary 
to  conform  this  section  to  the  1990 
amendments.  FDA  will  fully  consider 
any  necessary  clarification  of 
§  105.66(e)(1)  in  this  regard  when  it 
initiates  additional  rulemaking  on  this 
section  as  stated  above. 

3.  One  comment  suggested  that  the 
"Weight  Watchers"  line  of  foods  falls 
within  the  provisions  of  §  105,66 
because  it  provides  information  on  the 
product  label  that  suggests  that  these 
products  can  be  useful  in  an  overall 
weight-control  diet  plan.  In  addition, 
this  same  comment  expressed  concern 
that  use  of  the  brand  name  "Weight 
Watchers"  would  be  prohibited  on  those 
products  introduced  into  the 
marketplace  after  October  25, 1989,  i.e., 
the  date  after  which  products 
introduced  into  the  marketplace  that 
make  nutrient  content  claims  in  their 
brand  names  must  use  terms  in  the 
claims  that  are  defined  by  the  agency  in 
a  regulation,  or  that  have  been  approved 
by  the  agency  in  response  to  a  petition 
(section  403(r)(2)(A)(i),  (r)(2)(C).  and 
(r)(4)(A)(iii)  of  the  act). 

FDA  advises  that,  in  general,  it  would 
regard  a  brand  name  such  as  "Weight 
Watchers,"  when  accompanied  by 
information  on  the  product  label  that 
suggests  that  the  product  can  be  useful 
in  an  overall  weight-control  diet  plan, 
without  any  other  reference  to  nutrient 
aspects  of  the  food  relative  to  the 
general  population,  to  be  a  claim  that 
solely  portrays  the  usefulness  of  the 


food  for  a  special  dietary  need  as 
described  in  part  105  (see  comment  1  of 
this  document).  Under  these 
circumstances,  such  a  claim  is  subject  to 
the  provisions  of  §  105.66  and  is  not  a 
nutrient  content  claim.  Accordingly, 
such  a  claim  in  a  brand  name  may 
continue  to  be  used  on  such  products 
irrespective  of  whether  a  specific 
product  under  that  brand  name  was 
introduced  into  the  marketplace  before 
October  25. 1989. 

in.  Conclusions 

After  review  and  consideration  of  the 
comments  received  in  response  to  the 
November  27, 1991,  proposal,  FDA 
concludes  that  no  evidence  or 
information  has  been  presented  that 
would  alter  the  agency's  tentative 
determination  that  it  should  amend 
§  105.66  to  conform  that  regulation  to 
the  provisions  of  the  1990  amendments. 
Therefore,  FDA  is  amending  §  105.66  as 
proposed  with  the  exception  of  the 
revision  in  the  final  rule  discussed  in 
comment  1  of  this  document.  FDA  has 
also  corrected  two  inadvertent  errors 
that  appeared  in  the  proposal  in  the 
codified  text  of  paragraph  (e)(1).  First, 
the  proposed  text  omitted  the  words 
"such  as"  that  had  immediately 
preceded  "diet,"  "dietetic."  "artificially 
sweetened,"  or  "sweetened  with 
nonnutritlve  sweetener"  in  the  existing 
regulation.  It  was  not  the  agency's  intent 
to  delete  these  words  from  the  revised 
text,  and  thus,  they  are  being  restored  in 
the  final  rule.  Secondly,  FDA  has 
conformed  paragraph  (e)(1)  with  respect 
to  comparative  calorie  claims  to 
paragraph  (d).  FDA  has  also  made  other 
minor  editorial  revisions  in  the  text  of 
•the  final  rule  for  internal  consistency. 

IV.  Environmental  Impact 

The  agency  has  previously  considered 
the  environmental  effects  of  this  rule  as 
announced  in  the  general  principles 
proposal  (56  FR  60467).  At  that  time, 
FDA  determined  under  §  25.24(a)(ll) 
that  the  actions  proposed  therein  (which 
include  this  action)  are  of  a  type  that  do 
not  individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  was 
required. 

4.  Several  comments  on  the  general 
principles  proposal  suggested  that  there 
would  be  significant  adverse 
environmental  effects  from  the  actions 
proposed  therein  because  they  would 
cause  large  stocks  of  labels  and  labeled 
packaging  materials  to  be  discarded  and 
require  a  great  number  of  trees  to  be 
harvested  to  provide  new  labeling 
material.  One  comment  estimated  the 


number  of  label  units  from  the  dairy 
industry  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  this  comment  did  not:  (1) 
Show  how  these  estimates  were  derived. 
(2)  identify  what  portion  of  the 
estimated  amounts  are  attributable  to 
this  action,  or  (3)  describe  what  impact 
the  discarded  labeling  and  packaging 
would  have  on  the  disposal  of  solid 
waste. 

Neither  the  1990  amendments  nor 
FDA's  proposed  regulations  require  a 
food  company  to  make  nutrient  content 
claims  on  its  product  labels.  Food 
companies  have  known  since  November 
8, 1990,  the  date  of  enactment  of  the 
1990  amendments,  that  possibly  by  May 
8, 1993,  their  labels  would  not  be  able 
to  include  nutrient  content  claims 
unless  the  claims  conformed  to  FDA''s 
regulations.  In  the  general  principles 
proposal  (56  FR  60421)  the  agency 
proposed  that  this  final  rule  would 
become  effective  6  months  after  its  date 
of  publication'in  the  Federal  Register. 
However,  the  agency  has  determined 
that  this  final  rule  will  become  effective 
May  8.  1994.  FDA  believes  that  this 
effective  date  will  allow  ample  time  for 
food  companies  to  use  up  most  of  the 
label  and  packaging  stocks  that  existed 
on  November  8, 1990,  and  that 
contained  nutrient  content  claims. 
Cpnsequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected,  and  that  an 
environmental  impact  statement  is  not 
required. 

V.  Economic  Impact 

In  accordance  with  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354),  FDA 
has  reviewed  the  final  rule  to 
redesignate  certain  requirements  in 
§  105.66  to  §  101.60  to  determine  its 
impact  on  small  entities,  including 
small  businesses.  Although  the  food 
labeling  reform  initiative  taken  as  a 
whole,  would  result  in  a  major  rule, 
FDA  has  determined  that  redesignating 
certain  requirements  in  §  105.66  to 
§  101.60  for  conformance  to  the  1990 
amendments,  will  not  result  in  a 
significant  impact  on  a  substantial 
number  of  small  entities.  FDA  has  not 
received  any  new  information  or 
comments  that  would  alter  this 
determination.  Therefore,  FDA  certifies 
in  accordance  with  the  Regulatory 
Flexibility  Act.  that  no  significant 
impact  on  a  substantial  number  of  small 
entities  will  derive  ft-om  this  action. 
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In  accordance  with  Executive  Order 
12291.  FDA  has  carefully  analyzed  the 
economic  effects  of  this  final  rule,  and 
the  agency  has  determined  that  the  rule, 
if  promulgated,  will  not  be  a  major  rule 
as  defined  by  that  order. 

VI.  Obfections 

Any  person  who  will  be  adversely 
affected  by  this  regulation  may  at  any 
time  on  or  before  December  10. 1992. 
file  with  the  Dockets  Management 
Branch  (address  above)  written 
objections  thereto.  Each  objection  shall 
be  separately  numbered,  and  each 
numbered  objection  shall  specify  with 
particularity  the  provisions  of  the 
regulation  to  which  objection  is  made 
and  the  grounds  for  the  objection.  Each 
numbered  objection  on  which  a  hearing 
is  requested  shall  specifically  so  state. 
Failure  to  request  a  hearing  for  any 
particular  objection  shall  constitute  a 
waiver  of  the  right  to  a  hearing  on  that 
objection.  Each  numbered  objection  for 
which  a  hearing  is  requested  shall 
include  a  detailed  description  and 
analysis  of  the  specific  factual 
information  intended  to  be  presented  in 
support  of  the  objection  in  the  event 
that  a  hearing  is  held.  Failure  to  include 
such  a  description  and  analysis  for  any 
particular  objection  shall  constitute  a 
waiver  of  the  right  to  a  hearing  on  the 
objection.  Three  copies  of  all  documents 
shall  be  submitted  and  shall  be 
identified  with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Any  objections  received  in 
response  to  the  regulation  may  be  seen 
in  the  Dockets  Management  Branch 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday.  FDA  will  publish  notice 
of  the  objections  that  the  agency  has 
received  or  lack  thereof  in  the  Federal 
Register. 

List  of  SobiecU  in  21  CFR  Part  105 

Dietary  foods.  Food  grades  and 
standards.  Food  labeling,  Infants  and 
children. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  105  is 
amended  as  follows: 


PART  10&-FOODS  FOR  SPECIAL 
DIETARY  USE 

1.  The  authority  citation  for  21  CFR 
part  105  continues  to  read  as  follows: 

Authority:  Sees.  201.  401. 403, 409. 411. 
701.  706  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C  321,  341.  343. 348. 
350.  371,  376). 

2.  Section  105.66  is  revised  to  read  as 
follows: 

1 1 05.66    Label  statamants  ralating  to 
usefuinas*  In  reducing  or  maintaining  body 
waigtit 

(a)  General  requirements.  Any  food 
that  purports  to  be  or  is  represented  for 
special  dietary  use  because  of 
usefulness  in  reducing  or  maintaining 
body  weight  shall  bear: 

(IJ  Nutrition  labeling  in  conformity 
with  §  101.9.  or.  where  applicable, 
§  101.36  of  this  chapter,  unless  exempt 
under  that  section:  and 

(2)  A  conspicuous  statement  of  the 
basis  upon  which  the  food  claims  to  be 
of  special  dietary  usefulness. 

(b)  Nonnutritive  ingredients.  (1)  Any 
food  subject  to  paragraph  (a)  of  this 
section  that  achieves  its  special  dietary 
usefulness  by  use  of  a  nonnutritive 
ingredient  (i.e..  one  not  utilized  in 
normal  metabolism)  shall  bear  on  its 
label  a  statement  that  it  contains  a 
nonnutritive  ingredient  and  the 
percentage  by  weight  of  the  nonnutritive 
ingredient. 

(2)  A  special  dietary  food  may  contain 
a  nonnutritive  sweetener  or  other 
ingredient  only  if  the  ingredient  is  safe 
for  use  in  the  food  under  the  applicable 
law  and  regulations  of  this  chapter.  Any 
food  that  achieves  its  special  dietary 
usefulness  in  reducing  or  maintaining 
body  weight  through  the  use  of  a 
nonnutritive  sweetener  shall  bear  on  its 
label  the  statement  required  by 
paragraph  (b)(1)  of  this  section,  but  need 
not  state  the  percentage  by  weight  of  the 
nonnutritive  sweetener.  If  a  nutritive 
sweetener(s)  as  well  as  nonnutritive 
sweetener(s)  is  added,  the  statement 
shall  indicate  the  presence  of  both  types 
of  sweetener,  e.g.,  "Sweetened  with 
nutritive  sweetener(s)  and  nonnutritive 
sweetener(s)." 

(c)  "Low  calorie"  foods.  A  food 
purporting  to  be  "low  calorie"  must 


comply  with  the  criteria  set  forth  for 
such  foods  in  §  101.60(b)(2)  and  (b)(3)  of 
this  chapter. 

(d)  "Reduced  calorie"  foods  and  other 
comparative  calorie  claims.  A  food 
purporting  to  be  "reduced  calorie"  or 
otherwise  containing  fewer  calories  than 
a  reference  food  must  comply  with  the 
criteria  set  forth  for  such  food  in 

§  101.60(b)(4)  and  (b)(5)  of  this  chapter. 

(e)  Label  terms  suggesting  usefulness 
as  low  calorie  or  reduced  calorie  foods. 
(1)  Except  as  provided  in  paragraphs 
(e)(2)  and  (e)(3)  of  this  section,  and  in 

§  101.13(q)(2)  of  this  chapter  for  soft 
drinks,  a  foiod  may  be  labeled  with 
terms  such  as  "diet,"  "dietetic," 
"artificially  sweetened."  or  "sweetened 
with  nonnutritive  sweetener"  only  if  the 
claim  is  not  false  and  misleading,  and 
the  food  is  labeled  "low  calorie"  or 
"reduced  calorie"  or  bears  another 
comparative  calorie  claim  in 
compliance  with  part  101  of  this  chapter 
and  this  section. 

(2)  Paragraph  (e)(1)  of  this  section 
shall  not  apply  to  any  use  of  such  terms 
that  is  specifically  authorized  by 
regulation  governing  a  particular  food, 
or.  unless  otherwise  restricted  by 
regulation,  to  any  use  of  the  term  "diet" 
that  clearly  shows  that  the  food  is 
offered  solely  for  a  dietary  use  other 
than  regulating  body  weight,  e.g.,  "for 
low-sodium  diets." 

(3)  Paragraph  (e)(1)  of  this  section 
shall  not  apply  to  any  use  of  such  terms 
on  a  formulated  meal  replacement  or 
other  food  that  is  represented  to  be  of 
special  dietary  use  as  a  whole  meal, 
pending  the  issuance  of  a  regulation 
governing  the  use  of  such  terms  on 
foods. 

(f)  "Sugar free." and  "no  added 
sugar. "  Criteria  for  the  use  of  the  terms 
"sugar  free"  and  "no  added  sugar"  are 
provided  for  in  §  101.60(c)  of  this 
chapter. 

Dated:  October  22. 1992. 

David  A.  Kenter. 

Commissioner  of  Food  and  Drvgs. 

Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 

(FR  Doc.  92-31505  Filed  12-28-92:  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Adminietration 

21  CFR  Part  130 

[Dociwt  No.  91K-0317  at  aL] 

RINO9OS-AOO0 

Food  Standards:  Requiramants  for 
Foods  Named  by  Use  of  a  Nutrient 
Content  Claim  and  a  Starulardized 
Term 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
General  Provisions  for  food  standards  to 
prescribe  a  general  definition  and 
standard  of  identity  for  foods  named  by 
use  of  a  nutrient  content  claim  defined 
in  part  101  (21  CFR  part  101)  (such  as 
"fat  free,"  "low  calorie,"  and  "light")  in 
conjunction  Mrith  a  traditional 
standardized  name  (for  example 
"reduced  fat  sour  cream").  FDA  is 
taking  this  action  to  assist  consumers  in 
maintaining  healthy  dietary  practices  by 
providing  for  modified  versions  of 
certain  standardized  foods  that  bear 
descriptive  names  that  are  meaningful 
to  consumers.  FDA  believes  that  this 
action  will  promote  honesty  and  fair 
dealing  in  the  interest  of  consumers. 
This  rule  applies  only  to  standards  of 
identity  and  not  to  standards  of  quality 
or  fill. 

EFFECTIVE  DATE:  May  8,  1994. 
FOR  FURTHER  INFORMATION  CONTACT: 
Shellee  A.  Davis,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-158),  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington,  DC  20204,  202-205-5112. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

One  of  the  main  purposes  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (Pub.  L.  101-535)  (the  1990 
amendments)  was  to  establish  the 
circumstances  in  which  claims  could  be 
made  that  describe  the  nutrient  content 
of  food.  In  response  to  the  requirements 
of  the  1990  amendments,  elsewhere  in 
this  issue  of  the  Federal  Register,  in  a 
document  entitled  "Food  Labeling: 
Nutrient  Content  Claims.  General 
Principles,  Petitions,  Definitions  of 
Terms"  (hereinafter  referred  to  as  the 
nutrient  content  claims  final  rule),  FDA 
is  establishing  in  part  101  definitions  for 
such  nutrient  content  claims  together 
with  general  principles  and  procedures 
governing  their  use. 

In  the  Federal  Register  of  November 
27, 1991  (56  FR  60512).  FDA  pubUshed 


a  proposal  to  amend  the  General 
Provisions  for  food  standards  to 
prescribe  a  general  definition  and 
standard  of  identity  for  foods  named  by 
use  of  a  nutrient  content  claim  defined 
in  part  101  (e.g.,  "fat  free,"  "low 
calorie,"  and  "light")  in  conjunction 
with  a  traditional  standardized  name 
(e.g.,  "reduced  fat  sour  cream"). 
Interested  persons  were  given  until 
February  25, 1992,  to  comment  on  the 
proposed  rejgulation. 

FdA  received  approximately  200 
responses,  each  of  which  contained  one 
or  more  comments,  from  trade  and  retail 
associations,  government  organizations, 
manufacturers,  consumers,  retailers, 
consumer  groups,  State  groups,  private 
organizations,  professional  societies, 
and  universities.  The  comments 
generally  supported  the  proposal. 
Several  comments  addressed  issues 
outside  the  scope  of  the  proposal  (e.g., 
serving  size  and  nutrition  labeling)  that 
will  not  be  discussed  here.  A  number  of 
comments  suggested  modification  and 
revision  in  various  provisions  of  the 
proposal.  A  summary  of  the  suggested 
changes  and  the  agency's  responses 
follow. 

n.  Requirements  for  Foods  Named  by 
Use  of  a  Nutrient  Content  Claim  and  a 
Standardized  Term  Under  the  1990 
Amendments 


A.  General  Ck)mments 

1.  Appropriateness  and  Need  for 
Regulation 

In  the  proposal.  FDA  invited 
comments  with  respect  to  the 
appropriateness  and  need  for  a  general 
standard  in  proposed  §  130.10  to 
establish  the  requirements  for  modified 
foods  named  by  use  of  a  nutrient 
content  claim  and  a  standardized  term 
(56  FR  60512  at  60517). 

1.  Several  comments  stated  that  it  is 
important  to  keep  the  present  standards 
of  identity  as  they  are.  One  comment 
stated  that,  while  allowing  for  the 
establishment  of  standards  of  identity 
for  products  like  "light  sour  cream"  and 
"lowfat  ice  cream,"  FDA  must  ensure 
that  the  existing  standards  for  "milk," 
"sour  cream,"  "ice  cream,"  or  "butter" 
are  not  diluted  or  debased.  These 
comments  stated  that  under  no 
circumstances  should  a  product  that  has 
undergone  any  form  or  degree  of 
defatting  be  allowed  to  be  called  simply 
"milk,"  "sour  cream,"  or  "ice  cream." 

The  agency  agrees  with  these 
comments.  ITDA  is  not  amending  any  of 
the  existing  standards  of  identity  with 
this  regulation.  Under  section  403(g)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act)  (21  U.S.C.  343(g)),  a  food 
is  misbranded  if  it  purports  to  be  or  is 


represented  as  a  food  for  which  a 
definition  and  standard  of  identity  has 
been  Oprescribed  by  regulation,  unless  it 
conforms  to  such  definition  and 
standards. 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  publishing  a  final  rule 
entitled  "Food  Labeling:  Use  of  Nutrient 
Content  Claims  for  Butter  Products," 
which  adds  new  §  101.67".  Except  as 
provided  in  new  §  101.67  for  "butter." 
any  food  whose  name  includes  a 
standardized  term  must  conform  to  the 
standard  of  identity  for  that  food  found 
in  parts  131  throu^  169  (21  CFR  parts 
131  through  169)  or  in  new  §  130.10.  For 
example,  a  food  labeled  as  "ice  cream" 
must  conform  to  the  standard  for  ice 
cream  in  §  135.110,  or  It  is  misbranded. 
Similarly,  a  food  labeled  as  "lowfat  ice 
cream"  must  comply  with  new  §  130.10. 
New  §  130.10(a)  states  that  the  nutrient 
content  claim  must  comply  with  the 
requirements  of  §  101.13  and  with  the 
requirements  of  the  regulations  in  part 
101  that  define  the  particular  nutrient 
content  claim  that  is  used.  Thus,  use  of 
the  term  "lowfat"  on  a  label  for  "lowfat 
ice  cream"  must  comply  with  §  101.13 
and  §  101.62(b)(2)  (i.e.,  the  food  must 
contain  3  grams  (g)  or  less  of  fat  per 
serving  and  per  50  g  of  food).  New 
§  130.10(a)  also  provides  that  the 
"lowfat  ice  cream"  must  comply  with 
the  relevant  standard  in  all  other 
respects  (e.g.,  major  ingredients  and  the 
freezing  process)  except  as  provided  in 
new  §  130.10(b).  (c).  and  (d). 

2.  One  comment  expressed  concern 
that  each  modified  food  permitted  to 
use  a  standardized  food  name  meet 
consumer  expectations.  The  comment 
suggested  that  if  consumers  no  longer 
want  or  expect  standardized  products  to 
have  certain  characteristics,  the 
standards  should  be  changed. 

FDA  appreciates  the  concern 
expressed  by  the  comment.  Section  401 
of  the  act  (21  U.S.C.  341)  gives  the 
agency  authority  to  establish  definitions 
and  standards  of  identity  for  foods 
whenever  such  action  will  promote 
honesty  and  fair  dealing  in  the  interest 
of  consumers.  FDA  has  traditionally 
established  individual  standards  to 
provide  consumers  with  foods  that 
include  a  modifier,  such  as  a  nutrient 
content  claim  or  some  other  descriptive 
term,  and  a  standardized  term  in  their 
name.  For  example,  the  agency  has 
established  a  standard  of  identity  for 
milk  in  §  131.110  (21  CFR  131.110).  but 
there  are  17  other  standards  in  part  131 
(21  CFR  part  131)  that  use  the  term 
"milk"  in  the  name  of  the  food  (e.g.. 
"cultured  milk"  (§  131.112). 
"evaporated  milk"  (§131.130).  and 
"skim  milk"  (§  131.143)).  FDA  does  not 
believe  that  use  of  these  modifiers  with 
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the  terra  "milk"  U  coafusing  to 
consumers  because  these  terms  are 
defined  by  the  standards. 

FDA  believes  that  establishing  a 
general  definition  and  standard  of 
identity  for  modified  versions  of 
standardized  foods  that  qualify  for  use 
of  a  nutrient  content  claim  is  a  more 
efficient  way- to  provide  consumers  with 
these  foods  than  having  to  issue 
temporary  marketing  permits  to  each 
manufacturer  desiring  to  market  test  a 
new  modified  food  and.  ultimately, 
establishing  individual  new  food 
standards  for  each  now  modified 
version.  New  §  130.10  provides  that  the 
nutrient  content  claims  that  are  used 
with  standardized  terms  must  be 
defined  by  FDA  regulation.  The  food 
must  comply  with  the  nutrient  content 
claim  definition  and  with  the 
requirements  in  new  §  130.10 
concerning  performance  characteristics, 
addition  of  nutrients  and  other 
ingredients,  and  labeling.  Such 
requirements  will  ensure  not  only  that 
a  "lowfal"  version  of  a  standardized 
food  is  low  in  fat.  but  also  that  the  food 
appropriately  bears  the  standardized 
name.  Therefore.  FDA  concludes  that 
use  of  nutrient  content  claims  with  a 
standardized  name  will  promote 
honesty  and  bildealing  in  the  interest 
of  consumers. 

2.  Scope  of  Regulation 

3.  One  comment  stated  that  it 
presumed  that  the  agency  did  not  intend 
that  proposed  §  130.10  be  mandatory. 

FDA  advises  that  the  comment's 
prasumption  is  incorrect,  at  least  to  the 
extunt  that  a  firm  wants  to  make  a  food 
under  the  provisions  of  new  §  1 30. 1 0. 
The  agency  is  establishing  a  general 
definition  and  standard  of  identity  for 
such  foods.  Section  403(g)  of  the  act 
states  that  a  food  is  misbranded  if  it 
purports  to  be  or  is  represented  as  a 
food  for  which  a  definition  and  standard 
of  identity  has  been  prescribed  by 
regulations  as  provided  by  section  401 
of  the  act.  unless  it  conforms  to  such 
definition  and  standard,  and  its  label 
bears  the  name  of  the  food  specified  in 
the  definition  and  standard.  Therefore, 
modified  foods  that  conform  to  the 
definition  and  standard  established  in 
new  S  130.10  must  be  labeled  with  the 
name  provided  under  new  §  130.10  or 
be  misbranded  under  section  403(g}  of 
the  act.  For  example,  sour  cream  must 
contain  not  les.s  than  18  percent  milkfat 
(§  131.160).  A  sour  cream  product 
containing  12  percent  milkfat  and 
conforming  to  the  standard  of  identity 
for  sour  half-and-half  (§  131.185)  must 
be  labeled  in  compliance  with 
§  131.185(d)  as  either  "sour  half-and- 
hair*  or  "cultured  sour  half-and-half."  i" 


sour  cream  product  containing  9  percent 

milkfat  that  conforms  to  new  §  130.10 

and  to  the  definition  of  "light"  in 

§  101.56  must  be  labeled  as  "light  sour 

cream." 

4.  One  comment  stated  that  proposed 
§  130.10(a)  should  be  revised  to  make 
the  intended  scope  of  the  regulation 
explicit.  It  stated  that,  as  written, 
proposed  §  130.10(a)  creates  an 
undesirable  ambiguity  with  respect  to 
foods  that  substitute  for  standardized 
foods  that  are  themselves  substitutes  for 
one  another  (e.g..  butter  and  margarine 
or  cream  cheese  and  neufchatel  cheese). 
The  comment  suggested  that  FDA  revise 
the  language  of  proposed  8 130.10(a)  to 
limit  the  scope  of  proposed  §  130.10  to 
"foods  that  substitute' for  a  standardized 
food  '  *  •  and  that  use  the  name  of  that 
standardized  food  in  their  statement  of 
identity  ^ut  that  do  not  comply  *  *  *." 
The  comment  noted  that  a  statement  in 
the  preamble  limited  the  intended  scope 
of  proposed  §  130.10  to  substitute  foods 
whose  statement  of  identity  includes  the 
name  of  a  standardized  food.  The 
comment  added  that  an  alternative  way 
to  solve  the  problem  would  be  to 
provide  in  proposed  §  130.10(a)  that,  in 
the  case  of  a  food  that  substitutes  for 
more  than  one  standardized  food,  the 
modified  food  needs  to  comply  with 
proposed  §  130.10  only  with  respect  to 
one  standardized  food. 

The  agency  agrees  with  the  comment. 
Foods  that  comply  with  any  standard  of 
identity  established  in  parts  131  through 
169.  are  not  subject  to  new  §  130.10. 
even  if  they  would  qualify  for  a  nutrient 
content  claim  as  a  modified  version  of 
a  standardized  food  (e.g..  sour  half-and- 
half  (§  131.185)  cannot  be  labeled  as 
reduced  fat  sour  cream  under  new 
§  130.10).  However,  foods  that  do  not 
comply  with  a  standard,  that  are 
modified  versions  of  standardized 
foods,  that  qualify  for  use  of  a  nutrient 
content  claim,  and  that  use  the 
traditional  standardized  name  in  their 
statement  cf  identity  are  the 
standardized  foods  that  are  defined  by 
new  §  130.10.  This  is  consistent  with 
the  approach  that  FDA  took  in  the 
proposal  (56  FR  60512). 

Tne  agency  has  been  persuaded  by  the 
comment  that  new  §  130.10(a)  should  be 
revised  to  limit  the  scope  of  the 
regulation.  Therefore.  FDA  is  revising 
new  §  130.10(a),  as  requested  by  the 
comment,  to  state:  "•  •  •  foods  that 
substitute  for  a  standardized  food  *  *  * 
and  that  use  the  name  of  that 
standardized  food  in  their  statement  of 
identity  but  that  do  not  comply  *  *  *." 
In  addition.  FDA  is  revising  the  title  of 
the  regulation  to  delete  the  term 
"substitute"  because  new  §  130.10 
I    applies  only  to  a  certain  category  of 


substitute  foods  and  not  to  all  types  of 
substitute  foods  as  defined  under 
$§  101.3(e)(4)  and  101.13(d).  FDA 
believes  that  these  revisions  will  more 
clearly  establish  the  scope  of  the 
regulation  and  eliminate  confusion  as  to 
foods  that  may  substitute  for  other  foods 
in  a  more  general  sense.  Therefore,  FDA 
concludes  that  these  revisions  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers. 

FDA  also  agrees  with  the  comment 
that  in  the  case  of  a  food  that  qualifies 
as  a  modified  version  of  more  than  one 
standardized  food,  the  food  must  be 
named  under  new  §  130.10  only  with 
reference  to  one  standardized  food.  The 
§  130. 10  product  is  a  substitute  for  the 
standardized  food  that  is  named  in  its 
statement  of  identity.  For  example, 
cream  cheese  is  defined  in  §  133.133  (21 
CFR  133.133)  as  a  product  containing  at 
least  33  percent  milkfat  by  weight  of  the 
cream  cheese.  Neufchatel  cheese 
(§  133.162  (21  CFR  133.162))  is  a 
product  similar  to  cream  cheese  except 
that  the  milkfat  content  is  not  less  than 
20  percent  but  less  than  33  percent  by 
weight  of  the  finished  food.  A  reduced 
fat  cream  cheese-type  product 
containing  15  percent  milkfat  may  be 
considered  a  modified  version  of  either 
cream  cheese  or  neufchatel  cheese 
because  it  contains  at  least  25  percent 
less  fat  than  either  food.  Under  new 
§  130.10.  if  the  product  is  called 
"reduced  fat  cream  cheese."  it  is  a 
modified  version  of  "cream  cheese" 
because  "cream  cheese"  is  the 
standardized  term  used  in  conjunction 
with  the  nutrient  content  claim.  If  the 
product  is  called  "reduced  fat 
neufchatel  cheese."  it  is  a  modified 
version  of  "neufchatel  cheese." 

5.  One  comment  asked  how  this 
regulation  would  affect  the  nonstandard 
substitute  cheese  category  (e.g..  cheese 
containing  vegetable  oil  in  place  of 
milkfat).  It  also  asked  if  the  regulations 
regarding  "imitation"  and  "substitute" 
foods  cited  in  §  101.3(e)  would  remain 
intact,  or  if  this  regulation  would  trigger 
the  development  of  new  requirements. 

This  final  rule  only  sets  forth  the 
requirements  for  certain  modified 
versions  of  standardized  foods  that 
qualify  for  the  use  of  a  nutrient  content 
claim.  Foods  that  do  not  use  a 
traditional  standardized  term  but  use  a 
nutrient  content  claim  must  comply 
with  the  general  requirements  of 
§  101.13  and  the  specific  requirements 
for  the  particular  nutrient  content  claim 
as  well  as  the  other  provisions  on 
common  or  usual  names  (§  102.5  (21 
CFR  102.5)).  A  modified  food  that  does 
use  a  traditional  standardized  term  but 
that  does  not  comply  with  the 
traditional  standard  of  identity  or  lArith 
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'  new  S  130.10  must  be  labeled  either  as 
an  "imitation."  if  it  is  nutritionally 
inferior,  or  as  a  "substitute," 
"alternative,"  or  other  appropriate  term, 
if  it  is  not  nutritionally  hiferior,  as 
specified  in  §  101.3(e)  which  will 
remain  in  effect.  For  example,  a 
mozzarella  cheese  product  made  with 
skim  milk  and  vegetable  oil  does  not 
comply  with  the  standard  for  mozzarella 
cheese  (§  133.155)  or  with  new 
§  130.10(d)(2)  and,  therefore,  must  be 
labeled  as  "imitation  mozzarella 
cheese"  if  nutritionally  inferior  to 
mozzarella  cheese  or  as  "mozzarella 
cheese  alternative"  or  "mozzarella 
cheese  substitute"  if  it  is  not 
nutritionally  inferior.  For  this  reason, 
FDA  concludes  that  there  is  no  need  to 
amend  the  definitions  for  "imitation"  or 
"substitute"  foods  in  §  101.3(e)  at  this 
time. 

6.  One  comment  stated  that  there 
should  be  some  listing  of  the  standards 
as  to  which  proposed  §  130.10  is 
intended  to  apply.  It  stated  that  there 
was  uncertainty  as  to  when  a  particular 
food  is  subject  to  the  general  rule  or 
requires  individual  agency  action. 
Another  comment  stated  that  there  is  no 
reason  to  exclude  any  category  of 
standardized  foods  from  this  proposal 
and  lu^ed  FDA  to  retain  the  general 
applicability  of  the  generic  standard  to 
all  standardized  foods  in  the  final  rule. 

The  agency  disagrees  that  it  needs  to 
establish  a  specific  list  of  standards  to 
which  new  §  130.10  is  to  apply.  New 
§  130.10(a)  states  that  the  foods 
prescribed  by  this  general  definition  and 
standard  of  identity  are  those  foods  that 
substitute  for  a  standardized  food 
defined  in  parts  131  through  169.  Thus, 
a  modified  version  of  any  food  defined 
by  a  standard  of  identity  would  be 
subject  to  new  §  130.10,  and  no  more 
specificity  in  new  §  130.10  is  necessary. 
This  generic  standard  will  minimize  the 
need  to  establish  individual  new 
standards  or  to  amend  existing 
standards.  FDA  will  establish  new 
standards  or  amend  existing  ones  if  it 
determines  that  such  action  is  necessary 
to  promote  honesty  and  fair  dealing  in 
the  interest  of  consumers. 

However,  FDA  notes  that  at  the 
present  time  some  standardized  foods 
that  are  merely  processed  (e.g.,  canned 
green  beans  and  canned  wax  beans 
(§  155.120  (21  CFR  155.120)),  tomato 
juice  (§  156.145  (21  CFR  156.145)). 
canned  oysters  (§  161.145  (21  CFR 
161.145)))  cannot  be  modified  so  that 
the  food  does  not  comply  with  the 
traditional  standard  of  identity, 
although  they  may  still  qualify  to  bear 
a  defined  nutrient  content  claim.  For 
example,  salt  is  an  optional  ingredient 
in  the  standard  of  identity  for  canned 


green  beans  and  canned  wax  beans 
(S  155.120).  Therefore,  if  the  product 
contains  no  added  salt,  the  product 
remains  the  standardized  food  under 
§  155.120  and  outside  the  scope  of  new 
§  130.10,  although  it  may  still  qualify  to 
bear  a  "no  added  sah"  claim. 

B.  Product  Deviations 

In  the  proposal,  FDA  requested 
comments  concerning  how  far  a  product 
may  deviate  from  a  standard  and  still 
quahfy  for  use  of  the  standardized  name 
(56  FR  60512  at  60518). 

7.  Several  comments  stated  that  it  is 
unnecessary  for  FDA  to  try  to  establish 
specific,  quantitative  limits.  One 
comment  stated  that  the  agency  should 
apply  the  general  criteria  for 
determining  whether  a  food  is  a 
"substitute"  for  a  standardized  food.  It 
stated  that  those  criteria,  which  have 
been  developed  primarily  through  case 
law  over  the  years,  are  based  on 
everyday  characteristics  of  the  food  that 
would  be  significant  to  the  consumer, 
such  as  taste,  texture,  and  appearance. 
Importantly,  such  an  approach  would 
conform  to  the  President's  directive, 
which  requires  regulations  to  use 
performance  standards,  not  command- 
and-control  techniques. 

Several  comments  urged  the  agency  to 
establish  guidelines  as  to  how  much  a 
modified  food  can  deviate  from  the 
standardized  product  and  still  comply 
with  proposed  §  130.10. 

The  agency  agrees  that  general 
requirements  as  to  how  far  a  modified 
food  may  deviate  horn  the  standard  of 
identity  and  still  use  the  standardized 
name  are  necessary.  FDA  also 
acknowledges  that  general  criteria 
concerning  significant  characteristics  of 
foods  that  are  important  to  consumers 
have  been  developed  primarily  through 
case  law,  and  the  agency  will  use  these 
criteria  as  needed  for  enforcement 
purposes.  Some  general  requirements 
were  included  in  the  proposal  and  are 
now  mandated  by  new  §  130.10.  A 
§  130il0  food  must  not  be  nutritionally 
inferior  to  the  standardized  food  (new 
§  130.10(b))  and  must  have  similar 
performance  characteristics  as  the 
standardized  food,  including  physical 
properties,  flavor  characteristics, 
functional  properties,  and  shelf  life 
(new  §  130.10(c)). 

In  addition,  under  new  §  130.10(d)(1), 
ingredients  mandated  to  be  present  in  a 
food  by  a  standard  of  identity  must  also 
be  present  in  the  §  130.10  food.  FDA 
believes  that  consumers  expect  certain 
ingredients  to  be  present  in  specific 
foods.  For  example,  the  agency  believes 
that  consumers  expect  that  a  product 
such  as  "light  mayoniiaise"  contains  a 
significant  amount  of  vegetable  oil  and 


egg  yolk  because  these  ingredients  are 
required  to  be  present  in  regular 
mayonnaise  (§  169.140).  Thus,  FDA  has 
added  new  §  130.10(d)(4)  to  require  that 
mandated  ingredients  must  be  present 
in  a  significant  amoimt  if  the  food  is  to 
be  considered  a  modified  version  of  the 
traditional  standardized  food.  A 
significant  amount  is  defined  in  that 
paragraph  as  at  least  that  amount  of  the 
ingredient  that  is  necessary  to  achieve 
the  technical  effect  that  the  ingredient 
provides  to  the  traditional  standardized 
food.  FDA  concludes  that  this 
requirement  in  new  §  130.10(d)(4)  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers  because  it  will 
ensure  that  a  §  130.10  food  will  bear  an 
appropriate  relationship  to  the 
traditional  standardized  food. 

8.  One  comment  requested  that  FDA 
recognize  that  the  removal  of  sugar  and 
calories  from  a  juice  would  result  in  a 
product  that  is  still  juice  (e.g.,  "reduced 
calorie  orange  juice"  or  "light  orange 
juice").  It  added  that  the  principles  for 
naming  products  that  are  nutritionally 
modified  versions  of  standardized 
products  should  be  no  different  for 
standardized  juices  than  for  other 
standardized  products.  The  comment 
requested  that  FDA  ensure  that  this 
regulation  is  consistent  with  the 
regulation  on  percent  juice  labeling. 

FDA  agrees  that  the  principles  for 
naming  products  that  are  modified 
versions  of  standardized  juice  products 
should  be  no  different  than  for  other 
modified  products.  The  agency 
recognizes  that  the  reduction  of  sugars 
from  a  juice,  and  the  subsequent 
sweetening  of  the  product  with  a  safe 
and  suitable  sweetener  that  provides  an 
insignificant  amount  of  calories,  results 
in  a  modified  juice  product.  Use  of  a 
sweetener  with  the  same  caloric  density 
as  the  sugar  naturally  present  in  the 
juice  is  prohibited  under  new 
§  130.10(d)(2)  because  it  would  be 
replacing  the  sugar  component  of  the 
juice  with  a  similar  ingredient  from 
another  source.  For  example,  sucrose 
and  glucose  that  have  been  removed 
from  orange  juice  (§  146.135  (21  CFR 
146.135))  could  not  be  replaced  with 
fructose  even  though  fructose  is  sweeter 
than  the  sucrose  and  glucose  that  are 
naturally  present  in  orange  juice.  If,  on 
the  other  hand,  the  product  has  been 
reduced  in  sugars  so  that  it  qualifies  for 
use  of  a  nutrient  content  claim  and 
complies  in  all  other  aspects  to  new 
§  130.10,  then  the  product  is  a  food 
defined  by  new  §  130.10  and  must  be 
labeled  accordingly. 

FDA  notes  that  juices  are  defined  in 
part  by  their  Brix  level  or  soluble  solids 
content.  The  soluble  solids  of  juices 
consist  primarily  of  sugars.  If  any  of  the 
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sugars  have  been  removed  from  a  juice, 
the  resulting  product  is  a  modified 
}uice.  As  discussed  in  the  final  rule  on 
percent  juice  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  modified  juices  cannot  use  the 
percent  jiiice  labeling  values  in  §  101.30 
because  of  the  reduced  soluble  solids 
content.  The  manufactiuer  would  have 
to  develop  an  alternate  means  of 
determining  the  percent  juice  in 
modified  juice  products. 

9.  Several  comments  stated  that  they 
considered  the  allowance  of  additional 
moisture  in  a  modified  cheese  product 
to  be  necessary.  One  comment  added 
that  maximum  moistiire  content 
requirements  are  as  much  barriers  to 
lower  fat  versions  of  standardized 
products  as  minimum  fat  reouirements. 

Another  comment  added  that  other 
deviations  fit)m  the  standard,  such  as 
different  levels  of  total  solids  or  the  use 
of  modified  processing  conditions,  are 
freqiiently  required  to  meet  the 
performance  characteristics  of  the 
traditional  standardized  food  and 
should  be  explicitly  permitted  in  this 
regulation.  It  recommended  that  the  last 
sentence  of  proposed  S  130.10(a)  be 
changed  to  read.  "The  food  shall 
comply  with  paragraphs  (b),  (c),  and  (d) 
of  this  section."  It  further  recommended 
that  the  following  sentence  be  added  at 
the  beginning  of  proposed  8 130.10(c): 

Deviations  from  noningredient  provisions 
of  the  standard  of  identity  (such  as  moisture 
content,  food  solids  content  requirements,  or 
processing  conditions)  are  pennitted  in  order 
that  the  substitute  food  possess  performance 
characteristics  similar  to  those  of  the 
standardized  food. 

FDA  agrees  that  there  are 
noningredient  requirements  mandated 
by  some  standards  in  parts  131  through 
169  that  could  restrict  manufacturers' 
ability  to  produce  modified  foods  under 
new  §  130.10.  The  agency  recognizes 
that  in  some  standardized  foods,  such  as 
cheeses,  the  standard  mandates  a 
maximum  moisture  content,  and  that 
modified  foods  may  not  conform  to  this 
requirement  and  still  retain  the 
necessary  performance  characteristics  to 
use  the  standardized  name. 

New  §  130.10(a)  states  that  the  foods 
prescribed  by  this  general  definition  and 
standard  of  identity  are  those  foods  that ' 
substitute  for  a  standardized  food  but 
that  do  not  comply  with  the  standard 
because  of  a  deviation  that  is  described 
by  a  nutrient  content  claim.  FDA  noted 
in  the  proposal  that  the  ingredients  used 
in  the  modified  version  of  the 
standardized  food  should  be  those 
ingredients  provided  for  by  the 
traditional  standard  with  only  those 
deviations  necessary  to  attain  an 
acceptable  finished  product  that  meets 


the  requirements  of  the  nutrient  content 
claim  that  is  used  (56  FR  60512  at 
60519).  Thus,  under  new  §  130.10(d)(1) 
the  agency  is  providing  for  the  addition 
of  safe  and  suitable  ingredients  not 
normally  found  in  the  standardized  food 
so  that  §  130.10  foods  are  not  inferior  in 
performance  characteristics  to  the 
traditional  standardized  food.  In  like 
manner,  FDA  believes  that  the  modified 
version  of  the  standardized  food  should 
comply  with  the  noningredient 
provisions  of  the  traditional  standard 
with  only  those  noningredient 
deviations  necessary  to  attain  an 
acceptable  finished  product  that  meets 
the  requirements  of  the  nutrient  content 
claim  that  is  used. 

For  the  above  reasons.  FDA  has  been 
persuaded  by  thQ  comments  that 
modifications  to  the  regulation  are 
needed  to  allow  for  deviations  from  the 
noningredient  requirements  of  the 
standards.  Therefore,  the  agency  is 
adding  a  new  sentence  at  the  beginning 
of  new  §  130.10(c)  which  states: 

[)eviaUoni  from  noningredient  provision* 
of  thd  standard  of  identity  (e.g..  moisture 
content,  food  solids  content  requirements,  or 
processing  conditions)  are  permitted  In  order 
that  the  substitute  food  possesses 
performance  characteristics  similar  to  those 
of  the  standardized  food. 
In  addition,  the  agency  is  amending  the 
last  sentence  of  new  §  130.10(a)  to  read: 
"The  food  shall  comply  with  the 
relevant  standard  in  all  other  respects, 
except  as  provided  in  paragraphs  (b). 
(c),  and  (d)  of  this  section."  The  agency 
believes  that  this  action  will:  (1) 
Increase  the  manufacturers'  ability  to 
produce  modified  foods  under  new 
§  130.10,  (2)  provide  consumers  with  a 
greater  variety  of  such  foods,  and  (3) 
assist  consumers  in  maintaining  healthy 
dietary  practices.  The  agency  notes, 
however,  that  this  exception  does  not 
apply  to  processes  that  are  important  to 
public  safety  such  as  pasteurization. 
FDA  concludes  that  this  action  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers. 

10.  One  comment  stated  that  the 
requirement  of  nutritional  equivalency 
(new  8 130.10(b))  for  lower  fat  ice 
creams  mitigates  the  need  for  lower  fat 
ice  creams  to  meet  the  4.5  pounds  per 
'   gallon  requirement  in  the  standard  of 
identity  for  ice  cream  in  §  135.110. 

FDA  agrees  with  the  comment.  FDA 
published  an  advance  notice  of 
proposed  rulemaking  (ANPRM)  (Docket 
No.  88P-0251)  in  the  Federal  Register 
of  January  22. 1991  (56  FR  2149) 
concerning  the  filing  of  several  petitions 
to  amend  the  standards  for  ice  cream 
and  ice  milk  and  to  establish  standards 
for  reduced  fat,  lowfat,  and  nonfat  ice 
creams.  The  petitions  requested  that 


FDA  establish  a  minimum  weight  of  4.0 
pounds  per  gallon  for  the  lower  fat 
products. 

A  comment  received  in  response  to 
the  ANPRM  that  opposed  the  reduction 
in  weight  stated  that  the  change  could 
be  construed  as  intentionally  deceiving 
the  consumer.  The  comment  stated  that 
while  there  are  economic  and 
competitive  advantages,  there  appears  to 
be  no  other  serious  justification  for  such 
cheapening  of  the  product. 

However,  most  of  the  comments 
received  in  response  to  the  ANPRM  that 
addressed  the  minimum  weight  issue 
supported  the  proposed  minimum 
requirement  of  4.0  pounds  per  gallon. 
They  stated  that  the  processing  and 
formulation  changes  that  accompany  the 
removal  of  fat  in  the  manufacture  of  fat 
reduced  ice  cream  products  result  in  a 
less  dense  product.  According  to  these 
comments,  creaminess  and  product 
stability,  which  are  lessened  by  fat 
removal,  can  be  improved  by  increasing 
the  amount  of  air  incorporated  into  the 
product  or  by  utilizing  more  precise 
control  of  the  freezing  process. 

FDA  concludes  that  it  is  reasonable  to 
exempt  modified  ice  cream  products 
from  the  minimum  weight  requirement 
of  4.5  pounds  per  gallon,  so  that  these 
products  can  achieve  the  performance 
characteristics  (e.g.,  creaminess)  of  ice 
cream,  as  long  as  the  product  is  not 
nutritionally  inferior  to  ice  cream.  The 
agency  concludes  that  this  exemption 
will  assist  consumers  in  maintaining 
healthy  dietary  practices  by  providing 
for  modified  ice  cream  products  that 
have  performance  characteristics  that 
are  similar  to  ice  cream.  This  exemption 
is  provided  by  the  new  sentence  that  is 
being  added  to  the  beginning  of  new 
§  130. 10(c).  However.  FDA  does  not 
believe  that  fat  reduced  ice  cream 
products  should  contain  less  than  4.0 
pounds  per  gallon,  as  recommended  by 
the  petitioners  of  these  ice  cream 
products,  because  the  desired  effects 
can  be  achieved  within  this  allowance, 
and  the  modified  foods  should  resemble 
the  traditional  standardized  foods  as 
closely  as  possible. 

The  inclusion  of  air  in  §  130.10  foods 
(e.g..  nonfat  ice  cream,  light  margarine, 
and  reduced  fat  peanut  butter)  in  excess 
of  that  which  is  reasonably  required  to 
achieve  the  performance  characteristics 
of  the  standardized  food  for  which  it 
substitutes  constitutes  deception  and 
will  be  deemed  to  adulterate  the  food 
under  section  402(b)  of  the  act  in  that 
excess  air  is  substituting  for  a  valuable 
constituent.  Therefore.  FDA  is  including 
in  new  §  130.10(c)  a  requirement  that 
deviations  from  provisions  of  the 
standard  must  be  the  minimum 
necessary  to  achieve  this  effect,  or  the 
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food  will  be  deemed  to  be  adulterated 
under  section  402(b)  of  the  act.  FDA 
believes  that  this  requirement  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers. 

Serving  size  issues  relating  to 
"aerated"  products  (i.e..  products  that 
include  added  air)  that  are  sold  by 
weight  are  addressed  elsewhere  in  this 
issue  of  the  Federal  Register  in  a 
document  entitled  "Food  Labeling: 
Serving  Sizes." 

C.  Nutrient  Content  Claims 

11.  Several  comments  stated  that  the 
use  of  nutrient  content  claims  such  as 
"lowfat."  "Ute."  and  "reduced"  should 
not  be  allowed  on  the  l^>el  of 
standardized  foods  because  they  are 
confusing,  even  if  they  are  defined. 

Other  comments  expressed  concerns 
about  the  required  labeling,  arguing  that 
it  is  excessive.  One  comment  urged  FDA 
not  to  include  too  many  restrictions  on 
the  wording  or  use  of  nutrient  content 
claims  because  such  restrictions  would 
only  befuddle  the  consumer  and  defeat 
thepiupose  of  the  claims. 

FDA  IS  establishing  definitions  for  a 
number  of  nutrient  content  claims  in  the 
nutrient  content  claims  final  rule.  In 
defining  these  terms,  FDA  has  carefully 
considered  each  nutrient  content  claim 
to  ensure  that  it  will  be  meaningful  to 
consumers.  The  definitions  for  the 
claims  and  §  101.13  prescribe  the 
specific  labeling  that  must  accompany 
the  claim.  As  consumers  leam  what  a 
claim  means,  they  will  be  able  to 
understand  that  a  product  such  as  "light 
margarine"  has  been  modified  in  a  way 
that  has  reduced  its  fat  content.  Thus 
consumers  will  be  able  to  easily  identify 
the  food  and  will  be  able  to  find  out 
more  about  the  food  through 
information  on  the  label.  Therefore, 
FDA  concludes  that  no  action  is 
necessary  in  response  to  these 
comments. 

12.  One  comment  stated  that  only 
expressed  nutrient  content  claims 
should  be  used  with  the  names  of 
standardized  foods.  It  stated  that 
implied  nutrient  content  claims  such  as 
"light"  or  "healthy"  should  not  be  used 
in  this  manner  (e.g..  "healthy  ice 
cream"). 

The  agency  agrees  with  the  comment. 
However,  the  term  "light"  is  not  an 
implied  claim  and  is  being  defined  as  an 
expressed  nutrient  content  claim  as 
discussed  in  the  nutrient  content  claims 
final  rule.  In  §  101.13(b)(1).  FDA  defines 
an  "expressed  nutrient  content  claim" 
as  any  direct  statement  about  the  level 
(or  range)  of  a  nutrient  in  the  food,  e.g.i 
"low  sodium."  An  "implied  nutrient 
content  claim"  is  defined  in 
§  101.13(b)(2)  as  any  claim  that 


describes  the  food  or  an  ingredient 
therein  in  sudi  a  manner  that  suggests 
that  a  nutrient  is  absent  or  present  in  a 
certain  amount  (e.g.,  "high  in  oat  bran"), 
or  that  suggests  that  the  food,  because  of 
its  nutrient  content,  may  be  useful  in 
maintaining  healthy  dietary  practices 
and  is  made  in  association  with  an 
explicit  claim  or  statement  about  a 
nutrient  (e.g.,  "healthy,  contains  3  g  of 
fat"). 

Because  the  name  of  a  new  modified 
food  distinguishes  it  from  the 
standardized  food,  the  claim  must  be 
expressed  for  consumers  to  understand 
how  the  new  modified  food  diHiars  from 
the  traditional  food.  Therefore,  FDA 
concludes  that  only  expressed  nutrient 
content  claims  may  be  used  in  the  name 
of  the  food  under  new  §  130.10.  Implied 
claims  may  be  used  as  provided  in 
§  101.13(b)(2)  but  not  in  conjimction 
with  the  name  of  the  §  130.10  food. 
Therefore,  the  agency  is  modifying  new 
§  130.10(a)  and  (e)  to  state  that  the 
nutrient  content  claim  must  be  an 
expressed  claim.  FDA  believes  that  this 
revision  will  promote  honesty  and  fiair 
dealing  in  the  interest  of  consumers. 

D.  Nutritional  Inferiority 

13.  One  comment  stated  that  in 
determining  nutritional  inferiority,  there 
is  no  clear  indication  of  the  nutrients 
and  levels  thereof  that  a  §  130.10  food 

is  expected  to  match.  It  stated  that  some 
specifications  should  be  made,  or 
provisions  should  be  included,  for 
developing  nutrient  data  bases  for  those 
standardized  foods  that  §  130.10  foods 
with  nutrient  content  claims  must 
match  to  avoid  "nutritional  inferiority." 

FDA  disagrees  with  the  comment. 
New  §  130.10  sets  forth  general 
requirements  for  foods  named  by  use  of 
an  expressed  nutrient  content  claim  and 
a  standardized  term.  Under  new 
§  130.10(b),  the  modified  product  must 
not  be  nutritionally  inferior,  as  defined 
in  §  101.3(e)(4),  to  the  standardized 
food.  FDA  beUeves  that  this  general 
requirement  is  adequate  because 
§  101.3(e)(4)  sets  very  specific 
requirements  defining  nutritional 
inferiority.  The  agency  concludes  that 
new  §  130.10  should  not  specify 
required  amounts  of  essential  nutrients 
that  must  be  added  to  a  modified  food, 
and  that  no  change  is  necessary  in  new 
§130.10. 

The  agency  adds  that  nutrient  values 
for  the  traditional  standardized  product 
can  be  foimd  in  a  cturent  valid 
composite  data  base. 

14.  One  comment  agreed  that  §  130.10 
foods  should  not  be  nutritionally 
inferior  to  the  traditional  standardized 
food.  However,  it  stated  that  inferiority 
in  any  single  nutrient  should  be  defined 


as  a  "significant"  reduction,  that  is,  a 
reduction  of  10  percent  or  more  of  the 
Reference  Daily  Intake/Daily  Reference 
Value  (RDI/DRV)  of  a  nutrient  that  is 
present  in  a  "measurable  amount."  In 
addition,  the  comment  stated  that 
nutritional  inferiority  of  the  product 
itself  should  not  be  based  on  inferiority 
in  a  single  nutrient.  It  stated  that  in  such 
cases,  the  unavoidable  reduction  of  one 
nutrient  could  be  compensated  by 
meaningful  additions  or  improvements 
in  one  or  more  other  nutrients.  For 
example,  the  comment  stated,  there  are 
some  foods  for  which  it  is  difficult  or 
impossible  to  reduce  the  amount  of  a 
component  such  as  fat  without  also 
reducing  the  amount  of  a  nutrient  such 
as  protein.  It  stated  that  the  reduction  in 
protein  could  be  balanced  by  additions 
of  vitamin  A  and  riboflavin. 

FDA  disagrees  with  this  comment. 
According  to  §  101.3(e).  a  food  that  is 
nutritionally  inferior  to  another  food  is 
an  imitation  of  that  food  and  must  be 
labeled  as  such.  Section  101.3(e)(4)(i) 
defines  nutritional  inferiority  as  any 
reduction  in  the  content  of  an  essential 
nutrient  that  is  present  in  a  measurable 
amount  (excluding  fat  or  calories). 
Section  101.3(e)(4)(ii)  defines  a 
measurable  amount  of  an  essential 
nutrient  in  a  food  as  2  percent  or  mora 
of  the  DRV  of  protein  or  the  RDI  of  any 
vitamin  or  mineral  listed  imder 
§  101.9(c)(7)(iv).  The  agency  considers  a 
measurable  amount  to  be  a  significant 
amount  for  this  purpose.  All  nutrients 
that  are  considered  in  determining  the 
status  of  a  food  under  §  101.3(e)(4)  are 
important,  and  the  agency  does  not 
believe  that  the  addition  of  one  nutrient 
could  compensate  for  another. 
Therefore,  FDA  concludes  that  foods 
that  have  significantly  less  protein  or 
other  essential  nutrients  than  a 
standardized  food  are  not  modified 
versions  of  the  standardized  food,  do 
not  comply  with  the  requirements  of 
this  regulation,  and  must  be  labeled  as 
"imitation." 

15.  One  comment  stated  that  the 
agency  should  reconsider  the 
requirement  that  any  modified  food, 
identified  as  a  "light,"  "reduced."  or 
"lowfat"  version  of  a  standardized  food, 
in  which  there  is  a  nutrient  reduction  be 
fortified  in  order  not  to  be  called 
"imitation."  The  comment  stated  that 
such  nutrient  addition  was  not 
necessary  because  the  comparative 
nutrition  label  will  clearly  identify  the 
nutritional  differences  between  these 
two  different  foods. 

The  agency  disagrees  with  the 
comment.  Although  FDA  agrees  that  the 
nutritional  differences  between  these 
products  would  be  apparent  from  the 
nutrition  information,  foods  that  are 
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nutritionally  inferior  to  the  standardized 
food  must  be  labeled  as  "imitation" 
under  section  403(c)  of  the  act.  New 
§  130.10  does  not  include  imitation 
foods. 

16.  One  comment  requested  that  the 
agency  clarify  that  when  the  modified 
food  substitutes  for  more  than  one 
standardized  food,  the  modified  food 
should  be  deemed  in  compliance  with 
proposed  §  130.10  if  it  is  nutritionally 
equivalent  to  any  of  the  several 
standardized  foods.  The  comment  stated 
that  cottage  cheese  (21  CFR  133.128) 
and  lowfat  cottage  cheese  (21  CFR 
133.131)  may  vary  in  vitamin  A  content 
based  on  their  different  fat  levels.  Thus, 
the  comment  stated,  a  nonfat  cottage 
cheese  should  be  considered 
nutritionally  equivalent  under  new 
§  130.10  if  its  vitamin  A  content  is 
equivalent  to  that  required  by  either 
food  standard  because  it  clearly  is  a 
modified  version  of  either  food. 

FDA  disagrees  with  this  comment. 
The  agency  recognizes  that  a  nonfat 
cottage  cheese  product  could  be 
compared  to  cottage  cheese  (§  133.128). 
dr)-  curd  cottage  cheese  (§  133.129)  or 
one  of  the  lowfat  cottage  cheese 
products  (§  133.131).  The  agency 
acknowledges  that  target  levels  for 
nutfients  necessary  to  determine 
nutritional  equivalency  of  a  food  will 
depend  on  whether  the  food  is 
compared  to  one  food  or  another. 
However,  the  §  130.10  food  must  not  be 
nutritionally  inferior  to  the  standardized 
food  whose  name  is  used  in  the  name 
of  the  food.  FDA  concludes  that  because 
the  reference  food  in  the  name  "nonfat 
cottage  cheese"  is  "cottage  cheese."  it 
would  be  misleading  to  consumers  to 
ttibke  the  comparison  of  nutritional 
equivalency  to  any  other  cottage  cheese 
product. 

E.  Performance  Characteristics 

In  the  proposal  for  this  final  rule.  FDA 
requested  comments  concerning:  (l)  The 
requirement  that  the  performance 
characteristics  of  the  new  product  be 
similar  to  those  of  the  standardized 
food.  (2)  the  performance  properties  that 
are  of  greatest  importance  to  consumers, 
and  (3)  what  differences  in  performance 
characteristics  a  modified  standardized 
product  should  be  able  to  have  and  still 
be  considered  to  resemble  the 
standardized  food  closely  enough  to  be 
included  in  that  product  category  (56  FR 
60512  at  60519  and  60521). 

17.  Several  comments  stated  that  it 
would  be  acceptable  to  a  consumer  that 
wants  lower  fat  foods  to  have  products 
with  fat  replacers  resemble  the  original 
products  as  closely  as  possible, 
especially  with  respect  to  texture,  taste. 
z.  vi  nutrition.  One  comment  urged  FDA 


to  set  high  standards  for  performance 
requirements  for  S  130.10  foods.  It  stated 
that  without  appropriately  high 
standards,  consumers  may  be  misled  by 
the  use  of  familiar  names,  and  that, 
ultimately,  the  value  of  the  standards 
themselves  will  be  diluted. 

Two  comments  suggested  that,  in 
order  to  use  the  name  of  the 
standardized  product  with  a  nutrient 
content  claim,  the  product  must  perform 
at  least  one  of  the  principal  functions  of 
the  standardized  product  siibstantially 
as  well  as  the  standardized  product. 
Consumers  can  then  choose  to  purchase 
the  modified  product  instead  of  the 
standardized  product  for  use  in  that 
function.  One  comment  added  that  a 
reduced  fat  cheese  must  at  a  minimum 
be  suitable  for  eating  directly  from  the 
package  or  for  melting  and  cooking.  It 
stated  that  the  product  need  not  serve 
both  purposes,  so  long  as  the 
performance  deficiencies  are  clearly  and 
prominently  labeled  on  the  front  of  the 
package.  • 

The  agency  agrees  that  the  §  130.10 
food  should  resemble  the  standardized 
food  in  as  many  ways  as  possible.  FDA 
also  agrees  that  at  a  minimum,  a 
modified  food  must  perform  at  least  one 
of  the  principal  functions  of  the 
standardized  product  as  well  as  the 
standardized  food.  FDA  believes  that 
consumers  should  be  able  to  count  On 
using  a  modified  food  in  the  same 
manner  that  they  use  the  traditional 
standardized  food  in.  at  the  very  least, 
one  of  the  principal  functions  as  the 
standardized  food.  To  achieve  this 
objective,  FDA  is  requiring  in  new 
§  130.10(c)  that  modified  standardized 
foods  must  resemble  the  standardized 
foods,  and  that  differences  in  the 
performance  characteristics  must  be 
clearly  stated  on  the  principal  display 
panel  of  the  label.  In  addition,  the 
agency  is  adding  a  statement  to  new 
§  130.10(c)  to  require  that  "the  modified 
product  must  perform  at  least  one  of  the 
principal  functions  of  the  standardized 
product  substantially  as  well  as  the 
standardized  product."  FDA  believes 
that  this  action  is  necessary  to  ensure 
the  minimum  necessary  similarity 
between  the  modified  and  traditional 
products  and,  thus,  will  promote 
honesty  and  fair  dealing  in  the  interest 
of  consumers. 

18.  One  comment  questioned  what 
methods  the  agency  would  use  to 
measure  significant  differences  in 
product  quality  and  to  monitor  critical 
performance  characteristics. 

FDA  experts  that  modified  versions  of 
standardized  foods  will  perform  in  a 
manner  that  is  generally  acceptable  to 
the  public.  New  §  130.10  requires  that 
the  performance  characteristics  of  the 


food  be  similar  to  those  characteristics 
of  its  standardized  counterpart  unless 
the  differences  between  the  two  foods 
are  explicitly  stated  on  the  label.  In 
addition,  the  §  130.10  food  must 
perform  at  least  one  of  the  principal 
functions  of  the  standardized  food 
substantially  as  well  as  the  standardized 
product.  Although  it  was  not  the 
agency's  intent  to  develop  specific 
performance  standards  for  each  product, 
FDA  plans  to  examine  the  performance 
characteristics  and  product  quality  of 
these  modified  versions  of  standardized 
foods,  as  it  would  for  other  types  of  food 
products,  through  scientific  reviews  or 
experimental  investigatlt)ns.  In  addition, 
FDA  will  use  all  avenues  available  to^ 
the  agency  (e.g..  sample  analysis, 
inspections,  surveys,  and  followup 
investigations  of  consumer  and  trade 
complaints)  to  identify  products  that  do 
not  comply  with  the  new  regulation  and 
will  enforce  this  regulation  as  the  need 
arises. 

F.  Labeling  of  Performance 
Characteristics 

19.  Several  comments  objected  to  the 
requirement  in  proposed  §  130.10(c)  that 
if  there  is  a  significant  difference  in 
performance  characteristics  between  the 
food  under  proposed  §  130.10  and  the 
standardized  food,  the  label  must 
include  a  statement  informing  the 
consumer  of  such  difference.  One 
comment  stated  that  some  performance 
characteristics  (e.g..  flavor  or  texture) 
tend  to  be  more  subjective,  and  that  if 
a  flavor  comparison  is  not  favorable, 
manufacturers  would  not  be  inclined  to 
call  attention  to  such  a  difference.  It 
stated  that  it  would  be  a  disincentive  to 
food  manufacturers  to  reduce  the  fat 
content  in  food.  Another  comment 
stated  that  a  regulation  to  require  a  label 
statement  pointing  out  differences  in 
performance  is  not  necessary  unless 
health  or  safety  is  involved.  One 
comment  stated  that  the  most  specificity 
FDA  should  include  in  this  regulation 
regarding  performance  characteristics  is 
a  reference  to  substantial  equivalence  in 
organoleptic  and  nutritional  qualities. 

One  comment  stated  that 
manufacturers  would  find  it  advisable, 
for  marketing  reasons,  to  inform  the 
consumer  how  a  modified  version  of  a 
standardized  food  performs  differently 
than  the  standardized  product.  One 
comment  supporting  the  label 
statements  noted  that  bread  spreads 
currently  on  the  market  are  erratic  about 
stating  whether  they  can  be  used  for 
cooking,  and  that  consumers  are 
confused  ais  a  result.  Other  comments 
expressed  concern  about  diluting  the 
value  of  the  standards  if  consumers  are 
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misled  by  the  use  of  {amiliar  names  on 
modified  products. 

Under  secUons  201  (n)  (21  U.S.C 
321  (n))  and  403(a)  of  the  act.  the  label 
or  labeling  of  the  food  must  disclose  to 
consumers  what  they  are  buying  when 
they  purchase  these  modifiwl  foods. 
Information  disclosing  differences  in 
performance  characteristics  (e.g.. 
physical  properties,  flavor 
characteristics,  functional  properties, 
and  shelf  Ufe)  is  a  material  fact  under 
section  201(n)  of  the  act  because  it  bears 
on  the  consequence  of  the  use  of  the 
article.  Accordingly,  this  information 
must  be  communicated  to  the  consumer 
on  the  product  label,  or  the  labeling 
would  oe  misleading,  and  the  product 
would  be  misbranded  under  section 
403(a)  of  the  act. 

Therefore,  a  provision  in  new 
§  130.10(c)  that  requires  disclosure  of 
differences  in  performance 
characteristics  between  the  modified 
food  and  the  traditional  standardized 
food  is  fully  consistent  with  the  act. 

FDA  is  providing  fcv  noningredient 
deviations  in  new  §  130.10(c)  (e.g.. 
moisture  content)  and  for  the  use  of  safe 
and  suitable  ingredients  for  certain 
specified  purposes  in  new  §  130.10(d)(1) 
(e.g.,  to  add  flavor)  in  order  that  the 
modified  food  may  possess  similar 
performance  characteristics  as  the 
traditional  standardized  food.  FDA 
beUeves  that  these  provisions  in  new 
§  130.10  provide  manufacturers  ample 
latitude  in  producing  modified 
products. 

20.  Two  conmients  recommended  that 
the  label  statement  be  mandatory  only 
for  differences  in  performance 
characteristics  that  materially  limit  the 
uses  of  the  modiHed  food  compared  to 
the  traditional  standardized  food  that  it 
resembles.  One  comment  stated  that 
market  forces  will  encourage 
manufacturers  to  inform  consumers 
about  positive  differences,  and  that 
consumers  who  select  a  product  for  its 
reformulated  nutrient  content  will  not 
be  misled  if  they  are  not  told  about  a 
positive  change  that  the  manufacturer 
believes  is  not  sufficiently  important  to 
highlight  on  the  product  label.  The 
comment  noted  that  FDA  would  not 
object  if  the  label  did  not  alert 
consumers  to  a  minor  improvement  in 
a  performance  characteristic  that 
consumers  consider  to  be  relatively 
unimportant  for  that  food,  such  as  the 
freezing  point  of  eggnog.  In  addition,  the 
comment  stated,  a  product  may  have 
several  differences  in  performance 
characteristics,  and  several  label 
statements  could  be  confusing  to 
consumers.  The  comment  recommended 
that  FDA  modify  new  8 130.10(c)  by 
limiting  the  labeling  requirement  to 


adverse  changes  that  materially  affiact 
the  use  of  the  product. 

The  agency  nas  been  persuaded  by 
these  comments.  FDA  agrees  that  there 
are  differences  in  performance 
characteristics  that  consiimers  may  not 
deem  to  be  important,  such  as  the 
freezing  point  of  eggnog.  Consumers 
commonly  store  eggnog  at  refrigerator 
temperatures,  and,  therefore,  the 
freezing  point  of  this  product  is  not  of 
material  interest  to  consumers.  In 
addition,  FDA  believes  that  unnecessary 
label  statements  may  be  confusing  to 
consumers  and  may  detract  from  other 
important  information  on  the  label. 

Therefore,  the  agency  is  revising  new 
§  130.10(c)  to  state  that: 

*  *  *  if  there  is  a  significant  difference  in 
performance  characteristics  that  materially 
limits  the  uses  of  the  food  compared  to  the 
uses  of  the  standardized  food,  the  label  shall 
include  a  statement  informing  the  consumer 
of  such  diflerence  (e.g.,  if  appropriate,  "not 
reconunended  for  cooking"). 

21.  Comments  also  suggested  that 
FDA  affirm  in  the  final  rule  that 
statements  of  diffwences  in  performance 
characteristics  can  be  presented  as 
recommendations  for  use. 

HDA  agrees  with  the  comments 
suggesting  that  difierences  in 
performance  characteristics  may  be 
presented  as  recommendations  for  use. 
For  example,  a  reduced  fat  margarine 
may  not  perform  the  same  as  margarine 
for  use  in  frying.  A  statement  such  as 
"not  recommended  for  frying  purposes" 
or  as  "recommended  for  use  only  as  a 
spread"  would  be  acceptable  to  advise 
consumers  of  the  difference  in 
performance  characteristics. 

22.  Comments  also  asked  whether 
shelf  life  could  be  presented  as  a  date 
by  which  the  product  should  be  used. 

The  agency  agrees  that  a  date  by 
which  a  product  should  be  used  is  an 
appropriate  manner  to  express 
differences  in  shelf  life. 

23.  Several  comments  objected  to  the 
requirement  in  proposed  §  130.10(c)  that 
label  statements  concerning  differences 
in  performance  characteristics  must 
appear  on  the  principal  display  panel 
within  the  bottom  30  percent  of  the  area 
of  the  label  panel  with  appropriate 
prominence,  in  type  that  shall  be  no  less 
than  one-half  the  size  of  the  type  used 
in  such  claim  but  no  smaller  than  one- 
sixteenth  of  an  inch.  One  comment 
noted  a  conflict  with  proposed 

§  101.13(d)(1)  with  regard  to  location  of 
this  information  on  the  label.  Some 
comments  addressed  concerns  about 
label  clutter  on  the  principal  display 
panel  and  stated  that  these  concerns  are 
enhanced  by  the  proposed  requirement 
that  the  bottom  30  percent  of  the 
principal  display  panel  contain  a 


statement  of  any  differences  in 
performance  characteristics  between  the 
§  130.10  food  and  the  standardized  food. 
Comments  urged  FDA  to  allow  the 
statements  to  appear  on  any  panel  of  the 
food  product.  One  comment  added  that 
a  simple  requirement  of  proximity  and 
appropriate  prominence  should  be  more 
than  adequate  to  prevent  consumer 
confusion.  One  comment  stated  that  the 
proposed  requirements  are  excessive 
and  fail  to  meet  the  requirements  of  the 
President's  directive  that  regulation 
should  rely  on  market  mechanisms  to 
the  maximum  extent  possible.  It  stated 
that  consumers  who  buy  nutritionally 
modified  versions  of  familiar  foods  and 
are  disappointed  with  their 
performance,  because  they  did  not  know 
in  advance  what  to  expect,  simply  will 
not  buy  again,  and  the  products  will 
quickly  fail.  It  added  that  FDA  does  not 
need  to  regulate  this  guaranteed  result 
Some  comments  stated  that  they  did  not 
believe  it  necessary  to  prescribe  a 
minimum  type  size  for  this  disclosure 
statement,  but  that  the  statement  should 
appear  on  the  principal  display  panel  in 
a  clear  and  conspicuous  fashion. 

The  agency  disagrees  with  these 
comments.  Different  brands  of  a 
particular  modified  food  may  have 
different  performance  characteristics 
depending  on  the  manufacturing 
technology  used  in  making  the  §  130.10 
food.  For  example,  reduced  fat  cheddar 
cheese  made  by  one  manufacturer  may 
be  suitable  only  for  melting  and 
cooking,  while  another  brand  may  be 
suitable  only  for  eating  directly  from  the 
package  as  a  snack.  Therefore, 
consumers  must  be  informed  about  the 
characteristics  of  a  food  to  make 
judgments  concerning  the  use  of  a 
product  before  purchase.  The  necessary 
information  must  appear  on  the  same 
part  of  the  label  as  the  name  of  the 
§  130.10  food  (i.e.,  the  principal  display 
panel)  so  that  consumers  can  make 
informed  choices.  Moreover,  this 
regulation  is  consistent  with  the 
President's  directive  because  it  is 
providing  increased  flexibility  to  the 
market  in  that  it  provides  that  qualifying 
versions  of  standardized  foods  may  be 
sold  under  names  that  consumers 
recognize. 

Under  section  403(f)  of  the  act,  FDA 
believes  that  the  statement  informing 
consumers  of  differences  in 
performance  characteristics  must  appear 
on  the  label  with  such  conspicuousness 
and  in  such  terms  as  to  render  it  likely 
to  be  read  and  understood  by  the 
consumer  under  customary  conditions 
of  purchase  and  use.  The  agency 
concludes  that  the  statement  must 
appear  in  the  same  area  of  the  label  as 
tiie  statement  of  identity  for  the 
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modified  product  so  that  consumers 
will  know  where  to  find  such 
information.  Moreover,  because  the 
statement  is  a  material  fact  that  helps  to 
describe  the  differences  between  the 
modified  food  and  the  traditional  food, 
it  must  appear  in  close  proximity  to  the 
statement  of  identity.  See.  e.g..  United 
States  V.  An  Article  of  Food  *  *  * 
"Manischewitz  '  '"  Diet  Thins."  377  F. 
Supp.  746.  749  (E.D.  N.Y.  1974). 

FDA  recognizes  that  it  inadvertently 
proposed  in  §  130.10  to  require 
statements  informing  consumers  of 
differences  in  performance 
characteristics  to  appear  in  possibly  two 
separate  locations  on  the  label.  The 
agency  aciuiowledges  that  one  statement 
is  sufRcient  to  inform  consumers.  To  be 
consistent  with  the  labeling  of  other 
foods,  the  agency  concludes  that  the 
statement  concerning  differences  in 
performance  characteristics  must  appear 
on  the  label  in  compliance  with  the 
requirements  of  §  101.13(d)(1).  Thus,  the 
agency  has  modified  new  §  130.10(c)  to 
state  that  the  statement  explaining 
differences  in  performance 
characteristics  must  appear  on  the  label 
in  compliance  with  the  requirements  of 
S  101.13(d). 

C  Ingredients 

1.  Ingredients  Provided  for  By  the 
Regulation 

24.  Two  comments  objected  to  FDA 
restricting  the  major  ingredients  used  in 
§  130.10  foods  to  those  specified  in  the 
standard.  One  comment  stated  that  this 
provision  would  not  empower 
consumers  to  select  a  healthy  diet  but 
would  restrict  the  number  of  apparent 
"healthy"  choices  available  by  requiring 
products  made  with  alternate 
ingredients  to  bear  unappealing  names. 
It  also  stated  that  this  provision  would 
not  provide  an  incentive  to 
manufacturers  to  develop  nutritionally 
improved  foods  but  would  restrict  their 
ability  to  develop  such  products  by 
unnecessarily  limiting  the  technology 
available. 

The  agency  disagrees  with  these 
comments.  The  agency  believes  that 
foods  named  by  use  of  a  nutrient 
content  claim  and  a  standardized  term 
must  resemble  the  standardized  food  in 
as  many  ways  as  possible,  or  the  use  of 
the  standardized  term  would  be 
misleading  to  consumers.  Therefore. 
FDA  concludes  that  the  ingredients 
used  in  the  modified  version  of  the 
standardized  food  should  be  those 
ingredients  provided  for  by  the 
traditional  standard,  with  only  those 
deviations  necessary  to  attain  an 
acceptable  finished  product  that  meets 


the  requirements  of  the  nutrient  content 
claim  that  is  used  and  new  §  130.10. 

2.  Safe  and  Suitable  Ingredients 

2S.  Several  comments  stated  that 
proposed  $  130.10(d)  should  provide  for 
the  use  of  safe  and  suitable  ingredients 
generally  in  accordance  with  current 
good  manufacturing  practices  rather 
than  limiting  them  to  specific  functions. 
One  comment  stated  that  the  language 
in  proposed  §  130.10(d)  concerning 
ingredient  substitutions  should  be 
broadened  to  encompass  all  of  the 
product  characteristics  embraced  by 
proposed  §  130.10(c)  and  by  the 
definition  of  "substitute"  in  §  101.13(d). 
Another  comment  added  that  safe  and 
suitable  ingredients  should  be  allowed 
for  purposes  of  improving  appearance  as 
well  as  the  other  characteristics 
mentioned  in  the  proposal. 

FDA  disagrees  that  the  use  of  safe  and 
suitable  ingredients  should  be  extended 
for  all  purposes.  The  agency  believes 
that  §  130.10  foods  should  deviate  from 
the  standard  of  identity  only  when 
necessary  to  achieve  the  functions  of 
ingredients  or  components  of 
ingredients  that  are  no  longer  present  in 
the  mandated  quantities.  As  required  in 
new  §  130.10(c),  the  performance 
characteristics  (e.g.,  physical  properties, 
flavor  characteristics,  functional 
properties,  and  shelf  life)  of  the 
modified  food  must  be  similar  to  those 
of  the  traditional  standardized  food. 
FDA  believes  that  the  use  of  safe  and 
suitable  ingredients  added  as  necessary 
to  improve  texture,  add  flavor,  prevent 
syTieresis.  and  extend  shelf  life 
adequately  compensates  for  any 
deficiencies  in  performance 
characteristics.  As  discussed  previously. 
§  1 30. 10  foods  do  not  include  all 
substitute  foods.  Therefore.  FDA  does 
not  believe  that  new  §  130.10(d)  should 
be  broadened  to  encompass  all  types  of 
substitute  foods. 

However,  FDA  concedes  that  the  use 
of  safe  and  suitable  ingredients  to 
improve  the  appearance  of  a  product 
has  merit.  For  example,  modified  foods 
with  significantly  less  fat  may  appear 
more  translucent  than  the  standardized 
food.  Thus,  such  ingredients  are 
necessary  to  ensure  that  the  product  is 
not  inferior  in  performance 
characteristics.  Therefore.  FDA  is 
amending  new  §  130.10(d)(1)  to  provide 
that  safe  and  suitable  ingredients  may 
be  added  to  improve  the  appearance  of 
a  modified  food  named  by  use  of  a 
nutrient  content  claim  and  a 
standardized  term. 

26.  One  comment  stated  that  it 
believes  that  to  "add  flavor"  includes 
sweetness  and  requested  that  FDA 
confirm  this  interpretation  by  including 


a  parenthetical  "(including  sweetness)" 
following  "add  flavor"  in  proposed 
S  130.10(d)(1). 

FDA  disagrees  with  the  premise  of 
this  comment.  In  $  I70.3(o)(12),  FDA 
defines  "flavoring  agents  and 
adjuvants"  as  substances  added  to 
impart  or  help  impart  a  taste  or  aroma 
in  food.  FDA  defines  nonnutritive  and 
nutritive  sweeteners  separately  from 
flavoring  agents  in  §  170.3(o)(19)  and 
(o)(21).  In  addition,  labeling 
requirements  for  flavors  differ 
significantly  from  those  for  sweeteners. 

However.  FDA  does  agree  that  the  use 
of  safe  and  suitable  sweeteners  to  add 
sweetness  should  be  provided  for  in 
new  §  130.10  for  modified  foods.  Many 
standards  of  identity  provide  only  for 
the  use  of  safe  and  suitable  nutritive 
sweeteners  or  nutritive  carbohydrate 
sweeteners  (e.g..  sour  cream  (§  131.160). 
eggnog  (§  131.170),  and  margarine 
(§  166.110)).  Nonnutritive  sweeteners 
could  be  effectively  used  to  add  the 
sweetness,  but  not  the  calories,  that 
would  otherwise  be  contributed  by 
nutritive  sweeteners  in  the  traditional 
standardized  food.  Therefore,  FDA 
believes  that  the  use  of  safe  and  suitable 
sweeteners  to  add  sweetness  would 
assist  consumers  in  maintaining  healthy 
dietary  practices.  Thus,  the  agency  is 
revising  new  §  130.10(d)(1)  to  provide 
that  safe  and  suitable  ingredients  may 
be  added  to  add  sweetness  to  a  modified 
food  named  by  use  of  a  nutrient  content 
claim  and  a  standardized  term.  When  a 
sweetener  that  meets  the  "safe  and 
suitable"  definition  in  new  §  130.3(d)  is 
used  in  the  formulation  of  a  modified 
food  for  the  purpose  of  adding 
sweetness  to  that  food,  the  sweetener 
must  be  declared  on  the  food  label  in 
accordance  with  all  applicable 
regulations.  FDA  believes  that  this 
action  will  promote  honesty  and  fair 
dealing  in  the  interest  of  consumers. 

27.  One  comment  questioned  whether 
the  provision  for  the  use  of  "safe  and 
suitable"  ingredients  in  §  130.10  foods 
would  promote  long-term  product 
development,  even  though  short-term 
product  innovation  may  benefit  from 
this  policy.  This  comment  further 
contended  that  allowing  these  foods 
into  the  marketplace  would:  (1)  Erode 
the  market  share  of  traditional 
standardized  foods.  (2)  harm  the 
integrity  of  traditional  standardized 
foods,  and  (3)  lead  to  consumer 
confusion  by  blurring  the  differences 
between  these  standardized  foods  and 
their  modified  counterparts. 

FDA  disagrees  with  this  comment. 
The  agency  believes  that  providing  for 
the  use  of  "safe  and  suitable" 
ingredients  to  improve  texture,  add 
flavor,  prevent  syneresis.  extend  shelf 
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life,  improve  appearance,  or  add 
sweetness  in  modified  versions  of 
standardized  foods  should  not  stifle 
long-term  product  development,  nor 
should  the  introduction  of  these  foods 
into  the  marketplace  be  damaging  to  the 
food  industry  on  the  whole. 

On  the  contrary,  standards  of  identity 
have  been  criticized  as  being  too  strict 
and  confining,  and  because  they  limit 
food  companies  from  achieving  true 
product  innovations.  For  instance,  the 
dairy  industry  purportedly  has  been 
harmed  because  many  of  the  products 
that  dairy  processing  companies 
manufacture  are  subject  to  rigid 
standards  of  identity  that  require 
specific  fat  content.  As  a  result,  these 
firms  have  not  been  able  to  create  new 
dairy  food  products  that  respond  to 
consumer  needs  and  demands  for 
products  that  are  reduced  in  fet  and  in 
calories. 

FDA  anticipates  that  there  will  be 
shifts  in  dietary  consumption  patterns 
from  traditional  foods  that  are  higher  in 
calories  or  in  fat  to  modified  forms  of 
these  foods  that  are  reformulated  to  be 
lower  in  calories  or  in  fat.  However,  this 
pattern  of  increased  consumption  of 
modified  forms  of  traditional  foods 
should  help  consumers  to  achieve 
recommended  nutritional  goals  and 
should  have  a  beneficial  impact  on  the 
public  health.  In  addition,  FDA  believes 
that  the  development,  production,  sale, 
and  consumption  of  these  reformulated 
foods  will  contribute  to  overall  industry 
growth.  Although  the  agency 
acknowledges  that  there  is  the  potential 
that  sales  of  certain  standardized  foods 
may  remain  stagnant  or  may  even 
decUne,  these  changing  patterns  in 
consumers'  food  purchasing  habits  in 
relation  to  recommended  nutritional 
goals  should  create  new  opportunities 
for  innovative  food  processors  to 
develop  a  virtually  Umitless  array  of 
new  products  that  will  ultimately  lead 
to  an  overall  increase  in  sales  and  an 
expansion  into  new  markets. 

Regarding  consumer  confusion  about 
the  differences  between  a  traditional 
standardized  food  and  a  modified  form 
of  such  food  bearing  one  or  more 
nutrient  content  claims  on  its  label,  the 
agency  believes  that  the  use  of  carefully 
defined  nutrient  content  claims  as  a  part 
of  the  statement  of  identity  on  the  label 
will  enable  purchasers  of  the  modified 
versions  of  standardized  foods  to 
distinguish  these  foods  from  their 
standardized  counterparts.  New 
§  130.10  provides  for  proper  labeling  of 
these  foods  and  the  listing  of  all 
ingredients  in  the  ingredient  statement. 
Adequate  product  labeling,  including 
defined  nutrient  content  claims, 
accompanying  label  statements,  and 


nutrition  labeling,  will  enable 
consumers  to  distinguish  traditional 
foods  from  modified  versions  of  these 
foods,  thereby  contributing  to  improved 
consumer  understanding  of  the 
characteristics  of  the  products  that  they 
are  purchasing. 

.  28.  One  comment  inquired  whether 
specific  caseinates  would  meet  the  "safe 
and  suitable"  definition  and  be 
permissible  for  use  in  §  130.10  foods. 

FDA  advises  that  the  "safe  and 
suitable"  definition  in  new  §  130.3(d) 
would  permit  the  use  of  caseinates  in 
foods  subject  to  new  §  130.10  provided 
that  the  standard  of  identity  for  the 
traditional  food  in  question  provides  for 
such  use.  For  example,  the  standard  of 
identity  for  ice  cieam  in  §  135.110 
permits  the  optional  addition  of  one  or 
more  of  the  caseinates  listed  in 
§  135.110(c)  in  an  ice  cream  mix 
containing  not  less  than  20  percent  total 
milk  solids.  Caseinates  may  be  added  to 
ice  milk  (§  135.120)  when  the  content  of 
total  milk  solids  is  not  less  than  11 
percent.  FDA  believes  that  it  is 
reasonable  to  permit  the  use  of  such 
caseinates  in  modified  versions  of  ice 
cream,  provided  that  the  product 
contains  equivalent  levels  of  nonfat 
milk  solids  to  those  contained  in  a  10 
percent  milkfat  ice  cream.  That  is,  the 
modified  product  must  contain  at  least 
10  percent  nonfat  milk  solids,  and 
caseinates  could  be  added  after  this 
minimum  nonfat  milk  solids 
requirement  has  been  met.  FDA  believes 
that  modified  ice  cream,  regardless  of 
the  milkfat  content,  should  contain  at 
least  10  percent  of  nonfat  milk  solids  to 
ensure  that  the  §  130.10  ice  cream  is  not 
nutritionally  inferior  to  ice  cream  with 
respect  to  calcium  and  protein.  The 
addition  of  caseinates  to  replace  the 
milk  solids  content  constitutes 
.deception  and  will  be  deemed  to 
adulterate  the  food  under  section  402(b) 
of  the  act  (21  U.S.C.  342(b))  in  that 
caseinates  are  substituting  for  a  valuable 
constituent. 

On  the  other  hand,  the  standards  of 
identity  for  cheeses  and  related  cheese 
products  in  part  133  (21  CFR  part  133) 
do  not  provide  for  the  use  of  caseinates. 
Therefore,  under  new  §  130.10(d)(1) 
manufacturers  may  not  use  this  class  of 
ingredients  in  modified  versions  of 
cheese  products  as  replacements  for  the 
optional  dairy  ingredients  listed  in  the 
standards  ofidentity  in  part  133. 
However,  use  of  small  amounts  of  safe 
and  suitable  caseinates  may  be  used  for 
the  reasons  listed  in  new  §  130.10(d)(1) 
(e.g.,  to  improve  texture)  in  modified 
versions  of  standardized  foods  as 
appropriate. 

Any  caseinates  used  in  a  §  130.10 
food  must  be  declared  in  the  ingredient 


statement  according  to  new  §  130.10(f), 
including  identification  with  an  asterisk 
if  the  use  of  caseinates  is  not  provided 
for  by  the  traditional  standard. 

3.  Addition  of  Water  and  High  Moisture 
Ingredients 

In  the  proposal,  FDA  requested 
comment  from  interested  persons 
concerning  the  appropriateness  of  the 
addition  of  high  moisture  ingredients 
and  water  to  foods  as  ingredients  to 
replace  fat  and  calories  in  modified 
products  (56  FR  60512  at  60520). 

29.  A  number  of  comments  requested 
that  FDA  provide  for  the  addition  of 
water.  Two  comments  stated  that  the 
addition  of  water  is  critical  to  the 
manufacture  of  modified  standardized 
products  such  as  modified  salad 
dressing  and  mayonnaise.  One  comment 
added  that  the  emulsifying  properties  of 
certain  gums  are  activated  only  by  the 
addition  of  water.  Several  comments 
stated  that  it  is  appropriate  to  allow  for 
the  addition  of  water  as  long  as  it  is 
appropriately  labeled.  Conversely,  two 
comments  requested  that  FDA  not 
permit  the  addition  of  water  to  a  food 
subject  to  proposed  §  130.10. 

A  number  of  comments  stated  that  the 
addition  of  high  moisture  ingredients  to 
foods  subject  to  proposed  §  130.10  is 
appropriate.  One  comment  noted  that 
moisture  content  variability  may  occur 
because  of  water  contributed  by  safe  and 
suitable  ingredients  that  are  components 
of  such  foods.  It  added  that  provision 
should  be  made  to  require  that  such 
moisture  differentials  are  accurately  and 
adequately  reflected  on  the  label  of 
foods  subject  to  new  §  130.10.  Another 
comment  stated  that  where,  with 
current  technology,  the  production  of 
reduced  fat  products  is  not  possible 
without  the  addition  of  high  moisture 
ingredients,  their  addition  should  be 
permitted. 

One  comment  stated  that  most  current 
fat  reduction  technologies  require  the 
addition  of  high  moisture  ingredients 
and  water.  It  recommended  that  FDA 
allow  high  moisture  ingredients  and 
water  to  re{)lace  fat  in  §  130.10  products, 
and  that  FDA  use  performance 
standards  rather  than  deviations  from  a 
"recipe"  to  protect  consumers.  Another 
comment  recommended  that  FDA  allow 
the  use  of  high  moisture  ingredients  and 
water  to  the  level  necessary  to  replace 
fat  and  calories,  as  long  as  the  modified 
food  is  not  nutritionally  inferior  to  the 
traditional  food. 

FDA  agrees  that  the  addition  of  water 
may  be  necessary  for  the  hydration  of 
some  ingredients  that  would  be 
permitted  under  the  safa  and  suitable 
ingredient  provision.  In  addition,  FDA 
notes  that  there  is  consumer  demand  to 
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purchase  products  that  have  a 
significant  reduction  in  Eat  and  calories. 
Water  is  an  ingredient  tiiat  couid 
effectively  accomplish  this  purpose 
when  used  to  replace  tat  and  calories  in 
modified  products.  Therefore,  the 
agency  is  adding  new  %  130.10(d)(5)  to 
provide  for  the  addition  of  water  as  an 
ingredient  to  replace  fat  and  calories  in 
modified  products.  FDA  believes  that 
such  addition  of  water  will  assist 
consumers  in  maintaining  healthy 
dietary  practices  by  providing  for  an 
ingredient  that  will  allow  manufacturers 
to  produce  a  greater  variety  of  modified 
versions  of  traditional  standardized 
foods.  Moreover,  the  consumer  is 
protected  against  the  possibility  of 
excess  water  being  added  by  new 
§  130.10(c),  which  states  that  deviations 
from  the  ingredient  and  noningredient 
provisions  of  the  traditional  standard 
must  be  the  minimum  necessary  to 
qualify  for  the  nutrient  content  claim 
while  maintaining  similar  performance 
characteristics  as  the  standardized  food, 
or  the  food  will  be  adulterated  under 
section  402(b)  of  the  act. 

FDA  also  agrees  that  the  use  of  high 
moisture  ingredients  is  necessary  to 
reduce  calories  and  fat  in  some  foods. 
Comments  did  not  mention  any  specific 
high  moisture  ingredients  that  the 
regulation  should  include.  Therefore,  all 
high  moisture  ingredients  used  in  a 
§  130.10  food  must  either  be  ingredients 
that  are  provided  for  by  the  respective 
standard  of  identity  or  provided  for  by 
the  safe  and  suitable  ingredient 
provision  of  new  §  130.10(dKl}- 

The  agency  notes  that  some  foods 
subject  to  new  §  130.10  ntay  need  to 
exceed  the  moisture  requirements  of  the 
respective  standards  of  identity  to  make 
a  nutrient  content  claim.  For  example, 
the  standard  of  identity  for  cheddar 
cheese  (§  133.113)  stipulates  a 
maximum  moisture  content  of  39 
percent  by  wei^t  and  a  minimum 
milkfat  content  of  50  percent  by  weight 
of  the  solids.  Under  new  §  130.10(c).  a 
reduced  fat  cheddar  cheese  may  exceed 
the  maximum  moisture  level  stipulated 
by  §  133.113  concurrent  with  the  50- 
percent  reduction  in  the  fat  content,  but 
it  still  must  not  be  nutritionally  inferior. 
The  increase  in  moisture  content  occurs 
because  less  whey  is  drained  from  the 
product  during  processing.  The  high 
moisture  ingredients  would,  therefore, 
be  the  same  dairy  ingredients  (i.e..  milk. 
nonfat  milk,  or  cream)  provided  for  by 
the  traditional  standard. 

The  addition  of  water  and  high 
moisture  ingredients  must  be  declared 
in  the  ingredient  statement  as  required 
in  new  §  130.10(f).  Because  new 
§  130.10(b)  requires  that  the  modified 
food  roust  not  be  nutritionally  inferior 


to  the  standardized  food,  a  mcxiified 
food  that  contains  significantly  less 
calcium  or  any  other  nutrient  than  the 
standardired  food  because  of  the  use  of 
water  or  a  high  moisture  ingredient 
must  be  labeled  as  an  imitation.  FDA 
believes  that  moisture  diffierentials  will 
be  adequately  reflected  on  the  label 
through  order  of  predominance 
ingredient  labeling  and  labeling  of  any 
differences  in  performance 
characteristics  (e.g.,  shorter  shelf  life 
because  of  increased  moisture  content). 

4.  Flavors 

30.  Two  comments  urged  FDA  to 
exempt  from  the  labeling  requirement  of 
§  101.22(i)  those  flavors  added  solely  at 
the  level  necessary  to  replace  flavors 
lost  by  reformulation  of  the  food.  The 
comments  also  said  that  there  was  no 
reason  to  exempt  any  flavor  added  in 
amounts  greater  than  necessary  to 
maintain  the  flavor  of  the  traditional 
food. 

FDA  disagrees  that  there  is  a  need  to 
exempt  flavors  added  to  replace  flavors 
lost  by  reformulation  of  the  food  fix>m 
the  requirements  of  §  101.22(i).  Section 
101.22(i)  only  refers  to  the  labeling  of 
characterizing  flavors.  Natural  and 
artifidai  flavors  that  do  not  characterize 
a  food  need  only  be  declared  in  the 
ingredient  statemenL  However.  FDA 
believes  that  consumers  should  be 
informed  firom  information  on  the 
principal  display  panel  when  artificial 
characterizing  flavors  have  been  added 
to  a  food. 

In  the  Federal  Register  of  January  19. 
1973  (38  FR  2139),  FDA  proobsed  a 
uniform  labeling  policy  fer  flavor 
designation  that  was  patterned,  with 
appropriate  modification,  after  the  ice 
cream  standard  of  identity  in  $  20.1  (21 
CFR  20.1)  (current  §  135.110  (21  CFR 
135.110)).  According  to  the  standard,  ice 
cream  may  or  may  not  be  characterized 
by  the  addition  of  flavoring  ingredients. 
The  existing  standard  in  1973  listed  the 
optional  characterizing  ingredients 
(§  20.1(b])  thnt  could  be  used  in  ice 
cream.  These  characterizing  Ingredients, 
not  the  individual  flavors  contributed 
by  the  milk,  cream,  and  other  optional 
ingredients,  were  the  flavors  subject  to 
the  labeling  provisions. 

Therefore,  the  flavors  that  are  lost  by 
reformulation  are  likely  not  to  be  those 
that  characterize  the  food  but  those  that 
are  an  inherent  part  of  the  basic 
required  ingredients  that  are  no  longer 
present  in  the  reformulated  food.  Thus, 
they  need  only  be  declared  in  the 
ingredient  statement  as  natural  or 
artificial  flavors,  as  appropriate.  For 
example,  natural  and  artificial  eggnog 
flavor  components  may  be  added  to 
light  eggnog  to  add  flavor.  These  flavor 


components  must  be  included  in  the 
declafstion  of  ingredients  but  need  not 
appear  anywhere  else  on  the  label. 
However,  if  a  natural  and  artificial 
eggnog  flavor  that  comprises  the  total 
eggnog  flavor  profile  is  added  to  a  light 
eggnog.  it  is  a  characterizing  flavor  and 
must  be  labeled  according  to  §  101.22(i). 
If  any  portion  of  the  characterizing 
flavor  is  artificial,  it  must  be  labeled  as 
artificial  flavor  under  §  101.22(i). 

31.  A  comment  objected  to  FDA's 
choice  of  "light  margarine"  as  an 
example  of  a  $  130.10  food  using  a 
standardized  name.  According  to  the 
comment,  this  example  implied  that  the 
label  of  a  food  with  the  name  "light 
margarine"  would  have  to  comply  with 
the  flavor  labeling  regulations  of 
§  101.22  if  artificial  butter  flavor  were 
used  in  the  food  for  flavoring  purposes. 

According  to  §  166.110(b)(7)  (21  CFR 
166.110(b)(7))  on  flavoring  substances  in 
margarine,  "if  the  flavoring  ingredients 
impart  to  the  food  a  flavor  other  than  in 
semblance  of  butter,  the  characterizing 
flavor  shall  be  declared  as  part  of  the 
name  of  the  food  In  accordance  with 
§  101.22  of  this  chapter"  (emphasis 
added).  Flavoring  ingredients  that 
impart  the  flavor  of  butter  to  margarine 
thus  may  be  added  to  the  food  without 
declaring  such  flavor  as  part  of  the  name 
of  the  food. 

Because  the  intent  in  producing  "light 
margarine"  is  to  modify  the  fat  and 
calorie  content  and  not  the  flavor,  the 
agency  believes  that  it  is  reasonable  to 
treat  the  declaration  of  flavoring 
ingredients  on  the  label  of  "light 
margarine"  in  a  like  manner  to  their 
declaration  on  the  label  of  margarine 
that  complies  with  the  standard  of 
identity  in  §  166.110.  The  use  of  an 
artificial  butter  flavor  in  the  formulation 
of  a  "light  margarine"  would  not, 
therefore,  necessitate  the  naming  of  this 
food  as  "light  margarine,  artificially 
flavored"  as  the  preamble  to  the 
November  27. 1991,  proposal  (56  FR 
60512  at  60519)  stated.  Tiie  agency 
reiterates,  however,  that  natural  and 
artificial  flavors  other  than  those  in 
semblance  of  butter  in  "light  margarine" 
must  be  declared  in  the  ingredient 
statement  in  accordance  with  the 
applicable  sections  of  part  101. 

5.  Fat  Analogs 

In  the  proposal,  FDA  stated  that  it  is 
aware  of  the  recent  development  of  Cat 
analogs  and  requested  comments  from 
interested  persons  concerning  the 
appropriateness  of  the  use  of  approved 
fat  analogs  to  replace  the  fat  in  foods 
subject  to  proposed  §  130.10  (56  FR 
60512  at  60520). 

32.  A  number  of  comments  stated  that 
it  would  be  appropriate  to  allow  for  the 
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addition  of  fat  analogs  in  modified 
versions  of  standardized  foods  that  are 
subject  to  proposed  §  130.10.  One 
cx>mment  recommended  that  FDA  not 
impose  any  imique  requirements  on  the 
use  of  fat  analogs  as  replacements  for  fet 
and  calories.  Several  comments  stated 
that  the  addition  of  fat  analogs  would  be 
appropriate  as  long  as  the  food  is 
properly  labeled.  One  comment  urged 
the  use  of  a  prominent  disclosure 
statement  of  ingredients  such  as  fat 
analogs  on  the  principal  display  panel. 

One  comment  stated  that  the  use  of 
approved  fat  analogs  should  be 
permitted  in  proposed  §  130.10  foods 
only:  (1)  Where  a  particular  analog  is 
appropriate  for  the  type  of  food  in  view 
of  the  composition  of  the  standardized 
food  (e.g.,  dairy  fat  analogs  for  dairy 
products),  and  (2)  use  of  an  analog  is 
necessary  to  achieve  a  substantial 
reduction  in  fat.  The  comment  stated 
that  Umiting  the  uses  of  analogs  to  those 
appropriate  for  a  particular  product 
category  would  serve  the  consiuner 
interest  in  limiting  deviations  from 
standardized  products  to  those  really 
necessary  to  achieve  reductions  of  fat. 

Another  comment  stated  that  without 
the  ability  to  use  fat  analogs,  food 
manufacturers  may  find  it  difficult  or 
impossible  to  accomplish  the  desired 
reductions  in  fat  while  maintaining 
product  performance.  It  urged  FDA  to 
provide  for  the  use  of  these  ingredients 
in  proposed  §  130.10,  rather  than 
requiring  a  much  more  cumbersome 
regulatory  process  in  the  futine.  It  stated 
that  a  statement  should  be  added  to 
proposed  §  130.10(d)  to  the  effect  that 
fat  substitutes  that  are  approved  for  use 
in  the  food  may  replace  the  milkfat  or 
other  fat  required  by  the  standard. 

Several  comments  stated  that  no 
addition  of  fat  analogs  should  be 
allowed  for  a  food  subject  to  proposed 
§  130.10.  One  comment  was  concerned 
that  the  use  of  fat  analogs  would 
significantly  alter  the  identity  of  the 
food  and,  therefore,  the  food  would  no 
longer  resemble  the  traditional  food. 
Other  comments  stated  that  fat  analogs 
should  not  replace  ingredients  that 
would  provide  more  healthful  nutrients 
in  modified  foods. 

FDA  believes  that  there  may  be  some 
instances  where  the  use  of  fat  analogs  is 
appropriate  and  may  be  necessary  to 
reduce  the  fat  and  calories  while 
maintaining  the  performance 
characteristics  of  a  food.  The  use  of  fat 
analogs  will  allow  manufacturers  to 
produce  a  variety  of  modified  foods 
with  greater  reductions  in  fat  and  with 
the  same  performance  characteristics  as 
the  traditional  food.  Thus,  consumers 
will  benefit  by  having  a  greater  variety 
lOf  modified  foods  available. 


However,  xmder  8 130.10(d)(1),  the  fat 
analog  used  in  $  130.10  foods  must  be 
safe  and  suitable  as  defined  in  new 
§  130.3(d).  Moreover,  under  §  130.10(c). 
the  amoimt  used  must  be  the  minimiun 
necessary  to  achieve  similar 
performance  characteristics  as  with  the 
fat  they  replace,  and  under  §  130.10(c). 
In  addition,  FDA  agrees  with  the 
comment  that  stated  that  the  fat  analog 
must  be  appropriate  for  use  in  the 
particular  type  of  food.  New 
§  130.10(d)(2)  states  that  an  ingredient 
or  component  of  an  ingredient  that  is 
specifically  required  by  the  standard 
must  not  be  replaced  or  exchanged  with 
a  similar  ingredient  fi'om  another  source 
unless  the  traditional  standard  provides 
for  the  addition  of  such  ingredient.  The 
§  130.10  food  must  resemble  the 
traditional  standardized  food.  Thus,  the 
major  ingredients  of  a  category  of 
products  should  be  from  that  variety  of 
food  (e.g.,  the  major  ingredients  in  dairy 
products  should  be  dairy  ingredients), 
and  some  ingredients  are  not 
appropriate  to  add  to  some  modified 
foods  that  use  the  traditional 
standardized  name.  For  example,  under 
new  §  130.10(d)(2),  vegetable  oil  is  not 
an  appropriate  ingredient  to  replace  the 
milkfat  in  dairy  products,  or  the  fat  in 
egg  products,  if  the  food  is  to  use  the 
standardized  name  as  provided  for  in 
new  §  130.10.  Similarly,  a  fat  analog 
from  a  vegetable  or  egg  source  is  not  an 
appropriate  ingredient  to  replace  the 
milkfat  in  dairy  products  using  the 
standardized  terms  unless  the  dairy 
product  provides  for  the  use  of  egg  or 
vegetable  ingredients. 

Therefore,  FDA  is  adding  a  provision 
to  new  §  130.10(d)(5)  to  permit  the  use 
of  safe  and  suitable  fat  analogs  in 
accordance  v«th  new  §  130.10(c),  (d)(1), 
and  (d)(2)  in  modified  versions  of  the 
standardized  food.  The  addition  of  fat 
analogs  must  be  declared  in  the 
ingredient  statement  as  required  in  new 
§  130.10(f).  Because  new  §  130.10(b) 
requires  that  the  modified  food  must  not 
be  nutritionally  inferior  to  the 
standardized  food,  a  modified  food  that 
contains  significantly  less  of  any 
nutrient  than  the  standardized  food 
because  of  the  use  of  fat  analogs  must 
be  labeled  as  an  imitation.  FDA  believes 
that  any  use  of  fat  analogs  would  be 
adequately  reflected  on  the  label 
through  order  of  predominance 
ingredient  labeling. 

6.  Use  of  Similar  Ingredients 

33.  One  comment  suggested  that  the 
requirement  that  ingredients 
"specifically  required"  in  new 
§  130.10(d)(2)  either  needs  to  be  defined 
or  its  relationship  to  "mandatory"  and 
"characterizing"  ingredients  needs  to  be 


explained  by  FDA.  The  comment  said  it 
assumed  that  it  was  FDA's  intent  in  the 
proposed  rule  to  not  allow  substitution 
for  ingredients  with  similar  ingredients 
that  are  deemed  to  be  mandatory  by  the 
standard.  FDA  agrees  with  this 
comment.  Ingredients  that  are 
specifically  required  by  the  standard  are 
mandatory  ingredients  in  standardized 
foods.  Characterizing  ingredients  may 
be  as  optional  ingredients  under  some 
standards  (e.g.,  ice  cream  (§135.110)) 
and  in  those  cases  are  not  mandatory. 
The  provision  in  new  §  130.10(d)(2) 
prohibits  the  replacement  or  exchange 
of  ingredients  specifically  required  or 
mandated  by  the  traditional  standard 
with  functionally  similar  ingredients 
from  other  sources  that  are  not  provided 
for  by  the  traditional  standard. 

34.  Gtoe  comment  stated  that  only 
dairy  products  should  be  used  to 
replace  milkfat  in  dairy  products. 

FDA  agrees  that  dairy  mgredients 
should  be  used  to  replace  milkfat  in 
dairy  products.  However,  FDA 
acknowledges  that  other  ingredients 
may  be  needed  in  small  amounts  to 
replace  all  of  the  functions  of  the 
milkfat  that  has  been  removed.  A  safe 
and  suitable  ingredient  may  be  added  to 
improve  texture,  prevent  syneresis,  add 
flavor,  extend  shelf  life,  improve 
appearance,  or  add  sweetness  under 
new  §  130.10(d)(1),  so  long  as  it  meets 
the  requirements  of  the  other  parts  of 
new  §  130.10(d)  and  the  label  of  the 
food  complies  with  new  §  130.10(0(2). 
FDA  adds  that  as  stated  previously,  any 
fat  analog  used  in  dairy  products  must 
be  from  a  dairy  source. 

35.  One  comment  stated  that 
proposed  §  130.10(d)(2)  is  unnecessary 
and  has  the  potential  to  be 
misinterpreted  as,  for  example, 
prohibiting  the  use  of  a  synthetic  fat 
replacer  to  replace  milkfat. 

FDA  disagrees  that  proposed 
§  130.10(d)(2)  is  unnecessary.  Some 
ingredients  are  not  appropriate  to  add  to 
some  modified  foods  Uiat  use  the 
standardized  name.  In  new 
§  130.1Q(d)(5).  FDA  is  specifically 
providing  for  the  use  of  safe  and 
suitable  fat  analogs  in  new  §  130.10 
foods  to  replace  fat  and  calories. 
However,  some  fat  analogs  are  not 
appropriate  for  a  particular  type  of  food 
and  are  prohibited  from  use  in  a 
modified  food  by  new  §  130.10(d)(2). 
For  example,  the  standard  for  sour 
cream  (§131.160)  states  that  sour  cream 
contains  not  less  than  18  percent 
milkfat.  FDA  believes  that  replacing  the 
milkfat  in  sour  cream  with  vegetable  oil 
would  be  misleading  because 
consumers  expect  sotir  cream  to  be  a 
dairy  product.  Similarly,  consumers 
would  be  misled  if  a  fat  analog  from  a 
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vegetable  source  replaced  the  milk&t  in 
sour  cream. 

7.  bigrodients  Prohibited  By  the 
Reference  Standard 

36.  Several  comments  opposed 
proposed  §  130.10<dH3).  which  sUtes 
that  an  in^«dient  or  component  of  an 
ingredient  that  is  specificallv  prohibited 
by  the  standard  cannot  be  added  to  a 
substitute  food  under  this  section. 

Two  comments  requested  that 
proposed  §  130.10(d)(3)  be  made  more 
flexible.  One  comment  stated  that  the 
use  of  nutritionally  insignificant 
amounts  of  ingredients,  such  as 
colorings  and  flavorings,  could  be 
permitted  in  §  130.10  foods,  even  if  they 
are  specifically  forbidden  by  a  standard 
of  identity,  to  enhance  the  consumer 
acceptance  of  the  substitute  food. 
Another  comment  requested  that  FDA 
permit  the  use  of  flavorings  simulating 
the  flavor  of  a  cheese  of  any  age  or 
variety  in  reduced  fat  versions  of 
pasteurized  process  cheese  to  achieve  a 
similar  product  to  the  traditional  full  fat 
counterpart. 

FDA  disagrees  that  safe  and  suitable 
ingredients  specifically  prohibited  by  a 
standard  should  be  provided  for  in  a 
substitute  food  under  new  §  130.10. 
There  are  valid  reasons  why  these 
ingredients  were  specifically  excluded 
in  the  traditional  standard  (e.g.. 
economic  deception  or 
inappropriateness  for  the  type  of  food). 
However,  in  some  cases  there  are  other 
quality  ingredients  that  may  be  added 
for  the  same  purposes. 

For  example,  tne  agency  finds  that 
simulated  cheese  flavors  are  unsuitable 
for  use  in  cheese.and  related  cheese 
products.  Although  new  §  130.10(d)(1) 
would  permit  ingredients  to  add  flavor 
in  substitute  foods,  flavoring  ingredients 
that  are  specifically  prohibited  by 
standards  of  identity  from  inclusion  in 
such  foods  are  specifically  prohibited  in 
the  modified  form  of  such  food  (new 
§  130.10(d)(3)).  The  standard  of  identity 
for  pasteurized  process  cheese  in 
§  133.169(dK6)  specifically  excludes  any 
flavorings  that,  singly  or  in  combination 
with  other  ingredients,  simulate  the 
flavor  of  a  cheese  of  any  age  or  variety 
from  use  in  such  food.  However,  "safe 
and  suitable  enzyme  modified  cheese" 
may  provide  a  source  of  flavor  in 
pasteurized  process  cheese,  and  this 
source  of  flavor  is  one  of  the  optional 
ingredients  that  the  agency  now  permits 
in  this  food,  as  specified  in 
§  133.169(d)(9). 

37.  One  comment  asked  that  the  use 
of  "skim  milk  cheese  for 
manufacturing"  in  §  133.189  be 
permitted  in  the  formulation  of  fet- 
modified  pasteurized  process  cheese. 


even  though  tha  standard  of  identity  in 
$  133.169  does  not  now  provide  for  this 
lower  fat,  "traditional"  oairy  ingredient. 

FDA  disagrees  with  this  comment 
Although  skim  milk  cheese  for 
manufacturing  is  an  ingredient  in  the 
same  class  as  other  cheese  ingredients 
used  in  the  manufacture  of  the 
pasteurized  process  cheese  products, 
because  the  standard  for  pasteurized 
process  cheese  (§  133.169)  specifically 
prohibits  the  use  of  this  ingredient,  this 
lower  fat  cheese  ingredient  may  not  be 
used  in  modified  versions  of  this  food. 
Manufacturers  wanting  to  utilize  this 
ingredient  in  pasteurized  process  cheese 
producU  must  label  the  product  as  i 
nonstandardized  food  or,  if  appropriate, 
as  pasteurized  process  cheese  food 
(§  133.173)  or  a  modified  version  of 
pasteurized  process  cheese  food. 

Persons  interested  in  providing  for  the 
use  of  skim  milk  cheese  for 
manufacturing  in  modified  versions  of 
pasteurized  process  cheese  (§  133.169) 
may  petition  the  agency  to  amend  the 
standard. 

H.  Nomenclature 

38.  Several  comments  stated  that  they 
believed  that  allowing  the  use  of  the 
name  of  a  standardized  food  on  foods  to 
which  additional  safe  and  suitable 
ingredients  are  added  is  deceiving  to 
consumers,  in  direct  conflict  with  the 
standards  of  identity  concept/ 
procedure,  and  should  not  be  permitted. 
Comments  stated  that  if  FDA  is  going  to 
permit  optional  ingredients  to  be  added 
to  standardized  foods  to  accomplish  the 
performance  criteria  cited  in  proposed 
§  130.10(d)(1),  it  should  require  that 
terms  such  as  "substitute"  or 
"modified"  be  used  in  the  name  of  the 
food. 

FDA  disagrees  with  these  comments. 
The  major  ingredients  in  a  substitute 
food  under  new  §  130.10  must  be 
ingredients  mandated  by  the  relevant 
standard  of  identity.  The  only 
deviations  from  the  standard  that  are 
authorized  are  those  that  are  necessary 
to  make  the  nutrient  content  claim,  to 
ensure  that  the  food  meets  the 
performance  characteristics  of  the 
traditional  standardized  food,  and  to 
ensure  the  food  is  not  nutritionally 
inferior  to  the  traditional  standardized 
food.  FDA  believes  that  the  use  of  the 
nutrient  content  claim  in  the  name  of 
the  food  and  the  use  of  asterisks  in  the 
ingredient  statement  will  alert 
consumers  to  the  fact  that  the  food 
contains  ingredients  that  differ  from 
those  found  in  the  standardized  food. 
Therefore,  FDA  concludes  that 
consumers  will  be  adequately  informed 
of  differences  between  the  §  130.10  food 
and  the  traditional  standardized  food. 


Because  the  S  130.10  food  is  itself  a 
standardized  food,  it  does  not  need  to  be 
labeled  as  a  substitute. 

39.  One  comment  requested  that  the 
agency  clarify  that  use  of  "substitute." 
"alternate,"  and  a  distinctive  common 
or  usual  name  remain  viable  for  naming 
nonstandardized  foods.  Another 
comment  stated  that  FDA  should 
require  the  use  of  the  term  "substitute" 
in  conjunction  with  a  standardized 
name  of  a  food  when  one  or  more  of  the 
basic  chancterizing  ingredients  of  a 
standardized  dairy  food  has  been 
replaced  with  nondairy  ingredients  (e.g., 
vegetable  oil  in  place  of  milkfat). 

FDA  notes  that  §  101.3(e)(4)  requires 
that  a  food  that  resembles  a 
standardized  food  but  does  not  comply 
with  the  standard  of  identity  must  be 
labeled  as  imitation  if  it  is  nutritionally 
inferior  to  the  food,  or  as  a  substitute  or 
alternative  if  it  is  not  nutritionally 
inferior.  As  stated  above,  foods  that 
comply  with  new  §  130.10  comply  with 
a  standard  of  identity. 

New  §  130.10(d)(2)  prohibits  the  use 
of  functionally  similar  ingredients  to 
replace  an  ingredient  that  is  specifically 
required  by  the  standard.  Therefore,  a 
lowfat  substitute  for  mozzarella  cheese 
that  is  made  with  vegetable  oil  would 
have  to  be  labeled  as  "imitation 
mozzarella  cheese"  if  it  is  nutritionally 
inferior  to  mozzarella  cheese,  or 
"mozzarella  cheese  substitute"  or 
"mozzarella  cheese  alternative"  if  it  is 
not  nutritionally  inferior  to  mozzarella 
cheese  because  it  does  not  comply  with 
the  standard  of  identity  for  mozzarella 
cheese  (§  133.155)  or  with  new  §  130.10. 

40.  One  comment  stated  that  FDA 
should  clearly  indicate  that  any 
applicable  modifier  may  be  used  if  more 
than  one  is  applicable. 

FDA  agrees  that  any  applicable 
nutrient  content  claim,  if  defined  by 
FDA,  may  be  used  if  more  than  one  is 
applicable. 

41.  Two  comments  stated  that  if  the 
name  of  a  standardized  food,  coupled 
with  the  nutrient  content  claim, 
presents  a  contradiction  in  terms  (e.g., 
nonfat  ice  cream),  then  the  use  of  such 
nutrient  content  claim  should  be 
restricted.  One  comment  added  that 
standardized  dairy  products  (e.g.,  ice 
cream)  should  not  be  reformulated  to 
the  extent  that  they  lose  their  "dairy 
product"  identity  (e.g.,  nonfat  ice 
cream).  They  would  become  "nondairy" 
products  and  should  be  named 
accordingly. 

FDA  disagrees  with  these  comments. 
In  the  January  22, 1991.  ANPRM  (56  FR 
2149)  concerning  the  filing  of  several 
petitions  to  amend  the  standards  for  ice 
cream  and  ice  milk  and  to  establish 
standards  for  reduced  fat.  low  bt.  and 
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nonfat  ioe  creams.  FDA  received 
comments  in  response  to  the  ANPRM 
concerning  wheuer  the  use  of  the  terms 
"reduced  fat  ice  cream."  "low  £at  ice 
cream,"  and  "nonfat  ice  cream"  is 
misleading  to  consumers. 

Several  comments  received  in 
response  to  the  ANPRM  maintained  that 
consumers  %viU  recognize  "reduced  fat 
ice  cream."  "low  fat  ice  cream."  and 
"nonfat  ice  cream"  as  products  that, 
while  containing  less  fat  than  ice  cream, 
will  deliver  what  they  have  come  to 
expect  from  that  food.  i.e.,  similar  taste, 
appearance,  mouthfael.  and  nutrition  as 
ice  cream  products.  The  comments  also 
noted  that  the  nutrition  labeling  on  the 
reduced  fat  products  will  provide 
additional  information  on  the  fat 
content  of  the  products  for  comparison 
purposes. 

As  noted  in  these  comments  on  the 
ANPRM,  consimiers  have  had 
experience  for  many  years  with  the  term 
"nonfat"  on  other  dairy  products  (e.g.. 
nonfat  milk  and  nonfat  yogurt).  In 
addition.  FDA  has  issued  a  nimiber  of 
temporary  marketing  permits  and  an 
extension  of  a  temporary  marketing 
permit  for  "nonfat  cottage  cheese,"  a 
mixture  of  dry  curd  cottage  cheese  with 
a  dressing  that  contains  less  than  0.5 
percent  of  milkfat.  and  has  granted 
temporary  marketing  permits  for  "no  fat 
sour  cream."  FDA  believes  that  these 
products  are  dairy  products  even  though 
milkfat  has  been  reduced  or  removed 
because  the  milkfat  is  replaced  with 
skim  milk  or  other  dairy  ingredients. 
Nutrition  labeling  will  also  assist 
consumers  in  making  value 
comparisons  relative  to  the  fat  reduction 
as  well  as  calorie  reductions  in  these 
foods.  Therefore,  FDA  concludes  that 
consumers  will  not  be  confused  or 
misled  by  the  use  of  the  nutrient  content 
claim  "nonfat"  in  conjimction  with  a 
standardized  term  sudi  as  "ice  cream." 

42.  One  comment  disagreed  with  the 
prohibition  on  the  use  of  a  name 
permitted  on  a  food  under  the  new 
generic  standard  of  identity  if  that  food 
complies  with  another  standard.  It 
stated  that  this  prohibition  is  a  barrier 
to  directing  consumers  to  lower  fat 
versions  of  products  with  which  they 
are  familiar.  It  stated  that  if  a  modified 
product  meets  a  traditional  standard 
and  the  general  standard,  food 
producers  should  be  given  the  option  of 
naming  the  food  using  any  of  the  terms 
allowed  under  those  standards. 

FDA  disagrees  that  the  name  of  a 
modified  food  that  meets  the 
requirements  of  another  standard  in 
parts  131  through  169  should  be  either 
name.  The  common  or  usual  name  of  a 
food  that  has  been  defined  by  a  standard 
of  identity  under  section  401  of  the  act 


is  the  name  prescribed  by  the  standard. 
Foods  that  comply  with  any  standard  in 
parts  131  through  169  must  use  that 
standardized  name,  and  this  rulemaking 
is  not  intended  to  amend  existing 
standards  nor  create  duplicative 
standards. 

As  FDA  stated  in  the  proposal  (56  FR 
60512  at  60520),  comparative  labeling  in 
accordance  with  regulations  in  part  101 
may  be  used  to  provide  consumers  with 
useful  information  in  the  selection  of  a 
variety  of  foods. 

/.  Ingredient  Labeling 

In  the  proposal,  FDA  reouested 
comments  on  the  proposed  approadi  to 
ingredient  labeling  in  proposed 
§  130.10(f)  and  on  other  methods  of 
identifyiiag  ingredients  not  provided  for 
by  the  tramtional  standard  of  identity 
(56  FR  60512  at  60520). 

43.  A  niunber  of  comments  objected 
to  the  proposed  labeling  requirements 
that  ingredients  not  in  the  standardized 
food  be  highlighted  with  an  asterid^. 
v^th  a  statement  following  the 
ingredient  statement.  One  conunent 
urged  FDA  not  to  establish  the  specific 
words  that  processors  must  use  to 
convey  information  about  the  amoimt  of 
ingredients  not  in  the  standardized 
food.  Several  comments  stated  that 
consumers  generally  are  not  concerned 
about,  or  even  interested  in.  how  these 
formulations  are  achieved,  and  that  the 
use  of  asterisks  and  label  statements 
may  be  potentially  confusing.  Several 
comments  stated  that  the  proposed 
ingredient  disclosures  would  be 
burdensome  to  manufacturers  and 
would  result  in  label  clutter. 

The  agency  also  received  comments 
strongly  supporting  the  use  of  the 
disclosures  as  meaningful  steps  in  the 
goal  of  consumer  information  and 
understanding,  One  comment  stated 
that  food  companies  need  to  inform  the 
consumer  as  to  whether  adjustments 
have  been  made  to  their  products,  and 
that  the  item  is  no  longer  the  same  as 
the  standardized  food.  It  stated  that  the 
simple  labeling  of  a  product  as  "low  fat" 
is  not  sufficient  because  this  claim  may 
give  the  consumer  the  impression  that 
the  product  is  the  same  as  always,  but 
contains  less  fat.  which  may  or  may  not 
be  true. 

FDA  disagrees  with  the  comments 
that  opposed  the  use  of  asterisks. 
Standards  of  identity  regulations  are 
established  when  such  action  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers,  flie  highlighting 
of  ingredients  that  are  not  part  of  the 
traditional  standard  of  identity,  or  that 
are  added  in  excess  of  what  is  permitted 
by  that  standard,  is  appropriate  to 
ensure  continued  consxuner  confidence 


in  standardized  foods.  FDA  believes  that 
under  sections  201(n)  and  403(d)  of  the 
act,  consumers  are  entitled  to  know  how 
the  new  standardized  food  differs  from 
the  traditional  standardized  food.  In 
some  cases,  consiuners  may  have 
allergies  to  certain  ingredients  that  may 
not  be  normally  encountered  in  the 
standardized  fbod.  Therefore.  FDA  finds 
that  these  ingredients  must  be 
highUghted. 

44.  Many  comments  stated  that  it  is 
important  for  persons  with 
hemochromatosis  to  know  when  ircm  is 
added  to  a  fbodL  They  stated  that  added 
iron  is  often  more  biologically  available 
than  other  forms  of  iron.  Several  of  the 
comments  opposed  the  language  of 
proposed  $  130.10(f)(2)  that  exempts 
added  iron  from  being  identified  with 
an  asterisk  in  the  ingredient  statement 
Any  added  iron  must  be  listed  es  an 
Ingredient  in  the  ingredient  statement 
As  stated  in  the  proposal  (56  FR  60512 
at  60520).  the  consiuner  may  be  misled 
to  believe  that  ingredients  added  to 
restore  nutrients  are  present  in  greater 
amounts  than  needed  to  obtain 
nutritional  equivalency  if  these 
nutrients  are  identified  with  an  asterisk 
in  the  ingredient  statement  Iron  is 
added  to  a  number  of  foods,  not  just 
standardized  foods  including  foods 
under  new  §  130.10.  Most  §  130.10  foods 
to  which  iron  will  need  to  be  added  to 
ensure  that  the  product  is  not 
nutritionally  inferior  are  foods  that  must 
contain  added  iron  under  the  traditional 
standard  of  identity  (e.g.,  enriched 
bread,  rolU.  and  buns  (§  136.115)).  The 
agency  notes  that  nutrition  labeling  will 
inform  consumers  of  any  iron  present  in 
significant  amounts  in  the  food.  Thus. 
FDA  concludes  that  persons  with 
hemochromatosis  will  be  adequately 
informed  of  added  iron  in  any  food,  and 
that  the  use  of  an  asterisk  in  ihe 
ingredient  statement  is  not  necessary  for 
nutrients  added  to  a  §  130.10  food. 

45.  Two  comments  stated  that  FDA 
should  require  that  the  principal  display 
panel  of  the  label  contain  a  referral 
statement  directing  consumers  to  the 
ingredient  statement  to  be  informed  of 
any  nonstandard  ingredients.  One 
comment  recommended  that  this 
statement  should  be  tailored  to  different 
types  of  foods,  based  on  the  ingredients 
that  characterize  the  foods  to 
consumers.  For  example,  the  comment 
noted,  dairy  products  could  be  labeled 
with  the  term  "made  with  nonstandard 
nondairy  ingredients."  In  addition,  the 
comment  stated  that  products  that  meet 
the  nutrient  content  claim  requirements, 
but  are  made  only  from  standard 
ingredients,  could  be  permitted  to  use 
the  term  "pure"  as  part  of  the  common 
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or  usual  name  ("pure  reduced  fet  sour 

cream"). 

The  agency  disagrees  with  these 
comments.  FDA  believes  that  this 
additional  labeling  is  not  necessary 
because  the  ingredients  that  are  not  in 
the  traditional  standardized  food  are 
already  identified  with  an  asterisk  in  the 
ingredient  statement.  FDA  also 
disagrees  with  this  use  of  the  term 
"pure."  The  agency  has  not  defined  the 
term  "pure"  and  believes  that  the  use  of 
the  term  in  the  requested  maimer  could 
cause  consumer  confusion  because  of  its 
ambiguity. 

46.  One  comment  stated  that  if  these  ' 
products  contain  saccharin,  aspartame, 
or  acesulfame  potassium,  they  should 
clearly  state  this  fact  on  the  front  label. 

FDA  notes  that  a  product  is 
misbranded  under  section  403(o)(l)  of 
the  act  if  it  contains  saccharin,  unless, 
its  label  and  labeling  bear  the  following 
statement:  "USE  OF  THIS  PRODUCT 
MAY  BE  HAZARDOUS  TO  YOUR 
HEALTH.  THIS  PRODUCT  CONTAINS 
SACCHARIN  WHICH  HAS  BEEN 
DETERMINED  TO  CAUSE  CANCER  IN 
LABORATORY  ANIMALS."  This 
statement  must  be  located  in  a 
conspicuous  place  on  the  label  and 
labeling,  as  proximate  as  possible  to  the 
name  of  such  food,  and  must  appear  in 
conspicuous  and  legible  type  in  contrast 
by  typography,  layout,  and  color  with 
other  printed  matter  on  such  label  and 
labeling. 

FDA  also  notes  that  §  172.804  (21  CFR 
172.804)  requires  that  the  label  of  any 
food  containing  aspartame  bear,  either 
on  the  principal  display  panel  or  on  the 
information  panel,  the  following 
statement:  "PHENYLKETONURICS: 
CONTAINS  PHENYLALANINE."  The 
statement  must  appear  in  the  labeling 
prominently  and  conspicuously  as 
compared  to  other  words,  statements, 
designs  or  devices  and  in  bold  type  and 
on  clear  contrasting  background  in  order 
to  render  it  likely  to  be  read  and 
understood  by  the  ordinary  individual 
imder  customary  conditions  of  purchase 
and  use.  

The  regulation  in  §  172.800  (21  CFR 
172.800)  concerning  acesulfame 
potassium  requires  no  special  label 
statements.  However,  whenever 
acesulfame  potassium,  aspartame,  or 
saccharin  are  ingredients  in  a  food,  the 
name  of  the  ingredient  must  appear  in 
the  ingredient  declaration  according  to 
part  101. 

The  comment  did  not  provide  any 
basis  for  .requiring  special  label 
statements  concerning  the  addition  of 
these  sweeteners  for  foods  subject  to 
new  §  130.10.  FDA  believes  that  the 
above  requirements  provide  adequate 
notice  of  the  presence  of  these 


ingredients  when  they  are  used. 
Therefore,  FDA  concludes  that  no 
additional  statements  need  be  required 
other  than  those  that  are  required  by  the 
act  and  current  FDA  regulations, 
including  the  use  of  asterisks  and  label 
statements  required  in  new 
§130.10(0(2). 

/.  Label  Format 

47.  Two  comments  suggested  that 
FDA  should  develop  more  simplified 
principal  display  panel  labeling 
requirements  and  consider  a  mandatory 
format  for  comparative  labeling  of 
§  130.10  foods.  The  comment  gave  the 
following  example:  Reduced  Fat 
"Modified"  Cheddar  Cheese;  25  percent 
Less  Fat  than  Cheddar  Cheese;  Side 
panel  provides  nutrition  information, 
per  serving  size  comparisons,  and 
nonstandardized  (*)  incredients. 

FDA  disagrees  with  this  comment. 
The  principal  display  panel  labeling 
requirements  for  use  of  nutrient  content 
claims  are  mandated  by  the  1990 
amendments  and  regulations  in  part  101 
concerning  the  claim.  New  §  130.10(c) 
requires  additional  labeling  on  the 
principal  display  panel  only  when  there 
are  differences  in  performance 
characteristics.  FDA  concludes  that  the 
requirements  that  it  is  adopting  are  the 
minimum  necessary  to  ensure  that  the 
labeling  of  §  130.10  foods  is  informative, 
adequate,  and  not  misleading.  In 
addition,  FDA  believes  that  except  as 
provided  in  new  §  130.10(c),  it  is  not 
necessary  to  mandate  a  particular  format 
for  the  principal  display  panel. 

K.  Existing  Standards  Using  Nutrient 
Content  Claims 

48.  One  comment  expressed  concern 
about  FDA's  tentative  decision  to 
exclude  from  this  rule  standards  of 
identity  that  already  incorporate 
nutrient  content  claims  (e.g.,  lowfat 
milk).  Another  comment  stated  that 
FDA  should  give  serious  consideration 
to  eliminating  the  existing  standards  of 
identity  for  those  foods  that  have  a 
nutrient  content  claim  as  part  of  their 
standardized  names,  in  cases  where  the 
remainder  of  the  name  is  also  a 
standardized  term. 

The  agency  appreciates  the  concerns 
expressed  in  these  comments.  FDA  did 
not  include  existing  standards  in  the 
proposal  to  this  final  rule  because 
Congress  exempted  nutrient  content 
claims  that  are  part  of  the  name  of  a 
food  defined  by  an  existing  standard  of 
identity  even  if  the  use  of  the  term  in 
the  standardized  name  is  not  consistent 
with  the  definition  for  the  term  that 
FDA  adopts  (section  403(r)(5)(C)  of  the 
act).  However,  the  legislative  history 
makes  clear  that  this  exemption  was 


included  in  the  law  because  of  the 
preexisting  standards  of  identity  and  the 
possibility  that  these  standards  would 
conflict  with  the  definitions  adopted 
under  the  new  law.  The  legislative 
history  goes  on  to  state  that  to  the  extent 
that  those  standards  do  provide 
definitions  that  are  different  from  the 
definitions  in  the  regulations  issued  by 
FDA  under  the  1990  amendments,  one 
basic  purpose  of  the  1990  amendments 
will  be  partially  undermined.  Therefore, 
the  legislative  history  points  out  that  the 
Secretary  (and.  by  delegation.  FDA)  has 
the  authority  to  correct  this  problem  by 
amending  the  standards  of  identity  to 
conform  with  the  regulations  issued 
under  section  403(r)  of  the  act  (H.  Rept. 
101-538.  lOlst  Cong..  2d  sess.  22  Qune 
13. 1990)). 

FDA  will  consider  amending  the 
existing  standards  of  identity  that  use 
nutrient  content  claims  in  a  food  name 
to  make  them  consistent  with  the 
definitions  that  the  agency  is  adopting. 
The  agency's  options  include  amending 
standards  of  identity  to  comply  with  the 
nutrient  content  claim  or  deleting  some 
standards  and  allowing  the  use  of  these 
claims  with  standardized  terms  in 
accordance  with  new  §  130.10.  Thus, 
FDA  does  intend  to  consider  taking  the 
actions  suggested  by  these  comments, 
although  it  is  unable  to  do  so  at  this 
time. 

L.  Legal  and  Policy  Analysis 

49.  One  comment  stated  that  the  same 
legal  and  policy  analysis  applies  to 
foods  that  substitute  for  foods 
standardized  by  statute  as  to  foods  that 
substitute  for  foods  standardized  by 
regulation.  It  suggested  that  the 
preamble  to  the  final  rule  adding  new 
§  130.10  state  that  the  same  legal  and 
policy  analysis  applies  to  foods  subject 
to  new  §  130.10  as  to  foods  subject  to 
§101.67. 

FDA  disagrees  with  this  comment. 
Butter,  nonfat  dry  milk,  milk,  and 
oleomargarine  or  margarine  are  foods 
that  have  been  defined  by  statute.  Under 
section  401  of  the  act,  FDA  has  modified 
the  definitions  and  has  established 
standards  of  identity  for  nonfat  dry 
milk,  milk,  and  oleomargarine  or 
margarine.  However,  under  section  401 
of  the  act.  FDA  is  prohibited  from 
establishing  standards  for  butter. 
Therefore,  the  legal  and  policy  analysis 
of  butter  is  different  from  foods 
standardized  by  regulation.  Proposed 
§  101.67  deals  only  with  the  use  of 
nutrient  content  claims  for  butter.  FDA 
can  establish  standards  for  other  foods 
under  section  401  of  the  act.  and  terms 
that  are  standardized  by  regulation  are 
those  that  may  be  used  under  new 
§130.10. 
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in.  Pending  Petitioiu 

As  stated  in  the  proposal  (56  FR 
60513  at  60516),  FDA  has  received 
petitions  from:  (1)  The  Milk  Industry 
Foundation  (Mff)  (Docket  No.  B8P- 
0329).  H.  P.Jlood.  Inc.  (Podcet  No.  89P- 
0105),  and  Crowley  Foods,  Inc.  (Docket 
No.  B9P-0403)  to  establish  a  standard 
for  "light  sour  cream;"  (2)  MIF  (Docket 
No.  88P-0334)  and  H.  P.  Hood.  Inc. 
(Docket  No.  89P-0329)  to  establish  a 
standard  for  "light  eggnog;"  and  (3)  the 
International  Ice  Cream  Association 
(IICA),  the  Public  Voice  for  Food  and 
Health  Policy.  Kraft  General  Foods,  and 
the  Calorie  Control  Council  to  amend 
the  standards  for  "ice  cream"  and  "ice 
milk"  and  to  establish  standards  Cor 
"reduced  fat  ice  cream."  "lowfat  ice 
cream."  and  "nonfat  ice  cream"  (Docket 
No.  88P-0251). 

FDA  has  received  a  number  of 
applications  from  companies  desiring  to 
market  test  "nonfat  cottage  cheese."  The 
agency  has  issued  approximately  22 
temporary  marketing  permits  for  the 
product.  MIF  filed  a  petition,  dated 
November  2. 1991  (Docket  No.  91P- 
0448),  to  establish  a  standard  of  identity 
for  "nonfat  cottage  cheese."  MIF  stated 
in  its  petition  that  establishing  a 
standard  of  identity  for  "nonfat  cottage 
cheese"  would  enhance  public  health, 
satisfy  consumer  demand,  and  promote 
honesty  and  fair  dealing  in  the  interest 
of  consumers. 

All  of  the  petitions  are  requesting  that 
the  agency  establish  standards  for 
modified  versicms  of  traditional 
standardized  foods.  Nutrient  content 
claims  for  the  fat  content  of  foods  are 
defined  in  §  101.62  and  include 
"nonfat"  (§  101.62(b)(1)),  "low  fat" 
(§  101.62(b)(2)),  and  "reduced  fat" 
(S  101.62(b)(4)).  The  term  "U^t"  or 
"lite"  is  defined  in  §  101.56.  New 
§  130.10  establishes  the  requirements  for 
use  of  these  defined  nutrient  content 
claims  with  a  standardized  tenn. 
Therefore,  the  agency  is  responding  to 
the  above  petitions  by  adopting  this 
final  rule.  However,  new  §  130.10  does 
not  encompass  some  portions  of  the 
petitions  to  amend  the  standards  for  ice 
□ream  and  ice  milk.  Therefore,  FDA  is 
responding  to  those  portions  of  the 
petitions  to  amend  the  standards  for  ice 
cream  and  ice  milk  in  a  separate 
proposal  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

50.  One  comment  requested  that  to 
ensure  that  there  is  consistency  in 
nomenclature  regarding  nutrient 
modified  ice  creams,  FDA  should  take 
final  action  on  the  petition  from  the 
IICA  to  establish  specific  standards  for 
modified  ice  creams  and  defer  the 
applicability  of  the  provisions  of  the 


1990  afflendments  to  the  products 
within  the  scope  of  the  IICA  petition 
until  12  months  after.  (1)  The  effective 
date  of  regulations  that  FDA  adopts  in 
response  to  the  QCA  petition,  or  (2)  FDA 
takes  final  action  to  reiect  the  petition, 
whichever  is  applicable. 

The  agency  disagrees  with  the 
comment.  The  standard  of  identity  for 
ice  milk  (§  135.J20)  states  that  its 
milkfat  content  is  more  than  2  percent 
but  not  more  than  7  percent.  The  agency 
realizes  that  some  reduced  fat  ice  cream 
products  may  comply  with  the  standard 
of  identity  for  ice  milk  and  must  be 
labeled  as  "ice  milk."  As  stated  above. 
elsewhere  in  this  issue  of  the  Federal 
Register.  FDA  is  proposing  changes  In 
the  standards  of  identity  for  ice  cream 
and  ice  milk.  The  agency  is  proposing 
to  repeal  the  standard  of  identity  for  ice 
milk.  If  FDA  repeals  the  standard  for  ice 
milk,  manufacturers  would  be  able  to 
label  ice  cream  products  containing 
more  than  2  percent  but  not  more  than 
7  percent  milkfat  according  to  new 
§  130.10. 

Because  FDA  is  taking  action  on  the 
nCA  petition  at  this  time,  it  does  not 
believe  that  deferring  the  applicability 
of  the  provisions  of  new  §  130.10  for  ice 
cream  products  is  necessary. 

IV.  Noncharacterizing  Changes  in 
Standardized  Foods 

51.  One  comment  stated  that  because 
the  use  of  nutrient  content  claims  is 
voluntary,  and  because  the  standardised 
name  alone  is  a  proper  statement  of 
identity  for  a  standardized  food,  the 
suggested  use  and  placement  of  any 
nutrient  content  claim  in  conjuncUoa 
with  the  name  of  a  standardized  food 
that  meets  the  lequirements  of  the 
standard  of  identity  would,  of  course,  be 
optional. 

FDA  agrees  with  this  comment  The 
labeling  for  foods  meeting  a  standard  of 
identity  and  quaUfying  for  the  use  of  a 
nutrimit  content  claim  must  comply 
with  the  respective  standard  of  identity 
in  parts  131  through  169  and  the 
requirements  of  §  101.13  concerning 
nutrient  content  claims.  Because  these 
foods  are  not  modified  foods,  they  do 
not  fall  within  the  scope  of  new 
§  130.10.  Therefore.  FDA  concludes  that 
the  use  of  a  nutrient  content  claim  in 
the  name  of  a  food  complying  with  a 
standard  of  identity  is  not  mandatory. 
For  example,  reduced  cholesterol  liquid 
eggs  may  still  comply  with  the  standard 
for  liquid  e^s  (§  160.115)  although  part 
or  all  of  the  cholesterol  has  been 
removed.  The  nutrient  content  claim 
"reduced  cholesterol"  may  appear  as 
part  of  the  statement  of  identity  in 
conjunction  with  the  standardized 
name,  or  it  may  appear  elsewhere  on  the 


label,  according  to  applicable  sections  of 
part  101,  with  the  statement  of  identity 
consisting  of  the  standa/dizad  name. 

V.  Conclusion 

In  msnoose  to  comments  submitted 
regarding  the  proposal  for  requirements 
for  foods  named  by  use  of  a  nutrient 
content  claim  and  a  standardized  term 
(56  FR  60512),  FDA  has  revised  new 
§  130.10.  The  following  summarizes  the 
changes  being  made  to  new  %  130.10  by 
this  final  rule: 

FDA  has  revised  the  tide  of  the 
regulation  to  delete  the  term 
"substitute"  because  new  §  130.10 
applies  only  to  a  certain  category  of 
substitute  foods  and  not  all  types  of 
substitute  foods  as  defined  under 
§  101.3(6)(4)  and  §  101.13(d). 

FDA  has  revised  new  §  130.10(a)  to 
more  clearly  establish  the  scope  of  the 
regulation  by  adding  that  §  130.10  foods 
use  the  name  of  the  traditional 
Standardized  food  in  their  statement  of 
identity  but  do  not  comply  ^»ith  the 
traditional  standard. 

The  agency  has  revised  new 
§  130.10(a)  to  state  that  the  deviation 
from  the  standard  of  identity  "is 
described  by  an  expressed  nutrient 
content  claim  that  has  been  defined  by 
FDA  regulation." 

FDA  has  revised  the  last  sentence  of 
new  §  130.10(a)  to  read:  "The  food  ^all 
comply  with  the  relevant  standard  in  all 
other  respects  except  as  provided  in 
paragraphs  (b>.  (c).  and  (d)  of  this 
section." 

FDA  has  added  a  new  sentence  to 
new  §  130.10(c)  at  the  beginning  of  the 
paragraph  to  state:  "Deviations  from 
noningredient  provisions  of  the 
standard  of  identity  (e.g..  moisture 
content,  food  solids  content 
requirements,  processing  conditions)  are 
permitted  in  order  that  the  substitute 
food  possesses  performance 
characteristics  similar  to  those  of  the 
standardized  food."  In  addition.  FDA 
has  included  in  new  §  130.10(c)  a 
requirement  that  deviations  from 
ingredient  and  noningredient  provisions 
of  the  standard  must  be  the  minimum 
necessary  to  achieve  this  effect  or  the 
food  will  be  deemed  to  be  adulterated 
under  section  402(b)  of  the  act. 

The  agency  has  added  a  statement  to 
new  §  130.10(c)  to  require  that  the 
modified  product  must  perform  at  least 
one  of  the  principal  functions  of  the 
standardized  product  substantially  as 
well  as  the  standardized  product. 

The  agency  has  also  revised  new 
S  130.10(c)  by  limiting  the  labeling 
requirement  to  changes  that  materially 
affect  the  use  of  the  product. 

Finally,  FDA  has  revised  new 
§  130.10(c)  to  require  that  the  mandated 
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label  statement  concerning  any 
differences  in  performance 
characteristics  fte  in  accordance  with 
the  requirements  of  §  101.13(d). 

The  agency  has  revised  new 
§  130.10(d)(1)  to  include  the  use  of  safe 
and  suitable  ingredients  to  improve 
appearance  and  to  add  sweetness. 

FDA  has  added  new  §  130.10(d)(4)  to 
state  that  an  ingredient  speciHcally 
required  by  the  standard  as  defined  in 
parts  131  through  169  must  be  present 
in  a  significant  amount.  A  significant 
amount  of  an  ingredient  is  at  least  that 
amount  that  is  required  to  achieve  the 
technical  effect  provided  by  that 
inwedient  in  the  modified  food. 

The  agency  has  added  new 
§  130.10(d)(5)  to  provide  for  the  use  of 
water  and  safe  and  suitable  fat  analogs 
in  accordance  with  new  §  130.10(c), 
(d)(1).  and  (d)(2)  in  modified  foods  to 
replace  fat  and  calories. 

FDA  has  revised  new  §  130.10(e)  to 
state  that  the  name  of  the  substitute  food 
"is  the  appropriate  expressed  nutrient 
content  claim  and  the  applicable 
standardized  term." 

VI.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  reproposed  rule  for 
mandatory  nutrition  labeling  (56  FR 
60366,  November  27, 1991)  and  the 
proposed  rule  for  nutrient  claims  (56  FR 
60421.  November  27, 1991),  the  agency 
determined  that  under  21  CFR 
25.24(a)(8)  and  (11),  these  actions  are  of 
a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

Several  comments  on  the  proposed 
rule  suggested  that  there  would  be 
significant  adverse  environmental 
effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 


FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  comments  did  not:  (1) 
provide  details  on  how  these  estimates 
were  derived,  (2)  identify  what  portion 
of  the  estimated  amounts  are 
attributable  to  these  two  actions,  or  (3) 
describe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste.  In  its  November 
27, 1991.  reproposed  rule  for  mandatory 
nutrition  labeling  and  proposed  rule  for 
nutrient  content  claims,  the  agency 
proposed  that  the  final  rules  for  these 
actions  would  become  effective  6 
months  following  their  publication  in 
the  Federal  Register. 

However,  the  agency  has  decided  to 
allow  additional  time  for  companies  to 
use  up  their  old  labels.  Thus,  the  final 
rule  will  not  be  effective  until  May  8, 
1994.  FDA  believes  there  will  thus  be 
ample  time  for  food  companies  to  use 
up  most  of  the  existing  labeling  and 

[>ackaging  stocks  and  to  incorporate 
abeling  language  that  complies  with 
FDA's  regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 

VII.  Economic  Impact 

In  its  November  27, 1991,  food 
labeling  proposals  (56  FR  60366),  FDA 
stated  that  the  food  labeling  reform 
initiative,  taken  as  a  whole,  would  have 
associated  costs  in  excess  of  the  $100 
million  threshold  that  defines  a  major 
rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  along 
with  the  food  labeling  proposals,  and 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 


Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville.  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  availfible  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

List  of  Subjects  in  21  CFR  Part  130 

Food  additives,  Food  grades  and 
standards. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  130  is 
amended  as  follows: 

PART  130— FOOD  STANDARDS: 
GENERAL 

1.  The  authority  citation  for  21  CFR 
part  130  continues  to  read  as  follows: 

Authority:  Sees.  201.  306.  401.  403.  701  of 
the  Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  321.  336.  341.  343.  371). 

2.  Section  130.10  is  added  to  subpart 
A  to  read  as  follows: 

§  130.10    Requirements  for  foods  named  by 
use  of  a  nutrient  content  claim  and  a 
standardized  term. 

(a)  Description.  The  foods  prescribed 
by  this  general  definition  and  standard 
of  identity  are  those  foods  that 
substitute  (see  §101. 13(d)  of  this 
chapter)  for  a  standardized  food  defined 
in  parts  131  through  169  of  this  chapter 
and  that  use  the  name  of  that 
standardized  food  in  their  statement  of 
identity  but  that  do  not  comply  with  the 
standard  of  identity  because  of  a 
deviation  that  is  described  by  an 
expressed  nutrient  content  claim  that 
has  been  defined  by  FDA  regulation. 
The  nutrient  content  claim  shall  comply 
with  the  requirements  of  §  101.13  of  this 
chapter  and  with  the  requirements  of 
the  regulations  in  part  101  of  this 
chapter  that  define  the  particular 
nutrient  content  claim  that  is  used.  The 
food  shall  comply  with  the  relevant 
standard  in  all  other  respects  except  as 
provided  in  paragraphs  (b),  (c),  and  (d) 
of  this  section. 

(b)  Nutrient  addition.  Nutrients  shall 
be  added  to  the  food  to  restore  nutrient 
levels  so  that  the  product  is  not , 
nutritionally  inferior,  as  defined  in 
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§  101.3(e)(4)  of  this  chapter,  to  the 
standardized  food  as  defined  in  parts 
131  through  169  of  this  chapter.  The 
afldition  of  nutrients  shall  be  reflected 
in  the  ingredient  statement. 

(c)  Performance  characteristics. 
Deviations  from  noningredient 
provisions  of  the  standard  of  identity 
(e.g..  moisture  content,  food  solids 
content  requirements,  or  processing 
conditions)  are  permitted  in  order  that 
the  substitute  food  possesses 
performance  characteristics  similar  to 
those  of  the  standardized  food. 
Deviations  from  ingredient  and 
noningredient  provisions  of  the 
standard  must  be  the  minimum 
necessary  to  qualify  for  the  nutrient 
content  claim  while  maintaining  similar 
performance  characteristics  as  the 
standardized  food,  or  the  food  will  be 
deemed  to  be  adulterated  luider  section 
402(b)  of  the  act.  The  performance 
characteristics  (e.g.,  physical  properties, 
flavor  characteristics,  fixnctional 
properties,  shelf  Ufe)  of  the  food  shall  be 
similar  to  those  of  the  standardized  food 
as  produced  under  parts  131  through 
169  of  this  chapter,  except  that  if  there 
is  a  significant  diflerence  in 
performance  characteristics  that 
materially  limits  the  uses  of  the  food 
compared  to  the  uses  of  the 
standardized  food,  the  label  shall 
include  a  statement  informing  the 
consumer  of  such  difference  (e.g.,  if 
appropriate,  "not  recommended  for 
cooking").  Such  statement  shall  comply 
with  the  requirements  of  §  101.13(d)  of 
this  chapter.  The  modified  product  shall 
perform  at  least  one  of  the  principal 
functions  of  the  standardized  product 
substantially  as  well  as  the  standardized 
product. 


(d)  Other  ingredients.  (1)  Ingredients 
used  in  the  product  shall  be  those 
ingredients  provided  for  by  the  standard 
as  defined  in  parts  131  through  169  of 
this  chapter  and  in  paragraph  (b)  of  this 
section,  except  that  safe  and  suitable 
ingredients  may  be  used  to  improve 
texture,  add  flavor,  prevent  syneresis, 
extend  shelf  life,  improve  appearance, 
or  add  sweetness  so  that  the  product  is 
not  inferior  in  performance 
characteristics  to  the  standardized  food 
defined  in  parts  131  through  169  of  this 
chapter. 

(2)  An  ingredient  or  component  of  an 
ingredient  that  is  specifically  required 
by  the  standard  (i.e.,  a  mandatory 
ingredient)  as  defined  in  parts  131 
through  169  of  this  chapter,  shall  not  be 
replaced  or  exchanged  with  a  similar 
ingredient  from  another  source  unless 
the  standard,  as  defined  in  parts  131 
through  169  of  this  chapter,  provides  for 
the  addition  of  such  ingredient  (e.g.. 
vegetable  oil  shall  not  replace  milkfat  in 
light  sour  cream). 

(3)  An  ingredient  or  component  of  an 
ingredient  that  is  specifically  prohibited 
by  the  standard  as  defined  in  parts  131 
through  169  of  this  chapter,  shall  not  be 
added  to  a  substitute  food  under  this 
section. 

(4)  An  ingredient  that  is  specifically 
required  by  the  standard  as  defined  in 
parts  131  through  169  of  this  chapter, 
shall  be  present  in  the  product  in  a 
significant  amount.  A  significant 
amount  of  an  ingredient  or  component 
of  an  ingredient  is  at  least  that  amount 
that  is  required  to  achieve  the  technical 
effect  of  that  ingredient  in  the  food. 

(5)  Water  and  fat  analogs  may  be 
added  to  replace  fat  and  calories  in 


accordance  with  §  130.10(c),  (d)(1),  and 
(d)(2). 

(e)  Nomenclature.  The  name  of  a 
substitute  food  that  complies  with  all 
parts  of  this  regulation  is  the 
appropriate  expressed  nutrient  content 
claim  and  the  applicable  standardized 
term. 

(f)  Label  declaration.  (1)  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  part  101  of  this 
chapter  and  part  130. 

(2)  Ingredients  not  provided  for,  and 
ingredients  used  in  excess  of  those 
levels  provided  for.  by  the  stairtiard  as 
defined  in  parts  131  through  169  of  this 
chapter,  shall  be  identified  as  such  with 
an  asterisk  in  the  ingredient  statement, 
except  that  ingredients  added  to  restore 
nutrients  to  the  product  as  required  in 
paragraph  (b)  of  this  section  shall  not  be 
identified  with  an  asterisk.  The 
statement  "•Ingredient(s)  not  in  regular 

"(fill  in 

name  of  the  traditional  standardized 
food)  or  "•Ingredient(s)  in  excess  of 
amount  permitted  in  regular 

"  (fill  in 

name  of  the  traditional  standardized 
food)  or  both  as  appropriate  shall 
immediately  follow  the  ingredient 
statement  in  the  same  type  size. 

Dated:  October  27. 1992. 
David  A.  Kessler, 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan. 

Secretary  of  Health  and  Human  Senrices. 
|FR  Doc.  92-31506  Filed  12-2&-92.  8:45  am) 
BILUNG  CODE  41M-01-F 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Admlnlatratlon 

21  CFR  Part  101 

[Oociwt  No.  91N-0344] 

RiN0905-AO0S 

Food  Labeling:  Uaa  of  Nutrient  Content 
Claima  for  Butter 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

action:  Final  rule. 

SUMMARY;  The  Food  and  Drug 
Administration  (FDA)  is  adopting  a 
regulation  that  will  permit  nutrient 
content  claims  that  are  deBned  by 
regulation  in  21  CFR  part  101  to  be 
made  for  butter.  This  action  is  in 
response  to  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments). 

EFFECTIVE  DATE:  May  8. 1994. 
FOR  FURTHER  MFOfflATION  CONTACT: 
Shellee  A.  Davis,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-158).  Food 
and  Drug  Administration,  200  C  St.  SW.. 
Washington.  DC  20204,  202-205-5112. 

SUPPLEMENTARY  MFORMATION: 
L  Background 

In  response  to  the  1990  amendments 
(Pub.  L  101-535)  and  to  a  citizen 
petition  submitted  by  Johanna  Farms. 
Inc.,  Flemington,  NJ  08822,  (Docket  No. 
90P-0141),  FDA  published  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60523),  a  proposal  to  adopt 
§  101.67,  which  would  permit  nutrient 
content  claims  that  are  defined  by 
regulation  in  part  101  (21  CFR  part  101) 
to  be  made  for  butter.  Interested  persons 
were  given  until  February  25, 1992.  to 
comment  on  this  proposed  regulation. 

FDA  received  approximately  70 
responses  on  the  proposal,  each  of 
which  contained  one  or  more 
comments,  from  trade  and  retail 
associations,  government  organizations, 
manufacturers,  consumers,  retailers, 
consumer  groups.  State  groups,  private 
organizations,  professional  societies, 
and  universities.  The  comments 
generally  supported  the  proposal. 
Several  comments  addressed  issues 
outside  the  scope  of  the  proposal  (e.g., 
serving  size  and  nutrient  content  claims 
definitions)  and  will  not  be  discussed 
here.  A  number  of  comments  suggested 
modification  and  revision  in  various 
provisions  of  the  proposal.  A  summary 
of  the  suggested  changes  and  the 
agency's  responses  follow. 


n.  Um  of  Nutrient  Content  Ciaima  for 
Batter  Under  the  1990  Amendments 

A.  The  Proposed  Approach 

FDA  requested  comments  on  its 
proposed  approach  to  permit  nutrient 
content  claims  to  be  made  for  butter  (56  ■ 
FR  60523  at  60525). 

1.  Two  comments  stated  that  FDA  had 
the  authority  to  promulgate  §  101.67 
independent  of  Uie  1990  amendments. 
One  of  the  comments  said  that  a  better 
approach  would  have  been  under  the 
general  provisions  of  proposed  §  130.10 
or  through  a  standard  of  identity.  It 
stated  that  a  food  that  does  not  meet  the 
statutory  standard  for  butter  is  not 
butter,  and  that  accordingly,  a  product 
with  less  milkfat  simulating  blitter 
would  need  to  be  labeled  "imitation"  in 
the  absence  of  some  other  governing 
agency  mechanism,  such  as  a  standard 
of  identity  for  "light  butter."  The 
comment  maintained  that  singe  "light" 
would  be  part  of  the  name,  the  product 
would  not  be  butter  because  the 
definition  would  be  different.  Yhe 
product  would  not  be  nutritionally 
inferior,  the  comment  continued, 
because  it  would  be  required  to  provide 
the  same  nutrients  as  butter  (except  for 
less  fat),  and  it  would  not  be  deceptive 
because  properly  informative  labeling 
would  be  required  and  monitaied  by  the 
agency. 

The  agency  disagrees  with  the 
comments.  As  explained  in  the  proposal 
(56  FR  60523  at  60524),  the  agency  does 
not  have  the  authority  to  establish  a 
definition  and  standard  of  identity  for 
"lieht  butter."  Section  401  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C  341)  states  that  no 
definition  and  standard  of  identity  can 
be  established  for  butter.  Moreover,  FDA 
has  historically  taken  the  position  that 
a  product  using  the  term  "butter"  must 
comply  with  the  statutory  definition  of 
butter,  or  its  labeling  would  be  false, 
and  it  would  be  misbranded  under 
section  403(a)(1)  of  the  act  (21  U:S.C 
343(a)(1))  (see  56  FR  60523  at  60524).  In 
addition,  a  food  sold  under  the  name 
"butter"  that  does  not  comply  with  the 
statutory  standard  for  butter  also  is  in 
violation  of  section  403(b)  of  the  act  in 
that  it  is  sold  under  the  name  of  another 
food. 

As  discussed  in  the  proposed  rule, 
FDA  sought  an  interpretation  that  gave 
effect  both  to  section  3(b)(l)(A){viii)  of 
the  1990  amendments  (21  U.S.C.  343 
note),  which  stated  that  FDA  could 
establish  a  regulation  that  would  permit 
a  nutrient  content  claim,  such  as 
"light."  to  be  made  for  butter,  and  to 
section  401  of  the  act.  FDA  believes  that 
it  achieved  this  goal  in  proposed 
S  101.67.  These  comments,  since  they 


rely  on  section  401  of  the  act.  have  not 
provided  any  basis  to  conclude  to  the 
contrary. 

2.  A  number  of  comments  opposed 
providing  for  the  use  of  nutrient  content 
claims  for  butter.  Several  comments 
recommended  that  the  term  "butter"  be 
used  only  if  the  product  complies  with 
the  statutory  standard  for  butter,  and 
that  other  names  such  as  "dairy  spread" 
be  used  for  other  butter  products.  Some 
comments  stated  that  if  a  product  is 
good  it  will  develop  its  own  distinctive 
name. 

The  agency  understands  the  concerns 
expressed  by  these  coinments.  However, 
the  1990  amendments  and  their 
legislative  history  make  clear  that 
Congress  fully  intended  that  a  claim 
described  in  section  403(r)(l)(A)  of  the 
act  (such  as  "light")  be  permitted  to  be 
made  for  butter  (H.  Rept.  101-538. 101st 
Cong..  2d  sess.  22-23  Qune  13, 1990)). 
Given  this  fact,  there  is  no  basis  to 
require  the  use  of  terras  such  as  "dairy 
spread"  in  the  common  or  usual  names 
of  these  products.  Accordingly,  FDA  is 
allowing,  as  proposed,  nutrient  content 
claims  to  be  made  for  butter. 

B.  The  Nutrient  Content  Claim 

3.  Several  comments  expressed 
concern  about  consumers  oeing  able  to 
identify  butter  products  on  the  store 
shelf.  The  comments  were  concerned 
that  nutrient  content  claims  could 
mislead  and  confuse  consumers  even  if 
they  are  defined. 

The  agency  appreciates  the  concerns 
expressed  by  the  comments.  In  response 
to  the  requirements  of  the  1990 
amendments,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  in  a 
document  entitled  "Food  Labeling: 
Nutrient  Content  Claims,  General 
Principles,  Petitions,  Definitions  of 
Terms"  (hereinafter  referred  to  as  the 
nutrient  content  claims  final  rule),  FDA 
is  establishing  in  part  101  definitions  for 
nutrient  content  claims  together  with 
general  principles  governing  their  use. 
FDA  has  carefully  considered  each 
nutrient  content  claim  to  ensure  that 
these  definitions  will  be  meaningful  to 
consumers.  Each  of  the  definitions  for 
the  nutrient  content  claims  also 
prescribes  specific  labeling  that  must 
accompany  the  claim.  The  agency 
believes  that  as  consumers  learn  what  a 
claim  means,  they  will  be  able  to 
understand  that  a  product  such  as  "light 
butter"  is  reduced  a  certain  amount  in 
fat.  Thus,  the  use  of  nutrient  content 
claims  for  butter  products  in  accordance 
with  new  §  101.67  will  not  mislead  or 
confuse  consumers  but  will  assist  them 
in  maintaining  healthy  dietary  practices. 

New  §  101.67  only  provides  for  the 
use  for  butter  of  nutrient  content  claims 
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that  have  been  defined  by  FDA.  Any 
product  labeled  as  "butter"  that  does 
not  come  within  the  provisions  of  new 
§  101.67  will  need  to  comply  with  the 
statutory  standard  for  butter,  or  its 
labeling  will  be  felse,  and  it  will  be 
misbranded  under  the  act. 

FDA  notes,  however,  that  there  are 
two  potential  problems  that  proposed 
§  101.67  failed  to  address  that  could 
cause  confusion  among  consumers.  In 
the  proposal,  FDA  did  not  require  that 
the  nutrient  content  claim  be  included 
as  part  of  the  statement  of  identity  of  the 
butter  product.  Consequently,  a  claim 
could  be  made  for  the  butter  product  in 
an  inconspicuous  location  on  the  label, 
and  consumers  could  be  misled  about 
the  identity  of  the  product  that  does  not 
comply  with  the  statutory  standard  for 
butter  (section  201a  of  the  act  (21  U.S.C. 

321a)). 

In  addition,  FDA  did  not  distinguish 
between  express  and  implied  claims  in 
the  proposal.  Yet  section  403(r)(l)(A)  of 
the  act  applies  to  both  types  of  nutrient 
content  claims. 

Therefore,  to  rectify  this  potential 
confusion.  FDA  is  adding  §  101.67(a)(4) 
to  make  clear  that  while  nutrient 
content  claims  may  be  made  anywhere 
on  the  label,  if  the  product  would 
violate  section  201a  of  the  act  but  for  the 
nutrient  content  claim  that  characterizes 
the  level  of  nutrients,  that  claim  must  be 
included  as  part  of  the  common  or  usual 
name  of  the  product.  This  provision  will 
ensure  that  consumers  are  not  misled 
about  the  identity  of  the  product. 

New  §  101.67(a)(4)  also  provides  that 
if  the  name  of  the  butter  product  is 
necessary  to  distinguish  it  from  butter, 
the  claim  must  be  an  express  claim  as 
defined  in  new  §  101.13(b)(1).  If  the 
claim  is  not  express,  consumers  will  not 
understand  how  the  new  modified  food 
differs  from  the  traditional  food.  Thus, 
only  expressed  nutrient  content  claims 
may  be  used  in  the  name  of  the  food 
under  new  §  101.67.  While  implied 
claims  may  be  used  as  provided  in  new 
§  101.13(b)(2),  they  may  not  be  used  in 
conjunction  with  the  name  of  the  butter 
product  because  they  would  not  be 
adequately  informative  to  consumers. 

4.  One  comment  stated  that  FDA 
should  decide  on  a  more  appropriate 
name  than  "light  butter,"  such  as  "light 
butter  product." 

The  agency  does  not  believe  the 
suggested  additional  term  (i.e., 
"product")  is  necessary.  If  a  butter 
product  does  not  comply  with  the 
statutory  standard  for  butter  or  the 
requirements  of  new  §  101.67  set  forth 
Below.  FDA  requires  that  it  be  labeled 
either  as  an  imitation  food  if  it  is 
nutritionally  inferior  to  butter 
(§  101.3(e)(1)),  or  as  a  substitute  or 


alternative  food  if  it  is  not  nutritionally 
inferior  to  the  food  for  which  it 
substitutes,  with  an  appropriately 
descriptive  common  or  usual  name  that 
is  not  false  and  misleading,  as  provided 
for  in  S  102.5  (21  CFR  102.5).  or.  in  the 
absence  of  an  existing  common  or  usual 
name,  an  appropriately  descriptive  term 
that  is  not  false  and  misleading 
(§  101.3(eK2)  (21  CFR  101.3(e)(2))).  As 
explained  above  in  comment  2  of  this 
document,  the  legislative  history  of  the 
1990  amendments  makes  clear  that 
Congress  fully  intended  that  a  claim 
described  in  section  403(r)(l)(A)  of  the 
act  (such  as  "light")  be  permitted  to  be 
made  for  butter  (H.  Kept.  101-538, 
supra.  22-23).  Given  this  fact,  there  is 
no  basis  to  require  the  use  of  additional 
terms  such  as  "product"  in  the  common 
or  usual  names  of  these  foods.  The  use 
of  a  nutrient  content  claim  that  is 
permitted  by  regulation  with  the  term 
"butter"  in  the  statement  of  identity  will 
provide  a  clear  indication  to  consumers 
that  the  food  is  different  from  traditional 
butter  and  will  describe  the  nature  of 
the  modification.  In  addition,  the  label 
must  comply  with  all  the  requirements 
for  the  use  of  the  nutrient  content  claim. 
Accordingly,  the  agency  is  not  making 
the  suggested  modification  to  new 
§101.67. 

5.  A  number  of  comments  suggested 
that  FDA  should  develop  unique 
nutrient  content  claims  for  butter 
because  the  proposed  nutrient  content 
claim  requirements  for  fat  in  proposed 
§  101.62  are  not  appropriate  or  realistic 
for  butter  products.  Two  comments 
added  that  the  use  of  unique  nutrient 
claims  for  butter  is  consistent  with  the 
directive  in  the  President's  Executive 
Order  12630  that  regulations  harness  the 
mechanisms  of  the  market  (e.g., 
competition  in  percentage  reductions)  to 
accomplish  the  agency's  goal.  One 
comment  stated  that  it  had  test 
marketed  a  50-percent  reduced  fat  butter 
for  over  a  year,  but  that  the  product 
failed  to  meet  consumers'  expectations, 
principally  in  physical  performance 
characteristics.  Another  comment 
suggested  that  a  reduced  fat  butter 
containing  one-third  less  fat  than  butter 
is  a  product  that  will  significantly 
reduce  fat  consumption  while  having  all 
the  characteristics  of  full-fat  butter.  The 
comments  urged  FDA  to  adopt  simple 
definitions  for  nutrient  content  claims 
that  will  allow  the  industry  to  make 
dairy  products  with  less  fat  and 
cholesterol  available  to  consumers.  One 
comment  noted  that  a  number  of  states 
have  established  regulations  for  light 
butter  that  differ  from  FDA's  proposal. 
The  comment  urged  FDA  to  use  the 
knowledge  and  information  obtained  by 


these  states  in  their  respective  hearing 
processes  to  modify  FDA's  proposed 
regulations  to  redefine  the  term  "li^t" 
as  used  with  butter  products. 

FDA  notes  that  because  no  uniform 
set  of  definitions  has  existed  for  many 
nutrient  content  claims,  these  claims 
have  been  used  in  an  inconsistent 
manner,  which  has  resulted  in 
consumers  being  confused  and  misled. 
The  legislative  history  of  the  1990 
amendments  makes  clear  that  Congress 
was  aware  that  many  food  labels  bear 
terms  such  as  "light"  when  a  product 
may  not  be  as  "Ught"  as  the  label 
indicated,  or  the  product  was  "light"  in 
different  ways  (e.g.,  calories  or  sodium). 
The  purpose  of  the  1990  amendments  ' 
was  to  correct  this  deceptive  and 
misleading  state  of  affairs  by  requiring 
that  terms  such  as  "light"  have  a  single 
meaning  (136  Congressional  Record 
H5844,  July  30, 1990). 

The  agency  recognizes  that  because 
butter  is  at  least  80  percent  milkfat.  a 
significant  reduction  in  milkfat 
produces  a  significant  change  in  the 
product.  In  the  nutrient  content  claims 
final  rule,  FDA  is  redefining  "reduced" 
and  "less"  to  be  a  reduction  of  25 
percent  or  more.  Thus,  many  butter 
products  will  be  able  to  meet  these 
requirements  and  make  a  nutrient 
content  claim.  Also,  there  is  evidence 
that  some  manufacturers  will  be  able  to 
meet  the  50-percent  reduction  to  qualify 
for  use  of  the  term  "light."  Thus,  FDA 
sees  no  reason  to  create  a  special  set  of 
definitions  for  butter  products  under 
new  §101.67. 

FDA  recognizes  that  some  states  and 
foreign  governments  have  developed 
their  own  definitions  for  nutrient 
content  claims  for  butter.  However,  FDA 
concludes  that  use  of  nutrient  content 
claims  in  an  inconsistent  manner  would 
be  confusing  to  consumers,  and,  thus, 
the  agency  is  not  considering  the  use  of 
any  unique  nutrient  content  claims  for 
butter. 

C.  Minimum  Milkfat  Level 

In  the  House  report  on  the  1990 
amendments,  FDA  is  directed  to 
consider  arguments  concerning  the 
appropriate  characteristics  of  butter.  In 
a  footnote,  the  report  states: 

The  Committee  is  aware  that  the  dairy 
industry  takes  the  position  that  products 
containing  less  than  approximately  50 
percent  milkfat  lose  some  of  the     ■ 
characteristics  of  butter.  In  connection  with 
the  promulgation  of  the  regulations, 
representatives  of  dairy  interests  and  health 
experts  will  have  the  opportunity  to  present 
their  views  on  the  issue  to  the  Secretary. 
(H.  Rept.  101-538,  supra,  23,  n.3.) 

In  the  proposal,  FDA  requested 
comments  on  whether  its  tentative 
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decision  not  to  include  a  minimum 
milk&t  level  in  proposed  §  101.67  was 
appropriate  (56  FR  60523  at  60526). 

6.  A  number  of  comments  concurred 
with  the  agency's  tentative  decision. 
Comments  stated  that  there  is  no  need 
to  stipulate  minimum  levels.  The 
comments  also  stated  that  not  requiring 
a  minimum  milkfat  level  for  butter 
products  would  leave  room  for  advances 
in  food  processing  technology  that 
could  lead  to  products  with  lower  levels 
of  milkfat  and  greater  health  benefits 
while  still  maintaining  the 
characteristics  of  standardized  butter. 
Another  comment  concurred  as  long  as 
the  product  bearing  the  term  "butter"  is 
describable  as  a  form  of  butter,  because 
of  the  fact  that  its  similarities  to  butter 
nutritionally,  organoleptically. 
functionally,  and  in  other  ways  would 
clearly  outweigh  its  dissimiluities  to 
butter. 

One  comment  stated  that  FDA  should 
set  a  minimum  butterfat  level,  below 
which  the  product  is  no  longer  a  butter 
product.  However,  the  comment  did  not 
recommend  a  minimum  level. 

FDA  agrees  with  the  comments 
suggesting  that  a  minimum  milkfat  level 
is  not  necessary.  A  product  remains  a 
butter  product  as  long  as  the  major 
ingredients  used  in  manufacturing  it  are 
cream,  milk,  or  constituents  of  milk  and 
cream  and  as  long  as  it  can  be  used  like 
butter.  In  addition,  the  butter  product 
must  comply  with  all  the  requirements 
of  new  §  101.67  for  the  use  of  nutrient 
content  claims  for  butter  products.  For 
example,  the  milkfot  content  of  butter 
contributes  some  of  the  basic 
characteristics  of  the  food.  New 
§  101.67(b)  provides  that  the 
performance  characteristics  must  be 
similar  to  those  of  butter,  or  the 
differences  must  be  stated  on  the 
princip>al  display  panel. 

The  agency  notes  that  Canadian 
regulations  do  not  stipulate  a  minimum 
milkfat  level  for  "calorie  reduced 
butter." 

Therefore,  for  the  above  reasons,  the 
agency  concludes  that  there  is  no  need 
to  specify  a  minimum  milkfat  level  for 
butter  products.  The  absence  of  a 
minimum  level  will  permit 
technological  advances  that  will  provide 
consumers  with  butter  products  that 
have  even  greater  reductions  in  fat  and 
calories. 

D.  Ingredients 

FDA  requested  comments  on  the  use 
of  safe  and  suitable  nondairy 
ingredients  to  improve  texture,  prevent 
syneresis,  add  flavor,  or  extend  shelf 
hfe.  FDA  also  requested  comments 
concerning  the  addition  of  water  as  well 
as  skim  milk,  whey,  or  milk  to  replace 


milkfat  as  an  ingredient  in  substitute 
butter  products.  FDA  stated  in  the 
proposal  that  if  the  comments  supported 
the  use  of  safe  and  suitable  nondairy 
ingredients  and  provided  a  substantial 
basis  for  their  use,  FDA  might  provide 
for  the  use  of  these  ingredients  in  the 
final  rule  (56  FR  60523  at  60526). 

(1)  Safe  and  Suitable  Nondairy 
Ingredients 

7.  A  number  of  comments  stated  that 
the  use  of  nondairy  ingredients  should 
not  be  permitted.  Several  comments 
argued  that  if  manufacturers  are  adding 
anything  that  makes  the  food  something 
other  than  butter,  it  should  be  labeled  as 
"margarine,"  "spread,"  or  "margarine." 
One  comment  stated  that  use  of 
nondairy  ingredients  in  a  butter  product 
would  mislead  consumers  because 
consumers  expect  "butter"  to  be  a  dairy 
product.  It  added  that  use  of  such 
ingredients  would  erode  the  goodwill 
associated  with  the  term  "butter."  The 
comment  stated  that  the  fact  that  current 
reduced  fat  butter  products  made 
without  nondairy  ingredients  are  not 
satisfactory  for  some  cooking 
applications  is  not  a  reason  to  permit 
the  use  of  such  ingredients  in  products 
whose  statement  of  identity  includes  the 
term  "butter."  It  stated  that  consumers 
who  want  reduced  fat,  reduced  calorie 
products  for  use  in  cooking  can  turn  to 
products  properly  labeled  as  margarines 
and  spreads. 

Another  comment  stated  that 
consumers  purchasing  and  using  a 
butter  product  expect  it  to  be  a  100 
percent  dairy  product  and  thus  made 
from  the  in^edients  and  constituents  of 
the  ingredients  Usted  in  section  201a  of 
the  act  for  standardized  butter.  It  added 
that  use  of  additional  safe  and  suitable 
ingredients  is  not  necessary  for  butter 
products.  It  stated  that  the  only 
exception  should  be  the  permitted 
addition  of  nutrients  to  prevent 
nutritional  inferiority  and  the  permitted 
use  of  safe  and  suitable  bacterial 
cultures  as  proposed  in  the  regulation. 

A  number  otother  comments  urged 
FDA  to  allow  the  use  of  safe  and 
suitable  nondairy  ingredients  to 
improve  texture,  prevent  syneresis,  add 
flavor,  or  extend  the  shelf  life  of  the 
product.  One  comment  stated  that  FDA 
should  permit  the  addition  of  safe  and 
suitable  nondairy  ingredients  that  are 
not  fat  ingredients  for  such  purposes. 
Another  comment  urged  FDA  to  allow  ^• 
the  use  of  safe  and  suitable  ingredients 
without  the  restriction  that  they  must  be 
used  to  maintain  the  traditional  food\ 
performance  characteristics  as  long  as 
the  use  is  in  keeping  with  current  goo^ 
manufacturing  practices.  The  comment 
stated  that  the  potential  need  to  use  safe 


and  suitable  ingredients  for  processing, 
as  well  as  performance,  purposes  is 
most  apparent  for  reformulated  butter 
products  because  butter  is  a  high  fat 
food,  and  fat  affects  processing 
characteristics  as  well  as  final 
performance  characteristics.  Several 
comments  argued  that  providing  for  the 
use  of  safe  and  suitable  ingredients 
would  allow  the  development  of 
additional  products  with  lower 
saturated  fat,  total  Eat.  and  cholesterol. 

One  comment  stated  that  using 
current  technology,  "reduced  fet"  butter 
made  strictly  from  dairy  ingredients  is 
not  suitable  for  frying  or  buing.  It 
stated  that  in  the  event  that  a  "reduced 
fat"  butter  made  primarily  &t>m  dairy 
ingredients  cannot  be  developed  with 
good  bcJdng  characteristics,  then  the 
field  needs  to  remain  open  to  "reduced 
fat"  butter  that  is  made  with  some 
nondairy  ingredients  and  that  has  good 
baking  properties.  It  added  that  without 
these  additional  ingredients,  consumers 
will  have  trouble  finding  "reduced  fat" 
butter  that  meets  their  needs  and  will  be 
discouraged  from  shifting  from  full  fet 
to  reduced  fat  butter. 

One  comment  argued  that  FDA's 
authority  to  allow  the  use  of  nutrient 
content  claims  for  butter  also  gives  the 
agency  the  authority  to  allow  safe  and 
suitable  ingredients,  including  nondairy 
ingredients,  in  a  product  that  is  named 
by  using  a  nutrient  content  claim  with 
the  term  "butter."  The  comment  added 
that  FDA  has  already  recognized  this 
authority  by  providing  for  two  types  of 
ingredients  (nutrients  and  bacterial 
cultures)  in  the  proposed  rule  that  are 
not  permitted  in  standardized  butter.  It 
urg^  FDA  to  modify  the  regulation 
consistent  with  the  regulation  for 
substitute  foods. 

One  comment  stated  that  a  reduction 
in  milkfat  of  50  percent  in  a  butter 
product  made  without  the  use  of  safe 
and  suitable  nondairy  ingredients 
results  in  a  product  that  fails  to  meet 
consumers'  expectations  for  many  of  the 
principal  uses  of  a  butter  product  (e.g., 
baking,  frying,  melting,  sauteing).  The 
comment  stated  that  a  light  butter 
product  that  meets  the  proposed 
requirements  in  proposed  §  101.67  (i.e., 
50  percent  less  milkfat  than  butter  and 
no  ingredients  other  than  those  allowed 
in  proposed  §  101.67)  is  currently  being 
marketed  in  Canada.  The  comment 
stated  that  Professor  David  Handler  of 
Cornell  University  testified  before  the 
New  York  Department  of  Agriculture 
and  Markets  regarding  a  hearing  to 
establish  a  standard  of  identity  in  New 
York  for  li^t  butter.  The  comment 
stated  that  Professor  Handler  testified 
that  the  Canadian  light  butter  product 
that  he  evaluated  was  really  a 
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combination  of  butter  and  cream  mixed 
together,  and  one  could  easily 
determine  that  the  product  may  not  be 
butter  for  many  of  the  principal  uses  a 
consumer  would  have  for  butter. 
(Hearing  Transcript,  December  4, 1990. 
State  of  New  York  Department  of 
Agriculture  and  Markets,  p.  66.)  The 
comment  stated  that  New  York  and  five 
other  states  have  established  standards 
for  light  butter  and  have  provided  for 
the  use  of  safe  and  suitable  nondairy 
ingredients.  The  comment  luged  FDA  to 
allow  safe  and  suitable  nondairy 
ingredients  in  butter  products  for  which 
nutrient  content  claims  are  made. 

Other  comments  added  that  use  of 
other  safe  and  suitable  ingredients  was 
acceptable  as  long  as  the  addition  of 
these  ingredients  is  clearly  stated  on  the 
label  and  explained  in  the  labeling. 

The  legislative  history  of  the  1990 
amendments  makes  clear  that  Congress 
intended  that  consumers  should  be  able 
to  use  nutrient  content  claims  made  for 
butter  to  assist  them  in  following  dietary 
guidelines  (see  H.  Rapt.  101-538,  lOlst 
Cong.,  2d  sess.  10,  23  (1990)).  This 
intetit  has  two  necessaiy  Implications. 
First,  Congress  obviously  Intended  that 
FDA  adopt  provisions  that  authorize 
that  butter  products  that  bear  nutrient 
content  claims  be  marketed.  This  intent 
is  reflected  in  sectitm  3(b)(l)(A)(viii)  of 
the  1990  amendments. 

Secondly,  it  is  not  enough  to  merely 
allow  such  products  on  the  market.  If 
these  products  are  to  be  used  to 
accomplish  the  purpose  envisioned  by 
Congress,  they  must  have  consumer 
acc&ptance,  and  they  must  be  available 
for  the  full  range  of  uses  for  which 
people  use  butter.  If  not,  the  products 
will  qmckly  disappear  from  tne  market, 
or  the  uses  of  these  products  will  be  so 
Umited  as  to  have  little  dietary 
significance. 

In  light  of  these  factors  and  of  the 
comments  that  the  agency  received, 
FDA  has  reconsidered  the  proposal  and 
concludes  that  it  took  too  narrow  an 
approach  to  defining  the  products  that 
can  appropriately  include  the  term 
"butter"  in  their  names.  The  comments 
have  demonstrated  that  there  are 
instances  in  which  the  minor  addition 
of  safe  and  suitable  nondairy 
ingredients  is  necessary  to  reduce  the  fat 
and  calories  in  butter  products  while 
maintaining  the  characteristics  of  butter, 
thereby  increasing  the  products' 
consumer  acceptabiUty. 

The  agency  notes  that  the  use  of 
nondairy  ingredients  in  a  dairy  product 
like  butter  is  not  unprecedented,  does 
not  change  its  character,  and,  thus, 
would  not  mislead  consiuners.  FDA  has 
reviewed  the  dairy  standards  of  identity 
in  parts  131. 133.  and  135  (21  CFR  parts 


131, 133,  and  135)  to  detwmine  what 
nondairy  ingredients  may  be  optionally 
added  to  dairy  products.  A  number  of 
the  dairy  standards  provide  for  the  use 
of  ingredients  such  as  flavors, 
emulsifiers,  and  stabilizers  (e.g.,  lowfat 
dry  milk  (§131.123),  evaporated  milk 
(§  131.130),  skim  milk  (§  131.143),  and 
heavy  cream  (§  131.150)).  The  standard 
of  identity  for  sour  cream  (§  131.160) 
provides  for  the  optional  use  of  safe  and 
suitable  ingredients  that  improve 
texture,  prevent  syneresis,  or  extend  the 
shelf  life  of  the  product.  The  standard 
for  sour  cream  also  provides  for  the 
optional  use  of  fiiiit  and  fruit  juice  and 
safe  and  suitable  natural  and  artificial 
food  flavoring  as  flavoring  ingredients. 
Therefore,  safe  and  suitable  nondairy 
ingredients  are  already  added  to  many 
types  of  dairy  products  to  improve 
texture,  add  flavor,  prevent  syneresis. 
and  extend  shelf  life,  and  these  products 
remain  dairy  products.  If  these  nondairy 
ingredients  are  useful  in  dairy  products 
standardized  in  parts  131, 133.  and  135, 
FDA  believes  that  they  may  be  useful  in 
butter  products. 

FDA  disagrees  with  the  comment  that 
urged  FDA  to  allow  the  use  of  safe  and 
suitable  ingredients  without  restriction. 
The  agency  concludes  that  butter 
products  should  contain  minor  amounts 
of  safe  and  suitable  nondairy 
ingredients  only  when  necessary  to 
achieve  the  functions  of  ingredients  or 
components  of  ingredients  that  are  no 
longer  present  in  the  mandated 
quantities.  As  required  in  new 
§  101.67(b),  the  performance 
characteristics  (e^.,  physical  properties, 
organoleptic  characteristics,  functional 
properties,  and  shelf  life)  of  the  butter 
product  must  be  similar  to  those  of 
butter.  Safe  and  suitable  ingredients 
added  only  as  necessary  to  butter 
products  to  improve  texture,  add  flavor, 
prevent  syneresis,  and  extend  shelf  life 
will  compensate  for  many  deficiencies 
in  performance  characteristics. 

The  agency  disagrees  that  it  should 
permit  safe  and  suitable  ingredients  in 
butter  products  to  be  consistent  with  the 
general  standard  in  all  cases.  As 
explained  in  the  proposal  (56  FR  60523 
at  60524  and  60525)  and  in  a  doc\iment 
entitled  "Foods  Standards: 
Requirements  for  Foods  Named  by  Use 
of  a  Nutrient  Content  Claim  and  a 
Standardized  Term"  (hereinafter 
referred  to  as  the  general  standard  final 
rule)  published  elsewhere  in  this  issue 
of  the  Federal  Register,  the  legal  and 
policy  analysis  of  butter  is  different 
from  foods  standardized  by  regulation. 
Therefore,  butter  products  are  not 
included  In  §  130.10  foods  but  are 
regulated  separately. 


However,  in  §  130.10(d)(1),  FDA 
provides  for  the  use  of  safe  and  suitable 
ingredients  in  modified  standardized 
foods  to  improve  texture,  add  flavor, 
prevent  syneresis.  extend  shelf  life, 
improve  appearance,  or  add  sweetness 
so  that  the  product  is  not  inferior  in 
performance  characteristics  to  the 
traditional  standardized  food.  FDA 
believes  that  the  additional  purposes 
(i.e.,  to  improve  appeacance  and  add 
sweetness)  for  adding  safe  and  suit^le ' 
ingredients  to  modified  foods  also  has 
application  to  butter  products.  Butter 
products  with  significantly  less  fat  may 
appear  more  translucent  than  butter, 
llius,  ingredients  to  improve 
appearance  are  necessary  to  ensure  that 
the  product  is  not  inferior  in 
performance  characteristics. 
Additionally,  butter  products  may  lack 
the  sweetness  of  unsalted,  sweet  cream 
butter.  Thus,  ingredients  to  add 
sweetness  may  also  be  necessary  to 
ensure  that  the  product  is  not  inferior  in 
organoleptic  characteristict. 

Thus,  FDA  concludes  that  it  is 
reasonable  to  provide  for  the  use  of  safe 
and  suitable  ingredients  because  such 
use  would  enhance  manufacturers' 
ability  to  produce  butter  products  that 
perform  as  consumers  expect.  Howevor, 
butter  products  must  be  made  from 
cream  or  milk,  or  their  constituents, 
with  only  those  safe  and  suitabfe 
ingredients  added  as  necessary  to 
improve  texture,  add  flavor,  prevent 
syneresis,  improve  shelf  life,  improve 
appearance,  and  add  sweetness.  FDA 
emphasizes  that  butter  products  in 
compliance  with  new  §  101.67  are  dairy 
products,  and  that  any  addition  of  safe 
and  suitable  nondairy  ingredients  must 
be  only  in  minor  amounts.  The  addition 
of  safe  and  suitable  nondairy 
ingredients  to  butter  products  labeled 
imder  §  101.67  in  excess  of  that  which 
is  reasonably  required  to  achieve  the 
performance  characteristics  of  butter 
produced  under  21  U.S.C.  321a 
constitutes  deception  and  will  be 
deemed  to  adulterate  the  food  under 
section  402(b)  of  the  act  in  that  these 
ingredients  are  substituting  for  a 
valuable  constituent.  Therefore,  FDA  is 
including  in  new  §  101.67(b)  a 
requirement  that  deviations  ftom 
ingredient  provisions  of  21  U.S.C  321a 
must  be  the  minimum  necessary  to 
achieve  this  effect,  or  the  food  will  be 
deemed  to  be  adulterated  under  section 
402(b)  of  the  act.  The  agency  advises 
thai  products  with  nondairy  ingredients 
in  excess  of  these  amounts  fall  outside 
of  new  §  101.67  and  must  be  labeled  as 
imitation  butter  if  nutritionally  Inferior 
to  regular  butter,  as  butter  alternatives 
or  substitutes  if  not  nutritionally 
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inferior  to  butter,  or.  if  appropriate,  as 
margarine,  a  margarine  product,  or  a 
spread. 

The  agency  also  concludes  that  butter 
products  labeled  according  to  applicable 
regulations  will  not  decrease  the 
significance  associated  with  the  term 
"butter."  The  addition  of  safe  and 
suitable  ingredients  must  be  declared  in 
the  ingredient  statement  as  required  in 
§  101.67(c). 

FDA  advises  that  if  flavors  are  added 
'  to  a  butter  product,  the  label  must 
comply  with  §  101.22.  According  to 
§  101.22(0,  if  the  label,  labeling,  or 
advertising  of  a  food  makes  any  direct 
or  indirect  representations  with  respect 
to  the  primary  recognizable  flavor,  by 
word,  vignette,  or  other  means,  or  if  for 
any  other  reason  the  manufacturer  or 
distributor  of  a  food  wishes  to  designate 
the  type  of  flavor  in  the  food  other  than 
through  the  statement  of  ingredients, 
such  flavor  is  considered  to  be  the 
characterizing  flavor.  If  the  food 
contains  any  artificial  flavor  that 
simulates,  resembles,  or  reinforces  the 
characterizing  flavor,  under  §  101.22(i), 
the  name  of  the  food  on  the  principal 
display  panel  or  panels  of  the  label  must 
be  accompanied  by  the  common  or 
usual  name  of  the  characterizing  flavor, 
in  letters  not  less  than  one-half  the 
height  of  the  letters  used  in  the  name  of 
the  food.  In  addition,  the  name  of  the 
characterizing  flavor  must  be 
accompanied  by  the  word  or  words 
"artificial"  or  "artificially  flavored,"  in 
letters  not  less  than  one-half  the  height 
of  the  letters  in  the  name  of  the 
characterizing  flavor. 

(2)  Water 

8.  A  few  comments  opposed  the 
addition  of  water  to  butter  products. 
One  comment  maintained  that  water  is 
not  an  ingredient  traditionally  added  to 
butter.  It  stated  that  with  current 
technology,  the  addition  of  water  is  not 
needed  to  produce  a  reduced  fat  butter, 
and,  therefore,  the  addition  of  water  to 
butter  products  should  not  be  permitted. 
Another  comment  stated  that  added 
water  would  constitute  a  deviation  firom 
the  butter  standard  and  is  not  required 
to  make  an  acceptable  reduced  fat  butter 
product. 

A  number  of  comments  stated  that 
FDA  should  allow  food  manufacturers 
to  add  water  to  replace  milkfat  and 
reduce  the  caloric  content  of  the 
product.  Comments  stated  that  water 
should  be  allowed  if  needed  to  yield  an 
acceptable  "butter"  product.  They 
stated  that  this  might  allow  the 
development  of  additional  products 
with  lower  saturated  fat,  total  fat,  and 
cholesterol.  Two  comments  stated  that 
the  addition  of  water  woiild  be 


appropriate  as  long  as  it  is  clearly  stated 
on  the  food  label. 

FDA  acknowledges  that  the  addition 
of  water  is  not  provided  for  in  the 
statutory  standard  for  butter,  but  the 
agency  has  decided  to  permit  butter 
products  to  include  ingredients  that  are 
not  included  in  the  statutory  standard 
so  that  consumers  may  piuY±ase  such 
products  with  the  characteristics  of 
butter.  There  is  consumer  demand  for 
products  that  have  a  significant 
reduction  in  fat  and  calories.  Water  is  an 
ingredient  that  can  be  used  to  produce 
such  a  reduction  as  a  replacement  for 
milkfat  in  butter  products.  Although 
FDA  agrees  that  with  current 
technology,  the  addition  of  water  may 
not  always  be  needed  to  produce  a 
reduced  fat  butter,  the  consumer  may 
benefit  from  the  increased  reduction  in 
saturated  fat,  total  fat,  cholesterol,  and 
calories  that  can  be  accomplished 
through  the  addition  of  water.  Thus,  the 
addition  of  water  will  provide  more 
flexibility  in  the  formulation  of  butter 
products  that  may  have  an  improved 
nutrition  profile  and  may  perform  better  ♦ 
than  butter  products  formulated  without 
any  water.  Therefore,  FDA  concludes 
that  water  may  be  added  to  butter 
products  to  replace  milkfat. 

Water  can  be  added  to  replace  milkfat 
in  butter  products  in  potentially  very 
large  amounts.  In  fact,  none  of  the 
comments  supporting  the  use  of  water 
to  replace  milkfat  suggested  any 
maximum  level.  However,  to  preserve 
the  food's  identity  as  a  dairy  product, 
the  amount  of  water  added  may  not 
exceed  the  amount  of  milk  or  cream 
ingredients.  Therefore,  FDA  is  providing 
in  new  §  101.67(a)(2)  that  the  product 
may  contain  water  to  replace  milkfat, 
although  the  amount  of  water  added 
must  be  less  than  the  amount  of  cream, 
milk,  or  milk  constituents  in  the 
product. 

The  addition  of  water  must  be 
declared  in  the  ingredient  statement  as 
required  in  §  101.67(c). 

E.  Minimum  Dairy  Ingredient 
Requirement 

9.  One  comment  recommended  that  a 
minimum  percentage  by  weight  of  dairy 
ingredients  (milk  and  its  natural 
constituent  components)  be  required  in 
order  to  use  the  name  "butter."  The 
comment  stated  that  without  a 
minimum  dairy  ingredient  requirement, 
the  distinction  between  butter  and 
margarine  essentially  vanishes. 
However,  the  comment  did  not 
recommend  a  specific  level. 

The  agency  disagrees  vtrith  the 
comment.  As  discussed  above,  new 
S  101.67(a)(2)  requires  that  the  major 
ingredients  in  butter  products  be  milk. 


cream,  and  derivatives  of  milk  and 
cream.  Because  these  ingredients  are  not 
generally  used,  or  are  used  only  in  small 
amounts,  in  margarine,  the  distinction 
between  the  two  products  will  be 
maintained.  Therefore,  FDA  concludes 
that  the  requirement  in  new 
§  101.67(a)(2)  is  adequate,  and  that  there 
is  no  need  to  specifically  establish  a 
minimum  dairy  ingredient  level  for 
butter  products. 

F.  Nutritional  Inferiority 

10.  One  comment  stated  that  the 
proposed  regulation  lacked  specificity 
as  to  what  is  necessary  to  satisfy  the 
requirement  that  the  product  not  be 
nutritionally  inferior.  It  stated  that  the 
standard  for  margarine  (§  166.110  (21 
CFR  166.110))  specifies  the  required 
amount  of  vitamin  A  (15,000 
International  Units  (lU)  per  pound)  and 
an  optional  level  of  vitamin  D  (1,500  lU 
per  pound). 

The  agency  acknowledges  that  the 
standard  for  margarine  designates  the 
amount  of  vitamin  A  that  must  be  added 
to  margarine  (§  166.110(a)(3))  and  the 
amount  of  vitamin  D  that  may 
optionally  be  added  to  margarine 
(§  166.100(b)).  However,  FDA  disagrees 
that  proposed  §  101.67  lacks  specificity 
concerning  nutritional  inferiority. 
Under  proposed  §  101.67(a)(3),  the 
butter  product  must  not  be  nutritionally 
inferior,  as  defined  in  §  101.3(e)(4),  to 
standardized  butter.  This  general 
requirement  is  adequate  because 
§  101.3(e)(4)  sets  very  specific 
requirements  defining  nutritional 
inferiority.  The  agency  concludes  that 
new  §  101.67  need  not  specify  required 
amounts  of  essential  nutrients  that  must 
be  added  to  butter  products,  and  that  no 
change  is  necessary  in  new  §  101.67. 
The  agency  notes  that  general  points  for 
comparison  of  the  nutrient  values  of  the 
traditional  standardized  product  can  be 
foimd  in  a  current  valid  composite  data 
base. 

G.  Labeling  Concerning  Performance 
Characteristics 

11.  One  comment  recommended  that 
the  label  statement  be  mandatory  only 
for  differences  in  performance 
characteristics  that  materially  limit  the 
uses  of  the  butter  product  compared  to 
the  traditional  standardized  food  that  it 
resembles.  It  stated  that  market  forces 
will  encourage  manufacturers  to  inform 
consumers  about  positive  differences, 
and  that  consumers  who  select  a 
product  for  its  reformulated  nutrient 
content  will  not  be  misled  if  they  are 
not  told  about  a  positive  change  that  the 
manufacturer  believes  is  not  sufficiently 
important  to  highlight  on  the  product 
label.  The  comment  noted  that  FDA 
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would  not  obfect  if  the  label  did  not 
alert  consumen  to  a  minor 
improvement  in  a  performance 
characteristic  that  consumers  consider 
to  be  relatively  unimportant  for  that 
focxi.  In  addition,  the  comment  stated,  a 
product  may  have  several  differences  in 
performance  characteristics,  and  several 
label  statements  could  be  confusing  to 
consumers.  The  comment  recommended 
that  FDA  modify  proposed  §  101.67(b) 
by  limiting  the  labeling  requirement  to 
adverse  changes  that  materially  affect 
the  use  of  the  product 

The  agency  has  been  persuaded  by 
the^  comments.  FDA  agrees  that  there 
are  differences  in  performance 
characteristics  that  consumers  may  not 
consider  important.  In  addition, 
unnecessary  label  statements  may  be 
confusing  to  consumers  and  may  detract 
hx)m  other  important  information  cm  the 
label. 

Therefore,  the  agency  is  modifying 
new  §  101.67(b)  to  state  that: 

*  *  *  if  there  is  a  signiGcant  diffistence  in 
parformancs  characteristics  that  materially 
limits  the  uses  of  the  product  compared  to 
butter,  the  label  shall  Include  a  statement 
informing  the  consumer  of  such  diffisrence 
(e.&.  if  appropriate,  "not  recommended  &>r 
baking  purposes"). 

IZ.  One  comment  noted  that  there  is 
an  apparent  conflict  in  the  agency's 
proposed  requirements  for  the  location 
of  the  disclosure  of  differences  in 
performance  characteristics.  It  stated 
that  proposed  §  101.67(b)  provides  that 
such  statement  must  appear  on  the 
principal  display  panel  within  the 
bottom  30  percent  of  the  area  of  the 
label  panel;  proposed  §  101.67(aMl) 
requires  that  a  nutrient  content  claim  for 
a  butter  product  comply  with  proposed 
§  101.13;  and  proposed  §  101.13(d)(1) 
states  that  if  there  is  a  difference  in 
performance  characteristics,  the  food 
may  still  be  considered  a  substitute  if 
the  label  includes  a  disclaimer  adjacent 
to  the  most  prominent  claim.  The 
comment  requested  that  the  final 
versions  of  proposed  §§  101.67(b)  and 
101.13(d)(1)  be  consistent  It  stated  that 
a  disclosiuv  in  the  bottom  30  percent  of 
the  principal  display  panel  could  easily 
be  as  prominent  as,  or  more  prominent 
than,  a  disclosure  that  immediately 
follows  disclosures  about  the  nature  of 
the  product  and  the  reference  statement. 
The  comment  stated  that  it  is  in  the 
interest  of  consumers  that  the  required 
disclosure  of  differences  in  performance 
characteristics  be  located  in  the  bottom 
30  percent  of  the  principal  display 
panel,  as  provided  in  proposed 
§  101.67(b).  Another  comment  requested 
that  FDA  allow  any  statements 
concerning  differences  in  performance 


characteristics  to  appear  on  any  panel  of 
the  label  of  the  product 

Under  section  403(f)  of  the  act.  FDA 
believes  that  the  statement  inft>rming 
consumers  of  differences  in 
performance  characteristics  must  appear 
on  the  label  with  such  conspicuousness 
and  in  such  terms  as  to  renaer  it  likely 
to  be  read  and  understood  by  the 
consumer  imder  customary  conditions 
of  purchase  and  use.  The  agency 
concludes  that  the  statement  must 
appear  in  the  same^rea  of  the  label  as 
the  statement  of  identity  for  the  butter 
product  so  that  consumers  will  know 
where  to  Hnd  such  information. 
Moreover,  because  the  statement  is  a 
material  feet  that  helps  to  describe  the 
differences  between  the  modified  food 
and  the  traditional  food,  it  must  appear 
in  close  proximity  to  the  statement  of 
identity.  See.  e.g..  United  States  v.  An 
Artich  of  Food  *  •  •  "Manischewitz  • 
*  •  Diet  Thins."  377  F.  supp.  746.  749 
(E.D.  N.Y.  1974). 

FDA  recognizes  that  it  inadvertently 
proposed  in  §101.67  to  require 
statements  informing  consumers  of 
differences  in  performance 
characteristics  to  appear  in  possibly  two 
separate  locations  on  the  label.  The 
agency  acknowledges  that  one  statement 
is  sufficient  to  inf<M7n  consumers.  To  be 
consistent  with  the  labeling  of  other 
foods,  the  agency  concludes  that  the 
statement  concerning  differences  in 
performance  characteristics  must  appear 
on  the  label  in  compliance  with  the 
requirements  of  §  101.13(dKl)  Thus,  the 
agency  has  modified  new  §  101.67(b)  to 
state  that  the  statement  explaining 
differences  in  performance 
characteristics  must  appear  on  the  label 
in  compliance  with  the  requirements  of 
S  101.13(d). 

13.  Some  comments  suggested  that,  in 
order  to  use  nutrient  content  claims  for 
butter,  the  product  must  perform  at  least 
one  of  the  principal  functions  of  regular 
butter  substantially  as  well  as  butter 
produced  under  section  201a  of  the  act. 
Consumers  can  then  choose  to  purchase 
the  product  instead  of  regular  butter  for 
use  in  that  function. 

FDA  agrees  that  at  a  minimum,  a 
butter  product  must  perform  at  least  one 
of  the  principal  functions  of  butter 
substantially  as  well  as  butter  as 
produced  under  21  U.S.C.  321a. 
Consumers  should  be  able  to  count  on 
using  a  butter  product  tn  the  same 
manner  in  which  they  use  regular  butter 
for,  at  the  very  least,  one  of  its  principal 
functions.  To  achieve  this  objective, 
FDA  is  requiring  in  §  101. 67(b)  that 
butter  products  must  resemble  butter  as 
produced  under  section  201a  of  the  act, 
and  that  differences  in  the  performance 
characteristics  must  be  clearly  stated  on 


the  principal  display  panel  of  the  labaL 
In  addition,  the  agency  is  adding  a 
statement  to  new  $  101.67(b)  to  require 
that  "the  modified  product  must 
perform  as  least  one  of  the  principal 
functions  of  butter  substantially  as  well 
as  butter  as  produced  under  21  U.S.C 
321a.'*  FDA  believes  that  this  action  is 
necessary  to  ensure  the  minimum 
necessary  similarity  between  the 
modified  and  traditional  products. 

H.  Other  Labeling 

14.  One  comment  stated  that  products 
made  with  nondairy  ingredients  should 
be  labeled,  with  appropriate 
prominence  on  the  principal  display 
panel  of  the  label,  "contains  nondairy 
ingedients." 

FDA  does  not  agree  that  it  should 
require  this  statement  on  the  principal 
display  panel  of  the  label.  The  agency 
is  requiring  that  the  major  ingredients  in 
butter  products  be  cream,  milk,  or 
derivatives  of  cream  or  milk  and  is  only 
providing  for  minor  additions  of  safe 
and  suitable  ingredients  (e.g.,  nondairy 
ingredients)  as  necessary,  so  tiiat  the 
butter  product  has  the  same 
characteristics  as  butter.  Although  the 
agency  is  providing  for  the  addition  of 
water  to  replace  milkfat,  it  must  not  be 
the  predominant  ingredient  in  the 
product.  In  addition,  FDA  points  out 
that  new  §  101.67(c)(1)  requires  that 
each  of  the  ingredients  added  to  the 
product  be  listed  in  the  ingredient 
statement,  as  required  by  die  applicable 
sections  of  part  101. 

However,  to  further  assist  the 
consumer  in  differentiating  between 
regular  butter  and  butter  products  with 
nontraditional  ingredients  added,  FDA 
is  establishing  a  requirement  in  new 
§  101.67(c)(2)  that  all  safe  and  suitable 
ingredients  added  to  improve  texture, 
prevent  syneresis,  add  flavor,  extend 
shelf  life,  improve  appearance,  and  add 
sweetness  and  water  added  to  replace 
milkfet  must  be  appropriately  identified 
with  an  asterisk  in  the  ingredient 
statement.  The  statement  "•Ingredients 
not  in  regular  butter"  must  immediately 
follow  the  ingredient  statement  in  the 
same  type  size.  FDA  is  requiring  similar 
labeling  for  modified  standardized  foods 
in  new  §  130.10,  as  explained  in  the 
general  standard  final  rule. 

FDA  believes,  however,  that 
consumers  may  be  misled  to  believe  that 
ingredients  added  to  restore  nutrients 
are  present  in  greater  amounts  than 
needed  to  obtain  nutritional 
equivalency  if  these  nutrients  are 
identified  with  an  asterisk  in  the 
ingredient  statement.  In  addition, 
because  butter  has  historically  been  a 
cultured  product,  the  addition  of  safe 
and  suitable  bacterial  cultures  does  not 
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require  identification  with  an  asterisk. 
Therefore,  the  agency  is  not  requiring 
that  nutrients  added  to  restore  nutrients 
or  added  safe  and  suitable  bacterial 
cuhuies  be  identified  by  an  asterisk  in 
the  in^dient  statement. 

15.  One  comment  stated  that  the 
percentage  of  water  in  light  butter 

!>roducts  should  be  declared  on  the 
abel. 

FDA  disagrees  with  the  comment.  As 
discussed  above  in  comment  8,  cream, 
milk,  and  milk  constituents  will  be  the 
predominant  ingredients  in  butter 
products.  Any  water  added  to  butter 
products  may  not  be  present  in  an 
amount  greater  than  the  amount  of  the 
dairy  ingredients.  According  to 
§101.4(a],  all  ingredients,  including 
water,  must  be  listed  by  common  or 
usual  name  in  descending  order  of 
predominance  by  weight  on  the  label.  In 
addition,  new  §  101.67(c)(2)  requires 
that  water  that  is  added  to  replace 
milkfat  must  be  identified  with  an 
asterisk  in  the  ingredient  statement, 
followed  by  a  statement  explaining  that 
the  ingredient  is  not  in  regular  butter. 
Therefore,  FDA  concludes  that  listing 
water  as  an  ingredient  in  this  manner  is 
adequate,  and  percentage  labeling  is  not 
necessary. 

16.  One  comment  stated  that  in 
addition  to  the  comparative  statements 
allowed  to  appear  on  the  label  of  a 
butter  product,  the  label  for  such  a 
product  should  also  include  a  clear 
statement  of  the  identity  and  percentage 
of  characterizing  fat  or  oil.  for  example: 
"Reduced  Fat  Butter— 40%  Milkfat."  It 
stated  that  such  a  prominent  statement 
will  allow  consumers  to  easily  and 
readily  discern  the  nature  of  the  food 
and.  thus,  facilitate  comparisons  with 
other  table  spreads,  both  dairy  based 
and  vegetable  based. 

The  agency  disagrees  that  the 
additional  labeling  is  necessary.  The 
provisions  in  §  101.56(b)(3)  and 
§  101.62(b)(4)(ii)  for  use  of  the  terms 
"hght"  and  "reduced  fat"  require  that 
the  percent  reduction  in  fat  and  the 
identity  of  the  reference  food  be 
declared  in  immediate  proximity  to  the 
most  prominent  claim  and  that 
quantitative  information  comparing  the 
fat  content  in  the  product  per  serving 
size  with  that  of  the  reference  food  be 
declared  adjacent  to  the  most  prominent 
claim  or  on  the  information  panel. 
Under  S  101.9(a).  nutrition  information 
must  be  provided  for  all  butter, 
margarine,  and  substitute  products.  The 
serving  size  for  butter,  margarine,  and 
their  substitutes  is  one  tablespoon 
(§  101.12(b)).  The  nutrition  labeling 
must  provide  information  on  a  food 
product's  nutrition  profile,  including 
total  fat,  saturated  fat.  and  cholesterol 


(8l01.9(c)(12)).  In  addition,  information 
on  unsaturated  fat  may  be  included  in 
the  nutrition  information.  The  only  fat 
ingredient  permitted  in  butter  products 
is  milkfat.  and  the  ingredient  statement 
will  reflect  this  requirement.  Consumers 
may  use  this  information  to  compare  the 
amount  of  fat  in  butter  products  and 
margarine  products.  Therefore.  FDA 
concludes  that  there  is  adequate 
information  to  inform  consumers 
concerning  the  fat  content  of  a  product 
already  required  to  be  present  on  the 
label  without  requiring  the  additional 
labeling  requested  by  the  comment. 
However,  the  agency  will  not  object  if 
manufacturers  include  additional 
labeling  to  state  the  percentage  and  type 
of  fat  in  the  product,  provided  that  the 
information  is  not  false  or  misleading. 

17.  One  comment  opposed  the 
proposed  rule  on  the  grounds  that 
people  with  food  sensitivities  will  be 
placed  at  greater  risk  because  of 
difficulties  of  knowing  what  is  in  a 
product. 

Section  403(i)  of  the  act  requires  that 
all  ingredients  used  in  a  food  be 
included  in  the  ingredient  statement. 
Consistent  with  the  provisions  of 
section  403(i)  of  the  act.  FDA  is 
including  a  provision  in  §  101.67(c)(1) 
that  each  of  the  ingredients  used  in  the 
food  must  be  declared  on  the  label,  as 
required  by  part  101.  This  requirement 
will  ensure  that  consumers  that  have 
food  sensitivities  are  informed  of  the 
presence  of  ingredients  to  which  they 
may  have  allergies. 

III.  Conclusion 

In  response  to  comments  submitted 
regarding  the  proposal  for  use  of 
nutrient  content  claims  for  butter  (56  FR 
60523).  FDA  has  modified  proposed 
§  101.^7.  The  following  summarizes  the 
changes  being  made  to  proposed 
§  101.67  by  this  final  rule: 

FDA  has  modified  §  101.67(a)(2)  to 
provide  for  the  use  of  safe  and  suitable 
ingredients  to  improve  texture,  prevent 
syneresis.  add  flavor,  extend  shelf  life, 
improve  appearance,  and  add 
sweetness.  FDA  also  has  modified  this 
paragraph  to  provide  for  the  addition  of 
water  to  replace  milkfat,  although  the 
amount  of  water  in  the  product  must  be 
less  than  the  amount  of  cream,  milk,  or 
milk  constituents. 

FDA  has  added  new  §  101.67(a)(4)  to 
require  that  if  the  product  would  violate 
section  201a  of  the  act  but  for  the 
nutrient  content  claim  that  characterizes 
the  level  of  nutrients,  that  claim  must  be 
included  as  pari  of  the  common  or  usual 
name  of  the  product. 

FDA  has  added  a  statement  to  new 
S  101.67(b)  to  require  that  deviations 
from  ingredient  provisions  of  21  U.S.C 


321a  must  be  the  minimum  necessary  to 
achieve  similar  performance 
characteristics  as  butter  as  produced 
under  21  U.S.C.  321a,  or  the  food  wrill 
be  deemed  to  be  adulterated  under 
section  402(b)  of  the  act. 

The  agency  has  modified  §  101.67(b) 
by  limiting  the  labeling  requirement  to 
changes  that  materially  affect  the  use  of 
the  product. 

FDA  has  revised  §  101.67(b)  to  require 
that  the  mandated  label  statement 
concerning  any  differences  in 
performance  characteristics  be  in 
accordance  with  the  requirements  of 
8101.13(d). 

The  agency  has  added  a  statement  to 
'new  §  101.67(b)  to  require  that  the 
product  must  perform  at  least  one  of  the 
principal  functions  of  butter 
substantially  as  well  as  butter  as 
produced  under  21  U.S.C.  321a. 

In  new  §  101.67.  paragraph  (c)  has 
been  redesignated  as  paragraph  (c)(1) 
and  new  paragraph  (c)(2)  has  been 
added  to  require  that  water  and  safe  and 
suitable  ingredients  added  to  improve 
texture,  prevent  syneresis,  add  flavor, 
extend  shelf  life,  improve  appearance, 
or  add  sweetness  shall  be  identified 
with  an  asterisk  in  the  ingredient 
statement.  The  statement  ""Ingredients 
not  in  regular  butter"  shall  immediately 
follow  the  ingredient  statement  in  the 
same  type  size. 

TV.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  reproposed  rule  for 
mandatory  nutrition  labeling  (56  FR 
60366,  November  27, 1991)  and  the 
proposed  rule  for  nutrient  claims  (56  FR 
60421,  November  27,  1991).  the  agency 
determined  that  under  21  CFR 
25.24(a)(8)  and  (a)(ll),  these  actions  are 
of  a  type  that  do  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

Several  comments  on  the  proposed 
rule  suggested  that  there  would  be 
significant  adverse  environmental 
effects  from  the  final  rules  unless  the 
agency  allowed  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates.  The  concern  in  these 
comments  was  that,  if  the  agency  did 
not  allow  firms  more  time  between  the 
publication  of  the  final  rules  and  their 
effective  dates  to  use  up  existing  label 
inventories,  large  stocks  of  labels  and 
labeled  packaging  would  have  to  be 
discarded.  These  comments  questioned 
whether  the  agency  had  sufficiently 
examined  the  impact  of  disposing  of 
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obsolete  labels  and  labeled  packaging  on 
this  country's  solid  waste  disposal 
capabilities.  Two  comments  estimated 
the  amounts  of  labeling  from  their 
respective  industries,  i.e.,  dairy  and 
confectionery,  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  these  commentsnlid  not:  (1) 
Provide  details  on  how  these  estimates 
were  derived.  (2)  identify  what  portion 
of  the  estimated  amounts  are 
attributable  to  these  two  actions,  or  (3) 
desf3-ibe  what  impact  the  discarded 
labels  and  packaging  would  have  on  the 
disposal  of  solid  waste.  In  its  November 
27. 1991.  reproposed  rule  for  mandatory 
nutrition  labeling  and  proposed  rule  for 
nutrient  content  claims,  the  agency 
proposed  that  the  final  rules  for  these 
actions  would  become  effective  6 
months  following  their  publication  in 
the  Federal  Register, 

However,  the  agency  has  decided  to 
not  make  this  rule  effective  until  May  8. 
1994.  FDA  believes  there  will  thus  be 
ample  time  for  food  companies  to  use 
up  most  of  the  existing  labeling  and 
packaging  stocks  and  to  incorporate 
labeling  language  that  complies  with 
FDA"s  regulations  into  their  food  labels. 
Consequently,  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
.    environmental  impact  statement  is  not 
required. 

V.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27.  1991  (56  FR  60366  et 
seq.).  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856),  along 
with  the  food  labeling  proposals,  and 
the  agency  requested  comments  on  the 

RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 


analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23,  12420 
Parklawn  Dr..  Rockville,  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

List  of  Subjects  in  21  CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453. 
1454. 1455);  sees.  201.  301.  402.  403,  409. 
701  of  the  Federal  Food.  Drug,  and  Cosmetie 
Act  (21  U.S.C.  321,  331.  342.  343,  348,  371). 

2.  Section  101.67  is  added  to  subpart 
D  to  read  as  follows: 

§  1 01 .67    Use  of  nutrient  content  claims  for 
butter. 

(a)  Claims  may  be  made  to 
characterize  the  level  of  nutrients, 
including  fat.  in  butter  if: 

(1)  The  claim  complies  with  the 
requirements  of  §  101.13  and  with  the 
requirements  of  the  regulations  in  this 
subpart  that  define  the  particular 
nutrient  content  claim  Uiat  is  used  and 
how  it  is  to  be  presented.  In  determining 
whether  a  claim  is  appropriate,  the 
calculation  of  the  percent  fat  reduction 
in  milkfat  shall  be  based  on  the  80 
percent  milkfat  requirement  provided 
by  the  statutory  standard  for  butter  (21 
U.S.C.  321a): 

(2)  The  product  contains  cream  or 
milk,  including  milk  constituents 
(including,  but  not  limited  to,  whey, 
casein,  modified  whey,  and  salts  of 
casein),  or  both,  with  or  without  added 
salt,  with  or  without  safe  and  suitable 
colorings,  with  or  without  nutrients 


added  to  comply  with  paragraph  (a)(3] 
of  this  section,  and  widi  or  without  safe 
and  suitable  bacterial  cultures.  The 
product  may  contain  safe  and  suitable 
ingredients  to  improve  texture,  prevent 
syneresis,  add  flavor,  extend  shelf  life, 
improve  appearance,  and  add 
sweetness.  The  product  may  contain 
water  to  replace  milkfat  although  the 
amount  of  water  in  the  product  shall  be 
less  than  the  amount  of  cream,  milk,  or 
milk  constituents; 

(3)  The  product  is  not  nutritionally 
inferior,  as  defined  in  §  101.3(e)(4).  to 
butter  as  produced  under  21  U.S.C. 
321a:  and 

(4)  If  the  product  would  violate  21 
U.S.C.  321a  but  for  the  nutrient  content 
claim  that  characterizes  the  level  of 
nutrients,  that  claim  shall  be  an  explicit 
claim  that  is  included  as  part  of  the 
common  or  usual  name  of  the  product. 

(b)  Deviations  from  the  ingredient 
provisions  of  21  U.S.C.  321a  must  be  the 
minimum  necessary  to  achieve  similar 
performance  characteristics  as  butter  as 
produced  under  21  U.S.C.  321a.  or  the 
food  will  be  deemed  to  be  adulterated 
under  section  402(b)  of  the  act.  The 
performance  characteristics  (e.g., 
physical  properties,  organoleptic 
characteristics,  functional  properties, 
shelf  life)  of  the  product  shall  be  similar 
to  butter  as  produced  under  21  U.S.C. 
321a.  If  there  is  a  significant  difference 
in  performance  characteristics  (that 
materially  limits  the  uses  of  the  product 
compared  to  butter,)  the  label  shall 
include  a  statement  informing  the 
consumer  of  such  difference. (e.g.,  if 
appropriate,  "not  recommended  for 
baking  purposes").  Such  statement  shall 
comply  with  the  requirements  of 
§  101.13(d).  The  modified  product  shall 
perform  at  least  one  of  the  principal 
functions  of  butter  substantially  as  well 
as  butter  as  produced  under  21  U.S.C. 
321a. 

(c)(1)  Each  of  the  ingredients  used  in 
the  food  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections  of 
this  part. 

(2)  Safe  and  suitable  ingredients 
added  to  improve  texture,  prevent 
syneresis.  add  flavor,  extend  shelf  life, 
improve  appearance,  or  add  sweetness 
and  water  added  to  replace  milkfat  shall 
be  identified  with  an  asterisk  in  the 
ingredient  statement  The  statement 
"•Ingredients  not  in  regular  butter" 
shall  immediately  follow  the  ingredient 
statement  in  the  same  type  size. 
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Dated:  October  20, 1992. 
David  A.  Kanlcr, 
ComnUssioner  of  Food  and  Drugs. 
Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
(FR  Doc  92-31507  Filed  12-28-92;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  100 

poclwtNo.91N-0343] 

RIN0905-AD08 

State  Enforcement  Provisions  of  The 
Nutrition  Lal>eling  and  Education  Act 
of  1990 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTKM:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  its 
regulations  to  implement  section  4  of 
the  Nutrition  Labeling  and  Education 
Act  of  1990  (the  1990  amendments). 
This  section  provides  for  State 
enforcement  of  certain  requirements  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (the  act),  so  long  as  the  State  gives 
FDA  30  days  notice  of  its  intent  to  act. 
and  certain  other  conditions  apply.  The 
agency  is  adopting  regulations  that  will 
provide  the  States  with  instructions  on 
how  to  give  the  requisite  30-day  notice. 
FDA  has  framed  these  instructions  to 
ensure  that  this  notification  system 
functions  efficiently.  The  final  rule  also 
describes  relevant  State  and  Federal 
obligations. 

EFFECTIVE  DATE:  February  5, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Janice  F.  Oliver,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-600),  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington,  DC  20204,  202-205-4187. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  response  to  the  requirements  of  the 
1990  amendments  (Pub.  L.  101-535). 
FDA  published  in  the  Federal  Register 
of  November  27. 1991  (56  FR  60534),  a 
proposal  to  implement  section  4  of 
those  amendments.  Section  4  amended 
section  307  of  the  act  (21  U.S.C.  337)  to 
provide  for  State  enforcement  of  certain 
requirements  of  the  act,  so  long  as  the 
State  provides  30  days  notice  of  its 
intent  to  act.  and  certain  other 
conditions  apply.  The  agency  proposed 
to  adopt  regulations  that  would  provide 
the  States  with  instructions  on  how  to 
give  the  requisite  30-day  notice  and  to 
describe  relevant  State  and  Federal 
obligations.  Interested  persons  were 
given  until  February  25, 1992,  to 
comment. 

FDA  received  approximately  24 
responses  to  this  proposal,  each 
containing  one  or  more  comments,  from 
trade  associations,  government 


organizations,  individual  States,  food 
manufacturers,  consumers,  and 
consumer  groups.  The  comments 
generally  supported  the  proposal. 
Several  comments  addressed  issues 
outside  the  scope  of  the  proposal  (e.g., 
delaying  implementation  of  the 
regulations  and  delaying  enforcement  of 
the  regulations)  that  will  not  be 
discussed  here.  A  number  of  comments 
disagreed  with  various  aspects  of  the 
proposal.  These  comments  suggested 
modification  and  revision  of  various 
provisions  of  the  proposal.  A  summary 
of  these  comments  and  the  comments' 
suggested  changes,  along  with  the 
agency's  responses,  follows. 

n.  State  Enforcement  Provisions  of  the 
1990  Amendments 

A.  Informal  Enforcement  Actions 

In  proposed  §  100.2(j),  FDA  defined 
"informal  enforcement  actions."  a  term 
that  is  used  in  section  307(b)(2)(B)  and 
(C)  of  the  act,  and  defined  in  the 
agency's  proposed  implementing 
regulations,  to  include  warning  letters, 
recalls,  and  detentions  as  well  as  other 
administrative  actions. 

1.  One  comment  suggested  that  FDA 
remove  detentions  as  a  type  of  informal 
enforcement  action  because  FDA  has  no 
detention  authority  for  foods. 

The  use  of  the  word  "detentions"  in 
the  proposal  refers  to  detentions  of 
imports  under  the  provisions  of  section 
801  of  the  act  (21  U.S.C.  381)  and 
detentions  authorized  under  the 
provisions  of  the  Federal  Meat 
Inspection  Act  (FMIA).  the  PoulUy 
Products  Inspection  Act  (PPIA),  and  the 
Egg  Products  Inspection  Act  (EPIA).  The 
agency  is  authorized  to  detain  imported 
food  products  if  it  appears  that  the 
products  have  been  manufactured, 
processed,  or  packaged  under  insanitary 
conditions,  or  that  the  products  are 
adulterated  or  misbranded,  under  the 
act.  The  agency  also  is  authorized  to 
detain  meat,  poultry,  and  egg  products 
if  they  are  found  outside  a  plant 
inspected  by  the  U.S.  Department  of 
Agriculture,  and  the  agency  has  reason 
to  believe  that  the  products  are 
adulterated  or  misbranded,  under  21 
U.S.C.  467f(b),  679(b).  and  1052(d). 
Import  detentions  and  detentions  under 
the  FMIA,  PPIA,  and  EPIA  are  all 
administrative  enforcement  actions, 
and,  therefore,  informal  actions  under 
proposed  §  100.2(i)(l).  Consequently, 
the  agency  concludes  that  no  change  in 
the  regulation  in  response  to  this 
comment  is  necessary. 

2.  Another  comment  suggested  that 
FDA  remove  warning  letters  as  a  type  of 
informal  enforcement  action.  This 
comment  stated  that  the  agency  often 


issues  warning  letters  when  no  further 
action  is  planned  by  FDA,  and  that  no 
response  stating  that  corrections  have 
been  made  is  required  from  the 
recipient. 

FDA  disagrees  with  this  comment. 
Warning  letters  are  used  by  the  agency 
to  notify  a  firm  that  it  is  not  in 
compliance  with  the  act  or  wath  agency 
regulations,  that  failure  to  correct  these 
violations  may  result  in  formal 
enforcement  actions  by  FDA,  and  that  a 
reply  with  a  full  statement  of  all 
corrections  that  have  been  or  will  be 
made  is  required  within  10  days.  A 
study  of  warning  letters  by  FDA 
revealed  that  approximately  93  percent 
of  the  warning  letters  issued  by  FDA 
elicit  a  response  from  the  recipient. 
Because  of  these  facts,  FDA  continues  to 
believe  that  it  is  appropriate  to  include 
warning  letters  as  a  type  of  informal 
enforcement  action  in  the  final  rule.  If 
the  firm  does  not  respond  to  the 
warning  letter  within  the  time  provided 
in  the  warning  letter,  and  the  agency 
does  not  take  any  further  action,  the 
State  will  be  free  to  act  after  90  days 
under  section  307(b)(2)(B)  of  the  act. 

3.  Two  comments  suggested  that 
adverse  publicity  be  included  as  a  type 
of  informal  enforcement  action  because 
FDA  has  the  authority  to  issue  publicity 
under  section  705  of  the  act  (21  U.S.C. 
375).  The  agency  acknowledges  that  it 
has  the  authority  to  issue  publicity 
under  section  705  of  the  act.  The 
authority  is  conferred  to  the  agency  in 
situations  involving  imminent  danger  to 
health  or  gross  deception  of  the 
consumer.  However,  the  agency  does 
not  believe  that  it  is  necessary  to 
specifically  list  publicity  as  a  type  of 
informal  enforcement  actioil  in  the  final 
rule  below.  This  type  of  action  is 
included  among  the  "other 
administrative  enforcement  actions" 
that  are  listed  in  proposed  §  100.2(j)(l). 

4.  Several  comments  expressed 
concern  that  informal  enforcement 
actions  taken  by  FDA  will  preclude 
formal  enforcement  actions  that  could 
be  taken  by  the  State.  One  of  these 
comments  said  there  was  no  indication 
in  the  1990  amendments  that  Congress 
intended  the  States  to  be  preempted  by 
anything  other  than  formal  action  by 
FDA.  Several  comments  wanted  FDA  to 
clarify  that  State  and  local  enforcement 
mechanisms  remain  unaffected  by  the 
1990  amendments. 

Section  307(b)(2)(C)  of  the  act  states 
that  no  proceedings  for  the  civil 
enforcement,  or  to  restrain  violations,  of 
certain  enumerated  sections  of  the  act 
may  be  commenced  by  a  State  if  FDA 
has  settled  an  informal  or  formal 
enforcement  action  against  that  food. 
Thus,  contrary  to  what  at  least  one 
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coounent  asserted.  State  action  can  be 
precluded  by  informal  FDA  action. 
Section  307  of  the  act.  however,  only 
applies  to  actions  by  a  State  to  enforce 
certain  sections  of  the  act.  Nothing  in 
this  section  would  preclude  a  State  firom 
taking  action  against  a  particular  food 
under  its  own  State  law,  even  if  FDA 
has  commenced  or  settled  an 
enforcement  action  against  that  food. 

B.  State  Intervention  in  Criminal 
Proceedings 

5.  Several  comments  expressed 
concern  that  proposed  S  100.2  would 
permit  States  to  intervene  as  a  matter  of 
right  in  Federal  criminal  proceedings. 
The  comments  stated  that  no  criminal 
authority  was  conferred  upon  the  States 
by  section  307(b)(1)  of  the  act. 

In  response  to  these  comments.  FDA 
reconsidered  whether  to  include 
criminal  proceedings  among  the  formal 
enforcement  actions  listed  in  proposed 
§  100.2(j)(2).  While  section  307(b)  of  the 
act  is  not  clear  on  its  face  as  to  whether 
a  pending  criminal  proceeding  would, 
under  section  307(b)(2)(B)  or  (C)  of  the 
act,  preclude  State  action,  there  is 
nothing  in  the  act  to  require  the  agency 
to  hold  that  it  would. 

Therefore.  FDA  has  decided  to  reverse 
the  position  that  it  tentatively  took  in 
the  proposal.  FDA  is  striking  criminal 
actions  from  the  list  of  formal 
enforcement  actions  in  proposed 
§  100.2(i).  FDA  is  revising  mis  section  to 
include  only  dvil  judicial  enforcement 
action.  As  a  result.  $  100.2(i)(2)  is 
coextensive  with  section  307(b)(1)  of  the 
act.  A  second  result  of  this  change  will 
be  that  a  pending  Federal  criminal 
action  that  arises  out  of  a  misbranding 
under  the  sections  listed  in  section 
307(b)(1)  of  the  act  will  not  serve  to 
preclude  a  State  from  bringing  a  civil 
action  under  the  act  in  Federal  court 
against  the  underlying  misbranding. 

C.  Agency  Action  Barring  State  Action 
Against  Food  in  Federal  Court 

6.  Several  comments  discussed  the 
agency's  statement  that  an  agency  action 
anywhere  in  the  United  States  against 
the  food  in  question  would,  under 
section  307(b)(2)  of  the  act,  bar  a  State 
action  against  the  same  food  in  Federal 
court.  The  majority  of  the  comments 
agreed  with  this  statement.  One  of  the 
comments  said  that  this  preclusive 
effect  should  not  be  limited  to  FDA 
actions.  This  comment  said  that  an 
action  by  a  State  to  enforce  the  Federal 
law  against  a  food  within  its  jurisdiction 
precludes  a  second  enforcement 
proceeding  by  another  State  or  by  FDA 
against  the  same  food.  The  comment 
also  said  that  if  the  States  can  enforce 
identical  State  regulations  in  the  State 


courts,  such  actions  should  preclude  an 
FDA  action  in  the  same  State.  Another 
comment,  objecting  to  the  agency's 
interpretation  of  the  preemptive 
provisions  of  the  1990  amendments, 
argued  that  a  State's  action  should  be 
preempted  only  in  cases  where  the  FDA 
action  will  result  in  the  discontinuation 
of  the  illegal  practice  in  that  State  and 
in  the  nation.  Finally,  one  comment 
requested  that  FDA  revise  proposed 
§  100.2  to  provide  that  if  the  agency, 
upon  notincation  by  the  State  under 
section  307(b)(2)  of  the  act.  advises  a 
State  not  to  proceed,  that  State  may  not 
thereafter  independently  initiate 
enforcement  proceedings  based  upon 
the  same  violations  in  State  court  under 
an  identical  State  law. 

The  agency  agrees  in  part  with  these 
comments.  The  enforcement  actions 
available  to  the  States  under  the 
provisions  of  section  307  of  the  act  are 
seizure  and  injunction.  The  agency 
agrees  that  if  FDA  or  a  State  brought  a 
seizure  action  against  a  particular 
misbranding  violation,  the  action  would 
have  a  preclusive  effect  on  another  State 
or  FDA.  Section  304  of  the  act  prohibits 
multiple  seizures  based  on  the  same 
alleged  misbranding  of  food.  In  light  of 
the  changes  in  section  307  of  the  act, 
who  brings  the  fint  action,  whether  it  is 
FDA  or  a  State,  would  not  be  significant 
for  the  purposes  of  section  304  of  the 
act.  The  Hrst  action  filed  would 
preclude  any  others. 

In  the  case  of  an  injunction,  however, 
there  is  nothing  in  the  act  that  limits  the 
number  of  such  actions  that  can  be 
brought.  Therefore,  while  an  FDA 
injunction  action  would  preclude  State 
enforcement  actions  under  the  act  for  at 
least  90  days  under  section  307(b)(2). 
such  action  by  a  State  would  have  no 
effect  on  FDA's  or  another  State's  ability 
to  bring  an  action.  However,  the  agency 
also  notes  that  particularly  ini^is  time 
of  hmited  government  resources,  it  is 
highly  unlikely  that  any  jurisdiction 
would  bring  a  duplicative  injunction 
action. 

The  agency  does  not  agree  that  a  State 
action  to  enforce  a  State  law  that  is 
identical  to  the  act  against  food  in  its 
own  jurisdiction  precludes  an  FDA 
action  based  on  the  same  violation. 
Section  307  of  the  act  applies  only  to 
proceedings  to  enforce  the  act.  State  law 
cannot  act  to  preempt  Federal  law  or  to 
preclude  Federal  action.  Conversely,  the 
act  does  not  give  FDA  the  authority  to 
preclude  a  State  from  enforcing  an 
identical  State  law.  If  FDA  advises  a 
State  that  the  agency  is  comiaencing  or 
has  settled  an  enforcement  action  or 
proceeding,  then  the  State  is  precluded 
from  bringing  an  action  under  the  act  in 
Federal  court.  The  act  does  not  prohibit 


a  State  from  enforcing  an  identical  State 
law.  Nonetheless.  FDA  intends  to  work 
with  the  States  to  attempt  to  ensure  that 
State  provisions  that  are  identical  to 
provisions  in  the  act  are  interpreted  by 
the  States  in  a  way  that  is  as  consistent 
as  possible  with  n}A's  interpretation  of 
the  Federal  provisions. 

D.  State  Notification  Letter 

7.  Several  comments  wanted  States  to 
provide  FDA  with  evidence  supporting 
the  proposed  action.  The  comments  said 
that  FDA  should  require  the  same 
evidence  from  a  State  that  it  requires 
frvm  one  of  its  district  offices  when 
reviewing  proposed  enforcement 
actions.  'These  comments  also  wanted  a 
State  to  inform  FDA  of  the  type  of 
enforcement  action  that  it  expects  to 
bring.  On  the  other  hand,  one  comment 
said  that  FDA  was  requiring  too  much 
information  from  States,  and  that  the 
information  that  FDA  is  seeking  may  not 
be  available  at  the  beginning  of  an 
investigation.  The  comment  stated  that 
the  1990  amendments  only  require  that 
a  State  give  notice  to  FDA  that  it  intends 
to  bring  an  action,  and  that  the  detailed 
information  being  asked  for  by  FDA 
would  needlessly  delay  State 
enforcement  action  where  an  FDA 
action  may  not  even  be  contemplated. 

FDA  stated  in  the  preamble  to  the 
proposed  regulation  that  it  wanted  the 
States  to  inform  it  of  the  type  of  action 
that  they  planned  to  take  (56  FR  60534 
at  60535).  FDA  included  this  provision 
as  part  of  a  parenthetical  statement  in 
the  proposed  format  in  §  100.2(d)  (i.e.. 
"name  of  products  covered  by  the 
notification  and  the  enforcement  action 
that  is  to  be  initiated").  In  view  of  the 
comments,  and  to  eliminate  any 
possible  confusion,  the  agency  is 
revising  proposed  §  100.2(d)  to  include 
in  the  format  for  the  State's  notification 
specific  provision  under  item  I.,  "Type 
of  Enforcement  Action."  for  the  State  to 
inform  FDA  of  the  type  of  action  it  is 
planning  to  take. 

The  agency  disagrees  with  the 
suggestion  that  it  require  more  specific 
information  as  part  of  the  State 
notification,  including  a  description  of 
the  evidence  that  the  State  is  relying  on 
to  support  its  action.  The  agency 
considered  the  need  for  States  to  submit 
evidence  to  support  the  proposed 
action.  However,  the  factors  that  FDA 
will  consider  in  reviewing  State  notices 
of  their  intent  to  enforce  certain  sections 
of  the  act  bear  on  different  concerns 
than  those  that  the  agency  considers  in 
reviewing  a  recommendation  from  a 
district  office. 

When  a  district  recommendation  for 
an  enforcement  action  is  reviewed 
within  the  agency,  there  is  a  great  deal 
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of  concern  about  the  merits  of  the  case. 
A  decision  must  be  made  as  to  whether 
to  commit  the  agency's  resources  to 
prosecuting  it.  In  reviewing  a  State 
notice  of  intent,  FDA  is  not  responding 
to  the  merits  or  strengths  of  the  State's 
proposed  action.  The  agency  is  only 
trying  to  determine  whether  FDA  has 
taJcen,  is  taking,  or,  in  the  near  future, 
is  likely  to  take  action.  Tlie  States  may 
proceed  if  FDA  has  not  commenced  or 
settled  an  action.  It  is  up  to  the  courts 
to  decide  the  merits  of  the  State's  case. 
The  information  that  the  agency  is 
asking  a  State  to  submit  as  part  of  its 
notification  is  the  information  that  is 
necessary  to  ensure  that  the  State  and 
FDA  are  not  duplicating  efforts.  Thus, 
FDA  rejects  the  suggestion  that  it 
require  the  same  inrormation  from  a 
State  as  from  its  district  offices. 

The  agency  also  disagrees  with  the 
request  that  the  agency  limit  the 
information  necessary  in  a  notice.  The 
comment  suggested  that  the  notice 
should  be  limited  to  only  the  names  of 
the  State  and  of  the  official  giving 
notice,  the  name  of  the  product 
involved,  a  copy  of  the  label  involved, 
when  appropriate,  and  the  alleged 
violation  of  the  act.  Although  the  1990 
amendments  only  require  that  the  State 
give  notice  to  the  agency  that  it  intends 
to  bring  an  action,  the  information  that 
the  agency  is  asking  the  State  to  include 
in  the  notification  letter  is  the 
information  that  is  necessary  if  the 
agency  is  to  provide  a  timely  response 
to  the  State's  notice. 

The  purpose  of  section  4  of  the  1990 
amendments  is  to  provide  a  role  for 
State  enforcement  of  Federal  statutory 
provisions  that  have  preemptive  effect. 
(See  136  Congressional  Record  H5840 
(July  30, 1990)).  However,  such  a  role 
requires  close  coordination  between 
State  and  Federal  officials.  The  agency 
believes  that  it  is  requesting  the 
minimum  amount  of  information  that  is 
necessary  to  ensure  that  such  close 
coordination  exists.  As  mentioned 
above,  the  types  of  action  that  are 
available  to  the  States  for  the 
enforcement  of  the  act  under  the 
provisions  of  section  307  of  the  act  are 
seizure  and  injunction.  The  agency 
would  expect  that  a  State  would 
normally  have  the  information 
requested  in  proposed  §  100.2(d)  before 
it  could  initiate  diese  types  of  actions. 
Thus,  the  agency  does  not  believe  that 
compiling  the  information  that  it  is 
requesting  in  proposed  §  100.2  will 
delay  State  action. 

However,  the  agency  has  reconsidered 
the  provisions  for  the  State  notice  in 
light  of  this  comment  and  has 
determined  that  format  items  E  and  F 
are  redundant.  Moreover,  the  agency 


recognizes  that  there  may  be  situations, 
such  as  in  the  case  of  a  seizure  of 
misbranded  food,  where  the  identity  of 
the  responsible  firm  cannot  be  readily 
determined.  Thus,  the  agency  is 
modifying  the  format  for  the  notice  by 
deleting  item  F  and  revising  item  £  to 
read  "Name  and  Address  of  firm 
believed  to  be  responsible  for 
violations." 

E.  Response  to  State  NatificaUon  Letter 

8.  Several  comments  disagreed  with 
proposed  §  100.2(h)  that  provided  that 
the  Director  of  the  Division  of 
Regulatory  Guidance  in  the  Office  of 
Compliance  at  the  Center  for  Food 
Safety  and  Applied  Nutrition,  FDA,  will 
respond  to  the  State  notification  letter. 
The  comments  suggested  that  the 
agency  follow  its  existing  procedures  for 
formal  enforcement  actions  under 
which  such  actions  are  taken  with  the 
concurrence  of  the  Director  of  the  Office 
of  Compliance  and  the  Chief  Counsel 
along  with  review  by  the  Office  of 
Enforcement. 

The  agency  disagrees  with  these 
comments.  These  comments  do  not 
correctly  characterize  the  action  that 
occurs  as  a  result  of  the  submission  of 
a  State  notification.  FDA's  response  to 
such  a  letter  simply  informs  the  State  of 
action  that  FDA  has  taken  or  is  taking, 
and  it  is  not  an  evaluation  of  the  merits 
of  the  State's  case.  The  Division  of 
Regulatory  Guidance  is  the  central  focus 
within  FDA  for  all  enforcement  actions 
regarding  food.  Thus,  the  agency 
concludes  that  it  is  appropriate  that  this 
division  be  given  authority  to  inform  a 
State  whether  Federal  action  is  being 
taken  concerning  a  particular  product  or 
firm. 

9.  Several  comments  stated  that  the 
relationship  between  the  State  and  FDA 
once  the  State  notification  letter  is 
submitted  is  not  well  understood. 

Once  a  State  has  notified  the  agency 
of  its  intent  to  bring  an  action,  FDA 
believes  that  it  is  incumbent  on  the 
agency  to  inform  the  State  whether  it 
(FDA)  has  conunenced  an  informal  or 
formal  action  pertaining  to  the  food  in . 
question  within  30  days  of  the  State 
notification.  FDA  has  reflected  this 
obhgation  in  proposed  §  100.2(h).  If 
FDA  advises  a  State  that  the  agency  has 
commenced  an  informal  or  formal 
action,  under  section  307(b)(2)(B)  of  the 
act,  the  State  must  wait  a  total  of  90 
days  before  it  can  commence  an  action. 
FDA  will  also  advise  the  State  if  the 
agency  has  not  commenced  an  informal 
or  formal  action,  in  which  case  the  State 
may  proceed  with  its  proposed  action. 
FDA  must  either  have  an  informal  or 
formal  action  pending  or  begin  such  an 
action  within  30  days  of  the  State's 


initial  notice,  for  the  State  to  be 
precluded  from  taking  the  enforcement 
action.  FDA  will  maintain 
communication  with  the  State  regarding 
the  resolution  of  enforcement  actions. 

10.  One  comment  requested  that  FDA 
clarify  that  once  a  State  has  begim  an 
enforcement  action  against  a  particular 
product,  "no  new  notice  is  required  to 
add  defendants  to  the  State  action 
where  these  defendants  are  involved  in 
the  same  scheme  or  where  these 
defendants  are  acting  or  participating 
with  other  defendants  to  sell  the  same 
product." 

The  question  raised  by  the  comment 
is  too  general  for  the  agency  to  provide 
specific  clarification.  'The  agency  notes 
that  it  would  generally  agree  that  the 
simple  addition  of  a  corporate  officer  as 
a  defendant  or  of  an  additional  lot  of  a 
product  in  an  action  addressing  a 
specific  violation  of  the  act  would  not 
require  a  new  notice.  However,  the 
extension  of  an  action  to  include  new 
corporate  entities  or  differing  products 
would  likely  require  a  new  notice.  The 
agency  believes  that  proposed  S  100.2(a) 
is  sufficiently  clear  on  this  point  that 
there  is  no  need  to  revise  the 
regulations. 

F.  Public  Disclosure 

11.  One  comment  requested  that  FDA 
publicly  disclose  information  contained 
in  State  notification  letters,  excluding 
trade  secrets  and  confidential 
information.  Several  comments  wanted 
public  disclosure  of  information 
contained  in  FDA's  response  to  State 
notification  letters. 

The  agency  believes  that  proposed 
§  100.2(i),  regarding  exemption  from 
public  disclosure  of  information  in  State 
notification  letters,  is  appropriate. 
Section  20.61  of  FDA's  regulations  (21 
CFR  20.61)  provides  that  trade  secret 
and  confidential  commercial 
information  is  not  available  for  public 
disclosure.  Section  20.64  of  FDA's 
regulations  (21  CFR  20.64)  provides  that 
an  investigatoryT«cord  for  law 
enforcement  purposes  may  be  withheld 
by  the  agency  from  public  disclosure  if 
disclosure  of  the  record  would  interfere 
with  enforcement  proceedings  and 
disclose  investigative  techniques  and 
procedures.  The  State  notification  letter 
is  an  investigatory  record  in  that  it 
relates  to  a  potential  regulatory 
enforcement  action.  Such  an 
investigatory  record  is  available  for 
public  disclosure  as  provided  in 
§  20.64(c)  and  (d). 

Section  20.88  (21  CFR  20.88)  provides 
that  investigatory  records  compiled  for 
law  enforcement  officials  who  perform 
counterpart  functions  to  FDA  at  the 
State  and  local  level  are  exempt  fitim 
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public  disclosure  pursuant  to  §  20.64. 
The  agency's  response  to  a  State  « 
notification  letter  is  not  available  for 
public  disclosure  as  provided  by 
§§20.64  and  20.88. 

C.  Preemption  and  Enforcement 

12.  Several  comments  expressed 
concern  that  a  State  could  enforce  a 
State  law  that  is  identical  to  a  section  of 
the  act  but  have  an  interpretation  of  the 
law  that  is  different  from  FDA's 
interpretation  of  the  act. 

FDA  realizes  that  it  is  possible  for 
State  laws  that  are  identical  to  Federal 
laws  to  be  interpreted  differently  by  the 
different  States.  As  discussed  above,  the 
agency  believes  that  close  cooperation 
between  FDA  and  the  States  will  ensure 
that  goals  of  uniformity  are  met  while 
still  addressing  the  concerns  of  the 
citizens  of  a  State. 

H.  FDA's  Authority  to  Interpret  the  Act 

In  the  preamble  to  the  proposed 
regulations  the  agency  stated  that  to 
avoid  any  suggestion  of  an 
unconstitutional  delegation  to  States  to 
enforce  the  act.  FDA  retains  full- 
authority  to  advise  States  of  what  FDA 
believes  is  the  proper  interpretation  of 
any  of  the  sections  of  the  act  that  they 
may  seek  to  enforce.  The  agency  stated 
that  if  FDA  advises  a  State  that  its 
proposed  action  is  inconsistent  with 
FDA's  interpretation,  section  307  of  the 
act  requires  that  the  State  conform  its 
interpretation  to  FDA's  (56  FR  60534  at 
60535  to  60536). 

13.  Several  comments  agreed,  and  one 
comment  disagreed,  with  this  agency 
statement.  One  comment  wanted  the 
final  rule  to  add  a  new  §  100.2(h)(3)  that 
would  require  the  agency  to  advise  the 
States  that  the  interpretation  of  the  act 
that  they  seek  to  enforce  is  inconsistent 
with  FDA's  interpretation,  that  the 
labeling  in  question  does  not  violate  the 
act,  and  that  they  may  not  bring  an 
enforcement  proceeding.  The  comment 
that  disagreed  said  that  it  is  up  to  the 
courts  to  decide  the  ultimate  meaning  of 
the  provisions  of  the  act  in 
disagreements  between  the  States  and 
FDA. 

As  stated  above,  FDA  generally  will 
not  be  issuing  an  interpretation  to  the 
State  of  the  Federal  requirements  when 
it  responds  to  a  State  notification  letter. 
It  will  merely  inform  the  State  that  the 
agency  has  commenced  or  settled  an 
informal  or  formal  enforcement  action 
or  is  prosecuting  or  has  settled  a  court 
proceeding,  or  has  done  none  of  these 
things.  Therefore,  the  final  rule  does  not 
need  to  include  a  section  to  require  the 
agency  to  advise  a  State  that  its 
interpretation  is  inconsistent  with 
FDA's.  However,  after  consideration  of 


the  comments,  the  agency  continues  to 
believe  that  the  position  that  it 
enunciated  in  the  proposal  is  correct  for 
the  reasons  that  it  presented  (see  56  FR 
60534  at  60535  to  60536).  Therefore. 
FDA  reserves  the  right  to  advise  a  State 
that  its  proposed  action  is  inconsistent 
with  FDA's  interpretation  of  the  act  and 
will  do  so  as  circumstances  warrant. 

14.  Several  comments  wanted  the 
agency  to  ensure  that  a  mechanism  was 
available  to  provide  the  States  with 
agency  interpretations.  These  comments 
wanted  FDA  to  impose  time  limits  upon 
itself  to  issue  interpretations. 

Whenever  a  State  would  like  an 
interpretation  of  the  act,  it  may  seek  an 
advisory  opinion  under  §  10.85  (21  CFR 
10.85).  FDA  will  respond  to  the  request 
in  a  timely  manner.  The  agency's 
Division  of  Federal-State  Relations  also 
will  work  closely  with  the  States  to 
ensure  that  FDA's  interpretations  of  the 
act  and  the  agency's  regulations  on  food 
labeling  are  made  available  to  the  States. 
The  State  Training  Branch  of  FDA's 
Office  of  Regulatory  Affairs  will  conduct 
training  classes  for  the  States  after 
implementation  of  the  final  regulations. 

15.  One  comment  recommended  that 
the  agency  consider  establishing  an 
advisory  panel  of  State  and  local 
officials  to  assist  FDA  in  the 
development  of  interpretations. 

FDA  is  charged  by  Congress  to  enforce 
requirements  of  the  act.  Therefore.  FDA 
believes  that  as  a  general  matter,  it  is  its 
responsibility  to  interpret  the  act. 
However,  the  agency  also  recognizes  the 
value  of  receiving  input  from  State  and 
local  officials  as  well  as  others  in  the 
development  of  its  interpretations.  To 
this  end  the  agency  is  establishing  a 
Food  Advisory  Committee  that  will 
consider  a  broad  range  of  questions 
concerning  food  (57  FR  8123",  March  6, 
1992).  FDA  will  be  including 
representatives  from  State  and  local 
governments  on  this  committee.  The 
agency  notes  that  it  utilizes  a  number  of 
other  approaches  to  ensure  that  it  is 
aware  of  State  and  local  government 
concerns,  including  participation  in 
activities  of  the  Association  of  Food  and 
Drug  Officials  and  regular  contacts  with 
the  State  through  FDA's  Division  of 
Federal-State  Relations.  Thus,  FDA  does 
not  believe  that  it  is  necessary  to 
establish  a  separate  standing  advisory 
panel  of  State  and  local  officials  as  a 
regular  part  of  FDA's  process  of 
interpreting  the  act. 

m.  Conclusion 

FDA  is  revising  proposed  §  100.2(d)  in 
response  to  comments  submitted 
regarding  the  proposal  on  the  State 
enforcement  provisions  of  the  1990 
amendments  (56  FR  60534).  FDA  has 


revised  proposed  §  100.2(d),  regarding 
the  State  notification  letter  format,  by 
modifying  the  format  item  E  to  read  "E. 
Name  and  address  of  firm  believed  to  be 
responsible  for  violations,"  deleting 
item  F,  renumbering  items  G,  H,  and  I 
as  F,  G,  and  H,  and  including  a  new 
format  item  I  to  read  "I.  Type  of 
enforcement  action."  FDA  has  also 
modified  proposed  §  100.2(j)(2)  to  read: 
"formal  enforcement  actions"  include 
seizures,  injunctions,  or  other  civil 
judicial  enforcement  actions  that  pertain 
to  the  food  in  question."  The  agency  has 
adopted  the  remainder  of  the  provisions 
of  §  100.2  as  proposed  with  only  minor 
editorial  revisions  because  the  agency 
did  not  receive  any  comments 
concemingithem,  or  because,  as 
discussed  above,  the  comments  that  it 
did  receive  did  not  justify  a  change. 

rv.  Economic  Impact 

In  its  November  1991  proposal,  FDA 
concluded  that  the  proposed 
requirements  did  not  constitute  a  major 
rule  and  that  no  significant  impact  on  a 
substantial  number  of  small  entities, 
including  small  business,  would  derive 
from  this  action.  FDA  has  not  received 
any  new  information  or  comments  on 
the  proposal  that  would  alter  its 
previous  determination. 

V.  Paperwork  Reduction 

Section  100.2  of  this  final  rule 
contains  notification  requirements  that 
were  submitted  for  review  and  approval 
to  the  Director  of  the  Office  of 
Management  and  Budget  (OMB),  as 
required  by  section  3504(h)  of  the 
Paperwork  Reduction  Act  of  1980.  The 
requirements  were  approved  and 
assigned  OMB  control  number  0910- 
0275. 

List  of  Subjects  in  21  CFR  Part  100 

Administrative  prac^e  and 
procedure.  Food  labeling,  Foods. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  100  is 
amended  as  follows: 


PART100— GENERAL , 

1.  The  authority  citation  for  21  CFR 
part  100  continues  to  read  as  follows: 

Authority:  Sees.  201,  301.  307.  402.  403. 
409,  701  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C  321.  331.  337.  342. 
343.  348,  371). 

2.  Section  100.2  is  added  to  subpart 
A  to  read  as  follows: 

1 1 00.2    State  enforcement  of  Federal 
regulations. 

(a)  Under  section  307  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act), 
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8  State  may  bring,  in  its  own  name  and 
within  its  own  jurisdiction,  proceedings 
for  the  dvil  enforcement,  or  to  restrain 
violations,  of  sections  401, 403(b). 
403(c),  403(d),  403(e),  403(f).  403(g). 
403(h).  403(i).  403(k),  403(q),  or  403(r) 
of  the  act  if  the  food  that  is  the  subject 
of  the  proceedings  is  located  in  the 
State. 

(b)  No  proceeding  may  be  commenced 
by  a  State  \mder  paragraph  (a)  of  this 
section: 

(1)  Before  30  days  ai^er  the  State  has 
given  notice  to  the  Food  and  Drug 
Administration  (FDA)  that  the  State 
intends  to  bring  such  proceeding. 

(2)  Before  90  days  afler  the  State  has 
given  notice  to  FDA  of  such  intent  if 
FDA  has,  within  such  30  days, 
commenced  an  informal  or  formal 
enforcement  action  pertaining  to  the 
food  which  would  be  the  subject  of  such 
proceeding. 

(3)  If  FDA  is  diligently  prosecuting  a 
proceeding  in  court  pertaining  to  such 
food,  has  settled  sucn  proceeding,  or  has 
settled  the  informal  or  formal 
enforcement  action  pertaining  to  such 
food. 

(c)  A  State  may  intervene  as  a  matter 
of  right,  in  any  court  proceeding 
described  in  paragraph  (b)(3)  of  this 
section. 

(d)  The  notification  that  a  State     ' 
submits  in  accordance  with  paragraph 
(b]  of  this  section  should  include  the 
following  information  and  be  submitted 
in  the  following  recommended  format: 


(Date) 

Name  of  State  agency  • 
Post  office  address  — 
Street  address  ■ 


City,  State,  and  ZIP  code 

Name  of  product(s)  covered  by  the 

notification 

Reporting  official,  title,  and  telephone 

no. 

FAX  No. 


Agency  contact  (if  different  from 
reporting  official),  tide,  and  telephone 
no. 


Director, 

Division  of  Regulatory  Guidance  (HFF- 

310). 

Center  for  Food  Safety  and  Applied 

Nutrition, 

Food  and  Drug  Administration. 

200  C  St.  SW.. 

Washington.  DC  20204. 

To  Whom  It  May  Concern: 

The  imdersigned, ,  submits  this 

letter  of  notification  pursuant  to  section 
307(b)(1)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act 
(21  U.S.C.  337(b)(1))  with  respect  to 

.  (name  of  products  covered  by 

the  notification  and  the  enforcement 
action  that  is  to  be  initiated) 
Attached  hereto,  and  constituting  a  part 
of  this  letter  of  notification  are  the 
following: 

A.  The  name  of  the  product. 

B.  The  type  and  size  of  each  product 
container. 

C.  Copy  of  the  label  and  labeling  of 
the  product. 

D.  Manufacturing  code  (if  applicable). 

E.  Name  and  address  of  firm  believed 
to  be  responsible  for  violations. 

F.  Name  and  address  of  parent  firm  (if 
known). 

G.  Reason  for  the  anticipated  State 
enforcement  action  (list  specific 
violations,  including  sections  of  this  law 
violated). 

H.  Name  of  firm  against  which  action 
is  anticipated  (if  applicable). 
I.  Type  of  enforcement  action. 
Yours  very  truly. 
Reporting  Agency 

By 

(Indicate  authority) 

(e)  The  letter  of  notification  ^ould  be 
signed  by  a  State  official  authorized  by 
the  State  to  institute  the  contemplated 
enforcement  actions. 

(f)  The  letter  of  notification  should  be 
sent  to  the  Division  of  Regulatory 
Guidance  (HFF-310),  Center  for  Food 
Safety  and  Applied  Nutrition,  Food  and 
Drug  Administration,  200  C  St.  SW., 
Washington,  EX:  20204.  FAX  number 
202-205-4642. 


(g)  FDA  vrill  notify  the  State  of  the 
date  in  which  its  letter  of  notification 
was  received  by  FDA,  Center  for  Food 
Safety  and  Applied  Nutrition,  Division 
of  Regulatory  Guidance  (HFF-310) 
(within  2  working  days  after  date  of 
receipt).  This  date  will  be  the  date  of 
notification  for  the  purposes  of 
paragraph  (b)  of  this  section. 

(h)  The  Director,  Division  oi 
Regulatory  Guidance.  Office  of 
Compliance,  Center  for  Food  Safety  and 
Applied  Nutrition,  FDA,  will  respond  to 
the  State's  notification  within  30  days  of 
the  date  of  notification  by  advising: 

(1)  Whether  FDA  has  commenccKl  an 
informal  or  formal  enforcement  action 
pertaining  to  the  food  that  is  the  subject 
of  the  notification:  or 

(2)  Whether  FDA  is  prosecuting  a 
proceeding  in  court  pertaining  to  such 
food,  has  settled  such  proceeding,  or  has 
settled  informal  or  formal  enforcement 
action  pertaining  to  such  food. 

(i)  Information  contained  in  State 
notification  letters  shall  be  exempt  from 
public  disclosure  to  the  same  extent  to 
which  such  information  would  be  so 
exempt  pursuant  to  §§  20.61,  20.64,  and 
20.88  of  this  chapter. 

(j)  Definitions.  (1)  "Informal 
enforcement  actions"  include  warning 
letters,  recalls,  detentions,  or  other 
administrative  enforcement  actions  that 
pertain  to  the  food  in  question. 

(2)  "Formal  enforcement  actions" 
include  seizures,  injunctions,  or  other 
civil  judicial  enforcement  actions  that 
pertain  to  the  food  in  question. 
(Information  collection  requirements  in 
this  section  were  approved  by  the  Office 
of  Management  and  Budget  (OMB)  and 
assigned  OMB  control  number  0910- 
0275.) 

Dated:  October  20, 1992. 
David  A.  Kossler. 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan. 

Secretary  of  Health  and  Human  Services. 
(PR  Doc  92-31508  Filed  12-28-92;  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  100 
(Dock«tNo.»1N-0038] 
RtN  090»-AD0e 

State  Petitions  Requesting  Exemption 
from  Federal  Preemption 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

action:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  its 
regulations  to  provide  for  petitions 
requesting  exemption  from  preemption 
for  State  or  local  food  standards  and  for 
certain  other  State  or  local  labeling 
requirements  that  are  preempted  under 
the  provisions  of  the  Nutrition  Labeling 
and  Education  Act  of  1990  {the  1990 
amendments).  The  regulations  set  out 
the  procedures  for  the  submissioli,  and 
for  agency  review,  of  these  petitions  and 
the  information  that  the  petitioner 
should  supply.  Petitions  by  State  and 
local  governments  seeking  exemption 
from  specified  preemptive  Federal 
requirements  are  specificalfy  authorized 
by  the  1990  amendments. 
EFFECTIVE  DATE:  February  5. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 

Elizabeth  J.  Campbell.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
155).  Food  and  Drug  Administration. 
200  C  St.  SW..  Washington.  DC  20204. 
202-205-5229. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  response  to  requirements  of  the 
1990  amendments  (Pub.  L.  101-535). 
FDA  published  in  the  Federal  Register 
of  November  27. 1991  (56  FR  60528).  a 
proposal  to  provide  for  petitions 
requesting  exemption  from  preemption 
for  State  or  local  food  standards  and  for 
certain  other  State  or  local  labeling 
requirements  that  are  preempted  under 
the  provisions  of  the  1990  amendments. 
The  proposed  regulations  set  out  the 
procedures  for  the  submission,  and  for 
agency  review,  of  these  petitions  and 
the  information  that  the  petitioner 
should  supply.  Interested  persons  were 
given  until  February  25. 1992.  to 
comment. 

FDA  received  over  50  letters,  each 
containing  one  or  more  comments,  from 
industry,  trade  associations,  States, 
government  organizations,  consumer 
organizations,  a  Congressman,  and  a 
consumer.  The  comments  generally 
supported  the  proposal.  Several  letters 


submitted  in  response  to  the  proposal 
addressed  issues  outside  the  scope  of 
the  proposal  and  will  not  be  discussed 
here.  A  number  of  comments  disagreed 
writh.  and  requested  clarification  of, 
various  aspects  of  the  1990  amendments 
or  the  proposal.  Some  of  these 
comments  suggested  modification  and 
revision  in  various  provisions  of  the 
proposal.  A  summary  of  the  comments 
and  the  agency's  responses  follow. 

II.  General  Comments 

1.  One  comment  asserted  that 
individuals  should  have  the  right  to 
petition  for  exemption.  The  comment 
stated  that  this  would  allow  for  a  more 
universally  equitable  resolution  of 
preemption  issues. 

Only  States  and  political  subdivisions 
of  States  have  legal  standing  to  petition 
for  exemption.  Section  403A(b)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  343-l(b))  provides 
only  that  upon  the  petition  of  a  State  or 
a  political  subdivision  of  a  State,  the 
Secretary  may  exempt  a  State  or  local 
requirement  from  the  effect  of  section 
403  A(a)  of  the  act.  Thus.  Congress  did 
not  provide  for  petitions  from  other 
parties,  and  the  agency  has  no  authority 
to  grant  the  comment's  request. 

2.  Some  comments  wanted  to  know  if 
State  requirements  were  preempted 
when  the  products  in  question  were 
strictly  intrastate  products. 

The  agency  advises  that  under  section 
403 A(a)  of  the  act.  State  requirements 
are  not  subject  to  preemption  to  the 
extent  that  they  apply  to  intrastate 
products. 

III.  What  State  Laws  Are  Covered 

A.  "Not  Identical  To" 

3.  One  comment  suggested  that 
whether  a  State  or  political  subdivision 
of  a  State  needs  to  seek  exemption  from 
preemption  for  a  law  or  regulation 
should  be  based  on  whether  there  are 
substantive  differences  between  the 
State  and  the  Federal  requirements. 

The  agency  does  not  accept  the 
comment.  While  the  results  under  the 
comment's  suggested  test  might  be  the 
same  as  un^er  the  agency's  proposal, 
FDA  believes  its  proposal  is  more 
consistent  with  the  statutory  test.  Under 
§  100.1(c)(4).  if  the  State  requirement  is 
identical  to  the  Federal  law,  it  is  not 
subject  to  preemption  under  section 
403A(a)  of  the  act.  In  addition,  if  the 
State  requirement  does  the  same  thing 
that  the  Federal  law  does,  even  if  the 
words  are  not  the  same,  then  it  is 
effectively  the  same  requirement  as  the 
Federal  requirement.  FDA's  view,  as 
embodied  in  §  100.1(c)(4).  is  that  such  a 
State  or  local  requirement  need  not  be 


preempted,  and  that  there  is 
consequently  no  need  to  exempt  it  from 
preemption.  Therefore,  the  only  State 
requirements  that  are  subject  to 
preemption  are  those  that  are 
affirmatively  different  on  matters  that 
are  covered  by  section  403A(a)  of  the 
act. 

A  State  will  only  petition  for 
exemption  of  a  requirement  from 
preemption  if  the  requirement  is,  or  the 
State  has  a  good  reason  to  believe  that 
it  is,  subject  to  preemption.  The  agency 
believes  that  the  petition  process  that  it 
is  establishing  provides  States  with  an 
appropriate  mechanism  for  requesting 
such  an  exemption  from  preemption.  If 
a  State  can  adequately  demonstrate  the 
need  for  the  labeling  requirement,  that 
such  requirement  will  not  cause  a  food 
to  be  in  violation  of  Federal  law,  and 
that  it  will  not  unduly  burden  interstate 
commerce,  then  FDA  will  propose  to 
grant  the  exemption. 

B.  More  Stringent  State  Requirements 

4.  Several  comments  expressed 
concern  that  stringent  State  laws  may  be 
preempted  by  less  restrictive  Federal 
regulations.  These  comments  said  that 
States  should  retain  the  authority  to 
enforce  strict  State  laws  that  serve  the 
needs  of  its  citizens.  One  of  the 
comments  was  concerned  that  its 
regulation  pertaining  to  open  dating  for 
perishable  and  semiperishable  food 
products  would  be  preempted,  and  it 
would  be  precluded  from  enforcing 
these  open-dating  provisions.  Another 
comment  said  that  producers  who  are 
able  to  successfully  differentiate  their 
products  based  on  superior  quality 
should  not  be  prevented  by  Federal  law 
from  marketing  that  product  under  a 
State  standard  that  rewards  that  quality. 

FTDA  acknowledges  that  some 
stringent  State  laws  will  be  preempted 
by  less  restrictive  Federal  regulations. 
However,  one  of  the  goals  of  the  1990 
amendments  is  national  uniformity  in 
certain  aspects  of  food  labeling,  so  that 
the  food  industry  can  market  its 
products  efficiently  in  all  50  States  in  a 
cost-effective  manner  (Statement  of  Rep. 
Madigan,  136  Congressional  Record 
H12954.  October  26.  1990).  Thus,  in 
enacting  the  1990  amendments. 
Congress  decided  that  even  though 
Federal  requirements  may  preempt 
more  restrictive  State  requirements  in 
certain  instances,  the  net  benefits  from 
national  uniformity  in  these  aspects  of 
the  food  label  outweigh  the  loss  in 
consumer  protection  that  may  occur  as 
a  result.  In  regard  to  open  dating,  the 
agency  notes  that  State  laws  and 
regulations  will  not  be  preempted 
because  FDA  does  not  have  authority  to 
establish  such  requirements  under  the 
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sections  of  the  act  that  have  been  given 
preemptive  effect.  Therefore,  a  State 
will  not  be  precluded  from  enforcing  its 
open-dating  provisions.  With  respect  to 
the  latter  comment,  the  agency  advises 
that  producers  who  choose  to  market  a 
superior  quality  product  are  not 
precluded  by  Federal  preemption  from 
doing  so. 

In  response  to  inquiries  from  State 
officials  and  food  producers  concerned 
about  the  consequences  of  the 
preemption  provisions,  FDA  has 
informed  them  that  while  the  agency 
may  act  in  the  future  to  remove  from  its 
regulations  any  provisions  that  permit 
more  stringent  State  requirements,  those 
provisions  remain  in  place  for  the 
moment  and  presumably  have  the  force 
and  effect  of  law.  FDA  does  not  intend 
to  interfere  with  actions  by  States  to 
enforce  their  standards  based  on 
existing  regulations. 

C  State  Common  or  Usual  Name 
e;::iIations 


f 


5.  Several  comments  questioned 
whether  a  State  common  or  usual  name 
regulation  was  preempted  if  the 
regulation  was  promulgated  in 
conformance  with  §  102.5  General 
principles  (21  CFR  102.5),  and  it  is  a 
food  for  which  FDA  has  not  adopted  a 
common  or  usual  name  as  a  standard. 

Section  403(i)(l)  of  the  act,  which 
requires  that  the  label  of  a  food  bear  its 
common  or  usual  name,  if  any,  is  one 
of  six  misbranding  sections  of  the  act 
identified  in  section  403A(a)(3)  of  the 
act  that  were  the  subject  of  a  study 
mandated  by  section  6(b)  of  the  1990 
amendments.  The  purpose  of  the  study 
was  to  determine  which  of  the  six 
sections  are  adequately  being 
implemented  by  FDA  regulations  and 
which  are  not.  The  agency  contracted 
with  the  National  Academy  of  Sciences, 
Institute  of  Medicine  (lOM)  to  conduct 
the  study. 

On  July  28, 1992  (57  FR  33283).  as 
required  by  the  1990  amendments,  the 
agency  published  its  proposed  lists  of 
those  sections  that  are  adequately  being 
implemented  and  those  sections  that  are 
not.  Based  on  the  lOM's 
recommendations,  the  agency 
tentatively  concluded  that  FDA 
regulations  in  part  102  (21  CFR  part 
102)  adequately  establish  procedures  for 
the  development  and  application  of 
common  or  usual  names  imder  section 
403(i)(l)oftheact. 

The  agency  is  publishing  elsewhere  in 
this  issue  of  the  Federal  Register  a  final 
rule  entitled,  "Certain  Misbranding 
Sections  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  That  Are,  and  That  Are 
Not,  Adequately  Being  Implemented  by 
Regulation  Notice  of  Final  Lists."  Based 


upon  FDA's  evaluation  of  the 
recommendations  of  the  lOM,  its 
consideration  of  the  comments  on  the 
proposed  lists,  and  other  available 
information,  the  agency  provides  in  that 
final  rule  its  finding  that  section 
403(i)(l)  of  the  act  is  being  adequately 
implemented. 

Section  6(b)(3)(B)  of  the  1990 
amendments  provides  that  "With 
respect  to  a  section  which  is  found  by 
the  Secretary  to  be  adequately 
implemented,  no  State  or  political 
subdivision  of  a  State  may  establish  or 
continue  in  e^ct  as  to  any  food  in 
interstate  commerce  any  requirement 
which  is  not  identical  to  such  section." 
Thus,  a  State  common  or  usual  name 
regulation  promulgated  in  conformance 
with  §  102.5  for  a  food  for  which  there 
is  no  specific  Federal  common  or  usual 
name  regulation  is  preempted.  However, 
the  agency  would  consider  an 
exemption  for  preemption  based  on  the 
conditions  that  led  the  State  to  believe 
that  there  was  a  need  for  the  State 
common  or  usual  name  regulation. 

D.  State  Standards  of  Identity.  Quality, 
or  Fill  Fegulations 

6.  Several  comments  asked  whether  a 
State  standard  of  identity,  quality,  or  fill 
is  preempted  if  it  is  for  a  food  for  which 
there  are  no  Federal  standards. 

Under  section  403A(a)(l)  of  the  act,  a 
State  may  not  establish  or  continue  in 
effect  a  standard  of  identity,  quality,  or 
fill  for  a  food  that  is  the  subject  of  a 
standard  of  identity  under  section  401 
of  the  act  (21  U.S.C.  341)  that  is  not 
identical  to  the  Federal  standard.  If 
there  is  no  Federal  standard  of  identity, 
quality,  or  fill  for  a  particular  food,  then 
there  is  no  basis,  under  the  terms  of 
section  403A(a)(l)  of  the  act,  for  finding 
that  there  is  Federal  preemption.  By 
contrast,  under  section  403A(a)(2) 
through  (a)(5)  a  State  may  not  establish 
or  continue  in  effect  any  requirement 
"of  the  type"  set  forth  in  the  sections  of 
the  act  specified  in  section  403A(a)(2) 
through  (a)(5).  Thus,  State  or  local 
requirements  can  be  preempted  under 
section  403A(a)(2)  through  (a)(5)  even  if 
no  analogous  Federal  regulation  had 
been  promulgated. 

7.  A  comment  noted  that  there  was  a 
typographical  error  in  proposed 

§  100.1(c)(4)  in  that  the  word  "quantity" 
should  be  "quality"  instead. 

The  agency  acknowledges  the 
typographical  error,  tmd  it  has  replaced 
the  word  "quantity"  with  the  word 
"quality"  in  §  100.1(c)(4)  set  forth 
below. 


E.  State  Laws  Adopted  from  the  U.S. 
Department  of  Commerce  Handbook 

8.  Two  comments  asked  if  the  weights 
and  measures  standards  for  food 
products  adopted  by  States  from  U.S. 
Department  of  Commerce  publications, 
contained  in  the  National -Institute  of 
Standards  and  Technology  (NIST) 
Handbook  130  1992  (Uniform  Packaging 
and  Labeling  Regulation  and  the 
Uniform  Regulation  for  the  Method  of 
Sale  of  Commodities)  and  the  NIST 
Handbook  133  (Checking  the  Net 
Contents  of  Packaged  Goods),  would  be 
preempted  under  the  1990  amendments. 
The  comments  said  that  the 
requirements  of  these  publications  do 
not  appear  to  be  different  than  those  in 
§  101.105  Declaration  of  net  quantity  of 
contents  when  exempt  (21  CFR  101.105) 
but  do  go  into  more  detail.  The 
comments  asked  if  FDA  would  adopt 
these  U.S.  Department  of  Commerce 
publications  as  part  of  its  regulations. 

The  agency  advises  that  State 
requirements  adopting  U.S.  Department 
of  Commerce  publications  would  not  be 
subject  to  preemption  if  the  State 
requirements  can  be  considered  to  be 
identical  to  §  101.105.  FDA's  view,  as 
refiected  in  §  100.1(c)(4),  is  that  the  fact 
that  the  State  requirements  contain 
more  detail  than  found  in  the  Federal 
regulation  does  not  necessarily  mean 
that  the  State  requirements  would  be 
subject  to  preemption.  Preemption 
would  occur  only  if  the  detailed 
information  included  in  the  State 
requirements  imposes  different  or 
stricter  requirements  than  provided  for 
in  §101.105. 

To  resolve  any  concerns  that  a  State 
may  have  about  a  potential  conflict 
between  its  requirement  and  a  Federal 
requirement,  a  State  may  petition  the 
agency  for  exemption  from  preemption 
for  its  requirement.  If  FDA  concludes 
that  the  State  requirement  is  identical  to 
the  Federal  requirement,  the  agency  will 
advise  the  State  of  that  fact  and  deny  the 
State's  petition  without  prejudice. 
While  the  agency's  opinion  is  not 
binding,  it  will,  if  a  question  of 
preemption  with  regard  to  that  State 
requirement  is  raised  in  court,  provide 
evidence  that  the  State  requirement,  in 
FDA's  view,  is  not  preempted.  If  the 
court  later  decides  otherwise,  the  State 
still  has  the  option  of  petitioning  FDA 
for  an  exemption  from  preemption. 

FDA  is  not  adopting  the  U.S. 
Department  of  Commerce  publications 
as  part  of  its  regulations  at  this  time. 
However,  because  the  issues 
surrounding  the  harmonization  of  FDA's 
regulations  and  the  U.S.  Department  of 
Commerce  publications  that  have  been 
adopted  and  enforced  by  States  are  bof* 
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important  and  complex,  the  agency 
wou?d  welcome  a  meeting  with  the 
National  Conference  on  Weights  and 
Measures,  State  officials,  and  other 
interesled  Federal  agencies  to  decide 
what  steps  axe  necessary  and 
approp-'ate  to  ensure  that  FDA's 
regulations  and  the  relevant  Department 
of  Commerce  publications  are 
harmonized. 

9.  A  Comment  asked  wiiether  all  the 
States  that  had  adopted  regulations 
identical  to  those  the  Department  of 
Commerce  publications  had  to  petition 
for  exemption,  or  whether  FDA  could 
issue  a  blanket  exemption  for  all  of 
those  States. 

The  agency  advises  that  it  will  accept 
blanket  exemption  petitions  that  cover 
circumstances  such  as  those  represented 
by  the  example  of  the  State  regulations 
adopted  in  response  to  the  U.S. 
Department  of  Commerce's 
publications.  If,  because  of  the  detailed 
information  from  such  publications  that 
is  included  in  the  States'  requirements, 
the  States  consider  their  regulations  to 
be  subject  to  preemption,  one  or  more 
States  should  submit  an  exemption 
petition  that  meets  the  requirements  set 
forth  below  in  §  100.1.  Among  other 
things,  the  exemption  petition  would 
need  to  show  the  authority  for  the 
petitioner  to  act  on  behalf  of  the  other 
States  or  poliacal  subdivisions  of  the 
States,  identify  the  State  requirements 
and  the  dates  that  they  were  enacted, 
and  include  a  statement  of  the  grounds 
upon  which  the  petition  Is  based. 
Depending  upon  the  circumstances,  the 
agency  will  consider  granting  an 
exemption  from  preemption  for  the 
requirements  of  each  of  the  States  or 
political  subdivisions  covered  by  the 
petition. 

IV.  State  Petitions 


A.  General 

10.  Several  comments  objected  to  the 
statutory  provision  that  allows  a  State  to 
petition  for  an  exemption  from 
preemption  by  Federal  food  labeling 
regulations.  These  comments  were  of 
the  view  that  all  State  laws  regarding 
food  labeling  should  be  preempted  by 
Federal  food  labeling  regulations,  and 
that  States  should  not  be  allowed  to 
petition  for  an  exemption.  On  the  other 
hand,  another  comment  said  that  State 
laws  regarding  food  labeling  should  not 
be  preempted  by  Federal  regulation,  and 
thus  there  is  no  need  for  a  process  to 
petition  for  an  exemption. 

Section  403 A(b)  cl  the  act  spedRcally 
allows  a  State,  or  a  poLtlcal  subdivision 
cf  a  State,  to  petition  the  Secretary  for 
en  exemption  from  preemption,  h  states 
that  the  Secretary  may.  npNon  being 


petitioned  by  a  State,  or  political 
subdivision  of  a  State,  exempt  any  State 
or  local  requirement  that:  (1)  Would  not 
cause  any  food  to  be  In  violation  of  any 
applicable  requirement  under  Federal 
law,  (2)  would  not  unduly  burden 
interstate  commerce,  and  (3)  is  designed 
to  address  a  need  for  information  that  is 
not  met  by  the  misbranding  sections  of 
the  act  referred  to  in  section  403A(a)  of 
the  act  Given  this  provision,  the  agency 
has  concluded  that  the  procedures  that 
it  is  establishing  for  the  submission  and 
consideration  of  petitions  for  exemption 
from  preemption  are  necessary  to 
effectuate  the  law.  Therefore,  the  agency 
rejects  the  comments  on  this  point. 

B.  Use  of  Medical  Device  Amendments 
OS  a  Model 

11.  One  comment  suggested  that  FDA 
model  its  regulations  on  State  petitions 
for  exemption  from  preemption  under 
the  1990  amendments  after  FDA's 
medical  device  regulations  for  such 
exemptions  {21  CFR  808.20.  808.25,  and 
808.35)  rather  than  after  the  Consumer 
Product  Safety  Commission  (CPSC) 
regulations.  The  comment  asserted  that 
the  medical  device  regulations  are  better 
suited  as  a  model  because  they  are  more 
comprehensive  than  the  CPSC 
regulations.  The  comment  noted  that  the 
medical  device  regulations  require 
States  to  provide  more  information  in 
the  petition  than  they  would  be  required 
to  provide  under  proposed  §  100.1  and 
provide  interested  persons  with  an 
opportunity  to  have  an  oral  hearing  on 
whether  a  petition  should  be  granted. 

The  agency  does  not  believe  that  the 
medical  device  regulations  on 
exemption  petitions  are  an  appropriate 
model  for  implementing  the  1990 
amendments.  The  statutory  provisions 
under  which  the  medical  device 
regulations  were  promulgated  are 
different  from  the  1990  amendments  in 
a  fundamental  respect.  The  medical 
device  statutory  provisions  require  a 
hearing.  The  1990  amend.naents  do  not. 
Consequently,  the  agency  chose  to 
model  its  regulations  after  the  CPSC 
regulations  rather  than  the  medical 
device  regulations  because  the  CPSC 
regulations  provided  a  mechanism  in 
which  no  hearing  is  required. 

Moreover,  the  agency  believes  that  the 
information  proposed  by  FDA  for 
submission  by  a  State  in  its  exemption 
petition  is  appropriate  because  it 
responds  directly  to  the  criteria 
established  by  section  403ArD)  of  the 
act.  Accordingly,  FDA  is  not  making  the 
suggested  changes. 

12.  Se'/eral  comments  requested  that 
FDA  provide  for  the  periodic  review  of 
granted  exemptions  and  for  the 
revocation  of  an  exemption  if  tha 


conditions  that  were  present  when  the 
exemption  was  granted  no  longer  exist 
One  comment  noted  that  the  medical 
device  procedures  provide  for  such 
revocaticm  of  previously  granted 
exemption  petitions. 

The  agency  understands  the  concerns 
expressed  by  these  comments  and  Is 
open  to  citizen  petitions  to  revoke  an 
exemption  if  such  revocation  is 
warranted.  However,  the  agency  does 
not  have  the  resources  to  commit  itself 
to  periodic  reviews  of  exemptions 
granted  to  States.  If  an  interested  person 
becomes  aware  of  a  change  in  the 
conditions  that  led  FDA  to  grant  an 
exemption,  that  person  can  submit  a 
citizen  petition  under  §  10.30  Citizen 
petition  (21  CFR  10.30)  requesting 
revocation  of  that  exemption.  The 
agency  will  review  any  such  petition 
that  is  submitted.  If  the  petition  shows 
that  the  conditions  that  JustiPied  an 
exemption  no  longer  exist,  the  agency 
will  consider  revoking  that  exemption. 

C.  tVhot  the  Petition  Must  Show  About 
Effect  on  Interstate  Commerce 

13.  Several  comments  suggested  that 
FDA  should  balance  a  State  or  locality's 
particular  need  agaiust  the  burden  on 
interstate  commerce  in  determining 
whether  an  exemption  petition  should 
beravnted. 

"ine  agency  does  not  believe  that  (he 
test  for  whether  a  State  requirement 
does.  In  fact,  "unduly  burden"  interstate 
commerce  is  one  of  balancing  burden 
versus  need.  The  statute  anticipates  that 
a  State  or  locality's  need  for  a  particular 
labeling  requirement  will  be  assessed 
separately  under  section  403A(b)(3).  In 
case  law  interpreting  "undue  burden," 
the  court  equaled  the  term  with 
unfairness.  (See  Mid-South  Bottling  Co. 
V.  NLRB.  876  F.2d  458.  461  (5th  Or. 
1989)).  Applying  this  unfairness 
standard,  one  could  argue,  for  example, 
that  if  a  State  requirement  can  be  readily 
accommodated  (e.g..  a  stick-on  label)  or 
is  not  applied  to  out-of-state  firms,  it 
does  not  imduly  burden  interstate 
commerce.  On  the  other  hand,  if  the 
State  requirement  required  a  completely 
different  label  than  would  be 
apprcpriate  everywhere  else  in  the 
country,  a  strong  argument  could  be 
made  that  it  does  luiduiy  burden 
interstate  commerce.  Accordingly,  the 
agency  is  not  including  the  suggested 
balancing  test  as  a  criterion  for 
determining  whether  a  Slate's  petition 
for  exemption  from  preemption  should 
be  granted. 

14.  Several  comments  objected  to  the 
amount  of  information  required  In  a 
State  petition  on  the  effect  that  granting 
it  will  have  on  interstate  commerce. 
These  comments  were  particularly 
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opposed  to  the  agency's  position  that 
States  should  obtain  infonnation  in  the 
fbnn  of  statements  from  producers  of 
food  products  indicating  that  it  is 
practical  and  feasible  for  them  to 
comply  with  the  State  requirement. 

The  congressional  intent  in  enacting 
the  1990  amendments  was  to  provide 
national  uniformity  and  to  allow 
industry  to  conduct  business  in  an 
efficient  and  cost-eflective  manner  (136 
Congressional  Record  Hi  2954,  October 
26, 1990).  Accordingly,  the  State  has  the 
burden  to  show  why  an  exemption  is 
appropriate,  and  why  such  an 
exemption,  if  granted,  would  not 
imduly  burden  interstate  commerce. 

To  meet  this  binden,  a  State  will  need 
to  contact  industry  to  determine  the 
effect  of  its  regulations  upon  interstate 
commerce.  Although  a  company  may 
say  that  the  burden  is  significant,  the 
State  would  have  the  opportunity  to 
show  as  part  of  its  petition  that  the 
company's  viow  is  overstated  and, 
therefore,  does  not  provide  a  basis  for 
denying  the  petition.  Accordingly,  the 
agency  is  retaining  this  requirement  in 
the  final  rule. 

15.  Some  comments  requested  that 
FDA  require  States  to  include  more 
information  in  their  petitions  to  show 
not  only  the  costs  of  distributing 
products  labeled  differently  for  different 
States  but  also  the  cost  of  changing 
labels  if  an  exemption  petition  is 
granted. 

The  agency  proposed  in  §  100.1(d)(2) 
(Part  C.  Statement  of  Grounds)  to  only 
provide  States  with  guidance  as  to  what 
a  petition  for  exemption  from 
preemption  should  contain.  The  agency 
continues  to  believe,  and  it  was  not 
persuaded  by  the  comments  to  conclude 
otherwise,  that  it  is  not  appropriate  to 
establish  requirements  on  the  contents 
of  a  State  petition  for  an  exemption  from 
preemption.  Therefore,  FDA  rejects  the 
comments  on  this  point.  However,  the 
agency  does  agree  that  the  costs  of 
changing  labels  and  of  using  different 
labels  in  different  localities  bear  on  the 
issue  of  burden  on  interstate  commerce 
and,  therefore,  should  be  included  in 
the  State's  petition  as  part  of  the  cost  of 
compliance. 

16.  Some  comments  suggested  that, 
with  respect  to  possible  biu'dens  on 
interstate  commerce,  FDA  should  give 
more  specific  giiidance  about  what  it 
intends  to  consider  in  deciding  whether 
to  grant  (m  exemption  from  preemption 
for  a  State  or  local  requirement.  One 
comment  stated  that  the  factors  depicted 
in  proposed  §  100.1(d)(2)  (i.e..  economic 
feasibility,  comparison  of  costs  of 
compliance,  effects  on  the  availability  of 
a  food  to  consumers,  and  the 
practicality  of  industry  compliance)  do 


not  accurately  or  fully  summarize  the 
constitutional  considerations  employed 
by  Federal  coiuts.  The  latter  comment 
suggested  that  a  State  must  be  able  to 
show:  (1)  The  important  public  interests 
its  regulation  supposedly  furthers,  (2) 
that  me  regulation  treats  in-state  and 
out-of-state  manufacturers  or  advertisers 
evenhandedly,  (3)  the  degree  of  burden 
imposed  by  the  regulation,  (4)  that  the 
burden  is  not  clearly  excessive  in 
relation  to  any  putative  local  benefits, 
(5)  that  the  regulation  does  not  project 
the  State's  standards  into  other  States, 
and  (6)  that  the  regulation  does  not 
unduly  impede  the  free  flow  of 
interstate  commerce. 

The  agency  believes  that  the  guidance 
that  it  has  provided  in  §  100.1(d)(2)  (Part 

C,  Statement  of  Grounds)  as  to  the 
information  necessary  to  support  an 
exemption  petition  fully  reflects  the 
considerations  that  the  Federal  courts 
have  applied  in  determining  whether 
there  is  an  undue  burden  on  interstate 
commerce.  The  agency,  however,  with 
the  exception  of  item  (2)  above,  does  not 
object  to  a  State  addressing  the  listed 
items  in  an  exemption  petition.  With  i 
respect  to  item  (2),  the  agency  notes  that 
it  does  not  have  jurisdiction  over 
products  manufactured  and  distributed 
in  intrastate  commerce,  nor  does  it  have 
jurisdiction  over  advertising,  which  is 
regulated  by  the  Federal  Trade 
Commission.  Therefore,  FDA  considers 
this  item  to  be  of  marginal  relevance  to 
the  determination  that  the  agency  must 
make. 

D.  Particular  Need  for  Information 

17.  Several  comments  argued  that 
FDA  has  misinterpreted  the  portion  of 
the  1990  amendments  requiring  a  State 
io  show  a  "particular  need  for 
information"  to  mean  that  a  State  or 
locality  must  show  that  a  labeling 
requirement  fulfills  a  unique  local  need 
in  order  to  exempt  a  requirement  from 
preemption.  The  comments  stated  that  a 
petition  for  exemption  ftt)m  preemption 
should  not  be  denied  simply  because 
the  need  for  information  is  also  national 
in  scope. 

While  the  agency  agrees  with  the 
comments'  interpretation  of  the  statute, 
an  agency  decision  to  grant  an 
exemption  from  preemption  is  likely  to 
be  based  largely  on  the  agency's 
evaluation  of  the  situation  within  the 
requesting  State.  If  the  need  for  an 
exemption  is  not  only  local,  the  agency 
is  Ukely  to  consider  whether  it  would 
not  in  fact  be  more  appropriate  to 
amend  the  relevant  Federal  regulation 
rather  than  grant  an  exemption. 
Therefore,  while  the  agency  is  open  and 
wilUng  to  consider  any  need  for 
exemption  asserted  in  a  State  petition. 


it  seems  prudent  for  such  a  petition  to 
address  the  question  of  why  the  agency 
should  Umit  its  consideration  to  the 
exemption  and  not  address  the  broader 
concern. 

18.  One  comment  suggested  that  FDA 
include  a  provision  in  the  final  rule  that 
requires  that  petitions  for  exemption 
that  are  based  on  a  claim  that  a 
particular  Federal  requirement  fails  to 
meet  the  petitioning  State's  particular 
local  need  be  accompanied  by  a 
citizen's  petition  under  §  10.30  to 
amend  the  Federal  requirement.  The 
comment  said  that  the  agency  should 
defer  consideration  of  the  exemption 
petition  until  it  has  ruled  on  the 
citizen's  petition. 

The  agency  does  not  believe  that  such 
a  requirement  is  appropriate  or 
necessary.  It  would  be  an  unnecessairy 
burden  on  States  to  require  that  they 
submit  all  the  information  necessary  for 
a  citizen  petition  to  amend  FDA's 
regulations.  The  agency,  however,  has 
no  objection  to  other  interested  persons 

'Submitting  a  citizen  petition  under 
§  10.30  for  an  amendment  to  a  Federal 
regulation.  Although  the  agency  cannot 
commit  itself  to  acting  on  such  citizen 
petition  first;  it  will  review  it  as 

.  appropriate  and  in  an  expeditious 
manner. 

.  19.  Several  comments  suggested  that 
States  should  be  required  to  identify 
alternatives  that  might  be  used  to  meet 
the  need  for  information  without 
negating  Federal  preemption  and  to 
explain  why  those  alternatives  could 
not  be  reasonably  implemented  within 
the  State.  These  comments  argued  that 
this  requirement  would  satisfy  the 
State's  burden  to  prove  that  uniformity 
should  be  compromised.  Not  every 
perceived  shortcoming  in  Federal 
requirements,  the  comment  stated,  must 
be  remedied  by  different  labeling 
requirements. 

The  1990  amendments  provide  only 
that  a  State  show  that  its  requirement 
would  not  cause  any  food  to  be  in 
violation  of  Federal  law,  would  not 
unduly  burden  interstate  commerce, 
and  is  designed  to  meet  a  particular 
need  for  information  that  is  not  met  by 
the  Federal  requirements.  There  is  no 
provision  in  the  1990  amendments  that 
requires  that  the  States  identify  and 
consider  a  number  of  alternatives 
beyond  that  for  which  it  is  seeking 
exemption  from  preemption. 
Accordingly,  FDA  is  not  including  the 
suggested  provision  in  the  final  rule. 
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V.  Pracadnral  Provisians 

A.  When  to  File— Submission  of  Petition 
Before  a  State  Rule  is  Finalized 

20.  Several  comments  disagreed  with 
the  proposed  requirement  in 
$100.1(cKl)  that  States  submit  an 
exemption  petition  only  after  the  State 
requirement  has  been  enacted  or  issued 
as  a  final  rule  by  an  authorized  State 
official  and  is  in  effect  or  would  be  in 
effect  but  for  the  provisions  of  section 
403  A  of  the  act.  The  comments 
suggested  that  States  be  allowred  to 
petition  for  exemption  at  any  time  once 
a  State  rulemaking  proceeding  starts,  or 
M-hen  the  State  believes  that  the  rule 
will  become  final.  The  comments  said 
that  it  would  be  too  burdensome  to 
promulgate  a  State  regulation  only  to 
have  it  preempted  by  the  Federal 
regulation.  The  comments  also 
requested  guidance  from  FDA  about 
preemption  and  its  effiects  on  jaurent 
and  possible  future  State  laws. 

.Acceptance  of  a  State  petition  for 
exemption  from  preemption  for  a  State 
law  or  regulation  that  has  not  been 
enacted  or  promulgated  could  result  in 
a  waste  of  FDA  resources  if  the  State 
subsequently  decides  not  to  enact  the 
law  or  not  to  adopt  the  regulation.  FDA 
is  willing  to  communicate  and  work 
with  States  when  questions  about 
preemption  arise.  However,  the  agency 
does  not  believe  that  it  is  prudent  to 
accept  exemption  petitions  for  laws  or 
regulations  that  are  not  yet  enacted. 
Because  preemption  can  only  occur  if 
there  is  a  State  law  or  regulation  in 
effect,  the  agency  will  not  grant  an 
exemption  to  a  proposed  State  law  or 
rtgulation. 

The  agency,  however,  advises  that  a 
State  should  be  aware  of  the  possible 
preemption  problems  at  the  time  it 
considers  whether  to  adopt  the  law  or 
regulation.  Realizing  that  the  primary 
purpose  of  preemption  is  uniformity  of 
State  laws,  the  State  will  need  to  find 
that  there  are  particular  needs  that 
compel  it  to  adopt  the  law  or  regulation 
if  it  is  to  do  so  in  the  fece  of  the 
likelihood  of  preemption.  Those  are 
exactly  the  needs  that  ought  to  be 
brought  to  the  agency's  attention  as  part 
of  the  exemption  from  preempytion 
process. 

B.  Filing  State  Exemption  Petitions 

21.  Several  comments  recommended 
that  proposed  §  100.1(c)  be  revised  in 
the  final  rule  to  set  "threshold 
requirements  for  the  acceptance  of 
petitions  for  suitability  for  filing  of  State 
petitions."  The  comments  noted  that  the 
proposed  prerequisites  would  establish 
only  that  there  is  a  State  requirement, 
that  the  State  and  Federal  requirements 


are  not  identical,  and  that  the  petitioner 
is  an  appropriate  State  official.  These 
comments  suggested  that  FDA  not 
accept  for  fiUng  in  the  first  instance  any 
exemption  petition  unless  it  contains  a 
prima  facie  showing  that  the  statutory 
prerequisites  are  met:  i.e.,  that  the 
proposed  exemption  will  not  result  in  a 
vioMtion  of  any  Federal  law,  will  not 
unduly  burden  interstate  commerce, 
and  is  designed  to  address  a  particular 
need  for  information  that  is  not  met  by 
the  preemptive  Federal  requirement 
(section  403A(b)  of  the  act).  One 
comment  viewed  a  demonstration  of 
threshold  compliance  with  the  statutory 
prerequisites  as  critical  in  light  of  the 
feet  that  under  section  10(b)(2)  of  the 
1990  amendments,  a  petition  submitted 
by  May  8, 1992,  has  the  effect  of  staying 
Federal  preemption  until  IDA  takes 
action  on  the  petition.  The  comment 
was  concerned  that  because  the  State 
petitioning  regulation  itself  is  not 
proposed  to  become  effective  until 
November  8, 1992,  FDA  action  on  State 
petitions  submitted  before  May  8, 1992. 
will  be  deferred  for  a  very  long  time. 
Consequently,  the  comment  argued  that 
without  a  meaningful  petition  threshold 
regulation,  even  a  State  petition 
unapprovable  on  its  face  would  stay 
Federal  preemption  for  that  time. 

The  agency  believes  that  the  threshold 
requirements  it  proposed  in  §  100.1(c) 
are  more  than  adequate  for  determining 
whether  a  petition  for  exemption  from 
preemption  should  be  accepted  for 
filing.  The  requested  prima  facie 
showing  that  the  exemption  petition  has 
met  the  statutory  prerequisites  goes  to 
the  merits  of  the  petition,  and  whether 
it  should  be  granted  or  denied,  not  to 
whether  it  is  suitable  for  filing.  Given 
this  fact,  along  with  the  complexities  of 
the  factors  to  be  considered  in 
determining  whether  the  statutory 
prerequisites  have  been  met  by  the 
petitioner,  and  the  amount  of  time  (90 
days)  in  which  the  agency  is  expected 
to  make  a  final  decision  on  the  merits 
of  each  exemption  petition,  FDA  is  not 
amending  §  100.1(c)  to  grant  the 
comments'  request. 

The  agency  notes  that  the  suggested 
inclusion  of  additional  threshold 
requirements  for  the  acceptance  of 
exemption  petitions  will  not  address  the 
concerns  expressed  by  the  comments. 
The  comments  address  the  provision  of 
section  10(b)(2)  of  the  1990  amendments 
that  exempts  a  State  requirement 
described  in  section  403A(a)(3)  through 
(a)(5)  of  the  act  from  preemption  for  a 
limited  period  of  time  if  the  State 
submits  a  petition  under  section 
403A(b)  of  the  act  by  May  8. 1992. 
Because  the  time  limit  of  May  8. 1992, 
for  submitting  exemption  petitions  that 


would  temporarily  except  State 
requirements  from  preemption  has 
passed,  any  value  in  establishing 
threshold  requirements  for  petitions 
submitted  by  that  date  is  moot. 
Moreover,  the  agency  does  not  believe 
that  it  can  retroactively  establish 
threshold  requirements  that  would 
exclude  certain  or  all  State  petitions 
from  the  exemption  provisions  of 
section  10(b)(2)  of  the  1990 
amendments. 

22.  Several  comments  recommended 
that  §  100.1(f)(4)  and  (0(5)  be  revised  to 
provide  for  public  notification  in  the 
Federal  Re^ster  of  the  filing  of  State 
exemption  petitions.  One  comment 
suggested  that  a  notice  of  filing  of  an 
exemption  petition  be  sent  to  tlie 
petitioner.  Some  comments  also 
recommended  that  FDA  provide  for  a 
comment  period  between  the  filing  of  an 
exemption  petition  and  the  agency's 
response.  Other  comments  wanted  the 
submission  of  an  exemption  petition 
and  the  agency's  responses  to  be  made 
public  These  comments  expressed 
concern  that  without  public 
notification,  an  interested  person  may 
not  know  that  his  or  her  interests 
require  the  filing  of  comments.  Some 
comments  suggested  that  FDA  also 
should  establish  a  specific  time  between 
the  receipt  and  the  filing  of  an 
exemption  petition  so  that  interested 
persons  may  provide  meaningful 
comment. 

The  agency  does  not  believe  public 
notification  in  the  Federal  Register  of 
the  submission  or  filing  of  exemption 
petitions  is  necessary.  Nor  does  the 
agency  find  it  necessary  to  establish  a 
comment  period  for  either  submitted  or 
filed  petitions.  The  procedures  for  the 
handling  of  petitions  for  exemption 
from  preemption  are  generally 
consistent  with  those  in  §  10.30  for 
citizen  petitions.  Section  100.1(e) 
provides  that  once  an  exemption 
petition  is  accepted  for  filing,  it  will  be 
made  available  for  public  examination 
and  copying  at  the  Dockets  Management 
Branch  under  the  rules  provided  for  in 
§  10.20(j)  (21  CFR  10.20(j)).  In  addition. 
§  100.1(f)(3)  provides  that  the  petitioner 
will  be  notified  in  writing  of  the  filing 
and  docket  number  of  the  petition. 
Section  100.1(fK4)  allows  any  interested 
person  to  submit  written  comments  to 
the  Dockets  Management  Branch  on  a 
filed  petition,  as  provided  in  §  10.30(d). 
If  the  agency  tentatively  decides  that  an 
exemption  petition  has  merit,  it  will 
publish  in  the  Federal  Register  a 
proposal  to  grant  the  exemption,  and 
interested  persons  will  have  an 
opportunity  to  comment  on  the  proposal 
at  that  time. 
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The  agency  recognizes  that  not 
providing  for  a  public  notice  of  the 
filing  or  submission  of  an  exemption 
petition  in  the  procedures  that  it  is 
establishing  may  limit  the  ability  of  a 
person  who  mi^t  consider  the  petition 
significant  to  conunent  on  the  petition 
before  the  agency  makes  a  decision  to 
propose  to  grant  the  exemption  or  to 
deny  the  petition.  The  agency  has 
concluded,  however,  that  there  is  no 
prejudice  from  this  fact  because  the 
petition  will  be  available  at  the  Dockets 
Management  Branch,  conunents  can  be 
submitted  on  the  petition,  and  the 
agency  will  not  grant  the  petition  until 
after  there  has  been  rulemaking  on 
whether  such  action  is  appropriate. 
Interested  persons  will  thus  have  ample 
opportunity  to  comment  on  the  petition. 

23.  One  comment  requested  that  FDA 
establish  a  comment  period  for 
accepting  comments  to  a  proposal  to 
grant  an  exemption. 

The  agency  points  out  that  all  FDA 
published  proposals  are  subject  to  the 
requirements  of  §  10.40  Promulgation  of 
regulations  for  efficient  enforcement  of 
the  law  (21  CFR  10.40).  Section 
10.40(b)(2)  provides  that  the  proposal 
will  provide  60  days  for  comment, 
although  the  Conunissioner  of  Food  and 
Drugs  may  shorten  the  comment  period 
(to  not  less  than  10  days)  or  lengthen 
this  time  period  for  good  cause. 

24.  One  comment  said  that  FDA 
should  make  a  decision  on  the 
exemption  petition  in  90  days  and  not 
just  issue  a  response  that  it  has  not 
made  a  decision. 

The  agency  advises  that  it  intends  to 
make  every  effort  to  make  its  decisions 
on  exemption  petitions  within  the  90- 
day  period.  However,  there  are 
circumstances  that  arise,  such  as  other 
agency  priorities  and  a  need  for 
additional  information,  that  may  not 
permit  the  agency  to  respond  within  90 
days.  Accordingly,  the  agency  has 
concluded  that  a  provision  for  a 
tentative  response,  similar  to  that  which 
is  permitted  in  §  10.30(e)(2)(iii^s  both 
appropriate  and  warranted. 

25.  Some  comments  wanted  FDA  to 
publish  a  list  of  all  petitions  filed  before 
May  8, 1992,  and  to  act  prompUy  on 
these  i}etitions. 

Five  petitions  from  States  requesting 
exemption  from  preemption  were 
submitted  to  the  agency  by  May  8, 1992. 
As  announced  in  the  Federal  Register  of 
March  14, 1991  (56  FR  10906),  the 
agency  has  deferred  action  on  these 
petitions  and  has  not  reviewed  them  to 
any  extent  at  this  time.  These  petitions 
are:  State  of  California  petitions  on  milk, 
dated  January  7, 1991  (Docket  No.  9lP- 
0009);  slack  fill,  dated  May  6. 1992 
(Docket  No.  92P-0361);  botUed  water. 


dated  May  8. 1992  (Docket  No.  92P- 
0216);  State  of  Michigan  petition  aa 
nonalcoholic  beverages,  dated  Mardi 
15. 1991  (Dociet  No.  92P-O360);  State  of 
Vermont  petition  on  maple  syrup,  dated 
July  30. 1991  (Docket  No.  92P-0359); 
and  a  joint  petition  by  44  states, 
territories  or  jurisdictions  on  net 
content,  dated  November  9, 1992 
(Docket  No.  92P-0441).  The  agency 
fully  intends  to  respond  to  these 
petitions  in  the  very  near  future. 

26.  One  comment  from  a  foreign 
country  requested  that  FDA  notify  it  of 
any  State  exemption  petitions  that  could 
affect  trade.  The  comment  expressed 
concern  that  any  exemptions  not  violate 
the  General  Agreement  on  Tariffs  and 
Trade  or  the  Free  Trade  Agreement  with 
Canada. 

The  agency  advises  that  if  it  should 
tentatively  decide  that  an  exemption 
petition  has  merit,  it  will  publish  a 
proposal  in  the  Federal  Register  to  grant 
the  exemption  through  rulemaking.  Any 
foreign  government  concerned  about 
trade  implications  would  have  an 
opportunity  to  comment  on  such  a 
proposal  at  that  time.  The  agency 
believes  that  publication  of  proposals  to 
grant  an  exemption  in  the  Federal 
Register  will  provide  adequate  notice  to 
foreign  governments  of  State  petitions 
for  exemption  from  preemption. 

C.  Exemption  Granted  through  Notice 
and  Comment  Rulemaking 

27.  Several  comments  were  opposed 
to  granting  exemptions  through 
rulemaking.  The  comments  said  there  is 
nothing  in  the  language  of  the  1990 
amendments  indicating  the  necessity  for 
issuing  exemptions  in  the  form  of 
regulations. 

The  agency  considered  these 
comments  but  finds  no  basis  to  change 
its  tentative  conclusion  that  granting  of 
'exemptions  through  notice  and 
comment  rulemaking  is  the  best 
procedure  to  follow.  The  agency 
believes  that  rulemaking  is  appropriate 
because  section  403A{b)  provides  that 
FDA  is  to  grant  the  exemption  by 
regulation,  and  because  the  granting  of 
an  exemption  from  preemption  will 
have  the  force  and  effect  of  law.  In 
addition,  rulemaking  will  ensiue  that  all 
interested  persons  have  an  opportunity 
to  comment,  and  that  all  opinions  are 
expressed.  Accordingly,  FDA  is 
retainihg  §  100.1(f)(5)(i),  as  proposed, 
but  is  adding  the  phrase  "under  such 
conditions  as  it  (FDA)  may  prescribe  by 
regulation"  to  the  last  sentence  of 
§  100.1(a)(2)  to  reflect  the  language  of 
section  403A(b). 

After  considering  the  comments  that 
FDA  received  on  the  proposal,  FDA  is 


adding  a  new  subpart  A>  consisting  of 
S  100.1. 

VI.  Paperwork  Reduction  Act 

Section  100.1(d)  of  this  final  rule 
contains  infcMrmation  collection 
requirements  that  were  submitted  for 
review  and  approval  to  the  Director  of 
the  Office  of  Management  and  Budget 
(OMB),  as  required  by  section  3504(h)  of 
the  Paperwork  Reduction  Act  of  1980. 
The  requirements  were  approved  and 
assigned  OMB  control  number  0910- 
0277. 

Vn.  Economic  Impact 

In  its  November  1991  proposal,  FDA 
concluded  that  the  proposed 
requirements  did  not  constitute  a  major 
rule  and  that  no  significant  impact  on  a 
substantial  number  of  small  entities, 
including  small  businesses,  would 
derive  from  this  action.  FDA  has  not 
received  any  new  information  or 
comments  on  the  proposal  that  would 
aher  its  previous  determination. 

Vm.  Environmental  Impact 

The  agency  previously  determined 
under  21  CFR  25.24(a)(8).  as  announced 
in  the  proposed  rule  and  published  in 
the  Federal  Register  of  November  27, 
1991  (56  FR  60528),  that  this  action  is 
of  a  type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  No  new 
information  or  comments  have  been 
received  that  would  affect  the  agency's 
previous  determination  that  there  is  no 
significant  impact  on  the  human 
environment  and  that  an  environmental 
assessment  or  an  environmental  impact 
statement  is  not  required. 

List  of  SubjecU  in  21  CFR  Part  100 

Administrative  practice  and 
procedure.  Food  labeling.  Foods. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  100  is 
amended  as  follows: 

PARTI  00— GENERAL 

1.  The  authority  citation  for  21  CFR 
part  100  is  revised  to  read  as  follows: 

Authority:  Sees.  201,  301,  307, 402,  403, 
409,  701  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  321.  331,  337.  342, 
343.  348.  371). 

2.  A  new  subpart  A  consisting  of 
§  100.1  is  added  to  read  as  follows: 


\ 
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Subpart  A— Stat*  and  Local 
Requiramants 

S  100.1    PatWoM  raquMting  axamption 
from  prawnption  for  Stat*  or  local 
raquirwnont*. 

(a)  Scope  and  purpose.  (1)  This 
subpart  applies  to  the  submission  and 
consideration  of  petitions  under  section 
403A(b)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act),  by  a  State  or  a 
political  subdivision  of  a  State, 
requesting  exemption  of  a  State 
requirement  from  preemption  under 
section  403A(a)  of  the  act. 

(2)  Section  403  A(b)  of  the  act  provides 
that  where  a  State  requirement  has  been 
preempted  under  section  403A(a)  of  the 
act.  the  State  may  petition  the  agency 
for  an  exemption.  The  agency  may  grant 
the  exemption,  under  such  conditions 
as  it  may  prescribe  by  regulation,  if  the 
agency  finds  that  the  State  requirement 
will  not  cause  any  food  to  be  in 
violation  of  any  applicable  requirement 
under  Federal  law,  will  not  unduly 
burden  interstate  commerce,  and  is 
designed  to  address  a  particular  need  for 
information  that  is  not  met  by  the 
preemptive  Federal  requirement. 

(b)  Definitions.  (1)  Act  means  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(21  U.S.C.  321  ef  seq.). 

(2)  Agency  means  the  Food  and  Drug 
Administration. 

(3)  Commissioner  means  the 
Commissioner  of  Food  and  Drugs. 

(4)  State  means  a  State  as  defined  in 
section  201(a)(1)  of  the  act  (which 
i.ncludes  a  territory  of  the  United  States, 
the  District  of  Columbia,  and  Puerto 
Rico)  or  any  political  subdivision  of  a 
State  having  authority  to  issue  food 
standards  and  food  labeling  regulations 
having  force  of  law. 

(5)  State  requirement  means  any 
statute,  standard,  regulation,  or  other 
requirement  that  is  issued  by  a  State. 

(c)  Prerequisites  for  petitions  for 
exemption  from  preemption.  The  Food 
and  Drug  Administration  will  consider 
a  petition  for  exemption  from 
preemption  on  its  merits  only  if  the 
petition  demonstrates  that: 

(1)  The  State  requirement  was  enacted 
or  was  issued  as  a  final  rule  by  an 
authorized  official  of  the  State  and  is  in 
effect  or  would  be  in  effect  but  for  the 
provisions  of  section  403A  of  the  act. 

(2)  The  State  requirement  is  subject  to 
preemption  imder  section  403A(a)  of  the 
act  because  of  a  statutory  provision 
listed  in  that  section  or  because  of  a 
Federal  standard  or  other  Federal 
regulation  that  is  in  e^ect,  or  that  has 
been  published  as  a  final  rule  with  a 
designated  effective  date,  and  that  was 
issued  under  the  authority  of  a  statutory 
provision  listed  in  that  section.  For  the 


purposes  of  this  subpart,  all  petitions 
seeking  exemption  from  preemption 
under  section  403A(a)(3)  through  (a)(5) 
of  the  act  submitted  before  May  8, 1992. 
will  be  considered  timely  even  though 
the  applicable  statutory  provisions  or 
regulations  are  not  yet  in  effect. 

(3)  The  petitioner  is  an  official  of  a 
State  having  authority  to  act  for.  or  on 
behalf  of.  the  Government  in  applying 
for  an  exemption  of  State  requirements 
from  preemption. 

(4)  The  State  requirement  is  subject  to 
preemption  under  section  403A(a)  of  the 
act  because  it  is  not  identical  to  the 
requirement  of  the  preemptive  Federal 
statutory  provision  or  regulation 
including  a  standard  of  identity,  quality, 
and  fill.  "Not  identical  to"  does  not 
refer  to  the  specific  words  in  the 
requirement  out  instead  means  that  the 
State  requirement  directly  or  indirectly 
imposes  obligations  or  contains 
provisions  concerning  the  composition 
or  labeling  of  food,  or  concerning  a  food 
container,  that: 

(i)  Are  not  imposed  by  or  contained 
in  the  applicable  provision  (including 
any  implementing  regulation)  of  section 
401  or  403  of  the  act;  or 

(ii)  Differ  from  those  specifically 
imposed  by  or  contained  in  the 
applicable  provision  (including  any 
implementing  regulation)  of  section  401 
or  403  of  the  act. 

(d)  Form  of  petition.  (1)  All 
information  included  in  the  petition 
should  meet  the  general  requirements  of 
§  10.20(c)  of  this  chapter. 

(2)  An  original  and  one  copy  of  the 
petition  shall  be  submitted,  or  the 
petitioner  may  submit  an  original  and  a 
computer  readable  disk  containing  the 
petition.  Contents  of  the  disk  should  be 
in  a  standard  format,  such  as  ASQI 
format.  (Petitioners  interested  in 
submitting  a  disk  should  contact  the 
Center  for  Food  Safety  and  Applied 
Nutrition  for  details.) 

(3)  Petitions  for  exemption  from 
preemption  for  a  State  requirement  shall 
be  submitted  to  the  Dockets 
Management  Branch  in  the  following 
form: 

(Date) 

Dockets  Management  Branch,     • 
Food  and  Drug  Administration. 
Department  of  Health  and  Human 
Services, 
rm.  1-23. 12420  Parklawn  Dr.. 
Rockville.  MD  20857. 

Petition  Requesting  Exemption  firom 
Preemption  for  State  Requirement 

The  undersigned  submits  this  petition 
under  section  403 A(b)of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  to  request 
that  the  Food  and  Drug  Administration 


exempt  a  State  requirement  from 
preemption. 

The  undersigned  has  authority  to  act 
for.  or  on  behalf  of,  the  {identify  State 
or  political  subdivision  of  the  State) 
because  [document  petitioner's 
authority  to  submit  petition  on  behalf  of 
the  State). 

A.  Action  Requested 

1.  Identify  and  give  the  exact  wording 
of  the  State  requirement  and  give  date 

it  was  enacted  or  issued  in  final  form. 

2.  Identify  the  specific  standard  or 
regulation  that  is  believed  to  preempt 
the  State  requirement  and  the  section 
and  paragraph  of  the  act  that  the 
standard  or  regulation  implements. 

B.  Documentation  of  State  Requirement 

Provide  a  copy  of  the  State 
requirement  that  is  the  subject  of  the 
application.  Where  available,  the 
application  should  also  include  copies 
of  any  legislative  history  or  background 
materials  used  in  issuing  the 
requirement,  including  hearing  reports 
or  studies  concerning  the  development 
or  consideration  of  the  requirement. 

C.  Statement  of  Grounds 

A  petition  for  an  exemption  from 
preemption  should  contain  the 
following: 

1.  An  explanation  of  the  State 
requirement  and  its  rationale,  and  a 
comparison  of  State  and  Federal 
requirements  to  show  differences. 

2.  An  explanation  of  why  compliance 
with  the  State  requirement  would  not 
cause  a  food  to  be  in  violation  of  any 
applicable  requirement  under  Federal 
law. 

3.  Information  on  the  effect  that 
granting  the  State  petition  will  have  on 
interstate  commerce.  The  petition 
should  contain  information  on 
economic  feasibility,  i.e..  whether  the 
State  and  Federal  requirements  have 
significantly  different  effects  on  the 
production  and  distribution  of  the  food 
product;  comparison  of  the  costs  of 
compliance  as  shown  by  data  or 
information  on  the  actual  or  anticipated 
effect  of  the  State  and  Federal 
requirements  on  the  sale  and  price  of 
the  food  product  in  interstate 
commerce;  and  the  effect  of  the  State 
requirement  on  the  availability  of  the 
food  product  to  consumers.  To  the 
extent  possible,  the  petition  should 
include  information  showing  that  it  is 
practical  and  feasible  for  producers  of 
food  products  to  comply  with  the  State 
requirement.  Such  information  may  be 
submitted  in  the  form  of  statements 
from  affected  persons  indicating  their 
ability  to  comply. 
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4.  Identification  of  a  particular  need 
for  information  that  tha  State 
requiremoit  is  designed  to  meet,  which 
need  is  not  met  by  Federal  law.  The 
petition  should  describe  the  conditions 
that  require  the  State  to  petition  for  an 
exemption,  the  information  need  that 
the  State  requiremoit  fulfills,  the 
inadequacy  of  the  Federal  requirement 
in  addressing  this  need,  and  the 
geographical  area  or  political 
subdivision  in  which  such  need  exists. 

D.  Environmental  Impact 

The  petition  shall  ccmtain  a  claim  for 
categorical  exclusion  imder  21  CFR 
25.24  or  an  environmental  assessment 
under  21  CFR  25.31. 

E.  Notification  . 

Provide  name  and  address  of  person, 
branch,  department,  or  other 
instrumentality  of  the  State  govenunent 
that  should  be  notified  of  the 
Commissioner's  action  concerning  the 
petition. 

F.  Certification 

The  undersigned  certifies,  that,  to  the 
best  knowledge  and  belief  of  the 
undersigned,  this  petition  includes  all 
information  and  views  on  which  the 
petition  relies. 

(Signature)  • 


(Name  of  petitioner)  - 
(Mailing  address)  — 
(Telephone  number)  • 


(Information  collection  requirements 
in  this  section  were  approved  by  the 
Office  of  Management  and  Budget 


(CA4B)  and  assigned  OKfB  number 
0910-0277) 

(e)  Submission  trf petition  for 
exemption:  public  disclosure.  The 
availability  iot  public  disclosiue  of  a 
petition  for  exemption  will  be  governed 
by  the  rules  specified  in  §  10.20())  of  this 
chapter. 

(Q  Agency  consideration  of  petitions. 
(1)  Unless  otherwise  specified  in  this 
section,  all  relevant  provisions  and 
requirements  of  subpart  B  of  part  10  of 
this  diapter.  are  applicable  to  State 
petitions  requesting  exemption  from 
Federal  preemption  xmder  section 
403A(b)oftheact. 

(2)  If  a  petition  does  not  meet  the 
prerequisite  requirements  of  paragraph 
(c)  of  this  section,  the  agency  will  issue 
a  letter  to  the  petitioner  denying  the 
petition  and  stating  in  what  respect  the 
petition  does  not  meet  these 
requirements. 

(3)  If  a  petition  appears  to  meet  the 
prerequisite  requirements  in  paragraph 
(c)  of  this  section,  it  will  be  filed  by  the 
Dockets  Management  Branch,  stamped 
with  the  date  of  filing,  and  assigned  a 
docket  number.  The  docket  number 
identifies  the  file  established  by  the 
Dockets  Management  Branch  for  all 
submissions  relating  to  the  petition,  as 
provided  in  this  part.  Subsequent 
submissions  relating  to  the  matter  must 
refer  to  the  docket  number  and  will  be 
filed  in  the  docket  file.  The  Dockets 
Management  Branch  will  promptly 
notify  the  petitioner  in  writing  of  the 
filing  and  docket  number  of  a  petition. 


(4)  Any  interested  parson  may  submit 
written  comments  to  the  Dockets 
Management  Branch  on  a  filed  petition 
as  provided  in  §  10.30(d)  of  this  diaptw. 

(5)  Within  90  days  of  the  date  of  filing 
the  agency  will  furnish  a  response  to  the 
petitioner.  The  response  will  either. 

(i)  State  that  the  agency  has 
tentatively  determined  that  the  petition 
merits  the  granting  of  an  exemption,  and 
that  it  intends  to  publish  in  the  Federal 
Register  a  proposal  to  grant  the 
exemption  through  rulemaking; 

(ii)  Deny  the  petition  and  state  the 
reasons  for  such  denial;  or 

(iii)  Provide  a  tentative  response 
indicating  why  the  agency  has  been 
unable  to  reach  a  decision  on  the 
petition,  e.g.,  because  of  other  agency 
priorities  or  a  need  for  additional 
information. 

(g)  If  a  State  submitted  a  petition  for 
exemption  of  a  State  requirement  from 
preemption  imder  section  403A(a)(3) 
through  (a)(5]  of  the  act  before  May  8. 
1992,  that  State  requirement  will  not  be 
subject  to  preemption  until: 

(1)  November  8, 1992;  or 

(2)  Action  on  the  petition,  whichever 
,x>ccurs  later. 

Dated:  October  26. 1992. 
David  A.  Keasler. 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
[FR  Doc.  92-31509  Fiied  12-28-92;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SEfWICES 

Food  and  Drug  AdministraUon 

21  CFR  Ch.  I 

[Docket  No.  91 N-01 34] 

Certain  Miabranding  Sectiona  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
That  Are.  and  That  Are  Not.  Adequately 
Being  Implemented  by  Regulation; 
Notice  of  Final  Uata 

AGENCY:  Food  and  Drag  Administration. 

HHS. 

AcnON:  Final  mle.      

summary:  The  Food  and  Drug 

Administration  (FDA)  is  publishing,  in 
accordance  with  the  Nutrition  Labeling 
and  Education  Act  of  1990  (the  1990 
amendments),  final  list's  delineating 
which  of  six  sections  of  the  Federal 
Food.  Drag,  and  Cosmetic  Act  (the  act) 
that  define  circumstances  in  which  a 
food  is  misbranded  are  adequately  being 
implemented  by  FDA  regulations  and 
which  are  not.  These  six  sections  are: 
Sections  403(b)  (offered  for  sale  under 
the  name  of  another  food).  403(d) 
(misleading  container).  403(f) 
(information  of  appropriate 
prominence),  403(n)  (compliance  with 
standard  of  quality  and  fill).  403(i)(l) 
(common  or  usual  name),  and  403(k)  of 
the  act  (declaration  that  the  product 
contains  artificial  flavoring,  coloring,  or 
preservatives)  (21  U.S.C.  343(b).  343(d). 
343(f).  343(h).  343(i)(l).  and  343(k)). 

Based  upon  its  evaluation  of  the 
recommendations  of  the  National 
Academy  of  Sciences.  Institute  of 
Medicine.  Food  and  Nutrition  Board 
(hereinafter  referred  to  as  lOM).  its 
consideration  of  the  comments  on  the 
proposed  lists,  and  other  available 
.  information,  the  agency  finds  that  all 
but  section  403(d)  of  the  act  are 
adequately  being  implemented. 
EFFECTIVE  DATE:  The  final  lists  of 
sections  of  the  act  that  are,  and  that  are 
not.  being  adequately  implemented 
become  effective  on  February  5,  1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Gerad  L.  McCowin,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
151),  Food  and  Drag  Administration, 
200  C.  St.  S\V.,  Washington.  DC  20204, 
202-205-5162. 
SUPPt.EMENTARY  INFORMATION: 

I.  Background 

In  response  to  section  6(b)  of  the  1990 
amendments  (Pub.  L.  101-535).  FDA 
published  in  the  Federal  Register  of 
July  28.  1992  (57  FR  33283).  proposed 
lists  that  identified  which  of  six  sections 
of  the  act  (sections  403(b).  403(d). 


403(f).  403(h).  403(i)(l).  and  403(k))  that 
define  circumstances  in  which  a  food  is 
misbranded  are  adequately  being 
implemented  by  FDA  regulations  and 
which  are  not  adequately  being 
implemented.  The  agency  tentatively 
concluded  that  sections  403(b).  403(f). 
403(h).  403(i)(l),  and  403(k)  of  the  act 
are  adequately  being  implemented,  and 
that  section  403(d)  is  not  adequately 
being  implemented.  FDA's  tentative      , 
conclusions  were  based  on  the 
recommendations  of  lOM,  with  whom 
FDA  had  contracted,  in  accordance  with 
section  6(b)  of  the  1990  amendments,  to 
study: 

(A)  State  and  local  laws  that  require 
the  labeling  of  food  that  is  of  the  type 
required  by  sections  403(b),  403(d). 
403(f).  403(h),  403(i)(l).  and  403(k)  of 
the  Federal  Food,  Drag,  and  Cosmetic 
Act.  and 

(B)  the  sections  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  referred  to  in 
subparagraph  (A)  and  the  regulations 
issued  by  the  Secretary  to  enforce  such 
sections  to  determine  whether  such 
sections  and  regulations  adequately 
implement  the  purposes  of  such 
sections. 

Interested  persons  were  given  until 
September  28,  1992,  to  comment.  FDA 
received  six  letters,  each  containing  one 
or  more  comments,  from  two  trade 
organizations,  a  food  manufacturer,  a 
professional  organization,  and  a 
consumer  organization.  A  summary  of 
the  issues  raised  by  the  comments  and 
the  agency's  responses  follow. 

II.  Response  to  Comments 

A.  Adequate  Implementation 

1.  One  comment  objected  to  the 
criteria  used  by  lOM  to  determine 
whether  a  particular  section  is 
adequately  being  implemented. 
Specifically,  the  comment  interpreted 
the  legislative  history  to  provide  that 
"adequate  implementation"  means  full 
implementation  of  the  six  misbranding 
sections  and  thus  requires  federal 
adoption  of  the  strongest  legal  standards 
that  effectively  accomplish  the  goals  of 
the  provisions  under  study.  The 
comment  stated  that: 

lOM's  conclusions  are  contrary  to  the 
NLEA  t)ecause  the  legislative  history 
indicates  that  Congress  intended  to  avoid 
preempting  state  and  local  governments 
unless  the  FDCA  has  been  fully 
implemented,  and  no  additional  federal 
regulation  is  necessary. 

The  agency  disagrees  with  this 
comment.  The  agency  can  find  no 
support  in  the  legislative  history  or  in 
the  1990  amendments  for  a  conclusion 
that  the  intent  of  the  procedures 
established  by  section  6(b)  was  to 


identify  the  strongest  regulations 
relevant  to  each  of  the  six  sections  listed 
in  section  403A{a)(3)  of  the  act  and  to 
have  FDA  adopt  those  regulations. 

In  discussing  the  preemption 
provisions  of  the  1990  amendments. 
Congressman  Waxman  identified  two 
principles  that  should  be  considered  in 
preempting  State  laws.  First.  State  laws 
should  not  be  preempted  unless  the 
nature  of  the  laws  at  issue  makes  it 
difficult  and  even  impossible  for 
companies  to  operate  in  interstate 
commerce.  Secondly,  the  States  should 
never  be  preempted  unless  a  strong 
Federal  regulatory  system  is  in  place 
(136  Congressional  Record  H5840  (July 
30. 1990)).  Mr.  Waxman  noted  that  the 
requirements  for  nutrition  labeling  and 
for  health  claims  that  were  in  the  bill 
that  had  been  reported  out  of  the  House 
Committee  on  Energy  and  Commerce 
(and  that  became  the  1990  amendments) 
created  such  a  strong  regulatory  system 
(id.).  Implicitly.  Congress  also 
recognized  the  strength  and  adequacy  of 
FDA's  implementation  of  sections  401 
of  the  act  (standards  of  identity)  and 
403(g)  of  the  act  (standards  of  identity 
labeling)  to  which  it  gave  preemptive 
effect  on  the  date  of  enactment  and  of 
sections  403(c)  (imitation  foods).  403(e) 
(name  and  address  of  responsible  fijtn 
and  net  contents  declaration),  and 
403(i)(2)  of  the  act  (ingredient  labeling) 
which  Congress  made  preemptive  1  year 
after  enactment. 

However.  Mr.  Waxman  stated  that 
Congress  was  unable  to  determine 
whether  the  Federal  standard  is  strong 
in  the  areas  covered  by  sections  403(b). 
403(d).  403(f).  403(h).  403(i)(l),  and 
403(k)  of  the  act  (136  Congressional 
Record  H5840).  Thus,  he  said,  the  bill 
provides  for  a  study  of  Federal  and  State 
standards  to  determine  whether 
additional  Federal  regulations  on  each 
of  the  sections  is  needed. 

Further  information  on  the  nature  of 
the  study  is  provided  by  the  House 
Manager's  report: 

The  purpose  of  this  study  is  to  provide  the 
Secretary  information  upon  which  to 
determine  whether  federal  laws  are  adequate 
once  the  state  laws  are  preempted.  It  is 
anticipated  that  the  study  will  identify  all 
federal  regulations  that  are  applicable  as  well 
as  Slate  laws  that  will  be  preempted.  The 
study  should  also  survey  local  laws,  but  it  is 
not  anticipated  that  every  local  law  will  need 
to  be  identified. 

(136  Congressional  Record  H5842  (July 
30.  1990)). 

It  is  clear  from  this  legislative  history 
that  whai  Congress  intended  was  for 
FDA.  through  a  contractor,  to  compare 
its  regulations  implementing  the 
sections  of  the  act  in  question  with 
those  of  the  States.  To  the  extent  that 
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that  study  identifled  major  matters 
covered  by  those  sections  that  the  States 
were  addressing  but  FDA  was  not,  FDA 
would  have  to  address  those  matters 
before  the  sections  in  question  would  be 
preemptive. 

However,  there  is  nothing  in  the 
statute  or  the  legislative  history  that 
suggests  that  the  purpose  of  the  study 
was  to  identify  the  strongest  State 
standard  on  each  of  the  matters  covered 
by  those  sections  of  the  act  and  for  FDA 
to  implement  that  provision.  Therefore, 
FDA  rejects  this  comment. 

2.  One  comment  stated  that  the  lOM 
had  erred  in  failing  to  consider  the  level 
of  FDA  enforcement  in  determining 
whether  a  particular  section  has  been 
adequately  implemented. 

The  agency  disagrees  that  its 
enforcement  record  is  appropriately  a 
fector  in  determining  adequacy  of 
implementation.  There  is  nothing  in  the 
act  or  the  legislative  history  that  would 
indicate  that  it  should  be.  Nor  does  it 
make  any  sense  in  light  of  the  legislative 
history  that  level  of  enforcement  is  a 
relevant  factor.  Congress  cited  nutrition 
labeling  and  health  claims  as  topics  on 
which  a  strong  Federal  regulatory 
system  is  in  place,  even  though  the 
statutory  provisions  on  these  topics  had 
never  been  enforced  (136  Congressional 
Record  H5840  (July  30, 1990)). 
Apparently,  Congress  did  so  because  it 
anticipated  that  adoption  of  the 
regulations  necessary  in  response  to  the 
1990  amendments  would  establish  such 
a  strong  regulatory  system.  Thus,  it  is 
appropriate  to  look  to  the  regulatory 
systems  in  place  for  each  of  the  sections 
in  question — that  is,  to  the  regulations 
that  effect  those  sections — to  determine 
whether  they  are  adequately  being 
implemented. 

3.  One  comment  stated  that  lOM 
cannot  legally  determine  whether  a 
particular  section  is  adequately  being 
implemented  without  considering  the 
level  of  industry  compliance. 

FDA  disagrees.  Because  lOM  received 
no  information  from  FDA  or  the  States 
concerning  industry  compliance,  and 
because  only  anecdotal  information 
exists,  lOM  concluded  that  there  was  no 
objectively  verifiable  data  regarding 
compliance  that  could  be  used  to 
evaluate  adequacy  of  implementation  of 
the  misbranding  sections.  Therefore, 
lOM  decided  that  to  evaluate 
compliance  on  the  basis  of  such  limited 
data  would  be  contrary  to  the  intent  of 
the  1990  amendments. 

Again,  there  is  nothing  in  the 
legislative  history  that  would  suggest 
that  industry  compliance  was  a  factor 
that  either  lOM  or  FDA  should  consider 
in  deciding  whether  the  Federal 
regulations  implementing  the  sections 


in  question  are  adequate.  If  compliance 
is  a  problem,  what  the  statute  seems  to 
contemplate  is  that  FDA  would 
establish  a  strong  national  standard  that 
the  States  and  the  agency  would  then 
woik  together  to  enforce.  As 
Congressman  Waxman  said:  "Third,  any 
preemption  provision  must  recognize 
the  important  contribution  that  the  State 
can  make  in  regulation,  and  it  must 
leave  a  role  for  the  states."  (136 
Congressional  Record  H5840  (July  30, 
1990)).  Thus,  FDA  rejects  this  comment. 

B.  Preemption 

4.  One  comment  argued  that  lOM 
misinterpreted  the  1990  amendments  as 
to  the  extent  of  preemption  by 
concluding  that  all  State  and  local 
requirements,  not  just  those  that  conflict 
with  Federal  law,  should  be  preempted 
if  FDA  determines  that  the  section 
under  study  has,  as  a  whole,  adequately 
been  implemented.  The  comment 
argued  that  the  national  uniformity 
portion  of  the  1990  amendments  was 
intended  to  ease  the  burden  to  industry 
by  preempting  inconsistent  labeling 
requirements.  The  comment  stated  that, 
therefore,  State  and  local  requirements 
that  serve  consumer  protection  purposes 
should  only  be  preempted  if  they 
conflict  with  FDA  regulations. 

The  comment  noted  as  an  example 
that  under  lOM  interpretation,  a  State 
requirement  for  a  common  or  usual 
name  for  a  particular  product  would  be 
preempted  even  if  there  is  no  Federal 
requirement  for  a  common  or  usual 
name  for  that  product.  The  comment 
summarized  its  position  by  concluding 
that  the  lOM  had  incorrectly  interpreted 
which  State  and  local  requirements 
were  "of  the  type"  or  "related  to"  the 
six  areas  under  study.  As  support  for  its 
position,  the  comment  cited  the  FDA 
November  27, 1991,  proposal  entitled 
"State  Petitions  Requesting  Exemption 
From  Federal  Preemption"  (hereinafter 
referred  to  as  the  State  petitions 
proposal)  (56  FR  60528). 

Tne  agency  disagrees  with  this 
comment.  The  comment  misinterprets 
the  extent  of  preemption  that  occurs 
under  section  403A  of  the  act. 

FDA  sought  to  address  this  issue  in  its 
proposal  on  State  petitions  for 
exemption  from  preemption.  In  that 
proposal  the  agency  stated: 

Section  403A  is  only  operative  in  matters 
where  there  is  a  Federal  requirement 
applicable  to  the  labeling  addressed  in  the 
State  requirement.  If  there  is  no  applicable 
Federal  requirement  that  has  been  given 
preemptive  status  by  Congress,  there  is  no 
competing  claim  of  jurisdiction,  and, 
therefore,  no  basis  under  the  1990 
amendments  for  Federal  preemption  or 
grounds  to  justify  the  submission  of  a  State 
petition  for  exemption. 


(56  FR  60528  at  60530) 

In  discussing  examples  of  State  laws 
that  would  not  be  preempted.  FDA 
listed  the  following: 

The  examples  included  State  laws 
pertaining  to  issues  for  which  there  is  no 
national  framework,  such  as  open  date 
labeling,  unit  price  labeling,  container 
deposit  lat)eling,  religious  dietary  labeling, 
and  previously  frozen  labeling. 

These  examples  do  not  include 
situations  that  are  covered  by  the 
sections  of  the  act  that  are  given 
preemptive  effect  by  section  6(b)  of  the 
1990  amendments  or  regulations  issued 
imder  those  sections.  With  respect  to 
those  sections,  however,  the  preemptive 
effect  is  quite  broad.  Section  403A(a)(3) 
of  the  act,  for  example,  states  that  no 
State  or  political  subdivision  of  a  State 
may  directly  or  indirectly  establish  or 
continue  in  effect  as  to  any  food  in 
interstate  commerce  "•  •  •  any 
requirement  of  the  type  required  by 
section  403(b).  403(d).  403(f),  403(h). 
403(403(i)(l),  or  403(k)  that  is  not 
identical  to  the  requirement  of  such 
section."  Thus,  under  this  provision,  as 
is  discussed  below  in  this  document 
and  as  explained  more  fully  in  the  final 
rule  entitled  "State  Petitions  Requesting 
Exemption  from  Federal  Preemption," 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  a  State  common  or 
usual  name  regulation  promulgated  in 
conformance  with  the  requirements  of 
§  102.5  (21  CFR  102.5)  for  a  food  for 
which  there  is  no  specific  Federal 
common  or  usual  name  would 
apparently  be  preempted.  It  would  be  a 
requirement  of  the  type  required  by 
section  403(i)(l)  of  the  act,  but  it  would 
not  be  identical  to  the  provisions  that 
FDA  has  adopted  imder  that  section. 

C.  The  Six  Misbranding  Sections  Under 
Review 

1.  Section  403(b) — Offered  for  Sale 
Under  the  Name  of  Another  Food 

5.  Four  comments  supported  FDA's 
tentative  determination  that  section 
403(b)  of  the  act  is  adequately  being 
implemented.  However,  one  comment 
argued  that  section  403(b)  of  the  act  is 
not  adequately  being  implemented 
because  FDA  has  issued  no  regulations 
under  this  section  nor  has  it  prosecuted 
many  cases  under  this  section.  The 
comment  also  noted  that  lOM,  while 
finding  section  403(b)  of  the  act 
adequately  implemented,  suggested  that 
FDA  should  promote  the  development 
and  introduction  of  new  foods  by 
pursuing  more  aggressively  the 
regulatory  options  that  will  allow  the 
formal  naming  of  new  nonstandardized 
foods. 
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Having  considered  the  comments  to 
the  proposal,  the  lOM  report,  and  other 
available  information,  the  agency 
concludes  that  lOM  was  correct  in  iU 
recommendation,  and  is  finding  that 
section  403(b)  of  the  act  is  adequately 
being  implemented.  The  agency  notes, 
as  did  lOM.  that  it  does  have  a 
regulation  that  implements  section 
403(b)  of  the  act.  §  101.18  Misbranding 
of  food  (21  CTR  101.18).  Moreover,  none 
of  the  comments  pointed  to  State 
regulations  that  implement  provisions 
that  are  similar  to  section  403(b)  of  the 
act  that  address  matters  not  covered  by 
FDA's  regulations. 

_As  to  tne  enforcement,  or  lack  thereof, 
of  section  403(b)  of  the  act.  FDA  agrees 
that  there  are  not  many  actions  broudit 
against  manufacturers  solely  under  this 
general  miAranding  provision.  Any 
such  action  taken  by  FDA  against  a 
manufacturer  under  section  403(b)  of 
the  act  would  almost  always  be  brought 
in  conjunction  with  counts  that  charge 
a  violation  of  the  more  specific 
misbranding  provisions  of  section  403, 
namely  section  403(g)  (standards  of 
identity)  and  section  403(i)(l)  (common 
or  usual  name).  However,  as  discussed 
above,  the  level  of  enforcement  is  not 
relevant  to  the  inquiry  mandated  by 
Congress. 

The  agency  believes  that  lOM's 
suggestion  that  FDA  actively  pursue  its 
regulatory  options  to  allow  the  formal 
naming  of  nonstandardized  foods  was 
misinterpreted  by  the  comment.  lOM 
was  simply  offering  a  suggestion.  There 
is  no  indication  in  lOM's  report  that 
lOM  believed  that  there  was  a  problem 
with  the  implementation  of  section 
403(b)  of  the  act,  as  evidenced  by  its 
recommended  finding  that  this  section 
is  being  adequately  implemented.  For 
these  reasons,  FDA  rejects  this 
comment 

2.  Section  403(d)— Misleading  Container 

6.  Two  comments  cited  FDA's  current 
requirements  for  net  weight  declaration 
and  standards  of  fill  regulations  as 
evidence  that  section  403(d)  of  the  act 
is  adequately  being  implemented.  One 
of  the  comments  added  that  lOM's 
determination  that  section  403(h)  of  the 
act  (fill  of  container)  Is  adequately  being 
implemented  precluded  the  lOM  fit>m 
finding^that  section  403(d)  is  not 
adequately  being  implemented. 

The  agency  disagrees  with  the 
comments.  "The  suggestion  that  the 
provisions  for  net  weight  declaration  (as 
provided  by  section  403(e)  of  the  act) 
and  standards  of  fill  (as  provided  by 
section  403(h)(2)  of  the  act)  serve  to 
implement  section  403(d)  of  the  act 
wpuld  basically  serve  to  render  section 
403(d)  of  the  act  a  nullity.  Although 


there  is  clearly  an  interrelationship 
among  the  three  sections,  the  agency 
believes  that  the  presence  of  an  accurate 
net  weight  statement  or  compliance 
with  a  standard  of  fill  does  not 
eliminate  the  misbranding  that  occurs 
when  a  container  is  made,  formed,  or 
filled  so  as  to  be  misleading. 

7.  One  comment  argued  that  it  would 
not  be  cost  effective  for  FDA  to 
implement  section  403(d)  of  the  act  by 
promulgating  detailed  specific 
commodity  and  container  regulations, 
such  as  those  the  agency  has  adopted  in 
the  past  under  section  401  of  the  act  and 
enforced  under  section  403(h)(2)  for  all 
food  products  or  specific  food  product 
classes.  The  comment  also  argued  that 
further  regulatory  activity  would  be 
inappropriate  in  light  of  the  lOM's 
failure  to  identify  any  State  commodity 
and  package  regulations  that  should  be 
adopted  and  of  FDA's  previous 
determination  that  the  expenditures  of 
agency  resources  that  would  be  needed 
to  implement  such  regulations  would 
exceed  potential  benefits. 

FDA  disagrees.  The  fact  that  lOM  was 
unable  to  identify  any  specific  state  law 
that  FDA  should  adopt  was  not  a  basis 
for  ending  their  consideration  of 
whether  a  particular  section  is  being 
adequately  implemented.  As  noted 
above,  the  task  was  to  determine  the 
adequacy  of  Federal  implementation  by 
considering:  (1)  The  extent  of  State 
regulation  for  each  topic  and  the 
corresponding  Federal  regulation  and 
(2)  whether  the  States  were  doing 
anything  that  FDA  should  be  doing. 
FDA  notes  that  lOM  did  mention 
California's  experience  in  this  area 
suggested  using  the  provisions  of  the 
Fair  Packaging  and  Labeling  Act  (FPLA) 
as  a  guide  for  Federal  regulations  to 
implement  section  403(d)  of  the  act. 

The  agency's  earlier  decisions  not  to 
implement  general  or  individual 
regulations  concerning  slack-fill  or 
deceptive  packaging  were  in  relation  to 
the  efficient  utilization  of  the  agency's 
resources,  not  the  adequate 
implementation  of  the  intent  of  section 
403(d)  of  the  act  The  provisions  of  the 
1990  amendments  require  that  the 
agency  examine  its  implementation  of 
section  403(d)  of  the  act  from  a  difierent 
perspective,  i.e.,  not  in  terms  of  efficient 
use  of  resources  but  Instead  whether  its 
regulations  adequately  implement  the 
intent  of  section  403(d)  of  the  act.  Based 
upon  the  findings  of  lOM  and  its  own 
review  of  the  record.  FDA  concludes 
that  section  403(d)  of  the  act  Is  not 
adequately  being  implemented. 

8  One  comment,  without  addressing 
whether  the  lOM  recommendation 
concerning  403(d)  of  the  «g»  is  currect 
\irged  the  agenry  ts  lake  whatever 


action  is  necessary  to  implement  section 
403(d)  of  the  act  adequately.  The 
comment  suggested  that  the  agency 
consider  using  the  definition  for  slack- 
fill  that  appears  in  section  5  of  the 
FPLA.  Another  comment  opposed  the 
proposed  determination  that  section 
403(d)  of  the  act  is  not  being  adequately 
implemented  by  FDA  on  the  basis  that 
the  lOM  report,  in  supporting  its 
determination  of  inadequacy,  does  no 
more  than  suggest  that  FDA  adopt  some 
general  regulations  merely  parroting  the 
language  of  section  5(c)(4)  of  the  FPLA 
which:  (1)  Authorizes  FDA  to  adopt 
product-by-product  regulations  to 
prevent  the  nonfunctional  slack-fill  of 
packages  when  it  finds  such  regulations 
are  necessary  to  prevent  the  deception 
of  consumers  or  to  facilitate  value 
comparisons,  and  (2)  provides  that  a 
package  shall  be  deemed  to  include 
nonfiinctional  slack-fill  if  it  is  filled  to 
substantially  less  than  capacity  for 
reasons  other  than:  (a)  Protection  of  the 
contents  of  such  package  or  (b)  the 
requirements  of  machines  used  for 
enclosing  the  contents  in  such  package. 
The  comment  argued  that  the  adoption 
of  a  general  regulation  to  implement 
statutory  language  of  the  FPLA  would 
provide  no  further  guidance  to  the 
agency,  the  public,  or  the  industry  than 
is  now  provided  in  the  relevant  case  law 
under  section  403(d)  of  the  act  and  in 
the  legal  literature  discussing 
nonfunctional  slack-fill.  Moreover,  the 
comment  argued,  any  attempt  to  write 
more  specific  requirements  In  a  general 
slack-fill  regulation  would  certainly 
founder  on  the  widely  different 
considerations  that  apply  to  different 
foods  and  different  packages — as  is 
graphically  illustrated  in  the  differing 
fill  of  container  standards  adopted  by 
FDA. 

The  issue  here  is  not  how  to 
adequately  implement  section  403(d)  of 
the  act,  but  whether  it  is  being 
adequately  implemented.  Based  on  the 
evidence  cited  by  lOM.  FDA  finds  that 
the  States  have  addressed  fill  of 
container  matters  that  are  not  addressed 
by  FDA's  regulations.  Therefore.  FDA 
concludes  that  section  403(d)  of  the  act 
is  not  adequately  being  implemented. 
Elsewhere  in  this  issue  of  the  Federal 
Register.  FDA  is  publishing  a  proposal 
entitled  "Misleading  Containers; 
Nonfiinctional  Slack-fill!'  which  is 
based  on  the  FPLA  definition  for 
nonfunctional  slack-fill  but  goes  beyond 
it  in  ways  that  the  agency  has 
tentatively  found  to  be  cpi^ii  p'.iuio  lO 
address  th«  typ»«s  of  concerns  that  were 
raised  by  the  latter  comment.  FDA  urges 
that  interested  persons  comment  on  that 
proposal. 
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3.  Section  403(f) — Information  of 
Appropriate  Prominence 

9.  One  comment  stated  tliat  lOM  was 
incorrect  in  recommending  that  FDA 
find  tliat  section  403(f)  of  the  act  is 
adequately  being  implemented.  The 
comment  stated  that,  although 
numerous  regulations  have  been 
promulgated  under  this  section,  several 
important  problems  have  not  been 
addressed.  For  example,  the  comment 
cited  the  lOM  report's  concern  that 
FDA's  current  regulations  "do  not 
provide  as  precise  a  definition  of 
'conspicuous'  and  'prominent'  as  do 
some  States."  The  lOM  report  had 
expressed  concern  that  this  lack  of 
definition  may  place  a  greater 
enforcement  burden  on  FDA.  The 
comment  submitted  excerpts  from 
"Guidelines  for  Document  Designers."  a 
product  of  the  Document  E>esign  Project 
funded  by  the  National  Institute  of 
Education  as  support  for  its  concern  on 
the  readability  of  labels.  The  comment 
noted  that  there  is  no  Federal  regulation 
against  obstructing  important  label 
information  with,  for  example,  price 
tags. 

The  agency  disagrees  with  the 
comment.  While  FDA  has  not  adopted 
as  precise  a  definition  for 
"conspicuous"  and  "prominent"  as 
some  States,  the  regulations  adopted  by 
FDA  have  specific  requirements  for 
placement  of  mandatory  information 
such  as  product  name,  net  weight, 
ingredients,  and  name  and  address  of 
manufacturer  with  specifications  for 
type  size.  FDA  finds  that  these 
requirements  adequately  implement 
section  403(f)  of  the  act.  Although  FDA 
has  not  explicitly  enunciated  definitions 
of  "conspicuous"  or  "prominent",  its 
regulations  reflect  the  standard  of 
prominence  and  readability  in  United 
States  V.  46  Cases,  More  or  Less, 
"Welch's  Nut  Caramels."  204  F.  Supp. 
321,  323  (D.R.I.  1962): 

•  *  •  The  Act  prescribes  no  minimum 
specific  standard  as  to  how  prominent  such 
statements  should  be.  It  would  seem  that  the 
requirements  of  said  section  403(f)  are  met  in 
a  particular  case  if  such  statements  are 
prominent  enough  to  be  seen  and  understood 
by  the  ordinary  individual  who  is  interested 
in  discovering  and  learning  the  information 
disclosed  thereby,  and  who  makes  the 
minimum  examination  of  the  package  to 
determine  its  net  weight  and  the  ingredients 
of  the  candy  contained  in  said  package. 

While  studies  on  readability  may 
suggest  methods  oihighlighting  label 
information,  the  question  is  whether  or 
not  the  product  meets  the  legal  standard 
of  being  seen  and  understood  by  the 
ordinary  individual.  Section  101.1 
requires  that  the  principal  display  panel 
"shall  be  large  enough  to  accommodate 


all  the  mandatory  label  information 
required  *  *  *  with  clarity  and 
conspicuousness  and  without  obscuring 
design,  vignettes,  or  crowding."  Section 
101.2  requires  that  all  information  that 
must  appear  either  on  the  principal 
display  panel  or  the  information  panel 
must  be  prominent  and  conspicuous, 
but  in  no  case  may  the  letters  or 
numbers  be  less  than  one-sixteenth  inch 
in  height  unless  otherwise  exempted. 
These  requirements  meet  the  legal 
standard  by  ensuring  that  the 
information  can  be  seen  and  understood 
by  the  ordinary  individual.  Thus,  while 
FDA  has  not  chosen  to  implement 
section  403(f)  of  the  act  in  the  same  way 
as  some  of  the  States,  it  has  adequately 
implemented  that  section  and 
established  a  strong  standard. 

As  to  the  issue  of  obscuring  label 
information.  §  101.1  prohibits 
"obscuring  design,  vignettes,  or 
crowding."  The  agency  has  not  adopted 
more  specific  regulations  regarding 
obscuring  by  price  tags  or  other  means 
because  these  tags  are  placed  on  the 
product  at  the  retail  level  for  the  most 
part,  and  FDA  does  not  have  the 
resources  to  police  individual  food 
outlets  across  the  nation.  While  the 
States  do  regulate  at  that  level,  FDA 
finds  that  the  language  of  §  101.1  will 
give  them  an  appropriate  and  adequate 
tool  to  address  this  problem. 

4.  Section  403(h) — Compliance  With 
Standards  of  Quality  and  Fill 

10.  One  comment  set  forth  what  it 
considered  to  be  four  major  problems 
with  lOM's  conclusion  that  section 
403(h)  of  the  act  is  adequately  being 
implemented.  First,  the  comment 
argued  that  the  statements  that  a 
product  is  substandard  provided  in 
§  130.14(a)  and  (b)  (21  CFR  130.14(a) 
and  (b))  do  not  adequately  inform 
consumers  of  the  reason  the  product  is 
below  standard.  The  comment  suggested 
that  FDA  require  an  additional  line  in 
both  statements  to  explain  briefly  the 
defect  in  quality  or  fill  (e.g.,  similar  to 
that  which  is  provided  in  §  103.5(b)  for 
bottled  water,  "contains  excessive 
bacteria").  Secondly,  the  comment 
argued  that  the  lOM's  conclusion  that 
section  403(h)  is  adequately  being 
implemented  should  not  be  based  on 
the  fact  that  companies  rarely  use  the 
statement  "Below  Statidards  in 
Quality,"  because  it  is  equally  plausible 
that  companies  are  simply  not 
complying  with  the  requirement,  or  that 
there  are  insufficient  substantive 
standards  of  quality,  fill,  and  identity  to 
make  this  determination.  Thirdly,  the 
comment  stated  that  lOM's  reliance  on 
the  lack  of  court  cases  involving  section 
403(h)  of  the  act  is  not  a  valid  criterion 


for  determining  whether  the  section  it 
adequately  being  implemented  because 
it  is  possible  that  FDA  simply  does  not 
enforce  this  section.  Finally,  the 
comment  argued  that  lOM  did  not 
consider  the  adequacy  of  the  substantive 
standards  themselves  (i.e.,  the  standards 
of  identity,  quality  and  fill)  in 
determining  whether  section  403(h)  of 
the  act  is  adequately  implemented. 

Under  section  403(h)  of  the  act,  a  food 
is  considered  misbranded  if  it  purports 
to  be  or  is  represented  to  be  a  food  for 
which  either  a  standard  of  quality  or  fill 
of  container  has  been  prescribed  by 
regulations  under  section  401  of  the  act, 
and  its  quality  or  fill  falls  below  such 
standards.  The  purpose  of  the  disclosure 
requirements  in  §  130.14  (21  CFR 
130.14)  is  simply  to  permit 
manufacturers,  if  they  so  choose,  to  sell 
a  product  that  is  not  in  compliance  with 
section  403(h)  of  the  act  because  of 
inadvertent  manufacturing  error. 

The  agency  points  out  that  the  lack  of 
an  additional  line  in  the  disclosure 
statement  explaining  the  defect  in 
quality  and  fill  is  not  germane  to 
determining  whether  section  403(h)  of 
the  act  is  adequately  being  implemented 
for  purposes  of  section  6(b)  of  the  1990 
amendments.  Under  section  6(b)  of  the 
1990  amendments,  the  standard  that 
FDA  is  to  use  in  determining  the 
adequacy  of  its  implementation  of 
section  403(h)  of  the  act  is  whether 
States  or  localities  have  adopted  laws  or 
regulations  to  implement  requirements 
of  this  type  that  address  matters  not, 
covered  by  FDA's  regulations.  Neither 
the  comment  nor  the  lOM  report  have 
shown  that  there  are  matters  with 
respect  to  standards  of  quality  or  fill 
covered  by  States  laws  that  FDA  is  not 
addressing. 

With  respect  to  the  fact  that 
companies  rarely  use  the  disclosure 
statements  (e.g.,  "Below  standard  in 
fill"),  the  comment  offered  no  evidence, 
nor  is  FDA  aware  of  any  such  evidence, 
to  substantiate  that  its  claim  that 
companies  are  not  complying  with 
section  403(h)  of  the  act  is  in  fact  true. 
FDA's  compliance  efforts  have  not 
produced  any  evidence  to  this  effect. 
Therefore,  FDA  can  give  no  credence  to 
this  argument. 

The  agency  notes  that  the  lack  of 
court  cases  involving  section  403(h)  of 
the  act  is  not  germane  to  determining 
whether  this  section  is  adequately  being 
implemented.  As  noted  elsewhere  in 
this  document,  enforcement  is  not  a 
criterion  for  making  a  determination  of 
adequate  implementation. 

The  last  argument  put  forth  by  the 
comment  is  also  not  germane  because 
the  sufficiency  of  individual  standards 
is  not  at  issue  in  determining  whether 
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the  agency  is  adequately  implementing 
section  403(h)  of  the  act. 

Therefore.  FDA  rejects  the  comment 
and  concludes  that  section  403(h)  of  the 
act  is  adequately  being  implemented  by 
its  regulations. 

5  Section  403(i)(l)— Common  or  Usual 
Name 

11.  One  comment  stated  that  the 
language  of  the  lOM  report  contradicts 
lOM's  conclusion  that  section  403(iKl) 
of  the  act  is  adequately  being 
implemented.  The  comment  stated  that 
the  fad  that  the  food  industry  continues 
to  develop  new  foods  for  which  no 
regulated  common  or  usual  name  exists 
is  evidence  that  section  403(i)(l)  of  the 
act  is  not  adequately  being 
implemented.  The  comment  noted  that 
the  areas  examined  by  lOM.  i.e..  bottled 
water,  honey,  fish,  oriental  noodles. 
Vidalia  onions,  and  wild  rice,  are 
indicative  of  the  fact  that  State 
standards  offer  more  consumer 
protection  than  Federal  standards. 

The  agency  disagrees  with  the 
comment.  The  general  regulation  for 
common  or  usual  names  (S  102.5  (21 
CFR  102.5))  provides  general  principles 
that  direct  how  to  name  any  new  food 
for  which  an  individualized  common  or 
usual  name  regulation  or  standard  of 
identity  does  not  exist.  Section  102.5 
provides  that: 

The  common  or  usual  name  of  any  new 
nonstandardized  food,  which  may  be  a 
coined  tenn,  shall  accurately  Identify  or 
describe,  in  as  simple  and  direct  terms  as 
possible  the  basic  nature  of  the  food  or  Its 
characterizing  properties  or  ingredients.  The 
name  shall  be  uniform  among  all  identical  or 
similar  products  and  may  not  be  confusingly 
similar  to  the  name  of  any  other  food  that  is 
not  reasonably  encompassed  within  the  same 
name. 

In  addition.  §  102.5  requires  that  "each 
class  or  subclass  of  food  shall  be  given 
its  own  common  or  usual  name  that 
states  in  clear  terms,  what  it  is  in  a  way 
that  distinguishes  it  from  different 
foods."  Section  102.5  also  includes 
percentage  labeling  requirements  for 
characterizing  ingredients  in  certain 
foods.  It  provides  that  a  common  or 
usual  name  of  a  food  may  be  established 
by  regulation  in  21  CFR  part  102, 
Subpart  B  (Requirements  for  Specific 
Nonstandardized  Foods),  in  21  CFR  part 
104  (Nutritional  Quality  Guidelines  for 
Feeds),  in  a  standard  of  identity 
regulation  (21  CFR  part  131  through 
169),  or  in  other  regulations  in  Chapter 
I  of  Title  21  of  the  Code  of  Federal 
Regulations.  It  also  states  that  a  common 
or  usual  name  of  a  food  may  be 
established  by  common  usage. 

The  agency  disagrees  %vith  the 
comment's  statement  that  the  specific 


common  or  usual  name  examples  cited 
in  the  comment  are  indicative  that  State 
standards  are  stronger  than  Federal 
standards.  The  lOM  report  identifies 
several  foods,  including  the  six 
mentioned  in  the  comment,  for  which 
States  had  common  or  usual  name 
requirements  but  for  which  there  were 
no  Federal  requirements.  FDA  finds,  as 
did  lOM,  that  each  of  lOM's  examples 
represents  a  situation  that  either  is  not 
subject  to  section  403A  of  the  act  or 
calls  for  a  state  petition  for  exemption 
from  preemption  under  section  403A(b). 
and  that  these  examples  do  not 
demonstrate  that  the  requirements  of 
FDA's  regulations  do  not  adeouataly 
implement  section  403(i)(l)  of  the  act. 

The  agency  notes  that  of  the  products 
cited  by  the  comment,  only  three  would 
be  candidates  for  a  common  or  usual 
name  regulation.  Wild  rice,  Vidalia 
onions,  and  fish.  With  respect  to  wild 
rice.  lOM  did  state  in  its  report  that 
there  was  a  potential  for  consumer  fraud 
through  substitution  and  blending  of  the 
more  expensive  wild  rice  with  other 
cheaper  rice  products.  However,  the 
agency  has  no  data,  nor  was  any 
submitted,  to  confirm  that  this  in  Eact  is 
the  situation  in  the  marketplace. 
Moreover,  the  agency  does  not  belieye 
establishing  a  specific  common  or  usual 
name  regulation  for  wild  rice  woul^ 
necessarily  give  the  consumer  any  more 
protection  than  is  currently  provided  by 
§  102.5  While  the  agency  is  not 
persuaded  that  there  is  a  consumer 
fraud  problem  with  wild  rice,  it  would 
certainly  entertain  a  citizen  petition  \o 
establish  a  specific  common  or  usua^ 
name  regulation  if  a  proper  case  is 
presented  that  demonstrates  that  there  is 
a  problem  and  a  regulation  is  needed. 

lOM  also  concluded  that  the  Georgia 
State  requirement  for  Vidalia  onions 
appears  to  be  predominantly 
protectionist  in  that  no  specific 
justification  is  provided  for  limiting  the 
source  to  the  defined  producing  locality 
The  agency  concurs  with  lOM's 
assessment  and,  therefore,  concludes 
that  a  specialized  Federal  common  or 
usual  name  regulation  for  this  product 
is  not  necessary  Again,  while  FDA 
believes  that  §  102.5  adequately 
provides  for  the  naming  of  this  product, 
it  would  have  no  objection  to  the  State 
of  Georgia  or  any  other  group  or 
industry  submitting  a  citizen  petition  to 
.  FDA  to  establish  a  specific  common  or 
usual  name  regulation  for  Vidalia  onion 
based  on  measurable  geographical, 
botanical,  or  quality  criteria  that 
differentiates  it  from  other  varieties  or 
species  of  onion. 

With  respect  to  fish,  FDA  has  issued 
"The  Fish  List  FDA  Guide  to  Acceptable 
Market  Names  for  Food  Fish  Sold  in 


Interstate  Commerce  1988"  to  provide 
acceptable  market,  scientific,  and 
common  names  for  a  wide  range  of 
common  species.  The  agency  believes, 
as  did  lOM.  that  The  Fish  List  provides 
order  to  the  marketplace.  FDA  also  has 
Compliance  Policy  Guides  (CPG's)  for 
"red  snapper"  and  for  surimi-based 
(minced  fish)  imitation  crab  and  other 
fish  substitutes  (CPG  7108.04  and 
7108.16.  respectively).  The  agency 
believes  that  The  Fish  List  and  the 
various  CPG's  more  than  adequately 
protect  the  consumer  from  fraud,  while 
establishing  specific  common  or  usual 
name  regulations  for  llie  many  species 
of  fish  would  be  beyond  the  agency's 
resources  and  would  not  result  in  an 
appreciable  reduction  in  consumer 
fraud.  Anyone  who  believes  a  specific 
common  or  usual  name  regulation  is 
needed  for  a  particular  species  of  fish 
may.  of  course,  submit  a  citizen  petition 
with  appropriate  justification  as  to  why 
such  action  is  warranted. 

Bottled  water,  honey,  and  oriental 
noodles  were  also  cited  by  the  comment 
as  products  examined  by  lOM.  Oriental 
noodles  have  compositional 
requirements,  and.  therefore,  any 
regulations  promulgated  by  FDA  for  this 
product  would  be  in  the  form  of  a 
standard  of  identity  regulation.  Food 
standards  are  promulgated  under  the 
authority  of  section  401  and  403(g)  of 
the  act,  not  section  403(i)(l).  The  agency 
further  notes  that  it  has  issued  a 
compliance  policy  guide  for  oriental 
noodles  (CPG  7102.02:  Chow  Mein 
Noodles,  Chinese  noodles,  and  other 
Oriental  Noodles;  Labeling).  The  agency 
believes  that  the  CPG  for  oriental 
noodles  more  than  adequately  protects 
the  public  from  consumer  fraud.  Again, 
the  agency  would  not  object  to  any 
interested  persons  submitting  a  citizen 
petition  to  establish  a  standard  of 
identity  for  oriental  noodles.  The  agency 
notes  that  it  is  currently  considering  a 
citizen  petHion  from  the  International 
Bottled  Water  Association  requesting 
that  FDA  regulate  bottled  water  The 
agency  hopes  to  take  action  on  this 
petition  by  the  end  of  this  year 

Thus,  FDA  concludes  that  it  does 
have  a  strong  and  adequate  regulatory 
system  in  place  to  implement  section 
403(i)(l)  of  the  act.  Therefore,  the 
agency  accepts  lOM's  recommendation 
and  rejects  the  comment  on  this  poinL 

6.  Section  403(k)— Declaration  That  the 
Product  Contains  Artificial  Flavoring. 
Coloring,  or  Preservatives 

12.  One  comment  argued  that  section 
403(k)  of  the  act  is  not  adequately  being 
implemented  because  there  are  several 
areas  where  FDA's  current  regulations 
(all  short.  As  examples  the  comment 
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noted  that  current  regulations:  (1)  Do 
not  require  all  artifidal  flavorings  in 
foods  to  be  specifically  identified  on  the 
label  by  their  coounon  ot  usual  name 
(the  comment  stated  that  artificial 
flavorings  can  be  listed  as  "flavorings"), 
(2)  do  not  give  consiuners  that  are 
sensitive  to  monosodium  glutamate 
(MSC)  or  sulfites  sufficient  label 
information  to  be  able  to  avoid  these 
substances,  and  (3)  do  not  require 
labeling  to  reflect  the  percentage  of  each 
type  of  ingredient  (e.g.,  the  term 
"natural  and  artificial  flavoring"  can  be 
used  for  a  product  wfaldi  has  5  percent 
artificial  and  05  percent  natural 
flavoring  and  vice  versa)  when  both 
natural  and  artificial  coloring  and 
flavoring  are  used  in  a  food. 

The  agency  disagrees  with  the 
comment.  The  premise  of  the  comment 
is  based  upon  a  faulty  interpretation  of 
the  requirements  of  section  403(k)  of  the 
act,  of  the  agency's  implementation  of 
those  requirements,  and  of  lOM's  report, 
llie  issues  being  raised  by  this  comment 
would  require  fundamental  statutory 
changes. 

With  regard  to  the  first  point, 
although  they  are  separate  requirements, 
section  403(i)(2)  and  (k)  of  the  act  must 
be  read  together.  Section  403(i)(2)  of  the 
act  requires  the  listing  of  the  ingredients 
of  a  food  by  their  common  or  usual 
names  except  that  spices,  flavorings, 
and  color  additives  not  required  to  be 
certified  imder  section  706(c)  of  the  act 
may  be  designated  as  spices,  flavorings, 
and  colorings  without  naming  each  (see 
also  section  403(g)).  Section  403(k)  of 
the  act  provides  that  a  food  shall  be 
deemed  to  be  misbranded  if  it  bears  or 
contains  any  artificial  flavorings  unless 
it  bears  labeling  stating  that  fo^.  FDA 
has  implemented  and  amplified  the 
requirements  of  section  403(10  of  the  act 
in  §  101.22(h),  whidi  proviim  that  the 
label  of  a  food  to  whidi  a  flavor  is 
added  shall  declare  the  flavor  in  the 
statement  of  ingredients  as  "artificial 
flavor"  or  "natural  flavor"  or  any 
combination  thereof,  as  the  case  may  be. 

Thus,  contrary  to  the  comment's 
assertion.  FDA  does  not  have  the  legal 
authority  to  require  that  artificial 
flavorings  be  listed  by  their  common  or 
usual  name.  Howevw,  again  contrary  to 
what  the  comment  assailed,  FDA  has 
required  that  artificial  flavorings  be 
designated  by  the  term  "artificial 
flavoring." 

The  agency  notes  that  the  commmt's 
concerns  about  the  need  for  sensitive 
individuals  to  have  sufficient  label 
informatitm  to  be  able  to  avoid 
substances  such  as  MSG  and  sulfites 
and  the  lack  of  percentage  bbeling  of 
artificial  and  nirtural  flavorings  when 
both  are  used  in  food  are  not  germane 


to  whether  section  403(k)  of  the  act  is 
adequately  being  implemented.  To  the 
extent  that  MSC.  sulfites,  or  other 
substances  that  cause  food  sensitivities 
are  flavorings,  section  403(k)  of  the  act 
would  not  require  that  they  be  declared 
in  a  way  that  would  permit  consumers 
to  avoid  them.  FDA  regulations  do 
require  that  sulfites  that  are  present  in 
detectable  amounts  are  declared  on  the 
food  label  (see  §  100.100(a)(4)  and  the 
document  on  ingredient  l^wling 
published  elsewhere  in  this  issue  of  the 
Federal  Register),  however.  FDA 
adopted  this  requirement  under  other 
provisions  of  the  act.  Similarly, 
percentage  labeling  requirements  are 
outside  the  scope  of  section  403(k)  of 
the  act,  which  reqxures  only  that  the 
presence  of  artificial  flavorings  (or 
artificial  colors  or  chemical 
preservatives)  be  declared  on  the  label. 
Section  101.22(h)(1)  of  FDA's 
regulations  set  forth  how  the  addition  of 
both  artidfial  and  natural  flavorings  to 
a  food  is  to  be  declared.  Therefore,  the 
agency  rejects  the  comment  on  this 
point. 

Having  considered  the  comments,  the 
lOM  report  and  other  available 
information.  FDA  finds  that  section 
403(k)  of  the  act  is  being  adequately 
implemented. 

D.  Procedural  Issues 

13.  One  comment  argued  that  the 
agency's  failure  to  present  more  than  a 
conclusionary  acceptance  of  lOM's 
recommendations  did  not  provide  the 
agency's  views  on  the  decision  as  to 
which  sections  were  adequately  being 
implemented. 

'The  agency  disagrees.  The  agency 
explicitly  stated  its  tentative 
conclusions  as  to  those  sections  that 
were  adequately  being  implemented, 
and  those  that  were  not,  were  based  on 
the  recommendations  of  lOM  and  all  of 
the  information  that  lOM  supplied  to 
the  agency  as  a  result  of  the  contract 
between  FDA  and  lOM  (57  FR  33283  at 
3328S).  The  July  28, 1992,  proposal 
announcing  the  proposed  lists  discussed 
in  detail  the  approach  taken  by  lOM  and 
the  criteria  that  it  used  to  determine 
adequate  implementation.  The  notice 
summarized  the  basis  for  lOM's 
recommendations  with  respect  to  each 
section  of  the  act  (57  FR  33283  at  33284 
through  33285).  All  the  comments  and 
other  information  considered  by  lOM. 
along  with  its  draft  final  manuscript  and 
final  report,  were  placed  on  public 
display  for  all  interested  persons  to 
review. 

FDA's  presumptive  tentative 
acceptance  of  IC^'s  recommendations 
was  nilly  consistent  with  the  1990 
amendments  and  %vlth  the 


Administrative  Procedure  Act.  Section 
6(bM3)(A)  of  the  1990  amendments 
directs  the  agency  to  publish  the 
proposed  lists  as  determined  under  the 
contract  writh  a  public  or  nonprofit 
private  entity,  which  tirnied  out  to  be 
lOM.  This  is  eactly  what  the  agency  did. 
Moreover,  §  10.40(b)  (21  CFR  10.40(b)). 
FDA's  regulation  that  implements  the 
Administrative  Procedure  Act  on 
informal  rulemaking,  states  that  the 
proposal  shall  act  out  the  terms  or 
sulwtance  of  the  proposed  action  and 
summarize  the  facts  and  policy  that 
underiie  it.  Again,  the  July  28, 1992. 
proposal  fully  complies. 

Thus,  the  agency  finds  that  It 
provided  adequate  notice  for  all  persons 
interested  in  this  rulemaking  as  to  the 
basis  for  its  tentative  determinations  of 
adequacy  of  implementatien. 

m.  Ecxtnomic  Impact 

FDA  has  examined  the  economic 
implications  of  the  final  lists  as  required 
by  Executive  Orders  12291  and  12612 
and  the  Regulatory  Flexibility  Act. 
Executive  Order  12291  compels 
agencies  to  use  cost-benefit  analysis 
when  making  decisions,  and  Executive 
Order  12612  requires  Federal  agencies 
to  ensure  that  Federal  solutions,  rather 
than  State  or  local  solutions,  are 
necessary.  The  Regulatory  FlexibiUty 
Act  requires  regulatory  relief  for  small 
businesses  where  feasible.  The  agency 
finds  that  this  final  rule  is  not  a  major 
rule  as  defined  by  Executive  Order 
12291.  In  accordance  with  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  has  also  determined  that  this 
proposed  rule  will  not  have  a  significant 
adverse  impact  on  a  substantial  number 
of  small  businesses.  Finally,  because 
these  lists  implement  a  statute  that 
provides  for  preemption  of  State  and 
local  laws  in  specified  circumstances. 
FDA  finds  that  there  is  no  substantial 
federalism  issue  that  would  require  an 
analysis  under  Executive  Order  12612. 

A.  Alternatives 

The  primary  alternatives  available  to 
FDA  were  as  follows: 

1  Accept  recommendation  of  iOM 
report 

2.  Reject  recommendation  of  IC^ 
report 

B  Costs 

1  Accept  Recommendation  of  IOM 
Report 

By  accepting  the  recommendation  of 
the  KM  report.  FDA  is  legally  required 
to  publish  regulaticms  that  ensure  that 
section  403(d)  of  the  act  is  adequately 
impl«nented.  The  compliance  costs 
imposed  by  FDA's  acceptance  of  this 
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legal  obligation  depend  on  the 
regulations  that  FDA  promulgates  to 
fulfill  this  obligation.  One  possible 
regulation  that  FDA  might  promulgate 
simply  repeats  the  language  of  section 
403(d)  of  the  act.  The  compliance  cost 
of  this  regulation  would  be  zero  because 
section  403(d)  is  already  legally  binding 
on  food  package  manufacturers.  If  more 
restrictive  regulations  are  promulgated, 
then  compliance  costs  may  occur. 
Potential  compliance  costs  to  industry 
include  designing  and  manufacturing 
new  packages.  FDA  has  estimated  the 
cost  of  implementing  the  regulations  in 
the  proposal  on  misleading  containers 
tliat  is  published  elsewhere  in  this  issue 
of  the  Federal  Register. 

2.  Reject  Recommendation  of  lOM 
Report 

If  FDA  had  rejected  the 
recommendation  of  the  lOM  report,  then 
FDA  could  have  made  one  of  the 
following  decisions:  (1)  Find  that  all 
sections  of  the  act  defining 
circumstances  in  which  a  food  is 
misbranded  are  adequately 
implemented,  or  (2)  find  that  one  or 
more  sections  of  the  act  defining 
circumstances  in  which  a  food  is 
misbranded  other  than  section  403(d) 
are  not  adequately  being  implemented. 

If  all  relevant  sections  of  tne  act  had 
been  found  to  be  adequately 
implemented,  then  compliance  costs 
would  have  been  zero.  If  one  or  more 
sections  of  the  act  defining 
circumstances  in  which  a  food  is 
misbranded  other  than  section  403(d) 
had  been  found  to  be  not  adequately 
implemented,  then  compliance  costs 
may  have  occurred.  One  possible 
regulation  that  FDA  might  have 
promulgated  in  the  latter  case  would 
have  simply  repeated  the  language  of 
the  relevant  sections  of  the  act.  The 
compliance  cost  of  this  regulation 
would  have  been  zero  because  these 
sections  of  the  act  are  already  legally 
binding  on  food  package  manufacturers. 
If  more  restrictive  regulations  are 
promulgated,  then  some  compliance 
costs  may  b^ncxirred. 

C.  Benefits 

1.  Accept  Recommendation  of  lOM 
Report 

By  accepting  the  recommendation  of 
the  lOM  report,  FDA  is  legally  required 
to  publish  regulations  that  ensure  that 
section  403(d)  of  the  act  is  adequately 
implemented.  One  possible  regulation 
that  FDA  might  promulgate  simply 
repeats  the  language  of  section  403(d)  of 
the  act.  The  benefit  of  this  regulation 
would  be  zero  because  section  403(d)  of 
the  act  is  already  legally  binding  on 


food  package  manufacturers.  If  more 
restrictive  regulations  are  promulgated, 
then  'here  may  be  positive  ber.-afits.  The 
potential  benefit  of  more  restrictive 
regulations  would  be  a  reduction  in 
consumer  dissatisfaction  with  the  fill  of 
food  containers.  FDA  has  estimated  the 
benefits  of  implementing  regulations  in 
the  proposal  on  misleading  containers 
that  is  published  elsewhere  in  this  issue 
of  the  Federal  Register. 

2.  Reject  Recommendation  of  lOM 
Report 

If  FDA  had  rejected  the 
recommendation  of  the  lOM  report,  then 
FDA  could  have  made  one  of  the 
following  decisions:  (1)  Find  that  all 
sections  of  the  act  defining 
circumstances  in  which  a  food  is 
misbranded  are  adequately 
implemented,  or  (2)  find  that  one  or 
more  sections  of  the  act  defining 
circumstances  in  which  a  food  is 
misbranded  other  than  section  403(d)  of 
the  act  are  not  adequately  being 
implemented. 

IT  all  relevant  sections  of  the  act  had 
been  found  to  be  adequately 
implemented,  then  benefits  would  have 
been  zero.  If  one  or  more  sections  of  the 
act  defining  circumstances  in  which  a 
food  is  misbranded  other  than  section 
403(d)  had  been  found  to  be  not 
adequately  implemented,  then  there 
may  have  been  positive  benefits.  One 
possible  type  of  regulation  that  FDA 
might  have  promulgated  in  this  case 
would  have  simply  repeated  the 
language  of  the  relevant  section  of  the 
act.  The  benefit  of  this  type  of  regulation 
would  have  been  zero  because  these 
sections  of  the  act  are  already  legally 
binding  on  food  package  manufacturers. 
Thus  the  benefits  of  this  alternative 
would  have  been  estimated  to  be  zero. 
If  more  restrictive  regulations  had  been 
promulgated,  then  there  may  have  been 
positive  benefits. 

D.  Conclusion 

In  accordance  with  Executive  Order 
12291,  the  agency  has  analyzed  the 
economic  effects  of  this  proposed  rule 
and  has  determined  that  this  rule,  if 
promulgated,  will  not  be  a  major  rule  as 
defined  by  that  order. 

In  accordance  with  the  Regulatory 
Flexibility  Act,  the  agency  has 
considered  the  e^ect  that  this  regulation 
would  have  on  small  entities  including 
small  businesses  and  has  determined 
that  this  final  rule  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  costs  and  benefits  of  this  final 
rule  depend  on  the  regulations  that  FDA 
produces  in  response  to  the  requirement 
that  it  promulgate  regulations  ensuring 


the  adequate  implementation  of  sections . 
of  the  act  that  it  finds  are  not  adeauately 
being  implemented.  The  costs  and 
benefits  of  those  regulations  will  be  zero 
if  those  regulations  simply  repeat  the 
language  of  the  relevant  sections  of  the 
act.  As  noted  above,  the  costs  and 
benefits  of  implementing  regulations  are 
considered  in  the  proposal  on 
misleading  containers. 

IV.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  ehvironmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

V.  Final  Lists 

Based  on  its  review  of  the  lOM  report, 
the  comments  to  the  July  28, 1992 
proposal,  and  other  available 
information,  the  agency  is  announcing 
its  conclusions  related  to  the  adequacy 
of  Federal  implementation  of  sections 
403(b),  403(d),  403(0.  403(h)  403(i)(l). 
and  403(k)  of  the  act.  FDA  finds  that  the 
following  sections  are  adequately 
implemented  by  FDA  regulations: 
sections  403(b),  403(f).  403(h),  403(i)(l), 
and  403(k)  of  the  act.  Based  upon  the 
same  considerations,  FDA  finds  that 
section  403(d)  of  the  act  on  misleading 
containers  is  not  adequately  being 
implemented  by  FDA  regulations. 

Having  made  these  findings,  FDA 
advises  that  section  403A(a)(3)  of  the  act 
and  section  6(b)(3)(B)  of  the  1990 
amendments  provide  that  no  State  or 
political  subdivision  of  a  State  may 
directly  or  indirectly  establish  under 
any  authority  or  continue  in  effect  as  to 
any  food  in  interstate  commerce  any 
requirement  for  the  labeling  of  food  of 
the  type  required  by  sections  403(b), 
403(f).  403(h),  403(i)(l),  or  403(k)  of  the 
act  that  is  not  identical  to  the 
requirement  of  such  section,  effective 
February  5, 1993. 

Published  elsewhere  in  this  issue  of 
the  Federal  Register  is  a  proposal 
entitled  "Misleading  Containers; 
Nonfunctional  Slack-Fill,"  in  which 
FDA  is  proposing  revisions  of  its 
regulations  to  ensure  adequate 
implementation  of  section  403(d)  of  the 
act.  Upon  the  effective  date  of  the  final 
regulations  based  upon  that  proposal, 
no  State  or  local  subdivision  of  a  State 
may  estabhsh  or  continue  in  effect  any 
requirement  that  is  not  identical  to  the 
requirements  of  section  403(d)  of  the  act 
and  regulations  issued  thereunder.  If  the 
agency  does  not  issue  final  regulations 
in  response  to  the  proposal  by  May  8, 
1993,  the  proposed  regulations  will  be 
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considered  the  final  regulations  under 
the  1990  amendments,  and  preemption 
will  become  effective  on  the  effective 
date  of  the  rules  that,  on  May  8, 1993. 
are  considered  final  rules. 


Dated:  November  5, 1992. 
David  A.  KMsler, 
Cowmtssioner  of  Food  and  Drugs 
Louis  W.  SttlHvui, 

Secntary  of  Health  and  Human  Services. 
IFR  Doc.  92-31510  Filed  12-2&-92;  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Adminictration 

21  CFR  Parts  20  and  101 
[Ooclwt  No.  85N-0061] 
RIN  0905-AB67 

Food  Labeling;  Qanaral  Raquiramanta 
for  Health  Claima  for  Food 

AGENCY:  Food  and  Drug  Administration. 
HHS. 

ACnON:  Final  rule. 
SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  adopting 
general  requirements  pertaining  to:  (1) 
The  use  of  health  claims  that 
characterize  the  relationship  of  a 
substance  to  a  disease  or  health-related 
condition  on  the  labels  and  in  labeling 
of  foods  in  conventional  food  form 
(conventional  foods),  and  (2)  the  content 
of  petitions  regarding  the  use  of  such 
health  claims  pertaining  to  specific 
substances  in  such  food.  This  action  is 
being  taken  in  response  to  provisions  of 
the  Nutrition  Labeling  and  tducation 
Act  of  1990  (the  1990  amendments)  that 
bear  on  health  claims  for  conventional 
foods.  However,  in  the  Dietary 
Supplement  Act  of  1992  (the  DS  Act), 
Congress  imposed  a  moratorium  on  the 
implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements  with  only  very  limited 
exceptions.  Therefore,  these  final  rules 
do  not  apply  to  dietary  supplements  of 
vitamins,  minerals,  herbs,  or  other 
similar  nutritional  substances. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  final  rules  that 
respond,  at  least  with  respect  to 
conventional  foods  and,  to  the  extent 
that  they  would  permit  claims,  with 
respect  to  dietary  supplements,  to  the 
1990  amendments'  directive  that  the 
agency  consider  10  topics  associating 
substances  with  diseases  or  health- 
related  conditions.  Those  final  rules 
have  been  developed  in  accordance 
with  the  general  principles  of  the 
reqtiirements  in  this  document. 
EFFECTIVE  DATE:  May  8,  1993,  except 
§  101  9(k)(l)  which  will  become 
effective  February  14, 1994,  and 
§§101.14(d)(2)(vii)(B)  and  101.14(d)(3) 
concerning  restaurant  firms  consisting 
of  10  or  less  individual  restaurant 
establishments  for  whom  these  sections 
will  become  effective  on  May  8, 1994. 
FOR  FURTHER  INFORMATION  CONTACT: 
Victor  P  Frattali,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-261).  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington.  DC  20204.  202-205-4064. 
SUBPLEMCNTARY  MFORMATION: 


I.  Background 

In  the  Federal  Register  of  November 
27. 1991  (56  FR  60537).  FDA  published 
a  proposed  rule  to  establish  general 
requirements  pertaining  to:  (1)  The  use 
of  health  claims  that  characterize  the 
relationship  of  a  substance  to  a  disease 
or  health-related  condition  on  the  labels 
and  in  labeling  of  both  conventional 
foods  and  dietary  supplements,  and  (2) 
the  content  of  petitions  regarding  the 
use  of  such  health  claims  pertaining  to 
s{>ecific  substances  in  food.  The 
proposed  rule  was  issued  in  response  to 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535)  that  bear  on  health 
claims.  With  respect  to  health  claims, 
the  1990  amendments  amend  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(the  act)  by  adding  a  provision  (section 
403(r)(l)(B)  of  the  act  (21  U.S.C. 
343{r)(l)(B)))  that  provides  that  a 
product  is  misbranded  if  it  bears  a  claim 
that  characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition,  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D). 

Congress  enacted  the  health  claims 
provisions  of  the  1990  amendments  to 
help  U.S.  consumers  maintain  healthy 
dietary  practices  and  to  protect  these 
consumers  from  unfounded  health 
claims.  The  House  Report  of  June  13. 
1990.  states,  "Health  claims  supported 
by  a  significant  scientific  agreement  can 
reinforce  the  Surgeon  General's 
recommendations  and  help  Americans 
to  maintain  a  balanced  and  healthful 
diet"  (Ref.  1).  Senator  Orrin  Hatch,  one 
of  the  primary  authors  of  the  1990 
amendments,  noted  that  diet  has  been 
implicated  as  a  factor  in  the  three 
leading  causes  of  death  (heart  disease, 
cancer,  and  ^roke)  (Ref.  2).  In  addition, 
the  statement  of  the  House  Floor 
Managers  noted  that  "There  is  a  great 
potential  for  defrauding  consumers  if 
food  is  sold  that  contains  inaccurate  or 
unsupportable  health  claims"  (Ref.  3). 
The  House  Report  characterized. the 
need  for  regulation  as  "compelling" 
(Ref.  1). 

FDA's  first  step  in  support  of  the 
congressional  goals  of  the  1990 
amendments  appeared  in  the  form  of  the 
proposed  health  claims  regulation.  The 
proposed  regulation  contained:  (1) 
Definitions  to  clarify  the  meaning  of 
specific  terms  used  in  the  regulation:  (2) 
preliminary  requirements  that  a 
component  of  food  must  meet  to  be 
eligible  to  be  the  subject  of  a  health 
claim:  (3)  a  scientific  standard  for 
assessing  the  validity  of  claims  both  for 
dietary  supplements  and  for 
conventional  food,  general  labeling 
requirements  for  health  claims  that  are 


permitted  by  regulation,  and 
prohibitions  on  certain  types  of  health 
claims:  and  (4)  the  required  content  of 
petitions  for  health  claims. 

In  response  to  the  proposed  rule.  FDA 
received  over  8,000  letters,  each 
containing  one  or  more  comments,  from 
consumers,  health  care  professionals, 
universities.  State  and  local 
governments,  foreign  governments, 
trade  organizations,  consumer  advocacy 
organizations,  research  institutes, 
industry,  and  professional 
organizations.  In  addition  to  receiving 
these  vmtten  comments,  the  agency 
held  a  public  hearing  on  January  30  and 
31,  1992  (57  FR  239.  January  3,  1992). 
on  a  number  of  food  labeling  issues, 
including  the  requirements  for  health 
claims.  Some  of  the  comments  agreed 
with  one  or  more  provisions  of  the 
proposed  rule  without  providing  further 
grounds  for  support  other  than  those 
presented  by  FTDA  in  the  preamble  to  the 
proposal.  Other  comments  disagreed 
with  one  or  more  provisions  of  the 
proposed  rule  without  providing 
specific  grounds  for  the  disagreement.  A 
few  comments  addressed  issues  outside 
of  the  scope  of  the  regulations  and  will 
not  be  addressed  in  this  document.  Most 
of  the  comments  provided  specific 
grounds  in  support  of  their  positions 
concerning  provisions  of  the  proposed 
regulations.  The  agency  has  summarized 
and  addressed  the  issues  raised  in  the 
sections  of  this  document  that  follow. 

In  October  1992.  the  DS  Act  was 
enacted.  This  statute  states  that,  with 
certain  limited  exceptions,  the  Secretary 
(and  FDA.  by  delegation)  may  not 
implement  the  1990  amendments  with 
respect  to  dietary  supplements  earlier 
than  December  15.  1993.  As  a  result, 
this  final  rule  applies  only  to 
conventional  food  (Ref.  34).  The  DS  Act 
establishes  a  timetable  for  the  adoption 
of  final  rules  implementing  the  1990 
amendments  with  respect  to  dietary 
supplements  by  December  31. 1993. 
One  exception  to  the  moratorium  on  the 
implementation  of  the  1990 
amendments  is  a  provision  (section 
202(b))  that  states  that  FDA  may,  earlier 
than  December  15,  1993.  approve  claims 
with  respect  to  dietary  supplements  that 
are  claims  described  in  clauses  (vi)  and 
(x)  of  section  3(b)(1)(A)  of  the  1990 
amendments.  FDA  is  responding  to  this 
provision  in  the  documents  on  the  10 
specific  substance-disease  topics  that 
accompany  this  final  rule. 

II.  Definitions 

FDA  proposed  definitions  for  "health 
claim."  "substance,"  "nutritive  value," 
and  "dietary  supplement"  to  serve  as 
tools  for  clearly  establishing  the  scope 
of  the  types  of  claims  that  would  be 
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subject  to  the  regulations  promulgated 
under  section  403(r)(l)(B)  of  the  act.  In 
addition,  the  agency  proposed  a 
definition  for  "disqualifying  nutrient 
levels"  to  establish  Umits  on  the 
amounts  of  certain  nutrients  that  are 
known  to  increase  the  risk  of  disease 
that  can  be  in  a  food  if  that  food  is  to 
bear  a  health  claim  in  its  labeling. 

A.  Definition  of  a  Health  Claim 

As  proposed.  S  101.14(a)(1)  stated: 

Health  claim  means  any  claim  made  on  the 
label  or  in  labeling  of  a  food,  including  a 
dietary  supplement,  that  expressly  or  by 
implication,  including  "third  party" 
endorsements,  written  statements  (e.g.,  a 
brand  name  including  a  term  such  as 
"heart"),  symbols  (e.g.,  a  heart  symbol),  or 
vignettes,  characterizes  the  relationship  of 
any  substance  to  a  disease  or  health-related 
condition.  Implied  health  claims  include 
only  those  statements,  symbols,  vignettes,  or 
other  forms  of  communication  that  a 
manufacturer  intends,  or  would  be  likely  to 
be  understood,  to  assert  a  direct  beneficial 
relationship  between  the  presence  or  level  of 
any  substance  in  the  food  and  a  health  or 
disease-related  condition. 

(56  FR  60537  at  60563) 

As  was  explained  in  the  preamble  of 
the  proposal  (56  FR  60542),  FDA 
derived  this  definition  almost  directly 
from  the  provisions  of  section 
403(r)(l)(B)  of  the  act.  The  proposed 
definition  establishes  that  a  claim  must 
have  at  least  two  basic  elements  for  it  to 
be  regulated  as  a  "health  claim."  First, 
the  claim  must  be  about  a  "substance" 
as  that  term  is  defined  in  proposed 
§  101.14(a)(2).  Secondly,  me  claim  must 
characterize  the  relationship  of  the 
substance  to  a  "disease  or  health-related 
condition."  If  a  claim  has  one  of  these 
elements  without  the  other,  it  would  not 
be  a  "health  claim,"  although  it  may 
still  be  subject  to  regulation  under  other 
provisions  of  the  act  (e.g..  the 
requirement  of  section  403(a)(1)  of  the 
act  that  a  label  statement  be  truthful  and 
not  misleading). 

Although  FDA  attempted  in  the 
proposed  definition  of  a  "health  claim" 
to  draw  clear  lines  between  health 
claims  and  other  types  of  claims  about 
diet  and  health,  comments  raised 
significant  questions  about  the 
applicability  of  one  or  both  of  the 
elements  highlighted  in  the  definition. 
Many  of  these  questions  resulted 
because,  at  the  time  that  it  issued  the 
proposal,  FDA  had  not  itself  decided  on 
the  precise  coverage  of  the  definition. 
For  example,  in  the  proposal  (56  FR 
60537  at  60542),  FDA  stated: 

While  the  act  focuses  on  the  substance- 
disease  relationship,  it  is  clear  that  the 
Congress  was  concerned  about  any  disease 
claims  that  are  made  on  food  (Ref.  1).  In 
reviewing  the  evidence  on  the  10  topic  areas. 


however.  FDA  has  become  aware  that  there 
may  be  certain  relationships  between  foods 
and  diseases  that  are  supported  by  the 
available  evidence  but  that  cannot  bo 
attributed  to  a  particular  nutrient.  For 
example,  the  scientific  evidence  shows  that 
diets  high  in  whole  grains,  fruits,  and 
vegetables,  which  are  low  in  fat  and  rich 
sources  of  fiber  and  certain  other  nutrients, 
are  associated  with  a  reduced  risk  of  some 
types  of  cancer.  The  available  evidence  does 
not,  however,  demonstrate  that  it  is  total 
fiber,  or  a  specific  fiber  component,  that  is  . 
related  to  the  reduction  of  risk  of  cancer.  The 
question  is  thus  whether,  to  fulfill  Congress's 
intent  in  the  1990  amendments,  FDA  should 
regulate  claims  about  apparent  food-disease 
relationships  and,  if  so,  how  it  should  do  so. 

In  response  to  comments  questioning 
the  meaning  of  the  proposed  definition 
of  a  "health  claim,"  the  agency  has 
sought  to  clarify  this  definition  as  well 
as  the  meaning  of  the  terms  "substance" 
and  "disease  or  health-related 
condition." 

B.  Substance — The  First  Basic  Element 

As  proposed,  §  101.14(a)(2)  stated: 

Substance  means  a  component  of  a 
conventional  food  or  of  a  dietary  supplement 
of  vitamins,  minerals,  herbs,  or  other 
•'  nutritional  substances. 

1.  Some  comments  maintained  that 
because  section  403(r)(l)(B)  of  the  act 
specifically  addresses  only  a  claim  that 
characterizes  the  relationship  of  any 
nutrient  required  to  be  on  the  label  of 
a  food  to  a  disease  or  health-related 
condition,  claims  about  other  types  of 
nutrients  or  about  foods  are  not  subject 
to  the  provisions  of  section  403(r).  Many 
of  these  comments  contended  that 
claims  about  foods  and  other  types  of 
claims  must  be  controlled  imder  the 
general  regulatory  regime  that  requires 
that  a  label  be  truthful  and  not 
misleading,  and  they  maintained  that 
FDA  could  not  therefore  require 
preapproval  of  such  claims. 

However,  other  comments  stated  that 
Congress  intended  to  control  claims 
about  foods  as  well  as  nutrients.  One 
comment  pointed  out  that  people  do  not 
eat  rfUtrients  as  such;  they  eat  foods  that 
contain  (or  do  not  contain)  those 
nutrients.  Another  comment  advised 
that  consumers  would  more  readily 
understand  claims  about  foods  than 
about  nutrients,  and  that  where  food 
claims  were  appropriate,  consumers 
might  be  more  likely  to  improve  their 
diets.  One  comment  stressed  that  FDA 
has  historically  defined  "substance" 
expansively,  asserted  that  this  policy 
should  not  be  changed,  and  suggested 
that  the  definition  of  "substance" 
should  be  consistent  with  the  wording 
of  §  170.3(g)  (21  CFR  170.3(g)).  which 
defines  "substance"  as  including  "a 
food  or  food  component  consisting  of 


one  or  more  ingredients."  A  few 
comments  pointed  out  that  an 
understanding  of  Congress'  intent  can 
be  obtained  by  considering  the 
legislative  history  of  the  1990 
amendments.  One  comnient  advised 
that,  before  the  enactment  of  these 
amendments.  Congress  considered  a 
great  deal  of  testimony  about  how 
health  claims  should  be  related  to  an 
overall  diet  of  various  foods.  For 
example,  a  representative  from  one 
professional  organization  told  the  House 
of  Representatives  in  a  hearing  on  the 
bill  that  ultimately  became  the  1990 
amendments  (Ref.  24)  that  health  claims 
should  be  compatible  with  the  dietary 
recommendations  of  the  National 
Research  Council's  (NRC's)  report  "Diet 
and  Health:  Implications  for  Reducing 
Chronic  Disease  Risk"  (the  Diet  and 
Health  report)  (Ref.  6).  That  NRC  report 
recommends  that  people  eat  five  or 
more  servings  per  day  of  vegetables  or 
fruits  and  increase  their  intake  of 
starches  and  complex  carbohydrates. 
This  recommendation  is  tied  to  the 
conclusion  that  "Diets  high  in  plant 
foods — i.e..  ftnits,  vegetables,  legumes, 
and  whole-grain  cereals — are  associated 
with  a  lower  occurrence  of  coronary 
heart  disease  and  cancers  of  the  lung, 
colon,  esophagus,  and  stomach." 

In  addition,  the  comment  stated  that 
this  theme  was  echoed  by  the  American 
College  of  Physicians,  which  told  the 
House  in  a  prepared  statement  that  the 
NRC,  the  Surgeon  General,  and  other 
organizations  "recommend  a  reduction 
in  fat  and  an  increase  in  complex 
carbohydrates  and  fruits  and  vegetables 
in  order  to  reduce  the  risk  of  these 
cancers."  Further,  the  comment  advised 
that  the  Senate  hearing  held  on 
November  13, 1989,  before  the 
Committee  on  Labor  and  Human 
Resources  (Ref.  25).  also  included 
significant  testimony  about  the  overall 
health  benefits  of  foods.  For  example,  an 
official  with  the  American  Dietetic 
Association  told  the  Senate  that  that 
organization  supported  the  dietary 
recommendations  of  NRC  and  the 
Surgeon  General,  and  that  health  claims 
should  reflect  those  recommendations 
and  "should  assist  the  public  to 
integrate  specific  food  products  into  a 
well-balanced  diet."  Thus,  the  comment 
maintained  that  both  the  House  and  the 
Senate  had  before  them  a  record  in 
which  various  private  and  public  health 
organizations  endorsed  the  linking  of 
health  claims  to  foods  consumed  as  part 
of  an  overall  diet,  an  endorsement 
validated  by  repeated  references  to  the 
dietary  recommendations  of  the  NRC 
and  the  Surgeon  General,  sources  that 
FDA  has  considered  authoritative. 
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Another  oominent  stated  that  the 
congressional  debates  reveal  an  equal,  if 
not  a  greater,  concem  for  the  health 
benefits  of  foods,  as  opposed  to 
nutrients,  and  that  this  concern  makes 
sense  when  one  considers  that  many 
public  and  private  health  oiganizations 
recc»nmend  obtaining  an  adequate 
nutrient  intake  through  the 
consumption  of  a  variety  of  foods.  The 
comment  pointed  out  that  it  is  clear  that 
during  the  debetes  over  the  1990 
amendments,  Congress  drew  no 
distinction  between  foods  and  nutrients. 
The  comment  cited  a  variety  of 
statements  from  the  Congressional 
Record  to  substantiate  its  contention. 
For  example,  the  comment  pointed  out 
that  Senator  John  Chafee  of  Rhode 
Island,  cosponsor  of  S.  1425  (the 
Senate's  version  of  the  bill  that  became 
the  1990  amendments),  said  that  the 
proposed  legislation  would  provide 
definite  guidelines  governing  "the 
claims  and  statements  that  can  be  made 
about  food"  (Ref.  26).  Similarly,  Senator 
Orrin  Hatch  of  Utah,  cosponsor  of  the 
Senate  amendments  to  the  House's 
version  of  the  1990  amendments, 
viewed  the  bill  as  covering  health  and 
diet-related  claims  about  food  products 
(Ref.  2). 

FDA  does  not  agree  that  section 
403(r)(l)(B)  of  the  act  addresses  health 
claims  for  only  those  nutrients  required 
to  be  on  the  label  of  a  food  and  does  not 
include  claims  about  other  types  of 
nutrients.  The  language  of  section 
403(r)(l)(B)  of  the  act  is  clear  in  that  it 
pertains  to  a  claim  that  "*  *  * 
characterizes  the  relationship  of  any 
nutrient  which  is  of  the  type  required  by 
paragraph  (qKl)  or  (q}(2)  to  be  in  the 
label  or  labeling  of  a  food  •  •  •" 
(emphasis  added).  Section  403(q)(l)  of 
the  act  lists  specific  nutrients  that  are 
required  for  food  labeling  as  pari  of 
nutrition  labeling.  Section  403(q)(2)  of 
the  act  permits  the  Secretary  of  Health 
and  Human  Services  (the  Secretary)  to 
include  by  regulation  any  other  nutrient 
not  required  to  be  listed  by  section 
403(q)(l)  if  information  about  the 
nutrient  will  assist  consiuners  in 
maintaining  healthy  dietary  practices. 
Moreover,  section  403(r)(5)(D)  of  the  act 
relates  to  vitamins,  minerals,  herbs,  or 
other  similar  substances.  Thus,  claims 
relating  to  a  broad  range  of  substances 
are  potentially  subject  to  regulation 
under  section  403(r)(l)(B)  of  the  act.  and 
claims  about  a  nutrient-disease 
relationship  are  not  outside  the  coverage 
of  section  403(r)  simply  because  the 
nutrient  in  question  is  not  required  to  be 
listed  in  the  nutrition  label.  For  these 
reasons.  FDA  is  retaining  the  broader 


term  "substance"  in  the  regulations  and 
will  use  it  in  this  preamble. 

In  fact,  FDA  agrees  with  the 
comments  that  contended  that  the 
proposed  rule  interpreted  the  1990 
amendments  too  narrowly  with  respect 
to  the  regulation  of  claims  about  foods. 
The  agency  has  reviewed  the  legislative 
history  of  the  1990  amendments  and 
concluded  that  this  history  does  indeed 
contain  evidence  to  support  the 
conclusion  that  Congress  intended  that 
foods  could  be  the  subject  of  claims  that 
are  regulated  under  section  403(r)  of  the 
act.  However,  this  legislative  history 
also  makes  clear  that,  to  be  subject  to 
section  403(r)  of  the  act,  a  claim  about 
a  food  must  be,  at  least  by  implicaticm, 
a  claim  about  a  substance  in  the  food. 
The  House  Report  (Ref.  1)  states: 

The  requirement  applies  to  any  disease 
claim  that  is  made  with  respect  to  required 
nutrients  and  other  nutrients  in  food. 
However,  a  statement  about  the  importance 
of  good  nutrition  which  does  not  make  a 
direct  or  implied  connection  between  any 
nutrient  in  the  food  and  a  particular  disease 
is  not  necessarily  a  disease  claim  that  will  be 
covered  by  this  section. 

Thus  when  a  consumer  could 
reasonably  interpret  a  claim  about  the 
relationship  of  a  food  to  a  disease  or 
health-related  condition  to  be  an 
implied  claim  about  a  substance  in  that 
food,  that  claim  would  satisfy  the  first 
element  of  aliealth  claim. 

However,  a  claim  about  the  benefits  of 
a  broad  class  of  foods  that  does  not 
make  an  express  or  implied  connection 
to  any  of  the  substances  that  are  found 
in  foods  that  comprise  that  class  would 
not  constitute  an  implied  claim.  Such 
claims  about  classes  of  foods  (e.g..  fruits 
and  vegetables)  are  not  health  claims 
because  they  are  not  about  a  substance. 

Accordingly,  FDA  has  revised  the 
definition  of  "substance"  in  new 
§  101.14(a)(2)  to  include  a  specific  food 
as  well  as  a  component  of  food. 
Although,  the  agency's  tentative  view  is 
that  the  term  "substance"  has  the  same 
meaning  regardless  of  whether  the  food 
is  a  conventional  food  or  a  dietary 
supplement  that  includes  vitamins, 
minerals,  herbs,  or  other  nutritional 
substances,  in  response  to  the  DS  Act. 
FDA  is  not  reflecting  this  view  in  the 
final  regulation.  FDA  will  decide 
whether  to  do  so  in  the  rulemaking  it 
will  undertake  in  response  to  the  DS 
Act.  For  consistency  vrith  the  revised 
definition  of  "substance."  new 
§  101.14(d)(2)(vii)  has  also  been  revised, 
as  explained  in  section  V.E.  of  this 
preamble,  to  provide  giiidance  for 
identifying  the  appropriate  dietary 
intake  of  a  specific  food  necessary  to 
achieve  the  claimed  effect. 


FDA  has  not  modified  new 
§  101.14(aX2)  to  be  identical  to 
§  170.3(g).  However,  new  §  101 14(aK2) 
and  §  170.3(g)  are  fully  consistent,  and 
any  differences  in  their  wording  reflect 
the  diffiarent  contexts  to  which  they 
apply.  The  definition  of  "substance"  in 
§  170.3(g)  is  specific  to  the  definition  of 
the  term  "food  additive."  and  in  that 
context  it  is  appropriate  because  of  the 
statutory  definition  of  "food  additive" 
as  "any  substance  the  intended  use  of 
which  results  or  may  reasonably  be 
expected  to  result  •  *  •  in  its  becoming 
a  component  or  otherwise  affecting  the 
characteristics  of  any  food."  (See  section 
201  (s)  of  the  act  (21  U.S.C.  321(s))). 
Proposed  §  101.14(a)(2)  was  drafted  to 
reflect  the  broad  coverage  of  section 
403(r)(l)(B)  of  the  act.  Importantly,  a 
substance  under  §  170.3(g)  would  also 
be  a  substance  under  new  §  101.14(a)(2) 
and  vice  versa. 

Under  the  revised  definition  of  a 
substance  that  FDA  has  included  in  new 
§  101.14(a)(2),  phrases  on  labeling  such 

as  "eat  apples  to ."  "eat  low 

sodium  foods  to ,"  "eat  fruits 

high  in  fiber  to ."  or  "cook  with 

'garlic  to "  would  constitute 

references  to  a  substance  and  would 
thereby  satisfy  one  of  the  two  essential 
elements  of  a  health  claim.  However, 
phrases  on  labeling  such  as  "eat  a 

variety  of  foods  to ,"  "eat  a 

variety  of  fresh  fruits  and  vegetables  to 

."  or  "follow  the  food  pyramid  to 

,"  without  any  reference,  either 

express  or  implied,  to  a  substance  that 
might  be  in  the  foods,  would  not  satisfy 
this  element.  The  latter  types  of  claims 
would  not  be  subject  to  regulation  as 
health  claims.  Of  course,  such  claims 
would  still  be  subjeil  to  the  requirement 
in  section  403(a)  of  the  act  that  they  be 
truthful  and  not  misleading. 

C.  Disease  or  Health-Related 
Condition — Second  Basic  Element 

As  mentioned  previously  in  this 
preamble,  the  proposed  definition  of 
"health  claim"  contains  two  basic 
elements,  "substance"  and  "disease  or 
health-related  condition,"  that  must  be 
present  for  a  claim  to  be  a  "health 
claim."  FDA  did  not  define  the  phrase 
"disease  or  health-related  condition"  in 
the  proposal.  This  omission  raised  many 
questions  and  concerns  in  the 
comments. 

2.  Many  comments  objected  that 
FDA's  interpretation  of  the  phrase 
"health-related"  could  be  too  broad. 
One  comment  was  concerned  that  FDA 
might  interpret  the  phrase  to  apply  to 
statements  pertaining  to  general  good 
health.  The  comment  noted  that  food 
itself  sustains  life,  so  the  mere 
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identification  of  a  product  as  a  food  is 
to  that  extent  a  "health-related"  claim. 

Another  comment  argued  that  such 
phrases  as  "invigorating,"  "relaxing," 
"stimulating,"  "feel  better."  "enjoy  a 
good  night's  sleep."  and  "perform  at 
your  b^"  should  be  exempt  from 
regulation  because  they  do  not  refer  to 
a  disease.  A  few  comments  contended 
that  claims  about  relationships  between 
nutrients  and  the  structure  or  function 
of  the  body  (e.g..  "this  calcium  fortified 
product  helps  build  strong  bones") 
should  not  be  considered  health  claims. 

Some  of  the  comments  suggested  that 
the  definition  of  a  "health  claim" 
should  refer  only  to  "disease"  or 
"disease-related"  claims  because  such  a 
characterization  more  accurately  reflects 
the  nature  of  claims  regulated  by  section 
403(r)(l)(B)  of  the  act.  One  comment 
asserted  that  the  statutory  phrase  "a 
disease  or  health-related  condition" 
does  not  set  up  two  categories  and 
maintained  that  the  phrase  "health- 
related"  as  used  in  the  law  appears  to 
be  nothing  more  than  an  expansion  of 
the  word  "disease."  The  comment 
submitted  a  definition  of  the  word 
"disease"  from  "Stedman's  Medical 
Dictionary."  {25th  ed..  p.  444. 1990). 
which  states  that  a  disease  is  "a  morbid 
entity  characterized  by  at  least  two  of 
the  following  criteria:  (1)  Recognized 
etiologic  agent(s),  (2)  identifiable  group 
of  symptoms,  or  (3)  consistent 
anatomical  alterations." 

Although  the  legislative  history  of  the 
1990  amendments  gives  clear  direction 
that  Congress  intended  that  health 
claims  do  include  disease-specific 
claims,  this  history  is  not  as  explicit 
concerning  what  kind  of  claims  are 
claims  about  a  "health-related 
condition."  As  FDA  pointed  out  in  its 
response  to  the  previous  comment. 
Congress  did.  however,  give  clear 
direction  that  a  statement  about  the 
importance  of  good  nutrition  that  does 
not  make  a  direct  or  implied  connection 
between  any  substance  in  the  food  and 
a  particular  disease  is  not  necessarily  a 
disease  claim  that  will  be  regulated  as 
a  health  claim  (Ref.  1).  Thus,  it  is  clear 
that  Congress  did  not  intend  that  all 
claims  pertaining  to  general  good  health 
be  considered  health  claims. 

However,  the  inclusion  of  the  phrase 
"health-related  condition"  in  section 
403(r)(l)(B)  of  the  act  in  addition  to  the 
term  "disease"  leaves  no  question  that 
Congress  intended  that  claims  about 
conditions  other  than  diseases  be 
regulated  wadet  this  provision.  Further, 
the  legislative  history  of  the  1990 
amendments  confirms  this  fact,  hi 
hearings  before  the  Senate  and  the 
House  of  Representatives  preceding  the 
passage  of  the  1990  amendments,  many 


references  were  made  to  two  texts,  the 
Diet  and  Health  report  by  the  NRC  (Ref. 
6)  and  "The  Surgeon  General's  Report 
on  Nutrition  and  Health"  (the  Surgeon 
General's  report)  (Ref.  5).  hi  the  former 
text  (Ref.  6),  a  section  entitled 
"Hypertension  and  Hypertension- 
Related  Diseases"  states  the  following: 
Deaths  related  to  hypertension  have  been 
variously  classified  over  recent  yean.  They 
have  either  been  considered  as  a  separate 
entity  or  combined  with  such  classes  of 
atherosclerotic  cardiovascular  diseases  as 
CHD  and  stroke.  Thus,  it  is  not  useful  to 
consider  vital  statistics  alone  in  discussing 
the  epidemiology  of  hypertension. 
Hypertension  is  treated  here  primarily  as  a 
risk  characteristic  of  atherosclerotic 
cardiovascular  diseases  rather  than  a  disease 
entity  in  it^lf. 

Elsewhere  in  the  Diet  and  Health 
report  (Ref.  6),  hypertension  is  defined 
as  sustained,  elevated  arterial  blood 
pressure  measured  by  an  inflatable  cuff 
and  pressure  manometer.  The  text  goes 
on  to  say: 

It  (hypertension)  has  been  clearly  shown  to 
increase  the  risk  of  developing  stroke, 
coronary  heart  disease,  congestive  heart 
failure,  peripheral  vascular  disease,  and 
nephrosclerosis. 

Further,  the  Surgeon  General's  report 
identifies  high  blood  pressure  as  a 
common,  chronic  medical  problem  in 
the  United  States  responsible  for  a  major 
portion  of  cardiovascular  disease.  It 
then  states  that  public  health  efforts 
have  increased  public  awareness  and 
knowledge  of  the  risks  and  treatment  of 
this  condition  (Ref.  5). 

The  repeated  references  in  the 
legislative  history  to  texts  that  place 
significant  importance  on  the  control  of 
risk  factors  as  a  means  of  reducing  the 
risk  of  disease  persuades  FDA  that  the 
agency  should  include  such  factors  in 
any  definition  of  a  "health-related 
condition."  hi  view  of  the  explicitly 
stated  intention  of  Congress  to  help 
Americans  maintain  a  healthful  diet 
(Ref.  1),  Congress  intended  that  the  1990 
amendments  facilitate  communication 
to  consumers  of  information  about  risk 
factors  such  as  hypertension,  which  is  a 
risk  characteristic  or  factor  for  several 
diseases,  including  coronary  heart 
disease  and  stroke.  Accordingly,  the 
agency  concludes  that  the  inclusion  of 
"a  health-related  condition"  in  the 
coverage  of  section  403(r)(l)(B)  of  the 
act  means  that  claims  about  risk  factors 
related  to  disease,  as  well  as  claims 
about  a  disease,  can  be  health  claims. 

Having  reached  this  conclusion,  FDA 
finds  that  one  limitation  on  the  coverage 
of  the  phrase  "disease  or  health-related 
condition"  is  appropriate.  The 
limitation  is  for  claims  about  nutrient 
deficiency  diseases,  hi  the  legislative 


history.  Congress  focused  only  on  those 
health  claims  that  related  to  dminic 
diseases  affected  by  diet,  such  as  cancer, 
heart  disease,  and  osteoporosis.  There  is 
no  indication  that  it  intended  to  cover 
classical  deficiency  diseases  (diseases 
resulting  directly  from  a  deficiency  of  a 
vitamin,  essential  mineral,  or  other 
essential  nutrient).  The  relationships 
between  nutrients  and  classical 
deficiency  diseases  are  well-established. 
Moreover,  such  diseases  are  of  little 
public  health  significance  in  this 
country.  Under  such  circumstances, 
FDA  believes  that  it  would  not  be 
appropriate  to  subject  such 
relationships  to  the  health  claims 
regime.  Claims  about  such  classical 
nutrient  deficiency  diseases  are 
adequately  regulated  under  the 
provisions  of  section  403(a)  of  the  act 
and  thus  must  be  truthful  and  not 
misleading.  However,  as  discussed  in 
more  detail  further  in  this  document,  a 
claim  about  the  benefits  of  vitamin  D  in 
preventing  vitamin  D  deficiency,  for 
example,  would  be  misleading  where 
the  claim  does  not  explain  that  few 
individuals  in  the  United  States  are  at 
risk  of  such  a  deficiency.  Of  course, 
some  claims  about  such  diseases  may 
result  in  a  product  being  regulated  as  a 
drug.  Thus,  claims  about  the 
administration  of  a  nutrient  either 
intravenously  or  nasally  will  be 
regulated  as  drug  claims.  This  position 
is  consistent  wi&  the  position  that  the 
agency  took  in  the  February  13, 1990, 
proposal  (55  FR  5176)  with  respect  to 
nutrient  deficiency  diseases. 

Therefore,  to  assist  affected  parties  in 
clearly  understanding  what  the  second 
element  of  a  health  claim  encompasses, 
FDA  is  adopting  the  following 
definition  of  "disease  or  health-related 
condition"  in  new  §  101.14(a)(6): 

Disease  or  health-related  condition  means 
damage  to  an  organ,  part,  structure,  or  system 
of  the  body  such  that  it  does  not  function 
properly  (e.g..  cardiovascular  disease),  or  a 
state  of  health  leading  to  such  dysfunctioning 
(e.g.,  hypertension);  except  that  diseases 
resulting  bom  essential  nutrient  deficiencies 
(e.g.,  scurvy,  pellagra)  are  not  included  in 
this  definition  (claims  pertaining  to  such 
diseases  are  thereby  not  subject  to  §§  101.14 
or  101.70). 

This  definition  does  not  differentiate 
between  a  "disease"  and  a  "health- 
related  condition."  The  two  states  are 
often  so  closely  related  that  no  bright- 
hne  distinction  is  practicable.  Further. 
both  states  are  regulated  under  section 
403(r)  of  the  act.  Thus,  there  is  no 
reason  to  separate  one  state  from  the 
other  as  long  as  both  are  covered. 

FDA  structured  this  definition 
primarily  after  the  common  sense 
definition  of  "disease"  that  appears  in 
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the  second  edition  of  "Random  House 
Dictionary  of  the  English  Language" 
(Random  House.  Inc..  New  York.  NY, 
copyridit  1987)  without  referring  to 
exampNKS  of  the  causes  of  the 
dysfiuictioning  that  were  cited  in  that 
definition.  For  purposes  of  this  rule,  the 
agency  did  not  pattern  the  definition 
after  the  one  suggested  in  the  comment 
because  the  clinical  nature  of  the 
suggested  definition  would  not  be 
readily  understandable.  Thus,  it  is  not 
suitable  for  use  in  a  regulation. 

The  definition  of  "disease  or  health- 
related  condition"  would  not  generally 
encompass  terms  or  phrases  such  as 
"invigorating."  "relaxing," 
"stimulating,"  "feel  better."  and 
"perform  at  your  best."  Such  terms 
would  be  covered  under  the  regulatory 
regime  of  a  label  needing  to  be  truthful 
and  not  misleading.  Moreover,  they  may 
also  subject  the  product  to  regulation 
under  the  structure  or  function  of  the 
body  aspect  of  the  "drug"  definition 
(section  201(g)(1)(C)  of  the  act). 
However,  the  definitian  would  clearly 
encompass  terms  such  as 
"osteoporosis."  "heart  disease," 
"cancer."  and  "hirfi  blood  pressure." 

For  furthw  clarification,  the  definition 
of  "disease  or  health-related  condition" 
is  not  considered  by  FDA  to  include  a 
change  in  a  biological  parameter,  such 
as  a  decrease  in  platelet  (a  type  of  blood 
cell  that  promotes  blood  coagulation) 
aggregation  time  or  an  increase  in  serum 
cholesterol,  unless  the  parameter  is 
associated  with  a  disease  or  health- 
related  condition,  and  there  is  evidence 
that  altering  the  parameter  can  improve 
the  condition.  Of  the  two  examples 
cited,  high  serum  cholesterol  is 
generally  accepted  as  a  predictor  of  risk 
for  coronary  heart  disease,  and  there  is 
evidence  that  decreasing  high  serum 
cholesterol  can  decrease  that  risk.  For 
the  health  claim  in  new  §  101.73, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  which  associates 
dietary  lipid  intake  with  an  increased 
risk  of  coronary  heart  disease,  it  may  be 
appropriate,  then,  to  permit  as  optional 
information  a  discussion  of  how  dietary 
saturated  fat,  cholesterol,  or  both,  affisct 
blood  cholesterol  levels  and,  thereby, 
the  disease  that  is  the  subject  of  the 
claim.  Nevertheless,  the  agency 
considers  it  is  inherently  misleading  for 
the  claim  to  be  articulated  as  an 
association  between  dietary  lipids  and 
serum  cholesterol  because  of  the 
potential  to  confuse  consumers  about 
the  relevant  diseese  for  which  the  claim 
is  authorized.  It  is  not  the  biological 
indicator  that  is  the  disease  or  health- 
related  condition  for  which  the  claim  is 
authorized.  Where  there  is  no  well- 
documented  association  or  specificity 


between  a  biological  parameter  and  a 
diseese  or  health-related  condition  and 
some  evidence  that  improving  the 
parameter  improves  the  condition,  the 
agency  will  be  disinclined  to  consider  a 
petition  for  a  heelth  claim  for  that 
parameter  because  it  fails  to  meet  the 
definition  of  a  disease  or  health-related 
condition. 

3.  Some  comments  asked  if  FDA 
intended  to  regard  any  statements  that 
describe  the  "special  dietary  uses"  of 
foods  (e.g.,  hypoallergenic,  lactose-fiee, 
wheat  ghiten-free.  and  dietetic  foods)  as 
health  claims.  The  comments  were 
concerned  that  health  claim 
disqualifying  levels  would  bar  many 
such  foods  from  disclosing  dietary 
information.  One  of  the  comments 
requested  that  FDA  revise  the  definition 
of  a  "health  claim"  to  include  advice 
that  a  statement  in  the  labeling  of  a  food 
subject  to  part  105  (21  CFR  oart  105) 
shall  not  be  deemed  to  be  a  health  claim 
solely  because  it  represents  the  food  to 
be  for  special  dietary  use. 

FDA  advises  that  any  statement  that 
appears  on  the  label  or  in  the  labeling 
of  a  food  intended  for  "special  dietary 
use"  that  is  consistent  with  provisions 
of  the  regulations  promulgated  under 
section  403(j)  of  the  act  will  not  be 
regulated  as  a  health  claim  by  the 
agency.  Thus,  such  foods  will  not  be 
subject  to  health  claim  disqualifying 
levels.  However,  FDA  cautions  firms 
that  information  not  specifically 
provided  for  by  specific  regulations  for 
foods  for  special  dietary  use  may  create 
an  express  or  implied  health  claim  and 
thweby  subject  such  a  food  to  the 
provisions  of  new  §  101.14,  including 
the  disqualifying  levels. 

FDA  has  not  revised  the  final  rule  to 
address  foods  subject  to  part  105  in  the 
definition  of  "health  claim."  The 
requested  revision  is  unnecessary  in 
view  of  the  agency  advice  in  the 
previous  paragraph.  Further,  the  agency 
believes  the  requested  revision  might 
mislead  some  firms  to  assume  that  such 
foods  would  be  exempt  &t)m  the  health 
claim  provisions  regardless  of  the  nature 
of  claims  appearing  in  labeling  where 
the  claims  are  not  specifically 
authorized  in  part  105.  In  addition,  if 
FDA  were  to  revise  the  final  rule  with 
respect  to  part  105,  the  rule  should  also 
be  revised  with  respect  to  other 
provisions  in  the  act  and  the  regulations 
promulgated  thereunder  (e.g.,  infant 
formula  subject  to  section  412  of  the  act 
(21  U.S.C.  350a)),  and  the  agency  does 
not  believe  that  it  would  be  appropriate 
to  have  the  rule  reference  every  other 
similar  situation  in  the  regulations  in 
Title  21,  Code  of  Federal  Regulations. 


D.  Implied  Health  Claims 

The  agency  proposed  to  define 
"implied  bealUi  claim"  as: 

*  ■  *  those  statemanU.  symbols,  vignettes, 
or  other  forms  of  communicattoo  that  a 
manufacturar  intanda.  or  would  be  tikaly  to 
be  understood,  to  assert  a  direct  beneficial 
relationship  between  the  presence  or  level  of 
any  substance  in  the  food  and  a  disease  or 
heahh-related  condition. 

The  agency  then  provided  some 
examples  of  such  claims — "third  party" 
endorsements,  written  statements  such 
as  a  brand  name  including  a  term  sudi 
as  "heert."  and  symbols  such  as  a  heart 
symbol. 

1.  General 

4.  Comments  varied  widely  on 
whether  FDA  should  regulate  implied 
health  claims.  Some  comments,  noting 
the  difficulty  in  specifically  defining  an 
implied  health  claim,  suggested  that 
implied  health  claims  should  not  be 
regulated  under  the  proposed 
regulations.  One  of  these  comments 
asserted  that  FDA  could  regulate 
implied  health  claims  only  under  the 
general  requirement  that  a  label  must  be 
truthful  and  not  misleeding.  However. 
other  comments  urged  FDA  to  strictly 
regulate  implied  health  claims  because 
they  have  the  potential  to  undermine 
the  sound  regulatory  approach  for 
explicit  health  claims. 

FDA  advises  that  there  is  no  basis 
under  the  act  for  it  not  to  regulate 
implied  health  claims.  Regulation  of 
such  claims  is  specifically  mandated. 
Under  section  403(r)(l)(B)  of  the  act,  a 
food  is  misbranded  if  "*  •  •  a  claim  is 
made  in  the  label  or  labeling  of  the  food 
which  expressly  or  by  Jjnpiicof ion  *  * 
*"  (emphasis  added)  characterizes  the 
relationship  of  any  substance  to  a 
disease  or  health-related  condition 
unless  the  claim  is  made  in  accordance 
with  the  health  claims  provisions  of  the 
act.  Thus.  FDA  must  reject  the 
comments  that  suggested  that  it  not 
regulate  implied  health  claims. 

5.  While  a  number  of  comments 
encouraged  FDA  to  take  a  broad  view  of 
what  constitutes  an  implied  claim,  other 
comments  argued  that  any  "bright-line" 
definition  of  an  implied  health  claim 
would  be  too  inflexible  to  enforce  fairly 
because  labeling  displays  can  have 
different  meanings  in  different  contexts. 
Some  comments  urged  that  both 
manufacturers'  intent  and  consumer 
perception  be  considered  in 
determining  whether  an  implied  claim 
has  been  made.  One  comment  proposed 
that  if  vendor  intent  is  not  considered, 
then  the  test  should  be  whether 
consumers  acting  reasonably  under  the 
circumstances  would  interpret  language 
on  labels  or  labeling  in  a  particular 


Federal  KegictBr  /  Vol.  58,  No.  3  /  Wednesday,  January  6.  1993  /  Rules  and  Regulations        24g3 


feshion  and  noted  that  sudi  a  test  has 
been  applied  by  the  Federal  Trade 
Commission  (FTC)  in  the  context  of 
misleading  advertising  claims.  The 
comment  contended  that  the  tact  that  a 
few  credulous  people  may  perceive  a 
claim  in  a  particular  manner  should  not 
suffice  if  the  vast  majority  pmceive  It 
otherwise. 

FDA  agrees  that  no  "bright-line" 
definition  can  be  established  for  implied 
health  claims.  Labeling  claims  need  to 
be  considered  in  their  entirety  and  in 
context  to  determine  if  the  elements  of 
a  health  claim  are  present.  FDA  has 
therefore  revised  the  definition  of  an 
implied  health  claim  in  new 
§  101.14(a)(1)  to  clarify  that  the  claim 
will  be  evaluated  within  the  context  of 
the  total  labeling  to  determine  if  an 
imj^ed  health  claim  has  been  made. 

FDA  has  also  revised  the  list  of  the 
types  of  claims  that  may  be  implied 
claims.  The  agency  has  substituted  the 
term  '"third  party'  references"  in  place 
of  the  twm  '"third  party*  endorsements" 
because  It  has  become  clear  that  a  third 
party  endorsement  is  only  one  type  of 
reference  to  a  third  party  that  may 
constitute  a  health  claim  in  the  context 
of  the  entire  labeling.  Further.  FDA  has 
corrected  the  phrase  "health  or  disease- 
related  condition"  in  the  definition  of 
an  implied  health  claim  in  the  last 
sentence  in  new  §  101.14(a)(1)  to 
"disease  or  health-related  condition." 
FDA  had  intended  to  consistently  use 
this  latter  phrase  throiighout  proposed 
§  101.14(a)(1).  but  the  terms  "disease" 
and  "health"  inadvertently  were 
interchanged  in  the  proposal. 

In  the  case  of  implied  claims.  FDA 
will  evaluate  all  of  the  labeling  to 
determine  whether,  within  the  context 
in  which  a  claim  is  presented,  both 
basic  elements  of  a  health  claim  are 
present  Where  both  elements  are 
present  in  a  product's  labeling,  the 
product  bears  a  health  claim,  regardless 
of  whether  one  or  both  of  the  basic 
elements  are  explicit  or  implied. 

In  making  an  evaluation  of  a  claim 
within  the  context  of  the  labeling,  FDA 
agrees  that  it  should  consider  both 
manufacturer's  intent  and  consumer 
perception.  However,  the  agency  notes 
that  intent  means  more  than  the 
manufacturer's  subjective  intent 
Therefore,  the  agency  concludes  that  the 
focus  of  its  determination  as  to  whether 
a  claim  is  an  implied  claim  should  be 
on  what  the  claim  is  saying.  To  be 
consistent  with  the  de&ution  of 
"implied  nutrient  content  claim"  in 
new  §  101.13(b)(2)  hi  the  nutrient 
content  claims  document  published 
elsewhere  in  this  issue  of  die  Fadaral 
Register,  the  agency  is  strildng  the 
phrase  "*  *  *  a  manufacturer  intands.  or 


would  be  likely  to  be  understood,  to 
assert  *  *  *"  and  is  replacing  it  with  the 
word  "suggest"  in  the  definition  of  a 
health  claim  in  new  §  101.14(a)(1). 
Section  101.14(a)(1)  now  reads: 

Health  claim  means  any  claim  mads  on  the 
label  or  in  labeling  of  a  food,  including  a 
dietary  supplement,  that  expressly  or  by 
implication,  including  "third  pai^" 
references,  written  statements  (e.g.,  a  brand 
name  including  a  term  such  as  "heart"), 
symbols  (e.g.,  a  heart  symbol),  or  vignettes, 
characterizes  the  relationship  of  any 
substance  to  a  disease  or  health-related 
condition.  Implied  health  claims  include 
those  statements,  symbols,  vignettes,  or  other 
fonns  of  communication  that  suggest,  within 
the  context  in  which  they  are  presented,  that 
a  relationship  exists  between  the  presence  or 
level  of  a  substance  in  the  food  and  a  disease 
or  health-related  condition. 

The  agency  believes  that  this  will 
clarify  what  the  agency's  inquiry  will  be 
when  it  determines  whether  a  claim  is 
an  implied  claim. 

FDA  has  not  used  the  comment's 
proposed  "reasonable  pwrson"  test  for 
deciding  when  a  claim  is  impled.  The 
regulation  reflects  the  fact  that  courts 
have  construed  the  act  as  protecting  not 
just  the  reasonable  person  but  also  the 
"ignorant,  the  unthinking  and  the 
credulous."  (See  United  States  v.  an 
article  *  *  *  consisting  of  216  cartoned 
bottles  •  •  •  "Sudden  Change,"  409  F.2d 
734,  741  (2d  Cir.  1969).)  Given  relevant 
case  law  construing  the  act,  it  is 
imnecessary  to  look  to  the  standard 
applied  by  FTC  for  guidance. 

2.  Brand  names 

6.  A  number  of  comments  asserted 
that  all  brand  names  containing  words 
such  as  "heart"  are  inherently 
misleading  and  therefore  should  be 
banned.  Other  comments  urged  FDA  to 
permit  the  use  of  words  such  as  "heart" 
in  the  brand  names  of  foods  only  when 
the  food  qualifies  for  an  approved  heart- 
related  health  claim.  Other  comments 
maintained  that  some  brands  that 
incorporate  the  word  "heart"  (e.g.. 
Sweetheart)  have  been  used  for  decades 
in  a  nonmisleading  manner  to  convey 
an  old-time,  homey  feeling  and 
therefore  should  not  be  banned  or 
construed  to  be  an  implied  health  claim. 

FDA  does  not  agree  that  all  brand 
names  containing  words  such  as  "heart" 
are  inherently  misleading.  Certainly 
where  this  term  is  placed  on  a  proauct 
that  qualifies  for  an  express  health  claim 
on  cardiovascular  diseese  that  is 
provided  for  in  part  101,  subpart  E,  and 
where  such  a  claim  is  appropriately 
included  elsewhere  in  the  labeling, 
consumers  would  not  be  misled  by  the 
term  "heart"  In  addition,  there  may  be 
situations  in  which,  when  cmsidmed 
within  the  context  of  the  bill  labeling. 


the  term  cannot  be  reasonably 
understood  to  be  a  health  claim  (e.g.. 
"sweetheart"  or  "fitim  the  heartland  of 
America,"  where  no  claims  about  the 
fat,  cholesterol,  or  sodium  content  of  the 
food  are  made). 

However,  comments  from  several 
consumer,  health  professional,  and 
regulatory  organizations  demonstrate 
that  the  use  of  the  word  "heart"  in  the 
brand  name  of  a  food  may  lead 
consumers  to  believe  that  the  specific 
food  bearing  that  brand  name  has 
properties  deriving  from  a  substance 
that  it  contains  that  are  beneficial  for 
reducing  the  risk  of  developing  a 
disease  or  health-related  condition, 
specifically  cardiovascular  disease.  Both 
basic  elements  of  a  health  claim  may  be 
implied  in  a  brand  name  containing  the 
term  "heart."  Therefore,  any  p.-wluct 
bearing  such  a  brand  name  is  subject, 
depending  of  course  oa  the  full  content 
of  the  labeling,  to  be  viewed  by  FDA  as 
bearing  an  implied  health  claim.  Thus, 
FDA  has  retained  the  term  "heart"  as  an 
example  of  what  may  be  an  implied 
claim  in  the  definition  of  "health  claim" 
in  new  §  101.14(a)(1)  to  alert  firms  to  the 
agency's  position  on  this  matter. 
However,  FDA  wiH  review  the  context 
in  which  this  term  is  presented  and 
consider  how  the  term  would  be 
understood  in  deciding  whether  a 
particular  use  of  the  term  "heart"  or  a 
use  of  a  heart  symbol  on  a  particular 
label  is  a  health  claim. 

3.  Other  written  statements 

7.  A  number  of  comments  suggested 
that  any  statement  on  a  label,  including 
nutrient  content  claims  such  as  the 
word  "healthy"  or  other  terms  that  may 
lead  consumers  to  believe  that  a  food 
has  health  benefits,  should  be  regarded 
as  implied  health  claims.  Comments 
suggested  that  FDA  use  broad  latitude  in 
considering  such  words  as  health 
claims. 

As  FDA  advised  earlier  in  this 
preamble,  the  agency  will  evaluate  all  of 
the  labeling  to  determine  whether, 
within  tlie  context  in  which  a  claim  is 
presented,  both  basic  elements  of  a 
health  claim  are  present.  Thus,  FDA 
will  take  a  flexible  case-by-case 
approach  to  assessing  whether  labeling 
contains  a  health  claim. 

In  the  case  of  the  word  "healthy,"  the 
agency  does  not  believe  that  the  use  of 
this  word  would  normally  be  a  health 
claim. ""Healthy"  has  a  wide  variety  of 
meanings  in  addition  to  ones  tiiat  would 
satisfy  the  second  basic  element  of  a 
health  claim.  For  example,  "healthy" 
can  certainly  imply  general  nutritional 
well-being.  Thus,  while  a  claim  such  as 
"Eat  a  diet  low  in  fat  for  a  healthy 
heait"  may  be  a  health  claim,  "Eating 
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five  fruits  or  vegetables  a  day  is  a  good 
way  to  a  healthy  lifestyle"  is  not. 
Moreover,  as  explained  in  the  document 
concerning  nutrient  content  claims  that 
appears  elsewhere  in  this  issue  of  the 
Federal  Register.  FDA  may  also  regulate 
the  term  "healthy"  in  certain 
circumstances  as  an  implied  nutrient 
content  claim.  A  proposal  on  how  to 
define  the  term  in  such  circumstances 
appears  elsewhere  in  this  issue  of  the 
Federal  Reciater.  The  varied  uses  of  the 
Jerm  "healuy"  demonstrate  the  need  for 
FDA  to  take  a  flexible  case-by-case 
approach  in  deciding  whether  a  claim  is 
an  implied  health  claim. 

4.  Third  party  references 

8.  Some  comments  requested  that 
FDA  explain  its  interpretation  of  the 
term  "third  party  endorsement"  and 
clarify  when  such  an  endorsement 
constitutes  a  health  claim.  One 
comment  observed  that  the  courts  have 
been  careful  not  to  define  the  concept  of 
"endorsement"  too  broadly  and  noted 
that  disclaimers  can  be  used  where  the 
perception  of  endorsement  may  be 
construed.  Other  comments  asserted 
that  the  mere  presence  of  endorsements 
should  not  automatically  constitute 
health  claims.  One  suggested  that 
regulatory  limits  concerning  such 
endorsements  should  be  set. 

FDA  agrees  that  third  party 
endorsements  do  not  automatically 
constitute  health  claims.  "Funk  & 
Wagnall's  Standard  Dictionary,"  Harper 
Paperbacks,  New  York,  1980,  defines 
the  term  "endorse"  as  "to  state  one's 
personal  support  of  (a  product)  to 
promote  its  sale."  FDA  views  third  party 
endorsements  as  references,  made 
through  a  name  or  logo,  to  a  person  or 
organization  such  as  a  professional 
society  or  association  tnat  is 
independent  of  the  product's 
manufacturer  or  distributor,  on  product 
labeling  or  advertising,  to  promote  that 
organization's  approval  of  a  product. 

m  response  to  the  comments 
addressing  the  term  "third  party 
endorsements,"  as  explained  in  the 
agency's  response  to  comment  5  of  this 
document,  the  codified  language  of  new 
§  101.14(a)(1)  has  been  revised  to  refer 
to  '"third  party'  references."  This  term, 
which  includes  third  party 
endorsements,  better  describes  the  type 
of  information  from  an  organization  or 
individual  not  directly  associated  with 
the  manufacturer  that  may  be  included 
in  a  label  and  that  could  constitute  an 
implied  or  express  health  claim. 

Third  party  references  on  food  labels 
include  a  wide  variety  of  information 
about  diet  and  general  health  that  is 
disseminated  by  reputable  public  or 
private  organizations.  Such  information 


will  be  regulated  as  a  health  claim  if, 
within  the  context  of  the  total  labeling, 
the  third  party  reference  can  be 
reasonably  understood  to  characterize 
the  relationship  between  a  substance 
and  a  disease  or  health-related 
condition.  Thus,  an  endorsement  by  the 
American  College  of  Nutrition  or  the 
National  Nutritional  Foods  Association 
would  not.  of  itself,  cause  a  product  to 
be  considered  to  bear  a  health  claim, 
even  if  these  organizations  were 
promoting  the  consumption  of  a  specific 
food  or  nutrient,  if  the  resultant  claim 
did  not  include  reference  to  a  disease  or 
health-related  condition. 

However,  a  third  party  endorsement 
would  constitute  an  implied  health 
claim  if  the  endorsement  references  a 
particular  food  or  substance,  and  the 
name  of  the  endorsing  organization 
references  a  particular  disease  (e.g., 
American  Heart  Association).  In  such  an 
endorsement,  both  basic  elements 
would  be  present.  As  a  result,  a  link 
would  be  created  between  the  food/ 
substance  and  the  specific  disease  that 
could  be  reasonably  understood  by 
consumers  as  asserting  that  the  product 
is  useful  in  reducing  the  risk  of 
developing  that  disease. 

The  following  illustration  using  the 
National  Cancer  Institute's  (NQ's)  Five- 
a-Day  Program  (Ref.  27)  exemplifies 
how  the  context  of  the  label  will 
determine  whether  a  statement  is  a 
health  claim  or  dietary  guidance.  A 
cereal  label  that  says  "The  National 
Cancer  Institute  recommends  that  you 
eat  five  servings  daily  of  fruits  and 
vegetables"  is  not  a  health  claim 
because  the  information  cannot  be 
reasonably  understood  to  be  about  a 
substance.  There  is  neither  a  nutrient 
nor  a  product-specific  element  in  the 
claim,  and  there  is  therefore  no 
characterization  between  a  substance 
and  the  disease  included  in  the  name  or 
the  organization.  However,  if  the 
statement  said  "The  National  Cancer 
Institute  recommends  that  you  eat  five 
servings  daily  of  fruits  and  vegetables  to 
increase  your  intake  of  fiber,"  it  would 
be  a  health  claim  because  of  the 
reference  to  a  specific  nutrient,  fiber, 
and  to  a  disease,  cancer. 

9.  Several  comments  questioned  the 
status  of  the  American  Diabetes 
Association's  "Exchange  Lists  for  Meal 
Planning."  One  comment  questioned 
the  status  of  the  American  Diabetes 
Association's  "Self-Test"  public 
awareness  program  printed  on  the  back 
of  certain  cereal  boxes,  which  is 
designed  to  enable  consumers  to 
recognize  diabetes  based  on  warning 
signs  and  symptoms  of  the  disease.  The 
comments  expressed  the  belief  that 
these  situations  should  not  be 


interpreted  as  either  an  endorsement  or 
a  health  claim  because  no  claim  is  made 
about  a  specific  nutrient  in  the  foods, 
and  no  link  is  created  between  the 
products  and  diabetes.  Comments  also 
requested  clarification  of  FDA's  position 
on  fund  raising  activities  conducted 
with  the  cooperation  of  manufacturers 
using  organizational  logos  and  messages 
such  as:  "A  proud  sponsor  of  the 
American  Diabetes  Association"  or  "A 
contribution  frtim  the  sale  of  this 
product  has  been  made  to  the  American 
Diabetes  Association."  The  consensus  of 
these  comments  was  that  these 
situations  should  not  be  interpreted  as 
endorsements  because  no  claim  is  made 
about  the  nutrient  content  of  the  foods, 
and  there  is  no  association  between  the 
products  and  the  disease,  diabetes 
mellitus. 
FDA  recognizes  the  value  that 

[)roviding  exchange  lists  on  food 
abeling  has  for  certain  consumers  and 
advises  that  the  mere  inclusion  of  that 
information  on  a  food  will  not,  of  itself, 
subject  the  labeling  to  the  health  claim 
regime.  Reference  to  the  exchange  lists 
lacks  the  substance  element  of  the 
"health  claim"  definition  because  it 
relates  to  many  foods  rather  than  to  a 
specific  food  or  a  nutrient.  Such 
information  is  instead  subject  to  section 
403(j)  of  the  act  and,  more  specifically, 
to  §  105.67  relating  to  foods  for  use  in 
the  diets  of  diabetics.  Of  course,  the 
labeling  would  be  subject  to  regulation 
under  section  403(r)  of  the  act  if  the 
labeling  bears  any  implication  that  a 
substance  in  the  food  is  helpful  in 
reducing  the  risk  of  diabetes  or  any 
other  disease. 

In  the  absence  of  an  explicit  or 
implied  reference  to  a  substance  in  food 
labeling,  the  "Self-Test"  program  and 
sponsorship/fund  raising  information 
also  are  outside  the  coverage  of  section 
403(r)(l)(B)  of  the  act.  However,  labeling 
for  both  of  these  programs  would  be 
subject  to  section  403(a)  of  the  act, 
which  requires  that  a  label  be  truthful 
and  not  misleading,  and  section  201(n) 
of  the  act  which  describes  the 
circumstances  in  which  labeling  is 
misleading. 

10.  Some  comments  requested  that 
paid  third  party  endorsements  be 
prohibited.  These  comments  stated  that 
such  references  often  give  the  public  the 
impression  that  endorsed  products  are 
superior  in  terms  of  health,  safety,  or 
nutrition  to  other  foods  not  bearing  the 
same  endorsement,  when,  in  fact,  they 
are  not. 

FDA  has  no  authority  under  the  act  to 
prohibit  either  paid  or  unpaid  third 
party  endorsements  or  references, 
provided  that.ywhen  such  statements  ar- 
included  on  food  labeling,  the 
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statements  are  made  in  a  manner  tliat  is 
in  compliance  with  all  applic^ls 
provisions  of  the  act.  However,  the 
agency  recognizes  that  endorsements 
made  for  compensation  by  private 
organizations  or  individuals  may  be 
misleading  to  consumers.  The  agency  is 
advising  that  when  such  endorsements 
are  made,  a  statement  should  be 
included  in  close  proximity  to  the 
claim,  informing  consumers  that  the 
organization  or  individual  was 
compensated  for  the  endnsemenL 
Failure  to  divulge  this  information  on  a 
label  that  bears  a  paid  endorsement 
would  cause  the  product  to  be 
misbranded  imder  sections  403(a)  and 
20l(n)  of  the  act  for  &ihiie  to  reveal  a 
fact  that  is  materiaL 

11.  A  number  of  comments  su^ested 
that  all  unpaid  endorsements  be 
regarded  as  explicit  heeltfa  claims. 

FDA  disagrees,  because  the  issue  of 
whether  an  endorsement  is  made  In 
exchange  for  monetary  compensation  is 
not  germane  to  the  issue  of  whether  the 
endorsement  or  other  third  party 
reference  constitutes  a  health  claim.  As 
discussed  in  the  response  to  comment  8 
of  this  document,  for  a  third  party 
reference  to  be  a  health  claim,  two 
criteria  must  be  met  There  must  be  an 
implied  or  explicit  reference  to  both  a 
substance  and  to  a  disease  or  health- 
related  condition.  In  the  absence  of 
these  elements,  a  third  party  reference  is 
not  a  health  claim,  regardless  of  any 
financial  arrangement  that  may  have 
been  entered  into  before  making  the 
endorsement 

12.  Other  comments  urged  FDA  to 
allow  the  use  of  third  party 
endorsements  of  specific  products. 
Many  of  these  comments  asserted  that 
references  from  credible  health 
organizations  reduce  or  eliminate 
consumer  confusion  about  specific 
products,  provide  usefiU  ana  relevant 
information  about  products,  and  assist 
consumers  in  making  healthy  food 
choices.  The  comments  also  argued  that 
the  use  of  third  party  endorsements  and 
references  should  also  encoiuage  the 
development  of  new  products  that 
attract  such  endorsements. 

FDA  has  no  basis  in  principle  fior 
objecting  to  the  use  of  third  party 
endorsements  and  other  third  party 
references  for  specific  products, 
provided  that  such  references  are  made 
in  compliance  with  all  applicable 
provisions  of  the  act,  including  the 
nutrient  content  claims  and  health 
claims  requirements  of  the  1990 
amendments  and  sections  403(a)  and 
201  (n)  of  the  act  The  agency  is  aware 
of  the  potential  impact  of  the  1990 
amenchnents  on  the  develofMnent  of 
more  healthful  products  that  will  appeal 


to  consumers  and  encourage  people  to 
improve  their  eating  habits.  In  the 
Congressional  Record  of  October  24. 
1990,  Senator  Hatch  (Ref.  2)  stated: 

*  *  *  manutacturers  ihould  have  the 
economic  incentives  they  need  to  be  creative 
and  Innovative  so  that  more  and  more  low- 
fat,  reduced  sodium,  and  hi^-fiber  foods 
come  into  the  market.  We  should  not  deter 
such  benefits  far  tlie  consumer. 

FDA  is  very  much  in  favor  of  product 
innovation  as  a  means  of  bringing  more 
healthful  products  to  the  American 
public  and  recognizes  that  appropriate 
and  lawful  third  party  endorsements 
may  have  some  potential  to  stimulate 
innovation  and  play  a  useful  role  in 
educating  consumers  about  the 
importance  of  developing  diets  that  will 
improve  their  health. 

13.  A  number  of  comments 
recommended  that  FDA  selectively 
designate  which  governmental  and 
nongovernmental  organizations  are 
allowed  to  make  third  party 
endorsements.  One  comment  suggested 
that  FDA  require  organizations  that 
grant  endorsements  to  have  the 
expertise  in  the  area  in  question  as  well 
as  a  formal  product  approval  process. 
The  organization  should  actively 
disseminate  additional  explanatory 
information  concerning  the  meaning  of 
the  endorsement  and  manner  of  its  use. 
Other  comments  recommended  that 
third  party  endorsements  be  considered 
to  be  misleading  unless  the  reason  for 
the  presence  of  the  endorsement  is 
clearly  explained  (including  but  not 
limited  to  disclosure  of  financial 
arrangements). 

With  the  exception  of  disclosing  the 
fact  that  an  endorsement  has  been  paid 
for,  as  discussed  in  fx>mment  10  of  this 
document.  FDA  believes  that  it  lacks  the 
fectual  and  legal  basis  at  this  time  for 
imposing  such  requirements  on  third 
party  endorsements.  FDA  recognizes, 
however,  that  third  party  references 
have  significant  potential  to  be  abused 
or  to  be  misleading  if.  for  example,  they 
come  from  organizations  or  programs 
that  exist  primarily  for  commerical  or 
marketing  purposes,  they  are  not  based 
on  sound  nutritional  criteria,  or  they 
appear  on  products  that  are  not 
appropriate  in  light  of  the  actual  or 
implied  nutritional  purpose  underlying 
the  endorsement  Therefore,  the  agency 
will  closely  monitor  the  use  of 
endorsements  on  food  labels.  Interested 
persons  should  submit  their  views  on 
the  need  for  additional  regulatory 
controls  to  the  Center  for  Food  Safety 
and  Applied  Nutrition.  FDA  intends  to 
consioer  in  a  foture  rulemaking 
proceeding  whether  additional  criteria 
or  controls  are  necessary. 


In  the  meantime,  any  labeling 
generated  with  a  third  party 
endorsement  or  reference  would  be 
sub}ect  to  regulation  under  sections 
201(n)  and  403(a)  of  the  act  and  must, 
therefore,  be  truthful  and  not 
misleading.  Further,  if  the  reference 
meets  the  definition  of  a  nutrient 
content  claim  or  a  health  claim,  sudi  a 
claijn  must  be  consistent  «vith  FDA's 
regulations. 

14.  A  number  of  comments  suggested 
that  all  written  health  claims  be  baiuied 
in  fevor  of  third  party  endorsements. 
One  of  the  comments  fevered  allowing 
third  parties,  such  as  the  American 
Heart  Association  and  the  American 
Dental  Association,  to  independently 
review  products  and  to  place  their  logos 
on  the  labeling  if  they  determine  that 
use  of  the  product  would  be  helpful  in 
reducing  tne  risk  of  their  specialty 
disease. 

FDA  has  an  obligation  under  the  act 
to  ensure  that  health  claims  comply 
with  section  403(r)  of  the  act,  and  that 
they  are  truthful  and  not  misleading 
under  section  403(8).  Delegation  of  this 
responslbiUty  to  private  organizations 
associated  with  specific  diseases  would 
not  be  consistent  with  the  act.  Such 
organizations  are  6ee  to  submit  well- 
supported  petitions  pertaining  to  the 
health  benefits  of  any  substance  to  FDA, 
as  provided  for  in  new  §  101.70. 
However,  FDA  will  always  have  the 
obligation  of  ensuring  compliance  with 
the  act 

5.  Symbols 

In  the  preamble  to  the  proposed  rule 
(56  FR  60537  at  60542).  FDA  recognized 
that  there  is  often  ambiguity  in  the 
message  conveyed  by  a  symbol  or  logo 
and  solicited  comments  on  the 
appropriate  meaning  to  be  attributed  to 
a  heart  symbol  and  other  currently  used 
logos  and  symbols.  The  agency  also 
invited  comments  on  the  issue  of  how 
logos  should  be  regarded:  as  nutrient 
content  claims,  health  claims,  or  both? 
The  comments,  which  are  summarized 
below,  ranged  fivm  those  that  wanted 
strict  regulation  of  symbols  to  those  that 
felt  symbols  should  not  be  regulated  as 
health  claims.  Many  comments  took  an 
intermediate  position,  arguing  that 
symbols  should  be  evaluated  within  the 
context  of  total  labeling. 

15.  Many  comments  supported  FDA's 
proposal  to  regulate  symbols  as  health 
claims.  These  comments  stated  that  the 
uncontrolled  use  of  medical  symbols 
(e.g..  a  heart  or  an  electrocardiogram 
(EXG))  should  not  be  permitted.  Some 
comments  suggested  that  symbols  be 
allowed  only  when  the  food  qualifies  for 
the  health  claim  implied  by  the  sjrmbol. 
and  then  only  if  they  are  not  ndsleading 
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and  increase  consumen'  comprehension 
of  the  claim. 

Many  industry  comments  argued  that 
symbols  cannot  practicably  be  included 
in  the  definition  of  a  healtn  claim.  One 
comment  pointed  out  that  candy 
packages  bearing  a  heart  symbol  near 
Valentine's  Day  should  not  be  regulated 
as  an  implied  health  claim.  Another 
comment  cited  examples  where  the 
heart  symbol  may  do  nothing  more  thafl 
operate  as  a  design  motif  with  no 
implicit  health  claim  (e.g.,  the 
combination  of  a  heert  symbol  plus  the 
statement  "Hey  Fudge  Lovers!  More 
Fudge  Filling!").  The  comments 
maintained  that  any  analysis  of  how  the 
symbol  is  construed  must  focus  on  the 
entire  label,  not  on  an  isolated  aspect  of 
it. 

FDA  agrees  that  a  determination  as  to 
whether  a  symbol  constitutes  a  health 
claim  must  be  made  based  on  the  entire 
food  label.  As  explained  in  the  response 
to  comment  5  of  this  doomient,  FDA 
has  provided  for  such  flexibility  by 
revising  new  $  101.14(a)(1)  to  state: 

Implied  health  claims  include  those 
statements,  symbols,  vignettes,  or  other  forms 
of  communication  that  a  manufiacturer 
intends,  or  that  would  be  reasonably 
understood  in  the  context  in  which  they  are 
presented,  to  assert  a  relationship  between 
the  presence  or  level  of  a  substance  in  the 
food  and  a  disease  or  health-related 
condition. 

"Funk  k  Wagnall's  Standard 
Dictionary"  defines  the  term  "symbol" 
as  "something  chosen  to  represent 
something  else;  esp.,  an  object  used  to 
typify  a  quality,  abstract  idea,  etc." 
Determining  whether  a  symbol  on  a 
label  represents  an  implied  health  claim 
requires  an  evaluation  of  all  of  the 
labeling  to  ascertain  whether,  within  the 
context  of  that  labeling,  the  presence  of 
that  symbol  results  in  both  basic 
elements  of  a  health  claim  being  present 
in  the  labeling. 

Because  of  the  abstract  natiire  of 
symbols,  they  have  considerable 
potential  for  conveying  a  wide  variety  of 
meanings  on  labeling.  As  the  comments 
pointed  out,  the  same  symbol  on  a  food 
label  may  have  a  multitude  of  meanings 
for  the  same  food  as  the  context  of  the 
labeling  is  changed  from  one  label  to 
another.  Certainly,  the  combination  of  a 
heart  symbol  and  the  statement  "Hey 
Fudge  Lovers!"  on  a  food  containing 
fudge  adequately  explains  the  meaning 
of  the  heart  symbol  and  prevents 
consumers  from  being  misled  about  its 
meaning.  Under  such  circumstances,  the 
heart  symbol  would  not  convey  either  of 
the  basic  elements  of  a  health  claim. 
The  statement  "Hey  Fudge  Lovere!" 
clarifies  that  the  symbol  does  not  refer 
to  a  substance  in  the  specific  food 


bearing  the  symbol  or  to  any  health 
benefits  from  consuming  that  food. 

However,  if  the  statement  "Hey  Fudge 
Lovers!"  does  not  appear  on  the 
product,  and  no  other  explanation  of  the 
heart  symbol  appears  on  the  labeling, 
the  context  of  tne  labeling  no  longer 
explains  the  meaning  of  the  symbol. 
Under  such  circumstances,  the  symbol 
may  well  be  perceived  by  consumers  in 
a  wide  variety  of  ways,  many  of  which 
would  not  be  true.  FDA  believes  that 
most  of  the  perceptions  about  heart 
symbols  fall  under  the  regulatory  regime 
of  a  health  claim.  For  example, 
consumers  may  logically  assume  that 
the  symbol  is  equivalent  to  the  term 
"heart."  Under  such  circumstances, 
these  consumers  may  conclude  that  the 
symbol  means  that  the  food  has 
properties  that  are  beneficial  for 
reducing  the  risk  of  developing  a 
disease  or  health-related  condition, 
specifically  cardiovascular  disease. 
liius,  the  second  basic  element  (i.e., 
disease  or  health-related  condition) 
would  be  conveyed  by  the  symbol. 
Further,  the  first  basic  element  (i.e., 
substance)  would  also  be  present.  In  the 
absence  of  an  explanation  for  the 
symbol,  consumers  would  likely  infer 
that  the  symbol  pertains  to  the  specific 
food  bearing  the  symbol  and  to  the 
substances  that  it  contains.  Thus,  both 
basic  elements  of  a  health  claim  can  be 
implied  through  the  unexplained 
presence  of  a  heart  symbol  on  a  label. 

Even  if  the  heart  symbol  is  not 
perceived  by  some  as  a  health  claim,  the 
symbol  would  still  be  misleading  within 
the  meaning  of  section  403(a)(1)  of  the 
act  because  the  context  of  the  labeling 
would  not  explain  what  the  symbol 
means  and  thus  would  fail  to  disclose 
a  material  fact.  Accordingly,  FDA 
advises  that  the  use  of  health-related 
symbols  in  food  labeling  without  some 
clarification  of  their  meaning  in  context 
is  likely  to  cause  the  food  to  be 
misbranded. 

Similarly,  an  EKG  (a  record  of  the 
electrical  current  produced  by  the 
action  of  the  heart  muscle)  also 
constitutes  a  health  claim  where  the 
context  of  the  labeling  does  not  explain 
the  meaning  of  the  EKG.  Although  it  is 
unlikely  that  most  consumers  would  be 
able  to  interpret  an  EKG  reading  as 
representing  a  healthy  or  unhealthy 
heart,  most  consumers  would  probably 
make  a  connection  between  an  EKG 
graph  and  heart  function.  Under  such 
circumstances,  the  symbol  alone  could 
lead  consumers  to  believe  that  a 
substance  in  the  product  is  related  to 
the  risk  of  cardiovascular  disease  and 
thereby  constitute  a  health  claim. 

Of  course,  symbols  with  specific 
reference  to  nutrients  may  also 


constitute  health  claims.  For  example,  a 
heart  on  a  label  that  also  makes  a  claim 
that  the  product  is  low  in  fot  would  be 
an  implied  health  claim.  The  explicit 
nutrient  content  claim  would  satisfy  the 
substance  basic  element,  and  the  disease 
or  health-related  basic  element  would 
be  provided  by  the  symbol  because  it 
implies  that  the  low  level  of  fat  has  a 
beneficial  effect  relative  to  a  disease  of 
the  heart.  (This  decision  assumes  the 
label  does  not  contain  sufficiently 
clarifying  information  to  change  the 
meaning  of  the  heart  symbol,  so  that  the 
symbol  would  not  constitute  a  basic 
element.) 

However,  in  some  circumstances,  the 
context  of  the  labeling  may  make  it 
obvious  that  there  is  no  connection 
between  the  symbol  and  a  substance  in 
the  food  or  between  the  symbol  and  a 
disease  or  health-related  condition.  In 
such  a  situation,  the  symbol  would  not 
constitute  an  implied  claim.  For 
example,  a  heart  sha[>ed  box  of  candy  or 
a  heart  shaped  candy,  whose  label  does 
not  include  an  explicit  or  implied 
reference  to  a  disease  or  health-related 
condition,  would  not  be  an  implied 
claim. 

In  addition,  some  symbols,  such  as 
the  U.S.  Department  of  Agricuhure/ 
Department  of  Health  and  Human 
Services  (USDA/DHHS)  Health 
Pyramid,  a  symbol  for  the  American 
Heart  Association,  or  a  symbol  for  the 
American  Cancer  Society,  may  not 
constitute  health  cjaims  when  the 
labeling  contains  no  other  references  to 
a  substance  or  a  disease  or  health- 
related  condition.  In  all  of  these 
situations,  the  organizations  provide 
general  dietary  guidance  for  good 
health.  Thus,  consumers  should  not 
assume  from  the  name  of  the 
organization  that  the  symbol  implies  an 
association  with  the  disease  or  health- 
related  condition  basic  element. 

When  symbols  constitute  a  health 
claim,  they  should  only  be  used  on 
foods  that  qualify  for  the  express  claim 
they  represent.  Since  it  is  unlikely  that 
a  symbol  alone  can  convey  all  the 
information  necessary  as  part  of  a  health 
claim,  health  claims  implied  by  symbols 
must  be  accompanied  by  a  written 
message  that  includes  the  essential 
elements  of  the  claim  authorized  by 
FDA's  regulations  in  part  101,  subpart  E. 
To  prevent  misinterpretation  of  the 
claim  by  consumers,  this  message 
should  be  located  in  close  proximity  to 
the  symbol  but  could  be  located  in  other 
labeling  provided  that  a  reference 
statement  appears  next  to  the  symbol. 
The  appropriate  content  of  health 
claims  reference  statements  is  discussed 
subsequently  in  section  V.C.  of  this 
preamole.  FDA  has  revised  the 
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provision  of  the  final  rule  addressing 
reference  statements  in  new 
§  101.14(d)(2)(iv)  to  provide  that  such 
statements  shall  appear  in  immediate 
proximity  to  the  graphic  material  (e.g., 
symbol).  Anyone  wishing  to  use  a 
symbol  alone  to  deliver  a  health  claim 
may  submit  a  petition  with  supporting 
data  that  demonstrate  that  the  essential 
elements  of  the  health  claim  are 
conveyed  to  consumers  by  the  proposed 
symbol. 

FDA  recognizes  that  symbols  are  an 
important  means  of  conveying 
information  to  consiuners,  and  that  they 
are  useful  when  used  in  a  truthful  and 
nonmisleading  manner.  The  agency  will 
continue  to  protect  the  interests  of  the 
public  by  monitoring  the  use  of  symbols 
and  will  take  appropriate  actirai  under 
either  section  403(a]  or  (r)  of  the  act 
when  symbols  are  used  to  mislead 
consumers. 

16.  Some  comments  proposed  that,  if 
symbols  such  as  a  heart  are  to  be 
regulated  as  implied  health  claims, 
products  that  bore  such  symbols  before 
the  implementation  of  the  regulation 
should  be  exempted  from  the  health 
claims  regime. 

Although  the  statute  provides  very 
explicit  guidance  regarding 
grandfathering  of  nutrient  content 
claims  in  sections  403(r)(2)(C)  and 
(r}(2)(D)  of  the  act,  it  is  silent  with 
respect  to  any  such  provision  regarding 
hedth  claims.  In  li^t  of  this  omission, 
it  is  clear  that  Congress  did  not  intend 
to  provide  such  relief  for  labeling 
mddng  either  implied  or  explicit  health 
claims  (see  Andrus  v.  Glover,  446  U.S. 
608  (1980)).  Further,  grandfathering  of 
labels  that  do  not  qualify  to  bear  an 
implied  health  claim  would  result  in 
confusion  on  the  part  of  consumers  and 
reduce  the  credibility  of  symbols  on 
food  labels  that  are  eligible  to  bear  such 
claims.  Therefore.  FDA  is  rejecting  this 
proposal. 

17.  Several  comments  suggested  that 
the  final  rules  should  make  some 
provision  for  the  use  of  FDA 
standardized  symbols  and  logos  on 
products  that  would  qualify  for  health 
claims.  The  comments  stated  that  such 
logos  and  symbols  would  help 
individuals  with  poor  reading  skills 
plan  a  more  healthful  diet,  although 
they  did  not  make  clear  whether  the  use 
of  symbols  and  logos  should  be  optional 
or  mandatory. 

As  stated  above.  FDA  recognizes  the 
value  that  symbols  and  emblems  have  in 
promoting  good  health  and  dietary 
guidelines  to  consumers.  However,  at 
this  time  the  agency  feels  that  it  is 
inappropriate  to  permit  an  emblem 
alone  to  deliver  the  substance  of  a 
health  claim,  and  it  would  be  difficult 


for  FDA  to  design  standardized  symbols 
or  logos  in  a  manner  that  would  be  in 
compliance  with  the  statute.  Section 
403(r)(3)(B)(iii)  of  the  act  reouires  that  a 
health  claim  be  accurate  ana 
comprehensible  within  the  context  of 
the  daily  diet.  New  §  101.14{d)(2){iii) 
requires  the  inclusion  of  factors  other 
than  consiunption  of  the  substance 
when  such  factors  affect  the  substance- 
disease  relationship  (e.g.,  exercise). 

Fxulher.  imder  section  201(n)  of  the 
act.  labeling  can  be  misleading  based  on 
what  is  omitted  as  well  as  on  what 
appears  on  the  label.  Designing  an 
emblem  that  would  deliver  the  message 
required  by  the  act  while  also  meeting 
the  criterion  of  being  truthful  and  not 
misleading,  as  mandated  by  section 
403(a)(1)  of  the  act.  would  be  extremely 
difficult. 

However,  the  agency  will  consider 
petitions  for  use  of  a  symbol  or  emblem 
for  approved  claims  or  as  part  of  a  new 
health  claim  petition,  provided  that 
appropriate  data  are  submitted  that 
provide  the  agency  with  some  assurance 
that  consumers  acciuately  interpret  the 
claim.  Such  data  should  include  the 
results  of  tests  using  the  suggested 
S)rmbol. 

6.  Dietary  guidance 

As  FDA  explained  earlier  in  this 
preamble,  when  the  proposal  was 
issued,  FDA  had  not  yet  decided  how 
certain  types  of  claims  should  be 
regulated  when  they  pertain  to  truthful 
information  about  health  and  diet  and 
are  not  in  the  form  of  an  explicit  health 
claim.  FDA  referred  to  "dietary 
guidance"  as  a  class  of  claims  that  might 
not  be  regulated  under  section  403(r)  of 
the  act.  The  agency  cited  the  NCI  "Five- 
A-Day"  program  as  an  example  of 
dietary  guidance  that  is  not  a  health 
claim.  Unfortunately,  use  of  that 
program  as  an  example  created 
confusion  because,  even  though  most  of 
the  messages  in  the  program  only 
encouraged  consumers  to  eat  fruits  and 
vegetables,  a  small  number  of  the 
messages  refer  to  nutrients  (e.g.,  fiber) 
and  disease  (cancer). 

Further,  use  of  the  term  "dietary 
guidance"  to  describe  claims  that  do  not 
constitute  "health  claims"  is  also 
confusing  because  "health  claims" 
themselves  provide  a  form  of  dietary 
guidance.  In  addition  to  "health  claims" 
and  "dietary  guidance,"  there  is  a 
broader  class  of  claims  that 
encompasses  all  other  truthful 
information  about  diet  and  health  as 
well  as  drug  claims.  In  view  of  the 
overlapping  nature  of  these  categories  of 
claims,  it  is  understandable  that  there 
was  considerable  confusion  among  the 
comments  about  "dietary  guidance." 


For  the  sake  of  clarity  in  this 
preamble.  FDA  will  use  the  term 
"dietary  guidance"  to  refer  to  claims 
that  do  not  contain  both  basic  elements 
of  a  health  claim  and  are  therefore  not 
"health  claims."  However,  use  of  this 
term  in  the  comments  may,  or  may  not, 
have  encompassed  a  "health  claim." 
FDA  will  attempt  to  clarify  the  use  of 
the  term  by  the  comments  in  the 
summaries  to  the  comments. 

18.  Some  comments  asserted  that 
dietary  recommendations  that  relate  to  a 
specific  disease  but  provide  guidance 
concerning  general  food  choices  without 
imduly  emphasizing  a  particular 
substance,  or  recommendations  that 
emphasize  a  particular  substance  but  are 
related  to  a  variety  of  diseases  or  to  a 
healthy  lifestyle  in  general,  should  not 
constitute  implied  health  claims. 

As  discussed  in  the  response  to 
comment  1  of  this  document,  claims 
that  do  not  satisfy  either  the  substance 
element  or  the  disease  or  health-related 
condition  element  of  the  "health  claim" 
definition  are  not  health  claims. 
Accordingly,  claims  that  provide 
guidance  about  a  general  food  choice  or 
about  how  to  achieve  a  healthy  lifestyle 
would  not  be  health  claims.  Claims  that 
are  related  to  a  variety  of  diseases  are 
likely  to  be  health  claims,  although  a 
specific  determination  will  be  made 
based  on  the  context  in  which  a  claim 
is  made  and  on  its  specific  content. 

19.  A  number  of  comments  contended 
that  the  agency  unjustly  regulated 
accessibility  to  recommendations  from 
authorities,  such  as  the  National 
Institutes  of  Health  and  USDA.  Most 
comments  felt  that  such  dietary 
guidance  should  not  be  regulated  as 
health  claims  on  food  labeling  because 
such  regulation  would  discourage 
education  of  the  public  on  sound 
nutrition  practices.  One  comment 
suggested  that  the  furtherance  of 
consumer  information  was  mandated 
under  the  1990  amendments  and 
asserted  that  industry  and  FDA  need  to 
focus  more  attention  on  the  education 
authority  provided  therein.  This 
comment  and  others  stated  that  pubhc 
health  organizations,  such  as  NQ,  can 
more  effectively  reach  consumers  with 
valuable  advice  if  products  that  fit  into 
their  recommendations  are  free  to 
display  this  information  on  their  labels, 
and  that  consumers  are  more  likely  to 
notice  and  appreciate  recommendations 
fi-om  a  respected  source.  Other 
comments  felt  that  nongovernmental 
sources  (e.g.,  the  American  Dietetic 
Association  and  the  American  Heart 
Association)  also  provide  credible 
dietary  guidance. 

FDA  has  reconsidered  the  tentative 
position  that  it  took  in  the  proposal  (56 


24M        Federal  lagbter  /  Vol.  58.  No.  3  /  Wednesday.  January  6,  1993  /  Rule«  and  Ragulations 


FR  60537  at  60555)  that  refarences  to 
programs  sponsored  by  such 
organization  as  the  American  College  of 
Nutrition,  the  American  Heart 
Association,  the  American  Medical 
AssodaticHi  ("Campaign  Against 
Cholesterol"),  and  the  American 
Medical  Women's  Association  would 
always  be  regulated  as  implied  health 
claims.  The  comments  have  convinced 
the  agency  that  it  would  not  be 
appropriate  to  establish  hy  regulation 
the  specific  types  of  statements  that  may 
be  used  on  food  labeling  concerning 
either  Federal  programs  or  private  sector 
programs  because  the  guidance  offered 
by  such  organizations  may  not  include 
a  refarence  to  a  substance  or  to  a  disease 
or  health-related  condition.  The  agency 
has  therefore  concluded  that  publicly 
available  dietary  information  provided 
to  consimiers  by  Federal  or  private 
programs  and  used  in  food  labeling  by 
manufacturers  may  be  either  dietary 
guidance  or  a  health  claim  depending 
upon  the  content  of  the  information  and 
the  context  in  which  it  is  presented  in 
the  labeling. 

In  taking  this  position,  FDA  hopes  to 
encourage  the  dissemination  of 
information  to  consumers  regarding 
nutrition  and  health  that  has  been 
provided  by  such  soxirces  as  the  U.S. 
Surgeon  General,  the  National  Academy 
of  Sciences.  USDA/DHHS  Dietary 
Guidelines,  NRC,  and  the  National 
Cholesterol  Education  Program. 
However,  information  from  such 
programs  presented  in  labeling  in  a 
context  that  includes  explicit  or  implicit 
references  to  both  elements  of  a  health 
claim  is  subject  to  the  health  claims 
provisions  of  the  act 

20.  Many  consimiers  asserted  that 
dietary  supplements,  including 
supplements  containing  herbs,  should 
be  permitted  to  include  all  types  of 
nutritional  and  dietary  guidance  in  their 
labeling,  including  information  based 
on  folklore  and  historical  use,  provided 
that  the  claims  are  made  truthfully. 
These  comments  maintained  that  such 
information  is  essential  to  making 
informed  choices  of  such  alternatives  to 
conventional  drug  therapies. 

Manufacturers  of  dietary  supplements 
are  free  to  provide  dietary  guidance 
within  the  regulatory  framework 
discussed  above.  However,  if  a 
product's  labeling  characterizes  the 
relationship  between  a  disease  or 
health-related  condition  and  a 
substance,  the  product  will  be  subject  to 
the  provisions  of  section  403(r)  of  the 
act.  although  in  the  case  of  dietary 
supplements  they  will  not  be  subject  to 
section  403(r)  of  the  act  imtil  the 
expiration  of  the  moratoriiim 
established  by  the  DS  Act  If  the  claim 


reveals  that  the  product  is  intended  to 
be  used  in  the  diagnosis,  cure, 
mitigation,  treatment,  or  prevention  of  a 
disease,  the  product,  like  any  other 
product  that  does  so,  is  a  drug  imder 
section  201(g)(1)(B)  of  the  act.  When  the 
moratorium  expires,  and  subject  to  the 
regulations  in  place  at  that  time, 
supplement  and  herb  manufacturers. 
Uke  all  other  food  manufacturers,  will 
be  welcome  to  submit  health  claim 
petitions  that  establish  the  validity  of 
claims  that  characterize  the  relationship 
of  a  substance  to  a  disease  or  a  health- 
related  condition. 

E.  Definition  (^Nutritive  Value 

21.  A  number  of  comments  asserted 
that  FDA's  definition  of  "nutritive 
value"  in  proposed  §  101.14(a)(3)  is 
unduly  restrictive  and  does  not  fully 
recognize  the  important  role  that 
nutrients  play  in  helping  to  reduce  the 
risk  of  chronic  disease.  CXher  comments 
requested  that  FDA  state  in  the 
definition  that  the  Hst  of  processes  cited 
is  not  all-inclusive.  Another  comment 
asked  that  the  proposed  rule  be 
modified  to  specifically  recognize  the 
nutritive  value  of  fat  substitutes 
(triglycerides  and  other  substances  that 
contain  fatty  acids  but  are  modified  in 
ways  that  limit  the  bioavailability  of 
those  acids). 

FDA  recognizes  that  certain 
substances  can  play  a  major  role  in 
reducing  the  risk  of  certain  chronic 
diseases  and  may  confer  their  benefits 
through  a  number  of  processes. 
Accordingly,  the  agency  has  worded  the 
definition  of  "nutritive  value"  in  new 
§  101.14(a)(3)  to  provide  significant 
flexibility  in  determining  whether  a 
substance  possesses  such  value.  FDA 
used  the  phrase  "such  *  *  *  as"  in  the 
definition  to  insure  that  the  three 
referenced  processes  will  be  understood 
to  be  general  examples  of  the  ways  in 
which  a  substance  may  legitimately 
confer  nutritive  value,  rather  than  as  an 
all-inclusive  list. 

The  agency  believes  that  it  is 
inappropriate  to  codify  findings  of 
nutritive  value  for  specific  substances. 
Such  findings  would  only  serve  to 
undermine  the  intended  flexibiUty  of 
the  definition  because  an  extended 
listing  of  those  substances  that  possess 
nutritive  value  could  be  interpreted  as 
an  exclusive  list 

FDA  considers  it  more  appropriate  for 
the  agency  to  evaluate  the  nutritive 
value  of  substances  that  are  the  subjects 
of  health  claim  petitions  on  a  case-by- 
case  basis.  This  approach  will  best 
ensure  that  the  definition  retains  its 
intended  flexibility  and  does  not 
become  an  unintentional  barrier  to  the 
approval  of  legitimate  health  claims. 


F.  Definition  of  Dietary  Supplement 

22.  A  niunber  of  comments  suggested 
that  the  proposed  definition  of  "dietary 
supplement"  in  proposed  §  101.14(a)(4) 
should  be  revised  to  include  foods  as 
well  as  components  in  foods  (e.g.,  herbs 
as  well  as  components  in  herbs). 

FDA  advises  that  the  proposed 
definition  of  "dietary  supplement" 
already  covers  foods.  Reference  to  a 
"component"  with  nutritive  value 
encompasses  the  specific  portion  of  the 
food,  that  is,  of  the  dietary  supplement, 
responsible  for  this  value.  Under  section 
201(f)(3)  of  the  act.  a  component  of  a 
food  is  itself  a  food.  However,  because 
of  the  provisions  of  the  DS  Act,  FDA  is 
not  adopting  §  101.14(a)(4)  at  this  time. 
FDA  will  reach  a  final  decision  on  the 
appropriate  definition  of  this  term 
following  in  accordance  with  the 
provisions  of  the  DS  Act. 

G.  Definition  of  Disqualifying  Nutrient 
Levels 

As  proposed,  "disqualifying  nutrient 
levels"  was  defined  in  proposed 
§  101.14(aK5)  as: 

Disqualifying  nutrient  levels  means  the 
levels  of  total  ^t,  saturated  fat,  cholesterol, 
or  sodium  in  a  food  above  which  the  food 
will  be  disqualified  from  making  a  health 
claim.  These  levels  are  11.5  grams  (g)  of  &t, 
4.0  g  of  saturated  {at,  45  milligrams  (mg)  of 
cholesterol,  or  360  mg  of  sodium,  per 
reference  amount  commonly  consumed,  per 
label  serving  size,  and  per  100  g.  Any  one  of 
the  levels,  on  a  per  reference  amount 
commonly  consumed,  a  per  label  serving  size 
or  a  per  100  g  basis,  will  disqualify  a  food 
from  making  a  health  claim. 

For  consistency  with  the  final  rule  on 
serving  sizes  published  elsewhere  in 
this  issue  of  the  Federal  Register,  the 
word  "commonly"  in  the  term 
"reference  amount  commonly 
consumed"  in  the  definition  above  is 
corrected  to  read  "customarily." 

1.  Consistency  with  statute 

23.  Most  industry  comments 
contended  that  the  proposed  definition 
of  "disqualifying  nutrient  levels"  in 
proposed  §  101.14(a)(5)  is  either  overly 
restrictive  or  inconsistent  with  the 
statutory  provision  of  section 
403(r)(3)(A)(ii)  of  the  act.  The  comments 
based  their  arguments  on  the  language 
of  the  provision  that  provides  that  a 
health  claim  cannot  be  made  by  a  food 
that  contains  "any  nutrient  in  an 
amount  which  increases  *  *  *  the  risk 
of  a  disease  or  a  health  related 
condition."  Several  comments  stated 
that  the  agency  correctly  acknowledged 
that  there  are  no  generally  recognized 
levels  at  which  nutrients  in  an 
individual  food  pose  an  increased  risk 
of  disease,  although  there  are 
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recommended  levels  associated  with 
decreased  risk  of  disease  for  dietary 
intake  of  total  fat,  saturated  fat, 
cholesterol,  and  sodium.  A  number  of 
these  comments  argued  that  the 
acknowledgment  by  FDA  of  a  lack  of 
recognized  risk  levels  in  an  individual 
food  should  prevent  the  agency  from 
establishing  any  disquaUfying  nutrient 
levels  because  the  1990  amendments 
require  FDA  to  consider  whether  the 
individual  food  for  which  the  claim  is 
made  contains  a  nutrient  at  a  level  that 
increases  to  persons  in  the  general 
population  the  risk  of  a  diet-related 
disease,  taking  into  account  the 
significance  of  the  food  in  the  total  daily 
diet 

The  comments  argued  that  single 
foods,  even  when  their  significance  in 
the  total  daily  diet  is  considered,  do  not 
increase  disease  risk  because  only  total 
diets  consisting  of  many  foods 
consumed  over  time  have  that  potential. 
Thus,  these  comments  argued  that  FDA 
cannot  reasonably  take  the  position  that 
the  analysis  upon  which  the  proposed 
disqualifying  levels  are  based 
constitutes  a  credible  scientific 
determination  that  the  specific  levels 
are  the  levels  that,  if  exceeded  in  an 
individual  food,  increase  the  risk  of 
disease  in  the  general  population.  Other 
comments  stated  that  if  the  agency 
believes  that  it  has  in  fact  determined 
levels  that  will  increase  the  risk  of  diet 
related  disease  when  present  in 
individual  foods,  then  either  the 
marketing  of  such  foods  should  be 
disallowed  under  the  act  by  virtue  of 
their  being  injurious  to  health  imder 
section  402(a)(1)  of  the  act  (21  U.S.C. 
342(a)(1)),  or  warning  labeling  should  be 
re(^iired  on  all  foods  containing  such 
levels  regardless  of  whether  they 
contain  health  claims. 

Some  comments  asserted  that 
Congress  intended  for  FDA  to  disallow 
a  health  claim  on  the  basis  of 
disqualifying  nutrient  content  only  if 
there  exists  an  actual  risk  as  determined 
by  the  analysis  of  actual  consumption 
data  for  the  specific  food,  and  not  as 
determined  from  models  based  on 
theoretical  diets  and  extrapolation. 
Therefore,  these  comments  argued  that 
disallowing  health  claims  on  the  basis 
of  theoretically-derived  nutrient 
disqualifying  levels  is  contrary  to  the 
legislative  intent  of  section 
403(r)(3)(A)(ii)  of  the  act,  which  reads, 
"If  the  Secretary  determines  •  *  •"  and 
not  "The  Secretary  shall  determine 
*  •  *."  These  comments  maintained  that 
FDA  had  failed  to  show  that  a  person 
exposed  to  foods  with  levels  of  fat. 
saturated  fat,  cholesterol,  and  sodium 
above  the  disqualifying  levels  were 
actually  at  an  increased  risk  for  various 


diseases  and  maintained  that  such  an 
actual  risk  must  be  shown  for  FDA  to 
legally  establish  disqualifying  levels  for 
these  nutrients. 

One  comment  noted  that  FDA's 
proposed  model  health  claims 
emphasize  the  role  of  the  total  diet  in 
reducing  the  risk  of  various  diseases  and 
do  not  allow  manufacturers  to  claim 
that  an  individual  food  will  reduce  the 
risk.  The  comment  stated  that  it  was 
ironic  and  inappropriate,  then,  that  FDA 
would  single  out  individual  foods  as 
increasing  the  risk  of  those  same 
diseases,  and  set  disqualifier  levels  for 
those  foods.  Other  comments  agreed, 
saying  that  an  individual  food  could  no 
more  cause  a  disease  than  prevent  one. 

FDA  disagrees  that  the  1990 
amendments  require  that  FDA  consider 
whether  the  individual  food  for  which 
the  claim  is  made  contains  a  nutrient  at 
a  level  that  increases  to  persons  in  the 
general  population  the  risk  of  a  diet- 
related  disease.  There  is  nothing  in  the 
legislative  history  of  the  1990 
amendments  that  would  support  such  a 
contention.  To  the  contrary,  the 
legislative  history  and  the  language  of 
the  statutory  provision  that  ultimately 
resulted  suggest  that  Congress  intended 
that  the  risk  of  diet-related  disease  be 
considered  in  a  far  broader  context  than 
that  of  an  individual  food.  Section 
403(r)(3)(A)(ii)  of  the  act  states  that  the 
risk  of  a  disease  or  health-related 
condition  be  considered  "•  •  •  taking 
into  account  the  significance  of  the  food 
in  the  total  daily  diet  •  *  *."  Thus,  FDA 
must  consider  the  role  that  a  particular 
food  plays  in  the  total  diet,  and  the 
effect  that  its  nutrient  levels  will  have 
on  a  person's  ability  to  structure  a 
healthy  diet  in  making  a  determination 
under  section  403(r)(3)(A)(ii)  of  the  act. 
That  provision  contains  no  language 
implying  that  risk  should  be  considered 
in  terms  of  the  immediate  impact  of 
consuming  the  particular  food  at  issue. 

Further,  if  Congress  had  been 
concerned  about  the  impact  of 
consuming  a  nutrient  in  a  particular 
food,  it  would  not  have  provided  an 
exemption  to  disqualification  in  section 
403(r)(3)(A)(ii)  of  the  act  when  FDA 
finds  Uiat  a  claim  will  assist  consumers 
in  maintaining  healthy  dietary  practices. 
Under  the  comment's  view  of  this 
provision,  no  such  circumstances  could 
exist.  Similarly,  Congress  would  not 
have  elected  to  provide  for  nutrient 
content  claims  with  only  disclosure 
requirements  for  such  nutrients  in 
section  403(r)(2)(B)  of  the  act  if  the  risk 
from  a  particular  food  was  the  concern 
that  it  was  addressing.  Further,  if  risk 
from  a  particular  food  was  its  concern. 
Congress  would  not  have  exempted 
nutrient  content  claims  on  restaurant 


foods  from  these  disclosure 
requirements  (see  section  403(r)(5)(B)  of 
the  act). 

Congress  intended  that  health  claims 
would  not  merely  provide  information 
on  particular  substance-disease 
relationships,  but  that  they  would  help 
individuals  to  maintain  healthy  dietary 
practices.  The  House  Report  (Ref.  1) 
states: 

•  •  •  Health  claims  supported  by 
significant  scientific  agreement  can  reinforce 
the  Surgeon  General  recommendations  and 
help  Americans  to  maintain  a  balanced  and 
healthful  diet  •  *  *. 

Health  claims  on  foods  with  levels  of 
fat,  saturated  fat,  cholesterol,  or  sodium 
that  exceed  the  disqualifying  levels  will 
make  it  much  more  difficult  for 
consumers  to  follow  the  Surgeon 
General's  recommendations  and  to 
construct  a  healthy  diet.  An  increase  in 
risk  in  a  diet-related  disease  follows  as 
a  result.  All  references  in  the  legislative 
history  concerning  the  meaning  of 
section  403(r)(3)(A)(ii)  of  the  act  show 
that  Congress  was  concerned  with 
general  levels  of  nutrients  in  broad  food 
classes  that  could  increase  risk  rather 
than  levels  of  nutrients  that  could 
increase  risk  from  individual  foods.  For 
example,  the  House  Report  (Ref.  1).  in 
addressing  the  meaning  of  this 
provision,  states: 

9     By  requiring  the  Secretary  to  decide  this 
issue  in  the  total  daily  diet,  the  bill  permits 
the  Secretary  to  differentiate  between 
different  foods  which  have  the  same  level  of 
a  nutrient.  For  example,  a  particular  level  of 
fat  in  a  frozen  dinner  might  not  trigger  the 
provision  (disqualification),  whereas  the 
same  amount  of  fat  in  a  snack  food  product 
might  trigger  it. 

Further,  in  testimony  presented  before 
the  House  of  Representatives  on  a 
predecessor  bill  to  the  1990 
amendments  (Ref.  24),  a  consumer 
organization  identified  ways  by  which 
health  claims  on  products  in  the  U.S. 
marketplace  can  deceive  consumers. 
One  such  way  was  for  a  product  to 
highlight  a  characteristic  that  may  help 
reduce  the  risk  of  a  disease  but  remain 
silent  about  another  characteristic  that    ■ 
may  affect  the  risk  of  the  same,  or 
another,  disease.  An  example  cited  in 
the  testimony  was  a  breakfast  cereal 
bearing  a  health  claim  approved  by  NQ 
on  the  association  between  dietary  fiber 
and  cancer  whrle  containing  4  g  of  fat 
per  serving — an  amount  characterized  as 
quite  high  for  a  breakfast  cereal.  In 
testimony  presented  before  the  Senate 
on  a  predecessor  Senate  bill  to  the  1990 
amendments  (Ref.  25),  another 
consumer  organization  stated  that  a 
health  claim  on  a  product  must  provide 
consumers  with  the  assurance  that  the 
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product  does  not  also  contain  properties 
that  an  potentially  harmful  to  health. 
The  testimony  continued: 

But  a  health  claim  on  whole  milk, 
promoting  its  calcium  content  (relative  to 
osteoporosis],  could  encourage  consumption 
of  a  product  high  in  saturated  fiat.  Low-rat 
milk  has  all  the  benefits  of  whole  milk, 
without  the  accompanying  risks,  and  would 
be  a  more  appropriate  vehicle  for  health 
claim  labeling. 

Congress  obviously  recognized  the 
fact  that,  as  pointed  out  in  some  of  the 
comments,  single  foods,  when  their 
significance  in  the  total  daily  diet  is 
considered,  do  not  generally  increase 
disease  risk.  It  is  the  total  diet, 
consisting  of  a  number  of  foods 
consumed  over  time,  that  has  the 
potential  to  increase  disease  risk.  Thus, 
FDA  believes  that  the  purpose  of  section 
403(r)(3)(A)(ii)  of  the  act  is  to  ensure 
that  FDA  establishes  appropriate 
disqualifying  levels  for  those  nutrients 
that  have  the  potential,  at.high  levels  of 
consumption,  to  increase  disease  risk  so 
that  consumers  who  rely  on  health 
claims  will  be  consuming  foods  that 
will  assist  them  in  meeting  dietary 
guidelines  in  constructing  their  total 
diily  diet,  and  not  foods  that  make  it 
more  difficult  to  do  so. 

FDA  also  does  not  agree  that  Congress 
intended  that  section  403(r)(3)(A)(ii)  of 
the  act  only  prohibit  health  claims 
where  the  level  of  risk  from  a  nutrient 
is  sufficient  to  invoke  the  adulteration 
provisions  of  the  act.  Disqualifying 
levels  in  no  way  should  be  construed  as 
nutrient  levels  that  FDA  believes  are 
harmful  in  an  individual  food.  The 
House  Report  (Ref.  1)  explains  that  this 
provision  pertains  to  nutrients  required 
to  appear  on  the  label  and  specifically 
points  out  that  certain  levels  of  fat  in 
foods  may  trigger  this  provision.  Foods 
that  are  100  percent  fat  are  still  safe  and 
lawful  under  the  act.  FDA  believes  that 
fat  was  cited  to  make  it  obvious  that  the 
provision  is  intended  to  provide  a 
measure  of  control  for  diet-related 
diseases  that  are  influenced  by 
excessive  consumption  of  safe  and 
lawful  nutrients. 

In  appropriate  amounts,  such 
nutrients  have  a  necessary  or  useful 
place  in  the  total  daily  diet.  In  fact, 
where  the  only  safety  issue  is  an 
increased  risk  of  a  chronic  disease  from 
excessive  consumption,  the  safety 
provisions  of  the  act  would  not  provide 
regulatory  sanctions  against  such 
components  of  foods,  at  least  if  they 
have  not  been  added  to  foods.  For  such 
components.  FDA  must  show  that  the 
component  is  a  poisonous  or  deleterious 
substance  that  would  ordinarily  render 
the  food  injurious  to  health.  If  Congress 
had  intended  that  section 


403(r)(3)(A)(ii)  of  the  act  to  prohibit 
health  claims  only  where  the  level  of 
risk  h-om  a  nutrient  is  sufficient  to 
invoke  regulatory  sanctions,  the 
provision  would  have  been 
unnecessary.  Clearly,  Congress  had 
something  else  in  mind. 

The  agency  also  disagrees  with  the 
comments  that  argue  that  FDA 
developed  disqualifying  nutrient  levels 
based  on  a  misconstruction  of  the 
statutory  language  and  intent  of  section 
403{r)(3)(A)(ii)  of  the  act.  That  section 
does  not  read,  as  one  comment  stated, 
that  disqualifying  nutrient  levels  may  be 
established  *  •  *  "if  the  Secretary 
determines  *  •  *."  Instead,  it  states  that 
a  health  claim  may  only  be  made  "*  * 
*  if  the  food  for  which  the  claim  is  made 
does  not  contain,  as  determined  by  the 
Secretary  by  regulation,  any  nutrient  in 
an  amount  that  increases  to  persons  in 
the  general  population  the  risk  of  a 
disease  or  Iraalth-related  condition 
which  is  diet  related  *  *  *."  FDA 
believes  that  the  most  straightforward 
reading  of  this  provision  is  as  an 
instruction  to  the  agency  to  establish  a 
list  of  levels  of  nutrients  in  food  that, 
taking  into  account  the  makeup  of  the 
total  daily  diet,  increase  to  persons  in 
the  general  population  the  risk  of  diet- 
related  diseases  or  health-related 
conditions. 

In  addition,  the  agency  disagrees  with 
the  contention  that  the  definition  of 
"disqualifying  nutrient  levels"  is  either 
overly  restrictive  or  based  on  an 
inappropriate  scientific  basis.  The 
agency  stated  in  the  November  1991 
proposal  that  although  there  are  well- 
established  recommendations  for 
dietary  intake  for  fat,  saturated  fat, 
cholesterol,  and  sodium  that  are 
consistent  with  maintaining  good 
health,  there  are  no  levels  for  these 
nutrients  in  an  individual  food 
generally  recognized  by  the  health 
community  to  pose  an  increased  risk  of 
disease.  However,  this  statement  was 
intended  to  point  out  that  scientists 
have  not  developed  a  scheme  for 
transposing  quantitative  information  on 
the  nutrient  content  of  a  diet  to 
comparable  quantitative  information  for 
the  broad  array  of  individual  foods  as 
they  may  fit  within  the  context  of  a 
healthful  diet.  Because  of  this  fact,  the 
agency  stated  in  the  November  1991 
proposal  that  it  did  not  know  of  an 
established  or  accepted  approach  for 
identifying  levels  for  fat,  saturated  fat. 
cholesterol,  and  sodium  in  an 
individual  food  that  would  increase  the 
risk  of  a  diet-related  disease  and  that 
would,  therefore,  disqualify  that  food 
firom  bearing  a  health  claim.  In  the 
absence  of  an  established  approach, 
FDA  arrived  at  an  approach  in  which 


the  amounts  of  fat,  saturated  fat, 
cholesterol,  and  sodium  that  the  agency 

f>roposed  as  disqualifying  nutrient 
evels  were  the  amounts  that,  in  a  single 
food,  would  make  it  difficult  to 
construct  a  diet  that  meets  dietary 
guidelines,  particularly  if  consumption 
of  the  food  is  encouraged  and 
emphasized  by  a  health  claim.  Because 
the  guidelines  identify  dietary  levels  for 
specific  nutrients  (e.g.,  saturated  fat)  for 
which  higher  levels  of  intake  are  linked 
to  an  increased  risk  for  a  diet-related 
disease  (e.g.,  heart  disease),  failure  to 
meet  them  can  reasonably.be  expected 
to  increase  the  risk  of  a  disease.  Indepth 
discussions  of  the  agency's  conclusions 
about  risk  inherently  associated  with 
each  of  the  disqualifying  nutrients 
appear  elsewhere  in  this  issue  of  the 
Federal  Register  in  the  preambles  of  the 
final  rules  for  health  claims  for  dietary 
lipids  and  cardiovascular  disease, 
dietary  lipids  and  cancer,  and  sodium 
and  hypertension. 

Accordingly,  the  definition  for 
disqualifying  nutrient  levels  is  fully 
consistent  with  the  information 
contained  in  the  legislative  history  of 
the  1990  amendments. 

2.  pisclose  rather  than  disqualify 

24.  Several  comments  suggested  that 
Congress  sought  through  the  exception 
process  permitted  by  section 
403(r)(3)(A)(ii)  of  the  act  to  limit  the 
disqualifying  effect  of  nutrient  levels  to 
only  those  nutrients  that  have  a  direct 
effect  on  the  disease  that  is  the  subject 
of  the  health  claim.  Some  comments 
suggested  that  the  agency  should  have 
utilized  the  flexibility  accorded  by 
Congress  to  opt  for  disclosure  of 
nutrients  that  are  not  directly  related  to 
the  disease  mentioned  in  a  claim,  rather 
than  disqualification  of  the  product 
from  bearing  any  health  claim.  In 
support  of  their  position,  the  comments 
cited  the  discussion  on  section 
403(r)(3)(A)(ii)  of  the  act  contained  in 
the  House  Report  on  the  1990 
amendments  (Ref.  1).  Comments  argued 
that  even  though  sodium  is  linked  to 
hypertension,  which  is  a  risk  factor  for 
heart  disease,  a  product  with  high 
sodium  content  should  not  be 
disqualified  from  bearing  a  claim  about 
dietary  lipids  and  heart  disease  because 
of  the  lack  of  major  linkage  between 
sodium  as  a  causative  factor  for  heart 
disease.  Another  comment,  which 
asserted  that  prohibiting  an  osteoporosis 
claim  for  whole  milk  would  be 
misleading  because  none  of  the 
disqualifying  levels  have  any  relevance 
to  osteoporosis,  also  maintained  that 
FDA  had  made  no  room  for  the 
disclosure  permitted  by  section 
403(r)(3)(A)(ii)  of  the  act  for  a  food 
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containing  a  nutrient  exceeding  the 
disqualifying  level. 

Tne  agency  disagrees  with  these 
comments.  Section  403(r)(3)(A)(ii)  of  the 
act  states  that  a  health  claim  "may  only 
be  made  if  the  food  for  which  the  claim 
i$  made  does  not  contain  *  *  •  any 
nutrient  in  an  amount  which  increases 
to  persons  in  the  general  population  the 
risk  of  a  disease  or  health-related 
condition  which  is  diet  related  •  •  •" 
(emphasis  added).  That  language  is  clear 
in  that  it  does  not  permit  a  claim  for  a 
product  containing  a  nutrient  that 
increases  the  risk  of  any  diet-related 
disease  or  condition  and  is  not  limited 
to  a  substance  that  is  associated  only 
with  the  subject  disease.  The  provision 
then  goes  on  to  state  that  exceptions  to 
this  requirement  may  be  made  by 
regulation  in  the  interest  of  providing 
oons\miers  with  information  in 
maintaining  healthy  dietary  practices. 
Contrary  to  the  assertion  by  one 
comment,  FDA  provided  for  the 
disclosure  permitted  by  section 
403(r)(3)(A){ii)  of  the  act  for  a  food 
containing  a  nutrient  exceeding  the 
disquahfying  level  in  proposed 
§  101.14(e)(3). 

Because  of  the  time  constraints  for 
issuing  regulations  on  health  claims,  the 
agency  did  not  exercise  the  option  to 
develop  exceptions  to  disqualifying 
nutrient  levels.  Nevertheless,  the 
changes  made  is  tbn  disqualifying  levels 
that  are  explained  in  resoonse  iu 
comments  29  and  32  of  tnis  document 
will  reduce,  but  may  not  eliminate,  any 
need  to  develop  exceptions  to 
disquahfying  levels.  With  those 
changes,  the  number  of  foods  that 
would  be  disquaUfied  from  making  a 
claim  will  decrease  significantly. 
,     Even  though  §  101.14(e)(3)  provides 
for  exceptions  from  disqualifying  levels 
and  the  use  of  an  appropriate  referral 
statement.  FDA  beUeves  that  the  use  of 
disqualifying  levels  will  be  clearer  if 
§  101.14(a)(5)  also  reflects  the  fact  that 
exceptions  are  possible.  Thus,  FDA  has 
revisiad  this  section  to  state  that 
exceptions  to  the  disquahfying  levels 
may  be  provided  in  the  specific  health 
claim  regulations  in  part  101,  subpart  E. 
The  agency  will  be  receptive  to  petitions 
that  present  the  reasons  that,  and  the 
circumstances  in  which,  an  exception  to 
disqualification  would  assist  consumers 
in  maintaining  a  healthy  diet. 

3.  Additional  disqualifiers 

25.  Several  comments  recommended 
that  health  claims  be  prohibited  in 
labeUng  for  candies,  soft  drinks,  and 
other  sugars-containing  foods  on  the 
basis  of  added  sugars  content.  Some 
comments  stated  that  a  Daify  Reference 
Value  PRV)  of  50  g  for  added  sugars 


should  be  established,  and  they 
recommended  a  disquahfying  nutrient 
level  of  8  g  of  added  sugars.  This 
disquahfying  level  would  represent  15 
percent  of  the  DRV  recommended  by  the 
comments.  The  comments  noted  that 
sugars  have  been  associated  with  the 
development  of  plaque,  dental  caries, 
and  periodontal  disease  and  further 
noted  that  the  Dietary  Guidelines  for 
Americans  (Ref.  7)  urges  the  pubUc  to 
cons\une  sugars  only  in  moderation. 
Another  comment  asserted  that  health 
claims  should  not  be  allowed  on  the 
label  or  labeling  of  a  food  when  more 
than  15  percent  of  the  food's  total 
calories  is  contributed  by  added  sugars. 
The  agency  finds  that  it  would  not  be 
appropriate  to  Umit  health  claims  on 
foods  on  the  basis  of  added  sugars  either 
in  terms  of  an  absolute  amount  per 
serving  or  as  a  function  of  percent  of 
calories  per  serving.  In  determining  the 
disqualifying  nutrient  levels  for  fat, 
saturated  fat,  cholesterol,  and  sodium, 
the  agency  used  an  approach  based  on 
the  DRV's  for  these  nutrients.  As 
explained  in  the  proposal  to  establish 
DRV's  (55  FR  29476),  the  values  for  fat, 
saturated  fat,  cholesterol,  and  sodium 
were  based  on  recommendations  that 
American  consumers  Umit  or  reduce 
dietary  intake  of  these  nutrients  in  order 
to  lower  their  risk  of  a  niunber  of  diet- 
related  diseases  whose  incidence  in  the 
general  population  is  considered  by  the 
vast  majority  of  public  health  experts  to 
be  unacceptably  high.  Such 
recommendations  were  derived  from 
two  publications:  The  Surgeon  General's 
report  (Ref.  5)  and  the  Diet  and  Health 
report  (Ref.  6)  and  are  reflected  in 
"Nutrition  and  Your  Health:  Dietary 
GuideUnes  for  Americans"  (Ref.  7).  One 
of  these  recommendations,  for  example, 
is  for  Americans  to  reduce  dietary  fat 
intake  from  about  37  percent  of  total 
energy  intake  to  30  percent  or  less. 
Accordingly,  the  DRV  for  total  fat  is 
derived  ^m  the  recommendation  that 
daily  total  fat  intake  not  to  exceed  30 
percent  of  calories.  This  and  other 
recommendations  are  believed  to  have 
the  potential  for  a  substantial  reduction 
in  the  risk  of  diet-related  chronic 
diseases  in  the  general  population.' 
Of  the  comments  recommending  a 
DRV  of  50  g  of  added  sugars  as  the  bads 
for  a  disquahfying  level  of  8  g,  only  one 
provided  a  rationale  for  the  suggestion. 
The  comment  arrived  at  its 
recommendation  by  first  estimating  in  a 
nonrigorous  fashion  that  the  current 
consumption  level  is  about  100  g  per 
day.  The  comment  then  offered  that, 
because  FDA  concluded  in  a  1986  report 
(Ref.  28)  that  the  average  American 
consumes  53  g  of  added  sugars  per  day, 
one-half  of  their  100  g  estimate  is  close 


to  53  g  whidi  should  be  rotmded  to  50 
g  to  become  the  DRV.  It  offered  that,  if 
the  agency  sets  the  DRV  for  added 
sugars  at  what  the  agency  considers  to 
be  a  current  consumption  level,  it 
woiild  be  difficult  to  argue  that  the 
agency  has  restricted  sugars  intake  too 
severely. 

FDA  does  not  beUeve  that  a 
disquahfying  level  for  sugars  can 

Presently  be  estabUshed  because  of  the 
kck  of  suitable  criteria  in  the 
aforementioned  comment  on  which  to 
base  a  DRV.  Even  if  the  comment's 
estimate  of  current  consumption  is 
scientifically  sound,  it  is  significant  that 
no  other  DRV  has  been  estabhshed  with 
average  daily  consumption  as  the 
criterion.  Moreover,  the  pubhc  health 
community  has  not  identified  a  dietary 
level  above  which  consumption  of 
sugars  has  been  demonstrated  to 
increase  the  risk  of  a  disease.  Thus,  the 
agency  finds  that  there  is  no  sound  basis 
on  which  to  establish  the  requested  DRV 
for  sugars.  Accordingly,  the  agency  is 
declining  to  set  a  disquahfying  level  for 
added  sugars  at  this  time.  Nevotheless, 
the  agency  points  out  that  the  criteria 
established  in  response  to  comment  87 
of  this  document  for  Umiting  health 
claims  based  on  the  nutritional  value  of 
a  food  will  provide  at  least  some  of  the 
reUef  requested  in  that  a  food  fabricated 
with  sugars  and  faw  other  nutrients  will 
not  qualify  for  a  claim. 

26.  A  few  comments  recommended 
that  FDA  prohibit  health  claims  on 
foods  containing  any  "unnecessary 
substances,"  food  or  color  additives  or 
flavor  enhancers.  One  of  these 
comments  justified  the  recommendation 
by  stating  that  saccharin  is  associated 
with  a  major  disease. 

FDA  does  not  believe  it  is  appropriate 
for  it  to  judge  whether  use  of  an 
ingredient  is  necessary,  or  to  make  the 
mere  presence  of  a  food  additive 
disqualify  foods  bom  bearing  health 
claims  unless  the  use  of  the  food 
additive  has  not  been  Usted  by  FDA  for 
use  in  food  under  section  409  of  the  act 
(21  U.S.C  348).  When  it  passed  the 
Food  Additives  Amendment  in  1958, 
Congress  concluded  that  use  of  food 
additives  is  in  the  public  interest, 
provided  that  their  use  is  safe  and  not 
deceptive.  For  those  comments 
concerned  about  the  safety  of  food  and 
color  additives,  the  agency  advises  that 
the  act  requires  that  tiie  use  of  these 
additives  be  shown  to  be  safe  before 
they  are  listed  for  use  in  food.  Other 
ingredients  that  may  be  added  to  food 
are  Umited  to  those  that  are  generally 
recognized  as  safe  (GRAS)  by  the 
scientific  community  by  virtue  of  their 
history  of  use  or  other  scientific 
knowledge  (i.e.,  GRAS),  or  whose  use 
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was  sanctioned  by  FDA  or  USDA  before 
the  enactment  of  the  Food  Additives 
Amendment  (i.e.,  prior  sanctioned 
ingredients). 

With  respect  to  the  comments  that 
specifically  mentioned  saccharin.  FDA 
did  propose  on  April  15. 1977  (42  FR 
19996).  to  ban  its  use.  based  on  its 
interpretation  of  evidence  available 
from  animal  studies  at  that  time. 
However.  Congress  decided  that  the 
additive  should  be  permitted  in  food 
and  blocked  the  proposed  ban  through 
enactment  of  the  Saccharin  Study  and 
Labeling  Act.  Therefore,  unless  there  is 
a  change  in  its  legal  status,  the  use  of 
saccharin  in  compliance  with  §  101.11 
(21  CFR  101.11)  and  §  180.37  (21  CFR 
180.37)  must  be  treated  the  same  as  any 
other  legally  authorized  use  of  an 
ingredient. 

4.  Fifteen  Percent  of  the  DRV 

a.  Criticism  of  approach. 

27.  A  number  of  comments  stated 
that,  despite  FDA's  assertions  to  the 
contrary,  a  total  ban  on  health  claims  for 
foods  exceeding  a  disqualifying  level 
would  create  a  good  food/bad  food 
image  in  the  minds  of  consumers.  The 
comments  claimed  that  consumers  may 
turn  away  from  foods  that  provide 
significant  amounts  of  essential 
nutrients  simply  because  the  foods  do 
not  carry  a  health  claim.  One  comment 
noted  that  whole  milk  would  be 
prohibited  from  making  a  claim  about 
calcium  and  osteoporosis  in  spite  of  the 
fact  that  it  is  recommended  as  a  source 
of  calcium  for  children  1  to  2  years  of 
age.  The  comment  cautioned  that 
parents  may  inappropriately  substitute 
skim  and  low  fat  milk  because  of  an 
assumption  that  whole  milk  is  inferior. 

Other  comments  proposed  that  if  FDA 
decides  to  establish  disclosure/, 
disqualifying  levels  for  nutrients,  the 
agency  should  employ  extreme  care  in 
informing  consumers  that  individual 
foods  do  not  increase  the  risk  of  disease, 
because  it  is  the  total  daily  4liet  that 
must  be  taken  into  account. 

FDA  disagrees  with  the  contention 
that  if  foods  that  exceed  a  disqualifying 
level  are  ineligible  to  bear  a  health 
claim,  consumers  will  perceive  those 
foods  as  bad.  A  food  without  a  claim, 
even  if  it  does  not  exceed  a 
disqualifying  level,  may  not  have  the 
appropriate  level  of  a  nutrient  to  qualify 
for  a  claim.  For  various  reasons,  a  food 
manufacturer  may  decide  not  to  label  a 
product  with  a  claim  even  if  the  product 
qualifies.  On  the  other  hand,  a  product 
bearing  a  claim  is  required  to  provide 
the  consumer  with  sufficient 
information  to  understand  how  the 
product  may  be  useful  to  achieve  the 
claimed  effect  within  the  context  of  the 


total  daily  diet  The  agency  believes  that 
there  are  sufficient  safeguards  within 
section  403(r)  of  the  act  that  are  fully 
implemented  in  the  Hnal  rules  on  health 
claims  to  prevent  consumers  from  being 
misled  about  the  value  of  any  food 
based  on  whether  it  does  or  does  not 
bear  a  health  claim. 

The  agency  acknowledges,  however, 
that  the  full  array  of  all  of  the  new 
labeling  regulations  effected  by  the  1990 
amendments  may  not  be  immediately 
understood  by  consumers.  To  deal  with 
this,  FDA  will  conduct  an  education 
program  to  effectively  communicate 
how  this  new  food  labeling  can  assist 
consumers  to  maintain  a  healthy  diet 
through  informed  food  selection. 

In  response  to  the  last  group  of 
comments,  the  agency  reiterates  that  the 
disqualifying  levels  represent  the 
amount  of  these  nutrients  in  a  single 
food  that  would  make  difficult  the 
construction  of  a  diet  that  meets  dietary 
guidelines.  They  in  no  way  represent  a 
finding  by  the  agency  that  these  levels 
will  cause  diet-related  disease  or  that 
foods  that  contain  nutrients  at  these 
levels  are  unsafe,  dangerous,  or  bad. 

28.  Other  comments  contended  that 
an  across-the-board  disqualifying  level 
based  on  a  set  percentage  of  the  DRV  for 
a  nutrient  could  not  be  justified.  One 
comment  stated  that  it  could  not 
support  the  food  composition  analysis 
the  agency  used  in  developing  the 
proposed  disclosure/disqualifying  leve]^ 
because  that  approach  does  not  fully 
meet  the  requirements  of  section 
403(r){3)(A)(ii)  of  the  act.  Specifically, 
the  comment  asserted  that  FDA's 
approach  to  disclosure/disqualifying 
levels  ignores  the  legal  requirement  of 
accounting  for  the  "significance  of  the 
food  in  the  total  daily  diet."  The 
comment  claimed  that  this  requirement 
implies  a  food  consumption  analysis 
that  considers  how  a  food  is  customarily 
used  in  the  context  of  a  daily  diet. 
Further,  the  comment  said  that  only  a 
careful  examination  of  food 
consumption  data,  in  which  foods  are 
inherently  related  to  their  use  in  daily 
diets,  can  properly  address  the 
requirements  of  the  law.  The  comment 
offered  that  the  agency's'proposed 
disclosure/disqualifying  levels  have 
some  basis  in  daily  consumption 
because  of  the  use  of  DRV's.  However, 
it  said  that  the  evaluation  of  individual 
foods  in  the  agency's  model  is  based  on 
food  composition  values  compared  to 
food  consumption  values  derived  frt)m 
DRV's.  The  comment  argued  that  the 
composition  of  a  food  has  no  meaning 
in  the  context  of  the  daily  diet  until  its 
customary  use  is  considered.  The 
comment  concluded  that  FDA  did  not 


do  this,  and  that  this  error  invalidates 
the  agency's  analysis. 

The  food  composition  methodology 
used  by  the  agency  in  arriving  at  the 
proposed  disclosure/disqualifier 
nutrient  levels  is  fully  consistent  with 
section  403(r)(3)(A)(ii)  of  the  a-::t.  As 
FDA  explained  earlier  in  this  preamble 
in  its  response  to  comment  23  of  this 
document.  Congress  intended  that  FDA 
establish  these  levels  by  considering  the 
role  of  the  nutrients  in  food  in  a  way 
that  will  enhance  the  chances  of 
consumers  constructing  total  daily  diets 
that  meet  dietary  guidelines.  The  focus 
of  this  provision  was  clearly  not  on 
consumption  of  the  individual  food. 
Thus,  references  to  "the  significance  of 
the  food  in  the  total  diet"  in  that  section 
does  not  imply  that  a  food  consumption 
analysis  of  how  individual  foods  are 
used  in  a  daily  diet  should  be  made. 
Instead,  that  section  requires  that  FDA 
consider  consumption  in  a  far  broader 
context.  As  explained  in  the  subsequent 
paragraphs  of  this  response.  FDA's 
approach  considers  daily  food 
consumption  through  use  of  the  DRV's. 

The  DRV's  were  developed  from 
recommendations  in,  for  example,  the 
Surgeon  General's  report  (Ref.  5)  and 
Dietary  Guidelines  for  Americans  (Ref. 
7).  They  reflect  current  and  established 
scientific  evidence  related  to  overall 
nutrient  intake  and  risk  of  diet-related 
diseases.  They  also  reflect  total  dietary 
intake  from  foods  in  general,  but  not 
intake  fivm  individual  foods.  Thus  the 
disclosure/disqualifying  nutrient  levels 
are  also  based  on  food  consumption  in 
general,  not  just  food  composition. 

Further,  in  arriving  at  the  numerical 
value  for  the  disclosure/disqualifying 
levels,  the  agency  looked  at  the  daily 
diet  as  being  composed  of 
approximately  20  servings  of  food  and 
the  likely  distribution  of  the  subject 
nutrients  in  the  diet.  The  agency 
concluded  that  such  nutrients  were 
likely  to  be  found  at  significant  levels  in 
as  many  as  10  of  those  20  foods.  Thus, 
while  the  agency  did  not  consider  the 
role  of  specific  individual  foods  in  the 
diet  in  arriving  at  the  disclosure/ 
disqualifying  levels,  the  significance  of 
particular  types  of  food,  such  as  those 
that  contain  a  significant  amount  of  fat, 
were  considered.  In  sum,  FDA's 
approach  considers  consumption  in  a 
broad  manner  that  enhances  the  chances 
of  consumers  constructing  total  daily 
diets  that  meet  dietary  guidelines. 
Accordingly,  contrary  to  the  point  made 
in  the  comment,  the  agency  concludes 
that  it  did  effectively  consider  food 
consumption  data  in  which  foods  were 
related  to  their  use  in  the  diet  in 
establishing  the  disclosure/disqualifying 
nutrient  levels. 
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b.  Fifteen  percent  should  increase  to  20 
percent. 

29.  A  number  of  comments,  mostly 
from  consumer  organizations,  agreed 
with  the  agency's  rationale  for  selecting 
15  percent  of  the  DRV  as  the  disclosiue/ 
disqualifying  level  for  a  spedfic 
nutrient;  however,  many  comments 
from  industry  objected.  In  lieu  of  the  15 
percent  level  chosen  by  FDA,  the  latter 
comments  recommended  20  percent  of 
the  DRV  because  that  is  the  amount  the 
agency  proposed  as  a  "high"  or  "major 
source"  nutrient  content  claim.  Other 
comments  strongly  UTged  FDA  to  raise 
the  disqualifying  level  to  20  percent  of 
the  DRV  for  cholesterol  and  sodium. 

In  addition,  comments  from  industry 
and  a  Federal  agency  expressed  concern 
that  the  disqualifying  levels  for  fat, 
saturated  fat,  cholesterol,  and  sodium 
would  prevent  manufactiuers  from 
making  potentially  beneficial  health 
claims  on  food  that  could  assist 
consumers  in  making  dietary  changes. 
Some  of  the  comments  claimed  that  99 
percent  of  the  food  items  in  the 
categories  of  poultry,  meat,  and  fish  are 
disqualified  from  mentioning  the  health 
reasons  for  changes  in  consumption, 
despite  recommendations  from  dietary 
authorities  to  substitute  lean  chicken 
and  fish  for  meat.  Similarly,  the 
comments  argued  that  the  disqualifying 
levels  would  prevent  nearly  90  percent 
of  the  items  in  mixed  foods  (grain), 
ready-to-eat  cereal,  and  cheese 
categories  and  over  80  percent  of  the 
items  in  bread  and  cradters/salty  snacks 
categories  from  making  health  claims. 
One  comment  concluded  that  the 
disquahfying  levels  would  preclude 
many  foods  that  could  contribute  to  a 
better  diet  from  mentioning  truthful 
health  reasons  for  making  desirable 
substitutions,  even  where  there  is 
general  scientific  agreement  on  the 
desirability  of  these  changes. 

The  agency  agrees  that  the 
disqualifying  levels  for  fat,  saturated  fat, 
cholesterol,  and  sodium  should  not 
serve  as  impediments  to  providing 
consumers  with  important  information 
on  diet  and  health  by  precluding  health 
claims  for  major  food  groups,  such  as 
fish  and  whole  grain  cereals,  that  can  be 
significant  foods  in  a  balanced  and 
healthy  diet.  As  FDA  explained  earlier 
in  this  preamble  in  its  response  to 
comment  23  of  this  document.  Congress 
intended  that  FDA  establish 
disqualifying  levels  by  considering  the 
role  of  the  nutrients  in  food  in  a  way 
that  will  enhance  the  chances  of 
consumers  constructing  total  daily  diets 
that  meet  dietary  guidelines.  Thus  it 
would  not  be  appropriate  for  FDA  to 
establish  disqualifying  nutrient  levels 
that  would  be  so  stringent  that  major 


food  groups  that  have  an  appropriate 
place  in  a  healthful  diet  would  not 
qualify  for  health  claims. 

In  concert  with  the  Surgeon  General's 
recommendations,  USDA  and  DHHS 
provided  the  American  consumer  with 
food  guide  information  on  food 
selection  to  achieve  a  healthy  diet  in  the 
cxurent  edition  of  "Nutrition  and  Your 
Health,  Dietary  Guidelines  for 
Americans"  (Ref  7).  Most  recently. 
USDA  published  "USDA's  Food  Guide 
Pyramid"  (Ref.  29).  which  is  intended  to 
assist  consumers  in  putting  these 
dietary  guidelines  into  action.  The 
pyramid  booklet  provides  information 
on  dietary  moderation,  proportionality, 
and  variety  to  ensure  that  consumers  get 
the  nutrients  they  need  without  too 
many  calories  or  too  much  fat,  saturated 
fat.  cholesterol,  sodium,  sugar,  or 
alcohol.  The  pyramid  booklet  suggests  a 
range  of  daily  servings  from  five  major 
food  groups,  one  of  which  includes 
meat,  poultry,  fish,  dry  beans,  eggs,  and 
nuts.  As  the  comments  indicate,  a  very 
large  proportion  of  the  items  in  this  food 
group  would  exceed  one  or  more  of  the 
disqualifying  nutrient  levels. 
Consequently,  products  in  this  Ht)up 
would  not  be  permitted  to  bear  health 
claims  despite  recommendations  from 
dietary  authorities  to  choose,  for 
example,  fish,  lean  meat,  and  poultry 
without  skin  as  a  way  to  reduce  dietary 
fat  intake.  Accordingly,  the  agency  has 
decided  to  revise  the  disqualifying 
nutrient  levels  to  make  it  possible  for  a 
greater  variety  of  foods  in  all  food 
groups  that  are  consistent  with  dietary 
guidelines  to  bear  health  claims. 
FDA  developed  the  disclosure/ 
disqualifying  levels  for  fat,  saturated  fat, 
cholesterol,  and  sodium  to  ensure  that 
health  claims  are  not  made  for  foods 
that  contain  a  nutrient  in  an  amount 
that  makes  it  difficult  for  consumers  to 
comply  with  dietary  guidelines.  In 
developing  these  levels,  FDA  found  no 
ready  guidance  on  how  to  calculate 
them.  The  legislative  history  of  section 
403(r)(3)(A)(ii)  of  the  act  does  not 
suggest  what  amount  of  a  nutrient  in  a 
food  should  be  considered  as  the  limit 
to  ensure  compliance  with  dietary 
guidelines.  Furthermore,  current  dietary 
guidance  is  presented  in  terms  of  daily 
nutrient  intake  rather  than  intake  irom 
individual  foods. 

Thus,  in  the  absence  of  an  accepted 
means  for  deriving  the  levels  of 
nutrients  in  food  that  could  be 
considered  to  increase  the  risk  of 
disease,  FDA,  after  considering  the 
language  of  the  act  and  its  legislative 
history  and  based  on  the  agency's 
scientific  expertise,  arrived  at  a  tentative 
approach  that  was  based  on  the 
proposed  DRV's  and  available 


information  on  food  composition  and 
dietary  intake  patterns.  Tne  agency 
considered  that  a  consumption  pattern 
of  individual  foods  that  allowed  for  the 
intake  of  100  percent  of  the  DRV's 
would  not  increase  the  risk  of  diet- 
related  disease,  but  that  intakes 
resulting  in  the  consumption  of  200 
percent  of  the  DRV  would  do  so. 
Therefore,  an  amount  of  a  nutrient  that 
would  not  increase  the  risk  of  disease 
would  fall  somewhere  between  100 
percent  and  200  percent  of  the  DRV. 
Based  on  the  assumptions  that  diets 
generally  include  approximately  20 
food/beverage  items  per  day  (Refs.  8 
through  10).  and  that,  given  the  uneven 
distribution  of  nutrients  among  the  food 
categories,  only  about  half  of  the  foods 
consumed  during  a  day  will  contain  the 
nutrients  of  concern,  the  agency 
tentatively  concluded  that  an  increase 
in  risk  from  an  individual  food  was 
likely  to  result  if  it  contained  between 
10  and  20  percent  of  the  DRV  per 
serving  of  fat,  saturated  fat,  cholesterol, 
or  sodium. 

Based  on  food  composition  data 
available  to  the  agency,  FDA  evaluated 
tfie  kinds  and  types  of  foods  that  would 
be  disqualified  from  bearing  a  health 
claim  on  the  10. 15,  and  20  percent 
levels.  Based  on  this  evaluation,  FDA 
tentatively  concluded  that  15  percent  of 
the  DRV  represented  the  amount  of  the 
nutrients  in  question  that  increases  to 
persons  in  the  general  population  the 
risk  of  a  diet-related  disease  or  health- 
related  condition. 

After  reviewing  additional 
information  on  food  composition  (Ref. 
30)  and  the  comments  recommending 
that  the  disclosure/disqualifying  levels 
be  raised  from  15  to  20  percent  of  the 
DRV's,  FDA  is  persuaded  that  its 
approach  to  calculating  this  level 
should  be  modified.  FDA  acknowledges 
that  its  primary  concern  in  its  initial 
development  of  these  criteria  was  that 
foods  tnat  contain  levels  of  nutrients 
that  are  not  consistent  with  dietary 
recommendations  be  precluded  from 
making  a  health  claim.  However, 
comments  on  this  approach  strongly 
urged  that  FDA  also  ensure  that  types  of 
foods  that  are  consistent  with  dietary 
recommendations — or,  more 
specifically,  types  of  foods  whose 
increased  consumption  has  been 
promoted  in  dietary  recommendations- 
be  able  to  bear  claims  if  they  meet  the 
specified  definition  for  the  claim.  In 
other  words,  comments  argued  that  the 
disclosure/disqualifying  levels  should 
be  sufficiently  liberal  so  as  to  maximize 
the  number  of  foods  that  bear  claims 
and  to  allow  claims  on  foods  that  are 
generally  regarded  as  desirable 
components  of  an  overall  healthy  diet. 
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assuming  that  the  food  meets  the  basic 
definition  for  the  claim. 

Based  on  consideration  of  foods 
highhghted  by  the  comments  as  well  as 
on  a  review  of  the  food  composition 
data  available  to  the  agency,  FDA  agrees 
that  the  use  of  a  20  percent  DRV 
criterion  will  permit  foods  that  are 
appropriately  included  in  an  overall 
healthy  diet,  for  example  a  greater 
variety  of  bran  and  oat  breakfast  cereals 
or  legume  and  vegetable  products,  to 
bear  a  health  claim,  even  though  they 
would  not  have  been  permitted  to  do  so 
under  the  15  percent  DRV  criterion. 
Furthermore,  FDA  finds  compelling  the 
argument  made  in  comments  that  the 
criterion  for  "high"  levels  of  a  nutrient 
in  a  food  can  be  applied  not  only  as 
proposed  (i.e..  to  emphasize  the 
presence  of  a  nutrient  when  it  is 
considered  desirable)  but  also  can 
provide  a  consistent  and  appropriate 
basis  for  defining  the  levels  at  which  the 
presence  of  a  nutrient  may  be 
undesirable. 

FDA  acknowledges  the  debate  on  the 
issue  that  an  exact  level  is  not  readily 
identifiable  for  a  nutrient  in  a  food  that 
increases  the  risk  of  a  disease  or  health- 
related  condition  to  persons  in  the 
general  population.  With  levels  set  at  20 
percent  of  the  DRV's  for  fat.  saturated 
fat.  cholesterol,  and  sodium,  the 
question  arises  as  to  whether  there  are 
foods  included  among  those  containing 
20  percent  or  less  of  a  DRV  that  may 
lead  to  a  diet  inconsistent  with  dietary 
guidelines  for  maintaining  good  health. 
On  reconsideration,  the  agency  believes 
that  the  answer  is  no.  Since  the  primary 
consideration  from  dietary  guidance  for 
avoidance  of  disease  risk  focuses  on 
nutrient  composition  of  the  diet,  and 
since  there  is  no  generally  accepted  way 
to  extend  that  risk  to  the  multiplicity  of 
foods  that  may  be  selected  in  a  daily 
diet  while  remaining  consistent  with 
dietary  guidance,  the  agency  finds  that, 
taking  into  account  the  significance  of 
the  foods  in  question  (that  is,  foods  with 
20  percent  or  less  of  the  DRV  for  fat, 
saturated  fat,  cholesterol,  or  sodium)  in 
the  total  daily  diet,  it  is  appropriate  to 
adjust  the  disqualifying  levels  to  the 
higher  value  of  20  percent  of  a  DRV.  In 
doing  so,  the  agency  is  balancing  the 
availability  of  valid  information  against 
the  probability  that  food  with  that 
information  will  result  in  diets  that 
increase  the  risk  of  a  disease  or  health- 
related  condition.  FDA  believes  that,  in 
the  15  to  20  percent  range  for 
establishing  disqualifying  levels,  the 
importance  of  providing  health  claim 
information  is  greater  than  the 
possibility  that  risk  of  disease  will  be 
increased.  Above  20  percent,  however, 
the  agency  believes  that  that  risk  will 


increase  and  thus  section  403(r)(A)(ii)  of 
the  act  should  be  brought  to  bear. 
Therefore,  FDA  finds  diat,  if  a  food 
contains  more  than  20  percent  of  the 
DRV  for  fat,  saturated  fat,  cholesterol,  or 
sodium  (i.e.,  more  than  13  g  of  fat,  4  g 
of  saturated  fat.  60  mg  of  cholesterol,  or 
480  mg  of  sodium)  per  reference  amount 
customarily  consumed  or  per  label 
serving  size  it  may  not  bear  a  health 
claim  because  these  levels  in  an 
individual  food  can  lead  to  a  diet 
inconsistent  with  dietary  guidelines  for 
maintaining  good  health.  Moreover,  as 
explained  in  the  response  to  comment 
32  of  this  document,  if  a  food  that  has 
a  reference  amount  of  30  g  or  less  or  of 
2  tablespoons  or  less  contains  more  than 
20  percent  of  the  DRV  for  any  of  these 
nutrients  per  50  g  of  food,  it  may  not 
bear  a  health  claim  because  claims  on 
such  nutrient-dense  foods  would  be 
inconsistent  with  dietary  guidelines. 
c.  Increase  for  meals  ana  meal 
replacements. 

30.  Some  comments  suggested  that 
FDA  establish  separate  disqualifying 
levels  for  meal-type  products  at  25 
percent  of  the  DRV.  They  contended 
that  products  ordinarily  consumed  as 
meals  contribute  much  more  to  the  total 
diet  than  do  individual  foods.  The 
comments  argued  that  the  single-food 
disqualifying  levels  for  these  meal-type 
items  is  too  strict.  A  disqualifying  level 
of  25  percent  DRV  for  saturated  fat,  total 
fat.  sodium,  and  cholesterol  would 
ensure  that  persons  eating  three  meals  a 
day  plus  a  snack  would  not  exceed  100 
percent  DRV  of  any  nutrients  of 
concern. 

The  agency  agrees  that  single  food 
disqualifying  levels  are  too  strict  when 
applied  to  meal-type  products,  which 
contain  muhiple  servings  of  food. 
Because  disqualifying  levels  for  health 
claims  are  the  same  as  disclosure  levels 
for  nutrient  content  claims,  and  because 
both  are  derived  from  the  same  statutory 
standard  regarding  nutrient  levels  in 
amounts  that  increase  the  risk  of  a  diet- 
related  disease  in  the  general 
population,  the  definition  for 
disqualifying  levels  in  new 
§  101.14(a)(5)  has  been  revised  to  be 
consistent  with  comparable 
requirements  in  new  §  101.13  on 
disclosure  levels  for  nutrient  content 
claims  for  meal-type  products  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

FDA  is  now  providing  for  the 
definition  of  "meal  product"  in  new 
§  101.13(1)  and  "main  dish  product"  in 
new  §  101.13(m)  within  the  context  of 
providing  for  nutrient  content  claims. 
As  described  in  the  nutrient  content 
claims  final  rule,  the  agency  is  adopting 
different  criteria  for  nutrient  content 


claims  for  these  products  as  compared 
with  individual  foods.  The  definition 
for  a  "meal  product,"  which  is 
described  in  more  detail  in  the  nutrient 
content  claims  final  rule,  is  that:  (1)  It 
is  represented  as,  or  commonly 
understood  to  be,  a  dinner,  lunch, 
breakfast,  or  other  meal;  and  (2)  it  makes 
a  major  contribution  to  the  diet  by 
weighing  at  least  10  ounces  (per  labeled 
serving),  containing  at  least  3  different 
foods  from  at  least  2  of  4  food  groups, 
and  containing  not  less  than  40  g  of 
each  of  the  3  different  foods.  The 
definition  for  a  "main  dish  product"  is 
that:  (1)  It  is  represented' as  or  is  in  a 
form  commonly  understood  to  be  a 
main  dish,  and  (2)  it  weighs  at  least  6 
ounces  per  labeled  serving,  contains  at 
least  2  different  foods  from  2  of  4  food 
groups,  and  contains  not  less  than  40  g 
of  a  food  from  each  of  2  food  groups. 

FDA  has  considered  the  appropriate 
disclosure/disqualifying  level  for  main 
dish  and  meal  products.  As  mentioned 
above,  comments  have  suggested  that 
the  criterion  be  based  on  the  amount  per 
100  g  of  product.  Using  this  approach, 
the  amounts  used  for  individual  foods 
(i.e.,  13  g  of  total  fat,  4  g  of  saturated  fat, 
60  mg  cholesterol,  and  480  mg  sodium) 
would  be  the  amount  per  100  g  of  a 
meal  or  a  main  dish.  FDA  however 
notes  that,  on  this  basis,  a  meal 
weighing  10  ounces  (280  g)  would  be 
subject  to  disclosure/disqualification  if 
it  contained  approximately  36  g  of  fat  or 
55  percent  of  the  DRV.  A  single  meal 
product  weighing  12  ounces  (336  g) — 
not  an  uncommon  weight  for  a  meal — 
would  be  subject  to  disclosure/ 
disqualification  if  it  contained 
approximately  44  g  of  fat  or  about  67 
percent  of  the  DRV  for  total  fat.  If  it  is 
assumed  that  a  "meal"  constitutes  one- 
fourth  of  a  total  day's  nutrient/calorie 
rntake.  which,  if  anything  understates 
the  contribution  of  a  meal,  this  criterion 
is  seen  to  be  too  high  because  a  meal 
could  contribute  more  than  half  of  the 
total  amount  of  one  of  the  nutrients  in 
question  (i.e.,  fat.  saturated  fat. 
cholesterol,  or  sodium)  generally 
recommended  as  a  total  daily  intake  and 
yet  still  bear  a  health  claim. 

The  comments  received  offered  no 
approaches  other  than  use  of  the  "per 
100  g"  basis  relative  to  disclosure/ 
disqualifying  levels  for  main  dishes  and 
meals.  FDA.  therefore,  has  developed  an 
approach  that  extends  the  rationale  used 
for  individual  foods  to  main  dishes  and 
meals.  Specifically,  given  that  main 
dishes  and  meals  constitute  a  larger 
portion  of  the  diet  than  individual 
foods,  the  criterion  for  disclosure/ 
disqualification  for  main  dishes  and 
meals  should  be  a  greater  percentage  of 
the  DRV  than  for  individual  foods. 
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FDA  has  determined  that  criteria  of  30 
percent  of  the  DRV  as  a  disclosure/ 
disqualifying  level  for  main  dishes  and 
of  40  percent  of  the  DRV  as  that  level 
for  meals  are  appropriate.  Assuming  a 
typical  consumption  of  three  meals  and 
a  snack,  each  of  which  contain  40 
percent  of  the  DRV  for  a  particular 
disclosure/disqualifying  nutrient,  and 
foods  that  sometimes  accompany  meals 
such  as  beverages,  bread,  and  desserts 
that  contribute  an  additional  40  percent 
of  the  DRV  for  the  nutrient,  200  percent 
of  the  DRV  would  be  consumed  during 
the  day.  As  discussed  in  the  response  to 
comment  29  of  this  document,  FDA  has 
concluded  that  on  balance,  given  the 
benefits  and  the  probabilities  that  risk  of 
disease  will  be  increased,  a 
disqualifying  level  based  on  a  total 
dietary  intake  of  200  percent  of  the  DRV 
is  appropriate. 

Disclosure/disqualifying  levels  for 
main  dishes  are  appropriately  placed  at 
30  percent  because  it  is  likely  that 
consumption  levels  of  these  products  is 
between  the  level  for  individual  foods 
and  the  level  for  meals.  Therefore,  FDA 
has  set  the  criterion  at  30  percent  which 
is  between  the  20  percent  criterion  for 
individual  foods  and  the  40  percent 
criterion  for  meals.  Finally,  FDA's 
review  of  available  data  suggests  that 
these  criteria  have  practicaTapplication 
in  that  the  criteria  of  30  and  of  40 
percent  of  the  DRV  would  not  be  overly 
restrictive  (Ref.  35).  Accordingly,  the 
definition  of  disqualifying  nutrient 
levels  in  new  §  101.14(a)(5)  has  been 
revised  to  incorporate  these  changes  for 
meals  and  main  dish  products. 

31.  One  comment  from  a 
manufacturer  of  foods  for  special  dietary 
uses  suggested  that  the  proposed 
disqualifying  provisions  of  proposed 
§  101.14(a)(5)  should  not  apply  to  a 
formulated  product  presented  as  a  meal 
replacement  where  a  serving  provides 
one-fourth  to  one-third  of  the  daily 
nutrient  intake  based  on  calories. 
Rather,  the  comment  suggested  that  the 
disqualifying  levels  should  be  based  on 
the  amount  of  total  fat,  saturated  fat, 
cholesterol,  or  sodiimi  when  thearooimt 
of  any  of  these  substances  exceeds  the 
equivalent  portion  of  the  DRV  on  a 
caloric  basis.  For  example,  according  to 
the  comment,  a  meal  replacement  that 
provides  25  percent  of  the  daily  caloric 
intake  in  a  single  serving  should  have 
the  disquaUfying  levels  set  at  or  above 
25  percent  of  the  DRV's.  The  comment 
said  that  such  a  provision  would 
provide  a  standard  for  these  products 
consistent  with  the  regulation.  Each 
"serving"  of  the  formulated  product 
would  represent  an  entire  meal  and 
would  replace  several  servings  of 
conventional  food.  Establishing 


disqualifying  levels  on  this  basis,  the 
comment  said,  would  allow  consumers 
access  to  important  health  information. 
The  comment  suggested  that  the 
proposed  regulation  be  modified  to  read 
as  follows: 

Fonnulated  meal  replacement  products 
that  provide  25%  to  33-1/3%  of  the  daily 
caloric  intake  shall  be  disqualiHed  when  the 
level  of  fat,  saturated  fat,  cholesterol,  or 
sodium  exceeds,  on  a  caloric  basis,  the 
equivalent  portion  of  the  Daily  Reference 
Value  [21  CFR  101.9(c)(12)(i)). 

The  agency  acknowledges  the  point 
made  by  this  comment  that  a  meal 
replacement  product,  particularly  one 
that  is  a  food  for  special  dietary  use, 
may  be  sufficiently  different  from  a 
serving  or  amoimt  of  a  conventional 
food  to  warrant  a  diffierent  criterion  for 
disqualifying  nutrient  levels. 
Nevertheless,  the  agency  does  not 
beheve  that  it  is  appropriate  to  modify 
the  codified  language  as  recommended 
because  of  a  lack  of  essential 
information  needed  to  implement  the 
change.  Specifically,  where  the 
proposed  codified  language  applies  to 
"formulated  meal  replacement 
products,"  there  is  no  definition  or 
other  characterizing  information  that 
identifies  this  class  of  products. 

The  agency  published  proposed 
regulations  on  June  14, 1974,  to 
establish  a  nutritional  quality  guideline 
and  a  common  or  usual  name  for 
formulated  meal  replacements  (39  FR 
20905).  Subsequently,  however,  those 
proposals  were  withdrawn.  Although 
they  may  serve  as  a  basis  to  reconsider 
what  had  been  proposed,  a  significant 
number  of  changes  have  occurred  in  the 
intervening  18  years  with  regard  to  the 
regulations  and  policy  on  the  nutrient 
content  of  foods. 

For  example,  the  proposed  nutrition 
quality  guideline  regulation  defined  a 
fonnulated  meal  replacement,  in  part,  as 
a  product  that  supplies  a  minimum  of 
700  kilocalories  per  serving  (the  term 
"calorie"  has  the  same  meaning  as 
"kilocalorie"  in  the  text  that  follows), 
unless  the  product  is  represented  for  use 
in  a  reduced  calorie  diet  (39  FR  20905, 
Jime  14, 1974).  On  the  presumption  that 
a  meal  should  provide  at  least  25 
percent  of  daily  caloric  intake,  the  value 
of  700  calories  per  serving  was  derived 
from  a  proposed  intake  standard  of 
2,800  calories  per  day.  Subsequently,  as 
reflected  in  the  current  fortification 
poHcy  (21  CFR  104.20),  the  energy 
intake  standard  has  been  lowered  to 
2,000  calories  per  day.  This  value  is  the 
same  as  the  reference  caloric  intake  that 
FDA  used  in  determining  the  DRV's, 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  Accordingly,  the 
agency  advises  that  with  the  necessary 


steps  to  establish  a  definition  and 
nutrient  composition  and  nutrition 
quality  requirements  for  the  class  of 
"meal  replacement  products," 
particularly  those  that  are  foods  for 
special  dietary  use,  consideration  may 
be  given  to  providing  an  exception  to 
disqualifying  levels  for  that  class  of 
products. 

The  agency  has  examined  several 
products  currently  in  the  marketplace 
promoted  for  use,  among  other  things, 
as  either  a  "meal  replacement"  or  as  a 
"balanced  meal"  that  included  a 
formulated  ready-to-consume  fluid 
product  and  dry  mixes  for  addition  to 
fluid  milk  to  produce  an  "instant 
breakfast  drink."  The  former,  but  not  the 
latter,  type  product  bore  other  labeling 
for  use  of  the  product  to  either  lose  or 
gain  weight,  thus  classifying  the  product 
as  a  food  for  special  dietary  use.  A 
single  serving  of  the  ready-to-consume 
product  provides  360  calories,  whereas 
the  dry  mixes  provide  220  calories 
when  combined  with  8  fluid  ounces  of 
skim  milk.  From  nutrition  labeling 
information,  neither  type  of  product 
exceeds  the  disqualifying  levels  for  fat 
and  sodium  defined  in  new 
§  101.14(a)(5)  for  an  individual  food. 
From  the  list  of  ingredients  and  nutrient 
content  information  from  standard  data 
bases,  it  is  also  unlikely  that  either 
product  would  exceed  the  disqualifying 
levels  for  saturated  fat  or  cholesterol. 
Further,  it  appears  that  if  a  serving  of 
the  ready-to-consume  meal  replacement 
were  adjusted  to  increase  the  caloric 
yield  from  360  to  470  calories  per 
serving,  the  disqualifying  levels  for  fet, 
saturated  fat.  cholesterol,  and  sodium 
would  still  most  likely  not  be  exceeded. 
Although  this  assessment,  admittedly,  is 
extremely  limited  in  scope,  the  agency 
concludes  that  the  disqualifying  levels 
in  new  §  101.14(a)(5)  for  an  individual 
food  will  apply  to  a  product  promoted 
as  a  meal  replacement  until  a  more 
appropriate  requirement  is  established 
by  regulation, 
d.  Per  100  grams. 

32.  A  number  of  comments  from 
industry  and  from  other  Government 
agencies  objected  to  the  part  of  the 
proposed  definition  for  "disqualifying 
nutrient  levels"  in  proposed 
§  101.i4(a)(5)  that  tied  such  levels  to  the 
amount  of  fat,  saturated  fat,  cholesterol, 
or  sodium  "per  100  g."  One  comment 
asserted  that  100  g  means  nothing  to  the 
public  and  suggested  that  standardized 
serving  sizes  should  be  the  basis  of 
labeling.  Others  agreed  that  the  "per  100 
g"  criterion  is  unnecessary  with  the 
adoption  of  standardized  serving  sizes, 
which,  the  comments  asserted, 
effectively  eliminate  the  agency's 
concern  that  manufacturers  may 
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manipulate  serving  sizes  to  make  their 
products  appear  more  attractive.  One 
comment  cautioned  that  using  both  the 
100  g  and  serving  size  requirements 
risks  substantial  confusion. 

FDA  does  not  agree  that  a  weight- 
based  criterion  is  unnecessary.  The 
agency  notes  that  section 
403(r)(3)(B)(iii)  of  the  act  states  that  a 
claim  should  enable  the  public  to 
comprehend  the  information  in  a  claim 
and  understand  the  relative  significance 
of  that  information  in  the  context  of  a 
total  daily  diet  Because  certain  foods 
are  consumed  in  small  amounts  and 
thus  have  small  serving  sizes,  it  is 
possible  that  a  food  dense  in  a  nutrient 
such  as  fat  or  sodium  could  qualify  for 
a  health  claim  because  the  serving  size 
of  the  food  is  so  small  that  there  is  not 
a  sufficient  amount  of  the  nutrient 
present  to  disqualify  the  food. 
Accordingly,  the  nutrient  density,  or 
weight-based,  criterion  was  developed 
to  deal  with  foods  with  small  serving 
sizes  that  may  be  consumed  more 
freouently  than  once  a  day. 

However,  the  food  itself  could  be 
inconsistent  with  dietary  guidelines  in 
that  it  has  been  identified  as  a  food  to 
be  limited  in  the  diet  "Nutrition  and 
Your  Health:  Dietary  Guidelines  for 
Americans"  (Ret  7)  states  that  certain 
types  of  foods  high  in  fat,  for  instance, 
should  be  limited  in  the  diet  without 
regard  to  the  amounts  typically 
consumed  in  a  single  serving. 
Furthermore,  the  recommendations 
provided  in  "USDA's  Food  Guide 
Pyramid"  (Ref.  29)  are  consistent  with 
the  guidance  to  limit  the  intake  of 
certain  types  of  foods  regardless  of 
serving  size.  Claims  on  such  foods 
would  promote  their  consumption  and, 
thus,  fail  to  set  the  food  in  its  proper 
dietary  context. 

Therefore,  FDA  has  concluded  that 
criteria  for  health  claims  based  solely  on 
serving  size  would  be  inconsistent  with 
dietary  guidance  and  would  fail  to 
respond  to  section  403(r)(3)(B)(iii)  of  the 
act,  which  requires  that  the  claim  set  the 
food  properly  in  the  context  of  the  diet. 
This  conclusion  is  supported  by  the 
comments  to  the  docket  discussed  in  the 
response  to  comment  87  of  this 
document,  which  stated  that  health 
claims  should  be  prohibited  on  foods 
that  are  inconsistent  with  a  sound 
dietary  pattern.  Moreover,  claims 
intended  to  promote  the  consumption  of 
a  food  that  appear  on  a  food  that  is 
inconsistent  with  dietary  guidelines 
could  be  misleading  to  consumers  under 
section  403(a)  of  the  act  and.  thus,  such 
claims  are  inappropriate. 

However,  the  agency  has  concluded 
that  the  weight-based  criterion  is  only 
needed  for  foods  with  small  serving 


sizes  that  include  those  foods  with 
reference  amounts  of  30  g  or  less  or  2 
tablespoons  or  less.  For  foods  with 
reference  amounts  above  30  g  or  2 
tablespoons,  the  per  label  serving  size  or 
per  reference  amount  customarily 
consumed  criteria  are  sufficient  to 
prevent  nutrient-dense  foods  from 
bearing  health  claims. 

Accordingly,  FDA  has  provided  for  a 
weight-based  criterion  in  addition  to  the 
criterion  that  specifies  the  amount  of 
nutrient  present  per  reference  amount 
customarily  consumed  and  per  label 
serving.  The  weight-based  criterion 
precludes  claims  on  nutrient-dense 
foods  and  would  qualify  for  a  health 
claim  solely  because  they  have  very 
small  serving  sizes. 

A  weight-based  criterion  for  foods 
with  small  serving  sizes  is  also  used 
with  nutrient  content  claims,  which  are 
discussed  in  a  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  As  discussed  in  that 
document,  comments  to  the  nutrient 
content  claims  proposal  stated  that 
basing  the  criterion  on  per  100  g  may  be 
overly  restrictive.  These  comments 
pointed  out  that  the  per  100-g  criterion 
precludes  claims  on  foods  that  are 
consistent  with  dietary  guidelines,  such 
as  whole  grains  and  cereals.  Alternative 
and  less  restrictive  criteria  were 
suggested  including  a  criterion  based  on 
50  g  rather  than  100  g.  As  discussed  in 
the  nutrient  content  claims  finaljoile, 
FDA  has  been  persuaded  that  it  is 
appropriate  to  use  50  g  rather  than  100 
g  as  the  weight-based  criterioa. 

To  ensure  that  its  treatment  of 
disqualifier  and  disclosure  levels  is 
consistent,  FDA  has  reexamined  the 
100-g  criterion  for  use  with  health 
claims.  Data  analyses  (Ref.  31) 
demonstrate  that  changing  from  100  g  to 
50  g  and  applying  the  criterion  only  to 
foods  with  small  serving  sizes  allows  a 
number  of  foods  that  would  otherwise 
have  been  precluded  from  bearing  a 
claim  and  that  are  consistent  with 
dietary  recommendations,  such  as 
certain  cereals  and  whole  grains  as  well 
as  fish  and  milk  products,  to  qualify  for 
health  claims.  Moreover,  such  a  change 
would  allow  only  a  few  foods  that  are 
inconsistent  with  dietary  guidelines  to 
bear  claims.  Therefore,  to  provide  for 
claims  that  are  consistent  with  dietary 
guidance,  FDA  is  providing  for  a 
weight-based  criterion  for  foods  with 
small  serving  sizes  based  on  per  50  g 
rather  than  per  100  g.  In  addition,  for 
dehydrated  foods  that  must  have  water 
added  to  them  prior  to  typical 
consumption,  the  per  SO-g  criterion 
refers  to  the  "as  prepared"  (that  is. 
hydrated)  form. 


The  agency  also  disagrees  that  using 
three  criteria,  nutrient  density,  reference 
amount  customarily  consumed,  and 
label  serving  size,  to  determine 
disqualifying  levels  runs  the  risk  of 
confusing  consumers.  The 
determination  as  to  whether  a  food 
contains  a  disqualifying  level  of  a 
nutrient  is  not  discussed  on  the  label  or 
in  labeling.  Thus,  there  is  no  basis  on 
which  a  consumer  could  be  confused, 
e.  Relevant  nutrients. 
i.  Fat  and  saturated  fat. 

33.  One  comment  recommended  that 
in  conjunction  with  the  health  claim  on 
skim  milk  and  1  percent  lowfat  milk, 
the  agency  requires  that  the  products 
display  a  statement  that  "whole  milk  is 
more  appropriate  for  the  growth  and 
development  of  children  under  two 
years  who  are  drinking  milk."  The 
comment  noted  that  children  in  this  age 
group  require  an  adequate  amount  of  fat 
in  their  diet  for  proper  growth  and 
development 

FDA  does  not  believe  that  skim  and 
lowfat  milk  should  be  required  to  bear 
the  suggested  statement.  The  health 
claim  about  calcium  and  osteoporosis  is 
directed  primarily  to  those  individuals 
with  known  family  histories  of 
osteoporosis  and  to  adolescent  and 
young  adult  Caucasian  and  Asian 
American  women.  Such  claims  are  not 
directed  to  children.  In  fact,  health 
claims  are  prohibited,  except  in  very 
limited  circumstances,  wherever  a  food 
is  represented  or  purports  to  be  for 
infants  and  toddlers  less  than  2  years  of 
age.  Therefore,  FDA  rejects  the  request 
in  this  comment. 

34.  Some  comments  asserted  that  the 
disqualifying  levels  for  fat  and  satiirated 
fat  were  too  high  and  should  be 
lowered. 

The  agency  disagrees  with  this 
contention.  Absent  a  showing  to  the 
contrary,  and  the  comments  did  not 
contain  such  a  showing,  the  agency  has 
no  basis  to  find  that  levels  in  a  food  of 
fat  and  saturated  fat  of  less  than  15 
percent  of  the  respective  DRVs  increase 
the  risk  of  a  diet-related  disease. 
Further,  as  explained  above,  FDA  has 
reassessed  the  issue  and  concluded  that 
the  disqualifying  levels  for  fat  and 
saturated  fat  should  be  raised  to  20 
percent  of  their  DRV's.  The  agency  finds 
that  this  decision  is  consistent  with 
dietary  recommendations  to  limit 
energy  intake  from  fat  and  saturated  fat 
to  30  and  10  percent  of  calories, 
respectively.  Accordingly,  the  agency 
rejects  the  comment's  recommendation. 

35.  One  comment  stated  that  the 
disqualifying  regulations  for  fats  and 
saturated  fats  should  be  adjusted  to 
refiect  the  use  of  reduced  calorie  novel 
fats  and  fat  replaoers.  The  comment 
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explained  that  products  employing 
novel  fats  should  be  eligible  to  display 
a  lipid  and  cardiovascular  health  claim 
consistent  with  other  requirements  for 
this  claim.  The  comment  asserted  that 
the  identity  of  fat  should  be  limited  to 
those  materials  that  do  in  fact  provide 
measurable  bioavailable  fatty  acids  and 
calories.  The  comment  asserted  that 
fatty  acid  containing  fat  substitutes  that 
are  essentially  nondigestible  do  not 
qualify  as  fats  and  should  be  treated 
•separately.  The  comment  stated  that  the 

auantity  of  fat  should  be  determined  by 
le  amount  of  bioavailable  fatty  acids 
that  such  a  fat  substitute  contains.  This 
approach,  the  comment  said,  would 
provide  a  common  basis  for  quantifying 
the  fat  equivalence  of  novel  fats  as  well 
as  mono-  and  diglycerides, 
phospholipids,  and  "natural"  fats  of 
limited  digestibility.  Under  it,  total  fat 
could  be  quantified,  and  fatty  acid  type 
could  be  expressed  as  the  triglyceride 
equivalent  of  the  bioavailable  fatty  acid 
fraction.  For  the  novel  fats,  the  average 
characterizing  bioavailability  could  be 
established  by  the  manufacturer  and 
submitted  to  FDA  as  part  of  a  petition 
for  regulatory  food-use  approval. 
Application  of  a  "bioavailability"  index 
for  fats  would  be  similar  to  the  use  of 
the  Protein  Digestibility  Corrected 
Amino  Acid  Score  or  Protein  Efficiency 
Ratio  used  to  characterize  proteins  and 
of  the  bioequivalence  values  assigned  to 
vitamin  products. 

The  agency  does  not  disagree  with  the 
comment's  main  point  that  the  quantity 
of  fat  in  a  product,  which  determines 
whether  a  claim  can  be  made,  should  be 
determined  by  the  amount  of 
bioavailable  fatty  acids  that  the  product 
contains.  Total  fat  content  is  a  part  of 
nutrition  information  mandated  by 
section  403(q)(l)(D)  of  the  act.  Thus,  any 
claim  (i.e.,  a  health  claim  or  nutrient 
content  claim)  based  on  fat  content  must 
be  based  on  the  amount  of  fat  declared 
in  the  nutrition  label.  How  total  fat 
content  is  determined  is  addressed  in 
•   the  regulation  on  mandatory  nutrition 
labeling,  new  §  101.9.  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  Thus,  the  agency  sees  no  need 
to  provide  for  a  separate  method  in  the 
health  claims  regulation  for  purposes  of 
declaring  whether  a  food  contains  a 
disqualifying,  or  a  qualifying,  level  of 
fat. 

The  agency  advises  that  any  proposal 
to  modify  the  methods  for  determining 
the  total  fat  and  fatty  acid  content  of  a 
food  may  be  submitted  as  a  petition  to 
amend  new  §  101.9.  Moreover,  as 
explained  in  the  final  rule  on  mandatory 
nutrition  labeling,  when  seeking 
approval  from  the  agency  for  use  of  a  fat 
replacer  or  novel  fat  in  food,  the 


petitioner  should  include  information 
on  the  caloric  value  and  macronutrient 
content  of  the  ingredient.  Nutrient 
content  requirements  for  health  claims 
will  be  subject  to  the  appropriate 
requirements  for  nutrition  labeling  and 
any  other  related  regulation, 
ii.  Cholesterol. 

36.  Many  comments  expressed 
support  for  the  proposed  cholesterol 
disqualifying  levels.  One  Federal  agency 
objected  to  the  proposed  cholesterol 
disqualifying  level  which,  it  contended, 
appears  to  be  based  on  behavioral 
assumptions  about  consumption 
patterns  that  are  not  borne  out  by  USDA 
data.  Another  comment  lu^ed  that  FDA 
raise  the  disqualifying  level  for 
cholesterol  to  one-third  of  the  DRV. 

As  discussed  in  detail  above,  FDA  has 
reassessed  the  disqualifying  levels  for 
cholesterol,  fat.  saturated  fat.  and 
sodium.  The  agency  has  concluded  that 
the  levels  for  all  4  can  be  set  at  20 
percent  of  the  DRV's.  Accordingly, 
having  concluded,  for  the  reasons  set 
out  previously,  that  a  nutrient  level  in 
excess  of  20  percent  of  the  DRV  for  each 
of  the  4  disqualifying  nutrients  is 
associated  with  an  increased  risk  of  a 
diet-related  disease  or  health-related 
condition,  the  agency  rejects  the 
recommendation  that  the  disqualifying 
level  for  cholesterol  be  raised  to  one- 
third  of  the  DRV. 
iii.  Sodium. 

37.  Some  comments  challenged  FDA's 
decision  to  set  a  disqualifying  level  for 
sodium.  One  of  these  comments  noted 
that  it  was  FDA  and  not  Congress  that 
identified  sodium  as  a  nutrient  of 
concern  because  sodium,  hke  fat, 
satiuated  fat,  and  cholesterol,  has  been 
"associated  with  increased  risk  of 
disease."  Several  comments  asserted 
that  there  is  a  lack  of  significant 
scientific  agreement  on  a  link  between 
dietary  sodium  and  hypertension. 

One  comment  cited  reports  by  the 
Surgeon  General  and  others  as  proof  of 
the  divided  and  inconclusive  opinions 
of  experts  in  the  field.  Furthermore,  the 
comment  charged  that  FDA  had  failed  to 
independently  analyze  the  results  of  the 
INTERSALT  study,  which,  the  comment 
alleged,  refutes  the  traditional  sodium- 
hypertension  hypothesis. 

Another  comment  submitted 
published  studies  that  it  claimed 
supported  the  comment's  position  that 
there  is  no  rational  basis  for  concluding 
that  any  single  food  contains  sodium 
"in  an  amoiuit  which  increases  to 
persons  in  the  general  population  the 
risk  of  a  disease  or  health-related 
condition  which  is  diet  related,"  and 
that  "FDA  has  absolutely  no  statutory  or 
scientific  basis  by  which  to  establish 
any  disqualifying  level  for  sodium." 


One  comment  warned  that  a  final 
decision  by  FDA  to  set  such  a  level 
without  proper  regard  to  conflicting 
scientific  data  would  not  meet  the 
statutory  requirements  of  sections 
403(r)(3)(A)(ii)  or  403(r)(2)(B){ii)  of  the 
act  governing  the  establishment  of 
disqualifying  and  disclosure  nutrient 
levels  and  would  clearly  constitute 
arbitrary  and  capricious  rulemaking. 

The  agency  disagrees  with  the 
contention  that  sodium  has  not  been 
associated  with  increased  risk  of 
disease.  As  explained  in  detail  in  the 
specific  health  claim  document  on  this 
subject  that  is  published  elsewhere  in 
this  issue  of  the  Federal  Register,  the 
available  data,  including  the 
INTERSALT  study,  establish  that 
dietary  sodium  intake  is  associated  with 
hypertension.  This  discussion  is 
referenced.  For  example,  "Dietary 
Guidelines  for  Americans"  (Ref.  7) 
states: 

Many  American  diets  have  too  many 
calories  and  too  much  fat  (especially 
saturated  fat),  cholesterol,  and  sodium.  *  *  * 
Such  diets  are  one  cause  of  America's  high 
rates  of  obesity  and  certain  diseases — heart 
disease,  high  blood  pressure,  stroke,  diabetes^ 
and  some  forms  of  cancer. 

FDA  is  convinced  not  only  of  the 
scientific  soundness  of  the  sodium/ 
hypertension  health  claim  but  also  of 
the  appropriateness  of  a  disqualifying 
level  for  sodium. 

38.  One  comment  suggested  that  it 
would  be  appropriate  to  include  on  the 
label  of  a  food,  in  immediate  proximity 
to  any  health  claim,  information  on  the 
sodium  content  (such  as  that  required 
by  new  §  101.13(h)  published  elsewhere 
in  this  issue  of  the  Federal  Register), 
thus  benefitting  the  small  segment  of  the 
population  for  which  sodium  may  be  of 
concern,  while  providing  a  health 
message  that  could  potentially  benefit  a 
much  larger  population. 

FDA  recognizes  that  there  may  be  a 
number  of  different  ways  to  display 
selected  information,  like  sodium 
content,  to  meet  various  consumer 
needs  or  preferences.  Although  a 
display  of  sodium  content  information 
like  that  recommended  by  the  comment 
may  benefit  a  certain  segment  of  the 
population,  the  1990  amendments  do 
not  provide  the  agency  with  authority  to 
require  for  health  claims  the  type  of 
nutrient  disclosure  required  for  nutrient 
content  claims  by  new  §  101.13(h).  That 
regulation  derives  from  section 
403(r)(2)(B)(ii)  of  the  act  which  states 
that  if  a  food  that  bears  a  nutrient 
content  claim  that  increases  to  persons 
in  the  general  population  the  risk  of  a 
disease  or  health-related  condition,  the 
claim  shall  also  identify  such  nutrient. 
Under  thpse  same  circumstances. 
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however,  the  1990  amendments  do  not 
permit  a  health  claim  to  be  made.  The 
regime  by  which  nutrient  content  claims 
are  made  is  different  than  that  for  health 
claims. 

The  agency  points  out.  nevertheless, 
that  any  food  with  a  health  claim  will 
also  bear  nutrition  information  listing 
sodium  and  other  nutrient  content. 
Although  the  information  on  sodium 
content  may  not  be  displayed  as 
conveniently  or  prominently  as  that 
recommended  by  the  comment,  it  will, 
nevertheless,  be  readily  accessible  on  a 
product's  label. 

39.  Other  comments  called  for  a 
higher  disqualifying  level  for  sodium. 
One  comment  argued  that  the  decision 
to  set  the  sodium  disqualifying  level  at 
15  percent  of  the  DRV  is  not  as  solidly 
based  as  the  disaualifying  levels  for  fat, 
saturated  fat,  ana  cholesterol.  The 
comment  further  concluded  that 
because  much  of  the  sodium  in  the 
American  diet  is  concentrated  in  a  few 
products,  a  product  containing  20 
percent  of  the  DRV  for  sodium  (480  mg) 
could  easily  be  incorporated  into  a  diet 
without  increasing  the  risk  of 
hyp>ertension.  Another  comment  agreed 
that  the  proposed  sodium 
disqualincation  levels  are  too  strict  and 
noted  that  many  breads  would  be 
restricted  from  making  any  health 
claims  if  the  proposed  level  is  adopted. 

Another  comment  urged  that  FDA 
raise  the  disqualifying  level  for  sodium 
to  one-third  of  the  DRV.  The  comment 
warned  that  setting  such  a  low 
disqualifying  level  as  15  percent  of  the 
DRV  for  sodium  would  discourage 
manufacturers  from  producing  lowfat 
products,  because  salt  is  required  to 
improve  the  taste,  and  thus  the 
marketability,  of  many  such  lowfat 
products. 

As  discussed  previously  in  this 
section,  FDA  has  reassessed  its  analysis 
for  defining  disqudifying  levels  and 
determined  that  the  levels  can  be  set  for 
sodium  and  the  3  dietary  lipids  at  20 
percent  of  the  DRV's.  Having  concluded 
that  nutrient  levels  greater  than  20 
percent  of  the  DRV's,  including  that  for 
sodium,  increase  the  risk  of  diseases  or 
health-related  conditions  that  are  diet 
related,  FDA  rejects  the 
recommendation  that  the  disqualifying 
level  for  sodium  be  set  at  one-third  of 
that  nutrient's  DRV. 
f.  Exception  from  disqualification. 
40.  Some  comments  stated  that 
exceptions  to  the  disqualifying  levels 
should  not  be  granted.  Other  comments 
urged  FDA  to  consider  requests  for 
exemptions  from  the  disqualifying 
levels  only  on  a  case-by-case  basis,  and 
only  when  virtually  all  foods  containing 
significant  levels  of  the  nutrient  would 


otherwise  be  disqualifled.  One  of  these 
comments  asserted  that  none  of  the 
currently  proposed  health  claims  would 
warrant  an  exception.  Furthermore, 
many  of  the  comments  suggested  that  if 
FDA  did  grant  an  exception,  a  statement 
disclosing  the  level  of  the  disqualifying 
nutrient  should  appear  prominently 
next  to  the  health  claim. 

The  agency  disagrees  with  those 
comments  recommending  that 
exceptions  to  the  disqualifying  levels 
should  not  be  granted.  Similarly,  it  is 
not  convinced  that  the  only  basis  to 
permit  exceptions  is  when  virtually  all 
foods  containing  signiBcant  levels  of  the 
health  claim  nutrient  would  be 
disqualiRed.  Section  403(r)(3)(A)(ii)  of 
the  act  provides  the  Secretary  (and  FDA. 
by  delegation)  discretionary  authority  to 
permit  a  claim  for  a  food  that  would 
otherwise  be  disqualified  if  the 
Secretary  determines  that  the  claim 
would  assist  consumers  in  maintaining 
healthy  dietary  practices.  The  agency  is 
prepared  to  consider  Whatever 
arguments  may  be  brought  to  bear  with 
respect  to  a  particular  claim  or  with 
respect  to  a  particular  nutrient  as  to  why 
an  exception  to  a  disqualifying  level 
should  oe  granted.  Thus,  the  agency  is 
not  prepared  to  limit  its  discretion  in 
the  manner  suggested  by  several  of  the 
comments. 

If  an  exception  to  the  disqualifying 
levels  is  authorized,  section 
403(r)(3)(A)(ii)  of  the  act  speciBes  that 
the  label  of  the  product  contain  a 
disclosure  of  the  type  required  by 
section  403(r)(2)(B)(ii)  of  the  act.  Thus, 
the  disclosure  will  have  to  be  made 
prominently  and  in  immediate 
proximity  to  the  claim.  It  will  have  to 
identify  the  nutrient,  and  it  will  have  to 
refer  the  consumer  to  the  labeling  panel 
where  nutrition  information  may  be 
found. 

41.  Other  comments  urged  the  use  of 
discretion  in  permitting  health  claims 
for  foods  in  cases  where  such  claims 
would  assist  consumers  in  maintaining 
healthy  dietary  practices.  Oils  and 
margarine  were  cited  as  examples  of 
foods  for  which  exceptions  should  be 
made  to  provide  consumers  with 
information  on  the  health  reasons  for 
choosing  oils  that  are  lower  in  saturated 
fat,  because  all  oils  exceed  the 
disquahfying  level  of  11.5  g  of  fat  One 
comment  emphasized  the  importance  of 
focusing  on  the  type  of  fat  in  the  fats 
that  are  consumed  and  concluded  its 
comment  by  suggesting  that  FDA  could 
address  its  concern  about  total  fat  by 
requiring  a  clear  message  on  such 
products  that  consumers  should 
consume  less  fat. 

The  agency  intends  to  use  discretion 
in  permitting  health  claims  that 


encourage  certain  dietary  practices 
generally  recognized  by  the  public 
health  community  as  being  consistent 
with  guidelines  for  maintaining  and 
promoting  good  health.  FDA 
acknowledges  that  "Dietary  Guidelines 
for  Americans"  (Ref.  7),  while 
recommending  that  diets  low  in  fat  be 
chosen,  also  provides  advice  on  how 
certain  fats  and  oils  used  sparingly  can 
assist  the  consumer  in  maintaining  a 
relatively  low  saturated  fat  intake. 
Although  fats  and  oils  obviously  exceed 
the  disqualifying  level  for  fat,  section 
403(r)(3)(A)(ii)  of  the  act  does  permit 
exceptions,  as  discussed  previously. 
Accordingly,  FDA  is  willing  to  consider 
a  petition  that  provides  a  basis  for 
excepting  certain  fats  and  oils  based  on 
compositional  or  other  characteristics 
from  being  disqualified  from  bearing  a 
particular  health  claim. 

42.  A  number  of  comments  asked  that 
FDA  exempt  milk  and  other  dairy 
products  from  the  disqualifying  levels 
for  fat  and  saturated  fat.  One  comment 
noted  that  dairy  products  contribute 
76.8  percent  of  the  dietary  calcium  in 
the  food  supply,  yet  contribute  only  20 
percent  of  the  saturated  fats  and  12 
percent  of  the  total  fat.  The  comment 
contended  that  allowing  only  fat- 
reduced  dairy  products  to  make  a 
calcium/osteoporosis  claim  would  be 
misleading  to  those  individuals  who 
prefer  whole  milk  to  reduced-fat  milk. 
While  milk  and  other  dairy  products 
do  in  fact  contribute  a  large  percentage 
of  the  daily  supply  of  calcium,  the 
agency  noted  in  the  preamble  to  the 
proposed  regulations  that  lowfat  and 
skim  milk  will  be  able  to  bear  a  health 
claim  under  proposed  §  101.14(a)(5),  as 
will  many  products  made  from  these 
reduced-fat  milks.  FDA,  therefore, 
cannot  conclude  that  an  exception  for 
whole  milk  and  other  dairy  products 
that  exceed  the  fat  disqualifying  level 
would  assist  consumers  in  maintaining 
healthy  dietary  practices. 


m.  Preliminary  Requirements  for  a 
Qaim 

FDA  proposed  several  criteria  In 
proposed  §  101.14(b)  that  would  have  to 
be  met  before  a  substance  would  qualify 
to  be  the  subject  of  a  health  claim.  These 
criteria  reflect  not  only  the  requirements 
of  section  403(r)  of  the  act  but  also  the 
fact  that  FDA  is  charged  with  ensuring 
that  the  food  supply  is  safe,  and  that  the 
food  label  is  not  misleading.  Given  that 
agency  evaluations  of  the  validity  of  a 
health  claim  will  be  resource  intensive. 
FDA  proposed  not  to  make  such  an 
evaluation  unless  a  petition  for  a  health 
claim  demonstrates  that  the  preliminary 
requirements  are  met. 
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A.  Effect  on  General  Population 
As  proposed.  §  101.14(bKl)  stated: 

The  substance  must  be  associated  with  a 
disease  or  health-related  condition  for  which 
the  general  U.S.  population,  or  an  identified 
U.S.  population  subgroup  (e.g..  the  elderly)  is 
at  risk,  or,  alternatively,  the  petition 
submitted  by  the  proponent  of  the  claim 
otherwise  explains  the  prevalence  of  the 
disease  or  health  related-condition  in  the 
U.S.  population  and  the  relevance  of  the 
claim  in  the  context  of  the  total  daily  diet 
and  satisfies  the  other  requirements  of  this 
section. 

43.  Several  comments  endorsed,  or 
advised  that  there  was  no  objection  to, 
the  agency's  preliminary  requirement  in 
proposed  §  101.14(b)(1).  Some  of  these 
comments  stressed-that  the  agency 
should  always  interpret  this  provision 
with  flexibility.  One  comment  asked  for 
clarification  as  to  whether  a  proven 
substance-disease  claim  would  be 
allowed  if  the  affected  population  was 
few  in  niunber  or  not  readily 
identifiable  as  a  subpopulation  (e.g.. 
vitamin  D  insufficiency  in  an  undefined 
population  group). 

FDA  intends  to  apply  a  flexible 
approach  in  interpreting  this  provision. 
The  proposed  alternative  aspect  of  the 
provision,  which  would  permit 
petitioners  to  explain  the  prevalence  of 
the  disease  or  health-related  condition 
in  the  U.S.  population  end  the  relevance 
of  the  claim  in  the  context  of  the  total 
daily  diet,  evidences  a  determination  by 
FDA  to  disqualify  as  few  proposed 
claims  as  possible  under  this  provision. 
However,  if  a  proposed  claim  is 
ultimately  authorized  by  FDA  that 
involves  an  affected  population  that  is 
few  in  number,  that  net  will  have  to  be 
declared  in  the  labeling  in  conjunction 
with  the  claim.  Where  the  affected 
population  is  not  readily  identifiable, 
information  about  the  prevalence  of  the 
'disease  or  health-related  condition  in 
the  U.S.  population  wrill  be  a  material 
fact  and  thus  will  have  to  be  provided 
in  conjimction  with  the  claim  if  the 
claim  is  not  to  misbrand  the  product. 

As  explained  previously  in  this 
preamble  (see  comment  2  of  this 
document).  FDA  does  not  believe  that 
the  1990  amendments  pertain  to  claims 
about  diseases  resulting  solely  &t>m 
classical  deficiencies  of  vitamins  and 
essential  minerals.  Thus,  for  example,  a 
claim  about  the  benefits  of  vitamin  D  in 
reducing  the  risk  of  rickets,  if  not 
representing  the  product  as  a  drug. 
Dwds  no  preclearanoe  under  the 
provisions  of  new  §  101.14.  However, 
such  claims  must  be  truthful  and  not 
misleading.  In  view  of  the  fact  that  v«y 
few  people  are  at  risk  of  vitamin  D 
deficiency  disorders,  a  claim  about  the 
benefits  of  vitamin  D  in  preventing 


vitamin  D  insufficiency  woiild  be 
misleading  where  the  claim  does  not 
explain  that  few  individuals  in  the 
United  States  are  at  risk  of  such 
insufficiency.  Further,  the  claim  would 
need  to  be  more  specific  about  the 
affected  population  to  be  adequately 
informative.  For  example,  the  claim 
might  advise  that  althou^  the  vast 
majority  of  the  U.S.  population  is  not  at 
risk  for  vitamin  D  deficiency  disorders, 
the  vitamin  may  be  effective  in  reducing 
the  risk  of  vitamin  D  deficiency 
problems  in  some  segments  of  the 
elderly  who  are  house-bound  for 
prolonged  periods  and  are  not  exposed 
to  simUght. 

B.  Components  of  Food  within  the 
Context  of  a  Daily  Diet 

New  §  101.14(b)(2)  and  {b)(3){i) 
contain  provisions  requiring  that  the 
substance  be  a  component  of  food.  If  the 
substance  is  present  at  decreased  dietary 
levels,  under  new  §  101.14(b)(2).  it  must 
be  a  nutrient  that  is  required  to  be 
included  in  nutrition  labeling  (e.g.. 
cholesterol,  total  hi).  If  the  substance  is 
present  at  other  than  decreased  dietary 
levels,  under  new  §  101.14(bM3)(i).  it 
must  contribute  taste,  aroma,  or 
nutritive  value,  or  any  technical  effect 
listed  in  §  170.3(o)  to  the  food,  and  must 
retain  that  attribute  when  consumed  at 
levels  that  are  necessary  to  justify  a 
claim. 

1.  General 

44.  One  comment  s\iggested  that  FDA 
predetermine  for  each  nutrient 
appearing  in  an  approved  health  claim 
a  level  below  which  the  nutrient  is 
considered  to  be  present  in  the  context 
of  the  total  daily  diet  and  above  which 
the  nutrient  is  considered  to  be  present 
at  therapeutic  levels. 

FDA  does  not  believe  that  it  is 
practicable  or  appropriate  for  the  agency 
to  attempt  to  identify  any  single  nutrient 
level  as  a  boimdary  between  those  levels 
that  are  within  the  context  of  the  daily 
diet  and  those  which  are  therapeutic. 
The  agency  simply  does  not  have 
sufficient  resoiuces  to  devote  to  the 
suggested  determinations  without 
unduely  sacrificing  resources  from  other 
high  priority  regulatory  matters.  Instead, 
FDA  believes  that  it  is  more  appropriate 
that  the  burden  be  upon  the  petitioner 
to  demonstrate  that  the  claimed  effect 
actually  can  be  achieved  through 
consumption  of  dietary  levels  of  the 
substance.  At  such  levels,  the  presence 
of  therapeutic  effects  should  not  be  at 
issue. 

2.  Section  101.14(b](3](i) 

45.  Some  comments  stated  that  the 
eligibility  restrictions  on  the  term 


"substance"  in  proposed 
$  101.14(b)(3)(i)  are  too  restrictive  and 
asked  that  they  be  removed.  One 
comment  asserted  that  the  agency  is 
creating  needless  proced^.j'ar  confusion 
by  having  a  broad  definition  of  the  term 
"substance"  in  proposed  §  101.14(a)(2). 
which  it  then  immediately  narrows  in 
proposed  §  101.14(b)(3)(i.».  A  few 
comments  contended  that,  if  FDA 
retains  the  food  eligibility  restrictions  in 
the  final  rule,  the  agency  should  permit 
a  broader  interpretation  of  what 
constitutes  food.  Another  comment 
stated  that  although  the  phrase  "taste, 
aroma,  or  nutritive  value"  is  borrowed 
from  the  Seventh  Circuil's  opinion  in 
Nutrilab  Inc.  v.  Schweiker,  713  F.2d 
335.  338  (7th  Or.  1983),  the  coiut  noted 
in  that  decision  that  these  food 
characteristics  were  only  the  primary 
reasons  why  people  consume  food.  The 
court,  according  to  the  comment,  did 
not  intend  to  give  an  all-inclusive  list. 
One  comment  stated  that  not  all  of  the 
other  possible  food  characteristics  are 
encompassed  in  the  listing  provided  in 
§  170.3(o).  Some  comments  asserted  that 
food  should  include  everything  that  can 
be  consumed. 

FDA  does  not  believe  that  it  is  overly 
restrictive  to  require,  as  it  does  in 
proposed  §  101.14(b)(3)(i),  that  a 
substance  be  a  food  or  a  component  of 
food  for  it  to  be  the  subject  of  a  health 
claim.  Section  403(r)  of  the  act  describes 
the  circumstances  in  which  a  food  will, 
and  will  not  be,  misbranded  if  it  bears 
a  health  claim.  Thus,  it  is  appropriate 
for  the  agency  to  make  it  inciunbent 
upon  the  proponent  of  a  health  claim  to 
demonstrate  that  the  substance  that  is 
the  subject  of  the  claim  is  a  food  or 
comnonent-of  food. 

FDA  believes  that  the  framework  that 
it  has  created  in  its  regulations  is 
appropriate  and  fully  consistent  with 
the  act  Under  it,  manufactxuers  will  be 
able  to  make  claims  that  characterize  the 
relationship  between  any  substance  and 
a  disease  or  health-related  condition  so 
long  as  the  substance  achieves  its  effiect 
through  its  use  as  a  food,  that  is, 
through  its  nutritional  value. 

FDA  disagrees  with  the  comments' 
interpretation  of  the  Nutrilab  decision 
and  believes  that  the  agency's  reliance 
on  the  case  is  justified.  The  Nutrilab 
court  adopted  a  "common  sense" 
definition  under  section  201(f)(1)  of  the 
act:  "When  the  statute  defines  'food'  as 
'articles  used  for  food,'  it  means  that  the 
statutory  definition  of  'food'  includes 
articles  used  by  people  in  the  ordinary 
way  most  people  use  food — primarily 
for  taste,  aroma,  or  nutritive  value." 
Nutrilab,  713  F.2d  at  338.  Other  courts 
have  followed  suit.  (See  United  States  v. 
Undetemiined  Quantities  ofCal-Ban 
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3000,  776  F.  Supp.  249.  254-55 
{E.D.N.C  1991):  American  Health 
Products  Co.  V,  Hayes.  574  F.  Supp. 
1498.  1508-09  (S.D.N.Y.  1983).  aff  d. 
744  F.2d  912  (2d  Cir.  1984).)  By 
describing  taste,  aroma,  and  nutritive 
value  as  the  "primary"  reasons  for 
consuming  food,  the  Nutrilab  court 
acknowledged  that  a  food  consumed  for 
one  of  these  reasons  might  sometimes 
also  be  consumed  for  an  additional 
purpose.  713  F.2d  at  338  (giving  prune 
juice  and  coRee  as  examples  of  foods 
that  "may  be  consumed  on  occasion  for 
reasons  other  than  taste,  aroma,  or 
nutritive  value").  Under  Nutrilab,  a 
substance  whose  uses  do  not  include 
taste,  aroma,  or  nutritive  value  is  not  a 
food. 

FDA  does  not  believe  that  the  word 
"food"  should  be  defined  any  more 
broadly  than  it  is  in  the  proposed 
regulation,  and  the  agency  specifically 
rejects  the  proposal  to  define  "food"  as 
"any  substance  that  is  consumed  by 
people  for  any  purpose  other  than  the 
treatment  of  disease."  Under  such  an 
expanded  definition,  the  parenthetical 
exception  for  food  to  the  definition  of 
drug  in  section  201(g)(1)(C)  of  the  act 
would  swallow  the  rule.  Section 
201(g)(1)(C)  of  the  act  states  that 
"articles  (other  than  food)  intended  to 
affect  the  structure  or  any  function  of 
the  body  of  man  or  other  animals"  are 
drugs.  Under  the  definition  of  food 
suggested  in  the  comment,  the  only 
products  consumed  by  people  that 
would  be  considered  drugs  under 
section  201(g)(1)(C)  of  the  act  would  be 
those  intended  both  to  affiect  the 
structure  or  function  of  the  body  and  to 
treat  a  disease.  Substances  taken  to  treat 
a  disease  are  already  drugs  under 
section  201(g)(1)(B)  of  the  act.  regardless 
of  whether  they  are  foods.  The 
suggested  definition  of  "food"  would 
thus  render  section  201(g)(1)(C)  of  the 
act  meaningless.  It  is  a  basic  principle 
of  statutory  construction  that  a  statute 
should  not  be  construed  in  such  a  way 
as  to  render  certain  provisions 
superfluous  or  insignificant.  United 
States  V.  Leonard.  868  F.2d  1393. 1395- 
96  (5th  ar.  1989).  cert,  denied.  496  U.S. 
904  (1990). 

46.  Numerous  comments  from 
producers  and  consiuners  of  dietary 
supplements  expressed  concern  that  the 
proposed  provision  represents  an  attack 
by  the  agency  against  dietary 
supplements.  Some  comments 
maintained  that  FDA  lacks  the  legal 
authority  to  restrict  approved  health 
claims  on  nutritional  supplements  that 
are  beyond  daily  diet  limits.  Other 
comments  asserted  that  FDA  intends  to 
use  regulations  based  on  the  proposal  to 
ban  health  claims  on  dietary 


supplements  wherever  the  supplements 
contain  a  substance  above  the  context  of 
an  ordinary  daily  diet.  Other  comments 
stated  that  the  agency  would  ban  the 
supplements  themselves  by  making 
them  available  only  by  prescription  or 
by  limiting  the  potency  of  the 
supplements.  A  few  comments  believed 
that  FDA  would  also  ban  supplements 
where  they  lack  a  therapeutic  effect  at 
levels  within  the  context  of  an  ordinary 
daily  diet.  While  most  of  the  comments 
did  not  specify  any  particular  proposed 
provisions  that  could  lead  to  these 
actions,  they  strongly  protested  that  any 
restriction  on  dietary  supplements 
would  infringe  on  consumers'  freedom 
of  choice  and  would  be  in  conflict  with 
the  Proxmire  Amendment  (21  U.S.C 
350)  and  the  1990  amendments. 

As  stated  above,  the  DS  Act  imposed 
a  moratorium  on  the  implementation  of 
the  1990  amendments  with  respect  to 
dietary  supplements.  Thus.  noUiing  in 
these  final  rules  will  affect  dietary 
supplements  in  any  way.  However.  FDA 
disagrees  with  the  comments' 
characterization  of  its  proposal  and 
disagrees  with  the  statement  that  the 
proposed  regulations  were  in  conflict 
with  section  411  of  the  act  (21  U.S.C. 
350)  (the  Proxmire  Amendment). 
Nothing  in  the  proposed  regulations 
would  have  affected  the  availability  of 
dietary  supplements.  Rather,  these 
regulations  were  intended  to  regulate 
claims  that  may  be  made  for  all  foods, 
including  dietary  supplements. 

Nothing  in  the  regulations  would 
necessarily  prevent  a  supplement  from 
bearing  a  health  claim  when  that 
supplement  contains  a  level  of  a 
substance  that  exceeds  the  level 
achievable  in  the  context  of  the  daily 
diet.  To  the  contrary,  the  final  rule 
concerning  calcium  (where  health 
benefits  are  provided  within  the  context 
of  the  daily  diet),  for  example,  which  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  permits  a  calcium 
health  claim  for  dietary  supplements 
and  requires  only  that  the  supplement 
labeling  advise  consumers  that  there  is 
no  known  benefit  from  consuming  more 
than  200  percent  of  the  U.S. 
Recommended  Dietary  Allowance  (U.S. 
RDA)  for  calcium. 

Section  411  of  the  act  does  not 
authorize  health  claims  for  dietary 
supplements  or  in  any  way  aflect  FDA's 
authority  under  section  403(r)(5)(D)  of 
the  act  to  regulate  such  claims.  Under 
section  411(a)(1)(B)  of  the  act.  FDA  may 
not  classify  a  dietary  supplement  as  a 
drug  solely  because  it  contains  vitamins 
or  minerals  exceeding  the  level  of 
potency  that  the  agency  determines  is 
nutritionally  rational  or  useful.  Nothing 
in  the  proposed  regtilations  would  have 


done  so.  Absent  a  claim,  FDA  wrill  not 
consider  a  dietary  supplement  to  be  a 
drug  simply  because  it  contains 
vitamins  or  minerals  at  levels  above 
those  normally  found  in  food.  However, 
a  claim  on  a  product  may  indicate  the 
product's  intended  use.  If  a  claim 
reveals  that  the  product  is  intended  to 
be  used  in  the  diagnosis,  cure, 
mitigation,  treatment,  or  prevention  of 
disease,  or  to  affect  the  structure  or  any 
function  of  the  body  (other  than  food), 
.the  product  is  a  drug.  (See  21  U.S.C. 
321(g)(1)(B)  and  (g)(1)(C)). 

47.  Another  comment  asked  for 
assurance  that  approved  health  claims 
appearing  on  dietary  supplements  will 
not  automatically  be  considered  drug 
claims.  The  comment  noted  that  section 
201(g)(1)(B)  of  the  act  exempts  approved 
health  claims  on  foods  from 
consideration  as  drug  claims  and  stated 
that  dietary  supplements  should  be 
afforded  the  same  exemption  under 
FDA  regulations. 

Section  202(b)  of  the  DS  Act  does 
permit  FDA  to  approve  health  claims 
with  respect  to  dietary  supplements. 
FDA  advises  that,  as  provided  in  section 
201(g)(1)(B)  of  the  act.  any  food, 
including  dietary  supplements,  for 
which  an  authorized  health  claim  is 
made  in  accordance  with  the 
requirements  of  section  403(r)  of  the  act. 
and  of  the  regulations  that  FDA  has 
adopted  to  implement  that  section  of  the 
act.  is  not  a  drug  under  section 
201(g)(1)(B)  solely  because  its  label  or 
labeling  contains  such  a  claim.  FDA 
considers  this  provision  to  provide  the 
same  type  of  assurance  as  that  in 
sections  406.  408.  and  409  of  the  act  that 
foods  containing  substances  used  in 
accordance  with  regulations  issued 
under  those  sections  of  the  act  are  not 
subject  to  regulatory  action  under 
section  402(a)(1)  of  the  act.  This 
provision  does  not  create  an  exception 
to  the  "drug"  definition.  Thus,  a 
product  whose  intended  use  is  as  a  drug 
will  continue  to  be  regulated  as  a  drug. 

3.  Drugs 

48.  One  comment  contended  that  FDA 
should  permit  the  use  of  health  claims 
on  over-the-counter  (OTC)  antacid 
products  containing  only  calcium 
carbonate.  The  comment  noted  that  the 
preamble  to  the  proposed  regulations 
cited  the  potential  for  confusion  if 
health  claims  were  allowed  for  bulk- 
fiber  laxatives  that  have  not  been  shown 
to  be  useful  in  lowering  cholesterol  and 
for  which  appropriate  lalwUng  for  that 
claim  does  not  exist.  The  comment 
asserted  that  while  health  claims  may  be 
inappropriate  for  laxatives,  such  claims 
would  be  appropriate  for  antacids.  The 
comment  stated  that  calcium  has  been 
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identified  as  an  essential  nutrient 
whid^t  unlike  psylliiun,  has  a  defined 
intake  requirement  as  wrell  as  a  claim 
that  FDA  has  proposed  to  authorize 
relating  to  the  role  of  calcium  in  helping 
to  reduce  the  risk  of  developing 
osteoporosis.  The  comment  asserted  that 
FDA's  objection  to  OTC  drugs  bearing 
health  claims  is  not  appropriate  in  the 
m«A  of  calcium-basea  antacids  because 
antacids  have  been  labeled  for  years 
with  both  food  and  drug  labeling.  The 
comment  explained  that  many  antacids 
bear  calcium  nutrient  content  claims 
with  directions  for  using  the  products  as 
calcium  dietary  supplements  as  well  as 
antacids. 

Fxulher,  the  conunent  pointed  out 
that,  in  addition  to  calcium  carbonate, 
there  are  several  multiple  use  products 
currentlv  in  the  maricetplace  (e.g., 
sodium  bicarbonate).  Tne  comment 
stated  that  sodium  bicarbonate, 
marketed  under  the  name  "baking 
soda."  is  labeled  as  a  baking  ingredient, 
a  deodorizer,  and  an  antacid.  The 
comment  suggested  that  FDA  approve 
health  claims  on  drugs  under  the 
following  conditions:  (1)  The  drug  is 
properly  labeled;  (2)  a  health  claim  has 
been  approved  by  FDA  for  an  ingredient 
in  the  drug;  (3)  the  OTC  product  meets 
or  exceeds  the  requirement  for  a 
minimum  recommended  intake  of  "the 
natiiral  supplement"  as  established  by 
regulation:  and  (4)  all  labeling  is  in 
compliance  with  the  authorizing 

Tlation. 
ultiple  use  products  that  are  both 
foods  and  drugs  present  a  difficult  set  of 
competing  concerns  for  the  agency. 
Such  products  are  likely  to  be.  like  the 
product  that  is  the  subject  of  the 
comment,  both  an  OTC  drug  and  a 
dietary  supplement 

Most  OTC  drug  products  are 
developed  to  address  some  type  of  acute 
physical  problem  that  is  expected  to  be 
of  short  duration.  If  the  problem 
persists,  it  is  important  that  the  person 
with  the  problem  know  that  it  may  be 
more  severe  than  he  or  she  otherwise 
thought,  and  that  he  or  she  seek  medical 
attention.  Labeling  on  such  products, 
therefore,  includes  instructions  to  use 
the  product  for  a  Umited  period  of  time 
and,  if  the  problem  persists,  to  seek 
medical  intervention.  Thus,  the  time 
hmits  on  use  of  the  product  are 
important  to  the  health  of  the  users. 

Dietary  supplements,  on  the  other 
hand,  are  developed  for  inclusion  in  a 
daily  diet  at  levels  that  are  consistent 
with  dietary  use  and  may  often  be 
consumed  throughout  most  of  a  person's 
lifetime.  Labeling  on  dietary 
supplements  contains  no  instructions 
for  seeking  medical  intervention  or  for 
lim'^ing  the  duration  of  consumption  of 


the  supplement  Rather,  under  the  1990 
ameniunents  (subject  to  the  DS  Act), 
kthey  will  be  able  to  bear  nutrient 
content  and  heelth  claims,  which  focus 
the  consiuner's  attention  on  the 
advantages  that  consuming  the  product 
will  have  in  helping  the  consumer  to 
maintain  a  healdiy  diet.  Moreover, 
where  the  supplement  bears  a  health 
claim,  the  claim  will  contain 
information  about  how  long-term 
ingestion  of  the  supplement  may 
promote  health. 

The  comment's  refisrence  to  baking 
soda  (sodixun  bicarbonate)  as  an 
example  of  a  dual  labeled  drug/food  is 
not  apposite.  As  a  food,  baking  soda  is 
consiuned  only  as  an  ingredient  in  other 
foods,  and  it  is  unlikely  that  labeling 
would  result  in  increased  consumption 
of  this  product.  Baking  soda  is  not 
l^led  with  either  a  nutrient  content 
claim  or  a  health  claim.  Thus,  there  is 
little  opportunity  for  consumer 
confusion  presented  by  this  product. 

Where  dietary  levels  and  therapeutic 
levels  differ  (as  is  generally  the  case  and 
is  in  feet  the  case  v^th  antacids  and 
calcium  supplements),  an  apparent 
conflict  is  created  when  botn  food  and 
drug  labeling  appear  on  the  same 
product.  In  the  case  of  the  drug  labeling, 
consumers  are  given  directions  for  use 
that  involve  high  consumption  during  a 
limited  time  period.  In  the  case  of  the 
food  labeling,  consumers  are  given 
directions  for  lower  consumption  with 
no  time  constraints.  Even  though  label 
instructions  may  identi^  those 
directions  for  food  and  drug  use  in 
separate  locations,  FDA  is  concerned 
that  consumers  will  incorrectly  assume 
that  the  therapeutic  dosage  is 
appropriate  for  dietary  use,  and  that  the 
directions  for  food  use  will  undercut  the 
warning  in  the  drug  labeling  to  seek 
medical  care  if  use  persists.  Where  the 
labeling  is  not  properly  followed, 
significant  adverse  consequences  may 
result. 

The  agency  knows  of  no  broad 
approach  that  it  can  use  to  harmonize  a 
nutrient  content  claim  or  a  health  claim 
with  drug  labeling.  A  drug  that  is 
labeled  with  instructions  for  use  that 
both  limit  and  do  not  limit  consumption 
would  be  misbranded  under  section 
502(a)  of  the  act  (21  U.S.C.  352(a))  if  it 
failed  to  contain  a  material  fact — that  is, 
how  to  reconcile  these  conflicting 
instructions.  Therefore,  FDA  advises 
that  it  will  tend  to  view  dual  claims  as 
misbranding  the  product. 

However,  FDA  does  not  believe  that  it 
would  be  appropriate  to  preclude  such 
claims  under  all  circumstances.  Such 
claims  may  be  permissible  if  a  firm  caii 
demonstrate  that  dual  claims  can  be 
made  in  a  manner  that  will  neither 


misbrand  the  product  nor  create  a  safety 
problem.  The  agency  suggests  that 
anyone  desiring  to  make  a  health  claim 
or  a  nutrient  content  claim  that 
complies  with  section  403(r)  of  the  act 
on  a  product  that  is  both  a  food  and  a 
drug  contact  the  Center  for  Drug 
Evaluation  and  Research,  OTC 
Compliance  Branch  (HFD-312),  FDA, 
7500  Standish  PI.,  Rockville,  MD  20855. 
to  discuss  whether  it  would  be  possible 
to  put  such  a  claim  on  the  product  and 
still  comply  with  the  drug  provisions  of 
the  act. 

49.  Some  comments  asserted  that  FDA 
should  permit  the  use  of  health  claims 
on  herbs  whose  only  known  use  is  for 
medicinal  effects.  A  few  of  these 
comments  objected  that  the  herbs  that 
FDA  cited  in  the  preamble  of  the 
proposal  also  have  food  uses. 

As  FDA  explained  fully  in  the 
preamble  of  the  proposal  (56  FR  60554), 
Congress  clearly  intended  that  the 
health  claim  provisions  of  the  1990 
amendments  apply  only  to  foods.  A 
product  that  is  intended  for  medicinal 
effects,  that  is,  intended  for  use  in  the 
diagnosis,  cure,  mitigation,  treatment,  or 
prevention  of  disease,  is  a  drug  and  not 
a  food.  Thus,  there  is  no  basis  under  the 
act  for  FDA  to  permit  health  claims  for 
herbs  whose  only  known  use  is  for 
medicinal  effects.  Heelth  benefits  of 
such  herbs  may  appear  in  the  labeling 
only  in  accordance  with  the  drug 
provisiofis  of  the  act.  Where  herbs  have 
a  history  of  use  both  as  foods  and  drugs, 
the  context  of  all  of  the  available 
information  on  the  intended  use  of  the 
product  will  determine  whether  FDA 
will  regulate  the  herbs  as  foods,  as 
drugs,  or  as  both  foods  and  drugs. 

In  this  regard,  the  agency  points  out 
that  the  relationship  of  a  fooid  or  a  food 
component  to  a  disease  is  quite  different 
bom  that  of  a  drug.  The  Surgeon 
General's  report  (Ref.  5)  points  out  that, 
apart  from  classic  disorders  resulting 
from  dietary  deficiencies  of  essential 
nutrients  (e.g.,  pellagra  and  niacin),  it 
has  proved  difficult  to  demonstrate 
causal  associations  between  specific 
dietary  factors  and  chronic  or  other 
diseases  (e.g.,  dietary  fiber  and  cancer). 
The  report  states: 

Development  of  the  major  chronic  disease 
conditions— coronary  heart  disease,  stroke, 
diabetes,  or  cancer — is  affected  by  multiple 
genetic,  environmental,  and  behavioral 
factors  among  which  diet  b  only  one— albeit 
an  important— component.  These  other 
factors  interact  with  diet  in  ways  that  are  not 
completely  understood.  In  addition,  ftxxls 
themselves  are  complex;  they  may  contain 
some  factors  that  promote  disease  as  well  as 
others  that  are  protective.  The  relationship  of 
dietary  fat  intake  to  causation  of 
atherosclerotic  heart  disease  is  a  prominent 
example.  An  excess  intake  of  total  fat,  if 
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chancterizad  by  high  saturated  bt.  is 
associated  with  high  blood  cholesterol  leveb 
and  therefore  an  increased  risk  for  corooary 
heart  disease  in  many  populations.  A  higher 
proportion  of  mono-  and  polyunsaturated  fats 
in  relation  to  saturated  fats  is  associated  with 
lower  blood  cholesterol  levels  and.  therefore, 
with  a  reduced  risk  for  coronary  heart 
disease. 

Because  of  these  complexities,  definitive 
scientific  proof  that  specific  dietary  factors 
are  responsible  for  tp>ecific  chronic  disease 
conditions  is  difficult — and  may  not  be 
possible — to  obtain,  given  available 
technology. 

(Ref.  5).  Thus  a  claim  that  a  substance 
can  be  used  in  the  prevention, 
diagnosis,  cure,  mitigation,  or  treatment 
of  a  disease  or  symptom  is  inappropriate 
on  a  food:  (See  §  101.9(k)(l).) 

C.  Safety 

Proposed  §  101.14(b)(3)(ii)  would 
require  that  to  justify  a  claim  for  a 
substance  that  is  to  be  consumed  at 
other  than  decreased  levels,  the  use  of 
the  substance  must  be  shown  by  the 
proponent  of  the  claim,  to  FDA's 
satisfaction,  to  be  safe  and  lawful  under 
the  applicable  food  safety  provisions  of 
the  act. 

The  preamble  of  the  proposed  rule 
stated  further 

•  *  *  This  showing  can  be  based  on:  (1) 
A  demonstration  that  the  substance  is 
generally  recognized  as  safe  (CRAS)  within 
the  meaning  of  21  CFR  170.30:  (2)  a  listing 
of  the  subsUnce  as  CRAS  in  21  CFK  part  182 
or  as  affirmed  as  CRAS  in  21  CFR  part  184; 
(3)  a  food  additive  regulation:  or  (4)  a 
sanction  or  approval  granted  by  FTJA  or  the 
L'nited  States  Department  of  Agriculture 
prior  to  September  6.  1958.  If  the  safety  and 
lawfulness  of  the  substance  is  not  expressly 
recognized  in  an  FDA  regulation,  the  burden 
will  rest  on  the  claim's  proponent,  as  a 
prerequisite  to  FDA's  evaluation  of  the  health 
claim,  to  sutmit  all  the  scientific  data  and 
other  relevant  information  required  to 
demonstrate  safety  and  lawfulness  in 
accordance  with  applicable  petition 
requirements.  FDA  will  withhold  review  of 
the  health  claim  until  it  is  satisfied  on  these 
points. 

(56  FR  60537  at  60546  through  60547) 

50.  Many  industry  comments  objected 
to  the  safety  provisions  as  proposed. 
Some  of  these  comments  asserted  that 
the  1990  amendments  do  not  require  a 
separate  showing  of  safety  for  nutrients 
that  are  the  subject  of  disease-related 
claim  petitions,  and  that  FDA  should 
not  add  such  a  requirement  to  its 
regulation.  Many  comments  particularly 
disagreed  with  the  application  of  FDA's 
preliminary  safety  requirement  to 
dietary  supplements  and  herbs.  The 
comments  pointed  out  that  many  herbs 
and  supplements  have  been  used  for 
thousands  of  years  writh  no  known  ill 
effects.  Requiring  further  evidence  of 


safety  for  these  products,  the  comments 
contended,  would  be  superfluous  and 
expensive.  However,  other  comments 
agreed  with  FDA  that  it  would  be 
inappropriate  to  allow  a  health  claim  on 
a  product  that  contains  a  substance  that 
is  not  CRAS,  is  not  the  subject  of  a  food 
additive  regulation,  or  has  not  received 
a  prior  sanction  of  approval. 

FDA  believes  that  the  preliminary 
requirement  that  substances  must  be 
components  of  food  that  are  safe  and 
lawful  must  be  included  in  the  health 
claims  final  rules.  Sections  of  the  act 
enacted  by  the  1990  amendments 
cannot  be  implemented  independently 
of  the  remaining  portions  of  the  act.  The 
act  must  be  considered  as  a  whole,  and 
FDA's  responsibility  for  ensiuing  the 
safety  of  foods  is  explicitly  provided  for 
in  other  sections  of  the  act  (see  sections 
201(s),  402(aKl)  and  (a)(2),  and  409  of 
the  act). 

This  fact  is  particularly  significant 
because  the  agency  will  be  specifically 
providing  for  the  health  claims  that  will 
be  made.  In  view  of  this  affirmative 
action,  FDA  authorization  of  a  health 
claim  places  the  agency's  imprimatur  on 
the  claim.  It  would  be  a  violation  of  the 
agency's  responsibility  imder  the  act  to 
authorize  a  health  claim  about  a 
substance  without  being  satisfied  that 
the  use  of  the  substance  is  safe. 
Furthermore,  safety  considerations  are 
also  of  unique  importance  in  the  case  of 
health  claims  because  such  claims  will 
inevitably  change  consumption  patterns 
of  many  Americans. 

Even  though  there  is  no  explicit 
provision  in  the  1990  amendments 
requiring  a  separate  showing  of  safety, 
it  must  to  kept  in  mind  that  the  act  "* 
*  *  is  designed  to  ensure  the  safety  of 
the  food  we  eat  •  *  •."  Les  v.  Reilly. 

F.2d (9th  Cir.  1992). 

This  requirement  is  implicit  in  the  1990 
amendments.  Section  403(r)(3)(A)(ii)  of 
the  act  states  that  a  health  claim  may  be 
made  only  for  a  food  that  does  not 
contain  any  nutrient  in  an  amount  that 
increases  the  risk  of  a  disease  or  health- 
related  condition  that  is  diet  related  to 
persons  in  the  general  population, 
taking  into  account  the  significance  of 
the  food  in  the  total  daily  diet.  FDA 
believes  that,  in  addition  to  requiring 
establishment  of  disqualifying  levels, 
this  provision  evidences  a  concern  by 
Congress  that  a  substance  that  is  the 
subject  of  a  health  claim  be  used  in  a 
manner  that  is  safe.  This  concern  was 
reflected  in  the  statements  of  the 
sponsors  in  both  the  House  and  the 
sienate  (Refs.  2  and  3). 

Further,  section  9  of  the  1990 
amendments  states  that  the  amendments 
"shall  not  be  construed  to  alter  the 
authority  of  the  Secretary  of  Health  and 


Human  Services  *  *  *  under  the  Federal 
Food.  Druig.  and  Cosmetic  Act  *  •  *." 
Thus.  FDA's  responsibility  for  enstuing 
the  safety  of  foods  has  in  no  way  been 
diminished  by  the  passage  of  the  1990 
amendments. 

As  a  result  of  the  DS  Act,  herbs  and 
other  substances  in  dietary  supplements 
are  generally  not  subject  to  the 
provisions  of  this  final  rule.  However,  to 
the  extent  that  these  substances  bear  an 
approved  health  claim  under  section 
202(b)  of  the  DS  Act.  they  will  also  bear 
the  agency's  imprimatur.  To  that  extent, 
they  will  be  treated  in  the  same  manner 
as  other  substances  that  bear  such 
claims.  Other  issues  with  respect  to  the 
safety  of  substances  in  dietary 
supplements  will  be  addressed  in  the 
rulemaking  provided  for  in  the  DS  Act. 

51.  Some  comments  argued  that  the 
agency  should  give  full  weight  to 
manufacturers'  private  GRAS 
determinations  in  instances  where  food 
manufacturers  seek  to  use  substances 
that  are  not  listed  by  FDA  as  safe.  Some 
of  these  comments  asserted  that  if  FDA 
does  not  recognize  private  GRAS 
determinations  for  fulfilling  the 
preliminary  safety  requirement,  the 
agency  will  frustrate  Congress'  intent  to 
permit  health  claims,  because  the  GRAS 

f>etition  procedure  is  usually  quite 
engthy.  and  many  GRAS  affirmation 
petitions  are  pending  that  are  more  than 
10  years  old.  Some  of  the  comments 
requested  that  if  the  agency  does  not 
recognize  private  CRAS  determinations. 
FDA  should  shorten  the  timeframe  for 
making  its  GRAS  determination  or 
establish  an  alternate  procedure.  One 
suggested  that  FDA  relinquish 
responsibility  for  making  CRAS 
determinations  to  USDA.  Another 
comment  suggested  that  FDA  recognize 
the  findings  of  an  independent  panel  of 
experts,  pending  the  results  of  the 
formal  review  process. 

FDA  acknowledges  that  the  GRAS 
affirmation  and  food  additive  listing 
process  can  be  lengthy.  Thus,  FDA 
designed  new  $  101.14(b)(3)(ii)  to 
provide  flexibility  with  respect  to  the 
type  of  showing  of  safety  that  is 
necessary  to  make  a  substance  eligible 
to  be  the  subject  of  a  health  claim. 
GRAS  affirmation  and  food  additive 
listing  are  but  two  of  the  procedures  by 
which  a  substance  may  meet  this 
preliminary  requirement. 

FDA  intends  to  consider  the  basis  of 
manufacturers'  independent  CRAS 
determinations  where  such 
determinations  are  submitted  with 
petitions  for  health  claims  and  may  use 
its  discretion  to  accept,  without  formal 
affirmation,  the  independent 
determination  of  GRAS  where  FDA 
believes  that  such  action  would  be 
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appropriate.  As  FDA  pointisd  out  in  the 
previous  coniment,  however,  the  agency 
would  not  be  fulfilling  its 
responsibilities  under  the  act  if  it  were 
to  permit  a  substance  to  be  the  subject 
of  a  health  claim  without  satisfying 
itself  that  the  use  of  that  substance  is 
safe. 

Although  FDA  will  consider  all 
manufacturers'  independent  GRAS 
determinations  where  the  bases  for  such 
determinations  are  submitted  with        v 
petitions  for  health  claims,  the  agency 
advises  that  it  will  generally  not  be 
possible  for  FDA  to  judge  whether 
GRAS  determinations  based  on  complex 
scientific  evidence  are  vahd  within  the 
short  timeframes  mandated  imder  the 
1990  amendments  for  health  claims 
petitions.  Instead,  agency  agreement 
with  an  independent  determination  that 
a  substance  is  GRAS  will  be  most  likely 
where  the  substance  is  an  ingredient,  or 
a  component  of  a  food  ingredient,  that 
was  in  common  use  in  food  prior  to 
January  1. 1958,  in  a  similar  context. 
However,  where  such  agreement  occurs, 
the  agreement  does  not  constitute  GRAS 
affirmation.  Instead,  the  history  of 
common  use  in  food,  coupled  with  the 
fact  that  FDA  knows  of  no  reason  to 
question  the  safety  of  the  food 
Ingredient,  means  that  the  substance 
will  be  treated  as  if  it  is  an  unlisted 
GRAS  substance  (as  provided  for  in 
§§  170.30(d)  and  182.1(a)  (21  CFR 
170.30(d)  and  182.1(a)))  in  the  manner 
provided  for  in  the  food  ingredient  list 
in  21  CFR  part  182. 

In  response  to  comments  requesting  . 
that  FDA  relinquish  responsibility  for 
making  GRAS  determinations  to  USDA, 
or  that  FDA  recognize  the  findings  of  an 
independent  panel  of  experts  pending 
the  results  of  the  formal  review  process, 
the  agency  advises  that  neither  course  of 
action  would  be  appropriate.  FDA  is 
charged  imder  the  act  with  the 
responsibility  of  protecting  interstate 
commerce  fi^m  adulterated  foods.  There 
is  no  basis  under  the  act  for  delegation 
of  this  responsibility  to  other  Federal 
agencies  or  to  individuals  outside  of 
FDA. 

IV.  Validity  Requirements  for  a  Claim 

A.  The  Scientific  Standard 

As  proposed,  the  scientific  standard 

§  101.14(c)  stated: 

•  •  •  FDA  will  promulgate  regulations 
authorizing  a  health  claim  only  when  it 
determines,  based  on  the  totality  of  publicly 
available  scientific  evidence  (including 
evidence  from  well-designed  studies 
conducted  in  a  manner  which  is  consistent 
with  generally  recognized  scientific 
procedures  and  principles),  that  there  is 
significant  agreement  among  experts 
qualified  by  scientific  training  and 


L 


exp>erience  to  evaluate  such  claims,  that  the 
claim  is  supported  by  such  evidence. 

(1)  It  must  be  supported  by  the  totality  of 
publicly  available  scientific  evidence 
(including  evidence  from  welldesigned 
studies  conducted  in  a  manner  which  is 
consistent  with  generally  recognized 
scientific  procedures  and  principles);  and 

(2)  There  must  be  significant  scientific 
agreement  among  experts  qualified  by 
scientific  training  and  experience  to  evaluate 
such  claims  that  this  support  exists. 

(56  FR  60537  at  60563) 

In  the  preamble  of  the  proposal  (56  FR 
60547),  FDA  advised  that  this  standard 
embodies  the  language  in  the  statutory 
requirements  for  conventional  food  in 
section  403(r)(3)(B)(i)  of  the  act  that 
there  be  significant  scientific  agreement 
about  the  support  for  the  claim  and  the 
mandate  provided  in  the  legislative 
history  of  the  1990  amendments  that 
FDA  have  "a  high  level  of  comfort  that 
the  claim  is  valid"  (Ref.  1).  Thus,  the 
agency  will  authorize  a  claim  when  the 
evidentiary  and  review  components  of 
the  scientific  standard  are  met. 
However,  FDA  also  stated  in  the 
proposal: 

It  has  been  suggested  that  PDA  should 
allow  claims  that  reflect  more  preliminary 
*  *  *  scientific  findings  so  long  as  such 
claims  are  qualified  in  a  way  that 
appropriately  reflects  the  state  of  the 
scientific  evidence.  For  example,  under  this 
suggestion.  FDA  would  allow  a  claim  such  as 
"Preliminary  data  show  that  diets  rich  in 
fiber  reduce  the  risk  of  heart  disease,"  so  long 
as  there  is  significant  scientific  agreement 
that  this  is  in  fact  what  the  evidence  shows. 
FDA  has  significant  reservations  al)out  these 
types  of  claims,  however,  because  of  their 
potential  to  be  misunderstood  by  consumers 
and  therefore  to  be  misleading.  The  agency 
is  also  concerned  that  such  claims  will 
undercut  the  credibility  of  the  food  label. 
This  concern  exists  despite  the  foct  that 
l)ecause  such  claims  arguably  do  not  assert  a 
(causal]  relation  between  diet  and  diseases 
they  can  never  by  disproved.  FDA  requests 
comments  on  whether  it  should  authorize 
these  types  of  claims  in  implementing  the 
health  claim  provisions  of  the  act 

(56  FR  60537  at  60552) 

52.  A  number  of  comments  objected 
that  the  wording  of  proposed 
§  101.14(c)(1)  and  (c)(2)  changes  the 
meaning  of  the  scientific  standard 
presented  in  section  403(r)(3)(B)(i)  of 
the  act.  One  comment  asserted  that  the 
proposed  provisions  treat  the  totality  of 
publicly  available  scientific  evidence  as 
a  separate  evidentiary  element  in 
showing  that  the  claim  is  sound,  thus 
distorting  Congress'  clearly-expressed 
intent.  Similarly,  the  comment  asserted 
that  the  language  "supported  by"  in 
proposed  §  101.14(c)(1)  "eviscerates" 
the  provisions  of  the  statute  because  the 
level  of  support  called  for  by  this 
requirement  is  not  consistent  with  the 


"significant  scientific  agreement"  that 
the  act  prescribes.  Some  comments 
appeared  to  interpret  the  basis  of  the 
standard  proposed  in  section 
403(r)(3)(B)(i)  of  the  act  as  being 
primarily  or  exclusively  the  review 
component,  which  incorporates  the 
criterion  of  "significant  scientific 
agreement." 

FDA  did  not  intend  to  change  the 
meaning  of  the  scientific  standard 
presented  in  section  403(r)(3)(B)(i)  of 
the  act  through  the  inclusion  of 
paragraphs  (c)(1)  and  (c)(2)  in  proposed 
§  101.14(c).  The  agency  merely  intended 
to  clarify  that,  in  accordance  with  the 
language  of  the  1990  amendments,  the 
scientific  standard  does,  in  fact,  include 
both  a  body  of  evidence  component  and 
a  review  component  However,  the 
agency  now  recognizes  that  this  attempt 
to  provide  greater  clarity  within  the 
regulatory  language  itself  was 
unnecessary  and,  to  the  extent  that  it 
has  been  interpreted  as  an  attempt  to 
change  the  meaning  of  the  scientific 
standard,  xmdesirable.  The  agency  is 
therefore  deleting  proposed 
§  101.14(c)(1)  and  (c)(2).  Without  these 
paragraphs,  the  wording  in  new 
§  101.14(c)  is  virtually  identical  to  that 
in  section  403(r)(3)(B)(i)  of  the  act. 

The  wording  in  section  403(r)(3)(B)(i) 
of  the  act  and  in  new  §  101.14(c),  as 
amended,  clearly  establishes  two 
components  within  the  scientific 
standard.  The  evidentiary  component 
arises  from  the  inclusion  of  the  phrase 
"evidence  from  well-designed  studies 
conducted  in  a  manner  which  is 
consistent  with  generally  recognized 
scientific  procedures  and  principles"  in 
the  statutory  qualification  of  "the 
totality  of  publicly  available  scientific 
evidence."  This  aspect  of  the  standard 
clearly  mandates  that  the  claim  be  based 
on  a  body  of  sound  scientific  evidence. 
The  requirement  that  there  be 
"significant  agreement  among  experts 
qualified  by  scientific  training  and 
experience  to  evaluate  such  evidence 
•  *  *  that  the  claim  is  supported  by  such 
evidence"  constitutes  the  separate  and 
distinct  review  component  of  the 
standard. 

53.  Some  comments  objected  to  the 
standard  and  suggested  modifications. 
Several  comments  stated  that  Congress 
intended  the  scientific  standard  to  be 
one  of  substantial  evidence  (i.e.,  "more 
than  a  scintilla  and  less  than  a 
preponderance").  The  comments 
asserted  that  the  1990  amendments 
require  that  FDA  adopt  such  a  standard. 
The  comments  contended  that  a 
standard  of  substantial  scientific 
evidence,  even  in  the  absence  of 
significant  scientific  agreement,  would 
be  in  accordance  with  soxmd  scientific 
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principles  and  prevention  of  consumer 
fraud.  They  argued  that  such  a  standard 
would  better  serve  public  health 
through  the  prompt  commimication  of 
the  health  and  disease  information. 
Fiulher.  other  comments  objected  that 
the  requirement  of  significant  scientific 
agreement  in  the  proposed  standard 
expands  FDA  authority  beyond 
legislative  intent. 

A  number  of  comments  maintained 
that,  instead  of  "significant  scientific 
agreement."  FDA  should  use  a  scientific 
standard  encompassing  different 
degrees  of  certainty  for  different  types  of 
health  claims.  Most  industry  comments 
urged  FDA  to  allow  health  claims  based 
on  preliminary  evidence  if  the 
preliminary  status  of  the  claim  is 
truthfully  disclosed  on  the  label  (e.g., 
"preliminary  data  suggest").  Many  of 
these  comments  contended  that  such 
claims  would  not  be  misleading  and 
asserted  that  there  was  no  evidence  that 
the  public  might  misxmderstand  such 
claims.  Some  of  the  comments  asserted 
that  such  claims  would  be  consistent 
with  the  statutory  scientific  standard 
because  that  standard  requires  only  that 
there  be  agreement  that  tne  claim  is 
supported  by  some  of  the  available 
scientific  evidence.  Other  comments 
argued  that  any  preliminary  study  that 
is  sufficiently  well-designed  and  well- 
conducted  should  be  sufficient  to 
engender  "significant  scientific 
agreement"  that  it  supports  the  health 
claim  being  made.  Another  comment 
stated  that  there  was  no  evidence  to 
warrant  FDA  concern  that  the  public 
might  misunderstand  such  claims,  and 
that  past  regulatory  policies  and  court 
cases  involving  both  FDA  and  FTC 
deeply  allowed  such  claims. 

Some  comments  maintained  that 
preliminary  claims  should  be  permitted 
because  the  benefit  to  a  consumer  if  a 
preliminary  claim  is  later  proven  to  be 
true  is  significantly  greater  than  the  loss 
if  it  proves  to  be  f^se.  The  comments 
cited  various  cases  in  which 
preliminary  evidence  has  proven  to  be 
correct  only  after  a  period  of  several 
years.  For  example,  one  comment 
asserted  that  many  lives  would  have 
been  saved  had  FDA  allowed 
preliminary  health  claims  regarding 
cholesterol  and  heart  disease.  Other 
comments  expressed  concern  that  one 
effect  of  limiting  health  claims  on  food 
labels  will  be  that  manufacturers,  not 
being  able  to  assert  the  dietary 
characteristics  of  new  foods  which  fail 
to  meet  the  new  standards,  will  lose  a 
significant  incentive  to  conduct 
nutrition  research  of  new  food 
formulations. 

A  few  comments  maintained  that  FDA 
should  permit  all  preliminary  claims, 


including  claims  about  those  nutrient- 
disease  relationships  that  the  agency 
proposed  not  to  authorize,  because 
those  claims  that  FDA  proposed  to 
permit  are  actually  preliminary  claims. 
The  comments  explained  that  the  claims 
that  FDA  proposed  use  qualifying  words 
such  as  "may."  as  in  the  phrase  "may 
help  to  reduce  disease  risk,"  rather  than 
absolute  claims. 
.  However,  other  comments,  primarily 
from  the  health  care  and  regulatory 
sectors,  favored  the  scientific  standard 
as  proposed  and  strongly  opposed 
permitting  preliminary  health  claims, 
stating  that  preliminary  evidence  does 
not  meet  the  scientific  standard  of  the 
1990  amendments.  The  comments 
pointed  out  that  one  of  the  main 
purposes  of  this  new  standard  is  to 
prevent  the  type  of  questionable  health 
claims  that  have  grown  all  too  common 
in  recent  years.  They  noted  that  if  a 
health  claim  is  still  the  subject  of 
conflicting  reports,  it  is  entirely 
inappropriate  for  the  food  label.  Many 
comments  suggested  that,  even  with  a 
disclosure  statement  as  to  the 
preliminary  nature  of  the  claim,  many 
consumers  would  be  misled,  as  the 
word  "preliminary"  does  little  to  lessen 
the  impact  of  a  claim,  and  many 
consumers  would  not  understand  that 
the  findings  could  be  disproved  later. 
Other  comments  stated  that  allowing 
preliminary  claims  could  open  the 
floodgates  to  a  large  number  of  partially 
supported  claims,  thereby  undercutting 
the  credibility  of  the  valid  health  claims 
on  food  labels. 

FDA  does  not  have  authority  to 
modify  the  scientific  standard  for  health 
claims.  Section  403(r)(3)(6)(i]  of  the  act 
directs  FDA  to  promulgate  regulations 
authorizing  health  claims  only  if  it 
determines: 

•  •  •  based  on  the  totality  of  publtcly 
available  scientific  evidence  (including 
evidence  from  well-designed  studies 
conducted  in  a  manner  which  is  consistent 
with  generally  recognized  scientific 
procedures  and  principles),  that  there  is 
significar.t  scientiHc  agreement,  among 
experts  qualiHed  by  scientific  training  and 
experience  to  evaluate  such  claims,  that  the 
claim  is  supported  by  such  evidence. 

TDA  has  incorporated  this  standard  into 
its  regulations.  Thus,  the  requirement 
objected  to  by  several  of  the  comments, 
that  there  be  significant  scientific 
agreement  that  the  claim  is  supported 
by  the  publicly  available  evidence, 
derives  directly  from  the  act. 

FDA  does  not  agree  that  a  "substantial 
evidence"  standard,  as  described  by  one 
comment,  was  intended  by  Congress,  or 
that  the  agency  is  under  any  obligation 
to  adopt  such  a  standard.  Congress 
adopted  the  scientific  standard  for 


health  claims  in  secUon  403(r)(3)(B)(i)  of 
the  act  from  FDA's  February  13, 1990. 
reproposal  (55  FR  5176).  Congress  had 
the  opportunity  to  adopt  a  different 
standard,  to  niodify  FDA's  proposed 
standard,  or  to  equate  the  standard  with 
the  substantial  evidence  standard,  but  it 
did  not.  The  standard  adopted  permits 
FDA  to  make  case-by-case 
determinations  on  the  scientific  validity 
of  a  claim,  giving  greater  weight  to 
studies  that  it  finds  more  persuasive 
(Ref.  1).  Congress  intended  the  scientific 
standard  to  be  "strong"  and  for  the 
agency  to  have  a  high  level  of 
confidence  that  a  claim  is  valid.  Id.  Of 
course,  in  applying  this  standard.  FDA 
will  act  in  a  manner  that  is  fair  and 
neither  arbitrary  nor  capricious. 

In  determining  whether  preliminary 
evidence  would  provide  the  basis  for  a 
health  claim  uncler  this  standard.  FDA 
looked  carefully  at  the  language  of  the 
act  and  its  legislative  history.  The 
legislative  history  establishes  that 
Congress'  intent  was  to  ensure  the 
scientific  validity  of  authorized  health 
claims.  (See  statement  of  Rep.  Waxman; 
Ref.  4,  H5844:  "What  we  have  sought  to 
do  is  to  permit  health  claims  but  only 
health  claims  based  on  scientipcally 
valid  information  •  •  •"  (emphasis 
added).)  If  Congress'  aim  haa  been 
solely  to  prohibit  false  or  misleading 
claims,  it  could  have  left  FDA  with  its 
authority  under  sections  403(a)  and 
201(n)  of  the  act.  Instead  it  added 
section  403(r)  of  the  act  to  ensure  not 
only  that  claims  are  not  felse  or 
misleading,  but  also  that  they  are 
scientifically  valid. 

The  frict  that  Congress  adopted  in 
section  403{r)(3)(B)(i)  of  the  act  the 
standard  that  FDA  set  out  in  its 
reproposed  rule  on  health  messages  is 
significant  in  other  respects.  In  the 
reproposal,  the  agency  stated  that  it 
would  not  accept  preliminary  support 
for  a  label  statement  (55  FR  at  5180). 
FDA  proposed  to  permit  only  claims 
"supported  by  a  sound  body  of 
scientific  evidence"  (55  FR  at  5180). 
Congress  adopted  FDA's  proposed 
standard  without  stating  that  it  was 
expanding  the  standard  to  include 
preliminary  claims;  instead  it  stated  that 
it  was  adopting  the  same  standard  (Ref. 

1). 

Allowing  claims  based  only  on 
preliminary  data  would  thus  not  be 
consistent  with  the  terms  of  the  statute 
and  indeed  would  undercut  the 
statutory  scheme.  The  standard  for 
permitting  a  health  claim  requires  that 
the  claim  be  supported  by  the  totality  of 
publicly  available  scientific  evidence, 
and  that  there  be  significant  scientific 
agreement  among  qualified  experts  that 
this  support  exists.  A  claim  based  on 
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preliminary  data  would  not  reach  the 
threshold  of  sdentific  validity  required 
by  this  standard.  It  is  not  sufficient  that 
there  simply  be  agreement  among 
scientists  that  a  statement  accurately 
characterizes  the  preliminary  nature  of 
the  data,  or  that  preliminary  data  could 
be  interpreted  in  the  way  stated. 
Authorizing  a  claim  in  such 
circumstances  would  produce  claims 
that  are  little  more  than  hypotheses. 
While  such  claims  might  not  be  false  or 
misleading,  they  would  not  be 
scientifically  valid.  Under  the  statutory 
scheme,  a  health  claim  is  to  describe  the 
scientifically  established  relationship 
between  a  nutrient  and  a  disease  or 
health-related  condition,  not  the  state  of 
the  evidence  that  might  support  such  a 
claim.  FDA  is  to  focus  on  the  state  of  the 
evidence  in  determining  whether  the 
claim  is  valid.  Thus,  preliminary  claims 
are  not  permissible  luider  the  act. 

FDA  does  not  agree  that  its  past 
regulatory  practices  dictate  that  it 
permit  preliminary  or  controversial 
health  claims.  The  41  year-old  consent 
decree  in  United  States  v.  Mytinger  &■ 
Casselberry,  referenced  by  one 
comment,  is  not  relevant  to  the  current 
situation  and  has  been  superseded  by 
subsequent  developments.  With  the 
1990  amendments,  Congress  added  the 
specific  requirement  to  the  act  that  any 
health  claim  on  a  food  must  not  only 
not  be  misleading  but  also  must  be 
scientifically  valid.  The  agency  does  not 
have  the  authority  to  permit  preliminary 
or  controversial  health  claims  that  are 
qualified  by  an  explanation  that  a 
difference  of  scientific  opinion  exists.  ^ 
Moreover,  the  agency  does  not  consider 
itself  in  any  way  obligated  to  follow  the 
FTC  consent  decree  referenced  by  a 
comment. 

While  FDA  concludes  that 
preliminary  claims  are  not  consistent 
with  the  act,  that  does  not  mean  that  the 
agency  concludes  that  any  qualification 
in  a  health  claim  would  bar  its  use. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  authorizing  health 
claims  on  food  labels  that  are  qualified 
claims.  FDA  is  authorizing  these  claims 
because  it  finds  that  they  meet  the 
standard  of  scientific  validity.  For  each 
of  the  claims  that  FDA  is  authorizing, 
there  is  significant  scientific  agreement 
that  there  is  a  high  probability  that  a 
reduction  in  risk  of  disease  will  occur. 

Further,  absolute  claims  about 
diseases  affected  by  diet  are  generally 
not  possible  because  such  diseases  are 
almost  always  multifactorial.  Diet  is 
only  one  factor  that  influences  whether 
a  person  will  get  such  a  disease.  For 
example,  in  the  case  of  calcium  and 
osteoporosis,  genetic  predisposition 
e.g..  where  there  is  a  family  history  of 


fragile  bones  with  aging)  can  play  a 
major  role  in  whether  an  individual  will 
develop  the  disease.  Because  of  factors 
other  than  diet,  some  individuals  may 
develop  the  disease  regardless  of  how 
they  change  their  dietary  patterns  to 
avoid  the  disease.  For  those  individuals, 
a  claim  that  changes  in  dietary  patterns 
will  reduce  the  risk  of  disease  would  be 
false.  Thus,  health  claims  must  be  free 
to  use  the  term  "may"  with  respect  to 
the  potential  to  reduce  the  risk  of 
disease.  However,  use  of  this  term 
would  not  be  appropriate  for  health 
claims  on  food  labeling  where 
significant  scientific  agreement  does  not 
exist  that  there  is  a  hi^  probability  that 
a  reduction  in  disease  risk  will  occur. 

Furthermore,  Congress  clearly 
concluded  that  there  is  a  great  deal  of 
consumer  confusion  over  health  claims 
on  food  labeling  (Ref.  1).  FDA  believes 
that  much  of  the  confusion  results  from 
claims  based  on  preliminary  data,  and 
the  agency  believes  that  comments 
opposed  to  permitting  preliminary 
claims  are  correct  in  their  assessment 
that  many  consimiers  do  not  understand 
that  preliminary  claims  are  based  on 
science  considerably  weaker  than 
claims  based  on  science  about  which 
there  is  a  significant  amount  of 
scientific  agreement.  Also,  FDA  agrees 
with  those  comments  maintaining  that 
allowing  preliminary  claims  would 
open  the  floodgates  to  a  large  number  of 
partially  supported  claims,  thereby 
undercutting  the  credibility  of  valid 
health  claims  on  food  labels  and  of  the 
food  label  itself.  FDA  believes  that 
health  claims  must  be  credible  if  they 
are  to  be  useful  to  consumers. 

If  FDA  were  to  focus  only  on  the 
impact  of  a  single  preliminary  claim, 
arguments  that  benefits  to  consumers 
bom  permitting  that  claim  where  it 
might  be  true  would  outweigh  losses 
where  the  claim  later  proved  to  be  false 
might  have  merit.  However,  FDA  must 
focus  on  the  ultimate  impact  that 
permitting  a  multitude  of  preliminary 
claims  would  have  on  public  health  and 
on  pubhc  confidence  in  the  food  label. 
That  ultimate  impact  could  easily 
involve  a  perception  among  many 
consumers  that  health  claims  and  food 
labels  are  not  reliable.  To  the  extent  that 
consumers  do  not  change  their  dietary 
patterns  to  reduce  their  risk  of  disease, 
they  will  be  less  healthy,  and  there  will 
be  needless  deaths  from  disease  as  well 
as  costs  to  the  national  economy.  Thus, 
FDA  disagrees  with  comments  asserting 
that  preliminary  claims  would  be  in  the 
best  interests  of  consumers. 

Further,  FDA  doubts  the  accuracy  of 
comments  asserting  that  manufacturers 
will  lose  significant  incentive  to 
conduct  research  on  new  food 


formulations.  The  agency  believes  that 
the  high  credibility  of  FDA  sanctioned 
claims  and  their  impact  on  consumer 
purchasing  decisions  will  prove  to  be 
sufficient  incentive  to  continue  such 
research.  Further,  if  the  agency  were  to 
permit  almost  all  health  claims  of  a 
preliminary  nature,  the  value  of  such 
claims  as  marketing  tools  would  sxuely 
be  considerably  weakened  as  consumers 
lose  faith  in  all  claims. 

Of  even  more  importance,  however,  is 
the  fact  that,  even  ^ough  FDA's 
approach  to  permitting  health  claims 
may  not  permit  as  many  claims  as  some 
firms  desire,  FDA's  approach  will 
provide  for  scientifically  valid  health 
claims.  Over  time,  FDA's  approach  is 
likely  to  prove  to  be  of  far  greater  value 
in  promoting  good  pubUc  health  than 
permitting  almost  all  preliminary 
claims.  Further.  FDA's  approach  does 
not  require  absolute  proof  of  the  vaUdity 
of  a  claim,  bistead,  this  approach 
requires  that  there  be  sound  science  to 
support  the  claim. 

54.  A  number  of  comments  called  for 
a  consensus  among  scientists  prior  to 
the  approval  of  a  claim. 

The  legislative  history  of  the  1990 
amendments  makes  clear  that  Congress 
did  not  intend,  in  calling  for  significant 
scientific  agreement  about  the  support 
for  a  claim,  to  require  that  such 
agreement  represent  a  full  consensus 
among  scientists.  The  House  Report 
(Ref.  1)  states:  "*  *  *  the  standard  does 
not  require  that  there  be  a  imanimous 
agreement  among  experts.  Instead  there 
must  be  a  significant  agreement  among 
experts,  but  it  does  not  require  that 
every  expert  in  the  field  approve  or 
agree  with  the  claim." 

The  agency  believes  that  a  consensus, 
if  defined  as  unanimous  agreement 
among  scientists  about  the  validity  of  a 
particular  claim,  would  be  difficult  to 
achieve,  and  that  a  standard  requiring 
consensus  would  therefore  prove 
impracticable.  The  agency  is  concerned 
that  the  stringent  reqmrement  of 
consensus  would  cause  many  vaUd 
health  claims  not  to  be  approved  and, 
by  restricting  such  claims,  would 
counter  Congress'  intent  that  health 
claims  supported  by  a  significant 
scientific  agreement  be  made  available 
to  consumers.  In  view  of  these  concerns, 
and  in  conformity  with  the  expressed 
intent  of  Congress  and  with  the 
statutory  language  of  the  1990 
amendments,  the  agency  will  not 
require  that  claims  be  supported  by  a 
consensus  among  scientists. 

55.  Several  comments  objected  that 
the  scientific  standard,  particularly  the 
phrase  "significant  scientific 
agreement,"  is  vague  and  subjective. 
Oae  comment  asked  for  clarification  as 
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to  the  degree  to  which  this  phrase  is 
quslitstive  or  qusntitativa  in  nature  and 
noted  that  a  standard  of  evidence  must 
be  specific  and  consistent.  Several 
comments  suggested  that  the  manner  in 
which  FDA  applied  the  scientific 
standard  is  overbroad. 

The  agency  is  sensitive  to  the 
comments'  perception  that  the  scientific 
standard,  particularly  the  phrase 
"significant  scientific  ureement,"  is 
sub)ective.  The  agency  believes, 
however,  that  any  standard  involving 
the  evaluation  of  scientific  evidence  and 
the  opinions  derived  from  that  evidence 
must  De  somewhat  subjective.  FDA,  in 
choosing  not  to  define  "significant 
agreement"  among  experts  in  the 
November  27. 1991.  proposal  (56  FR 
60548).  noted  that  each  situation  may 
differ  with  the  natxire  of  the  claimed 
substance/disease  relationship.  The 
agency  believes  that  in  deciding 
whether  significant  scientific  agreement 
about  the  validity  of  a  claim  exists,  it  is 
necessary  to  consider  both  the  extent  of 
agreement  and  the  nature  of  the 
disagreement  on  a  case-by-case  basis. 
The  agency  is  concerned  that  if 
scientific  agreement  were  to  be  assessed 
under  any  quantitative  or  rigidly 
defined  criterion,  the  associated 
inflexibihty  of  such  a  criterion  might 
cause  some  valid  claims  to  be 
disallowed  where  the  disagreement, 
while  present,  is  not  persuasive. 

The  House  Report  (Ref.  1)  affirms  the 
intended  flexibility  of  the  "significant 
scientific  agreement"  standard  by 
pointing  out  that,  in  reviewing  scientific 
studies.  FDA  may  give  greater  weight  to 
the  studies  that  it  finds  more  persuasive. 
The  House  Report  also  clarifies  that  the 
overriding  consideration  in  assessing 
whether  to  authorize  a  claim  should  be 
the  Secretary's  level  of  comfort  about 
the  validity  of  the  claim.  Id.  The  agency 
believes  that  this  clarification  provides 
clear  guidance  for  the  application  of  the 
standard. 

56.  Several  comments  suggested  that 
FDA  should  look  to  the  new  drug 
provisions  in  section  505  of  the  act  (21 
U.S.C.  355)  for  direction  in  assessing 
significant  agreement  with  the  proposed 
validity  requirement  and  suggested  that 
the  degree  of  scientific  agreement 
needed  for  health  claims  approval 
should  be  significant  but  less  than  that 
necessary  for  approval  of  a  new  drug 
application. 

FDA  agrees  that  the  scientific 
standard  for  health  claims'  is  less 
stringent  than  the  requirements  for 
approval  of  a  new  drug.  In  the  ca.se  of 
a  new  drug,  section  505(d)(5)  of  the  act 
provides  that  the  Secretary  shall  refuse 
to  approve  an  application  for  approval 
of  such  a  drug  where  there  is  a  lack  of 


substantial  evidence  that  the  drug  will 
have  the  effect  that  it  purpoits  or  is 
represented  to  have  under  the 
conditions  of  use  prescribed, 
recommended,  or  suggested  in  the 
proposed  labeling  thereof.  The  term 
"substantial  evidlence"  is  not,  in  and  of 
itself,  a  particularly  stringent  standard. 
Section  505(d)  of  the  act  provides, 
however,  that  the  term  "substantial 
evidence"  means  evidence  consisting  of 
adequate  and  well-controlled 
investigations,  including  clinical 
investigations  (human  studies 
conducted  in  a  controlled  clinical 
setting),  by  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  the  effectiveness  of  the  drug 
involved,  on  the  basis  of  which  it  could 
fairly  and  responsibly  be  concluded  by 
such  experts  that  the  drug  will  have  the 
effect  it  purports  or  is  represented  to 
have  under  the  conditions  of  use 
prescribed,  recommended,  or  suggested 
in  the  labeling  w  proposed  labeling 
thereof.  (In  identifying  the  source  of 
substantial  evidence,  the  law  limits  the 
kinds  of  studies  that  can  be  used.  Even 
this  high  standard,  however,  has  a 
degree  of  flexibifity.)  Based  on  this 
statutory  direction.  Uie  agency  has 
identified  a  number  of  characteristics 
that  are  present  in  "adequate  and  well- 
controlled  "  studies  in  21  CFR  314.126.*^ 

However,  section  403(r)  of  the  act 
does  not  mandate  requirements  as 
stringent  as  those  for  drugs  in  secti(m 
505(d)(5)  of  the  act.  Section  403(r)  of  the 
act  does  not  reference  substantial 
evidence,  adequate  and  well-controlled 
investigations,  or  clinical  investigations. 
To  the  contrary,  section  403(r)  of  the  act 
contains  more  flexibility  than  the  drug 
provisions  of  the  act  by  providing  FDA 
with  authority  to  authorize  claims  based 
on  "scientific  evidence  (including 
evidence  from  well-designed  studies 
conducted  in  a  manner  which  is 
consistent  with  generally  recognized 
scientific  procedures  and  principles), 
that  there  is  significant  agreement 
among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  such 
claims,  that  the  claim  is  supported  by 
such  evidence"  (section  403(r)(3)(B)(i)). 

The  legislative  history  of  this  section 
of  the  act  evidences  a  concern  by 
Congress  that  health  claims  should  not 
necessarily  be  restricted  to  the  stringent 
evidence  necessary  to  support  a  drug 
claim.  H.  Rept.  101-538  states:  "Under 
this  standard,  the  Secretary  must  review 
all  the  scientific  evidence  available  that 
is  pertinent  to  a  claim."  (Ref.  1). 

In  debate  preceding  passage  of  the 
1990  amendments,  the  sponsors  of  the 
bill  raised  concerns  as  to  whether  food 
claims  should  not  be  subject  to  a  mora 
flexible  standard  than  drug  claims.  For 


example,  in  the  July  30. 1990. 
Congressional  Record  (H5844)  (ReL  3). 
Congressman  Waxman  stated: 

And  then  there  it  the  issue  of  heahh 
claims.  Prior  to  the  niid-1980's,  health  claims 
were  simply  not  pennitted.  A  health  claim  on 
a  food  product  turned  that  food  product.  In 
a  legal  sense,  from  a  food  to  drug  because  if 
the  health  claim  were  made,  then  tha  product 
had  to  go  through  the  approval  process  at ' 
FDA  to  show  the  efTicacy  of  that  claim  was 
valid,  the  same  at  would  be  required  by  a 
pharmaceutical. 

That  was  an  awfuUv  stringent  requirement 
Further,  on  October  26. 1990  (Ref.  3). 
Congressman  Madigan,  the  other  House 
sponsor  of  the  1990  amendments, 
stated: 

Neither  Federal  regulation  nor  industry 
effoitt  have  kept  pace  with  scientific 
knowledge  about  diet  and  nutrition.  This  bill 
is  an  effort  to  remedy  this  situation  while 
allowing  FDA  sufficient  Qexibility  to  modify 
the  rules  when  valid,  new  sciontiflc 
information  is  presented.  Given  increased 
awareness  and  advances  in  our  scientific 
knowledge  on  the  relationthip  between  diet 
and  health,  this  legislation  is  very  timely. 

Consistent  with  this  flexibility.  FDA 
is  not  now  prescribing  a  specific  set, 
type,  or  number  of  studies  as  being 
necessary  to  support  a  health  claim.  The 
agency  will  consider  all  relevant  data  on 
a  topic,  including  clinical  studies, 
epidemiological  data,  and  animal 
studies.  Of  course,  the  type,  quality,  and 
relevance  of  a  study  from  which  data  are 
derived  have  an  important  bearing  on 
how  much  weight  is  placed  upon  the 
data.  For  example,  FDA  will  give  the 
greatest  weight  in  its  evaluation  to  well- 
designed  studies  conducted  with  human 
subjects.  Data  from  laboratory  studies 
using  animals,  in  vitro  tests,  and 
chemical  analyses  of  the  food  substance 
may  be  useful,  however,  in  providing  an 
understanding  of  the  nature  of  the 
relationship  between  the  substance  and 
the  disease  or  health-related  condition. 

In  the  preamble  to  the  proposal  (56  FR 
60537  at  60548  through  60549),  FDA 
drew  heavily  on  chapter  two  of  the  Diet 
and  Health  report  (Ref.  6)  for  a 
discussion  of  how  it  will  evaluate  the 
studies  that  are  submitted  on  the  impact 
of  intake  of  a  substance  on  health. 
Interested  persons  are  referred  to  that 
preamble  discussion  for  further 
information  about  how  the  agency 
intends  to  apply  the  validity  standard  in 
new  §  101.14(c). 

In  summary.  FDA  sees  the  standard 
for  health  claims  as  different  fit>m  the 
standard  for  establishing  the 
effectiveness  of  a  new  dirug.  The  agency 
is  not  now  establishing  any  minimum 
data  requirements  luider  this  standard, 
althou^  the  agency  might  find  it 
appropriate  to  do  so  in  the  future  as  it 
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gains  more  e^qMiience  under  the  health 
claims  regime.  Rather,  the  agency  will 
review  all  available  scientific  evidence 
th^  is  pertinent  to  a  claim  and  decide 
whether,  on  the  basis  of  that  evidence, 
the  diaracterization  of  the  relationship 
of  a  substance  to  a  disease  or  health- 
related  ccnaditioD  that  is  presented  in 
the  claim  is  scientifically  valid. 

B.  Assessment  of  Conformity  to 
Scientific  Standard 

1.  GeE.9ral 

57.  A  fBW  comments  expressed 
concern  about  specific  types  of  studies 
that  FDA  advimd  that  it  would  consider 
in  evaluating  health  claims.  One 
comment  objected  that  human  studies 
in  general  would  not  be  very  useful. 
Another  comment  objected  that  human 
studies  based  on  non-U.  S.  populations 
that  e^diibit  consistent  results  may  not 
be  useful.  Another  comment  noted  that 
case-control  and  cohort  studies  based  on 
the  U.S.  population  are  often  not 
powerful  enough  to  detect  diet-disease 
relationships  because  the  range  of 
nutrient  intaJtes  within  the  population 
is  too  narrow.  However,  most  comments 
agreed  with  the  agency's  intention  not 
to  prescribe  a  specific  set,  type,  or 
number  of  studies  as  being  sufficient  to 
support  a  disease-related  claim,  and 
with  its  statement  that  it  will  "seek  to 
avoid  the  pitfalls  of  inflexible  adherence 
to  rigidly  defined  criteria"  (56  FH 
60548). 

The  statutory  language  of  section 
403(r)(3)(B)(i)  of  the  act  is  specific  in 
directing  the  Secretary  to  consider  the 
totality  of  publicly  available  scientific 
evidence.  FDA  cannot,  thnefore.  and 
would  not  be  inclined  to,  exclude  any 
scientific  evidence  from  consideration 
in  assessing  the  validity  of  a  claim.  The 
agency  recognizes,  however,  that  the 
evidence  relating  to  a  particular  claim 
may  vary  in  its  usefulness,  and  that 
some  types  of  studies  may  be  more 
probative  than  others  in  establishing  the 
validity  of  particular  nutrient-disease 
relationships.  The  agency  will  consider, 
therefore,  as  it  stated  in  the  November 
1991  proposal  (56  FR  60537  at  60548), 
the  type,  quality,  appropriateness  of 
design  and  relevance  of  each  of  the 
studies  and  of  the  other  information  that 
together  constitute  the  totality  of 
scientific  evidence  when  assessing  the 
validity  of  a  claim.  The  agency  will 
evaluate  the  strengths  and  weaknesses 
of  each  individual  study  and  weight  it 
accordingly  in  reaching  a  decision  about 
the  validity  of  a  particular  claim. 

58.  Other  comments  urged  FDA  to 
consider  with  fairness  any  proposed 
health  claim  that  relies  on  data  derived 
from  non-Western  cultures. 


The  agency  advises  that  it  will 
consider  the  evidence  submitted  in 
support  of  a  claim  on  its  scientific 
merits  and  in  the  context  of  the  totality 
of  available  evidence.  It  will  not 
underrate  any  study  on  the  basis  of  its 
cultural  or  geographic  origin.  Evidence 
in  support  of  a  proposed  health  claim, 
however,  wrill  attain  value  in  direct 
proportion  to  the  significance  in  the 
U.S.  population  of  the  effacts  of  the 
disease  or  health-related  condition 
addr^sed  by  the  claim. 

2.  Dietary  supplements 

59.  Many  comments  asserted  that 
FDA  ^ould  establish  a  more  lenient 
standard  for  substances  in  dietary 
supplonents.  Some  of  these  comments 
argued  that  such  a  standard  is  mandated 
by  C(Higress  and  cited  the  statement  of 
SenatOT  Hatch,  one  of  the  primary 
authors  of  the  1990  amendments,  that  "a 
more  lenient  standard  for  dietary 
supplement[s]  is  envisioned"  (Ref.  2). 
Other  comments  argued  that  the 
standard  should  be  sufficiently  lenient 
to  permit  marketing  of  supplements 
without  any  labeling  restrictions.  Some 
of  these  comments  argued  that  dietary 
supplements  needed  no  stringent 
requirements  because  supplements 
.  could  be  adequately  regiUated  under  the 
regulatory  regime  of  a  label  needing  to 
be  truthful  and  not  misleading  tmder 
section  403(aKl)  of  the  act.  A  number  of 
comments  asserted  that  the  same 
standard  effectively  renders  section 
403(r)(5)P)  of  the  act  superfluous.  Some 
comments  asserted  that,  by  not  adopting 
a  more  lenient  standard,  FI}A  would 
restrict  the  amount  of  health 
information  available  to  consumers  and 
stated  that  sudi  information  is 
important  to  constuners  in  deciding 
which  products  to  buy.  A  number  of 
comments  asserted  that  the  same 
standard  for  supplements  is  counter  to 
the  intent  of  the  1990  amendments 
because  Congress  intended  to  make 
more,  rather  than  less,  information 
about  the  health  benefits  of  foods 
available  to  constuners. 

However,  other  comments  agreed 
with  FDA's  proposal  to  use  the  same 
scientific  standard  for  dietary 
supplements  that  the  act  provides  for 
conventional  foods.  One  comment  noted 
that  it  is  especially  important  to  place 
dietary  supplements  under  the  same 
standard  because  they  are  marketed 
mainly  on  the  basis  of  their  purported 
health  benefits.  Another  pointed  out 
that  the  proposed  standard  will 
facilitate  purchasing  decisions  for 
consumers  by  reducing  fraudulent 
labeling  claims. 

A  few  comments  contended  that  FDA 
should  establish  a  more  stringent 


standard  for  substances  in  dietary 
supplements.  One  comment  asserted 
that  FDA  has  adequate  authority  to  do 
so  and  asserted  that  the  legislative 
history  of  the  1990  amendments 
supports  a  mme  stringent  standard  The 
comment  stated  that  FDA  recognized* 
when  it  proposed  not  u>  authorize  a 
health  claim  for  omega-3  fatty  adds  in 
Docket  No.  91N-0103  (56  FR  60663, 
November  27, 1991),  that  it  does  make 
a  difference  whether  one  receives 
nutriment  from  food  or  from  pills.  In 
that  document,  the  comment 
maintained,  FDA  asserted  that  benefits 
have  been  ^own  for  fish  but  not  for 
omega-3  fatty  acids. 

Under  the  DS  Act.  there  is  a 
moratorium  on  the  implementation  of 
the  1990  amendments  with  respect  to 
dietary  supplements.  Therefore.  FDA  is 
not  adopting  a  standard  to  implement 
section  403(rK5)(D)  of  the  act  The 
agency  will  adopt  a  standard  in 
accordance  with  the  procedures 
established  in  the  DS  Act  However, 
FDA  has  carefully  considered  these 
comments  and.  in  response,  would 
make  the  following  observations. 

Although  Congress  did  convey 
flexibility  in  resolving  this  issue  to  FDA, 
and  one  sponsor  did  state  that  this 
flexibility  ^ould  be  used  to  establish  a 
more  lenient  standard,  as  the  agency 
explained  in  the  preamble  of  the 
proposal  (56  FR  60537  at  60539  through 
60540),  the  legislative  history 
concerning  section  403(r)(5)OD)  of  the 
act  makes  clear  that  Congress  did  not 
intend  to  require  that  the  agency  adopt 
a  different  standard  for  these  products 
(Refs.  2  and  3).  Instead,  the  exemption 
on  its  face  gives  the  agency  the 
discretion  to  adopt  a  scientific  standard 
respecting  the  validation  of  claims  for 
supplements,  r^ardless  of  whether  the 
standard  is  more  l«ii|nt  or  more 
stringent  (Ref.  3).  The  exemption  gives 
the  agency  the  same  discretion  with 
respect  to  establishing  a  procedure 
imder  which  claims  may  be  made. 

The  statement  of  House  Floor 
Managers  (Ref.  3),  addresses  section 
403(r)(5)(D)  of  the  act  by  stating,  in  part: 

The  Senate  version  of  the  bill,  which  we 
are  voting  on  today,  retains  this  standard  for 
all  foods  except  vitamins,  minerals,  herbs, 
and  other  similar  nutritional  substances 
(referred  to  below  as  "vitamins").  The  bill 
requires  that  vitamins  that  include  claims 
dePmed  under  section  403(r)(lKB]  shall  be 
subject  to  a  "procedure  and  standard" 
defined  by  the  Secretary  In  regulations  that 
require  an  evaluation  of  the  validity  of  the 
claim.  The  FDA  is  given  the  discretioo  to 
define  both  the  procedure  and  the  standard 
because  the  principals  In  the  Senate  could 
not  agree  on  the  appropriate  procedure  or  the 
appropriate  standard. 
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It  Is  obvious  firom  the  language  that  the 
agency  could  adopt  the  same  procedure  and 
standard  that  Congress  has  adopted  for 
disease  claims  on  food  other  than  vitamins: 
it  is  also  obvious  that  it  could  adopt  a 
stronger  standard  for  vitamins,  minerals, 
^herbs,  and  other  similar  nutritional 
substances. 

In  addition,  the  Metzenbaum-Hatch 
managers'  statement  in  the  Senate  (Ref. 
2)  addresses  section  403(r)(l)(B)  of  the 
act  by  stating,  in  part:  "The  purpose  for 
the  different  hanaling  of  conventional 
food  products  and  dietary  supplements 
is  to  provide  the  Secretary  flexibility  in 
the  development  of  the  procedure  and 
standard  for  health  claims  for  dietary 
supplements." 

Thus,  both  the  Senate  and  the  House 
of  Representatives  agreed  that  FDA  has 
the  flexibility  to  adopt  the  standard  and 
procedure  for  dietary  supplements  that 
appears  appropriate  to  the  agency.  As 
pointed  out  by  the  comments.  Senator 
Hatch  left  no  question  about  his 
position  that  FDA  should  use  this 
flexibiUty  to  adopt  a  more  lenient 
standard.  However,  other  members  of 
Congress  were  equally  clear  about  their 
position  that  FDA  should  not  adopt  a 
more  lenient  standard.  In  the  October 
24. 1990,  Congressional  Record,  (Ref.  2). 
Senator  Metzenbaum,  the  other  primary 
author  of  the  Senate  amendments, 
stated: 

•  •  *  It  is  my  view  that  there  is  no  reason 
to  do  anything  other  than  utilize4he  same 
procedure  and  standard  for  dietary 
supplements. 

Whatever  approach  the  Secretary  takes,  he 
must  establish  a  system  that  evaluates  the 
validity  of  health  claims  for  dietary 
supplements.  The  system  must  be  based  on 
the  same  considerations  that  guide  other 
agency  decisions:  public  health,  sound 
scientific  principles  and  consumer  fraud. 

Further,  the  House  of  Representatives 
clearly  did  not  support  a  more  lenient 
standard  for  dietary  supplements.  The 
statement  of  House  Floor  Managers  that 
appears  in  the  October,  26, 1990, 
Congressional  Record  (Ref.  3)  states: 

•  •  •  Whatever  approach  the  agency  takes, 
it  must  adopt  a  system  that  evaluates  the 
validity  of  any  disease  claims  made  with 
respect  to  these  substances.  Its  system  must 
be  Dased  on  considerations  of  public  health 
and  consumer  fraud.  As  in  every  similar 
decision  made  by  the  agency  today,  we  fully 
expect  that  the  agency's  evaluation  of  disease 
claims  made  with  respect  to  vitamins  will  be 
based  on  sound  scientific  principles. 

There  is  a  great  potential  for  defrauding 
consimiers  if  food  is  sold  that  contains 
inaccurate  or  unsupportable  health  claims. 
The  potential  is  just  as  great  for  vitamins  as 
it  is  for  other  products.  In  our  view,  vitamins 
and  other  substances  covered  by  this 
provision  should  be  subject  to  at  least  as 
strong  a  standard  as  is  applicable  to  other 
foods  that  contain  claims  that  the  food  will 
treat  a  disease  or  health  condition. 


Thus,  some  members  of  Congress 
opposed  a  more  lenient  standard  for 
dietary  supplements.  However,  it  also 
seems  that  assertions  that  Congress 
supported  a  more  stringent  standard  in 
the  legislative  history  of  the  1990 
amendments  are  not  well-founded.  The 
above-mentioned  statements  on  a  more 
stringent  standard  were  included  in  the 
legislative  history  to  demonstrate  that 
one  could  be  established,  if  appropriate. 

The  agency  will  consider  this 
legislative  history  together  with  the 
legislative  history  of  the  DS  Act  in 
proposing  rules  to  implement  the  1990 
amendments,  with  respect  to  the  DS 
Act.  The  agency  notes  that  if  it  were  to 
adopt  a  more  lenient  standard  and 
procedure  for  supplements,  there  might 
be  a  significant  potential  for  consumer 
confusion  when  confronted  with  a 
situation  in  which  there  would  be 
health  claims  for  substances  when  they 
are  present  in  supplements  but  not 
when  they  are  present  in  conventional 
foods.  If  there  is  reason  to  conclude  that 
this  would  not  in  fact  be  the  case,  FDA 
urges  interested  persons  to  come 
forward  with  evidence  to  support  such 
a  conclusion  during  the  rulemaking 
mandated  by  the  DS  Act. 

The  Managers  Report  on  the  DS  Act 
(Ref.  34)  states  that  among  the  policy 
goals  of  the  DS  Act  is  to  assure  the 
public  that  health  or  disease-related 
claims  for  dietary  supplements  are 
properly  supported.  In  the  rulemaking 
under  the  DS  Act.  FDA  will  try  and 
determine  what  proper  support  should 
incude.  In  particular,  the  agency  is 
interested  in  why  the  standard  for  the 
scientific  validity  of  health  claims  in 
section  403(r)(3)(B)(i)  which  applies  by 
law  to  claims  for  all  substances  for 
which  claims  are  made  except  for  those 
in  dietary  supplements,  is  not  also 
appropriate  for  substances  in  dietary 
supplements. 

Tne  agency  also  points  out  that  it  did 
not  tentatively  conclude  in  the  omega- 
3  fatty  acids  proposal  that  it  makes  a 
difference  whether  one  receives 
nutriment  from  food  or  from  pills,  as  the 
comment  suggested.  While  FDA  did 
state  in  the  summary  of  that  docket  that 
there  is  inadequate  evidence  to  support 
a  beneficial  relationship  between 
reduced  risk  of  coronary  heart  disease 
and  increased  consumption  of  omega-3 
fatty  acids,  and  that  there  is  some 
evidence  that  benefit  may  be  gained 
through  the  consumption  of  fish,  the 
agency  noted  that  benefits  attributed  to 
fish  could  not  necessarily  be  ascribed  to 
the  presence  of  omega-3  fatty  adds.  The 
example,  therefore,  does  not  show  that 
a  substance  is  any  more  beneficial  when 
it  is  in  a  conventional  food  than  when 
it  is  not  in  a  conventional  food. 


60.  A  number  of  comments  stiggested 
that  the  agency  should  adopt  a  separate 
mechanism  for  evaluating  tne  validity  of 
claims  for  herbs.  Under  the  suggested 
mechanism,  an  oversight  committee 
would  appoint  an  expert  panel  that 
would  consist  of  a  director  and  at  least 
four  scientists  with  training  and 
experience  related  to  herbal  and 
botanical  products.  (FDA  would 
participate  as  a  nonvoting  member.)  The 
panel  could  hire  outside  consultants. 
The  committee,  which  would  be 
charged  with  the  responsibility  of 
reviewing  all  health  claims  petitions 
pertaining  to  herb  or  botanical 
components,  would  relieve  FDA  of  all 
responsibility  for  initial  review  of  these 
petitions.  Such  petitions  would  not  be 
permitted  to  be  submitted  directly  to 
FDA.  The  expert  panel  that  was  selected 
by  the  committee  would  conduct  an 
evaluation  of  scientific  data  pertaining 
to  the  requested  claim,  subject  the 
evaluation  to  peer  review,  and  prepare 
a  final  recommendation  about  the  claim. 
The  recommendation  and  all  supporting 
documents  would  then  be  forwarded  to 
FDA.  and  the  agency  would  be 
permitted  120  days  to  approve, 
disapprove,  or  modify  tne  report.  Under 
draft  regulations  submitted  by  one  of  the 
comments,  there  would  be  a  codified 
presumption  in  favor  of  the  committee 
recommendation. 

The  comment  asserted  that  this 
mechanism  for  evaluating  petitions 
would  not  involve  a  transfer  of  the 
agency's  authority  and  obligation  to 
enforce  the  act  because  the  final 
authority  for  decisions  rests  with  FDA. 
Further,  the  comment  asserted  that  there 
is  precedent  for  the  requested 
mechanism  in  FDA's  past  use  of  reviews 
of  food  and  cosmetic  ingredients  that 
have  been  prepared  by  the  Federation  of 
American  Societies  for  Experimental 
Biology  (FASEB)  and  the  Cosmetic 
Ingredient  Review  (OR). 

Although  the  DS  Act  establishes  a 
moratorium  on  the  implementation  of 
the  1990  amendments  with  respect  to 
dietary  supplements  of  herbs,  the 
agency  considers  it  appropriate  to 
respond  to  this  comment.  FDA  believes 
that  the  mechanism  suggested  by  the 
.comment  would  involve  a  significant 
transfer  of  agency  authority  for  the 
control  of  health  claims  on  herbs,  and 
there  is  no  basis  under  the  act  for  such 
a  transfer.  Although  the  comment 
asserts  that  such  a  transfer  would  not 
take  place  by  maintaining  that  the  final 
authority  for  decisions  rests  with  FDA. 
the  assertion  is  not  correct.  Because  of 
the  codified  provision  providing  that 
there  would  be  a  presumption  in  favor 
of  the  committee  recommendation,  the 
agency  would  be  obligated  to  prove  that 
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the  committee  was  wrong  or  else  it 
would  be  reqiiired  to  follow  the 
committee's  ^commendation.  Under 
such  dicumstances.  FDA  could  be 
forced  to  propose  to  authorize  a  health 
claim  that  the  agency  believed,  but  was 
unable  to  prove,  was  cot  valid.  Thus, 
there  would,  in  bet,  be  a  significant 
transfer  of  authority  imder  the  requested 
mechanism. 

Further,  there  is  no  precedent  for  the 
requested  mechanism  in  FDA's  use  of 
FASEB  and  CIR  reviews  of  food  and 
cosmetic  ingredients.  Neither  type  of 
review  created  a  presumption  in  favor  of 
the  review  recommendation.  Also,  FDA 
has  never  required  that  petitions 
pertaining  to  food  and  cosmetic 
ingredients  be  submitted  for  such 
reviews.  With  reqpect  to  FASEB 
reviews,  FDA  contracted  for  these 
reviews  as  part  of  its  GRAS  review  in 
the  early  1970's  and  then  once  to  update 
information  on  sulfiting  agents.  FASEB 
only  submitted  a  recommendation  as  to 
whether,  and  what,  uses  of  a  substance 
were  GRAS.  FDA  conducted  its  own 
review  of  the  evidence  and  was  £ree  to 
elect  to  use  the  FASEB  review  as  it  saw 
fit. 

With  respect  to  CIR  reviews,  such 
reviews  are  used  primarily  by  industry 
to  make  self-determinations  of  cosmetic 
ingredient  safety.  The  agency  may,  or 
may  not,  comment  on  any  CIR  review. 
Even  where  FDA  comments  on  a  CIR 
review,  there  would  be  little  likelihood 
that  agency  rulen^king  would  result.  In 
situations  where  such  a  review  does 
senre  as  a  stimulus  for  a  rulemaking 
proceeding,  the  review  would  not  be  the 
sole  reason  for  the  proceeding.  The 
agency  fully  retains  its  enforcement 
authority  in  both  situations. 

Moreover,  the  committee  suggested  by 
the  comment  would  be  subject  to  the 
Federal  Advisory  Committee  Act  (5 
U.S.C  App.  2).  'The  burdens  imposed  on 
an  agency  by  this  statute  are  heavy.  FDA 
has  limited  resources  for  advisory 
committees.  While  the  agency  may,  on 
occassion.  use  advisory  committees  as 
part  of  the  health  claims  process,  it 
believes  that  it  would  be  an 
inappropriate  expenditure  of  those 
limited  resources  to  commit  them  to  the 
committee  suggested  by  the  comment. 

Of  course,  both  the  conventional  food 
and  dietary  supplement  industries  may, 
if  desired,  work  through  committees  in 
preparing  well-supported  petitions  for 
submission  to  FDA,  and  FDA  will 
cooperate  with  such  committees  at  a 
scientific  level  by  explaining  the 
agency's  requirements  to  them  and 
sharing  publicly  available  information. 
However,  the  agency  would  not  require 
firms  to  use  such  committees,  and  FDA 
would  still  have  the  ultimate  obligation 


of  determining  whether  the  petitioned- 
for  claim  is  scientifically  vaUd.  To 
clarify  that  the  agency  will  consider  all 
recommendations  by  such  committees, 
FDA  has  revised  provisions  of  new 
§  101.70(b)  to  provide  that  information 
that  is  submitted  with  petitions  may 
include  any  findings,  edong  with  the 
basis  of  the  findings,  of  an  outside  panel 
with  expertise  in  the  subject  area  at 
issue.  While  the  agency  will  consider 
any  findings  of  a  panel  included  in  a 
petition,  the  agency  will  not  use  that 
panel  to  make  its  decision. 

61.  Some  comments  asserted  that  in 
addition  to  the  proposed  regulatory 
framework  for  evaluating  health  claims, 
which  involves  permitting  supplement 
claims  on  the  same  terms  as  for 
conventional  foods,  FDA  should  also 
subject  dietary  supplements  to  an 
alternative  involving  a  different  level  of 
validity  substantiation  and  a  different 
procedure.  Under  the  alternative 
procediue,  claims  for  which  there  is 
substantial  scientific  evidence  but  not 
yet  significant  scientific  agreement 
would  have  to  undergo  a  certification 
and  notification  procedure  rather  than 
rulemaking  proceedings.  Under  the 
alternative,  claims  could  be  made  for 
supplements  so  long  as:  (1)  The  claim 
expressly  discloses  the  absence  of 
scientific  agreement  as  to  the 
relationship,  (2)  the  manufactiuer 
provides  FDA  with  a  fully  documented 
certification  by  a  panel  of  at  least  three 
qualified  experts  that  there  is 
substantial  scientific  evidence 
supporting  the  claim,  and  (3)  FDA  does 
not  disapprove  the  claim  within  90  days 
of  receipt  of  the  certification.  (When 
additional  information  is  needed,  the  90 
day  period  could  be  extended  an 
additional  45  days.)  Under  the 
alternative,  FDA  would  have  an 
opportunity  to  participate  in  the 
selection  of  the  expert  panel. 

Given  the  moratorium  on  the 
implementation  of  the  1990 
amendments  estabfished  by  the  DS  Act. 
the  agency  is  reserving  making  a 
detailed  response  to  these  comments  at 
this  time.  The  Managers  Report  on  the 
DS  Act  (Ref.  34)  states  that  FDA  may 
wish  to  propose  new  rules  or  to 
reprof>ose  rules  under  section 
403(r)(5)(D)  of  the  act.  FDA  will 
consider  these  comments  in  deciding 
what  action  to  take  with  respect  to 
section  403(r)(5)(D]  of  the  act  in 
responding  to  the  DS  Act. 

V.  General  Labeling  Requirements 

Proposed  §  101.14(d)(1)  provides  that 
when  FDA  determines  that  a  health 
claim  is  valid,  the  agency  will  propose 
a  regulation  in  part  101,  subpart  E  to 
authorize  the  use  of  the  claim.  Further. 


the  provision  states  that  if  the  claim 
pertains  to  a  substance  not  provided  for 
in  §  101.9  or  §  101.36.  FDA  vnll  propose 
amending  those  regulations  to  include 
declaration  of  the  substance.  FDA  points 
out  that  S  101.9(a)  requires  that  where  a 
claim  about  a  nutrient  is  made,  the 
nutrition  labeling  information  shall 
include  appropriate  information  about 
that  nutrient  Proposed  §  101.36(a)  also 
would  require  nutrition  information  on 
dietary  supplements.  However,  given 
the  moratorium  established  by  the  DS 
Act.  FDA  is  not  adopting  §  101.36  at  this 
time.  FDA  has  deleted  the  reference  to 
that  section  from  S  101.14(d)(1). 

62.  Several  comments  argued  that 
FDA  should  not  permit  firms  to  place 
any  health  claims  on  the  labels  of 
conventional  foods  or  of  dietary 
supplements. 

Through  enactment  of  section  403(r) 
of  the  act.  Congress  has  mandated  that 
firms  be  permitted  to  place  health 
claims  on  food  labels  when  FDA  finds 
that  the  claims  are  valid  and  establishes 
regulations  authorizing  their  use. 
Although  the  comments  cited  a  wide 
variety  of  reas(Mis  to  support  their 
objections.  FDA  is  not  aadressing  these 
reasons  because  the  1990  amendments 
settled  this  issue.  The  agency  has. 
therefore,  not  made  any  changes  in 
response  to  these  comments. 

A.  Consistency  with  Summary  of 
Scientific  Information  and  Model  Health 
Claim 

Proposed  §  101.14(d)(2)(i)  stated  that 
all  label  or  labeling  statements  about  the 
health  benefit  that  is  the  subject  of  the 
health  claim  shall  be  based  on,  and 
consistent  with,  the  conclusions  set 
forth  in  the  summary  of  scientific 
information  and  model  health  claims 
provided  in  regulations  in  pert  101, 
subpart  E. 

63.  Some  comments  urged  FDA  not  to 
allow  manufacturers  to  paraphrase  an 
established  model  health  claim.  These 
comments  stated  that  claims  should  be 
repeated  in  the  same  way  on  each 
qualifying  food  product  to  ensure  that 
only  one  clear  message  is  being  given  to 
consumers.  One  of  these  comments 
cautioned  that  consumers  faced  with 
health  claims  stated  in  a  wide  variety  of 
ways  will  be  confused  about  the 
possibility  of  differences  among  the 
claims.  Another  suggested  that  in  light 
of  the  practical  inability  of  FDA  to 
police  varying  wordings  for  acciuacy, 
the  only  way  to  ensure  that  claims  are 
an  accurate  representation  of  the  facts  is 
to  require  that  agency-drafted  claims  be 
used.  The  comment  noted  that  although 
the  1990  amendments  did  not 
specifically  contemplate  mandatory 
FDA-created  wording  for  the  health 
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daims.  section  403(r)(3)(B)(iii)  of  the  act 
could  be  inteipreted  to  allow  such  an 
approach  on  the  basis  that  the  agency 
wording  is  the  only  one  that  "enables 
the  public  to  comprehend  the 
information  provided  in  the  claim." 

However,  other  comments  maintained 
that  manufacturers  should  not  be  held 
to  the  specific  language  in  the  model 
health  claims  and  asked  that  the 
regulations  be  amended  to  specifically 
state  that  label  claims  need  not  be 
identical  to  the  model  claim  language. 
The  comments  explained  that  the  model 
claims  are  too  complex  to  be  meaningful 
to  consumers  and  expressed  concern 
that  the  proposed  requirement  for 
consistency  might  be  interpreted  in 
such  a  rigid  manner  that  effectively  only 
the  model  claim  would  be  permitted. 
FDA  does  not  believe  that  the  1990 
amendments  allow  the  agency  to 
prohibit  manufacturers  who  wish  to 
place  a  health  claim  on  a  product  from 
paraphrasing  language  in  the  model 
claim.  Section  3(b)(l)(A)(vii)  of  the  1990 
amendments  prohibits  FDA  from 
requiring  persons  to  secure  agency 
approval  before  placing  a  health  claim 
on  a  product,  provided  that  the  claim  is 
in  compliance  with  the  applicable 
regulation.  The  House  Report  (Ref.  1), 
states  that  this  section  "makes  it  clear 
that  the  regulations  will  not  require 
premarket  review  of  each  claim;  they 
will  only  require  that  the  claim  be 
consistent  with  the  terms  and 
requirements  of  the  regulations."  The 
agency  believes  that  it  is  possible  to 
paraphrase  a  model  health  claim  while 
remaining  consistent  with  the  terms  and 
requirements  of  the  regulations 
permitting  that  claim.  This  position  is 
similar  to  agency  policy  that  permits  the 
use  of  terminology  other  than  that 
established  in  a  final  OTC  drug 
monograph  in  labeling  of  an  OTC  drug 
product  to  describe  indications  for  use 
(51  FR  16258,  May  1, 1986).  Consistent 
with  that  policy  for  OTC  drug  labeling, 
the  agency  believes  that  the  goal  of 
ensuring  scientifically  valid,  truthful, 
and  nonmisleading  labeling  without 
inhibiting  effective  consumer 
communication  does  not  require 
exclusive  use  of  language  in  a  model 
health  claim.  The  model  language  along 
with  other  requirements  for  that  claim 
will,  nevertheless,  provide  the  standard 
for  measuring  the  accuracy  of 
alternative  language  developed  by  food 
manufacturers  for  their  products 
because  FDA  has  included  all 
mandatory  labeling  elements  of  a  health 
claim  in  the  model  claim.  Of  course, 
manufacturers  should  recognize  that  a 
paraphrased  health  claim  that  fails  to 
convey  all  the  mandatory  elements  of 


the  claim  will  subject  a  product  to 
regulatory  action. 

Section  403(r)(3)(B)(iii)  of  the  act  does 
not  require  the  veiijatim  use  of  the 
agency's  model  health  claims.  The 
provision  states  that  the  agency  must 
require  in  a  regulation  authorizing  a 
health  claim  that  the  claim  be  stated  in 
such  a  way  as  to  allow  the  public  to 
comprehend  the  presented  information 
and  to  understand  the  relationship  of 
the  substance  to  the  disease  or  health- 
related  condition,  the  significance  of  the 
substance  in  affecting  the  disease  or 
health-  related  condition,  and  the 
significance  of  the  information  in  the 
context  of  the  total  daily  diet.  The 
agency's  model  wording  of  a  health 
claim  is  likely  not  to  be  the  only  way 
in  which  one  can  convey  all  the 
required  information. 

Although  FDA  agrees  that 
manufacturers  should  not  be  held  to  the 
specific  language  in  the  model  health 
claims,  the  agency  does  not  believe  that 
it  is  necessary  to  state  this  fact  in  the 
regulations.  Just  as  some  could 
misinterpret  the  proposed  codified 
requirement  that  claims  be  "consistent 
with"  model  claims,  others  could 
misinterpret  a  provision  stating  that 
claims  "need  not  be  identical  to  the 
model  claim  language."  Thus,  FDA  has 
revised  new  §  101.14(d)(2)(i)  to  require 
that  labeling  statements  conform  to  the 
conclusions  set  forth  in  the  regulations 
in  part  101.  subpart  E  without  any 
specific  reference  to  provisions 
contained  therein. 

64.  Some  comments  contended  that 
FDA's  proposed  regulations  would 
require  too  much  information  in  health 
claims,  and  that  the  apoearance  of  so 
much  information  in  a  nealth  claim 
would  confuse  consumers.  Some  of 
these  comments  suggested  that  this 
confusion  could  thwart  FDA's  goal  of 
educating  the  public.  Others  asserted 
that,  rather  than  trying  to  clear  up  their 
confusion,  many  consumers  would 
simply  assume  that  the  product  is 
unhealthy  for  them  and  choose  products 
that  did  not  bear  the  lengthy  claims. 
One  of  these  comments  stated  that  the 
calcium/osteoporosis  claim  was. 
according  to  computer  analysis,  so 
complex  that  a  "fourteenth-grade" 
reading  level  was  required  to  properly 
understand  it. 

Another  comment  objected  that  the 
proposed  policy  of  codifying  "all" 
effects  of  a  nutrient  on  a  condition  or 
disease  would  lead  to  the  inclusion  of 
effects  that  were  of  tangential 
importance  or  that  were  not  the  subject 
of  significant  scientific  agreement. 
Instead,  the  comment  stated,  FDA 
should  limit  its  description  to 


significant  effects  on  which  there  was 
such  scientific  agreement. 

However,  other  comments  agreed 
with  FDA's  proposal  that  health  claims 
should  include  information  on  factors 
that  affect  the  nutrient-disease 
relationship  (e.g.,  exerdse).  One 
consumer  advocacy  organization 
strongly  asserted  that  it  is  important  that 
nutrient  intake  not  appear  to  be  the  sole 
factor  in  matters  affecting  the  risk  of 
disease  when  other  factors  are 
considered  to  be  of  similar  importance. 
The  comment  stated  that  use  of  such 
language  as  "one  of  several  factors"  and 
"can  help"  in  health  claims  will  help 
the  public  to  understand  that  the 
nutritional  characteristics  of  the  foods 
bearing  claims  are  not  "cure-alls"  for 
the  disease/health  condition  mentioned. 
FDA  agrees  that  consumers  should  be 
presented  with  health  claim  information 
in  a  clear,  nonconfusing  manner,  and 
the  agency  realizes  that  there  is  a  limit 
to  the  amount  and  complexity  of 
information  that  can  be  presented  in  a 
health  claim.  However,  the  agency 
believes  that  it  must  require  enough 
information  in  a  health  claim  to  ensure 
that  consumers  understand  that  factors 
other  than  dietary  intake  of  the  nutrient 
may  bettf  on  the  substance-disease 
relationship.  Given  these  imperatives. 
the  agency  is  faced  with  the  difficult 
tas)^:Pf  determining  what  information  is 
necessary  in  a  claim,  and  what 
information  is  not. 

FDA  has  reviewed  the  requirements 
for  the  health  claims  that  it  is 
authorizing  elsewhere  in  this  issue  of 
the  Federal  Register  to  determine 
whether  they  call  for  the  inclusion  of 
information  in  the  claim  that  is  not 
absolutely  necessary  to  allow  the 
consumer  to  understand  the  claims  in 
the  context  of  a  total  daily  diet.  FDA  has 
deleted  information  that  is  not 
necessary  from  the  list  of  mandatory 
information  and  instead  has  listed  Uiis 
information  as  information  that  a 
manufacturer  may  opt  to  include  in  a 
health  claim.  FDA  will  take  a  similar 
approach  in  the  future.  FDA  believes 
that  its  regulations  in  part  101,  subpart 
E  now  represent  an  acceptable  balance 
between  the  consumer's  right  to 
understand  the  full  context  of  the  claim 
and  the  manufacturer's  concern  over 
claim  length.  By  delineating  the 
information  that  is  mandatory  and 
optional  in  a  claim.  FDA  is  relieving 
manufacturers  from  having  to  include 
information  that  is  of  tangential 
importance  but  allowing  those  who 
wish  to  use  the  information  to  do  so 
without  violating  the  authorizing 
regulation. 

As  for  the  comments  that  asserted  that 
the  sentence  structure  and  phrasing  of 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday,  Janiiary  6,  1993  /  Rules  and  Regulations        2511 


the  model  claims  are  too  complex,  the 
agency  has  sought  to  minimize 
complexity  but  has  foxmd  that  some 
imavoidably  results  from  trying  to 
provide  the  information  necessary  to 
ensure  that  consiuners  understand  the 
claim  in  its  proper  context.  FDA 
believes  that  the  versions  of  the  claims 
that  it  is  adopting  mandate  less 
information,  and  are  significantly  less 
complex,  than  those  proposed. 
However,  manufacturers  who  are  not 
satisfied  with  the  model  claims  are  free 
to  develop  their  own  versions  of  the 
claim,  provided  that  those  versions 
include  all  of  the  information  required 
by  the  authorizing  regulation. 

65.  One  comment  asserted  that 
product-specific  health  claims,  which 
emphasize  the  role  of  a  specific  product 
or  brand  of  product  in  a  diet-disease 
relationship  already  the  subject  of  an 
agency  regulation,  should  be  allowed 
and  even  encouraged. 

FDA  disagrees  with  this  comment. 
Section  403(r)(3)(B)(iii)  of  the  act  directs 
the  agency  to  require  that  health  claims 
enable  the  public  to  understand  the 
information  in  the  context  of  the  total 
daily  diet.  FDA  believes  that  a  claim 
that  refers  specifically  to  the  health 
benefits  conferred  by  the  consumption 
of  a  certain  brand  name  of  product 
would  unduly  emphasize  the 
importance  of  that  brand  in  the  context 
of  the  daily  diet.  Also,  such  claims 
could  imply  that  other  brands  of  the 
same  food,  as  well  as  other  foods 
containing  the  substance,  might  not 
have  the  same  effect  on  the  disease  or 
health-related  condition  and  thus  be 
misleading  under  section  403(a)  of  the 
act.  Accordingly,  the  agency  rejects  this 
comment's  recommendation. 

66.  A  number  of  comments  suggested 
that  FDA  should  develop  health  claims 
about  general  food  choices,  rather  than 
substances,  and  a  disease  or  health- 
related  condition.  Other  comments, 
however,  cautioned  that  such  an 
approach  might  create  more  consumer 
confiision  than  benefit. 

As  FDA  pointed  out  in  its  response  to 
comment  1  of  this  document,  claims 
about  the  benefits  of  general  classes  of 
food  such  as  fruits  and  vegetables  that 
do  not  make  an  express  or  implied 
connection  to  any  specific  substances 
do  not  constitute  health  claims  because 
the  multiplicity  of  substances  found  in 
those  foods  renders  the  claim  too 
general  to  satisfy  the  first  basic  element 
of  a  health  claim  (i.e.,  substance). 
However,  where  a  claim  about  a  general 
food  choice  is  an  implied  claim  for  a 
substance  or  specific  substances 
contained  in  the  food  and  a  disease  or 
health-related  condition,  it  would  be 
subject  to  the  health  claims  regime. 


Development  of  information  about 
general  food  choices  and  diseases  or 
health-related  conditions,  to  the  extent 
it  is  not  subject  to  section  403(r)  of  the 
act,  is  an  activity  authorized  by  the 
National  Nutrition  Monitoring  and 
Related  Research  Act  of  1990  (Ref.  32) 
which  was  enacted  at  about  the  same 
time  as  the  1990  amendments.  In  brief, 
the  Nutrition  Monitoring  and  Related 
Research  Act  authorizes  the  Secretary  of 
the  Department  of  Health  and  Human 
Services  and  the  Secretary  of  the 
Department  of  Agriculture  to  establish 
dietary  gwdance  by  jointly  publishing  at 
least  every  5  years  a  report  entitled 
"Dietary  Guidelines  for  Americans." 
Each  such  report  is  to  contain 
nutritional  and  dietary  information  and 
guidelines  for  the  general  public  which 
are  based  on  the  preponderance  of  the 
scientific  and  medical  knowledge  that  is 
current  at  the  time  the  report  is 
prepared.  The  Secretaries  are  also 
authorized  to  review  and  approve  any 
dietary  guidance  for  the  general 
population  or  identified  population 
subgroup  proposed  to  be  issued  by  any 
Federal  agency  to  assure  that  the 
guidance  either  is  consistent  with  the 
"Dietary  Guidelines  for  Americans,"  or 
that  the  guidance  is  based  on  medical  or 
new  scientific  knowledge  that  is 
determined  to  be  valid  by  the 
Secretaries. 

The  goals  to  be  achieved  by  both  the 
1990  amendments  and  the  Nutrition 
Monitoring  and  Related  Research  Act  (7 
U.S.C.  5341)  are  complementary  in 
every  respect.  Where  the  1990 
amendments  ensure  the  validity  of 
health  claims,  the  Nutrition  Monitoring 
and  Related  Research  Act  ensures  the 
validity  of  dietary  guidance.  In 
considering  whether  to  authorize  health 
claims,  the  agency  will  exercise  great 
care  to  see  that  the  claims  that  it 
authorizes  are  fully  compatible  with 
national  dietary  guidance. 

B.  Complete,  Truthful,  and  Not 
Misleading 

Proposed  §  101.14(d)(2)(iii)  stated  that 
a  health  claim  shall  be  complete, 
truthful,  and  not  misleading.  In  keeping 
with  these  requirements,  FDA  asserted 
that  where  factora  other  than 
consumption  of  the  substance  bear  on 
the  claimed  effect  on  a  disease  or 
health-related  condition,  such  factors 
must  be  addressed  in  the  claim. 

67.  One  comment  proposed  that  the 
word  "complete"  as  used  in  proposed 
§  101.14(d)(2)(iii)  is  vague  and  would 
lead  to  confusion.  It  noted  that  each 
company  in  the  food  industry  will  be 
bee  to  paraphrase  FDA's  model  health 
claims  and,  since  such  paraphrasing 
necessarily  implies  different  words  and 


sentences,  to  th«  extent  that  a 

company's  claim  does  not  track  the 
model  exactly,  such  claims  will  not  be 
"complete."  The  comment  suggested 
that  the  word  "complete"  be  deleted 
from  the  final  regulation. 

FDA  disagrees  that  the  word 
"complete"  should  be  deleted  from  the 
regulation.  The  agency  believes  that  it  is 
imperative  that  consumers  be  informed 
of  factors  other  than  the  consiunption  or 
nonconsiunption  of  the  substance  that 
significantly  bear  on  the  claimed  effect 
on  a  disease  or  a  health-related 
■'Condition.  To  this  end,  FDA  will  codify 
all  such  information  in  part  101,  subpart 
E  FDA  believes  that  the  word 
"complete"  is  necessary  in 
§  101.14(d)(2)(iii)  to  ensure  that 
manufacturers  understand  that  their 
health  claims  must  include  all  such 
mandated  information.  This  policy  is 
consistent  with  section  201(n)  of  the  act. 
which  provides  that  an  article's  labeling 
may  be  misleading  if  it  omits  material 
facts. 

68.  One  comment  stated  that  dietary 
supplements  should  be  required  to 
balance  their  health  claims  by  including 
warnings  against  any  negative  health 
effects  that  might  result  from  their  use. 
The  comment  also  suggested  that  the 
labels  of  such  products  should  declare 
the  maximum  amoimt  of  the  dietary 
supplement  that  can  be  consumed 
without  inouring  risk  of  toxicity. 

FDA  disagrees.  To  be  eligible  for  a 
health  claim,  a  substance,  if  it  is  to  be 
consumed  at  other  than  decreased 
dietary  levels,  is  required  to  be  a  food 
or  a  food  ingredient  M^ose  use  at  the 
levels  necessary  to  justify  the  claim  is 
safe  and  lawful  under  the  applicable 
food  safety  provisions  of  the  act.  Thus, 
there  is  no  reason  to  treat  dietary 
supplements  any  differently  than  other 
food  by  requiring  that  they  bear  special 
warnings. 

To  avoid  any  misunderstanding  as  to 
the  appropriate  level  of  consumption  in 
relation  to  the  daily  diet,  the  agency 
may  require,  in  its  authorizing 
regulation  for  a  claim,  that  the  claim 
state  the  level  of  consimiption  beyond 
which  no  additional  benefit  is  likely  to 
be  gained.  The  agency  notes  as  an 
example  that  the  calciim:i/osteoporosis 
health  claim  includes  the  statement  that 
"adequate  calcium  intake  is  important, 
but  daily  intakes  above  about  2.400  mg 
are  not  likely  to  provide  any  addition^ 
benefit." 

If  at  some  point  in  the  future,  the 
agency  approves  a  health  claim  that  has 
some  safety  concern  to  any 
subpopulation  of  consumers,  the  agency 
wall,  of  course  require  that  the  claim 
include  sufficient  information  to  alert 
that  subpopulation.  For  example,  if  FDA 
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ever  approves  a  health  claim  for  vitamin 
D.  the  claim  would  be  required  to 
inform  consimiers  of  the  potential  for  an 
adverse  effect  from  excess  consumption. 

C.  Layout 

Proposed  $  101.14(d)(2){iv)  stated  that 
all  claims  must  appear  in  one  place,  in 
the  same  type  size,  without  intervening 
material.  FDA  included  in  this 
provision  an  exception  to  allow  a  short 
reference  statement  to  appear  on  the 

label,  "See lor  information 

about  the  relationship  between 

and ,"  with 

the  blanks  filled  in  with  references  to 
the  location  of  the  labeling  (other  than 
the  label)  on  which  the  full  claim 
appears,  the  name  of  the  substance,  and 
the  disease  or  health-related  condition. 

69.  A  number  of  comments  suggested 
that  proposed  §  101.14(d)(2)(iv)  be 
amended  to  allow  the  use  of  a  front- 
panel  reference  to  a  full  health  claim 
appearing  on  the  side  or  back  panels. 
Many  of  these  comments  contended  that 
a  referral  statement  on  the  principal 
display  panel  would  help  make 
consumers  aware  of  the  mil  claim, 
which  itself  might  be  too  long  to  appear 
on  the  principal  panel.  Some  comments 
suggested  that  abbreviated  forms  of  a 
health  claim  be  allowed  to  serve  as 
reference  statements.  One  of  these 
comments  suggested  that  this  approach 
would  avoid  overcrowding  of  the 

Erincipal  display  panel,  would  place  the 
ealth  claims  where  they  would  be  of 
greatest  use  to  consumers,  and  would 
still  provide  conveniently  located, 
detailed  information  to  consumers. 

FDA  takes  note  of  those  comments  on 
reference  statements  and  abbreviated 
health  claims.  Some  of  the  issues  raised 
by  these  comments  have  been  resolved 
with  revisions  made  in  all  of  the  model 
health  claims.  For  example,  among  the 
sample  claims  for  sodium  and 
hypertension  in  new  S  101.74(e]  is  one 
that  reads:  "Diets  low  in  sodium  may 
reduce  the  risk  of  high  blood  pressure, 
a  disease  that  is  dependent  upon  many 
factors."  Similarly  short  claims  have 
been  developed  for  other  health  claims. 
Since  these  abbreviated  claims  are  not 
much  different  in  length  than  a 
reference  statement  that  would  have 
been  used  on  the  principal  display 
panel  or  elsewhere  in  labeling  of  a 
product,  it  is  now  possible  to  present 
the  health  claim  in  place  of  a  reference 
statement.  However,  since  the  agency 
cannot  provide  assurance  that  future 
health  claims  will  be  crafted  to  be  as 
short  at  the  example  given  above,  FDA 
has  retained  proposed  §  101.14(d)(iv). 
The  agency's  responses  to  comments  on 
reference  statements  and  abbreviated 
claims  follow. 


FDA  does  not  believe  that  it  is 
appropriate  to  use  abbreviated  health 
claims  as  referral  statements.  Shortened 
health  claims  used  as  referral 
statements,  even  those  as  simple  as  "See 
side  panel  for  information  on  now 
calcium  may  reduce  the  risk  of 
osteoporosis,"  still  constitute  a  health 
claim  because  they  clearly  characterize 
the  relationship  between  a  substance 
and  a  disease  or  health-related 
condition.  Further,  such  a  health  claim 
is  misleading  because  it  does  not 
include  facts  that  are  material  in  light  of 
the  representation  that  is  made,  and  that 
are  necessary  to  understand  the  claim  in 
the  context  of  the  daily  diet.  For 
example,  in  the  case  of  calcium  and 
osteoporosis,  the  shortened  claim  does 
not  reveal  that  regular  exercise  and  a 
balanced  diet  are  important  to  the 
maintenance  of  good  bone  health,  and 
that  a  daily  intake  of  calcium  in  excess 
of  2,400  mg  is  not  likely  to  provide 
additional  benefit  for  reducing  the  risk 
of  osteoporosis. 

Such  situations  are  possible  whenever 
the  full  health  claim  information 
appears  in  a  location  different  from  that 
of  the  reference  statement  and  are 
especially  likely  to  occur  when  a 
multiplicity  of  labeling  is  associated 
with  a  product.  For  example,  a  cereal 
manufacturer  could  place  an 
abbreviated  claim  as  a  reference 
statement  on  the  principal  display  panel 
of  the  cereal  box  and  then  bury  the  full 
claim  on  one  of  several  paper  inserts.  In 
such  a  case,  a  consumer  is  unUkely  to 
search  through  the  inserts  to  find  the 
full  claim.  A  similar  situation  might 
arise  were  a  grocer  to  display  an 
abbreviated  calcium-osteoporosis  claim 
as  a  referral  statement  on  a  dairy  case 
and  then  place  the  full  claim  on  a 
billboard  in  a  far  comer  of  the  store.  A 
consiuner  is  not  likely  to  search  through 
the  store  for  the  detailed  health 
information. 

In  each  of  these  examples,  the 
consumer  would  be  misled  because  he/ 
she  has  received  an  incomplete  health 
claim  that  does  not  disclose  information 
on  nondietary  factors  that  may  affect  the 
nutrient-disease  relationship  and  that 
does  not  allow  the  consumer  to 
understand  the  claim  in  the  context  of 
the  total  daily  diet.  Case  law  clearly 
supports  the  agency's  position  that  the 
mere  presence  of  the  full  health  claim 
elsewhere  in  the  product  labeling  does 
not  coimteract  the  misleading  nature  of 
the  abbreviated  reference  statements  in 
such  instances.  See,  e.g.,  U.S.  v.  An 
Article  of  Food  •  *  *  "ManischewiU  * 
•  •  Diet  Thins,"  377  F.  Supp.  746.  749 
(E.D.N.Y.  1974). 

The  referral  statement  provided  in 
§  101.14(d)(2)(iv)  does  not  constitute  a 


health  claim,  as  it  does  not  characterize 
the  relationship  between  a  substance 
and  a  disease  or  health-related 
condition.  The  statement  simply  refers 
the  consumer  to  a  location  where  the 
complete  health  claim  appears.  A 
consumer  who  reads  the  referral 
statement  without  reading  the  full 
health  claim  may  realize  that  there  is 
some  relationship  between  the  nutrient 
and  the  disease.  The  nature  of  that 
relationship,  however,  is  only  presented 
in  a  context  that  is  complete,  truthful, 
and  not  misleading  and  that  thus  allows 
the  consumer  to  fully  understand  and 
evaluate  the  claim.  Thus,  the  consumer 
will  not  be  misled  by  reading  the 
provided  referral  statement. 
Accordingly,  the  referral  statement 
provided  m  proposed  S  101.14(d)(2)(iv) 
is  the  only  one  that  should  be  used.  As 
explained  previously  in  this  preamble 
(section  I.D.S.  of  this  document),  the 
statement  must  appear  in  immediate 
proximity  to  any  graphic  material  such 
as  a  symbol  that  constitutes  an  explicit 
or  implied  health  claim. 

70.  A  number  of  comments  suggested 
that  the  complete  health  claim  should 
be  allowed  only  on  the  principal  display 
panel  unless  the  panel  is  too  small  to 
accommodate  it. 

FDA  does  not  agree  that  health  claims 
should  be  required  to  appear  only  on 
the  principal  display  panel.  The 
adoption  of  such  a  policy,  for  those 
labels  that  are  physically  large  enough 
to  contain  the  Kill  health  claim,  could 
easily  lead  to  overcrowding  of  some 
principal  display  panels  and  would 
eliminate  their  use  on  those  that  are  not. 
Such  a  requirement  would  significantly 
undercut  the  congressional  intent  in 
providing  for  health  claims  in  section 
403(r)  of  the  act.  Therefore,  FDA  rejects 
this  comment. 

71.  A  number  of  comments  asserted 
that  the  type  size  requirement  proposed 
for  health  claims  is  not  mandated  by 
law.  It  was  also  argued  that  the 
requirement  may  make  it  impossible  for 
manufacturers  to  include  other  truthful 
and  nonmisleading  information  on  the 
principal  display  panel. 

FDA  recognizes  that  the  proposed 
type  sizes  are  not  mandated  by  law.  The 
agency  proposed  this  requirement 
because  it  w^s  concerned  that  many 
consumers,  when  faced  with  a  health 
claim  printed  in  differing  type  sizes, 
might  read  only  those  portions  of  the 
claim  that  appear  in  larger  type  and  thus 
would  overlook  the  information  printed 
in  smaller  type.  However,  FDA  has 
reconsidered  this  issue  and  now 
believes  that,  as  proposed,  the  provision 
is  unnecessarily  restrictive.  Certainly 
consumers  would  not  likely  ignore 
portions  of  a  health  claim  that  are 
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printed  in  a  reasonably  related  type  size 
to  the  largest  printed  matter  in  the 
claim.  FDA  believes  that  any  abusive 
use  of  type  size  could  adequately  be 
prevented  under  §  101.14(d)(2)(iii). 
which  requires,  in  part,  that  a  claim  not 
be  misleading.  Accordingly,  FDA  has 
removed  the  requirement  that  a  claim 
appear  in  the  same  type  size.  While  the 
agency  encourages  manufactiu«rs  to 
observe  the  minimum  type  size  required 
by  S  101.2  for  mandatory  labeling 
information  to  ensure  that  the  claims  are 
easily  legible,  manufacturers  who  want 
to  include  a  complete  health  claim  on 
the  principal  display  panel  of  a  product 
may  utilize  whatever  type  size  they  feel 
is  necessary  to  achieve  this  end. 

72.  One  comment  recommended  that, 
in  order  to  avoid  the  label  space 
problems  that  would  result  from  the 
appearance  of  lengthy  bilingual  claims, 
health  claims  on  imported  products 
should  be  allowed  to  appear  in  English 
without  translations  into  the  foreign 
languages  that  appear  on  the  label.  The 
comment  asserted  that  competitive 
pressure  will  force  U.S.  importers  to 
make  label  claims  comparable  to 
domestically  produced  products  and 
cited  the  model  health  claim  for  calcium 
and  osteoporosis  in  exemplifying  the 
difficulty  that  would  result  from 
providing  lengthy  bilingual  claims. 
Another  comment  from  a  foreign 
industry  organization  objected  to 
permitting  any  health  claims  on  food 
labels  because  multi-language  labeling 
will  be  so  burdensome  that  it  will  serve 
as  a  nontariff  trade  barrier. 

FDA  advises  that  the  provisions  of 
§  101.15(c)(2)  require  only  that  all 
mandatory  labeling  information  be 
translated  into  any  foreign  languages 
that  appear  on  any  part  of  a  product's 
labeling.  Because  the  presence  of  a 
health  claim  on  a  food  label  is 
voluntary,  manufacturers  who  place  an 
English-language  health  claim  on  a 
multi-language  label  may  choose 
whether  to  translate  that  claim  into  one. 
all,  or  none  of  the  foreign  languages 
appearing  on  the  label. 

D.  Enables  Public  to  Understand 
Significance  ofChim  in  Confexf  of 
Total  Daily  Diet 

Proposed  §  101.14(d)(2)(v)  stated  that 
a  health  claim  must  enable  the  public  to 
comprehend  the  information  provided 
and  to  understand  the  relative 
significance  of  such  information  in  the 
context  of  a  total  daily  diet. 

73.  Some  comments  asserted  that  the 
multiplicity  of  labeling  requirements 
exceeds  the  statutory  language  of  the 
1990  amendments  and  stated  there  is  no 
evidence  in  the  legislative  history  to 
suggest  that  Congress  intended  label 


claims  about  nutrient/disease 
relationships  to  include  the  kinds  of 
detailed  information  mentioned  in  the 
preamble.  One  of  these  comments  stated 
that  FDA  is  authorized  under  the 
amendments  to  require  only  that 
information  that  is  necessary  to  prevent 
the  health  claim  from  being  misleading. 

Another  comment  disagreed  with 
FDA's  concliision  that  section 
403(r)(3)(B)(iii)  of  the  act  allowed  "only 
those  effects  found  to  be  substantiated" 
to  be  included  in  the  health  claim.  The 
comment  instead  asserted  that  the 
requirements  of  the  provision  would  be 
fulfilled  if  a  health  claim  merely 
characterized  the  level  of  a  nutrient  vis- 
a-vis a  disease,  provided  that  there  was 
significant  scientific  agreement  that  the 
intake  of  the  nutrient  at  the  level 
present  in  the  food  was  beneficial  in 
reducing  the  risk  of  the  disease. 

FDA  disagrees  with  these  comments. 
Section  403(r){3)(B)(iii)  of  the  act 
requires  that  a  regulation  that  authorizes 
a  claim  require  that  the  claim  be  stated 
in  a  manner  that  enables  the  public  to 
comprehend  the  information  in  the 
claim  and  to  understand  the 
relationship  of  the  substance  to  the 
disease,  the  significance  of  the 
substance  in  affecting  the  disease,  and 
the  significance  of  the  information  in 
the  context  of  the  total  daily  diet.  Thus, 
a  wide  variety  of  fectors  may  need  to  be 
addressed  in  the  claim  in  order  to  fulfill 
these  requirements,  and  the  agency  is 
not  limited  to  requiring  only  that 
information  that  is  necessary  to  prevent 
a  claim  from  being  misleading. 

For  example,  the  regulation 
authorizing  a  claim  on  the  relationship 
between  calcium  and  osteoporosis 
requires  that  the  claim  explain  that 
adequate  calcium  intake  during 
adolescence  and  early  adulthood 
appears  to  have  a  positive  effect  on  bone 
health,  and  that  optimizing  peak  bone 
mass  during  that  period  may  reduce  the 
risk  of  osteoporotic  fracture  in  old  age 
(see  new§  101.72(d)(3)).  Additionally, 
the  regulation  requires  that  claims  point 
out  that  adequate  calcium  intake  be 
accompanied  with  exercise  and  the 
maintenance  of  a  balanced  diet.  The 
claim  must  also  identify  factors  such  as 
the  age  range  within  which  women  can 
expect  to  achieve  the  greatest  effect  for 
decreasing  the  risk  of  developing 
osteoporosis  in  later  life  (see  new 
§  101.72(d)(2)).  These  are  considered  to 
be  facts  essential  for  consumers  to 
understand  the  conditions  and 
circumstances  under  which  the  claimed 
effect  of  calcium  on  the  risk  of 
osteoporosis  is  more  likely  to  be 
obtained. 

Accordingly,  if  FDA  were  to  permit  a 
health  claim  that  simply  characterized 


the  level  of  a  nutrient  vis-a-vis  a  disease 
or  health-related  condition,  the  agency 
would  not  meet  the  statutory 
requirements  of  section  403(r)(3)(B)(iii) 
of  the  act.  "Hierefore,  FDA  rejects  the 
comments. 

74.  Some  comments  stated  that  the 
model  health  claims  were  themselves 
misleading  in  that  the  identification  of 
certain  hi^-risk  groups  in  a  claim 
might  easily  lead  consiuners  in  other 
groups  to  beheve  that  the  information 
presented  in  the  claim  does  not  apply  to 
them,  when  in  fact  it  may  (for  example, 
osteoporosis  affects  some  men  as  well  as 
wommi). 

The  model  claims  that  are  targeted  to 
specific  subpopulations  have  been 
carefully  worded  to  encompass  all  of  the 
affected  sub[>opulations.  The  agency, 
therefore,  sees  no  potential  for  a 
consumer  who  is  in  a  group  that  is  at 
increased  risk  of  a  disease  that  is 
discussed  in  a  health  claim  to  be  misled 
by  the  claim  into  beUeving  that  he/she 
is  not  at  an  increased  risk  of  the  disease. 
The  agency  addresses  concerns  about 
specific  model  health  claims  in  the 
preambles  to  the  specific  regulations 
authorizing  those  claims. 

75.  Other  comments  asserted  that 
model  health  claims  should  emphasize 
the  importance  of  good  nutrition  habits 
to  all  consumers.  One  also 
recommended  that  FDA  require  a 
statement  about  the  need  to  seek 
medical  advice  for  treating  the  related 
disease  as  part  of  the  health  claim. 

FDA  does  not  agree  that  it  is 
appropriate  to  require  that  all  health 
claims  emphasize  the  importance  of 
good  nutrition  to  all  consumers.  In 
many  cases,  a  health  claim  may  be 
targeted  toward  a  specific 
subpopulation.  The  inclusion  of  a 
statement  directed  at  the  general  U.S. 
population  could  lead  some  consumers 
who  are  not  targets  of  the  claim  to 
mistakenly  believe  that  the  entire  health 
claim  has  relevance  to  them.  For 
example,  a  calcium-osteoporosis  claim 
targeted  toward  teenage  women  that 
bears  a  statement  concerning  the 
importance  of  good  nutrition  to  the 
general  population  could  mislead  some 
middle-age  men  with  no  family  history 
of  osteoporosis  to  believe  that  the  claim 
was  also  targeted  toward  them. 

Also,  FDA  does  not  believe  that  it  is 
appropriate  for  health  claims  to  bear 
statements  concerning  the  need  to  seek 
medical  advice  for  treating  the  disease 
or  health-related  condition  mentioned 
in  a  claim.  The  agency  is  concerned  that 
the  appearance  of  a  statement 
concerning  the  treatment  of  a  disease  on 
the  label  of  a  food  could  mislead  some 
consumers  to  believe  that  the  food 
possesses  therapeutic  value  for  an 
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existing  disease  or  health-related 
condition.  Further,  such  an 
interpretation  could  encourage  some 
consumers  who  suffer  from  the  disease 
or  condition  to  attempt  "home 
remedies"  by  consuming  more  of  the 
product  and.  ironically,  temporarily  or 
even  permanently  foregoing  the  medical 
attenticm  that  they  need. 

E.  Pnsence  of  "Low"  Level  of  Nutrient 
to  be  Consumed  at  Decreased  Dietary 
Levels:  Presence  of  "High"  Level  of 
Nutrient  to  be  Consumed  at  Other  Than 
Decreased  Dietary  Levels 

Proposed  §  101.14{d)(2)(vi)  stated  that 
to  beer  a  claim  about  the  benefits  of 
consuming  a  substance  at  reduced 
dietary  levels,  a  food  must  be 
sufficiently  low  in  that  substance  to 
meet  the  definition  of  Ae  term  "low"  if 
the  term  has  been  defined  for  that 
substance,  or  if  the  term  has  not  been 
defined,  to  meet  the  level  set  in  the 
regulation  authorizing  the  claim. 
Proposed  S  101.l4(dM2Mvii)  stated  that 
to  beer  a  claim  about  consuming  a 
substance  at  other  than  decreesed 
dietary  levels,  a  food  must  be 
sufficiently  hi^  in  that  substance  to 
meet  the  definition  of  "high"  if  the  term 
has  been  defined  for  that  substance,  or 
if  the  term  has  not  been  defined,  to  meet 
the  level  set  in  the  regulation 
authorizing  the  claim. 

With  the  decision  in  section  II.B  of 
this  document  to  revise  the  definition  of 
"substance"  in  proposed  §  101.14(a)(2) 
to  include  a  specific  food  as  well  as  a 
component  of  food,  the  reqmrements  of 
proposed  §  101.14(d)(2)(vii)  (i.e.,  the 
lequiremenU  for  "high")  must  be 
revised  as  they  apply  to  a  health  claim 
for  a  specific  food.  Where  a  health  claim 
for  a  specific  food  (e.g.,  garlic,  rice  bran) 
is  established  by  the  agency,  it  is 
presumed  that  the  claim  will  deal  with 
either  inclusion  of  the  food  in  the  diet 
or  increased  dietary  intake  to  effect  the 
benefit  that  is  the  object  of  the  claim. 
The  agency  does  not  envision 
authorizing  a  health  claim  for  a  specific 
food  based  on  decreased  intake  of  that 
food  because,  where  moderation  in  or  a 
decrease  in  daily  intake  is  at  issue,  that 
action  is  directed  toward  food 
components  rather  than  whole  foods 
(e.g.,  "choose  a  diet  low  in  fat,  saturated 
fat,  and  cholesterol;"  "use  sodium  only 
in  moderation"). 

Accordingly.  FDA  has  revised 
proposed  S  I01.14(d)(2)(vii)  to  state  that, 
where  no  definition  for  "high"  has  been 
established,  that  is  where  the  claim 
pertains  to  a  whole  food  or  to  the  food's 
use  as  an  ingredient  in  other  foods,  the 
claim  must  specify  the  daily  dietary 
Intake  necessary  to  achieve  the  claimed 


effect  as  esUblished  in  the  regulation 
authorizing  the  claim. 

76.  Most  comments  concurred  with 
the  proposal  to  allow  a  health  claim 
only  when  a  food  contains  the  claimed 
substance  in  an  amount  that  meets  the 
criterion  for  either  a  "high"  or  "low" 
level  of  that  substance.  However,  some 
comments  qualified  their  concurrence 
by  saying  that  they  did  not  agree  with 
the  definitions  for  "high"  and  "low." 
One  comment  stated  that,  absent  a 
definitive  showing  that  health  claims 
would  be  misleading  on  foods  that  do 
not  meet  the  "high"  or  "low" 
definitions,  FDA's  approach  cannot  be 
considered  narrowly  tailored  to  directly 
advance  the  government's  interest  in 
providing  important  diet  and  health 
information  to  consumers.  Unless 
deception  could  be  proved,  the 
comment  urged  FDA  to  eliminate  the 
requirements  linking  health  claims  to 
"high"  and  "low"  definitions  for 
nutrient  content  of  foods. 

The  agency  has  considered  these 
comments  and  concludes  that  it  is 
appropriate  to  retain  the  requirements 
in  proposed§§  101.14(d)(2)(vi)  and 
(d)(2)(vii)  linking  health  claims  to 
"high"  and  "low"  definitions  for 
nutrient  content  of  foods.  The 
definitions  for  "low"  and  "high"  levels 
of  a  substance  (nutrient)  have  been 
developed  specifically  to  assist 
consumers  in  maintaining  healthy 
dietary  practices  (see  section  403(r)(2)  of 
the  act).  The  same  basis  underlies  the 
purpose  for  health  claims.  This  is 
evident  from  the  House  of 
Representatives  report  on  the  1990 
amendments  (Ref.  1): 

The  Surgeon  General  has  advised 
Americans  that  diets  low  in  fats,  low  in  salt 
and  high  in  fiber  can  reduce  the  risk  of 
chronic  diseases  such  as  cancer  and  heart 
disease.  Health  claims  supported  by  a 
significant  scientific  agreement  can  reinforce 
the  Surgeon  General'ls]  recommendations 
and  help  Americans  to  maintain  a  balanced 
and  healthful  diet.  Similarly,  statements 
regarding  the  level  of  these  nutrients  in  foods 
will  assist  Americans  in  following  the 
Surgeon  General's  guidelines. 

Accordingly,  a  requirement  with 
respect  to  the  level  in  a  food  of  a 
sul»tance  that  is  the  subject  of  a  health 
claim  is  consistent  with  the  intent  qf  the 
1990  amendments.  The  definitions  of 
"high"  and  "low"  are  addressed  by  FDA 
in  the  rule  on  nutrient  content  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

77.  One  comment  urged  FDA  to 
modify  the  proposed  requirement  that 
would  permit  a  health  claim  on  a 
product  for  which  a  nutrient 
(specifically  sodium)  is  assessed  only  on 
the  basis  of  the  reference  amount 
customarily  consumed  (as  defined  in 


the  final  rule  on  swving  size  published 
elsewhere  in  this  issue  of  the  Federal 
Ragiater).  The  comment  suggested  that 
the  product  should  additionally  comply 
on  the  basis  of  the  total  amount  of  the 
nutrient  in  the  actual  package  if  the 
package  contains  less  than  200  percent 
of  the  reference  amount  customarily 
consumed. 

This  comment  misinterpreted  FDA  s 
proposal.  In  the  proposal  on  serving 
sizes  (56  FR  60394),  FDA  proposed  that 
both  the  reference  amount  customarily 
consumed  (hereinafter  referred  to  as  the 
tefarence  amount)  and  the  label  serving 
size  be  used  to  determine  whether  a 
product  met  the  criteria  for  both 
nutrient  content  and  health  claims.  The 
agency  solicited  comment  on  another 
approach  that  is  based  solely  on  the 
reference  amount  and  that  would 
require  a  disclaimer  where,  for  example, 
a  reference  amount  of  a  product  would 
qualify  for  a  sodium  claim,  but  a  single- 
serving  container  with  150  percent  of 
the  reference  amoimt  would  not. 

As  discussed  in  detail  in  the  preamble 
to  the  final  rule  on  serving  sizes 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  agency  has 
considered  the  comments  on  this  issue, 
along  with  the  advantages  and 
disadvantages  of  both  options,  and 
acknowledges  that  nutrient  content 
claims  should  reflect,  and  health  claims 
should  be  based  on,  the  reference 
amount  customarily  consumed.  The 
agency  has  concluded  that  problems 
created  when  the  amount  of  the 
substance  in  the  labeled  serving  size 
would  not  qualify  for  a  claim  are 
resolved  by  requiring  a  disclaimer  that 
makes  clear  the  basis  for  the  claim.  Tliis 
disclosure  is  necessary  to  ensure  that 
the  consumer  is  not  misled.  On  this 
basis,  the  agency  is  rejecting  the 
recommendation  made  by  this 
comment. 

The  agency  has  reflected  this 
determination  with  respect  to  claims  in 
new  §  101.12(g)  of  the  final  rule  on 
serving  sizes,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  which 
has  been  revised  in  response  to 
comments  to  that  proposal  to  state,  in 

part: 

The  reference  amount  [i.e..  the  reference 
amount  customarily  consumed)  set  forth  in 
paragraphs  (b)  through  (f)  of  this  section  shall 
be  used  in  determining  whether  a  product 
meets  the  criteria  for  nutrient  content  claims, 
such  as  "low  calorie,"  and  for  health  claims. 
If  the  serving  size  declared  on  the  product 
label  differs  from  the  reference  amount,  and 
the  product  meets  the  criteria  for  the  claim 
only  on  the  basis  of  the  reference  amount,  the 
claim  shall  be  followed  by  a  statement  that 
sets  forth  the  basis  on  which  the  claim  is 
made.  That  statement  shall  Include  the 
reference  amount  as  it  appears  In  S  101.12(b) 


followed,  in 
common  hoi 
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followed,  in  paranthesls,  by  the  amount  in 
common  houMhold  measure  if  the  refierance 
amount  is  expressed  in  measures  other  than 
common  household  measures  (e.g.,  for  a 
beverage,  "Very  low  sodium.  3S  mg  ot  less 
per  240  mL  (8  fl.  oz)"). 

That  declaration  is  necessary  because 
in  containers  of  this  type,  consumers 
customarily  consume  more  than  the 
reference  amount.  The  declaration  is 
necessary  to  ensure  that  the  claim  is  not 
misleading.  The  criteria  for  health 
claims  referenced  in  proposed 
8  l(n.l2(g)  are  the  qualifying  criteria 
contained  in  proposed 
§§  101.14{d)(2)(vi)  and  (d)(2)(vii). 
Therefore,  to  reflect  the  modification 
that  has  been  made  in  §  101.12(g)  that  a 
health  claim  can  be  made  on  a  product 
when  the  product  meets  the  criteria  of 
proposed  SS  101.14(d)(2)(vi)  or 
(d)(2)(vii)  only  on  the  basis  of  the 
reference  amount  customarily 
consumed,  new  §  l01.14(dK2)(vii)(A) 
has  been  added  to  state: 

Where  the  food  that  bears  the  claim  meets 
the  requirements  of  paragraphs  (d)(2)(vi)  or 
(d)(2)(vii)  of  this  section  based  on  its 
reference  amount  customarily  consumed,  and 
the  labeled  serving  size  differs  from  that 
amount,  the  claim  shall  be  followed  by  a 
statement  explaining  that  the  claim  is  based 
on  the  reference  amount  rather  than  the 
labeled  serving  size  (e.g..  "Diets  low  in  salt 
and  sodium  may  help  lower  blood  pressure 

in  many  people.  A  serving  of 

oimces  of  this  product  conforms  to  such 
diets."). 

F.  Requirements  for  Restaurants 
1.  Health  claims  on  restaurant  foods 

FDA  received  many  comments 
regarding  the  proposed  health  claims 
criteria  as  they  would  apply  to 
restaurant  foods  and  to  foods  sold  in 
other  establishements  in  which  food 
that  is  ready  for  human  consumption  is 
sold  (e.g..  institutional  food  service, 
delicatessens,  catering).  In  this 
discussion,  such  foods  will  be  referred 
to  as  "restaurant  foods,"  firms  selling 
such  foods  will  be  referred  to  as 
"restaurants,"  and  responsible 
individuals  in  these  firms  will  be 
referred  to  as  "restaurateurs."  However, 
the  concepts  and  policies  discussed  are 
intended  to  apply  broadly  to  the  foods 
covered  by  section  403(q)(5)(A)(i)  and 
(q)(5)(A)(ii)  of  the  act.  Issues  with 
respect  to  menus  are  dicussed 
separately  below. 

78.  Many  comments  objected  that  the 
prcqposed  health  claim  provisions 
should  not  apply  to  restaurant  foods  and 
foods  sold  in  other  establishments  in 
which  food  that  is  ready  for  human 
consumption  is  sold.  These  comments 
asserted  that  Congi'ess  did  not  mandate 
the  application  of  the  proposed  health 
claim  regulaticms  to  restaurant  foods.  A 


number  of  conmsents  obaerved  that 
section  403(q)(5)(A)(i)  of  the  act 
exempts  restaurant  foods  from 
mandatory  nutrition  labeling 
requirements,  and  that  sections 
403(r)(2)(A)(iii)  and  (r)(2)(A)(iv)  exempt 
them  from  the  restrictions  placed  on 
claims  related  to  cholesterol,  fiat,  and 
fiber  content  The  comments  further 
noted  that  the  1990  amendments  are 
silent  with  respect  to  the  regulation  of 
health  claims  made  in  connection  with 
restaurant  foods,  and  that,  at  a 
minimimi.  FDA  is  not  required  to 
regulate  restaurant  foods.  Other 
comments  maintained  that  even  if  the 
agency  does  believe  that  restaurants 
must  be  subject  to  health  claims 
regulations,  FDA  is  not  obligated  to 
regulate  these  foods  in  an  identical 
manner  to  that  proposed  for  packaged 
foods. 

However,  many  other  comments 
disagreed.  Some  of  these  comments 
maintained  that  because  the  1990 
amendments  contain  no  specific 
exemptions  for  health  claims  in 
restaurants.  Congress  intended  for 
restaurants  to  be  fully  subject  to  the 
health  claim  regulations.  Other 
comments  argued  that  restaurant  food 
plays  too  great  a  role  in  the  American 
diet  not  to  have  been  covered  by  the 
1990  amendments.  One  comment 
pointed  out  that  a  large  (>ercentage  of 
the  money  spent  for  food  by  Americans 
is  spent  away  from  home  in  restaurants. 
Several  comments  stated  that  requiring 
restaurants  to  comply  with  all  of  the 
health  claims  regulations  where  they 
choose  to  make  health  claims  would 
best  supprart  the  philosophy  of  an  "even 
playing  field"  between  restaurateurs 
and  other  food  vendors.  Others 
expressed  concern  that  the  preemption 
clause  of  the  1990  amendments  could 
prohibit  state  and  local  authorities  from 
enacting  regulations  concerning  health 
claims  made  on  restaurant  foods  if  FDA 
{ails  to  do  so.  One  consumer  comment 
proposed  that  FDA  ban  restaurants  from 
making  any  health  claims  for  any  of 
their  products,  rather  than  exempting 
them  from  the  health  claim  regulations. 

FDA  believes  that  the  provisions  of 
the  1990  amendments  pertaining  to 
health  claims  clearly  encompass 
restaurant  food  wherever  a  health  claim 
is  made  (except,  for  the  reasons 
discussed  below,  when  the  claim  is 
made  on  a  menu).  FDA  disagrees  with 
comments  that  asserted  that  the  absence 
of  specific  exemptions  for  restaurant 
fooa  from  the  health  claims  provisions 
in  these  amendments  conveys  flexibility 
to  the  agency  to  exempt  such  food  from 
§  101.14.  The  House  Report  (Ref.  1) 
states  that  "under  sections  403(r)(l)(B) 
and  403(r)(3)  of  the  act,  restaurants  and 


similar  food  swvice  establishmmts 
would  have  to  comply  with  the  bill  in 
order  to  make  a  disease  claim 
concerning  a  food  sold  in  such 
establishment"  In  view  of  this  explicit 
statement  of  congressional  intent  on  this 
matter  and  the  presence  of  specific 
exemptions  for  restaurant  food 
pertaining  to  other  provisions  of  the 
1990  amendments  where  Congress 
wanted  different  regulatory  treatment 
for  restaurant  food,  the  absence  of  a 
restaurant  food  exemption  pertaining  to 
health  claims  can  only  mean  that 
Congress  intended  for  restaurants  to  be 
subject  to  health  claim  r^ulations. 
Because  of  the  congressional  intent  that 
restaurants  be  stibject  to  the  health 
claim  regulations,  FDA  disagrees  with 
assertions  that  the  agency  should  not 
permit  health  claims  on  restaurant  food. 

However.  FDA  agrees  that  it  is  not 
legally  reqtiired  to  regulate  claims  on 
restatirant  foods  in  a  manner  identical  to 
that  for  packaged  foods.  Nevertheless,  it 
is  only  logical  that  if  claims  on  food  are 
to  be  useful  for  consumers,  the  criteria 
for  those  claims  must  be  consistent 
Therefore,  the  agency  has  determined 
that  additional  flexibility  is  needed  to 
facilitate  the  helpful  provision  of  health 
claims  on  restaurant  foods,  but  that 
there  must  be  assurance  that  the  claims 
being  made  are  indeed  valid.  The 
agency's  responses  to  the  following 
comments  discuss  how  FDA  intends  to 
achieve  this  degree  of  flexibility  with 
appropriate  assurance  of  validity. 

79.  Many  comments  argued  that  all 
health  claims  provisions  a^cting 
packaged  food  should  also  apply  to 
restaurant  food.  Several  comments 
stated  that  the  regulation  of  restaurant 
foods  would  be  practical  because  many 
of  the  menu  items  are  centrally 
manufactured  and  are  required  to 
conform  to  system-wide  composition 
and  quality  standards.  One  comment 
asserted  that  many  restaurant  chains, 
especially  the  larger  ones,  already  have 
access  to  nutrition  information  about 
their  products.  Another  comment  stated 
that  private  services  that  determine  the 
levelof  various  nutrients  in  foods  are 
readily  accessible  to  restaurants.  A 
comment  from  an  organization 
representing  the  nation's  state,  local, 
and  Federal  food  regulatory  officials 
asserted  that  the  proposed  regulations 
would  not  place  an  additional  burden 
on  restaurants  seeking  compUance  with 
the  health  claim  requirements,  as  most 
state  laws  already  require  that  foods  be 
labeled  in  compliance  with  all 
applicable  laws  and  regulations  and  do 
not  differentiate  between  labeling  at  the 
wholesale  or  manufacturing  level  and 
the  retail  level.  The  comment  cited  the 
model  regulations  developed  jointly 
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between  FDA  and  the  Association  of 
Food  and  Drug  Officials  (Rules  of  Food 
Service  Sanitation  and  the  Retail  Food 
Store  Sanitation  Code)  as  an  example. 
Other  comments  argued  that  health 
claims  are  misleading  without  nutrition 
labeling  information.  Some  comments 
suggested  that  restaurants  be  required  to 
at  least  provide  an  abbreviated  nutrition 
statement,  consisting  of  a  disclosure  of 
the  amount  of  calories,  fat,  and  sodium 
as  well  as  of  all  nutrients  relevant  to  the 
health  claim. 

However,  many  comments  confirmed 
that  restaurant  food  differs  in  a  number 
of  significant  respects  from  other  types 
of  food  that  is  mass-produced  and 
packaged  and  maintained  that  the 
differences  make  it  impracticable  for 
restaurants  to  conform  to  some  of  the 
health  claims  provisions  that  were 
proposed.  The  comments  advised  that 
the  provisions  at  issue  are  those 
pertaining  to  qualifying  levels  (e.g.,  the 
"low"  or  "high"  levels  of  the  substance, 
as  appropriate)  and  the  "disqualifying 
nutrient  levels,"  as  well  as  nutrition 
labeling.  The  comments  asserted  that 
the  cost  of  providing  nutrient  content 
information  would  be  unreasonable  for 
each  of  these  provisions.  Some  of  these 
comments  explained  that  restaurants 
experience  significant  variations  in  the 
foods  they  serve  because  of  variations  in 
the  manner  of  preparation,  varying 
ingredients,  consumer  preferences, 
varying  serving  sizes,  and  the  lack  of 
central  control  over  food  preparation  in 
many  restaurants.  Because  of  this  wide 
variation,  frequent  nutrient  analyses 
would  have  to  be  performed  to 
determine  nutrient  content,  so  that 
restaiirants  may  conform  to  these 
provisions.  The  comments  advised  that 
these  analyses  could  become  very 
burdensome,  and  that  the  cumulative 
costs  of  these  analyses  could  prevent 
establishments  from  making  health 
claims,  prevent  them  firom  making 
firequent  changes  in  the  dishes  they 
offer,  or  force  them  to  limit  the  options 
that  consumers  have  in  ordering  a  food. 
Further,  the  comments  advised  that 
small  businesses  would  be  especially 
burdened  by  such  cumulative  costs. 

Even  in  "standard"  items  in  multi> 
unit  operations,  the  comments  asserted, 
there  is  inherent  variation.  The 
comments  advised  that  such  variation  is 
present  in  items  such  as  daily  specials, 
test  products,  local  optional  items, 
promotional  items,  and  cQl  items  in 
restaurants  offered  for  limited  periods  of 
time.  A  number  of  comments  objected  to 
the  application  of  the  proposed  health 
claim  regulations  to  traditional  ethnic 
restaurants  and  similar  small  businesses 
on  the  grounds  that  it  is  extremely 
1  difficult  to  modify  many  of  their  foods 


to  the  degree  necessary  to  meet  the 
various  provisions  of  the  health  claim 
proposals. 

In  addition,  some  comments  pointed 
out  that  the  proposal  requires  that 
qualifying  and  disqualifying  levels  be 
met  per  reference  amount,  per  serving, 
and  per  100  g.  This  aspect  of  the 
proposed  definition,  the  comments 
maintained,  wreaks  havoc  when  applied 
to  restaurant  foods.  Comments  advised 
that  restaurant  foods  that  conform  to  the 

{>roposed  qualifying  and  disqualifying 
evels  in  terms  of  reference  amounts  and 
100  g  are  nonetheless  ineligible  to  use 
health  claims  because  their  larger 
serving  size  results  in  the  food  failing  to 
conform  to  the  disqualifying  nutrient 
levels.  A  number  of  comments 
suggested  that  restaurant  food  claims  be 
judged  on  a  per  100  g  basis  consistent 
with  FDA's  meal  proposal,  since  most 
consumers  view  restaurant  foods  as  a 
"meal." 

Given  that  almost  half  of  the 
American  food  dollar  is  spent  on  food 
consumed  away  from  home,  and  that 
perhaps  as  much  as  30  percent  of  the 
American  diet  is  composed  of  foods 
prepared  in  food  service  operations, 
FDA  believes  that,  from  an  overall      ^ 
public  health  perspective,  this 
important  segment  of  the  diet  can  not  be 
ignored.  Further,  FDA  believes  that 
dietary  information,  including  health 
claims,  provided  to  consumers  at  point 
of  purchase  in  restaurants  may  be  useful 
in  nelping  Americans  in  maintaining 
healthy  dietary  practices.  FDA  wants  to 
encourage  the  provision  of  such 
information.  However,  FDA  firmly 
believes  that  consumers  expect  health 
claims  made  at  point  of  purchase  to  be 
truthful  and  not  misleading. 

FDA  advises  that  not  all  claims  made 
for  resta\u«nt  foods  are  necessarily  the 
type  of  claims  that  are  covered  by  the 
1990  amendments.  For  the  sake  of 
clarification,  the  agency  offers  the 
following  observations.  Because  of  the 
importance  of  context,  a  restaurant  may 
be  able  to  use  symbols  next  to  the  listing 
of  an  item  where  the  symbols  are  clearly 
explained  in  terms  that  would  not 
subject  the  claim  to  the  1990 
amendments.  Thus,  restaurant  labeling 
may  use  symbols  or  make  reference  to 
the  criteria  of  a  health  professional 
organization  and  explain  that  the  entree 
or  meal  is  consistent  with  the  general 
dietary  guidelines  of  that  group  and  not 
be  subject  to  the  1990  amendments.  For 
example,  use  of  a  heart  symbol  with 
reference  to  a  note  that  explains  that 
this  entree  is  consistent  with  the  dietary 
guidelines  of  the  American  Heart 
Association  will  be  considered  dietary 
guidance,  and  not  a  health  claim  subject 
to  section  403  (r)  of  the  act.  If  the 


restaurateur  went  on  to  link  the  claim 
with  levels  of  substances  in  the  food, 
however,  it  would  subject  the  food  and 
the  claims  to  the  health  claims  regime 
(see  discussion  above  about  implied 
health  claims). 

When  a  restaurant  makes  explicit  or 
implied  reference  to  a  substance  and 
directly  or  indirectly  links  levels  of  that 
substance  in  the  food  to  an  effect  on  the 
risk  of  a  disease  or  health-related 
condition  (i.e.,  when  both  basic 
elements  of  a  health  claim  are  present) 
on  a  sign  or  placard,  it  must  comply 
with  the  health  claims  regime. 

How  the  restaurant  demonstrates 
compliance  with  that  regime  is  a 
difficult  matter.  FDA  recognizes  that,  as 
detailed  in  the  comments,  there  are 
variations  in  the  nutrient  values  for 
restaurant  foods.  Some  of  these 
variations  are  not  unique  to  restaurants. 
Manufacturers  of  packaged  foods  also 
have  to  deal  with  differences  in  nutrient 
levels  that  result  from  seasonal, 
regional,  and  supplier  variations.  FDA 
has  been  able  to  develop  workable 
criteria  that  take  into  account  these 
variations.  However,  the  agency 
acknowledges  that  there  are  variations 
unique  to  restaurant  foods  (e.g., 
methods  of  preparation).  Moreover,  FDA 
recognizes  that  there  are  difficult 
questions,  as  demonstrated  by  the 
comments,  as  to  how  exactly  to  analyze 
restaurant  foods  in  a  reasonable  and  cost 
effective  manner. 

While  there  are  difficulties  associated 
with  restaurant  foods,  FDA  concludes 
that  the  difficulties  are  not  so  great  as 
to  preclude  restaurants  from  making 
health  claims  or  to  prevent  the  agency 
from  being  able  to  assure  consumers 
that  the  health  claims  that  are  made  for 
restaurant  foods  are  valid.  Because  of 
the  nature  of  the  difficulties,  however, 
FDA  is  providing  in 
8 101.14(d)(2)(vii)(B)  that  a  restai^ant 
food  may  bear  a  health  claim  if  the 
restaurateur  has  a  reasonable  basis  on 
which  to  believe  that  the  food  that  bears 
the  claim  meets  the  regulations  for  the 
claim  that  FDA  has  established  under 
section  403(r)  of  the  act,  and  that  basis 
is  provided  upon  request.  The 
difficulties  and  costs  outlined  in  the 
comments  would  make  it  unfair  to 
require  that  restaurateur  determine 
whether  their  food  qualifies  for  a  claim 
in  the  same  manner  that  a  manufacturer 
of  a  packaged  food  makes  this 
determination.  By  requiring  that  the 
restaiirateur  have  a  reasonable  basis  to 
believe  that  the  food  qualifies,  the 
restaurateur,  is  provided  with  a  readily 
achievable  way  to  make  claims  for  his 
or  her  food,  and  the  consumer  is 
provided  with  a  reasonable  assurance 
that  the  claim  is  valid.  Thus,  if  a 
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restaurateur  labels  a  vegetarian  nudn 
dish  or  meal  as  "heart  healthy,"  he  must 
have  a  reasonable  basis  for  believing 
that  the  product  c»ntains  less  than  the 
disqualifying  level  for  sodium  and 
meets  the  "low"  definitions  for  Eat. 
saturated  fat.  and  cholesterol 

The  reasonable  basis  can  be  provided 
in  a  niunber  of  ways.  The  resteurateur 
can  show,  for  example,  that  FDA's 
guidelines  on  nutrition  labeling  of  firuits 
and  vegetables  show  that  meal  or  main 
dish  is  "low  fat,"  "low  saturated  fat," 
"low  cholesterol,"  and  does  not  contain 
a  disqualifying  level  of  sodium,  and  that 
the  method  of  cooking  the  meal  or  main 
dish  would  not  add  fat  or  any 
disqualifying  nutrient  In  addition,  the 
restaurateur  could  show  that  he  or  she 
used  a  reliable  cookbook  that  gave 
values  for  fat,  saturated  fet.  sodium,  and 
cholesterol  in  the  finished  food  that  met 
FDA's  requirements  for  making  the 
health  claim.  Certainly  other  methods 
are  possible.  If  a  restaurateur  uses 
recognized  data  bases  for  raw  and 
processed  foods  to  compute  nutrient 
levels  in  the  foods  or  meals  and  then 
does  not  use  methods  of  preparation 
that  violate  the  appropriate  use  of  data 
bases  (e.g.,  uncontrolled  addition  of 
ingredients,  inappropriate  substitutions 
of  ingredients),  FDA  will  consider  this 
use  to  be  a  reasonable  basis  for  believing 
that  the  food  meets  the  qualifying  and 
disqualifying  levels.  Upon  demand,  the 
restaurateur  will  be  expected  to  present 
to  appropriate  regulatory  officials 
information  tm  the  pertinent  nutrient 
levels  in  the  foods  and  the  basis  on 
which  these  levels  were  determined,  A 
determination  will  then  be  made  as  to 
whether  the  basis  of  calculation 
reasonably  supports  the  restaurateur's 
use  of  a  permitted  health  claim.  FDA 
believes  that  the  reasonable  basis 
approach  will  make  it  practicable  for  all 
restaurants,  including  those  that  are 
very  small  businesses,  to  provide 
consumers  with  better  information  on 
more  healthful  dietary  choices  for  the 
foods  that  they  offer  for  sale. 

Further,  this  reasonable  basis 
approach  for  making  a  health  claim  will 
provide  regulatory  officials,  especially 
Stale  and  local  authorities,  with  an 
effective  standard  for  verifying  that 
claims  made  for  restaxwant-type  foods 
are  truthful  and  not  misleading  and  in 
accordance  with  FDA  regulations.  While 
health  claims  used  in  restaurants  are 
under  FDA's  jurisdiction,  the  agency 
does  not  have  resoxnces  to  adequately 
enforce  its  regulations  in  restaurants. 
State  and  local  authorities  have 
traditionally  carried  out  this 
responsibility.  In  addition,  section  4  of 
the  1990  amendments  provides  that 


State  and  local  authorities  mav  enforce 
section  403(r)  of  the  act  in  Federal  court 

While  restaurants,  and  particularly 
small  restaurants,  have  nominally  been 
subject  to  FDA's  existing  nutrition 
labeling  regulation  (see  §  101.10),  they 
have,  as  a  practical  matter,  not  been 
required  to  comply  with  these 
regulations  or  with  State  or  local 
regulations  that  focused  on  the  nutrient 
content  of  the  food.  Thxis,  the  efforts 
that  will  be  necessary  on  the  part  of 
restamants  to  show  that  they  have  a 
reasonable  basis  to  believe  that  their 
food  complies  with  the  health  claims 
requirements  will  be  significant.  These 
efforts  will  place  particularly  raeat 
demands  on  the  resources  of  the  small 
business  segment  of  the  industry,  that 
is.  restaurant  firms  that  have  ten  or  less 
individual  restaurant  establishments 
(Ref.  37).  FDA  will  refer  to  this  segment 
of  the  industry  as  "small  restaurants." 

Small  restaurants  generally  do  not 
have  the  established  nutrition  support 
component  that  larger  restaurant  chains 
have.  Thus,  it  will  be  more  difficult  for 
small  restaurants  to  determine  how  to 
adapt  health  claims  Information  to  their 
food  preparation  methods.  In  addition, 
it  is  likefy  that  they  will  not  be  as  aware 
of  available  information  sources,  like 
nutrient  content  data  bases,  as  large 
chains.  Moreover,  because  of  resource 
limitations,  a  small  restaurant  is  not  as 
likely  as  a  large  restaurant  chain  to  be 
familiar  with  Federal  requirements. 
Thus,  small  restaurants  will  have  to 
become  familiar  with  not  only  FDA's 
requirements,  but  with  available  FDA 
information,  like  the  nutrient  content 
information  that  FDA  published  in 
conjunction  with  its  regulation  on  the 
volimtary  labeling  of  raw  fruits  and 
vegetables  (56  FR  60880,  November  27, 
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Because  of  the  great  mitial  demands 

that  small  restaurants  will  find  if  they 
wish  to  make  claims,  FDA  has  decided 
that  they  should  be  given  additional 
time  to  come  into  compliance  with 
these  regulations.  Without  additional 
time  for  the  reasons  discussed  above, 
small  restaurants  will  be  place  at  a 
disadvantage  with  respect  to  their 
ability  to  make  claims.  As  a  result,  they 
may  decide  not  to  even  attempt  to 
provide  useful  nutrition  information  to 
consumers  about  the  foods  they  serve. 
To  provide  for  equitable 
implementation  of  these  requirements 
for  small  restaurants,  FDA  has  decided 
to  not  make  part  101  effective  with 
respect  to  such  establishments  until 
May  1994. 

While  the  statute  will  be  in  effect 
during  that  period,  FDA  will  not  enforce 
the  statute's  health  claim  requirements 
in  small  restaurants  until  the  regulations 


are  effective.  Although  state  action  is 
not  preempted  undw  section  403A(aX5) 
of  the  act  until  Federal  regulati<ms  are 
effective,  the  agency  expects  that  slates 
will  refrain  from  enforcing  any  health 
claim  requirements  in  small  restaurants 
until  the  Federal  regulations  are 
effective  for  those  restaurants. 

FDA  believes  that  this  action  is  fully 
consistent  with  the  1990  amendments 
and  with  the  act  The  1990  amendments 
impose  no  date  by  which  the  agency's 
regulations  must  be  effactive.  only  when 
they  must  be  promulgated  (see  sections 
3  and  10  of  the  1990  amendments). 
Moreover,  FDA  believes  that  this  action 
will  facilitate  effective  enforcement  of 
the  act.  FDA  believes  that  the  agency's 
and  State  resources  can  best  be  used 
during  this  initial  period  in  educating 
small  restaurants  about  the 
requirements  of  the  law  and  by 
developing  a  better  understanding  of  the 
unique  practical  circumstances  of  small 
restaurants  in  complying  with  health 
claims  labeling  requirements.  Moreover, 
during  this  period,  there  will  be  an 
opportunity  for  interested  persons  to 
develop  new  data  bases  that  will  help 
facilitate  the  provision  of  nutrition 
information  on  foods  sold  In  restaurants 
and  particularly  in  small  restaurants. 

As  an  additional  measure  of 
flexibility,  which  will  especially  benefit 
small  restaurants,  it  was  decided  not  to 
include  daims  on  menus  within  the 
coverage  of  these  regulations.  FDA  has 
considerable  discretion  in  regulating 
health  claims  in  restaurants.  As  the 
comment's  have  indicated,  there  are 
unique  problems  and  concerns 
associated  with  regulating  such  claims. 
The  1990  amendments  do  not  specify 
precisely  how  such  claims  are  to  be 
regulated.  These  regulations  will  apply 
to  health  claims  made  in  restaurants 
except  on  menus.  The  agency's  efforts 
will  focus  on  signs,  placards,  and 
posters,  which  are  increasingly  used  In 
fost  food  and  other  restaurants  to  bring 
nutrition  information  and  claims  about 
food  to  consumer's  particular  attention 
The  comments  pointed  out  that  menus 
are  subject  to  frequent,  even  daily, 
change.  This  additional  measure  of 
flexibility  for  menus  will  help  assiu« 
that  restaurants,  especially  small 
restaurants,  will  not  be  deterred  by  the 
1990  amendments  from  providing 
useful  nutrition-related  information  to 
their  customers.  State's  remain  free, 
however,  to  ensure  under  their  own 
consumer  protection  laws  that  menus 
do  not  provide  false  or  misleading 
information. 

Although  it  has  arrived  at  an 
approach  that  will  provide  for  health 
claims  on  restaurant  foods,  FDA  does 
not  consider  the  problem  of  restaurant 
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food  to  be  solved.  It  is  possible  that 
there  are  other  health  daim  criteria  that 
are  more  appropriate  for  restaurant 
foods  than  those  that  FDA  has 
developed  based  largely  on  packaged 
foods.  Also,  it  may  be  that  consumers 
have  completely  different  expectations 
for.  and  understanding  of.  restaurant 
fooids  as  compared  to  packaged  foods.  If 
so.  different  criteria  for  use  of  health 
claims  in  restaurants  may  be 
appropriate.  However,  at  this  time,  the 
agency  simply  does  not  have  the  data  or 
knowledge  on  which  to  base  such 
determinations.  FDA  is  working,  and 
will  continue  to  work,  with  the 
restaurant  industry  to  determine  how 
health  claims  are  used  on  restaurant 
foods,  and  whether  such  claims  are 
appropriate.  For  example,  with  FDA's 
cooperation,  the  National  Restaurant 
Association  has  undertaken  a  survey  of 
industry  use  of  nutrition  information 
and  of  consumer  knowledge,  practices, 
expectations,  and  imderstanding  of 
various  terms  and  symbols  in 
restaurants.  FDA  is  open  to  petitions  for 
different  criteria  for  health  claims  for 
restaurant  foods,  and  if  data  warrant,  the 
agency  will  consider  establishing 
regulations  specifically  for  restaurant 
foods. 

FDA  also  recognizes  that  there  are  a 
number  of  significant  issues  concerning 
the  adequacy  of  currently  existing  data 
bases  for  use  to  compute  nutrient  levels 
in  restaurant  meals.  However,  the 
agency  is  working,  and  will  continue  to 
work,  with  the  restaurant  industry  to 
assess  the  adequacy  of  these  data  bases 
and  to  encoxirage  the  development  of 
additional  or  newer  data  where  those 
data  bases  are  found  to  be  lacking. 

In  developing  more  specific  policies, 
FDA  will  also  consider  whether 
restaurant  foods  should  be  afforded 
greater  latitude  in  the  compliance 
criteria  than  the  criteria  that  are 
currently  applied  to  nutrient  variations 
in  processed  foods.  FDA  regulations 
state  that,  for  naturally  occurring 
vitamins,  minerals,  and  protein,  the 
nutrient  content  must  be  at  least  80 
percent  of  the  value  declared  and  for 
calories,  carbohydrate,  fat,  and  sodium, 
the  level  must  not  exceed  the  declared 
value  by  more  than  20  percent.  The 
agency  recognizes  that  all  data  bases 
have  inherent  variabilities,  and  that  a 
computed  nutrient  level  for  a  food  with 
several  ingredients  may  have  an 
accumulated  variability  that  exceeds  the 
agency's  criteria  for  packaged  foods. 
FDA  is  concerned  about  the  accuracy  of 
nutrient  level  estimations,  but  pending 
the  development  of  better  data,  the 
agency  will  accept,  as  a  reasonable 
basis,  claims  verification  based  on 
nutrient  levels  from  recognized  nutrient 


data  bases,  without  regard  to  the 
computed  variability  or  to  differences 
between  the  computed  nutrient  levels 
and  levels  determined  by  laboratory 
analyses.  The  agency  is  open  to 
comments  and  suggestions  on  how 
nutrient  variability  issues  should  be 
addressed  for  restaurant  foods  and  will 
continue  to  work  with  the  industry  on 
this  issue. 

80.  Some  comments  cautioned  that 
any  adopted  health  claims  provisions 
applied  to  restaurants  must  be  flexible 
in  format  and  content.  These  comments 
asserted  that  the  distinct  differences 
between  the  delivery  systems  of 
restaurant  foods  and  packaged  retail 
products  must  be  factored  into  the 
regulations  if  they  are  to  apply  to 
restaurant  foods,  as  most  consumers 
select  and  purchase  their  food  before 
ever  seeing  it  or  its  container.  Other 
comments  asserted  that  the 
impracticality  of  compliance  with  the 
current  inflexible  health  claims 
regulations  would  tempt  restaurant 
operators  to  simply  choose  not  to 
promote  healthful  menu  alternatives. 

FDA  does  not  agree  that  firms  should 
be  given  special  flexibility  concerning 
the  content  of  health  claims  that  appear 
on  restaurant  food.  FDA  believes  that 
section  403(r)(l)(B)  and  (r)(3)(b)(iii)  of 
the  act  require  that  a  health  claim  be 
complete  and  consistent  with  the 
authorizing  regulation.  Specific  health 
claims  Regulations  in  part  101,  subpart 
E  set  forth  certain  mandatory  aspects  of 
permitted  health  claims.  Where  any 
mandatory  aspect  of  a  health  claim  is 
absent,  the  claim  will  be  misleading, 
and  the  agency  cannot  sanction  such  a 
situation. 

With  respect  to  format,  FDA  believes 
that  there  is  already  ample  flexibility  in 
the  rules  that  it  is  adopting.  For 
example,  new  §  101.14(d)(2)(iv)  permits 
full  health  claims  to  appear  on  any  part 
of  a  food's  labeling,  including  a  sign  or 
a  placard.  Accordingly,  labeling  listing 
20  items,  3  of  which  qualify  for  the  fat- 
cardiovascular  disease  claim,  could 
carry  the  full  health  claim  next  to  each 
of  the  3  qualifying  items.  Alternately,  it 
could  list  the  names  of  the  three  items 
in  a  distinct  area,  such  as  a  box  or 
section,  and  print  the  full  health  claim 
once  within  that  area. 

New  §  101.14(d)(2)(iv)  also  provides 
for  the  use  of  a  short  referral  statement 
that  directs  the  consumers'  attention  to 
another  part  of  the  food's  label  or 
labeling  where  the  full  health  claim 
appears.  Therefore,  in  the  example 

above,  the  message  "See 

for  details  concerning  the  relationship 
between  fat  and  cancer"  could  appear 
next  to  each  of  the  items  or  in  the  box, 
with  the  full  health  claim  printed  only 


once  in  the  label  or  in  the  labeling 
location  identified  in  the  blank.  For 
example,  the  labeling  could  be  in  the 
form  of  placards  placed  in  full  view  of 
the  consumer,  flyers  made  available  to 
the  public,  and  other  such  items.  The 
agency  cautions,  however,  that  the 
referral  statement  must  clearly  be 
associated  only  with  the  item  or  items 
that  qualify  for  the  health  claim,  and 
that  Uie  location  of  the  full  health  claim 
must  not  be  such  that  it  is  likely  to  be 
associated  with  a  product  that  does  not 
qualify  for  the  claim. 

2.  Nutrition  labeling  on  restaurant  foods 
making  health  claims 

81.  Many  comments  asserted  that  the 
cost  of  providing  nutrient  content 
information  for  restaurant  foods  making 
health  claims  would  be  imreasonable. 
Some  comments  that  opposed  any  form 
of  mandatory  labeling  requirements 
offered  ways  in  which  FDA  could 
minimize  the  financial  burden  on 
restaurants,  if  any  such  regulations  were 
in  fact  adopted.  Many  of  these 
comments  proposed  that  only  fixed 
items  should  be  required  to  bear 
nutrition  labeling,  thus  exempting  items 
such  as  daily  specials,  test  products, 
local  optional  items,  promotional  items, 
and  all  items  in  restaurants  for  limited 
periods  of  time.  Some  comments 
asserted  that  FDA  should  permit  the  use 
of  various  data  bases,  including 
computer  reference  bases,  for  the 
determination  of  a  food's  nutrient 
content.  Other  comments  suggested  that 
only  chains  should  be  required  to 
furnish  nutrition  labeling  for  their 
foods.  Other  comments  suggested  that 
any  restaurant  with  profits  of  below 
$50,000  be  exempted  from  any  nutrition 
labeling  requirements.  However, 
comments  from  larger  restaurant  chains 
argued  that  any  nutrition  labeling 
requirements  should  be  applied 
equitably  to  the  restaurant  industry  as  a 
whole,  because  a  selective  application 
of  the  regulations  could  place  major 
chains  at  an  economic  disadvantage. 

FDA  finds  nothing  in  the  comments  to 
persuade  the  agency  to  adopt  a  position 
different  from  that  stated  in  the  general 
requirements  proposal  (56  FR  60553). 
The  agency  continues  to  believe  that  it 
has  the  authority  to  issue  regulations 
requiring  restaurants  that  make  health 
claims  to  adhere  to  the  requirements  for 
such  claims  including  nutrition 
labeling.' Full  nutrition  labeling 
provides  the  consumer  with  a  way  of 
evaluating  a  claim  within  the  nutrient 
context  of  the  food  or  meal  and, 
therefore,  is  advantageous  in  allowing 
more  informed  comparisons.  However, 
in  the  general  principles  proposal  for 
nutrient  content  claims  (56  FR  60427), 
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lurant  foods 


en  on 
lations  were 


the  agency  recc^nized  the  difficulty  of 
providing  nutrition  labeling  for 
restaurant  foods  and  asked  for  conunent. 
The  comments  have  persuaded  the 
agency  that,  at  this  time,  a  requirement 
for  foil  nutrition  labeling  could  be  a 
significant  barrier  to  the  transfer  of 
information  about  favorable  health- 
related  characteristics  of  restaurant 
foods.  Therefore,  FDA  is  not  requiring 
that  foil  nutrition  labeling  be  provided 
when  a  health  claim  is  made  for 
restaurant  foods.  The  agency  is  adopting 
a  somewhat  diH^erent  approach  to  the 
provision  of  nutrient  information  to  the 
consumer,  as  explained  below. 

FDA  believes  that  consumers  should 
have  information  about  the  nutrient 
content  of  restaiu^nt  foods  on  which 
health  claims  are  based.  The  agency  has 
therefore  established  alternative 
nutrition  labeling  provisions  for 
restaurant  food  in  new  §  101.14(d)(3) 
providing  for  such  information  in  lieu  of 
full  nutrition  labeling.  For  example,  if  a 
meal  is  characterized  as  being  "heart 
healthy,"  the  restaiuateur  should  be 
able  to  provide  consumers  with 
information  about  the  level  of  the 
nutrients  that  provide  the  basis  for  the 
claim.  Therefore,  the  agency  will  require 
that  if  a  restaurateur  makes  a  health 
claim  for  a  meal,  he  or  she  must  be 
prepared  to  advise  the  consumer  about 
the  information  that  provides  the 
reasonable  basis  for  believing  that  the 
food  complies  with  FDA's  requirements 
for  the  claim  (e.g.,  nutrient  levels  from 
data  bases,  cookbooks,  or  analyses).  For 
the  interim,  the  agency  will  consider 
that  the  provision  of  this  limited 
amount  of  information  to  consumers 
will  serve  as  the  functional  equivalent 
of  nutrition  labeling. 

82.  Many  comments  asserted  that  if 
restaurants  are  required  to  provide 
nutrition  labeling,  they  should  be 
a^orded  significant  flexibility  in 
determining  where  to  present  the 
required  nutrient  information.  Some 
comments  pointed  out  that  restaiu-ant 
food  frequently  is  not  packaged,  and 
that,  when  it  is  packaged,  the  packaging 
is  frequently  too  small  to  physically 
accommodate  nutrition  information. 
Other  comments  stated  that  much  of  the 
labeling  used  in  restaurants  is  too  small 
to  physically  accommodate  nutrition 
information  for  all  of  the  products 
which  could  potentially  bear  health 
claims.  Some  suggested  that  flyers, 
leaflets,  and  other  printed  handouts  are 
acceptable  places  for  such  information 
to  appear.  Others  suggested  that  ell  such 
information  should  be  allowed  to 
appear  in  a  fixed  location,  such  as  in  a 
wall  display.  Others  suggested  that  tray 
liners  be  allowed  to  provide  the 


nutrition  information  in  fast  food 
restaurants. 

FDA  agrees  that  restaurants  do  need 
significant  flexibility  in  determining 
where  to  present  the  reouired  nutrient 
information.  Accordingly,  the  agency 
has  revised  the  nutrition  labeling 
provision  in  new  §  101.14(d)(3)  to 
provide  that  restaurants  may  provide 
nutrition  labeling  information  through 
conformance  with  the  provisions  of 
§  101.9  or  §  101.10,  as  appropriate.  (In 
response  to  the  DS  Act,  H)A  has 
removed  the  reference  to  §  101.36  in  this 
regulation.)  As  explained  in  the  next 
comment,  $  101.10  has  been  revised  to 
convey  considerable  flexibility  for 
nutrition  labeling  for  restaurants. 

83.  Many  comments  contended  that  in 
view  of  the  above  mentioned  problems 
outlined  in  the  foregoing  comments,  any 
regulations  regarding  health  claims  on 
restaurant  foods  should  be  promulgated 
under  a  separate  rulemaking  more 
tailored  to  the  unique  nature  of  the 
restaurant  industry's  needs.  A  number 
of  comments  asserted  that  existing 
nutrition  labeling  provisions  pertaining 
to  restaurants  in  §  101.10  are  outdated 
by  the  application  of  the  proposed 
health  claim  regulations  to  restaurant 
foods  and  suggested  that  those 
provisions  be  revoked  or  modified 
accordingly. 

FDA  has  determined  that  §  101.10 
should  not  be  deleted.  Rather  this 
section  is  being  revised  to  reflect  the 
agency's  determinations  with  respect  to 
the  need  for  a  reasonable  basis  for 
believing  that  the  food  complies  with 
the  qualifying  and  disqualifying  levels 
and  with  respect  to  the  provision  of 
information  to  the  consumer.  The 
revision  of  new  §  101.10  has  been 
addressed  in  the  document  concerning 
nutrient  content  claims  that  appears 
elsewhere  in  this  issue  of  the  Federal 
Register. 

3.  Other  restaurant  issues 

84.  One  comment  suggested  that  FDA 
develop  educational  materials  that 
explain  the  obligations  of  restaiuateurs 
relevant  to  health  claims,  and  that  FDA 
offer  alternative,  nonmisleading  ways  in 
which  restaurants  might  communicate 
health-related  information.  The 
comment  noted  that  the  1990 
amendments  called  for  FDA  to  educate 
the  public  about  the  regulations  adopted 
imder  them. 

Section  2(c)  of  the  1990  amendments 
directs  the  Secretary  to  carry  out 
activities  to  educate  consiuners  about 
the  availability  of  nutrition  information 
in  the  label  or  labeling  of  food  and  the 
importance  of  that  information  in 
maintaining  healthy  dietary  practices. 
While  the  language  of  the  act  does  not 


specifically  direct  FDA  to  develop 
educational  materials  for  industry 
segments,  the  agency  intends  to  work 
with  industry,  particularly  trade 
associations  and  small  restaurants,  so 
that  all  parties  (e.g.,  consiuners, 
industry,  and  State/local  regulators) 
understand  the  regulations  and  their 
obligations  and  rights  imder  them. 
FurUier,  FDA  believes  that  the  preamble 
to  this  document  clearly  defines  those 
obligations  and  rights  and  thus  should 
give  the  restaurant  industry  much  of  the 
guidance  it  needs.  Where  an  issue  is  not 
resolved  in  the  preamble  to  the  foil 
understanding  of  a  restatuateiu,  the 
agency  invites  correspondence  on  the 
specific  mattera  that  are  unclear. 

VI.  Prohibited  Health  Qainu 

A.  Claims  not  Authorized  by  FDA 

The  provisions  of  new  §  101.14(e)(1) 
and  (e)(2)  prohibit  on  a  food  label  or  in 
labeling  any  claim  that  expressly  or  by 
implication  characterizes  the 
relationship  of  any  substance  to  a 
disease  or  health-related  condition 
unless:  (1)  The  claim  is  a  health  claim 
specifically  provided  for  in  part  101, 
subpart  E;  end  (2)  the  claim  conforms  to 
all  general  provisions  of  new  $  101.14  as 
well  as  to  all  specific  provisions  in  the 
appropriate  section  of  part  101,  subpart 
E.  These  provisions  embody  the 
statutory  restriction  in  section 
403(r)(l)(B)  of  the  act  that  directs  that  a 
food  shall  be  deemed  misbranded  if  a 
health  claim  is  made  in  its  label  or 
labeling  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3). 
which  make  such  claims  subject  to  the 
requirements  adopted  by  the  Secretary 
(and  FDA,  by  delegation)  by  regulation. 
(Section  403(r)(l)(B)  of  the  act  also 
references  section  403(r)(5)(D). 
However,  action  on  that  section  is 
deferred  based  on  the  moratoriiun 
established  by  the  DS  Act). 

85.  Numerous  comments  voiced 
support  for  or  opposition  to  the 
proposal  to  prohibit  unauthorized 
health  claims. 

FDA  has  adopted  new  §  101.14(e)(1) 
and  (e)(2)  as  proposed  because  they  are 
explicitly  required  xmder  section 
403(r)(l)(B)  and  (r)(3)  of  the  act.  Because 
these  regulations  respond  directly  to  the 
language  of  the  act,  FDA  is  constrained 
to  adopt  them. 

B.  Disqualifying  Levels  Exceeded 

New  §  101.14(e)(3)  requires  that  none 
of  the  disqualifying  levels  identified  in 
new  §  101.14(a)(S)  be  exceeded  in  a  food 
that  beara  a  hedth  claim,  unless  specific 
alternative  levels  have  been  established 
for  the  substance  in  part  101,  subpart  E. 
or  unless  FDA  has  by  regulation 
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permitted  such  a  claim  based  on  a 
finding  that  such  a  claim  will  assist 
consiuners  in  maintaining  healthy 
dietary  practices.  If  FDA  makes  such  an 
exception,  the  label  of  the  food  will 
have  to  bear  a  statement  in  immediate 
proximity  to  the  claim  that  refers  the 
consiuner  to  the  nutrition  label  for 
information  about  the  nutrient  that 
exceeds  the  disqualifying  level.  This 
statement  must  be  made  in  a  manner 
that  complies  with  proposed 
8101.13(h). 

FDA  received  numerous  comments  on 
its  proposed  disqualifying  levels.  Some 
comments  voiced  unsubstantiated 
support  or  disapproval  for  the 
proposals,  while  others  offered 
substantive  arguments  for  their 
positions.  These  comments  are 
discussed  in  section  n.G.  of  this 
document  (see  comments  23  through  42 
of  this  decument). 

C.  Inappropriate  Levels  of  Other 
Substances 

New  §  101.14(e)(4)  will  prohibit 
claims  for  any  food  where  a  substance, 
other  than  one  for  which  a  disqualifying 
nutrient  level  is  establi8hed.Js  present 
at  an  inappropriate  level  as  determined 
in  the  specific  provision  authorizing  the 
claim  in  part  101,  subpart  E.  In  the 
preamble  to  the  propoMd  regulations, 
the  agency  explained  that  this  provision 
will  prevent  health  claims  bom 
appearing  on  foods  that  contain 
substances  other  than  the  siibstance  that 
is  the  subject  of  the  claim  if  any  of  those 
other  substances,  although  not  harmful 
in  their  own  right,  could  interfere  with 
the  claimed  effect  on  the  risk  of  disease. 
For  example,  foods  containing 
phosphor\i8  in  equal  or  greater 
proportion  to  calcium  would  not  be 
eligible  to  bear  the  caldiun-osteoporosis 
health  claim,  because  diets  high  m 
phosphorus  and  relatively  low  in 
calcium  result  in  osteoporosis  in 
experimental  animals. 

FDA  did  not  receive  any  comments  on 
this  proposed  regulation.  However,  the 
agency  did  receive  several  comments 
that  suggested  that  disqualifying  levels 
be  set  for  minimum  nutrient  content, 
sugars,  saccharin,  food  colors,  and 
various  other  food  additives.  These 
comments  are  discussed  in  section 
n.G.  3.  of  this  docimient  (see  comments 
25  and  26  of  this  document)  and  further 
in  this  section  in  response  to  comment 
87  of  this  document 

D.  Infant  Foods 

Proposed  8 101.14(e)(5)  provided  that 
no  food  may  bear  a  health  claim  if  it  is 
represented  or  purports  to  be  for  infants 
and  toddlers  less  than  2  years  of  age. 


86.  One  comment  questioned  the 
prohibition  of  health  claims  on  foods 
promoted  for  use  by  infants  and 
toddlers.  The  comment  asserted  that 
claims  for  all  infant  formulas,  including 
those  formulas  that  are  not  subject  to  the 
requirements  of  section  412(h)  of  the  act 
(i.e.,  "nonexempt"  infant  formulas), 
were  meant  by  Congress  to  be  regulated 
solely  imder  section  412.  More 
specifically,  the  comment  contended 
that  the  agency  has  already  successfully 
used  the  premarket  notification  process 
of  section  412(d)  of  the  act  to  obtain 
substantiation  of  claims  from 
manufacturers  of  both  exempt  and 
nonexempt  infant  formulas.  Further,  the 
comment  asserted  that  the  notification 
process  provides  the  agency  adequate 
oversight  of  claims  for  all  infant 
formulas,  in  keeping  with  the  intent  of 
the  requirements  for  health  claims  in 
the  1990  amendments,  without 
impeding  product  innovation  or 
denying  access  to  product  information. 
Accordingly,  the  comment 
recommended  deleting  proposed 
8 101.14(e)(5)  and  revising  proposed 
8 101.14(f)(1)  to  exclude  nonexempt 
infant  formulas,  in  addition  to  exempt 
formulas,  fi-om  the  requirements  in  that 
section  for  health  claims. 

Another  comment  viewed  a  total  ban 
on  infant  food  health  claims  as  an 
abridgement  of  commercial  free  speech 
protected  by  the  First  Amendment.  The 
comment  suggested  that  a  more 
acceptable  approach  would  be  to  require 
explanatory  information  to  accompany 
such  claims  in  order  to  eliminate  any 
consimier  misconceptions. 

.  Although  section  403(r)(5)(A)  of  the 
act  excludes  exempt  infant  formulas 
from  the  requirements  in  section  403(r) 
for  health  claims,  the  1990  amendments 
are  silent  on  the  applicability  of  section 
403(r)  to  health  claims  for  nonexempt 
infant  formulas.  Thus,  health  claims  on 
such  products  are  subject  to  the 
requirements  of  section  403  (r)  of  the  act. 
However,  in  the  proposal  on  general 
requirements  for  health  claims,  FDA 
pointed  out  that  it  had  received  a  letter 
from  the  American  Academy  of 
Pediatrics  that  expressed  concern  that  a 
health  claim  directed  to  adults  may  be 
inappropriate  or  harmful  to  infants  and 
young  children  (56  FR  60537  at  60556). 
The  letter  pointed  out  that  where  health 
claims  primarily  embody  dietary 
recommendations  for  the  adult  U.S. 
population  to  reduce  the  risk  of  chronic, 
degenerative  diseases,  such 
recommendations  are  not  meant  to 
apply  to  infants  and  young  children. 
"Nutrition  and  Your  Health— Dietary 
Guidelines  for  Americans"  (Ref.  7) 
states,  for  example,  that  the  guidelines 
are  "advice  for  healthy  Americans  ages 


2  years  and  over — ^not  for  yoimger  . 
children  and  infants,  whose  dietary 
needs  differ."  Accordingly,  the  agency 
proposed  in  8 101.14(e)(5)  to  prohibit  a 
health  claim  in  labeling  of  a  food 
represented  or  purported  to  be  for 
infants  or  children  less  than  2  years  of 
age.  The  proposed  prohibition  would 
have  applied  to  nonexempt  infant 
formulas. 

In  view  of  the  concerns  expressed  by 
the  comments,  FDA  has  reconsidered 
the  propriety  of  health  claims  on  infant 
food.  Tne  agency  now  believes  that  the 
proposed  prohibition  on  infant  and 
toddler  foods  may  have  been  overbroad. 
Although  health  claims  based  on 
current  dietary  recommendations  for 
Americans  do  not  include  infants  and 
toddlers.  FDA  believes  that  Congress 
did  not  intend  to  limit  health  claims  to 
only  the  adult  population  or  to  diseases 
affecting  only  that  population.  Thus,  the 
agency  cannot  discount  the  possibility 
that,  in  the  future,  information  may  be 
developed  to  support  a  claim 
appropriate  for  infanta  and  young 
cnildren  on  the  relationship  between  a 
substance  and  a  disease  or  health- 
related  condition.  A  claim  that 
characterizes  this  substance-disease 
relationship  would  meet  the  definition 
for  a  health  claim  and  thus  be  subject  to 
the  requirements  of  section  403(r)  of  the 
act.  The  agency  has  therefore  revised 
new  8 101.14(e)(5)  to  provide  for 
exceptions  from  the  prohibition  of 
infant  and  toddler  health  claims  when 
a  regulation  has  been  established  in  part 
101.  subpart  E. 

However,  the  agency  has  the  option, 
and  believes  that  it  may  be  more 
prudent,  to  regulate  claims  for  infant 
and  toddler  f(x>ds  under  sections  403(i) 
and  411(c)  of  the  act.  which  deal  with 
foods  for  special  dietary  use.  Thus, 
should  the  agency  receive  a  petition  that 
appears  to  justify  a  health  claim 
directed  to  infants  and  toddlers  under 
section  403(r)  of  the  act.  it  will  decide 
how  best  to  proceed  to  authorize  the 
inclusion  of  the  information  in  the  food 
label. 

The  agency  disagrees  with  the 
contention  that  health  claims  for 
nonexempt,  as  well  as  exempt,  infant 
formulas  should  be  exempt  from  section 
403(r)  of  the  act  and  be  subject  only  to 
the  requirements  of  section  412  of  the 
act.  Congress  specifically  chose  to 
exclude  only  exempt  infant  formulas 
from  section  403(r)  of  the  act.  Section 
412  of  the  act,  although  specific  to 
infant  formulas,  does  not  exclude  such 
formulas  bom  requirements  that  are 
based  on  other  parts  of  the  act.  Hence, 
a  labeling  claim  for  an  exempt  or 
nonexempt  infant  formula  may  be  foimd 
to  misbrand  the  product  under  section 
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403(a)  or  (J)  of  the  act.  In  addition,  a 
claim  for  a  nonexempt  formula,  but  not 
an  exempt  formula,  may  also  be  subject 
to  section  403(r)  of  the  act. 

Although  the  agency  has  reviewed 
manufacturers'  claims  to  ensiue  their 
validity  for  both  exempt  and  nonexempt 
in^t  formulas  in  premarket 
notifications  submitted  in  compliance 
with  section  412  of  the  act,  the  agency's 
conclusions  were  based  on  compliance 
vtrith  all  applicable  sections  of  the  act, 
not  just  section  412.  The  agency  is 
obliged  to  administer  the  act  as  a  whole. 
Because  section  412  of  the  act  is  not  the 
only  section  governing  labeling  for 
infant  formulas  (see  section 
412(e)(1)(B)),  the  agency  must  reject  the 
comment's  recommendation  that  health 
claims  requirements  in  proposed 
§  101.14  not  apply  to  nonexempt  infant 
formulas. 

In  light  of  the  agency's  conclusion 
that  it  will  consider  health  claims  for 
infant  and  toddler  foods,  where 
appropriate,  and  will  establish  specific 
regulations  providing  for  their  use,  the 
constitutional  issue  of  a  ban  on  health 
claims  for  such  foods  is  now  moot.  New 
§  101.14(e)(5)  has  been  revised  to 
prohibit  only  those  claims  on  infant  and 
toddler  foods  that  are  not  specifically 
provided  for  in  part  101,  subpart  E. 
Comments  that  nave  raised 
constitutional  questions  will  be  dealt 
with  at  length  later  in  this  document 

E.  Additional  Limits  on  Health  Claims 

87.  Some  comments  lu^d  the  agency 
to  allow  health  claims  only  on  foods 
that  are  consistent  with  dietary 
guidelines.  A  number  of  these 
comments  suggested  that  this  could  be 
done  by  prohibiting  health  claims  on 
foods  with  insignificant  amounts  of  all 
nutrients  required  on  the  label  (e.g., 
coffee),  as  well  as  on  candies,  soft 
drinks,  and  other  snack  foods 
characterized  as  not  being  recognized  as 
part  of  a  sound  dietary  pattern. 
However,  comments  from  the  snack 
food  industry  protested  such  limitations 
on  health  plaims  and  maintained  that 
any  food  that  provides  a  "high"  (or 
"low")  level  of  a  nutrient  without 
exceeding  the  disqualifying  levels  for 
fat,  saturated  fat,  diolesterol,  and 
sodium  can  be  consumed  within  the 
framework  of  a  healthy  diet  and  should 
be  allowed  to  bear  health  claims. 

FDA  is  not  persuaded  that  a 
prohibition  from  bearing  a  health  claim 
based  on  a  food's  categorization  or 
characteristic  use — such  as  a  snack 
food — is  in  keeping  with  the  intent  of 
the  statute.  The  House  Report  (Ref.  1) 
contains  an  example  intended  to 
illustrate  the  Secretary  option  to  decide 
whether  to  grant  an  exception  frt>m  a 


disqualifying  nutrient  level  in  the 
context  of  the  total  daily  diet.  The 
example  compares  a  frozen  dinner  with 
a  snack  food,  both  with  a  particular 
level  of  fai,  and  siiggests  that  the  frozen 
dinner  may  be  considered  sufficiently 
more  significant  in  the  total  daily  diet 
than  the  snack  food.  Implicit  in  this 
example,  however,  is  a  recognition  by 
Congress  that  snack  foods  would  be  able 
to  bear  health  claims  if  they  did  not 
contain  a  level  of  a  nutrient  that  exceeds 
the  disqualifying  level.  Thus,  the  agency 
concludes  that  Congress  did  not  intend 
that  snack  foods  or  other  foods  that 
could  be  in  general  use  in  the  diet 
should  be  subject  to  a  per  se  prohibition 
on  bearing  a  health  claim. 

However,  as  FDA  explained  earlier  in 
this  preamble  in  its  response  to 
comment  23  of  this  document,  Congress 
intended  that  FDA  establish  provisions 
of  health  claims  regulations  by 
considering  the  role  of  the  nutrients  in 
food  in  a  way  that  will  enhance  the 
chances  of  consumers  constructing  total 
daily  diets  that  meet  dietary  guidelines. 
Thus,  FDA  finds  merit  in  the  suggestion 
that  foods  bearing  health  claims  should 
be  those  consistent  with  dietary 
guidelines,  and  that  the  value  of  health 
claims  should  not  be  triviaUzed  or 
compromised  by  their  use  on  foods  of 
little  or  no  nutritional  value.  The 
agency,  therefore,  agrees  that  the  final 
rule  should  be  modified  in  some  way  to 
more  fully  assure  consistency  with 
dietary  guidelines. 

Dietary  guidelines  do  stress  the 
importance  of  selecting  foods  so  that 
dietary  sources  of  calories  are  coupled 
with  sources  of  nutrients.  FDA 
specifically  notes  that  "Nutrition  and 
Your  Health:  Dietary  Guidelines  for 
Americans"  (Ref.  7)  states  that  foods 
that  supply  calories  but  are  limited  in 
nutrients  should  be  used  in  moderation. 
Furthermore,  the  recommendations 
provided  in  "USDA's  Food  Guide 
Pyramid"  (Ref.  29)  expand  on  this 
approach  to  food  selection.  Given  the 
requirement  in  section  403(r)(3)(B)(iii) 
of  the  act  that  states  that  a  claim  should 
enable  the  public  to  comprehend  the 
information  in  a  claim  and  understand 
the  relative  significance  of  that 
information  in  the  context  of  a  total 
daily  diet.  FDA  concludes  that  it  is 
appropriate  to  provide  a  basis  for  health 
claims  that  takes  into  accoimt  the 
nutritional  contribution  of  the  food 
beyond  its  role  as  a  source  of  calories. 
Without  such  a  criterion,  foods  that  are 
not  compatible  with  dietary  guidelines 
could  bear  health  claims.  "The  claim 
would  promote  the  consumption  of  the 
food  but  would  fail  to  set  the  food  in  its 
proper  dietary  context.  In  addition  to 
being  inconsistent  with  section  403(r)  of 


the  act.  claims  intended  to  promote  the 
consumption  of  a  food  that  is 
incompatible  %vith  dietary  guidelines 
would  be  misleading  to  consumers  and, 
thereby,  be  in  violation  of  section 
403(a).  Such  claims  would  be 
misleading  because  consumers  would 
be  purchasing  the  food,  in  part,  to 
achieve  a  more  healthful  diet.  However, 
foods  inconsistent  with  dietary 
guidelines  should  not  be  associated 
with  the  more  healthful  diets 
recommended  by  Federal  agencies  that 
are  mentioned  above. 

Therefore,  in  addition  to  the 
requirements  in  new  %  101.14(d)(vi)  and 
(d)(vii)  for  contentin  a  food  of  a 
substance  that  is  the  subject  of  a  health 
claim,  the  agency  has  developed  an 
approach  that  would  limit  health  claims 
to  foods  that  contribute  certain  nutrients 
to  the  diet  and,  thus,  are  sources  of  more 
than  calories.  This  approach 
incorporates  established  levels  of 
sign^cance  for  nutrients  in  food  and  is 
based  on  the  amounts  in  foods  of  certain 
nutrients  required  to  be  listed  on  the 
label  as  part  of  mandatory  nutrition 
labeling.  As  such,  this  approach  applies 
to  all  foods  in  conventional  food  form. 

Dietary  supplements  not  in 
conventional  food  form  are  not  subject 
to  this  requirement.  Such  supplements 
are  not  intended  to  provide  more  than 
nutritive  value  to  the  daily  diet  and 
make  no  pretense  that  they  should  serve 
as  substitutes  for  conventional  food.  As 
a  result  it  would  not  be  logical  to  hold 
such  products  to  criteria  designed  to 
assure  consistency  with  dietary 
guidelines  for  conventional  food.  A 
dietary  supplement  that  meets  the 
qualifying  criterion  in  proposed 
§  101.14(d)(2)(vii)  and  does  not  contain 
a  nutrient  at  a  disqualifying  level 
specified  in  propcned  §  101.14(a)(5) 
possesses  nutritive  value  for  a  health 
claim  irrespective  of  whether  or  not  it 
may  also  provide  calories.  (FDA  is 
including  the  exception  for  dietary 
supplements  in  §  101.14(e)  because 
under  section  202(b)  of  the  DS  Act,  the 
agency  can  approve  claims  for  such 
products). 

The  final  rule  for  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  the  Federal  Register  requires 
the  listing  of  12  nutrients  apart  from 
calories  as  follows:  Total  fat,  saturated 
fat.  cholesterol,  total  carbohydrates, 
sugars,  fiber,  protein,  sodium,  vitamin 
A,  vitamin  C,  calcium,  and  iron.  As 
described  in  that  document.  FDA 
concluded  that  these  nutrients  are  of 
sufficient  public  health  importance  to 
warrant  their  inclusion  in  Uie  nutrition 
label.  Therefore,  these  same  nutrients 
provide  an  appropriate  basis  for  a 
criterion  intended  to  preclude  health 
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claims  oo  foods  that  do  no»  make  • 
nutritional  contribution  to  tha  diet  and 
thus  are  inconsistent  with  dietary 
guidelines.  This  ctmclusion  is 
supported  by  conunmts  that  suggested 
that  FDA  should  esUblish  such  a 
criterion  based  on  the  nutrients  reqxiired 
in  the  mandatory  Usting  on  the  food 

label. 

Of  the  12  mandatory  nutrients, 
vitamin  A.  vitamin  C,  ina,  caldiun, 
protein,  and  fiber  constitute  nutrients 
for  which  the  levels  in  foods  can  serve 
as  a  basis  for  determining  a  food's 
nutritional  contribution  to  the  overall 
diet  Total  fat.  saturated  fat,  sodium,  and 
sugars  are  nutrients  tot  which  the 
current  recommendations  are  to  limit 
intake.  Therefore,  the  presence  of  the 
latter  nutrients  in  a  food  would  not 
provide  an  appropriate  basis  for 
measuring  the  positive  contribution  of  a 
food  to  the  diet.  While  total 
carbohydrates  reflects  the  contribution 
to  the  diet  of  complex  carbohydrates,  a 
nutrient  far  which  current 
reconunendations  are  to  increase  intake, 
it  also  reflects  the  contribution  of  sugars 
for  which  current  recommendations  are 
to  limit  intake.  Therefore,  total 
carbohydrates  is  not  an  appropriate 
component  of  a  nutritional  contribution 
criterion. 

The  final  rule  on  nutrient  content 
claims  published  elsewhere  in  this  issue 
of  the  Federal  Register  sUtes  that  a  food 
is  a  good  sotirce  of  a  nutrient  when  the 
nutrient  is  present  in  the  food  at  a  level 
of  10  percent  or  more  of  the  label 
reference  value.  The  agency  concludes, 
therefore,  that  this  defined  level  is  an 
appropriate  basis  for  a  criterion  to 
meastue  the  nutritional  contribution  of 
a  food.  Therefore,  assimiing  that  a  food 
meets  the  definitions  prescribed  in  this 
final  rule  for  bearing  a  health  claim,  the 
food  must  also  contain  one  or  more  of 
the  six  nutrients  listed  above  (vitamin 
A.  vitamin  C.  iron,  caldtmi,  protein,  or 
fiber)  in  an  amoimt  at  or  above  10 
percent  of  the  Reference  Daily  Intake 
(RDI)  or  DRV  per  reference  amount 
customarily  consumed  for  that  nutrient. 
Based  on  a  review  of  the  regulatory  food 
composition  data  base  (Ref.  33),  the 
agency  notes  that  most  foods  consistent 
with  dietary  guidelines  meet  this 
criterion. 

Furthermore,  in  order  to  preclude  the 
fortification  of  foods  solely  for  the 
purpose  of  making  a  claim,  the  nutrient 
or  nutrients  must  not  be  derived  bom 
fortification  or  other  additions  to  the 
food.  Fortification  of  a  food  of  little  or 
no  nutritional  value  for  the  sole  purpose 
of  qualifying  that  food  for  a  health  claim 
is  misleadii^  for  several  reasons.  There 
is  great  potential  to  confuse  consumers 
if  foods  like  sugars,  soft  drinks,  and 


sweet  desserts  are  fortified  to  qualify  for 
a  health  claim  when,  at  the  same  time, 
dietary  guidance  as  contained  in 
USDA's  Food  Guide  Pyramid  (Ref.  29). 
for  example,  states  that  "(Tlhese  foods 
provide  calories  and  little  else 
nutritionally.  Most  people  should  use 
them  sparingly."  Indiscriminate 
fortification  of  such  foods  with  one 
nutrient  would  not  make  such  foods 
consistent  with  dietary  guidelines. 
Further,  fortifying  such  foods  is  not 
consistent  with  FDA's  fortification 
policy  in  $  104.20  that  has  been  in  effect 
for  many  years.  The  fundamental 
objective  of  FDA's  policy  on  appropriate 
fortification  of  foods  is  to  establish  a 
uniform  set  of  principles  that  serve  as  a 
model  for  the  rational  addition  of 
nutrients  to  foods.  In  that  policy,  FDA 
clearly  states  its  concern  that  random 
fortification  of  foods  could  result  in 
deceptive  or  misleading  claims  for 
foods.  In  the  document  concerning 
nutrient  content  claims  that  appears 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  including  a  provision 
requiring  that  added  nutrients  must  be 
in  compliance  with  §  104.20  for  a  food 
to  be  eligible  to  bear  the  term  "more"  on 
its  label. 

FDA  stresses  that  the  exclusion  of 
fortification  pertains  only  to  fortification 
to  specifically  meet  the  requirements  of 
this  provision  and  not  to  fortification  of 
the  food  itself.  Thus,  a  fortified  food, 
including  a  dietary  supplement  in 
conventional  food  form,  may  still 
qualify  for  a  health  claim,  provided  the 

Siualification  is  not  on  the  basis  of  that 
ortification.  Accordingly.  FDA  has 
added  a  new  §  101.14(e)(6)  to  require 
that,  except  for  dietary  supplements  not 
in  conventional  food  form,  the  food 
shall  contain  10  percent  or  more  of  the 
RDI  or  DRV  for  vitamin  A,  vitamin  C, 
iron,  calcium,  protein,  or  fiber  prior  to 
any  nutrient  addition. 

Vn.  Exemption  of  Medical  Foods  and 
Exempt  Infant  Formulas 

FDA  proposed  in  §  101.14(f)  that 
medical  foods,  as  defined  in  section  5(b) 
of  the  Orphan  Drug  Act  (21  U.S.C. 
360ee(b)),  and  infant  formulas  subject  to 
section  412(h)  of  the  act  are  specifically 
exempted  from  requirements  for  health 
claims  and  nutrient  content  claims.  This 
exemption  reflects  the  exemption  in 
section  403(r)(5)(A)  of  the  act. 

FDA  received  no  comments  on  this 
aspect  of  the  proposal.  Therefore,  the 
agency  is  adopting  this  section  as 
propoised. 

Vni.  Applicability  of  Health  aaima 

FDA  proposed  in  S  101.14(g)  that  the 
requirements  for  health  claims  in 
proposed  §  101.14  only  apply  to  foods 


intended  for  human  consumption  that 
are  offered  for  sale. 

FDA  received  no  omiments  on  this 
aspect  of  the  proposal.  Therefore,  this 
section  is  being  adopted  by  the  agency 
as  proposed. 

DL  Petitions 

A.  Agency  Review  Paiod 

88.  One  conunent  asserted  that  FDA 
should  not  establish  any  health  claim 
petition  provisions  because  dtixen 
petition  regulations  in  %  10.30  (21  CFR 
10.30)  are  adequate  to  provide  for 
petitions  to  FDA  that  request  that  the 
agency  authorize  a  health  claim. 

FDA  disagrees  with  this  comment. 
Section  403(r)(4)(A)(i)  of  the  act 
establishes  imique  statutory  procedures 
for  the  handling  of  health  claim 
petitions  that  are  not  applicable  to  the 
existing  dtizen  petition  regulation.  The 
statute  has  specific  timeframes  for  FDA 
to  evaluate  health  claim  petitions  and. 
unlike  the  provisions  of  §  10.30. 
provides  for  not  releesing  the  content  of 
a  petition  if  it  is  denied  prior  to 
acceptance  for  filing.  If  FDA  were  to 
accept  health  daims  petitions  in 
accordance  with  §  10.30,  petitions  that 
the  agency  denies  after  its  initial  100- 
day  review  might  be  released.  Further, 
FDA  believes  mat  a  procedural 
regulation  for  health  claims  petitions  is 
necessary  so  that  petitioners  will  clearly 
imderstand  what  is  required,  that  the 
agency's  review  will  be  conducted  on  a 
consistent  and  equitable  basis,  and  that 
the  grounds  for  agency  action  on  the 
petition  wrill  be  clearly  understood. 

89.  Some  comments  objeded  that  the 
timeframes  in  the  petition  provisions  for 
FDA  assessing  the  validity  of  the 
proposed  claim  and  for  issuing  a 
proposed  regulation  are  too  rigid.  One  of 
these  comments  suggested  that  in  cases 
where  there  is  minimal  or  nonexistent 
controversy,  FDA  should  streamline  the 
petition  approval  process.  The  comment 
noted  that  while  the  statutory  filing 
period  gives  the  agency  time  to 
determine  whether  a  proposed  claim  is 
valid,  that  filing  period  also  serves  to 
deprive  the  public  of  truthful  claims 
until  final  approval  is  granted.  The 
comment  suggested  that  FDA  adopt  a 
mechanism  to  quickly  determine 
whether  there  is  a  large  consensus 
among  sdentists  on  the  validity  of  a 
proposed  claim  and,  if  so,  to  shorten  the 
timefiames.  However,  other  comments 
suggested  that  longer  timeframes  are 
needed  so  that  the  agency  can  review 
the  data  and  request  additional 
information  if  needed,  after  which  FDA 
should  allow,  modify,  or  re)ed  the 
health  claim  application  and  notify  the 
applicant. 
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FDA  advises  that  the  agency  may  not 
consider  longer  timeframes  for  the 
evaluation  ofpetitions  about  health 
claims  becatise  the  timeframes  are 
specifi<»lly  established  in  section 
403(r)(4)  of  the  act.  These  short 
timeframes  do  not  provide  an 
opportuniw  for  continuing 
correspondence  between  uie  petitioner 
and  FDA.  With  respect  to  suggestions 
for  shorter  timeframes,  FDA  advises  that 
the  agency's  ability  to  meet  timefrtunes 
is  influenced  by  many  factors  such  as 
work  priorities  and  availability  of 
personnel  FDA  considers  the  statutory 
timeframes  for  assessing  the  validity  of 
hea'lth  claims  and  for  issuing  a  proposed 
regulation  to  be  extremely  short,  given 
the  need  to  evaluate  the  totality  of 
available  scientific  evidence  on  a 
substance  and  a  disease.  Given  the 
agency's  limited  resources,  it  would  not 
be  practicable  to  shorten  these 
timeframes  further.  However,  FDA 
points  out  that  although  action  on 
petitions  for  most  claims  will  require 
virtually  all  of  the  time  provided  by  the 
statutory  timeframes,  nothing  would 
prohibit  the  agency  from  acting  in  less 
time  than  the  timeframes  provide  if  it  is 
possible  to  do  so.  Thus,  it  is  likely  that 
a  petition  for  a  claim  on  a  well-accepted 
substance/disease  relationship  would  be 
reviewed  mora  expeditiously  than  one 
for  whidi  scientific  agreement  is  not  as 
clear. 

90.  Some  comments  recommended 
that  FDA  allow  new  health  claims  to  be 
used  as  soon  as  the  proposal  issues, 
instead  of  waiting  imtil  the  final 
regulation  becomes  effective.  One 
.comment  asserted  that  this  approach 
would  greatly  benefit  the  public  by 
quickly  disseminating  truthful  health 
claim  information,  and  that  there  would 
be  little  risk  to  consumers  from 
consuming  additional  amounts  of  a  food 
if  the  health  claim  is  eventually  denied. 

Hie  agency  advises  that  there  is  no 
basis  under  the  act  to  provide  for  the 
use  of  proposed  health  claims.  Section 
403(r)(l)(B)  of  the  act  deems  a  food 
misbranded  when  its  label  or  labeling 
bears  a  health  claim  unless  the  claim  is 
made  in  accordance  with  section 
403(r)(3)  or  (r)(5)(D).  SecUon  403(r)(3) 
and  (rj(5)(D)  of  the  act  requires  that  the 
health  claim  be  made  in  accordance 
with  regulations.  Proposed  rules  are  not 
"regulations." 

Further,  even  if  FDA  had  a  basis 
under  the  act  to  permit  the  use  of 
proposed  health  claims,  the  agency  does 
not  believe  that  it  would  be  prudent  to 
provide  for  such  use.  The  comment 
period  following  the  publication  of 
proposed  rules  is  a  critical  step  in 
determining  whether  a  proposed 
regulation  is  appropriate  for  adoption. 


In  the  instance  of  health  claim 
regulations,  significant  information 
concerning  validity  of  the  substance- 
disease  relationship  imderljdng  the 
proposed  health  claim  may  be 
submitted  by  interested  puties  during 
the  comment  period.  In  addition,  the 
comment  period  may  bring  to  light  a 
previously  unforeseen  potential  for  the 
health  claim  to  be  misleading  to 
consumers  if  adopted  without 
modification. 

B.  Public  Disclosure 

91.  Some  comments  expressed 
concern  regarding  public  releese  of 
private  or  proprietary  data  submitted  as 
part  of  a  health  claim  petition.  Other 
comments  agreed  vrith  the  proposal  as 
written  in  §  101.70(j)(2)  on  the  grounds 
that  allowing  the  public  to  scrutinize 
information  submitted  in  a  petition  will 
help  ensure  that  the  evidence  is 
scientifically  soimd  and  unbiased. 

Section  403(r)(3)(B)(i)  of  the  act 
mandates  that  the  Secretary  (and  FDA, 
by  delegation)  determination  as  to 
whether  to  authorize  a  health  claim  be 
based  on  the  totality  of  "publicly 
available  evidence."  Moreover,  section 
403(r)(4)(A)(i)  of  the  act  provides  for  not 
making  a  petition  available  to  the  public 
only  when  FDA  decides  to  deny  it 
without  filing  it.  Consequently,  FDA 
does  not  have  authority  to  withhold  this 
information  fiom  public  scrutiny  and 
will  make  all  information  submitted  in 
support  of  a  health  claim  publicly 
available  when  the  petition  is  filed. 

C.  Preparation  of  Model  Health  Claim 

92.  One  comment  objected  to  the 
petitioner  having  to  propose  model 
health  claims,  asserting  that  the  format 
and  wording  of  model  health  claims 
should  be  the  responsibility  of  FDA. 
The  comment  stated  that  the  1990 
amendments  did  not  require  the 
petitioner  to  prepare  model  health 
claims.  Another  comment,  however, 
endorsed  the  proposal  that  a  petitioner 
include  a  model  health  claim,  because 
it  will  promote  efficiency  by  giving  FDA 
a  starting  point  and  ensure  that  the 
petitioner  is  planning  to  use  the  claim 
to  promote  the  public's  health. 

FDA  agrees  with  the  latter  comment. 
Because  the  petitioner  should  be  one  of 
the  parties  most  knowledgeable  about 
the  relevant  substance-disease 
relationship,  the  agency  does  not 
believe  that  requiring  the  inclusion  of  a 
model  health  claim  will  constitute  a 
significant  burden  on  the  petitioner. 
Such  a  requirement  will,  however, 
provide  significant  benefit  by  ensuring 
that  the  agency  can  easily  and  correctly 
identify  what  the  petitioner  believes  to 
be  the  full  substance-disease 


relationship  within  the  short  review 
timeframes. 

D.  Summary  of  Scientific  Data 

93.  Some  comments  argued  that 
tmpublished  research  findings, 
including  proprietary  data,  should  be 
considered  in  support  of  proposed 
health  claims.  However,  a  niunber  of 
comments  disagreed  asserting  that  only 
data  suitable  for  publication  and  data 
already  accepted  for  presentation  in  a 
scientific  community  would  be  suitable 
for  the  substantiation  of  health  claims. 

FDA  will  consider  all  impublished 
findings  that  are  submitted  in  support  of 
proposed  health  claims.  Although  the 
agency  will  consider  such  findings,  FDA 

{toints  out  that,  as  suggested  in  the 
egislative  history  (Ref.  1),  the  agency 
may  give  greater  weight  to  a  research 
report  published  in  a  peer-reviewed 
.  journal  because  such  reports  have  been 
subjected  to  scientific  evaluation  before 
publication.  The  agency  is  Ukely  to  give 
greatest  weight,  however,  to  research 
reports  of  well-conducted,  relevant 
studies  regardless  of  publication  status. 

E.  Denial  of  Petitions 

94.  A  number  of  comments  stated  that 
if  the  agency  is  to  deny  a  petition 
without  filing  it,  FDA  should  do  so 
based  oq  a  review  of  the  petition  as  a 
whole.  One  comment  said  that  even  if 
the  "PrelimiOary  Requirements"  section 
of  the  petition  is  inadequate  FDA 
should  still  examine  the  "Simimary  of 
Scientific  Data."  The  comment  stated 
that  if  the  agency  did  so.  and  discussed 
that  review  in  the  dmial  notice,  it 
would  provide  the  petitioner  with  some 
indication  as  to  whether  a  redrafted 
petition  would  be  justified.  The 
comment  contended  that  such  a 
procedure  would  be  more  efficient  in 
the  longrun  and  presiunably  would  save 
FDA  from  having  to  review  repeatedly 
submitted  petitions. 

FDA  does  not  believe  that  it  would  be 
prudent  to  adopt  a  general  policy  of 
conducting  exhaustive  reviews  of 
petitions  that  are  to  be  denied  because 
they  foil  to  meet  preliminaiy 
requirements.  The  denial  of  a  petition 
on  the  grounds  that  the  preliminary 
requirements  are  not  met  would  reflect 
a  fundamental  problem  with  the 
petition.  Such  problems  may  take  a  foir 
amount  of  time  to  remedy.  "Therefore,  to 
ensure  that  it  uses  its  resources  most 
effectively  and  efficiently,  FDA  will  not 
undertake  an  evaluation  of  the  scientific 
validity  of  a  claim  unless  the 
preliminary  requirements  are  satisfied. 

95.  Several  comments  dealt  with  the 
language  of  the  regulation  disapproving 
the  health  claim.  They  particularly 
disapproved  of  the  language  "FDA  has 
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concluded  that  then  is  no  basis  for 
claims  about  the  following  •  •  •."  The 
comments  suggested  alternate  wordings 
for  proposed  S  101.71  that  would 
recognize  that  "although  there  is 
considerable  interest  in  these  areas,  and 
although  new  evidence  is  continually 
emerging,  the  data  are  not  yet  strong 
enough  to  permit  approval  of  health 
claims  for  the  reasons  summarized 
below."  The  comments  stated  that  this 
language  should  be  followed  by  an 
envuneration  of  the  disapproved  claims 
together  with  a  short  paragraph 
describing  both  the  strength  and  the 
perceived  shortcomings  of  the  evidence 
in  each  case.  This  approach  would, 
according  to  comments,  establish  an 
appropriate  record  of  FDA's 
determination,  without  unnecessarily 
damaging  any  of  these  active  areas  of 
scientific  research. 

FDA  agrees  with  the  comments  that 
there  should  be  some  codified  record  of 
its  consideration  of  the  health  claims  on 
which  it  proposed  action,  either  in 
response  to  the  1990  amendments  or  a 
petition,  but  ultimately  decided  not  to 
authorize.  TTiat  record  is  provided  by 
the  citation  to  the  final  nde  denying  the 
health  claim  that  is  included  in  the 
listing  in  new  §  101.71.  The  discussion 
in  the  preamble  to  the  final  rule 
summarizes  the  agency's  consideration 
of  the  claim.  Thus,  the  agency  does  not 
believe  that  paragraphs  describing  the 
strengths  and  shortcomings  of  the 
evidence  regarding  specific  health 
claims  are  needed  in  the  codified 
language  to  "estabUsh  an  appropriate 
record  of  FDA's  determinations." 

The  agency  disagrees  that  a  negative 
decision  regarding  a  particular  health 
claim  will  be  damaging  to  active  areas 
of  scientific  research.  It  is  obvious  that 
the  extensive  literature  regarding  the 
complex  relationships  between 
substances  and  diseases  and  health- 
related  conditions  developed  without 
consideration  of  whether  specific  health 
claims  on  particular  foods  might  be 
allowed  at  some  time  in  the  future. 
FDA's  denial  is  just  as  likely  to 
highlight  the  matters  on  which  further 
research  is  needed  as  it  is  to  damage  the 
prospects  for  further  research.  However, 
for  greater  clarity,  the  agency  has 
revised  the  statement  in  new  $  101.71 
that  there  is  "no  basis  for  claims"  to 
state  that  there  is  "not  a  sufficient  basis 
for  claims  •••." 

F.  Other  Petition  Issues 

96.  Another  comment  urged  that  FDA 
not  redelegate  to  the  Director  and 
Deputy  Director  of  CFSAN  all  the 
functions  of  the  Commissioner 
concerning  petitions  for  label  claims 
under  section  403(r)  of  the  act  that  do 


not  Involve  controversial  issues.  The 
comment  stated  that  all  petitions  that 
will  be  submitted  to  the  agency 
concerning  health  claims  will  involve 
controversial  issues  that  will  require  a 
response  from  the  Commissioner. 

roA  does  not  agree.  Based  on  the 
agency's  experience  with  petitions  that 
have  been  submitted  to  FDA  for 
consideration,  it  is  not  imcommon  for  a 
petition  to  contain  major  deficiencies 
that  necessitate  denial  of  the  petition. 
The  agency  believes  that  redelegating 
such  functions  to  the  Director  and 
Deputy  Director  of  CFSAN  will  permit 
the  agency  to  take  the  reqiiired  actions 
(e.g.,  denial  of  a  petition)  in  the  most 
resource  efficient  manner. 

Further,  the  agency  does  not  agree 
that  it  should  assume  that  all  petitions 
submitted  under  section  403(r)  of  the  act 
will  involve  controversial  issues.  The 
agency  should  have  the  prerogative  to 
t^e  action  on  a  petition  in  the  most 
resouroe  efficient  manner.  For  example, 
in  the  future,  it  is  certainly  possible  that 
some  substance-disease  relationships 
will  become  established,  and  that  there 
will  be  no  controversy  about  the 
scientific  basis  for  a  claim.  If  such  a 
situation  occurs,  the  agency  should  have 
the  flexibility  to  authorize  information 
about  such  relationships  in  food 
labeling  in  an  efficient  manner. 
Therefore,  the  agency  is  retaining  the 
redelegation  provision  in  the  final  rule. 

X.  Constitutional  Issues 


A.  The  First  Amendment 

97.  Several  comments  from  industry, 
and  nonprofit  organizations  asserted  • 
that  truthful  information  about  health 
and  diet  consists  of  speech  protected 
under  the  First  Amendment,  and  at  the 
very  least  is  protected  commercial 
speech.  According  to  the  comments, 
such  truthful  information  encompassed 
a  wide  variety  of  labeling  information 
ranging  from  information  that  FDA 
classifies  as  a  "health  claim"  to  general 
information  about  what  food  categories 
should  be  included  in  a  diet  to  affect 
disease  that  FDA  classifies  as  "dietary 
guidance."  (As  explained  previously  in 
this  preamble,  for  the  sake  of  clarity  in 
this  preamble,  references  by  FDA  to 
"dietary  guidance"  will  refer  to  claims 
that  do  not  contain  both  basic  elements 
of  a  health  claim  and  are  therefore  not 
"health  claims.")  Comments  stated  that 
the  commercial  speech  doctrine 
recognizes  that  such  speech  not  only 
serves  the  economic  interests  of  the 
speaker  but  assists  consumers  and 
furthers  society's  interest  in  "the  fullest 
possible  dissemination  of  information." 
Therefore,  while  such  speech  is  entitled 
to  less  protection  than  other  forms  of 


expression,  that  protection  is 
nonetheless  substantial.  Several 
comments  dted  case  law  that  stated  that 
if  the  commercial  expression  at  issue  is 
neither  false  nor  misleading,  then  any 
regulation  restricting  it  must  directly 
advance  the  governmental  interest 
asserted  and  must  be  no  more  extensive 
than  necessary  to  serve  that  interest. 
Comments  contended  that  any 
suggestion  that  consumers  should  be 
screened  from  truthful  information  "in 
their  own  best  interest"  is  the  type  of 
paternalism  rejected  by  the  Supreme 
Court  in  Virginia  State  Bd.  of  Pharmacy 
V.  Virginia  Citizens  Consumer  Council 
Inc..  425  U.S.  748  (1976),  and  the 
concept  that  the  public  cannot  be 
trusted  to  make  valid  judgments  based 
on  truthful  information  contravenes  the 
basic  principles  of  the  First 
Amendment.  Comments  asserted  that 
the  public  interest  and,  indeed,  the 
public  right  is  in  obtaining  useful 
information,  and  the  government's 
interest  is  best  served  by  placing  no 
barriers  to  its  free  circulation.  Another 
comment  specifically  requested  that 
FDA  clarify  how  the  health  claims 
regulations  comply  with  Supreme  Court 
standards  for  constitutionally  protected 
dvil  or  commercial  speech. 

However,  other  comments  stated  that 
the  health  claim  regulations  do  not 
violate  manufacturers'  First  Amendment 
rights,  because  food  labels  that  are  not 
in  compliance  with  the  act  are 
inherently  misleading  and  therefore  not 
entitled  to  constitutional  protection. 
The  comments  argued  further  that,  even 
if  a  coiul  found  that  a  nonconforming 
health  claim  was  not  misleading,  it 
would  uphold  these  regulations  because 
they  hre^ilored  specifically  to  meet  the 
substantial  Government  interest  of 
protecting  the  public. 

FDA  advises  that  neither  these 
regulations,  nor  the  act  as  amended  by 
the  1990  amendments,  violate  the  FiJk 
Amendment.  The  act  has  withstood 
numerous  First  Amendment  challenges. 
(See,  for  example.  United  States  v. 
General  Nutrition.  Inc.,  638  F.  Supp. 
556.  562  (W.D.N. Y.  1986);  American 
Frozen  Food  Institute  v.  Mathews,  413 
F.  Supp.  548  (D.D.C.  1976).  afTd.  555 
F.2d  1059  (D.C.  Cir.  1977);  United  States 
v.  Articles  of  Food  *  *  *  Clover  Out 
Potato  Chips,  67  F.R.D.  419  (D.  Idaho 
1975);  United  States  v.  8  Cartons. 
Containing  Plantation  The  Original  etc. 
Molasses.  103  F.  Supp.  626  (W.D.N.Y. 
1951).)  The  1990  amendments  amended 
the  act  to  permit  certain  information 
about  the  relationship  of  nutrients  in 
food  and  disease  to  appear  on  a  food 
label  without  misbranding  the  food 
under  section  403  of  the  act  or 
transforming  it  into  a  drug  \mder  section 
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201(g)(1)(B)  of  the  ect.  The  regulations 
implementing  these  amendments  th\is 
permit  more  information  on  food  labels 
than  has  previotisly  been  aUowed  under 
the  act. 

Nonetheless,  parts  of  the  act  and  these 
regulations  may  have  an  incidental 
effoct  on  speech  in  a  narrowly  defined 
area,  food  labeling.  (See  NAACPv. 
Qaibome  Hardware  Co..  458  U.S.  886, 
912  (1982).)  The  Supreme  Court, 
however,  "has  recognized  the  strong 
governmental  interest  in  certain  forms 
of  economic  regulation,  even  though 
such  regulation  may  have  an  incidental 
effect  on  rights  of  speech  and 
association."  Id.  The  Government  may 
regulate  in  areas  of  economic  activity 
such  as  securities,  antitrust,  and  labor  in 
ways  that  affect  speech.  SEC  v.  Wall 
Street  Publishing  Institute,  851  F.2d 
365,  372-73  (D.C.  Cir.  1988),  cert, 
denied,  489  U.S.  1066  (1989);  see  also 
SECv.  Suter.  732  F.2d  1294, 1299  (7th 
Cir.  1984)  (the  First  Amendment  does 
not  remove  a  business  engaged  in  the 
communication  of  information  from 
general  laws  regulating  business 
practices).  The  Government  "does  not 
lose  its  power  to  regulate  commercial 
activity  deemed  harmful  to  the  public 
whenever  speech  is  a  component  of  the  . 
activity."  Ohralik  v.  Ohio  State  Bar 
Association,  436  U.S.  447,  456  (1978); 
see  also  Home  Box  Office,  Inc.  v.  FCC, 
567  F.2d  9,  46  (D.C.  Cir.  1977),  cert, 
denied.  434  U.S.  829  (1977)  ("lR)ules 
restricting  speech  do  not  necessarily 
abridge  freedom  of  speech.") 

As  with  securities,  labor,  and  antitrust 
regulation,  the  Government  exerts 
extensive  regulatory  authority  over  the 
economic  activity  surrounding  food  and 
its  labeling.  Yet  the  regulation  of  food 
and  food  labeling  clearly  encompasses 
more  than  mere  economic  activity:  It 
protects  consumer  health  and  safety  in 
an  area  where  harm  to  the  public  can  be 
direct  and  immediate.  (See  Ohralik,  436 
U.S.  at  456.)  FDA's  crucial  role  in 
ensuring  that  food  labels  are 
informative,  are  not  misleading,  and  do 
not  otherwise  misbrand  products  imder 
the  act  has  long  been  recognized.  (See 
79  Congressional  Record  4734  (1935), 
reprinted  in  "Dunn,  Federal  Food,  Drug, 
and  Cosmetic  Act,"  280  (1938) 
(statement  of  Sen.  Copeland)  ("No  one 
disputes  that  the  [FDA]  should 
determine  the  quality  of  the  product;  no 
one  disputes  that  it  should  determine 
what  is  on  the  label."))  In  such  an  area 
of  extensive  Federal  regulation,  the 
Government  may  place  restrictions  on 
speech  tbat  bears  directly  on  the 
Government's  objectives.  SEC  v.  Wall 
Street  Publishing  Institute.  851  F.2d  at 
373.  Indeed,  regulation  of  food  labeling 


would  be  impossible  if  the  Government 
could  not  restrict  speech.  Id. 

Thus,  when  FDA  seeks  to  ensiire  that 
food  is  not  misbranded,  it  may  place 
restrictions  on  label  contents.  "Freedom 
of  Speech  does  not  include  the  freedom 
to  violate  the  labeling  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act." 
United  States  v.  Articles  of  Food  •  •  • 
C7over  Qub  Potato  Chips.  67  F.R.D.  419, 
424  (D.  Idaho  1975).  "(Clertain  speech 
in  a  certain  Umited  context"  becomes 
part  of  the  labeling  of  a  product  and 
may  serve  as  evidence  of  a  violation  of 
the  act.  United  States  v.  Genera/ 
Nutrition.  Inc..  638  F.  Supp.  556,  562 
(W.D.N.Y.  1986).  Thus,  the  seizure  and 
condemnation  of  a  book  that  misbrands 
a  product  is  not  a  violation  of  the  First 
Amendment,  even  though  in  another 
context  the  book  might  be  protected. 
(See  United  States  v.  8  Cartons, 
Containing  Plantation  The  Original  etc. 
Molasses.  103  F.  Supp.  626.  628 
(W.D.N.Y.  1951);  United  States  v. 
Article  of  Drug,  32  F.R.D.  32  (SJD.  111. 
1963).)  "It  is  the  product  and  the 
manner  in  which  the  product  is 
marketed  which  is  said  to  be  illegal," 
rather  than  the  speech  itself.  General 
Nutrition,  638  F.  Supp.  at  562.  A 
prohibition  on  selling  a  misbranded 
product  restrains  the  violative  act  of 
selling,  not  speech  itself.  Kellogg  Co.  v. 
Mattox.  763  F.  Supp.  1369. 1381  (N.D. 
Tex.  1991)  (construing  Texas  food  and 
drug  law).  "TTie  substantial  government 
interest  in  the  goals  of  the  Act  justiflies) 
this  extremely  narrow  encroachment" 
on  speech.  General  Nutrition.  638  F. 
Supp.  at  562.  Indeed,  where  certain 
claims  misbrand  a  product,  "[a] 
requirement  that  the  claims  be  removed, 
in  order  to  sell  the  product,  is  certainly 
less  restrictive  than  a  flat  prohibition  of 
the  sale  of  the  product."  Kellogg.  763  F. 
Supp.  at  1381. 

With  the  provisions  of  the  1990 
amendments  that  govern  health  claims. 
Congress  sought  to  "permit  health 
claims  but  only  healdi  claims  based  on 
scientifically  valid  information." 
(statement  of  Rep.  Waxman;  Ref.  4).  In 
order  to  assist  consumers  improving 
their  eating  habits.  Congress  devised  a 
scheme  to  permit  certain  claims  not 
previously  allowed  imder  the  act.  Under 
this  scheme,  only  those  claims  that  FDA 
finds  to  be  "supported  by  science"  are 
permitted,  (statement  of  Rep.  Waxman; 
Ref  3),  and  a  food  that  bears  an 
unapproved  health  claim  is  misbranded. 
Because  FDA  case  law  makes  clear  that 
a  label  statement  that  misbrands  a  food 
product  is  not  subject  to  First 
Amendment  protection,  an  unapproved 
health  claim  on  a  food  label  would  not 
be  protected  speech.  (See  United  States 
v.  General  Nutrition,  Inc.,  638  F.  Supp. 


556  (WD.N.Y.  1986);  United  States  v. 
Articles  of  Food  •  *  •  Clover  Qub  Potato 
Chips,  67  F.R.D.  419  (D.  Idaho  1975): 
United  States  v.  8  Cartons.  Containing 
Plantation  The  Original  etc.  Molasses, 
103  F.  Supp.  626  (W.D.N.Y.  1951); 
United  States  v.  Article  of  Drug,  32 
F.R.D.  32  (S.D.  111.  1963).) 

Congress  considered  the  iise  of 
"unfounded"  health  claims  on  the  food 
label  to  be  harmful  to  the  pubUc 
(statement  of  Rep.  Waxman;  Ref  3);  cf. 
Ohralik,  436  U.S.  at  456  ("ITlhe  State 
does  not  lose  its  povrer  to  regulate 
commercial  activity  deemed  harmful  to 
the  public  whenever  speech  is  a 
component  of  that  activity.")  Congress 
dealt  with  this  problem  by  crafting  a 
system  to  permit  certain  useful 
information  to  appear  on  the  food  label, 
while  ensuring  mat  the  information  is 
scientifically  valid  and  not  misleading 
(statement  of  Rep.  Waxman;  Ref.  4). 
Congress  considered  these  restrictions 
on  speech  necessary  to  further  the 
Government's  interest  in  ensuring  the 
scientific  vaUdity  of  health  claims  on 
the  food  label.  The  Government's  action 
in  regulating  the  food  label  does  not 
offend  the  First  Amendment  simply 
because  speech  is  involved.  Ohralik, 
436  U.S.  at  456.  The  case  law 
establishes  that  FDA's  power  to  regulate 
the  food  label  derives  from  its  broad 
regulatory  powers  over  food,  and  these 
regulations  are  valid  imder  the  Umited 
scrutiny  that  has  been  afforded 
restrictions  on  speech  under  extensive 
regulatory  schemes  involving  areas  of 
economic  activity.  (See  SEC  v.  Wall 
Street  Publishing  Institute,  851  F.2d  at 
372-73;  see  also  Dun  8-  Bradstreet,  Inc. 
V.  Greenmoss  Builders.  472  U.S.  749, 
785  n.5  (1985);  Ohralik  v.  Ohio  State 
Bar  Association.  436  U.S.  447, 456 
(1978).) 

Many  comments  argued  that  labeling 
is  commercial  speech,  and  that 
restrictions  placed  on  it  must  pass  the 
tests  enimdated  by  the  Supreme  Court 
in  cases  involving  commercial  speech. 
Unlike  "advertising  pure  and  simple," 
labeling  does  not  fall  clearly  within  the 
bounds  of  commercial  speech.  Zauderer 
v.  Office  of  Disciplinary  Counsel,  471 
U.S.  626.  637  (1985).  The  agency  does 
not  consider  it  necessary  for  its  First 
Amendment  analysis  to  determine 
whether  or  not  food  labeling  fits  the 
definition  of  commercial  speech.  (See 
SECv.  Wall  Street  Publishing  Institute, 
851  F.2d  at  372.)  Rather,  the  agency 
considers  labeling  on  foods  to  form  "a 
distinct  category  of  commimications  in 
which  the  government's  power  to 
regulate  is  at  least  as  broad  as  with 
respect  to  the  general  rubric  of 
commercial  speech."  SECv.  Wall  Street 
Publishing  Institute.  851  F.2d  at  373. 
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Recognizing,  however,  that  at  least  one 
court  has  categorized  labeling  as 
commercial  speech.  General  Nutrition. 
638  F.  Supp.  at  562,  FDA  agrees  that 
labeling  should  certainly  be  considered 
closer  to  commercial  speech  than  to 
"pure"  speech. 

Even  it  labeling  is  analyzed  as 
commercial  speech  ►  however,  these 
regulations  do  not  violate  the  First 
Amendment.  First,  speech  that  is 
inherently  misleading  is  not  protected 
and  may  be  prohibited.  Central  Hudson 
Gas  er  Electric  Corp.  v.  Public  Service 
Commission.  447  U.S.  557,  563-64 
(1980).  Secondly,  speech  that  is  only 
potentially  misleading  may  be 
restricted,  so  long  as  the  restrictions 
directly  advance  a  substantial 
governmental  interest  and  are  no  more 
extensive  than  necessary  to  serve  that 
interest  Id.  at  566.  These  regulations 
govern  speech  that  is  inherently 
misleadiiig.  health  claims  on  the  food 
label.  However,  even  if  such  claims  are 
considered  to  be  only  potentially 
misleading,  the  regulations  pass  the  test 
enunciated  in  Centra!  Hudson. 

Commercial  speech  receives  only 
limited  protection  under  the  First 
Amendment.  (See.  for  example,  Bolger 
v.  Youngs  Drug  Products  Corp.,  463  U.S. 
60,  64-65  (1983).)  For  commercial 
speech  to  be  protected,  it  must  concern 
lawful  activity  and  not  be  misleading. 
Central  Hudson.  447  U.S.  at  563  through 
564.  The  Supreme  Court  has  recognized 
that  restrictions  on  commercial  speech 
may  be  appropriate  to  prevent 
deception.  Virpnia  State  Board  of 
Pharmacy  v.  Virginia  Citizens  Consumer 
Council.  425  U.S.  at  771  n.24.  These 
regulations  will  have  the  effect  of 
ensuring  that  the  health  claims  that 
appear  in  food  labeling  are  scientifically 
valid  and  not  misleading.  (See 
American  Frozen  Food  Institute  v. 
Mathews.  413  F.  Supp.  548.  555  (D.D.C. 
1976),  affd,  555  F.2d  1059  (D.C.  Cir. 
1977))  (FDA  regulation  constituted  the 
agency's  conclusion  "that  labeling 
which  fails  to  meet  the  requirements  of 
the  regulation  is  misleading  or 
otherwise  not  in  compliance  with  the 
act."  and  as  such  it  did  not  violate  the 
First  Amendment). 

The  Supreme  Court  has  labeled  as 
misleading — and  thus  not  protected — 
both  speech  that  is  inherently  likely  to 
deceive  and  that  "experience  has 
proved  •  •  •  is  subject  to  abuse."  In  re 
R.M.J..  455  U.S.  191,  203  (1982).  For 
example,  in  Friedman  v.  Rogers,  440 
U.S.  1, 14-15  (1979).  the  Court  held  that 
Texas  could  prohibit  the  use  of  trade 
names  by  optometrists  where  there  was 
a  history  of  deception  and  abuse  of  the 
public.  See  also  Ohralik  v.  Ohio  State 
Bar  Association,  436  U.S.  447,  468 


(1978)  (upholding  sUte  bar's  rules 
against  in-person  solicitation  where 
there  was  an  inherent  potential  for 
abuse  and  prophylactic  regulation  was 
needed). 

By  enacting  the  1990  amendments. 
Congress  sought  to  ensure  that  health 
claims  would  be  scientifically  valid  and 
not  misleading.  (See,  for  example, 
statement  of  Rep.  Madigan,  and 
statement  of  Rep.  Waxman.  Ref.  4). 
Experience  had  shown  that  many 
"unfounded"  health  claims  were  being 
used  on  foods  (statement  of  Rep. 
Waxman;  Ref.  3).  Congress  recognized 
the  "great  potential  for  defrauding 
consumers  if  food  is  sold  that  contains 
inaccurate  or  unsupportable  health 
claims."  Id.  (statement  of  House  floor 
managers). 

In  response  to  the  high  potential  for 
health  claims  to  be  misleading,  Congress 
legislated. that  any  claim  that  is  not 
consistent  with  FDA  regulations  will 
misbrand  a  food.  Section  403(r)(l)(B)  of 
the  act  states  that  a  food  is  misbranded 
if  its  label  or  labeling  contains  a  claim 
that  "expressly  or  by  implication  *  *  • 
characterizes  the  relationship  of  any 
nutrient  •  *  '  of  the  food  to  a  disease 
or  a  health-related  condition  unless  the 
claim  complies  with  regulations 
promulgated  by  FDA.  §  403(r)(l)(B)" 
(emphasis  added).  By  taking  this 
approach,  Congress  chose  to  permit  only 
those  health  claims  on  food  that  FDA 
determines  to  be  scientifically  valid, 
effectively  recognizing  that  health 
claims  are  so  potentially  misleading  as 
to  be  inherently  misleading. 

Indeed,  particular  attributes  of  health 
claims  on  the  food  label  make  them 
inherently  misleading.  Because  health 
claims  are  of  great  importance  to  the 
public,  they  have  a  great  potential  to  be 
deceptive:  Representations  relating  a 
product  to  an  issue  of  public  concern  as 
a  means  to  induce  consumer  purchases 
may  take  on  increased  importance  in  the 
mind  of  the  public  and  thus  be  more 
likely  to  mislead.  FTCv.  Pharmtech 
Research.  Inc.,  576  F.  Supp.  294,  301 
(D.D.C.  1983)  (advertisements  for  food 
supplement  were  misleading  where  they 
"played  on  the  average  consumer's  well- 
founded  fear  of  cancer").  A  health  claim 
on  a  food  label  is  the  type  of 
information  that  a  consumer  would 
have  difficulty  verifying  independently. 
American  Home  Products  v.  FTC,  695 
F.2d  681.  698  (3d  Cir.  1982);  cf.  Peel  v. 
Attorney  Reg.  &■  Disciplinary 
Commission,  496  U.S.  91. 110  S.  Q. 
2281.  2288  (1990)  (a  lawyer's 
certification  is  a  "verifiable  fact"). 
Consumers  place  great  reliance  on  the 
portions  of  the  food  label  that  they 
believe  to  be  regulated  by  the 
Government  (Ref.  36).  Unapproved 


health  claims  that  consumers  assume  to 
be  consistent  with  government 
regulations  are  therefore  more  likely  to 
be  misleading.  "Pervasive  government 
regulation  *  *  *  and  consumer 
expectations  about  such  regulation, 
create  a  climate  in  which  questionable 
claims  *  *  *  have  all  the  more  power  to 
mislead."  American  Home  Products  v. 
FTC,  695  F.2d  at  697. 

Even  if  health  claims  are  considered 
only  potentially  misleading,  rather  than 
actually  or  inherently  misleading,  these 
regulations  are  constitutional.  The 
government  may  placerestrictions  on 
commercial  speech  that  is  merely 
potentially  misleading.  Such  restrictions 
must  directly  advance  a  substantial 
governmental  interest  and  be  no  more 
extensive  than  necessary  to  serve  that 
interest.  Central  Hudson  Gas  &■  Electric 
Corp.  V.  Public  Service  Commission,  447 
U.S.  557.  566  (1980).  These  regulations 
pass  that  test. 

First,  the  government's  interest  is 
clearly  substantial.  The  1990 
amendments  and  these  regulations  seek 
to  ensure  that  consumers  have  access  to 
information  about  food  that  is 
scientifically  valid,  truthful,  reliable, 
understandable,  and  not  misleading. 
This  information  will  enable  consumers 
to  make  more  healthful  food  choices. 
The  Supreme  Court  has  recognized  "the 
health,  safety,  and  welfare  of  *  *  * 
citizens"  as  a  substantial  government 
interest.  Posadas  de  Puerto  Rico 
Associates  v.  Tourism  Co.,  478  U.S.  328. 
341  (1986).  Moreover,  consumers  have  a 
First  Amendment  interest  in  obtaining 
information  on  which  to  base  a  decision 
whether  to  buy  a  product,  and  this 
interest  is  "served  by  insuring  that  the 
information  is  not  false  or  deceptive." 
National  Commission  on  Egg  Nutrition 
V.  FTC,  570  F.2d  157. 162  (7th  Cir. 
1977),  cert,  denied,  439  U.S.  821  (1978). 
"The  fact  that  health  is  involved 
enhances  the  interests  of  both 
consumers  and  the  public  in  being 
assured  'that  the  stream  of  commercial 
information  fiow  clearly  as  well  as 
freely.'"  Id.  (citing  Virginia  State  Board 
of  Pharmacy,  425  U.S.  at  772); 
American  Home  Products,  695  F.2d  681, 
714.  Moreover,  FDA  is  implementing 
legislation  whose  purpose  is  "essential 
if  the  consumer  is  to  obtain  reasonable 
information  regarding  *  *  *  the  foods  he 
buys."  American  Frozen  Food  Institute 
V.  Mathews,  413  F.  Supp.  548  (D.D.C. 
1976),  affd,  555  F.2d  1059  (D.C.  Qr. 
1977). 

Secondly,  the  regulations  directly 
advance  the  government  interest.  Under 
the  1990  amendments  and  these 
regulations,  FDA  will  assess  the  relevant 
scientific  evidence  on  a  proposed  health 
claim  before  permitting  that  claim  to 
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appear  on  the  food  label.  In  this  way, 
the  regulations  ensure  that  health  claims 
are  sdentifically  valid,  reliable, 
understandable,  and  do  not  mislead 
consumers.  At  the  same  time,  the 
regulatory  scheme  encourages  the 
provision  of  information  to  consumers 
that  will  enable  them  to  improve  their 
diets.  There  is  an  "immediate 
connection"  between  health  claims  on 
food  labels  and  consumers'  food 
choices.  Central  Hudson,  447  U.S.  at 
569. 

Finally,  these  regulations  are  no  more 
extensive  than  necessary  to  serve  the 
government  interest.  Under  Board  of 
Trustees  v.  Fox,  regulations  that  are 
narrowly  tailored  to  serve  the 
government  interest  will  meet  this 
prong  of  the  Central  Hudson  test.  109  S. 
Ct.  3028.  3032-35  (1989).  Narrow 
tailoring  requires  a  reasonable  fit 
between  regulatory  ends  and  means: 
"not  necessarily  the  single  best 
disposition  but  one  whose  scope  is  'in 
proportion  to  the  interest  served.'"  Id.  at 
3033.  These  regulations  reasonably  and 
effectively  ensure  that  health  claims  on 
food  labels  will  be  scientifically  valid, 
informative,  and  not  misleading.  (See 
Ward  V.  Rock  Against  Racism,  109  S.  Q. 
2746,  2757-58  (1989).)  Thus  they  meet 
the  third  prong  of  the  Central  Hudson 
test,  and  Uiey  do  not  violate  the  First 
Amendment. 

98.  Some  comments  maintained  that 
dietary  guidance  may,  in  appropriate 
circumstances,  be  classified  as  pure 
speech  entitled  to  constitutional 
protection,  and  that  merely  because 
speech  is  presented  in  a  commercial 
context  does  not  necessarily  categorize 
it  as  "commercial  speech."  Thus,  for 
example,  "speech  is  not  rendered 
commercial  by  the  mere  fact  that  it 
relates  to  an  advertisement."  Pittsburgh 
Press  Co.  v.  Pittsburgh  Comm'n  on 
Human  Relations,  413  U.S.  376,  384 
(1973).  Speech  is  also  "not  commercial 
merely  because  it  proposes  a  transaction 
or  because  there  is  an  economic 
motivation."  Asian  American  Business 
Group  v.  City  of  Pomona,  716  F.  Supp. 
1328, 1330  (C.D.Cal.  1989)  (citing  Bolger 
V.  Youngs  Drug  Prods.  Corp.,  463  U.S. 
60  (1983)).  The  consensus  of  the 
comments  was  to  conclude  that  where 
a  manufacturer,  either  on  a  label  or  in 
package  inserts  or  accompanying 
brochures,  accurately  summarizes 
dietary  guidance  promulgated  by  some 
public  health  body  or  medical 
institution,  that  message  should  be 
treated  as  noncommercial  speech 
deserving  full  protection  under  the  First 
Amendment,  and  that  the  such 
messages  are  not  solely  the  product  of 
economic  motivation. 


FDA  believes  that  its  approach  to 
dietary  guidance,  as  discussed  above, 
does  not  raise  First  Amendment 
concerns.  Dietary  gmdance  on  labeling 
will  be  considered  to  fell  outside  the 
coverage  of  section  403(r)(l)(B)  of  the 
act,  although  it  would  remain  subject  to 
other  provisions  of  the  act  (e.g.,  sections 
403(a)  and  201(n)  of  the  act). 

FDA  disagrees  with  the  comments 
that  argue  that  certain  dietary 
guidance— e.g..  label  summaries  of 
information  promulgated  by  a  public 
health  body — should  be  considered 
piue.  noncommercial  speech.  To  the 
extent  that  it  may  be  necessary  to 
categorize  these  statements.  FDA 
believes  they  should  be  considered 
commercial  speech.  Labeling  statements 
on  food  products  intended  for  sale 
would  clearly  appear  in  the  context  of 
a  commercial  transaction  and  would 
"propose"  such  a  transaction.  (See 
Bolger  V.  Youngs  Drug  Products,  463 
U.S.  60,  66, 103  S.  a.  2875.  2880  (1983); 
Central  Hudson  Gas  v.  Public  Sennce 
Commission,  447  U.S.  557.  562  n.5. 100 
S.  a.  2343.  2349  n.5  (1980).)  A  label  is 
not  entitled  to  the  protection  due 
noncommercial  speech  simply  because 
it  contains  a  discussion  of  an  issue  of 
broad  public  interest.  Board  of  Trustees 
V.  Fox,  109  S.  a.  3028.  3032  (1989); 
Bolger.  463  U.S.  at  68, 103  S.  Q.  at  2881; 
Central  Hudson.  447  U.S.  at  562  n.5, 
100  S.  Ct.  at  2349  n.5.  Nor  is  dietary 
guidance  that  discusses  a  product 
generically,  rather  than  by  specific 
name,  exempt  from  categorization  as 
commercial  speech.  Bolger,  463  U.S.  at 
66  n.l3. 103  S.  Q.  at  2880  n.l3.  And  in 
determining  whether  the  statements  on 
a  label  are  pure  speech,  it  is  irrelevant 
that  they  might  be  considered  protected 
in  other  contexts.  (See  Zauderer  v. 
P^ice  of  Disciplinary  Counsel,  471  U.S. 
626,  637  n.7. 105  S.  Q.  2265,  2274  n.7 
(1985).)  Just  as  informational  pamphlets 
were  considered  commercial  speech  in 
Bolger,  so  too  dietary  guidance  on  food 
labels  should  be  considered  commercial 
speech.  (See  Bolger.  463  U.S.  at  6&-68, 
103  S.  Ct.  at  2880-81.) 

99.  Some  comments  suggested  that 
the  proposed  regulations  were  in 
conflict  with  the  First  Amendment 
because  it  protects  manufactiirers  from 
burdensome  and  unnecessary  labeling 
requirements. 

FDA  disagrees  with  the  comments' 
assertion  that  the  agency  is  imposing 
imduly  burdensome  and  unnecessary 
labeling  reqwrements.  Nothing  in  the 
regulations  goes  beyond  the  statutory 
requirements  imposed  by  the  1990 
amendments.  In  formulating  these 
regulations,  the  agency  has  attempted  to 
reach  a  reasonable  balance  between  the 
interest  in  making  information  available 


about  the  relationship  between  diet  and 
disease  and  the  interest  in  ensuring  that 
thisjnformation  is  scientifically  valid. 
The  regulations  are  narrowly  tailored  to 
serve  a  significant  governmental  interest 
and  do  not  violate  the  First 
Amendment. 

100.  A  number  of  comments 
recommended  that  foods  exceeding  a 
disqualifying  nutrient  level  be  allowed 
to  hoot  an  approved  health  claim  if  they 
also  bear  a  statement  disclosing  the 
level  of  the  disquaUfying  nutrient 
Comments  contended  that  the 
legislative  history  of  the  1990 
amendments  clearly  establishes 
Congress'  intent  to  require  increased 
information  and  disclosure  on  food 
labels,  and  that  section  403(r)(3)(A)(ii) 
of  the  act  is  consistent  with  this 
approach.  Some  comments  argued  that 
this  procediire  is  consistent  with  the 
public's  "right  to  know"  and  the 
manufacturers'  First  Amendment  rights 
to  present  consumers  with  information 
that  is  truthful  and  not  misleading.  Most 
maintained  that  the  First  Amendment 
principles  discussed  under  the 
Preliminary  Health  Claims  and  Dietary 
Guidance  sections  also  prohibit  FDA 
from  using  disqualifying  levels  to  ban 
health  claims  on  products. 

FDA  agrees  that  section 
403(r)(3)(A)(ii)  of  the  act  gives  it  the 
ability  to  permit  approved  health  claims 
on  foods  exceeding  a  disqualifying 
nutrient  level  if  they  bear  a  statement 
disclosing  the  level  of  the  disqualifying 
nutrient.  The  agency  "may  by  regulation 
permit  *  *  *  a  claim  based  on  a  finding 
that  such  a  claim  would  assist 
consumers  in  maintaining  healthy 
dietary  practices"  (section 
403(r)(3)(A)(ii)  of  the  act). 

FDA  disagrees,  however,  with  the 
implication  expressed  by  the  comments 
that  it  should  permit  approved  health 
claims  for  all  foods  exceeding  a 
disqualifying  nutrient  level  if  their 
labels  disclose  the  level  of  the 
disqualifying  nutrient.  The  agency  will 
permit  such  claims  on  a  case-by-case 
basis,  when  it  finds  that  a  claim  would 
assist  consumers  in  maintaining  healthy 
dietary  practices.  Reading  the  statute  to 
mandate  disclosure  rather  than 
disqualification  would  ignore  the  terms 
of  the  statute  and  would  be  inconsistent 
with  Congress's  intent.  When  the  bill 
that  became  the  1990  amendments  was 
reported  out  of  committee  in  the  House, 
the  prohibition  in  section 
403(r)(3)(A)(ii)  of  the  act  on  health 
claims  was  on  food  containing  "any 
nutrient  in  an  amount  which  increases 
to  persons  in  the  general  population  the 
risk  of  a  disease  or  health-related 
condition  which  is  diet  related,  taking 
into  account  the  significance  of  the  food 
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In  the  total  daily  diet."  R  Kept.  538. 
101st  Cong.,  2d  sess.  5  (1990). 
Subsequently,  while  the  bill  was 
awaiting  passage  in  the  House,  language 
was  added  to  section  403(r)(3)(A){ii)  of 
the  act  pennitting  the  agency  to  exempt 
certain  foods  from  the  prohibition 
(statement  of  Rep.  Waxman;  Ref.  4).  Had 
Congress  chosen  to  require  disclosure 
rather  than  disqualification  in  all  cases, 
it  could  have  done  so  explicitly  rather 
than  providing  for  exceptions  to  the 
general  rule. 

In  its  proposal,  the  agency  noted  that 
"a  health  claim  on  a  food  label  is  a 
promise  to  consumers  that  including  the 
food  in  a  diet,  along  with  other  dietary 
modifications,  will  oe  helpful  in 
attaining  the  claimed  benefit  and  will 
not  introduce  a  risk  of  another  disease 
or  health-related  condition"  (56  FR 
60537  at  60544).  Including  a  health 
claim  on  the  label  of  a  food  that 
contains  unhealthful  levels  of  nutrients 
would  be  misleading,  and  the  First 
Amendment  permits  the  government  to 
ban  misleading  speech.  Centml  Hudson 
Gas  6r  Electric  Coqi.  v.  Public  Service 
Commission.  447  U.S.  557,  566  (1980). 
FDA  recognizes  that  the  Supreme  Court 
has  expressed  a  preference  for 
disclaimers  or  explanations  over 
prohibitions  in  the  context  of 
commercial  speech  that  is  merely 
potentially  misleading.  In  re  R.M.J. .  455 
U.S.  191,  203  (1982).  Nothing  in  these 
regulations  is  inconsistent  with  that 
approach.  Section  403(r)(3)(A)(ii)  of  the 
act  specifically  permits  the  agency  to 
allow  disclosure  instead  of 
disqualification  where  a  claim  "would 
assist  consumers  in  maintaining  healthy 
dietary  practices."  In  sit\iations  where 
the  government's  substantial  interest  in 
improving  dietary  practices  would  be 
promoted  by  permitting  disclosure 
rather  than  disqualification,  and  where 
disclosure  would  ensure  that  the  health 
claim  was  not  misleading,  FDA  will 
permit  disclosure  Instead  of 
disqualification. 

101.  Several  comments  asserted  that 
the  First  Amendment  allows 
manufacturers  to  place  preliminary 
health-related  statements  on  labeling  as 
long  as  those  statements  are  properly 
qualified.  In  support  of  this  position. 
comments  dted  a  series  of  opinions  in 
FTCv.  National  Comm'n  on  Egg 
Nutrition.  517  F.2d  485  (7th  Cit.  1975), 
appeal  after  remand,  570  F.2d  157  (7th 
Cir.  1977),  cert,  denied.  483  U.S.  921 
(1978).  The  comments  noted  that  in 
affirming  the  grant  of  a  preliminary 
injunction,  the  Seventh  Circuit  held  that 
the  Commission  could  not  "prohibit 
NCEN  from  stating  that  there  is 
scientific  evidence  suppofting  the 
theory  that  dietary  chofaiterol  intake  is 


not  unhealthy,  provided  that  it  also 
states  that  there  is  substantial  contrary 
evidence."  517  F.2d  at  489-490.  The 
comments  also  noted  that  the  Seventh 
Circuit  struck  down  an  anti-egg  warping 
statement  that  FTC  had  asked  be 
mandated  in  all  futxire  advertising, 
saying  that  "the  First  Amendment  does 
not  permit  a  remedy  broader  than  that 
which  is  necessary  to  prevent  deception 
•  *  •  or  correct  the  effects  of  past 
deception  •  •  *."  The  desirea 
preventative  effect  can  be  achieved  by 
requiring  the  disclosure  that  there  is  a 
controversy  among  the  experts  and 
NCEN  is  presenting  its  side  of  that 
controversy.  The  additional  statement  in 
the  form  now  ordered  by  FTC  should  be 
required  only  when  NCEN  chooses  to 
maike  a  representation  as  to  the  state  of 
the  available  evidence  or  information 
concerning  the  controversy."  (570  F.2d 
at  164) 

The  comments  also  cited  Court  of 
Appeal  decisions  that  followed  the 
Seventh  Circuit  in  requiring  a 
manufacturer  to  qualify  controversial  or 
preliminary  claims  with  statements  that 
a  substantial  question  exists  regarding 
their  scientific  validity.  Bristol-Myers 
Co..  102  F.T.C.  21,  294-295  (1983). 
enforced,  783  F.2d  554  (2d.  Qr.  1894), 
cert  denied,  469  U.S.  1189  (1985); 
American  Home  Prods.  Corp..  98  F.T.C 
136,  333  (1981).  enforced  as  modified. 
695  F.2d  681  (3d.  Cir.  1982).  The 
comments  asserted  that  FDA  policy 
must  therefore  allow  the  inclusion  of 
properly  disclosed  health  claims  that 
are  based  on  preliminary  or 
controversial  findings,  as  long  as  the 
studies  that  led  to  those  findings  are 
sufficiently  well-designed  and  well- 
conducted  to  garner  "significant 
scientific  agreement"  about  how  the 
findings  should  be  interpreted. 

FDA  does  not  agree  that  there  is  a 
First  Amendment  right  to  make 
preliminary  claims  on  the  food  label, 
regardless  of  the  statutory  constraints 
imposed  by  the  1990  amendments.  As 
discussed  in  greater  detail  above.  FDA 
does  not  have  the  authority  to  permit 
preliminary  health  claims  under  section 
403(r)(l)(B)  of  the  act.  The  statutory 
scheme  and  these  regulations  that 
produce  this  result  do  not  violate  the 
First  Amendment. 

As  explained  above,  misleading 
commercial  speech  is  not  protected 
under  the  First  Amendment  Central 
Hudson  Gas  &  Electric  Corp.  v.  Public 
Service  Commission,  447  U.S.  557.  566 
(1980).  Health  claims  have  such  a  high 
potential  to  be  misleading  as  to  be 
inherently  misleading,  as  Congress 
recognized  when  it  chose  to  permit  only 
those  health  claims  on  food  tnat  FDA 
determines  to  be  scientificaUy  valid 


(secUon  403(r)(l)(B)  of  the  act).  In  the 
context  of  inherently  misleading  claims, 
there  is  no  requirement  that  explanatory 
information  be  permitted  to  eliminate 
consumers'  misconceptions.  (See  In  re 
R.M.J..  455  U.S.  191,  203  (1982).) 

FDA  does  not  agree  that  it  is  bound 
to  follow  cases  involving  FTC's 
regulation  of  advertising  and  to  permit 
labeling  that  presents  one  side  of  a 
scientific  controversy,  so  long  as  there  is 
a  statement  that  a  controversy  exists. 
Although  cases  involving  FTC  may 
sometimes  be  relevant,  it  is  important  to 
note  that  fundamental  din^erences  exist 
between  the  regulatory  schemes 
administered  by  the  two  agencies.  (See 
Bristol-Myers  Co.  v.  FTC.  738  F.2d  554, 
559  (2d  Qr.  1984).  cert,  denied,  469  U.S. 
1189  (1985).)  Congress  has  long 
recognized  the  division  of  roles  between 
the  two  agencies.  (See  79  Congressional 
Record  4734  (1935),  reprinted  in  "Dunn, 
Federal  Food.  Drug,  and  Cosmetic  Act." 
280-281  (1938)  (statements  of  Senators 
Copeland  and  Austin)  (FTC 
concentrates  on  the  interests  of 
commerce  and  economic  needs, 
whereas  the  objective  of  FDA  is  "the 
health  of  the  people."))  FTC  regulates 
unfair  competition  and  trade  practices, 
including  food  advertising.  (See,  for 
example,  15  U.S.C.  sections  45  and  52.) 
In  contrast,  FDA  is  a  scientific  agency 
empowered  to  regulate  the  food  label, 
among  other  things.  Under  section 
403(r)(3)(B)(i)  of  the  act.  FDA  may 
permit  health  claims  on  foods  only  if  it 
has  determined  that  those  claims  meet 
the  statutory  test  for  scientific  validity. 
The  laws  under  which  FTC  operates  do 
not  include  a  comparable  statutory 
standard.  Thus,  it  would  not  be 
appropriate  for  FDA  to  follow  the  case 
law  involving  FTC 

B.  Other  Amendments 

102.  Some  comments  alleged  that 
outlawing  brand  names  that  include  an 
unapproved  health  claim  could  violate 
the  Fifth  Amendment,  as  brand  names 
reasonably  constitute  cognizable  private 
party  interests,  and  banning  tueir  use 
could  amoiwt  to  "taking"  those  interests 
without  just  compensation.  Comments 
warned  that  the  courts  have  frowned 
upon  banning  the  use  of  trade  names 
when  less  drastic  measures  would 
eliminate  the  possibility  of  deception. 
(See  In  re  R.M.J..  supra.)  (Also,  see  Jacob 
Seigel  Co.  v.  FTC.  327  U.S.  603.  612 
(1946)  (the  policy  of  the  law  to  protect 
(brand  names]  indicates  that  their 
destruction  should  not  be  ordered  if  less 
drastic  means  will  accomplish  the  same 
result"').)  The  comments  further 
suggested  that,  in  keeping  with 
Executive  Order  12630  (March  15. 
1988).  "Governmental  Actions  and 
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Interference  with  Constitutionally 
Protected  Property  Rights,"  FDA  should 
complete  a  Takings  Impact  Analysis 
(TLA)  in  order  to  assess  whether 
compensation  to  the  brand  name  owners 
would  be  appropriate,  and  whether 
there  were  viable  alternatives  to  banning 
the  use  of  the  brand  names. 

In  the  November  1991  Regulatory 
Impact  Analysis  (RIA)  {56  FR  60856  at 
60865),  FDA  considered  the  takings 
issue  and  concluded  that  a  TIA  was  not 
necessary  because  the  proposed 
regulations  "serve  to  reemphasize 
existing  regulations  as  to  how  products 
may  be  named."  In  view  of  the 
comments  and  concerns  raised 
involving  the  takings  issue,  the  agency 
has  concluded  that  it  was  necessary  to 
conduct  the  more  formalized  TIA  as  set 
forth  in  Executive  Order  12630.  The 
agency  has  completed  the  TIA  and 
concludes  that  the  regulations  as  set 
forth  below  do  not  present  a  potential 
takings.  Under  the  provisions  of  the 
Executive  Order,  the  TIA  is  an  internal 
government  decision  making  document 
to  assist  the  responsible  agency  in 
reducing  the  likelihood  that  a  "takings" 
will  occur  and  to  provide  the  decision 
maker  for  the  agency  with  information 
as  to  any  likely  cost  due  to  compensable 
takings.  As  such,  the  TIA  is  not  released 
for  public  review. 

In  its  November  1991  RIA  statement 
(56  FR  60856  at  60865).  FDA  stated  that 
the  required  alteration  of  trade  names 
did  not  constitute  a  taking,  and  that,  as 
a  result,  no  takings  analysis  was 
necessary.  FDA  still  believes  that  there 
is  no  regulatory  taking  under  the  Fifth 
Amendment  if  a  m.anufacturer  is 
required  to  alter  its  brand  name  when 
that  brand  name  asserts  by  implication 
a  relationship  between  the  presence  or 
level  of  a  substance  in  the  food  and  a 
disease  or  health-related  condition,  and 
that  relationship  is  not  the  subject  of  an 
approved  health  claim.  These  hnal 
regulations  on  health  claims  constitute 
a  reasonable  exercise  of  the  agency's 
authority  to  promote  policies  in  the 
interest  of  public  health.  (See  Keystone 
Bituminous  Coal  Association  v. 
DeBenedictis,  480  U.S.  470,  488  (1987).) 
The  1990  amendments  made  explicit 
FDA's  authority  to  permit  certain  health 
claims  if  it  determines,  based  on  the 
totality  of  publicly  available  scientific 
evidence,  that  the  claims  are 
scientifically  vaUd.  H.  Rept.  538, 101st 
Cong.,  2d  sess.  9  (1990).  The  food 
industry  "has  long  been  the  focus  of 
great  public  concern  and  significant 
government  regulation,"  and  "the 
possibility  was  substantial"  that  the 
government  would,  "upon  focusing  on 
the  issue,"  decide  that  the  actions  now 
being  imdertaken  are  in  the  public 


interest.  Ruckelshaus  v.  Monsanto  Co., 
467  U.S.  986, 1009  (1984);  see  also 
Connolly  v.  Pension  Benefit  Guarantee 
Corp..  475  U.S.  211,  227  (1986)  ("Those 
who  do  business  in  the  regulated  field 
cannot  object  if  the  legislative  scheme  is 
buttressed  by  subsequent  amendments 
to  achieve  the  legislative  end.") 

Companies  that  use  brand  names  that 
contain  implied  health  claims  lack  a 
reasonable  investment-backed 
expectation  that  they  will  be  able  to 
continue  to  use  those  names.  Monsanto. 
467  U.S.  at  1005.  Under  the  act  before 
the  1990  amendments,  and  under  prior 
FDA  policy,  products  whose  labeling 
included  implied  health  claims  were 
subject  to  regulation  as  drugs  without 
regard  to  the  content  of  the  claim.  In 
1987,  FDA  proposed  to  permit  certain 
health  claims  on  food,  but  this  proposal 
was  never  made  final  and  thus  cannot 
be  considered  to  provide  the  basis  for 
reasonable  expectations  that  specific 
claims  would  be  allowed.  The  1990 
amendments  for  the  first  time  provided 
companies  with  the  basis  for  an 
expectation  that  certain  implied  claims, 
if  approved,  could  be  made.  Only  with 
the  publication  of  these  final  rules  does 
the  possibility  arise  that  a  company 
might  have  a  reasonable  investment- 
badced  expectation  in  continuing  to  use 
an  approved  claim. 

103.  One  comment  noted  the 
possibility  that  the  scientific  standard 
for  health  claims  has  the  potential  to  be 
unconstitutional,  either  facially  or  as 
applied,  under  the  First  (manner  of 
application  is  overbroad  and  limits 
constitutionally  protected  free  speech), 
the  Fifth  (the  vagueness  of  the  standard 
is  such  that  due  process  will  be  violated 
when  organizations  are  not  given  fair 
notice  of  what  conduct  is  prohibited), 
the  Ninth  (without  a  clearer  definition 
of  the  standard,  oversight  of  agency 
actions  that  exceed  its  authority  would 
be  hindered),  and  the  Fourteenth 
•  Amendments. 

FDA  disagrees  with  the  comment's 
assertion  that  these  regulations  are 
unconstitutional.  As  discussed  in 
greater  detail  at  the  beginning  of  this 
section  of  this  preamble,  these 
regulations  do  not  violate  the  First 
Amendment. 

FDA  further  disagrees  that  the 
scientific  standard  is  unconstitutionally 
vague  or  overbroad,  and  it  questions  the 
applicability  of  the  vagueness  and 
overbreadth  doctrines  in  the  current 
context.  The  vagueness  doctrine  is 
generally  applied  to  strike  down 
prohibitions  on  speech  that  leave 
individuals  without  clear  guidance  on 
the  type  of  speech  that  is  prohibited. 
(See,  for  example.  Village  of  Hoffman 
Estates  v.  Flipside.  Hoffman  Estates. 


Inc..  455  U.S.  489,  498-99  (1982); 
Groyned  v.  City  ofRockford,  408  U.S. 
104, 108  (1972).)  This  is  not  the  case 
here.  Only  approved  health  claims  will 
be  permitted  on  the  food  label,  and  all 
other  health  claims  will  misbrand  a 
food.  It  will  thus  be  clear  which  type  of 
speech  is  prohibited  and  which 
permitted.  Further,  these  regulations  are 
narrowly  tailored  to  meet  a  substantial 
government  interest  and  are  not 
overbroad.  They  do  not  "sweepd  withii. 
(their]  prohibition  what  may  not  be 
punished  under  the  First  *  *  * 
AmendmentO."  Groyned,  408  U.S.  at 
115.  In  any  event,  it  is  doubtful  that  the 
overbreadth  doctrine  would  apply  to 
these  regulations,  particularly  if  they 
were  considered  to  regulate  conunerdal 
speech,  because  the  overbreadth 
doctrine  does  not  apply  to  commercial 
speech.  Village  of  Hoffman  Estates,  455 
U.S.  at  497. 

The  comment  does  not  explain  its 
reasons  for  arguing  that  the  regulations 
violate  the  Ninth  and  Fourteenth 
Amendments,  and  the  agency  does  not 
agree  that  they  do  so.  These  regulations 
do  not  deny  any  fundamental  rights  not 
enumerated  in  the  Constitution  and  so 
do  not  violate  the  Ninth  Amendment. 
Because  these  regulations  involve 
Federal  and  not  State  action,  the 
Fourteenth  Amendment  does  not  apply. 

The  agency  also  disagrees  that  the 
regulations  violate  the  due  process 
clause  of  the  Fifth  Amendment  because 
organizations  will  not  be  on  notice  of 
what  constitutes  prohibited  conduct. 
Under  the  statutory  scheme,  as 
implemented  by  these  regulations, 
certain  health  claims  will  be  permitted 
to  app>ear  on  food  labels  without 
misbranding  the  food  or  making  the 
food  a  drug.  No  other  health  claims  will 
be  permitted.  Organizations  will  be  on 
notice  that  the  use  of  an  unapproved 
health  claim  is  prohibited  conduct. 

The  agency  also  disagrees  that  ^ 
Congress  has  unconstitutionally 
delegated  legislative  power  to  FDA. 
"Congress  does  not  violate  the 
Constitution  merely  because  it  legislates 
in  broad  terms,  leaving  a  certain  degree 
of  discretion  to  executive  or  judicial 
actors.  As  long  as  Congress  'lay(s]  down 
by  legislative  act  an  intelligible 
principle  to  which  the  person  or  body 
authorized  to  (act)  is  directed  to 
Conform,  such  legislative  action  is  not  a 
forbidden  delegation  of  legislative 
power.'"  Toubyv.  United  States.  Ill  S. 
Ct.  1752, 1756  (1991)  (citing /.W. 
Hampton,  fr..  &■  Co.  v.  United  States. 
276  U.S.  394.  409  (1928)). 

XI.  Consumer  Summaries 

FDA's  1990  proposal  (55  FR  5176). 
issued  prior  to  the  enactment  of  the 
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1990  amendmenU.  would  have  required 
that  a  health  claim  reference  a  consumer 
summary  that  provided  full  information 
about  the  relationship  between  the  food 
and  the  disease  about  which  the  claim 
pertained.  The  summary  was  intended, 
to  facilitate  the  consumer's  assessment 
of  whether  the  health  claim  applied  to 
him  or  her.  and,  in  certain  instances,  to 
what  extent  it  applied.  The  summary 
was  also  intended  to  help  alleviate  the 
potential  problem  of  information 
overload  on  the  label. 

In  the  1991  proposal  for  health  claims 
(56  FR  60537).  issued  in  response  to  the 
1990  amendments.  FDA  suggested  that 
consumer  summaries  may  no  longer  be 
necessary.  Section  403(rK3){B)(iii)  of  the 
act  provides  that  the  regulation 
authorizing  a  claim  shall  require  that 
the  claim  be  stated  in  a  manner  that:  (1) 
Accurately  reflects  the  relationship 
between  a  substance  and  a  disease  or 
health-related  condition,  and  the 
significance  of  the  substance  in  affecting 
the  disease  or  health-related  condition; 
and  (2)  enables  the  public  to 
comprehend  the  information  provided 
in  the  claim  and  understand  the  relative 
significance  of  such  information  in  the 
context  of  a  total  daily  diet.  This 
statutory  provision  requires  that  the 
claim  present  the  most  significant 
aspects  of  the  information  that  the 
agency  was  intending  to  require  in  the 
consumer  summaries. 

104.  Some  comments  contended  that 
FDA  should  require  or  strongly 
encourage  the  use  of  consumer 
summaries.  Several  of  these  comments 
asserted  that  their  use  is  necessary  to 
put  health  claims  into  the  perspective  of 
the  total  daily  diet  and  alluded  to  their 
use  as  being  similar  to  the  package 
inserts  employed  for  certain  drug 
products.  Others  stated  that  their  use 
would  be  an  excellent  vehicle  for 
consumer  education,  and  they  should  be 
provided  and  widely  disseminated. 

However,  other  comments  argued  that 
consumer  summaries  will  have  limited 
beneSt  in  the  light  of  the  provisions  of 
the  1990  amendments.  Some  of  these 
comments  stated  that  any  of  the 
proposed  health  claims  will  succinctly 
express  the  same  message  originally 
intended  by  FDA  to  be  contained  in  the 
corresponding  summary. 

FDA  is  not  persuadea  that  the  use  of 
consumer  summaries  is  necessary  in 
light  of  the  provisions  of  this  final  rule. 
The  comments  did  not  contain  a  basis 
for  the  agency  to  require  the  summaries. 
New  §  101.14(d)(2)  requires,  in  part,  that 
a  health  claim  that  appears  in  labeling 
be  based  on.  and  consistent  with,  the 
authorizing  regulation  in  part  101, 
subpart  E,  and  that  the  claim  allow  the 
public  to  understand  the  information 


provided  in  the  claim  and  to  understand 
the  significance  of  that  information  io 
the  context  of  a  total  daily  diet.  The 
agency  agrees  that  these  requirements 
hilfiU  the  objectives  of  the  consumer 
summaries,  and  that  requiring  the  use  of 
consumer  summaries  would  therefore 
not  be  of  additional  benefit  to  the 
consumer.  Furthermore,  FDA  knows  of 
no  basis  under  the  act  nor  any  other 
reason  to  require  more  information  in 
the  health  claim  than  that  that  is  already 
required  under  these  rules. 

105.  Other  comments  suggested  that 
FDA  prepare  and  distribute  a  consumer 
guide  containing  information  on  how  to 
use  the  new  nutrition  labels  and  health 
claim  messages  to  improve  eating 

habits. 

Section  2(c}  of  the  1990  amendments 
directs  the  Secretary  to  carry  out 
activities  to  educate  consumers  about 
the  availability  of  nutrition  information 
in  the  label  or  labeling  of  food  and  about 
the  importance  of  that  information  in 
maintaining  healthy  dietary  practices. 
Although  FDA  has  not  yet  determined 
all  of  the  measures  that  it  will  undertake 
to  fulfill  this  directive,  the  agency 
believes  that  the  guide  suggested  by 
these  comments  would  be  extremely 
useful  in  assisting  consumers  to  achieve 
healthier  dietary  habits.  Thus,  the 
agency  advises  that  it  will  prepare  such 
a  guide  in  partial  fulfillment  of  this 
provision  of  the  law.  These  comments, 
as  well  as  those  received  in  response  to 
the  1990  proposal  (55  FR  5176).  will  be 
considered  in  developing  this  guide. 

XII.  Other  Issues 

106.  One  comment  objected  to 
allowing  a  health  claim  for  a  nutrient 
that  has  been  added  to  a  food,  arguing 
not  only  that  the  food  containing  the 
added  nutrient  would  be  subject  to 
undue  emphasis  in  the  diet,  but  that  the 
added  nutrient  would  have  a  "dilution 
effect"  on  the  foods  naturally-occurring 
nutrients.  The  comment  made  specific    . 
reference  to  added  fiber. 

FDA  disagrees.  FDA  believes  that  it  is 
almost  always  the  nutrient  content  of 
the  diet  that  is  significant,  not  the 
source.  The  comment  provided  no  data 
to  justify  a  change  in  the  agency's  belief. 
However,  wherever  the  agency  becomes 
aware  of  a  situation  in  which  the 
relationship  of  a  particular  nutrient  to  a 
disease  or  health-related  condition  is 
dependent  upon  the  source  of  the 
nutrient.  FDA  will  make  appropriate 
provisions  in  the  specific  regulation  in 
part  101,  subpart  E  to  ensure  that  the 
health  claim  is  valid  with  respect  to  the 
source  of  the  nutrient. 

107.  One  comment  objected  that  foods 
should  not  be  permitted  to  bear  multiple 
health  claims  because  they  might  be 


viewed  as  "wonder  foods."  The 
comment  submitted  no  data  to  support 
this  position. 

The  agency  has  no  basis  to  conclude 
that  multiple  valid  health  claims  will  be 
misleading  to  consumers.  To  the 
contrary,  FDA  believes  that  if  it  were  to 
limit  the  number  of  different  health 
claims  that  could  appear  on  the  label  of 
a  single  product,  it  would  place  the 
manufacturer  in  the  position  of  having 
to  choose  which  of  several  valid  health 
claims  should  appear  on  the  label.  Such 
choices  would  inevitably  lead  to  a 
situation  where  the  same  food  would 
bear  different  health  claims  depending 
on  the  particular  manufacturer's 
marketing  preferences.  Under  such 
circumstances  consumers  may  question 
which  claim  was  valid,  or  whether  there 
were  differences  in  the  beneficial 
nutrients  in  the  same  food  packaged  by 
different  manufacturers.  Farther,  if  the 
agency  were  to  restrict  the  number  of 
health  claims  on  food,  such  a  restriction 
would  be  contrary  to  the  Congressional 
intent  of  the  1990  amendments  that 
consumers  be  helped  by  health  claims 
to  maintain  a  healthful  diet  (Ref.  1). 

108.  A  comment  stated  that  a 
manufacturer  may  occasionally  run  an 
offer  inviting  consumers  to  submit 
requests  for  brochures  containing 
dietary  guidance  or  specific 
recommendations  of  a  private 
organization,  such  as  NQ.  The  comment 
requested  that  FDA  clarify  whether  such 
brochures  should  conform  to  the  health 
claims  regulations. 

For  many  years,  the  agency  has  taken 
the  position  that  brochures  containing 
nutrition  information  about  a  food 
constitute  labeling.  For  example, 
§  101.9(f)  provides  that  a  statement  may 
be  included  on  the  label  or  in  labeling 
offering  additional  nutrition  information 
upon  written  request  to  a  specified 
address.  The  provision  states  further 
that  any  additional  labeling  furnished  to 
consumers  or  professionals  shall 
comply  with  all  applicable  requirements 
of  chapter  1.  (The  preamble  discussion 
about  this  provision  appears  in  the 
response  to  comment  37  in  the  Federal 
Register  of  March  14, 1973  (38  FR  6950 
at  6957).)  Accordingly,  FDA  advises  that 
where  a  food  label  contains  an  offer 
inviting  consumers  to  submit  requests 
for  a  brochure,  and  the  brochure 
explicitly  or  implicitly  characterizes  the 
relationship  of  a  substance  to  a  disease 
or  a  health-related  condition,  the 
brochure  is  labeling  that  contains  a 
health  claim  and  thus  must  conform  to 
the  health  claims  regulations. 

109.  Some  comments  contended  that 
in-store  educational  programs  should 
not  be  subject  to  the  health  claim 
regulations.  One  comment  noted  that 
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such  programs  provide  beneficial  health 
and  dietary  information  to  consumers 
and  can  assist  the  agency  in  educating 
the  public  about  the  new  labeling 
initiative.  Another  comment  advised 
that  the  guidance  in  these  programs 
may.Dr  may  not,  conform  to  health 
claims  regulations. 

FDA  recognizes  that  a  wide  variety  of 
in-store  nutrition  education  programs 
incorporating  written,  printed,  or 
grapmc  materials,  videotapes,  or  other 
media,  may  serve  a  useful  role  in 
assisting  consumers  maintain  a 
balanced  and  healthful  diet  and  thereby 
make  a  positive  contribution  toward  one 
of  the  major  goals  of  the  1990 
amendments.  Accordingly,  the  agency 
wishes  to  encourage,  rather  than 
discoiu'age,  their  use,  provided  that 
such  programs  conform  to  health  claims 
regulations  if  they  characterize  the 
relationship  of  a  substance  to  a  disease 
or  health-related  condition. 

However,  the  agency  points  out  that 
such  programs,  by  virtue  of  their 
association  with  the  articles  of  food  in 
the  retail  store,  generally  constitute  food 
labeling  imder  section  201(m)(2)  of  the 
act  and,  as  such,  would  be  subject  to 
regulation  under  section  403(r)  of  the 
act  if  a  health  claim  is  made.  FDA  does 
not  agree  that  such  programs  should  be 
exempt  from  these  regulations. 
Consumers  could  be  confused  by 
differing  claims  on  food  labels  and  in 
these  programs.  For  example,  if  under 
an  in-store  program,  informational 

Elacards  with  a  caldum/osteoporosis 
ealth  claim  were  placed  on  a  dairy  case 
containing  a  wide  variety  of  dairy 
products,  some  of  the  products 
contained  in  the  case  would  likely  be 
misbranded,  as  a  niunber  of  dairy 
products  exceed  the  disqualifying 
nutrient  levels  for  fat  and  saturated  fat 
or  fail  to  meet  other  provisions  of  new 
§  101.14.  Even  those  products  that 
would  otherwise  qualify  for  a  health 
claim  would  likely  be  misbranded  if  the 
placard  claim  itself  did  not  conform  to 
the  provisions  of  new  §  101.14  and  part 
101,  subpart  E; 

The  agency's  regulations  are  designed 
to  enable  consumers  to  understand  the 
significance  of  the  consumption  of  the 
substance  on  the  risk  of  disease  within 
the  context  of  the  daily  diet.  Relevant 
in-store  programs  should  be  carefully 
crafted  to  convey  such  an 
understanding. 

110.  A  numoer  of  comments  took  a 
position  that  one  or  more  of  the 
proposed  provisions  should  not  be 
established  because  they  are  subjects  for 
regulatory  review  under  the  January  28, 
1992,  Presidential  memo,  "Reducing  the 
Biuden  of  Government  Regulation."  The 
comments  asserted  that  these 


requirements  are  exercises  in  discretion 
by  the  agency  rather  than  requirements 
mandated  by  Congress. 

FDA  advises  that  after  considering 
these  comments,  it  has  concluded  that 
none  of  the  preliminary  requirements 
reaches  beyond  the  act  to  impose  an 
imnecessary  burden  on  manufacturers. 
As  explained  in  the  preamble  of  the 
proposal  (56  FR  60537  at  60545  through 
60547),  each  of  these  requirements  is 
directly  derived  from  existing 
provisions  of  the  act.  Even  though  these 
provisions  are  derived  from  the  act. 
FDA  has  carefully  reviewed  each 
provision  in  accordance  with  the 
direction  provided  by  the  January  28, 
1992,  Presidential  memo.  FDA  has 
carefully  considered  the  benefits  to 
society  of  these  rules  and  concluded 
that  the  benefits  clearly  outweigh  the 
expected  costs  (see  the  final  RIA, 
published  elsewhere  in  this  issue  of  the 
Federal  Register).  Each  provision  of  the 
rules  has  been  fashioned  to  maximize 
net  benefits  to  society.  Further,  the 
provisions  have  been  crafted  to  clearly 
convey  to  the  regulated  community 
what  is  required  of  firms  choosing  to 
make  health  claims. 

Xni.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27, 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  FlexibiUty  Act  (Pub.  L  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  along 
with  the  food  labeling  proposals,  and 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305).  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville,  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Registw  annoimcing  its 
availability. 


In  the  final  RIA,  FDA  has  concluded, 
bued  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeUng 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Fiuther,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

XIV.  Environmental  Impact 

The  agency  has  previously  considered 
the  environmental  effects  of  this  rule  as 
annoimced  in  the  proposed  rule 
(November  27, 1991  (56  FR  60537  at 
60562)).  At  that  time,  FDA  determined 
under  21  CFR  25.24(a)(8)  and  {a)(ll) 
that  this  action  was  of  a  type  that  does 
not  individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  was 
required. 

Several  comments  on  the  proposed 
rules  on  health  claims  suggested  that 
there  would  be  significant  adverse 
environmental  effects  bom  these 
rulemakings  because  it  would  cause 
large  stocks  of  labels  and  labeled 
packaging  materials  to  be  discarded  and 
require  a  great  number  of  trees  to  be 
harvested  to  provide  new  labeling 
material.  One  comment  estimated  the 
number  of  label  imits  from  the  dairy 
industry  that  would  need  to  be 
discarded  following  publication  of 
FDA's  final  rules  on  several  food 
labeling  actions,  including  this  action. 
However,  this  comment  did  not:  (1) 
Show  how  these  estimates  were  derived, 
(2)  identify  what  portion  of  the 
estimated  amounts  are  attributable 
solely  to  this  action,  or  (3)  describe  what 
impact  the  discarded  labeling  and 
packaging  would  have  on  the  disposal 
of  solid  waste.  Another  comment 
questioned  the  appropriateness  of 
requiring  lengthy  explanations  on  the 
labels  of  foods  for  which  health  claims 
are  made  because  those  requirements 
might  result  in  extra  packaging  so  that 
sufficient  label  space  would  be  available 
for  the  required  elements  of  the  health 
claims.  The  comment  said  that  this  extra 
packaging  might  increase  the  burden  on 
the  environment  but  did  not  estimate 
the  amount  of  extra  packaging  that 
might  be  needed  or  describe  what 
impact  this  extra  packaging  would  have 
on  the  environment. 

According  to  section  10(a)(2)  of  the 
1990  amendments,  section  403(r)  of  the 
act  does  not  apply  to  food  labeled  before 
May  8, 1993.  Thus,  all  labels  that  are 
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applied  to  food  prior  to  that  date  will 
not  have  to  be  destroyed.  The  comments 
contained  no  data  with  respect  to  labels 
that  might  remain  that  would  fail  to 
comply  with  the  requirements  of  section 
403(r)(l)(B)  of  the  act.  In  the  absence  of 
such  data,  FDA  has  no  basis  on  which 
to  assess  the  validity  of  assertions  that 
considerable  label  stocks  will  be 
destroyed  and  thereby  determine  the 
extent  of  any  potential  adverse 
environmental  impact.  Given  the  fact 
that  section  10(a)(2)  of  the  1990 
amendments  provides  an  exemption  for 
labeled  products,  and  that  FDA  is 
authori^ng  various  health  claims 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  believes  that  very  little,  if 
any,  labeling  will  have  to  be  discarded 
because  of  this  final  rule.  Also,  in  its 
final  rules,  FDA  has  limited  the  required 
elements  of  many  of  the  health  claims ' 
compared  to  the  elements  that  were 
proposed.  Thus,  FDA  believes  that  the 
information  required  on  a  label  when  a 
health  claim  is  made  can  be 
incoiporated  into  the  label  without 
significantly  increasing  the  amount  of 
packaging  required.  Consequently,  FDA 
concludes  that  the  comments  on  the 
potential  for  adverse  environmental 
effects  do  not  affect  the  agency's 
previous  determination  that  no 
significant  impact  on  the  human 
environment  is  expected  and  that  an 
environmental  impact  statement  is  not 
required. 

XV.  Paperwork  Reduction  Act 

In  the  Federal  Register  of  February 
14. 1992  (57  FR  5396).  FDA  announced 
that  the  agency  had  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  its  review  the  collection  of 
information  requirements  contained  in 
the  proposed  rule  (November  27, 1991. 
56yFR  60537)  that  provided,  in  proposed 
§  100.70,  for  petitions  regarding  the  use 
of  health  claims  in  conjunction  with 
food  labeling.  Also  in  the  February  1992 
document,  FDA  published  its  estimated 
annual  collection  of  information 
burden. 

FDA  considered  over  6,000  written 
comments  received  in  response  to  the 
aforementioned  Federal  Register 
docxunents  and  the  oral  presentations 
made  at  the  public  hearing  on  food 
labeling  in  developing  this  final  rule. 
FDA  has  not  been  persuaded  by  the 
comments  or  any  other  relevant 
information  to  modify,  in  this  final  rule, 
the  health  claim  petition  requirements 
that  it  proposed  last  year.  Thus,  the 
agency's  eistimated  annual  reporting  and 
recordkeeping  burden  from  the  health 
claim  petition  requirements  contained 
in  this  final  rule  remains  unchanged 
from  that  announced  in  February. 


FDA  has  submitted  copies  of  the  final 
rule  to  OMB  for  its  review  of  these 
reporting  reqiiirements. 
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UstofSubiects 

21  CFR  Part  20 

Confidential  business  infonnation. 
Courts,  Freedom  of  information, 
Govenunent  employees. 

21  CFR  Part  101 

Food  labeling,  Reporting  and 
recordkeeping  requirements. 

Tlierefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  imder 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  parts  20  and 
101  are  amended  as  follows: 

PART  20-PUBUC  INFORMATION 

1.  The  authority  citation  for  21  CFR 
part  20  continues  to  read  as  follows: 

Authority:  Sees.  201-903  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C 
321-393);  sees.  301,  302,  303,  307, 310,  311, 
351,  352.  354-360F.  361,  362, 1701-1706, 
2101  of  the  Public  Health  Service  Act  (42 
U.S.C  241,  242,  242a,  2421,  242n,  243,  262, 
263,  263b-263n,  264,  265,  300u-300u-5, 
300aa-l);  5  U.S.C.  552;  18  U.S.C  1905. 

1 2.  Section  20.100  is  amended  by 
revising  the  section  heading  and  by 
adding  new  paragraph  (c)(34)  to  read  as 
follows: 

S20.100    Applicability;  eroee-rtference to 
other  regulations. 

•  •        *        *        • 

(c)  •  •  • 

(34)  Health  claims  petitions,  in 
§  101.70  of  this  chapter. 

PART  101— FOOD  LABEUNG 

3.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Pair 
Packaging  and  Ubeling  Act  (15  U.S.C  1453. 
1454, 1455);  sees.  201,  301,  402,  403, 409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C  321,  331.  342,  343,  348,  371). 

4.  Section  101.9  is  amended  by 
adding  new  paragraph  (k)(l)  to  read  as 
follows: 

S  101.9    Nutrition  labeling  of  food. 

•  *        •        •        • 

(k)  •  •  • 

(1)  That  the  food,  because  of  the 
presence  or  absence  of  certain  dietary 
properties,  is  adequate  or  effective  in 
the  prevention,  cure,  mitigation,  or 
treatment  of  any  disease  or  symptom. 
Information  about  the  relationship  of  a 
dietary  property  to  a  disease  or  health- 
related  condition  may  only  be  provided 
in  conformance  with  the  requirements 
of  §  101.14  and  part  101.  subpart  E. 


5.  New  §  101.14  is  added  tP  read  as 
follows: 

f  101.14    Health  claims:  ganaral 
roQulrantants. 

(a)  Definitions.  For  purposes  of  this 
section,  the  following  definitions  apply: 

(1)  Health  claim  means  any  claim 
made  on  the  label  or  in  labeling  of  a 
food,  including  a  dietary  supplement, 
that  expressly  or  by  implication, 
includhig  "third  party"  references, 
written  statements  (e.g.,  a  brand  name 
including  a  term  such  as  "heart"), 
symbols  (e.g.,  a  heart  symbol),  or 
vignettes,  characterizes  the  relationship 
of  any  substance  to  a  disease  or  health* 
related  condition.  Implied  health  claims 
include  those  statements,  symbols, 
vignettes,  or  other  forms  of 
conunimication  that  suggest,  within  the 
context  in  which  they  are  presented, 
that  a  relationship  exists  between  the 
presence  or  level  of  a  substance  in  the 
food  and  a  disease  or  health-related 
condition. 

(2)  Substance  means  a  specific  food  or 
component  of  food. 

(3)  Nutritive  value  means  a  value  in 
sustaining  human  existence  by  such 
processes  as  promoting  growth, 
replacing  loss  of  essential  nutrients,  or 
providing  energy. 

(4)  (Reserved] 

(5)  Disqualifying  nutrient  levels  means 
the  levels  of  total  fat,  saturated  fat, 
cholesterol,  or  sodium  in  a  food  above 
which  the  food  vrill  be  disqualified  from 
making  a  health  claim.  These  levels  are 
13.0  grams  (g)  of  fiat,  4.0  g  of  saturated 
fat,  60  milligrams  (mg)  of  cholesterol,  or 
480  mg  of  sodium,  per  reference  amount 
customarily  consimied,  per  label  serving 
size,  and.  only  for  foods  with  reference 
amounts  customarily  consumed  of  30  g 
or  less  or  2  tablespoons  or  less,  per  50 

g.  For  dehydrated  foods  that  must  have 
water  added  to  them  prior  to  typical 
consiunption.  the  per  50-g  criterion 
refers  to  the  as  prepared  form.  Any  one 
of  the  levels,  on  a  per  reference  amount 
customarily  consumed,  a  per  label 
serving  size  or,  when  applicable,  a  per 
50  g  baisis,  will  disqualify  a  food  from 
making  a  health  claim  unless  an 
exception  is  provided  in  subpart  E  of 
this  part,  except  that: 

(i)  The  levels  for  a  meal  product  as 
defined  in  §  101.13(1)  are  26.0  g  of  fat, 
8.0  g  of  saturated  fat,  120  mg  of 
cholesterol,  or  960  mg  of  sodium  per 
label  serving  size,  and 

(ii)  The  levels  for  a  main  dish  product 
as  defined  in  §  101.13(m)  are  19.5  g  of 
fat,  6.0  g  of  saturated  fat,  90  mg  of 
cholesterol,  or  720  tng  of  sodium  per 
label  serving  size. 

(6)  Disease  or  health-related  condition 
means  damage  to  an  organ,  part. 


structure,  or  system  of  the  body  such 
that  it  does  not  function  properly  (e.g., 
cardiovascular  disease),  or  a  state  of 
health  leading  to  such  dysfunctioning 
(e.g.,  hypertension);  except  that  diseases 
resulting  from  essential  nutrient 
deficiencies  (e.g.,  scurvy,  pellagra)  are 
not  included  in  this  definition  (claims 
pertaining  to  such  diseases  are  thereby 
not  subject  to  §  101.14  or  S  101.70). 

(b)  Eligibility.  For  a  substance  to  be 
eligible  for  a  health  claim: 

(1)  The  substance  must  be  associated 
with  a  disease  or  health-related 
condition  for  which  the  general  U.S. 
population,  or  an  identified  U.S. 
population  subgroup  (e.g.,  the  elderly)  is 
at  risk,  or,  alternatively,  the  petition 
submitted  by  the  proponent  of  the  claim 
otherwise  explains  the  prevalence  of  the 
disease  or  health-related  condition  in 
the  U.S.  population  and  the  relevance  of 
the  claim  in  the  context  of  the  total 
daily  diet  and  satisfies  the  other 
requirements  of  this  section. 

(2)  If  the  substance  is  to  be  consumed 
as  a  component  of  a  conventional  food 
at  decreased  dietary  levels,  the 
substance  must  be  a  nutrient  listed  in  21 
U.S.C.  343(q)(l)(C)  or  (q)(l)(D),  or  one 
that  the  Food  and  Drug  Administration 
(FDA)  has  required  to  be  included  in  the 
label  or  labeling  under  21  U.S.C 
343(q)(2)(A);  or 

(3)  If  the  substance  is  to  be  consumed 
at  other  than  decreased  dietary  levels: 

(i)  The  substance  must  contribute 
taste,  aroma,  or  nutritive  value,  or  any 
technical  effect  listed  in  §  170.3(o)  of 
this  chapter,  to  the  food  and  must  retain 
that  attribute  when  consumed  at  levels 
that  are  necessary  to  justify  a  claim;  and 

(ii)  The  substance  must  be  a  food  or 
a  food  ingredient  or  a  component  of  a 
food  ingredient  whose  use  at  the  levels 
necessary  to  justify  a  claim  has  been 
demonstrated  by  the  proponent  of  the 
claim,  to  FDA's  satisfaction,  to  be  safe 
and  lawfiil  under  the  applicable  food 
safety  provisions  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(cj  Validity  requirement.  FDA  will 
promulgate  regulations  authorizing  a 
health  claim  only  when  it  determines, 
based  on  the  totality  of  publicly 
available  scientific  evidence  (including 
evidence  from  well-designed  studies 
conducted  in  a  manner  which  is 
consistent  with  generally  recognized 
scientific  procedures  and  principles), 
that  there  is  significant  scientific 
agreement,  among  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  such  claims,  that  the  claim  is 
supported  by  such  evidence. 

(d)  General  health  claim  labeling 
requirements.  (1)  When  FDA  determines 
that  a  health  claim  meets  the  validity 
requirements  of  paragraph  (c)  of  this 
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section.  FDA  will  propose  s  regulation 
in  sxibpert  E  of  this  put  to  authorize  the 
use  of  that  claim.  If  the  claim  pertains 
to  a  substance  not  provided  for  in 
S  101.0.  FDA  %vill  propose  amending 
that  regulation  to  include  declaration  of 
the  substance. 

(2)  When  FDA  has  adopted  a 
regulation  in  subpart  E  of  this  part 
providing  for  a  health  claim,  firms  may 
make  claims  based  on  the  regulation  In 
subpart  E  of  this  part,  provided  that: 

(i)  All  label  or  labeling  statemenU 
about  the  substance-disease  relationship 
that  is  the  subject  of  the  claim  are  based 
on.  and  consistent  with,  the  conclusions 
set  forth  in  the  regulations  in  subpart  E 
ofthispart: 

(ii)  liie  claim  is  limited  to  descnbmg 
the  value  that  ingestion  (or  reduced 
ingestion)  of  the  substance,  as  part  of  a 
total  dietary  pattern,  may  have  on  a 
particular  disease  or  health-related 
condition: 

(iii)  The  claim  is  complete,  truthful, 
and  not  misleading.  Where  factors  other 
than  dietary  intake  of  the  substance 
affect  the  relationship  between  the 
substance  and  the  disease  or  health- 
related  condition,  such  factors  may  be 
required  to  be  addressed  in  the  claim  by 
a  specific  regulation  in  subpart  E  of  this 

part: 

(iv)  All  information  required  to  be 
included  in  the  claim  appears  in  one 
place  without  other  intervening 
material,  except  that  the  principal 
display  panel  of  the  label  or  labeling 
may  bear  the  reference  statement.  "See 
■  for  information  about 


the  relationship  between 

and ."  with  the  blanks 

filled  in  with  the  location  of  the  labeling 
containing  the  health  claim,  the  name  of 
the  substance,  and  the  disease  or  health- 
related  condition  (e.g..  "See  attached 
pamphlet  for  information  about  calcium 
and  osteoporosis"),  with  the  entire 
claim  appearing  elsewhere  on  the  other 
labeling.  Provided  that,  where  any 
graphic  material  (e.g..  a  heart  symbol) 
constituting  an  explicit  or  implied 
health  claim  appears  on  the  label  or 
labeling,  the  reference  statement  or  the 
complete  claim  shall  appear  in 
immediate  proximity  to'such  graphic 
material; 

(v)  The  claim  enables  the  public  to 
comprehend  the  information  provided 
and  to  understand  the  relative 
significance  of  such  information  in  the 
context  of  a  total  daily  diet;  and 

(vi)  lif  the  claim  is  about  the  effects  of 
consuming  the  substance  at  decreased 
dietary  levels,  the  level  of  the  substance 
in  the  food  is  suflUdently  low  to  justify 
the  claim.  To  meet  this  requirement,  if 
a  definition  for  use  of  the  term  "low" 
has  been  established  for  that  substance 


under  this  part,  the  substance  must  be 
present  at  a  level  that  meets  the 
requirements  for  use  of  that  term,  unless 
a  specific  alternative  level  has  been 
established  for  the  substance  in  subpart 
E  of  this  part.  If  no  definition  for  "low" 
has  been  establi^ed.  the  level  of  the 
substance  must  meet  the  level 
established  in  the  regulation  authorizing 
the  claim:  or 

(vii)  If  the  claim  is  about  the  effects 
of  consuming  the  substance  at  other 
than  decreased  dietary  levels,  the  level 
of  the  substance  is  sufficiently  high  and 
in  an  appropriate  form  to  justify  the 
claim.  To  meet  this  requirement,  if  a 
definition  for  use  of  the  term  "high"  for 
that  substance  has  been  established 
under  this  part,  the  substance  must  be 
present  at  a  level  that  meets  the 
requirements  for  use  of  that  term,  unless 
a  specific  alternative  level  has  been 
established  for  the  substance  in  subpart 
E  of  this  part.  If  no  definition  for  "high" 
has  been  established  (e.g.,  where  the 
claim  pertains  to  a  food  either  as  a 
whole  food  or  as  an  ingredient  in 
another  food),  the  claim  must  specify 
the  daily  dietary  intake  necessary  to 
achieve  the  claimed  effect,  as 
estabUshed  in  the  regulation  authorizing 
the  claim:  Provided  that: 

(A)  Where  the  food  that  bears  the 
claim  meets  the  requirements  of 
paragraphs  (d)(2)(vi)  or  (d)(2)(vii)  of  this 
section  based  on  its  reference  amount 
customarily  consumed,  and  the  labeled 
serving  size  differs  from  that  amount, 
the  claim  shall  be  followed  by  a 
statement  explaining  that  the  claim  is 
based  on  the  reference  amount  rather 
than  the  labeled  serving  size  (e.g..  "Diets 
low  in  salt  and  sodium  may  help  lower 
blood  pressure  in  many  people.  A 

serving  of ounces  of  this 

product  conforms  to  such  a  diet."). 

(B)  Where  the  food  that  bears  the 
claim  is  sold  in  a  restaurant  (except  if 
the  claim  is  made  on  a  menu)  or  in  other 
establishments  in  which  food  that  is 
ready  for  human  consumption  is  sold, 
the  food  can  meet  the  requirements  of 
paragraphs  (d)(2)(vi)  or  (d)(2)(vii)  of  this 
section  if  the  firm  that  sells  the  food  has 
a  reasonable  basis  on  which  to  believe 
that  the  food  that  bears  the  claim  meets 
the  requirements  of  paragraphs  (d)(2)(vi) 
and  (d)(2)(vii)  of  this  section  and 
providing  that  basis  upon  request. 

(3)  Nutrition  labeling  shall  De 
provided  in  the  label  or  labeling  of  any 
food  for  which  a  health  claim  is  made 
in  accordance  with  S  101.9  or.  for 
restaurant  foods,  in  accordance  with 
§101.10. 

(e)  Prohibited  health  claims.  No 
expressed  or  implied  health  claim  may 
be  made  on  the  label  or  in  labeling  for 
a  food  unless: 


(1)  The  claim  is  ntecifically  provided 
for  in  subpart  E  of  this  part;  and 

(2)  The  claim  conforms  to  all  general 
provisions  of  this  section  as  well  as  to 
all  specific  provisions  in  the  appropriate 
section  of  subpart  E  of  this  part; 

(3)  None  of  the  disqualiMng  levels 
identified  in  paragraph  (a)(5)  of  this 
section  is  exceeded  in  the  food,  unless 
specific  alternative  levels  have  been 
established  for  the  substance  in  subpart 
E  of  this  part:  or  imless  FDA  has 
permitted  a  claim  despite  the  fact  that 

a  disqualifying  level  of  a  nutrient  is 
present  in  the  food  based  on  a  finding 
that  such  a  claim  %vill  assist  consumers 
in  maintaining  healthy  dietary  practices, 
and,  in  accordance  with  the  regulation 
in  subpart  E  of  this  part  that  makes  such 
a  finding,  the  label  bears  a  referral 
statement  that  complies  with 
S  101.13(h),  highlighting  the  nutrient 
that  exceeds  the  dis(}ualifying  level: 

(4)  Except  as  provided  in  paragraph 
(e)(3)  of  this  section,  no  substance  is 
present  at  an  inappropriate  level  as 
determined  in  the  specific  provision 
authorizing  the  claim  in  subpart  E  of 
this  part; 

(5)  The  label  does  not  represent  or 
purport  that  the  food  is  for  infants  and 
toddlers  less  than  2  years  of  age  except 
if  the  claim  is  specifically  provided  for 
in  subpart  E  of  this  part:  and 

(6)  Except  for  dietary  supplements  not 
in  conventional  food  form,  the  food 
contains  10  percent  or  more  of  the 
Reference  Daily  Intake  or  the  Daily 
Reference  Value  for  vitamin  A.  vitamin 
C.  iron,  calcium,  protein,  or  fiber  per 
reference  amount  cxistomarily 
consumed  prior  to  any  nutrient 
addition. 

(f)  The  requirements  of  this  section  do 

not  apply  to: 

(1)  Infant  formulas  subject  to  section 
412(h)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act,  and 

(2)  Medical  foods  defined  by  section 
5(b)  of  the  Orphan  Drug  Act. 

(g)  Applicahility.  The  requirements  of 
this  section  apply  to  foods  intended  for 
human  consumption  that  are  offered  for 

sale. 

6.  Subpart  E.  consisting  of  §§  101.70 
and  101.71.  is  added  to  read  as  follows: 

Subpart  E— Specific  Requirements  for 
Health  Clalme 

S«:. 

101.70  Petitions  for  health  claims. 

101.71  Health  claims:  claims  not 
authorized. 

Subpart  E— Specific  Requirements  for 
HealthClalms 

1101.70    PetMona  for  heeMi  ctelme. 

(a)  Any  interested  person  may 
petition  the  Food  and  Drug 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations        2535 


Administration  (FDA)  to  issue  a 
regulation  regarding  a  healdi  claim.  An 
original  and  one  copy  of  the  petition 
shaube  submitted,  or  the  petitioner  may 
submit  an  original  and  a  computer 
readable  disk  containing  the  petition. 
Contents  of  the  disk  should  be  in  a 
standard  format,  such  as  ASCII  format. 
(Petitioners  interested  in  submitting  a 
disk  should  contact  the  Center  for  Food 
Safety  and  Applied  Nutrition  for 
details.)  If  any  part  of  the  material 
submitted  is  in  a  foreign  language,  it 
shall  be  accompanied  by  an  accurate 
and  complete  English  translation.  The 
petition  shall  state  the  petitioner's  post 
office  address  to  which  any 
correspondence  required  by  section  403 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  may  be  sent. 

(b)  Pertinent  information  may  be 
incorporated  in,  and  will  be  considered 
as  part  of,  a  petition  on  the  basis  of 
specific  reference  to  such  information 
submitted  to  and  retained  in  the  files  of 
FDA.  Such  information  may  include  any 
findings,  along  with  the  basis  of  the 
findings,  of  an  outside  panel  with 
expertise  in  the  subject  area.  Any 
reference  to  published  information  shall 
be  accompanied  by  reprints,  or  easily 
readable  copies  of  such  information. 

(c)  If  nonclinical  laboratory  studies 
are  included  in  a  petition,  the  petition 
shall  include,  with  respect  to  each 
nonclinical  study  contained  in  the 
petition,  either  a  statement  that  the 
study  has  been  conducted  in 
compliance  with  the  good  laboratory 
practice  regulations  as  set  forth  in  part 
58  of  this  diapter,  or,  if  any  such  study 
was  not  conducted  in  compliance  with 
such  regulations,  a  brief  statement  of  the 
reason  for  the  noncompliance.     " 

(d)  If  clinical  or  other  human 
investigations  are  included  in  a  petition, 
the  petition  shall  include  a  statement 
that  they  were  either  conducted  in 
compliance  with  the  requirements  for 
institutional  review  set  forth  in  part  56 
of  this  chapter,  or  were  not  subject  to 
such  requirements  in  accordance  with 

§  56.104  or  §  56.T05,  and  a  statement 
that  they  were  conducted  in  compliance 
with  the  requirements  for  informed 
consent  set  forth  in  part  50  of  this 
chapter. 

(e)  All  data  and  information  in  a 
health  claim  petition  are  available  for 
public  disclosure  after  the  notice  of 
filing  of  petition  is  issued  to  the 
petitioner,  except  that  clinical 
investigation  reports,  adverse  reaction 
reports,  product  experience  reports, 
consiuner  complaints,  and  other  similar 
data  and  information  shall  only  be 
available  after  deletion  of: 


(1)  Names  and  any  information  that 
would  identify  the  person  using  the 
product 

(2)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(fj  Petitions  for  a  health  claim  shall 
include  the  following  data  and  be 
submitted  in  the  following  form: 


(Date) 

Name  of  petitioner  • 
Post  office  address  ■ 


Subject  of  the  petition 

Food  and  Drug  Administration. 

Regulatory  Afltairs  Staff  (HFF-204), 

Office  of  Nutrition  and  Food  Sciences. 

200  C  St.  SW.. 

Washington.  DC  20204. 

The  vindersigned, 

submits  this 

petition  pursuant  to  section  403(r)(4)  or 
(r)(5)P)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  with  respect  to  (statement 
of  the  substance  and  its  health  claim). 

Attached  hereto,  in  quadruplicate, 
and  constituting  a  part  of  this  petition, 
are  the  following: 

A.  Preliminary  requirements.  A 
complete  explanation  of  how  the 
substance  conforms  to  the  requirements 
of  §  101.14(b)  (21  CFR  101.14(b)).  For 
petitions  where  the  subject  substance  is 
a  food  ingredient  or  a  component  of  a 
food  ingredient,  the  petitioner  should 
compile  a  comprehensive  list  of  the 
specific  ingredients  that  will  be  added 
to  the  food  to  supply  the  substance  in 
the  food  bearing  the  health  claim.  For 
each  such  ingredient  listed,  the 
petitioner  should  state  how  the 
ingredient  complies  with  the 
requirements  of  §  101.14(b)(3)(ii),  e.g., 
that  its  use  is  generally  recognized  as 
safe  (GRAS),  listed  as  a  food  additive,  or 
authorized  by  a  prior  sanction  issued  by 
the  agency,  and  what  the  basis  is  for  the 
GRAS  claim,  the  food  additive  status,  or 
prior  sanctioned  status. 

B.  Summary  of  scientific  data.  The 
summary  of  scientific  data  provides  the 
basis  upon  which  authorizing  a  health 
claim  can  be  justified  as  providing  the 
health  benefit.  The  summary  must 
establish  that,  based  on  the  totality  of 
publicly  available  scientific  evidence 
(including  evidence  irom  well-designed 
studies  conducted  in  a  manner  which  is 
consistent  with  generally  recognized 
scientific  procedures  and  principles), 
there  is  significant  scientific  agreement 
among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  such 
claims,  that  the  claim  is  supported  by 
such  evidence. 

The  summary  shall  state  what  public 
health  benefit  will  derive  from  use  of 
the  claim  as  proposed.  If  the  claim  is 


intended  for  a  specific  group  within  the 
population,  the  summary  shall 
specifically  address  nutritional  needs  of 
such  group  and  shall  include  scientific 
data  showing  how  the  claim  is  likely  to 
assist  in  meeting  such  needs. 

The  summary  shall  concentrate  on  the 
findings  of  appropriate  review  articles, 
National  Institutes  of  Health  consensus 
development  confisrences,  and  other 
appropriate  resource  materials.  Issues 
addressed  in  the  siunmary  shall  include 
answers  to  such  questions  as: 

1.  Is  there  an  optimum  level  of  the 
particular  substance  to  be  consumed 
beyond  which  no  benefit  would  be 
expected? 

2.  Is  there  any  level  at  which  an 
adverse  effect  from  the  substance  or 
fit)m  foods  containing  the  substance 
occurs  for  any  segment  of  the 
population? 

3.  Are  there  certain  populations  that 
must  receive  special  consideration? 

4.  What  other  nutritional  or  health 
factors  (both  positive  and  negative)  are 
important  to  consider  when  consimiing 
the  substance? 

In  addition,  the  simimary  of  scientific 
data  shall  include  a  detailed  analysis  of 
the  potential  effect  of  the  use  of  the 
proposed  claim  on  food  consiunption. 
specifically  any  change  due  to 
significant  alterations  in  eating  habits 
and  corresponding  changes  in  nutrient 
intake  resulting  imm  such  changes  in 
food  consumption.  The  latter  item  shall 
'  specifically  address  the  effect  on  the 
intake  of  nutrients  that  have  beneficial 
and  negative  consequences  in  the  total 
diet. 

If  the  claim  is  intended  for  a 
significant  subpopulation  within  the 
general  U.S.  population,  the  analysis 
shall  specifically  address  the  dietary 
practices  of  such  group,  and  shall 
include  data  sufficient  to  demonstrate 
that  the  dietary  analysis  is 
representative  of  such  group  (e.g., 
adolescents  or  the  elderly). 

If  appropriate,  the  petition  shall 
explain  the  prevalence  of  the  disease  or 
health-related  condition  in  the  U.S. 
population  and  the  relevance  of  the 
claim  in  the  coiUext  of  the  total  daily 
diet. 

Also,  the  summary  shall  demonstrate 
that  the  substance  that  is  the  subject  of 
the  proposed  claim  conforms  to  the 
definition  of  the  term  "substance"  in 
5101.14(a)(2). 

C.  Analytical  data  that  show  the 
amoimt  of  the  substance  that  is  present 
in  representative  foods  that  would  be 
candidates  to  bear  the  claim  should  be 
obtained  from  representative  samples 
using  methods  &t>m  the  Association  of 
Official  Analytical  Chemists  (AOAQ. 
where  available.  If  no  AOAC  method  is 
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available,  the  petitioner  shall  submit  the 
assay  method  used  and  data  establishing 
the  validity  of  the  method  for  assaying 
the  substance  la  food.  The  validation 
data  should  include  a  statistical  analysis 
of  the  analytical  and  product  variability. 

D.  Model  health  claim.  One  or  more 
model  health  claims  that  represent  label 
statements  that  may  be  used  on  a  food 
label  or  in  labeling  for  a  food  to 
characterize  the  relationship  between 
the  substance  in  a  food  to  a  disease  or 
health-related  condition  that  is  justiRed 
by  the  summary  of  scientific  data 
provided  in  section  C  of  the  petition. 
The  model  health  claim  shall  Include: 

1.  A  brief  capsulized  statement  of  the 
relevant  conclusions  of  the  summary, 
and 

2.  A  statement  of  how  this  substance 
helps  the  consumer  to  attain  a  total 
dietary  pattern  or  goal  associated  with 
the  health  benefit  that  is  provided. 

E.  The  petition  shall  include  the 
following  attachments: 

1.  Copies  of  any  computer  literature 
searches  done  by  the  petitioner  (e.g.. 
Medline). 

2.  Copies  of  articles  cited  in  the 
literature  searches  and  other 
Information  as  follows: 

a.  All  information  relied  upon  for  the 
support  of  the  health  claim,  including 
copies  of  publications  or  other 
information  cited  in  review  articles  and 
\ised  to  perform  meta-analyses. 

b.  All  information  concerning  adverse 
consequences  to  any  segment  of  the 
population  (e.g.,  sensitivity  to  the 
substance). 

c  All  information  pertaining  to  the 
U.S.  population. 

F.  The  petitioner  is  required  to  submit 
either  a  claim  for  categorical  exclusion 
under  $  25.24  of  this  chapter  or  an 
environmental  assessment  under  S  25.31 
of  this  chapter. 

Yours  very  truly. 
Petitioner 


By 

(Indicate  authority) 

(g)  The  data  specified  under  the 
several  lettered  headings  should  be 
submitted  on  separate  pages  or  sets  of 
pages,  suitably  identified.  If  such  data 
have  already  been  submitted  with  an 
earlier  application  from  the  petitioner  or 
any  other  final  petition,  the  present 
petition  may  incorporate  it  by  specific 
reference  to  the  earlier  petition. 

(h)  The  petition  shall  include  a 
statement  signed  by  the  person 
responsible  lor  the  petition  that,  to  the 
best  of  his/her  knowledge,  it  is  a 
representative  and  balanced  submission 
that  includes  imfevorable  information  as 
well  as  favorable  information,  known  to 
him/her  to  be  pertinent  to  the 
evaluation  of  the  proposed  health  claim. 

(i)  The  petition  shall  be  signed  by  the 
petitioner  or  by  his/her  attorney  or 
agent,  or  (if  a  corporation)  by  an 
authorized  official. 

(j)  Agency  action  on  the  petition.  (1) 
Within  15  days  of  receipt  of  the  petition, 
the  petitioner  will  be  notified  by  letter 
of  the  date  on  which  the  petition  was 
received.  Such  notice  will  Inform  the 
petitioner  that  the  petition  is 
undergoing  agency  review  and  that  the 
petitioner  will  subsequently  be  notified 
of  the  agency's  decision  to  file  for 
comprehensive  review  or  deny  the 
petition. 

(2)  Within  100  days  of  the  date  of 
receipt  of  the  petition.  FDA  will  notify 
the  petitioner  by  letter  that  the  petition 
has  either  been  filed  for  comprehensive 
review  or  denied.  The  agency  will  deny 
a  petition  without  reviewing  the 
information  contained  in  B.  Summary  of 
Scientific  Data  if  the  Information  in  A. 
Preliminary  Requirements  is  inadequate 
in  explaining  how  the  substance 
conforms  to  the  requirements  of 
§  101.14(b).  If  the  petition  is  denied,  the 
notification  %vill  state  the  reasons 
therefor,  including  justification  of  the 


rejection  of  any  report  from  an 
'  authoritative  scientific  body  of  the  U.S. 
Government.  If  filed,  the  date  of  the 
notification  letter  becomes  the  date  of 
filing  for  the  purposes  of  this  regulation. 
A  petition  that  has  been  denied  without 
filing  will  not  be  made  available  to  the 
public.  A  filed  petition  will  be  available 
to  the  public  to  the  extent  provided 
under  paragraph  (e)  of  this  section. 
(3)  Within  90  days  of  the  date  of 
filing,  FDA  will  by  letter  of  notification 
to  the  petitioner: 
(i)  Deny  the  petition,  or 
(ii)  Inform  the  petitioner  that  a 
proposed  regulation  to  provide  for  the 
requested  use  of  the  health  claim  will  be 
published  in  the  Federal  Register.  If  the 
petition  is  denied,  the  notification  will 
state  the  reasons  therefor,  including 
justification  for  the  rejection  of  any 
report  horn  an  authoritative  scientific 
body  of  the  U.S.  Government.  FDA  will 
publish  the  proposal  to  amend  the 
regulations  to  provide  for  the  requested 
use  of  the  health  claim  in  the  Federal 
Register  within  90  days  of  the  date  of 
filing.  The  proposal  will  also  announce 
the  availability  of  the  petition  for  public 
review. 

f  101.71    HMlth  eUima:  claims  not 
aulhorizad. 

In  response  to  the  Nutrition  Labeling 
and  Education  Act  of  1990,  FDA  has 
reviewed  the  evidence  on  the  following 
topics  that  Congress  specifically  asked 
FDA  to  evaluate  and  has  concluded  that 
there  is  not  a  sufficient  basis  for  claims 
about  the  following: 

Dated:  December  17, 1992. 
David  A.  Kewler, 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
(PR  Doc.  92-31511  Filed  12-2a-92;  8:45  am] 
Btuma  COOK  4iso-a«-# 


UMI 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Admlniatratlon 

21  CFR  Part  101 

poelwtNe.91N-00981 

RIN090»-AD0e 

Food  Labaling:  Haatth  Claims  and 
LatMl  Statements;  Dietary  ntier  and 
Cancer 

AGENCY:  Food  and  Drag  Administration, 

HHS. 

ACTION:  Final  mle. 


SUMMARY:  The  Food  and  Drag 
Administration  (FDA)  is  announdng  its 
decision  not  to  authorize  the  use  on  the 
label  or  labeling  of  foods  of  health 
claims  relating  to  an  association 
between  dietary  fiber  and  cancer. 
However,  FDA  is  authorizing  a  health 
claim  relating  diets  low  in  fat  and  high 
In  fiber-containing  grain  products, 
fruits,  and  vegetables  to  a  reduced  risk 
of  cancer.  This  action  is  in  response  to 
provisions  of  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments)  that  bear  on  health  claims, 
and  was  developed  in  accordance  with 
the  final  mle  on  general  requirements 
for  health  claims,  published  elsewhere 

rthis  issue  of  the  Federal  Register. 
Based  on  the  totality  of  the  publicly 
available  scientific  evidence,  including 
recently  available  evidence,  the  agency 
has  concluded  that  there  is  not 
significant  scientific  a^eement  among 
qualified  experts  that  a  claim  relating 
dietary  fiber  to  reduced  risk  of  cancer  is 
supported.  The  publicly  available 
evidence  does  indicate,  however,  that 
diets  low  in  fat  and  rich  in  fiber- 
containing  grain  products,  fruits,  and 
vegetables  are  associated  with  a 
decreased  risk  of  several  types  of  cancer, 
and  there  is  significant  scientific 
agreement  that  the  evidence  supports 
this  association.  The  evidence  is  not 
sufficient  to  fully  explain  the  role  of 
total  dietary  fiber,  fiber  components, 
and  the  multiple  nutrients  and  other 
substances  contained  in  these  foods  in 
reducing  cancer  risk. 
EFFECTIVE  DATE:  May  8. 1993. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Joyce  J.  Saltsman.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-165),  Food 
and  Drag  Administration,  200  C  St.  SW., 
Washington.  DC  20204,  202-205-5916. 
SUPPI^MENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  November 
27, 1991  (56  FR  60566),  FDA  proposed 
to  deny  the  use  of  healdi  claims  relating 


dietary  fiber  to  the  risk  of  cancer  on 
food  labeling.  The  proposed  rale  was 
issued  in  response  to  provisions  of  the 
1990  amendments  (Pub.  L.  101-535) 
that  bear  on  health  claims  and  in 
accordance  with  the  proposed  general 
requirements  for  health  claims  for  food 
(56  FR  60537).  As  amendedin  1990,  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  provides  Siat  a  food  is 
misbranoed  if  it  bears  a  claim  that 
characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition  imless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
403(r)(5)P)  of  the  act  (21  U.S.C 
343(r)(3)  or  343(r)(5)(D)). 

Congress  enacted  the  health  claims 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535)  to  help  U.S. 
consumers  maintain  good  health 
through  appropriate  dietary  patterns 
and  to  protect  consumers  from 
unfounded  health  claims.  Section 
3(b)(1)(A)  of  the  1990  amendments 
specifically  requires  the  agency  to 
determine  whether  claims  respecting  10 
nutrient/disease  relationships  meet  the 
requirements  of  section  403(r)(3)  or 
403(r)(5)(D)  of  the  act.  The  relationship 
between  dietary  fiber  and  cancer  is  one 
of  the  claims  required  to  be  evaluated. 
In  carrying  out  Ais  inquiry,  FDA 
limited  its  scientific  review  to  the  area 
for  which  the  strongest  scientific 
evidence  and  agreement  existed:  Dietary 
fiber  and  cancers  of  the  colon  and 
rectum  (colorectal  cancers). 

FDA  published  a  notice  in  the  Federal 
Register  of  March  28. 1991  (56  FR 
12932),  requesting  scientific  data  and 
information  on  the  10  specific  topic 
areas  identified  in  the  1990 
amendments,  including  dietary  fiber 
and  cancer.  Relevant  scientific  studies 
and  data  received  in  response  to  this 
request  were  considered  as  part  of  the 
agency's  review  of  the  scientific 
literature  on  dietary  fiber  and  cancer, 
and  they  were  included  in  the  proposed 
rale.  Comments  received  in  response  to 
the  notice  and  not  specifically 
addressed  in  the  proposed  rale  are 
summarized  and  addressed  below. 

In  the  proposed  rale  (56  FR  60566), 
FDA  requested  written  comments  on  its 
tentative  determination  not  to  authorize 
a  health  claim  for  dietary  fiber  and 
cancer.  FDA  also  requested  comments 
on  the  following  issues:  (1)  Should  the 
agency  permit  the  label  or  labeling  of 
certain  foods  to  state,  for  example,  that 
diets  high  in  frait,  vegetables,  and 
whole  grains  are  associated  with  a 
reduced  risk  of  certain  forms  of  cancer 
and  cardiovascular  disease?;  (2)  If  such 
a  statement  were  permitted,  what 
criteria  should  be  used  to  identify 
eligible  foods?  For  example,  should 


such  statements  be  limited  to  fresh  fruit, 
vegetables,  and  milled  whole  grains;  or 
should  processed  foods  derived  from 
these  products  also  be  included?;  (3) 
What  measures  should  the  agency  adopt 
to  assure  that  consumers  are  not  misled 
as  to  the  benefit  of  consuming  a  specific 
product?;  (4)  Does  FDA  have  the 
authority  to  allow  health  claims  for 
foods  as  well  as  nutrients?;  (5)  What 
qualifying  and  disqualifying  criteria 
should  be  used  to  determine  eligibility 
for  a  claim,  and  what  methods  or 
criteria  should  be  used  for  regulatory 
monitoring  and  compliance?;  (6)  What 
criteria  could  be  used  to  develop  a 
health  claim  for  foods  that  would 
provide  trathful  and  not  misleading 
messages  to  consumers  that  changes  in 
dietary  patterns  are  related  to  reductions 
in  cancer  risk  (56  FR  at  60577)? 

In  addition,  FDA  held  public  hearings 
on  January  30  and  31, 1992,  on  all 
aspects  of  the  proposed  rales  published 
in  response  to  the  1990  amendments. 

n.  Summary  of  Comments  and  the 
Agency's  Responses 

The  agency  received  approximately 
100  comments  (including  those  from  the 
March  28, 1991,  request)  in  response  to 
its  proposed  rale  on  health  claims  for 
dietary  fiber  and  cancer.  Comments 
were  received  from  consumers, 
consumer  advocacy  groups,  state  health 
departments,  organizations  of  health 
professionals,  the  food  industry,  and 
Government  agencies. 

The  agency  has  summarized  and 
addressed  the  issues  raised  in  these 
comments  below.  Data  submitted  in 
scientific  articles  that  were  not  reviewed 
in  the  proposed  rale  or  in  any  of  the 
Federal  Government  consensus 
documents  or  Life  Sciences  Research 
Office  (LSRO)  reports  are  discussed  in 
the  agency's  review  of  recent  scientific 
evidence  in  section  m  of  this  dociunent. 
A  number  of  the  comments  received 
were  more  appropriately  addressed  in 
other  documents,  and  these  comments 
were  forwarded  to  the  appropriate 
docket  for  response. 

A.  General  Comments 

1.  Several  comments  stated  that  there 
is  sufficient  scientific  evidence  to 
support  a  health  claim  that  diets  high  in 
dietary  fiber  can  reduce  the  risk  of  colon 
cancer.  These  comments  maintained 
that  it  is  well  known  that  population 
groups  who  consimie  high-fioer  diets 
have  a  lower  incidence  of  cancer,  and 
these  comments  cited  the  strength  of 
international  correlational  data  on  per 
capita  availability  of  fiber  and  risk  of 
colon  cancer.  Other  comments  stated 
that  FDA  should  allow  a  health  claim 
regarding  dietary  fiber  and  can''»r 
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because  cancer  is  a  major  public  health 
problem,  and  it  is  important  for 
consumers  to  be  well  informed.  Several 
comments  stated  that  FDA  failed  to 
consider  the  rapid  pace  of  scientific 
advances  linking  nutritional  substances 
to  the  maintenance  of  long-term  health 
and  disease  prevention. 

FDA  agrees  that  cancer  is  a  significant 
public  health  problem  and  is  a 
significant  cause  of  death.  Colorectal 
cancers  are  the  second  and  third  leading 
causes  of  cancer  deaths  in  the  United 
States  for  men  and  women,  respectively 
(Ref.  46).  As  FDA  described  in  its 
proposed  rule  (56  FR  60566),  numerous 
human  and  animal  studies  have 
examined  the  possible  role  of  dietary 
fiber  intake  in  reducing  the  risk  of 
developing  colon  cancer.  Most 
correlational  studies  and  many  (but  not 
all]  case-control  studies  show  that  diets 
high  in  fiber-containing  foods  (whole 
grains,  fruits,  and  vegetables)  are 
associated  with  a  reduced  risk  of 
colorectal  cancer.  Prospective 
epidemiologic  studies  are  few  in 
number  and  give  mixed  results.  Animal 
studies  indicate  that  certain  tjrpes  of 
dietary  fiber,  but  not  others,  may  be 
important  in  modulating  the  effects  of 
chemical  carcinogens. 

FDA  agrees  that  there  is  substantial 
evidence  that  diets  high  in  fiber-rich 
foods,  including  whole  grains,  fruits, 
and  vegetables,  are  associated  with 
reduced  risk  of  colorectal  cancer.  These 
diets  differ,  however,  in  levels  of  many 
nutrients  and  in  types  of  dietary  fiber, 
making  it  difficult  to  attribute  the 
observed  diet-disease  relationship  to  a 
single  nutrient.  Overall,  the  available 
data  are  not  sufficient  to  demonstrate 
that  it  is  thcJ  total  dietary  fiber,  or  a 
specific  fiber  component,  or  specific 
vitamins  and  minerals  (singly  or 
iateractively)  that  are  related  to 
reduction  of  cancer  risk. 

The  agency  disagrees  with  the 
comments  that  assert  that  international 
correlational  data  on  fiber  per  capita 
availability  and  risk  of  colon  cancer  are 
sufficient  to  justify  a  health  claim 
regarding  dietary  fiber  and  cancer. 
While  the  correlation  coefficients  of 
such  studies  are  often  large,  these 
studies  are  very  weak  in  controlling  for 
confounding  variables.  Many  of  the 
countries  with  low  incidences  of  colon 
cancer  are  undeveloped  nations  that 
differ  in  many  ways  from  Western 
countries  (for  example,  in  prevalence  of 
obesity,  environmental  pollution, 
genetic  stisceptibility,  parasitic  diseases, 
etc).  None  of  the  international 
correlation  studies  reports  actual  food 
consumption:  instead,  each  attributes 
consumption  of  fiber  from  averages  of 
food  disappearance.  This  approach  does 


not  account  for  food  disappearance 
through  loss  or  wastage  (peeling,  etc.)  or 
for  differing  dietary  habits  among 
various  socioeconomic  groups  within  a 
single  country.  Thus,  in  its  proposed 
rule,  FDA  tentatively  foimd  that  a  basis 
did  not  exist  on  which  to  authorize  a 
health  claim  relating  to  an  association 
between  ingestion  of  dietary  fiber  and 
risk  of  cancer.  In  this  final  rule,  FDA  is 
not  authorizing  a  dietary  fiber  and 
cancer  health  claim  because,  based  on 
the  agency's  review  of  the  scientific 
evidence,  including  scientific  literature 
that  became  publicly  available  after  the 
proposal's  publication,  and  review  of 
data  in  comments,  the  agency  has 
concluded  that  the  evidence  is  not 
sufficiently  conclusive  or  specific  for 
dietary  fiber  per  se  to  justify  such  a 
health  claim.  The  agency  has 
concluded,  however,  that  there  is 
sufficient  evidence  to  support  a  claim 
relating  the  ingestion  of  fruits, 
vegetables,  and  whole  grain  products  to 
reduced  risk  of  some  cancers.  These 
foods  are  also  generally  low  in  fat  and 
are  good  sources  of  dietary  fiber. 

2.  Several  comments  stated  that  FDA 
did  not  follow  the  congressional 
mandate  to  consider  whether  there  is 
significant  scientific  agreement 
supporting  specific  health  claims.  The 
comments  argued  that  the  agency 
should  have  first  identified  the  range  of 
specific  health  claims  that  could  be 
made  about  dietary  fiber  and  cancer  and 
then  examined  the  scientific  support  for 
each  claim.  A  related  comment  asserted 
that  FDA's  evaluation  criteria  for 
specific  scientific  studies  were  based  on 
a  fundamental  misapprehension  of  its 
role  under  the  1990  amendments.  The 
comments  stated  that  FDA's  proper  role 
is  to  search  the  science  for  significant 
agreement,  not  decide  the  validity  of 
studies. 

FDA  disagrees  with  these  comments. 
The  1990  amendments  did  not  instruct 
the  agency  to  identify  the  wide  range  of 
health  claims  that  might  be  made  with 
respect  to  the  10  topics  identified  and 
then  to  evaluate  all  published  literature 
relevant  to  the  claims.  Rather,  the  1990 
amendments  instructed  the  agency  to 
determine  whether  claims  respecting 
the  10  areas,  including  "dietary  fiber 
and  cancer,"  meet  the  requirements  of 
section  403(r)(3)  or  403(r)(5)(D)  of  the 
act.  The  agency  interpreted  this 
directive  in  a  straightforward  and 
logical  way.  Indeed,  FDA's  chosen 
approach  was  necessary  if  the  agency 
hoped  to  accomplish  the  congressional 
mandate  within  the  prescribed 
timeframe  and  with  its  limited 
resources.  Thus,  FDA.  in  its  proposed 
rule  (56  FR  60566).  focused  its  scientific 
review  on  those  aspects  of  the  dietary 


fiber  and  cancer  relationship  for  whidi 
the  strongest  scientific  evidence  exists: 
dietary  fiber  and  colorectal  cancer. 

The  agency  developed  its  proposed 
rule  regarding  dietary  fiber  and  cancer 
in  conformity  with  the  standards 
mandated  by  the  1990  amendments. 
FDA's  role  is  to  evaluate  the  totality  of 
the  publicly  available  scientific 
evidence  and  to  assess  whether  there  is 
significant  scientific  agreement  among 
qualified  experts  that  the  available 
evidence  supports  the  proposed  claim. 
This  evaluation  necessarily  Involves  an 
assessment  of  the  validity  cf  studies 
rather  than  merely  a  search  for  scientific 
agreement. 

3,  Several  comments  stated  that  FDA 
rejected  health  claims  for  dietary  fiber 
and  cancer  because  of  rigid  application 
of  a  scientific  standard  higher  than  that 
mandated  by  the  1990  amendments  and 
that  this  rejection  will  have  unfortunate 
public  health  consequences  because 
valuable  health-related  information  will 
not  be  transmitted  to  the  American 
population. 

FDA  does  not  agree  that  it  has  applied 
a  scientific  standard  higher  than  the  one 
set  out  in  section  403(r)(3)(B)(i)  of  the 
act.  As  required  by  the  statute,  FDA 
evaluated  possible  health  claims  for 
dietary  fiber  and  cancer  by  inquiring 
whether,  based  on  the  totality  of 
publicly  available  scientific  evidence 
(including  evidence  from  well-designed 
studies),  diere  is  significant  scientific 
agreement  among  qualified  experts  that 
the  claim  is  supported.  FDA  is  codifying 
the  scientific  standard  of  section 
403(r)(3)(B)(i)  of  the  act  at  21  CFR 
101.14(c)  in  the  final  rule  on  general 
requirements  for  health  claims,  which  is 
published  elsewhere  in  this  Federal 
Register. 

4.  Several  comments  stated  that  FDA 
used  different  criteria  to  assess  the 
relationship  between  dietary  lipids  and 
cancer  and  the  relationship  between 
dietary  fiber  and  cancer. 

FDA  disagrees  with  this  comment.  In 
reviewing  the  scientific  literature,  FDA 
followed  the  standard  mandated  by  ne 
1990  amendments.  However,  the 
strength  and  consistency  of  the  data  in 
these  two  areas  led  the  agency  to  reach 
two  different  conclusions  about 
permitting  health  claims. 

Assessments  of  the  relevtmt  scientific 
data,  in  Federal  Government  reports  and 
other  authoritative  documents,  have 
consistently  concluded  that  dietary  fat 
contributes  to  the  risk  of  cancer  at 
certain  sites.  In  developing  its  proposed 
rule  on  this  relationship  (56  FR  60764). 
the  agency  foimd  that  new  evidence  was 
consistent  with  these  earlier 
conclusions.  Based  on  the  totality  of  the 
evidence.  FDA  concluded  that  diets  low 
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in  total  &t  are  associated  with  a  reduced 
risk  of  some  types  of  cancer. 

In  contrast,  authoritative  scientific 
documents,  including  Federal 
Government  reports,  have  concluded 
that  a  number  of  components  of  diets 
rich  in  fruits,  vegetables,  and  grain 
products  contribute  to  their  beneficial 
effect  on  cancer.  For  example,  in  its 
summary  on  dietary  fiber  and  cancer  in 
the  National  Academy  of  Sciences' 
report  "Diet  and  Health:  Implications 
for  Reducing  Chronic  Disease 
Risk'C'Diet  and  Health")  (Ref.  30),  the 
Committee  on  Diet  and  Health  stated 
that  "[EJven  where  the  evidence  is 
strongest,  it  is  not  possible  to  adequately 
separate  the  effects  of  fibw  from  those 
of  other  components  of  the  diet  (e.g., 
total  calories,  fats,  vitamins,  minerals, 
and  nonnutritive  constituents  of  fruits 
and  vegetables)  and  nondietary  factors 
(e.g.,  socioeconomic  status)."  Similarly, 
"Healthy  People  2000:  National  Health 
Promotion  and  Disease  Prevention 
Objectives"  ("Healthy  People  2000") 
(Ref.  46)  notes  that  recommendations 
from  the  National  Cancer  Institute  (Refs. 
53  through  55).  the  Surgeon  General's 
Report,  the  National  Academy  of 
Sciences'  "Diet  and  Health,"  and 
"Nutrition  and  Your  Health:  Dietary 
Guidelines  for  Americans"  support 
increased  consumption  of  vegetables, 
fi-uits,  and  whole  grains  tnd  cereals 
(Refs.  47, 30,  and  45,  respectively).  In 
developing  its  proposed  rule  on  dietary 
fiber  and  cancer,  the  agency  found  that 
new  evidence  did  not  alter  these  earlier 
conclusions.  Rather,  the  agency  found 
tliat  the  available  scientific  evidence 
was  not  sufficiently  conclusive  or 
specific  for  fiber  per  se  to  justify  a 
health  claim  relating  intake  of  dietary 
fiber  alone  to  reduced  risk  of  cancer. 

5.  Several  comments  stated  that  there 
were  disparities  in  the  agency's 
treatment  of  confounders,  the  weight 
given  clinical  studies,  and  emphasis  on 
animal  studies  between  the  proposed 
rules  on  fat  and  cancer  and  on  fiber  and 
cancOT.  One  comment  stated  that  FDA 
criticized  several  of  the  fiber  and  cancer 
studies  because  it  was  not  possible  to 
separate  the  effiects  of  dietary  fiber  from 
the  effects  of  a  reduced  fat  intake,  but 
that  the  agency  did  not  make  this 
criticism  of  the  fat  and  cancer  studies. 

FDA  disagrees  with  these  comments. 
In  the  fiber  and  cancer  studies  referred 
to  in  the  comment,  dietary  fat  vras 
decreased  and  dietary  fiber  was 
increased;  therefore,  the  effects  could 
not  be  separated.  In  the  majority  of  the 
fat  and  cancer  studies,  however,  dietary 
fat  was  decreased  and  dietary  fiber 
remained  the  same.  Therefore,  the 
reduction  in  risk  of  cancer  observed  in 


these  studies  coiild  not  have  been  due 
to  an  increased  fiber  intake. 

FDA  also  disagrees  that  it  relied 
excessively  on  animal  studies  in  the  fat 
and  cancer  proposal.  As  FDA  noted  in 
the  proposed  regulation  on  dietary  fiber 
and  colon  cancer  (56  FR  60566),  in 
general,  animal  studies  on  fiber  show  no 
consistent  protective  effect.  In  contrast, 
animal  studies  on  fat  and  cancer,  taken 
as  a  whole,  supptort  a  promoting  effect 
of  fat  on  carcinogenesis  at  several  sites 
independent  of  tiie  effect  of  energy 
intaka  Human  studies  on  fat  are  also 
generally  supportive  of  a  promoting 
effect  of  fat  on  carcinogmesis  writh 
respect  to  some  types  of  cancer.  The 
evidence  on  the  relation  between  fat  and 
cancer  is  further  discussed  in  the 
document  "Dietary  Lipids  and  Cancer" 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

6.  One  comment  stated  that  there  are 
several  clinical  studies  on  fiber  and  few 
on  fat  and,  therefore,  the  health  claim 
on  fiber  and  cancer  should  be  approved. 

IHDA  disagrees  with  this  comment. 
The  available  clinical  studies  on  fiber 
investigate  its  relationship  to  precursor 
lesions  such  as  polyps,  dysplasias,  and 
abnormal  cell  morphology  of  the  colonic 
epithelium,  rather  than  to  cancer  itself. 
These  studies  are  difficult  to  interpret, 
because  at  this  time  the  actual  risk 
factora  for  colorectal  cancer  are  still 
incompletely  imderstood.  Moreover,  it 
is  not  known  how  valid  are  markers 
such  as  secondary  bile  acid 
concentration,  fecal  mutagenicity,  fecal 
weight,  fecal  deoxycholic  acid,  and 
activity  of  fecal  bacterial  enzymes  as 
surrogates  for  the  disease  of  colon 
cancer.  Additional  studies  are  needed  to 
establish  which,  if  any,  of  these  facton 
affect  the  development  of  human  colon 
cancer. 

7.  Some  comments  stated  that  FDA 
failed  to  justify  its  rejection  of 
authoritative  Federal  Government 
reports  (specifically.  National  Cancer 
Institute  (NQ)  recommendations 
containing  the  word  "fiber"). 

FDA  does  not  agree  that,  in 
developing  its  proposed  rule  regarding, 
fiber  and  cancer,  it  rejected  conclusions 
of  Federal  Government  reports.  Some 
comments,  by  citing  only  those  portions 
of  dietary  recommendations  that 
include  the  word  "fiber,"  seek  to 
attribute  the  protective  effects  of  diets 
high  in  fiiiits.  vegetables,  and  grain 
products  to  fiber  per  se.  FDA  beUeves 
that  this  emphasis  distorts  the  meaning 
of  sound  dietary  recommendations  by 
failing  to  acknowledge  the  important 
contributions  to  reduced  risk  of  disease 
of  the  wide  variety  of  nutrients  and  non- 
nutritive  substances  present  in  diets 
high  in  fruits.  vegetaUee,  and  grain 


products.  Such  an  emphasis  also 
focuses  attention  away  frt>m  changes  in 
overall  dietary  patterns  and  their 
potential  contribution  to  reducing  risk 
of  chronic  diseases. 

To  date,  neither  the  Surgeon  General's 
Report  on  "Nutrition  and  Health"  (Ref. 
47),  the  National  Academy  of  Sciences' 
"Diet  and  Health"  (Ref.  30).  nor  DHHS* 
"Healthy  People  2000"  (Ref.  46)  has 
foimd  the  scientific  evidence  strong 
enough  to  attribute  the  protective  effiscts 
against  cancer  of  dietary  patterns  high 
in  fi-uits.  vegetables,  and  grain  products 
solely  to  the  fiber  content  of  such  diets. 
The  recommendations  in  the  Surgeon 
General's  Report  (the  Report)  include 
increased  consumption  of  whole  grain 
foods  and  cereal  products,  vegetables 
(including  dried  beans  and  peas)  and 
finits  (Ref.  47).  The  Report  states, 
"While  inconclusive,  some  evidence 
also  suggests  that  an  overall  increase  in 
intake  of  foods  high  in  fiber  might 
decrease  the  risk  for  colon  cancer. 
Among  several  unresolved  issues  is  the 
role  of  various  types  of  fiber,  which 
differ  in  their  effects  on  water-holding 
capacity,  viscosity,  bacterial 
fermentation,  and  intestinal  transit 
time." 

Similarly,  the  National  Researdi 
Council's  "Diet  and  Health" 
recommends.  "Every  day  eat  five  or 
more  servings  of  a  combination  of 
vegetables  and  fruits,  especially  green 
and  yellow  vegetables  and  citrus  fruits. 
Also,  increase  intake  of  starches  and 
other  complex  carbohydrates  by  eating 
six  or  more  daily  servings  of  a 
combination  of  breads,  cereals,  and 
legumes."  (Ref.  30).  The  summary 
concludes: 

Studies  in  various  parts  of  tlie  wcuid 
indicate  that  people  who  habitually  consume 
a  diet  high  in  plant  foods  have  low  risks  of 
atherosclerotic  cardiovascular  diseases, 
probably  largely  because  such  diets  are 
usually  low  in  animal  fat  and  cholesteioL 
Some  constituents  of  plant  foods,  e.g., 
soluble  fil>er  and  vegetable  protein,  may  also 
contribute — to  a  lesser  extent — to  the  lower 
risk  of  atherosclerotic  cardiovascular 
diseases.  The  mechanism  for  the  link 
between  frequent  consumption  of  vegetables 
and  fruits,  especially  green  and  yellow 
vegetables  and  citrus  fruits,  and  decreased 
susceptibility  to  cancera  of  the  lung,  stomach, 
and  latge  intestine  is  not  well  understood 
because  the  responsible  agents  in  these  foods 
and  the  mechanisms  for  their  protective 
efEact  have  not  been  fully  determined. 
However,  there  is  strong  evidence  tliat  a  low 
intake  of  carotenoids,  which  are  present  in 
green  and  yellow  vegetables,  contributes  to 
an  increased  risk  of  lung  cancer.  Fruits  and 
vegetables  also  contain  nigh  levels  of  fiber, 
but  there  is  no  conclusive  eridanca  that  the 
dietary  fiber  ttaelf,  rather  than  other  nutritive 
and  non-nutritive  compoaeots  of  these  foods,- 
exerts  a  protective  effect  against  these 
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cancers.  The  Committee  does  not  recommend 
the  use  of  fiber  supplements. 

"Healthy  People  2000"  (Ref.  46)  notes 
that  recommenaations  from  the  National 
Cancer  Institute,  the  Surgeon  General's 
Report,  the  National  Academy  of 
Sciences'  "Diet  and  Health."  and 
"Dietary  Guidelines- for  Americans" 
support  increased  c^sumption  of 
vegetables,  fruits,  and"  whole  grain 
breads  and  cereals  (Re^.  47.  30,  and  45. 
respectively).         ^-— ^ 

The  agency's  decision  to  prohibit  the 
use  on  the  label  or  labeling  of  foods  of 
health  claims  relating  intaike  of  dietary 
fiber  to  decreased  risk  of  cancer  is 
consistent  with  the  conclusions  of 
Federal  Government  and  other 
authoritative  reports.  Moreover,  the 
agency's  determination  in  this  final  rule 
to  authorize  a  health  claim  relating  diets 
low  in  fat  and  high  in  fiber-containing 
grains,  fruits,  and  vegetables  to  a 
reduced  cancer  risk  is  quite  consistent 
with  the  conclusions  of  these  reports. 

8.  Several  comments  criticized  the 
agency  for  starting  its  review  of  the 
scientific  Uterature  with  consensus 
dociunents  and  Government  reports 
rather  than  conducting  its  own  review 
of  the  older  literature  and,  secondly,  for 
focusing  on  the  scientific  evidence 
concerning  the  relationship  between 
dietary  fiber  and  colorectal  cancer  rather 
than  on  that  between  insoluble  fiber  and 
colorectal  cancer. 

FDA  disagrees  with  these  comments. 
In  evaluating  the  publicly  available 
evidence  for  each  of  the  10  health  claim 
topics,  FDA  reviewed  the  evidence  and 
conclusions  reached  in  several  Federal 
Government  documents  and  in  other 
reports  fitjm  recognized  scientific 
bodies  (56  FR  60566).  These 
authoritative  documents  represent 
comprehensive  reviews  and  evaluations 
of  the  literature  available  at  the  time  of 
their  publication  (generally  from  1987  to 
1989)  and  represent  scientific  consensus 
at  that  time.  Although  the  reports  may 
not  have  referenced  a  particular  study 
described  in  the  comment,  it  is 
improbable  that  the  studies  reviewed  in 
the  reports  missed  an  important  yffect. 

In  preparing  its  proposed  rule,  FDA 
updated  these  reports  by  independently 
reviewing  subsequently  published 
studies.  In  addition,  to  ensiu«  that  its 
review  of  relevant  evidence  was 
complete,  FDA  requested  in  the  Federal 
Register  of  March  28. 1991  (56  FR 
12932).  scientific  data  and  information 
on  the  10  specific  topic  areas.  The 
agency  also  reviewed  and  considered 
comments  received  in  response  to  that 
Federal  Register  notice  in  developing 
its  proposed  rules.  In  reviewing  the 
totality  of  the  publicly  available 


evidence.  FDA  considered  studies  that 
addressed  the  relationship  between 
dietary  fiber  and  colorectal  cancer  and 
those  that  addressed  the  relationship 
between  insoluble  fiber  and  colorectal 
cancer. 

9.  One  comment  questioned  the 
motivation  behind  the  agency's  tentative 
rejection  of  health  claims  for  fiber  and 
cancer.  The  comment  stated  that  the 
National  Cancer  Institute  did  not 
endorse  health  claims  on  dietary 
supplements,  and  stated  that  health 
claims  for  fiber  should  not  be  prohibited 
based  on  a  concern  that  dietary 
supplements  will  be  able  to  bear  claims. 
Comments  from  supplement 
manufactvuers  asserted  that,  if  health 
claims  are  permitted  on  foods 
containing  fiber,  then  fiber  supplements 
should  also  be  permitted  to  carry 
claims.  The  comment  argued  that  there 
is  no  difference  between  fiber  in  foods 
and  fiber  in  supplements  and  that  all 
fiber  supplements  are  safe,  although 
data  were  not  included  to  substantiate 
such  a  claim. 

FDA  does  not  agree  that  its  motivation 
for  rejecting  health  claims  associating 
dietary  fiber  and  reduced  cancer  risk 
was  to  prevent  supplement 
manufacturers  from  making  such 
claims.  As  the  agency's  proposal  makes 
clear,  FDA  tentatively  decided  to  deny 
health  claims  for  dietary  fiber  and 
cancer  because  the  currently  available 
scientific  evidence  is  not  sufficiently 
conclusive  or  specific  for  fiber  per  se  to 
justify  such  a  claim,  not  because  the 
agency  wishes  to  preclude  use  of  such 
a  claim  on  dietary  supplements. 

B.  Comments  Begarding  a  Belationship 
Between  Dietary  Fiber  and  Cancer 

10.  Several  comments  stated  that 
health  claims  for  insoluble  fiber, 
particularly  grain  fiber,  should  be 
allowed.  Another  comment  stated  that 
wheat  bran  and  related  products  that 
affect  gastrointestinal  transit  time  and 
fecal  weight  may  help  prevent  colon 
cancer  when  consumed  with  a  diet  low 
in  satiu-ated  fat  and  high  in  plant  foods. 
This  comment  argued  that  the  fact  that 
animal  studies  show  a  protective  effect 
in  the  colon  by  fibers  with  bulking 
properties  is  more  important  than 
understanding  the  underlying 
mechanism.  'The  comment  stated  further 
that  only  specific  fibers  shown  in 
animal  studies  to  be  protective,  such  as 
whole  grain  wheat,  should  be  permitted 
to  carry  label  claims. 

FDA  disagrees  with  these  comments. 
Animal  data  are  not  consistent  in 
showing  a  protective  effect  for  insoluble 
dietary  fiber.  Indeed,  com  bran,  a 
predominantly  insoluble  fiber  source 
(78  percent  neutral  detergent  fiber),  has 


been  shown  in  three  animal  studies  to 
enhance  chemical  carcinogenesis  in 
rodents  (Refs.  59,  60,  and  61).  While  it 
is  true  that  animal  feeding  studies  using 
wheat  bran  are  the  most  consistent  in 
showing  protective  effects,  animal  data 
cannot  be  applied  directly  to  hiunans. 
Taken  togeUier,  the  evidence  for  a 
significant  role  of  wheat  fiber  in  humans 
is  still  controversial.  The  number  of 
human  studies  breaking  fiber  down  by 
type  (soluble,  insoluble,  etc.)  is  too 
small  to  be  considered  more  than 
preliminary.  Only  two  studies 
published  since  1987  consider  fiber 
type,  while  seven  consider  total  fiber  by 
source  (frTiit,  vegetable,  or  grain),  and 
five  consider  total  dietary  fiber  as  a 
single  entity.  The  authors  of  a  recent 
study  state  in  their  conclusion,  "The 
efficacy  of  grain  fiber  in  reducing  the 
risk  of  colon  and  rectal  cancer  remains 
in  question.  While  our  results  indicate 
some  protective  effect  for  the  colon  for 
grain  fiber,  most  other  studies  do  not 
find  a  grain  effect"  (Ref.  9).  For 
example,  the  1988  study  by  Slattery  et 
al.  (Ref.  40)  found  no  effect  of  grain 
fiber. 

11.  Another  comment  provided  data 
frtjm  an  animal  study  that  showed  that 
wheat  bran  is  superior  to  cellulose  in 
reducing  the  incidence  of  colonic 
tumors  in  rats  treated  with  the  colonic 
carcinogen  1,2  dimethylhydrazine  (Ref. 
67).  The  data  show  that,  even  among 
insoluble  fibers,  differences  exist  in 
their  effects  on  tumorigenesis.  The 
study  also  showed  that  cellulose  was 
more  effective  in  reducing  fecal  bile 
acid  concentrations  compared  to  wheat 
bran,  although  this  difference  was 
apparently  not  statistically  significant. 
Elevated  fecal  bile  acid  concentrations 
are  putative  risk  factors  for  colon 
cancer,  although  in  this  study  the 
cellulose  group,  with  its  lower  fecal  bile 
acid  concentration,  actually  had 
significantly  more  colon  tumors  than 
the  wheat  bran  group.  This  may  further 
call  into  question  the  importance  of 
dilution  of  fecal  bile  acids  by  fiber,  a 
potential  mechanism  of  action  cited  in 
this  and  other  comments. 

FDA  notes  that  such  results  support 
its  tentative  conclusion  in  the  proposed 
rule  that  fibers  (even  insoluble  fibers) 
have  different  effects.  The  importance  of 
bile  acid  dilution  as  a  mechanism  for 
effects  of  fiber  remains  to  be 
determined. 

12.  One  comment  provided  that  the 
1989  study  by  West  et  al.  (Ref.  48), 
reviewed  in  the  proposal,  did  control  for 
micronutrient  intake. 

FDA  agrees  that  this  was  incorrectly 
reported  in  the  proposed  rule. 

13.  A  comment  stated  that  the  1989 
intervention  study  by  DeCosse  et  al  (Ref. 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6.  1993  /  Rales  and  Regulations 


2541 


7)  is  relevant  to  the  fiber^amcer 
relationship. 

FDA  disagrees  with  this  comment 
The  patients  in  this  study  had  no  colons 
and,  therefore,  metabolized  fiber 
differently  and  developed  lesicMis  at  a 
different  site  from  colon  cancer  patients. 
For  these  reasons,  FDA  believes  that  this 
study  does  not  contribute  to 
understanding  the  fiber-cancer 
relationship. 

14.  A  comment  cited  the  study  of 
Rosen  et  al.  (Ref.  37)  to  support  the  role 
of  grains  in  reducing  the  risk  of  colon 
cancer. 

FDA  disagrees  with  this  comment 
The  comment  did  not  mention  that  the 
refarpnced  study  examined  mortality 
daU  from  1969  to  1978  and  surveyed 
food  expenditures  for  1978  only.  Thus, 
the  individuals  who  died  of  colon 
caiacer  had  been  dead  for  up  to  10  years 
when  the  food  expenditiue  data  was 
collected.  It  is  a  weakness  of  this  study 
that  only  a  single  year's  food  survey 
(1978)  data  were  used,  while  mortality 
figures  from  the  previous  10  years  are 
incorporated.  It  is  possible  that  this  type 
of  food  data  collection  would  accurately 
reflect  the  diet  of  the  group  which  died 
from  colon  cancer  up  to  10  years  earlier. 

15.  Several  comments  stated  that 
studies  with  statistically  insignificant 
but  generally  favorable  results  should  be 
regarded  as  supportive  of  the 
relationship  between  fiber  and  cancer 
risk  reduction. 

FDA  disagrees  with  this  comment. 
Lack  of  statistical  significance  indicates 
that  such  findings  could  have  arisen  by 
chance  and  thus  cannot  be  used  to 
support  a  causal  relationship. 

16.  One  comment  stated  that 
overestimation  of  fiber  intake  (by 
inaccurate  dietary  or  analytical 
methods)  will  result  in  imderestimation 
of  risk  reduction. 

FDA  disagrees  with  this  comment 
Fiber  consumption  may  be 
overestimated  by  a  consistent  fector  in 
both  the  control  and  cancer  groups. 
Such  overestimation  would  have  the 
effect  of  multiplying  the  intake  of  both 
groups  by  a  common  factor;  for 
example,  it  could  increase  the  intake  in 
both  groups  by  30  percent.  The 
differences  between  groups  would  also 
be  multiplied  by  this  common  fector, 
and  should  be  no  less  readily  apparent 
than  withotit  this  factor  of 
overestimation,  provided  fiber  intake  is 
overestimated  in  each  group  to  the  same 
extent  Only  if  fiber  intake  were 
consistently  overestimated  in  the  cancer 
group,  but  not  in  the  omtrol  group, 
would  there  be  an  apperwit  reduc^n  ot 
a  protective  effect  Because  the  same 
survey  and  Mialytkal  malhods  were 


applied  to  both  groups,  diis  seems  an 
unlikely  occurroice. 

FDA  recognizes  that  imprecise 
measures  of  fiber  intake  will  usually 
tend  to  reduce  associations  betwe«i 
fiber  intdte  and  risk.  Imprecise 
measurements  do  not  necessarily  result 
in  overestimation  of  fiber,  but  merely 
inaccuracy  in  reporting  the  fiber  contmat 
of  cOTtain  foods.  Lack  of  accuracy  will 
hinder  demonstntfion  of  a  true 
relationship  if  one  indeed  exists 
between  fiber  and  colon  cancer  riric 
reduction. 

17.  One  comment  noted  that  lack  of 
a  known  mechanism  of  action  for  the 
putative  effects  of^fibw  in  colon  cancer 
risk  reduction  should  not  prevent  the 
acceptance  of  claims  of  fiber's 
usefulness  for  this  piirpose.  The 
comment  made  an  analogy  to  drugs, 
arguing  that  they  are  often  approved 
simply  on  evidence  of  efficacy,  without 
clear  knowledge  of  their  mechanism  of 
action. 

FDA  does  not  believe  that  the 
comparison  to  drug  approval  is  apt 
Drugs  are  substances  of  known  chemical 
composition.  In  contrast  it  is  not  known 
what  fiber  component  or  compcments 
may  be  responsible  for  the  effects 
observed  in  some  ^idemiological 
studies.  Fiber  is  a  complex  mixture  of 
cellulose,  hemicellulose,  pectic 
substances,  or  other  polysaccharides. 
Some  of  these  materials,  when  isolated, 
have  been  found  to  promote  rather  than 
inhibit  chemical  carcinogenesis  in 
rodents.  Certainly  it  has  not  be«a 
established  which  of  the  c(Mnponents 
(all  of  which  are  types  of  "fiber")  may 
reduce  the  risk  of  colon  cancer  in 
humans.  Thus,  more  is  at  issue  here 
than  the  mechanism  of  action:  the 
identity  of  the  actual  active  agent  if 
any,  is  also  obsciire. 

18.  One  comment  noted  that  fat  and 
fiber  intake  correlate  inversely  with  one 

'  another  in  many  studies,  and  that  this 
correlation  is  ohea  statistically 
significant 

FDA  notes  that  correlations  between 
two  dietary  variables  within  a  study  do 
not  demonstrate  that  either  is  causally 
related  to  the  study  endpoint  (cancer). 
Rather,  the  two  measures  are  merely 
associated  vrith  one  another,  in  suoi  a 
way  that  when  one  increases,  the  other 
decreases,  and  vice  versa.  Thnefore, 
such  a  finding  does  not  imply  that 
increased  fiber  intake  is  caunlly  related 
to  decreased  cancer  inddotce. 

19.  A  comment  noted  that  increasing 
fiber  intake  may  promote  decreased 
energy  intake  and  that  adding  fiber  in 
purified  form  to  foods  is  not  known  to 
be  harmful.  The  comment  cited  a  13* 
week  study  of  oat  hull  feeding  in  rats  as 
support 


FDA  disagrees  vrith  this  conunmt  and 
notes  that  decreased  enetK/  intake  in 
response  to  high  fiber  intake  has  not 
been  shown  consistently  in  all  animal 
studies  in  which  fiber-fed  poups 
generally  had  similar  body  weights 
compared  to  no-fiber  groups.  FDA  also 
disagrees  with  the  broad  statement  that 
adding  purified  fiber  to  foods  is  not 
known  to  be  harmful.  A  13-week  study 
dealing  with  one  specific  type  of  fiber 
is  not  sufficiently  long  to  address 
chronic  safety  iMues  about  all  types  of 
fiber.  Nor  wwe  the  full  battery  of 
toxicological  endpoints  customarily 
examin^  in  safety  evaluations 
performed  in  this  study. 

C.  Food  Claims  Versus  Nutrient  Claims 

In  Its  proposed  rule,  FDA  roecifically 
requested  comments  on  how  best  to 
inform  consumers  of  the  general  dietary 
guidance  to  increase  consumption  of 
fruits,  vegetables,  and  whole  grain 
products  that  are  rich  sources  of  dietary 
fiber  and  other  nutrients.  In  response  to 
this  request,  FDA  received  a  wide  range 
of  comments  expressing  strong  ^pport 
fbr  health  claims  for  foods  rather  than 
only  for  specific  nutrients.  National 
cancer  research  and  health 
organizations,  consumers,  and 
consumer  advocacy  groups 
recommended  allowing  claims  for 
whole  foods.  Several  comments  from 
the  food  industry  also  supported  health 
claims  for  whole  foods.  These 
comments  are  siunmarized  below. 

20.  Many  comments  supporting 
health  claims  for  foods  recommended 
that  only  those  foods  high  in  fiber 
should  be  permitted  to  carry  a  claim  and 
that  claims  should  not  be  allowed  if 
they  give  the  impression  that  dietary 
fiber,  as  a  single  nutrient,  is  responsible 
for  the  reduction  in  cancer  risk 
associated  with  diets  high  in  fruits, 
vegetables,  and  grain  products. 

FDA  agrees  with  this  comment  that  a 
health  claim  should  not  give  the 
impression  that  a  single  nutrient  is 
responsible  for  the  reduction  in  cancer 
risk.  Where  the  evidence  is  strongest,  it 
is  not  possible  to  separate  the  effects  of 
fiber  from  those  of  other  components  ot 
the  diet,  such  as  fet  total  calories,  and 
vitamins. 

21.  Another  comment  stated  that 
because  the  public  is  advised  to  increese 
its  daily  intake  of  dietary  fiber,  FDA 
should  "exert  control  where  it  is 
needed"  to  avoid  abusive  use  of  fiber  in 
foods  and  supplements.  The  commsot 
stated  that  specific  foods  (e.g.,  no-fiber 
foods  to  which  fiber  is  added)  and  fiber 
supplements  should  not  be  allowed  to 
bear  health  claims. 

FDA  has  determined  that  a  health 
claim  relating  dietary  fiber  to  cancer  is 
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not  supported  by  the  totality  of  the 
publicly  available  sdentific  evidence. 
The  claim  that  the  agency  is  authorizing 
deals  instead  with  diets  high  in  fruits, 
vegetables,  and  grain  products  and  may 
be  carried  by  fruits,  vegetables,  and 
grain  products  that,  without 
fortification,  qualify  as  "good  sources" 
of  dietary  fiber.  This  claim  respects  the 
state  of  the  scientific  evidence:  it  does 
not  represent  a  position  that  other  foods, 
including  supplements,  may  not  be  able 
to  bear  a  fiber /cancer  claim  in  the    ^ 
futiire,  should  appropriate  evidence 
demonstrating  tne  vuidity  of  such  a 
claim  be  brought  to  the  agency's 
attention. 

22.  Other  comments  supported 
narrowly  worded  statements  concerning 
overall  diets  and  their  effect  on  risk  of 
cancer. 

FDA  agrees  vtrith  this  comment  that  a 
health  claim,  as  outlined  in  the  final 
rule,  *  Labeling;  General  Requirements 
for  Health  Qaims  for  Food,"  should  be 
stated  in  context  of  the  total  diet. 
Certain  statements  about  overall  diets 
and  thai;  effects  on  disease  or  health- 
related  conditions  would  be  considered 
dietary  guidance  and  not  regulated  as 
health  claims.  In  this  rule,  FDA  is 
authorizing  a  reference  to  certain 
substances  (fat  and  fiber)  as  part  of  a 
statement  relating  diets  high  in  fniHs. 
vegetables,  and  grain  products  to  cancer 
risk. 

23.  Some  comments  stated  that,  if 
claims  are  allowed  for  fiber-containing 
foods,  the  fat  content  should  be 
disclosed  on  the  label. 

FDA  shares  the  comments'  concern 
about  the  fat  content  of  foods  bearing 
the  authorized  claim.  For  a  food  to 
qualify  for  a  health  claim  under 
§  101.78,  it  must  meet  the  requirements 
for  a  "low  fat"  food  as  defined  under 
§101.62. 

24.  Some  comments  provided 
recommendations  for  developing 
regulatory  criteria.  For  example,  several 
comments  stated  that  all  foods,  whether 
fresh  or  processed,  should  meet  the 
same  standards.  Other  comments  stated 
that  fiber-only  products  should  be 
carefully  evaluated  to  ensure  that  they 
qualify  as  foods  according  to  criteria 
defined  in  the  proposed  regulations. 

FDA  notes  new  §  101.76rc)(2)(ii) 
contains  the  criteria  that  food  must  meet 
to  qualify  for  the  authorized  health 
claim.  A  food  must  be  or  contain  a  fruit, 
vegetable,  or  grain  product:  must  be 
"low  fat;"  and  must  be  a  "good  source" 
of  fiber. 

25.  Several  comments  noted  that  FDA 
acknowledges  that  virtually  all  dietary 
guidelines  for  Americans  have 
encouraged  consumption  of  fiber-rich 
foods,  including  whole  grain  cereals. 


fruits,  and  vegetables,  and  that 
comprehensive  government  reviews  and 
other  reviews  by  recognized  scientific 
bodies  have  concluded  that  dietary 
patterns  that  include  fiber-rich  foods  are 
associated  with  reduced  risk  of 
colorectal  cancer,  coronary  heart 
disease,  and  other  chronic  diseases.  The 
comment  asserted  that  FDA  should 
authorize  the  use  of  health  claims  for 
the  relationship  between  dietary  fiber 
and  cancer. 

FDA  disagrees  that  the  evidence  is 
sufficient  to  support  a  claim  that  dietary 
fiber,  as  a  single  nutrient,  is  responsible 
for  the  reduction  in  cancer  risk. 
However,  FDA  is  authorizing  a  claim 
relating  diets  high  in  fiber-containing 
grain  products,  fruits,  and  vegetables  to 
reduced  cancer  risk. 

26.  The  American  Cancer  Society 
commented  that  it  is  imclear  what 
aspect  of  fiber-rich  foods  reduces  the 
rislc  of  colorectal  cancer.  According  to 
the  American  Cancer  Society,  the 
evidence  does  show,  however,  that 
fiber-rich  diets  reduce  the  risk  of  cancer. 
In  its  nutrition  guidelines,  the  Society 
recommends  that  people  "eat  more  high 
fiber  foods,  such  as  wnole  grain  cereals, 
legumes,  vegetables,  and  fruits."  This 
recommendation  emphasizes  the 
importance  of  the  total  diet  rather  than 
inaividual  components  of  it.  The 
American  Cancer  Society  recommended 
the  use  of  a  general  food  claim  at  the 
point  of  purchase  that  does  not  mention 
fiber  or  specific  cancer  sites.  The 
comment  stated  further  that,  although 
the  American  Cancer  Society  does  refer 
to  the  cancer  prevention  possibilities  of 
fiber-rich  fooas  in  its  educational 
materials,  the  American  Cancer  Society 
does  not  think  this  reference  should  be 
stated  on  food  labels,  because  it  is  still 
imclear  which  qualities  of  such  foods 
actually  reduce  cancer  risk.  For 
example,  many  fiber-rich  foods  are  also 
low  in  fat  and  high  in  antioxidant 
vitamins.  The  American  Cancer  Society 
believes  that  if  a  claim  is  allowed,  it 
should  not  be  used  on  food  labels  unless 
the  food  meets  the  requirements  for  a 
"high  fiber"  nutrient  content  claim. 

The  National  Cancer  Institute 
supports  the  use  of  health  claims  on 
whole  foods  and  diets  high  in  fiber- 
containing  foods  and  low  in  fat.  Their 
comment  stated  that  there  is  substantial 
and  sufficient  evidence  that 
consumption  of  diets  high  in  fruits, 
vegetables,  and  cereal  grains  are 
associated  with  the  reduced  risk  of  some 
types  of  cancer,  particularly  colorectal 
cancer.  The  National  Cancer  Institute 
recommended  that  the  statement  "high 
fiber  diets"  or  some  similar  term  be 
included  in  the  label  claim.  In  contrast 
to  the  American  Cancer  Society,  the 


National  Cancer  Institute  also 
recommended  that  only  foods  that 
contain  naturally  occurring  fiber  be 
allowed  to  carry  a  claim  relating 
consumption  of  vegetables,  fruits,  and 
grain  products  to  reduced  risk  of  cancer. 
The  comment  stated  that  there  is  no 
agreement  among  scientific  experts  that 
fiber  from  fortified  foods  and 
supplements  has  a  similar  protective 
effect.  In  addition,  the  National  Cancer 
Institute  expressed  safety  concerns 
relative  to  the  consumption  of  large 
amounts  of  fiber  from  a  single  dietary 
source. 

FDA  agrees  that  dietary  patterns  with 
higher  intakes  of  vegetables  (including 
legumes),  fruits,  and  whole  grains  are 
associated  with  a  reduced  risk  of  some 
types  of  cancer  (see  Refs.  15,  and  21 
through  23  in  the  proposed  rule  (56  FR 
60566]  and  Ref.  56  in  this  document). 
Although  the  specific  roles  of  the 
numerous  potentially  protective 
substances  in  plant  foods  are  not  yet 
understood,  populations  with  diets  rich 
in  these  foods  experience  many  health 
advantages,  including  lower  rates  of 
some  cancers.  Currently,  there  is  not 
scientific  agreement  about  whether  the 
observed  protective  effects  against 
cancer  are  due  to  a  combination  of  the 
nutrient  components  of  the  foods, 
including  fiber,  to  other  components  of    ^ 
the  diet  (for  example,  minerals, 
vitamins,  etc.),  or  to  displacement  of 
other  foods  in  fiber-rich  diets  (for 
example,  replacement  of  meats,  fats). 
Rather,  the  evidence  currently 
demonstrates  that  it  is  the  dietary 
pattern,  and  not  a  single  nutrient,  that 
is  important  in  the  reduction  in  risk  of 
diseases  such  as  cancer.  If  the  scientific 
evidence  were  sufficient  to  support  a 
health  claim  regarding  the  relationship 
between  dietary  fiber  and  cancer,  no 
distinction  would  be  made  between 
"naturally  occurring"  fiber  and  fiber 
supplements.  The  final  rule  on  general 
requirements  for  health  claims, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  treats  dietary 
supplements  and  conventional  foods 
consistently. 

ni.  Review  of  the  Recent  Scientific 
Evidence 

A.  Human  Studies 

FDA  has  reviewed  studies  that 
became  publicly  available  after  the 
publication  of  its  proposed  rule  and 
data  submitted  as  comments.  These 
studies  are  summarized  in  Table  1. 

A  case  control  study  by  Soltero  et  al. 
(Ref.  56)  in  Puerto  Rico  focused  on  prior 
cholecystectomy  as  a  risk  factor  for 
right-sided  colon  cancer.  A  food 
frequency  questionnaire  was  also 
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administered  to  the  subjects  (or  next  of 
kin,  if  subjects  were  deceased). 
Cholecystectomy  was  confirmed  to  be  a 
significant  risk  factor  for  right-sided 
colon  cancer.  Subjects  with  cancer 
reported  consumption  of  significantly 
more  meat  and  poultry  and  less  fiber  (as 
crude  fiber)  and  vegetables  than 
controls.  Difiiarences  in  £at  intake  were 
not  statistically  significant.  It  was  not 
clear  &t>m  the  report  if  fiber  included  all 
sources  of  fiber  or  only  cereal  fiber.  A 
protective  effect  was  also  seen  for 
vegetables;  it  cannot  be  determined 
whether  the  effect  reported  for  fiber  was 
due  to  fiber  itself  or  to  other  nutrient 
constituents  of  fiber-containing  foods. 
Giovannucd  et  al.  (Ref.  62)  studied  a 
cohort  of  49,296  U.S.  health 
professionals,  40  to  75  years  of  age.  for 
2  years.  The  authors  recorded  diet  by 
questionnaire  and  assessed  colonic 
adenoma  incidence  based  on 
sigmoidoscopy  biopsy  reports.  Intake  of 
animal  fat  was  found  to  be  positively 
associated  with  polyp  incidence.  Fiber 
from  either  fruits,  vegetables,  or  grains 
were  all  significantly  protective, 
whether  measured  as  crude  fiber  or 
dietary  fiber.  Vegetable-associated 
nutrients  (potassium,  ^-carotene, 
vitamins  C  and  E)  were  also  protective, 
but  in  a  combined  statistical  analysis 
they  did  not  account  for  the 
independent  effect  of  fiber.  Three 
factors  limit  the  applicability  of  these 
findings.  (1)  The  total  Cat  intake  of  most 
of  the  subjects  was  low  by  general 

f>opulBtion  standards;  (2)  right-sided 
esions  in  the  colon  were  not 
considered,  and  therefore  no 
conclusions  can  be  drawn  about  right- 
sided  colon  cancer  from  these  data;  and 
(3)  all  of  the  study  subjects  were  men. 
A  large  cohort  study  involving  U.S. 
nurses,  the  majority  of  whom  were 
female,  published  in  1990,  showed  no 
protective  effect  of  fiber  or  its 
components  on  colon  cancer  (Ref.  49). 
Giovannucci  et  al.  do  not  address  the 
differences  between  these  two  studies. 
Kune  et  al.  (Ref.  63)  studied  dietary 
factors  in  a  case-control  study  of  colonic 
polyp  patients.  Forty-nine  patients  with 
histologically  confirmed  colonic  polyps 
(greater  than  1  centimeter  in  size)  were 
interviewed  about  their  dietary  practices 
fit>m  the  previous  20  years.  Interview 
results  were  compared  with  those  of  727 
commimity  controls.  Consumption  of 
fiber  and  vegetables  was  assodated  with 
a  significantly  reduced  relative  risk  (in 
both  sexes)  of  polyps,  while 
consumption  of  milk,  beef,  and  beer 
were  all  associated  with  significantly 
increased  risk  (in  males  only).  The 
study  combines  fiber  and  vegetable 
consumption,  making  it  difficult  to 
assess  any  independent  role  of  fiber. 


Micronutrient  intake  from  vegetables 
(except  vitamin  Q,  exercise,  and  total 
enerj^  intake  are  potential  confounding 
variables  that  were  not  controlled. 

Gregoire  et  al.  (Ref.  64)  examined 
rectal  cell  proUferation.  facal  bile  add 
concentration,  and  facal  pH  in  a  5-day 
feeding  study  in  normal,  nealthy 
voltmteers.  &t>ups  of  10  or  11  subjects 
consumed  either  a  low  fat^low  fiber,  low 
fat/high  fiber,  high  fat/low  fiber,  or  high 
fat/high  fiber  diet.  Fiber  was  derived 
fit>m  a  bread  containing  43  percent 
wheat  bran.  45  percent  wheat  flour,  and 
2  percent  gam  tragacanth  as  fiber 
sources.  Approximately  41  grams  (g)  per 
(/)  day  of  fiber  were  consimied  in  the 
high-fiber  groups,  versus  6  to  7  g/day  in 
low  fiber  groups.  Statistical  analysis  for 
main  effects  of  fiber  on  labeling  index, 
facal  pH.  and  fecal  bile  acid 
concentration  revealed  no  statistically 
significant  effects. 

Entry  of  fiber  into  the  colon 
influences  short-chain  fatty  add 
production.  Cell  culture  studies  have 
suggested  that  altered  concentrations  of 
short-chain  fatty  adds  within  the  colon 
may  influence  colonic  cardnogenesis. 
Butyrate  production  may  be  especially 
protective.  Clausen  et  al.  (Ref.  65) 
studied  fecal  short-chain  fetty  add 
composition  in  16  controls.  17  patients 
with  resected  adenomatous  polyps,  and 
17  patients  with  resected  colonic 
cancer.  An  analysis  of  fresh  feces  fit)m 
the  three  groups  revealed  no  significant 
differences  in  types  or  relative  amoimts 
of  fecal  short-chain  fatty  adds.  Feces 
were  also  incubated  in  vitro  for  6  to  24 
hours  with  added  boluses  of  wheat  bran 
or  psyllium.  Under  these  conditions, 
relatively  less  butyrate  was  produced  by 
inocula  from  adenoma  and  cardnoma 
patients.  The  authors  propose  that 
reduced  butyrate  production  in  patients 
may  be  of  significance  in  the  etiology  of 
the  neoplasms,  although  the  butyrate 
content  of  the  feces  fit)m  cases  was 
similar  to  that  of  control  subjeds  when 
not  incubated  in  vitro.  It  cannot  be 
determined  whether  the  same  effeds  in 
the  in  vitro  incubations  would  occur  in 
vivo  if  the  subjects  were  fad  wheat  bran 
or  psyllium.  The  role  of  butyrate  and 
other  short-chain  fetty  adds  in  human 
colon  carcinogenesis  has  not  been 
clearly  established. 

McGarrity  et  al.  (Ref.  66)  studied  the 
effeds  of  fat  and  cellulose  fiber  on  the 
growth  and  biochemical  charaderistics 
of  two  human  colon  cancer  cell  lines 
implanted  subcutaneously  in  nude 
mice.  Mice  received  either  a  low  fat/low 
fiber  diet,  a  high  fat/low  fiber  diet,  or  a 
high  fat/high  fiber  diet.  The  added 
cellulose  tended  to  eliminate  the 
growth-enhandng  properties  of  a  high 
fet  diet,  but  the  effects  were  not 


stati^cally  significant  Differences  in 
weight  gain  among  the  di^rent  groups 
at  least  partially  explained  the 
difiiarences  in  tumor  growth  observed. 
Results  with  implanted  txuiors  at  a 
noncolonic  site  cannot  be  diredly 
generalized  to  spontaneous  colon 
tiunors,  which  are  exposed  to  the 
colonic  contents  as  well  as  to  the 
systemic  blood  supply. 

Reduced  facal  bife  add  content  is 
thought  to  be  a  benefidal  fador  for 
colon  cancer  risk.  One  comment 
described  preliminary  results  of  a 
himian  dietary  intervention  study  (Ref. 
58)  in  this  area  that  has  not  yet  been 
published.  In  this  study,  female  subjects 
consumed  wheat,  com,  or  oat  bran 
supplements  in  addition  to  their  usual 
diets.  Fecal  bile  adds,  neutral  sterols, 
and  fecal  enzymatic  activities  of 
enzymes  that  produce  fecal  mutagens  or 
carcinogens  were  measured  before  and 
after  the  intervention.  Wheat  bran 
supplementation  reduced  the  activity  of 
all  four  "risk  fador"  enzymes  studied, 
while  oat  bran  produced  significant 
reductions  in  three  of  four  enzymes,  and 
com  bran  produced  significant 
redudions  in  only  two  of  four. 
Alterations  in  stool  weight  are  probably 
responsible  for  some  of  these  changes. 
Wheat  bran  supplementation 
significantly  reduced  total  and 
secondary  bile  acid  concentration  in 
feces,  while  oat  bran  and  com  bran  did 
not. 

B.  Conclusions  From  New  Studies 

These  additional  studies  provide 
further  data  on  the  possible  link 
between  consumption  of  dietary  fiber 
consimiption  and  reduced  risk  of  colon 
cancer.  With  the  exception  of  the  study 
by  Giovannucd  et  al.  (Ref.  62),  none  of 
the  studies  provides  evidence  of  an 
independent  contribution  of  fiber  itself 
(distind  from  its  presence  in  food)  to 
risk  reduction.  Rather,  the  studies  show 
a  relationship  between  diets  rich  in 
fiber-containing  foods  and  reduced  risk 
of  cancer.  The  Giovannucd  et  al.  study 
is  limited  in  its  applicability,  however. 
as  only  lesions  of  the  descending  colon 
were  considered,  and  the  subjects  were 
men  who  already  consumed  a  diet  lower 
in  fat  and  higher  in  vegetables  than  a 
typical  U.S.  diet. 

The  preliminary  results  of  Reddy's 
study  (Ref.  58)  on  the  effects  of  amount 
and  type  of  dietary  fiber  on  colonic 
baderial  enzymes  and  bile  adds  in 
humans  support  FDA's  observations 
that  insoluble  fiber  has  not  consistently 
been  shown  to  be  the  protective  fiber 
fi«ction.  Wheat  bran  and  com  bran 
(both  largely  insoluble  fibers)  exerted 
opposite  emds  in  this  risk  fador  study, 
as  they  do  in  most  published  animal 
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carcinogenesis  studies.  It  must  also  be 
noted  that  the  risk  factors  measured  in 
this  study  have  only  postiilated 
significance  in  the  etiology  of  human 
colon  cancer  at  the  present  tim& 
Although  the  current  scientific 
evidence  does  not  support  a  specific 
health  claim  for  dietary  fiber  and 
reduced  li^  of  cancer,  the  data  do 
support  a  relationship  between  diets 
high  in  fiber-rich  foods  and  low  in  fat 
and  a  reduced  risk  of  some  forms  of 
cancer.  Therefore,  as  discussed  below, 
FDA  will  allow  a  health  claim  on 
vegetables,  fruits,  and  grain  products 
relating  diets  high  in  these  foods  to  a 
reduced  risk  of  cancer,  and  specifying 
that  these  foods  contain  dietary  fiber. 

IV.  Decision  to  Deny  a  Health  Claim 
Relating  Dietary  Fiber  to  a  Reduced 
Risk  of  Cancer 

Overall,  the  currently  available 
scientific  evidence  is  not  sufficiently 
conclusive  or  specific  for  fiber  per  se  to 
justify  use  of  a  nealth  claim  relating  the 
intake  of  dietary  fiber  to  a  reduced  risk 
of  cancer.  A  major  limitation  in 
designing  and  evaluating  research 
studies  has  been  the  need  for  better 
defined  measures  of  dietary  fiber  and 
standardized  descriptions  for  source, 
type,  and  amoimt  of  dietary  fiber. 
Commonfy  used  analytical 
methodologies  do  not  detect  many  of 
the  characteristics  that  may  vary  among 
fibers  and  that  may  be  related  to 
biological  function  (e.g.,  particle  size, 
chemical  composition,  water-holding 
capacity).  The  inability  to  detect  many 
of  the  differences  among  fibers  and  the 
general  lack  of  clear  evidence  as  to  the 
mechanisms  of  action  of  fibers  raise 
questions  about  the  ability  of  commonly 
used  analytical  measures  of  dietary  fiber 
to  adequately  predict  biological  actions 
of  specific  fibers.  Therefore,  for  these 
reasons,  new  §  101.71(a)  is  added  to 
reflect  FDA's  decision  not  to  authorize 
use  of  a  health  claim  relating  dietary 
fiber  to  a  decreased  risk  of  cancer. 

FDA's  decision  is  consistent  with 
recent  recommendations  in  the  Institute 
of  Medicine's  report  "Nutrition 
Labeling:  Issues  and  Directions  for  the 
1990s"  (Ref.  57).  This  report  notes  that 
there  has  been  great  interest  in  the 
specific  effects  of  dietary  fiber  on 
several  chronic  diseases.  According  to 
the  report,  the  strongest  argument  for  an 
increased  consumption  of  dietary  fiber 
is  the  important  contribution  it  makes  to 
normal  bowel  function.  Qear  scientific 
associations  of  fiber  intake  with  the 
incidence  of  cancer  have  not  been  made. 
The  report  indicates  that  one  reason  for 
this  may  be  the  difficulty  in  designing 
appropriate  experiments  to  test 
specifically  for  the  effect  of  dietary  fiber. 


Foods  high  in  dietary  fiber  are  also 
generally  low  in  calories  and  total  and 
saturated  fattv  acids  and  devoid  of 
cholesterol;  thus,  determination  of  a 
specific  fiber  effect  in  a  feeding  study  is 
difficult.  Moreover,  according  to  the 
report,  foods  have  a  variety  of  fiber 
components  and  each  may  have 
different  actions.  Chemically  and 

Ehysiologically,  cellulose,  lignin, 
emicellulose.  pectin  and  alginate  (all 
relatively  piuified  fiber  types)  behave 
differently.  Wheat  bran,  oat  bran,  and 
rice  bran  (all  heterogenous  mixt\u«8  of 
fibers)  are  not  simil^  in  composition.  It 
is  also  very  difficult  to  analyze  dietary 
fiber  chemically,  and  thus  it  is  hard  to 
correlate  the  role  of  specific  fiber 
components  to  health  effects  (Re£s.  30 
and  57). 

Therefore,  FDA  is  not  authorizing  the 
use  on  the  labels  and  labeling  of  foods 
of  health  claims  relating  to  an 
association  between  the  ingestion  of 
dietary  fiber  and  a  reduction  in  the  risk 
of  cancer.  In  reaching  this  decision,  the 
agency  considered  aU  comments 
received  in  response  to  its  proposed  rule 
(56  FR  60566),  and  reviewed  the 
scientific  hterature  that  became  publicly 
available  after  the  proposal's 
publication  and  data  submitted  with 
comments. 

V.  Decision  to  Allow  a  Health  Claim  on 
Foods  Relating  Diets  Low  in  Fat  and 
High  in  FiberOmtaining  Grain 
Products,  Fruits,  and  Vegetables  to  a 
Reduced  Risk  of  Cancer 

FDA  has  reviewed  nimierous 
authoritative  documents,  including 
Federal  Government  reports,  as  well  as 
recent  research  on  dietary  fiber  and 
cancer  risk.  In  addition,  the  agency 
considered  all  comments  received  in 
response  to  its  proposed  rule.  The 
agency  has  concluded  that  the  publicly 
available  scientific  evidence  supports  an 
association  between  diets  low  in  fat  and 
high  in  fiber-containing  grain  products, 
fiuits,  and  vegetables  and  reduced  risk 
of  cancer. 

FDA  agrees  with  the  comments  that 
argue  that  dietary  patterns  that  are  low 
in  fat  and  high  in  fiber-containing  grain 
products,  friiits,  and  vegetables 
(including  legumes),  are  associated  with 
a  decreased  risk  of  some  types  of  cancer. 
Although  the  specific  role  of  total 
dietary  fiber,  fiber  components,  and  the 
multiple  nutrients  and  other  substances 
contained  in  these  foods  are  not  yet 
fully  imderstood,  many  studies  have 
shown  that  diets  high  in  fiber- 
containing  foods  are  associated  with 
reduced  risk  of  some  types  of  cancer. 

Thus,  the  conclusion  that  diets  low  in 
fat  and  high  in  fiber-containing  grain 
products,  fruits,  and  vegetables,  foods 


also  generally  low  in  itt.  are  associated 
with  a  reduced  risk  of  cancer  is 
consistent  with  the  available  scientific 
evidence.  As  discussed  in  the  final  rule 
on  general  requirements  for  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  statements 
about  good  nutrition  that  do  not 
expressly  or  by  implication  refer  to  a 
substance  are  considered  dietary 
guidance  and  not  health  claims.  In  this 
rule,  FDA  is  authorizing  the  inclusion  of 
a  reference  to  dietary  fiber  in  a 
statement  about  the  value  of  grain 
products,  frwts,  and  vegetables  in 
reducing  cancw  risk.  Thus,  the  health 
claim  permitted  under  this  regulation  to 
be  used  on  the  label  or  labeling  of 
certain  foods  associates  diets  low  in  fat 
and  high  in  fiber-containing  grain 
products,  vegetables,  and  fruits  with  a 
reduced  risk  of  some  cancers. 

VI.  Description  of  and  Rationale  for 
Components  of  the  Health  Qaim. 

A.  Relationship  and  Significance 
Statements 

In  new  8 101.76(a),  the  summary  of 
the  relationship  between  diets  hi^  in 
fiber-containing  grain  products,  fruits, 
and  vegetables  and  reduced  cancer  risk 
is  consistent  with  the  conclusions 
reached  in  the  review  of  the  scientific 
evidence.  It  is  not  known  whether  it  is 
fiber,  per  se,  or  some  other  substance  in 
fruits,  vegetables,  and  grain  products 
that  functions  as  the  protective  agent; 
or,  if  it  is  fiber,  what  types  and 
characteristics  of  the  heterogeneous 
family  of  fiber  compounds  are  most 
beneficial.  Yet,  because  of  the 
usefulness  of  dietary  fiber  in  identifying 
the  types  of  foods  most  likely  to 
correlate  with  reduced  cancer  risk,  fiber 
is  specifically  identified  as  being 
characteristic  of  the  protective  dietary 
pattern.  Thus  fiber  can  serve  as  the 
identifying  marker.  Other  components 
of  the  relationship  statement,  for 
example,  risk  factors,  have  been 
indicated,  as  in  other  authorized  health 
claims. 

New  §  101.76(b),  on  the  significance 
of  the  relationship  between 
consumption  of  diets  low  in  fat  and 
high  in  fiber-containing  grain  products, 
fruits,  and  vegetables  and  reduced  risk 
of  cancer,  includes  the  information  that 
U.S.  diets  tend  to  be  high  in  fat  and  low 
in  grains,  fruits,  and  vegetables.  A 
discussion  of  current  dietary  guidelines 
on  recommended  servings  of  grain 
products,  fruits,  and  vegetables  is  also 
provided. 

B.  Nature  of  the  Claim 

In  new  $  101.76(c)(2)(i).  FDA  is 
authorizing  a  health  claim  relating 
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substances  in  diets  low  in  fiit  and  high 
in  fiber-containing  grain  products, 
fruits,  and  vegetables  to  reduced  risk  of 
cancer.  In  new  $  101.76(c)(2)(i)(A),  the 
agency  is  requiring,  consistent  with 
other  authorized  claims,  that  the 
relationship  be  qualified  with  the  terms 
"may"  or  "might."  These  terms  are  used 
to  indicate  that  not  all  persons  can 
necessarily  expect  to  benefit  from  these 
dietary  changes. 

In  new  §  101.76(c)(2)(i)(B).  the  agency, 
consistent  with  other  authorized  claims, 
is  requiring  that  the  claim  not  indicate 
that  all  cancers  may  be  affected,  but 
rather  that  the  risk  of  "some  types  of 
cancer"  or  "some  cancers"  may  be 
reduced.  The  relationship  between 
dietary  factors  and  various  types  of 
cancers  is  variable;  in  many  cases,  the 
available  data  are  inadequate  to 
specifically  identify  which  cancers  may 

In  new  §'l01.76{c)(2){i)(C),  the  agency 
is  requiring  that  the  claim  be  limited  to 
grain  products,  fruits,  and  vegetables 
that  contain  dietary  fiber.  As  noted  in 
the  conclusions  reached  from  the 
available  scientific  evidence,  it  is  not 
known  what  fiber  substance  or  other 
substances  in  grain  products,  fruits,  and 
vegetables  are  responsible  for  their 

Protective  effect.  A  role  for  dietary  fiber 
as  been  hypothesized  and  has 
biological  plausibility.  Intakes  of  fiber 
and  other  nutrients  from  grains,  fruits, 
and  vegetables  are  correlated  with 
reduced  cancer  risk.  By  requiring  that 
the  characterizing  nutrient  be  identified 
as  characteristic  of  a  dietary  pattern  rich 
in  fiber-containing  grains,  fruits,  and 
vegetables,  without  specifically 
attributing  the  cause  to  a  nutrient,  the 
claim  is  more  consistent  with  the 
current  scientific  knowledge.  The  claim 
should  also  minimize  consumer 
confusion,  because  its  wording  is 
similar  to  current  dietary  guideUnes 
ftom  the  U.S.  Government,  including 
the  National  Cancer  Institute. 

New  §  101.76(c)(2}(i)(D)  requires  that 
health  claims  indicate  that  development 
of  cancer  depends  on  many  factors.  This 
requirement  is  intended  to  prevent 
consumers  from  being  misled  that  grain 
product,  fiiiit.  and  vegetable  intake  is 
the  only  factor  connected  with  cancer 
risk.  In  new  §  101.76(c)(2)(i)(E).  FDA, 
consistent  with  other  authorized  health 
claims,  is  prohibiting  the  attribution  of 
a  specific  reduction  in  risk  of  cancer  to 
diets  low  in  fat  and  high  in  fiber- 
containing  grain  products,  fhiits,  and 
vegetables,  hi  new  §  101.76(c)(2)(i)(F) 
and  (c){2)(i)(G).  FDA  is  prohibiting, 
consistent  with  other  authorized  health 
claims,  more  specific  use  of  dietary 
terms  than  is  warranted  by  the  current 
state  of  the  scientific  evidence.  These 


requirements  also  standardize  use  of 
these  terms,  thus  minimizing  consumer 
confusion  as  they  compare  food  labels 
across  products,  or  as  Uiey  compare  a 
health  claim  to  the  nutrition 
information  paneL 

C.  Nature  of  the  Food 

New  S  101.76(c)(2)(ii)(A)  requires  that 
the  food  bearing  the  health  claim  be  or 
contain  a  grain  product,  fruit,  or 
vegetable.  Because  the  claim  relates  to 
diets  high  in  these  foods,  it  would  not 
make  sense  for  it  to  appear  on  the 
labehng  of  another  type  of  food.  A 
health  claim  that  appears  on  a  food  that 
meets  all  the  requirements  in 
§  101.76(c)(2)(ii),  but  contains  only  a 
trivial  amoimt  of  grain  product,  fiiiit,  or 
vegetable,  could  be  considered 
misleading  and  might  misbrand  the  food 
under  section  403(a)  of  the  act.  FDA, 
consistent  with  the  requirements  for  the 
health  claim  on  dietary  fat  and  cancer 
(published  elsewhere  in  this  issue  of  the 
Federal  Register),  is  requiring  in  new 
§  101.76(c)(2)(ii)(B)  that  foods  bearing 
the  health  claim  be  "low  fet"  foods,  or 
alternatively,  belong  to  a  class  of 
products  that  is  "low  in  fat."  Low  fat 
diets  are  associated  with  reduced  cancer 
risks.  Low  or  negligible  fat  is  also  one 
of  the  characterizing  features  of  diets 
rich  in  grain  products,  fruits,  and 
vegetables.  Because  the  effect  of  fat  is 
not  readily  separated  from  the  effect  of 
other  nutritive  components  of  grain 

Eroducts,  fhiits,  and  vegetables,  it  is 
sing  made  a  qualifying  nutrient. 
In  new  §  101.76{c){2)(ii)(C).  FDA  is 
requiring  that  grains,  fruits,  and 
vegetables,  bearing  the  authorized 
health  claim  qualify  as  a  "good  source" 
(greater  than  or  equal  to  10  percent  of 
the  daily  reference  value  (DRV))  for 
dietary  fiber.  The  requirement  that  these 
foods  contain  10  percent  of  the  DRV  for 
dietary  fiber  is  being  set  as  a  specific 
alternate  to  the  20  percent  (i.e.,  "high") 
requirement  for  qualifying  nutrients  in 
the  final  rule  on  general  requirements 
for  health  claims,  published  elsewhere 
in  this  Federal  Register.  This  alternate 
level  was  deemed  useful  to  assure  that 
most  grain  products,  fruits,  and 
vegetables,  would  be  eligible  for  this 
health  claim,  because  these  foods  in 
general  have  been  correlated  with 
reduced  cancer  risk,  and  because  they 
are  significant  sources  of  dietary  fiber  in 
the  U.S.  dietary  pattern.  Without  this 
alternate  level,  very  few  grain  products, 
buHa.  and  vegetables,  would  Qualify  for 
the  health  claim,  which  would  be 
contrary  to  the  available  scientific 
evidence  and  to  the  purpose  of  health 
claims. 

This  section  also  requires  that  foods 
qualify  as  a  good  source  of  fiber  based 


on  their  natural  level  of  fiber.  This 
means  that  foods  which  require 
fortification  with  dietary  fiber,  in  order 
to  meet  the  qualifyins  criteria  for  the 
health  claim,  cannot  bear  the  claim. 
This  requirement  is  consistent  with  the 
scientific  basis  for  the  claim,  that  is.  tha( 
grains,  friiits.  and  vegetables,  in  their 
native  form  correlate  with  reduced 
cancer  risk.  Because  there  are  not 
sufficient  data  that  specifically  identify 
dietary  fiber,  or  particular  components 
of  fiber,  as  causal  and  because  this 
nutrient  is  being  used  as  a  marker  for 
the  substance  or  substances  in  grain 
products,  finits,  and  vegetables,  that 
provide  the  observed  protective  effect,  it 
is  the  native  composition  of  the  foods 
that  identifies  their  usefulness.  At  the 
same  time,  this  requirement  does  not 
prohibit  fortification  of  qualifying  foods 
with  dietary  fiber,  once  the  qualifying 
level  has  been  met  natiirally. 

D.  Optional  Information 

Under  new  §  101.76(d),  similarly  to 
other  authorized  health  claims,  health 
claims  may  identify  additional  risk 
factors  for  cancer.  The  regulation 
specifies  the  factors  that  may  be  listed; 
all  are  risk  factors  about  which  there  is 
general  scientific  agreement.  This 
additional  information  can  provide  a 
context  that  is  useful  for  an 
understanding  of  the  relationship  of  the 
diet  to  the  disease,  but  manufacturers 
are  cautioned  that  it  should  not  be 
presented  in  a  way  that  is  misleading  to 
the  consumer.  A  health  claim  may  also 
indicate  that  reductions  in  fat  intake 
and  consumption  of  fruits,  vegetables, 
and  grain  products  are  part  of  a  total 
dietary  pattern  that  is  consistent  with 
the  latest  "Nutrition  and  Your  Health: 
Dietary  Guidelines  for  Americans," 
published  jointly  by  the  U.S. 
Department  of  Agriculture  and  the  U.S. 
Department  of  Health  and  Human 
Services  (Ref.  45).  Consistent  with  other 
health  claim  regulations,  the  claim  may 
also  include  information  on  the 
prevalence  of  cancer  in  the  United 
States.  In  order  to  ensure  that  this 
information  is  valid,  the  agency  is 
requiring  that  it  come  from  one  of  three 
specified  authoritative  sources. 

E.  Model  Health  Qaims 

In  new  §  101.76(e)  FDA  is  providing 
several  model  health  claims  to  illustrate 
the  requirements  of  new  S  101.76.  FDA 
is  nt)t  prescribing  specific  language  for 
claims,  but  certain  elements  are 
required,  and  these  models  include  the 
required  elements. 

VII.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
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type  that  doM  not  individually  or 
cumulatively  have  a  aigoificant  effect  on 
the  huznan  envirooment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

Vm.  EoMMBik  laqMCt 

In  iu  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  Initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  deHnes 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefiu  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
pubUshed  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibihty 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr.,  Rockville,  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  annoimcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overell  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  throu^  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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Ust  of  Subjects  in  21 CFK  Part  101 

Food  labeling,  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  101  is 
amended  as  follows: 

PART  101-fOOO  LABEUNQ 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Autborily:  Sees.  4,  5,  6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C  1453, 
1454, 1455);  sees.  201,  301,  402, 403,  409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Ad  (21  U.S.C  321.  331,  342,  343,  348,  371). 

2.  Section  101.71  is  amended  by 
adding  new  paragraph  (a)  to  read  as 
follows: 


2548        Federal  Register  /  Vol.  58.  No.  3  /  Wednesday,  January  6,  1993  /  Rules  and  Regulations 


ilAAlMk  rJalfW-  j^ttlanA  fU^ 

nsMwi  Gtwniv-  OTMrnv  not 


1101.71 
■utttorlMd. 


(a)  Dietary  fiber  and  cancer. 
3.  New  §  101.76  is  added  to  subpart  E 
to  read  as  follows: 

flOl.TS    HaaWi  dalnw:  fiber-contalning 
grain  produda,  fruHa,  and  v*g«tablM  and 


(a)  Relationship  between  diets  low  in 
fat  and  high  in  fiber-containing  grain 
products,  fruits,  and  vegetables  and 
cancer  risk.  (1)  Cancer  is  a  constellation 
of  more  than  100  different  diseases, 
each  characterized  by  the  uncontrolled 
growth  and  spread  of  abnormal  cells. 
Cancer  has  many  causes  and  stages  in 
its  development.  Both  genetic  and 
environmental  risk  factors  may  affect 
the  risk  of  cancer.  Risk  factors  include: 
A  family  history  of  a  specific  type  of 
cancer,  cigarette  smoking,  overweight 
and  obesity,  alcohol  consumption, 
ultraviolet  or  ionizing  radiation, 
exposure  to  cancer-causing  chemicals, 
and  dietary  factors. 

(2)  The  scientific  evidence  establishes 
that  diets  low  in  fat  and  high  in  fiber- 
containing  grain  products,  fixiits,  and 
vegetables  are  associated  with  a  reduced 
risk  of  some  types  of  cancer.  Although 
the  specific  role  of  total  dietary  fiber, 
fiber  components,  and  the  multiple 
nutrients  and  other  substances 
contained  in  these  foods  are  not  yet 
fully  understood,  many  studies  have 
shown  that  diets  low  in  fat  and  high  in 
fiber-containing  foods  are  associated 
with  reduced  risk  of  some  types  of 
cancer. 

(b)  Significance  of  the  relationship 
between  consumption  of  diets  low  in  fat 
and  high  in  fiber-containing  grain 
products,  fruits,  and  vegetables  and  risk 
of  cancer.  (1)  Cancer  is  ranked  as  a 
leading  cause  of  death  in  the  United 
States.  The  overall  economic  costs  of 
cancer,  including  direct  health  care 
costs  and  losses  due  to  morbidity  and 
mortality,  are  very  high. 

(2)  U.S.  diets  tend  to  be  high  in  fat 
and  low  in  grain  products,  fruits,  and 
vegetables.  Studies  in  various  parts  of 
the  world  indicate  that  populations  who 
habitually  consume  a  diet  high  in  plant 
foods  have  lower  risks  of  some  cancers. 
These  diets  generally  are  low  in  fat  and 
rich  in  many  nutrients,  including,  but 


not  limited  to.  dietary  fiber.  Current 
dietary  guidelines  from  Federal 
government  agencies  and  nationally 
recognized  health  professional 
organizations  recommend  decreased 
consumption  of  fats  (less  than  30 
percent  of  calories),  maintenance  of 
desirable  body  weight,  and  increased 
consumption  of  fruits  and  vegetables 
(five  or  more  servings  daily),  and  grain 
products  (six  or  more  servings  daily). 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
diets  low  in  fat  and  high  in  fiber- 
containing  grain  products,  fruits,  and 
vegetables  with  reduced  risk  of  cancer 
may  be  made  on  the  label  or  labeling  of 
a  food  described  in  paragraph  (c)(2)(ii) 
of  this  section,  provided  that: 

(A)  The  claim  states  that  diets  low  in 
fat  and  high  in  fiber-containing  grain 
products,  fruits,  and  vegetables  "may" 
or  "mi^t"  reduce  the  risk  of  some 
cancers; 

(B)  In  specifying  the  disease,  the 
claim  uses  the  following  terms:  "some 
types  of  cancer,"  or  "some  cancers"; 

(C)  The  claim  is  limited  to  grain 
products,  fruits,  and  vegetables  that 
contain  dietary  fiber; 

(D)  The  claim  indicates  that 
development  of  cancer  depends  on 
many  factors; 

(E)  The  claim  does  not  attribute  any 
degree  of  cancer  risk  reduction  to  diets 
low  in  fat  and  high  in  fiber-containing 
grain  products,  fruits,  and  vegetables; 

(F)  In  specifying  the. dietary  fiber 
component  of  the  labeled  food,  the 
claim  uses  the  term  "fiber",  "dietary 
fiber"  or  "total  dietary  fiber";  and 

(G)  The  claim  does  not  specify  types 
of  dietary  fiber  that  may  be  related  to 
risk  of  cancer. 

(ii)  Nature  of  the  food.  (A)  The  food 
shall  be  or  shall  contain  a  grain  product, 
fi^it,  or  vegetable. 

(B)  The  food  shall  meet  the  nutrient 
content  requirements  of  §  101.62  for  a 
"low  fat"  food. 

(C)  The  food  shall  meet,  without 
fortification,  the  nutrient  content 
requirements  of  §  101.54  for  a  "good 
source"  of  dietary  fiber. 

(d)  Optional  information.  (1)  The 
claim  may  include  information  from 
paragraphs  (a)  and  (b)  of  this  section. 


which  summarize  the  relationship 
between  diets  low  in  fat  and  high  in 
fiber-containing  grain  products,  fiiiits. 
and  vegetables,  and  some  types  of 
cancer  and  the  significance  of  the 
relationship. 

(2)  The  claim  may  identify  one  or 
more  of  the  following  risk  factors  for 
development  of  cancer:  Family  history 
of  a  specific  type  of  cancer,  cigarette 
smoking,  overweight  and  obesity, 
alcohol  consumption,  ultraviolet  or 
ionizing  radiation,  exposure  to  cancer 
causing  chemicals,  and  dietary  factors. 

(3)  The  claim  may  indicate  that  it  is 
consistent  with  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans."  U.S.  Department  of 
Agriculture  (USDA)  and  Department  of 
Health  and  Human  Services  (DHHS). 
Government  Printing  Office. 

(4)  The  claim  may  include 
information  on  the  number  of  people  in 
the  United  States  who  have  cancer.  The 
sources  of  this  information  must  be 
identified,  and  it  must  be  current 
information  from  the  National  Center  for 
Health  Statistics,  the  National  Institutes 
of  Healthy  or  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans."  USDA  and  DHHS. 
Government  Printing  Office. 

(e)  Model  health  claims.  The 
following  model  health  claims  may  be 
used  in  food  labeling  to  characterize  the 
relationship  between  diets  low  in  fat 
and  high  in  fiber-containing  grain 
products,  fruits,  and  vegetables  and 
cancer  risk: 

(1)  Low  fat  diets  rich  in  fiber- 
containing  grain  products,  fruits,  and 
vegetables  may  reduce  the  risk  of  some 
types  of  cancer,  a  disease  associated 
with  many  factors. 

(2)  Development  of  cancer  depends  on 
many  factors.  Eating  a  diet  low  in  fat 
and  high  in  grain  products,  fi^its,  and 
vegetables  that  contain  dietary  fiber  niay 
reduce  your  risk  of  some  cancers. 

Dated:  November  3, 1992. 
David  A.  Kewler. 
Commissioner  of  Food  and  Drugs. 
Louis  W.  SulUvan. 
Secretory  of  Health  and  Human  Services. 

Note:  The  following  table  will  not  appear 
in  the  annual  Code  of  Federal  Regulations. 
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to  ona  of  4  diatary  groupai 

A.  low  fat,  low  fibar 

B.  low  fat,  high  fibar 

C.  high  fat,  low  fibar 

D.  high  fat,  high  fibar 

Tha  aourca  of  fat  ia  buttar, 
aayonnaiaa,  draaalng,  craaa, 
Barnaiaa  aauca,  and  grouad 
baaf.  Tha  aourca  of  fibar  ia 
ribraad  (9.3  g  whaat  fibar 
par  alica) 

Thraa  day  food  racorda  kapt 
by  aubjacta  juat  prior  to 
intarvantion  pariod. 
Call  prolifaration  waa 
aaaaaaad  with  trltiatad 
thyaddina  labaling  of  3 
ractal  biopaiaa.   Pacal  pH 
and  facal  bila  acid 
concantrationa  wara  aaaaurad 
aa  wall.  


Kaaulta 


A  ahort-tara  incraaaa  in 
diatary  fat  and  dacraaaa  in 
diatary  fibar  doaa  not  raault 
in  a  larga  incraaaa  in  call 
prolifaration  rata. 
Changaa  in  facal  pH  and  facal 
bila  acid  concantrationa  wara 
not  aignificantly  diffarant. 


nta 


During  tha  intarvantion, 
diatary  variablaa  othar 
than  tha  addad  fat  and 
fibar  wara  not  control lad. 

Tha  rata  of  colonic 
prolifaration  ia  a  poaaibla 
intaraadiary  towarda  colon 
eancar,  not  tha  and  point. 


Subjacta  (or  naxt  of  kin.  if 
daad)  wara  intarviawad  with  a 
quantitativa  food  fraquancy 
quaationnaira  ragarding  tha 
diat  1  yaar  prior  to    l 
diagaoaia.  Pibar  waa    I 
calculatad  trom   OSDA  Handbook 
••  (cruda  fibar) . 


Cholacyatactoay  waa  a  riak 
factor  for  right  aidad  colon 
eancar.  Haat  and  poultry 
intaka  wara  aignificantly 
graatar  in  eancar  caaaa  than 
controla.  Pibar  and  vagatabla 
Intakaa  wara  aignificantly 
graatar  in  controla  than  in 
eancar  caaaa.  Mo  aignif leant 
aaaoclation  with  fat  Intaka 
and  eancar. 


Major  focua  of  tha  atudy 
waa  on  cholacyatactoay  and 
colon  eancar.  Both  fibar 
and  vagatablaa  notad  aa 
protactiva,  and  tha 
ralativa  contribution  of 
aach  to  riak  raduction 
cannot  ba  datarainad.  It  ia 
not  claar  if  all  aourcaa  of 
fibar  wara  conaidarad,  or 
only  earaal  fibar 
(diacrapancy  batwaan  tast 
and  tabla'  S)  . 
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TABLI-  -camiwjtD 


study 


Oiovasaool  t 
•1..  1992 
(K«C.  S3). 


Study  D«aloa 


rro«p«ativ« 
•tudy  aaonf 
O.S.  h««lth 
prof ••■loB»ls . 


Sub J acts 


49.a9C  hMlth 
profaaalo&ala ,  agaa  40 
to  7S  yaara.  In  1996. 
170  doouaantad  eaaaa  of 
raetal  or  colonic 
adanoaatoua  i>olypa. 
Controla— 7,2S4  aubjacte 
who  had  colonoaeopy  1986 
to  19(9. 


Mathoda 


Subjacta  raeaivad  •  food 
fraquaacy  diatary 
quaatloanalra  by  mall  t«o 
yaara  aftar  aarollaant. 
Analymad  for  eruda  flbar, 
diatary  flbar  and  fat.  ribar 
aourcaai  vagatablaa,  fruita, 
or  grain. 


Raaulta 


Animal  fat  Intaka 
aiffnifieaatly  aaaoeiatad  with 
polypa.  Had  aaat  and  dairy 
fat  aignificaiitly  aaaoeiatad 
with  polypa 4  All  aouroaa  of 
diatary  f ibar  aaaoeiatad  vith 
iriak.  Alao.  othar  plant 
nutrianta  (potaaaiua,  p- 
earotana,  vitaain  C,  vitaadn 
B)  all  invaraaly  aaaoeiatad 
with  polyp  riak.  Thaaa 
aaaoeiatad  nutrianta  did  not 
eanoal  out  f ibar' a  affaet 
whan  antarad  in  anltipla 
logiatie  ragraaaion.    


ant  a 


Zntaka  of  aaat  and  fat 
ralativaly  low  cooparad  to 
U.S.  population.  Thia  may 
limit  applicability  of 
fibar  flndinga.  Right  aldad 
adanoataa  wara  azcludad  froa 
analyaia.  InCaranca  cannot 
ba  aada  about  tha  iapact  of 
fibar  on  right  aidad 
colonic  tuaora.  All 
aubjaeta  wara  aan. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 

[DoeintNa»1N-00W) 

RIN0806-AB(7 

Food  Labeling:  Health  Claima  and 
Label  Statementa;  Dietary  Rber  and 
Cardiovaacular  Diaeaea 

AGENCY:  Food  and  Dnig  Administration. 

HHS. 

action:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  not  to  authorize  the  use  on  the 
label  or  labeling  of  foods  of  health 
claims  relating  to  an  association 
between  dietary  fiber  and 
cardiovascular  disease  (CVD).  However, 
FDA  is  authorizing  a  health  claim 
relating  diets  low  in  saturated  fat  and 
cholesterol  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  dietary  fiber  (particularly 
soluble  fiber),  to  a  reduced  risk  of 
coronary  heart  disease  (CHD).  This 
action  is  in  response  to  provisions  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (the  1990  amendments)  that  bear 
on  health  claims,  and  was  developed  in 
accordance  with  the  final  rule  on 
general  requirements  for  health  claims, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

On  the  basis  of  the  totality  of  the 
publicly  available  scientific  evidence, 
including  recently  available  evidence, 
the  agency  has  concluded  that  there  is 
significant  scientific  agreement  among 
qualified  experts  that  a  claim  relating 
diets  low  in  saturated  fat  and 
cholesterol,  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  soluble  fiber,  to  reduced  risk  of 
CHD  is  supported.  The  evidence  is  not 
sufficient  to  attribute  the  reduction  in 
risk  to  soluble  fiber  or  to  a  specific  type 
or  characteristic  of  soluble  fiber,  or  to 
other  components  of  these  diets. 
EFFECnVE  DATE:  May  8,  1993. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Joyce  J.  Saltsman,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-165),  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington,  DC  20204,  202-205-5916. 
SUPPI.EMENTARY  INFORMATION: 

L  Background 

In  the  Federal  Register  of  November 
27, 1991  (56  FR  60582),  FDA  proposed 
to  deny  the  use  on  food  labeling  of 
health  claims  relating  diets  high  in 
dietary  fiber  to  reduced  risk  of  CVD.  The 


proposed  rule  was  issued  imder 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535)  that  bear  on  health 
claims  and  in  accordance  with  the 

Eroposed  general  requirements  for 
ealth  claims  for  food  (56  FR  60537. 
November  27, 1991).  As  amended  in 
1990,  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act)  provides  that  a 
food  is  misbranded  if  it  bears  a  claim 
that  characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition  unless  the  claim  is  made  in 
accordance  with  sections  403(r)(3)  or 
(r)(5)(D)  of  the  act  (21  U.S.C  343(r)(3)  or 
(r)(5)(D)). 

Section  3(b)(1)(A)  of  the  1990 
amendments  specifically  reqmres  that 
the  agency  determine  whether  health 
claims  respecting  10  nutrient/disease 
relationships  meet  the  requirements  of 
section  403{r)(3)  or  (r)(5)(D)  of  the  act. 
The  relationship  between  dietary  fiber 
and  CVD  is  one  of  the  claims  required 
to  be  evaluated.  In  the  proposed  rule 
published  in  the  Federal  Register  of 
November  21, 1991  (56  FR  60582).  FDA 
limited  its  review  of  the  science  to  those 
aspects  of  the  dietary  fiber/CVD 
relationship  for  which  the  strongest 
scientific  evidence  and  agreement 
already  existed:  dietary  soluble  fiber 
and  CHD. 

In  the  proposed  rule,  FDA  requested 
written  comments  on  its  tentative 
determination  not  to  authorize  a  health 
claim  for  dietary  fiber  and  CVD.  FDA 
also  requested  comments  on  the 
following  issues:  (1)  Should  the  agency 
)ermit  a  claim  on  the  label  or  in 
abeling  of  foods  that  states  that  diets 
ligh  in  fruit,  vegetables,  and  whole 
grains  are  associated  with  a  reduced  risk 
of  certain  forms  of  cancer  and  CVD?;  (2) 
If  such  statements  should  be  permitted, 
what  criteria  should  be  used  to  identify 
foods  that  are  eligible  for  such 
statements?;  (3)  What  measures  should 
the  agency  adopt  to  assure  that 
consumers  are  not  misled  as  to  the 
benefit  of  consuming  a  specific 
product?;  and  (4)  Does  FDA  have  the 
authority  to  allow  and  should  it  allow 
health  claims  for  foods  as  well  as 
nutrients? 

On  January  30  and  31, 1992,  FDA 
held  public  hearings  on  all  aspects  of 
the  proposed  rules  published  in 
response  to  the  1990  amendments, 
including  health  claims  for  dietary  fiber 
and  CVD.  In  addition,  because  of  new 
evidence  identified  from  literature 
searches  and  new  data  submitted  with 
comments  to  the  proposed  rule,  FDA 
reopened  the  comment  period  on 
dietary  fiber  and  CVD  for  30  days  (57  FR 
32751,  July  23, 1992). 

In  response  to  its  proposed  rule  on 
dietary  fiber  and  CVD,  the  agency 


received  approximately  130  comments 
from  consumers,  consumer  advocacy 
groups.  State  health  departments, 
organizations  of  heelth  professionals, 
the  food  industry,  and  Government 
agencies.  A  number  of  comments  were 
received  that  were  more  appropriatialy 
answered  in  other  dockets,  and  these 
were  forwarded  to  the  appropriate 
docket  for  response. 

Most  of  the  comments  specific  to  the 
proposal  for  a  health  claim  for  fiber  and 
CVD  provided  explanations  in  support 
of  or  in  opposition  to  provisions  of  the 
proposed  regulation.  Some  of  the 
comments  contained  relevant  scientific 
studies  not  included  in  the  agency's 
proposed  rule.  These  additional  studies 
and  those  identified  through  literature 
searches  that  had  not  been  previously 
reviewed  in  the  proposal  (56  FR  60582) 
are  included  in  the  agency's  review 
below.  The  agency  has  summarized  and 
responded  to  issues  raised  in  the 
comments  in  section  m.  of  this 
document. 

n.  Updated  Review  of  Scientific 
Evidence 

FDA,  to  ensiire  that  it  had  not 
overlooked  new  and  significant 
scientific  data,  reviewed  human  studies 
published  since  the  publication  of  the 
proposed  rule  that  it  had  identified  in 
a  standard  literatiu«  search.  In  addition. 
FDA  carefully  reviewed  all  relevant 
scientific  data  submitted  as  comments. 
The  availability  of  the  new  data  was 
announced  in  a  notice  of  reopening  of 
comment  period  (57  FR  32751). 

A.  Human  Studies 

Detailed  summaries  of  studies 
discussed  below  are  presented  in  Table 
1.  FDA's  explanation  for  separately 
evaluating  studies  on  mildly  to 
moderately  hypercholesterolemic 
individuals  and  normocholesterolemic 
individuals  is  foimd  in  its  proposed  rule 
(56  FR  60587).  Multiple  sources  of 
soluble  fiber,  including  oat  bran' and 
other  cereal  brans,  legumes,  pectin, 
psyllium,  and  guar  gum,  were  used  in 
these  studies. 

1.  Hypercholesterolemics:  "typical"  or 
"usual"  diets 

Leadbetter  et  al.  (Ref.  83)  evaluated 
the  hypocholesterolemic  effects  of 
Increasing  intakes  of  P-glucan,  the  major 
type  of  dietary  soluble  fiber  in  oat  bran. 
A  foiu-by-four  Latin  square  design  was 
used  in  this  randomized  intervention 
study  with  40  hypercholesterolemic 
(total  serum  cholesterol  250  to  348 
milligram/deciliter  (mg/dL))  men  and 
women,  ages  25  to  64,  in  New  Zealand. 
Subjects  added  0,  30.  60,  and  90  grams/ 
day  (g/day)  oat  bran  to  their  usual  diet 
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for  1-month  intervals.  There  was  no 
wash-out  between  periods.  Oat  bran  was 
provided  in  weighed  packages  and 
detailed  advice  and  recipes  were 
provided  on  how  to  incorporate  it  into 
the  diet.  The  total  dietary  fiber  content 
of  the  regular  diets,  without  oat  bran, 
ranged  ^m  23  to  27  g/day.  Results 
showed  no  significant  effect  of  oat  bran 
on  serum  cholesterol  at  any  dose.  There 
was  no  dose-related  trend  and  no 
correlation  between  bran  dose  and 
changes  in  serum  cholesterol.  The 
authors  stated  that  the  oat  bran  used  in 
this  study  was  lower  in  soluble  fiber 
(3.7  to  4.2  percent  ^-glucan)  than  oat 
bran  used  in  studies  showing  a 
significant  lowering  of  serum 
cholesterol  with  oat  bran 
supplementation. 

Cara  et  al.  (Ref.  84)  evaluated  the 
hypocholesterolemic  properties  of 
wheat  germ  in  10  hypercholesterolemic 
men  and  women  (serum  cholesterol  254 
to  367  mg/dL),  ages  35  to  68  years. 
Subjects  consumed  their  regular  diets 
for  1  week,  then  added  30  g/day  wheat 
genn  (2.9  g  dietary  fiber)  for  4  weeks.  At 
the  end  of  the  treatment  period,  subjects 
were  monitored  for  an  additional  4 
weeks  with  no  supplementation.  Their 
base  diet  included  13.6  g/day  dietary 
fiber  and  6  g/day  alcohol.  Serum 
cholesterol  decreased  significantly  (8.6 
percent)  after  wheat  germ  intervention 
and  returned  to  baseline  during  the  1 
moonth  followup  period.  Dietary  soluble 
fiber  and  total  saturated  fat  before  and 
during  the  treatment  period  were  not 
reported.  The  authors  speculate  that  the 
high  vegetable  protein  content  of  wheat 
germ  could  account  for  the  observed 
results. 

Karlander  et  al.  (Ref.  85)  evaluated  the 
hypocholesterolemic  properties  of  beet 
fiber  in  13  hypercholesterolemic 
noninsuUn-dependent  diabetics 
mellitus  (NIDOM)  men  and  women 
(mean  serum  cholesterol  of  275  mg/dL). 
Five  subjects  were  on  chronic  beta 
blockers  and  diuretics  and  eight  were  on 
diet  treatment  with  sulfonylurea  (SU). 
This  was  a  controlled,  randomized 
intervention  trial  with  cross-over 
design.  The  study  was  divided  into 
three  6-week  periods  with  a  nm-in 
period  followed  by  either  fiber 
intervention  (20  g/day  beet  fiber)  or  the 
subject's  regular  diet  for  6  weeks,  then 
cross-over  to  the  other  diet.  Obese 
subjects  were  given  dietary  advice  to  aid 
in  weight  control.  Results  showed  no 
significant  difference  in  total  serum 
cholesterol  between  control  and  fiber 
periods  for  subjects  advised  to  reduce 
energy  intake.  The  SU  group  showed 
significantly  decreased  (10  percent) 
serum  cholesterol  during  the  fiber  phase 
(total  cholesterol  decreased  from  275  to 


247  mg/dL).  The  SU  group  had  a  slight 
but  significant  loss  of  body  mass  during 
the  run-in  period  only.  There  was  no 
efiisct  on  seriim  triglycerides. 

Spiller  et  al.  (Ret.  87)  evaliiated  the 
cholesterol-lowering  properties  of  guar 
gum  compared  to  oat  bran  in  a  3-week, 
intervention  trial  with  cross-over. 
Thirteen  men  and  women,  mean  age  62 
years,  with  mild  to  moderate 
hypercholesterolemia  (serum 
cholesterol  204  to  276  mg/dL),  were 
randomized  to  receive  either  IS  g  (11  g 
dietary  fiber,  of  which  there  was  10  g 
soluble  fiber)  of  guar  gum  per  day  or  77 
g/day  dig  dietary  fiber,  5  g  soluble 
fiber)  oat  fiber  source,  divided  into  three 
servings.  The  fibers  were  provided  in 
weighed  packets  with  instructions  to 
mix  the  fiber  with  water  or  juice  and 
consume  before  each  main  meal.  After 
21  days,  subjects  switched  to  the  other 
fiber  source.  There  was  no  wash-out 
between  test  periods.  Blood  samples 
were  collected  on  days  14  and  21  during 
treatment  periods.  Results  showed  a 
significant  reduction  in  serum 
cholesterol,  compared  to  baseline,  for 
both  groups.  Guar  reduced  serum 
cholesterol  11  percent  and  oat  fiber  6 
percent.  Maximum  cholesterol 
reduction  was  experienced  after  14  days 
on  the  test  fiber.  No  significant  change 
occurred  in  serum  cholesterol  between 
days  14  and  21  on  either  test  fiber,  with 
serum  cholesterol  values  increasing 
slightly  but  not  significantly.  Factors 
confounding  these  results  include  small 
sample  size,  the  absence  of  a  wash-out 
between  test  periods,  and  shori 
treatment  periods.  Dietary  intakes  of 
soluble  fiber  were  not  reported. 

Kawatra  et  al.  (Ref.  88)  reported 
significant  reductions  in  total  serum 
cholesterol  and  low  density  lipoprotein 
(LDL)-cholesterol  in  20  overwei^t 
Indonesian  men  and  women  with  mild 
to  moderate  hypercholesterolemia 
consuming  guar  gum.  Subjects 
consumed  15  g/oay  guar  gum  with  their 
normal  diet  for  6  weeks.' The  guar  was 
consumed  15  minutes  before  the  main 
meal  in  the  form  of  biscuits  (10  g  guar) 
and  mixed  (5  g  guar  gum)  with  a 
flavoj»d  drink.  Total  serum  cholesterol 
decreased  16.7  percent  and  LDL- 
cholesterol  decreased  26.5  percent. 
Intake  of  total  dietary  fiber,  dietary 
soluble  fiber,  and  saturated  fat  were  not 
reported. 

Tinker  et  al.  (Ref.  89)  evaluated  the 
cholesterol-lowering  properties  of 
prunes  in  a  randomized,  cross-over  trial. 
-  Forty-one  men,  ages  29  to  79,  with  mild 
to  moderate  hypercholesterolemia 
(serum  cholesterol  201  to  290  mg/dL) 
consumed  either  grape  juice  (360  ' 
milliliter  (mL)/day)  or  12  prunes  (100  g/ 
day)  for  4  weeks  followed  by  cross-over 


to  other  diet  for  an  additional  4  weeks. 
Prunes  provided  6  to  7  g  of  total  dietary 
fiber  and  3.6  to  4.2  g  of  soluble  fibm  as 
pectin.  Base  diets  included  18  g  of  total 
dietary  fiber  during  the  grape  juice 
period  and  24  g  of  fiber  during  the 
prune  period.  Four  to  five  percent  of  the 
energy  was  from  alcohol.  There  was  no 
significant  difference  between  serum 
cholesterol  on  the  pnme  diet  and  on  the 
grape  juice  diet. 

A  final  report  by  Earll  et  al.,  July  1986 
(Ref.  90),  was  submitted  with  one  of  the 
comments.  This  was  an  intervention 
study  with  seven  free  living 
hyperlipidemic  (serum  cholesterol 
ranged  from  261  to  346  mg/dL)  male 
and  female  patients.  Subjects  were 
asked  to  consume  24  g/day  of  com  fiber 
(containing  less  than  2  g  soluble  fiber) 
for  6  weeks,  then  48  g/day  com  fiber  for 
an  additional  6  weeks  with  their  regular 
diet.  The  test  period  was  followed  by  an 
8-week  wash-out  period.  Actual 
consumption  of  com  fiber  was  slightly 
less  according  to  records  kept  by  the 
subjects.  Total  cholesterol  was  reduced, 
on  average  from  298  to  253  mg/dL 
(significant),  although  much  smaller 
changes  were  seen  in  two  subjects,  and 
one  subject  had  an  increase  in  serum 
cholesterol  during  the  study  period.  In 
all  but  one  of  the  subjects,  semm 
cholesterol  remained  above  200  mg/dL 
with  fiber  intervention,  suggesting 
dietary  therapy  was  not  adequate.  The 
dietary  intakes  of  the  subjects  before 
and  during  the  test  period  were  not 
recorded. 

Whyte  et  al.  (Ref.  104)  reported 
significant  reductions  in  serum 
cholesterol  in  23  men  with  mild 
hypercholesterolemia  (total  cholesterol 
ranged  from  209  to  259  mg/dL) 
consuming  oat  bran.  Subjects  consumed 
123  g/day  oat  bran  or  54  g/day  wheat 
bran  cereal  with  their  regular  diets  for 
4  weeks  followed  by  cross-over  to  the 
other  fiber  cereal.  All  subjects 
consumed  wheat  cereal  during  a  3-week 
baseline  period  prior  to  randomization 
to  test  groups.  Total  dietary  fiber  and  fat 
intake  were  approximately  the  same 
between  groups.  Total  serum  cholesterol 
and  LDL-cholesterol,  when  consuming 
oat  bran,  decreased  4  percent  and  5.5 
percent,  respectively,  compared  to 
wheat  bran.  The  authors  note  that  one 
of  their  earlier  studies  with  12  g  of  oat 
bran  showed  significant  decreases  in 
serum  cholesterol  of  6  percent 
compared  to  12  g  of  wheat  bran. 
According  to  their  analyses,  both  oat 
brans  were  similar  in  composition  (Ref. 
104).  The  smaller  decrease  in  serum 
cholesterol  reported  in  this  study  as 
compared  to  some  other  oat  bran 
studies,  not  conducted  by  these  authors, 
may  be  due  to  the  difference  in  ^lucan 
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contant  of  diSarant  strains  of  oats.  This 
4-wadc  study  does  not  address  long- 
tarm  efiiectivenesa  of  oat  bran 
intervention. 

Uusitupa  at  al.  (Ref.  100),  in  a 
randomly-allocated,  double-blind 
parallel  group  trial,  tested  the  effects  of 
guar  gum  on  39  individuals  with 
NIIX}M  (mean  serum  cholesterol  of 
groups:  253  and  237  mg/dL).  The  test 
group  received  5  g  of  guar  gum  three 
times  per  day  (estimated  total  of  10  g 
soluble  fiber)  before  meals  for  3  months, 
while  the  gontrol  group  received  5  g  of 
wheat  floiiT  3  times  per  day  before 
meals.  After  3  months,  the  control  group 
was  switched  to  guar  and  both  groups 
were  followed  for  an  additional  10 
months.  At  the  end  of  3  months,  the 
guar  group  showed  a  significant 
lowering  of  serum  total  cholesterol. 
Over  the  remaining  10  months,  the 
group  which  began  as  the  test  group  had 
an  increase  in  total  cholesterol,  although 
it  remained  significantly  lower  than 
prior  to  the  trial.  The  group  which 
began  as  the  control  group,  but  switched 
to  guar,  demonstrated  the  lowest  serum 
cholesterol  during  month  5  (208  mg/dL). 
This  was  followed  by  increasing  serum 
d'olesterol  to  a  maximum  at  month  11 
(242  mg/dL).  After  12  months,  serum 
cholesterol  for  this  group  was  233  mg/ 
d'^.  Significant  wei^t  loss  occtirred  in 
b  jth  the  control  and  treatment  groups  to 
a  similar  degree.  The  dietary  intakes  for 
both  groups  were  not  reported. 

Spencer  and  Gee  (KefT  109)  evaluated 
the  cholesterol-lowering  properties  of 
apple  juice  supplemented  with  10  g  of 
dietary  fiber  (70  percent  soluble  fiber, 
predominantly  from  gam  arabic)  versus 
plain  apple  juice.  Thirty-one  mildly 
hypercholesterolemic  men  (serum 
cholesterol  between  200  and  270  mg/dL) 
consumed  their  regular  diets  in  this  6- 
week  cross-over,  blinded  trial.  With 
both  ordered  groups  totalled,  there  was 
a  significant  decrease  in  serum  total 
cholesterol  and  LOL-choIesterol  during 
the  period  of  consumption  of  fiber- 
enriched  juice.  When  order  of 
presentation  is  considered,  there  were 
inconsistencies  in  the  changes.  The 
group  which  began  the  trial  with  the 
placebo  did  not  show  any  change  from 
baseline  in  serum  cholesterol  during  the 
placebo  phase,  whereas  the  group  which 
received  the  placebo  during  the  second 
half  of  the  trial  maintained  the  lower 
cholesterol  level  which  occurred  during 
the  fiber  supplementation  period. 
Cholesterol  intake  was  significantly 
higher  in  the  juice-only  ^up. 

Niemi  et  al.  (Ref  99],  ui  a  double- 
blind,  cross-over  trial,  reported 
significant  lowering  of  serum 
cholesterol  in  a  group  that  received  15 
g/day  guar  gum  (estimated  total  of  10  g 


soluble  fiber)  as  a  supplement  for  12 
weeks  when  compared  to  the  group 
which  received  cellulose,  the  placebo. 
The  16  women  and  6  men  chosen  as 
subjects  were  all  (NIDDM)  betwreen  the 
ages  of  40  and  76.  Nineteen  of  these 
subjects  were  on  medication  for  their 
diabetes.  Although  the  patients  were 
advised  to  maintain  their  normal  diets, 
no  dietary  measurements  were  reported 
to  verify  this. 

Kirsten  et  al.  (Ref.  97)  evaluated  the 
hypocholesterolemic  properties  of  guar 
gum  in  13  men  and  women  with  type 
na  and  Hb  hyperlipidemia  (serum 
cholesterol  concentration  >251  mg/dL). 
The  study  was  divided  into  three 
phases:  the  30-day  pretreatment  phase 
(baseline),  the  60-day  treatment,  and  the 
60-day  post-treatment  period.  During 
the'treatment  phase,  subjects  cons\mied 
4  g  of  guar  gum.  mixed  with  water  or 
juice  before  breakfast,  lunch,  and  dinner 
(12  g  guar/day,  estimated — 8  g  soluble 
fiber).  Subjects  were  only  instructed  to 
avoid  cholesterol-rich  foods  during  the 
study  period.  Both  total  serum 
cholesterol  and  LDL-cholesterol 
decreased  significantly  compared  to 
pretreatment  levels.  During  the  post- 
treatment  period,  serum  cholesterol 
returned  to  baseline  and  LDL- 
cholesterol  increased  above  baseline. 
The  dietary  intakes  of  the  subjects 
during  eadi  phase  of  the  study  were  not 
reported. 

Cerda  et  al.  (Ref  105)  evaluated  the 
hypocholesterolemic  effects  of 
grapefruit  pectin  in  a  double-blind, 
placebo-controlled,  cross-over  study. 
Twenty-seven  hypercholesterolemic 
men  and  women  (mean  serum 
cholesterol  of  275  mg/dL)  consumed  15 
g  of  grapefruit  pectin  (27  tablets,  9  per 
meal)  or  15  g  of  flour  (also  in  tablet 
form)  per  day  for  4  weeks  followed  by 
a  4-week  wash-out  before  cross-over. 
During  the  pectin  period  total 
cholesterol  decreased  by  aiuiosl  8 
percent  and  LDL-cholesterol  by  11 
percent  (both  significantly  lower 
compared  to  baseline).  There  was  no 
change  in  serum  cholesterol  during  the 
placebo  period.  The  dietary  intake  of  the 
subjects  during  each  period  of  the  Study 
was  not  reported.  The  short  test  periods 
do  not  address  long-term  usefulness  of 
pectin. 

Haskell  et  al.  (Ref  106)  evaluated  the 
hypocholesterolemic  properties  of  four 
isolated,  purified  soluble  fibers  in  four 
separate  trials.  All  subjects  had  serum 
cholesterol  levels  between  200  and  280 
mg/dL  and  were  randomized  to  1  of  the 
four  studies.  Study  one  was  a  12-week 
intervention  trial  using  a  powdered 
soluble  fiber  mixture  providing  17.2  g/ 
day  of  soluble  fiber.  The  powder 
consisted  of  acacia  gum  (9.7  g).  psyllium 


(4.9  g).  and  guar  gum  (2.6  g).  The 
soluble  fiber  misdure  was  tested  against 
a  fructose  placebo  (15  g/day).  Residts 
showed  no  statistically  significant 
changes  from  baseline  to  6  or  12  weeks 
within  or  between  groups.  Study  two 
was  a  4-week  intervention  testing  15  g/ 
day  of  acacia  gum  powder  against  IS  g/ 
day  fiiictose  powder.  There  was  no 
significant  change  from  baseline  or 
compared  to  the  placebo.  Study  three 
was  an  8-week  cross-over  trial  using  10 
g/day  of  guar  (estimated  6.7  g  soluble 
fiber)  as  a  control  and  a  15  g/day  fiber 
mixture  of  pectin  (3.9  g),  psyllium  (6.3 
g),  guar  (3.3  g),  and  locust  bean  gum  (1.5 
g).  Each  test  period  was  4  weeks.  Results 
showed  both  the  guar  and  the  fiber 
mixture  reduced  serum  cholesterol 
(approximately  10  percent  and  8 
percent,  respectively),  LDL-cholesterol 
(approximately  14  percent  and  12 
percent,  respectively),  and  high  density 
lipoprotein  (HDL)-cholesterol  (about  6 
percent)  significantly.  Study  four  wias  a 
4-week  dose-response  study  with 
increasing  amounts  of  soluble  fiber  from 
a  mixtiua  of  pectin,  psyllium,  guar,  and 
locust  bean  gum.  Three  groups  received 
either  5  g.  10  g,  or  15  g/day  of  the 
mixture.  Results  showed  that  the  senmi 
cholesterol  and  LDL-cholesterol  of  the 
group  consuming  15  g/day  was 
significantly  lower  than  the  placebo. 

A  1984  study  by  Anderson  et  al.  (Ref. 
110)  was  submitted  yrith  comments  in 
support  of  a  long-term 
hypocholesterolemic  effect  of  soluble 
fiber  from  oat  bran  and  beans.  Ten  men, 
ages  46  to  66,  with  serum  cholesterol 
above  260  mg/dL  were  randomly 
assigned  to  oat  bran  or  bean- 
supplemented  diets  for  21  days 
following  a  7-day  baseline  fwriod  on  a 
metabolic  ward.  The  base  diet  was  a 
"typical"  American  diet  with  38  percent 
of  calories  as  fat  and  450  mg  cholesterol. 
To  this  diet,  the  subjects  added  either 
100  g  of  oat  bran  or  100  g  of  dried  beans 
per  day.  Both  of  these  diets  provided  18 
g  of  total  soluble  fiber  and  48  to  50  g  of 
total  plant  fiber  per  day.  Before 
discharge,  the  subjects  were  instructed 
on  the  use  of  a  hi^  fiber  (50  g  of  total 
fiber  per  day)  maintenance  diet  with  oat 
or  bean  product  supplements  at  home. 
The  high  fiber  diet  was  also  low  in  fat 
(30  percent  of  calories  as  fat),  low  in 
saturated  fat  (10  percent  of  calories), 
and  low  in  cholesterol  (150  mg/day). 
Ten  men  were  followed  on  their  home 
diets  for  24  weeks  and  4  for  99  weeks. 
Results  of  the  metabolic  ward  phase  of 
the  study  showed  that  the  oat  bran  and 
bean  diets  lowered  serum  cholesterol 
significantly  (23  percent)  over  the  3- 
week  period  compared  to  baseline.  At 
24  weeks  (the  followup  phase),  serum 
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cholettsrol  levels  ynn  significantly  (26 
percent)  lower  than  baseune. 
Cholesterol  levels  in  the  four  men 
followed  for  99  weeks  were  23  percent 
lower  than  baseline  (significant  at 
p<0.002S).  Reductions  in  LDI^ 
cholesterol  were  also  significant  during 
both  phases  of  the  study.  HDL- 
cholesterol  decreased  significantly  (20 
percent)  during  the  metabolic  ward 
phase  but  increased  during  the  long- 
term  followup.  All  10  sul^cts  lost 
approximately  4  pounds  (lb)  (significant 
at  p<0.0025)  during  the  metabolic  ward 
phase  of  the  study.  The  investigators 
reported  that  changes  in  body  weight 
were  not  significantly  correlated  with 
the  changes  in  serum  cholesterol.  An 
additional  4  lb  of  weight  was  lost  during 
the  24-week  phase  of  followiup. 

An  unpublished  study  (RefT  119) 
evaliiated  the  cholesterol  lowering 

Eroperties  of  oat  gum  in 
ypercholesterolemics  (mean  senmi 
cholesterol  of  255  mg/dL).  Instant  oat 
gum  (3.6  g)  or  a  placebo  (mahodextrin) 
were  mixed  with  a  noncarbonated  diet 
fruit  drink  (250  mL)  and  consumed 
twice  a  dsy  at  each  main  meal  for  4 
weeks.  There  was  a  3-week  wash-out 
between  treatment  periods  and  after  the 
last  oat  gum  period.  Subjects  were 
random^  assigned  to  start  the  treatment 
period  with  either  the  oat  gum  beverage 
(X  die  placebo.  Results  showed 
significantly  lower  serum  cholesterol 
after  4  weeks  on  oat  gimi  compared  to 
both  the  baseline  (p  >  0.02)  and  the 
placebo  (p  ■  0.001).  Although  subjects 
wrere  asked  to  maintain  their  wei^t. 
subjects'  weights  were  not  reported. 

Bridges  et  sL  (Ref.  120)  evaluated  the 
effect  of  oat  bran  on  serum  cholesterol 
and  serum  acetate  in 
hypercholesterolemic  men  admitted  to  a 
metabolic  vttad.  Animal  studies  have 
shown  that  both  acetate  and  propionate 
inhibit  cholesterol  synthesis  (Ref.  120). 
The  20  subjects  were  divided  into  two 
groups:  Wheat  bran  group  (mean  serum 
cholesterol  of  252  mg/dL)  and  oat  bran 
group  (mean  senun  diolesterol  of  305 
mg/dL).  Following  1  week  on  a  typical 
American  diet,  the  diets  were 
supplemented  for  21  days  with  either 
110  g  of  oat  bran  per  day  or  40  g  of 
wheat  bran.  Results  showed  that  the  oat 
bran  group  experienced  significantly 
lower  (p  s  0.05)  serum  cholesterol  than 
the  wheat  bran  group.  However,  in  the 
wheat  bran  group,  the  baseline 
cholesterol  level  had  been  higher  than 
in  the  oat  bran  group.  There  was  a 
significant  (p  =  0.001)  weight  loss  in 
both  groups.  The  weight  loss  appeared 
to  be  greater  in  the  oat  bran  group.  LDL- 
cholesterol  was  significantly  lower  (p  s 
0.005)  in  the  oat  bran  group  as 
compared  to  the  group's  pretreatment 


values.  There  was  no  significant 
diOerence  in  LDL<:holesterol  between 
groups.  Serum  acetate  values  were 
significantly  higher  in  the  oat  bran 
group  than  in  the  pretreatment  diets. 
Wheat  bran  did  not  change  serum 
acetate  significantly  compared  to  the 
pretreatment  diets. 

Kashtan  et  al.  (Ref.  121)  evaluated  the 
effects  of  wheat  bran  and  oat  bran 
supplements  on  blood  lipids  snd 
lipoproteins  in  84  subjects  with  mild 
hypercholesterolemia.  This  was  a 
controlled,  parallel,  double-blind  study 
in  which  siiojects  consumed  either  oat 
bran  supplements  (with  11  to  17  g 
dietary  fiber  and  an  estimated  5  to  8  g 
of  soluble  fiber)  or  a  wheat  bran  cream 
of  wheat  mixture  (11  to  17  g  of  dietary 
fiber)  each  day  for  14  days.  Defined 
diets  were  delivered  to  the  subjects' 
homes.  The  diets  provided  one  of  four 
energy  amounts:  1300,  2,000, 2.400, 
and  2,800  calories,  with  37  percent  of 
energy  as  bi,  47  percent  caroohydrate, 
and  16  percent  protein.  Residts  showed 
mean  serum  cholesterol  decreased 
significantly  (-10.8  percent,  p  >  0.001) 
in  the  oat  group  compared  to  the  wheat 
group  (-4.7  percent).  However,  the 
baseune  diolesterol  was  higher  among 
the  oat  bran  group.  The  wheet  bnn 
group  also  experienced  significantly 
decreased  serum  cholestwol  compured 
to  their  baseline  (p  <0.001).  LDL- 
cholesterol  decreased  significantly 
compared  to  baseline  for  both  groups  (p 
s  0.03  for  the  wheat  bran  group  and  p 
<0.001  for  the  oat  group).  The  short  test 
period  of  2  weeks  in  this  study  makes 
interpretation  of  the  results  difficult. 
Ranhotra  and  coworkers  (Ref.  122) 
studied  lipidemic  responses  in  17 
hypercholesterolemic  men  consuming 
foods  high  in  soluble  fiber.  This  was  a 
6-week  interventi(m  study  with  a  6- 
week  control  period  prior  to  the  test 
period.  Subjects  consumed  their  usual 
diet  during  the  control  period  and  kept 
daily  records  of  intake  for  4  weeks. 
Subjects  were  then  given  a  list  of  foods 
that  were  identified  as  good  sources  of 
soluble  fiber  and  a  diet  supplement 
containing  30  g  each  of  rice  bran  and  oat 
bran,  and  were  instructed  to  incorporate 
foods  on  the  list  into  their  usual  diet 
Each  subject  served  as  his  own  control 
Results  showed  that  only  6  (34  percent) 
of  the  17  subjects  were  responders  to  the 
soluble  fiber  intervention.  The  authors 
reported  that  not  all  subjects  consumed 
the  supplement  daily  and  that  intakes  of 
soluble  fiber  varied  greatly  among  the 
participants.  Serum  cholesterol  values 
decreased  from  1  percent  to  17  percent 
compared  to  individual  control  levels  in 
those  responding  to  soluble  fiber. 
However,  the  authors  did  not  perform  a 
statistical  analysis  of  the  results,  and  the 


resiUts  in  this  study  are  too  inconsistent 
in  direction  and  msmituda  to  support 
an  effect  of  soluble  vimr  on  serum 
cholesterol. 

Zhang  et  al  (Ret  123)  studied  the 
mechanism  of  cholesterol  lowering  in 
nine  subjects  with  ileostomies.  This  was 
a  randomized,  controlled,  cross-over 
study  design.  Subjects  were  instructed 
to  consume  their  own  food,  which  was 
modified  to  be  low  fiber,  and  were 
assigned  to  either  a  low  fiber  diet 
(supplemented  with  wheat-flour  bread) 
or  a  nigh  fiber  diet  (supplemented  with 
oatbran  bread)  for  3  weeks  followed  by 
cross-over  to  die  other  fiber  bread  for 
another  3  weeks.  Ileostomy  effluents 
were  collected  on  sampling  days  in  both 
dietary  periods.  Subjects  were  also 
divided  into  two  subgroups  according  to 
the  amoimt  of  bile  acids  excreted  in  the 
ileostomy  effluents.  Results  showed 
subjects  with  low  bile  add  excretion 
had  significantly  increased  dailv 
excretion  of  total  bile  adds  on  the  high 
fiber  diet  as  compared  to  the  low  fiber 
diet.  There  were  no  significant 
differemxs  in  daily  excretion  of  total 
bile  adds  between  the  high  fiber  period 
and  the  low  fiber  period  in  subjeds  with 
high  daily  bile  add  excretion.  There 
was  no  baseline  serum  cholesterol 
measurement  Compared  to  the  low 
fiber  period,  serum  cholesterol  and  LDL- 
cholesterol  decreased  significantly  (p  > 
0.01  and  p  >  0.05,  respectively)  in  all 
nine  subjects  on  the  high  fiber  diet 
Sul^group  analysis  showed  that  subjects 
with  low  daily  bile  add  excretions  had 
significantly  reduced  serum  cholesterol 
on  the  high  fiber  diet  than  on  the  low 
fiber  diet.  Subjects  with  a  high  daily 
excretion  of  bile  adds  showed  no 
significant  difference  in  serum 
cholesterol  between  the  test  periods. 
Condusions  about  fiber  mecnanisms  in 
lowering  serum  lipids  in  subjects  with 

ileostomies  may  not  apply  to  the  general 

population. 

2.  Hyperdiolesterolemics:  Step  1  or  2 
diets 

A  study  by  braelsaon  et  al  (Rel  86) 
was  submitted  with  a  comment  This 
I^acebo-controlled,  double-blind,  cross- 
over intervmtion  study  used  30  g/day 
beet  fiber  or  bread.  Twenty-seven 
hypercholesterolemic  (sertun 
cholesterol  263  to  297  mg/dL)  women. 
55  to  56  years  old,  were  diosen  from  a 
CVD  screening  program.  Subjects 
consumed  a  moderate  cholesterol,  low 
fat  diet  with  increased  polyunsaturated 
fetty  adds/saturated  fatty  adds  (PUFA/ 
SPA)  for  a  1-month  run-in  period  and 
%vere  then  randomized  to  the  fiber  group 
or  placebo  for  1  month  followed  by 
cross-over  to  the  other  diet  The  beet 
fiber  provided  6  g  soluble  fiber.  16.5  g 
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Insoluble  fiber,  and  22.5  g  total  dietary 
fiber.  Subjects  decreased  alcohol  intake 
after  the  nin-in  period.  No  data  on 
satxirated  fat  or  soluble  fiber  intakes 
were  provided.  Results  showed  a 
significant  reduction  in  seriun 
cholesterol  in  the  fiber  group  compared 
to  the  placebo  after  2  weeks,  but  not 
after  4  weeks.  LOL-choIesterol  showed  a 
modest  but  significant  reduction  after  4 
weeks  of  fiber  intervention.  HDL 
remained  constant  or  increased 
significantly  after  1-month  intervention. 
The  ratio  of  LDL:HDL  was  significantly 
reduced  at  the  end  of  the  test  period. 
The  short  test  period  of  this  study  does 
not  address  long-term  effectiveness  of 
beet  fiber. 

Bremer  et  al.  (Ref.  91)  evaluated  the 
cholesterol  lowering  effects  of  oat  bran 
and  wheat  bran  in  a  randomized,  single- 
blind,  cross-over,  placebo-controlled 
intervention  trial.  The  fibers  were 
incorporated  into  breads.  Twelve 
hyperlipidemic  men  and  women  (total 
serum  cholesterol  220  to  348  mg/dL) 
were  stabilized  on  a  American  Heart 
Association  (AHA)  phase  II  diet  (total 
fat  25  to  30  percent  of  energy,  saturated 
fat  <8  percent  of  energy, 
polyimsaturated  fat  5  to  10  percent  of 
energy,  cholesterol  <250  mg/day)  for  3 
months  prior  to  intervention.  There  was 
a  2-%veek  run-in  prior  to  test  during 
which  subjects  added  additional  bread 
to  their  diets.  Subjects  were  randomized 
to  one  of  the  two  fiber  groups  for  4 
weeks,  followed  by  2-week  wash-out, 
then  cross-over  to  other  fiber  group.  The 
bread  (10  to  12  slices/day)  was  added  to 
the  diet  in  place  of  other  carbohydrate 
foods.  Subjects  had  a  mean  intake  of 
44.6  g/day  of  oat  bran  (range  of  34.2  to 
68.4  g/day).  Total  dietary  fiber  intake 
during  the  oat  period  was  32.2  g,  and 
34.1  g  during  the  wheat  period.  Results 
showed  no  significant  differences  in 
total  serum  cholesterol  or  LDL- 
cholesterol  between  the  oat  and  wheat 
periods.  Authors  account  for  the  lack  of 
observed  response  on  serum  cholesterol 
from  oat  bran  as  due  to  the  lower 
soluble  fiber  content  of  New  Zealand  oat 
bran  compared  to  oat  bran  used  in  other 
studies. 

Anderson  et  al.  (Ref.  92)  evaluated  the 
hypocholesterolemic  effects  of  two  bulk 
laxatives,  relative  to  psyllium  and  a 
placebo  (cellulose),  in  mild  to 
moderately  high  hypercholesterolemic 
(total  senm  cholesterol  200  to  300  mg/ 
dL)  men  and  women.  The  laxatives  were 
evaluated  at  the  manxifacturer's 
recommended  dosages.  Of  the  163 
subjects  screened.  105  completed  the 
16-week  study.  Subjects  were  instructed 
in  and  consumed  the  AHA  Step  1  diet 
(total  fat  30  to  33  percent  of  energy, 
saturated  fat  10  percent  of  energy, 


carbohydrate  46  percent  of  energy, 
cholesterol  <300  mg/day)  for  8  weeks 
followed  by  an  B-week  parallel 
treatment  with  diets  supplemented  with 
one  of  three  fiber  supplements  or- 
placebo.  Fiber  sources  used  were  the 
following  bulk  laxatives:  psyllium  (10.2 
g/day).  methylcellulose  (6  or  10.2  g/ 
day),  calcium  polycaibophil  (4  g/day). 
and  cellulose  placebo  (4  g/day).  The 
authors  note  that  psyllium  and 
methylcellulose  were  most  effective  in 
lowering  serum  cholesterol.  There  was 
no  significant  difference  between 

fisyllium  and  methylcellulose  in 
owering  senmi  cholesterol.  Soluble 
fiber  was  not  controlled  in  this  study. 
Subjects  on  psyllium  had  the  highest 
soluble  fiber  intake.  Side  effects  were 
reported  for  each  laxative. 

An  xmpublished  manuscript  entitled 
"High  soluble  fiber  foods  reduce  serum 
lipids  even  when  diets  are  already  low 
in  saturated  fat  and  cholesterol"  (Ref. 
93)  was  received  as  part  of  a  comment. 
This  4-week,  cross-over,  metabolic 
study  in  12  hyperlipidemic  (mean  total 
cholesterol  of  272  mg/dL)  subjects 
compared  a  psyllium  cereal/low  fat  diet 
(9.35  g  psyllium/day  =  53  oz  of  psyllium 
cereal)  with  a  similar  diet  substituting 
wheat  bran  for  the  psyllium  cereal.  The 
low  fat  diets  were  the  same  in  both 
phases  of  the  study,  low  in  saturated  fat 
(<4  percent  of  energy)  and  cholesterol 
(<50  mg/day)  and  hi^  in  carbohydrate 
(>60  percent  of  energy).  The  psyllium 
cereal  was  significantly  more  effective 
in  lowering  total  and  LDL-cholesterol 
than  the  wheat  bran  cereal.  Mean  total 
cholesterol  reduction  was  from  272  mg/ 
dL  to  249  mg/dL,  and  from  192  mg/dL 
172  mg/dL  for  LDL  cholesterol. 
Preliminary  subgroup  analysis  by  the 
authors  of  the  study  suggested  that 
patients  with  both  elevated  cholesterol 
and  triglycerides  (Type  Ub)  showed  no 
reduction  in  LDL  cholesterol,  while 
patients  with  only  Type  Ila  (isolated 
elevation  of  cholesterol)  benefited. 
Addititmal  concerns  are  raised  by  this 
study  regarding  the  usefulness  of 
psyllium  in  Type  Ub  patients. 

An  unpublisned  manuscript  entitled 
"High  fiber  foods  reduce  serum  lipids 
even  on  diets  low  in  saturated  fat  and 
cholesterol"  (Ref.  94)  was  received  as  a 
comment.  This  was  a  cross-over  study 
with  11  hyperlipidemic  volunteers. 
Each  16-week  test  period  was  separated 
by  a  2-month  wash-out  period  during 
which  subjects  consumed  only  the  Step 
2  diet  (total  fat  <20  of  energy,  saturated 
fat  <7  percent  of  energy,  cholesterol 
<100  mg/day.  and  carbohydrate  >60 
percent  of  energy).  During  one 
metabolic  phase,  subjects  were  fed  foods 
considered  good  sources  of  soluble  fiber 
(e.g..  legumes  and  psyllium-containing 


cereals)  as  part  of  the  Step  2  diet.  During 
the  second  phase,  wheat  bran- 
containing  foods  were  fed.  Results 
showed  that  both  the  soluble-  and 
insoluble-fiber  groups  lost  weight 
during  the  4-month  test  p>eriod.  The 
insoluble-fiber  group  lost  significantly 
more  than  the  soluble-fiber  group. 
Although,  blood  lipids  fell  on  both 
diets,  total  cholesterol,  LDL-  and  HDL- 
cholesterol  values  were  significantly 
lower  (6.3  percent.  8.6  percent,  and  5.7 
percent,  respectively)  in  the  soluble- 
fiber  group  than  in  the  insoluble-fiber 
group.  The  soluble  fiber  diet 
emphasized  foods  shown  in  other 
studies  to  reduce  serum  cholesterol,  i.e., 
dried  beans,  peas,  other  legumes,  oat 
bran,  and  a  psyllium-containing  cereal. 
The  actual  difference  in  soluble  fiber 
content  between  the  soluble  and 
insoluble  fiber  diets  was  only  about  3.2 
g/day,  on  average.  The  authors  felt  that 
the  specific  foods  they  fed  contribute  to 
lowering  of  serum  cholesterol,  but 
expressed  concern  that  not  all  soluble 
fibers  show  this  effect,  and  that  no 
mechanism  of  action  is  apparent.  They, 
therefore,  expressed  "concern  over  lipid 
lowering  claims  for  direct  dietary 
fibers." 

An  intervention  study  by  Anderson  et 
al.  (Ref.  95)  with  44  hyperlipidemic 
(serum  cholesterol  200  to  300  mg/dL) 
men  and  women  was  conducted  using 
a  randomized,  double-blind,  and 
parallel  design.  Subjects  consumed  a 
Step  1  diet  and  3.7  ounce  (oz)/day  (on 
average)  of  either  a  wheat  bran  cereal  or 
a  psyllium  cereal  for  6  weeks.  The 
psyllium  cereal  provided  10.7  g/day  of 

{)sylHum.  The  psyllium  group  had  a 
ower  total  cholesterol  by  about  8 
percent  and  LDL  cholesterol  by  nearly 
13  percent  by  the  end  of  the  study. 
Mean  total  cholesterol,  however,  was 
still  higher  than  200  mg/dL  despite 
these  reductions.  Both  groups  had 
comparable  weight  loss  of  about  1  (lb) 
pound.  Bef^ause  this  study  had  a  short 
test  period,  it  did  not  address  the  loi^- 
term  usefiibiess  of  psyllium  in  reducing 
serum  cholesterol.  In  a  parallel  design, 
nonblinded  clinical  trial  with  59  men 
and  women  with  total  cholesterol 
between  215  and  396  mg/dL,  Neal  and 
Balm  (Ref.  98)  placed  all  subjects  on 
Step  1  diets  for  7  weeks.  The  control 
group  continued  on  the  Step  1  diet,  and 
the  test  group  received  20.4  g  of 
psyllium  per  day  in  the  form  of 
Metamucil  immediately  after  breakfast 
and  the  evening  meal  for  13  weeks. 
After  the  treatment  period,  the  psyllium 
group  had  a  decrease  in  total  cholesterol 
of  7.1  percent,  while  the  control  group 
had  a  1.6  percent  decrease.  The 
difference  between  the  test  and  control 
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groups  was  5.5  percent,  a  significant 
decrease.  Although  there  was  a  5.1 
percent  decrease  in  LDL  in  the  psyllium 
group  compared  to  the  control,  this 
decrease  was  not  significant.  The 
authors  failed  to  report  the  amoimts  of 
total  fat.  satiirated  ut.  and  total  soluble 
dietary  fiber  consumed  diuing  each 
period. 

Two  short-term  studies  by  Wolever  et 
aL  (Refs.  101  and  102)  evaluated  the 
effectiveness  of  psyllium  in  lowering 
serum  diolesterol  (Ref.  101)  and  its 
effectiveness  when  psyllium  was  taken 
with  meals  or  between  meals  (Ref.  102). 
These  studies  were  done  with  men  and 
women,  some  of  whom  were  on  lipid- 
lowering  drugs,  who  were  instructed  on 
a  Step  2  diet.  The  test  periods  were  for 
2  weeks.  In  both  studies,  serum 
cholesterol  was  lowered  significantly  at 
the  end  of  the  2  weeks. 

O'Coimor  et  al.  (Ref.  103)  conducted 
a  well-controlled  multicenter,  double- 
blind  randomized,  parallel  group, 
placebo-controlled  trial  with  men  and 
women  between  the  ages  of  18  and  70 
years  with  a  diagnosis  of  mild  to 
moderate  primary  hypercholesterolemia 
(see  Table  1).  A  five  fiber  supplement, 
containing  guar  and  pectin  and 
providing  7.5  g  of  soluble  fiber  and  2.5 
g  of  insoluble  fiber,  was  administered 
either  once  or  twice  a  day  for  15  weeks 
with  a  Step  1  diet.  The  placebo  group 
received  5.2  g  of  insoluble  fiber  with  no 
soluble  fiber  before  breakfast  and 
dinner.  All  nutrients  were  kept  constemt 
except  for  fiber.  Serum  cholesterol  and 
LDL-cholesterol  were  significantly 
reduced  compared  to  placebo  in  all 
studies  (see  Table  1,  studies  B301  and 
B302  in).  An  extension  of  this  study 
evaluated  the  long-term  usefulness  of 
the  five  fiber  supplement  for  an 
additional  36  weeks  (total  of  51  weeks). 
Significantly  reduced  levels  of  total  and 
LDL-cholesterol  were  maintained  (5.3 
percent  and  8.4  percent,  respectively) 
compared  to  baseline.  This  study  shows 
both  the  ability  of  a  particular  soluble 
fiber  product  for  reducing  blood  lipids 
and  the  long-term  benefits  of  soluble 
fiber  supplementation  with  a  low  fat 
diet. 

An  unpublished  study  (Ref.  108) 
evaluated  the  hypocholesterolemic 
effect  of  psyllium  in  23 
hypercholesterolemic  men  (mean  total 
cholesterol  greater  than  240  mg/dL). 
Using  a  double-blind,  double  cross-over 
design,  the  subjects  were  randomly 
assigned  to  either  the  psyllium-wheat 
bran-psyllium  group  or  to  the  wheat 
bran-psy Ilium- wheat  bran  group  for  8,  5, 
and  5  weeks,  respectively.  Subjects 
consiuned  a  total  of  10  g  of  soluble 
fiber/day  from  psyllium  and  2  g  of 
soluble  fiber  per  day  from  wheat  bran. 


All  subjects  ctmsumed  a  Step  1  low  fat 
diet  as  the  base  diet.  Results  showed 
significant  cholesterol  and  LDL- 
cholesterol  lowering  (4.3  percent)  with 
psyllium  compared  to  the  wheat  phase 
of  the  test.  Initial  cholesterol  values  for 
each  group  were  not  given. 

A  1987  study  by  Tumbull  and  Leeds 
(Ref.  Ill)  was  submitted  with 
comments  from  the  food  industry  as 
further  evidence  for  a 
hypocholesterolemic  effect  of  soluble 
fiber  bom  oat  bran.  In  this  study.  17  free 
living  men  and  women  aged  23  to  73 
years  (serum  cholesterol  levels  above 
232  mg/dL)  were  given  varying  degrees 
of  instructicm  on  a  low  fat  diet  (<35 
percent  calories  from  fat).  All  subjects 
followed  this  diet  for  a  1-month  run-in 
period.  Eight  subjects  were  followed 
intensively  during  the  run-in  period  and 
fiber  periods  through  blood  sampling 
and  diet  histories.  Subjects  were  then 
randomly  assigned  to  receive  either  150 
g/day  oats  (frt>m  cereal  and  muffins)  or 
100  g/day  wheat  flour  biscuits  for  1 
month  followed  by  cross-over  to  the 
other  fiber  diet  for  an  additional  month. 
The  oat  products  provided  5.4  g  of 
soluble  fiber  per  day.  The  wheat 
products  provided  3.1  g/day.  Results 
during  the  nm-in  period  showed  a 
significant  loss  of  weight  and  reduction 
in  serum  cholesterol  in  the  group  of 
eight  subjects  studied  intensively  during 
the  first  month.  At  the  start  of  the  first 
test  period  (whether  oat  or  wheat)  all 
subjects  had  a  mean  fat  intake  of  34 
percent  of  calories.  During  the  oat 
period,  the  subjects'  energy  intakes 
increased  and  fat  intake  increased  to  35 
percent.  Mean  body  weight,  however, 
remained  constant.  Combining  all 
results  from  the  oat-wheat  and  wheat- 
oat  periods,  serum-  and  LDL-cholesterol 
fell  significantly  (p  =  0.02  and  p  =  0.003. 
respectively).  Chiring  the  wheat  period, 
the  subjects'  caloric  intake  increased 
with  a  mean  body  weight  increase  of  0.3 
kilogram  (kg).  Total  fat  consumption 
during  the  wheat  period  was  36  percent 
of  calories.  Mean  serum  cholesterol  of 
the  combined  period  showed  a 
nonsignificant  increase  (1.6  percent)  in 
serum  cholesterol  during  the  wheat 
period.  LDL-cholesterol  showed  a 
nonsignificant  increase.  In  the  eight 
subjects  followed  intensively 
throughout  the  study,  the  results 
showed  that  most  of  them  had  further 
reductions  in  total  and  LDL-cholesterol 
on  the  oat  diet  beyond  the  low  fat  diet 
alone.  In  a  later  study  (Ref.  126)  of  the 
same  design  and  using  the  same  levels 
of  oats  and  wheat  flour,  the  authors 
reported  favorable  changes  in 
apolipoprotein  Al  and  no  change  in 


apolipoprotein  B  in  subjects  on  the  oat 
diet. 

The  purpose  of  the  study  by 
Fukagawa  et  al.  (Ref.  114)  was  to 
evaluate  the  effects  of  a  very  high 
carbohydrate  high  fiber  (HCF)  diet  on 
peripheral-tissue  insulin  responsiveness 
in  a  group  of  healthy  young  men  (ages 
18  to  24  years,  Group  A)  and  in  a  group 
of  older  men  and  women  (ages  67  to  86 
years.  Group  B).  The  yoimg  men  had 
normal  serum  cholesterol  (199  mg/dL) 
and  the  older  adults  were 
hypercholesterolemic  (237  mg/dL).  The 
subjects  were  studied  while  consuming 
their  usual  ad  Ubitum  diet  and  after 
consuming  a  HCF  diet  for  21  to  28  days. 
The  older  group  was  admitted  to  the 
metabolic  ward  for  the  duration  of  the 
study.  The  younger  subjects  only  ate 
their  meals  on  the  metabolic  ward.  The 
study  was  not  blinded  or  placebo 
controlled.  Test  diets  provided  the 
following:  Group  A —  23.6  g/day  soluble 
fiber,  88.2  g  of  plant  fiber/day,  134  mg 
dietary  cholesterol,  14  percent  energy  as 
fiat,  3  percent  energy  as  saturated  fat,  69 
percent  of  energy  as  carbohydrates; 
Group  B —  17  a  of  soluble  fiber.  67.7  g 
of  plant  fiber/day,  90  g  of  dietary 
cholesterol,  15  percent  energy  as  fat.  3 
percent  energy  as  saturated  fat,  and  70 
percent  energy  as  carbohydrates.  Results 
showed  a  significant  reduction  in  serum 
cholesterol  in  both  groups  after  4  weeks 
(Group  A:  26  percent;  Group  B:  45 
percent).  The  results  of  this  study  are 
inconclusive  for  an  effect  of  fiber  on 
serum  cholesterol  (which  was  not  the 
objective  of  the  study)  because  the 
subjects'  ad  libitum  diets  were 
significantly  higher  than  the  test  diet  in 
fat  (37  to  42  percent  of  calories 
compared  to  approximately  14  percent 
on  the  test  diet),  saturated  fat  (15  to  17 
percent  of  calories  versus  3  percent  of 
calories),  and  lower  in  carbohydrates 
(40  to  45  percent  of  calories  versus  68 
to  70  percent  of  calories).  In  addition, 
there  was  no  control  group. 

Anderson  et  al.  (Ref.  118)  evaluated 
the  cholesterol-lowering  benefits  of 
psyllium-enriched  cereal  in  subjects 
with  mild  to  moderate 
hypercholesterolemia  (serum 
diolesterol  range  of  200  to  300  mg/dL). 
Subjects  consumed  their  usual  diets  for 
1  week  before  being  randomly  assigned 
to  receive  psyllium-flake  or  wheat  bran 
flake  cereal  for  6  weeks.  Subjects  were 
also  instructed  on  a  Step  1  diet  and 
asked  to  adhere  to  it  for  6  weeks. 
Soluble  fiber  intake  during  the 
treatment  period  was  5.9  g  per  day  for 
the  wheat  bran  group  and  15.1  g/day  for 
the  psyllium  group.  Results  showed 
significantly  reduced  serum-  and  LDL- 
cholesterol  in  the  psyllium  group 
compared  to  the  wheat  group.  Serum 


2558        Fadaral  Regiater  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


cholesterol  was  reduced  8.36  percent  (p 
s  0.01)  and  LDL-cholesterol  12.9 
percent  (p  «  0.01)  in  the  psyllium  group. 
There  was  no  sisnificant  change  in 
serum-  or  LDL-cholesterol  in  the  wheat 
group. 

3.  Normocholesterolemics:  "typical"  or 
"usual"  diets 

Resnicow  et  al.,  1991  (Ref.  96). 
measured  total  serum  lipids  in  a 
population  of  31  Seventn  Day 
Adventists,  ages.S  to  46  years,  who  had 
consumed  a  pure  vegetarian  diet  for  at 
least  6  months  prior  to  taking  of  blood 
samples.  Diets  of  vegans  were  compared 
to  those  of  onmivore  controls.  Blood 
samples  were  not  taken  from  the 
controls  and  blood  values  for  these 
sub)ects  were  derived  from  the  Lipid 
Research  Clinics  Population  Studies 
Data  Book.  Results  showed  that  the 
adult  vegans  consimied  significantly 
less  energy  and  energy  from  fat  (31 
percent  versus  38  percent  of  calories), 
total  fat.  satxirated  fat,  monounsaturated 
fat.  cholesterol,  and  protein.  They  also 
consimied  significantly  more  fiber  (45  g/ 
day  versus  20  g/day)  than  the 
omnivores.  Total  dietary  soluble  and 
insoluble  fibers  were  not  assessed. 
Foods  consumed  in  greater  frequency  by 
vegans  included  almonds,  cashews,  and 
their  nut  butters,  dried  fruits,  citrus 
fruits,  soy  milk,  and  greens.  Total  serum 
cholesterol  for  vegans  was 
approximately  23  percent  lower  (139 
mg/dL  versus  182  mg/dL)  than  expected 
values  for  omnivores. 

One  study  submitted  with  comments 
evaluated  the  effect  of  glucomannan.  a 
pectin-like  gel  fiber  derived  from 
purified  tubers  of  Amorphophallus 
Koniac  K.  Koch,  on  serum  cholesterol 
and  weight  reduction  in  obese  patients 
consuming  their  normal  diets  (Ref.  117). 
Weight  loss  and  serum  cholesterol 
decreased  significantly  in  the  test  group 
compared  with  the  placebo  group  at  the 
end  of  the  B-week  trial.  After  4  weeks  on 
the  test  product,  subjects  had  a  mean 
weight  loss  of  4.9  lb  and  mean  serum 
cholesterol  reduction  of  20.9  mg/dL. 
After  another  4  weeks,  weight  loss  was 
only  0.6  lb  and  serum  cholesterol  was 
reduced  only  0.8  mg/dL.  Because  weight 
loss  and  serum  cholesterol  are  closely 
correlated,  the  effiact  of  glucomannan  on 
serum  cholesterol  cannot  be  determined 
from  this  study. 

An  unpublished  study  studied  the 
mechanism  of  serum  cholesterol 
reduction  by  oat  bran  (Ref.  124).  This 
was  a  2-month  metabolically-controUed 
intervention  trial  with  nine 
normocholesterolemic  men.  A  single 
isotope  was  used  to  determine  bile  acid 
kinetics  during  the  oat  bran  period. 
During  the  first  month,  subfects 


consumed  a  constant  diet  provided  in  a 
metabolic  unit.  The  fat  content  of  the 
diet  was  35  percent  of  the  energy.  The 
total  soluble  fiber  content  of  the  low 
fiber  diet  ranged  from  3.0  to  4.9  g/day 
and  for  the  high  fiber  period  9  to  12  g/ 
day.  During  the  second  month,  this 
same  diet  was  supplemented  with  100 
g  of  oat  bran  per  day.  Results  showed 
significantly  lowered  serum  cholesterol 
during  both  periods.  Serum  cholesterol 
was  14  percent  lower  compared  to  the 
prestudy  period  during  the  low  fiber 

Eeriod  and  22  percent  lower  during  the 
igh  fiber  period.  Serum  cholesterol 
during  the  high  fiber  period  was  also 
significantly  lower  than  that  of  the  low 
fiber  period  (an  additional  decrease  of  9 
percent).  Bile  acid  excretion 
approximately  doubled  diiring  the  high 
finer  period. 

4.  Normocholesterolemics:  low  fat  diets 

Nervi  et  al.  (Ref.  107)  reported  than  an 
intake  of  120  g/day  of  legumes  for  30  to 
35  days  significantly  lowered  serum 
cholesterol  (fit)m  162  to  143  mg/dL)  in 
20  Chilean  young  men  compared  to 
responses  of  men  on  a  control  diet.  The 
men  consumed  beans,  peas,  or  lentils 
each  day  as  part  of  a  diet  that  provided 
33  percent  of  calories  fit>m  fat  and  12.5 
g  of  total  fiber.  The  study  was  designed 
to  evaluate  the  hypothesis  that  legumes 
may -be  a  risk  factor  for  cholesterol 
gallstones  in  certain  subpopulations. 
The  authors  reported  significantly 
increased  biliary  cholesterol  satiuvtion 
and  modification  of  bile  acid 
composition  during  the  legume  diet 
period. 

5.  Other  studies 

Evidence  for  the  cholesterol-lowering 
effect  of  soluble  fiber  from  oats  was 
evaluated  using  meta-analysis  (Ref. 
125).  In  this  study,  after  pooling  the  raw 
data  from  5  investigators  who  had 
looked  at  the  effect  of  consumption  of 
oat  products  on  blood  total  cholesterol, 
a  modest  reduction  (average  decrease  of 
5  to  6  mg/dL)  on  blood  total  cholesterol 
levels  was  found.  The  decrease  in  blood 
total  cholesterol  was  largest  in  those 
trials  with  initially  higher  blood  total 
cholesterol  levels,  particularly  where  an 
intervention  dose  of  3  g  or  more  of 
soluble  fiber  from  oats  was  used.  To 
assess  whether  other  dietary  factors,  i.e., 
dilution  of  saturated  fat  and  calorie 
intakes  by  the  oatmeal  or  oat  bran 
addition  to  diets,  might  have  been 
responsible  for  the  drop  in  blood  total 
cholesterol  levels,  the  authors  used  the 
experimentally  derived,  predictive 
equation  of  Keys  to  see  if  dietary 
changes  in  fat  components  of  the  test 
diets  could  account  for  the  observed 
decreases  in  serum  cholesterol.  The  fat 


and  saturated  fat  dianges  did  not  appear 
to  be  responsible  for  the  drop  in  serum 
cholesterol  levels,  thus  suggesting  that 
some  other  factor  in  the  test  diets  (e.g.. 
the  soluble  fiber  fraction)  was 
responsible  for  the  observed  effects.  The 
authors  concluded,  therefore,  that 
incorporation  of  oats  (a  rich  source  of 
soluble  fiber,  primarily  as  ^lucan)  into 
diets  causes  a  modest  decrease  in 
average  blood  cholesterol.  The  authors 
also  suggested  that  there  was  a  dose- 
response  relationship  between  the 
amount  of  soluble  fiber  from  oats  and 
the  reduction  in  blood  cholesterol 
levels,  with  intakes  of  soluble  fiber  bota 
oats  above  3  g/day  showing  more  effect 
than  lower  intakes.  Additionally,  the 
authors  noted  that  other  components  in 
oats  may  play  a  role  in  the  ol^erved 
cholesterol  reduction  and  suggested  the 
need  for  long-term  clinical  trials  (6 
months  or  more)  with  multiple  doses  to 
verify  their  conclusions  from  the  meta- 
analysis. 

6.  Summary  of  human  studies 

The  human  studies  reviewed  above 
suffered  from  many  of  the  same  design 
flaws  noted  in  the  proposed  rule  on 
health  claims  for  dietary  fiber  and 
cardiovascular  disease  (56  FR  60582  at 
60591).  Some  studies  were  conducted 
with  very  small  sample  sizes  (Refs.  84, 
85.  87.  90,  91.  93,  94.  97. 110.  111.  114. 
122, 123, 124,  and  126).  Another 
limitation  was  short  study  times  (Refs. 
87, 101. 102, 110. 114, 120, 121,  and 
123).  Inadequate  control  of  confounding 
factors,  such  as  concomitant  weight 
losses  and  changes  in  other  dietary 
components  which  may  have  affected 
results,  plagued  some  studies  (Refs.  86, 
96, 107. 108. 110. 117. 119.  and  120). 
The  absence  of  adequate  dietary  intake 
data  to  assure  that  dietary  changes  other 
than  differences  in  soluble  fiber  intakes 
had  not  occurred  was  a  problem  for  a 
number  of  studies  (Refs.  84,  86,  87,  88. 
90.  91.  95,  97.  99, 105, 106. 119,  and 
123). 

Several  studies  were  suggestive  of 
positive  effects  of  soluble  fiber  intakes 
on  blood  cholesterol  levels.  One  study 
provided  evidence  of  a  relationship 
between  consumption  of  foods  high  in  ' 
soluble  fiber  and  reduced  levels  of 
blood  total-  and  LDL-cholesterol  levels 
(Ref.  118).  In  a  comparison  of  a  breakfast 
cereal  fortified  with  psyllium,  a  rich 
source  of  soluble  fiber  (12  g  of  psyllium/ 
day  from  114  g/day  of  a  psyllium- 
containing  cereal)  to  a  wheat  bran  cereal 
which  contributed  negligible  amounts  of 
soluble  fiber,  the  psyllium-containing 
cereal  was  associated  with  lower  blood 
total-  and  LDL-cholesterol  levels  after  6 
weeks  than  were  observed  in  subjects 
following  a  diet  containing  wheat  bran 
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cereal.  In  another  study  (Ref.  104), 
consumption  of  123  g  of  oat  bran  cereal 
(contributing  10.3  g  soluble  fiber  daily) 
versus  consumption  of  54  g  of  wheat 
bran  cereal  per  day  (contributing  3.4  g 
of  soluble  fiber  daily)  was  associated 
with  lower  blood  total-  and  LDL- 
cholesterol  levels  after  4  weeks.  Dietary 
intakes  of  fat  and  saturated  fat  were 
estimated  to  be  similar  across 
treatments.  On  the  other  hand,  some 
studies  foimd  no  relationship  between 
intakes  of  high  soluble  fiber  diets  and 
blood  total-  or  LDL-cholesterol  levels 
(Refs.  83  and  91).  Several  explanations 
for  the  lack  of  a  relationship  in  these 
studies  were  offered  by  the  authors, 
including  the  possibility  that  the  oat 
bran  usea  was  low  in  soluble  fiber 
content  (Refs.  83  and  91).  The  study  by 
Neal  and  Balm  (Ref.  98)  showed 
significantly  lower  blood  total- 
cholesterol  levels  with  consimiption  of 
a  psyllium-fortified  cereal,  but  the 
decline  in  LDLK:holesterol  levels 
compared  to  the  control  was  not 
statistically  significant.  A  small  body 
weight  loss  in  both  groups  may  have 
confounded  the  relationships.  However, 
since  it  is  the  LDL-cholesterol,  rather 
than  the  total-cholesterol,  that  is  the 
desired  endpoint  for  evaluating 
beneficial  changes,  the  lack  of  statistical 
significance  for  serum  LDL-cholesterol 
levels  limits  this  study's  usefulness. 

Finally,  the  meta-analysis  on  the 
cholesterol-lowering  effect  of  oat 
products  was  useful  and  suggested  a 
benefit  bom  oat  consumption.  However, 
the  authors  noted  that,  while  grams  of   ' 
soluble  fiber  were  chosen  to  represent 
the  dose  of  oat  product,  it  is  entirely 
possible  that  other  components  of  oats, 
as  well  as  the  way  in  which  the  oat 
product  is  prepared,  may  also  play  a 
role  in  reduction  of  blood  LDL- 
cholesterol  levels.  The  authors 
recommended  that,  because  there  are 
several  components  of  oats  which  could 
provide  beneficial  effects  on  blood 
cholesterol  levels,  futiue  clinical  studies 
should  test  multiple  doses  of  oat 
products  with  the  simultaneous 
measiirement  of  other  possible  active 
components,  including  soluble  fiber,  ^ 
glucan,  and  tocotrienols. 

The  most  definitive  results  linking 
soluble  fiber  intakes  to  beneficial 
changes  in  blood  cholesterol  levels  were 
for  studies  in  which  dietary 
supplements  of  guar  (Refe.  99  and  100), 
gum  arable  (Ref.  109).  psyllium  (Ref. 
92),  or  a  combination  of  soluble  fiber 
sources  (Ref.  103)  were  given.  Some  of 
these  studies  (Refs.  99,  100,  and  109) 
also,  however,  failed  to  provide 
adequate  information  on  dietary  intakes, 
thus  limiting  the  ability  to  rule  out 
>08sible  confounding  effects  from  other 


dietary  changes  that  may  have  occtirred 
concomitantly  with  addition  of  these 
supplements.  A  series  of  well- 
conducted  clinical  trials  were  done  to 
design  and  test  the  effectiveness  of  fiber 
mixtures  (guar,  pectin,  psylliiun,  and 
locust  bean)  on  blood  cholesterol  levels 
(Refs.  103  and  106).  Early  studies  in  one 
series  (Ref.  106)  showed  no  benefit  from 
acacia  gum  alone  or  a  mixtiue  of  acacia 
gum,  psyllium  and  guar  (Studies  1  and 
2).  Oruy  when  a  mixture  of  pectin, 
psyllium,  guar  and  locust  bean  was 
given  were  beneficial  effects  seen  (Study 
4).  These  results  strongly  suggest  that 
benefits  of  fiber  supplements  are  not 
readily  predicted  by  an  analytical 
definition  of  soluble  fiber,  but  rather 
vary,  in  some  unknown  way,  among 
different  soiut:es  or  combinations  of 
sources,  of  soluble  fiber.  Thus, 
generalizing  results  from  one  fiber 
source  to  another  must  be  done 
cautiously. 

B.  Animal  studies  submitted  mth 
comments 

FDA  received  a  number  of  animal 
studies  submitted  as  comments.  FDA 
has  reviewed  these  studies  as  described 
below. 

1.  Relationship  between  specific 
soluble  fibers  and  plasma  cholesterol 

Ney  et  al.  (Ref.  127)  evaluated  the 
effect  of  soluble  oat  fiber  on  blood  very 
low  density  lipoprotein  (VLDL),  low 
density  lipoprotein  (LDL),  and  high 
density  lipoprotein  (HDL)  levels  by 
feeding  male  rats  cholesterol-raising 
diets  (diets  which  contained  1  percent 
cholesterol  and  0.2  percent  cholic  acid 
as  the  stimulus  for  increasing  blood 
cholesterol  levels)  and  6  percent  dietary 
fiber  from  cellulose  (control)  or  from 
three  oat  products  with  increasing  levels 
of  soluble  fiber:  Oat  bran,  high  fiber  oat 
flour  or  a  processed  oat  product. 
Compared  to  the  cholesterol-fed 
cellulose  control,  all  oat  fibers  lowered 
plasma  total  cholesterol  by  25  to  45 
percent,  lowered  VLDL  -f  LDL 
cholesterol  levels  by  40  to  60  percent, 
and  raised  HDL-cholesterol  by  25  to  40 
percent  (all  significant  at  p  =  0.01).  This 
pattern  of  changes  in  blood  lipid 
components  is  associated  with 
decreased  risk  of  heart  disease.  The 
processed  oat  product,  which  contained 
40  percent  more  soluble  fiber  than  oat 
bran  or  oat  flour,  resulted  in  a 
lipoprotein  profile  similar  to  that 
obtained  without  the  cholesterol-raising 
stimulus  of  dietary  cholesterol  and 
cholic  acid.  The  oat  product  with  the 
highest  soluble  fiber  content  was, 
therefore,  more  effective  with  ingestion 
of  the  cholesterol-raising  diet  than  was 
the  oat  bran  or  oat  flour  with  lower 
amounts  of  soluble  fiber.  The  authors 


suggested  that  these  data,  which  show 
greater  benefits  as  the  soluble  fiber 
content  increases,  support  the 
suggestion  that  soluble  fiber  is  the 
component  of  oat  fiber  responsible  for 
the  cholesterol-lowering  effect  of  oat- 
containing  diets. 

Nishini  et  al.  (Ref.  128)  evaluated  the 
effect  of  dietary  fibers  from  oat  bran, 
wheat  bran,  cellulose,  and  pectin  on 
plasma  lipoproteins,  apolipoproteins 
and  enzymes  involved  on  cholesterol 
metabolism  in  non-fasted  rats.  The 
animals  were  fed  experimental  diets 
estimated  to  contain  8  percent  dietary 
fiber  by  weight.  Results  showed  that 
pectin-fed  animals  (i.e.,  animals 
receiving  the  highest  soluble  fiber)  had 
significantly  lower  serum  cholesterol, 
HDL-cholesterol,  and  apolipoprotein  A- 
1  levels  compared  to  the  fiber-free 
control.  Total  cholesterol  levels  in  the 
wheat-bran-fed  (primarily  insoluble 
fiber)  or  oat  bran-fed  (mixed  soluble/ 
insoluble  fiber)  animals  were  not 
significantly  different  bom  the  fiber-&«e 
control.  No  data  were  given  on  the 
soluble  fiber  content  of  the  diets, 
although  the  pectin  diet  would  be 
expected  to  have  the  highest  level  of 
soluble  fiber.  Results  showed  that  blood 
lipid  distributions  are  affected 
differently  by  dietary  fibers,  and  that 
changes  among  lipid  components 
frequently  occurred  without  a  change  in 
overall  cholesterol  concentrations. 

Prentice  et  al.  (Ref.  129)  compared  the 
effects  of  ground  and  rolled  caryopses  of 
barley  and  rolled  oats  to  ground  com  on 
hepatic  cholesterol  and  fatty  acid 
synthesis  in  chickens.  Approximately  7 
to  8  percent  of  the  barley  and  oat  cereals 
was  ^glucan;  com  had  less  than  1 
percent  p-glucan.  Both  barley  and  oats 
decreased  plasma  total  cholesterol  by  32 
percent  and  25  percent,  respectively. 
The  authors  attributed  the  effect  on 
semm  cholesterol  to  the  higher  soluble 
fiber  content  of  barley  and  oat  diets. 

Summaries  of  unpublished  animal 
studies  (Ref.  130)  suggested  that  oats 
may  be  effective  in  lowering  plasma 
cholesterol  compared  to  controls  fed 
white  flour,  wheat  flour,  or  com  starch. 
However,  the  data  were  preliminary 
and,  thus,  had  limited  usefulness. 

Other  summaries  of  unpublished 
animal  studies  (Ref.  136)  suggested  that 
rolled  oats  (75  percent  by  weight  in  diet) 
significantly  lowered  semm  cholesterol 
in  chicks.  Extmded  oat  bran,  equivalent 
to  47  percent  of  oat  bran  by  weight  in 
the  diet,  significantly  depressed  (p  s 
0.05)  semm  cholesterol  in  chicks.  Oat 
gum  at  0.05  percent  and  0.10  percent  by 
weight  in  the  diets  of  rats  significantly 
lowered  serum  cholesterol.  Data 
comparing  several  oat  fractions  fed  to 
chicks  suggested  that  oat  gum  may  be 
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the  active  cholesterol  depressant 
component,  and  that  ground  rolled  oats 
and  instant  oatmeel  are  equal  in  effect 
to  the  defatted,  defibered  oat  flour.  The 
oat  oil  also  had  a  depressive  effect 
Additionally,  pectin  (high  soluble  fiber) 
was  found  to  aignificantly  lower  serum 
cholesterol  in  rats.  These  studies  were 
done  in  the  mid-1970'8  and  did  not  have 
analyzed  values  for  soluble  fiber  content 
of  the  respective  diets.  Methods  and 
data  wero  not  well  described,  making 
results  difficult  to  interpret. 

Qureshi  et  al.  (Ref.  131)  reoorted  the 
effects  of  diets  supplemented  with 
either  com  (61.5  percent  by  weight  of 
the  base  diet),  wheat  (75  percent  of  the 
diet],  barley  (73.5  percent),  oets  (74.5 
percent),  or  rye  (73.5  percent)  on  serum 
cholesterol  In  chickens.  This  was  part  of 
a  study  to  investigate  the  effects  of 
dietary  cereals  on  the  metabolic 
regulation  of  lipid  metabolism  in 
chicken  livers.  Compered  to  com,  barley 
and  oats  lowered  serum  cholesterol  45 
percent  and  32  percent,  respectively. 
Presumably,  barley  and  oats  were  higher 
in  soluble  fiber  content  than  was  com. 
However,  no  fiber  content  data  were 
presented.  Additionally,  body  weights 
for  animals  consuming  the  barley  and 
oats  diets  varied,  making  it  difficult  to 
ascribe  the  effects  to  fiber  per  se. 

Ranhotra  and  co-workms  (Ret  132) 
evaluated  the  effect  of  oat  bran  and  oat 
bran  concentrate  on  serum  hpids  in  rats. 
Animals  were  fed  experimental  diets 
containing  oat  bran  (5.57  percent 
soluble  fiber)  or  oat  bran  concentrate 
(13.75  percent  soluble  fiber).  Results 
showed  the  high  soluble  fiber  content  of 
the  oat  bran  concentrate  was  associated 
with  a  significantly  lower  senmi 
cholesterol  level,  but  that  the  oat  bran 
diet  (which  contained  lowrer  amounts  of 
soluble  fiber)  and  the  diet  free  of  soluble 
fiber  were  not  associated  with  lower 
serum  cholesterol  levels. 

Shinnick  et  al.  (Ref.  133)  evaluated 
the  ability  of  various  sources  and  forms 
of  oat  fiber  to  lower  plasma  and  liver 
cholesterol  in  male  rats  M  a  diet  with 
6  percent  dietary  fiber  as  cellulose  (0 
percent  soluble  fiber),  oat  bran  (7 
percent  soluble  fiber),  high  fiber  oat 
hour  (8  te  10  percent  soluble  fiber),  or 
one  of  four  processed  hi^  fiber  oat 
flours  (8  to  12  percent  soluble  fiber).  All 
diets  were  supplemented  with  1  percent 
cholesterol  and  0.2  percent  cholic  acid 
to  stimulate  increased  levels  of  blood 
total  cholesterol.  Results  showed  that  all 
oat  products  significantly  lowered 
serum  f:hoIesterol  compared  to  the 
controL  In  a  second  experiment,  diets 
containing  4  percent  dietary  soluble 
fiber  in  a  processed  oat  flour 
significantly  lowered  serum  cholesterol. 
The  proo^ned  oat  flours  had  higher 


soluble  fiber  fiactions  than  the  less 
processed  oat  products. 

In  a  study  pubUshed  in  1983,  Roml 
and  Vohra  (Rsf.  135)  reported  no  effect 
from  five  varieties  of  oats  (oat  bran  or 
oat  hulls)  fed  for  4  weeks  on  the  serum 
cholesterol  levels  of  quail  No  data  on 
soluble  fiber  were  given. 

Kritchevsky  et  aL  (Ref.  138)  evaluated 
the  cholesterol-raising  effects  of  oat  and 
wheat  bran  on  blood  cholesterol  levels 
in  rats  in  a  three-week  feeding  study  in 
which  semipurified  diets  containing  O.S 
percent  cholesterol  and  10  percent  oat 
bran,  wheat  bran  or  cellulose  were  fed 
to  male  rats.  Weight  gains  varied  among 
the  diets.  Results  showed  that,  under 
these  study  conditions,  there  were  no 
effects  of  diet  on  any  of  the  serum 
lipids.  No  data  on  soluble  fiber  content 
of  the  diets  were  provided. 

Kahlon  et  al.  (Ref  140)  evaluated  the 
effects  of  rice  brans  (full-fat  or  defatted), 
oat  bran,  or  rice-wheat  bran 
combinations  on  cholesterol  in 
hamsters.  The  control  diet  contained  10 
percent  cellulose  and  0.5  percent 
cholesterol.  Test  diets  were  composed  of 
the  control  diet  plus  one  of  the  brans. 
The  oat  bran  contained  8  percent  dietary 
soluble  fiber  versus  2  to  3  percent 
soluble  fiber  in  the  other  brans.  Results 
showed  that  rice  bran  (with  fat)  and  oat 
bran  resuhed  in  significantly  lower 
plasma  cholesterol  than  the  control  diet. 
Debtting  rice  bran  resulted  in  loss  of  its 
cholesterol-lowering  properties, 
suggesting  that  it  is  the  lipid  portion 
rather  than  the  fiber  portion  of  rice  bran 
which  is  responsible  for  its  cholesterol- 
lowering  effects. 

In  another  study,  rats  were  fad  a  diet 
containing  1  percent  cholesterol  and  0.2 
percent  cholic  add  with  added 
cellulose,  oat  gum.  chitosan,  or 
cholestyramine  (5  percent  of  the  diet). 
Cholestyramine,  oat  gum,  and  chitosan 
all  significantly  lowered  blood  and  liver 
cholesterol  levels,  with  the  greatest 
effect  with  cholestyramine,  a  commonly 
used  cholesterol-lowering  drug.  Oat 
gum.  at  5  percent  of  the  diet,  reduced 
semm  cholesterol  by  23  percent  (Ref. 
141). 

Forsythe  et  al.  (Ref  142),  in  a  study 
published  in  1978,  evaluated  the 
influence  of  source  and  particle  size  of 
dietary  fibers  on  hypocholesterolemic 
effects  in  rats.  The  sources  of  fiber  were 
cellulose,  wheat  bran,  wheat  midlings, 
oat  bran,  oat  flour,  sugar  beet  pulp, 
soybean  hulls  and  psyllium  seeds. 
There  were  significant  differences  in 
weight  gain  and  food  intake  among 
dietary  treatments.  No  fiber  decreased 
semm  cholesterol  compared  to  the  fiber- 
free  group. 

Significantly  lower  values  of  plasma 
total  cholestwol  and  liver  cholesterol  in 


rats  fed  fiber  sources  known  to  contain 
soluble  fibers  (oat  bran,  oat  pun.  and 
pectin)  compared  to  rats  fed  cellulose 
(insoluble  fioer)  were  reported  by  Chen 
et  al.  (Ref.  143).  Rats  were  fed  a  base  diet 
containing  1  percent  cholesterol  and  10 

gercent  by  weight  of  one  of  the  four 
ber  types.  The  greater  effect  of  oat  gum 
compared  to  oat  bran  was  interpreted  by 
the  authors  to  suggest  that  the  plasma 
and  liver  cholesterol-lowering  effects  of 
oat  bran  are  due  to  its  gum  fraction. 

Chen  and  Anderson  (Ref.  144) 
examined  the  effects  of  fiber- 
supplemented  diets  on  total  and  LDL- 
cholesterol  in  rats.  Rats  were  fed  one  of 
five  experimental  diets  containing 
sucrose  and  10  percent  plant  fibers.  The 
diets  were  as  follows:  sucrose  and 
cellulose,  sucrose-cholesterol  with 
cellulose,  sucrose-cholesterol-pectin, 
sucrose-cholesterol-guar  gum.  and 
sucrose-cholesterol-oat  bran.  Results 
showed  that  fiber-fed  rats  had 
significantly  lowered  plasma  cholesterol 
than  rats  that  received  cellulose;  the 
lowest  concentrations  were  observed  in 
the  pectin-treated  group.  No  data  were 
given  on  the  soluble  fiber  content  of  the 
test  diets,  althou^  the  pectin  would 
presumably  contain  the  highest 
concentration  of  soluble  fiber. 

Chen  and  Anderson  (Ref.  146).  in  two 
experiments,  examined  the  effects  of 
guar  gum  or  wheat  gum  on  the  plasma 
and  liver  lipid  levels  of  rats.  In  the  first 
experiment,  animals  were  fed  one  of 
three  diets  for  three  weeks:  diet  plus 
sucrose  and  10  percent  cellulose; 
sucrose.  IS  percent  wheat  bran,  and  4 
percent  cellulose;  and  sucrose  and  45 
percent  wheat  bran.  Each  diet  provided 
10  g  of  plant  fiber.  In  experiment  two. 
animals  were  fed  one  of  four  diets:  diet 
plus  sucrose,  sucrose  plus  cholesterol, 
sucrose  plus  cholesterol  and  wheat 
bran,  or  sucrose,  cholesterol,  and  guar 
gum.  The  wheat  and  guar  diets  provided 
7  g  of  plant  fiber,  the  other  two  diets 
provided  4  g  of  plant  fiber.  Results  from 
experiment  1  showed  that  the  two 
wheat  bran  diets  (high  in  insoluble 
fiber)  significantly  raised  plasma 
cholesterol  compared  to  the  controL 
Results  of  experiment  2  showed  the  guar 
diet  (high  in  soluble  fiber)  significantly 
lowered  serum  cholesterol  compared  to 
those  fed  the  sucrose-cholesterol  or 
sucrose-cholesterol-wheat  bran  diets. 
Plasma  cholesterol  was  similar  between 
the  sucrose-cholesterol  and  wheat 
groups. 

Wilson  et  al.  (Ref.  148)  examined  the 
influence  of  different  soluble  fibers 
upon  the  metabolism  of  lipids  in 
genetically  hyperlipemic.  obese  Zucker 
rats.  Four  diets  were  tested:  a  non-fiber 
diet  (no  added  fiber),  a  0  percent  soluble 
fiber  diet  (cellulose  fiber),  an  oat  bran 
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diet  (33  percent  soluble  fiber),  and  a 
pectin-citrus  fiber  diet  (100  percent 
soluble  fiber).  Except  for  the  control,  the 
fibers  provided  10  percent  of  the  total 
diet  weight.  Results  showed  non- 
significant  decreases  in  total  plasma 
diolesterol  in  the  oat  bran  and  pectin 
groups  compared  to  the  no-fiber  and 
cellulose  groups.  However,  the  pectin 
group  (the  highest  soluble  fiber  group) 
had  changes  in  blood  lipid  components 
associated  with  reduced  risk  of  heart 
disease:  significantly  lower  LDL- 
cholesterol  and  significantly  higher 
HDL-cholesterol. 

Welch  et  al.  (Ref.  149)  evaluated  the 
hypocholesterolemic  effects  of  oat  bran 
fractions.  Oat  bran  was  separated  into 
five  fi'actions:  oil,  insoluble  fraction 
(rich  in  starch  and  insoluble  fibre), 
protein-rich,  oat  gum,  and  soluble 
residue.  These  were  fed  to  chicks. 
Results  showed  that,  compared  to  the 
control,  only  the  diets  containing  oat 
bran,  oat  gum,  or  the  protein  fractions 
significantly  lowered  plasma 
cholesterol.  Oat  gum  was  the  only 
fraction  whiclhhad  the  same  effect  in 
reducing  plasma  cholesterol  levels  as 
did  the  native  oat  bran.  Thus,  oat  gum 
was  concluded  to  be  the  main 
cholesterol-lowering  component  of  oat 
bran.  Beta-glucan  was  the  main 
component  of  the  gum  fi^ction. 
However,  the  protein  fraction  also  had 
a  beneficial  enect  on  plasma  cholesterol 
levels,  although  of  a  lesser  magnitude 
than  the  gum  portion. 

Five  sources  of  dietary  fiber  were 
compared  for  their  effect  on  blood  and 
liver  cholesterol  in  beef-fed  C57BL/6 
male  mice  (Ref.  150).  Mice  were  fed  one 
of  the  following  fiber  supplements  (7 
percent  dietary  fiber)  with  the 
experimental  diet:  soybean  fiber,  rice 
bran  (full  fat),  oat  bran,  barley  bran,  and 
mixed  bran  (one-third  each  of  rice, 
barley,  and  oat  brans).  Results  showed 
significantly  lower  plasma  total 
cholesterol  compared  to  the  control  in 
the  rice  bran  and  soybean  fiber  groups. 

Ginter  et  al.  (Ref.  151)  reported  that 
addition  of  5  percent  citrus  pectin  (a 
high  soluble  fiber  soiut:e)  and  0.5 
percent  ascorbic  acid  to  a  high-fat  diet 
fed  to  guinea  pigs  prevented  cholesterol 
accumulation  in  blood  serum  and  the 
liver. 

Kakis  et  al.  (Ref.  152)  reported 
reduced  serum  cholesterol  and  HDL 
levels  in  all  psyllium-fed  (a  soluble 
fiber)  animals  as  compared  to  wheat 
bran-fed  (a  relatively  high  insoluble 
fiber  source)  animals  after  a  three  week 
experimental  period.  Relative  to  the 
appropriate  wheat  bran  control, 

Esyllium  had  a  graded  serum 
ypocholesterolemic  effiect  that  varied 
from  a  high  of  41  percent  at  low  dietary 


cholesterol  concentrations  to  26  percent 
at  high  dietary  cholesterol 
concentrations.  However,  HDL 
cholesterol  (in  mg  percent  and  as  a 
percent  of  total  cholesterol),  the 
"beneficial  blood  cholesterol,"  was 
lower  in  the  psyllium  groups  than  in  the 
respective  wheat  bran  controls.  Thus, 
the  overall  benefit  of  psyllium  was  not 
clear  from  this  study. 

Life  Sciences  Research  Office's 
(LSRO)  1982  report  to  FDA  on  the 
health  aspects  of  psyllium  seed  and 
other  food  ingredients  (Ref.  153)  was 
submitted  with  comments.  Summaries 
of  studies  with  beagles  fed  psyllium- 
supplemented  diets  consistently 
showed  lowered  serum  cholesterol 
compared  to  controls. 

2.  Animal  studies:  dose-response 
relationship  between  soluble  fiber  and 
plasma  cholesterol 

Shinnick  et  al.  (Ref.  134),  following 
evaluation  of  several  approaches  to 
improve  the  cholesterol-fed  rat  model 
used  to  evaluate  the 
hypocholesterolemic  potential  of  foods, 
feonine  levels  of  a  high  fiber  oat  flour 
(HFOF)  derived  from  oat  bran  to  male 
Sprague-Dawley  rats.  Ingestion  of 
increasing  amounts  of  FffOF,  containing 
0  to  10  percent  dietary  fiber,  by  rats  in 
which  high  blood  cholesterol  levels  had 
been  produced  witji  1  percent 
cholesterol  and  0.1  percent  cholic  acid, 
resulted  in  a  significant  inverse 
relationship  between  serum  cholesterol 
levels  and  HFOF  intake  for  serum  and 
liver  cholesterol  levels.  Similar  results 
were  obtained  for  liver  cholesterol 
levels.  The  authors  suggested  that, 
although  this  study  does  not  distinguish 
among  the  components  of  HFOF  that 
may  contribute  to  the  cholesterol- 
lowering  effect,  the  observed  dose- 
response  relationship  in  the  rat  model  is 
suggestive  that  larger  intakes  of  soluble 
oat  fiber  sources  may  be  accompanied 
by  greater  reductions  in  serum 
cholesterol  levels  in  humans. 

Turley  and  co-workers  (Ref.  147) 
conducted  a  dose-response  study  to 
three  levels  of  psyllium 
supplementation  in  the  diets  of 
hamsters.  Results  were  compared  to  two 
other  nonabsorbable  polymers  known  to 
have  cholesterol-lowering  effects  (i.e., 
cholestyramine  and  surfomer).  Animals 
were  fed  diets  containing  0  percent,  1 
percent,  4  percent,  or  7.5  percent 
psyllium.  Results  showed  significantly 
lowered  plasma  cholesterol  compared  to 
the  control  group  in  animals  consiuning 
4  percent  and  7.5  percent  psyllium.  The 
group  consuming  7.5  percent  psyllium 
had  &ie  lowest  plasma  cholesterol, 
although  the  authors  did  not  report  any 
significant  difference  between  tne  4 


percent  and  7.5  percent  psyllium 
groups.  While  all  three  poljrmers  were 
effisc^ve  in  reducing  plasma  total  and 
LDL-cholesterol  levels,  each  exerted 
different  quantitative  and  qualitative 
effects  on  bile  acid  and  cholesterol 
metabolism,  suggesting  that 
mechanisms  of  action  may  vary  by  fiber 
type. 

3.  Animal  studies:  relationship  between 
^lucan  and  plasma  cholesterol 

Three  cultivars  of  hull-less  barley 
containing  ^glucans  were  evaluated  for 
their  hypocholesterolemic  responses  in 
chickens  (Ref.  137).  The  authors 
identified  the  Arizona  cultivar  of  barley 
as  a  waxy-starch  genotype  of  high 
molecular  weight  and  with  a  high  ^ 
glucan  content.  The  Washonupana 
cultivar  was  second  highest  in 
molecular  weight  and  is  also  described 
as  a  waxy-starch  type  genotype.  The 
third  cultivar.  Franubet,  has  the  lowest 
molecular  weight  and  is  not  waxy  in 
texture.  These  latter  two  genotypes  have 
normal  ^glucan  contents.  Both  the 
Arizona  and  Washonupana  varieties 
produce  highly  viscous  slurries  in 
water,  and  this  viscosity  was  greatly 
reduced  by  addition  of  the  enzyme, 
endo-^glucanase,  which  destroys  the  ^ 
glucan.  Results  of  feeding  studies  in  rats 
showed  that  both  the  Arizona  and 
Washonupana  cultivars  reduce  serum 
cholesterol  in  chickens.  The  Franubet 
variety  had  no  effect.  The  authors 
interpreted  these  results  to  mean  that 
the  cholesterol-lowering  properties  of 
the  Arizona  and  Washonupana  cultivars 
were  probably  a  function  of  their 
viscous  ^glucan  content. 

Klopfenstein  and  Hoseney  (Ref.  139) 
evaluated  the  cholesterol-lowering  effect 
of  ^glucan-enriched  bread.  Oat,  barley, 
wheat,  and  sorghum  breads  were  made 
with  and  without  ^glucan  from  each 
type  of  grain  (e.g.,  oat  ^glucan  was 
processed  into  oat  bread)  and  fed  to  rats 
for  35  days.  Breads  containing  ^lucans 
from  oats  and  barley  adversely  affected 
weight  gains  and  feed  efficiencies. 
Results  showed  lowered  serum  and  liver 
cholesterol  in  rats  fed  the  P-glucan- 
enriched  bread  than  those  fed  the 
control  breads.  Given  differences  in 
weight  gains,  results  are  difficult  to 
interpret. 

Fadel  et  al.  (Ref.  145)  evaluated  the 
hypocholesterolemic  effects  of  P-glucans 
in  different  barley  diets  fed  to  chickens 
and  the  influence  of  ^glucanase  on  the 
hypocholesterolemic  effects.  The 
animals  were  divided  into  five  groups 
and  fed  one  of  five  diets:  a  corn-diet, 
Washonupana  (WSNP)  barley.  WSNP 
with  Piglucanase,  Fraubet  (FNBT) 
barley.  FNBT  with  ^-glucanase.  Results 
showed  significantly  lowered  serum 
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diolesterol  only  in  chides  fed  the  WSNP 
diet.  LDL^olesterol  levels  for  all 
barley  fed  chicks  were  significantly 
lower  than  that  of  the  com  diet-fed 
chicks.  Only  the  WSNP  fed  chides  had 
senun  diolesterol  significantly  lower 
than  WSNP  fed  diidks  with 
supplemental  ^-glucanase.  There  was  no 
significant  difference  in  total  cholesterol 
in  FNBT  and  FNBT  phis  supplemental 
^lucanase  fed  chidES.  ^-glucan  in  the 
Washonupana  barley  has 
hypocholesterolemic  effects  and 
addition  of  the  p^ucanase  to  this  diet 
reverses  the  hypocholesterolemic 
effects.  However,  the  lack  of  similar 
finding  with  added  P-glucanase  to  the 
Franubet  variety  suffiests  that  ^^lucans 
may  differ  among  different  varieties. 

4.  Stunmary  of  results  from  animal 
studies 

The  animal  studies  received  as 
comments,  and  reviewed  above,  provide 
evidence  to  suppiwt  the  likely 
effectiveness  of  soluble  fibers  relative  to 
the  cholesterol-lowering  characteristics 
of  diets  high  in  some  cereals.  However, 
the  animafstudies.  like  the  hiunan 
studies,  bil  to  provide  adequate 
spedfications  characterizing  the  test 
fiber  sources.  Indeed,  similarly  to  many 
human  studies,  many  animals  studies 
did  not  analjrza  experimental  diets  for 
soluble  fiber  content,  nor  provide 
descriptions  of  the  physical 
characteristics  or  commerdal  sources  of 
the  soluble  fibers  used  as  test 
substances. 

Results  from  the  animal  studies 
showing  effectiveness  of  increasing 
levels  of  oat  products  are  suggestive,  but 
not  conclusive,  evidence  of  a  dose 
response  for  soluble  fiber  (Reb.  127, 
132, 134).  A  spedfidty  for  the  gum 
portion  of  oats,  the  major  source  of 
soluble  fiber  in  oats — and  spedfically. 
of  beta-glucan  as  the  predominant 
soli^fe  fiber  source — is  suggested  by 
several  studies  (Refs.  127. 129, 132. 134. 
137, 141. 143. 145.  and  149).  However, 
the  solubility  (and  possibly,  the 
effectiveness)  of  beta-glucan  is 
apparently  variable,  and  can  be  affected 
by  such  factors  as  plant  variety  (Refs. 
137  and  145),  or  food  processing  such 
as  baking  of  bread  (Ref.  1S4).  These 
results,  Uierefore,  suggest  that  analysis 
of  the  beta-glucan  content  per  se  may 
not  be  suffident  to  characterize  the 
active  soluble  fiber  content  of  foods. 

Other  soluble  fibers  were  also  shown 
to  have  serum  cholesterol-lowering 
effects  in  animals,  induding  pectins 
(Ref.  12a,  143, 144. 148.  and  151). 
psyllium  (Refs.  147  and  152).  and  guar 
gum  (Ref.  146).  Ho%vever.  in  the 
psyllium  study  (Ref.  152).  adverse 
effects  on  HDL-cholesterol  levels  were 


observed,  raising  the  issue  Aat 
individual  fibers  need  to  be  evaluated  as 
to  their  overall  effed  on  all  relevant 
blood  lipid  components,  not  simply 
limited  to  blood  total  or  LDL-cholesterol 
levels.  The  various  fiber  sources  also 
appear  to  have  different  mechanisms  of 
action  and  different  relative  magnitudes 
of  effect  (Refs.  128  and  147).  thus 
suggesting  that  caution  is  necessary 
before  generalizing  from  one  tjrpe  of 
dietary  fiber  to  another. 

C.  Conclusions  from  new  studies 

FDA  revie%ved  over  40  human  studies 
that  became  available  since  publication 
of  its  proposed  rule,  and  a  number  of 
animal  studies  submitted  as  comments. 
The  most  commonly  studied  soluble 
fiber  sources  wrere  oat  bran,  pectin,  guar 
gum.  and  psyllium.  Other  fibers  studied 
were  wheat  germ,  beet  fiber,  and  gum 
arable.  A  Caw  studies  evaluated  the 
effects  of  mixtures  of  soluble  and 
insoluble  fibers  or  food  sources  of 
soluble  fibers. 

FDA  evaluated  residts  from  these 
studies  in  light  of  studies  reviewed  in 
the  proposal  and  conclusions  from 
Federal  government  and  other 
authoritative  reviews.  In  the  proposal. 
FDA  noted  that,  although  most  reviews 
by  authoritative  sdentific  bodies  had 
conduded  that  diets  lidx  in  water- 
soluble  fiber  fractions  were  assodated 
with  cholesterol-lo%vering  effects  in 
humans,  it  was  not  possible  to  condude 
that  the  observed  effects  wrere  due  to  the 
soluble  fiber  or  to  other  components 
assodated  with  consumption  of  foods 
rich  in  soluble  fiber.  FDA  also  noted 
that  there  was  some  evidence  that 
different  tjmes  of  soluble  fiber  have 
diffierent  emcts.  and  that  the  analytical 
measure  of  soluble  fiber  may  not  be 
adequately  predictive  of  its 
physiological  effects.  Thus.  FDA 
concluded  that: 

Ch'erall,  the  available  data  are  not 
sufTicient  to  demonstrate  that  it  is  the  total 
soluble  dietary  fiber,  or  a  specific  measurable 
and  quantifiable  siibcomponent,  that  is 
related  to  lower  blood  cholesterol  levels. 
(56  FR  60582  at  60592). 

The  newer  evidence  available  since 
the  proposed  rule  and  reviewed  above 
do  not  change  the  conclusions  reached 
by  the  earlier  review.  If.  however, 
additional  information  becomes 
available  to  demonstrate  that  a  spedfic 
soluble  fiber-containing  product,  a 
soluble  fiber-containing  ingredient,  or  a 
more  highly  specified  form  of  foods 
soluble  fiber  is  effective  in  lowering 
bloood  LDL-cholesterol  and  does  not 
adversely  affect  other  risk  fectors  for 
cardiovascular  disease  (e.g..  blood  HDL- 
cholesterol  levels),  then  FDA 
encourages  manufacturers  to  petition  for 


a  health  claim  for  their  particular 
prodiid.  The  same  sdence  will  be 
applicable,  regardless  of  whether  the 
petition  is  for  a  single  supplement-type 
product,  a  dearly  spedfic  ingredient,  or 
a  spedfic  type  of  soluble  fibw  contained 
in  foods. 

nL  Commeats 

A.  Food  Claims  Versus  Nutrient  Claims 

1.  In  the  proposal  on  general 
requirements  for  health  claims  (56  FR 
60537).  FDA  spedfically  requested 
comments  on  issues  relating  to  health 
daims  on  the  label  or  labeling  of  foods 
which  targeted  foods  rather  than 
nutrients,  criteria  to  identify  foods 
eligible  for  such  claims,  and  possible 
measures  to  assure  that  consimiers  are 
not  misled  as  to  the  benefit  of 
consuming  specific  products. 

A  variety  of  comments  submitted  in 
response  to  the  proposed  rule  on  dietary 
fiber/CVD  supported  daims  on  foods. 
Spedfically.  relative  to  a  daim  for 
dietary  fiber  and  heart  disease,  a  few 
comments  stated  that  FDA  does  have 
the  authority  to  regulate  daims  aboxit 
foods  as  weU  as  nutrients  and  that  the 

3;ency  should  allow  a  generic  health 
aim  on  fruits,  vegetables,  whole  grain 
and  similar  types  of  foods,  stating  that 
generous  intakes  of  such  foods  in  diets 
may  help  lower  the  risk  of  heart  disease 
and  certain  forms  of  cancer.  Other 
comments  stated  that,  at  this  time,  a 
sdentific  basis  does  not  exist  on  which 
to  authorize  a  spedfic  daim  for  dietary 
fiber  and  heart  disease,  and  that  a  food 
claim  was  more  appropriate.  Other 
comments  suggested  that  such  claims  be 
developed  in  concurrence  with  "The 
Surgeon  General's  Report  on  Nutrition 
and  Health."  (Surgeon  General's  Report) 
(Ref.  63)  and  objectives  identified  in 
"Healthy  People  200:  National  Health 
Promotion  and  Disease  Prevention 
Objectives,"  (Healthy  People  2000)  (Ret 
64),  and  should  focus  on  the  total  diet 

A  number  of  comments  stated  that  the 
amount  of  fet  in  the  American  diet 
should  be  lowered  and  the  amount  of 
dietary  fiber  increased  through  a  variety 
of  food  choices  bom  among  all  the  fboo 
groups.  Several  comments  favored  a 
limited  claim  at  point  of  purchase  for 
foods  that  would  help  increase  dietary 
fiber  intake  and  lower  fet  intake.  A 
number  of  comments  noted  that  an 
appropriate  health  statement  on  food 
labels  should  emphasize  that  eating  a 
variety  of  food  sources  of  dietary  fiber 
daily  (cereals,  grains,  fruits,  and 
vegetables)  can  decrease  the  risk  of 
certain  forms  of  cancer  and  heart 
disease.  A  number  of  comments  stated 
that  food  claims,  if  allowed,  should  not 
give  the  impression  that  a  single 
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nutrint  (far  example,  dietary  fiber)  is 
respcoislble  for  the  reduction  in  risk  of 
heart  disease.  Several  comments 
suggested  that  a  heehh  claim  regarding 
dietary  fiber  and  heert  disease  be  made    . 
only  on  fruits,  vegetables  (fresh  or 
processed),  or  whole  grains  and  not  on 
products  that  combine  these  foods  with 
other  ingredients  (such  as  bread 
products  at  sauce).  Other  comments 
uvored  use  of  claims  on  foods  but  not 
supplements. 

One  comment  stated  that  FDA  should 
allow  a  fiber  health  claim  because 
virtually  all  dietary  guidelines  for 
Americans  have  mcouraged 
consumption  of  fiber-rich  foods, 
including  whole  grain  cereals,  fruits, 
and  vegetables,  and  that  com{nehensive 
government  and  other  reviews  by 
recognized  scientific  bodies  concluded 
that  dietary  patterns  that  include  fiber- 
rich  foods  are  associated  with  reduced 
risk  of  colorectal  cancer,  heart  disease, 
and  other  dmmic  diseases. 

As  the  agency  has  discussed,  in  the 
final  rule  on  general  reouirements  fctf 
health  claims  publishea  elsewhere  in 
this  issue  of  the  Federal  Register, 
statements  about  good  nutrition  that  do 
not.  expressly  or  by  implicaticHi,  refer  to 
a  substance  are  considered  dietary 
guidance  and  not  health  claims.  In  this 
rule,  the  agency  has  concluded  that  the 
scientific  evidence  is  sufficient  to 
support  a  health  claim  that  refers  to  a 
suDstance  contained  in  certain  fruits, 
vegetables,  and  grain  products  and 
relates  those  foods  to  a  reduced  risk  of 
heait  disease.  Specific  reference  to  the 
fact  that  these  foods  contain  soluble 
fiber  is  authorized,  since  this  nutrient 
serves  as  a  useful  marker  for  the  broad 
product  categories  of  foods  which 
correlate  with  reduction  in  blood  LDL- 
diolesterol  levels,  and  consequently, 
with  reduced  risk  of  heart  disease.  Thiis, 
the  agency  has  been  persuaded  by  the 
oomments  that  the  U^ality  oi  die 
evidence  supports  a  health  claim  ^diich 
identifies  foods  whose  use  is  protective 
against  heart  disease  snd  m^ose 
selection  can  be  facilitated  by  reference 
to  the  marker  nutrient,  soluble  fiber. 
Because  soluble  fiber  is  usually 
considered  a  useful  adjimct  to,  but  not 
a  replacement  for,  a  diet  low  in 
saturated  fat  and  cholesterol  (Ref.  66). 
the  agency  is  also  requiring  this 
information  in  the  latMl  claim. 

'.  General  Comments 

2.  Several  comments  supported  a 
lieahh  claim  for  dietary  fiber  and  heart 
disease,  stating  that  there  is  sufficient 
scientific  evidence  to  support  such  a 
claim  or  that  a  claim  is  vrarranted 
because  heart  disease  and,  hence,  CVD 
are  major  public  health  problems.  Other 
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comments  stated  that  because  such  a 
claim  would  help  Ammicans  become 
aware  of  the  importance  of  fiber,  and 
because  it  is  well  known  that 
population  groups  who  consume  high 
fiber  diets  have  a  low  incidence  of  heert 
disease,  these  claims  should  be  allowed. 
Several  comments  stated  that  FDA 
should  considw  the  rapid  pace  of 
advances  in  knowledge  that  link 
nutritional  siibstancas  to  good  health 
and  diseese  prevention.  Othw 
comments  stated  that  a  claim  regarding 
dietary  fiber  and  CVD  should  not  be 
allo«ved  because  overall  health  depends 
on  a  niunber  of  fadion,  such  as  exercise 
and  lifestyle  characteristics. 

Ft)A  agrees  that  CVD  and. 
consequently.  CHD  are  simificant 
public  health  problems.  Ine  agen<^.  in 
the  proposal,  tentatively  concluded  that 
diets  high  in  fiber-rich  foods,  including 
whole  grains,  fruits  and  vegetables,  are 
associated  vdth  reduced  risk  of  CHD, 
and  thus  CVD.  In  the  proposal,  the 
agency  also  noted  that  these  diets  diCfar 
in  levels  of  many  nutrients,  such  as 
saturated  fat  and  vegetable  protein,  and 
in  types  of  dietary  fiber,  malfdng  it 
difficult  to  ascribe,  from  obeervational 
studies  on  whole  diets,  the  observed 
nutrient  and  disease  relationship  to  a 
single  dietary  component  (56  FR  605S2 
at  60592  and  60593). 

Several  new  studies  that  became 
available  after  publication  of  the 
proposal  were  suggestive  of  positive 
efiiects  of  soluble  fiber  intakes  on  blood 
total-  and  LDL-cholesterol  levels,  risk 
factors  for  heert  disease.  However,  FDA 
has  also  ctmcluded,  as  noted  in  the 

groposal,  that  the  effectiveness  of  these 
bers  may  be  affected  by  other  dietary 
components  (e.g.,  the  level  of  saturated 
fat  and  diolesterol  in  the  diets),  as  well 
as  by  physical  characteristics  (e.g.. 
particle  size  or  water-holding  capacity), 
or  by  the  fiber  source  itself.  Thus,  while 
the  agency  has  concluded  that  not  all 
soluble  fibers,  i.e.,  as  identified  by  the 
AOAC  method  for  soluble  fiber 
determination,  are  effective  in  lowering 
cholesterol,  and  other  components  of 
fiber-rich  foods,  i.e.,  vegetable  proteins 
or  lipids,  may  contribute  to  the 
cholesterol-lowering  effect  observed,  la 
addition,  the  hypoc^olesterolemic 
effectiveness  of  some  soluble  fibers  has 
been  reported  in  studies  in  which  the 
source  of  soluble  fiber  was  consumed  as 
an  adjunct  to  a  low  saturated  fat,  low 
cholesterol,  and  low  total  fat  diet 

3.  Several  comments  stated  that  FDA 
is  not  following  the  congressional 
mandate  to  consider  whether  there  is 
significant  scientific  agreement 
supporting  specific  health  claims. 
Specifically,  the  comments  argued  that 
the  agency  should  have  placed  its 


inquiry  in  the  propn  context  by  first 
identifying  the  range  of  specific  haahh 
claims  that  could  be  made  about  dietary 
fiber  and  CVD,  and  then  examining  the 
scientific  support  for  each  claim. 

FDA  disagrees  with  this  comment 
The  1990  amendments  did  not  require 
the  agency  to  identify  the  wide  range  of 
health  claims  that  might  be  made  with 
respect  to  the  10  topics  identified  in  the 
act  and  then  to  evaluate  all  published 
studies  relevant  to  the  claims.  Rather, 
the  1990  amendments  instructed  the 
agency  to  determine  whether  claims 
respecting  the  10  arees,  including 
"dietary  fiber  and  cardiovascular 
disease"  meet  the  req[uirements  of 
section  403(rK3)  or  (r)(5)(D)  of  the  act. 
Hie  agency  interpreted  this  directive  in 
a  straiditforward  and  logical  way. 
Indeed.  FDA's  diosen  approach  was 
necessary  if  the  agency  hoped  to> 
accomplish  the  congressional  mandate 
within  the  required  timeframe.  Thus, 
FDA,  in  iU  proposed  rule  (56  FR  60582), 
focused  its  review  of  the  science  on 
those  aspects  of  the  dietary  fiber  and 
CVD  relationship  tax  which  the 
strongest  scientific  evidence  exists: 
Soluble  fiber  and  CHD. 

4.  Some  commenU  sUted  that  FDA's 
denial  of  a  health  claim  far  dietary  fiber 
and  CVD,  because  of  rigid  application  of 
a  scientific  standard  higher  than  that 
numdated  by  the  1990  amendments, 
would  have  unfortunate  public  health 
consequences. 

FDA  itiimrnna  with  the  comment  that 
the  egency  is  applying  a  standard  hi^ier 
than  that  mandated  by  the  1990 
amendments.  To  ensure  the  validity  of 
health  claims.  Congress  enacted  a 
scientific  standard  in  section 
403(r)(3)(BKi)  of  the  act  FDA  intends  to 
authorize  any  claim  shown  to  meet  that 
standard;  specifically,  any  claim  for 
which,  based  on  the  totality  of  the 
publicly  available  scientific  evidence, 
there  is  significant  scientific  agreement, 
among  experts  qualified  by  training  and 
experience  to  evaluate  sudi  claims,  that 
the  claim  is  supported  by  the  evidence. 
FDA  also  disagrees  that  appMng  the 
scientific  standard  mandated  in  secdon 
403(r)(3)(BXi)  of  the  act  wiU  have 
unfortunate  public  health  omsequenoes. 
FDA  believes  that  for  health  claims  to  be 
truly  educational  and  provide  public 
health  benefits,  they  must  be 
scientifically  valid  and  not  misleading. 
The  issue  of  the  scientific  standard  is 
discussed  in  more  detail  in  the  final  rule 
on  general  requirements  for  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

5.  Some  comments  stated  that  FDA 
used  disparate  criteria  in  assessing  the 
relationuiip  between  lipids  and  CVD 
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and  dietary  fiber  and  CVD.  but  did  not 
elaborate  on  this  issue. 

FDA  disagrees  with  these  conunmts. 
In  reviewing  the  scientific  literature  for 
the  development  of  its  proposed  niles 
for  health  claims.  FDA  followed  the 
standard  mandated  by  the  1990 
amendments. 

Federal  Government  reports  and  other 
authoritative  documents  have 
consistently  concluded  that  there  is  a 
strong  relationship  between  the  total 
amount  and  types  of  dietary  fat  and 
other  lipids  in  the  diet  and  the  risk  of 
heart  disease.  In  developing  the 
proposed  rule  on  lipids  and  CVD.  the 
agency  found  that  new  evidence 
supported  these  conclusions.  The 
weight  of  the  evidence  showed  that 
diets  low  in  saturated  fat  and 
cholesterol  are  associated  with  reduced 
blood  total-  and  LDL-cholesterol  and  a 
lower  risk  of  CHD. 

In  contrast.  Federal  Government 
reports  and  other  authoritative 
documents  did  not  reach  similar 
conclusions  that  the  scientific  evidence 
supported  a  claim  that  dietary  fiber  per 
se  is  associated  with  the  reduced  risks 
of  CVD.  The  available  evidence  showed 
an  association  between  consumption  of 
diets  high  in  fruits,  vegetables,  and  grain 

Eroducts— diets  which  are  generally 
igh  in  fiber— and  risk  of  heart  disease. 
For  example,  in  its  recommendations  in 
the  NAS  report  "Diet  and  Health"  (Ref. 
48).  the  committee  on  Diet  and  Health 
"agree[dl  with  most  other  expert  groups 
in  proposing  that  the  intake  of 
vegetaoles.  fruits,  and  other  sources  of 
complex  carbohydrates  should  be 
increased  and  that  the  intake  of  sugars 
should  be  limited."  The  committee 
further  noted  that  "the  strength  of  the 
evidence  does  not  jtistify  making 
specific  recommendations  pertaining  to 
dietary  fiber  at  this  time.  The 
committee's  recommendation  to 
emphasize  the  consumption  of 
vegetables,  fiiiits,  and  other  sources  of 
complex  carbohydrates  would,  however, 
indirectly  result  in  increased 
consumption  of  dietary  fiber." 

In  developing  its  proposed  rule  on 
dietary  fiber  and  CVD.  the  agency  found 
that  the  evidence  available  at  the  time 
the  proposal  was  developed  did  not 
alter  these  conclusions.  The  agency 
found  that  the  scientific  evidence  was 
not  sufficiently  conclusive  or  specific 
for  dietary  fiber  per  se  versus  other 
components  in  the  diet  to  justify  use  of 
a  health  claim  relating  intake  of  dietary 
fiber  to  reduced  risk  of  CVD. 

6.  One  comment  stated  that  FDA 
foiled  to  comply  with  the  1990 
amendments  (section  403(r)(4)(C)  of  the 
act)  in  that  it  has  rejected  the  conclusion 
of  authoritative  Federal  Government 


reports  without  justifying  its  decision  to 
do  so  as  the  act  requires.  The  comment 
stated  that  the  National  Cholesterol 
Education  Program  (NCEP)  has 
concluded  that  soluble  fiber  may  help 
reduce  blood  cholesterol  levels.  The 
comment  refers  to  the  NCEP  1989 
consumer  pamphlet  (Ref.  5),  which 
recommends  breads,  pasta,  rice,  cereals, 
dried  peas  and  beans,  fruits,  and 
vegetables  as  good  sources  of  complex 
carbohydrates  (starch  and  fiber).  The 
comment  quotes  fit>m  the  pamphlet  that 
these  foods  are  "excellent  substitutes  for 
foods  that  are  high  in  saturated  fat  and 
cholesterol.  The  type  of  fiber  found  in 
foods  such  as  oat  and  barley  bran,  some 
fruits  like  apples  and  oranges,  and  in 
some  dried  beans  may  even  help  reduce 
blood  cholesterol  levels"  (Ref.  5).  The 
comment  also  noted  that  the  NCEP 
expert  panel  report,  "Population 
Strategies  for  Blood  Cholesterol 
Reduction"  (Ref.  66),  supports  the 
recommendation  to  consume  vegetables. 
fruits,  breads,  legumes,  and  whole  grain 
cereals.  The  comment  quotes  the  NCEP 
report  that  "Dietary  fiber  supplements 
are  not  a  panacea  for  blood  cholesterol 
problems.  Foods  rich  in  soluble  dietary 
fiber  are,  however,  a  useful  addition  to 
a  low  saturated  fatty  add,  low  fat,  and 
low  cholesterol  eating  patterns*  *  *" 

and: 

"Oat  bran  exhibits  hypocholesterolemic 
properties  due  to  its  appreciable  content  of 
oat  gum.  Soluble  fibers  such  as  pectin,  guar 
gum.  locust  bean  gum.  or  psyllium  in  large 
quantity  supplementation  have  been  shown 
to  lower  total  and  LDL-cholesterol  levels.  The 
absolute  effect  on  LDL-cholesterol 
concentrations  is  modest  even  when  the 
amount  of  soluble  fiber  such  as  oat  bran  is 
consumed  in  appreciable  amounts  (60  g). 
This  effect,  however,  represents  a  useful 
adjunct  to  an  eating  pattern  low  in  saturated 
tatty  acids  and  cholesterol"  (Ref.  65). 

FDA  disagrees  that,  in  developing  its 
proposed  rule  regarding  fiber  and  CVD. 
it  rejected  conclusions  of  Federal 
Government  reports.  Comments, 
through  repetition  of  those  portions  of 
the  text  that  accompanies  dietary 
recommendations  and  that  includes  the 
words  "soluble  fiber,"  are  attributing 
greater  significance  to  the  statements 
relating  soluble  fiber  to  heart  disease 
risk  than  was  given  to  these  results  by 
the  expert  panels.  This  selected 
emphasis  distorts  the  meaning  of  the 
authoritative  reports  in  question  by 
failing  to  acknowledge  important 
contributions  to  reduced  risk  of  disease 
by  the  wide  variety  of  nutrients  and 
nonnutritive  substances  present  in  diets 
high  in  fruits,  vegetables,  and  grain 
products.  Such  an  emphasis  also 
focuses  attention  away  from  changes  in 
overall  dietary  patterns  and  their 


potential  contributions  to  reducing  risk 
of  chronic  diseases. 

In  the  NCEP  report  (Ref.  65)  cited  by 
the  comment,  the  expert  panel  noted  the 
hypocholesterolemic  effects  of  some 
soluble  fibers,  but  recommends  "a 
habitual  pattern  of  eating  that  is 
consistently  low  in  saturated  fatty  acids, 
total  fat.  and  cholesterol."  NCEP  further 
recommended  that  "all  healthy 
Americans  recognize  that  no  single  food 
or  supplement  is  the  answer  to 
achieving  a  desirable  blood  cholesterol 
level"  (Ref.  65).  NCEP's 
recommendation  to  Americans  is  to  "eat 
a  greater  quantity  and  variety  of  fruits, 
vegetables,  breads,  cereals,  and 
legumes"  (Ref.  65).  These  food  choices 
"will  help  to  meet  nutritional  needs  for 
minerals,  vitamins,  dietary  fiber 
(including  soluble  fiber),  and  complex 
carbohydrates,  and  to  replace  calories 
from  fat."  Thus,  the  NCEP 
acknowledges  the  importance  of  a 
dietary  pattern  that  focuses  on  reducing 
fats  in  the  diet  in  order  to  reduce  serum 
cholesterol.  It  did  not  attribute  a 
protective  effect  from  CVD  to  dietary 
fiber  alone. 

Neither  the  Surgeon  General's  report 
on  "Nutrition  and  Health"  (Ref.  63),  the 
National  Academy  of  Sciences  (NAS) 
"Diet  and  Health:  Implications  for 
Reducing  Chrinic  Disease  Risk"(Diet 
and  Health)  (Ref.  48).  nor  (The 
Department  of  Health  and  Human 
Services  (DHHS))  "Healthy  People 
2000"  (Ref.  64)  found  the  scientific 
evidence  strong  enough  to  attribute  the 
protective  effects  against  CVD  of  dietary 
patterns  high  in  fioiits,  vegetables,  and 
grain  products  exclusively  to  the  soluble 
fiber  content  of  such  diets.  Specifically, 
the  Surgeon  General's  report  on 
"Nutrition  and  Health"  (Ref.  63) 
recommends  increased  consumption  of 
whole  grain  foods  and  cereal  products, 
vegetables  (including  dried  beans  and 
peas)  and  fruits.  The  report  states  that: 
"the  association  sho%vn  in  epidemiologic 
and  animal  studies  between  diets  high  in 
complex  cartmhydrates  and  reduced  risk  for 
CHD  and  diabetes  mellitus  is,  however, 
difficult  to  interpret.  The  fiict  that  such  diets 
tend  also  to  be  lower  in  energy  and  fats, 
especially  saturated  fats  and  cholesterol, 
clearly  contributes  to  this  difficulty.  Some 
evidence  from  clinical  studies  also  suggest 
that  water-soluble  fibers  from  foods  such  as 
oat  bran,  beans,  and  certain  fruits  are 
associated  with  lower  blood  glucose  and 
blood  lipid  levels"  (Ref.  63). 
Ilie  section  concludes  with  the 
statement,  "Current  evidence  suggests 
the  prudence  of  increasing  consumption 
of  whole  grain  foods  and  cereals. 
vegetables  (including  dried  beans  and 
peas),  and  fruits"  (Ref.  63). 

Similarly,  the  Executive  Simunary  of 
the  National  Research  Council's  "Diet 
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and  Health"  racommends.  "Every  day 
eat  five  or  more  servings  of  a 
combination  of  vegetables  and  fruits, 
especially  green  and  yellow  vegetables, 
and  citrus  fruits.  Also,  increase  intake  of 
starches  and  other  complex 
carbohydrates  by  eating  six  or  more 
daily  servings  of  a  combination  of 
breads,  cereals,  and  legumes"  (Ref.  48). 
The  summary  continues  "Studies  in 
various  parts  of  the  world  indicate  that 
people  who  habitually  cons\une  a  diet 
high  in  planl  foods  have  low  risks  of 
atherosclerotic  CVD's.  probably  largely 
because  such  diets  are  usually  low  in 
animal  fat  and  cholesterol.  Some 
constituents  of  plant  foods,  e.g.,  soluble 
fiber  and  vegetable  protein,  may  also 
contribute — to  a  lesser  extent — to  the 
lower  risk  of  atherosclerotic 
cardiovascular  diseases."  The 
Committee  does  not  recommend  the  use 
of  fiber  supplements. 

"Healthy  People  2000"  states  that 
recommendations  from  the  National 
Cancer  Institute,  the  Surgeon  General's 
report  on  "Nutrition  and  Health,"  NAS' 
"Diet  and  Health,"  and  "Dietary 
Guidelines  for  Americans"  support 
increased  consumption  of  vegetables, 
fruits,  and  whole-grain  breads  and 
cereals  (Ref.  64).  "Healthy  People  2000" 
also  states  that  further  research  is 
needed  to  clarify  whether  the  effect  on 
blood  lipids  is  an  independent  effect, 
and  if  so,  to  quantify  the  relationship 
(Ref.  64). 

Therefore,  in  its  proposed  decision 
not  to  authorize  the  use  on  the  label  or 
labeling  of  foods  of  health  claims 
relating  intake  of  dietary  fiber  to 
decreased  risk  of  CVD,  the  agency's 
tentative  conclusion  was  consistent 
with  those  of  Federal  Government  and 
other  authoritative  reports. 

FDA's  position  was  also  consistent 
with  recommendations  in  the  Institute 
of  Medicine's  report  "Nutriticm 
Labeling:  Issues  and  Directions  for  the 
1990s"  (Ref.  81).  In  this  report,  the 
authors  note  that: 

"there  has  been  a  great  deal  of  interest  in 
the  specific  effects  of  dietary  fiber  on  several 
chronic  diseases.  The  strongest  argument  for 
an  increase  in  consumption  of  dietary  fiber 
is  the  important  contribution  it  makes  to 
normal  bowel  function.  Qear  scientific 
associations  of  fiber  intake  with  the 
incidence  of  heart  disease,  certain  types  of 
cancer,  and  diabetes  mellit\is  have  not  been 
made.  One  reason  may  be  the  difficulty  in 
designing  appropriate  experiments  to 
specifically  test  for  the  effect  of  dietary  fiber. 
Foods  high  in  dietary  fiber  are  also  generally 
low  in  calories  and  total  and  saturated  fatty 
acids  and  devoid  of  cholesterol;  thus, 
determination  of  a  specific  fiber  effect  in  a 
feeding  study  is  difficult.  Moreover,  foods 
have  a  variety  of  fiber  components  and  each 
may  have  different  actions.  Chemically  and 
physiolc^cally,  cellulose,  lignin. 


hemicelluloM,  pectin  and  alginate  (all 
rcdatively  purified  fiber  types)  behave 
differently.  Wheat  bran,  oat  bran,  and  rice 
bran  (all  heterogeneous  mixtures  of  fibers) 
are  not  similar  in  composition.  It  is  also  very 
difficult  to  analyze  dietary  fiber  chemically, 
and  thus  it  is  hard  to  correlate  the  role  of 
specific  fiber  components  to  health  effects 

(ReLSl). 

The  Institute  of  Medicine's  report 
(Ref.  81)  also  provided  specific 
recommendations,  including:  (1)  "FDA 
and  USDA  should  require  the  disclosure 
of  fiber  content  per  serving  in  grams  on 
the  nutrition  information  panel  imder 
the  term  total  dietary  fiber":  and  (2) 
"FDA  and  USDA  should  discourage 
.  labeling  of  soluble  or  insoluble  fiber 
contents  until  methodologies  approved 
by  the  agencies  allow  for  the  adequate 
and  reproducible  quantification  of  the 
soluble  and  insoluble  fiber  ccmtents  of 
a  variety  of  foods"  (Ref.  81). 

Therefore,  FDA  is  not  rejecting  the 
conclusions  of  these  government 
reports.  In  its  final  rule,  §  101.76,  the 
agency  is  permitting  a  claim  relating 
dietary  consumption  of  fruits, 
vegetables,  and  grain  products,  i.e.,  good 
sources  of  fiber,  with  reduced  risk  of 
heart  disease. 

7.  One  comment  criticized  FDA  for 
misinterpreting  the  conclusions  of  the 
Government  of  Canada's  1985  "Report 
of  the  Expert  Advisory  Committee  on 
Dietary  Fiber"  to  the  Department  of 
Health  and  Welfare  (Ref.  46).  The 
comment  stated  that  the  committee 
expressly  advocated  health  claims  for 
soluble  fiber  and  CHD. 

FDA  agrees  that  the  Canadian  report 
in  question  noted  hypocholestwolemic 
effects  of  some  soluble  fiber  sources,  but 
FDA  disagrees  that  the  Department  of 
Health  and  Welfare  supports  health 
claims  on  soluble  fiber  in  Canada.  In  its 
comments  to  FDA  regarding  the 
proposed  rule,  dietary  fiber  and  CVD, 
the  Canadian  Department  of  Health  and 
Welfare  stated  its  opposition  to  health 
messages.  Its  comment  stated  that  health 
messages  and  claims  for  heart  disease 
and  cancer,  among  other  diseases,  are 
not  permitted  under  the  Canadian  Food 
and  E>rugs  Act.  These  diseases  are 
considered  to  require  medical  diagnosis 
and  treatment  imder  medical 
supervision,  and  thus  products  bearing 
messages  about  them  are  regulated  as 
drugs.  The  1985  report  suggested  that,  if 
a  company  desired  to  use  a  health 
claim,  then  that  company  should 
present  the  evidence  of  the  product's 
effectiveness  based  on  acceptable  test 
protocols  (Ref.  46). 

8.  One  comment  stated  that  FDA 
failed  to  note,  in  the  proposed  rule, 
epidemiological  studies  cited  in  the 
NAS*  "Diet  and  Health"  that  found  an 
inverse  association  between  dietary 


fiber  and  CHD.  even  after  adjusting  for 
the  possible  confounding  effscts  of 
calories  and  fat  (Ref.  48). 

FDA  disagrees  virith  this  comment 
One  study  was  dted  in  "Diet  and 
Health"  that  showed  a  protective  eSact 
of  dietary  fiber  from  cereals  on  risk  of 
CHD  independent  of  caloric  intake. 
Results  of  a  study  by  Khaw  and  Barrett- 
Connor  (Ref.  31)  (reviewed  by  FDA  in 
the  proposal)  found  an  inverse 
association  between  fiber  intake  and 
ischemic  heart  disease  mortaUty 
independent  of  calories  among  other 
dietary  components.  However,  "Diet 
and  Health"  also  states  that  the  authors 
used  24-hour  dietary  recall  to  assess 
intake,  a  method  which  has  limited 
appUcability  in  the  assessment  of  the 
usual  dietary  intake  of  individuals  in 
the  United  States  (Ref.  48).  Results  from 
the  1982  epidemiological  study  by  Burr 
(Ref.  82),  also  dted  in  "Diet  and 
Health,"  showed  a  lower  risk  of  CHD  in 
10,943  vegetarians  than  in 
nonvegetarians.  but  their  decreased  risk 
could  not  be  accounted  for  by  increased 
fiber  consiunption,  because  many  other 
components  of  the  diet  also  di^ered 
between  these  two  groups.  Therefore. 
FDA  did  not  misinterpret  the 
conclusions  of  "Diet  and  Health"  that 
there  is  no  conclusive  evidence  that  it 
is  dietary  fiber,  rather  than  other 
components  of  fiber^rich  foods,  that 
reduces  risk  of  CVD. 

9.  One  comment  disagreed  with  the 
indication  in  the  proposed  rule  that  a 
"risk/benefit"  argument  was  not  a 
sufficient  or  appropriate  basis  on  which 
to  authorize  a  health  claim  for  food 
labels.  The  comment  stated  that, 
although  the  data  for  dietary  fiber  do  not 
support  the  hypothesis  for  reduced  risk 
of  CVD,  the  "potential  benefits  far 
outweigh  the  potential  disadvantages." 

FDA  disagrees  with  this  comment. 
Congress  enacted  a  scientific  standard 
for  health  claims  in  section 
403(r)(3)(B)(i)  of  the  act.  Claims  must 
meet  the  statutory  requirements;  that  is, 
based  on  the  totality  of  the  sdentific 
evidence,  there  must  be  significant 
sdentific  agreement,  among  experts 
qualified  by  training  and  experience  to 
evaluate  such  claims,  that  the  claim  is 
supported  by  such  evidence.  The 
concept  of  "potential  benefits 
outweighing  potential  disadvantages"  Is 
not  an  acceptable  substitute  for  the 
scientific  standard  mandated  by 
Congress. 

C.  Specificity  of  the  Relationship 
Between  Soluble  Dietary  Fiber  and 
Heart  Disease 

10.  Several  comments  stated  that 
FDA's  refusal  to  authorize  a  health 
claim  on  dietary  fiber  and  CVD  is  based 
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on  the  agency's  detennination  to  treat 
all  dietary  fiber  as  a  group,  rather  than 
considering  each  fiber  source 
individually.  The  comment  stated  that 
dietary  fiber  is  composed  of  a  diverse 
group  of  materials,  as  the  agency 
observed,  and  each  has  its  own 
physiological  effects.  The  comment 
noted  that  certain  water  soluble  fibers 
have  been  documented  to  reduce  serum 
cholesterol,  thereby  lowering  the  risk  of 

CHD. 

FDA  disagrees  with  this  comment.  In 
the  proposed  rule  (56  FR  60582).  FDA 
limited  its  review  of  the  science  to  those 
aspects  of  the  dietary  fiber  and  CVD 
relationship  for  which  the  strongest 
scientific  evidence  exists:  soluble 
dietary  fiber  and  CHD.  FDA  also  noted, 
however,  that  soluble  fiber  was  a 
heterogenoxis  family  of  fibers  which 
vary  in  both  chemical  and  physical 
characteristics.  After  reviewing  the 
totality  of  the  evidence,  the  agency  is 
persuaded  that  even  if  soluble  fiber 
alone  is  effective  in  reducing  risk  of 
heart  disease,  greater  specificity  than 
that  identified  by  existing  analytical 
methods  is  needed  in  order  to  predict 
the  effectiveness  of  soluble  fiber  in 
foods. 

11.  LSRO  submitted  its  document. 
"Dietary  Fiber  and  Cardiovascular 
Disease"  (Ref.  40),  as  a  comment.  In  this 
final  report.  LSRO  stated  that  it  remains 
to  be  determined  whether  the  observed 
effects  of  dietary  fiber  on  serum 
cholesterol  reduction  result  strictly  from 
the  fiber  or  from  other  components  of 
the  fiber-rich  food  or  from  a 
combination  of  these  factors.  The  report 
stated  that  studies  suggest  that  soluble 
fiber,  a  specific  type  of  dietary  fiber,  is 
hy-pocholesterolemic.  while  insoluble 
fiber  is  not.  Further,  when  foods  are 
used,  foods  rich  in  ^-glucans  seem  to 
have  a  more  hypocholesterolemic  effect. 
The  report  states  that  there  is  no 
indication  of  optimimi  level  or  even  a 
dose-related  emcX.  and  notes  that  there 
are  suggestions  as  to  optimum  level  of 
intake  for  "better  healUi"  (e.g.,  normal 
bowel  function)  but  not  for  prevention 
of  disease.  In  addition,  there  are  no  data 
relating  to  transience  of  fiber  effiects. 
although  this  is  amenable  to 
experimental  testing.  The  LSRO  report 
also  noted  that  generalization  to  the  U.S. 
population  is  difficult  Presiunably, 
persons  at  high  risk,  such  as  those  with 
a  family  history  of  hyperlipidemia  or 
heart  disease,  would  benefit  most. 

The  LSRO  report  also  states  that  it  is 
unclear  whether  the  lipid-lowering 
effects  observed  in  some  studies  are  the 
resiilt  of  the  fact  that  most  high  fiber 
diets  are  low  in  fat.  According  to  the 
report,  most  of  the  available  evidence 
suggests  that  isolated  polysaccharides. 


such  as  pectin,  guar  gum,  locust  bean 
gum.  oat  gum.  and  psyllium  mudlloid. 
have  the  ability  to  lower  serum 
cholesterol  levels;  however,  there  are  no 
data  to  indicate  that  a  fiber  present  in 
a  food  is  the  same  as  when  it  has  been 
extracted  and  purified.  The  data  suggest 
that  diets  high  in  fiber-rich  foods  can 
influence  lipidemia.  but  this  effiect  is 
probably  due  to  overall  changes  in  the 
diet  caused  by  the  addition  of  fiber 
sources  rather  than  simply  to  a  direct 
effect  of  fiber. 

One  comment  stated  that  FDA  foiled 
to  cite  LSRO's  (Ref.  39)  conclusions 
regarding  hypocholesterolemic  effects  of 
some  soluble  fibers. 

FDA  agrees  that  the  results  of  clinical 
studies  suggest  that  soluble  fiber  is 
hypocholesterolemic,  while  insoluble 
fiber  is  not.  FDA  also  agrees  that  the 
effect  of  fiber-rich  foods  on  serum  lipids 
is  related  to  the  total  diet,  i.e.,  one  that 
is  low  in  saturated  fat  and  cholesterol 
and  high  in  soluble  fiber-rich  foods, 
such  as  vegetables,  fruits,  and  grain 
products. 

FDA  disagrees  that  the  agency  failed 
to  consider  the  conclusions  of  this 
report.  Both  of  LSRO's  reports  (Refo.  39 
and  40)  concluded  that  soluble  fibers 
were  related  to  reduced  blood 
cholesterol  levels,  but  the  LSRO  report 
(Ref.  40)  also  concluded,  as  noted  above, 
that  it  remains  to  be  determined 
whether  the  observed  effiscts  of  dietary 
fiber  on  serum  cholesterol  reduction 
result  strictly  from  the  fiber  or  from 
other  components  of  fiber-rich  foods  or 
from  a  combination  of  these  factors. 
Data  available  since  LSRO's  report  (Ref. 
40)  provided  some  additional     ..^ 
information  as  to  the  effect  of  soluble 
fiber  on  blood  cholesterol  reduction. 

12.  One  comment  stated  that  FDA 
failed  to  note  part  of  the  World  Health 
Organization's  (WHO)  report  (Ref.  71) 
on  the  relationship  between  soluble 
fiber  and  blood  cholesterol  levels  (and 
hence  CHD).  The  comment  quotes  the 
report,  "(ojther  dietary  components, 
such  as  dietary  fibre,  have  an  effect  on 
serum  cholesterol  in  experimental 
studies  and  are  correlated  in 
intercountry  comparisons.  As  with  fatty 
acids,  the  different  forms  of  dietary  fibre 
may  have  different  effects  on  serum 
cholesterol"  (Ref.  71).  The  comment 
concludes  that,  although  the  WHO 
report  did  not  analyze  the  relevant 
science,  it  acknowledges  the  evidence 
that  soluble  fibers  have 
hypocholesterolemic  effects. 

FDA  disagrees  with  the  comment  that 
it  failed  to  note  the  WHO  statements 
regarding  soluble  fiber.  Although  the 
WHO  report  states  that  "different  forms 
of  dietary  fiber  may  have  different 
effects  on  serum  cholesterol."  it  does 


not  identify  which  form  of  dietary  fiber 
affects  serum  cholesterol;  the  term 
"soluble  fiber"  was  not  used  in  the 
report  (Ref.  71). 

13.  Several  national  health 
organizations  with  expertise  in  heart 
disease  agreed  with  FDA's  proposed 
conclusion,  that,  at  this  time,  there  is 
insufficient  evidence  to  link  dietary 
fiber,  per  se,  to  CVD.  The  comments 
stated  that  the  proposal  is  consistent 
%vith  the  conclusions  of  all  previous 
expert  groups.  The  commfents  stated  that 
the  association  between  fiber  and  blood 
lipids  is  specific  to  soluble  fiber  and 
that  specificity  to  fiber  class  is 
unresolved.  The  amount  of  soluble  fiber 
necessary  to  produce  blood  cholesterol 
lowering  is  unclear;  nor  is  it  known 
whether  (and  if  so,  how  much)  the 
response  differs  by  type  of  soluble  fiber 
(i.e.,  ^lucan  versus  pectin). 
Furthermore,  the  comments  state  that 
FDA's  review  of  the  scientific  literature 
(56  FR  60574)  mentions  the  tumor- 
enhancing  effect  of  soluble  fibers  in 
animal  studies.  They  recommended  that 
FDA  pot  allow  health  claims  that  link 
fiber  to  risk  of  CVD's.  The  comments 
stated  that  there  are  insufficient  data  to 
warrant  such  a  claim  and  that  it  is 
misleading  to  permit  a  claim  that  singles 
out  a  particular  food  or  foods  in  diets. 
The  comments  stated  that  if  there  were 
sufficient  data  to  make  a  claim,  it 
should  be  stated  in  the  context  of  a  low 
fat,  low  cholesterol  diet.  It  would  also 
be  necessary  to  sped^  the  type  of  fiber, 
e.g^soluble  fiber.  In  the  case  of  CVD. 

FDA  agrees  that  a  health  claim  for  a 
dietary  component  should  be  stated  in 
the  context  of  the  total  daily  diet  and. 
in  this  case,  should  be  specific  to  the 
type  of  dietary  fiber.  The  agency  has 
been  persuaded,  based  on  its  review  of 
the  comments  and  its  review  of  the 
scientific  literature,  that  questions 
remains  as  to  whether  the  cholesterol- 
lowering  effect  observed  with  some 
soluble-fiber  food  sources  (e.g.,  oats)  is 
due  to  the  soluble  fiber  component  or  to 
a  combination  of  other  components 
associated  with  these  foods. 

14.  One  comment  questioned  the 
motivation  behind  the  agency's  tentative 
rejection  of  health  claims  for  fiber  and 
CVD.  The  comment  stated  that  FDA 
does  not  want  any  health  claims  on 
dietary  supplements  and  that  the  agency 
should  not  preclude  claims  because  of 
concern  that  dietary  supplement 
manufacturers  will  then  be  able  to  make 
such  claims.  Comments  from 
supplement  manufactiirers  stated  that,  if 
health  claims  are  permitted  on  fiber- 
containing  foods,  then  fiber 
supplements  should  also  be  permitted 
to  carry  a  claim  because  there  is  no 
difference  between  fiber  in  foods  and 
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fiber  in  supplements  and  all  fiber 
supplements  are  safe.  Other  comments 
stated  that  FDA  should  authorize  health 
claims  on  supplements  because 
supplements  offer  an  alternative  to 
consiuners  who  might  otherwise  not  eat 
sufficient  amounts  of  fiber  in  their  diets. 

FDA  disagrees  with  the  comment  that 
it  does  not  want  health  claims  on  fiber 
supplements  and  with  the  suggestion 
that  it  rejected  dietary  fiber  and  CVD 
health  claims  because  of  concern  that 
supplement  manufectiuers  would  then 
be  allowed  to  make  such  claims.  FDA 
has  applied  the  law  equally  to 
supplements  and  conventional  foods. 

As  the  agency's  proposed  rule  stated, 
FDA  proposed  to  oeny  a  health  claim 
for  dietary  fiber  and  CVD  because  the 
agency  tentatively  concluded  that  the 
available  scientific  evidence  was  not 
sufficiently  conclusive  or  specific  for 
dietary  fiber  per  se.  FDA  notes  that  the 
comment  claimed  that  there  is  no 
difference  between  fiber  in  foods  and 
fiber  in  supplements  but  submitted  no 
data  were  submitted  to  support  this 
statement.  Indeed,  several  expert  reports 
(Refs.  39,  40.  and  46)  concluded  that 
there  is  no  evidence  that  fiber,  when 
isolated  and/or  processed  in  foods,  has 
the  same  physiological  effects  on  serum 
cholesterol  as  consumption  of  the  native 
fiber  &t)m  fiber-rich  foods.  These  reports 
note  that  the  predictive  capability  of 
analytically  c^termined  values  for 
soluble  fiber  and  physiologic  activity 
has  not  been  established,  and 
effectiveness  may  vary  by  soiuce  of  fiber 
or  by  physical  characteristics  not 
detected  with  chemical  methods  of 
analysis  (e.g.,  particle  size  or  water- 
holding  capacity).  They  also  note  that 
safety  may  vary  between  native  and 
isolated  sources  of  fiber. 

D.  Comments  Regarding  a  Relationship 
Between  Specific  Soluble  Dietary  Fibers 
and  CVD 

15.  One  comment  submitted  a  review 
of  available  literature  for  particular 
fibers.  The  comment  stated  that  several 
of  these  fibers  are  "effective  as 
cholesterol  lowering  agents  and  in 
addition,  they  are  safe  to  use  provided 
a  few  reasonable  precautions  are  taken." 
The  comment  identified  fibers  such  as 
locust  bean  gum.  guar  gimi,  oats,  pectin, 
and  psyllium  mucilage  as  materials  with 
hypocholesterolemic  efiiacts.  Less  well- 
tested  fibers  that  have  some 
hypocholesterolemic  effects  (for 
example,  barley,  acacia  gum.  dried 
beans,  and  karaya  gam)  were  also 
mentioned.  The  comment  stated  that 
wheat  fiber  reqiiires  more  study  to 
determine  its  effiacts.  The  comment 
notes  that,  since  dietary  fiber  represents 
a  diverse  group  of  materials,  FDA 


should  consider  allowing  health  claims 
and  statements  on  individual  dietary 
fiber  materials.  The  comment  also 
recommended  separate  health  claims  on 
fibers  with  "hypocholesterolemic" 
activity,  because  each  of  these  fiber 
materials  also  has  a  different  dose- 
response.  The  comment  provided  some 
criteria  on  which  to  base  the  individual 
fiber  claims. 

FDA  agrees  that  the  scientific 
Uterature  shows  that  dietary  fiber  is  a 
complex  group  of  dietary  substances 
with  differing  chemical,  physical,  and 
physiological  properties,  and  that  not  all 
soluble  fibers  are  alike  in  their 
hypocholesterolemic  properties.  FDA 
disagrees  with  the  recommendation  to 
allow  individual  health  claims  on 
various  soluble  fibers,  but  does  conc\ir 
that  the  effectiveness  of  individual 
fibers  in  foods  may  be  documented  for 
specific  food  products  or  for  fibers 
whose  physical  and  chemical 
characteristics  are  well  specified  (e.g., 
oat  brans  meeting  specified  parameters). 
Thus,  if  manufacturers  can  document, 
through  appropriate  studies,  that  the 
soluble  fiber  in  their  particular  food  is 
effective  in  lowering  LDL-cholesterol, 
and  has  no  adverse  effects  on  other 
heart  disease  risk  factors  (e.g.,  HDL- 
cholesterol),  then  FDA  encourages 
manufacturers  to  petition  for  a  health 
claim  for  their  particular  product  or 
ingredient.  Additionally,  if  new 
evidence  becomes  available  which  more 
clearly  identifies  what  type  of  soluble 
fiber  is  effective,  this  also  would  be 
appropriate  for  a  petition. 

16.  Another  comment  stated  that  part 
of  FDA's  difficulty  in  interpreting  data 
on  dietary  fiber  and  CVD  results  from 
the  consideration  of  soluble  fiber  as  a 
single  nutrient  instead  of  as  a  class  of 
diverse  substances.  The  comment  stated 
that  data  exist  to  support  at  least  one 
soluble  fiber,  ^glucan.  as  the  substance 
responsible  for  the  majority  of  the 
cholesterol-lowering  effects  observed 
with  some  fiber  sources.  Another 
comment  stated  that  there  is  a 
preponderance  of  Uterature  supporting 
oat  bran  and  its  hypocholesterolemic 
effects  and  that  the  active  mechanism 
behind  oat  bran's  effectiveness  is  the  ^ 
glucan  component.  The  comment 
suggested  that  the  agency  allow  foods  to 
be  identified  that  contribute  to  eating 
patterns  that  reduce  the  risk  of  disease. 

FDA  agrees,  as  discvissed  in  the 
proposal,  that  dietary  fiber  is  a  diverse 
group  of  substances  and  not  all  soluble 
fibers  are  alike  in  their 
hypocholesterolemic  properties.  FDA 
also  agrees,  based  on  new  data 
submitted  as  comments,  that  there  is 
evidence  to  suggest  that  p-glucan  has 
hypocholesterolemic  properties. 


However,  as  noted  in  the  meta-analysis 
(Ref.  125),  other  components  of  oats, 
such  as  tocotrienols  and  oat  oil,  may 
play  a  role  in  the  reduction  of  blood 
LDLH:holesterol  levels.  However,  FDA  is 
authorizing  a  claim  on  fruits,  vegetables, 
and  grain  products — foods  that  are  good 
sources  of  soluble  fiber  and  other 
substances  that  may  have  cholesterol- 
lowering  properties. 

17.  Comments  from  a  health 
professional  organization  stated  that 
several  studies  nave  shown  that  soluble 
fibers,  such  as  those  in  oat,  beans, 
psyllium,  and  guar,  appeared  to  lower 
serum  cholesterol,  at  least  when  given 
in  large  amounts.  The  comment  further 
stated  that  weight  loss  observed  in  some 
studies  may  possibly  be  fer  more 
important  than  fiber  in  contributing  to 
cholesterol  reduction. 

FDA  agrees  that  weight  loss 
associated  with  test  diets  may  affect  the 
ability  to  differentiate  between  the 
effects  of  the  test  substance  (i.e.,  soluble 
fiber)  versus  the  well-documented  effect 
of  weight  loss  on  blood  total-  and  LDL- 
cholesterol.  This  was  discussed  in  the 
meta-analysis  submitted  as  a  comment 
(Ref.  125).  Several  studies  observed 
reductions  in  blood  cholesterol  levels  in 
studies  in  which  loss  did  not  occur.  For 
example,  in  a  study  by  Marlett  et  al. 
(Ref.  124),  submitted  with  another 
comment,  there  was  no  significant     • 
weight  loss  in  either  the  control  or 
soluble  fiber  (oat  bran)  groups  during 
the  fiber  intervention  period.  Serum 
cholesterol  was  sigrificantly  lower  in 
the  oat  bran  group  than  in  the  control 
group.  Spiller  et  al.  (Ref.  87)  reported  no 
weignt  changes  in  two  groups  receiving 
either  guar  gum  or  oat  fiber.  Both  groups 
experienced  significantly  lowered 
serum  cholesterol.  In  two  other  studies 
(Refs.  118  and  120).  there  was  no 
significant  difference  in  the  weight  loss 
between  subjects  consuming  oat  bran 
(Ref.  120)  or  psyUium  cereal  (Ref.  118) 
and  those  consuming  wheat  bran.  The 
oat  bran  group  had  significantiy  lower 
serum  cholesterol  than  the  wheat  group 
and  compared  to  the  control  period. 
Thus,  while  the  agency  agrees  that 
weight  loss  may  be  a  confounding 
fector,  the  new  evidence  is  consistent 
with  the  concept  that  consumption  of 
diets  high  in  certain  soluble  fiber-rich 
foods,  independent  of  body  weight,  has 
a  beneficial  effect  on  blood  cholesterol 
levels. 

E.  Comments  Regarding  FDA's 
Interpretation  of  Specific  Studies 

Some  comments  dted  references  that 
were  already  reviewed  by  FDA  or  the 
consensus  dociunents,  or  were  studies 
of  questionable  relevance  to  human 
CVD  (e.g..  studies  evaluating 
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pottpruidial  glucoae  respoiue  of  fiber 
diets).  Some  abstracts  wen  also  dted 
that  do  not  provide  sufficient 
information  for  evaluation.  Review 
articles  that  provided  no  new  data  were 
also  included  with  scMue  comments. 

18.  One  comment  stated  that  the 
study  by  Kahn  et  al.  (Ret  25)  showed 
significant  decreases  in  relevant 
parameters  in  the  test  groups  versus 
baseline  and  that  the  authors  concluded 
that  soluble  fiber  "appears  to  be  quite 
efiiactive"  in  lowering  those  parameters. 
In  the  proposed  rule,  FDA  reported  that 
there  was  no  significant  difference  in 
serum  cholesterol  between  the  test 
group  and  the  control  group. 

FDA  notes  that  it  did  report  that  a 
significant  difference  in  senun 
cholesterol  existed  between  baseline 
and  intervention  values  if  the  results  are 
examined  without  consideration  of  the 
immediate  versus  delay  constraint  of  the 
design.  The  agency  initially  concluded 
that  the  study  did  not  support  an  effect 
of  oat  bran  on  serum  cholesterol 
lowering  because  of  the  lack  of 
statistical  significance  when  examining 
only  the  difference  between  the 
immediate  intervention  group  and  its 
control  FDA  believes  that  the  study 
design  should  have  been  modified  to 
overcome  this  problem  of  the  time  delay 
in  comparing  the  groups.  However,  after 
further  review.  FDA  agrees  with  the 
authors  (Rat  25)  that,  alter  correcting  for 
the  time  delay,  the  study  does  show  that 
oat  bran  supplementation  reduced 
serum  cholesterol. 

19.  One  comment  criticized  FDA  for 
calling  a  "p  value"  of  0.052  in  the  paper 
by  Anderson  et  aL  (Ref.  5)  "nearly 
significant"  The  comment  suggested 
that  a  more  precise  term  would  be 
"borderline  significant" 

FDA  acknowledges  that  the  term 
"borderline  significant"  is  more 
commonly  used  professionally,  but 
considers  that  this  does  not  negate  the 
need  for  caution  in  reviewing  the  results 
of  this  paper. 

20.  One  comment  stated  that  FDA 
failed  to  report  the  modest  effect,  from 
a  study  by  Bell  et  al.  (Ref.  12),  of  a 
pectin -enriched  cereal  on  serum 
cholesterol. 

FDA  disagrees  with  this  comment  Of 
the  two  fiber-enriched  cereals  (one 
enriched  with  psyllium  and  the  other 
with  pectin)  tested  by  Bell  et  al.  (Ref. 
12),  FDA  reported  that  only  psyllium 
demonstrated  a  significant  reduction  in 
cholesteroL  The  agency  correctly  stated 
that  the  payllium-enriched  diet 
demonstrated  significant  lowering  of 
total-  and  LDL-choIesterol,  but  that  the 
pectin  did  not. 

21.  A  coomient  disagreed  with  FDA's 
statement  that  tiie  study  by  Davidson  et 


aL  (Ret  15)  did  not  demonstrat» 
significant  reductions  from  baseliiM 
levels  in  total  cholesterol  writh  daily 
intakes  of  up  to  2  oz  of  oatmeal  (1.2  to 
2.4  g  P-glucan/day)  or  1  oz  oat  bran  (2.0 
g  ^glucan/day)  in  persons  on  a  Step  1 
diet. 

FDA  correctly  reported  that  only  the 
higher  fiber  intake  groups  showed 
statistically  significant  effects.  The 
small  sample  size  may  have  prevented 
seeing  an  effect  in  the  lower  doses.  FDA  - 
agrees  that,  based  on  the  results  of  this 
study,  an  intake  of  soluble  fiber  (in  this 
case,  ^lucan  from  oats)  of  about  3  g 
per  day  or  more  was  beneficial  in  that 
it  resulted  in  a  significant  lowering  of 
serum  cholesterol  in  persons  consuming 
a  low-fat  diet. 

22.  A  comment  asked  FDA  to  consider 
a  result  from  a  study  by  Newman  et  al. 
(Ret  50)  which  used  P-glucan  fiom 
barley  and  compared  it  to  wheat  fiber. 
The  diolesterol  levels  of  the  high  P- 
glucan  group  did  not  differ  significantly 
from  baseline  after  four  weeks.  The 
author  explains  this  lack  of  significance 
by  citing  the  small  sample  size  and 
small  amounts  of  ^-glucan  consiuned. 

FDA  does  not  necessarily  disagree 
with  this  comment,  but  considers  that  it ' 
was  correct  in  not  assessing  the  results 
as  positive  (i.e..  a  true  difference  exists) 
because  a  statistically  significant  effect 
was  not  demonstrated. 

23.  One  comment  stated  that  FDA 
failed  to  consider  significant  the  results 
by  Van  Horn  et  aL  (Ret  68).  In  this 
study,  the  investigators  tested  the  effacts 
of  oat -bran  intervention  on  serum 
cholesterol  levels  in  subjects  with 
normal  or  mildly  elevated  serum 
cholesterol  levels.  The  authors  reported 
a  difference  (p  ~  0.074)  in  serum 
cholesterol  between  the  oat  group  and 
the  control  after  8  weeks. 

FDA  did  not  consider  this  result 
significant  because  the  small  sample 
size  was  not  a  problem  in  this  study  and 
the  p  values  reported  are  one-tailed. 
Such  values  allow  leeway  over  the  more 
conventional  and  conservative  two- 
tailed  tests. 

24.  One  comment  stated  that  FDA  did 
not  properly  interpret  the  results  of  a 
study  by  Mcintosh  et  aL  (Ret  44).  which 
compared  the  cholesterol-lowering 
effect  of  ^glucan  from  barley  to  that  of 
wheat  fiber. 

FDA  disagrees  with  this  comment 
Although  there  was  a  significant 
difference  between  cholesterol  levels  of 
the  two  groups,  this  was  largely  due  to 
a  rise  in  total  cholesterol  that  occurred 
in  the  wheat  group  compared  to 
baseline.  In  this  case,  it  is  not  possible 
to  know  whether  wheat  acted  as  a 
placebo,  or  whether  wheat  itself  is 
cholesterol-raising.  However,  because 


the  group  fed  barley  did  not  show  a 
significaant  lowarins  of  diolssterc!  from 
their  own  baseline  level,  the  agency 
does  not  find  that  a  positive  effect  of 
barley  was  demonstrated. 

25.  Another  conunent  addressed  a 
study  by  Burr  et  al.  (Ret  13)  that 
examined  whether  there  was  a  change 
in  mortality  rates  between  men  given 
dietary  advice  to  increase  fiber  intake  or 
to  reduce  fat  intake.  The  comment  was 
specifically  concerned  with  FDA's 
conclusion  that  the  study  was  not  able 
to  show  a  difference  between  mortality 
rates  in  the  two  groups.  The  comment 
stated  that  the  resiilts  show  that 
increasing  fiber  intake  is  no  less 
effective  Uian  decreasing  fot  intake  in 
the  prevention  of  CHD. 

FDA  disagrees  wnth  this  comment 
Because  there  was  no  group  in  this 
study  which  acted  as  a  control  (no 
changes  in  diet),  the  study  does  not 
provide  evidence  that  either  diet  in  the 
studies  is  effective  or  that  neither  is 
effective.  The  agency  finds  that  the 
study  does  not  add  to  the  evidence  of 
the  effects  of  fiber. 

26.  One  comment  stated  that  a  study 
by  Little  et  aL  (Ret  42)  that  shows  that 
lowering  fat  is  responsible  for 
significant  lowering  of  total  cholesteroL 
while  increasing  fiber  is  not,  did  not 
specify  the  type  of  fiber  (i.e..  soluble 
versus  insoluble)  and  should  not  be 
considered  as  part  of  the  fiberOiD 
evaluation. 

FDA  disagrees  with  this  comment. 
The  agency  considered  any  fiber  study 
which  mi^t  be  relevant  to  the  health 
claim.  However,  the  weight  given  to 
study  results  was  influenced  by  several 
factors,  including  the  quality  and 
usefulness  of  the  information  on  soluble 
fiber  intakes. 

27.  One  comment  noted  that  the  study 
by  Demark-Wahnefried  et  al.  (Ret  16) 
showed  a  significant  drop  in  total  serum 
cholesterol  in  all  three  of  the  following 
dietary  groups:  A  high  fiber,  low-fat 
diet;  a  low-fat  diet  alone;  and  a  regular 
diet  with  fiber  added.  The  comment 
contended  that,  because  there  was  no 
significant  difference  between  any  of  the 
groups,  this  study  showed  that 
increasing  soluble  fiber  intake  is  as 

f  effective  as  reducing  fat  intake. 
FDA  disagrees  with  this  comment 
This  study  does  not  support  a 
conclusion  that  soluble  fiber  is  as 
effective  as  reducing  fat  intake.  These 
results  showed  that  the  cholesterol- 
lowering  effect  of  a  low-fat  diet  was  not 
further  enhanced  by  the  addition  of 
fiber.  Additionally,  there  was  a 
significantly  decreased  consimiption  of 
fat  and  cholesterol  in  all  groups;  this  is 
consistent  with  the  hypothesis  that  Cat 
displacement  is  one  mechanism  by 


h^- 


Federal  Regicter  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulation        256i 


which  high  fiber  diets  lower  total 
cholesterol. 

28.  Another  comment  also  criticized 
FDA's  review  of  the  Demark-Wahnefried 
et  al.  study  (Ref.  16).  The  comment 
stated  that,  according  to  the  Keys 
equation  for  predicting  changes  in  blood 
cholesterol  levels  from  changes  in 
intakes  of  fatty  acids,  only  40  percent  of 
serum  cholesterol's  lowering  is 
explained  by  changes  in  dietary  fat. 

FT>A  disagrees  with  this  comment. 
The  agency's  evaluation  of  this  study 
pointed  out  the  lack  of  significant 
difference  between  cholesterol  lowering 
on  the  regular  diet  plus  oats  or  the  low 
fat.  low  diolesterol  diets.  The  study  did 
not  estimate  how  much,  if  any,  of  the 
remaining  60  percent  is  attributable  to 
oat  bran. 

29.  One  comment  stated  that  FDA 
misinterpreted  the  results  of  the  study 
by  Keenan  et  al.  (Ref.  26)  by  failing  to 
note  that  the  control  group  decreased  its 
soluble  fiber  intake  over  the  study 
period,  thus  accounting  for  the  return  to 
baseline  for  serum  cholesterol  in  this 
group  by  the  end  of  the  study. 

FDA  disagrees  that  it  misinterpreted 
the  results  of  this  cross-over  study,  in 
which  the  authors  compared  the 
hypocholesterolemic  effects  of  oat-  or 
wheat-supplemented  Step  1  diets  with  a 
control  group  on  the  Step  1  diet  only. 
Althou^  FDA  recognizes  the  problem 
with  the  control  group,  the  agency 
correctly  reported  that  there  was  a  lack 
of  significance  in  the  change  in  serum 
cholesterol  in  the  oat-wheat  group 
during  the  oat  phase.  Recognizing  that 
the  control  group  decreased  its  soluble 
fiber  over  the  study  period  may  suggest 
redoing  the  study  with  a  better  control 
of  soluble  fiber  in  this  group. 

30.  Another  comment  also  disagreed 
with  FDA's  criticism  that  the  study  by 
Keenan  et  al.  (Ref.  26)  did  not  have  a 
placebo.  The  comment  stated  that  the 
wheat  group  was  considered  a  placebo 
because  it  has  been  well  documented 
that  wheat  has  virtually  no  cholesterol 
lowering  properties.  A  similar  comment 
was  made  regarding  FDA's  criticism  of 
a  study  by  Swain  et  al.  (Ref.  57)  in 
which  wheat  was  also  used  as  a  placebo. 

FDA  has  expressed  concern  about  the 
use  of  wheat  as  a  placebo  due  to  its 
inconsistent  effect  on  serum  cholesterol 
in  some  reports.  Although  the  study  by 
Keenan  demonstrated  an  increased  total 
cholesterol  in  the  "oat-wheat"  group  of 
6  percent  above  baseline  during  the 
wheat  period,  in  Swain's  study  the 
wheat  group  showed  a  7  percent 
decrease  in  serum  cholesterol.  Based  on 
these  studies  and  other  reviews,  FDA 
now  believes  that  these  variations  in 
serum  cholesterol  may  be  a  function  of 
the  amount  and  method  of 


administration  of  the  wheat  and  must  be 
reviewed  with  caution.  Rather  than 
discounting  the  use  of  wheat  as  a 
placebo,  FDA  believes  that  the  placebo, 
whether  it  is  wheat  or  another  fiber, 
must  be  evaluated  individually  for  each 
study. 

31.  One  comment  suggested  that  the 
FDA  failed  to  note  that  the  study  by 
Davidson  et  al.  (Ref.  15)  was  specifically 
designed  to  determine  whether  ^glucan 
has  a  dose-response  effect  on  serum 
cholesterol  after  reducing  and 
controlling  for  fat  intake.  Subjects  in 
this  study  consumed  a  Step  1  diet  with 
two  levels  of  oat  bran  incorporated  into 
the  diet.  FDA  disagrees  that  it  failed  to 
note  this  point.  The  authors  of  the  study 
stated  that  there  is  a  "lack  of  continued 
dose  response"  (Ref.  15).  la  addition, 
the  authors  say  that  "the  impact  of  fat 
substitution  on  serum  cholesterol 
reduction  with  oat  cereals  cannot  be 
completely  excluded"  due  to  the  lack  of 
isocaloric  control  for  the  higher-dose 
treatment  groups  (Ref.  15). 

32.  Another  comment  on  the 
Davidson  et  al.  study  (Ref.  15)  stated 
that  FDA's  criticism  of  the  lack  of  a 
control  group  was  not  valid  due  to  the 
6-week  wash-out  period.  The  comment 
states  that,  during  this  wash-out  period, 
the  serum  cholesterol  values  of  all 
treatment  groups  returned  to  baseline 
levels,  suggesting  that  the 
hypocholesterolemic  effects  observed 
were  the  result  of  oat  P-glucan 
supplementation. 

Although  the  wash-out  period  is  not 
the  equivalent  to  a  true  control,  FDA 
agrees  that,  considered  with  the 
evidence  from  the  intervention  period, 
the  decrease  in  serum  cholesterol 
suggests  an  effect  of  ^glucan  at  the 
higher  levels  of  intake. 

33.  One  comment  criticized  FDA  for 
failure  to  note  regarding  the  study  by 
Bell  et  al.  (Ref.  11)  that  the  psyllium 
group  on  the  Step  1  diet  had  significant 
reductions  in  total  cholesterol  levels  as 
compared  to  the  placebo  (wheat  fiber) 
controls. 

FDA  disagrees  with  this  comment. 
The  problem  with  this  study  is  that, 
during  the  second  8- week  test  period, 
the  psylUimi  group's  total  cholesterol 
had  risen  to  only  1.5  percent  below  the 
baseline  level.  The  significant  difference 
still  exists  between  placebo  and  test 
group  because  the  mean  serum 
cholesterol  level  of  the  placebo  group 
actually  increased  to  a  level  higher  than 
baseline.  The  agency  believes  that  these 
results  weaken  the  support  for 
cholesterol-lowering  effectiveness  over 
time  on  this  diet. 

34.  One  comment  stated  that  the 
study  by  Mclvor  et  al.  (Ref.  45).  showing 
no  effiact  of  guar  gum  on  serum 


cholesterol  in  a  population  of 
overweight  noninnilin  dependent 
diabetics,  should  not  have  been 
discxissed  in  the  proposed  rule.  The 
comment  explained  that  this  was  not  a 
typical  population  group  (diabetics 
consume  large  amounts  of  fiber 
products  to  help  with  carbohydrate 
metaboUsm),  and  the  objective  of  the 
study  was  to  test  the  safety  of  guar,  hi 
addition,  the  comment  states  that  the 
diets  were  uncontrolled  so  the  results 
could  be  confounded  by  additional  fat 
bom  the  granola-type  ban  in  which  the 
guar  gum  was  incorporated. 

FDA  disagrees  with  this  comment. 
Although  overweight  diabetics  may  noi 
be  a  typical  group,  FDA  did  not 
eliminate  the  noninsulin  diabetics  from 
the  criteria  for  evaluating  fiber  studies; 
insulin-dependent  diabetics  are 
excluded,  however.  Although  the 
objective  of  the  study  was  not  to 
evaluate  cholesterol-lowering  effects, 
this  information  was  presented  and  FDA 
considered  it  to  be  relevant.  In  addition, 
adding  fiber  to  a  diet  without  changing 
the  overall  diet  is  probably  a  very 
typical  form  of  consumer  behavior.  The 
agency  also  notes  that  it  did  not  say  that 
fiber  intake  had  no  effect  in  this  study, 
but  rather  that  the  results  are 
"inconclusive." 

35.  One  comment  addressed  FDA's 
review  of  the  study  by  Lo  and  Cole  (Ref. 
43),  in  which  pooled  periods  only  show 
a  significant  difference  between  the 
placebo  and  soy  fiber  groups.  The 
comment  stated  that  the  placebo's 
effects  on  total  cholesterol  were 
insignificant,  while  soy's  effects  were 
significant. 

FDA  disagrees  with  this  comment.  As 
shown  in  table  IV  of  the  paper,  the  2 
percent  decrease  in  serum  cholesterol 
reported  after  soy  fiber  consumption  in 
Group  B  is  not  significant.  FDA 
questions  the  inconsistency  of  the 
results  (i.e.,  after  the  placebo  effect  is 
gone,  is  Group  B  more  representative  of 
the  effect?).  TTie  order  of  treatment 
effects  on  the  results  should  have  been 
considered  in  the  conclusion. 

36.  One  comment  criticized  FDA's 
review  of  the  study  by  Superko  et  al. 
(Ref.  56).  which  FDA  discounted  as 
demonstrating  significant  differences 
between  fiber  groups.  The  comment 
stated  that  FDA  has  failed  to  consider 
the  significant  reductions  in  serum 
cholesterol  levels  between  baseline  and 
test  group  consuming  guar  gum. 

FDA  disagrees  with  this  comment 
While  it  is  true  that  at  4  weeks  there  was 
a  significant  difference  between  total 
cholesterol  levels  from  baseline,  at  8 
weeks  the  p  value  dropped  to  0.15. 
which  is  not  statistically  simificant. 
When  FDA  calculated  the  difference 
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between  the  placebo  to  guar 
supplementation  at  the  4  and  8  week 
intervals,  neidier  was  significant  as 
defined  by  a  p  value  of  O.OS  cr  less. 

37.  One  coounent  stated  that  FDA 
incanectly  reported  lesolts  in  the  study 
by  Beling  et  al.  (Raf.  10).  The  conunent 
stated  thet  FDA  reported  nonsignificant 
reductions  in  seriun  cholesterol  between 
the  group  using  oat-enriched  cereal  and 
the  control  group. 

FDA  agrees  with  this  comment  After 
reexamining  the  results,  FDA  notes  that 
they  show  a  significant  difference 
between  the  tmro  groups,  thus  adding 
support  to  a  cholesterol-lowering  efiect 
of  soluble  fiber-rich  foods  in 
combination  with  consumption  of  a 
low-fat  diet 

38.  Another  comment  stated  that  the 
weight  loss  differences  reported  in  the 
study  by  Beling  et  al.  (Ret  10)  vrere  not 
significant  between  groups,  so  effects  of 
weight  diange  riiould  be  similar.  The 
conunent  also  stated  diat  it  is  not 
possible  to  completely  "blind"  a  study 
that  uses  ready-to-eat  cereal. 

FDA  agrees  with  the  comment 

39.  One  comment  stated  that  FDA 
criticized  the  lade  of  baseline  fiber 
intake  data  in  the  study  by  Gold  and 
Davidson  (Ref.  19),  but  did  not  explain 
the  significance  of  that  assertion. 

FDAconsiders  baseline  fiber  intake 
data  necessary  to  determine  if  the  effect 
seen  could  have  resulted  from  fat 
displacement  in  the  diet. 

40.  One  comment  criticized  FDA's 
evaluation  of  a  study  by  Stewart  et  aL 
(Ref.  55)  and  stated  that  FDA  failed  to 
consider  the  effect  after  adjustment 
when  reporting  the  study  as 
nonconclusive  of  an  effect  The  study  by 
Stewart  and  colleagues  (Ref.  55)  noted 
that  the  psyllium  supplement 
administered  had  a  nonsignificant  effect 
on  total  serum  cholesterol  when  dose 
was  not  considered,  but  a  significant 
effiect  after  adjusting  for  dose. 

FDA  disagrees  with  this  comment. 
Referring  to  both  Figure  1  and  Table  4 
in  the  study,  the  linear  trend  is  driven 
by  the  higher  dose  values,  which  have 
very  small  numbers  compared  to  the 
overall  study  popiilatlon.  In  addition, 
the  author  has  excluded  the  739  control 
subjects  in  the  dose-specific  analysis  for 
a  dose  of  0  (no  psyllium  intake),  which, 
if  included,  would  most  likely  eliminate 
any  trend.  The  results  of  the  study  do 
not  support  any  overall  effect  of 
psyllium  on  serum  cholesteroL 

41.  One  comment  stated  that  FDA 
unnecessarily  distinguishes  studies 
using  separate  fiber  supplements  from 
those  using  fiber-enriched  foods. 

FDA  disagrees  with  this  comment 
FDA  is  applying  a  consistent  legal 
standard  to  its  c<Huideration  of  studies 


on  fiber  supplements  and  studies  of 
fiber-rich  foods.  However,  from  a 
scientific  standpoint  there  is  reason  to 
believe  thet  the  use  of  fiber  at  higher 
intakes  and  higher  concentration  (i.e.,  a 
fiber  supplement  taken  as  a  single  dose 
prior  to  meals)  may  well  differ  from  the 
typical  intake  of  fiber  from  foods  (i.e^ 
smaUer  amounts  of  fiber  consumed 
throughout  the  day).  If  an  effiect  is  seen 
when  fiber  is  consumed  at  higher 
intakes  and  higher  concentrations,  it 
cannot  be  assumed  that  there  is  a  linear 
dose-response  effect  that  will  translate 
into  significant  effects  at  more  usual 
levels  of  intake.  C^onversely.  if  an  effect 
is  seen  when  fiber  is  consumed  with 
more  typical  intake  from  foods,  it  may 
not  automatically  translate  into  an  offset 
from  fiber  supplements.  Additionally, 
isolated  fibers  (as  used  in  supplements) 
may  vary  in  chemical  and  physical 
characteristics  from  native  or  less 
processed  fibers.  Since  a  mechanism  of 
action  for  soluble  fiber  in  reducing 
blood  LDL-cholesterol  levels  has  not 
been  identified,  it  is  possible  that 
processing  of  soluble  fibers  may  affect 
their  ability  to  lower  blood  cholesterol 
levels. 

F.  Comments  Regarding  Applicability  to 
the  General  Population/Public  Health 
Aspects 

42.  One  comment  criticized  FDA  for 
including,  in  the  dietary  fiber-CVD 
proposal,  the  criterion  that  studies  must 
be  conducted  in  persons  who  generally 
represent  the  healthy  U.S.  population, 
i.e.,  adults  with  cholesterol  readings 
below  300  mg/dL  The  comment  stated 
that  this  criterion  eliminated  many  valid 
studies  that  demonstrate  significant 
scientific  agreement  for  a  claim  about 
the  relationship  between  soluble  fiber 
and  CHD;  and  secondly,  that  these 
studies  remain  useful  to  demonstrate 
soluble  fiber's  hypocholesterolemic 
effects  at  lower  doses,  for  longer 
durations,  in  conjunction  with  reduced- 
fat  diets. 

FDA  agrees  that  populations  at  higher 
risk  may  provide  a  more  sensitive  group 
for  identifying  a  nutrient/disease 
relationship.  However,  extrapolation  of 
results  frum  a  high  risk  group  to  the 
general  population  miist  be  done  with 
caution  and  generally  requires  some 
confirmatory  studies  in  the  general 
population.  FDA  included,  in  its  review, 
studies  on  persons  considered  to  be  at 
high  risk,  i.e.,  with  levels  of  blood  total 
cholesterol  between  200  and  300  mg/dL. 
FDA,  thus,  included  a  large  segment  of 
the  general  population  whose  risk  levels 
fall  in  this  range,  but  excluded  the  much 
smaller  segment  of  persons  with  blood 
total  cholesterol  levels  above  300  mg/ 
dL.  because  these  people  often  have 


multiple  and  serious  health  problems, 
making  it  difficult  to  generalize  results 
beyond  the  particular  study 
populations.  According  to  the  Nationd 
Center  for  Health  Statistics  (Ret  79), 
only  5  percent  of  the  U.S.  adult 
population  of  men  and  women  have 
serum  diolesterol  levels  300  mg/dL  or 
higher.  Results  of  two  studies  (Refs.  9 
and  59)  showed  that  subjects  with  a 
mean  serum  cholesterol  level  ^00  mg/ 
dL  had  significantly  lowered  serum 
cholesterol  at  the  end  of  the  test  period 
compared  to  baseline.  Final  senun 
cholesterol  levels,  however,  was  still 
greater  than  300  mg/dL.  Thus  these 
individuals  remained  severely 
hypercholesterolemic  and  at  high  risk 
forCVD. 

It  is  also  important  to  note  that  the 
hypocholesterolemic  effect  in  these  two 
studies  (Refs.  9  and  59)  and  many  of  the 
other  studies  attenuated  with  time,  and 
serum  cholesterol  levels  increased 
toward  baseline.  Thus,  the  agency  does 
not  agree  with  the  comment  that  such 
results  are  necessarily  useful  to 
demonstrate  a  long-term 
hypocholesterolemic  effect  of  soluble 
fiber  at  lower  doses.  Interpretation  of 
results  depends  on  how  well 
compliance  with  the  test  regimen  was 
accomplished. 

Of  the  other  33  studies  reviewed  in 
the  proposed  rule  (56  FR  at  60596 
through  60609),  the  mean  blood  total 
cholesterol  was  in  the  mid-  to  upper- 
200's  (mg/dL)  because  many  of  the 
subjects  had  individual  serum 
cholesterol  levels  greater  than  300  mg/ 
dL.  These  studies  were  included  in  the 
evaluation  of  the  relationship  between 
dietary  fiber  and  CVD  if  they  met  the 
other  evaluation  criteria. 

43.  Another  comment  criticized  FDA 
for  separately  evaluating  studies  using 
"typical"  or  "usual"  American  diets 
(i.e.,  approximately  37  percent  of 
calories  from  fat)  and  those  using  a 
reduced  fat  (Step  1)  diet.  The  comment 
stated  that  the  agency  should  have  given 
equal  weight  to  studies  whether  they 
involved  a  "typical"  American  diet  or  a 
reduced  fat  (Step  1)  diet 

FDA  disagrees  with  this  comment  As 
stated  in  the  proposed  rule  (56  FR  60582 
at  60587).  "Responses  of  blood 
cholesterol  levels  to  dietary  treatment 
are  affected  by  many  factors,  including 
initial  (baseline)  blood  cholesterol  levels 
and  dietary  factors  (i.e.,  the  level  of 
saturated  fat  and  cholesterol  in  the 
diet)."  Because  serum  cholesterol  is 
responsive  to  dietary  intakes  of 
saturated  fat  and  cholesterol.  FDA 
separated  the  studies  on  the  basis  of 
whether  fiber  effects  were  being 
evaluated  as  part  of  a  typical  Ajooarican 
diet  or  as  part  of  a  reduced  Cat  diet 
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Results  of  fiber  studies  become 
(XMifbimded  when  the  test  diet  is  not 
adequately  controlled,  or  not  assessed  at 
all.  and  when  subjects  make  dieir  own 
changes  to  their  diets  by  consuming  less 
total  and  saturated  fet  In  such  cases,  the 
true  effects  of  fiber,  if  any,  cannot  be 
adequately  determined.  Although  die 
agency  grouped  studies  based  on  type  of 
diet,  it  md  f^ve  them  equal  weight  based 
on  the  evaluation  criteria. 

44.  One  comment  stated  that  FDA 
failed  to  consider  studies  reporting  onlv 
modest  reductions  in  serum  cholesterol 
as  strong  evidence  of  soluble  fiber's 
effectiveness.  The  comment  refers  to  the 
public  health  significance  of  even  a 
small  reduction  in  serum  cholesterol; 
Le.,  a  1  percent  reduction  in  senun 
cholesterol  levels  predicts 
approximately  a  2  percent  reduction  in 
CHD  (Ref.  41). 

FDA  disagrees  with  this  comment 
FDA  recognizes  that  changes  in  serum 
cholesterol  in  fiber-feeding  studies  are 
generally  small.  However,  if,  due  to  the 
sample  size  of  the  study,  this  change  is 
not  sufficient  to  demonstrate  statistical 
significance  beyond  that  which  may 
occur  by  chance  (generally  accepted  by 
epidemiologists  and  biostatistiaans  as 
p<.05),  it  cannot  be  concluded  that  a 
true  effect  has  been  observed. 

45.  Another  comment  stated  that  there 
is  no  scientifically  valid  basis  far 
excluding  studies  involving  subjects 
whose  blood  cholesterol  levels  exceed 
300mg/dL. 

FDA  disagrees  with  this  comment  As 
stated  above,  5  percent  of  the  U.S. 
population  have  serum  cholestwol 
levels  greater  than  300  mg/dL  (Ref.  79). 
It  is  important  to  remember  that  "the 
magnitude  of  plasma  lipid  response  is 
frequently  related  to  the  initial  plasma 
lipid  statiM  of  the  experimental  subjects. 
Pearsons  with  hitter  plasma  lipids 
initially  iisually  experience  the  greatest 
plasma  lipid  response  to  diet 
intervention"  (Ref.  33).  What  may  cause 
an  effect  to  lode  significant  may  be 
driven  largely  by  the  magnitude  of  the 
change,  which  is  more  likely  to  be 
observed  in  those  individuals  with  very 
high  serum  cholesterol  levels.  To  base 
conclusions  on  one  group  that  will 
respond  to  a  much  greater  extent  than 
another  is  misleading  as  to  those 
persons  with  normal  to  moderately 
elevated  serum  cholesterol  levels,  who 
axnprise  95  percent  of  the  adult 
population. 

46.  One  comment  noted  that 
population  compliance  was  essential  to 
the  success  of  dietary  intervention  for 
improved  public  health  and  that  adding 
fiber  to  the  diet  is  more  acceptable  to 
consumers  than  removing  fat 


FDA  agrees  that  compliance  is  an 
Important  factor,  but  with  respect  to 
fiber  andCVD,  it  must  first  be 
established  that  addition  of  Sber  alone 
to  the  diet  is  an  effisctive  means  of 
reducing  serum  cholesterol. 

G.  Comments  Regarding  Issues  ofStady 
Design,  Confounders.  Fat,  etc, 

47.  One  comment  stated  that  FDA 
criticized  studies  that  do  not  control  for 
the  effiscts  of  low  dietary  fat  when 
examining  increased  dietary  fiber 
consxunption  and  diolesterol  reduction. 

FDA  oisagreee  with  this  comment 
Although  many  studies  provide 
compelling  evidence  of  the  effect  of  a 
combined  low-fet.  hig^  fiber  diet  on 
lowering  senun  diolesterol,  FDA 
examined  the  scientific  evidence  to 
determine  whether  a  specific 
relationriiip  existed  between  soluble 
dietary  fiber  and  risk  of  heart  disease, 
and  whether  sufficient  scientific 
evidence  was  available  to  support  a 
health  claim  for  dietary  fiber  and  l^art 
disease. 

48.  Another  comment  criticized 
FDA's  evaluation  of  a  study  by  Van 
Horn  et  al.  (Ref.  67)  for  inappropriately 
discounting  the  correlation  of  fiber 
intake  with  senun  cholesterol  by 
pointing  out  that  many  other  nutrient 
intakes  besides  fiber  showed 
correlations  with  cholesterol  levels.  The 
comment  stated  that  dietary  fiber  had 
correlations  with  CHD  that  were  as 
statistically  significant  as  those  for  fat 
and  CHD,  and  this  argues  for  a  finding 
that  significant  scientific  agreement 
supports  a  claim  about  the  relationship 
between  fibo' and  CHD. 

FDA  disagrees  «vith  this  comment 
FDA  again  emphasizes  that  many  other 
nutrient  intakes  in  addition  to  dietary 
fiber  show  statistically  significant 
correlations.  In  a  cross-sectional  siuvey 
analyzed  in  this  maimer,  one  of  the  first 
things  that  must  be  considered  when 
many  £act(H^  show  significance  is 
whether  they  are  highly  correlated  with 
each  other.  If  this  is  the  case, 
displacement  of  fat  in  the  diet  by  fiber 
is  one  explanation  for  the  observed 
effect. 

49.  Another  comment  argued  that, 
although  FDA  has  stated  there  may  be 
other  micronutrients  or  components  in 
vegetables,  cereal,  fruits  and  berries 
other  than  soluble  fiber  that  may  have 
contributed  to  the  cholesterol-lowering 
effects  of  some  soluble  fiber-omtaining 
foods,  the  agency  has  failed  to  identify 
them. 

FDA  agrees  that  it  did  not  identify 
other  components  in  foods  that  may 
have  semm  cholesterol  lowering  effiects. 
Its  point  in  this  statmnent  was  that 
attribution  of  effects  to  soluble  fiber  per 


se,  when  foods  contain  a  wide  range  of 
vitamins,  miserab,  and  othjBr 
substances,  is  mislaeding.  The  authors 
of  the  meta-analysis  (Ret  125)  also 
iu>ted  that  other  compomnts  of  oeti 
may  play  a  role  in  tha  cholesterol- 
lowering  pn^Mrties  ofaeerred  in  human 
studies. 

50.  Anodier  comment  criticized 
FDA's  evaluation  of  a  study  by  Van 
Horn  et  al.  (Ret  69). 

FDA  stands  by  its  evaluation  of  the 
Van  Horn  study.  FDA  criticized  the 
study  because  diere  are  significant 
dianges  in  diet  between  the  control  and 
test  group  in  total  fet  intake,  saturated 
fat  intake,  and  monotm saturated  Cat 
intake,  and  the  authors  did  not 
demonstrate  that  these  changes  did  not 
contribtite  to  the  cholesterol-lowering 
effect  observed. 

51.  Another  comment  suggested  that 
weight  loss  is  not  a  confounder.  but 
rather  a  resuh  of  fiber's  ability  to  efisct 
weight  reductiims  indepoidently  of 
changes  in  caloric  or  fat  intake. 

FDA  disagrees  %vith  this  commei^ 
Although  this  may  be  a  possible 
mechanism  of  action,  no  studies 
reviewed  have  provided  clear  evidence 
of  this. 

52.  One  comment  stated  that 
confounding  variables  and  lack  of  a 
mechanism  of  action  are  not  a  valid 
basis  for  denying  a  link  between 
ingestion  of  fiber  and  reduced  risk  of 
heart  disease  which  experimental 
evidence  shows  in  fact  exists. 

FDA  disagrees  with  the  comment's 
description  of  the  basis  for  its  proposed 
action.  If  factors  such  as  weight  loss, 
changes  in  diet,  lifestyle  (Jianges.  and/ 
or  exercise,  which  are  known  to 
influence  serum  fdwlesterol.  are  not 
controlled  in  a  clinical  study,  or  if 
analytical  methods  for  determining  the 
soluble  fiber  content  in  food  sources  are 
not  clearly  est^lisbed,  the  specificity 
for  an  effect  of  soluble  fiber  on  serum 
cholesterol  cannot  be  determined.  In  its 
proposal.  FDA  made  a  tentative  dedsicHi 
to  deny  a  health  claim  regarding  dietary 
fiber  and  CVD  for  a  niunber  of  reasons, 
including  confounding  facttHS  identified 
in  many  of  the  clinical  studies 
reviewed,  but  not  because  there  is  no 
recognized  mechani8m(s)  of  acticm  for 
hypolipidemic  effects  of  different 
soluble  fibers.  For  a  more  thorough 
discussion  of  FDA's  proposal  to  deny  a 
health  claim  on  dietary  fiber  and  CVD 
in  the  proposed  rule,  see  56  FR  60582 
at  60591  through  60592.  FDA  believes 
that  for  health  claims  to  be  educational 
and  result  in  changed  eating  habits,  the 
claims  should  be  truthful  and  not 
misleading. 
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H.  Conclusions  From  Coaunents 

FDA  agrees  with  many  of  the 
comments  that  a  problem  in 
determining  the  relationship  between 
dietary  fiber  and  heart  disease  is  the  fact 
that  dietary  fiber  is  a  diverse  group  of 
chemical  substances  that  may  be 
associated  with  diflierent  physiological 
functions,  and  that  the  analytical 
methodology  to  identify  the  soluble 
fiber  content  of  a  food  may  not  be 
predictive  of  the  likely  physiological 
effiact. 

IV.  Decision  to  Deny  •  Health  Qaim 
Relating  Dietary  Fiber  to  Reduced  Risk 
.ofCHD 

Overall,  the  currently  available 
scientific  evidence  is  not  sufficiently 
conclusive  or  specific  for  soluble  fiber 
per  se  to  justify  use  of  a  health  claim 
relating  the  intake  of  dietary  soluble 
fiber  to  a  reduced  risk  of  heart  disease. 
A  major  limitation  in  designing  and 
evaluating  research  studies  has  been  the 
need  for  better  defined  measures  of 
dietary  soluble  fiber  and  standardized 
descriptions  for  source,  type,  and 
amount  of  dietary  soluble  fiber. 
Commonly  used  analytical 
methodologies  do  not  detect  many  of 
the  characteristics  that  may  vary  among 
fibers  and  that  may  be  related  to 
biological  function  (e.g.,  particle  size, 
chemical  composition,  water-holding 
capacity).  Other  components  associated 
with  soluble  fiber  in  foods  (e.g., 
tocotrienols)  may  also  have  some 
cholesterol-lowering  capabilities.  The 
inability  to  detect  many  of  the 
difiiarences  among  fibers,  fiber 
components,  and  other  substances  in 
foods  which  contain  soluble  fiber,  and 
the  general  lack  of  conclusions  as  to  the 
mechanism(s)  of  action  of  soluble  fibers 
raise  questions  about  the  ability  of 
commonly  used  analytical  measures  of 
dietary  fiber  to  adequately  predict 
biological  actions  of  specific  fibers.  For 
these  reasons.  FDA  is  not  authorizing 
use  of  a  health  claim  relating  dietary 
fiber  to  a  decreased  risk  of  CHD. 

FDA's  decision  is  consistent  with 
recent  conclusions  reached  about  the 
state  of  the  scientific  evidence  by  the 
National  Heart,  Lung,  and  Blood 
Institute  of  the  National  Institutes  of 
Health  (Ref.  155)  and  recommendations 
in  the  Institute  of  Medicine's  report 
"Nutrition  Labeling:  Issues  and 
Directions  for  the  1990s"  (Ref.  81).  This 
report  notes  that  there  has  been  great 
interest  in  the  specific  effects  of  dietary 

fiber  on  several  chronic  diseases. 
According  to  the  report,  the  strongest 
argument  for  an  increased  consumption 

of  dietary  fiber  is  the  important 

contribution  it  makes  to  normal  bowel 


function.  Clear  scientific  associations  of 
fiber  intake  with  the  incidence  of 
cancer,  heart  disease,  and  diabetes 
mellitus  have  not  been  made.  The  report 
indicates  that  one  reason  for  this  may  be 
the  difficulty  in  designing  appropriate 
experiments  to  test  specifically  for  the 
effect  of  dietary  fiber.  Foods  high  in 
dietary  fiber  are  also  generally  Tow  in 
calories  and  total  and  saturated  fatty 
acids  and  devoid  of  cholesterol;  thus, 
determination  of  a  specific  fiber  efiiact  in 
a  feeding  study  is  difficult.  Moreover, 
according  to  the  report,  foods  have  a 
variety  of  fiber  components  and  each 
may  have  different  actions.  Chemically 
and  physiologically,  cellulose,  lignin, 
hemicellulose,  pectin,  and  alginate  (all 
relatively  piuified  fiber  types)  behave 
differently.  Wheat  bran,  oat  bran,  and 
rice  bran  (all  heterogeneous  mixtures  of 
fibers)  are  not  similar  in  composition.  It 
is  also  very  difficult  to  analyze  dietary 
fiber  chemically,  and  thus  it  is  hard  to 
correlate  the  role  of  sp)ecific  fiber 
components  to  health  effects  (Refs.  48 
and  81).  Therefore.  FDA  is  not 
authorizing  the  use  on  the  labels  and 
labeling  of  foods  of  health  claims 
relating  to  an  association  between  the 
ingestion  of  dietary  fiber  (particularly 
soluble  fiber)  and  a  reduction  in  the  risk 
of  heart  disease.  In  reaching  this 
decision,  the  agency  considered  all 
comments  received  in  response  to  its 
proposed  rule  (56  FR  60582).  and 
reviewed  the  scientific  Uterature  that 
became  publicly  available  after  the 
proposal's  publication  and  data 
submitted  with  comments. " 

V.  Decision  to  Allow  a  Health  Qaim  on 
Foods  Relating  DieU  Low  in  Saturated 
Fat  and  Qiolesterol  and  High  in  Fruits, 
Vegetables,  and  Grain  Products.  Foods 
That  Contain  Fiber.  Particularly 
Soluble  Fiber,  to  a  Reduced  Risk  of 
CHD 

FDA  has  reviewed  the  numerous 
authoritative  documents,  including 
Federal  government  reports,  as  well  as 
recent  research  on  dietary  fiber  and 
CHD  risk.  In  addition,  the  agency 
considered  all  comments  received  in 
response  to  its  proposed  rule.  The 
agency  has  concluded  that  the  publicly 
available  scientific  evidence  supports  an 
association  between  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grain  products, 
foods  that  are  low  in  saturated  fat  and 
cholesterol  and  are  good  sources  of 
dietary  fiber,  to  reduced  risk  of  heart 
disease. 

FDA  agrees  with  the  comments  that 
show  that  dietary  patterns  that  are  low 
in  satxuated  fat  and  cholesterol  and  high 
in  fruits,  vegetables  (including  legumes), 
and  grain  products  are  associated  with 


a  decreased  risk  of  CHD.  Although  the 
specific  roles  of  the  numerous 
potentially  protective  substances  in 
such  plant  foods  are  not  yet  understood, 
populations  with  diets  rich  in  these 
foods  experience  many  health 
advantages,  including  lower  rates  of 
heart  disease.  Currently,  there  is  not 
scientific  agreement  as  to  whether  the 
observed  protective  effiects  against  heart 
disease  are  due  to  a  combination  of 
nutrient  components  of  the  foods, 
including  soluble  fiber,  to  other 
components  of  soluble  fiber-rich  diets 
(for  example,  potassium  and 
magnesium),  to  displacement  of 
saturated  fat  and  cholesterol  from  the 
diet,  or  to  non-nutritive  substances  in 

t  h  AQA  I  OOn  ft 

Thus,  the  conclusion  that  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grain  products, 
foods  low  in  satiuvted  fat  and 
cholesterol  and  containing  soluble  fiber, 
are  associated  with  a  reduced  risk  of 
heart  disease  is  consistent  with  the 
available  scientific  evidence.  The  fact 
that  these  foods  contain  dietary  fiber, 
particularly  soluble  fiber,  can  serve, 
therefore,  as  a  useful  marker  for 
identifying  those  fruits,  vegetables,  and 
grain  products  which,  when  added  to 
diets  low  in  satiuated  fat  and 
cholesterol,  may  help  in  reducing  blood 
LDL-cholesterol  levels.  As  discussed  in 
the  final  rule  on  general  requirements 
for  health  claims,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 
statements  about  good  nutrition  that  do 
not  expressly  or  by  implication  refer  to 
a  substance  are  considered  dietary 
guidance  and  not  health  claims.  In  this 
rule,  FDA  is  authorizing  the  inclusion  of 
a  reference  to  dietary  fiber  (a  substance) 
in  a  statement  about  the  value  of  frtiit. 
vegetables,  and  grain  products  in 
reducing  the  risk  of  heart  disease.  Thus, 
the  health  claim  permitted  under  this 
regulation  to  be  used  on  labels  and 
labeling  of  certain  foods  associates  diets 
low  in  saturated  fat  and  cholesterol  and 
high  in  vegetables,  buit,  and  grain 
products,  that  contain  soluble  fiber  with 
a  reduced  risk  of  heart  disease. 

VI.  Rationale  and  Description  of  the 
Final  Regulation 

A.  Relationship  and  Significance 
Statements 

In  new  §  101.77(a).  the  summary  of 
the  relationship  between  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grain  products 
that  contain  soluble  fiber  and  reduced 
heart  disease  risk  is  consistent  with  the 
conclusions  reached  in  the  review  of  the 
scientific  evidence.  Although  the 
specific  roles  of  dietary  soluble  fiber,  or 
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of  ^>edfic  loluble  fiben  and  fiber 
compoDMits,  and  the  multiple  nutrients 
and  other  si^Mtancee  contained  in  these 
foods,  are  not  yet  fully  understood. 
many  studies  hare  shown  that  diets 
high  in  soluMe-fiber-containins  foods 
are  associated  with  loww  blood  LDL- 
cholesterol  levels  and  with  reduced  risk 
of  heart  disease.  These  diets  are 
generally  low  in  saturated  fat. 
cholesterol  and  total  fat,  nutrients 
known  to  have  a  detrimental  efiiect  on 
blood  LDLH±olesterol  levels,  and 
therefore,  on  risk  of  heart  disease. 
Dietary  soluble  fiber  can  be  used  as  a 
marker  to  identify  the  types  of  foods 
which  coirriate  with  reduced  heart 
disease  ride,  end  whose  addition  to  diets 
low  in  saturated  fet  and  cholesterol  is 
considered  to  be  iieeful  in  lowering 
blood  LDL-cholesterol  (Ref.  66).  The 
relationship  statement  in  §  101.77(a) 
also  includes  other  information  about 
heart  disease,  such  as  risk  factors,  as  in 
other  authorized  health  claims. 

New  S  101.77(b).  on  the  significance 
of  the  relationship  between 
consumption  of  diets  low  in  saturated 
fat  and  cholesterol  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  soluble  fiber  and  reduced  risk  of 
heart  disease,  includes  the  information 
that  U.S.  diets  tend  to  be  high  in 
saturated  fat  and  cholesterol  and  low  in 
fiber-containing  fruits,  vegetables,  and 
grain  products.  A  discussion  of  curr^it 
dietary  gmdelines  on  reconunended 
servings  of  fruits,  vegetables,  and  grain 
products  is  also  provided. 

B.  Nature  of  the  Claim 

In  new  S  101.77(c){2)(i).  FDA  is         ^ 
authorizing  a  health  claim  relating  diets 
low  in  saturated  fat  and  cholesterol  and 
high  in  fruits,  vegetables,  and  grain 
products  that  contain  soluble  fiber  to 
reduced  risk  of  heart  disease.  In  new 
§  101.77(c)(2)(i}(A),  the  agency  is 
requiring,  consistent  with  other 
authorized  claims,  that  the  relationship 
be  qualified  with  the  terms  "may"  or 
"might."  These  terms  are  used  to 
indicate  that  not  all  persons  can 
necessarily  expect  to  benefit  from  these 
dietary  changes. 

In  new  §  101.77(c)(2)(U(B].  the  agency, 
consistent  with  other  authorized  claims, 
is  requiring  that  the  claim  use  the 
specific  terms  "heart  disease"  or 
"coronary  heart  disease"  to  define  the 
type  of  disease  dealt  with  by  this  claim. 
These  disease  terms  reflect  terms 
commonly  used  in  dietary  guidance 
materials,  and  are  also  reflective  of  the 
scientific  evidence  which  links  these 
dietary  factors  to  heart  disease  risk  via 
the  intermediate  mechanism  of  reducing 
blood  LIMw:hoIesterol  levels,  rather 


than  to  the  broader  category  of 
cardiovascular  disease. 

In  new  S  101.76(cX2)aMQ.  the  agancy 
is  requiring  that  the  claim  diaruss  only 
those  fruits,  vegetables,  and  grain 
products  that  comtain  dietary  fiber, 
rather  than  all  fruits,  vegetaUes,  and 
grain  products.  Diets  low  In  saturated 
&t  and  ch<^esterol  and  high  in  fruits, 
vegetables,  and  grain  prowicts  that 
contain  fiber,  particularly  lohible  fiber, 
are  correlated  «vith  reduced  heart 
fliseaae  ridL  Thus,  a  claim  diacussing 
those  fruits,  vegetables,  and  grain 
products  that  contain  the  mariner 
nutrient,  but  does  not  attribute  a 
protective  effect  to  soluUe  fiber,  it 
consistent  with  current  scientific 
knowledge. 

New  S  101.77(cX2Ki)(D)  specifies  the 
terms  that  can  be  used  to  describe  the 
fiber  component  of  the  fruits, 
vegetables,  and  grain  products  that  bear 
a  health  claim.  Consistent  with  the  state 
of  the  scientific  evidence,  this  paragraf^ 
permits  a  dioice  among  a  number  of 
terms,  but  does  not  allow  terms  for 
qiecific  types  of  fiber  to  be  used.  e.g.. 
those  connoting  the  origin  of  the  fiber. 
The  term  "soluble  fiber"  may  be  used  m 
combination  with  a  more  general  term 
for  fiber.  This  permits  nfuence  to 
soluble  fiber,  which  is  a  useful  marker 
nutrient  for  foods  associated  with 
reduced  risk  of  heart  disease.  Howevw. 
the  presMit  scientific  evidence  does  not 
permit  a  determination  of  whether  it  is 
the  soluble  fiber  or  other  components  in 
these  foods  or  displacement  of  fat  that 
provides  the  protective  effect.  Given 
these  uncertainties  about  the  specific 
role  of  soluble  fiber,  it  would  be 
misleading  to  place  undue  emphasis  on 
soluble  fiber  standing  alone. 

New  §  101.77(c)(2Ki)(F)  requires  that 
health  claims  specify  that  development 
of  heart  disease  depends  on  many 
factors.  This  requirement  is  intended  to 
prevent  consumers  from  being  misled 
that  fruits,  vegetables,  and  grain  product 
intake  is  the  only  factor  connected  with 
heart  disease  risL 

In  new  §  101.77(c)(2)(i)(E),  FDA  is 
prohibiting,  consistent  with  other 
authorized  health  claims,  more  specific 
use  of  dietary  terms  than  is  warranted 
by  the  current  state  of  the  scientific 
evidence.  New  §  101.77(cK2)(i){G)  is 
also  consistent  with  other  authorized 
health  claims,  and  prohibits  any 
attribution  of  degree  of  risk  for  heart 
disease  and  fiber-containing  fruits, 
vegetables,  and  grains.  These 
requirements  also  standardize  use  of 
terms,  thus  minimizing  consumer 
confusion  as  they  compare  food  labels 
across  products,  or  as  ihey  compare  a 
health  claim  to  the  nutrition 
information  paneL 


C  Nature  of  the  Food 

New  8 101.77(c)(2KilMA)  requires  that 
the  food  bearing  the  health  cledm  be  or 
contain  a  fruit,  vegetable,  or  grain 
product.  Because  ttie  claim  relates  to 
diets  high  in  these  foods,  it  would  not 
make  sense  for  it  to  appear  on  the 
labeling  of  anodier  type  of  food.  A 
health  claim  that  appears  on  a  fr>od  that 
meets  all  the  requirements  in 
§  101.77(c)(2)(ii).  but  contains  only  ■ 
trivial  amount  of  fruit,  vegetable,  or 
grain  product,  could  be  oonsideied 
misleading  and  might  misln«nd  the  food 
under  section  403(a)  of  the  act. 

FDA.  consistent  vrith  the 
requirements  for  the  health  daim  on 
dietary  satiirated  fat  and  cholesterol  and 
heart  disease  (pi^lidied  elsewhere  in 
this  issue  of  \£b  Federal  Registei^,  is 
requiring  in  new  §  101.77(c)(2)(iiKB) 
that  foods  bearing  the  health  claim  meet 
requirements  for  "low  saturated  fat." 
"low  cholesterol."  and  "low  total"  fat, 
or  alternatively,  belong  to  a  class  of 
products  that  is  "low  in  satur^ed  fat." 
"low  in  cholesterol."  and  "low  in  total 
fat."  Low  saturated  fat  and  cholesterol 
diets  are  assodated  with  reduced  heart 
disease  risk.  Low  or  negligible  total  fat 
is  also  one  of  the  characterizing  features 
of  diets  rich  in  fiber-containing  fruits, 
vegetables,  and  grain  products.  Because 
the  effects  of  saturated  bt  and 
cholesterol  are  not  readily  separated 
from  the  effects  of  other  nutritive 
components  of  fruits,  vegetables,  and 
grain  products,  and  because  the 
scientific  evidence  linking  diets  low  in 
saturated  fot  and  cholesterol  to  reduced 
risk  of  heart  disease  is  strong,  satiuated 
fat  and  cholesterol  are  spedfied  as 
qualifying  nutrients.  Total  fat  is  also 
specified  as  a  qualifying  nutrient 
because  a  low  content  of  total  fat  is 
characteristic  of  dietary  patterns  which 
relate  to  lower  heart  disease  risk,  and 
because  it  facilitates  the  ability  of 
consumers  to  adiieve  diets  low  in 
saturated  fat  and  cholesterol.  (See  final 
rule  on  "Dietary  Saturated  Fat  and 
Cliolesterol  and  Coronary  Heart 
Disease,"  published  elsewhere  in  this 
issue  of  the  Federal  Register). 

In  new  §  101.77(c)(2)Tii)(C).  FDA  is 
requiring  that  fruits,  vegetables,  and 
grain  products  bearing  the  authorized 
health  claim  contain  at  least  0.6  g  of 
dietary  soluble  fiber  per  reference 
amount  commonly  consiuned.  Because 
soluble  fiber  is  a  qualifying  nutrient. 
FDA.  in  new  $  101.77(c)(2)(ii)(D).  is 
requiring  declaration  of  soluble  fiber 
content  consistent  with  requirements  in 
§  101.9(c)(6Hi)(A).  The  qualifying  value 
of  0.6  g  of  soluble  fiber  is  based  on 
several  considerations.  First,  an  expei« 
panel  convened  by  LSRO  (Ret  39) 
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lecommended  total  dietary  fiber  intakes 
of  20  to  30  g  daily  for  adults  (see  final 
rule  on  daily  reference  values  published 
elsewhere  in  this  issue  of  the  Federal 
Registar).  It  further  recommended  that 
approximately  25  percent  (or  about  6  g) 
of  this  be  soluble  fiber.  This  level  of 
soluble  fiber  represenU  the  same  ratio  of 
soluble  to  Insoluble  fiber  normally 
foxmd  in  foods  and  for  which  there  is  a 
long  history  of  use.  and  therefore  was 
considered  by  the  panel  to  be  safe.  Since 
current  U.S.  dietary  fiber  intakes, 
including  soluble  fiber  intakes,  are 
estimated  to  be  approximately  half  of 
the  recommended  levels.  Americans 
would  need  to  double  their  intakes  to 
meet  the  current  dietary  guidelines.  A 
total  daily  intake  of  6  g  of  soluble  fiber 
from  fruits,  vegetables,  and  grains  is 
consistent  with  oirrent  dietary 
guidelines  for  the  general  population. 
The  qualifying  criterion  of  0.6  g  per 
reference  amoimt  customarily 
consumed  is  also  consistent  with  the 
definition  of  a  "good  source"  of  a 
nutrient  (i.e..  10  percent  of  the  daily 
reference  value  (DRV))  in  the  final  rule 
on  general  reqiiirements  for  nutrient 
content  claims  published  elsewhere  in 
this  issue  of  the  Federal  Register. 
Although  there  is  no  DRV  for  soluble 
fiber,  the  requirement  that  a  nutrient  be 
present  at  10  percent  of  a  reference 
standard  has  been  set  as  a  qualifying 
level  in  other  regulations  authorizing 
health  claims.  (See  the  final  rules  on 
antioxidant  vitamins  and  cancer  and  on 
fiber  cancer  published  elsewhere  in  this 
issue  of  the  Federal  Register.)  The  10 
percent  level  is  deemed  useful  and 
appropriate,  because  very  few  foods 
could  naturally  meet  the  reouirement 
for  a  "high"  source  of  soluble  fiber.  The 
current  dietary  guidance 
recommendations  of  five  or  more 
servings  of  fruits  and  vegetables  and  six 
or  more  servings  of  grain  products  daily, 
if  followed,  would  likely  result  in 
intakes  of  soluble  fiber  close  to  or 
exceeding  the  recommended  daily 
intake  of  6  g.  Thus,  use  of  a  qualifying 
criterion  consistent  with  that  used  to 
define  a  "good"  source  for  nutrients 
which  have  DRVs  provides  for  an 
amount  that  allows  a  number  of  finits, 
vegetables,  and  grain  products  to 

Qualify,  and  is  consistent  with  current 
ietary  guidelines  for  general  dietary 
patterns.  Without  this  alternate  level, 
very  few  fruits,  vegetables,  and  grain 
products  would  qualify  for  the  health 
claim,  which  would  be  contrary  to  the 
available  scientific  evidence  and  to  the 
purpose  of  health  claims. 

Section  101.77(c)(2)(ii)(C)  also 
requires  that  foods  qiialify  as  a  good 
source  of  soluble  fiber  based  on  their 
natural  level  of  soluble  fiber.  This 


means  that  foods  which  require 
fortification  with  soluble  fiber,  in  order 
to  meet  the  qualifying  criteria  for  the 
health  claim,  cannot  bear  the  claim. 
This  requirement  is  consistent  with  the 
scientific  basis  for  the  claim,  that  is,  that 
intakes  of  fruits,  vegetables,  and  grains 
in  their  native  fbrm  correlate  with 
reduced  heart  disease  risk.  Because 
there  are  not  sufficient  data  that 
specifically  identify  dietary  soluble 
fiber,  or  particular  components  of 
soluble  fiber,  as  the  cause  of  a  reduction 
in  heart  disease  risk,  and  because  this 
nutrient  is  being  used  as  a  marker  for 
the  substance  or  substances  in  fruits, 
vegetables,  and  grain  products  that 
provide  the  observed  protective  effect,  it 
is  the  native  composition  of  the  foods 
that  identifies  their  usefuhiess. 

D.  Optional  Information 

Under  new  S  101.77(d).  similarly  to 
other  authorized  health  claims,  health 
claims  may  identify  additional  risk 
factors  for  heart  disease.  The  regulation 
specifies  the  factors  that  may  be  listed; 
all  are  risk  factors  about  which  there  is 
general  scientific  a^^ement.  This 
additional  information  can  provide  a 
context  that  is  useful  for  an 
understanding  of  the  relationship  of  the 
diet  to  the  disease,  but  manufacturers 
are  cautioned  that  it  should  not  be 
presented  in  a  way  that  is  misleading  to 
the  consumer.  A  health  claim  may  also 
indicate  that  reductions  in  saturated  fat 
and  cholesterol  intake  and  consumption 
of  fruits,  vegetables,  and  grain  products 
are  part  of  a  total  dietary  pattern  that  is 
consistent  with  the  latest  "Nutrition  and 
Your  Health:  Dietary  Guidelines  for 
Americans."  published  jointly  by  the 
U.S.  Department  of  Agriculture  and  the 
U.S.  Department  of  Health  and  Human 
Services.  Consistent  with  other  health 
claim  regulations,  the  claim  may  also 
include  information  on  the  prevalence 
of  heart  disease  in  the  United  States.  In 
order  to  ensure  that  this  information  is 
valid,  the  agency  is  requiring  that  it 
come  bom  one  of  three  specified 
authoritative  sources.  Finally,  because 
consumers  frequently  know  their 
cholesterol  levels  or  can  determine  their 
levels  through  readily  available  facilities 
in  shopping  malls  and  health  clinics, 
the  agency,  similarly  to  other  authorized 
health  claims,  is  requiring  that  when 
information  in  the  claim  allows 
consimiers  to  "self-diagnose"  their  own 
risk  level,  that  additionally,  the  claim 
indicate  the  need  for  medical  guidance 
if  a  consumer  falls  within  a  risk 
category. 

Similarly  to  the  requirements  in 
§  101.73  on  "Dietary  Saturated  Fat  and 
Cholesterol  and  Coronary  Heart 
Disease,"  the  claim  may  indicate  that 


the  relationship  between  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grains  that 
contain  fiber,  particularly  soluble  fiber, 
is  through  the  intermediate  link  of 
"blood  cholesterol"  or  "blood  total-  and 
LDL-cholesterol."  Such  information  is 
useful  to  consumers,  but  could  add 
unnecessarily  to  the  length  and 
complexity  of  the  required  health  claim. 
For  tiiese  reasons,  this  provision  is 
optional  rather  than  mandatory. 

E.  Model  Heahh  Claims 

In  new  §  101.77(e).  FDA  is  providing 
model  health  claims  to  illustrate  the 
requirements  of  new  8 101.77.  FDA  is 
not  prescribing  specific  language  for 
claims,  but  certain  elements  are 
required,  and  these  models  include  the 
required  elements. 

VII.  Environmental  Impact 

The  agency  has  determined  imder  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VIII.  Economic  Impact 
In  its  food  labeling  proposals  of 

November  27. 1991  (56  FR  60366  et 
seq.).  FDA  stated  tiiat  the  food  labeling 
reform  initiative,  taken  as  a  whole. 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  tiie 
Regulatory  Flexibility  Act  (Pub.  L  96- 
«54).  FDA  developed  one 
comprehensive  regvdatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  otthe  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  tiie  food  labeling  proposals 
of  November  27. 1991  (56  FR  60366  et 
seq).  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole. 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  Uie  Federal  Register  of 
November  27, 1991  (56  FR  60856),  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 

RIA. 

FDA  has  eval\iated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations        2575 


discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  &ial  regulatory  flexibility 
anBi>'sis  (RFA)  sxibsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-30S).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  RegistCT  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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List  of  Siibiects  in  21 CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  101  is 
amended  as  follows: 


PART  101— FOOD  LABEUNQ 

1.  The  suthority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Ubeling  Act  (IS  U.S.C  1453. 
1454, 1455);  sees.  201.  301.  402.  403. 409, 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C  321.  331,  342.  343.  348.  371). 

2.  New  S  101.71  is  added  to  subpart  E 
to  read  as  follows: 


claiviia  not 


(b)  Dietary  fiber  and  cardiovascular 
disease. 

3.  New  S  101.77  is  added  to  subpart  E 
to  read  as  follows: 

§101.77    MMNh  dalwa:  fruW.  waga«abM 
and  grain  preduds  1»M«  cenlain  fNMr. 
pwticiilarty  seliibia  flbar.  and  risk  ol 
coronary  heart  iflaaaaa. 

(a)  Relationship  between  diets  low  in 
saturated  fat  and  cholesterol  and  high 
in  fruits,  vegetables,  and  grain  products 
tJtat  contain  fiber,  particularly  soluble 
fiber,  and  risk  of  coronary  heart  disease. 
(1)  Cardiovascular  disease  means 
diseases  of  the  heart  and  circulatory 
system.  Conmaiy  heart  disease  is  the 
most  common  and  serious  form  of 
cardiovascular  disease  and  refMS  to 
diseases  of  the  heart  muscle  and 
supporting  blood  vessels.  High  blood 
total-  and  low  density  lipoprotein 
(LDL)-  cholesterol  levels  are  major 
modifiable  risk  factors  in  the 
development  of  coronary  heart  disease. 
High  coronary  heart  disease  rates  occur 
among  people  with  high  blood 
cholesterol  leveb  of  240  milligrams  per 
deciliter  (mg/dL)  (6.21  (mmol/L))  or 
above  and  LDL-cholesterol  levels  of  160 
mg/dL  (4.13  mmol/L)  or  above. 
Borderline  high  risk  blood  cholesterol 
levels  range  from  200  to  239  mg/dL 
(5.17  to  6.18  mmol/L)  and  130  to  159 
mg/dL  (3.36  to  4.11  mmol/L)  of  LDL- 
cholesterol.  Dietary  lipids  (fats)  include 
fatty  acids  and  cholesterol.  Total  fat. 
commonly  referred  to  as  fat.  is 
composed  of  satvirated  fat  (fatty  adds 
containing  no  double  bonds),  and 
monbimsaturated  and  polyunsatxirated 
fat  (fatty  acids  containing  one  or  more 
double  bonds). 

(2)  The  scientific  evidence  establishes 
that  diets  high  in  saturated  fat  and 
cholesterol  are  associated  with 
increased  levels  of  blood  total-  and  LDL- 
cholesterol  and.  thus,  with  increased 
risk  of  coronary  heart  disease.  Diets  low 
in  saturated  fat  and  cholesterol  are 
associated  with  decreased  levels  of 
blood  total-  and  LDL-cholesterol.  and 
thus,  with  decreased  risk  of  developing 
coronary  heart  disease. 
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(3)  Populaticms  %rith  relatively  low 
blood  cholesterol  levels  tend  to  have 
dietary  patterns  that  are  not  only  low  in 
total  fat,  especially  saturated  fat  and 
cholesterol,  but  are  also  relatively  high 
in  fruits,  vegetables,  and  grain  products. 
Althou^  the  specific  roles  of  these 
plant  foods  are  not  yet  fully  understood, 
many  studies  have  shown  that  diets 
high  in  plant  foods  are  associated  with 
reduced  risk  of  coronary  heart  disease. 
These  studies  correlate  diets  rich  in 
fruits,  vegetables,  and  grain  products 
and  nutrients  from  these  diets,  such  as 
some  types  of  fiber,  with  reduced 
coronary  heart  disease  risk.  Persons 
consuming  these  diets  frequently  have 
high  intakes  of  dietary  fiber,  particularly 
soluble  fibers.  Cunently,  there  is  not 
scientific  agreement  as  to  whether  a 
particular  type  of  soluble  fiber  is 
beneficial,  or  whether  the  observed 
protective  effects  of  fruits,  vegetables, 
and  grain  products  against  heart  disease 
are  due  to  other  components,  or  a 
combination  of  components,  in  these 
diets,  including,  but  not  necessarily 
limited  to,  some  types  of  soluble  fiber, 
other  fiber  components,  other 
characteristics  of  the  complex 
carbohydrate  content  of  these  foods, 
other  nutrients  in  these  foods,  or 
displacement  of  saturated  fat  and 
cholesterol  from  the  diet. 

(b)  Significance  of  the  relationship 
between  diets  low  in  saturated  fat  and 
cholesterol,  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  fiber,  particularly  soluble  fiber, 
and  risk  of  coronary  heart  disease.  (1) 
Coronary  heart  disease  is  a  major  public 
health  concern  in  the  United  States, 
primarily  because  it  accoimts  for  more 
deaths  than  any  other  disease  or  group 
of  diseases.  Early  management  of  risk 
factors  for  coronary  heart  disease  is  a 
major  public  health  goal  that  can  assist 
in  reducing  risk  of  coronary  heart 
disease.  There  is  a  continuum  of 
mortality  risk  from  coronary  heart 
disease  that  increases  with  increasing 
levels  of  blood  LDL-cholesterol. 
Individuals  with  high  blood  LDL- 
cholesterol  are  at  greatest  risk.  A  larger 
number  of  individuals  with  more 
moderately  elevated  cholesterol  also 
have  increased  risk  of  coronary  events; 
such  individuals  comprise  a  substantial 
proportion  of  the  adult  U.S.  population. 
The  scientific  evidence  indicates  that 
reducing  saturated  fat  and  cholesterol 
intakes  lowers  blood  LDL-cholesterol 
and  risk  of  heart  disease  in  most 
individuals,  including  persons  with 
blood  cholesterol  levels  in  the  normal 
ranee.  Additionally,  consuming  diets 
hi^  in  fruits,  vegetables,  and  grain 
products,  foods  Aat  contain  soluble 


fiber,  may  be  a  useful  adjuinct  to  a  low 
saturated  fet  and  low  cholesterol  diet 

(2)  Other  risk  foctors  for  coronary 
-heart  disease  include  a  fomily  history  of 

heart  disease,  high  blood  .pressure, 
diabetes,  cigarette  smoking,  obesity 
(body  weight  30  percent  greater  than 
ideal  body  weight),  and  lack  of  regular 
physical  exercise. 

(3)  Intakes  of  saturated  fet  exceed 
recommended  levels  tn  many  people  in 
the  United  States.  Intakes  of  cholesterol 
are,  on  average,  at  or  above 
recommended  levels.  Intakes  of  fiber- 
containing  fruits,  vegetables,  and  grain 
products  are  about  half  of  recommended 
intake  levels.  One  of  the  major  public 
health  recommendations  relative  to 
coronary  heart  disease  risk  is  to 
consume  less  than  10  percent  of  calories 
from  satiirated  fat,  and  an  average  of  30 
percent  or  less  of  total  calories  from  all 
fat.  Recommended  daily  cholesterol 
intakes  are  300  mg  or  less  per  day. 
Recommended  total  dietary  fiber  intakes 
are  about  25  grams  (g)  daily,  of  which 
about  25  percent  (about  6  g)  should  be 
soluble  fiber. 

(4)  Current  dietary  guidance 
recommendations  encourage  decreased 
consumption  of  dietary  fat,  especially 
saturated  fet  and  cholesterol,  and 
increased  consumption  of  fiber-rich 
foods  to  help  lower  blood  LDL- 
cholesterol  levels.  Results  of  numerous 
studies  have  shown  that  fiber- 
containing  fruits,  vegetables,  and  grain 
products  can  help  lower  blood  LDL- 
cholesterol. 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
diets  low  in  saturated  fat  and 
cholesterol  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  fiber,  particularly  soluble  fiber, 
with  reduced  risk  of  heart  disease  may 
be  made  on  the  label  or  labeling  of  a 
food  described  in  paragraph  {c)(2)(ii)  of 
this  section,  provided  that: 

(A)  The  claim  states  that  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grain  products 
that  contain  fiber  "may"  or  "might" 
reduce  the  risk  of  heart  disease: 

(B)  In  specifying  the  disease,  the 
claim  uses  the  following  terms:  "heart 
disease"  or  "coronary  heart  disease;" 

(C)  The  claim  is  Umited  to  those 
fniits.  vegetables,  and  grains  that 
contain  fiber; 

(D)  In  specifying  the  dietary  fiber,  the 
claim  uses  the  term  "fiber."  "dietary 
fiber."  "some  types  of  dietary  fiber," 
"some  dietary  fibers."  or  "some  fibers;" 
the  term  "soluble  fiber"  may  be  used  in 
addition  to  these  terms; 


(E)  In  specifying  the  fiat  component, 
the  claims  uses  iba  terms  "saturated  fai" 
and  "cholesterol;"  and 

(F)  The  claim  indicates  that 
development  of  heart  disease  depends 
on  many  factors;  and 

(G)  Tne  claim  does  not  attribute  any 
degree  of  risk  reduction  for  coronary 
heart  disease  to  diets  low  in  saturated 
fat  and  cholesterol  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  fiber. 

(ii)  Nature  of  the  food.  (A)  The  food 
shall  be  or  shall  ctmtain  a  fruit. 
vegetable,  or  o^in  product 

(B)  The  food  shall  meet  the  nutrient 
content  requirements  of  §  101.62  for  a 
"low  saturated  fat,"  "low  cholesterol," 
and  "low  fat"  food. 

(C)  The  food  contains,  without 
fortification,  at  least  0.6  g  of  soluble 
fiber  per  reference  amount  customarily 
consumed; 

(D)  The  content  of  soluble  fiber  shall 
be  declared  in  the  nutrition  information 
panel,  consistent  with 
§101.9(c)(6)(i)(A). 

(d)  Optional  information.  (1)  The 
claim  may  identify  one  or  more  of  the 
following  risk  factors  for  heart  disease 
about  wfadch  there  is  general  scientific 
agreement:  A  family  history  of  coronary 
heart  disease,  elevated  blood-,  total-  and 
LDL-cholesterol,  excess  body  weight, 
high  blood  pressure,  cigarette  smoking, 
diabetes,  and  physical  inactivity. 

(2)  The  claim  may  indicate  that  the 
relationship  of  diets  low  in  saturated  fat 
and  cholesterol,  and  high  in  fruits, 
vegetables,  and  grain  products  that 
contain  fiber  to  heart  disease  is  throiigh 
the  intermediate  link  of  "blood 
cholesterol"  or  "blood  total-  and  LDL- 
cholesterol." 

(3)  The  claim  may  include 
information  from  paragraphs  (a)  and  (b) 
of  this  section,  which  summarize  the 
relationship  between  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
ftTiits.  vegetables,  and  grain  products 
that  contain  fiber  and  coronary  heart 
disease,  and  the  significance  of  the 
relationship. 

(4)  In  specifying  the  nutrients,  the 
claim  may  include  the  term  "total  fat" 
in  addition  to  the  terms  "saturated  fat" 
and  "cholesterol." 

(5)  The  claim  may  indicate  that  it  is 
consistent  with  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans,"  U.S.  Department  of 
Agriculture  (USDA)  and  Department  of 
Health  and  Human  Services  (DHHS), 
Government  PtinUng  Office  (GPO). 

(6)  The  claim  may  state  that 
individuals  with  elevated  blood  total- 
and  LDL-cholesterol  should  consult 
their  physicians  for  medical  advice  and 
treatment.  If  the  claim  defines  high  or 
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normal  blood  total-  and  LDL-cholesterol 
levels,  then  the  claim  shall  state  that 
individuals  with  high  blood  cholesterol 
shoiild  consult  their  physicians  for 
medical  advice  and  treatment. 

(7)  The  claim  may  include 
inftvmatian  on  the  number  of  people  in 
the  United  States  who  have  heart 
disease.  The  sources  of  this  information 
shall  be  identified,  and  it  shall  be 
current  information  from  the  National 
Center  for  Health  Statistics,  the  National 
Institutes  of  Health,  or  "Nutrition  and 
Your  Health:  Dietary  Guidelines  for 
Americans,"  USDA  and  DHHS.  GPO. 

(e)  Model  health  claims.  The 
foUowing  model  health  claims  may  be 


used  in  food  labeling  to  characterize  the 
relationship  between  diets  low  in 
saturated  fat  and  cholesterol  and  high  in 
fruits,  vegetables,  and  grain  products 
that  contain  soluble  fiber 

(1)  Diets  low  in  saturated  fat  and 
cholesterol  and  rich  in  fruits,  vegetables, 
and  grain  products  that  contain  some 
types  of  dietary  fiber,  particularly 
soluble  fiber,  may  reduce  the  risk  of 
heart  disease,  a  disease  associated  with 
many  factors. 

(2)  Development  of  heart  disease 
depends  on  many  factors.  Eating  a  diet 
low  in  saturated  fat  and  cholesterol  and 
high  in  fruits,  vegetables,  and  grain 
products  that  contain  fiber  may  lower 


blood  cholesterol  levels  and  reduce  your 
risk  of  heart  disease. 

Dated:  November  6, 1992. 
David  A.  Kassler, 

Commissioner  of  Food  and  Drugs. 

Louis  W.  SulUvan, 

Secretary  of  Health  and  Human  Services. 

Note:  The  fblloMring  table  will  not  appear 
in  the  annual  Code  of  Federal-Regulation*. 
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at  al.,  X*«l 
(••(.  t7). 


•tudy  OaaloB 


XntarvaiitloD, 
randoaltad,  croaa- 
ovar. 


cara,  L.  at. 
al.,  1**1  (Mt. 


•ubjacta 


IJ  aala  and  (aaalaa,  *a 
♦  l.«  yaara,  TC  304  to 
T7(  ao/dlo  ('••  llvlna. 


Intarvaatlon. 


10  saD  and  weaan  (•  - 
woaan),  IS  to  (0  yaara, 
TC  aS4  to  1(7  BO/dL,  « 
bad  Bild  to  aavara 
hyp«rtrlalye*rldaala, 
ttaa  living. 


Matboda 


Thraa-day  food  raeord  kapt  during 
baaallna  parlod  and  during  )rd  waak 
of  traataant.  Bach  traacaant  doaa  waa, 
prawalghad  In  poucbaai  1-waak  aupply 
glvan  to  aubjacta  at  atart  of  oacb 
taat  parlod.  Both  flbar  wara  alxad 
with  watar  or  othar  fluid  and 
cooauaad  bafora  aaeb  aaal.  (ubjacta 
raaalnad  on  ragular  dlata. 

Taat  parlodai  21  daya  than  cre*a-ovar 
to  othar  flbar  for  21  daya.  Blood 
lipid  valuaa  aada  on  daya  14  and  21 
during  traataant  parlod  and  on  daya 
14  and  14  attar  traataant  atoppad. 

Plbar  aeurcaai  guar  guat  IS  g/day 
providing  11  g/d  dlatary  flbar  and  10 
g/d  •»>  oat  flbar  aourcai  77  g/d 
providing  11  g/d  dlatary  flbar  and  S 
g/d  ar,  S.I  g  P-gluean. 


Baaulta 


Baaallna 

TC 
344 

IJ)L 
152 

HDL 
43 

Guar  at 
day  14 
day  31 

217 
31»* 

124 

13C* 

41 
43 

oat  bran  at 
day  14    315      142      42 
day  21    314*     141*     43 

•  Significant  fro*  baaallna. 


Ouan 
Oatai 


IIH  i  TC 
*\   i   TC 


•ubjacta  conauaad  ragular  dlat  for 
ona  waak  aa  baaallna  parlod,  followod 
by  4  waaka  on  30  g  whoat  gars  (3.*  g 
dlatary  flbar),  than  4  waaka  on 
ragular  dlat  with  no  aupplaaantatlon. 
Baaa  dlat  aonltorad  by  7-day  food 
racalli  3-day  food  raeall  during  laat 
waak  of  taat  parlod. 

Baaa  dlati  pro.  14.4%  aaargyi  fat 
1S.*%,  raflnad  aio  0.7%,  coa«lox  CBO 
41%.  dlatary  flbar  11.4  g/d,  alcohol 
4  g/d. 


TC,  BO/dl. 
LOL,  ag/db 
■DL,  ao/dL 


Baa'allna  Dbaat  Pol  low 

^^~~^^  oara   up 

303      17<*   Sh~ 

191      lot    1*S 

41.5      47     SO 


*  Significant  froa  baaallna 

TC  aftar  final  4  waaka  with  no  whaat 
gara  not  algnlfleantly  dlffarant  froa 
baaallna. 


study  naada  i 
control  group. 

Changaa  In  TC  for 
both  traataant 
groups  took  placa 
within  14  daya  with 
no  aignificant 
changaa  taking 
placa  batwaan  daya 
14  and  31. 
Llaltationa  of 
atudyt  Short  taat 
parlod.  No  waahout 
batwaan  taat 
parloda.  Baaallna 
dlata  and  dlatary 
Intaka  during 
traataant  parlodf 
not  raportadi  total 
dlatary  aolublo 
flbar  waa  not 
raportad.  Saall 
aaapla  alia. 
Mo  dlatary  data. 
NO  walght  changaa. 
Both  guar  and  oat 
flbara  conauaad 
bafora  aaala--not 
typical  dlatary 
Intaka. 


Mo  control.  Saall 
aaapla  alia,  no 
raportlng  of 
dlatary  aolubla 
flbar  and  aaturatad 
fat  In  dlat  during 
baaallna  and 
traataant  parloda. 
Authora  apaculata 
that  tha  protain 
contant  ot  whaat 
gara  (high  in 
vagatabla  protain) 
could  account  tor 
tha  raaulta 
obaarvad . 
Ho  aaturatad  tat 
data. 


W 


O) 


TABU-  •eowriMUBo 


study 


Study  D»*lga 


Ravatra.  A.  at 
al.,  1**I  (Mt. 


lAtatvaatleo. 


Tlnkar.  L.  r. 
•t  al.,  ltd 
(Mt.  t«). 


Intarvantlon, 
tandoKliad,  ereaa- 
ovar,  Subjaeta 
•etad  aa  own 
control a. 


Subjaets 


20  ovarwaloht  aan  and 
woaaa  (bodywolgbt  lOX 
hlahar  than  standard 
Malght  for  Maloht  ot 
Llta  Xaauranca  Coapaay 
India),  rc  17a. S  to 
277. S  ag/dL,  fraa 
llviB«. 


41  Ban,  aaaa  2*  to  ?•, 
TC  201  to  2*0,  (raa 
living.  (  had  hlatory 
ot  cardlovaacular 
dlaaaaa  or  cy  aurgary. 


Mathoda 


Subjacta  addad  IS  g  guar  gu*  to 
noraal  dlat  tor  •  waaka.  1*  g  ot 
guar  waa  eooauaad  In  tora  ot  aaltad 
blaculta  and  *  g  waa  alsad  with 
tlavorad  drink  10  to  IS  slnutaa 
bafora  uln  Baal.  1/S  ot  notaal  dlat 
waa  collaetad  tor  )-daya  prior  to 
atart  ot  taat  parlod  and  during  tha 
laat  woak  ot  tha  taat  parlod  and 
analyiad  tor  nutrlant  coaposltlon. 


Olatary  racorda  aada  troa  aalt- 
raportad  tood  racorda  collaetad  avary 
otbar  day  tor  2  waaka  prior  to  taat. 
rood  racorda  kapt  during  taat 
porleda. 

subjacta  eonauaad  althar  grapa  julca 
(OJ)  (1(0  BL/day)  or  12  prunaa  (PR) 
(100  g/d)  tor  «  waaka,  tollowad  by 
croaa-ovar  to  othar  dlat  tor 
additional  4  waaka.  100  g  of  prunaa 
provldaa  4  to  7  g  DF,  of  which 
approzlBataly  (0%  la  pactln. 


Raaulta 


»aaallna    

TC,  ag/dL  ~m  vn 

LOL.    ag/dL     144  lOS 

Hot.,    ag/dL        S4.S  $S.4 

rC/mi.                   i.t  1.2 

•  algnlflcant. 


Final  \  changa 
i2«.$* 

Ti.s 

il».7V 


■aaa 

dlat 

OJ  dlat 

PR  dlat 

Inargy    2S22 

SS75 

iili 

»ro,  \      i« 

IS 

14 

rat,  \      )> 

10 

10 

CHO,  \       47 

SI 

SI 

alcohol.  %   4 

, 

4 

s 

CMOL,  ag   274 

ass 

277 

or,    g       21 

14 

24 

TC.  ag/dL  224 

210 

224 

LDL,  aM>l    } 

•  * 

4.0* 

1. 02 

MOL,  BMl     1 

20 

1.27 

1.24 

Thara  waa  no  dlffaranca  In  TC  lavala 
batwaan  baaallna  dlat  i  pruna  dlat. 
Parcant  ot  anariry  troa  CRO  on  or  and  PR 
dlata  Incraaaad,  X  tat  and  Pro 
dacraaaad.  rlbar  Intaka  Incraaaad  on  PR 
dlat,  dacraaaad  en  <U   dlat. 


Coa 


anta 


Total  dlatary 
flbar,  dlatary 
aolubla  flbar  and 
aaturatad  (at  waia 
not  raportod. 
Mo  body  wolght 
data. 


Authora  coaparad 
raaulta  ot  pruna 
dlat  to  grapa  julca 
noting  that  plaaaa 
cholaatarol  tandad 
to  ba  lowar  at  tha 
and  ot  tba  pruna 
parlod,  although 
not  atatlatlcally 
algnlflcant. 


< 

O 


cn 

OB 

? 


10 


'ABU— CONrXMDBO 


en 

OB 


(tudy 

Rarlaodar,  s. 
•t  al.,  IMl 
\n»t     tS). 


Study  Daalgn 


Xntarvantlon, 
controllad, 
randoaltad,  eroai 
ovar. 


■ubjacta 


13  Ban  and  traaan  with 
HltXlM,  Baan  TC  37S 
■g/dL,  traa  living.   S 
vara  on  chronic 
ttaataanc  with  bata- 
blockara  and  dluratlea 
bacauaa  of 

hypartanaloni  •  vara 
only  on  dlat  traataant 
with  auKonyluraa  (SO). 


Mathoda 


■tudy  waa  dtvldad  Into  throa  (-waak 
parlodai  a  run-in  parlod  and  I  atudy 
parloda.   Hun  In  parlodi  aubjacta 
glvan  routlna  dlatary  counaallng 
alaad  at  optlalilag  body  walght  and 
glueoaa  control,  aubjacta  than 
randoaliad  to  atart  (Ibar-rlch  dlat 
or  contlnua  with  ragular  dlat 
(control).  Attar  drat  taat  parlod, 
aubjacta  awltchad  to  othar  dlat. 
Madlcatlona  wara  laCt  unchangad.  Dlat 
hlatory  and  walghta  wara  takan  avary 
3rd  waak. 

Dlatary  advlcai  anargy  raducdoa  (or 
obaaa  patlanta--cao  Si%  anara)r>  ('t 
3e\.  rro  IS\. 

Plbari  baat  flbar— 30  g  Plbras/day 
(1*  a  or)  dlvldad  Into  thlrda  and 
takan  with  aach  aaal. 
Dlat  hlatory  ahowad  baa*  dloMi  *tS 
anargy  aa  cae.  4t%  tat.  1«%  rro,  aaan 
or  In  control  dlat  and  ao-ts  patlanta 
waa  1*  g/day.  TOr  during  taat  parlod 
waa  14  g/day. 


Raaulta 


During  run-in  parlod  CU  tz  group  bad  ■ 
loaa  In  body  aaaa  Indasi  no  othar 
walght  loaa  occurrad  with  althar  group 
during  tha  taat  parloda. 

Dlat      fU 

group    group 
TC,  Bg/dL 

flbar     a7t       247* 
control   a7S       27S 
••Ignltlcant  dltfaranca  troa  CO  control 
group. 


ant  a 


Cholaatarol 
lowaring  (10\)  only 
In  patlanta  traatad 
with  su.  Authora 
atata  that 
hypocholaatarolaalc 
attact  o(  thla 
■agnltuda  appaara 
to  ha  coaaon  during 
flbar  traataant  of 
HIDON.   Authora 
alao  nota  that 
anothar  atudy  notad 
a  alBllar  aftact  of 
guar  In  Inaulln- 
traatad,  but  not 
•U-traatad  patlanta 
with  HI  DIM.  Tbay 
concluda  that  thla 
auggaata  that  a 
hypocholaataroloalc 
aftact  of  flbar  In 
MtDOM  patlanta  la 
not  llnkad  to  tha 
typa  of  traataant 
but  aay  ba 
azplaload  by 
patlant  aalaetloa. 
•aat  tlbar  had  no 
attact  oo  aaruB 
trlglyearldaa  or  In 
glueoaa  control  In 
this  atudy. 
Mo  body  walght 
dAta. 
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TMtB— CUWIMUM) 


Study 


I«r*«l«aoa,  ■. 
•t  al . .  undated 
(Rat.  tt). 


Study  O»*l0n 


Intarvantton, 
placabo  controllad, 
doubla  blind, 
ccoaa-ovar. 


sub)«cts 


a?  woaan.  SS  to  S* 
yaara,  TC  iH   to  2*7 
■g/dL.  (raa  living, 
••lactad  tTom  baalth 
•craanlng  prograa 
concarnad  with 
cardlovaacular  dlaaaaa 
tlak  factora  and  tha 
•((acta  a(  blgb  alcohol 
conauaptloD. 


Matheda 


Rlratan.  R.  at 
al..  Its*  (Ra(. 
*•»). 


Intarvantlo 
control lad. 


11  Ban  and  woaan  (7 
with  typa  Ila  and  « 
with  typa  lib 
hypaillpldaala) ,  aaan 
aga  S7.]  yra,  aaan  TC 
2*«  Bg/dL,  (raa  living. 


ona  Boath  rua-ln  parlod  a«  a  aodarata 
cholaatarol.  low  (at  dlat  with 
incraaaad  ratio  a(  rvrhft9ki   (ollowad 
by  randoalsad  aaatgnaaat  to 
Intarvantlon  or  placabo  group  (or  1 
Month,  than  eroaa-ovar.  Placabo 
(braad  cruaba  or  braad  cniaba  with 
brand)  )S  g/day  (l.S\  (Ibar). 

••at  (lb«r  (cniBba  paekad  tn  S  g 
portlona  or  aa  braad  with  3  g 
(Ibar/allca)  30  g/day. 

•aat  (Ibar,  rlbrazi  sr  IM.  xr  i%\, 

TOr  75\. 

Mats  provided  b«t«^«B  Uli   to  14*4 
Cal.  17  to  1*.7H  Sro,  37.*  to  3«.*V 
(at.  Total  (Ibar  11.7  to  14.7  g/day 
(lew  flbar  parloda)  and  33  to  34 
g/day  (high  (Ibar  parloda). 


Kaaulta 


Coaparad  to  placabo,  boat  (Ibar  raducad 
aaruB  cholaatarol  S  a(tar  3  waaka. 
Ik(tar  4  waaka,  tha  dl((araDCa  waa  not 
slgntdcant. 


(ribar  Blnua  Slacabo) 
•^ SgTJL 

TC  VOL        am. 

Mtar  2  WMka  -IS.S*       -S.S         -3.1 

w/  (Ibar 
A(tar  4  waaka  -7.7    -11. ••   *4.3 

•  slgnl (leant. 


ant  a 


Study  waa  dlvldad  Into  tkraa  phaaaat 
a  30-day  pratraatBant  obaarvatlon 
phaaa,  40  daya  o(  traataant,  and  40 
daya  o(  poat-traatBant  obaarvatlon. 
During  taat  parlod  aubjacta  conauaad 
4  g  o(  guar  with  watar  batora  aach 
Bain  Baal  (total  o(  1)  g  guar/day) . 
Subjacta  Inatruetad  to  avoid 
cholaatarol-rlch  (ooda  daring  tha 
atudy. 


rraT«   T« 
TC,  Bg/dL    }ll   ~I5T« 

LOL,  Bg/dL    313     1S4* 
■OL,  Bg/dL     4*      44 
•Slgnldcant  coaparad  to  baaallna 

Total  cholaatarol,  LDL  and  RDL  all 
raturnad  to  baaallna  40  daya  a(tar 
caaaatton  o(  traataant. 


Subjacta  aada 
changaa  to  thalr 
dlat  a(tar  tha  run- 
in  parlod  by 
algnldcantly 
dacraaalng  thalr 
Intaka  o(  alcohol. 
No  raport  on  tha 
intaka  a(  dtatary 
(at,  aspaclally  tha 
•Bounta  o( 
aaturatad  and 
polyunaaturatad  (at 
conauaad  during 
taat  parloda. 
Selubla  (Ibar 
Intaka  (rea  dlata 
not  raportad. 
Subjacta  on  (Ibar 
conauaad  S  hlghar 
•nargy  (roa  (ati 
placabo  aubjacta 
conauaad  S  aera 
cao. 

blaltationa  o( 
atudy I  abort 
duration  o(  atudy. 
Ho  body  wolght 
data. 


Saapla  alia  waa 

aaall.  Diatary 

Intakaa  wara  not 

raportad. 

Ho  control  group. 


b> 


natM"C«mimmt 


CN 


•tu4y 


•cudy  Osalgn 


•nkjaeta 


Mathods 


Maulta 


t« 


Jaaklna. 
ac  al., 
uapubllahad 
iU»t.   M). 


tntarvancloa, 
randoaliM,  croaa- 
ovar  eoBtrolIad 
faadln«. 


11  aoraal  a«k]aeta  |( 
■aa,  S  peataaaoyaaaal 
Mi«ia»  wttfc  aildly 
laeraaaad  blood 
cbelaatarel.  (aaaa  • 
»*t   ao/dL)  (*  Tyv*  Ita, 
7  ryv*  XXb,  1  Typo  IV), 
traa  llvlna- 


Aftar  a  a>aentb  traataaac  «ltb  tba 
JUU  dtap  a  dlat,  da  randokltad  to  a 
blgb  aolubla  (Ibar  diat  (dp)  or  a 
hlflb  inaolubla  flbor  (IP)  dlat  (or 
drat  taat  pariod. 
Taat  parted  I  to  1*  vaakai  a-aoath 
waahout  oa  ttap  a  dlat  ealyi  creaa- 
ovar  to  taat  parted  >  to  1*  «aaka. 
•tap  a  dlati  <ao%  klleealerlaa  total 
(at,  ao\  tro.~«OH  CHO,  <$•  ao 
eholaatarel.  Tba  If  diat  provided 
(ibar  (roa  baana,  paaa,  lantlla, 
barley,  oat  bran,  and  paylllua 
enriched  cereal,  da  received  (oeda 
(roa  the  clinic,  but  lived  ac  boaa. 

■P  diet  provided  1«  p  dP/d  and  IT.t 
g/d  IP. 

IP  diet  provided  la.l  •  IP/d  and 
4a. X  p/d  xp. 


Both  dlata  (dp  and  IP|  raduead  total 
and  LOL  cholaatarol.  dP  diet  reduced 

total  cholaatarol  by  (.1%  and  tM. 

cholaaterol  by  t.t\  eoaparad  to  tba  XP 
diet. 

Inaolubla  Piber  Diet 

After  1« 
Paaaline   weeka 
TC,  ap/dL   Sn    "TH 

u>t.,aa/dL     1(1  isa 

•eluble  Plbar  Diet 
TC,  ap/dL   as7     ail* 

LOL,  ao/dL   17a       II** 

•■ipnKicaatly  lover  eoaparad  to  IP 
diat. 


■all  coatrollad 
atudy.  Tbo 
•aolubla*  aad 
•inaolubla*  (ibar 
diaca  differed  by 
leaa  than  4  p  of 
•P.  on  average. 
The  authora 
apaculate  that 
either  current 
analytical  aathoda 
aay  actually 
undaraatiaata  tP, 
or  that  IP  aay  have 
aeae  hypelipldealc 
a((ect  froa  certain 
eeapenenta  auch  aa 
llgnln. 

They  alao  note  that 
aoaa  PP  have  no 
hypolipidealc 
e((eet  (acacia, 
agar) . 

Authora  encourage 
conauaption  of 
fiber  aeureaa  knoim 
to  looar  TC. 


W 


TABU-  -COMTZIRnO 


atudy 


•tudy  OaaioB 


•objaets 


Matheds 


•••ulta 


•nta 


Jankln*  •t   al. 
unpubl 1 ahad 


IntarvaBtloa, 
eoatcollad  taadlna 
atudy  wltb 
randoaltad,  eroaa- 
ovar  daalgn. 


12   hyparllpldaalc 
aubjacta  (I  Ban,  • 
poataaaopauaal  woaaa) , 
agaa  Jt  to  70,  aaan  TC- 
-27]  aa/db.  aaaa  LOL— 
1*3  ao/dl.. 


aubjacta  coaauaad  a  (tap  3  baaal  dlat 

(aaa  atudy  abova)  (or  »   aoatba  tbaa 

randoaliad  to  racalva  altbar  payllloB 

or  whaat  bran  earaal. 

Taat  parlod  1  to  4  waakai  3-waak 

waabout  on  (tap  2  dlati  Taat  parlod  i 

to  4  waaka. 

Patlanta  raealvad  tbalr  Ceod  trea  tba 

clinic,  but  llvad  at  boaa  during  tba 

atudy. 

Tha  paylllua  cacaal  dlat  provldad 
14. a  g/d  of  gp,  lAlla  tba  wbaat  bran 
earaal  dlat  provldad  t.i   g/d  »f. 

gublacta  In  tba  paylllUB  group  at* 
t.3t  •  o(  paylllua/day. 


Tba  paylllua  earaal  dlat  algnltlcantly 
raducad  TC  and  un,  cbolaatarol,  wblla 
tba  whaat  bran  dlat  did  not. 


par  dlat I   waak 
Total  OiOb 


Control  dlati 
Total  Oi 


0      4 
ag/dL 
a7S     24** 
!«•     17J« 


2«t     257 

UH.  !•«    ita 

•algnldcant  p  <  g.es. 

In  Indlvlduala  with  Ineraaaad 
cbolaatarol  and  trlglyearldaa  In  tbla 
atudy  (Typa  lib),  tba  paylllua  earaal 
dlat  did  not  raduca  aarua  LOL 
cbolaatarol,  wblla  It  waa  atfactlva  la 
Typa  IXa  (alavatad  cbolaatarol  without 
alavatad  trlglyearldaa) . 


aaall  aaapla  alia. 
Wall  controllad 
atudy.  Paylllua 
containing  earaal 
waa  abewn  to 
algnltlcantly 
raduca  aarua  total 
and  LOL 

cbolaatarol .  Tha 
attact  waa 
Indapandant  o(  a 
lew  (at  dlat.  No 
algnldcant 
dlffaranca  batwaan 
groupa  (or  TC/MDL, 
LOL/KX..  ape  P/Al. 

Prallalnary  raaulta 
alao  auggaat  that 
paylllua  earaala 
aay  not  aftactlvaly 
lower  UK. 
ebolaatarol  In 
Indlvlduala  with 
conceal tantly 
alavatad 

trlglyearldaa  (Typa 
XZbl. 

Buklacta  ata  t.3S  g 
of  paylllua  par  day 
(»3  ouaeaa  o( 
earaal ) . 
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TABU..C0iniHalO 


■t«dy 


•tudy  Daslgn 


■ubl»of 


Matbod* 


Kaaulti 


•nt* 


*fkd*I*0«, 

anpufcltsfe*4 


latarvaatloa, 
raodoBliad,  doubl* 
blind,  »at«llal. 


44  aao  and  veaan,  alld 
to  Bodataca 
hypatcbolaatarolaate 
(Tc  aoo  to  104  aa/dL), 
tt—   llvlao- 


■aril  at  al. 
uapubllahad 
(Kaf.  tO). 


iDtarvaatloa. 


T  aaa  and  woaaa, 
hyparll»ld*Ble  (TC  1(1 
to  144  ag/dL),  traa 
llvlna,  aga*  11  to  71, 
ttaatad  by  phyalelan 
for  (avaraga)  3.4  yaara 
tor  hyparllpldaala. 


■ubjacta  (la)  vara  (ollowad  (or  7 
waaka.  Naak  1  waa  baaalina  parlod 
■ban  aubjaeta  conauBad  thalt  uaual 
dlata.  Than  aa  randoaliad  to  tacalva 
paylllua  (MY)  caraal  or  whaat  bran 
earaal  and  laatrwetad  on  dtap  1  dlac 
and  aakad  to  adhara  to  It  (or  4 
»aaka. 

■tap  1  dlati  i%S  total  abaroy  aa  CHOi 
1S\  aa  protalni  i»\  aa  (at,  laaa  than 
Its  aa  aaturatad  (at,  and  laaa  tbaa 
104  aa  cholaatarol/day. 

■•  ratumad  to  ollnle  a(tar  >,  4,  S, 
and  4  waaka  on  oaraal.  1-day  dlat 
raeerda  wara  kapt  during  waak  1  o( 
taat  parlod.  (a  eonatiaad  4  ouneaa  e( 
earaal  (2  ouneaa  In  aoralna  and  3  In 
avanlng) . 

rfT  earaal  provldad  11.  <  g  MT,  34  o 
TDP,  13  •  ar. 

Vhaat  earaal  provldad  3S  fl  TOV  and 
nagllglbla  ar.     


PIT  group  TC  algnldeantly  1  {*%)  3S1 
to  3)4  ag/db  eoaparad  to  baaalina  and 
algnldeantly  lovar  than  wfaaat  group. 
Lot.  1  algnldeantly  (IIX)  In  P4T  group 
eoaparad  to  baaalina.  Mo  algnldcant 
changaa  la  whaat  group. 


Avaraga  conauaptlon 
o(  paylllua  cataal 
aaa  1.7  ouocaa/day. 


Baeh  aubjaet  aarvad  aa  own  control, 
•a  wara  aakad  to  taka  34  g  of 
dbar/day  for  4  waaka  and  44  g/diy 
(or  4  aora  waaka.  Xt  waak  34  (4 
waaka  attar  taat  parlod  andad),  fa 
had  anochar  blood  lipid  taat.   la 
Inatructad  by  dlatltlan  on  bow  to 
Ineorporata  (Ibar  Into  Chair  dlat  and 
how  to  kaap  dlat  raeorda.  'Dlat 
raeorda  wara  kapt  for  1  daya  at  tha 
atart,  aftar  4  waaka,  and  again  aftar 
13  waaka. 

Cora  flbar  (alllad  and  ground) 
provldad  •«%  dlatary  (Ibar  and  laaa 
than  3%  IP.  la  alxad  tha  (Ibar  with 
water.  Mo  indication  whan  (Ibar  waa 
conauaad  during  tha  day« 


■aan  (Ibar  conauaptlon  (or  drac  4 
waaka  waa  33.7  g/dayt  (or  aacond  4 
waaka--41  g/day.  Two  la  atatad  that 
thay  could  not  conauaa  4  packata  par 
day  (or  4  waaka  ao  contlnuad  with  ) 
packata/day.  Total  cholaatarol  waa 
algnldeantly  raducad  on  an  avaraga 
(roa  3*4  to  311  ag/dL,  although  aueh 
aaallar  changaa  wara  obaarvad  In  two  la 
and  ona  aubjaet  had  an  Incraaaa  In  TC. 
TC  raturnad  to  baaalina  attar  tha  4- 
waak  (ollowup  parlod  whan  thara  waa  ao 
Intorvantloa.  Tbara  waa  ao  algnldeant 
a((aet  en  MBL.  UX.  waa  not  reported. 


Total  dlatary 
(Ibar,  total  IP, 
dlatary  aaturatad 
fat  batora,  during, 
and  aftar  taat 
parlod  wara  not 
raporiad.   taall 
nuabar  of  aubjaet a 
In  thta  atudy.  Tha 
aarua  cholaatarol 
tor  all  la  except  1 
raaalnad  above  244 
ag  with  flbar 
Intervention. 

Mo  control  group. 
Mo  body  weight 
data. 


Ci3 


TMLS— COWTZMDID 


Mol*v*r  at  •!., 
un»ttbtlalM4 
(M(.    1011. 


wolavar  at  al., 
unpubl 1 aha^ 
<Kaf.  loa). 


•tadyoaalfa 


iBtarvaattoa, 
tandoaliad. 
control lad,  eroaa- 
ovar. 


Clinical  tilal  to 
avaluata  tha 
af factlvanaaa  of 
paylllua  cakaa  la 
(oo4a  varaua 
paylllua  takaa 
bataaan  aaala. 


•wbjacta 

ta  (21  Baa, 

a   yaarai  21 

a  ava  it 

14  la  vara  oa 

ring  dru«a,  1 

2  dlabataa. 


It  8Ub]acta  (*  Ban  and 
*  «oaaa) ,  aaaa  aaa  14 
yaarai  2  la  vara  en 
lipid  lewarlng  druga. 


Matheda 


•ubiacta  wara  taatad  (or  two  2-«aali 
parleda  aaMratad  by  a  2-«aak  waahoat 
parled.  Tba  baaa  dlat  waa  an  MU  atap 
2  dlat.  During  taat  parlod  da  aakad 
to  conauaa  2  aarvlnga  e(  braaUaat 
caraal  dallyi  ona  In  aomlng  and  ana 
la  avaalng.  Tba  taat  and  control 
caraal a  vara  natebad  (or  aaargy  and 
(ad  at  a  deaa  e(  4*  g/day. 
PayllluB  (MT)  caraal  prevldad  «.T 
g/d  o(  payllliiB. 


■tudy  daalgn  «ltb  thraa  a-«aak  taat 
parlod  aaparatad  by  2-Maak  waaheut 
parlodt.  da  all  eenauaad  AaA  (tap  2 
dlat  prior  to  atudy.  Thraa  traataaat 
parlodai  «a  prevldad  vlth  caraal  vara 
•akad  Co  conauaa  eaa  with  braak(aat 
and  ona  with  dlnnari  da  aakad  to 
conauaa  pay  caraal  batwaan  aaalai  da 
aakad  to  conauaa  control  braak(aat 
caraal.  ptr  caraal  provldad  4.7  g  TOP 
par  day  (roa  paylllua  and  21.1  g/d 
TOP  (roa  tha  caraal.  Tha  control 
caraal  provldad  21.2  g/d  TOP. 


Manlta 


A(t*r  2  waaka  ea  PdTi 

■aaallna  Taat 
Tc,  ag/dt.  m —  Ttfr 
VOL,  ag/d|.  Itl  14«* 
HOb,  aa/L    1.14   1.10* 

•  dlgnKleaatly  dl((arant  (ro 
baaallna. 


PVr  with  aaalai 

Control  p«y 

TC.  ag/dL   SSI   '  TTT» 

LM..  ag/dL  Its  144* 


Mr  batwaan  aaalat 

Control  MT 

TC,  ag/dL     jn —  •JIT 

LOL,  ag/dL    Its  1T4 

*  dlgaKlcaatly  dtttamat  (roa  ceatrel. 


•ta 


•ubjacta  wara 
ooaaodng  (tap  a 
dlat  which 
raatrleta  (at  to 
laaa  than  2t«  a( 
calorlaa.  Cubjacta 
conaualng  lipid 
lowarlng  druga  had 
dacraaaad  TC  6( 
4.1H  and  LM.  e( 
4.TH,  not 
•tatlatleally 
algai (leant  (rea 
dlat  alaaa  group. 

Tha  ahert  taat 
parlod  o(  2  waaka 
o(  thla  atudy 
llalta  tha 
uaa(«lnaaa  o(  Um 
raautta. 


Tba  a  wook  parlod 
e(  thla  atody 
llalta  tha 
naa(ulaaaa  of  tha 
raaulta. 
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•tvdy 


•tHdy  0**lSB 


■pMtc*r  and 

a—, 
uapubllahad 


iDtarvMitlea, 
ere«s-ev»r, 
bllB4s4,  plM*be 


•ubjaeta 


11  aal*.  —mm 
ebbl*(t«rel  b*t« 
t*  »1t  mg/4L. 


liatho4* 


A  <-«n«k  caat  parted. 
10«   Taat  aublaeta  eoaauBad  at  ovaoaa  of  • 
(ibar-aupplaaaat*4  )«lea  par  day  to 
tba  r*««lar  dlat,  nbleh  aoppltad  10  a 
of  DT  (70%  aclubla  tlbar, 
pradealoantly  (tea  gia  arable) 
rlaeabo  grtwp  raealved  10  eaaeaa  per 
day  ot  Boeaupplaaaatad  apple  Julee. 

•a  were  aaked  te  aalataln  neiaal 
eeUaa  ead  llCeatyle  kaklta. 


•eaulta 


with  both  erdared  flreupa  totaled,  there 
la  a  BlooKicaBt  decreaae  la  aenia 
total  cboleatarol  and  LM.-ebolaaterol 
during  the  period  of  eonauaptlea  of 
fiber-ear Iched  julee. 


at* 


The  cboleatarol 
Intake  waa 
elgalfleantly 
higher  In  the  Jalee 
only  group. 
In  the  group, 
ordered  plain 
Juice,  then  flber- 
earlehed  juice, 
there  la  do  change 
in  total  aeruB 
eheleaterol 
tolloMd  by  • 
algsltlcaat 
deereaae  vhlle  en 
tlber-enrlched 
Julee.  xn  the 
group  ahleh  «aa 
given  fiber- 
enriched  julee 
tlrat,  there  la  a 
algnltleant 
daereeae  ehlle  en 
the  flber-earlehed 
Julee.  tolleiMd  by 
no  laereaae  ahlle 
ea  plain  Julee. 
The  anthora 
attribute  thla  to  a 
eatryever  effect  of 
the  fiber,  but  thla 
la  difficult  te 
aay. 
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•t«ay 


!*••  (Kaf.  tt). 


Oval tap* 

at  •!.,  i»»t 


*ta4y  Daatga 


Xatarvaatlaa, 
parallal,  apaa- 
labal,  cllaleat 
trial. 


4,  dottbla- 
bllBd  parallal 
aroup. 


•ubjaeta 


S*  aubjaeta  with  total 
ehelaatarel  batwaaa  aiS 
and  1»«  Bg/dL. 


»»   patlaata  with  MIDOi, 
■aaa  a«a  S«.*--Baa  aad 
«!.«  yaara— woMD,  aaaa 
TC  251  ao/dLi  all  Jt 
aublaeta  wara  eo  drug 
traatMBt  for  dlabataa. 
IS  wara  oa 

aatlhypartaDalvaa,  7  fa 
wara  oa  drug  traataaat 
(or  coronary  baart 
dlaaaaa,  and  (  (a  wara 
oo  drug  traataant  (or 
both  bypartanalon  and 
eoroftary  haart  dlaaaaa, 
(raa-llvla0. 


Mathoda 


»»  atibjacta  wara  aaalgaad  ta  dlatary 
IntarvaatloB  enlyi  lo  aubjaota  wara 
aaaloaad  to  dlatary  and  payUltw 
latarvaatloB.  T 

Ourlnv  tha  drat  T  waaka,  an 
aubjaota  wara  to  adapt  to  tha  Alh 
Pbaaa  Z  dlat. 

Tha  aubjaeta  who  wara  la  tha  dlat 
plua  paylllua  group  wara  laacnietad 
to  taka  paylllua  la  tha  (ora  of 
Hataaucll  laaadlataly  attar 
braaktaat,  and  laaadlataly  attar  tha 
avaalng  aaal  tor  a  11-waak  parlod. 


Kaaulta 


■•  ••'•  raadealy  aaalgaad  to  taat  or 
eeatrol  groupa. 

group  Ai 

Kaealvad  S  g  guar  gua  thraa  tlaaa  par 

day  batora  aaala. 


group  •■ 

raealvad  i   g  whaat  tlour  thraa  tl^a 

par  day  batora  aaala. 

Attar  J  aoBtha,  group  ■  awltehad  to 
guar  gua  tor  tha  raaalnlng  it  aontha 
of  tha  atudy,  and  group  A  ceatlauad 
oa  guar. 

•a  advlaad  to  lowor  fat  calortaa  to 
)S\  and  lacraaaa  earbohydrataa  to  StX 
of  calorlaa.  ^ 


Dlatary  raapeaaa  parlod i 
During  tha  flrat  7  waaka,  aaa  had 
algalfleant  lewarlag  la  thalr  total 
aarua  eholaatarol,  woaaa  asparlaaead 
vary  llttla  changa. 

Attar  tha  traataaat  parlod.  tha  pgy 
group  had  S.SH  additional  dacraaaa 
(algalfleant)  In  TC  eoaparad  to  dlat 
only  group  attar  tha  traataaat  parlod. 
Although  thara  waa  a  S.lvL  la  UL  la 
Fit  group  eeaparad  to  eoatrel,  thla 
daeraaaa  waa  not  algaldcaat. 

Total  ehelaatarel  (^/dL)  I 
Avg 
Attac        Individual  % 
dlat   Final   Chanaa 

ooatrol  ~wj — jir — rrP 

MY      3M    347     -7.1* 

UX.  cholaatarel  (ag/dL)  i 
Ceatrel   Ka    nt  -j.s 

'•T     i»»   17a    -•.«• 

*«lgBltlcant  trea  poat  dlat. 


••rua  total  cholaatarel 
(ag/dL) 

g««-ih   3  ao  la  ao 

*•     Jsr    TTff  -irr 

••   as)    a4a   aia 

Thara  la  a  algaltleaat  dlttaranca 
batwaaa  the  guar  gua  group  and  tha 
control  at  J  aontha. 


Although  tha 
eoapltanea  to  tha 
dlat  waa  ehaekad, 
tha  btaakdowa  o( 
nutrlanta  and 
aaount  of  total 
aolubla  tlnar, 
total  fat  and 
aaturatad  tat  wara 
not  raportad  tor 
each  group. 

During  tha  7  waaka 
pratraataant 
parlod,  raaulta 
•howad  tha  woaao'a 
TC  did  not  raapond 
to  tha  AU  dlat. 

•aall  weight  loaa 
la  both  groupa. 


•Igaltlcaat  weight 
loaa  occurred,  but 
la  both  the  control 
and  traataaat 
groupa 
to  a  alaliar 
degree.   Author* 
guestlon  coapllanee 
of  (a  during  aontha 
4  to  12'  becauaa 
•erua  cheleatarol 
lacreaead  in  both 
groupa.  oreup  • 
ahowad  hlgbeat 
aarua  cheleatarol 
at  Bonth  11  (242 
ag/dL) . 

Dlata  during  the 
teat  parlod  were 
Bot  reported. 
Total  aolubla 
fiber,  total  fat, 
and  aaturatad  fat 
were  not  reported. 
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study 


O'Coaaor  at 
•1.,  iB  pr*ss 
•103  («•(. 
101). 


•cudy  oaalgn 


Multleantar  (7), 
doubl«-bllDd, 
r*ndoalt*d, 
Mt*ll*l  group, 
placabo  eeatrell*4 
trial. 


•ubjaeta 


Malaa  aod  taaalaa  (1(( 
randoaltad,  13S 
coaplatad  atudy), 
batwaan  cha  »g»»   of  19 
and  70  yaara  with  a 
dlagnoala  o(  Klld  to 
■edarata  priaary 
byparebolaatarolaala . 


TABU—OOKriMDID 


Matboda 


■tap  on*  dloc  tor  •  woakai 
taat  period. 


l$-« 


Plva  rlbar  PupplaBaiit  (PP*)  packat 
ceaalata  of  7.S  g  ■'  <auar  aitd 
pactln)  and  a.S  g   of  IP. 

Plaeabo  packat  ceaalata  to  t.a  g  of 
IP,  BO  aolubla  flbar. 

tMirlag  Naak  1  of  supplaaaBtatloo,  •• 
took  1  packat  ppp  par  day,  bafora 
dlBaar.  During  »aak  2,  tbay 
altamatad  daya  batwaaa  oaa  packet 
par  day  bafora  dlanar,  aBd  two 
paekata  par  day,  oea  before  breakfaat 
and  one  bafora  dlaaar.  During  weeks 
1  to  IS,  ss  took  two  packets  of  PPS 
per  day,  one  before  breakfast  and  eoe 
before  dinner. 

■a  aaalgnad  to  tbe  two  packat  (!(.« 
g)  group  received  PPS  for  all  dosss 
during  Meek  1  tbrough  Meek  15. 

•a  who  were  aaalgnad  to  the  plaeabo 
group  received  placebo  treataaBt  t€>r 
all  doaea  during  waaka  1  to  IS. 


Maaulta 


Percent  change  la  flbar  froa  baaellne 
■laua  %  change  la  placebo  trca 
baaallnei 


Weak 


TC 


toL-e 


l» 

IS 

All  valnai 


-ig.i 
-11. • 

-19.S 

•10. a 
re  algal tleaat. 


Tightly-controlled 

trial. 

1 latary  factora 

wall -control ladt 

all  aajor  nutrlaata 

kept  conatant 

except  for  fiber. 


W 


(D 


f 


TAaU-'COMTl 


•tady 


O'Cooaer  at 
•I.,   Id  pr»as 
•101    (Mt. 
lOJ). 


O'Ceonor 
•t  al..    In 
prats    (Itudy 
•101  aitanaloD) 
(Rat.    10)). 


•ta«y  Oaalgn 


Wultleaatar  («) 
doabla-blla4, 
raadoaliaa, 
parallal  0rettt, 
•laeabo  eeatrellad 
trial. 


*a  epaa-labal  atudy 
of  tba  aafaty  and 
afflcaey  of  rlva 
rlbar  lupplaaanc 
adBlnlatarad  twlca 
a  day  In 

conjunction  with  a 
low  tat  dlat  (or  1« 
woaka. 


•objacta 


■alas  and  (a^laa  (1«1 
raadealiad,  ia7 
eoa»latad  atudy), 
batwaan  tba  agaa  of  !• 
and  70  yaara  wltb  a 
dlaonoala  of  aild  to 
■odarata  prlaary 
byparcbolaatarolaala . 


Patlaata  who  ecaplatad 
15  waaka  o(  traataant 
with  althar  on*  paekat 
o(  Plvo  Plbar 
■upplaaant  par  day,  two 
packata  of  Plva  rlbar 
•upplaaant  par  day  or 
plaeabo  wara  allglbla 
to  contlnuo  tbarapy 
with  two  packata  ot 
rlva  rlbar  aupplaaant 
par  day  (or  an 
additional  3<-w*ak 
parlod. 

loa  antarad  and  S» 
eoaplatad  tba  1< 
additional  waaka. 


Mathoda 


•tap  1  dlat  (or  •  waakai  lS<waak  taat 

parlod. 

rlva  rlbar  •upplaMat  eooalsta  o(  7.$ 
a  av  (guar  and  poetlnl  aad  a.S  «  e( 

Placabe  eonalsta  to  >.a  a  •(  ir.  ae 
aolubla  (Ibar. 

During  Maak  1  o(  aupplaaantatlon, 
aubjaeta  took  ona  packat  o(  traataant 
par  day,  ba(ora  dlnnar.   During  Naak 
a,  thay  altamatad  daya  batwaan  ona 
packat  o(  traataant  par  day  batora 
dlnnar,  and  two  packata  e(  traataant 
par  day,  ona  ba(ora  braak(aat  and  ona 
ba(ora  dlnnar.  Mrlng  waaka  i   to  is, 
•a  took  two  packata  o(  traataant  par 
day,  ona  batora  braak(aat  and  ona 
batora  dlnnar. 

•a  wbo  wara  aaalgaad  to  tba  ona 
packat  (11. a  g)  o(  rlva  rlbar 
•upplaaant  group  racalvad  actlva 
traataant  with  tba  deaa  ba(ora  dlnnar 
aach  day.  Tha  doaa  batora  braaktaat 
during  naak  a  (aa  raqulrad)  and 
during  Maak  1  through  «aak  IS  was 
plaeabo. 

•a  who  wara  aaalgnad  to  tha  two 
packat  (a«.4  g)  group  racalvad  actlva 
traataant  (or  all  doaaa  during  Maak  1 
through  «aak  It. 

••  who  wara  aaalgnad  to  tba  plaeabo 
group  racalvad  plaeabo  traataant  (or 
all  doaaa  during  waaka  1  to  IS. 


During  this  opaa-labal  astanslea, 
patients  wara  eoatlnuad  oa  their  Step 
1  Dlat.  Mrlng  tha  (Irst  week  o(  the 
estenslea,  patlanta  took  ona  packat 
o(  traataant  par  day  (be(ore  dinner). 
Thereafter,  during  weaka  17  to  SI, 
patlenta  took  two  packets  ot 
treataant  per  day  (one  betore 
breaktast  and  ona  betore  dinner). 


Percent  change  troa  baaallne  In 
■Relative  Ittlcacy  over  tlaa  (relative 
to  placebo) . 

1  Packet       a  Packata 
•upplaaant     dupplaaent 

Meek   U)t,-c   LOL-c 

T       ^^rrt TT7o 

•       -».»  -11. • 

»       -«.»  -7.» 

l«      .4.1  -•.« 

IS      -S.»  -T.i 

All  valuaa  are  slgnldeant  (or  tha  two- 
packet  group. 


week 

TC 

TC 

1 

*  J  •  S^ 

f 

-5.0* 

-•*•* 

• 

-3.4 

_4 ,3* 

la 

-2.2 

-4.7* 

IS 

-3.C* 

-S.3* 

•Ignldcant  dl((arenee. 


Mrlng  the  3f-week  extension  ot  the 
trial,  total  cholascarol  was  aalntalnad 
at  5.)\  (Significant)  and  LDL- 
cbolastarol  at  t.«\  (Slgnltlcant)  lower 
than  baaallne. 


enta 


Hall-eontrolled, 
tree-living,  trial. 
Dietary  tactora 
well-controlled. 
All  aajor  nutrlenta 
kept  constant 
except  tor  (Iber. 
A  dose -response  was 
not  ststlstlcally 
deaonttrsted 
between  placebo, 
one-packet  dosage 
and  two-packet 
dosage . 


(0 


This  extension  to 
the  shove  study  waa 
not  blinded  by 
definition.  The 
study  was  well- 
coat  tolled  tor 
dietary. factors  and 
other  aajor 
contounders. 
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study 

•tudy  Oaaloa 

■ubjaeta 

Mathoda 

Keaulta 

CoiBanta 

Mtyt* 

•t  •!.,  1**2 

(Maf.  l««). 

Incarvantlon,  . 
r*ndo«li»4  aitb 
ctoaa-o«*r. 

^ 

11  Ban,  aaaa  aoa  4S 
yaara,  Blld 
tayparcbolaacatelaala 
tTC  a*»  CO  IS*  aa/dLI, 
tta*  llvtna. 

■ubjacta  wara  raadoaly  aaalonad  to 
althar  tha  »haat  caraal  oroup  or  tha 
oat  caraal  group  attar  a  )-waak 
baaallna  dlat.  (Airing  baaaltna 
parted,  all  ta  conauaad  ahaat  caraal. 
rraiMlghad  paekagaa  ot  caraal  wara 
provided 1  i*   g  o(  vhaat  bran  par  dayi 
11)  g  oat  bran  par  day.  baaa  dtat  waa 
typical  Auatrallan  dlat  with 
approslaataly  )0  to  14\  of  ealerlaa 
aa  tat.  l»   Inatruetod  on  bo*  to  kaap 
dlatary  reeorda,  aaaaura  and  raacrlet 
tlbar  (ao  all  ta  would  hava 
approslaataly  aaaa  total  tlbar  Intake 
ot  leaa  tban  10  g/d.  lach  tlbar 
cereal  (1  eervlnga/day)  waa  conauaed 
for  4   weeka  followed  by  ereaa-ovar  t* 
other  fiber  cereal  for  an  additional 
«  weeka. 

Oat  cereal  1  l*.l  «/d  tP 
Wheat  cereal 1  1.4  g/d  dP 
All  dlatai  TDP  appreslaately  17  g/d. 
Oat  dleta  provided  71  g/d  atarchi 
wheat  dleta  provided  41  g/d  atarch. 

Deta  analyala  akowad  ao  effect  ot 
treataant  order. 

Saaa- 

ag/dt.   line   oet  Wheat 

T5—      Hi    »«•  -jn- 

UM,      It*    110*   It* 

•  tlgnltlcaatly  eo^ared  to  both 
baaellne  and  wheat  period. 

Cenauaptlon  of 
total  fat  and 
aaturated  tat 
during  both  teat 
perloda  waa  about 
the  eaaa  Ot.t  g 
tat/1,0** 
klloealorlea  and 
11.7  to  11  g 
aaturated  fat/l*«* 
klloealorlea) . 

■hort  teat  period 

No  dlatary 
cholaaterol  Intake 
data. 

Ooubla-bllnd, 
ctoaa-ovar  tttal 
•Ith  plaeabe. 

32  aubjaccai  1*  woaan, 
•  m»nt   alch  poorly 
conciollad  typa  a 
dlabataa.  Agaa  *»  to 
H.     Haan  aaruB 
cholaacarol  lit  ag/dL 
and  Its  ao/dL.  1*  ' 
aubjacca  on  Badlcatlon. 

The  atudy  eoaalated  ot  two  11-week 
treataant  perloda  aaparated  by  4-weet 
waaheut  period.  Blavea  patleata, 
aeleeted  at  randoa,  atartad  with 
alcrocryatalllna  celluloae  during  the 
tlrat  11-week  treataant  phaae 
tellowod  by  treataant  with  guar  gua 
In  the  aacond  tl-weelPTerlod.   In  the 
other  11  eublecca,  tha  aeguenee  waa 
raveraed.   aoth  typea  ot  fiber  were 
taken  with  aaala  three  tlaaa  dally. 
The  Initial  deae  waa  i   g/day,  which 
waa  Incraaaad  up  to  it  g/day  during 
the  1-week  period  at  tha  beginning  of 
each  treataant  phaae. 

The  pooled  data  ahow  that  aarua 
cholaaterol  waa  algnlflcantly  lower 
attar  11  weeka  on  guar  gua,  but  no 
algnltlcant  change  waa  found  attar 
celluloae. 

aerua  cheleatarel 
lag/dL) 
Tlae    celluloae   Ouar 

■tart     lit       itt 
11  weeka   34*       ll** 

••Ignlfleaat  fro*  atarc. 

Although  patient* 
ware  advlaed  to 
keep  to  their 
noraal  diet,  no 
aeeauraaanta  ot 
dlat  (total  aelubla 
fiber,  total  fat 
and  aaturated  fat, 
etc . )  were 
dlacuaaad  to  verify 
thla. 

Only  tha  pooled 
data  waa  reported. 
Xt  would  be  helpful 
to  esaalae  the 
reapoaae  of  each 
group  eeparately. 

ta  ealluloa*  aa 

appropriate 

eoatrelT 
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TMLB-  •COWr  ZNOID 


•tody 

■tady  Daalo> 

•vblaata 

Matboda 

•aaalta 

c 5j, 

carte 

iBtarvaatloa. 

a?  mbjactat  >  aaa.  !• 

A  l<-«Mk  atodyi  4-»aak  baaallM,  4 

Baaallna  Paetln 

riaeabo 

Authora  raportad 
good  coavllanca  to 

at  •!.,  X>*t 

deubla-bllD4, 

voaaa.  agaa  27  to  (• 

•aaka  on  plaeabo  or  paetln,  4-«aak 

—      ■o/at— 

(■af.  1*S). 

eroaa-ovar  vltk 

yaara.  Maan  aarua 

TC        aTS        2S4* 

a7s 

tablat  conaoaptlon. 

placabo. 

cholaatarol  ITS  ag/dl. 

placabo  or  paetln  tablata.   Ma 

UX.       1>S        174 

1*1 

<ran«a  of  ao*  to  4ae 

conauMd  norMl  dlata  but  cenauMd  a? 

■Db       41. •      41.1 

41. S 

Tha  aubjacta 

, 

■a/AL).  fraa  living. 

tablata  (•  at  aaeh  aala  aaal)  dally 

dlatary  Intaka  of 

during  taat  parloda.  Dlatary  racorda 

•algnlfleant  troa  baaallna 

and  plaeabo. 

caloriaa,  total 

vara  kapt  during  waaka  l,  T,  and  14. 

lat,  aaturatad  (at. 

■ach  Sa  aarvad  aa  oon  control. 

ebolaatarol,  and 
aolnbla  (Ibar  wara 

Orapafrult  Paetlni  IS  g/tey 

not  raportad. 

Placabo  (flour) i  IS  g/tey. 

abort  taat  parlod. 

No  body  walght 
data. 
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TMLB-  •CONrniDBO 


■cudy 

•cudy  Daaiga 

•ubjacta 

Matkoda 

Moanlta 

coaaant* 

Haskall  ac  al.. 

tncarvantloa. 

Total  cholaatarol  ranga 

Aftar  baaollno  yortod  •*  randomly 

•  li  Tharo  waro  no  atatiatlcally 

•ublaeta'  dlat* 
wara  not  raportad . 

1**1    (Mat. 

randoaliad,  deubla- 

tor  all  atudlaai  ao*  to 

aaalgnad  to  ono  of  4  atudlaai 

algnltlcaat  ehangaa  troa  baaallna  to  • 

104)  . 

bllod,  (lacabo- 

aso  aa/db 

•  li  ia-%aak  taat.  Ivaluatod  ca- 

or  la  woaka  wltbln  or  batwaan  groupa. 

abort  taat  parloda. 

controllad  trial*. 

study  (•)  li  St  aan  and 

loworlng  propartlo*  of  aliod  sr  with 

noaan,  aaan  ago  S7  yra. 
8  ]i  40  Ban  and  aoBan, 

S4\  tro«  acacia  gua.  rlbar  product i 
poadar  ■iztura  et  acacia  gu^  ((.7  g). 

•  ai   Baaallna  4  waak*  X  ehanga* 

aaaD  aga  $4.4  yra 

paylllu^  (4.*  g)  and  guar  gu^  <].*  g) 

plaeabe     a44     a4*     Tl.S 
acacia      a4t     a4S     i*.4 

till*  aaa  and  woaan. 

tor  a  total  of  17. a  g/day  dividad 

■aan  aga  $2.S  yra 

into  1  aarvinga/day.  All  plaeaboa 

LOL 

•  4i  4»  Ban  and  woaan. 

conatatod  ot  IS  g  of  tructoaa. 

placabo    ao*    as(    Tl.l 

■aan  ago  $4.1  yra. 

•  ai  4-waak  taat.  IS  g/day  acacia  gua 

acacia      1*4     1»S      S.* 

All  (rao  living 

powdar  dlvldad  Into  1  aarvlnga/day. 

aoL 

aubjacta. 

■  li  t-vaak  croaa-ovar  uaing  guar  aa 
control.  Taat  tlbar  alsturoi  paetla 
().»  g),  paylllua  (4.1  g),  guar  (l.I 
g),  and  locuat  baan  gua  (l.S  g|  tor 
total  of  IS  g/day  ir  glvaa  In  1 
aarvlnga  par  dayi  guar  control!  14  g 

placabo      SS      Sa     ts.4 
acacia       4*      SS     il.t 

•  not  atatiatlcally  algnlficant  troa 

baaallna. 

■  li   Paaallna  4  waak*  \  ehanga 

guar  and  l  g  poctin  tor  total  ot  11 

g/day  glvan  In  1  aarvlnga/day. 

guar      a4»    aas*    i*.7 

•  4i  4  waak*.  A  doaa-raaponaa  atudy 

tlbar  als.   a4»    ais*     it.l 

with  »t   taat  alztura  uaad  In  •  ). 

U>L 

Hlaturaa  taatadi 

guar        1S4     1*1*    111.* 

1  avg/d  a  avg/d  i   avg/d 

tlbar  als.   1*4     1*«*    iia.4 

poetln,  0      1.)     a.*      l.t 

■OL 

paylllua,  g     a.l     4. a     4.S 

guar         S4      Sf       is.s 

guar,  g        l.i     a. a      1.1 

tlbar  alx.    S4     Sl»   is.t 

• 

loeuat  baan,  g  O.S     1       l.S 

•  significant  froa  baaallna  p<*.*l 

Total  g/day    1     TJ — 

If 

••  Slgnltieant  troa  baaallna  p<*.*S. 
S  4i   baaallna  4  waak*  X  ehanga 

placabo     a41      a4a       *.! 

s  g/d     ass     asa     Is. a 

10  g/d     as*     a47     l4.» 

IS  g/d    a7S     a4a*   lia.a 

uw. 

. 

plaeabo     It*      It*       s.g 

S  g/d       It*      17*       |t.* 
It  g/«      1*7      174       l*.t 

IS  g/4      an      17t*     ll4.* 

" 

> 

■M. 

plaeabe      *7       *a      t*.4 

, 

S  g/d        S7       S4      14.1 

It  g/d      Si     *a     Ti.t 

IS  g/d        SI       4S      1*.* 

•  •Igalfleant  troa  plaeabo. 
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TABU- •cotmimo 


N»rvl  at  al. 
**••  IMC. 


rvrpoa*  of  •tii4y 
«•■  to  avaluat* 
hypothaal*  that 
la«uaaa  aay  ba  a 
dlatary  rlak  (actor 
(or  cholaatarol 
«all«coo«  fotaatloa 
la  Chllaaaa. 
lloiiblln4a4  croaa- 
evar  Intarvaatloa 
atady. 


>Mb)acta 

ao  yeuaa  Cbllaaa  Baa, 
agaa  !•  to  aa  yaara, 
■aaa  TC  l«a  ag/dl.. 


Mathoda 

•vbjacta  raoalvad  a  eeatrel  41ot  (or 
as  to  14  day*,   rood  praparatloa  aad 
latakaa  wara  control lad  by 
BUtrltloalata.  Olata  oatan  (or  <  daya 
a  «oak(  (a  vara  allowtd  (raa  (ood 
Intaka  on   luaday.  Taat  parlod  waa  a* 
to  IS  daya  oa  a  laguaa  dloti  baaaa  4 
daya,  paaa  a  daya,  laatlla  1  day.  da 
racat^ad  la*  g   dry  laguaaa  aack  day. 
Control  and  taat  dlata  vara  Batchad 
(or  calorlaa,  pretala,  (at,  (Ibar  aad 
ebolaatarel  latakaa. 

Ceatrel  lra«uaa 
Plat  Plat 
■aargy,  Cal  'ntl  lait 
%  e(  Calorlaa 
Protala  14  14 
Carbohydrata  S4  Sa 
rat         la       aa 


kaaalta 

•arta  cholaatarol  (ag/dL) 

Coatrel  dlat     Lagiaa 

m m 

01((araaca  la  aloaKteaat   |»<.t4l). 


dlat 


Cbolaatarol,  ag 
Total  rlbar,  • 


a*« 

ia.4 


ata 

la.s 


Co— aata 

•bort  taat  parlod. 
Author*  rataraaca  a 
atudy  that 
Indtcataa  that 
apldaalologleal 
atudlaa  hava 
daaoaatratad 
lacraaaad 
pravalaaca  a( 
gallateaaa  la  aan 
iagaatlag  a  dlat 
that  lovara  aama 
cbolaatarol . 

Me  aataratad  (at 
lataka  data.  No 
body  wolght  data, 
low  baaallaa  aarua 
cholaatarol . 


(• 

n 


< 

o 


en 


(D 

s- 


03 


o> 


atady  aobalttad 
vlth  eeaaaata 
|Aa(.  ltd). 


Doabla-bllad  doubla 

croaa-ovar 

latarvaatlea. 


aa  baalthy  aaa.  Ago  > 
Id  yaara,  TC  >  a40 
(azact  agaa  aad  total 
cholaatarol  aot 
rapertadi,  (raa  living. 


•aaallna  parlodi  4  »aoka  dtap  X 
dlat. 

•vblacta  randcaly  aaalgnad  to  aitbar 
p*ylllua-«baat  bran-payllloa  (naiai 
or  whoat  bran-paylllua-«baat  bran 
(a«ll)  (or  I,  i   aad  t  Moaka 
raapactlvaly  oo  aack  raglaaa  (!• 
waaka  total). 

•ubjaeta  vara  provided  with  boza*  o( 
caraal  and  Inatmoiad  to  aat  a  auncaa 
o(  tha  atudy  caraal  la  tha  aoralng 
aad  oaa  ouaca  In  tha  avaalag. 

Tha  paylllua  caraal  had  a  total  o(  5 

g  o(  aolubl*  (Ibar  and  7.4  g  o(  total 

dietary  (Iber  per  ounce. 

The  wheat  bran  cereal  had  1  g  o( 

aoluble  (Iber  and  S  g  o(  total 

dietary  (Iber  par  ounce. 

■elatlva  percentagea  e(  protalBi  (at. 

augar  and  atarch  la  tha  two  producta 

vara  reported  to  be  alallar. 


■((act  o(  Payllla 
Caraal  (In  ag/dL) 


varava  Mhaat  bran 


MY    CTlAT-bkAll  Pl((erence 

TC     aai      aas    d.an  • 

LOL     1*9  1ST     •.!«  • 

■Ob      44        4S 

•  flgnldcantly  dl((arant  »<.«••!. 


It  la  dKdcult  to 
evaluate  the 
reault*  o(  the 
atudy  becauaa  the 
author*  do  not 
report  the  Initial 
eholeatarol  value* 
o(  either  group, 
Inatead  relying  on 
dl((erence*  between 
the  group*'  •verag* 
eheleeterel  value*. 
It  1*  laportant  to 
review  the  e((ect 
e(  the  diet  order, 
to  obaerve  any 
changea  la  going 
(roa  one  teat 
product  to  the 
other,  and  note  any 
taaporal  trend*  In 
rl*tng  or  (ailing 
o(  cholaaterot 
level*  on  each 
dlat. 

Wo  dietary  data 


M 

(a 

is 


mu--coiiTxiiosD 


etady 


•tady  Mslgn 


Aadarcoo  at 
al..  1*M  IMf. 
lit). 


Matabello  vard, 
acudy  for  11  days 
with  randoa 
allocaeloa  c* 
groupa. 


•ubjaeta 


10  aala  aubjaeta  aga  4( 
to  «•  vltb  Initial 
aana  cbelaatarol  >  3*» 
■0/dI.. 


■atbods 


All  aubjaeta  raealvad  tba  control 
dlat  (or  7  4aya.  and  than  vara  plaead 
OB  a  taat  dlat  (or  11  daya. 

Control  dtata  prevtdod  1»H  o(  anargy 
aa  protaln,  *i\   aa  CHO.  ItX  aa  (at  10 
a  plant  (Ibar.  and  «  g   aolubla  (Ibar 
par  day. 

Tba  oat-bran  dlat  provldad  100  g  e( 
oat  bran  por  day  aarvad  aa  a  bowl  o( 
hot  caraal  and  (Iva  oat  bran  Bufdna 
par  day.  Tbla  auppllad  approslaataly 
41  g  total  plant  (Ibar  and  10  g 
aolvbla  (Ibar  par  day. 

Tha  baan  dlat  eontalnlng  100  g  e( 
drlad  baana  par  day  provldad  tha  aaaa 
aaount  o(  total  plant  (Ibar  and 
aolubla  (Ibar  aa  did  tba  oat-barn 
dlat. 

Attar  eobtrollad  trial  andad, 
a«b)a«ta  vara  glvan  bigh-dbar 
■aintanaaea  dlota  to  (ollow  (or  an 
additional  it   waakai  (our  o(  tlw 
aub]acta  «ara  (ollowad  (or  a  total  o( 
••  traaka. 


Kaaulta 


Maan  aama  cholaatarol  valuaa  o(  oat 
and  baan  groups ■ 
(valuaa  in  na/dl). 

TC   LDL  RBL 


>»4 

1 
« 
1 

10 

t« 
1« 

•Hotai  All  valuaa  ara  algnidcantly 
lowar  whan  eoa«arad  to  waak  l. 

A(tar  •*  tfaaka  o(  (ollowtp  ((raa-living 
on  bigh-dbar  aaintananea  diata).  aarua 
ehel  valuaa  «ara  i*\   (p<.001)  balow 
initial  valuaa  at  14  «aak  and  lix  lovar 
(p<.001|  at  •*  «aaka. 


taall  aanplo  aire. 

•ignidcant  vaigbc 
loss  during  test 
porlodj  no 
algnltlcant  walghc 
loag  during  control 
parled. 

•bort  parlod. 

Mo  control. 
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C/1 
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Z 

o 


•tody 


VakMsva  at 
al..  !>••  IMC. 
1141. 


•t««y  Daalom 


■•Mbella  wmt* 
•t«4ri  ellaleal 
trial.  Muklladaa, 
BO  ylacabe.  Te«a« 
■aa  eoly  ata  tbalr 
■aala  oa  tha 
■atabelte  vard.  Tba 
alter  •rout  «ara 
adalttad  %o  tha 
«ar4. 


•ahjaata 


•Is  kaalthy  aala 
atudaata,  aga  It  to  14 
(TC  ao*  BO/dL)  aad  alK 
haalthy  oldar  aan  and 
woaaa,  aga  47  to  44  (TC 
314  aa/dL). 


T«rab<ai  aad 
baada,  1447 
(Itat.  111). 


dlalcal  atudy, 
raadealy  allocatad, 
croaa-ovar. 


Tba  avbjacta  vara  tlaead  aa  a  high 
(Ibar  dlat  for  a  parted  of  11  to  24 
daya  attar  coaaoalag  tlMlr  uaaal  ad 
llbltuB  dlat.  High  ribar  dlati   44^ 
of  aaargy  (rea  caoa,  tat  lataka  ot 
14%.  pretala  of  14%i  »1  g  par  144 
klloealeriaa  ot  flbar.   Plaat  tlbar 
•aa  provldad  by  abola  grala  or  grala 
earaala  aad  braada(44%>.  vogatablaa 
a«eh  aa  baaaa.  eora.  or  paaa  (24%), 
ethar  vagatablaa  (11%).  and  tralta 

(»%)• 

•olnbla  (Ibar/day 
Kag.  Mat  Bigb  Pibar 
yeuagar  group    l.S  g     21.4  g 
eldar  group      1.7  g     17.1  g 

M  llblt«B  dlat  aaaaaaad  by  Mataiy 

coaall. 


Baaulta 


4  aaa.  4  weaaa,  aga  21 
to  St,  Initial  aarua 
cbolaatarol  laval  ot  at 
laaat  212  ag/dL.  fraa 
llvlag. 


•vbjacta  vara  placad  aa  a  oaa-aeath 
ruB>la  parlod  wbaa  thay  tollavad  a 
Ion-fat  dlat  (<  1S%  of  ealorloa  troa 
fat) .  tubJaetT  vara  tbaa  raadoaly 
alleeatad  to  1  aoatb  of  aa  eat  dlat 
(S4  g  eata  aaeh  day  at  braaktaat  aad 
144  g  oata  aa  biaeaita  or  a  abaat 
dlat  (17  g  wbaat  blaeulta  aaah  day  at 
braaltfaat  aad  144  g  abaat  aa 
blaeulta.  *t  tha  aad  ot  tba  aeatk. 
aubjaeta  a«ltcl>ad  dlata. 

eat  prodacta  provided  1.4  g  BP/day. 
Mhaat  predueta  provided  1.1  ff  aP/day. 


•anoi  cboleaterol  la  yeoag  aad  old 
aabjecta  before  and  after  4  tieelia  of  a 
high  tlbar  dlati 

•etoro      Mter 

ag/dL 

•otb     21*         174    l23%* 

(B.12)  , 

Touag    2*4         147    X24%* 

(a.4)  , 

Old      »•         141    l4S%* 
(a>4) 

•All  'after*  valaaa  are  algal tleaatly 
lover  tbaa  eerraapoadlag  •before* 
valaaa. 


aata 


•aall  aaaple  alia. 
Tbera  vaa  ae 
eoatrol  group,  tat 
vaa  aet  controllad. 
Tba  ad  libltua  diet 
vaa  algal tleaatly 
blgber  la  tat  (17 
to  42%  veraua  14% 
of  ealorloa). 
aaturated  tat  (IS 
to  17%  veraua  1%  ot 
ealorloa) .  and 
eboleaterol  (724  to 
7St  veraua  44  to 
114  ag/d)  tbaa  tba 
teat  diet.  Ad 
llbltaa  diet  relied 
aa  dietary  blatory 
alaae.  It  abould  be 
aeted  tbet  tbe 
abjaetlve  of  tbla 
atady  vaa  to 
osaaLM  tha  etteeta 
o(  •  klgh  fiber 
diet  oa  laaulia 
•aaaltlvityi  tbe 
ebeleaterol 
fiadlaga  vere 


Me  body  veigbt 
data. 


Valuea  for  eboleaterol  before  aad  after 
iatarveetleat 

•ig 
Zaltlal  Piaal  Cbaaga? 
ag/dl. 


Oat  period 

Total  ehol 

Ub'Sbol 

■H.-cbol 

Wbeat  period 

Total  Choi 
LH.-ebol 
in.-ebol 
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147 
44 
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141 

S4 
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Pat  iatakala 

higher  durtag  eet 

period  (tbia  doea 

Bot  lavalidate 
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lovertag  effect  of 

oata). 

Mo  aaturated  tat  or 

eboleaterol  lataka 

data. 
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VkBLI- •OONnMOBD 


■tttdy 

•tudy  Oaalgn 

•ttbjaeta 

Matboda 

toaulta 

ceaaaata 

i««l  (lt*t. 
l»7). 

cxinleal  trial, 
4<Mjbl»-blli>4, 
raBdoaly-a**laB*4, 
with  plaeabe. 

29   tfoaaa,  (aoaa  not 
glvan),  obaaa  ^it\   or 
■Ota  ovar  Idaal 
walght),  aaao  aarua 
oholaatarol  1»(  ma/il.. 

Ttaa  trail  «aa  o(  t-iMak  duration. 
Tba  olueoaanaan  aroup  (OM)  took  too 
capaulaa  of  a  aupplaaant  ceotalalaa 
SOO  ■«  of  purltlad  oltteoMaaaa,  thrao 
tlaaa  par  day.  with  •  eoaeaa  of 
vatar.  1  hour  batora  oaeh  aaal. 

Tha  plaeabo  «roap  (PO)  took  two 
eapaulaa  eootalalaa  t««  mt   atareh 
uadar  tba  aaaa  eoodlttoaa. 

All  patlanta  wara  laatrvetad  not  to 
dovlata  (roB  thalr  pravleaaly- 
aatabllabad  aatlaa  aad  asarcla* 
pattaraa. 

Chaagaa  la  might  aad  cbolaatarel 

Malght         Choi 
chaaga       cbaaga 

.mk    4-^       4-^="^ 

ON   -4.»»  -«.••   -ao.»»  .ai.7« 

pa     t.4    l.C      S.S     4.T 

Blffaroaeo  botvooa  greupa. 

7.4  Iba         a4.a 
•  algaltloaat  dltfaraaco  botmoa 
groopa. 

Baeanea  valght  loaa 
aad  cholaatorol- 
letfarlag  ara 
eloaaly  eerralatad. 
It  ri  aot  poaalbla 
to  eoaclvda  that 
tha  cbolaatarel - 
lewarlag  aftaet  la 

roaalt  of 

glaocaaaaaa 

aopplaaaatatlea. 

Aadaraoa 
•c  •!.,  i*«a 
(Mt.  llt>. 

lBt«rv«atlon, 
raBdo«lt*4,  deubla- 
bllDd,  paraxial 
daalga. 

4«  aaa  and  •oaaa,  ao** 
2S  to  70,  total 
cbolaatarel  1*«  to  100 
mt/it..    «0  to  130H  of 
daalrabla  body  might. 
troo  llvla*. 

•aaa  Uata 

Aotbora  reported 
alight  bat 
algal flcaat 
deereaaoa  la  body 
might  la  both 
groapa  aaroaa  tiaa. 
■oaever,  there  «aa 
ao  algalflcaat 
dlffareaee  la 
might  loaa  botmoa 
groapa. 

aaual  dlat  thaa  raadoaltad  to  ra«al«* 
paylllw-flaka  or  «baat-braa-tlaka 
earaal  (eoetrol)  (or  •  vaaka.  da  alae 
laatruetad  on  atap  1  dlat  aad  aakod 
to  adbara  to  thla  dlat  (or  <  waaka. 

Whaat  earaal  1  tt.«  g  aariflaa  with  S  t 
total  OP.  aagllpibla  dr. 
Pty  oaroali  a*. 4  •  aatvlM  attb  <  « 
total  M.  a.f  «  M.   t  •  tr. 

•a  «Mt*  taatmatoA  M^e»ai<—i  a^a 

■  ""  WBaat  braa         HY 

•aaallaa  Piaal  Baaaltaa  rlaal 

(Cal) 

Vat    »:i       ad.s  la.a    aa.i 

(%  aaaigy) 

U,   g     t.4     t.f    1.1      It.l* 

'•Igaltieaat  dltfaroaeo  fro*  ahoat 
•■•••• 

fona  •Mloatorol.  |g/,dx, 

aarvlag  of  ooroal  tha  tlrat  day  aad 
add  a*. 4  •  additloMl  daily  aattl  • 
■a«l—  ot  114  t/day  «aa  raaabad. 
114  a  ol  MT  ooroal  WMtld  provido  M 
•  total  o».  11.*  t  >«r.  la  t  dr. 

••  oaavlotad  l-^ay  dlot  taaotd  dutloa 
«ook  •  ol  troataoat  torto4. 

VT     aiijll    SI4™*'  aft    aa** 

Ut.     174     174      lit.*   144* 

«tifalllaMit  dlMoroaeo  (roa  baaollaa. 

ebaago  la  MT  groap  olgaltieaatly 
dlttaroat  (rea  abaaga  la  ahoat  g«gag. 

01 


TJt>U->CUMIlMm 


•ta4y 


•tody  Dsalta 


•raatMi  at  •!.. 
l»mt.   11*). 


Zat«rv*atlea, 


•ub)*et* 


ai  ••■  saa  «ea*a,  •••• 
4>  to  (4, 

kyparcbolaatarelaale 
(■■•a  »»nm  ebelaatarel 
>ti   aa/dl.),  tt— 
llvlag. 


•Tl««*a.  •.  at 
al..  ttta  (Hat. 
I**). 


cllaleal  auAy, 
aacalMlle  vard. 


MatlMda 


a*  aaa,  agaa  It  to  11, 

■aaa  aanai  ebolaatarol 
raooa  e(  ata  aa/dL 
(wbaat  arottp)  to  !•> 
B«/4fc  (aat  tro«»l> 


•tibjaeta  eeaaoBad  vaaal  41ata  «ltk 
tha  tat  coataat  adjaatad  to  bo  at 
loaat  ae^  aad  profarably  aora  tbaa 
a>X  of  tbalr  dallr  ealorle  eeataat. 
Thraa-day  toad  dairy  naa  aaad  to 
raeord  thalr  dlata  batora  aad  darlaa 
aaeh  traataaat  parlod. 
laataat  aolubla  aat  ««■  (l.(  g,   ••% 
P-glueaa)  or  plaeabe  (aaltodactria) 
«aa  alsad  with  nonearboaatad  dlat 
fralt  drink  (ase  aL)  and  aoaa— aJ 
durlaa  aaeh  ot  tba  t«ra  aala  aaala  o( 
tha  day  for  aaeb  4-waok  parlod.  Thara 
«aa  a  a-«aak  atablllsatloa  parlod 
prior  to  traataaat,  a  >-waak  vaaheat 
parlod  batvooa  traataaata,  aad  a  >- 
«aak  «aaha«t  parlod  (or  tha  froap  en 
oat  auB. 


Matary  (at  lataka  raaoad  (roa  S0%  to 
IM  of  aaarnr,  total  calorie  lataka  aaa 
ai«l  ealorlaa  (atablllcatloa  parlod). 
a«(»  ealorlaa  <««b  parlod),  !*•• 
ealorlaa  <iMaheiit|.  aad  a«17  ealorlaa 
(placabo  parlod). 


Total  Cholaatatel 
Initial    Plaal 
a0/dXi 
piaoabo  ass       ass 
oat  fva  asa       as** 
••Iflaldeaatly  dl((aroat  ( 
and  plaeabo. 


rea  baaollaa 


•ubjaeta  raealvad  a  baaa  dlat  (or  T 
daya  (ollowod  by  *  waaka  e(  oat  liraa 
or  wbaat  braa  aupplaaantatloa.  Tha 
baaa  dlat  waa  a  typleal  kaarlcaa  dlat 
ceapeaad  o(  41^  aaargy  (rea 
carboh]rdrata,  lt\  protala.  41%  (at, 
aad  4S«  ao  elMlaatarol. 

Traataaat  •  Txi  Pratraataaat  •  Prata 
Total  dietary  (Ibar  •  TOP 

Plbar  lataka  oa  Mate 
Nhaat  Praa      Oat  Prae 
Prata    T«     Prat«    T« 
TBP.  •  TI     iT^    ~T»    if 

■P.  fl    B.C     T.t      •••   U.« 

Oat  braa  aad  ahoat  braa  aaaa  ■■rat 
aa  aaraal  ar  aatdaa. 


LDL^ChoXoatarol 
V/dl. 
Plaeabe   114        1T« 
Oat  gaa   !••        1S4 

Oarlaa  vaa)to«it  (ollewlaa  oat  gaa 
traataaat  aarua  ebolaatarol  iacroaaad 
(rea  31*  to  aSS  mg/4L.    


it  a 


MMat  braa 

oat  Praa 

aa/dt 

Total  c«oi. 

Pratz 

asa 

les 

Ta 

a4a 

a47» 

Ltt,-caoi. 

Prata 

lie 

147 

Ta 

131 

14«* 

••Ivnltleantly  dltfarant  (re 
parlod. 


prata 


Total  dietary 
aolabla  (Ibar, 
aataratad  (at  and 
elwlaatarol  Intakaa 
waa  not  raportad. 
body  walgbta  batota 
aad  after  traataaat 
warn  not  reported. 

Durlna  (Inal 
waabout  (allowing 
oat  period,  aarwa 
elwleaterol 
returned  toward 
pratreataeat  level* 
(urther  awpportlag 
a  true  o((eet  o( 
oat  poa. 

abort  teat  parlod. 


Ceatrel  period  o(  7 
daya  1*  Inadequate. 
Pretreataant  aarua 
ebeleeterel  waa 
calculated  froa 
data  praaented. 
Pana  elwlaataral 
aad  LOL-elMleataral 
batwaea  gtvnp*   1* 
•ot  wall  aatebodr 
•at  prOHp  Iked  ancb 
hlpbar  aarua-  and 
tM,-*lMla*tarel 
tbaa  lAaat  proup. 
Both  preapa 
•sparlMMod  allpbt 
bat  algal (loaat 
••Ifht  loa*. 

Itoc  raadealiadi 
abort  teat  period. 
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•t«<r 


Raaktaa  •«  al. 
lt*a  (Mat. 
lilt. 


■twdy  Daalsa 


xatarvaatloa. 


■•tabolieally 
«eatrella4, 
Mrallal,  «a«kla> 
Mla«. 


IMakacra  ac 
at.,  Itt*  (Bat. 
ISl). 


•ubjaeta 


•4  atibjaet*  la  taa 
groapai  group  1  ta  41 
■aa  aa4  voaaa,  aaaa  a«a 
«1.S,  with  hlatory  ot 
pravlaaa  pelypaotoayi 
aa4  areap  a  to  41  aaa 
aa4  aeaaa,  naaa  a«o 
Sl.l.  with  Boiaal  eoloa 
aa4  eoleale 

aaaalaatloa.  Maaa  aana 
ehelaatarol  of  areup  li 
1*7  aa/tt.!  sreap  li  117 
■g/tt. 


Matboda 


latarvaatlaa,  aalC- 
eaatrellad. 


IT  •••,  avaa  IT  ta  •• 
yaara, 

hyvarelMlaatarelaale 
(■aaa  aaraa  etelaatatol 
114  ma/€t.},   traa 
llvlaa.  oaa  aubjaet  ka4 
a  hlatary  a(  kaart 
attaek  aad  oaa  aokjaet 
■aa  a  typa  ZZ  «lakatle. 


•abjaeta  vara  raadealy  aaalaaa4  to 
altkar  tba  oat  braa  'areup  or  tka 
•kaat  bran  (ceatrol)  group,  tabjaeta 
coaauaa4  tba  braa  prodoota  twlaa  a 
day  for  1  waaka.  Ml  toed  waa 
praparad  aad  dallvarod  to  tha 
aub)act«.  Baargy  eeataat  of  dlat  waa 
oaa  oC  (our  aBouatai  1,**0,  l.aoa, 
l,4t«.  aad  !,•••  ealorlaa  Sa  vara  fad 
tba  aaoaat  eloaaat  to  tbalr 
raqalraoaata  baaad  aa  tha  Iilplt 
Kaaaarcb  cllalca  tablaa. 

•aaa  dlati  17%  fat,  1<%  pretalh.  4T« 
earbohydratai  total  dlatary  flbar-- 
34  to  IS  a/day. 

Oat  braa  aupplaaaati  »».t  tf*t»   It 
to  IT  a  tlbari  aatlaatad  f  ta  •  «  W 
llhaat  braa  eraaa  af  ahaati  Tl  f/dayi 
11  to  IT  g  flbar/day.      


kaaulta 


bafora   Aftar   Chaaga 


aa/dL 

ratal  caOL 

Nbaat  braa 

1«T       Itt** 

-•.IS 

Oat  braa 

IIT*      l«»»* 

-•.«!* 

Ub-caoL 

Hbaat  braa 

11*     lis** 

-•.11 

Oat  braa 

i»g»    iii«» 

-•.••* 

A   S-waak  eaatrel  par lad  tellawad  by  a 
S-vaak  taat  parlad.  ••  eoaa— ■  S 
tbalr  naaal  dlat  durlaa  tha  eoatrol 
parlad  bat  aalatalaad  dally  racarda 
of  lataka  for  flrat  4  vaaka.  aa  aara 
pravldad  a  Hat  af'  earaal-baaad  aad 
otbar  faeda  Idaatltlad  aa  aeuceaa  af 
at  aad  aakad  ta  eeaauBa  tbaaa  vltb 
tbalr  dally  dlata.  Mdltloaal  aP 
•applaBaat  of  proeaaaad  rlea  braa  (I* 
al  aad  aat  braa  (!•  a)  *••  pravldad. 


•alaalflcaatly  dlffaraat  traa  abaat 

braa. 

**8laalf leaatly  dlffaraat  frea 

baaallaa. 
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•olublo  (Ibar 
coaauaptioo  «••  aot 
raportad . 

short  tara  atudy — 
14  daya. 


Hatrlaat  Zatakai 

Ceatrol  Taat 

Baaray.  Cal.    llTt«4)l  llll*41t 

Pat,  V  aaarar   JS.1T4.T  1S.>T4.» 

•aturatad  Pat.  %  ia7l.T  sTl.* 

Total  (Ibar.  a  IS.sTs.*  3t.lT4.T 

Bolabla  tlbar.  a  S.*Tl.«  •.4T1.S 

aa  ladlvldaal  data  vara  raportad.  ala 
af  tba  IT  »m   aaparlaaead  lewarad  aani 
cholaataral  af  1  ta  1T%  eeaparad  ta 
eoatrol  valoaa. 


atatlatleal 
aaalyal*  aot 
parfonaad  by 
•tttbora.  Baaulta 
ara  too 

laceaalataat  la 
dlraetloe  aad 
•agaltuda  to 
aupport  aa  a((act 
of  SP  .oa  aaruB 
ehelaatarol .  $am» 
aubjaeta  (ailed  ta 
eoaaaaa  tha 
•upplaaaat  dally.' 
lataka  af  both 
aelubla  aad  dlatary 
fiber  varied 
greatly  aanaa  the 
partlelpaata. 
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■ulM*  aC 

XHa  (to*. 
ta4t. 


«Mak*liMUr 

4*««(alM  Ml*  Ml« 
kiMtlea. 


kjaet* 


1M  tMl  of  tkl*  ataAr  •*■  t« 
•latldac*  tha  akataatarcl-lMnrl** 
•Mkaalaaa  •(  eat  braa  aM  ta 
tka  a*aral  aaaraclaa  M***!*  as  a 
kaata  Mat  (vkaat  Uaar  >raa<,  law 
tlkar  «lat  ItiVD))  «•  aat  bcaa  |aat 
kraa  Wm4.   kl«k  Ctkac  «!•«    (WDI I . 
■■kjaata  «M«a  taa*»lr  aaatana*  to 
tm  »«aa>a  (LTD  ar  ■#»)  aa«  aaM 
•ra«»  talXaOTA  tar  »  aMka  toUaM« 
kr  a«aaaia»at  ta  tto  athar  Aiat.  aa 
iiai—id  tka  kcaa«  »ia»iita  vltk 
•kalr  a«i  <aa«  aktah  «aa  moUUmt  ta 


t  Ma.  MM  a*  t«  M 
Vaa*a. 

aataoekolaatarolaalo 
(aatlaata4  raa^a  a<  111 
ta  t4«  ■•/<»• 


aaaalta 


It  Claa*  >f  lit  «.f  t  «iacanr 
tlkari 
aat  kcaa  biaaii  U  ■  «iatanr  (Ikar. 


A  (••oatlk  attttyt  parla«  li  laa  llbar 
aeattal  »arla«  aa«  »arla4  >•  klfll 
tlkar  parled  with  eat  braa.  Baaa 
dlatai  aaarnr— a.7«*,    l.Of*.    *.%•: 
aa4  l.toa  cal/«ay  wltk  »9\  (at.   m 
yretala.   UA  %t\  earkokr^rata .     taoda 
vara  uiiai— ai  la  a  aatakolla  unit 
a—ayt  aa  avaala*  aaaek  aklek  ceal4 
ka  takaa  ko«». 

oat  kraa—lM  t,   »ravl4*d  !«.» 
dlatanr  tlkar,   •t  «klok  IM  vaa  9- 
•laaaa.  aa«  «<k  aaa  aelakla  tlkar. 


kt  cl«caa--aa  aaaaat  aaa«arakla  to 
pcetala  *ravl«ad  ky  oat  kraa  «*■ 
laela4a«  U  toa4a  la  tka  lav  tlkar 
«lat. 


MTM  ekelaataral 

fatal  «latafy 

m/*L 

aelakla  tlbar 

All  ka  (■••> 

latak*  aad  latak* 

LOT  ,         »U 

at   tat.  aatarat*4 

nr       iM.t* 

tat,  aB« 

•kalaatarel  were 

•a  wltk  lea  «ally  klla 

AM  r*»ert*4. 

aal4l  aMtotlo*  (aaCl 

ur        *i4 

Ml  aoklaeta  had 

■DT           MT« 

llaaataala*. 

Ooaclutloaa  akout 

•a  wltk  kl«k  telly  klla 

tlkar  aaebaaiaM  la 

aat«  aasratlea  (a>4} 

loaariaa  aant* 

LD*           II* 

ll»14a  Bay  aet 

■sr        IT* 

apply  to  th* 

Saaaral  papvlatlaa. 

•algmKleaatly  Alttareat  traa  LfD. 


•kort  teat  »arla4. 


taw  rtkar   Ugh  ribar 
farlod      Period 
■aaa  dietary  tlber  Intakai 
D.P..  «/day    1(  Jl.» 

■.r..  s/day    «.f        10.1 


•araa  chelaatarel 
aa/dl. 
t.ew  rlker     Klah  rtker 
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£S& 


••l«altleaBtly  lower  tkaa  preatady 

valoa. 

•••Idaltleaatly  lower  tkaa  low  Clkar 

period. 

•etal  dally  taeal  klla  aeld  aaeratlaa 
■ore  tkaa  doaklad  wbea  oat  kraa  waa 
laeorporatad  lata  the  aacakalla  dlata 
Kacal  k.A., 
Mlar««alea/day  4T«.«       Utt.t 


There  were  aa 
ehaegea  la  kody 
weigh ta. 
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le  aire. 
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DEPAfrrMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 

(Dedwl  No.  tlN-OIOOl 
MNOMS-ABST 

Food  Labeling;  HaaHhClalwa  and 

Neural  Tube  Defecta 

AOCNCY:  Food  uid  Drug  Administration. 

HHS. 

ACnOM:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  not  to  authorize  a  health  claim 
for  folic  acid  and  neural  tube  defects  at 
this  time.  However,  consistent  with  the 
recently  announced  recommendations 
of  the  U.S.  Public  Health  Service  (PHS) 
that  all  women  of  childbearing  age  in 
the  United  States  consume  0.4 
milligram  (mg)  (400  micrograms  (|ig))  of 
folic  acid  daily  to  reduce  their  risk  of 
having  a  pregnancy  affected  with  spina 
bifida  or  other  neural  tube  defects,  FDA 
plans  to  work  expeditiously  to  authorize 
a  claim,  if  appropriate.  At  that  time  the 
PHS  identified  several  issues  that 
remain  outstanding,  including  the 
appropriate  level  of  folic  add  in  food 
and  safety  concerns  regarding  increased 
intakes  of  folic  add.  Given  the 
significance  of  neural  tube  defects  and 
the  PHS  recommendation,  the  agency  is 
continuing  to  address  the  issues  about 
folic  add.  FDA  recently  convened  an 
advisory  committee  to  consider  the 
outstanding  concerns  (57  FR  52781. 
November  5. 1992).  The  advisory 
committee  provided  recommendations 
to  the  agency  on  the  following  issues: 
(1)  What  is  the  target  population  for  a 
folic  acid  neural  tube  defect  health 
claim?  (2)  How  does  the  information 
available  on  the  effective  level  of  intake 
affect  options  for  implementation?  (3) 
What  safety  concerns  for  the  target 
population  and  for  persons  in  the 
general  population  must  be  addressed? 
and  (4)  If  a  claim  is  authorized,  what  is 
the  most  appropriate  method  for 
presenting  it  to  the  target  population? 
The  advisory  commitiee's 
recommendations  are  currently  under 
FDA  review. 

EFFECTIVE  DATE:  May  8, 1993. 

FOR  FURTHER  WTORMATIOM  CONTACT: 
Jeanne  I.  Rader.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-268).  8301 
Muirkirk  Rd..  Laurel,  MD  20708.  301- 
344-5832. 


tUFFLEMCNTARV  aiFORMATION: 

L  Beckground 

A.  Procedural  Status 

in  the  Federal  Register  of  November 
27. 1991  (56  FR  60610),  FDA  proposed 
not  to  authorize  the  use  on  the  label  and 
labeling  of  foods,  including  dietary 
supplements,  of  health  claims  relating 
to  an  association  between  folic  add  and 
the  reduction  in  risk  of  neural  tube  birth 
defects.  The  agency  issued  this  proposal 
in  response  to  the  Nutrition  Lalwling 
and  Education  Ad  of  1990  (the  1990 
amendmenU)  (Pub.  L.  101-535).  The 
agency  tentatively  found  that  the 
available  scientific  evidence  showed 
that  daily  periconceptional  use  of  4  mg 
(4.000  \ig)  of  folic  add.  an  amount  that 
exceeds  the  level  of  0.4  mg  (400  \t%ivet 
(/)  day  permitted  under  the  current  food 
additive  regulation  (21  CFR  172.345). 
was  needed  for  redudion  in  risk  of 
neural  tube  birth  defects  in  women  at 
high  risk  of  this  complication  because  of 
a  previously  affeded  pregnancy.  The 
agency  also  tentatively  concluded  at 
that  time  that  there  was  not  significant 
scientific  agreement  that 
periconceptional  supplementation  with 
doses  of  folic  add  lower  than  4  mg/day 
would  significantly  reduce  the  risk  of 
neural  tube  defeds  in  women  of 
childbearing  age  in  the  general  U.S. 
population,  who  are  at  much  lower  risk 
of  an  occurrence  of  this  complication. 

In  September  1992,  following  an  open 
meeting  sponsored  by  the  Centers  for 
Disease  Control  (CDC)  in  Atlanta.  GA 
(57  FR  29323)  and  based  on  additional 
reviews  of  existing  data  and  on  new 
sdentific  data,  the  PHS  recommended 
that  all  women  of  childbearing  age  in 
the  United  States  consume  0.4  mg  (400 
^g)  of  folic  add  daily  to  reduce  their 
risk  of  having  a  pregnancy  affeded  with 
spina  bifida  or  other  neural  tube  defects 
(Ref.  1).  In  discussing  this 
recommendation,  the  PHS  raised  several 
issues  that  diredly  bear  on  FDA's 
responsibilities  under  the  Food,  Drug, 
and  Cosmetic  Ad  Vhe  ad)  and  the 
agency's  pending  rulemaking  on 
whether  to  authorize  a  health  claim 
regarding  folic  add  and  neural  tube 
defeds.  These  issues  include:  (1) 
Identifying  the  population  at  risk.  (2) 
considerations  of  appropriate  level  of 
intake  with  reaped  to  options  for 
implementation.  (3)  magnitude  of 
benefit.  (4)  safety  considerations,  and  (5) 
identifying  the  best  approach  for 
implementing  the  recommendation. 

'The  1990  amendments,  in  sedion 
3(b)(lXA)(x),  dired  FDA  to  consider 
whether  to  grant  a  health  claim  for 
dietary  supplements  on  the  effects  of 
folic  add  on  neural  tube  defects. 


Section  3(bXlMA)(x)  of  the  1990 
amendments  directs  the  agency  to  make 
this  judgment  based  on  the  standard 
that  FDA  is  to  establish  for  determining 
the  reliability  of  health  claims  for 
dietary  supplements  of  vitamins,    ' 
minerals,  nerbs,  and  other  nutritional 
substances  imder  section  403(rM5)(D)  of 
the  ad  (21  U.S.C  343(rH5)(D)).  In  iU 
November  27, 1991  proposal,  FDA 
proposed  to  adopt  the  standard  that  the 
1990  amendments  provide  for 
conventional  foods,  which  is  set  forth  in 
section  403(rK3XB)(i)  of  the  ad,  as  the 
standard  for  dietary  supplements.  Given 
this  fed,  and  the  fad  that  folic  add  is 
found  in  numerous  conventional  foods 
as  well  as  in  dietary  supplements,  FDA 
broadened  its  inquiry  to  a  determination 
as  to  whether  it  should  grant  a  health 
claim  on  folic  add  and  neural  tube 
defeds  on  any  foods. 

On  Odober  6, 1992,  Congress  passed 
the  Dietary  Supplement  Ad  of  1992  (the 
DS  Ad)  which  prohibits 
implementation  of  the  1990 
amendments  with  reaped  to  dietary 
supplements  of  vitamins,  minerals, 
herbs,  or  other  similar  nutritional 
supplements  before  December  IS.  1993. 
Under  the  DS  Ad.  FDA  may  grant 
health  claims  for  foods,  including 
dietary  supplements,  using  the 
significant  sdentific  agreement  standard 
spedfied  in  section  403(r)(3)(B)(i)  of  the 
ad.  Given  this  fad  and  given  the 
breadth  of  FDA's  November  27. 1991 
proposal,  which  included  conventional 
foods  as  well  as  dietary  supplements. 
FDA  has  decided  to  move  forward  to 
determine  whether  it  can  authorize  a 
health  claim  under  sedion 
403(r)(3)(B)(i)  of  the  ad  for  folic  add 
and  neural  tube  defeds  by  resolving  the 
outstanding  issues  identified  in  the  PHS 
recommendation  (Ref.  1)  and  in 
comments  to  the  November  1991 
proposal. 

With  its  recommendation.  PHS  made 
comments  that  identified  several 
possible  approaches  for  the  delivery  of 
folic  acid  in  the  dosage  recommended  to 
the  general  population:  (a)  Improvement 
of  dietary  habits,  (b)  fortification  of  the 
U.S.  food  supply;  and  (c)  use  of  dietary 
supplements.  PHS  stated  that  FDA.  in 
deciding  whether  to  authorize  a  health 
claim,  will  have  to  determine  which 
approaches  will  best  achieve  the  goal  of 
increasing  folic  add  intake,  while 
ensuring  that  potential  risks  created  by 
overfortification  of  food  with  folic  add, 
and  overconsumption  of  this  substance, 
do  not  occur. 

FDA  recognizes  that  fortification  of  a 
wide  variety  of  foods  could  occur 
following  authorization  of  a  health 
claim,  and  that  such  fortification  could 
lead  to  a  significant  increase  in  the 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations        2607 


intake  of  folic  add  by  women  in  their 
childbearing  years  as  well  as  by  other 
portions  of  Uie  general  population.  Such 
an  increase  would  bring  with  it  certain 
risks.  The  most  widely  recognized 
adverse  effect  of  high  intakes  of  folic 
acid  is  the  potential  for  progressive 
neurologic  damage  resulting  from 
undiagnosed  or  masked  vitamin  Bu 
deficiency.  This  potential  risk  was 
recognized  by  PHS,  which  stated  that 
because  the  effects  of  higher  intakes  of 
folic  acid  are  not  well  known  but 
include  complicating  the  diagnosis  of 
vitamin  Bn  deficiency,  care  ^ould  be 
taken  to  keep  total  folate  consiunption 
at  less  than  1  mg  (1.000  ^g)/day.  except 
under  the  supervision  of  a  physician 
(Ref.  1). 

FDA's  current  food  additive 
regulation  for  folic  add  (21  CFR 
172.345)  does  not  include  limits  on  the 
fortification  of  specific  commodities, 
and  thus,  a  wide  variety  of  foods  could 
be  fortified  with  folic  acid  to  provide  up 
to  400  ^g/day  from  each  source.  Such 
fortification  could  lead  to  individual 
intakes  in  the  range  of  3  to  5  mg  (3.000 
to  5,000  ^g)  or  more  of  foUc  add  per 
day.  Thus,  there  is  a  significant  question 
as  to  whether  a  health  claim  relating 
intake  of  folic  acid  and  reduced  risk  of 
neural  tube  defects,  if  approved,  could 
be  implemented  safely. 

The  requirement  that  substances 
eligible  for  health  claims  be  safe  and 
lawful  is  included  in  the  final  rule  for 
health  claims  on  foods  (see  General 
Requirements  for  Health  Claims  for 
Foods,  published  elsewhere  in  this 
Federal  Register).  Sections  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  enacted  by  the  1990 
amendments  cannot  be  implemented 
independently  of  the  remaining  portions 
of  the  act.  The  act  must  be  considered 
as  a  whole,  and  FDA's  responsibility  for 
ensuring  the  safety  of  foods  is  explidtly 
provided  for  in  other  sections  of  the  act 
(see  sections  201(s).  402(a)(1)  and  (a)(2). 
and  409,  as  well  as  403(r)(3)(A)(ii)  of  the 
act  (21  U.S.C  321,  342(a)(1)  and  (a)(2). 
348.  343(r)(3)(A)(ii))). 

The  process  by  which  FDA  fulfills  its 
responsibilities  under  the  act  will 
require  rulemaking.  While  this  process 
is  underway,  and  before  FDA  can  issue 
final  regulations  on  fortification  of  food 
with  folic  add  and  permissible  health 
claims  on  foods  that  contain  folic  add. 
further  food  fortification  with  folic  acid 
would  be  inappropriate;  and  no  health 
claims  should  be  made  (Ref.  1).  FDA 
notes  that  the  PHS  recommendation 
clearly  stated  that  there  were  risks 
attendant  on  overconsumption  of  folic 
acid.     '     ■•■■ 


B.  Neural  Tube  Defects:  Public  Health 
Aspects 

As  discussed  in  the  projposal  (56  FR 
60610).  several  spedfic  malformations 
of  the  central  nervous  system  are 
referred  to  as  "neimd  tube  defects" 
because  the  brain  and  spinal  cord 
develop  within  the  neural  tube.  The 
neural  tube  forms  between  the  18th  and 
20th  days  of  pregnancy  and  closes 
between  the  24th  and  27th  days. 
Anencephalus  and  spina  bifida  are 
serious  birth  defects  and  account  for 
about  90  percent  of  neural  tube  defects. 
The  majority  of  children  with  spina 
bifida  survive  and  have  substantial 
physical  disabilities.  Most  anencephalic 
infents  are  stillborn  or  die  shortly  after 
birth.  The  minimum  number  of  neural 
tube  defect  births  in  the  United  States 
is  2.500.  This  is  an  underestimate  of 
neural  tube  defect  pregnancies, 
however,  because  it  does  not  include 
neural  tube  defect  pregnandes 
identified  by  prenatal  diagnosis  and 
electively  terminated.  Recent  data  from 
state-based  birth  defects  surveillance 
systems  show  decreasing  trends  for 
spina  bifida  from  1983  to  1990.  The 
combined  state  rate  is  4.6  cases  of  spina 
bifida  per  10.000  live  births  (0.046 
percent)  (Ref.  2). 

The  multifactorial  natiire  of  neiual 
tube  birth  defects  is  well  recognized  (56 
FR  60610  at  60611).  The  single  greatest 
risk  factor  currently  recognized  is 
having  a  previous  neural  tube  defed- 
affeded  pregnancy.  Prevalence  rates  of 
neural  tube  defects  at  birth  have  been 
reported  to  vary  with  a  wide  range  of 
factors,  including:  Genetics,  geography, 
socioeconomic  status,  maternal  birth 
cohort,  month  of  conception,  race, 
nutrition,  and  maternal  health  including 
maternal  age  and  reproductive  history. 
Certain  geographic  areas  may  have,  for 
unknown  reasons,  considerably  higher 
rates  than  other  areas.  For  example,  a 
cluster  of  anencephalic  deliveries 
occurred  in  the  Brownsville,  TX  area 
between  1989  and  1991.  Investigations 
of  potential  causes,  including 
environmental  contamination  and  other 
fadors,  are  ongoing  in  this  area  (Ref.  3). 

Maternal  health  (e.g.,  febrile  illness) 
and  maternal  use  of  certain  drugs  (e.g., 
the  anticonvulsant  drug  valproic  add) 
also  contribute  to  risk  of  neural  tube 
birth  defeds.  There  is  an  increased 
inddence  of  malformations,  including 
neural  tube  defeds,  among  infants  of 
diabetic  mothers.  Carriership  for  an 
inborn  error  of  homocysteine 
metabolism  has  been  proposed  as  a  risk 
fador  for  having  an  infant  with  a  neural 
tube  defect  (Ref.  4).  Poor  maternal 
nutrition,  which  is  among  a  number  of 
fadors  associated  with  poverty,  may 


increase  the  risk  for  neural  tube  defects. 
A  recent  case-control  study  of  the 
cluster  of  anencephalic  deliveries  in  the 
Brownsville,  TX  area  found  that  women 
with  less  than  a  high  school  education 
were  more  than  twice  as  likely  to  have 
an  infent  with  a  neural  tube  defed  as 
were  women  who  had  finished  high 
school  (Ref.  3).  Tlxis  observation 
correlates  with  poverty  as  a  known  ride 
factor  for  neural  tube  birth  defects  (Ret 
3). 

C.  Folic  Acid:  Regulatory  History 
1.  Drug  regulation 

The  agency  evaluated  the  use  of  folic 
add  as  a  drug  in  the  Federal  Register  of 
April  9, 1971  (36  FR  6843)  in  response 
to  reports  received  from  the  National 
Academy  of  Sdences  on  the  therapeutic 
uses  of  folic  add.  The  agency  concluded 
that  folic  add  administered  orally  or 
parenterelly  is  effective  for  the 
treatment  of  megaloblastic  anemias  of 
tropical  and  nontropical  sprue,  those  of 
nutritional  origin,  and  those  that  may 
occur  during  pregnancy,  infancy,  and 
childhood.  The  agency  found  that 
administration  of  folic  add  alone  is 
improper  therapy  in  the  treatment  of 
pernicious  anemia  and  other 
megaloblastic  anemias  where  vitamin 
Bi2  is  defident  because  such  treatment 
may  mask  the  symptoms  of  vitamin  Bu 
deficiency. 

In  the  presence  of  excess  folic  add 
and  inadequate  vitamin  B12,  the  anemia 
of  vitamin  B12  deficiency  may  not 
develop,  but  severe  and  irreversible 
nerve  damage  may  continue.  Because 
the  anemia  of  vitamin  B12  defidency  is 
frequently  the  earliest  clinical  symptom, 
failure  of  patients  to  present  with  this 
symptom  may  unduly  delay  the 
diagnosis  of  vitamin  B12  defidency  and 
allow  neurologic  damage  to  progress 
without  treatment.  The  interaction 
between  the  functions  of  foUc  add  and 
vitamin  B12  has  been  recugni?ed  for 
many  years  and  is  the  basis  for  the 
precautionary  statement  on  preparations 
of  folic  acid  for  therapeutic  use. 

In  the  Federal  Register  of  April  9. 
1971  (36  FR  6843).  the  agency 
announced  the  conditions  imder  which 
it  would  approve  new  drug  applications 
for  folic  add  preparations.  The  labeling 
conditions  induded  the  following 
precaution:  "Folic  add  espedally  in 
doses  above  1.0  mg  daily  may  obscure 
pernicious  anemia,  in  that  hematologic 
remission  may  occur  while  nexirological 
manifestations  remain  progressive." 

Based  upon  the  available  data  and 
information,  in  the  Federal  Register  of 
Odober  17, 1980  (45  FR  69043  at 
69044),  FDA  amended  the 
"Precautions"  statement  to  be  induded 
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in  the  labeling  of  oral  and  parenteral 
preparations  of  folic  acid  for  therapeutic 
use  because  the  agency  found  that  the 
revision  more  accurately  stated  the  level 
at  which  folic  add  may  obscure 
pernicious  anemia.  The  Federal 
Regfalar  notice  stated  that  "While 
obscuration  of  pernicious  anemia  does 
not  occur  at  levels  of  0.1  mg  for  folate 
per  day,  hematologic  remissions  in 
pernicious  anemia  have  been  reported  at 
levels  as  low  as  0.25  mg  of  folate  per 
day.  The  precautions  section  of  the 
labeling  conditions  for  folic  acid 
preparations  is  amended  to  read  as 
follows:  'FoUc  acid  in  doses  above  0.1 
mg  daily  may  obsciue  pemicioiis 
anemia  in  that  hematologic  remission 
can  occur  while  neurological 
manifestations  remain  progressive'." 

2.  Food  additive  regulation 

Folic  acid  is  an  approved  food 
additive  subject  to  the  limitations  on 
use  set  forth  in  the  food  additive 
regulations  (S  172.345).  The  food 
additive  regulation  states  that:  "Folic 
acid  (foladn)  may  be  safely  added  to  a 
food  for  its  vitamin  properties,  provided 
the  maximum  intake  of  the  food  as  may 
be  consumed  during  a  period  of  1  day. 
or  as  directed  for  use  in  the  case  of  a 
dietary  supplement,  will  not  result  in 
daily  ingestion  of  the  additive  in  excess 
of  0.4  mg  for  foods  labeled  without 
reference  to  age  or  physiologic  state;  and 
when  age  or  the  conditions  of  pregnancy 
or  lactation  are  specified,  in  excess  of 
0.1  mg  for  infants,  0.3  mg  for  children 
under  4  years  of  age.  0.4  mg  for  adults 
and  children  4  or  more  years  of  age,  and 
0.8  mg  for  pregnant  or  lactating  women" 
(21  CFR  172.345).  However,  this 
regulation  provides  no  limits,  other  than 
0.4  mg,  on  the  amounts  that  may  be 
provided  by  specific  foods. 

In  1981,  the  Life  Sdences  Research 
Office  (LSRO)  of  the  Federation  of 
American  Societies  for  Experimental 
Biology  (FASEB)  reviewed  evidence 
concerning  effects  of  physiologic  and 
pharmacologic  doses  of  folic  add  in 
patients  with  pemidous  anemia  (Ref.  5). 
LSRO  noted  that  virtually  all  of  the 
experimental  work  reviewed  dealt  with 
the  administration  of 
pteroylmonoglutamic  add  (folic  add)  in 
relatively  pure  forms.  Responses  to  folic 
acid  in  food  products  are  less  well 
defined  than  responses  to  a  pure 
preparation.  LSRO  concluded  at  that 
time  that  it  was  not  possible  to  answer 
with  certainty  whether  intakes  of  folic 
acid  in  foods  approaching  400  ^g  (0.4 
mg]/day  could  result  in  transient 
hematologic  remission  in  patients  with 
pernicious  anemia  (Ref.  5). 


D.  The  Proposed  Ruh 

The  scientific  data  relating  to  an 
assodation  between  folic  add  and 
neural  tube  defects  that  was  publidy 
available  at  the  time  of  publication  of 
the  agency's  proposed  rule  (56  FR 
60610)  consisted  of  four  clinical 
intervention  triab  in  women  at  high  risk 
of  recurrence  of  these  birth  defects 
(Refs.  6  through  9),  four  observational 
studies  (Reft.  10  through  13),  a  number 
of  studies  in  which  dinical  parameters 
such  as  soum  or  red  blood  cell  levels 
of  folate  and  other  vitamins  were 
measured  in  women  who  gave  birth  to 
one  or  more  infants  with  neural  tube 
defects  (Refs.  14  through  17),  and 
studies  that  attempted  to  identify  fsctcMS 
that  may  lead  to  neural  tube  defects  in 
animal  model  systems  (Refs.  18  through 
26). 

The  agency  developed  its  proposed 
rule  on  Uie  basis  of  the  publicly 
available  sdentific  evidence.  An 
ongoing  randomized  controlled  trial  in 
Hungary  of  multivitamin/muhimineral 
supplementation  of  women  at  risk  of  an 
occurrence  of  a  pregnancy  complicated 
by  a  neural  tube  defect  had  been 
discussed  at  scientific  meetings  (Ref. 
27),  but  the  sdentific  data  from  this  trial 
were  not  publicly  available. 

The  agency  proposed  not  to  authorize 
the  use  on  the  labels  and  labeling  of 
foods,  induding  dietary  supplements,  of 
health  claims  relating  to  an  association 
between  ingestion  of  folic  acid  and 
reduction  in  risk  of  neural  tube  defects. 
The  agency  based  its  tentative  dedsion 
on  the  available  scientific  evidence, 
which  showed  that  daily 
periconceptional  intake  of  4  mg  (4,000 
^g)  of  folic  add  was  needed  for 
reduction  in  risk  of  neural  tube  birth 
defects  in  women  at  high  risk  of  this 
condition  based  on  a  previously-affected 
pregnancy.  Among  women  with 
histories  of  neural  tube  defed- 
complicated  pregnancies,  rates  for 
recurrence  of  sxich  defects  have  been 
estimated  to  be  as  high  as  2  to  10 
percent  compared  to  occurrence  rates  of 
less  than  0.1  percent  in  the  general 
population  (Ref.  28).  Thus,  because  of 
their  significantly  increased  risk,  such 
women  have  been  the  focus  of  several 
dinical  intervention  trials.  The  amount 
of  folic  add  found  to  be  effedive  in 
reducing  risk  of  reourence  was 
significantly  in  excess  of  usual  daily 
intakes  and  exceeded  the  level  of  0.4  mg 
(400  ^g)/day  permitted  under  the 
current  food  additive  regulation.  FDA 
also  tentatively  concluded  that  there 
was  not  significant  sdentific  agreement 
that  periconceptional  supplementation 
with  doses  of  folic  acid  lower  than  4  mg 
(4,000vig)/day  in  women  of  childbearing 


age  in  the  general  U.S.  population 
would  significantly  reduce  the  risk  of 
occurrence  of  neiuvl  tube  birth  defects. 
For  these  reasons,  FDA  tentatively 
determined  that  claims  on  foods, 
including  dietary  supplements,  relating 
to  folic  acid  and  reduction  in  risk  of 
neural  tube  birth  defects  were  not 
justified. 

E.  Recent  Developments 

1.  New  sdentific  data 

Preliminary  data  from  the  Hxmgarian 
randomized,  controlled  trial  of  efficacy 
of  multivitamin/multimineral 
supplements  containing  0.8  mg  (800  ^g) 
of  folic  add  in  preventing  occurrence  of 
neural  tube  defects  were  presented  at  a 
meeting  held  in  May  1992  (Ref.  29).  A 
report  of  preliminary  results  of  this  trial 
of  the  effects  of  multivitamin/ 
multimineral  supplementation  in 
women  at  risk  of  a  first  occurrence  of  a 
neural  tube  birth  defect  pregnancy 
became  publicly  available  in  August, 
1992  (Ref.  30).  This  trial  wras  conduded 
under  the  auspices  of  the  Himgarian 
Optimal  Family  Planning  Program  and 
was  direded  toward  overall 
improvement  in  pregnancy  outcomes 
among  Himgarian  women.  Nonpregnant 
women  18  to  35  years  of  age  without 
histories  of  infertility  or  previous  fetal 
death  volimteered  for  this  program  and, 
upon  determination  of  eligibility,  were 
randomized  to  treatment  with  a 
multivitamin/multimineral  preparation 
containing  12  vitamins  and  7  minerals 
or  to  a  placebo  containing  3  trace 
minerals  only.  The  multivitamin/ 
multimineral  preparation  contained  0.8 
mg  (800  (ig)  of  folic  add.  The  women 
participated  in  a  3-month  preparation 
for  pregnancy  and  began  taking  their 
assigned  treatments  1  month  before  a 
planned  conception.  Treatments 
continued  through  the  third  month  of 
pregnancy.  Six  cases  of  neural  tube 
defects  occurred  in  the  pregnandes  of 
2,052  women  taking  the  placebo,  and  no 
cases  occurred  in  the  pregnandes  of 
2,104  women  taking  the  multivitamin/ 
mineral  supplement  with  folic  add. 
Based  upon  the  preliminary  results  of 
this  study,  periconceptional  use  of  a 
multivitamin/multimineral  supplement 
apparently  significantly  reduced  the  rate 
of  occurrence  of  isolated  neural  tube 
defects  in  women  in  the  Hungarian 
population.  However,  use  of  the 
supplement  did  not  aRied  the 
inddences  of  a  wide  range  of  other  birth 
defects  that  occiured  in  both  treatment 
groups  (Ref.  30). 

Results  of  a  case-control  study  of 
periconceptional  use  of  folic  acid- 
containing  multivitamins  and  risk  of 
occurrence  of  neural  tube  defeds  in 
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women  in  Boston,  Philadelphia,  and 
Toronto  were  also  presented  at  the 
meeting  held  in  May  1992  (Raf.  29). 

In  the  Federal  Ri^er  of  July  1, 1992 
(57  FR  29323).  CDC  announced  an  opea 
meeting  in  Atlanta.  GA  on  July  27. 1992. 
to  discuss  a  recommendation  that  all 
women  of  child-bearing  age  in  the 
United  States  consume  0.4  mg  (400  ^g) 
of  folic  acid  daily  to  reduce  their  risk  of 
havmg  a  neural  tube  defect-complicated 
pregnancy.  The  results  of  the  case- 
control  study  of  periconceplional  use  of 
folic  acid-containing  multivitamins  and 
risk  of  occurrence  of  neural  tube  defects 
in  women  in  Boston.  Philadelphia,  and 
Toronto  were  presented  at  this  meeting, 
and  the  transcript  of  the  meeting  is 
publicy  available  (Ref.  31).  In  this  study. 
436  occurrent  neural  tube  defect  cases 
(live  bom  and  still  bom  cases  and 
therapeutic  abortuses)  were  selected 
from  metropolitan  hospitals  in  Boston. 
Philadelphia,  and  Toronto  (areas  of 
moderate  prevalence)  from  1988 
through  1991  and  compared  to  2,615 
controls  with  other  major  malformations 
as  to  maternal  periconceptional  use  of 
folic  acid  -Daily  use  of  a  folic  acid- 
containing  vitamin  supplement  in  the 
periconceptional  period  was  reported  by 
mothers  of  8  percent  of  cases  and  13 
percent  of  controls;  the  adjusted  odds 
ratio  was  0.6  (95  percent  confidence 
interval  (0)=  0 .4  to  0.8).  This 
represented  approximately  a  40-percent 
reduction  in  prevalence.  A  dietary  folate 
assessment  was  also  conducted  among 
the  mothers  who  did  not  use  folic  acid- 
containing  supplements.  A  significant 
decrease  in  risk  was  found  for  the  group 
who  consumed  0.311  to  0.391  mg  of 
folate  daily:  the  adjusted  odds  ratio  was 
0.6  (95  percent  0=0.3  to  0.9).  The 
results  of  this  study  as  presented  at  the 
CDC  meeting  support  a  relationship 
between  decreased  risk  of  occurrent 
neural  tube  defects  and 
periconceptional  intake  of  either  folic 
acid-containing  multivitamins  or  dietary 
intake  of  folate  at  levels  of  0.3  to  0  4  mg/ 
day. 

2.  Reopening  of  comment  period 

The  period  for  submitting  comments 
in  response  to  the  November  27, 1991, 
proposal  closed  on  February  25, 1992. 
In  the  Federal  Register  of  July  23. 1992 
(57  FR  32751).  however.  FDA  reopened 
the  comment  period  to  permit  the 
submission  of  new  scientific  data  and 
information  that  might  become  available 
as  a  result  of  the  meeting  held  by  the 
CDC  on  July  27, 1992,  and  to  provide  an 
opportunity  for  public  comment  on  that 
scientific  data  and  information.  The 
agency  took  this  action,  in  part,  because 
it  had  been  advised  that  the  scientific 
evidence  to  be  discussed  at  the  CDC 


meeting  was  not  publicly  available  The 
1990  amendments  require  that  the 
evidence  relied  upon  by  the  agency  as 
the  basis  for  allowing  health  claims 
relating  to  a  nutrient-disease 
relationship  be  publicly  available. 

3.  PHS  recommendation 

In  Mortality  and  Morbidity  Weekly 
Reports  of  September  14, 1992  (Ref.  1), 
the  Public  Health  Service  issued  a 
recommendation  that: 

All  women  of  childbearing  age  in  the 
United  States  who  are  capable  of  becoming 
pregnant  should  consume  0.4  mg  of  folic  acid 
per  day  for  the  purpose  of  reducing  their  nsk 
of  having  a  pregnancy  affected  with  spina 
bifida  or  other  NTDs.  Because  the  effects  of 
high  intakes  are  not  «rell  known,  but  include 
complicating  the  diagnosis  of  vitamin  B12 
deficiency,  care  should  be  taken  to  keep  total 
folate  consumption  at  less  than  1  mg  per  day. 
except  under  the  supervision  of  a  physician 
Women  who  have  had  a  pnor  NTD-affected 
pregnancy  are  at  high  risk  of  having  a 
subsequent  affected  pregnancy.  When  these 
women  are  planning  to  become  pregnant, 
they  should  consult  their  physicians  for 
advice 
(Ref.  1) 

PHS  noted  that  the  evidence  that 
consumption  of  folic  add  before 
conception  and  during  early  pregnancy 
(the' periconceptional  period)  can 
reduce  the  number  of  neural  tube 
defects  has  been  accumulating  for 
several  years  and  includes  published 
data  from  two  randomized  controlled 
intervention  trials  (Refs  6,  7,  and  18), 
two  nonrandomized  intervention  trials 
(Refs  8. 9.  and  33),  and  four 
observational  studies  (Refs.  10  through 
13).  Based  on  a  synthesis  of  information 
from  these  studies,  including  those 
whij:h  used  multivitamins  containing 
folic  acid  at  a  daily  dose  level  greater 
than  0  4  mg.  it  was  inferred  that  folic 
acid  alone  at  levels  of  0  4  mg  per  day 
will  reduce  the  risk  of  neural  tube 
defects  (Ref  1). 

In  the  discussion  accompanying  its 
recommendation,  the  PHS  (Ref  1) 
identified  several  issues  that  require 
further  attention: 

(1)  Effective  intake:  The  PHS  (Ref.  1) 
recommended  that  all  women  of 
childbeanng  age  should  consume  0.4 
'mg  of  folic  acid  daily  to  reduce  their 
risk  of  neural  tube  defect  pregnanaes 
The  PHS  (Ref  1)  noted  that  because 
supplements  containing  folic  acid  at  the 
0  4  mg  (400  pg)  level  are  widely 
available,  this  dosage  has  been  the  focus 
of  the  available  observational  research 
studies  PHS  also  noted  that  "it  is 
poiisible  that  lower  doses  of  folic  acid 
may  reduce  the  risk  of  neural  tube 
defects,  but  further  research  would  be 
needed  to  learn  the  minimum  effective 
dose"  (Ref.  1). 


(2)  Multiyitamms:  The  PHS 
recommendation  for  the  use  of  fbhc  ead 
alone  was,  by  necessity,  derived  by 
inference  from  results  of  the  available 
studies.  The  Medical  Research  Council 
intervention  trial  included  a  group  of 
women  who  used  folic  acid  at  a  dose  of 
4  mg  per  day  (plus  calcium  and  iron) 
and  who  cotild  be  compared  with  a 
control  group  taking  calcium  and  iron 
only  (Ref.  6).  Thus,  the  specificity  of 
folic  add  as  an  etiologic  agent  in 
redudng  recurrences  by  72  percent  was 
established  for  the  study  population  at 
this  high  dose  In  contrast,  ^1  four 
observational  studies  and  two  of  tke 
other  three  intervention  trials  measured 
the  use  of  folic  add-containing 
multivitamins.  Folic  add  content  and 
content  o{  other  nutrients  in  these 
preparations  varied,  or  in  some  cases, 
could  not  be  identified  (Ref  1)  The 
preparations  used  in  studies  that 
obtained  this  information  contained  (at 
least)  vitamin  A.  vitamin  D.  thiamin, 
riboflavin,  pyndoxine.  vitamin  C.  and 
niadn  m  addition  to  jfohc  aad 

Thus,  the  possibility  that  nutrients 
other  than  folic  acid,  particularly  at 
intdces  of  folic  aad  less  than  4  mg 
daily,  could  contribute  to  the  protective 
effect  warrants  further  discussion 

(3)  "Folate-preventable"  fraction  of 
neural  tube  defects  in  the  U.S. 
population:  The  PHS  recommendation 
recognized  that  protective  effects  against 
occurrence  of  neural  tube  defects  found 
in  observational  studies  of 
multivitamins  containing  low  doses  of 
folic  acid  have  ranged  from  none  to 
substantial  (Ref  1)  Based  on  the 
information  available,  the  PHS 
suggested  that  a  reasonable  estimate  of 
the  expected  reduction  in  neural  tube 
defects  in  women  in  the  general  U.S. 
population  was  50  percent  (Ref  1). 

This  issue  warrants  further  discussion 
because  estimates  of  the  magnitude  of 
the  preventable  fraction  and  the 
variation  in  risks  among  subgroups  of 
women  of  child-bearing  age  may  affect 
decisions  as  to  the  best  method  of 
implementation. 

(4)  Safety  considerations:  The  PHS 
recommendation  advised  women  that 
care  should  be  taken  that  folate 
consumption  not  exceed  1  mg  (1,000 
pg)/day  except  under  the  supervision  of 
a  physician  because  the  effects  of  higher 
intakes  are  not  well  known  (Ref  1).  One 
of  the  adverse  effects  noted  was  the 
effect  of  high  intakes  on  the  making  a 
diagnosis  of  vitamin  Bt2  defidency 

The  agency  recognizes  the  risk  that 
increased  intakes  of  folic  acid  will 
complicate  the  diagnosis  of  the  anemia 
of  vitamin  Bu  deficiency  and  thereby 
allow  the  neurological  damage  caused 
by  this  vitamin  defiaency  to  progress 
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untreated  Several  other  safety 
considerations  are  identified  below 
These  issues  also  warrant  further 
discussion  as  the  questions  of  whether 
and  how  to  provide  for  a  heahh  claim 
are  evaluated. 

II.  Comments  on  the  Proposed  Ruk 

A  Introduction 

The  agency  received  approximately 
150  comments  in  response  to  its 
proposed  decision  on  health  claims  for 
fohc  aad  and  neural  tube  defects. 
Comments  were  received  from: 
Consumers,  consumer  advocacy  groups, 
national  professional  organizations  of 
nutrition  educators,  national 
professional  organizations  of  dietitians, 
organizations  of  Federal,  state,  and  local 
regulatory  ofBcials,  state  and  territorial 
public  health  nutrition  directors, 
manufacturers  and  suppliers  of  vitamins 
to  the  conventional  food  industry  and 
dietary  supplement  industry,  trade 
associations  of  nutritional  supplement 
manufacturers,  practicing  physicians 
and  dietitians,  and  a  foreign 
government  A  number  of  comments 
were  received  that  were  more 
appropriately  answered  in  other 
dockets,  and  these  were  forwarded  to 
the  appropriate  docket  for  response. 

FDA  has  considered  all  of  the 
comments  on  folic  add  and  neural  tube 
defects  that  It  received  The  agency 
reviewed  all  of  the  documents, 
including  letters,  press  releases, 
scientiHc  articles  and  data  supporting 
those  articles,  review  articles,  and 
recommendations  that  were  included  in 
the  comments  A  summary  of  the 
comments  that  the  agency  received  and 
the  agency's  responses  follow: 

B  Comments 

1  Several  comments  suggested  that 
health  claims  should  be  allowed  if 
potential  beneHts  exceed  risks,  and  that 
FDA  should  have  used  a  risk/beneHt 
analysis  in  determining  the  validity  of 
health  claims  Other  comments  stated 
that  supplementation  with  folic  acid  is 
essentially  risk-free 

FDA  disagrees  with  this  comment. 
Section  403(r)(3)(B)(i)  of  the  act  requires 
that  a  decision  to  authorize  a  health 
claim  be  based  on  the  totality  of  the 
publicly  available  scientific  evidence 
and  on  significant  agreement  among 
experts  qualified  by  training  and 
experience  to  evaluate  such  evidence 
that  the  evidence  supports  a  claim  The 
concept  of  "no  nsk"  as  a  justification  for 
a  health  claim  is  inconsistent  with  the 
requirements  of  the  1990  amendments. 
Moreover,  there  are  safety  concerns 
assoaated  with  increased  intakes  of 


folic  add.  These  concerns  are  discussed 
below. 

2.  Several  comments  asked  whether 
studies  must  be  carried  out  in  the 
United  States  for  health  claims.  These 
comments  noted  that  for  the  caldum/ 
osteoporosis  claim,  much  of  the  data 
related  to  peak  bone  mass  was  derived 
from  studies  in  rural  Yugoslavia  and 
found  to  be  "generalizable"  to  the  U.S. 
population,  but  for  folic  add  and  neural 
tube  defects,  data  from  non-U.S. 
populations  studies  seemed  not  to  be 
acceptable  to  FDA.  The  comment  also 
stated  that  in  rejecting  the  folic  add/ 
neural  tube  defect  claim.  FDA  reUed 
heavily  on  the  argument  that  much  of 
the  data  was  from  non-U.S.  studies. 

hi  the  proposed  rule  on  general 
requiremenU  for  health  claims  (56  FR 
60610  at  60549),  FDA  stated  that 
consistent  results  from  different  types  of 
well-conduded  human  studies,  by 
different  investigators,  in  different 
populations  would  contribute  to  the 
totality  of  sdentific  evidence  from 
which  a  valid  health  claim  may  be 
developed,  hi  its  November  27. 1991, 
proposal  on  folic  add  and  neural  tube 
defects  (56  FR  60610).  FDA  stated  that 
it  was  unable  to  directly  apply  results 
from  some  studies  done  outside  of  the 
United  States  because  these  studies 
were  conducted  on  populations  at 
significantly  higher  ri^  than  the  U.S. 
population,  they  lacked  adequate 
control  groups,  or  they  were  multiply 
confounded. 

FDA  participated  in  the  development 
of  the  recently  published  PHS 
recommendation  (Ref.  1).  This 
recommendation  relied  heavily  upon 
data  from  other  countries  and  was 
developed  by  combining  the  results 
from  several  types  of  studies  carried  out 
in  the  United  Kingdom,  Hungairy,  Cuba, 
Western  Australia,  and  the  United 
States.  Thus,  the  folic  add  rulemaking 
does  not  evidence  an  unwillingriess  on 
the  part  of  FDA  to  consider  studies  on 
non-U.S.  populations.  However,  the 
charaderistics  of  the  population  at  issue 
may  affect  the  relevance  of  the  study  to 
the  FDA's  rulemaking. 

3.  Comments  received  from  state  and 
national  professional  organizations,  an 
organization  of  Federal,  state,  and  local 
regulatory  officials,  and  U.S.  state 
attorneys  general  were  supportive  of 
FDA's  proposed  rule  denying  a  health 
claim  for  folic  add  and  neural  tube 
defects.  One  comment  stated  that  the 
preponderance  of  scientific  literature 
does  not  strongly  support  such  a 
relationship.  Another  comment 
recommended  that  statements  regarding 
the  relationship  between  folic  acid  and 
neural  tube  defeds  be  postponed  until 
further  studies  have  been  completed. 


One  comment  stated  that  when  the 
confounding  variables  relating  to  the 
causation  ofneural  tube  defects  are  also 
considered,  the  wholesale  claim  that 
folic  acid  supplementation  will  reduce 
neural  tube  defects  becomes  even  mora 
unfounded.  Another  comment  dted  the 
irreversible  neurological  damage  that 
can  result  from  excess  intake  of  folic 
acid  by  persons  with  undiagnosed 
pernicious  anemia  and  noted  that 
maternal  hyperthermia  (for  example, 
from  use  of  hot  tubs  during  the  first 
month  following  conception)  was  a 
recognized  risk  fador  for  neural  tube 
defeds. 

Several  comments  stated  that  FDA 
should  allow  a  health  daim  that  "Folic 
acid  intakes,  at  about  the  U.S.  RDA  level 
of  400  ^g/day.  have  been  associated 
with  significantly  lowered  risk  of  severe 
birth  defeds,  including  spina  bifida."  A 
consumer  advocacy  group 
recommended  that  a  claim  for  folic  add 
and  neural  tube  defects  be  permitted 
only  on  supplements  containing  free 
folic  acid  because  there  is  evidence  that 
neural  tube  defeds  will  be  reduced  by 
such  supplements.  The  comment  noted 
further  that  there  is  additional  evidence 
that  the  incidence  of  neural  tube  defeds 
may  be  reduced  by  food  sources  of 
folate,  although  there  is  currently  no 
consensus  on  this  point. 

These  comments  raise  several 
important  issues.  The  agency  agrees  that 
neural  tube  defeds  are  multifadorial  in 
nature.  A  history  of  neural  tube  defects 
is  the  single  greatest  risk  fador  currently 
recognized.  However,  the  well- 
conduded  Medical  Research  Council 
trial  (Ref.  6)  demonstrated  a  specific 
relationship  between  intake  of  high 
doses  of  folic  acid  and  reduction  in  risk 
of  recurrence  of  some  neural  tube 
defeds  in  women  at  increased  risk  of 
this  complication  because  of  a  prior 
affeded  pregnancy.  The  effed  of  lower 
doses  of  folic  add  on  nexiral  tube 
defeds  is  less  clear.  However,  based 
upon  a  synthesis  of  information  from 
several  studies  (including  a  major  study 
that  became  available  after  FDA 
published  its  proposal  in  November, 
1991)  (Ref.  31),  all  of  which  recorded 
use  of  muhivitamins  containing  var3nng 
levels  of  folic  acid,  PHS  has 
recommended  that  all  women  of 
childbearing  age  consume  0.4  mg  (400 
Hg)  of  folic  acid  per  day  for  the  purpose 
of  redudng  their  risk  of  neural  tube 
defed-complicated  pregnancy  (Ref.  1). 

With  regard  to  the  issue  of 
effediveness  of  nonsupplement  food 
sources  of  folate  in  reducing  the 
incidence  of  neural  tube  defeds,  the 
agency  notes  that  the  vast  majority  of 
women  do  not  experience  an  occurrence 
of  a  pregnancy  complicated  by  a  neural 
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tube  defect,  and  the  available  evidence 
does  not  provide  clear  evidence  ofthe 
opUmiun  folate  intake  to  prevwit  this 
complication.  Although  the  lowest 
effective  dose  is  not  known,  the  PHS 
concluded  that  0.4  mg  (400  Mg)/day  is  an 
effective  dose  Dietary  folate 
insuffiaency  per  se  does  not  seem  to  be 
causative  in  neural  tube  defects.  The 
vast  majori^  of  women  appear  not  to  be 
predisposed  to  have  a  fblate-related 
neural  tube  defect  pregnancy.  Data  firom 
the  observational  study  of  Milunsky  et 
al..  1989  (Ref.  13)  suggested  that  women 
whose  diets  contained  more  than  100  \ig 
of  fohc  acid  had  a  lower  risk  of  a  neural 
tube  defect  pregnancy  than  did  women 
whose  diets  contained  less  than  100  )ig 
folate  per  day.  Laurence  (1983)  (Raf.  32) 
observed  that  when  dietary  counseling 
to  improve  overall  diets  was  provided  to 
women  at  risk  of  a  recurrence  of  a 
neural  tube  defiect,  and  when  such 
improved  diets  were  consumed,  risk 
reduction  approached  50  percent 
Similarly,  a  case-control  study 
conducted  in  Western  Australia 
suggested  that  diets  containing 
mcreased  amounts  of  folic  acid,  vitamin 
C,  beta-carotene,  and  fiber  (nutrients 
associated  with  fruits  and  vegetables), 
were  protective  against  occurrence  of 
neural  tube  defects  (Ref.  11).  Therefore, 
the  agency  believes,  that  with  respect  to 
options  for  implementation,  the 
saentific  data  provide  a  basis  for  further 
discussion  of  the  appropriate  intake  and 
source. 

4.  Several  comments  stated  that  FDA, 
in  developing  its  proposed  rule 
regarding  foUc  add  and  neural  tube 
defects,  rejected  conclusions  ofthe 
LSRO  report  (Ref.  33).  Several 
comments  quoted  &Y>m  conclusions  of 
the  LSRO  report  to  support  a  health 
claim  and  stated  that  the  conclusions  of 
the  LSRO  report  contributed  to  the 
sigmficant  scientific  agreement  that 
existed  regarding  the  validity  of  a  health 
claim  respecting  folic  add  and  neural 
tube  defects. 

The  agency  contracted  with  the  Life 
Sciences  Research  Office  of  the 
Federation  of  American  Societies  for 
Experimental  Biology  (LSRO/FASEB; 
FDA  Contract  No.  223-88-2124.  Task 
Order  No.  9)  to  independently  evaluate 
the  scientific  literature  respecting  folic 
acid  and  neural  tube  defects.  At  the  time 
of  publication  of  FDA's  proposal  in 
November,  1991,  FDA  had  available  a 
draft  copy  of  the  LSRO  report 
"Evaluation  of  Publicly  Available 
Scientific  Evidence  Regarding  Certain 
Nutrient-Disease  Relationships:  1.  Folic 
Acid  and  Neural  Tube  Defects"  (Ref. 
33).  In  its  proposal  (56  FR  60610),  FDA 
noted  several  concerns  with  the  LSRO 
report,  including  its  feiluie  to  focus  on 


the  specific  relationship  of  folic  add  to 
neural  tube  defects  in  studies  where 
multiple  nutrients  were  given,  or  where 
spednc  nutrient  effects  could  not  be 
isolated;  its  failure  to  differentiate 
between  risk  of  occurrence  and  risk  of 
recurrence  of  neural  tube  defects;  and 
its  failure  to  differentiate  between  daily 
doses  of  4  mg  (4.000  Hg)  versus  400  ^g 
in  terms  of  effectiveness  in  reducing  the 
risk  of  neural  tube  defects. 

LSRO/FASEB  submitted  its  final 
report  as  a  comment  in  February  1992 
(Ref.  34).  The  agency's  concerns  with 
the  draft  report  were  not  addressed  in 
the  final  LSRO  report.  Therefore, 
because  the  final  LSRO/FASEB  report 
did  not  differ  from  the  draft  report 
avail^le  to  the  agency  before 
publication  of  its  proposal,  no  change  in 
FDA's  tentative  condusion  is 
warranted. 

The  agency  notes,  however,  that  there 
are  significant  areas  in  which  the 
agency's  proposed  rule  and  the  LSRO/ 
FASEB  report  (Refs.  33  and  34)  are  in 
agreement.  For  example,  the  agency  is 
in  agreement  with  the  report  on  the 
following  topics:  (1)  That  4  mg  of  folic 
acid  has  been  demonstrated  to  have  a 
protective  effect  against  development  of 
neural  tube  defects,  (2)  that  there  is  no 
evidence  that  the  effect  of  folic  add  is 
long-lasting  as  a  protectant  or  potential 
protectant  against  neural  tube  defects. 
(3)  that  in  addition  to  maternal  and  fetal 
nutrition,  other  individual,  dietary, 
nutrition,  and  health  fectors  also 
contribute  to  the  risk  of  neural  tube 
defects,  (4)  that  there  are  significant 
gaps  in  our  knowledge  of  the  etiology  of 
neural  tube  defects  and  of  how  folic 
acid  either  alone  or  in  conjunction  with 
other  vitamins  may  proted  against 
neural  tube  defects,  and  (5)  that  it  is 
currently  unknown  whether  neural  tube 
defects  are  caused  by  a  gene-dependent 
or  drug-induced  vitamin  dependency 
requiring  a  higher  than  physiological 
intake  of  folic  add  or  other 
micronutrient. 

5.  Several  comments  stated  that 
following  publication  of  the  results  of 
the  Medical  Research  Coundl's  trial  in 
July  1991  (Ref.  6),  significant  scientific 
agreement  emerged  concerning  the 
importance  of  folic  acid  for  the 
prevention  of  neural  tube  birth  defects. 
FDA  agrees  that  the  Medical  Research 
Coundl's  randomized  double-blind 
multicenter  trial  (Ref.  6)  clearly  found  a 
significant  reduction  in  recurrence  rate 
of  neural  tube  defects  in  women 
supplemented  periconceptionally  with 
4  mg  folic  acid/day.  No  protertive 
effects  of  vitamins  other  than  folic  acid 
were  observed.  The  Medical  Research 
Council's  study  established  a  specific 
role  for  folic  acid  in  reduction  in  risk  of 


recurrence  in  a  significant  proportion  of 
women  at  lugh  ri^  of  this  complication 
because  of  anistory  of  neural  tube 
defed  pregnancies.  This  study  did  not 
investigate  the  efficacy  of  doses  of  folic 
acid  lower  than  4  mg  (4,000  ^g)  per  day. 
Based  on  a  synthesis  of  available 
studies,  however,  including  preliminary 
results  ofthe  Hungarian  intervention 
trial,  the  PHS  has  inferred  that  a  lower 
intake  of  foUc  add  will  reduce  the  risk 
of  occurrence  of  neural  tube  defects. 
However,  a  number  of  concerns  have 
arisen  with  reaped  to  the  effects  of  a 
folic  add  healtn  claim  that  must  be 
resolved  before  such  a  claim  can  be 
authorized. 

6.  A  number  of  comments  identified 
options  for  implementing  a  healih 
claim,  suggested  means  by  which  the 
folate  status  of  the  population  can  be 
improved,  recommended  daily  doses  of 
folic  acid  lower  than  400  pg,  identified 
safety  concerns,  or  expressed  concerns 
about  the  current  food  additive 
regulation  on  folic  add.  Because  these 
comments  largely  address  the  issues 
raised  as  needing  resolution  in  the 
disciission  accompanying  the  PHS 
recommendation  (Ref.  1),  FDA  believes 
that  it  is  useful  to  summarize  these 
comments.  However,  given  the  ongoing 
nature  of  this  rulemaking  process, 
responses  to  these  comments  are  not 
possible  now  but  are  likely  to  emerge  as 
the  process  proceeds. 

1.  Proposed  criteria  for  health  claims 
and  use  of  the  food  additive  regulation 

Several  comments  stated  that  the 
agency  should  establish  criteria  for 
foods  or  supplements  making  folic  add 
claims  and  proposed  such  criteria.  For 
example,  a  comment  suggested  that 
requiring  foods  and  supplements  to 
contain  more  than  20  percent  of  the 
reference  daily  intake  would  be 
inappropriate  because  the  widespread 
fortification  of  foods  might  lead  to 
excessive  foladn  intakes.  The  comment 
further  suggested  that  the  agency 
monitor  foladn  intakes  closely  after 
health  claims  for  folic  acid  appear  in  the 
marketplace  to  determine  whether  the 
public  is  ingesting  levels  that  greatly 
exceed  or  fell  short  ofthe  recommended 
daily  intake  of  400  ng.  The  comment 
recommended  that  if  the  agency  found 
that  excess  intakes  of  foUc  add  posed  a 
risk,  it  could  restrict  either  the  number 
of  foods  or  supplements  to  which  the 
vitamin  could  be  added  or  the 
maximum  levels  allowed  in  foods  or 
supplements,  according  to  the  food 
additive  regulation  for  folic  add. 
Alternatively,  the  comment  suggested 
that  FDA  could  lower  the  minimum 
folic  acid  content  of  foods  or 
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supplements  that  are  allowed  to  make 
beakh  claims 

FDA  mtends  to  review  the  question  of 
the  appropnate  level  of  fohc  aad  m 
food  However,  the  agency  notes  that  the 
nature  of  the  rulemaking  process, 
particularly  the  formal  rulemaking 
process  applicable  to  food  addiUves, 
does  not  provide  the  flexibility  or 
responsiveness  envisioned  by  the 
comment 

Another  comment  stated  that  the 
agency  should  reomre  full  and 
nondeceptive  health  claims  concerning 
neural  tube  defects  and  folic  aad  so  that 
consumers  are  not  misled  into  believing 
that  folic  aad  might  prevent  all  neural 
tube  defects  or  reduce  the  risk  of 
nonneural  tube  defect  birth  defects.  The 
comment  emphasized  that  the  agency 
should  ensure  that  claims  on  folic  add* 
containing  supplements  provide  full 
and  nondeceptive  information.  The 
comment  stated  that  a  nondeceptive 
claim  would  state  that-  (a)  Folic  acid 
reduces  the  nsk  of  only  neural  tube 
birth  defects:  (b)  saentists  estimate  that 
folic  aad-intakes  may  prevent  only  half 
of  neural  tube  defects:  (c)  consuming 
more  than  400  ^g  (0.4  mg)  of  folic  acid 
daily  will  not  necessarily  provide 
additional  protection  against  birth 
defects:  and  (d)  scientists  have  not  fully 
evaluated  the  safety  of  doses  higher  than 
800  Mg  (0  8  mg). 

The  act  requires  that  claims  on  foods 
must  be  truthful  and  not  misleading. 
The  failure  to  disclose  material  facts 
would  render  a  claim  misleading  under 
section  403(a)  of  the  act.  The  agency 
agrees  that,  based  on  the  results  of  the 
Medical  Research  Council  trial  (Ref.  6), 
the  association  between  folic  acid  intake 
and  birth  defects  is  specifically  related 
to  neural  tube  defects.  This  trial  also 
found  that  folic  add,  while  significantly 
reducing  the  risk  of  neural  tube  defects 
in  women  at  high  risk  of  recurrence  of 
this  complication,  did  not  signincantly 
alter  the  incidences  of  a  wide  variety  of 
other  birth  defects  in  the  population 
studied.  Therefore,  in  deciding  whether 
to  authorize  a  health  daim,  the  agency 
will  consider  whether  such  a  claim 
should  specirically  state  that  the  only 
types  of  birth  defects  for  which  an 
assodation  with  folic  add  has  been 
identified  are  neural  tube  defects,  such 
as  anencephaly,  spina  bifida,  and 
anencephalocoele. 

2.  EHiective  intake 

One  comment  stated  that  better 
information  on  the  lowest  effective  level 
of  folic  add  is  desirable  in  order  to 
provide  as  strong  a  basis  as  possible  for 
a  food  fortification  program.  Another 
comment  noted  that  the  available  data 
suggest  that  the  recommended  level  of 


400  Mg  of  folic  aad/ day  is  probably 
considerably  hij^er  than  is  actually 
needed  to  achieve  protection.  Several 
comments  suggested  that  a  daily  dose  of 
0.2  mg  folate  (200  Mg)  was  probably 
adequate  for  reduction  in  risk  of  neural 
tube  defects,  and  that  datagram  older  as 
well  as  more  recent  studies  support 
such  a  conclusion.  Several  comments 
stated  that  the  consideration  of  efficacy 
of  lower  doses  is  important  because 
there  are  uncertainties  as  to  whether 
dkily  supplements  of  folic  add  plus  iron 
can  reduce  zinc  absorption  and  result  in 
intrauterine  growth  retardation  in 
pregnant  women. 

The  question  of  effective  intake  was 
Highlighted  by  PHS  This  issue  was 
addressed  by  the  advisory  committee 
that  FDA  convened.  Although  PHS 
acknowledged  that  there  may  be  a  lower 
dose  that  is  effective,  it  concluded  that 
all  women  who  could  become  pregnant 
should  ingest  0.4  mg  of  folic  acid  daily 
to  reduce  their  risk  of  having  a 
pregnancy  affiected  with  a  neural  tube 
defect  (Ref.  1). 

3.  Specific  safety  issues 

Another  comment  observed  that 
widespread  fortification  of  the  food 
supply  could  result  from  authorization 
of  a  health  claim  as  produds  added 
folate  in  order  to  claim  that  they  were 
useful  in  redudng  the  risk  of  neural 
tube  defects.  The  comment  noted  that 
following  such  fortification,  the  usual 
intake  of  folic  acid  by  the  U.S. 
population  would  rise  h-om  about  250 
Mg/day/person  to  about  3  to  4  mg  (3,000 
to  4,000  Mg)/day/person,  and  that  the 
safety  of  such  an  outcome  is  by  no 
means  clear.  The  comment  identified 
large  segments  of  the  population  with 
low  vitamin  B12  status  and  mentioned 
the  potential  for  development  of 
neurological  deficits  in  such  persons  as 
a  result  of  a  food  supply  highly  fortiHed 
with  folic  add.  The  comment  urged  the 
agency  to  delay  action  until  a  full  public 
airing  permits  a  review  of  all  of  the 
implications  of  each  approach  to  policy 
in  this  and  related  areas.  One  comment 
stated  that  the  proposed  intake  of  0.4  mg 
(400  Mg)  should  be  evaluated  in  subjeds 
with  low  zinc  status  because  Hndings 
from  the  United  States,  Sweden,  and 
Britain  suggest  that  low  zinc  status  is 
much  more  common  in  pregnancy  than 
has  been  previously  suspeded.  and  that 
zinc  defidency  is  a  known  cause  of 
neural  tube  defeds  in  animal  model 
systems.  The  comment  cited  several 
references  that  reported  that  folate  can 
interfere  with  the  utilization  of  dietary 
zinc. 

These  issues  were  considered  by  the 
advisory  committee  that  FDA  convened 


and  by  the  agency  in  reaching  a  final 
decision  in  this  matter 

4.  Options  for  implementation 

One  comment  noted  that  while  the 
quickest  and  easiest  approach  to 
increasing  the  folate  intake  of  women  of 
reproductive  age  is  to  encourage  the 
consumption  of  folic  add  supplements, 
compliance  with  such  a  program  would 
be  poor.  The  comment  noted  that  many 
adolescent  women  refuse  to  use  birth 
control  even  when  provided  free  of 
charge  and  choose  not  to  proted 
themselves  against  life-thraatening 
diseases,  such  as  acquired 
immunodeficiency  syndrome  (AIDS). 
Several  comments  observed  that 
because  of  the  higher  rates  of  neural 
tube  defects  among  women  from  lower 
sodoeconomic  status  groups, 
alternatives  to  a  "one-a-day"  pill 
method  of  implementation  should  be 
considered.  Several  comments 
recommended  that  fortification  of  a 
staple  food  would  likely  reach  greater 
numbers  of  women  than  would 
programs  utilizing  the  pill  approach. 
One  comment  stated  that  food 
fortification  would  require  careful 
documentation  of  population 
distributions  of  consumption  of  the 
designated  foodstuffs  by  age,  gender, 
and  sodoeconomic  status.  Several 
comments  also  included  references 
dealing  with  the  folate  status  of  spedfic 
subgroups  of  the  U.S.  population  and 
suggested  that  fortification  of  staple 
foods  in  the  food  supply  would  be  an 
appropriate  method  of  improving  folate 
status.  The  comment  noted  groups 
within  the  population  identified  in 
surveys  or  in  clinical  studies  as  at 
potential  risk  of  folate  deficiency 
include  children,  adolescents,  adults 
(including  pregnant  women),  and  the 
elderly  who  could  also  benefit  from 
folate  fortification.  Comments  also 
identified  other  segments  of  the 
population  at  risk  of  low  folate  status  as 
those  who  use  alcohol,  oral 
contraceptives,  antifolates,  and  spedfic 
nonsteroidal  anti-inflammatory  drugs. 

Again,  the  comments  parallel 
concerns  that  were  raised  by  PHS.  They 
will  be  fully  addressed  by  the  agency  in 
deciding,  if  a  health  daim  is  authorized, 
what  is  the  most  effiedive  method  of 
presenting  the  claim  to  the  U.S.  public. 

III.  Review  of  the  Recent  Scientific 
Literature 

In  addition  to  its  evaluation  of  all 
comments  received  in  response  to  its 
proposed  rule  regarding  folic  acid  and 
neural  tube  defeds.  FDA,  using  the 
same  criteria  identified  in  the  proposal 
(56  FR  60610  at  60614).  also  reviewed 
the  scientific  literature,  induding 
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human  studies  and  studies  in  animal 
model  systems,  that  has  become 
publicly  available  since  publication  of 
its  proposed  rule  relative  to  the 
relationship  between  folic  add  and 
neural  tube  defects. 

A.  Human  Studies 

1.  Laurence  (1991)  (Ref.  35)  reported 
the  results  of  an  uncontrolled  folic  add 
supplementaticMi  trial  in  women  who 
had  a  previous  pregnancy  complicated 
by  a  neural  tube  defisct  Women  in 
Cardiff,  United  Kingdom,  at  recurrent 
risk  of  a  neural  tube  defect  pregnancy 
and  who  declined  to  partidpate  in  the 
Medical  Research  Coundl  trial  (Ret  6) 
were  advised  to  take  a  supplement 
containing  4  mg  folic  add  and  minerals 
for  not  less  than  1  month  before 
conception  and  continuing  until  12 
weeks  of  gestation.  Laurence  (1991) 
(Ref.  35)  reported  that  there  were  t%vo  (2) 
recurrences  of  neural  tube  defects 
among  234  pregnancies  (recurrence  risk 
of  8.5  per  1,000)  in  the  supplemented 
women.  The  estimated  risk  for 
recurrence  among  untreated  women 
(none  were  included  in  the  trial)  was 
about  30  per  1.000.  Laurence  (1991) 
(Ref.  35)  estimated  that  the  folic  add 
plus  minerals  supplementation  reduced 
the  risk  of  recurrence  of  neural  tube 
defects  by  more  than  two-thirds.  The 
author  noted  that  although  this  was  an 
uncontrolled  trial,  folic  add  should  be 
offered  to  all  high  ri^  women  planning 
further  pregnancies. 

2.  Measurement  of  maternal  or  fatal 
blood  levels  of  spedfic  vitamins  is  one 
method  used  to  test  the  hypothesis  that 
folic  acid  status  is  diredly  related  to 
risk  of  neural  tube  defeds.  Several 
investigations  have  tested  this 
hypothesis  by  determining  whether 
occurrence  of  neural  tube  defods  is 
associated  with  decreased  maternal 
levels  of  vitamins  (Refs.  14  throu^  17). 
A  recently  reported  study,  Holzgreve  et 
al.  (1991)  (Ref.  36),  found  no  differences 
in  serum  and  erythrocyte  folate  in  blood 
samples  from  fetuses  with  neural  tube 
defects  (nsl7)  or  fetuses  without  sudi 
defeds  (ns45).  Samples  were  obtained 
at  16  to  22  wedcs  of  gestational  age.  The 
folate  level  of  women  pregnant  with  a 
neural  tube  defed-affeded  fetus  was 
normal,  and  nutritional  status  did  not 
differ  between  the  two  groups.  The 
authors  noted  that  their  finoings  of  no 
correlation  between  neural  tube  defeds 
and  fetal  blood  folate  values  do  not 
necessarily  contradid  the  Medical 
Research  Coundl  study  (Ref.  6)  but 
show  that  an  easy  explanation  for  the 
protective  effed  of  folate  observed  in 
the  British  study  cannot  as  yet  be 
provided.  The  authors  also  stated  that 
further  research  is  needed  to  define  the 


role  of  micronutrients  in  the 
development  of  neural  tube  defects. 

3.  The  results  of  the  Medical  Research 
Coundl  trial  (Ref.  15)  demonstrated  that 
women  at  very  high  risk  of  having  a 
recurrence  of  a  neural  tube  defed* 
complicated  pregnancy  could 
significantly  reduce  their  risk  by  taking 
a  high  level  of  folic  add 
periconceptionally.  Other  investigators 
have  attempted  to  determine'how  these 
results  might  apply  to  a  general 
population  of  women  at  much  lower 
risk  of  occurrence  of  neural  tube  defects. 
Mills  et  al.  (1992)  (Ref.  37)  measured 
levels  of  folate,  vitamin  Bi2,  and  retinol 
in  maternal  serum  samples  drawn  early 
in  89  pregnandes  resulting  in  neural 
tube  defect  ofbpring  and  in  178  control 
pregnancies.  Samples  were  obtained 
within  8  tveeks  of  neural  tube  dosure. 
The  results  of  this  population-based 
study  in  Finland,  a  low  prevalence  area 
for  neural  tube  defects,  demonstrated  no 
relationship  between  maternal  serum 
folate,  vitamin  Bu,  and  retinol  during 
pregnancy  and  the  risk  of  neural  tube 
defeds. 

B.  Animal  Studies 

Studies  with  animal  model  systems 
are  one  of  several  lines  of  evidence  that 
are  used  to  establish  associations 
between  various  nutrients  or  toxicants 
and  birth  defeds.  The  relationship 
between  folate  deficiency  and  the 
inddence  of  neural  tube  defects  in 
experimental  animal  model  systems  is 
not  clear.  A  variety  of  protocols  have 
been  used  to  study  the  relationship 
between  nutritional  status  and  risk  of 
neural  tube  defects  (56  FR  60610).  The 
anticonvulsant  drug  valproic  add  is 
suspeded  of  causing  neural  tube  defects 
in  humans.  The  mechanism  for  such 
effeds  is  unknown  but  has  been 
postulated  to  involve  indudion  of  a 
deficiency  of  folic  add.  Hansen  and 
Grafton  (1991)  (Ref.  38)  examined  this 
possibility  by  culturing  rat  embryos 
concurrently  in  valproic  add  and  folinlc 
acid,  a  folic  acid  derivative.  The  authors 
reported  a  dose-related  increase  in  the 
number  of  open  neural  tubes  in  rat 
embryos  cultured  in  valproic  add. 
When  various  concentrations  of  folinic 
acid  were  added  in  combination  with  a 
teratogenic  dose  of  valproic  add,  there 
was  no  decrease  in  the  inddence  of 
open  neural  tubes.  The  results  of  this 
study  suggested  that  valproic  add- 
induced  open  neural  tubes  in  this 
experimental  animal  model  system  are 
not  the  result  of  a  defidency  of  folic 
add. 

However,  Wegner  and  Nau  (1991) 
(Ref.  39)  also  studied  the  protedive 
effiads  of  folinic  add  against  valproic 
add-induced  neural  tuJbe  defects  in  the 


mouse  and  reported  a  different  result 
These  authors  observed  significant 
diurnal  variations  in  folate  metabolism 
in  mouse  embryos  between  days  6.5  and 
9.5  of  gestation.  They  measured 
significant  time  dependent  protective  . 
effects  against  valproic  add-induced 
teratogenesis  such  that  folinic  add 
reduced  neural  tube  defects  when 
provided  at  one  time  period  but  not 
when  provided  at  another  time  period. 
Such  findings  indicate  the  extreme 
sensitivity  of  developing  embryonic 
tissue  to  external  factors  and  are  of 
importance  in  considering  interactions 
of  drugs  with  folate  metabolism  as  a 
possible  mechanism  of  teratogenesis 
(Ref.  39). 

Other  investigations  have  sought  to 
determine  whether  mice  defident  only 
in  folic  add  produce  embryos  with 
neural  tube  defects.  For  example.  Held 
et  al..  1992  (Ref.  40)  used  folate-free 
amino  add-based  diets  for  producing 
well-defined  dietary  concentrations  of 
folic  add  for  rats  and  mice.  Heid  et  al 
(Ref.  40)  reported  that  when  Swiss- 
Webster  mice  were  fed  inadequate 
dietary  folic  add.  fewer  and  smaller 
embryos  (that  developed  normally)  were 
produced  during  pregnancy.  Their 
studies  indicated  that  folate  defidennr 
alone  is  insufiident  to  produce  neural 
tube  defects  in  Swiss- Webster  mice. 

C.  Authoritative  ^tdements 

1.  Institute  of  Medicine.  National 
Academy  of  Sdences 

In  1990,  the  Institute  of  Medidne  of 
the  National  Academy  of  Sdences 
published  its  report,  "Nutrition  During 
Pregnancy"  (Ref.  28).  The  Institute  of 
Medicine  updated  this  report  in  1992 
(Refs.  41  and  42)  to  refled  new  data 
(primarily  the  results  of  the  Medical 
Research  Council  trial;  Ref.  6)  that  had 
become  available  since  the  first 
publication  of  the  report.  Data  from  the 
Hungarian  randomised  intervention 
trial  were  not  publicly  available  at  the 
time  the  report  was  updated.  The  report 
noted  that  a  previous  nistory  of  a  neural 
tube  defed  snould  alert  health  care 
providers  to  the  need  for  preventive 
measures  before  a  subsequent 
pregnancy.  The  report  recommended 
that  women  with  a  history  of  neural 
tube  defed-cbmplicated  pregnancy 
follow  the  CDC  reconunendations  (Refs. 
41  and  42)  for  high-dose  folic  add 
supplementation  (preconceptionally 
and  throu^out  the  first  trimester,  under 
a  physidan's  supervision)  to  reduce 
their  risk  of  recurrent  neural  tube 
defects  (Refs.  41  and  42).  The  report 
noted  that  questions  remain  concerning 
the  etiology  of  neural  tube  defects,  the 
moat  appropriate  dosage,  and  the 
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appropriate  role  of  nutrition  in 
preventing  first  occurrences. 

2.  World  Health  Organization 

That  there  is  still  considerable 
uncertainty  as  to  how  best  to  reduce  the 
risk  of  neural  tube  defects  is  shown  by 
information  in  a  recently  published 
"World  Health  OrganizaUon  (WHO) 
Drug  Information  Bulletin"  (Ref.  43). 
The  bulletin  notes  that  an  expert 
advisory  committee  has  now  been  set  up 
in  the  United  Kingdom  to  consider  how 
best  to  ensure  that  all  women  likely  to 
become  pregnant  receive  supplementary 
folic  add  (Ref.  44).  The  WHO  Bulletin 
states  "Unfortunately  the  available  data 
provide  no  indication  of  how  long 
supplementation  needs  to  be  continued 
to  obtain  the  maximum  effect,  or  of 
whether  the  same  protective  effect  can 
be  obtained  with  lower  doses.  These  are 
matters  of  some  importance  because  it 
may  be  impracticable  to  supply  a 
supplement  of  4  mg  daily  from  dietary 
sources  alone.  Some  empiricism  will  he 
required  to  arrive  at  a  recommendation. 
Short  of  conducting  a  further  trial  with 
different  dosage  regimens,  formal 
demonstration  of  a  dose^ffect 
relationship  will  remain  outstanding" 
(Ref.  43).  FDA  notes  that  data  from  the 
Himgarian  intervention  trial  were  not 
publicly  available  at  the  time  this 
statement  was  prepared. 

D.  Conclusions  from  the  Recent 
Scientific  Literature 

The  recent  scientific  literature, 
including  studies  in  humans  and 
animals,  is  consistent  with  PHS 
recommendation  and  raises  a  number  of 
issues  that  PHS  noted  as  needing 
resolution. 

IV.  Actions  on  Folic  Add 

A.  Determination  That  No  Claim  Can  be 
Authorized  at  This  Time 

Section  403(r)(3)(B)(i)  of  the  act  states 
that  FDA  is  to  grant  a  health  claim  when 
there  is  significant  scientific  agreement 
that  the  scientific  data  relating  a 
nutrient  to  a  disease  or  health  condition 
supports  such  a  claim.  The  recent  PHS 
recommendation  (Ref.  1)  evidences  that 
such  agreement  exists.  However,  the 
Food.  Drug  and  Cosmetic  Act  must  be 
read  as  a  whole. 

Sections  403(r)(3)(A)(ii).  402(a).  and 
409  of  the  act  express  the  proposition 
that  the  use  of  a  substance  in  food  must 
be  safB.  As  the  PHS  recommendation 
states  (Ref.  1),  there  are  significant 

Sjuestions  that  persist  about  the  use  of 
blic  acid  in  food.  Questions  raised  in 
the  PHS  recommendation  (see  section 
LEJ.  of  this  document)  include  the 
safety  of  high  intakes  t^  both  the  target 


population  as  well  as  by  other  segments 
of  the  population  who  may 
unintentionally  be  exposed  to  high 
int^es  if  overfortification  of  the  food 
supply  were  to  occur  as  a  restilt  of  the 
PHS  recommendation.  There  are. 
additionally,  several  other  unresolved 
scientific  questions  that  %vill  require 
discussion  before  a  claim  is  authorized. 

Based  on  these  concerns.  FDA 
concludes  that  xindm  section  403(r)(3)  of 
the  act.  it  caimot  authorize  a  health 
claim  on  folic  acid  and  neural  tube 
defects.  FDA  is  concerned  that  the 
possibility  exists  that  folic  add  itself 
could  be  a  sulMtance  that  increases  the 
risk  of  a  disease  or  a  health-related 
condition  in  persons  in  the  general 
population  (see  section  403(r)(3)(A)(ii) 
of  the  act).  Therefore.  FDA  concludes 
that  it  cannot  authorize  a  health  claim 
on  folic  add  until  the  questions 
regarding  the  safety  of  the  use  of  this 
nutrient  as  well  as  the  other  concerns 
raised  by  PHS  are  satisfadorily 
resolved.  However,  the  agency  is 
undertaking  efforts  to  address  and 
resolve  these  concerns.  The  remainder 
of  this  document  outlines  how  the 
agency  will  do  so. 

B.  Issues 

1.  Estimation  of  range  of  increased 
intakes 

FDA  expects  that  there  would  likely 
be  a  significant  increase  in  consumption 
of  folic  add  by  women  in  their 
childbearing  years,  and  by  the  general 
population,  if  a  health  claim  were  to  be 
authorized  because  manufacturers 
would  add  folic  add  to  their  products 
in  order  to  claim  that  these  products  are 
useful  in  reducing  the  risk  of  birth 
defects.  Intakes  of  multiple  doses  of  bee 
folic  add  in  the  form  of  supplements 
and  from  its  increased  presence  in  the 
food  supply  could  rapidly  result  in 
intakes  of  more  than  3  mg  (3,000  ^g}/ 
day  by  persons  in  the  target  population 
as  well  as  by  persons  in  the  general 
population  (see  Table,  Estimate  A). 
Considerably  higher  amounts  of  folic 
add  (approximately  7  mg  (7,000  ^g)/ 
day)  could  be  consumed  by  subgroups 
of  the  population  (e.g..  teen-age  and 
young  adult  males,  heavy  users  of 
supplements)  (see  Table,  Estimate  B). 

a.  Differences  in  bioavailability 
between  free  folic  acid  and  food  folate. 
It  is  well-recognized  that  the 
bioavailability  of  free  folic  add  (the 
form  induded  in  dietary  supplements 
and  in  fortified  foods)  is  several-fold 
greater  than  that  of  naturally  occurring 
food  folates.  Estimates  of  the  increased 
bioavailability  ("potency")  of  free  folic 
add  relative  to  food  folates  range  from 
at  least  2-fold  to  4-fold  or  greater  (Rel 


45).  The  pronounced  differences  in 
bioavailaoility  between  fi?ee  folic  add 
and  food  folates  must  be  factored  into 
considerations  of  appropriate  dose  as 
well  as  considerations  of  potential 
safety  issues. 

b.  History  of  use.  Because  the  National 
Research  Coxmdl  recommended  daily 
allowances  have  been  set  below  500  pg 
of  food  folates  ("foladn")  (except  those 
for  pregnant  women)  since  1068  (Refs. 
46.  47,  and  48).  and  because  the  food 
additive  regulation  has  limited  the 
amount  of  free  folic  add  added  to 
fortified  foods  and  supplements  to  400 
pg/day  (except  supplements  for 
pregnant  or  lactating  women),  there  is 
no  history  of  long-term  use  by  persons 
in  the  general  U.S.  population, 
including  pregnant  women,  of  daily 
intakes  of  free  folic  add  in  excess  of 
about  1  mg  (1.000  pg).  Therefore, 
potential  safety  concerns  must  be 
addressed. 

2.  Spedfic  safety  issues  and  estimates  of 
magnitude 

If  a  wide  variety  of  food  sources  were 
fortified  with  400  pg  folic  add/serving, 
as  would  likely  occur  following 
authorization  of  a  health  claim,  intakes 
of  folic  add  could  easily  reach  3  mg 
(3,000pg)/day  or  higher.  FDA's  concerns 
regarding  large  increases  in  folic  add 
fortification,  and  the  large  increases  in 
intake  that  would  result,  are 
summarized  below. 

a.  Vitamin  Birrelated  issues,  (i)  Issue: 
As  mentioned  above,  in  the  presence  of 
excess  folic  add  and  inadequate  vitamin 
Bi2.  the  anemia  of  vitamin  Bu 
defidency  mav  not  develop  but  severe 
and  irreversible  nerve  damage  may 
continue.  This  interaction  between  the 
functions  of  folic  add  and  vitamin  Bu 
has  been  recognized  for  many  years  and 
is  the  basis  for  the  precautionary 
statement  on  oral  and  parenteral 
preparations  of  folic  add  for  therapeutic 
use  in  treating  folate-defidency 
anemias.  The  agency  is  reviewing  the 
literature  upon  which  this  concern  is 
based. 

In  1945.  folic  add  was  introduced  as 
a  possibly  spedfic  substance  for  the 
treatment  of  pemidous  anemia.  A  large 
number  of  reports  based  on  small 
numbers  of  cases  studied  for  short 
periods  of  time  followed  the 
introduction  of  this  new  therapy  (Ref. 
49).  It  was  soon  recognized  that  the  two 
manifestations  of  pemidous  anemia 
(the  hematologic  disturbances  and  the 
neurologic  distiirbances)  responded 
difiiarently  to  therapy  with  folic  add. 
Reports  began  to  appear  in  the  literature 
calling  attention  to  the  deleterious  and 
sometimes  "explosively"  harmful 
effects  of  folic  add  on  the  neurologic 
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manifestations  of  the  disease  (Refs.  SO 
through  S3). 

There  is  ample  evidence  that  most 
patients  with  pernicious  anemia 
respond  hematologically  to  folic  acid 
(Refs.  54  through  S9).  Doses  of  1  to  S  mg 
folic  acid  can  reverse  the  hematologic 
abnormalities  of  the  deficiency  (Ren.  60 
through  64).  Hematologic  improvement 
in  pernicious  anemia  has  also  been 
noted  at  doses  of  folic  acid  lower  than 
1  mg  (e.g..  200  to  500  ^g)  (Rafe.  58.  S9. 
65  throi^  67.  and  100).  but  the 
responses  have  been  less  predictable 
than  those  to  doses  of  1  to  5  mg.  For 
example.  Chosy  et  al.  (1962)  (Ref.  66) 
reported  that  daily  injections  of  400  ^g 
of  folic  acid  caused  hematologic 
responses  in  some  patients  with 
pernicious  anemia.  Some  investigators 
have  not  been  convinced  that  amounts 
of  folicacid  within  the  range  of  200  to 
500  ^g/day  would  mask  pernicious 
anemia  (Refs.  65. 68,  and  101).  while 
others  have  reported  suboptimal 
responses  to  500  iig  of  folic  acid  in 
patients  with  pernicious  anemia  (Refis. 
58  and  59). 

On  the  basis  of  the  degree  of 
reticulocyte  response.  200  ^g  folic  add 
has  been  used  to  difliarentiate  between 
the  megaloblastic  anemias  caused  by 
folate  deficiency  and  vitamin  Bn 
deficiency  (Ref.  69).  Chanarin  (1969) 
(Ref.  69)  cautioned  that  this  use.  should 
not  be  interpreted  to  mean  that  long- 
term  administration  of  200  ^g  of  folic 
acid  could  not  mask  pernicious  anemia 
in  some  otherwise  untreated  patients. 
Herbert  (1975)  (Ref.  70)  and  Herbert  et 
al.  (1980)  (Ref.  71)  recommended  that 
100  tig  folic  add  be  administered  orally 
in  therapeutic  trials.  This  dosage  has 
been  shown  to  provide  a  maximal 
hematologic  response  in  patients  with 
folate  deficiency  but  not  in  those  with 
vitamin  B12  deficiency  (Ref.  72).  This 
finding  is  in  agreement  with  the 
statement  of  Chanarin  (1969)  (Ref.  69) 
that  doses  of  folic  acid  greater  than  200 
^g/day  might  produce  hematologic 
responses  in  some  patients  with 
pernicious  anemia. 

Pernicious  anemia  is  not  an 
insignificant  or  rare  condition  in  the 
United  States  (see  section  IV.B.2.a.ii.  of 
this  document),  nor  is  its  diagnosis 
always  straightforward.  For  example. 
Lindenbaum  et  al.  (1990)  (Ref.  73)  has 
reported  that  while  serum  cobalamin 
levels  have  been  generally  considered  to 
be  essentially  100  percent  sensitive  in 
the  detection  of  clinical  disorders 
caused  by  cobalamin  defidency.  there  is 
a  significant  minority  of  patients  with 
cobalamin  defidency  whose  serum 
cobalamin  levels  are  normal.  In  such 
individuals,  measurements  of  serum 
metabolite  concentrations  of 


methylmalonic  acid  and  total 
homocysteine  may  be  necessary  to 
facilitate  the  diagnosis  of  vitamin  B12 
defidency  (Ref.  73). 

In  summary,  the  available  evidence 
indicates  that  some  patients  with 
pernicious  anemia  will  respond  to  folate 
therapy  in  doses  less  than  500  Mg^day. 
Other  individuals  %irith  pemidous 
anemia  will  not  exhibit  hematologic 
remission  at  such  doses  but  will 
respond  to  doses  of  1  mg  of  folic  add 
and  higher.  It  is  not  possible  to  answer 
with  certainty  whether  intakes  of  folic 
acid  in  foods  approaching  400  (ig/day 
could  result  in  transient  hematologic 
remission  in  patients  with  pemidous 
anemia.  The  agency  believes  that  this 
issue  warrants  further  discussion. 

(ii)  Estimates  of  magnitude:  Vitamin 
Bi2  deficiency  anemias  are  not 
uncommon  in  the  U.S.  population. 
Information  from  the  National  Center  for 
Health  Statistics  indicates  that  there 
were  740.000  patient  visits  to 
physidans'  offices  with  a  diagnosis  of 
pernicious  anemia  during  the  2-year 
interval  1989  to  1990  (Ref.  74). 
Approximately  524,000  of  these  visits 
were  by  women  (Ref.  74).  An  additional 
16,000  patient  visits  during  this  interval 
involved  a  diagnosis  of  other  vitamin 
Bi2  deficiencies  (for  example,  those 
aSsodated  with  consumption  of 
vegetarian  diets). 

National  Center  for  Health  Statistics 
records  fi-om  the  National  Hospital 
Discharge  sur\'ey  for  1990  identified 
31.000  discharges  that  included  a 
diagnosis  of  pemidous  anemia  and  an 
additional  7.000  discharges  that 
included  a  diagnosis  of  other  vitamin 
Bj2  deficiency  anemia  (Ref.  75). 

It  is  recognized  that  among  Afiican- 
Americans,  particularly  African- 
American  women,  pernicious  anemia  is 
not  confined  to  the  elderly,  as  it 
generally  is  among  whites  (Refs.  76 
through  78).  Thus,  a  large  subgroup  of 
,  young  African-American  women  in  the 
general  population  may  be  especially 
vulnerable  to  adverse  effects  of 
significantly  increased  intakes  of  folic 
acid. 

Although  the  number  of  "visits" 
recorded  in  the  ambulatory  care  surveys 
mentioned  above  include  multiple  visits 
by  some  patients,  the  data  show  that 
pernicious  anemia  is  not  an 
insignificant  or  rare  condition  in  the 
U.S.  population.  There  is  currently  no 
way  to  determine  how  many  persons  in 
the  general  U.S.  population  have 
undiagnosed  vitamin  B12  defidency.  A 
large  number  of  people  have  subnormal 
levels  of  semm  vitamin  B12  without 
having  any  classical  manifestations  of 
vitamin  Bn  deficiency  (Refs.  79  and  80). 
Ten  to  twenty  percent  of  elderly 


persons,  more  than  25  percent  of 
demented  patients.  IS  to  20  percent  of 
AIDS  patients,  and  15  to  20  percent  of 
patients  with  malignant  diseases  have 
low  serum  vitamin  B12  levels.  In 
addition.  5  to  10  percent  of  all  patients, 
regardless  of  age  or  clinical  status,  are 
found  to  have  low  serum  B12  levels. 
Metabolic  and  subtle  neurologic 
dysfunction  are  demonstrable  in  a 
significant  fraction  of  such  cases  (Ref. 
79).  Very  little  is  known  about  whether 
folate  supplementaticm  has  any  effect  on 
such  persons,  who  axe  more  niunerous 
in  the  population  than  are  patients  with 
pernicious  anemia  (Ref.  79).  This  issue 
requires  consideration  in  assessing  the 

i>otential  impact  of  increased  intakes  of 
olic  add. 

b.  Risks  to  pregnant  women.  In 
"Nutrition  During  Pregnancy."  the 
Institute  of  Mediqine  (lOM)  stated  that 
the  safety  of  large  doses  of  folic  acid 
during  pregnancy  has  not  been 
systematically  determined  (Ref.  28).  The 
lOM  noted  that  large  doses  of  foUc  acid 
may  inhibit  the  absorption  of  other 
nutrients  by  competitive  interaction  and 
can  also  obscure  the  diagnosis  of  onset 
or  relapse  of  pemidoiis  anemia  which 
is  extremely  rare  in  women  of 
childbearing  age.  The  lOM 
recommended  modest  supplementation 
for  some  segments  of  the  U.S. 
population.at  risk  of  folate  inadequacy. 
Such  subpopulations  include  some 

E regnant  women  who  lack  the 
now  ledge  or  finandal  resources  to 
piirchase  adequate  food,  abiisers  of 
alcohol,  dgarettes.  or  drugs,  those  with 
malabsorption  syndromes,  pregnant 
adolescents,  and  women  bearing  more 
than  one  fetus.  Based  upon  data 
available  at  the  time,  the  lOM 
recommended  300  (ig  folate  daily  during 
pregnancy  for  such  subpopulations  (Ref. 
28). 

(i)  Issue.  A  potential  risk  of  increased 
folic  acid  supplementation  involves 
ejects  of  hi^  blood  levels  of  free  folic 
acid  on  the  embryo  during  early 
gestation.  The  Medical  Research 
Council  study  that  treated  women  at 
hig^  risk  of  a  reciurence  of  a  neural  tube 
defect  pregnancy  with  4  mg  folic  add 
daily  did  not  have  the  power  to 
ascertain  the  safety  of  such  high  level 
supplementation  in  the  population 
studied.  This  concem  was  stated  by  the 
study's  author  (Ref.  6).  The  agency 
noted  above  that  there  is  no  history  of 
long-term  use  in  the  United  States  of 
folic  acid  at  levels  at  or  above  about  1 

mg/day. 

(ii)  Estimate  of  magnitude.  About  4 
million  pregnandes  occur  in  the  United 
States  each  year.  The  concem  regarding 
the  lack  of  safety  data  for  high  doses  of 
folic  add  in  pregnant  women  has  been 
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discussed  in  the  scientific  literature 
since  the  report  of  the  successful 
Medical  Research  Council  trial  (Ref.  6). 
For  example,  Leeming  et  al.  (1991)  (Ref. 
81)  stated  that  while  4  mg  of  folic  add 
until  12  wreeks  of  pregnancy  may  reduce 
the  incidence  of  neural  tube  defects  in 
women  at  high  risk  of  recurrence,  there 
may  also  be  damaging  effects.  These 
authors  suggested  that  substantial 
amounts  of  unmetabolized  folic  add 
appear  in  the  plasma  after  a  single  high 
dose  and  suggested  that  high  drculating 
levels  of  folic  acid  may  damage 
developing  neural  tissue  during  early 
embryonic  development.  They  further 
noted  that  high  levels  of  folic  add  are 
not  normally  found  in  the  drculation. 
Scott  et  al.  (1991)  (Ref.  82)  also 
suggested  the  seriousness  of  risk  during 
early  embryonic  development.  They 
stated  that  while  the  fully  developed 
brain  may  be  protected  from  neurotoxic 
effects  of  high  circulating  levels  of  folic 
add,  no  information  is  available  as  to 
whether  developing  neural  tissue  is 
similarly  protected. 

c.  Persons  with  epilepsy  (i)  Issue.  The 
possibility  has  been  raised  that  folic 
acid  supplements  in  high  doses  may 
reverse  the  effectiveness  of 
anticonvulsant  medication  (Ref.  83). 
Folic  add  and  certain  anticonvulsants 
compete  with  each  other  for  receptors 
on  brain  cells.  A  potential  concern  is 
whether  high  intakes  of  folic  acid 
exacerbate  seizures  in  persons  with 
uncontrolled  or  with  drug-controlled 
epilepsy. 

(ii)  Estimates  of  magnitude.  There  are 
an  estimated  200.000  persons  in  the 
United  States  whose  epilepsy  is  not 
controlled.  Most  studies  on  the  effects  of 
folic  acid  in  persons  with  drug 
controlled  epilepsy  have  involved 
institutionalized  individuals  and 
responses  to  increased  intakes  have 
been  variable. 

d.  Persons  taking  drugs  that  interfere 
with  folate  metabolism,  (i)  Issue.  Folate 
antagonists  such  as  Methotrexate  are 
used  in  the  treatment  of  various  cancers, 
including  leukemias  (Ref.  84).  In 
addition,  low  doses  of  Methotrexate  are 
currently  used  in  the  treatment  of 
psoriasis,  rheumatoid  arthritis,  and 
bronchial  asthma.  The  antifolate 
Trimethoprim  is  used  to  treat  bacterial 
infections.  Other  therapeutic  drugs  that 
interfere  with  folate  metabolism 
include:  Pyrimethamine.  Triamterene, 
sulfasalazine,  colchicine,  phenyltoin, 
and  Trimetrexate  (Ref.  84).  Recognition 
of  the  therapeutic  usefulness  of  these 
antifolate  drugs  for  the  conditions  above 
has  developed  during  the  last  30  years. 

(ii)  Estimates  of  magnitude.  The  drugs 
mentioned  above  are  used  in  the 
treatment  of:  Psoriasis,  rfaeimiatoid 


arthritis,  bronchial  asthma,  malaria, 
hypertension.  Crohn's  disease,  gout, 
epilepsy,  and  AIDS.  Taken  together, 
many  of  these  conditions  affect 
significant  portions  of  the  general  U.S. 
population. 

The  safety  of  significantly  increased 
folate  intakes  by  persons  with  these 
disorders,  whether  or  not  they  are 
receiving  antifolate  medications, 
remains  an  open  question  (Ref.  85).  The 
safety  or  toxidty  of  oral  folic  add 
supplements  in  persons  who  are  being 
treated  with  drugs  known  to  interfere 
with  folate  metabolism  requires  further 
discussion. 

It  is  not  known  whether  substantially 
increased  intakes  of  folic  add  would 
impair  (or  reverse)  the  therapeutic 
effectiveness  of  these  medications.  It  is 
known,  for  example,  that  "rescue"  by  5- 
formyl-tetrahydrofolate  (a  biologically 
active  reduced  folate  derivative  that  can 
compete  with  antifolate  compounds  and 
does  not  require  the  activity  of  the 
enzyme  dihydrofolate  redudase  for 
conversion  to  an  adive  form)  is  used  in 
patients  undergoing  chemotherapy  with 
the  antifolate  Methotrexate.  Treatment 
with  5-formyl-tetrahydrofolate  is  used  to 
reduce  the  toxidty  of  Methotrexate  and 
to  proted  nonmalignant  cells  (for 
example,  those  in  the  intestinal  trad) 
from  damage  by  the  chemotherapeutic 
agent. 

3.  Identifying  and  targeting  the 
population  at  risk 

a.  The  target  population.  Given  the 
absence  of  biological  markers  to  identify 
women  at  greatest  risk  of  a  neural  tube 
defed  pregnancy,  a  very  large 
population  of  women  must  be  reached 
in  attempts  to  reduce  the  risk  of  neural 
tube  defeds.  There  are  about  70  million 
women  of  reprodudive  age  in  the 
United  States,  of  whom  about  2,500 
annually  will  have  a  pregnancy 
complicated  by  a  neural  tube  birth 
defed.  As  noted  above,  this  number  is 
an  underestimate  of  the  number  of 
neural  tube  defed  pregnancies  that 
occur.  The  safety  issues  show  the 
importance  of  the  method  of 
implementation  chosen  to  reach  the 
target  population.  Fortification  of  the 
food  supply,  for  example,  would  expose 
more  than  250  million  people  to 
increased  folic  acid  intakes  to  reach  the 
approximately  4  million  women  who 
become  pregnant  each  year.  Use  of 
supplements,  while  potentially  capable 
of  targeting  some  of  the  population  at 
risk,  would  not  likely  reach  those  of 
lower  socioeconomic  status  or 
noncompliers  who  might  also  be  at 
increased  risk. 

b.  Estimation  of  the  "folic  acid- 
preventable"  fraction  of  neural  tube 


defects.  The  folic  add-prrtedlve  effects 
against  risk  of  neural  tube  defects  found 
in  studies  of  folic  add  at  levels  lower 
than  1  mg/day  have  ranged  from  none 
to  substantial  (Ref.  1).  In  general, 
observational  studies  in  areas  of 
moderate  prevalence  (2-5  neiual  tube 
defeds/l.OOO  births)  have  found 
protedive  effects,  while  a  study  in  two 
areas  of  lower  prevalence  Oess  than  1 
neural  tube  dered/l.OOO  births)  fotind 
no  protective  effed.  While  such 
considerations  should  not  negate  an 
appropriate  recommendation  for  women 
of  child-bearing  age.  the  magnitude  of 
the  preventable  fraction  may  influence 
dedsions  on  how  best  to  implement  the 
PHS  recommendation  and  thus  whether 
and  how  to  provide  for  a  health  claim. 

4.  How  does  the  available  information 
on  effective  levels  of  intake  affed 
options  for  implementation 

The  neural  tube  forms  and  closes 
during  the  first  month  after  conception 
before  most  women  are  aware  of  their 
pregnancy.  For  this  reason,  and  since 
more  than  half  of  the  pregnandes  in  the 
United  States  are  unplanned  (Ref.  119). 
the  PHS  recommendation  stated  that  it 
would  be  prudent  for  women  to 
consume  0.4  mg  of  folic  acid  daily  on 
a  regular,  continuous  basis  as  long  as 
they  are  capable  of  becoming  pregnant 
(Ref.  1). 

In  the  supplementary  information 
accompanying  its  recommendation,  the 
PHS  noted  that  it  is  possible  that  lower 
intakes  of  folic  add  may  reduce  the  risk 
of  neural  tube  defeds.  but  that  further 
research  would  be  needed  to  leam  the 
minimum  effective  level  (Ref.  1).  This 
issue  is  of  importance  not  only  because 
supplement  doses  lower  than  0.4  mg 
(400  ^g)  have  not  been  studied 
adequately,  but  because  of  the  unknown 
contribution  of  dietary  intake  to  the 
results  reported  in  the  available  studies. 
Most  of  the  studies  of  supplement  use 
have  not  evaluated  folate  intake  from 
foods.  Thus,  the  base  of  dietary  folate 
intake  to  which  a  folic  add-containing 
supplement  was  added  is  unknown. 
This  complicates  assessment  of  intake- 
response  relationships. 

Consideration  of  tne  minimum 
efTedive  level  of  intake  is  also  relevant 
because  of  the  need  for  women  to 
maintain  good  folate  nutriture  at  least  1 
month  before  conception  and  through 
the  first  6  weeks  of  pregnancy.  Given 
this  fad  and  the  high  rate  of  unplanned 
pregnancies  in  the  United  States, 
women  potentially  must  consume  an 
effedive  amount  of  folic  add  during  all 
or  most  of  their  child-bearing  years. 
This  represents  30  years  or  more  of 
chronic  exposure  for  the  target 
population.  If  the  minimum  effective 
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level  is  added  to  the  cxinventional  food 
supply,  it  represents  a  lifetime  of 
exposure  for  the  entire  population. 

The  best  available  studies  used  daily 
intakes  of  folic  add  of  0.8  mg  (800  ^g) 
or  4  mg  (4,000  ^g).  These  levels  are 
outside  of  the  range  of  folate  provided 
by  usual  U.S.  diets  (100  to  500  ^g/day). 
For  example,  the  well-conducted 
Medical  Research  Council  trial 
demonstrated  that  4  mg  of  folic  acid 
daily  during  the  periconceptipnal 
period  was  effective  in  women  at  high 
risk  of  a  recurrence  of  a  neural  tube 
defect-affected  pregnancy  (Ref.  6). 
Preliminary  data  from  the  recently 
closed  Hungarian  trial  in  women  at  risk 
of  occurrence  of  a  neural  tube  defect 
pregnancy  showed  that 
periconceptional  use  of  800  ^g^folic  acid 
in  a  multivitamin/multimineral 
preparation  significantly  reduced  these 
defects  (Ref  30).  Under  current 
regulations,  products  with  these  dosages 
are  drugs. 

Based  on  a  synthesis  of  information 
from  several  stuiies.  includingthose 
that  recorded  use  of  multivitamins 
containing  folic  acid  at  varying  doses, 
the  PHS  inferred  that  folic  acid  at  levels 
of  0.4  mg  per  day  will  reduce  the  risk 
of  neural  tube  defects  (Ref.  1).  This  level 
is  currently  regulated  as  a  food. 

Whether  other  vitamins  have  an 
impact  on  the  effect  of  folic  acid  when 
taken  at  low  doses  is  not  known.  For 
example.  Smithells  et  al.  (Ref.  8)  used 
360  ^g  folic  acid  with  other  vitamins, 
and  the  Hungarian  study  (Refs.  27  and 
30)  used  a  dose  of  800  ^g  folic  acid  with 
other  vitamins.  The  study  of  Milunsky 
et  al.  (1989)  (Ref.  13)  examined  folic 
acid  as  a  component  of  multivitamins, 
and  Mulinare  et  al.  (1988)  (Ref.  12) 
studied  vitamin  use  but  there  was  no 
documentation  of  folic  acid  use.  All 
preparations  associated  with  reductions 
in  risk  of  neural  tube  defects,  with  the 
exception  of  preparations  used  in  the 
Medical  Research  Council  trial, 
contained  (at  least)  vitamin  A.  vitamin 
D.  thiamin,  riboflavin,  pyridoxine. 
vitamin  C.  and  niacin  in  addition  to 
folic  acid.  The  results  of  Mills  et  al. 
(1989)  (Ref.  10)  showed  no  effect  of  folic 
acid  from  multivitamins  or  fortified 
cereals  at  a  level  of  400  ^g.  Information 
from  a  recent  case-control  study  in 
Boston.  Philadelphia,  and  Toronto 
suggested  that  a  daily  intake  of  300  to 
400  ^g/day  of  folates  from  conventional 
foods  offered  significant  protection  bom 
risk  of  neural  tube  defects  (Ref  31).  The 
interrelation  between  several  vitamins 
and  folic  acid  may  be  explored  by  the 
advisory  committee. 

The  difficulties  in  identifying  a 
minimal  potentially  protective  intake  of 
folic  acid  are  related  in  part  to 


observations  that  poor  folic  add  status 
per  se  is  not  directly  related  to  neural 
tube  defects  (that  is.  a  dietary 
insuffidency  of  folic  add  has  not  been 
consistently  assodated  with  Increased 
risk  of  neiu«l  tube  defects  or  predictive 
of  women  who  would  be  most  likely  to 
benefit  from  folic  acid 
supplementation).  Neural  tube  birth 
defects  are  not  among  adverse 
pregnancy  outcomes  that  have  been 
assodated  with  clinical  folate 
deficiency  in  humans.  Inconsistent 
results  have  been  obtained  in  clinical 
studies  carried  out  to  determine  if  mild 
to  moderate  folate  defidency  is 
assodated  with  adverse  pregnancy 
outcomes  (Ref.  28). 

For  example,  Yates  et  al.  (1987)  (Ref. 
16)  reported  that  although  erythrocyte 
folate  levels  were  lower  in  women  who 
had  several  infants  with  neural  tube 
defects,  there  was  no  association 
between  erythrocyte  folate  levels  and 
dietary  folate  intake.  Thus,  the  risk  for 
recurrence  of  a  neural  tube  defect 

f>regnancy  could  not  be  attributed  to 
ower  dietary  folate  intakes  by  mothers 
of  affected  infants  (Ref.  16).  Mills  et  al. 
(1992)  (Ref.  37)  recently  measured  levels 
of  folate,  vitamin  B13,  and  retinol  in 
maternal  serum  samples  drawn  early  in 
89  pregnancies  resulting  in  neural  tube 
defect  offspring  and  in  178  control 
pregnancies.  Samples  were  obtained 
within  8  weeks  of  neural  tube  closure. 
The  results  of  this  population-based 
study  in  Finland,  a  low  prevalence  area 
for  neural  tube  defects,  demonstrated  no 
relationship  between  maternal  serum 
folate,  vitamin  B12,  and  retinol  during 
pregnancy  and  the  risk  of  neural  tube 
defects. 

Nutrition  during  early  pregnancy  is 
critical  for  normal  embryonic 
development.  Human  intervention  and 
observational  studies  have  focused  on 
the  periconceptional  interval  as  a  time 
when  maternal  nutritional  status  is 
particularly  important,  and  when 
intervention  may  be  of  greatest  value.  In 
human  embryogenesis.  the  neural  tube 
forms  and  closes  within  the  first  month 
of  pregnancy,  often  before  a  women 
realizes  that  she  is  pregnant. 

5.  Options  for  implementation 

The  supplementary  information 
accompanying  the  PHS 
recommendation  stated  that  there  are 
three  potential  approaches  for  the 
delivery  of  folic  acid  to  the  general 
population  in  the  dosage  recommended. 
These  include:  (1)  Improvement  of 
dietary  habits.  <2)  fortification  of  the 
U.S.  food  supply,  and  (3)  use  of  dietary 
supplements.  Each  option  has  certain 
advantages  and  disadvantages.  A  careful 
review  of  these  options  is  warranted  as 


the  agency  works  toward  dedding 
whether  and  how  to  authorize  a  health 
claim.  [ 

V.  Role  of  the  Advisory  Committee  - 

Given  the  significance  of  neural  tube 
defects  and  the  recommendation  of  the 
PHS,  FDA  convened  an  advisory 
committee  to  help  resolve  the 
outstanding  concerns  on  the  effects  of 
food  clainls  describing  the  effects  of 
folic  add  intake-on  neural  tube  defects. 
The  process  that  the  agency  has 
instituted  and  the  concerns  that  need  to 
be  addressed  and  resolved  are  described 
below. 

In  addition  to  convening  the  advisory 
committee,  the  agency  will  conduct  an 
indepth  analysis  of  consumption 
patterns  for  specific  foods  across  all  age 
groups  and  both  genders.  The  agency 
will  consider  various  possibilities  for 
fortification  of  foods,  and  such  analysis 
will  facilitate  a  determination  of  the 
effects  of  fortification  of  spedfic  foods 
on  overall  intake  in  selected  groups  in 
the  population. 

The  advisory  committee  heard 
testimony  bom  experts  as  well  as  frt>m 
other  interested  parties  and  provided 
recommendations  to  the  agency  on  four 
broad  issues: 

(1)  What  is  the  target  population  that 
needs  to  be  reached  regarding  the  effects 
of  folic  acid  on  neural  tube  defects? 

(2)  How  does  the  available 
information  on  the  effective  level  of 
intake  affect  options  for  implemenation? 

(3)  What  are  the  safety  concerns  for 
persons  in  the  target  population  and  in 
the  general  population? 

(4)  If  a  claim  is  to  be  authorized,  what 
is  the  most  appropriate  method  for 
presenting  it  to  the  target  population? 

An  announcement  of  the  meeting  of 
the  advisory  committee  and  an 
opportunity  to  participate  was  provided 
in  a  Federal  Register  notice  (57  FR 
52781,  November  5. 1992).  The  agency 
is  reviewing  the  recommendations 
provided  by  the  advisory  committee. 

VI.  Impact  Statements 

A.  Economic  Impact 

In  its  food  labeling  proposals  ot 
November  27. 1991  (56  FR  60366  et 
seq),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $106  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
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published  in  the  Federal  Regiiter  of 
November  27, 1991  (56  FR  60856).  The 
agency  requested  comments  on  the  RIA 
along  with  the  food  labeling  proposals. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Registo-.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Farklawn  Dr.,  Rockville,  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA.  FDA  has  conduded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
th?  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

B.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VII.  References 

The  following  references  have  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persons 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 
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List  of  Subjects  in  21  CFR  Part  101 

Food  labeling.  Reporting  and 
rticordkeeping  requirements. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissionei 
of  Food  and  Drugs.  21  CFR  part  101  is 
amended  as  follows: 
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PART  101-f OOO  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  S.  6  of  the  Fair 
Packaging  and  Ubeling  Act  (15  U.S.C  1453, 
1454. 1455);  »ec«  201.  301.  402.  403.  409.  701 
of  the  Federal  Food.  Drug,  and  Cosmetic  Act 
(21  U.S.C  321.  331.  342.  343.  348.  371). 


2.  Section  101.71  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

f  101.71    Heetth  dalms:  cMma  not 
authorized. 


(c)  Folic  add  and  neural  tube  defiacts. 


Dated:  December  17. 1992. 
David  A.  KMsler. 

Commissioner  of  Food  and  Drugs. 

Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 

Note:  The  following  table  will  not  appear 
in  the  annual  Ckxie  of  Federal  Regulations. 
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Table.   Bstla&tes  of  intakes  reaulting  from  fortification  of 

foods  witli  folic  acid 


Folate/folic 
acid  source 

Amount 
<Hg) 

Estimate  of 
bio- 
availability* 

(percent) 

Free  folic  acid 

e<2uivalent 

<Mg) 

Estimate  A: 

' 

Usual  diet 

300 

50 

150 

JU 

Sd  foods 
fortified  to 

unit  limit  of 
400  ^0: 

Plus  1  supplement 

400 

100 

400 

p: 

Lus  5  servings 
breads  and 
cereals 

2,000 

75 

1,500 

p: 

Lus  2  servings 
fruit  Juice 

800 

75 

600 

p: 

Lus  3  servings 
dairy  products 

1,200 

75 

$00 

Total  ^g/day 

4,700 

3,550 

Bstiaate  B: 

usual  diet 

300 

50 

150 

Al 

Id  foods 
fortified  to 
unit  limit  of 
400  Mg: 

Plus  2  sun^leotents 

600 

100 

000 

P 

Lus  10 

breads  and 
cereals 

fruit  juice 

4,000 

75 

3,000 

P 

1,€00 

75 

1,200 

P 

Lus  €   servings 
dairy  products 

2,400 

75 

1,800 

Total  ^g/day 

9,100 

0,950 

^Bstimates  of  bioavailability  used  in  FDA's  calculation  were 
50  percent  for  food  folates,  75  percent  for  folic  acid  added  to 
foods,  and  100  percent  for  folic  acid  in  supplements. 

IFR  Doc.  92-31514  Fltod  12-28-92;  S:45  mul 
BIUMO  COOC  41W-M-C 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
21  CFR  Pari  101 
[Dock«tNo.91M-0101] 
RtN0905-AB67 

Food  Labeling:  HaaKh  Ciaima  and 
Label  Statements:  Antioxidant 
Vitamins  and  Cancer 

agency:  Food  and  Drug  Administration. 

HHS. 

action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  not  to  authorize  the  use  on  the 
label  or  labeling  of  foods  of  health 
claims  relating  to  an  association 
between  antioxidant  vitamins  and 
cancer.  However,  FDA  is  authorizing  a 
health  c.aim  relating  substances  in  diets 
low  in  fat  and  high  in  fruits  and 
vegetables  (foods  that  are  low  in  fat  and 
may  contain  dietary  fiber,  vitamin  A, 
and  vitamin  C)  to  a  reduced  rislc  of 
cancer.  This  action  is  in  response  to 
provisions  of  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments)  that  bear  on  health  claims, 
and  was  developed  in  accordance  with 
the  final  rule  on  general  requirements 
for  health  claims,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Based  on  the  totality  of  the  publicly 
available  scientific  evidence,  including 
recently  available  evidence,  the  agency 
has  concluded  that  there  is  not 
significant  scientific  agreement  among 
qualified  experts  that  a  claim  relating 
antioxidant  vitamins  to  reduced  risk  of 
cancer  is  supported.  The  publicly 
available  evidence  does  indicate, 
however,  that  diets  rich  in  fruits  and 
vegetables,  which  are  generally  low  in 
fat  and  high  in  vitamin  A  (as  beta- 
carotene),  vitamin  C,  and  dietary  fiber, 
are  associated  with  decreased  risk  of 
several  types  of  cancer  and  there  is 
significant  scientific  agreement  that  the 
evidence  supports  this  association.  The 
evidence  is  not  sufficient  to  attribute  the 
reduction  in  risk  specifically  to  vitamin 
A  (as  beta-carotene),  vitamin  C,  or 
vitamin  E,  alone  or  in  combination,  or 
to  other  components  of  these  diets.  In 
order  to  evaluate  further  the 
relationship  between  antioxidant 
vitamins  and  cancer,  FDA  is  planning  to 
convene  an  advisory  committee  to 
review  the  available  data  and 
recommend  whether  a  health  claim  for 
specific  antioxidant  vitamins  and  cancer 
should  be  authorized. 
EFFECTIVE  DATE:  May  8. 1993. 


FOR  FURTHER  MFORMATKM  CONTACT:  John 
N.  Hathcodc,  Center  for  Food  Safety  and 
Applied  Nutrition  (HFS-465).  Food  and 
Drug  Administration,  200  C  St.,  SW., 
Washington.  DC  20204.  301-344-6006. 
SUPPLEMENTARY  INFORMATION: 

L  Background 

In  the  Federal  Register  of  November 
27. 1991  (56  FR  60624),  FDA  proposed 
to  deny  the  use  on  food  labeling  of 
health  claims  relating  antioxidant 
vitamins  (specifically,  vitamin  C, 
vitamin  E,  and  beta-carotene)  to  the  risk 
of  cancer.  The  proposed  rule  was  issued 
in  response  to  provisions  of  the  1990 
amendments  that  bear  on  health  claims 
and  in  accordance  with  the  proposed 
general  requirements  for  health  claims 
for  food  (56  FR  60537).  As  amended  by 
the  1990  amendments  (Pub.  L.101-535). 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (the  act)  provides  that  a  food  is 
misbranded  if  it  bears  a  claim  that 
characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D)  of  the  act  (21  U.S.C.  343(r)(3)  or 
343(r)(5)(D)). 

Congress  enacted  the  health  claims 
provisions  of  the  1990  amendments  to 
help  U.S.  consumers  maintain  good 
health  through  appropriate  dietary 
patterns  and  to  protect  consumers  from 
unfounded  health  claims.  Section 
3(b)(1)(A)  of  the  1990  amendmenU 
specifically  requires  the  agency  to 
determine  whether  claims  respecting  10 
nutrient-disease  relationships  meet  the 
requirements  of  section  403(r)(3)  or 
403(r)(5)(D)  of  the  act.  The  relationship 
between  antioxidant  vitamins  and 
cancer  is  one  of  the  claims  required  to 
be  evaluated.  In  carrying  out  this 
inquiry.  FDA  chose  for  consideration 
three  antioxidant  vitamins:  vitamin  C. 
vitamin  E.  and  beta-carotene.  Vitamins 
C  and  E  were  chosen  because  they  are 
vitamins  that  function  as  antioxidants. 
FDA  chose  beta-carotene  because  it  is  an 
antioxidant,  and  because  it  is  a 
provitamin  and  an  important  source  of 
dietary  vitamin  A  activity.  FDA  did  not 
choose  preformed  vitamin  A  (retinol  or 
retinoic  acid)  because  its  biological 
functions  are  not  through  an  antioxidant 
role,  and  because  vitamin  A  cannot 
function  in  an  antioxidant  fashion 
similar  to  that  of  beta-carotene 
(carotenoids)  and  vitamins  C  and  E. 
FDA  extended  consideration  of  this 
topic  area  to  all  sources  of  antioxidant 
vitamins,  i.e..  both  conventional  foods 
and  dietary  supplements  (56  FR  60624 
at  60625). 

FDA  published  a  notice,  in  the 
Federal  Register  of  March  28.  1991  (56 
FR  12932),  requesting  scientific  data 


and  information  on  the  10  specific 
health  claim  topic  areas  identified  in  the 
1990  amendments,  including 
antioxidant  vitamins  and  cancer. 
Relevant  scientific  studies  and  data 
received  in  response  to  this  request 
were  considered  as  part  of  the  agency's 
review  of  the  scientific  literature  on 
antioxidant  vitamins  and  cancer  in  the 
proposed  rule.  Comments  received  in 
response  to  the  notice  and  not 
specifically  addressed  in  the  proposed 
rule  are  summarized  and  addressed 
below. 

In  the  proposed  rule  (56  FR  60624), 
FDA  requested  written  comments  on  its 
tentative  determination  not  to  authorize 
a  health  claim  for  antioxidant  vitamins 
and  cancer.  The  agency  specifically 
requested  submission  of  data  which 
directly  bear  on:  (1)  whether  beta- 
carotene,  vitamin  C.  and  vitamin  E  per 
se.  rather  than  some  other  component  of 
food,  decrease  the  risk  of  cancer  in 
humans,  and  (2)  the  range  of  beta- 
carotene,  vitamin  C.  and  vitamin  E 
intake  that  produce  this  effect.  In 
addition,  on  January  30  and  31, 1992. 
FDA  held  public  hearings  on  all  aspects 
of  the  proposed  rules  published  in 
response  to  the  1990  amendments  (57 
FR  239,  January  3. 1992). 

In  the  Federal  Register  of  July  23, 
1992.  FDA  published  a  notice  reopening 
the  comment  period  for  three  specific 
health  claim  topics,  including 
antioxidant  vitamins  and  cancer  (57  FR 
32751).  In  that  document.  FDA  noted 
that  the  agency  had  received  or 
identified  several  new  studies  on  the 
relationship  between  antioxidant 
vitamins  and  cancer,  which  appeared  to 
present  significant  new  information  that 
was  not  identified  in  the  studies  that 
FDA  reviewed  in  its  proposal.  FDA 
listed  the  new  studies  and  requested 
comments  on  them.  Using  the  same 
criteria  as  described  in  the  proposed 
rule  (56  FR  60624  at  60629),  these  new 
studies  are  reviewed  below.  Comments 
received  on  the  new  studies  are 
incorporated  into  the  discussion  of 
comments  that  follows. 

Altogether,  the  agency  received 
approximately  100  comments  from 
consumers,  consumer  advocacy  groups. 
State  health  departments,  organizations 
of  health  professionals,  the  food 
industry,  and  Government  agencies.  A 
number  of  comments  were  received  that 
were  more  appropriately  answered  in 
other  companion  food  labeling 
documents,  and  these  were  forwarded  to 
the  appropriate  docket  for  response. 

The  Dietary  Supplement  Act  of  1992 
(H.R.  6181)  established  a  moratorium  on 
the  implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements.  The  Dietary  Supplement 
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Act  says  that  FDA  can  grant  health 
claims  for  foods,  including  dietary 
supplements,  under  section 
403(r)(3](B)(i)  of  the  act.  However,  it 
may  not  act  on  such  claims  under 
section  403(r)(5)(D)  of  the  act  until  it 
establishes  a  standard  to  implement  that 
section  of  the  act,  which  the  Dietary 
Supplement  Act  says  may  not  occur 
until  December  1993.  Section 
3(b)(l)(A){x)  of  the  1990  amendments 
directs  the  agency  to  evaluate  the 
antioxidant  vitamins  and  cancer  claim 
based  on  the  standard  that  FDA  is 
establishing  for  determining  the 
reliability  of  health  claims  under  section 
403(r)(5)(D)  of  the  act.  In  the  November 
27, 1991,  proposal  on  general 
requirements  for  health  claims,  FDA 
proposed  to  adopt  the  standard  that  the 
1990  amendments  provide  for 
conventional  foods,  which  is  set  forth  in 
section  403(r)(3)(B)(i)  of  the  act,  as  the 
standard  for  dietary  supplements.  Given 
this  fact,  and  the  fact  that  antioxidant 
vitamins  are  found  in  numerous 
conventional  foods  as  well  as  in  dietary 
supplements,  FDA  broadened  its 
inquiry  to  a  determination  as  to  whether 
it  should  grant  a  health  claim  on 
antioxidant  vitamins  and  cancer  for  any 
foods. 

Because  the  Dietary  Supplement  Act 
provides  that  FDA  may  grant  claims 
using  the  significant  scientific 
agreement  standard  specified  in  section 
403(r)(3)(B)(i)  of  the  act,  and  given  the 
breadth  of  FDA's  November  1991 
proposal  on  antioxidant  vitamins,  FDA 
has  decided  to  move  forward  to 
determine  whether  it  can  authorize  a 
claim  under  section  403(r)(3)(B)(i)  of  the 
act  for  antioxidant  vitamins  and  cancer. 
However,  this  rule  does  not  apply  to 
dietary  supplements.  While  a 
manufacturer  of  a  dietary  supplement 
can  make  a  claim  on  antioxidant 
vitamins  and  cancer  without  rendering 
its  product  misbranded  under  section 
403(r){l){B)  of  the  act,  the  manufacturer 
should  assure  itself  that  the  making  of 
the  claim  will  not  misbrand  the  product 
under  section  403(a). 

II.  Review  of  New  Scientific  Evidence: 
Beta-carotene,  Vitamin  C,  and  Vitamin 
E  (Review  of  the  Scientific  Literature 
Available  From  1991  Through  February 
1992,  and  Publications  Submitted  as 
Fart  of  Comments) 

A  New  Studies 

As  noted  in  the  Federal  Register  of 
July  23, 1992,  results  of  several  human 
studies  have  been  reported  in  the 
scientific  literature  on  the  association 
between  antioxidant  vitamin  intake  and 
risk  of  cancer  since  the  drafting  of  the 
proposed  rule.  Additionally,  comments 


received  in  response  to  the  proposed 
rule  (56  FR  60624)  noted  some  studies 
that  FDA  had  overlooked  in  its 
proposal.  FDA  also  identified  some  new 
studies  through  literature  searches.  Most 
of  the  new  studies  evaluated  the  effects 
of  antioxidant  vitamins  in  the  larger 
context  of  diet  and  cancer,  with  some 
focusing  primarily  on  the  relationship  of 
the  antioxidant  vitamins  to  fat  and 
energy  intakes.  The  recently  available 
studies  collectively  addressed  the 
relationship  between  antioxidant 
vitamins  and  a  variety  of  types  of 
cancer,  including  cancer  of  the  breast, 
prostate,  pancreas,  uterine  cervix, 
urinary  bladder,  colo-rectum,  lung,  and 
stomach. 

Those  studies  submitted  as  comments 
which  contributed  to  the  totality  of  the 
scientific  evidence  on  antioxidant 
vitamins  and  cancer  are  included  in  the 
following  review.  Those  studies 
submitted  as  comments  which  were  not 
germane  to  the  topic  or  did  not  provide 
useful  scientific  information  are 
addressed  in  the  response  to  comments 
later  in  this  final  rule. 

1.  Overall  cancer  mortality  rate 

The  relationship  between  vitamin  C 
intake  and  total  and  cancer-related 
mortality  rates  in  the  United  States  was 
investigated  through  evaluation  of  the 
data  from  the  National  Health  and 
Nutrition  Examination  Survey 
(NHANES  I)  (Ref.  1)  (Table  1).  The 
results  indicated  that  higher  vitamin  C 
intakes  are  not  significantly  related  to 
lower  cancer  mortality  rates.  The 
standardized  mortality  rate  from  all 
types  of  cancer  collectively  was  a 
nonsignificant  0.78  for  those  taking 
supplemental  vitamin  C,  compared  with 
those  who  did  not  supplement  with 
vitamin  C. 

2.  Bladder  cancer 

A  study  of  bladder  cancer  (Ref.  2) 
found  that  higher  calculated  vitamin  E 
intake  from  foods  was  associated  with 
slightly  reduced  risk  of  bladder  cancer, 
after  adjusting  for  smoking  and  total 
calories  (Table  1).  No  association  with 
cancer  risk  for  the  level  of  retinol  or 
carotenoid  intake  was  evident  in  this 
study.  The  participation  rate  was 
approximately  70  percent  for  the  cases, 
the  hospital-based  controls,  and  the 
population-based  controls.  This  study 
may  have  introduced  bias  by  including 
prevalent  cases  (approximately  40 
percent).  Case-control  studies  usually 
select  incident  (newly  diagnosed)  cases. 
Prevalent  cases  are  patients  who  have 
survived  the  disease  for  a  period  of 
time.  Prevalent  cases  are  generally  not 
included  in  case  control  studies  because 
the  characteristics  that  contributed  to 


their  survival  may  modify  potential  risk 
factors  of  disease. 

3.  Breast  cancer 

In  a  recent  study  on  breast  cancer  and 
foods  that  contain  antioxidant  vitamins 
(Ref.  3),  dietary  carotene  and  vitamin  C 
intakes  fiom  foods  were  found  to  be 
associated  with  protection,  but  use  of 
these  constituents  as  dietary 
supplements  had  no  eff^ect  on  risk  of 
breast  cancer  (Table  1).  Patients  with 
breast  cancer  tended  to  eat  fewer  than 
10  fruits  and  vegetables  per  week.  There 
was  a  low  participation  rate  (56  percent 
of  eligible  cases  and  46  percent  of 
eligible  controls),  which  may  have 
introduced  bias  into  the  study.  It  is 
unclear  why  a  large  percentage  of  those 
identified  as  eligible  did  not  participate, 
and  this  makes  extrapolation  of  the 
results  to  the  general  population  more 
difficult. 

Another  case-control  study  of  breast 
cancer  (Ref.  4)  reported  a  marginal 
protective  association  between  fruits 
rich  in  beta  carotene  and  risk  of  breast 
cancer  when  premenopausal  and 
postmenopausal  women  were  evaluated 
together  (Table  1).  There  was  also  a 
marginal  protective  association  found 
for  calculated  preformed  vitamin  A  (i.e., 
retinol)  intake  in  postmenopausal 
women.  When  both  premenopausal  and 
postmenopausal  women  were  analyzed 
together,  the  study  found  no  significant 
association  between  antioxidant  vitamin 
intake  and  the  risk  of  breast  cancer. 
There  was  also  no  evidence  in  this 
study  that  vegetable  consumption  was 
associated  with  reduced  risk  of  breast 
cancer. 

A  case-control  study  in  France  (Ref.  5) 
found  significantly  higher  intake  and 
higher  serum  levels  of  vitamin  E  and 
higher  serum  vitamin  E/total  cholesterol 
ratio  in  breast  cancer  cases  than  in 
controls  (Table  1).  This  effect  remained 
after  eliminating  vitamin  supplement 
users.  Leukocyte  vitamin  E  was  elevated 
in  cases;  leukocyte  vitamin  C  was  also 
elevated  in  cases,  but  the  elevation  was 
not  statistically  significant.  The  report 
hypothesized  that  this  effect  may  be  the 
result  of  vitamin  E-related  metabolic 
alterations  from  breast  cancer,  rather 
than  a  cause  of  the  disease. 

Another  case-control  study  on  breast 
cancer  (Ref.  6)  found  that  diet  was  a 
more  important  risk  factor  for  breast 
cancer  in  postmenopausal  women  than 
in  premenopausal  women  (Table  1). 
After  adjusting  for  energy  intake, 
education,  and  age  at  menarche,  the 
studies  found  that  the  intakes  of  dietary 
vitamin  C,  beta-carotene,  total  retinol 
equivalents  and  cellulose  were 
positively  associated  with  reduced  risk 
of  breast  cancer  in  postmenopausal 
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women.  The  findings  demaastrated  tiMt 
there  was  a  marginally  lumber  ask  ot 
brea/n  cancer  associated  with  high 
intake  of  nutrients  from  ariima!  products 
aad.  aAer  edtusting  for  the  confouoders 
described  ebove.  e  low«r  risk  associated 
witk  lugh  iaUke  of  fruits  end 
vegeUUss. 

4.  Cervicsi  cancer 

A  recant  case-oootrol  study  of 
invasive  oervicai  CKtcer  (Kef.  7} 
repoited  that  a  slightly  lower  risk  was 
associated  wilh  hi^^aar  consumption  ot 
fruils  and  fruit  juices  (Table  1).  No 
significant  diiieieace  in  risk  of  invasive 
cervical  cancer  was  evident  based  oa 
level  of  ooasuin}>tioa  of  \-egeAables  or 
legumes.  There  was  decre^oed  risk 
associated  wilh  higher  intakes  of 
vitamin  C,  beta-carotene,  and  other 
caroteaoids.  When  vkamin  C  and  beta- 
carotene  were  included  in  the  same 
statistical  vkodei.  the  association  for 
beta-carotene  was  atteniiated,  but  the 
protective  efSact  of  vitamin  C  remained 
signiiksit.  This  suggasted  that  while 
beta-carotoae  and  vitamin  C  are  often 
peasant  siamiltaneoasly  in  foods,  the 
observed  «£Cact  was  mora  ckady 
associated  with  vitamia  C  than  beta- 
corabtne.  These  results  are  difficult  to 
interpret  because  tbare  it  generally  nx>re 
measurement  error  for  beta-carotene 
intake  thaa  fbr  vitaaun  C  intake,  and  the 
stmngth  of  comriatians  may  be  affected 
by  the  size  of  the  error  variance. 

A  companion  study  in  the  same 
populatioB  {Ref.  B)  focusing  on  seioiogic 
indicators  of  antioxidant  vitainin  ir.tafce 
found  that  intake  of  vitainin  A  (i^., 
retinol),  cryptoxanthin,  lycopene.  alpha- 
carotene,  hit«n,  and  vitamin  E  (alfrfva- 
tocophcrol)  did  not  significantly  differ 
between  cases  of  invasive  cervical 
cancer  and  controls  (Table  1).  In 
addition.  beta-caroteBe  levels  remained 
steady  as  cervical  cancer  progressed, 
arguing  af^insi  an  effect  of  disease 
progression  on  serum  level.  After 
adjusting  for  at^  study  site, 
n: productive  history,  socioeconomic 
status,  and  papilloma  virus  infection, 
higi^er  serum  btfta-caroterie  and  gamma- 
tocophero!  levels  were  associated  with 
decreasing  risk  of  the  disease. 
Considered  together,  tke  two  studies 
found  an  association  b€*ween  b»ila- 
carotene  intake,  serum  levels  of  beta- 
carotene,  and  decreasing  risk  of  cervical 
cancer.  In  general,  the  protecti\"e  effects 
were  strongw  for  foods  il^an  for  specific 
nutrients. 

A  clinical  survey  of  pelients  with 
abnormal  cervical  ceil  types  (cervicitis 
or  dysplasia)  in  a  recent  study  {Ref.  9) 
i.M-o'-  3d  only  75  women  and  was 
c  '  ocyyimd  by  smoking  habits  {Table 
1  j.  t(  aid  not  have  safficient  ststisttcal 


powar  to  find  a  significaoft  difiuianoa  in 
risk  in  ralatioo  to  serum  bvels  of 
antioxidant  vitamins. 

A  caae-control  study  of  CKvical  intra- 
epithelial  neoplasia  in  relation  to 
dietary  and  aartta  oarotaooids  found 
ambiguoas  results  for  beta-carotene 
(Tabk  1)  (Kef.  118^  Protective 
•saodations  ware  ohserved,  however. 
for  serusi  oonomtxatians  ni  the 
carotanotd  lycafiaaa  and  for  dietary 
vitamin  C 

5.  Colorectal  cancer 

A  study  from  the  Balleric  islands  (Ref. 
10)  found  no  sionifioant  aasociatioD 
between  the  risk  of  either  colon  or  recial 
cancer  and  the  level  of  intake  for 
vitamin  A,  ratinot  carotana.  vitainin  C. 
or  vitanHB  E  (Table  1).  Thare  was  a 
significant  pcolactiee  aanoaticn  for 
ooasumptian  of  fiber  fr«B  legumes  and 
folic  acid  iroan  cradferout  vegetables 
and  raducad  ritk  of  cancac  The  report 
stated  that  the  fadings  sapport  the 
recommesxiation  far  a  diet  high  in 
vegetables  as  part  of  a  liCutyla  to  reduce 
the  risk  of  colorectal  i 


6.  Lung  cancer 

One  of  the  new  papers  is  a  report  of 
the  results  of  a  jnociMCtiv*  cohort  stody 
(Ref.  11)  regarding  oieiary  intake  of 
antioxidant  vitamins  and  the  risk  of 
lung  cancer  in  Finnish  men  (Table  1). 
The  study  found  a  protactiva  effect 
associated  with  intake  of  foods  rich  in 
vitamins  A,  E,  and  C  on  the  risk  of  lung 
cancer  in  nonsnokars.  There  was  a 
strong  protactive  assoctotion  observed 
in  this  Finnic  study  between  margarine 
intake  and  the  risk  of  lung  cancer  in 
both  smokers  and  nonsmokers.  The 
report  hypothesized  that  this  finding 
was  due  to  an  effect  of  the  vitamin  E  in 
margarine,  although  the  researchers 
could  not  rule  out  an  anticarclnoiganic 
effect  of  some  otlier  constituent  cf 
margarine.  Similarly,  there  was  a  lower 
incidence  of  lung  cancer  associated  with 
consumption  of  foods  that  contributed 
80  percent  of  the  vitamin  C  in  the 
Finnish  diet  (fruits,  potatoes,  and 
vegetables).  The  study  could  not 
separate  the  role  of  these  nutrients  from 
that  of  the  foods  which  contain  them  in 
this  association  of  reduced  risk  of  lung 
cancer  with  diet,  and  could  not  rule  out 
anticarcinogenic  effects  of  other, 
nonnutritive  constituents  of  fruils  and 
vegetables,  such  as  terpenes,  flavones. 
and  phenols.  Also,  behaviors  possibly 
assodatod  with  intake  of  antioxidant- 
rich  foods,  such  as  exercise,  not 
smoking,  and  decreased  fat  intake,  may 
reduce  cancer  risk.  The  report 
concluded  that  studies  focused  on 
dietary  patterns,  intake  levels,  and 
protection  against  hing  cancer  by  other 


constitnents  of  antioxidant-ridi  foods 
are  needed.  Because  the  dietary  estimate 
was  based  only  on  intake  in  the  year 
preceding  entry  into  the  20-3rear  stody. 
the  estimate  of  antioxidant  vitamin 
intake  may  not  accurately  represent  the 
actual  int^»  during  the  study  duration, 
since  •d«mges  in  diet  ami  supplement 
use  were  likely  over  flie  20  years  of  the 
study. 

Another  new  case-control  study 
evaluated  diet  during  the  year  preceding 
diagnosis  and  serum  vitamin 
concentrations  at  diagnosis  with  lung 
cancer  (Ref.  12)  (Table  1).  The 
calculated  mean  dM^ary  intakes  of  beta- 
carotene  were  24  percent  lower  for  lung 
cancer  cases  than  for  controls,  and  10 
percent  for  other  epithelial  cancer  cases 
than  for  controls.  Serum  concentrations 
of  beta-carotene,  retinol,  and  vitamin  E 
were  lower  in  the  cancer  parents  than 
in  the  controls  by  58,  30,  and  31 
p^cient,  respectively,  for  lung  cancer, 
and  33, 11.  and  14  percent,  respectively, 
for  other  epithelial  cancer  cases.  The 
odds  ratios  for  intakes  of  fruits  and 
vegetables  were  rather  irregular,  and  the 
associated  trBixi.%  were  weaJcer  than  the 
trends  for  faeta-catotana.  The  tifne 
period  addressed  in  the  dietary  recall 
was  the  year  prior  to  diagnosis.  By 
comparison,  cases  in  a  2-year  period 
following  sampling  or  interview  are 
often  excluded  from  prospective  st\idtes 
to  help  rediice  die  chance  that  the 
effects  are  a  result  of  the  cancer.  Thus, 
the  design  of  this  study  could  have 
intpoduoed  bias  related  to  deaths  from 
preexisting  cancer. 

7.  Oral  and  pharyngeal  cancer 

A  population-based  case-control 
study  evaluated  diet  and  dietary 
supplement  use  in  relation  to  oral  and 
pharyngeal  cancer  (Ref.  13)  (Table  1|. 
The  results  ^ow  decreased  risk  in 
assodation  with  higher  consumption  of 
fruits  and  vegetables  aiKi  dietary 
supplements.  In  this  fcKir-State  study, 
use  of  supplements  was  associated  with 
being  female,  white,  more  highly 
educated,  having  a  lower  body  mess, 
being  a  resident  of  California,  and 
consuming  more  fruits  and  vegetables. 
Users  of  supplements  of  individual 
vitamin  types  weie  at  lower  risk  after 
controlling  for  effects  of  tobacco, 
alcohol,  and  other  risk  factors.  Alter 
adjustment  for  use  of  other 
supplements,  vitamin  E 
supplementation  was  the  only  one  that 
remained  associated  with  reduced  risk. 

8.  Pancreatic  cancer 

A  study  on  pancreatic  cancer  (Ret  14| 
found  a  protective  association  between 
intake  of  dietary  vitamin  C  and  risk  of 
pancreatic  cancer  after  adjusting  for 
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smoking  and  total  calories  (Table  1). 
Weak  protective  effects  were  also 
associated  with  vitamin  A  (i.e.,  retinol) 
and  Hber  intake  and  risk  of  cancer. 
Pancreatic  cancer  is  characterized  by  a 
very  rapid  clinical  course  and 
deterioration  of  the  pancreas,  so  dietary 
interviews  and  histopathologic 
confirmation  are  often  not  feasible.  The 
Zatonski  study  may  have  introduced 
bias  by  using  surrogates  for  assessing 
dietary  history  in  71  i>ercent  of  cases. 
Reliance  on  a  surrogate  adds  to  the 
difficulty  of  recall.  The  spouse  was 
sought  as  the  surrogate  in  this  study, 
because  spouses  generally  provide 
reasonable  dietary  histories. 
Radiographic  diagnosis  of  pancreatic 
cancer  was  used  in  57  percent  of  the 
cancer  cases.  In  lieu  of  a  histologic 
diagnosis,  the  possibility  of  inaccurate 
diagnosis  cannot  be  dismissed.  This  is 
a  flaw  in  the  study  because  noncases 
may  have  been  included  in  the  case 
group,  and  the  signs  of  pancreatic 
cancer  could  have  been  confused  with 
those  of  cancers  of  the  upper 
gastrointestinal  tract. 

Another  study  on  pancreatic  cancer 
(Ref.  15)  reported  a  statistically 
significant  protective  effect  of  vegetable 
consumption  on  the  risk  of  pancreatic 
cancer  after  adjusting  for  smoking  and 
total  calories  (Table  1).  Protective  effects 
were  also  demonstrated  for 
consumption  of  both  fresh  vegetables 
and  cooked  cruciferous  vegetables.  This 
study  did  not  separate  the  role  of  the 
food  versus  nutrients  in  the  noted 
protective  effects.  A  large  percentage  of 
dietary  interviews  relied  on  a  proxy  or 
substitute,  which  may  have  introduced 
errors  in  the  estimates  of  food 
consumption.  Proxies  may  not  be  aware 
of  the  complete  dietary  habits  of  the 
case  that  they  represent. 

9.  Prostatic  cancer 

A  study  in  Madrid,  Spain,  foimd  no 
association  between  dietary  vitamin  A 
or  C  intake  and  the  risk  of  prostate 
cancer  (Ref.  16)  (Table  1).  However,  the 
report  noted  that  the  customary 
Mediterranean  diet  is  rich  in  £ruits  and 
vegetables.  Any  protective  effect  may 
have  been  pervasive  at  all  levels  of 
intake  observed. 

A  case-control  study  of  men  in  Utah 
(Ref.  17)  found  only  a  slight  protective 
association  between  vitamin  A  intake  in 
older  men  and  the  risk  of  prostate 
cancer  (Table  1).  Beta  carotene  had  a 
nonsignificant  protective  association  for 
prostate  cancer  in  men  aged  45  to  67 
years.  Dietary  fat  in  men  aged  68  to  74 
years  was  the  strongest  acssociation 
between  a  dietary  risk  factor  and 
prostate  cancer. 


10.  Skin  cancer 

A  nested  case-control  study  of  serum 
micronutrients  and  low  incidence 
cancer  in  Finland  found  a  large  decrease 
in  risk  of  melanoma  in  association  with 
higher  serum  beta-carotene 
concentrations  (Ref.  18)  (Table  1).  There 
was  a  significant  association,  also, 
between  higher  serum  alpha-tocopherol 
concentrations  and  reduced  risk  of 
melanoma.  However,  the  small  size  of 
the  study  and  wide  confidence  intervals 
prevent  drawing  strong  conclusions 
from  this  study. 

11.  Stomach  cancer 

A  case-control  study  of  stomach 
cancer  in  high-  and  low-risk  areas  of 
Germany  found  a  significant  strong 
protective  association  between  vitamin 
C  from  fruits  and  vegetables  (RR  =  2.32 
for  the  lowest  against  the  highest 
quintile  of  calculated  intake)  and  risk  of 
stomach  cancer  (Ref.  19)  (Table  1).  The 
results  also  implicated  local  water 
supply  and  smoked  meat  as  possible 
sources  of  carcinogens  or  their 
precursors. 

It  has  been  suggested  that  vitamin  C 
may  reduce  the  risk  for  some  cancers, 
particularly  stomach  cancer,  through  an 
antioxidant  role  in  which  the  vitamin 
blocks  formation  in  the  stomach  of 
carcinogens  such  as  nitrosamines  (Refs. 
20  and  21).  Most  nitrosamines  are 
mutagenic  and  carcinogenic  in  test 
systems,  and.  thus,  many  studies  of  the 
possible  role  of  vitamin  C  in  reducing 
the  risk  of  cancer  have  focused  on 
nitrate,  nitrite,  nitrosamines,  and 
mutagenicity.  Hence,  several  recent 
studies  were  directed  toward 
relationships  between  vitamin  C  and 
formation  of  N-nitroso  compounds,  or 
between  N-nitroso  compounds  and 
stomach  cancer  or  precancerous 
pathology  of  the  stomach.  Data  from 
such  studies  could  prove  useful  in 
determining  the  specificity  of  vitamin  C 
in  relation  to  reduced  risk  of  stomach 
cancer. 

A  case-control  study  in  Shanghai, 
China,  found  that  urinary  ascorbic  acid 
was  lower  and  urinary  nitrate  higher  in 
patients  with  gastric  cancer  than  in 
normal  controls  (Ref.  22)  (Table  1).  The^ 
urine  was  not  mutagenic  (Ames  test)  in 
controls  but  the  urine  of  subjects  with 
dysplasia  was  somewhat  mutagenic  and 
that  from  gastric  cancer  patients  was 
highly  mutagenic.  Normal  controls  had 
low  levels  of  N-nitroso  compounds  in 
gastric  juice,  compared  with  the  higher 
levels  in  patients  with  chronic  atrophic 
gastritis,  dysplasia  or  gastric  cancer.  The 
mutagenicity  of  the  urine  may  have 
been  related  to  synthesis  of  N-nitroso 
compounds  in  the  stomach,  and 


differences  in  this  process  may  have 
been  due  to  differences  of  ascorbic  acid 
and  nitrate.  From  studies  of  gastric 
cancer  patients,  without  any  other  type 
of  data,  it  is  not  clear  whether  the  N- 
nitroso  compounds  are  causal, 
predictive,  or  thei  result  of  gastric 
cancer.  '•■ 

The  role  of  mutagenic/carcinogenic  N- 
nitrosamides  in  stomach  cancer  was 
evaluated  in  a  study  with  a  complex, 
integrated  design  in  China  (Ref.  23) 
(Table  1).  The  study  included;  (1) 
Measures  of  mutagenicity  of  extract  of 
local  fish  sauce  before  and  after 
nitrosation,  (2)  determination  of  the 
carcinogenicity  of  these  nitrosated 
products  in  the  growing  rat,  (3)  assaying 
the  N-nitrosamides  in  these  products, 
and  (4)  correlation  of  N-nitrosamides  in 
gastric  juice  with  the  severity  of 
precarcinogenic  pathological  changes  in 
the  stomachs  of  human  subjects.  In  the 
absence  of  nitrosation,  none  of  the  fish 
sauce  extracts  was  mutagenic.  After 
nitrosation,  all  samples  were  mutagenic 
in  common  mutagenicity  tests  (Ames 
and  sister  chromatid  exchange  tests). 
The  local  fish  sauce  extracts  fit>m  only 
two  villages  were  mutagenic  in  the 
micronucleus  test.  Toui  weeks  after 
treating  newborn  tats  with  fish  sauce, 
only  those  treated  with  the  sauce  that 
was  mutagenic  in  all  three  tests  showed 
marked  precancerous  dysplasia.  After 
16  weeks,  the  same  treatment  groups 
had  cancerous  ulceration  in  the 
glandular  stomach,  with  dysplastic 
glands  and  cells  that  had  penetrated  the 
mucosa  and  infiltrated  into  submucosa 
and  muscular  layers  of  the  gastric  wall. 
The  mean  concentrations  of  N- 
nitrosa-Tiides  in  the  nitrosated  fish 
products  were  more  than  15  times 
higher  in  the  samples  frt)m  a  high-risk 
area  than  in  the  samples  from  a  low-risk 
area.  The  N-nitrosamide  concentrations 
in  gastric  juice  of  human  subjects  had  a 
strong  positive  correlation  with  the 
severity  of  pathological  changes  in  the 
stomach. 

A  prehminary  study  in  China  (Ref.  24) 
found  that  N-nitroso  compounds  in  the 
urine  were  higher  in  subjects  with 
gastric  dysplasia  than  in  normal 
controls  or  subjects  with  chronic 
atrophic  gastritis  and/or  intestinal-type 
metaplasia  of  the  stomach  (Table  1).  The 
levels  of  N-nitroso  compounds  were 
lower  in  gastric  juice  than  in  the  urine. 
With  the  small  size  and  variabihty  of 
this  study,  the  N-nitroso  compound 
levels  in  gastric  juice  could  not  be 
evaluated  in  relation  to  severity  of 
stomach  pathology. 

The  unnary  concentrations  of  N- 
nitroso  compounds  and  nitrate  in  urine 
of  children  from  areas  of  low-  and  high- 
risk  of  stomach  cancer  in  Costa  Rica 
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hav8  been  studied  (Ref.  25)  (Table  1). 
The  children  were  dosad  with  either 
500  milligrams  (mg)  proline  plus  200 
mg  ascorbic  acid  or  500  mg  proline 
alone.  (The  prolixie  was  adminislerad  to 
assure  that  the  quantities  of  N- 
nilrosoproline  excreted  were  lai^e 
enough  to  be  chemically  assayed  in  the 
24-hour  urine  collacted.]  The  amounts 
of  N-nitrosoproUne  excreted  were  lower 
in  the  children  from  the  low-risk  area 
than  from  the  high-risk  area,  in  children 
from  both  areas,  ascorbic  acid  treaOnent 
decreased  the  amount  of  N-oitroso- 
proline  excreted.  "Dje  N-nitrosc^roline 
excretion  had  a  highly  si^ificant 
positive  correlation  with  the  amount  of 
nitrate  excreted. 

In  a  clinical  trial  involving  English 
patients  at  high  risk  of  stomach  cancer 
(in  this  study,  patients  with  atrophic 
gastritis,  pernicious  anemia,  partial 
gastrectomy,  or  vagotomy),  high  doses  of 
ascorbic  acid  (4  grams  per  day  (g/dayU 
substantially  decreased  urinary  N- 
nitroso  compound  excretion  by  all 
patients  except  those  with  pernicious 
anemia  (Ref.  26)  (TaWe  1).  All  patients 
received  their  normal  diets,  but  avoided 
vegetable  and  fruit  juices  during  the  4 
weeks  of  the  ascorbic  acid  treatment  and 
4  weeks  of  post -treatment  observation. 
Serum  ascorbic  add  levels  indicated 
excellent  compliance  with  the  ascorbic 
acid  treatmenV 

A  clinical  trial  of  nitrosation  of  added 
L-proline  by  a  high  level  of  endogenous 
nitrate  in  test  meals  that  were  eimer  low 
or  high  in  endogenous  ascorbic  acid 
found  that  dietary  levels  of  ascorbic  add 
signiHcantly  inhibit  nitrosatton  of 
proline  by  dietary  nitrate  (Ref.  27) 
(Table  1).  The  remits  indicate  that  not 
all  subjects  synthesiaed  nitrosoproline 
in  vivo,  and  those  who  did  not  were  the 
subfects  wh"  foiled  to  show  inhibition 
by  ascorbi..  acid.  Those  who  had  in  vivo 
nitrosation  (13  of  19  subjects)  showed 
strong  Inhibition  of  this  process  by 
ascorbic  acid. 

These  results  are  supported  by  the 
results  of  a  study  that  found  lower 
excretion  of  nitrosoproline  in  subjects 
eating  a  lacto-vegetarian  diet  than  in 
subjects  eating  a  free-choice  diet  (Ref. 
28).  Supplementation  with  as  little  as  60 
mg/day  ascorbic  add  decreased 
nitrosoproline  excretion  by  the  lacto- 
vegetarians.  but  not  by  those  eating  free 
choice  diets.  Supplementation  with 
ascorbic  acid  at  300  or  3.000  mg/day 
decreased  nrtrosoproline  excretion  by 
both  groups.  Similarly,  an  earlier  study 
,  found  that  dietary  ascorbic  add  (330 
mg/day.  prindpally  from  lemon  juice) 
strongly  decreased  uriaary  •xcretion  of 
two  nitrosatad  products  of  the 
antheimiBtic  drug  pipecaziiM  that  are 
potent  carcinogens  ta  animals  {Ref.  2i). 


The  inhibition  of  nitrosation  by 
supplemental  ascorbic  add  decreases 
the  mutagenidty  of  gastric  juice  (Ref. 
30)  and  fecal  mutagenicity  (Refs.  31  and 
32).  Also,  low  concentrations  of  ascorbic 
add  in  gastric  juice  are  assodated  with 
chronic  atrophic  gastritis  (Ref.  33) 
(Table  1),  a  condition  widely  considered 
to  be  premalignant  (Ref.  34). 

B.  Coaclusioas  From  New  Stadies 

1.  Beta-carotene 

Consistent  with  earlier  studies 
reviewed  in  the  proposed  rule,  these 
recent  studies  support  findings  that 
there  is  an  inverse  relationship  between 
dietary  intakes  of  green  and  yellow 
fruits  and  vegetabks  and  the  risk  of 
cancer.  This  relationship  is  strongest  for 
lung  cancer.  Intakes  of  the  green  and 
yellow  fruits  and  vegetables  have  also 
been  shown  to  be  inversely  associated 
with  cervical  cancer,  but  the  evidence  is 
not  as  consistent  as  with  lung  cancer. 
These  studies  were  based  on  calculated 
intakes  of  nutrients  from  these  foods. 
However,  it  is  not  possible  to  determine 
from  these  studies  what  substance  or 
substances  in  these  foods  were 
responsible  for  the  results.  Beta-carotene 
may  be  responsible  for  the  effect,  or  its 
presence  in  these  foods  may  simply 
serve  as  a  marker  for  some  other 
unmeasured  substances  that  are 
responsible  for  the  protective  effect  of 
fruits  and  vegetables.  Mechanistic 
studies  provide  a  theoretical  basis 
(singlet  oxygen  quenching)  on  which  to 
postulate  a  protective  antioxidant  effect 
by  beta-carotene,  but  the  evidence  from 
experimental  animal  cardnogenesis 
studies  is  less  supportive.  The  evidence 
continues  to  be  consistent  with  the 
conclusions  of  the  major  authoritative 
documents  (e^..  "The  Surgeon 
General's  Report  on  Nutrition  and 
Health"  (Ref.  35)  (the  Surgeon  General's 
report);  the  National  Research  Council's 
(NRC's)  Report  on  Diet  and  Health: 
Implications  for  Reducing  Chronic 
Disease  Risk  (Ref.  36)  (the  Diet  and 
Health  report);  and  the  recent  Life 
Sciences  Research  Office  (LSRO)  review 
(Ref.  37))  that  the  consumption  of  fruits 
and  vegetables  is  inversely  associated 
with  risk  of  some  cancers. 

2.  Vitamin  C 

Current  data  are  compatible  with  the 
tentative  conclusion  in  the  proposed 
rule  that  consumption  of  fruits  and 
vegetables  rich  in  vitamin  C  may  protect 
against  some  types  of  cancer.  These  data 
also  provide  additional  indications  of  a 
mechanism  to  explain  the  relationship 
between  vitamin  C  and  reduced  risk  of 
stomach  cancer.  The  relatively  small 
number  of  studies  reported  since 


publication  of  the  proposed  rule  are  in 
agreement  with  earliw  findings  that 
consumption  of  frnits  and  vegetables  is 
protective  against  cancer  at  several  sites, 
perticulariy  stomach  cancer.  The  new 
studies,  taken  together  vrith  previous 
studies,  indicate  that  consumption  of 
fruits  and  vegetables  is  most 
consistently  protective  against  cancers 
of  the  stomadi,  lung,  and  cervix,  and 
less  consistently  protective  at  other 
sites.  These  data,  however,  ere  not 
su^icient  to  identify  vitamin  C  versus 
other  substances  in  these  foods  as  being 
responsible  for  the  observed  protective 
effect 

The  evidence  from  studies  related  to 
N-nitroso  compounds  is  useful  in 
identifying  a  mechanism,  in  human 
populations,  whereby  vitamin  C  could 
be  responsible  for  decreasing  the  risk  of 
some  cancers,  such  as  stomach  cancer. 
The  production  of  N-nitroso  compounds 
with  known  carcinogenicity  potential 
has  been  suggested  as  a  cause  of  at  least 
some  stomach  cancers  in  high-risk 
populations  in  China,  Costa  Rica,  and 
Great  Britain.  The  relevant  data  come 
from  clinical  trials  showing  tfie 
inhibition  of  nitrosation  reactions  in  the 
stomachs  of  sttidy  populations,  and 
epidemiological  studies  showing  an 
assodation  of  N-nitroso  compounds 
with  precancerous  and  cancerous 
pathology  of  the  stomach. 

The  results  of  the  clinical  trials  on  N- 
nitroso  compound  excretion,  ii>clading 
new  studies,  indicate  that  levels  of 
ascorbic  add  from  foods  inhibit 
nitrosation  reactions  in  hinnans  by 
nitrite  produced  from  dietary  levels  of 
nitrate,  and  that  supplemental  ascorbic 
acid  within  the  range  commonly 
obtained  from  foods  (60  to  300  mg)  can 
significantly  decrease  excretion  cJ 
nitrosated  products.  Other  new 
evidence  shows  that  ga.stric  juice  and 
urinary  nitrosamine  concentrations  are 
higher  in  normal  persons  in  high-risk 
geographical  areas  than  in  normal 
persons  living  in  low-risk  areas,  higher 
in  persons  with  the  more  severe 
preneoplastic  pathological  changes  in 
the  stomach  than  in  p«-sons  with  less 
severe  pathological  changes,  and  higher 
in  stomach  cancer  patients  than  in 
normal  individuals.  Ascorbic  acid  is 
only  one  determinant  of  endogenous 
nitrosation;  dietary  nitrate  and  its 
subsequent  reduction  to  the  nitrosating 
product  nitrite  by  oral  and  gastric 
bacteria  is  also  a  strong  determinant  of 
endogenous  nitrosation.  Other 
determinants  include  nondietary 
influences  such  as  smoking. 

The  carcinogenidty  of  N-nitroso 
compounds  formed  by  endogenous 
nitrosation  is  determined  by  the  amount 
of  products  formed  and  by  their 
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chemical  identities.  The  amounts 
formed  are  controlled  by  nitrate  intake, 
nitrate  reduction  to  nitrite,  amounts  of 
precursor  amines  available,  and 
inhibition  by  ascorbic  acid  and  other 
inhibitors  of  nitrosation.  The  identities 
of  nitrosation  products  are  determined 
by  the  identities  of  the  precursor 
amines,  available  endogenously,  in 
foods,  or  from  other  sources  such  as 
pharmaceutical  products. 

Although  most  of  the  several  hundred 
nitrosaminss  and  nitrosamides  that  have 
bean  tested  are  animal  carcinogens, 
those  used  in  evaluation  of  the  potential 
for  nitrosaticm  in  human  subjects  were 
selected  because  they  are 
noncarcinogenic.  Nevertheless,  they 
provide  a  useful  indicator  of  the 
effectiveness  of  vitamin  C  in  decreasing 
the  synthesis  of  carcinogenic  members 
of  the  N-nitroso  family  of  compounds. 
Studies  of  N-nitrosoproline,  for 
example,  must  therefore  be  interpreted 
as  indicators  of  nitrosation  potential  and 
associated  risk  of  cancer,  and  not  direct 
indicators  of  carcinogenic  risk  from  that 
substance.  It  seems  probable  that  the 
identities  of  precursor  amines,  and 
therefore  of  the  N-nitroso  compounds 
produced  by  endogenous  nitrosation, 
will  be  different  from  one  human 
population  to  another,  depending  on 
diet  and  other  factors.  Current  scientific 
information  is  not  sufficient  to 
determine  which  specific  mutagenic 
and  carcinogenic  N-nitroso  compounds 
may  be  responsible  for  stomach  cancer 
in  various  Human  populations,  and  it  is 
reasonable  to  expect  that  these  may  vary 
from  one  population  to  another. 
Nonetheless,  vitamin  C  is  an  inhibitor  of 
the  nitrosation  reaction  through  its 
interaction  with  nitrite,  regardless  of  the 
identify  of  the  amine  or  amide  being 
nitrosated  and  the  corresponding 
identity  of  the  resulting  nitrosamine  or 
nitrosamide. 

The  possible  relationship  of  urinarv 
and  gastric  juice  N-nitroso  compounds 
with  stomach  cancer  is  shown  by  the 
association  of  these  compounds  with 
precancerous  pathological  changes  in 
the  stomach  and  by  the  association  of 
these  pathologies  with  elevated  risk  of 
stomach  cancer.  The  concentrations  of 
N-nitroso  compounds  in  gastric  juice 
and  urine  are  directly  correlated  with 
the  degree  of  severity  of  the 
precancerous  lesions  in  the  stomach. 
The  mutagenicity  and  carcinogenicity  in 
test  systems  and  experimental  animals 
of  N-nitroso  compounds  from  food 
sources  provide  suggest  a  cause-and- 
effect  relationship  of  N-nitroso 
compounds  and  stomach  cancer  in 
humans. 

These  effects  caimot  be  interpreted  as 
indicnting  that  all  stomach  cancers  are 


attributable  to  N-nitroso  compounds  or 
any  other  chemical  carcinogois,  or  that 
vitamin  C  or  other  antioxidants  can 
eliminate  the  risk  of  stomach  cancer. 
Current  data  do  not  allow  the  exclusion 
of  other  mechanisms,  such  as  general 
antioxidant  effects,  tram  the  possible 
protective  ettecXs  of  vitamin  C. 
Furthermore,  the  data  from  clinical 
trials  showing  inhibition  of  nitrosation 
reactions  in  the  stomach,  and 
epidemiological  studies  showing  an 
association  of  N-nitroso  compounds 
with  precancerous  and  cancwous 
pathology  of  the  stomach  do  not  directly 
link  vitamin  C  intakes  with  cancer  risk 
or  establish  the  validity  of  nitrosation 
reactions  as  a  risk  factor  for  stomach 
cancer  in  the  U.S.  population.  These 
data  provide  a  mechanistic  basis  for 
understanding  a  possible  protective 
effect  of  vitamin  C  for  stomach  cancer 
risk.  At  this  time,  however,  nitrosation 
has  not  been  accepted  by  the  general 
scientific  community  as  a  validated  risk 
factor  for  stomach  cancer.  One  of  the 
unresolved  questions  is  whether  studies 
of  this  mechanism  from  the  Chinese  and 
other  populations,  which  differ  from  the 
U.S.  population  in  genetic,  dietary,  and 
environmental  risk  factors,  adequately 
explain  the  etiology  of  stomach  cancer 
in  the  United  States. 

3.  Summary  of  vitamin  C  and  cancer 
risk 

Results  from  the  newer  data  are 
similar  to  results  of  studies  reviewed  in 
the  proposed  rule,  which  showed  that 
diets  high  in  fruits  and  vegetables  were 
associated  with  a  reduced  risk  of  some 
cancers.  Additionally,  the  new  data  on 
the  relationship  of  vitamin  C  in 
inhibiting  nitrosation  reactions  in  the 
stomach,  resulting  in  reduced 
production  of  N-nitroso  compounds 
with  known  carcinogenicity,  provide  a 
basis  for  a  mechanism  by  which  vitamin 
C  may  reduce  the  risk  of  some  cancers 
such  as  stomach  cancer  in  some  people. 
However,  these  studies  were  done  in 
populations  outside  the  United  States, 
so  their  relevance  to  the  pathology  and 
etiology  of  the  types  of  stomach  cancer 
in  the  United  States  is  controversial. 
Furthermore,  nitrosation  has  not 
received  acceptance  by  many  experts  as 
a  valid  and  quantifiable  risk  factor  or 
surrogate  marker  for  stomach  cancer 
risk.  Its  validity  and  utility  as  an 
endpoint  for  evaluating  the  effect  of 
nutrients  on  stomach  cancer  risk, 
therefore,  warrants  further  discussion. 

4.  Vitamin  E 

The  latest  available  information  since 
the  publication  of  the  proposed  rule  is 
not  sufficient  to  readi  a  definite 
conclusion  about  an  association 


between  vitamin  E  intake  and  the  risk 
of  cancer.  Some  studies  provide 
suggestive  evidence  of  an  association  of 
lower  plasma/serum  concentrations  and 
lower  dietary  intake  of  vitamin  E  with 
increased  risk  of  cancer.  Mechanistic 
and  animal  studies  provide  a  theoretical 
basis  on  which  to  expect  a  protective 
efl'ect,  but  human  studies  are 
inconsistent  and  do  not  provide  a 
convincing  pattern  of  support  for  that 
conclusion.  Even  if  an  eSact  of  vitamin 
E  were  assumed,  it  would  not  be  clear 
from  current  data  which  specific 
chemical  of  the  tocopherol  family  was 
re^onsible  for  the  observed  effect 

m.  Summary  of  Comments  and  Tlie 
Agency's  Responses 

Several  oomments  supp<nrted  the 
proposed  rule  to  disallow  a  claim  for 
antioxidant  vitamins  and  cancra'. 
without  giving  a  rationala.  Others 
supported  the  proposed  rule,  indicating 
that  a  cause-and-effect  relationship  of 
lowered  risk  has  been  established  for 
fruits  and  vegetables,  but  that  it  is  not 
clear  that  this  relationship  is  due  to  the 
antioxidant  vitamins  in  those  foods. 

The  three  final  LSRO  reports  (Refs.  37 
through  39]  submitted  as  comments, 
which  provided  independent  up-to-date 
reviews  of  the  scientific  evidence,  also 
reached  similar  conclusions,  except  for 
vitamin  C  and  stomach  cancer.  The 
LSRO  report  on  vitamin  C  and  cancer 
(Ref.  39)  noted  the  consistency  of 
epidemiological  findings  associating 
high  intakes  of  vitamin  C  or  vitamin  C- 
rich  foods  with  reduced  risk  of  stomach 
cancer,  but  noted  that  vitamin  C  was 
either  not  related  to  other  cancer  sites  or 
that  study  results  were  much  less  clear 
about  such  relationships.  The  LSRO 
report  on  Vitamin  A  and  cancer  (Ref.  37) 
concluded  that,  for  foods  containing 
beta-carotene,  the  associations  with 
decreased  cancer  risk  could  not  be 
attributed  specifically  to  beta-carotene 
or  to  any  other  carotene  compound.  The 
LSRO  report  on  vitamin  E  and  cancer 
(Ref.  38)  concluded  that  there  was  not 
a  clear  association  of  decreased  cancer 
risk  with  consumption  of  foods  high  in 
vitamin  E,  and  the  tentative  associations 
observed  could  not  be  attributed  to 
vitamin  E  rather  than  to  some  other 
component.  The  report  further  stated 
that  studies  on  vitamin  E  with  animals 
aiul  in  vitro  test  systems  provide  a 
theoretical  basis  on  which  reduced  risk 
of  cancer  can  be  h}^othesized. 

Many  comments  opposed  the 
proposal  not  to  allow  a  health  claim  for 
antioxidant  vitamins  and  cancer.  Issues 
raised  in  these  comments  are  discussed 
below. 
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A.  Scientific  Standard  and  its 
Application 

In  the  proposed  rule  (55  FR  60624). 
FDA  reviewed  the  evidence  and 
conclusions  reached  in  recent 
authoritative  documents  from  the 
Federal  Government  and  other  sources. 
The  agency  updated  the  evidence 
reached  in  these  documents  by 
reviewing  all  human  studies  in  the 
literature  subsequent  to  these 
documents,  and  by  contracting  with  the 
LSRO  of  the  Federation  of  American 
Societies  for  Experimental  Biology 
(FASEB)  for  an  independent  review. 
The  agency  considered  the  results  of 
animal  studies  to  the  extent  that  they 
clarified  human  studies  or  suggested 
possible  mechanisms  of  action.  The 
agency  evaluated  the  strengths  and 
weaknesses  of  individual  studies  and 
then  assessed  the  strength  of  the  overall 
combined  evidence,  taking  into  account 
the  strength  of  the  association,  the 
consistency  of  findings,  specificity  of 
the  association,  evidence  for  a  biological 
mechanism,  and  presence  or  absence  of 
a  dose-response  relationship. 

1.  A  number  of  comments  discussed 
the  types  and  weighing  of  data  used  by 
FDA  in  reaching  iu  tentative  position. 
Several  comments  noted  that  the 
proposed  rule  repeatedly  suggested  that 
epidemiological  data  are  not  enough, 
and  that  complete  clarity  must  await  the 
completion  of  clinical  trials.  One 
comment  stated  that  clinical  trials 
should  be  imdertaken  only  when 
feasible  and  likely  to  yield  a  definitive 
answer,  and  that  this  is  not  the  case  for 
antioxidant  vitamins  and  cancer.  Other 
comments  stated  a  belief  that  FDA 
fevored  prospective  over  case-control 
studies  because  they  are  less  subfect  to 
misclassification  and  recall  bias.  One  of 
these  comments  argued  that  there  are 
advantages  to  case-controf  studies  in 
cancer  research  and  that  concurrent 
followup  (prospective  cohort)  studies 
are  too  expensive  and  time-consuming 
to  be  done  often.  The  comment  further 
noted  that  followup  studies  usually 
cannot  address  interactions  and 
confounding  factors  because  the 
necessary  information  does  not  exist  or 
because  too  few  subjects  develop  the 
cancer  of  interest,  and  that  the  case- 
control  study  is  uniquely  well-suited  to 
the  study  of  cancer  and  other  diseases 
of  long  dilation.  A  comment  stated  that 
most  epidemiological  studies  handle  the 
issue  of  nutrient  intake  from  dietary 
supplements  in  a  manner  that  obscures 
their  impact,  that  many  studies  have 
insufficient  power  fer  specific 
outcomes,  and  that  many  involve 
inadequate  or  inappropriate 
questionnaires.  Another  comment  stated 


that  the  1990  amendments  do  not  set 
out  a  drug  efficacy  standard,  but  only 
require  that  there  be  significant 
scientific  agreement  that  a  claim  is 
supported  by  the  scientific  evidence. 

FDA  disagrees  that  the  proposed  rule 
indicated  that  clinical  trials  are 
specifically  required  to  support  a  health 
claim.  FDA's  prooosed  validity 
standards  for  nealth  claims  and 
conformance  with  these  standards  were 
disciissed  in  the  proposed  rule  on 
general  requirements  for  health  claims 
(56  FR  60537  at  60547  through  60549). 
In  that  document.  FDA  noted  that,  while 
intervention  (I.e..  clinical)  studies  are 
generally  more  reliable  than 
observational  studies  for  determining 
cause-and-effect  relationships,  the 
agency  recognized  that  there  are 
frequently  reasons  why  the  conduct  of 
suai  studies  is  not  feasible  or  ethical. 
FDA  also  noted  that,  in  evaluating 
proposed  claims,  it  would  take  into 
account  the  overall  strengths  and 
weaknesses  of  the  available  data,  and 
that  a  combination  of  various  types  of 
studies  can  frequently  compensate  for 
deficiencies  in  individual  studies  and 
thus  provide  a  stronger  case  to  prove  or 
disprove  a  hypothesis.  Furthermore, 
regardless  of  the  type  study  used  (e.g.. 
case-control  versus  prospective),  study 
designs  are  most  useful  when  they  can 
determine  whether  or  not  an  observed 
effect  is  due  to  the  specific  food 
component  of  interest. 

In  the  proposed  rule  on  health  claims 
for  antioxidant  vitamins  and  cancer  (56 
FR  60624  at  60629  through  60630. 
60633.  60636),  FDA  Usted  additional 
criteria  used  in  evaluating  the  scientific 
evidence  for  each  of  the  three 
antioxidant  vitamins  and  risk  of  cancer. 
FDA  again  indicated  that  it  assessed  the 
weaknesses  and  strengths  of  individual 
studies;  and  then  the  agency  assessed 
the  strength  of  the  overall  evidence, 
taking  into  account  the  strength  of  the 
associations,  the  consistency  of  the 
findings,  the  specificity  of  the 
associations,  the  evidence  for  a 
biological  mechanism,  and  the  presence 
or  absence  of  a  dose-response 
relationship.  FDA  noted  that  the 
agency's  tentative  conclusions  reflected 
the  strength,  consistency,  and 
preponderance  of  the  data  as  reported. 
FDA  did  not  speculate  about  what  the 
results  of  specific  studies  might  have 
been  if  they  had  involved  different 
designs,  greater  statistical  power,  or 
more  specific  questionnaires. 

After  reviewmg  the  conclusions  of  the 
federal  government  and  other 
authoritative  reports  and  the  uf>dated 
literature  review,  FDA  concluded  that 
the  evidence  is  strong  that  consumption 
of  fruits  and  vegetables  that  are  good 


sources  of  beta-carotene  and  vitamin  C 
are  associated  with  lowered  risk  of 
cancer  at  a  number  of  sites  (56  FR  60624 
at  60631,  60635,  and  60638).  However, 
the  agency  tentatively  concluded  that 
the  data  were  not  sufficient  to  establish 
that  these  two  vitamins  themselves  were 
responsible  for  this  association.  The 
agency  also  noted  that  it  was  aware  of 
ongoing  clinical  trials  that,  when 
completed,  would  provide  valuable  data 
about  the  specific  effect  of  the 
antioxidant  vitamins  on  the  risk  of 
cancer.  However,  the  agency  did  not 
intend  that  this  statement  should  be 
interpreted  to  mean  that  the  results  of 
these  or  other  studies  were  a  necessary 
condition  for  authorizing  a  health  claim 
for  the  antioxidant  vitamins  and  risk  of 
cancer.  Rather,  the  agency  simply  stated 
this  information  to  indicate  its 
awareness  of  these  studies  and  the 
rapidly  evolving  natiue  of  the  scientific 
evidence  relative  to  the  topic  area. 
While  FDA  discussed  the  relative 
advantages  and  disadvantages  and 
generally  agreed  upon  weighting  of 
various  types  of  human  studies  in  a 
generic  sense,  the  agency  did  not  intend 
to  convey  the  impression  that  one  type 
of  study  would  be  rejected  or  that 
clinical  studies  were  required.  Rather,  it 
was  the  overall  sufficiency  of  the 
available  evidence  that  was  important. 
FDA  has  not  required  a  drug  efficacy 
standard  for  health  claims  on  foods 
under  the  1990  amendments.  The 
requirements  for  demonstration  of  drug 
efficacy  differ  substantially  from  the 
scientific  standard  for  authorization  of 
health  claims  on  foods.  For  example, 
clinical  trials  are  necessary  to  gain 
approval  of  a  new  drug;  as  discussed 
above,  they  are  not  required  for 
authorization  of  a  health  claim  on  food, 
if  other  types  of  available  data  are 
sufficient. 

2.  A  comment  expressed  concern  that 
the  agency  had  used  a  more  liberal 
standard  in  evaluating  health  claims  for 
calcium  and  osteoporosis  and  lipids  and 
cancer  than  for  antioxidant  vitamins 
and  cancer.  The  comment  cited  the 
proposed  rule  on  dietary  lipids  and 
cancer  (56  FR  60764  at  60765  through 
60766,  November  27, 1991)  in  which 
FDA  quoted  bom  the  diet  and  health 
report  that  data  fiom  epidemiological 
and  experimental  animal  studies  were 
sufficient  to  support  a  claim  that  dietary 
fat  may  influence  the  risk  of  some  types 
of  cancer,  although  the  precise 
determination  of  the  quantitative 
relationship  and  nature  of  the 
association  between  dietary  fat  and  the 
overall  risk  of  cancer  has  not  been 
determined.  The  comment  compared 
the  proposed  rule  on  antioxidant 
vitamins  and  cancer  (56  FR  60624  at 
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60631  through  60632).  arguing  that  FDA 
cxjncluded  that  similar  data  are 
inadequate  to  support  a  claim  for 
antioxidant  vitamins  and  cancer.  The 
con.ment  claimed  that  distinctions 
between  the  arguments  FDA  used  to 
.accept  a  claim  on  lipids  and  cancer  and 
reject  a  claim  on  antioxidant  vitamins 
and  cancer  are  illusory  at  best. 

FDA  disagrees  with  the  assertion  that 
the  agency  applied  a  variable  standard 
for  authorizing  various  health  claims. 
For  some  topics  sucfa  as  calcium  and 
osteoporosis,  sodium  and  hypertension, 
lipids  and  heart  disease,  and  lipids  and 
cancer,  there  was  a  long  history  of 
review  by  expert  paneh  from  the 
Federal  Government,  the  National 
Academy  of  Sciences,  and  other 
nulhoritative  groups.  These  groups 
concluded  that  the  science  supports 
these  nutrient/disease  relationsnips,  and 
this  fact  provides  evidence  for 
significant  scientiHc  agreement  among 
qualified  experts  about  the  state  of  the 
evidence.  In  contrast,  the  authoritative 
reviews  have  concluded  that  the 
publicly  available  data  do  not  support  a 
conclusion  that  the  antioxidant  vitamins 
reduce  cancer  risk.  In  reviewing  the 
recent  human  studies  which  became 
available  subsequent  to  publication  of 
these  authoritative  reports.  FDA  did  not 
find  compelling  evidence  that  these 
nutrients  were  specifically  re^>onsible 
for  reduced  risk  of  cancer  in  persons 
consuming  diets  high  in  fruits  and 
vegetables.  Without  such  data,  FDA 
could  find  no  basis  to  conclude,  counter 
to  these  previous  conclusions  of  expert 
puiels  that,  based  on  the  totality  of 
evidence,  there  is  significant  scientific 
agreement  that  an  antioxidant  vitamins/ 
cancer  claim  is  supported. 

3.  Some  comments  stated  that  FDA 
has  relied  on  the  Surgeon  General's 
report  tRef.  3S)  and  the  Diet  and  Health 
report  fRef.  36)  without  considering  all 
recent  publications.  These  comments 
noted  that  the  earlier  authoritative 
reviews  failed  to  consider  all  of  the 
availnble  data,  and  thus  some  of  their 
conclusions  may  have  rested  on 
incomplete  data.  The  comment  also 
noted  that  the  explosion  of  new  research 
on  the  relationship  between  antioxidant 
nutrients  and  cancer  has  produced  a 
large  number  of  recently  published 
studies  which  escaped  the  LSRO 
reviews.  The  comment  also  identified  a 
number  of  studies  included  in  the  LSRO 
reviews  that  were  not  included  in  the 
tables  published  in  the  proposed 
nilemaking.  The  comment  suggested 
that,  while  this  may  or  may  not  have 
mfluenced  the  decisionmaking  in  this 
case,  it  might  provide  an  incomplete 
picture  to  others  who  read  the  FDA 
proposal. 


FDlA  disagrees  with  these  statements. 
FDA  considered  not  only  the  Surgeon 
General's  report  (Ref.  35)  and  the  Diel 
and  Health  report  (Ref.  36),  but  also  all 
available  recent  publications  that  were 
relevant  to  the  issue,  ioduding  the 
recent  review  by  the  LSRO  (Refs.  37 
through  39).  FDA  recognizes  that  the 
authoritative  review  documents  may  not 
have  considered  and  certainly  did  not 
cite  every  available  publication  related 
to  the  subject  matter  under 
consideration.  FDA  believes,  however, 
that  they  authoritatively  considered  the 
original  research  publications  and 
critical  reviews  necessary  to  reach 
accurate  conclusions  about  the  state  of 
the  scientific  evidence  on  antioxidant 
vitamins  and  cancer. 

The  topics  in  the  authoritative  reports 
were  evaluated  by  nationally  recognized 
experts  who  would  be  expected  to  be 
familiar  with  all  significant  findings 
available  at  the  time  of  the  reports. 
Furthermore,  except  for  the  LSRO 
reports,  these  reports  were  subject  to  no 
requirements  to  list,  as  nfetences,  all 
available  scientific  literature.  Most 
likely,  they  followed  the  conunon 
procedure  of  the  scientific  community 
and  listed  only  those  studies  considered 
most  relevant  to  the  issues  under 
review.  FDA  advises  that  any  papers 
which  were  not  cited  in  these  reports 
but  which  commenters  felt  were 
important  could  have  been  submitted  as 
comments  to  the  public  docket.  Those 
that  were  submitted  were  included  in 
FDA's  review  of  new  studies,  or  if  not 
appropriate  for  inclusion  in  that  section, 
are  discussed  in  specific  comments. 

FDA  also  acknowledges  that  not  every 
paper  cited  in  the  LSRO  reviews  was 
incoiporated  into  the  proposed  rule. 
Conclusions  from  the  LSRO  preliminary 
reports  were  considered  in  developing 
FDA's  proposed  rule.  Those  relevant 
studies  not  included  by  FDA  in  the 
proposed  rule,  but  cited  by  LSRO,  have 
been  included  as  new  scientific 
evidence  in  this  final  rule  (see  section 
II.  of  this  document). 

The  additional  studies  cited  by  one 
comment  either  are  not  sufficiently 
relevant  to  warrant  their  inclusion  in 
the  review  of  new  scientific  evidence, 
did  not  meet  the  inclusion  criteria  in  the 
proposed  rule,  or  are  old  enough  to  have 
been  considered  for  inclusion  in  the 
Surgeon  General's  report  (Ref.  35)  and 
the  Diet  and  Health  report  (Ref.  36)  or 
the  recent  reviews  by  the  LSRO  (Refs.  37 
through  39).  There  is  broadly  based 
scientific  agreement  of  an  association 
between  dietary  patterns  high  in  fruits 
and  vegetables  and  reduced  risk  of 
cancer,  as  acknowledged  in  the 
proposed  rule,  and  in  the  Surgeon 
General's  report  (Ref.  35)  and  the  Diet 


and  Health  report  (Ref.  36).  However, 
studies  that  identify  or  confirm  the 
established  relMionship  of  protective 
effects  of  frwts  and  vegetables  on  cancer 
risk  without  providing  data  on  the 
unresolved  question  of  the  specificity  of 
one  or  more  of  the  antioxidant  vitamins 
in  relation  to  reduced  risk  of  cancer  are 
not  helpful  in  supporting  a  health  claim 
ou  antioxidant  vitamins  and  cancer. 
Those  studies  that  are  newer  and  man 
nearly  relevant  to  the  issue  of 
antioxidant  vitamins  and  cancer,  in 
contrast  to  fruits  and  vegetables,  are 
summarized  and  cited  in  Table  2  (Refis. 
41  through  59).  Chie  study  described 
and  listed  in  Table  2  (Ref.  46)  is  a 
further  description  of  a  study  already 
reported  elsewhere  and  considered  in 
the  proposed  rule.  Those  listed  by  the 
comment  but  not  included  in  the  review 
of  new  scientific  evidence  in  an  earlier 
section  of  this  document,  and  mA  dted 
in  Table  2,  were  reviewed  and  found 
either  to  be  not  sufficiently  relevant,  to 
not  have  found  significant  results,  or  to 
be  old  mough  to  have  been  included  in 
earlier  reviews  if  that  had  been 
considered  appropriate  (Refs.  60 
through  109). 

4.  Some  comments  argued  that  the 
biochemical  data  on  the  effects  of 
antioxidant  vitamins  on  the  prob^>le 
mechanisms  of  chemical  carcinogenesis 
are  strong  evidence,  end  could  st'and 
alone  in  support  of  an  association 
between  antioxidant  vitamins  and 
cancer.  One  comment  suggested  that 
numerous  studies  have  shown 
antitumorigenic  effects  of  witioxidant 
vitamins  in  animal  nuKlels,  and, 
although  not  showing  protective  exacts 
from  every  nutrient  in  every  animal 
model  and  in  every  dosage  regimen, 
quite  consistently  show  a  strong  and 
significant  protective  effect.  However, 
no  data  were  submitted  to  support  this 
assertion. 

FDA  disagrees  with  these  comments. 
Althou^  biodwmical  data  can  indicate 
the  possibility  of  a  protective  effect  of 
the  antioxidant  vitamins  against  cancer, 
they  cannot  demonstrate  that  the  effect 
is  one  of  practical  importance  in 
humans,  in  the  context  of  the  total  daily 
diet,  alone,  support  a  health  claim.  FDA 
recognized  in  the  proposed  rule  that 
animal  and  mechanistic  data  provide  a 
strong  theoretical  basis  on  wdiich  to 
postulate  that  the  antioxidant  vitamins 
decrease  the  risk  of  cancer  in  humans. 
FDA  does  not  agree,  however,  that  stich 
evidence  alone  are  sufficient  to  support 
the  conclusion  that  the  effect  is 
necessarily  of  practical  importance  in 
humans,  in  the  context  of  the  total  daily 
diet. 

5.  Some  comments  stated  that  FDA's 
fragmented  approach  to  conudering  the 
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evidence  has  made  it  difficult  to  see  the 
extraordinary  consistency  of  the  data. 
These  comments  state  that,  although  the 
1990  amendments  directed  FDA  to 
consider  a  health  claim  regarding 
"antioxidant  vitamins  and  cancer,"  the 
agency  chose  to  consider  three 
antioxidants  (beta-carotene,  vitamin  C. 
and  vitamin  E)  separately.  The 
comments  stated  that  this  approach  is 
counter  to  the  requirements  of  the  1990 
amendments  and  is  inherently 
incapable  of  revealing  the  consistency  of 
the  data  on  the  antioxidant  vitamins.  A 
few  comments  stated  that  FDA  should 
have  reviewed  selenium. 

FDA  disagrees  with  these  comments. 
The  term  "antioxidant"  defines  a 
functional  characteristic  of  a  substance 
rather  than  its  specific  identity. 
Antioxidant  nutrients  include  the 
vitamins  under  consideration  and  the 
mineral  selenium.  FDA  has  not 
considered  selenium,  because  the  1990 
amendments  specified  "antioxidant 
vitamins  and  cancer,"  and,  although  it 
is  an  antioxidant,  selenium  is  not  a 
vitamin. 

FDA  reasonably  interpreted  the 
language  of  the  1990  amendments  to 
refer  either  to  an  independent  effect  of 
one  or  more  of  the  vitamins  with 
antioxidant  characteristics  (i.e., 
vitamins  C  and  E,  and  the  provitamin  A. 
beta-carotene)  or  to  an  effect  of  a 
combination  of  two  or  more  of  the 
antioxidant  vitamins.  Certainly,  FDA 
did  not  interpret  the  language  of  the  act 
to  mean  that  the  only  effect  to  be 
considered  was  that  of  the  three 
antioxidant  vitamins  in  combination. 
FDA  recognizes  that  much  of  the  data 
from  surveys  of  dietary  patterns  and 
intakes  of  speciHc  foods  involve 
consumption  of  combinations  of  the 
antioxidant  vitamins.  The  agency  notes, 
however,  that  the  composition  of  fruits 
and  vegetables  includes  many 
substances  other  than  the  antioxidant 
vitamins,  such  as  dietary  fiber,  and 
believes  that  the  results  of  studies  of 
fruit  and  vegetable  intake  cannot  be 
interpreted  as  demonstrating  that  a 
combination  of  the  antioxidant  vitamins 
is  responsible  for  the  observed 
protective  effects.  FDA  advises, 
however,  that  a  petition  in  support  of  a 
health  claim  for  a  combined  effect  of  the 
three  antioxidant  vitamins  may  be 
submitted  for  evaluation. 

6.  Some  comments  stated  that,  in  the 
proposed  rule  on  antioxidant  vitamins 
and  cancer,  FDA  made  a  "Type  II  error" 
by  failing  to  identify  an  effect  when  it 
exists.  (In  contrast,  a  Type  I  error  is  that 
of  mistakenly  identifying  an  effect  when 
it  does  not  exist.)  The  comments 
indicated  that  this  type  of  error  causes 
important  health  benefits  that  are 


justified  by  the  available  evidence  to  be 
denied.  These  comments  also  stated  that 
a  benefit/risk  analysis  could  properly  be 
used  to  allow  health  claims  because  the 
agency  had  stated  in  the  proposed  rule 
that  "FDA  will  use  its  discretion  to  give 
greater  weight  to  those  studies  that  are 
more  persuasive  regardless  of  the  nature 
or  age  of  the  studies." 

FDA  agrees  that  both  types  of  error  are 
possible.  In  general,  decreasing  the 
probability  of  a  Type  II  error  will 
increase  the  probability  of  a  Type  I 
error,  and  vice  versa.  In  the  proposed 
rule  on  general  requirements  for  health 
claims  (56  FR  60537  at  60547),  FDA 
noted  that  the  standard  for  conventional 
foods  in  the  1990  amendments  required 
that  the  agency  have  a  "high  level  of 
comfort  that  the  claim  is  valid."  FDA 
proposed  that  the  same  standard  be 
used  for  both  conventional  foods  and 
dietary  supplements  (56  FR  60357  at 
60547).  FDA  believes  that  it  has 
properly  balanced  the  probabilities  of 
making  the  two  types  of  error  by 
requiring  that  the  totality  of  the  data 
support  the  disease/nutrient 
relationship.  Giving  more  weight  to 
studies  that  are  most  persuasive,  within 
the  broader  context  of  the  strengths  and 
weaknesses  of  individual  studies  and 
the  types  of  evidence  available,  is 
appropriate  in  assessing  the  totality  of 
the  evidence.  This  approach  does  not, 
however,  permit  selective  use  of  studies 
supporting  a  relationship  at  the  expense 
of  evaluating  those  studies  which  fail  to 
support  the  relationship.  Moreover, 
FDA's  cited  statement  in  the  proposal 
does  not  support  use  of  risk/benefit 
analysis  to  evaluate  a  health  claim.  Such 
an  analysis  would  be  inappropriate. 
FDA  is  responsible  for  ensuring  a  safe 
food  supply,  and  thus  foods  bearing 
health  claims  must  be  demonstrated  to 
be  safe  and  lawful.  (See 
§101.14(b)(3)(ii)). 

7.  A  comment  stated  that,  in 
proposing  not  to  authorize  health  claims 
for  antioxidant  vitamins  and  cancer. 
FDA  was  inconsistent  with  its 
cosponsorship,  with  the  American 
Health  Foundation,  of  a  recent 
international  conference  on  antioxidants 
and  cancer.  The  comment  stated  that  the 
overall  content  of  the  conference  was  to 
substantiate  the  protective  effect  of 
antioxidant  vitamins  against  cancer. 

FDA  agrees  that  research  discussed  in 
the  conference  provided  further 
evidence  of  the  existence  of  plausible 
and  substantiated  mechanisms, 
including  inhibition  of  nitrosation 
reactions,  inhibition  of  free  radical 
oxidations,  and  support  of  immune 
responses,  through  which  antioxidant 
vitamins  may  decrease  the  risk  of 
cancer.  FDA  also  agrees  that  the 


conference  provided  evidence  of  the 
association  of  consumption  of  foods  that 
are  good  sources  of  beta-carotene  and 
vitamin  C  with  protection  against 
certain  cancers.  The  research  presented 
at  the  conference  was  generally 
consistent  with  a  protective  relationship 
between  antioxidant  vitamins  and 
cancer,  but  the  conference  organizers 
and  participants  did  not  directly 
address  whether  the  evidence  met  the 
standards  and  criteria  specified  in  the 
1990  amendments. 

B.  Relationships  Between  Antioxidant 
Vitamins  and  Cancer 

8.  Some  comments  asserted  that  a 
major  problem  with  the  proposal  is  that 
all  cancers  are  referred  to  together.  They 
further  stated  that  the  1990  amendments 
do  not  specify  or  define  antioxidant 
vitamins,  and  this  makes  it  impossible 
for  a  regulation  to  be  issued. 

FDA  disagrees.  In  the  proposed  rule 
(56  FR  60624  at  60633  through  60636). 
FDA  broke  out  its  review  of  vitamin  C 
by  type  of  cancer.  There  were 
insufficient  data  on  beta-carotene  and 
vitamin  E  for  such  an  organizational 
structure.  FDA  does  not  believe  that  the 
organization  of  its  review  biased  the 
conclusions.  However,  in  the  scientific ' 
review  for  this  final  rule,  FDA  organized 
its  review  of  the  effect  of  antioxidant 
vitamins  by  type  of  cancer.  FDA's 
approach  was  again  driven  by  the 
availability  of  data.  As  explained  in  the 
proposed  rule.  FDA  selected  beta- 
carotene,  vitamin  C,  and  vitamin  E  for 
review  because  they  are  vitamins  (or,  in 
the  case  of  beta-carotene,  a  provitamin), 
they  have  antioxidant  properties,  and 
their  known  biological  functions  are 
through  antioxidant  activities. 

9.  Some  comments  disagreed  with  the 
statement  by  FDA  that  the  amount  of 
antioxidant  vitamins  needed  to  produce 
an  effect  must  be  identified.  A  comment 
also  objected  to  the  agency's  statement 
that  it  would  need  to  determine  whether 
the  food  supply  already  provides  that 
amount  of  the  antioxidant  vitamin, 
arguing  that  this  is  not  a  valid 
requirement  because  it  does  not 
consider  variations  in  dietary  intake. 
This  comment  stated  that:  (1)  If  FDA 
needs  to  know  simply  that  effective 
levels  may  be  obtained  in  a  normal  diet, 
the  epidemiology  can  tell  us  that,  and 
(2)  if  FDA  is  attempting  to  identify  a 
specific  amount,  then  this  quest  is 
misguided  for  several  reasons.  The 
reasons  given  included:  (1)  The  required 
level  is  determined  in  part  by  the  level 
of  oxidant  stress.  (2)  most  of  the 
epidemiologic  data  suggest  that  there  is 
not  a  threshold,  but  rather  a  continuous 
trend  of  decreasing  risk  with  increasing 
intake,  and  (3)  the  effective  level  may 
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well  differ  for  different  cancer  sites.  The 
comment  stated  that:  (1)  Protective 
levels  are  in  the  range  attainable  in  the 
context  of  the  total  daily  diet,  and  (2)  in 
contrast  to  FDA  statements  or 
implications  in  the  proposed  rule,  the 
antioxidant  nutrient  status  of  the  U.S. 
population  is  not  ample.  No  definition 
was  given,  however,  for  "ample." 

FDA  agrees  that,  if  a  cause-and-effect 
relationship  has  been  shown  for  a 
particular  type  of  cancer  and  a  specific 
antioxidant  vitamin,  epidemiological 
data  can  be  relied  upon  to  indicate 
effective  levels.  FDA  disagrees  that  any 
attempt  to  identify  precise  amounts  of 
the  antioxidant  vitamins  needed  to 
decrease  risk  of  cancer  is  misguided. 
The  agency  acknowledges  the  important 
considerations  raised  by  the  comment, 
but  considers  the  rationale  incomplete. 
Amounts  of  specific  vitamins  must  be 
identified  to  provide  a  regulatory  basis 
for  the  qualifying  criteria  for  a  health 
claim.  In  the  final  rule  on  general 
requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  has  concluded 
that  foods  that  bear  a  health  claim  must 
contain  meaningful  amounts  of  the 
targeted  nutrient  relative  to  the  claimed 
effect  (in  this  instance,  potential  for 
reduction  in  cancer  risk)  (§  101.14  (21 
CFR  101.14)).  Any  alternative  approach 
would  be  misleading  to  the  consumer. 

FDA  agrees,  however,  that,  if  the 
cause-and-effect  relationship  has  been 
shown,  protective  levels  might  include 
the  range  most  commonly  obtained  from 
the  diet.  Because  protective  levels  of  the 
antioxidant  vitamins  are  not  known,  it 
seems  futile  to  speculate  as  to  whether 
protective  levels,  if  and  when  identified, 
will  be  attainable  within  the  context  of 
the  total  daily  diet.  As  is  explained  fully 
in  the  preamble  of  the  final  rule  on  the 
general  requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  it  would  not  be 
permissible  for  a  health  claim  to  imply 
that  levels  clearly  beyond  the  range 
attainable  in  the  context  of  the  total 
daily  diet  would  be  effective  in  reducing 
the  risk  of  a  disease  or  health-related 
condition. 

FDA  acknowledges  that  its  statements 
about  the  need  for  information  on  the 
current  dietary  status  for  the  antioxidant 
vitamins  in  the  proposed  rule  were  not 
clear.  The  agency  also  agrees  that  high 
average  intake  and  high  intake  in  major 
population  groups  do  not  indicate  that 
all  individuals  or  population  subgroups 
would  have  similarly  high  intakes. 
However,  because  of  space  limitations 
on  food  labels,  it  is  not  possible  to 
provide  information  on  the 
recommended  nutrient  intakes  for  major 
age  and  sex  groupings  or  for  all 


situations  which  might  affect  need. 
Rather,  labels  will  show  a  reference 
value,  and  educational  programs  will 
help  consumers  understand  the 
relevance  of  the  reference  value  to  their 
individual  needs. 

10.  A  comment  stated  that  results 
from  epidemiological  studies  are 
sufficient  to  show  that  the  antioxidant 
vitamins  per  se  decrease  the  risk  of 
certain  cancers.  Some  comments 
claimed  that  FDA's  statement  that  the 
effects  of  fruits  and  vegetables  cannot  be 
specifically  attributed  to  the  antioxidant 
vitamins  is  not  valid  and  is  biased 
against  dietary  supplements  in  that  the 
data  on  antioxidant  vitamins  and  cancer 
are  no  more  confounded  than  those  on 
dietary  fat  and  cancer.  A  comment 
stated  that,  although  FDA  documents 
note  repeatedly  that  the  evidence  for 
fruits  and  vegetables  is  strong,  FDA 
nevertheless  rejected  a  health  claim  on 
the  antioxidant  vitamins  and  cancer  on 
two  grounds:  (1)  The  association  could 
be  due  to  other  factors  asspciated  with 
fruit/vegetable  intake,  and  (2)  even  if  the 
protective  factor  is  an  antioxidant,  it  is 
not  clear  which  nutrient  is  effective. 
Several  comments  stated  that  FDA 
should  allow  a  qualified  claim  such  as 
"a  diet  high  in  fruits  and  vegetables 
containing  antioxidant  vitamins  may 
help  reduce  the  risk  of  certain  cancers." 

FDA  agrees  that  the  scientific 
evidence  is  strongly  supportive  that 
diets  high  in  fiuits  and  vegetables  are 
associated  with  a  reduced  risk  of  several 
types  of  cancer.  Theoretical 
considerations  and  some  research 
findings  have  suggested  that  several 
common  components  of  firuits  and 
vegetables,  or  substances  at  low 
concentrations  in  diets  containing  large 
quantities  of  these  plant  foods,  may  be 
responsible  for  reduced  risk  of  cancer, 
including  vitamin  C,  beta-carotene, 
other  carotenoids.  vitamin  E  (alpha- 
tocopherol)  or  other  tocopherols,  dietary 
fiber,  folic  acid,  and  other  substances 
such  as  the  indoles  in  cruciferous 
vegetables.  Fruits  and  vegetables  may 
also  provide  a  protective  effect  because 
they  are  generally  low  in  fat  and 
calories,  and  because  they  may  displace 
higher  fat  foods  in  the  total  diet.  In  the 
final  rule  on  general  requirements  for 
health  claims  (§  101.14).  FDA  notes  that 
labeling  statements  relating  ingestion  of 
general  food  groups  (e.g..  fiiiits  and 
vegetables),  in  which  a  specific 
substance  is  not  implied,  to  a  disease  or 
health-related  condition  will  not  be 
regulated  as  health  claims  under 
§  101.14,  but  will  be  subject  to  the 
requirement  in  section  403(a)  of  the  act 
that  they  be  truthful  and  not  misleading. 

FDA  concludes  that  epidemiological 
studies  of  associations  between  food 


consumption  and  cancer,  in  which  the 
antioxidant  vitamins  are  provided 
almost  entirely  by  fruits  and  vegetables, 
are  not  likely  by  themselves  to  establish 
a  cause-and-effect  relationship  between 
antioxidant  vitamins  and  cancer 
sufficiently  to  generate  significant 
scientific  agreement.  It  is  not  possible 
from  these  studies  alone  to  identify  the 
particular  substances  or  combination  of 
substances  responsible  for  the  effect. 
FDA  recognizes  that  many  studies  have 
used  multiple  regression  procedures  to 
control'  for  potential  confounders  and  to 
attribute  specificity  to  statistically 
significant  relationships.  However, 
unless  all  effective  components  are  . 
measured,  it  is  not  possible  to 
differentiate  between  a  measured 
variable  which  may  be  serving  as  a 
marker  for  other  unmeasured 
components  in  the  food  and  a  real  effect 
of  the  measured  nutrient  itself. 

As  to  the  concern  expressed  that  FDA 
intentionally  discriminated  against 
dietary  supplements.  FDA  disagrees. 
FDA.  as  stated  in  the  proposed  rule  on 
general  requirements  for  health  claims 
(56  FR  60357).  focused  on  the  role  of 
specific  nutrients  or  foods  as  they  relate 
to  reduction  in  risk  of  a  disease, 
regardless  of  source.  The  source  of 
vitamin  C,  for  example,  could  thus  be 
naturally  occurring  vitamin  C  in  foods, 
vitamin  C  added  as  a  fortificant,  or 
vitamin  C  obtained  from  dietary 
supplements.  Consumers  obtain  their 
nutrients  from  a  variety  of  sources. 
FDA's  conclusions  were  driven  by  the 
nature  of  available  evidence:  for 
antioxidant  vitamins  and  cancer,  most 
of  the  available  evidence  is  from  studies 
on  consumption  of  fruits  and  vegetables. 

In  regard  to  a  health  claim  on 
conventional  foods  in  which  specific 
nutrients  are  named,  such  as  "diets  high 
in  fruits  and  vegetables  containing 
antioxidant  vitamins  may  reduce  the 
risk  of  cancer,"  FDA  is  persuaded  bv  the 
comments  that  a  similar  claim  may  be 
useful,  and  that  a  similar  claim  is 
supported  by  the  evidence.  FDA. 
therefore,  has  decided  to  authorize  a 
health  claim  relating  low  fat  diets  high 
in  fruits  and  vegetables  (which  are  low 
in  fat  and  may  contain  vitamins  A  and 
C  and  dietary  fiber)  to  a  reduced  risk  of 
some  types  of  cancer.  Statements 
relating  foods  to  cancer  risk  with 
acknowledgment  of  significant  nutrient 
contributions  of  those  foods  to  total 
diets  are  frequently  the  types  of 
statements  used  in  Federal  Government 
and  other  dietary  guidelines.  The  1990 
amendments  clearly  indicated  that 
Congress  intended  that  health  claims  on 
foods  be  a  useful  source  of  information 
to  help  Americans  implement  the  U.S. 
Dietary  Guidelines  for  Americans  (Ref. 
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40).  The  Mithoriwd  claim  will  provide 
such  u9»fa)  infonnation. 

11.  One  comment  signed  that  time- 
relaaae  fotmtilatians  of  antioxidaxit 
vitamins  aro  snpenar  to  standard 
fonnulatioos  in  their  aiuiity  to  decrease 
the  risk  of  cancer,  and  that  cancer 
clinics  are  using  tfaam  successfully. 

This  comment  did  not  provide 
scientific  support  for  a  coDclusion  that 
time-release  fannuUtions  of  the 
antioradent  vitamins  have  been  shown 
to  provide  any  special  benefit  or 
advantage  over  standard  formulations. 
The  literature  submitted  in  support  of 
the  assertioB  consisted  of  general, 
nonscientific  review  and  position 
statements,  and  was  not  useful  in 
assessing  the  totality  of  the  scientific 
evidence  on  the  relationship  between 
antioxidant  vitamms  and  cancer. 
Moreover,  FDA  does  not  consider  the 
issue  of  time-release  formulation  to  be 
relevant  to  this  rulemaking. 

12.  One  comment  submitted  a  copy  of 
the  entire  April  1. 1992.  issue  of  Cancer 
Research  (Vol.  52,  pp.  2091s  through 
2126s).  Some  comments  submitted  a 
review  (Ret  110)  of  carotenes,  vitamin 
C.  and  vitamin  E  as  protective 
antioxidants  in  human  cancers. 

One  paper  in  the  submitted  issue  of 
Cancer  Research  addressed  antioxidant 
vitamins  and  cancer  (Ref.  Ill] 
concluded  that  increased  intakes  of 
fruits,  vegetables,  and  carotenoids.  and 
elevated  blood  levels  of  beta-carotene 
are  consistently  associated  with  reduced 
risk  of  lung  cancer.  Neverthdess,  this 
review  concluded  that,  with  current 
data,  the  eniects  of  beta-carotene  cannot 
be  identified  separately  from  those  of 
other  carotenoids,  other  constituents  of 
fruits  and  vegetables,  and  associated 
dietary  patterns. 

The  other  review  covered  both  animal 
experiments  and  epidemiologic 
research.  Its  overall  conclusion  was  that 
antioxidant  nutrients  appear  to  play 
many  important  roles  in  protecting  the 
body  against  caiK:er,  but  many 
important  qiiestions  remain  iMfore 
dietary  supplementation  and/or  food 
fortification  can  be  recommended.  In 
contrast,  it  concluded  that  there  is  a 
strong  scientific  basis  for  current  dietary 
recommendations  that  emphasize 
frequent  consumption  of  fruits  and 
vegetables. 

13.  Another  comment  stated  that  the 
study  on  beneficial  effects  of  dietary 
supplementation  on  longevity  (Ref.  1) 
used  inappropriate  methods  and 
therefore  should  not  be  used  for 
identification  of  benefits  from  use  of 
supplements.  This  comment  stated  that 
a  ir.ajor  problem  lies  in  the  fact  that 

ca  irers  develop  at  different  rates,  thus 


requiring  mora  time  for  conclusive 
studies. 

FDA  has  irrdicated  elsewhere  in  this 
document  that  this  study  did  not  find  a 
significant  effect  of  any  antioxidant 
vitamin  on  cancer  mortality.  Thus, 
while  the  issoe  of  the  relevancy  of  the 
methods  used  may  merit  scientific 
review,  it  has  no  practical  effect  on  the 
conclusions  reached  relative  to  heahh 
claims. 

C.  Safety  Issues 

14.  Several  comments  disagreed  with 
the  statement  by  FDA  in  the  proposed 
rule  that  high  intakes  of  one  vitamin 
without  commensurate  increases  in  the 
others  may  not  support  optimum  status 
and  functions  ior  these  nutrients.  The 
comments  stated  that  dietary 
supplements  provide  greater 
opportunity  for  deUberstely  balanced 
int^ces  of  Uie  antioxidant  vitamins  than 
do  foods,  and  other  comments  asserted 
that  FDA  is  wrong  in  stating  that  foods 
provide  a  better  tmlance  of  antioxidant 
vitamins  than  do  dietary  supplements. 
The  comments  also  su^ested  that 
interactions  can  be  protective,  as 
illustrated  by  data  from  animal 
experiments. 

FDA  agrees  that  dietary  supplements 
allow  the  c^>portimitY  to  provide  a  more 
controlled  amoimt  of  nutrients  than  do 
foods.  However,  in  the  case  of 
antioxidant  vitamins  and  cancer,  the 
scientific  evidence  from  data  that  are 
customarily  used  in  setting  dietary  goals 
and  nutrition  policy  is  not  sufficient  at 
present  to  identify  an  independent 
effect  of  these  substances.  Therefore, 
any  attempt  to  define  dosages  or 
optimum  balances  among  the  three 
antioxidant  vitamins  is  premature.  The 
statement  that  foods  may  provide  a 
better  balance  is  consistent,  therefore, 
with  the  limitation  of  current  scientific 
evidence. 

Additionally,  FDA  agrees  with  the 
statement  that  interactions  can  be  either 
helpful  or  harmful.  However,  FDA's 
decision  to  propose  not  to  authorize  a 
heahh  claim  on  antioxidant  vitamins 
and  cancer  was  not  based  on  concern 
about  toxicities  or  adverse  interactions 
among  nutrients,  but,  instead,  on  the 
insufRciency  of  the  data  available. 

15.  Some  comments  expressed 
concern  that.  If  a  health  claim  were 
permitted  for  vitamin  C.  the  public 
might  take  supplemental  doses  far  in 
excess  of  the  Recommended  Dietary 
Allowances,  and  that  this  could  result 
in  gastrointestinal  disturbances,  iron 
overload  in  some  people,  precipitation 
of  calcium  oxalate  kidney  stones, 
disruption  of  copper  metabolism,  and 
induction  of  postnatal  bleeding  in 
women.  They  also  stated  that  dietary 


supplements  should  be  required  to  list 
a  warning  statement  regarding  use  of  the 
supplement  akmg  with  any  health  claim 
permitted. 

FDA  points  out  that  most  reports  of 
possible  adverse  effects  from  ascorbic 
acid  ritgestion  have  involved  dosages  of 
3  to  30  g  per  day  (Ref.  112).  The  Surgeon 
General's  report  (Ref.  35)  states  that 
amounts  of  vitamin  C  in  excess  of  the 
Recommended  Dietary  Allowance  may 
cause  rare  adverse  effects,  but  does  not 
identify  how  far  above  the 
Recommended  Dietary  Allowance 
vahies  adverse  effects  are  observed.  The 
adverse  effects  noted  include 
gastrointestinal  disturbances,  iron 
overload  in  susceptible  individuals, 
altered  metabolism  of  certain  drugs, 
precipitation  of  calcium  oxalate  kidney 
stones,  altered  absorption  (both  positive 
and  negative)  of  several  miiterals,  and 
interference  with  several  laboratory 
tests.  The  review  article  cited  as  the 
source  of  this  information  (Ref.  112) 
concluded  that,  although  the  effects 
listed  should  be  considered  possible, 
consumption  of  supplemental  vitamin  C 
leads  to  no  significant  adverse  health 
effects  in  humans  in  general,  but 
nevertheless  individuals  who  have  a 
history  of  kidney  stone  formation  and 
those  who  experience  iron  overload 
should  exercise  caution  before  using 
supplemental  vitamin  C. 

The  Diet  and  Health  report  (Ref.  36) 
recommends  avoiding  taking  dietary 
supplements  in  excess  of  the 
Recommended  Dietary  Allowance  in 
any  one  day.  R  states  that  several 
vitamins  and  minerals,  if  consumed  in 
excess,  can  be  toxic  and  cause 
numerous  adverse  health  effects,  but 
that  there  is  no  evidence  that  the  pubHc 
is  harming  itself  by  the  use  of  low  levels 
of  supplements.  This  report  did  not 
discuss  the  possible  adverse  effects  of 
vitamin  C  in  detail,  but  instead 
reprinted  a  table  from  a  review  article  in 
which  the  adult  oral  minimum  toxic 
dose  was  estimated  to  be  betv;een  1  and 
5  g.  The  NRC's  "Recommended  Dietary 
Allowances"  10th  ed.  (Ref.  113)  staled 
that  many  persons  habitually  ingest  1  g. 
or  more  of  ascorbic  acid  without 
developing  apparent  toxic 
manifestations,  although  a  number  of 
adverse  effects  have  been  reported. 

Additionally,  the  LSRO  report  (Ref. 
39)  indicates  that  intakes  of  ascorbic 
acid  of  up  to  1  g/day  are  well  tolerated 
(Ref.  114).  Occasionally,  intakes  above 
this  may  be  associated  with  nausea  and 
diarrhea.  Ascmbic  acid  intakes  of  4  g/ 
day  were  used  in  a  long-term 
intervention  trial  on  rectal  polyps 
without  adverse  effects  in  a  population 
of  adult  men  and  women  (Ref.  115). 
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FDA  is  not  currently  authorizing  a 
health  claim  relating  antioxidant 
vitamins  and  cancer.  If  such  an 
authorization  occurs  in  the  future,  these 
conclusions  about  vitamin  C  may  be 
used  in  evaluation  of  its  safety. 

16.  Some  comments  addressed  the 
issue  of  possible  iron  overload  as  a 
result  of  high  vitamin  C  intake.  The 
comments  stated  that  vitamin  C  added 
to  foods  can  increase  the  amount  of  iron 
absorbed.  These  comments  refer  to  a 
longstanding  concern  that  persons 
carrying  the  genetic  trait  for  idiopathic 
hemochromatosis,  and  perhaps  also 
persons  with  the  heterozygous  trait,  are 
at  risk  of  earlier  onset  of  the  disease  or 
more  severe  effects  if  the  intake  or 
bioavailability  of  dietary  iron  is 
increased.  One  comment,  however, 
concluded  that  the  effect,  although 
likely  to  be  insignificant  in  normal 
individuals,  may  be  slightly  greater  in 
those  who  are  heterozygous  for  the  gene 
for  hereditary  hemochromatosis.  This 
comment  noted  that  an  effect  as  great  as 
doubling  of  iron  stores  might  result, 
under  very  specific  conditions  of  iron  to 
ascorbic  acid  ratio  in  the  food,  from 
switching  to  a  vitamin  C-fortified  food 
from  a  nonfortified  food  and  continuing 
this  practice  for  several  years.  Such  a 
situation  is  presumably  unlikely  to 
occur  frequently,  making  the  potential 
impact  on  iron  status  much  smaller. 

FDA  recognizes  that  the  role  of 
vitamin  C  in  enhancing  iron 
bioavailability  under  short-term  test 
conditions  is  well  established  (Ref.  116). 
Studies  in  normal  persons  without  the 
idiopathic  hemochromatosis  genetic 
tr&it  show  no  increase  in  iron  stores 
with  chronic  intakes  of  large  amounts  of 
supplemental  ascorbic  acid  (Refs.  115 
and  116).  FDA,  however,  was  not  able 
to  find  similar  studies  in  patients  with 
hemochromatosis,  and  no  such  data 
were  submitted  as  comments.  Thus,  the 
issue  of  safety  of  ascorbic  acid  intakes 
in  enhancing  iron  uptake  by 
hemochromatosis  patients,  and  the 
dose-response  relationship  of  ascorbic 
acid  in  this  effect,  cannot  be  resolved 
from  current  data. 

1 7.  A  comment  stated  that  FDA  makes 
much  of  the  need  to  determine  precise 
intake  levels  of  beta-carotene,  vitamin  C 
and  vitamin  E  regarding  potential 
benefits,  but  resorts  to  the  broadest 
generalizations  when  it  comes  to 
possible  detrimental  actions  of 
excessive  intakes  of  vitamins.  The 
comment  pointed  out  that  the  amounts 
of  vitamin  C  in  diets  recommended  by 
the  U.S.  Department  of  Agriculture 
(USDA)  and  the  National  Cancer 
Institute  exceed  200  mg,  and  that  the 
situation  is  analogous  for  vitamin  E. 


FDA  agrees  that  the  proposed  rule 
described  the  need  to  identify  levels  of 
antioxidant  vitamins  that  are  effective  in 
reducing  the  risk  of  cancer,  and  that 
possibilities  were  discussed  for  adverse 
effects.  The  agency  also  is  aware  that 
current  dietary  patterns  in  the  United 
States  consistently  result  in  average 
intake  levels  above  current 
Recommended  Dietary  Allowances.  The 
agency's  discussions  on  effective  intakes 
were  presented  because  this  issue  can 
affect  evaluations  of  safety.  This 
information  is  also  essentia]  for 
determining  qualifying  criteria  for  foods 
bearing  an  authorized  claim,  and  for 
deciding  on  the  types  of  information 
needed  to  be  included  in  a  label 
statement.  Estimates  of  current  dietary 
intakes  or  intakes  likely  to  occur  if 
persons  follow  dietary  guidelines  are 
largely  irrelevant  to  evaluating  whether 
a  nutrient/disease  relationship  exists. 

IV.  Decision  Not  to  Authorize  Health 
Claims  Relating  Antioxidant  Vitamins 
and  Cancer  and  to  Authorize  Health 
Claims  Relating  Substances  in  Fruits 
and  Vegetables  and  Cancer 

A.  Scientific  Evidence  Regarding  the 
Relationship  between  Antioxidant 
Vitamins  and  Cancer  and  Between 
Fruits  and  Vegetables  and  Cancer 

FDA  has  reviewed  numerous 
authoritative  documents,  including 
Federal  Government  reports,  as  well  as 
recent  research  on  diet  and  cancer  risk. 
In  addition,  the  agency  considered  all 
comments  received  in  response  to  its 
proposed  rule.  The  agency  has 
concluded  that  the  scientific  evidence 
does  not  provide  the  basis  for  significant 
agreement  among  qualified  experts  that 
there  is  a  relationship  between 
antioxidant  vitamins  (specifically,  beta- 
carotene,  vitamin  C  and  vitamin  E)  and 
a  reduced  risk  of  cancer.  However,  the 
publicly  available  scientific  evidence 
does  support  an  association  between 
diets  high  in -fruits  and  vegetables, 
which  are  good  sources  of  two  of  the 
antioxidant  vitamins  (vitamin  A  as  beta- 
carotene  and  vitamin  C)  and  reduced 
risk  of  cancer. 

Based  on  the  scientific  evidence  in 
the  proposed  rule,  the  comments 
received,  and  new  studies,  FDA  has 
reached  the  following  decisions: 

1.  Vitamin  E 

Based  on  a  review  of  the  totality  of  the 
scientific  evidence  and  comments 
received  relative  to  the  available 
evidence,  FDA  concludes  that  the-data 
do  not  support  a  relationship  of  vitamin 
E  to  reduced  risk  of  cancer  and  that 
there  is  not  significant  scientific 
agreement  that  vitamin  E  reduces  the 


risk  of  cancer.  Most  studies  on  the 
possible  protective  effect  of  vitamin  E 
have  related  plasma  or  serum  levels  of 
vitamin  E  (rather  than  fruit  and 
vegetable  consumption)  to  cancer  risk. 
FDA  recognizes  that  some  evidence 
shows  an  association  of  low  plasma/ 
serum  levels  of  vitamin  E  and  reduced 
cancer  risk,  but  finds  that  the     ' 
inadequacies  in  the  available  data,  as 
noted  in  the  proposed  rule  (56  FR 
60624),  have  not  been  adequately 
addressed  by  newer  data;  comments 
received  in  response  to  the  proposed 
rule  were  not  sufficiently  convincing  to 
reverse  the  proposed  conclusion. 

FDA  recognizes  that  the  animal  and 
biochemical  data  provide  a  basis  on 
which  to  hypothesize  a  protective  effect 
by  vitamin  E  (alpha-tocopherol)  in 
humans,  but  the  data  fi-om 
epidemiological  studies,  although 
providing  some  suggestion  of  an  effect, 
are  not  sufficient  to  conclude  that  such 
effects  are  of  importance  in  humans. 
Therefore,  although  vitamin  E  has  been 
shown  to  have  antioxidant  effects  in 
humans,  the  data  are  not  sufficient  to 
associate  such  effects  with  protection 
against  cancer. 

2.  Beta-carotene 

Based  on  a  review  of  the  totality  of  the 
sdlentific  evidence  and  comments 
received  relative  to  the  available 
evidence,  FDA  concludes  that  data  do 
not  support  the  relationship  of  beta- 
carotene  (provitamin  A)  to  reduced 
cancer  risk.  FDA  also  concludes  that 
there  is  not  significant  scientific 
agreement  that  beta-carotene  reduces 
the  risk  of  cancer.  However,  the 
available  data  show  an  association  of 
consumption  of  ft-uits  and  vegetables 
and  calculated  beta-carotene  intakes 
from  these  foods  with  reduced  risk  for 
some  types  of  cancer.  The  scientific 
evidence  is  not  sufficient  to  conclude 
that  beta-carotene  in  these  foods  is 
responsible  for  the  protective  effect. 
Beta-carotene  has  been  shown  to  protect 
against  chemical  carcinogenesis  in  some 
animal  models,  and  the  biochemical  and 
mechanistic  data  provide  a  plausible 
scientific  basis  on  which  to  hypothesize 
a  protective  effect  in  humans. 

3.  Vitamin  C 

In  the  proposed  rule,  FDA  recognized 
that  mechanistic  and  animal  studies 
suggest  that  vitamin  C  may  reduce  the 
risk  of  cancer  through  the  mechanism  of 
inhibition  of  nitrosamine  synthesis. 
Cancer  of  the  stomach  is  the  likely  site 
of  highest  N-nitroso  compound 
exposure,  and  is  the  site  for  which  the 
data  were  the  most  complete.  However, 
FDA  found  that  the  data  available  at  the 
tlir.c  of  the  proposed  rule  were  not 
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sufficient  to  establish  the  relationship 
between  inhibition  of  N-nitroso 
compound  synthesis  and  stomach 
cancer  in  humans.  FDA  also  recognized, 
in  the  proposed  rule,  that  higher  intakes 
of  fruits  and  vegetable*,  higher 
calculated  intakes  of  vitamin  C,  and 
increased  blood  levels  of  vitamin  C  are 
associated  with  lo%w«r  risk  of  cancer  of 
the  stomach,  and,  more  weakly,  with 
cancers  at  other  sites.  New  stxidies  that 
are  relevant  to  these  issues  are  reviewed 
in  previous  sections  of  this  document. 

Epidemiological  studies  published 
since  the  review  for  the  proposed  rule 
hirther  suppwt  the  association  of  fruits 
and  vegetaMes  and  caknilated  vitamin  C 
intakes  with  protection  against  certain 
types  of  cancer,  especially  car»cer  of  the 
stomach. 

The  studies  showring  the  relationship 
of  N-nitroso  compounds  (a  class  of 
compounds  with  known 
carcinogenicity)  to  stomach  cancer 
provide  evidence  for  a  mechanism  by 
which  a  ^wcific  vitamin  C  effect  might 
occur  for  this  and  other  cancers  (e.g.. 
esophageal  and  uterine  cervical). 
Formation  of  N-nitroso  carcinogens  in 
the  stomach  would  be  expected  to  have 
the  greatest  effect  at  the  site  of 
production  and  greatest  exposure,  the 
stomach,  and  lesser  effects  at  distal  sites 
that  require  absorption  and 
translocation  of  the  putative  carcinogen 
before  an  effect  could  occur.  In  animal 
test  systems,  preformed  N-nitroso 
compounds  are  muhitarget  organ 
carcinogens.  These  conclusions  are 
consistent  with  the  conclusions  of  the 
recent  LSRO  review  (Ref  39). 

When  considered  together,  the 
different  types  of  data  are  suggestive, 
but  not  conclusive,  that  vitamin  C  may 
be  responsible  for  at  least  part  of  the 
reduction  in  risk  of  stomach  cancer 
associated  with  consumption  of  diets 
high  in  fruits  and  vegetables.  The 
evidence  for  specificity  of  vitamin  C 
includes  epidemiological  associations  of 
decreased  risk  with  higher  intakes  of 
vitamin-C  containing  fruits  and 
veg^ables,  clinical  trials  that  show 
decreased  concentrations  of  N-nitroso 
compounds  after  vitamin  C 
supplements,  and  epidemiological 
associations  of  higher  concentrations  of 
N-nitroso  compounds  with  higher  risk 
of  stomach  cancer  and  precancerous 
pathology  of  the  stomach.  However,  the 
N-nitroso  compound  data  have  not 
generally  been  validated  as  a  basis  for 
establishing  a  relationship  between 
vitamin  C  and  risk  of  stomach  cancer  in 
the  U.S.  population.  At  present  there  is 
not  signiHcant  scientific  agreement  that 
this  mechanism  is  an  etiologic  factcM-  in 
stomach  cancer  hA  in  tbe  IJnited 
States,  or  that  qualitative  or  quantitative 


changes  in  production  and  excretion  of 
nitroso-compounds  are  a  risk  factor  for 
stomach  cancer. 

In  order  to  allow  the  issue  of 
intermediate  or  stuTogate  markers  (such 
as  formation  of  N-nitroso  compounds) 
for  cancer  risk  to  be  more  fully 
evaluated,  FDA  will  be  convening  an 
advistvy  committee  to  the  near  future  to 
make  recommendations  which  can  then 
be  applied  to  evaluations  of  data  for 
determining  the  scientific  basis  for 
heehh  claims  relating  antioxidant 
vitamin  intake*  to  cancer  risk. 

4.  Fruits  and  veg9tables 

Dietary  patterns  that  are  low  in  fat 
and  high  in  plant  foods,  including  fruits 
and  vegetables,  are  generally  high  in 
vitamin  C  and  provitamin  A  (beta- 
carotaie).  and  other  nutrients  such  as 
dietary  fiber,  and  are  associated  with  a 
decreased  risk  of  some  types  of  cancer. 
The  mechanisms  responsible  for  this 
relationship  are  not  known.  Several 
factors  could  be  important  contributors 
to  this  protective  effect.  For  example, 
ftnits  and  vegetables  are  low  in  fat.  FDA 
has  reviewed  the  evidence  supporting 
the  relationship  between  low  fat  diets 
and  reduced  risk  of  cancer  and  has 
concluded  that  there  is  sufficient 
scientific  evidence  and  significant 
scientific  agreement  among  qualified 
experts  to  support  this  relationship.  (See 
the  final  rule  on  health  claims  for  lipids 
and  cancer  published  elsewhere  in  this 
issue  of  the  Federal  Register).  FDA  is, 
therefore,  authorizing  a  health  claim  for 
fat  and  cancer.  Thus,  one  possible 
mechanism  whereby  fruits  and 
vegetables  may  contribute  to  reduced 
cancer  risk  is  through  displacement  of 
higher  fat  foods  in  a  diet,  with  a  net 
effect  of  reducing  total  fat  intakes 

The  subject  of  this  final  rule  relates  to 
the  possible  protective  mechanism  of 
vitamins  with  antioxidant  functions  in 
reducing  cancer  risk.  Three  antioxidant 
vitamins  were  considered:  Beta- 
carotene,  vitamin  C  and  vitamin  E. 
Fruits  and  vegetables  are  the  major  food 
source  of  beta-carotene  (pro-vitamin  A) 
and  vitamin  C  in  the  U.S.  diet.  Vitamin 
E  is  more  ubiquitously  distributed,  but 
some  vegetable  oils  and  whole  grain 
products  are  significant  sources.  Fruits 
and  vegetables  are  also  good  sources  of 
dietary  fiber.  The  possible  protective 
role  of  dietary  fiber  in  reducing  cancer 
risk  has  been  discussed  in  the  final  rule 
on  health  claims  for  dietary  fiber  and 
cancer  published  elsewhere  in  this  issue 
of  the  Federal  Register, 

Finally,  fruits  and  vegetables  contain 
a  number  of  nonnutritional  substances 
(e.g.,  indoles,  phenols,  flavones.  and 
terpenes)  which  have  been 
hypothesized  to  be  possibly  protective 


against  cancer  risk  through  antioxidant 
or  other  fiincticHis.  Fruits  and  vegetables 
also  contain  many  carotenoid 
compounds  in  addition  to  beta-carotene, 
the  carotenoid  which  has  the  greatest 
pro-vitamin  activity.  While  the  other 
carotenoids  do  not  contribute 
significantly,  if  at  all.  to  vitamin 
activity,  they  are  antioxidants  and,  thus, 
may  also  provide  a  protective  effect 
against  cancer  risk.  The  specific  roles  of 
these  numerous,  potentially  protective 
substances  in  plant  foods  are  not  yet 
understood,  and  knowledge  of  their 
content  in  fruits  and  vegetables  is 
lacking.  Consequently,  dietary  intakes  of 
these  substances  have  not  been 
estimated  in  human  studies  which  show 
associations  between  fruit  and  vegetable 
intakes  and  cancer  risk. 

B.  Conclusion  Based  on  Scientific 
Evidence 

In  conclusion,  while  populations  with 
diets  rich  in  fruits  and  vegetables 
experience  many  health  advantages, 
including  lower  rates  of  some  types  of 
cancers,  it  is  not  possible  to  specifically 
determiiM  that  the  two  antioxidant 
vitamins  (i.e.,  beta-carotene  and  vitamin 
C)  which  are  contained  in  fruits  and 
vegetables  are  responsible  for  this  effect, 
or  to  rule  out  the  possibility  of 
significant  protective  effects  from 
nonmeasured  components  in  these 
fruits  and  vegetables.  Since  many  of 
these  food  substances  (both  nutritive 
and  nonnutritive)  coexist  in  fruits  and 
vegetables,  an  observed  correlation 
between  a  measured  nutrient  may  be 
reflective  of  a  "true"  correlation 
between  a  coexistent,  nonmeasured  food 
substance.  Currently,  there  is  not 
significant  scientific  agreement  as  to 
whether  the  observed  protective  effects 
of  fruit  and  vegetable  consumption 
against  cancer  risk  are  due  to  a  single  or 
combined  effect  of  the  antioxidant 
vitamins  and  other  nutrients  with 
antioxidant  functions  (i.e.,  selenium),  to 
other  nutritive  components  of  such 
foods  (such  as  dietary  fiber),  to 
unmeasured  components  of  such  diets 
(for  example,  nonnutritive  components 
such  as  carotenoids,  indoles  or 
flavonoids).  or  to  displacement  of  other 
known  risk  components  (such  as  fats 
and  calories)  within  the  total  diet. 

Thus,  the  conclusion  that  diets  low  in 
fat  and  high  in  fruits  and  vegetables 
(foods  which  are  low  in  fat  and  are 
generally  good  sources  of  vitamins  A 
and  C  and  dietary  fiber)  are  associated 
with  a  reduced  risk  of  cancer,  is 
consistent  with  the  available  scientific 
evidence. 

Because  dietary  patterns  which  have 
high  consumption  of  fruits  and 
vegetables  are  not  only  low  in  fat  but 
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can  also  be  characterized  by  high 
intakes  of  dietary  fiber  and  vitamins  A 
and  C,  these  nutrients  can  serve  as 
usehil  markers  for  idmtifying  the  types 
of  foods  which  contribute  to  a  dietary 
pattern  that  is  associated  with  a  reduced 
cancer  risk.  Calculated  intakes  of 
vitamin  C  and  vitamin  A  (often  but  not 
always  identifying  the  traction  from 
beta-carotene)  from  diets  high  in  fruits 
and  vegetables  have  been  correlated 
with  reduced  cancer  risk.  Although  it  is 
not  known  if  it  is  the  antioxidant 
vitamin  components  or  some  other 
components  of  these  diets  that  provide 
the  protective  effiects  against  cancer, 
these  nutrients  are  characteristic  of 
protective  foods.  Therefore,  FDA  is 
authorizing  the  use  on  labels  and 
labeling  of  health  claims  regarding  the 
association  between  diets  low  in  fat  and 
high  in  fruits  and  vegetables  and  a 
reduced  risk  of  cancer  with  specific 
mention  that  these  diets  and  foods  are 
generally  rich  sources  of  vitamin  A  (as 
beta-carotene),  vitamin  C.  and  dietary 
fiber. 

V.  Ratiooale  For  Final  Rule 

A.  Relationship  and  Significance 
sections 

New  §  101.78(a)  is  consistent  with  the 
conclusions  reached  in  the  science 
review  that  it  is  fruits  and  vegetables 
which  relate  to  the  reduced  risk  of 
cancer,  not  the  antioxidant  vitamins  per 
se.  Yet,  because  of  the  usefulness  of 
vitamins  A  (as  beta-carotene)  and  C  and 
dietary  fiber  in  identifying  fruits  and 
vegetables  most  likely  to  correlate  with 
reduced  cancer  risk,  these  nutrients  are 
specifically  identified  as  being 
characteristic  of  the  protective  dietary 
pattern.  Any  one  or  a  combination  of 
these  three  nutrients  can  serve  as  the 
identifying  marker.  Since  fiuits  and 
vegetables  are  also  characterized  by 
their  absence  of  fat,  and  because  of  the 
identified  relationship  of  low  fat  diets  to 
reduced  risk  of  cancer,  this  also  is 
required  to  be  a  characterizing  nutrient 
for  the  type  of  dietary  pattern  associated 
with  decreased  cancer  risk.  Other 
components  of  the  relationship 
statement,  for  example,  risk  factors, 
have  been  indicated,  similar  to  other 
authorized  health  claims. 

In  new  §  101.78(b),  on  the  significance 
of  the  relationship  between 
consumption  of  diets  low  in  fat  and 
high  in  fruits  and  vegetables  and     ^ 
reduced  risk  of  cancer,  the  summary 
mcludes  the  information  that  U.S.  diets 
tend  to  be  high  in  fat  and  low  in  fi-uits 
and  vegetables.  Discussion  of  current 
dietary  guidelines  on  recommended 
servings  of  fruits  and  vegetables,  and 
dietary  fiber  intakes  are  also  given. 


Because  of  the  coexistence  of  all  of  these 
nutrients  in  fiiiits  and  vegetables,  and 
because  all  have  been  associated  with 
reduced  risk  of  cancer,  all  four  nutrients 
are  indicated.  Because  the  mechanism 
of  the  protective  effect  is  not  known  and 
because  it  is  not  known  which  of  these 
nutrients  is  effective,  or  if  some 
combination  of  these  nutrients  is 
effective,  the  health  claim  is  focused  on 
fi^its  and  vegetables  as  a  product  class 
and  their  relationship  to  cancer  risk. 

B.  Nature  of  the  Claim 

In  §  101.78(c)(2)(i).  FDA  is  authorizing 
health  claims  relating  substances  in 
diets  low  in  fat  and  high  in  faults  and 
vegetables  to  reduced  risk  of  cancer.  In 
new  §  101.78(c)(2)(i)(A),  the  agency  is 
requiring,  similar  to  other  authorized 
claims,  that  the  relationship  be  qualified 
with  the  terms  "may"  or  "might."  These 
terms  are  used  to  indicate  that  not  all 
persons  will  necessarily  benefit  from 
these  dietary  changes.  In  new 
§  101.78(c)(2)(i)(B),  the  agency, 
consistmt  with  other  authorized  claims, 
is  requiring  that  the  claim  not  indicate 
that  all  cancers  may  be  affected,  but 
rather  that  the  risk  of  "some  types  of 
cancer"  or  "some  cancers"  may  be 
reduced.  The  relationship  of  dietary 
factors  to  various  types  of  cancers 
appears  to  be  variable;  in  many  cases, 
the  available  data  are  inadequate  to 
specifically  identify  which  cancers  will 
be  affectea. 

In  new  §  101.78(c)(2)(i)(C),  the  agency 
is  requiring  that  the  claim  characterize 
fiuits  and  vegetables  as  foods  that  are 
low  in  fat  and  contribute  vitamin  A, 
vitamin  C,  and  dietary  fiber  to  the  diet. 
All  four  nutrients  must  be  identified  as 
characteristic  of  this  dietary  pattern.  As 
noted  in  the  conclusions  reached  from 
the  available  scientific  evidence,  it  is 
not  known  what  substances  in  fruits  and 
vegetables  are  responsible  for  their 
protective  effect.  The  best  documented 
relationship  is  for  fat  and  cancer.  Roles 
for  dietary  fiber  and  vitamins  A  and  C 
have  been  speculated  and  intakes  of 
these  nutrients  from  fruits  and 
vegetables  are  correlated  with  cancer 
risk.  By  requiring  that  all  characterizing 
nutrients  be  identified  as  characteristic 
of  dietary  patterns  rich  in  fruits  and 
vegetables  without  specifically 
attributing  reduced  cancer  risk  to  a 
single  nutrient,  the  claim  is  consistent 
with  the  current  scientific  knowledge. 
The  claim  should  also  minimize 
consumer  confusion,  since  its  wording 
is  similar  to  current  dietary  guidelines 
from  the  U.S.  Government,  including 
the  National  Cancer  Institute.  New 
§  101.78(c){2)(i)(D)  requires  the  claim  to 
specify  that  the  food  bearing  the  claim 
contains  at  least  one  of  the  following: 


Dietary  fiber,  vitamin  A,  or  vitamin  C 
This  statement  is  required  in  order  to 
identify  the  contribution  of  the  labeled 
food  to  the  diet  in  an  accurate  and 
nonmisleading  manner.  Only  those 
nutrients  for  whidi  the  labeled  food 
qualifies  as  a  good  source  undrar 
§  101.54  may  be  identified  in  the  health 
claim.  Although  the  regulation  does  not 
restrict  the  manner  in  which  these 
nutrient  levels  may  be  described,  terms 
used  must  be  consistent  with  other 
labeling  regulations. 

In  new  §  101.78(c)(2)(i)(E),  FDA, 
consistent  with  other  authorized  health 
claims,  is  prohibiting  the  attribution  of 
a  specific  reduction  in  risk  to  diets  low 
in  fat  and  high  in  fruits  and  vegetables. 
In  new  §  101.78(c)(2)(i)(F),  (c)(2)(i)(G). 
.  (c)(2)(i)(H),  and  (c)(2)(i)(I).  FDA  is 
prohibiting,  similar  to  other  authorized 
health  claims,  more  specific  use  of 
dietary  terms  than  is  warranted  by  the 
current  state  of  the  scientific  evidence. 
These  requirements  also  standardize  use 
of  these  terms,  thus  minimizing 
consumer  confusion  as  they  compare 
food  labels  across  products,  or  as  they 
compare  a  health  claim  to  the  nutrition 
information  panel.  Section 
101.78(c)(2)(i)(J)  requires  that  health 
claims  indicate  that  development  of 
cancer  is  dependent  on  many  factors. 
This  requirement  is  intended  to  prevent 
consumers  from  being  mislead  that  fruit 
and  vegetable  intake  is  the  only  factor 
connected  with  cancer  risks. 

C.  Nature  of  the  Food 

New  §  101.78(c)(2)(ii)(A)  requires  that 
the  food  bearing  the  authorized  health 
claim  be  or  contain  a  fruit  or  vegetable. 
Because  the  claim  relates  to  diets  high 
in  those  foods,  it  would  not  make  sense 
for  it  to  appear  on  the  labeling  of 
another  type  of  food.  A  health  claim  that 
appears  on  a  food  that  meets  all  the 
requirements  in  §  101.78(c)(2)(ii)  but 
contains  only  a  trivial  amoimt  of  fruit  or 
vegetables  could  be  considered 
misleading  and  might  misbrand  the  food 
under  section  403(a)  of  the  act. 

FDA.  consistent  with  the 
requirements  for  the  health  claim  on  fat 
and  cancer  (published  elsewhere  in  this 
issue  of  the  Federal  Register),  is 
requiring  in  new  §  101.78(c)(2)(ii)(B) 
that  foods  bearing  the  authorized  health 
claim  be  "low  fat"  foods  or, 
alternatively,  belong  to  a  class  of 
products  that  is  "low  in  fat."  Low  fat 
diets  are  associated  with  reduced  cancer 
risks.  Low  or  negligible  fat  is  also  one 
of  the  characterizing  nutrients  for  diets 
rich  in  fruits  and  vegetables.  Since  the 
effect  of  fat  is  not  readily  separated  from 
the  effect  of  other  nutritive  components 
of  fiuits  and  vegetables,  it  is  required  to 
be  included  as  a  qualifying  nutrient. 
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In  new  §101.78(c)(2){ii)(C),  FDA  is 
requiring  that  fruits  and  vegetables 
bearing  the  health  claim  meet 
requirements  for  a  "good  source" 
(greater  than  or  eaua)  to  10  percent  of 
the  Reference  Daily  Intake  (RDI))  for 
vitamin  A  and  vitamin  C,  and  greater 
than  or  equal  to  10  percent  of  the  Daily 
Reference  Value  (DRV)  for  dietary  fiber. 
The  requirement  that  these  nutrients  be 
present  at  10  percent  of  the  RDI  or  DRV 
is  being  established  as  a  specific 
alternative  to  the  20  percent  (i.e., 
"high")  requirement  for  qualifying 
nutrients  in  the  final  rule  on  general 
requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  (See 
§  101.14(d)(2)(vii)).  This  alternate  level 
was  deemed  useful  to  assure  that  most 
fruits  and  vegetables  would  be  eligible 
for  this  health  claim,  because  fruits  and 
vegetables  in  general  are  the  product 
class  for  whidh  correlations  with 
reduced  cancer  risk  have  been  observed 
as  opposed  to  specific  fruits  and 
vegetables.  Moreover,  as  a  product  class, 
fruits  and  vegetables  are  significant 
sources  of  vitamins  A  and  C  and  fiber 
in  the  U.S.  dietary  pattern.  Without  this 
alternative  level  very  few  fruits  and 
vegetables  would  qualify  for  the  health 
claim.  This  seems  contrary  to  the 
available  evidence  and  to  the  purpose  of 
health  claims. 

Tliis  section  also  requires  that  the 
qualifying  nutrients  be  based  on 
"natural"  levels  in  foods.  This  means 
that  foods  which  require  modification, 
for  example,  fortification  with  vitamins 
A  or  C  or  dietary  fiber,  in  order  to  meet 
the  qualifying  criteria  for  the  health 
claim,  cannot  bear  the  claim.  This 
requirement  is  consistent  with  the 
scientific  basis  for  the  claim;  that  is,  that 
fruits  and  vegetables  in  their  native  form 
correlate  with  reduced  cancer  risk. 
Since  there  are  not  sufficient  data  to 
specifically  identify  vitamins  A  and  C 
and  dietary  fiber  as  causal,  and  because 
these  nutrients  are  being  used  as 
markers  for  the  substance(s)  in  fruits 
and  vegetables  that  provide  the 
observed  effect,  it  is  the  native 
nutritional  composition  of  the  foods  that 
identifies  their  usefulness.  At  the  same 
time,  this  requirement  does  not  prohibit 
fortification  of  qualifying  foods  with  the 
characterizing  nutrients,.once  the 
qualifying  criteria  have  been  met. 

D.  Optional  Information 

Under  new  §  101.78(d),  similarly  to 
other  authorized  health  claims,  health 
claims  may  identify  additional  risk 
factors  for  cancer.  The  regulation 
specifies  the  factors  that  may  be  listed: 
all  are  risk  factors  about  which  there  is 
general  scientific  agreement.  This 


additional  information  can  provide  a 
context  that  is  useful  for  an 
understanding  of  the  relationship  of  the 
diet  to  the  disease,  but,  manufacturers 
are  cautioned  that  it  ^ould  not  be 
presented  in  a  way  that  is  misleading  to 
the  consumer.  A  health  claim  may  also 
indicate  that  reductions  in  fat  intake 
and  consumption  of  fruits  and 
vegetables  are  part  of  a  total  dietary 
pattern  that  is  consistent  with  the  latest 
"Nutrition  and  Your  Health:  Dietary 
Guidelines  for  Americans"  (Ref.  40} 
published  jointly  by  the  USDA  and  the 
Department  of  Health  and  Human 
Services  (DHHS).  Consistent  with  other 
health  claim  regulations,  the  claim  may 
also  include  information  on  the 
prevalence  of  cancer  in  the  United 
States.  In  order  to  ensure  that  this 
information  is  valid,  the  agency  is 
requiring  that  it  come  from  one  of  three 
specified  authoritative  sources. 

Additionally,  for  the  health  claim 
relating  substances  in  diets  high  in 
fruits  and  vegetables  to  reduced  risk  of 
cancer,  the  agency  is  allowing  the  use  of 
the  term  "beta-carotene"  in  addition  to 
the  term  vitamin  A  in  listing  nutrients 
that  are  characteristic  of  the  protective 
dietary  pattern.  Beta-carotene  is  the 
form  of  the  vitamin  which  has 
antioxidant  functions.  Therefore,  the 
use  of  this  term  is  consistent  with  a 
possible  mechanism  of  action.  On  the 
other  hand.  if.  after  a  food  meets  the 
qualifying  criteria  for  a  health  claim,  the 
food  is  fortified  with  vitamin  A  (as 
retinyl  palmitate  or  another  form  of 
preformed  vitamin  A  rather  than  with 
beta-carotene),  then  it  would  be 
misleading  to  indicate  that  its  vitamin  A 
content  is  primarily  beta-carotene.  Thus, 
FDA  is  permitting  the  term  beta- 
carotene  to  be  used  in  the  claim  only 
when  the  vitamin  A  in  the  food  bearing 
the  claim  is  beta-carotene. 

E.  Model  Health  Claims 

In  new  §  101.78(e)(1)  and  (e)(2).  FDA 
is  providing  several  model  health 
messages  to  help  manufacturers 
understand  the  requirements  of  new 
§  101.78  and  to  help  them  understand 
the  type  of  health  claim  that  FDA 
considers  to  be  appropriate.  FDA  is  not 
prescribing  specific  language  for  claims, 
but  certain  elements  are  required,  and 
these  models  include  the  required 
elements. 

VI.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  2S.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 


nor  an  environmental  impact  statement 
is  required. 

VII.  Economic  Impact    . 

In  its  food  labeling  proposals  of 
November  27, 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
disucssion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition.  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  lableing  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  dockts  Management  Branch 
(HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA.  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitues  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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List  of  Subjects  in  21  CFR  Part  101 

Food  labeling,  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5.  6,  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453. 
1454,  1455);  sees.  201,  301,  402,  403.  409. 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  331,  342,  343.  348,  371). 

2.  Section  101.71  is  amended  by 
adding  new  paragraph  (d)  to  read  as 
follows: 

f  101 .71    Health  claims:  claims  not 
authorized. 

•        •        •        •        • 

(d)  Antioxidant  vitamins  and  cancer. 

3.  New  §  101.78  is  added  to  subpart  E 
to  read  as  follows: 

§101.78    Health  claims:  fruits  and 
vegetables  and  cancer. 

(a)  Relationship  between  substances 
in  diets  low  in  fat  and  high  in  fruits  and 
vegetables  and  cancer  risk.  (1)  Cancer  is 
a  constellation  of  more  than  100 
din^erent  diseases,  each  characterized  by 
the  uncontrolled  growth  and  spread  of 
abnormal  ceils.  Cancer  has  many  causes 
and  stages  in  its  development.  Both 
genetic  and  environmental  risk  factors 
may  affect  the  risk  of  cancer.  Risk 
factors  include  a  family  history  of  a 
specific  type  of  cancer,  cigarette 
smoking,  alcohol  consumption, 
overweight  and  obesity,  ultraviolet  or 
ionizing  radiation,  exposure  to  cancer- 
causing  chemicals,  and  dietary  factors. 

(2)  Although  the  specific  roles  of  the 
numerous  potentially  protective 
substances  in  plant  foods  are  not  yet 
understood,  many  studies  have  shown 


that  diets  high  in  plant  foods  are 
associated  with  reduced  risk  of  some 
types  of  cancers.  These  studies  correlate 
diets  rich  in  fruits  and  vegetables  and 
nutrients  from  these  diets,  such  as 
vitamin  C,  vitamin  A,  and  dietary  fiber, 
with  reduced  cancer  risk.  Persons 
consuming  these  diets  frequently  have 
high  intakes  of  these  nutrients. 
Currently,  there  is  not  scientific 
agreement  as  to  whether  the  observed 
protective  effects  of  fruits  and 
vegetables  against  cancer  are  due  to  a 
combination  of  the  nutrient  components 
of  diets  rich  in  firuits  and  vegetables, 
including  but  not  necessarily  limited  to 
dietary  fiber,  vitamin  A  (as  beta- 
carotene)  and  vitamin  C,  to 
displacement  of  fat  from  such  diets,  or 
to  intakes  of  other  substances  in  these 
foods  which  are  not  nutrients  but  may 
be  protective  against  cancer  risk. 

(b)  Significance  of  the  relationship 
between  consumption  of  diets  low  in  fat 
and  high  in  fruits  and  vegetables  and 
risk  of  cancer.  (1)  Cancer  is  ranked  as  a 
leading  cause  of  death  in  the  United 
States.  The  overall  economic  costs  of 
cancer,  including  direct  health  care 
costs  and  losses  due  to  morbidity  and 
mortality,  are  very  high. 

(2)  U.S.  diets  tend  to  be  high  in  fat 
and  low  in  fruits  and  vegetables.  Studies 
in  various  parts  of  the  world  indicate 
that  populations  who  habitually 
consume  a  diet  high  in  plant  foods  have 
lower  risks  of  some  cancers.  These  diets 
generally  are  low  in  fat  and  rich  in 
many  nutrients,  including,  but  not 
limited  to.  dietary  fiber,  vitamin  A  (as 
beta-carotene),  and  vitamin  C.  Current 
dietary  guidelines  from  Federal 
Government  agencies  and  nationally 
recognized  health  professional 
organizations  recommend  decreased 
consumption  of  fats  (less  than  30 
percent  of  calories),  maintenance  of 
desirable  body  weight,  and  increased 
consumption  of  fruits  and  vegetables  (5 
or  more  servings  daily),  particularly 
those  fruits  and  vegetables  which 
contain  dietary  fiber,  vitamin  A,  and 
vitamin  C. 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
substances  in  diets  low  in  fat  and  high 
in  fruits  and  vegetables  with  reduced 
risk  of  cancer  may  be  made  on  the  label 
or  labeling  of  a  food  described  in 
paragraph  (c)(2)(ii)  of  this  section, 
provided  that: 

(A)  The  claim  states  that  diets  low  in 
fat  and  high  in  fruits  and  vegetables 
"may"  or  "might"  reduce  the  risk  of 
some  cancers; 


1993 


2640        Fadval  Register  /  Vol  sa.  No.  3  /  Wedaesd&y.  January  6.  1993  /  Rules  and  RegulaUons 


(B)  In  specifying  the  disease,  the 
cloiin  uses  the  foUowring  terms:  "some 
types  of  cancer",  or  "tome  cancers", 

(C)  The  daim  characterizes  fruits  and 
vegetables  as  foods  that  are  low  in  fat 
and  may  contain  vitamin  A,  vitamin  C, 
and  dietary  fiber; 

P)  Tbe  claim  characterizes  the  food 
bearing  the  daira  as  containing  one  or 
more  of  the  following,  for  which  the 
food  is  a  good  source  under  §  101.54: 
dietary  fiber,  vitamin  A.  or  vitamin  C; 

CE)  The  claim  does  not  attribute  any 
degree  of  cancer  risk  reductioB  to  di^ 
low  in  fat  and  high  in  fruits  and 
veaatables; 

(F)  In  specifying  the  fat  component  of 
the  labeled  food,  the  claim  uses  the  term 
"total  fat"  or  "fat": 

(G)  The  claim  does  not  specify  types 
of  &U  or  fatty  adds  that  may  be  related 
to  risk  of  cancer, 

(H)  In  spedfying  the  dietary  fiber 
component  of  the  labeled  food,  the 
daira  uses  the  term  "fiber",  "dietary 
fiba:",  or  "total  dietary  fiber"; 

fl)  The  daim  does  not  sped fy  types  of 
dietary  fiber  that  may  be  related  to  risk 
of  cancer;  and 

(J)  The  daim  indicates  that 
development  of  cancer  depends  on 
many  foctors. 

(ii)  Nature  of  ^le  food.  (A)  The  food 
shall  be  or  rikall  contain  a  friiit  or 
vegetable. 

(B)  Tbe  food  shall  meet  the  nutrient 
content  requirements  of  §  101.62  for  a 
"low  fifit"  food. 


(C)  The  food  shall  meet,  without 
fortification,  the  nutrient  content 
requirements  of  §  101.54  for  a  "good 
source"  of  at  least  one  of  the  following: 
vitamin  A,  vitamin  C.  or  dietary  fiber. 

(d)  Optional  information.  (1)  The 
daim  may  indude  information  from 
paragraphs  (a)  and  (b)  of  this  section, 
which  summarize  the  relationship 
between  diets  low  in  fat  and  high  in 
fruits  and  vegetables  and  some  types  of 
cancer  and  the  significance  of  the 
relationship. 

(2)  The  claim  may  identify  one  or 
more  of  the  fallowing  risk  factors  for 
development  of  cancer:  Family  history 
of  a  spedfic  type  of  cancer,  cigarette 
smoking,  alcohol  consumption, 
overweigfit  and  obesity,  ultraviolet  or 
ionizing  radiation,  exposure  to  caaoer- 
causing  chemicals,  and  dietary  fiKtors. 

(3)  Tiie  daira  may  use  the  word  "beta- 
carotene"  in  parentheses  after  the  term 
vitamin  A,  provided  that  the  vitamin  A 
in  the  food  bearing  the  daim  is  beta- 
carotene. 

(4)  The  daim  may-indicate  that  it  is 
consistent  with  "Nutritioa  and  Your 
Health:  Dietary  Guidelines  for 
Americans."  US.  Department  of 
Agriculture  (USDA)  and  the  Department 
of  Health  and  Human  Services  (DHHS). 
Government  Printing  Office. 

(5)  Thorlaim  may  indude 
information  on  the  number  of  people  in 
the  United  States  who  have  cancer.  The 
sources  of  this  information  must  be 
identified,  and  It  must  be  current 


information  from  the  N^ional  Center  for 
Health  Statistics,  the  National  Institutes 
of  Health,  or  "Nutrition  and  Your 
Health:  Dietary  Guidelines  foi 
Americans."  USDA  and  DHHS, 
Government  Printing  Office. 

(e)  Model  health  claims.  The 
following  model  health  daims  may  be 
used  in  food  labeling  to  characterize  the 
relationship  between  substances  in  diets 
low  in  lat  and  high  in  fruits  and 
vegetables  and  cancer: 

(1)  Low  fat  diets  rich  in  fnuXs  and 
vegetables  (foods  that  are  low  in  fat  and 
may  contain  dietary  fiber,  vitamin  A, 
ana  vitamin  Q  may  reduce  the  risk  of 
some  types  of  cancer,  a  disease 
assodated  with  many  factprs.  Broccoli 
is  hig^  in  vitamins  A  and  C,  and  it  is 

a  good  source  of  dietary  fiber. 

(2)  Development  of  cancer  depends  on 
many  factors.  Eating  a  dirt  low  in  fat 
and  high  in  fruits  and  vegetables,  foods 
that  are  low  in  fat  and  may  contain 
vitamin  A,  vitamin  C,  and  dietary  fiber, 
may  reduce  your  risk  of  some  cancers. 
Oranges,  a  food  low  in  fat,  are  a  good 
source  of  fiber  and  vitamin  C. 

Dated:  Novendwr  3. 1992. 
D«vidA.Keader. 

Commissioner  of  Food  and  Drug^. 

Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
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■alea  aad  4CH 
faaalaa);  480 
oontrela 
(aurrogatea 
laterrlewed  for  34% 
^lea  aad  26% 
faaalea) 


■taadardised  qaeatlooaalro 
eeiwerlag  eecupatloa. 
aadleal,  aoeleeeoeaaie 
hiate*y,  dietary  faetora 
laeledlag  typea  and  aacwata 
ef  feed  eatea.   Diet 
claaalfiad  iato  flwe  typea; 
■ez^a.  rleh  la  aaiaai  fat, 
rleh  la  Tagatabla  f at, 
def leleat  la  wltaaia  A,  and 
dafleleat  la  ▼Itaala  C. 
r^od  eaapealtloa  baaed  on 
Madrid  data.   Odda  ratio 
(OK)  for  diet,  obealty  aad 
proatatle  eaaeer 
calculated. 


A  low  latake  of  witaala  C 
relatlwe  rlak  (Ut)  -  a. 32. 
95%  ooafldaace  laterval 
(CI)  1.22  to  4.43  for 
loweat  agalaat  hlghaat 
qulatlle),  aoneeatrallsed 
water  anpply  (RA  >  2.17.  CX 
1.14  to  4.13  agalaat 
oeetral  water  anpply), 
refrigerator  naa  for  leaa 
thaa  25  yaara  (lUt  m   1.33, 
CI  0.83  to  2.15  agalnat 
■ore  thaa  30  yaara,  aad  naa 
of  apmce  for  aaoklag  {9Xm 
3.33,  CI  1.5«  to  71.2) 
agalaat  not  aaoklag  aaat  at 
boaa),  were  Ideatlfled  aa 
faetora  poaalbly  cauaally 
related  to  atoaadi  eaaear 


latarriew  ualag  dietary 
Vieatieaaaire  eoatalalag 
11«  feed  Itaaat  dietary 
aaaaaaaeat  u«wexed  year 
before  iaterwlew;  e8%  ef 
eaaaa  were  hiatologlcally 
eeafixaed;  otbera  «iaa»oaed 
eliaieally. 


Ibia  atudy  found  ao 
aaaoclatlon  betweea  a  diet 
defleleat  la  Titaalaa  A  ec 
C  aad  tha  rlak  of  proatatlc 
eaaear.   Tha  ralatloaahlp 
Isetweea  Intake  of  -ragetabla 
fata  aad  proatatlc  cancer 
waa  alao  aot  algnlf leant. 


iaMoaa 


Adjusted  for  sapkiag  aad 
total  calories:   Dally 
oonsnaptlea  of  wegatablas 
atatiatieally  algaiflcant 
XnYarae  asaociatloo  between 
intake  of  freah  ▼egetablas, 
cooked  cruel ferouB 
wegetablea  and  pancreatic 
eaaear. 


Ibe  reaulta  are 
oonaistent  with  tha 
Ivpothaais  that  Incraaaed 
intake  of  witaaia  C 
reducea  tha  risk  of 
atoaach  cancer  by 
iahibitiag  aitrosatioa 
reaetioas  ia  the  atoaach, 
or  by  decreasing  the 
oarclnogaalelty  of 
putatlTa  carcinogens  in 
saoko  (especially 
polyareaatlc  hydrocarbons 
and  nitroaanlnas) .   Also, 
the  data  iaplieate 
peaalbla  sources  of 
earclnogaoa  or  careiaogaa 
precursors  (sacked  aaat 
aad  local  water  auppiy) 
ia  the  occurrence  of 
stoaach  cancer. 


bi 


the  diet  of  central  Spain 
ia  rich  la  fruita  and 
vegetable*.  Xt  i* 
possible  that  eran  the 
lowest  oulntlle  of  Intake 
Cor  fruits  and  ▼egstables 
in  Mediterranean  area* 
are  ralatiwely  high  la 
ralatioo  to  other 
cnialaas.  Tbe  result*  of 
this  study  aay  not  be 
aenez»li*abte. 


s 


Daily  eonsuaption  of 
vegetables  abow  a 
protective  effect;  large 
percentage  of  proior 
interview  of  casea 
introducea  biaa 


tKKJi  l—COHTIinnD 


study 

Study  Daaign 

•ubjaeta 

Matboda 

Raaulta 

CoMtanta 

tostroa 

Populatloa  data  b«a« 

11,34S  MB  and  , 

CoaprabanalTa  nutritional 

Hlgbar  dlatazy  Intakaa  of 

Ibeae  reaulta  do  not 

•t  •!.. 

•nalysla.  aBtioBal 

«a«an,  aaad  aS  to 

atatna  aurvay  tbat  Ineludad 

aaeorble  acid  wara 

prowlde  aupport  for  a 

1993. 

Itoalth  and  Nutrition 

74  yoara  at  tlaa  of 

clinical,  blocbaadcal  and 

aaaoclatad  wltb  algnlfleant 

reduction  In  rlak  of  any 

(R*f-  1) 

■»■■! nation  Surrey 

muatKM   Z  aurray. 

dlatary  natboda.  Tba 

reduction  total  aortal Ity 

type  of  cancer  by 

(MRAMIS  I)  data  and 

wit  a  total  of 

population  «aa  alloeatad 

rate  and  In  the  aortal Ity 

aaeorble  acid.   Ihey 

a  aadlan  of  10  yaara 

1,809  daatha  durlnfl 

Into  tbrao  groupa:  Intaka 

froa  heart  dlaaaaa.   ttaaa 

cannot  be  interpreted. 

of  proapactlr* 

tha  follorap 

SO  <^/day  without 

effect a  were  enbancea  by 

however,  aa  contradicting 

follovup  aortallty. 

parlod. 

auppl— anta,  Intaka  2S0 

aupplaaenta.   The 

that  poaaibllity.   Tba 

■a/day  wltbout  aupplaaanta. 

atandardlaad  aortallty  rata 

aortallty  rata  froa 

and  250  v/day  wltb 

froa  cancer  (total  for  all 

eanear  waa  not  reduced  aa 

aupplaaanta.   Pollowup 

altaa)  waa  a  nonalgnlf leant 

auch  with  alerated 

■ortallty  rataa  datazmlnad 

0.71  with  aupplaaental 

▼Itaaln  C  Intake  aa  ware 

In  total  and  for  aawaral 

aaeorble  acid.   In  cootraat 

tbe  total  and  heart 

apaelfle  eauaaa.  Including 

with  the  reaulta  for  total 

dlaaaaa  ratea,  and  tba 

oanear  and  baart  dlaaaaa. 

aortallty  and  heart  dlaeaaa 

cohort  else  waa 

■ortallty,  tha  raaulta  wltb 
eanear  aortallty  wara  not 
algnlfleant  baeauaa  tba 

aubatantially  aaaller. 
Any  protectiwa  effect  of 
Tltaain  C  at  one  eanear 

itandardlaad  aortallty  rata 
waa  net  a  low  and  beoauae 
tba  cohort  alae  waa 
dacraaaad  (baart  dlaaaaa 
^roduead  approiliaataiy  40 
pafcaat  of  tba  total 
■ortallty,  w^raaa  eanear 
produced  leaa  than  aS 
parcant). 

aite  aay  have  bean  aaakod 
by  no  effect  at  other 
aitea,  with  tbe  overall 
rata  being  apparently 
ciiangad  by  a  aubataatlal 
but  Bona Ignif leant  aaount 
(aa  percent)  in  a 
protect iwa  diraetioa. 

Omxhmr 

■nntlpllar,  Pranca 

Caaaat   4S  wcKon 

Blood  lawala  of  Bine, 

significantly  higher  aean 

■anpla  alsa  aaall. 

t   •!.. 

obaarratlon  of  blood 

Inpatlanta  for 

coppar,  aalanlua,  wltamlna 

lawela  of  wltaala  B,  total 

Blaratad  plaaaa  Tltaain 

1991. 

and  callular 

braaat  eanear. 

B  and  C  naaaurad. 

cboleaterol  and  B/total 

B,  leukocyte  vltaain  B. 

(*•(.  S) 

antioxidant  lavala 

Controlai   SO  uu— n 

Callular  lavala  of 

cboleatarol  ratio  found  la 

aama  Zinc  in  breaat 

In  braaat  eanear 

flrat  adnlaalon 

aalanlua,  wltaalna  B  and  C 

braaat  cancer  eaaaa  than  In 

eanear  eaaaa  bypethaaitad 

eaaaa  and  boapltal 

Inpatient  nauroloffy 

•valuatad  In  aoat  aubjacta. 

oontrola.   Bffeet  leat  when 

to  relate  to  facilitation 

control a 

vlLbout  eanear  or 

•ttbjaet  Identity  eodaa 

▼Itaain  pill  naera 

of  eartaia  tuaor  growth 

elreulatory 

uaad. 

•occluded,  except  witaaln  B. 

by  theae  antlexidanta 

dlaaaaa. 

" 

Leukocyte  Tltaaln  B  laral 
alao  algnlf leantly  blgbar. 
Serua  Sine  lewal  algn 
bigbar.   Blewated  leukocyte 
witaaln  e  la  eaaaa 
bardarllne  algn.  Maaa 
leukocyte  witaala  B  lawal 
alga  after  wltaala  pill 
uaera  exeluded. 

euggeatlng  affect 
ultiaataly  related  to 
aatabolie  alteration. 
Pntara  atudlaa  naad  to 
eorralate  tuaor 
aatloaldant  lawel  to 
raaiataaee  (diaae  ee 
aaturall  and  tuftor 
antieaidant  lawal  to 
blood  level. 
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TABLI  l--COHTZHnBO 


Study 


study  Daalgn 


Orahaa 
•t  •!., 
19»l. 
(R*f.  3) 


Ca«a -control: 
N*«  Tork: 
Poataaoopauskl 
brsaat  caaear 


Orldlay      A  populatloo-basad 
at  al.,       caaa-eootrol  study 
1993.         of  oral  and 
(Raf.  IJ)     pbaxyagaal  caacar, 
cooductad  during 
19a«  to  1915  lo  four 
«ra«a  of  tha  Unltad 
Stataa . 


Subjacta 


439  Incldant  eaaaa; 

494  aga-aatcbad 
ooBBualty  eootrola 


Tba  aubjacta 
Includad  1,363 
controla  and  1.114 
oral  and  pbaryngaal 
caacar  caaaa. 


Matboda 


latarrlaw  ualng  dlatary 
quaatloonalra  oa  173  fooda; 
dlat  aaaaaaad  3  yaara 
bafora  Intarviaw;  all  caaaa 
vara  blatologlcally 
eooflraad;  raaulta  adjuatad 
for  aga,  aducatloo,  aga  at 
flrat  pragnaacy,  auabar  of 
pragoanclaa,  aga  at 
•anarcba,  ralatlva  wltb 
braaat  caacar,  aad  baalgn 
braaat  dlaaasa. 


Raaulta 


lotarvla*  vara  atelaiatarad 
to  obtain  Information  on 
daaograpblc  vaxiablas, 
tobacco  and  alcobol  uaa, 
dlat,  occupation,  and 
•adleal  biatory.   Vltaaln 
aupplaaant  uaa  quaatlona 
addraaaad  yaara  of  uaa,  aga 
atartad,  typaa  of 
■ulti'vltaBln  producta  uaad 
(Including  brand)  and  uaaa 
of  aiagla  autrlaat 
aupplaaoata.  Titaaln  abota 
obtalaad,  aad  alaaral 
producta  uaad. 


Caaaa  aad  controla  cooauaad 
aaaa  nuabar  of  caloriaa. 
Dlatary  carotana,  TitaBln  C 
protactlva  but  no  affoet 
abom  for  aupplaaant  uaai 
dlatary  flbar  bordarllaa 
protactlva  RJt  ■  0.7  (O.S  to 
1.1);  adjuataant  for  total 
caloriaa  did  not  cbaaga 
raaulta.  Caaaa  ata  laaa  of 
10  fruita  and  vagatablaa  la 
quaatlonaalra.  


aaata 


Oaa  of  aupplaManta  «aa 
algnlf Icaatly  aaaoclatad 
vltb  raducad  rlak  of  oral 
caacar.   Uaa  of  aupplaaaata 
vaa  aaaoclatad  with  baiog 
faaala.  vbita,  aora  blgbly 
aducatad,  baiog  a 
California  rasidant,  baTlng 
a  lovar  body  aaaa,  aad 
conauaing  aora  fruita  aad 
vagatablaa.   Protractad  uaa 
did  not  Ineraaaa  tba 
apparaat  affacta  of 
aupplaaaata  oa  caacar  rlak. 
Uaara  of  aupplaaaata  of 
individual  vltaalaa, 
laeludlag  A,  B-c<awlax,  C 
and  I  wara  at  lovar  riak 
aftar  cootrolllag  for 
affacta  of  tobacco,  alcobol 
and  otbor  rlak  factora. 
Aftar  adjuataant  for  uaa  of 
otbar  aupplaaaata,  vitaala 
■  aupplaaaotation  vaa  tha 
oaly  ooa  that  raaaiaad 
aaaoclatad  vitb  raducad 
riak. 


Uov  participation  rataa 
any  introduca  blast  S6\ 
of  oliglbla  caaaa  aad  tt\ 
of  aligibla  controla 
partlcipatad  la  atudy, 
tbua  aay  not  ba  abla  to 
ganarallta  tba  raaulta. 


It  la  not  elaar  tbat  tha 
lovar  rlak  aaong 
conauaara  of  vltaaln  I 
aupplaaanta  vaa  dua  to 
tba  vltaaln  Itaalf, 
bacauaa  tba  finding  ara 
alao  aaaoclatad  vitb 
bigbar  intakaa  of  fruita 
and  vagatabla  aaoog 
aupplaaant  uaara.   Tha 
findlnga  ara  conalataat 
vitb  avidanea  frca 
axpariaantal  aniaala,  aad 
ahould  proapt  furtbar 
raaaareb  on  vitamin  t  in 
raduclag  tha  rlak  of 
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tUBLI  X — CONTIinltD 


Study 


Study  DaaloB 


■arris 
•t  ml., 
1991. 
(R«f.  13) 


Caa«-eoetrol  study 
durlna  th*  y««r 
bsfor*  dlagnoal^ 
with  cmacT   la 
Oxford,    O.K. 


Sub j seta 


1b«  anbjaeta 
lacludad  9<  Ban 
vlth  lung  canoar, 
7$  BaD  with  otbar 
aplthallal  cancara, 
and  97  hoapltal 
eoDtrola. 


Harraro 

at  al, 
1991. 
(Raf.  •) 


Caaa-coatrol  atudy 
■nltlpla  altaa  In 
Maxleo,  Cantral 
Aaarlca,  and 
Coloi^la. 


■atboda 


Zatarrlawa  •ara  ooaduetad 
within  1  yaar  of  dlagaoaia 
by  ODa  asparlancad 
Intarwlawar  idio  waa  tba 
aaaa  for  all  aubjacta.   Tba 
Intarwlawar  waa  not  blindad 
about  dlaanoala.   Ttaa 
quaatloaaalra  eovarad 
aaoklng  hiatory  and  uaual 
dlatary  Intaka  during  tha 
yaar  pracadlng  dlagnoala. 
ttta  known  carotana  values 
for  tha  fooda  ara  for  bata- 
earotana. 


Maaulta 


74S  eaaaa  Inwaalws 
car^lcal  caacar, 
1,411  Inpatlaot 
controla  froa 
naurology  warda  at 
tbasa  sltas. 


MiaSiaaM  of  ioAmUM^idh 
of  )•  <<Md*,  ltteladlfa# 
■Ajor  sourtia*  ol  vltAAlB  k, 
C,    earetaikilds ,  ted  iblieiA 
as  «sll  As  Mrfleai  And 
bshavioral  eb^«<«tsrittl<is 
r«l*t«d  t<*  e«m<!al  cAfldar. 
AdjastM  <or  atfs,  ttudy 
sits,  tsxaal  and     . 
raprodaetl^s  hlstety. 
soeioaCoaaide  stdtus,' 
scrsaolflg  praetica,  aad 
dstsdtloB  at   buaaa 
pa^lllcMn  ¥l^as. 


Caleulatad  aaaa  dlatary 
latakas  of  bata- carotana 
wara  3*\   lowar  for  Ions 
cancar  easas  than  for 
controls,  10%  lowar  for 
othar  aplt'hallal  cancar 
easas  than  for  controls. 
Sarua  concantratlons  of 
bata-carotana,  ratlnol,  and 
vltaala  ■  wara  lowar  In  tha 
cancar  pat 1 ants  than  In  tha 
controls  by  SB,  30,  and  31 
parcaet,  raspactlwaly,  for 
lung  cancar,  and  33,  11, 
and  14  parcant, 
raspactlwaly  for  othar 
aplthallal  cancar  easas. 
tta  Oil's  wara  lass  than  1.0 
la  tha  two  uppar  thirds  of 
dlatary  earotaaa,  with  tba 
trands  having  bordarllna 
slgnlflcanea.   Tha  OR's  for 
latakas  of  fruits  and 
wagatablas  wara  rmthar 
irragular,  aad  tha 
assoelatad  trands  wara 
waakar  than  tha  trands  for 
bata-carotana. 


ts 


Slightly  lowar  risk  for 
hlgbast  quartllas  of 
oonsuaptlon  of  fruit  and 
fruit  jalca.  Risk  of 
earrlcal  cancar  not  raducad 
la  groups  with  hlghsst 
consumption  vagatablas, 
foods  of  anlaal  origin, 
coapla*  carbohydratas, 
latftiaas,  or  tolacln-rlch 
foods,  (valuation  of 
ndtriant  Indlcaa  idantlfl4d 
d*eraa4ad  risk  assoelatad 
with  vieaMla  C,  bata 
carotana,  ot^r 
c4ro£*noidtf.   Including 
▼iCaaln  C   and  bata  cafotana 
In  tha  saris  aodsl 
atttnufttad  tha  association 
tot   bata  carotana,  but  not 
fo^  «lt4^n  C. 


Ifaa  parlod  of  eonearn  la 
tha  raeall  waa  tha  yaar 
prior  to  dlagnoala,  a 
tlaa.   By  coaiparlaon, 
eaaaa  In  tha  a-yaar 
parlod  following  aaapllng 
or  Intarwlaw  ara  oftaa 
aseludad  frca  proapaetlva 
atudlaa  bacauaa 
dlffarancaa  aay  ba  cauaad 
by  tha  cancar.   Rta 
rasults  suggast  that 
bata-carotana  Is 
protactlva  against 
aplthallal  cancars, 
Including  lung  cancar. 


Rasults  ooaslstant  with 
ot^ar  studlaS  that 
support  a  protactlva 
affaet  6t   nutrlaats  in 
ft-ults  aad  vagatabias 
against  tha  davalopaaat 
of  Invaalva  carvleal 
cAncar,  bowavar  spaclflc 
catagory  of  nutrlant 
rSspooslbla  not  raadlly 
apparant . 

Associations  wara  drlvan 
by  raiatloBshlps  batwaan 
diat  aad  carvleal  cancar 
at  two  study  sltas. 
nlghar  socloaceaoBle 
status  of  subjacts  at 
thasa  sltas  laavas  epan 
possibility  of  salaetlon 
bias  or  an  unldaatlflad 
dlatafy  pattara. 


b» 
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TKKM  l^-COMTZmiO 


Study 


Study  Dealoo 


KBtgbt 
•t  •!., 
1991. 
(Raf.  37) 


Clinical  trial  of 
nltroaatloQ  of  L- 
prollna  load  by 
dlat-darived 
ottrata,  and 
Inhibition  by 
dlatary  ascorbic 
acid. 


Subjacta 


n>a  first  study  bad 
16  sub j acts  of  both 
saxas,  agad  33  to 
56  yaars.  all 
oonsBokars .   Tba 
sacond  study  bad  19 
faaalas  agad  30  to 
3B  yaars.  Including 
5  saokars. 
All  subjacts 
SToldad  known 
sourcas  of  tba 
nltrosatlon  product 
and  vltaaln 
supplaaants  for  12 
hours  bafora  tast 
il  consumption. 


Mathods 


Tast  Maal  1  was  daslgaad  to 
supply  a  high  laral  of 
dlatary  nltrata  (173 
■g/aaal)  accoapanlad  by 
ralatlTa  low  lavals  of 
ascorbic  acid  (34  ag/Baal). 
Tast  Maal  3  eonslstad  of 
tha  sa»a  Itaas  as  Tast  Maal 
1,  vlth  tha  addition  of  . 
foods  rich  In  ascorbic  add 
(340  »g/saal).  Tha  nltrata 
laval  of  Tast  Maal  3  was 
197  ma.      Both  tast  aaals 
contalnad  3.4  g  dlatary 
prollna.   Xa  tba  first 
study,  nltrosatlon  was 
datarmlnad  aftar 
eonsuaptlon  of  lor   ascorbic 
acid  aaal  (Tast  Maal  1) 
and,  a  vaak  latar,  aftar 
oonsuBptlon  of  tba  saae 
■aal  with  SOO  ag  of  addad 
L-prollaa.   In  tba  sacond 
study,  all  subjacts  bad 
nltrosatlon  datarainad  with 
addad  prollna,  first  with 
tba  low  ascorbic  acid  aaal 
and  than  a  waak  latar  with 
tha  high  ascorbic  acid 
■aal.   Drlna  was  collactad 
for  34  hours  aftar  aach 
tast  maal,  aad  assayad  for 
nltrosoprellna  (RPRO)  and 
nltrata. 


Rasults 


In  tba  first  study,  tba 
background  axcratloa  of 
HPRO  was  Incraasad  by 
addition  of  fraa  L-prollna. 
In  tha  sacond  study,  a 
lewar  axcratlen  of  NPRO 
occurrad  with  tba  high 
ascorbic  acid  aaal.   This 
occurrad  dssplta  a  slightly 
13  hlgbar  nltrata  Intaka 
froa  Tast  Maal  3,  eoaparad 
with  that  frca  Tast  Maal  1. 
Soas  subjacts  (Subgroup  A) 
bad  a  low  NPRO  axcratlon 
aftar  Tast  Maal  1,  this 
laval  was  aalntalnad  with 
Tast  Maal  3.   Subgroup  B 
bad  high  axcratloo  of  NPRO 
aftar  Tast  Maal  1,  and  this 
was  strongly  dacraasad 
aftar  Tast  Maal  3, 
containing  blgh  ascorbic 
add  foods. 


■ants 


81s  subjacts  showad  no 
changa  In  MFRO  aftar 
eonsuaptlon  of  a  tast 
aaal  containing  rich 
sourcas  of  ascorbic  acid. 
Tbass  bad  low  NPRO 
azcratlons  with  tba  low 
ascorbic  acid  aaal.   13 
subjacts  had  auch  hlgfaar 
lavals  of  NPRO  azcratlon 
aftar  tha  low  ascorbic 
acid  aaal,  but  this  was 
strongly  Inhlbltad  by  tba 
Inclusion  of  rich 
ascorbic  acid  sourcas  In 
tha  aaal,  avao  though  tha 
ascorbic  acid  sourcas 
contributed  soaa 
additional  nltrata.   Tha 
data  suggast  that  not  all 
IndlTl duals  synthaslsad 
NPRO  In  Tlvo  from  tba 
Ingastad  pracursors,  and 
tbosa  who  did  not  wara 
tha  subjacts  who  fallad 
to  show  ascorbic  acid 
Inhibition  of  NPRO 
axcratlon.   It  was 
concludad  that  a  noraal 
wastara  dlat  with 
plantlful  contant  of 
frash  Tagatablas  can 
provlda  sufflclaat 
nltrata  to  rasult  In 
andoganous  nltrosatlco, 
and  that  this  process  Is 
substantially  Inhlbltad 
by  Inclusion  of  ascorbic 
acid  rich  foods. 
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tABLt  l--COimMOtD 


Study  DaslffB 


Koakt 
•t   al.. 
1991. 
(R«f.    11) 


pro«p«ctlv«   cohort, 
ao-y«*r  follo<nip  for 
lunfl  c«ne«r   in 
emacT  fr««  rlnnlrt 


Sttblaets 


■•D. 


4,538  c«lie«r  tr— 
■an  afl**   30   to  C9, 
baaallna 
•xaalnatloB  196C 
throuab   1972. 


Hathoda 


Dlatary  hlatory  a.tl«»tad 
baaad  on  total  habitual 
iBtaka  for  pr^rloua  yaar. 
iDtaka  of  antlo«ldaBt 
vitamins  baaad  oD 

pravloualy  publlahad 

^lyaaa  of  FlBBlah  fooda. 


Raaulta 


Knakt 
at  al., 
1991. 
(Raf.  19) 


A  Daatad  caaa- 
control  atudy  of 
■arum  ■Icronutrlanta 
and  cancara  of  low 
Incldanca  In 
Finland. 


tha  aublacte  wara  a 
total  of  lis  caaaa 
of  canear  in  8 
■natcBleal  location 
eata«orlaa  (9  to  20 
caaaa  In  aach 
catagory)  and  211 
eontrola. 


«ha  alta  of  prl-ary  <»near 
and  data  of  dlaanoale 
obtalnad  fro.  tha  canear 
rafllatry  wara  llnkad  to 
Slia  obtalnad  In  tha  haalth 
•xaalnatlon  data.   Sanim 
eoBcantratlona  ««f» 
datazalnad  for»  alpha- 
tocopharol,  bata-carotana, 
ratlnol,  ratlnol-blndinfl 
protaln,  and  aalanlu*. 


Znvaraa  ralatlonahlp 
batwaan  Intaka  of  vlta«lna 
A,  B,  and  C  and  Incldanca 
of  linfl  canear  In 
Don»okar> .   Ralat  Iva  r lak 
batwaan  lowaat  and  hlflhaat 
tartlla  of  Intaka  2.5,  3.1 
and  3.1  raapactlvaly. 
lo^araa  sradlant  batwaan 
yallow,  flraan  and  rad 
Yagatablaa  (aourca  of 
carotanolda)  and  luna 
canear.   Mo  Invaraa 
oradlant  batwaan  praformad 
Tltamln  A  and  luno  canear. 
Strooa  Inraraa  aaaocUtlon 
for  •araarlna  Intaka 
(aoorca  of  toeopharol)  and 
ineldanea  of  lunfl  cMicar; 
•Iflnlf leant  Invaraa 
flradlant  for  fruit  l»t.ka 
i^ltaaln  C  aourca)  daaplta 
low  Intaka  In  thla  cchort. 


aanta 


Klaelaaelfleatlon  of 
Intaka  and  chanoaa  In 
Intaka  wara  poaelbla  o»ar 
followup,  aapadally 
■upplanant  uaa.  <>'•»•', 
•ubatancaa  In  foodatuffa 
rich  In  antioxidant 
▼itaaln  (a.fl.,  tarpanae, 
fla^ooaa,  and  phaoole) 
say  ba  antlcarclnoflanlc. 
Studlaa  naadad  on  dlatary 

pattama,  l"t*''«.i*^*^*' , 
and  protaetlTa  af facte  of 
othar  conatltuanta  of 
dlata. 


Tha  cruda  naan  laral  of 
•arua  alpha-tocopharol  i«a 
SOX  lowar  In  paraona  with 
aalanrmn  than  In  eontrola. 
9ba  larynoaal  and 
aaophagaal  caaaa  had  alpha 
toeopharol  lav.la  that  wara 
nonalonlflcantly  lowar. 
Accordlnflly  for  *!»«»•- 
toeopharol,  tha  ra I at Ira 
rlaka  of  nalanoma  and  waa 
0.2  (aloolflcant)  and  for 
eancara  of  tha  l-nj"  and 
..ophaou.,  0.49  and  0.39 
(non.lBnif leant).   '°' 
bata-carotana.  tha  r«l*tlTa 
rlak  of  nalanoma  waa  0.03 
<K«ahlv  algnif leant). 


only  nalanoma  patlanta 
had  elonlfleantly  lowar 
aarun  alpha-toeopharol 
and  bata-earotana  lavala 
than  eontrola.   Bacauaa 
tha  nunbara  of  caaaa  wara 
anall,  no  atronfl 
conelualona  can  ba  drawn 
fro«  tha  raaulta  until 
thay  ara  eonflrmad  In 
•tudlaa  baaad  on  l»rflar 
cohorta  or  on  poolad  data 
fro*  aaTaral  aaall 
aanplaa . 
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fill  111  Ifn 
•t  *1., 
l»»t. 
(■•f.    7) 


•tvdy  Oaslffn 


Cu«-eootrel  stu^ir 
4  Latlo  JkB«rlc«B 
aatloos. 


•t  *!., 

(M(.  ac) 


CllBlMl 

ebaarvatlooa  aad 
aseocble  acid  trial 
la  patients  at  hlgta- 
rlak  for  •toaach 


•vbjaeta 


3t7  eaaaa  e( 
laraslTa  earrleal 
eaaear,  <70 
hospital  controls. 


•lBty>-t«e  Inallah 
■an  and  voaaa  with 
altbar  atrophic 
faatritia, 
panieloas  an— la 
(PA),  partial 
gaatract^qr*  or 
vngctemr)  agaa 
naaad  froa  3t  to 
77  yaaxa. 


tULI  1— COMTZmkD 


Matboda 


SarvB  l«Tala  oC  aight 
■icreoutrianta  naaaorad  in 
eaaaa  and  controls.   Staga 
1  and  >  eancar  patlanta 
only  inclndad  to  ninlalsa 
•(facta  of  dlaaaaa  on 
aarolegle  aarkara. 


•aroM  aaeerble  add  and 
gastric  jvica  aitrita  and 
total  astraetabla  ll-altrose 
eeapoaada  vara  dataralaad 
bafora  traataaat,  —ably 
daring  4  waaks  e(  ascorbic 
acid  traataaat  (4  g/dar) 
and  (or  4  •••ka  aftar 
dlaeeatianatioa  of 

It.  All  patlanta 
tbair  aocaal 
dlata.  bat  avoidad 
ipagatabla  and  (rait  julcaa 
dvrlag  tba  aapariaaat. 


Raaulta 


Intake  of  ratinol, 
cryptozantbin ,  lyeopana , 
alpha  earotana.  lutaia  and 
alpha  tooopbarol  did  not 
aignlflcantly  differ 
between  caaea  and  eontrola. 
After  adjuataent  for  age, 
study  aite,  aex  and 
reproductlTe  biatory, 
socloecoooale  atatua,  and 
papllloaa  ▼irua  higher 
aerua  beta  carotene  and 
gaaaa  tocopherol  leTsls 
aaaoeiatad  with  decreaaing 
riak  of  dlaaaaa. 


Many  patlanta  had  low 
baaalina  aeroa  lerala  of 
ascorbic  acid,  and 
ceapliaaea  with  treataent 
waa  eonf iraad  by  a  aarked 
rise  daring  treataent.   The 
lawals  ware  still  high  4  . 
weeks  after  the  patients 
had  been  instructed  to  stop 
taking  ascorbic  acid, 
laplytng  that  aaoy  of  tbaa 
bad  not  discootinued 
treataent.   Baseline  lerels 
ef  N-nitroao  coapounda  were 
high  in  all  groups  eoa«ared 
with  the  levels  preriously 
found  in  Bonial  controls, 
but  a  highly  significant 
decrease  was  ebsarrad 
during  traataaat  with 
ascorbic  acid  in  all  groups 
except  those  with  PA. 
Treataent  produced  a  aarked 
decrease  la  gastric  juice 
nitrite  levels  in  all 
groups  except  those  with 
PA. 


•nta 


Serua  beta-carotaoa  lerel 
eonatant  aa  dlaaaaa 
prograaaed,  arguing 
agalnat  effect  of  dlseaae 
progreaaion  co  nutrient 
value,  while  gaaaa 
tocopherol  level  waa 
higher  la  caaea  and 
prograaaed  with  dlaeaae. 
In  this  study  dietary  and 
serua  effects  of  beta 
carotene  concordant,  both 
paraaaters  indicate  a 
possible  association 
between  intake  of  bate 
carotene  and  reduced  risk 
of  invasive  cervical 


Ibasa  data  support  the 
eoaclusica  that  high-dose 
ascorbic  acid  traataaat 
raducaa  the  intragaatrlc 
foraation  of  nitrite  and 
H-nitrese 
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TUBLI  1 — CORTXmiD 


■ta4y 


ftibeli 
•t  •!.. 
1991. 

(m»f.  a) 


atody  DaalflB 


Caaa-eeetrol} 
Bladdar  eancar 


Klcbardaca 
•e  •!.. 
1»»1.   («) 


Sobjacta 


43a  eaaaa  (all 
■alaa);  793 
eoetrola;  t«o  aata 
of  cootrolai 
popa lat loo-baa ad 
and  boapital-baaod 


Hatlwda 


Caaa-eoetrol; 
rranea; 


roataanopaaaal 
kraaaC  eaaear 


Xntarrlaw  ualao  dlotaxy 
qaaatlooaalza  cootalnlag  CO 
food  groopa;  dlatary 
aaaaaaaant  corarad  yaar 
bafora  Intarrlaw.  Caaaa 
hiatolofllcally  cooflxaad. 


Raanlta 


laata 


Adjvatad  for  aw>klBa  and 
total  ealoriaa,  a  hlgbar 
▼ItaaiD  B  iDtaka  waa 
aaaoelatad  with  a 
^^Vlnally  alffolflcant 
raduetloe  In  rlak  of 
bladdar  eancar.  Mo 
•aaoclatlon  found  for 
ratlaol  or  earotao*  Intaka. 


409  Ineldant  caaaa; 
SIS  hoapltal 
oootrola  (349 
praaanopaaaal  and 
S7S  poafannpauaal 
for  total  atudy 
popnlatloB) 


Xntarrlaw  aalng  dlatazy 
quaatloanalra  on  SS  foeda; 
enrrant  dlat  aaaaaaad,  but 
If  changad  ovar  paat  13 
Kintha,  foraar  dlat  «■• 
naod;  all  caaaa  wara 
hlatoloflleally  eoof ItMad; 
raanlta  adjvatad  for  aga, 
■•aopauaal  atatna,  faally 
hlatocy  of  braaat  canoar, 
hlatory  o<  banian  braaat 
dlaaaaa,  alcohol 
oonauBptlon,  and  aga  «t 
■anarrha. 


Antlosldant  vltanln  Intalca 
had  no  algnlflcant  affaeta 
on  rlak  of  braaat  eancar  In 
praaaoopauaal  woaan  and 
poataanopanaal  w^an; 
howavar, 

fmlta  rich  In  bata- 
oarotana  bad  a  nif  glnal 
protaetlva  affact  (RR>1.4. 
CX>1. 0-3.0)  on  braaat 
eancar  In  tbla  aaaa  group. 
In  poat-nanopauaal  wtman 
ratlnol  bad  a  marginal 
protactlva  affact  (OR  1.9. 
CI«1. 3-3.9).  Bata-carotana 
and  vltaaln  ■  Intaka  had  no 
algnlflcant  affaeta  on  rlak 
of  braaat  eancar. 


Slightly  low 
participation  rataa 
(eaaaas  7aX  and  eontrola: 
71X  hoapltal  and  6eX 
population);  raaulta 
poaalbly  blaaad  tqr 
Inelnalon  of  300 
pravalant  eaaaa  who  nay 
xapraaant  aurrlTora  of 
bladdar  eancar^ 


Study  adda  support  to  tha 
tepothaala  that  fruit 
conanaptlon  nay  hava  a 
alight  protactira  affact 
agalnat  braaat  eancar  In 
all  woaan  (both 
praaaoopauaal  and 
poataanopauaal  woaan) . 
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thBLB  1 — coMtimnt) 


study 


All 

9t   al. , 

1991. 

(K«f.  aa) 


8tti4y  DaalSB 


Caaa-control  atttdsr 
in  ■baQohal.  Chlaa 
eowprlng  nrioary 
•aeorble  acid  >ad 
nltrat*  la  patlaats 
with  faatrlc  caacar 
and  Doraal  coetrol*; 
arlna  Butagaalctty 
la  normal  cootrola. 
dyaplaala  aad 
gaatrlc  cancar;  and 
gaatrle  julca  ■- 
nltroao  ooapciunda  la 
ooBtrola ,  chronic 
atrophic  gaatrltla. 


Sub j acta 


Thirty  caaaa  of 
gaatrlc  eanear  vara 
aalactad  and  palrod 
with  dyaplaatlc 
patlanta  and  normal 
cootrola  of  tha 
aaaa  »•»   and  aga 
group. 


Matboda 


dyaplaa la/ gaatrlc 
cancar  patlanta. 


All  caaaa  wara  dlagnoaad  by 
•ndoacopy.   Urinary 
aacortolc  acid  and  oltrata 
wara  datarmlnad  chaalcally. 
arlna  autaganlclty  waa 
dataralnad  In  tha  Aaaa  taat 
nalng  8al»onalla 
typhlaurluM  tA9e  and  TAIOO 
atralna,  aacb  with  and 
without  an  actlTatlng  S9 
fraction.   Four  Individual 
and  tha  total  N-altroao 
ooaponnda  wara  chaalcally 
aaaayad  In  gaatrlc  julca. 


Raaulta 


,ta 


Iba  raducad  aacorblc  acid 
contaat  of  urlna  waa  lowar 
In  tha  gaatrlc  cancar  group 
than  In  normal  cootrola, 
wblla  tha  contant  of 
nltrata  waa  algnlf Icantly 
hlghar  In  tha  cancar 
patlaota  than  In  tha 
oontrola.   Mo  mutaganlclty 
waa  aaan  In  tha  urlnaa  of 
tha  oontrola,  wfaaraaa  a  low 
fraction  of  tha  urlnaa  f roa 
tha  dyaplaala  patlanta  and 
a  high  fraction  of  tha 
urlnaa  froa  tha  gaatrlc 
cancar  patlanta  wara 
mntaganlc. 


Iba  lowar  axcretlon  of 
aacorblc  acid  in  tha 
urlna  of  gaatrlc  cancar 
patlanta  could  ba  althar 
a  cauaa  or  a  raault  of 
tha  dlaaaaa,  but  It  la 
conaiatant  with  tha 
taypothaala  that  tbla 
vitaalo  reducaa  tba  rlak 
of  tbla  dlaaaaa.   Tha 
blc^ar  axeratlon  of 
nltrata  probably  raflacta 
a  hlghar  Intaka. 
Mutaganlclty  of  tha  urlna 
waa  dlractly  aaaoclatad 
with  a^arlty  of 
pathology  of  tha  atoaacb. 
Normal  cootrola  had  low 
lawala  of  H-nltroao 
ccapounda  In  gaatrlc 
julca,  eoaiparad  with 
chroole  atrophic 
gaatrltla,  dyaplaala,  or 
gaatrlc  oancar.   Tba 
mutaganlclty  of  tha  arlna 
may  baTa  baan  ralatad  to 
ayntbaala  of  R-nltroao 
coapounda  In  tba  atoaach 
and  dlffarancaa  la  tbla 
proeaaa  may  baTa  baan  dua 
to  dlffarancaa  la  Intakaa 
of  aacorblc  acid  and 
nltrata.  Thaaa  raaulta 
aupport  tha  taypothaala 
that  R-nltroao  coapounda 
a»y  ba  tba  cauaa  of 
gaatrlc  cancar. 


o 


•1 


I? 
S* 

A 


< 
o 


00 

Z 

p 

CO 


:3 

re 

(A 

v.; 


0> 

C 


(O 
CO 
Cd 


50 
cT 

M 

o 

9 

CO 
00 

»* 
P. 

O 


TABU  i~co«TiinrBO 


8tii<}y 

Study  Daslgn 

Sub j acta 

Mathoda 

Reaulta 

Co^anta 

Slarra 
ot  al., 
1991. 
(Raf.  as) 

Coaparlsoo  of 
urloary 

coocaotratlooa  of 
nltrata  and  M- 
Bltroaoaalno  aelda 
in  oMldraa  froa 
high-  and  low-rla)c 
araaa  for  atcaach 
nancar  In  Coata 
Rica. 

Ona  high-riak  and 
ona  lov-rlak  axaa 
for  atoaach  canear 
vara  choaan  oo 
eritarla  of  rural 
location,  larga 
anough  population 
of  school  aga 
cblldran  asd 
alailar  athaic 
charactariatlca . 
Proa  aach  araa,  25 
aub^acta  agad  8  to 
14  yaara  wara 
choaao  at  raadca 
for  tha  oral 
traataanta  and 
urina  collaction*. 

Two  aaaplaa  of  la-bour 
aramlght  urina  wara 
eollactad  frea  tha  cblldran 
aftar  thay  bad  ingaatad  500 
■B  proliaa  with  300  ag 
aacorblc  acid  or  $00  ag 
prolina  alona  1  boor  aftar 
tha  wraning  aaal.  Urina 
aaaplaa  wara  aaaayad  for  M- 
nitroaoprolina  and  twa 
othar  M-nitroao  ocaipa«nda, 
and  nltrata. 

All  ooapariaona  of  lavela 
of  R-nltroao-prolina  ware 
atatlatically  algnlCicant. 
Ihuv,  in  both  araaa,  tha 
ISTal  waa  raduaad  by 
ingaation  of  ascorbic  acid 
with  prolina,  eoaparad  with 
that  aaan  with  prolina 
alooa.   Tta  laval  aa  higbar 
in  tha  hlgh'rlsk  axaa  than 
in  tha  low-riak  ara«,  for 
aach  typa  of  diatazy 
traataant.  tha  ■• 
nitroaoprolina  laral 
oerral%tad  wall  with 
oitrat*  lawala. 

Tha  rasulta  Indleata  that 
cblldran  living  in  a 
high-risk  axaa  bava  a 
blghar  potantial  for 
andogsnoua  nltroaatlon 
hhcn  thosa  living  in  tha 
lov-rlsk  area.   Nltrata 
exposure  may  explain  at 
least  part  of  this 
difference.   The  data 
confira  that  prolina 
nltroaatlon  can  be 
substantially  Inhlhitad 
by  ascorbic  acid 
supplaaantatios . 

SoImU 
at  al., 
1991. 
(Raf.  33) 

Cat*  coDtrol  atiwl/ 
SC  patlanta 
•ehadulad  for 
atoaach  aodoacopy  in 
IdToa,  Praoca. 

PlftyalB  adult 
patlanta  rafarrad 
for  aodoaeopie  axav 
for  poaalbla 
gaatrltia  with  no 
prarioua  atoaach 
aurgary. 

Patlanta  faatad  ovamight. 
Oaatric  juiea  aaplratad  for 
aacorblc  acid,  total 
Titaalo  C,  total  bila  acid, 
Ditrita,  oltrata  and  total 
Nitroae  eospouBda  (HOC'a), 
•ad  as  aliquot  o(  plaaaa 
waa  eollactad  for  vitaaln  C 
larala.  3  atoaach  biepaiaa; 
1  culturad  for  Ralioobactar 
and  1  autelttad  for 
hlatopathology. 

Of  SC  patlanta,  12 
ocaplataly  normal  ob 
biatopatholofy,  it  ehrenie 
•uparfielal  gaatrltia,  17 
chroole  gaatrltia  with 
•trophy,  and  9  had  gastric 
raflux.  89*  of  chronic 
gastrltia  had  Hallcobaetar 
infartioo. 

lataatinal  aataplaala  In 
this  group  aignlficaatly 
aaaociatad  with  gastric 
•acorbio  aold.  gastric 
▼Itaaln  C. 

Age  and  gastric  pH  alao 
algnifieaatly  higher  in 
chronic  gastritis 
patlanta  with  intestinal 
aataplaala  ▼eraus  thoae 
without. 

n 


< 

o 


U1 

a 

Z 

c 


0) 

o. 

cn 

C 
u 


en 


E- 

O 
g 


h3 


CKBLI  1— COmiMVID 


Study 

Study  Daalon 

Sub j acta 

Matboda 

Raaulta 

CoiBanta 

VaaBaevyk 

A  eaaa-eoetrol  atudy 

Iba  aubjacta  war a 

Caaaa  wara  idantlflad  with 

For  aarua  lyeopaaa,  tba 

Tba  ralatlraly  low 

•e  •!., 

of  earrleal  latra- 

103  noapt««aant. 

blopay-coof Ixmad  carvlcal 

odda  ratloa  for  CZM  wara 

raaponaa  rata* 

l»«i. 

apltballal  aaoplaala 

nonpoatptkrtuB  eaaaa 

Intraapltballal  aaoplaala 

algnlflcantly  Ineraaaad  In 

(approxlBBtaly  60  parcant 

(Mf.  lit) 

and  dlatary  and 

and  aatebad 

<CIN)  of  gradaa  I.  21,  or 

tba  tbraa  lowar  quartllaa. 

for  eaaaa  and  SO  parcant 

•aroB  earetanoida. 

eootrola  frea  woaan 

III.   Partlclpaata 

Tkm   finding  for  lycopana- 

for  controla)  eould  bara 

«bo  bad  DO  carvleal 

ooa«>latad  a  food  fra^uancy 

rlcb  fooda  wara  oonaiatant 

Introducad  blaa.   An 

cytologic 

quaatlonnalra  provldad  by 

with  tbla  raault.  CIM  waa 

Inharant  llaltatlon  of 

aboonaalltlaa 

tha  national  Cancar 

not  aaaoclatad  wltb  lutaln. 

caaa-cootrol  atudlaa  la 

, 

araatar  or  aqual  to 

Inatituta.   Tba  coowaraion 

Finding  for  alpba-carotana. 

tba  dataraination  of 

tboaa  of  banlgn 

of  fooda  to  nutrianta  waa 

bata-carotaaa  and 

axpoaura  aftar  tha  onaat 

atypia. 

parforaad  with  and  wltliout 

cryptoxantbln  wara 

of  dlaaaaa,  aapaclally 

an  adjuataant  for  aaargy 

aabiguoua.   Iba  lowar 

for  aarua  atudlaa- - 

Intalca. 

quartllaa  of  dlatary 
▼Itaaln  C  wara  aaaoclatad 

dlatary  baharlor  aay  bawa 
cbangad  aftar  dlagnoala 

with  ■Igolfleantly 

and  baforo  blood 

Ineraaaad  odda  ratloa  for 

aaapllng..  Tba  finding  of 

CIN. 

a  protactlTa  aaaoclatlon 
for  lycopana  but  not 
othar  carotoaolda 
Indlcataa  that  cant lea 
■aat  bo  uaad  in 
attributing  tba  affaeta 
of  earotaaold-centalalng 
frulta  and  wagatablaa  to 

bata-earotana,  at  laaat 

for  thla  typa  of  cancar. 

Waat 

Caaa-eootrol  atudy. 

Caaaa-3S>  aan  wltb 

Rlatologlcally  conflraad 

Bata  carotana  bad  a 

Iba  Boat  algnlflcant 

•t  al.. 

Otah.   Proatatle 

proatatle  cancar 

caaaa  and  controla 

nonalgniflcant  protactlva 

aaaoclatlon  wara  aaaa  for 

1»»1. 

oaaear. 

dlagtwaad  batwaan 

Intarvlawad  uaing 

affact  for  proatatle  cancar 

oldar  aalaa  wltb 

(17) 

19S4  and  199S. 

quantltatlva  food-fraquancy 

In  youngar  aalaa.  In  oldar 

aggraaalva  tuaor a. 

Controla-C79 

quaatlonnaira.   Data  waa 

aalaa,  total  vltaain  A  had 

Dlatary  fat  waa  tba 

population  baaad 

analysad  aaparataly  for 

a  alight  poaitlva 

atrongaat  rlalt  factor  for 

control*  Batcbad 

alddla  (4S  to  C7)  and  oldar 

aaaoclatlon  wltb  all 

thaaa  aalaa. 

for  aga  and  county 

(<e  to  74)  aga  eatogoriaa 

proatata  cancar  0R>1.6, 

of  raaldanea. 

and  by  tuaor 

CI-0.9  to  a. 4).   Thara  waa 

It  waa  not  poaalbla  to 

aggraaalwanaaa . 

llttla  aaaoclatlon 
▼Itaaln  C  and  bata-earotana 
and  proatata  cancar  in 
oldar  Ban. 

blind  intarriawara  to  tha 
caaa  or  control  atatua  of 
raapoodanta. 

Tou 

CoMparlaoa  of  ■- 

Tvanty  aubjacta 

Twanty-four  hour  urlna 

t<awala  of  M-nltroao  . 

Paraona  with  gaatric 

at  al.. 

nltroao  eoapounda 

wltb  normal  gaatric 

aaaplaa  and  gaatrio  juica 

eoapounda  in  tha  urlna  wara 

dyaplaaia  bad  alaratad 

1»91. 

eoDcantratlona  In 

■ucoaa,  ao  aubjacta 

aftar  an  ovamigbt  faat 

highar  in  aubjacta  with 

urinary  lavala  of  N- 

(Ka<.  at) 

urlna  and  gaatric 

wltb  cbroolc 

wara  collactad  and  aaaayad 

gaatric  dyaplaaia  than  In 

nltroao  eoapounda,  and 

jttlca  frea  aubjacta 

atrophic  gaatrltla 

for  M-nitroao-prolina  and 

noraal  controla  or  aubjacta 

thaaa  aubjacta  ara 

with  dlffarant 

and/or  Intaatlnal 

two  othar  M- nltroao 

with  cbroolc  atrophic 

axeaptlonally  prooa  to 

daflraaa  of 

•ataplaala  of  tha 

eoapounda . 

gaatritla/lntaatinal 

atoawch  cancar. 

pr»B«1 lanant 

atoaach,  and  ao 

aataplaala.   Lawala  of  M- 

patholo«y  of  tha 

aubjacta  with 

altroao  eoapounda  wara 

atoaach. 

dyaplaaia  of  tha 
gaatric  aucoaa. 

lowar  In  gaatric  julea  than 
In  urlna,  and  lawala  in 
gaatric  juica  could  not  ba 

awaluatad  by  gaatric 

pathology. 
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t^ 

«tady  DaslflB 

•objacta 

Matboda  1 

Kaanlta 

Co^ata 

••rids* 

Caa*-coetrol  sto^y* 

Iba  aabjaeta  vara 

Otatazy  aaaaamaot  aada 

Dlat  «aa  a  aora  laportaat 

Aaaoelatloaa  batwaaa 

•t  •!. 

br««st  oanesr. 

139  oaaa-cootrol 

wltb  food  fraquaaey 

rlak  factor  la  braaat 

dietary  (at  aad  breast 

i»»i. 

Mosoov. 

palra  aatchad  for 

ViaatloBnalra  for  yaar 

eaBcar  for  poataaaopanaal 

eaaear  la  poataanopausal 

<ii«e.  •) 

aaa  aD4 

prior  to  diaonoala  of  caaaa 

■oaiB  tbaa  for 

waaao  war* 

Dalvliborbood.  Mawly 

or  attaadlDfl  clinic  by 

Dooalonlf leaat. 

dlagaoaad  eaaaa  of 

ooetrola.   Aaaaaaaant  baaad 

adjuatlag  for  aga  at 

. 

braaat  cancar 

oa  Btttrlaot  Indlcaa  for  1«S 

aaaareba,  anargy  lataka. 

Socio- acoQoalc  atatus  aa^ 

batwaaa  Saptaabar 

LIU— UB  food  Itaaa.  Data 

and  adueatloQ  lataka  of 

aducatloB  war*  poaltlwaly 

1M7  to  JaBoazy 

vara  aBalysad  aaparataly 

▼Itaala  C  (OK  O.aO),  bata 

aaaoelatad  wltb  blgbar 

!»•»,  and  eootrola 

for  pra-  and  poatBaaopauaal 

earotaaa  (OK  0.09)  ratlael 

rlak.  Tbaaa  eoafoaadlag 

ateandloa  aaaa 

woaaB* 

aqvlvalaat  aad  eallaleaa 

(aetora  aay  ralata  to  tba 

ellBlca  aa  caaaa 

vara  protactlva  la 

aeeaaa  to  baaltb  cara. 

for  BlBor 

poataaaopanaal  wcaaa. 

oraraatlaatloo  o(  lataka 

ooaplainta. 

■oaalgalfleaat  aaaoclatlea 

baaad  oa  aarrlag  alsaa. 

for  aoao-  aad 

dlaaeebarldaa.   laeraaaad 
rlak  of  braaat  eaaear  wltb 
blffb  lataka  of  total  (at. 
Xa  ««aaral  raanlta  ladleata 
a  bl«b  rlak  o<  braaat 
eaaear  aaaeelatad  «ltb 
■atrlaata  froa  aalaal 
pvodveta,  low  rlak 
aaaoelatad  with  blgb  lataka 
of  a«trlaata  (rea 
ragatablaa  aad  (r«lta. 

aad  otbar  ladaaacaa 
idileb  w*ra  aot  araluatad. 

Satooakl 

C»««-coatrol I 

110  eaaaa 

iBtarvlav  aalag  dlatary 

Adjnatad  (or  aaeklag  aad  - 

Iba  atatlatleally 

•t  •!.. 

Poland; 

(aarrogataa 

^aatloaaalra  coBtalalng  SO 

total  ealorlaai   Zavaraa 

algaK  leaat  aatrlaata 

1191. 

PaDer««tlc 

latarrlawad  for 

food  ItaM  aaaaaaad  dlat  1 

aaaoelatloa  batvaaa  latalM 

(aad  (Ibar)  ara 

(*•(.  14) 

(Bxoerla*) 

71%) 1  19S  eootrola 

to  a  yaara  bafora 

e(  vltaala  C  aad  paaeraatle 

aaaoelatad  wltb  (rulta 

Canear;  atudy 

(all  dlraetly 

dlagsoala.  43%  of  eaaaa 

eaaeart  BoaalgaKloaat 

aad  wagatablaa. 

eooductad  IftS  to 

latarrlawad) 

•ara  blatologleally 

pretaetlva  a((aet 

Sdbataatlal  naa  o(  proxy 

1»S» 

oonfl««ad.  raaalodar 

aaaoelatloa  wltb  ratlaol. 

latarwlaw  o(  eaaaa 

dla«ae«a4  radiological ly 

(Ibar. 

latrodueaa  blaa. 
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Study 

Btudy  Das ion 

Bubjacta 

Matboda 

Rasults 

Coaaanta 

Zbaag 

lb*  tola  of 

rlab  almllar  flab 

riah  aauca  aaaplaa  wara 

Za  tba  absaaca  of 

niaaa  data  atrongly 

•t  al.. 

■utagaale/ 

aaocaa  wara 

axtractad  with  atbyl 

altrosatlon,  nona  of  tba 

aupport  tba  bypotbaala 

1991. 

carclnoganlc  ■- 

collactad  froa 

acatata  and  tba  aztract  waa 

ilsb  sauca  aztracts  was 

that  tba  atlology  of 

(K«(.  33) 

nitrosaaidaa  In 

araaa  wltb  blgb- 

nltroaatad  with  aodlua 

■ntaganlclty.   Aftar 

huaan  gaatrlc  cancar  la 

■toaach  cancar  vaa  . 

and  low-rlak  for 

nltrlta  undar  alaulatad 

nltrosatloo,  all  saaplas 

cloaaly  ralatad  to 

■tudlaa  by  (1) 

atoaacb  cancar. 

gaatrlc  condltlona. 

bad  dlract  autaganlclty  In 

Intragaatrlc  foraatloa  of 

■aaaurlag 

nltroaatad,  aaaayad 

Itetaganlclty  waa  dataxmlnad 

tba  Aaas  taat  and  Inducad 

autaganle/ carclnoganlc  ■- 

Butaganlclty  of 

for  N-nltroaaaldaa 

wltb  tba  Aaaa  taat  using 

nl'troao  coapounda,  that 

aictracta  of  a  local 

and  BUtaoanlclty, 

Salaoaalla  typblanrlua 

wltb  a  doaa-raapceaa 

tba  dagraa  of 

flab  aauca  bafora 

and  fad  to  rata  for 

atraln  T&lOO,  a  alatar 

ralatlooablp.   In  tba 

pathological  changa  la 

aad  aftar 

4  or  16  waaka. 

cbroaatle  axcbanga  assay. 

BlcroQuclaua  taat,  fish 

dlrsctly  ralatad  to  tba 

DltroaatloD,  (3) 

Gaatrlc  julca  waa 

and  a  alcronuclaus  taat. 

aauca  axtracta  froa  only 

axpoaura  of  tbaaa 

dataralolng  tba 

collactad  frca  13 

Iba  anlaal  carclnoganlclty 

two  wlllagaa  wara  actlva. 

coapounda,  and  that 

carclooflaolclty  of 

nonal  control,  14 

aaaay  waa  parforaad  by 

Four  waaka  aftar  traataant 

axpoaura  to  tbaaa 

tbaaa  axtracta  In 

cbroolc  atrophic 

gawagiag  for  3  daya  althar 

with  flab  aauca,  only  tboaa 

carclnogana  la  blgbar  In 

rata.  (3) 

vaatrltla,  13 

nltroaatad  or  aoanltroaatad 

rata  traatad  with  tba  aauca 

araaa  of  hlgb-rlak  for 

datazalnlng  tba  H- 

gaatrlc  4y*plaala 

flab  aauca  axtract  to 

that  waa  autaganle  In  all 

atoaach  cancar. 

nltroaamldaa  la 

patlanta,  and 

thraa  aaaaya  sbowad  aarkad 

tbaaa  axtracta,  and 

aaaayad  for  N- 

dataralnlng  tba  affacta  In 

pracancaroua  dyaplaala. 

(4)  corralatloo  of 

nl t  roaaaldaa . 

rata  autopalad  aftar  4  or 

Aftar  14  waaka,  tba  aaaa 

M-nltrosaaldaa  In 

16  waaka.   A  total  of  39 

traataant  group  bad 

gaatrlc  julca  wltb 

gaatrlc  julca  aanplas  wara 

cancaroua  ulcaratlon  In  tha 

aaTarlty  of 

collactad  frta  pat 1 ants 

glandular  atoawcb,  wltb 

patbologlcal  cbangaa 

aftar  an  ovamlgbt  fast  by 

dyaplaatlc  glanda  and  calla 

In  tba  atoMacb  of 

f Ibroandosoopy . 

that  had  panatratad  tba 

human  aubjacta. 

Bucoaa  and  Inflltratad  Into 

aubaucoaa  and  auacular 

layara  of  tba  gaatrlc  wall. 

- 

Itaa  aasn  coocant rat loos  of 

H-nltrosaaldas  In  tba 

nltroaatad  flab  producta 

wara  aora  than  IS  tlaaa 

blgbar  In  tba  aaB()laa  froa 

a  blgh-rlak  araa  than  In 

tba  aaaplaa  froa  a  low-rlak 

araa.   Tba  M-nltroaaalda 

, 

coocaatratlooa  la  gaatrlc 

julca  wara  atrongly 

poaltlvaly  corralatad  with 

tba  aawarlty  of 

pathological  cbangaa  In  tha 

atoaach. 
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Study 

Study  Daalgn 

Sub j acta 

Matboda 

Cu— antta 

Orantalcb 

Caaa-coDtrcl  atuct/ 

Hia  aubjacta 

Coaparlaooa  wara  aada  wltb 

RR  waa  3.0  (or  lung  cancar  In 

Carotanolda  ara  bighly 

•t  al.. 

In  Nortbam 

wara  363.000 

133  caaa  control  triplata. 

lowaat  waraua  bigbaat 

raactlTa,  and  dacay  aay  bawa 

1991. 

Calieornia 

lodlvlduala 

Cataloguad  aara  wara  atorad 

qulntila  of  bata-carotana 

variad  in  aara  baaad  on  otbar 

(Raf.  41) 

■aaaurlog  aara 

participating 

at  -40  C  for  15  to  23  yaara 

Intaka.   Trand  laaa  avidant 

aubatancaa  praaant.   It  la 

bata-carotaoa 

In  routlna 

and  aaaayad  ualng  Hlgb 

for  ratlnol  and  al^ia- 

alao  poaaibla  tbat  tba 

lavala  15  yaara 

Haaltb 

Parforaanca  liquid 

tocopbarol . 

diff<iranea  In  aara  carotaaold 

prior  to  dla«noala 

Nalntenanca 

cbroaatograpfay.   Ralatlva 

laral  in  futura  lung  cancar 

of  lung  cancar 

Organiiatlon 

rials  of  lung  cancar  wna 

caaaa  waa  not  corralatad  wltb 

varaua  aara  larala 

ebac)(-upa;   151 

aatlaatad  by  loglatlc 

nutritional  Intaka.  but  waa 

collactad  (rea 

lung  cancar 

ragraaaioD.  atatlatieal 

aaaoclatad  wltb  otbar  factora 

control  a  ta)(ao  at 

caaaa,  303 

aignlficanca  of  diffaranca 

aucb  aa  aaoking  or  alcobol 

aaaa  tlsa. 

■atebad 
controla  wltb 
alallar  aara 
•toraga  tlna. 

In  aaaa  calculatad  ualng 
alngla  t  taat. 

uaa. 

A  caaa- control 

Subjacta  wara 

Dlat  data  wara  obtalnad  by 

Conauaption  ef  botb  raw  and 

Tfaa  raaulta  abow  tbat 

at  al.. 

atudy  of  gaatrlc 

449  caaaa  3.534 

intarriaw  ualng  •  walidatad 

oookad  wagatablaa.  Including 

conauaption  of  frulta  and 

1993. 

cancar  In  tvo 

controla. 

diatary  blatccy 

laafy  and  root  typaa.  wara 

vagatablaa  raducaa  rlak.   Tba 

(Ral.  4a) 

prorlocaa  of 

quaatlonnaira.   Pood  wara 

aaaoclatad  wltb  raducad  rlak. 

daatructlon  ef  protactiwa 

BalflluB. 

claaalf lad  Into  grouplnga 

Conauaption  of  raw  fruit,  but 

affacta  by  cooking  ef  frulta. 

baaad  aourca,  au^  a 

not  atawad  or  cannad  fruit. 

and  tba  rlak  aaaoclatad  wltb 

wagatablaa,  frulta,  braada. 

waa  aaaoclatad  wltb  raducad 

polyunaaturatad  fat 

. 

aaata,  flab,  and  dairy 

rlak.   Coaaunptioa  of  dairy 

conauaption  auggaat,  but 

predueta,  and  on  raw  waraua 

produeta  Incraiiaad  rlak.  and 

aloaa  ara  not  auff Iciant  to 

eoolcad.   RR  and  probability 

aoaa  typaa  of  aaat  and  flah 

daaonatrata,  tbat  tba 

vnluaa  wara  calculatad. 

incraaaad  rlak.  wtaaraaa 
oonauaptioa  of  laan  aaata 
dacraaaad  rlak.   Coaauaptloo 
of  blgb  P/8  ratio  fata 
incraaaad  rlak. 

antioxidant  wltaalna  raduca 
tba  rlak  of  atoaaeb  cancar. 

Toaa 

A  clinical  trial  of 

A  total  of  33 

Tba  laulcoplalcla  laalona  wara 

Aaong  tba  18  avaluatad 

Tba  daalgn  axaainad  tba  uaa 

at  al.. 

bata-carotana  (90 

patlaota  (agad 

axaainad  aaeroacopically  and 

patiaota,  6  abowad  eoaiplata 

of  bigb-doaa  bata-carotana  In 

1992. 

■a/day  for  tbraa 

17  to  85)  wara 

alcroacoplcally  at  antry. 

raapooaa,  3  partial  raapooaa. 

traataant  ef  praneoplaatic 

(Raf.  43) 

cyclaa  of  3  aontba 

Includad  In  tba 

and  in  tba  avaluatad 

3  alniaua  raaponaa,  and  4 

oondltlona.  and  tbua  appaar 

aacb)  agalnat  oral. 

atudy  and  18  (8 

patlanta  at  tba  and  of  tba  - 

atabla  dlaaaaa. 

not  to  aaat  tba  1990 

and  avaluatloo 

■ala  and  10 

atudy.                    , 

aaaa^Mnta  ataadarda  for 

aftar  34  aootba. 

famala)  wara 

diatary  ooetaxt  or  raductloD 

araluatad. 

^   1 

ef  rlak. 

Svaaaoo 

A  caaa-cootrol 

Tba  aubjacta 

Intarrlawa  wara  eonductad  to 

Tba  ralatiwa  rlak  of  lung 

Tba  apaclfle  conatltuant(a) 

•t  al.. 

atudy  of  dlat  and 

wara  438  caaaa. 

obtain  inforaatioo  about 

cancar  acroaa  ineraaalng 

raapooaibla  for  tba 

1993. 

lung  cancar  rla)i  In 

agad  35  to  74 

aatlng  babita  during  adult 

guartllaa  of  food  Intaka 

protaetiva  affacta  of 

(Raf.  44) 

Yunnan  Pcovlnca, 

yaara,  and 

Ufa  and  to  raport  uaual 

Incraaaad  for  conauaption  of 

▼agatabla  conauaption  could 

Cblna. 

1,011  aga- 

Intaka  fraquancy  for  31  food 

aaat.   Caaaa  tandad  to 

net  ba  idaatifiad,  but 

■atcbad 

itaaa  or  groupa. 

oooauaa  aligbtly  aora  rica 

carotanaa  otbar  tban  bata- 

controla. 

tbaa  controla.   Rlak 
dacraaaad  aarkadly  acroaa 
Ineraaalng  quartllaa  dark 
graan.  laafy  vagatablaa. 

carotana,  or  ccapounda  la 
crucifaroua  or  Alllua 
wagatablaa  wara  atatad  to  ba 
poaalbllltlaa.               | 

5 
I 


< 

o 


a 

Z 

p 


CD 

a. 

a 

(S 
M 

o. 

s» 

»< 


0> 

a 
c 


a> 


(O 


50 

c 

CD 

cn 

» 

9 

» 
CD 

0> 

C. 
o 


10 

at 
w 


cuBLi  a— COWnHDtD 


at«4y 

Stody  D»al0a 

Subjacta 

Matboda 

Kaaulta 

CciManta 

I<ODaa«ek«r 

Poolad  data  froa 

na  flTO 

Blood  apaelaaaa  had  baan 

In  eoaparlaon  of  eaaaa  varaua 

Tha  raaulta  auggaat  that 

•t  al. 

tlw   pravloualy 

atudlaa.  In 

atorad  for  0  to  14  yaara  at 

oontrola,  alpha- tocopharol 

aaruB  alpha-toeopharol 

i»9a. 

publlahad  atudlaa 

Finland, 

taaparatoraa  of  -30  to  -75* 

waluaa  wara  oooalatantly 

coneaotratlon  akay  ba 

(«•(.  4S) 

with  aaruB  alpha- 

Hawaii. 

C  wfaao  aaruB  waa  analysad 

Boarly  aqual,  and,  whan 

Inwaraaly  ralatod  to  rlak  of 

tocopharol  valuaa 

Maryland. 

for  alpha- tocopharol. 

nuaarleal  dlffaraoca  occur. 

eoloractal  eanear.   Thla  la  ^ 

vara  analysad  tor 

Swltaarland. 

tha  c»aaa  taodad  to  ba 

radaead  rlak  of 

and  tha  Onltad 

allghtly  lowar  than  tha 

aaaeelatloB  batwaan  aarua 

aavaral  typaa  of 

Klnadoa, 

oontrola.   Iha  eruda  Oil 'a  for 

alpha-toeopharol  laval  and 

eanear. 

Includad 

ooloa  aad  raetua  o^ncar  wara 

daeraaaad  rlak  waa  aodaat. 

approoclaataly 

eonalatantly  lewar  for  tha 

tha  eoofldanca  wara  wlda.  and 

93.000 

hlflhaat  quartlla  of  aarua 

tha  orarall  taata  for  trand 

awbjacta,  both 

alpha-toeopharol  waloaa  than 

In  affaet  wara  not 

•ala  and 

for  tha  lowaat  quart 11a.  tb* 

algnlf  leant.   Iiaraar 

faaala,  but 

eZ'a  of  tha  eolloetlwa  data 

obaarvatlonal  atudlaa  with 

aarua  alpba- 

wara  qulta  wlda,  praiwaotlag 

dlatary  data  ara  naadad  to 

tooopbarol 

aloBlf  leaBca  of  aiqr  r«nl 

dataralna  whathar  vltaaln  1 

aaaaya  wara 

afCaota. 

haa  a  aaall  but  laportant 

parforaad  only 

affaet  on  rlak  of  eoloractal 

on 

eaaear. 

approKlaataly 

300  eaaaa  and 

1,300  coetrola. 

fnt««r 

A  proapactlva  atody 

aubjacta  wara 

A  qnaatloBaalr*  wu  Ballad 

Prult  eoaauaptleo  had  a 

Thla  population  la  unique  In 

•e  mX.. 

with  a  C-yaar 

34.194  SawMth- 

to  all  aobjaeta.   Kaapeoaa 

atroa*  protaeClwa  affaet  for 

that  laaa  than  4  par cant 

1**1. 

(ollomip  froB  1977 

Oay  Adwantlata. 

ascaadod  79%  for  Boa- 

loB*  eaaoar;  Ml  ■  O.ac   for 

adalttad  to  aaoklag  and 

0*C.  4C) 

to  1943  OB  dlat  and 

CI  of  wfaoa 

Rlapanle  whltaa.   Food 

hlflhaat  tartlla  of 

apprcKlaataly  SO  paroaot  ara 

l«o«  eaaear. 

fraquaney  waa  dataralnad  for 

eooaaaptien,  ci  >  0.10-0.70, 

laeto-oTo  wagatarlana. 

California. 

eanear  In 
cohort. 

SI  dlffarant  fooda.  Annnal 
aalllnga  In  raaard  to 
hoapltallsatlon,  and 
hoapltal  racord  Inforaatlon 
wara  uaad  to  dotaet  naw 
eanear  oaaaa. 

p  m   0.004. 

8t«h«llii 

A  proapactlva  atudy 

Iha  aubjacta 

0aroloalo  aaaplaa  wara 

Ovarall  eaaear  aortallty  waa 

Authnra  eoneluda  that  low 

•t  •!., 

of  Ban  lo  Baaal, 

wara  orar  3,974 

eollactad  froa  3.974  Ban  In 

aaaoelatad  with  low  aaan 

aarua  antioxidant  vltaalo 

1991. 

Bvltsarlaod  with  a 

■an  froa  a 

1971  to  1973  axaalnatloa 

plaaaa  carotaaa  lawal 

lawala  ara  aaaoelatad  with 

(«•(.  47) 

la-yaar  follewup; 

cohort  of  4,000 

eyela.   Infozaatloa  about 

•djuatad  for  cbolaatarol,  and 

hlghar  rlak  of  aubaaquant 

plaama  lavala  of 

baalthy 

daatha  waa  obtalnad  froa 

vltaaln  C.   Broo^ua  and 

eanear.   Bf facta  appear  to  ba 

ant  load daat 

^roluntaara 

aaployara  and  daath 

ateaaeh  eancara  wara 

alta  apaelfle. 

▼ItaalDa  vara 

•■ployad  In 

eartlfleataa  obtalnad.   Ma 

aaaoolatad  with  low  aaan 

eorralatad  with 

thraa 

vital  atatiatlea  wara 

plaaaa  earetaaa.  Stonach 

Tha  rola  of  nutrient  Intake, 

■ortallty  dva  to 

obtalnad  for  alght 

oanear  waa  aaaoelatad  with 

rathar  than  aarua  larala,  and 

eaaear  at  all 

ooapanlaa. 

Indlvlduala. 

low  aaan  wltaaln  C  and  llpld- 

other  Tarlablaa  la  unclear. 

altaa. 

adjuatad  wlt^n  A.   Low 
lavala  of  wltaaln  C  Ineraaaad 
tha  rlak  of  atoaach  eanear 
(RR  >  3.17.  p  •  O.OS;  and 
qaatrolntaatlaal  eanear.  Ml  * 

Sarua  lipid,  aaoklng, 
a«arclaa,  unldaotlflad 
BUtrlanta  ara  aaaoelatad  with 
antloatldant  vltaalna  aay 
affaet  aarua  lewala. 

• 

a.4S  In  oldar  aubjacta, 
algnlflcanca  loat  In  thla 
oreup  of  aubjact  with 
•ocelnalaa  of  f  irat  a  yaara  of 
followwp. 
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TABLB   3--COIITINDni 


Study 


Baffburst 
•t  •!., 

(Raf.  «•) 


Study  Daalga 


A  c«a*-coatrol 
study  of  dlat  aad 
paneraatlc  cancar. 
Id  Adalalda, 
Auatralla. 


Subjaeta 


Tba  aubjacta 
vara  104  caaaa 
of  pancraatlc 
caocar  and  259 
i.'ij— unity 
cootrola. 


Ua  Vaccbla 
at  al.. 
19»1. 
(Raf.  49) 


A  caaa-cootrol 
•tudy  of  dlataxy 
Indlcatora  for 
pbaryoflaal  and  oral 
cancar  la  Nortbam 
Italy  during  19*7 
to  19t». 


Ru 

at  al. , 
1991. 
(Raf.  SO) 


A  caaa-coatrol 
•tudy  of  dlataxy 
Indlcatora  for 
colon  and  ractal 
cancar  In  Harbin 
City,  Hallo«jlang 
prorlnca,  Cblna 
during  19BS  to 
19tB. 


Matboda 


A  quantltatlra  food- 
fraquancy  quaatloonalra  was 
uaed  to  asaaaa  Intakaa  of 
179  food  Itana.   Aaount  and 
contribution  to  dlat  vara 
coaparad  for  48  nutrlanta. 


Raiulta 


Tba  aubjacta 
vara  lOS  caaaa 
of  oral  and 
pbaxyngaal 
cancar  and 
1,169  boapltal 
control*  vltb 
acuta 

nonnaoplaatlc 
conditions. 


Tha  aubjacta 
vara  3,336 
blstologlcally 
conflmad  casas 
of  coloractal 
cancar  (111 
colon.  22$ 
ractal )  and  an 
aqua I  nuabar  of 
bospltal 
coatrola  vltb 
Donnaoplastlc 
dlssasaa. 
Matcbad  for 
sax.  aga,  and 
rasldaaca. 


Data  vara  collactad  co  usual 
fraquancy  of  consuaptlon  of 
10  Indicator  foods  bafora 
oosat  of  dlgastlva  lllnass. 
Subjactlva  sooras  vara  glvan 
(lov,  aadlua,  and  blgb)  for 
savan  Itaas  Including 
vbolaaaal  braad,  paata, 
fats,  condlaanta. 


Data  on  fraquancy  and 
quantity  of  consuaptlon  of 
food  Itaas  vara  collactad. 
OR's  and  conf Idanca  llalta 
vara  coaputad  for  Intaka  and 
risk  of  dlssasa. 


Caaaa  consuaad  aors  aggs, 
svaat.and  fatty  foods  and 
lass  vagstablas  and  fruits  (p 
<0.01  for  drlsd  grapas, 
lattuca,  and  broccoli 
consuaptlon  In  faaalas;  p 
<0.01  for  drlad  grapaa  In 
aalas;  0.01  <p<O.OS  for 
toaatoas,  graan  baans,  and 
oolaslav  In  aalas;  and  0.01  < 
p  <O.0S  for  brussals  sprouts, _ 
cucuabar,  potato,  and  toaato 
In  fsaalas).   Casas  consuaad 
lass  bata-carotana,  vltaaln 
C,  and  vltaaln  ■  tban 
controls. 


•ants 


nara  vas  a  significant 
protactlva  associatioo  for 
consuaptlon  of  six  food 
itaas:  allk.  aaat,  cbaasa, 
carrots,  graao  vagatablas, 
and  BDSt  strongly,  for  fruit 
(RJl  ■  0.8  and  0.2, 
raspactlTaly,  for  tvo  blgbast 
tartllas). 


Hlgbar  Intakss  of  vagatablas, 
aspaclally  graan  vagatablas, 
cblvas.  calary,  vara 
assoclatad  vltb  a  protactlva 
effact  against  coloractal 
cancar-   Raducad  Intakas  of 
aaat.  aggs,  baan  products, 
and  grain  vara  assoclatad 
vltb  Incraaslng  risk  of 
ractal  cancar. 


Study  supports  Tlav  tbat 
fruit  and  vagatablas  bava  an 
important  rola  in  alnlalslng 
cancar  of  tba  pancraas,  but 
provldas  inforaatlon  about 
ralatlva,  not  quant 1 tat Iva, 
aaounts  of  tba  antioxidant 
vitamins. 


Tba  associations  aay  raflact 
poorar  nutritional  status  in 
casas.   Tba  obsarvatlon  tbat 
fruit  appaarad  to  ba 
particularly  protactlva  aay 
ba  of  signif  Icanca'  in  tarns 
of  atlology  and  protactloo. 


Tha  data  ara  support iva  of  a 
protactlva  affact  of 
vagatabla  intaka,  aspaclally 
graan  vagatablas,  against 
coloractal  cancar.  Protactlva 
affact  of  aaat.  aggs.  baan 
products,  and  grain  against  . 
ractal  cancar  aay  raflact 
lovar  laval  of  nutrition  in 
tbla  raglon  of  Cblna. 
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TABLE  a— COMTXHOSO 


MOI 


Stvdy 


Study  DaaloB 


D*  v«t 
•t  ml.. 
1991. 
(Raf.  SI) 


Orahaa 
•t  •!.. 
1990. 
(Raf.  53) 


A  cm**-cootrol 
■tudy  of  dietary 
Indicator*  for 
carvlcal  dysplaaia; 
a  Bultlcaotar  atudy 
In  tba  Nathariaad* 
during  1*84  to 
1987. 


A  caaa-coetrol 
•tudy  for  flaatrlc 
cancar  in  thraa 
countias  in  Waatarn 
Haw  Yorlc  during 
197S  to  198S. 


Subjacta 


Iba  aubjacta 
vara  357  caaaa 
of  car-vieal 
dyaplaala  and 
705  cootrola 
froa  tba 
ganaral 
population. 


Mathoda 


A  quaatloonaira  «aa  aallad 
regarding  fraquaoey  of 
conaunptioo  of  varloua  food 
Itaaa  containing  bata- 
carotaoa,  ratlnol,  vltaBlb 
C,  and  dlatary  fibar. 


Raaulta 


Oraggia 
at  al. , 
1*91. 
(«•(.  S3) 


A  caaa-cootrol 
atudy  canear  of  tba 
tongua  lo 
Oruguay,  1987  to 
1989. 


Iha  aabjacta 
vara  393 

biatolofically 
oooflraad  caaa 
and 

naigbborbood- , 
aga- ,  and  »•*- 
■atcbad 
eootrola. 


Iba  aubjaeta 
vara  57  eaaaa 
of  1 ingual 
eaacar  and  351 
boapltal  baaad 
controla. 
Iba  atudy  «aa 
raatrictad  to 
■alaa. 


Tba  caaaa  caaa  froa  boapltal 
racorda  in  all  but  fiva 
boapitala  in  a  thraa-  county 
araa.   A  3. 5 -hour  intanrlaw 
acbadulad  with  aacb  caaa  and 
control  waa  uaad  to  aaaaaa 
total  nutriant  lotaka. 
Thara  vara  no  aurrogata 
lotarvlava . 


Iba  aubjacta  vara 
intarriavad  vltb  a  ataadard 
quaatiooDaira  about  tba  aaa 
of  tobacco,  aleobol. 
dlatary  Intaka. 


Incraaaad  riak  of  carrical 
dyaplaala  waa  aaaoelatad  with 
incraaaad  intaka  of  bata- 
carotana;  Ralativa  Riak  • 
3.31.  CI  -  1.37  to  4.19.   Mo 
ralationabip  aaa  found  for 
ratlnol  intaka,  but  botb 
vitamin  C  and  dlatary  fibar 
Intaka  ahowad  a 
nobaignif leant  Invaraa 
ralationabip  with  carvical 
dyaplaala.     


nta 


Tba  findinga  do  not  aupport 
hypotbaala  that  bata-carotona 
protacta  agalnat  carrical 
dyaplaala,  but  auggaat  a 
graatar  riak  with  bigbar 
intakaa . 


Caret ana:  thara  waa 
aubatantial  dacraaaa  in  riak 
of  aala  gaatric  canear  In  tha 
bighaat  quaxtlla  of  intaka, 
but  no  doaa-raapooaa 
ralationabip.   Thara  waa  no 
aaaoeiatlon  in  faaalaa.   An 
iacraaaa  in  riak  of  gaatric 
canear  oecurrad  with  hlghar 
ratlnol  intaka.  No 
ralationabip  to  canear  waa 
notad  for  wltaBina  C  and  t. 
Intaka  of  apacifle  wagatablaa 
had  a  algnlflcaatly 
aaaoelatad  daeraaaad  riak  of 
gaatric  canear;  aala: 
cucuabara,  toaatoaa,  graan 
pappara,  carrot a,  onlona 
calaiy:  faaalat  onlooa, 
wlntar  aquaah.        


Iba  atudy  la  aupport iva  of  a 
protactiva  affact  of  apacifle 
vagatablaa  agalnat  tha  riak 
of  gaatric  canear.   Data  doaa 
not  prorida  apacifle  aupport 
for  a  rola  of  antioxidant 
vltaaina  la  radueing  tha  riak 
of  gaatrle  canear. 


Infraguaot  cooauaptioa  of 
vagatablaa  waa  aaaoelatad 
with  toofua  canear;   RR  - 
5.3,  CI  ■  1.5-19.4.   Tobacco 
and  alcohol  wara  tha 
atroogaat  riak  factora. 


Tba  atudy  doaa  not  provide 
direct  aupport  for  a  role  of 
the  antieaidant  vltaalna  in 
cancer  beeauae  of  he  Halted 
data  oa  nutrient  Intake 
praaented. 
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TABLB   a— COHTIHOl 


1 


•t«i<ty 


Study  Daalgn 


Orldlay       k   aultleMitar  «•■•• 
at  al.,       control  study  for 
1990.         oral  and  pharyngaal 
(Raf.  54)     -cancar  In  blacks  in 
Na*  Jar lay, 
Atlanta.  Laoa 
Angalaa,  and  tba 
San  Pranclaeo/ 
Oakland  araa  during 
1984  to  1985. 


Roaalnff 
at  al., 
1989. 
(Raf.  S5) 


Subjacta 


A  caaa-cootrol 
atudy  for 
antioxidant 
▼Itamlna  and 
pharyngaal  cancar 
In  Naablngton 
Stata,   1980-1983. 


Tba  aubjaota 
•ara  248  eaaaa 
of  oral  cancar 
in  blaeka 
eoQtactad  and 
190 

partlelpatad  In 
tba  atudy;  ai; 
vara  Idantlfiad 
froB  cancar 
raglatrlaa.   Of 
tba  36a 
control* 
oontactad,  301 
partlei^tad. 
Iliaaa  vara 
■atshad  to 
eaaaa  on  aga, 
raaa,  and  aax. 
Ihoaa  undar  65 
yaara  of  aga 
war a  ebcaan 
fra«  randoB 
digit  dialing 
and  onrar  65 
froa  Haaltb 
C»ra  rioaaclag 
Adalnlstratlce 
veatara. 


Matboda 


Intarvlava  vara  oonductad  on 
dlat,  occupation,  tobacco, 
alcobol,  daaograpblca,  and 
■•dieal  blatory.  Quaationa 
vara  askad  about  (1  food 
fra^uanelaa,  food 
praparatlon,  and  raeant 
dlatary  ebangaa.   Jndlcaa 
and  aarving  aica  data  vara 
obtalnad  frea  NHAHIS  II. 


Vha  aubjacta 
vara  1C6  oaaaa 
(•f  993 
Idantlfiad 
eaaaa)  batvaan 
10  and  74  yaara 
•Id.  aurrogata 
nast-of-kln 
vara 

lakarvl avad  for 
88  eaaaa I  tba 
■•ntrola  vara 
547  of  553 
individuals 
fre«  a 

pvpulatioa  vbo 
vara  aar-  and 
aga-aatobad  to 
tba  oaaaa. 


Raaulta 


acts 


na  aubjacta  vara  aakad  to 
aatiaata  food  fraquancy  in  a 
quastlonnaira  intarriav  for 
48  food  Itaaa  add  vitamin 
aupplananta  during  tba 
1970 'a.   nSDA  nutrlant 
indicaa  vara  uaad  to 
aatiaata  iotakaa. 


All  fruita  and  vagatabla*. 
axcapt  lagunaa  vara 
aaaoclatad  vltb  dacraaaad 
risk  of  cancar  la  ■•n.   A 
alQnificant  protactloo  vaa 
aaaoclatad  vltb  Intaka  of 
noncitrua  fruita,  graan  leafy 
vagatablaa,  and  vagetablaa 
aatan  rav.   All  fruita  and 
vagatablaa,  axcapt  dark 
yallov  vagatablaa,  aapacially 
orvcifaroua  vagatablaa,  vara 
•ffoclmtwd  vltb  dscreaaai) 
riak  of  cancar  in  vo»en,  A 
protaction  vaa  Boat  avidant 
for  pbaryngaal  cancar. 
Intakaa  of  carotana  and 
vltaain  C  vara  aaaoclatad 
vltb  algnlficantly  raduead 
riak  in  aan,  vblla  vlta<>ln  C 
VM  slgnlf leant  for  raduead 
riak  in  woaan. 


t«««r  cootunctlcs  of  fruit* 
and  woet&bles  is  blaeka  may 
ccDtributa  to  elavatod  t»-.99 
of  oral  and  phaxyngeal  cancar 
varsua  ganaral  ix>pulatioi. 
The  atudy  la  consistent:  vitb 
a  protective  role  of  tae 
antlooeldact  vitamins  and  also 
for  tba  induoar  ooi^poonda  In 
cruciferous  vagatablaa. 


A  eignificant  ineraaaa  in 
riak  0t   pbarysgaal  cancar  vaa 
aaaoeiated  vltb  l«v  intaka  of 
vitamin  C>RR-a.(,  CI>1.5 
to  4.1.   Tba  role  of  vitamin 
C  aupplamentatlon  vaa 
dlffloult  to  aaaea*  becauaa 
of  diaerepamciaa  batveen  next 
of  kin  reporting  and  tba 
r«B»lning  g»aa  gr^up. 


Iba  atudy  anggaata  a 
potential  protective  effect 
of  vitamin  C  againat 
pharyngaal  cancer.   Ttie 
authors  conclude  that  the 
data  are  ccspatibla  vltb 
other  rasearcb  reportlny  a 
protective  effect  of  fr-^it* 
and  vegetables  against 
pbaryngaal  cancer. 
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TABLB  a--coiiTiinin> 


•ta<ly 


ahmrdl>a 
•t  al. , 

<!!•(.    S6) 


Ctndy  OaslOB 


A  casa-eoetrol 
•tudy  for 

nutritional  faetora 
and  pancraatle 
cancer  In  Montraal, 
Canada,  19B4  to 
19M. 


Sub j acta 


Batlbmn 
at  al.. 
19t9. 

(Haf.  S7) 


A  naatad  eaaa- 
control  atudy  of 
dlat  and  coloroetal 
caneor  in  Oahu, 
Havall,  l»CS-19aS. 


Rate 
at  al . , 
1990. 
(Raf.  SB) 


Orahaa 
at  al., 
1990. 
(Raf.  S9> 


A  caaa-coDtrol 
atudy  of  coloractal 
eanear,  and  adanoaa 
In  Maooya,  Japan, 
19«t  to  1990. 


A  caaa-eontrol 
atudy  aaophaflaal 
eanear  and 
nutrition  In  thraa 
eountlaa  In  Naatam 
Haw  York,  197S  to 
19tC. 


Aa  aubjaeta 
vara  179 

clinically 
dlagnoaad  caaaa 
froa  19  Pranch- 
apaaklng 
hoapltala  and 
239  coatrola 
natcbad  for 
aga,  aas  and 
raaldanca. 


Matbeda 


Iba  cohort  vaa 
•,00S  Aaarlcan 
Japanaaa  aan 
agad  6S  to  S5 
yaara  In  190S; 
tbara  wara  103 
oaaaa  of  colon 
eanear  and  SO 
caaaa  of  ractal 
eanear,  and  3(1 
eanear -fraa 
■alaa  fro 
oobort  randomly 
aalaetad  aa 
eontrola . 


A  cora  quaatlonnalra  about 
llfaatyla,  occupation, 
drlnklna.  anoking,  aadlcal 
history,  ate.  waa 
adalniatarad.   A  food 
fraquancy  quaatlonnalra  vaa 
glvan  concamlng  200 
dlffarant  itaaa  for  tlnaa  1 
yaar  and  10  yaara  bafora 
dlagnoala.   Aa  controls 
vara  natchad  IndWidually 
for  aa«a  parlod. 


ftMvlta 


fba  aaaoclatloaa  for 
antioxidant  Tltaaln  Intakaa 
(bata-carotana,  vltaalna  C 
and  B)  and  ratinol  to  tha 
rlak  of  eanear  vara 
nonalgnlf leant . 


tba  authora  auggast  naad  for 
largar  atudlas  of  tha 
ralatlonsblp  batvaan  nntrlant 
Intaka  and  pharyngaal  eanear. 


Itaa  aubjaets 

vara  221  caaaa 

of 

histologically 

dlagooaad 

coloractal 

eanear,  S2S 

caaaa  of 

coloractal 

•daaoaa,  and 

S7« 

nalghborhood 

controls. 


Nutrlant  Intaka  astlnataa 
vara  basad  on  raprasaotatl'va 
24-hour  racall  of  fibar, 
vitamins,  alnarals, 
■acrooutrlanta. 


na  aubjacts 

vara  171  easas 

of 

histologically 

dlagnoaad 

aaopbagaal 

caaear,  aatchad 

vith 

nalghborhood 

eontrola  for 

sax  and  aga. 


Aa  casas  attandad  Aichl 
Hospital;  tha  nalghborhood 
controls  vara  aatchad  for 
aax,  aga,  and  rasldanca  and 
vara  aalaetad  by  randoa 
dialing. 


For  ooloa  eanear,  tha  lovaat 
qulntlla  intaka  of  vitaain  C 
bad  RR  -  1.87,  CI  -  1.03  to 
3.37.   Thara  vaa  a 
nonsignificant  asaoelation 
batvaan  earotana.  vitaain  A 
intaka  and  colon  eanear. 
Riara  vaa  no  asaoelation 
batvaan  ractal  eanear  and 
Intaka  of  any  of  tha 
antioxidaat  vltaalns. 


Kith  axcaptlon  of  vitaain  C 
Intaka  and  colon  eanear,  tha 
atudy  doas  not  support  a 
protaotlva  affact  of  tha 
antioxidaat  TitaBlna  against 
coloractal  eanear. 


Tha  easas  caaa  froa  hospital 
racorda  In  all  but  fiva 
hospitals  in  tba  tbraa- 
county  araa.   A  2. 5 -hour 
intarviav  vaa  schadulad  vith 
aach  casa  and  control  to 
assasa  total  nutrlant 
intaka.   Mo  aurrogato 
intarriava. 


Daily  Tagatabla  intaka  vaa 
aaaociatad  vith  lovar  rlak  of 
distal  colon  adanoaa;  RR  • 
0.S9,  CI  >  0.39  to  0.09.   and 
ractal  eanear;  RR  •  0.46,  CI 
.  0.25  to  0.84. 


Tha  atudy  aupports  a 
protactiva  affact  of 
▼sgatablas  against  coloractal 
adancan  and  carcinoaa. 


Risk  of  eanear  incraasad  vith 
incraaaad  consuaption  of 
foods  containing  ratinol,  not 
earotana. 


Tha  authors  concluded  that 
further  studies  are  needed  to 
distinguish  risks  o£  cancer 
of  esophagus  and  elsewhere 
associated  vith  ratinol  and 
carotene. 


(FR  Doc.  92-31515  Filed  12-28-92;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Dnig  Administration 

21  CFR  Part  tot 

[Oock«tNo.91N-010q 

RiN0905-AD0S 


Food  I 

and  branuna  Function  In  tNa  Eldarljf 

AGENCY:  Food  and  Drug  Adndaistration, 

HHS. 

ACTION:  Final  nik. 

SUMMART.  The  Food  and  Drug 
Administration  CFDAl  is  annoaadng  its 
decision  not  to  authorize  the  use  on  the 
label  or  labeling  of  foods  of  health 
claims  relating  to  an  association 
between  ingestion  of  zinc  and  immune 
function  in  the  elderly.  This  rule  is 
issued  in  response  to  proviikms  oltbe 
Nutrition  L^ling  and  Education  Act  of 
1990  (the  1990  amendments)  that  beer 
on  health  claims,  and  is  developed  in 
accordance  %rith  the  final  rule  on 
general  requirements  for  health  claims, 
issued  ebrnwheie  in  this  issiie  of  the 
Federal  Register.  The  agency  has 
concluded  theft,  based  on  the  totality  of 
the  scientific  evidence,  there  is  not 
significant  scientific  agreement  among 
qualified  experts  that  increased  intake 
(M  zinc  will  enhance  immune  function 
in  the  elderly.  Therefore,  FDA  has 
concluded  that  claims  on  foods  relating 
to  sine  and  immune  function  in  the 
elderly  are  not  Justified. 
EFFECTIVE  QATE:  Klay  8, 1993. 
FOR  FVRIMBI MFOMMIKM  CQMTACi: 
James  E.  Hoadley.  Craler  for  Pood 
SaCsty  and  AppUed  NutEitkn  CHPS- 
227).  Food  aad  Dnig  Admfaistoatian. 
200  C  SL  SW^  Wa^ungtoB,  DC  2<«M, 
202-20S-5593. 
StlPPLBMBroWV  MTORHKnON: 

I.  Baclcgfoand 

In  the  Fadard  Regislar  of  November 
27, 1991 156  FR  60652).  FDA  prqaosed 
not  to  aothorize  health  claims  relating  to 
zinc  and  inmnine  function  in  the 
elderly.  The  {Hoposed  rule  was  issued 
in  response  to  provisioos  of  the  1990 
amendments  (Pubi  L.  101-535)  th^  beer 
on  heahb  claims  apd  in  accmdance  writh 
the  proposed  general  requirements  for 
health  claims  for  food  (56  FR  60537, 
Noventber  27, 1991).  As  amended  in 
1990,  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act)  provicfos  that  a 
food  is  roisbranded  if  it  beers  a  claim 
that  diaractOTixes  the  relation^p  of  a 
nutrient  to  a  diseese  or  beahh-rnated 
oonditicn  nnlees  die  daim  is  made  in 
accordance  with  section  403(r)(3)  or 


(r)(5)(D)  cdthe  act  (21  U.S.C  343(^3)  or 
IrKSHD)). 

Congress  enacted  the  health  claims 
provisions  of  the  1990  amendments  to 
help  VS.  consumers  mmntain  good 
health  through  apprqfmate  dietary 
pettems  and  to  protect  consumers  from 
unfounded  health  claims.  Section 
3(b)(1)(A)  (tf  the  1990  amendmenU 
specifically  requires  the  agency  to 
determine  whether  daisu  req[>ecting  10 
nuthent/disaue  rriatiooahips  meet  the 
requirements  of  section  403(r)(3)  or 
(r)(5)(D)  of  the  acL  The  rektion^p  of 
zinc  and  inunnna  fonctiao  in  the  elderly 
is  one  ol  the  daima  required  to  be 
evaluated.  In  the  proposed  riile  (56  FR 
60652X  FDA  rerie%«wd  the  pidilkly 
available  relevant  data  pertaining  to 
line  and  inumine  function  in  the  elderly 
and  evaluated  whether  heehh  daims 
r^ating  zinc  and  immune  function 
would  M  justified  under  the  standard 
propoeed  in  the  companion  document 
entitled  "Food  Labeling:  Genera) 
Requirements  for  HeelUi  Claims  for 
Food"  (56  FR  60637). 

FDA  puMiriied  a  notice  inlbe PedOTal 
Register  id  March  28, 1991  (56  FR 
12932),  requesting  scientific  data  and 
information  on  ihe  10  specific  topic 
areas  identified  in  the  1990 
amendments,  including  zinc  and 
immune  function  in  the  elderly. 
Relevant  scientific  studies  and  data 
received  in  response  to  this  request 
were  considered  as  part  of  the  agency's 
review  of  the  scientific  Hferature  on  zhic 
and  immune  function,  and  nvere 
indnded  m  the  proposed  rule  (56  FR 
60652). 

In  the  proposed  rale  (56  FR  60652), 
FDA  requested  written  comments  on  its 
tentative  determination  not  to  authorize 
a  heehh  claim  for  zinc  and  imnmrte 
function  in  the  elderly.  In  addition,  FDA 
held  pubhc  bearings  on  January  30  and 
31, 1992,  on  all  aspects  of  the  proposed 
rules  published  to  effiact  the  1990 
amendments  (57  FR  239,  January  3, 
1992).  The  agency  reorived 
approximately  20  comments  in  response 
to  its  pn^wsal  to  deny  heahb  claims 
regardii^  zinc  and  immune  function  in 
the  elderly.  Several  comments  were 
raorived  that  were  more  approfRiately 
addressed  in  other  documents,  and 
these  conmrnts  were  ftnwarded  to  the 
appropriate  docket  for  response. 

The  relevant  publicly  available  data 
evaluated  by  FDA  in  its  proposed  rule 
(56  FR  60652)  included  seven  human 
studies  (Refs.  29  through  35)  in  wdiich 
elderiy  subjects  were  supplemented 
with  zinc  to  determine  its  influence  on 
immune  system  fonction.  In  the 
proposed  rule  (56  FR  60652  at  60661), 
-the  results  of  four  of  the  earlier 
puMlshed  studies  (Refs.  29  dirough  32) 


suggested  a  zinc-associated 
enhancement  of  several  measures  of 
immune  function.  However,  FDA  noted 
that  the  reliability  of  three  of  these 
studies  was  limited  dtie  to  inchnion  of 
very  few  individnals,  and  the  tested 
skdijects  were  not  representatives  of  the 
general  elderly  pcmulation.  Moreover. 
FDA  further  noted  that  the  resohs  of 
these  initial  reports  have  not  bean 
sidistantiated  by  more  recent,  larger 
studies  of  more  rigorous  experimental 
design  (Re£».  34  and  35). 

FDA  tentatively  condoded  that  the 
later,  larger  studies  showed  no 
improvement  of  immunocompetence 
from  zinc  supplementation  in  the 
elderly.  The  agency  also  pointed  out 
that  zinc  supplementation  at  levels  in 
excess  of  100  milligrams  per  day  (mg/ 
day)  can  resuh  in  suppression  df 
immime  system  function  (Rel  48).  For 
these  reasons,  FDA  tentatively 
determined  that  claims  on  foods, 
including  dietary  supplements,  relating 
to  zinc  and  immune  functicm  in  the 
elderly  are  not  justified. 

The  Dietary  Sxipplement  Ad  of  1992 
estabh'shed  a  moratorium  on  the 
implementation  of  the  1990 
amendments  with  resped  to  dietary 
supplements.  The  law  says  that  FDA 
can  grant  heehh  daims  far  foods, 
fnduding  dietary  supplements,  using 
the  significant  scientific  agreement 
standard  spedfied  in  sedfon 
403(rK3)(B)(i)  of  the  acL  Howrever.  it 
may  not  act  on  such  daims  under 
section  403(r)(5)(D)  of  the  act  until  it 
establishes  a  standard  to  implement  that 
section  of  the  act.  which  the  new  law 
sajrs  may  not  occur  until  December 
1993.  Section  3(bKl)(A)(x)  of  the  1990 
amendmants  diracts  the  agency  to 
evaluate.the  zinc  and  immune  function 
claim  based  on  the  standard  that  FDA  is 
establishing  fcur  determining  the 
reliability  of  health  daims  under  section 
403(rK5)P)  of  the  act  In  the  November 
27. 1991  proposal,  oo  general 
requirements  for  health  claims,  FDA 
proposed  to  adopt  the  standard  that  the 
1990  aoMndments  provide  Cor 
conventional  foods,  which  is  set  forth  in 
section  403(r)(3)(B)(i)  of  the  act.  as  the 
standard  for  dietary  supplements.  Given 
this  fad,  and  the  &d  that  zinc  is  found 
in  numerous  conventional  foods  as  well 
as  in  dietary  supplements.  FDA 
broadened  its  inquiry  to  a  determination 
as  to  whether  it  should  grant  a  health 
claim  on  zinc  and  immune  function  in 
the  elderly  cm  any  foods. 

Because  the  Dietary  Supplement  Act 
provides  that  FDA  may  grant  daims 
under  section  403(r)(3](B)a)  of  the  act, 
and  given  the  iHeadth  of  FDA's 
November  1991  proposal,  cm  zinc.  FDA 
has  dedded  to  move  forward  to 
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determine  whether  it  can  authorize  a 
claim  under  section  403(r)(3)(B)(i)  for 
zinc  &nd  immune  function. 

However,  this  rule  does  not  apply  to 
dietary  supplements.  While  a 
manufacturer  of  a  dietary  supplement 
can  make  a  claim  on  zinc  and  immune 
function  in  the  elderly  without 
rendering  its  product  misbranded  under 
section  403(r)(l)(B)  of  the  act.  the 
manufacturer  should  assure  itself  that 
the  making  of  the  claim  will  not 
misbrand  the  product  under  section 
403(a)  of  the  act. 

II.  Comments  to  the  Proposal  and  the 
Agency's  ReqMmses 

A.  General 

1.  Nine  comments  representing  State 
attorney  generals.  State  agencies, 
associations  of  public  health  officials, 
and  professional  associations  of  people 
employed  in  nutrition-related  fields 
agreed  with  FDA's  assessment  of  the 
evidence  on  zinc  and  immune  function, 
including  FDA's  proposed  decision  not 
to  authorize  a  claim  on  this  nutrient- 
disease  relationship.  Several  comments 
stated  opposition  to  allowing  health 
claims  in  general. 

The  agency  acknowledges  those 
comments  supporting  its  tentative 
position  not  to  authorize  a  health  claim 
on  zinc  and  immune  function  in  the 
elderly.  In  response  to  those  comments 
that  oppose  all  health  claims,  however, 
the  agency  points  out  that  the  1990 
amendments  provide  sufficient 
safeguards  to  ensure  that  health  claims 
are  scientifically  valid  and  will  provide 
consumers  with  information  that  will 
promote  good  health. 

B.  Comments  on  the  Available  Data 

2.  One  comment  from  a  consumer- 
oriented  nutrition  magazine  noted  that 
the  small  number  of  participants  in 
some  of  the  studies  cited  in  the 
proposed  rule  (56  FR  60652)  makes  their 
inclusion  questionable.  This  comment 
also  noted  that  results  from  studies 
using  supplemental  zinc  levels  no 
higher  than  the  Recommended  Dietary 
Allowance  would  likely  be  of  little 
value. 

FDA  concurs  with  this  comment.  In 
its  proposed  rule.  FDA  noted  that  small 
(5  to  8  subjects),  uncontrolled  studies 
(Refs.  30  through  32)  were  included 
among  those  that  it  found  in  its  review 
of  the  publicly  available  scientific 
literature.  However,  in  the  proposed 
rule,  th'e  agency  stated  that  the 
significance  of  these  reports  to  the 
agency's  decision  was  limited  because 
of  the  small  number  of  subjects  and  the 
lack  of  substantiation  of  their  findings 
bv  larger  studies. 


Of  the  three  studies  in  which 
supplemental  zinc  was  provided  at  the 
Recommended  Dietary  Allowance  level 
(12  to  15  mg/day).  two  studies  (Refs.  34 
and  35)  also  included  substantially 
higher  supplemental  zinc  levels  (100 
mg/day).  FDA  stated  that  the  third  study 
(Ref.  31).  which  used  a  15  mg/day  zinc 
supplement,  was  of  low  reliability 
because  of  the  limited  number  of 
subjects,  absence  of  control  subjects 
with  which  to  compare  those 
supplemented  with  zinc,  and  lack  of 
blinding  as  to  treatment  received. 

3.  One  comment  submitted  a  list  of 
recently  published  scientific  studies, 
not  cited  in  the  proposed  rule, 
suggesting  that  they  bear  directly  or 
indirectly  on  the  issue. 

FDA  reviewed  the  submitted  studies 
and  determined  that  not  one  of  the 
articles  is  relevant  to  the  topic  of  zinc 
and  immune  function  in  the  elderly.  Of 
the  six  references  listed,  five  were  of 
studies  of  zinc  metabolism  or  nutrition, 
but  did  not  involve  immune  function. 
One  reference  listed  did  concern  zinc 
and  immune  function,  but  was  available 
only  as  an  abstract.  FDA  did  not 
consider  abstracts  in  its  evaluation  as 
experimental  design  and  data  are 
presented  too  briefly  for  adequate 
evaluation. 

C.  Life  Science  Research  Office  Report 

4.  Among  the  authoritative  documents 
considered  in  the  proposed  rule  was  a 
preliminary  report  (Ref.  26)  from  a  1991 
review  of  the  literature  on  the 
relationship  between  zinc  and  immune 
functions  in  the  elderly  conducted  by 
the  Life  Sciences  Research  OfHce 
(LSRO)  of  the  Federation  of  American 
Societies  of  Experimental  Biology 
(FASEB).  The  final  version  of  the  LSRO 
report  ("Evaluation  of  Publicly 
Available  Scientific  Evidence  Regarding 
Certain  Nutrient-Disease  Relationships: 
2.  Zinc  and  Imiiiuiie  Function  in  the 
Elderiy  ".  W.  R.  Beisel)  was  released  by 
LSRO  in  December  1991,  and  filed  in 
the  docket  as  a  comment  on  the 
proposed  rule.  The  final  version  was  not 
changed  from  the  preliminary  version 
cited  and  discussed  in  the  proposed 
rule.  It  fully  supports  FDA's  conclusions 
on  the  lack  of  a  relationship  between 
zinc  and  immune  function  in  the 
elderly. 

D.  Canada 

5.  In  two  comments,  the  Canadian 
Government  (Bureau  of  Consumer 
Affairs,  and  Health  and  Welfare  Canada) 
noted  that,  under  the  Canadian  Food 
and  Drug  Act,  Section  3,  the  advertising 
and  sale  of  foods  represented  as  a 
treatment,  preventative,  or  cure  for 
specified  diseases  and  health  problems 


is  prohibited  in  Canada.  Although 
immune  function  is  not  included  among 
the  list  of  specified  disorders,  health 
claims  respecting  zinc  and  immune 
function  on  food  labels  would  likely 
result  in  the  foods  being  classified  as 
drugs  in  Canada  by  virtue  of  the 
definition  for  "drug"  in  the  Canadian 
law. 

These  comments  are  essentially 
identical  to  a  comment  submitted  by  the 
Canadian  Government  in  response  to 
FDA's  notice  requesting  scientific  data 
or  information  on  this  topic,  which 
published  in  the  Federal  Register  of 
March  28. 1991  (56  FR  12932).  hi  its 
proposed  rule  (56  FR  60652).  FDA  did 
not  propose  to  authorize  health  claims 
for  zinc  and  immune  function  on  food 
labels.  Thus,  no  change  in  the  proposed 
rule  is  appropriate  in  response  to  this 
comment. 

III.  Conclusion 

FDA  reviewed  the  scientific  data  in 
conformity  with  the  requirements  of  the 
1990  amendments,  as  well  as  comments 
received  regarding  the  proposed  rule 
that  published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60652),  and 
concluded  that  there  is  not  a  sufficient 
basis  to  support  the  use  of  health  claims 
relating  to  the  topic  of  zinc  and  immune 
function  in  the  elderly. 

The  agency's  examination  of  publicly 
available  evidence  found  that,  although 
it  is  well  accepted  that  adequate  dietary 
zinc  is  essential  for  normal  immune 
function,  a  specific  protective  role  of 
zinc  supplementation  of  the  elderly 
population  has  not  been  demonstrated. 
AlUiough  some  small  early  clinical 
studies  suggested  such  a  relationship, 
these  results  were  not  substantiated  in 
subsequent  research  using  better  study 
designs  and  larger  samples.  Therefore, 
there  is  no  evidence  that  immune 
function  in  healthy  persons  can  be 
enhanced  by  zinc  supplementation. 
Zinc  is  considered  to  be  relatively 
nontoxic,  particularly  if  taken  orally. 
However,  adverse  effects,  which  include 
impaired  immune  function,  are  known 
to  occur  with  zinc  intake  in  excess  of 
Recommended  Dietary  Allowances. 
Thus,  FDA  has  concluded  that  the 
publicly  available  data  on  the  role  of 
zinc  in  immune  system  function  do  not 
provide  a  sufficient  scientific  basis  from 
which  to  conclude  that  immime 
function  in  the  general  elderly  U.S. 
population  can  be  improved  by  zinc 
supplementation.  Moreover,  based  on 
the  totality  of  this  evidence,  there  is  not 
significant  scientific  agreement  among 
qualified  experts  that  a  health  claim  for 
zinc  and  immune  function  in  the  elderly 
is  supported  by  the  evidence. 


IV.  Environ 
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IV.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

V.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27,  1991  (56  FR  60366  et 
seq),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354  ,  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr.,  Rockville.  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that, 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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.  List  of  Subjects  in  21 CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therekffe,  under  the  Federal  Food. 
Drug,  and  Ctametic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  auAority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authadty:  Sees.  4.  5, 6  of  the  Fair 
Packaging  and  Ubelii«  Act  (15  U.S.C  1453, 
1454. 1455);  sees.  201.  301. 402.  403. 409. 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321.  331.  342.  343,  348.  371). 

2.  Section  101.71  is  amended  by 
adding  new  paragraph  (e)  to  read  as 
follows: 

§101.71    Health  claims:  claim*  not 
authorized. 

•         »         •         •         • 

<e)  2^c  and  immune  function  in  the 
elderly. 

Dated:  October  23. 1992. 
David  A.  Kesiier, 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sunivan, 

Secretary  of  Health  and  Human  Senrices. 
|FR  Doc.  92-31516  Filed  12-28-92:  8:45  ami 
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DEPARTMEffT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 
[Docket  No.  9-ihi-0094] 
RIN  0905-AB67 

Food  Labeling:  Health  Claims;  Calcium 
and  Osteoporosis 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  to  authorize  the  use  on  the 
label  and  labeling  of  foods  of  health 
claims  relating  to  an  association 
between  adequate  calcium  intake  and 
osleoporosis.  These  rules  are  issued  in 
response  to  provisions  of  the  Nutrition 
Labeling  and  Education  Act  of  1990  (the 
1990  amendments)  that  bear  on  health 
claims  and  are  developed  in  accordance 
with  the  general  requirements  in  the 
health  claims  rule  published  elsewhere 
in  this  issue  of  the  Federal  Register.  The 
agency  has  concluded  that,  based  on  the 
totality  of  the  scientific  evidence,  there 
is  significant  scientific  evidence  and 
agreement  among  qualified  experts  that 
maintaining  a  diet  adequate  in  calcium 
has  a  significant  impact  on  bone  health 
particularly  during  the  critical  bone 
forming  years  and  after  menopause  and 
may  help  to  reduce  the  risk  of 
osteoporosis.  The  agency  has  therefore 
concluded  that  claims  on  foods  relating 
the  calcium  content  to  a  reduced  risk  of 
osteoporosis  in  susceptible  populations 
are  justified. 

EFFECTIVE  DATE:  May  8,  1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mona  S.  Calvo,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-265),  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington.  DC  20204.  202-205-5434. 
SUPPt.EMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  November 
27, 1991  (56  FR  60689),  the  agency 
proposed  to  authorize  the  use  on  foods, 
including  dietary  supplements,  of 
health  claims  relating  to  the  association 
between  calcium  and  risk  of 
osteoporosis.  The  proposed  rule  was 
issued  in  response  to  provisions  of  the 
1990  amendments  (Pub.  L.  101-535) 
that  bear  on  health  claims  and  in 
accordance  with  the  proposed  guneral 
requirements  for  health  claims  for  food 
(56  FR  60537).  With  respect  to  health 
claims,  the  1990  amendments  amend 
the  Federal  Food,  Drug,  and  Cosmetic 


Act  (the  act)  by  adding  a  new  provision 
(section  403(r)(l)(B)  (21  U.S.C. 
343{r)(l)(B])  that  provides  that  a  product 
is  misbranded  if  it  bears  a  claim  that 
characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D)oftheact. 

Section  3(b)(1)(A)  of  the  1990 
amendments  specifically  requires  that 
the  agency  determine  whether  10 
nutrient/disease  relationships  meet  the 
requirements  of  the  section  403(r)(3)  or 
(r)(5)(D)  of  the  act.  The  relationship  of 
calcium  and  osteoporosis  was  one  of 
these  areas.  FDA  published  a  notice  in 
the  Federal  Register  of  March  28, 1991 
(56  FR  12932),  requesting  scientific  data 
and  information  on  the  10  specific  topic 
areas  identified.  Relevant  scientific 
studies  and  data  received  in  response  to 
this  request  were  considered  as  part  of 
the  agency's  review  of  the  scientific 
literature  on  calcium  and  osteoporosis 
and  were  included  in  the  proposed  rule 
(56  FR  60689).  Because  of  time 
constraints,  FDA  addressed  in  that 
proposal  only  those  comments 
submitted  in  response  to  the  March 
28,1991,  notice  that  were  in  the  form  of 
scientific  data.  Comments  of  a  more 
specific  nature  were  not  responded  to  at 
that  time  and  are  included  among  the 
comments  responded  to  below. 

Provisions  of  the  proposed  rule 
included  qualifying  and  disqualifying 
criteria  for  the  purpose  of  identifying 
foods  eligible  to  bear  a  heahh  claim.  The 
proposal  also  specified  mandatory 
content  and  label  information  for  health 
claims  statements  and  provided  a  model 
heahh  claim  and  consumer  summary 
statement.  FDA  also  discussed  potential 
safety  issues  relating  to  overfortification 
or  oversupplementation  with  calcium. 
FDA  requested  written  comments  on  the 
proposed  rule,  including  comments  on 
the  issue  of  how  to  assess  calcium 
bioavailability  in  products 
(conventional  foods  and  supplements) 
to  justify  their  eligibility  to  bear  a  health 
claim.  Moreover,  to  ensure  that  calcium 
and  osteoporosis  claims  will  not 
mislead  those  individuals  within  the 
population  for  whom  relatively  higher 
calcium  intake  over  a  lifetime  offers  no 
apparent  benefit  to  their  bone  health, 
FDA  proposed  that  the  subpopulations 
clearly  at  risk  be  Identified  on  the  label 
and  solicited  comments  on  how  best  to 
convey  this  information. 

II.  Summary  of  Conunents  and  the 
Agency's  Responses 

In  response  to  the  proposed  rule,  the 
agency  received  more  than  100  letters, 
each  containing  one  or  more  comments, 
from  consumers,  consumer 


organizations,  health  care  professionals, 

f)rofessionaI  organizations.  State  and 
ocal  governments,  foreign  governments, 
trade  associations,  and  industry.  In 
addition  to  these  comments,  the  agency 
also  considered  statements  made  in  a 
public  hearing  held  on  January  30  and 
31. 1992  (57  FR  239.  January  3, 1992)  on 
a  number  of  food  labeling  issues, 
including  the  proposed  requirements  for 
health  claims.  Some  of  the  comments 
agreed  with  one  or  more  provisions  of 
the  proposed  rules  without  providing 
grounds  for  support  other  than  those 
provided  by  FDA  in  the  preamble  to  the 
proposal.  Other  comments  disagreed 
with  one  or  more  provisions  of  the 
proposed  rule  without  providing 
specific  grounds  for  the  disagreement.  A 
few  comments  addressed  issues  outside 
of  the  scope  of  the  regulations.  Most  of 
the  comments  provided  specific  support 
for  their  positions  on  the  proposed 
regulations.  The  agency  has  summarized 
and  addressed  the  relevant  issues  raised 
in  all  comments  in  the  sections  of  this 
document  that  follow. 

Before  issuing  the  proposal,  FDA 
contracted  with  the  Life  Sciences 
Research  Office  (LSRO)  of  the 
Federation  of  American  Societies  for 
Experimental  Biology  to  evaluate 
independently  the  scientific  literature 
on  dietary  calcium  and  osteoporosis. 
The  preliminary  draft  of  the  LSRO 
report,  "Calcium  and  Osteoporosis" 
(Ref.  13).  was  one  of  the  authoritative 
documents  reviewed  by  FDA  in 
developing  its  proposal.  After  the 
proposal  was  issued,  LSRO  completed 
its  evaluation  of  the  scientific  literature 
and  submitted  its  final  report  in 
February  1992.  The  agency  placed  a 
copy  of  the  final  report  in  the 
administrative  file  (Ref.  138),  and  has 
considered  the  report  as  a  comment  on 
the  proposal. 

A.  Validity  Issues 

1.  No  comments  disputed  FDA's 
tentative  conclusion  that  a  lifetime  of 
adequate  calcium  intake  is  important  for 
maintenance  of  bone  health  and  may 
help  reduce  the  risk  of  osteoporosis, 
particularly  for  individuals  at  greatest 
risk.  Most  comments  supported  the 
agency's  position. 

The  LSRO  report  (Ref.  138)  concluded 
that  "the  weight  of  the  evidence 
supports  the  hypothesized  relationship 
between  calcium  intake  and  bone  health 
as  expressed  both  in  increased  bone 
mass  and  in  reduced  fi^cture  risk." 
According  to  LSRO,  "tlie  focus  of 
calcium  as  a  nutrient  related  to 
osteoporosis  lies  in  its  importance  both 
for  achieving  genetically  programmed 
bone  mass  during  about  the  first  30  to 
35  years  of  life  and  in  maintaining  that 
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bone  during  the  remaining  yean  of  life." 
The  lepoTt  stressed  that  osteoporosis  is 
a  inukifiBCtoria!  disorder,  and  tiiat 
inadeooate  cahnuin  intake  is  only  one  of 
several  iutw acting  factors  that 
determine  whether  low-tiauma  fracture 
will  occur.  The  report  also  noted  that 
"the  data  concerning  level  of  Icaldum] 
intake  required  for  hone  health  can  be 
safely  generalised  only  to  Cancasian 

FDA  adcnowledges  the  significant 
agreement  on  this  natter  and  reconfinns 
its  position  that  adequate  caldun  intake 
is  important  for  maintenance  of  bene 
beahn  and  may  help  reduce  the  tMc  of 
osteoporosis,  particularly  for 
individuals  at  greatest  risk.  FDA  notes 
that  the  LSRO  report  is  consistent  with 
required  health  dura  statements  about 
the  mechanism  by  which  caknum  works 
(propoaed  %  101.72(d)(3).  finalized  at 
§  101.72(cH2XiXQ)  and  the  population 
at  greatest  risk  ($  101.72(cX2)(iXB)).  As 
diecuaasd  in  the  proposal  (56  FK  at 
60698).  FDA  agrees  tnat  the  general 
population  is  not  at  significant  risk  of 
developing  osteoporosis.  For  example, 
despite  their  generally  lower  calcium 
intake,  data  show  that  Airican 
Americans  have  higher  bone  mass  at 
maturity  and  a  very  low  incidence  of 
osteoporosis-related  bone  fracture. 

B.  Advisability  of  Permitting  Claims 

2.  One  comment  aaserted  that  health 
claims  pertaining  to  calcium  and 
osteoporosis  should  not  be  permitted 
because  (1)  the  target  populatian  far  the 
claim  is  too  small,  and  (2)  older  people 
with  the  condition  may  be  misled  into 
thinking  the  rate  of  bone  loss  will  be 
slowed  or  teveraed  witfi  increased 
calcium  consumption. 

FDA  disa^aes  with  this  comment, 
which  provided  no  support  for  its 
assertions.  First,  a  large  number  of 
American  women  are  at  risk  of 
developing  osteoporosis  (Ref.  IB). 
Further,  many  of  the  elderly  have  low 
bone  mass,  and  they  continue  to  loae 
bone  mass  with  further  aging.  These 
individnals  will  clearly  benefit  from 
informatioa  about  how  they  may  reduce 
their  risk  of  the  diseese. 

Secondly,  as  explained  fully  in  the 
preamble  of  the  proposal  (56  FR  at 
60689).  adequate  calcium  intake  does 
help  to  slow  the  rate  of  bfme  loss  in  the 
elderly.  Thus,  while  under  §  101.72, 
claims  may  not  imply  that  adequate 
calcium  intake  will  reverse  bone  loss, 
under  §  101.72  (c){2Mi)(C),  when 
reference  is  made  to  prarsons  with  a 
family  history  of  the  disaaae. 
menopausal  woomb.  and  elderly  men 
and  woatea.  the  daim  may  state  that 
adequate  caidum  intake  is  linked  to 
re<I-.iced  riak  of  osteoporosis  through  die 


mechanism  of  slowing  the  rate  of  bone 
loss.  For  thase  raaaons,  FDA  disagrees 
that  permitting  claims  to  advise  of  the 
reduction  in  the  rate  of  booe  loss  will 
mislead  the  elderly. 

3.  A  few  comments  argued  that  a 
health  claim  should  not  be  allowed 
because  delay  of  the  onset  of 
osteoporotic  fracture  is  not  exclusively 
assodated  with  adequate  caidum 
intake.  One  of  the  comments  justified 
this  assertion  by  stating  that  many 
essential  nutrients  in  addition  to 
caidum.  such  as  magnesium,  copper, 
zinc,  fluoride,  and  vitamins  A.  D,  K.  and 
C,  are  needed  for  normal  bone  growth 
and  development. 

FDA  reccunizes  that  many  nutrients 
are  essential  for  normal  bone  growth 
and  development.  However,  FDA 
disagreas  that  this  fact  should  preclude 
the  agency  from  permitting  a  health 
claim  pertaining  to  caidum  and 
osteoporosis.  The  requirement  in 
§  101.72(cK2)ti)(A)  tfiat  claims  advise 
consumers  of  the  importance  of 
healthful  diets  is  intended  to  alert 
consumers  to  the  need  to  consume 
essential  nutrients  in  addition  to 
calcium.  As  the  agency  explained  fully 
in  the  proposal  (56  FR  at  60689), 
national  food  intake  surveys  (Re£s.  35, 
54,  and  105)  provide  evidence 
identifying  calcium  from  dietary  sources 
as  a  problem  nutrient  in  a 
subpopulation  at  ri  A  for  osteoporosis, 
namely  women  between  11  and  35  years 
of  age.  Furthermore,  FDA  has  concluded 
that  based  on  the  totality  of  the 
sdentific  evidence,  there  is  significant 
sdentific  agreement  among  qualified 
experts  that  the  evidence 
overwhelmingly  supports  the 
significance  of  calcium  in  maintaining 
bone  health.  Thus.  FDA  believes  that 
the  population  at  greatest  risk  of 
osteoporotic  fradure  in  later  life  should 
be  advised  through  frmd  labeling  of  the 
benefits  of  adequate  caidum  intake. 

C.  Clarity  of  Provisions 

4.  A  number  of  comments  on  the 
proposed  rule  on  general  requirenoents 
for  health  claims  (November  27, 1991, 
56  FR  60537)  suggested  that  FDA  revise 
provisions  of  all  health  claims  rules  to 
be  more  imderstandable. 

FDA  agrees  that  its  regulations  should 
be  understandable.  FDA  has  therefore 
made  several  nonsubstantive  revisions 
in  S  101.72  for  die  sake  of  clarity.  For 
example,  the  provisions  of  the 
regulation  have  been  grouped  into 
general  and  specific  requirements.  The 
general  requirements  reference  other 
regulations  containing  nutrition  labeling 
requirements.  The  spedfic  requirements 
are  separated  into  vaquirenients 
pertaining  to  the  food  and  those 


pertaining  to  tiiedaim.  Finally,  the 
model  health  claims  hav«  been 
simplified. 

D.  Qualifying  Levels 

5.  A  few  comments  addaes»d  the 
issue  of  an  appropriate  qualifyixig  level 
for  caidum  in  a  food.  All  of  the 
comments  strongly  supported  the 
requirement  that  a  food  bearing  a 
cakaum-osteoporoaia  claim  be  "high"  in 
calcium  (i.e.,  contain  a  minimum  of  20 
percent  of  the  reference  daily  intake 
(RDI)).  A  numbetof  the  comments, 
however,  asserted  that  the  RDi  was 
being  set  too  low.  One  comment  stated 
that  the  proposed  RDi  for  calcium  (900 
mg)  was  an  inadequate  intake  guideline 
for  those  individuals  at  greatest  risk  of 
osteoporosis.  Another  commect  argued 
that  there  is  substantial  evidence  that 
the  population-weighted  means  used  to 
estffl)lish  the  RDI's  may  seriously 
understate  the  nutritional  needs  of  an 
estimated  52  million  Americans. 

For  reasons  e^rolained  fully  in  the 
preamble  of  the  final  rule  on  Reference 
Daily  Intake  and  Daily  Reference 
Values,  which  is  published  elsewhere  in 
this  issue  of  the  Federal  Register,  FDA 
has  adopted  an  RDI  for  caidum  of  1,000 
mg,  the  Wei  in  current  §  101. 9(c)  (7)(iv). 
In  view  of  the  support  for  the  proposal 
that  only  foods  "hi^"  in  caidum 
qualify  for  caldum-osteoporosis  daim, 
the  agency  has  retained  this  requirement 
in  the  final  rule  in  §  101.72(c)(2)(iiKA) 
(proposed  as  §  101.72(c)(2))  with  minor 
editorial  revisions.  Because  the  RDI  for 
caidum  is  1,000  mg,  the  refierence 
amount  customarily  consumed  for  a 
food  would  need  to  contain  at  least  200 
mg  of  caidum  for  it  to  qualify  to  bear 
the  authorized  caidum/  osteoporosis 
health  claim. 

E.  Assimilability 

All  comments  on  this  topic  genereilly 
supported  the  coiu:ept  of  a  requirement 
that  the  calcium  content  of  the  product 
be  assimilable  (proposed  as 
§  101.72(c)(3)  and  finalized  as 
§  101.72(c)(2)(ii)(6)).  In  response  to  an 
agency  request  in  the  proposal  for 
comments  about  how  to  assess  caidum 
assimilability  (also  referred  to  as 
"bioavailability"),  a  few  comments 
suggested  mechanisms  to  assess  caidum 
bioavailability. 

6.  Several  comments  suggested  that 
the  agency  establish  a  minimum 
standard  that  relates  bioavailability  to 
the  amount  of  calcium  adually  absorbed 
from  food.  One  comment  cited  the 
existence  of  a  recognized  data  base 
describing  the  absorption  of  naturally 
occurring  supplemental  and  fortified 
calcium  in  foods.  However,  the 
comment  added  that  the  dted  data  base 
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was  actually  a  bibliography  of  various 
published  articles  describing  calcium 
absorption  from  a  variety  of  food 
sources.  Another  comment  offered  the 
following  suggestion:  "FDA  should 
estimate  the  quantity  of  calcium  in 
various  foods  that  is  rendered 
unavailable  by  oxalic  add.  phytate. 
fiber,  or  other  constituents  and  subtract 
this  unavailable  calcium  from  the 
amount  of  available  caJdum  that  the 
food  would  be  expected  to  supply 
(which  is  usually  only  about  half  of  the 
reported  caldum  content  of  food)."  The 
comment  suggested  that  FDA  should  not 
allow  health  daims  on  a  given  food  if. 
alter  adjustment  for  oxalate  and  other 
constituents,  the  estimated  quantity  of 
"available"  calcium  is  markedly  lower 
than  ordinarily  expected,  given  the  food 
reported  calcium  content.  Similarly, 
another  comment  proposed  the  use  of 
the  indired  methoid  of  calciuric 
response  to  a  caldum  load  as  a 
convenient  and  reliable  method  of 
testing  caldum  absorbability  and  also 
proposed  a  test  based  on  radiocaldum 
absorption. 

FDA  acknowledges  these  useful 
suggestions  but  notes  that  none  of  the 
proposed  methods  assesses  calcium 
utilization.  As  discussed  in  the 
proposal,  caldum  bioavailability  means 
both  absorption  and  tissue  utilization  of 
caldum  (56  FR  at  60699).  Appropriate 
tests  for  bioavailability  need  to  include 
a  measurement  of  the  utilization  of 
calcium  by  bone  (caldum  retention).  A 
produd  that  contains  components  that 
increase  the  urinary  or  fecal  excretion  of 
calcium  or  somehow  impair  the 
utilization  of  caldum  by  bone  will  not 
qualify  for  a  caldum-osteoporosis  claim. 
Monitoring  only  fectors  that  alter 
absorption,  such  as  the  phytate  content 
of  a  food,  as  suggested  in  the  comment, 
would  not  allow  estimation  of  the 
effects  of  fadors  that  promote  obligatory 
calcium  loss  such  as  increased  urinary 
loss  due  to  a  high  sulfate  content.  Both 
increased  excretion  and  impaired 
utilization  cause  the  decreased 
deposition  of  calcium  in  bone. 

7.  Some  comments  requested  that 
FDA  clarify  an  acceptable  level  of 
"assimilability."  such  as  an  acceptable 
percent  bioavailability.  The  comments 
asserted  that  it  would  be  unrealistic  to 
require  bioavailability  data  on  all  foods 
bearing  a  caldum  daim.  but  that  such 
a  requirement  might  be  a  logical 
prerequisite  for  new  sources  of  caldum 
used  to  fortify  foods.  A  number  of 
comments  suggested  that  food  and 
supplement  manufacturers  should  bear 
the  burden  of  proof  of  the  bioavailability 
of  calcium-fortified  products  and 
supplements  in  order  to  avoid 
indisTJ-iminate  fortiHcation  and 


mariceting  of  poorly  bioavailable 
supplements. 

FDA  reiterates  that  a  produd  bearing 
a  caldum-osteoporosis  neahh  daim 
must  contain  caldum  that  can  be 
assimilated  by  the  body.  As  noted  in  the 
proposal,  it  would  be  misleading  to  put 
a  health  claim  for  a  substance  on  a  food 
if  consumption  of  that  food  will  not 
provide  the  substance  (56  FR  at  60699). 
Svech  a  food  would  be  misbranded 
under  section  403  (a)  of  the  ad  (21 
U.S.C.  343(a)).  Given  that  most  currently 
marketed  products  that  are  likely  to  bror 
a  calcium-osteoporosis  claim  contain 
bioavailable  calcium.  FDA  does  not 
consider  it  necessary  at  this  time  to  set 
a  minimum  acceptable  level  of 
bioavailability.  If  a  food  bearing  a 
calcium  osteoporosis  claim  does  not 
contain  caldum  in  a  bioavailable  form, 
the  Government  can  take  enforcement 
under  the  ad  against  the  product  or  its 
manufadurer.  Calcium  sources  whose 
bioavailability  has  not  been 
demonstrated  would  be  at  risk  for  such 
enforcement  adion. 

There  are  suffident  sdentific  data  in 
published  literature  to  support  the 
bioavailability  of  many  sources  of 
calcium  in  current  use.  However, 
instances  may  develop  in  which  the 
bioavailability  of  the  caldum  source  has 
not  been  shown,  including  the  use  of 
new  fortificants  or  food  produds  in 
which  the  combination  of  the 
component  nutrients  raises  concerns 
about  the  assimilability  of  calcium  from 
the  produd  (e.g.,  a  new  bread  rich  in  a 
novel  high  phytate  fiber  source  and 
fortified  with  calcium). 

As  discussed  in  theprevious 
comment,  there  are  various  ways  of 
testing  for  bioavailability.  FDA 
considers  human  or  growing  animal 
models  to  provide  the  most  accurate 
assessments.  One  approach  would 
involve  collection  of  human  data  from 
caldum  balance  studies  using  stable 
isotopes  or  radioisotopes  as  evidence  of 
reasonable  or  adequate  bioavailabiUty 
(assimilability),  as  well  as  evidence 
from  well-controlled  caldum 
supplementation  or  dietary  intervention 
studies  that  measure  calcium  absorption 
and  bone  mass  or  density  change  over 
time.  An  appropriate  standard  reference 
would  be  caldum  carbonate  or  milk. 

FDA  recognizes  that  estabUshing 
calcium  retention  in  humans  is  a 
difficult  and  costly  procedure.  Another 
approach  would  use  a  growing  animal 
model  (rat)  to  demonstrate  calcium 
retention  in  bone.  Use  of  the  growing  rat 
model  offers  ease  of  bone  mass  or 
mineral  content  assessment,  and,  unlike 
human  subjects,  rats  show  limited 
between-subfed  variation  in  calcium 
absorption.  There  are  a  number  of 


suitable  studies  in  the  Uterature  that 
could  serve  as  models  and  the  basis  for 
a  study  design  (e.g..  Refe.  139  through 
141).  The  common  end-measures  shared 
by  these  animal  studies  include 
measures  of  apparent  caldum 
absorption  and  determination  of 
caldum  content  of  bone,  either  directly 
by  bone  ashing  and  mineral  analyses 
(Refs.  139  and  140)  or  indirectly  by 
densitometric  or  histomorphometric 
methods  (Ref  141). 

8.  A  number  of  comments  proposed 
that  superiority  claims  regarding  the 
bioavailability  or  absorbability  of 
calcium  in  a  food  or  supplement 
compared  to  a  reference  food  or 
supplement  be  permitted.  One  commwit 
proposed  milk  as  an  ideal  reference  food 
against  which  to  make  the  proposed 
comparisons  and  suggested  the  use  of 
human  bioavailability  tests  to  provide 
evidence  in  support  of  superiority 
claims.  Several  comments  suggested 
that  a  statistically  significant  difference 
in  calcium  absorption  between  two 
products  using  the  proposed  techniques 
should  provide  the  basis  for  a  superior 
absorbability  comparative  claim. 

FDA  advises  that  it  is  not  appropriate 
to  permit  requested  superiority  daims 
under  the  provisions  of  the  1990 
amendments  that  govern  health  claims. 
To  the  extent  that  the  1990  amendments 
provide  for  comparative  claims,  it  is 
only  with  resped  to  claims  that 
charaterize  the  level  of  a  nutrient 
(section  403  (r)(l)(A)  of  the  ad). 
Regulations  governing  nutrient  content 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  do  not 
provide  for  superiority  claims  based  on 
bioavailability.  However,  under  §  10.30. 
an  interested  party  can  petition  the 
agency  to  provide  for  superiority  claims 
based  on  bioavailability.  In  considering 
such  a  petition,  the  agency  would  be 
concerned  about  ensuring  that 
superiority  claims  are  valid  and 
nutritionally  meaningful. 

F.  Disintegration  and  Dissolution  of 
Calcium  Supplements 

9.  The  majority  of  comments 
concerned  with  the  proposed 
requirement  that  calcium  supplements 
meet  the  U.S.  Pharmacopeia  (U.S.P.) 
standards  for  disintegration  and 
dissolution  of  calcium  supplements  (in 
proposed  §  101.72(c)(4))  fully  supported 
this  asped  of  the  proposed  regulation. 
The  LSRO  report  strongly  supported  the 
proposed  requirement  noting  that  while 
the  chemical  form  or  solubility  of  the 
supplement  makes  little  difference,  the 
physical  form  of  the  salt  and 
formulation  of  the  tablet  are  critical.  The 
comment  stressed  that  "tablets  so  poor]\- 
formulated  that  they  foil  to  disintegrate 
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under  simulated  gastric  conditions 
appear  to  be  widely  distributed  in  the 
U.S.  market."  A  public  health  advocacy 
group  further  suggested  that  since  the 
U.S.P.  is  currently  updating  its 
standards  for  dietary  supplements,  the 
revised  standards  may  include 
additional  measures  that  FDA  should 
adopt  in  the  future.  Two  comments 
opposed  this  requirement.  One  argued 
that  "'the  United  States  Pharmacopeia 
standards  are  not  appropriately 
complete  enough  to  be  an  exclusive 
condition  for  a  product's  health  claim 
eligibility."  The  comment  asserted  that 
the  U.S.P.'s  are  in  vitro  standards 
(meaning  conducted  in  a  test  tube)  and 
might  not  reflect  human  bioavailability 
of  an  individual  calcium  supplement, 
and  they  should  therefore  only  establish 
a  disqualifying  presumption  that  would 
be  rebuttable  by  the  submission  of 
human  data  supportingthe product's 
bioavailability.  Another  comment 
emphasized  the  lack  of  justification  for 
this  testing,  the  inability  to  conduct  all 
the  tests  since  some  of  the  calcium  salts 
identified  as  safe  for  use  as  calcium 
supplements  are  not  subject  to  U.S.P. 
dissolution  requirements  (calcium 
sulfate,  and  calcium  oxide),  the  lack  of 
fairness  in  that  foods  are  not  held  to 
these  criteria,  the  inappropriate 
application  of  drug  standards  set  forth 
in  the  U.S.P.  monographs  to 
supplements,  the  "questionable 
expertise"  of  the  U.S.P.  convention 
members  to  judge  nutritional  property 
of  compounds,  and  finally  the  lack  of 
basis  to  require  these  standards  in  order 
to  qualify  for  a  health  claim. 

FDA  has  carefully  considered  these 
comments  and  agrees  with  several 
points.  FDA  agrees  that  disintegration 
and  dissolution  testing  methods  used  to 
scieen  calcium  supplements  for 
bioavailability  are  imperfect,  because 
these  in  vitro  tests  do  not  adequately 
mimic  the  physiologic  environment  of 
the  human  stomach,  and  U.S.P. 
standards  are  not  available  for  all 
calcium-containing  compounds. 
However,  the  agency  considers  the 
U.S.P.  standards  to  provide  sufficient 
assurance  of  dissolution  and 
disintegration  for  those  products  where 
U.S.P.  standards  exist.  A  supplement 
that  does  not  dissolve  and  disintegrate 
clearly  does  not  provide  calcium  in  an 
assimilable  form  and  thus,  a  claim  for 
r.uch  a  supplement  would  be  misleading 
because  the  supplement  would  not 
provide  the  nutrient  that  is  the  subject 
of  the  claim.  Calcium  supplements  not 
in  conventional  food  form  can  be 
formulated  in  a  manner  that  prevents 
rapid  dissociation  and  disintegration  in 
the  stomach,  preventing  assimilation. 


This  unique  aspect  justifies  the 
requirement  in  §  101.72(c)(2)(ii)(C)  for 
supplements. 

However,  when  U.S.P.  standards  do 
not  exist,  the  agency  recognizes,  as 
pointed  out  by  one  comment,  the  need 
for  an  alternative  method  of  establishing 
the  bioavailabihty  of  supplements  under 
the  conditions  of  use  stated  on  the 
product  label.  Demonstration  of 
acceptable  bioavailability  in  human  or 
animal  studies  when  conducted  under 
the  conditions  of  use  stated  on  the 
product  label  (i.e.  fed  as  an  intact  tablet, 
not  crushed)  would  fulfill  the 
requirement.  Section  101.72(c)(2)(ii)(C) 
has  been  revised  to  require  that  dietary 
supplements  meet  the  U.S.P.  standards 
for  disintegration  and  dissolution, 
except  that  dietary  supplements  for 
which  no  applicable  U.S.P.  standards 
exist  shall  exhibit  appropriate 
assimilability  under  conditions  of. use 
stated  on  the  product  label.  In  order  for 
a  dietary  supplement  to  bear  the 
authorized  calcium  osteoporosis  health 
claim,  it  must  comply  with  all 
provisions  of  this  final  regulation. 

G.  Phosphorus  Content 

For  reasons  explained  fully  in  the 
preamble  of  the  proposal  (56  FR  60689 
at  60699  to  60700).  FDA  proposed  that 
high  levels  of  phosphorus  (naturally 
occurring  or  added)  in  conventional 
foods  or  supplements  that  result  in 
calcium  to  phosphorus  ratios  lower  than 
1:1  will  disqualify  the  product  from 
bearing  a  calcium/  osteoporosis  health 
claim.  FDA's  tentative  decision  to  place 
a  limit  on  the  amount  of  phosphorus 
that  a  food  could  have  to  be  eligible  to 
bear  a  claim  was  based  on  the 
ubiquitous  distribution  of  this  mineral 
in  the  food  supply,  the  low  ratio  of 
calcium  to  phosphorus  that  typifies 
current  intake  patterns,  and  current 
evidence  demonstrating  that  high  levels 
of  dietary  phosphorus  coupled  with  low 
dietary  calcium  adversely  influence 
hormonal  factors  that  regulate  calcium 
and  bone  metabolism  (Refs.  17.  21,  29, 
32.  46.  93.  114.  and  116).  Many  of  the 
comments  addressing  this  issue  strongly 
supported  the  proposed  phosphorus 
provision  because  of  the  reasons  given 
by  FDA  in  the  proposal. 

10.  One  comment  questioned  the  need 
for  any  requirement  that  the  phosphorus 
content  not  exceed  the  calcium  content, 
asserting  that  "any  reasonable  fortified 
or  enridied  product  will  meet  this 
condition." 

The  agency  believes  that  it  is  incorrect 
to  assume  that  all  enriched,  fortified,  or 
modified  products  will  contain  more 
calcium  than  phosphorus,  or  even  that 
products  traditionally  known  to  be  rich 
sources  of  calcium  will  haye  lower 


levels  of  phosphorus  than  calcium.  For 
example,  a  recent  article  (Ref.  142)  on 
the  reduction  of  fat  in  a  newly 
developed  processed  cheese  showed 
how  processing  techniques  used  to 
lower  fat  resulted  in  a  calcium  to 
phosphorus  ratio  lower  than  one  to  one. 
Some  products  naturally  rich  in 
phosphorus  cannot  meet  this  condition 
even  after  calcium  fortification,  and 
some  products  that  .are  traditionally 
recognized  as  calcium  rich  foods,  such 
as  puddings,  are  now  available  in 
convenient  instant  versions  in  which 
the  added  phosphorus  content  far 
exceeds  the  calcium  content.  Therefore, 
FDA  concludes  that  this  comment  does 
not  provide  a  basis  not  to  adopt  a  level 
of  phosphorus  that,  if  found  in  a  food, 
would  render  the  calcium  osteoporosis 
claim  misleading. 

11.  Several  comments  were  in  strong 
opposition  to  the  requirement  that  a 
product  not  contain  more  phosphorus 
than  calcium  on  a  per  weight  basis.  One 
comment  contended  that  FDA  relied  on 
erroneous  information  relative  to  the 
consumption  levels  of  dietary 
phosphorus  supplied  by  food  additives. 
The  comment  included  data  indicating 
little  change  in  the  estimated  daily 
consumption  of  phosphorus  from  food 
additives  from  1980  to  1990,  based  on 
the  International  Food  Additives 
Council's  estimated  disappearance  of 
food  grade  phosphorus  in  the  United 
States.  According  to  these  data,  the 
average  per  capita  phosphorus 
consumption  from  food  additives 
increased  from  9.5  to  more  than  11 
percent  of  the  acceptable  daily  intake  of 
phosphorus  fi-om  1980  to  1990. 

FDA's  statement  in  the  proposal  that 
phosphorus  intake  may  be  understated 
by  as  much  as  15  to  20  percent  due  to 
phosphorus  supplied  by  numerous 
additives  was  apparently  misinterpreted 
by  these  comments.  The  agency  did  not 
intend  to  imply  that  phosphorus- 
containing  food  additive  consumption 
had  increased  15  to  20  percent.  Rather, 
the  agency  was  relying  on  the  finding  of 
Oenning  et  al.  (Ref.  106),  who 
demonstrated  that  nutrient  estimates 
calculated  from  food  intake  records 
using  current  nutrient  composition  data 
bases  underestimated  phosphorus 
intake  when  compared  to  direct 
chemical  analysis  of  the  food  from  the 
dietary  record.  The  xmderestimation  of 
phosphorus  content  demonstrated  in 
this  study  apparently  was  due  to  errors 
in  the  nutrient  data  bases,  which  have 
not  kept  abreast  of  changes  in 
manufacturing  techniques  and  in  the 
use  of  phosphorus-containing  food 
additives.  FDA  made  this  point  to 
emphasize  that  currently  in  the  United 
States,  total  phosphorus  intake  greatly 
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exceeds  that  of  calcium,  and  that  the 
levels  may  be  even  higher  than  surveys 
suggest  because  of  flaws  in  the  nutrient 
composition  data  bases  used  in  these 
surveys. 

The  agency  disagrees  with  tiie 
comment  and  interprets  data  presented 
by  the  comment  as  evidence  of  an 
important  increase  in  phosphate  food 
additive  use  over  the  last  decade.  These 
data  indicate  that  estimated  per  capita 
daily  consumption  of  phosphorus  from 
food  additives  reported  by  the 
International  Foai  Additive  Council  for 
1990  was  470  milligrams  (mg) 
phosphorus  per  day  per  capita  as 
compared  to  an  estimated  400  mg  of 
phosphorus  per  day  per  capita  for  1980, 
or  approximately  a  17  percent  increase 
in  per  capita  use  over  the  last  decade. 
Thus,  more  than  one  line  of  evidence 
points  to  the  fact  that  the  consumption 
of  phosphorus-containing  additives  is 
on  the  rise  and  contributes  to  the  high 
phosphorus  intake  observed  in  the 
United  States  population. 

12.  Another  comment  strongly 
opposed  the  proposed  limit  on 
phosphorus  content  for  a  number  of 
reasons.  Tlie  comment  asserted  that  any 
health  claim  disquaiiBer  must  meet  the 
same  conditions  as  the  claim  itself,  such 
as  unanimous  agreement  among  experts, 
and  that  no  studies  to  date  have 
demonstrated  an  adverse  effect  of  excess 
phosphorus  on  bone  in  man  or  in 
monkeys  or  in  calcium  balance  studies. 
This  comment  also  asserted  that  there  is 
a  controversy  over  the  effect  of  high 
phosphorus  on  calcium  absorption  and 
pointed  to  the  fact  that  no  single  food 
contributes  to  the  tiigh  phosphorus 
intake  and  to  the  remote  possibility  that 
reduction  of  phosphorus  intake  from 
one  food  will  reduce  total  phosphorus 
intake. 

The  agency  does  not  agree  that  any  of 
these  points  warrants  modification  of 
the  limit  on  phosphorus  content  in 
§  101.72(c)(2)(ii)(D).  The  limit <jn 
phosphorus  is  not  a  "disqualifying 
level"  as  that  term  is  defined  based  on 
section  403(r)(3){A)(ii)  of  the  act.  FDA  is 
not  limiting  the  phosphorus  content 
because  of  its  effect  on  the  risk  of  a  diet- 
related  disease  or  health-related 
condition.  FDA  may  have  contributed  to 
confusion  in  this  regard  by  stating  in  the 
proposal  that  the  level  of  phosphorus 
would  disqualify  a  product  ftom  bearing 
a  claim  (56  FR  at  60699).  FDA  is 
limiting  the  amount  of  phosphorus 
under  the  authority  of  section  403(a)  of 
the  act.  As  explained  above,  high  levels 
of  phosphorus  when  calcium  intakes  is 
low,  would  impair  the  utilization  of 
calcium  by  bone.  Thus,  the  presence  of 
a  calcium/osteoporosis  claim  on  a  food 
thdt  does  not  h"ve  an  appropriate 


calcium-phosphorus  ratio  would  be 
misleading,  because  it  would  not  be 
possible  to  get  the  full  benefits  of 
calcium  from  such  a  food. 

In  response  to  the  criticism  that  no 
studies  have  demonstrated  direct 
adverse  effects  of  excess  phosphorus  on 
bone  in  humans  or  primate  models,  the 
agency  points  out  that  evidence  in 
humans  demonstrates  that  high  levels  of 
dietary  pho^horus  coupled  with  low 
dietary  calcium  intake  adversely 
influence  hormonal  factors  that  regulate 
calcium  and  bone  metabohsm  (Reb.  17, 
21.  29. 32. 46,  93, 114,  and  116).  These 
changes  were  consistent  with  those 
observed  in  a  variety  of  animal  models 
where  the  hormonal  changes  were 
shown  to  induce  bone  resorption  and 
ultimately  bone  loss  (Ref.  46).  The 
agency  is  particularly  concerned  about 
teens  and  young  adults  who  typically 
consume  more  phosphorus  than 
calcium  (Ref  105)  and  for  whom  such 
diets  have  recently  been  shown  to 
produce  changes  in  serum  calcium  and 
bone-regulating  hormones  that  may 
adversely  affect  attainment  of  peak  bone 
mass  (Ref.  32).  The  health  claim  is  an 
effective  means  of  alerting  this 
vulnerable  population  to  foods  that  have 
the  desired  ratio  of  these  two  nutrients. 
Therefore  the  agency  does  not  agree 
with  the  comment's  suggestion  that  the 
Umit  on  phosphorus  content  be 
drojpped. 

Tne  agency  does  not  disagree  with  the 
other  assertions  made  in  this  comment. 
These  points  are  minor  and,  given  that 
health  claims  are  authorized  in  the 
context  of  the  total  daily  diet,  not 
particularly  relevant.  The  agency  did 
not  assert  that  excess  phosphorus 
impaired  calcium  absorption  and  has 
maintained  that  phosphorus  is 
ubiquitously  distributed  in  the  food  . 
supply.  Given  the  effects  of  phosphorus 
on  hormonal  factors  that  regulate 
calcium  and  bone  metabolism,  FDA 
concludes  that  the  limit  on  phosphorus 
content  for  a  food  that  bears  a  calcium/ 
osteoporosis  claim  is  appropriate. 

H.  No  Quantification  of  Beduction  in 
fiisk 

13.  One  comment  urged  FDA  to  avoid 
any  possible  misinterpretation  and 
potential  abuse  of  the  calcium/ 
osteoporosis  regulation  by  specifying  in 
the  regulation  that  "the  claim  shall  not 
convey  the  misconception  that  dietary 
calcium  intake  can  cure  osteoporosis." 
The  comment  included  examples  of 
labels  of  dietary  supplements  found  in 
health  food  stores. 

The  agency  agrees  with  the 
comment's  concern  but  remains 
confident  that  the  claims  being 
authorilbd  will  not  mislead  consumers 


into  believing  that  calcium  cures 
osteoporosis.  This  regulation  authorizb 
a  health  claim  that  relates  calcium 
intake  to  a  reduction  in  the  risk  of 
osteoporosis.  A  statement  that  calciun 
cures  osteoporosis  would  constitute  a 
drug  claim  under  section  201(g)(1)(B)  nf 
the  act  (21  U.S.C.  321(gKl)(B)),  and  a 
product  bearing  such  a  claim  would  be 
subject  to  regulation  as  a  drug.  In 
addition,  §  l01.72(cK2)(i)(D)  bars  health 
claims  on  calcium  and  osteoporosis 
from  attributing  any  degree  of  reduction 
in  risk  of  osteoporosis  to  maintaining  an 
adequate  calcium  intake  throughout  lif*< 

/.  Limitations  of  Benefit  to  Bone  Health 

14.  Several  comments  opposed  the 
upper-iimit-of-benefit  statement 
proposed  in  §  101.72(d)(5),  sajnng  that 
this  statement  was  an  effort  to  limit  the 
potency  of  supplements.  A  number  of 
comments  supported  the  statement  but 
required  that  it  be  qualified.  One 
comment  requested  that  the  statement 
only  be  placed  on  products  in  which  the 
calcium  level  is  greater  than  50  percent 
of  the  originally  proposed  RDI  of  900  mg 
or  450  mg  of  calcium  (presumably  per 
serving  or  per  recommended  daily 
dose).  This  comment  reasoned  that  for 
products  with  lovrar  levels  of  calcium, 
an  unreasonable  number  of  servings  of 
food  would  need  to  be  consumed  to 
exceed  200  percent  of  the  RDI.  and  thus 
the  statement  was  not  necessary. 

FDA  does  not  agree  with  the  assertion 
that  it  is  seeking  to  limit  the  potency  of 
supplements.  This  regulation  relates 
only  to  the  type  of  health  claim  that  a 
product  may  bear.  It  ensures  that  a 
material  fact  about  the  consequences  of 
consum.ption  of  more  than  a  specified 
level  of  calcium  is  presented  as  part  of 
the  claim.  FDA  agrees  in  principle  with 
the  suggested  change  in  proposed 
§  101.72(d)(5)  and  believes  that  this 
modification  may  help  curb 
overfortification.  The  agency  has 
therefore  added  the  following  language 
to  the  proposed  provision  redesignated 
as  §  101.72(c)(2)(i)(E)):  "This 
requirement  does  not  apply  to  foods  that 
contain  less  than  40  percent  of  the 
recommended  daily  intake  of  1,000  mg 
of  calcium  per  day  or  400  mg  of  calcium 
per  reference  amount  customarily 
consumed  or  per  total  daily 
recommended  supplement  intake." 

/.  Safety 

15.  A  public  health  advocacy 
association  suggested  that  FDA  require 
labels  on  high  dose  calcium 
supplements  to  disclose  that  high 
calcium  intakes  may  increase  the  risk  of 
kidney  stones  in  susceptible  people. 
The  comment  argued  that  levels  greater 
than  1,000  to  2,500  mg  calcium  per  day 
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may  pose  a  risk  to  people  with  a  history 
of  kidney  stones,  and  that,  therefore, 
labels  on  supplements  that  contain  500 
mg  or  more  of  calcium  should  inform 
consumers  of  this  risk. 

The  agency  does  not  agree  that  a 
warning  is  needed  in  addition  to  the 
statement  on  total  dietary  intakes  greater 
than  200  percent  of  theRDI.  Section 
§  101.72(c)(2){i)(B)  requires  that  the 
health  claim  identify  the  populations  at 
greatest  risk  of  osteoporosis,  namely 
Caucasian  and  Asian  women  in  their 
bone  forming  years.  Kidney  stones  are 
more  prevalent  in  men  than  women. 
(With  respect  to  calcium  oxalate  or 
mixed  calcium  stones,  affected  males 
outnumber  affected  females  by  three  or 
four  to  one  in  the  U.S.  population  (Ref. 
143).)  Thus,  while  men  are  at  greater 
risk  of  the  adverse  affects  of  excess 
calcium  intake  due  to  their  greater 
susceptibility  to  kidney  stone  formation, 
they  are  not  at  greater  risk  for 
osteoporosis  and  will  not  be  targeted  by 
the  calcium-osteoporosis  health  claim. 
Consequently,  there  is  no  reason  to 
expect  lliat  men  will  increase  their 
consumption  of  calcium  in  response  to 
the  claim.  Therefore,  FDA  concludes 
that  the  regulations  offer  sufficient 
protection  without  the  proposed 
warning. 

K.  Consumer  Summary 

16.  The  comments  specific  to  the 
proposed  consumer  summary  were 
generally  supportive,  and  some 
considered  consumer  summaries 
necessar>'  to  put  any  health  claim  into 
perspective  as  related  to  total  diet.  The 
use  of  the  consumer  summary  on 
package  inserts  was  suggested  by  several 
groups.  Several  comments  suggested 
various  ways  to  shorten  the  summary, 
while  others  suggested  additional       v 
information  to  incorporate.  One 
comment  strongly  opposed  the 
consumer  summary,  stating  that  in  light 
of  the  detailed,  balanced  information 
provided  in  the  model  claims, 
summaries  are  redundant,  costly,  and 
inconvenient  to  the  manufacturer. 

As  discussed  in  the  final  rule  on 
genera!  requirements  for  health  claims, 
consumer  summaries  are  not  required, 
although  their  use  remains  an  option. 
For  this  reason,  FDA  has  not  included 
the  proposed  consumer  summery  on 
calcium  and  osteoporosis  in  this  final 
rule. 

L  Regulatory  History  of  Calcium- 
containing  Food  Additive  Use 

The  agency  advised  that,  in  order  for 
calcium-containing  food  ingredients  in 
conventional  foods  or  calcium 
supplement  products  to  be  considered 
•eligible  to  bear  the  authorized  calcium/ 


osteoporosis  health  claim,  they  must 
meet  the  requirements  in  §  101.14, 
which  include  that  they  have  been 
shown  to  FDA's  satisfaction  to  be  safe 
and  lawful  under  the  applicable  safety 
provisions  of  the  act  {56  FR  at  60699). 
Safety  and  lawfulness  can  be 
demonstrated  in  a  number  of  ways, 
including  through  a  showing  that  a  food 
is  generally  recognized  as  safe  (GRAS). 
affirmed  as  GRAS  by  FDA,  listed  in  the 
food  additive  regulations,  or  subject  to 
a  prior  sanction.  Of  the  36  or  more 
calcium-containing  ingredients 
identified  by  the  agency  as  currently  in 
use  (Ref.  33).  FDA  advised  that  only  the 
following  10  compounds  had  been 
demonstrated  to  be  safe  and  lawful  for 
use  in  a  dietary  supplement  or  as  a 
nutrient  supplement:  calcium  carbonate, 
celcium  citrate,  calcium 
glycerophosphate,  calcium  oxide, 
calcium  pantothenate,  calcium 
phosphate,  calcium  pyrophosphate, 
calcium  chloride,  calcium  lactate,  and 
calcium  sulfate  (56  FR  at  60691). 

17.  One  comment  pointed  out  that  the 
agency  failed  to  include  calcium 
ascorbate  in  this  list  of  10  compounds. 
The  comment  included  also  submitted 
an  April  1989  letter  from  FDA  stating 
the  agency's  lack  of  objection  to  the  use 
of  calcium  ascorbate  in  dietary 
supplements.  Another  comment  sought 
the  addition  of  calcium  hydroxide  to  the 
list  of  10  calcium  compounds  discussed 
above,  contending  that  "since  calcium 
oxide  is  permitted  and  calcium 
hydroxide  is  simply  the  hydrate  of  the 
oxide  formed  on  contact  with  water," 
calcium  hydroxide  should  be  included 
in  the  list. 

As  stated  above,  only  10  compounds 
have  been  demonstrated  to  FDA's 
satisfaction  to  be  safe  and  lawful  for  use 
in  a  dietar)'  supplement  or  as  a  nutrient 
supplement  bearing  a  calcium/ 
osteoporosis  health  claim.  In  Ref.  33  of 
the  proposal,  the  agency  identified  the 
calcium-containing  ingredients 
currently  in  use,  their  functions, 
conditions  of  use,  and  limits  on  the 
levels  at  which  they  can  be  added  to 
food.  Only  those  ingredients  with  stated 
use  as  a  nutrier<t  supplement  or  in  a 
dietary  supplement  are  considered 
eligible  for  a  health  claim.  Calcium 
ascorbate  appears  only  under  21  CFR 
182.3189  (Ref.  33)  for  use  as  a  chemical 
preseaativo.  Thus,  FDA's  failure  to  list 
it  was  not  inadvertent.  Calcium 
ascorbate  is  not  eligible  at  this  time  for 
consideration  for  a  health  claim; 
however,  a  petition  may  be  filed 
requesting  a  safety  review  for  a  new  use 
of  calcium  ascorbate.  Based  on  the 
outcome  of  this  petition  and  review, 
calcium  ascorbate  may  be  considered 


eligible  for  a  calcium/  osteoporosis 
health  claim. 

The  agency  declines  to  add  calcium 
hydroxide  to  the  list  of  10  calcium- 
containing  compounds  that  have  been 
demonstrated  to  be  safe  and  lawful  for 
use  in  a  dietary  or  nutrient  supplement 
In  the  list.  FDA  identified  those  ^ 

ingredients  with  stated  uses  as  a 
nutrient  or  dietary  supplement,  thus 
avoiding  the  use  of  potentially  poorly 
suited  or  potentially  harmful 
compounds.  FDA's  failure  to  include 
calcium  hydroxide  on  the  list  does  not 
imply  that  the  agency  considers  the  use 
of  this  substance  to  be  imsafe  for  use  as 
a  calcium  supplement,  but  rather 
reflects  that  it  has  not  been 
demonstrated  safe  and  lawful  for  this 
use.  Manufacturers  who  would  like  to 
be  abel  to  make  a  calcium/  osteoporosis 
health  claim  based  on  the  presence  of 
calcium  hydroxide  in  their  product 
should  submit  an  appropriate  petition  to 
FDA. 

M.  Food  Fortification 

18.  A  public  health  and  nutrition 
association  expressed  concern  that 
manufacturers  seeking  a  calcium/ 
osteoporosis  health  claim  will  fortify 
products  of  low  nutritional  value  that 
do  not  naturally  contain  calcium.  The 
comment  recommended  that  FDA 
consider  setting  standards  for  the 
amount  of  fortification  that  is  allowed 
and  also  suggested  that  FDA  determine 
which  products  can  be  fortified. 

Although  the  agency  understands  the 
concern  expressed  in  the  comment,  the 
full  implementation  of  these  suggestions 
is  beyond  the  scope  of  this  rulemaking. 
.  The  agency  advises  that  fortification  of 
foods  to  qualify  for  a  health  claim  must 
comply  with  the  final  rule  on  general 
requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

N.  S'utrition  Claims 

19.  One  comment  argued  that  claims 
relating  to  a  nutrient's  effect  on  the 
structure  or  function  of  the  body  are  not 
health  claims  but  nutrition  claims.  The 
comment  suggested  amending  the 
proposed  regulations  to  clarify  the 
distinction  between  nutrition  and  health 
:laims.  In  the  event  that  FDA's  rejected 
this  proposal,  the  jommenl  asked  that 
•he  agency  acknov;ledgo  that  the 
relationstiip  between  calcium  and  bone 
health  is  a  nutrition  claim  that  is 
substantiated  in  the  proposed  calciunr./ 
osteoporosis  health  claim  regulation. 

FDA  rejeclE  these  suggestions.  The 
distinction  between  nutritional 
guidance  and  health  claimc  ic  discussed 
in  the  final  rule  on  general  requiremer.'.' 
for  health  cleimc.  The  claim  authorized 
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..nder  this  regulation  re.aiing  calcium 
and  osteoporosis  is  a  health  claim 
because  it  characterizes  the  relationship 
of  a  nutrient  (calcium)  to  a  disease  or 
health-related  condition  (osteoporosis). 
A  claim  relating  calcium  to  bone  health 
would  have  to  be  evaluated  on  its  own 
merits.  Such  a  claim  might  be 
considered  an  implied  health  claim, 
rather  than  merely  a  statement  about  a 
food's  effect  on  the  structure  or  function 
of  the  body,  and,  if  so.  it  would  be 
subject  to  regulation  under  section 
403(r)oftheact. 

O.  Model  Claim 

20.  Many  comments  discussed  the 
length  of  the  model  health  claim  and  its 
required  components.  Common  to  all 
comments  was  the  complaint  that  the 
model  message  was  too  wordy. 
Comments  were  almost  equally  split 
between  those  supporting  and  those 
opposing  the  proposed  model  message. 
Supporting  comments  praised  specihc 
ejects  of  the  model  claim  such  as 
disclosure  of  other  risk  factors;  the 
Hkely  upper  limit  of  beneficial  calcium 
intakes:  reflection  of  other  factors  that 
contribute  to  osteoporosis  risk  such  as 
age,  race,  and  sex;  inclusion  of  the  need 
for  exercise;  and  disclosure  of  the 
mechanisms  through  which  calcium 
may  reduce  the  risk  of  osteoporosis. 
Opposing  comments  emphasized  the 
burdensome  length  of  the  model  claim. 
One  comment  stated  that  the  length  of 
the  claim  would  not  allow  it  to  be 
translated  into  multiple  languages  on 
the  label.  Many  comments  requested 
that  FDA  remove  the  requirements  that 
populations  at  special  risk  of 
osteoporosis  and  nondietary  factors  that 
can  help  prevent  osteoporosis  be 
identified.  Several  comments  suggested 
that  the  length  of  the  claim  will  limit  its 
effectiveness  and  curtail  manufacturers" 
incentives  to  make  claims.  An 
association  of  national  advertisers 
asserted  that  no  diet  and  disease 
relationship  can  be  explained 
completely  in  one  paragraph. 

The  agency  agrees  that  the  p't)posed 
model  health  claim  was  too  long. 
However,  as  discussed  in  the  proposal 
and  elsewhere  in  this  final  rule,  certain 
information  is  needed  in  the  health 
claim  in  order  for  it  to  be  truthful  and 
not  misleading  to  segments  of  the 
population  that  are  not  at  high  risk  of 
developing  osteoporosis  or  for  whom  no 
link  between  calcium  and  osteoporosis 
has  been  estabUshed.  FDA  notes  that  the 
proposed  model  claim  contained 
optional  as  well  as  required 
mformation,  and  the  example  has  been 
rewritten  to  demonstrate  that  all 
required  information  can  be  included  in 
a  model  claim  of  less  than  35  words: 


"Regular  exercise  and  eating  a  healthful 
diet  vn\h  enough  calcium  helps  teen 
and  young  adult  white  and  Asian 
women  maintain  good  bone  health  and 
may  reduce  their  high  risk  of 
osteoporosis  later  in  life."  Foods  that 
contain  less  than  40  percent  of  the 
recommended  daily  intake  of  1,000  mg 
of  calcium  per  day  (400  mg  calcium)  per 
reference  amoimt  customarily 
consumed  or  per  total  daily 
recommended  supplement  intake  may 
bear  this  claim.  Other  foods  that  contain 
higher  levels  of  calcium  must  also  carry 
an  additional  statement  (see 
§101.72(c)(2)(i)(E)). 

Throughout  FDA's  responses  to  the 
comments  in  this  preamble,  the  agency 
has  presented  various  reasons  that 
strongly  support  maintaining  the 
requirements  that  make  the  claim 
lengthy.  These  points  include  the  need 
not  to  mislead  the  public  in  thinking 
everyone  is  at  risk  for  this  disease,  the 
■need  to  identify  those  at  greatest  risk 
and  thus  to  help  individuals  who  are 
not  at  risk  but  who  are  susceptible  to  the 
adverse  effects  of  oversupplementation 
with  calcium  avoid  any  problems,  and 
the  need  to  target  the  age  group  for 
which  adequate  calcium  intake  may 
have  the  greatest  benefit  for  bone  health 
and  delayed  risk  of  osteoporotic 
fracture. 

P.  Other  Issues 

21.  One  comment  contended  that  FDA 
should  permit  health  claims  on  OTC 
antacid  products  containing  only 
calcium  carbonate.  Responding  to  a 
discussion  on  dual  labeling  in  the 
proposal  on  general  requirements  for 
health  claims  (56  PR  60537).  the 
comment  asserted  that  FDA's  objection 
to  OTC  drugs  bearing  health  claims  is 
not  appropriate  in  the  case  of  calcium- 
based  antacids,  because  such  products 
have  been  labeled  for  years  with  both 
food  and  drug  labeling. 

FDA  has  addressed  the  issues  raised 
by  this  comment  in  the  final  rule  on 
general  requirements  for  health  claims, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

22.  Another  comment  urged  Aat  the 
regulation  require  disclosure  about  the 
relationship  between  calcium  and 
protein  and  suggested  disqualifying 
high  protein  products  based  on  the 
effect  of  dietary  protein  on  the  urinary 
loss  of  calcium,  which  affects  bone 
health. 

As  mentioned  in  the  preamble  of  the 
proposal  (56  FR  at  60699),  the  agency 
recognizes  that  high  levels  of  dietary 
protein  typically  found  in  the  American 
diet  have  been  shown  to  increase  the 
obligatory  loss  of  calcium,  i.e..  the 
amotuit  of  calcium  that  the  body  must 


lose  daily.  The  agency,  however,  did  not 
propose  to  disqualify  high-protein 
products  from  bearing  a  calcium/ 
osteoporosis  claim  or  to  disclose  the 
effect  of  high  protein  intake  on  calcium 
retention  on  the  label.  Like  calcium.    - 
protein  is  not  ubiquitously  distributed 
in  our  food  supply  and  is  richest  in 
specific  food  sources  (Refs.  27  and  110). 
Relatively  few  foods  are  sources  of 
calcium  and  protein,  forcing  consumers 
to  be  selective  to  meet  the  nutritional 
needs  for  both  calcium  and  protein. 
Some  protein  rich  foods,  such  as  lowfat 
milk  or  lowfat  milk  products,  contribute 
.  more  than  half  the  caldum  and  protein 
intake  of  some  individuals,  notably 
children.  It  would  be  misleading  to  the 
public  not  to  allow  an  important  food 
such  as  lowfat  milk  to  have  a  calcium/ 
osteoporosis  claim  due  to  its  high  levels 
of  protein.  To  disqualify  a  product  that 
is  both  rich  in  calcium  and  protein,  and 
that  would  not  be  disqualified  because 
of  its  fat,  satiu-ated  fat,  cholesterol,  or 
sodium  levels,  because  of  its  protein 
content,  would  effectively  prevent 
several  major  food  sources  of  calcium 
from  bearing  a  claim. 

Several  other  considerations  reinforce 
the  agency's  position  that  protein 
content  should  not  be  a  basis  for 
disqualification  from  bearing  a  caldum/ 
osteoporosis  claim  or  for  a  disclosure 
statement.  The  sdentific  evidence 
demonstrating  a  persistent  increase  in 
the  urinary  loss  of  calcium  when  high 
protein  intakes  are  sustained  for  months 
is  weak  and  controversial.  In  addition, 
different  protein  sources  have  been 
shown  to  elidt  varying  degrees  of 
calciuria  (increased  loss  of  caldiun  in 
urine),  thus  making  it  incorrect  for  the 
agency  to  consider  all  dietary  protein 
sources  equally  potent  in  their  calciuric 
effect.  Moreover,  no  clear  evidence 
exists  demonstrating  that  high  protein 
intake  alters  any  of  the  hormones  that 
control  bone  formation  and  resorption, 
or  that  high  protein  intake  impairs  bone 
mineralization. 

FDA  is  making  several  minor  changes 
in  the  regulation  to  improve  its 
readibility  and  to  make  it  consistent 
with  other  regulations  that  FDA  is 
adopting  that  authorize  health  claims. 
The  most  significant  of  these  changes  is 
the  fact  that  FDA  is  adding  to  the 
paragraph  on  optional  information  a 
provision  that  will  allow  the  declaration 
as  part  of  the  claim  of  the  number  of 
people  who  are  affected  by  osteoporous 
(§  101.72(d)(2)).  This  change  makes 
§  101.72  consistent  with  the  other 
regulations  in  Subpart  E.  Therefore, 
FDA  is  rejecting  the  comment's 
suggestion  to  require  a  statement  about 
the  relationship  between  caldum  and 
protein  or  to  establish  a  level  of  prbtein 
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that  wouki  disqualify  a  product  from 
bearing  a  cakium/oataoporosis  claioi. 
The  agency  coocludaa  that  a  product 
high  in  protamcaa  still  be  aa  important 
source  of  cakauB  and  that  tt  cannot 
conclude  that  a  claim  vwoold  ba 
misleading  if  it  fails  to  raveal  tha 
relationship  between  calcium  and 
protein. 

m.  Review  orSdenfflle  Eridenca 

FDA  updated  its  review  of  tha 
sdentific  literature  by  examining 
articles  published  since  tha  proposed 
rule  was  issued.  FDA's  ewahlatioD  el 
recant  boman  studies  OMetiag  tha 
criteria  outlined  hi  tka  proposal  (5fl  FR 
at  60603)  is  piesentad  ia  Table  1  (Ra£k 
144  through  150).  La  addition.,  FDA  also 
considered  sevenl  review  artides  that 
were  puhUshed  since  tha  proposal  (Rafik 
ISl  through  156).  FDA  sou^t  to  snswer 
the  same  questions  posed  in  the 
proposed  rule. 

First,  do  any  of  tha  recent  stutBes 
present  evidence  documenting  the  leh 
of  calcium  in  echieviag  peak  bona 
mass?  A  aoss-sactional  stucfy 
examining  spinal  bona  density  in 
Csucasian  girls  8  ta  K  yaea  of  ag^ 
demonstrated  that  cakium  iataka  mav 
be  a  major  factor  in  srhiwringpeak  adult 
bona  densUy  (Rsi  MSi  Cbea  el  sL  (Ral. 
145)  aho  dsmonshratad  higher  bona 
mineral  contanl  in  Caucsrea  boys  and 
girls  coasuflitn^gieatar  thanlJUOm^of 
calcium  par  day.  bi  this  study  70 
percent  oitbasubjacts  youagar  than  11 
years  ooDSuned  at  best  thek  RDA  of 
800  mg  of  calcium  par  davr  «Ai2e  63 
percent  of  the  subiacts  olaer  than  11 
consumed  lass  than  their  RDA  of  1.280 
mg  per  day.  After  adjustment  far 
pbospbonia  snd  protein  intafca^ 
muhivsriaas  analysea  showed  only 
ealdum  intake  was  ralatad  tabana 
miaecsi  ststus  of  dM  diildna  in  this 
study.  Thus,  tha  most  recent  data, 
although  not  definitive,  continue  to 
strong  support  tha  Vaak  betweso 
adequate  caldum  intake  and  optimal 
peak  bona  mass. 

The  second  question  ssked  in 
reviewing  these  stndies  is  whether 
added  caJciaBii  or  hig^  calcium  iatska 
reduces  the  risk  of  fractuia  or  sknea  tha 
rata  of  bona  loss  in  younger  or  oldsr 
subjects.  Aadoo  et  sL  (Ref.  144)  showMd, 
in  a  oosa  section  si  study,  that 
Caacasiaa  poatBMOopausal  woman 
coneuasiat  less  than  600  Btg  calciuaft 
per  day  had  simiBraatty  krawr  spinal 
bone  odaeral  densttieatfasB 
with  hi^MT  cslchBB 
individaalawhoBM] 
normally  swaid  dairy  produda, 
Wheedea  et  ^  (Rei  150)  essest 
lactoae  aheetptiea  sad  dislwy  calciuaa 
iat^aiaeMesly 


without  hie  fractures  and  ia  young 
woaian.  While  60  percent  of  the  women 
with  hip  fractuies  were  lactose 
malabsorbera.  dietary  caldum  intakes 
did  not  differ  significai^y  among  the 
three  groups.  However,  the  authors 
cautioned  against  putting  too  much 
wei^  on  the  findings  of  the  small 
sluC9  (ns31)  since  the  avetsioo  to  milk 
and  milk  products  ascribed  to  lactose 
intolerance  may  be  shown  to  decreaaa 
caldum  intake  in  a  larger  population. 
As  discussed  in  the  earber  literature 
review,  the  rosponaiveness  of 
postmenopausal  wrooien  to  caldum 
supplementation  depends  laigsly  on 
their  araaepeusel  age.  CakittSft 
ntppkmentatioB  had  no  eSsct  on  spinel 
bone  densibr  eerly  in  menopause,  but 
for  woBien  lele  ia  menopause,  the  rate 
of  bona  lees  could  be  significantly 
reihiced  with  calcium  supplementation, 
if  iailial  habitual  caldum  intakes  wera 
low  (Rais.  47  and  151).  Three  recent 
prospectiva  iatervestion  studies  (  Refa. 
146. 147.  sad  146)  shod  further  light  on 
dliaoheerMtioa.  Bdesa  et  aL  (Ref  146) 
laparted  a  hi|^  rale  of  kmber  vertehtal 
bane  loes  hi  late  sad  eerly 

Eostmenopeutal  sufaiects.wilh  the 
igheet  loss  occurring  in  early 
postBienopeuse.  However,  aa )  _ 
interaction  was  observed  batweea 
mencmausal  status  of  the  subjects  i — 
the  effect  of  caldiun  supplementation. 
These  suthors  reported  s  significant 
dsoaeee  ia  laasbarbaaa  fasa  affeav  2 
years  far  wowaatreeted  daily  with 
1 ,000  n«  and  2.000  ng  of  efamental 
caldum  latstiiva  ta  coatrols.  Tha  rifad 
of  olciMB  sapplaaHaistiaa  waa 
sigafficaat  sAar  dM  first  yasr  eff 
supplemantstioa  bat  not  sHv  tha 
secoad  year.  Tha  sadHis  speculate  that 
cakiaBi  soppiameatatiaB  psobably 


of  vitamin  D)  or  1  pam  ol  elemental 
calcium  IRef.  149).  After  2  and  3  years, 
a  significant  reduction  in  the  rate  of 
vertebral  fracture  was  observed  in 
cakitriol-treated  women  relative  to 
those  treated  with  caldum  alone.  This 
study  clearly  demonstrates  that 
supplementation  of  caldum  intake 
alone  is  not  adequate  to  prevent 
vertebral  fracture  in  postmenopausal 
women,  hi  the  absence  of  placebo- 
treated  controls,  the  contrU>ution  of 
caldiBB  sopplementatioa  to  the 
reduction  in  vertebral  fractare  cannot  be 
estimated.  The  results  of  these  three 

K respective  clinical  trials  support  the 
ypothesfs  that  adequate  calcnim  intake 
helps  to  slow  the  rate  of  bone  loss  in 
postmenopausal  women,  but  ttiat 
caldum  atone  cumot  effectively  arrest 
this  process,  espedsDy  ia  early 
poiituMuopause. 

The  diild  question  considered  in 
evaluating  die  recent  fiteratnra  was 
whetherany  of  tlie  stmfies  showed  a 
threshold  effect  ibr  the  level  of  caldiun 
intake  assodsted  with  changes  in  bone 
mass.  None  of  the  findings  from  the 
recent  studies  were  pert&ient  to  this 
question. 

To  summarize,  theae  new  findings 
were  consistent  with  and  strengthoied 
the  conclusion  that  adequate  cakiiun 
intake  has  s  significant  impact  on  bona 
health  snd  risk  of  osteoporotic  fracture. 

toAvdMriaaaHaalrii 


te  a  doahia  bUnd.  pfaceha  cnatwdlad 
triatiaC^aucasisB,  postsoeaopausal 
woman,  with  low  iaitial  (oraarm  boaa 
dsasity.  Piiace  at  sL  Qiel  147)  showed 
significaatly  Isss  bone  tesa  fas  tha  distal 
foseana  ia  dMee  women  treeted  with 
T**^"">  aad  regular  axerdse.  while  a 
group  treated  with  estregaa  and  legjidar 
easacisa  gafaMd  sipiificant  boaa  deasity 
at  thia  site  relative  to  the  control  group 
with  nonnal  iaitial  bone  density  snd  the 
group  treeted  with  eaetcisa  alone.  Thus, 
caldum  aappleuientation  sad  oacetdsa 
slo%sed  bone  loss  relativa  tocxeidsa 
alone,  bat  less  aibctively  dua  emrdse 
combined  with  estrogen. 

hi  tha  third  praspectiva  study,  this 
one  a  3-yeer  sbidy  la  622  Gaucasiaa 
,  Ttlyard  aad  ohwraricers 


Claim 
Intake  •» 

Tha  agency  has  reviewed  Mosady 
published  research  srtides  sad  >s«iaw 
articles  relavaat  to  calcium  failaka  snd 
osteoporosis  (Rsfs.  144  througl»  156)  and 
has  concluded  that  the  new  studies  are 
consistKit  with  dkBtsntativa 
conclusions  drawa  ia  its  proposed  niis 
on  calcium  snd  ostsopososia  (56  FR 
ancy  also  ODD 


woaMD  trsaled  twice  a  day  with  either 
0.25  ndcrograasa  of  cekitiiol  (a 
sya^atk:  form  of  the  activa  1 


60689) .  Tha  afam^  also  oonsidacad  ^ 
commeata  recaived  in  reepoaee  to  tha 
proposal.  Tha  overwhelaJng 
concurrence  smcmg  the  aj^ests  ia  tUa 

area  snd  the  totality  of  paUidy 
svailabia  evidence  supports  sa 
assodstion  between  edequats  cakiom 
intake  snd  risk  of  osteoporosis.  Dssed 
on  the  totality  of  tha  publicly  avaUaUa 
scientific  evideace,  PDA  has  detemdaad' 
that  there  is  significant  sdoitific 
agreement  among  qualified  experts  dial 
a  hsakh  claim  for  caldom  sod 
oataoporosa  is  supported  by  the 
evidmca.  Under  $  101.72,  an  authorised 
health  cktm  will  convey  die  message 
that  an  adeanata  iatska  of  caldom 
throo^oul  lifs  may  delay  tha 
development  of  ostaoparesis  sod 
ttltimatf^  reduce  tha  ririi  of  bona 
fractosa  ia  soaw  individuak  bter  fa  tifa. 


IS  requirec 
VI.  Econoi 


VII.  Referei 
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V.  Environmental  Impact 

The  agency  has  determined  that  under 
21  CFR  2S.24(a)(ll)  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VI.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  {56  FR  60366  et 
seq.).  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Registn-  of 
November  27,  1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23,  12420 
Parklawn  Dr..  Rockville,  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA.  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labehng 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
lealized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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List  of  Subjects  in  21  CFR  Part  101 

Food  labeling,  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Lal)eling  Act  (15  U.S.C.  1453, 
1454, 1455);  sees.  201.  301.  402.  403,  409, 
701  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  331,  342.  343,  348.  371). 

2.  Section  101.72  is  added  to  subpart 
E  to  read  as  follows: 

§  101.72  Hcatth  claims:  catoium  and 
ostaoporoais. 

(a)  Belationship  between  calcium  and 
osteoporosis.  An  inadequate  calcium 
intake  contributes  to  low  peak  bone 
mass  and  has  lieen  identified  as  one  of 
many  risk  factors  in  the  development  of 
osteoporosis.  Peak  bone  mass  is  the  total 
quantity  of  bone  present  at  maturity, 
and  experts  believe  that  it  has  the 
greatest  bearing  on  whether  a  person 
will  be  at  risk  of  developing 
osteoporosis  and  related  bone  fractures 
later  in  life.  Another  factor  that 
influences  total  bone  mass  and 
susceptibility  to  osteoporosis  is  the  rate 
of  bone  loss  after  skeletal  maturity.  An 
adequate  intake  of  calcium  is  thought  to 
exert  a  positive  effect  during 
adolescence  and  early  adulthood  in 
optimizing  the  amount  of  bone  that  is 
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laid  down.  However,  the  upper  limit  of 
peak  bone  mass  is  genetically 
determined.  The  mechanism  through 
which  an  adequate  calcium  intake  and 
optimal  peak  bone  mass  reduce  the  risk 
of  osteoporosis  is  thought  to  be  as 
follows.  All  persons  lose  bone  with  age. 
Hence,  those  with  higher  bone  mass  at 
maturity  take  longer  to  reach  the 
critically  reduced  mass  at  which  bones 
can  fracture  easily.  The  rate  of  bone  loss 
after  skeletal  maturity  also  influences 
the  amount  of  bone  present  at  old  age 
and  can  influence  an  individual's  risk  of 
developing  osteoporosis.  Maintenance 
of  an  adequate  intake  of  calcium  later  in 
lifif  is  thought  to  be  important  in 
reducing  the  rate  of  bone  loss 
particularly  in  the  elderly  and  in 
women  during  the  first  decade 
following  menopause. 

(b)  Significance  of  calcium.  Calcium 
intake  is  not  the  only  recognized  risk 
factor  in  the  development  of 
osteoporosis,  a  multifactorial  bone 
disease.  Other  factors  including  a 
person's  sex,  race,  hormonal  status, 
family  history,  body  stature,  level  of 
exercise,  general  diet,  and  specific  life 
style  choices  such  as  smoking  and 
excess  alcohol  consumption  affect  the 
risk  of  osteoporosis. 

(1)  Heredity  and  being  female  are  two 
key  factors  identifying  those  individuals 
at  risk  for  the  development  of 
osteoporosis.  Hereditary  risk  factors 
include  race:  Notably,  Caucasians  and 
Asians  are  characterized  by  low  peak 
bone  mass  at  maturity.  Caucasian 
women,  particularly  those  of  northern 
European  ancestry,  experience  the 
highest  incidence  of  osteoporosis- 
related  bone  fracture.  American  women 
of  African  heritage  are  characterized  by 
the  highest  peak  bone  mass  and  lowest 
incidence  of  osteoporotic  fracture. 
despite  the  fact  that  they  have  low 
calcium  intake. 

(2)  Maintenance  of  an  adequate  intake 
of  calcium  throughout  life  is 
particularly  important  for  a 
subpopulation  of  individuals  at  greatest 
risk  of  developing  osteoporosis  and  for 
whom  adequate  dietary  calcium  intake 
may  have  the  most  important  beneficial 
effiBcts  on  bone  health.  This  target 
subpopulation  includes  adolescent  and 
young  adult  Caucasian  and  Asian 
American  women. 

(c)  Requirements.  (1)  All  requirements 
s«t  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
calcium  with  a  reduced  risk  of 
OS  eoporosis  may  be  made  on  the  label 


or  lableing  of  a  food  describe  in 
paragraph  (c)(2)(ii)  of  this  section, 
provided  that: 

(A)  The  claim  makes  clear  that 
adequate  calcium  intake  throughout  life 
is  not  the  only  recognized  risk  factor  in 
this  multifactorial  bone  disease  by 
listing  specific  factors,  irtluding  sex, 
race,  and  age  that  place  persons  at  risk 
of  developing  osteoporosis  and  stating^ 
that  an  adequate  level  of  exaocise  and  a 
healthful  diet  are  also  neediad; 

(B)  The  claim  does  not  state  or  imply 
that  the  risk  of  osteoporosis  is  equally 
applicable  to  the  general  United  States 
population.  The  claim  shall  identify  the 
populations  at  pa^icular  risk  for  the 
development  of  osteoporosis.  These 
populations  include  white  (or  the  term 
"Caucasian")  women  and  Asian  women 
in  their  bone  forming  years 
(approximately  11  to  35  years  of  age  or 
the  phrase  "during  teen  or  early  adult 
years"  may  be  used).  The  claim  may 
also  identify  menopausal  (or  the  term 
"middle-aged")  women,  persons  with  a 
family  history  of  the  disease,  and 
elderiy  (or  "older")  men  and  women  as 
being  at  risk; 

(C)  The  claim  states  that  adequate 
calcium  intake  throughout  life  is  linked 
to  reduced  risk  of  osteoporosis  through 
the  medianism  of  optimieing  peak  bone 
mass  during  adolescence  and  early 
adulthood.  The  phrase  "build  and 
maintain  good  bone  health"  may  be 
used  to  convey  the  concept  or 
optimizing  peak  bone  mass.  When 
reference  is  made  to  persons  with  a 
family  history  of  the  disease, 
menopausal  women,  and  elderly  men 
and  women,  the  claim  may  also  state 
that  adequate  calcium  intake  is  linked  to 
reduced  risk  of  osteoporosis  through  the 
mechanism  of  slowing  the  rate  of  bone 
loss; 

(D)  The  claim  does  noC  attribute  any 
degree  of  reduction  in  risk  of 
osteoporosis  to  maintaining  an  adequate 
calcium  intake  throughout  life;  and 

(E)  The  claim  states  that  a  total  dietary 
intake  greater  than  200  percent  of  the 
recommended  daily  intake  (2.000 
milligrams  (mg)  of  calcium)  has  no 
further  known  benefit  to  bone  health. 
This  requirement  does  not  apply  to 
foods  that  contain  less  than  40  percent 
of  the  recommended  daily  intake  of 
1,000  mg  of  calcium  per  day  or  400  mg 
of  calciimi  per  reference  amount 
ciistomarily  consumed  as  defined  in 

§  101.12  (b)  or  per  total  daily 
recommended  supplement  intake. 

(ii)  Nature  of  the  food.  (A)  The  food 
shall  meet  or  exceed  the  requirements 


for  a- "high"  lavel  of  calcium,  as.  defined 
in  §,18l.54(cl 

(B)  The  calcium  content  of  the 
predtuct  ^alL  be  assimilabl»; 

tC)  Dietary  supplements  n^et  th« 
United  States  Pharmacopeia  (U.S.P.11 
standards  for  disintegration  and 
dissolution  applicable  to  their 
component  calcium  salts,  except  that 
dietary  suppliemsnts  for  which  no  U.S.?. 
standards  exist  shall  e^duhit  appropriate 
assiimilability  imder  the  conditions  of 
use  stated  on  the  product  label; 

(D)  A  food  oc  total  daily 
recommemted  supplement  intake  shall 
not  contain  more  phosphorus  than 
calcium  on  a  weight  per  weight  basis. 

(d):  Optioned  infommtian.  (1)  The 
claim  may  include  information  fromi 
paragraphs  (a)  and  (b)  of  &is  section. 

(2)  The  claim  may  include 
information  on  the  number  of  people  in 
the  United  States  who  have 
osteoporosis.  The  sources  of  this 
information  must  be  identified,  and  it 
must  be  current  information  from  the 
Natienal  Center  for  Health  Statistics,  the 
National  Institutes  of  Health,  or  "Dietary 
Guidelines  for  Americans." 

(e)  Model  heahh  claim.  The  following 
model  health)  claims  may  b«  used  in 
food  labeling:to  describe  the 
relationship  between  calcium  and 
osteoporosis: 

Model  HealtM  Claim  Appitqiriate  for 

Regular  exercise  and  a  healthy  diet 
with  enough  calcium  helps  teen  and 
young  adult  white  and  Asian  womea 
maintain  good  bone  health  and  may 
reduce  their  high  risk  of  osteoporosis 
later  in  life. 

Model  Healtft  Claim  Appropriate  fbr 
Foods  Exceptionally  High  inCalckun 
and  Most  Calcium  Supplements: 

Regular  exercise  and  a  healthy  diet 
with  enough  calcium  helps  teen  and 
young  adult  white  and  Asian  womea 
maintain  good  bone  health  and  may 
reduce  their  high  risk.  ofosteopnmsTS 
later  in  life.  Adequate  calciimft  intake  is 
important,  but  daily  intakes  above  about 
2.900' mg  are  not  likely  to  provide  any 
additional  benefit. 

Dated:  December  17. 1992. 
Davicl  A.  KesstBf', 
CommissionerofFood  and  Drugs. 
Louis  W.  Sullivan, 
Secretary  ofUaalth  and  Human  Servicts. 

Note:  The  following  table  will  not  appear 
in  the  annual  Code  of  Federal  Regplatioes. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 
(Docket  No.  91 N-01 03] 
RiN  0905-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements:  Omega-3  Fatty 
Acids  and  Coronary  Haart  Disease 

agency:  Food  ar.d  Drug  Administration. 

HHS. 

action:  Finoi  ruJe^ 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  armouncing  its 
decision  not  fo  authorize  the  use  on  the 
label  or  labeling  of  foods  of  health 
claims  relaling  to  an  association 
between  omega-3  fatty  acids  and 
coronary  heart  disease  (CHD).  The 
agency  has  determined,  based  on:  (1) 
The  totality  of  the  publicly  available 
scientific  evidence:  and  (2)  the  agency's 
review  of  comments  received  in 
response  to  Its  November  27, 1991, 
proposed  nile  on  omega-3  fatty  acids 
and  CHD,  including  scientific 
information  included  in  those 
comments,  that  there  is  not  significant 
scientiHc  agreement  among  experts  that 
such  evidence  supports  a  health  claim 
for  omega-3  fatty  acids  and  CiiD. 
Furiher,  FDA  has  determined  that  the 
new  information  does  not  change  the 
conclusions  that  the  agency  reached  on 
the  basis  of  the  information  reviewed  in 
its  proposal.  Therefore,  FDA  has 
concluded  that  such  a  claim  is  not 
justiHed.  This  action  is  in  response  to 
provisions  of  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments)  that  bear  on  health  claims, 
and  is  developed  in  accordance  with  the 
finxil  rule  on  general  requirem.ents  for 
health  claims,  published  elsewhere  in 
this  issue  of  the  Federal  Register. 
EFFECTIVE  DATE"  May  8,  19S3. 
FOR  FURTHER  WFORMATtON  CONTACT:  John 
C.  Wallingford.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-465),  Food 
and  Drug  Administration,  200  C  St.  SW.. 
Washington,  DC  20204.  202-205-.'>461 . 
SUPPLEMENTARY  INFORMATION: 

L  Background 

In  the  Federal  Register  of  November 
27, 1991  (56  FR  60663),  FDA  proposed 
not  to  authorize  a  health  claim  relating 
diets  high  in  omega-3  fatty  acids  to 
reduced  risk  cf  heart  disease.  The 
proposed  rule  was  issued  in  response  to 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535)  that  bear  on  health 
claims  and  in  accordance  with  the 


Eroposed  general  requirements  for 
ealth  claims  for  food  (November  27. 

1991.  56  FR  60537).  As  amended  in 
1990,  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act)  provides  that  a 
food  is  misbranded  if  it  bears  a  claim 
that  characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 
condition  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D)  of  the  act  (21  U.S.C.  343(r)(3)  or 

(r)(5)(D)).  .     .  .    ,  . 

Congress  enacted  the  health  claims 
provisions  of  the  1990  amendments  to 
help  U.S.  consumers  maintain  good 
health  through  appropriate  dietary 
patterns  and  to  protect  consumers  from 
unfounded  health  claims.  Section 
3(b)(1)(A)  of  the  1990  amendments 
specifically  requires  the  agency  to 
determine  whether  health  claims  for  10 
nutrient-disease  relationships  meet  the 
requirements  of  section  403(r)(3)  or 
(r)(5)(D)  of  the  act.  The  relationship  of 
omega-3  fatty  acids  and  heart  disease  is 
one  of  the  claims  required  to  be 
evaluated.  In  the  Federal  Register  of 
March  28.  1991  (56  FR  12932),  FDA 
published  a  notice  requesting  scientific 
data  and  information  on  the  10  specific 
topic  areas  identified  in  the  1990 
amendments.  Relevant  scientific  studies 
and  data  received  in  response  to  this 
request  were  considereo  as  part  of  the 
agency's  review  of  the  scientific 
literature  on  omega-3  fatty  acids  and 
CHD  and  were  included  in  the  proposed 
rule. 

In  addition,  on  January  30  and  31, 

1992,  FDA  held  public  hearings  on  all 
aspects  of  the  proposed  rules  (57  FR 
239). 

FDA  requested  in  the  Federal  Register 
of  November  27. 1991  (56  FR  60663), 
written  comments  in  response  to  its 
proposed  rule.  FDA  reviewed  all  of  the 
comments  it  received,  including  new 
data  submitted  in  the  comments,  and 
scientific  articles  referred  to  in  the 
comments.  FDA  also  reviewed 
additional  scientific  articles,  reviews, 
and  recommendations  published  from 
August  1991  through  February- 1992. 

The  Dietary  Supplement  Act  of  1992 
(DS  Act)  established  a  moratorium  on 
the  implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements.  The  DS  Act  says  that  FDA 
can  grant  health  claims  for  food, 
including  dietary  supplements,  under 
section  403(r)(3)(B)(i)  of  the  act. 
However,  it  may  not  act  on  such  claims 
under  section  403(r](5)(D)  of  the  act 
until  it  establishes  a  standard  to 
implement  that  section  of  the  act,  which 
the  DS  Act  says  may  not  occur  until 
December  1993.  Section  3(b)(l)(A)(x)  of 
the  1990  amendments  directs  the  agency 
to  evaluate  the  omega-3  fatty  acids/CHD 


claims  based  on  the  standard  that  FDA 
is  establishing  for  determining  the 
reliability  of  health  claims  under  section 
403(r)(5)(D)  of  the  act.  In  the  November 
27,  1991,  proposal  on  general 
requirements  for  health  claims,  FDA 
proposed  to  adopt  the  standard  that  the 
1990  amendments  provide  for 
conventional  foods,  which  is  set  forth  in 
section  403(r)(3)(B)(i)  of  the  act,  as  the 
standard  for  dietary  supplements.  Given 
this  fact,  and  the  fact  that  omega-3  fatty 
acids  are  found  in  numerous 
conventional  foods  as  well  as  in  dietary 
supplements,  FDA  broadened  its 
inquiry  to  a  determination  as  to  whether 
it  should  grant  a  health  claim  on  omega- 
3  fatty  acids  and  CHD  for  any  foods. 

Because  the  DS  Act  provides  that  FDA 
may  grant  claims  using  the  significant 
scientific  agreement  standard  specified 
in  section  403(r){3)(B)(i)  of  the  act,  and 
given  the  breadth  of  FDA's  November 
1991,  proposal  on  omega-3  fatty  acids, 
FDA  has  decided  to  move  forward  to 
determine  whether  it  can  authorize  a 
claim  under  section  403(r)(3)(B)(i)  for 
omega-3  fatty  acids  and  CHD. 

However,  this  rule  does  not  apply  to 
dietary  supplements.  While  a 
manufacturer  of  a  dietary  supplement 
can  make  a  claim  on  omega-3  fatty  adds 
and  CHD  without  rendering  its  product 
misbranded  under  section  403(r)(l)(B) 
of  the  act,  the  manufacturer  should 
assure  itself  that  tlie  making  of  the  claim 
will  not  misbrand  the  product  under 
section  403(a). 

n.  Summary  of  Conunents  and  the 
Agency's  Response 

FDA  received  80  letters,  each 
containing  one  or  more  comments,  from 
consumers,  health  care  professionals, 
universities  and  research  institutes, 
health  profession  associations, 
consumer  advocacy  organizations.  State 
and  local  governments,  foreign 
governments,  trade  organizations, 
industry,  and  professional 
organizations.  In  addition  to  these 
comments,  (he  agency  also  considered 
statements  made  on  omega-3  fatty  acids 
and  CHD  at  the  January  30  and  31. 1992. 
public  hearings.  Some  of  the  comments 
agreed  with  one  or  more  of  the  aspects 
of  the  proposed  rule,  without  providing 
further  grounds  for  support  other  than 
those  provided  by  FDA  in  the  preamble 
to  the  proposal.  Other  comments 
disagreed  with  one  or  more  aspect  of  the 
proposal  without  providing  specific 
grounds  for  the  disagreement.  A  few 
comments  addressed  issues  outside  of 
the  scope  of  this  document  and  will  not 
be  discussed  in  this  document.  Most  of 
the  comments  provided  specific 
grounds  in  support  of  their  positions 
concerning  aspects  of  this  health  claim 
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as  proposed.  The  agency  has 
summarized  and  addrenad  the  issues 
raised  in  the  sections  of  this  document 
that  follow. 

A.  Gexterat  Comments 

1.  Definition  of  omega-3  fotty  adds  and 
composition  of  omega-3  fatty  acid 
supplements 

1.  One  comment  critidzad  the 
definition  of  omega-3  Catty  acids  used  in 
the  proposed  rule,  on  the  basis  that 
omega-3  fatty  adds  were  not 
distingmshed  from  other 
polyunsaturated  fattv  adds  (PUFA's). 

hi  the  proposed  nue,  FDA  limited  tha 
term  oraega-3  fatty  acids  to 
eicosapentaenoic  add  ((EPA).  20 
carbons,  5  double  bonds)  and 
docosahexaenoic  add  ((DHA).  Z2 
carbons.  6  double  bonds)  (56  FR  60663 
at  60664).  FDA  noted  that  most  of  the 
relavKtt  research  has  used  fish  or  fish 
oils  rich  in  diese  two  fatty  acids. 

FDA  acknowledges  that  its  statement 
defining  omega-3  btty  adda  did  not 
explidtly  refer  to  amega-3  fatty  adds. 
Tha  sentence:  "Thair  unique 
characteristic  is  the  location  of  the  first 
double  bond,  which  occurs  at  the  third 
carbon  from  the  methyl  (or  omega)  end 
of  the  fatty  add."  (56  FR  60663  at 
60664)  was  intraded  to  refn  to  oroega- 
3  fatty  adds.  This  definition 
distinguishes  omega-3  fatty  adds  from 
other  PUFA's.  which  have  their  first 
unsaturation  at  the  sixth  or  ninth  carbon 
from  the  omega  end  of  the  fatty  add. 

2.  One  comment  argued  that  tha 
definition  of  omega-3  fatty  adds  should 
indude  land-based  (primarily  plant) 
omega-3  fatty  adds  (Ia.  Uncdenic  acid). 
(For  the  purposes  of  thia  document,  the 
term  tinolenic  add  is  used  to  indicate 
the  omega-3  fatty  add.  alpha  linolenic 
acid,  ba  contrast,  gamma  linolenic  add 
has  its  first  double  bond  at  the  sixth 
caifoon  from  the  omega  end  of  the  fatty 
acid,  and  is  not  an  omma-3  fatty  add.) 

FDA  disagrees  with  this  comment. 
FDA  defined  omegB-3  fatty  adds  as  EPA 
and  DHA.  primarily  as  a  functional 
definition  derived  from  the  sdentific 
literature.  The  hypothesis  for  a 
relati<mship  between  omega-3  fatty 
acids  and  CHD  derived  from 
correlations  between  low  rates  of  CHD 
and  high  consumptioo  of  fish  oils. 
Similarly,  most  of  the  intervention 
studies  have  used  fish  oil  or  fish  as  a 
source  of  EPA  and  DHA.  not  plant  oils 
ridi  in  httolanic  acid.  The  commoit 
provided  no  evidence  that  linolffioic  add 
has  biochemical  effects  comparable  to 
EPA  or  DHA.  nor  has  FDA  found  any 
evidence  of  a  rel^onsfaip  between 
linolenic  add  and  CHD.  Moreover,  only 
a  limited  amount  of  linolenic  add  is 


converted  in  the  body  to  EPA  and  DHA 
(Ref.  100).  Therefore.  FDA  believes  it 
has  represented  the  potential  nutrient- 
disease  relationship  appropriately  by 
limiting  its  attention  to  EPA  and  DHA. 

3.  Two  commmits  stated  that  FDA's 
position  on  fish  as  opposed  to  the 
omega-3  fatty  adds  in  fish  was  a 
tautology,  because:  "if  polyunsaturated 
fatty  adds  have  beneficial  efEscts  on 
QID,  and  if  fish  oils  are  a  member  of 
this  class  of  fatty  adds,  it  should  not  be 
coimted  against  their  beneficial  effects 
on  CHD." 

FDA  disagrees  with  this  comment. 
FDA  considers  the  daim  for  omega-3 
fatty  acids  to  reflect  the  imique 
biochemistry  of  these  fatty  adds.  In 
particular,  the  prevailing  theory  about 
the  mode  of  action  of  omega-3  ntty 
acids  is  that  they  compete  with  omega- 
6  fatty  adds  (fatty  ados  with  their  first 
double  bond  at  the  sixth  carbon  firom 
the  methyl  end,  and  which  comprise  the 
largest  amount  of  dietary  PUFA's). 
Thus,  a  dear  s^aration  of  eRiads  of 
omega-3  fatty  adds  fit)m  efleds  of  other 
(primarily  omega-6)  PUFA's  Is  needed 
to  support  a  cl^m. 

4.  One  comment  stated  that  FDA  did 
not  consider  the  importance  of  the  ratio 
of  omega-3  fatty  adds  to  aradiidonic 
acid  ( AA),  a  20  carbon  omeg8-6  PUFA 
with  four  douUa  bonds,  and  stated  that 
evidence  exists  for  a  relationship 
between  the  saturated  fat:unsaturated  ht 
ratio  in  the  diet  and  the  omega-6:omega- 
3  fatty  add  ratio  in  the  diet  and  the  risk 
of  CHD. 

FDA  considers  concerns  shout  the 
ratio  of  AA  to  omega-3  fatty  adds  and 
the  ratio  of  omega-6  fatty  acids  to 
omega-3  fatty  acids  to  be  reasonable  in 
view  of  the  competition  between  these 
dasses  of  fatty  adds  in  human 
biochemistry.  FDA  considered  all  types 
of  foods  and  supplements  used  to 
provide  omesa-a  fatty  adds  in  its 
evaluation  of  the  claim.  Although  the 
AA  content  of  the  supplement  was  often 
reported,  studies  did  not  report  data  for 
total  dietary  AA.  FDA  is  aware  of  only 
very  limited  data  regarding  the  ratios  of 
AA  to  omega-3  fatty  acids,  and  of  the 
omega-6  fatty  acidromega-3  fetty  add 
ratio  in  the  diet  and  the  risk  of  CHD. 
Therefore,  it  is  not  possible  for  FDA  to 
draw  any  conclusicms  about  these  ratios 
and  their  possible  modifying  effiects  on 
the  (Hnega-3  fatty  adds  CHD  heehh 
claim. 

However,  because  the  fish  oils  used 
contained  high  concentrations  of  omega- 
3  fatty  acids,  FDA  believes  that  the 
amoimts  of  fish  mis  supplemented  to 
the  various  test  diets  would  have 
affeded  the  AA:omega-3  fatty  add  ratio 
and  the  omega-6:omega-3  fatty  add  ratio 
of  the  diets  to  some  extent.  FDA  advises 


that  interested  panona  may  patitioo 
FDA  under  §  101.70  (21  CFR  101.70)  to 

issue  a  regulation  regarding  a  health 
daim  that  rriates  theee  ratios  to  tha  risk 
of  CHD. 

5.  Another  ccmmient  pointed  out  that 
supplements  used  currently  have 
contained  various  amounts  of  short-  and 
long-chain  omega-3  fatty  adds  and  that 
many  supplements  also  contain 
saturated  at  The  comment  stated  that 
some  of  the  discrepandes  in  reported 
findings  may  be  due  to  the  type  of 
supplement  uaed. 

FDA  agrees  that  nvimmtnia 
supplements  varying  in  fatty  add 
composition  have  been  used,  and  that 
the  variation  in  the  fatty  add 
compositicm  of  supplements  may  have 
influenced  the  outcome.  FDA 
reexamined  the  studies  dted  in  its 
proposal  and  the  new  data  submissions 
for  evidence  that  the  nature  of  tha 
supplement  used  was  related  to  the 
outcome.  However,  the  agency  found 
that  the  same  results  are  observed 
regardless  of  the  source  of  omega-3  fatty 
acids.  For  example,  in  eight  well- 
designed  studies  dted  in  the  proposal 
on  the  total  serum  cholesterol  response 
among  normal  subjects  (Rafs.  6, 9, 14. 
49,  54,  73, 156,  and  166).  six  different 
sources  of  omega-3  fatty  adds  were 
used:  Salmon  oil.  SuperEPA.  MaxEPA, 
a  fish  oil  triglyceride,  Promega,  and 
mackerel  pasta.  None  of  these 
supplements  produced  a  change  in  total 
serum  cholesterol  Similarly,  four 
different  sources  of  omega-3  fatty  adda 
(fresh  water  fish,  salmon  oil,  purified 
EPA.  MaxEPA)  were  shown  in  seven 
well-designed  studies  to  reduce  platelet 
aggregation  in  normal  subjeds  (Refs.  2. 
6,  24,  54.  96. 143,  and  166). 

FDA  did  note  that  some  differences  in 
response  have  been  produced  by 
supplements  that  vary  in  ratio  of  EPA  to 
DHA.  For  example,  one  fish  oil  (pollock 
oil)  with  a  high  EPADHA  ratio 
increased  low-density  lipoprotein  (LDL) 
dholesterol,  LDL  triglyceride  and 
apoprotein  B  (apoB)  (a  protein 
component  of  LDL)  in  comparison  to  a 
butter-rich  diet,  but  two  fish  oils  with  a 
low  EPA  J)HA  ratio  (ttma  oil.  salmon  dl 
with  added  pahnitic  add)  reduced  apoB 
and  LDL  cholesterol,  and  increased  LDL 
triglyceride  to  a  smaller  extent  than  the 
,  pollock  oil  in  comparison  to  the  butter- 
rich  diet  (Ref.  17).  However,  the  effects 
of  the  two  major  omega-3  fatty  adds 
have  not  yet  been  systematically 
investigated.  FDA  recognizes  that 
purified  EPA  and  DHA  are  noW 
available  for  research;  such  supplements 
will  enable  the  study  of  the  individual 
effeds  of  these  fatty  adds. 

6.  One  comment  stated  that 
conservation  of  omega-3  fetty  acids  In 
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the  body  calls  into  question  the 
importance  of  the  amounts  of  omega-3 
fatty  acids  used  in  scientific  studies. 
However,  the  comment  did  not  suggest 
anyaltemate  method  to  describe  intake. 

FDA  recognizes  that  fish  is  not 
ordinarily  consumed  daily.  However, 
the  -1990  amendments  require  that 
health  claims  on  foods  be  stated  in  such 
a  way  as  to  enable  the  public  to 
understand  the  relative  significance  of 
such  information  in  the  context  of  a 
total  daily  diet  (section  403(r)(3)(B)(iii) 
of  the  act).  Thus,  a  reasonable  estimate 
of  daily  dietary  intake  of  omega-3  fatty 
acids  is  needed  when  assessing  the 
relationship  between  omega-3  fatty 
acids  and  the  risk  of  CHD.  Most  of  the 
studies  reviewed  by  the  agency  used 
daily  supplementation  with  a  known 
amount  of  omega-3  fatty  acids,  but 
others  estimated  intake  of  omega-3  fatty 
acids  from  foods  consumed  in  the  daily 
diet.  Both  types  of  intake  estimates  are 
important.  Dtaily  supplementation  is 
useful  to  relate  changes  to  a  carefully 
controlled  amount  of  omega-3  fatty 
acids.  The  average  daily  intake  of 
omega-3  fatty  acids  in  nonintervention 
studies  provides  a  basis  upon  which  to 
determine  whether  the  amounts  of 
omega-3  fatty  acids  fed  in 
supplementation  studies  are  reasonable 
in  the  context  of  the  total  daily  diet. 

2.  Criteria  used  in  evaluating  studies 

In  the  proposed  rule.  FDA  listed  some 
of  the  criteria  used  in  evaluating 
epidemiological  studies  on  the 
relationship  of  omega-3  fatty  acids  to 
CHD:  (1)  The  reliability  and  accuracy  of 
the  methods  used  in  food  intake 
analysis  and  measurements  of  disease 
endpoints,  (2)  the  choice  of  control 
subjects.  (3)  the  representativeness  of 
the  subjects.  (4)  the  control  of 
confounding  factors  in  data  analysis,  (5) 
the  potential  for  misclassification  of 
individuals  with  regard  to  dietary 
exposure  or  disease  endpoints.  (6)  the 
presence  of  bias,  and  (7)  the  degree  of 
compliance  and  how  compliance  was 
assessed  (56  FR  60667). 

However.  FDA  stated  that  it 
considered  randomized,  double-blind, 
placebo-controlled  trials  to  be  more 
valuable  than  other  types  of  human 
studies  because  they  were  less 
susceptible  to  bias,  and  because  they 
allowed  inference  about  the  specific 
effects  of  omega-3  fatty  acids.  Studies  in 
which  the  endpoint  was  CHD,  by 
definition,  provide  the  most  persuasive 
type  of  evidence,  but  studies  measuring 
CHD  to  date  have  not  provided  the 
specificity  to  show  that  the  observed 
effects  were  due  to  omega-3  fatty  acids. 

7.  Some  comments  expressed  the 
concern  that  it  was  unlikely  that 


additional  clinical  trials  will  be  done 
due  to  their  expense,  and  that,  therefore. 
FDA  should  rely  more  heavily  on 
epidemiologic  studies,  animal  studies, 
and  biochemical  and  physiological 
interventions  that  suggest  an  effect  of 
omega-3  fatty  acids  on  risk  of  CHD. 

FDA  has  no  basis  upon  which  to  agree 
or  disagree  with  the  comments' 
assertion  that  further  cliuical  trials  are 
unlikely.  FDA  disagrees  that  its 
emphasis  on  clinical  trials  was 
misplaced.  Because  the  1990 
amendments  addressed  nutrient-disease 
relationships.  FDA  considered  human 
studies  that  used  CHD  as  the  endpoint 
to  be  the  most  directly  relevant  studies, 
although  these  studies  do  not 
demonstrate  that  the  effects  are 
specifically  due  to  omega-3  fatty  acids. 
Human  studies  in  which  a  surrogate 
marker  for  CHD  risk  was  measured  as 
the  endpoint  of  the  treatment  were  also 
considered  carefully.  The  advantage  of 
these  studies  is  that  they  are  able  to 
demonstrate  specificity  of  the  effects 
due  to  omega-3  fatty  acids.  However,  the 
relationships  between  many  of  these 
surrogate  markers  and  risk  of  CHD  are 
not  well  established,  making  it  difficult 
to  relate  changes  in  these  endpoints 
brought  about  by  omega-3  fatty  acids  to 
the  risk  of  disease.  Biologic  markers  can 
serve  as  markers  of  a  developing 
disease,  but  the  relevance  of  sudi 
evidence  depends  directly  on  the 
strength  of  the  association  between  the 
marker  and  the  disease  (Ref.  115). 

FDA  agrees  that  there  are  consider^Ie 
additional  data  in  animal  studies,  in 
vitro  studies,  and  biochemical  and 
physiological  interventions  regarding 
the  effects  of  omega-3  fatty  acids. 
However,  it  is  not  clear  that  the  results 
of  such  studies  are  relevant  to  the  risk 
of  human  disease.  Thus,  FDA  believes 
that  these  other  types  of  data  are  of 
secondary  importance  compared  to 
clinical  data  that  measure  either  CHD 
per  se  or  established  surrogate  markers 
for  CHD. 

However,  in  response  to  the 
comments,  FDA  has  provided  a  mora 
thorough  description  of  animal  and  in 
vitro  studies  that  suggest  a  role  for 
omega-3  fatty  acids  in  reducing  the  risk 
of  CHD,  particularly  with  respect  to  the 
effects  of  omega-3  uitty  acids  on  the 
development  of  atherosclerosis  and  with 
respect  to  the  responsiveness  of  blood 
vessels  to  ischemia  (see  comments  38 
and  49  and  section  n.C3.a.  of  this 
document). 

6.  Many  comments  stated  that  the 
agency's  position  on  omega-3  fatty  acids 
and  OiD  was  inconsistent  with  its 
position  on  other  health  claims,  and 
argued  that  for  each  of  the  four  claims 
proposed  to  be  allowed  by  FDA,  the 


data  were  no  stronger  than  the  data 
supporting  the  link  between  omega-3 
fatty  acids  and  CHD.  The  comments 
asserted  that,  by  basing  its  decision  on 
the  relationship  between  the  nutrient 
and  a  surrogate  marker  for  the  disease, 
or  for  a  susceptible  subpopulation.  FDA 
held  other  claims  to  a  less  restrictive 
standard.  One  comment  stated:  "The 
FDA  statement  is  internally  consistent 
in  denying  health  claims  for  omega-3 
fatty  acids,  but  this  is  only  in  the 
context  of  holding  these  food 
components  to  essentially  impossible 
standards  not  required  for  other, 
allowable,  claims." 

Specific  comparisons  were  made  to 
the  proposed  claims  on  fat  and  CHD,  fat 
and  cancer,  calcium  and  osteoporosis, 
and  sodium  and  hypertension.  Other 
comments  indicated  that  qualified 
claims,  such  as  that  for  calcium  and 
osteoporosis,  were  appropriate  models 
for  the  claim  relating  omega-3  fatty 
acids  to  CHD. 

FDA  disagrees  with  these  comments. 
FDA  believes  that  for  these  other  claims 
there  is  significant  scientific  agreement 
among  qualified  experts  regarding  the 
relationship  between  the  nutrient  and 
the  disease,  whereas  there  is  not  such 
agreement  regarding  the  relationship 
between  omega-3  fatty  acids  and  CHD, 
or  between  omega-3  fatty  acids  and 
agreed  surrogate  markers  for  risk  of 
CHD.  For  example,  based  on  the  totality 
of  the  publicly  available  scientific 
evidence,  FDA  determined  that  there  is 
significant  scientific  agreement  about 
the  role  of  calcium  in  maintaining  bone 
mineral  density  (the  relationship  of  the 
nutrient  to  the  intermediate  maricer  for 
the  disease),  and  about  the  relationship 
between  peak  (maximal)  bone  mass  and 
the  risk  of  developing  osteoporosis  and 
related  bone  fractures  later  in  Ufa  (the 
relationship  between  the  intermediate 
marker  and  the  disease  itself)  (see  56  FR 
60689;  see  also  the  final  rule  on  calcium 
and  osteoporosis  published  elsewhere 
in  this  issue  of  the  Federal  Register). 
Similarly,  FDA  relied  on  a  long  history 
of  Federal  Government  and  other 
consensus  statements  to  conclude  that 
there  is  significant  scientific  agreement 
about  the  role  of  sodium  as  a  causal 
factor  in  hypertension  for  a  segment  of 
the  population.  (See  56  FR  60825;  see 
also  the  final  rule  on  sodium  and 
hypertension,  published  elsewhere  in 
this  issue  of  the  Federal  Register.)  FDA 
also  recognized  the  history  of  significant 
scientific  agreement  about  the 
relationships  between  fat  ind  cancer 
and  between  fat  and  CHD  evidenced  by 
statements  in  reports  issued  by  Federal 
Government  and  other  authoritative 
bodies.  (See  56  FR  60764,  56  FR  60726: 
see  also  final  rules  on  fat  and  cancer  and 
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fat  and  CHD,  published  elsewhere  in 
this  issue  of  the  Federal  Kegister.). 

Thus,  these  other  nutrient-disease 
relationships  have  a  history  of  being 
recognized  in  Federal  Government  and 
authoritative  reports,  indicating 
signiHcant  scientific  agreement,  whereas 
the  relationship  between  omega-3  fatty 
acids  and  CHD  has  not  been  so 
recognized.  For  two  of  these  other 
nutrient-disease  relationships,  the  data 
relate  to  the  disease  itself,  rather  than  to 
markers  for  the  disease.  In  the  other 
two,  calcium  and  osteoporosis  and  &t 
and  CHD.  there  is  significant  scientific 
agreement  that  the  dietary  factors  are 
related  to  surrogate  markers  for  the 
diseases,  and  that  the  surrogate  markers 
are  related  to  the  diseases. 

There  is  significant  scientific 
agreement  that  serum  cholesterol  and 
blood  pressure  are  risk  factors  for  CHD. 
as  indicated  by  the  emphasis  on  these 
factors  in  Federal  Government  and  other 
authoritative  documents  (Refs.  34 
through  36. 100. 115,  and  169).  Data 
regarding  the  effects  of  omega-3  £atty 
acids  on  these  endpoints  have  been 
carefully  reviewed.  However,  the  other 
endpoints  measured  in  studies  of  the 
effects  of  omega-3  fatty  acids,  e.g..  in 
vitro  platelet  aggregation,  various 
growth  factors,  fibrinogen,  have  not 
achieved  the  same  extent  of  scientific 
agreement. 

Where  authorized  health  claims 
include  qualifications,  the  Qualifications 
are  intended  to  assure  that  tne  wording 
of  allowed  claims  reflects  those 
particular  aspects  of  the  substance- 
disease  relationship  for  which  there  is 
significant  scientific  agreement.. not  to 
quabfy  the  extent  of  agreement. 

g.  Some  comments  stated  that  FDA 
relied  heavily  on  material  published  in 
the  National  Academy  of  Sciences  1989 
report,  "Diet  and  Health:  Implications 
for  Reducing^  Chronic  Disease  Risk" 
(Ref.  115)  and  the  Surge<Hi  General's 
1988  report  (Ref.  34),  and  did  not  place 
enough  emphasis  on  information 
published  since  that  time. 

FDA  acknowledges  that  the  two 
reports  in  question  were  important  to  its 
assessment  of  the  scientific  evidence. 
However,  the  agency  does  not  agree  that 
it  failed  to  give  appropriate  weight  to 
subsequently  published  research.  The 
1990  amendments  required  the  agency 
to  consider  the  totality  of  publicly 
available  scientific  evidence  in 
assessing  nutrient-disease  relationships. 
Given  the  time  constraints  imposed  by 
the  1990  amendments  for  developing 
and  publishing  proposed  regulations. 
FDA  depended  on  Federal  Government 
repiorts  and  reports  of  authoritative 
bc>dies  (e.g.  the  National  Academy  of 
Sciences)  for  assessmmt  of  the  scientific 


evidence  published  before  1988.  The 
reports  were  also  used  as  a  way  of 
determining  wrheAer  there  was 
significant  scientific  agreement  among 
qualified  experts  that  the  evidence 
supports  a  relationship  between  omega- 
3  faXiy  acids  and  CHD.  The  agency's 
reliance  on  these  reports  is  consistent 
with  the  1990  amendments,  iM^ich 
require  the  agency  to  consider  reports 
from  authoritative  scientific  bodies  of 
the  United  States  in  assessing  health 
claim  petitions  and  to  justify  any 
decision  rejecting  the  conclusions  of 
such  reports  (section  403(r)(4)(C)  of  the 
act). 

Recognizing,  however,  that . 
considerable  research  had  b^oi 
published  since  these  reports,  and  that 
these  reports  had  not  been  updated. 
FDA  also  reviewed  the  available  studies 
on  humans  published  since  1988.  FDA 
relied  on  its  own  review  of  individual 
studies  rather  than  review  articles, 
because  review  articles  generally  reflect 
the  bias  of  the  author  and  may  not 
consider  the  totality  of  the  evidence. 
FDA  focused  its  independent  review  on 
primary  papas  published  between 
January  1988  and  August  1991.  Surveys 
and  cross-sectional  or  prospective 
studies  that  were  published  before  1988 
and  used  to  generate  the  hypothesis  of 
a  relationship  between  omega-3  fatty 
acids  and  CHD  were  also  reexamined. 
Thus,  by  utilizing  the  two  reports  in 
question,  supplemented  with  an 
independent  review  of  the  subsequently 
published  research,  FDA  was  able  to 
assess  the  totality  of  the  scientific 
evidence  on  omega-3  fatty  acids  and 
CHD  in  compliance  with  the  statutory 
standard. 

10.  One  comment  suggested  that  FDA 
was  inconsistent  with  the  conclusions 
of  the  major  reviews  of  this  area, 
published  after  the  Federal  Government 
and  other  comprehensive  reports.  They 
stated  that  of  the  nine  major  reviews 
(excluding  Kinsella,  and  Connor  and 
Connor),  eight  concluded  that  omega-3 
fatty  acids  played  a  beneficial  role  with 
factors  affecting  heart  disease. 

Although  FDA  did  not  rely  on  review 
articles  to  assess  the  strength  of 
association  between  omega-3  fatty  acids 
and  CHD,  each  review  was  read,  and  the 
agency  interprets  these  reviews  as 
supporting  the  hypothesis  in  concept. 
However,  each  review  contained 
reservations  about  the  extent  to  which 
the  relationship  between  omega-3  fatty 
acids  and  CHD  was  established.  The 
cautionary  statements  suggest  general 
agreement  that  the  area  of  omega-3  fatty 
acids  and  CHD  holds  promise  for  further 
research  along  a  number  of  lines,  but 
that,  at  present,  there  are  not  sufficient 
data  to  have  certainty  about  the 


relationship  between  onlega-3  Catty 
acids  and  CHD.  Placed  in  dtronological 
order,  the  concluding  sections  fi-om  the 
citad  review  articles  exemplify  the  lack 
of  certainty  as  to  the  relationship 
between  oinega-3  &tty  acids  and  risk  of 
CHD. 

The  review  of  the  relationship 
between  omega-3  fatty  acids  and  CHD 
by  Leaf  and  YlAer  (Ref.  91)  was 
considered  in  the  National  Academy  of 
Sciences'  "Diet  and  Health:  Implications 
for  Reducing  Chronic  Disease  Risk" 
report  (Ref.  115).  FDA  elected  to  include 
the  Leaf  emd  Weber  review  in  its 
citations  because  it  covered,  in  the  most 
comprehensive  manner  of  all  available 
reviews,  the  state  of  scientific 
knowledge  about  omega-3  fatty  adds  in 
CHD  at  the  time  the  Federal 
Government  and  other  comprehensive 
reviews  were  published.  Leaf  and  Weber 
wrote:  "Despite  claims  that  n-3  fatty 
acids  can  help  prevent  atherosclerosis, 
recommendations  to  the  public  on  diet 
have  been  conservative;  people  have 
been  advised  to  increase  their 
consumption  of  fish  by  replacing  two  or 
three  meals  a  week  containing  red  meat 
with  meals  containing  fish."  Their 
concluding  sentence  was:  "If 
prospective  double-blind,  placebo- 
controlled  clinical  trials  rrere  to  show 
that  n-3  fatty  adds  helped  to  prevent 
atherosclerosis,  these  agents  apparently 
would  represent  one  of  the  most  benign 
interventions  in  our  pharmacopeia." 
(Emphasis  added.) 

Bonaa  (Ref.  10)  wrote  in  his 
conclusion  that  the  data  on  blood 
pressure: 

•  •  •  provide  some  support  for  the 
hypothesis  that  dietary  marine  lipids 
influence  blood  pressure  in  man. 
Supplementation  of  n-3  PUFAs 
Ipolyunsaturated  fatty  acids]  to  Western  diets 
consistently  lowered  systolic  blood  pressure, 
while  results  for  diastolic  blood  pressure 
were  conflicting  *  *  *.  There  is  no  evidence 
of  any  substantial  hypotensive  response  to 
marine  lipids  and  further  studies  should  be 
designed  to  detect  small  efiiects. 

Lands  (Ref.  89)  did  not  review  the 
relationship  between  omega-3  fatty 
adds  and  any  spedfic  disease,  but 
presented  the  hypothesis  that  the 
balance  of  omega-3  and  Qmega-6  fatty 
acids  in  the  diet  may  be  related  to 
diseases  assodated  with  overproduction 
of  eicosanoids  from  AA.  He  indicates  in 
the  introduction  that,  "We  are  now  in 
an  imcertain  time  of  evaluating  the 
benefits  and  risks  of  dietary  n-6  and  n- 
6  polyunsaturated  fats." 

Weber  (Ref.  161)  concluded: 

The  promise  of  n-3  fatty  acids  deduced 
from  biochemical  and  functional  effects  will 
have  to  be  evaluated  in  ongoing  and  future 
carefully  designed  and  conducted  studies.  So 
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fat,  publisbad  data  of  controlled  clinical 
trials  incorponting  clinical  endpoints  after  n- 
3  PUPA*  an  available  only  in  abatnct  bnn. 
Therefore.  dM  gap  between  biochemical  and 
functional  effacta  of  dietary  fatty  add* 
assumed  to  be  of  clinical  benefit  in  the 
prevention  of  atberothmmbotic  and  allergic/ 
inflammatory  disorder*  is  only  beginning  to 
be  closed.  (Emphasis  added.) 

Connor  and  Connor  (Ref.  21)  wrote  in 
their  summary: 

The  exact  place  of  amega-3  fatty  acids  from 
fish  and  fish  oil  remains  to  be  defined. 
However,  this  much  seems  certain.  Fish 
provides  an  excellent  substitute  for  meat  in 
the  diet  Fish  is  lower  in  fat.  especially 
saturated  fat.  and  contains  the  omega-3  fatty 
acids.  Fish  oil  may  have  promise  as  a 
therapeutic  agent  in  certain  hyperlipidemic 
states,  especially  the  chylomicronemia  of 
type  V  hyperlipidemia.  Fish  oil  has  logical 
and  well-defined  antithrombotic  and 
antiatherosderotic  activities  since  it 
depresses  thromboxane  A2  production  and 
inhibits  cellular  proliferation  responsible  for 
the  progression  of  atberosclerosi v  As  the 
years  pass  and  more  experiments  are 
reported,  it  seems  reasonable  to  place  the 
omega-3  fatty  acids  from  fish  oil  in  a 
prominent  position  for  specific 
hypolipidemic,  antithrombotic  and 
antiatherosderotic  adivity. 

Kinselia  et  al.  (Ref.  82)  wrote:- 

The  cumulative  findings  concerning  fish 
oils  suggest  that  further  amelioration  of 
coronary  heart  disease  may  be  feasible  by 
dietary  manipulation  and  by  optimizing  the 
intake  of  n-6  and  n-3  PUFAs,  not  only  to 
reduce  plasma  lipids  but  to  ensure  balanced 
eicosanoid  metabolism — a  prospect  that 
deserves  more  research  •  •  *.  Overall,  in 
view  of  the  prevalence  of  coronary  heart 
disease,  consumption  of  n-3  PUFA  oils 
should  be  considered  as  a  useful 
complementary  option  for  the  amelioration  of 
coronary  vascular  diseases. 

Knapp  (Ref.  84)  introduced  his  paper 
stating:  "The  role  of  dietary 
polyunsaturated  fats  in  the  prevention 
of  human  vascular  disease  has  not  been 
depned.  but  population  and 
intervention  studies  have  suggested  that 
w-3  fatty  acids  (FAs)  from  marine  lipids 
may  have  a  number  of  potentially 
beneficial  effects."  (Emphasis  added.) 
And  in  conclusion  he  wrote:  "The  proof 
of  our  hypotheses  must  be  derived  from 
increasingly  ambitious  clinical  trials, 
which  assess  the  potential  benefits  of 
dietary  polyunsaturates  in  particular 
chnical  settings,  the  .recent 
demonstration  that  three  helpings  of 
oily  fish  per  week  prolongs  survival 
after  Ml  (Ref.  16)  is  an  example  of  this." 
(Emphasis  added.) 

Nestel  (Ref.  Ill)  concluded:  "More 
basic  understanding  of  the  actions  of 
fish  oils  is  necessary  before  fish  oils  can 
be  recommended  widely  to  the  public." 

Nordoy  and  Goodnight  (Ref.  112) 
cautioned  that  until  additional  data 


become  available,  "clinicians  should  be 
advised  to  follow  the  dietary 
recommendations  of  the  National 
Cholesterol  Education  Program's  expert 
panel."  which  is  silent  on  omega-3  fatty 
acids  and  limits  the  total 
polyunsaturated  fat  to  10  percent  of 
calories.  These  reviewers  added  their 
own  recommendation  that  omega-6/ 
omega-3  ratio  of  the  PUFA's  be 
approximately  3/1.  with  the  omega-3 
fatty  acids  from  marine  sources. 
Weber  and  Leaf  (Ref.  162)  stated: 

Despite  all  the  laboratory,  human,  animal, 
and  epidemiologic  studies  suggesting  an  anti- 
atheromatous  adion  of  w3  fatty  adds,  we 
have  been  lacking  adequate  dinical  trials 
which  will  determine  in  prospedive. 
placebo<ontrolled.  randomized  studies, 
whether  all  the  above  experimental  and 
epidemiologic  evidence  adds  up  to  a 
demonstrable  effod  of  fish  oils  to  prevent 
atherosclerosis,  e.g..  coronary  heart  disease  in 
humans  at  high  risk  for  heart  attacks. 

The  Burr  paper  (Ref.  16)  was 
described  in  Weber  and  Leafs  review, 
and  thus  was  considered  in  the  above 
summary  statement. 

In  summary,  these  reviews  indicate 
that  what  is  agreed  is  that  there  is  a 
plausible  biochemical  basis  for  a 
relationship  between  omega-3  fatty 
acids  and  CHD.  and  that  there  are  some 
data  supporting  some  of  the 
hypothesized  mechanisms  by  which 
omega-3  fatty  acids  might  be  related  to 
CHD.  What  is  not  agreed,  as  indicated 
by  the  cautious  tones  of  these 
concluding  statements,  is  that  such  a 
relationship  already  has  been 
established  by  the  evidence. 

11.  A  concern  raised  by  many 
comments  was  that  FDA's  conclusions 
were  different  from  the  conclusions 
reached  in  the  report  from  the  Life 
Sciences  Research  Office  (LSRO)  of  the 
Federation  of  American  Societies  for 
Experimental,Biology  (Ref.  100).  the 
most  recent  comprehensive  review,  and 
that  FDA  did  not  explain  why  it  reached 
a  different  conclusion  from  that  reached 
in  the  LSRO  report. 

The  LSRO  report  was  contracted  for 
by  FDA  as  an  independent  review  of  the 
scientific  evidence  about  the 
relationship  between  omega-3  fatty 
acids  and  CHD.  A  draft  of  the  tentative 
final  report  was  received  immediately 
prior  to  the  publication  of  the  proposed 
rule.  Thus,  there  was  insufficient  time 
for  the  agency  to  prepare  a  detailed 
discussion  of  the  report.  The  final  report 
was  submitted  to  FDA  as  a  comment  to 
the  proposal.  The  LSRO  report's 
conclusions  on  hypertension, 
thrombosis,  the  development  of 
atherosclerotic  plaque  and  intimal 
hyperplasia,  plasma  lipids  and 
lipoproteins,  diabetic  and  prediabetic 


patients,  and  epidemiologic 
observations  are  grouped  with  other 
comments  on  these  topics  and  discussed 
in  this  document. 

12.  One  comment  considered  FDA's 
caution  against  extrapolation  of  results 
from  stucUes  conducted  in  at-risk 

Kpulations  to  the  general  population  to 
questionable,  and  possibly  biased 
against  hypertensives.  The  comment 
stated  that  the  health  claim  should  be 
allowed,  based  on  data  showing  that 
omega-3  fatty  acids  reduce  blood 
pressure  among  hypertensives. 

FDA  disagrees  with  this  comment. 
FDA  stated  that,  although  it  considered 
studies  in  the  healthy  population  to  be 
the  most  relevant,  it  also  considered 
studies  in  a  subpopulation  with  CHD  or 
risk  factors  for  CHD,  in  part  because 
high  risk  populations  may  be  more 
sensitive  to  showing  a  nutrient-disease 
relationship  than  the  general  population 
(56  FR  60663  at  60667).  FDA  stated  that 
it  extrapolated  positive  results  from  at- 
risk  populations  cautiously,  and  that 
comparable  findings  in  the  general 
population  were  needed  to  support  a 
health  claim. 

13.  Two  comments  discussed  FDA's 
criteria  for  weighing  various  types  of 
data.  One  comment  stated  that 
epidemiologic  data  are  the  "most 
significant  class  of  evidence,"  and  that 
FDA  should  give  priority  to  various 
types  of  data  in  the  same  order  that 
various  types  of  data  were  reviewed  in 
the  proposal.  One  comment  stated  that 
FDA  should  not  have  considered 
epidemiological  studies  separately  from 
clinical  trials. 

FDA  considered  the  totality  of 
publicly  available  scientific  evidence  in 
its  assessment  of  the  relationship  of 
omega-3  fatty  acids  to  CHD.  However, 
some  types  of  evidence  were  weighted 
more  heavily  than  others  because  they 
were  more  useful  in  establishing 
whether  or  not  the  scientific  basis  of  the 
claim  was  valid.  In  particular,  the 
agency  was  concerned  that  both  the 
substance  (omega-3  fatty  acids)  and  the 
disease  (CHD)  be  carehiUy 
characterized.  FDA  also  considered  it 
important  that  the  amount  of  omega-3 
fatty  acids  tested  was  reasonably  related 
to  normal  dietary  intake,  and  that  the 
findings  apply  to  the  general 
population.  FDA  agrees  that 
epidemiologic  studies  in  which  the 
endpoint  was  CHD  provide  persuasive 
evidence 'for  a  relationship  between  fish 
consumption  and  CHD,  but  these 
studies  did  not  provide  the  specificity  to 
show  that  the  observed  effects  were  due 
to  omega-3  fatty  acids.  Intervention 
trials  using  fish  oil  supplements  ofleo   . 
showed  that  the  effects  were  specific  to 
omega-3  fatty  acids  (by  controlling  with 
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other  types  of  fatty  acids)  but  typically 
did  not  measure  the  primary  endpoint, 
CHD.  Thus,  these  different  types  of  data 
complement  each  other  and  must  be 
considered  together  in  assessing  the 
totality  of  the  scientific  evidence. 

14.  One  comment  offered  the  services 
of  the  International  Society  for  the 
Study  of  Fatty  Acids  and  Lipids  for  the 
evaluation  of  the  relationship  between 
omega-3  fatty  acids  and  CHD. 

FIjA  appreciates  this  offer.  In  the  final 
rule  on  general  requirements  for  health 
claims  published  elsewhere  in  this  issue 
of  the  Federal  Register,  FDA  advises 
that  it  welcomes  the  input  of  any 
professional  organization  that  can 
provide  expertise  in  reviewing  data  and 
in  developing  a  thoughtful  and  well- 
organized  petition  for  a  health  claim  on 
a  particular  topic.  In  fact,  FDA  has 
added  to  §  101.70(b)  the  provision  that 
information  submitted  with  petitions 
nuy  include  any  findings,  alopg  with 
the  basis  of  the  findings,  of  an  outside 
panel  with  expertise  in  the  subject  area 
at  issue.  FDA.  however,  retains  the 
authority  to  review  such  petitions  and, 
through  rulemaking,  to  decide  whether 
or  not  to  authorize  the  claim. 

15.  Two  comments  stated  that  it  was 
contradictory  for  the  U.S.  Government 
to  contract  for  research  on  the  omega-3 
fatty  acids  through  the  biologic  test 
materials  program  but  not  to  allow  a 
health  claim.  Another  comment  pointed 
out  that  the  Food  and  Agriculture 
Organization  and  the  World  Health 
Organization  support  research  on 
omega-3  fatty  acids.  Other  comments 
stated  that  the  tone  of  FDA's  proposed 
rule  was  unduly  negative  and  that,  by 
taking  such  a  position,  FDA  may  retard 
further  research. 

FDA  disagrees  that  Federal 
Government  sponsorship  of  a  program 
to  provide  test  materials  for  research  on 
the  effects  of  omega-3  fatty  acids  and  the 
denial  of  the  omega-3  fatty  acid-CHD 
health  claim  are  contradictory  actions. 
The  purpose  of  the  biologic  test 
materials  program  is  to  develop  and 
standardize  a  source  of  omega-3  fatty 
acids  and  enable  carefully  controlled 
research  on  the  effects  of  particular 
omega-3  fatty  acids.  In  the  proposed 
rule,  FDA's  intent  was  to  examine  the 
total  available  scientific  evidence,  some 
of  which  was  generated  using  omega-3 
fatty  acids  from  the  biologic  materials 
test  program,  and  to  state  its 
conclusions  about  the  relationship 
between  omega-3  fatty  acids  and  CHD. 

In  its  proposal  and  in  this  Hnal  rule, 
FDA  has  identified  a  number  of  areas 
where  agreement  is  lacking  that  an 
observed  effect  of  omega-3  fatty  acids  is 
related  to  the  risk  of  CHD.  or  where 
there  are  ambiguities  in  the  data  that 


may  be  resolved  by  further  research. 
Thus,  FDA's  analysis  should  provide 
guidance  for  additional  research  rather 
dian  inhibit  it. 

B.  Relationship  Between  Omega-3  Fatty 
Acids  and  CHD 

In  the  proposed  rule,  FDA  tentatively 
concluded  that  the  totality  of  the 
scientific  evidence  does  not  provide  a 
basis  upon  which  to  authorize  a  claim 
that  omega-3  fatty  acids  are  associated 
with  the  risk  of  CHD  (56  FR  60663). 
FDA  noted  that. 

the  epidemiological  research  on  this  topic 
revealed  that  the  available  studies  applied 
only  to  the  consumption  of  flsh,  which 
contain  omega-3  fatty  acids,  and  •  •  •  it  was 
not  possible  to  ascribe  any  effects  specifically 
to  the  omeg8-3  fatty  acids.  Examination  of 
data  from  clinical  studies  revealed  that  the 
effects  on  blood  lipids  of  fish  oils  containing 
omega-3  fatty  acids  were  primarily  a 
reduction  of  blood  triglycerides,  a  blood  lipid 
variable  not  considered  to  be  an  independent 
risk  factor  for  CHD,  but  they  had  no  effect  on 
serum  cholesterol,  low-density  lipoprotein 
(LDL)  cholesterol,  or  high  density  lipoprotein 
(HDL)  cholesterol,  the  blood  lipid  variables 
most  closely  associated  with  risk  of  CHD 
The  scientific  data  are  ambiguous  on  the 
effects  of  onlega-3  fatty  acids  on  blood 
pressure  and  other  risk  factors  for  CHD. 

(56  FR  60663.) 

A  number  of  comments  supported  the 
agency's  position  on  this  health  claim, 
but  without  any  specific  reasons  for  that 
support.  One  comment  agreed  with  the 
agency's  position  in  principle,  but 
contested  the  agency's  interpretation  of 
the  scientific  information  in  some  areas. 
Other  comments  disagreed  with  the 
agency's  review  of  the  scientific 
information  and  its  conclusion 
regarding  the  strength  of  the  evidence 
supporting  the  proposed  health  claim. 
Specific  comments  are  summarized 
below. 

1.  Epidemiologic  evidence 

In  the  proposed  rule,  FDA  reviewed 
correlational  and  cross-sectional 
studies,  prospective  studies,  and 
intervention  studies  available  since 
1988.  (See  56  FR  60663  at  60667 
through  60668).  Except  for  the 
intervention  studies  (which  were 
typically  clinical  trials)  these  studies 
used  fish  as  a  source  of  omega-3  fatty 
acids.  FDA  concluded  that  those  studies 
that  used  fish  as  the  source  of  omega-3 
fatty  acids  were:  "ambiguous,  because 
they  are  not  capable  of  distinguishing 
the  effects  that  are  specific  to  omega-3 
fatty  acids  from  those  that  are  related  to 
fish  consumption."  (56  FR  60663  at 
60668.) 

16.  A  number  of  comments 
considered  the  evidence  from 
epidemiologic  studies  that  relates  the 


consumption  offish  inversely  to  CHD  to 
be  sufficient  to  support  a  health  claim, 
but  did  not  supply  any  new  information 
or  arguments  to  support  their  position. 

FDA  disagrees  with  the  comments. 
FDA  found  that: 

Only  a  few  studies  found  an  association 
between  fish  intake  and  CHD,  while  others 
have  found  no  association.  Thus  there  was 
not  consistency  of  findings.  None  Of  the 
studies  tfaat  reported  a  relaUonship 
distinguished  6sh  consumption  from  other 
factors  associated  with  fish  consumption, 
and  therefore  they  did  not  demonstrate 
specificity.  Even  in  those  studies  reporting  a 
relationship  between  fish  consumption  and 
CHD,  it  was  not  clear  that  the  effects  were 
because  of  the  omega-3  fatty  acids  in  fish. 
Also,  the  omega-3  fatty  acid  content  of  the 
fish  diet  associated  with  reduced  CHD  was  so 
low  that  the  importance  of  omega-3  fatty 
acids  is  questionable  *  *  * 

(56  FR  60663  at  60672.) 

17.  One  comment  described  the 
results  of  the  Dolecek  and  Grandits 
analysis  of  multiple  risk  factor 
intervention  U-ial  (MRFTT)  data  (Ref.  38) 
as  indicating  a  greater  protective  effiect 
against  CHD  due  to  consumption  of  0  6 
gram  (g)  omega-3  fatty  adds  than  all 
other  conventional  efforts  combined 
(reducing  saturated  fat,  cholesterol, 
cigarette  smoking,  and  hypertension). 

FDA  agrees  with  this  comment  that 
the  association  between  omega-3  fatty 
acid  consiunption  and  CHD  mortality 
reported  in  this  study  has  the  potential 
to  make  a  very  important  public  health 
impact.  Notably,  the  results  were 
obtained  on  data  adjusted  for  age,  race, 
smoking  at  entry  to  the  study,  diastolic 
blood  pressure,  and  high-density 
lipoprotein  (HDL)  and  LDL 
concentrations.  Furthermore,  the  omega- 
3  fatty  acids  were  obtained  in  the 
normal  diet,  providing  evidence  that  the 
amount  of  omega-3  fatty  acids 
consumed  in  a  normal  dietary  intake  is 
sufficient  for  the  effect. 

The  researchers'  adjustments  for 
lipoprotein  measurements  should 
control  for  some  other  dietary  variables 
that  have  been  associated  with  CHD 
through  their  effects  on  these 
lipoproteins,  e.g.,  saturated  fat,  but  other 
dietary  variables  associated  with  CHD 
were  not  controlled,  e.g..  alcohol.  The 
association  between  omega-3  fatty  add 
consumption  and  CHD  mortality 
described  in  this  study  is  among  the 
most  provocative  findings  to  date  in  this 
area,  and  merits  additional  study  using 
a  design  that  will  document  that  the 
active  dietary  component  is  or  is  not  the 
omega-3  fatty  acids  (i.e.,  specificity  of 
the  effect). 

18.  One  comment  pointed  out  that  the 
Burr  paper  (Ref.  16)  deserved  close 
consideration,  because,  in  contrast  to 
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trials  on  lipid  lowering  diugi.  H  showed 
that  consumption  of  fish  containing 
oinega-3  fatty  adds  or  dietary 
supplements  of  omega-3  fatty  adds  may 
reduce  the  risk  of  heart  disease.  One 
comment  stated  that  it  considered  the 
BufT  paper  to  be  a  positive  Bnding.  but 
gave  no  reason  for  this  conclusion.  The 
LSRO  final  report,  submitted  as  a 
comment,  also  recognized  the  fturr 
paper  as  a  very  important  trial.  LSRO 
pointed  out  that,  although  separate 
results  were  not  shown  for  those 
consuming  fatty  fish  and  those 
consuming  supplemental  fish  oil,  the 
results  were  dramatic,  especially  since 
all-cause  mortality  was  reduced,  in 
contrast  to  results  from  trials  of  plasma 
lipid-lowering  drug^  LSRO  conduded 
that  "future  research  will  be  needed  to 
define  the  amount  and  duration  of  w-3 
fatty  add  supplementation  required  to 
produce  the  heneficial  effects." 

FDA  agrees  that  the  Burr  paper 
provides  valuable  evidence  consistent 
writh  the  hypothesized  relationship 
between  omega-3  fatty  adds  and  CHD. 
However,  FDA  noted  in  its  proposal  (56 
FR  60663  at  60668)  that  there  are  two 
spedfic  shortcomings  in  this  paper  the 
absence  of  separate  data  for  subjects 
who  consumed  fish  and  those  who 
consumed  fish  oil  capsules,  and  the 
absence  of  dose-response  data.  These 
data  would  have  provided  evidence  Cor 
a  spedfic  effed  of  omege-3  &tty  acids. 
Ideally,  other  data  regariding  the 
subjects'  diet  would  also  show  that 
there  was  no  diffierence  in  consumption 
of  other  dietary  fadors  related  to  QiD. 
The  study  design  spedfically  Included 
two  such  dietary  factors,  dietary  &t  and 
dietary  fiber,  and  the  lack  of  significant 
effects  of  these  components  argues 
against  dietary  fadors  other  than  omega- 
3  fatty  adds  as  responsible  for  the 
assodation. 

FDA  does  not  consider  the  B\ut  paper 
to  have  established  a  benefidal  effed  of 
omega-3  fatty  adds,  although  its  results 
are  consistent  with  such  an  action.  The 
LSRO  condusion  indicates  that  neither 
the  amount  of  omega-3  fatty  acids 
necessary  for  benefidal  effeds  nor  the 
duration  of  their  intake  has  been 
established.  The  spedfidty  of  the 
substance  responsible  for  the  benefidal 
effects,  the  quantitative  amount  needed 
to  produce  tne  efiied  and  the  duration 
of  intake  needed  to  produce  the  effed 
need  to  be  established  before  FDA  can 
authorize  a  claim  linking  omega-3  fatty 
adds  to  redudion  of  risk  of  CHD. 

19.  Some  comments  stated  that  the 
amount  of  fish  in  the  Zutphen  and  Burr 
studies  was  so  low  that  the  assodation 
between  fish  consumption  and  reduced 
CHD  mortality  could  not  be  explained 


by  the  displacement  by  fish  of  other 
atherogenic  foods  &t>ro  the  diet 
FDA  is  not  persuaded  by  these 
comments.  The  limitation  in  these 
studies  is  that  they  did  not  control  for 
dietary  Cadors  assodated  with  CHD.  not 
that  fish  consumption  displaced  other 
atherogenic  foods.  FDA  noted  in  its 
propoMl  that  the  Zutphen  study  found 
significant  correlations  between  fish 
consumption  and  other  dietary  Cadors 
(i.e..  alcohol,  polyunsaturated  fats] 
related  to  CHD.  Comparable  correlations 
were  not  addressed  in  the  Burr  paper 
because  dietary  intake  data  were  not 
reported.  Also,  the  design  of  the  Biur 
paper  was  to  encourage  consumption  of 
fisn,  which  would  likely  have  resulted 
in  a  reduction  in  the  consumption  of  red 
meat  (and.  therefore.  sattiratCKl  fat). 

20.  Two  comments  discounted  the 
Curb  et  al.  study  (Ref.  25).  which 
showed  no  assciidation  between  fish 
conmimption  and  CHD  mortality  among 
subjeds  in  Hawaii.  The  comments 
stated  that  the  dietary  source  of  fish  was 
likely  tropical  fish,  and  since  tropical 
fish  feed  on  coral  they  have  a  hi^ 
content  of  AA,  which  virould  counterad 
the  etCed  of  omega-3  fatty  adds. 

FDA  disagrees  with  the  comments.  No 
data  regarding  the  AA  content  of  the 
diet  in  this  study,  or  in  other 
correlational  studies;  have  been 
reported.  Indeed,  most  epidemiologic 
correlation  studies  have  not  quantified 
the  intakes  of  omega-3  fatty  adds,  a 
fundamental  measurement  to  establish 
an  assodation  between  omega-3  fatty 
acids  and  CHD.  Finally,  there  is  an 
abstrad  reporting  that  the  omega-3  fatty 
acid  to  omega-6  ratty  add  ratio  of 
tropical  fish  is  comparable  to  or  greater 
than  that  of  fish  in  higher  latitudes  (Ref. 
237).  Thus,  the  comments'  explanation 
for  a  negative  finding  must  be 
considered  theoretical. 

21.  One  comment  argued  that  the  lack 
of  an  association  between  fish 
consumption  and  CHD  in  two 
populations  in  Canada,  a  prairie 
province  and  a  coastal  province  (Ref. 
74).  was  because  the  prairie  population 
consumed  more  alcohol  and  the  coastal 
population  smoked  more.  This  comment 
criticized  FDA  for  not  pointing  out  the 
cautions  raised  by  the  authors  about 
potential  confoundera  like  the 
difference  in  alcohol  ctmsumptioa. 

FDA  believes  it  presented  the  results 
of  this  paper  fairly.  While  the  authora 
reported  small  differences  in  smoking 
(more  in  the  coastal  population)  and 
alcohol  consumption  (more  in  the 
prairie  population),  they  stated,  "It 
seems  unlikely  that  these  differences  are 
sufficiently  large  to  offset  any  strong 
effed  of  fish  consumption."  FDA  is 
keenly  aware  that  dietary  and 


behavioral  fadors  (e.g.,  smoking, 
alcohol)  must  be  controlled  before 
meaningful  conclusions  may  be  drawn 
about  the  effects  of  omega-3  fiatty  adds. 
FDA  notes  that  alcohol  consumption 
was  also  a  confounding  bdor  in  a  study 
that  reported  an  association  between 
fi^  consiunption  and  CHD  (Ref.  87). 

22.  A  few  comments  stated  that  many 
of  the  reported  effects  come  from 
studies  on  fish  consumption,  but  that  all 
measured  biochemical  changes  related 
to  CHD  that  are  produced  by  fish  have 
also  been  produced  with  fish  oil 
concentrates. 

FDA  agrees  in  part  with  this 
comment  The  Cad  that  the  same 
biochemical  results  have  been  obtained 
using  fish  oils  rather  than  fish  provides 
strong  evidence  that  particular 
biochemical  markers  are  a%cted 
spedfically  by  omega-3  Catty  adds. 
Also,  since  most  studies  have  used  fish 
oils,  thesie  results  add  consistency  to  the 
effects  reported  for  studies  that  used 
fish.  However.  FDA  disagrees  that  the 
comparable  findings  in  studies  that  used 
fish  oils  and  fish  are  sufficient  to 
support  the  health  claim  that  omega-3 
fatty  adds  reduce  the  risk  of  CHD. 
because  the  particular  btocbeinical 
markere  affaded  by  both  fish  and  fish 
oils  are  not  recognized  with  significant 
scientific  agreemmit  as  useful  surrogate 
risk  fadon  for  CHD  in  the  general 
population. 

23.  One  comment  argued  that  the  tad 
that  Greenland  Eskimos  ate  diets  with 
half  the  saturated  fat  and  more 
polyunsaturated  fat  than  Danes  and  had 
much  less  CHD  than  Danes  strengthens 
the  case  iot  fish  oil-derived  om^a*3 
fatty  acids. 

FX)A  agrees  with  the  comment  that 
diets  lower  in  saturated  fat  are 
consistent  with  reduced  CHD  mortality 
(see  the  final  rule  on  "Dietary  Lipids 
and  Coronary  Vascular  Disease" 
published  elsewhere  in  this  issue  of  the 
Federal  Register).  The  differences  in 
saturated  fet  intake,  however,  do  not 
strengthen  the  case  for  omega-3  fatty 
adds,  because  they  do  not  distinguish 
omega-3  fatty  adds  from 
polyiuisaturated  fats.  Rather,  the 
differences  in  dietary  fat  intakes 
strengthens  the  argument  that  saturated 
fet  is  assodated  with  CHD  mortality. 
The  numerous  dietary  differences 
between  the  Greenland  Eskimos  and 
Danes  make  it  difficult  to  ascribe  to  any 
single  dietary  fador  the  differences  in 
CHD. 

24.  One  comment  pointed  out  that,  of 
the  ten  prospedive  studies  cited  in  the 
proposal  (including  three  in  Table  1  of 
the  proposal),  six  support  an  inverse 
relationship  between  fish  consumption 
and  CHD.  'The  comment  noted  that  one 
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study  only  showed  a  relationship  in 
man  under  45,  and  argued  that  this 
result  is  promising  because  one  might 
expect  to  find  positive  effects  of  long- 
term  fish  consumption  on  CHD  in 
younger,  relatively  healthy  men  rather 
than  in  older  men. 

FDA  agrees  that  some  but  not  all 
reports  find  an  inverse  relationship 
between  fish  consumption  and  CHD. 
FDA  does  not  agree,  however,  that  this 
effect  would  more  likely  be  noticed 
among  yoxmger,  relatively  healthy  men. 
Older  men  would  have  had  a  greater 
duration  of  intake  of  omega-3  fatty  acids 
and  a  greater  incidence  of  CHD  than 
younger  men.  Both  these  factors  would 
favor  finding  an  effect  in  older  men 
rather  than  in  younger  men. 

25  One  comment  noted  that  only  two 
studies  found  a  positive  dose-response. 
Another  comment  stated  that  the  studies 
that  show  no  effect  are  those  where  the 
base  group  already  consumed  fish, 
whereas  in  studies  that  showed  an 
effect,  the  base  group  did  not  consume 
fish  A  third  comment  stated  that  there 
were  data  that  described  an  inverse 
dose-response  relationship  between 
serum  EPA  and  CHD  deaths  among 
Japanese,  but  did  not  identify  a 
particular  study. 

FDA  disagrees  that  only  two  studies 
foimd  a  dose  response  correlation.  Each 
study  that  reported  a  relationship 
between  fish  consumption  (or,  in  one 
study,  the  calculated  intake  of  omega-3 
fatty  acids)  and  CHD  foimd  a  dose- 
response  relationship.  FDA  agrees  that 
most  of  the  dose-response  relationships 
reported  suggest  that  the  primary 
difference  in  rate  of  CHD  is  between 
those  who  consume  no  fish  at  all  and 
those  who  consume  a  small  amoimt  of 
fish,  and  that  there  appears  to  be  httle 
additional  benefit  from  consumption  of 
large  amounts  of  fish  (Ref.  88).  An 
ahemate  way  of  describing  these  data  is 
that  those  who  consume  no  fish  have  an 
mcreased  risk  of  CHD.  These  data  merit 
followup,  because  a  showing  that  the 
relationship  is  due  to  the  omega-3  fatty 
acids  may  provide  evidence  that  the 
long-chain  omega-3  fatty  acids  are 
essential  in  the  diet. 

In  its  proposal,  FDA  reviewed  a  study 
that  described  an  inverse  dose-response 
relationship  between  serum  EPA  and 
CHD  mortality  among  two  groups  of 
Japanese  (Ref.  78).  FDA  concluded  that 
these  cross-sectional,  correlational  data 
were  useful  in  generating  a  hypothesis. 
Other  notable  dietary  factors  (including 
a  difference  in  salt  intake  of  50  percent) 
and  risk  factors  for  CHD  (prevalence  of 
hypertension)  also  differed  between  the 
two  groups,  so  it  is  not  possible  to 
conclude  that  differences  in  CHD 


mortality  were  due  to  differences  in 
dietary  omega-3  fatty  adds. 

26.  Two  comments  stated  that  FDA 
had  erred  in  stating  that  no  biochemical 
data  were  reported  in  the  Burrj}aper 
(Ref.  16). 

FDA  agrees  with  this  comment,  and 
stands  corrected.  Burr  et  al.  (Ref.  16)  did 
report  that  the  geometric  mean 
percentages  of  EPA  were  0.59  percent 
and  0  46  percent  in  jnen  given  advice  to 
consume  more  fish  and  those  not  so 
advised,  respectively,  a  highly 
significant  difference  (p  <0.01).  The  fact 
that  a  geometric  mean  rather  than  an 
arithmetic  mean  was  reported  implies 
that  there  was  substantial  skewing  of  the 
data. 

It  is  not  clear  ft'om  the  article  whether 
these  differences  were  for  the  6-month 
time  into  the  trial,  or  for  the  end  of  the 
trial.  The  authors  did  not  correlate 
plasma  EPA  concentrations  directly 
with  myocardial  infarction  (MI)  or  CHD 
deaths. 

27.  One  comment  argued  that  it  was 
highly  misleading  to  state  in  Table  1 
that  Kromhout  et  al.  (Ref.  87)  reported 
that,  "lean  fish,  low  in  omega-3  fatty 
acids,  had  some  protective  effect  against 
CHD,"  because  Kromhout  did  not 
distinguish  between  the  effects  of  lean 
and  fatty  fish. 

FDA  disagrees  with  this  comment. 
The  authors  made  two  statements  about 
lean  fish  that  imply  that  additional  data 
analyses  were  conducted,  although  (as 
the  comment  correctly  notes)  results  of 
these  analyses  were  not  included  in  the 
paper.  The  authors  wrote,  "Lean  fish 
was  also  inversely  related  to  mortality 
from  coronary  heart  disease,"  and 
"Thus,  the  inverse  relation  between  lean 
fish  and  coronary  heart  disease  cannot 
be  explained  by  eicosapentaenoic  acid." 

FDA  interprets  these  comments  as  a 
caution  to  the  reader  against  assuming 
that  EPA  was  the  active  component 
responsible  for  the  observed  reduction 
in  CHD  among  fish-consuming  subjects. 

28.  LSRO  included  in  its  report  two 
studies  that  correlated  plasma  omega-3 
fatty  acids  with  dietary  intake  of  these 
fatty  acids  (Refs.  213  and  225).  Two 
other  papers  reviewed  by  LSRO  but  not 
included  in  the  FDA  proposal  were 
correlation  studies  of  mortality  from 
different  diseases  among  Greenlanders 
and  Danes  (Ref.  176)  and  diet-disease 
correlations  in  Japan  (Ref.  284). 

FDA  agrees  with  LSRO's  descriptions 
of  these  studies.  FDA  notes  that  the 
authors  of  the  studies  that  correlated 
intake  and  plasma  levels  of  omega-3 
fatty  acids  did  not  relate  their  data  to 
CHD  The  correlation  studies  of 
mortality  did  not  provide  any  specific 
data  regarding  omega-3  fatty  adds. 


29.  One  comment  provided  new  dose- 
response  data  from  additional  analyses 
of  aata  of  the  Dart  study,  previously 
reported  in  part  by  Burr  et  al.  (Ref.  16), 
that  related  the  dietary  intake  of  EPA  at 
6  months  into  the  trial  to  the  risk  of 
CHD  events  (heart  attacks,  or  Mi's)  or 
CHD  mortality.  The  947  subjects  for 
whom  dietary  data  were  obtained  were 
grouped  according  to  EPA  intake;  114 
consumed  less  than  1  g  per  week  (1  g/ 
week),  373  consumed  1  to  2  g/week,  and 
460  consumed  2  or  more  g/week.  The 
percentage  of  subjects  that  experienced 
either  a  nonlethal  heart  attack  or  died 
fit>m  a  heart  attack  decreased  as  dietary 
EPA  increased.  For  heart  attacks  the 
rates  were  7.9  percent,  7.0  percent  and 
6.7  percent,  for  the  less  than  1  g/week, 
1  to  2  g/week  and  2  or  more  g/week 
groups,  respectively.  The  percentages  in 
each  group  whadied  were  6.1  percent, 
5.1  percent,  and  4.1  percent, 
respectively.  There  were  no  statistical 
analyses  of  these  data  reported. 

FDA  notes  some  Umitations  in  these 
data  as  reported  that  caution  against 
strong  conclusions.  Most  notably,  the 
analysis  excluded  the  events  and  deaths 
during  the  first  6  months  of  the  trial, 
when  about  half  of  all  events  and  deaths 
occurred.  This  clearly  diminishes  the 
sensitivity  of  the  analysis,  and  may 
result  in  an  underestimation  of  the  true 
effect,  since  the  difference  in  survival 
between  the  group  advised  to  eat  more 
fish  and  the  group  not  advised  to  eat 
more  fish  was  most  pronounced  during 
the  first  6  months.  Alternatively,  if  the 
healthiest  subjects  were  also  the  most 
compliant  subjects,  the  reduced  death 
rate  in  the  highest  EPA-c<Misumption 
subjects  may  reflect  the  underlying 
health  of  those  subjects,  and  the 
importance  of  dietary  EPA  may  be 
overestimated. 

Also,  the  unequal  group  sizes  for  this 
analysis  places  a  greater  weight  on  each 
subject  in  the  smallest  group  (less  than 

1  g/week)  than  in  the  other  groups.  This 
may  be  particularly  important  because 
the  smallest  group  includes  those  who 
consume  no  fish,  and  who  may  differ 
from  fish  consumers  in  other  dietary  or 
behavioral  factors  associated  with  CHD 
risk.  The  sensitivity  of  the  results  to 
small  changes  in  outcomes  is  shown  by 
example:  one  fewer  death  (6/114  rather 
than  the  reported  number,  7/114)  makes 
the  CHD  death  rate  of  the  less  than  1  g/ 
week  group  equal  to  the  rate  in  the  1  to 

2  g/week  group. 

Finally,  although  the  dietary  intake 
data  at  6  months  are  useful,  this  study 
also  assayed  plasma  fetty  adds.  Use  of 
plasma  EPA  (or  EPA  plus  DHA)  in  the 
dose-response  analysis  would  have  been 
a  more  powerful  analysis,  because  it 
eliminates  errors  in  the  diet  record  data. 
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cxrnecU  ior  losses  during  food 
prapsration  snd  individual  ditferences 
in  biosTSilability  of  the  bitty  eddt,  and 
integrates  intake  of  oniegB>3  Catty  adds 
over  a  longer  period  than  the  diet  record 
data. 

Tberafore,  FDA  finds  these  dose- 
response  data  to  be  ctmsistent  with  the 
hypothesis  that  omega-3  fatty  adds 
reduce  the  risk  of  CHD,  but  the 
shortcomings  discussed  above  limit 
their  usefulness  in  establishing  a 
relationship  between  omega-3  Catty 
adds  and  risk  of  CHD. 

2.  Evidence  relating  omega-3  fatty  adds 
to  intermediate  or  surrogate  markers  of 
CHD 

In  the  proposed  rule  (56  FR  60663  at 
60668),  FDA  stated  that  most 
information  about  the  effiacts  of  omega- 
3  htty  adds  on  CHD  has  been  derived 
from  clinical  trials  using  concentrated 
fish  oils  enriched  in  EPA  and  DHA,  and 
in  some  cases  purified  methyl  or  ethyl 
esters  of  EPA  snd  DHA.  FDA  conduded 
that: 

*  *  *  there  an  a  lew  established  effects  of 
omega-3  fotty  adds  from  fish  oils  on 
thrombosis  and  hemostasis.  Standardized 
bleeding  times  are  incTBased,  and  platelet 
aggregation  and  function  are  reduced. 
However,  direct  relationships  between  the 
changes  in  bleeding  times  or  platelet  fiinctioo 
and  risk  of  CHD  have  not  been  established. 
While  there  is  an  established  relationship 
between  blood  pressure  and  CHD,  it  has  not 
been  shown  that  omega-3  fatty  acids 
specifically  affect  blood  pressure  in  normal 
subjects  in  a  way  that  would  provide  a 
protective  benefit  toward  the  risk  of  CHD. 
Effects  of  oroega-3  fatty  acids  on  other 
markers  Unked  with  CHD.  e.g..  fibrinogen  or 
lipoprotein  (a)  have  not  been  established. 

(56  FR  60663  at  60671). 

a.  Atherosclerosis 

t.  Blood  lipids 

30.  Numerous  comments  critidzed 
FDA's  focus  on  blood  cholesterol  as  a 
surrogate  marker  for  risk  of  CHD, 
although  one  comment  noted  that  such 
an  emphasis  would  be  expected,  given 
the  importance  of  cholesterol  in  CHD. 
Another  stated  that  the  focus  on 
cholesterol  ignores  other  factors  that 
determine  blood  cholesterol  such  as 
heredity,  exerdse,  and  stress,  etc. 

FDA  disagrees  with  the  comments 
that  it  overemphasized  the  importance 
of  studies  in  which  cholesterol  was 
measured  as  a  surrogate  marker  for 
CHD.  The  considerable  attention  given 
to  blood  cholesterol  measurements  (and 
measurements  of  other  blood  Upids  and 
the  protein  components  of  blood 
lipoproteins)  was  the  consequence  of 
two  fadors:  (1)  There  was  a  large 
number  of  studies  on  the  efleds  of  fish 


oils  or  firii  containing  omega-3  fatty 
acids  on  these  blood  lipid  measures; 
and  (2)  there  is  general  agreement  that 
certain  blood  lipids  are  strongly 
assodated  with  the  risk  of  QiDD. 

FDA  undertook  to  evaluate  findings  in 
these  studies  whether  or  not  fish  at  fish 
oils  were  used  ss  the  source  of  omega- 
3  fatty  acids  and  whether  or  not  the 
outcome  measures  were  generally 
recognized  as  predictive  of  CHD.  This 
approadi  allowed  the  identification  of 
biologic  activities  of  omega-3  htty  adds 
that  may  be  related  at  some  point  to  risk 
of  CHD,  and  identified  areas  where 
additional  research  is  needed.  FDA 
included  in  the  summary  of  its 
proposed  rule  (56  FR  60663)  only 
measures  of  goierally  recognized  risk 
fadors.  FDA  did  not  intend  to  imply 
that  data  on  alternate  markers  were  not   - 
considered  in  its  decision. 

FDA  agrees  that  other  fadors 
contribute  to  blood  lipid  measures,  but 
believes  that  randomization  should 
control  for  these  fadors.  In 
nonrandomized  studies,  these  sources  of 
potential  bias  limit  the  condusions  that 
can  be  inferred  from  the  data.  This  is  an 
important  reason  that  data  from 
correlation  studies  do  not  condusively 
establish  a  relationship  between  omega- 
3  fatty  acids  and  risk  of  CHD. 

31.  The  LSRO  report  paid 
considerable  attention  to  changes  in 
blood  lipids  after  increased 
consumption  of  omega-3  fatty  acids,  and 
reached  some  conclusions  about  efTeds 
of  omm-3  fatty  acids  on  blood  lipids 
that  dimred  from  those  reached  by 
FDA.  LSRO  abstraded  three  studies 
from  before  the  period  covered  by  FDA 
review  (Refs.  284a,  267,  and  257).  These 
studies  were  considered  in  Federal 
Government  and  other  comprehensive 
reports  reviewed  in  the  proposed  rule 
and  not  discussed  further  by  FDA. 
LSRO  also  included  three  studies  not 
reviewed  by  FDA  in  its  proposal  (Refs. 
168,  226,  and  301).  Agren  et  a).  (Ref 
168)  studied  healthy  students  randomly 
assigned  to  their  normal  diet  (one  fish 
meal  per  2  weeks),  a  fish  diet,  or  a  fish 
diet  low  in  saturated  fat  for  15  weeks. 
There  was  no  change  in  total  serum 
cholesterol  on  the  control  diet  or  fish 
diet,  but  the  low-fat  fish  diet  produced 
a  reduction  in  total  cholesterol.  Jensen 
et  al.  (Ref  226)  studied  18  heelthy 
subjects  supplemented  sequentially  for 
4-week  periods  with  4-week  washouts 
between,  with  fish  oils  containing  1, 3. 
and  6  g  EPA  plus  DHA,  and  found  no 
change  in  total  or  LDL  cholesterol. 
Wolmarans  studied  healthy  subjeds  fed 
a  meat  diet  or  fish  diet  containing  6.1  g 
EPA  plus  DHA  for  6  weeks  each  in  a 
crossover  design,  and  fotind  reduced 
total  cholesterol  and  LDL  cholesterol 


during  the  fish  diet  phase.  There  was  no 
difference  in  total  fat  of  the  two  diets. 
However,  there  was  significantly  less 
saturated  fat  in  the  fish  diet,  so  it  is  not 
certain  that  the  omega-3  fatty  adds  were 
responsible  for  the  decrease  in  the 
cholesterol  measures. 

FDA  is  concerned  that  the  studies 
abstraded  by  LSRO  do  not  accurately 
represent  the  totality  of  publicly 
available  scientific  evidence.  For 
example,  in  its  proposal,  FDA  included 
five  studies  among  normal  subjects 
(Reb.  2, 6. 24,  73,  and  143)  and  three 
studies  among  subjeds  with  preexisting 
lipid  or  lipoprotein  abnormalities  (Refs. 
18,  73,  and  93)  not  induded  in  the 
LSRO  report  that  had  data  for  effeds  of 
omega-3  fatty  adds  on  plasma  lipids  or 
Upoproteins.  FDA  determined  that 
seven  studies  that  reported  changes  in 
total  diolesterol  had  the  most  rigorous 
designs  and  the  largest  numbers  of 
normal  subjects.  None  of  these  seven 
studies  (Refs.  6, 9, 14,  49,  54,  73,  and 
166)  in  normal  subjects  found  a 
significant  change  in  total  cholesterol 
after  fish  oil  supplementation.  FDA 
found  similar  results  with  regard  to 
hyperiipidemic  subjects. 

Only  two  of  these  seven  strongest 
studies  in  normal  subjects  were 
abstraded  in  the  LSRO  text,  and  two 
others  were  not  cited  at  all  by  this 
report.  LSRO  did  not  distinguish 
between  normal  and  hyperiipidemic 
subjeds  in  its  summary  or  conclusions. 
LSRO  summarized  the  evidence  on  total 
cholesterol  by  stating,  "Decreases  in 
total  cholesterol  *  *  *  have  also  been 
reported,"  (emphasis  added),  without 
mentioning  that  the  predominant 
finding  is  that  there  is  no  effed  on  total 
cholesterol. 

Similarly,  FDA  stated  that  the 
strongest  studies  among  normal  subjects 
(Refs.  6. 9. 14,  49.  54.  73.  and  166) 
found  no  change  in  LDL  cholesterol, 
and  one  reported  an  increase  in  LDL 
cholesterol  (Ref.  54).  Indeed,  most 
studies  on  hypertriglyceridemic  or 
hypercholesterolemic  subjects  reported 
an  increase  in  LDL  cholesterol  following 
fish  oil  supplementation  (56  FR  60663 
at  60669).  Consequently,  FDA  disagrees 
strongly  with  the  summary  statements 
in  the  LSRO  report: 

Effects  of  fish  oil  upon  LDL  have  been 
variable,  in  part  because  of  diHierent  dosea.  In 
normolipidemic  individuals,  LDL  has 
generally  declined  significantly.  In  some 
patients  with  primary  hypercholesterolemia, 
consumption  of  fish  (sic)  has  not  resulted  In 
altered  plasma  cholesterol  levels;  other 
studies  have  shown  decreased  cholesterol 
and  LDL  levels.  (Emphasis  added.) 

32.  Two  comments  stated  that  FDA 
had  not  considered  all  relevant  data  on 
HDL2  cholesterol,  and  dted  additional 
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studkM  that  raporfead  tncNMwi  HDU 
cholesterol  after  fieh  oil 
8iq»ptome«tatinn  One  coiewwl  tied 
that  oveiatt  HEX.  dtokoleiol  taade  to 
riaa.  and  cited  a  leview  paper  fay  Hanis 
(Re£  62).  The  LSKO  lepoit  aleo 
coiich*ded  that  HDL  VMS  iBcraaaed  by 
htb.  oil  supplementation, 

FDA  disagreea  vrith  the  conunent 
regarding  the  overall  HDL  cholesterol 
diaoge  after  fish  oil  supplementatian. 
The  agency  considered  HDL  changes 
separately  tot  normaL  healthy  sidiiKis 
and  for  hyperlipidemic  subiKts  (56  FR 
60663  at  60669).  Neaily  all  studies  oa 
normal  suhjeds  found  no  sipiifirant 
changa  in  HDLchoIestarol  lanreL  Soma 
investigators  reported  increased  HDLo. 
but  the  data  on  HDLa  were  equivocaL 

FDA  also  disagreea  with  the 
conclusions  of  the  LSRO  report 
regarding  HDL  choleateraL  because  it 
does  not  represent  the  totdity  of 
publicly  available  scientific  evidence. 
The  LSROsununary  states."In  soise 
studies  HDL  concentrations  have 
actually  increased  with  conaumptinn  of 
fish  oiP  (emphasis  addedj.  not 
acknowledging  that  the  balance  of 
available  scientific  evidence  on  HDL 
indicates  no  change,  bi  the  review  by 
Harris  cited  in  the  comment,  the 
changas  in  tfilL  cholesterol  in  each 
stu^  were  weighted  according  to  the 
number  of  sul^'ects  in  the  study,  giving 
a  per-subject  change.  This  method  of 
poohng  data  from  difGnent  studies  does 
not  account  for  the  variatioB  ctf  the 
response  of  subjects  in  each  study,  the 
amount  of  omem-3  fotty  acids  fed,  the 
duration  of  feeding,  or  the  source  of  the 
omega-3  fat^  adds.  Therefbie.  it  must 
be  coBsidered  only  an  estimate  of  the 
effiacts  oTomega-S  fatty  acids  on  HDL 
cholesterol.  Harris  calculated  the 
average  HI^  cholesterol  change  for 
normal  subjects  to  be  an  increase  of 
approximately  3  percent,  a  net  change 
smaller  than  the  usual  variability  in  the 
test  used  to  measure  HDL. 

The  agency  agrees  with  the  comment 
that  not  all  HDLi  data  weia  considered 
in  the  proposed  rule,  ahhough  FDA 
noted  (56  FR  60663  at  60669)  that  some 
studies  among  normal  subjects  found 
increases  in  the  HDLj  fractioB  tdid. 
cholesterol,  and  that  these  r^orts  were 
the  most  promising  dianges  in  blood 
lipids.  Of  the  six  refarences  dted  by  Ae 
comnents  as  not  incfaded  among 
studies  showing  mcreased  HDL 
cholestercrf  af^  omeg|t-3  fatty  acids, 
two  were  pt^lished  after  the  time 
period  covered  in  the  proposed  rule 
(Refs.  235  and  252).  One  other  paper  not 
dted  by  FDA  in  its  proposal,  ahhou^ 
it  was  published  dtwing  1988  (Ref  291). 
deah  wHh  insuHn-depcndent  diabetics. 
The  other  three  papers  were  dted  by 
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these  pepew  isfsiding  HDLt  cholestBiel 

levels  wen  Bol  disoassad  (RafiL  1. 32. 

and  146). 
FDA  raaocaauaad  thoaa  pepars  dtaA  il 

dted  but  from  which  it  did  not  praiaait 

data  re^rdiag  HDLa.  together  with  thf* 
newer  psften.  When  fractions  of  HDL 
diolestarol  have  beea  reported,  aa 
increase  has  geoerally  been  fiound  ia  &• 
HDU  fraction  (Refs.  1. 32. 146. 23S.  2S1. 
and  291).  wUh  a  can^taiahla  daoeaae  in 
the  HZX4  fraction  (Re&.  1. 23S.  and 
251).  This  represents  a  shift  wUhia  Ihs 
HDL  fractioae  towod  a  Upid-rkh 
lipoprotein,  aad  away  from  a  pr^^jbainr 
rich  lipoprotein,  similar  to  that  r^KKtod 
for  LDL.  Below.  Tkia  shift  has  baaa 
reported  when  there  is  (ReCs.  32. 148. 
235.  and  291)  or  is  not  (Refs.  1  and  251) 
a  change  ia  toUl  HDL  cholestaioL  This 
raisesme  possibility  that  a  shift 
occurred  in  other  studies  where  total 
HDL  was  reported  aa  not  rhangpd. 

However,  the  importance  of  the  shift 
in  subfractions  of  HDL  is  not  dear.  FDA 
noted  in  its  proposal  (56  FR  60663  at 
60669)  diat  there  is  evidence  that  the 
HDLa  fraction  is  the  one  most  closely 
linked  to  risk  of  CHD.  However,  the 
agency  was  unable  to  find  evidence  that 
there  was  significant  sdeatific 
agreement  that  HDL2  was  the  fraction  of 
HDL  most  dowly  associated  with  CHD. 
The  National  Institutes  of  Health's 
National  Heart.  Lung,  and  Blood 
bistituta  (NHLBI)  consensus 
development  conference  on 
Triglyceride.  Hi^  Density  Lipoprotein 
and  Ck>ronary  Heart  Diseese  (ReL  255). 
anticipated  in  the  proposal  (56  FR 
60663  at  60664).  concluded  that.  It  is 
not  known  to  ^ahat  extent  diese 
alterations  of  HDL  contribute  to 
atherogenesis." 

Therefore,  data  on  changes  in  HDL 
subfractions  after  increased 
consumption  of  ome^-3  fatty  adds  do 
not  provide  a  sufTident  basis  for  a 
health  daim,  because  there  is  not 
significant  sdentific  agreement  that 
HDL2  is  diredly  related  to  risk  of  CHD. 
If  the  risk  of  CHD  becomes  linked  with 
HDL2.  diese  findings  in  normal  subjects 
may  be  of  great  importance. 

33.  Many  comments  indicatad  that 
high  triglycerides  are  causally  related  to 
decreased  HDL.  that  triglycerides  are  an 
indepmd^nt  risk  fador  for  CHO.  or  that 
statistica)  manipulations  of  data  and 
impredse  measurements  of  triglycerides 
obscure  the  importance  of  triglycerides 
as  a  risk  Cador  for  CHD.  One  comment 
provided  additional  ritations  regarding 
the  relationship  between  triglycerides 
and  HDL,  but  these  did  not  beer  on  risk 
of  CHD.  One  comment  stated  that  it  was 
generally  ageed  that  triglycerides  were 
not  independently  tw^*"^^  with  CHD. 


FDA  (tfsa«raee  wiA  ^  bat  tile  last 
coohmbL  FDA  is  awan  that  there  has 
beea.  and  stiD  is.  subelaatiel  interest  in 
the  poteatid  role  off  tri^yosridas  in  fte 
etiotoor  of  CHD  («.«..  Ref.  206).  Because 
ol  the  aatimMd  interest.  dM 
relsrtowriito  between  triglycaridec  and 
CHD  wae  tta  topic  of  a  coosansus 
devalopaMPt  ooafHence  sponaeiad  by 
NHLBI  on  February  26  throu^  28, 
1992.  IWLBi  had  prawioua^  addreaaed 
this  topic  in  1963  and  condBdad  at  dial 
time  that  Hm  lallfcwuhip  wa 
controvantaL  Tba  laoanl  uuinauoa 
(ReL  255)  casM^udad.  "For  triglycarida. 
the  data  am  mixed:  although  Strang 
assodations  are  fannd  in  some  studies, 
the  evidence  on  a  causal  ralatioB  is  still 
incomplete^" 

FDA  apaaa  that  the  statistical 
methods  pcawioMsty  used  to  study  the 
relatiooshin  between  triglycerides  and 
CHD  have  Iwaened  the  likelihnod  thai 
triglycerides  would  be  found  to  be  a 
significant,  independent  predidor  of 
CHD.  Furthermore,  the  agency  believes 
that  study  design  and  analytic 
meesurement  methods  have  contributed 
to  variation  in  triglycerides  that  may 
have  resulted  in  redncing  the  statistical 
association  between  tiiglyceridas  and 
CHD.  FDA  briieves  that  mese  sources  of 
variation  in  trigfycertdee  can  be  reduced 
by  careful  study  design  and 
standardized  analytica)  measurement 
techniques,  end  also  that  clinical 
studies  demned  to  lower  triglycerides 
could  provide  a  basis  upon  which  to 
reconsider  the  importance  of 
triglycaridea  in  CHDl 

34.  SoixM  comments  stated  (hat  soma 
very  recent  evidsoce  from  the  Helsinki 
Heart  Study  supports  a  protective  eCtect 
of  lowering  trigiyceridas,  at  least  for  a 
seleded  aul^K^ulatiao  of  paople  with  a 
high  ratio  of  LDL  dhotastarol/HDL 
cholesterol  and  verv  high  triglycerides. 

FDA  agrees  that  fish  oils  reduce 
plasma  triglycerides.  In  its  proposal 
FDA  wrote.  "Tbe  prednminanf  blood 
lipid  efkcts  offish  oils  *  *  *  are 
decreased  plasma  triglycerides  and 
VLDL."  (56  FR  60663  at  60669.)  In  this 
regard  FDA  and  LSRO  were  in 
agreement.  The  LSRO  summary  states. 
"The  most  striking  efEed  is  towering  of 
plasma  tri^cerida  and  VLDL 
concentrations." 

FDA  disagrees,  however,  that 
triglycerides  have  been  established  as  an 
independent  risk  fador  for  CHD.  The 
recent  results  from  the  Helsinki  Heart 
Study  (Ref.  242)  were  discussed  at 
length  at  the  NHLH  consensus 
development  conference  (Re£  255). 
While  the  reductian  in  CHD  mortality 
following  drug  intervention  was 
dramatic  (Le..  approximately  7-fald)  for 
a  particulas  sub^o^  with  both  elev^ed 
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triglycerides  and  elevated  LDL  to  HDL 
ratio,  this  result  was  obtained  by  a  post 
hoc  analysis  of  earlier  results.  Because 
the  combinatioQ  of  factors  used  to 
connote  the  high-risk  group  (i.e.,  high 
LDL  cholesterol  to  HDL  cholesterol  ratio 
and  high  triglycerides)  was  determined 
after  the  data  were  collected,  these 
results  are  not  the  results  of  the  testing 
of  a  hypothesis,  but  are  the  origins  of  a 
new  hypothesis.  The  authors  indicate 
that  the  cut-off  points  for  the  ratio  of  . 
LDL  to  HDL  and  triglycerides  chosen 
were  to  some  extent  arbitrary.  The 
actual  number  of  cardiac  events  in  the 
study  was  small  (e.g.,  18  events  among 
138  subjects  in  the  highest  risk 
subgroup),  and  the  reduction  in  all- 
cause  mortality  due  to  the  lipid- 
loitfering  drug,  gemfibrozil,  was  not 
significant.  Finally,  independent  of  LDL 
to  HDL  ratio,  increased  triglycerides 
alone  were  not  associated  with  an 
increased  risk  of  heart  attack. 

The  dramatic  reduction  of 
triglycerides  by  omega-3  fatty  acids  has 
resulted  in  their  use  in  the  treatment  of 
a  rare  genetic  hypertriglyceridemia  (type 
V)  to  prevent  noncardiovascular  effects 
of  hig^  triglycerides  (i.e..  pancreatitis), 
but  the  usefulness  of  lowering 
triglycerides  as  a  general  strategy  in 
prevention  of  CHD  is  not  generally 
agreed.  Therefore,  FDA  believes  that  the 
triglyceride-lowering  effect  of  fish  oils 
for  some  at-risk  persons  does  not 
provide  a  basis  lor  a  health  claim  at  this 
time. 

35.  Numerous  comments  indicated 
that  postprandial  triglyoeridemia  is  a 
mechanism  of  action  in  the 
development  of  atherosclerosis.  Some 
comments  indicated  that  the 
relationship  of  elevated  triglycerides  to 
risk  of  CHD  would  be  discussed  at  the 
NHLBI  consensus  development 
conference  (Rel  255).  Others  pointed 
out  that  LSRO  had  concluded  that 
elevated  very  low  density  lipoproteins 
(VLDL)  and  triglycerides  were 
atherogenic.  LSRO  stated  that  the 
reduction  of  postprandial 
hyperlipidemia  is  a  "most  important 
anti-atherogenic  action."  LSRO  wrote  in 
the  summary  that.  "Since  postprandial 
lipemia  has  been  identified  as  an 
atherogenic  risk  factor,  its  prevention  by 
w-3  fatty  acids  would  be  a  most 
desirable  effect"  (emphasis  added),  and 
in  its  conclusions  LSRO  wrote: 

Fish  oil  has  ■  generally  accepted 
hypolipidemic  effect  without  depressing 
HDL.  This  applies  most  to  VLDL  and 
triglyceride,  lipids  now  believed  to  he 
athnrogenic.  There  is  little  doubt  that  there  is 
a  reduction  of  postprandial  hyperlipidemia 
following  the  ingestion  of  dietary  fat  if  the 
l>ackground  diet  contains  relatively  small 


qiiantities  of  w-3  fatty  acids.  This  may  be  a 
most  important  anti-atherogenic  action. 

FDA  agrees  that  fish  oils  do  not 
generally  lower  HDL  FDA  also  agrees 
that  major  blood  lipid  effects  of  omega- 
3  fatty  acids  are  reductions  of 
triglyceride  and  VLDL.  The  role  of 
omega-3  fatty  acids  in  the  reduction  of 
postprandial  triglycerides  was  described 
in  three  papers  abstracted  by  LSRO 
(Refs.  15,  59.  and  163).  While  the  first 
two  papers  used  high  levels  of  omega- 
3  fatty  acids  (30  and  9  g  of  EPA  plus 
DHA/day.  respectivelv),  the  recent 
paper  used  only  5  g  of  fish  oil, 
containing  1.7  g  EPA  plus  DHA.  These 
studies  showed  that  the  concentration  of 
plasma  chylomicrons  after  a  high-fat  test 
meal  was  significantly  less  if  the 
subjects  had  been  consuming  a  fish  oil 
diet  than  if  they  had  been  consuming  a 
saturated  fat  or  olive  oil  supplemented 
diet.  Thus.  FDA  agrees  that  fish  oils 
reduce  postprandial  lipemia. 

However.  FDA  disagrees  that  there  is 
significant  scientific  agreement  that 
VLDL  and  triglycerides  are  atherogenic, 
or  that  the  reduction  in  postprandial 
hyperlipemia  is  a  most  important  anti- 
adierogenic  action.  Neither  the  Federal 
Government  nor  other  authoritative 
reports  have  included  these  blood  lipid 
measures  among  those  they  consider  to 
be  independent  risk  factors  associated 
with  CHD  (Refs.  34  through  36.  and 
115).  Furthermore,  postprandial  lipemia 
was  discussed  at  the  February  1992 
NHLBI  consensus  development 
conference.  The  summary  of  that 
conference  stated,  "Postprandial 
triglyceride  may  be  more  important  than 
the  fasting  triglyceride  levels  (to  CHD], 
but  little  is  known  about  this  at  the 
present  time."  (Ref.  255). 

FDA  notes  that  the  only  paper  in  the 
LSRO  report  cited  in  support  of  this 
hypothesized  mechanism  of  action  of 
omega-3  fatty  acids  in  the  prevention  of 
CHD  was  a  review  paper  published  in 
1979  (Ref.  305).  Therefore,  FDA  believes 
that  there  is  not  significant  scientific 
agreement  at  this  time  that  postprandial 
triglycerides  are  related  to  the  risk  of 
CHD. 

ij.  Vessel  wall  effects 

36.  One  comment  indicated  that  two 
new  studies  support  the  use  of  omega- 
3  fatty  acids  to  prevent  restenosis,  the 
closing  of  a  mechanically  opened  blood 
vessel  (Refs.  172  and  259).  This 
comment  suggested  that  FDA 
discounted  the  findings  of  the  Dehmer 
study  (Ref.  30)  on  the  basis  that  it 
employed  simultaneous  treatment  with 
dnii»  and  fish  oils. 

FDA  considered  the  use  of  omega-3 
fatty  acids  to  prevent  restenosis  to  be  a 
drug  usage  (56  FR  60663  at  60670),  and 


notes  that  patients  in  these  studies  are 
under  a  physician's  care.  FDA's 
description  of  the  Dehmer  study  points 
out  a  limitation  of  the  data  that  is 
common  in  other  reports  of  no  effect  of 
omega-3  fatty  acids  in  restenosis  (Refs. 
56, 106,  and  121),  that  the  studies  have 
not  controlled  for  generalized  ejects  of 
PUFA's  that  are  not  specific  to  omega- 
3  fatty  acids.  A  better  balanced 
experimental  design  would  be 
comparison  of  drugs  plus  omega-3  fatty 
acids  to  drugs  plus  alternate  PUFA's 
(e.R^com  oil). 

FDA  agrees  that  the  new  studies 
provide  some  support  for  the  role  of 
omega-3  fatty  acids  in  prevention  of 
restenosis,  although  neither  was 
designed  to  distinguish  effects  of  omega- 
3  fatty  acids  fit>m  effects  of  omega-6 
PUFA's. 

Nye  et  al.  (Ref.  259)  studied  79  men 
and  29  women  who  were  referred  for 
angina  and  underwent  coronary 
percutaneous  transluminal  angioplasty 
(PCTA),  i.e..  a  mechanical  opening  of  a 
closed  heart  blood  vessel.  The  subjects 
were  randomly  assigned  to  one  of  three 
treatments:  (1)  A  combination  of  aspirin 
plus  dipyridamole  (an  anti-platelet 
combination  of  drugs),  (2)  olive  oil 
placebo,  or  (3)  12  milliliters  (mL)  fish 
oil  containing  3.2  g  EPA  plus  DHA/day. 
Subjects  were  restudied  1  year  later  or 
before  if  symptoms  recurred,  and  93 
percent  of  all  subjects  were  followed  for 
the  year.  Although  there  was  no 
significant  difference  in  angina  among 
the  groups,  the  rate  of  restenosis, 
defined  in  this  study  as  a  loss  of  50 
percent  or  more  of  the  luminal  diameter 
increased  by  PCTA,  was  significantly 
less  in  the  fish  oil  group  (11  percent) 
than  in  the  placebo  ^up  (30  percent). 

The  use  of  olive  ou  as  the  placebo  did 
not  control  for  effects  due  to  PUFA's 
(omega-6).  Also,  it  is  notable  that  the 
restenosis  rate  in  the  aspirin  group  was 
somewhat  higher  (17  percent)  than  in 
the  fish  oil  group,  because  aspirin  is  a 
much  more  potmt  inhibitor  of  platelet 
function  than  EPA  in  fish  oil. 
Nonetheless,  these  results  are  consistent 
with  an  effect  of  omega-3  fatty  acids  in 
reducing  restenosis. 

The  full  "Quebec  study"  was 
published  after  the  receipt  of  the 
comment,  but  because  it  was  cited  in 
the  comment  it  will  be  discussed  here. 
In  this  study.  Bairati  et  al.  (Ref.  172) 
conducted  a  double-blind,  randomized 
intervention  with  either  fish  oil 
containing  4.5  g  EPA  plus  DHA/day.  or 
olive  oil  placebo  in  205  patients 
undergoing  first  PCTA.  "The  treatments 
were  started  3  weeks  before  the 
procedure,  and  continued  for  6  mcaitfas 
after.  Restenosis  was  assessed 
angiographically,  using  a  quantitative 


--,f,  ,5 


/  Vol.  58..  No.  3  /  yt9damdmf,  Janu^y  6.  1983  /  Rules  and  Regahtions        2693 


corapitfar  snaSiyut  progran.  RostaBOsis 
was  reduced  ia  ^a»  llah  oil  gnwp 
compaied  to  th»  olive  oil  grao^i 
according  to  3  ol  4  definitions  of 
restenosis.  It  was  not  reduced  aaarding 
to  tlie  clinical  definitioD  osedtqr  Nye  et 
al.  (Ref.  2S9).  above,  of  a  toss  erf  50 
percmt  or  more  of  the  luminal  dian:iet«r 
incaaased  by  PCTA. 

This  study  also  collected  dietary  data. 
The  third  of  the  sidiiects  with  the 
highest  coDsunqitioa  of  oinega-3  fatty 
acids  (0.15  e/day)  and  the  third  of  the 
subjects  with  intermediate  coosumption 
of  oinega-3  fatty  adds  (0.033  to  aiS  g/ 
day)  had  significantly  lower  rales  of 
restenosis  than  the  ^iid  consuming  the 
least  amount  of  omega-3  fiatty  acids.  In 
fact,  dietary  omega-3  fatty  adds  (other 
than  the  supplement)  were  associated 
with  a  greater  reduction  in  diance  of 
restenosis  than  was  the  supplement. 
This  result  was  somewhat  surprising, 
since  the  suf^lonent  contained  30 
times  the  amount  of  omege-3  fatty  adds 
in  the  diet.  No  diHerencee  in  rate  of 
restenosis  were  found  according  to 
intake  of  total  fat,  polyunsaturated  fat, 
monounsaturated  fat,  saturated  fat, 
cholesterol,  or  total  seafood 
consumption.  These  results  stiggest  that 
chronic  consumption  of  low  amounts  of 
omega-3  fatty  adds  m^  be  as  useful  in 
preventing  restenosis  as  much  larger 
amounts  consumed  for  a  few  weeks 
prior  to  and  after  PCTA. 

In  general,  the  results  of  Bairatit  et  al. 
(Ref  172)  and  Nye  et  al.  (Ref  259)  are 
consistent,  even  thoo^  they  obtained 
different  results  according  to  one 
identical  definition  of  restenosis.  The 
Bairati  et  al.  study,  like  Nye  et  al.  1990, 
used  olive  oil  as  the  control.  If  the 
mechanism  of  action  of  omega-3  fatty 
acids  in  restenosis  is  through 
competition  with  AA,  this  control  is 
suitable,  and  an  omega-6  fatty  add  oil 
would  have  made  the  difference  due  to 
omega-3  fatty  adds  even  more 
pronounced.  If.  however,  the 
mechanism  of  action  is  through 
nonspecific  effects  of  highly  unsaturated 
fatty  acids,  then  a  control  of  a  PUFA 
(e.g.,  com  oil)  might  have  reduced  the 
apparent  eff'ect  of  omega-3  fatty  acids.  It 
is  notable  that  the  only  study  of 
restenosis  that  has  used  a 
polyunsaturated  fat  control  (an  olive  oil- 
com  oil  mix)  did  not  find  an  effed  (Ref. 
56). 

37.  Five  studies  in  humans  relevant  to 
the  adions  of  omega-3  fatty  acids  on  the 
vessel  wall  were  referenced  in 
comments  (Refs.  200,  213, 259,  268,  and 
277),  including  two  pubHdied  since  the 
time  period  covered  oy  FDA's  review  in 
its  proposed  rule  (Refa.  200  and  268). 
Hamakazi  et  al.  (Ref  213)  found  a 
slower  aortic  pulse  wave  velodty  (an 


electro-physiologic  maasurement)  in 
persons  frooa  a  Japanese  fishing  village 
compared  to  those  from  a  farming 
village.  Other  data  showed  the 
populations  differed  in  their  intake  of 
omege-3  fatty  adds.  Rapp  et  al.  (Ref. 
268)  measured  the  amount  of  omega-3 
fatty  adds  in  ibe  atherosclerotic  lesion 
Bitter  consumption  of  omega-3  fatty  adds 
at  a  high  lovM  (6  percent  of  calories,  16 
to  21  g  EPA  plus  DHA/day)  for  6  to  120 
days  prior  to  planned  sui]gical 
intervention,  and  fotmd  that  the  amount 
of  omega-3  fatty  acids  in  the  lesion 
continued  to  increase  throughout  the 
time  of  ingestion.  Force  et  al  (Ref  2001 
studied  the  efliacts  offish  oils  and 
aspirin  on  the  production  of  urinary 
metabolites  of  AA  and  EPA.  Fish  oil 
feeding  resulted  in  a  slight  decrease  ia 
the  amount  of  thromboxane  Az  made  in 
the  platelet,  a  decrease  in  the  amount  of 
AA-derived  prostacyclin  made  in  the 
endothelial  cell,  and  an  increase  in  the 
amount  of  EFA-derived  prostacyclin 
made  in  the  emlothelial  celL  Schmidt  et 
al.  (Ref  277)  described  decreased 
monocyte  chemotaxis  among 
hypertensive  petients  after  fish  oil 
feeding.  The  Nye  et  al.  study  is 
discussed  in  comment  36  of  this 
document 

FDA  considws  these  studies  to  be 
observational,  not  dearly  associating 
omega-3  fatty  adds  with  risk  of  CHD. 
The  correlation  data  of  Hamakazi  et  al. 
do  not  indicate  a  spedfic  role  for 
omega-3  fatty  adds.  The  Rapp  et  al.  data 
verify  that  it  is  possible  to  incorporate 
omega-3  fatty  adds  into  preexisting 
atherosderotic  plaque,  but  the  relevance 
of  incorporated  omega-3  fatty  acids  has 
not  been  established.  The  studies  of 
Force  et  al  and  Schmidt  et  al.  relate  to 
a  potential  mechanism  of  action  of 
omega-3  fatty  adds,  but  the  importance 
of  these  acticms  in  redudng  risk  of  CHD 
has  not  heen  established. 

38.  Many  comments  stated  that  the 
biochemical  and  physiological  actions 
of  omega-3  fatty  adds  are  anti- 
atherogenic because  they  favor 
vasodilatation  and  inhibit 
vasoconstriction.  One  comment  by  a 
manufacturer  of  omega-3  fatty  acids 
considered  these  actions  have  potential 
for  future  significance.  Two  comments 
dted  a  list  of  effects  of  omega-3  fatty 
acids,  suggesting  that  each  of  the  effects 
in  the  list  was  anti-atherogenic.  and 
other  commmts  refierred  to  one  or  mora 
of  the  components  in  the  list.  The  listed 
changes  were: 
decreased  thromboxane; 
increased  prostacyclin  and  leukotrieoie 

(LTB4); 

decreased  fibrinogen; 

decreased  platelet  activating  factor 

(PAF); 


decreased  platelet-derived  growth  factor 

(PDGF); 

decreased  superoxidiBr 

decreased  interteeldn-l  (TNFh 

increased  endothetimft-derived 

rekxadon  factor  (EDRF): 

decreaiad  hpoprotein  (a)  (LiKa)); 

reduced  influnmalory  response;  and 

increased  fibiino^rtic  activity. 

The  LSRO  report  stated  that  other 
mechanisms,  sudi  as  cellular  growth 
factors.  inteileukiB-1  and  cjrtokins,  and 
EDRF  may  be  important  in  the 
development  of  alberosderosis,  and  be 
aSectad  by  omega-S  fatty  adds. 
However,  except  for  a  single  in  vitro 
study  on  PDGF.  no  data  are  described  in 
the  report  regarding  tbase  fadors,  nor  is 
their  relevance  to  human  CHD 
discussed. 

FDA  addresses  fibrinogen,  Lp(a),  and 
fibrinol3rtic  activity  in  comment  46  and 
in  section  II.C2.  of  this  document.  FDA 
does  not  agree  that  omega-3  fatty  adds 
produce  changes  in  all  of  the  listed 
parameters.  FDA  has  detenniTted  that 
for  some  of  these  endpoints  the  changes 
have  not  been  shown  to  be  spedfic  to 
omega-3  fatty  adds,  but  may  be  due  to 
polyunsaturated  fats  instead.  FDA 
disagrees  that  the  changes  brought  about 
by  omege-3  fatty  adds  wiD  prevent 
atherosclerosis.  Nifost  of  the  data 
regarding  chai>ges  in  these  endpoints 
brought  about  by  omega-3  fatty  adds 
have  been  derived  fiom  tissue  culture  or 
animal  experiments,  and  the  relevance 
to  human  atherosclerosis  has  not  been 
demonstrated. 

Thromboxanes  and  prostacyclins  are 
compounds  derived  from  omega-3  fatty 
acids  and  omega-6  fatty  adds  that  affert 
the  relaxed  state  of  the  blood  vessels. 
Thromboxanes  are  produced  primarily 
in  platelets,  and  prostacyclins  are 
produced  primarily  in  the  endothelial 
cells  of  the  blood  vessels.  The 
thromboxane  made  from  an  omega-6 
fatty  acid  called  AA.  thromboxane  A2.  is 
a  potent  vasoconstridor.  EPA  competes 
with  AA  for  the  enzyme  that  makes 
thromboxane  A2,  and  thereby 
diminishes  the  rate  of  production  of 
thromboxane  A2;  the  thromboxane  made 
ft'om  EPA  is  a  much  less  potent 
vasoconstridor.  The  prostacyclins  made 
fi-om  AA  or  EPA  in  the  endothelial  cells 
are  vasodilators.  Thus,  the  relative 
amounts  of  AA  and  EPA  in  platelets  and 
endothelial  cells  play  a  role  in 
determining  the  form  and  amoimts  of 
the  prostaglandins  and  thromboxanes 
that  affed  the  tension  of  the  vessel  walL 
Excessive  constriction  may  lead  to  an    . 
occlusion,  resulting  in  a  heart  attack. 
While  there  is  general  recognition  that 
these  vasoactive  compounds  may  play  a 
role  in  the  formation  of  dots  and 
thereby  in  heart  attacks,  there  is  00 


2694        Fedoral  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


agreement  about  the  extent  of  changes 
needed  in  the  concentrations  of  the 
vasoactive  compounds  in  order  to  have 
an  effect  on  heart  disease.  Changes  in 
the  amounts  of  these  vasoactive 
compounds,  produced  by  consumption 
of  fish  oil.  are  only  useful  as  marker  for 
CHD  only  insofar  as  there  is  significant 
scientific  agreement  that  the  magnitude 
of  the  changes  is  related  to  CHD.  FDA 
is  not  aware  of  any  such  agreement,  nor 
did  the  comments  provide  any  evidence 
of  agreement  that  particular  changes  in 
the  levels  of  these  vasoactive 
compounds  were  related  to  a  reduction 
in  risk  of  disease.  Furthermore,  the 
amount  of  omega-3  fatty  acids  needed  to 
produce  these  changes  in  humans  is  not 
known. 

For  FDGF  the  evidence  is  confined  to 
animal  studies  (Ref.  201),  and  the 
relevance  to  human  disease  has  only 
been  suggested,  not  demonstrated.  The 
animal  studies  on  PDCF  also  did  not 
show  that  the  effect  was  specific  to 
omega-3  fatty  acids.  For  example,  the 
PDCF  effect  was  observed  also  after 
polyimsaturated  fats,  and  was  abolished 
by  anti-oxidants,  suggesting  that  any 
highly  unsaturated  fatty  acids  prone  to 
oxidation  would  have  the  effect.  The 
experiments  on  EDRF  (Ref.  181)  also  did 
not  show  that  the  effects  were  specific' 
to  omega-3  fatty  acids,  since  the 
experiments  were  carried  out  in  the 
presence  of  indomethacin.  which  blocks 
the  eicosanoid  effects  of  EPA.  In  fact, 
the  authors  consider  changes  in 
membrane  fluidity  to  be  a  reasonable 
explanation  for  the  effects.  In  yet  other 
cases,  e.g.,  TNF,  there  are  conflicting 
results  depending  on  the  species  (Refs. 
41  and  236),  and  the  findings  must  be 
considered  preliminary. 

FDA  considered  the  effect  of  omega- 
3  fatty  acids  on  chemotaxis,  one  aspect 
of  inflammatory  response  (56  FR  60663 
at  60670).  A  complete  discussion  of  the 
role  of  fish  oils  in  inhibition  of  the 
inflammatory  process  is  outside  of  the 
scope  of  this  rulemaking,  but  the 
relationship  between  omega-3  fatty 
acids  and  inflammatory  response  could 
be  the  subject  of  a  petition  for  a  health 
claim  that  includes  the  necessary 
information  about  this  relationship. 

FDA  agrees  that  the  biochemistry  of 
the  products  formed  from  the  omega-3 
fatty  acids  in  vivo  (i.e..  eicosanoids) 
have  been  shown  under  experimental 
conditions,  usually  in  vitro,  to  have 
pronounced  effects  on  the  vessel  wall. 
However,  demonstration  of  isolated 
biochemical  effects  is  not  a  sufficient 
basis  upon  which  to  make  a  claim 
regarding  the  outcome  of  a 
multifactorial  process.  Intermediate 
markers  of  CHD  are  useful  only  insofar 
as  there  is  significant  scientific 


agreement  that  changes  in  these  markers 
produced  by  omega-3  fatty  adds  are 
causally  related  to  CHD. 

b.  Thrombosis  and  hemostasis 

39.  A  few  comments  stated  that  the 
mode  of  action  of  omega-3  fatty  acids 
may  be  through  stabilization  of 
arrhythmia,  and  noted  the  reduced  rate 
of  death  after  heart  attacks  (Mi's)  in  the 
Dart  study  (Ref.  16).  This  comment  also 
stated  that  certain  animal  data  were 
consistent  with  this  hypothesis.  The 
comments  stated  that  the  fibrillation 
mechanism  suggested  by  DART  was 
compelling,  because  60  percent  of 
sudden  deaths  are  caused  by  ventricular 
fibrillation  following  reperfusion.  Many 
commented  that  data  from  nonhuman 
primate  models  show  that  omega-3  fatty 
acids  abolish  arrhythmias,  whereas 
polyunsaturated  fat  (safflower  oil)  had  a 
lesser  effect. 

FDA  disagrees  with  these  comments. 
FDA's  review  of  the  literature  regarding 
the  usefulness  of  omega-3  fatty  acids  in 
arrhythmia  and  ventricular  fibrillation 
found  only  one  study  on  arrhythmias  in 
humans,  and  it  reported  no  significant 
effect  of  omega-3  fatty  acids  (Ref.  58).  A 
review  in  1989  also  concluded  that, 
even  among  the  animal  studies,  there 
was  no  significant  difference  between 
omega-3  fatty  acids  and  other 
polyunsaturated  fats  on  arrhythmias 
(Ref.  269). 

The  data  from  the  studies  in 
nonhuman  primates  (i.e..  the  marmoset 
monkey)  were  published  only  as  a 
nonpeer-reviewed  paper  in  a  book  (Ref. 
188).  Two  papers  by  the  same  author  on 
the  same  topic  were  cited  in  1990  as  in 
press  in  a  peer-reviewed  journal,  but 
have  not  yet  been  published.  Therefore. 
FDA  regards  the  data  on  nonhuman 
primates  as  preliminary  only. 
Furthermore,  the  data  for  the  marmoset 
monkey  were  obtained  after  prolonged 
feeding  for  12  or  24  months  with  a 
supplement  of  DHA-rich  fish  oil  at  a 
level  of  8  percent  of  the  diet  by  weight. 
FDA  calculates  that  this  would  provide 
2.5  g  of  omega-3  fatty  acids  from  fish 
oil/kilogram  (kg),  over  50  times  the 
usual  rate  of  supplementation  in  human 
studies  (10  g  fish  oil  or  3  g  omega-3  fatty 
acids/day  for  a  70  kg  subject),  and  over 
300  times  the  amount  of  omega-3  fatty 
acids  associated  with  reduced  risk  of 
CHD  in  the  epidemiologic  literature 
(Refs.  16.  38.  and  87  report  300  to  660 
milligrams  (mg)/day).  'Thus,  the 
relevance  of  these  studies  to  omega-3 
fatty  acids  in  the  human  diet  is 
questionable. 

FDA  is  aware  of  in  vitro  data  that 
show  a  specific  protective  effect  of  EPA 
against  toxicity  of  heart  muscle  cells  in 
culture.  These  results  provide  a 


biochemical  basis  for  the  hypothesized 
stabilization  of  cardiac  arrhythmias  by 
oraega-3  fatty  acids.  Although  this  study 
(Ref.  212)  was  performed  in  vitro  on 
heart  cells  from  rats,  it  showed  that  the 
protective  effect  was  specific  to  omega- 
3  fatty  acids  (EPA)  because  a  similar 
effect  was  not  obtained  when  a  highly 
unsaturated  omega-6  fatty  acid  (AA)  was 
used  instead. 

FDA  also  regards  the  evidence  from 
the  Burr  study  of  reduced  death 
following  a  heart  attack  among  those 
men  advised  to  increase  fish 
consumption  as  consistent  with  a 
stabilization  of  arrhythmias  (Ref.  16). 
FDA  agrees  that  this  postulated 
mechanism  of  action  is  of  great  potential 
public  health  significance.  However,  the 
agency  finds  the  clinical  data  available 
at  this  time  are  not  in  agreement  with 
animal  and  in  vitro  data.  Because  the 
clinical  data  are  not  in  agreement  with 
these  other  types  of  data  and  because  of 
the  limitations  in  the  animal  studies, 
FDA  concludes  that  there  is  not 
sufficient  basis  for  protective  effect 
specific  to  omega-3  fatty  acids  on 
arrhythmias,  and,  therefore.  CHD  in 
humans. 

40.  One  comment  criticized  the  6- 
week  clinical  study  by  Hardarson  et  al. 
that  found  no  effect  of  omega-3  fatty 
acids  on  arrhythmias  (Ref.  58),  arguing 
that  the  time  for  incorporation  of  omega- 
3  fatty  acids  into  heart  phospholipids 
was  too  short  for  an  effect  to  be 
observed. 

FDA  agrees  in  part  and  disagrees  in 
part  with  this  comment.  Generally,  the 
time  needed  for  incorporation  of  omega- 
3  fatty  acids  into  cellular  phospholipids 
is  short:  studies  in  animals  show  such 
incorporation  in  a  period  of  weeks  (Ref. 
249).  In  the  Hardarson  study  (Ref.  58), 
a  substantial  amount  of  cod  liver  oil  was 
fed  (20  mL/day)  and  a  230  percent 
increase  in  plasma  phospholipid  EPA 
was  found.  There  was  no  trend  toward 
reduced  arrhythmias.  Other  data, 
however,  show  that  although  plasma 
phospholipids  increase  the  omega-3 
fatty  acid  content  during  the  first  few 
weeks  of  supplementation,  the 
incorporation  of  omega-3  fatty  acids  in 
human  atherosclerotic  plaque  continues 
to  increase  through  120  days  (Ref.  268). 
Therefore,  FDA  agrees  with  the 
comment  the  supplementation  period  in 
the  Hardarson  study  (Ref.  58)  may  have 
been  too  short  to  find  an  effect  of  fish 
oils  on  occurrence  of  arrhythmias.  Also, 
the  agency  notes  that  the  absence  of  a 
difference  in  CHD  mortality  during  the 
first  6  weeks  of  the  Burr  study  (Ref.  16) 
is  consistent  with  the  hypothesis  that 
prolonged  intake  of  omega-3  fatty  acids 
(longer  than  6  weeks)  is  needed  to 
observe  an  effect  on  arrhythmias  or 
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other  mechanisms  that  reduce  CHD 
mortahty.  FDA  agrees  that  effects  of 
long-term  consumption  of  omega-3  fatty 
acids  on  arrhythmias,  other  platelet  or 
vessel  wall  functions,  and  even  some 
blood  lipid  measures  have  not  been 
sufficiently  studied. 

i.  Bleeding  times 

41.  Two  comments  stated  that  there  is 
no  evidence  of  increased  bleeding  even 
among  patients  who  had  ingested  6  to 
8  g  of  EPA  plus  DHA/day  and 
underwent  emergency  surgery,  coronary 
artery  bypass  surgery  or  angioplasty. 
The  comments  argued  that  increased 
bleeding  has  not  a  safety  concern. 

FDA  agrees  that  there  are  few  reports 
of  excessive  bleeding  after  ingestion  of 
omega-3  fatty  acids.  However,  FDA 
notes  that  the  cited  reports  are  for 
subjects  with  CHD.  and  evidence  of  the 
lade  of  excessive  bleeding  complications 
in  this  population  is  not  sufficient  to 
assure  safety  of  omega-3  fatty  acids  in 
the  general  population.  FDA  believes 
that  changes  in  bleeding  due  to 
consumption  of  omega-3  fatty  acids 
remains  a  valid  safety  concern  (see 
comment  52  of  this  document). 

//.  Platelet  aggregation 

In  the  proposal.  FDA  stated: 

The  relationship  between  platelet 
aggregation  and  the  risk  of  heart  attacks  or 
CHD  death  in  the  general  population  is  an 
important  line  of  evidence  that  would 
support  drug  claims  and  perhaps  health 
claims  for  omega-3  fatty  acids.  Although 
there  is  some  evidence  that  changes  in 
platelet  aggregation  may  help  prevent  second 
heart  attacks  •  •  •  it  has  not  been  shown  that 
changes  in  platelet  aggregation  in  the  general 
population  will  reduce  the  risk  of  CHD. 

(56  FR  60663  at  60670.) 
The  agency  added:  "What  has  not  been 
established,  however,  is  that  platelet 
aggregation  is  a  bona  fide  surrogate  risk 
factor  for  CHD  in  the  general 
population."  (56  FR  60663  at  60672.) 

42.  Many  comments  argued  that 
platelet  aggregation  is  completely 
substantiated  as  a  marker  for  risk  of 
CHD.  based  on  the  results  of  the 
Physicians'  Health  Study  (Ref.  66).  One 
comment  qualiBed  this  conclusion 
stating  that  the  primary  effect  of  omega- 
3  fatty  acids  in  vivo  was  to  reduce 
platelet  deposition  at  sites  of  aortic 
lesions. 

FDA  acknowledges  that  aspirin 
studies  provide  evidence  that  platelet 
aggregation  is  a  risk  factor  for  CHD.  The 
effect  of  aspirin  in  inhibiting  platelet 
function  has  been  shown.  Among 
persons  who  have  already  had  an  MI. 
aspirin  is  effective  in  preventing  a 
second  infarction.  FDA  has  proposed 
that  aspirin  be  used  to  reduce  the  risk 


of  death  and/or  nonfatal  heart  attack  in 
patients  with  previous  infarction  or 
unstable  angina  pectoris  as  a 
professional  labeling  indication 
(provided  to  health  professionals.^  but 
not  to  the  general  public),  in  the 
tentative  final  monograph  for  over-the- 
counter  internal  analgesic,  antipyretic, 
and  antirheumatic  drug  products 
(November  16, 1988,  53  FR  46204  at 
46259).  However,  FDA  does  not 
consider  the  effects  of  aspirin  in  the 
Physicians'  Health  Study  sufficient  to 
establish  that  dietary  omega-3  fatty 
acids  would  have  the  same  effect  in  the 
general  population.  The  Physicians'    ; 
Health  Study  did  not  evaluate  omega-3 
fatty  acids.  The  study  population  was 
highly  selected;  the  rate  of  heart  attacks 
was  approximately  10-fold  lower  than 
in  the  general  population,  and 
cardiovascular  mortality  was  only  15 
percent  of  that  expected  for  the  general 
population  of  white  men  of  the  same 
age.  Also,  the  results  of  the  Physician's 
Health  Study  are  not  as  straightforward 
as  presented  in  the  comments.  The 
chairman  of  the  Physicians'  Health 
Study  reported  that  there  was  a  reduced 
risk  of  Ml  in  the  aspirin  group, 
predominantly  in  nonfatal  MI,  but  that 
there  was  no  significant  effect  on  overall 
cardiovascular  mortality  (a  2  percent 
reduction,  not  statistically  significant) 
(Ref.  66).  In  addition,  the  aspirin  group 
in  this  study  had  a  greater  number  of 
sudden  deaths  (Ref.  282). 

In  the  other  primary  prevention  trial 
(Ref.  265),  aspirin  did  not  have  any 
significant  effect  on  heart  attacks,  on 
stroke,  or  on  total  vascular  mortality. 
There  was  a  significant  increase  in 
disabling  stroke  in  the  group  taking 
aspirin. 

On  the  basis  of  these  studies  there  has 
not  been  an  endorsement  of  the  use  of 
aspirin  as  a  prophylactic  measure 
against  CHD  by  the  general  population 
by  the  American  Heart  Association  or  by 
the  Canadian  Medical  Association  (Ref. 
187).  Notably.  "1992  Heart  and  Stroke 
Facts"  published  by  the  American  Heart 
Association  (Ref.  169)  makes  no 
reference  to  platelet  aggregation  as  a  risk 
factor  for  heart  attacks  (although  sticky 
platelets  are  mentioned  to  be  a 
consequence  of  cigarette  smoking  in  the 
section  on  stroke],  nor  is  aspirin 
discussed  as  an  option  for  CHD 
prophylaxis,  even  though  other  drug 
and  siuvical  treatments  are  discussed. 
Therwore,  FDA  concludes  that  there 
is  not  significant  scientific  agreement  at 
this  time  that  platelet  aggregation  is  a 
surrogate  marker  for  CHD  in  the  general 
population. 

43.  The  LSRO  report,  submitted  as  a 
comment,  contained  abstracts  of  19 
studies  in  humans  that  contained  data 


regarding  changes  in  platelet  function 
following  omega-3  fatty  add 
consumption.  LSRO  concluded  that 
omega-3  fatty  acids  prevented  platelet 
aggregation. 

m  its  proposal,  FDA  stated:  'Tlatelet 
aggregation  is  generally  considered  to  be 
decreased  by  fish  oil  consumption."  (56 
FR  60663  at  60670.)  The  agency  also 
stated:  "*  '  *  platelet  aggregation  and 
function  are  reduced.  However,  direct 
relationships  between  the  changes  in 
•   •   *  platelet  function  and  risk  or  CHD 
have  not  been  established."  (56  FR 
60633  at  60671.)  Thus,  FDA  agrees  with 
the  conclusions  of  LSRO  about  effects  of 
omega-3  fatty  acids  on  platelet 
aggregation. 

Two  of  the  studies  described  by  LSRO 
were  not  considered  by  FDA  in  its 
review,  because  they  were  published 
before  1988,  and  had  been  considered 
by  Federal  Government  and  other 
authoritative  reports.  One  study  (Ref. 
227)  used  a  large  amount  of  fish  oil  (50 
mL/day)  not  reasonably  related  to 
normal  dietary  intake.  The  other  study 
(Ref.  211)  involved  13  insulin- 
dependent  diabetics,  and  therefore  is  of 
questionable  relevance  for  the  general 
population. 

In  its  proposed  rule,  FDA  considered 
13  of  the  other  17  studies  that  were 
abstracted  by  LSRO.  One  of  the  four 
studies  not  addressed  by  FDA  was  a 
study  on  the  effects  of  added  vitamin  E 
to  fish  oil  on  fibrinogen  and  fibrinolysis 
(Ref.  210).  Two  papers  (Refs.  234  and 
244)  were  published  after  the  time 
period  covered  by  FDA  review. 
Marckmann  et  al.  (Ref.  244)  compared 
the  effects  of  a  fish  diet  and  a  lean  meat 
diet  on  plasminogen  activator  (t-PA), 
plasminogen  activator  inhibitor  (PAI-1) 
and  the  activity  of  the  inhibitor  (PAI-1 
activity).  Li  and  Steiner  (Ref.  234) 
described  changes  in  in  vitro  platelet 
adhesion  after  fish  oil  supplementation. 
The  fourth  paper  was  an  uncontrolled 
observation  study  that  found  a  high 
frequency  of  nosebleeds  in  adolescents 
supplemented  with  fish  oils  (Ref.  189). 
Six  other  papers  on  thrombosis  were 
not  described  in  the  LSRO  text,  but  were 
included  in  the  table  (Refs.  203.  204, 
209.  226,  245,  and  254).  Of  these  six. 
one  was  not  relevant  to  the  nutrient- 
disease  relationship  (Ref.  245)  because  it 
did  not  study  EPA  and  DHA.  Jensen  et 
al.  (Ref.  226)  found  no  significant 
change  in  bleeding  times  in  normal 
subjects  after  1,  3,  or  6  g  EPA  plus  DBA/ 
day  in  healthy  subjects.  Green  et  al. 
(Ref.  209)  found  no  change  in  platelet 
aggregation  or  platelet  count  in  27 
hyperlipidemic  subjects  in  a 
randomized  double-blind  placebo 
controlled  crossover  trial.  The 
treatments  were  15  g/day  fish  oil 


2696        Fadaral  Koglrter  /  Vol  58,  Na  3  /  Wednesday.  January  6.  1993  /  Rules  aikd  Regulatkms 


containing  4.3  g  EPA  plus  DHA  and  a 
50:50  mix  of  cornwliva  oil.  with  each 
treatment  lasting  8  weeks,  and  a  4-week 
washout  between.  Blood  viscosity  was 
decreesed  by  fish  oil.  Cazso  et  al.  (Ref. 
204)  found  decreased  platelet 
aggregation  in  heahhy  subjects  after 
consumption  of  EFAmolnnarine 
compared  to  olive  oil  in  a  double-blind 
randomized  crossover  study.  These 
results  of  studies  connrm  others  cited 
by  FDA.  The  other  studies  (Reb.  203 
and  254}  pertained  to  regulators  of 
bleeding  and  are  discussed  below. 

Ei^t  papers  on  platelet  function  were 
reviewed  by  HDA  but  not  by  LSRO 
(Refe.  2,  6,  18,  24.  73.  93. 131.  and  143). 
Three  studies  were  uncontrolled  (ReCs. 
18. 93,  and  143),  while  two  were 
randomized  (Refs.  2  and  131).  Three 
were  randomized,  double-blind. 
placebo-ccntToIled  trials  that  used 
satiirated  vegetable  oil  CRef.  6).  vitamin 
E  (RbL  24)  or  wheat  germ  oil  (Ref.  73) 
as  the  placebos.  The  two  studies  that 
used  vegetable  oil  or  vitamin  E  as 
controls  foimd  a  reduction  in  platelet 
aggregation  after  oniega-3  fiatty  acids, 
where  no  difference  was  reported  in  the 
trial  that  used  a  wheat  germ  oil  placebo, 
although  the  data  were  not  provided  in 
this  paper. 

FDA  and  LSRO  reached  the  same 
conclusions  with  regard  to  the  effects  of 
omega-3  fatty  acids  on  platelet  function. 
LSRO  also  concluded  that  platelet 
survival  is  also  enhanced,  but  the  only 
two  studies  published  since  1987  that 
reported  increased  platelet  siurvival 
(Refs.  94  and  144)  were  both 
uncontrolled,  so  the  effect  cannot  be 
attributed  specifically  to  omega-3  fatty 
adds. 

44.  One  comment  agreed  in  principle 
with  the  agency's  assessment  of  the 
effects  of  omega-3  £atty  adds  on 
bleeding  times,  platelet  aggregation, 
regulators  of  bleeding  andblood 
pressure.  The  comment  pointed  out  the 
extent  of  inhibition  of  piateiet  adhesion 
is  as  much  as  60  percent,  a  marked 
reduction  in  adhesion. 

FDA  agrees  that  the  reported  extent  of 
reduction  of  platelet  adhesion  firom 
omega-3  fatty  acid  intake  is  remarkable 
(Ref.  234).  The  agency  notes  that  this 
effect  appears  specific  to  omega-3  fatty 
acids  at  reasonable  intake  levels.  FDA 
notes  that  animal  studies  (Refs.  230 
through  233)  published  since  the 
proposed  rule  provide  evidence  of 
reduced  platelet  adhesion  to  blood 
vessel  endothelium  in  vivo  in  response 
to  agents  that  provoke  such  adhesion. 
Because  of  the  magnitude  of  the  effect 
of  omega-3  fatty  adds  on  platelet 
adhesion.  FDA  considecs  this  action  of 
omega-3  fatty  adds  on  blood  platelet 
funrjtion  to  have  great  potential  with 


regard  to  the  development  of 
atherosclerosis  and  the  risk  of  CHD. 
However,  as  for  platelet  aggregation. 
FDA  does  not  believe  that  there 
currently  is  significant  scientific 
agreement  that  platelet  adhesion  is  an 
accepted  risk  factor  for  CHD  in  the 
general  population. 

Hi.  Regulators  ofUeeding 

In  its  proposal  (56  FR  60663  at  60670 
through  60671).  FDA  reviewed  data  on 
the  effects  of  omega-3  fetty  adds  on 
other  fedors  that  are  involved  in  the 
regulation  of  bleeding — fibrinogen, 
filxinolytic  activity  and  Lp(a)--and  that 
h^ve  been  assodated  with  CHD. 

45.  Some  comments,  induding  the 
LSRO  report,  stated  that  omega-3  fetty 
adds  increase  fibrinolysis. 

FDA  disagrees  with  these  comments. 
FDA  found  that  there  was  no  clear 
relationship  between  omega-3  fetty 
acids  and  factors  involved  in  dissolving 
blood  clots  (56  FR  60663  at  60671).  FDA 
noted  that  the  data  did  not  establish  that 
omega-3  fatty  acids  reduced  fibrinogen, 
because  most  studies  did  not  control  for 
other  factors  that  might  have  reduced 
fibrinogen,  e.g..  other  PUFA's. 

FDA  has  reviewed  the  relevant 
studies  again,  as  well  as  studies  brought 
to  its  attention  in  the  LSRO  report. 
LSRO  dted  three  papers  on  fibrinogen 
or  fibrinolysis  not  cited  by  FDA.  One 
placebo  (vitamin  E)  controlled  study 
found  no  diange  in  fibrinolytic  adivity 
(ReL  210).  Mullertz  et  al.  (Ref.  254) 
supplemented  seven  healthy  adults  with 
0.55  g  EPA  plus  DHA/day  for  21  days 
and  found  increased  levels  of  PAI-1,  but 
no  change  in  t-PA.  suggesting  that  fish 
oil  decreased  fibrinolytic  capability. 
Cans  et  al.  (Ref.  203)  reported  no  change 
in  fibrinogen  concentration  after 
EFAmol-marine  compared  to  com  oil. 
which  is  rich  in  polyunsaturated  fat 
These  studies  do  not  support  the 
conclusion  that  omega-3  fatty  adds 
reduce  fibrinogen,  or  increase 
fibrinolysis. 

The  selection  of  studies  abstraded  by 
LSRO  may  not  have  represented  the 
publicly  available  scientific  evidence. 
For  example,  five  papers  abstracted 
found  either  a  decrease  in  fibrinogen  or 
an  increase  in  fibrinolytic  activity  (Refs. 
57,  71,  98. 104,  and  117).  hi  contrast, 
two  studies  found  no  change  in 
fibrinolytic  activity  (Re£».  150  and  166). 
and  only  one  found  increased  fibrinogen 
(Ref.  144).  leaving  the  impression  that 
omega-3  fatty  adds  usually  have  been 
reoiHted  to  enhance  fibrinolysis. 

However,  three  other  studies  not 
abstracted  by  LSRO  but  included  in 
their  tables  reported  no  effed  of  omcga- 
3  fatty  acids  on  fibrinc^n  compared  to 
com  oil  (Reft.  10. 118.  and  203).  One 


foiind  a  decrease  compared  to  olive  ait 
(Re£  40)  and  one  found  a  decrease 
compared  to  soybean  oil  only  whan  30 
mL  of  fish  oil  were  consumed,  but  not 
when  15  mL  were  consumed  (Ref.  57). 
Additional  well-designed  studies  not 
cited  by  LSRO,  but  considered  in  the 
FDA  proposal,  reported  no  change  (Ref. 
24)  and  an  increase  (Ref.  131)  in 
fibrinolytic  activity. 

Therefore,  FDA  stands  by  its  eariier 
conclusion  that  the  publicly  available 
scientific  evidence  does  not-supp(»t  a 
relationship  between  omega-3  ntty 
acids  and  decreases  in  fibrinogen  or 
increases  in  fibrinolysis.  This 
conclusion  is  supported  by  findings  that 
consumption  of  other  PUFA's  have 
effects  comparable  to  those  produced  by 
consumption  of  omega-3  fatty  adds. 

46.  Two  comments  dted  unpublished 
data  by  Kostner  and  Herrmann, 
reporting  reduced  Lp{a)  after  fish  oil 
consumption. 

FDA  was  unable  to  find  the  full  paper 
by  these  authcMs  showing  the  decrease 
in  Lp(a).  FDA  did  find  a  paper  by  these 
researchers  published  in  1991  (Ref.  241) 
that  reported  no  effed  offish  oils  on 
Lp(a)  and  did  not  dte  conflicting  work 
fi'om  their  laboratory. 

iv.  Blood  pressure 

In  its  proposal.  FDA  considered  the 
relationship  between  omega-3  fatty 
acids  and  blood  pressure,  one  of  the 
recognized  risk  fadors  for  CHD.  FDA 
stated: 

These  results  for  effects  of  amega-3  &tty 
acids  oa  blood  pressure  of  aormal  subjects 
are  ambiguous.  Some  studies  CQund  a 
reduction  in  systolic  blood  prasstuv  after 
consumpttoa  of  &sh  oils  coataining  omegii-3 
fatty  acids,  whereas  others  did  not.  None  of 
the  studies  found  a  significant  reduction  in 
diastolic  blood  pressure.  Tb«efbre.  it  also 
remains  to  be  established  that  the  Dormal, 
healthy  popuiation  wiil  reduce  their  risk  of 
CHO  via  a  reduction  in  blood  pressure 
following  consumpUoQ  of  oinega-3  fatty 
acids. 

(56  FR  60663  at  60671.) 

FDA  also  stated  that  it  was  not  known 
whether  or  not  the  magnitude  and 
duration  of  the  effect  would  persist  after 
longer  term  supplementation.  FDA 
recognized  that  studies  among 
hypertensives  found  an  effed  more 
consistently  than  studies  among  normal 
subjects,  although  sometimes  large 
amounts  of  fish  oils  were  used. 

47,  Some  comments  considered  the 
effeds  of  on>ega-3  fatty  adds  on 
hypertension  as  evidence  of  a  reduction 
in  CHD  risk.  Other  comments  called  for 
FDA  to  reassess  the  studies  on  blood 
pressure.  One  of  these  comments  argued 
that  the  resuhs  of  studies  on  Mood 
pressure  are  not  "completely" 
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ambiguous.  One  comment  agreed  in 
principle  with  the  agency's  assessment 
of  the  dIooH  pressiue  studies.  One 
comment  considered  a  number  of 
animal  models  to  be  relevant  for 
hypertension.  The  LSRO  report  also 
considered  the  evidence  relating  omega- 
3  fatty  acids  to  blood  pressure  to  be 
important  in  relation  to  CHD.  The  LSRO 
report  concluded  that,  "Fish  oil 
probably  has  a  mild  hypotensive  effect, 
especially  in  high  doses." 

FDA  disagrees  that  the  publicly, 
available  scientific  evidence  supports  a 
relationship  between  omega-3  fatty 
acids  and  hypertension.  At  best,  as 
stated  in  the  proposal,  the  data  are 
ambiguous.  Qualifiers  are  needed  to 
indicate  that  the  reductions  in  blood 
pressure  have  not  generally  been  shown 
to  be  specific  to  omega-3  fatty  acids. 
Also,  many  valid  studies  have  reported 
no  effect. 

LSRO  reported  a  total  of  13  studies  on 
hypertension.  Four  were  published 
before  1988,  and  were  not  reviewed  by 
FDA  in  the  proposed  rule.  Three  of 
these  studies  used  fish  as  the  source  of 
omega-3  fatty  acids  and  therefore  did 
not  show  the  effect  specifically  to  be 
due  to  omega-3  fatty  acids.  In  fact,  in 
one  study  (Ref.  292),  the  control  diet  of 
meat  produced  a  decrease  in  blood 
pressure  comparable  to  that  of  the  fish 
diet.  The  study  that  used  fish  oils  (Ref. 
271)  used  an  olive  oil  control,  rather 
than  an  oil  high  in  PUFA's.  This  study 
is  the  only  study  to  show  an  effect  of 
omega-3  fatty  acids  on  diastolic  blood 
pressure  in  normal  subjects. 

Of  the  other  10  studies  on 
hypertension  described  in  the  LSRO 
report,  6  were  also  reviewed  by  FDA 
(Refs.  11,  57,  80,  85.  95.  and  101).  The 
LSRO  and  FDA  interpretations  of  the 
results  from  these  papers  did  not  differ 
in  any  significant  regard,  except  that 
FDA  specifically  noted  that  two  of  these 
studies  (Refs.  85  and  95)  used  very  high 
amounts  (50  mL)  of  fish  oil  to  show  the 
effect.  In  fact,  FDA  singled  out  the 
Bonaa  et  al.  (Ref.  11)  and  Kestin  et  al. 
(Ref.  80)  studies  as  well-designed 
studies  that  showed  an  effect  specific  to 
omega-3  fatty  acids  in  hypertensive  and 
normal  subjects,  respectively  (56  FR 
60663  at  60671). 

The  LSRO  report  reviewed  four 
papers  not  originally  reviewed  by  FDA 
(Refs.  190,  285.  and  299),  including  one 
study  on  Unolenic  acid  outside  of  the 
scope  of  the  definition  of  omega-3  fatty 
acids  as  used  in  this  regulation  (Ref. 
262).  Two  other  papers  that  appeared  in 
the  LSRO  table  but  not  in  the  text  (Refis. 
203  and  247)  were  also  not  reviewed  by 
FDA  in  its  proposal. 

FDA  agrees  with  the  LSRO 
interpretation  of  the  Wing  et  al.  study 


(Ref.  299),  where  subjects  remained  on 
blood  pressiue  lowering  medications 
and  no  effiscts  of  added  fish  oils  were 
observed. 

FDA  disagrees  with  the  LSRO 
descriptions  of  the  Singer  and  Cobiac 
studies.  The  placebo  in  the  Singer  study 
(Ref.  285)  was  olive  oil.  but  this  was  not 
pointed  out  in  the  LSRO  text.  The 
reduction  of  blood  pressure  observed 
after  fish  oil,  therefore,  may  have  been 
due  to  a  general  unsatiirated  fatty  acid 
effect  not  specific  to  bmega-3  fatty  acids. 
In  the  description  of  the  Cobiac  et  al. 
study  (Ref.  190).  LSRO  did  not  note  that 
fish  oil  treatment  alone  (without 
simultaneous  reduction  of  salt)  had  no 
effect  on  blood  pressure. 

Two  other  studies  were  cited  in  the 
LSRO  tables  but  not  in  the  text  and  were 
not  included  in  the  FDA  review.  Neither 
of  these  foimd  an  effect  on  blood 
pressure.  Gans  et  al.  (Ref.  203)  used  a 
randomized  double-blind,  placebo- 
controlled  design  and  found  a  reduction 
in  diastolic  blood  pressure  for  both  fish 
oil  and  com  oil  (placebo).  Meland  et  al. 
(Ref.  247)  carried  out  a  randomized, 
double-blind  multicenter  trial  among  40 
mildly  hypertensive  subjects,  using  6.8 
g  EPA  plus  DHA/day,  but  found  no 
difference  in  blood  pressure  compared 
to  a  50:50  olive:com  oil  control. 

Three  other  large  and  appropriately 
controlled  studies  not  in  the  text  of  the 
LSRO  report  but  included  in  its  table 
were  also  reviewed  by  FDA.  Two 
randomized  studies  on  normal  subjects 
(Refs.  9  and  49)  and  one  controlled 
study  among  mildly  hypertensive 
subjects  (Ref.  20)  reported  no 
differences  in  blood  pressure 
attributable  to  omega-3  fatty  acids. 

FDA  reviewed  in  its  proposal  three 
other  randomized,  double-blind. 

Elacebo-controlled  studies  among 
ealthy  subjects  that  were  not  included 
in  the  LSRO  review.  Two  of  these 
studies  were  on  normal,  healthy 
subjects  [Reh.  6  and  24)  and  found  a 
decrease  in  systolic  blood  pressure 
compared  to  a  saturated  vegetable  oil  or 
vitamin  E.  respectively.  The  third  study 
(Ref.  73)  foimd  that  omega-3  fatty  acids 
did  not  affect  blood  pressure  in 
hypertensives  or  normal  men  compared 
to  wheat  germ  oil. 

Therefore.  FDA  concludes  that  the 
evidence  of  an  effect  of  omega-3  fatty 
acids  on  blood  pressure  in  normal 
subjects  is  ambiguous,  because  some 
studies  reported  a  blood  pressure 
lowering  effect,  whereas  other  equally 
well-designed  studies  found  no  specific 
effiect.  Studies  among  hypertensives 
found  an  effect  more  consistently  than 
studies  among  normal  subjects, 
although  sometimes  large  amounts  of 
fish  oils  were  used,  and  many  studies 


did  not  show  that  omega-3  fatty  adds 
were  more  effective  than  other 
polyunsaturated  fats. 

48.  Comments  stated  that  other  lines 
of  evidence  were  not  discussed  in  the 
proposal.  Examples  given  were  changes 
in  plasma  viscosity,  increased  vascular 
compliance,  and  reduced  white  blood 
cell  (WBC)  count. 

FDA  disagrees  with  the  comment  with 
respect  to  plasma  viscosity  and  vascular 
compliance.  In  its  proposed  rule.  FDA 
acknowledged  that  plasma  viscosity  was 
decreased  and  red  cell  deformability 
was  increased  by  omega-3  fatty  acids, 
but  that  the  importance  of  these  effects 
on  the  risk  of  QiD  had  not  been 
established  (56  FR  60663  at  60670). 

The  agency  agrees  that  it  did  not 
systematically  consider  WBC  count 
among  the  effects  produced  by  omega- 
3  fatty  acids.  WBC  count  was  not 
included  among  the  actions  of  omega-3 
fatty  acids  considered  in  major  reviews. 
FDA  notes  that  WBC  count  has  only 
recently  been  identified  as  associated 
with  risk  of  CHD  by  the  Caerphilly 
Collaborative  Heart  Disease  Study  (Ref. 
301a).  Only  two  papers  among  Hterature 
fi^m  1988  to  present  have  reported  a 
reduction  of  WBC  count  after  fish  oil 
supplementation  (Refs.  183  and  253). 

3.  Other  relevant  information 

a.  Animal  studies 

49.  Numerous  comments  asserted  that 
animal  studies  did  not  receive  an 
appropriate  amount  of  discussion.  One 
of  these  same  comments  stated  that 
animal  studies  are  not  sufficient  to 
support  the  claim,  and  that  clinical 
trials  on  effects  of  omega-3  fatty  adds 
directly  on  CHD  are  needed.  One 
comment  critidzed  FDA's  review  of 
animal  studies  because  the  negative 
findings  have  been  in  inappropriate 
models  and  should  not  have  been 
discussed.  Another  conunent  stated  that 
they  did  not  believe  that  there  is  an 
appropriate  animal  model  for  human 
cardiovascular  and  CHD.  The  LSRO 
report  considered  animal  studies  to 
provide  important  evidence  for  an  anti- 
atherogenic effect  of  fish  oils,  stating. 
"Omega-3  fatty  adds  have  been  shown 
to  retard  the  development  of  the 
atherosderotic  plaque  in  experimental 
animals  including  the  pig  and  rhesus 
monkey." 

FDA  agrees  that  the  evidence  firom 
studies  in  animals  warrants  additional 
discussion.  FDA  has  reviewed  here 
those  animal  studies  that  were  dted  in 
its  proposed  rule  and  those  that  were 
dted  in  the  LSRO  report  that  were 
relevant  to  the  development  of 
atherosclerosis.  Other  animal  studies 
relevant  to  the  development  of 
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aUwroadarosis.  and  animal  studiM  on 
aspects  of  CHD  other  than 
atherosclerosis  are  reviewed  under 
section  ILC3^.  (rf  this  document. 

In  its  proposal,  FDA  cited  ei^ 
animal  stumes  and  one  abstract  on  the 
development  of  atherosclerosis  that 
were  not  included  in  the  LSRO  review 
(Refe.  19,  51.  65. 81,  97, 123. 126.  and 
151).  seven  of  which  reported  either  no 
beneficial  effect  or  an  adverse  efiisct  in 
fish  oil  supplemented  animals.  Only 
one  anlmu  study  on  the  eSscts  of 
omegs-a  btty  adds  on  restenosis  was 
abstracted  by  LSKO,  although  the  others 
dted  by  FDA  %vere  described  in  the    ^ 
LSRO  tables. 

Three  studies  In  nonhuman  primates 
have  been  repiuted  (Refii.  27. 47.  and 
116).  hi  the  Davis  et  al.  (Ref.  27)  and 
Parks  et  aL  (Ref.  116)  studies,  the 
pdyunsaturated  fat  intake  was  higher  in 
the  fis^  oil  groups,  and  polyunsaturated 
firt  is  known  to  lower  total  plasma 
cholesterol  Also,  the  control  diet  of  the 
Davis  et  al.  study  had  more  saturated  fot 
than  the  fish  oil  diet.  Thus,  the  effects 
on  atherosclerosis  may  not  have  been 
sped  fie  for  omega-3  fatty  adds. 

In  these  studies,  the  total  cholesterol 
values  for  the  fish  oil  groups  wwe 
substantially  loww  than  for  the  control 
group,  whidi  may  explain  the  observed 
differences  in  atherosclerosis.  In 
support  of  this  interpretation.  Parks  et 
al.  (Ref.  116)  noted  that  one  of  monkeys 
fed  the  fish  oil  diet  responded 
differently  than  the  other  11  monkeys 
Cad  fish  oil.  This  one  monkey  had  a 
plasma  cholestuol  level  comparable  to 
that  of  the  lard-fed  control  monkeys, 
and  also  had  atherosclerosis  comparable 
to  the  lard-fed  monkeys. 

Changes  in  total  cholesterol  levels 
were  noted  by  authors  of  another  study 
in  pigs  that  showed  a  reduction  in 
atherosclerosis  concomitant  with  a 
reduction  in  time-weighted  total 
cholesterol  (Ref.  81).  Since  cholesterol 
concentrations  are  not  changed  by  fish 
oils  in  humans,  animal  studies  where 
fish  oil  treatment  lowered  total 
cholesterol  levels  are  of  questionable 
relevance  to  the  role  of  omega-3  fatty 
adds  in  the  development  of  human 
atherosclerosis. 

A  recent  study  (Rel  47)  in  nonhuman 
primates  (vervet)  compared  the  effiacts 
of  firii  oil  supplementation  to  sunflower 
oil  supplementation  in  either  an 
atherogenic  diet  (high  fat.  low 
polyimsaturated  fat  to  saturated  fat 
ratio,  high  cholesterol)  or.  following  the 
atherogenic  diet,  in  a  therapeutic  diet 
(low  fM.  high  polyimsaturated  fat  to 
saturated  fat  ratio  and  low  diolesterol). 
Animals  in  each  diet  group  were 
matched  for  serum  cholesterol.  Sixteen 
separate  meastnvs  of  atherosclerosis 


¥rare  scored,  induding  various 
measures  of  the  extent  of  plaque,  loss  of 
endothelium,  intimal  thickening,  and 
inflammation.  Overall  there  was  no 
benefit  of  fish  oil;  in  some  cases,  the 
atherosclerotic  measure  indicated  more 
disease  in  the  fish-oil  fed  animals. 

The  LSRO  report  considered  the 
amount  of  fish  oil  in  the  diets  in  this 
experiment  (1.3  to  1.8  percent  of 
calories)  too  low  to  obeerve  an  effect  In 
fM:t.  FDA  calculates  a  lower  percent  of 
calories  from  fish  oil  (1.0  to  1.5  percent) 
than  calculated  by  LSRO.  This  level  is 
about  half  the  amount  used  in  short- 
term  human  studies  (i.e..  10  mL/day). 
and  FDA  agrees  that  the  low  level  makes 
it  less  likely  that  an  eBed  would  be 
observed  than  if  a  higher  amount  had 
been  used.  However,  diets  were 
supplemented  for  a  prolonged  period  of 
time  (20  months)  and  in  the  therapeutic 
diet  other  dietary  fadors  were  also 
changed  that  might  have  made  the 
effects  of  omega-3  fatty  adds  more 
noticeable  (e.g.,  ratio  of  polyiinsaturated 
to  saturated  fatty  acids).  Finally,  the  fad 
that  there  were  differences  between  the 
fish  oil-supplemented  group  and  the 
polyunsaturated  fat  group  while  on 
either  the  atherogenic  or  therapeutic 
regimens  suggests  that  there  was 
suffident  sensitivity  in  the  experimental 
design  to  deted  protective  effects  of 
omega-3  fetty  adds. 

In  some  animal  studies  that  showed  a 
protective  effed  of  fish  oils,  an  invasive 
procedure  was  used  to  accelerate 
atherosclerosis,  either  mechanical  injuiy 
(Ref.  122)  or  vein  grafts  (Refs.  90  and 
186).  These  studies  may  be  most 
relevant  to  the  late  stages  of 
atherosderosis,  and  to  CHD  in  humans 
following  invasive  procedures.  All  of 
the  animal  studies  dted  in  the  LSRO 
report  except  Kim  et  al.  (Ref.  81)  and 
Fincharo  et  al.  (Ref.  47)  did  not  control 
for  PUFA's,  so  the  effects  observed  have 
not  been  shown  to  be  spedfic  to  omega- 
3  fatty  adds.  Additionally,  the  level  of 
use  of  fish  oils  has  been  high,  e.g.,  22 
percent  of  calories  in  Parks  et  al.  (ReL 
116)  and  25  percent  of  the  diet  in  Davis 
et  al.  (Ref.  27),  which  limits  the 
extrapolation  of  findings  in  these 
studies  to  levels  that  might  be 
reasonably  consumed  by  humans. 

FDA  disagrees  with  the  sununary  of 
the  literature  in  animals,  as  expressed  in 
the  LSRO  report,  because  that  report 
fails  to  mention  important  limitations  in 
the  data.  FDA  notes  that  most  studies 
did  not  have  an  adequate  design  to 
show  spedficity  of  effects  as  due  to 
omega-3  fatty  acids.  Furthermore, 
reductions  in  total  cholesterol  in  the 
fish  oil  fed  animals  may  explain  the 
reported  reductions  in  atherosclerosis. 
Since  reasonable  amounts  of  fish  oils  in 


human  diets  do  not  altw  serum 
diolesterol  coDcentrations,  the  result* 
from  these  animal  experiments  are  of 
questionable  importance  regarding 
human  •theroaclarosia.  Finally.  LSRO 
did  not  review  numerous  animal  studies 
that  found  no  effed  or  an  adverse  effed 
of  supplementation  with  fish  oils,  and 
therefore  the  LSRO  coodusioo  does  not 
represent  the  totality  of  pubUdy 
availabb  scientific  infannation. 

With  these  qualifications  in  mind. 
FDA  notes  that  some  of  the  reported 
effeds  of  the  dietary  interventions  with 
fish  oils  on  the  development  of 
athwoscleroeis  have  been  dramatic 
Also,  FDA  recognized  that  animal 
studies  are  of  great  importance  far  study 
of  long4erm  effeds  on  chronic  diseases 
of  consumption  of  amounts  of  omega-3 
fatty  adds,  particularly  in  amounts  that 
mi^t  be  <^]4ained  in  a  reason^le  diet 
Therefore,  FDA  encourages  further 
research  in  this  area  using  rigorous 
study  designs  and  amounts  of  omeg8-3 
fatty  adds  reasonably  availabfe  in  a 
normal  diet  to  eluddate  any  efiiects 
spedfic  to  these  fetty  adds. 

After  closer  scrutiny  of  the  animal 
studies  dted  in  FDA's  proposal  and  in 
the  LSRO  report,  the  agency  has  reached 
the  same  condusion  that  it  reached  in 
its  prqpoeed  rule:  there  are  some  data  in 
studies  from  animals  whidi  suggest  the 
possibility  of  a  beneficial  effed  of 
omega-3  fatty  adds  on  CHD;  however, 
the  data  are  equivocal.  (56  FR  60663  at 
60671.) 

b.  Safety  considerations 

50.  One  comment  stated  that  the 
increases  in  LDL  cholesterol  observed 
were  a  chance  occurrMice.  and  another 
stated  that  increased  LDL  should  not  be 
considered  an  adverse  finding  in  light  of 
the  results  of  the  Burr  study. 

FDA  disagrees  with  this  comment 
FDA  found  that  increased  LDL 
cholesterol  was  ordinarily  found  when 
hyperlipidemics  or  diabetics  were  given 
fish  oil  supplements.  This  may  be  due 
in  part  to  Uie  fed  that  fairly  large 
amounts  of  omega-3  fetty  adds  (i.e..  5  g 
EPA  plus  DHA/day  or  more)  were  used 
in  these  studies.  Increased  LDL  is  not 
ordinarily  seen  in  the  studies  on  normal 
subieds. 

FDA  does  not  consider  the  Burr  study 
(Ref.  16)  to  have  established  that  omega- 
3  fatty  acids  reduce  the  risk  of  CHD,  and 
therefore  remains  concerned  that 
increases  in  LDL  cholesterol  could  be 
adverse  for  some  subjects.  FDA  notes 
that  concern  about  increased  LDL 
cholesterol  was  expressed  in  the  report 
of  the  NHLBI  consensus  development 
conference  (Ref.  255). 

51.  One  comment  stated  that  it  was 
inappropriate  to  consider  adverse  oftedt 
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in  subpopulations  writhout  describiiig 
the  advantages  of  omega-3  Catty  acids  in 
those  same  popiilations. 

FDA  disagrees  with  this  comment  As 
noted  in  the  final  rule  on  general 
requirements  for  health  claims, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  it  would  be  a  violation 
of  the  agency's  responsibility  under  the 
act  to  authorize  a  health  claim  about  a 
substance  without  being  satisfied  that 
the  use  of  the  substance  was  safe.  The 
agency  attempted  to  examine  all 
available  scientific  evidence  regarding 
the  effocts  of  om^a-3  fatty  acids.  FDA 
separated  out  the  potentitd  adverse 
eTOCts  discovered  during  its  review, 
because  it  wanted  to  draw  attention  to 
these  issues  as  impediments  to  a  health 
claim  for  omega-3  fatty  adds  and  CHD. 
Such  potential  adverse  effects  must  be 
resolved,  and  may  be  important  in 
setting  the  conditions  under  which  FDA 
would  allow  a  health  claim  to  appear  on 
the  label  and  labeling  of  foods  and  food 
supplements. 

52.  Two  comments  stated  that  the 
safety  issues  raised  in  the  Mitre  Corp. 
report  (Ref.  72)  wwe  outdated  but  did 
not  indicate  which  issues,  or  suggest 
why  they  were  outdated. 

FDA  recognizes  that  there  has  been 
considerable  debate  regarding  the 
clinical  importance  of  bleeding  times 
since  the  publication  of  the  Mitre  Corp. 
report  (Ref.  72).  However,  the  agency 
believes  that  the  issues  raised  in  that 
report  have  been  restated  in  subsequent 
literature,  and  that  all  issues  of  safety 
are  important  in  deciding  whether  or 
not  to  authorize  a  heahh  claim. 

53.  A  few  comments  recommended 
that  FDA  balance  the  benefits  of 
reduced  risk  of  CHD  against  the  risk  of 
reduced  glycemic  control  among 
diabetics  when  deciding  whether  or  not 
to  authorize  a  health  claim.  One 
comment  stated  that  physicians  could 
adjust  the  dose  of  insulin  if  omega-3 
fatty  acids  reduced  their  glycemic 
control,  but  another  commmit  stated 
that  glycemiccontrol  must  be 
considered  a  real  adverse  effisct. 

FDA  agrees  that  limitations  on  the  use 
oT  a  substance  by  a  subpopulation  (e.g.. 
diabetics)  do  not  necessarily  exclude  a 
substance  from  bearing  a  health  claim 
for  the  genera)  population,  because  the 
claim  may  be  appropriately  restricted. 
However,  FDA  agrees  that  the  loss  of 
glycemic  control  is  a  potentially  serious 
adverse  effect  that  must  be  fully 
addressed  before  a  health  claim  could 
be  authorizMl. 

54.  Another  comment  stated  that  a 
major  concern  about  omega-3  iistty  acids 
not  mentioned  in  the  proposed  rule  is 
that  they  may  be  oxidized  and.  as 


(»ddizad  products,  may  have  adverse 
effects. 

FDA  agrees  that  oxidation  of  omega- 
3  fatty  acids  is  a  concern.  In  fact,  there 
are  many  studies  that  have  been 
reported  since  the  pubUcation  of  the 
proposed  rule,  or  that  were  not  included 
in  H}A'8  literature  review,  that  indicate 
such  a  concern  (Refs.  184, 210, 217, 229. 
240,  248,  263,  283,  and  290). 

Antioxidants  have  been  successfully 
added  to  supplements  and  may  be 
adequate  to  protect  the  omega-3  fatty 
acids  in  foods.  It  may  be  necessary  to 
establish  conditions  that  protect  against 
oxidation  of  omega-3  fatty  acids  and 
inoHporate  those  conditions  into  any 
future  regulation  authorizing  health 
claims  for  (Mnega-3  fatty  adds. 

55.  A  relatedcomment  indicated  that 
the  majority  of  the  fish  oil  preparations 
that  have  been  used  are  severely 
oxidized,  including  National  Institutes 
of  Health  Fish  Oil  Test  Materials. 
However,  no  data  regarding  the  extent  of 
oxidation,  the  nature  of  the  oxidation 
products,  or  the  physiologic  action  of 
these  products  was  provioed. 

FDA  agrees  with  tnis  comment.  Many 
of  the  biologically  active  products  of 
omega-3  fatty  acids  are  oxidation 
products.  Oxidation  of  test  materials 
may  explain  some  contradictory 
finding  in  the  literature. 

56.  One  comment  pointed  out  that 
increased  prothrombin  times  and 
possibility  of  increased  stroke  were  not 
discussed. 

FDA  agrees  with  this  comment.  FDA 
did  not  spedfically  review  data  on 
prothrombin  times,  although  data  on 
bleeding  times  as  a  measure  of 
hemostasis  were  discussed  for  both 
normal  subjects  and  for  subjects  with 
risk  factors  for  CHD.  The  importance  of 
the  increase  in  bleeding  time  brought 
about  by  supplemented  fish  oils  or 
increased  fish  consumption  is  not  dear. 
FDA  noted  in  the  proposal  that  most 
reports  suggest  that  serious  bleeding  is 
not  an  issue  in  patients  supplemented 
with  omega-3  fatty  adds,  and  also  that 
standardized  bleeding  times  do  not 
dosely  correlate  with  clinically 
significant  bleeding.  However,  concerns 
about  untoward  bleeding  after 
supplemental  fish  oils  have  been  raised 
in  the  literature  (Refs.  106, 120.  and 
189). 

FDA  did  not  discuss  the  possibility  of 
increased  occurrence  of  stroke  as  a 
consequence  of  increased  consumption 
of  omega-3  fetty  adds.  The  papers  that 
reported  a  correlation  between  high 
consumption  of  omega-3  fatty  adds 
fit)m  fish  and  other  marine  animals  and 
low  rate  of  CHD  mortality  also  noted  an 
increase  rate  of  stroke,  particularly 
hemorrhagic  stroke  [Reh.  8  and  84). 


Also,  the  poMibility  of  increaMd  rates  of 
stroke  are  raised  by  the  data  from 
studies  on  aspirin  (Ref.  66). 

Thus.  FDA  considers  these  potential 
adverse  reactions  to  be  legitimate 
concerns,  primarily  in  the  context  of 
very  high  intakes  of  omega-3  Catty  adds. 

57.  One  comment  statmi  that  even  if 
adverse  effiacts  were  only  suspected  in 
a  medical  disorder,  pronounoad 
warnings  or  contraindications  would  be 
required. 

As  noted  above,  the  agency  must  be 
satisfied  that  the  use  of  a  substance  is 
safe  before  it  will  authorize  a  health 
claim  about  the  substance.  Thus, 
suspicions  about  potential  adverse 
effects  would  need  to  be  resolved  prior 
to  the  authorization  of  a  claim.  Certain 
health  claims  may  reqxiire  appropriate 
quaUfication  as  a  way  of  minimizing 
potential  safety  concerns. 

C.  New  Scientific  Data 

To  determine  whether  or  not  new 
scientific  data  published  since  the 
proposed  rule  provided  a  basis  for 
modifying  FDA's  conclusions  regarding 
the  relationship  between  omega-3  fahy 
acids  and  risk  of  CHD,  FDA  conducted 
a  search  of  the  sdentific  literature  for 
relevant  studies.  Revie%vs  published 
since  the  period  covered  in  the 
literature  review  in  FDA's  proposed  rule 
were  used  to  identify  recently  publidied 
studies. 

1.  Epidemiologic  studies 

a.  Cross-sectional  studies  and  surveys 
(Table  1) 

BuIIiyya  et  al.  (Ref.  185)  found  lowrer 
total  serum  cholesterol  and  higher  HDL 
cholesterol  in  a  fish-consuming  coastal 
village  population  than  in  a  nonfish- 
consuming  population  fit)m  the  interior 
of  India.  These  correlational  data  are 
consistoit  with  a  beneficial  effed  of 
omega-3  fatty  adds  on  blood  lipids,  but 
many  possible  confounding  variables 
prevent  strong  conclusions  regarding  a 
spedfic  role  for  omega-3  fatty  acids. 

In  a  retrospedive  study,  Popeski  et  al. 
(Ref.  266)  found  that  women  from 
communities  with  higher  marine  oil 
consumption  had  significantly  lower 
diastolic  pressure  in  the  last  6  hours  of 
pregnancy  than  women  fit)m 
communities  with  low  fish  oil 
consumption.  Pregnancy  assodated 
hypertension  was  2.6  times  more 
common  in  communities  with  low  fish 
consumption.  These  correlational  data 
are  consistent  with  an  effed  of  bmega- 
3  Catty  adds  on  blood  pressure  in  this 
particular  situation.  Again,  many 
possible  confounding  variables  prevent 
strong  conclusions  regarding  a  spedfic 
role  for  on>ega-3  fatty  acids. 
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b.  Prospective  studies  (other  than 
intervention  studies)  (Table  1) 

Bjerregaard  and  Dyerbeig  (Ref.  176) 
reported  age-standardized  mortality 
rates  per  10,000  person-years  for  CHD  in 
men  in  Greenland  settlements  (5.3)  as 
half  of  that  reported  for  men  in  Denmark 
(10.0).  There  was  an  increasing  rate  of 
CHD  from  settlements  to  towns  in 
Greenland.  The  difference  in  rates  of 
CHD  in  women  were  less  apparent,  with 
lower  rates  in  Denmark  than  in  towns  in 
Greenland.  These  studies  do  not  have 
sufficient  specificity  to  identify  omega- 
3  fotty  acids  as  causal  in  reducing  CHD, 
but  are  consistent  with  the  hypothesis 
that  they  are. 

Van  Houwelingen  et  al.  (Ref.  294) 
found  that,  while  men  from  a  high  fish 
consumption  group  had  higher 
concentrations  of  plasma  pnospholipid 
EPA  and  DHA  than  men  from  a  low  fish 
consumption  group,  there  was  no 
significant  difference  in  collagen- 
induced  platelet  aggregation,  cutaneous 
bleeding  time,  ATP-release  in  whole 
blood,  or  platelet  number  between  the 
two  groups.  This  study  suggests  that  the 
outcome  measures  found  commonly  to 
be  affected  in  clinical  studies  may  not 
be  related  to  consimnption  of  omega-3 
fatty  acids  in  the  free-living  population. 

c.  Intervention  studies 

There  were  no  new  prospective 

intervention  studies  measuring 
occurrence  of  heart  attacks  or  CHD 
mortality. 

2.  Evidence  relating  omega-3  fatty  adds 
to  intermediate  or  surrogate  markers  of 
CHD  (Table  2)  . 

a.  Atherosclerosis 

i.  Blood  lipids 

Through  its  own  literature  review, 
FDA  has  found  another  34  studies  not 
reviewed  in  the  proposal  that  report 
data  for  serum  cholesterol  after 
consumption  of  fish  containing  omega- 
3  fatty  acids  or  fish  oil  concentrated  in 
omega-3  fatty  acids.  Among  these,  25 
found  no  change  in  blood  diolesterol 
levels,  3  found  an  increase,  and  6  found 
a  decrease. 

Studies  among  normal  healthy 
subjects  generally  reported  no  change  in 
total  cholesterol  (Refs.  168. 196.  202, 
210, 217. 220. 235,  241.  253.  254.  and 
277).  although  none  of  these  studies  was 
controlled  for  nonspecific  effects  of  the 
omega-3  fatty  acids  as  polyunsaturated 
fats. 

One  study  among  normal  subjects 
found  that  feeding  a  high  fish  diet  did 
not  change  total  cholesterol,  unless 
combined  with  a  low  total  fat  and  low 
saturated  fat  diet  (Ref.  168).  Another 
study  (Ref.  301)  reported  decreased  total 


cholesterol  after  switching  from  a  meat 
diet  to  a  fish  diet,  but  the  fish  diet  had 
significantly  less  saturated  fat  than  the 
meat  diet.  One  study  (Ref.  283)  found  a 
slight  increase  after  5.4  g  EPA  plus 
DHA/day  bom  MaxEPA  (with  30 
percent  saturated  fatty  adds),  and  one 
study  (Ref.  224)  found  a  slight  reduction 
in  total  cholesterol  after  2.7  g  purified 
EPA/day.  but  neither  study  was  placebo 
controlled  for  effects  of  polyunsaturated 
and  saturated  fat  contained  in  the 
supplements. 

Similarly,  nearly  all  of  the  17  studies 
on  subjects  in  at-risk  subpopulations, 
including  all  of  the  studies  that 
controlled  for  PUFA's  (Refe.  203,  209, 
247,  and  258).  foimd  no  effect  of 
supplemental  omega-3  fatty  adds  on 
total  diolesterol  (except  for  a  post  hoc 
analysis  of  a  subgroup  in  one  study, 
(Ref.  209)).  One  study  in  diabetics  (Ref. 
252)  found  an  increase  in  serum 
cholesterol,  but  the  statistical 
significance  of  the  result  may  have  been 
due  in  part  to  a  change  in  the  opposite 
direction  in  the  control  group.  One 
study  among  hyperlipidemics  (Ref.  191) 
found  decreased  cholesterol  after 
relatively  high  doses  (4.6  to  6  g  EPA 
plus  DHA/day)  but  not  after  3.6  g  EPA 
plus  DHA/day,  and  did  not  control  for 
PUFA  effects  of  the  supplements.  The 
other  study  that  reported  decreased 
cholesterol  after  supplemental  omega-3 
fatty  adds  (Ref.  268),  similarly,  found 
the  effect  after  a  high  level  (6  percent  of 
calories,  16  to  21  g  EPA  plus  DHA/day) 
and  did  not  control  for  the 
polyunsaturated  fat  effects  of  the 
supplement. 

These  studies  support  the  condusion 
reached  in  the  proposed  rule,  that 
among  normal,  healthy  subjects  there  is 
no  significant  effect  of  omega-3  fatty 
acids  from  fish  or  fish  oils  on  total 
serum  cholesterol. 

FDA  concluded  in  the  proposed  rule 
that  the  best  studies  among  normal 
subjects  found  no  effiect  of  fish  oils  on 
LDL  cholesterol.  All  of  the  additional 
studies  among  normal  healthy  subjects 
obtained  in  FDA's  updated  literature 
search  have  reported  no  change  in  LDL 
cholesterol  (Refs.  220.  253.  253,  and 
277). 

One  study  (Ref.  224)  reported  that 
purified  EPA  produced  a  significant 
decrease  in  a  subfradion  of  large,  light 
LDL  cholesterol  (LDLi),  and  a 
significant  increase  in  small,  dense  LDL 
cholesterol  (LDU).  but  FDA  calculates 
no  change  fbr  the  sum  of  these  two 
fractions  of  LDL  cholesterol.  Some 
dinical  studies  reviewed  in  the 
proposed  rule  (Refa.  1. 43.  53,  and  129) 
described  changes  in  the  composition  of 
LDL  particle  after  consumption  of  fish 
oil. 


The  relative  importance  of  various 
subfractions  of  LDL  particles  (and  the 
assodated  composition  of  the  partides). 
however,  is  still  controversial.  While 
Homma  et  al.  (Ref.  224)  suggest  that 
large,  light  LDL  are  the  fraction 
assodated  most  dosely  with 
atherosclerosis,  Austin  et  al.  (Ref.  171) 
report  that  the  phenotype  of  small, 
dense  LDL  is  the  fraction  most  closely 
related  to  increased  CHD  risk.  The 
February  1992  NHLBI  consensus 
development  conference  (Ref.  255) 
included  among  its  recommendations 
for  further  research  the  identification  of 
the  atherogenic  and  anti-atherogenic 
subfradions  that  may  be  present  in 
VLDL  and  HDL;  the  imcertainty  about 
the  relevance  of  changes  in  the  amounts 
of  subft«dions  of  these  two  lipoproteins 
similarly  applies  to  LDL. 

In  at-risk  populations,  there  have  been 
some  additional  reports  of  increased 
LDL  cholesterol  after  fish  oil 
supplementation  (Refs.  170, 191,  and 
251),  a  concern  raised  in  the  proposal. 
However,  most  studies  have  found  LDL 
cholesterol  not  changed  by  fish  oils 
(Refs.  174, 189,  205.  209,  219,  258,  and 
278).  Moreover,  each  of  the  studies  that 
used  a  polyunsaturated  fat  placebo 
control  group  foimd  no  change  in  LDL 
cholesterol  (Refe.  203,  209,  and  258). 

Therefore.  FDA  condudes  that  these 
most  recently  reviewed  studies  support 
the  conclusion  reached  in  the  proposed 
rule,  that  for  the  general  population, 
there  is  no  significant  e^d  of  omega- 
3  fatty  acids  on  LDL  cholesterol.  The 
results  of  recent  studies  among  at-risk 
subjeds,  however,  are  not  in  complete 
agreement  with  the  conclusions  in  the 
proposed  rule,  and  suggest  that  omega- 
3  fatty  acids  may  not  uniformly  increase 
LDL  cholesterol.  Additional  study  is 
needed  to  determine  the  conditions 
under  which  LDL  cholesterol  is 
increased  by  omega-3  fatty  adds. 

Among  more  recent  studies  in  normal 
healthy  subjeds  found  in  FDA's 
updated  literatiue  review,  about  half 
have  found  no  effed  of  fish  oils  or  fish 
on  HDL  cholesterol  (Refe.  202,  206,  217, 
219  (after  1.25  and  2.5  g/day  EPA  plus 
DHA),  226  (after  1  and  3  g/day  EPA  plus 
DHA).  241,  and  244),  but  about  half 
have  found  increased  HDL  (Refe.  210. 
219  (after  3.75  and  5  g/day  EPA  plus 
DHA),  220,  226  (after  6  g/day  EPA  plus 
DHA),  235,  253  (compared  to  baseline, 
significant  compared  to  olive  oil 
control).  278.  283.  and  301).  induding 
a  metabolic  ward  study  thaVvery 
carefully  controlled  for  total  fat  and 
saturated  fat  intake  (Ref.  Z53). 
Weintraub  et  al.  (Ref.  298)  found 
decreased  HDL  after  fish  oil  compared 
to  a  saturated  fat  diet 
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FDA  attempted  to  ascertain  how  those 
studies  that  reported  an  increase  in  HDL 
cholesterol  after  increased  Intake  of 
omega-3  fatty  acids  differed  firom  those 
studies  in  which  no  effect  was  found. 
However,  there  was  no  apparmt 
difference  between  the  studies  that 
reported  that  oniega-3  fatty  adds 
reduced  HDL  cholesterol  and  those  that 
reported  no  change.  Most  of  the  studies 
that  found  a  change  used  supplements 
containing  substantial  anxnuits  (e.g.,  30 
percent)  of  saturated  fatty  acids,  raising 
the  possibility  that  the  saturated  fatty 
adds  in  the  supplements  were 
responsible  for  the  increase  in  HDL  (Ref. 
17).  However,  sane  supplements  had 
low  amounts  of  saturated  fettv  adds 
(Ref.  278)  or  saturated  fat  in  the  diet  was 
spedfically  controlled  (Ref.  235),  and  in 
one  study  the  control  diet  was  reported 
to  have  significantly  more  saturated  fot 
than  the  fish  diet  (Ref.  301).  so  the 
saturated  fat  intake  during  omega-3  fatty 
add  supplementation  cannot  be  the 
factor  responsible  for  iiHreased  HDL. 

The  amounts  of  omega-3  fatty  adds 
used  in  those  studies  that  reported 
increased  HDL  tended  to  be  high  (e.g.. 
more  than  5  g  EPA  plus  DHA/day),  bat 
some  studies  that  found  a  change  used 
lower  amounts  (Ref.  278)  and  some 
studies  that  used  high  amounts  found 
no  change  (e.g..  Ref.  241  (used  6.7  g  EPA 
plus  DHA/day)  and  253  (used  8  g/day)). 
Some  studies  in  which  Bsh  was  fed, 
rather  than  fish  oil,  found  an  effect 
(Refs.  235  and  301).  but  others  did  not 
[Rek.  206  and  244).  There  was  no 
systematic  difference  in  sample  sizes  of 
the  studies  that  found  an  effect  and 
those  that  did  not;  seven  of  the  negative 
studies  reviewed  in  the  proposed  rule  or 
in  the  present  document  had  30  or  more 
subjects,  compared  to  only  one  of  the 
positive  studies.  Small  studies  (n  -  10 
or  fewer)  may  not  have  observed  a 
significant  difference  because  of  small 
sample  size,  but  larger  studies  did  not 
find  a  significant  diffisrence,  even 
though  some  found  a  trend  toward 
increased  HDL  after  fish  oil 
supplementation  (Ref.  217). 

Fmally.  the  enrichment  of  plasma 
phospholipids  with  EPA  and  DHA 
tended  to  be  higher  for  subjects  in 
studies  where  increased  HDL  was  found 
than  that  for  subjects  in  the  studies 
where  no  change  in  HDL  was  found, 
reflecting  the  tendency  of  higher  doses 
to  produce  increased  HDL.  In  particular, 
all  studies  in  which  the  plasma 
phospholipid  EPA  value  was  3.9 
percent  or  more  found  increased  HDL. 
However,  the  studies  that  fed  the 
highest  amounts  of  EPA  but  that  did  not 
find  an  effect  on  HDL  did  not  report 
data  for  phospholipid  EPA,  so  it  is  not 
clear  whether  high  phospholipid  EPA  is 


unifcmnly  associated  with  increased 
HDL.  Comparable  results  were  found 
after  inspec^n  of  data  on  phospholipid 
DHA  after  supplem«itati<xi.  however, 
because  not  all  studies  reported 
phospholipid  fatty  add  values,  no 
ctmclusion  can  be  drawn  about  the 
relationship  between  phospholipid 
DHA  and  liDL  concentration.  Notably, 
recent  data  suggest  a  dired  correlation 
between  plasma  EPA  and  HDL,  but  an 
inverse  relationship  between  plasma 
DHA  and  HDL  (Refs.  177  and  178), 
underscoring  the  importance  of 
reporting  these  data  in  future  studies. 

AmfHig  subjects  with  risk  fadors  im 
CHD  fewer  reports  found  increased  HDL 
(Refc.  191  (for  type  IV  on  SuperiSPA 
only).  195.  203.  209  (for  type  Ob),  and 
219)  than  found  no  change  (Refe.  170, 
174, 189. 191  (for  type  lib  and  type  IV 
on  MaxEPA).  209  (type  IV).  224.  258. 
263.  277,  and  299). 

Few  studies  have  controlled  for 
effects  of  PUPA'S  by  giving  a  PUFA 
supplement  Two  papers  found  no 
change  in  HDL  in  normal  subjects  fed 
fish  oil  as  Promega  (Ref.  73)  or  MaxEPA 
(Ref.  166)  compared  to  wheat-germ  oil 
or  safflower  oil  (Refs.  73  and  166. 
respectively).  Cobiac  et  al.  (Ret  20) 
reported  increased  HDL  for  mildly 
hypertensive  subjects  fed  salmon  and 
sardines  in  sild  oil  compiared  to  those 
given  a  safflower-olive  oil  mix.  but  in 
comparable  subjeds,  Meland  et  al.  (Ref. 
247)  found  no  change  in  HDL 
cholesterol  after  MaxEPA  fish  oil 
compared  to  when  the  subjects  were 
given  a  corn-olive  oil  mix.  Very  recent 
results,  also  for  a  mildly  hypertensive 
population,  found  increased  HDL  after 
either,  ethyl  esters  of  EPA  and  DHA,  or 
after  com  oil  (Ref.  177).  Thus,  for 
normal  and  hypertensive  subjects,  the 
change  in  HDL  appmars  to  not  be  a 
specific  effed  of  omega-3  fatty  acids,  but 
may  be  related  nonspecifically  to 
increased  PUFA's,  either  omega-3  fatty 
acids  or  omega-6  fatty  acids. 

In  contrast,  there  are  two  reports  of 
increased  HDL  cholesterol  in  subjeds 
with  type  lib  hyperlipidemia  fed  fish  oil 
compared  to  safflower  oil  (Ref.  166)  or 
a  corn-olive  oil  mix  (Ref.  209).  and  one 
report  of  increased  HDL  in  type  Da 
hyperiipidemics  after  fish  oil  or  olive  oil 
compared  to  com  oil  (Ref.  286).  Others 
found  fish  oil  did  not  change  HDL  in 
type  IV  hyperiipidemics  (Refs.  166  and 
209)  or  patients  with  CHD  (Ref.  258) 
compared  to  PUFA  controls. 

Therefore,  at  this  time,  FDA 
concludes  that  there  is  some  evidence 
that  omega-3  fatty  adds,  in  some  form 
and  amount  and  in  some  seleded 
populations,  may  increase  HDL 
cholesterol,  but  that  current  data  are 
ambiguous  because  the  conditions 


under  which  fish  oib  reliably  increaM 
(total)  HDL  cholesterol  have  not  bean 
established,  either  in  a  spedfic 
subpopulation,  or  in  the  general 
population. 

Whan  firactions  of  HDL  cholesterol 
have  been  reported,  an  increase  has 
generally  been  found  in  the  HDLi 
fraction  (Refe.  1, 9,  54, 148. 191,  202. 
203,  220,  235.  251.  and  286),  with  a 
comparable  decrease  in  the  HDL3 
fi^ction  (Refs.  202.  235.  251.  and  286). 
Interestingly,  the  two  recent  reports  that 
failed  to  find  increased  HDL2  both  used 
esterified  omege-3  fatty  adds  rather 
than  the  fish  oil  triglyceride  (Rek.  191 
and  224),  although  others  using  ethyl 
esters  have  found  increased  HDL2  (Reb. 
9  and  286). 

These  studies  sxiggest  that  fish  oils 
produce  a  shift  writnin  the  HDL  fraction* 
toward  a  lipid-rich.  and  away  from  a 
protein-rich  lipoprotein,  as  well  as 
within  the  LDL  fradions.  This  shift  may 
occur  whether  or  not  there  is  any 
change  in  total  HDL  cholesterol.  FDA 
noted  (56  FR  60663  at  60669)  that  some 
studies  among  normal  subfeds  found 
increases  in  the  HDLj  fiw:tion  of  HDL 
cholesterol,  and  that  these  reports  wne 
the  most  promising  changes  in  blood 
lipids.  New  studies  published  after  the 

f>eriod  covered  in  FDA's  review  of  the 
iteralure,  however,  foimd  that  both 
HDL2.  and  HDL3  were  correlated  with 
reduced  risk  of  MI  (Reb.  185a  and 
287a),  and  the  NHLBI  consensus 
conference  (Ref.  255)  conduded  that. 
"The  current  studies  of  HDL2  and  HDLs 
levels  have  not  shown  consistent 
assodations  with  CHD."  Therefore,  data 
on  changes  in  HDL  subfradions  aftw 
increased  consumption  of  omega-3  fatty 
acids  do  not  provide  a  suffident  basis 
for  a  health  claim,  because  there  is  not 
significant  sdentific  agreement  that  the 
endpoints  are  diredly  related  to  risk  of 
CHD.  If  the  risk  of  CHD  becomes  linked 
with  particular  subfiedions  of  these 
lipoproteins,  these  findings  in  normal 
subjeds  may  be  of  great  importance. 

However,  FDA  also  notes  that  recently 
published  data  from  a  prospective  study 
demonstrate  an  effed  of  aspirin 
consumption  in  reducing  the  incidence 
of  first  heart  attacks  among  women  (Ref. 
243).  Another  study  shows  a 
relationship  between  spontaneous 
platelet  aggregation  in  vitro  and 
incidence  of  CHD  (Ref.  288).  Both 
studies  were  conduded  in  the  general 
population  and  their  results  support  the 
hypothesis  that  platelet  aggregation  is  a 
useful  marker  for  CHD  risk  in  the 
general  population.  Additionally, 
preliminary  data  bom  the  Caerphilly 
Collaborative  Heart  Disease  Study  (Ref. 
302)  supports  a  relationship  between 
platelet  aggregation  and  the  inddenoe  of 
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ischemic  heart  disease;  final  data  from 
this  study  will  be  available  in  the  near 
future.  These  recently  published  and 
forthcoming  studies  may  provide  the 
basis  for  significant  sciaitific  agreement 
regarding  the  use  of  platelet  function  as 
a  siuTOgate  marker  for  CHD  risk  among 
the  general  population. 

jj.  Vessel  wall  effects. 
I     New  human  studies  on  the  efiiects  of 
omega-3  fatty  acids  on  vessel  wall 
effects  were  discussed  in  response  to 
comments  35  through  37  of  this 
document.  A  recent  meta-analysis  of 
studies  on  use  of  fish  oils  in  the 
prevention  of  restenosis  concluded  that 
the  most  plausible  interpretation  of  the 
results  was  that  there  was  a  small  to 
moderate  beneficial  effect  of  fish  oils, 
but  that  chance  could  not  be  ruled  out 
as  a  caus»of  the  results  (Ref.  260).  The 
authors  noted  a  significant 
heterogeneity  in  the  findings  and 
concluded  that  daU  from  a  large  clinical 
study  are  necessary  to  confirm  their 
interpretation.  No  study  of  restenosis  to 
date  has  compared  fish  oil  to  an 
alternate  polyunsaturated  oil  to  control 
for  nonspecific  effects  of  PUFA's. 

b.  Thmmbosis  and  hemostasis 
i.  Bleeding  tintes 

A  number  of  studies  have  reported 
data  that  show  no  significant  effect  of 
fish  oils  on  standardized  bleeding  time 
tests  (Refs.  179.  218.  253,  268.  and  277). 
However,  others  have  found  a 
significant  increase  in  bleeding  time  due 
to  fish  oil  (Refs.  195.  219.  220.  and  278) 
or  salmon  (Ref.  297)  or  have  reported 
increased  bleeding  as  a  side  effect  of 
treatment  (Refs.  189  and  295). 

a.  Platelet  aggregation. 

Consistent  with  the  literature 
previously  reviewed,  recent  studies 
show  that  fish  oil  tends  to  decrease 
platelet  aggregation  to  numerous  stimuli 
including  AA  (Refs.  179  and  256), 
adenosine  diphosphate  (ADP)  (Refs. 
204,  256,  and  297),  collagen  (Refs.  218, 
241,  251.  and  297).  thrombin  (Ref.  241), 
and  PAF  (Ref.  251).  Only  one  of  these 
studies  controlled  for  effects  due  to 
PUFA's  (Ref.  204).  The  importance  of 
the  polyunsaturated  fat  control  is  less 
critical  for  studies  on  platelet  function 
than  for  studies  on  blood  lipids,  because 
nonomega-3  PUFA's  (i.e..  omega-6  fatty 
acids  derived  from  plant  oils)  produce 
effects  in  the  opposite  direction  in 
platelets  as  omega-3  fatty  acids  (whereas 
many  of  the  blood  lipid  effects  of  these 
two  classes  of  fatty  adds  are  in  the  same 
direction).  Thus,  the  effects  of  omega-3 
fatty  acids  on  platelet  responsiveness 
are  not  likely  to  be  produced  by  PUFA's 
in  general. 


The  only  new  study  among  healthy 
subjects  that  reported  no  difference  in 
responsiveness  to  ADP  usec^EPA  ethyl 
esters  as  the  source  of  omega-3  fattv 
acids  (Ref.  179).  Furthermore,  the  data 
were  not  shown  in  this  brief  report,  so 
it  is  not  clear  if  there  was  a  trend  toward 
an  effect  that  might  not  have  been 
statistically  significant  due  to  small 
number  of  subjects  (eight  per  group). 
Those  studies  in  healthy  subjects 
reviewed  in  the  proposed  rule  that  did 
not  find  statistically  significant 
differences  in  platelet  responsiveness  to 
ADP  did  have  trends  in  the  direction  of 
reduced  responsiveness  (Refs.  24  and 

54). 

Other  studies  found  no  effect  of  fish 
oils  on  platelet  aggregation  in  response 
to  collagen  (Refs.  179.  256  and  277). 
Each  of  these  studies  had  a  relatively 
small  number  of  subjects,  and  there  was 
a  trend  toward  decreased  sensitivity 
toward  collagen  at  a  high  dose  of  omega- 
3  fatty  acids  in  one  study  (Ref.  277). 
However,  in  the  recent  metabolic  ward 
study  (Ref.  256)  there  was  no  trend 
toward  decreased  sensitivity  toward 
collagen  or  thrombin.  These  findings 
contrast  with  the  results  described 
above  (Refs.  218,  241,  251,  and  297)  and 
with  studies  in  healthy  subjects 
described  in  the  proposed  rule  (Refs.  2, 
24.  54.  96.  143.  and  166). 

Studies  reporting  no  effect  of  fish  oils 
on  PAF  or  AA-induced  platelet 
aggregation  (Refs.  179  and  218)  may  not 
have  had  sufficient  power  to  find  a 
statistically  significant  difference;  where 
the  data  were  reported  there  was  a  trend 
toward  decreased  sensitivity  for  both 
agents  (Ref.  218). 

Hi.  Platelet  adhesion 

A  provocative  study  by  Li  and  Steiner 
(Ref.  234)  showed  a  60-percent  decrease 
in  the  extent  to  which  platelets  prepared 
ft-om  subjects  fed  fish  oils  adhered  to 
substrates  in  a  laminar  flow  chamber. 
The  high  flow  rates  used  in  this 
experiment  showed  that  the  change  in 
adhesiveness  of  the  platelets  was  due  to 
changes  on  the  platelet  surface,  and  not 
due  to  a  difference  in  the  amount  of 
material  released  fit>m  platelets  that 
subsequently  caused  adhesion  (i.e.,  AA). 
Also,  a  dose-response  relationship  was 
observed,  and  the  time  to  return  to  pre- 
fish  oil  adhesion  values  was  related  to 
the  amount  consumed. 

However,  another  study  found  no 
effect  on  fish  oils  on  in  vitro  platelet 
adhesion  to  everted  rabbit  aorta, 
although  there  was  a  trend  toward 
increased  adhesion  after  2  and  4  weeks 
of  supplementation  (Ref.  264).  The 
reperfusion  assay  used  in  this  study 
does  not  distinguish  platelet  membrane 
effects  from  effects  mediated  by 


substances  released  bom  platelets. 
Neither  of  these  studies  used  a 
nonomega-3  PUFA  control. 

iV.  Regulators  of  bleeding  ; 

Two  recent  studies  in  normal  subjects 
have  reported  that  omega-3  fatty  adds 
have  no  effect  on  the  clotting  protein 
fibrinogen  (Refs.  183  and  210),  although 
in  one  of  these  studies  a  large 
supplement  of  vitamin  E  was  assodated 
with  a  decrease  (Ref.  21Q).  An 
uncontrolled  study  in  normal  subjects 
foimd  a  decrease  in  fibrinogen  after  fish 
oil  supplementation  (Ref.  278). 

Studies  on  subjects  at  risk  for  CHD 
have  reported  no  change  (Ref.  203),  a 
decrease  (Refs.  276  and  277),  and  an 
increase  in  fibrinogen  (Ref.  287).  In 
agreement  with  its  tentative  condusion 
in  the  proposed  rule,  FDA  finds  that  the 
data  on  the  effects  of  omega-3  fatty  acids 
on  fibrinogen  level  are  ambiguous, 
because  they  do  not  distinguish  effects 
due  to  PUFA's  from  effects  spedfic  to 
omega-3  fatty  acids. 

Plasminogen  is  an  enzyme  that 
dissolves  clots.  Plasminogen  activator  is 
a  substance  that  increases  dot 
dissolving;  plasminogen  activator  is 
specifically  inhibited  by  another 
substance,  the  PAI-1.  Thus,  a  high  level 
of  PAI-1  decreases  the  capability  to 
dissolve  clots. 

Three  recent  studies  reported 
increased  concentrations  of  PAI-1  after 
fish  oil  supplementation  (Refs.  254,  278, 
and  287),  which  would  appear 
inconsistent  with  a  clot-dissolving  effect 
of  fish  oil.  Two  of  these  investigators 
also  found  no  change  in  the  amount  of 
plasminogen  activator  (t-PA)  after 
supplemental  fish  oil  (Refs.  254  and 
287)  including  one  who  used  a  very 
specific  immunologic  assay  (Ref.  254), 
suggesting  that  fish  oils  do  not  increase 
clot  dissolution  by  increasing  the 
amount  of  this  protein.  The  third  group, 
however,  found  an  increase  in  the 
artivity  of  tissue  plasminogen  activator 
(Ref.  277),  which  suggests  that  fish  oils 
mi^t  increase  clot  dissolution  by  a 
different  mechanism  than  affecting  the 
amount  of  activator.  Another  group 
found  no  effect  of  cod  liver  oil  on  t-PA 
activity  or  fibrinolysis  measured 
diredly  (Ref.  216).  These  reports  are  in 
contradiction  to  a  report  of  increased 
fibrinolytic  artivity  after  a  fish  or  fish 

£lus  fish  oil  diet  (Ref.  183).  FDA  has  not 
Ben  able  to  find  a  reason  for  this  rather 
marked  contradiction.  Therefore,  in 
agreement  with  the  conclusion  in  its 
proposed  rule,  FDA  finds  there  is  no 
clear  relationship  between  omega-3  fatty 
acids  and  factors  involved  in  dissolving 
blood  clots,  or  clot  dissolution  artivity. 

Numerous  investigators  (Refs.  174. 
191,  210.  220,  235.  241.  and  279)  have 
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recently  reported  that  fish  oils  do  not 
affect  the  concentration  of  LpCa).  a , 
lipoprotein  correlated  with  the  risk  of 
QJD.  One  investigator  reported  that 
very  high  levels  of  fish  oils  (9  g  EPA 

f>lus  DHA/day)  gave  a  trend  toward 
ower  values,  but  the  response  may  have 
been  due  to  the  PUFA's  (Ref.  279).  One 
study  reported  no  efiect  overall  of  fish 
oils  on  Lp(a)  among 
hypertriglyceridemics.  but  Lp(a)  was 
reduced  in  those  whose  initial  values 
were  high  (Ref.  174).  On  the  basis  of 
these  reports  and  those  reviewed  in  the 
proposed  rule,  FDA  concludes  that 
omega- 3  fatty  acids  do  not  affect  the  risk 
of  CHD  by  lowering  Lp(a). 

V.  Blood  pressure 

Most  of  the  studies  not  reviewed  in 
the  proposed  rule  that  report  data  on 
blood  pressure  after  consumption  of  fish 
oils  have  not  found  a  significant  change. 
One  study  of  50  elderly,  healthy 
subjects  reported  that  fish  oils  in 
combination  with  a  salt-restricted  diet 
decreased  both  systolic  and  diastolic 
blood  pressure,  but  that  fish  oil  alone 
had  no  effect  (Ref.  190).  There  was  a 
reduction  in  blood  pressure  during  the 
run-in  period,  when  the 
polyunsaturated  fat  placebo,  sunflower 
oil,  was  fed. 

Most  studies  on  subjects  with  mild 
hypertension  also  have  reported  no 
change  (Refs.  247.  277,  and  289). 
including  one  large,  randomized, 
placebo-controlled,  multicenter  trial  of 
various  behavioral  changes  and  dietary 
supplements  (Ref.  289).  One  study  in 
hypertensives  found  reduced  systolic 
and  diastolic  blood  pressure  comparable 
to  reductions  after  the  hypertension 
medication  propranolol  (Ref.  285),  and 
in  some  cases  the  combined  treatment  of 
fish  oil  plus  propranolol  gave  a  greater 
decrease  than  either  treatment  alone. 
This  study  was  controlled  by  olive  oil 
(which  is  predominantly 
monounsaturated  fatty  acids),  and 
therefore  does  not  distinguish  effects  of 
omega-3  fatty  acids  fiom  other  PUFA's. 
Another  double-blind  randomized, 
placebo-controlled  study  in 
hypertensives  whose  blood  pressures 
were  maintained  by  medications  found 
comparable  blood  pressure  lowering 
compared  to  pretreatment  values  by  fish 
oil  or  olive  oil  placebo  (Ref.  299). 

One  uncontrolled  study  among 
hyperlipidemics  also  found  reduced 
systolic  and  diastolic  blood  pressure 
(Ref.  263),  but  no  effect  was  found  in 
uncontrolled  trials  in  subjects  with  end- 
stage  renal  disease  (Ref.  207)  or 
diabetics  (Ref.  215).  In  a 
polyunsaturated  fat  (com  oil)  controlled 
study  on  subjects  with  stable 
claudication  (Ref.  203)  fish  oil  and  com 


oil  both  reduced  diastolic  blood 
pressure  comparably,  but  systolic  blood 
pressure  was  only  reduced  by  the  ohh 
oil  treatment. 

The  results  of  these  studies  support 
the  tentative  conclusions  reached  in  the 
proposed  rule,  that  omega-3  tatty  acids 
reduce  blood  pressure  to  a  small  degree 
in  hypertensive  people,  but  that  it  is  not 
clear  if  there  is  any  specific  effect 
among  normal  subjects. 

3.  Other  relevant  information 

a.  Animal  studies 

Animal  studies  are  especially 
important  for  studying  effects  of  long- 
term  consumption  of  omega-3  fatty 
acids,  where  there  are  few  data  from 
human  intervention  studies.  The  animal 
studies  cited  in  the  proposed  mle 
related  to  the  ability  of  omega-3  fatty 
acids  to  inhibit  the  development  of 
atherosclerosis,  an  area  not  readily 
available  for  study  in  humans.  A  more 
complete  discussion  of  the  previously 
cited  studies,  with  emphasis  on  those 
studies  in  nonhuman  primates,  is  given 
in  response  to  comment  47  of  this 
document.  Other  recent  animal  studies 
dted  in  the  comments  or  found  during 
FDA's  updated  literature  search  that 
provide  data  on  the  development  of 
atherosclerosis  (where  atherosclerosis  is 
measured  directly)  are  reviewed  here. 
Also  reviewed  are  studies  on  effects  of 
omega-3  fatty  acids  during  experimental 
ischemia,  obviously  not  available  for 
human  study. 

I.  Atherosclerosis 

One  recent  study  in  rabbits  foimd  less 
atherosclerosis  in  fish  oil-supplemented 
animals,  but  there  was  no  control  for 
PUFA's,  and  the  fish  oil-treated  animals 
also  had  reduced  semm  cholesterol  (Ref. 
192).  Because  humans  do  not  have 
reduced  serum  cholesterol  after  fish  oil 
consumption,  these  results  are  of 
questionable  relevance  to  humans. 
Furthermore,  the  effect  cannot  be 
attributed  specifically  to  omega-3  fatty 
acids  rather  than  to  polyunsaturated  fats 
in  general. 

Fish  oil  feeding  has  also  been 
associated  with  reduced  binding  of  LX)L 
to  the  blood  vessel  endothelium  in 
monkeys  (Ref.  193),  and  purified  EPA 
ethyl  ester  was  reported  to  reduce 
susceptibility  of  LDL  to  oxidation  (Ref. 
273).  but  these  studies  did  not  control 
for  PUFA's.  The  antioxidant  levels  in 
the  diets  with  respect  to  the  amount  of 
omega-3  fatty  acids  may  be  as  important 
in  determining  whether  or  not  there  is 
any  effect  of  omega-3  fetty  acids  on  the 
oxidation  of  LDL. 

Three  recent  papers  describe  effects  of 
fish  oils  fed  before  surgical  grafting  of  a 


vein  into  an  artery,  a  procedure 
associated  with  an  accelerated 
developmeiit  of  atherosclerosis.  Two 
papers  (ReEs.  275  and  303)  each  used  a 
polyunsaturated  Cat  control  and  studied 
fish  oil  effects  ■after  vein  allografts  in 
animals  treated  with  the 
immunosuppressant  cyclosporin.  In  one 
study  (Ref.  303),  six  groups  of  rabbits 
received  one  of  three  amounts  of  fish  oil 
(giving  29, 87  and  174  mg  EPA  plus 
DHA/kg.  respectively,  similar  amounts 
to  those  used  in  most  human  studies)  or 
comparable  amounts  of  saffiower  oil.  In 
this  study,  saffiower  oil  was  more 
effective  at  reducing  cholesterol  than 
fish  oil,  and  there  was  a  trend  toward 
more  protection  from  atherosclerosis  in 
the  saffiower  oil-fed  group.  In  the  other 
study  (Ref.  275),  rats  received,  in 
addition  to  cyclosporin,  either  fish  oil 
(containing  210  mg  EPA  plus  DHA/kg). 
or  saffiower  oil  with  aspirin,  or 
saffiower  oil  only.  The  fish  oil  group 
had  remarkably  less  atherosclerosis  than 
the  other  two  groups.  The  contradictory 
results  in  these  two  studies,  both  of 
which  used  the  same  model  of  vein 
allografts  with  cyclosporin 
immunosuppression  and  the  same 
polyunsaturated  fat  control,  may  be 
related  to  dose  and  species  differences. 

A  third  study  of  vein  allografts  in 
dogs  (Ref.  274)  found  significantly  less 
atherosclerosis  in  fish  oil-fed  animals 
either  fed  the  fish  oil  alone  or  in 
combination  with  aspirin  or  a 
thromboxane  synthetase  inhibitor.  Other 
animals  were  treated  with  aspirin  only 
or  a  thromboxane  synthetase  inhibitor 
only.  There  was  no  difference  among 
groups  for  blood  lipids,  platelet  function 
or  eicosanoid  metabolism.  This  study 
suggests  that  mechanisms  of 
atherosclerosis  other  than  those 
involving  blood  lipids  and  platelet 
function  may  be  affected  by  omega-3 
fatty  acids. 

Inese  animal  models  are  most 
relevant  to  comparable  surgical 
procedures  or  other  invasive  procedures 
(e.g.,  angioplasty)  that  would  be 
expected  to  activate  platelets  in 
humans.  Use  of  omega-3  fatty  acids  in 
these  settings  is  a  dmg  usage,  but 
provides  information  on  the  extent  to 
which  omega-3  fatty  acids  may  modify 
platelet  response  in  vivo.  The  very 
different  results  of  omega-3  fatty  acids 
in  modifying  the  response  to  vein 
allografts  in  immune-suppressed 
animals  indicates  that  the  actions  of 
omega-3  fatty  acids  in  these  settings  are 
not  yet  well  established. 

a.  Response  to  ischemia 

One  major  line  of  research  on  omega- 
3  fatty  acids  in  animals  is  experimental 
ischemia  (deficiency  of  blood  flow  to 
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the  heart).  Foic*  at  al.  (R»f.  IM)  found 
that  rats  fed  ■  dkt  oontMning  a  hq^ 
amount  of  fish  oil  (20  percent  (rf  the 
diet)  for  6  to  12  wrelBki  had  mudi  greater 
blood  flow  once  the  oodustoo  was 
removed  than  rata  fed  diets  enriched  in 
com  oil  or  lard.  There  were  no 
differencaa  among  diet  groups  in  the 
amount  of  tissue  damaged  by  isdiemia. 
hxxeesed  blood  flow  after  ischemia  has 
also  been  reported  in  a  pig  model  {JR»t 
221).  This  study  did  not  contitd  fat 
pol3runsatiirated  fot  and  used  a  lowrer 
amount  of  omega-3  fetty  adds,  and  the 
differences  in  Uood  flow  were  not  as 
pronounced  as  in  the  Force  study. 
Andhw  study  found  evidence  od  less 
tissue  damage  during  repvfusion  when 
rats  had  been  fed  a  diet  writh  12  percent 
fish  oil  compared  to  other  rats  fed  the 
same  level  of  com  oil  (Kaf.  223). 
Anoth«-  study  in  yet  a  third  animal 
spedes  (Ref.  230)  showed  that  the 
functiooal  capillary  density  wras 
preserved  during  reperfusion  in 
hamstera  fed  5  percent  fish  oil  for  4 
weeks  prior  to  experimental  ischemia. 

A  reperfusion  study  in  dogs 
determined  the  affects  of  fish  oil  on  the 
duration  of  time  needed  for  drug- 
induced  reperfusion  following  an 
electrically  induced  blockage,  and  cm 
the  occurrence  of  qxmtaneous 
reoodusion  in  the  reopened  vessel  (Ref. 
182).  High  amounts  of  fish  oil  (one-third 
of  total  calories)  for  3  weeks  before  the 
surgery  resulted  in  a  diorter  time 
needed  for  the  drug-induced 
reperfusion.  but  did  not  affect  the  time 
necessary  for  the  electrically  mediated 
occlusion  to  occur,  the  occurrence  of 
second  occhisioa.  or  the  time  it  took  for 
the  saomd  occlusions  to  appear.  This 
study  did  not  have  a  polyunsaturated  fet 
control,  and  even  at  the  high  intake  only 
a  modest  effect  of  omega-3  fetty  adds  on 
platelet  function  was  seen,  that  being 
primarily  an  enhancement  of  the  effects 
of  the  fibrinolytic  drug. 

Another  possible  consequence  of 
ischemia  is  anh3^thmia,  when  the  heart 
fails  to  maintain  its  normal  rhythmic 
beating.  The  effects  of  fish  oils  on 
arrhythmia  in  monkeys  are  discussed  in 
response  to  comment  39  of  this 
document.  Similarly,  data  have  been 
reported  for  experimental  ischemia  in 
rats  that  show  that  both  fish  oil  and 
sunflower  oil  reduced  the  occurrence  of 
arrhythmia  during  occlusion  and 
reperfusion  compared  to  a  saturated  fet 
diet  (Ref.  246).  Another  study,  done  on 
isolated,  cultured  rat  heart  cells 
(myocytes)  showed  that  EPA,  but  not 
AA,  prevented  a  known  toxin  (ouabain) 
from  disturbing  the  rhythmic 
contractions  and  killing  the  cells  (Ref. 
212).  The  effective  amount  of  EPA  was 
so  low  that  the  mode  of  action  was 


proposed  to  be  due  to  ivoduction  of  an 
active  metabolite,  rather  than  due  to 
direct  effects  of  EPA  on  the  cell 
membranes.  This  study  sumasts  a 
spedfic  effect  of  EPA  in  stSilizing  the 
heart  myocytes  during  stress.  Prevention 
of  arrhythmia  by  stabilization  of  these 
heart  calls  has  been  proposed  as  a 
mechanism  by  which  omega-3  fetty 
adds  may  iiMsease  the  chances  of 
survival  following  a  heart  attack  as 
reported  in  the  Dart  study  (Ref.  16). 

These  studies  indicate  that,  in  various 
animal  models,  dietary  fish  oils  promote 
greater  reestablishment  of  blood  flow  in 
heart  tissues  fallowing  a  transient  block, 
as  occurs  in  an  acute  heart  attack. 
Importantly,  the  results  are  consistent 
across  many  animal  spedes.  and  in 
some  cases  have  been  shoMm  to  be 
spedfic  fbr  omega-3  fetty  adds  rather 
than  simply  due  to  any  PUPA.  Finally, 
the  experimental  designs  included 
coronary  occlusions  in  otherwise 
healthy  animals  who  were  not  suffiaring 
from  heart  disease,  a  model  relevant  for 
use  of  omega-3  fetty  adds  in  redudng 
the  risk  of  CHD  rather  than  in  therapy 
for  persons  with  preexisting  heart 
disease.  The  studies  remain  limited  in 
that  ischemia  was  produced  by  an  acute 
blockage  produced  by  mechanical  or 
electrical  means  rather  than  by  chronic 
dietary  means,  and  the  response  to  these 
different  types  of  block  may  not  be  the 
same. 

Other  studies  have  attempted  to  leam 
the  mechanism  by  which  the  platelet- 
vessel  wall  interactions  are  modified  by 
omega-3  fatty  adds.  One  study  (Ref. 
240)  found  that  aortas  from  rats  fed  fish 
oil  or  com  oil  did  not  contract  as  much 
in  response  to  agents  that  cause 
contraction  as  aortas  from  rats  fed  beef 
tallow  (saturated  fet).  This  was  true  both 
before  and  after  oxygen  deprivation.  The 
aortas  from  fish  oil-fed  rats  were  more 
responsive  to  one  of  three  tested 
chemical  relaxers  than  aortas  fit>m  com 
oil-fed  or  beef  tallow-fed  rats.  Another 
study  found  that  EPA  potentiated  the 
release  of  an  EDRF  (Ref.  181),  but  the 
effisd  was  thought  to  be  related  to  the 
unsaturation  of  the  EPA.  because  the 
experiments  were  carried  out  in  the 
presence  of  inhibitors  of  EPA 
metabolism. 

One  research  group  has  recently 
shown  that  leukotrienes,  chemicals 
produced  from  AA,  are  important  in  the 
tissue  injury  that  accompanies 
reperfusion  (Refs.  230  and  232).  Since 
EPA  competes  with  AA  for  the  enzyme 
that  makes  leukotrienes  from  AA,  EPA 
could  potentially  reduce  the  amoimt  of 
leukotriene  formed  from  AAi  This  same 
group  has  shown  that  leukotrienes 
promote  the  adhesion  of  leukocytes  to 
the  vessel  wall  (Ref.  231),  and  that 


feeding  hamsters  iish  oil  at  5  percent  of 
the  diet  far  4  weeks  greatly  reduced 
(over  60  percent)  the  adhesion  of 
leukocTtes  to  die  vessel  wall  (Ref.  233). 
The  reduced  adhesion  could  be  relevant 
for  both  the  conditions  diiring  which 
■therocderosis  develops  (indeed,  the 
stimulus  used  to  elidt  leukocyte 
adhedcm  was  oxidized  LDL,  a  candidate 
for  promoting  atherosclwosis  in 
humans),  and  the  acute  response  to 
coronary  ischemia. 

These  animal  data  suggest 
mechanisms  by  whidi  omega-3  fatty 
acids  could  amct  rtie  development  of 
atherosderosis  or  the  respwnse  of  heart 
tissue  after  a  transient  occlusion  of  its 
blood  flow.  Both  modes  of  action  could 
make  important  contributions  to  the  risk 
of  CHD  and,  therefore,  merit  additional 
study.  The  reperfusion  studies  and  the 
myocyte  toxidty  study  have 
demonstrated  spedficity  of  the  effect  as 
to  omega-3  fatty  acids.  However,  the 
increase  in  reperfusion  volume  is  not 
sufficient  to  ensure  a  reduced  risk  of 
CHD  death.  Qaiega-3  fatty  adds  may  not 
affect  the  extent  of  tissue  damaged 
during  an  ocdusion,  or  the  tendency  for 
a  second,  spontaneous  occlusion. 
Additionally,  omega-3  fatty  adds  may 
not  affect  tissue  viUnerabiUty  during 
reperfusion.  Those  studies  where  CHD 
deaths  or  second  occlusions  have  been 
recorded  used  Urge  amoimts  of  fish  oils, 
and  do  not  indicate  whether  amoimts  of 
omega-3  fatty  adds  found  in  the  diet 
would  have  the  same  effects.  Thus, 
there  are  many  possible  avenues 
suggested  by  these  animal  studies  for 
beneficial  effects  of  omega-3  fatty  adds 
on  the  development  of  OiD,  but  there 
are  also  important  limitations  in  the 
study  designs  and  models  used  that 
prevent  drawing  condusions  from  these 
data  about  the  importance  of  omega-3 
fatty  adds  in  redudng  the  risk  of  human 
CHD. 

b.  Safety  concerns 
i.  Diabetes 

Three  additional  papers  (Refs.  170, 
222.  and  304)  and  one  major  review 
(Ref.  238)  on  the  effects  of  fish  oils  in 
diabetics  were  published  aftw  the  time 
period  reviewed  in  the  proposal.  All 
three  new  studies  found  increased  IDL 
cholesterol  after  fish  oil  consumption  in 
type  n  diabetics.  However,  effscts  on 
fasting  glucose  varied,  with  no  change 
(Ref.  170),  a  transient  increase  (Ref.  222) 
or  an  increase  (Ref.  304)  reported. 
Although  fasting  insulin  concentration 
was  unchanged  after  fish  oil  (Refe.  170 
and  304),  postprandial  insulin  response 
usually,  but  not  always  (Ref.  170),  has 
been  reported  as  reduced  (Refs.  238  and 
304). 
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These  effects  of  fish  oik  on  blood 
glucose  appear  to  depend  on  the  amount 
offish  oils  fed.  One  study  found  no 
change  in  fasting  blood  glucose  levels 
among  type  n  diabetics  treated  with  3.0 
g/day  EPA  plus  DHA  for  2  weeks  (Ref. 
170).  Two  other  studies  that  used  3  or 
2.7  g/day  EPA  plus  DHA  for  6  and  8 
weeks  (Refe.  222  and  79)  only  found 
transient  increases  in  blood  glucose 
halfway  through  their  respective 
supplementation  periods.  A  fifth  study 
(Ref.  12)  that  used  3.0  g/day  EPA  plus 
DHA  for  3  weeks  found  comparable 
increases  in  fosting  blood  glucose  when 
either  fish  oil  or  safflower  oil  was  fed. 
so  the  increase  cannot  be  attributed 
specifically  to  the  omega-3  fatty  acids. 
Similarly,  Vessby  and  Boberg  (Ref.  157) 
fed  3  g/day  EPA  plus  DHA  and  did  not 
find  a  difference  in  fasting  glucose  or 
glycosylated  hemoglobin  after  fish  oil 
supplementation  compared  to  baseline: 
they  did  find  a  significant  difi^erence 
compared  to  the  olive  oil  treatment  that 
produced  changes  in  the  opposite 
direction  fiom  fish  oil.  Studies  on  type 
II  diabetics  that  reported  increased 
glucose  used  higher  amounts  (4.5  to  8  g/ 
day)  of  omega-3  fotty  acids  (Refs.  52,  55. 
128,  and  304).  Thus.  FDA  concludes 
that  glycemic  control  among  diabetics 
remains  a  valid  safety  concern,  but 
notes  that  restriction  of  the  amount  of 
supplemental  omega-3  fatty  acids  may 
suitably  address  this  concern. 

u.  Increase  in  LDL  cholesterol 

Many  studies  published  after  1987 
with  data  for  LDL  or  apoB  report 
increased  LDL  cholesterol  or  apoB  after 
fish  oils,  in  hypercholesterolemic  or 
hypertriglyceridemic  subjects  (Refs.  1. 
26,  32,  55,  60,  81,  63.  73.  75,  94,  114, 
119, 120. 129. 146.  and  166).  Virtually 
all  the  studies  with  10  or  more  subjects 
supplemented  with  5  g/day  EPA  plus 
DHA  or  more  found  increased  LDL. 
Some  studies  on  normal  subjects  (all  of 
which  were  reviewed  in  the  proposed 
rule)  also  report  increased  LDL  or  apoB 
after  fish  oil  consumption  (Refe.  54. 127. 
and  156).  Many  studies  that  found  no 
effect  may  not  have  had  sufficient 
sample  size  to  detect  a  difference  due  to 
treatment.  FDA  concludes  that 
increased  LDL  cholesterol  among  some 
populations  already  at  increased  risk  of 
CHD  remains  a  valid  safety  concern,  but 
because  most  reports  of  increased  LDL 
are  in  studies  where  large  amounts  of 
fish  oils  are  given,  it  is  possible  that 
restriction  of  the  amount  of 
supplemental  omega-3  fatty  acids  and/ 
or  changes  in  the  fatty  acid  composition 
of  omega-3  fatty  acid  supplements  may 
suitably  address  this  concern. 


m.  Overall  Summary  and  Gonclosions 

FDA  concludes  that  there  is  some 
evidence  that  supports  a  relationship 
between  omega-3  fatty  adds  and  CHD. 
but  that  the  totality  of  scientific 
evidence  available  at  this  time  does  not 
provide  an  adequate  basis  for  a  health 
claim.  In  some  cases,  there  is  not 
significant  scientific  agreement  that  the 
changes  that  are  specific  to  omega-3 
fatty  acids  will  reduce  the  risk  of  CHD. 
In  other  cases,  the  data  do  not 
demonstrate  that  the  e^ct  is 
specifically  due  to  the  omega-3  fatty 
acids  and  not  due  to  other  dietary 
variables.  For  yet  other  cases,  the  data 
are  ambiguous  because  effects  of  omega- 
3  fatty  acids  are  not  consistently 
observed,  which  suggests  that  other 
variables  are  important  in  determining 
whether  or  not  an  effect  is  seen. 
Therefore,  the  agency  does  not  consider 
the  evidence  sufficiently  strong  to  draw 
a  firm  conclusion  about  the  relationship 
between  omega-3  fatty  acids  and  risk  of 
CHD.  and  therefore  is  not  authorizing 
the  claim  at  this  time. 

In  the  course  of  developing  this 
regulation.  FDA  has  identified  some 
areas  where  greater  agreement  is  needed 
that  the  effects  produced  by  omega-3 
fatty  acids  are  directly  related  to  the  risk 
of  CHD.  Many  surrogate  markers  have 
been  hypothesized,  on  the  basis  of 
limited  evidence,  to  be  related  to 
specific  diseases,  including  CHD,  but 
few  have  withstood  the  continued 
scrutiny  of  scientific  investigation.  Also, 
some  markers  may  have  scientific 
validity,  but  may  not  be  applicable  for 
use  in  the  general  population,  because 
of  technical  limitations.  Thus.  FDA 
asserts  that  only  when  a  surrogate 
marker  for  a  disease  has  been  accepted 
as  a  risk  factor  for  the  general 
population,  as  indicated  by  a  statement 
by  an  unbiased,  nationally 
representative  authoritative  scientific  or 
medical  body,  can  the  agency  authorize 
a  health  claim  based  on  the  relationship 
of  a  nutrient  to  the  surrogate  marker  of 
the  disease.  Examples  of  potential 
surrogate  measures  for  which  validation 
is  needed  are  in  vitro  platelet 
aggregation,  in  vitro  platelet  adhesion, 
elevated  fasting  triglycerides 
postprandial  triglycerides  (recently 
considered  at  the  NHLBI  consensus 
development  conference,  Ref.  255).  and 
subfractions  of  LDL  and/or  HDL. 

In  some  cases  additional  research  is 
needed  to  determine  whether 
hjrpothesized  subpopulations,  e.g..  those 
with  high  LDL:HDL  ratio  and  high 
triglycerides,  are  at  increased  risk  of 
disease.  The  pronounced  triglyceride 
lowering  effects  of  omega-3  fatty  acids 


might  well  have  a  protective  effect 
against  CHD  in  such  a  subpopulation. 

There  are  other  areas  where 
additional  research  is  needed  to  show, 
for  agreed  endpoints.  that  the  effects  are 
consistently  produced,  or  are 
specifically  due  to  omega-3  fatty  acids. 
These  areas  require  additional  data  to 
establish  that  the  effect  of  omega-3  fatty 
acids  is  specific,  or  to  further  define  the 
conditions  under  which  omega-3  fatty 
acids  have  their  effects.  For  example, 
data  are  needed  to  show  a  reduction  in 
MI  or  CHD  mortality  among  individuals 
fed  supplemental  omega-3  fatty  acids 
(specifically)  compared  to  a  group  fed 
omega-6  PUFA's.  The  critical  failing  of 
some  recent  studies  associating  omega- 
3  fatty  acids  and  CHD  is  that  specificity 
was  not  obtained.  Future  studies  should 
carefully  control  for  knovni 
confounders,  particularly  dietary 
variables. 

Finally,  the  available  data  suggest  that 
some  set  of  conditions  or  population 
may  exist  for  which  omega-3  fatty  acids 
will  increase  HDL.  Additional  research 
should  be  able  to  define  the  conditions 
under  which  omega-3  fatty  acids  have 
this  effect. 

Interested  parties  may  choose  to 
petition  the  agency  for  approval  of  other 
health  claims  about  omega-3  fatty  acids. 
For  example,  additional  data  may  be 
developed  to  support  an  omega-3  fatty 
acids/hypertension  health  claim 
petition.  Because  the  blood  pressure- 
lowering  effect  of  omega-3  fatty  acids 
appears  most  marked  against  a 
background  of  very  low  dietary  intakes 
of  omega-3  fatty  acids,  the  role  of 
omega-3  fatty  acids  in  the  total  diet 
would  need  clarification  before  such  a 
I}etition  could  be  adequately  supported. 
Similarly,  limitations  of  the  effects  of 
omega-3  fatty  acids  on  the  magnitude 
and  duration  of  change  in  blood 
pressure,  the  quantitative  amounts  of 
omega-3  fatty  acids  required  for  the 
effects,  and  characterization  of  the 
sensitive  subpopulation  would  require 
discussion  in  a  petition.  A  petition 
should  also  address  apparent  conflicting 
pieces  of  information,  e.g..  high  blood 
pressure  among  populations  that  have 
high  intakes  of  omega-3  fatty  acids. 
Safety  concerns  raised  in  this  final  rule 
will,  of  course,  require  resolution  prior 
to  the  authorization  of  any  petitioned 
claim. 

IV.  Decision  Not  to  Authorize  a  Health 
Claim  Relating  Ingestion  of  Omega-S 
Fatty  Acids  to  Reduced  Risk  of  CHD 

In  evaluating  the  scientific  evidence. 
FDA  considered:  (1)  The  strength  of  the 
association  of  omega-3  fatty  acids  with 
CHD  or  surrogate  markers  for  CHD,  (2) 
the  consistency  of  findings  among  the 
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many  studi«s.  (3)  the  gpadfidty  of  the 
outcooM  to  oflMge-a  fatty  edds,  (4)  the 
presence  or  abMice  of  e  dose  rmpnnm 
relatioufaip.  end  (5)  the  bkdogic 
plausibility  of  an  association.  FDA  has 
determined  that  then  is  inadequate 
evidence  to  show  that  incroesed 
consumptian  of  omaga-S  frtty  edds  will 
reduce  the  risk  of  CHD. 

FDA  sought  to  dat«mine  whether 
there  was  signiiBcant  sdantific 
agreem«it  among  qualified  experts  that 
the  totality  of  publicly  availaUe 
sdentific  evidence  suMMited  the  claim 
that  aoMoa-a  btty  adds  reduce  the  risk 
of  haart^saese.  FDA  reviewed  the 
position  taken  in  niimerous  Federal 
Government  reports  and  other 
authoritative  scientific  reports  and 
evaluated  the  publidy  available 
sdentific  evidence  that  has  become 
available  since  those  reports  wace 
written.  The  dedsion  to  deny  a  health 
fUVf*  is  based  on  the  condusions 
reached  following  review  of  the 
foUovfing  sources  of  inJoaoation:  (1) 
"The  Sotgaon  Ganaral's  Report  on 
Nutrition  and  Heehh;"  (2)  the  National 
Reseaidi  Council's  "Diet  end  Heslth: 
Implications  for  Reducing  Chronic 
Disease  Risk."  and  (3)  the  National 
Cholesterol  Education  Program's  Report 
of  the  Eiqpert  Panel  on  Detection. 
Evaluation  uod  Tteatment  of  High  Blood 
Chokstsiol  in  Adults.  Each  of  these 
reports  conduded  that  there  was 
inadequate  evidence  of  a  relationship 
between  consumption  of  onMga-3  fatty 
adds  and  CHD.  FDA  has  reviewed  agsin 
all  of  the  relevant  cross-sectional  data 
from  which  the  hypothesized 
relationship  between  omegs-3  btty 
acids  and  CHD  originatad.  and  all 
clinical  intervention  data  published 
since  these  Federal  Government  and 
other  authoritative  reports  were  issued 
to  determine  whether  the  additional 
evidence  is  adequate  to  support  a  health 
claim  for  omeg»-3  fatty  adds. 

The  LSRO  report  reached  a  different 
condxision  from  the  other  authoritative 
reports  by  finding  a  relationship 
between  omega-3  fatty  adds  and  CHD. 
The  report  used  only  selected  evidence, 
and  often  did  not  distinguish  effects 
spedfically  due  to  omega-3  fetty  adds 
from  effects  due  to  PUFA's  in  general. 
The  description  of  international 
epidemiologic  findings  of  a  relationship 
between  fish  consimiption  and  CHD. 
similarly,  was  not  shown  to  be  spedfic 
to  oaiega-3  fatty  adds.  In  some 
instances.  FDA  disagreed  with  the 
inter|Hetation  of  the  studies  reviewed  by 
LSRO.  or  with  LSRO's  condusions. 
Finally,  the  LSRO  report  also  based  its 
condusions  about  the  usefulness  of 
omega-3  fatty  adds,  in  part,  on  changes 
in  blood  lipid  parameters  that  are  not 


geaanlly  agreed  to  be  ride  factors  far 
CHD.  Therefore,  FDA  finds  numerous 
reasons  for  not  accepting  all  of  the 
findii^gs  of  the  LSRO  report.  FDA's 
coixrhisioas  regarding  the  relationdiip 
between  omega-S  fetty  adds  and  CHD 
rely  instead  on  FDA's  independent 
review  of  the  pi;^licly  available 
sdentific  informetirai.  and  are 
consistaat  with  the  Federal  Govenunent 
and  other  comprehensive  and 
authoritative  reports  except  far  the 
LSRO  report. 

The  surveys,  cross-sectional  studies, 
and  nonintervention  prospective  studies 
do  not  profvide  adequate  support  for  a 
relatioB^p  between  coDsumptian  of 
omege-3  fatty  edds  and  CHD.  Only  a 
few  studies  found  an  assodation 
between  fish  intake  and  CHD.  while 
others  have  found  no  assodatioii:  thus. 
there  was  no  amsistency  of  findings. 
None  of  the  studies  that  reported  e 
relationship  distinguished  fish 
consumpticHi  i^om  other  fadcws 
asaodated  with  fish  consumpticm.  and 
therefore  none  demonstrates  spedfidty. 
Even  in  those  studies  that  reported  a 
relationship  between  fish  consumption 
and  CHD.  it  is  not  dear  that  the 
observed  effects  were  due  to  the  omega- 
3  fetty  adds  in  fish.  Also,  the  omega-3 
fetty  add  content  of  the  fish  diet 
assodated  with  reduced  CHD  in  these 
studies  was  so  fow  that  the  importance 
of  omega-3  fatty  adds  is  questionable, 
thus  weakeninR  the  biologic  plausibility 
of  the  relationship. 

The  data  from  intervention  studies 
also  do  not  establish  a  relaticmship 
between  oroege-3  fatty  adds  and  risk  of 
CHD.  The  moet  compelling  type  of 
evidence  to  support  a  diet-disease 
relationship  is  a  prospective,  double- 
blind,  placrimKxntrolled  intervention 
study,  with  CHD  morbidity  and 
mortality  as  endpoints.  To  date,  there  is 
onW  one  such  trial  (Ref.  16).  The  resuhs 
of  that  study  sho%ired  that  increased 
consxmiption  of  fish  does  not  reduce  the 
risk  of  a  second  heert  attack  but  may 
reduce  the  risk  that  the  attadc  will  be 
fatal.  This  study  provides  evidence  for 
a  protective  effad  of  fish  consumption 
against  second  heart  attacks.  However, 
as  with  the  nonintervention  study  date, 
this  study  did  not  provide  evidence  to 
attribute  the  benefit  to  omega-3  fatty 
acid  intake  rather  than  some  other  fador 
assodated  with  fish  consumption 
(spedfidty). 

Less  peraniasive.than  proq>ective 
studies  in  which  CHD  per  se  is 
measured,  but  still  very  useful,  are 
prospective  clinical  trials  in  which 
surrogate  makers  for  CHD  are 
measured.  Recent  studies  have  not 
found  benefidal  effeds  from  omega-3 
fatty  adds  on  total  cholesterol  or  LDL 


cholesterol  in  normal,  healthy  persons, 
or  among  peracms  et  risk  fior  CHD. 
Numerous  studies,  indnding  some  large 
or  muhiosntsr  studies,  heve  reported 
these  results,  demoostreting  consistency 
in  the  findings  and  providing  the  agency 
confidence  that  they  %ve>e  not  spurious. 
The  d^a  on  HDL  cholesterol  are 
ambiguous.  There  appear  to  be  other 
fadors  in  the  dietary  interventions 
besides  the  omega-3  fatty  adds  that 
determiite  whet^  or  not 
supplementation  Mdth  fish  or  fish  oils 

raises  HDL. 

An  increase  in  bleeding  times  and  a 
decrease  in  platelet  aggregation  have 
been  observed  freouently,  but  not 
always,  after  supplemental  omega-3 
fatty  adcb  in  normal  healthy 
individuals  es  well  as  in  diseased 
persons.  Addition^ly,  there  is  evidence 
that  platelet  adhesion  is  reduced  by 
omega-3  fatty  adds.  The  effods  of 
docieesed  plet^et  aggregation  and 
platelet  edhesi<m  appeer  to  be  related  to 
the  intake  ai  ranega-S  fatty  acids  in  a 
dose-response  reletionship.  What  has 
not  been  esteblished.  however,  is  that  in 
vitro  pklelet  aggregation  or  platelet 
adhesion  are  bona  fide  surrogete  risk 
fadcvs  for  CHD  in  the  guieral 
populaticHi. 

Omega-3  fatty  adds  have  been  shown 
to  reduce  blood  pressure  in 
hypertensive  people  to  e  small  degree, 
which  may  bear  on  a  relationship 
between  omega-3  fatty  adds  and  CHD. 
This  effect  was  not  of  large  magnitude, 
but  it  is  spedfic  to  oinega-3  fatty  adds, 
it  has  been  reported  by  a  niunber  of 
investigators,  a  dose  response  was 
found,  and  the  effect  is  Ecologically 
plausible  through  at  least  two 
mechanisms.  However,  it  has  not  been 
established  that  omege-3  fatty  adds 
reduce  blood  pressure  in  normal 
subjects  (lade  of  consistency,  weak 
effed.  absence  of  dose-response 
relationship).  Additionally,  it  has  not 
been  demonstrated  that  the  magnitude 
and  duration  of  dianges  in  blood 
pressure  observed  in  short-term  studies 
will  persist  during  long-term 
consumption  of  oinega-3  fatty  adds,  or 
that  these  changes  result  in  e  reduced 
risk  of  CHD. 

Finally,  the  potential  that  omega-3 
fatty  acids  may  increase  LDL  diolestwol 
and/or  apoB  among  diabetics  and 
hyperlipidemics.  and  the  potential  that 
omega-3  fatty  adds  may  worsen  control 
of  blood  glucose  in  diabetics  are 
significant  safety  concerns  that  must  be 
addressed  before  a  claim  may  be  made 
that  consumption  of  omega-3  fatty  adds 
by  the  general  poptilation  will  reduce 
the  risk  of  CHD. 

hi  conclusion,  there  are  numerous 
effects  of  omega-3  fatty  adds  that  may 
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be  related  to  the  risk  of  CHD.  e.g.. 
reduction  in  fasting  and  postprandial 
triglycerides,  reductions  in  platelet 
aggregation  and  adhesion,  changes  in 
the  composition  of  lipoproteins. 
However,  at  this  time  these  endpoints 
are  not  generally  agreed  to  be  closely 
related  to  the  risk  of  CHD.  bfi  other 
areas,  additional  data  are  needed  to 
show  that  efliects  related  to  fish 
consumption  are  specifically  due  to  the 
omega-3  fatty  acids  in  the  fish,  and  to 
define  the  conditions  tmder  which 
omega-3  fetty  acids  consistently 
increase  HDL.  Hiese  avenues  may 
provide  a  reasonable  basis  for  a  future 
petition  for  a  health  claim  relating 
omega-3  fatty  acids  to  the  risk  of  CHD. 

V.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a](ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
wumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VI.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibiUty 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  !>.,  Rockville,  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
cased  on  its  review  of  available  data  and 


comments,  that  the  overall  food  labeUng 
reform  initiative  consliiutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  aeenry  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  la'oeHnt;  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  hVaiih  benefits  thai  will  be 
realized  throuioi  ihe  use  of  improved 
nutriticm  information  provided  by  food 
labeling. 
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List  of  SidiJKta  in  21  CFR  Part  101 

Food  labeling,  RBporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugy.  21  CFR  part  101  is 
amended  as  follows: 

PART  101-fOOO  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authoritr-  Sacs.  4.  S.  6  of  the  Fair 
Packaging  aMi  LdwUi«  Act  (IS  U.S.C  1453. 
1454. 1455h  ncs.  201.  301. 402.  403.  409. 
701  of  the  Federal  Pood.  Drug,  and  Cosmetic 
Ad  (21  U.S.Q  321. 331. 342. 343.  348.  371). 

2.  Section  101.71  is  amended  by 
adding  new  paragraph  (Q  to  read  as 
follows: 


§101.71 
euttiortMd. 


(f)  Omega-3  istty  acids  snd  coronary 
heart  diseesa. 

Dated:  Odober  30. 1992. 
David  A.  Kaaaler, 
Commissioner  of  Food  artdDrugf. 
LonteW.SidHvaa. 
Secretary  of  Health  and  Human  Services. 
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parcaat  diffaraaca  ia 
approzimataly  tha  sama  aa 
raportad  by  Kronhout  for 
cooparing  man  aating  no 
fish  and  thosa  aating 
approzimataly  30  g/day. 

la  oraanland . 

w 


TABLI      1--C0OTIHDBD 


Study 


•t  *1. 

(MC.    17«). 


Study  D«sl9B 


Oi*t«xy  and 
••rologlc 
•uzv«y  of 
raaldMits  of 
TroMso,   Norway. 


Subjacts 


156  aubJACts  ••l«et*d 
•ubjacts  from  •  survey 
population  of  21,826 
for  an  intarvantion 
trial. 


Oaraslaova  at 
al.  (Raf.  205) 


Znala  at  al. 
(Raf.  225). 


Oiatary  and 
aarelogie 
aurvay  of 
raaldanta  of 
Meaeow  and  tha 
Chukot 
panlnaula. 


Mathoda 


Food  eonauBvtion 
quaatlonnaira,  with 
••parat*  Quaatlona  for 
fatty  and  laan  flah, 
alao  alcohol.   Alao,  2 
unannouncad  24*hour 
diat  racalla.  Analyaia 
of  covarlanea  and 
■ultipla  linaar 
ragraaaion. 


Handrail  y  aalaetad  man; 
Hoacew  na  650 
Chukot  na  261. 


Diatary  and 

aarologie 

aurvay. 


Sanpla  waa  aalaetad  aa 
part  of  an  unralatad 
diatary  aurway.  165 
Canadian  Znuit  and  24 
Vancouvar  raaldanta . 


HDL  by 

ultraeantrifugatlon.  A 
aubaaa^la  waa  uaad  for 
BSL  phoaphollplda  and 
apoprotaina .   24-hour 
raeall  for  diatary 
data. 


Phoaphollpld  fatty  acid 
analyaaa . 


Raaulta 


Fiah  eonaun^tlon  waa 
invaraaly  corralatad 
with  TO' a,  but  no 
aignifiicant 
corralationa  batwaan 
fiah  and  cholaatarol 
or  apoprotein 
maaauraa .  IPA 
corralatad  with  HDL 
until  TO' a  wara 
controlled.   8PA 
corralatad  with  TO 
avan  aftar  BDL  waa 
controlled.   DBA 
invaraely  correlated 
with  HDL  and  apoA, 


Chukot  reaidenta  had 
i   choleaterol,  TO, 
LDL;  T  HDL,  T 
conaumption  of  omega - 
3  fatty  acida,  pl< 
lipid  SPA. 


Comnanta 


Divergent  relationahlpa 
between  BI>A  and  HDL,  and 
DBA  and  HDL,  may  explain 
diacrepanclea  in  the 
literature  regarding  the 
effect  of  varioua 
auppl amenta  on  HDL. 


Correlation  between 
increaaed  conaua^tion  of 
omega- 3  fatty  acida  and 
aerologlc  meaaurea  la 
conaiatent  with  the 
hypotheaia  of  a 
relationahip  between 
omega- 3  fatty  acida  and 
CHD,  but  many  other 
dietary  and  behavioral 
factora  could  alao  be 
correlated  and  were  not 
examined  in  thia  aurvey. 


b» 


Mean  chain  length  and 
unaaturation  index  of 
the  lipids  in  the  t«> 
populationa  waa  very 
aimilar.   Tha  Znuit 
had  greater  BPA  and 
lower  AA  than  the 
Vancouver  population. 
US  choleaterol 


Obaervational  data. 
Supporta  a  dietary  origin 
of  phoaphollplda.   Net 
directly  relevant  to  CHD. 


a* 


"ABLE   1— COMTZNDB!) 


Study 

Study  Oaalgn 

Sub j acta 

Mathoda 

Raaulta 

Commanta 

Popaaki  at  al. 

Ratroapactlva 

Hypartanaion  atudyi 

Ratroapactlva  atudyi 

Cooaminitiaa  with 

Bcologie  data.  Oeneratea 

(Raf.  366). 

300  madical  racorda 

Blood  praaaura 

highar  marina  oil 

hypotheaia  for  a 

pragnancy 

fro*  Znuit  wooan  in  7 

■aaauraaanta  6  hour a 

conatin>tion  ha 

relationahip  between  the 

induead 

c  1— iiiriltiaa  in  tha 

bafora  dallvary. 

aignifieantly  lewar 

liypartanalon  In 

tiortbwaat  Tarritoriaa. 

incidanca  of  pragnancy 

diaatolic  praaaura  in 

blood  preaaure  daring 

induead  hypartanaion. 

thair  woman  in  tha 

pregnancy.   Proapective 

diat  aurvay  of 

Diat  atirvay  37  Znuit 

Diat  aurvay 1   Raportad 

laat  6  houra  of 

atudy  or  clinieal  trial  of 

wcwan  in  thaaa 

woaan  in  tha  7 

diat,  huntar 

pragnancy.   Pragnancy 

diet  and  pregnancy  needed. 

cmwininl  tiaa . 

coanunitiaa  abova. 

intarviawa,  cord  aarum 

infanta  bom  in  6  i 
Montha . 

aaaoclatad 
hypartanaion  waa  3.6 
timaa  mora  coam»n  in 
comoHnltiaa  with  low 
fiah  conauB^tion. 

Saldalin  at  al. 

Corralation 

40  eonaaeutiva 

Coronary  artary  dlaaaaa 

Ho  corralation 

Lifldted  data  are  praaanted 

(Raf.  aSl). 

atudy  of 

autopaiaa  froM 

waa  quantifiad  by  aami 

batwaan  aztant  of 

for  a  limited  number  of 

adlpoaa  tlaaua 

aubjacta  aga  53  to  90 

autooiatlc  imaga 

atanoala  and  16i0, 

aubjacta,  i.e.,  no  data 

fatty  aclda  and 

yaara. 

IStO,  18>3n-6,  16iln- 

for  other  fatty  acida  of 

aztant  of 

atanoala  waa  uaad  to 

9  or  18iln-9,  but  a 

intereat  are  preaented. 

coronary  artary 

dlvida  aubjacta  into 

aignifieant  Invaraa 

e.g.,  IPA,  AA. 

atanoala. 

thraa  groupa  for 
eorralationa .     i 
oabilical  adlpoaa  ' 
lipida  wara  aztractad 

corralation  with 
33<6n>3.   Stanoaia 
corralatad  with 
aztant  of  body 

with  mathanol- 
chloroform,  trana- 
Mathylatad  aatara  by 
gaa  chronotagraphy. 

waight. 

- 

Van  Bouwalingan 

Sanpla  of 

Man  in  low  (n-15)  and 

Zndividuala  in  thia 

Thara  waa 

Small  aaaple  reflecta 

at  al.  (Raf. 

clinical 

high  (n-35)  fiah 

atudy  whara  intarviawad 

aignifieantly  highar 

inconalatency  of  fiah 

39i) . 

parasMtara  from 

conauoption  groupa. 

4  tinaa  in  35  yaara 

aarum  phoapholipid 

conauaption  over  time. 

40  haalthy  aan 

Low  conauaption  group 

uaing  croaa-chack 

concentration  of 

Doae  of  a«ega-3  in  high 

aalactad  fron 

ata  an  avaraga  of  3  g 

diatary  mathoda  for 

omaga-3  fatty  aclda 

fiah  conauoption  group 

cohort  In 

fiah/day  whlla  high 

habitual  fiah 

BPA  and  DBA  acid  and 

lower  than  in  moat 

longitudinal 

conauoption  group  ata 

conauoption.  Of  79  man 

no  aignifieant 

clinieal  triala. 

atudy,  Zutpban, 

an  avaraga  of' 33  g 

aalactad  for  tha  atudy. 

diffaranca  in 

Holland. 

fiah/day. 

40  coaplatad  it.   Blood 
collactad  for  fatty 
acid  cooipoaition,  PAZ 
activity,  collagan- 
inducad  platalat 
aggregation ,  ATP 
ralaaaa,  and  TXB,. 

collagan-inducad 
platalat  aggregation, 
cutanaoua  bleeding 
time,  ATP-releaaa  in 
whole  blood  or 
platelet  number 
between  the  two 
groupa . 
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TABLB     l->COHTIIintO 


Study 


Vaa  Beuw«lln0«n 
•t  al.  (M(. 
293). 


Study  D«si0B 


Saapl*  of 
clinlcaX 
parwMtara  trem 
61  aldarly  mal* 
voluntaars  ttom 
lesaitudioal 
eobort . 
Zutphan. 
Holland. 


Sub j acts 


61  haalthy  aldarly 
mala  voluntaar*  agaa 
67  to  82.  Lowaat 
quartila  of  flab 
eonauB^tioa  ata  0 
g/day.   alffbaat 
quartila  ata  37  0/day. 


Matboda 


Croaa-cbaok  dietary 
biatory  waa  takaa  to 
aaaaaa  tba  babitual 
intaka  of 

polyunaaturatad  fatty 
aelda.  Blood  waa 
eollactad  undar 
eontrollad  eonditioaa 
for  ataaauramant  of 
aarua  total  llplda, 
pboapbolipida,  TO'a> 
aad  cbolaatarol  aatara. 


Raaulta 


Diatary  biatory 
••amad  to  eorralata 
wltb  aaruB  linolalc 
acid.  Tba 
eorralatlon  batwaan 
diatary  biatory  uaing 
tba  croaa  cback 
■Mtbod  for  flab 
conauB^tloB  and  aarua 
laval  of  flab-ralatad 
fatty  aelda,  bowavar, 
aaama  laaa  raliabla. 


h9 


Comnanta 


Tba  dlacrapa&cy  batwaan 
diatary  biatory  and  aarum 
laval  of  flab-ralatad 
fatty  acid  may  ba  tba 
raault  of  larga  variation 
In  tba  laval  of  tbaaa 
fatty  acida  in  tba  aasa 
fooda. 
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TABLI  2 
Zae«rvttatle&  Trials  eC  Oaaaa-3  Fatty  Acids  and  CHD 


«t«4y 

Sta4y  Daaiga 

•objaeta 

Mathoda 

Xaaulta 

Co— lata 

AOTM  at  al. 

Kaadeaiiad 
parallal  trial 
eC  Ciah,  eiah 
pitta  radaead  fat 
(aapaeially 
aaturatad  fat) 
or  ttattai  diat 
(OM  tiah  Mai 
par  a  waaka)  for 
15  waaka. 

<2  Moraal, 
haaltky  faaala 
atttdoata. 

Plaaaa  lipida  and 
lipoprotaiaa  at 
baaaliaa,  7  and  IS 
waaka. 

OoBtrolai  MS  TO, 
eholaatarol,  apoAj,  apo». 
riah  aatarai  MS  varaua 
baaaliao  TO,  eholaatarol, 
apoB;  i  apoA,!  i   TO  varatta 
oeatrola . 

Mah  plua  lew  Cati  i  TO, 
eholaatarol,  apoAj,  apoB. 

Thia  atttdy  ahowa  tha 
iaportaaca  of  tha  balaaea  of 
tha  diat,  particularly 
ragardiag  aaturatad  fat,  ia 
dataraiaiag  tha  blood  lipid 
raapoaaa  to  eMaga-3  fatty 
aeida.  Chaagaa  wara  alight 
ualaaa  a  low  fat  low 
aaturatad  fat  diat  waa  uaad. 
Stttdy  would  hava  baaa 
atroagar  with  a  eoatrol  group 
aatiag  a  low  fat  low 
aaturatad  fat  diat  aatehad 
with  fiah  iataka  to  tha 
aoofiah  eoatrol. 

AM«aai  t  ml. 

Itmt.   170). 

lUadoadtad 
doubla-bliad 
eroaaovar  trial 
of  10  g  fiah 
oil/day  O.O  g 
■PA  pitta  DBA, 
MaxBPA)  varaua 
oliva,  BO  waah 
out,  2  waaka 
aaek  traataaat. 

Bight  taawla 
MZSIM,  without 
livar,  kidaay  or 
any  othar  disaaaa 
IcaowB  to 
lafluaaea  lipid 
aad/or 

earbohydrata 
BMtaboliaa. 

Oaa  of  tha  patiaata  waa 
traatad  by  diat  oalyi 
othara  oa  Olibaaclaaida 
(4)  aad  aatfotvia  (3). 
Tha  patiaata  wara  oador 
diatary  control  aad  thoy 
wara  in  tha  aatabolic 
ward. 

i  TO,  VLBL;  T  LOLt  ■■ 
eholaatarol,  HDL  FPAi  US 
un.-TO,  BDL-TO*  MB  faatiag 
glueoaa,  avaraga  gltteoaa 
iaaulia  raapoaaa, 
aaaaitivlty. 

Duratioa  pariod  waa  vary 
abort  aad  ao  fatty  acid 
aaalyaia  oa  aaithar  fiah  oil 
Bor  oliva  oil  diat.   Thara 
waa  ao  waahout  pariod  batwaaa 
eroaa-ovar  of  tha  atudy. 

»*ir*ti  Mt  •!. 
(»•>:.  172). 

Kaadoadsad, 

doobla-bliad 
plaeabo- 

eoatrollad  trial 
of  15  g  fiah 
oil /day  (HazZPA. 
4.5  g  IPA  pitta 
OBA)  varaua 
oliva  oil  fre«  3 
waaka  pra 
aagioplaaty  to  6 
■oBtha> 
eoocttrraat 
aapiria. 

11*  Sttbjaeta 

ttadargoing  firat, 

attcoaaaful, 

eeaptttar 

«aaatifiad 

parctttaaaoua 

traaaluaiaal 

coroaazy 

aagioplaaty, 

avalttatad  alao  at 

<  aoatha. 

Aagiographie  aaaaaaaaat. 
quaatifiad  by  eoavatar. 
diat  by  food  fraqnoaey. 
Kaataaoala  dafiaad  ia 
tour  waya  for  analyala. 

By  thraa  of  four  dofiaitioaa 
of  raataaoaia,  aad 
■ultivariata  aaalyaia  to 
eoatrol  for  axeluaioaa,  fiah 
oil  raducad  raataaoaia.  MS 
BCO  avidaaea  of  ayoeardial 
iachaaia,  but  traad  toward  i 
fiah  oil,  alao  oa  axareiaa 
tastiag.   Sigaifioaat 
diffaraaea  alao  aeeordiag  to 
diatary  o«aga-3  fatty  acida 
(highaat,  aiddla  varaus 
lowaat  tartila)  although 
highaat  tartila  iataka  waa 
«aly  0.15  g/day,  aad  diatary 
«dda  ratio  eo^^rabla  to 
fiah  oil  odda  ratio. 

Ca^>arabla  ceapliaaea.  Oliva 
oil  eoatrol  dooaa't  eoatrol 
for  polyuaaaturatad  fatty 
aeida.  Tha  ecoparabla 
■agaituda  of  tha  affaeta  of 
diatary  oBaga-3  fatty  aeida 
aad  fiah  oil  auppl aiaatatioa 
auggaat  loag-tam,  low  doaa 
affaeta  ara  aa  stroag  aa 
ahort-tara,  largar  aaouata. 
Mo  aaaoeiatioaa  of  raataaoaia 
with  othar  diatary  variablaa, 
total  fat,  elaaaaa  of  fat, 
eholaatarol,  or  diatary 
aaafood.  Diffaraaeaa  batwaaa 
groupa  uaa  of  blood  praaaura 
■adicatioaa  (aaa  Bairati  at 
al.  Raf.  173))  waa  aot 
diaeuaaad. 

w 


•4 


TABLB  2 — COHTXMDSD 


■ttt^y 


study  DMlga 


aalrati  at  mX. 
{Mmt.   173). 


Randcaisad 
doubla-bliad, 
placabo- 
controllad  trial 
with  IS  g/day 
MaxXPA  (4.S  g 
IPA  plua  DBA) 
varan*  ollva 
ell. 


kail  at  al. 
(maC.  174). 


■haebana  at  al. 
(Bat.  17S). 


Xaadealtad 
deobla-bllad 
trial  with  10.5 
g/day  Ciah  ell 
O.li  g  mtk  plua 
xmk,   UaxSPA) 
varau*  S.2S 
g/day  tlah  ell 
plua  S.2S  g 
elale  acid  (lew 
flah  ell)  varaua 
10.5  g  elalo 
aold  (plaoabo)  C 


Subjects 


■oablladad, 
longltudlaal 
daalga<  10 
rua-la  ea 
plaoabe  (IS  g 
■Ixad  fat) I  10 
waaka  with  IS  g 
£lah  oil 
(aaohovy  ell, 
t.i  g  nk  plua 
tak)i   •  waa)M  at 
15  fish  ell  plua 
200  ag  vltaada  I 


135  patients 
uadargoiag  first 
pareutanaott* 
traaaltutiBal 
eoreoary 
angioplasty, 
evaluated  alao  at 
C  Bonths. 


30  Patients  with 
priaary  hyper- 
triglyearidaada . 
Vatlents  off 
lipid  lowering 
drugs  fer  C 
waalcs,  no  beta 
bleekera, 
diuretloa  or 
bozaaaea.  rat 
restrieted  diet 
(10  percent, 
polyunsaturated 
fattaaturatad  fat 
ratio  l.Sil, 
ebelaaterol  <250 
■g/day). 


Methods 


Kacuabent  blood 
pressure,  blood  lipid* 
by  CD— irelal  kits. 


Lipids  by  standard 
■Mthods,  I«(a)  by 
ireial  kit. 


40  healthy 
fsaalea,  no 
history  of 
■stabelle 
disease,  ae 
aadl cation. 


Results 


Blood  pressure  increased  in 
the  ollva  oil  control  group, 
and  was  unchanged  in  the 
fish  ell  group,  possibly 
because  greater  nuaber  of 
patients  in  the  olive  oil 
group  discontinued 
concurrent  blood  pressure 
Medications,  fish  oil  i 
TO's,  MS  in  ebolesterol,  LBV 
or  BDI<  versus  control,  but 
the  change  froa  baseline  was 
different  between  groups 
with  T  LDt  and  BSL  in  fish 
oil.  


nts 


Diet  for  the  placebo  and 
test  group  was 
eoatrolled,  fish  was 
allainated  froa  tha 
■aaa.  forty  percent  of 
energy  ecaes  frca 
dietary  fat  which  was 
aore  than  tha  level  of 
current  dietary 
guidelina  reeoMDended. 


4  to  in  high  fish  ell  group 
varaua  placebo;  MS 
oholeaterel,  LSL,  RDL  apoB; 
MS  t«<a),  post-hoe  analysis 
shows  X  X«>(a)  in  those 
initially  greater  than  10 
■g/dL. 


fish  ell  t  fasting  glucose; 
i  TO,  insulin,  glucagon,  08, 
acaatcaadin-C;  MS 
eboleaterol,  Cortisol, 
dlhydreepiaadroataroae 
sulphate. 

fish  ell  pitta  vitaaln  I  gave 
no  further  change  la 
glucose,  TO,  glucagon 
eertlaol  or  ehelaatarel)  bat 
X  OB,  insulin,  increaaed 
scaatcasdin-C  to  placebo 
levels,  and  produced  a  i  la 
DBIA-S. 


Multiple  linear  regression 
analysis  used  to  control  use 
of  blood  pressure  aedications 
reduced  differences  in  LDL 
and  HDL  to  borderline 
significance  (p  >  0.06),  and 
inclusion  of  TO  raaultad  in 
MS  change  in  BDL. 


Although  randeaited,  there 
were  large  diffareneas  in 
initial  I«(a)  levels,  with 
only  1  of  10  in  the  placebo 
group  ever  t   ag/dL  versus  6 
and  B  of  10  la  tha  low  and 
high  fish  oil  groups, 
respectively.  Tharafora,  on 
the  basis  of  t4>(a)  the 
randeaisation  waa  inada^ttate. 
Oleic  acid  does  not  ooatrol 
for  polyunsaturated  fatty 
acids. 


Unusual  source  and  high  level 
of  caega-3  fatty  acids.  Study 
design  doesn't  allow 
conclusions  about  aaaga-3 
fatty  acid-spetiific  effects. 


s 


TABLI   2--C0MnMUID 


at«4y 

Stu4y  Daalga 

Subjacta 

Itothoda 

Baaolta 

C  — inta 

•OBM  AC  aX. 

(Bat.  17t^. 

Raadoaisad, 
double-blind 
pl«e«bo- 
eontrollad  trial 
of  <  g/day  Morak 
Bydro  (4.5  g 
•etayl  aatara  of 
BPA  plua  DBA) 
varaua  cora  oil, 
C  aoach 
obaarvatioaal 
ma  ia,  10-««ak 
iatarvaatloa. 

146  haalthy 
aubjaeta. 

Paatiag  blood  aaaplaa  at 
bagiaaiag  and  aad  of 
iatarvaatioa,  ataadard, 
eoaaaroial  aaaaya  for 
lipida  aad  apoprotaiaa. 
Hultipla  liaaar 
ragraaaioa. 

Fiah  oil  i  TO>  Za  both 
gzoopa  BS  eholaatarol,  LDL, 
apoB,  T  BDLi  T  apoA,  ia  eora 
oil  group.  Za  fiah  oil  grovp 
t  phoapholipid  BPA 
eorralatad  with  BDL,  but  aot 
ia  eora  oil  group,  wharaaa 
ia  eora  oil  group  DBA  waa 
iBvaraaly  eorralatad  to  BDL. 

Mo  changa  ia  diatary  fat, 
alcohol  or  protaln.   Both 
groupa  bad  a  aaall, 
aigaifieaat  woight  gaia.  Tha 
divargaat  raaulta  uadaraeora 
tha  aaad  for  atudiaa  oa 
iadividual  oaaga-3  fatty 
acida,  that  aay  halp  azplaia 
iaeoaaiataaciaa  ia  raaulta  of 
fiah  oil  af facta  oa  BDL. 

•ordac  at  ml. 
(MC.  17»). 

Baado^aad, 
doaa- raapoaaa 
•tudy  to  300, 
900.  3700  ag  BPA 
(atbyl  aatar, 
IIHD-31,  Moehida, 
Japan)  4  waaka 
plua  4-waak 
waahout . 

33  haalthy 
fasMlaa. 

Blaadiag  tiMa  by 
Siaplata  ZX. 

1 

MS  platalat  aggragatioa 
aaaaitivity  to  ASP, 
eollagaa,  PATi  T  aaaaitivity 
to  ata 
MS  blaadiag  tiaa. 

Diffaraacaa  frea  othar 
atudiaa  aay  ba  dua  to  abaaaca 
of  DBA,  aad  aaad  for  loagar 
atudiaa  to  allow  DBA 
iaeerporatioB. 

Brova  sad 
BolMrta  (tat. 

Baadoadsad  3X3 

eroaaevar  of 
fiak  (O.C  g  BPA 
plua  DBA/day) 
varaua  flah  plua 
fiah  oil  (3.0  g 
BPA  plua 
SBA/day)  varaua 
coBtrel  (fiah 
fraa)  C  vaalca 
aach  with  «-«aak 
««aheut. 

13  haalthy 
faaalaa. 

Clottiag  tiaaa  oa  3 
aaiVlaa  takaa  4  daya 
apart  at  tha  aad  of  aach 
diat  traatawat. 
Pibriaolytic  activity  ia 
poolad  aaaplaa  fro*  aach 
iadividoal  aaaayad  by 
ouglobulia  activity 
varaua  fibria. 

I   laukoeytaa  oa  fiah,  fiah 
plua  fiah  oil  diata. 
Platalat  eouat  i  oa  fiah 
oil/  MS  fibriaogaa,  T 
fibriaolytic  activity  oa 
both  fiah  aad  fiah  plua  fiah 
oil. 

Tha  authora  raviaw  othar 
raperta  oa  fibriaolytic 
activity  aad  aota  tha 
iaeoaaiataaey  ia  fiadinga. 

•rem  aad  VahX: 
(»•<.  IM). 

Croaaovar  trial 
of  15  g  fiah  oil 
(HaxBPA,  4.5 
g/day  BPA  plua 
DBA)  with  or 
without  400  ZU 
vitaada  B  for  4 
waaka  aach  with 
3-waak  waahout 
batwaaa. 

11  haalthy 
faaalaa. 

Thiobarbiturio  acid 
raactiva  aubataaeaa, 
total  tooopharol  by 
fluorcMatrie  aaaay, 
whola  blood  aggragatioa 
by  alactrival  iapadaaea 
aftar  eollagaa  atiailua. 

MS  coajugatad  diaaaa, 
craatiaa  kiaaaa,  or  TBABJ  ia 
tha  platalat  poor  plaaaat  T 
total  plaaaa  TBABB  oa  both, 
but  laaa  with  addad  vitaada 
Bf  t  glueoao  oa  fiah  oil 
without  vitaaia  B. 

Saall  Boatoar  of  aubjacta; 
eoaaidarabla  variaaea  ia  aaay 
■aaauraa  with  tha  axeaptioa 
of  plaaM  TBABS.   Tha 
iataractiea  batwaaa  glucoaa 
auggaata  a  aachaaiaa  to 
addraaa  potaatial  advaraa 
affaet  ia  diabatiea. 

I 
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TABLB  3--COMTZin7SB 


Study 


(Mf.   1S»). 


Coblkc  at  *1. 
(Mf.   190) 


Study  Daaign 


Hoaeontrollad 
•uppl  anaiit  at  Ion  > 
1  0  fish  oil/day 
(0.3   9  IPX  plus 
DBA,    lUxSPA) 
incraasiaa  in  1 
g  laeraBaat* 
■oathly  to  S 
0/day  for  nonths 
S  and  6. 


Sub j acta 


Raadonliad 
doubla-bllnd 
plaeabo- 
(Wfttcellad,  3 
waak  ruA-ia  ea 
raatrietad  Ma 
lataka  plus  •  to 
I  g  auaf  lexrar 
ell  oapsulaa  aad 
•  to  COO  ag  aXow 
ralaaaa  Had. 
Than  4  waaka  oa 
fiah  oil  (•  g 

BZMBOA,  4.2  0 
BM  plua  DBA)  on 
aitkar  le  or 
BDSMal.  Ma,  aad 
oreaaenrar  to 
altataata  Ma  tor 
4  waaka. 


7  aala  and  4 
faiMla 

adolaacanta  with 
FHL  typa  II  (S 
typa  Ila.  6  typa 
ZIb). 


Mathoda 


50  Bldarly, 
haalthy  aubjaets. 


Uaual  low  eholaatarel/ 
low  saturatad  fat  dlata, 
3  raeaivad  eolatlpol. 


Raaults 


MS  TO' a,  cholastarol>  LDL, 
HDL.   Incraaaad  noaa  blaads 
during  fish  oil  traataaat 
varaus  bafora  aad  aftar. 


Blood  prassura  in 
sitting  position. 


i   sys,  dias  blood  prassura 
on  Ma  rsstrlctad  dlat  plus 
fiah  oil;  MS  on  fiah  oil 
oaly>  MS  ea  aunflowar  oil 
(tha  rua-ia  traataaat) . 


snts 


Muabars  of  obsarvations  at 
aach  tlaa  par  sub j act  not 
givan  for  blood  lipids 
Maasuraaants,  ao  fish  oil 
aaounts  for  "aftar"  traatmaat 
not  elaar.  Flatalat  count 
and  othar  bioehaaistrias 
daaeribad  as  aoraal,  but  no 
data  of  affaets  of  fish  oil 
ara  daaeribad. _^^_ 


Mota  that  aodiua  rastrietion 
mlona  had  ao  affact.  55 
aldarly  aubjaets  startad  tha 
axpariasat  but  oaly  SO 
eeavlatad  tha  atudy.  Mo 
aivlaaatioa  waa  givaa  why 
aeaw  aubjaeta  wara  droppad 
out.  Biatazy  iataha  aad 
eeapliaaoa  wara  aet 
oontzollad.  Me  fatty  aeld 
aaalyaia  of  tha  diat  aad/er 
tho  ooatrel  aad  tast  oils. 
Mo  washout  pariod  ia  batwaaa 
eress-ovar. 


8 


TABU  3— COMTZMUIO 


Study 

Study  Daslga 

subjaeta 

Natheda 

Baaulta 

CoHMaata 

Oavldaoa  •t   «1. 

Tlir«« 

1.   16  Typa  ZZ-B 

1.  Stabla  ABA  phaaa  1 

1.   4  TO,  cholaatarol  oa 

Oliva  oil  eoatrol  iaeraaaad 

(MC.  X91). 

yaprl—nf »  1. 

byparlipidande 

diat  for  3  Moatha  prior 

7.3,  5.6  g  BPA  plua  DBA/day, 

TO  cholaatarol  varaua  rua-ia 

Oo««  raapoBf* 

patiaata. 

to  aad  duriag  atudy. 

N8  cholaatarol  oa  3.6  g  BPA 

diat.  Daaiga  doaaa't  eoatrol 

•tudy  with  fl*h 

plua  OBA/dayj  HS  HDL; 
cholaatarol  T  oa  oliva  oil. 

for  polyuaaaturatad  fatty 

oil,  (7.3.  S.4, 

3.   13  Byp«r 

acida. 

3.6  g  BPA  plua 

triglyearidaadc 

3.  Stabla  oa  AHA  phaaa 

DHA/day, 

typa  ZV. 

Z  or  Phaaa  ZZ  diata. 

3.  SuparBPA  i  cholaatarol 
Mora  thaa  MaxBPAi  MazBPA  T 

Largar  dacraaaa  ia 

auparlPA)  for  C 

cholaatarol  by  SuparBPA  may 

waaka 

3.   14a  Patiaata 

LDL,  BDL,  BDL,  varaua 

ba  dua  to  ita  raducad  coataat 

S, 

■aquantlally,  6- 
waak  washout 

of  dlffaraat 
byparlipidaadaa . 

SuparBPA;  MS  BDL,. 

of  aaturatad  fatty  acids. 

batwaaa  doaaai 

3.   Bach  MaxBPA,  SuparBPA. 

higbaat  doaa 

Proaaga  i  TO'a,  cholaatarol; 

eroaaovar  to 

t  BDL  ia  Typa  ZZb  oa 

oliva  oil 

SuparBPA  ealy;  i  LDL  ia 

3.  eroaaovar  of 

faikilial 

Capaula  couata  wara  uaad  to 

NuBPA  varaua 

hyparchelaatarolaaia  aftar 

aaaaaa  coopliaaca. 

•gparSVA  at  4.« 

SuparBPA.  MS  Lp(a). 

g  BPA  plua 

DBA/day  aach,  C 

waaka,  <-«aak 

waahsut 

4 

) .  Uaeoatrollad 
auppl— antation 
oC  oaaaa  f ra«  a 
4  yaar  parlod, 
14*  aubjaeta 
traatad  for  C 
waak  parlod* 
with  varloua 
flah  oil. 

- 

Brltalaad  at  mX. 

Raadoadsad  to 

33  fanala 

4  waak  rua-ia.   Bata 

i   TO'a  by  fiah  oil;  i 

3  aiaer  blaadiag  apiaodaa  on 

(Mf.  195). 

aapiria  (300 

patiaata  with 

blockara  uaad  by  9 

cholaatarol  by  fiah  oil  plua 

aapiria.  Bona  on  flah  oil. 

■g/g)  for  1 

atabla  CUO. 

patiaata,  aitrataa 

aapiria;  t  BDL  ia  fiah  oil 

He  wash  out  batwaaa 

waak,  followad 

allowad.  Oaual  diat. 

ealy. 

by  4  waak  oa 

aubjaeta  aakaa  diffaraaeas  ia 

fiah  oil  (Merak, 

raspoaaa  to  fiah  oil  oaly  aad 

•S  pareaat  athyl 

fiah  oil  plua  aapiria 

aatara  of  BPA 

guaatioaabla. 

plua  DBA,  3.4 

g/day)  or  4  waak 

ea  fiah  oil 

followad  by  1 

waak  oa  aapiria. 

.> 

f 

s 

g- 
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TABU  3--C0tlTZtnnD 


study 


Study  Oaaign 


r«hr*r  at  ml. 
(tof.  19(). 


Salf  ••l«et«d  to 
tr«atBMnt  of 
flah  (l.S  to  3.0 
a  IPX  plus 
DBV/day).  fiah 
oil  (Saaoawa* 
Sit.    3  19  UA 
plus  DBA/day) , 
aoxmal  dl«t  for 
2  Bontha. 


r*rr*ttl  at  al. 
(»*f.  197). 


Vere*  at  »1 . 
(Ilaf.  300). 


Meabllndad, 
lonaitudlnal 
daalffU/  10  ««*k 
rua-lA  on 
plaoabo  (15  9 
■Ixwl  fat) I  10 
wMlM  with  IS  g 
fiah  oil 
(aaebovy  oil, 
(.S  g  IFA  plua 
DBA) I  •  «*«ks  of 
IS  fiah  ell  plua 
300  mg   vltaala 


Subjaeta 


31  faaala,  31 
mala  haalthy 
voluntaara . 


40  aoaaaoSclaa 
f aaalaa . 


Nathoda 


Mo  ma-la,  fiah  vaa  pink 
aalaoB,  tuaa,  harrlag, 
aaOcaral,  pilchard, 
tlah  eoaauavtloa 
raeordad  la  dally  diary. 


Raaulta 


i  TO' a  la  both  fiah  aad  fiah 
oil  groupa>  MS  eholaatarol, 
aSL;  daeraaaa  la  TO 
eorralatad  with  Ineraaaa  ia 
IVA. 


POI-M  by  a  atabla 
iaotopa  dilution  aathed 
davalopad  la  tha 
authora'  laboratorlaa . 


13  g  fiah  oil 
(n-  •)  (C  g  »A 
plua  DBA, 
Proaaga)  or  IC  g 
fiah  oil  (a-  <) 
(•  g  BPA  plua 
DBA),  C  waaka. 
Aftar  C  waaka  on 
fiah  oil  only, 
c^Acurraat 
iacraaaiao  daily 
doaagaa  of  ASA 
(SO,  100,  33S, 
1,300  ag)  3 
waaka  aach. 


14  faaalaa,  3 
■alaa,  ellaieally 
atabla  but 
advaacad  CBO. 


Oaa  chriratography-maaa 
apaetreacenr 


Piah  oil  aloaa  aad  fiah  oil 
aupplaaaatad  with  vitaaia  B 
produead  eoi^arabla  raaulta 
oa  avaraga,  with  tha  aaaa 
valuaa  ^g  POB-M  axeratad  par 
34  hours  ia  eoatrol,  fiah 
oil  aad  fiah  oil  plua 
vitaaia  B  of  IS. 41  a  3.13, 
13. SI  a  1.7t  aad  13.77  a 
1.8S,  raapaetivaly.  Pairad 
t>taat  ahowad  a  aigaifieaat 
(p  <  0.003)  raduetiea 
batwaaa  baaaliaa  aad  fiah 
oil  traataaat. 


aata 


Basaliaa  blood  lipid  valuaa 
wara  eoaparabla  ia  tha  aalf 
aalaetad  groupa. 


Pish  oil  i  TXA,  3«  pareaat, 
with  ASA  i  97  pareaat  at 
aach  doaa;  fiah  oil  aad  ASA 
aaeh  i   POZ,  (ASA  anra  thaa 
fiah  oil);  fiah  oil  T  POZ„ 
but  ASA  did  aot  iacraaaa 
POI,. 


POa-M  ia  tha  auB  of  POB,  plua 
POB„  darlvad  froa  AA.   Tha 
BPA-darlvad  POB,  was  net 
aaasurad.  Diatary  iataka  was 
wall  coatrollad.  Proloagad 
ttsa  of  fish  oil 
•upplaaaatatiea  was  not 
I  ai  I— aiiilsil   Tha  ranga  of 
baaaliaa  valuaa  waa  fro*  3.9 
to  CO. 9  ^g/34  hours.   Thsra 
waa  ao  apparaat  ralatioaship 
batwaaa  iaitial  valuaa  aad 
■agaltuda  of  tha  ehaaga,  aad 
thara  wara  May  iadividuala 
\Ae  had  aubataatial 
diffaraaeaa  for  tha  two  fiah 
oil  traataaata.  Thua,  tha 
aignlficaaca  of  aa  avaraga 
ehaaga  of  about  30  pareaat  la 
not  claar.      ■ 


W 


This  is  a  study  oa  tha 
■aehaaiam  of  aetion  of  fiah 
oil.  Mo  eoncurrant  plaoabe 
control.  Diatary  intaka  waa 
not  control lad. 


TABLS  2— COMTXinJBD 


stu4y 


Fraacasehlnl  at 
»1.  (llsf.  302). 


(Itef 


•c  ml. 
.  203). 


OsBao  at  al. 
(Mf.  204). 


Oarhard  at  al. 
(■•f.  30C). 


Study  Baslgn 


UDeoatrollad 
■qppl— intatioa 
■tu4y  of  s  g/day 
tlah  oil  (Morak 
hydro,  3.t  0  SPA 
plua  1.7  0  DBA)/ 
C  waaka. 


Xaadcalsad 
doubla-bllad 
atudy  (fiah  oil, 
aoorea  not 
apaeifiad,  1.0  0 
BTA  plua  1.3  0 
SOA/day)  varaua 
oil,  4 
ktba. 


lla€3e«iBad 
doobla-bllad 
plaeabe- 
ccBtrellad 
Bfaaol-aariaa 
(1.3  0  BPA) 
varaus  Ifaaol  (y 
oliva  oil)  13 
capaulaa/day  C 
waaka. 


aobjaeta 


5  Haalttay 

■ubjacta. 


■tabla 

claudleatica 
patiantai  37 
aarollad,  16  par 
0roup  eoaplatad. 


17  Boxaal  haalthy 
<  aalaa,  11 
CMalaa  C-lfaaol 

aarlaa,  5-lfawil, 
C-ollYa  oil. 


Mattaoda 


RDL  aubfraotiooa  aaaayad 
by  aoodanaturin0 
polyacrylaadda  0al 
alactrophoraaia . 


Supina  blood  praaaura  at 
raat  and  1,  t,   10  ala 
poat  axareiaa. 
Pibrlnogan  by  coaMareial 
kit. 


le  eeovaraion,  MDA, 
platalat  aggragatioa  to 
ABF. 


Ooran  at  al. 
(llaf.  307). 


3-pariod 
eroaaovar  of 
thraa  <iah 
diatai  Devar 
•Ola  (3  0  IPA 
plua  DBA) , 
■alMaa  (4  g   BPA 
plua  DBA) ,  or 
aablafiah  (3.4  0 
BPA  plua  DBA), 
1*  d  aaeh  with 
3-waak  waabent 
batwaaa. 


OneaAtrellad 
aupplaaaatatiea 
•tu4y>  ISO  to 
300  ^/kg 
(BPAOIS)  (0.66 
to  3.3  0  BPA 
plua  DBA/day) 
•  waaka. 


31  I 

tri0lyearidaaie 

faaalaa. 


16  Patianta  with 
aad  ata0a  raaal 
dlaaaaa,  6  typa 
ZZb,  1  typa  Zla, 
8  typa  ZV. 


ApoB  ataadardlBad  to 
Cantara  for  Siaaaaa 
Coatrel  ataadarda.  VU>L 
and  U>Xt  praclpitatad 
with  ■a0aaaiuB 
pboaphotuagatata,  BDL 
aasyaatieally  la  tha 
aupamataat . 


Raaulta 


m  eholaatarol,  BDL,  t  BDL,, 
i  BDL,,  t  BDL,/BDL,  aaaa 
ratio. 


t  Diastolic  by  both  0roiipa, 
ayatolic  only  in  CO  0rottp} 
t  KBC  daforaability; 
N8  eholaatarol,  LDL; 
fibriao0aai  T  BDL,  BDL,i  i 
TO'ai 
MS  pais,  walking  diataaea. 


i  Platalat  a00ra0atiaia  by 
Bfaaol-aarina;  i  MDA  in  all 
0raupa» 


■nta 


Diatary  iataka  waa  not 
eontrollad.  Coivlianca  waa 
chaekad  by  plaaaa  PL  fatty 
acid  coavoaition.  aaall 
atudy. 


Wida  ▼ariatioB  of  aga  (14  to 
40  yaars) ,  Diatary  intaka  waa 
not  eontrollad.  Coaplianea 
waa  chaekad  by  plaaaa  PL 
fatty  acid  ecapoaition. 
Blood  praaaura  waa  Icwarad  in 
both  groupa. 


Blood  lipida  bafora  aad 
aftar  auppl aaant at ion . 
eholaatarol  by 
adcroansyaacie  aathod. 
Apoprotaiaa  by  turbidity 
assaya . 


aablafiah  diata  T 
cltolaatarel,  apoB,  LOL. 
Sola  i   BDL,  T  LDLi  SablaCiah 
i  HDL. 


i   TO;  MS  eholaatarol.  I 
eholaatarol /BDL  ia  a  aubaat 
of  axeaaaivaly 
hyparlipidanic  aubjaeta;  HS 
blood  praaaura,  platalat 
eouata,  apoA,tapoB. 


Oroopa  diffar  ia  tha 
aadpeiata  at  bagiaalag  of  tha 
aspariaaat,  ao  it  la 
difficult  to  iataxprat 
ehaagaa.  Tha  MDA  1  »ay  ba 
daa  to  tha  vitaaia  B  addad. 


Diata  wara  eeavarabla  for 
total  fat,  aaturatad  fat. 
Study  daaiga  doaaa't  allow 
ooacluaicoa  about  eaaga-S 
fatty  aeid-apaeifie  affaeta. 


Piah  oil  doaaga  waa  adjuatad 
to  tha  body  waight  of  ehroaic 
raaal  failura  yeuag  patlaata 
(7  to  14  yaara). 
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TABU   3--C0NTIHraD 


Study 


Or««n  at  al . 
i%mt.   309). 


BagXund  at  mX- 
(Mf.   310). 


Bawtsakl  at  al . 
(Itaf .    31S)  . 


Baaaaa  at  al. 
(Raf.    316)7 


Study  Daaign 


Randoadtad 

douhla-blind 

placabo- 

controllad 

croaaovar  IS  g 

flah  oil 

(IPA0X3,  4.3  0 

IPX  plua  DBA)   ' 

varaua 

corn I oil va  oil 

mix,    •  waaka 

aach  traataant 

with  4  waak  waah 

out. 


Doubla-bllnd 
croaaovar  atudy 
30  BL/day  of  low 
vltaadn  B  flah 
oil  (9.6  g  IPA 
plua  DBA/day, 
■aklao-3  or 
I&ult-3)  or  aana 
oil  aupplamantad 
with  l.S  XO 
vltaaln  B,  3 
waak. 


Dneoatrollad 
aupplaaantat Ion 
atudy,  l.B  a  BPA 
athyl  aatar/day. 
(laboratory 
purlflad),  6 
aontha . 


Croaaovar  trial 
of  3S  bL  cod 
llvar  oil /day 
(6.3S  g  BPA  plua 
DBA) ,  8  waaka 
varaua  no 
aupplamant . 


Subjacta 


37  ByparllpidaBle 
aubjacta,  IS  typa 
lib,  13  typa  IV. 


13  Horaal  haalthy 
aubjacta. 


Mathoda 


Cholaatarol,  BDL,  TO  by 
cuiwarclal  klta. 
Apoprotalna  by 
iBKunoturbldlty  aaaay. 


16  Dlabatica,  S 
lODM,  11  NIDDM. 


30  haalthy  famala 
and  30  haalthy 
mala  aubjacta. 


Llplda,  glueoaa,  Lp(a), 
flbrlaogaa. 


Xibualn  by 

radlolamnoaaaay  with  a 
coMBarclal  kit.   BbA,. 
by  high  parformanca 
liquid  chronatography. 


Hhola  blood  clot 
(produead  by  addad 
thrombin)  lyala  tlma  to 
coavlata  lyala.  t-PA  by 
coHMrclal  BLISA  kit. 
Plbrlnogan  by 
■psctropbotomatrlc 
aaaay.   •        


Raaulta 


Ovarall  H8  cholaatarol,  LOL. 

Typa  lib I  i   TO, 
cholaatarol;  T  BDL;  MS  LDL. 

Typa  IV I  i   TO;  MS 
cholaatarol.  LDL,  BDL. 

Both I   MS  platalat  count, 
platalat  aggragation,  RBC 
dafonaablllty,  apoB,  apoA,;  i 
blood  vlacoalty. 


Both  flah  oil  I   TO' a;  T  BDL, 
glueoaa;  MS  cholaatarol, 
'Lp(a),  apoB,  inaulln. 

Low  vltaaia  B  flah  oil  t 
MDA,  fructoaandna;  i  vitamin 

B. 

Blgh  vitandn  B  flah  oil  1 
TO' a,  flbrlnogan. 


MS  TO,  cholaatarol,  glueoaa, 
BbA,,,  ayatollc,  dlaatollc 
blood  praaaura,  blood 
vlacoalty;  i   albumin 
azcratlon,  hamatocrit. 


MS  flbrlnogan,  fibrinolytic 
activity,  t-PA;  i  TXB,. 


anta 


Subatantial  amount  of  othar 
cmaga-3  fatty  acida  la  thla 
aupplamant  (O.SO  g  18i3,  0.4S 
g  18:4  and  0.43  g  33iS)  par 
day.  Patianta  wara  on  waight- 
malataaaaca  dlat  but  ao  cal . 
parcaat  or  wt  parcaat  of  aach 
coavonant  waa  givan. 
Coapllanca  waa  ahown  on  blood 
lipid  aaalyaia. 


Bigh  vitamin  B  produead  aoma 
affacta  indapandantly  of  tha 
flah  oil,  undaracoring  tha 
naad  tha  coatrol  for 
polyunaaturatad  fatty  acida, 
•nd  hava  adaquata  vitamin  B 
in  tha  taat  aubatancaa. 


W 


MS  body  waight.   Coevllaaea 
waa  chackad  by  blood  BPA 
laval.   Diatary  iataka  waa 
Bot  coatrollad.   In  IDDM 
faating  glueoaa  waa  raduead, 
aad  baraly  mlaaad  atatiatical 
aigalficanca.  Study  daaign 
doaan' t  allow  concluaioaa 
about  omaga-3  fatty  acid- 
apacifie  affacta. 


^ 

I 


Study  daaign  doaaa't  allow 
coacluaioaa  about  omaga-3 
fatty  aeid-apacific  affacta. 


TABU  a— COHmniBD 


at^ 

atudy  oaaigs 

■ubjacta 

Nathoda 

Baaulta 

Craainta 

■•rata  at  al. 

rarallal 

a.   MBokara  6 

40  hour  aaoldag 

X  TOi  MS  cholaatarol,  BDL> 

TBABS  la  plaaaa,  aad  LDL, 

(»*f.  317). 

oatraatad 

MaxBPA,  5 

abatlaaaea  aad 

flah  oil  T  TBAJtS  in  plaaaa 
praaaoklag  T  TBABS  aftar 

■ora  raapoaaiva  to  dgarattaa 

oontrola  varaua 

eoatrola . 

ovaralght  fast  prior  to 

than  flah  olla.  Moat,  but  not 

10  g  NaxSPA/day 

blood  drawi  90  alsutaa  4 

aao)ciag. 

all  of  tha  laeraaaa  dua  to 

(3  g  irx  plua 

b.   Saokara  3 

to  S  dgarattaa  aaokad. 

flah  oil  aloaa  could  ba 

XIOA),  4  waaka. 

eoacrol,  4  flah 
oil  oaly,  4  flah 
oil  plua  400  ag 
vltaala  B 
aaokara. 

c .  Noaaaekara . 

■ 

bloekad  by  tha  addad  vitaain 

B. 

■arria  at  al. 

O&eoatrollad 

8  haalthy  aalaa. 

Blaadlag  tlaaa  by 

Blaadlag  MS  on  flah  olli 

Madlcatloaa  wara  eoatrollad 

(Kaf.  31«). 

aupplaaaatation 

Slaplata  ZZ. 

flah  ell  plua  aaplrln  aaaa 

)rat  diat  waa  not  contrellad. 

trial  of  flah 

Platalat  aggragatloa  to 

aa  aapirla  only;  flah  oil 

Short-tata  atudy  with  a  aaall 

olla  plua 

AA,  collagaa.  PAF  aad  AA 

aad  flah  oil  plua  aapirla  MS 

nuabar  of  aubjacta  may 

aaplriai  335, 

la  eoaiblaatloa  with  tha 

on  platalat  aanaitivlty  to 

asplaia  Inconaiatanelaa  with 

SO,  ao  ag 

othar  agealata. 

AA,  collagan,  PAP,  but  flah 

othar  coaparabla  atudlaa. 

aaplrla  for  3 

oil  i   axtant  of  aggragatlon 

Tha  atudy  aay  not  hava  had 

dayai  4  day  wash 

to  collagan. 

adaquata  atatiatical  powar  to 

oati  3  waaka  oa 

dataraina  iriiathar  blaading 

4.5  g  SPA  plus 

- 

tlaa  Incraaaaa  of  aaplrln  aad 

DBA  (SuparlPA); 

flah  oil  ara  additlva  or 

335,  80  SO  V 

graatar  than  additlva. 

aapirla  plua 

■uparBPA  for  3 

daya. 

■arrla  and 

Oaooatrollad 

13  aala  aad  4 

Blaadlag  tlaaa  by 

J,  TO' a  VLDLj  MS  cholaatarol. 

Mo  aadlcationa.   Mo 

Wladaor  lUmt. 

atipplaaaatatloa 

faaala  haalthy 

Slaplata.   Background 

LDL,  apoB,  apoA,,  EpL,, 

dlffaranca  batwaan  capaulaa 

330). 

atudy  oa 

aotaol  Ipldaale 

dlata  had  33  to  3< 

vitamin  B,  Lp(a)i  T  HDL. 

and  aanlaion  in  taat  aaal. 

poatpraadlal 

•ubjacta. 

paroaat  fat  with  13  to 

HDL,. 

poaaibly  bacauaa  aoat  fat  waa 

• 

llpaala  with  of 

14  parcaat  aa  aaturatad. 

froa  othar  diat  ccaponanta. 

flah  oil  (3.3  g 

13  to  13  parcaat  aa 

T  Blaading  tlaat  MS  BBC 

BPA  plua  DBA, 

Bonounaaturatad,  aad  6 

dafozaability. 

Dal a  Alaxasdar 

parcaat  aa 

Oaaga-3),  raadoa 

polyuaaaturatad . 

Poatpraadlal  llpaala  raducad 

aaalgasaat  to 

Taat  aaal  provldad  1  g 

about  40  parcaat. 

oapaulaa  or 

fat /kg  («1  parcaat  of 

atnxlaloa  for  4 

total  caloriaai   33 

waaka. 

parcant  of  ealorlaa  froa 
aaturatad  fatty  aclda; 
13  parcaat  froa 
aoBouaaaturatad  fatty 
aelda,  7  parcant  froa 
aaaga-3  fatty  aclda. 
Two  hour  blood  aai^laa 
through  10  houra  poat 
aaal. 
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TABU  3~COtlTIMUIO 


•tttdy 

study  Oaalgn 

Sub j acta 

Nathoda 

Raaults 

comaata 

mmxrim   at  %1. 
(tef.  ai9). 

RaadoiiiBad  doaa- 
raapoaaa,  1.25 
to  5  g  KPA  plua 
DBA/day 
(Pronaga)  C 
■oatha. 

2S  ByparlipidaBic 
patianta . 

Blood  lipida,  SinpX^Ca 
XZ  for  blaadiag  tiaaa. 

1  TO  ia  doaa-ralatad  maaaar 
1  moath  aad  6  aoaths,  azeapt 
lowast  dosa  MS  at  6  moatha, 
I   VLDL  oa  all  but  lowaat 
doaa;  NS  eholaatarol,  LOL, 
BDL.  BDL,,  (azeapt  2.5  g/day 
at  6  aoatha  T  LDL,  BDL) . 
t  Blaadiag  tiaaa  oa  2.5,  5 

S/9 

BBC  daforaabllity  largaly 

uaaffaetad. 

Diacrapanciaa  amoag  studies, 
aathodologias  wara  discussad. 
Zrragularitiaa  may  ba  dua  ia 
part  to  small  saB«>la  slza. 
4-waak  washout  ratumad  most 
valuaa  to  pratraatmaat 
lavals . 

■Mdn  at  *1. 
(tof.  233). 

kandoalsad, 
doubla-bllad, 
plaeabo- 
eoatrollad  trial 
of  10  a/day 
MaxSPA  (3  0  BPA 
plua  DBA)  varaua 
eliva  ell,  « 
waaka. 

•0  Honinaulia- 
dapaadant 
diabatic 
aubjacta. 

Pibrlnogaa  by  Clauaa, 
8DL  by  pracipitatloB, 
LDL  by  calculatioa. 

Tranaiaat  T  glucoaa;  MS  BbA,. 

i   TO;  MS  eholaatarol,  BDL;  T 
LDL  (varaua  baaaliaa) . 

i  Spoataaaoua  platalat 
aggragatioa,  but  MS 
raapoaaaa  to  iaducad 
aggragatioa.  4  blood 
praaaura  ia  Isoth  traatnaata. 

Larga,  carafully  coatrollad 
atudy  ia  aa  at-risk 
populatioa.  Oliva  oil  control 
doasn't  allow  eoaclusioas 
about  omaga-3  fatty  acid- 
apacific  af facta. 

(tot.  334).' 

Onooatrellad 
aupplaaMAtatioB 
taat  of  3.7 
g/day  purlflad 
IPA  athyl  aatar 
(aourea  aot 
apaeifiad),  13 
«aa)ca. 

IS  outpatiaata. 

Ad  libitua  dlata.  Blood 
aaaplaa  aftar  12  hour 
faat.  Plaaaa  lipida  by 
ultraeantrifugatioa 
avazy  4  waaka. 

i 

i   eholaatarol,  TO.  apoB, 
amall  daaaa  LDL;  T  larga 
light  LDL,  lipid  traaafar 
protaia  activity;  MS  HDL, 
BDL,,  HDL,,  apoA,,  apoC, 
apoB. 

Authors  stata  tha  ralativa 
atharogenlcity  of  larga  light 
LOL  aad  amall  daaaa  LDL  is 
controversial . 

(i«e.  a3«). 

•aquantial  doaa- 
raaponaa  with  1, 
3,  C  g  BPA  plua 
DBA  (Sha)aaa 
IPA),  4  waaka 
aack  with  3-waak 
waabout  batwaan. 

14  haalthy  malaa 
aad  4  haalthy 
fanalaa. 

1  Meath  rua-la  oa  fiah 
fraa  dlat,  otharwiea 
diat  aot  ooatrollad. 
Blaadiag  timaa  by 
Sinqplata  ZI.   Lipida  by 
auto  lalMratory  matbod. 

i  TO,  VLDL  oa  6  g  doaa;  T 
BDL  aad  HDL/LDL  ratio  oa  6  g 
doaa,  but  baaaliaa  HDL 
ehaagad;  MS  eholaatarol, 
LDL. 

Chaagaa  ia  baaaliaa  HDL  aot 
ahowa. 

ttmrnrnz   at  al. 

(iiaf.  aat). 

Baadcwisad 

doubla-bliad 
placabo  (ollva 
oil)  ooatrollad 
trial  of  3.3S  or 
C.S  g  BPA  plua 
DBA/day  (atbyl 
aatara, 

PltarKacapa),  34 
waaka . 

49  With 
rhauaatoid . 
arthritis 
eooplatad  tha 
atudy. 

ZL-1  by  bioaaaay. 

i  ZL-1  38  pareaat  41  parcaat 
aad  55  pareaat  ia  oliva  oil, 
low  aad  high  fiah  oil 
groupa,  raapactivaly; 
MS  ZL-2  ia  both  fiah  ell 
groupa. 

Actual  doaaa  wara  adjusted 
per  kg  body  weight. 
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TABLI   3--C0HTIIIUXS 


Study 


Ll  and  StAlnar 
(Kat.  334). 


U-adgraa  at 
(m*{.  335). 


MalXa  at  •!. 
(Mf.  341). 


Study  Daslgs 


Oo««-r«spona«, 
parallal  daalgai 
4.t,  9.6,  or 
14.4  0  IPA  plua 
DBA/day,  (aourca 
not  apaclf lad) , 
3  waalca. 


MataboXlc  ward 
croaaovar  of 
aalaoa  varaua 
prudant  dlat  (30 
pareant  fat) .  30 
day  rua-la.  40 
daya  aach  dlat. 
SalaoD  dlat 
provldad  3.1 
pareaat  of 
calorlaa  aa 
oawga-3  fatty 
aclda, 

(approzlmataly  5 
0/day  BPA  plua 
DBA)  . 


Subjacta 


S  Nozsal  haalthy 
aubjacta  aach 
doaa. 


9  nozaollpldaale 
faaalaa. 


MarclcBaaa  at  al. 
(Raf.  344). 


Dncontrollad 
auppl  amant  at  Ion 
with  flah  oil, 
(6.7  g  IPA  plua 
DBA/day,  IPAX- 
5000),  «  waalca 
aad  4-waaIc 
washout . 


obsarvatloaal , 
aaquantlal  dlata 
of  flah  (3.4 
g/day  IPA  plua 
DBA,  10  d) 
uncontrollad  (18 
d),  and  aaat  (10 
d). 


Momol  Ipaal  c 
aubjacta  with 
vary  high  (•) 
vary  low,  l.a 
uadatactabla 
Lp(a)  lavala 


and 


(7), 


Nathoda 


Platalat  adhaaloa 
•aaaurad  az  vivo  In 
laalaal  flow  chaabar, 
using  purlflad 
Bubstrataa . 


Plaaaa  protalna  aaaaurad 
by  eoaipatltlva  ILZSA 
azcapt  apoA,,  by 
radloloonnodlf fusion. 


Kaaults 


i   Platalat  adhaslon  to 
collagan  Z  and  flbrlnogan, 
naar  ■arlmal  rasponsa  at  3  g 
IPA/day;  spaad  of  rature  to 
basallna  valuas  In  tba 
waahout  was  dlraetly  ralatad 
to  doaa. 


MS  cholastarol,  LDL,  BDL„. 
BDL^,  apoB,  apol,  Lp(a)i  i 
TO,  BDL^  BDL,^,  apoAj,  apoA,i 
T  BDL,  BDL^. 


ants 


This  procadura  radacas 
foraation  of  throabi,  dllutaa 
platalat  darlvad  factors. 
Maasuraa  dlraet  Intaractlon 
of  platalata  with  surfaca 
■atrlx.  Study  daaign  doasn't 
allow  coacluaions  about 
o*aga-3  fatty  aeld-spaeifie 
af facta. 


13  haalthy 
faauklaa. 


4  waa)c  run-la. 
Normal  dlats. 
Platalat  aggragatloa  to 
collagan,  throabln. 


Clauaa  flbrlnogan  asaay, 
t-PA  and  PAI-1  antlgana 
by  ILISA. 


1  TO,  platalat  aggragatloni 
MS  cholaatarol,  LDL,  BDL, 
Lp(a). 


HS  cholastarol,  BDL,  TO, 
flbrlnogant  TO  i  on  both 
dlatsj  I   PAZ-1  and  t-PA 
antlgan,  PAZ  activity  and  T 
t-PA  activity  on  maat,  but 
NS  oa  flah. 


Carafully  dasigaad  aatabollc 
ward  atudy,  ualng  practical 
laval  of  oBaga-3  fatty  acids, 
aad  Pat  (saturatad  fatty 
acid*  aad  aMaaa-6 
polyuasaturatad  fatty  acids) 
carafully  controllad. 
Dataila  on  affaeta  of 
llpoprotaln  subfractlona.  Two 
assay  aathods  for  Lp(a)  gava 
saaa  raault. 


Coaparabla  lipid  and  platalat 
raspoaaaa  for  tha  low  19(a) 
aad  high  Lp(a)  groupa. 


Slaca  both  dlata  prodacad 
changaa  with  raspaet  to  tha 
initial  dlata  (that  wara 
uncontrollad)  it  la  difficult 
to  aacrlba  any  chaaga  to  tha 
oaMga-3  fatty  aclda. 
Bowavar,  tha  chaagaa  oa  tha 
■aat  dlat  ara  aora  la  llaa 
with  raducad  CBD  risk  than 
tha  laclc  of  chaaga  oa  tha 
fish  dlat. 


i 


< 

O 


Ol 
00 

Z 
o 


study 


M*laiid  •t  al 
{9mt.   347). 


Itoyd*nl  at  al 
<»•<.   248). 


Molvlg  •t  al  ■ 
(Raf.   350). 


Hori  at  al. 

(lUf.   3S1). 


Mori  at  ml. 
(Haf.   3S3). 


TABU  3 — COMTttmO 


Study  Paalgn 


Doubla-bllBd, 
randooiixad 
■ulti-cantar 
plaeabo   (com 
oil-  oliva  oil 
mix)  controllad 
trial,  30  bL 
lUzIPA/day  (6.8 
g  BPA  plus  DBA) . 
6  waa)ct. 


Sub j acta 


40  faaalaa  alld 
bypartanaion. 


Nathoda 


Kaaulta 


Callbratad  InatruaaBta 
•t  8  eantara.   Ti»a  of 
day  for  aaaauramanta  waa 
eoBtrollad. 


Uncontrollad 
aupplaaMDtatloa 
atudy  2.4  g/day 
I7A  plua  DBA 
(Proaaga),  3 
itlia. 


naadoaiaad, 
doubla*bli&d 
Plaoabo- 

eeatrollad  trial 
of  l.C,  3.3  a 
BPA  plua  DBA 
(Plkaaol)  varauB 
fatty  acid 
blaad.  7  waaka. 


25  malaa. 


MS  blood  praaaura, 
cholaatarol;  i  TO' a  on  flah 
oil;  i  ckolaatarol/HDL  ratio 
is  both  froupa. 


Blood  at  I,  2.  3  -antha.   i  TO'a,  T  lipid  paroxidaa. 


Nat chad  (aga, 
waight)  aad 
raadoaiaad  to  IS 
g  MaxBPA/day 
(4.5  g  BPA  plua 
DBA)  or  oliva 
oil,  4  »aa)ta^ 


25  Baal thy 
aubjacta  and  8 
IDDN  aubjacta. 


laolatad  nonocyta  call 
eulturaa.   TMT  and  IL-1 
by  coenarclal  BLISA 
lata. 


i   IL-lB  iHBiuaoraactivity  on 
high  doaa  only;  MS  aftar  low 
doaa.   MS  TMP-a;  i 
prollfatatlva  raapenaa. 


Natehad  groupa 
randoaily 
aaalgnad  to  15 
g/day  MaxBPA 
(4.S  g  BPA  plua 
DBA)  >  oliva  oil. 
or  oliva  oil 
plua 
cholaatarol . 


32  faaalaa  with 
paripbaral 
vaacular  diaaaaa. 


27  aormolipldamic 
inaulin-dapandant 
diabatica. 


Mo  aapirin  for  14  daya 
praattidy  platalat 
aggragation  to  PAP, 
eollagan. 


HDL  by  haparln, 
manganaaa  chlorida 
pracipitatlon,  followad 
by  aaparata 
praclpitation  of 
aubfractiona.  LDL  by 
calculation. 


T  cholaatarol.  LDL.  BDL,;  i 
TO  by  flah  oil,  (but  oliva 
oil  I   cholaatarol,  LDL); 
i   platalat  aggragation  bv 
fiah  oil,  but  oliva  oil  T 


aggragation. 


MS  cholaatarol,  LDL,  BDL; 
HDL,,  i   BDL,,  TO. 


•nta 


Powar  to  datact  a  5  ■■  blood 
praaaura  diffaranca  waa  9S 
parcant;  a  10  pareant 
cholaatarol  diffaranca  waa  "61 
pareant.   cholaatarol /BDL 
ratio  dacraaaa  in  plaeabo  waa 
naarly  aora  than  that  aftar 
flah  oil  (p<0.07).   11  of  14 
aubjacta  on  fiah  oil  guaaaad 
thair  aaalgnnant  corraetly. 


6  in  vitamin  B 
adaqoata. 


■ay  not  ba 


Plaeabo  had  20  parcant 
polyunaaturatad,  38  pareant 
MOBOUnaaturatad  fatty  acida. 
Spestanaeua  and  LPS- 
atlMulatad  laucotrlana  B,  and 
pOI,  aaeration  did  not  diffar 
•«ong  groupa  at  baaalina  or 
aftar  7  waalca  of  traatmant. 
IL-l  ratumad  to  baaalina 
with  3-waak  waahout. 


W 


eoovlianea  by  capaula  count. 
Changaa  in  control  maka 
intaxiJratation  difficult. 
Oliva  oil  doaa  not  control 
for  polyunaaturatad  fatty 
acida . 


Study  daaign  doaan't  allow 
coneluaiona  about  ooaga-3 
fatty  acid-apacific  af facta. 


TABU  2--COIITXMnBO 


Study 


atudy  D««lgn 


Ma«ll«r  •t   al. 
(Mf.  253). 


Raadoaltad 
doubl«-bllnd 
eroasovar  trial 
of  8  0  BPA  plua 
DBA  (Proaaga) 
varaua  oliva 
oil,  21  d. 


Hollar  at  al. 
(Mf.  2S3a). 


Mullarti  at  al. 
(Kaf.  2S4). 


Mtiltlcantar 
otoaarvatlonal 
trial  of  135  g 
caanad  aackaral 
paata  (4.7  g/day 
IPA  plua  DBA)  or 
aaat  paata. 


Subjaeta 


12  Baalthy 
adalta. 


Matboda 


04  haaltby 

faaalaa. 


Oneontrellad 
aupplMM&tation, 
0.55  g  BPA  plua 
BBA/day 
(rlkaael),  21 
daya. 


Blaadiag  tiaaa  by 
Siaplata  ZZ  bafora  aad 
aftar  adainlatratlon  of 
325  ma   aapiria.  Bxcludaa 
aubjacta  with  platalat 
or  coagulation 
dlaordara, 
throaboeytopania, 
athanol . 


7  Baalthy  adulta. 


Halaoa  at  al. 
(Mf.  256). 


Matabolie  ward 
eroaaovar  of 
aalaoa.  prudaat 
diat  <30  pareant 
tat).  20  day 
run-ia.  40  daya 
aaeh  diat. 
SalMoa  diat  gava 
2.1  parcaat  of 
oaloriaa  aa 
e«aga-3  fatty 
aeida, 

(approxiaataly  5 
g/day  *fX  plua 
OBA). 


9  noxmolipldaade 
faMilaa. 


Publiahad  aathoda  for 
facror  X,  antlthroobin 
ZZZ,  alpha-antiplaaaia, 
plaamlnogan.   Fibriaogaa 
by  Clauaa. 


Raaulta 


riah  oil-SS  blaading^tiaa 
varaua  baaali&a  but  I  varaua 
oliva  oil  both  bafora  (p  < 
0.02)  and  aftar  (MS) 
aapiria. 

i  TO  on  fiah  oil,  platalat 
eouat,  NBC  couat}  US 
eholaatarol,  U)L,  BDL. 


normal  diata,  PAZ-1 
u-PA  by  ILZSA  lata. 


aad 


Platalat  aggragatioa  t© 
ADP,  AA,  eollagaa, 
thro^iiBi   thraahold  aad 
,t^)f4ii»  raaponaa. 
Blaadiag  tiiM  by 
Siaplata  ZZ. 


MS  flbriaogan,  othar  blood 
coagulation  naaauraa  (oaly  T 
factor  X) ,  or  f ibrinolyaia 
■aaauraaf  aaat  i 
plaaainogaa. 


it  a 


Traad  toward  T  BDL  varaua 
baaalina,  but  oliva  oil  in 
aana  diraetioa,  aooia  ordar 
af facta  eoafound  raaulta. 


i  a-Toeepharolr  MS 
eholaatarol,  TO'a;  T  PAX-1; 
MS  t-PA,  U-PA. 


Cooplianca  by  lithium 
azcratloh.  Study  daaiga 
aoaan't  allow  conelualona 
about  amaga-3  fatty  aeid- 
apacifie  af facta. 


MS  blaading  tima;  aalmon 
diat  i   platalat  eouata 
MS  platalat  raaponaa  to 
eollagaa,  thrombin  taut  i 
aanaitivity  to  ADP. 


Suggaata  that  diffarancaa 
raportad  for  PAZ-1  ara  dua  to 
tha  aaaay  uaad,  with  tha 
doubla  antibody  aaaay  uaad  in 
thia  atudy,  aad  th* 
■oaoeloaal  aatibedy  uaad  by 
IBaia  at  al.  providiag 
apacificity.  Coacludaa  that 
fiah  ell  daeraaaaa 
fibriaelytie  activity. 


W 


Carafully  daaigaad  matabolie 
ward  atudy,  uaiag  practical 
laval  of  omaga-3  fatty  acida, 
and  Fat  (aaturatad  fatty 
acida  aad  amaga-6 
polyuneaturatad  fatty  acida) 
carafully  controllad. 


Of 


TABU  a~COMTXHDID 


Study 

Study  Daalga 

subjacta 

Mathoda 

Raaulta 

Ccawnta 

Nlklrlla  (»«£. 

Rattdomlsad, 

32  fawilaa  with 

Lipid  lowaring  diae  for 

NS  cholaatarol,  LDL,  8DI., 

BDL  invarsaly  ralatad  to  TO 

aS8). 

doubla-bllnd. 

CBO,  iaeraaaad  TO 

4  waaka  prior  te  study. 

BDL/cholaatarol  ratio,  apoA,, 

in  atudy  group  pratraatmaat . 

placabo  (corn 

and  dacraaaad 

apoB>  i   TO's;  During  opan 

oil)  controlladi 

BDL,  62  pareant 

phasa  thosa  with  savara 
hypartriglycaridaada  had  T 

eroaaovar.  2.4  g 

wara  ovarwaight. 

IPA  plua  DBA/day 

BDL/cholaatarol . 

aa  athyl  aatar 

(IPA  X  6000IB, 

' 

Alaarin) ,  two  4- 

waak  parioda 

. 

with  a  4-waalc 

waahout  l>atwaaa. 

followad  by  opaa 

atudy  of  3.6  0 

IPA  plua  PBA/day 

for  4  waaka. 

My*  at  kl.  (Kaf. 
259) . 

Kandoadiad.  fiah 

79  fawklaa,  29 

Angiography  (blind)  at 

MS  angina  (trand  toward  laas 

Mo  daaths  in  any  group 

oil  aad  Ita 

■alaa  poat  PTCA 

ona  yaar  or  bafora  in 

in  A/D  and  fish  oil  groups 

through  1  yaar,  93  pareant 

placabo  wara 

rafarrad  for 

thoaa  with  anginal 

D  rastanoaia  by  IPA  (11 

follow-up  rata.   Raaulta 

doubla-bliad 

angina,  nona  had 

ayaptoau;  raataaoala 

pareant  varaua  30  pareant 

suggast  that  MazBPA  is  as 

1.  Aapirla  300 

grafta. 

dafinad  as  a  loas  of  50 

for  oliva  oil) 

usaful  or  moraso  than 

■a  plua 

pareant  or  aora  of  tha 

aspirin/dipyridamola . 

dlpyridaaola  75 

gain  producad  by  PTCA. 

ragard  varaua  A/D 

^.' 

MS  in  any  blood  lipida  in  a 

2.   3.6  g  IPA 

subsat  {am   42). 

plua  DBA 

(NaxlPA) . 

3.   Oliva  oil. 

up  to  1  yaar. 

Oh  at  al.  (Kaf. 

9  faaala  and  3 

Kaeusibant  blood 

OBaga-3  fatty  aeid-aarlchad 

Ona  of  tha  groupa  usad  buttar 

261)  . 

croaaovar  of  4 

Mia  haalthy 

praasura;  VLOL  by 

aggs  did  not  T  cholaatarol. 

to  prapara  agga,  changing  tha 

normal  agga 

voluntaara . 

untracantrifugation,  HDL 

but  ragular  aggs  did.  CMaga- 

PiS  ratio.   Poolad  data  wara 

varaua  4  ca>aga-3 

by  aanganasa-haparin 

3  fatty  acid-snriebad  agga  i 

not  givan  daspita  absanca  of 

fatty  acid- 
anrichad 

pracipitation. 

TO  in  ona  group. 

ordar  affacts  for  most 
variablaa.  i  LDL  in  ona 

■ 

agga/day  (4.5  g 
IPA  plua 
DBA/day) ,  2  waak 

• 

group 1  MS  BDL  in  aithar 
traatmant.  systolic  blood 
praaaura  i  in  ]>oth  groups. 

run-in,  4  waaka 

dlaatolic  only  in  ona. 

aach  traataant. 

OXivlarl  at  al. 

Oneontrollad 

20  hyparlipidaaic 

Mo  hypolipidaodc  dxuga 

i  systolic  diastolic  blood 

Daslgn  doaan't  allow 

{*mt.   263). 

aupplaaMntation 

16  fanala,  4 

for  15  days  pra  trial. 

praasura,  TO»  MS 

eoncluaiona  about  amaga-3 

trial  of  30  mL 

mala. 

blood  praasura  by 

cholaatarol.  BDL,  vitamin  It 

fatty  acid-spacific  affacts. 

fiah  oil /day 

blindad  nursa. 

T  glutathiona  parozidaaa 

(3.0  g  IPA  plua 

activity  in  HBCa  and 
platalata,  i   MDA. 

DBA,  aourca  not 

apacifiad),  8 

waaka . 

Cd 


mu  2—uumMuu> 


•t«4y 

study  Daaiga 

Subjaeta 

Mathoda 

Kaaulta 

C<«-»ata 

Ommnm 

•ad  Cav«, 

Gbaarvstlonal 

(  aozaal  faaalaa. 

Sia^lata  ZZ  for  blaadlag 

MS  mc,  prothro^ia  tiaa. 

Traad  toward  iaeraaaad 

(tof. 

aM). 

•tiidy<  IS  0/day 

tlaa.  Platalat  adhaaioa 

platalat  adhaaioa,  blaadiag 

adhaaioa  with  duratioa  of 

lUzSPA  (4.5  g 

la  Bauagartaar  ehaabar 

tiaw. 

faadiag.  Aaaay  aathod 

BPA  plM  DBA)  4 

ualao  avartad  rabbit 

■aaauraa  platalat  chaagaa. 

WMkS. 

aorta.  Prethroabia  tiaa, 
WBC  aad  platalat  eovat 
by  autoaatad  Mathoda. 

but  doaa  not  aaaay  vaasal 

wall  chaagaa.  Study  daalga 
doaaa't  allow  conclusiona 
about  ceMga-3  fatty  acld- 
apaeifie  af facta. 

napp 

•t  »1. 

OBControllad 

11  patlaata,  9 

■xeludaa  avbjacta  with 

Piah  oil  iaeraaaad  coatant 

Showa  iacorporatioa  of  onaga- 

Utof. 

a««). 

•upplaoMncatioa 

faMla,  a  aala 

habitoal  fish  iataka. 

of  eaaga-3  fatty  acida  ia 

3  fatty  acida  into  plaqua. 

•ttidy  of  MaxSPA 

with  obatruetiva 

15  aadartaractoay 

atharoaclarotie  laaioa 

aapacially  DBA.  Ralavaaca  to 

at  C  pareaat  of 

atharoaelaroala 

apaeiaaaa .   Coatrol 

liaaarly  with  duratioa  of 

C8D  aot  Icaowa.  Mot  a 

ealoriaa  (1«  to 

aetiadolad  tor 

apaeiaaaa  froa  18 

faadiag,  although  plasma 

apaclfie  affact  of  caMga-3 

21.1  9  »A  plua 

paripharal 

aoafiah  coaatMiag 

aariehaaat  of  aBMga-3  fatty 

fatty  acida,  but  would  ba 

SBL/day),  <  ee 

vaaeular  aurgary. 

atibjaeta  uadargoiag 

acida  plataauad  by  3  to  3 

azpactad  to  polyuaaaturatad 

UO  day*. 

• 

▼aaeular  raooaatractioa. 

waakai  i   cholaatarol i  as 
TO' a,  platalat  eouata, 
blaadiag  tiaaa. 

fatty  acida.  High  amount  of 
oaMga-3  fatty  acida. 

■•yaor  uid 

OBMtttrellad 

365  Dortag  1 

Total  cholaatarol  by 

i   TQ;  i  cholaatarol  only  for 

l>arga  attritioa  aakaa  it 

Olllect  (■•£. 

leaa-tam 

■oath  to  40  at  t4 

aasymatie  aaaay.  BDL 

iaitial  high  cholaatarol;  T 

difficult  to  aacriba  chaagaa 

a7«). 

NpplaMantatioB 

■oatha .  47 

aftar  pracipitatioa. 

■SL  for  total  group;  IM  LDL; 

te  fiah  ell  (raapoadara  to 

wltk  ao  BL/day 

pareaat  had 

i   fibriaogaa. 

traataaat  ara  aora  likaly  to 

MaxlVA  duriaa 

aurvlvad  a  haart 

atay  ia  tha  atudy) .  Lack  of 

ymr  X,   XO 

attack,  49 

bliading  also'aay  hava 

■L/day 

pareaat  had 

eoatribtttad  to  biaa.  Seaw 

tbMMftar. 

angina. 

data  wara  praaaatad  for  all 
aubjaeta  oaly,  ethar  data 
oaly  for  aubaata.  Satiaataa 
of  davlatioa  froa  aaaa  valuaa 
aot  alMwa.  Lack  of  eoatrol 

rogardiag  af facta  te  eaaga-3 
fatty  acida. 

■ebaddt  at  «1. 

Oe«*-r««poaaa 

10  haalthy 

fiaplata  ZZ  for  blaadiag 

MS  cholaatarol,  LBL, 

Daaiga  doaaa't  allow 

(tot. 

a77). 

•t«dy  X.3.  4.  f 

fMalaa. 

tiaaai  t-PA,  PAZ  by 

platalat  aggrogation;  T  BDL, 

eoaeluaioaa  about  eaaga-3 

g  IPA  pitta 

nniireial  kits; 

blaadiag  tiaa  oa  4  aad  9 

fatty  acid-apacifie  af facta. 

saA/day 

tibriaegan  by  throabia 

g/day,  PAZ  aad  t-PA  aatigaa 

(rikaaol),  3 

elottiag  tiaa. 

aftar  9  g/day;  i  TO, 

parieda  of  < 

fibriaogaa. 

waaka/aamat . 

MttAcMliad  te 

laeraaalno  or 

dacraaaiag  doaa. 

6-«aak  waahoota. 

^ 


en 


M 


TABU  a— CONTXIIDBO 


Stndy 

Study  DaaiflB 

Subjacta 

Nathoda 

Raaolta 

CoiMnt. 

fleteldt  at  al. 

OBcont  rol 1 ad 

10  Untraatad 

Supina  blood  praaaura. 

MS  cholMtarol,  LDL,  BDL, 

Doalgn  doaan't  allow 

(Kef.  27S) 

■upplaaant at 1 on 

hypartanaivaa . 

TO,  platalat  aggragation  to 

conclualona  about  caaga-3 

with  4  0  IPA 
plua  DBA/day 
(Plkaaol),  6 

collagan,  ASP,  ayatolie. 

fatty  acid-apacific  affacta. 

dlaatolic  blood  praaaura. 

Abaanca  of  aignif leant  ehanga 

blaadlng  tiaa;  i 

in  plaaaa  TO  daapita  2S 

waaica  ■ 

cholaatarol/BSL  ratio. 

parcant  dacraaaa  auggaata  . 

fibrinogaa.  aonocyta 
chaaotaxia. 

inadaguata  aaapla  aisa. 
•afora  and  aftar  coaparad  t>y 
Pratt 'a  taat. 

Seteldt  at  ml. 

OBcentrollad 

Varioua  at-riak 

Normal  diata. 

MS  Lp(a)  in  any  group. 

Raporta  Lp(a)  data  for 

(»•{.  27*). 

■upplaMantatlon 

aubjacta  with 

Lp(a)  by  two-aita 

aubjacta  froa  S  pravioua 

with  1.3  to  9.0 

angina  (14),  IDEM 

iMnmoradioaatrie  taat 

Schaidt  raporta  (Rafa.  133 

g  IFA  plua 
DBA/day 

(rlkaaol,  MazBPA 
or  cod  llrar 

(10). 

kit. 

A 

through  135),  and  tha  currant 

hyparllpldaada 

(17), 

hypartanaion 

rafa  abova.   Daalgn  doaan't 
allow  conclualona  about 
o«aga-3  fatty  acid-apacific 

oil).  Boat  for  6 

(10),  and  haalthy 

affacta. 

waalca ,  aaglaa 

aubjacta  (4<) . 

aubjacta  for  12 

- 

waa)ca. 

Shapiro  at  al. 
(Kaf.  aa3). 

OBControllad 

10 

3  Sanplaa  par  tlaa 

t  cholaatarol,  LDL,  BDL. 

Nttltipla  aaaplaa  par 

aupplaaantation 
with  It  g 

noraollpidaBic , 
haalthy  famalaa. 

point.  2  to  3  daya 
apart . 

vitaain  1.  ratinol  varaua 
praaupplaaantation  and 

traataant  raducaa  day-to-day 
fluctuationa,  aagnltuda  of 

NaxSPA/day  (S.i 

waaliout;  i   TO  varaua 

ohangaa ■   Cholaatarol  6 

g  BPA  plua 
DBA/day),  6 
waalca,  10-waa)c 

waahout . 

parcant f  LDL  9  parcant;  BDL 

11  parcant  varaua  avaraga  of 

pratraataant  and  waahout 

waahout . 

valuaa . 

Siagar  at  «1. 
(Mf.  3tS). 

47  famala 

Two  baaalina  blood 

P  I   ayatolie,  dlaatolic 

Oliva  oil  control  doaan't 

propranolol  (P), 
or  fiah  oil  (2.9 

pat i ant a  with 
mild  aaaantial 

praaaura  aaaauraa  4 
waaka  apart,  blood 

blood  praaaura,  racuabant 
and  upright; 

control  for  polyunaaturatad 
fatty  acida.   Study  duration 

g  BPA  plua 
DBA/day,  aourca 
not  ai>aci(lad), 
for  3(  waalca,  or 

hypartanaion . 

praaaura  aaaaurad  in 

fiah  oil  ^  ayatolie. 

and  Bultipla  ^aauraa  (aach 

trlpllcata  at  fixad  tima 

dlaatolic  blood  praaaura  in 

13  waaka)  ahowa  blood 

and  poat  2  houra  of  raat 

racumbant  and  upright i 

praaaura  lowarlng  affaet  la 

aach  12  waaka. 

Soaa  addltiva  affacta  of  P 

paraiatant. 

■•' 

(P)  only  (12 
waaka)  than  P 

plua  fiah  oil. 

plua  fiah  oil 

(12  waalca)  than 

' 

P  plua  oliva  oil 

plaeabo  (12 

waaka) .   lach 

followad  by  4 

• 

waak  waahout. 
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study 


Slrteri  at  al. 
(KaC.  296). 


Spannagl  •t  ml. 
m»f.   387). 


Trial*  of 
Bvpartanslen 
Pravaatloa 
Col labor at Iva 
Kaaaareh  Oroup 
(Mf.  3(9). 


Vandoagaa  at  al. 
(Raf.  391). 


Study  Daalgn 


Randoodxad, 
thraa-arm 
croaaovar  of  6  g 
f iah  oil  (Morak 
Hydro,  4.5  0  IPX 
plua  DBA  athya 
aatara)  varaua 
el Iva  oil 
(middla  arm  for 
•aeh  aaquaaca) 
varaua  com  oil 
for  6   waalca 
aacb.   1  Month 
rua-ln  and  4 
waalc  waah-out 
batwaan  aach  arm 
with  low 
aaturatad  fat 
diat.    


Oncontrollad 
aupplamant at Ion 
with  S.l  g  IPX 
plua  DBX/day 
(POI- 

tachaology) ,  4 
waaka .      


KABdoadiad  Ufa 

atyla 

latarvantiena 

^ad   doubla- 

blind,  placabo- 

controllad 

nutritional 

aupplaakant 

Intarvaationa 

including  3.0  g 

onaga-S  fatty 

acida/day 

(aourca  not 

apacif iad) >    6 

Btontba. 


3  waak  run-in, 
obaarvational 
trial  of   15 
g/day  MaxBPA 
(4.5  g  BPA  plua 
DBA)   varaua  no 
aupplanant . 


TABLI  3--C01ITIiniBD 


Subjacta 


13  Typa  lla 
hyparlipidamiea . 


Mathoda 


Liplda  by  anzynatie 
aaaaya,  apoprotaina  by 
Innunoturbidity  aaaay. 
Platalat  aggragation 
varaua  AA.   TXB,  by 
radioinmunoaaaay . 
Suparoxida  by 
apact  r ophotottat  ry . 


Raaulta 


Fiah  oil  i   cholaatarol,  LDL, 
T  HDL;  Oliva  oil  1  LDL,  T 
BDLi  Com  oil  i   HDL,  apoB. 
Platalat  aggragation  i   by 
all  thraa  oila.  Fiah  oil  i 
auparozida  in  aonoeytaa. 


ant  a 


13  (3  mala  10 
famala)  naar 
normoglycamic 
typa  I  diabatica. 


3183  famala  and 
mala  with 
diaatolic  blood 
prasaura  80  to  89 
■■  Bg. 


Fibrinogan  by  turbidity 
aaaay.  t-PA,  PAZ  by 
taat  kita. 


MS  clotting  taata 
PAX,  fibrinogan; 


,  t-PA; 

i  TO. 


Bxcallant  daaign.  Oivargant 
raaulta  from  anothar  racant 
atttdy  with  cooparabla  daaign 
(Bonaa  at  al.  (Raf.  178)  that 
uaad  tha  aama  amount  and  form 
of  fiah  oil  aupplamant  and 
aama  control  (com  oil), 
auggaating  that  raaponaaa  to 
aupplaaantal  oila  may  ba 
diffarant  for  diffarant  aub- 
populationa.   Abaanea  of 
ehanga  in  platalat 
aggragation  may  alao  ba  a 
population  apacific  finding. 


I 


Sitting  blood  praaaura 
aftar  S  minuta  raat. 
Maaauramanta  for 
baaallna,  3  and  S  montha 
wara  mada  in  triplicata 
on  3  diffarant  daya.   On 
tha  fiah  oil  arm  thara 
wara  161  activa  and  1S7 
control  aubjacta. 


MS  ayatolle,  diaatolic  blood 
praaaura. 


33  famala 

Inaulln-dapandant 

diabatica. 


Daaign  doaan't  allow 
concluaiona  about  o«aga-3 
fatty  aeld-apaciflc  af facta. 
Fairly  high  amount  of  anaga-3 
fatty  aeida  in  thla  nonnormal 
population. 


Larga,  malticantar  daaign 
with  many  Intarnal 
coopariaona. 


Doubla  pracipitation  for 
HDL  aubfractiona. 


T  cholaatarol,  LDL, 
HDLj;  i   TO,  HDL,. 


HDL, 


Study  daaign  doaan't  allow 
concluaiona  about  ooaga-3 
fatty  acid-apaciflc  af facta. 
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TABLI  2— COHTIMUtO 


Study 

Vlrall*  at  al. 
(Mf.  295). 


Vohwlokal  at  *1. 
(Kat.  296). 


Study  Daaign 


Doubla-bllnd 
placabo  (oliva 
oil)  controllad 
atudy  of  2.4  g 
IPA  (DHA  not 
glvan)  6  wka. 


Randomlsad, 
doubla-bllnd 
croaaovar  of  6  g 
IPA  plua  DBA/day 
(aourca  not 
apacifiad) 
varaua  oliva 
oil,  3  waaka. 


Subjacta 


6  Hozaal 
aubjaeta. 


48  Baalthy 
aubjaeta. 


Wasdar  and 
Patton,  (Raf. 
297). 


Walntraub  at  al. 
(Raf.  296). 


3-parlod 
croaaovar  of 
thraa  flah 
diata;  Dovar 
aola  (2  g  IPA 
plua  DBA) , 
SalBon  (4  g  SPA 
plua  DBA) ,  or 
aablafiah  (3.4  g 
■PA  plua  DBA) , 
18  day  aach  with 
3-waak  waabout 
batvaan . 


Natabolle  ward 
atody.  Croaaovar 
to  3  iaooalorlc 
diata  t  aaturatad 
fat  I  aaMga-6 
fatty  acida  and 
aaaga-3  fatty 
acida  (3.4  g/day 
IPA  plua  DBA), 
25  daya  aach 
with  5  to  7  day 
waah-out . 


23  norao- 
triglycaridamic 
f amalaa . 


Nathoda 


Blood  aaaplaa  at 

baaalina,  3,  6,    14,  20, 

28. 

BuBoral  isHuna  raaponaa. 


Olucoaa  tolaranca  taata 
to  100  g 
oligoaaccharidaa . 


8  nomollpldamic 
f amalaa. 


Blaading  tlma  by 
Sii^lata.  Platalat 
aggragation  varaua 
collagan,  ADP.   TXB,  by 
radioinnunoaa  a  ay . 


Vitamin  A  fat  load  taat 
in  faatad  aubjaeta;  BDL 
by  praeipitation,  LDL  by 
calculation.   Lipolyaia 
aaaay  ualng  human  milk 
lipoprotain  lipaaa. 


Raaulta 


i  TO  in  3/4  on  fiah  oil; 
variabla  in  vivo  raaponaa  to 
tatanua  toxoid  booatar;  i  in 
vitro  raaponaa  to  tatanua 
toxoid,  i   ZL-2  ralaaaa. 


T  Faating  glucoaa,  inaulin 
at  4  houra  poat  load. 
Raaponaa  of  glucoaa  to  load 
affactad  diffarantly  by  fiah 
oil,  dapanding  on  initial 
inaulin  raaponaa;  among  low 
raapondara  fiah  oil 
ineraaaad  inaulin  rariponaa 
and  dacraaaad  glucoaa;  among 
high  inaulin  raapondara, 
fiah  oil  raducad  inaulin 
raaponaa  aod  lowarad  glucoaa 
raaponaa. ^^^^ 


Salmon  t  blaading  tima. 
Sablafiah  i  platalat 
aggragation  to  collagan; 
Both  aablafiah  and  aalmon  i 
aggragaton  to  ADP,  4>  TXB,. 


Onaga-3  diat  I   cholaatarol, 
TO,  IjDL,  BDL,  platalat  count 
varaua  aaturatad  fat. 
Omaga-6  diat  i  cholaatarol, 
TO,  LDL 

MS  faating  glucoaa, 
poatprandial  Inaulin. 
Both  o«ag«-3  and  oaaga-6 
raducad  poatprandial  lipamia 
varaua  aaturatad  fat.   NS  in 
lipamia  batwaan  oBMga-6  and 
aaMga-3.  


•nta 


Small  numbar  of  aubjaeta 
limita  conclualona.  Incraaaa 
in  blaading  raportad  in  2/4. 


Cooplax  raaulta  according  to 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Admlntetration 

21  CFR  Part  101 

[DodntNo-SIN-OOaq 
RIN0905-ABC7 

Food  Labeling:  Health  Clalme  and 
Label  Statementa;  DMary  Saturated 
Fat  and  Cboleaterol  and  Coronary 
Heart  DIaeaae 

agency:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  to  authorize  the  use  on  the 
label  or  labeling  of  certain  foods  of 
health  claims  relating  to  an  association 
between  dietary  lipids  (specifically, 
saturated  fet  and  cholesterol)  and 
cardiovascular  disease  (specifically, 
Coronarv  heart  disease  (CHD)).  The 
agency  has  concluded  that,  based  on  the 
totality  of  the  scientific  evidence,  there 
is  significant  scientific  agreement 
among  qualified  experts  that  diets  low 
in  saturated  fat  and  cholesterol  may 
reduce  the  risk  of  heart  disease. 
Therefore,  FDA  has  concluded  that 
claims  on  foods  relating  the  reduction  in 
dietary  saturated  fat  and  cholesterol  to 
reduced  risk  of  CHD  are  justified.  This 
action  is  in  response  to  provisions  of  the 
Nutrition  Labeling  and  Ediication  Act  of 
1990  (the  1990  amendments)  that  bear 
on  health  claims  and  has  been 
developed  in  accordance  with  the  final 
rule  on  general  requirements  for  health 
claims,  which  is  published  elsewhere  in 
this  issue  of  the  Federal  Register. 
EFFECTIVE  DATE:  May  8, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Paddy  Wiesenfeld,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
465),  Food  and  Drug  Administration, 
8301  Muirkirk  Rd.,  Beltsville.  MD 
20708,  301-344-5825. 
SUPPLEMENTARY  aiFONMATION: 

L  Background 

In  the  Federal  Register  of  November 
27, 1991  (58  FR  60727),  FDA  proposed 
to  authorize  the  use  in  food  lidieling  of 
health  claims  relating  diets  low  in 
saturated  Cat  and  cholesterol  to 
decreased  risk  of  CHD.  The  proposed     • 
rule  was  issued  in  response  to 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535)  that  bear  on  health 
claims  and  in  accordance  with  the 
proposed  general  requirements  for 
health  claims  for  food  (56  FR  60537. 
November  27. 1991).  As  amended  by  the 


1990  amendments,  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act) 

Erovides  that  a  food  is  misbranded  if  it 
Bars  a  claim  that  characterizes  the 
relation^ip  of  a  nutrient  to  a  disease  or 
health-related  condition  unless  the 
claim  is  made  in  accordance  with 
section  403(r)(3)  or  (rK5)(D)  of  the  act 
(21  U.S.C.  343(r)(3)  or  (r)(5)(D)). 

Section  3(b)(1)(A)  of  the  1990 
amendments  specifically  requires  that 
the  agency  determine  whether  claims 
respecting  10  nutrient/disease 
relationships  meet  the  requirements  of 
section  403(r)(3)  or  (r)(S)(D)  of  the  act. 
The  relationship  bet«veen  dietary  lipids 
and  cardiovascular  disease  is  one  of  the 
claims  required  to  be  evaluated.  In  the 
Federal  Register  of  March  28, 1991  (56 
FR  12932),  FDA  published  a  notice 
requesting  scientific  data  and 
information  on  the  10  specific  topic 
areas  identified.  Relevant  scientific 
studies  and  data  received  in  response  to 
this  request  were  considered  as  part  of 
the  agency's  review  of  the  scientific 
literatiu«  on  lipids  and  cardiovascular 
disease.  Comments  received  in  response 
to  the  notice  and  not  specifically 
addressed  in  the  proposed  rule  are 
summarized  and  addressed  in  this 
document 

Because  of  the  extremely  large  volume 
of  scientific  literature  on  this  topic,  FDA 
limited  its  scientific  review  to  those 
aspects  of  the  relationship  for  which  the 
strongest  scientific  evidence  and 
agreement  already  existed:  dietary 
intakes  of  total  saturated  fats  and 
cholesterol  relative  to  risk  of  CHD.  In 
addition  to  evaluating  the  scientific 
evidence  relating  saturated  fat  and 
cholesterol  to  cardiovascular  disease, 
the  proposed  rule  identified  qualifying 
and  disqualifying  criteria  for  foods, 
specified  mandatory  and  optional 
information  for  health  claims 
statements,  and  provided  model  health 
claims.  FDA  also  discussed  potential 
safety  issues  associated  with  reducing 
current  dietary  intakes  of  saturated  fat, 
cholesterol,  and  total  fat. 

FDA  requested  written  comments  in 
response  to  the  proposed  rule  and 
solicited  comments  on  several  issues  in 
particular.  The  agency  asked  how  to 
restrict  the  use  of  these  health  claims  to 
foods  that  are  appropriately  included  as 
part  of  healthy  diets,  and  whether  there 
is  a  need  for  consumer  summaries. 

On  January  30  and  31. 1992,  FDA 
held  public  hearings  on  all  aspects  of 
the  proposed  rules  published  in 
response  to  the  1990  amendments, 
including  health  claims  for  dietary 
saturated  fat  and  cholesterol  and  heart 
disease  (57  FR  239). 

In  response  to  its  proposed  health 
claim  on  lipids  and  cardiovascular 


disease,  the  agency  received 
approximately  100  comments  from 
consumers,  consumer  advocacy  groups. 
State  health  departments,  organizations 
of  health  professionals,  the  food 
industry,  and  Government  agencies.  A 
number  of  comments  were  received  that 
were  more  appropriately  answered  in 
other  documents,  and  these  were 
forwarded  to  the  appropriate  docket  for 
response. 


n.  Comments  on  die  Relationship 
Between  Diatanr  Saturated  Fats  and 
Cholaateroi  and  CHD 

The  majority  of  comments  supported 
FDA's  conclusion,  noting  that  the 
scientific  evidence  that  dietary  saturated 
fat  and  cholesterol  increase  the  risk  of 
CHD  is  very  strong  and  well  accepted  in 
the  scientific  community.  Many  of  these 
comments  provided  litUe  or  no  detail  on 
their  reasoning.  One  detailed  comment 
that  supported  the  saturated  hi  and 
cholesterol/heart  disease  relationship 
was  the  report  of  the  Lifa  Sciences 
Research  Office  (LSRO)  of  the 
Federation  of  American  Societies  for 
Experimental  Biology  (FASEB),  whidi 
evaluated  recent  scientific  publications 
on  this  topic.  The  FASEB  draft  report 
was  summarized  by  FDA  in  the 
November  27, 1991,  proposal  (Ref.  78). 
The  final  report  was  submitted  to  the 
docket  as  a  comment  (Ref.  196).  The 
conclusions  of  the  final  LSRO  report 
concur  with  previous  dietary  guideline 
recommendations  that  reducing  intakes 
of  saturated  fat  and  cholesterol  would 
lower  total  blood  and  low-density 
lipoprotein-cholesterol  (LDL- 
cholesterol)  levels  and,  thus,  lower  risks 
of  CHD  in  the  U.S.  population. 

A  number  of  comments  suggested 
modification  and  revision  in  various 
provisions  of  the  proposal.  A  summary 
of  the  suggested  cnanges  and  the 
agency's  responses  follows. 

1.  The  agency  received  a  number  of 
comments  focusing  exclusively  on 
dietary  cholesterol  as  a  risk  factor  for 
heart  disease.  Some  comments 
suggested  that  the  scientific  evidence 
does  not  support  a  relationship  between 
dietary  cholesterol  and  blood 
cholesterol  levels  and  suggested  that  the 
nutrient/disease  linluge  is  primarily 
with  saturated  fiit  The  comments  noted 
that  most  dietary  cholesterol  is  not 
absorbed,  and  that  individual  responses 
to  dietary  cholesterol  are  highly 
variable.  Conversely,  many  conunents 
noted  the  compelling  nature  of  the 
scientific  evidence  linking  dietary 
cholesterol  to  risk  of  heart  disease.  The 
1992  LSRO  review  of  the  science  on  this 
topic  (Ref.  196)  not  only  strongly 
supported  the  relatiraisnip  between  \ 

dietary  cholesterol  and  increased  blood 
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cholesterol  levels  but  sunested  that 
newer  evidence  increased  the 
importance  of  dietary  cholesterol  as  s 
risk  CKtor  for  heart  disease. 

FDA  agrees  with  those  comments  that 
suggested  that  there  is  adequate 
scientific  evidence  and  significant 
scientific  agreement  that  diets  high  in 
cholesterol  increase  the  risk  of  heart 
disease.  This  conclusion  is  consistent 
with  current  dietary  guidance  and 
nutrition  policy  statements  firom  the 
Federal  Government  (Refe.  29,  36, 136. 
and  150).  the  National  Academy  of 
Sciences  (Ref.  20).  and  the  recent  LSRO 
report  (Ref.  196).  None  of  the  comments 
that  argued  asaLut  such  a  link 
submitted  either  data  or  compelling 
logic  to  convince  FDA  that  this 
conclusion  is  not  correct.  FDA  recognize 
that  there  is  some  scientific 
disagreement  about  the  relative 
importance  of  dietary  cholesterol  versus 
saturated  ht  intakes  (56  FR  60730). 
However,  there  are  strong  and 
consistent  data  that  support  that 
saturated  fat  and  cholesterol  have 
independent  effects  on  the  risk  of  heart 
disease.  Because  the  data  support  an 
independent  effect  for  dieta^ 
cholesterol  and  for  saturated  hi,  the 
relative  importance  of  dietary 
cholesterol  versus  saturated  ht  on  blood 
cholesterol  levels  and  risk  of  heart 
disease  really  is  irrelevant  to  the 
agency's  conclusion  that  a  health  claim 
on  both  nutrients  is  appropriate.  FDA 
recognizes  that  individual  responses  to 
dietary  cholesterol  are  less  consistent 
than  to  saturated  fat.  However,  recent 
authoritative  reviews  (Reh.  20,  29,  31 
through  36,  63,  71,  74.  98,  99, 129. 130, 
136. 141. 150. 151. and  223)  have 
concluded  that  the  majority  of  persons 
in  the  United  States  will  benefit  from 
recommended  dietary  changes  in 
cholesterol  intake,  even  though  the 
magnitude  of  the  benefit  varies  among 
individuals. 

2.  Several  comments  stated  that  FDA 
did  not  address  the  issue  of  s  beneficial 
role  for  dietary  cis-monounsaturated 
fistty  adds  (MUFA's),  a  major  source  of 
dietary  fat  in  the  United  States,  in 
reducing  the  risk  of  heart  disease.  In  this 
context,  one  comment  noted  that  the 
Keys  equation,  which  was  used  in 
several  studies  for  predicting  or 
explaining  changes  in  blood  total 
cholesterol  based  on  dietary  intakes  of 
saturated  and  polyxmsaturated  fatty 
adds  (PUFA'sj.  was  inadequate  as  a 
basis  for  evaluating  the  role  of  dietary 
lipids  in  reducing  risk  of  heart  disease, 
because  it  does  not  indude  a  term  for 
the  amount  of  MUFA's.  The  comment 
further  stated  that,  in  light  of  newer  data 
on  possible  benefidal  eflects  of 
MUFA's,  this  equation  may  no  longer 


adequately  reflect  the  predictive  value 
of  changes  in  fat  intakes  to  changes  in 
blood  cholesterol  levels  in  the  U.S. 
population. 

The  LSRO  report  (Ref.  196)  evaluated 
the  potential  usefulness  of  oleic  acid, 
the  major  cis-monounsaturated  fatty 
add,  as  a  replacement  for  saturated  fat 
in  the  American  diet.  The  report 
concluded  that  recent  research  results 
are  consistent  with  the  condusions  that 
substitution  of  oleic  add  for  saturated 
fatty  adds  (SFA's)  in  the  diet  is  safe  and 
without  adverse  effects  on  blood  LDL- 
cholesterol  levels.  The  report  stated  that 
substitution  of  cis-monounsaturated  fats 
for  saturated  fats  can  allow  Americans 
to  maintain  customary  intakes  of  total 
dietary  fat  without  the  negative  efiiacts 
of  the  more  cholesterol-raising  SFA's 
(i.e.,  lauric,  myristic.  and  palmitic  fetty 
acids).  The  LSRO  report  noted, 
however,  that  a  diet  high  in 
monounsaturated  fets  (i.e.,  oleic  add) 
may  contribute  to  development  of 
obesity,  a  risk  fador  for  heart  disease. 

FDA  is  aware  of  the  recent  and 
ongoing  research  efforts  on  the  possible 
beneficial  role  of  c/s-forms  of  MUFA's  in 
helping  Americans  to  find  a  practical 
means  of  redudng  saturated  fat  intake 
without  changing  total  dietary  fat 
intakes  (Refs.  6,  37.  53.  57.  89,  93, 139. 
144, 158. 159. 175. 180. 188. 192. 196. 
and  219).  FDA.  however,  considers  this 
issue  outside  the  scope  of  this  rule.  In 
the  proposed  rule,  the  agency  noted 
that,  because  of  the  extremely  large 
volume  of  sdentific  research  on  lipids 
and  cardiovascular  disease  and  because 
of  the  extremely  limited  time 
constraints  of  the  1990  amendments,  it 
had  limited  its  science  review  to  an 
evaluation  of  the  relationship  of 
sattirated  fat  and  cholesterol  intakes  to 
risk  of  CHD.  Therefore,  in  both  the 

[iroposed  and  final  rules,  FDA  has 
imited  the  health  claim  to  saturated  fats 
and  cholesterol. 

FDA  notes  that  the  rapidly  expanding 
science  base  may  now,  or  in  the  future, 
be  adequate  to  support  that  cis- 
monounsaturated  fatty  acids  have  a 
benefidal  role  in  reducing  blood  total 
and  LDL-choIesteroI  levels.  However, 
because  the  question  of  whether  this 
nutrient/disease  relationship  is 
appropriate  for  a  health  claim  is  outside 
the  scope  of  this  rulemaking,  the 
question  should  be  the  subject  of  a 
petition  for  a  health  claim  in  accordance 
with  the  provisions  of  the  final  rule  on 
general  requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

3.  One  comment  suggested  that  novel 
fats  that  affsct  a  surrogate  marker  for  the 
disease,  such  as  lowering  of  blood  LDL- 


cholesterol,  should  be  allowed  to  carry 
a  health  claim. 

FDA  is  aware  that  a  large  amount  of 
research  and  development  is  being  done 
on  novel  fats.  Novel  fats  are  those  fats 
that  are  not  commonly  found  in  the  food 
supply.  Some  examples  of  novel  fats 
include  those  fats  modified  by 
rearrangement  of  Catty  adds  in 
triglyceride  or  by  the  addition  of  a 
cyclic  or  aromatic  ring  to  a  fatty  add. 
(The  issue  of  "bioavailability"  of  novel 
fats  is  addressed  elsewhere  in  this  issue 
of  the  Federal  Register  in  the  final  rules 
on  mandatory  nu^tion  labeling, 
nutrient  content  claims,  and  health 
claims.) 

FDA  did  not  have  any  sdentific 
evidence  on  the  possible  effieds  of 
spedfic  novel  fats  cm  risk  of  heart 
disease,  or  on  other  validated  surrogate 
markers  for  heart  disease,  in  developing 
this  final  rule.  Therefore,  FDA  has  not 
dealt  with  this  issue  in  this  final  rule. 

m.  Qualifying  Nutrienta 

The  qualifying  levels  for  saturated  fat, 
cholesterol,  and  total  fat  are  the 
maximum  level  at  which  these  nutrients 
may  be  present  in  a  food  if  it  is  to 
qualify  to  bear  a  claim.  The  levels  of 
satiueted  fat,  cholesterol,  and  total  fat  in 
a  food  must  be  less  than  those  spedfied 
in  the  qualifying  levels  for  the  food  to 
be  eligible. 

A.  Saturated  Fat  and  Cholesterol 

In  the  proposed  rule,  FDA  tentatively 
provided  that,  to  bear  a  claim 
associating  a  diet  low  in  saturated  fat 
and  cholesterol  with  reduced  rate  of 
coronary  heart  disease,  the  food  must  be 
"low  saturated  fat."  "low  cholesterol." 
and  "low  fat."  as  those  terms  are 
defined  in  new  $  101.62.  FDA  also 
proposed  to  require  that  the  food 
contain  1  g  or  less  of  saturated  fat  per 
100  g  of  food. 

4.  A  number  of  comments 
recommended  that  claims  include 
information  about  the  amount  of 
saturated  fat  and  cholesterol  beyond  the 
information  contained  on  the  nutrition 
panel.  Some  comments  recommended 
the  use  of  an  index  or  "cholesterol- 
saturated  fet  index"  (CSI)  that  integrates 
known  relative  effeds  of  saturated  fat 
and  cholesterol  intakes  in  predicting 
increased  changes  in  total  and  LDL- 
cholesterol  levels  (Refe.  202  and  203). 
These  comments  pointed  out  that  the 
CSI  consists  of  a  single  score  or  number 
by  which  it  would  be  possible  to 
determine  the  relative  cholesterol- 
raising  propensity  of  a  given  food.  The 
comments  suggested  that  the  CSI  for  a 
given  food  would  be  calculated  from  the 
experimentally-derived  fbrmxila:  (1.01  x 
g  saturated  fet)  ■*■  (0.05  x  mg  cholesterol). 
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One  conunent  included  a  detailed 
listing  of  CSI's  for  a  wide  variety  of 
foods,  including  milk  with  1-percent  Eat, 
which  had  a  CSI  of  2,  and  butter,  which 
hadaCSIof37. 

FDA  agrees  with  the  concept  that 
consumers  should  have  label 
information  presented  in  a  manner  that 
enables  them  to  evaluate  an  individual 
food  relative  to  total  dietary  goals. 
However,  the  agency  has  not  included 
any  requirement  for  use  of  a  CSI  index 
in  the  final  rule.  The  comments  did  not 
provide  data  to  show  that  consumers 
would  find  use  of  a  CSI  index  more 
helpful  than  the  nutrition  information 
currently  required  on  food  labeling. 
FDA  is  concerned  that  consumers  might 
place  undue  emphasis  on  the  CSI  index 
in  purchasing  decisions  and  not 
concentrate  on  consuming  health^l 
diets,  which  include  a  variety  of  foods. 

FDA  considers  that  a  consistent 
approach  to  nutrition  information  on 
food  labels  will  be  less  confusing  to 
consumers  than  the  use  of  a  CSI  index. 
FDA's  general  approach  is  to  provide 
information  that  allows  a  consumer  to 
construct  a  diet  that  is  consistent  with 
the  particular  health  claim  and  with 
general  dietary  reconmiendations.  The 
use  of  a  CSI  index,  however,  would  be 
inconsistent  with  that  approach  because 
it  would  likely  lead  the  consumer  to 
place  more  emphasis  on  the  specific 
food  than  on  the  entire  diet.  In  addition, 
the  larger  scientific  commimity  has  not 
generally  agreed  on  a  particular  symbol 
or  approach,  such  as  the  CSI  index,  for 
helping  consumers  to  identify  foods  that 
will  help  lower  their  risk  of  heart 
disease. 

Thus,  FDA  is  retaining  its  proposed 
approach  with  respect  to  the  label 
information  that  must  appear  on  foods 
that  qualify  for  a  health  claim  on  lipids 
and  heart  disease. 

S.  A  few  comments  suggested  that 
foods  that  contain  eggs  or  egg  products 
should  be  eligible  to  bear  the  authorized 
health  claim. 

The  agency  agrees  that  a  food 
containing  eggs  or  egg  products  should 
not  be  dmied  a  health  claim  for 
saturated  £it  and  cholesterol  and  heart 
disease,  provided  that  the  food  is  "low 
saturated  fat,"  "low  diolesterol,"  and 
"low  total  fiit"  and  meets  the  other 
qualifying  requirements  for  a  health 
daim  cm  this  topic.  The  qualifying 
criterion  for  cholesterol  is  based  on  the 
final  concentration  of  cholesterol  in  the 
food  product  and  not  on  the  cholesterol 
content  of  ingredients.  Therefon.  if  e^ 
and  egg  products  used  as  ingredients  do 
not  cause  a  food  to  exceed  the  definition 
of  "low  durfesterol."  the  food  may 
qualify  far  a  healtli  daim. 


6.  Other  comments  suggested  that  the 

Sualifying  level  for  the  satiu-ated  fat  and 
bolesterol  content  of  a  serving  of  food 
be  made  less  restrictive  so  that  a  larger 
number  of  wholesome  foods  can  qualify 
for  a  health  claim.  Some  of  the 
comments  stated  that  the  permissible 
level  of  1  g  of  saturated  fat  for  a  serving 
of  food  should  be  increased  io  2  g.  A 
few  comments  proposed  that  "foods  that 
contain  20  milligrams  or  less  of 
cholesterol  per  serving  and  2  grams  or 
less  of  saturated  fat  should  be  allowed 
to  make  a  health  claim."  Other 
comments  asserted  that  the  saturated  faji 
and  cholesterol/heart  disease  health 
claims  shoiUd  be  allowed  on  foods  that 
qualify  for  the  comparative  claim, 
"reduced  cholesterol."  Some  comments 
also  objected  to  the  per  100  g  density 
criterion  for  qualifying  levels  of 
saturated  fat  and  cholesterol,  suggesting 
that  it  imfairly  discriminates  against 
foods  that  have  a  useful  dietary  role  in 
reducing  the  risk  of  heart  disease  but 
that,  because  their  servings  sizes  are  less 
than  100  g.  exceed  the  qualifying 
criterion  on  a  per  100-g  density  basis. 

Based  on  the  large  number  of 
comments  that  the  agency  received, 
FDA  has  reassessed  the  qualifying  levels 
for  satiuated  fat.  total  fat.  and 
cholesterol,  including  the  density 
criterion.  (See  the  final  rule  on  general 
requirements  for  nutrient  content  claims 
published  in  this  issue  of  the  Federal 
Register  for  a  more  detailed  discussion. 
FDA  incorporates  that  discussion  by 
cross  reference.  Based  on  this  reanalysis 
and  on  the  comments  received.  FDA  has 
been  persuaded  that  the  second 
qualifying  criterion  based  on  per  100  g 
is  too  restrictive  for  "low  fat"  and  "low 
cholesterol"  claims.  (The  proposed 
definition  for  "low  cholesteror'  did  not 
include  a  per  100-g  criterion  J  The 
agency  has  concluded  tliat  this  criterion 
should  be  modified  to  more  directly 
reflect  the  nutrient  dence  foods  with 
small  serving  sizes  that  it  was  designed 
to  address.  Therefore,  FDA  has  modified 
the  density  criterion  bom  a  per  100-g 
basis  to  a  per  50-g  basis  for  foods  that 
have  a  reference  amount  customarily 
consumed  of  30  g  or  of  2  tablespoons  or 
less.  With  this  modification,  a  larger 
number  of  wholesome  foods  may 
qualify  for  a  health  claim,  including 
more  brands  of  breakfast  cereals  and 
cereal  grain  products  (Ref.  222). 

The  agenc^  disagrees  that  "reduced 
cholesterol"  and  other  comparative 
claims  should  be  the  basis  for  qualifying 
levels  of  nutrients.  Many  foods,  even 
after  meeting  the  requirements  for 
"reduced"  claims,  contain  significant 
amounts  of  saturated  fat  or  cholesterol. 
When  making  substitute  choices  among 
similar  types  of  foods  (e.g.,  deciding 


upon  which  brand  of  vegetable  oil  to 
puirchase),  comparison  claims  are  veiy 
useful  in  helping  consumers  to  make  a 
choice.  However,  when  putting  foods 
together  within  a  total  dietary  context, 
the  absolute  amount  of  nutrient  present 
in  a  food  is  important 

7.  Some  comments  noted  that  FDA's 
proposed  definition  of  saturated  fat  (i.e., 
the  sum  of  lauric,  myiiatic,  palmitic, 
and  stearic  adds)  is  not  consistent  with 
the  most  recent  evidence  on  cholesterol- 
raising  fotty  adds.  The  comments 
suggested  that  the  cholesterol-raising 
charaderistics  of  SFA's  are  due  almost 
entirely  to  three  SFA's:  lauric,  myrisdc 
and  palmitic  fatty  adds.  Conversely, 
stearic  add,  which  is  a  significant 
source  of  SFA's  in  the  U.S.  diet,  has 
relatively  little  effed  on  blood 
cholesterol  levels.  The  comments 
further  note  that  this  variability  in 
cholesterol-raising  potential  opens  new 
opportunities  to  replace  diolesterol- 
raising  saturates  with  other  saturates 
that  are  not  cholesterol-raisers  (i.e., 
stearic  add). 

The  agency  agrees  that  spedfic  SFA's 
vary  in  their  potential  for  an  adverse 
efi'ect  on  blood  cholesterol  levels  and  on 
other  atherosclerotic  risk  fadors.  In  the 
proposed  rule  (56  FR  60727  at  60734), 
FDA  acknowledged  that  lauric,  myristic, 
and  palmitic  SFA's  have  the  greatest 
effed  on  blood  cholesterol  levels,  and 
that,  in  this  resped,  stearic  acid  is 
relatively  neutral.  FDA  disagrees, 
however,  that  the  definition  of  saturated 
fat  should  be  limited  only  to  the  simi  of 
lauric.  myristic,  and  palmitic  fatty  adds. 
In  the  final  rule  on  mandatory  nutrition 
labeling  published  elsewhere  in  this 
issue  of  tne  Federal  Register,  and  in 
response  to  comments,  FDA  has 
changed  the  definition  of  saturated  fat  to 
include  the  sum  of  all  fatty  acids 
containing  no  double  bonds.  This 
definition  will  apply  to  all  references  to 
saturated  fat  on  the  food  label.  Also,  as 
noted  in  the  preamble  to  the  final  rule 
on  mandatory  nutrition  labeling 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  this  definition  for 
saturated  fat  is  consistent  with  dietary 
guidelines  for  diets  to  reduce  risk  of 
heart  disease  (i.e..  constune  less  than  10 
percent  of  calories  as  saturated  fat; 
therefore,  all  four  saturated  M  (lauric. 
myristic,  palmitic  and  stearic)  plus  less 
abundant  saturated  fats  are  included  in 
the  new  definition.)  Furthermore,  FDA 
has  noted  that  elevated  blood 
cholesterol  is  not  the  only  risk  Cador  bx 
cardiovascular  disease  (56  FR  60727  at 
60734).  Saturated  fats  have  been 
implicated  as  possibly  increasing  the 
risk  of  cardiovascular  disease  througli 
medianisms  other  than  advarw  aSecta 
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on  blood  total  and  LDL-cholasterol  (Ref. 
20). 

B.  Total  Dietary  Fat  as  a  Qualifying 
Criterion 

In  tha  proposal  (56  FR  60727  at 
60739).  FDA  proposed  to  prohibit  health 
claims  relatii^  diets  low  in  satimted  fiat 
or  cholesterol  to  lower  blood  cholesterol 
levels  and  reduced  risk  of  CHD  unless 
the  food  also  meets  requirements  for  a 
"low"  claim  relative  to  total  fat  content 
(i.e..  3  g  or  less  of  fat  per  label  serving 
size,  per  refarence  amount  customarily 
consumed,  and  per  100  g).  FDA  notes 
that,  while  total  fat  is  not  as  strongly  or 
directly  linked  to  increased  risk  of  CHD 
as  it  may  have  significant  indirect 
effects.  , 

8.  A  number  of  comments  supported 
the  agency's  position  that  a  food  must 
not  only  be  low  in  saturated  fat  and  low 
in  cholesterol  but  must  also  be  low  in 
total  fet,  and  that  decreasing  total  Cat 
intakes  will  generally  aid  in  decreasing 
intakes  of  saturated  rat  and  cholesterol. 
However,  several  comments  opposed 
the  additional  "low  fat"  quaUfying 
criterion,  suggesting  that  foods 
recommended  by  public  health 
authorities  (such  as  fish,  chicken,  and 
lean  beef  and  vegetable  oils  that  are  low 
in  saturated  fat  and  cholesterol)  would 
not  qualify  for  a  health  claim  and  that 
this  would  appear  inconsistent  vnth 
efforts  to  encourage  an  overall  healthful 
diet. 

FDA  agrees  that  total  Cats  are  an 
appropriate  qualifying  criterion,  and 
this  provision  is  retained  in  new 
S  101.75(c)(2)(ii).  (In  the  November  1991 
proposed  rules.  FDA  combined  the 
regulations  for  lipids  and  cardiovasuclar 
disease  (proposed  §  101.73(a))  and 
lipids  and  cancer  (proposed  $  101.73(b)) 
into  one  section.  In  these  final 
regulations.  FDA  has  separated  the  two 
health  claims  into  individual  sections. 
New  S  101.75  covers  dietary  saturated 
fax  and  cholesterol  and  coronary  heart 
disease.  New  $  101.73  covers  dietary  fat 
and  cancer.)  FDA  has  retained  this 
criterion  because  low  fat  foods  generally 
help  individuals  in  reducing  their 
intake  of  saturated  fiat  and  cholesterol. 
In  addition,  excess  calories,  of  which  fat 
contributes  more  per  g  than  the  other 
energy  nutrients,  is  associated  with  two 
health-related  conditions  (obesity  and 
diabetes)  that  are  risk  factors  for  heart 
disease.  These  provisions  now  read  in 
new  S  101.75(c)(2)(U):  "The  food  shall 
meet  all  the  reqiiirements  for  a  'low 
saturated  fat.'  'low  cholesterol.'  and  'low 
fat'  food;  •  •  *." 

FDA  agrees  that  lean  meats,  fish,  and 
poultry,  when  eaten  in  moderation  and 
prepared  with  little  or  no  added  fat,  can 
play  an  important  role  in  helping 


consumers  to  meet  dietary  guidelines. 
Meats,  fish,  and  poultry  play  an 
important  role  in  the  U.S.  dietary 
pattern,  serving  as  entrees  as  well  as 
rich  sources  of  protein,  bioavailable 
sources  of  many  minerals,  and  rich 
sources  of  several  vitamins.  As 
propoeed.  the  qualifying  criteria 
virtually  prohibit  this  category  of  foods 
from  bearing  health  claims.  As  a  result, 
the  propoeed  criteria  may  inadvertantly 
interfere  with  the  dietary  guidance  goals 
of  enooiuvging  consimiption  of  a  variety 
of  foods  and  of  increased  use  of  lean 
meats,  fish,  and  poultry  instead  of 
higher  fat  cuts. 

In  the  final  rule  on  general 
requirements  for  nutrient  content  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Ragiater,  FDA  is  defining  the 
term  "extra  lean"  as  a  claim  for  game 
meats  and  fish.  Although  this  definition 
is  not  as  stringent  as  the  definition  for 
"low  fat."  "low  saturated  fat,"  and  "low 
cholesterol,"  it  is  consistent  with  the 
U.S.  Department  of  Agriculture  (USDA) 
definition  for  "extra  lean"  for  meats  and 
poultry. 

The  agency  is  persuaded  that,  to  be 
consistent  with  ue  dietary  guidance 
goals  discussed  above,  health  claims 
should  be  allowed  on  "extra  lean"  cuts 
of  meat,  fish,  and  poultry.  FDA  is 
therefore  providing  for  saturated  fat  and 
cholesterol/CHD  claims  on  "extra  lean" 
game  meats  and  fish  that  meet  these 
requirements.  This  provision  is  added 
in  new  $  101.75{c)(2)(ii)  which  reads:  "• 
*  *  except  that  fish  and  game  meats  (i.e., 
deer,  bison,  rabbit,  quail,  geese,  and 
ostrich)  may  meet  the  requirements  for 
'extra  lean' in  §101.62." 

FDA  disagrees  with  the  comment 
suggesting  that  foods  consisting  entirely 
of  fats  and  oils,  but  low  in  saturated  fat 
and  cholesterol,  should  qualify  for  heart 
disease  health  claims.  Low  fat  diets  are 
recommended  in  all  Federal 
Government  and  National  Academy  of 
Sciences'  dietary  guidelines  for 
reducing  the  risk  of  heart  disease. 
Labeling  of  foods  that  are  100-percent 
fat  with  a  message  implying  they  are 
"heart  healthy"  is  clearly  inconsistent 
with  dietary  guidelines.  FDA  believes 
that  the  use  of  content  claims  is  a  more 
appropriate  method  for  helping 
consumers  make  purchasing  decisions 
about  those  oil  products  that  they 
choose  to  include  in  their  total  daily 
diet  than  allowing  those  foods  to  bear 
health  claims. 

9.  One  comment  suggested  that  total 
fat  should  be  the  basis  for  both  the 
cancer  and  the  heart  disease  health 
daims  because  these  two  diseases 
generally  are  considered  together  under 
a  single  dietary  guidance  goal  for 


moderation  in  intakes  of  total  fat  and 
saturated  fat. 

The  agency  agrees  that  public  health 
dietary  guidelines  generally  focus  on  the 
reduction  in  total  fat  as  a  major,  single 
goal  when  referring  to  both  heart  disease 
and  cancer  risks.  However,  health 
claims  are  specific  for  a  nutrient-disease 
relationship.  Heart  disease  and  cancer 
relate  to  dietary  factors  through  different 
mechanisms. 

In  the  instance  of  CHD,  dietary 
saturated  fat  and  cholesterol  are  the 
major  dietary  risk  factors  because  they 
increase  blood  LDL-diolesterol  levels, 
which  increase  the  risk  of  heart  disease. 
As  noted  in  the  proposed  rule  (56  FR 
60727  at  60739)  and  discussed  above, 
total  fat  consumption  affects  risk  of 
heart  disease  indirectly,  through  its 
effects  on  obesity  and  on  facilitating 
dietary  reductions  in  saturated  fat  and 
cholesterol.  In  contrast  to  the 
association  between  dietary  fat  and 
heart  disease,  the  observed  association 
between  dietary  fat  and  cancer  has  not 
been  attributed  to  a  specific  type  of  lipid 
but  has  generally  been  linked  to  total  fat 
intakes  (see  the  final  rule  on  dietary 
lipids  and  cancer  published  else  wnere 
in  this  issue  of  the  Federal  Ragiater. 

Health  claims  must  reflect  current 
scientific  understanding  and  agreement 
as  to  the  basis  of  a  diet-disease 
relationship.  Thus,  total  fat  is  not  listed 
as  a  causal  dietary  fat  in  the  health 
claim.  Instead,  it  is  addressed  as  an 
additional  criterion  that  must  be  met  by 
a  food  before  it  may  carry  a  health  claim 
relating  dietary  sat\ueted  fat  and 
cholesterol  to  risk  of  heart  disease, 
because  of  the  strong  indirect  effect  of 
fat  on  heart  disease  risk.  Of  course,  food 
labels  may  also  include  the  claim  "low 
fat"  in  addition  to  a  health  claim  in 
accordance  with  the  requirements  for 
such  claims,  as  discussed  in  the  final 
rule  on  general  requirements  for 
nutrient  content  claims  elsewhere  in 
this  issue  of  the  Federal  Register. 

C.  Other  Qualifying  Criteria 

10.  Some  comments  recommended 
that  consumption  of  foods  that  alter 
other  risk  factors  for  CHD  be  included 
as  qualifying  nutrients  relative  to  the 
fat/neart  disease  claim.  For  example, 
because  foods  high  in  salt  or  excess 
calories  from  sugars  may  be  related  to 
hypertension  or  obesity,  respectively, 
the  comments  requested  that  limits  be 
placed  on  the  amount  of  salt  or  sugars 
that  a  food  bearing  this  health  claim 
may  contain. 

Ia)A  recognizes  that  both 
hypertension  and  obesity  are  risk  factors 
for  heart  disease  and  (see  the  final  rule 
on  sodium  and  hypertension,  published 
elsewhere  in  this  issue  of  the  Federal 
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Regiater.  As  stated  in  the  dietary 
guidelines,  salt  and  sugars  should  be 
used  in  moderation.  However,  FDA 
believes  that  the  arguments  for  making 
sugars  content  a  qualifying  criterion  are 
considerably  less  compelling  than  those 
for  total  Eat. 

FDA  has  not  established  a  Daily 
Reference  Value  for  sugars  because, 
other  than  dental  caries,  no  public 
health  concerns  related  to  sugar  have 
been  substantiated  (see  final  rule  on 
Reference  Daily  Intakes  and  Daily 
Reference  Values  published  elsewhere 
in  this  issue  of  the  Federal  Register).  A 
cause-and-effect  relationship  between 
sugars  intake  and  obesity  is  also  not 
well  esUblished  (Refs.  224  and  225). 
Conversely,  the  relationship  of  fat  to 
obesity  is  based  in  part  on  the  fact  that 
fat  is  a  more  concentrated  source  of 
calories  than  sugars  (9  calories  per  g 
versus  4  calories  per  g).  Furthermore, 
new  research  suggests  that,  on  a  calorie- 
by-calorie  comparison,  fat  calories  may 
be  more  likely  to  be  laid  down  as 
adipose  (fat)  tissue  in  the  body  than 
carbohydrate  calories  (including  sugar) 
(Ref.  20). 

Additionally,  since  saturated  fat  and 
cholesterol  constitute  part  of  the  total  fat 
content  of  foods,  most  dietary 
guidelines  suggest  that  it  is  generally 
easier  to  reduce  the  target  nutrients  if 
total  fat  also  is  reduced  (Refe.  20,  29,  33. 
35.  36, 136, 150.  and  151).  High  total  fat 
intakes  are  also  associated  with  the  risk 
of  cancer  (see  the  final  rule  on  dietary 
lipids  and  cancer,  published  elsewhere 
in  this  issue  of  the  Federal  Register.  For 
these  reasons,  all  current  dietary 
guidelines  include  reduction  of  total  fat 
as  well  as  saturated  fat  and  cholesterol 
when  recommending  dietary  changes  to 
reduce  the  risk  of  heart  disease.  Similar 
recommendations  are  not  made  for 
sugars  (Refe.  20,  35, 136,  and  151). 

Thus.  FDA  concludes  that  the 
arguments  to  make  sugars  content  a 
qualifying  or  disqualifying  criterion  are 
not  convincing  based  on  available  data. 
FDA  recognizes  that  all  food  nutrients, 
including  sugars,  have  an  appropriate 
role  in  the  diet. 

In  the  case  of  salt  (and  sodium),  the 
issue  is  more  difficult.  FDA  has  found 
that  sodium  is  a  risk  factor  for 
hypertension  (see  the  final  rule  on 
health  claims  for  sodium  and 
hypertension  published  elsewhere  in 
this  issue  of  the  Federal  Register). 
Furthermore,  hypertension  is 
considered  to  bie  a  risk  factor  for 
cardiovascular  disease,  particularly  for 
strokes  and,  to  a  lesser  degree,  for  heart 
disease  (Refs.  20  end  30  through  36).  In 
choosing  qualifying  criteria  for 
authorized  health  claims,  FDA  has  tried 
to  limit  the  number  of  qualifying 


nutrients  to  those  nutrients  that  are 
most  strongly  linked  to  the  nutrient/ 
disease  relationship,  based  on  the 
current  science.  In  the  case  of  total  fat, 
FDA  concluded  that  it  is  appropriate  to 
include  it  as  a  qualifying  criterion 
because  saturated  fat  is  a  subcomponent 
of  total  fat  and  because  dietary 
guidelines  consistently  recommend 
nfoderate  intakes  of  saturated  fat. 
cholesterol,  and  total  fat. 

Sodium  is  a  disqualifying  nutrient  for 
the  dietary  saturated  fat  and  cholesterol/ 
heart  disease  health  claim,  as  for  all 
health  claims  (i.e.,  as  finalized,  any 
health  claim  is  prohibited  on  a  food  if 
the  food  contains  480  mg  or  more  of 
sodium  per  reference  amount 
customarily  consumed,  per  label 
serving,  or,  if  the  reference  amount  is  30 
g  or  less  or  2  tablespoons  or  less  per  50 
g  of  food).  The  suggestion  to  make 
sodium  a  qualifying,  rather  than  a 
disqualifying  nutrient  for  this  claim  is 
less  compelling  than  the  argument  for 
total  fat.  The  link  of  salt  to  heart  disease 
is  not  as  direct  as  the  link  between 
saturated  fat  and  cholesterol  to  heart 
disease.  Dietary  guidelines  generally 
deal  with  sodium  and  fat  separately.  If 
sodium  were  changed  from  a 
disqualifying  to  a  qualifying  nutrient, 
that  is,  if  foods  were  required  to  be  low 
in  sodium  to  be  eligible  for  a  saturated 
fat/cholesterol  and  heart  disease  claim, 
the  number  of  foods  that  could  bear 
such  a  claim  would  be  greatly  reduced. 
Foods  excluded  would  include  many 
foods  in  the  following  food  categories 
that  are  generally  found  to  be  useful  in 
meeting  healthful  diets:  vegetable 
products,  whole  wheat  breads,  cereals, 
legume  products,  and  some  dairy 
products  (Ref.  222).  By  retaining  sodium 
as  a  disqualifying  nutrient,  not  only  will 
a  much  broader  range  of  useful  foods  be 
allowed  to  qualify  for  a  fat/heart  disease 
claim,  but  foods  in  these  and  other  food 
categories  that  contain  large  amounts  of 
sodium  will  be  disqualified.  Examples 
of  foods  that  will  be  excluded  because 
their  sodium  content  exceeds  the 
disqualifying  levels  are  certain  vegetable 
products  such  as  sauerkraut  and  some 
juices,  many  soups,  and  some  sauces. 

11.  Several  comments  recommended 
that  the  agency  drop  the  qualifying 
requirement  for  saturated  fat  in 
proposed  §  101.73(a)(3)(iii),  in  which 
FDA  proposed  that  the  saturated  fat 
content  of  the  food  must  be  less  than  1 
g  per  100  g  of  food.  One  comment 
suggested  that  tiie  agency  instead 
require  that  the  food  be  low  in  saturated 
fat  or  have  "not  more  that  7  percent  of 
calories  from  saturated  fat." 

The  agency  was  persuaded  by  the 
comments  that  the  additional  density 
requirement  (per  100  g)  for  saturated  fat 


is  not  necessary.  The  agency  was 
originally  concerned  that  if  it  used  only 
the  definition  for  "low  satxirated  £at"  in 
the  nutrient  content  claim  proposal;  the 
claim  could  appear  on  certain  fats  and 
oils.  However,  the  agency  has 
recognized  that  the  requirement  that  a 
food  meet  the  "low  fat"  criteria  will 
prohibit  foods  that  are  100  percent  fat, 
such  as  oils,  from  bearing  that  health 
claim.  The  agency  therefore  has 
dropped  the  additional  qualifying 
requirement  for  saturated  fat  Uiat  *  /as  in 
proposed  $  101.73(a)(3)(iii).  The  agency 
nas  determined  that  the  food  or  food 
product  must  meet  the  following 
qualifying  criteria:  "low  in  saturated  fat, 
low  in  cholesterol,  and  low  in  total  fat." 
as  described  in  the  rule  on  nutrient 
content  claims  published  elsewhere  in 
this  issue  of  the  Federal  Registar  and 
stated  in  new  §  101.75(c)(2)(ii). 

IV.  Safety  Issues 

In  the  proposed  rule  (56  FR  60727  at 
60735),  FDA  noted  that  reductions  in 
dietary  intakes  of  saturated  fat  and 
cholesterol  could  result  in  higher 
intakes  of  other  dietary  components 
(e.g.,  monounsaturated  and 
polyunsaturated  fats,  simple  and 
complex  carbohydrates,  and 
commercially  generated  fats),  because 
calories  lost  from  decreased  intakes  of 
saturated  fats  would  likely  be  "made 
up"  by  other  energy-yielding  nutrients. 
The  availability  of  saturated  fat  and 
cholesterol/heart  disease  health  claims 
will  likely  motivate  manufacturers  to 
alter  the  amount  and  type  of  fats  added 
to  foods,  resulting  in  changes  in 
composition  of  the  U.S.  food  supply.  As 
FDA  discusses  more  thoroughly  in  the 
preamble  of  the  final  rule  on  general 
requirements  for  health  claims,  which 
appears  elsewhere  in  this  issue  of  the 
Federal  Register,  changes  in 
consumption  patterns  may  affect 
whether  a  food  ingredient  is  safe  and 
lawful  under  the  act.  Manufacturers 
should  therefore  assure  themselves  that 
such  consumption  changes  will  not 
affect  the  lawful  status  of  the  foods 
containing  these  ingredients.  The 
agency,  in  its  proposed  rule  (56  FR 
60727  at  60735  to  60737),  identified 
several  areas  of  possible  concern 
regarding  changing  American  dietary 
patterns. 

A.  Trans-fatty  Acids 

One  area  of  potential  concern 
identified  in  the  proposed  rule  is  the 
potential  for  increased  consumption  of 
trans-fatty  acids  because  of  substitution 
of  these  fats  for  SFA's  in  foods.  Trans- 
fatty  acids  (generally  isomers  of  cis- 
monounsaturated  fatty  acids)  are 
primarily  constituents  of  commercially 
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hydrogenated  or  hardened  nattiral 
vegetable  oils  used  in  formulating 
margarine,  shortenings,  and  salad  and 
cooUngoils. 

12.  A  number  of  comments  were 
received,  some  agreeing  and  some 
disagreeing,  on  the  agency's  public 
health  concern  that  trans-btty  adds 
may  have  cholesterol-raising 
characteristics,  and.  therefore,  may 
increase  the  risk  of  heart  disease.  These 
concerns  were  raised  in  response  to  the 
published  re^ts  of  the  Mensink  and 
Katan  study  (Rsf.  95).  This  study 
assessed  the  effects  of  a  diet  enriched  in 
trans-fstty  add  on  blood  lipids  in  34 
healthy  women  and  25  healthy  men. 
The  study  results  suggested  that 
compared  to  an  isocaloric  diet  enriched 
in  oleic  add  (a  monounsaturated  fat), 
the  trans-fatty  add  diet  significantly 
increased  LDL-choIesterol  and 
significantly  decreased  high-density 
lipoprotein  cholesterol  (HDL- 
cholesterol]  levels  (two  risk  factors  for 
heart  disease  (Refs.  1,  31,  33,  35, 48, 49, 
74,  84, 112, 113,  and  187)).  (An 
evaluation  of  study  design,  results,  and 
public  health  implications  is  foimd  in 
the  proposed  rule  (56  FR  60727  at 
60736)). 

In  addition,  the  potential  adverse 
health  effects  of  trons-monounsaturated 
fatty  adds  were  evaluated  in  the  final 
version  of  Uie  1992  LSRO  report  on 
Lipids  and  Cardiovascular  Disease  (Ref. 
196).  This  report  states  that: 

•  •  •until  recently  there  was  the  general 
belief  that  traiis-monounntuiates  are 
"neutral"  with  respect  to  wnun  cholesterol 
levels.  Hovrever,  the  recant  findings  of 
Mensink  and  Katan  (1990)  strongly  suggest 
that  these  fatty  acids  have  an  adverse  effisct 
an  serum  lipoprotein  levels,  especially 
raising  LDL-cholesterol  levels.  Still  it  hardly 
seems  prudent  to  alter  general  dietary 
recommendations  on  the  basis  of  a  single 
study,  albeit  an  excellent  piece  of 
investigation.  Fuitliar  careftilly  controlled 
studies  thus  appear  to  be  in  arder  befora 
definitive  recommendations  can  be  made 
about  titiiu-fitty  acids  for  the  American  diet 

Other  comments  stated  that  "trans- 
fatty  adds  in  foods  may  increase  the 
risk  of  CHD  equal  to  or  greater  than 
satiirated  fatty  adds."  Another  comment 
suggested  that  "trans-fatty  acids  may 
increase  the  risk  of  coronary  heart 
disease  by  a  mechanism  other  than  by 
increasing  blood  cholesterol."  Another 
comment  referred  to  trans-fatty  adds  as 
"deadly  trans- fat  pollution."  Another 
comment  suggested  that  the  agency 
require  a  "warning"  label  for  foods 
containing  significant  amoimts  of  trans- 
fatty  adds.  Several  comments  suggested 
that  trans-fatty  adds  should  be  induded 
in  the  declaration  of  total  SFA's  content 


becatue  they  may  have  "diolesterol- 
raising"  effects. 

One  comment  on  trans-Catty  adds 
provided  data  that  suggested  that  the 
trans-fatty  add  content  of  some  foods 
such  as  Frenti  fries  was  much  higher 
than  reported  In  commonly  used  rood 
composition  tables  (i.e.,  that  a  medium 
serving  of  French  fries  from  a  fast  fcxxl 
restaurant  contained  7  g  of  trans-fatty 
adds,  the  upper  daily  limit  of 
consimiption  suggested  in  several 
authoritative  reports).  Another  comment 
critidzed  these  data  suggesting  that 
proper  sampling  of  the  dass  of  analyzed 
food  had  not  been  done. 

One  comment  suggested  that  cis-  and 
trans-monounsaturated  fatty  adds  have 
similar  metabolic  actions.  No  data  were 
provided  in  support  of  this  comment, 
although  it  pointed  out  that  the  1985 
FASEB  report  on  frans-fatty  add  (Ref. 
74)  concluded  that  frans-fatty  adds  did 
not  increase  the  risk  of  heart  disease. 
One  comment  was  concerned  with  the 
negative  tone  of  the  discussion  on  trans- 
fatty  adds  and  suggested  that  the  cited 
1991  study  by  Mensink  and  Katan  (Ref. 
95)  on  adverse  effeds  of  trans-fatty 
acids  was  limited  by  its  short  diiration 
(3  weeks),  study  population  (healthy 
students),  and  processing  techniques 
used  to  generate  the  hydrogenated  trans- 
fatty  acid  isomers  used  in  the  test  diets 
(varying  catalyst  and  time)  (Ref.  200). 
The  comment  expressed  concern  that 
the  trans-fatty  adds  used  in  the  test 
diets  differed  from  those  most 
commonly  found  in  the  U.S.  food 
supply  (i.e.,  different  positional 
isomers),  and  that  the  trans-fatty  acids 
may  have  been  consumed  in  larger 
quantities  in  the  test  diets  than  they  are 
generally  consumed  in  the  United 
States,  llie  comment  further  suggested 
that  a  combination  of  these  fadors  may 
have  created  a  situaUon  in  which  the 
study  results  s\iggesting  that  the 
consuinption  of  diets  enriched  in  trans- 
fatty  adds  increase  blood  LDL- 
cholesterol  levels  and  decreased  blood 
high  density  lipoprotein  HDL- 
cholesterol;  a  blood  cholesterol 
component  for  which  low  levels  are 
assodated  with  increased  CHD  risk 
(Refs.  1,47  through  49,  74,  75. 112. 113. 
and  187)  were  not  necessarily 
applicable  to  the  U.S.  population.  One 
comment  referred  to  the  report  of  Nestel 
(Ref.  177).  which  compared  the  effect  of 
edible  vegetable  oil  blends  containing 
hydrogenated  fatty  adds  on  senmi 
lipids.  (The  diets  and  study  design  are 
described  in  Table  1  of  this  document.) 
The  results  of  this  study  showed  that 
low  saturated  fat  test  diets  containing 
trans-fatty  adds  from  different  oil 
sources  lowered  blood  total  cholesterol 
and  LDL-cholesterol  levels  significantly 


as  compared  to  control  diets  higih-in 
saturated  fB^ 

Among  the  other  comments  on  the 
study  by  Mensink  and  Katan  (Ref.  95.  56 
FR  60737  at  60736).  was  a  refarral  to  a 
published  artide  written  by  Mensink 
and  Katan  (Ref.  201)  which  addressed 
critidsms  of  their  1990  study  by  noting 
that  another  study  of  longer  duration  (16 
weeks),  condudcid  in  the  same 
laboratory,  foimd  a  similar  effad  on 
blood  cholesterol  levels,  even  after  only 
2  weeks  on  the  diets  (Ref  201).  One 
comment  sxisgested  a  need  for  further 
research  in  t^  area  of  trans-fatty  adds 
and  blood  cholesterol  levels  befora 
poUcy  dedsions  ara  made. 

The  agency  agrees  in  general  with  the 
conclusions  of  the  1992  LSRO  report 
that,  while  the  available  evidence  to 
date  is  suggestive  that  trans- 
monounsaturated  fatty  adds  may  have 
LDL-cholesterol-raising  charaderistics. 
there  is  insuffident  evidence  upon 
which  to  make  policy  dedsions  at  this 
time.  FDA  also  notes  that  the 
requirement  that  foods  be  "low"  in  total 
fat  before  making  a  fat/heart  disease 
health  claim  limits  a  manufacturar's 
ability  to  increase  trans-fatty  add  levels 
in  foods,  since  any  substitution  of  trans- 
fatty  acids  for  SFA's  must  be  done 
within  the  3  g  per  reference  serving  size, 
or  per  50  g,  limit  for  total  fat.  This 
approach  is  unlikely  to  result  in 
significantly  increased  levels  of  trans- 
fatty  adds  in  foods  qualifying  for  a 
health  claim.  The  agency  may 
reconsider  the  relationship  of  trans-fatty 
acid  to  heart  disease  claims  at  a  later 
date  if  new  data  become  available  to 
confirm  and  strengthen  the  initial 
findings  of  an  adverse  effed  of  trans- 
fatty  adds  on  blood  LDL-  and  HDL- 
cholesterol  levels.  Results  from  well- 
designed  sdentific  studies  on  the  effed 
of  trans-fatty  acids  at,  or,  slightly  above, 
current  U.S.  consumption  levels  on 
blood  lipids  levels  and  on  other  risk 
fadore  for  cardiovascular  disease  will 
aid  the  agency  in  reaching  foture 
dedsions. 

B.  PUFA's 

In  the  proposed  rule.  FDA  expressed 
concerns  about  poasible  safety  problems 
assodated  with  consumption  of  diets 
enriched  in  polyunsaturated  fats 
because  of  the  substitution  of  these  fats 
for  SFA's  (56  FR  60737  at  60736). 
Among  concerns  that  FDA  raised  were 
potential  adverse  effiscts  on  cell 
membrane  fluidity  (a  possible  risk  fador 
for  cardiovascular  disease  (Ref.  20); 
decreasing  levels  of  blood  HDL- 
cholesterol;  increase  in  formation  of 
lipid  hydroperoxides  (oxidized  LDL- 
diolesterol  has  a  high  atherogenic 
potential,  Ref.  132);  increasing  blood 
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triglyceride  levels  (a  possible  risk  factor 
for  heart  disease  (Ref.  187);  and 
increasing  the  ride  of  some  types  of 
cancer  (see  the  proposed  rule  on  dietary 
lipids  and  cancer  at  56  FR  60764. 
November  27. 1991). 

13.  Many  comments  raised  issues 
concerning  the  question  of  the  safety  of 
PUPA'S  in  foods  and  supplements. 
Comments  suggested  that  safety  issues 
related  to  PUFA's  included  increased 
risk  of  cancer,  coronary  thrombosis,  and 
osteoporosis  in  humans.  A  few 
comments  also  stated  that  PUFA's  may 
adversely  affect  immime  function. 
Conversely,  others  disagreed  with  the 
statement  in  the  proposal  that  PUFA's 
may  increase  predisposition  to  or 
frequency  of  certain  types  of  cancer 
because  none  of  the  dietary  consensus 
documents  of  the  Federal  Government 
identified  PUFA's  as  a  risk  factor  for 
cancer  in  humans.  One  commrait 
disagreed  that  diets  enriched  in  PUFA's 
may  decrease  HDL-cholesterol  levels  but 
did  agree  with  the  description  of  residts 
from  the  study  by  Wardlaw  in  Table  2 
of  the  proposed  rule  (56  FR  60727  at 
60764  (Ref.  144))  that,  "High 
concentrations  of  PUFA's  may  have 
pharmacological  effects  on  lowering 
HDL-cholesterol,  however,  diets 
containing  35  percent  of  calories  from 
fat  and  a  polyimsaturated:saturated  fatty 
acid  (P:S)  ratio  of  less  than  1.5  are  not 
likely  to  lower  HDL-cholesterol 
significantly."  One  comment  suggested 
that  diets  high  in  PUFA's  (greater  than 
10  percent  of  calories)  caimot  be 
achieved  by  the  American  public,  so  the 
potential  safety  concerns  were  overly 
emphasized. 

llie  LSRO  report  on  "Lipids  and 
Cardiovascular  Disease."  submitted  as  a 
comment  to  the  record,  separated  the 
evaluation  of  PUFA's  into  two 
categories:  omega-6  polyunsaturates  and 
omega-3  polyunsatiuetes  (Ref.  196). 
Relative  to  linoleic  acid  (one  of  the 
major  types  of  omega-6  fatty  adds  in  the 
U.S.  diet  and  an  essential  fatty  acid),  the 
report  noted  that  while: 

•  •  '  higher  intakes  may  slightly  reduce 
LDL-cholesterol  *  *  *  a  higher  consumption 
may  increase  risk  for  some  cancers,  promote 
LDL  oxidation  with  the  arterial  wall,  and 
possibly  raise  the  risk  for  coronary 
thrombosis  *  *  *.  A  reasonable 
recommendation  may  be  to  avoid  both 
excessively  low  intakes  of  linoleic  acid 
(below  4  percent  of  calories)  and  higher 
intakes  (alx>ve  7  percent  of  calories). 

Relative  to  the  second  type  of  PUFA's, 
the  omega-3  fatty  acids,  the  LSRO  report 
noted  that: 

Recommendations  for  increasing  omega-3 
fatty  acids  for  the  purpose  of  preventing 
common  chronic  diseases  must  be  made  with 
caution  and  only  after  mora  conclusive  data 


are  available  *  *  *.  Since  these  fotty  acids  ara 
biologically  active,  they  deserve  intense 
investigation,  but  not  premature 
reconunendations  for  their  consumption  by 
the  general  public 

FDA  agrees  with  the  concern  that  high 
levels  of  intake  of  PUFA's  have  the  * 

potential  for  adverse  effects  in  some 
persons.  However,  when  consimied  in 
amounts  similar  to  current  intakes,  little 
or  no  risk  is  anticipated  {Rah.  20,  29, 
31.  33.  35.  74. 78. 136.  and  196).  Indeed, 
adequate  intakes  of  essential  fatty  adds 
are  needed  to  prevent  nutrient 
defidencies.  By  requiring  that  a  food  be 
low  in  total  fat  as  a  qualifying  criterion. 
FDA  has  made  it  unlikely  that 
excessively  high  intakes  of  PUFA's  will 
be  encouraged  through  the  use  of  a 
health  claim,  because  there  is  little  room 
for  manipulation  of  different  fats  within 
this  range  for  total  fat.  Given  current 
levels  of  intake  of  essential  fatty  acids 
by  the  U.S.  population,  defidendes  are 
not  anticipated  (56  FR  60727  at  60738; 
also,  see  document  on  dietary  lipids  and 
cancer  published  elsewhere  in  this  issue 
of  the  Federal  Register. 

C.  Other  Safety  Issues 

14.  One  comment  expressed  concern 
about  foods  that  qualify  for  a  health 
claim  for  lipids  and  cardiovascular 
disease  but  that  contain  a  nutrient  that 
may  increase  the  risk  of  cardiovascular 
disease  or  another  disease  or  disorder. 
As  an  example,  the  comment  suggested 
skim  milk,  which  contains  no  or  low  fat 
and  cholesterol  but  does  contain  casein. 
The  comment  suggested  that  casein  has 
been  reported  to  have  atherosclerotic 
properties  in  some  animals,  but  no  data 
were  provided  to  support  this  comment. 

The  basic  concept  of  this  conmient, 
that  the  use  of  foods  bearing  health 
claims  should  not  unduly  increase  the 
risk  of  disease  because  of  the  level  of 
nutrients  other  than  the  nutrient  that  is 
the  subject  of  the  claim,  is  mandated  by 
section  403(r)(3)(A)(ii)  of  the  act.  The 
preamble  of  die  final  rule  concerning 
the  general  requirements  for  health 
claims,  which  appears  elsewhere  in  this 
issue  of  the  Federal  Register,  contains 
an  extensive  discussion  of  the  agency's 
implementation  of  that  section  of  the  act 
through  disqualifying  nutrient  levels. 

FDA7 however,  disagrees  with  the 
spedfics  of  this  comment,  i.e..  that 
casein  should  be  considered  a  negative 
component  that  would  disqualify  a  food 
from  bearing  a  fat/heart  disease  claim. 
FDA  is  aware  of  early  research 
suggesting  that  casein  has  possible 
adverse  effects  on  risk  of  heart  disease 
(Ref.  20).  However,  these  observations 
have  never  gained  wide  acceptance  by 
the  scientific  community,  and  casein  (a 
rich  source  of  protein)  is  not  considered 


to  significanUy  contribute  to  the  risk  of 
heart  disease. 

V.  Miscellaneous  Issues 

The  proposal  contained  a  number  of 
additional  provisions  addressing  both 
'  mandatory  and  optional  aspects  of 
claims  about  lipids  and  cardiovascular 
disease  in  proposed  $  101.73(a)(4)  and 
(a)(5).  Proposed  $  101.73(a)(4)(i) 
provided  that  a  claim  must  state  that  a 
diet  low  in  saturated  fat  and  cholesterol 
will  reduce  high  blood  cholesterol  and, 
thus,  the  risk  of  coronary  heart  disease. 
Proposed  §  101.73(a)(4)(ii)  provided  that 
health  claims  must  include  the  caveat 
that  "some  but  not  all  individuals" 
would  benefit  from  these  dietary 
changes.  Also  the  terminology  for  heart 
disease,  blood  lipid  levels,  and  dietary 
fats  were  described  in  proposed 
§  101.73(a)(4)(iii)(A),  (a)(4)(iii)(B),  and 
(a)(4)(iii)(C).  Furthermore,  information 
on  the  multifactorial  nature  of  the 
disease  and  other  risk  factors  was 
included  as  a  spedfic  requirement  in 
proposed  §  101.73(a)(4)(iv),  and  optional 
information  on  the  need  for  medical 
guidance  and  on  the  prevalence  of  heart 
disease  in  the  U.S.  population  was 
provided  in  proposed  §  101.73(a)(5)(i) 
and  (a)(5)(ii).  respectively.  Many  of 
these  provisions  are  addressed  in  the 
following  comments. 

15.  Some  comments  questioned  the 
applicability  of  a  claim  relating  diets 
low  in  saturated  fat  and  cholesterol  to 
reduced  risk  of  heart  disease  in  the 
general  U.S.  population.  These 
comments  asserted  that  only  about  25 
percent  of  the  population  may  be 
responsive  to  redudion  in  dietary 
cholesterol  and  satiueted  frit.  Thus,  the 
comments  argued,  it  would  be 
misleading  to  imply  that  all  persons 
would  benefit.  Conversely,  the  LSRO 
report  concluded  that  "all  people  in  the 
United  States  •  •  •  will  potentially 
benefit  *  •  *  from  reductions  in  dietary 
saturated  fat"  (Ref.  196).  Relative  to 
dietary  cholesterol,  the  LSRO  report 
noted  that  "•  •  •  avoidance  of  high 
intakes  of  dietary  cholesterol  for  the 
whole  population  is  prudent."  Another 
comment  suggested  that  the  agency 
prescribe  the  term  "most"  individuals, 
persons,  or  people  in  referring  to  those 
people  who  may  benefit  from  these 
dietary  changes  rather  than  "most  but 
not  all  people." 

As  discussed  in  the  proposed  rule  (56 
FR  60727  at  60740),  FDA  recognizes  that 
the  beneficial  effieds  from  reduction  of 
intakes  of  saturated  fat  and  cholesterol 
are  highly  variable  among  individuals, 
particularly  in  terms  of  magnitude  of 
effad.  For  this  reason,  FDA  proposed  to 
require  that  health  claims  make  clear 
that  the  effects  described  in  the  claim 
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are  Ukely  to  be  realized  by  "some  but 
not  all  persons"  (proposed 
S  101.73(a)(4)(ii)).  At  the  same  time. 
FDA  does  not  wish  to  imply  that  a 
health  claim  on  dietary  lioids  and  heart 
disease  in  accordance  witn  this  rule  is 
not  useful  information  for  the  general 
population.  Current  dietary  guidelines 
and  the  LSRO  report  cited  above 
conclude  that,  even  if  resjKjnses  among 
inthviduals  are  variable  in  magnitude, 
the  majority  of  the  population, 
including  persons  witn  normal  blood 
cholesterol  levels,  will  benefit  from 
these  dietary  goals  (Refs.  20,  29  through 
36,  74,  138,  and  151).  Given  the  strong 
scientific  agreement  that  the  majority  of 
persons  in  the  U.S.  will  benefit  from  a 
reduction  in  intake  of  saturated  fat  and 
cholesterol,  FDA  has  concluded  that  the 
proposed  term  "some  persons  but  not 
all"  is  too  conservative.  FDA  has  thus 
not  included  any  requirement  fw 
indicating  that  the  nutrient/disease 
relationship  is  limited  to  "some  persons 
but  not  all"  in  the  final  rule.  Therefore, 
new  $  101.75(c)(2)(i)(A)  reads:  "The 
claim  states  tliat  diets  low  in  saturated 
fat  and  cholesterol  'may'  or  'might' 
reduce  the  risk  of  heart  disease;". 

16.  Several  comments  recommended 
that  the  agency  require  that  health 
claims  include  a  statement  on  seeking 
medical  advice  for  persons  with 
multiple  risk  factors  for  heart  disease. 
These  comments  siiggested  that  the 
majority  of  the  population  at  risk  of 
cardiovascular  disease  may  require 
medical  advice  and  may  need  a 
combination  of  medication  and  diet  and 
lifestyle  changes.  For  these  persons, 
adopting  a  diet  low  in  saturated  fat  and 
cholesterol  may  not  substitute  for 
aggressive  medical  intervention. 

hDA  agrees  that  persons  with  blood 
LDL-cholesterol  levels  in  the  moderate 
to  high  risk  ranges  and  with  multiple 
risk  factors  for  heart  disease  should  seek 
medical  advice.  However,  as  noted 
above,  dietary  goals  for  intakes  of 
saturated  fat  and  cholesterol  have  been 
recommended  for  the  general 
population  as  well  as  for  persons  with 
elevated  blood  cholesterol  levels 
because  of  findings  of  benefit  across  the 
entire  range  of  blood  cholesterol  levels 
(Refs.  31  and  33).  FDA  is  concerned, 
therefore,  that  to  require  a  statement 
that  p>ersons  seek  medical  advice  and 
guidance  as  part  of  the  health  claim 
might  give  the  erroneous  impression  to 
consumers  that  there  is  no  benefit  for 
them  in  making  the  recommended 
dietary  changes  unless  they  have  been 
identified  as  high  risk  patients.  For  this 
reason,  FDA  is  not  persuaded  to  change 
the  status  of  information  on  medical 
advice  from  an  optional  to  a  mandatory 
reouirement  Thus,  the  agency  is 


retaining  this  provision  as  an  optional 
statement  in  new  8 101.75(d)(7),  which 
states: 

The  claim  may  state  that  individuals  with 
elevated  blood  total-  or  LDL-cholesterol 
should  consult  their  physicians  for  medical 
advice  and  treatment.  If  the  claim  defines 
high  or  nonnal  blood  total-  or  LDL- 
cholesterol  levels,  then  the  claim  shall  state 
that  individuals  with  high  blood  cholesterol 
should  consult  their  physicians  for  medical 
advice  and  treatment 

17.  The  agency  proposed  in 
S  101.73(a)(4)(iv)  that  the  health  claim 
may  state  that  CHD  is  a  multifactorial 
disease  and  listed  major  risk  factors  for 
the  disease  that  may  be  used  in  the 
claim.  This  provision  was  worded  so  as 
to  suggest  that  providing  the  above 
information  was  optional.  However,  this 
provision  was  included  among  the 
specific  requirements  in  §  101.73(a)(4). 

The  agency  received  comments  that 
both  supported  and  opposed  FDA 
requiring  that  any  health  claim  describe 
CHD  as  a  multifactorial  disease.  Several 
comments  suggested  that  the 
multifactorial  nature  of  the  disease 
should  be  referred  to  indirectly,  while 
other  comments  suggested  that  these 
multiple  factors  should  be  required  to 
be  identified  in  the  health  claim.  Some 
comments  identified  a  number  of 
modifiable  dietary  risk  factors  for 
cardiovascular  disease  not  included 
among  those  listed  the  proposed  health 
claims  such  as:  sodium  (56  FR  60825), 
fiber  (56  FR  60582),  and  antioxidant 
vitamins  (56  FR  60624).  CXher 
comments  recommended  that  the 
agency  require  that  the  most  important 
risk  factors  for  CHD.  elevated  LDL- 
cholesterol.  high  blood  pressure,  and 
cigarette  smoking,  be  listed. 

FDA  recognizes  that  its  proposal  was 
inadvertantly  ambiguous  about  whether 
the  fact  that  CHD  is  a  multifactorial 
disease  would  be  a  required  element  of 
the  health  claim  on  dietary  lipids  and 
this  disease.  As  pointed  out  in  the 
proposal  (56  FR  60726  at  60740),  given 
the  multiple  dietary,  genetic,  and 
lifestyle  risk  factors  for  this  disease, 
consumers  would  be  misled  if  they  were 
to  think  that  dietary  factors  are  the  only 
risk  factora.  Given  this  fact.  FDA  has 
concluded  that  the  multifactorial  nature 
of  the  disease  should  be  a  required 
element  (§  101. 75(c)(2)(i)(E)). 

The  issue  that  is  raised  as  a  result  is 
how  the  significant  risk  factors  should 
be  presented.  FDA  is  concerned  that 
encouraging  an  unrestricted  listing  of 
risk  factors  for  heart  disease  could  result 
in  the  listing  on  food  labels  of  risk 
factors  with  relatively  little  importance 
or  minimal  scientific  support  or  could 
be  used  to  bypass  other  label 
requirements.  For  example,  some 


comments  listed  several  nutrient  risk 
factors  for  heart  disease,  including 
sodium  intake.  While  FDA  is 
authorizing  the  use  of  sodium/ 
hypertension  health  claims,  the  agency 
has  not  been  presented  with  evidence 
that  sodium  intake  is  a  risk  fiactor  for 
heart  disease.  A  claim  characterizing  the 
relationship  between  sodium  and  heart 
disease  is  a  health  claim  and  would 
misbrand  a  food  under  section 
403(r)(l)(B)  of  the  act  unless  it  is 
specifically  authorized  by  the  agency. 
Thus,  the  comments  suggested  that 
some  would  use  a  list  of  factors  as  a 
backdoor  means  of  making 
unauthorized  health  claims.  As  a  result, 
FDA  concludes  that  only  the  significant 
risk  factors  should  appear  as  part  of  a 
health  claim.  For  example,  those  factors 
that  identify  the  populations  that  are  at 
risk,  where  the  general  population  is  not 
at  risk,  are  appropriate  for  inclusion  in 
the  claim.  Listing  risk  factors  that  are 
not  significant  would  be  false  or 
misleading  and  could,  as  explained 
above,  misbrand  the  food  imder  section 
403(r)(l)(B)oftheact. 

While  FDA  has  decided  that  the  fact 
that  coronary  heart  disease  is 
multifactorial  should  be  a  mandatory 
element  of  nutrition  labeling,  it  has  also 
decided  that  the  sf>ecific  risk  factors 
need  not  be.  As  discussed  below  in 
conjunction  with  model  health  claims. 
FDA  has  received  numerous  comments 
that  the  shorter  health  claims  are,  the 
more  likely  it  is  that  they  will  be  used 
and  understood.  Therefore,  given  the 
information  that  it  is  requiring,  FDA  has 
decided,  that  on  balance,  it  is  not 
necessary  to  include  the  significant  risk 
factors  as  mandatory  elements  of  a 
claim. 

The  listing  of  risk  factors  provided  in 
proposed  §  101.73(a)(4)(iv)  represented 
scientific  consensus  as  to  the  most 
significant  factors  for  heart  disease,  hi 
this  final  rule,  FDA  has  redesignated  the 
list  of  risk  factora  in  proposed 
$  101.73(a)(4)(iv)  as  new  §  101.75(d)(1). 
This  section  provides  a  list  of  the  factora 
that,  based  on  general  scientific 
agreement,  are  the  major  factora  for 
heart  disease.  The  agency  has  also 
provided  that  any  list  of  risk  factora 
included  as  part  of  a  health  claim  may 
include  one  or  more  of  these  factors  biit 
must  be  limited  to  the  factora  on  this 
list.  Thus,  new  §  101.73(d)(1)  states  that: 

The  claim  may  identify  one  or  more  of  the 
following  risk  {actors  in  addition  to  saturated 
fat  and  cholesterol  about  which  there  is 
general  scientific  agreement  that  they  are 
major  risk  factors  for  this  disease:  a  family 
history  of  coronary  heart  disease,  elevated 
blood  LDL<holesterol.  excess  body  weight, 
high  blood  pressure,  cigarette  smoking,  and 
long-term  physical  inactivity. 
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18.  Other  comments  pointed  out  that, 
while  excessive  intake  aS  some  nutrients 
such  as  fat  msy  be  hannful,  there  are 
also  minimiiin  intake  levels  whidi  are 
essential.  Some  of  the  comments 
suggested  that  the  agency  identify 
minimum  threshokb  levels  for  ^A's. 
MUFA's.  PUPA'S,  total  fit,  and  other 
dietary  nutrients  below  wdiidi  intakes 
should  not  drop.  The  comments 
expressed  concern  that  intakes  below 
these  levels  would  increese  risk  of 
nutrient  deficiencies. 

FDA  raoognisBS  that  there  are  Intake 
levels  for  nutrients  below  which  there 
may  be  a  risk  of  nutrient  deficiencies 
that  could  present  a  risk  of  adverse 
effects.  FDA  disagrees,  however,  that 
these  levels  should  be  included  in  the 
heelth  daim  on  dietary  saturated  fiit/ 
cholesterol  and  heart  disease.  In  the 

Sropoeed  rule  for  a  heelth  claim  on 
pids  and  cardiovascular  disease  and  as 
stated  in  the  proposed  rule  on  dietary 
lipids  and  cancer,  FDA  noted  that: 

The  requirement  of  linoleic  acid  to  avoid 
essential  btty  acid  deficiency  is  1  to  2 
percent  of  total  calorie  intake.  Currently,  the 
average  liooleic  acid  consumption  in  th«  U.S. 
ranges  between  5  and  10  percent  of  total 
calorie  intake,  and  defidendes  of  essential 
&tty  acids  are  rare  in  tbe  U.S.  Thus,  a 
reduction  of  total  bt  consumption  from  tbe 
current  36  to  37  percent  of  total  caknie  intake 
to  about  30  percent  is  not  likely  to  cause 
essential  btty  add  defidendes  in  tbe  general 
population. 

(56  FR  60764  at  6071Z) 

Puithermore,  as  previously  noted  in 
the  resp<Htse  to  comment  14  of  this 
document,  the  reduction  of  saturated  fat 
intakes  to  meet  dietary  goals  for 
reduction  in  risk  of  heart  disease  is 
likely  to  result  in  increased  intakes  of 
PUFA— the  source  of  the  essential  fatty 
acid,  linoleic  add.  Thus,  FDA 
concludes,  as  was  also  co-acluded  in 
several  authoritative  reports  Plefs.  20, 
29,  35, 136,  and  150).  that  there  is  little 
likelihood  of  nutritioiial  defidendes 
resulting  frtnn  changes  in  U.S.  dietary 
patterns  in  response  to  health  claims 
relative  to  saturated  fat/cholesteiol  and 
heart  disease. 

19.  One  comment  suggested  that 
health  claims  atA  be  allowed  on  foods 
that  have  been  modified  to  meet  the 
"low  fat."  "low  saturated  fat"  or  "low 
cholesterol"  requirements  unless  the 
foods  are  nutritionally  equivalent  to  the 
unmodified  versions  of  those  foods. 
FDA  re)ects  this  comment  The  issue  of 
the  efiiKts  of  a  fiulure  to  maintain 
nutritional  equivalency  are  fully 
addressed  by  S  101.3(e)  of  FDA's 
regulations,  and  in  the  final  rule  on 
standardized  foods  named  by  use  of  a 
nutrient  content  daim  and  a  traditional 
standardized  term,  published  elsewhere 


in  this  issue  of  the  Federal  Register.  As 
long  as  a  food  meets  the  requirements  of 
those  regulations.  S  101.14,  and 
§  101.75,  it  may  bear  a  health  claim  on 
the  relationship  of  saturated  fat  and 
cholesterol  ana  coronary  heart  disease. 

20.  (tee  comment  asked  the  agency  to 
reconsider  its  position  that  health 
daims  are  inappropriate  for  foods 
intended  to  be  consumed  by  infants  and 
toddlers  of  less  than  2  veers  of  age; 
second,  to  reconsider  the  amount  of 
total  hi,  satiuated  fit  and  cholesterol 
that  meet  requirements  for  heelth  tor 
infants  and  toddlers;  third,  to  reconsider 
the  ege  wrhen  infants  and  toddlers 
should  start  to  consume  "low  fat"  diets. 
The  comment  recommended  that  low 
saturated  fst,  low  diolesterol,  and  low 
fat  diets  should  be  extended  to  even 
earlier  ages,  and  that  the  percent  of 
calories  from  fat  for  infants  and  toddlers 
should  be  less  than  30  percent  to  reduce 
obesity,  a  risk  factor  for  heart  disease. 
The  comment  did  not  submit  sdentific 
data  to  support  the  proposition  that  a 
reduction  in  heart  (usease  would  occur 
if  infants  and  toddlers  consumed  low  fat 
diets  (i.e.,  less  than  25  percent  of 
calories)  eariierthan  2  years  of  age. 

FDA  disagrees  with  the  comment.  In 
the  1990  amendments,  Congress 
indicated  that,  if  FDA's  dedsion  on  a 
health  daim  petition  deviated  from 
recommend^ons  of  the  Federal 
Govenunent,  those  differences  should 
be  justified  (section  403(r)(4KC)  of  the 
act).  The  agency  besed  its  condusions 

on  the  report  from  the  National     

Cholesterol  Education  Program  (NCEP) 
on  population  strategies  for  healthy 
children  and  adolescents  (56  FR  60727 
at  60731  (Ref.  34)).  This  report  stated 
that  general  dietary  recommendations 
for  diets  low  in  saturated  fat, 
cholesterol,  and  total  fat  should  be 
AYtended  to  cover  toddlers  and  children 
2  years  and  older.  FDA  has  seen  no 
compelling  evidence  to  counter  the 
condusions  of  the  NCEP  report. 

21.  Several  comments  supported  the 
agency's  proposed  limitation  in 
prtipcmd  §  101.73(a)(4)(iii)  on 
interchangeable  terms  for  the  disease, 
for  lipids  levels,  and  for  the  nutrients 
involved.  Another  comment  suggested 
that  the  term  "low  density  lipoprotein 
cholesterol"  or  the  term  "LDL- 
cholesterol"  be  used  in  place  of  the  term 
"total  blood  diolesterol." 

FDA  agrees  that  the  term  "LDL- 
cholesterol"  is  more  predse  than  the 
term  "blood  total  cholesterol,"  but 
disagrees  that  it  should  be  used  in  place 
of  the  term  "total  blood  cholesterol"  in 
§  101.75(d)(2)  of  the  final  rule.  FDA,  in 
proposing  tlie  term  "total  blood 
cholesteror*  was  using  language 
commonly  used  in  dietary  guidance 


materials  at  the  time  of  the  proposal 
Since  the  publication  of  the  proposal, 
the  National  Heart,  Lung  and  Blood 
bstitute  (NHLBI)  of  the  Natiiuial 
bistitutes  of  Health  (NIH)  held  a 
consensus  conference  on  Triglycerides, 
High  Density  Lipopotein,  and  Coronary 
Heart  IMsease  in  February  1992  (Ref. 
187).  As  a  result  of  that  conference,  a 
consensus  panel  draft  report  was 
published  reconfirming  that  high  levels 
of  blood  LDL-cholesterol  are  associated 
with  high  risk  of  CHD.  The  consensus 
confereBoe  panel  draft  report  also 
conduded  tnat  low  levels  of  another 
blood  cholesterol  component.  HDL- 
cholestwol,  in  conjunctian  with  high 
levels  of  LDL-cholesterol,  were 
assodated  with  a  higher  risk  of  heart 
disease.  These  tvro  d^fiarent  cholesterol 
transport  components  of  blood 
cholesterol  when  considered  in 
combination  are  better  predictors  of  risk 
than  whm  considered  independently. 

The  agency  believes  that  the  term 
"blood  total  cholesterol"  should  be 
retained  to  minimize  consumer 
confusion,  since  that  term  is  used  in 
dietary  guidance  materials  and  many 
coiisumers  know  their  blood  total 
cholesterol  levels.  However,  the  agency 
believes  thet  constuners  wiU  eventually 
learn  that  high  LDI^cholesterol  levels 
are  strongly  associated  with  risk  of  heart 
disease  and  are  reduced  by  diets  low  In 
saturated  fat  and  cholesterol  in  most 
people.  The  agency  has  therefore 
spedfied  in  new  §  101.75(d)(2)  that  the 
term  "LDLrcholesterol"  msy  optionally 
be  used  in  addition  to  the  term  "blood 
cholesterol,"  and  states:  "The  daim  may 
indicate  that  the  relationship  of 
saturated  fat  and  diolesterol  to  heart 
diseese  is  through  the  intermediate  link 
of  "blood  cholesterol"  or,  "blood  total- 
and  LDLrdbolesterol." 

In  other  respects,  the  agency  is 
carrying  forward  the  terminology  from 
the  proposal  in  new  §  101.75(c)(2)(iXB), 
the  agency  is  llnoiting  the  terms  used  to 
spedfy  the  disease  to  heart  disease  or 
coronary  heart  disease.  This  provision  is 
consistent  with  proposed 
§  101.73(a)(4Hiii)(A).  Furthermore,  in 
new  §  101.75(c)(2)(i)(C).  the  agency 
retains  the  liinitations  on  spedfying  the 
nutrient  in  proposed 
§  101.73(a)(4Miii)(C).  However, 
§  l0l.75(c)(2)(i)(C)  states  that  "In 
spedfying  the  nutrient,  the  daim  uses 
the  terms  'saturated  fat'  and 
'cholesterol,'  and  lists  both;". 

22.  One  comment  requested  that 
health  daims  relating  to  lipids  and 
cardiovascular  disease  be  allowed  for 
fruits  and  vegetables,  which  are 
naturally  low  in  saturated  fat,  total  bt, 
and  cholesterol. 
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FDA  agrees  that  firuits  and  vegetables 
should  be  allowed  to  bear  appropriate 
health  claims.  The  agency  notes  that 
because  most  fruits  and  vegetables  are 
naturally  low  in  saturated  Fat  and  do  not 
contain  cholesterol,  they  will  meet  the 
qualifying  criterion  of  new  %  101.62  for 
"low  saturated  fat,"  "low  cholesterol," 
and  "low  total  fat."  and  thus  will 

Sialify  under  §  101.7S(c)  to  bear  this 
aim. 

FDA  advises  that  it  has  made  a  couple 
of  additional  minor  changes  in  §  101.75. 
The  agency  has  added  §  101.75(a)(1), 
which,  consistent  with  other  regulations 
that  the  agency  is  adopting  that 
authorize  health  claims,  defines  some  of 
the  terms  in  the  regulation.  These 
definitions  are  consistent  with  generally 
accepted  science  and  with  the 
discussion  in  the  proposal.  In  addition 
in  S  101.75(d)(5).  FDA  has  added  the 
National  Institutes  of  Health  and 
"Nutrition  and  Your  Health:  Dietary 
Guidelines  for  Americans"  (Ref.  29)  in 
recognition  that  both  are  sources  of 
information  on  the  number  of 
Americans  with  heart  disease. 

VI.  Kfodel  Health  Qaims 

23.  Several  comments  suggested  that 
the  model  health  claims  should  be 
reduced  in  length.  Some  suggested  that 
health  claims  should  follow  examples 
estabUshed  by  the  Surgeon  General's 
ofGce,  keeping  the  health  claim  in  a 
precise,  easily  understandable  text.  One 
manufacturer  submitted  model  health 
claims  and  examples  of  labeling.  One 
comment  submitted  an  example  of  a 
possible  health  claim:  "Eating  a 
healthful  diet  low  in  fat.  saturated  fat 
and  cholesterol  can  help  reduce  the  risk 
of  heart  disease."  Another  comment 
suggested  that  the  health  claim  should 

state:  "This can  be  part  of  a 

total  diet  low  in  saturated  fat  and 
cholesterol,  which  can  reduce  risk  of 
heart  disease.  Use  in  place  of  more 
saturated  fats  as  part  of  a  diet  low  in 

total  fat.  Contains grams  of 

saturated  fat. grams  of  total 

fat  per  serving."  Another  comment 
recommended  an  additional  statement 
to  be  added  to  the  health  claim:  "In 
vitro  and  animal  data  are  often  useful 
for  formulating  research  hypotheses,  but 
can  be  inappropriate  and  unreliable  for 
making  pubUc  policy." 

FDA  agrees  with  the  comments  that, 
to  the  extent  possible,  the  model  health 
claims  should  be  shortened  and  made 
more  understandable.  They  are  more 
likely  to  be  used  by  manufacturers  if 
they  take  up  as  small  an  amoimt  of  label 
space  as  possible.  Consumers  will  be 
more  likely  to  read  messages  if  they  are 
stated  simply  and  succinctly.  However, 
section  403(rM3)(B)(ili)  of  the  act      ' 


requires  that  health  claim  regulations 
ensure  that  claims  accurately  represent 
the  nutrient/disease  relationship  and  its 
significance  and  enable  consumers  to 
understand  the  information  and  its 
significance  in  the  context  of  the  total 
daily  diet.  Thus,  there  are  constraints  on 
FDA's  authority  to  permit  claims  to  be 
abbreviated. 

The  issue  of  shorter  health  claims  has 
been  discxissed  in  detail  in  the  preamble 
to  the  final  rule  on  general  requirements 
for  health  claims  published  elsewhere 
in  this  issue  of  the  Federal  Register.  As 
noted  in  comment  15  of  this  document, 
FDA  has  dropped  the  phrase  "in  some 
but  not  all."  Additionally,  FDA  is 
making  reference  to  the  blood 
cholesterol  linkage  between  dietary 
saturated  fat  and  cholesterol  and  risk  of 
heart  disease  optional.  FDA  reasons  that 
this  amount  of  detail  is  not  necessary  to 
motivate  consumers  to  implement 
recommended  dietary  changes  and 
contributes  to  wordiness.  Thus,  the 
minimum  requirements  can  now  be  met 
with  a  statement  as  simple  as  "While 
many  factors  affect  heart  disease,  diets 
low  in  saturated  fat  and  cholesterol  may 
reduce  the  risk  of  this  disease." 
Additional  provisions  that  were 
included  in  the  proposed  rule  have  been 
deleted  or  made  optional  to  simplify 
health  claims.  Other  model  health 
claims  are  provided  in  new  §  101.75(e). 
As  discussed  earlier  in  this  preamble, 
FDA  does,  however,  believe  it  is 
important  for  each  model  health  claim 
to  acknowledge  that  many  factors  affect 
heart  disease. 

Other  changes  incorporated  into  the 
final  regulation  include  reorganization 
of  paragraphs  and  clarification  of 
requirements.  The  final  regulation 
requires  claims  to  use  the  word  "may" 
or  "might"  rathflr  than  "can"  or  other 
words  when  describing  the  possible 
effect  of  a  diet  low  in  fat  and  cholesterol 
on  risk  of  heart  disease 
(§  101.75(c)(2)(i)(A)).  Although  FDA 
recognizes  that  it  cannot  require 
preclearance  of  claims,  it  considers  this 
and  other  restrictions  on  word  choices 
to  be  necessary  so  that  claims  will 
accurately  reflect  the  slate  of  the 
science.  All  changes  in  the  final 
regulation  are  a  logical  outgrowth  of  the 
proposal. 

24.  A  few  comments  suggested  that 
the  agency  amend  the  language  of  the 
health  claim  to  include  "very-low  fat, 
low-cholesterol  diets  begin  to  reverse 
CHD  in  some  patients."  Accompanying 
the  comments  were  six  scientific 
publications  describing  six  clinical 
trials.  The  comments  thus  suggested 
tighter  criteria  for  the  qualifying  levels 
of  fat  and  cholesterol,  e.g..  "very  low." 
and  a  replacement  of  "may  reduce  the 


risk  of  with  a  stronger  statement  about 
a  "reversal"  of  CHD.  In  addition,  the 
suggested  claim  would  target  one 
segment  of  the  general  population 
which  is  at  increased  risk  for  heart 
disease.  The  comments  submitted  a 
number  of  publications  to  justify  use  of 
the  term  "reversal''  of  heart  disease. 

FDA  does  not  agree  that  the  submitted 
publications  justify  the  statement  that 
heart  disease  may  be  reversed  by  very 
low  fat,  low  saturated  fat,  and  low 
cholesterol  diets.  Three  of  the 
randomized,  controlled  trials  were 
previously  reviewed  (in  Table  2  of  the 
proposal]  by  the  agency  (56  FR  60727  at 
60754  through  60755  and  60763)  (Refs. 
12, 14,  and  106).  The  fourth  was 
conducted  in  1984  (Ref.  197)  and 
therefore  evaluated  by  Government  and 
other  public  health  authoritative 
reports,  and  the  two  remaining  studies 
did  not  provide  adequate  information  to 
be  able  to  attribute  beneficial  results  to 
specific  dietary  components  (Refs.  198 
and  199).  Thus,  while  FDA  finds  these 
results  very  interesting  and  considers 
the  studies  to  suggest  a  decrease  in 
progression  of  heart  disease  from  the 
combination  of  medical  interventions 
used  in  these  studies.  FDA  has 
concluded  that  these  results  are  not 
applicable  to  health  claims  for  several 
reasons.  First,  the  treatment  modality 
used  to  obtain  results  was  primarily 
drugs  that  lower  both  blood  lipids  and 
blood  pressure,  in  combination  with 
dietary  changes.  Secondly,  the  treatment 
changes  were  quite  severe,  and  their 
implementation  in  the  general 
population  is  unlikely  to  be  a  reasonable 
goal.  Finally,  subjects  were  persons  with 
serious  preexisting  CHD  and  imder 
close  medical  supervision. 

25.  An  association  of  medical 
professionals  provided  a  number  of 
references  that  suggest  serum 
cholesterol  goals  for  patients  with 
noninsulin-dependent  diabetes  mellitus 
and  patients  with  hyperlipidemia.  The 
comment  asked  that  the  health  claim  be 
required  to  specifically  identify  and 
target  this  group  of  individuals  as  high- 
risk  populations. 

FDA  disagrees  that  specific  dietary 
advice  and  goals  for  persons  with 
diseases  such  as  noninsulin-de;>endent 
diabetes  mellitus  and  hyperlipidemia 
should  be  required  to  be  included  as 
part  of  health  claim  messages.  These  are 
serious  health  conditions  and  require 
medical  supervision.  Health  claims  are 
intended  for  the  general  population. 
Foods  bearing  claims  for  conditions 
requiring  medical  supervision  are  more 
appropriately  regulated  as  foods  for 
special  dietary  use,  as  medical  foods,  or 
as  drugs,  depending  upon  the  specifics 
of  the  food  and  the  claims  made  for  it. 
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FDA  also  proposed  to  make  available 
consumer  suminaries  to  provide 
additional  information  on  the  health 
claim.  Comments  from  consumers, 
health  care  professionals,  public  health 
assodations,  and  the  food  industry 
supported  the  use  and  availability  of 
consumer  summaries.  FDA  did  not 
receive  any  comments  that  did  not 
support  the  use  of  consumer  s\unmaries 
for  this  health  claim  regulation. 
Comments  were  received,  however,  for 
other  health  claim  regulations 
suggesting  that  there  was  no  need  for 
consumer  summaries. 

As  discussed  in  the  final  rule  on 
general  requirements  for  health  claims 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  consumer  sununaries 
are  not  required,  although  their  use 
remains  an  option.  For  tnis  reason,  the 
proposed  consumer  summary  has  not 
been  included  in  this  final  rule. 

Vm.  SooMiiwy  orUpdatod  Sdenca 

Review 

To  ensure  that  significant  new 
evidence  had  not  become  available 
subsequent  to  the  proposal,  FDA 
updated  its  review  of  the  scientific 
evidence  with  human  studies  that  were 
directly  relevant  to  the  proposed  rule  or 
that  became  available  after  publication 
of  its  proposal  (Table). 

A.  Relationship  oflXeUuy  Saturated  Fat 
and  ChtJesterol  to  Blood  Cho/estero/ 
and.  Tberefoiv.  to  Risk  of  Heart  Disease. 

1.  Saturated  Pat 

In  the  proposed  rule  (56  FR  60727  at 
60728).  FDA  accepted  the  conchisimis 
of  consensus  documents  that  serum 
cholesterol  lawela  are  a  valid 
intemediats  predictor  of  risk  of  heart 
disease  (Refs.  20.  29  through  36. 74. 136. 
150,  and  151).  FDA  limited  tU 
evaluatioD  of  the  nutiient/disease 
relationdiip  to  diets  low  in  saturated  &t 
and  cholesterol  and  reduced  risk  of 
CHD.  FDA  additionally  proposed  that 
health  claims  should  bs  pnmibited  on 
foods  that  are  not  low  in  Cat  because  of 
strong  indirect  links  betwreen  high  fat 
diets  and  risk  of  heart  disease. 

A  recent  study  supports  the 
applicability  of  dietary  modifications  to 
children.  A  kmgitudinal  studv  in  108 
healthy  Hispanic  preschool  children 
(Ref.  183)  compared  children  in  the 
highest  tertile  (a  tartile  is  a  comparison 
based  on  thirds.  Le..  highest,  middle 
and  lowest  tertile)  of  total  fat  and 
saturated  bt  consumption  (36.2  percent 
and  14.6  percent  of  calories  as  fat  and 
saturated  fist,  reflectively)  to  children  in 
the  lowest  tertile  (30  percent  and  11 
percent  of  calcuies  as  fist  and  saturated 


fat).  Higher  total  fat  and  saturated  fat 
intakes  were  associated  with  hidiv 
blood  total  and  LDL-  cholesterol  levek 
(Table). 

SevOTsI  new  dinical  trials  provide 
additional  support  that  reductions  in 
intakes  of  dietary  saturated  fat  and 
cholest«t)l  reduce  senun  total  and  LDL- 
cholesterol  levels,  even  though  serum 
triglyceride  and  HDLrcholesterol  levels 
do  not  change  simificantly. 

Deneke  et  al.  (Ref.  162)  compared  the 
effects  on  blood  cholesterol  levels  in  10 
men,  mean  age  66.  (Table)  of  isocalwic. 
liquid  diets  differing  in  type  and 
amount  of  SFA.  In  the  self  controlled, 
cross-over  study,  the  saturated  fat  was 
derived  from  either  butter  (25  percent 
SFA),  beef  (18  percent  SFA).  cocoa      . 
butter  (23  percent  SFA)  or  olive  oil  (8 
percent  SFA).  These  fat  diets  also 
differed  in  the  amount  of  stearic  add:  4, 
7.6, 13  and  1.2  percent,  respectively. 
Diets  enriched  in  saturated  fat  from 
butter,  beef,  or  cocoa  butter, 
significantly  increased  total  cholesterol 
and  LDLrcholesterol  compared  to  diets 
containing  less  saturated  fat.  The  higher 
concentraticm  of  stearic  add  in  both 
beef  and  cocoa  butter  diets  did  not 
negate  the  effect  of  satiuated  fat  on 
blood  diolesterol  levels.  Under  the 
conditions  of  the  study  design,  stearic 
add  was  neutral  in  its  abiUty  to  change 
blood  cholesterol  levels.  This  study 
should  be  repeated  using  more  subjects, 
including  heehhy  subjects,  and  %iriUi 
solid  foods  to  provide  nutritional  data 
that  is  mme  applicable  to  the  general 
public. 

In  another  dietary  intervention  study, 
the  effects  of  a  low  fat.  low  saturated  fat, 
no  cholesterol  diet  on  serum  cholesterol 
was  reported  (Ref.  184).  Five  familial 
hypeidtolest«t>lemic  (FH)  patients  and 
four  healthy  control  indiviouals 
ccmsumed  a  diet  that  was  veiy  low  fat 
(8.2  percent  of  calories),  and  high 
carbohydrate  (90.5  percent  of  calories) 
for  1  month,  following  1  month  on  a 
basal  diet,  and  after  3  months  on  a 
wash-out  diet  (see  Table).  Both  normal 
controls  and  FH  patients  responded 
similarly,  with  a  significant  decrease  in 
total  and  LDLrcholesterol.  HDL- 
cholesterol  decreased  nonsignificantly, 
but  senun  triglycerides  increased 
significantly.  One  difference  in  response 
by  FH  patients  and  controls  to  the  diets 
was  cdiserved  in  cholesterol  synthesis. 
Cholesterol  synthesis  fell  24  percent  (8.4 
to  6.4  mg/kg/day)  in  controls  and  58 
percent  (11.4  to  4.8  mg/kg/day)  in  FH 
patients. 

Another  dietary  intervention  study 
compared  the  effects  of  diets 
supplemented  vrith  saturated  fet  ot 
lincueic  add  (m  blood  cholesterol  levels 
(Ref.  180).  This  study  of  free-living 


subjects  wras  condnctad  in  12  mildly 
hypercholeaterolemic  individuals  (5 
men  and  7  women)  ages  27  to  74  3fears. 
in  a  randomized,  cross-over  design  thtf 
provided  2  weeks  on  the  basal  dk<  and 
3  weeks  on  each  of  the  test  diets.  Total 
fat  compoaitiaa  of  the  diets  is  shown  in 
the  Table.  The  test  diets  contained  an 
additional  17.3  percent  SFA  or  14.8 
percent  of  PUFA  (in  the  form  of  linolaic 
add).  The  saturated  fat-enriched  diet 
significantly  ircreased  total  diolesterol 
and  LDLKiholeatCTol  compered  to  the 
baseline  diet.  The  linoleic- 
supplemented  diet,  which  has  a  similar 
concentration  of  saturated  fat  as  the 
basal  diet,  produced  significantly 
lowered  total  cholesterol,  19  mg/ 
decaliter  (dI4  (0.5  millimoles/Liter 
(mmol/L))  less  compared  to  the  basal 
diet  and  39  mg/dL  (1.0  mmol/L)  less 
compared  to  the  satineted  fat-enridted 
diet.  This  study  should  be  repeated 
using  more  sul^ects  including  heahby 
subjects  and  with  solid  foods  to  provide 
nutritional  data  that  are  more  applicable 
to  the  genera)  public.  The  study  does 
suggest  the  possibility  of  more 
flexibility  in  dietarr  options  available 
for  the  emeral  public 

The  ^ed  of  a  "Western"  diet  ridi  in 
saturated  fat  and  cholesterol  (total  fat. 
saturated  fat  and  diolesterol:  43  percent. 
21  percent,  of  calorie*.  1.020  mg/day. 
respectively)  on  blood  diolesterol  levels 
was  measured  in  free-living  subjects 
who  normally  consume  a  low  fat,  low 
saturated  fat,  Tarahumara  diet  (less  than 
20  percent  xtf  calories  from  total  fat,  7 
percent  from  saturated  fat  and  less  than 
50  mg/day)  (Rat  176).  The  study 
included  12  adults  (5  wromen)  and  one 
12-year-old  boy.  After  consumption  of 
the  "Weston"  diet  far  5  weeks,  total 
cholesterol.  LIH^-dkolasterol.  HEHy- 
cholesterol  and  triglycerides  increased 
significantly  in  all  subjects.  Total 
cholesterol  increased  nrom  121  mg/dL  at 
baseline  to  159  nm/dL,  and  LDL- 
cholesterol  went  from  72  to  100  mg/dL. 
The  "Western"  diet  as  described  by  the 
study  dmlgn  contains  a  higher  level  of 
total  fat,  saturated  fat.  and  cholesterol 
than  consumed  by  the  U.S.  general 
population. 

2.  Dietary  Cholesterol 

In  another  recent  study,  the  effad  of 
dietary  cholesterol  (in  the  form  of  eggs) 
on  serum  cholesterol  levels  was 
measured  in  seventy  18  to  19  veer  old. 
free-living,  heahhy  males  (Ref  190).  A 
baseline  diet  containing  3  eggs  per  week 
was  consumed  by  all  subjects  for  3 
months  (diet  composition  contained  in 
the  Table:  total  fat  was  40  percent  of 
approximately  3,350  calories  pv  day). 
Van  subjects  were  divided  into  three 
groups  of  approximately  equal  numbers: 
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one  group  continued  on  the  baseline 
diet,  group  2  was  supplemented  with  7 
eggs  per  week,  and  the  third  group  was 
supplemented  with  14  eggs  per  week  for 
an  additional  5  months.  No  significant 
differences  were  reported  in  total 
cholesterol.  LDL-cholesterol,  or 
triglycerides  between  groups. 

The  authors  proposed  several 
suggestions  to  explain  these  results. 
They  stated  that  the  relatively  high 
levels  of  total  fat  compounded  with  a 
low  content  PUFA  compared  to  SFA 
content  may  have  canceled  the  j)otential 
serum  cholesterol-raising  effects  of 
dietary  cholesterol.  Secondly,  they 
suggested  that  the  subjects  may  have 
adapted  to  the  diet  by  decreasing 
cholesterol  synthesis  or  by  increasing 
the  rate  of  cholesterol  eliminated  from 
the  body. 

Meta-analysis  was  used  to  examine 
the  effects  of  dietary  cholesterol  on 
serum  cholesterol  from  76  studies  that 
had  reported  completely  controlled 
diets  (Ref.  221).  This  meta-analysis, 
unlike  previously  reported  studies, 
included  baseline  together  with  added 
dietary  cholesterol  data.  PUFA  and  SFA 
content  of  the  diet,  and  weighted  the 
number  of  subjects  in  each  trial.  The 
diets  used  in  the  trials  included  formula 
diets,  semipurified  diets,  and  diets 
based  on  customary  food.  The  baseline 
dietary  cholesterol  was  a  statistically 
stronger  predictor  of  change  in  blood 
cholesterol  than  added  dietary 
cholesterol.  Thus  when  baseline  dietary 
cholesterol  was  high,  added  dietary 
cholesterol  resulted  in  diminished 
increases  in  total  blood  cholesterol. 
Therefore,  when  one  to  two  eggs  are 
added  to  a  diet  that  already  contain  350 
to  400  mg/day  of  cholesterol,  little 
increase  in  blood  cholesterol  would  be 
expected. 

B.  Estimates  of  Change  in  Blood 
Cholesterol  by  Following  Low  Fat. 
Saturated  Fat  and  Cholesterol  Dietary 
Guidelines 

In  the  following  group  of  studies,  the 
effectiveness  of  diets  reduced  in  total 
fat,  SFA,  and  cholesterol  to  levels 
suggested  by  national  nutritional 
guidelines  and  health  organizations 
were  evaluated. 

A  diet  referred  to  as  "11574"  (fat 
content  was  38  percent  of  total  calories. 
SFA  18  percent.  MUFA's  14  percent. 
PUFA  4  percent,  and  cholesterol  600 
mg/day)  (Table.  Ref.  168)  was  compared 
to  the  diet  recommended  by  U.S.  public 
health  authorities  (fat  30  percent  and 
SFA.  MUFA,  and  PUFA  10  percent  of 
total  calories,  respectively,  and 
cholesterol  300  mg/day  and  referred  to 
as  modified  diet  ("MOD"  diet))  on  total 
blood  cholesterol  levels.  The  study 


included  5  fr«e-living  women  of 
Chinese  origin  and  14  of  Caucasian 
origin,  in  a  cross-over,  randomized 
order  design  with  each  test  diet  lasting 
3  weeks.  Throughout  the  intervention 
study,  the  Chinese  women  had 
consistently  higher  total  cholesterol, 
LDL-cholesterol,  HDL-cholesterol  and 
triglyceride  levels  than  Caucasians, 
regardless  of  diet  selected.  Caucasian 
women  showed  a  significant  decrease  in 
total  cholesterol  and  LDL-cholesterol 
only  when  the  US74  diet  was  compared 
to  the  MOD  diet.  Consumption  of  the 
US74  diet  increased  total  cholesterol 
and  very-low  density  lipoprotein- 
cholesterol  (VLDL-cholesterol)  in 
Chinese  women  compared  to  a  self 
selected  diet  (in  which  fat  was  34 
percent  of  total  calories  and  SFA  was 
about  12  percent.  MUFA  was  13  percent 
(based  on  g  of  oleic  acid/ day),  PUFA 
was  8  percent  (based  on  g  of  linoleic 
acid/day),  and  cholesterol  was  360  mg/ 

day). 

The  second  study  evaluated  the 
effectiveness  of  the  American  Heart 
Association  (AHA)  Step-1  diet  in 
lowering  blood  cholesterol  in  free-living 
subjects  (Ref.  154).  (The  AHA  Step-1 
diet  contains  10  percent  or  less 
saturated  fat;  30  percent  or  less  of  total 
calories  from  fat;  and  less  than  300  mg/ 
day  cholesterol.)  Forty-nine  men  and  38 
women  completed  the  18  week 
dietitian-instructed  study  (they  were 
hypercholesterolemic,  total  cholesterol 
243  mg/dL.  and  LDL-cholesterol  169 
mg/dL:  and  mean  age  of  50  years. 
Table).  Modest,  but  significant, 
decreases  were  observed  in  total- 
cholesterol  and  LDL-cholesterol  after  6 
weeks.  No  further  reductions  in  total-  or 
LDL-cholesterol  were  observed  at  12  or 
18  weeks,  and  there  was  a  tendency  to 
return  to  or  exceed  baseline  cholesterol 
levels.  The  authors  suggested  that  since 
most  of  the  participants  knew  they  were 
hypercholesterolemic  before  the  study, 
they  may  have  already  been  following  a 
self-developed,  low  saturated  fat,  low 
fat,  low  cholesterol  diet.  This 
conclusion  was  derived  from  analysis  of 
self-administered  food  frequency 
questionnaires  and  4-day  food  records, 
including  1  weekend  day  collected  on 
baseline  diet  and  AHA  Step-1  diets. 

The  third  study  compared  the 
effectiveness  of  the  AHA  Step-3  diet 
with  a  typical  American  diet.  It  pointed 
out  additional  considerations  in 
implementing  dietary  changes  to  reduce 
blood  cholesterol  and  CHD  risk  in 
women.  In  the  study.  19  free-Hving 
premenopausal  women  consumed  a 
typical  American  diet  for  28  days  prior 
to  5  months  of  the  AHA  Step-3  diet 
(Table,  Ref.  161).  In  brief,  self-reported 
dietary  fat,  saturated  fat.  and  cholesterol 


for  the  American  versus  AHA  Step-3 
diet  was  37  percent  versus  21  percent; 
15.7  percent  versus  4.7  percent;  and  271 
versus  96  mg/day,  respectively.  Total 
cholesterol,  LDL-cholesterol,  and  HDL- 
cholesterol  decreased  in  these  women 
consuming  the  AHA  Step-3  diet. 
However,  only  after  subdividing  the 
women  by  body  mass  index  were  there 
significant  decreases  in  total  cholesterol. 
LDL-cholesterol.  and  HDL-cholesterol. 
Lean  women,  as  determined  by  body 
mass  index,  had  significant  decreases  in 
blood  cholesterol,  while  moderate  or 
grossly  obese  women  did  not.  The 
authors  suggest  that  results  from  this 
study  with  free-living  individuals  may 
imply  that  obese  women  may  be  more 
sensitive  to  dietary  carbohydrates  and 
therefore  not  as  responsive  to  a  diet  low 
in  total  fat.  saturated  fat.  and  cholesterol 
and  enriched  in  carbohydrate  (43.8 
versus  59.4  percent).  Secondly, 
alternative  diets  that  replace  SFA  by 
means  other  than  carbohydrate 
exchange  may  be  more  effective  in  these 
individuals. 

In  a  fourth  study,  the  effectiveness  of 
intensive  dietary  instruction  on 
reduction  of  serum  cholesterol  level  was 
evaluated  as  part  of  the  Heart  Tune 
Program  (Ref.  169). 
Hypercholesterolemic  patients  (30 
women  and  19  men)  attended  4 
consecutive  classes  on  heart  disease, 
properties  and  definitions  of  fat,  healthy 
food  selections,  and  meal  preparations 
for  2  1/2  hours  per  week.  At  baseline, 
the  total  and  LDL-cholesterol  levels  of 
participants  in  the  study  were  268  mg/ 
dL  (6.95  mmol/L)  and  180  mg/dL  (4.68 
mmol/L),  respectively.  After  4  weeks  of 
enrollment  in  the  program,  there  was  a 
significant  reduction  in  both  total 
cholesterol  and  LDL-cholesterol  to  240 
mg/dL  (6.30  mmol/L)  and  161  mg/dL 
(4.16  mmol/L),  respectively. 

Additional  confirmation  and 
estimation  of  benefits  associated  wath  a 
reduction  in  serum  cholesterol  levels 
that  are  predictive  of  heart  disease  was 
provided  using  a  computer  model  (Ref 
170).  Subjects  for  the  computer  model 
system  included  both  men  and  women 
with  blood  cholesterol  levels  ranging 
from  200  mg/dl  (5.2  mol/L)  to  300  mg/ 
dL  (7.8  mmol/L)  at  baseline.  Data  for  the 
study  incorporated  updated  estimates 
from  both  America  (Framingham  Heart 
Study)  and  Canada  (Canadian  Health 
Survey).  Results  suggested  that,  by 
reducing  serum  cholesterol  levels  by  5 
to  33  percent,  life  expectancy  could  be 
lengthened  by  0.03  to  3.16  years. 

In  summary,  the  updated  literature 
review  was  consistent  with  and 
generally  supported  the  tentative 
conclusions  reached  in  the  proposed 
rule  (56  FR  60727  at  60735).  That  is. 
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diets  low  in  saturated  fat  and 
cholesterol  reduce  blood  cholesterol 
levels,  particularly  LDL-choIesterol 
levels. 

C.  Safety  Issues 

1.  Trans- fatty  Adds 

One  area  identified  in  the  proposed 
rule  as  a  potential  concern  was  \he 
possibility  of  increased  intake  of  trans- 
fatty  acids  as  a  result  of  changes  in  the 
fat  composition  of  the  U.S.  food  supply. 
One  study  that  has  been  widely  cited 
within  the  scientific  community  is  the 
study  by  Mensink  and  Katan  (Ref.  95). 

Studies  that  examined  the  effects  of 
trans-fatty  acids  on  serum  cholesterol 
levels  are  limited  and  report  conflicting 
results  and  conclusions.  One  trans-fatty 
acid  study  discussed  and  evaluated  in 
Table  2  of  the  proposed  rule  (56  FR 
60727  at  60761,  Ref.  95).  reported  that 
consumption  of  a  diet  enriched  in  trans- 
fatty  acids  (11  percent  of  total  calories 
or  33  g/day)  significantly  increased  total 
cholesterol  and  LDL-cholesterol  and 
significantly  reduced  HDL-cholesterol 
levels  in  healthy  subjects.  The  level  of 
trans-fatty  acids  used  was  much  higher 
than  the  level  reported  available  for 
consumption  by  the  U.S.  population  (3 
to  4  percent  of  calories  or  7  to  10  g/day). 

In  a  recent  study  by  Zock  aiKl  Katan 
(Ref.  193),  healthy,  fiee-living, 
normolipidemic  individuals  (26  males 
and  30  females)  consumed  diets  that 
compared  the  effect  of  C-18  fatty  acids 
(saturated,  trans-monoene,  and 
unsaturated  form)  on  serum  lipids.  Each 
diet,  which  did  not  differ  in  nutrient 
content,  lasted  for  3  weeks  and  was 
eaten  as  solid  foods.  In  this  multiple, 
cross-over  design  study,  the  trans-fatty 
acid  level  was  set  at  7.7  percent  of  total 
calories  or  24  g/day.  Both  stearate  and 
trans^fatty  acid-enriched  diets  increased 
total  cholesterol  and  LDL-cholesterol 
levels  significantly,  relative  to  the 
linoleate  diet  (a  polyunsaturated  fat).  In 
addition,  both  stearate  and  trans-fatty 
acids  significantly  reduced  HDL- 
cholesterol  relative  to  linoleate.  Lower 
HDL-cholesterol  levels  were  observed  in 
46  of  56  subjects  on  the  trans-fatty  acid 
enriched  diet.  The  authors  concluded 
that,  if  the  data  from  this  study  are 
combined  with  those  from  the  previous 
study  (Refs.  95  and  193),  the  results 
suggested  that  for  every  1  percent  of 
energy  derived  from  trans-fatty  acids, 
LDL-cholesterol  would  increase  by  1.2 
mg/dL  and  HDL-cholesterol  would  be 
lowered  by  0.6  mg/dL  relative  to  an 
equivalent  amount  of  oleic  or  linoleate. 
The  authors  concluded  that  the  current 
U.S.  trans-fatty  acid  consumption  level 
of  about  3  to  4  percent  of  total  calories 
niay  increase  lJ}L-chole8teroI  by  4  mg/ 


dL  and  decrease  of  HDL-cholesterol  by 
2  mg/dL. 

2.  Unsaturated  Fatty  Acids 

in  the  following  group  of  studies,  the 
effect  of  diets  reduced  in  total  fat,  SPA, 
and  cholesterol  to  levels  suggested  by 
national  nutritional  guidelines  and 
health  organizations  was  evaluated  with 
respect  to  the  possibility  of  increased 
intake  of  unsaturated  fatty  acids, 
especially  PUFA's.  This  issue  was 
raised  in  the  proposal  as  a  result  of 
possible  changes  in  the  fat  composition 
of  the  U.S.  food  supply  (56  FR  60727  at 
60735). 

In  a  randomized,  blinded,  controlled 
dietary  intervention  study,  the  effect  of 
diets  enriched  in  vegetable  oils  on 
serum  cholesterol  levels  in  31  free- 
living  mildly  hypercholesterolemic  men 
(Ref.  192)  was  reported.  Two  conditions 
were  examined:  Test  diets,  in  which  the 
saturated  fat  content  was  7  percent  (test) 
versus  15  percent  in  the  control  diets, 
were  enriched  in  either  MUFA  (22 
percent  MUFA-test  versus  14  percent- 
control)  or  PUFA  (22  percent  PUFA-test 
versus  9  percent  PUFA-control)  (refer  to 
the  Table).  Total  and  LDL-cholesterol 
levels  were  reduced  significantly  by 
consumption  of  diets  reduced  in 
saturated  fat  and  enriched  (22  percent  of 
calories)  in  either  MUFA  or  PUFA  (total 
cholesterol:  -15  (PUFA)  and  -12  (MUFA) 
percent,  and  LDL-cholesterol:  -20 
(PUFA)  and  -12  (MUFA)  percent, 
respectively). 

3.  PUFA-Enriched  Diets  Versus  MUFA- 
Enriched  Diets 

A  recent  study  by  Mata  et  al.  (Ref. 
175)  compared  the  long-term  effects  of 
PUFA-enriched  diets  versus  MUFA- 
enriched  diets,  on  blood  cholesterol 
levels  in  46  free-living,  healthy  men 
(mean  age  33  years)  and  32  women 
(mean  age  42).  The  two  diets  were 
similar  in  all  respects  other  than  the 
content  of  the  test  unsaturated  fatty 
acids  (the  PUFA-enriched  diet  content 
contained  total  fat  37  percent;  SFA  12.5 
percent',  PUFA  13  percent;  and  MUFA 
10  percent;  while  the  MUFA-enriched 
diet  had  the  same  amount  of  total  and 
saturated  fat  but  3.4  percent  PUFA  and 
20  percent  MUFA)  (see  Table).  This 
controlled,  solid  food  study,  was 
conducted  in  two  phases:  phase  1. 
PUFA-enriched  diets  (for  16  weeks) 
followed  by  a  second  phase,  the  MUFA- 
enriched  diet,  which  lasted  for  28 
weeks.  The  MUFA-enriched  diet  had  no 
effect  on  blood  total  cholesterol  in  men 
but  increased  it  in  women.  The  MUFA- 
enriched  diet  increased  HDL-cholesterol 
levels  compared  to  the  PUFA-enriched 
diet.  HDL-cholesterol  levels  increased  in 
both  men  (17  percent)  and  women  (30 


percent).  No  significant  changes 
occurred  in  LDL-cholesterol  or  total 
triglycerides. 

In  summary,  the  updated  literature 
review  reveals  relatively  few  new 
studies  pertaining  to  possible     * 
unintended  safety  effects  from  reducing 
dietary  intakes  of  saturated  fat  and 
cholesterol.  Possible  adverse  effects  on 
LDL-cholesterol  and  HDL-cholesterol 
from  the  consumption  of  large 
quantities  of  trans-fatty  acids  are 
supported  by  recent  scientific  reports. 
Most  results  are  consistent  with  those  of 
earlier  reviews  (Refs.  20,  30  through  36, 
136, 150,  and  151)  and  with  comments 
received  in  response  to  the  proposed 
rule. 

Overall,  the  updated  literature  review 
provided  no  convincing  evidence  to 
suggest  that  the  agency's  tentative 
conclusions  as  to  the  relationship  of 
saturated  fat  and  cholesterol  to  risk  of 
heart  disease,  as  described  in  the 
proposal,  required  modification. 

IX.  Conclusions 

FDA  has  responded  to  all  comments 
received  in  response  to  the  proposed 
saturated  fat  and  cholesterol  and  CHD 
health  claim  regulation.  In  addition,  the 
agency  has  reviewed  all  additional 
scientific  studies  received  in  comments 
or  independently  identified.  The  agency 
has  determined  that  the  new  studies 
strengthen  the  tentative  conclusions 
reached  in  the  proposed  regulation. 
After  considering  the  comments  and  the 
new  scientific  studies,  the  agency 
concludes  that  thete  is  significant 
scientific  agreement  based  on  the 
totality  of  publicly  available  scientific    ~ 
evidence  that  a  claim  that  diets  low  in 
saturated  fat  and  cholesterol  may  reduce 
the  risk  of  CHD  is  supported  by  that 
evidence.  Therefore,  FDA  is  authorizing 
a  claim. 

The  agency  has  decided  that  the 
regulations  for  the  authorized  health 
claims  are  most  useful  if  they  follow  a 
consistent  format  and  require  only 
information  that  the  agency  considers 
essential.  Therefore,  the  agency  has 
made  a  number  of  editorial  changes  in 
the  proposed  codified  material  of  the 
saturated  fat  and  cholesterol  and  CHD 
health  claim  to  make  it  more  consistent 
with  other  authorized  claims. 

X.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or  ° 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 
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XI.  Economic  Impact 

In  iU  iood  labaiing  propoMls  of 
November  27. 1991  (56  FR  60386  et 
seq.).  FDA  staled  that  the  food  iabeliag 
reform  initiative,  taken  as  a  whole. 
would  have  aaaociatad  ooets  in  exoass  of 
the  $108  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibihty  Act  (Pub.  L.  96- 
354).  FDA  developed  «ie 
comprehensive  regnbtory  impact 
analysis  (RIA)  that  presented  the  coeU 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Kagislar  of 
NovtMnber  27. 1991  (56  FR  601156).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comnMnts  on  the 
RIA. 

FDA  has  evahiatod  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  ol  theee  conunoots  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subeequont  to  the 
publication  of  the  food  labeling  final 
rul«s.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-30S1,  Food  and  Drag 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville,  MD  20857.  and 
a  notice  wrill  be  pnblished  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RiA.  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  tha  overall  food  labeling 
reform  initiative  constitutes  a  mafor  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 
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List  of  SnhjecU  in  21  CFR  Part  101 

Food  Labeling,  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  and  under 
autbArity  del^ated  to  the  Commissioner 
of  Pood  and  Drugs,  21  CFR  pert  101  is 
amended  as  follows: 

PART  101— FOOD  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Ubeling  Act  (15  U.S.C.  1453, 
1454, 1455);  sees.  201:  301,  402.  403,  409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C  321. 331.  342.  343,  348,  371). 


Z.  New  §  101.7S  is  added  to  subpart  E 
to  read  as  foUows: 


f  IOt.75    HaeMi 

fatantf 

heart 


flfiwftsli  e*  eoronevy 


(a)  Rehtionship  between  dietary 
saturttted  fat  and  cholesterol  and  risk  of 
coronary  heart  disease.  (1) 
Cardiovascular  disease  means  diseases 
of  the  heart  and  circulatory  system. 
Coronary  heart  disease  is  the  most 
commmi  and  seriotis  form  of 
cardiovascular  disease  and  refers  to 
diseases  of  the  heart  muscle  end 
supporting  blood  vessels.  High  blood 
total-  and  low  dmisity  lipoprotein 
(Lm.)-  cholesterol  levels  are  major 
modiHable  risk  factors  in  the 
development  of  cmonary  heart  disease. 
High  coronary  heart  disease  rates  occur 
among  people  with  high  blood 
cholesterol  levels  of  240  milligrants/ 
decaliter  (mg/dL)  (6.21  milbmoles  per 
Kter  (mnral/L})  en*  above  and  LDL- 
cholesterol  levels  of  160  mg/dL  (4.13 
mmol/L)  or  above.  Borderline  high  risk 
blood  cholesterol  levels  range  from  200 
to  239  mg/dL  (5.17  to  6.18  mmot/L)  and 
130  to  159  mg/dL  (3.36  to  4.11  mmol/ 
L)  of  LDL-<^oIesterol.  Dietary  lipids 
(fets)  include  fotty  acids  and  cholesterol. 
Total  fat,  commonly  referred  to  as  fet,  is 
composed  of  saturated  fet  (fatty  nods 
containing  no  double  bonds),  and 
monounsaturated  and  polyunsaturated 
fat  (fatty  acids  containing  w*  or  more 
double  Donds). 

(2)  The  scientific  evidence  establishes 
that  diets  hi^  in  saturated  fet  and 
cholesterol  are  associated  with 
increased  levris  of  blood  total-  end  LDL- 
cholesterol  and.  thus,  with  increased 
risk  of  coronary  hetat  disease.  Diets  low 
in  saturated  fet  and  cholesterol  are 
assodated  with  decreased  levels  of 
blood  total-  and  LDL-choIesteroI,  and 
thus,  with  decreased  risk  of  developing 
coronary  heart  disease. 

(b)  Significance  of  the  relationship 
between  dietary  saturated  fat  and 
chofesterof  and  risk  of  coronary  heart 
disease.  (1)  Coronary  heart  disease  is  a 
major  public  heahh  ctmcem  in  the 
United  States,  primarily  because  it 
accounts  for  more  deaths  than  any  other 
disease  or  group  of  diseases.  Early 
management  of  risk  (actors  for  coronary 
heart  disease  is  a  major  public  health 
goal  that  can  assist  in  reducing  risk  of 
coronary  heart  disease.  There  is  a 
continuum  of  mortality  risk  from 
coronary  heart  disease  that  increases 
with  increasing  levels  of  blood  LDL- 
cholesterol.  Individuals  with  high  blood 
LDL-cholesterol  are  at  greatest  risk.  A 
larger  number  of  individuals  with  more 
moderately  elevated  cholesterol  also 
have  increased  risk  of  coronary  events; 


2758         Federal  Register 


/.Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


such  individuals  comprise  a  substantial 
proportion  of  the  adult  U.S.  population. 
The  scientific  evidence  indicates  that 
reducing  saturated  tat  and  cholesterol 
intakes  lowers  blood  LDL-cholesterol 
and  risk  of  heart  disease  in  most 
individuals.  There  is  also  evidence  that 
reducing  saturated  fat  and  cholesterol 
intakes  in  persons  with  blood 
cholesterol  levels  in  the  normal  range 
also  reduces  risk  of  heart  disease. 

(2)  Other  risk  factors  for  coronary 
heart  disease  include  a  family  history  of 
heart  disease,  high  blood  pressure. 
diabetes,  cigarette  smoking,  obesity 
(body  weight  30  percent  greater  than 
ideal  body  weight),  and  lack  of  regular 
physical  exercise. 

(3)  Intakes  of  saturated  fat  exceed 
recommended  levels  in  many  people  in 
the  United  States.  Intakes  of  cholesterol 
are.  on  average,  at  or  above 
recommended  levels.  One  of  the  major 
public  health  recommendations  relative 
to  coronary  heart  disease  risk  is  to 
consume  less  than  10  percent  of  calories 
from  saturated  fat,  and  an  average  of  30 
percent  or  less  of  total  calories  from  all 
fat.  Recommended  daily  cholesterol 
intakes  are  300  mg  or  less  per  day. 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
diets  low  in  saturated  fat  and 
cholesterol  with  reduced  risk  of 
coronary  heart  disease  may  be  made  on 
the  label  or  labeling  of  a  food  described 
in  paragraph  (c)(2)(ii)  of  this  section 
provided  that: 

(A)  The  claim  states  that  diets  low  in 
saturated  fat  and  cholesterol  "may"  or 
"might"  reduce  the  risk  of  heart  disease; 

(B)  In  specifying  the  disease,  the 
claim  uses  the  terms  "heart  disease"  or 
"coronary  heart  disease;" 

(C)  In  specifying  the  nutrient,  the 
claim  uses  the  terms  "satiu^ted  fat"  and 
"cholesterol"  and  lists  both; 

(D)  The  claim  does  not  attribute  any 
degree  of  risk  reduction  for  coronary 
heart  disease  to  diets  low  in  dietary 
saturated  fat  and  cholesterol;  and 

(E)  The  claim  states  that  coronary 
heart  disease  risk  depends  on  many 
factors. 

(ii)  Nature  of  the  food.  The  food  shall 
meet  all  of  the  nutrient  content 


requirements  of  §  101.62  for  a  "low 
saturated  fat."  "low  cholesterol."  and 
"low  fat"  food;  except  that  fish  and 
game  meats  (i.e.,  deer,  bison,  rabbit, 
quail,  wild  turkey,  geese,  and  ostrich) 
may  meet  the  requirements  for  "extra 
lean"  in  §101.62. 

(d)  Optional  information.  (1)  The 
claim  may  identify  one  or  more  of  the 
following  risk  factors  in  addition  to 
saturated  fat  and  cholesterol  about 
which  there  is  general  scientific 
agreement  that  they  are  major  risk 
factors  for  this  disease:  A  family  history 
of  coronary  heart  disease,  elevated 
blood  total  and  LDL-cholesterol.  excess 
body  weight,  high  blood  pressure, 
cigarette  smoking,  diabetes,  and 
physical  inactivity. 

(2)  The  claim  may  indicate  that  the 
relationship  of  saturated  fat  and 
cholesterol  to  heart  disease  is  through 
the  intermediate  link  of  "blood 
cholesterol"  or  "blood  total-  and  LDL 
cholesterol." 

(3)  The  claim  may  include 
information  from  paragraphs  (a)  and  (b) 
of  this  section,  which  summarize  the 
relationship  between  dietary  saturated 
fat  and  cholesterol  and  risk  of  coronary 
heart  disease,  and  the  significance  of  the 
relationship. 

(4)  In  specifying  the  nutrients,  the 
claim  may  include  the  term  "total  fat" 
in  addition  to  the  terms  "saturated  fat" 
and  "cholesterol". 

(5)  The  claim  may  include 
information  on  the  number  of  people  in 
the  United  States  who  have  coronary 
heart  disease.  The  sources  of  this 
information  shall  be  identified,  and  it 
shall  be  current  information  from  the 
National  Center  for  Health  Statistics,  the 
National  Institutes  of  Health,  or 
"Nutrition  and  Your  Health:  Dietary 
Guidelines  for  Americans."  U.S. 
Department  of  Health  and  Human 
Services  (DHHS)  and  U.S.  Department 
of  Agriculture  (USDA).  Government 
Printing  Office. 

(6)  The  claim  may  indicate  that  it  is 
consistent  with  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans."  DHHS  and  USDA. 
Government  Printing  Office. 

(7)  The  claim  may  state  that 
individuals  with  elevated  blood  total 
LDL-cholesterol  should  consult  their 


or 


physicians  for  medical  advice  and 
treatment.  If  the  claim  defines  high  or 
normal  blood  total-  or  LDL-cholesterol 
levels,  then  the  claim  shall  state  that 
individuals  with  high  blood  cholesterol 
should  consult  their  physicians  for 
medical  advice  and  treatment. 

(e)  Model  health  claims-The  following 
are  model  health  claims  that  may  be 
used  in  food  labeling  to  describe  the 
relationship  between  dietary  saturated 
fat  and  cholesterol  and  risk  of  heart 
disease: 

(1)  While  many  factors  affect  heart 
disease,  diets  low  in  saturated  fat  and 
cholesterol  may  reduce  the  risk  of  this 
disease; 

(2)  Development  of  heart  disease 
depends  upon  many  factors,  but  its  risk 
may  be  reduced  by  diets  low  in 
saturated  fat  and  cholesterol  and 
healthy  lifestyles; 

(3)  Development  of  heart  disease 
depends  upon  many  factors,  including  a 
family  history  of  the  disease,  high  blood 
LDL-cholesterol,  diabetes,  high  blood 
pressure,  being  overweight,  cigarette 
smoking,  lack  of  exercise,  and  the  type 
of  dietary  pattern.  A  healthful  diet  low 
in  saturated  fat.  total  fat.  and 
cholesterol,  as  part  of  a  healthy  lifestyle, 
may  lower  blood  cholesterol  levels  and 
may  reduce  the  risk  of  heart  disease; 

(4)  Many  factors,  such  as  a  family 
history  of  the  disease,  increased  blood- 
and  LDL-cholesterol  levels,  high  blood 
pressure,  cigarette  smoking,  diabetes, 
and  being  overweight,  contribute  to 
developing  heart  disease.  A  diet  low  in 
saturated  fat,  cholesterol,  and  total  fat 
may  help  reduce  the  risk  of  heart 
disease;  and 

(5)  Diets  low  in  saturated  fat. 
cholesterol,  and  total  fat  may  reduce  the 
risk  of  heart  disease.  Heart  disease  is 
dependent  uf>on  many  factors, 
including  diet,  a  family  history  of  the 
disease,  elevated  blood  LDL-cholesterol 
levels,  and  physical  inactivity. 

Dated:  November  3, 1992. 
David  A.  Kessler, 

Commissioner  of  Food  and  Drugs. 

Louis  W.  Suliivan, 

Secretary  of  Health  and  Human  Services. 

Note:  The  following  table  will  not  appear 
in  the  annual  Code  of  Federal  Regulations. 
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aignlflcantlyt  -1S\  POLY  and  -i\ 
MONOt  LOL  (all  aignldeantly 
(roa  baaallna  by  -30X  POLY  and  • 
12X  HOMO  anrlchad  dlata:  apo  B 
(all  aignldeantly  (roa  baaallna 
by  -2 IX  POLY  and  -34\  MONO 
anrlchad  dlata.  Nalthar 
vagatablo  oil  baaad  dlata 
raaultad  In  a  algnl (leant  changa 
In  TO,  HDL-C,  ■OL-2,  or  BDL-l, 
apo  AX  whan  coaparad  baaallna 
dlat. 

Blood  lipid  raaulta  (ag/dL) 
it        itifk —  WH 


TC  200 
LDL-C  143 
■OL-C   42 


MOPA 

100 

123 

30 


170 

IK 

42 


Raaulta  Indicato  that 
conauaptlon  o(  dlata  low  In 
SPA  raducaa  blood 
chelaatarol.  Study  alao 
auggaata  that  dlata  anrlchad 
in  UPA  do  not  nacasaarlly 
daeraaaa  blood  lavala  o(  HDL 
and/or  Incraaaa  TO.   Study 
ahowad  that  whan  dlatary 
anargy  (roa  (at  la  it%  o( 
calorlaa  (thara(ora  hlghar 
than  racoaaandad  by  public 
baalth  authoritlaa) ,  but  tha 
SPA  contant  o(  tha  dlat  la 
raducad.  It  la  poaalbla  to 
atlll  achlavo  a  raductlon  In 
blood  eholaatarol  lavala. 


Baavaa  f.   at  al 
(«•(.  101) 


CoBtrollad  dlatnry 
latarvaatloa 
clinical  trial  in 
(ra«-llving 
aubjacta. 
Purpoaai  caatara 
a((act  o(  dlata 
anrlchad  In  MDPA 
(lOil)  with  roVA 
(10i2)  on  bleed 
eholaatarol  lavala' 
•ad  oxidative 
potaatlal  oa  tDL-C. 
kaadoa  dlat 
aaalgnaant 
•tudy  altai 
Cal  Kerala 
uftlveralty 


Mine  healthy 
voluntaara,  age  10 
to  43  yaara.  Oandar 
not  atated. 

Baaallne  llplda 
Ima/m  . 

ole«.  llaolea. 
TC     IS*     147 
LOL-e    00       00 
UBL-e        4(       02 


Liquid  dlata  ((at  oontant 
leaa  than  IX)  to  «fhlch 
taat  olla  are  added.  Teat 
oil  onai  Trlaun  00  ■  »0$X 
10 1 1  (oleic  acid).  T«at 
oil  3  aun(le«Mr  oil,  >«0X 
10>3  (llaolele  acid).  S- 
week/dlet. 

Dleta  enriched  In 
~7^  of  calorlaa) 
Olaate  Llnoleate 
Pat       30.3     30.2 
■PA      «3       «4 
MDPA     34        0.( 
POPA      •       37    .   > 
Choi      0       0 

Patty  acid  eoatant  (or 
auaf lower  ell  waa  aot 
fflvea  by  autbera,  aad  was 
•a  eatlaated  here  by  ualng 
data  (rea  another 
^ublleatton,  la  order  to 
evaleate  atedy  reaolta. 


Mo  Significant  dacreaaa  la  TC  or 
LOL-C  by  either  diet.  ■M.-c 
decreaaed  algaKlcantly  In 
llnoleate  (POPA)  auppleaent 
•rewp. 

Hood  lipid  raaulta  (ag/dl.) 

olaate     llnoleate 
TC         147         113 
LOL'e       77  SO 

ROL-C       40  40 

Other  results  I  Antioxidant 
(vltaala  B)  coae  net 
algaideaatly  raducad  by  either 
diet.  The  aaeuat  and  rate  o( 
foraatloB  ef  conjugated  dlenea 
(aaaanre  e(  degree  e( 
ttasaturatlea)  greater  in 
llaaleate  growp.  Me  algnldcant 
iaereaae  la  TBMt  (a  aeaaara  o( 
exidlsatlea  in  LH.-C) .  Bewaver, 
algal  (leaat  Iaereaae  in  UX.-C 
degradatloa  (aaaaure  o( 
•tberoaclarotle  potential)  by 
aacrophagaa  in  llnoleate  group. 


Coaplete  fatty  aeld  analysis 
of  oils  used  net  provided  in 
paper,  aspaclally  iaportant 
In  case  of  Triaun  00. 
Prallainary  atudy  can  not  at 
thla  tiae  apply  reaults  to 
general  public  health 
adviae. 


U 


O) 


TASLS- -cavriMUKo 


•tody 


col*  T.  «. 
IMf.  Kl) 


•  I 


Study  Daalga 


Dlstary,  ellalcal 
iBtarvaBCioB  trial, 
rurpo**!  affact  of 
JUU  rhaaa  3  dlat 
(vary  low  tat  and 
chelaatarol)  dlat  oa 
blood  cholaatarol 
lavala 
study  aitai  Chicago 


Rwon,  JoB'Sook  at 
al  (Mf.  173) 


Control lad  dlatary, 
latarvantioD  atudy 
ia  (r*a<llvlaa 
••kjaata. 

r«r»*aai   atudy  tb* 
•ttaata  of  diats 
aarlahad  ta  or*  (r«a 
vatotabla  otla  oa 
ylatalat 

»bes»ball»ld  <rL) 
tatty  acid 
euasjealtloa  aad 
tuaatlea. 
Two  pluiao  dlat 
daaloat  phaaa  1,  a 
>-waak  baaallaa  or 
eoatrol  dlati 
followod  by  phaaa  a, 
aa-S  waak 
nyartaaatal  dlat. 
study  altai  Oblo. 


Subjaeta 


Nlnataan  fraa-llvlna 
praaanopauaal  iinaaa, 
■aaa  aga  31. 
Salaetioa  baaad  oa 
TC  at  or  >  tbaa  SOtb 
parcaatlla.  .  kaaltby 
aubjaeta.  Sis  woaaa 
wara  claaaltiad  aa 
groaaly  obaaa  by 
body  aaaa  ladaa  (SMI 
>  30).  Maaa  ■»  tor 
all  aublaeta  3S.2. 

■aaallna  llplda 

l^o\Jl  k   aoVJL) 

TC    s.a4   aos 

LM.-e   3.4S    133 
■OL-C   1.3«     S3 


■atheds 


Tblrty-teur  baalthy 
•alaa  agaa  21  to  SO 
yaara.  All  aubjacta 
had  Choi 

concaatratlona  of 
«.S  to  7.S  aw>l/L 
(lOS  to  301  ag/dL) 
oa  aalt  aalactad 
dlat.  All  aubjacta 
coaauMad  baaallaa 
dlat.  Slstaaa 
aaalgaad  to  dlat 
aarlehad  la  POPA  aad 
14  aaalgaad  to  dlat 
aarlehad  la  MDPA. 


Stabillsatloa  dlatt  2* 
daya  ea  typical  Aaaricaa 
dlat.  5  aoatha  oa  AHA 
Phaaa  3  dlat. 

%  of  ealorlaa 


AMM 

ABA 

Pat 

21.4 

Carb 

SS.4 

Prot 

1».2 

SPA 

4.7 

wawh 

4.4 

POPA 

S.4 

Choi 

371 

•  4 

(ag/day) 

■aala  providad  oa 

alta 

Raaulta 


Thraa  diatai  Baaallaa 
aarlehad  la  SPA,  Caaola 
aarlehad  la  HDPA  aad 
Satflowar  oil  aarlehad  la 
PUPA.  Haala  providad, 
aataa  oa  alta  aad 
dlatitlaa  aoaitorad. 

H  of  ealorlaa 


■aaa 

M0PA 

POPA 

PAT 

3S.S 

3t.> 

3*. 3 

SPA 

IS. 4 

7.2 

7.4 

MDPA 

13. S 

31. S 

S.l 

POPA 

S.( 

10.7 

32.3 

TC,  LDL-C,  aOL-C  and  mt.-2 
dacraaaad  whaa  all  woaan  wara 
eoaaidarad  aa  a  group.  HDL- 3,  TO 
and  VLDL-TO  iacraaaad  whaa  all 
woaan  eoaaidarad  aa  a  group. 

Blood  lipid  raaulta  (all 
aublaeta  in  ag/dL)  ~" 
— ' Jhittii   Ska  3 

TC      202        ISO 

LOL-C   133        121 

■OL-C    S2         4* 

Nhaa  woaaa  wara  dlvidad  lata  3 

groupa  baaad  oa  BMI,  laaaaat 

woaan  had  a  algal f leant  dacraaaa 

in  TC,  LOL-C  and  lOL-C. 

Blood  lipid  (ag/dL)  ranpoaaa 

groupad  by  BKI 

<24     <30     >30 
TC       14(     202     !•• 
LOL-e    104     130     120 
■DL-e    4*      S7      40 
Modarataly  and  groaaly  obaaa 
woaaa  wara  aoaraapondar a .  


Raaulta  auggaat  that 
obaaity,  at  laaat  la  woaan 
(n>4  BMI>30)  hau  an 
Influanea  on  raaponaivanaaa 
to  low- fat,  low-ebolaatarol 
diat.  Authora  auggaat  that 
obaaa  woaaa  aay  ba 
earbohydrata-aanaitlva  and 
tharatora  laaa  raaponaiva  to 
low  tat,  low  SPA  diat. 


Coaparad  to  SPA  anrlchad  dlat, 
platalat  PL  tatty  acid 
eeapoaltion  waa  altarad.  MOPA 
anrlchad  dlat  (caoola)  ralaad 
eonc  of  olalc  (MOPA)  aad 
llnolanie  (paPA)>  thara  waa  a 
aignificant  daaraaaa  in  olaie 
and  iaeraaaa  la  liaolala  with 
tha  POPA  anrlchad  dlat 
(aatflowar) .  Both  vagatabla  oil 
diata  produead  Ineraaaa  la  SPA 
(laurie  and  palaitlc),  a 
dacraaaa  la  ataaric  acid  of  PL 
tatty  acids  of  platalat  coaparad 
to  SPA  diat.  Both  vagatabla  oil 
dlata  aignltieaatly  Iacraaaad 
platalat  aggragatloa  tlm» 
coaparad  to  platalat  troa  SPA 
diat.  Data  I 
Oiat   Aggragatloa. 
MOPA      T 
POPA      T 
SPA        i 


Authors  diacuaaad  tha 
poaaibla  aacbaniaa  by  which 
UPA  troa  vagatabla  olla  aay 
platalat  aggragatloa  tiaa. 
Tha  authora  auggaat  that 
vagatabla  ollai  caaola  oil, 
aay  altar  platalat 
aggragatloa  by  PO  aataboliaa 
and  aaabraaa  fluidity  and 
aatflowar  oil  by  aaabrana 
fluidity.  Tha  authora  alao 
auggaatad  that  tha  iacraaaad 
cone  of   2  SPA  (palaitlc  and 
ataaric)  la  PL  of  platalat 
■ay  aot  ba  prethroabtc. 


U 


•tudy 


HcMurry  r. 
^t^mt.   ITf) 


•t  •! 


Kaaalaa  a.  at  •! 

(Kaf.  !••) 


•cu4y  Oaalgn 


Dlatary  lotaivatttloa 
atudy . 

purpoaai   to  aaaaura 
tba  aZIaeta  o(  an 
•iDduatrlalliad, 
waatarn,  or 
atfluant*  «lat  on 
bloo4  Itplda  lavala 
et  aubjaeta  who 
ooi«ally  eonauaa  low 
(at,  low  nh   high 
(Ibar  dlaca,  tha 
Tarahuaara  Indiana 
Two  phaaa  daalgni 
pbaaa  1,  1  waak 
traditional  dlat, 
(ollow«d  by  pbaaa  2, 
S  waoka  en  taat 
dlat. 

•tudy  altai 
Chlhuabua,  Hasleo 


Controllad,  croaa- 

ovar  daaloa  dlatary 

Intarvaatloa 

clinical  trial  In 

(raa-llvlng 

atibjacta. 

rwrpoeai  coavara  tba 

affaeta  e(  dlata 

auptlaaantad  with 

llnolale  and  dVA  on 

llplda. 

I  ordar  e( 
dlatai  BO  waab-ottt 
botwaaa  dlata.  a 
waaka  en  baaa  Una 
dlat  and  1  waaka  on 
taat  dlata 
•tudy  altai 
Auatralla 


TMU-  -coirrzMuto 


•ubjacta 


Tarabuaara  Indiana 
(Mazleo)  la  adulta 
(!•  to  }S  yaara).  1 
boy  (la  yaara) . 
rlva  woaan  (3 
lactatlng)  and  • 
■an.  baaallna  TC  131 
■g/dL.  rraa-llvlng 


Matboda 


Tarabuaara  dlat  and  taat 
or  waatarnliad  dlat 
provided . 

Diet  co^poaltlen 

Tarahuaara  •waatera* 
Bnargy    2,700     4,10« 
(keal) 


Twelve  alldly 
bypercholeaterolealc 
Indlvlduala  (five 
aan  aeven  woaan, 
agea  27  to  74  yeara. 

(S  aubjecta  30  to  >0 
and  T,  10  to  74 
yeara). 

baaellne  blood 
liplJa  mmI/I  and 


%  of  calorlaa 


Kaaulta 


TC,  tOb-c  aOL-C  and  TO  levela 
Increaaed  algnltlcantly  In  all 
aubjacta. 

Plood  lipid  reaulta  <aB/dt) 


•nta 


Tarahuaara 
TC      121 
UI.-C   78 
Ub-C   >a 


•Maatam* 

1(2 

!•• 

42 


PAT 
MDPA 
tVPA 
(PA 

Dietary 
fiber 

Choi 
(ag) 


20 
10 

4 

7 

102 

<so 


41 
II 

4 
21 
31 

1,024 


ISIM 


TC 
■en   4.23 

(240) 


4.17 
<210) 


41 


54 


•uppleaanta  provided  la 
liquid  fora.  1-day  food 
reeorda  aalntalaed  (or 
each  teat  period. 
•uppleaanta-SPA  and  POFA 
(llnolale) 


Increaaa  In  TC  occurred  very 
rapidly  In  reaponaa  «o  tba 
weatern  diet.  Noaan  baa  a  non- 
algnlflcantly  higher  inereaae  In 
T<C  than  Ban.  Lactatlng  weaen 
reaponded  elallar  to  non- 
lactatlng  woaan.  Adoleacant  boy 
bad  the  blgheat  Initial  and 
final  TC  level. 


Teat  dlat  waa  ISl  to  lOCX  of 
aatlaated  aucalortc  need*. 
Rasponsa  could  be  due  to 
load  reaponaa.  Study 
coapllcated  by  large  nuaber 
of  aubgroupa.  Large 
percentage  of  srx  (21\) 
content  In  diet  coapared  to 
US. 


Dlat  c< 


altlon 


)lat  coapoaltlon 
(\  of  celorlaa) 

K>     aPA  POFA 

PAT     IS. 4    44.0  41.4 

•PA    11.3    10. S  10. • 

MIJPA    11.4     t.2  10.4 

POTA    7.*     4.1  39.7 


The  llnolelc-enrlcbed  diet 
algnlflcantly  lowered  TC  O.S 
^tol/L  coapared  to  baaal  diet 
and  1.0  aaol/L  compared  to  CPA- 
enrlched  diet.  Thla  decreaaa  In 
TC  occurred  without  a  reduction 
In  CFA  content  or  raplaceaent  of 
•PA  with  POPA.  coaparlng  baaal 
diet  to  roPA  enriched  dlett  the 
llnolele  enriched  diet  did  not 
decreaaa  KDL-C  levela. 


Data  blood  lipid*  1 

l'J'i^\ 


»1/L  and 


Paaulta  auggeat  aore 
alteraatlvea  In  chooalng 
nutrient  aubatltutaa  tor 
dietary  aaturated  (at.  Dlata 
algnlflcantly  lower  In  total 
or  SFA  but  enriched  In  FJFA  - 
auch  a*  llnolale  aay  alao 
reduce  TC  levela. 


BL    grA    roFA 

TC  4.0(211)  4.S(2S1)  S.4(21S) 
LBb  4.4(170)  4.4(177)  1.4(145) 
■DL  l.KSl)   1.4(41)   1.4(S4) 
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TABU-  -eowrxMDiD 


•tu4y 

ttudy  Daalga 

•ubjacta 

Matheda 

CoMkanta 

ttacpeola  t.  N.  at 

Dlaeary  latarvaatloa 

four  kaalthy 

Mholo  body  ebolaatarol 

Both  Boraal  coatrol*  and  PB 

Xa  authora  point  out,  there 

•1  (Mat.  It4) 

clinical  trial. 

coatrela  (Maaoraal), 

balaaoa  aad  tracor 

patlanta  total  ebolaatarol  aad 

are  aclll  uncartalntlaa 

Porpoaat 

four  faalllal 

klaatlca  aatboda  naad. 

LDL-C  daoraaaad  algal flcaatly 

%ibatbar  frequent  or 

lavaatlgata  cba 

kyparobolaatarelaBla 

Lipid  proflla,  facal 

(■aaa  dlffaranca  43  ag/dl  and 

contlnubua  feeding  of  liquid 

•achaalaa  of 

(n)  -bataroiygoua. 

atarol  balanca,  apo  a 

123  ag/dl  raapactlvaly)  by 

foraula  containing  aoatly 

cbolaatarel  lowarlna 

and  oaa  ra 

ayntbaala  and  aatabollaa. 

ceoauaptlon  of  high  carbohydrate 

glucoae  la  aora  alfectlva  In 

action  Induead  by 

Coapartaaatal  analyala. 

diet.  IBL-c  dacraaaad  aon- 

lowering  total  choleaterol 

high  earbobydrata. 

■aalthy  veluataara 

Dlat  provided  aad 

algaltlcaatly  la  all  aubjeeta. 

than  aolld  dlata  containing 

vary  lev  fat  taadlng 

13  to  $•  yaara,  n 

auparvlaad.  Baaal  dlat 

aertoi  TO  lacraaaed 

a  variety  of  carbohydrataa. 

aa  radaetad  la 

patlanta  SO  to  <S 

(at.)  aolld  foodf  taat 

algalflcantly. 

Another  poaaibla  laaua  la 

ehaaoaa  la  VLDL  aad 

yaara. 

dlat,  coBtlnttoaa  aaaal 

the  aafaty  of  high 

LOC  Mtabollaa.  Two 
phaaa  dlatary 
latarvantloai   1 

•aaallaa  blood 

gaatrlc  latualoa. 

Dlat  eoapoaltlen 
fVo?  MloHror 

Blood  lipid  data 

carbohydrate  estreaely  low 
fat  dlata  aa  wall  aa  aafaty 
of  liquid  torwila  dlata.  Por 

BL        carb 

lipid*  Ima/it) 

»kaaa  baaal  41a«  far 

M   PI    M    ra 

the  above  reaaona 

1  aanthi  «aah-o«t  3 

m          VB 

TC     !•«  4(0     X3t    330 

application  of  atudy 

•e»tka,  —t   41a«  1 

TC      !•(     4«0 

Bt      Carb 

LDb*C   101  «00      (2    31* 

raaulta,  other  than  for 

•aaik.  ■•vdy  altat 

IBL-e     101     400 

earb    «>%     *o.t% 

■M..C   41    tl      32     3« 

auggeatlona  of  aechanlaa  for 

•hand  Moapltal, 

nc-c   47     SI 

tat   40H     s.n 

Other, datai  Daereaae  la  teeal 

coatrol  for  choleaterol 

tl*rl4a 

Prot    m      l.)\ 

eboleaterol  aad  bile  eeld 

bnaaaotaala.  la  not 

p/a    l.O     Uaolale 

^rodttctla*  *»1  daaceaae  la  wbela 

applleabla  te  taaaral 

Cbel   IM       aa*a 

body  «holaaterel  tetaatloB  la 

publle. 

(■a) 

all  awbieeta.  ebolaatarol 
•yathaala  tall  24%  (0.4  to  «.4 
■a/ka  BM  *VH   lb  ooatrela  *a4 
»•%  (11.4  to  4.0  aa/ka/day)  la 
pa  aubiaeta.  Coaavaptlea  of 

cacbahy^ata  diet  atlaralated 

UDt-ape  B  elaaraaee  la  all 

attbjacta. 

w 


TABU- -CONTINOtO 


Deb«  h.  U.  •*■   al 
(Mt.  lU) 


Te4aace  T.  at  •! 
(Mf.  ItS) 


•tody  Daalvn 

rroapactiva,  randoa, 
«e«ibla  blind, 
pravaatatln  and 
placabo-  control lad 
clinical  trial. 
Purpoaai  avaluacloa 
o(  drtta  and  lono- 
carm  dlatary 
coapllanea, 
•atrltlosal  adaquaey 
wtUt  a  llpld- 
lowarlaa  dtae. 
Mbjaeta  vara 
raadoBly  aaalgnad  to 
placabe  or 
pravaatatla  (S.  10, 
a*  aa/day)  (or  13 
waaka.  Attar  la 
«aaka  all  aub)acta 
vara  placad  oo  epaa- 
labal  pravaatatla 
(or  tba  raaalalna  it 
vaaka. 

MHltleantar  trial 
•t«dy  altaai   aavaa 
lipid  traataant 
eantar  la  tba  Oaltad 
•tataa 


«ublacta 

Two  bundrad  and 
aavanty-ttfo  adultai 
30(  Ban  and  •( 
ifoaani  aaaa  affo  SO 
yaara  (21  to  70 
yaara) i 

byparebelaatarelaale 
(•Stb  parcantlla) 
patlaata  (7(%  aaa) 


Matboda 

Baeb  aubjact  bad  *  vaaka 
of  dlatary  counaallng. 
•aaal  dlat  (lipid 
lovarlng)  (or  >  *  waoka. 
savan,  1-day  dlat  racorda 
kapt  (or  1  yaar. 


Croaa-evar.  randoa 
dlatary  Intarvantlon 
clinical  trial  In 
(raa-llvlng 
aubjacta. 
Purpoaai  to  taat 
tba  a((acta  o( 
aupplaaantatloB  e( 
abort  cbaln  (atty 
acid  (SCPA)  oa  blood 
glucoaa  and 
cbolaatarol  lavala 
a  phaaaai  control 
and  taat  alat. 
Pandow  ordar  o( 
dlata 

•«ii«y  altat  aadlcal 
•ohaal  and  beapttal, 
Italy. 


•Is  baaltby 
veluntaara,  aaaa  aga 
la  yaarai  1  aalaa 
aad  1  (aaalaai 
norMl  blood  «lue»*c 
and  cbolaatarol 
lavala. 

aaaallna  lipid  data 

■Mal/L   ag/dl. 
TC    S.O       1(1 

tM>    i-a     i» 

■Ob   1.2S      40 


Kacb  dlat  parlod  waa  1 
waak  Including  taat  dlat. 
Dlata  alallar  aseapt  (or 
aupplaaantatloa  o(  braad 
wltb  prbplonata  (t.t  g/lSO 
g  o(  carbobydrata) . 
Malntalnad  dlat  racorda 
day  0  and  day  1  o(  aach 
atudy. 


TVoT 


£SK£ 
cale 


orlaa) 


ceatrei 
earb   sa 
rrot    IT 
pat    at 
Plbar   It. a 


Proplvnata 
it 
!• 

at.s 
it.« 


Paaulta 

373  patlanta  aalactad  bad 
alavatad  aarua  LDL  a(tar  graatar 
than  *  waaka  o(  dlatary 
counaallng  and  aa  auch  vara 
conatdarad  unraaponalva  to  a 
dlat  lowar  In  (at,  SPA  and 
cbolaatarol . 

Blood  lipid  data  (aaol/L  and 
aa/dL) I  Total  cbolaatarol 

<1  ««ak  t  waaka  4t  waaka 

Man  4.C(17«)  S.O(ltO)  t3.t(lt() 
NCMB  4.0(14t)  I.KIK)  1.4(117) 
data  (ra«  all  aubjacta  pooladi 
LOL-C  dacraaaad  (roa  It)  down  to 
ISO  ag/dL) .  Raport  glvan  on  3) 
partlelpanta  (roa  John  Hopklna 
In  wblcb  pravaatatln  raduead  TC 
31H  (about  3(S  down  to  300 
ag/dLI  and  LOL-C  30%  (about  310 
down  to  150  ag/dLI  ovar  tba 
yaar.  TO  and  HDL  did  not  changa. 
Dlatary  coapllanea  and 
avaluatloa  glvan.  SSV  o(  aan  In 
atudy  coaplatad  7  dlat  racorda 
(or  1  yaar.  Por  both  aan  and 
woaaa  tba  parcantaga  o(  ealorlaa 
(res  total  (at  waa  (10%) ,  PPA 
(•\).  POPA  (t%)  aad  MOTA  (lOX). 
Approslaataly  two-thlrda  o( 
partlelpanta  lagaatad  laaa  that 
47%  o(  BOA  o(  aoaa  aaaaatlal 
alnaral  and  vltaaln  nutrlanta. 


A  algnl (leant  daeraaaa  In  blood 
glucoaa  raaponaa  waa  obaarvad 
wltb  uaa  o(  proplonata- 
aupplaaantad  braad  coaparad  to 
control  braad.  No  algnl (leant 
changaa  wara  tfbaarvad  In  total 
cbolaatarol,  LDL-c.  HOL-c  or 
trlglyearldaa.   t  aubjacta 
bowavar  ahowad  a  raduead  laval 
o(  BOb-C  and  Ineraaaad 
trlglyearldaa  with  proplonata- 
aupplaaantad  braad  uaa. 
Data  I  aaol/l.  (ag/dL) 


coaaanta 

Intarvantlon  with  lipid 
lowarlng  drug  did  net  altar 
dlatary  coapllanea. 
Patlanta  adharlng  to  llpM 
lowarlng  dlata  In  wlilcli  tli« 
(at  eontant  waa  alallar  to 
that  raceaaandad  (or  ganaral 
population  (30V  o( 
ealorlaa),  appaarad  to 
contain  Inadaquata  aaounta 
o(  aavaral  aaaantlal 
nutrlanta  ((ollc  acid, 
vltaaln  B-4,  calelua  and 
sine),  oraatar  than  40%  e( 
woaan  Ingaatad  laaa  that  47% 
o(  tha  ADA  (or  (ollc  aeld, 
vltaaln  B-4.  vltaaln  D, 
calelua  and  Sn.  Coaparad  to 
ganaral  population  tha 
nutrlant  aaounta  wara 
graatar  (or  sine  and  calelua 
but  laaa  (or  vltaaln  B-4  and 
(ollc  aeld  than  that  (ound 
In  ganaral  population.  In 
aan  tba  dlat  waa  Inadaquata 
In  (ollc  aeld  and  sine. 
Lipid  lowarlng  dlat  aay  ba 
Inadaquata  In  aavaral 
aleronutrlant.  Othar  studlaa 
hava  bowavar  (ound  tbaaa 
dlata  provlda  adaquata 
aaounta  o(  tbaaa  nutrlanta. 


b> 


Control 
TC  5.0  (ItJ) 
LOL-C  1.3  (131) 
■DL-C  1.)  (SO) 
TO      1.) 


Proplenata 
4.4  (145) 
3.4  (77) 
1.1  (43) 
1.0 


Short  dlatary  taat  parlod. 
aon-ataady  atata  condition*, 
no  waah-out  batwaan  dlata. 
No  Indleatlen  o(  othar 
centoundara  (or  glucoaa  or 
lipid  raaponaa 
(eoncantratloa  o(  PUPA,  MUPA 
SPA  or  cbolaatarol).  Ooaa 
not  condra  pravleua  raporta 
which  auggaat  sCfA  daeraaaa 
total  cbolaatarol  by 
Inhibiting  MMOCoA  raductaaa 
(or  tha  ayatbaal*  o( 
cbolaatarol) . 


TABU  -  -  CONTIinilD 


Study 

UllBsn  D.  at  •! 


Study  Daitgn 


Matabollc  ward, 
dlatary  lotarvaotlon 
clinical  trial  In 
fraa-llvlng 
aubjacta. 

rurpoaai   rlrati  to 
datatmlna  It 
carbohydrata- 
Inducad 

hypartrlglycarldaala 
la  avoldad  with  10- 
day  phaaa  In  of  *i\ 
carbohydrata  and  20\ 
(at  dlat.  Sacondi  to 
dataralna  If 
hypartrlglycarldamla 
can  ba  Inducad  by  an 
acuta  cballanga  o( 
aaaa  dlat. 
Study  altai   oragon 


Subjaeta 


Klght  baaltby 
nondlabatlc  adulta 
(two  woaan.  at>  aan) 
■•an  aga  SI. 

Maan  Baaallna  blood 

HpU  (■g/aur 

TC  32* 

LOL-C  147 
HDL-C     44 
TS       3S4 


Mathod* 


Maala  provldad  and 
coapllanca  obaarvad.  Each 
dlat  parlod  laatad  10 
daya.  Study  1.  Baaallna 
(Aaarlcan)  dlat.  Taat 
dlata  Ineraaaad  In 
carbohydrata  (tS\)  whlla 
dacraaaing  in  (at  (30\). 
Study  2.  (Aaarlcan)  dlat 
(olXowad  by  acuta  4  dlat. 


Raaulta 


Dlat  compoaltlon  (V 
calorlat) 


o( 


Carb 
Prot 
rat 
srA 

PUVA 

MUrA 


Aaar  1 
4S    SO 

IS    15 


40 

IS 

4 

19 


IS 

11 

• 

14 


2 
S5 

IS 
10 

s 
s 

14 


1 

CO 
IS 
2S 

4 

S 

11 


4 

ts 

IS 

20 

s 

t 

7 


Choi  17>   143   107   71   14 


Study  1.  Trlglycarlda  or  VLOL-TO 
did  not  ilgnlflcantly  Incraaaa 
whan  carbohydrata  concantratlon 
o(  dlat  waa  gradually  phaaad  In. 
TC  waa  raducad  algnlflcantly  by 
phaaa  3  and  phaaa  4 .  LDL-C  waa 
algnlflcantly  raducad  at  all 
phaaaa.   HDL-C  waa  algnlflcantly 
raducad  at  phaaa  4  of  tha  dlat. 


ant  a 


study  1  data  (»g/dL) 


Aaar 

TC      232 
LDL-C   141 
HDL-C   43 
TS      213 


1    2 
223  21C 
144  141 

41   44 

232  237 


3 
209 
134 

42 

230 


4 
19t 

124 
34 

230 


Study  2.  An  acuta  awltch  to  high 
carbohydrata  dlat  algnlflcantly 
Ineraaaad  both  TO  and  VLOL-TO  In 
C  of  S  patlanta. 

Study  2  data  Ca/dL) 


At  laast  In  aoaa  paopla,  a 
gradual  approach  of  pbaaad 
Ineraaaa  In  carbohydrata  aa 
raplacaBar.t  of  calorlaa  froa 
SPA,  total  fat  and 
cholaatarol  say  allow  for 
battar  control  of 
hypartrlglycarldamla  than 
pravloualy  raportad. 


Aaar 

«S\  Carb 

TC 

241 

233 

LOL-C 

174 

1«3 

HDL-C 

43 

41 

TO 

204 

394 

9 
» 

fl) 
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en 

00 
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w 


CD 

o. 

9 
CD 
CO 
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CO 
CO 
CO 


JO 

c 


0> 

0 


! 

0> 


o 

CB 


Tnw— «uwrmv»P 


•tv4y 


•••.  c-r  •«  al 


•tndy  D**i«« 


oretk 

K  at 

al 

(Mf. 

ICt) 

dlBleal  dlatary 
latarvaatioB  la 
(raa-llviaa 
•ubjaeta. 
ruxpoaaa   CO 
tetarmtaa  tba 
•((•ctlvaaasa  at 
Aaarlcan  aaart 
Aaaoclatle*  »t»p  I 
Dt*«  (X  •!  ealarlaa* 
(a«  >•%  or  !•••.  •» 
10%  or  laaa  aa4 
ehelaatarol  laaa 
thaa  !••  aa/Aay  i« 
X«Maria«  l>loe« 
okalaatavel . 
•CvAy  alMi 
iMaaata  loapteal 
••4  MaAlaal  Caatat 


*iife)a«»a 


Stakty>aavaa  («•  vaa 
and  )i  iM«aa> 
caaBlata4  tka  ati)dy. 
Maaa  aoa  $*.l  yaara. 
•aaalloa  lipid  datai 
TC  a41  ao/dli  VMp-C 


naWia^a 


»la«.ltlaa  ln»crv«ta4  a»4 
(•ll^wiM'  *^^  raeor4* 
aaUcaiaad.  M»aiyala  af  «« 
day  faod  n^oyda  fvacy  « 
■aaka.  9ia*4  |lt4« 
aaalyala  at  «.  1*  9*4  1* 
Maaka- 


OllBleal 
latarvMiclaa  by 
dlacary  laacructloa. 
furpeaai      to 
•valoata  tha 
atfactlvaoaaa  e( 
dlaUdaa 
laatrvedoo  oa 
raduetlao  o(  blood 
•kalaacarol  lavala. 
•titdy  altai   (pokaaa 
««ablaa«o« 


nUrty 

•aa.  aaaa  affa  %i 

yaara.  Maaa  baaallaa 

lAaod  Itrldai 

TC  «.»9  Mial/b  (act 

■O/dL) 

Utr>o  4.M  aael/fc 

(1T4  aa/dU.  ' 


rat 


>1.< 

u.s 
f* 

Ckal  (Mf/d)  8*1 

rikar^aolvkl*         «.* 
ealarlaa  l.rtl 


Carko 


re«r  eaaa^owtlva  e^aaaaa. 
t   1/a  kr  var/«aak.  Claaa 
taylaat   (1)  an  tka 
dlaaaaai  (a)  »aal 
pcaparatlaoi  (at  Cac 
datlaltloa  and  preparclaa 
of  apoelda  feodai  aad  (4) 
kaalUky  food  akolaoa. 
Uoad  ekolaatarel  lavala 
datacalaod  frtor  to  and 
attar  dlatanr  laati«etl«B. 
Matacy  taatrnetlofMl 
>a«n— anditlooai  total  (at 
ao%  of  anar«y>  ebolaatarel 
100  Bv/day,  »al«kla  dkot 
t*  f/day.  raod 
»aro— aadlttoaa  t*m  or 
}•••  ««t«  «(  aoat.  (•»  or 
»•  dairy  yrodvota. 
voyatakia*'  "kola  trat* 
yrod«eta. 
Mat  oeavoaltleot 


Ma«»lM 


Modaat  k«it  algal  (leant  dacraaaaa 
la  K  <'|>4%)  fnd  UK-C  <<).5%) 
«ara  okaarvad  a(  4  waak*.  Me 
(urtkor  raduetloa  in  Tc  or  bPL-C 
vara  (ouii4  at  la  or  !•  ««aka.  9Y 
l»   iMaka.  TC  and  (^-C  lavaia 
ahfwad  •  taadaacy  ta  tatura  ta 
aad  avaa  asoaad  baaaliaa  lavala. 
••all  twraaaa  la  Ub-C  (a. IV 
M»d  r*  (i.tSi   at  It  vaaka. 

»lood  lipid  data  la  oa/dl,  at  (4 


ta 


it 

14  a 

14» 

WOfC  4* 


IA(t)  AMdO) 

ait  a45 

14a  170 

4»  SO 


Mot  roaultai  1.  V>tal  dl^taiy 
f«t  daoroaaod  at  *.  la  —*   1* 
•aaka  (alotta  a.T,  a,  aad  a. 4% 

romo»tlv«ly).a.  rtk  and 
ekolaatarol  aoAatiavtio* 
daoroaaod  alao  at  4,  la  aad  10 
waaka  lor  •'»  (mXw   -l'*<  'l-l' 
aad  •*,*)   aad  •44k  and  "lok  (or 
ckolaatarol  at  la  aad  lo  waaka. 


A  alffuKleaat  radvctloa  in  TC 
and  tM-ekolaatarel  kafora  and 
laat  elaaa  (waak  4).  Mductlon 
la  TC  and  LK-C  «aa  aalBtalaad  1 
yoar  a(tar  laatrvetlao. 

Ploed  lipid  data»  — al/t  <*9/dH 

Pra    4  waak     1  yoar 

TC  •.f(a44)  t.}(a4i)  4.a(a4t) 

IM,  4.7(177)  4.a(14a>  4.4(170) 
tOL   1.)  (SO)  l.a(44)   l.XSO) 


Tka  ABA,   Stap  1  dlat  was  net 
adoctlva  In  laprovlag 
plaaa*  Uplda  o(  tbaaa 
auklacca.  Tkl*  nay  ka  dua 
to  (act  that  poat 
pafttelpanta  bad  alraady 
4cklav*4  a  lav  lava;  o(  srA 
aad  ckolaatarol  lataka  at 
kapollaa.  All  ^rtUlpaata 
know  thay  vara 

kyparekolaatarola»le  prior  . 
to  tka  atudy  and  vara 
alroady  (ellawlng  a  aoK 
davalopad  dlat.  Tkoaa 
auklaeta  vbo  raapoadod  tka 
kaat  vara  eldor,  kad  klfkar 
IMcC  lavala  and  kad  kiffkar 
intako  a(  total  #nd  fVTA  at 
kaaallna. 


Tka  aaaaura  o(  andaratandlag 
o(  tba  atudy  la  avldant  ky 
kalplng  ladlvlduala  raallta 
an  I— II 111' 1  (4  vaaka)  and 
auatalnad  raductloo  In  blood 
ckolaatarol  lavala  (1  yaar)- 
rtudy  auggaata  tkat  onea 
dlatary  raceaaondatloaa  ara 
undaratood.  cbangaa  vlll  ba 
■alntalnad.  Hutrltlenal 
laatruetlon,  tbara(ora, 
could  ka  lnatru»aat«l  In 
roduclng  blood  ckolaatarol 
lavala  In  tka  gaoaral 
population. 


at 


TABU- -COMTXimiD 


•tudy 

study  Daalga 

Subjacta 

Mathoda 

Kasult* 

Coaaanta 

Hareo  O.  J.  at  al 

Croaa- aactlonal 

Two  hundrad  and 

4 -day  food  racorda  and 

SPA  and  cholaatarol  corralatad 

Limitation  of  atudyi  diatary 

{Ift.    174) 

atudy. 

fittaan  nondiabatlc 

phyaleal  activity  racorda 

poaitivaly  with  all  thraa 

data  aalf  raportad.   Study 

Purpoaai  Kvaluata 

fraa-llving  aan,  32 

■alntainad  (4  yaara) . 

Indaxaa  of  obaaity  and  with 

dsBonstratad  that  SPA 

tba  atfact  of  diat 

to  74  yaara  with 

Indas  of  obasityi   BMt; 

faatad  and  insulin  raaponaa. 

eonauaption  la  positivaly 

, 

(•PA)  on  iDaulln 

angioffraphically 

changa  In  BMI,  and  waist 

Data  for  corralatlon  of  diat  and 

ralatad  to  Insulin 

lavala  in 

provan  coronary 

to  hip  ratio  (WRK) .  Paatad 

raaponaa  in  varioua  indaxaa i 

concantration  indapandantly 

nondiabatlc   (obaaa) 

artary  dlaaaaa 

and  raaponaa  glueoaa  and 

SPA       Choi 

of  obaaity  In  nondiabatlc 

•an  with  baart 

(CAD). 

Inatdln  lavala  aaaaurad. 

BMI           O.lt      O.IC 

aan  with  haart  dlaaaaa. 

dlaaaaa. 

changa  in    0.23     0.11 

study  sltat  Stanford 
Onivoralty 

Baaallna  lipids 

>boI;L  (>g/dti 

Diat  coapcaltion  (H  of 

BMI 

Maiat/hip     0.21      0.22 

Paat  inaulin  0.2«     0.23 

caloriaa) 

TC   4.4    (170) 

Total  Pat        32 

Inaulin      0.17     0.21 

U>L  a.S    (10«) 

SPA             10 

raapocaa 

HU)  1.3     (50) 

MDPA            12 

Carbohydrata  eonauaption 

othan  BMI  24.7 

POPA             T.S 
Choi           27* 
(■g/day) 

corralatad  nagativaly  with  all 
aaasuraa  of  obaaity  and  with 
both  aaaaura*  of  inaulin. 
Multivarlant  analysis  (howad 
that  SFA,  MUrA  and  cholaatarol. 

poaitivaly  and  algniflcantly 

corralatad  with  fasting  inaulin 

voraear  ■.  ■.  at 

Savanty  1<  to  1* 

All  aubjacta  conauaad 

All  subjaets  at  staady  stata  dua 

Egg  intaka  in  tha  ranga 

al  (%»t.    1*0) 

■tudy.  Mando*  and 

yaar-old  haalthy 

baaallna  diat  containing 

to  eonauaption  of  baaallna  diat 

conauaad  did  not  incraaaa 

eontrollad. 

■ala  unlvaraity 

thraa  agga/waalc  for  3 

for  3  aontha  aa  datarainad  by 

blood  cholaatarol  lavala  In 

Purpoaai   aaaaura 

■cudanta.  Proa- 

■ontha.  Ona  group 

aultipla  blood  lipid  analysis 

aalf  aalactad  dlat.  Authors 

oftact  of  3,  7,  or 

living  aubjacta 

continuad  thla  diat  for 

ovar  3  aonth  parlod.  Only  saall 

auggaatad  aavaral  raaaons 

14  a«ga  par  woak  on 

additional  5  months  and 

diftarancaa  within  groupa  and  no 

Cor  tha  abova  raaulta  auch 

aarua  lipid  lavala 

Kaaallna  lipid* 

■Bol/L  (mg/dL) 

raaaindar  aithar  conauaad 

aignificant  diffarancaa  in  total 

aa  a  high  fat  diat  with  a, 

In  aubjacta  who 

7  agga  or  14  agga/waak  for 

cholastarol,  LOL-cholaatarol  or 

ralativaly  low  p/s  ratio  aay 

tollowad  a  Naatam 

S  aontha. 

triglycaridaa  l>atwaan  groupa. 

cancal  affacts  of  additional 

diat. 

TC     4.4     (170) 

group  3  (14  agg/day)  had  high 

cholaatarol,  aacond  that 

Stody  Sltat   South 

LDL-C  2.S     (108) 

Qiat  coapoaition 

craatina  valua  (11*  varaua  *< 

thara  waa  a  aatabolic 

Africa 

aOL-C  1.3      (SO) 

uaol/L).  Oroup  3  had 

adaptation  to  coapanaata  for 

Othan  BMI  22.3. 

Bun- in   Bzpariaantal 

significantly  hlghar  total 

Incraaaa  in  eonauaption  of 

nonsaokara 

Cal   3190-342*   323S-3S4S 

protain,  total  pfioapholipid  and 

diatary  Choi  dacraaas  in 

Pat%  31-40        3»-41 

arachidonlo  acid. 

Choi  synthaais  or  incraaaa 

P/S   .7-.S         .7-.S 

in  Choi  allalnation  and 

Choi  3iO  403,  SS«,  or  SOO 

Blood  lipid  data  at  7  aontha 

third  that  tha  phospholipid 

(■a) 

■Icl/L  (agMLy 

contant  aay  l>a 

Patty  acids 

hypocholaatarolaalc  and  thua 

CKiO   22. S  ■«   saaa 

Oroup  12       3 

countar  act 

ClSiO    12.4 

hyparcholaatarolaalc  affact 

ClSil   14. S 

TC    4.3(142)  4.7(175)  4.3(1(0) 

of  addad  cholaatarol . 

ClSt3    12 

Ua.      2.4(»*)   2.4(104)  2.4(97) 

C20.4   .24 

HDL   1.3(45)   1.3(4*)   1.2(45) 

Group  1  •   3  agg/waak 

Oroup  2  •  7  agga/waak 

Thara  was  a  aignificant 

Sroup  3  •   14  agga/waak 

incraaaa  In  with  in  all  subjacta 
(4.4  kg  froB  baaallna). 
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•ta«y 


study  DsalflB 


ar«v«r  •.  A.  at  al    em>  prlaary 

(Mf.  170)  pravsncloo  coaputar 

aedal  to  aatlaata 
Itfatlaa  baaatlt  of 
rlak  (actor 
^>41(lcatioD. 
purpeaai   To 
avalvata  IKatlaa 
baaaftta  o(  radgcino 
total  aheloatarel  to 
pravoBt  cn>  through 
41at«ry  aodtdcatloa 
or  aadleal 
latarvaatloa. 
ttudy  aitai  Canada 


Bkatadt  •.  at  al 

(Ka(.  IIS) 


•ubjaeta 


Man  and  woaan,  aga 
a   to  (S  yaara  of 
aga,  (roa  of  CHS. 
•lood  cbolaatarol 
lavala  at  baaalina 
ranga  S.2  to  7.( 
■•ol/L  or  (200-low 
rlalc  to  300  ag/dl,- 
high  rlalc)  with  and 
without  additional 
CBO  rlak  (actor. 


TftBLB--COMTXMDK) 


Mathoda 


Dlat  and  asorcl aa 
latazvantlon  atudy. 
Control lad  atudy  In 
(raa-  living 
aubjacta. 
Purpoaai   to 
dataralna  tba  a((oet 
e(  low  calerla,  (at, 
and  cholaatarol  dlat 
on  blood  cholaatarol 
and  trlglyearlda 
lavala. 
•tudy  alto I 


Coaputar  aodal  baaad  on 
rramlnghaa  Kaart  Study, 
Canadian  Li (a  Tablaa, 
Canada  Baalth  Survay  Data. 
Prograa  aatiaata  avaraga 
aspaotancy  aaaociatad  with 
•odKylng  ona  or  aora  CRO 
rlalc  (aetora.   Into  aodal 
(oliowiog  (aetora  ara 
Incorporatadi  aga,  aas, 
diaatollc  blood  praaaura, 
total  cholaatarol,  la(t 
vantrleular  hypartrophy  , 
glucoaa  Intolaranca  and 
cigaratta  aaolclng. 
Ad)uataanta  alao  aada  (or 
ROL  uaing  gandar  apacKie 
■Dt  aodldcatloa  (or  ean 
•nd  woaan.     


Raaulta 


•avan  haalthy  aalaa, 
aga  ]1  to  )7  yaara. 
Nonaaolcara.  (tudy 
Includad  atataaant 
that  aubjaota  had 
normal  cholaatarol 
and  trlglyearlda 
lavala  but  blood 
lipid  data  not 
provldad. 


fUMHiatlon  digt  ((at  2« 
to  )e>  o(  calorlaa)  and 
axvrciaa  (run  S  to  10  ka, 
}  to  4  tlaaa  par  waak)  (or 
1  MWth  prior  to  atudy. 
four  dl((arant  dlata 
caaparadi  I  daya  aach  dlat 

(•olid  (ood).  ona  taat  par 
yaar.  wbila  croa*  country 
akllng  1(0  Ra.  Low  calpria 

(LCa)i  Wlgh  (at  and  high 
Choi  (ir/lic)!  high  cbol 

(>c) 

Lc«   HP/  ac 


•td 

Cal  1000 
rat   }( 

«*) 

C»o).  }•« 
(W) 

c«rb  97 

(H) 


aioo 

21 


HP/ 
K 
3000 
52 


1000 

a» 


UO   4*0   410 


to 


>4 


SO 


Ability  to  (oracaat  IKatlaa 
banadta  dapanda  on  baaalina 
lavala,  aga,  aas,  and  praaanea 
and  abaanca  o(  othar  rlak 
(aetora.  Raduclng  aarua 
cholaatarol  lavala  S  to  }}\ 
Incraaaaa  tha  avaraga  11 (a 
akpoctancy  O.OS  yaar  or  11  daya 
to  1.14  yaara.  Tha  avaraga  onaat 
e(  ayaptoaatic  CHO  would  ba 
dalayad  by  0.0<  or  22  daya  to 
4.00  yaara.  Aaong  IS  yaar  old 
aan  and  woaan,  without  othar 
rlak  (aetora,  raduclng 
cholaatarol  (roa  300  to  200 
ag/dL  with  dlat  or  aadleation 
would  Incraaaa  lit*  aspocVMiGy 
l.«4  yaar  (sm)  and  0.90  yaar  - 
(woaan) . ^_^ 


'hta 


A  aignl (leant  dacraaaa  In  both 
total  cholaatarol  and  UWoC  by 
eeaauaptlon  o(  aach  e(  tha  taat 
dlata  eeaparad  to  lavala  at 
baaalina.  No  aignidcant  changa 
la  K>L-C  with  atandard  or  low 
anargy  dlat.  signi (leant 
ineraaaa  In  RSL-C  with  high 
(at/blgh  «bolaat«rol  dlat  (10%) 
and  high  ebolaatarol  dlat  (30X) . 
farua  trlglyearlda  dacraaaad  by 
aora  than  )o%  but  no  dKfaraaea 
dua  to  dlat. 

Mood  lipid  4*M  (actual  valuaa 
not  provided) I  data  proaontad  aa 
parcant  ineraaaa  •*  dacraaaa i 
ftd   tea   >r/    K 
»c 
TC    .20    •«   'to    -11 
bOb   •>•    '**  '*l           •** 
WBf,            t            •   10     10 
•ody  vaigbt  docraaaad 
aignldaantly  en  low  ealartaa 
dlat,  (>  k«>-        


Coaputar  aodal  uaad  la  baaad 
on  ralativaly  abort  tara 
clinical  data  -  S  to  10  yaar 
to  pradict  IKotlaa 
banadta.   wida  variation  In 
raaulta  (roa  raduetlon  o( 
blood  cholaatarol  in  aan  and 
•oaan  o(  varloua  agaa. 
Kaaulta  aiallar  to  othar 
aodal*  uaad  to  aaclaata 
Iganadt  (roa  lowarlng  blood 
cholaatarol.  Por  asaapla 
Taylor  aodai  a  6.7%  daclina 
in  total  cholaatarol 
Incraaaad  11 (a  azpactancy  2 
daya  to  2  aontha  (or  low- 
rlak  aan  and  woaan  aga  20  ta 
(0  yaara. 


<>thar  raaulta  not  ahown  in 
tabla  warai  haavy  asarclaa, 
irraapactlva  o(  (at, 
calerla,  or  cholaatarol 
eontant  o(  dlat,  dacraaaad 
LOL-C  lavala  in  haalthy  aan. 
laoaa  in  abort  tara  body 
tfolght  did  net  Ineraaaa 
clkolaataral  lowarlng  a((aet 
o(  law  calorla,  low  (at  and 
ehelaatarol  dlat.   short 
tara  hoavy  phyalcal  activity 
bad  atrongar  induanca  on 
blood  cholaatarol  lavala, 
than  did  (at  er  cholaatarol 
Eontant  e(  dlat.  Larga 
««rianca  in  trlglyearlda 
lavala  aaong  individual a. 
Can  only  apply  raaulta  to 
•hart  tara  haavy  axarciaa  - 
dlat  and  net  aedarata 
OBetciaa  and  dlat  a((acta  aa 
iwy  ba  r  B— nn  in  general 
publle. 
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« 

s 
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I 


TABLC— COMrniDID 


■tii4y 


Kek  r.  J.  •«  •! 

(••f.    171) 


•lM«    C.    St    •! 
(IMf.    1«1» 


•t«4y  PaalOB 


C«a«-ceatrel  atudy 
eoodnctad  !*••  to 
l>t7. 

r«rpea«t  to 
totcrmiB*  tb«  lav»la 
of  a  trae*  alaaaat, 
aatlosldanc  and  WOWX 
lavala  la  patlaata 
with 

atbareaclareala . 
•tudy  alcai 
■atbarlsBda 


Lioaoieudlaal, 
•wrvay. 

rurpeaa i   aurvay  of 
Hla^ale  praacheel 
ehlldraa  la  Naw 
Tork,  Baaauraaaata 
Inoluda  aaniB 
llplda,  dlatary 
ladaz  and  body  aaaa 
tadaz  (Ma). 


aubjacta 


Mlaacy-oaa  CMD 
(oaaaa)  and  72 
ooatrol  aala 
Bublaota,  avarava 
aoa  S3  yoara.  otbar 
ceafouadara- 
prepertloBi  aloolMl 
(CSV.  aaoka  (2*V), 
hyportaaaloa  (ISX), 
Ml  {i%%   1b  caaoa  and 
1S\  la  eoatrola) . 
All  aubjaeta  baa 
coronary 
angleorapby. 
■tanoala  la  at  laaat 
eaa  oorooary  voaaali 
oaao  aobjaeta  >t%\ 
aad  <  S0%  of 
eostrola. 


Oaa  hundrad  aad 
alght  baalchy  ($7 
boy*  aad  SI  alrla) 
■lapaalo  cklldraa, 
avaraga  aaa  4 . S 
yaara.  Maaa  aanaa 
total  cholaatarol 
(TC)  for  10* 
cblldraa  waa  ISS 
■a/dL  and  LOL- 
cbolaatarel  waa  t7 
^/dL. 


Matheda 


Plaaaa  aalaalua  aa4aurad 
by  aautron  activation; 
tocopherol  by  hlffh 
praaaura  liquid 
ebroaoflrapkyi  gaa 
ckroaatograpby  of  aatkyl 
aatar  darlvatlva  of  lipid 
astract  of  plaaaa  POFA. 


Pour  24 -hour  dlatary 
raeord,  1  aoatba  apart. 
TWO  Nlllatt 
aaalquantltatlvo  food 
traquaacy  quaatloaaalraa 
approzlaataly  •  aontha 
apart. 


Kaaulta 


Caaaa,  coaparad  to  eontrola  had 
algalflcantly  high  lavala  of 
total  cholaatarol  and  U>1- 
cholaaterol  and  lowar  lavala  of 
dlaatollc  blood  praaaura  aad 
HOL-cholaatarol .   Plaaaa 
aalanluB  waa  •Ignlflcaatly  lowar 
la  caaaa  coaparad  to  eontrola. 
Mo  algniflcant  dlftaroncaa  In 
tocopharol  or  PurX'a.   ta 
aubgroup  of  caaa  whara 
tocopharol  la  low  (laaa  thaa 
14S2  ug/dL),  thara  la  a 
cerraapoadlng  algal f leant  lowar 
ratio  of  aalaalua/POPA. 


•oya  had  allghtly  hlghar  aartia 
TC  and  LDL- cholaatarol  than  tha 
total  group  or  tha  glrla. 
Chlldran  la  tha  hlgbaat  tartlla 
of  total  tat  conauaptloa  (34.2% 
of  total  ealorlaa)  coaparad  to 
tha  lowaat  tartlla  (30.2X  of 
ealorlaa)  had  algalflcaatly 
hlghar  TC  aad  LDL-cholaatarol 
Purtharaora,  cblldraa  la  tba 
hlgbaat  tartlla  of  SPA 
conauaptlon  (14.4  V  of  ealorlaa) 
coaparad  to  lowaat  tartlla 
(11. 2X  of  ealorlaa)  had 
algnltlcantly  hlghar  TC  aad  LDL- 
cholaatarol  lavala. 
Blood  lipid  data  (ag/dL) i 
Wutr.  SPA     Tartllaa 


aata 


Dlatary  hlatory,  which  could 
lapaet  on  thaaa  raaulta,  waa 
not  providad  In  atudy.  Study 
laclu  a  control  group  which 
bad  no  pravloua  hlatory  of 
or  who  had  no  MI  or 
atharoaclaroala.  Alao 
aubjacta  had  aany  otbar  rlak 
factora  which  aay  ralata  to 
tha  raaulta  l.a.,  aaeklng 
and  not  dlractly  to 
atharoaclaroala.  Tha  raaaon 
for  evaluating  tha  atudy  waa 
bacauaa  of  aafaty  concaraa 
with  propoaad  chaagaa 
dlatary  coapoaltlon  dua  to  a 
dacraaaa  In  SPA  conauaptlon 
aad  raplacaaaat  with  otbar 
autrlanta  auch  a a  POPA  and 
aleroautrlant  atatua  (auch 
aa  aatloxldanta)  hava  baaa 
axpraaaad.  Soaa  pravloua 
raporta  auggaatad  that 
aalanlua  waa  algalflcaatly 
lowar  la  acuta  MX  or  thoaa 
who  dlad  troa  CVD. 


— rsi 

Snd 

3rd 

TC         1S2 

ist 

172 

LM.-e      *2 

ti 

!«• 

N«tr.  *P  (total 

tat) 

M       IS4 

l4l 

171 

L8t.-d     ii 

>* 

!•* 

Plndlnga  auggaat  that 
dlatary  tat,  particularly 
SPA,  la  Incraaaaa  blood 
cholaatarol,  aapaclally  LOL- 
Chol  In  praacbool  chlldran. 
Correlation  R' 

TC       LDL-C 
SPA   0.12       0.14 
TP    0.04       0.10 
Data  adjuatod  In  aultlpla 
linear  regreaalon  aodala  for 
caloric  Intake,  age,  aex, 
and  body  aaaa  ladaz. 
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TABU— CONr 


'tMDtO 


•tudy 


rrawltt  T.  ■■. 

•I  (««t.  IT() 


8tu4y  Oastgn 


centroll«4  ellDlc«l 
trl*l.  dl«t 
iDtsrvantloa  la 

•ub5*et«. 

rurpoaai  to  ceap«r« 
•ftMta  o(  high  (17^ 
of  c«lort**>  and  low 
(•t  (20H  of 
e*lorl*«)  dl««  on  •. 
laaulla  Ilk*  growth 
(actor  and  b.  blood 
cholaatarol  lavala 
•tudy  altei  Chicago, 
IL. 


tubjacta 


■Ightaan  haalthy 
prasanepauaal  woaaD, 
■aan  aga  13  yaara. 
•ubjacta  had  hlghar 
than  avaraga  lavala 
of  blood  cholaatarol 
(SOth)  porcanttla. 
•aaallna  blood  lipid 
data  ochar  than 
raaga  notatad  abeva 
waa  Dot  providad  In 
tha  papar.  othan 
■aan  MU  JOr  m^ll 
•MI  III  n>«  Mil 
It. 4. 


Mathoda 


Xll  aabjacta  conauaad  tha 
17%  (at  dlat  (or  4  wa«ka, 
(ollowad  toy  20  woaka  of  a 
tha  20V  (at  dlat. 

plat  eo»poaltloB  (X  of 
calorlaaT 

Nigh  (at  Low  (at 
pat      17%       30% 

r/f      O.S        l.t 
Choi     2*4        »4 
(ag/d) 

Maala  providad  and 
•onitorad  on  alta. 
kbaoluta  aaouat  o(  SPA  and 
POPk  dlatary  data  not 
providad  In  atudy;  no  data 
en  Morx  contant  providad. 


Maulta 


Nhan  all'  aubjacta  .wara 
conaldarad,  total  cholaatarol 
(TO  and  U>L-cholaatarol  tandad 
to  dacraaaa  by  conauaptlon  of 
low  (at,  low  cholaatarol  dlat 
ConauBptlon  of  low  fat  dlat  by 
tha  obaaa  group,  dacraaaad  TC 
and  LOL-cholaatarol . 

■lood  lipid  datai  tntlra  group 
varaua  Obaaa  Cg/dl.) 

17%  20V  17\  20V 

TC      200  lOS  20S  1*1 

LOI.     127  120  141  127 

MDI.     4*  SO  40  41 

Mo  ralationahtp  waa  obaarvad 
batwoan  Mil  and  TC  or  tOL- 
cholaatarol  whan  all  aubjaeta 
vara  conaldarad  togathar  or 
dlvldad  into  noiaal  waight  or 
obaaa  g(;oupa. 


nta 


Thara  waa  no  run-In  or  dlat 
atabilliation  parlod.  Tha 
atudy  did  not  uaa  a  waah-out 
parlod  batwaan  diata  or 
altarnatlvaly  uaa  croaa  ovar 
daaign.  In  praaanopauaal, 
obaaa  woaan  conauaptlon  of  a 
dlat  In  which  (at  waa  30V  of 
calorlaa  and  »4  ag/day 
raducad  TC  and  VOL- 
jcholaatarol ,  Varlanea  in 
abaoluta  aaounta  of  rupA, 
SPA,  MUPA  coaplicataa 
Intarpratatlon  and 
applicability  o(  raauXta  to 
ganaral  public  or  a 
•vbpopulatlon. 


.4t> 


O) 


TABLt-  -C0lfrXMDI6 


•tudy 


ttudy  Daalgn 


••rllB  I.  ac  al 

{%»t.     1ST) 


Clinical  trial, 
dlacary 

Intarvaotloo,  traa- 
llvlng,  eontrollad, 
randoaliad  atudy. 
rurpoaai   To  eaapara 
tba  aftacta  of  high 
tat  dlat  (4 OX  of 
calerlaa)  aad  low 
Cat  dlat  (2»X  o< 
calorlaa),  on  blood 
cholaatarol  lavala 
and  llpoprotaln 
fluidity  In 
praaanopauaal  woaan. 
Olata  alao  varlad  la 
aaount  oC  rurx  and 
•M. 

•tudy  altai  BHMliC, 
••Itavllla  Maryland. 


lubjaeta 


Thirty- aavon  baalthy 
woaan  batwaan  20  and 
40  yaara  of  aga 
aalactad,  II 
(lalabad  tba  atudy. 


Mathoda 


rraa  cbolea  dlatary  parlod 
tor  eoa  aanatrual  cycla. 
All  woaan  wara  than  placad 
on  high  tat  dlat  for  4 
aontha  (4  aanatrual 
eyclaa)  and  than  awltchad 
to  low  tat  dlat  tor  4 
■ontha.  Pood  waa  provldad, 
aatan  on  alta  or  praparad 
for  hoaa  conauaptlon. 
Approslaataly  2,340  kcal 
par  day. 

Dlat  coapoaltlon  data  (X 
of  anargy) i 
Mutrlant  and  dlat 
Intarvantlon  grovpa 


1 

a 

1 

4 

Carb  4S 

4S 

44 

44 

rat   If 

I* 

1* 

1» 

Cbel  174 

a«> 

310 

1»» 

(■g) 

*P*    44 

2T 

11 

13 

(g> 

Cltil  10 

11 

11 

17 

(g) 

»•>!  IS 

If 

7 

11 

(g) 

Fluidity  aaaaurad  by 
fluoraacaaoa  anlaotroplaa 
ualag  tba  preba  1,( 
dlpbanyl  1,1,1  baxatrlana 

(DM). 

Manic* 


Plaaa*  cholaatarol  lavala  warf 

lo««ar  during  lutaal  phaaa  of 

aanatrual  cycla  ragardlaaa  et 

dlat. 

•lood  total  cholaatarol  data 

(ag/dL) I 

Dlat  groupa 

13      14 
Pollela 

140   1S3   1S7   1S4 
Lautaal 

14*   140   1S3   149 
In  ganaral  low- tat,  and  hlgbar 
portion  of  roPA  In  tba  dlat 
Ineraaaad  llpoprotaln  fluidity. 
Fluidity  of  VIDL   wa*  ralatad  to 
olaata  and  llnolaata.   Fluidity 
et  LOL  and  BOL,  bowavar,  abowad 
an  Invaraa  ralatlonablp  to 
olaata  and  llnolaata  contant. 


ant  a 


It  la  difficult  to  avaluata 
atudy  baaad  on  P/S  ratio, 
without  graaa  or  parcant  of 
■PA,  PVPA,  and  MOPA  In  tha 
dlat.   It  la  poaalbla  that 
tha  *PA  contant  of  tha  dlat 
waa  tha  aaaa  throughout  tha 
atudy.  Thla  waa  not  tha  eaaa 
In  thla  atudy  aa  ahown  by 
coapoaltlon  In  g  of  SPA 
contant.   Mo  conalatant 
ralatlonablp  aaargad  troa 
tha  atudy  to  Indlcata  that 
llpoprotaln  fatty  acid 
contant  dataralnad  altbar 
LOL-C  or  aOL-C  fluidity.  Tha 
dlatary  cholaatarol  contant 
waa  aora  algnlf leant  than 
fatty  acid  contant  In 
dataralnlng  LOL  fluidity. 
Thla  raault  would  auggaat 
aaotbar  iaportant  rola  of 
dlatary  cholaatarol  aaparata 
troa  Ita  aftact  on  blood 
cholaatarol  lavala.  Changaa 
In  fluidity  of  llpoprotaln 
partielaa  aay  in  tarn  altar 
tbalr  Intaractlon  with 
racaptora  and  tharafora 
altar  tha  fata  of  blood 
cholaatarol  lavala 


scady 


•aisarr*  T>  !••  •* 
al  («•(.  ISS) 


f««idy  Daalga 


eroaa- aaetloDal 
ruiveaai   to  •saalsa 
tka  calactoaahlp  o( 
•avaral 

aar4tavaaoul4r 
dlaaaaa  rlak  taet»ra 
(COitr)  aueh  aa  blood 
pvoaaur*  or),  tocal 
eholoataroX  (TC) , 
■CC-e,  BKX  aad 
paroaat  ot  tac  vlth 
dally  aDorffy  latakaa 
iU)  and  dally 
aaarsy  aspaBdltvr* 
(U). 

•tvdy  altai  North 
Carollaa 


•vkjMta 


raraara  a*d  (ais 

wlvap.     M  MB  (aaa 
a«a  SI)   74  ««■•> 
(Boaa  a«a  SI) . 
Ha  for  aaa  «aa  <3 
and  41  for  weaaa. 


Matboda 


Oiatary  data  aad  activity 
raeorda  oellaetad  (or  4 
daya.  aubjacta  vara 
taatruetad  to  aalBtaia 
thalr  aot«aI  dlat  and 
aetlvltlaa.  No  dlatary 
coavoaltioB  provi<^  1b 
tha  atttdy. 


Kaiulta 


ror  both  aalaa  and  (aaalaa,  at 
avary  aoa  aroup,  anargy 
azpanditura  <n)  waa  graatar 
thaa  anargy  intaka  (■!).  Maaa  IZ 
aad  U  vara  atatlatteally  laaa 
tra«  (aaalaa  than  (or  aalaa. 
Maaa  ayatolie  M,  dlaatolic  BP. 
TC.  mBL-C    vara  wlthia  Boraal 
llalta.  Maaa  TC.  lOL-C  aad 
dlaatolic  bP  «raa  alightly  hlghar 
la  (aaalaa  thaa  la  aalaa. 


inta 


n  obtaiBod  (rea  a  raliabla 
activity  raeord  aay  ba  a 
Msra  practical  tool  (or 
aaaaasing  tha  poaalbla 
ralatioaahip  e(  aaargy 
aatabollaa  to  cao  rlak 
(actora  auch  aa  total  aad 
LOL  cholaatarel.  Malaa  «ho 
aspoBd  anargy  (azarciaa)  aay 
raduca  rlak  o(  CHO. 


Blood  lipid  data 

■w>l/L  (ag/dL) 

Malaa 

Paaalaa 

TC     S. 4(204) 

S.4S(110) 

UK.     1.*4(IS4) 

}.t7(14() 

■OL     1.>4(S2) 

l.S«(41) 

NboB  BI  «oaparad 

to  BB,  (ara  aaa 

coBauaad  aad  aspaadad  aora 

aaargy  thaa  (ara 

weaaB. 

Baargy  datai 

Malaa 

Paaalaa 

BI      3411 

1741 

a        4100 

2*1* 

BalaBca(BI-SB) 

•  ltt4 

-list 

.O) 


«tudY 

OaMckar  P.   M.  M- 

•t  al  (Rat.  it)) 


■tudy  DaalflP 

Qlatary  IntarvanttoD 
•tudy.  Crosa-ovar 
daalga,  lo  (raa- 
Ilvlao  aubjacta. 
rurpoaai  To  eoapara 
cba  attaet  to  two 
dlatai  ona  anrlchad 
Id  trx  and  tha  othar 
anrlchad  in  rOFA  on 
poatprandlal 
llpoprotain 
aatabollaa 
•tudy  altai 
Natharlanda 


tubjacta 

Twalva 

oocmal ipldaaale 
aublacta  (als  Balaa 
and  als  (aaalaa) , 
aflaa  21  to  3i  yaara. 
Subjacta  bad  fixad 
pattam  of  dally 
actlvitlaa,  nona 
aaokad.  Othar i  aaan 
•MI  waa  23. 


TAILS-  •eOMTINDIO 


Mathoda 


■ubjaeta  eonauaad  aach 
taat  dlat  •  daya  with  a  4- 
waak  waab-out  with 
habitual  dlat.  Lunch  waa 
praparad  In  boapltal 
kltchan.  Maala  eonauaad  at 
tlsad  tlaa  Intarvala. 
Dlatary  Inatruction  waa  : 
•Ivan  and  dlatary  racorda 
■alntainad  tor  braakfaat 
and  dlnnar  aaala.  Rata  of 
abaorptlon  of  ratlnyl 
palBltata  waa  uaad  aa  a 
■arkar  to  Baaaura  rata  of 
fat  abaorptlon  waa  addad 
to  lunch  aaal  on  day  9  of 
tha  atudy. 

Dlatai  contalnad  2,400 
kcali  fat  }(.SX  and 
Carbo  47. S\  of  calorlaa) 
and  Choi  3«4  ag/day. 


1%  of  calorlaa 

-  dlatai) 

ar* 

PUPA 

•FA       21 

10 

HUVA       13 

• 

POVA        ) 

1< 

SPA 

PUPA 

lit 

lOt 

71 

s» 

34 

16 

Paiulta 

ConauBptlen  of  tha  PUPA  anrlchad 
dlat  raaultad  In  a  algnlflcant 
dacraaaa  In  TC  and  U)L-C 
coaparad  to  SPA  anrlchad  dlat. 
HDL-C  waa  not  algnlf Icantly 
altarad  by  dlat. 

Blood  lipid  data  (ag/dt) 


TC 

UlL-C 

RDL-C 


Othar  raaultai  Thara  waa  a  4  3\ 
dacraaaa  in  chyloalcron  and 
thair  rualnanta  aa  wall  aa  a  30V 
dacraaaa  in  VU3L  dua  to 
conauaptlon  of  tha  PUPA  anrlchad 
dlat.   Chyloalcron  raananta  wara 
43X  aora  rapidly  raaovad  on  dlat 
rich  in  l>OPA  coaparad  to  dlat 
rich  in  SPA.  Sinca  tha  rata  of 
abaorptlon  la  tha  aaaa,  an 
Incraaaa  in  tha  rata  of 
claaranca  of  triglycarida  and 
ebolaatarol  rich  particlaa  aay 
axplain  tha  aianiticant  dacraaaa 
In  blood  lavala  of  thaaa 
llpoprotain  particlaa  by  PorA- 
anrlchad  dlat. 


COB 


»nta 


•acauaa  of  tha  abort 
duration  of  tha  atudy  (» 
daya),  appllcabla  raaulta 
rafar  to  abort  half-livad 
llpoprotain  particlaa 
(chyloalcron,  VLOL  and  thair 
raananta) .  Undar  thaaa 
circuaatancaa  cannot 
concluda  whachar  or  not  tha 
PUPA  anrlchad  dlat  altarad 
tha  laval  of  KOL.  Sacond, 
tha  PUPA  anrlchad  dlat  waa 
alao  raducad  in  SPA  (about 
lOV  of  calorlaa) .  Thla 
dacraaaa  in  SPA  contant  aay 
account  tor  dacraaaa  in  TC 
and  U>L-C  obaarvad.  Thua 
addad  PUPA  whan  aubatitutad 
of  SPA  did  not  nagata  tha 
cholaatarol  lowarlng  affact 
of  dacraaalng  tha  SPA 
contant  of  tha  dlat.  If 
futura  atudiaa  aupport  thaaa 
raaulta  auch  that  a  PUPA 
anrlchad  dlat  Incraaaaa  tha 
rata  of  claaranca  tor 
chyloalcron  raananta,  thla 
could  auggaat  a  dacraaaa  in 
a  llpoprotain  partlcla  of 
atharoganic  potantlal. 


< 
O 


cn 

00 

Z 

p 


o 

9 
o 
«n 


0> 

C 


(D 


58 

5" 

e 

a 

C 


10 

CD 
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•ta4y 


••IteXl,   J.   c.   ac 

•1    (Hat.    ISI) 


•tudy  Daslga 


Cro««-««etlonal 
•urvay 
Purpea* ■      To 
dacatmlDa  la  tbara 
la  •  ralatloaablp 
fcacwaaa  llnolale  and 
llaolaDle  eootaat   la 
fflutaal   tat  tlaaua 
ai>4  aartia  llpl4a. 
•tu4y  alcai      tlva 
populatlona  In 
Burep*   (t— aatt, 
Macharlaada, 
•alalia.    Italy  aa4 
Poland) 


•ubjacta 


Thraa  bundrad  and 
twaaty-aavaa  aaa 
•0ad  )•  txam   flva 
luropaan  tewna, 
•paclttc  dacalla  of 
ganaral  baaltb, 
axcapt  tor  aaoklng 
hablta  ttora  net 
piaaantad  la  tba 
papar.  No  dlacary 
data  «aa  avallabla 
tor  avaluatloa. 


Mathoda 


Pat  blopalaa  takan  troa 
tba  uppar  outar  quadrant 
of  tba  laft  buttock.  Sana 
llplda  (total  cbolaatarol, 
HOL-cbolaatarol  and 
trlglyearldaa)  vara        | 
datormlnad  antymatleally 
(ftar  an  ovornlgbt  taat. 
LDL-cholaatarol  dataimlnad 
by  tba  Prldawald  aquation. 


Daaulta 


Xdlpoaa  llnolale  contant,  whlcb 
varlad  wldaly  waa  lowaat  In  »an 
troB  Poland  ((.6\)  and  bigbait 
In  Man  froa  Palqlua  (16.TV- 
LlBolanlc  acid  contant  waa 
lowaat  la  Bac  (roa  Italy  (ft.SX) 
and  hlghaat  Ir  aan  troa  Swadan 
and  tba  Natharlanda  (0.t%). 
Llnolale  add  waa  na«atly«)r 
corralatad  wltb  U>t.-C  (-0.15,  p< 
•  •0).)  and  total  cbolaatarol  (r>- 
0.17,  p<0.01).  Llnolacle  acid 
waa  nagatlvaly  corralatad  wltb 
aorua  trlglyearldaa  (r->.14, 
p<O.OS).  Tbara  waa  a  algnltleant 
dlttaranea  la  WOL-C   lavala  , 
wltb  tba  blgbaat  laval  In  aaa 
trea  Italy,  Palglus,  and  twadan 
aad  tba  lewar  eencantratlon  In 
•as  (roa  Poland.  Total 
cbolaatarol  and  U>L-c  waa 
blgbaat  in  Italian  aalaa  (TCa 
<.2  HBol/l.  and  VDL'Cm   «.} 
^tol/LI  but  lowaat  In  Swadlah 
waa  (TC>  S.T  aael/L  and  Ud-C* 
}.»  MkOl/LI  . 


10 
si 

s] 


.C( 


nta 


Tha  authora  concludad  tbat 
tbara  wara  aajor  dlffarancae 
In  tbaaa  adlpoaa  unaaturatad 
fatty  aclda  froa  dlffarant 
Buropaan  coaaunltlaa  which 
corralatad  with  aoaa,  but 
net  all  tarua  lipids. 
Mlpcaa  llnolale  and 
1 Inolanlc  contant  did  not 
adaquataly  axplaln  tba 
•  Ignlf leant  dldaraneaa 
obaarvad  In  aarua  HOL-C  and 
trlglyearldaa. 


(t* 


TABU-  •cotrrmuto 


■cudy 


•tudy  Daslgn 


subjacti 


•tothods 


Kasult* 


•nt« 


Bretm 

kl. 

(Raf.  1«0) 


■.  *. ,  at. 


Dlatary 
Intarvanclon; 
dlatlclan- 
Inacruetad  and 
•ulclpla  Ir.tarvlawa; 
traa-llvlag;  aaal* 
provldadi  food 
cenauapclon 
■uparvlsadt  dlatary 
racord*  aalncalnad 
and  chackad. 
Purpoaa i   aaaaura 
affacc  o(  dlatary 
cholaatarol  on  blood 
llplda. 
•tudy  (Itai  Austria. 


Study  li   •! 
noraellpldaalc  (laaa 
tban  240  BO/dL 
faattno  TC,  175 
■g/dl.  LOL-Cli 
haalthy  outpatlant 
■alaa  (agad  30  to  50 
yaara.  aaan  aga  2*.( 
yaar) . 

Study  2i  14  of  tha 
SI  malas 
partlclpatad. 


Study  1.  Two  dlata  () 
waaka  oacb)  of  (-waak 
Study.  PI rat  1  waaka ■  low 
Choi  dlat  (fat  4  0\t  carb 
4SHi  protaln  ISX  of  total 
calorlaai  Choi  laas  than 
300  aa/day) .  Sacond  i 
waaka I  alBllar  to  first  S 
waaka  plus  <  aggs  par  day 
(1.300  ag  Chol/day).  Dlat 
fat  coaposltlon  astlaatad 
baaad  on  parcant  of  C-l< 
and  C-IS  for  SPA,  c-lSil 
for  MOPA  and  C>l(i2  for 
PUPA. 


study  1  fat  eontant 
calorlas) 


{S  at 


total   fat 

3*% 

SPA 

llfk 

MUPA 

13«i 

POPA 

4V 

Study  2.  Pour  dlats 
eoaparad,  3  waaks/dlat, 
for  a  total  12  waaks. 
Parcant  of  Carb  and 
protaln  saaa  aa  abova. 
Estlaats  of  fat 
dlatrtbutlon  for  study  2. 


Tast  dlats 


TP 

SPA 

MUPA 

POPA 


4S 

11 

20 

7 

Choi  300  1,300 

(■g/d) 


2 
44 

11 
20 

7 


3  « 

4S  44 

S  S 

10  10 

20  II 

300  1,300 


300 

TC 

171 

LOL-C 

102 

BDL-C 

S2 

Study  1.  In  tha  SI  noraotanslva 
■alas,  dlatary  cholaatarol 
conauaptlon  Incraasad  total 
(12\),  LOL-C  (17%)  and  BOL-C 
(S\)  significantly. 

Blood  lipid  data  Cg/dL) 


1,300  Bg 
1*2 
120 
5$ 


Study  2.   LDL-C  lavala  Incraasad 
significantly  (27X)  on  tha  high 
SPA-higb  cholaatarol  dlat  (dlat 
2)  coaparad  to  SPA  anrlchad  dlat 
with  low  cholaatarol  (dlat  1) . 
vnian  aubjacts  awitcbad  froB  SPA 
anrlchad,  cholaatarol  rich  dlat 
to  PUPA  anrlchad  low  cholaatarol 
dlat;  TC  and  LOL-c  dacraasad 
significantly  (31\)  and  KOL-c 
was  unchangad  (to  dlat  3) .  LOL-C 
was  lowast  on  tha  PUPA  anrichad- 
low  cholaatarol  dlat.  Adding 
cholaatarol  to  PVPA  Incraaaad 
LOL-C  (2S\)  (diat  4) . 

Study  2.  Blood  lipid  (ag/dL) 


Raaults  daBonstratad  that 
both  dlatary  SPA  and 
cholaatarol  Incraas*  total 
and  LDL-C  lavals  in 
nonaollpidaBic  malos.   Tha 
study  includad  tha  usa 
highar  lavala  of  total  fat, 
dlatary  chclastarol  and  PUPA 
than  la  racoaaandad  for  tha 
ganaral  public. 


TC 

LOL-C 

HDL-C 


1 

1S2 

•  • 

SI 


2 
17S 
112 

S4 


3 

137 
77 
4( 
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TABU — COMTIMOSD 


Study 


•tu4y  Daalgn 


V«l«ca,  L.  M.  at 
•1  (MC.  !••) 


Dlacary  Incatvancloa 
la  fraa-llvlBfl 
•ublaeta.  Croaa-ovat 
daal9B.  coavaatual 
Klxad  aelld  fooda, 
■aala  provldad  and 
cesauaptloa 
•onltorad.  rood 
racoada  Balntalaad. 
Duplleaca  portloaa 
of  aacb  diat 
eollaccad  dally  and 
aoalyiad. 

Purpoaai   to  eoapara 
affact  of  dlata 
anrlcbad  In  altbar 
MOTft  or  POFA  DO 
aaniB  llpopretaln 
Study  alcat  rloland. 


•ukjaeta 


Ptfty-Dlna  ^aaltby 
voluBtaara  ()0  aan, 
3*  woaaa),  aflad  !•• 
(S  yoara  (aadlaa  aS 
yaara) .  At  baaallna 
aubjacta  TC  waa  4.tl 
■Bol/L  or  1(«  BO/dl. 
(■an)  and  S.ll 
■■ol/L  or  >01  ag/dt. 
(woaaa) .   tukjaota 
■alotalnad  DorBal 
IKaatyla  (aaaa 
aaeklag  bablta, 
alcohol  eonauHptlon, 
and  azarelaa) . 


Machoda 


•tudy  laatad  (1  daya. 
kaaallM  dlat  3  waaka  (fPA 
anrlchad) ,  lollowad  toy  two 
taat  dlata  (PDPA  or  MDPA 
anrlcbad)  for  35  daya 
aach.  MOTA  anrlchad  diat 
uaad  rapaaaad  oil  and 
contalnad  SX  SPA,  StX 
NUPA,  24X  POPA  |n-«l  and 
IJX  PUPA  In- J).  POPA 
anrlcbad  dlat  uaad 
aunflowar  oil  and 
eontalnadi  12X  SPA.  3M 
MDPA,  «5X  POPA  (n-f). 

Plata  aa  X  of  total 
caiorlaai   ^~ 

UXan     PUPA   MDPA 


Pat  J(  !• 

■PA  1>  1> 

MOPA  11  1« 

PUPA    4  IS 

Choi  1S4  3 IS 


31 

13 
1( 

• 


Kaaulta 


Dlatary  ceapllanca  aaaaaaad  by 
plaaaa  pboaphollpld  fatty  acida 
coapoaltlon.  Both  PDPA  and  MDPA 
anrlcbad  dlata  algnifleantly 
raducad  TC  and  LOL-C  froa 
baaallna.  Tha  MDPA  anrlcbad  diat 
raducad  TC  and  LOL-c  aora  than 
POPA  anrlchad  dlat.  Blood  lipid 
datai  BBol/L  (BS/dL) 

»A«B     POPA     MDPA 
TC   S.1(30S)  4.4(17*)  4.S(174> 
LOL  3.3(131)  3.4(100)  3.4  ((3) 
HDL  1.3  (SI)  1.3  (SO)  1.3  (SI) 

Tha  dltfarancaa  batwaaa  taat 
dlata  In  TC  and  trlglycarida 
(TO)  vara  aora  pronouncad  in 
weaan  but  atatlcally 
inaignlficant  froa  aan. 
Convaraaly,  tha  taat  dlaca 
aftactad  U>L-C  and  ■DL-3  of  aan 
■era  than  woaan. 


>nta 


MDPA  anrlchad  diata  vara 
ahowB  to  bo  aqually 
aftactiva  aa  PDPA  anrlcbad 
diat  la  radueinv  TC  and  U>L- 
C  lavala  in  aan  and  woaan. 
ROL-C  waa  not  aisniflcantly 
raducad  by  conauaptloa  of 
POPA  or  MDPA  anrlchad  dlat. 
If  POPA  la  at  or  balow  is  to 
13X  ealorlaa,  BDL-C  lavala 
do  not  appaarad  to  ba 
lowarad.  Ctudy  raaulta 
auggaat  cannot  raly  on  Kay 
aquation  to  pradlct  tha 
affact  of  MDPA  and  FOPA  on 
aarua  cbolaatatol  lavala. 


W 


TABU— COMrZMmD 


•ta«y 


lock  r.  L.  aa4 
Mtui  M.  >•    (toC. 


•tody  Dssiga 


Bl«t«iy 
latarvsatloo. 
It«a4aa,  aultlpl* 
aro**-ev*r  daalga  la 
kaalcby  fr««-  living 
•iibj*ct«i  u**a  thr*« 
eeaa«euclv*  p«rle4s> 
thra*  taat  dlaca 
laatlBfl  1  waaka 
•aeh.  Maala 
yrovl4a«.  mplleata 
pertloaa  e(  aach 
dlat  vara  analysad 
aach  day.  rood 
dalrlaa  aalBCalaad. 
rurpoaai  To  eea»ara 
tka  attacta  of  C-lt 
(atty  aclda  on  aana 
ebolaatarel  lavalai 
>P&  (ataarle  aeld) i 
trana  MDPJL  (alaldlo 
add)  I   wawh, 
(llaolaata  aeld) 
Study  altai 
MaCbarlasda 


•ublaeta 


Twaatyals  aaa.  10 

Boraellpldaalo, 
eoavlatad  acudy. 
Bqual  Biaabar  ot  aaa 
and  we— a  la  aach 
taat  greop.  Maaa 
total  clMlaatarol 
■aa  aad  woaaa  «aa 
1S7  aa/dx.!  BOL-c  «aa 
SI  aa/dL. 

J^pa  raapad  If  to  4t 
yaara  (or  aaa,  aaaa 
3S  yearai  Aga  raapad 
It  to  4»  yaara,  aaaa 
34  yaara  (or  woaaa. 


Mathoda 


Plata  did  aet  dl((ar  (ro« 
eaa  anothar  othar  tbaa 
taat  (atty  aeld  Which  waa 
t%  o(  total  aaargy.  Traaa 
(atty  acid  (TPA)  praparaX 
(rea  high  olale  aeld 
a«B(lo«ar  olti 
hydrogaaatad  with 
auKurlsad  alckal 
eatalyat,  and  alxad  TS 
parta  o(  TFA  to  2S  porta 
olale  aeld  rich  oil. 
•taarata  (d.A.)  later* 
aatarldad  (roa  a  alztura 
o(  41  parta  o( 
hydrogaaatad  high  llaolalc 
acid  aundoaar  ell  to  SO 
parta  high  olale  auadowar 
oil  aad  t  parta  o( 
oaaodKlad  high  llaolale 
auadowar  oil.  Olata  aa  % 
e(  total  ealerlaai  L.0.« 
llaolaatai  Tran»»  traaa 
alaldlei  d.A.*  ataarata 


Kaaulta 


Coaparad  to  lavala  o(  aarua 
chelaatarol  on  llnelaaca  dlat 
both  ataarata  aad  trana  (atty 
acid  anrlchad  dlat  algnllleantly 
Incraaaad  TC  and  LBL-C   lavala. 
la  addltloa,  both  ataarata  and 
traaa  (atty  acid  anrlchad  dlat 
•Ignldeantly  reduced  lOL-C 
coaparad  to  llnoleata  enriched 
dlat. 


■lood  lipid  data  (an/dL) 

L.e     S.A.  TKAWS 

TC     103     10>  1«> 

UH.    lOt     114  110 
>DL    ST      S4        SI 


L.O 
rat  41 
•PA  11 
MOFA  It 
POVA  13 
Choi  33 
(ag/MJ) 
•7.7%  aa  traaa  MDFA 


njjn 


•  .A. 
43 

30  10 

17  33*1 

4       4 

33  33  ' 


Conauaptlon  o(  trana  tatty 
acid  enriched  diet  which  la 
cloaar  co  ooaa  aubpopulatlon 
groupa  In  U.S.  Incraaaad 
blood  rlak  (actor*  (or  CHO. 
Broader  apectrua  o(  subjacta 
than  In  earlier  Menalnk  and 
Katan  atudy.  Trana  (atty 
acid  conauaptlon  o(  total 
calorla*  and  g/dayi  Currant 
a.t.  3  to  4\  or  7  to  10 
gVdayi  Zock  and  Katan  atudy 
7.7%  or  24  g/day;  Manalnk 
and  Rataa  atudy  IIV  or  33 
g/day. 

The  authora  auggeat  that 
every  one  percent  e(  energy 
(roa  trana  (atty  aclda 
lacreaaa*  LDL-c  1.2  ag/dL 
aad  lewara  BOb-c  0.4  ag/dl, 
relative  to  oleic  and 
llnolalc  acid.  Tbare(ore  at 
currant  U.S.  conauaptlon  o( 
3  to  4  %  o(  calorlaa, 
contrlbutlona  (roa  trana 
(atty  acid  could  Incraaae 
LOL-C  by  4  ag/dL  and 
dacrehae  BOL-c  by  2  ag/dl.. 
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TABU- •CONTIMnra 


study 


•tudy  Daalon 


Mats  r.  St  al 

(lk«t.  17S> 


Dietary  latarvaatloo 
In  tr*«-llvlao 
h*althy  m»a   aad 
woaan.  Cootrollad, 
eroaa-ovar  daalon. 
Diatary  dlarlaa 
aalntalnad. 
CoBpliaoea  aaaaaaad 
by  quaatleanalra  and 
obaarvatioB. 
Conauaad  aolld 
tooda. 

rurpoaai  dataimlna 
long-  tar*  aftacta 
ot  MUTA  varaua  »UVA 
aorlchad  dlata  on 
rtak  tactota  (or 

CUB. 

study  altat  Spain 


Subjacta 


Savanty-algbt 
aubjacta  (ros  2 
urban  eloaad 
en— iinitiaa  (4(  aan 
■aan  aga  33  yaara 
and  32  woaan  aaan 
afla  42  yaara) . 
rlaaaa  cholaatarol 
lavala  abeva  *Otb 
parcantlla  and  balow 
10th  parcantlla  wara 
aseludad  (ro*  atudy 
(apacKlc  baaallna 
data  not  provldad  In 
tha  atudy) .  Subjacta 
malntalnad  habitual 
IKaatyla  throughout 
atudy. 


Matboda 


Malntalnad  uaual  dlata 
(■am  (at  il\   and  Carb  43X 
o(  calorlaa  (a,S40)  and 
woaani  (at  waa  3(X  and 
carb  4»\   o(  2,000 
calorlaa]  with  axcaptlon 
o(  typa  o(  diatary  oil. 
Phaaa  li  aubjacta  eonau»ad 
PUrA  anrlcbad  dlat 
(aundower  oil-  anrlchad 
In  llnolalc  acid)  (or  It 
waaka.   Fhaaa  2i  aubjacta 
eonauaad  MUPA  anrlchad 
dlat  (ollva  oil-  anrlchad 
In  olale  acid)  (or  20 
waalia.  Vagatabla  oil  a 
coaprlaad  44%  o(  diatary 
(at  (1«\  o(  total 
calorlaa)  (or  Ban  and  &0X 
o(  diatary  (at  (ISX  o( 
calorlaa  (or  woaan) . 

Dlat  co»poaltlon  aa  X  o( 
total  calorlaa 


rAT 

SPA 

MUPA 
POPA 

CHOL 
<ag/day) 


Raaulta 


PUPA 

MUPA 

37 

34 

12 

12.4 

11 

20 

12. • 

3.4 

4(0 

317 

Blood  llplda  trara  analytad  In 
waak  10  and  12  o(  tha  POPA 
anrlchad  dlat  and  waaka  4,  t, 
12,  14,  26  waaka  o(  tha  MUPA 
anrlchad  dlat.  In  thla  atudy  tha 
PUPA  la  tha  baaallna  o( 
coaparatlva  dlat.  Phaaa  X. 


Slood  lipid  data  at  12  waaka 

(a»pra«aa<l  In  naol/l.  and  ag/dL) 


anta 


Man 

TC   4.t3(l»0) 
LDL  3.3(124) 
HDL  1.0(39) 


WoBan 
S. 2(201) 
2.44(*4) 
1.3  (SI) 


In  Phaaa  2  (at  waak  14  (or  aan 
and  2t  (or  woman  raapaetlvaly, 
on  tha  MUPA  anrlchad  dlat)i 
nonalgnK leant  raduetlon  In  TC 
and  LOL-c,  but  BOL-c  Incraaaad 
algnldcantly  (or  aan.  In  woB«ni 
TC  Incraaaad  algnldcantly  (to 
i.l   aaol/L  (230  sg/dL  or  by  >X) , 
LOL-C  waa  unchangad  (2.4  aaol/L 
or  (4  v/dL)  and  HDL-c  Incraaaad 
algnldcantly  (to  1.7  wol/L  or 
(4  ag/dL  or  by  30X) .  Mo  blood 
lipid  data  waa  provldad  (or  aan 
at  waak  at  o(  atudy.  Tha  authora 
uaad  an  atharoganlc  Indax 
dadnad  aa  (TCiMDL-C)  to  eoapara 
tha  a((aets  o(  PUPA  to  MUPA 
dlata I  In  aan  tha  atharoganlc 
Indax  (all  12X  and  17X  In  woaan. 


Largar  and  longar  diatary 
intarvantlon  atudy  than  aany 
o(  pravloua  atudlaa.  Tha 
papar  did  not  raport 
baaallna  cholaatarol  valuaa. 
Study  which  laatad  up  to  24 
waaka  allowa  (or  aoaa 
aatlaatlon  o(  poaalbla  long- 
tara  a((aeta  o(  MUPA 
coaparad  to  PUPA  on  blood 
llplda.   Coaparad  to  tha 
PUPA  dlat,  tha  MUPA  anrlchad 
dlat  algnldcantly  Incraaaad 
HDL-C  lavala  without 
Inctaaalng  TC  or  LOL-c  (or 
both  aan  and  woaan.  Tha 
Incraaaa  In  HDL-c  dua  to 
conauaptlon  o(  tha  MUPA 
anrlchad  dlat  waa  largar  In 
(aaalaa  than  aalaa.  -Public 
haalth  algnldcaneai   dlata 
wara  alallar  In  tha  total 
(at  contant  to  tha  Aaarlcan 
dlat,  but  had  a  hlghar 
pareantaga  o(  MUPA  auggaat 
that  longar  tara  conauaptlon 
aay  raduca  total  and  LOL-C 
without  raduclng  and  parhapa 
Ineraaalng  ROL-C  lavala. 
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TABLB— COWTIMDID 


•ttt«y 


•tudy  DaslOB 


0«rry  '•  '•  •*■   'X     LoBaltadiaal, 
(••f.  1(7)  BoorandoB.  tra«- 

living  study  design. 
Purpoaai   Co 
•atlant*  tb*  atfact 
of  dlatary  Intak* 
(roa  procaln,  (at 
earbohydrata,  and 
total  anargy  on 
plaaaa  lipid  lavala 
la  baalthy,  aldarly 
*aa  and  woaan. 
Langtb  ot  atudy  t 
yaara. 

•ttidy  altai  Ifm 
Hazlee  and  tba 
Onltad  atataa 


•ttbjaota 


oaa  hundrad  and 
(Kty-aavon  baalthy 
aldarly  aan   (n««S) 
and  ifoaan   (na*a) 
outpatlanta  (rea 
Albuquarqua,   MM. 
All   aubjacts   >   (0 
ywara    (aadlua  aga  70 
yaara) .   gabjacts 
vara  eaiicaslana,   who 
(or  tba  aoat  part 
vara  baaltb 
cotMClewa  and 
aducatad. 


Matbeda 


Dlatlelaa  Instnictad, 
■alntalnad  food  racorda. 
Mutrlant  eootant  of  dtaca 
analysad.  Analysla  e( 
blood  waa  at  tba  aaaa  tlaa 
annually.  Nutritional  and 
clinical  data  aollaetad 
(rea  IMt  to  !•••. 
Analysad  nutrltleaal 
atatua  alaa  grewpad  by  aga 
(croas-aactlenal  or  eobart 
dKtaraaeaa) . 


Kaaults 


Mo  algnldeant  croaa-sactlooal 
dltfarancas  In  anargy,  protala 
total  (at  and  carbohydrataa 
intaka  wltb  aga  waa  netad.  Tbara 
waa  a  algnldeant  longitudinal 
dacraaaa  In  total  (at,  aaturatad 
and  POTA  and  ebolaatarel  latakaa 
in  Man  and  woaan.  dgnldcant 
daeraaaaa  In  total,  lOb-C  and 
IMfC  plaaaa  cbolaatarol 
coiMaBtratloBS  vara  raportad  In 
both  woaaa  and  aan. 

Pleod  lipid  data  —al/I.  (ag/dL) 


ants 


•t«tdy  (ound  algnldeant 
aaaoclatlona  batwaan  cbangaa 
In  dlatary  Intaka  and 
cbangaa  in  plaaaa  lipid* 
ovar  tiaa.  Mban  both  srx 
and  PUPA  intakaa  dacraaaad 
ovar  tlaa,  RDL-C  waa  also 
raduead  ( tbara (ora  aDL-C 
raducad  avan  whan  FVPA  doas 
not  substituta  (or  srA) . 


TC 
Ut. 


d.KlSP) 
l.S(S*) 


S.(<21T) 
1.3(Sa) 


tongitttdlnal  pradletad  cbangaa 

— * zsus 


TC 
LDt 


-i.i       -La 

-O.t  'LI 

lOL     -0.*  -1.1 

Tba  dacraaaa  la  total  (at  and 
cbolaatarol  Intakaa  wara 
algnldcantly  corralatad  with 
tba  dacraaaa  in  total  plaaaa 
cbolaatarol . 


s 


s 


ttudy 

MOvyan,  L.  •. 
•1  (Kaf.  1*4) 


•tudy  Daiiffn 


Olacary  and  drug 
IntarvaDtioB  study. 
Controllad  study  In 
traa-  living 
•ubjacts. 
Purpoaa i   to 
datarmlna  tha 
aftacta  of 

cbolaatarol  lowarlng 
drug  and  raatrletlon 
of  dlatary 
eholaatarol  on 
ayntbaala  and  aarua 
llpoprotaln  laval* 
in  two  famlllaa  with 
a  lipid  atoraga 
dlaaaaa. 

Study  altai  Maw 
York  and  Naw  Jeraay 


Subjacta 


lala 

tla 


Two  boBosygoua 
It  yaarf  and  fa 
9  yaara)  and  2 
obllgata 
hatarozygoua 
aubjacta  (taaala  2S 
yaara  and  aala  47 
yaara)  with 
•Itoatarolaala,  and 
17  haalthy  control 
•ubjacta  110  aalaa 
and  7  faaalaa 
ranging  batwaan  1* 
and  (0  yaara  of  aga. 


TABLE- -  CONTXMDKD 


Mathoda 


Tha  Bstabollc  ward  dlat 
conalatad  ofi  carbohydrata 
S3\,  protaln  17V  and  fat 
}0\  of  total  calorlaa,  and 
eholaatarol  223  ■g/2,000 
calorlaa.   Drug  raglaanta 
conalatad  ofi  lovaatatln 
(IS  ag  twlca  dally)  and 
cholaatyraBlna  (IS  g/day) . 
Tha  atfact  of  dlat  alona 
on  palrod  taat  aubjacta  la 
a  aatabollc  ward  (ona 
hoaosygoua  and  ona 
hatarotygoua) ,  dlat  In 
coablnatlon  with  drug 
raglaanta  waa  conductad 
for  1  waaka  aach  followad 
by  a  2-waak  waah-out  on 
tha  baaal  dlat.  A  sacond 
pair  of  taat  aubjacta  wara 
OB  frao-llvlng  dlata 
(contalnad  tha  sisllar 
caloric  profllaa  but 
dlttarad  In  atarol  contant 
(hlgh>  400/SOO  g/day 
eholaatarol  and  100  to  ISI 
■g/day  plant  starolat  low 
•100  g/cholaatarol  and  SO 
■g  plant  atarol/day) .  Ona 
traa-llving  hatarotygoua 
aubjaet  racaivad  no  drug 
traacaant . 


Raaults 


Both  hoaoiygous  subjacta  had 
alavatad  eholaatarol  laval a 
coaparad  to  control*  (>)00  va 
laS  ag/dl  raspactlvalyl .  Dlatary 
•tarol  raatrletlon  waa 
Inatfactlva  In  lowarlng  aarua 
eholaatarol  lavala  In  hoawtygoua 
aubjacta.  Maithar  lovaatatln  or 
low  atarol  dlat  producaa  a 
•tgnif leant  affact  on  raducad 
■onoBuclaar  laukocyta  HMO-CoA 
raductaaa  activity  In  hoaoiygoua 
or  hatarotygoua  suhjact*  whlla 
lovaatatln  Incraaaad  HMO  CoA 
raductaaa  it\   in  controls. 


Baall  atudy  dua  to  natura 
and  rarity  of  tha  dlaaaaa. 
Not  all  taat  subjact* 
coapllad  with  both  dlat  and 
drug  traataanta.  tuny 
eonfoundara  in  atudy  daaign 
and  tharafora  difficult  to 
aaka  concluaions.  Thara  ara 
aarkad  abnoraalitiaa  in 
eholaatarol  hoaaoataaia  in 
patlanta  with  hoaoiygoua 
alstarolaala.  Tha  raault* 
auggaatad  a  dapraaaad 
callular  eholaatarol 
aynthaala  dua  to  a 
daficiancy  in  KMO-CoA 
raductaaa  that  cannot  ba  up 
ragulatad  by  a  low  atarol 
dlat.   Can  not  aaka  public 
haalth  eoncluaiona  froa  thia 
study . 
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TABLS*  •CQWTXMDIb 


ttttdy 

Malaartt  ■. 

(K«t.  1»S) 


•tu4y  CMatgn 


•t  •!     *  eoatroll*4  diatary 
lBC«rv*Dtleo  atudy 
In  tr*«-llvlna 
•ub)*ct*. 

Purpo««i   to  coapar* 
tb*  •rtaeta  e(  too 
•ourea*  o(  dlatary 
protain  (plant  and 
anlaal)  with  dlacary 
eholaatarol  oo  aama 
llpopretalaa  lo 
baalthy  aubjacta. 
Study  attai  oaoBark 


•ubjacta 


Twaaty-ena  haalthy 
aetlva  Indlvlduala 
(11  w<MMn  aad  10 
■an) .  Subjacta  had 
noraal  body  walgbt, 
and  noraal 
eholaatarol  lavala. 
A0a  rantfa  o( 
aubjacta  waa  2*  to 
SS  yaara. 


Matboda 


All  aubjaeta  raoalvad  both 
tba  aoy  precaia  and  tba 
caaaln  dlata,  vlth  or 
without  eholaatarol 
anrlcbaant  la  a  croaa-ovar 
daalOB.  Bach  dlatary 
parlod  laatad  }1  daya.  Tba 
atudy  Includad  a  10-day 
waab-out  parlod  on  a  aalf 
aalactad  dlat. 

Plat  eea^oaltlon 
(\  total  calorlaa) 

Protalni  Caa(g)   •oy(«) 
(30%)      1)»      140 
rat  (17%) 

Carbobydrata  (51%) 
eholaatarol  (mg)   how 

asrsn —      t! n 

plant       214      2$1 
eholaatarol  (ma)  Mlgb 

anlaal STi' ^4«» 

plant       S7»      417 
caaaln  •  CAS 
aoy  protaln  •  SOY 
Caloric  intaka  frc« 
protala  and  fatty  acid 
ceapoaltton  of  both  dlata 
wara  vary  alallar.  SfA  and 
ataarlo  aclda  toffatbar  «aa 
11%  of  calorlaa. 


Kaaulta 


•ody  walgbt  dacraaaad  on  both 
dlata  caaaln  and  aoy  dlata  and 
oo  both  low  and  high  eholaatarol 
dlata.  Tc,  trlglycarldaa  and 
VU>t.-C  lavala  wara  alallar  oa 
caaaln  and  aoy,  ragardlaaa  of 
tha  eholaatarol  contant  of  tba 
dlata.  Oo  a  low-cbolaatarol 
dlata,  tba  aaan  plaaaa  lavala  of 
LDL-c  and  aOL-c  wara  Idantlcal 
and  not  dapandant  on  aourca  of 
dlatary  protaln.  On  a 
eholaatarol  aarlehad  dlat, 
bowavar,  LOt-C  lavala  wara 
algnlfleantly  lowar  on  tha  aoy 
protaln  dlat  and  un,-C  was 
algnlfleantly  hlghar. 

Slood  lipid  data  (ag/dL) 

Low  Choi  Barlebad  Cbol 

CAS    SOT      CAS    SOY 

TC    124    127      lis    111 

LOL    4«     44       SI     4S 

BDl.   42     41      47     SI 


ant  a 


Raaulta  auggaat  an 
Intaractlon  batwaan  aourca 
of  dlatary  protaln  (plant 
and/or  antaal)  and  dlatary 
eholaatarol  on  lavala  of 
blood  LOL-C  and  BOL-c 
coBcantratlooa.  oo 
eholaatarol  anrlcbad  dlat, 
tba  aourca  of  dlatary 
protaln  appaara  to  ba  aora 
laportant  In  dataralnlng 
aarua  eholaatarol  lavala 
than  on  a  low  eholaatarol 
dlat.  Thla  atudy  la  of 
public  haalth  algnlfleanea, 
alnca  tba  raaulta  auggaat 
that  on  a  eholaatarol 
aarlehad  dlat,  aueh  aa  found 
In  tha  O.S.,  caaaln  (anlaal 
protaln)  Incraaaad  LDL- 
cbolaatarol  whlla 
alaultanaoualy  raduelng  tha 
BOL-  eholaatarol. 
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TABU- -CONTIMtJIO 


Study 


••rr  S.    L.    at  al 

(»•(.    230I 


iMhclaakl,    T.    at 
aX    (RaC.    221) 


Study  O«al0n 


Dlatary  intarvantlon 
■tudy.  RandoKlsad, 
doubla  blind  and 
controllad  study  In 
traa- living 
aubjacta. 

Purpoaa:   to  coapara 
tha  affacta  of  a  low 
tat  dlat  and  a  low 
fat  dlat  that  la 
raducad  In  aaturatad 
fat  on  blood 
cholaatarol  lavala 
In  haalthy  »alaa. 
Study  altai   Haw 
York 


Subjacta 


rorty-alght  haalthy 
■^laa  agaa  21  to  32 
yaara.  Subjacta  with 
axtraaa  dlatary 
hablta  or  athanol 
Intaka  waca 
axcludad. 
Othar:  Ban  BMI  24 

Baaallna  llplda 

(aq/dt) I 

ADD   atap  1   Sat 

TC  1«5  ISS    17* 

HDL  4(  4>     4» 

LDL  13*  11*    130 

n>17  n«lS  B>1* 


Dlatary  Intarvantlon 

atudy. 

Control lad,  awltch- 

back  In  fraa- living 

aubjaeta. 

^Ypoaai   to  eoapara 

tha  affact  of 

dlatary  cholaatarol 

on  blood  llplda  and 

apcllpoprotaln  B 

phanstypaa  In 

haalthy  aalaa  and 

faaalaa. 

Study  altai  rlnland 


Thlrty-al» 
noraollpldaalc 
atudanta  (14  taaala 
and  20  Balaa, 
avaraga  aga  23.9 
yaara) .  Apo 
phanotypaa  warai 
B3/2  (n-9);  B3/3 
(n>ll);  B4/4  (n«3) . 
Baaallna  llpida  for 
all  aubjacta 
aaclaatad  froB 
flgura  of  data  at 
Xaro  tlBai 

TC  ranga  (4.5  to  S.2 
aaol/L  (174  to  201 
•g/dL)); 

LOL-C  (2.4  to  2.* 
■Bol/L  (93  to  112 
Bg/dL) )  and 
HDL-c  (1.4  to  1.7 
BM>l/t.  (S4  to  «6 
Bg/dL)))  othari  All 
partlclpanta  wara 
nonaBokars,  uaad 
Binlaal  alcohol, 
Baan  21.*  BMI. 


Mathoda 


All  subjacta  conauaad 
baaallna  dlat  (3  waaka) 
agulvalant  to  avaraga 
Aaarlcan  dlat  (AAO) .  Maala 
provldad  throughout  10- 
waak  study.  RandoBly 
aaalgnad  to  thraa 
laocaloric  dlat  groups  |7 
waaks) .  Group  1  (ADD); 
group  2  (ABA  Stap  1); 
group  3  (AHA  *  srA) , 


Dlat  coBDOslti 

ont 

X  of  total  calorlaa 

AAD  Stap  1 

SAT 

Pat    It     2* 

2* 

SPA    14     •.< 

13 

MUPA   14    12 . t 

10. ( 

POPA    7     7.4 

(.  1 

Choi  4*1    303 

347 

(BO/d) 

Kaaults 


Ratar  to  baaallna  datat  Ovarall 
tha  awltch  to  Stap  1  dlat 
atgnlflcantly  dacraaaad  total 
cholaatarol  by  0.34  bboI/L  or  14 
Bg/dL  (7.SV).  Man  on  SFA/stap  1 
dlat  had  non-algnlf leant 
dacraaaa  In  total  cholaatarol  of 
0.00  awsl/L  or  3.1  Bg/dL  (1.4\) 
eoBparad  to  AAD  dlat.  Switch  to 
Stap  1  dlat  algnlflcantly 
dacraaaad  l.OL-cholaatarol  0.2S 
■iwl/L  or  ».4  ag/dL  (t.lV). 
Conauaptien  of  SPA  dlat  was 
associatad  with  a  dacraaaa  of 
0.03  BBOl/L  oi  1.1  Bg/dL  (I.IV). 
Switch  to  Stap  1  dlat 
significantly  dacraaaad  HOL- 
cholaatarol  0.11  aaol/L  or  4.2 
ag/dL  (•.4\).  Switch  to  sPA  dlat 
dacraaaad  HOL-cholaatarol  by 
0.04  mtol/L  or  2.3  ag/dL  (4.«X.) 


anta 


No  significant  daeraaaas  In 
total  or  LOL-cholaatarol 
wara  obaarvad  in  haalthy 
aalaa  whan  total  calorlas 
troB  fat  waa  raducad  froa 
37X  to  30X.  Significant 
raductlona  in  total  and  LDL- 
cholaatarol  wara  obaarvad  In 
haalthy  aalaa  whan  both 
total  fat  and  aaturatad  fat 
contant  of  tha  dlat  waa 
raducad . 


Baaallna  dlat  (3  waaks), 
followad  by  3  waak  dlat 
intarvantlon  which  was 
followad  by  3  waak  raturn 
to  baaallna  dlat.  No  agga 
conauaad  on  baaallna 
dlata.  Dlatary 
intarvantlon  Includad 
addition  of  thraa  aggs 
(yolka)/day  or  addition  of 
7S0  ag  axtra  dlatary 
cholaatarol.  Bnargy  intaka 
was  not  aaasurad  dwrlnf 
Intktvahtlafi,  Body  waists 
unehangBd  dUrlBf  tb« 
Study. 


Thara  wara  no  significant 
diftarancas  batwaan  aalaa  and 
faaalaa  althar  during 
intarvantlon  or  awltchback. 
Thraa  waak  of  cholaatarol 
anrichad  dlat  inducad 
algnltlcant  incraaaa  in  total 
and  LOL-cholaatarol,  and  apo  8 
concantratlon  in  all  4 
phanotypaa.  In  all  phanotypa 
groupa,  HOL-cholaatarol 
Incraaaad  with  dlatary 
cbalastarol  eonsuBption.  All 
lipid  claaaaa  raturnad  to 
original  coccantratlons  attar 
awltchback.  Tha  raaponaa  in 
blood  LDL-cholastarol  and  apo  B 
to  tha  cholaatarol  rich  dlat  was 
graatar  in  apo  B4/4  subjacts. 
Tha  abova  stataaanta  on  raaponaa 
to  dlatary  cholaatarol  ard  tha 
*uthots  and  iupportad  by  figuras 
•f  tiM  data  In  tha  pApar. 


Insufficlant  dlatary  data 
provldad  to  avaluata  atudy 
accurataly.  Did  not  racord 
aaturatad  fat  and 
cholaatarol  contanta  in  tha 
baaallna  and  Intarvantlon 
dlata.  Strongar  raaponaaa  by 
apo  B4/4  phanotypaa, 
auggaata  thasa  Indlviduala 
ara  aoro  aanaltlva  to 
dlatary  cholaatarol 
(incraaaad  two-told  ovar 
otbar  pbanotypaa) .  In 
Finland  about  «X  of  tha 
population  la  of  the  apo 
B4/4  phanotypa. 
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•tudy 


Traablay.   h.  at  al 

(Rat.  217) 


•tudy  Daalgn 


A.  at  al 


(•at.  ai*) 


Dlat  and  axarclaa 
Intarvaatlea  atudy 
in  fraa-llvlna 
•ubjact.  ladlvldual 
racerdad  dlatary 
racerda  for  1  day 
/waak  throughout 
atudy.  Naat  onca  par 
waak  with  dlatitlaa 
and  asarelaa 
■pacialltt. 
Purpoaai   to 
dataralsa  tha  affaet 
of  a  low  (at  dlat 
aDd  asarclaa  ea 
•atabeltc  protllaa 
(iBcludlDfl  blood 
llplda)  In  obaaa 
woaan. 
•tudy  altai  Canada 


Subjaeta 


Pour  obaaa  woaan, 
avaraga  aga  «2 
yaara.  On  an  avaraga 
body  walght  waa  *3 
kg,  and  \  body  (at 
4>. 

■aaallna  blood 
flplJ«  Ing'iL^t 

•  *^ii    7u — 

HPL    S* 
TO    12* 


A  randoaltad,  croaa- 

ovar  daalgn,  dlatary 

Intarvantlon  atudy 

In  (raa- living 

aubjacta. 

Purpoaat  To  coapara 

tha  a((acta  o(  NUPA 

and  POPA  on  blood 

llplda  and  tha 

auaeaptlblllty  o( 

LOL-cholaatarol  to 

oxidation. 

■tudy  altai  Pauda 

Italy. 


Blavan  haalthy 
■alaa,  aaan  aga  22 
yaara,  body  walght 
7*  kg  and  body  aaaa 
Indax  o(  2S.  Slood 
lipid  prodla  o( 
aubjactai   blood 
cholaatarol  (4-*( 
^1/L  or  111 
•g/dl.)  I  LOL- 
cholaatarol  o(  S.I 
mol/l,  or  lis  ag/dl. 
and  aoL-cbolaatarol 
e(  1.1  iBol/L  or  44 
■a/dl. ■ 


Nathoda 


2(-Bonth  atudy  which 
Ineludad  two  asparlaaatal 
parloda  (pariod  ona  (IS 
■ontha)  Involvad 
auparvlaad  aaroblc 
asarclaa  and  tha  aaeond 
pariod  iDvolvad  axarclaa 
plua  low  (at  dlatl.  Tha 
dlatary  Intarvantlon  by 
Inatruetlon  waa  to 
■alntaln  pretaln  (O.t  g/kg 
body  %ialgh)  and 
earbohydrata  Intaka  but  ta 
taduea  lipid  conauaptlon 
to  24  to  2t>  o(  total 
calorlaa  (no  Indication  et 
what  baaallna 
■acronutrlant  Intaka  v»») , 


Raaulta 


Lipid  intaka  in  pariod  1  and  2 
waa  29  and  10\  o(  total 
calorlaa.   A  aignidcant 
dacraaaa  in  body  walght,  (at 
■aaa  and  parcant  body  (at 
oecurrad  in  pariod  1 . 
(ubatantial  raductiona  la  plaaa 
cholaatarol  ((roB  214  down  to 
174  ag/dL)  and  LDL-cholaatarol 
(1S7  down  to  114  ag/dLI  wara 
obaarvad  In  pariod  1  and  2. 
Flaaaa  HDL-choiaatarol  waa  not 
cbangad  (31  coaparad  to  40 
■g/dLl  but  apo  A-1  (NDt)  waa 
algnidcantly  incraaaad  by 
axarclaa  (lOS  eoaparad  to  122 
•g/dLI . 


nta 


Two  aolld  (eod  diata  with 
aach  dlat  laating  J  waaka 
aaparatad  by  waahout 
pariod  e(  7  daya.  Phaaa  1 
waa  anrichad  in  HDPA  and 
phaaa  2  waa  anrichad  In 

rupA. 

Oiatary  eoapoaltien 

(>  ot  total  calorlaa) 

MOPA       PUTA 
rat(4SV 

•PA      10         1« 
MDPA     10  i  I 

POPA     5         JO 
Choi    <200       <200 

(■g/day) 
orapaaaad  oil  auppllad 
■Oft  o(  PUPA  in  dlat. 
ollva  oil  auppllad  seat  d( 
MtrPA  in  dlat.  Othari 
auacaptlblllty  to 
osldatlva  aodldcation  waa 
■aaaura  in  2.  2'atobta  (2- 
aalnopropana)  dlhydro- 
chlorlda  (AAPH) .   AAPH  i« 
a  watar-folubla  dlaio 
coBpound  that  ganaratat 
(raa  radical  a  by 
apentanaeua  tharaal 
dacoapoaltlon. 


•oth  diata  aigaldeantly  lowarad 
total  and  U>L-eholaf tarol . 

Blood  lipid  data  Mol/L  (ag/dl.) 


TC 
LOL 
KDl 
TO 


Baaallna   MOTA     PUPA 
4.7(141)  l.«(14^)  l.S(134) 
2.4(100)  2.3  (tO) 
1.0  (40)  0. *•(}() 
0,«       0.7 


l.a(12S) 

1.1(44) 

1.1 
Othar I 

Tha  parextdatlon  rata  waa 
algnidcantly  hlghar  whan 
patlantt  wara  on  PUPA  dlat 
eoaparad  to  NUPA  dlat.  No 
aignidcant  di((arancaa  wara 
obaarvad  (or  inhibition  o( 
paroxldatloa  by  aithar  dlat. 


At  and  o(  2i  Bontha  aubjacta 
loat  11  kg  (but  wara  atill 
obaaa) .  Plaaaa  glucoaa  and 
Inaulln  raaponaa  to  oral 
glucoaa  alailar  to  nonobaaa 
aubjacta.  Intarvantiona 
appaarad  to  noraallsa  laval 
e(  rlak  (or  dlabataa  which 
la  alao  a  rlak  (actor  (or 
CHO.  Paaultf  (n«4)  auggaatad 
that  long-tara  axarclaa 
prograa  can  raduca  plaaaa 
total  and  LDL-cholaatarol 
lavala  in  obaaa  aubjacta. 


Paplacaaant  o(  calorlaa  (roa 
SPA  by  aithar  MUPA  or  PUPA 
inducad  a  aignidcant 
hypocholaatarolaalc  a((act. 
In  addition,  tha  raaulta  o( 
tha  atudy  aupport  tha 
hypethaala  that  diata  rich 
in  MUPA  Ineraaaa  raaiatanea 
o(  LOL- cholaatarol  to 
oxidativa  aodidcation. 
indapandant  o(  chair  contant 
o(  antioxldanta,  changaa  in 
paroxldation  rata  auggaat 
that  onca  LDL-cholaatarol  la 
daplatad  o(  antioxidant 
contant.  a  dlat  anrichad  In 
HUPA  aay  allow  LOL- 
cholaatfrol  to  raalat 
oxidativa  atraaa.   Patio  o( 
olaic  to  llnolalc  in  LOL  waa 
invaraaly  eorralatad  with 
tha  paroxldation  rata. 
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•t.uAy 


llaatbatiB,    V.  •( 

al  (Mf.  ail) 


•tudy  DasloB 


Bpldaaloloflical , 
proapaetlva  atudy. 
rurpeaai   to  aocaaa 
tha  corralaCloB  e( 
lipid  and 

llpoprotalna  lavala 
OB  CVD  dak,  atroka, 
daaaatla,  and  daatb 
lo  «ba  aldarly. 
•cudy  alcai  Maw 
York,  (10-yaar 
(ollow-up  of  cba 
•roBS  Aglaa  tttidy 
(BMH 


•ttbjaeta 


Maan  aga  of  aotry 
Into  mtt*   atudy  waa 
7»  yaara,  who  did 
Dot  bava  any 
dlagooaad  taralnal 
lllnaaa  or  daaantla. 
Proa  •*•  aarollaaat 
of  4(l,  ISO  bad  two 
lipid  dataimlaatloaa 
at  10  yaara. 
•ubjacta  bad  about  a 
7  to  •  tb  ffrada 
adueatloik,  <0\  wora 
■an  and  aSX  of  woaan 
waro  aaokara,  40X  o( 
•ubjaeta  took 
Aluratlei. 


Matboda 


Bztasalva  aadleal  and 
paycboaoelal  blatorlaa 
takan,  laboratory 
acraanlna,  naurologlcal 
and  nauropaycbiatrio 
taatlna.  CVO  Includad  m, 
atroka  and  othar  haart 
ralatad  daatba.  All  avanta 
varKlad  by  ravlawlna 
aadlcal  racorda  and/or 
daatb  eartitlcataa. 


•aaulta 


■aan  blood  lipid  valuaat 
(■0/dL) 

Total     Man     Moaan 
ebol      207     234 
LOL-C      140      ISO 
■DL-C      10      4« 
Proportional  haiarda  analyala 
abowad  tbat  aan  witb 
conalatantly  low  HOL-cholaatarol 
lavala  (<30  aa/dL)  waro 
Indapandaotly  aaaoelatad  witb 
tba  davalopaant  of  MI,  CVD  and 
yor  daatb.   ror  woaan,  alavatad 
LOL-cbolaatarol  (>171  ag/dl.)  waa 
•aaociatad  witb  MI. 


ta 


Oaina  botb  univarlaat  and 
aultlvariaot  analyala,  only 
a  conalatantly  low  aOL- 
cbolaatarol  waa 
aigniticantly  and 
indapandantly  aaaoelatad 
witb  MI  or  all  cauaa 
Bortality  in  aldarly  aan 
avan  aftar  controlling  for 
aaoklng  and  hypartanaion. 
Por  aldarly  woaan  only  a 
conalatantly  alavatad  LOL- 
cbolaatarol  waa  aaaoelatad 
witb  MI.  Mo  aignlf leant 
aaaoeiationa  batwaan  lipida 
and  daaantla  wara  ebaarvad 
^or  aithar  aan  or  woaan. 
Tbaaa  raaulta  ara  in 
eoatraat  to  Praaingbaa 
^port  wblcb  raportad  tbat 
Haaallna  low  MDL-cbolaatarol 
tavala  waa  aaaoelatad  witb 
Incraaaad  riak  of  MI  and  or 
4aatb  in  botb  aldarly  and 
Alddla  agad  aan  and  woaan. 
ilavatad  total  eholaatarol 
ya4  M»i  fMM  to  b*  an 
tndap«M«it  il**  tioiat  t4f 
Id  or  4a«tb. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Adminiatration 

21  CFR  Part  101 

(Docket  No.  91 N-OOST] 
RIN  0905-AO(M 

Food  LabaHng:  Health  Claima  and 
Label  Statements:  Dietary  Fat  and 
Cancer 

agency:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  authorizing  the 
use  on  the  labels  and  labeling  of  certain 
foods  of  health  claims  relating  to  an 
association  between  dietary  fat  and 
cancer.  This  final  rule  is  issued  under 
provisions  of  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments)  and  was  developed  in 
accordance  with  the  final  rule  on 
general  requirements  for  health  claims, 
which  is  published  elsewhere  in  this 
issue  of  the  Federal  Register.  The 
agency  has  concluded  tnat,  based  on  the 
totality  of  the  scientific  evidence,  there 
is  significant  scientific  agreement 
among  qualified  experts  that  diets  low 
in  fat  may  reduce  the  risk  of  some 
cancers.  Therefore,  FDA  has  concluded 
that  claims  on  certain  foods  relating  fat 
reduction  to  reduced  risk  of  cancer  are 
justified. 

EFFECTIVE  DATE:  May  8. 1993. 
FOR  FURTHER  MFORMATMN  CONTACT: 
Helen  HbChong  Lee.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
226),  Food  and  Drug  Administration, 
200  C  St.  SW..  Washington,  DC  20204, 
202-205-5558. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  November 
27. 1991  (56  FR  60764),  FDA  proposed 
to  authorize  the  use  on  food  labeling  of 
Imaltfa  claims  relating  diets  low  in  fat  to 
reduced  risk  of  some  types  of  cancer, 
particularly  breast,  colon,  and  prostate, 
in  the  general  population  (hereafter 
referred  to  as  the  lipids/cancer 
proposal).  The  lipids/cancar  proposal 
was  issued  under  provisions  of  the  1990 
amendments  (Pub.  L.  101-535)  that  bear 
on  health  claims  and  in  accordance  with 
the  proposed  general  requirements  for 
health  claims  for  foods  (November  27, 
1991, 56  FR  60537).  As  amended  in 
1990.  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act)  provides  that  a 
food  is  mi^randed  if  it  bears  a  daim 
that  characterizes  the  relationship  of  a 


nutrient  to  a  disease  or  health-related 
condition  unless  the  daim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D)  of  the  act  (21  U.S.C.  343(r)(3)  or 
343(r)(5)(D)). 

Section  3(b)(1)(A)  of  the  1990 
amendments  specifically  requires  that 
the  agency  determine  whether  claims 
respecting  10  nutrient/disease 
relationships  meet  the  requirements  of- 
section  403(r)(3)  or  403(r)(5)(D)  of  the 
act.  The  relationship  between  lipids  and 
cancer  is  one  of  the  claims  required  to 
be  evaluated.  In  the  Federal  Register  of 
March  28, 1991  (56  FR  12932).  FDA 
published  a  notice  requesting  scientific 
data  and  information  on  the  10  specific 
topic  areas  identified.  Relevant 
scientific  studies  and  data  received  in 
response  to  this  request  were  considered 
as  part  of  the  agency's  review  of  the 
scientific  literature  on  lipids  and  cancer 
and  were  included  in  the  lipids/cancer 
proposal.  Comments  received  in 
response  to  the  notice  and  not 
specifically  addressed  in  the  lipids/ 
cancer  proposal  are  summarized  and 
addressed  below. 

In  addition  to  evaluating  the  scientific 
evidence,  the  lipids/cancer  proposal 
identified  qualifying  and  disqualifying 
nutrient  levels  for  foods  bearing  health 
claims  on  fat  and  cancer.  The  lipids/ 
cancer  proposal  also  specified 
mandatory  and  optional  information  for 
health  claim  statements  and  provided 
sample  messages.  FDA  requested 
written  comments  in  response  to  its 
proposed  rule.  In  addition,  FDA  held 
public  hearings  on  January  30  and 
January  31, 1992,  on  all  aspects  of  the 
proposed  rules  published  in  response  to 
the  1990  amendments,  including  health 
claims  for  lipids  and  cancer. 

IL  Summary  of  Comments  and  the 
Agency's  Responses 

In  response  to  its  proposed  health 
claim  regulation  on  lipids  and  cancer, 
the  agency  received  approximately  80 
letters,  each  containing  one  or  more 
comments,  from  consumers,  consumer 
groups,  health  care  professionals, 
professional  organizations,  State  and   ■ 
local  governments,  a  foreign 
government,  trade  associations,  and 
industry.  A  number  of  comments 
received  on  this  proposed  rule  were 
more  appropriately  addressed  in  other 
documents,  and  these  comments  were 
forwarded  to  the  appropriate  docket  for 
response. 

A.  Validity  Issues 

1.  Many  comments  addressed  the 
basic  issue  of  whether  FDA  should 
permit  any  health  claims  about  total  fat 
and/or  any  particular  type  of  fat  and 
cancer  on  food  labeling.  Several 


comments  objected  to  the  lipids/canoer 
claim  and  suggested  that  results  from 
epidemiologic  studies  are  often 
inconclusive  and  do  not  provide  the 
information  necessary  to  identify  the 
type  of  fat  that  is  responsible  for  cancer. 
Some  comments  felt  that  claims  about 
saturated  fat  and  cancer,  but  not  about 
total  fat  and  cancer,  may  be  justified, 
but  did  not  provide  any  data  to 
document  this  conclusion.  Other 
comments  noted  that  results  from 
animal  studies  suggest  that  dietary 
lipids  do  not  affect  noncarcinc^en- 
induced  tumorigenesis.  Some  comments 
suggested  that  animal  studies  reported 
conflicting  results  on  the  relationship 
between  dietary  lipids  and  cancer. 
Other  comments  expressed  conc6m  that 
rodent  studies  were  extrapolated  to 
humans  without  considering  species 
differences. 

Conversely,  there  was  widespread 
support  from  organizations  of 
nutritionists,  organizations  of  health 
professionals,  scientific  societies, 
consumers,  and  food  manufacturers  for 
the  agency's  proposed  rule.  Most  of 
these  comments  took  the  position  that 
there  was  adequate  scientific  evidence 
to  support  claims  about  total  fat  and 
cancer,  and  concurred  that  these  claims 
should  be  permitted.  Some  of  these 
comments  stressed  that  the 
recommendations  from  Federal 
government  agencies  and  other 
authoritative  scientific  organizations, 
which  concluded  that  diets  high  in  fat 
increase  the  risk  of  cancer,  are  widely 
accepted  in  the  scientific  community. 

FDA  agrees  that  the  totality  of 
scientific  evidence  provides 
considerable  support  for  a  claim  about 
the  relationship  between  high  intakes  of 
dietary  fat  and  increased  risk  of  some 
cancers  and  that  the  conclusions  and 
recommendations  reached  in  a  number 
of  Federal  government  and  other 
authoritative  documents  about  this 
relationship  demonstrate  the  existence 
of  significant  scientific  agreement 
among  experts  qualified  by  experience 
and  training  to  evaluate  such  evidence. 
In  developing  its  proposed  regulation. 
FDA  has  reviewed  Federal  government 
reports  and  other  review  documents  as 
well  as  recent  research  articles  relevant 
to  dietary  lipids  and  cancer  risk. 
Authoritative  documents  consistently 
and  independently  conclude  that 
dietary  fat  contributes  to  the  risk  of 
some  cancers.  Among  human  studies, 
results  of  international  correlational 
studies  consistently  and  strongly  show 
that  dietary  fat  may  play  a  role  in 
cancer.  Also,  the  independent  review  by 
the  Life  Sciences  Research  Office 
(LSRO)  concurred  with  FDA's 
conclusion  that  high  fat  intake  increases 
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the  risk  of  developing  cancers. 
Furthermore,  as  discussed  in  section  m 
of  this  preamble,  new  studies  that 
became  available  for  review  after  the 
publication  of  the  lipids/cancer 
proposal  are  consistent  with  the 
agency's  conclusion  that  high  fat  intake 
is  associated  with  increased  risk  of  some 
cancers. 

FDA  considers  it  appropriate  to 
permit  health  claims  about  fat  and 
cancer  without  identification  of  the  type 
of  fat  that  is  responsible  for  the  cancer. 
As  the  agency  explained  in  the 
preamble  of  the  prooosal  (56  FR  60764 
at  60773).  the  available  scientific 
evidence  is  inconclusive  in  linking  a 
specific  type  of  fat  to  cancer  risk.  As 
presented  in  the  proposal,  some 
evidence  has  been  found  in  both  human 
studies  and  animal  studies  that  all  three 
types  of  fat  (saturated, 
monounsaturated.  and  polyunsaturated) 
may  be  associated  with  the  risk  of  some 
types  of  cancer.  Because  it  was  not 
possible  to  clearly  identify  a  particular 
type  of  fat  or  fatty  acid,  and  because 
several  types  of  ratty  acids  have  been 
implicated  in  cancer  risk,  the  agency 
based  its  claim  on  the  total  fat  content 
of  the  diet,  rather  than  on  any  specific 
type  of  fat  or  fatty  acid.  Further,  as 
explained  in  section  III  of  this  preamble, 
the  evidence  from  new  animal  studies 
generally  supports  the  conclusion 
drawn  in  the  proposal  that  total  dietary 
fat  is  associated  with  the  risk  of  cancer. 
Of  course,  if  more  conclusive  evidence 
becomes  available  about  specific  roles  of 
different  types  of  fat,  any  interested 
person  may  submit  a  petition  under  the 
provisions  of  new  §  101.71  to  revise  the 
regulation  on  identification  of  the 
specific  types  of  fat  that  affiect  cancer 
risk,  or  FDA  may  itself  initiate  action  to 
revise  the  regulation. 

The  agency  does  not  consider  the 
absence  of  evidence  from 
noncardnogen-induced  tumorigeneses 
in  animal  studies  to  be  a  major  flaw  in 
determining  the  adequacy  of  the 
scientific  evidence  to  support  a 
relationship  between  dietary  fat  and 
cancer.  The  data,  which  indicate  that 
fats  cannot  initiate  tumorigenesis  (tumor 
growth),  do  not  call  into  question  the 
validity  of  FDA's  evaluation  of  animal 
studies.  The  ciurent  understanding  of 
the  process  of  tumorigenesis  involves  a 
two  stage  model:  initiation  of  the 
carcinogenic  process,  followed  by 
promotion  of  tumor  growth.  During 
initiation,  a  normal  obII  is  altered  to 
become  a  latent  cancer  cell  This  is 
presumably  accomplished  when  a 
carcinogen  interacts  with  and 
subsequently  alters  the  genetic 
apnaratus  of  the  cell.  Diuing  tumor 
promotion,  the  altered  genes  are 


expressed  to  make  new  cells,  a  process 
leading  ultimately  to  autonomous  cell 
growth  that  is  no  longer  responsive  to 
normal  physiologic  growth  regulatory 
signals.  As  FDA  explained  in  the 
preamble  of  the  lipids/cancer  proposal, 
current  knowledge  about  tumor  growth 
shows  that  dietary  fat  affects  the 
promotional  stage,  not  the  initiation 
stage,  of  carcinogenesis  (56  FR  60764  at 
60768).  Substances  affecting  the 
promotional  stage  of  carcinogenesis  are 
appropriate  subjects  of  health  claims 
because,  in  the  promotion  stage,  the 
ultimate  development  of  cancer  that 
cannot  be  controlled  by  the  body  is  still 
in  question.  Thus,  risk  of  cancer  may 
still  be  reduced  in  the  promotion  stage. 

As  described  in  the  lipids/cancer 
proptosal,  FDA  agrees  that  extrapolation 
of  the  data  from  animal  studies  to 
humans  is  limited  by  differences  in 
metabolism  and  physiology  between 
species.  However,  experiments  in 
different  animal  species  permit  more 
intensive  observation  under  controlled 
experimental  conditions.  The  agency 
believes  that  a  careful  evaluation  of 
animal  studies  provides  useful 
information  and  can  provide  valuable 
insight  into  mechanisms  involved  and 
specificity  of  fat  versus  other  nutrients. 
Thus,  the  agency  critically  evaluated 
animal  studies  using  the  evaluation 
criteria  found  in  the  lipids/cancer 
proposal  (56  FR  60764  at  60767). 
Furthermore,  the  rodents,  which  are 
used  in  most  of  the  studies  reviewed, 
have  digestive  and/or  metabolic  systems 
that  are  similar  to  humans  and  have 
been  widely  used  in  cancer  studies.  The 
agency  did  not  include  studies  that 
utilized  cell  culture  techniques  because 
cells  can  be  genetically  transformed 
during  the  in  vitro  culture  phase,  thus 
generating  data  that  are  substantially 
different  from  findings  in  human 
physiology. 

B.  Cancer  Sites 

2.  Although  most  comments  took  the 
position  that  claims  about  total  fat  and 
cancer  should  be  permitted,  a  number  of 
comments  expressed  differing  opinions 
about  whether  claims  should 
specifically  address  the  types  of  cancer 
affected  by  a  diet  that  is  low  in  total  fat. 
Several  comments  supported  the 
agency's  proposed  §  101.73(b)(l)(iii)  (56 
FR  60764  at  60779)  to  restrict  claims  to 
cancer  of  the  breast,  colon,  and  prostate. 
One  explained  that,  without  some 
identification  of  affected  cancers,  the 
claims  may  be  misinterpreted  as 
meaning  that  all  types  of  cancer  are 
affected.  The  comment  suggested  that 
FDA  require  the  phrase,  "particularly 
colon,  breast,  and  prostate  cancer"  in 
the  health  claim. 


On  the  other  hand,  several  comments 
suggested  that  FDA  exclude  the 
designation  of  specific  cancer  for  the 
sake  of  simplicity  or  because  of  the 
inconclusiveness  of  the  relevant 
scientific  evidence.  Some  comments 
stated  that  the  magnitude  of  the 
association  between  dietary  fat  and  the 
risk  of  various  cancers  such  as  breast 
cancer,  colon  cancer,  and  prostate 
cancer  varies  so  widely  that  it  is 
misleading  to  presume  that  strong 
evidence  supports  each  site.  The 
comments  asserted  that  claims  should 
therefore  not  be  site-specific. 

FDA  has  reconsidered  the  issue  of 
requiring  claims  to  identify  the  specific 
sites  of  cancer  that  may  be  affected  by 
total  fat  content  in  the  daily  diet.  The 
agency  no  longer  believes  Uiat  the 
current  state  of  the  scientific  evidence 
on  this  issue  justifies  such  specific 
identification.  As  is  fully  discussed  in 
the  preamble  of  the  lipids/cancer 
proposal  (56  FR  60764  at  60772  and 
60773).  when  FDA  proposed  such 
identification,  the  agency  did  so  because 
an  international  correlation  study  found 
an  association  between  fat  intake  and 
cancer  of  the  breast,  colon,  and  prostate, 
but  not  of  cervical  or  lung  (Ref.  38).  The 
agency,  therefore,  concluded  that  the 
effect  of  fat  on  cancer  may  be  site- 
specific.  In  view  of  the  lack  of  evidence 
for  other  types  of  cancer,  the  agency 
believed  health  claims  would  not  be 
justified  unless  the  claims  pertained 
only  to  cancer  of  the  breast,  colon,  and 
prostate. 

However,  additional  studies  that  were 
not  available  for  review  at  the  time  of 
the  lipids/cancer  proposal  contain 
further  evidence  that  cancers  of 
additional  sites  may  also  be  affected  by 
dietary  fat  intake.  Further,  the  evidence 
for  an  association  of  an  increased  risk  of 
breast  cancer  with  dietary  lipids  appears 
not  to  be  as  strong  as  previously  thought 
from  the  findings  in  many  case-control 
and  cohort  studies  (See  section  III  of 
this  document).  Thus,  FDA  now 
concludes  that  the  identification  of 
specific  sites  of  affected  cancers  is  no 
longer  as  appropriate  as  FDA  believed 
when  it  issued  the  proposal.  In  view  of 
the  weaker  data  on  breast  cancer  and  the 
possibility  of  a  wider  variety  of  affected 
sites,  and  taking  into  account  comments 
received.  FDA  believes  that  health 
claims  should  not  be  permitted  to  refer 
to  specific  cancer  sites.  At  the  same 
time,  the  agency  feels  that  it  would  be 
misleading  to  imply  that  risk  of  all 
cancers  may  benefit  from  low  fat  diets. 
Accordingly,  FDA  has  included  a 
provision  in  §  101.73(c)(2)(B)  of  the  rule 
set  forth  below  requiring  that  health 
claims  use  the  terms  "some  types  of 
cancer"  or  "some  cancers"  in  specifying 
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the  disease.  All  provisions  in  the  rule 
addressing  specific  sites  of  cancer  have 
also  been  revised  accordingly. 

FDA  points  out  that  the  tack  of 
consistency  of  more  recent  studies  writh 
earlier  stuoies  concerning  the 
relationship  between  breast  cancer  and 
fat  intakes  does  not  bring  into  question 
the  more  general  validity  of  conclusions 
pertaining  to  dietary  fat  intake  and 
cancer  that  were  discussed  in  the 
agency's  response  to  the  previous 
comment.  The  absence  of  clear  evidence 
of  a  strong  association  between  fat  and 
breast  cancer  in  many  case-control 
studies  may  be  due  to  the  dietary 
homogeneity  of  the  population  studied. 
International  correlation  studies,  which 
have  the  greatest  variability  in  dietary 
fat  intakes  among  the  populations 
examined,  have  consistently  found  an 
association.  But  correlational  studies 
cannot  control  for  important 
confoimding  factors,  such  as  family 
history  of  cancer  and  reproductive 
history,  which  may  also  explain  the 
correlations  found  between  Cat  intake 
and  cancw  mortality  in  these  studies. 

C  Advisability  of  Permitting  Claims 

3.  Some  comments  asserted  that, 
regardless  of  whether  claims  about  total 
fat  and  cancer  may  be  valid,  sudi  claims 
should  not  be  p«tmitted  becatise  of 
safety  considerations.  A  number  of 
comments  maintained  that  health 
claims  about  total  fot  may  increase  the 
risk  of  heart  disease  from  reduced 
intakes  of  certain  nutrients  U.a.. 
essential  fatty  adds  and  fat  soluble 
vitamins).  One  of  the  comments  stated 
that  the  polyunsaturated  and 
monounsatiuated  bts  in  vegetable  oils 
have  well-documented  advantages, 
particulariy  in  beneficially  aflte^ing  the 
ratio  of  blood  total  diolesterol  to  HIX^ 
cholesterol  (i.e..  raising  the  level  of 
HDL-cholesterol  relative  to  total 
cholesterol  levels).  The  comment  also 
pointed  out  that  vegetable  fats  are  the 
primary  source  of  vitamin  E  in  U.S. 
diets,  and  asserted  that  half  of  the  U.S. 
population  is  below  the  recommended 
level  of  consumption  of  this  vitamin. 
The  comment  stated  that  there  is 
emerging  evidence  for  a  protective  role 
of  vitamin  E  in  cardiovascular  and  other 
important  diseases. 

The  agency  does  not  foresee  that  a 
health  daim  relating  diets  low  in  fat  to 
reduced  risk  of  canoOT  will  increase  the 
risk  of  coronary  heart  disease  because  of 
reductions  in  HDL  cholesterol.  Under 
the  provision  of  1990  amendments,  PDA 
evaluated  scientific  evidence  on  the 
relationships  between  dietary  fat  intakes 
and  the  development  of  two  dironic 
diseases,  cancer,  and  cardiovascular 
disease,  separately.  FDA's  evaluation  of 


the  lipids/cardiovascular  disease 
relationship  is  found  in  a  companion 
document  elsewhere  in  this  issue  of 
Federal  Register.  In  that  document. 
FDA  is  requiring  that  foods  bearing  a 
saturated  fat  and  cholesterol/heart 
disease  claim  be  "low  in  fot"  in  addition 
to  being  low  in  saturated  fiat  and 
cholesterol.  AH  currmit  dietary 
guidelines  from  the  Federal  government 
and  other  authoritative  reports  include 
recommendations  for  diets  low  in  fat 
when  dealing  with  diet  and  heart 
disease  relationships.  Diets  containing 
30  percent  or  less  of  calories  from  total 
fat  are  deemed  helpful  in  reducing  the 
risk  of  heart  disease  because  they 
facilitate  meeting  dietary  goals  for 
saturated  fat  and  cholesterol. 
Furthermore,  these  diets  are  usefril  in 
maintaining  moderate  calorie  intakes 
and  desirable  body  weights.  None  of  the 
authoritative  reports  or  guidelines  have 
noted  concerns  or  evidence  for 
inadvertent  safety  problems  if 
Americans  were  to  follow  general 
dietary  guidelines  for  reducing  fat 
intakes  to  30  percent  of  calories  or  less. 
Admittedly,  diets  very  low  in  fat  may 
pose  a  risk.  However,  given  current  rat 
intakes  in  the  U.S.  population  of 
approximately,  on  average  37  percent  of 
calories  from  fat.  and  given  the 
difficulty  in  lowering  this  level 
significantly  within  the  context  of 
dietary  patterns  in  the  United  States. 
FDA  has  concluded  thet  it  is  highly 
unlikely  that  the  U.S.  population  will  be 
able  or  motivated  to  lower  total  fat 
intakes  to  levels  low  enough  to  have 
adverse  health  effects.  Indeed, 
reductions  in  total  fat  intakes,  consistent 
with  dietary  guidelines,  are  likely  to 
have  a  beneficial  effect  on  blood  HDL- 
to  total-cholesterol  ratios. 

With  respect  to  assertions  thet  the 
lipids/cancer  health  claims  will 
adversely  affiect  the  nutritional  status  of 
vitamin  E  or  essential  fatty  adds  or  will 
have  a  negative  impact  on  coronary 
heart  disease  because  of  decreased 
vitamin  E  consumption,  FDA  does  not 
foresee  that  the  lipids/cancer  health 
claim  will  adversely  affect  the  status  of 
essential  fatty  adds  and  vitamin  E. 
Defidendes  of  essential  fatty  adds  and 
vitamin  E  are  very  rare  in  the  United 
States  at  this  time.  Furthermore,  there  is 
extensive  epidemiologic  evidence  that 
low  fat  diets  providing  Eat  at  30  percent 
of  calories  or  less  are  consumed  oy 
many  population  groups  without 
apparent  adverse  effects  (Ref.  141). 
Qirrent  dietary  guidelines,  whidi  target 
no  more  than  30  percent  of  calories  from 
fat  to  reduce  coronary  heart  disease  and 
cancer  risks,  are  generally  regarded  as 
pra^cal  in  controlling  fat,  saturated  fat. 


cholesterol,  and  calorie  intakes,  and  yet 
as  more  than  adequate  for  providing 
adequate  intakes  of  essential  fatty  adds, 
for  fadlitating  absorption  of  fat-soluble 
vitamins,  and  for  maintaining  growth 
and  development  in  children  and 
adolescents  2  years  of  age  and  older 
(Ref.  141).  Furthmmore.  the 
recommended  approadi  to  redudng 
intake  of  total  fat  is  to  increase 
consumption  of  vegetables,  fruits,  and 
whole  grain  products,  choose  lean 
meats,  fish,  and  poultry,  and  low  Cat 
dairy  products,  and  use  fats  and  oils 
sparingly.  These  diets  generally  are  not 
only  low  in  ht,  saturated  fat, 
cholesterol,  and  calories,  but  also  tend 
to  be  high  in  vitamins  (induding 
vitamin  E  and  provitamin  A). 
Additionally,  essential  fatty  add 
requirements  can  be  adequately  met 
with  cmly  about  1  percent  to  5  percent 
of  calories  from  fat.  an  intake  level  well 
below  the  recommended  levels,  and  not 
practical  to  achieve  in  the  United  States. 
Thus,  FDA  sees  little,  if  any  possibility. 
that  consumption  of  diets  consistent 
with  current  dietary  guidelines  for  fiat 
intake  will  result  in  significant 
reductions  in  intakes  of  essential  fatty 
acids  or  &t-soluble  vitamins. 
Conseqiiently.  an  adverse  effect  on  risk 
of  coronary  heart  disease  is  imlikeiy. 
Furthermore,  sdentific  evidence  is  not 
clear,  as  yet.  regarding  the  postulated, 
protedive  role  of  vitamin  E  in 
preventing  the  autoxidation  of 
polyunsaturated  fatty  adds,  a  possible 
risk  Eador  for  heart  disease. 

4.  A  comment  stated  that  the  lipids/ 
cancer  daim  ignores  the  positive  role  of 
fats  in  a  healthy  diet. 

FDA  agrees  with  the  comment  that 
dietary  fats  have  important  fundions  in 
foods  and  as  a  source  of  essential  fatty 
adds  and  other  nutrients.  In  the 
proposed  nile.  FDA  acknowledged  the 
phjrsiologic  fundions  of  dietary  fets.  As 
described  above,  the  agency  foresees 
benefidal  effeds  of  reducing  fat  intakes 
relative  to  cancer  risk,  but  does  not 
foresee  that  nutritional  deficiencies  or 
harmful  effeds  to  health  will  occur.  The 
agency  does  not  consider  it  necessary  to 
induoe  statements  in  the  health 
message  as  to  the  benefidal  role  of  fets. 
The  purpose  of  health  claims  is  to 
provide  useful  information  to 
consumers  on  nutrient/disease 
relationships.  However,  as  noted  in  the 
final  rule  on  general  prindples  for 
health  claims  published  elsewhere  in 
this  Federal  Register,  certain 
statements,  induding  general  statements 
about  the  role  of  nutrients  in 
maintenance  of  good  health,  are 
considered  to  be  dietary  guidance 
outside  the  scope  of  the  1990 
amendments,  lliese  types  of  dietary 
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guidance  would  be  permitted  as  long  as 
the  information  contained  in  them  is 
truthful  and  not  misleading. 

D.  Other  Issues 

5.  A  few  comments  stated  that  the 
proposed  rule  focuses  only  on  fat  and 
does  not  require  that  claims  discuss 
other  dietary  components  (e.g.,  complex 
carbohydrates  or  dietary  fiber).  These 
comments  asserted  that  such  a  narrow 
focus  is  misleading  and  would  not  serve 
to  educate  the  public  about  the  broad 
issue  of  diet  and  cancer.  The  comments 
emphasized  that  health  claims  should 
be  presented  in  the  context  of  a  total 
diet. 

FDA  agrees  that  health  claims  should 
be  presented  in  a  manner  that  enables 
the  public  to  comprehend  the  relative 
significance  of  the  claim  in  the  context 
of  the  total  daily  diet.  In  fact,  section 
403(r)(3)(B)(iii)  of  the  act  specifically 
requires  that  a  regulation  that  authorizes 
a  claim  require  that  the  claim  be  stated 
in  such  a  manner. 

However,  a  review  of  the 
relationships  of  other  dietary  factors  and 
cancer  risk  (apart  from  antioxidant 
vitamins  and  dietary  fiber,  which  are 
discussed  in  final  rules  published 
elsewhere  in  this  issue  of  Federal 
Register),  is  beyond  the  scope  of  the 
Congressional  mandate.  Thus.  FDA  does 
not  agree  that  the  lipids/cancer  claim 
must  specifically  address  the 
significance  of  other  nutrients  such  as 
complex  carbohydrates,  dietary  fiber, 
saturated  fat,  or  cholesterol  in  relation 
to  cancer  risk.  However,  any  interested 
party  may  petition  the  agency,  in 
accordance  with  criteria  described  in 
the  final  rule  on  general  requirements 
for  health  claims  published  elsewhere 
in  this  Federal  Register,  for  additional 
nutrient/cancer  claims  to  be  authorized. 
As  proposed,  the  fat/cancer  health  claim 
must  include  a  statement  that  the 
development  of  cancer  depends  on 
many  factors.  This  information  is 
essential  for  understanding  the  context 
of  the  nutrient/disease  relationship. 

6.  A  few  comments  urged  FDA  to 
require  health  claims  to  advise  that 
reductions  in  fet  intake  to  less  than  30 
percent  of  total  calories  may  be  needed 
to  reduce  the  risk  of  cancer.  The 
comment  argued  that  such  information 
is  needed  because  consumers  may 
otherwise  believe  they  are  making 
meaningful  reductions  in  fat  intake 
when  that  is  not  the  case.  This  comment 
pointed  to  FDA's  observation  in  the 
proposal  (56  FR  60764  at  60773)  that 
studies  with  small  differences  in  fat 
intakes  amcmg  test  groups  (from  32  to  37 
percent  of  total  calories)  failed  to  find  a 
significant  reduction  in  cancer  risk. 


FDA  does  not  agree  that  it  would  be 
appropriate  to  require  this  information 
in  the  lipids/cancer  health  claim.  This 
information  would  unduly  add  to  the 
length  and  complexity  of  the  health 
claim.  However.  FDA  concurs  that  this 
information  could  be  very  useful  to 
consumers.  Thus  FDA  has  provided  for 
optional  use  of  this  type  of  information 
as  part  of  a  health  claim,  because  it  is 
contained  in  the  significance  statement 
of  the  final  rule  (new  §  101.73(b)),  and 
information  from  this  section  of  the  rule 
is  f>ermitted  to  be  used  on  the  label 
(new  §  101.73(d)(1)). 

7.  In  its  proposed  rule,  the  agency 
requested  comments  on  whether  a  food 
that  qualifies  for  a  "reduced  fat"  or 
other  comparative  claim  should  be 
permitted  to  bear  a  health  claim  relating 
dietary  lipids  and  cancer.  Several 
comments  supported  FDA's  proposal 
that  foods  must  be  "low  fat"  or  "fat 
free"  in  order  to  carry  this  health  claim. 
However,  some  comments  objected  to 
FDA's  definition  of  "low  fat."  In 
addition  to  comments  specifically 
addressing  the  proposed  "low  fat"  or 
"fat  free"  requirement,  FDA  received  a 
large  number  of  similar  comments  on 
the  "low  fat"  requirement  that  appeared 
in  the  general  requirements  for  health 
claims,  proposal  (56  FR  60537). 

FDA  advises  that  the  final  rule  is 
retaining  the  "low  fat"  quaUfying 
criterion  for  health  claims  concerning 
fat  and  cancer.  ("Fat  free"  foods 
necessarily  meet  the  definition  of  "low 
fat;"  therefore,  to  avoid  redundancy,  the 
agency  is  requiring  only  that  a  food 
meet  the  "low  fat"  definition.)  Because 
the  issue  of  "low"  qualifying 
requirements  is  of  a  general  nature  (e.g.. 
this  criterion  also  pertains  to  the  fat  and 
heart  disease  health  claim),  most  of  the 
comments  on  this  issue  were  filed  in  the 
docket  of  the  proposal  on  general 
requirements  for  health  claims.  FDA  has 
responded  to  all  comments  about  this 
issue  in  the  preamble  of  the  final  rule 
on  general  requirements  for  health 
claims,  which  appears  elsewhere  in  this 
issue  of  the  Federal  Register. 
EHscussions  of  FDA's  definition  of  "low 
fat"  are  published  elsewhere  in  this 
issue  of  the  Federal  Register  in  the  final 
rule  on  requirements  for  nutrient   . 
content  claims. 

8.  A  few  comments  requested  that 
FDA  develop  identical  criteria  for  health 
claims  on  lipids  and  cancer  and  on 
lipids  and  cardiovascular  disease, 
because  the  proposed  criteria  for  these 
two  topics  are  similar  but  not  totally 
consistent,  and  any  differences  may  be 
confusing  to  consumers.  The  comments 
further  suggested  that  total  fat  be  used 
as  the  "common  denominator"  because 
"consumers  who  reduce  total  fat  intake 


are  likely  to  be  concurrently  reducing 
saturated  fat  intake  as  well  as 
cholesterol,  even  if  not  making  a 
conscious  attempt  at  either." 

The  agency  will  allow  manufacturers 
to  formulate  their  own  claim  combining 
the  fat  and  cancer  and  the  saturated  fat/ 
cholesterol  and  heart  disease  claim  if 
the  food  meets  the  criteria  for  both 
claims.  However,  at  this  time,  it  is  not 
appropriate  to  set  identical 
requirements  for  health  claims  for 
dietary  fat  and  cancer  and  for  dietary 
saturated  fat  and  cholesterol  and  risk  of 
heart  disease,  because  the  two  diseases 
differ  in  the  nature  of  their  relationship 
to  dietary  fat  components.  Current 
evidence  demonstrates  that  it  is  total  fat, 
rather  than  individual  fat  components, 
that  is  associated  with  an  increased  risk 
of  cancer.  However,  there  is  a 
substantial  body  of  evidence  that 
demonstrates  that  high  levels  of 
saturated  fat  and  cholesterol,  rather  than 
total  fat,  are  associated  with  an 
increased  risk  of  cardiovascular  disease. 
For  this  reason,  FDA  has  decided  to 
maintain  separate  criteria  for  the  fat/ 
cancer  and  the  saturated  fat  and 
cholesterol/heart  disease  health  claims. 

9.  Several  comments  stated  that  the 
lipids/cancer  health  claim  should 
identify  energy  intake  as  an 
independent  factor  for  cancer  rather 
than  reduced  fat  intake,  because  energy 
excess,  not  fat.  is  the  factor  that 
increases  risk  of  carcinogenesis. 
Another  comment  stated  that,  if  fat  has 
an  independent  effect  on 
carcinogenesis,  the  need  to  reduce  fat 
intake  l^omes  more  important,  because 
by  reduction  of  fat  intake,  reductions  in 
intakes  of  energy  and  fat  could  be 
efficiently  achieved. 

FDA  agrees  that  the  scientific 
evidence  on  the  association  between 
dietary  lipids  and  cancer  includes 
studies  that  demonstrate  that  total 
energy  intake  may  be  an  independent 
risk  factor  for  cancer  (Refs.  11, 17,  and 
23).  However,  the  1990  amendments 
instructed  the  agency  to  determine 
whether  claims  respecting  dietary  lipids 
and  cancer,  not  energy  intake  and 
calories,  meet  the  requirements  of 
section  403(r)(3)  of  the  act.  The  agency 
found  that,  currently,  there  is  adequate 
evidence  from  animal  studies  and  from 
human  studies  that  total  fat  is  a  risk 
factor  for  some  cancers,  independent  of 
the  effect  of  total  calories.  Furthermore, 
decreasing  the  fat  content  of  the  diet 
appears  to  be  a  practical  approach  to 
reducing  energy  intakes  and 
maintaining  desirable  body  weights. 
However,  if  a  health  claim  regarding 
energy  intake  and  cancer  is  desired, 
such  a  claim  can  be  handled  by  the 
petition  process  set  forth  in  the  general 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  R^ulations        2791 


requirements  for  health  claims  final  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

10.  One  comment  suggested  that  FDA 
exclude  omega-3  fatty  adds  from  the 
calculation  of  total  fat  for  deciding 
whether  a  food  is  "low  fat"  relative  to 
cancer  risk,  because  the  effect  of  omega- 
3  fatty  acids  may  be  neutral  or,  even, 
tumor-suppressing. 

The  agency  does  not  agree  that  the 
scientific  evidence  is  adequate  to 
estabhsh  that  omega-3  fatty  adds  are 
neutral  with  respect  to  cancer  risk.  Most 
animal  studies,  although  conduding 
that  a  diet  high  in  fish  oil  suppresses 
tumorigenesis,  have  methodologic 
problems  which  make  it  difficult  to 
extrapolate  results  to  humans. 
Spedfically,  the  diets  used  in  most  of 
these  studies  provided  insuffident 
amounts  of  the  essential  fatty  add, 
linoleic  acid,  to  support  optimal  tumor 
growth.  Therefore,  it  Is  not  possible  to 
determine  whether  the  observed  tumor- 
suppression  by  the  fish  oil  diets  was 
caused  by  an  insuffidency  of  essential 
fatty  acids  (linoleic  add)  to  support 
tumor  growth,  or  by  a  direct  inhibitory 
effect  of  the  omega-3  fatty  acids 
contained  in  the  fish  oils.  FDA  is, 
therefore,  not  persuaded  to  exclude 
omega-3  ifatty  adds  from  the  calculation 
of  total  fat  for  deciding  whether  a  food 
is  "low  fat"  with  regard  to  cancer  risk. 

However,  interested  persons  who 
believe  there  is  adequate  scientific 
evidence  to  support  a  beneficial 
relationship  between  omega-3  fatty 
acid^and  cancer  risk,  may  use  the 
petition  process  described  in  the  final 
rule  on  general  requirements  for  health 
claims,  published  elsewhere  in  this 
Federal  Register. 

.  11.  A  number  of  comments  on  the 
general  requirements  proposal  for  health 
daims  {56  FR  60537)  suggested  that 
FDA  revise  provisions  of  all  health 
daims  rules  to  be  more  understandable. 

The  agency  agrees  that  all  health 
claims  rules  should  be  made  more 
understandable  wherever  pradicable. 
FDA  has,  therefore,  made  a  variety  of 
nonsubstantive  revisions  of  provisions 
of  the  regulations  set  forth  below  for 
darity.  For  example,  provisions  have 
been  grouped  into  general  and  specific 
requirements.  The  general  requirements 
reference  other  regulations  containing 
nutrition  labeling  requirements.  The 
specific  requirements  are  separated  into 
requirements  pertaining  to  the  food  and 
those  pertaining  to  the  claim.  The  model 
heahh  claims  have  been  simplified.  The 
regulation  has  also  been  modified  to 
permit  fish  and  game  meats  that  meet 
the  requirements  for  "extra  lean"  in 
§  101.62  to  bear  the  health  claim.  This 
change  is  in  response  to  comments  on 


the  proposed  fat  and  cardiovascular 
disease  health  claim,  and  will  make 
both  final  rules  consistent  with  each 
other.  "Extra  lean"  fish  and  meats  can 
play  an  important  role  in  a  low  fat  diet. 
Consistent  with  other  health  claims 
regulations,  this  regulation  also  permits 
the  claim  to  indicate  the  prevalence  of 
cancer  in  the  United  States. 

12.  A  comment  suggested  that  the 
final  rule  include  a  requirement  that,  in 
order  to  qualify  for  the  lipids/cancer 
health  claim,  a  food  must  contain  a 
minimum  amount  of  dietary  fiber, 
because  fiber  intake  is  another  dietary 
risk  fador  for  cancer. 

The  agency  disagrees  that  dietary  fiber 
should  be  required  to  be  included  in  a 
fat/cancer  health  claim,  but  does  agree 
that  diets  rich  in  foods  containing 
dietary  fiber  and  many  other  nutrients 
are  associated  with  reduced  cancer  risk. 
Dietary  components  that  have  been 
implicated  in  cancer  development 
include  fat,  antioxidant  vitamins,  and 
fibers.  Among  these  dietary 
components,  fat  intake  has  been 
reported  as  the  most  strongly  associated 
component.  Under  the  1990 
amendments,  FDA  evaluated  scientific 
evidence  on  three  separate  health  claim 
topics  relevant  to  cancer:  Fat  and 
cancer,  antioxidant  vitamins  and  cancer, 
and  fiber  and  cancer.  Of  these  three 
topics,  FDA  has  concluded  that  there  is 
significant  agreement  about  the 
relationship  between  fat  and  cancer. 
FDA's  evaluation  and  decision  about  the 
other  two  health  claims  (published 
elsewhere  in  this  issue  of  Federal 
Register)  is  that  diets  rich  in  fruits, 
vegetables  and  grain  products,  which 
are  generally  low  in  fat  and  high  in 
dietary  fiber  and  vitamins  A  and  C,  are 
associated  with  reduced  cancer  risk. 
However,  the  agency  did  not  find  the 
evidence  suffident  to  attribute  this 
relationship  to  a  specific  nutrient 
contained  in  plant  foods.  Furthermore, 
the  agency's  review  of  scientific 
evidence  found  that  almost  all  animal 
studies  of  fat  and  cancer  employed 
defined  experimental  diets  containing 
the  same  amounts  of  vitamins  and 
fibers.  Animal  studies  on  the  association 
of  dietary  fat  with  cancer  development 
provide  substantial  support  for  the 
conclusion  that  the  effect  of  fat  intake 
on  cancer  development  is  independent 
of  the  efieds  of  fiber  and  antioxidant 
vitamins.  Therefore,  the  agency  is  not 
persuaded  to  add  fiber  content  as  a 
required  qualifying  criterion  for  the  fat 
and  cancer  claim. 

III.  Review  of  New  Sdentific  Evidence 

In  addition  to  its  evaluation  of  the 
comments,  FDA  has  evaluated  the 
scientific  literature  that  has  become 


publicly  available  since  the  issuance  of 
the  proposal.  The  following  represents  a 
summary  of  the  agency's  evaluation  of 
this  literature. 

A.  Human  Studies 

1.  Studies  Submitted  as/with  Comments 

No  new  human  studies  that  meet  the 
criteria  for  seleding  articles  to  review, 
which  are  described  in  the  lipids/cancer 
proposal,  were  submitted  with 
comments. 

2.  Update  of  the  Scientific  Literature 

Studies  that  became  available  after 
publication  of  the  lipids/cancer 
proposal  are  discussed  below  and 
described  in  Table  1. 

A  new  correlational  study  on  cancers 
of  the  colon,  redum,  prostate,  and 
breast  was  reviewed  (Ref.  92).  Incidence 
rates  for  these  cancers  and  food 
consumption  data  were  compared 
among  Chinese  in  Shanghai,  Chinese 
Americans  in  San  Frandsco,  and 
Americans  in  Connedicut.  The  study 
demonstrated  that  the  inddence  rates 
for  the  four  types  of  cancer  were  much 
higher  among  Americans  and  Chinese 
Americans  than  for  Shanghai  Chinese 
and  that  the  Americans  and  Chinese 
Americans  consumed  much  more  meat 
and  milk  products  than  the  Shanghai 
Chinese.  The  authors  interpreted  the 
results  of  the  study  to  demonstrate  that 
low  fat  diets  were  assodated  with  the 
lower  incidence  rates  of  the  four  types 
of  cancer  found  among  the  Shanghai 
Chinese.  However,  because  the  design  of 
this  study  allowed  correlations  to  be 
made  only  between  a  population's 
cancer  incidence  rates  and  its  per  capita 
food  consumption,  rather  than  studying 
individuals  who  adually  have  cancer, 
inferences  cannot  be  made  about  the 
causal  nature  of  diet  on  risk  of  cancer. 
The  study  was  unable  to  control  for 
important  risk  fadors  for  these  cancers, 
such  as  lifestyle  fadors,  family  history, 
reprodudive  and  endocrine  fadors, 
total  energy  intake,  and  differences  in 
body  weight. 

A  new  correlational  study  that 
compared  dairy  fat  and  lard  intake  data 
from  36  countries  with  cause-sped  fie 
cancer  mortality  rates  was  also  reviewed 
(Ref.  93).  World  Health  Organization 
(WHO)  mortality  statistics  for  1985- 
1987  were  correlated  with  intake  data 
obtained  from  1979-1981  Food  and 
Agricultural  Organiiation  (FAO)  food 
balance  sheets.  FAO's  food  balance 
sheets  are  approximations  of  adual- 
consumption  and  are  not  separated  by   • 
age  and  sex.  The  authors  were  able  to 
adjust  for  total  caloric  intake  but  were 
not  able  to  adjust  for  potential 
confounding  factors,  such  as  smoking 


2792        Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


and  femily  history.  The  study 
demonstrated  hi^y  significant 
correlations  between  intakes  of  dairy  hi 
or  lard  fat  and  mortality  from  all  causes, 
total  cancer,  and  colon  and  rectal  canco' 
among  both  men  and  women  and  from 
lung  cancer  and  prostate  cancer  for  men 
and  breast  cancer  for  women. 

a.  Pancreatic  cancer.  The  agency 
reviewed  two  new  case-control  studies 
on  diet  and  pancraetic  cancer,  which 
were  published  in  1991  (see  Table  1). 
One  study  conducted  in  Poland  (Ref.  94) 
''emonstrated  no  association  between 
risk  of  pancreatic  cancer  and  total 
dietary  fat  or  saturated  fat  The  highest 
intake  of  dietary  cholesterol  measured 
in  the  study  was  associated  with  a 
statistically  significant  relative  risk  (the 
incidence  of  cancer  of  the  exposed 
group/the  incidence  of  cancer  of  the 
unexposed  group)  of  4.3  for  pancreatic 
cancer.  However,  the  highest  intakes  of 
monounsaturated  &tty  adds  and  of 
polyunsaturated  Catty  adds  were 
assodated  with  statistically  significant 
decreased  risks  (see  Table  1).  The 
second  case-control  study,  which  was 
conducted  in  the  Netherlands,  did  not 
analyze  for  total  dietary  fet  or  for 
saturated  fat  (Ref.  95).  Consumption  of 
eggs  was  assodated  with  a  statistically 
significant  increased  risk  and  daily 
consumption  of  vegetables  showed  a 
protective  effed  in  this  study. 

b.  Bladder  cancer.  One  case-control 
study  on  bladder  cancer  conduded  in 
Spain  was  reviewed  (Ref.  96  and  Table 
1).  An  increased  risk  of  bladder  cancer 
was  found  with  dietary  saturated  fat  but 
not  with  total  fat.  The  results  of.this 
study  may  be  biased  by  the  inclusion  of 
208  prevalent  cases  of  bladder  cancer. 
approximately  half  of  the  cancer  cases.   . 
Case-control  studies  us\ially  seled 
inddent  cases  of  cancer  for 
partidpation,  which  are  new  cases,  i.e.. 
those  not  previously  diagnosed. 
Prevalent  cases  are  patients  who  have 
survived  the  disease  for  at  least  some 
amount  of  time  and  are  generally  not 
included  in  case-control  studies  of 
cancer  because  the  traits  contributing  to 
their  survival  may  modify  potential  risk 
fadors  of  the  disease. 

c.  Lung  cancer.  A  prospective  cohort 
study  on  lung  cancer  published  in  1991 
was  reviewed  (Ref.  97  and  Table  1).  The 
cohort  consisted  of  1378  men  employed 
by  the  Western  Electric  Company  in 
Chicago.  The  men  were  40  to  55  years 
old  in  1958  when  enrolled  in  the  study 
and  were  followed  for  24  years.  Dietary 
information  was  coUeded  in  1958  and 
in  1959  when  all  the  men  were 
clinically  free  of  cancer.  After  adjusting 
the  results  for  smoking  and  percent  of 
calories  from  fat.  an  increment  of 
dietary  cholesterol  of  SCO  mg  per  day 


was  assodated  with  a  relative  risk  of 
lungTancer  of  1.9. 

d.  Breosf  cancer.  Five  new  case- 
control  studies  on  diet  and  breast  cancer 
were  reviewed  (see  Table  1).  One  study 
that  examined  only  postmenopausal 
breast  cancer  found  no  assodation  with 
dietary  fat  (Ref.  99).  However,  the  study 
suffered  frtim  low  partidpation  rates 
among  both  the  cases  and  controls, 
which  prohibits  generalization  of  the 
study  results  to  the  total  population. 

A  case-control  study  oi  both 

gremenopausal  and  postmenopausal 
reast  cancer  among  Singapore  Chinese 
showed  no  effed  of  diet  on 
postmenopausal  women  (Ref.  100).  No 
effed  on  breast  cancer  risk  for 
premenopausal  women  was  found  for 
total  fat.  for  satiueted  fat,  for 
monounsaturated  fatty  adds  or  for 
cholesterol;  polyunsaturated  fatty  acids 
demonstrated  a  protective  effed.  The 
median  level  of  dietary  total  fat 
consumed  on  a  daily  basis  was  33  grams 
(g)  for  cases  and  34  g  for  controls:  total 
fat  intake  ranged  from  26  g  to  41  g  in 
this  study.  The  authors  did  not  adjust 
the  results  for  total  calories. 

A  French  case-control  study  found 
hmited  evidence  that  fat  is  assodated 
with  breast  cancer  risk  when  the  results 
were  analyzed  by  menopausal  status 
(Ref.  101).  However,  for  all  women 
analyzed  together  regardless  of 
menopausal  status,  total  fat  was 
associated  with  a  relative  risk  of  1.6. 
saturated  fat  was  assodated  with  a 
relative  risk  of  1.9  and  monounsaturated 
fatty  adds  were  associated  with  a 
relative  risk  of  1.7.  Polyunsaturated  fatty 
acids  were  not  assodated  with  risk  of 
breast  cancer.  The  results  were  not 
adjusted  for  total  calories:  thus,  the 
increased  risk  associated  with  the  fats 
may  adually  be  due  to  a  higher  caloric 
intake  by  the  cancer  cases.  Several  food 
items  were  associated  with  an  increased 
risk  of  breast  cancer  among  all  women, 
including  high  fat  cheese,  fruits  rich  in 
beta-carotene,  and  desserts  and 
chocolate. 

A  case-control  study  conduded  in 
Moscow  found  that  dietary  fat  was  not 
assodated  with  risk  of  breast  cancer  in 
either  premenopausal  or 
postmenopausal  women  (Ref.  102). 
Gram  levels  of  daily  total  fat  intake  were 
not  provided.  Several  nutrients  were 
assodated  with  a  protedive  effed. 
including  polyiuisaturated  fatty  adds, 
beta-carotene,  vitamin  C,  calcium,  and 
cellulose.  Risks- associated  with  food 
items  were  not  examined  in  this  study. 
A  large  case-control  study  conduded 

in  Italy  examined  the  risk  of  breast 
cancer  associated  with  fat  intake  from 

seasonings  (Ref.  103).  A  moderate 
assodation  was  found  for  total  fat 


seasonings  and  for  butter  and  oil.  but  no 
assodation  was  found  for  margarine. 
The  results  were  not  adjusted  for  total 
calories  and  very  limited  dietary 
information  was  colleded. 

e.  Colorectal  cancer.  Three  new 
studies  on  colorectal  cancer  were 
reviewed  (see  Table  1).  The  most 
informative  study  of  the  three  was 
conduded  in  Majorca  (Ref.  104).  An 
increased  risk  of  colorectal  cancer  was 
found  to  be  assodated  with  total 
calories,  and,  after  adjustment  for  total 
calories,  an  increased  risk  was  also 
assodated  with  cholesterol,  protein,  and 
carbohydrates  (Ref.  104).  A  protective 
effed  was  demonstrated  with  fiber  frt>m 
legumes.  Colorectal  cancer  risk  was  not 
foimd  to  be  associated  with  high 
consumption  of  total  dietary  fats  or 
satiirated  fats.  However,  this  lack  of 
assodation  between  coloredal  cancer 
and  dietary  fat  may  be  a  result  of  the 
population's  consumption  of  primarily 
monounsaturated  fatty  adds  rather  than 
animal  fats. 

f.  Prostate  cancer.  Two  additional 
case-control  studies  on  the  association 
between  dietary  fadors  and  risk  of 
prostate  cancer  were  reviewed  (Refs. 
105  and  106  and  Table  1).  One  study 
conduded  in  Spain  from  1983  to  1987 
found  that  risk  of  prostate  cancer  was 
increased  by  a  diet  rich  in  animal  fats 
but  not  by  a  diet  rich  in  vegetable  fats 
(Ref.  105).  Also,  meat  consumption  was 
associated  with  increased  risk,  but 
different  types  of  meat  were  not 
significantly  linked  to  prostate  cancer. 
The  study  did  not  adjust  for  total 
calories:  however,  the  relative  risks 
assodated  with  animal  fats  and  with 
meat  consumption  were  large  enough 
(see  Table  1)  that  after  adjustment  for 
calories  the  relative  risk  estimate  would 
most  likely  remain  elevated. 

A  case-control  study  of  prostate 
cancer  conduded  in  Utah  demonstrated 
that  dietary  fadors  were  not  assodated 
with  risk  of  prostate  cancer  among 
young  men  (aged  45  to  67  years)  (Ref. 
106).  However,  among  men  aged  68  to 
74  years,  risk  was  increased  for  total 
calories,  and  after  adjustment  for  total 
calories,  an  increased  risk  was 
assodated  with  total  fat.  protein,  and 
also  for  monounsaturated  fatty  acids 
and  polyunsaturated  fatty  adds.  For 
both  age  groups,  the  baseline  level  of 
total  fat  intake  was  about  or  less  than  66 
g  per  day. 

In  addition  to  the  studies  in  Tabb  1. 
several  review  articles  on  the 
relationship  between  dietary  fat  and 
cancer  were  published  recently  (Refa. 
107, 108. 109,  and  110).  Two  of  these 
review  articles  stated  that  the  evidence 
for  a  putative  effect  of  dietary  fat  on 
breast  cancer  risk  is  based  primarily  on 
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international  correlational  studies, 
whereas  case-control  studies  and  cohort 
studies  have  found  only  weak 
associations  or  no  association  between 
dietary  fat  and  breast  cancer  risk  (Refs. 
107  and  108).  Kinlen  (Ref.  107)  suggests 
that  the  international  correlations  with 
fat  may  be  a  reflection  of  the  effects  of 
calorie  restriction  in  poor  countries  or 
over-nutrition  in  affluent  countries 
during  the  years  of  growth  which 
directly  influences  known  risk  factors 
for  breast  cancer,  such  as  age  at 
menarche  and  body  size. 

A  recent  review  on  prostate  cancer 
(Ref.  109)  stated  that,  overall,  the 
epidemiology  studies  on  diet  and 
prostate  cancer  implicate  fat  as  the  main 
dietary  component  associated  with 
increased  risk.  Specifically,  recent  case- 
control  studies  are  supportive  cf  an 
association  of  fat  to  prostate  cancer, 
whereas  cohort  studies  have  shown 
either  an  equivocal  and  no  effect. 

B.  Animal  studies 

1.  Studies  Submitted  as/with  Comments 

No  new  animal  studies  that  meet  the 
criteria  for  selecting  articles  to  review, 
which  is  described  in  the  lipids/cancer 
proposal,  were  submitted  with 
comments. 

2.  Update  of  the  Scientific  Literature 

FDA  reviewed  22  new  animal  studies 
deahng  with  the  relationship  between 
dietary  fat  and  cancer  that  were  not 
available  for  review  in  the  proposed  rule 
(see  Table  2).  Dietary  fat  and  mammary 
tumorigenesis  was  the  subject  of  nine 
studies.  The  role  of  fat  in  colon 
tumorigenesis  was  evaluated  in  five 
studies,  while  the  role  of  fat  in 
tumorigenesis  at  pancreas,  skin,  or 
lymph  were  evaluated  in  two  studies  for 
each  tumor  site.  Fat  and  leukemia  or  fat 
and  liver  tumor  was  the  subject  of  one 
report  for  each  tumor  site. 

a.  Role  of  total  dietary  fat.  Six 
mammary  tumor  studies  examined  the 
effects  of  total  fat  on  tumorigenesis. 
Among  these,  three  studies  (Refs.  112, 
113,  and  114)  reported  a  significant 
association  of  high  dietary  fat  with  the 
development  of  mammary  tumors.  For 
example,  Kumaki  and  Noguchi  (Ref. 
112)  measured  the  influence  of  high 
dietary  fat  on  the  malignant  intensity 
and  hormone  receptors  of  7,12- 
dimethylbenzanthracene  (DMBA)- 
induced  mammary  tumor  in  female  rats 
fed  either  a  low  fat  (0.5  percent  com  oil) 
or  a  high  fat  (20  percent  com  oil)  diet 
after  DMBA  administration.  Tumor 
incidences  in  the  high  fat  fed  group 
were  significantly  higher  than  in  the 
low  fat  fed  group  (86  percent  versus  46 
percent,  respectively)  and  tumors  were 


significantly  larger  in  the  high  fat  fed 
group  than  in  the  low  fat  fed  group  (13.9 
millimeters  (mm)  versus  7.9  mm, 
respectively).  In  this  study,  the  05 
percent  com  oil  diet  provided 
inadequate  linoleic  acid  (about  0.3 
percent  by  weight)  for  growth  of  the 
mammary  tumors.  The  deficiency  of 
linoleic  acid,  rather  than  decreased  total 
fat.  could  have  reduced  tumorigenesis. 

Cohen  et  al.  (Ref.  113)  examined  the 
effects  of  dietary  fat  and  fiber  in  the  N- 
nitrosomethylurea  (NMU)-induced  rat 
mammary  tumor  model.  The  number  of 
tumor-bearing  rats  and  the  mean 
number  of  tumors  per  rat  were 
significantly  higher  in  rats  fed  a  high  fat 
diet  (23.5  percent  com  oil)  than  in  those 
fed  a  low  fat  diet  (5  percent  com  oil). 
The  latent  period  was  also  significantly 
prolonged  in  the  low  fat  fed  group.  The 
diets  used  by  Cohen  et  al.  were  not 
isocaloric  and  body  weights  were 
significantly  lower  in  the  5  percent  com 
oil  group  from  weeks  11  to  15  of  the 
study.  Therefore,  the  resuhs  could  have 
been  caused  by  differences  in  energy 
intake  rather  than  fat  per  se. 

Gonzalez  et  al.  (Ref.  114)  studied  the 
effects  of  different  amounts  and  types  of 
fat  on  the  growth  of  human  breast 
carcinoma  in  athymic  nude  mice.  They 
reported  that  a  diet  with  20  percent  com 
oil  by  weight  significantly  elevated  the 
volume  of  transplanted  mammary 
tumors  (estrogen-dependent  MDA- 
MB231  and  nonestrogen-dependent 
MCF-7)  in  mice,  compared  to  effects  of 
a  diet  containing  5  percent  com  oil. 
Diets  used  in  this  study  were  not 
isocaloric  and  the  differential  intakes 
among  groups  confound  an  attribution 
of  the  dietary  fat  to  the  results  per  se. 
The  MDA-MB23  cell  line  was  estrogen- 
dependent  and  estrogen  provided  in  the 
drinking  water  and  implanted  pellets 
may  have  affected  tumor  grovrth  in 
these  groups. 

Studies  by  Zhu  et  al  (Ref.  115),  Aksoy 
et  al.  (Ref.  116),  and  Khoo  et  al.  (Ref. 
117)  reported  no  association  between' 
dietary'  total  fat  and  tumorigenesis  in 
rodents.  Zhu  et  al.  (Ref.  115)  measured 
the  effect  of  total  dietary  fat  and  dietary 
energy  restriction  on  growth  of 
methylnitrosourea  (KD«JU)-induced 
mammary  tumorigenesis  in  female  rats. 
When  the  diets  were  isocaloric  (50 
kilocalories  (kcal)  per  day  or  35  kcal  per 
day),  tumor  yield  (number  or  weight) 
was  not  different  between  the  two  diet 
groups  (45  percent  fat  diet  by  energy 
and  25  percent  fat  diet  by  energy).  In 
this  study,  diets  differed  in  the 
provision  of  linoleic  acid:  The  25 
percent  fat  diet  provided  about  1.7 
percent  linoleic  acid  by  weight.  This 
amount  was  most  likely  inadequate  for 
tumor  growth. 


Aksoy  et  al.  (Ref.  116)  attempted  to 
identify  effects  of  different  levels  of 
dietary  fat  on  MNU-induced  rat 
mammary  tumorigenesis.  These  authors 
reported  no  difference  in  the  incidence, 
yield,  or  mortality  among  groups  fed 
diets  containing  12  percent,  25  percent, 
and  45  percent  fat  by  energy.  The  12     - 
percent  or  the  25  percent  fat  diets 
(which  provided  about  0.7  percent  or 
1.9  percent  linoleic  acid  by  weight)  may 
not  have  provided  adequate  linoleic 
acid  for  tumor  growth.  In  this  study,  rats 
consumed  the  same  amount  of  calories, 
and  body  weights  were  not  different 
among  groups  even  though  the 
experimental  diets  were  not  isocaloric. 

Khoo  et  al.  (Ref.  117)  tested  the 
anticancer  effect  of  dietary  stearic  acid. 
In  this  study,  mammary  tumors  were 
induced  by  NMU  and  cultured  in  vitro. 
The  cultured,  tumor  cells  were 
implanted  in  the  flank  of  rats.  Rats  were 
fed  either  a  powdered  control  diet  or  a 
diet  containing  20  percent  stearic  acid 
by  weight.  Feeding  was  continued  for  6 
weeks  before  and  25  days  after  tumor 
implantation.  The  stearic  acid- 
supplemented  diet  did  not  affect  the 
growth  (size  or  weight)  of  the 
transplanted  tumors.  The  adequacy  of 
dietary  linoleic  add  for  tumor  growth  in 
this  study  cannot  be  determined 
because  the  fatty  acid  composition  in 
the  diet  was  not  reported. 

Six  new  studies  examined  the  effects 
of  dietary  fat  on  development  of 
chemically-induced  colon  tumors  in 
rodents.  Two  studies  measured  the 
effect  of  total  fat  (Refs.  118  and  119). 
Nicholson  et  al.  (Ref.  118)  measured  the 
influence  of  dietary  fat  (beef  suet,  rich 
in  saturated  fats  and  com  oil,  rich  in 
linoleic  acid)  on  colorectal 
tumorigenesis.  Wistar  rats  were  fed  diets 
containing  5  percent  or  20  percent  fat 
(beef  suet  or  com  oil)  by  weight.  The  5 
percent  beef  suet  diet  significantly 
reduced  azoxymethane-induced  colon 
adenocarcinoma  compared  to  the  20 
percent  beef  suet  diet  (12  carcinomas 
versus  28  carcinomas,  respectively,  in 
the  5  percent  and  20  percent  beef  suet 
groups).  The  difference  in  tumor  yield 
between  the  5  percent  com  oil  and  20 
percent  com  oil  diets  was  not 
statistically  significant  (1  carcinoma 
versus  2  carcinomas,  respectively, 
between  the  5  percent  and  20  percent 
com  oil  groups).  The  beef  suet  diets 
provided  limited  linoleic  acid  (0.6 
percent  to  1  percent). 

Behling  et  al.  (Ref.  119)  measured  the 
effects  of  varying  levels  of  dietary 
calcium  and  butter  fat  on  lipid 
utilization  and  development  of  colon 
tumors  in  dimethylhydrazine 
dihydrochloride  (DMH)-initiated  rats. 
These  authors  found  no  difference  in 
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inlMtinal  tumors  in  rats  fed  either  a  diet 
with  5  peicant  butter  bA  plus  1  perorat 
com  oil  or  a  diet  wdth  20  percaot  butter 
fat  plus  1  percent  com  oil.  The 
experiaMntel  diets  provided  limited 
linoleic  acid  (about  0.6  percent  by 
weight).  Mid  this  may  have  decreased 
the  possibilitv  of  identifying  effecU  of 
total  dietary  uL 

Hietanen  at  aL  (Ref.  120)  measured 
modulation  by  quantity  and  degree  of 
saturation  of  dietary  fat  of  oxidative 
stress  and  chemically-induced  liver 
tumor*  in  rats.  These  authors  found  a 
significantly  increased  incidence  of 
liver  tumors  in  rats  fiad  a  diet  containing 
high  levels  of  polyunsatiuated  fotty 
acids  (PUFA:  25  percent  simflower  seed 
oil  by  weight)  compared  to  rats  fad  a 
diet  containing  low  concentrations  of 
polyunsaturated  Catty  adds  (2  percent 
sunflower  seed  oil  by  weight).  Tumor 
incidences  were  80  percent  versus  42 
percent  for  groups  fed  25  percent  or  2 
percent  simflower  seed  oil.  respectively. 
The  2  percent  PUFA  diet  in  this  study 
provided  about  1.6  percent  linoleic  acid, 
which  may  not  have  been  adequate  for 
tumor  growth.  Body  weight  changes 
were  not  significantly  diuerent  among 
groups,  although  diets  were  not 
isocaloric. 

Smith  et  al.  (Rei  121)  measured  the 
effects  of  a  high  fat  diet  and  a  CCK- 
receptor  antagonist  on  growth  of  a 
human  pancreatic  tumor  cell  line  in 
nude  mice.  In  this  study,  a  high  fat  diet 
(20.3  percent  fat  by  weight:  4.3  percent 
chow  fat  plus  16  percent  com  oil) 
significantly  increased  tumor  volume 
and  protein  content  compared  to  values 
for  tumors  from  mice  fed  a  chow  diet. 
Fatty  add  composition  of  the  chow  diet 
was  not  reported.  However,  the  chow 
diet  may  not  have  provided  adequate 
linoleic  acid  for  tumor  growth,  and  a 
limitation  of  linoleic  add.  rather  than 
low  total  fat.  could  have  reduced  tumor 
growth. 

Longnecker  et  al.  (Ref.  122)  studied 
the  development  of  pancreatic 
neoplasms  in  elastase-1 -simian  vims 
transgenic  mice.  The  authors  reported 
no  difference  in  incidence  of  tumor 
between  groups  of  mice  fed  a  5  percent 
com  oil  diet  or  a  20  percent  com  oil 
diet.  The  applicability  of  the  results  of 
this  study  in  genetically  transformed 
mice  to  human  cancer  studies  is  not 
clear. 

Thus,  among  the  11  studies  that 
examined  the  effect  of  dietary  fat  on 
tumori genesis.  6  studies  (3  mammary 
tumor  studies.  1  colon  tiunor  study.  1 
pancreatic  tumor  study,  and  1  Uver 
tumor  study)  reported  slgnific:ant 
reductions  in  the  risk  of  tiunorigenesls. 
measured  by  inddenca,  muhlplidty,  or 
latency,  by  redudng  bt  intakes  from 


about  20  percent  to  about  5  percent 
However,  the  evaluati<Hi  of  the  studies 
was  difficuh  because  many  studies 
suffered  a  critical  and  a  common 
limitation  in  the  methodology:  diets 
were  hmited  in  linoleic  add.  which  is 
necessary  for  optimal  tumor  growth. 

b.  Effects  of  types  of  fat.  Four  studies 
examined  the  effects  of  different  types 
of  Cat  on  mammary  tumorigenesis  (Reb. 
117. 123. 124.  and  125).  All  four  studies 
reported  inconsistent  or  insignificant 
emcts  of  different  types  of  fiit 

Buckman  et  al.  (Ret.  123)  studied 
whether  oleate  influences  the  linoleate- 
enhanced  metastasis  of  murine 
noammary  tumors.  Diets  contained  13.5 
percent  to  61  percent  linoleic  acid  and 
12  percent  to  47  percent  oleic  add. 
Total  fat  was  20  percent  by  weight  Diets 
did  not  significantly  affect  latent  period, 
inddenca,  or  yield  of  tumors.  These 
diets  provided  adequate  linoleic  acid  for 
optimal  tumor  grovvth  at  the  mammary 

Sland  The  authors  reported  that  a  low 
inoleic  add  to  low  oleic  add  diet 
reduced  lung  metastasis  compared  to 
the  other  three  diets  (low  linoleic  acid 
to  high  oleic  add.  high  linoleic  acid  to 
moderate  oleic  acid,  and  high  linoleic 
acid  to  low  oleic  acid).  Values  were  10 
nodules.  62  nodules.  78  nodules,  and  90 
nodules,  respectively,  for  mice  fed  these 
four  diets.  Tne  low  linoleic  acid  to  low 
oleic  add  suppressed  tumorigenesis.  in 
terms  of  metastasis,  in  lung  but  not  in 
liver. 

Lasekan  et  al.  (Ref.  124)  fed  raU  diets 
with  20  percent  fot  by  weight  and 
examined  DMBA-induced  mammary 
tumorigenesis.  The  concentrations  of 
linoleic  acid  and  oleic  add. 
respectively,  in  the  dietary  fat  were  72.9 
percent  and  12.4  percent  linoleic  acid- 
rich  safflower  oil  diet  (SL  diet).  17.2 
percent  and  71.1  percent  safflower  oil 
diet  (SO  diet).  5.6  percent  and  6.7 
percent  olive  oil  diet  (OO  diet),  and  16.9 
percent  and  67.9  percent  linoleic  add- 
rich  olive  oil  diet  (OL  diet).  The 
concentrations  of  linoleic  acid  in  the 
diets  were  14.6  percent  (SL  diet).  3.4 
percent  (SO  diet).  1.1  percent  (OO  diet), 
and  3.4  percent  (OL  diet)  by  weight 
Dietary  concentrations  of  linoleic  add, 
oleic  add.  or  linoleic  add  to  oleic  add 
ratio  did  not  consistently  affed  latent 
period,  incidence,  or  yield  of  mammary 
tumors.  The  OO  diet  showed  a 
significant  tumor-lowering  effed.  which 
disappeared  when  linoleic  add  was 
added.  Tumors  per  rat  were  3.0.  5.1.  3.5. 
and  5.0  in  raU  fed  the  00.  OL.  SL,  and 
SO  diet,  respectively.  Because  the  OO 
diet  was  limited  in  linol«c  add.  the 
findings  support  the  "about  4  percent 
linoleic  acid  requirement"  for  mammary 
tumorigenesis  in  rodents  (Refo.  20  and 
71). 


Khoo  et  al.  (Ref.  117)  also  showed  that 
20  peroent  supplementation  of  stearic 
acid  to  a  control  diet  did  not  affed 
mammary  tumor  growth  in  rats.  Fatty 
add  composition  of  the  control  diet  was 
not  reported  for  this  study,  and  the 
adequacy  of  linoleic  acid  content  cannot 
be  determined.  Hirose  et  al.  (Ref.  125) 
also  reported  no  difference  in  mammary 
tumor  yields  between  the  10  percent 
soybean  oil  group  and  the  10  percent 
safHower  oil  ^up.  Both  of  these  diets 
contained  sumcient  linoleic  acid  for 
optimal  tumor  growth. 

Three  studies  (Refs.  118. 125,  and 
126)  examined  the  effects  of  different 
types  of  fat  on  colon  tumorigenesis.  One 
study  (Ref.  116]  reported  that  a  diet 
containing  20  percent  beef  suet 
produced  significantly  more  tumor  than 
a  diet  containing  20  percent  com  oil  (28 
carcinoma  versus  2  carcinoma, 
respedively).  The  5  percent  beef  suet 
diet  also  elevated  tumor  yield  compared 
to  the  5  percent  com  oil  diet  (12 
carcinoma  versus  1  cardnoma, 
respedively).  The  beef  suet  diets, 
although  providing  limited  linoleic 
add,  nevertheless  increased  colon 
tumor  development.  The  findings 
suggest  that  the  effeds  of  saturated  fatty 
acids  (SFA)  may  be  promoting  and  those 
of  polyunsaturated  fatty  acids  (PUFA) 
may  be  protedive  for  colorectal 
tumorigenesis. 

Conversely,  Nutter  et  al.  (Ref.  126) 
measured  the  effects  of  dietary  fet  and 
protein  on  DMH-induoed  tumor 
development  and  immune  responses  in 
male  mice.  These  authors  reported  that 
4.7  percent  beef  tallow  (BT)  diets  wrere 
protedive  for  colon  tumorigenesis  in 
mice  compared  to  4.7  percent  com  oil 
(CO)  diets  (3.2  tumor  per  tumor-bearing 
mouse  versus  12.3  tumor  per  tumor- 
bearing  mouse,  BT  versus  00, 
respectively).  This  study  suffers 
limitations  in  methodology:  the  total  fat 
level,  4.7  percent,  was  too  low,  and  the 
beef  tallow  diet  was  limited  in  content 
of  linoleic  add  (about  0.3  percent  by 
weight). 

Tne  other  study  by  Hirose  et  al.  (Ref. 
125)  reported  that  incidence  or  yield  of 
experimental  tumorigenesis  at  the  colon 
was  not  different  between  the  10 
percent  soybean  oil  group  and  the  10 
percent  safflower  oil  group  in  rats.  The 
diets  provided  adequate  linoleic  acid  for 
optimal  tumor  growth. 

Two  studies  on  skin  tumors  (Refs.  127 
and  128)  were  also  reported.  Locniskar 
et  al.  (Ref.  127)  compared  the  effects  of 
fish,  coconut,  and  com  oils  on  skin 
tumors  induced  by  DMBA  and 
benzoylperoxide  in  mice.  Leyton  et  al. 
(Ref.  128)  measured  the  effects  of 
different  types  of  dietary  fat  on  DMBA- 
and  phorbolester  (12-0- 
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tetradecanoylphoibol-13-acetate.  TPA)- 
elicited  tumohgenesis  at  mouse  skin. 
Both  studies  found  a  significant 
protective  effect  of  PUFA  (com  oil)  and 
a  significant  promoting  effect  of  SFA 
(coconut  oil)  on  skin  tumohgenesis.  In 
both  of  these  studies,  diet  groups  with 
the  highest  dietary  com  oir(15  percent 
by  weight  in  one  study  and  10  percent 
by  weight  in  the  other  study  as  the  sole 
fat  source)  showed  the  lowest  yield  of 
papilloma  (3.4  tumors  versus  11.7 
tumors,  1  percent  CO  versus  15  percent 
CO  in  SENCAR  mice)  or  carcinoma.  The 
results  differ  from  the  "about  4  percent 
linoleic  acid  requirement"  for  optimal 
tumorigenesis  for  mammary 
tumorigenesis  in  rodents  (Refs.  129  and 
130)  and  suggest  that  the  linoleic  acid 
requirement  may  be  different  for  tumors 
at  different  sites. 

The  results  of  the  recently  reported 
studies  show  that,  when  the 
requirement  of  linoleic  acid  for  optimal 
tumor  growth  is  met,  types  of  dietary  fat 
do  not  have  specific  effects  on 
tumorigenesis  of  the  mammary  gland. 
The  study  results  on  colon  tumor  are 
equivocal:  dietary  PUFA  was  promoting 
in  one  study  and  was  protective  in  the 
other.  The  two  studies  in  skin  tumor 
consistently  reported  a  protective  role  of 
dietary  PUFA,  which  suggests  a 
different  level  of  linoleic  acid 
requirement  for  tumorigenesis  at 
different  sites. 

c.  Fat  intake  versus  energy  intake. 
Because  energy  intake  and  rat  intake  are 
highly  correlated,  it  is  possible  that  the 
association  between  dietary  fat  and 
cancer  is  confounded  by  energy  intake. 
It  also  has  been  demonstrated  in  animal 
and  human  studies  that  energy  intake  in 
excess  of  an  essential  requirement  is  of 
primary  importance  in  deftermining  the 
incidence  of  induced  and  spontaneous 
tumors.  During  the  preparation  of  the 
proposal  on  the  lipids  and  cancer  health 
claim.  FDA  carefully  reviewed  studies 
with  isocaloric  diets  or  similar  energy 
provisions.  The  agency  reached  the 
tentative  conclusion  that  the  totality  of 
the  evidence  fitim  both  animal  and 
human  studies  showed  that  the  effect  of 
dietary  fat  on  tumorigenesis  is 
independent  of  the  effect  of  energy 
(Refs.  11,17.  and  23). 

Two  new  animal  studies  examined 
the  relationship  between  fet  and  cancer 
with  isocaloric  diets  or  similar  energy 
provisions  (Refs.  115  and  116).  One 
study  (Ref.  115)  reported  that  calorie 
restriction,  rather  dian  fat  content, 
significantly  reduced  tumor  growth  in 
this  study.  Another  study  by  Aksoy  et 
al.  (Ref.  116)  reported  no  difference  in 
the  growth  of  mammary  tumors  among 
12  percent.  25  percent,  and  45  percent 
fait-fed  groups.  Ho%vever.  both  of  these 


n^ative  studies  suffered  from  the  same 
methodological  problem:  diets  were 
limited  in  linoleic  acid  (about  1.7 
percent  linoleic  acid  in  one  study  «nd 
about  0.7  percent  to  1.9  percent  linoleic 
acid  in  the  other).  Because  of  this 
common  limitation  that  linoleic  acid  in 
the  diet  was  not  sufficient  for  optimal 
tumor  growth,  the  studies  cannot  be 
adequately  evaluated  for  the  effect  of  fat 
on  cancer.  In  conclusion,  althou^  the 
newly  reported  studies  were  not 
adequate  to  evaluate  the  energy- 
independent  effect  of  fat  on  cancer 
development,  from  several  studies 
previously  reviewed,  the  agency  found 
adequate  evidence  to  conclude  that  the 
effect  of  fat  is  independent  of  the  effect 
of  energy. 

d.  Oinega-3  fatty  acids  and  fish  oil.  In 
one  study  (Ref.  125).  mammary  tumor 
was  induced  by 
dimethylbenzanthracene  and 
dimethylhydrazine.  and  the  effects  of 
perilla  oil  (an  omega-3  fatty  acid  rich 
plant  seed  oil),  soybean  oil,  and 
safflower  oil  were  tested  at  10  percent 
by  weight.  Incidence  rates  were  not 
different  among  groups  but  the  tumor 
yield  was  significantly  lowered  by 
perilla  oil  feeding,  compared  to  soybean 
oil  or  safflower  oil  feeding  (4.4  tumors. 
6.5  tumors,  and  S.7  tumors  per  rat: 
perilla  oil,  soybean  oil.  and  safflower 
oil.  respectively).  Perilla  oil  is  rich  in 
linoleic  acid  (13.7  percent)  compared  to 
soybean  and  saffk)wer  oils,  which 
contain  1.7  percent  and  0.1  percent 
linoleic  acid,  respectively.  Perilla  oil  is 
also  relatively  low  in  linoleic  acid  (15.9 
percent)  compared  to  soybean  and 
safflower  oils,  which  contain  52.6 
percent  and  74  percent  linoleic  acid, 
respectively.  This  study  suffers  the 
common  methodological  limitation  in 
that  perilla  oil  diet  containing  about  1.6 
percent  linoleic  acid  may  have  provided 
inadequate  linoleic  acid  for  tumor 
growth. 

One  recent  study  on  colon 
tumorigenesis  (Ref.  129)  also  reported  a 
protective  effiect  of  omega-3  fatty  acid. 
In  this  study,  mice  were  fed  a  19.2 
percent  fet  diet  with  various  sources: 
beef  tallow,  soybean  oil,  and  a 
commercial  fish  oil  product  (MaxEPA). 
The  MaxEPA  diet  significantly  lowered 
and  the  beef  tallow  diet  significantly 
elevated  the  yield  of  adenocarcinoma  of 
the  colon,  compared  to  other  groups 
(mean  tumor  per  animal  was  1.23  mean 
tumor,  0.47  mean  tumor,  and  a  23  mean 
tumor  for  the  beef  tallow,  soybean  oil, 
and  fish  oil  group,  respectively).  Diets 
provided  adequate  linoleic  acid  for 
optimal  tumor  growth.  This  result 
suggests  that  the  hi^  fish  oil  diet 
(MaxEPA)  may  have  a  protective  role  in 


dimethylhydrazine-induced  colon 
tumorieenesis  in  Swiss-Webeter  mice. 

Another  study  (Ret  125)  found  an 
inconsistent  effect  of  diffierent  types  of 
fat  on  tumorigenesis  at  the  colon.  A  10 
percent  perilla  oil  diet  significantly 
loivered  incidence  of  colon  tumors 
compared  to  a  10  percent  soybean  oil 
diet  or  a  10  percent  safflower  oil  diet  in 
rats.  Tumor  incidences  were  4  percent. 
9  percent,  or  9  percent  for  the  perilla  oil, 
soybean  oil.  or  safflower  oil  diets, 
respectively.  Tumor  yield  was  not 
different  among  groups.  In  this  study, 
the  perilla  oil  diet  provided  about  1.6 
percent  linoleic  acid  by  weight,  which 
might  have  been  limiting  for  optimal 
tumor  growth. 

There  were  two  lymphoma  studies 
(Refs.  130  and  131),  which  showed  an 
adverse  effect  of  omeg8-3  rich  fatty  acid 
on  tumorigenesis.  Both  studies  used 
AKR  mice  and  examined  the  growth  of 
xenograft  lymphoma.  The  composition 
of  dietary  fat  tested  were  fish  oil  versus 
beef  tallow  in  one  study  and  fish  oil 
versus  hydrogeneted  beef  tallow  in  the 
other.  Diets  in  both  of  these  studies 
were  severely  limited  in  linoleic  acid 
(0.01  percent  to  0.48  percent  by  weight 
in  one  s^udy  and  0.004  percent  to  0.18 
percent  by  weight  in  the  other  study). 
Due  to  this  methodological  problem,  the 
results  are  not  useful  for  evaluating  the 
effect  of  fat. 

Hence,  results  of  the  recently  reported 
studies  are  contradictory  for  the  effect  of 
omega-3  fatty  acid  on  tumor 
development.  One  (Ref.  129)  of  the  four 
studies  studied  the  development  of 
colon  tumor  with  an  adequate  linoleic 
acid  provision  in  the  diet.  In  this  study, 
the  fish  oil  (MaxEPA)  at  19.2  percent  by 
weight  significantly  reduced  tumor 
yield.  The  study,  however,  suffers-from 
the  limitation  that  the  amount  of  dietary 
fish  oil  used  was  impractically  high. 
Overall,  the  recent  studies  failed  to 
adequately  refute  or  support  the  effects 
of  fish  oil  on  tumorigenesis.  Further 
studies  are  required  to  elucidate  the 
effects  and  mechanism  of  omega-3  fatty 
acids  on  tumorigenesis. 

e.  S4echanisms  of  carcinogenesis. 
Although  several  mechanisms  have 
been  proposed,  the  biochemical 
mechanism  by  which  fat  affects 
tumorigenesis  has  not  been  definitely 
established.  As  discussed  in  the  lipids/ 
cancer  proposal,  hypotheses  include  fat- 
induced  alteration  in  membrane 
peroxidation,  immune  function,  gene 
expression,  metabolism  of  chemical 
carcinogens,  metabolism  of  hormones, 
metabolism  of  eicosanoids,  and  turnover 
rate  of  intestinal  mucosal  cells  (56  FR 
60764).  Recent  studies  have  not  further 
elucidated  the  mechanisms  for  the  effect 
of  fet  on  tumorigenesis. 
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After  reviewing  the  animal  studies, 
Schatzkin  et  al  (Ref.  132)  concluded  that 
increasing  the  amount  of  dietary  fat 
increases  mammary  tumorigenesis, 
whether  measured  in  terms  of 
incidence,  multiplicity,  or  latency;  the 
production  of  tumors  is  enhanced  when 
a  high  level  of  fat  is  fed  after,  not  before, 
initiation,  suggesting  a  promotional 
effect  of  dietary  fat;  the  tumor- 
enhancing  effects  of  high  levels  of 
saturated  or  polyunsaturated  fat  are 
similar  when  the  diets  contain  a 
minimal  amount  of  polyunsaturated  fat 
to  provide  essential  fatty  acids;  and  that 
dietary  fat  and  total  calorie  intake  seem 
to  have  separate  tumor  enhancing 
effects. 

On  the  other  hand,  Kritchevsky  (Ref. 
133)  noted  that  all  of  the  studies  relating 
to  fat  and  experimental  carcinogenesis 
show  that  increasing  levels  of  dietary  fat 
increases  tumor  incidence;  the  effect 
seems  to  be  exerted  principally  in  the 
promotion  phase  and  plateaus  at 
between  5  and  10  percent  of  fat  in  the 
diet;  and  energy  from  the  fat-rich  diets, 
rather  than  fat  per  se,  may  be  the  factor 
enhancing  tumorigenesis.  He  concluded 
that: 

The  possibility  that  the  problem  may  be 
energy  rather  than  fat  permits  us  to  make 
broader  dietary  choices  without  excluding 
specific  nutrients.  *  *  *  The  call  for 
reductions  in  fat  intake  to  15  percent  or  20 
percent  of  energy  may  be  considered  drastic, 
but  a  modest  reduction  (perhaps  to  30 
percent  of  energy)  might  not  be  out  of  order. 

Another  comprehensive  review  of 
studies  (Ref.  134)  reached  conclusions 
similar  to  those  of  Kritchevsky.  The 
authors  concluded  that: 

High  dietary  fat  (20  percent  by  weight  or 
40  percent  by  energy)  significantly  elevates 
incidence  and  multiplicity  of  mammary 
gland  rumors  induced  chemically  in  rodents. 
High  dietary  total  fat  also  clearly  promotes 
tumorigenesis  at  the  colon  and  pancreas.  On 
the  other  hand,  moderate  to  severe  dietary 
restriction  in  animals  yields  fewer 
neoplasms,  particularly  in  the  mammary 
gland.  Intake  of  a  high-fat  diet  even  at 
moderate  restriction  would  not  lead  to 
promotion  because  the  dietary  restriction 
would  have  the  opposite  effect.  This  Gnding 
could  obviously  be  transformed  to  humans. 
However,  most  human  populations  do  not 
voluntarily  undergo  lifelong  dietary 
restriction  but  rather  eat  ad  libitum. 

Therefore, 

A  diet  which  is  high  in  complex 
carbohydrate  (65  percent  to  70  percent  by 
energy)  and  moderate  in  fat  (20  percent  to  25 
percent)  and  protein  (10  percent  to  15 
percent)  would  be  recommended. 

C.  Conclusions  About  New  Evidence 

The  agency  has  reviewed  several  new 
research  articles,  and  several  review 
papers,  which  were  published  since  the 


proposal.  Among  the  human  studies, 
one  correlational  study  was  supportive 
of  the  hypothesis  that  high  fat  diets 
increase  the  risk  of  cancers  of  the  colon, 
rectum,  prostate  and  breast  (Ref.  92), 
and  anoUier  correlational  study 
supported  the  relationship  between 
increased  cancer  risk  and  dairy  fat  and 
lard  fat  (Ref.  93).  A  new  case-control 
study  on  pancreatic  cancer  was 
consistent  with  the  earlier  reports  that 
this  cancer  is  not  associated  with 
dietary  fat  (Refs.  94).  A  study  on  bladder 
cancer  suggested  that  an  increased  risk 
was  associated  with  saturated  fat  but  not 
with  total  fat  (Ref.  96). 

The  results  of  several  new  human 
case-control  studies  on  breast  cancer 
demonstrated  no  effect  of  total  dietary 
fat  on  postmenopausal  breast  cancer  risk 
(Refs.  99, 100,  and  102).  Moreover,  the 
evidence  for  an  effect  of  dietary  fat  on 
premenopausal  risk  was  extremely 
limited  in  the  new  studies  reviewed, 
and  the  study  that  found  an  increased 
risk  associated  with  fat  for  all  women 
(not  separated  by  menopausal  status) 
did  not  adjust  for  total  calories  (Ref. 
101).  The  case-control  studies  on  breast 
cancer  which  examined  associations 
with  food  found  increased  risks  from 
total  food  (Ref.  101)  and  from  fats  used 
as  seasonings  (Ref.  103),  but  not  from 
meat  (Ref.  101). 

However,  for  a  number  of  reasons, 
case-control  studies  are  at  a 
disadvantage  compared  to  correlational 
studies  in  their  ability  to  detect  an 
association  between  dietary  fat  and 
cancer  risk.  The  range  of  dietary  fat 
intake  is  usually  narrow  in  case-control 
studies  because  the  populations  studied 
are  homogenous  in  terms  of  dietary 
parameters.  It  is  extremely  difficult  for 
an  epidemiology  study  to  detect  an 
increase  in  cancer  risk  associated  with 
dietary  fat  when  the  difference  in  fat 
intake  between  cases  and  controls  is 
minimal.  Also,  the  average  fat  content  of 
the  diet  in  Western  countries  is  seldom 
less  than  30  percent  to  35  percent  of 
total  calories.  Although  it  is  not  known 
for  certain  how  low  the  fat  content  of  a 
diet  needs  to  be  before  a  reduction  in 
cancer  risk  is  achieved,  it  is  at  least  less 
than  30  percent  of  total  calories.  Thus, 
it  is  not  surprising  that  the  resuhs  of 
case-control  studies  investigating  the 
relation  between  dietar>'  fat  and  cancer 
are  often  equivocal. 

A  new  study  on  colorectal  cancer  did 
not  demonstrate  an  increased  risk 
associated  with  total  dietary  fat  or 
saturated  fat  but  did  show  an  increased 
risk  with  total  calories  and  with 
cholesterol  (Ref.  104).  Two  new  case- 
control  studies  on  prostate  cancer  both 
found  an  increased  risk  associated  with 
dietary  fat  (Refs.  105  and  106). 


The  evidence  from  the  new  animal 
studies  generally  supports  the 
conclusion  drawn  in  the  lipids/cancer 
proposal  that  dietary  total  fat  is 
associated  with  the  risk  of  cancer. 
Among  eleven  animal  studies,  six 
studies  (three  in  mammary  tumor,  one 
in  colon  tumor,  one  in  pancreatic  tumor, 
and  one  in  liver  tumor)  reported    , 
significant  reductions  in  the  risk  of 
tumorigenesis,  measured  by  incidence, 
multiplicity,  or  latency,  by  reducing  fat 
intakes  from  about  20  percent  to  about 
5  percent. 

Regarding  types  of  fat.  the  new 
studies  provide  the  same  conclusion  as 
the  one  that  the  agency  drew  in  the 
proposal:  currently,  there  is  not  enough 
evidence  to  delineate  specific  roles  of 
different  types  of  fat  on  tumorigenesis. 
The  new  studies  show  that  when  the 
requirement  of  linoleic  acid  for  optimal 
tumor  growth  is  met,  various  types  of 
dietary  fat  do  not  affect  tumorigenesis  at 
the  mammary  gland  differently.  The 
study  results  on  colon  tumor  are 
equivocal;  dietary  PUFA  was  promoting 
in  one  study  and  was  protective  in  the 
other.  The  two  studies  on  skin  tumor 
consistently  reported  a  protective  role  of 
dietary  PUFA,  which  suggests  a 
different  level  of  linoleic  acid 
requirement  for  tumorigenesis  at 
different  sites. 

It  is  difficult  to  disassociate  the  effect 
of  fat  from  the  effect  of  total  energy.  The 
two  new  animal  studies  did  not  provide 
further  evidence  that  dietary  fat  has  an 
energy-independent  effect  on 
carcinogenesis.  There  are  two  new 
studies  that  utilized  isocalorie  or  similar 
calorie  provisions  (Refs.  115  and  116). 
One  of  these  studies  reported  that 
energy  intake  rather  than  fat  intake 
affects  cancer  development.  However, 
both  studies  suffered  the  common 
methodologic  limitation  that  linoleic 
acid  in  the  diet  was  insufficient  and 
were  not  adequate  to  evaluate  the  effect 
of  fat.  However,  several  studies 
previously  reviewed  by  the  agency 
(Refs.  11. 17,  and  23)  provided  adequate 
evidence  to  conclude  that  the  effect  of 
fat  is  independent  of  the  effect  of 
energy. 

As  was  the  case  with  studies  reviewed 
in  the  proposal,  new  studies  on  omega- 
3  fatty  acid  and  tumor  development  do 
not  provide  conclusive  evidence. 
Among  the  four  new  studies  of  omega- 
3  fatty  acid  and  cancer,  only  one  study 
(Ref.  129)  in  colon  tumor  provided 
adequate  linoleic  acid  in  the  diet.  The 
fish  oil  (MaxEPA)  at  19.2  percent  by 
weight  significantly  reduced  tumor 
yield,  suggesting  that  the  fish  oil  may 
reduce  DMH-induced  colon  tumor  risk. 
The  study,  however,  suffered  from  tho 
limitation  that  the  amount  of  dietary 
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fish  oil  used  was  \uipractically  high. 
Additional  studies  are  required  to 
elucidate  the  effects  and  mechanisms  of 
omega-3  fatty  acids  on  tumorigenesis. 

The  new  studies  reviewed  cud  not 
further  elucidate  the  mechanisms  for  the 
effect  of  fat  on  tumorigenesis.  The 
existing  hypotheses  include  alterations 
in  membrane  peroxidation,  membrane 
fluidity  and  microenvironment,  immune 
function,  gene  expression,  metabolism 
of  chemical  carcinogens,  metabolism  of 
hormones,  metabolism  of  eicosanoids, 
and  turnover  rate  of  intestinal  mucosal 
cells  (as  discussed  in  the  lipids/cancer 
proposal). 

Tnus,  new  animal  studies  provide 
some,  although  inconclusive,  evidence 
that  dietary  total  fat  is  associated  with 
risk  of  some  cancers.  Mammary  tumor, 
colon  tumor,  pancreatic  tumor,  and  liver 
tumor  may  be  affected.  Evidence  is 
inconclusive  regarding  specific  roles  of 
di^rent  types  of  fat  including  Rsh  oils. 
The  evaluation  of  the  new  studies  was 
greatly  hampered  by  the  common 
limitation  in  the  experimental  design  of 
limited  linoleic  acid  in  the  diet. 

As  discussed  previously  in  this 
preamble,  several  commoits  suggested 
that  FDA  drop  the  specification  of  types 
of  cancer  affected  from  the  health  claim. 
In  view  of  the  new  evidence,  FDA 
believes  that  the  scientific  evidence  on 
lipids  and  risk  of  specific  cancers  is  not 
as  yet  definitive.  Further  evidence  has 
to  be  accumulated  to  draw  clear 
conclusions  regarding  effects  of 
different  types  of  &t,  effects  at  different 
tumor  sites,  effects  of  omega-3  fatty 
acids,  the  quantitative  relationship 
between  fat  and  energy,  and 
mechanisms  by  which  {at  affacts  cancer 
development.  Methodological 
limitations  in  the  human  and  animal 
studies  on  dietary  lipids  and  cancer  are 
discussed  in  the  lipids/cancer  proposal 
and  elsewhere  in  this  document. 

In  conclusion,  the  evidence  found  in 
the  new  studies  in  humans  and  animals 
supports  the  agency's  tentative 
conclusion  in  the  proposal  that  the 
totality  of  publicly  available  scientific 
evidence  supports  an  association 
between  dietary  fat  and  cancer  risk. 
Evidence  is  also  accumulating  that  total 
energy  intake  is  an  additional  risk  factor 
for  cancer.  However,  the  evidence  for 
which  types  of  cancer  are  affected  is 
equivocal.  Therefore,  the  agency  is  not 
authorizing  the  phrase  "particularly 
cancers  of  the  colon,  breast,  and 
prostate"  or  any  other  site  to  be 
included  in  the  health  claim. 

IV.  Environmental  Impact 

FDA  has  determined  that  under  21 
CFR  25.24(a)(ll),  this  action  is  of  a  type 
that  does  not  individually  or 


cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

V.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  Labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27,  1991  (56  FR  60856).  and 
along  wdth  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Renter.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville.  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

VI.  References 

The  following  references  have  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persons 
between  9  a.m.  and  4  p.m..  Monday 
through  Friday. 

1.  DHHS,  Public  Health  Service,  "Healthy 
People  2000:  National  Health  Promotion  and 
Diseasa  Prevention  Objectivet."  DHHS  Pub. 
No.  (PHS)  91-50213.  a,  pp.  412-416  and 


119-120.  U.  S.  Govenunent  Printing  O^ice. 
Washington.  DC.  1991. 

2.  Park.  Y.  K..  and  £.  A.  YeUey.  "Trend 
Changes  in  Use  and  Currant  Intakes  of 
Tropical  CMls  in  the  United  SUtes," 
American  Journal  ofChnical  Nutrition, 
51:73»-48. 

3.  National  Research  Council,  Conunission 
on  Life  Sciences.  National  Research  Council. 
"Diet  and  Health.  Implications  for  Reducing 
Chronic  Disease  Risk."  Committee  on  Diet 
and  Health.  Food  and  Nutrition  Board. 
National  Academy  Press.  Washington.  DC. 
1988. 

4.  DHHS.  "The  Surgeon  General's  Report 
on  Nutrition  and  Health."  DHHS  (PHS)  Pub. 
No.  8«-50210  (GPO  Stock  No.  017-001- 
00465).  pp.  177-203,  U.S.  Government 
Printing  OfTice.  Washington.  DC.  1988. 

5.  National  Research  Council, 
"Recommended  Dietary  Allowances."  10th 
ed..  Food  and  Nutrition  Board,  Commission 
on  Life  Sciences.  National  Academy  Press. 
Washington.  DC.  1989. 

6.  USDA.  DHHS.  "Nutrition  and  Your 
Health;  Dietary  Guidelines  for  Americans," 
Home  and  Garden  Bulletin.  No.  232.  U.S. 
Government  Printing  Office,  Washington.  DC. 
1990. 

7.  Worid  Health  Organization.  "Diet, 
Nutrition,  and  the  Prevention  of  Chronic 
Diseases."  WHO  Technical  Report  Series  797. 
pp.  62-94.  World  Health  Organization. 
Geneva.  1990. 

8.  Federation  of  American  Societies  for 
Experimental  Biology,  LSRO.  'The  Role  of 
Dietary  Lipids  in  Cancer."  In  press.  1991. 

9.  Health  and  Welfare.  Canada,  "Nutrition 
ReconrunendaUons,  the  Report  of  the 
Scientific  Review  Committee-1990," 
Canadian  Government  Publishing  Centre. 
Ottawa,  Canada,  1990. 

10.  Shao,  R.,  M.  L.  Dao.  N.  K  Day.  and  R. 
A.  Good.  "Dietary  Manipulation  of  Mammary 
Tumor  Development  in  Adult  C3H/Bi  Mice 
(4  304 1 ) ,"  Proceeding  of  Society  of 
Experimental  Biology  and  Medicine, 
193{4):313-317.  1990. 

11.  Welsch,  Q  W..  J.  L.  House.  B.  L  H«r. 
S.  J.  Eliasberg.  and  M.  A.  Welsch. 
"Enhancement  of  Mammary  Carcinogenesis 
by  High  Levels  of  Dietary  Fat:  A  Phenomenon 
Ciependent  on  Ad  Libitum  Feeding,"  Journal 
of  the  National  Cancer  Institute,  82:1615- 
1620,1990. 

12.  Adams.  L.  M., ).  R.  Trout,  and  R.  A 
Karmali.  "Effect  of  N-3  Fatty  Acids  on 
Spontaneous  and  Experimental  Metastasis  of 
Rat  Mammary  Tumour  13762,"  British 
Journal  of  Cancer,  61(2):290-291. 1990. 

13.  Sinkeldam.  E.  J..  C  F.  Kuper,  M.  C 
Bosland.  V.  M.  H.  Hollanders,  and  D.  M. 
Vedder.  "Interactive  Effects  of  DieUry  Wheat 
Bran  and  Lard  on  N-methyl-N'-nitro-N- 
nitroguanidine-induced  Colao 
Carcinogenesis  in  Rats,"  Cancer  Besearch. 
50(4):1092-6, 1990. 

14.  Newbeme.  P.  M..  D.  Bueche.  & 
Riengropitak.  and  T.  F.  Schrager.  "The 
Influence  of  Dietary  Levels  of  Vitamin  A  and 
Fat  on  Colon  Cancer,"  Nutritional  Cancer, 
13:235-242,  1990. 

15.  Deschner,  B.  E.,  J.  S.  Lytle.  G.  Wong. 

).  F.  Kuperto.  and  H.  L  Newmark.  "The  Effect 
of  Dietary  Omega-3  Fatty  Adds  (Ftsh  Oil)  on 
Azoxymethanol-lnduced  Focal  Areas  of 


2798        Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


Dysplasia  and  Colon  Tumor  Incidence," 
Cancer,  66:2350-2358, 1990. 

16.  Reddy,  B.  S..  C  Burill.  and  J.  Rigotty. 
"Effect  of  Diets  High  in  Omega-S  and  Omega- 
6  Patty  Acids  on  Initiation  and  Postinitiation 
Stages  of  Colon  Carcinogenesis,"  Concer 
Hesearch.  51:487-491. 1991. 

17.  Birt.  D.  P.,  A.  D.  Julius.  L.  T.  White,  and 
P.  M.  Pour,  "Enhancement  of  Pancreatic 
Carcinogenesis  in  Hamsters  Fed  a  High-fat 
Diet  Ad  Libitiun  and  at  a  Controlled  Caloric 
Intake."  Cancer  Research,  49:5848-5851, 

1989. 

18.  Appel.  M.  J..  A.  van  Garderen-Hoetmer. 
and  R.  A.  Woutersen,  "Azaserine-Induced 
Pancreatic  Carcinogenesis  in  Rats:  Promotion 
by  a  Diet  Rich  in  Saturated  Fat  and  Inhibition 
by  a  Standard  Laboratory  Chow,"  Cancer 
Letters.  55:239-248, 1990. 

19.  Birt.  D.  P.,  A.  D.  Julius,  E.  Dwork.  T. 
Hanna.  L.  T.  White,  and  P.  M.  Pour, 
"Comparison  of  the  Effects  of  Dietary  Beef 
Tallow  and  Com  Oil  on  Pancreatic 
Carcinogenesis  in  the  Hamster  Model." 
Carcinogenesis.  ll(5):745-758, 1990.. 

20.  Ip,  C  "Fat  and  Essential  Fatty  Acid  in 
Mammary  Carcinogenesis,"  American 
Journal  ofOtnical  Nutrition.  45:218-224. 
1987. 

21.  Imaida.  K.,  H.  Sato.  H.  Okamiya,  M. 
Takahashi,  and  Y.  Hayashi.  "Enhancing 
Effect  of  High  Fat  Diet  on  4-Nitroquinoline 
l-oxide-induced  Pulmonary  Tumorigenesis 
in  ICR  Male  Mice,"  Japan  Journal  of  Cancer 
Research.  80:499-502. 1989. 

22.  Katz,  E.  B..  and  E.  S.  Boylan,  "Effects 
of  Reciprocal  Changes  of  Diets  Differing  in 
Fat  Content  on  Pulmonary  Metastasis  from 
the  13762  Rat  Mammary  Tumor,"  Cancer 
Research.  49:2477-2484, 1989. 

23.  Birt.  D.  P.,  L.  T.  White,  B.  Choi,  and 
J.  C  Pelling.  "Dietary  Fat  Effects  on  the 
Initiation  and  Promotion  of  Two-stage  Skin 
Tumorigenesis  in  the  SENCAR  Mouse." 
Cancer  Research.  49:4170-4174. 1989. 

24.  Borgeson,  C.  E.,  L  Pardini,  R.  S. 
Pardini,  and  R.  C  Reitz,  "Effects  of  Dietary 
Fish  Oil  on  Human  Mammary  Carcinoma  and 
on  Lipid-metabolizing  Enzymes,"  Lipids, 
24(4):290-295, 1989. 

25.  Fritsche,  K.,  and  P.  V.  Johnston,  "Effect 
of  Dietary  Alpha-linolenic  Acid  on  Growth, 
Metastasis.  Fatty  Add  Profile  and 
Prostaglandin  FYoduction  of  Two  Murine 
Mammary  Adenocarcinomas,"  Journal  of 
Qinical  Nutrition,  120:1601-1609, 1990. 

26.  Sakaguchi,  M..  S.  Rowley,  N.  Kane,  C. 
Imray,  A.  Davies,  C.  Jones,  M.  Newbold,  M. 
R.  B.  Keighley,  P.  Baker,  and  J.  P. 
Neoptolemos,  "Reduced  Tumour  Growth  of 
the  Human  Colonic  Cancer  Cell  Lines  COLO- 
320  and  HT-29  In  Vivo  by  Dietary  N-3 
Lipids,"  British  Journal  of  Cancer,  62:742- 
747, 1990. 

27.  O'Connor,  T.  P.,  B.  D.  Roebuck,  F.  J. 
Peterson,  B.  Lokesh,  J.  E.  Kinsella.  and  T.  C 
Campbell,  "Effect  of  Dietary  Omega-3  and 
Omega-6  Fatty  Acids  on  Development  of 
Azaserine-induced  Preneoplastic  Lesions  in 
Rat  Pancreas,"  Journal  of  the  National  Cancer 
Institute.  81:858-863, 1989. 

28.  Orengo,  I  F..  H.  S.  Black.  A.  H.  Kettler. 
and  J.  E.  Wolf,  "Influence  of  Dietary 
Menhaden  Oil  Upon  Carcinogenesis  and 
Various  Cutaneous  Responses  to  Ultraviolet 
Radiation,"  Photochemical  Photobiology, 
49(l):71-77. 1989. 


29.  Locniskar,  M..  M.  A.  Belury,  A.  G. 
Cumberland,  K.  E.  Patrick,  and  S.  M.  Fischer. 
"Lack  of  a  Protective  Effect  of  Menhaden  Oil 
on  Skin  Tumor  Promotion  by  1 2-0 
tetradecanoylphorbol-1 3-acetate." 
Carcinogenesis.  11(9):1641-1645. 1990. 

30.  Yam.  D..  A.  Fink,  I.  Nir,  and  P. 
Budowski,  "Insulin-tumour 
Interrelationships  in  EL4-lymphoma  or 
Thymoma-bearing  Mice,  II.  Effects  of  Dietary 
Omega-3  and  Omega-6  Polyunsaturated  Fatty 
Adds."  British  Journal  of  Cancer.  62:897- 
902  1990. 

31.  Ung,  P.  R..  N.  W.  Istfan.  S.  M.  Lopes. 
V.  K.  Babayan,  G.  L.  Blackbiim.  B.  R. 
Bistrian,  "Structured  Lipid  Made  from  Fish 
Oil  and  Medium-chain  Triglycerides  Alters 
Tumor  and  Host  Metabolism  in  Yoshida- 
sarcoma-bearing  Rats,"  American  Journal  of 
Qinical  Nutrition.  53:1177-1184, 1991. 

32.  Dupont,  J..  P.  J.  White.  M.  P.  Carpenter, 
B.  J.  Schaefer,  S.  N.  Meydani,  E.  E.  Elson,  M. 
Woods,  and  S.  L.  Gorbach,  "Food  Uses  and 
Health  Effects  of  Com  Oil."  Journal  of  the 
American  College  of  Nutrition,  9:438-470. 
1990. 

33.  Pariza,  M.  W.,  "Dietary  Fat  and  Cancer 
Risk:  Evidence  and  Research  Needs,"  Annual 
Review  of  Nutrition.  8:167-183, 1988. 

34.  Barone,  J.,  and  J.  R.  Hebert.  "Dietary  Fat 
and  Natural  Killer  Cell  Activity,"  Medical 
Hypotheses.  25:223-226. 1988. 

35.  Erickson.  K.  L.  and  N.  E.  Hubbard, 
"Dietary  Fat  and  Tumor  Metastasis," 
Nutrition  Reviews.  48:6-14, 1990. 

36.  Lane,  H.  W.,  and  J.  T.  Carpenter. 
"Breast  Cancer:  Incidence,  Nutritional 
Concerns,  and  Treatment  Approaches," 
Journal  of  American  Diet  Association, 
87:765-769, 1987. 

37.  Prentice.  R.  L,  F.  Kakar,  S.  Hursting. 
L.  Sheppard,  R.  Klein,  and  L.  H.  Kushi. 
"Aspects  of  the  Rationale  for  the  Women's 
Health  Trial,"  Journal  of  the  National  Cancer 
Institute.  80:802-814, 1988. 

38.  Hursting,  S.  D.,  M.  Thoraquist,  and  M. 
M.  Henderson,  "Types  of  Dietary  Fat  and  the 
Incidence  of  Cancer  at  Five  Sites,"  Preventive 
Medicine,  19:242-253, 1990. 

39.  Knekt,  P.,  D.  Albanes,  R.  Seppanen,  A. 
Aromaa.  R.  jarvinen.  L.  Hyvonen,  L.  Teppo, 
and  E.  Pukkala,  "Dietary  Fat  and  Risk  of 
Breast  Cancer,"  American  Journal  of  Clinical 
Nutrition.  52:903-908, 1990. 

40.  Howe,  G.  R.,  C.  M.  Friendcnreich,  M. 
Jain,  and  A.  B.  Miller.  "A  Cohort  Study  of  Fat 
Intake  and  Risk  of  Breast  Cancer,"  Journal  of 
the  National  Cancer  Institute,  83:336-340, 
1991. 

41.  Mills,  P.  K.,  J.  F.  Annegers,  and  R.  L. 
Phillipis,  "Animal  Product  Consumption  and 
Subsequent  Fatal  Breast  Cancer  Risk  Among 
Seventh-day  Adventists,"  American  Journal 
of  Epidemiology.  127:440-453, 1988. 

42.  Rohan,  T  E.,  A.  J.  McMichael.  and  P. 
A.  Baghurst,  "A  Population-based  Case- 
control  Study  of  Diet  and  Breast  Cancer  in 
Australia,"  American  Journal  of 
Epidemiology,  128:478-489, 1988. 

43.  Gerber,  M.,  S.  Richardson,  P.  Crastes  de 
Paulet,  H.  Pujol,  and  A.  Crastes  de  Paulet, 
"Relationship  Between  Vitamin  E  and 
Polyunsaturated  Fatty  Acids  in  Breast 
Cancer,"  Qjncer,  64:2347-2553, 1989. 

44.  Iscovich,  J.  M.,  R.  B.  Iscovich,  G.  Howe, 
S.  Shiboski,  and  J.  M.  Kaldor,  "A  Case- 


control  Study  of  Diet  and  Breast  Cancer  in 
Argentina,"  Internal  Journal  of  Cancer, 
44:770-776, 1989. 

45.  Pryor,  M.,  M.  L.  Slattery,  L.  M.  Robison, 
and  M.  Egger,  "Adolescent  Diet  and  Breast 
Cancer  in  Utah."  Cancer  Research,  49:2161- 
2167, 1989. 

46.  Toniolo.  P..  E  Riboli.  F.  Protta.  M. 
Charrel.  and  A.  P.  M.  Cappa.  "Calorie- 
providing  Nutrients  and  Risk  of  Breast 
Cancer."  Journal  of  the  National  Concer 
Institute,  81:278-286, 1989. 

47.  Ewertz,  M.,  and  C.  Gill,  "Dietary 
Factors  and  Breast-cancer  Risk  in  Denmark," 
Internal  Journal  of  Cancer,  46:779-784. 1990. 

48.  Mettlin,  C  J.,  E.  R.  Schoenfeld,  and  N. 
Nalarajan,  "Patterns  of  Milk  Consumption 
and  Risk  of  Cancer,"  Nutrition  Cancer. 
13:89-99. 1990. 

49.  Simard,  A..  J.  Vobecky,  and  J.  S. 
Vobecky,  "Nutrition  and  Lifestyle  Factors  in 
Fibrocystic  Disease  and  Cancer  of  the 
Breast,"  Cancer  Detection  Prevention, 
14:567-572, 1990. 

50  Van't  Veer.  P.,  F.  J.  Kok.  H.  A.  M. 
Brants,  T.  Ockhuizen,  F.  Sturmans,  and  R.  J. 
Hermus.  "Dietary  Fat  and  the  Risk  of  Breast 
Cancer."  International  Journal  of 
Epidemiology.  19:12-18. 1990. 

51.  Van't  Veer,  P..  E.  M.  van  Leer,  A. 
Rietdijk,  F.  J.  Kok,  E.  G.  Schouten,  R.  J.  J. 
Hermus.  and  F.  Sturmans,  "Combination  of 
Dietary  Factors  in  Relation  to  Breast-cancer 
Occurrence,"  International  Journal  of  Cancer, 
47  649-653.  1991. 

52.  Eid.  A.  and  B.  M.  Berry,  "The 
Relationship  Between  Dietary  Fat.  Adipose 
Tissue  Composition,  and  Neoplasms  of  the 
Breast,"  Nutritional  Journal  of  Cancer,    _ 
11:173-177.1988. 

53.  Hohn.  L.,  E.  Callmer,  M.  Hjahnar,  E. 
Lidbrink,  B.  Nilsson,  and  L.  Skoog.  "Dietary 
Habits  and  Prognostic  Factors  in  Breast 
Cancer,"  Journal  of  the  National  Cancer 
Institute,  81:1218-1223, 1989. 

54.  Boyd.  N.  F.,  M.  Cousins,  M.  Beaton,  E. 
Fishell,  B.  Wright,  E.  Fish,  V.  Kriudov,  G. 
Lockwood.  D.  Tritchler,  W.  Hanna,  and  D.  L. 
Page,  'Clinical  Trial  of  Low-fat,  High- 
carbohydrate  Diet  in  Subjects  with 
Mammographic  Dysplasia:  Report  of  Early 
Outcomes,"  Journal  of  the  National  Cancer 
Institute.  80:1244-1248, 1988. 

55.  Verreault.  R..  J.  Brisson,  L.  Deschenes, 
F.  Naud,  F.  Meyer,  and  L.  Belanger.  "Dietary 
Fat  in  Relation  to  Prognostic  Indicators  in 
Breast  Cancer,"  Journal  of  the  National 
Cancer  Institute,  80:819-825, 1988. 

56.  Boyd.  N.  F.,  V.  McGuire,  B.  Fishell.  V. 
Kuriov.  G.  Lockwood,  and  D.  Tritchler, 
"Plasma  Lipids  in  Premenopausal  Women 
with  Mammographic  Dysplasia,"  British 
Journal  of  Cancer.  59:766-771 .  1989. 

57.  Brisson,  J.,  R.  Verreault,  A.  S.  Morrison, 
S.  Tennina,  and  F.  Meyer,  "Diet, 
Mammographic  Features  of  Breast  Tissue, 
and  Breast  Cancer  Risk,"  American  Journal  of 
Epidemiology.  130:14-24, 1989. 

58.  Boyd,  N.  F.,  and  V.  McGuire,  "Evidence 
of  Lipid  Peroxidation  in  Premenopausal 
Women  With  Mammographic  Dysplasia," 
Cancer  Letters.  50:31-37, 1990. 

59.  Neoptolemos,  J.  P.,  H.  Qayton,  A.  M. 
Heagerty.  M.  J.  Nicholson.  B.  Johnson,  J. 
Mason.  K.  Manson.  R.  P.  L.  James,  and  P.  R. 
F.  Bell,  "Dietary  Fat  In  Relation  to  Fatty  Acid 


Federal  Register  /  Vol.  58,  No.  3  /  Wednesday.  January  6,  1993  /  Rules  and  Regulations        2799 


Composition  of  Red  Cells  and  Adipose 
Tissue  in  Colorectal  Cancer,"  British  Journal 
of  Cancer.  58:575-579, 1988. 

60.  Insull,  W..  M.  Henderson.  R.  L. 
Prentice,  and  D. ).  Thompson.  "Results  of  a 
Randomized  Feasibility  Study  of  a  Low-Fat 
Diet,"  Archives  of  Internal  Medicine, 
150:421-427. 1990. 

61.  West.  D.  W.,  M.  L.  Slattery.  L.  M. 
Robison.  K.  L.  Schuman.  M.  H.  Ford,  A.  W. 
Mahoney. ).  L.  Lyon,  and  A.  W.  Soransen. 
"Dietary  Intake  and  Colon  cancer  Sex-  and 
Anatomic  Site-specific  Associations," 
American  Journal  of  Epidemiology,  130:883- 
894. 1989. 

62.  Willett,  W.  C,  M. ).  Stampfer.  G.  A. 
Colditz.  B.  A.  Rosner.  and  F.  E.  Speizer. 
"Relation  of  Meat.  Fat.  and  Fiber  Intake  to 
the  Risk  of  Colon  Cancer  in  a  Prospective 
Study  Among  Wtimen."  National  England 
Journal  of  Medicine,  323:1664-1672. 1990. 

63.  Ghadirian.  P..  A.  Simard.  ].  Baillargeon. 
P.  Maisonneuve.  and  P.  Boyle,  "Nutritional 
Factors  and  Pancreatic  Cancer  in  the 
Francophone  Community  in  Montreal, 
Canada,"  Internal  Journal  of  Cancer.  47:1-6. 
1991. 

64.  Goodman,  M.  T..  L  N.  Kolonel.  C  N. 
Yoshizawa.  and ).  H.  Hankin.  "The  Effect  of 
Dietary  Cholesterpl  and  Fat  on  the  Risk  of 
Lung  Cancer  in  Hawaii."  American  Journal  of 
Epidemiology,  128:1241-1255. 1988. 

65.  Steineck.  G.,  U.  Hagman,  M. 
Cerhardsson,  and  S.  E.  Norell,  "Vitamin  A 
Supplements,  Fried  Foods,  Fat  and 
Urothelial  Cancer,  A  Case-referent  Study  in 
Stockholm  in  1985-87."  International 
Journal  of  Cancer,  45:1006-1011. 1990. 

66.  La  Vecchia.  C.  E.  Negri.  A.  Decarli.  B. 
D'Avanzo.  L.  Gallotti.  A.  Gentile,  and  S. 
Franceschi.  "A  Case-controj  Study  of  Diet 
and  Colorectal  Cancer  in  Northern  Italy." 
International  Journal  of  Cancer.  41:492—498, 
1988. 

67.  Benito.  E..  A.  Obrador,  A.  Stiggelbout. 
F.  X.  Bosch.  M.  Mulet.  N.  Munoz,  and  J. 
Kaldor.  "A  Population-based  Case-control 
Study  of  Colorectal  Cancer  in  Majorca.  I. 
Dietary  fectors."  International  Journal  of 
Cancer,  45:69-76. 1990. 

68.  Franceschi.  S.,  D.  Serraino.  A.  Carbone. 
R.  Talamini.  and  C.  La  Vecchia.  "Dietary 
Factors  and  Non-Hodkin's  Lymphoma:  A 
Case-control  Study  in  the  Northeastern  Part 
of  Italy."  Journal  of  Nutritional  Cancer. 
12:333-341.  1989. 

69.  Franceschi.  S..  E.  Bidoli,  A.  E.  Baron, 
S.  Barra.  R.  Talamini.  D.  Serraino.  and  C  La 
Vecchia,  "Nutrition  and  Cancer  of  the  Oral 
Cavity  and  Pharynx  in  North-East  Italy," 
International  Journal  of  Cancer.  47:20-25. 
1991. 

70.  Ries,  L.  A.  G.,  B.  F.  Hankey.  B.  A. 
Miller,  A.  M.  Hartman,  B.  K.  Edwards, 
"Cancer  Statistics  Review,  1979-88," 
National  Cancer  Institute.  NIH  Pub.  No.  91- 
2789, 1991. 

71.  Ip.  CCA.  Carter,  and  M.  M.  Ip. 
"Requirement  of  Essential  Fatty  Acid  for 
Mammary  Tumorigenesis  in  the  Rat,"  Cancer 
Besearch,  45:1997-2001, 1985. 

72.  Byers,  T.  E.,  and  A.  H.  Mokdad, 
(Abstract),  "Dietary  Fat  and  the  Risk  of 
Cancers  of  the  Breast,  Prostate,  and  Colon  in 
a  17-year  Prospective  Study,"  FASEB 
Abstract  1116. 


73.  Brown,  M.,  National  Cancer  Institute, 
memo  of  telephone  conversation, 
unpublished  document,  1991. 

73a.  Howe.  G.  R..  T.  Hirohata.  T.  G.  Hislop. 
).  M.  Iscovich,  J.  Min-Yuan,  K.  Katsouyanni, 
F.  Lubin,  E.  Marubini,  B.  Modan,  T.  Rohan, 
P.  Toniolo.  and  Y.  Shunzhang,  "Dietary 
Factors  and  Risk  of  Breast  Cancer:  Combined 
Analysis  of  12  Case-control  Studies."  Journal 
of  the  National  Cancer  Institute.  82:561-569. 
1990. 

74.  Buiatti,  E..  D.  Palli,  A.  Decarli.  D. 
Amadori,  C  Avellini,  S.  Bianchi.  C. 
Bonaguri.  F.  Cipriani.  P.  Cocco.  A.  Giacosa. 
E.  Marubini.  C  Minacci.  R.  Puntoni.  A. 
Russo,  C  Vindigni.  E.  F.  Fraumeni.  Jr.,  and 
W.  J.  Blot.  "A  Case-control  Study  of  Gastric 
Cancer  and  Diet  in  Italy:  II.  Association  with 
Nutrients."  International  Journal  of  Cancer. 
45:896-901.  1990. 

75.  Baghurst.  P.  A..  A.  J.  McMichael.  A.  H. 
Slavotinek.  K.  I.  Baghurst.  P.  Boyle,  and  A. 
M.  Walker,  "A  Case-control  Study  of  Diet  and 
Cancer  of  the  Pancreas,"  American  Journal  of 
Epidemiology.  134:167-179. 1991. 

76.  Demirer.  T..  F.  Icli.  O.  Uzunaligmoglu^ 
and  O.  Kucuk.  "Diet  and  Stomach  Cancer 
Incidence:  A  Case-control  Study  in  Turkey." 
Cancer.  65:2344-2348. 1990. 

77.  DeVerdier.  M.  G..  U.  Hagman.  G. 
Steineck.  A.  Rieger,  and  S.  E.  Norell.  "Diet. 
Body  Mass  and  Colorectal  Cancer:  A  Case- 
Refbient  Study  in  Stockholm."  International 
Journal  of  Cancer.  46:832-838. 1990. 

78.  Farrow.  D.  Q  and  S.  Davis.  "Diet  and 
the  Risk  of  Pancreatic  Cancer  in  Men." 
American  Journal  of  Epidemiology.  132:423- 
431. 1990. 

79.  Jain,  M..  J.  D.  Burch.  G.  R.  Howe.  H. 
A.  Risch.  and  A.  B.  Miller.  "Dietary  Factors 
and  Risk  of  Lung  Cancer:  Results  From  a 
Case-control  Study.  Toronto.  1981-1985." 
International  Journal  of  Cancer.  45:287-293. 
1990. 

80.  Kato.  I,  S.  Tominaga.  Y.  Ito.  S. 
Kobayashi.  Y.  Yoshii.  A.  Matsuura.  A. 
Kameya,  and  T.  Kano,  "A  Comparative  Case- 
control  Analysis  of  Stomach  Cancer  and 
Atropic  Gastritis,"  Cancer  Research. 
50:6559-6564, 1990. 

81.  La  Vecchia,  C,  E.  Negri,  B.  D'Avanzo. 
S.  Franceschi.  A.  Decarli.  and  P.  Boyle. 
"Dietary  Indicators  of  Laryngeal  Cancer 
Risk."  Cancer  Research.  50:4497-4500, 1990. 

82.  Vecchia.  C  L.  E.  Negri.  B.  D'Avanzo. 
M.  Ferraroni,  A.  Gramenzi,  R.  Savoldelli,  P. 
Boyle,  and  S.  Franceschi.  "Medical  History. 
Diet  and  Pancreatic  Cancer,"  Oncology. 
47:463-466, 1990. 

83.  Maclure,  M.  and  W.  Willett,  "A  Case- 
control  Study  of  Diet  and  Risk  of  Renal 
Adenocarcinoma,"  Epidemiology.  1:430-440. 
1990. 

84.  Mettlin.  C.  J.  and  M.  S.  Piver.  "A  Case- 
control  Study  of  Milk-drinking  and  Ovarian 
Cancer  Risk."  American  Journal  of 
Epidemiology.  132:871-876. 1990. 

85.  Stemmermann.  G.  N..  Nomura.  A.,  and 
Chyou.  P-H.  "The  Influence  of  Dairy  and 
Nondairy  Calcium  on  Subsite  Large-bowel 
Cancer  Risk."  Diseases  of  the  Colon  and 
Rectum.  33:190-194, 1990. 

86.  Slattery.  M.  L,  M.  C.  Schumacher,  D. 
W.  West,  L  M.  Robison,  and  T.  K.  French, 
"Food-consumption  Trends  Between 
Adolescent  and  Adult  Years  and  Subsequent 


Risk  of  Prostate  Cancer,"  American  Journal  of 
ainical  Nutrition,  52:752-757. 1990. 

87.  Shun-Zhang.  Y..  L.  Rui-Fang,  X.  Da- 
Dao,  and  G.  R.  Howe,  "A  Case-control  Study 
of  Dietary  and  Nondietary  Risk  Factors  for 
Breast  Cancer  in  Shanghai."  Cancer 
Research.  50:5017-5021. 1990. 

88.  Slattery.  M.  L.  M.  C.  Schumacher,  K. 
R.  Smith.  D.  W.  West,  and  N.  Abd-Elghany. 
"Physical  Activity.  Diet,  and  Risk  of  Colon 
Cancer  in  Utah."  American  Journal  of 
Epidemiology.  128:989-999. 1988. 

89.  Hislop.  T.  G..  P.  R.  Band.  M.     . 
Deschamps.  V.  Ng,  A.  J.  Goldman.  A.  J. 
Worth,  and  T.  Labo.  "Diet  and  Histologic 
Types  of  Benign  Breast  Disease  Defined  by 
Subsequent  Risk  of  Breast  Cancer."  American 
Journal  of  Epidemiology,  131:263-270. 1990. 

90.  Suarez-Varela.  M.  M..  A.  Uopis- 
Gonzalez.  A.  Casillo-Collado.  and  I.  Vitoria- 
Minana.  "Cancer  of  the  Rectum  in  Relation 
to  Components  of  the  Spanish  Diet,"  Journal 
of  Environmental  Pathology  and 
Toxicologocial  Oncology.  10:214-219. 1990. 

91.  Life  Sciences  Research  Office. 
Federation  of  American  Societies  for 
Experimental  Biology.  "Evaluation  of 
Publicly  Available  Scientific  Evidence 
Regarding  Certain  Nutrient-Disease 
Relationships:  10.  Lipids  and  Cancer."  1991. 

92.  Yu.  H..  R.  E.  Harris.  Y.  T.  Gao.  R.  Gao. 
and  E.  L.  Wynder.  "Comfjarative 
Epidemiology  of  Cancers  of  the  Colon. 
Rectum.  Prostate,  and  Breast  in  Shanghai. 
China  versus  the  United  States," 
International  Journal  of  Epidemiology. 
20:76-81,1991. 

93.  Kesteloot.  H..  E.  Lesaffre.  and  J.  V. 
Joossens.  "Dairy  Fat.  Saturated  Animal  Fat. 
and  Cancer  Risk."  Preventive  Medicine. 
20:226-236.  1991. 

94.  Zatonski.  W..  K.  Przewozniak.  G.  R 
Howe.  P.  Maisonneuve.  A.  M.  Walker,  and  P. 
Boyle.  "Nutritional  Factors  and  Pancreatic 
Cancer:  A  Case-Control  Study  From  South- 
west Poland."  International  Journal  of 
Cancer.  48:390-394. 1991. 

95.  De  Mesquita.  H.  B.  B..  P.  Maisonneuve. 
S.  Runia.  and  Q  J.  Moerman.  "Intake  of 
Foods  and  Nutrients  and  Cancer  of  the 
Exocrine  Pancreas:  A  Population-Based  Case- 
Control  Study  in  the  Netherlands." 
International  Journal  of  Cancer.  48:540-549. 
1991. 

96.  Riboli,  E..  Q  A.  Gonzales.  G.  Lopez- 
Abente.  M.  Errezola.  I.  Izarzugaza.  A.  Escolar. 
M.  Nebot,  B.  Hemon,  and  A.  Agudo,  "Diet 
and  Bladder  Cancer  in  Spain:  A  Multi-Centre 
Case-Control  Study,"  International  Journal  of 
Cancer.  49:214-219, 1991. 

97.  Shekelle,  R.  B.,  A.  H.  Rossof.  and  J. 
Stamier,  "Dietary  Cholesterol  and  Incidence 
of  Lung  Cancer:  The  Western  Electric  Study," 
American  Journal  of  Epidemiology. 
134(5):480-484,  1991. 

98.  Goodman,  M.  T.,  "Re:  Dietary 
Cholesterol  and  Incidence  of  Lung  Cancer 
The  Western  Electric  Study."  Letter  to  the 
Editor.  American  Journal  of  Epidemiology, 
134(51:543-544. 1991. 

99.  Graham,  S.,  R.  Hellmann,  J.  Marshall, 
J.  Freudenheim.  J.  Venna.  M.  Swanson.  M. 
Zielezny.  T.  Nemoto.  N.  Stubbe,  and  T. 
Raimondo.  "Nutritional  Epidemiology  of 
Postmenopausal  Breast  Cancer  in  Western 
New  York."  American  Journal  of 
Epidemiology,  134(6):552-566, 1991. 


2800 


/  Vol  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations 


loa  LM.U  P..  L.Goar%.S.  W.  Duffjr.J. 
Bsteve.  J.  Lm..  and  N.  K.  Dqr.  'Di«<ary  Bfiects 
on  Bwst  Omiot  Ri«k  In  TlBgiynf  i."  Laaoet. 
337:1107-1300. 1991. 

101.  Ricliardsia.  &,  M.  G«rber.aad  S. 
Cenee.  "Tha  Role  of  PM.  AnioMl  Protoin  and 
Some  Vitamin  ConsunfitfaB  in  Breast 
Cancer  A  OHe-Cantrol  Study  In  Soutlieni 
France.''  Intematioaai  Journal  cfCaaoat. 
48:1-0. 1991. 

102.  Zaridaa.  a.  Y.  LliMova.  a 
Maximovitch.  N.  B.  Day.  and  &  W.  IXi^. 
"Diet.  Alcoboi  CoMumptloa  and 
Reprodactlve  Pacton  in  a  CHaw  Control  Study 
of  Braaat  CMioar  in  Moacow."  JMemotkMMrf 
/oumof  c/Omcar.  48.^93-Ml.  1991. 

103.  ITAvanao,  B..  B.  Negri.  A.  Gramensi. 
S.  Pranoeecfat.  F.  Pvanini.  P.  Boyle,  and  C 
La  Vecchta.  "Pats  in  SeMoalQg  and  Breast 
Cancer  Risk:  An  Italian  CaaeOmtrol  Study." 
Eunpmm  jtoumaf  of  Concar.  £rt4):420-423, 
1991. 

104.  Benito.  B..  A.  Stlggelboot.  P.  X.  Boach. 
A.  Obrwkir. ).  Kaldar.  M.  Molet.  nd  N. 
Munoz.  "Nutritional  Pactort  in  Ooknectai 
Cancer  Risk:  A  Gase-Oontrol  Study  in 
Maiorca."  Menatiottai  Jcaraoi  ti  Canca. 
49:161-167. 1991. 

105.  Bnrro,  M.  P..  B.  OastoOanos.  and  ).  del 
Ray  OalsR). 'Dlalaiy  Factors  Mtd  Prostatic 
Cancar."  Urokfy  bOeraationt^  46:163-166. 
1991. 

106.  Waft.  D.  W..  M.  L.  Siattenr.  I>  M. 
Robison.  T.  K.  Fxmai±.  and  A.  W.  Maboney. 
"Adult  Diatary  Intake  and  Praatala  Cancar 
Risk  In  Utah:  A  Caae-Oontrol  Study  With 
Special  P"«p>«"<«  on  A0teeeive  Tuaaon." 
QuKar  Gmca*  and  ComtroL  2;«S-«4. 1091. 

107.  Kialan.  L. )..  "DM  and  Breast 
Cancer."  BritisJl  MedJco/  BuUttim,  47l2)^«62- 
469, 1991. 

loa.  Bvara.  S..  "Diet-Disease  Rekttiaauhipc 
Public  Heakli  Parapectivaa.''  Pn^tta  in  Food 
and  Nutritioa  Sdmo*.  1541-63. 1991. 

109.  Nomim.  A.  M.  Y..  awl  L  N.  Kohmal. 
"Prostate  Cancar  A  Cnnet  Panpeotive." 
AaaricoA  foamol  of  Bpidtmiekgr.  13:200- 
227, 1991. 

no  Robarfroid.  M.  B..  "Dielanr 
Modulatioa  of  Bamarimantal  Weoptostic 
Development  Rota  of  PM  and  Pibar  Oootant 
and  Calorie  tntaka."  MutatieM  Aeeeorcfc. 
259:351-362. 1991. 

111.  Browner.  W.  S, ).  Wastenhooae,  and 
).  A.  TiCB.  "What  If  AoMclcaas  At*  Lass  PMT 
A  Qoantitative  Bstimnte  of  the  BfEsct  oa 
Mortality."  Jeamd  oftht  Ammiam  Msdkof 
AssocntMM.  26S(24):328S-3291. 1991. 

112.  Kumaki.  T.  and  M.  Nogucfai.  "Efiacts 
of  Hinh  Dietary  Fat  on  the  Total  DMA  and 
Receptor  Oontants  in  Rats  With  7.12- 
Dimetfayibamialanthnoene-lDduoed 
Mammary  OKCtnoma."  Oncolonr.  47:352- 
358. 1990. 

113.  Coben,  L.  A.,  M.  B.  Kendall.  B.  Zang. 
C  Mascfater.  and  a  P.  Roea.  'Hkloduktion  of 
N-Nitroaooiethylurt-bMluoed  MamBwiy 
Tumor  Pmnotiaa  by  DMary  Fiber  and  Fat." 
Journal  of  the  National  Cancer  InfUtate,  496- 
501.1991. 

114.  Gottxalez.  M.  J..  R.  A.  Schenunel  J.  L 
Cray.  L  Dagan  )r..  L  a  SheflMd.  and  C  W. 
Welsdi.  "Bfisct  of  Diatvy  FM  on  Growth  of 
MCF-7  and  MDA-4mIB231  HonMn  Breast 
Carcinomas  in  Atfayraic  Nude  KAor 
Relationship  Between  CirdnonM  Growth  and 


Lipid  Peroxidation  Product  Lereis," 
Caicinogenesh,  12:1231-1235. 1991. 

115.  2Uiu.  P.,  E.  F*Bi.  B.  Bunk.  M.  R. 
and  a  Schmahl.  "Bifoct  of  Dietary  Grioria 
and  Fat  Restriction  on  Mammary  Twnor 
Growth  and  iiapatic  As  WeU  As  Tumor 
GluUthkme  in  Rets."  Cancer  Letten.  57:145- 

152. 1991. 

116.  Aksoy.  M..  M.  Beth.  M.  R.  Bergsr.  aMi 
a  Schmahl.  "Bfiaols  of  Diffarant  lievela  of 
Dietary  Fat  on  Methyl-Nitrosourea-lnduced 
Mammary  Cardnoaenesis  in  Convlatian 
With  Parameters  of  Pat  Metabolism  in  Panale 
Spi^ue4}awley  Rats."  Arduv  Pur 
GeschwulstfoiKhung.  60:100-115.  lOOa 

117.  Khoo.  a  B..  C  B.  Wood,  and  N.  A. 
Habib.  "Failure  of  Dietary  Stearic  AcM  to 
Influence  the  Growth  of  a  Transplanted 
MMnmary  Tumour."  Suigicaf  ileseack 
CommunicationM,  9:45-51, 1990. 

116.  Wchohost.  M.  L..).  P.  Neoptolamoa, 
H.  A.  Cbyioa.  L  C  Talbot,  and  P.  R.  P.  Bail. 
"InhibMoa  of  Bxparimental  Colorectal 
Carcin(«enesis  by  Dietary  N-6 
Polyunsaturated  Fets."  GarcmojeiMsis. 
11:1191-2197. 199a 

lie.  Behling.  A.  R..  S.  M.  Kaup.  L.  L. 
Chmptette.  and  J.  L.  Grager.  "Upid 
Absorption  and  Intestinal  Tumor  Inddenoe 
in  RaU  Fed  on  Varying  Levels  of  Cakiara  and 
Buttarfat,"  Bt^isk  Journal  of  Natrkkm. 
64:505-513.  lOea 

12a  Hielanen.  B..  a  Bartsch. ).  C  Bereziet. 
M.  Ahotupa.  A.  M.  Camus. ).  R.  P.  Oibral. 
and  M.  Laitinen.  "Quantity  and  Saturation 
Degree  of  Dietary  Patt  as  Modulators  of 
Oxidative  Stress  and  Chemically-Induoed 
Liver  Tumors  in  Rats,"  International  Journal 
of  Cancer.  46.-640-647. 199a 

121.  Smith. ;.  P..  S.  Kramer,  and  S.  Bagbeii. 
"ERecU  of  a  Ifigh-Fat  Diet  end  L364.71ton 
Gro%vth  of  Human  Pancreas  Cancar." 
Digestive  Diseases  and  Sciences.  35:726-732. 
1990. 

122.  Longnecker.  a  S..  E.  T.  Kuhlaann. 
and  a  H.  Freeman.  Jr..  "Gharacteriiatian  of 
the  Elaste  1-Simian  Virus  40  T-Antigen 
Mouse  of  Pancreatic  Carcinoma:  BfbcU  of 
Sex  and  Diet."  Omoer  Reseoidi.  50:7552- 
7554. 1990. 

123.  Buckmaa.  D.  K..  R.  S.  Chapkia.  and 
K.  L.  Eriduoo.  "Modulation  of  Mouse 
Manunary  Tumor  Growth  and  Unoleate 
Enhanced  Metastasis  by  Oleate."  /oumof  of 
Nutrition.  120:148-157, 199a 

124.  Lasekan. ).  B..  M.  K.  Qayton.  A. 
Gendron-Fitzpatrick.  and  D.  M.  Nay.  "Dietaiv 
Olive  OO  and  Safflower  Oils  in  Promotion  of 
DMBA-lnduced  Mammary  Tumoriganesis  in 
RaU."  Nutrition  and  Cancer,  13:153-163. 
1990. 

125.  Hirose.  M..  A.  Masuda.  N.  Ita  K. 
Kamano.  and  H.  Okuyama,  "EffecU  of  Dietary 
Perilla  Oil.  Soybean  Oil  and  Safllower  Oil  on 
7,12-Dimethylbenzla]anthracene  (DMBA) 
and  1.2-Dimethylhydrazine  (DMHHnduced 
Mammary  Gland  and  Colon  Cardnogsnesis 
in  Female  SD  Rate."  Corcino^iiesis.  11:731- 
735. 1990. 

126.  Nutter.  R.  L.,  J.  a  Kettering.  R.  M. 
Apredo.  D.  A.  Weeks,  and  D.  S.  Gridby. 
"Effeds  of  Dietary  Fat  and  Protein  on  DMH- 
Induoed  Tumor  Development  and  Imrnune 
Responses,"  Nutrition  and  Caaoer.  13:141- 
152. 1990. 

127.  Locniskar.  M..  M.  A.  Behny.  A.  G. 
Cunberiand.  K.  B.  Patrick,  end  S.  M.  Fischer. 


"The  BffKt  of  Dietary  Upid  on  SMn  Tumor 
PraaMtioa  by  Beaaoyt  Peroxida:  Compnrfeoa 
of  Fish.  Coconut,  and  Cora  Oa." 
Qucin<^genesis.  12:1023-1028, 1991. 

128.  Leytaa. )..  M.  L.  Lee,  M.  Locniskar.  M. 
A.  Behny.  T.  |.  Shwa,  D.  Bechtal.  end  S.  M. 
Fischer.  "Effods  ofType  Dietary  Fat  on 
Pborbol  Ester-elidted  Tumor  Promotion  and 
Other  Events  in  Mouse  Skin."  Oonoer 
FeseoKh.  51:007-915. 1901. 

120.  Lindner.  M.  A..  "A  Fish  Oil  Dial 
Inhibits  Colon  Cancer  in  Mice,"  NutiMom 
and  Cancer,  15:1-11, 1991. 

ISa  Ayacfai.  N.  B..  M.  Begin.  D.  Merder. 
G.  Ells,  and  a  Oth,  "Suspedibility  of  RDM4 
Lynmhona  Galls  to  LAK-Mediatad  LysU  Is 
Decreeaed  ia  Tumor  Bearers  Fed  Fldi  OS 
High  PM  RagiaMn."  OaacarLsOais.  49:217- 
224. 199a 

131.  Oth,  a.  a  Merder.  P.  TmaUay.  H. 
M.  Theriea.  M.  B.  Begin.  G.  BBS.  ead  E. 

Putwmowski.  "Modulation  of  CP4 
Expresaiaa  oa  Lynmhoma  CeUs  TtaasplaBted 
to  Mice  Fed  (N-3)  Polyunsaturated  Fatty 
Adds,"  Biochemica  et  Bioptiysica  Acta, 
1027:47-52.  lOOa 

132.  Schatzln.  A..  P.  Greenwald.  D.  P.  Byar. 
C  K.  GUSord.  "The  Dietary  Fat-Braaat  Caaoer 
Hypotheais  Is  Allva."  /oumol  ofAaearicam 
Medical  AsaoeMian.  261:32«4-^3267.  lOOO. 

133.  KfltdMvsky.  D..  "Dial  aad  Caaoer." 
CA-A  Caaoer  Journal  for  CbdcioHS,  4k329- 

333  1991. 

134.  W^isburger.  J.  H.  and  B.  L  Wyadar. 

"Dietary  Fat  Intake  and  Canoar." 
Hemalolagy/Onooloiy  ainics  of  North 
America,  5:7-23. 1991. 

135.  Bance.  a  R.  aad  S.  R  Abou-Ei-BIa, 
"EiooMnoid  Synthesis  and  Ornithine 
Decarboxylase  AdWity  in  Mnonary  Tumors 
of  Rate  F*d  Varyii^  Levels  aad  Typee  of  N- 
3  and/or  N-«  Fatty  Adds."  ProtUit^aadint 
Leukotrieaea  aad  Essential  Fatty  Adds. 
41:105-113. 199a 

136.  Wan.  J.  M.  F..  R  W.  ist&n.  C  C  Chn, 
G.  L  Blackburn,  and  B.  R.  Bistriaa. 
"Compantive  EfSscte  of  W-3  and  W-6 
Polyunsaturated  Fatty  Adds  oa  Proteia 
Metabolism  in  RaU  Bearing  the  Mammaiy 
Adenocarcinoma. '  Metabolisas.  4(»:S77-5M. 
1091. 

137.  Takata.  T..  T.  Minoura.  H.  Tak«K  M. 
Sakaguchi.  M.  Yamamura.  K.  Hioki.  aad  M. 
Yamamoto.  "Specific  Inhibitory  BSact  of 
Dietary  Eicosapentaenoic  Add  on  N-aitroso- 
N-methylurea-lnduced  Mammary 
Cardnogenesis  in  Female  Sprague-Oawley 
Rats,"  Oarcinogenesis,  11:2015-2019,  lOOa 

138.  Yeung.  K.  S..  G.  E.  McKeown-Eyssea. 
G.  F.  U.  B.  aaxar.  K.  Hay.  P.  Child.  V, 
Gurgin,  S.  L  Zhu. ;.  Baptista.  M.  Aloe,  a 
Mee.  V.  ]azma{i.  D.  F.  Austin,  Q  Q  Li.  and 
W.  R.  Bruce,  "Compariscas  of  Diet  and 
Biochemical  Cbaraderistics  of  Stool  and 
Urine  Bet«»een  Chine  Populations  with  Low 
and  High  Colorectal  Cancar  Rates."  Joumid  of 
the  Notional  Cancer  Institute.  83(l):46-50. 
1991. 

1 30.  Gcltner-Allh«ar.  U..  B.  Biismar.  F.  P. 
Reinholt.  G.  Anderson,  and  ). ).  Rafter. 
"Soluble  Fecal  Addic  Lipids  and  Colorectal 
Epithelial  Cell  ProlifemUon  in  Normal 
SubjecU  and  in  PatienU  with  Cokm  Cuoer." 
Scandinavian  Journal  of  CastroentamlQgy, 
26:1060-1074. 1091. 

14a  Clausen.  M.  R..  H.  Bonnen.  and  P.  B. 
Mortensen.  "Colonic  PermenUtion  of  Dietary 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations        2801 


Fibre  to  Short  Chain  Fatty  Acids  in  Patients 
with  Adenomatous  Polyps  and  Colonic 
Cancer,"  Gut.  32:923-928. 1991. 

141.  National  Cholesterol  Education 
Program,  "Population  Strategies  for  Blood 
Cholesterol  Reduction,"  DHHS,  PHS.  NIH, 
NIH  Pub.  No.  90-3046, 1990. 

142.  O'Neill,  I.  K..  M.  T.  Goldberg,  E.  E.  I. 
Ghissassi,  and  M.  Rojas-Moreno,  "Dietary 
Fiber,  Fat,  and  B?ef  Modulation  of  Colonic 
Nuclear  Aberrations  and  Microcapsule- 
trapped  Gastrointestinal  Metabolite  of 
Benzolajpyrene-treated  C57/B6  Mice 
Consuming  Human  Diets,"  Carcinogenesis, 
12:175-180, 1991. 

143.  Jenski,  L.  J.,  L  Sturdevant,  W.  D. 
Ehringer.  and  W.  Stillwell.  "Omega-3  Fatty 
Acids  Increase  Spontaneous  Release  of 
Cytosolic  Compounds  from  Tumor  Cells," 
Lipids.  26:353-358, 1991. 

List  of  Subjects  in  21  CFR  Part  101 

LFood  labeling,  Reporting  and 
cordkeeping  requirements. 
Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  101  is 
amended  as  follows: 

PART  101— FOOD  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453. 
1454. 1455);  sees.  201,  301,  402.  403.  409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
,  Vet  {21  U.S.C  321.  331.  342,  343.  348,  371). 

2.  New  §  101.73  is  added  to  subpart  E 
0  read  as  follows: 

f  101.73    Health  claims:  dietary  fat  end 
cancer. 

(a)  Belationsbip  between  fat  and 
cancer.  (1)  Cancer  is  a  constellation  of 
more  than  100  different  diseases,  each 
characterized  by  the  uncontrolled 
growth  and  spread  of  abnormal  cells. 
Cancer  has  many  causes  and  stages  in 
its  development.  Both  genetic  and 
environmental  risk  factors  may  affect 
the  risk  of  cancer.  Risk  factors  include 
a  family  history  of  a  specific  type  of 
cancer,  cigarette  smoking,  alcohol 
consumption,  overweight  and  obesity, 
ultraviolet  or  ionizing  radiation, 
exposure  to  cancer-causing  chemicals, 
and  dietary  factors. 

(2)  Among  dietary  factors,  the 
strongest  positive  association  has  been 
found  between  total  fat  intake  and  risk 
of  some  types  of  cancer.  Based  on  the 
totality  of  the  publicly  available 
scientiBc  evidence,  there  is  significant 
scientific  agreement  among  experts, 
qualified  by  training  and  experience  to 
evaluate  such  evidence,  that  diets  high 
in  total  fat  are  associated  with  an 
increased  cancer  risk.  Research  to  date, 
j  ilthough  not  conclusive,  demonstrates 


that  the  total  amount  of  fats,  rather  than 
any  specific  type  of  fat,  is  positively 
associated  with  cancer  risk.  The 
mechanism  by  which  total  fat  affects 
cancer  has  not  yet  been  established. 

(3)  A  question  that  has  been  the 
subject  of  considerable  research  is 
whether  the  effect  of  fat  on  cancer  is 
site-specific  Neither  human  nor  animal 
studies  are  consistent  in  the  association 
of  fat  intake  with  specific  cancer  sites. 

(4)  Another  question  that  has  been 
raised  is  whether  the  association  of  total 
fat  intake  to  cancer  risk  is 
independently  associated  with  energy 
intakes,  or  whether  the  association  of  fat 
with  cancer  risk  is  the  result  of  the 
higher  energy  (caloric)  intake  normally 
associated  with  high  tai  intake.  FDA  has 
concluded  that  evidence  from  both 
animal  and  human  studies  indicates 
that  total  fat  intake  alone,  independent 
of  energy  intake,  is  associated  with 
cancer  risk. 

(b)  Significance  of  the  relationship 
between  fat  intake  and  risk  of  cancer. 
(1)  Cancer  is  ranked  as  a  leading  cause 
of  death  in  the  United  States.  The 
overall  economic  costs  of  cancer, 
including  direct  health  care  costs  and 
losses  due  to  morbidity  and  mortality, 
are  very  high. 

(2)  U.S.  diets  tend  to  be  high  in  fat 
and  high  in  calories.  The  average  U.S. 
diet  is  estimated  to  contain  36  to  37 
percent  of  calories  from  total  fat. 
Current  dietary  guidelines  from  the 
Federal  Government  and  other  national 
health  professional  organizations 
recommend  that  dietary  fat  intake  be 
reduced  to  a  level  of  30  percent  or  less 
of  energy  (calories)  from  total  fat.  In 
order  to  reduce  intake  of  total  fat, 
individuals  should  choose  diets  which 
are  high  in  vegetables,  fruits,  and  grain 
products  (particularly  whole  grain 
products),  choose  lean  cuts  of  meats, 
fish,  and  poultry,  substitute  low-fat 
dairy  products  for  higher  fat  products, 
and  use  fats  and  oils  sparingly. 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met. 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 
diets  low  in  fat  with  reduced  risk  of 
cancer  may  be  made  on  the  label  or 
labeling  of  a  food  described  in 
paragraph  (c)(2)(ii)  of  this  section, 
provided  that: 

(A)  The  claim  states  that  diets  low  in 
fat  "may"  or  "might"  reduce  the  risk  of 
some  cancers: 

(B)  In  specifying  the  disease,  the 
claim  uses  the  following  terms:  "some 
types  of  cancer"  or  "some  cancers": 

(C)  In  specifying  the  nutrient,  the 
claim  uses  the  term  "total  fat"  or  "fat": 


(D)  The  claim  does  not  specify  types 
of  fat  or  fatty  acid  that  may  be  related 
to  the  risk  of  cancer, 

(E)  The  claim  does  not  attribute  any 
degree  of  cancer  risk  reduction  to  diets 
low  in  fat:  and 

(F)  The  claim  indicates  that  the 
development  of  cancer  depends  on 
many  factors. 

(ii)  Nature  of  the  food.  The  food  ^all 
meet  all  of  the  nutrient  content 
requirements  of  §  101.62  for  a  "low  fat" 
food;  except  that  fish  and  game  meats 
(i.e.,  deer,  bison,  rabbit,  quail,  wild 
turkey,  geese,  ostrich)  may  meetihe 
requirements  for  "extra  lean"  in 
§101.62. 

(d)  Optional  information.  (1)  The 
claim  may  identify  one  or  more  of  the 
following  risk  factors  for  development 
of  cancer  Family  history  of  a  specific 
type  of  cancer,  cigarette  smoking, 
alcohol  consumption,  overweight  and 
obesity,  ultraviolet  or  ionizing  radiation, 
exposure  to  cancer-causing  chemicals, 
and  dietary  factors. 

(2)  The  claim  may  include 
information  from  paragraphs  (a)  and  (b) 
of  this  section  which  summarize  the 
relationship  between  dietary  fat  and 
cancer  and  the  significance  of  the 
relationship. 

(3)  The  claim  may  indicate  that  it  is 
consistent  with  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans,"  U.S.  Department  of 
Agriculture  (USDA)  and  Department  of 
Health  and  Human  Services  (DHHS), 
Government  Printing  Office. 

(4)  The  claim  may  include 
information  on  the  number  of  people  in 
the  United  States  who  have  cancer.  The 
sources  of  this  information  must  be 
identified,  and  it  must  be  current 
information  from  the  National  Center  for 
Health  Statistics,  the  National  Institutes 
of  Health,  or  "Nutrition  and  Your 
Health:  Dietary  Guidelines  for 
Americans,"  USDA  and  DHHS, 
Government  Printing  Office. 

(e)  Model  health  claims.  The 
following  model  health  claims  may  be 
used  in  food  labeling  to  describe  the 
relationship  between  dietary  &t  and 
cancer: 

(1)  Envelopment  of  cancer  depends  on 
many  factors.  A  diet  low  in  total  fat  may 
reduce  the  risk  of  some  canoers. 

(2)  Eating  a  healthful  diet  low  in  &t 
may  help  reduce  the  risk  of  some  types 
of  cancers.  Development  of  cancer  is 
associated  with  many  factors,  including 
a  family  history  of  the  disease,  cigarette 
smoking,  and  what  you  eat 
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1988 


Caaa-Controli 
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(Exocrinal    Cancar: 
■Cudy  cenductad 
1984  to  1988 
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TABLE  1 
Lipida  and  Cancer:   Human  Studtaa  1991  to  Praaant 


Subjacta 


110  caaaa 
(aurrogataa 
intarvlawad  for 
71%) :    19S  controla 
(all  diractly 
incarvlatfad) 


164  caaaa 

I aurrogat aa 
intarvlawad  (or  S0% 
•alaa  and  46% 
faaMlaa):    480 
controla    (aurrogatea 
intarvlawad  for  14% 
■alaa  and  26% 
faaMlaal 


4)2  caaaa   (all 
Mlaali    792 
Mntrola;    2  aata  o( 
controla: 

pofiulation-baaad  and 
beapital-baaad 


Mathoda 


Intarviaw  uaing  diatary 
quaationnaira  containing  80 
(ood  Itaaai  diat  *m»m»»uii   1 
to  2  yaara  bafora 
intarviaw:  41%  of  caaaa 
vara  hiatologically 
confirsad  and  raaaindar 
diagnoaad  radiologically 


Intarviaw  uaing  diatary 
quaationnaira  containing 
116  food  itaaa;  diat 
aaaaaaad'  1  yaar  bafora 
intarviaw;  68%  of  caaaa 
wara  hiatologically 
confinaad:  otbara  diagnoaad 
cliaically 


Intarviaw  uaing  diatary 
quaationnaira  containing  60 
food  groupa:  diat  aaaaaaad 
1  yaar  bafora  intarviaw: 
all  caaaa  hiatologically 
cbnf  inad 


Raaulta 


Adjuatad  for  aaoking  and  total 

caloriaa: 

Total  fat-   RB.O.l  (0.1-1.0) 

SFAi  RR'O  3  (0.1-1.01 

NUFAi  RR>0.1  (0.1-0.6) 

PUFA:  RR*0.2  10.1-0.6) 

Cholaataroli  RR<4.1  (1.6-11  61 


siting  and  total 


Adjuatad  for 

caloriaa I 

Oil  and  Fata:  RR>1.1  for  highaat 

quint i la   (NS) 

Total  iMat :    RRsl.6  for  highaat 

quintila  (NS) 

Chaaaai  RR<0.8  (NS) 

Milk:  RR<0.8  (NS) 

Egga:  RR«2  1  and  daily  conauaptioa 

of  vagatablaa  RRkO.l  for  highaat 

quihtlla  (ttatiatical  algnificanca 

and  taat  for  traod  altnificanca  for 

both!  


1,878  nan  agad  40  to 
SS  yaara  in  19S8 
fDll«M«d  24  yaara 


DlatatY  IhfetiMtlofi  on 
food*  kfid  b*v«r*«M 
cootuMd  ptwMding  28  dayt 
eoUMtad  at  ««■■  1  and 
«x»  i,   I  yaar  Utar  (all 
ciiBlealiy  <r««  •(  eaiicari 


Adjuatad  for  aMkln«  ahd  tottt 

calkrla*^ 

Total  tali  He  aaaAelatibii 

SaturatM  F8tt   RRii2,2   (t>4'^l.C)    fot^ 

highaat  quintila  and  ttrntti  highly 

aignifleaht    (pa.OOOS) 

PUFA,   hufX:     He  aaaeeiationa 

(»K>l««taral I   RK«1.«    (0.9-2.2) 

P/S  Ratiei    RR«0.7    (O.S-1.0) 


Coaaanta 


Only  clmlaetarol   aho«Md  a  positive 
relation  with  pancreatic  cancer: 
aubatantial    use  of    proxy    intorviowof 
caaea    introduces  bias:   inedian  daily 
total    fat    intake  wae   111  g   for  caaea 
and  lOS  g   for  controls 


Total   fat  and  aaturated  fat   not 
analyzed  in  thia  atudy:   conaunption 
of  egga   is  aaaoclated  with  a 
atat istically  aignificant    increased 
risk  and  daily  consumption  of 
vegetables  show  a  protective  effect: 
large  percentage  of   proxy    interview 
of  caaea  may   introduce  biaa 


Adjuatad  lor  amoking  and  percent 

eatofiaa   ((«■  fati 

Didtary  Choieatarol: 

(OS-794  mg/day  M<1.) 

l9S^l,t09  ag/day  RRkl.9 

(results  eimilar  whan  adjuatad  for 

energy  intake) 

Mult ivariable  aodel  implicated 

«bdleatar«l  troM  Ht*  but  not  from 

at her  aoureea 


increaaed  riak  aaaociated  only  with 
saturated  fati   no  aaaociation  with 
total    fat.     Mean  daily  total   fat 
intake  waa  99  g   for  caaea  and  9S  g 
for  controla 

Slightly   low  participation  rates 
(eaaaat    72%:   controla:   71%  hoepital 
and  66%  population);    raaulta  posaibl/ 
biaaed  t^   inclusion  of   208  prevalent 
caiaa  battuaa  they  af*  auivWara 


tneramant  bt  diatary  chelaat*»ol  e( 
SOO  ma/clay  aMo«i*tad  With  kll>t.* 
il   1').4) 

roUCMup  data  hot  aval  labia  sa  cannot 
tmttt  ehanaat  In  diatary  «h«la*tardl 
After  btaallne  mfttrmMit 
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Study 


Study  D««ign 


Crahan.  et 

IRe(.  991 


Ca«e-Control: 
New  York: 
postmanopauaa I 
Braast  Cancer: 
Stud>'  conducted 
1986  to  1989 


(./••,  et  al. 
1991  IRef. 
1001 


Richardson. 
et  al..  1991 
iRai.  101) 


Case-Control : 
Singapore  Chineae,- 
Pre-  and 
Poatnenopauaal 
Breaoc  Cancer: 
Study  conducted 
1986  to  1988 


Caae-Control : 
Franca: 
Pre-  and 
Postaienopausa  1 
Breast  Cancer: 
Study  conducted 
1983  to  1987 


Subjects 


439    incident  cases: 
494  age-ifiatched 
coswunity  controls 


Hethods 


20 r  inciden'  cases 
(10<'  oreatenopausal 
and  91 

poatiaenopausall  : 
420  age-matched 
hospital  controls 
120''  premenopausal 
and  213 
postmenopausa 1 t 


Interview  using  dietary 
questionnaire  on  172  toods: 
diet  assessed  2  years 
before  interview:  all  cases 
were  histologically 
continued-  results  adjusted 
for  age.  education,  age  at 
first  pregnancy.  nuBber  of 
pregnancies,  age  at 
menarche.  relative  with 
breast  cancer,  benign 
breast  disease,  and 
Quetelet  inden ^^^ 


ij- 


Results 


Interview  using  dietary 
questionnaire  on  90  foods; 
diet  assessed  1  year  before 
interview:  all  cases  %«ere 
histologically  confirmed: 
results  adjusted  for  age 
and  age  at  birth  of  first 
child  for  premenopausal 
women  and  for  age.  height, 
education,  nulliparity, 
family  history  of  breast 
cancer  for  postmenopausal 
women  


409  incident  cases: 
51S  hospital 
controls  <34R 
premenopausal  and 
S7S  postmenopausal 
for  total  study 
population) 


Interview  using  dietary 
questionnaire  on  55  foods: 
current  diet  assessed,  but 
if  changed  over  past  12 
months,  former  diet  was 
used:  all  cases  were 
histologically  confirmed: 
results  adjusted  tor  age. 
menopausal  status,  family 
history  of  breast  cancer, 
history  of  benign  breast 
disease,  alcohol 
consumption,  and  age  at 
menarche 


Cases  and  controls  consumed  same 
calories.   No  association  found 
betweer  breast  cancer  ris)i  and  total 
fat  or  saturated  fat:  Fat  RR«  0.9 
(0.6-1. 41:  SFARR=1.0  (0.7-151. 
rietary  carotene,  vitamin  C 
protective  but  no  effect  shown  for 
Biipple»ent  use;  dietary  fiber 
borderline  protective  RRxO.7  (0  5- 
11):  adjustment  for  total  calories 
did  not  change  results 


postmenopauaal  worien: 
no  signitican'.  effects  for  any 
dietary  variable 
Fremcnopaueal  won>en- 
Tital  fStT^rX.  MUr*.  and 
cholesterol  showed  no  significant 
effect:  P/S  Ratio:  RR=0.4  (02-0.81: 
t>creaBed  rls)t8  found  for  PUF»: 
BRiO.5  (0.3-0.8):  Increased  rlB)t 
found  for  red  meat  after  controlling 
for  all  other  dietary  variables: 
RR=4.0  (19-8. 5) 


Multivariate  Model: 
All  women: 

Fat  1.6  (11-2. 2) 

SFA  ».9  II. 1-2. 61 

MUFA  1.7  (1.2- 2. 5; 

PUFA,  cholesterol  no  significant 
effects 
Premenopausal  women: 

MUFA  2.0  (1.1-3.7) 

SFA.  MUFA,  retinol,  bet a -carotene, 
fat.  vitamin  E  no  significant 
effects 
Postmenopausal  women: 

SFA:  2.0  (1.2-3.1) 

Retinol:  2  8  (122  8) 

Total  fat.  MUFA.  bet a -carotene, 
vitamin  E  no  significant  effects 
Food  AsEoriations  (all  women): 
Total  Piod  t!R--l  '  (11-24): 
High  fat  cheese  RR^l  4  (10-1  9): 
Dessarts  and  chocolate  RR^l  7  (12- 
2  5): 

Meat.  Olive  Oil.  Hu's  - 
nonsignificant 


No  association  fo.ind  between  breast 
cancer  ris)t  and  dietary  fat 
Mean  dally  total  fat  consumption  was 
82  g  tor  cases  and  83  g  for  controls 
Lew  participation  rates  may  introduce 
bias:  56%  of  ellglb'e  cases  and  46* 
of.  eligible  controls  participated  in 
study,  thus  results  may  not  be 
generallzable  to  total  population 


Results  not  adjusted  for  total 
calories.   No  effect  of  diet  on 
postmenopausal  wc<nen. 
No  effect  found  for  total  fat.JFA. 
MUFA.  cholesterol  and  protective 
effect  found  for  PUFA  on 
premenopausal  women. 

Median  dally  fat  consumption  was  )3  g 
for  cases  and  34  g  for  controls 
Hospital  controls  may  ha"e 
misrepresented  their  usual  diet  it 
preclinical  symptoms  II  year  before 
interview)  affected  diet 


Results  not  adjusted  for  total 
calories  or  for  body  size   Limited 
evidence  that  fat  la  associated  with 
breast  cancer  rls)t  when  analysed  b>- 
menopausal  status   Total  food  was 
positively  associated  Use  of 
hospital  controls  could  lead  to 
selection  of  controls  whose  diseases 
are  associated  with  high  fat  diets, 
although  study  excluded 
cardiovascular  disease  controls 
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TABLE  l--contlnuad 


Study 

Study  Dasign 

Sub j acta 

Mathoda 

Reaulta 

Conmanta 

Zaridze.  at 

Caca-Control: 

139  Incidant  casaa 

Diatary  quaationnaira  on 

Premenopausal  woaten: 

Dietary  fat  not  associated  with 

al.,  1991 

Moacow; 

(S8  praiMnopauaal 

14S  food  itaaa;  diat 

Adjusted  tor  total  energy,  aga  at 

breaat  cancer  risk  in  either  pre-  or 

(Rof.  1021 

Pr«   and 

and  81 

aaaaasad  for  avcraga 

menarcha,  age  at  first  birth: 

poatmenopausal  women.   Results 

port  menopausal 

postmenopausa 1  I ; 

consumption  during  year 

Magnesium  intake:  RR<.02  (.000S-.08) 

ahowing  protective  effects  o(  some 

Braast  Cancar; 

139  clinic  controla 

prior  to  diagnosia  for 

only  aignificant  finding 

nutrienta  are  difficult  to  interpret 

Scudy  conduc:ad 
19t7  to  1989 

(S4  praaianopauaa  1 
and  8S 

caaea  and  for  year  prior  to 
interview  (or  controla. 

Postmenopausal  women; 

due  to  multiple  comparisons  and 
multiple  models  used  in  analysis. 

adjusted  for  total  energy,  age  at 

poatmanopauaa 1 ) 

Data  analyzed  for  pre-  and 

menarche,  and  education: 

eapecially  in  light  of  the  small 

4 

matchad  by  aga  and 

postmanopauaal  women 

Total  fat,  SFA,  MUFA,  choleaterol. 

number  of  atudy  participant a 

naighborhood 

separately.   Adjuatad  for 
total  energy  for  all 
analyaes;  weight,  height 
and  Quetelet's  index  were 
aaaaasad  but  none  had  a 
aignificant  affect  ao 
rasulta  were  not  adjusted 
for  theaa  variables 

protein:   Nonaignif icant 

PUFA:   RR.0.1  (0.03-0.7) 

Mono-  and  diaaccharidea: 

RR.0.02  (0.002-0.31 

Celluloae:   RR>0.04  (0.01-0.3) 

Bet a -carotene,  vitamin  C,  potaaaiua, 

calcium,  magneaium,  and  retinol 

aquivalenta  all  ahowed  significant 

protective  effects 

D'Avanzo,  at 

Caaa-Control; 

2,6(3  incidant  caaaa 

Dietary  quaationnaira  on 

Total  Fat  (from  seaaoninga)  RRsl.S 

Reaults  not  adjusted  for  total 

al..  1991 

Italy: 

11.122  praawnopauaal 

faw  selected  indicator 

(1.2-1.7) 

calories.  Moderate  aaaociation 

(R«(.  101) 

Pra-  and 

and  1,S41  poataano- 

fooda  to  obtain  data  on  fat 

Butter  RR<1.6  (1  2-2.1) 

bcttraen  intake  of  added  fat  in 

poatnanopauaal 

pauaall ; 

intake  in  seasonings 

Oil  IW.1.2  (1.0-1  i) 

seaaoninga  and  breast  cancer  risk. 

Braaat  Cancar ; 

2,344  controla  (884 

(butter,  margarine  and 

No  effect  ahown  with  margarine 

Use  of  hospital  controls  could  lead 

Study  conductad 

praawnopauaal  and 

oil) :  currant  diet 

conataiptien 

to  aelection  of  controla  vrhoae 

198J  to  1989 

1,460 

aaaaaaed;  all  caaaa 

diaeases  are  aaaociated  with  high  fat 

poatmanopauaa  1 1 

histologically  confirmed: 
results  adjusted  for  aga, 
area  of  raaidenea. 

diets,  although  gaatrointest inal 
diseaaea  %iere  excluded.   Assessment 
of  current  diet  rather  than  diet 

education,  hiatory  of 

before  onset  of  illness  could  bias 

benign  braaat  diaaaae. 

results.   Very  limited  dietary 

family  history  of  breast 

information  available 

cancer,  nulliparity,  aga  at 

first  birth,  age  at 

manarcbe,  menopausal 

' 

status,  aga  at  manopaui*. 

body  maaa  index,  oral 

contraceptive  and  other 

female  hormone  use 

Ban i Co,  E., 

Caae-Control : 

286  incidant  caaaa; 

Interview  using  dietary 

tiR'a  for  quSrtiles  ef  consumption: 

IMfeatad  rltk  •(  ettlereet*!  einekr 

at  al.,  1991 

Majorca; 

29S  population 

quaationnaira  on  99  food 

Total  Caloriesi  RR*1.0,  1.8,  1  6. 

found  (or  tM*l  calbries. 

IRaf.  1C4I 

Coloractal  Cancar: 

controla  and  203 

itama:  diet  aaaeased  in 

2.« 

ehmlestcrol.  (irstein.  end 

Study  conductad 

h«apital 

year  preceding  interviewi 

After  adjustment  for  tetal  calori«s: 

carb«hydrat*a  and  protective  effect 

19S4  to  1938 

(ophthalmology  and 

all  cases  histologically 

CholMterali   RR>1.S.  6.9.  1.7,  1  7 

(•und  f6r  fiber  from  legumes.   Ilo 

orthopadicl ; 

confirmed;  reaults  adjuated 

Fiber  frem  legumeai 

•(feet  Oh  colorectal  cencer  risk  was 

controla  matched  to 

for  total  caloriaa  and  for 

RR«liO,  S.I.  O.S,  0;4 

found  (or  tncreaaed  tonaumpt len  of 

eaaea  by  aga  and  aax 

age,  aex.  estimated  weight 

Protein:   RR.l.O.  1.1,  1  7.  2.S 

total  fats  or  saturated  fats.   This 

10  year*  prior  t<j 

Carbdhydrate:   RK<1.0,  l.%,    1  4,  2  2 

■lack  of  associat ion  may  be  due  to  the 

inta^view,  number  of  m«al< 

Ho   affecta  found  for  total  (at  or 

population'a  conaumption  mainly  of 

per  day,  e^catl&n,  j«b 

aaturated  fata 

MUFAs  rather  than  animal  fats   Mean 

catagary,  and  activity  in 

percentage  of  caloriaa  from  fat  was 

the  workplace 

37%  for  colon  cancer  cases,  for 
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I 


f 


cn 

a 

2 

p 

to 


s 


I 


§ 


TABLE  l--eontinu«d 


Study 


Yaung.  •! 
al..  1991 


Al  linger,  at 
al..  1991 
iRef.  1)91 


Study  Design 


Correlational 
(Biochaaicall 
Study:  China  and 
AJKerican; 
Coloractal  Cancer 


Case-Control: 
Sweden: 
Colon  Cancer 


Subjects 


42  laale  and  SO 
feaiale  Chinese  and 
74  nale  and  3} 
(esiala  Chinese 
Aoericsnsi  the  two 
populations  have 
fourfold  difference 
in  colorectal  cancer 
risk 


Clausen,  et 
»:..    1991 

IFef.  1401 


Clinical  Study: 
Denmark: 
Colon  Cancer 


3S  cases  ( 16  men.  19 
wonen) : 
46  population 
controls  (J6  i»en.  20 
woAen I 


Methods 


24-hour   food,   urine  and 
stool   saatples  analysed:   all 
subjects  were   randoaily 
selected  tram  volunteers 


Results 


17  pat  iencs  with 
colonic  adenoaias,  17 
patients  with  colon 
canfcer,  and  \i 
healthy  controls 


Linitcd  dietary  intake 
infonoation,  diet  assessed 
for  preceding  year:  stool 
samples  analyied  for  bile 
acids  and  lipid 
concent  rat  i  ons : 
rectal  biopsies  collected 
tor  colonic  epithelial  cell 
proliferation  rate  analysis 


Analyzed  stool  samples  for 
short  chain  fatty  acids: 
compared  molar  production 
velocities  of  short  chain 
fatty  acids  fro*  glucose, 
ispaguls.  wheat  bran,  and 
albumin  in  fecal 
incubations:  no  dietary 
assessment  conducted 


Chinese  American  diets  were  higher 
in  fat  and  protein  and  lo%'er  in 
carbohydrates,  stools  contained  more 
cholesterol  and  bile  acids,  and  no 
difference  in  fatty  acids,  and  urine 
contained  more  ]-methyl-histidine 
and  malonaldehyde.   Authors 
Interpreted  results  to  demonstrate 
that  high  fat.  high  protein,  low 
carbohydrate  diets  sre  associated 
with  increased  colorectal  cancer 
risk        


Authors  interpretation  does  not 

follow  from  study's  findings  due  to 

methodological  flaws: 

results  are  correlational  only- -no 

cases  of  colorectal  cancer  actually 

existed  among  participants: 

diet  was  assessed  for  24  hours  only: 

Chinese  had  higher  participation  rate 

than  Americans: 

confounding  by  environmental  and 

lifestyle  factors  %«ere  not  controlled 

for  in  study 


No  differences  found  in  the 
concentration  of  fecal  bile  acids  or 
in  colonic  cell  proliferation  rates. 
Ho  differences  found  in  dietary 
intake  of  fat  and  fiber:  female 
cases  consumed  slightly  more  calcium 
than  controls  IS74  mg  versus  }70  mgl 


Fecal  concentrations  of  total  short 
chain  fatty  acids  and  concentrations 
and  ratios  of  the  individual  fatty 
acids  did  not  differ  among  the  two 
sets  of  patients  and  controls. 
Holar  production  velocities  did  not 
differ  except  for  the  ratio  of 
butyrate  production  to  total  short 
chain  fatty  acid  production  from 
fiber  was  reduced  in  colon  cancer 
and  adenoma  patients  coatpared  to 
controls 


Biological  marker  study:  very  small 
numbers  of  participants  and  very 
limited  dietary  assessment.   No 
conclusions  can  be  drawn  from  this 
study 


Authors  speculate  that  the  low  ratios 
of  colonic  butyrate  formation 
combined  with  low  fiber  diets  nay 
increase  the  risk  of  colonic 
neoplasia.  Study  provides  very 
limited  evidence  that  high  fiber 
diets  may  reduce  the  risk  of  colon 
cancer,  and  no  information  is 
provided  by  study  as  to  type  of  fiber 
responsible 
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TABLE  l--cont 


inuea 


St  udy 

Study   Design 

Subjects 

Met  hods 

Results 

Co««ents 

Yu.  et  al., 
1991  IRef. 

92) 

Correlat  ional 
St  udy : 

China  and  U.S.  ; 
Colon,  Rectal, 
Prostate  and 
Breast  Cancer 

Chinese  in  Shanghai. 
Chineae  Americans 
and  Americans 
compared 

Incidence  rates  of  cancers 
of  the  colon,  rectum, 
female  breast,  and  prostate 
compared  using  Connecticut 
SEER  data  for  White 
Americans,  San  Francisco 
SEER  data  for  Chinese 
Americans,  and  data  fron 
the  cancer  registry  at  the 
Shanghai  Tumor  Institute 
for  Shanghai  Chinese. 
Incidence  rates  were 
standardized  to  the  1970 
age  distribution  of  the 
world  population.   Food 
consumption  data  compared 
using  FAO  data  for  U.S.  and 
from  two  Chinese 
publication  sources  for 
china 

Incidence  rates  for  colon  cancer 
among  Americans  were  4  times  the 
Chinese  rates,  for  rectal  cancer 
among  Americans  were  2  times  the 
Chinese  rates,  (or  prostate  cancer 
among  Americans  were  26  times 
Chinese  rates,  and  for 
postmenopausal  breast  cancer  among 
Americans  were  10  times  the  Chinese 
rates.   Americans  consumed  6  times 
more  meat  and  eggs,  SS  times  more 
milk,  slightly  more  fats  and  oils. 
and  1  times  more  fruit  than  Chinese 

Stud)-  was  correlational  in  design; 
there  is  no  way  to  determine  b>-  this 
study  if  the  persons  who  actually 
have  these  cancers  also  eat  the 
putative  diet.   Study  did  not  control 
for  the  very  important  known  risk 
factors  of  these  cancers  such  as 
lifestyle  factors,  family  histor)'. 
reproductive  factors,  and  endocrine 
(actors 

Kesteloot,  et 
al.,  1991 
lRe(.  9}| 

Correlat  ional 
Study:  ^6 
countries;  Total 
Cancer  and  several 
types  of  cancer 

Hen  and  Women  in  16 
countries 

Cause- specific  cancer 
mortality  rates  using  198S 
to  1987  WHO  data  ware 
compared  with  dairy  and 
lard  fat  intake  obtained 
from  food  balance  sheets 
from  1979  to  1981  FAO  data 

Highly  significant  correlations  were 
found  between  dairy  fat  plus  lard 
(at  intake  and  mortality  from  all 
causes,  total  cancer,  colon,  and 
rectal  cancer  among  both  men  and 
women  and  from  lung  cancer  and 
prostate  cancer  (or  men  only  and 
breast  cancer  for  women  only. 
Correlat lona  remained  significant 
when  adjusted  for  total  caloric 
intake  or  for  total  caloric  intake 
minus  total  fat  intake 

Study  was  correlational  in  design; 
thus,  the  diet  o(  the  persons  with 
the  diseases  studied  are' not  being 
analyzed  directly.   Study  did  not 
control  (or  the  very  important  known 
risk  (actors  of  these  cancers  such  as 
lifestyle  factors  le.g..  smokingi, 
family  history,  reproductive  (actors, 
and  endocrine  (actors.   Food  balance 
sheet  data  (rom  FAO  are 
approximations  of  actual  consumption 
and  these  data  are  not  separated  by 
age  and  sex 

Bravo,  et 
-al..  1991 
(Ref.  lOSI 

Case-Cont  rol ; 
Spain;  Prostate 
Cancer;  study 
conducted  1983  to 
19»7 

90  cases;  180 
controls  from  same 
hospital  matched  by 
age  and  date  of 
hospital  admission: 
controls  were  those 
with  diseases  other 
than  urologic 
diseases  or  a 
primary  tumor 

Interview  on  types  and 
amounts  of  foods  usually 
consumed;  obesity  measured 
by  body  mass  index;  all 
cases  were  histologically 
confirmed;  results' were  not 
adjusted  for  total  calories 

Risk  of  prostate  cancer  was 
increased  by  a  diet  rich  in  animal 
fats:   RR^2.6  ll.l-S.O) 
Diets  rich  in  vegetable  fats,  and 
vitamins  A  and  C  deficiencies  were 
not  associated  with  increased  risk 
of  prostatic  cancer.   Meat 
consumption  was  associated  with 
increased  risk:   RR^2.1  11.2-4.41 
but  different  types  of  meat  were  not 
significantly  associated  with 
increased  risk.   No  risk  associated 
with  obesity 

Study  demonstrates  an  increased  risk 
of  prostate  cancer  with  diets  rich  in 
animal  fats  and  with  meat 
consumption. 

Results  were  not  adjusted  for  total 
calories  which  severely  limits  the 
validity  of  the  results. 
Hospital  controls  used,  some  with 
gastrointestinal  diseases,  and  usual 
diet  was  aasessed  so  that  disease  may 
have  affected  diet 
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ABLE  1- -continued 


Study 


Study  Oaalgn 


H««t.  at  al. 
1991  (R«(. 
lOO 


Ca««-Centrol< 
Utah:  Proatata 
Cancar  i 

Study  conduct ad 
1984  to  198S 


Subjacta 


)St  incldant  caaaa 
(179  agad  4S  to  61 
and  179  agad  6t  to 
741;  679 

populat  ion-baaad 
control*  (187  agad 
4S  to  67  and  292 
agad  68  to  74). 
•atchad  by  county  o( 
raaidanca 


Mathoda 


Intarviaw  ualng  dlataiy 
quaat ionnaira  containing 
181  (oodai  caaaa'  diat 
aaaaaaad  (or  I-yaar  parted 
prior  to  diagnoata  or  prior 
to  ayvptonai  controla'  diat 
aaaaaaad  1  yaar  prior  to 
intarvlaw:  all  efm 
hiatolegically  confiraadi 
IntarviatMra  net  blindad  to 
caaa  or  control  atatua  o( 
raapondant.  Maulta  ««ra 
adjuatad  (or  total 
caloriaa.   Intaractlon  and 
confounding  batwaan  diatary 
variablaa  and  daaographic 
and  IKaatyla  (actora  «»ara 
aaaaaaad  but  nona  found ■ 
tharafora,  authora  raiportad 
only  cruda  ralattva  riaka 


Raaulta 


NO  aaaociationa  batwaan  diatary 

variablaa  and  proatata  cancar  found 

for  Ban  45  to  67  yaara  of  aga, 

aithar  for  all  tuaora  coaibinad  or 

whan  aubdlvidad  by  tuaor 

aggraaalvaneaa. 

Halaa  agad  68  to  74; 

For  all  tuaiorai 

Total  Fat  RR>1.7  (1.0-3.1) 

rrotain  Rlt>1.7  (1.0-2.9) 

For  aggraaaiva  tuaorai 

Total  Caleriaa  l«R*2.S  (1.0-6.S) 

Total  rat  RR>2.9  (1.0-8.4) 

MUFA  RR.J.6  (l.J-9.7) 

POFA  RR.J.7  (1.1-6.8) 

No  doaa- raaponaa  aaani  cholaatarel 

not  aaaociatad  with  proatata  cancar 

riali  for  aitbar  aga  group 


Study  daaionatrataa  that  dietary  (at 
ia  aaaociatad  with  prostate  cancar 
risk  aaiong  older  aen. 
Bias  may   have  been  introduced  due  to 
low  participation  rates:  77%  of 
eligible  caaes  and  77%  of  eligible 
controls  participated. 
Interviewers  were  not  blinded  as  Co 
case  or  control  status  of  respondent: 
this  may  have  introduced  bias  if  the 
interviewers  ware  aware  of  the 
association  between  dietary  factors 
and  prostata  cancer 
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TABLE  2 

Lipid*  «nd  CancT!  Anta»l  gtudl«« 


Study 


Object iv««/ 
Tumor  Typ«« 


Cohan  ot 
•1.,      1991 
(Mf.    11)1 


Taatad  of  facta  of 

fata  and  fibar  U 

tha 

H-nit roaMtbyluraa- 

Inducad  rat 

•aaaary  tu 

•odal 


Cxpariaantal 
Anlitala 


Virgin  (aw 
F-144  rata 

S-day  old 
}0/groupa 


I  la 


Conialaz  at 
al.,   1991 
(Mf.  1141 


To  aeaiura  at (acta 
of  diffarant 
aaounta  and  typaa 
of  (at  on  growth 
o(  huaan  braaat 
carcinoaia  in 
athyaic  nuda  mica 


Athynic  nuda 

mica 

Fanala 

S  to  11  waaka 

old 


Mathoda 


Diati  variad  in  fat  and  fibar 

I  JJ.S%  CO 

II  2).S%  CO  plua  10%  fibar 

III  5%  CO 

IV  S%  CO  plua  10%  fibar 

Tha  fibar  waa  aoft  whita  whaat  bran.  BaMf  diat 
waa  AIN-76A 


hyltcaa 


Rat*  racaivad   intravanoua  H-nit roaonathyV 
IHMU)   and  fad  diata   for  IS  waaka 

TUaor  incidanca  and  davalopnant  aaaaured. 
Blood  lavala  of  17B-aatradiol  and  progaatarona 
alao  Kaaaurad  __^_ 


RaauUa 


Diat 


CO,  3.87  kcal/g 

II  20%  CO.  4.S$  kcal/g 

III  20%  buttar,  4.SS  kcal/g 

IV  19%  BT  «  1%  CO,  4.SS  kcal/g 

V  19%  ro  (MO)  *  1%,  4.5S  kcal/g 

linolaic  acid  laval 
<wt  %) 

I  2.» 

II  11.2 

III  0.}« 

IV  0.9 

V  0.75 

Aftar  tuaor  tranaplantat ion,  mica  war*  fad  tha 
diata  (or  S  to  8  waaka.   Tumor  gro%<th  (nuabar 
and  voluiaa  o(  carcinoma)  meaaurad  aa  wall  aa 
lipid  paroxidation  in  carcinoma 


S%  CO  diat  aign  raducad  incidanca  (() 
varaua  90%)  and  multiplicity  (1.1 
varaua  2 . $  tumora  par  rat  I  and 
aignificanca  prolongad  latancy  pariod 
coaparad  to  2}.S%  CO  diat 

Fibar  aignificanca  raducad  incidanca 
and  multiplicity  of  tmura  in  tha 
23.5%  CO  group  but  not  in  tha  5%  CO 
group 

No  diffarance  in  hormona  lavala 


Higher  tumor  volume  in  the  high  CO 
group  (V)  than  low  CO  group  (I): 
aignificant  in  the  HDA-HB23  cell  line 
tranaplanted  mice.   (0.4-4  cm3  veraua 
o.2-},4  cm),  II  varaua  I) 

Among  high  fat  groupa  (II-V),  high  CO 
aignificant ly  raiaad  and  FO 
aignificant ly  lowered  tumor  volume 

Tumor  volume  waa  intermediate  in  the 
BT  and  butter  groupa 


Noniaocaloric  diet*  uaed; 
food  conaumption  not 
reported:  aignif icantly 
decreaaad  body  %«eight  in 
the  low  fat,  compared  to 
other  groupa 


9 


MCF 


Human  breaat  cancer  cell  lines, 
MB231,  were  uaed 


MCF- 7  and  MDA- 


7  carcinoma  NDA-HB231  carcinoma 
>an  carcinoma        volume  (om3) 


I 

II 

III 

IV 

V 


3.4 
4.0 
2.4 
2.4 
0.2 


<A) 

(Bl 

O.S 

0.2 

1.5 

0.4 

1.2 

0.1 

O.S 

o.« 

0.0 

Significance; 

I  II  III  IV  veraua  II 

II  varaua  V 


II  va  V 
V  ve  V 


I  veraua 


I  vercus  III 

II  versus  V 


Diet*  III,  IV,  and  V  did 
not  provide  adequate 
linoleic  acid  (or  tumor 
growth 

The  carcinoma  call  line 
NDA-MB23,  but  not  the 
MCF-7,  was  eatrogen- 
dependent ,  and  mice  in 
this  group  was  provided 
with  exogenous  estrogen 
in'  the  drinking  water: 
biologic  plauaibility  to 
extrapolate  the  reault  to 
human  ia  questioned 
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TABLE  2--continiM<] 


Study 


:hu  at  al. . 
1991 
(R«(.    USl 


•ucknan  «t 
•1..    1990 
fMf.    12)> 


Tumor  Typ«s 


Exparimancal 
Animal* 


To  iMaaur*  adacCa 
o(  diatary  caloria 
rsatriction  and 
fat  raduct  ion  on 
growth  of  namary 
carcineaM  in  rata 


rhoo  at  al. 
1990 
(Raf.  1P> 


To  naaaura  whathar 
olaata  intluancaa 
tha  linolaata- 
anhan£ad 

nataataais  of 
■iurlna  i>aBM«r>' 
tumor 


ramala 

Spragua-Dawlay 

rata 

50-day  old 

19  to 

23/groupa 


Haanl ing 
ranuila 

eALB'EAnN  mica 
W'groupa 


Hat hod* 


Diat I     caloria  reatrlction  varaua  tat 
TTOVcal/day,    «S  anargy  %   fat 

II  35  kcal/day,  45  anargy  %  fat 

III  50  kcal/day.  25  anargy  %  fat 

IV  35  kcal/day.  25  anargy  % 


Dlat 


lard 

sso 


I  *  tl 


ie.2t 

3.04 
2.39 


rwt%) 


III  i    IV 


7.« 

1.46 

1.14 


Rata  vara  in)actad  with  mathylnitroaouraa  (BNU) 
and  (ad  Diat  I  until  tuausr  aixa  waa 
approximataly  1  c^i   than  {ad  with  tha 
axparimantal  diat*  for  10  ^  2  waak*.   Tumor 
davalopaant  and  livar  glutathiona  maaaurad 


Fesu lis 


No  difference  in  tumor  nunber  and 
vraight  between  diets  I  ind  III,  and 

II  and  IV 

30%  caloric  reduction  significantly 
reduced  tumor  yield  II  versus  II,  and 

III  var*u(  IVi 


20  wt%  total  fat 


J U 


r* 


so 

Triolein 

ceo 


!g:7n-«;oll 

l«!2n-«/diet 

18iln-9/oil 


15.5 

0 

4.5 


TT 

12.2 
10. S 


15.5        2.« 
4.5      11.5 
0        5.9 


12.3      .1 
24.5     47 


2.6 
0 

17.4 


TTtr 

2.7% 
12 


To  teat   the 
anticancer  effect 
of   atearlc  acid  in 
tranaplantad 
mammary 

tumoriganeai*   in 
rats 


Female 
r344  rat* 

4  to  6-week 
old 

30 /group* 


Spontaneoua  tumor  call  line  (4526  murine 
mammary  tumor  call  linal  was  injected  into 
mammary  (at  pad  o(  mica  and  nataatasis  to  lung, 
kidney,  and  livar  maaaurad 


Linoleic  acid  in  diets  III 
and  IV  may  not  have  been 
adequate  (or  tumor  growth; 
therefore,  comparisons 
between  I  and  III  or  II  and 

IV  are  not  valid  to  test 
the  effect  of  total  fat 


:ontrol  powdered  diat  (fat  content  not 
reported)  and  tha  control  diat  plus  20%  at«aric 
acid  by  weight 

Rats  ware  (ad  tha  diet*  (or  6  weaka  before  and 
25  daya  after  tumor  implantation.   Hammary 
turner  was  induced  in  tha  rata  by 
nitrosomethyl urea  and  maintained  in  passage 
The  >th  paasage  calls  wera  implanted  in  the 
(lank  of  rats 


Ho  di((erence  in  latency  period, 
incidence,  or  yield  of  tumors  among 
groupa 

Hoat  metastasis  (ound  in  lung,  some 
in  livar,  non«  in  kidney 

Lung  metastasis  was  significantly 
higher  in  the  low  linoleic  acid  to 
low  oleic  acid  group  (IV)  eomparad  to 
the  ether  three  groups  (10,  62,  78.  t 
90  nodulest   low  linoleic  to  low 
oleic,  lew  linoleic  to  high  linoleic, 
high  linoleic  to  moderate  oleic,  t 
high  linoleic  to  low  oleic. 
respect  ively 

Ho  di((erence  in  liver  metastasis 
among  greupa 


Tumor  cells  groim  in  vitro 
wera  uaedi  ability  to 
extrapolate  to  hupans  is 
limited 

The  effect  of  total  fat 
not  tested 

Tha  effect  of  oleic  acid 
Dot  consistent 

Diets  provided  adequate 
linoleic  acid  and  were 
isocaloric 


Dietary  stearic  acid  did  not 
significantly  a((ect  the  growth  (sire 
or  weight)  o(  trsnsplanted  tumor. 

Dietery  stearic  acid  did  not  a((ect 
FA  eompoaition  in  tiesuas 


Composition  or  level  o( 
diatary  (at  not  provided; 
adequacy  o(  linoleic  acid 
cannot  be  judged.   I(  the 
control  diet  was  eoiwnon 
chow  or  (at  free  diet 
both  diet a  contained 
insu((ieient  linoleic  acid 
(or  tumor  growth 


TASIX  2--continu«d 


Study 


Aksey  •( 
•I..  1990 
(Rat.  1161 


Laackan  at 
•1.,  1990 
(M(.  124) 


Nlroaa  •( 
•1..  1990 
(*«(.  12SI 


Objact Ivaa/ 
Tuaior  Typaa 


To  idantlfy 
affacta  of 
dieiarant  lavala 
of  diacary  (at  on 
HNU-inducad  rat 
•a«Ma  ry 
carcinoganaaia 


To  coMpara  a( facta 
of  aafflowar  and 
oliva  oila  on 
DMBA-inducad 
wawwary 
tuaioriganaaia 


Expariaantal 
Aniaala 


FaMla 

Spragua-Da«lay 
rata  SO  day- 
old 
90/3  groupa 


Hatheda 


DiaC       g/lOOg 


TTw  affacta  of 
dlata  aupplaawntad 
vith  parilla  ail 
(a-)   itnelale 
rich)   and  aoybaan 
and  ■aftlowar  oila 
(n-i,    linolaic- 
rich)   on  DHBA- 
inducad  aiiwary 
and  colon 
ca  re  i  noganaa  i  a 


Famala 
Naanling 
Spragua- Dawley 
rata  2S/groupa 


raawla 
SD  rata 
S-Mak  old 
10/graupa 


I 

?I 

in 

3 

IS.l 

lard 

0.5S 

1.46 

1.04 

SSO 

0.44 

1.14 

2.39 

Total  tat 

12 

2S 

4S   (anargy  «l 

Rata  wara  (ad  axpariaiantal  diaca  for  6  Bontha 
and  aathylnitroaouraa    (MNU)    -inducad  ti«er 
davalopaiant   and  plaaaia   lipida  aaaaurad 


Diat;      20  wt%   fat 
High  linolaic  acid  SO:      St  diat 
High  olaic  acid  SO:      SO  diat 
Oliva  oil:     OO  diat 

oo  diat  w/   linolaic  acid  aupplanantation 
:  OL  diat 

Linolaic  contant 

(wt%) 


— rr? 

SO 

3.4 

00 

1.1 

OL 

3.4 

Rata  wara  fad  tha  diat a  for  16  waaka.  and  7, 
12-DHBA-inducad  tuaoriganaaia  aaaaurad 


^. 


%  parilla  all 
10%   SBO 
10%  SO 


go 


I8:}n-( 
20:4n-6 
18:3n-3        0.1 


SIO 

■srr 

0.3 
.7 


parilla  oil 

Mt.:?! — *" 

0.1% 
13.7 


Rarclta 


Rata  wara  fad  tha  diata  for  33  waaka  attar  tli 
injaction  of    initiator    (7,    12-OMBAI    and 
proaiocor   II.    2-diiMthylhydrazine.    DMHI. 
Incidane*  and  davalopaiant  of  tu 


lurad 


No  diffaranca  in  tunor  incidanca.  or 
yiald,  or  in  mortality  aaong  groupa 


Ho  diffaranca  in  lag  tiaa  «r 

incidanca 

00  diat  aignif icantly  lowarad  tumor 
yiald  coaparad  to  SO  or  OL  diata 

Linolaic  aupplaawntation  of  tha  OO 
diat  laakaa  OL  diat)  aignif icantly 
anhancad  tha  yiald:  no  diffaranca  in 
yiald  batwaan  OO  and  OL  diata 


Diat 


S.l    a 

latattatieal:  diffarant  lattara  in 
tha  atatiatiea  eeluam  ahow  a 
aigniticant  diffaranca) 


Diat  I  and  II  may  not  hava 
providad  adaquata  linolair 
acid  for  aa— iry  tu»or 
growth 

Neniaoealoric  diata  uaad: 
hotyvar.  rata  conaumad  t)>a 
aaaw  amount  of  caloriaa  and 
body  waighta  wara  not 
diffarant  among  groupa 


Tumora 

/rat 

atatiatiea 

SL 

3.S    a.b 

SO      5.0   a 

OO   3.0 

OL 

Wanmary 
barilla 


[a  oil  aignif Icantly  lowarad 
tumor  yiald  conparad  to  SBO  or  SO 
(4.4,  6.S,  S.7,  tumora  par  rat: 
parilla  oil,  SK,  or  SO, 
raapactivaly) 

Me  diffaranca  in  yiald  batwaan  SBO 
and  80. 

No  diffaranca  in  incidanca  among 
groupa 

Colon 

pariila  oil  aignif icantly  lowarad 
tumor  Incidanca  cflmparad  to  SOB  or 'SO 
(4,  9,  or  9%  incidanca:  parilla  oil, 
sac,  or  SO) .  No  diffaranca  in 
incidanca  batwaan  SO  and  SBO 

No  diffaranca  in  yiald  among  groupa 


laocaloric  diata:  no 
diffaranca  in  body  weight 
or  food  intakaa  among 
groupa 

OO  diat  which  waa  liaitad 
in  linolaic  acid  contant 
raaulted  in  a  aignif icantly 
lowar  tumor  yiald.   Thia 
raault  waa  abolia)iad  by 
aupplamantal  linolaic  acid: 
tha  raaulta  aupport  a 
linolaic  acid  raquirament 
of  about  4%  by  traight  for 
inducad  mammary  tumor 
ganaaia  in  rodanta 


s 


W 


rarilla  oil  may  not  tfvm 
providad  ada<]uaCa  linolaic 
acid  tor  tuaior  growth 


8 


Study 


KuBaki  and 
Noguchl. 
1990 
(R*(.  1121 


Han  at  al., 
1991 
(R«(.  1361 


Takata  at 
al..  1990 
(tef.  137) 


Objectives/ 
Tumor  Type* 


To  neaaure  the 
influance  of  high 
dietary  fat  on 
malignant 
intensity  and 
hormone  receptors 
of  DMBA- induced 
mammary  carcinosM 


To  compare  effects 
of  fish  oil  or 
safflotwr  oil  on 
protein  synthesis 
and  catabolism  of 
masMary  tumor 
grown  in  the 
peritoneal  cavity 


Experimental 
Animals 


Female 

so-day  old 

Virgin 

Sprague-Dawley 

rats 

36  to 

38/groups 


female 

Pathogen- free 
F344  rats 
60  «  S  g 


To  measure  the 
effects  of  two 

different  types  of 
unsaturated  FA  on 
NMU- induced 

carcinogeneais 


Fsmale 

Sprague-Dawley 
rats  6-waek 
old 

10  (control) 

and  30 

(test  I /groups 


TABLE  2--conCinued 


Net hods 


Diet 
II 


"0.5%   CO 
20%  CO 


Rats  were  fed  diets   for  20  %feek8,    and  7,    12- 
DMBA- induced  incidence  and  growth  of  tumor 
tested. 

DNA  index,   S-phase  fraction  and  hormonal 
receptors  for  estrogen,   progesterone  were  also 
tested.  


Diet 

■nT.5%  MO 
II   20%  SO 


*  o.s%  so 


Results 


High  fat  diet  significantly  elevated 
incidence  (86  versus  46%),  size  (13.9 
versus  7.9  iim  diameter)  and  shortened 
latency  period  (10.0  versus  13.9 
kieeks)  compared  to  low  fat  diet 

I 
No  difference  in  hormonal  receptors 


U>w  fat  diet  did  not 
provide  adequate  linoleic 
acid  for  growth  of  tumor  or 
the  animal 

Nonisocaloric  diets  used; 
ho%«ever,  body  weight  was 
not  different  between 
groups 


Rats  were  fed  the  diets  for  S  t/eeks,  inoculated 
with  mammary  ascites  tumor  cells  (13762  MAT! 
and  fed  the  diets  for  2  weeks 


Tumor  size,  protein  turnover, 
were  measured 


and  plasma  lipids 


Diet 


:  S  wt%^ 

..7  wt%  EPA  plus  0.3  wt  %  linoleate 
II)  S  wt%  linoleate 

Rats  fed  the  diets  for  20  weeks,  N-nitroso-N- 
methylurea  (NMU)  -induced  tumor  incidence  and 
yield  tested 


No  difference  in  tumor  weight  between 
groups 

Significant  decrease  in  tumor  volume 
by.FO  feeding 

Significantly  increased  w-6  FA  and 
significantly  reduced  w-3  FA  in 
plasma  lipids 

No  difference  in  protein  turnover 
rate  in  tumor  or  in  whole  body 
between  two  diet  groups 

Significantly  prolonged  liver  protein 
turnover  in  FO  group  compared  to  SO 
group 


Significantly  lower  tumor  incidence 
and  yield  (weight  or  number)  in  the 
EPA  group 

EPA  diet  reduced  prostaglandins 
(PGE2,  TXB2,  and  6-keto  PGFl)  in 
tumor,  compared  to  linoleic  acid  diet 


Rats  were  pair-fed  and 
diets  were  isocaloric 

FO  diet  did  not  provide 
adequate  linoleic  acid  for 
tumor  growth 

Additional  antioxidants 
(vitamin  E  and  tertiary 
txitylhydroquinone)  *»ere 
used 


EPA  diet  did  not  provide 
adequate  linoleic  acid  for 
tumor  growth  or  animal 
grotith.   Unrealist  ically 
low  total  fat 


00 


a 


I 


w 


study 


Bunc«  and 
Abou-Ei-Ela. 
1990 
(Raf.    1)5) 


0-N«in   aC 
al..    1991 
(Rat.    1421 


TABLE  2--continuad 


ObjacClvaa/ 
Tvmor  Typaa 


To  aiaaaur* 
aicoaanold 
aynchaaia  and 
ornichina 
dacarboxylaaa 
activity    in 
■a— ary  tumora   in 
rata   fad  varyinS 
lavala  of   n-l  and 
n-6  fatty  acida 


Expariaiantal 
An  ilia  la 


virgin   faaiala 
Spragua-Oawlay 
rata  SO-day 
old 
2S/groupa 


To  Maaura 
•todulation  of 
colonic  nuclaar 
abarrat lona  and 
■Icrocapaula- 
trappad  gaatro- 
intaat Inal 
iMtabollaai   in 
banzopyrana 
traatad  nica 
conaualng  huaan 
dlata 
I 


Hala  CS7/B6 
mica 

6-w««k  old 
]6/t  groupa 


Hathoda 


Dial 


I 

II 

HI 

IV 

V 

VI 

VII 

VIII 


CO   PO   BCO   BO  MO 

Iwtt  per  diet  I 
20 


20 


20 


20 


IS 
10 

s 


10 


5 

10 
IS 


I 

II 

III 

IV 

V 

VI 

VII 

VIII 


n-6FA    U-3FA 
(I  par  diet  I 


12.1 

16.8 

11.3 

12.6 

9.3 

6.S 

3.< 

6.7 


0 

0 

.3 

0 

1.4 
2.9 
1.2 
2.9 


Raaulta 


Rata  ware  acininiatarad  i.g.  7.  12-DMBA  and  fad 
diata  for  112  daya 

Incidence  and  aultlplicity  of  the  tuaor 
axaatnad.   Proataglandin  (PSE.  LTB4.  and  LTC4) 
ayntheaia  and  ornithine  dacarboxylaa*  (OOCI 
activity  alio  taatad 


Incidence  of  adenocarcinoxa: 
aignif icantly  lower  in  groupa  III. 
VI.  and  VII  than  groupa  II,  IV,  and 
VIII:  n-3  FA  level  or  n-6  FA/n-3F» 
ratio  did  not  conaiatantly  affect  the 
incidence 

Tumor  yield  (nuaiber/rat)  waa 
aignif  icantly  lo*»er  in  group  II  than 
groupa  IV  and  III;  n-3  or  n-6  FA  did 
not  conaiatantly  affact  the  yield 

No  difference  in  latency  period  anong 
groupa 


Diets  provided  adequate 
linoleic  acid  for  growth  of 
the  animal  as  well  as  the 
Cunor 


Diet! 

^^   I  *  II 
fat      IS 
Protein   2.7 
Fiber     2.1 


III   IV    V 

45    15   energy  % 
.1   2.7   2.7  wt% 
2.1   2.1   S.6  wt% 


Fiber:  nonatarch  polyaaccharida. 
Protein:  beef  protein 

Mice  ware  fed  the  dieta  for  3  weeks  and 
received  benz(a)pyrena  by  gavage.   Colonic 
nuclear  aberration  was  exaained  hiatologically 
and  by  using  MFLC ^^^^^^^^^ 


BenzCalpyrene  increased  the  nuclear 
abarrat iona  by  S-fold 

The  extent  of  benz(a)pyrene- induced 
nuclear  aberrations  was  decreaaed  to 
2-to  3-fold  by  increaaad  fiber  or  fat 
in  the  diet 


FA  coa«>oaition  in  the  diet 
not  reported  and  the 
adequacy  of  dietary  EFA  is 
not  known 

Nuclaar  aberration,  not 
cancer  development,  was 
meaaured 


I 


W 


TABLE  2--continued 


St  udy 

Object  ives/ 

Experimental 

Methods 

ftesuUs 

Comment  s 

Tumor  Types 

Animals 

tlutt«r  ec 
al.,  1990 
(ll«f.  1261 

To  measure  effects 
of  dietary  fat  and 
protein  on  DMH- 

Weanling, 
BALB/c  mice 
Male 

Diet:  varied  in  fat  and  protein 
Total  fat:  S  wt% 
Total  protein:  11  wt% 

CO  plus  NFDM  diet  significantly 
elevated  tumor  yield  compared  to 
other  groups 

Total  fat  levels  in  the 
diets  do  not  match  between 
the  levels  described  in  the 
Methods  and  the  levels 

induced  tumor 
development  and 
immune  responses 

280/10  groups 

Diet   CO    BT    Casein   NFDM    Lyophiliied 

found  in  authors'  Table  1 

beef 

(wt%l 

Number  of  tumors  per  tumor-bearing 
mouse 

BT  diets  may  not  have 

I       4  7                31.5 

I      12. J 

provided  adequate  linoleic 

II           2.9 

n  4 

II      2.6 

acid  tor  growth  of  tumor 

III          4  7            31. S 

III     3.2 

IV  S           12.1 

V  S           20        - 

IV      S.3 

The  effect  of  CO  on  tumor 

V       4.4 

yield  was  not  consistent 

Diet  V  was  AIN-76A  diet 

Mice  w<>re  fed  until  SI  weeks  of  age. 

Incidence 

and  development  of  the  dimethy Ihydraime  (DMHI- 

induced  tumor  as  well  as  immune  response  was 

measured.   DHH  was  injected  subcutaneciusly  for 

10  weeks 

tJicholson  ttt 
al  .  1990 
lf)«f.  1181 

To  measure  the 
influence  of 
dietary  fats  (beef 
suet  rich  in 

Wistar  rats 
Male 

S-wee^  old 
S7/groups 

Diet 

TT'Beef  suet  (BS) 
20%  beef  sueC 
S%  corn  oil 

Ho  difference  in  adenoma  yields 

The  BS  diets  produced  significantly 

more  carcinoma  than  CO  diets  (1 

versus  12  carcinoma,  S%  CO  versus  54 

BS: 

2  versus  28  carcinoma,  204  CO  versus 

20%  BS) 

Monisocaloric  diets  used; 
however,  no  difference  in 
food  consumption  or  in  body 
weight 

saturated  fat  and 

204  corn  oil 

BS  diets,  which  may  have 

corn  oil  rich  in 
linoleic  acid)  on 
colorectal 

FA  composition  in  diet 
linoleic  arachidonic 

provided  insufficient 
linoleic  acid  for  tumor 
growth,  had  elevated 

(4) 
%\be      12.7     2.1 

carcinogenesis 

20%  BS  produced  significantly  more 

tumorigenesis.   The  results 

204bE   S.4    O.S 

carcinoma  than  S%  BS  (28  versus  12 

suggest  linoleic  acid 

S%CO  42.4    0.9 

carcinoma:  20%  BS  versus  5%  BSI: 

requirements  may  be 

204CO  48. 6    O.S 

difference  for  CO  was  nonsignificant 

different  for  different 

' 

(2  versus  carcinoma;  20%  CO  versus  S% 

tumor  sites 

« 

Animals  wore  fed  the  diets  for  16  weeks  before 
and  6  weeks  after  azoxymethane,  which  was 

CGI 

injected  once  a  week  for  6  weeks.   Vield  HI  of 
adenoma  and  carcinoma  measured.   Mucosal  and 
tumor  FA  composition  also  measured 

Arachidonic  acid  was  higher  in  tumo's 
than  in  colonic  mucosa  regardless  of 
fat  source 

N-6'fa  may  suppress  the  development 
of  colorectal  carcinoma.   The  data 
also  suggest  an  association  of 
prostaglandins  with  colorectal  tumor 

development 

o» 


TABLE  2 --cone  iHuad 


Study 


Object  iv««/ 
TvjAor  Typ«s 


Bahling  ct 
•1    .    1)9C 
(R«f.    1191 


To  awasur*  th« 
•  ((•ct    o<   varying 
lavala  of   diatary 
calciim  and 
butterfat    on   cacal 
•nt/ala  act  ivity 
and  davalofiakant   ol 
DHH- init iatad 
colon   tuaora    In 
rata 


Ltndnar , 
1991 
iRaf.    1291 


Tha  affaet   of   n-3 
PUFA  on  colon 
cancar    In  aica. 
Etfacti   of   high 
fat    and  high 
cholaatarol   diaca 
and    low   fat 
cholaatarol    free 
diata    in  aiica 


Experimental 
Animals 


Heanl ing  male 
Sprague-Oawlay 
rata    112/4 
groups 


Swias-Habeter 

nice 

t  to  7-we«k 

old 

174/4  groupa 


Hethods 


Reaulta 


Diet : 

I  1«  CO  ♦  5%  butter  fat  ♦  2.S  g  Ca/kg 

II  1%  CO  >  S%  butter  fat  «  10  g  Ca/kg 

III  1%  CO  •  20%  butter  fat  *  2.S  g  Ca/kg 

IV  %  CO  »  20%  butter  fat  >  10  g  Ca/kg 

Cieta  fad  for  2  weeks  before  and  11  to  34 
weeka  after  the  injection  of  DHH 

Incidence  and  development  of  intestinal  tumor 
examined.   Enzymic  activity  in  cecum  and  lipid 
extraction  in  feces  also  measured 


Diet 

~"^      BT 

Tot  fat   19.2 


SO 


FO    Low  fat 
MaxEPA 


(%<t%l 


TTX rr 

n-3FA       0 
MUFA       7  .  S 


19.2 

-rrr 


19.2 


2.8 


4.4 

5.2 


b 

1.0 


Mice  were  fed  the  diet*  for  4  weeks,,  received 
1.2-OHH  tor  11  weeka 


Keeka  i 

nt  in  the  intestinal  tract  (ft 


No  difference  in  tumor  yield  among 
groups 

High  Ca  increased  fecal  lipida 


Tumor  development  in  the  intestinal  tract  (frcat 
esophagus  to  rectum!  was  examined.   Plaama 
lipida  also  examined 


Significantly  higher  body  weight  in 
BT  group  than  low  fat  or  FO  groups 
and  in  SO  group  than  low  fat  group 

No  difference  in  mortality 

Higher  colon  tumor  incidence  in  the 
BT  groups:  significance  between  BT 
and  FO  group.   Tumor  incidence  in 
other  sites  (kidney,  liver,  skin,  and 
scrotumt  was  lower  in  the  BT  group 
(significance  bet%<een  BT  and  low  fat 
group I 

Colon  tumor 

No  dt Iterance  in  adenoma  yield. 
Significantly  higher  adenocarcinoma 
in  BT  group  than  SO  or  FO  group.   FO 
was  protective;  adenocarcincaBa  yield 
was  the  loweat  in  the  FO  group; 
significance  between  FO  and  BT  group. 
(Mean  tumors  per  animal  1,2],  0.47 
and  0.21:  BT.  SO  and  FOI 

Oleic  acid  and  MUFA  content  (%l  in 
the  plasma  or  in  colon  mucosa  were 
linearly  correlated  with  tumor  yield: 
dietary  HUFA  was  reflected  in  plaama 
but  not  in  colon  mucoaa 

n6  PUFA  or  linoleic  acid  was  not 
associated  w/  tumor  yield:  dietary 
level  of  linoleic  acid  was  reflected 
in  plasma  and  colon  mucosa 

n-3  PUFA  and  EPA  level  in  plasma  or 
colon  mucosa  was  significantly, 
negatively  correlated  w'  tumor 
product  ion 


All  diets  may  not  have 
provided  adequate  linoleic 
acid  for  tumor  growth 

The  study  focused  on  the 
effect  of  Ca,  not  lipids 


The  FO  (HaxEPAl  may  have  a 
protective  role  in  DMH- 
induced  colon  tumorigenesis 
in  Swiss-Webster  mice 

The  effect  of  carcinogen, 
DMH,  was  different  among 
sites  of  tumorigenesis  and 
the  findings  cannot  be 
generalized  to  cancer  sites 
beyond  colon 
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TABLE  2 --continued 


Study 


Object  ives/ 
Tumor  Typ«» 


Snith  et 
al.,  1990 
iRo(.  1211 


The  effects  of 
high  fat  diet  and 
CCK- receptor 
antogonict  on 
growth  of  human 
pancreatic  tumor 
eel  la  in  nude  nice 


Lcr-criccf-.cr 
c:  nl..  1990 
(Rof.  1221 


0th  et  al  . 
1990 
iRef.  1111 


To  measure  the 
devolopment  of 
pancreat  ic 
neoplasms  in 
elastase-1 -simian 
virus  transgenic 
■ice 


Experimental 
Animals 


Halo 

S  to  i-w«ek 

old  Athynic 
nude  mice 
IS, 'groups 


The  modulat  ion  of 
CM  expression  in 
lymphoflta 
transplanted  to 
■ice  fed  n-3  PUFA 


Elastase  1 
cinian  virus 
transgenic 
■ice  Strain  Tg 
(Ela-1.  SV4oE) 
Bril  18 
Female  and 
■ale 
11  to 
21/groups 


Methods 


Diet 

4.3»  fat  chow  diet 

20.3%  fat  diet:  4.3*  fat  in  the  chow  ♦  16%  CO 

Mice  were  Injected  w/  SW-1990  human  parcreatic 
adenocarcinoma  cell  line  and  fed  the  diets  for 
2 J  days.   The  effects  of  dietary  fit  and  CCK- 
receptor  antagonist  L364718  on  pancreatic  tumor 
developnent  examined ^^^ 


Adult  AKR  ■ice 


Di<>t 

chow!  S-6%  fat 
AIN-76A:  S%  CO 
Hi-fat:   20%  CO 


Diets  were  fed  for  22  to  2}  weeks.   At  aut6psy, 
incidence  and  Bultiplicity  of  the  tunor 
examined 


Results 


>jnong  L364718  untreated  aninals.  the 
high  fat  diet  cigni f icantly  ir.crcssed 
tumor  volume  and  protein  cer.te.-.t  in 
tumor,  compared  to  the  chow  diet 

L3fi4718  significantly  decreased  tunor 
yield:  endogenous  CCK 
Icholecystokininj  may  promote  the 
growth  of  pancreatic  tumor  in  mice 


Incidence  of  exocrine  carcinoma: 
significantly  reduced  by  chow  diet 
No  difference  between  AIN-76A  and 
high  fat  diets 

Incidence  of  islet  cell  tumor:   no 
difference  aaong  groups 


39 


FA  composition  of   chsw  diet 
not    reported.      The  chiw 
diet   may   have  provided 
insufficient    lir.oloic  acid 
for  tumor  growth 

Tumor  cells,    assayed   in 
vitro,    were  used 


Diet 

Ho  fat. 

basal  diet 

I     1% 

FO 

II    1% 

BT 

III   4% 

FO 

IV    4% 

BT 

V     6% 

FO 

VI    «% 

BT 

VII   8% 

FO 

VIII  8% 

BT 

IX   16% 

FO 

X    16% 

BT 

FO:   23 

7%  SFA.  30 

acid 

30.3%   n-3   FA,    1.3%   linolelc 


Experimental   diets  were   fed   for   S  weeks   before 
and  2  weeks  after   tunor   xenograft    by 
intraperitoneal  transplantation.      RDM-4  tvsnors 
in  ascites  were  harvested  and  exaained.      Q*'^ 
surface  markers  tested  as  well 


Considerably    (statistics  not   tested) 
faster  tumor  growth    in  the  FO-fed 
donor  than    in  the  BT-   or  no-fat-fed 
donors 

Significantly   reduced  CD4   cell 
surface  marker    in  the  FO  groups  than 
BT  groups:    other  markers  such  as  CD8, 
H2K,    Thy-1,    and  LFA-1  markers  were 
not  affected 

No  effect  of  total   fat 


Genetically   transformed, 
transgenic   mice  were   used: 
extrapolation  of    results 
to  human    is  questionable 

Extremely   low  total   fat 

Linoleic  acid  content  of 
the  chow  diet    is  not 
known 


Both  BT  and  FO  diets  may 
not   have  provided  adequate 
linoleic  acid   for  tumor 
growth 
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St 

u«iy 

obj«ct  ive«/ 
Tumor  Typ«8 

Experinsntal 
Animals 

Methods 

Results 

Comments' 

Ayach 
•  1.. 
IR«(. 

i  9t 

To  t«ac  th« 

AKR  Mice 

Diet                                 • 

Timor  yield  was  significantly  greater 

Experimental  diets  may  not 

1990 
1)01 

1  V^   *p^WW   vn^ 

•uspact ibility  of 
lyaphoiM  cells  Co 
ly«i|>holcin«' 
activated  killer 

~TT  FO 

4%   HBT 
8%   FO 

in  the  FO  group  than  in  the  HBT  group 
FO  increased  resistance  of  lymphoma 

have  provided  adequate 
linoleic   for  growth  of 
tumor  and  the  mice 

8»   HBT 

cells  to  lysis  by  lymphokine 

ILAKI  calls  in 
■ica  Cad  high  fat. 

16%   FO 
16%   HBT 

activated  killer  cells  in  vitro 

Total  fat  in  4  to  8%  fat 
diets  was  unrealist ically 

(ish  oil  diets 

n-6  FA  content 
HBT:  0.1  wt% 
FO:   2.2  wt% 

Mice  were  fed  the  diets  for  6  weeks  before  aad 
12  to  15  weeks  after  the  intraperitoneal  graft 
of  RCIM4  lymphoma  cells 

Mo  affect  of  total  fat 

low 

Due  to  the  limitation  in 
dietary  linoleic  acid, 
results  are  not  useful  for 
evaluating  the  effect  of 
fat 

Locn  j 

skar  at 

To  cosipara  th« 

Mean  ling 

Diet :  101  total  fat 

Papilloma 

Significantly  higher  cumulative 

Low  total  fat  in  the  diets 

•  I  •  • 

1991 

effects  of  fish. 

Female 

ceo     CO     MO 

IR«f . 

1271 

coconut .  and  corn 

SENCAR  mice 

wt% 

tumor  probability  in  Diet  A  than  Diet 

Except  Diet  E,  all  the 
diets  may  have  provided 
inadequate  linoleic  acid 

oils  on  skin  tuaor 
proaiot  ion  by 
benzoyl  peroxide 
in  aice 

30/groups 

A        8.5    1.5 

B        7.5     1.5    1.0 

B,  D.  and  E,  but  not  C. 
Papilloma  yield  was  significantly 

C        4.5    1.5    4.0 
D         -      1.5    8.5 
E         -     10.0 

greater  in  Diet  A  or  Diet  C  than  Diet 
B,  D,  and  E 

for  tumor  growth.   Diet  E 
with  adequate  linoleic  acid 
resulted  in  the  longest 

ITumor  probability  was  mathematically 

latency  period,  lowest 

Mice  ware  fe<!  5%  CO  diet  for  3  weeks,  treated 

calculated) 

tumor  incidence,  and  least 

with  an  initiator,  7,12-DMBA,  fed  10%  CO  diet 

tumor  yield 

for  2  weeks,  fed  the  experimental  diets  (A-E) 
for  52  weeks,  and  treated  with  banzoylperoxide 

Carcinoma 

The  results  suggest  that 

Significantly  higher  tumor  incidence 

(proaioterl  biweekly.   Latency,  incidence,  and 

and  cumulative  tumor  probability  in 

growth  of  skin  tumor  may 

yield  of  papilloma  and  carcinoma  examined. 

Diet  A  and  Diet  E:   no  difference  in 

not  require  4%  dietary 

Ornithine  decarboxylase  (OOCI ,  vascular 

incidence  among  Diet  B,  C  and  D. 

linoleic  acid  and  that  the 

parmaability,  and  hyperplasia  of  the  dorsal 

Carcinoma  yield  not  reported 

effect  of  dietary  fat  on 

skin  ware  also  examined 

No  difference  in  OPC  activities  or 
vascular  permeability  among  groups. 
Significantly  greater  hyperplasia  in 
Diets  B  and  C  than  Diets  A,  D,  and  E 

tumorigenesis  is  site- 
specific 

In  the  10%  fat  diet,  high 
PUFA  in  the  diet  showed  a 
protective  effect  and  high 
SFA  in  the  diet  showed  a 
promoting  effect  while  the 
effect  of  n)  FA-rich  diet 
was  intermediate 
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Tumor  Type» 


Ani=al3 


Lcytcn  ct 


To  neasuro  cfCocts 
of  typo  of  dietary 
l.*.t  on  phorbol- 
ost er-el icitod 
tumor  promotion  In 
Bou««  skin 


Fomalo 
SEKCAn  and 
DBA/2  nico  <- 
weak  old 
30  Bica/group* 


Jenc!:i  et 
al..  1951 
IRof.  14}) 


To  Baasure  tha 
rclaaaa  of 
cytoaol ic 
components  from 
lauh.acic  cells 
inoculated  into 
mica  fed  ocnhaden 
oil  or  coconut  oil 


BALB/c  nice 
Fanalo  and 
mala  4/grcups 


TABLE  2--continu«d 


Mat hods 


Diet 

Initiation  pariodi 


S  wt%  total  fat 


Co 
oil  1.7% 


ceo 

3.3% 


C18:2n-6 
1.0% 


promotion  period:   IS  wt%  total  fat 
CO     ceo   C18:2n-6 
0.8 


1.0 
3.6 


III  6.0 

IV  7.9 

V  9.9 

VI  12. S 

VII  IS. 


14 

11.4 
9.0 
7.1 
S.l 
2.S 
0. 


2.2 
3.S 
4.S 
S.6 

7.0 
8.4 


Rasulta 


No  diffcroneo 


7.12-DMBA   initiated  and  12-0-tatradacancyl- 
phorbol-13-Acetate(TPA) -promoted  papilloma 
development  detenained 


Diet 

I  10%  MO  *  basal  chow  diet 

II  1C%  ceo  «  baaal  chow  diet 

III  20%  MO  ♦  ICN  fat  free  diet 

IV  20%  HCO  *   ICN  fat  free  diet 


Mice  trere  fed  tha  dieta  for  5  weeks,  inoculated 
intraperitoneally  with  murine  leukemia  ce^ 
line  T2TA,  and  fad  the  diets  for  1  week 


Membrane  permeability  of  tumor  cclla  was 
a::aminad  in  vitro  by  examining  51CR  release 
from  tho  cells 


papilloma  incidence: 
among  groups 

Significant  inverse  correlation 
between  CO  level  and  papilloma  yield 
(r  «  0.92),  S.4  tumors  versus  11.7 
tumors  per  mouse;  15%  CO  versus  10% 
CO  in  SENCAR  nice) .  Similar  results 
found  in  DBA/2  mice 

The  results  suggest  that  increasing 
dietary  CO  or  decreasing  SFA  may 
suppress  akin  tumor  in  icica 

TPA' elevated  epidermal  PGE2  in  all 
diet  groupc:   the  extant  was 
negatively  correlated  with  dietary  CO 


Increased  membrane  permeability  in 
the  NO  groups 

The  enhanced  membrane  permeability 
was  correlated  with  n-3  FA  IDHA  and 
EPA)  incorporated  into  the  tumor 
cello 


Tho  effect  of  totil  fat  not 
tested 

Low  PUFA/high  SFA  diet 
cignif  ieantiy  enhir.ccd 
DMBA-  and  TPA- induced  el:in 
tumor  yield  than  high 
PUFA/low  SFA  diat;  this 
result  is  inconsistent  uith 
the  4  to  5  «%  lir.oleic 
acid  requirement  fcund  in 
mammary  and  pancreat  ic 
tumorigenecis  in  rats.   Tha 
results  suggest  that  tho 
effect  cf  oietary  fat  laay 
be  specific  Cor  tumor  cites 


Diets  may  not  have  provided 
adequate  linclcie  acid  for 
optimal  tumor  growth 

Tumor  development  not 
measured.   Eradication  of 
tumor  was  measured 
Indirectly  by  neasurirg 
cell  permeability 
intravenously 
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•odulation  o( 
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Expariaantal 
Aniaala 


Hal*  wiatar 
rata 
4-iiMk  eld 


Nathoda 


land 

|Ht%l 

I  3    0 

II  1 

III  13. S   0 

IV  1    11. S 

V  3S    0 

VI  1    34 


Mta  Mr*  (ad  (or  10  wMka  prior  and  31  wMMa 
aftar  tha  M-nitroaodlMtlViMlM  INDIM) 
ateiniatratien  by  0««*4« 


TUBor  pr«valane«  aa  wall  aa  plaaiM  lipida  and 
lipid  p«ro»idation  wara  iwaurad 


Raaulta 


Nigh-ruTA  diat  (3S«  MO) 
aignlticantly  alevatad  timor 
Ineidanca  Comparad  to  low 
PUTA  diat  (2*  SSO),  (tO%  varaua  42%: 
2S%  sao  varaua  2%  taot 

Pat  type  did  not  aigniflcantly  affaet 
tuHM  ineidanea 

HlglfrurA  diata  (2St  Or  12.5%  S90t 

raduead  plaaaa  cholaatarol  and  TS 

eohcaatratien  coBparad  to  high  SFA 

131% 


diata  (2S%  or 


lard  diata) 


CoaaMnta 


Abbraviationa 

BCO:     black  currant  aaad  oil 

CO:     corn  oil 

EFA:  aaaantial  fatty  acid 

i.p.i   intraparttonaal 

PUFA:  polyunaaturatad  fatty  acid 

SBOi  aoybaan  oil 


BO:  boraga  oil 

CCO:  coconut  oil 

FO:  fiah  oil 

HOi  aanhadan  oil 

PrO:  priaroo*  ell 

SOt  aafflOMM'  oil 


BS:   baaf  auat  BT: 

OMBAi  7,  12-diMthylbanaaBthracana  ONH: 

FAi  fatty  acid  HBT: 

MUFAi  Boflounaaturatad  fatty  acid  NFDN 

PRt  Tolativa  riak  ,  S90s 


baaf  tallow 
1,  2-diaothylhydrazina 
liydrogaitatod  baaf  tallmr 

nonfat  driad  Bil)( 
aunflowar  aaad  oil 


Exeapt  12. S%  S90  and  2$% 
S90  diata.  all  diata  My 
h»va   providad  Inadai^ata 
linolaie  acid  (or  tuMor 
groMth 

Nenisoealorie  diata  ua«d: 
body  walght  changaa  war* 
not  aigniflcantly  diffarant 
aaong  groupa 

Due  to  lialtatiena  in  study 
doaign,  tha  «f fact  of 

diatary  (at  on  eancar 
dovalopatant  cannot  ba 
avaluatod 


Ca:  calclua 

EPA:  aieosapantaanoie  acid 

HCO:  tiydrogenatad  com  oil 

rO:  pala  oil 

SFA:  aaturatad  fatty  acid 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 
[Docket  No.  91N-0095] 
RIN  0905-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements;  Sodium  and 
Hypertension 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACnOM:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
decision  to  authorize  the  use  on  the 
label  or  labeling  of  certain  foods  of 
health  claims  relating  to  an  association 
between  dietary  sodium  and  high  blood 
pressure.  The  agency  has  concluded 
that,  based  on  the  totality  of  the 
scientific  evidence,  there  is  significant 
scientific  agreement  among  qualiRed 
experts  that  diets  low  in  sodium  may 
help  lower  blood  pressure  in  many 
people.  Therefore.  FDA  has  concluded 
that  claims  on  certain  foods  relating 
sodium  reduction  to  reduced  risk  of 
high  blood  pressure  are  justified.  This 
action  is  in  response  to  provisions  of  the 
Nutrition  Labeling  and  Education  Aci  of 
1990  (the  1990  amendments)  that  bear 
on  health  claims,  and  is  developed  in 
accordance  with  the  final  rule  on 
general  requirements  for  health  claims, 
which  is  published  elsewhere  in  this 
issue  of  the  Federal  Register. 
EFFECTIVE  DATE:  May  8.  1993. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Ellen  M.  Anderson,  Center  for  Food 
Safety  and  AppHed  Nutrition  (HFF- 
266).  Food  and  Drug  Administration, 
200  C  St.  SW..  Washington.  DC  20204. 
202-205-5375. 
SUPPLEMENTARY  INFORMATION: 

L  Background 

In  the  Federal  Register  of  November 
27.  1991  (56  FR  60825).  FDA  proposed 
to  authorize  the  use  on  food  labeling  of 
heahh  claims  relating  diets  low  in 
sodium  to  lower  blood  pressure  in  some 
people.  The  proposed  rule  was  issued 
under  provisions  of  the  1990 
amendments  (Pub.  L.  101-535)  that  bear 
on  health  claims  and  in  accordance  with 
the  proposed  general  requirements  for 
health  claims  for  food  (56  FR  60537. 
November  27. 1991).  As  amended  in 
1990.  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act)  provides  that  a 
food  is  misbranded  if  it  bears  a  claim 
ihat  characterizes  the  relationship  of  a 
nutrient  to  a  disease  or  health-related 


condition  unless  the  claim  is  made  in 
accordance  with  section  403(r)(3)  or 
(r)(5)(D)  of  the  act  (21  U.S.C.  343(r)(3)  or 
(r)(5)(D)). 

Section  3(b)(1)(A)  of  the  1990 
amendments  speciRcally  requires  that 
the  agency  determine  whether  claims 
respecting  10  nutrient/disease 
relationships  meet  the  requirements  of 
section  403(r)(3)  or  (r)(5)(D)  of  the  act. 
The  relationship  between  sodium  and 
hypertension  is  one  of  the  claims 
required  to  be  evaluated.  In  the  Federal 
Register  of  March  28. 1991  (56  FR 
12932).  FDA  published  a  notice 
requesting  scientific  data  and 
information  on  the  10  specific  topic 
areas  identified  in  the  1990 
amendments.  Relevant  scientific  studies 
and  data  received  in  response  to  this 
request  were  considered  as  part  of  the 
agency's  review  of  the  scientific 
literature  on  sodium  and  hypertension 
and  were  included  in  the  proposed  rule. 
Comments  received  in  response  to  the 
notice  and  not  specifically  addressed  in 
the  pro{>osed  rule  are  summarized  and 
addressed  below. 

*  In  addition  to  evaluating  the  scientific 
evidence,  the  proposed  rule  identified 
qualifying  and  disqualifying  criteria  for 
foods  bearing  health  claims  on  sodium 
and  hypertension.  The  proposed  rule 
also  specified  mandatory  and  optional 
information  for  health  claim  statements 
and  provided  a  sample  claim.  FDA 
requested  written  comments  in  response 
to  its  proposed  rule  and  solicited 
comments  on  several  issues  in 
particular.  The  agency  asked  whether 
foods  with  minimal  nutritional  value 
should  be  allowed  to  bear  health  claims 
and  whether  a  statement  of  the 
recommended  range  of  sodium  intake 
(500  to  2,400  milligrams  (mg)  per  day) 
should  be  required  or  remain  optional. 
The  agency  requested  comments  on 
requiring  t.he  use  of  the  terms  "sodium" 
rather  than  "sodium  chloride"  and 
"high  blood  pressure"  rather  than 
"hypertension,"  and  on  allowing  the 
terms  "salt"  in  addition  to  "sodium" 
and  "hypertension"  in  addition  to  "high 
blood  pressure."  The  agency  also 
requested  comments  on  whether  a 
statement  indicating  that  identified 
hypertensives  should  consult  their 
physicians  should  be  allowed  or 
required,  on  the  safety  of  the 
recommendations  to  reduce  sodium  and 
salt  intake,  and  on  the  proposed 
"Consumer  Summary  on  Sodium  and 
High  Blood  Pressure." 

On  January  30  and  31. 1992.  FDA 
held  public  hearings  on  all  aspects  of 
the  proposed  rules  published  in 
response  to  the  1990  amendments, 
including  health  claims  for  sodium  and 
high  blood  pressure  (57  FR  239). 


In  response  to  its  proposed  health 
claim  regulation  on  sodium  and 
hypertension,  the  agency  received 
approximately  100  comments  from 
consumers,  consumer  advocacy  groups, 
State  health  departments,  organizations 
of  health  professionals,  the  food 
industry,  and  Government  agencies.  A 
number  of  comments  were  received  that 
were  more  appropriately  addressed  in 
other  documents,  and  these  comments 
were  forwarded  to  the  appropriate 
docket  for  response. 

II.  General  Comments 

1.  One  comment  noted  that  it  is 
difficult  to  find  a  variety  of  foods  that 
meet  reqommended  dietary  sodium 
levels  and  expressed  the  hope  that  this 
regulation  would  encourage  industry  to 
provide  more  low  sodium  foods. 

FDA  strongly  encourages  innovation 
in  providing  consumers  with  a  wider 
variety  of  choices  FDA  s  labeling  and 
education  initiatives  in  the  early 
eighties  resulted  in  a  60  percent 
increase  in  sodium  content  labeling 
from  1978  to  1988  (Ref.  46)  and  the 
introduction  of  additional  low  sodium 
products  (Ref.  56).  The  current 
initiatives  include  not  only  sodium/ 
hypertension  health  claims,  but  also 
mandatory  sodium  labeling,  a  daily 
value  (DV)  for  sodium,  sodium 
disqualifying  levels  for  health  claims, 
and  sodium  disclosure  levels  for 
nutrient  content  claims.  FDA  anticipates 
that  these  regulations  will  motivate 
manufacturers  to  develop  and  market  a 
broader  range  of  lower  salt  products  for 
the  American  consumer. 

2.  Another  comment  argued  that 
consumers  will  wrongly  believe  that 
consumption  of  foods  with  too  much 
sodium  to  qualify  for  a  sodium/ 
hypertension  health  claim  will 
necessarily  lead  to  exceeding  current 
dietary  guidelines. 

FDA  disagrees.  Rather,  the  agency 
believes  that  health  claims  will 
encourage  the  availability  and 
consumption  of  foods  that  will  help 
consumers  meet  dietary  guidelines. 
Furthermore,  auxiliary  educational 
programs,  consistent  with  the  dietary 
guidelines  philosophy,  can  help 
consumers  understand  that,  by 
consuming  a  variety  of  foods,  some 
higher  in  sodium  and  some  lower  in 
sodium,  they  can  meet  total  dietary 
intake  goals. 

3.  One  comment  opposed  sodium 
restrictions  on  foods,  arguing  that 
restrictions  would  be  likely  to  hinder 
the  development  of  low  fat  foods  and 
that  reducing  fat  in  the  diet  is  more 
important  than  reducing  sodium.  The 
comment  submitted  supporting  data 
from  surveys  in  which  nutritionists  and 
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physicians  rated  their  most  important 
health  concerns  (Re£s.  137  and  142). 
Although  reduction  in  sodiiun  intake 
was  ranked  as  a  "high  priority"  for  good 
heahh  (Ref.  142)  and  a  "moderate 
priority"  tat  improved  heart  health  (Ref. 
137),  the  comment  noted  that  the  survey 
results  indicate  that  reducing  &t  was 
considered  a  higher  prifnity  than 
reducing  sodium. 

It  was  not  clear  whether  the  comment 
objected  to  sodium/hypeitension  health 
claims,  to  disqualifying  levels  for 
sodium  on  other  health  claims,  or  to 
both.  In  the  1990  amendments.  Congress 
specifically  identified  sodium  and 
hypertension  as  one  of  ten  topics  to  be 
evaluated  for  health  claims  and  did  not 
limit  claims  to  the  hi^est  priority 
health  issues.  FOA  evaluated  the  totality 
of  the  scientific  information  and  the 
extent  of  the  scientific  agreement  among 
qualified  experts  end  concluded  thet 
claims  for  sodium  and  hypertension 
should  be  allowed.  In  adcfition,  the 
provisions  of  the  1990  amendments 
state  that  health  claims  may  not  be 
made  on  a  food  that  contains  a  nutrient 
that  increases  the  risk  of  a  disease  or 
health-related  condition.  Sodium  was 
one  of  four  nutrients  identified  by  the 
agency  as  increasing  the  risk  of  a  disease 
nr  health-related  condition. 

FDA  disagrees  that  these  survey 
results  are  relevant  to  its  duty  under  the 
1990  amendments  with  regard  to  health 
claims  for  sodium  and  hypertension. 
FDA  need  only  establish  that  a 
relationship  between  sodium  and 
hypertension  is  supported  by  the 
totality  of  the  scientific  evidence  and  by 
significant  scientific  agreement  among 
experts  qualified  by  experience  and 
training  to  evaluate  such  evidence.  A 
poll  of  scientists  ranking  sodium/ 
nypertension  concerns  relative  to  fat/ 
heart  disease  concerns  does  not 
contribute  to  this  process. 

FDA  recognizes  the  importance  of 
encouraging  the  development  and  use  of 
more  low  fat  foods.  The  agency  has 
authoriEed  two  health  claims  Uiat  may 
appear  only  on  foods  low  in  fat  (final 
rules  on  lipids  and  cardiovascular 
disease  and  on  lipids  and  cancer  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register).  Sodium 
is  a  disqualifying  nutrient  for  these  and 
other  health  claims,  because  diets  high 
in  sodium  increase  blood  pressure  in 
many  people  and,  therefore,  increase  the 
risk  of  hi^  blood  pressure  and 
associated  risks  of  heart  disease  and 
stroke.  (See  the  final  rule  on  general 
requirements  for  health  claims, 
published  elsewhere  in  this  Federal 
Register). 

4.  Several  comments  asserted  that  the 
agency  adequately  considered  safaty 


concerns  regarding  reductions  in 
sodium  intake  in  the  proposed 
regulation.  The  Life  Sdenoes  Researdi 
Office  (LSRO)  of  the  Federation  sf 
American  Societies  for  Experimoital 
Biology  (FASEB)  prepared  a  final 
independent  evaluation  of  the  scientific 
evidence  on  sodium  and  hypertension 
(Ret  138)  and  submitted  this  as  a 
comment  An  earlier  draft  of  the  report 
(Ref.  108)  was  discussed  in  the 
proposed  rule  (56  FR  60825  at  60829). 
Tlie  FASEB  report  (Ref.  138)  concluded 
that  severe  sodium  chloride  restriction 
(less  than  20  milliquivalents  (meq)  or 
460  mg  sodium  per  day)  may  have 
adverse  consequences,  but  that,  in  the 
^tsence  of  obvious  salt-losing  disorders, 
there  is  no  evidence  that  avoiding  high 
sodium  chloride  intakes  would  be 
deleterious  to  health.  Other  comm«its, 
including  a  review  article  (Ref.  144), 
disagreed  with  FDA's  assessment, 
arguing  that  there  is  inadequate  . 
scientific  evidence  that  curtailing 
sodium  will  safely  reduce  the  risk  of 
hypertmsion;  that  there  is  a  growring 
body  of  scientific  evidence  that 
reducing  sodium  may  put  some  healthy 
people  at  risk,  that  no  populations  with 
free  access  to  salt  choose  such  low 
levels  and  the  risks  of  these  levels  have 
not  been  omsidered;  that  severe 
restriction  in  animals  results  in  some 
risks:  that  in  the  older  Uterature, 
extremely  low  sodiiun  intake  in  humans 
resulted  in  some  symptomatic 
distresses;  and  that  FDA  has  no  studies 
that  demonstrate  safety  and  efficacy  of 
imiversal  sodium  restriction,  especially 
in  normotensives.  The  comments 
submitted  no  data  demonstrating  that 
daily  dietary  intakes  of  2,400  mg 
sodium  are  xusafe. 

The  agency  has  considered  and 
addressed  the  safety  concerns  and 
believes  that  the  recommended  goal  of 
2,400  mg  per  day  is  safe.  The  National 
Academy  of  Sciences,  which 
recommended  the  2,400  mg  daily  goal, 
is  considering  dropping  the  current 
target  goal  to  1,800  mg  sodium  per  day 
(Ref.  62).  Furthermore,  the  1989 
Recommended  Dietary  Allowances  (Ref. 
63)  identify  500  mg  sodium  as  a  safe 
minimum  daily  intake  for  adults,  and 
2,400  mg  is  well  above  this  safe 
minimxun  intake  level.  Other 
authoritative  documents  also  agree  that 
.  a  moderate  sodiiun  intake  is  safe  (Refs. 
38. 43,  and  62).  Niunerous  experiments 
with  low  sodium  diets  have  b«en 
conducted  with  no  serious 
consequences.  Finally,  dietary 
guidelines  since  the  early  eighties  (Refs. 
9, 22,  and  85)  have  recommended 
moderation  in  sodium  intake  with  no  ill 
effects.  Given  these  conclusions,  the 


lack  of  data  demonstrating  safety 
concerns  with  daily  consumptions  of 
2,400  mg  sodium,  and  the  extreme 
difficulty  in  achieving  an  intake  of 
sodium  at  or  below  the  500  mg  per  day 
minimum  safe  level  in  the  U.S.  diet. 
FDA  concludes  that  there  are  no  safely 
risks  associated  with  use  of  the  sodium/ 
hypertension  health  claim. 

5.  A  few  comments  from  health 
professionals  supported  FDA's 
description  of  the  special  consideratioos 
and  risks  involving  sodiiun  losses 
during  sustained  exercise  or  training  in 
hot  temperatures.  One  comment 
specifically  supported  responding  to 
these  risks  with  education  efforts  as 
proposed  by  the  agency. 

FDA  acknowledges  tnese  comments. 

6.  Some  comments  supported  FDA's 
conclusion  in  the  proposed  rule  that  the 
study  results  (Refs.  33  and  72)  that 
suggest  some  individuals  may  respond 
to  sodium  reduction  with  blood 
pressure  increases  rather  than  decreases 
may  be  due  to  random  variations  and 
require  additional  research  to  determine 
if  ue  results  of  these  few  studies  are 
significant  and  reproducible.  Other 
comments  disagreed.  One  comment 
stated  that  many  people  believe  that  the 
results  of  the  INTERSALT  study  (Ref. 
37)  confirm  this  heterogeneous  blood 
pressure  response. 

FDA  acknowledges  that  there  is  wide 
variability  in  blood  pressure  response  to 
changes  in  sodium  intake,  but  disagrees 
that  recommended  sodium  intake  goals 
pose  safety  risks.  The  INTERSALT  (Ref. 
37)  and  other  study  results  (Refe.  41.  44, 
45,  76.  80.  94. 97. 100, 106. 107. 109. 
121, 122,  and  123).  in  spite  of  large 
background  fluctuations  and  a  dilution 
efiect  of  including  nomresponsive 
individuals,  clearly  show  that  reducing 
sodium  intake  has  a  measurable  and 
beneficial  effect  on  reducing  average 
blood  pressure.  The  agency  encourages 
additional  studies  under  controlled 
conditions:  however,  FDA  disagrees  that 
this  normal  variability,  which 
commonly  occurs  with  physiological 
measurements,  calls  into  question  the 
safety  of  current  intake 
recommendations  of  2,400  mg  per  day 

7.  A  few  comments  supported  FDA's 
conclusion  in  the  proposed  rule  that  the 

fiossible  adverse  changes  in  plasma 
ipids  in  response  to  sodium  restriction 
(Refs.  2, 40, 49,  and  89)  do  not  pose 
safety  concerns  for  the  general  public 
consuming  recommended  intakes  of 
sodium.  Chie  comment  indicated  that 
the  sodium  intakes  in  these  studies  were 
very  low  and  that  the  observed  effects 
could  have  been  due  to  dehydration. 
Other  comments  disagreed.  One 
comment,  accompanied  by  three 
studies,  accused  FDA  of  failure  to  give 
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the  plasma  lipid  studies  proper 
consideration. 

In  preparing  its  proposal.  FDA 
reviewed  the  plasma  lipid  studies 
submitted.  Sodium  intake  levels  in 
these  studies  were  very  low  (460  and 
780  mg  daily)  relative  to  current  U.S. 
intakes  (approximately  3.000  to  6,000 
mg  daily)  and  dietary  guidelines  (2,400 
mg  daily).  Also,  the  intervention  periods 
were  very  short  (one  week  or  less).  The 
agency  encourages  additional  research, 
but  disagrees  that  a  few  studies 
involving  sodium  intakes  of  460  to  780 
mg  daily  are  relevant  or  raise  safety 
concerns  for  the  general  public 
consuming  well  in  excess  of  this 
amount  or  for  public  health  agency 
recommendations  encouraging  moderate 
sodium  intakes  of  2.400  mg  per  day. 

8.  One  comment  included  recent 
study  data  (Ref.  91),  which  the  comment 
believed  linked  reduced  sodium  intake 
to  high  plasma  renin  levels  and  risk  of 
myocardial  infarction. 

FDA  reviewed  the  study  data 
submitted  and  located  a  review  article 
associated  with  the  original  study  (Ref. 
96).  The  incidence  of  myocardial 
infarction  was  low  (27  instances  in 
1.717  subjects  over  8.3  years)  in  a 
narrow  and  limited  population  group 
(predominantly  nonwhite.  hypertensive 
males  with  20  percent  excluded  for 
renin  levels  outside  the  limits 
established  for  the  study).  Furthermore, 
sodium  intakes  per  se  were  not 
evaluated  in  relationship  to  potential 
risk.  It  is  unclear  whether  there  is  a 
causal  relationship  or  whether  renin 
levels  simply  serve  as  a  marker  for  high 
risk.  It  is  clearly  premature  to 
extrapolate  the  results  of  one  study  with 
a  variety  of  limitations  to  the  effects  that 
a  modest  reduction  in  dietary  sodium 
may  have  on  the  general  population. 

9.  One  comment  mentioned  that 
sodium  restriction  might  precipitate 
sodium  depletion  in  people  with 

"wasting"  nephropathy  or  chronic  renal 
failure,  but  that  it  might  also  ameliorate 
their  hypertension.  The  comment  noted 
further  that,  at  this  time,  there  is  not 
enough  information  to  know  what  might 
occur  and  that  patients  with  these 
diseases  need  speciHc  advice  from  their 
physicians. 

FDA  agrees  that  there  is  not  enough 
information  to  know  if  sodium 
restriction  to  2.400  mg  would  pose  any 
concern  or  be  of  any  benefit  with  regard 
to  "wasting"  nephropathy  or  chronic 
renal  failure.  These  are  serious  diseases 
and  persons  with  these  conditions 
should  be  under  a  physician's 
supervision  and  monitoring.  Should 
these  persons  need  to  be  concerned 
about  their  sodium  intake,  mandatory 
nutrition  labeling  of  sodium  content  on 


all  foods  can  help  them  meet  specific 
dietary  goals  set  by  their  physicians  and 
health  care  consultants. 

10.  A  couple  of  comments  expressed 
concern  that,  in  consuming  low  sodiym 
foods,  individuals  might  be  missing 
important  nutrients. 

FDA  disagrees.  Many  nutrient-rich 
foods  are  relatively  low  in  sodium  and 
will  qualify  for  sodium/hypertension 
health  claims  (e.g..  fruits,  vegetables, 
and  some  dairy  products).  Additionally, 
substitute  foods  formulated  to  be  low  in 
sodium  must  be  nutritionally  equivalent 
to  the  foods  that  they  are  intended  to 
replace  (21  CFR  101.3(e)).  Failure  to 
maintain  nutritional  equivalency  results 
in  identification  of  the  substitute  food  as 
an  "imitation"  product.  With  the 
mandatory  labeUng  of  a  core  set  of 
nutrients,  including  sodium,  for  foods 
generally  (see  the  final  rule  on 
mandatory  nutrition  labeling  published 
elsewhere  in  this  issue  of  the  Federal 
Register),  people  consuming  low 
sodium  foods  as  part  of  a  tptal  diet  can 
select  a  variety  of  foods  and  meet 
nutrient  needs. 

11.  One  comment  stated  that  FDA  has 
determined  that  current  U.S.  intakes  of 
sodium  are  not  safe.  The  comment 
argued,  therefore,  that  current  levels  are 
not  generally  recognized  as  safe  (GRAS). 
that  the  food  industry  should  bear  the 
burden  of  proof  that  current  levels  are 
safe,  and  that,  in  the  absence  of  such 
proof,  FDA  is  obligated  to  require  that 
salt  levels  be  reduced  and  the  food 
industry  is  obligated  to  lower  the  levels 
of  salt  currently  being  added  to  foods. 

FDA  disagrees.  Salt  has  traditionally 
and  historically  been  regarded  as  a 
GRAS  substance  (21  CFR  182.1),  and  the 
GRAS  safety  review  in  1982  (47  FR 
26590,  June  18, 1982)  deferred 
regulatory  action  until  the  impact  of  the 
sodium  labeling  initiatives  (47  FR 
26580.  June  18, 1982;  49  FR  15510. 
April  18. 1984)  could  be  assessed.  The 
agency  is  not  aware  of  any  new  data  that 
would  raise  significant  additional  safety 
concerns.  There  is  thus  no  basis  for 
reopening  the  question  of  salt's  GRAS 
status  at  this  time. 

III.  Statement  of  the  Relationship  of 
Sodium  and  Hypertension 

In  the  proposed  rule  (56  FR  60825), 
FDA  tentatively  concluded  that,  based 
on  the  totality  of  the  scientific  evidence, 
there  is  significant  scientific  agreement 
among  qualified  experts  that  there  is  a 
relationship  between  sodium  intake  and 
high  blood  pressure.  Some  comments 
agreed  with  this  conclusion,  often 
providing  no  evidence.  A  few  comments 
disagreed  and  provided  specific  reasons 
for  their  objections. 


12.  Several  comments  supported 
FDA's  conclusion  that  there  is  sufficient 
evidence  of  and  significant  agreement 
about  a  relationship  between  sodium 
and  hypertension.  The  FASEB  report 
(Ref.  138)  concluded  that  "both 
observational  data  and  intervention 
trials  document  a  small,  but  consistent 
effect  of  dietary  sodium  chloride  on 
blood  pressure."  The  report  further 
noted  that  the  association  between 
sodium  intake  and  blood  pressure  may 
be  more  meaningfully  extrapolated  to  a 
population  than  applied  to  an 
individual,  that  additional  studies  are 
necessary  to  assess  the  dose-response 
relationship,  and  that  human  data 
provide  no  evidence  that  blood  pressure 
at  one  age  is  related  to  salt  intake  at  an  - 
earlier  age.  A  submitted  study  by 
Espinel  (Ref.  143)  identified  specific 
patients  and  levels  of  salt  intake  that 
triggered  hypertension.  The  results  were 
repeated  between  2  months  and  11/2 
years  later  and  remained  stable  and 
reproducible. 

A  few  comments  and  a  review  article 
(Ref.  144)  disagreed  and  noted  that  the 
scientific  data  on  sodium  and 
hypertension  are  variable,  complex, 
inconsistent,  and  more  complicated 
than  previously  accepted.  These 
comments  argued  that  the 
epidemiological  (i.e..  observational) 
evidence  is  weak  and  that  information 
from  a  natural  setting  where  individuals 
select  their  own  diets  provides  no 
information  on  how  alterations  would 
affect  blood  pressure.  They  also  argued 
that  modification  studies  have  been 
short-term,  that  there  are  few  long-term 
maintenance  studies  and  data,  and  that 
the  data  are  insufficient  to  support 
significant  long-term  effects,  including 
long-term  blood  pressure  changes  and 
reduced  rates  of  stroke  and  - 
cardiovascular  disease.  These  comments 
noted  that,  in  contrast,  clinical  trials  of 
lifesaving  drugs  often  last  several  years. 
They  suggested  that  FDA  erroneously 
cited  the  DMTERSALT  study  to  establish 
that  a  lifetime  lowering  of  sodium 
chloride  would  lower  risk  of 
hypertension,  and  that  FDA  should 
avoid  giving  prescriptive 
recommendations  on  weak 
observational  data. 

These  comments  argued  further  that 
there  is  significant  controversy 
regarding  the  relationship  between 
sodium  and  hypertension  and. 
therefore,  insufficient  scientific 
agreement  to  support  a  health  claim. 
The  comments  noted  that  the  FASEB     • 
Report  (Ref.  108)  concluded  that  the 
within-population  study  data  were 
inconclusive  or  showed  low  correlation, 
and  that  there  was  only  sparse  or 
inconclusive  long-term  information 
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about  the  relationship.  They  observed 
that  no  consensus  was  reached  at  the 
Workshop  on  Salt  and  Hypertension 
(Ref.  103),  and  noted  that  the  Dietary 
Gmdelines  Advisory  Committee  (Ref. 
135)  reported  that  such  a  lack  of 
consensus,  especially  relative  to 
guidance  for  nonhypertensives,  was 
apparent.  (Other  comments  indicated 
that,  even  though  consensus  was  not  an 
aim  of  the  worl^hop.  a  large  degree  of 
consensus  was  exhibited.)  The 
comments  observed  that  FDA 
acknowledged  in  its  proposal  the  highly 
polarized  views  at  the  Hypertension 
Workshop  (Ref.  103)  and  the 
controversy  over  the  interpretation  of 
the  INTERSALT  results  (Ref.  37).  The 
comments  argued  that  the  intense  and 
continuing  nature  of  the  debate  over  the 
relationship  between  sodium  and 
hypertension  evidences  lack  of 
significant  scientific  agreement.  The 
comments  accused  FDA  of  not 
attempting  to  understand  the 
controversy  and  change  its  public  health 
policies,  but  rather  simply  dismissing 
new  studies  and  asserting  that  there  is 
significant  agreement  among  scientists. 

FDA  agrees  with  the  FASEB  report 
that  there  is  a  small  but  significant  effect 
of  sodium  on  blood  pressure  and  with 
the  Espinel  study  Jesuits  demonstrating 
that  sodium  intake  can  trigger 
hypertension.  This  position  is 
consistent  with  the  tentative 
conclusions  reached  in  the  proposal. 
FDA  noted  in  the  proposed  rule  that  the 
science  is  complicated  by  the 
multifactorial  nature  of  the  blood 
pressure  response  and  that  blood 
pressure  varies  for  each  individual  and 
among  different  individuals. 
Nonetheless,  in  spite  of  large  average 
fluctuations  in  confounding  variables 
and  the  resultant  impact  on  blood 
pressure  response,  there  continues  to  be 
a  small,  significant,  and  independent 
impact  of  sodium  on  blood  pressure, 
which  is  supported  by  the  FASEB  report 
(Ref.  138),  the  National  Academy  of 
Sciences'  Report  (Ref.  62),  the  Surgeon 
General's  Report  (Ref.  43).  the 
INTERSALT  study  (Ref.  37).  and  other 
recent  studies  (Refs.  41, 44,  45.  55,  71, 
76,  80,  90,  94.  97. 100, 106, 107, 109, 
121. 122.  and  123). 

FDA  recognizes  that  data  from 
carefully  controlled  clinical  trials  are 
stronger  than  data  fit)m  human 
observational  studies.  The  methodologic 
problems  in  observational  studies  are 
more  difficult  to  address  adeauately, 
and  there  are  more  individually 
negative  observational  studies  than 
trials.  Furthermore,  pooling  of  studies  is 
more  difficult  for  observational  studies, 
because  of  the  need  to  control  for 
confounding  variables.  Finally,  most 


observational  studies  are  cro88> 
sectional,  so  they  do  not  establish  time- 
orders  (i.e.,  cause  precedes  effect). 
However,  despite  these  limitations,  FDA 
contends  that,  in  general,  the  human 
olMtervational  data  support  a 
relationship  between  sodium  and 
hypertension.  The  recent,  multinational 
INTERSALT  study  (Ref.  37)  used 
carefully  standardized  methodologies 
and  comprehensive  data  analysis.  The 
study  reported  a  significant  relationship 
between  sodiiun  intake  and  systoUc 
blood  pressure  (SBP)  for  the  pooled 
within-center  data  and  for  changes  in 
blood  pressure  with  age  for  the  across- 
center  data.  This  conclusion  is  likewise 
supported  by  other  authoritative  reports 
(Refs.  43  and  62)  and  is  consistent  with 
and  strengthened  by  the  experimental 
evidence  provided  by  randomized 
clinical  trials. 

FDA  acknowledges  that  long-term. 
prospective  study  data  are  limited  and 
sometimes  inconclusive.  However, 
obtaining  definitive,  long-term  human 
data  on  the  development  of 
hypertension  may  be  difficult  due  to  a 
wide  variety  of  factors:  (1)  the  long  time 
necessary  for  the  development  of  the 
disease.  (2)  the  large  sample  and  control 
populations  needed  for  statistical 
significance.  (3)  the  small  absolute 
magnitude  of  the  effect  of  sodium  on 
blood  pressure.  (4)  the  wide  variations 
in  salt  content  in  foods  and  food 
products,  (5)  the  large  day-to-day  and 
year-to-year  variability  in  dietary 
sodium  intake,  (6)  the  large  fluctuations 
in  blood  pressure  response  in  the 
individual,  (7)  the  multifactorial 
response  of  blood  pressure  to  a  wide 
variety  of  nutritional  and  environmental 
factors,  and  (8)  the  ethical 
considerations  of  encouraging  or 
maintaining  long-term,  high-sodium 
diets  in  a  control  population.  The 
feasibility  of  obtaining  definitive  study 
data  was  discussed  in  greater  detail  in 
the  proposed  rule  on  general 
requirements  for  health  claims  (56  FR 
60537  at  60548  through  60549). 
Nonetheless,  although  three  long-term 
intervention  studies  were  inconclusive 
(Refs.  42, 70,  and  124),  the  abstract  (Ref. 
123)  and  the  recently  reported  final 
study  results  (Ref.  145)  of  the  18-month 
Trials  of  Hypertension  Prevention 
(TOHP)  Collaborative  Research  Group, 
which  were  published  subsequent  to  the 
proposed  regulation,  reported 
conclusively  that  a  reduction  in  sodium 
intake  reduced  blood  pressure  in  the 
sodium  intervention  group  and  also 
showed  a  trend  towards  a  reduced 
incidence  of  hypertension.  The  18- 
month  foUowup  of  the  Koopman  study 
(Ref.  76)  also  documented  reduced 


blood  pressitfe  in  response  to  reduced 
sodium  intake.  The  resiUts  of  these 
clinical  trials  are  thus  consistent  with 
and  strengthen  the  INTERSALT  results 
(Ref.  37),  which  are  cross-sectional. 
Additionally,  the  INTERSALT  study 

{trovides  useful  information  for  making 
imited  inferences  on  long-term  effects 
of  sodium  reductions  on  blood  pressure. 
The  INTERSALT  study  reported  a 
statistically  significant  relationship 
between  sodium  intake  and  the  slope  of 
SBP  and  diastolic  blood  pressiire  (DBF) 
with  age;  i.e..  the  difference  in  blood 
pressure  of  older  individuals  in  a 
population  relative  to  younger 
individuals  in  the  same  population  is 
greater  in  populations  with  high  sodium 
intake  than  in  populations  with  low 
sodium  int^e.  The  lack  of  definitive 
long-term  studies  is.  therefore,  not 
sufficiently  problematic  to  disallow 
sodium/hypertension  health  claims, 
given  the  strength  of  the  short-term 
clinical  data  relating  sodium  intake  and 
blood  pressure,  the  difficulties 
associated  with  obtaining  long-term 
sodium/hypertension  data,  and  the  long 
history  of  support  by  authoritative 
bodies  for  public  health  policies 
encouraging  all  people  to  reduce  their 
sodium  intdce. 

Finally,  FDA  recognizes  that,  as  is 
typical  in  science,  there  is  a  wide  range 
of  opinion  regarding  the  relationship 
between  sodium  and  hypertension,  and 
consensus  is  rarely  reached.  A 
requirement  for  "significant  scientific 
agreement"  has  not  been  interpreted  by 
FT)A  to  mean  a  requirement  for 
consensus.  (See  final  rule  on  general 
requirements  for  health  claims, 
puolished  elsewhere  in  this  issue  of  the 
Federal  Register.)  FDA  believes  that 
there  is  sufficient  scientific  evidence  to 
provide  strong  support  for  a  relationship 
between  dietary  sodium  intake  and  high 
blood  pressure,  and  that  there  is 
significant  scientific  agreement  that  the 
evidence  supports  the  relationship.  In 
the  proposed  rule,  FDA  summarized 
Government  and  authoritative  reports 
that  concluded  that  the  evidence  was 
sufficiently  strong  to  support  a 
relationship  between  salt  or  sodium  and 
high  blood  pressure,  and  many  of  these 
reports  recommended  that  sodium 
intake  be  decreased  (Refs.  38.  43, 62,  63, 
and  85).  "Hie  interim  and  final  FASEB 
reports  (Refs.  108  and  138)  concluded 
that  the  totality  of  the  data  supports  a 
relationship  between  dietary  sodium 
chloride  and  blood  pressure.  The 
INTERSALT  study  (Ref.  37)  reported 
evidence  of  a  relationship  between 
sodium  and  high  blood  pressure.  Most 
authors  supported  the  INTERSALT 
findings  and  favored  sodium  restriction 
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(Refe.  50.  52. 60,  69.  75.  111.  and  114), 
wheiBas  only  a  few  authors  considered 
the  effect  to  be  too  small  and  opposed 
sodium  restiction  (Refs.  90  and  120). 
The  other  scientific  studies  evaluated  in 
the  proDOsed  sodium/hypertension 
health  claim  regulation  generally 
supported  a  relationship  between 
sodium  and  high  blood  pressure, 
although  a  few  were  inconclusive  or  not 
supportive.  Finally,  most  of  the  reports 
at  the  Hypertension  Workshop  (Ref. 
103)  supiX)rted  reductions  in  dietary 
sodium  intake  (Refs.  94.  95.  97.  98. 102. 
104. 105.  and  113).  while  only  a  few 
were  in  cpoosition  (Rafe.  110  and  112). 
Vigorous,' spirited  debate  is  necessary  to 
the  scientific  process  and  should  be 
encouraged.  However,  despite  the 
existence  of  differences  of  opinion,  FDA 
concludes  that,  based  on  the  totality  of 
the  scientific  evidence,  there  is 
significant  scientific  agreement  among 
qualified  experts  that  diets  high  in 
sodium  are  associated  with  high  blood 
pressure. 

13.  One  comment  questioned  FDA's 
evaluation  of  the  INTERSALT  data  (Ref. 
37).  indicating  it  was  possibly  serious 
abuse  of  the  scientific  data,  including  a 
possibly  intentionally  misleading 
interpretation.  The  comment  stated  that 
the  INTERSALT  authors,  in  their 
abstract,  concluded  both  that  there  was 
no  relationship  between  sodium  intake 
in  a  society  and  the  prevalence  of 
hypertension  within  that  society,  and 
that  there  was  a  positive  association 
between  the  level  of  sodium  in  a 
society's  diet  and  the  rate  of  rise  in 
blood  pressure  with  age.  The  comment 
argued  that,  if  both  statements  are 
correct,  then  the  societies  with  higher 
sodium  intakes  must  have  had  lower 
blood  pressures  earlier  in  life,  could  not 
have  had  more  hypertension  even  after 
40  years,  and  must  have  had  lower 
blood  pressures  fi-om  20  to  60  years  of 
age. 

The  FASEB  report  (Ref.  138) 
summarized  the  results  of  the 
INTERSALT  study,  noting  that,  after 
adjustments  for  age  and  gender,  sodium 
was  significantly  correlated  with  SBP  in 
39  of  the  52  centers  and  with  DBF  in  33 
of  the  52  centers,  and  that  there  was  a 
significant  linear  relationship  between 
average  sodium  excretion  and  the  slope 
of  SBP  with  age  for  all  52  centers,  which 
remained  significant  when  four 
populations  with  low  salt  intakes  were 
excluded. 

FDA  disagrees  with  the  comment 
t.rit!cizing  FDA's  evaluation  of  the 
INTERSALT  study.  The  conclusions  of 
both  the  FASEB  report  (Ref.  138)  and 
the  authors  of  the  INTERSALT  study  are 
consistent  with  FDA's  interpretation 
and  not  with  those  of  the  objecting 


coir.ment.  In  the  discussion,  the 
INTERSALT  study  authors  noted  that 
some  of  the  results  across  the  centers 
were  no  longer  statistically  significant 
when  the  results  from  four  centers  with 
low  sodium  excretion  were  excluded. 
They  attributed  this  to  diminished 
statistical  power  due  to  an  upper  limit 
of  sodium  intake  that  was  lower  than 
anticipated,  which  resulted  in  a  range  of 
intakes  too  narrow  to  provide  adequate 
detection  sensitivity.  They  also  noted 
that  multiple  confounding  foctors.  such 
as  climate,  physical  activity,  and 
acculturation,  would  affect  results 
across  several  centers  but  would  be  less 
likely  to  confound  results  within 
centers.  The  authors  concluded  by 
emphasizing  that  the  data  across  the 
centers  showed  a  significant  positive 
association  between  sodium  intake  and 
the  slope  of  increasing  blood  pressure 
with  age  for  all  52  centers,  which 
remained  significant  when  the  4 
populations  with  low  salt  intakes  were 
excluded.  These  results  are  consistent 
with  the  findings  within  the  centers. 
FDA  believes  that  it  has  presented  an 
accurate  summary  of  the  INTERSALT 
results  that  neither  intentionally  nor 
unintentionally  misrepresented  the 
authors'  findings.  FDA  also  believes  that 
the  INTERSALT  study  provides  a  useful 
piece  of  evidence  for  supporting  the 
sodium/hypertension  relationship  that 
is  consistent  with  and  strengthens 
conclusions  in  recent  consensus  and 
authoritative  reports  (Refs.  43.  85.  62, 

and  63). 

14.  A  couple  of  comments  contended 
that,  because  there  is  controversy 
surrounding  the  interpretation  of  the 
INTERSALT  data,  FDA  is  legally  and 
scientifically  obligated  to  independently 
review  the  primary  data  tapes  and  to 
make  the  original  data  publicly 
available. 

FDA  disagrees  and  notes  that  it  is  not 
reviewing  primary  data  for  any  of  the 
studies  it  is  evaluating.  Rather,  the 
agency  reviewed  and  summarized 
publicly  available  scientific  reports  and 
publications  of  results  from  the 
INTERSALT  study,  including  both 
significant  and  inconclusive  findings 
(56  FR  60825  at  60829  through  60830). 
FDA  considered  all  these  results  in 
determining  whether  the  totality  of 
scientific  evidence  supported  a 
relationship  between  sodium  and 
hypertension.  This  satisfied  the  agency's 
legal  obligation  to  evaluate  the  publicly 
available  scientific  evidence  and 
determine  whether,  based  on  the  totality 
of  that  evidence,  there  is  significant 
scientific  agreement  among  qualified 
experts  that  a  health  claim  for  sodium 
and  hypertension  is  supported.  Since 
the  primary  data  tapes  from  the 


INTERSALT  study  are  not  publicly 
available,  the  agency  did  not  review  that 
evidence.  The  ^ency  does  not  have  the 
authority  to  compel  the  release  of  these 
data. 

15.  One  comment  objected  to  the 
findings  of  the  TOHP  Collaborative 
Research  Group  study  (Ref.  145)  (see 
section  VIII.A.5.  of  tiiis  document), 
which  reported  significant  average 
decreases  in  blood  pressure  (1.7 
millimeters  of  mercury  (mm  Hg)  SBP; 
0.9  mm  Hg  DBP)  with  average  daily 
reductions  in  sodium  of  55.19 
millimoles  (mmol)  or  1.270  mg  in  2.182 
normotensives  over  an  18-month  period. 
The  comment  suggested  that  the  study 
methodology  was  flawed  because  the 
sodium  reduction  intervention  group 
was  compared  with  immasked 
nonintervention  controls,  because  the 
sodium  reduction  group  was  compared 
with  a  subset  (417  subjects)  of  the 
"usual  care"  control  group  (589 
subjects),  and  because  the  authors  failed 
to  explain  the  drop  in  blood  pressure  of 
the  control  group,  which  was  two-thirds 
of  the  decrease  noted  in  the  sodium 
reduction  intervention  group. 

FDA  disagrees.  As  the  authors  noted, 
achieving  sodium  reduction  via  dietary 
changes  requires  active  and  conscious 
cooperation  of  the  intprvention 
participants  in  changing  shopping, 
cooking,  and  food  selection  behaviors. 
Therefore,  it  would  not  have  been 
feasible  to  blind  the  study  participants 
to  the  dietary  changes  necessary  to 
reduce  sodium  int^e.  In  addition,  it 
would  have  been  impractical  to  follow 
free-living  participants  who  are  blinded 
to  sodium  intake  for  an  18-month 
period.  Most  importantly,  the  study 
included  blinding  at  the  critical  point, 
blood  pressure  measurement,  that  is. 
trained,  certified  observers,  who  were 
blinded  to  the  dietary  sodium  status  of 
the  participants,  took  the  blood  pressure 
measurements  of  participants  at  3, 6  12. 
and  18  months.  In  addition,  the  success 
of  the  dietary  sodium  intervention  and 
possible  confounding  factors  were 
independently  monitored  at  6. 12,  and 
18  months  by  collecting  24-hour  urine 
samples  for  sodium  analysis,  and 
weighing  participants.  With  regard  to 
the  number  included  in  the  control 
group  systematically  and  randomly 
assigned,  the  total  cumulative  number 
of  controls  was  589  generated  as  a  result 
of  conducting  three  separate 
intervention  studies.  Furthermore,  as 
noted  in  Figure  1  in  the  article,  the 
number  of  control  subjects  available  for 
respective  comparisons  varied  due  to 
stratification  by  clinic  and  body  mass 
index,  and  as  noted  on  page  1.214  of  the 
article,  in  clinics  where  both  weight 
reduction  and  sodium  reduction  were 
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studied,  a  higher  number  of  subjects 
Vfeie  assiguM  to  the  control  group  to 
provide  sufficient  high-weight  controls 
for  comparison  with  the  weight 
reduction  intervention.  Thus,  it  is 
inaccurate  to  conclude  that  172  controls 
were  excluded,  since  none  of  the  three 
intervention  groups  had  a  control  group 
of  all  589  controls.  Finally,  although 
both  the  sodium  reduction  intervention 
and  the  control  group  experienced 
decreases  in  blood  pressure,  the  sodiimi 
reduction  intervention  group's  decrease 
in  blood*pressure  relative  to  the  control 
group  was  statistically  significant. 
Furthermore,  although  the  control  group 
was  not  specifically  instructed  in  ways 
of  reducing  sodium  intake,  the 
independent  measures  indicated  that,  at 
18  months,  the  sodium  intake  of  the 
control  group  had  decreases  by  11.33 
mmol  (260  mg)  sodium  as  compared 
with  55.19  mmol  (1,270  mg)  in  the 
sodium  reduction  intervention  group. 
This  reduction  in  sodium  could  accoimt 
for  some  of  the  decrease  in  blood 
pressure  observed  in  the  control  group. 
In  conclusion,  the  epidemiologic  study 
design  was  rigorous.  The  study  results 
provide  important  insight  into  the 
relationship  between  sodium  intake  and 
blood  pressure  in  a  normotensive 
population  and  also  into  the  long-term 
impact  of  sodium  reduction  on  both 
blood  pressure  and  the  development  of 
hypertension  over  time. 

16.  One  comment  objected  to  FDA's 
definition  of  normotension,  SB?  below 
140  mm  Hg  and  DBF  below  90  mm  Hg, 
arguing  that  this  implies  that  blood 
pressures  below  90  mm  Hg  are  without 
risk.  The  comment  noted  that  those  with 
DBF  between  80  and  90  mm  Hg  accoimt 
for  one  third  of  cardiovascular  disease 
response.  The  comment  suggested  that 
labels  state  that  blood  pressure  should 
ideally  be  no  more  than  120  mm  Hg  SBP 
and  80  mm  Hg  DBF. 

FDA  disagrees.  In  the  proposed  rule, 
the  agency  acknowledged  that  the 
definitions  of  hjrpertension  and 
normotension  are  based  on  correlations 
with  risk  of  heart  disease  and  stroke, 
differ  by  organization  and  purpose 
(Refs.  4, 17,  27,  and  38).  and  are 
currently  imder  review  by  the  Joint 
National  Committee  of  the  National 
Heart,  Lung,  and  Blood  Institute  at  the 
National  Institutes  of  Health.  The 
definitions  were  changed  in  1984  (Ref. 
23)  based  on  Fublic  Health  Service 
recognition  that  there  is  substantial  risk 
associated  with  blood  pressure  levels 
between  140  and  160  mm  Hg  SBF  and 
between  90  and  95  mm  Hg  DBF.  These 
definitions  will  continue  to  be 
monitored;  however,  it  would  be  very 
confusing  to  consumers  if  various 
government  agencies  used  different 


definitions  of  hypertension  and 
normotension.  Consequently,  FDA 
adopted  the  ciirrent  Public  Health 
Service  definitions. 

IV.  Statement  of  the  Significance  of  the 
Sodium  and  Hjrpertension  Relationship 

17.  A  few  comments  argued  that  the 
general  population  should  be 
considered  to  be  the  general 
normotensive  population,  and  that 
studies  on  hypertensives  would, 
therefore,  not  be  relevant.  The 
comments  suggested  also  that  the  data 
on  normotensives  are  sparse, 
heterogeneous,  and  short-term,  and  that 
there  is  no  clear,  persuasive  scientific 
evidence  that  healthy  people  in  the 
general  population  would  benefit  fi-om 
sodium  reduction  or  that  sodium 
increases  the  risk  of  hypertension  in  the 
general  population.  The  comments 
concluded  that  the  data  do  not  support 
a  recommendation  that  200  million 
normotensives  should  reduce  their  daily 
sodium  intake  by  half. 

FDA  disagrees  with  this  assessment. 
Under  new  §  101.14(b)(1).  set  out  in  the 
final  rule  on  general  requirements  for 
health  claims,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  to 
qualify  for  a  health  claim  a  "substance 
must  be  associated  with  a  disease  or 
health-related  condition  for  which  the 
general  U.S.  population,  or  an  identified 
U.S.  population  subgroup  (e.g.,  the 
elderly)  is  at  risk."  The  general 
population  is  at  risk  for  hypertension, 
and  sodium  consumption  is  associated 
with  hypertension.  One  third  of  the 
adult.  U.S.  population  is  hypertensive 
(Ref.  85)  and  many  of  these  are  expected 
to  benefit  bom  sodium  reduction. 
Furthermore,  many  normotensives  are 
likely  to  benefit  as  well,  because  even  in 
the  range  of  normal  blood  pressures, 
mortality  risk  fi'om  stroke  and  heart 
disease  decreases  as  blood  pressures 
drop  (Refs.  68, 69.  and  114). 

18.  One  comment  opposed  the 
sodium/hypertension  claim,  arguing 
that  high  blood  pressure  affects  a  large 
segment  of  the  population,  but  that  only 
a  minority  are  salt  sensitive  and  that 
this  fact  should  be  stated  if  claims  are 
permitted.  Other  comments  argued  that 
there  is  wide  variation  among 
individuals  in  salt  sensitivity,  that  many 
patients  are  not  responsive  to  sodium, 
and  that  health  claims  should  not  be 
allowed  because  only  12.5  percent  of 
the  population,  the  salt-sensitive 
hypertensives,  would  benefit.  Another 
comment  said  that  sodium  restriction 
would  benefit  a  large  portion  of  the 
population,  20  to  40  percent,  and  one 
comment  argued  that  FDA  should 
change  its  statement  to  indicate  that 
"many"  people,  rather  than  "some," 


would  be  Hkely  to  benefit.  One 
submitted  study  (Ref.  143)  reported  that 
13  of  30  well-established  hypertensive 
patients  (DBF  greater  than  90  mm  Hg) 
could  control  meir  blood  pressure  (DBF 
below  90  mm  Hg)  on  a  low  salt  diet  (2 
g  salt  or  780  mg  sodium  per  day).  The 
blood  pressures  of  the  remaining 
patients  were  reduced  as  well  (SBF: 
fi^om  173.3  to  164.1  mm  Hg:  DBF:  102.9 
to  98.2  mm  Hg)  but  not  enough  to  return 
to  normotensive  levels.  The  FASEB 
report  (Ref.  138)  noted  that,  "(allthough 
it  is  clear  that  there  is  a  marked 
heterogeneity  of  blood  pressure 
responses  to  alterations  of  dietary  NaCl 
in  both  the  experimental  animal  and  in 
man,  currently,  there  is  not  a  uniform 
definition  of  salt  sensitivity  of  blood 
pressure."  The  report  concluded  that, 
"until  more  information  is  available, 
caution  is  recommended  before 
arbitrarily  classifying  individuals  as 
NaCl  sensitive  or  NaCl  resistant." 

FDA  recognized  in  its  proposed  rule^ 
that  not  all  persons  may  be  sensitive  to 
salt.  However,  all  salt-sensitive 
individuals,  those  with  high  blood 
pressures  as  well  as  those  with  normal 
blood  pressures,  are  likely  to  benefit 
from  sodium  reductions,  since  mortality 
risk  horn  stroke  and  heart  disease  drops 
as  blood  pressures  decrease.  Even 
within  the  range  of  normal  blood 
pressures,  the  lower  the  blood  pressure, 
the  lower  the  risk  (Refs.  68,  69,  and 
114). 

Recognizing  that  the  response  varies 
widely  between  individuals  and  that  not 
all  people  are  Ukely  to  benefit,  FDA 
originally  proposed  that  health  claims 
indicate  that  a  low  sodium  diet  is 
associated  with  lower  blood  pressure  in 
"some  people"  (proposed 
§  101.74(c)(2)).  Upon  reconsideration, 
the  agency  agrees  with  the  comment 
that  suggests  that  more  than  "some" 
individuals  are  likely  to  profit  from 
reducing  sodium  intake.  The  word 
"some"  may  erroneously  lead 
consumers  to  believe  that  only  a  small 
percentage  of  the  population  will 
benefit  and  may  discourage  many 
people  fit)m  foUowing  this  dietary  goal. 
Some  scientists  have  estimated  that  30 
to  60  percent  of  hypertensives  and  15  to 
45  percent  of  normotensives  are  salt 
sensitive  (Ref.  116)  and  would  thus 
benefit  ftxim  sodium  reduction.  Taken 
together,  this  represents  a  significant 
segment  of  the  U.S.  adult  population. 
FDA  is  persuaded  that  these  numbers 
may  not  be  accvirately  conveyed  by 
noting  that  "some"  people  may  benefit 
from  sodium  reduction.  The  agency  has 
therefore  dropped  the  use  of  the 
qualifier  from  the  regulation.  The 
agency  believes  that  requiring  the  use  of 
"may"  or  "might"  (new 
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Sl01.74(c)(2)(i)(A))  to  describe  the 
relationship  between  sodium  intake  and 
blood  pressure  conveys  the  meaning 
that  not  all  individuals  respond  to 
sodium  restriction  %vith  lower  blood 
pressure  levels.  The  statement  of  the 
significance  of  sodium  in  relation  to 
high  blood  pressure  now  includes  the 
following  sentences  at  new 
§  101.74(b)(1):  "The  sdenUfic  evidence 
indicates  that  reducing  sodium  intake 
lowers  blood  pressure  and  associated 
risks  in  many  but  not  all  hypertensive 
individuals.  There  is  also  evidence  that 
reducing  sodium  intake  lowers  blood 
pressure  and  associated  risks  in  many 
but  not  all  normotensive  individuals  as 
well."  Consistent  with  other  health 
claim  regulations,  the  final  rule 
specifically  permits  the  inclusion  in  a 
daim  of  information  on  the  number  of 
people  in  the  United  States  who  have 
nigh  blood  pressure. 

19.  A  few  comments  contended  that 
moderate  reductions  of  less  than  100 
mmol  sodium  (2,300  mg)  sodium  would 
have  limited  impact.  A  couple  of  these 
comments  noted  that  the  relationship 
between  sodium  and  hypertension  in 
the  INTERSALT  study  was  significant 
when  all  52  centers  were  included,  but 
not  when  only  48  centers  were 
considered.  TTie  comment  considered 
the  sodium  intake  range  in  the  48 
centers  to  be  comparable  to  sodium 
intakes  of  Western  diets,  and  argued 
that  since  the  results  were  not 
significant  in  this  group,  sodium  intake 
changes  in  this  range  would  not  have 
any  significant  effect.  A  few  comments 
also  stated  that  no  populations  with  free 
access  to  salt  voluntarily  choose  such 
low  levels.  A  few  comments  suggested 
that  reducing  sodium  intake 
significantly  was  not  feasible  in  Western 
populations.  Others  disagreed.  One 
comment  noted  that  the  public  health 
benefit  could  be  substantial  because 
food  habits  are  linked  to  preventable 
diseases.  Another  comment  extrapolated 
its  clinical  findings  to  the  total 
population  and  estimated  that  FDA's 
reference  value  of  2.400  mg  for  sodium 
could  resxilt  in  cost  savings  of  $2.1 
billion  per  year  bv  reducing  costs  of 
hypertension  medications  for  patients 
who  can  control  their  blood  pressure  by 
diet  alone.  They  further  noted  that 
additional  cost  savings  could  be 
expected  through  reouctions  in 
medication  dosages,  medication  side 
effects,  hospitalization,  and  costs 
associated  with  stroke,  heart  disease^ 
and  kidney  disease. 

FDA  agrees  with  the  comments  that 
suggest  sodium  restriction  will  have  a 
significant  impact  Avera^  estimates  of 
the  effoct  of  a  reduction  in  sodiiun 
intake  of  100  mmol  (2^00  mg)  per  day 


on  SBP  range  from  2.2  mm  Hg  (Ref.  37) 
to  5  to  10  mm  Hg  (Ref.  106).  Since  these 
are  population  averages  and  therefore 
composite  figures,  the  individual  impact 
for  many  people  will  be  greater  than 
average.  Furtherm(»e,  estimates  suggest 
that  over  a  30-year  age  span  (i.e.,  25  to 
55  years  of  age),  this  reduction  of  100 
mmol  per  day  corresponds  to  a 
reduction  in  mortality  rate  of  16  percent 
for  heart  disease  and  23  percent  for 
stroke  (Refs.  69  and  114).  Other 
estimates  indicate  that  a  1.150  mg  dally 
change  in  sodium  intake  over  a  10-year 
age  span  (i.e..  50  to  59  years  of  age) 
would  result  in  a  26  perc«it  reduction 
in  stroke  and  a  15  percent  reduction  In 
heart  disease  in  Western  populations 
(Ref.  107). 

FDA  i^rees  that  there  is  significant 
potentiafbenefit  if  moderate  sodium 
intakes  in  the  U.S.  population  can  be 
achieved  and  maintained.  This  is  a 
{aasible  goal,  because  it  has  been 
estimated  that  90  percent  of  dietary 
sodium  is  from  salt  added  during  rood 
processing  and  manufacturing  (75 
percent)  and  during  food  preparation 
and  consumption  (15  percent).  Thus, 
only  10  percent  of  sodium  is  naturally 
ocouring  in  food.  The  agency  notes  that 
populations  that  voluntarily  choose  to 
consume  high  levels  of  sodium  also 
have  high  prevalence  of  hypertension 
and  greater  increases  of  blood  pressure 
with  age.  FDA  continues  to  believe  that 
encouraging  reductions  in  sodium 
intake  will  benefit  millions  of 
Americans. 

20.  One  comment  objected  to  health 
claims  listing  ways  of  reducing  sodium 
without  noting  that  the  majority  (75 
percent)  is  added  to  foods  in  processing, 
and  the  most  effective  stratew  to  reduce 
sodium  intake  is  to  avoid  hi^-sodium. 
processed  foods. 

In  the  proposed  rule.  FDA  included 
ways  to  reduce  sodium  intake  as  part  of 
the  significance  statement.  §  101.74(b): 
"In  order  to  reduce  sodium  intake, 
individuals  can  choose  foods  with  less 
sodium  and  salt,  reduce  the  amount  of 
sodium  and  salt  used  in  food 
preparation  and  cooking,  and  reduce  the 
amount  of  salt  added  at  the  table."  This 
information  has  been  deleted  from  the 
final  rule  in  order  to  make  it  consistent 
with  the  final  rules  authorizing  other 
health  claims.  However,  the  same 
information  is  included  in  "Nutrition 
and  Your  Health:  Dietary  Guidelines  for 
Americans"  (Ref.  85).  This  information 
is  truthful  and  correct,  and 
manufacturers  may  provide  this  or 
similar  information  as  long  as  it  is 
presented  in  a  truthful  and 
nonmisleading  manner.  Furthermore, 
FDA  agrees  that  most  sodiiun  is  added 
in  manufiacturing  and  processing: 


however,  the  agency  has  restricted 
sodium/hypertension  health  claims  to 
foods  naturally  low  or  processed  to  be 
low  in  sodium  and  salt. 

V.  Sequirements 

FDA  received  many  comments  about 
its  proposed  disqualifying  criteria  for 
somum  and  hypertension  health  claims. 
Some  of  these  comments  supported  and 
some  opposed  the  concept  of 
disqualifying  criteria,  the  selected 
nutrients,  the  proposed  levels,  and  the 
per  lOO-pam  (g)  criterion. 

FDA  has  made  several  changes  that 
effect  disqualifying  criteria,  and  these 
changes  are  discuMod  more  fully  in  the 
final  rules  on  general  requirements  for 
nutrient  content  claims,  general 
requirements  for  health  claims, 
Reterence  Daily  Intakes  (RDI's)  and 
Daily  Reference  Values  (DRVs).  and 
serving  sizes,  which  are  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  FDA  lias  retained  sodium,  fat, 
saturated  hi,  and  cholesterol  as 
disqualifying  and  disclosure  nutrients, 
but  the  levels  have  changed  due  to 
dianges  in  serving  sizes,  in  the  caloric 
basis  for  DV's  (from  2.360  to  2,000 
kilocalories),  in  the  cutoff  percentage  for 
disqualifying  nutrients  (from  15  percent 
to  20  percent  of  the  DV).  and  in  the 
density  criteria  for  disqualifying 
nutrienU  (from  per  100  g  to  per  50  g  for 
foods  with  reference  amounts  of  30  g  or 
less  or  two  tablespoons  or  less).  As 
discussed  below,  these  changes  have 
resulted  in  additional  foods  qualifying 
for  sodium/hypertension  health  claims. 
The  requirement  that  foods  meet  the 
"low  sodium"  content  claim 
requirements  vvas  inadvertently 
removed  from  the  proposed  regulation 
and  a  notice  to  that  efi^act  appeared  in 
Corrections  to  Proposed  Regulations  (57 
FR  8180.  March  6. 1992).  It  has  been 
added  to  the  final  rule  as  new 
§101.74(c)(2)(ii). 

21.  Several  comments  supported 
FDA's  requirement  that,  in  order  to 
qualify  for  sodium/hypertension  health 
claims,  foods  must  meet  the  qualifying 
criterion  for  "low  sodium"  foods. 
Comments  also  favored  allov»ring  health 
claims  only  on  foods  that  make  a 
nutritional  contribution  to  the  diet.  One 
comment  supported  requiring  foods  to 
meet  the  "very  low  sodium"  (35  mg 
sodium)  rather  than  the  "low  sodium" 
(140  mg  sodium)  criterion  before  being 
allowed  to  bear  sodium/hypertension 
health  claims.  It  argued  that  this  would 
be  consistent  with  prior  FDA  practices 
and  with  scientific  evidence  that  only 

!)rimitive  societies  with  sodium  intake 
evels  at  or  below  this  level  can  avoid 
developing  hypertension.  The  comment 
further  argued  that  the  only  appropriate 


/  VoL  SS.  No.  3  /  WediMcdBy,  jtsamty  S,  IMS  /  Rules  «xmI  Itcignfaflkms        28Z7 


taiyt  popiihrtnr  tor  «odiMa>/ 
hjrpei^aknoQ  healdi  daiiBB  18 
individuals  on  i— dically  rMtTHAad 
diets,  dmt  tibe  fwodical  «?>%deno8  si^ests 
uuft  only  •Mt  MMuMive  ayjwitemiTBs 
would  bwBt  from  sodimn  TBStrirtion. 
and  that  the  INTORSALT  tRef .  37}  data 
showed  no  eCfeot  for  diets  between 
Z,300iRgeBd  4,^00  iqgeodtnra  per  day. 
The  comment  concluded  that  IS  to  26 
servings  of  "veiy  low  sodium"  foods 
would  provide  e  daily  intake  of  tndj 
52S  to  910  ng  sodium,  and  tint  this 
iotdce  level  corresponds  to  tin  istakes 
of  tow  sodium  populations  that  had 
little  or  no  hypertension,  and  would, 
therefore,  be  low  enough  to  have  an 
impact  OB  blood  pressure. 

FDA  disagrees  with  thnw  comoMBts 
and  contends  that  restricting  sodium/ 
hypertension  health  daims  to  "low 
sodium"  foods  is  consistent  with  prior 
sg/BDcy  Initiatives  ♦^•^  amphasized 
(levelopinfi  »"<^  fn^intoinino  poJicias 
appropriate  iior  the  gBDeral  public  {47 
FR  26580,  June  IB.  1982;  and  A9  FK 
ISSia  April  18, 1984).  The  agmcy  does 
not  agree  that  the  only  appropriate 
target  population  isiadividaais-oa 
medicaUy  restricted  diets.  FuitiMnBore. 
as  discussed  in  oommaots  17  and  18  oi 
this  document.  FDA  dtsagroes  titat  only 
hypertaosives  would  haoMafit  bom 
reduced  sodiiUD  intakes.  Estimates 
sug^Bst  Chat  IS  to  45  peooeot  of 
noitnotensives  are  likely  to  benefit  bom 
salt  {sodium}  naduction  (£ef.  116).  Even 
within  "aormal  ranges,"  lower  blood 
pressures  are  gaaecally  associatad  «vith 
reduced  moitaUty  risk  ior  the 
normotensive  populatiao  es  well  as  ior 
the  hypertensiva  population  (fiefs.  M. 
69,  and  114).  In  addition.  15  to  26 
sarviogs  of  "low  sodiuia"  ioods  would 
provide  from  2.100  to  ^640  mg  sodium 
per  day.  This  is  consisteBt  with  the  DV 
for  sodium  of  2,400  tng.  puhlisbed 
elsewhere  id  this  issue  of  the  Federal 
JU^gister.  This  is  also  consistant  with 
FDA's  policy  that  health  claims  are 
intanded  for  tha  geoaral  population. 
Conversely,  requiring  foods  bearing 
health  claims  to  meet  requiremeats  lar 
"very  low  sodium"  oould  resuh  in  a 
sodium  intake  from  525  to  910  mg 
sodium  per  day.  a  value  more 
appropriate  for  therapeutic  diets  than 
for  diets  ior  the  general  populatioa.  FDA 
is  encouraging  the  entire  populstioB  to 
moderate  sodi^aa  intake,  bat  the  goal  for 
the  Ihiitad  Stat^  is  not  to  try  to  reach 
the  sodium  intake  levels  of  primitive 
societies.  Although  the  WTERSALT 
data  cited  in  the  comment  on  the 
relationship  between  sodium  and  blood 
pressure  were  genacaUy  ioconchi&ive 
wfeen  the  four  populations  with  tim 
lowest  sodnna  intakes  ware  SKdodsd, 


the  data  ob  the  relatiottship  between 
sowwn  istalce  aiM  trends  in  blood 
pressore  with  age  remained  positfve  and 
sioiificant. 

The  defiaKioB  ^"iam  sodium" 
regwres  <hat  foods  contain  less  than  140 
ng  sodram  per  leferettce  amount  and 
per  SOg  for  foods  with  refamice 
aaMwii<><rf30gorleg8or2trf)tespoaps 
or  less.  TIm  "per  SO  g**  oilerMa  is  a 
OHBge  uon  the  pioptiisad  criterioB  cff 
"per  lOO  g.**  and  this  change  is 
diacuBsadin  ^Hthardstml  intlhe  fiaa! 
mleow  ganeral  reyrirsments  far 
urttiisut  ooatsntcwigis,  wluch  is 
piMi^sdalsswfaars  iB  ttds  tsMte  «f  &s 


In  tha  conpaoioa  dooasMnft  «a 
general  requinaiflntB  for  heahh  dtakas. 
FDA  is  also  pndufaitiiig  claims  ioa  fsods 
laddng  aatwaiiy  oocuiriag  atiioMU 
(la^  in  onfter  to  bear  hedth  oUims, 
foods  must  oatnrafiy  contain  a 
mioianna  of  10  parosnt  of  the  RDQ  ur 
DKV  for  one  of  six  specified  nutrients: 
Protein,  fiber,  vitamin  A,  vitamin  C, 
caldiim,  axMl  iroe).  The  changes  in  tiie 
qualifying  criteria  for  "low  sodiun^**  in 
tbe  disqualifying  ievels  for  fat,  M(tuiated 
fat,  andcixriefllerol,  and  in  the 
restrictions  to  foods  with  naturally 
occurriag  oHtrisnts  have  resulted  in  tiie 
qualification  of  some  additiooal  foods 
for  sodium/hypeitension  health  daims 
and  the  disqualification  of  foods  lacking 
significant  naturally  occurring  nutrients. 
Examples  of  foods  that  may  bear 
sodium/hypertension  claims  include 
several  adiiitional  fish  and  ^eflfish 
products,  egg  substitxites,  and  a  fow 
slam  milk  dieeses.  Examples  of  foods 
tiiet  wouM  have  quahfied  for  health 
claims  under  the  proposed  rules  but  no 
longer  <]ualify  include  beverages  sucb  as 
carbonated  soft  drinks,  coffees,  and  teas; 
most  candies,  cookies,  baked  goods,  and 
icings:  margarines  end  salad  dressings; 
sweeteners;  roost  jams  and  jellies;  a  few 
canned  fruitr,  and  a  few  canned  and  raw 
vegetables. 

22.  One  comment  argued  tiiat  foods 
allowed  to  bear  sodiuraAiypertension 
health  claims  should  have  a  calorie 
restriction,  since  obesity  is  a  ri^  fiactar 
for  hi^  blood  pressure. 

FDA  iiisagTees.  Sodium/hyp>eTtension 
health  claims  are  intended  for  tiie 
general  population  and  not  merely  for 
those  who  need  to  restrict  their  caloric 
intake.  It  would  be  a  disservice  to 
restrict  health  claims  to  low  calorie 
foods,  since  many  people  who  are  at 
risk  for  high  blood  pressure  and  can 
benefit  from  consoming  foods  that  are 
low  in  sodium  may  not  need  to 
consume  foods  krw  in  calories.  !n 
addition,  although  everyone  is 
encouraged  to  consume  a  diet  low  in 
soiKum,  Individuels  cen  select  a  variaty 


t)f  foods  witii'diff ere 'It  so(fiuiii  and 
calorie  contents  to  meet  their  (Uetaij 
Deads. 

23.  Some  comments  appioved  of  ti» 
model  heallh  claim  message.  Others 
expressed  concern  that,  by  indu&ig  too 
much  information,  daims  wouhl 
become  overfy  burdensome  and 
taMtlaotive  and  should  ^scoorags 
manufartursrs  from  \isiBg  them  and 
consumers  from  reading  Ihem.  One 
ooBMneift  suggerted  a  simpler  claim:  'A 
low  sadiua  diet  can  help  to  lower  bload 
people  %v^  hi^ 


discussed  this 


ia  the  £nal  mla  oa 


pdhfishad  alaewhese  in  ttu  isBQB  of  the 
Fsdanl  lanstsr.  Upon  reoonsideratioa, 
the  agancy  has  made  several  cbaagas 
that  wiil  aimplify  ciains  and  limii  tibs 
amount  of  rsqaiied  infoormatian,  whiia 
assuring  that  drims  are  ciaar  and 
nonmisleading  to  consumers.  Tha 
proposed  regulation  would  have 
imposad  the  following  requtienMnts  on 
heal&  ckiaas:  "The  heakh  claim  atatas 
that  a  low  sodium  diet  is  asaocialad 
with  or  ralaled  to  lower  blood  preasma 
in  some  people.  Akematively,  the 
health  claim  can  state  that  a  high 
anriium  diet  is  assodated  with  or  calaied 
to  h^er  blood  pmssuieia  some 
peopls"  (proposed  %  101.74(c)(2)i:  and 
"Hw  health  claim  idantifias  the 
populations  at  greatest  risk  of 
developing  high  blood  presstae  as  beiog 
the  elderly  and  those  with  family 
histories  of  high  blood  pressioa  and 
states  that  other  dietary  risk  fadocs 
associated  with  high  blood  pressure 
include  alcohol  consuoqitioa  aad 
excess  weight"  (proposed 
§  101.74(c)(3)). 

These  requirements  have  been 
simplified  to  require  that  daims  use  the 
words  "may"  or  "mi|g^t^ 
(§101.74(cM2)(niA))  Isee  comment  18  of 
this  document];  that  the  disease  and 
nutrient  terras  be  "high  blood  pressure*' 
(§  101.74tc)t2j(i)(Bi).  and  "sodium" 
(§  101.74(c)(2)(i)IC)).  respectively  [this  Is 
consistent  with  the  proposed  ruLe);  and 
that  claims  not  state  any  degree  of  risk 
reduction  t5l01.74lc)l2)(i)ID))  (see 
comment  26  of  this  document}.  The 
agency  believes  that  simplifyinig  the 
relationship  statement  will  make  the 
message  shorter  and  easier  for 
consumers  to  understand.  In  order  to  be 
consistent  with  other  regulations.  FDA 
has  used  wording  ussodatlng  diets  low 
in  sodinm  "to  reduced  risk  of  high 
blood  pressure"  rather  than  the  wordlqg 
suggested  in  &jb  comment  "to  lower 
blood  pres6urB.*'TTiis  phrasing  more 
accurately  captures  the  relationship 


t 
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between  sodium  intake  and  high  blood 
pressure  than  the  proposal,  which 
would  have  permitted  claims  to  note  the 
"association"  or  "relation"  of  sodium  to 
blood  pressure.  In  addition,  as 
discussed  in  comment  18  of  this 
document,  the  wording  "in  some 
people"  has  been  deleted. 

24.  One  comment  opposed  identifying 
specific  risk  populations  in  health 
claims  and  argued  that  other 
populations  would  assume  they  do  not 
need  to  be  concerned.  Others  argued 
that  the  inclusion  of  risk  populations 
and  dietary  risk  factors  made  claims  too 
long  and  burdensome.  Still  others 
provided  data  on  other  dietary  factors, 
such  as  the  potassium,  calcium, 
magnesium,  or  chloride  ion  content  or 
the  ratio  of  sodium  to  potassium  (Refs. 
15, 19.  21,  24,  26,  28,  32,  36,  39,  61,  65, 
66,  67,  73.  77,  86,  88, 101, 110.  and  115) 
or  suggested  that  these  other  dietary 
factors  should  be  discussed  and 
acknowledged  in  health  claims  as 
dietary  risk  factors. 

FDA  recognizes  that  high  blood 
pressure  is  a  multifactorial  disease  and 
that  research  has  indicated  that  other 
nutrients  may  be  associated  with  high 
blood  pressure.  However,  in  the  1990 
amendments.  Congress  directed  the 
agency  to  evaluate,  within  a  short 
period  of  time,  the  relationship  between 
sodium  and  hypertension.  Thus,  FDA's 
present  assessment  of  the  scientific 
evidence  is  limited  to  this  relationship. 
References  in  a  sodium/hypertension 
health  claim  to  other  specified  nutrients 
would  constitute  a  health  claim  for 
these  nutrients  and  would  not  be 
allowed  unless  authorized  through  the 
petition  process  set  out  in  the  final  rule 
on  general  requirements  for  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

FDA  is  concerned  that  allowing  the 
unrestricted  listing  of  risk  factors  for 
high  blood  pressure  other  than  sodium 
intakes  could  result  in  risk  factors  of 
little  relative  importance  or  with 
minimal  scientific  support  being 
included  on  labels.  Depending  on  the 
context  in  which  they  are  discussed, 
information  on  risk  factors  other  than 
sodium  can  be  misleading.  However,  the 
agency  is  also  concerned  that  consumers 
could  be  misled  into  overemphasizing 
the  impact  of  sodium  on  blood  pressure 
or  into  believing  that  high  blood 
pressure  can  be  controlled  by  sodium 
restriction  alone.  Proposed 
§  101.74(c)(3)  would  have  required 
health  claims  to  include  information 
identifying  populations  at  greatest  risk 
of  developing  hypertension  and  other 
risk  factors  associated  with  high  blood 
pressure. 


Upon  reconsideration.  FDA  has 
chosen  to  limit  the  mandatory  health 
claim  requirement  for  sodium  and 
hypertension  to  a  short  statement 
containing  the  minimiun  essential 
information  and  to  allow  additional 
information  on  an  optional  basis.  Under 
the  final  regulation,  claims  must 
indicate  that  the  development  of  high 
blood  pressure  depends  on  many 
factors.  This  requirement  is  intended  to 
prevent  consumers  from  being  misled 
that  sodium  intake  alone  is  connected 
with  high  blood  pressure.  However,  in 
order  to  permit  shorter  claims,  the  final 
regulation  dose  not  require  that  specific 
risk  factors  be  identified.  FDA  has  listed 
major  risk  factors  for  which  there  is 
general  scientific  agreement  in 
§  101.74(d)(1).  Under  that  section,  a 
claim  "may  identify  one  or  more  of  the 
following  risk  factors  for  development 
of  high  blood  pressure  in  addition  to 
dietary  sodium  consumption:  family 
history  of  high  blood  pressure,  growing 
older,  alcohol  consumption,  and  excess 
weight."  FDA  encourages  manufactures 
to  provide  useful  and  accurate 
information  on  risk  factors,  but  advises 
that,  if  specific  information  about 
disease  risk  is  included  in  health 
claims',  then  the  information  must  of 
course  be  presented  in  a  truthful  and 
nonmisleading  manner. 

VI.  Optional  Information 

25.  One  comment  supported 
encouraging  2,400  mg  sodium  as  a 
maximum  intake  recommendation  for 
the  public  at  large,  and  another  agreed 
that  current  intakes  of  sodium  are  well 
in  excess  of  need  and  recommendations. 
Another  comment  strongly  opposed 
including  a  statement  that  sodium 
intake  should  not  exceed  2,400  mg, 
indicating  that  this  value  is  a  reference 
level,  not  a  maximum  intake  level. 

In  response  to  comments  urging  the 
agency  to  shorten  health  claims  and  to 
provide  more  consistent  regulations, 
FDA  has  decided  to  retain  this 
information,  but  to  move  it  to  the 
significance  statement.  While  most 
people  should  target  their  sodium 
intakes  within  the  500  to  2,400  mg 
range,  a  very  few  individuals  may  need 
more  than  tne  minimum  because  of 
excessive  sweat  losses,  and  some  high 
calorie  consumers  may  find  2,400  mg 
impossible  to  meet.  Section  101.74(d)(2) 
will  permit  the  inclusion  of  information 
from  the  significance  statement  in  a 
health  claim.  Consequently,  proposed 
§  101.74(d)(1)  has  been  deleted,  and  the 
following  sentence  has  been  added  to 
the  significance  statement  in 
§  101.74(b)(4).  "Sodium  is  an  essential 
nutrient,  and  experts  have 
recommended  a  safe  minimum  level  of 


500  mg  sodixun  per  day  and  a  upper 
level  of  2.400  mg  sodium  per  day,  the 
FDA  Daily  Value  for  sodium." 

26.  Comments  from  both  health 
professionals  and  trade  associations 
strongly  supported  requiring  that 
sodium/hypertension  health  claims 
contain  a  statement  that  individuals 
with  high  blood  pressure  should  consult 
their  physicians  for  medical  advice  and 
treatment.  There  were  no  comments 
opposing  this  statement  or  requesting 
that  it  remain  optional,  as  proposed, 
although  some  comments  expressed 
generalobjections  to  the  length  of  health 
claims. 

In  the  proposal.  FDA  expressed 
concern  that  some  people  might  attempt 
to  use  the  ready  availability  of  sodium 
labeling,  and  in  particular  sodium/ 
hypertension  health  claims,  to  self- 
mmlicate  or  treat  their  hypertension 
without  consulting  a  physician, 
especially  since  many  people  are  aware 
of  the  dangers  of  hypertension  (Ref.  56) 
and  can  easily  learn  their  blood  pressure 
levels  by  visiting  a  health  professional 
or  using  "do  it  yourself  machines  in 
grocery  stores  or  shopping  malls. 
Requiring  the  statement  about  physician 
consultations  as  part  of  the  health  claim 
might  give  consumers  the  erroneous 
impression  that  there  is  no  benefit  in 
making  recommended  dietary  changes 
unless  they  have  been  identified  as 
hypertensive.  On  the  other  hand,  FDA 
remains  concerned  about  hypertensives 
foregoing  needed  medical  diagnosis  and 
treatment.  Specifically,  definitions  of 
hypertension  or  normotension  in  terms 
of  blood  pressure  readings  could 
encourage  self-diagnosis,  and 
information  relating  specific  sodium 
intakes  to  specific  reductions  in  blood 
pressure  could  encourage  self-treatment. 
To  decrease  the  likelihood  of  self- 
diagnosis  or  treatment  based  on  health 
claims,  in  new  §  101.74(c)(2)(i)(D)  FDA 
has  specifically  prohibited  claims  from 
including  any  information  on  the  degree 
of  risk  reduction  for  high  blood  pressure 
associated  with  sodium  reduction.  The 
agency  has  also  has  removed  the 
following  quantitative  statements  from 
the  significance  statement  in  new 
§  101.74(b): 

Estimates  suggest  that  reducing  sodium 
intake  by  100  millimoles  (mmol)  per  day 
(2,300  mg  of  sodium  or  approximately  one 
rounded  teaspoon  of  salt)  would  correspond 
to  an  average  lowering  of  blood  pressure  of 
approximately  2.2  mm  Hg  systolic  and  0.1 
mm  Hg  diastolic.  Because  these  are 
population-wide  estimates,  the  magnitude  of 
the  effect  for  sensitive  individuals  would  be 
greater.  Estimates  suggest  that,  for  the  age 
range  from  25  to  55,  a  100  mmol  per  day 
(2,300  milligrams  (mg)  per  day)  lower 
lifetime  intake  of  sodium  would  correspond 
to  a  reduction  in  mortality  rates  of 
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appTDxiinately  M  pwroBnt  for  coroirary  hoiut 
disease  and  23  percent  fer«bvl». 

FDA  has  dacided  to  limit  ^ 
information  required  in  health  daims  to 
that  which  is  essential.  Therefore,  the 
agency  has  retaiiwd  the  pliysician 
coBsuitation  stateoaent  as  optional 
information,  §  a01.74(d){7).  However. 
shmald  manufacturen  dioota  Ui  iadude 
infbrmaticm  tluft  oauld  increase  the 
lik^hood  of  coasuoaeis^elf-di^^siiig 
or  seU-treating  their  hjrperteasion,  (hct 
informatioii  must  be  praeoited  in  a  deer 
and  noamtsleadiflgiaanaar.  For 
example,  claims  ^toald  ml 
overenpliasLze  the  iapoitasce  of 
sodiom  ID  reducing  blood  prassum.  in 
addrtion.  should  maBolactiirBn  inckifde 
specific  iaformattoi  diet  would  aasist 
consuDfiers  in  self-diagnosii^  their 
hypertension,  such  asdeGniticns  of 
either  high  or  normal  blood  pressura. 
thea  the  phjrskian  ooBsukation 
statement  would  be  mandatary,  and  Ais 
rei^rement  has  bean  iadttded  in  new 
§  10L74(dK7j: 

The  dvim  may  state  that  individnals  whli 
hig^  b)ood  pressure  ^ooM  consuk  their 
phjsiciam  for  medical  advice  end  treabBent. 
if  tike  daim  defiaes  hi|^  or  aonaai  hlood 
pressure,  then  the  haakfa  daim  aust  stias 
tbai  iadividaals  with  hi|^  blood  precsure 
should  consult  their  pfaysiciafn  lor  medical 
advice  and  treatment. 

Because  high  blood  pressure  is  a 
serious  dieease  thart  often  has  no 
o«tward!y  observable  symptoms,  FDA 
encom-ages  manufecturers  to  indnde  a 
physician  referral  statement  as  a  pid>lic 
service,  and  requires  it  when  heahh 
claims  indude  information  tfiat  could 
encourage  self-diagnosis  or  treatment. 

27.  The  agency  proposed  to  permit  the 
optional  use  of  the  term  "salt"  in 
addition  to  the  term  "sodium"  in  health 
clahns.  However,  because  of  recent 
studies,  and  the  increasing  body  of 
evidence  identifying  sodium  chloride 
racier  than  sodium  alone  as  the  active 
substance  in  affecting  Wood  pressure, 
the  agency  spedfically  requested 
comments  regarding  the  appropriateness 
of  selecting  sodinm  rather  tfian  sodium 
chloride  as  the  specified  nutrient  and  on 
blowing  the  term  "salt"  in  addition  to 
the  term  "sodium"  in  health  claims. 
One  comment  objected  to  allowing  the 
term  '"salt"  in  addition  to  the  terra 
"sodium,"  anguing  that  FDA  policies 
have  been  based  on  sodium,  that  the 
1"990  amendments  spedfy  sodium,  that 
it  would  be  arbitrary  aad  cepridons  to 
indicale  sodium  chloride  without 
providing  a  scientific  basis,  that 
consumers  would  consider  the  two 
interchangeably,  and  that  it  would 
undermme  previous  education  efforts. 
Other  comments  provided  data  on 


sodium  salts  Other  than  sodium  diloiide 
and  argued  that  the  effect  of  sodium  on 
blood  pressiue  was  due  not  to  sodium 
alone  but  ra^er  to  sodium  in 
combination  wi  A  chloride,  tine 
comment  noted  that  only  studies 
involving  sodium  as  the  chloride  salt 
have  resuhed  in  demonstrable  increases 
in  blood  pressiuu  The  comment  uiiged 
the  agency  to  permit  salt/hypertension 
health  claims  and  not  sodium/ 
hypertension  health  daims.  The  FASEB 
report  (Kef.  13BJ  concluded  that  "the 
impact  of  di^arv  sodium  on  blood 
pressure  depends  on  the  provision  of 
sodium  as  the  chloiida." 

After  considering  the  comments  and 
data  submitted  in  response  to  the 
proposed  rule,  FDA  has  concluded  that 
these  issues  are  very  complex.  Salt  or 
sodium  chloride  is  the  major  soiucs  of 
sodium  in  foods,  and  over  the  years 
most  of  the  studies  investigating  the 
effiect  of  sodium  on  blood  pressure  have 
involved  either  increasing  or  decreasing 
sodium  chloride  intake  (56  FRB082S, 
Table  2.  Refs.  44.  45.  «0, 109. 121, 122J. 
Many  dietary  guidance  discussions, 
policies,  and  recommendations  refer  to 
both  sodium  and  salt  (Refs.  43,  62,  and 
£5),  and  the  use  of  the  term  "salt" 
would  make  daims  more 
understandable  to  many  people.  For 
ttiese  reasons,  the  agency  has  decided  to 
make  final  its  proposal  to  permit  the 
optional  use  of  the  term  "salt"  in 
addition  to  "sodium." 

FDA  adcnowledgesthat  some  studies 
and  reviews  indicate  that  sodium 
chloride  and  other  sodium  salts  have 
distinct  effects  on  blood  pressure  tRefe. 
31.  43.  48. 79.  B7.  and  92).  The  agency 
recognizes  "fliat,  if  it  is  true  that  ""salt" 
and  not  "sodium"  is  implicated  in  hi^ 
blood  pressure,  products  containing 
other  sources  of  sodium  may  be 
incorrectly  considered  to  promote  high 
blood  pressure.  At  present,  however, 
there  is  not  signi  Scant  scientific 
agreement  that  only  sodium  chloride 
affect  blood  pressure,  as  evidenced  by 
the  fact  that  authoritative  documents 
have  not  limited  their  recommendations 
to  salt.  Limiting  health  daims  to  "salt" 
would  represent  a  significant  policy 
change  and  would  have  implications  for 
many  other  regulations.  FDA  has 
therefore  concluded  that  a  thorough 
review  of  all  the  data  and  an 
opportunity  for  public  comment  are 
required  before  such  a  shift.  If 
concerned  parties  believe  that,  based  on 
the  ttrtality  of  the  publicly  available 
scientific  evidence,  there  is  significant 
sdentific  agreement  that  sodium 
chloride,  and  not  }ust  sodium,  is 
associated  with  high  blood  pressure, 
fliey  should  petition  the  agency  for  a 
change  in  the  regulation. 


2B.  No  comments  were  received 
regarding  FDA's  tentative  decision  to 
allow  the  term  "hyperteasion"  in 
addition  to  the  term  "liigh  blood 
pressure."  Consequently,  FDA  has 
retained  this  pn>viuon  in  the  optional 
information  section  of  the  regulation, 
although  the  numbering  has  rhang«<^ 
from  S  101.74i(d3{4l  to  Id)lS). 

29.  Comments  to  the  public  doc3ul«n 
sodium  and  hypertension  strongly 
supported  Consumer  Summaries.  One 
mmment  recommended  xievelopii^ 
additional  sumaMrias  to  target  specific 
audiences.  A  &w  coaunants  suggested 
specific  changes  'm  the  wording 
provided  in  the  proposed  rula. 
However,  comments  to  the  pubUc 
docket  ior  the  general  requinements  iv 
health  daims  generally  opposed 
CoBsuraer  Samiosies. 

FDA  acknowledges  the  interest 
expressed  by  comments  in  the  consuaier 
summaries.  However,  the  agency  h»s 
been  persuaded  by  the  comments 
received  ovecall  relative  to  health  clrasos 
(See  the  general  raquireiDeats  for  health 
claims  final  ntla  publi^wd  alaewlMro  in 
this  Fedend  Kegbler).  FDA  notes  that 
oonsiderable  educational  efforts  an 
planned  and  Consumer  Sttziunariesas 
part  of  the  preamble  and  Dot  in  tha 
codified  language  had  liaiiled  utility. 

Vn.  Model  Health  Claims 

30.  Several  comments  appsoved  the 
model  health  claim  for  sodiiun  and 
hypertension.  Others  objected  to  its 
laagth  or  to  specific  requioed 
iniormation,  and  these  commoits  have 
been  «ddi«ssed  in  comments  18. 23. 24. 
and  27  of  this  document  FDA  has 
provided  oew  model  health  daims  to 
illustrate  changes  made  in  the  proposed 
regulations. 

VIIL  Additional  Scientific  Data 

To  assure  that  significant  new 
evideoce  bad  not  became  availaUa 
subsequent  to  the  proposal ,  FDA 
vpdafted  its  rev^w  of  the  sdentific 
evidence  with  hunum  studies  that  wen 
directly  relevant  to  tin  proposed  rule  or 
became  available  after  publication  of  ite 
proposal  (see Table). 

A.  Review  of  Scientific  Studies  and  Data 

1.  fielaticBship  of  sodinni  intake  to 
blood  piessun 

Pavek  and  PaveV  (Ref.  14B)  conduded 
an  intervention  study  in  35  mild, 
untreated  hypertensives  (15  males,  20 
females)  to  determine  the  blood 
pressure  sensitivity  to  72-hour  salt 
depletion  achieved  through  a  low  salt 
diet  consisting  of  unprocessed  rice, 
potatoes,  fruits,  vegetables,  and  2  liten 
(L)  of  tap  water.  OsclUometric, 
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auscultatory,  and  ambulatory  blood 
pressure  measurements  were  taken,  and 
sodium  intake  was  determined  by  24- 
hour  urine  collections.  Average  24-hour 
urinary  sodium  decreased  by  17.5  mmol 
(400  mg).  and  average  body  weight  by 
3.1  percent.  Average  SBP  decreased 
significantly  (Oscillometric:  147.3  to 
134.8  mm  Hg;  Auscultatory:  148.0  to 
134.4  mm  Hg;  and  Ambulatory 
Oscillometric:  138.6  to  130.4  mm  Hg). 
Average  DBP  changed  little,  and  only 
oscillometric  measurements  were 
statistically  significant.  Determination 
of  individual  salt  sensitivity  varied 
greatly  and  depended  on  the  type  of 
blood  pressure  measurement 
considered. 

Dustan  and  Kirk  (Ref.  125) 
investigated  the  effect  of  sodium 
depletion  (9  meq  or  210  mg  sodium 
diet)  followed  by  sodium  loading  (9  meq 
or  210  mg  sodium  plus  3.88  meq  or  90 
mg  sodium  per  kilogram  (kg))  in  51 
normotensive  white  (19  male,  32 
female),  18  normotensive  black  (7  male. 
16  female),  and  21  hypertensive  black  (5 
male,  16  female)  patients  and  the  effect 
of  sodium  loading  followed  by  sodium 
depletion  in  11  normotensive  white  (2 
male,  9  female),  16  normotensive  black 
(6  male,  10  female),  and  19  hypertensive 
black  (4  male,  15  female)  patients.  The 
order  of  sodium  loading  and  depletion 
did  not  affect  mean  arterial  pressure  in 
normotensive  white  patients  (blood 

Eressure  did  not  vary)  or  in 
ypertensive  black  patients  (blood 
pressure  rose  during  sodium  loading 
and  fell  during  sodium  depletion).  Mean 
arterial  pressure  in  normotensive  black 
patients  did  not  vary  when  sodium 
depletion  was  followed  by  sodium 
loading,  but  when  the  order  was 
reversed,  mean  arterial  pressure  fell 
during  sodium  depletion  and  rose 
during  sodium  loading. 

A  study  by  Elliott  et  al.  (Ref.  126) 
analyzed  data  collected  as  part  of  a 
random  sample  of  58  subjects  aged  40 
or  above  (29  male,  29  female)  from  a 
North  London  population  that  included 
diabetics  (6  subjects)  and  individuals 
taking  antihypertensive  medication  (5 
subjects)  or  diuretics  (3  subjects).  SBP 
was  significantly  and  positively  related 
to  24-hour  urinary  sodium  excretion 
and  remained  significant  after 
adjustment  for  age,  sex,  and  body  mass 
index.  DBP  was  significantly  related  to 
24-hour  urinary  sodium  excretion; 
however,  the  significance  was 
borderline  after  adjustment  for  age  and 
sex  and  insignificant  after  additional 
adjustment  for  body  mass  index.  The 
reliability  of  complete  24-hour  urine 
collection  was  monitored  by  jsara- 
aminobenzoic  acid,  and  the  significance 
of  the  results  was  greater  in  the 


subgroup  identified  as  having  the  most 
complete  urine  collections.  The  within 
individual  variation  in  sodium  intake 
was  estimated  from  data  on  11  subjects 
who  completed  two  24-hour  collections. 
A  reduction  of  50  mmol  (1,150  mg) 
sodium  was  associated  with  lower  SBP 
and  DBP  of  5.3  and  1.4  mm  Hg. 
respectively. 

Khaw  and  Barrett-Conner  (Ref.  128) 
examined  the  relationship  between 
blood  pressure  and  sodium  estimated 
from  dietary  recall  data  in  upper  middle 
class  white  Southern  Califomian 
subjects  (584  men  and  718  women). 
Age-adjusted  SBP  and  DBP  correlated 
significantly  with  dietary  sodium  intake 
in  men  but  not  in  women  and  with  the 
sodium/potassium  ratio  in  both  men 
and  women.  The  relationship  persisted 
over  the  entire  range  of  blood  pressures 
and  dietary  intakes.  The  authors 
concluded  that  the  results  support  the 
hypothesis  that  dietary  sodium  and 
potassium  are  related  to  blood  pressure 
within  a  population. 

He  et  al.  (Ref.  139)  investigated  the 
relationship  of  4  dietary  ions,  including 
sodium,  to  olood  pressure  in  4 
population  groups  of  Southern  Chinese 
men  from  the  Sichuan  Province:  119  Yi 
farmers  from  remote  villages  in  the  high 
mountains.  114  Yi  farmers  from  lower 
elevation,  mountainside  villages.  89  Yi 
people  who  had  migrated  to  the  county 
seat,  and  97  Han  people  who  were 
native  residents  of  the  county  seat. 
Dietary  and  urinary  sodium  were 
significantly  and  positively  correlated 
with  SBP  and  DBP,  even  after 
controlling  for  age.  body  mass  index, 
heart  rate,  alcohol,  and  total  energy 
intake.  Analysis  at  the  individual  level 
confirmed  these  results. 

Forte  et  al.  (Ref.  132)  studied  the 
effect  of  a  health  education  program  on 
salt  reduction  and  blood  pressure 
response  in  two  matched  rural 
Portuguese  communities  (150  of 
approximately  800  subjects  studied  in 
each  community)  with  initially  high 
daily  salt  intakes  (360  mmol  or  8,300  mg 
sodium).  The  health  education  program 
in  the  intervention  community 
emphasized  adding  less  salt  in  the 
kitchen,  eating  less  cod  fish  and  fewer 
sausages,  and  adding  less  salt  to  home- 
baked  bread.  In  addition,  local  bakers 
were  asked  to  reduce  the  salt  added  to 
bread  by  50  percent  during  the  2-year 
trial.  Mean  sodium  intake  fell  in  the 
intervention  community  (364  mmol  or 
8.370  mg  to  202  mmol  or  4.640  mg)  and 
rose  slightly  in  the  control  community 
(352  mmol  or  8.100  mg  to  371  mmol  or 
8,530  mg).  In  the  intervention 
community,  average  blood  pressure 
decreased  (SBP:  decrease  of  3.6  mm  Hg 
at  one  year  and  5.0  mm  Hg  at  2  years. 


DBP:  decrease  of  5.0  mm  Hg  at  1  year 
and  5.1  mm  Hg  DBP  at  2  years); 
however,  in  the  control  community, 
average  SBP  rose  and  DBP  remained 
constant. 

2.  Risk  factors  for  high  blood  pressure 

Beretta-Piccoli  (Ref.  134)  studied  total 
exchangeable  sodium  in  62 
normotensive  (SBP  <  130  mm  Hg,  DBP 
<  90  mm  Hg)  Swiss  males  with  and 
without  a  family  history  of  hypertension 
(31  subjects  each,  matched  by  age. 
height,  and  weight)  on  a  normal  daily 
sodium  intake  (150  mmol  or  3.400  mg) 
and.  in  a  subgroup  of  23  subjects  (13 
with  and  10  without  a  family  history  of 
hypertension),  Beretta-Piccoli  studied 
the  adaptation  of  exchangeable  sodium 
to  variations  in  dietary  sodium  intake 
(low  urinary  sodium  of  17  mmol  or  390 
mg  versus  high  urinary  sodium  of  270 
mmol  or  6,200  mg).  In  the  first,  matched 
study,  blood  pressures  tended  to  be 
higher  in  the  group  with  a  family 
history  of  high  blood  pressure.  In  the 
second,  subgroup  study,  blood  pressures 
increased  with  sodium  intake  in  all 
subjects,  but  the  magnitude  of  increase 
was  greater  in  subjects  with  a  family 
history  of  hypertension  (SBP:  119  to  126 
mm  Hg,  DBP:  76  to  80  mm  Hg)  than  in 
those  without  (SBP:  112  to  113  mm  Hg. 
DBP:  69  to  71  mm  Hg). 
3.  Hypertensives  versus  normotensives 

In  addition  to  the  Dustan  study  (Ref. 
125)  considered  above,  two  additional 
studies  investigated  differences  in 
responses  for  hypertensives  and 
normotensives.  Gill  et  al.  (Ref.  127) 
investigated  various  hormonal  changes 
in  response  to  various  dietary  sodium 
levels.  The  study  classified  19  patients 
with  normal  renin  idiopathic 
hypertension  as  salt-sensitive  (mean 
arterial  pressure  increases  of  8  to  14 
percent)  (8  patients)  or  saU-resistant 
(mean  arterial  pressure  changes  from  -7 
to  +7  percent)  (11  patients)  as  compared 
with  5  normotensive  subjects  (mean 
arterial  pressure  changes  from  -3  to  +7 
percent).  Subjects  were  fed  a  constant 
isocaloric  diet  supplemented  with 
sodium  chloride  to  provide  3  dietary 
levels  of  sodium  intake:  9  meq  (200  mg). 
109  meq  (2.500  mg).  and  249  meq  (5.700 
mg).  Average  mean  arterial  blood 
pressures  on  the  low  sodium  relative  to 
the  high  sodium  diet  changed  from  79 
to  83  mm  Hg  in  the  normotensive 
subjects,  from  104  to  114  mm  Hg  in  the 
salt-sensitive  hypertensive  patients,  and 
remained  balanced  at  114  mm  Hg  in  the 
salt-resistant  hypertensive  patients. 

Weinberger  and  Fineberg  (Ref.  141) 
conducted  3  studies  in  Indiana.  The  first 
investigated  the  reproducibility  of 
determining  salt-sensitivity  in  28 


4.  Salt  sensi 
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normotensive  (BP  <  140/90)  and 
hypertensive  (antihypertension  therapy 
or  BP  2 140/90  on  at  least  3  occasions) 
subjects.  Sah-sensitivity  was  defined  in 
terms  of  response  to  sodium  chloride 
infusion  (change  from  2  L  of  0.9  percent 
sodium  chloride  to  10  mmol  or  230  mg 
sodium  per  day)  where  mean  arterial 
blood  pressure  responses  of  10  mm  Hg 
or  greater,  of  5  mm  Hg  or  less,  and  of 
6  to  10  mm  Hg  were  classified  as  salt- 
sensitive,  salt-resistant,  and 
indeterminant.  respectively.  The 
authors  reported  that  the  majority  (18  of 
28)  were  consistent  in  their  responses. 
The  second  study  investigated  the 
influence  of  age  on  blood  pressure 
response  to  the  salt-sensitivity 
procedure  described  above  in  430 
normotensive  and  230  hypertensive 
subjects.  Sodium  sensitivity  increased 
progressively  with  age  in  hypertensive 
subjects  but  not  in  normotensive 
subjects  until  they  reached  60  years  of 
age  and  older.  The  third  study  assessed 
changes  in  blood  pressure  over  10  or 
more  years  in  subjects  classified 
initially  using  the  salt-sensitivity 
procedure  described  above:  13 
hypertensives  (10  salt-senstive,  3  salt- 
resistant)  and  18  normotensives  (6  salt- 
sensitive,  12  salt-resistant). 

4.  Salt  sensitivity 

In  addition  to  the  Gill  study  (Ref.  127) 
and  the  Weinberger  study  (Ref.  141) 
considered  above,  two  other  studies 
investigated  the  salt  sensitivity  issue. 
Sullivan  et  al.  (Ref.  130)  studied  65 
borderline  hypertensive  (DBP  generally 
below  90  mm  Hg  but  greater  than  90 
mm  Hg  on  at  least  3  occasions)  and  92 
normotensive  subjects  to  investigate 
diffiarent  characteristics  of  sodium- 
sensitive  and  sodium-resistant 
individuals.  Many  parameters  were 
studied  while  subjects  followed  their 
usual  diets,  10  meq  (230  mg)  sodium/60 
meq  potassium  diets,  and  200  meq 
(4,600  mg)  sodium  per  60  meq 
potassium  diets.  Sodium  sensitivity  was 
defined  as  a  5  percent  increase  in  blood 
pressure  between  the  low  sodium  and 
the  high  sodium  states;  the  prevalence 
of  sodium  sensitivity  was  higher  in 
blacks  (27  percent  of  normotensives  and 
50  percent  of  borderline  hypertensives) 
than  in  whites  (15  percent  of 
normotensives  and  29  percent  of 
borderline  hypertensives).  Sodium 
depletion  and  repletion  had  a  variable 
effect  on  blood  pressure,  and  mean 
blood  pressure  rose  6.5  percent  in  those 
identified  as  sodium  sensitive  as 
compared  with  0  percent  in  those 
identified  as  sodium  resistant. 

Espinel  (Ref.  143)  conducted  a  3- 
phase  dietary  salt  intervention  trial  to 
characterize  the  response  of  30  well- 


established  adult  hypertensive  patients 
(DBP  greater  than  90  mm  Hg)  to  dietary 
salt.  "Hie  unrestricted-salt  phase 
certified  the  presence  of  hypertension 
and  documented  the  customary  salt 
intake.  The  restricted-salt  phase  (2  g 
salt)  (<34  mmol  salt  or  780  mg  sodium) 
identified  13  patients,  who  were 
considered  salt-sensitive,  who  could 
control  their  DBP  (below  90  mm  Hg)  on 
a  salt-restricted  diet  containing  less  than 
2  g  salt  per  day  (SBP:  from  177.1  to 
145.1  mm  Hg:  DBP:  from  105.4  to  82.0 
mm  Hg).  The  blood  pressures  of  the 
remaining  patients  were  reduced  as  well 
(SBP:  from  173.3  to  164.1  mm  Hg;  DBP: 
frt>m  102.9  to  98.2  mm  Hg)  but  not 
enough  to  return  to  normotensive  levels. 
In  the  salt-step  phase,  salt  was  added  to 
the  diet  established  during  the 
restricted-salt  phase  in  a  stepwise 
manner  (increases  of  1  g  salt  or  390  mg 
sodium;  each  step  lasting  at  least  3  days) 
to  determine  the  level  of  salt  that 
triggered  hypertension  in  individual 
patients.  This  level  was  termed  the  Salt 
Hypertension  Threshold  for  that  patient 
and  in  the  13  patients  ranged  from  3  to 
16  g  salt  (1,200  to  6.200  mg  sodium)  per 
day.  The  test  was  repeated  between  2 
months  and  1  1/2  years  later  and  the 
results  remained  stable  and 
reproducible. 

5.  Long-term  effect 

The  results  of  an  IB-month  trial  on 
normotensives,  the  TOHP  Collaborative 
Research  Group  study  abstract  (Ref.  123) 
was  included  in  the  proposed 
regulation,  and  the  final  study  results 
are  summarized  here  (Ref.  145).  The 
TOHP  Collaborative  Research  Group 
study  included  7  nonpharmacologic 
interventions,  3  life-style  changes 
(weight  reduction,  sodium  reduction, 
and  stress  management),  and  4 
nutritional  supplements  (calcium, 
magnesium,  potassium,  and  fish  oil)  in 
2.182  normotensive  (DBP  from  80  to  89 
mm  Hg)  subjects  (70  percent  male).  The 
sodium-reduction  intervention 
emphasized  shopping,  cooking,  and 
food  selection  behavior  aimed  at 
reducing  sodium  intake,  and  at  18 
months  had  achieved  average  daily 
reductions  of  55.19  mmol  sodium  (1,270 
mg]  as  compared  to  11.33  mmol  sodium 
(260  mg)  in  the  control  group  from 
initial  baseline  values  of  154.6  mmol 
(3,550  mg)  and  156.4  mmol  (3,600  mg) 
in  the  two  groups,  respectively. 
Statistically  significant  average 
decreases  in  blood  pressure  were 
reported  in  the  intervention  group  as 
compared  with  the  control  group  for 
both  DBP  (decrease  of  0.9  mm  Hg)  and 
SBP  (decrease  of  1.7  mm  Hg). 

Joosens  and  Kesteloot  (Ref.  147) 
reanalyzed  data  from  3,328  subjects 


collected  as  part  of  6  Belgian  surveys 
conducted  between  1967  and  1986.  Six 
of  the  surveys  included  blood  pressure 
data  and  five  included  24-hour  sodiimi 
excretion  data.  Between  1967  and  1986. 
the  mean  standardized  sodium 
excretion  decreased  from  265  to  160 
mmol  in  men  (6,100  to  3,700  mg)  and 
from  208  to  160  mmol  in  women  (4,800 
to  3,700  mg).  Mean  SBP  decreased  from 
169  to  142  mm  Hg  in  men  and  from  171 
to  147  mm  Hg  in  women.The 
prevalence  of  hypertension  (SBP  >  159 
mm  Hg)  decreased  from  51  to  21  percent 
in  men  and  from  66  to  22  percent  in 
women,  and  severe  hypertension  (SBP  > 
220  mm  Hg)  nearly  disappeared.  During 
the  same  period,  body  mass  index 
increased  1.1  kg/m^  in  men  and  was 
unchanged  in  women.  Since  increased 
weight  is  associated  with  increases  in 
blood  pressure,  the  observed  decreases 
in  blood  pressure  could  not  be  ascribed 
to  changes  in  weight.  The  proportion  of 
subjects  receiving  treatment  for 
hypertension  increased  from  10  to  36 
percent  in  men  and  from  18  to  41 
percent  in  women.  The  increased 
treatment  would  account  for  some  of  the 
observed  decreases  in  blood  pressure, 
but  the  authors  concluded  that 
treatment  alone  could  not  account  for 
all  of  the  observed  changes  in  blood 
pressure.  The  authors  used  the 
correlation  between  sodium  intake  and 
blood  pressure  from  the  INTERSALT 
study  (Ref.  37)  and  the  observed 
decrease  in  sodium  intake  In  Belgium 
from  1967  to  1986  in  order  to  estimate 
the  expected  corresponding  decrease  in 
SBP.  Considered  together,  the  increase 
in  treatment  and  the  decrease  in  sodium 
intake  were  considered  sufficient  to 
explain  the  observed  decreases  in  blood 
pressure.  Methodologies  in  the  six 
studies  were  similar  but  not  identical, 
adding  to  the  uncertainties. 

6.  Sodium  chloride  versus  other  sodium 
salts 

Shore  et  al.  (Ref.  129)  conducted  a 
randomized,  crossover  study  to 
investigate  the  blood  pressure  response 
of  six  hypertensives  (DBP  between  90  to 
110  mm  Hg)  on  low  sodium  diets  of  10 
mmol  (230  mg)  sodium  and  80  mmol 
potassium  with  the  addition  of  either 
sodium  chloride  (120  mmol  or  2,760  mg 
total  daily  sodium)  or  sodium  potassium 
(122  mmol  or  2,800  mg  total  daily 
sodium).  Urinary  sodium  excretion  was 
similar  during  both  periods.  However, 
blood  pressures  increased  when  sodium 
chloride  was  added  to  the  diet,  but  not 
when  sodium  phosphate  was  added. 

7.  Effect  on  medication  requirements 

Weinberger  et  al.  (Ref  131) 
investigated  whether  free-living 
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hypertensive  patients  could  reduce  their 
medication  by  individualized  dietary 
counseling  aimed  at  moderately 
reducing  Uieir  dietary  sodium  intake. 
Only  98  of  the  original  114  individuals 
completed  the  study  and  maintained 
significant  reductions  in  mean  sodium 
intake  for  30  weeks.  Those  who 
achieved  the  80  mmol  (1.800  mg) 
sodium  goal  were  more  likely  to  have  a 
reduction  in  a  number  of  medications 
than  those  not  reaching  the  goal. 

In  an  observer-blind,  controlled  trial, 
Little  et  al.  (Ref.  140)  compared  the 
effect  of  a  low  sodium,  low  fat,  high 
fiber  diet  against  the  individual 
components  of  the  diet  in  reducing  the 
amount  of  antihypertensive  medication 
required  by  196  patients  with 
established  hypertension.  Medication 
reductions  were  64  percent  and 
significant  on  the  combination  diet,  45 
percent  and  insignificant  on  the  low 
sodium  diet,  and  33  percent  on  the 
control  diet;  57.5  percent  of  patients  on 
the  combination  diet  stopped  all 
medication  as  compared  with  24 
percent  on  the  control  diet. 

8.  Effect  of  sodium  intake  on  medicated 
patients 

Carney  et  al.  (Ref.  136)  used  a 
randomized,  double-blind,  crossover 
study  design  to  investigate  the  effect  of 
100  mmol  (2.300  mg)  of  sodium 
chloride  on  blood  pressure  control  in  11 
patients  with  mild  to  moderate 
hypertension  successfully  treated  with 
various  hypotensive  agents.  No 
significant  changes  in  supine  or  erect 
blood  pressure  were  observed  in  these 
medicated  patients. 

9.  Studies  in  children 

An  intervention  study  by  Ellison  et  al. 
(Ref.  148]  involved  reducing  the  sodium 
intake  of  students  by  15  to  20  percent 
through  changes  in  food  purchasing  and 
preparation  practices  in  two  boarding 
high  schools.  Each  school  served 
alternately  as  the  control  or  the 
intervention  school  for  one  school  year. 
Early  in  the  year,  blood  pressures 
increased  above  baseline:  however,  as 
the  year  progressed  blood  pressures  in 
the  intervention  school  dropped  and 
remained  below  baseline.  The  average 
SBP  and  DBP,  adjusted  for  sex  and 
initial  blood  pressure,  were  reduced  by 
1.7  and  1.5  mm  Hg,  respectively,  on  the 
low  sodium  diet  when  measured  from 
the  beginning  to  the  end  of  the  school 
year.  Qianges  in  sodium  intake  were 
calculated  from  24-hoiu'  food  diaries 
completed  periodically  during  the  year, 
and  no  independent  measurements  were 
made  *o  document  changes  in  sodium 
intake. 


A  longitudinal  study  by  Geleijnse  et 
al.  (Ref.  149)  collected  blood  pressure 
and  electrolyte  data  annually  from  233 
Netherlands  children  ranging  in  age 
6t)m  5  to  17  years  old  (108  boys,  125 
girls)  for  an  average  period  of  7  years  in 
order  to  investigate  tne  association 
between  sodium  and  potassium  intake 
and  the  change  in  blood  pressure  over 
time.  No  significant  association  between 
sodium  intake  and  the  change  in  blood 
pressure  over  time  was  observed.  Mean 
24-hour  sodium  intakes  were  calculated 
values  and  were  based  on  six  timed, 
overnight  urine  collections. 

Miller  et  al.  (Ref.  150)  conducted  an 
intervention  study  in  Indiana  with  64 
male  and  84  female  white,  normotensive 
children  to  determine  if  modest  dietary 
restriction  in  childhood  results  in 
heterogeneous  changes  in  blood 
pressure  response.  Families  received 
instruction  to  assist  them  in  restricting 
their  dietary  sodium  to  60  mmol  (1,380 
mg)  per  day.  Average  sodium  decreased 
from  112.9  mmol  (2.600  mg)  to  53.4 
mmol  (1,230  mg)  in  boys  and  from  91.1 
mmol  (2,090  mg)  to  41.1  mmol  (940  mg) 
in  girls.  Oianges  in  SBP  were  not 
significant  for  either  boys  or  girls,  but 
girls  showed  a  decrease  in  DBP  (p<0.05) 
and  in  mean  arterial  pressure. 

Rocchini  et  al.  (Ret.  133)  studied 
blood  pressure  changes  in  60  obese  and 
18  nonobese  adolescents  (10  to  16  years 
of  age)  on  high  salt  diets  (>  250  mmol 
or  5.700  mg  sodium)  per  day  and  low 
salt  diets  (<  30  mmol  or  700  mg  sodium) 
per  day  with  the  caloric  content  held 
constant.  In  the  obese  adolescents,  there 
was  a  statistically  significant  decrease  in 
blood  pressure  on  the  low  sodium  diet 
(mean  arterial  pressure  change  from  92 
to  80  mg  Hg).  but  no  significant  change 
was  observed  in  the  nonobese 
adolescents  (mean  arterial  pressure 
change  from  76  to  77  mm  HgJ.  The 
study  was  repeated  on  51  of  the  obese 
adolescents  after  20-week  weight  loss 
program.  The  36  subjects  who  lost  at 
least  1  kg  of  body  weight  (average 
weight  loss  7.5  kg)  had  a  reduced 
sensitivity  of  blood  pressure  to  sodium 
(mean  arterial  pressure  change  from  82 
to  81  mm  Hg)  as  compared  to  the  15 
subjects  who  lost  less  than  1  kg  of  body 
weight  (mean  arterial  pressure  change 
from  89  to  79  mm  Hg). 

B.  Conclusions  f mm  Scientific  Studies 
and  Data 

In  assessing  the  new  scientific 
evidence.  FDA  has  considered  whether 
the  evidence  significantly  challenges 
any  of  its  tentative  conclusions 
presented  in  the  proposed  rule. 

The  agency  has  determined  that, 
although  one  study  was  inconclusive 
(Ref.  125),  the  scientific  evidence 


continues  to  support  a  relationship 
between  sodium  and  hypertension  in 
adults  (Refs.  123, 126. 127. 128, 132, 
134, 139, 141, 146,  and  147).  In 
particular,  the  3-year  study  on 
nonpharmacologic  interventions  (Ref. 
145)  strengthens  previously  limited 
evidence  on  the  benefits  of  long-term 
sodium  reduction  in  reducing  blood 
pressure.  In  addition,  the  Espinel  study 
(Ref.  143)  demonstrates  the  wide 
variability  in  blood  pressure  response  to 
sodium  and  the  long-term  individual 
reproducibility.  The  studies  on  children 
sometimes  showed  an  effect  (Ref.  148). 
sometimes  showed  no  effect  (Ref.  149). 
and  sometimes  showed  an  effect  in 
certain  population  subgroups  but  not  in 
others  (Refs.  133  and  150).  The  one 
study  involving  a  nonchloride  sodium 
salt  (Ref.  129)  showed  an  effect  for 
sodium  chloride  but  not  for  sodium 
phosphate,  which  supports  the 
contention  that  sodium  chloride  and  not 
sodium  per  se  is  important  in  blood 
pressure  response  (see  comment  27  of 
this  document). 

In  conclusion,  the  new  scientific 
evidence  strengthens  the  conclusion 
reached  in  the  proposed  regulation  that, 
based  on  the  totality  of  the  scientific 
evidence,  there  is  significant  scientific 
agreement  that  the  evidence  supports 
health  claims  that  diets  low  in  salt  and 
sodium  may  help  lower  blood  pressure 
in  many  people. 

DC.  Conclusions 

FDA  has  responded  to  all  comments 
received  in  response  to  the  proposed 
sodium/hypertension  health  claim 
regulation.  In  addition,  the  agency  has 
reviewed  all  additional  scientific 
studies  received  in  comments  or 
independently  identified  and  has 
determined  that  the  new  studies 
strengthen  the  conclusions  reached  in 
the  proposed  regulation.  After 
considering  the  comments  and  the  new 
scientific  studies,  the  agency  concludes 
that  health  claims  for  sodium  and 
hypertension  should  be  authorized. 

The  agency  has  decided  that  the 
regulations  for  the  authorized  health 
claims  are  most  useful  if  they  follow  a 
consistent  format  and  require  only 
information  that  the  agency  considers 
essential.  Therefore,  the  agency  has 
made  a  number  of  editorial  changes  in 
the  proposed  codified  material  of  the 
sodium  and  hypertension  health  claim 
to  make  it  more  consistent  with  other 
authorized  claims. 

X.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole. 
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would  have  associated  costs  in  excess  of 
the  $100  milUon  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Agt  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  Gomments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  Hnal  RLA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  Hnal  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Farklawn  Dr.,  Rockville,  MD  20857,  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  Hnal  RLA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

XL  Environmental  Impact 

The  agency  has  determined  that, 
under  21  C3=R  25.24(a)(ll),  this  action  is 
of  a  type  that  does  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 
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List  of  Subfects  in  21  CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  lOl  is 
amended  as  follows: 

PART  101— FOOD  LABEUNQ 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4.  5. 6.  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C  1453. 
1454. 1455);  sees.  201.  301.  402.  403.  409. 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321.  331,  342.  343.  348,  371). 

2.  Section  101.74  is  added  to  subpart 
E  to  read  as  follows: 

f  101.74    Health  claims:  todium  and 
hypertension. 

(a)  Relationship  between  sodium  and 
hypertension  (high  blood  pressurej.  (1) 
Hypertension,  or  high  blood  pressure, 
generally  means  a  systolic  blood 
pressure  of  greater  than  140  millimeters 
of  mercury  (mm  Hg)  or  a  diastolic  blood 
pressure  of  greater  than  90  mm  Hg. 
Normotension.  or  normal  blood 

Eressure,  is  a  systolic  blood  pressure 
elow  140  mm  Hg  and  diastolic  blood 
pressure  below  90  ram  Hg.  Sodium  is 
specified  here  as  the  chemical  entity  or 
electrolyte  "sodium"  and  is 
distinguished  from  sodium  chloride,  or 
salt,  which  is  39  percent  sodium  by 
weight. 

(2)  The  scientific  evidence  establishes 
that  diets  high  in  sodium  are  associated 
with  a  high  prevalence  of  hypertension 
or  high  blood  pressure  and  with 
increases  in  blood  pressure  with  age, 
and  that  diets  low  in  sodium  are 
associated  with  a  low  prevalence  of 
hypertension  or  high  blood  pressure  and 
with  a  low  or  no  increase  of  blood 
pressure  with  age. 

(b)  Significance  of  sodium  in  relation 
to  high  blood  pressure.  (1)  High  blood 
pressure  is  a  public  health  concern 
primarily  because  it  is  a  major  risk 
factor  for  mortality  from  coronary  heart 
disease  and  stroke.  Early  management  of 
high  blood  pressure  is  a  major  public 
health  goal  that  can  assist  in  reducing 
mortality  associated  with  coronary  heart 
disease  and  stroke.  There  is  a 
continuum  of  mortality  risk  that 
increases  as  blood  pressures  rise. 
Individuals  with  high  blood  pressure 
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are  at  greatest  risk,  and  individuals  with 
moderately  high,  high  normal,  and 
normal  blood  pressure  are  at  steadily 
decreasing  risk.  The  scientific  evidence 
indicates  that  reducing  sodium  intake 
lowers  blood  pressure  and  associated 
risks  in  many  but  not  all  hypertensive 
individuals.  There  is  also  evidence  that 
reducing  sodium  intake  lowers  blood 
pressure  and  associated  risks  in  many 
but  not  all  normotensive  individuals  as 
well. 

(2)  The  populations  at  greatest  risk  for 
high  blood  pressure,  and  those  most 
liVely  to  benefit  from  sodium  reduction, 
include  those  with  family  histories  of 
high  blood  pressure,  the  elderly,  males 
because  they  develop  hypertension 
earlier  in  life  than  females,  and  black 
males  and  females.  Although  some 
population  groups  are  at  greater  risk 
than  others,  high  blood-pressure  is  a 
disease  of  public  health  concern  for  all 
population  groups.  Sodium  intake, 
alcohol  consumption,  and  obesity  are 
identified  risk  factors  for  high  blood 
pressure. 

(3)  Sodium  intakes  exceed 
recommended  levels  in  almost  every 
group  in  the  United  States.  One  of  the 
major  public  health  recommendations 
relative  to  high  blood  pressure  is  to 
decrease  consumption  of  salt.  On  a 
population-wide  basis,  reducing  the 
average  sodium  intake  wguld  have  a 
small  but  significant  effect  on  reducing 
the  average  blood  pressiire,  end, 
consequently,  reducing  mortality  from 
cardiovascular  disease  and  stroke. 

(4)  Sodium  is  an  essential  nutrient, 
and  experts  have  recommended  a  safe 
minimum  level  of  500  milligrams  (mg) 
sodium  per  day  and  an  upper  level  of 
2,400  mg  sodium  per  day,  the  FDA 
Daily  Value  for  sodium. 

(c)  Requirements.  (1)  All  requirements 
set  forth  in  §  101.14  shall  be  met 

(2)  Specific  requirements,  (i)  Nature 
of  the  claim.  A  health  claim  associating 


diets  low  in  sodium  with  reduced  risk 
of  high  blood  pressure  may  be  made  on 
the  label  or  labeling  of  a  food  described 
in  paragraph  (c)(2)(ii)  of  this  section, 
provided  that: 

(A)  The  claim  states  that  diets  low  in 
sodium  "may"  or  "might"  reduce  the 
risk  of  high  blood  pressure; 

(B)  In  specifying  the  disease,  the 
claim  uses  the  term  "high  blood 
pressure"; 

[Q  In  specifying  the  nutrient,  the 
claim  uses  the  term  "sodium": 

(D)  The  claim  does  not  attribute  any 
degree  of  reduction  in  risk  of  high  blood 
pressure  to  diets  low  in  sodium;  and 

(E)  The  claim  indicates  that 
development  of  high  blood  pressure 
depends  on  many  factors. 

(ii)  Nature  of  the  food.  The  food  shall 
meet  all  of  the  nutrient  content 
requirements  of  §  101.61  for  a  "low 
sodium"  food. 

(d)  Optional  information.  (1)  The 
claim  may  identify  one  or  more  of  the 
following  risk  factors  for  development 
of  high  blood  pressure  in  addition  to 
dietary  sodium  consumption:  Family 
history  of  high  blood  pressure,  growing 
older,  alcohol  consumption,  and  excess 
weight. 

(2)  The  claim  may  include 
information  from  paragraphs  (a)  and  (b) 
of  this  section,  which  summarizes  the 
relationship  between  dietary  sodium 
and  high  blood  pressure  and  the 
significance  of  the  relationship. 

(3)  The  claim  may  include 
information  on  the  number  of  people  in 
the  United  States  who  have  high  blood 
pressure.  The  sources  of  this 
information  must  be  identified,  and  it 
must  be  current  information  from  the 
National  Center  for  Health  Statistics,  the 
National  Institutes  of  Health,  or 
"Nutrition  and  Your  Health:  Dietary 
Guidelines  for  Americans,"  U.S. 
Department  of  Health  and  Human 
Services  (DHHS)  and  U.S.  Department 


of  Argiculture  fUSDA),  Government 
Printing  Office. 

(4)  The  claim  may  indicate  that  it  U 
consistent  with  "Nutrition  and  Your 
Health:  U.S.  Dietary  GuideUnes  for 
Americans.  DHHS  and  USDA. 
Government  Printing  Office. 

(5)  In  specifying  the  nutrient,  the 
daim  may  include  the  term  "salt"  in 
addition  to  the  term  "sodium." 

(6)  In  specifying  the  disease,  the  claim 
may  include  the  term  "hypertension"  in 
addition  to  the  term  "high  blood 
pressure." 

(7)  The  claim  may  state  that 
individuals  with  high  blood  pressure 
should  consult  their  physicians  for 
medical  advice  and  treatment.  If  the 
claim  defines  high  or  normal  blood 
pressure,  then  the  health  claim  must 
state  that  individuals  with  high  blood 
pressure  should  consult  their  physicians 
for  medical  advice  and  treatment. 

(e)  Model  health  claims.  The 
following  are  model  health  claims  that 
may  be  used  in  food  labeling  to  describe 
the  relationship  between  dietary  sodium 
and  high  blood  pressure: 

(1)  Diets  low  in  sodium  may  reduce 
the  risk  of  high  blood  pressure,  a  disease 
associated  with  many  factors. 

(2)  Development  of  hypertension  or 
high  blood  pressure  depends  on  many 
factors.  [This  product)  can  be  part  of  a 
low  sodium,  low  salt  diet  that  might 
reduce  the  risk  of  hypertension  or  high 
blood  pressure. 

Dated:  December  17, 1992. 
David  A.  Kessler, 
Commissioner  of  Food  and  Drugs. 
Louii  W.  Sullivaa. 
Secretary  of  Health  and  Human  Services. 

Note:  The  following  table  will  not  appear 
in  the  annual  Code  of  Federal  Regulations. 
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•edlvB/Kypartanalen 


•tady 


Karatt* 
Mrcoll  II 
(Hat.  I)«l 


»♦•) 


fltudy  Daalgn 


■urvay  of 
a>chan«aabla  bo4y 
•odliaa  (Ha)  In 
noTBotanalva  aaa  with 
and  without  a  family 
hlatory  of 
hypartanalon 

Study  dona  In 
•wit tar land 


•ub)acta 


(a  haalthy,  neraotanalva 
■alaa  (ssr  <  110  ■•  Ng. 
oar  <  t«  ■■  no) 

(11  with  a  family 
hlatory  of  hypartanelon, 
11  without  a  family 
hlatory  of  hypartanalon) 

■ubjaeta  aatehad  by  aga, 
halght.  and  walgbt 

•ubgreup  of  ai  111  «tth 
and  It  without  a  family 
hlatory  of  hypartanalon) 


Hathoda 


Naan  total  axehangaabla  Na  waa 
maaaurod  by  laotopa  dilution 

Tha  atudy  of  aichangaabla  Ma  In 
tha  total  group  waa  earrlad  aut 
with  aubjaeta  on  a  normal  Ha 
Intaka  |U«  bboI  or  1,400  mg  par 
day) 

Tha  adaptation  of  aschangaabla  Ma 
to  varlatlena  In  dlatary  Ma 
Intako,  earrlad  out  In  tba  atudy 
aubgreup,  Involvad  taking 
■aaauraaanta  at  tha  and  of  a  7- 
day  lew-aalt  phaaa  I 17  ■■ol  or 
!••  mg  par  day)  and  of  a  7-day 
hlgh-aalt  phaaa  1270  hk>1  or 
O.aoo  mg  par  day) 


Haaulta 


Invaatlgatlon  of  «a  aubjaeta  en 
normal  Na  Intaltai 
■load  praaaura  (kP)  waa  hlghar  In 
tha  group  of  normotanalva  man  with 
a  family  hlatory  of  hypartanalom  (p 
<  O.OOS),  but  aga,  urinary  Na 
ascratlon.  plaama  ranla  activity, 
and  aldoatarona  lavala  or  craatlna 
claaranea  wara  eomparabla 
■schangaabla  Na  did  not  dlftar 
algnlflcantly  batwaan  tha  two 
groupa  and  waa  unralatad  to 
artarlal  praaaura  or  to  plaama 
ranln  activity 

Invaatlgatlon  of  aubgroup  of  21 
aubjaeta  varying  tha  Ha  Intakai 
»t  tha  and  of  tha  low-Ha  phaaa. 
thara  waa  no  algnlflcant  dlttaranea 
In  pp.  baart  rata,  body  walght, 
asehangaabla  Ha,  plaama  Ma  and 
potaaal^,  or  craatlalma  claaranea 
batwaan  aubjaeta  witk  aad  without  a 
family  hlatory  of  hypartaBalom 

Tha  changa  from  a  low-Ha  dlat  to  a 
blgh-Ha  dlat  raaaltad  In 
algnlflcant  and  cemparabla  rlaaa  la 
body  walgbt  and  asehangaabla  Ha  la 
tba  two  groupa,  coaparabla  valuaa 
tor  Ha-dapandant  auppraaaloa  of 
ranln,  anglotaaaln  XI,  aldeataroma. 
and  plaama  eatacholamlnaa,  aad  ao 
changaa  la  haart  rata,  plaama  Ha 
aad  petaaatoB,  or  craatlaa 
claaranea 

•vplaa  mr   and  Mr  laeraaaad  with 
Ha  Intaka  la  all  aubjaeta  but  mora 
la  aubjaeta  with  a  family  hlatory 
of  hypartanalon  (••»•  from  11*  to 
ia«  ^  ag,  D*ri  ttom   7«  to  to  aa 
■g)  aa  eoa»arad  to  theaa  without  a 
family  hlatory  of  bypartanalea 
laapi  from  112  to  111  am  ag,  osri 
from  «•  to  71  BB  Rg)   


anta 


Plndlnga  auggaat  that 
asehangaabla  body  Ha  la 
normal  and  adapta 
normally  to  varlatlona  In 
dlatary  Ha  Intaka  In 
normotanalva  aubjaeta 
with  familial 
pradlapoaltlon  to 
hypartanalon 

Tha  authora  eoncludad 
that  asehangaabla  body  Ha 
daplatlon  In  aarly 
hypartanalon  appaara  to 
ba  a  aaeondary  rathar 
than  a  primary  avant 
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TABU-  -CONTIIRIIO 


Study 


Study  Ocalgn 


Camay  (l«tl) 


li*nd<Ntl>«4  doubl*- 
bllnd  atoaaovar  atudy 
to  ava><&ta  tha 
attact^t  additional 
aedlu^^hlerlda 
(MaCl)  eoa^arad  with 
a  placabo  on  W 
control  ovac  a  «  »aak 
pat  tod  bafora 
rhanglna  to  tha  othar 
trial  ara  (or  an 
additional  «  waak 
parled 


Puatan  ilfll) 


Intarvantlon  atudy  to 
Invaatloata  tha 
quantltatlva 
laportanea  of  Ha 
balanea  to  artarlal 
ptaaaura  changaa 
producad  by  changaa 
In  Ha  Intaka 

Conduetad  at  tha 
Unlvaralty  o<  klabaaa 
Hoapltal 


•ub]aet« 


11  patlanta  with  alld  to 
■odarata  aaaantlal 
hypartanalon 
aatlafactotlly  traatad 
with  dlvaraa  hypotanalva 
aganta  (BP  atabla  and 
wall  controllad  tor  at 
laaat  «  aonth*  with  no 
avldaAca  of  ranal, 
cardiac,  hapatle,  or 
andoerlna  dlaaaaa) 
(S  aan.  *   woaan) 

Aga  rangai  10  to  «$ 
yaara 


Protocol  li 

tl  neraotanalva  whlta 

patlanta 

(1*  aalaa.  12  taaalaa) 

1*  noraetanalva  black 

patlanta 

it   aa'laa.  11  taaalaa) 

31  hypartanalva  black 

patlanta 

(1  Mlaa,  1*  taMlaa) 

Protocol  2 1 

11  noraotanalva  whlta 
patlanta 

(2  aalaa,  »  taaalaa) 

1*  noraotanalva  black 

patlanta 

(i  aalaa.  1«  taaalaa) 

1*  hypartanalva  black 

patlanta 

(4  aalaa,  IS  taaalaa) 


Mathoda 


Patlanta  vara  kapt  on  normal 
dlata  and  randomly  aaalgoad  to  ( 
waak  parioda  of  additional  Na 
(100  aaol  or  3,100  ag  alow  Na  <10 
HaCl  tablata  par  day)  or  a 
placabo  with  a  aubaaauant 
croaaovar 

•ody  walght,  pulaa,  and  aupln* 
and  aract  PP  (aaan  ot  two 
raadlnga)  wara  aaaaurad  at  1,  3, 
4,    and  (  waaka  ot  oach  trial  ara 

■lood  collactlona  and  34-hour 
urina  collactlona  wara  takan  at 
atudy  coaaancaaant ,  and  1,  (,  7, 
and  12  waaka 


Tablet  eeavlianea  waa  aseallant 

Thar*  wara  no  aignifieanc  ehangaa 
in  aaan  aupina  or  aract  mr   with 
Ineraaaad  Ma'cl  in  patlanta  on 
varioua  hypotanaiva  druga 


Protocol  li 

*  1-day  control  pariod  (ISO  aag 
or  1,400  ag  Na  Intaka  par  day I 
tollowad  by  4  daya  ot  aalt 
daplatton  (OO)  (low-Na  dlat  ot  * 
aag  or  210  ag  Na  par  day)  and 
turoaamlda  (1  ag/kg  givan  on  tha 
tirat  day)  tollowad  by  1  daya  ot 
aalt  loadlngPAAA  (SL)  (lew-Ma 
dlat  contlnuad  plua  2S  aL/kg  ot 
taotonic  MaCl  aolutlon  or  !.•• 
•ag  or  fO  ag  par  kg  par  day) 
givan  intravanoualy 

Protocol  2 1  laaa  aa  Protocol  1 
aicapt  tha  aaguanca  ot  Ma  iotaka 
ehangaa  waa  ravaraad 

Por  both  protoeola,  Na  balanea 
waa  calculated  by  aubtracting 
urinary  Ha  ascrotlon  troa  Na 
Intaka  and  axpraaaad  In  aag  par 
Kg,  aithar  poaitiva  or  nagativa 


anta 


Protocol  li 

Maan  artarial  praaauraa  of  tha  two 

noraotanalva  groups  wara  eoaparsbla 

in  cha  control  parled  and  varied 

little  during  SO  and  SL 

Nean  arterial  praaauraa  ot  tha 

hypertenalva  group  tell  during  SD 

and  returned  toward  control  values 

during  SL 

Ha  balance  d^ta  ware  eoaparabla  tor 

the  three  groups,  except  the 

hypertenalvas  lost  aere  Na  during 

SO  than  the  noraotanaivas 

Protocol  3 1 

Mean  arterial  praaauraa  ot  the 

noraotensive  white  group  varied 

little  during  SD  and  SL 

Nean  arterial  praaauraa  ot  both  tha 

noraetaneive  and  the  hypertenaive 

black  groupa  tell  during  SD  and 

roae  during  SL 

Ha  balance  data  ware  eoaparabla  tor 

the  two  noraeteneive  groupa >  tha 

black  hypertensivea  retained  leaa 

He  during  SL  and  did  net  loae  aore 

Ha  during  SD  than  the  aeraotensives 

Spearaan  eorralatiOB  eeettieients 
indicated  that  there  was  no 
aignitieant  ralationahip  between 
erterlal  praaavra  chengee  and  Na 
loaaea  during  SO  or  Na  retentioa 
during  SL  in  either  proteeeX  or  any 
group  


ViDdinga  snggeat  that 
exceaa  dietary  Na  does 
sot  Jeopardise  PP  control 
in  patianta  ea  various 
hypotanaiva  druga 


Tha  authors  noted  that 
group  averages  obscured 
the  heterogeneity  ot  the 
•P  reaponsas 

Spearman  correlations 
auggast  that  aalt- 
aenaitive  (SS) 
hypartenaion  raaulta  not 
troa  tha  aagnltude  ot  Na 
retentioa,  but  troa  the 
preaaor  ■achanisas  evoked 
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TABLK- -COIfriNOlO 


Itudy 


llllott  (!•••> 
(list.  12*) 


Blllaen  ll*t*t 
(■(•f.  14l> 


Study  Daalan 


Data  collsctad  •■ 
part  of  a  1*«3  Co 
l»t4  aurvay  In  North 
London, 'tnflland 

Randoa-'kaapla  of 
•urvay  population 
••lactad  for  atudy  ot 
Ma  varaua  BP 


Honrandoaliad, 
concurrantly 
eontrollad, 
lonoltudlnal  atudy 

Application  of 
Intorvantlon  In  two 
boarding  high  achoola 

■ach  achool  aarvad 
altarnatlvaly  aa  tha 
control  or  tha 
Intarvantlon  achool 
tor  1  achool  yaar 


■ubjacta 


«•  aubjacta 

(3>  mmo,    2*   voaan) 

Agai  40  yaara  and  abev* 

Aga  rangai  41  to  47 

yaara 

Maan  agai  S7.t  yaara 

Dlabatlca  (*  aubjacta) 
and  paopla  taking 
antlhypartanalvo 
•adlcatlon  (f  aubjacta) 
and  dluratlca  () 
aubjacta)  vara  Includad 
In  tha  atudy 


Natheda 


Ma  datarainad  by  a4-heur  arlnary 
Ma  azcratlen 

BP  datorminad  ••  tha  avoraga  of  2 
■aaauraaanta.  1  at  oach  o(  2 
vlalta  an  avaraga  ot  •  1/1  aontha 
apart 


llaaulta 


•P  aoaltorad  aaoag  141 
aubjacta  during  control 
yaara  and  10(  aubjacta 
during  Intarvantlon 
y»ara 


Th«  Ma  latak*  at  atudanta  vaa 
rodvcad  by  IS  to  14%  throaigb 
cbaataa  la  toed  purchaala*  and 
praparatlon  praotlcaa 

•tudonta  war*  not  aalcad  to  changa 
tkalv  aaual  aatlag  hablta 

changaa  In  Ma  Intaka  vara 
dataralnad  by  24-hour  toad 
dlarlaa  vhlch  tlw  atudanta 
coa^latad  patlodleally  durlitg  tha 
atudy 

•P  dotarmlnad  iMakly  aa  CIm 
awaraga  ot  a  ot  1  ■aaauraaaata 


•BP  algnltlcantly  ralatad  to  24- 
hour  Ma  ascratlon,  and  roaulta 
roaalnad  algnlf leant  attar 
adjuataant  tor  aga,  aaz,  and  body 
•aaa  ladas 

DBP  algnltlcantly  ralatad  to  24- 
hour  Ma  axcratloB,  and  raaulta  vara 
bordarllna  attar  adjuataant  tor  aga 
and  muT   and  not  algnltlcant  attar 
adjuataant  for  aga,  aax,  and  body 
aaaa  tadas 

PararaalBobantelc  acid  (rMUi>  aaa 
aaad  to  aoaltor  rallablllty  ot 
coa^lata  a4-hear  vrlaa  collactloa 
aad  tha  atatlacleal  algal tlcaaca 
waa  graatar  tor  tha  avbgreup  ot 
•coavlata  cellaetara*  aa  aaaltora* 
by  BMU 


ant  a 


Klavan  aubjacta  prevldad 
too  34 -hour  urlna 
collaetlona  to  aatlaata 
tha  wlthln-lndlvldual 
variability 

Only  50%  ot  aubjacta  wara 
claaaltlad  aa  •coi^lata 
collactora*  by  PAB» 
ascrotlon 


Xvaraga  np  raducad  by  l.T  la  ■« 
(•S%  eenfldonca  Intarvala  (CI)  • 
-•.4,  -a.».  p«0.00))  on  low-Ma  dlat 

Avaraga  MP  raducad  by  l.S  aa  Rg 
(»S%  CI  >  -4.4,  -a.S,  p>4.44a)  on 
laa-Ha  dlat 

valuoa  wara  adjuatad  tor  gandar  aad 
Initial  BP 


Thara  waa  no  control  tor 
peaalbla  dlttarancaa  la 
asarclaa  lavala  aaong 
atudanta  at  two  achoola 

Thara  waa  no  Indapandant 
aaaauroaant  ot  urinary  Ma 
ascratlon  troa  tha 
baglnnlng  to  tha  and  ot 
tha  yaar  to  docuaant 
changaa  In  Ma  Intaka 

■P  lacraaaad  abova 
baaallna  aarly  In  tha 
yaar  and  than  fall  and 
raaalaod  balow  baaallna 
latar  la  tha  yaar 
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TABLI-  -CONTIMUIO 


■tudy 


•eudy  Oaalgn 


■ub)aet* 


Mwthods 


Tlir*«-pha««  dlatary 
••It  Intarvsntleti 
trial  to  charaetarlB* 
th«  raapoaa*  of 
kypartanalva  Mttanta 
to  dtatary  aalt 


it   wall-aatabllahad 
•dult  hypcrtaaalvaa  (DSP 
>  ••  ■■  Ma  en  1  viaita) 


••It-ttap  Taat  la  thra«  rhaaaa 
(■adlcatlona  and  aubataneaa  that 
Bight  altar  Br  er  aalt  balanc* 
•ar*  dlaeofitlnuad  durlna  tba 
thtaa  phaaaa) 

rhaa*  li  oaraatrletad-aalt 
pbaaai  Mo  raatrtctlona  on  aalt 
lataka  to  eartlty  tha  praaanea  of 
hypartanalon  and  to  docuaant 
euatoaary  aalt  Intaka 

Phaaa  li  Raatrlctad-aalt  phaaai 
LrO«  aalt  dlat  (1  «  aalt  par  day, 
l.a.  <  14  Hol  or  7t0  mg  Ma  par 
day)  to  Idantlty  M  patlanta  who 
could  aalBtala  OSP  <  to  ^  Ha  on 
a  •  aalt  par  day  i 

Phaaa  I^i   talt-atap  phaaai  Mat 
aatabllahad  la  Phaaa  1  (2  g  aalt 
par  day)  eoatlauod  and  aalt  addad 
atapvlaa  (aaeh  atap  laatlag  at 
laaat  1  daya)  la  1  c  lacraaanta 
(IPO  ag  Ma)  to  dataimlaa  tha 
laval  of  aalt  that  trlggarad 
hypartaaalea  la  ladlvldual 
patlaata  (Salt  Kypartaaaloa 
Thraahold) 


Tha  II  patlanta  elaaaltlad  aa  •• 
(MP  «  fo  ^  ■«  oa  aalt-raatrlctad 
dlat)  axparlanead  larga  MP 
daeraaaaa  botwaan  Phaaaa  1  and  3 
(tPPi  (rea  177.1  to  14S.1  la  Mgi 
MPt  troa  10S.4  to  •!.•  aa  ag) 

Tha  Calt  Hypartanalon  Thraahold  tor 
tha  1)  ••  patlanta  rangad  (rea  S  to 
14  g  aalt  (1,}04  to  4,200  ag  Ma) 
par  day,  and  tha  taaulta,  which 
wara  rapaatad  In  11  patlanta  at 
Intarvala  batwaan  2  aentha  and  1 
1/2  yaara  latar,  raaalnad  atabla 
and  raproduclbla  (l.a.,  thay  agraad 
tor  aach  patlant  within  2  g  aalt  or 
700  ag  Ma  par  day) 

Tha  raaalnlag  17  patlanta 
•sparlaaea  aaallar  PP  daeraaaaa 
batwaaa  Phaaaa  1  and  3  (iBPi  troa 
173. J  to  144.1  aa  agi  oaPi  troa 
102. >  to  tu.a   ■■  Bo) 

Body  walght  daeraaaad  la  all  but  3 
patlaata  la  tha  raatrlctad-aalt 
phaaa  and  Ineraaaad  la  all  patlaata 
uatll  thraahelda  wara  raaehad 


Tha  Indapandant 
coatrlbutloa  ot  walght 
ehangaa  waa  not 
avalaatad,  thoa.  It  la 
not  claar  whathar  tha 
obaarvad  BP  ehangaa  ara 
tba  raault  e(  lowar  aalt 
lnta)ta,  lowar  walght,  er 
a  combination  ot  th«  two 

Tha  author  notad  that  tha 
Individuality  ot 
raaponaaa  and  tha  broad 
range  ot  thraaholda  could 
explain  why  aoaa  patlenta 
reapond  to  tlzed  aalt 
doaagaa  and  othera  do  not 
and  concluded  that  tha 
•alt -atap  Teat  aay  be 
uaatul  In  providing 
apeeltlc,  Indlvlduallted 
guldallnaa  tor  dietary 
aalt  raatrletlon 
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Porte  (ItOP) 
(Met.  1J2) 


•tudy  to  evaluate  the 
ettect  ot  a  health 
education  prograa  on 
aalt  reduction  and  BP 
In  two  Batched  rural 
eeiBBunltlaa  In 
Portugal 

Initial  aalt  Intalte 
waa  high  (about  140 
■Ml  or  •.  100  ag  Ma 
per  day)  and  )0%  of 
Indlvldaala  wara 
hyperteaalva  (DBP  • 
er  >  >t  aa  Bg) 


2  vlllagea,  each  with 
abowt  too  lahabltaata 

A  atratlfled  randoa 
aaapla  of  ISO  people  waa 
drawn  troa  each  village, 
coaprlaed  ot  2f  aublecta 
ot  each  gender  la  each 
ot  J  age  groupa  (IS  to 
14,  IS  to  S4,  aad  SS  to 
40  yaara) 


la  tha  laterveatlen  eoaaunlty 
there  waa  a  vlgoroua  health 
educatloa  effort  to  reduce  aalt 
Intalte 

IMpllcata  BP  readlnga  wara 
obtained  troa  aach  Individual  at 
tha  beginning  of  the  atudy,  at  12 
■oatha,  aad  at  34  aontha 


la  the  Intervention  eoaaunlty, 
average  BBP  and  DBP  tell  by  1.4  and 
S.O  aa  Rg,  reapectlvely,  at  1  year 
and  by  S.O  and  S.l  i^  Rg, 
reapectlvely,  at  2  yaara 


In  the  control  ce^ 
•BP  roae  and  DBP  re 


alty,  avaraga 
lined  atabla 


The  authora  notad  that 
tha  dlffaranee  la  treada 
between  the  two 
ceaaunltlaa  waa  highly 
algnltlcant  and  aeeaad  to 
Indicate  that,  at  leaat 
In  thla  high-Intake 
population,  a  decreaaa  la 
aalt  coaauaptloa  aeeaad 
to  have  reaulted  la  a 
alteable  decreaaa  la 
average  BP 
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vftBu-  -  ctiirrzNuto 


to 


•tu4y 


•tudy  Daaton 


(1»»0> 
(li*f.  1«») 


Lronaltudlnal  atudy  of 
•  cohort  o(  chlldron 
In  •  auburbsn  to«m  la 
tho  Motharlanda  to 
•jfaoaa  tho 
•taoelatloo  botvoon 
Na  and  potaaalua 
••^tako  and  ar 


•ubjoeta 


tii  chlldroa 

(10*  bora.    1»  fllrlal 


Ago  ran«oi 
at  aatry 


1  to  IT  yoara 


•aadealy  aoloctod  (ro* 
partlclpanta  In  an 
opldaalologleal 
population  aurvoy  for 
dotoralnlnf  rlak  tactora 
(or  cardlovaacular 
dlaoaao 

Chlldron  with 
oatabllakod  byportonaloa 
■or*  o»clada< 


0111  ll***l 
(*ot.  laT) 


latprvMtlan  tvltl  1" 
vktfh  ta*t*"k*  «!<» 
•oraal  ronln. 
Idiopathic 
hyvoTt«aalo«  war* 
coaparod  vlth 
noraotanalvo  aubjacta 
attar  conauBlng  Na 
Intakoa  of  •.  10*. 
and  24*  po«  l}0». 
),«t8,  and  f.ist  •«> 
par  day  lor  7  daya 


I*   patlonta  with  aoraal 

ranln  Idiopathic 

hypartonalon 

lantlhypartoaalvo 

■adlcatlona 

dlaooatlDood) 

(It  to  IS  yaara  of  a«*l 

•  noraottnalv*  avbjocta 
wlthoot  a  faadly  hlatory 
of  hyportanalon 

I)  woaon.  1  pan) 

12*  to  fl  yoara  of  apa) 


■athoda 


At  loaat  *  yoarly  osaalnatlena 
woro  pado  during  an  avorapo 
followup  porlod  of  T  yaara 

Noaa  l4-ho«r  Ma  aad  petaaalna  waa 
calculatod  troa  «  tlaad  ovornlpht 
urlno  oaaploa  durlnp  tho  yoar, 
and  tho  aedluB/potaaal«a  ratio 
waa  calcalatod 

pp  waa  dotoralnod  at  oacb  vlalt 
aa  tba  avorapa  of  2  roadtn«a 

Individual  alopaa  of  W  ovar  tlaa 
wara  caleulatad  by  llaaar 
rapraoalon  aaalyala 


Raaulta 


All  aubjacta  henoad  oa  a 
■atabollc  unit  aad  fad  a  cooataat 
laocalorlc  dlat  eoatalnlnp  •  aa^ 
(20<  ap)  Na 

Papplaaaata  of  Nacl  wara  ptvan  aa 
followai  IM  aa«  (t.lM  ap  Na» 
par  day  tar  V  daya  (noraal  Ha 
Intaka  af  !••  aa«  or  2,S«*  ap 
Ha) I  no  aupploaaat  for  7  daya 
llaa  Ha  lataka  of  •  aaq  or  200  ap 
Ha) I  aad  240  aa«  (9.S00  ap)  par 
day  tor  •  daya  (klph  Ma  Intafca  of 
14*  aaa  or  >.700  ap  Ha) 


No  alpnltleant  a'aooelatlea  waa 
oboarvad  batwaan  Ha  ascratlon  and 
tba  chaapa  la  mt   ovar  tlaa 

Plpuraa  wara  ad)aatad  for  pondor. 
Initial  apa,  chaapa  la  bolght, 
ebanpo  la  body  wolpht,  aad 
potaaalua  lataka 

•oya  aaaa  24 -hour  Na  ranpad  frea 
41. S  to  2S1.S  awl  (1.400  to  S.OOO 


Plrla  aaaa  24-bour  Na  ranpod  frea 
00. S  to  aiS.l  aaol  (1.000  to  4.000 


TiM  aaaa  yaarly  rlaa  la  n*  tor  tba 
whola  prowp  waa  l.»»  ^  Hp 


ant  a 


■ypartanalva  aubjocta  wara 
elaaaltlad  aa  ••  (aaaa  artartal 
praaaura  Incraaaoa  of  0  to  14%)  or 
aalt-raalataat  (Ml)  (aaan  artarlal 
praaaura  cbaagoa  of  -7  to  *7\)  aa 
copparad  wl(h  porpptpMlva  apblacta 
(aaaa  artartal  praotvra  chaapa*  of 
•  J  ta  *nt)  ia  raapoaaa  to  cbaapoa 
|n  Na  l^^ka 

Haaa  ar  o«  tho  low-No  ralatlva  to 
*ha  hlph-Na  dlat  laeraaoad  la  tba 
pa  hypartanatva  aubjacto  (frea  104 
to  114  ^  ap) .  aad  tha  noraotonalva 
aublaota  (froa  7»  ta  01  aa  bp) .  aad 
raaalaad  balanead  In  tho  aa 
bypartaaalvo  aabjaet*  (114  aM  Id) 
(d«a  ta  olaaalfleatlaa  acbaaa  la 
ahlck  ar  lacraaaaa  aad  daaraaaaa 
wara  aat  ta  ba  a««al) 


Dietary  potaaalua  and  tha 
ratio  of  dietary  Ma  to 
potaaalua  wara  ralatad  to 
tho  rlao  la  aa  la 
chlldraa,  and  tha  authora 
coacludod  that  thaao 
valuoa  aay  ba  laportant 
In  tha  aarly  pathopoaaala 
of  prlaary  bypartaaalon 

alphor  potaaalua  lovola 
wora  aaaoelatod  with 
lewor  aaaa  Bar  alopaa 
ovar  tlaa 

■Ighar  aodlna/potaaalua 
ratloa  wora  aaaoclatad 
with  praatar  cbaapaa  la 


Tha  authora  aotod  that 
owparaer««l  Ha  ratantlon 
pad  a  tpllura  to  auppraaa 
adranaraic  activity  aay 
asplaia.  la  part,  tba 
pboooaaaoa  of  aalt 
aaaaltlvlty  of  aP  la  at 
pattaata  aad  aay  alaa  ^ 
factor*  la  tha 
patbopaaaala  of 
hypartaaoloo  In  thla 
oukaat  of  tndlvt^uplp 
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TAaui- -cotrriMoso 


study 
N*  U*«l) 

(it«r.  1}*) 


study  Oa«l«n 


Study  to  lnv«*tlg*t* 

th«  talattonahlp  o( 

Ha,  potasdua, 

calclua,  and 

■•anaalua  to  tP  In  4 
"group*  of  Southarn 
.  chtnaaa  Ban  with  a 
-jvlda  ranga  of 

alactrolyta  Intakaa 

study  conductad  In 
Puga  County,  Sichuan 
Provlnca,  Paopla'a 
Rapubllc  of  China 


Subjaeta 


4  groupa  of  sani 

11*  hlgh-Bountaln  Tl 

faraara, 
114  Bountalnalda  Tl 

faraara, 
I*  rl  paopla  who  had 

■igratad  to  tha 

county  aaat, 
f  Han  paopla  who  wart 

natlva  raaldanta  of 
tha 

county  aaat 


Matboda 


Pour  olactrolytaa  wara  aaaaurad 
In  tha  dlat,  blood  aarua,  ^d 
urlna 


Kasult* 


Na  azcratlon  waa  71. »  ^kol  (1,700 
■gl  par  24  boura  In  hlgb-aountaio 
Tl  taraata,  117.*  aw)!  (2,700  ag) 
par  24  houra  In  •ouatatnald*  Ti 
taraara.  IS*. 4  ^wl  (1,700  ag)  par 
24  beura  In  Tl  algranta,  and  1*4.0 
HBol  (4,100  ag)  par  24  boura  In  tb« 
■an  paopla 

In  acological  corralatlon  aaalyala, 
dlatary  and  urinary  Ma  wara 
algnlflcantly  and  posltlvaly 
corralatad  with  bocb  9»f   and  MP. 
wharaaa  aarua  Ma  abovad  no 
ralatlonablp  to  BP 

Analyala  at  tha  Individual  laval 
conflraad  tha  raaulta  aaoa  at  tha 
acological  laval 

Thaaa  fladlag*  paralatad  aftar 
eoatrelllag  tor  ago.  body  aaaa 
lodlcaa,  haart  rata,  alcohol,  aad 
total  oaargy  latak* 

In  aultlpla  ragrosaloa  analyala,  aa 
iBcraaao  la  Na  latak*  of  100  aaol 
(2,100  ag)  par  day  eorraapoadad  to 
an  laeraaaa  of  2.1  aa  Mg  SPP  and 
1.0  aa  Pg  dsp 


ant  a 


Tha  autbora  aetad  that 
tha  raaulta  ara 
conslatant  with  tha  vlaw 
that  a  dlat  lew  In  Ma  aay 
pravant  tha  davalopaaat 
of  hypartaaalon 
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TULB  •  -  CONT I HUKO 


S(udy 


Study  twalgn 


(1**1) 
(Rat.  If) 


KtP  data  ttom  « 
••Iglan  aurvaya 
conductad  batvaan 

.1**7  and  l**t  vara 

.  raanalysad 


tubjacta 


). )]•  aubjacta 

1**7  atudyi  fio 
aubjaeta 

1*71  atudyi  )«« 
aurvlvora  of  1««7  atudy 

j»7j  to  1*77  atudyi  Iti 
aubjacta 

l*tO  to  l*»*   atudyi 
l.Cei  aub)aeta 

l»7»  to  !*••  atudyi  it* 
aubjact* 

!*•«  atudyi  1(2 
aub)acta 

Manga  of  aaan  aaoa  of  ( 
oroupai  7«  to  tl  yaara 


Mathoda 


All  Na  dataralnationa  ttoB  24- 
hour  urlna  aaaplaa  wara  parforaad 
uatna  tha  aaaa  aatheda  and  la  tha 
aaaa  laboratory  uaad  In  tha 
IHTUKALT  acudy  (Kaf.  17) 

Data  vara  analyiad  by  ao*  group* 
and  tha  aga  groupa  uaad  vara  tha 
aaaa  a*  thoaa  uaad  In  tha 
tmilKAl.T  atudy 


Maaulta 


Valuoa  ara  tor  tha  changa  batwaan 
1*«7  and  l*l«i 

Tha  aaan  atandardltad  3«-heur  Ma 
oseratlon  daeraaaad  troa  2*9  to  !•• 
■■ol  («,100  to  1,700  ag)  In  aan  and 
(roa  ]0t  to  1*0  BBsl  (4,000  to 
S,700  aol  Id  woaan 

Maan  tar  daeraaaad  frea  !«•  to  1«3 
IB  Rg  In  aan  and  frea  171  to  147  m 
Rg  In  woaan 

Tha  pravalanea  of  hypartanalon  («•» 
abora  It*  aa  Bg)  daeraaaad  troa  il% 
to  21%  la  aan  and  *t\   to  }>\  In 
■oaan,  "and  aavora  hyvartaaaloa  (nr 
>  220  la  Rg)  naarly  dlaappaarad 

Tha  proportion  of  aubjaeta 
racalvlng  traataant  for 
bypartanalen  Ineraaaad  frea  10%  to 
1<\  m  aan  and  troa  10%  to  4l\  In 


••P  wa*  algnlfleantly  and 
Indapandantly  ralatad  to  Ha 
axcratlen  In  tha  1»«7  and  1*73 
atudlaa 


Mathodologia*  wara 
alallar  but  not  Idantlcal 
batvaan  tha  atudlaa,  and 
dlttorancaa  would 
Ineraaaa  variability 

only  aaP  waa  conaldarad 
bacaua*  DRP  dacraaaaa 
with  aga  In  tha  aldarly 

During  tha  aaaa  parlod, 
body  aaaa  Indas  Ineraaaad 
1 . 1  kg/a'  In  aan  and 
roaalnad  unchangad  In 
woaan,  tharafora 
dacraaaaa  In  Rr  cannot  bo 
aaerlbad  to  changaa  la 
body  aaaa  Indaa 

Troataaat  tor 
hyportanalon  Ineraaaad, 
and  Ma  latako  daeraaaad 

Tha  author*  calculatad 
that  tha  Ineraaaa  In 
hypartanalon  traataant 
and  tha  dacraaao  la  Ma 
Intaka,  takan  togathar, 
could  account  for  tha 
ebaarvad  changaa  In  ••*, 
but  that  nalthar  factor 
alona  wa*  aufflelant 

Tha  author*  coneludad 
that  th*  daeraaaa  In  SRP 
In  BalgluB  wa*  lafluanead 
by  tha  eoablnad  affaeta 
of  aora  and  battar 
traataaat  for 
hypartanalon  and  a 
daeraaaa  In  Na  Intaka 
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TABU-  -  COHTXMUSD 


Study 


Rhaif 
IHaf . 


I}*) 


(ll«t.  140) 


Study  D*«lan 


Croaa- •actional 
axa&lnatlon  of  tha 
ralatlonahlp  batwaan 
dlatary  Na  and 
potaaaluB  Intaka  and 
■P  aatlaatad  froa  24- 
hour  dlatary  racall 
aaon0  aaabara  of  a 
datlnad  gao^raphlcal 
ration  In  Southarn 
California 


Sub)aeta 


obaarrar -blind, 
controllad  trial 
atudylng  tha  atfact 
of  a  low-Ha,  low-tat. 
hl0h-ribar  dlat  In 
allowing  a  raduction 
of  antlhypartanalva 
aadlcatlon  aa 
coaparad  with  tha 
•ffact  produead  by 
tha  individual 
eoaponaoca  of  thta 
dlat 

study  conduetad  In 
tha  Unltad  Rlngdoa 


St4  Ban  and  TIS  wo— n 

Aoat  30  to  7*  yaara 

Oaographlcally  daflnad, 
uppar  Blddla  claaa, 
whlta  population 


1*4  patlaots  with 
aatabllahad  hypartanalon 
^OB^   >  «5  ■■  Rg  OB  at 
laaat  1  occaalens) 


Nathoda 


A  34-hour  dlatary  racall  waa 
obtalnad  by  a  cartlflad  dlatlelan 

Tha  raw  a4-hQur  dlatary  racall 
data  wara  codad  for  nutrlant 
Intaka  by  tha  Hutrltlon 
Coordinating  Cantar,  Unlvaralty 
of  Mlnnaaota,  using  thalr  1*41 
co^utarltad  data  baaa 


Raaulta 


Patlanta  wara  alloeatad  to  tha 
following  groupa,  kaaplng  tha 
obaarvar  blind  to  group 
allocation! 

oroup  A  (control )■  no  changa  In 

dlat  (n«41) 
group  •  (hlgh-flbar  dlat)i  40 
to  4S  g  aolubla  and  Inaolubla 
flbar  par  day  (n>4]) 
group  C  (low-Na  dlat)i  44  to  50 
■K>1  (f30  to  I.ISO  ag)  Na  par 
day  (n«]0) 
group  D  (lew-fat  dlat)i  IS  to 
7i\   calorlaa  aa  tat  par  day 
with  no  changa  to  tha  tft   or 
M/S  ratloa  (n«4]) 
group  I  (eoablnation  low-Ma, 
low-tat,  hlgh-flbar  dlat)  40 
to  4S  g  flbar,  40  to  SO  ■»! 
I*}0  to  I.ISO  agl  Na.  ]I  to 
i%\   calorlaa  aa  fat  par  day 
(n-40) 


Aga-adjuatad  ssr  and  DBF  corralatad 
algnlflcantly  with  dlatary  Na 
Intaka  In  aan,  but  not  In  woaan, 
and  with  tha  aodlua/potaaalua  ratio 
In  both  Ban  and  woaan 

Tha  ralatlonahlp  waa  apparant  ovar 
tha  whola  ranga  of  ar  and  dlatary 
Intakaa 

A  aarkad  aga  gradlant  waa  apparant 
In  aani  tha  ragraaalon  alopa  for  BP 
varaua  aodlua/potaaalua  ratio 
Incraaalng  with  Incraaalng  aga, 
•uggaatlng  Incraaalng  aaaaltlvity 
to  dlatary  aodlua/petaaalUB  ratio 
with  aga 

Adjuataanta  for  intakaa  of  ethar 
dlatary  varlablaat  including 
calorlaa,  protaln.  carbohydrataa, 
aaturatad  fat,  alcohol,  calcluB, 
and  flbar;  did  not  altar  tha 
ralatlonahlp. 

Adjuataanta  tor  body  aaaa  Indax 
raducad  tha  atrangth  of  tha 
aaaociation  in  woaan  but  not  in  aan 


anta 


Tha  authora  notad  that 
tha  raaulta  aupport  tha 
hypothaala  that  Ha  and 
potaaaluB  ara  ralatad  to 
Br  within  a  population 


In  tha  control  group,  a  33% 
raduction  in  Badleation  waa 
peaalbla.  with  34%  of  patlanta  oft 
■adlcation  altogothar 

Tha  low- fat,  hlgh-flbar,  and  lew-Na 
groupa  ahowad  largar  raductlona  in 
■adlcation  (3M.  47%,  and  4S%, 
raapactlvaly,  but  tha  raaulta  wara 
not  algnlflcant  whan  coaparad  with 
tha  control  group 

Tha  eoablnation  group  had  tha 
largaat  aadlcation  raduction  (44%) 
and  tha  dlffaraaca  waa  highly 
algnlflcant  whan  ceaparad  with  tha 
control  group,  and  algnlflcantly 
■ora  patlanta  in  this  group  atoppad 
thalr  aadlcation  altogathar  (S7.S%) 
whan  coaparad  with  tha  control 
group 


Tha  authora  notad  that 
tha  flndlnga  ara 
alghiflcant  bacauaa 
nagattva  alda  affacta  of 
drug  traataant  Bay  ba 
raducad  by  lowarlng  drug 
doaaa  and  aaklng 
cerraaponding  changaa  in 
dlat 
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study 


Nlllsr  |l«lt) 


ravak  (1**0) 
mat.  I4ti 


study  Daalgn 


Inlarvantlon  atudy  to 
datatsln*  whathar 
•odaat  dlatary  Na 
raatrlctlon  In 
childhood  taaulra  In 
hatatoganaoua  ehana** 
In  **   raaponaa 

StSdy  eonductad  in 
Indiana 


Subjacta 


14*  haalthy, 
notaotanalva  cMldran 
(«4  boya.  as  glrla) 


Intarvantlon  atudy 

objaetlv*  aaaauraa  of 
■r  aanaltlvtty  to  a 
7a-hour  aalt 
daplatlon  wara 
•valuatad 

Salt-aanaltlvlty  «aa 
daflnad  aa  a  dactaaaa 
In  Dsr  attar  aalt 
daplatlon  and  aaa 
aatlaatad  by  both  34- 
hour  aabulatory  and 
offlra  ap 


Study  eonductad  In 
Swadan 


)t  Blld  hypartanalvaa 
(If  Ban  and  3*  woaan) 

Maan  aaai  4t  yaara 
Haan  body  aaai  Indaxi 

af  .1 

Aetlv*.  aotklng  paclant* 
«lth  Bild.  untraatad 
hypartanalon  mta 
racrultad  froa  a 
■eraanlng  of  public 
haalth  aarvlca  aaployaaa 

Th*  duration  of  known 
incraaaa  ot  »r   vaa  T.l 
yaara 
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TABU  -  •  com  INUIO 


to 

09 


Mothoda 


Raaulta 


ant* 


Baaalln*  Br  and  34-heur  urinary 
Na  war*  datarslnad  prior  to  NB 
raatrlctlon  to  aarva  aa  control 
data 

Paklllaa  raealvod  tnatructloita 
daalonad  to  aid  thaa  In 
raattlctlng  thalr  dlatary  Ha 
Intaka  to  a  a<»i  «(  *<>  ibo^ 
(l.liO  BO)  par  day  j 

raaJ 11 aa  vara  ancouragad  to 
■alntaln  thalr  uaual  dlatary 
practlcaa  ao  that  othar  dlatary 
conatttuanta  (l.a.  potaaalua  and 
calorlaa)  would  net  b*  altarad 

Dlatary  raatrictlona  laat«d  tor  i 
■ontha 


■alt  daplatlon  atartad  with  • 
■ornlng  tureaaslda  (••  aa)   tablat 
and  eontlnuad  for  7  3  houra  with  a 
lew-aalt  dlat  conalatlng  ot 
unprocaaaad  rlca,  potato**, 
(rulta.  vagatablaa,  and  about  S  1. 
ot  tap  wacar 

Na  datarmlnad  by  24 -hour  url  m 
collaetlea 

BP  datarmlnad  batora  and  attar 
aalt  daplatlom  }4-bour 
aabulatory  BP  waa  racordad  ] 
tlaaa  par  hour  en  tha  laft  ara 
uaing  an  oacllloaatrle  aonltor; 
and  •  paira  et  alttlng 
auaeultatory  and  oaellleaatrle 
praaauraa  war*  racordad  In  randOB 
ordor  In  tha  Bornlnga,  at  tho 
atart,  and  at  tha  and  of  th«  34- 
hour  BP  record Inga 


Na  axcratien  waa  dacraaaad  during 
tha  atudy  period  in  both  boya  (troB 
lia.B  BBol  or  2,*BB  ag  to  Sl.S  laol 
or  1,310  ag)  and  glrla  (troa  01.1 
^1  or  a,0*t  ag  to  41.1  anl  or 
•40  BO) 

changaa  in  tBP  ware  not  algnifleant 
in  either  eat  but  teaalea  ahowed  a 
decreaae  (p  <  COS)  in  OBP  and  aaaa 
actual  praaauraa 

Bacauae  BP  in  children  la 
correlated  with  age  and  body  aite, 
Bultlple  linear  ragreaalon  waa  uaed 
to  ad)uat  BP  level  a  tor  age  and 
weight,  and  theae  analyaaa  yielded 
aaall  but  aignlticant  deereaaea  la 
•BP,  DBP,  and  arterial  praaauraa 


Tha  authors  noted  that 
the  reaulta  auggeat  that 
coarlienc*  >ith  aedaat  Na 
reatriction  doea  not 
conaiatently  lower  BP  in 
Boraotenaive  children 


Average  34-hour  Ha  deereaaed  by 
IT.s  aael  (400  ag) 

Average  body  weight  deereaaed  by 
S.1% 

Average  BBP  deereaaed  •loBlticaatly 
uaing  all  >  typea  ot  BP 
■aaautaBaata 

Average  OBP  changed  little,  and  a 
atatlatlcallr  aignlticant  decreaae 
wea  obaarved  only  by  the 
eacilloaatrlc  aathod. 


study  duration  waa  ahort 
(71  houra) 

individual  eatlaatea  of 
ealt-aenaltlvlty  varied 
widely  and  were  dependent 
oa  the  type  et  BP 
aaaataraaent  eavXoyed 
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mMlM-  -COKTINUXO 


•occhtnl 

•tu4y  Design 

aub)aeta 

Nathoda 

Kaaulta 

Ceaaanta 

■tu4y  to  ■•••ura  Br 

«o  obaaa  adolaacanta 

■anattlvtty  to  Na  waa  avalAatad 

Whan  changad  froa  tha  hlgh-aalt  to 

Tha  authora  aotad  that 

ll***l 

raapoaa*  In  obaa*  and 

(10  to  l(  yaara  old) 

by  giving  all  aubjacta  a  hlgh- 

tha  low-aalt  dlat,  tha  obaaa  group 

tha  raaulta  auppert  tha 

(*•€.  11)1 

nonotoaaa  adolaacanca 

(Moan  agai  11  yaara) 

aalt  dlat  (>  ISO  ■M>1  or  S.TOt  ■« 

bad  a  algnlf leant  dacraaaa  la  aaan 

hypothaala  that  tha  BP  of 

•ftar  auecaaalva  )• 

Na  par  day)  for  two  waaka. 

artarlal  praaaura  (froa  03  to  to  ■■ 

obaaa  adolaacanta  la 

waak  parloda  ot  a 

It  nonobaaa  adolaacanta 

follewad  by  a  lew-aalt  dlat  (<  90 

ag>  ralatlva  to  Inalgnlflcant 

aaaaltlva  to  dlotary  Na 

hl^H-aalt  dlat  and  a 
!<«;_•« It  dlat,  and  to 

(10  to  1«  yaara  old) 

■Bol  or  700  ag  Na  par  day)  for 

changa  la  tha  nonobaaa  group  (froa 

Intaka,  and  that  thla 

(Naan  agai  12.t  4  yaara) 

two  waaka 

7«  to  77  aa  ng)(p  <  0.001) 

aanaltlvlty  aay  ba  dua  to 

cnapara  taaulta  (or  a 
•ubaat  of  tha  obaaa 

Tha  lew-aalt  dlat  waa  forwilatad 

Aftar  tha  walght-leaa  prograa,  tha 

tha  coablnad  affacta  ot 
hyparlnaullnaala. 

adolaacanta  batora 

to  contain  tha  aaaa  caloric 

1«  aubjacta  who  loat  aera  than  1  kg 

hyparaldoatarenlaa,  and 

and  altar  a  ]0-«aak 

Intaka  aa  tha  hlgh-aalt  dlat 

ot  body  walght  (avaraga  walgbt  leaa 

Incraaaad  activity  ot  tha 

might -leas  prograa 

7.1  kg)  had  a  raducad  aanaltlvlty 

ayapathatlc  narvoua 

To  aaaaaa  coarllanca  with  tha 

of  •»  to  Na 

ayataa  that  ara 

dlata,  }4-hour  food  racorda  wara 

charactarlatlc  of  ebaalty 

ravlawad  and  34-hour  urlna 

aaaplaa  wara  collactad  on  tha  day 

bafera  tha  outpatlant  taatlng 

A   aubaat  of  tha  obaaa  adolaacanta 

(«1  aubjacta)  wara  alae  atudlad 

bafora  and  aftar  a  20-waak 

walght-loaa  prograa 

Khor*  (lt**t 

Handoaliad,  creaaovar 

•  hypartanalva 

A  low-aalt  dlat  (10  aw)!  or  110 

Nlth  both  Na  aalta,  urinary  Na 

Dlffarancaa  In  tha 

(Mat.  12«) 

atudy  to  Invaatlgata 

outpatlanta  (Oar  batwaan 

■g  Na  and  to  bboI  potaaaluB)  waa 

amcratloB  Incraaaad 

dlatrlbutlen  •€   tha 

tha  affact  of 

to  to  110)  alth  no 

provldad 

ratalaad  Na  aay  hava 

aupplaaantlng  a  lo«- 

hlatory  of,  and  no 

Tha  ealculatad  aaouat  of  Na 

eoatrlbutad  to  tha  Br 

Na  dlat  with  althar 

clinical,  or  blochaalcal 

Aftar  i   daya  on  tha  low-aalt 

ratalaad  waa  alallar  tor  both  tha 

raapeaaaa 

Nacl  or  aodlua 

avldanea  of  ranal  or 

dlat,  tha  dlat  waa  aupplaaantad 

Nacl  and  tha  aodlua  phoaphata 

phoaphata 

haart  dlaaaaa 

with  Na  for  an  additional  parlod 
of  S  daya.  tollowad  by  anothar  $- 

parleda 

Tha  authora  netad  that 
tbaaa  fladlnga  auggaat 

•tudy  conductad  In 

ratlanta  had  althar 

day  parlod  of  tha  low-aalt  dlat 

Xncraaaaa  In  gp  occurrad  with  tha 

that  tha  anion  aay  ba 

tha  Unltad  Ktngdoa 

racalvad  no 

alona,  and  a  aacond 

addition  of  Nacl  to  tha  low-aalt 

iH^ertant  in  tha  Br 

ant 1 hypartanalva 

aupplaaantatlon  parlod  ot  S  daya 

dlatf  howovar,  no  changa  la  »t 

raapoaaa  to  Na  loading  In 

•adlcatlon  or  auch 

occurrad  with. tha  addition  ot 

patlanta  with  aaaantlal 

•adlcatloB  had  baan 

Tha  Ha  load  waa  glvan  aa  Nacl 

aodlua  phoaphata 

hypartanaloa 

withdrawn  for  at  laaat  ] 

(dally  Ha  Intaka  120  aaol  or 

waalca  prior  to  tha  atudy 

J. 7*0  ag)  or  aa  Ha  In  tha  - 
praaanca  of  othar  anlona,  aalnly 

Patlanta  had  DBr  batwaan 

phoaphata  (dally  Na  Intaka  12a 

to  and  110  ■■  Hg  whan 

BW>1  or  2,000  ag) 

racalvlng  no  aadlcatlon 

Thraa  patlanta  racalvad  Nacl 
aupplaaantatlon  flrat 
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TAMiB--COIRXIRIID 


atudy 


full Ivan 
<B«f.  110) 


•tudy  0*slan 


Dlatary  Intamntloa 
■ta4y  ee  IdantKy 
Boraotanatva  and 
bordarllna 
hypartanalva 
Individual*  «hoa*  SP 
roaa  In  raaponaa  to 
Incraaaad  dlatary  Na. 
to  datatmina  tha 
haaodynaKlc  aachanlaa 
caoalng  tha  Incraaaa 
In  ar,  to  Idantlty 
otbor  charactarlatlea 
of  tha  Ma-or  aalt- 
aanaltlva  (•«) 
Individual,  and  to 
dataralna  If  tha  Ma- 
Ittduead  Incraaaaa  la 
•r  paralatad  with 
tlaa 


•ub]aeta 


ti   bordarllna 

hypartanalva  aubjacta 
(DBF  ganarally  <  to  ■■ 
Kg,    but  >  *0  m  ■«  OB  at 
laaat  1  occaalona) 

*a  noraotanalva  aubjacta 


Mathoda 


Trlala  of 

Nypartanaloa 

Pravantloa 

<TOIIP) 

Collaboratlva 

naaaareh  oroup 

u»»a> 

IKaf.  12t) 


Mandoaltad  control, 
■ultleantar  trlala 


a.ltl  nerBOtaaalv*  (Cari 
!•  to  ••  la  ■«)  aubjacta 
(7M  aan) 

Agai  it   to  S4  yaara 
Avaraga  agai  41  yaara 


•ubjacta  wara  atudlad  whlla 
followina  thalr  usual  dlata 
(ollomd  by  «  daya  of  a  10  aa^ 
(210  ag)  Na  and  «0  arag  potaaalua 
dlat,  and  again  aftar  a  daya  of 
thalr  uaual  dlata  tellowad  by  4 
daya  of  a  300  sag  (4,(00  ag)  Ma 
and  40  Bag  potaaalua  dlat 

Attar  asaalnlng  tha  dlatrlbutlon 

of  raaponaaa.  a  S\   Incraaaa  la  PP 

froa  tha  310  ag  Na  to  tha  4,(«0 

ag  Na  atata  waa  aalactad  aa  a 
•aaaura  of  ■• 

A  subaat  of  noraotanalva 
aubjacta,  ehoaan  froa  tbo  Na- 
raalatant  Dorw>taBalva  aubjacta 
who  agraa  to  partldpata, 
tellovad  a  dally  dlat  eeatalnlng 
about  aoo  aag  (4,400  ag)  Na  and 
wara  tollowad  for  13  aontba 


Thraa  llfa-atyla  ebanga  groupa 
(■•Igbt  roduetloB,  Na  raduetlon, 
and  atraaa  aanagaaant)  wara  aach 
eoavarad  with  unaaakad 
aoBlBtarvaatloB  eoatrols  evar  14 
aoatha 

Pour  nutritional  supplaaant 
groupa  (ealclua,  aagnaalua, 
potaaalua,  and  fiah  oil)  wara 
aach  coaparad  alngly.  in  doubla- 
bllnd  taahloo  with  placabo 
control a  evar  4  aontha 

Tha  prlaary  outcoaa  aaaaura  waa 
ehanga  In  DSP  froa  baaallna  to 
final  followup,  aaaaurad  by 
bllndad  obaarvara 

gaeoadary  enteoaa  aaaauraa  wara 
changas  in  BPP  and  intarvantiea 
eoaplianoa  aaaauraa 

Na  raduetlon  intarvantioBa 
foeuaed  on  shopping ,  cookingt  and 
food  salactioB  bahaviera  aiaad  at 
radueing  intaka  of  Ma 

No  racoaaandatlona  ragarding  Na 
wara  glvoa  to  waight  raduetlon 
participants         


Tha  pravalanea  of  ••  was  higbar  in 
blaeks  tlian  in  whltaa  and  graatar 
in  hypartanaivaa  than  in 
Boraotansivaa 

Haan  PP  roaa  on  tha  bigh-aalt  dlat 
as  eeavarad  with  tha  low-aalt  diat 
in  tha  ••  population  (incraaaa  of 
4.S%)  aa  eea^arad  with  tha  Na- 
raaiatant  population  (OX) 

■P  waa  not  found  to  riaa  during  tiM 
long-tara  atudy  baeausa  total 
paripharal  raaiataaea  tall 
proportioaataly 


•nta 


Tha  authora  spaculatad 
that  thara  aay  ba  a 
ganatic  basis  for  tha 
rasponsa  to  Ha,  baeauaa 
tha  obaarvad  changaa 
rasaablad  thoaa  raportad 
in  tha  Dabl  ••  rat 


la  tba  Na-raduetiOB  and  waight- 
raductioB  groupa,  both  B«P  and  gpp 
wara  eenaistantly  raducad  In  tha 
aetiva  intarvontion  groupa  whan 
eeaparad  to  tba  eoatrela 

In  tba  Ha-raduetioB  group,  tba  aaaa 
daeraaaa  in  Na  azeratioa  waa 
constant  at  about  SS  to  40  iBol 
(1,100  to  1,400  ag)  par  34  beura  at 
4,  12,  and  14  aontha 

At  tba  and  of  tha  study,  tha  »P 
dacraaaaa  in  tha  Na-raduetlon  group 
wara  O.f  aa  ag  DBP  (p<O.OS)  and  I.T 
^  Ng  gpp  (p<0.oi|.  whlla  in  tha 
waight  radnetien  group,  thay  wara 

3.1  ■■  ag  oar  and  3.t  la  ag  SPP 

(p<4.01  tor  both) 

Changaa  in  ap  tor  atrass  aanagaaant 
wara  aaall  and  ineonaiatant  in 
diraetioo 


Cogvllanca  with  tba  thraa 
lita-atyla  iatarvantions 
waa  aatistaetery,  both  in 
taras  of  attandanca  at 
cenasaling  saaslooa  and 
in  raaebing  apacitie 
goals 

Tba  authors  eeneludad 
that  tha  aagnltada  of  tha 
PP  raduetiona  with 
changas  in  body  waight 
and  Na  intaka  could  hava 
a  avbstantial  banafit  in 
radueing  tba  ineidanea  of 
hypartanaioB,  and  on 
cardiovascular  aerbidlty 
and  aortality 
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TASbB-  -COMTXNUKD 


•tudy 

■tudy  Daalan 

■ubjacta 

■athoda 

Raaulta 

Couaanta 

v*lnb«ra*r 

Thr*«  atudlsa  to 

■tudy  li   2* 

Kapld  Ha-aanaltlvlty  taat 

•tudy  li   Tha  av  raaponaa  waa 

Tha  authors  notad  that 

U«91) 

elaaalty  aub)acta  aa 

hypartanalva 

daacrlbadt  Coaparlaon  of  BP 

raprodttclbla  In  2i  Indlvlduala  who 

aalt-aansltlvlty  appears 

|II*C.  141) 

Bt   or  •*,  to  avalttat* 

(aotlhypartanalva 

raapona*  attar  rapid  Ineraaaa  la 

vara  taatad  twlca  within  a  12-Boatta 

to  be  a  raprodttclbla 

tha  ralatlonahlp  of 

■adlcatlon  or  BP  > 

astraeallular  fluid  voluaa  an4  Ma 

parlod  (r>.S«i  p  <  0.002) 

as  and  all  to  aga,  and 

140/»0)  and  noraotanalva 

balanca  ualng  an  Intravaneua 

related  to  the  aga- 

tha  avaluata  tha 

(•r  <   1«0/*0)  aubjaeta 

Infualon  of  2  L  aallna  (•••X) 

•tudy  2i   aalt-aanaltlvlty  of  ar 

aaaeclatad  Increaae  In  ar 

changaa  In  ar  evar 

ov*r  4  houra  varaua  Ma  and  voluaa 

Ineraaaad  algnlflcantly  with 

which  la  cbaracterlatle 

tlaa  of  Indlvlduala 

■tudy  2i  liO 

daplatlon  Inducad  by  Intaka  of  10 

Incraaalng  aga  In  tha  antlra 

of  Induatrlalliad 

elaaaltlad  aa  •■  or 

hypartanalv*  and  4)0 

■Bol  or  2)4  ag  Ma  and  furoaaald* 

population  (n-f<0;  r«  -0.)0r 

aocleties 

* 

M 

noraotanalva  aubjacta 

ovar  1  day 

p  <  0.001)  and  waa  aora  atrlklag  la 

•  A 

A  ••  raapenao  waa  daflnad  aa  • 

hypartanalva  aubjacta  In  whea  a 

The  authors  noted  that     . 

en 

vaad  a  Ma  and  voIum 

■tudy  )i   11 

dacraaa*  la  aaan  artarlal 

prograaalva  Ineraaaa  In  ••  with 

aalt-saaaltlvlty  can  be    ' 

c> 

aspanalon  and 

hypartanalva  (10  (S,  ) 

praaaur*  of  10  ■■  Bg  or  graatar. 

dacadaa  waa  aaan  than  In  tha 

abowB  to  be  a  predictor    1 

contraction  protocol 

•R)  and  li  noraotanalva 

and  a  ■R  raapooaa  waa  daflnad  aa 

■oraotanalvaa  la  whea  ••  waa  act 

of  aubaequent,  age- 

In  aaklna  both  croaa- 

(t  •■,  12  ■R) 

a  changa  In  aaan  artarlal 

aaan  until  tha  sixth  dacada 

related  ar  increase 

aactlonal  and 

praaaura  of  S  ■■  ng  or  laaa 

longi tudlna) 

•tudy  )i   ••  aubjacta  had  a 

obaarvatlona 

■tudy  It   Tha  ar  raaponaa  waa 
atudlad  twlea  within  a  12-aDnth 

significantly  graatar  Ineraaaa  la 
•ap  and  oar  ovar  tlaa  than  •> 

■tudy  eonductad  Id 

parlod 

aubjacta 

Indiana 

■tudy  2 1   Tha  ar  raaponaa  waa 
atudlad  to  avaluata  tha  Induanea 
of  aga 

•tudy  )■   ar  changaa  evar  a 
parlod  of  10  yaara  or  aora  wM* 
atudlad 

, 
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I 

e. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  101, 102. 130, 135. 136. 
137, 139, 145, 146, 150, 152, 155, 156, 
158, 160. 161. 163. 164, 166, 168.  and 
169 

(Docket  No.  90N-0361] 

RtN0905-AO08 

Food  Labeling;  Declaration  of    • 
Ingredients 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  its 
food  labeling  regulations  to  make 
ingredient  labeling  more  useful  for 
consumers.  The  agency  is  also 
responding  to  the  Nutrition  Labeling 
and  Education  Act  of  1990  (the  1990 
amendments),  which  amended  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  by  requiring  the  listing  of  the 
common  or  usual  names  of:  (1)  All 
ingredients  in  standardized  foods  and 
(2)  all  color  additives  required  to  be 
certified  by  FDA. 

In  addition,  this  document  will:  (1) 
Permit  inclusion  of  the  food  source  in 
the  names  of  the  sweeteners  deHned  by 
the  food  standards  in  §§  168.110  and 
168.111  (21  CFR  168.110  and  168.111) 
(i.e..  "com  sugar  anhydrous"  and  "com 
sugar  monohydrate"  would  be 
permitted  in  addition  to  names  already 
provided  for  in  §  168.110(b)  ("dextrose 
anhydrous"  or  "anhydrous  dextrose") 
and  §  168.111(c)  ("dextrose 
monohydrate"  or  "dextrose"));  (2) 
require  the  declaration  of  all  protHin 
hydroiysates  (hydrolyzed  vegetable 
protein  and  others),  including  the 
identification  of  the  food  source,  e.g., 
"hydrolyzed  com  protein."  in  the  list  of 
ingredients;  (3)  require  identification  of 
a  caseinate  (e.g..  sodium  caseinate)  as  a 
milli  derivative  when  used  in  foods  that 
claim  to  be  nondairy  foods;  (4)  provide 
a  uniform  format  for  voluntary 
declaration  of  p)ercentage  ingredient 
information;  (.*))  require  label 
declaration  of  sulfiting  agents  that  have 
a  functional  effect  in  a  standardized 
food  or  that  are  present  in  a 
standardized  food  at  a  detectable  level 
of  10  parts  per  million  (ppm)  or  more; 
and  (6)  provide  certain  exemptions  from 
the  requirements  for  listing  the  specific 
common  or  usual  names  of  preservative 
coatings  on  fresh  frtiits  and  vegetables. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  is  publishing  a  final 


rule  under  the  provisions  of  section 
701(e)  of  the  act  (21  U.S.C.  371(e))  to 
establish  and  amend  the  ingredient 
labeling  requirements  within  the 
standards  of  identity  for  dairy  products 
(parts  131, 133.  and  135  (21  CFR  parts 
131. 133,  and  135))  and  maple  sirup 
(syrup)  (§168.140  (21  CFR  168.140)). 
Also  in  this  issue  of  the  Federal 
Register,  the  agency  is  publishing  a 
proposed  rule  to:  (1)  Amend  the 
ingredient  labeling  requirements  within 
the  standard  of  identity  for  canned  tima 
(§  101.190);  (2)  amend  the  common  or 
usual  name  regulations  for  protein 
hydroiysates  (|  102.22)  to  require  the 
term  "contains  glutamate"  as  a  part  of 
the  common  cr  usual  name  of  autol)rzed 
yeast  extracts  and  certain  hydrolyzed 

f)roteins;  and  (3)  amend  the  food 
abeling  regulations  in  $  101.22  (21  CFR 
101.22)  to  allow  "and/or"  labeling  for 
the  declaration  of  sweeteners  in  soft 
drinks. 

DATES:  The  effective  date  of  the 
provisions  in  this  final  rule  for 
ingredient  listing  of  standardized  foods 
and  declaration  of  certified  color 
addiUves  is  May  8. 1993  (§  101.4(a)  and 
(b)(2)(i).  §  101.22(k).  and  parts  130 
through  169).  The  effective  date  of  all 
other  provisions  in  this  regulation  is 
May  8,  1994.  The  Director  of  the  Office 
of  the  Federal  Register  approves  the 
incorporation  by  reference  in 
accordance  with  5  U.S.C.  552(a)  and  1 
CFR  part  51  of  a  certain  publication  at 
21  CFR  130.9.  effective  May  8. 1993. 
FOR  FURTHER  INFORMATtON  CONTACT: 
Betty  Campbell.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-155).  Food 
and  Drug  Administration.  200  C  St.  S\V., 
Washington.  DC  20204.  202-205-5229. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  June  21. 
1991  (56  FR  28592).  FDA  published  a 
proposed  rule  (hereinafter  referred  to  as 
the  June  21. 1991.  proposal)  to 
implement  amended  sections  of  the  act 
in  accordance  with  section  7  of  the  1990 
amendments  (Pub.  L.  101-535)  to 
require  the  listing  of  the  common  or 
usual  names  of  all  ingredients  in 
standardized  foods  and  of  all  color 
additives  required  to  be  certified  by 
FDA  under  section  706(c)  of  the  act  (21 
U.S.C.  376(c))  that  were  used  in  the 
food. 

In  response  to  written  and  oral 
comments  received  on  an  advance 
notice  of  proposed  rulemaking 
(ANPRM)  published  in  the  Federal 
Register  of  August  8. 1989  (54  FR 
32610),  FDA  also  proposed  in  the  June 
21, 1991,  proposal  to:  (1)  Require  that 
when  more  than  one  sweetener  is  used 


in  a  product,  all  sweeteners  be  listed 
together  in  the  ingredient  list  under  the 
collective  term  "sweeteners";  (2)  permit 
inclusion  of  the  food  source  in  the 
names  of  the  sweeteners  defined  by  the 
food  standards  in  §§  168.110  and 
168.111;  (3)  require  the  declaration  of 
protein  hydroiysates  used  for  flavor- 
related  purposes,  including  the 
identification  of  the  food  source  in  the 
list  of  ingredients;  (4)  require 
identification  of  caseinate  as  a  milk 
derivative  when  used  in  a  food  that 
claims  to  be  a  nondairy  food;  (5)  require 
that  label  statements  explain  that  the  list 
of  ingredients  is  arranged  in  descending 
order  of  predominance;  (6)  provide  a 
uniform  format  for  voluntary 
declaration  of  percentage  ingredient 
information;  and  (7)  permit  certain 
exemptions  from  requirements  for 
listing  the  specific  common  or  usual 
names  of  preser\'ative  coatings  on  fresh 
fruits  and  vegetables. 

FDA  also  reproposed  labeling 
requirements  for  sulfiting  agents  in 
standardized  foods  that  it  had  first 
proposed  in  the  Federal  Register  of 
December  19. 1988  (53  FR  51062).  In 
1988.  FDA  proposed  to  require  that  any 
sulfiting  agent  (or  combination  of 
sulfiting  agents)  that  is  present  in  a 
standardized  food  and  is  functional  and 
provided  for  in  the  standard  of  identity, 
or  that  is  present  in  the  finished  food  at 
a  detectable  level  of  10  ppm  or  more, 
must  be  declared  on  the  label  of  the 
food  by  its  common  or  usual  name. 
Under  the  proposal,  label  declaration  of 
sulfites  meeting  these  criteria  would  be 
required  regardless  of  whether  the 
sulfite  is  directly  added  or  indirectly 
e^ded  to  the  food  via  one  or  more  of  the 
ingredients  of  the  food.  The  preamble  to 
the  December  19, 1988,  proposal  was 
incorporated  in  the  June  21, 1991, 
proposal.  In  this  final  rule,  FDA  is 
responding  to  the  comments  received  on 
the  proposal  and  on  the  reproposal. 

Tne  agency  received  over  700  letters 
about  the  June  21, 1991,  proposal.  Each 
letter  contained  one  or  more  comments. 
The  letters  were  from  a  wide  range  of 
sources,  including  consumers, 
consumer  organizations,  professional 
associations,  State  and  local  government 
agencies,  industry,  and  industry  trade 
associations.  Many  comments  generally 
supported  the  proposal  or  various 
provisions  of  the  proposal.  Other 
comments  addressed  issues  outside  the 
scope  of  the  proposal  (e.g.,  nutrition 
labeling.  State  petitions  for  exemption 
from  preemption)  and  will  not  be 
discussed  here.  Many  of  the  comments 
suggested  modifications,  revisions,  or 
revocations  of  various  provisions  of  the 
proposal.  A  summary  of  the  comments, 
the  agency's  responses  to  the  comments. 
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and  a  complete  discussion  of  the 
agency's  conclusions  with  le^tect  to 
ingredient  labeling,  follow. 

n.  Ingredients  of  Standardized  Foods 

Before  the  1990  amendments  were 
enacted,  FDA  had  authority  under 
section  403(g)  of  the  act  (21  U.S.C 
343(g))  to  require  the  declaration  of 
optional  ingredients  in  standardized 
foods.  The  act  did  not  make  any 
provision,  however,  for  the  declaration 
of  mandatory  ingredients  (21  U.S.C 
343(g)  and  (i)).  bi  the  absence  of 
statutory  authority,  FDA  could  not 
require  the  complete  listing  of  all 
ingredients  in  standardized  foods. 
However,  the  1990  amendments  revised 
section  403(i)  of  the  act  to  treat 
standardized  foods  like  all  other  foods  . 
and  require  the  listing  of  all  ingredients. 

hi  addition,  section  8  of  the  1990 
amendments  removed  most  rulemakings 
on  food  standards  from  the  coverage  of 
section  701(e)  of  the  act.  Thus,  they  are 
subject  to  section  701(a)  of  the  act. 
Actions  for  the  amendment  or  repeal  of 
food  standards  for  dairy  products  and 
maple  sirup,  however,  remain  subject  to 
section  701(e)  of  the  act,  which 
prescribes  formal  rulemaking 
procedures  for  the  issuance, 
amendment,  or  repeel  of  regulations. 
Under  formal  rulemaking  procedures, 
there  is  an  opportimity  to  object  to  a 
final  rule  and  to  request  a  public 
hearing  based  upon  such  objection. 
Such  an  opportunity  is  not  provided  as 
part  of  the  notice-and-comment 
rulemaking  procedures  followed  by  the 
agency  imder  section  701(e)  of  the  act. 
The  agency  is  publishing  the  regulations 
set  forth  below  imder  section  701(a)  of 
the  act.  Elsewhere  in  this  issue  of  the 
Federal  Register,  the  agency  is 
amending  the  standards  of  identity  for 
dairy  products  in  parts  131, 133,  and 
135  and  for  maple  sirup  in  §  168.140 
under  the  formal  rulemaking  provisions 
of  section  701(e)  of  the  act. 

A.  General  Labeling  of  Standardized 
Foods 

To  make  its  ingredient  labeling 
regulations  consistent  with  the  1990 
revision  of  section  403(i)  of  the  act  that 
pertains  to  standardized  foods,  F13A 
proposed  in  the  June  21, 1991,  proposal, 
to  add  new  §  130.3(e)  (21  CFR  130.3(e)). 
The  proposed  paragraph  specified  that 
all  mandatory  and  optional  ingredients 
of  standardized  foods  must  appear  on 
food  labels  in  accordance  with  the 
requirements  of  part  101  (21  CFH  part 
101),  except  that  where  a  definition  and 
standard  of  identity  contains  a  specific 
provision  with  respect  to  the  declaration 
of  optional  ingredients,  the  optional 
ingredients  may  be  declared  in 


acccvdance  with  that  provision.  FDA 
also  proposed  to  annend  all  the 
standards  of  identity  to  require  thai  all 
ingredients  be  declued  on  the  label  in 
accordance  with  the  appUcable  sections 
of  part  101  and  part  130-<21  CFR  part 
l30). 

1.  bitemational  Implications 

1.  Two  comments  from  foreign 
governments  opposed  the  declaration  of 
mandatory  ingredients  of  standardized 
foods.  These  comments  maintained  that 
listing  mandatory  ingredients  would 
place  an  undue  biu-den  cm  the 
manufacture'  without  a  noticeable 
advantage  to  the  consumer  and  would 
cause  confusion  among  foreign 
manufacturers,  because  in  most  other 
countries,  manufacturers  are  required 
only  to  provide  optional  ingredimit 
labeling  in  standardized  foods.  These 
comments  argued  that  this  regulation 
would  require  foreign  companies  to  use 
separate  labels  just  for  the  U.S.  market, 
consequently  increasing  costs  and 
discouraging  free  trade.  They  further 
maintained  that  consumer  education 
would  be  more  beneBcial  than 
ingredient  declaration  because 
standardized  foods  are  prepared 
according  to  regulaticms. 

The  agency  advises  that  foreign 
companies  that  market  their  products  in 
the  United  States  will  have  to  comply 
with  this  requirement.  The  agency  does 
not  have  the  authority  to  provide  a 
general  exemption  from  this  statutory 
provision  for  foreign  manufacturers.  The 
1990  amendments  amended  section 
403(i)  of  the  act  to  require  that  the 
labeling  of  products  marketed  in  the 
United  States  declare  all  ingredients 
used  to  make  a  food  including  a 
standardized  food.  Congress  adopted 
this  amendment  with  full  recognition 
that  it  would  eliminate  a  significant 
exception  to  the  mandatory  ingredient 
labeling  requirements  in  section  403  of 
the  act.  See  136  Congressional  Record 
H5842  (July  30, 1990).  Consequently, 
FDA  finds  that  there  is  no  basis  to  make 
any  changes  in  the  regulations  that  it 
proposed  in  response  to  these 
comments. 

2.  Declaration  of  Noncharacterizing 
Optional  bigredients 

2.  Some  comments,  objecting  to  the 
proposed  revocation  of  §  101.6, 
requested  that  provisions  in  §  101.6(d) 
be  retained.  This  provision  exempts 
manufacturers  who  declare  all  of  the 
ingredients  in  a  standardized  food  in  the 
ingredient  list  from  declaring  certain 
optional  ingredients  on  the  principal 
display  panel  or  wherever  the  name  of 
the  standardized  food  appears  on  the 
label,  as  required  by  certain  individual 


standards.  Theee  coaunarta  asserted 
that  without  this  pravisioo,  a  1  "double 
declaration"  of  certain  (^itiaiial 
ingredients  %rould  be  required  which 
would  overemphasize  the  optional 
ingredients,  overcrowd  the  label,  and 
may  be  confusing  and  misleading  to  the 
consimier. 

These  comments  also  req>ondad  to 
the  question  raised  in  the  J\ine  21. 1991. 
proposal  on  the  need  far  the 
requirement  in  some  standards  of 
identity  that  certain  optional  ingredients 
be  declared  in  conjunction  with  the 
name  of  the  food  wherever  it  appears  on 
the  label  (e.g..  the  fwindpal  display 
panel),  and  that  the  declaration  be  so 
conspicuous  as  to  be  easily  seen  imder 
customary  conditions  of  purdiase.  The 
comments  recommended  that 
declaration  of  theee  ingredients  in  this 
maimer  be  voluntary  because  all 
ingredients  will  now  be  required  to  be 
declared  on  the  information  paneL 

Hie  agency  agrees  with  the 
omunents.  In  most  cases,  the 
declaration  of  certain  optional 
ingredients  in  conjunction  with  the 
name  would  be  dupUcative  and 
unnecessary  now  that  the  1990 
amendments  require  that  all  ingredients 
of  standardized  foods  be  declared  in  the 
ingredient  list.  It  is  not  the  agency's 
intent  to  reqmre  dual  declaration  of 
noncharacterizing  optional  ingredients. 
However,  the  agency  notes  that  in  some 
instances,  the  optional  ingredients 
provided  for  in  the  individual  standards 
of  identity  are  characterizing  in  the 
food.  In  such  instances,  the  optional 
ingredient  must  be  declared  in 
accordance  with  the  provisions  of  the 
specific  standard,  as  required  by 
§  101.3(f)  and  new  §  130.11. 

With  regard  to  retaining  §  101.6,  the 
agency  recognizes  that,  in  the  absence  of 
§  101.6,  several  of  the  standards  of 
identity  (e.g..  Macaroni  products  (21 
CFR  139.110))  would  require  that  all 
optional  ingredients  in  the  food, 
whether  characterizing  or  not,  be 
declared  wherever  the  name  of  the 
standardized  food  appears  on  the  label. 
The  agency  considers  such  dual 
declaration  of  noncharacterizing 
optional  ingredients  in  standardized 
foods  to  be  unnecessary  and 
inappropriate.  Nonetheless,  the  agency 
finds  that  it  is  not  appropriate  simply  to 
retain  §  101.6(d). 

Section  101.6(d)  includes  guidance  on 
the  voluntary  listing  of  ingredients  in 
standardized  foods.  Such  guidance  is  no 
longer  necessary  under  the  new 
ingredient  listing  requirements.  The 
agency  finds  that  rather  than  retaining 
§  101.6(d),  it  is  more  appropriate  to 
establish  general  provisions  regarding 
label  declaration  of  optimal  ingredients 
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of  standardized  foods  in  part  130,  where 
the  other  general  regulations  for  food 
standards  are  set  forth. 

Accordingly,  the  agency  is  revoking 
§  101.6  and  estabhshing  new  S  130.11  to 
prescribe  requirements  for  the 
declaration  of  characterizing  ingredients 
and  an  exemption  from  such 
requirements  for  noncharacterizing 
ingredients.  The  requirements  in  new 
§  130.11  are  intended  to  provide 
manufacturers  the  same  options 
regarding  declaration  of 
noncharacterizing  ingredients  of 
standardized  foods  that  were  provided 
by  §  101.6(d).  The  basic  difference 
between  new  §  130.11  and  §  101.6(d)  is 
that  the  requirements  in  the  latter 
section  were  based  on  voluntary 
declaration  of  all  ingredients  in 
standardized  foods,  whereas  new 
§  130.11  reflects  the  requirements  that 
all  ingredients  in  standardized  foods 
must  be  declared,  as  provided  in  the 
1990  amendments. 

The  agency  finds  that  the  adoption  of 
new  §  130.11  in  this  final  rule  is  a 
logical  outgrowth  of  the  proposal.  The 
proposed  revocation  of  §  101.6  created 
ambiguity  between  the  agency's  position 
not  to  require  dual  declaration  of  certain 
optional  ingredients  and  the 
requirements  of  some  of  the  existing 
standards  of  identity.  Thus,  the  agency 
is  adopting  new  §  130.11  to  remove  this 
ambiguity. 

3.  Ingredients  of  Standardized  Juices 

3.  One  comment  requested  that  the 
agency  provide  an  exemption  under 
§  101.100(a)(3)(ii)(b)  for  naturally 
occurring  constituents  or  components  of 
fruit  juice  from  ingredient  declaration 
requirements.  The  comment  expressed 
the  opinion  that  substances  that  are 
ingredients  of  standardized  foods,  and 
thus  subject  to  the  new  ingredient 
listing  requirements,  should  be 
differentiated  from  those  that,  in  the 
comment's  view,  are  naturally  occurring 
constituents  of  the  raw  food  from  which 
the  standardized  food  is  made  and  that, 
therefore,  should  not  be  subject  to  these 
requirements.  The  comment  maintained 
that  the  distinction  between 
"ingredients"  and  "constituents"  is 
clearly  recognized  by  the  act,  and  that 
the  distinction  is  made  clearer  in 
§  101.100(a)(3)(ii)(b).  which  provides  for 
an  exemption  from  ingredient 
declaration  for  processing  aids  that  are 
"substances  that  are  added  to  a  food 
during  processing,  are  converted  into 
constituents  normally  present  in  the 
food,  and  do  not  significantly  increase 
the  amount  of  the  constituents  naturally 
found  in  the  food." 

The  comment  noted  that  several  of  the 
standards  of  identity  for  various  forms 


of  orange  juice  and  grapefruit  juice  in 
part  146  (21  CFR  part  146)  reauire  that 
all  "optional  ingredients"  be  listed  on 
the  label  in  the  statement  of  ingredients. 
The  comment  further  stated  that  each  of 
the  standards  that  refers  to  "optional 
ingredients"  uses  the  term  to  apply  to 
added  ingredients  such  as  sweeteners  or 
concentrated  juice  products.  The 
comment  also  noted  that  these 
standards  provide  for  the  removal, 
addition,  and  adjustment  of  certain 
naturally  occurring  constituents  or 
components  of  the  juice,  such  as  the  oil. 
pulp,  and  essence. 

FDA  does  not  agree  with  this 
interpretation  of  §  101.100(a)(3){ii)(b). 
The  exemption  from  ingredient 
declaration  provided  by 
S  101.100(a)(3)(ii)(b)  pertains  to 
"incidental  additives."  substances  that 
are  present  in  a  food  at  insignificant 
levels  and  that  do  not  have  any 
technical  or  functional  effect  in  that 
food.  Oil.  pulp,  and  essence  are  not 
incidental  additives  under  this 
definition  for  the  following  reasons: 

First,  ft^it  oils.  pulp,  and  essence  are 
added  to  fruit  juice  products  to 
accomplish  specific  technical  functions 
in  the  manufactured  juice  products  and 
are.  therefore,  not  processing  aids. 
These  constituents  are  added  to  the 
juice  to  replace  constituents  or 
components  (oil.  pulp,  and  essence)  of 
the  juice  that  are  intentionally  or 
unavoidably  removed  during 
processing.  Their  addition  enables 
manufacturers  to  adjust  the  organoleptic 
characteristics  of  the  juice  as  needed, 
because  of  natural  variations  in  the  fruit 
from  which  it  is  derived  and  to  achieve 
uniform  quality  and  organoleptic 
properties  in  the  finished  products  from 
lot  to  lot  and  season  to  season  (Ref.  44). 

Secondly,  the  level  of  use  of  the 
added  ingredients  is  not  insignificant. 
For  example,  in  the  manufacture  of 
frozen  concentrated  orange  juice,  most 
of  the  pulp  of  orange  juice  is  removed 
to  facilitate  concentration.  Pulp, 
obtained  from  oranges,  is  later  added  to 
the  concentrate  in  amounts  sufficient  to 
yield  levels  in  the  finished  product  that 
are  comparable  to  the  pulp  levels  of  the 
raw  juice.  Therefore,  these  ingredients 
cannot  qualify  as  incidental  additives  or 
as  processing  aids  under 
§101.100(a)(3)(ii)(b). 

However,  FDA  notes  that  when  these 
naturally  occurring  constituents  (oil, 
pulp,  and  essence)  are  removed  from  the 
juice  for  purposes  of  efficient 
processing,  and  these  constituents,  from 
the  same  types  of  fruit  provided  by  the 
standard  (including  any  limits  on  fruit 
species)  are  added  to  the  juice  later  in 
the  manufacturing  process,  there  is  no 
need  to  declare  these  constituents  as 


"ingredients"  under  section  403(i)(2)  of 
the  act.  The  agency  believes  that  this 
approach  is  reasonable  because  when 
the  constituents  of  the  juice  are  added 
to  the  juice,  in  the  same  proportions  as 
in  the  original  juice,  the  basic 
composition  of  the  juice  is  not  changed. 
Further.  FDA  believes  that  it  may  be 
misleading  to  consumers  if  these 
constituents  are  listed  in  the  ingredient 
statement  of  the  juice  when  their 
addition  has  not  altered  the  basic 
composition  of  the  juice.  Consumers 
might  be  led  to  believe  that  the  juice  has 
been  fabricated  from  the  individual 
juice  components,  or  that  the  juice 
contains  substantially  higher  levels  of 
these  constituents  than  would  be  the 
case  if  the  ingredients  had  not  been 
Added. 

Thus,  FDA  advises  that  only  if  pulp, 
oil.  or  essence  are  added  at  levels 
significantly  in  excess  of  those  found  in 
the  raw  juice  from  which  the  juice  is 
derived,  or  if  they  are  obtained  from  an 
extraneous  source,  i.e..  from  sources 
other  than  the  fruit  from  which  the  juice 
is  obtained  (e.g..  produced  synthetically 
or  purchased  tfirough  a  flavor  supplier 
for  artificially  adding  flavor  or  texture  to 
the  juice),  would  they  be  ingredients 
subject  to  the  ingredient  labeling 
requirements  for  standardized  foods,  as 
set  forth  in  jmrt  130. 

4.  One  comment  expressed  the 
opinion  that  orange  juice  from  different 
species  of  orange  should  continue  to  be 
permitted  to  be  declared  as  "orange 
juice"  on  the  label.  The  comment  noted 
that  the  standards  of  identity  for 
pasteurized  orange  juice  (§  146.140). 
canned  orange  juice  (§  146.141).  orange 
juice  from  concentrate  (§  146.145),  and 
frozen  concentrated  orange  juice 
(§  146.146)  provide  that  the  finished 
juices  are  made  from  the  juice  of 
oranges  of  the  species  Citrus  sinensis. 
with  up  to  10  percent  of  the  juice  from 
the  species  C.  reticulata  or  hybrids 
thereof.  Similarly,  the  comment  noted, 
the  standard  of  identity  for  grapefruit 
juice  (§  146.132)  provides  for  juice  from 
the  species  C.  paradisi  Macfadyen.  with 
up  to  10  percent  of  the  juice  coming 
from  mature  hybrids  of  grapefruit. 

In  this  context.  FDA  notes  that  the 
standard  for  frozen  concentrated  orange 
juice  (§  146.146)  also  provides  for  the 
addition  of  up  to  5  percent  of  the  juice 
of  mature  oranges  of  the  species  C. 
aurantium.  By  cross-reference  to  this 
standard,  the  standards  of  identity  for 
orange  juice  from  concentrate 
(§  146.145),  reduced  acid  frozen 
concentrated  orange  juice  (§  146.148), 
concentrated  orange  juice  for 
manufacturing  (S  146.151),  and  frozen 
concentrated  orange  juice  with 
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preservative  ($  146.153)  also  provide  for 
the  fuice  of  orangee  of  C.  aaranUum. 

FDA  agrees  with  the  comment  that 
juice  from  different  species  of  orange  [C. 
sinensis,  C.  reticulata,  and  C. 
aumntium)  may  be  declared  as  a  single 
food.  The  labeling  regulations  in  part 
101  (§  101.4(a))  require  that  food 
ingredients  be  declared  by  their 
common  or  usual  names.  There  is  no 
requirement  that  the  scientific  species 
names  be  used  on  the  food  label. 

In  addition.  FDA  recognizes  that  the 
need  to  blend  juices,  as  well  as  juice 
constituents,  will  vary  depending  on  the 
quality  of  the  oranges  used  and  the 
desired  characteristics  of  the  finished 
juice  product.  For  example,  the  juice  of 
mandarin  oranges  (C  reticulata)  or  sour 
'  oranges  (C.  aurantium)  may  be  blended 
with  the  juice  of  the  sweet  oranges  (C. 
sinensis)  to  adjust  the  color  or  degree  of 
sweetness  to  compeqsate  for  differences 
arising  from  seasonal  variations  or  the 
lack  of  availability  of  specific  varieties. 
Such  variations  in  formulation  of  the 
processed  orange  juice  products  could 
require  multiple  labels  for  products 
with  essentially  the  same  composition 
and  organoleptic  properties.  The  agency 
believes  that  in  such  cases,  requiring 
multiple  labels  for  the  same  juice 
product  is  impractical  and  needlessly 
burdensome.  FDA,  therefore,  is  not 
requiring  that  the  specific  orange 
species  or  varietal  names  be  listed  in  the 
ingredients  statement  of  orange  juice 
products  when  manufacturers  comply 
with  the  limits  on  the  species  of  orange 
specified  in  the  standards  of  identity  in 
part  146.  FDA  takes  the  same  position 
for  standardized  grapefruit  juice 
products. 


Addition  of  Water  to  Tomato 
Concentrates 

5.  One  comment  opposed  the  current 
exemption  in  $  155.191(a)(3)(iv)  (21  CFR 
155.191(a)(3)(iv))  for  label  declaration  of 
water  added  to  adjust  the  tomato  soluble 
solids  content  of  tomato  concentrates 
within  the  range  of  soluble  solids  levels 
permitted  for  these  foods.  The  comment 
stated  that  some  manufacturers  make 
tomato  concentrate  with  an  approximate 
Brix  value  of  31"  and,  at  a  later  date  and 
typically  in  a  geographically  different 
location,  add  2.5  to  3.5  parts  water  to  1 
part  tomato  concentrate  to  make  a 
tomato  product  with  a  significantly 
lower  Brix  value.  Thus,  the  comment 
asserted  that  water  added  to  tomato 
concentrates  is  an  ingredient  and  should 
be  required  to  be  declared  in  the 
ingredient  statement. 

The  intent  of  this  exemption  was  to 
allow  for  the  adjustment,  within  the 
range  of  concentrations  for  the 
>articular  finished  tomato  product  being 


made,  of  the  soluble  solids  content  of 
the  tomato  concentrate  products  during 
the  production  of  these  tomato  products 
from  fresh  tomatoes.  For  example,  if  the 
product  being  manufactured  is  tomato 
puree,  and  the  resulting  tomato 
concentrate  has  a  soluble  solids  content 
in  the  range  provided  by  the  standard  of 
identity  for  tomato  puree,  i.e.,  not  less 
than  8  percent  but  less  than  24  percent, 
manufacturers  would  be  allowed  to  add 
water  to  the  puree  to  adjust  the  tomato 
soluble  solids  content  within  the 
standardized  range  and  not  have  to 
declare  the  added  water.  Similarly, 
manufacturers  of  tomato  paste  would  be 
allowed  to  add  water  to  a  tomato 
concentrate  containing  more  than  24 
percent  soluble  solids  without  having  to 
list  the  added  water  as  an  ingredient,  as 
long  as  the  finished  tomato  paste 
contained  at  least  24  percent  soluble 
solids  as  required  by  the  standard. 

FDA  provided  the  labeling  exemption 
codified  in  §  155.191(a)(3)(iv)  in 
response  to  an  industry  comment  (49  FR 
15071.  April  17, 1984).  The  exemption 
was  intended  to  eliminate  confusion  as 
to  whether,  for  example,  a  manufacturer 
of  a  tomato  puree  of  12.0  percent 
soluble  solids  that  is  prepared  from  a 
tomato  puree  of  18  percent  soluble 
solids  would  have  to  state  "tomato 
concentrate  and  water"  in  the 
ingredients  statement. 

Differences  in  raw  ingredients  and 
difficulty  in  obtaining  a  precise 
endpoint  during  the  evaporation  process 
in  manufacturing  tomato  concentrates 
justify  addition  of  the  water  to  adjust 
the  soluble  solids  level.  The  addition  of 
water  enables  manufacturers  to  obtain  a 
uniform  product  concentration  from 
batch  to  batch  and  facilitates  production 
of  products  that  are  designed  to  meet 
specific  needs  and  that  fall  within  the 
ranges  provided  by  the  standard. 
Therefore,  FDA  has  not  deleted  the 
current  exemption  in  §  155.191(a)(3)(iv). 

However,  when  tomato  paste  is 
converted  to  tomato  puree,  by  the 
addition  of  water,  the  label  of  the  puree, 
and  of  any  food  in  which  that  puree  is 
used,  must  show  the  ingredients  used, 
namely,  tomato  paste  and  water  (Refs. 
45  and  46).  This  result  is  required  by 
section  403(i)(2)  of  the  act,  which  states 
that  when  a  food  is  fabricated  from  two 
or  more  ingredients  each  such 
ingredient  must  be  declared  by  its 
common  or  usual  name,  except  that 
spices,  flavorings,  and  color  not 
required  to  be  certified  under  section 
706(c)  of  the  act  may  be  declared  as 
such  without  naming  each.  In  addition, 
it  would  be  false  and  misleading  to 
make  a  food  (tomato  puree)  from  two 
ingredients  (water  and  tomato  paste) 
and  not  disclose  that  fact  on  the  label. 


It  is  true  that  both  tcunato  paste  and 
tomato  puree  are  provided  for  in  the 
general  standard  for  tomato  concentrates 
(§155.191).  However,  this  fact  does  not 
mean  that  a  manufacturer  can  transform 
one  food  with  an  established  common 
or  usual  name  into  another  without 
disclosing  that  fact  on  the  label. 

With  regard  to  labeling  standardized 
and  nonstandardized  tomato  products 
made  by  diluting  previously  processed 
tomato  concentrates  with  2.5  to  3.5  parts 
of  water,  one  comment  contended  that 
consumers  and  purchasers  of  these 
tomato  products  need  a  label  statement 
on  the  principal  display  panel  to 
disclose  when  that  tomato  product  has 
been  "made  from  concentrate"  because 
consumers  do  not  take  time  to  read 
ingredient  statements.  The  agency  has 
also  received  several  letters  in  support 
and  in  opposition  to  the  position  stated 
in  this  comment. 

The  intent  of  this  rulemaking  is  to 
deal  with  ingredient  issues,  not  how 
reconstituted  products  should  be 
labeled.  This  issue  was  not  raised  in  the 
proposal,  nor  can  it  be  viewed  as  the 
logical  outgrowth  of  any  issues  that 
were.  Therefore,  these  comments  are 
outside  the  scope  of  this  rulemaking. 

5.  Optional  Ingredients  of  Canned  Tuna 

6.  One  comment  suggested  that  the 
optional  ingredients  listed  in  the 
standard  of  identity  for  canned  tuna  in 
§  161.190(a)(6)  (21  CFR  161.190(a)(6)) 
need  only  be  declared  in  the  ingredient 
statement.  The  comment  asserted  that 
these  optional  ingredients  are  "minor" 
and  "noncharacterizing."  Therefore,  the 
comment  continued,  the  agency  should 
not  require  that  they  be  declared 
wherever  the  name  of  the  standardized 
food  appears  on  the  label. 

FDA  disagrees  that  all  of  the  optional 
ingredients  listed  in  §  161.190(a)(6)  are 
noncharacterizing  in  canned  tuna.  In 
many  instances  the  optional  ingredients, 
provided  for  in  this  paragraph  on  how 
the  food  may  be  flavored  and  seasoned, 
will  in  fact,  be  characterizing, 
depending  upon  the  level  and  specific 
conditions  of  use  of  the  ingredient  in 
the  food. 

For  example,  added  to  canned  tima  at 
low  levels,  lemon  flavoring,  one  of  the 
optional  ingredients  provided  for  in 
S  161.190(a)(6),  would  not  impart  any 
characteristic  flavor  of  its  own  but  . 
would  merely  subtly  alter  the  flavor 
profile  of  canned  tuna.  However,  above 
a  certain  level,  this  ingredient  would 
contribute  a  distinctive  lemon  flavor  to 
the  canned  tuna. 

In  the  former  case,  the  agency  requires 
that  the  optional  ingredient  be  declared 
only  in  the  ingredient  statement  as 
"natural  flavor."  Such  ingredients  need 
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not  be  declared  in  conjiuiction  with  the 
name  of  the  standardized  food  on  the 
label  because  they  are  not  significant 
characterizing  ingredients  in  the  food 
(see  §130.11). 

In  the  latter  situation,  because  "lemon 
flavoring"  would  be  a  significant 
characterizing  ingredient,  it  would  need 
to  be  declared  on  the  food  label,  in 
accordance  with  the  provisions  of 
§  101.3  and  S  102.5(c)  (21  CFR  102.5(c)). 
as  a  characterizing  ingredient  to 
distinguish  lemon-flavored  canned  tuna 
from  other  types  of  canned  tuna. 
Therefore,  in  this  instance,  in  addition 
to  the  declaration  of  "flavoring"  in  the 
ingredient  statement  on  the  food  label, 
the  words  "lemon  flavored"  or  "with 
lemon  flavoring"  would  need  to  appear 
in  conjunction  with  the  name  of  the 
standardized  food  as  required  by  new 
§  130.11  and  by  new  §  161.190(a)(8)(vi) 
and  (a)(8)(viii). 

When  FT)A  proposed  the  revocation  of 
§  101.6  in  the  June  21, 1991.  proposal, 
the  agency  did  not  intend  to  alter  its 
policy  concerning  the  naming  of  canned 
tuna  on  the  food  label.  As  previously 
discussed,  FDA  is  revoking  §  101.6  and 
establishing  new  §  130.11  as  a 
replacement  for  §  101.6(d).  The  latter 
action  will  correct  the  unanticipated 
effects  that  the  revocation  of  §  101.6 
would  have  had  on  the  naming  of 
canned  luna  and  other  standardized 
foods.  In  accordance  with  new  §  130.11, 
an  optional  ingredient  listed  in  the 
standard  of  identity  for  canned  tuna  will 
have  to  be  declared  wherever  the  name 
of  the  food  appears  on  the  label  only  if 
the  use  of  the  optional  ingredient  in  the 
food  significantly  distinguishes  the  food 
from  the  same  standardized  food  that 
does  not  contain  the  optional  ingredient 
as  a  significant  characterizing 
ingredient. 

7.  One  comment  stated  that  vegetable 
broth  used  in  canned  tuna  is  a  flavoring 
and  falls  under  the  definition  of 
flavoring  ingredients  in  §  101.22. 

In  claiming  that  vegetable  broth  is  a 
flavoring,  this  comment  is  pointing  to 
the  fact  that  vegetable  broth  contains 
vegetable  extractives  that  may  provide 
flavor  to  the  canned  tuna.  However,  this 
effect  may  be  outweighed  by  the  flavor- 
enhancing  effect  that  this  ingredient 
may  have  in  canned  tuna.  Flavor 
enhancers  are  used  to  supplement, 
enhance,  or  modify  the  original  taste  or 
aroma  of  a  food  without  imparting  a 
characteristic  taste  or  aroma  of  their 
own  (§  170.3(o)(ll)  (21  CFR 
170.3(o)(ll)),  while  flavoring  agents  and 
adjuvants  impart  or  help  impart  a  taste 
or  aroma  in  food  (§  170.3(o)(12)). 

According  to  information  available  to 
FDA.  vegetable  broth  used  in  canned 
tuna  may  serve  to  enhance  the  basic 


flavor  of  the  tuna  and  to  make  it  appear 
less  bland  when  it  is  packed  in  water, 
as  in  dietetic  packs  where  it 
supplements  the  flavor  of  the  product, 
without  imparting  a  flavor  of  its  own 
(Refs.  47,  48.  and  49).  It  also  aids  in 
suppressing  the  bitter  flavors  that  may 
develop  during  the  canning  operation 
(Ref.  47).  Because  vegetable  broth  is  not 
generally  used  at  levels  at  which  it 
would  impart  a  characteristic  flavor  or 
aroma  of  its  own  to  the  tuna,  FDA 
concludes  that  flavor-enhancement  may 
be  a  significant  function  of  vegetable 
broth  in  canned  tuna. 

Flavor  enhancers  are  not  exempt  from 
the  ingredient  declaration  requirement 
in  section  403  of  the  act.  Therefore,  they 
must  be  listed  by  their  common  or  usual 
names  in  the  ingredient  statement  on 
the  food  label.  Where  vegetable  broth 
functions  to  enhance  the  basic  flavor  of 
the  tuna,  it  must  be  declared  by  its 
common  or  usual  name  in  the 
ingredient  statement  of  the  food  label, 
even  though  it  may,  at  certain  levels  of 
use  and  depending  on  the  flavoring 
potential  of  vegetable  sources  used  in 
making  the  broth,  also  act  as  a  flavoring 
in  the  food. 

Where  the  effect  of  the  addition  of 
vegetable  broth  is  such  that  it  adds  a 
characterizing  flavor  to  the  tuna,  the 
standard  of  identity,  in  new 
§  161.190(a)(8)(vi)  and  (a)(8)(viii). 
requires  that  the  term  "seasoned  with 
vegetable  broth"  appear  in  close 
proximity  to  the  name  of  the "  '^ 
standardized  food  wherever  that  name 
occurs  on  the  principal  display  panel  of 
the  label.  In  this  situation,  the  vegetable 
broth  would  be  properly  declared  in  the 
ingredient  statement  as  "flavoring" 
provided  that  it  does  not  serve  a  flavor 
enhancing  function  in  the  food.  Where 
the  vegetable  broth  serves  both  as  a 
flavor  enhancer  and  a  flavor,  it  must  be 
declared  by  it  common  or  usual  name  in 
the  ingredient  statement,  as  well  as  in 
conjunction  with  the  name  of  the  food 
when  it  serves  as  a  characterizing 
ingredient,  in  accordance  with  new 
§  161.190(a)(e)(vi)  and  (a)(8)(viii). 

8.  One  comment  stated  that, 
traditionally,  the  individual  vegetable 
extractives  used  in  the  preparation  of 
vegetable  broth  have  not  been  declared 
on  the  label  of  canned  tuna.  This 
comment  interpreted  the  agency's 
implementation  of  the  1990 
amendments  to  mean  that  FDA  will 
require  the  listing  of  each  vegetable  that 
is  in  the  vegetable  broth  in  order  of 
predominance  parenthetically  following 
the  term  "vegetable  broth"  in  the 
ingredient  statement  on  the  label  of 
canned  tuna.  The  comment  stated  its 
opposition  to  this  approach.  In  support 
of  its  position,  the  comment  pointed  out 


that  this  method  of  listing  the 
ingredients  comprising  vegetable  broth 
in  canned  tuna  would  "intensify  label 
crowding"  and  "create  confusion  as  to 
whether  or  not  whole  pieces  of 
vegetables  are  contained  therein.  '  This 
comment  also  stated  that  if  FDA 
requires  the  listing  of  the  components  of 
vegetable  broth  in  canned  tuna,  then  the 
agency  should  generate  an  alternative 
labeling  scheme  that  would  be  flexible, 
economically  feasible,  and  protective  of 
trade  secrets. 

FDA  agrees  that  the  listing  of  each 
ingredient  comprising  vegetable  broth 
on  the  label  of  canned  tuna  could  be 
lengthy  and  cumbersome.  New 
$  130.3(e)  provides  that: 

All  ingredients  must  be  listed  in 
accordance  with  the  requirements  of  part  101 
of  this  chapter,  except  that  where  a  definition 
and  standard  of  identity  has  specific  labeling 
provisions  for  optional  ingredients,  optional 
ingredients  may  be  declared  in  accordance 
with  those  provisions. 

The  standard  of  identity  for  canned  tuna 
permits  the  optional  ingredient  defined 
in  renumbered  new  §  161.190(a)(6)(v)  to 
be  called  "vegetable  broth"  on  the  label 
of  canned  tuna,  as  specifled  in  new 
§  161.190(a)(8)(vi).  Hence,  the  optional 
ingredient  vegetable  broth  may  be  listed 
as  "vegetable  broth"  in  the  list  of 
ingredients  on  the  label  of  canned  tuna. 
The  new  regulations  do  not  require  full 
declaration  of  all  of  the  ingredients  of 
which  the  vegetable  broth  is  comprised. 

However,  for  reasons  discussed  in 
another  document  that  appears 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  is  proposing  to 
amend  the  standard  of  identity  for 
canned  tuna  to  require  the  declaration 
of  soybeans  when  the  ingredient 
vegetable  broth  contains  soybean 
extractives.  If  the  agency  adopts  this 
proposal,  the  ingredient  will  have  to  be 
listed  as  "vegetable  broth  (includes 
soybeans)." 

9.  Although  the  agency  did  not 
receive  any  other  comments  with 
respect  to  canned  tuna,  FDA,  as  set  forth 
in  new  §  161.190(a)(6)(ii),  is  amending 
the  standard  of  identity  for  this  food  to 
eliminate  the  term  "purified"  in 
conjunction  with  "monosodium 
glutamate"  (MSG)  for  consistency  with 
the  terminology  for  MSG  in  the  food 
additive  regulation  in  21  CFR  182.1  and 
in  the  food  labeling  regulation  in 
§  101.22(h)(5).  The  term  "purified"  had 
been  used  in  the  name  in  §  101.35  to 
distinguish  between  three  types  of 
ingredients,  "monosodium  glutamate." 
"hydrolyzed  proteins,"  and 
"hydrolyzed  proteins  with  reduced 
monosodium  glutamate  content." 
Elsewhere  in  this  document  (See  section 
Vni.  of  this  document).  FDA  is  revoking 
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S  101.35  because  the  regulation  is 
obsolete  and  does  not  Include  many  of 
the  protein  hydrolysates  used  in  foods. 

In  sddition,  consistent  Mrith  the 
establishment  of  new  §  102.22,  as  set 
forth  below,  to  provide  for  the 
declaration  of  protein  hydrolysates  by  a 
common  or  usual  name  that  is  specific 
to  the  ingredient  and  that  identifies  the 
food  source  from  which  the  protein  was 
derived,  the  agency  is  amending  the 
standard  of  identity  in  new 
§  161.190(a)(6)(iii)  to  require  labeling  of 
the  source  of  protein  in  the  optional 
inraedient  "hydrolyzed  protein." 

Furthermore,  to  reflect  the  agency's 
decision  to  revoke  §  101.35,  the  agency 
is  amending  the  standard  of  identity  for 
canned  tuna  in  new  §  161.190(a)(6)  to 
remove  "hydrolyzed  protein  with 
reduced  monosodium  glutamate 
content"  from  the  list  of  optional 
ingredients  permitted  in  canned  tima. 
As  discussed  in  the  June  21, 1991, 
proposal  (56  FR  28592  at  28600  et  seq.), 
all  hydrolyzed  protein  contains  MSG, 
and  this  MSG  is  not  itself  an  ingredient 
that  is  subject  to  the  ingredient 
declaration  requirements  of  the  act.  In 
that  document,  FDA  stated  that  after 
carefully  considering  the  information 
available  concerning  the  safe  use  of 
protein  hydrolysates  and  whether  the 
presence  of  MSG  is  a  material  fact  that 
needs  to  be  disclosed  on  the  label  for 
health  reasons,  it  tentatively  concluded 
that  the  information  does  not  provide  an 
appropriate  basis  to  require  declaration 
of  MSG  as  a  component  of  protein 
hydrolysates.  However,  for  the  reasons 
discussed  in  another  document 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  has  reconsidered 
this  issue  and  is  proposing  to  require 
the  declaration  of  glutamate  as  part  of 
the  common  or  usual  name  when  a 
component  of  certain  hydrolyzed 
proteins.  Therefore,  it  will  no  longer  be 
necessary  to  distinguish  between 
"hydrolyzed  protein"  and  "hydrolyzed 
protein  with  reduced  monosodiiun 
glutamate  content"  in  the  manner 
currently  provided  for  in  this  standard. 

Accordingly,  new  §  161.190(a)(6)(i) 
through  (a)(6)(ix)  have  been  renumbered 
to  reflect  the  elimination  of  "hydrolyzed 
protein  with  reduced  monosodium 
glutamate  content"  from  the  list  of 
optional  ingredients  permitted  in 
canned  tuna.  "Hydrolyzed  protein"  will 
be  retained  in  the  list  of  optional 
ingredients,  as  specified  in 
§  161.190(a)(6)  below  (see  section  Vm. 
of  this  document). 

6.  Other  Related  Actions 

10.  The  agency  did  not  receive  any 
comments  that  objected  to  its  proposal 
to  require  that  the  ingredient  declaraticm 


for  fruit  butter  in  $  150.110  conform  to 
the  regulations  in  part  101.  Thus,  the 
agency  is  removing  §  150.110(e)(2)(ii) 
(21  CFR  150.110(e)(2)(ii)).  which  states 
that  if  sugar  or  invert  sugar  is  the 
sweetener  used,  the  term  "sugar"  may 
be  used,  and  if  the  sweetener  used  is 
derived  frt>m  com,  the  term  "com 
sweetener"  may  be  used.  The  agency  is 
also  requiring  that  the  ingredient 
declaration  for  fruit  butter  conform  to 
the  regulations  in  part  101.  In  this  rule, 
the  agency  is  terminating  the 
rulemaking  to  permit  the  use  of  the 
terms  "sugar"  and  "com  syrup"  as 
collective  ingredient  designations.  The 
agency  has  determined  that  declaration 
of  specific  names  for  sweeteners  within 
these  collective  categories  is  practicable. 
Consistent  with  this  action,  the  agency 
has  concluded  that  declaration  ofthe 
specific  names  of  sweeteners  is  also 
practicable  for  standardized  foods  and  is 
deleting  the  requirements  of 
§150.110(e){2){ii). 

The  agency  is  also  deleting  the 
requirements  in  the  standards  for  mixed 
nuts  and  peanut  butter  in  §§  164.110 
and  164.150  (21  CFR  164.110  and 
164.150)  that  provide  for  the  use  ofthe 
term  "hydrogenated  vegetable  oil"  or 
"vegetable  oil"  with  the  optional  use  of 
the  name  ofthe  vegetable  source,  and 
the  requirement  in  §  164.110  for  label 
declaration  of  chemical  preservatives. 
Required  label  declarations  for  these 
types  of  ingredients  are  clearly 
delineated  in  §§  101.4(b)(14)  and 
101.22(1).  respectively.  Moreover,  the 
"and/or"  labeling  exemption  in 
§  101.4(b)(14)  should  effectively 
eliminate  the  need  for  collective  names 
for  vegetable  oils  on  these  standardized 
foods. 

The  agency  did  not  receive  any  other 
comments  with  resp)ect  to  proposed 
changes  to  specific  standards  of 
identity.  Thus,  the  agency  is  finalizing 
the  amendments  to  the  individual 
standards  as  proposed. 

In  the  July  21, 1991,  proposal  on 
Declaration  of  Ingredients,  FDA 
withdrew  the  proposed  amendment  to 
§  101.4  (formerly  §  1.10)  pertaining  to 
the  establishment  of  the  terms  "sugar" 
and  "com  syrup"  as  collective 
ingredient  designations  that  was 
published  in  the  Federal  Register  of 
June  14. 1974  (39  FR  20888);  terminated 
the  rulemaking  proceeding  initiated  by 
that  proposal;  and  denied  the  petitions 
commenting  on  that  proposal  from  the 
Canada  Dry  Corp.  (June  27, 1975— 
Docket  No.  75F-0144),  the  Canners 
League  of  California  (January  19. 1977 — 
Docket  No.  77P-0051),  the  bidependent 
Bakers  Association  (September  22, 
1977— Docket  No.  77P-0357).  the 
California  Milling  Corp.  (June  19. 


1978— Docket  No.  77P-0051  CP0002). 
the  Orth  Co.  (July  31, 1978— Docket  No. 
77P-0357).  and  L.  Karp  &  Sons.  Inc. 
(August  11, 197S— Docket  No.  77P-0357 
CP0003). 

B.  Labeling  of  Sulfites  in  Standardized 
Foods 

In  the  Federal  Register  of  December 
19, 1988  (53  FR  51062),  FDA  published 
a  proposed  rule  to  require  that  any 
standardized  food  that  contains  a 
sulfiting  agent  that  has  a  functional 
efliect  or  that  is  present  at  a  level  of  10 
ppm  or  more  is  misbranded  if  the 
presence  of  the  sulfiting  agent  is  not 
declared  on  the  label  by  its  common  or 
usual  name.  The  agency  proposed  to 
codify  this  requirement  in  new  §  130.9. 
The  agency  also  solicited  comments 
regarding  sulfite-sensitive  consumers' 
ability  to  recognize  and  avoid  foods 
labeled  with  the  six  common  or  usual 
names  for  sulfites  (sulfur  dioxide, 
sodium  sulfite,  sodium  and  potassium 
bisulfite,  and  sodium  and  potassium 
metabisulfite).  In  addition,  the  agency 
requested  comments  on  whether  any 
final  mle  should  contain  a  requirement 
that  the  common  or  usual  name  of  a 
labeled  sulfiting  agent  should  be 
followed  by  the  term  "sulfiting  agent." 
The  comments  received  on  these  and 
other  aspects  of  this  part  ofthe 

S>roposal,  and  the  agency's  response, 
oUow. 

11.  The  majority  of  comments  from 
consumers  and  industry  supported 
adoption  of  §  130.9.  These  comments 
stated  that  sulfite  labeling  of 
standardized  foods  would  decrease 
allergic  type  reactions  by  increasing 
consumer  awareness,  while  allowing  the 
vast  majority  of  consumers,  who  are  not 
sensitive  to  sulfites,  to  continue  to 
consume  foods  containing  sulfiting 
agents.  A  few  consumers'  comments, 
however,  requested  that  all  unnecessary 
uses  of  sulfites  be  banned,  or,  in  the 
alternative,  that  principal  display  panel 
warnings  be  required.  Citing  the  large 
number  of  people  adversely  affected  by 
sulfites,  the  comments  asserted  that 
there  was  no  established  safe  threshold 
for  sulfites,  and  that  they  are  one  of  the 
few  food  ingredients  known  to  cause 
anaphylactic  shock  and  death. 

The  agency  recognizes  that  sulfites 
present  a  significant  health  problem  for 
a  small  segment  of  the  population, 
particularly  some  asthmatics.  However, 
sulfiting  agents  do  not  appear  to  present 
a  problem  for  most  people,  and  the 
declaration  of  sulfiting  agents  in  the  list 
of  ingredients  will  provide  sufficient 
information  for  those  people  who  need 
or  want  to  avoid  unexpected  exposure 
to  these  ingredients.  Thus,  FDA  does 
not  believe  that  it  is  necessary  to  require 
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a  warning  statement  on  food  labels  or  to 
ban  all  uses  of  sulfites.  In  addition,  the 
comments  did  not  provide  any  data  to 
support  banning  cunent  uses  of  sulfites. 

The  agency  believes  that  the  action 
that  it  is  taking  in  this  final  rule  will 
afford  more  effective  protection  for 
sulfite-sensitive  individuals  than  is 
currently  provided.  This  provision  for 
label  declaration  of  sulfites  for 
standardized  foods  is  consistent  with 
the  provisions  for  label  declaration  of 
sulfites  for  nonstandardized  foods  in 
S  101.100(a). 

Thus,  FDA  is  adopting  new  §  130.9.  as 
proposed,  in  this  final  rule.  As  a  resuH. 
all  foods  containing  sulfiting  agents  that 
are  functionally  active  or  present  at  10 
ppm  or  more  in  the  finished  food  are 
now  required  to  declare  the  presence  of 
the  sulfiting  agent  in  the  ingredient 
statement. 

12.  Some  comments  expressed  the 
opinion  that  the  term  "sulfiting  agent" 
should  be  used  instead  of  the  common 
or  usual  name  of  the  particular 
substance  because  it  is  more 
recognizable  by  consumers.  None  of 
these  comments,  however,  offered  any 
data  to  show  the  extent  of  consumer 
knowledge  about  the  common  or  usual 
names  for  sulfiting  agents. 

Lacking  data,  and  refiective  of  the 
small  number  of  comments  from 
consumers  on  this  issue,  FDA  is  not 
persuaded  that  requiring  a  descriptive 
or  collective  term  to  be  used  with  the 
common  or  usual  name  of  the  sulfiting 
agent  is  necessary  because  the 
declaration  of  the  sulfiting  agent  by  its 
common  or  usual  name  will  adequately 
inform  the  consumer  of  its  presence. 

Furthermore,  sulfite  sensitive 
consumers  know  to  look  for  sulfiting 
agents  in  the  ingredient  statement. 
However,  the  agency  will  not  object  if 
manufacturers  choose  to  make  this  dual 
declaration. 

Moreover,  the  agency  is  not 
persuaded  that  the  term  "sulfiting 
agent"  should  be  used  in  place  of  the 
common  or  usual  name  for  sulfiting 
agents  added  directly  to  the 
standardized  food  or  for  sulfiting  agents 
that  have  a  technical  or  functional 
effect  FDA  addressed  this  issue  with 
respect  to  label  declaration  of  sulfites  in 
nonstandardized  foods  in  the  Federal 
RegMter  of  July  9, 1986  (51  FR  25012). 
At  that  time  the  agency  adopted 
§  101.100(a)(4)  which  requires  sulfiting 
agents  present  at  10  ppm  or  more  in  a 
nonstandardized  food  be  declared  on 
the  label.  Furthermore,  sulfiting  agents 
that  are  directly  added  to.  or  that  have 
a  technical  or  functional  effect  in,  food 
should  be  declarad  by  the  name  of  the 
specific  sulfiting  agent  However,  the 
agency  also  esublished  the  policy  that 


sulfiting  agents  that  are  indirectly  added 
to  a  food,  and  that  have  no  technical  or 
functional  effect  in  the  food,  could  be 
declared  by  a  collective  term.  FDA 
considered  the  term  "sulfiting  agent"  to 
be  the  most  accurate  and  informative 
collective  term.  The  agency  still  believes 
that  this  position  is  appropriate  for 
nonstandardized  foods  and  is  also 
appropriate  for  standardized  foods. 
Thus,  when  indirectly  added  sulfiting 
agents  remain  in  a  standardized  food  in 
a  significant  amount,  but  no  longer  have 
a  technical  or  functional  effect,  they 
may  be  declared  by  the  term  "sulfiting 
agents." 

FDA  also  continues  to  hold  that  if  a 
food  contains  a  sulfiting  agent  that  has 
a  technical  or  functional  effect  in  the 
standardized  food  and  that  is  declared 
in  the  list  of  ingredients  bv  its  common 
or  usual  name,  as  required  by  §  130.9(a), 
any  nonfunctional  sulfiting  agents 
present  in  the  standardized  food  need 
not  be  declared  separately  in  the  list  of 
ingredients.  In  such  circumstances, 
sulfite  sensitive  individuals  will  be 
alerted  to  avoid  the  food  by  the 
declaration  of  the  former  sulfiting  agent. 
However,  FDA  emphasizes  that  this 
flexibility  applies  only  if  the  sulfite  does 
not  perform  a  technical  or  functional 
effect  in  the  standardized  food. 

13.  Several  comments  from  industry 
and  trade  associations  objected,  for 
various  reasons,  to  the  use  of  the 
Monier-WiUiams  method  of  sulfite 
analysis.  These  comments  requested 
that  firms  should  have  the  fieedom  to 
choose  between  "state-of-the-art" 
methods  and  the  Monier-WiUiams 
method  in  determining  the  amount  of 
sulfite  present. 

FDA  has  selected  the  Monier- 
WiUiams  method  as  the  method  that  it 
will  use  for  enforcement  of  the  sulfite 
labeling  requirements  because  this 
method  is  an  official  method  of  the 
Association  of  Official  Analjrtical 
Chemists  and  is  the  standard  against 
which  the  accuracy  of  new  prtjcedures 
has  been  judged.  Moreover,  this  method 
will  measure  the  free  sulfite  plus  a 
reproducible  portion  of  the  bound 
sulfites  in  the  food.  However,  the 
agnncy  advises  that  processors  and  food 
manufacturers  are  under  no  obligation 
to  use  the  Monier-WiUiams  method  for 
quality  control  or  any  other  purpose. 
Processors  are  free  to.  and  frequently  do. 
determine  the  correlation  between  the 
official  FDA-designated  enforcement 
method,  i.e.,  the  Monier-WiUiams 
method,  and  their  method  of  choice. 
They  may  then  use  their  method  of 
choice  as  they  see  fit.  recognizing  that 
FDA  will  rely  on  the  Monier-WiUiams 
method  in  any  enforcement  action. 


14.  A  few  comments  suggested  that 
the  concentration  of  the  sulfite  should 
be  declared  on  the  label,  thereby 
allowing  the  consxnner  to  decide 
whether  to  purchase  the  product  based 
on  this  information.  The  comments 
stated  that  this  would  absolve  the 
manufacturere  of  liability,  as  long  as  the 
product  did  not  exceed  the  limit. 

The  agency  rejects  this  suggestion. 
Althou^  the  agency  is  aware  that 
Umited  studies  have  been  performed  on 
sulfite-sensitive  individuals  to 
determine  dose  response  reactions,  the 
agency  finds  that  the  available  evidence 
does  not  estabUsh  that  a  threshold  level 
exists  for  sulfite-sensitive  individuals. 
Furthermore,  the  agency  does  not 
believe  that  sulfite-sensitive  individuals 
should  be  expected  to  determine  their 
tolerance  levels.  Therefore.  FDA  finds 
that,  given  currenUy  available 
information,  there  is  no  reason  to 
require  manufcicturere  to  declare  the 
concentration  of  sulfites  on  the  label. 
Declaration  of  the  sulfiting  agent  in  the 
ingredient  list  wiU  adequately  inform  all 
individuals  viho  are  sensitive  to  sulfites 
that  sulfites  are  present  in  the  food. 

15.  One  comment  asked  for 
clarification  of  the  "written  agreement" 
exception  to  the  labeling  requirement  as 
it  applies  to  bulk  shipment  of 
ingredients  that  will  be  further 
processed  into  consumer  products  by 
other  manufacturers.  The  comment 
stated  that  it  is  impractical  for 
ingredient  manufacturere  of  sulfiting 
agents  to  enter  into  written  bilateral 
contracts  with  each  customer.  The 
comment  proposed  an  alternative  sudi 
as  a  "pure  food"  guarantee,  indicating 
that  the  food  is  not  adulterated  or 
misbranded  within  the  meaning  of  the 
act  (e.g..  a  letter  of  guarantee  from  the 
manufacturer  that  the  product  contains 
less  than  the  maximum  residual  Umit  of 
sulfites  that  is  consistent  with  the 
generally  recognized  as  safe  (GRAS) 
regulations  or  the  inclusion  of 
information  on  an  invoice  that  specifies 
the  maximum  residual  level  of  sulfites 
contained  in  the  product). 

Section  101.100(d)  provides  an 
exemption  from  the  labeling 
requirements  fw  foods  shipped  in  bulk 
when  there  is  a  written  agreement 
between  the  shipper  and  the  consignee. 
The  written  agreement  must,  among 
other  things,  contain  specifications  for 
the  processing,  labeling,  or  repacking  of 
the  food  by  a  designated  establishment 
that  wrill  ensure  that  the  food  will  not 
be  adulterated  or  misbranded  within  the 
meaning  of  the  act  The  exemption 
provided  in  S  101.100(d)  appUea  to  all 
foods  riiipped  under  the  prescribed 
provisions  without  full  labeUng  and  not 
fust  those  foods  containing  sulfites. 


Federal  Regbter  /  Vol.  58,  No.  3  /  Wednesday.  January  6.  1993  /  Rules  and  Regulations        2857 


Furthennore.  S  101.100(d)  it  not  a 
•ubject  of  this  rulemaking.  In  addition, 
sulfite  manufacturers  have  not  provided 
reasons  to  persuade  the  agency  that  they 
should  be  treated  diflierently  from 
manufacturers  of  other  ingredients.  The 
alternative  proposed  in  the  comment  is 
welcome  additional  information  but  is 
not  a  substitute  for  vrritten  agreements 
for  interstate  shipment  of  partially 
labeled  food  for  nirther  processing. 

m.  Label  Dedaration— SUtement  that 
Ingredients  are  Listed  In  Descending 
OHer  of  Predominance  fay  Weight 

j   FDA  proposed  in  the  June  21. 1991, 
proposal  to  adopt  proposed  §  101.4(a)(3) 
to  require  that  food  labels  bear  a 
statement  explaining  that  the  list  of 
ingredients  is  in  descending  order  of 
predominance  by  weight.  The  proposed 
requirement  was  in  response  to 
comments  received  on  the  1989  ANPRM 
that  suggested  that  consumers  were  not 
aware  of  the  requirement  in  new 
§  101.4(a)(1)  that  ingredients  be  declared 
in  descending  order  of  predominance  by 
weight.  FDA  cited,  as  an  example  of  an 
appropriate  statement:  "Ingredients  (in 
descending  order  of  predominance  by 

weight): , 

I .  and ." 

I    16.  Although  a  few  industry  and 
consumer  comments  on  the  June  21. 
1991,  proposal  supported  proposed 
§  101.4(a)(3),  the  majority  of  industry 
comments  requested  that  it  be  deleted 
from  a  final  rule.  Industry  comments 
maintained  that  consumers  have  been 
made  aware  that  ingredients  are 
declared  in  descending  order  of 
predominance  by  wei^t  through  the 
food  industry's  advertisements. 
According  to  these  comments,  such 
advertisements  highlight  ingredient 
statements  when  comparing  the 
quantity  of  various  ingredients  among 
competitive  products.  The  comments 
said  that,  therefore,  an  explanatory 
statement  would  be  demeaning  to  many 
consumers.  These  comments  hirther 
argued  that  the  proposed  model 
statement,  "Ingredients  (in  descending 
order  of  predominance  by  weight)." 
uses  sophisticated  terminology  imlikely 
to  be  understood  by  those  consumers 
who  remain  unaware  of  the  listing 
requirement.  These  comments  suggested 
that  this  issue  could  be  more 
appropriately  addressed  through  public 
education  efforts  by  FDA  and  die  food 
industry. 

Other  opposing  comments  on  this 
issue  emphasized  that  the  labeling 
exemption  in  proposed  §  101.4(a)(2)  for 
ingredients  that  are  present  in  amounts 
of  2  percent  or  less  by  weight  allows 
listing  the  ingredients  without  regard  to 
order  of  predominance.  These 


comments  maintained  that  the  proposed 
statement  would  contradict  the  2 
percent  rule  and  lead  to  consumer 
confusion. 

Some  comments  further  stated  that 
the  parenthetical  statement,  as 
proposed,  would  use  valuable  label 
space,  especially  on  small  packages,  and 
would  add  to  label  clutter  without 
significant  benefit  to  the  consumer.  Of 
particular  concern  was  ingredient 
labeling  for  chewing  gum  packages. 
Comments  from  the  chewing  gum 
industry  stated  that  the  addition  of  this 
statement  on  the  ingredient  label  in 
conjunction  with  all  of  the  other 
labeling  changes  required  by  the  1990 
amendments  and  proposed  by  FDA 
could  require  the  development  of  new 
packaging. 

Comments  from  foreign  governments 
stated  that  there  was  no  requirement  to 
include  such  a  statement  in  their 
countries.  They  contended  that  if  FDA 
established  the  requirement  for  such  a 
statement,  additional  labeling 
difficulties  and  costs  would  be  borne  by 
both  United  States  and  foreign  food 
manufacturers  wishing  to  use  a  single 
label  for  both  markets.  These  comments 
stressed  that  any  additional  costs  would 
ultimately  be  passed  on  to  consumers. 

The  agency  nas  carefully  considered 
all  of  the  comments  and  has  been 
persuaded  to  reconsider  its  position. 
The  agency  agrees  that  in  some  cases, 
educational  efforts  by  the  industry  and 
FDA  may  better  inform  the  public  that 
ingredients  are  listed  in  descending 
order  of  predominance  by  weight  than 
requiring  the  statement  on  the  label.  The 
agency  also  recognizes  that  with  the 
implementation  of  other  labeling 
requirements  mandated  by  the  1990 
amendments,  label  space,  especially  on 
smaller  packages,  may  be  limited. 
Finally,  comments  from  consumers 
demonstrated  little  support  for  the 
proposal.  Accordingly,  the  agency  is  not 
requiring  that  food  labels  bear  a 
statement  explaining  that  the  list  of 
ingredients  is  in  descending  order  of 
predominance  by  weight  and  is  deleting 
proposed  §  101.4(a)(3)  from  this  final 
rule.  However,  the  agency  encourages 
manufacturers  to  provide  this 
information  voluntarily  when 
practicable. 

IV.  Declaration  of  Sweeteners  in  the 
Ingredient  List 

A.  General 

The  June  21. 1991.  proposal  discussed 
several  issues  regarding  labeling  of 
sweetenere.  Consumera  had  complained 
of  not  being  able  to  determine  the 
relative  amovmts  of  added  sweetenera 
because  sweeteners  are  listed  at  various 


positions  throughout  the  ingredient  list. 
In  response,  the  agency  proposed  that 
all  sweetenere  be  grouped  together 
parenthetically  following  the  term 
"sweetenera"  when  more  than  one 
sweetener  is  present  in  a  product  and  be 
declared  in  the  ingredient  list  in  the 
order  of  predominance  appropriate  for 
the  sum  of  all  sweetenere  in  the 
product.  The  agency  also  withdrew  a 
previous  proposal,  published  in  the 
Federal  Register  of  June  14, 1974  (39  FR 
20888),  to  establish  the  term  "sugar"  as 
a  collective  ingredient  designation  for 
sucrose  and  invert  sugar  and  "com 
sweetenere"  as  a  collective  ingredient 
designation  for  sweetenera  derived  from 
com.  With  this  action,  the  agency 
denied  several  industry  petitions 
requesting  the  use  of  these  collective 
terms. 

17.  One  consumer  comment  strongly 
disagreed  with  allowing  the  ingredient 
sucrose  to  be  labeled  as  "sugar"  while 
other  caloric  sweetenera  are  labeled  by 
their  proper  names.  This  comment  also 
expressed  the  belief  that  manufacturere 
mislead  consumera  by  using  the  term 
"No  sugar  added"  when  the  product  is 
sweetened  by  a  caloric  sweetener  other 
than  sucrose.  The  comment  urged  that 
all  sweetenera  be  labeled  by  their  proper 
names,  and  that  the  term  "sugar"  be 
prohibited. 

FDA  has  traditionally  held  that  the 
term  "sugar"  in  an  ingredient  list  refere 
to  sucrose  as  defined  in  §  184.1854  (21 
CFR  184.1854).  Although  the  agency 
proposed  in  1974  to  permit  the  term 
"sugar"  to  also  include  invert  sugar,  the 
agency  never  acted  on  that  proposal  and 
subsequently  withdrew  it  in  the  June  21, 
1991,  proposal.  In  addition,  the  agency 
believes  that  sucrose  is  the  only 
sweetener  that  has  traditionally  been 
referred  to  as  "sugar"  by  industry  and 
consumera,  and  that  the  use  of  this  term 
in  the  ingredient  Ust  is  not  misleading. 
Thus,  the  agency  is  not  granting  the 
request  to  prohibit  the  use  of  the  term 
"sugar"  as  defined  in  §  184.1854.  To 
promote  greater  consumer  awareness  of 
§  184.1854,  FDA  has  specifically 
referenced  it  in  new  $  101.4(b)(20) 
(§  101.4(b)(22)  in  the  proposed  rule). 

With  re^ud  to  the  statement  "no 
sugar  added"  when  sweetenera  other 
than  sucrose  are  used  in  a  food,  the 
agency's  position  (21  CFR  105.66)  has 
been  that  label  declaration  claims  such 
as  "no  sugar  added"  may  reasonably  be 
expected  to  convey  to  consumera  that 
the  food  contains  no  added  nutritive 
sweetenera.  such  as  high  fructose  com 
syrup,  malt  syrup,  or  honey.  Claims 
such  as  "no  sugar  added"  refer  not  only 
to  sucrose  but  to  a  class  of  sweetenerr 
of  which  sucrose  is  just  one.  The  agenqr 
addressed  this  issue  in  detail  in  its 
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proposal  on  nutrient  content  claims  (56 
FR  60421  at  60437,  November  27, 1991). 
At  that  time,  FDA  proposed  thai  claims 
for  the  absence  of  added  sugan  apply 
only  to  those  foods  to  which  sugar  or 
other  nutritive  sweeteners  have  not  been 
added  directly  or  indirectly  during 
processing  or  packaging.  This  issue  is 
further  addressed  in  the  nutrient 
content  claims  final  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

18.  Comments  from  consumers, 
consumer  groups,  and  some  State 
governments  supported  the  agency's 
proposal  that  all  sweeteners  be  listed 
together  in  the  ingredient  Ust  under  the 
collective  term  "sweeteners."  They 
expressed  the  belief  that  current 
regulations  permit  manufacturers  to 
hide  the  actual  amount  of  added 
sweeteners  in  a  product  by  dispersing 
them  in  ihe  ingredient  statement.  In 
addition,  several  of  these  comments 
requested  more  complete  information 
on  the  total  amount  of  sugars  present  in 
a  finished  food  and  suggested  that  such 
information  be  required  in  nutrition 
labeling. 

However,  comments  from  industry 
opposed  grouping  sweeteners  in  the 
ingredient  list.  The  comments 
questioned  FDA's  authority  to  reouire 
grouping  sweeteners  in  the  ingredient 
list  and  staled  that  there  was  no 
scientific  or  public  health  rationale  lor 
.■singling  out  sweeteners  for  distinctive 
treatment  in  the  ingredient  list.  These 
comments  argued  that  total  sugars 
declaration  is  the  function  of  the 
nutrition  label  and  not  the  ingredient 
label.  They  further  argued  that 
sweeteners  may  be  added  to  foods  for 
other  than  sweetening  purposes  (e.g..  as 
bulking  agents,  firming  agents, 
cryoprotectants.  and  fermenting  agents), 
and  that  grouping  sweeteners  in  the 
ingredient  list  could  obscure  the 
intended  function  of  the  sweetener  in 
the  food,  thereby  generating  consumer 
confusion.  In  addition,  several 
comments  raised  concerns  regarding 
labeling  requirements  of  foods  that:  (1) 
Are  themselves  sweeteners.  (2)  contain 
a  standardized  multicomponent 
ingredient  that  had  a  sweetener  as  one 
of  its  ingredients,  and  (3)  contained 
sweeteners  that  perform  functions  for 
which  "and/or"  labeling  is  permitted 
under  current  regulations 
(§  101.4(b)(19)). 

One  comment  from  industry  argued 
'hat  inclusion  of  the  term  "sweeteners" 
in  the  ingredient  list  of  food  products 
that  are  themselves  sweeteners  is 
unnecessary.  The  comment  asserted  that 
a  sweetener  with  two  ingredients,  both 
of  which  are  "sweeteners."  would  have 
.o  list  under  this  regulation 


"Ingredients:  Sweeteners  (dextrose, 
aspartame)."  rather  than  a  sionpler  and 
more  straightforward  listing  of 
"Ingredients:  dextrose,  aspartame."  This 
ccmment  requested  an  exemption  for 
products  that  are  themselves 
sweeteners. 

Other  industry  comments  maintained 
that  where  manufacturers  declare  a 
multicomponent  ingredient  (e.g.,  a 
standardized  or  nonstandard ized  food 
for  which  there  is  a  common  or  usual 
name  and  that  is  fabricated  from  two  or 
more  ingredients)  of  a  food  by  its 
common  or  usual  name  followed  by  a 
parenthetical  listing  of  the  two  or  more 
ingredients  in  the  multicomponent 
ingredient,  sweeteners  would  either  (1) 
Have  to  be  listed  twice,  first  in  the 
parenthetical  list  following  the  name  of 
the  multicomponent  ingredient  and 
second  in  the  list  of  combined 
sweeteners  contained  in  the  finished 
food;  or  (2)  have  to  be  removed  ftt)m  the 
parenthetical  list  of  the  multicomponent 
ingredient  and  added  to  the 
parenthetical  list  of  sweeteners.  These 
comments  contended  that  such  a 
practice  would  be  misleading  because  it 
would,  in  the  first  case,  over-represent 
the  amount  of  the  sweetener  by 
declaring  it  twice,  or.  in  the  second 
case,  give  the  impression  that  the 
multicomponent  ingredient  is  "sugar 
free." 

The  comments  stated  thai,  in  the 
alternative,  the  parenthetical  listing  of 
the  ingredients  of  the  multicomponent 
ingredient,  as  provided  in  proposed 
§  101.4(b)(2)(i),  would  no  longer  be  an 
option.  Sweeteners  would  have  to  be 
removed  from  the  multicomponent 
ingredient  declaration  and  grouped  with 
other  iwveeteners.  The  other  ingredients 
in  the  multicomponent  ingredient 
would  then  have  to  be  dispersed  in  the 
ingredient  list  in  descending  order  of 
predominance,  as  provided  in  proposed 
§  101.4(bM2)(ii).  without  naming  the 
muhicomponent  ingredient.  As  a  result, 
common,  readily  identifiable 
multicomponent  ingredient  names  such 
as  "milk  chocolate  "  or  "marshmallows" 
would  not  appear  in  the  ingredients 
statement,  and  the  consumer  would  be 
misled. 

Several  other  industry  comments 
requested  clarification  regarding  label 
declaration  of  sweeteners,  such  as  sugar 
alcohols,  that  may  be  used  as  firming 
agents  and  that  are  currently  declared 
parenthetically  using  "and/or"  labeling 
following  the  collective  term  "firming 
agents."  These  comments  asserted  that 
manufacturers  who  may  not  adhere  to  a 
(instant  pattern  of  use  of  a  particular 
firming  agent  that  is  a  sweetener  would 
be  at  a  competitive  disadvantage 
because  of  the  additional  expense  of 


maintaining  label  inventories  for  evety 
poasible  fonnulation. 

Additional  comments  that  oppoaad 
the  grouping  of  sweeteners  stated  that 
consumers  will  avoid  foods 
unnecessarily  if  the  grouped  sweeteiwrt 
appear  first  or  second  in  the  ingredient 
list  and  thereby  imply  that  such  foods 
are  "bad."  These  comments  further 
stated  that  when  low  calorie  or  intense 
sweeteners  are  used,  they  would  most 
likely  be  the  only  sweetening  ingredient 
in  a  food  and  therefore  would  be  exempt 
from  this  requirement  because  the  groun 
declaration  of  sweeteners  is  only 
triggered  when  more  than  one  added 
sweetener  is  present.  These  comments 
asserted  that  consumers  would  be  given 
the  impression  that  a  food  containing  an 
intense  or  low  calorie  sweetener 
contained  less  sugar  and  therefore,  was 
more  nutritious  than  a  food  that 
contained,  for  example,  five  sweeteners. 
In  fad.  the  comment  continued,  the 
food  containing  five  sweeteners  may 
contain  other  essential  nutrients  not 
present  in  the  food  with  the  intense 
sweetener.  Another  comment  asserted 
that  the  grouping  of  sweeteners  in  the 
ingredient  Ust  would  lead  to  deceptive 
and  unfair  practices  because 
manufacturers  may  manipulate 
formulations  so  that  ingredients  that  are 
valued  by  consumers,  such  as  honey 
and  concentrated  frvit  juice,  would 
appear  to  be  more  predominant  when 
grouped  with  other  sweeteners  than 
they  would  undercurrent  labeling 

Tilations. 
inally.  two  comments  from  foreign 
manufacturers  that  opposed  grouping 
sweeteners  in  the  ingredient  list 
maintained  that  such  a  requirement 
would  be  a  barrier  for  foreign  trade 
because  foreign  manufacturers  are  not 
required  to  group  sweeteners  on  labels. 
These  comments  further  stated  that 
foreign  manufacturers  would  be 
required  to  use  separate  labels  just  for 
the  U.S.  market,  consequently 
increasing  costs  and  discouraging  free 
trade. 

The  agency  has  carefully  reviewed  all 
of  the  comments  and.  as  stated  above, 
has  been  persuaded  to  reconsider  its 
proposal  to  require  grouping  of 
sweeteners  in  the  ingredient  statement 
As  stated  in  the  final  rule  on  mandatory 
nutrition  labeling  published  elsewhere 
in  this  issue  of  the  Federal  Register,  in 
response  to  section  403(q)  of  the  act. 
FDA  is  requiring  the  declaration  of  total 
sugars  in  the  nutrition  label.  TTie  agency 
believes  that  information  on  the 
quantity  of  sugars  in  a  finished  food  is 
more  effectively  conveyed  as  part  of 
nutrition  labeling,  than  ingredient 
labeling.  The  total  amount  of  sugars. 
including  both  added  and  indigenous 
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sugars,  is  declared  in  the  nutrition  label, 
whereas  the  infoimation  cm  sugars 
cxmtent  provided  through  Ingredient 
labeling  includes  only  added 
sweetening  ingredients  in  ordw  of 
predominance  by  weight.  The 
ingredient  label  does  not  give 
information  regarding  the  amounts  of 
thoee  sugars. 

It  is  true  that  in  the  June  21. 1991, 
proposal,  the  agency  stated  that  even  if 
it  were  to  require  the  declaration  of  total 
sugars,  there  was  still  a  significant  need 
for  grouping  sweeteners  in  the 
ingredient  list  to  prevent  consumers 
firom  being  misled  by  the  practice  of 
dispersing  sweetener  names  throughout 
the  ingredient  list.  FDA  has 
reconsidered  this  position,  however, 
and  concludes  that  from  a  nutritional 
standpoint,  the  placement  of  added 
sugars  in  the  ingredient  statement  is  not 
relevant. 

For  FDA  to  require  the  grouping  of 
sweeteners  in  the  ingredient  list,  it 
would  have  to  find  that  listing  them  in 
order  of  predominance  is  false  or 
misleading  (section  403(a)  of  the  act). 
Clearly,  the  applicable  finding  would 
have  to  be  that  the  current  method  of 
listing  sweeteners  results  in  consumer 
deception,  that  is,  as  argued  by  the 
consumer  and  state  government 
comments,  by  dispensing  sweeteners 
throughout  the  ingredient  list, 
manufacturers  hide  the  total  amount  of 
sweetening  ingredients  added  to  a  food. 
FDA  has  concluded,  however,  that  this 
practice  will  not  result  in  deception  for 
two  reasons. 

First,  because  nutrition  labeling  will 
include  a  listing  of  total  sugars,  this 
practice  will  no  longer  provide  a  means 
of  hiding  the  amounts  of  sweeteners 
added  to  the  food.  The  consumer  will  be 
able  to  determine  if  a  product  has  a  high 
amount  of  sugars  by  looking  at  the 
nutrition  label. 

Secondly,  from  a  nutritional 
standpoint,  the  amount  of  added  sugars 
is  not  significant  information  when 
considering  overall  sugar  content.  It  is 
the  total  sugars  content  that  has 
nutritional  importance.  Again,  this 
amount  will  be  determinable  from  the 
nutrition  label.  Thus.  FDA  agrees  with 
the  comments  that  there  is  no  scientific 
or  public  health  reasons  for  singling  out 
sweeteners  for  special  treatment  in  the 
ingredient  list.  For  these  reasons  FDA 
concludes  that  grouping  of  sweeteners  is 
not  necessary  to  prevent  consumers 
from  being  misled  and,  therefore,  FDA 
is  not  requiring  such  a  step. 
Accordingly,  FDA  has  deleted  the 
proposed  requirement  for  aggregate 
declaration  of  sweeteners  (proposed 
§  101.4(b)(21})  from  this  final  rule. 


FDA  points  out  that  it  has  considered 
the  other  obiectioos  raised  by  industry 
to  its  proposal.  As  explained  above, 
FDA  clearly  has  authority  under  section 
403(a)  of  the  agt  to  take  the  step  it 
prop>osed.  FDA  advises  that  there  would 
De'altemative  ways  of  addressing  eadi 
of  the  other  concerns  that  the  industry 
comments  raised.  Because  the  agency 
has  decided  not  to  adopt  proposed 
§  101.4(b)(21),  however,  it  finds  that 
there  is  no  need  to  address  each  of  those 
concerns  in  detail. 

The  agency  received  several  other 
supporting  and  opposing  comments 
addressing  its  definition  of  sweeteners 
(i.e.,  list  of  ingredients  to  be  included  in 
the  definition  of  sweeteners  for  the 
purpose  of  this  regulaticm)  as  discussed 
in  the  June  21, 1991.  proposal  (56  FR 
28592  at  28608).  Because  the  agency  has 
reconsidered  its  position  on  the 
aggregate  declaration  of  sweeteners  in 
the  ingredient  statement,  the  issues 
raised  in  those  comments  are  no  longer 
pertinent  and  need  not  be  addressed  in 
this  rulemaking. 

19.  Other  comments  recommended 
that  FDA  require  the  disclosure  of 
artificial  sweeteners  on  the  principal 
display  panel  in  addition  to  the 
in^edient  list.  These  comments 
suggested  that  the  label  should  read 
"Artificially  sweetened"  and  should 
also  bear  warnings  about  artificial 
sweeteners  being  harmful  to  children 
and  pregnant  women.  However,  the 
comipents  did  not  provide  information 
supporting  their  assertion  that  artificial 
sweeteners  are  specifically  harmful  to 
children  and  preenant  women. 

The  agency  will  not  object  to 
manufacturers  voluntarily  declaring  on 
the  principal  display  panel  that  the 
product  is  artificially  sweetened.  This 
voluntary  declaration,  however,  only 
applies  in  those  instances  where 
"artificially  sweetened"  is  not  a  part  of 
the  statement  of  identity  of  the  food 
(e.g..  artificially  sweetened  canned 
apricots)  and,  dierefore,  required  to 
appear  on  the  principal  display  panel. 
The  agency  is  not  aware  of  any  evidence 
to  support  the  assertion  in  the 
comments  that  artificial  sweeteners  are 
more  harmful  to  children  and  pregnant 
women  than  to  the  general  population. 
FDA  has  considered  the  safety  of  these 
ingredients  as  part  of  the  food  additive 
listing  process.  Where  it  has  been 
presented  with  evidence  that  shows  that 
it  is  necessary  for  the  safe  use  of  an 
artificial  sweetener,  FDA  has  required 
declarations.  Such  a  declaration  is 
provided  for  in  21  CFR  172.804,  which 
requires  that  labels  on  foods  that 
contain  aspartame  bear  the  statement 
"PHENYLKETONURICS:  CONTAINS 
PHENYLALANINE."  In  addition  section 


403(oKl)  of  the  act  requires  that  labels 
of  foods  containing  saccharin  bear  the 
warning  statement  "USE  OF  THIS 
PRODUCT  MAY  BE  HAZARDOUS  TO 
YOUR  HEALTH.  THIS  PRODUCT 
CONTAINS  SACCHARIN  WHICH  HAS 
BEEN  DETERMINED  TO  CAUSE 
CANCER  IN  LABORATORY 
ANIMALS."  Both  provisimis  reqtdre 
that  such  statements  shall  be  looted  in 
a  conspicuous  place  on  the  label  as 
proximate  as  possible  to  the  name  of  the 
food  and  shall  appear  in  conspicuous 
and  legible  type  in  contrast  to  other 
printed  matter  on  the  label.  As  other 
artificial  sweeteners  are  permitted  for 
use  in  foods,  the  agency  will  prescribe 
the  conditions  undar  vdiich  those 
sweeteners  may  be  safely  used, 
including  labeling  or  packaging 
requirements  if  deemed  necessary  by 
the  agency  to  ensure  the  safety  of  such 
use.  See  section  409(c)(TMA)  of  the  act 
(21  U.S.C.  348(cKl)(A)J. 

B.  Lactose  Labeling 

In  the  June  21. 1901.  proposal,  the 
agency  restated  its  policy  on  the 
declaration  of  lactose  and  advised  that 
ingredient  labeling  regulations  require 
the  listing  of  lactose  whenever  it  is  used 
as  an  ingredient  of  food  (56  FR  28592 
at  28608). 

20.  One  comment  supported  FDA's 
position  against  requiring  label 
declaration  of  lactose  when  present  as  a 
component  of  an  ingredient  (e.g.,  whey, 
nonfat  dry  milk),  because  lactose 
intolerant  consumers  know  to  avoid 
milk  and  milk  products.  Another 
comment  requested  the  establishment  of 
regulations  to  require  labeling  products 
as  "lactose  free."  This  comment  stated 
that  the  high  percentage  of  the 
population  that  suffers  bom  lactose 
intolerance  warrants  such  a 
requirement 

The  agency  does  not  agree  that  the 
requested  statement  is  needed  because 
lactose  intolerant  consumers  know  to 
avoid  milk  and  milk  produrts. 
Furthermore,  the  comment  did  not 
present  data  to  substantiate  that  lactose 
intolerant  consumers  need  a  "lactose 
free"  declaration  to  determine  which 
foods  they  can  safiBly  consume.  Such 
information  would  be  necessary  for  FDA 
to  require  a  statement  that  a  product  is 
"lactose  free."  Thus,  FDA  is  not 
requiring  a  "lactose  free"  declaration  on 
products  that  do  not  contain  lactose. 
However,  the  agency  advises  that 
manufacturers  may  voluntarily  label  a 
food  as  "lactose  free,"  provided,  of 
course,  that  the  statement  is  true.  Any 
product  labeled  as  "lactose  free"  must 
not  contain  lactose  as  an  ingredient  or 
as  a  component  of  an  ingredient  and    ^^ 
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should  adhere  to  the  provisions  of  21 
CFR  105.62  on  hypoallergenic  foods. 

V.  Labeling  of  Fresh  Fruits  and 
Vegetables 

A.  Pesticides 

21.  The  majority  of  comments,  citing 
concerns  about  health  risks  and  the 
consumer's  right  to  know,  requested 
that  the  agency  require  manufacturers  to 
disclose  preharvest  and  postharvest 
pesticide  use  on  fresh  fruits  and 
vegetables  at  the  retail  level.  The 
comments  expressed  concern  that,  in 
the  absence  of  pesticide  labeling  at  the 
retail  level,  growers,  packers,  repackers. 
or  distributors  may  indiscriminately  use 
pesticides  that  are  not  permitted  or  are 
permitted  only  on  specific  fruit  and 
vegetable  commodities. 

As  discussed  in  the  preamble  to  the 
June  21. 1991.  proposal  (56  PR  28592  at 
28611).  section  403(1)  of  the  act  only 
requires  declaration  of  postharvest 
pesticides  on  the  shipping  container. 
Moreover,  section  403(1)  of  the  act 
specifically  precludes  the  agency  from 
requiring  declaration  of  postharvest 
pesticides  at  the  retail  level.  The 
comments  favoring  disclosure  of 
preharvest  and  postharvest  pesticide  use 
did  not  provide  any  information  not 
considered  by  the  agency  at  the  time  of 
the  proposal,  nor  did  they  provide 
viable  solutions  to  the  many  compliance 
and  enforcement  problems  that  would 
arise  if  the  agency  acquired  statutory 
authority  to  require  pesticide  labeling  at 
the  retail  level.  Moreover,  the  agency 
advises  that  the  indiscriminate  use  of 
pesticides  is  illegal.  Only  uses 
specifically  permitted  by  the 
Environmental  Protection  Agency  under 
the  Federal  Insecticide.  Fungicide  and 
Rodenticide  Act  of  1988  (7  U.S.C.  136a- 
1)  are  legal.  Thus.  FDA  has  concluded 
that  it  will  not  seek  statutory  authority 
to  require  pesticide  labeling  by  the 
retailer  at  this  time. 

B.  Wax  or  Resin  Coatings 

The  agency  proposed  to  permit 
retailers  to  use  appropriate  collective 
(generic)  names  for  ingredient  labeling 
of  wax  or  resin  coatings  on  fresh 
produce  (56  FR  28592  at  28611).  Section 
403(i)  of  the  act  provides  for  exemption 
from  sp>ecific  ingredient  labeling  when 
such  labeling  is  impracticable  or  results 
in  deception  or  unfair  competition. 
Because  of  the  constant  change  of 
produce  items  in  retail  establishments, 
FDA  tentatively  concluded  that  speciBc 
ingredient  labeling  of  waxes  and  resins 
was  impracticable  (56  FR  28592  at 
28613).  In  addition,  under  the  proposal, 
packers  and  repackers  unable  to  adhere 
to  a  constant  pattern  of  wax  or  resin  use 


on  produce  would  be  permitted  to  use 
collective  names  in  ingredient  labeling. 
Also  in  the  June  21. 1991.  proposal, 
FDA  responded  to  a  citizen  petition 
(Docket  No.  90F-0404)  requesting  the 
agency  to  permit:  (1)  Collective  labeling 
of  fresh  produce  by  shippers;  (2) 
ingredient  labeling  on  plastic  bags;  and 
(3)  the  term  "may"  in  ingredient 
labeling  of  wax  or  resin  coating  on  fresh 
produce. 

22.  Although  a  number  of  comments 
supported  the  agency's  proposal,  several 
comments  requested  specific  wax  or 
resin  coating  ingredient  declaration  at 
the  retail  level  because  of  health  and 
safety  considerations  and  because  of  the 
right  of  consumers  to  know  what  is  in 
the  foods  they  eat. 

The  agency  recognizes  that  consumers 
have  expressed  health  and  safety 
concerns  as  they  relate  to  the 
consumption  of  waxes  and  resins. 
Waxes  and  resins  used  on  fresh  produce 
have  been  accepted  as  food  grade  and 
therefore  are  considered  by  the  agency 
to  be  safe  ingredients.  If  the  agency 
becomes  aware  that  a  particular  wax  or 
resin  may  be  harmful  to  consumers,  it 
will  take  appropriate  action  to  ensure 
safe  use  of  the  wax  or  resin. 

The  agency  further  acknowledges  that 
some  consumers  desire  specific 
ingredient  declaration  of  waxes  and 
coatings,  and  that  such  declarations  are 
generally  required  under  section  403(i) 
of  the  act.  However,  section  403(i)  of  the 
act  does  not  provide  a  "right  to  know" 
the  ingredients  of  every  food.  It  qualifies 
the  requirement  that  each  ingredient  be 
listed  (section  403(i)(2)  of  the  act)  by 
saying  that  to  the  extent  that  compliance 
with  that  requirement  is  impracticable 
or  results  in  deceptive  or  unfair 
competition.  FDA  is  to  establish 
exemptions  from  the  requirement  by 
regulation  (section  403(i)(2)).  The 
comments  did  not  provide  evidence 
regarding  retail  marketing  practices  that 
contradicted  the  agency's  tentative 
conclusion  that  specific  ingredient 
labeling  at  the  retail  level  is 
impracticable.  Therefore,  FDA  has  not 
been  persuaded  to  change  its  tentative 
finding  that  specific  ingredient 
declaration  is  impracticable,  at  the  retail 
level.  Accordingly,  the  agency 
concludes  that  specific  ingredient 
declaration  of  waxes  and  coatings  on 
fresh  produce  is  impracticable  and  that 
the  proposed  exemption  permitting  use 
of  collective  terms  by  the  retailer  is 
appropriate. 

23.  Some  of  the  comments  that 
requested  specific  wax  or  resin  coating 
label  declaration  also  requested 
declaration  of  the  fungicides  applied  in 
the  waxes  or  coatings.  These  comments 
asserted  that  information  on  fungicides 


is  important  for  health  and  safety 
considerations. 

As  discussed  above,  section  403(1)  of 
the  act  specifically  precludes  FDA  from 
issuing  regulations  requiring  retail 
labeling  for  postharvest  use  of 
pesticides.  Fungicides  that  may  be 
applied  with  or  without  waxes  or 
coatings  are  included  in  the  category  of 
postharvest-use  pesticides,  as  provided 
in  section  201(q)  of  the  act  (21  U.S.C. 
321a(q))  and  therefore  are  exempt  &t)m 
required  declaration  at  the  retail  level. 
As  previously  stated,  the  agency  does 
not  plan  to  seek  statutory  authority  to 
require  pesticide  labeling  by  retailers. 
24.  Many  comments  requested  that 
domestic  and  foreign  packers  and 
repackers  be  exempted  from  specific 
ingredient  labeling  and  allowed  to  use 
coUective  (generic)  terms  without  first 
having  to  determine  whether  there  is  a 
"constant  pattern"  of  wax  or  resin  use 
on  the  produce.  Several  of  the 
comments  asserted  that  seasonal 
variation,  product  variation,  coating 
variability,  product  destination,  cost 
and  availability  of  wax  or  resin  coating, 
and  the  practice  of  commingling  lots  of 
variously  coated  fresh  fruits  and 
vegetables  from  different  suppliers 
occur  so  frequently  that  packers  and 
repackers  would  rarely,  if  ever,  adhere 
to  a  "constant  pattern"  of  use. 

In  addition,  the  comments  stated  that 
the  packer  or  repacker  who  adheres  to 
a  "constant  pattern"  of  use.  and. 
therefore,  is  required  to  use  specific  wax 
or  resin  coating  ingredient  declarations, 
is  at  a  competitive  disadvantage  when 
compared  to  packers  or  repackers  who 
do  not  adhere  to  a  constant  pattern  of 
use.  The  comments  contended  that 
unfair  competition  results  because  of 
the  labeling  and  inventory  costs 
required  to  maintain  specific  ingredient 
labeling  as  well  as  collective  ingredient 
labeling  for  those  instances  when  the 
packer  does  not  adhere  to  a  constant 
pattern  of  use.  The  comments  further 
stated  that  the  ordinary  practice  in  the 
packing  industry  is  to  use  prestenciled 
shipping  containers  that  are  labeled 
before  they  are  packed.  Thus,  packers 
and  repackers  who  adhere  to  a  constant 
pattern  of  use  and  are  required  to  list 
individual  wax  or  resin  ingredients 
would  have  to  maintain  a  separate 
inventory  of  boxes  prestenciled  with  the 
required  ingredient  information.  The 
comments  argued  further  that  most 
packers  often  run  two  or  three  shifts  per 
day.  each  with  multiple  lines  packing 
various  types  of  produce 
simultaneously.  These  comments 
concluded  that  the  packers  who  adhere 
to  a  constant  pattern  of  use  would  not 
only  have  to  increase  their  packaging 
costs  and  inventory  space  but  also 
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would  have  to  increase  their  wcu-kforce 
and  reorganize  the  packing  process. 

Other  comments  stated  mat  the 
requirement  to  list  specific  ingredients 
on  shipping  containers  if  a  "constant 
pattern"  of  \^  is  determined  is  at  odds 
with  the  proposal  to  use  collective 
names  at  retail.  Such  a  requirement 
v.ouid  compel  retail  store  personnel  to 
categorize  the  specific  wax  or  resin 
coating,  because  retail  establishments 
will  always  be  able  to  use  generic 
labeling.  These  comments  further 
maintained  that  it  is  unreasonable  to 
expect  produce  clerks  and  store 
managers  to  understand  ingredient  label 
classification  of  waxes  and  resins  and  to 
label  accurately  the  products  with  the 
appropriate  collective  name.  These 
comments  also  contended  that  requiring 
produce  persoiuiel  to  classify  waxes  and 
resins  for  labeling  purposes  may 
ultimately  cause  erroneous  labeling, 
resulting  in  misbranding  of  the  product 
end  misleading  the  consumer. 

The  agency  requires  ingredient 
labeling  for  wax  or  resin  coatings  on 
both  domestic  and  imported  fresh  fruits 
and  vegetables.  The  agency  finds,  based 
on  information  provided  in  the 
comments  regarding  industry  practices, 
that  the  loss  of  specific  lot  identification 
because  of  commingling  of  variously 
coated  produce  while  in  bulk  storage  at 
the  wholesale  distributor  level  makes 
specific  ingredient  declaration 
impracticable.  Proposed  §  101.4(b)(25) 
(redesignated  as  new  §  101.4(b)(22)  in 
this  final  rule)  provided  for  the  use  of 
collective  terms  by  packers  and 
repackers  when  a  "constant  pattern"  of 
wax  or  resin  ingredient  use  is  not 
practicable.  In  light  of  information 
regarding  industry  practice  provided  in 
several  of  the  comments,  the  agency 
concludes  that  it  is  likely  that  the  great 
majority  of  packers  and  repackers,  both 
foreign  and  domestic,  will  satisfy  the 
conditions  of  impracticability  required 
for  exemption  from  specific  ingredient 
labeling  for  wax  and  resin  coatings.  The 
agency  further  concludes  that  the  small 
number  of  manufacturers  who  adhere  to 
a  constant  pattern  of  use  of  wax  or  resin 
coatings  may  be  at  a  competitive 
disadvantage  because  they  will  incur 
additional  labeling  and  inventory  costs 
in  order  to  provide  specific  wax  or  resin 
ingredient  labeling  for  a  variety  of  fruits 
and  vegetables.  Similar  co.sts  will  not  be 
borne  by  the  majority  of  packers  and 
repackers,  who  do  not  adhere  to  a 
constant  pattern  of  wax  or  resin  use. 

Section  403(i)(2)  of  the  act  provides 
that,  in  cases  where  specific  ingredient 
labeling  would  be  impracticable  or 
result  in  deception  or  unfair 
competition,  the  packer  or  repackm-  may 
be  exempted  from  such  '^V^'ng 


Because  of  industry  practices  previously 
discussed,  the  majority  of  packers  and 
repackers  will  meet  the  requirements  for 
exemption  from  specific  ingredient 
declaration  because  of  impracticability. 
In  the  agency's  opinion,  however,  the 
few  packers  and  repackers  that  would 
not  be  exempt  from  specific  ingredient 
declaration  due  to  impracticability 
would  be  placed  at  a  competitive 
disadvantage  if  required  to  comply  with 
section  403(i}  of  the  act  Accordii^y, 
the  agency  is  revising  proposed 
§  101.4(b](22)  to  exempt  all  padcers  and 
repackers  from  specific  ingredient 
labeling  of  wax  and  resin  coatings.  In 
reaching  this  conclusion,  FDA  also 
considered  that  consumers  would  not  be 
disadvantaged  by  any  loss  of 
information  if  packers  and  repackers  use 
collective  term  labeling  of  waxes  and 
resins  because  retailers  are  permitted  to 
use  collective  terms.  Therefore,  specific 
ingredient  labeling  of  waxes  and  resins 
by  the  packer  or  repacker  would  not  be 
provided  to  the  consumer  by  the 
retailer. 

25.  Several  comments  requested  that 
the  agency  revise  proposed 

§  101.4(b)(25)  to  include  dairy-based 
waxes  within  the  category  of  animal- 
based  waxes,  e.g.,  "animal-based  or 
milk-based"  or  "coated  with  animal- 
based  wax  (may  include  dairy  product- 
based  wax)."  llie  comments  dted  the 
possibility  of  allergic  reaction  to 
products  containing  small  amoimts  of 
dairy  products  and  religious,  ethnic,  or 
dietary  restrictions  as  the  reascms  for  the 
request. 

The  agency  advises  that  dairy-based 
waxes  are  included  in  the  animal-based 
wax  category.  The  agency  believes  that 
consumers  imderstand  that  dairy 
products  are  animal-based,  and  that  any 
dairy-based  ingredients  in  waxes  or 
resins  would  be  included  in  an  "animal- 
based  wax"  declaration.  The  agency 
further  believes  that  the  prescribed  term 
"coated  with  animal-based  wax"  is 
adequate  to  provide  the  requested 
information  to  consumers  wishing  to 
avoid  dairy-based  products.  The 
comments  did  not  provide  any  basis  for 
finding  that  the  use  of  the  term  "animal- 
based"  is  not  adequate  to  advise 
consumers  with  all  the  information  they 
would  need  to  avoid  the  product 
Accordingly,  FDA  has  not  made  the 
requested  revision  of  the  regulation. 

26.  Some  comments  objected  to  the 
term  "food  grade,"  stating  that  all 
ingredients  are  food  grade,  and  that  this 
term  may  give  the  consumer  the 
impression  that  other  irigredients  are 
not  "food  grade."  These  comments  also 
objected  to  the  optional  use  of 
functional  phrases,  e.g.,  "to  maintain 
freshness."  in  conjunctiim  with  tbe 


words  "wax"  and  "coatings."  because 
the  comments  believed  that  such  terms 
are  misleading  or  redundant. 

The  agency  points  out  that  the  term 
"food  grade"  is  an  optional  term  and 
concliidas  that  it  should  remain  as  such. 
The  agency  is  net  convinced  that 
consumers  will  perceive  that 
ingredients  not  designated  as  "food 
grade"  are  not  food  grade.  On  the 
contrary,  the  agency  believes  that  the 
use  of  the  optional  term  "food  grade" 
will  assure  consumers  who  are 
concerned  about  wax  or  resin  coatings 
that  these  ingredients  have  bean 
accepted  by  the  agency  as  -"food  grade" 
and,  therefore,  are  considered  to  be  saiiB 
ingedients. 

The  agency  disagrees  that  the  phrase 
"to  maintain  freshness"  is  misleading. 
Waxes  and  coatings  do  perform  a 
preservative  function,  and  this  phrase  is 
an  acceptable  means  of  stating  that  fact. 
Although  the  agency  is  not  requiring  the 
phrase  "to  maintain  freshness"  to 
describe  the  preservative  function  of 
waxes  and  resins  (FDA  believes  that 
consumers  generally  recognize  that  this 
function  is  associated  with  the  terms 
"wax"  and  "resin;"  thus,  for  produce, 
the  terms  "wax"  and  "resin"  fulfill  the 
requirements  of  new  §  101.22(j)  and 
section  403(k)  of  the  act  %vith  respect  to 
the  declaration  of  the  preservative 
function),  the  agency  will  permit  the 
phrase  to  be  included  in  the  wax  or 
resin  ingredient  declaration. 

27.  A  few  comments  suggested  that 
the  term  "no  wax  and/or  resin  coating" 
should  be  required  instead  of  no 
labeling  when  no  wax  or  resin  coating 
is  present,  to  assure  the  consumer  that 
the  absence  (tf  labeling  is  not  the  result 
of  the  retailer's  failure  to  label  the 
presence  of  wax  or  resin  coating. 

The  agency  has  the  authority  to 
require  declaration  of  the  absence  of  an 
ingredient  in  cases  where  it  is  implied 
that  the  ingredient  has  been  used  when 
in  fact  it  has  not  been  used.  In  such 
instances  the  lack  of  specific 
information  would  be  misleading  under 
sections  403(a)  and  201  (n)  of  the  act. 
However,  the  comment  did  not  provide 
information  to  substantiate  that  in  the 
absence  of  a  wax  or  resin  declaration, 
consumers  would  believe  that  a  wax  or 
resin  coating  had  been  applied.  Thus, 
the  agency  does  not  have  the  authority, 
in  this  instance,  to  require  a  "no  wax  or 
resin"  declaration.  However,  the  agency 
will  not  object  to  use  of  a  "no  wax  or 
resin"  declaration  but  does  require  that 
the  statement  is  factual  in  all  respects. 
Furthermore,  the  agency  expects  that 
packers,  repadcers,  and  retailers  will 
comply  with  the  statutory  requirements 
and  correctly  label  wax  or  renn  coated 
fresh  fruits  and  vegetables. 
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28.  Other  comments  requested  that 
the  agency  revise  proposed 
§  101.4(b)(25)  to:  (1)  Establish  shellac  or 
lac-based  coatings  as  a  separate  category 
of  wax  or  resin  coatings;  (2)  modify  the 
term  shellac  with  the  phrase  "a  coating 
made  up  of  a  secretion  of  the  lac  insect" 
to  alert  strict  vegetarians:  and  (3) 
combine  the  categories  beeswax  and 
shellac-based  because  they  are  both 
insect-derived. 

The  agency  has  not  been  persuaded 
by  the  comments  that  the  prescribed 
terms  are  inadequate  to  inform  the 
consumer  about  wax  and  resin  coatinp, 
or  that  an  additional  category  should  be 
established  to  alert  a  limited  population 
of  consumers.  FDA  selected  the 
collective  terms  that  it  proposed  in  the 
June  21, 1991,  proposal  to  assist  the 
consumer  in  avoiding  certain  products 
for  reasons  of  religious,  cultural,  or 
ethnic  dietary  restrictions.  These 
collective  terms  allow  consumers  to 
avoid  certain  foods,  while  providing  the 
flexibility  needed  by  retailers  in 
prevailing  market  conditions  to  comply 
with  the  ingredient  labeling 
requirement.  Thus,  the  agency  is  not 
creating  an  additional  category  for 
beeswax  and  shellac  (or  lac-)  based 
waxes.  However,  should  a  packer, 
repacker,  or  retailer  voluntarily  choose 
to  use  a  more  narrow  descriptive  term 
such  as  "vegetable  based"  or  "beeswax 
and  shellac  based,"  or  to  name  the 
specific  wax  or  resin  coating,  the  agency 
will  not  object  to  such  use  but  does 
require  that  the  declaration  be  factual. 

29.  Some  comments  suggested  use  of 
the  term  "petroleum  based"  as  opposed 
to  "mineral  based"  because  it  is  factual, 
it  is  understood  by  consumers,  and  the 
term  "mineral"  may  be  misleading  if 
associated  with  vitamins  and  minerals, 
particularly  if  nutrition  labeling  is 
provided  by  the  retailer. 

The  agency  agrees  with  the 
comments.  Currently,  in  part  172  (21 
CFR  part  172),  there  are  at  least  four 
multipurpose  direct  food  additives  that 
may  be  applied  to  fresh  fruits  and 
vegetables  as  a  protective  coating,  and 
that  the  agency  considers  to  be  in  the 
category  "petroleum  based."  These  are: 
White  mineral  oil  (liquid  petrolatum), 
§  172.878;  petroleum  wax,  S  172.886; 
synthetic  petroleum  wax,  §  172.888;  and 
petrolatum,  §  172.880.  With  the 
exception  of  white  mineral  oil,  all  have 
the  term  "petroleum"  as  part  of  their 
common  or  usual  name.  Therefore,  the 
agency  concludes  that  the  term 
"petroleum  based"  is  more  accurate  and 
informative  in  describing  the  nature  and 
source  of  the  wax  coating  than  the  term 
"mineral,"  which  may  be  associated 
with  inorganic  substances  rather  than 
organic  substances.  Accordingly.  FDA 


has  revised  new  §  101.4(b)(22)  (formerly 
§  101.4  (b)(25))  to  reflect  this  change. 

30.  Two  comments  expressed  concern 
that  growers,  packers,  and  repackers 
may  begin  to  use  coatings  derived  from 
certain  gluten  containing  foods  (i.e.. 
wheat,  barley,  rye,  oats,  or  millet),  and 
that  the  prescribed  generic  terms  would 
not  adequately  inform  persons  who 
must  avoid  these  foods.  The  comments 
further  asserted  that  retailers  should  not 
be  allowed  to  treat  cut-up  fruits  or 
vegetables  with  a  gluten-oased  coating 
to  enhance  color  and  preserve  freshness 
without  declaring  the  use  of  such 
coating. 

The  agency  is  not  aware  of  any 
commercially  used  coating  derived  from 
wheat,  barley,  rye.  oats,  or  millet  that 
may  contain  gluten.  However,  should 
such  a  coating  be  developed  in  the 
future,  FDA  would  decide  what 
measures  are  necessary  to  adequately 
protect  those  consumers  who  need  to 
avoid  gluten  and  to  ensure  the  safe  use 
of  the  coating. 

In  addition,  retailers  who  coat  fruits 
or  vegetables  are  required  to  declare 
such  ingredients  in  accordance  with  the 
provisions  of  section  403(k)  of  the  act 
and  §  10V4{b)(22). 

31.  Some  comments  that  supported 
the  use  of  self-serve  plastic  bags  to 
identify  wax  or  resin  coating  ingredients 
saw  no  difference  between  prepacked 
plastic  bags  with  ingredient  labeling  and 
those  plastic  bags  to  be  used  by 
consumers  from  a  roll.  Further,  they 
argued  that,  as  opposed  to  information 
on  signs,  the  information  on  plastic  bags 
would  give  consumers  added  time  for 
review  during  shopping  and  after 
leaving  the  store.  Other  comments 
opposed  the  use  of  self-serve  plastic 
bags  to  provide  ingredient  declaration  of 
wax  or  resin  coatings  because:  (1)  The 
consumer  would  not  have  the 
information  before  making  the  purchase 
decision;  (2)  it  is  difficult  to  read  print 
on  bags  in  a  roll;  (3)  the  consumer  may 
not  use  the  plastic  bags  specific  to  the 
produce  or  to  the  actual  waxes  applied 
to  the  products  being  purchased;  and  (4) 
the  practice  is  not  ecologically  sound. 

Tne  comments  supporting  use  of  self- 
serve  plastic  bags  to  declare  wax  or 
resin  coatings  on  produce  at  retail  have 
not  persuaded  the  agency  that  self-serve 
plastic  bags  available  in  the  produce 
department  meet  statutory  labeling 
requirements  for  ingredient  declaration, 
meet  expressed  consumer  needs,  or  can 
reasonably  be  managed  at  the  retail 
store.  As  stated  in  the  June  21, 1991. 
proposal,  ingredient  information  on 
plastic  bags  available  in  the  produce 
department  would  not  provide 
consumers  with  this  informetion  at  the 
time  they  actually  make  purchase 


decisions  (56  FR  28592  at  28614). 
Further,  the  agency  doubts  that 
consumers  would  notice  ingredient 
information  because  the  bags  are  usually 
distributed  in  rolls.  Thus,  because  the 
ingredient  information  woold  not  be 
placed  conspicuously  and  in  such  terms 
as  to  render  it  likely  to  be  read  and 
understood  by  the  ordinary  individual 
under  customary  conditions  of  purchase 
and  use,  the  produce  would  be 
misbranded  under  section  403(0  of  the 
act. 

Furthermore,  the  agency  believes  that 
ingredient  declaration  on  plastic  bags 
could  result  in  misleading  consumers, 
especially  when  consumers  may 
commingle  different  brands  of  die  same 
produce  or  puzzle  over  which  plastic 
bag  to  use  for  which  produce.  Unlike 
ingredient  declaration  on  prepackaged 
fruits  and  vegetables,  which  is  specific 
to  the  contents  of  that  package,  the 
agency  cannot  ensure  that  ingredient 
declaration  placed  on  self-serve  plastic 
bags  would  be  used  for  the  specific  fruit 
or  vegetable  for  which  the  bags  were 
intended.  Thus,  FDA  affirms  its 
tentative  finding  and  concludes  that 
wax  or  resin  coating  ingredient  labeling 
limited  to  self-serve  rolls  of  plastic  bags 
in  the  produce  department  does  not 
meet  the  statutory  requirement  of 
section  403(f)  of  the  act  and,  therefore, 
is  not  an  acceptable  alternative  of 
ingredient  declaration  of  waxes  and 
resins. 

32.  Several  comments  requested  that 
the  agency  reconsider  its  decision  and 
permit  retailers  to  use  the  term,  "may 
have  been  treated  with  wax  or  resin 
coatings,"  on  produce  labels.  The 
comments  compared  the  concept  to 
"and/or"  labeling  of  fats  and  oils. 

The  agency  believes  that  there  is  an 
inherent  difference  between  the  terms 
"may  have  been  treated  •  •  •,"  with  its 
inherent  suggestion  that  the  food  may  or 
may  not  contain  the  wax,  and  "and/or." 
As  discussed  in  the  June  21, 1991, 
proposal,  the  suggestion  that  a  food  may 
contain  a  wax  would  be  of  virtually  no 
use  to  consumers  bncause  it  does  not 
advise  them  whether  the  produce  has  a 
wax  or  resin  coating  or  identify  the 
coating  used.  On  the  other  hand,  "and/ 
or"  ladling  informs  the  consumer  that 
one  or  more  of  the  ingredients  declared 
is  definitely  present  in  the  product. 
Thus,  the  agency  is  not  granting  the 
request  to  allow  the  term  "may  have 
been  treated  •  •  •"  in  the  declaration  of 
wax  or  resin  coatings.  However,  the 
agency  points  out  that  it  has  allowed  in 
new  §  101.4{b)(22)  for  the  use  of  "and/ 
or"  labeling  in  declaration  of  wax  or 
resin  coatings  (e.g..  "coated  with 
vegetable-,  petroleum-,  beeswax-,  and/or 
shellac-based  wax  or  resin")  because  it 
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.  1991. 

it  a  food  may 


adequately  informs  the  consumer  of  the 
generic  category  of  wax  or  resin  coating 
as  well  as  provides  the  flexibility 
needed  by  industry.  These  prescribed 
terms  are  sufficiently  general  that  if 
several  different  kinds  of  wax  or  resin 
coatings  become  commingled  in 
different  lots,  the  produce  would  still  be 
factually  and  informatively  labeled. 

33.  Several  comments  requested  that 
the  agency  establish  more  rigid 
requirements  with  respect  to  format, 
terminology,  and  letter  size  for  wax  or 
resin  label  declaration.  These  comments 
expressed  the  belief  that  the  proposed 
requirements  were  not  adequate  to 
inform  the  consumer. 

The  comments  did  not  provide  any 
evidence  to  support  their  claim  that  the 
i-equirements  as  proposed  will  not  result 
in  labeling  that  will  adequately  inform 
the  consumer  regarding  wax  or  resin 
coating.  Consequently,  the  agency 
disagrees  with  these  comments  and 
concludes  that  the  requirement  that 
labeling  be  displayed  prominently  and 
in  a  conspicuous  manner  with  lettering 
at  least  one-fourth  of  an  inch  high  is 
adequate  to  inform  the  consumer. 

34.  A  few  comments  requested  that 
FDA  require  that  the  sign  for  each 
commodity  be  placed  next  to  the  bin 
bearing  that  commodity.  These 
comments  contended  that  one  sign  in 
the  produce  department  covering  all 
affected  produce  would  not  adequately 
provide  point-of-purchase  information 
for  the  various  items  sold  throughout 
the  department.  Comments  opposing  the 
requirement  of  individual  signs  next  to 
eacii  commodity  stated  that  such  a 
practice  would  ultimately  lead  to 
misbranding  because  of  the  retail 
practice  of  moving  bins,  rearranging 
produce  displays,  and  the  likelihood  of 
consumers  knocking  down  such  signs. 

In  the  June  21. 1991,  proposal,  the 
agency  proposed  in  §  101.4(f)  to  require 
that  ingredients  that  must  be  declared  in 
labeling  because  there  is  no  label  for  the 
food  (display  of  written,  printed,  or 
graphic  matter  upon  the  immediate 
container  of  any  article),  be  listed 
prominently  and  conspicuously  by  their 
common  or  usual  name.  The  agency  did 
not.  however,  propose  requirements 
with  regard  to  the  number  of  signs  or 
countercards  or  the  placement  of  such 
labeling  in  produce  departments 
because  the  arrangement  and  size  of 
produce  departments  is  not  consistent 
from  one  retail  establishment  to  another. 
In  cases  where  the  produce  department 
is  confmed  to  a  small  area,  one  sign  or 
counter  card  may  be  sufficient  to 
adequately  inform  the  consumer 
regarding  the  use  of  wax  or  resin 
coatings  as  produce  ingredients. 
However,  where  the  produce 


department  covers  a  large  area,  one  sign 
may  not  be  adequate.  The  agency 
believes  that  retailers  should  be 
permitted  to  determine  the  appropriate 
placement  of  signs  and  counter  cards  to 
meet  ingredient  labeling  requirements 
in  each  particular  establishment. 
However,  the  agency  advises  that 
enforcement  action  may  be  taken  against 
retail  establishments  where  wax  or  resin 
ingredient  declarations  are  not 
prominently  and  conspicuously 
displayed. 

35.  One  comment  stated  that  the 
agency  should  not  specify  the  manner  of 
labeling  for  wax  or  resin  coated  produce 
or  set  rigid  type  size  requirements  for 
sign  lettering  placed  on  bulk  bins.  i.e.. 
one-fourth  inch  type  size,  as  proposed 
in  §  101.100(a)(2)(ii).  The  comment 
asserted  that  such  rigid  standards  would 
stifle  innovation  and  limit  the  creativity 
of  grocers  in  Hnding  new  ways  to 
provide  useful  information  to 
consumers. 

The  agency  disagrees  with  the 
comment  that  the  proposed  labeling 
requirements  would  stifle  retail 
creativity.  The  proposed  minimum  type 
size  requirement  will  help  to  ensure  that 
consumers  with  a  wide  range  of  visual 
acuities  will  be  able  to  read  the  written 
information.  Moreover,  such  written 
information  will  comply  with 
requirements  provided  under  section 
403(0  of  the  act.  Further,  the  type  size 
requirement  does  not  preclude  retailers 
from  providing  brochures,  electronic 
signs,  computer  screen  displays,  or 
using  other  media  and  methods  to 
inform  consumers  in  addition  to  the 
sign  required  in  §  101.100(a)(2). 

36.  One  comment  requested 
clarification  on  whether  the  minimum 
letter  size  requirement  of  one-fourth  of 
an  inch  referred  to  upper  case  or  lower 
case  when  both  lettering  types  are  used. 

The  agency  advises  that,  as  with  other 
minimum  lettering  size  requirements, 
the  minimum  size  requirement  of  one- 
fourth  of  an  inch  for  labeling  of  wax  or 
resin  coating  ingredient  labeling  refers 
to  the  height  of  the  lower  case  "o"  when 
both  upper  and  lower  case  lettering  is 
used,  as  established  in  §  101.105(h)(2). 

VI.  Source  Labeling 

A.  Genera! 

FDA  stated  in  the  June  21. 1991, 
proposal  that  declaration  of  the  food 
source  in  the  common  or  usual  name  of 
all  foods  would  not  be  required. 

37.  Many  consumer  comments 
responding  to  the  proposal  requested 
that  the  agency  reconsider  its  position 
and  require  that  the  speciflc  source  of 
an  ingredient  be  declared  as  part  of  its 


common  or  usual  name  in  the  list  of 
inra«dients. 

These  comments  repeated  requests 
that  the  agency  had  already  evaluated 
when  developing  the  June  21, 1991. 
proposal  and  did  not  present  new 
information.  As  previously  discussed 
(56  FR  28592  at  28603),  several  of  these 
comments  expressed  a  desire  to  avoid 
certain  ingredients  (e.g..  corn-derived 
sweeteners),  while  others  stated  that 
consumers  should  be  fully  aware  of 
what  is  in  the  food  they  eat. 

FDA  appreciates  consumer  needs  and 
concerns  about  source  labeling  and 
points  out  that  source  labeling  is 
required  as  part  of  the  common  or  usual 
name  in  instances  where  such 
information  has  a  material  bearing  on 
the  purchase  of  a  food,  where  such 
information  describes  the  basic  nature 
of  the  food,  or  where  consumers  may  be 
misled  without  such  information 
(§  101.4(a)(1)  and  102.5(a)).  For  FDA  to 
require  declaration  of  the  source  of  all 
ingredients,  it  would  have  to  amend  the 
common  or  usual  name  of  those 
ingredients  that  do  not  currently 
include  their  source.  As  explained  in 
the  June  21. 1991.  proposal  (56  FR 
28592  at  28603),  such  a  requirement 
would  require  enormous  resources,  and 
the  agency  does  not  have  such  resources 
available.  Moreover,  many  of  these 
ingredients  are  so  well  known  that  most 
consumers  understand  the  source  of  the 
ingredient  from  its  name.  Consequently. 
FDA  reaffirms  its  conclusion  that  it  is 
not  feasible  or  necessary  to  establish  a 
general  requirement  for  source 
information  in  the  common  or  usual 
names  of  all  foods. 

B.  For  Specific  Foods — Gluten  Labeling 

38.  FDA  received  several  comments 
from  consumers  affected  with  celiac 
sprue,  a  medical  condition  that  results 
in  damage  to  the  absorptive  surface  of 
the  intestine  when  gluten  (a  protein 
fraction  of  cereal  grains)  is  ingested. 
These  comments  strongly  requested 
source  declaration,  particularly  for  all 
protein  hydrolysates  (i.e.,  flavor-related 
and  nonflavor-related  protein 
hydrolysates)  and  modified  food 
starches  produced  from  wheat,  barley, 
rye,  oats,  and  millet  which  commonly 
contain  gluten.  Alternatively,  these 
comments  requested  that  FDA  establish 
regulations  that  would  allow 
manufacturers  to  state  that  a  product  is 
"gluten  free"  without  misbranding  the 
food. 

The  agency  acknowledges  the  desire 
of  those  individuals  affected  with  celiac 
sprue  to  know  what  products  contain 
gluten.  As  with  other  ingredients 
combined  to  make  a  finished  food, 
declaration  of  gluten  when  added  as  an 
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ingredient  to  a  food  is  required. 
Literature  reviewed  by  the  agency 
suggests  that  the  two  most  commonly 
used  forms  of  gluten  are  derived  from 
com  and  wheat  (Ref.  45).  Sections 
184.1321  and  184.1322  (21  CFR 
184.1321  and  184.1322)  establish  the 
terms  "corn  gluten"  and  "wheat 
gluten,"  respectively,  as  the  common  or 
usual  names  for  declaration  of  these 
ingredients. 

In  this  final  rule.  FDA  is  requiring 
source  declaration  in  the  common  or 
usual  name  of  all  protein  hydrolysates. 
including  those  that  are  made  from 
sources  that  may  contain  gluten, 
because  the  source  is  essential  to 
describe  the  basic  nature  of  the 
ingredient.  In  the  )une  21. 1991, 
proposal,  the  agency  advised  that 
protein  hydrolysates  used  for  nonflavor- 
related  purposes  should  also  be 
declared  by  appropriate  common  or 
usual  names  in  accordance  with  the 
provisions  of  proposed  5 101.22(h)(7), 
which  describes  requirements  for  the 
declaration  of  protein  hydrolysates  used 
for  flavor-related  purposes  (56  FR  28592 
at  28600).  For  reasons  discussed  in 
section  VIII.A.  of  this  document,  the 
agency  is  incorporating  that  position 
into  the  regulation.  Therefore,  the 
requirement  for  source  declaration  in 
the  common  or  usual  name  of  protein 
hydrolysates  used  for  flavor-related 
purposes  has  been  transferred  from 
§  101.22(h)(7)  to  new  §  102.22(a)  and 
now  applies  to  declaration  of  protein 
hydrolysates  used  for  flavor-related  as 
well  as  nonflavor-related  purposes.  The 
agency  believes  that  this  requirement 
will  assist  consumers  who  wish  to  avoid 
gluten. 

With  respect  to  modified  food  starch, 
the  agency  does  not  believe  that  source 
declaration  is  required  to  inform 
consumers  about  gluten  content. 
Modified  food  starches  (21  CFR 
172.892)  are  products  of  the  treatment  of 
any  of  several  grain-  or  root-based 
starches  with  small  amounts  of 
chemical  agents,  which  modify  the 
physical  characteristics  of  the  source 
starches  to  produce  desirable  properties. 
Com  starches  are  the  dominant  starches 
used  in  the  United  States  (Ref.  50).  As 
stated  in  the  comments,  consumers  with 
celiac  sprun  must  abstain  primarily  from 
gluten  derived  from  wheat,  oats,  barley, 
millet,  and  rye.  Com  as  a  source  of 
gluten  was  not  mentioned  in  the 
comments  as  one  to  be  avoided. 
More  importantly,  the  starch 
component  of  the  source  food  is 
separated  from  the  protein  (i.e.,  gluten) 
component  through  starch  isolation 
techniques  (Ref.  50).  Once  the  starch  has 
been  isolated,  it  is  modified  and  added 
to  food  as  an  ingredient.  Therefore. 


irrespective  of  the  source  of  the 
modified  food  starch,  the  gluten 
(protein)  component  is  removed  and 
therefore  should  not  be  a  problem  for 
gluten  intolerant  consumers.  The 
comments  did  not  provide  evidence  that 
modified  food  starch  causes  adverse 
health  consequences  as  currently  used. 
Therefore,  the  agency  is  not  requiring 
source  declaration  for  modified  food 
starch. 

The  agency  advises  that  even  though 
it  has  not  specifically  defined  "gluten 
free,"  this  phrase  can  be  used  on  foods 
provided  that  when  as  used  it  is  not 
false  or  misleading.  The  term  "gluten 
free"  may  be  misleading  when  the  food 
ordinarily  contains  no  gluten  (e.g., 
modified  food  starch).  Further,  it  is  the 
agency's  understanding  that  "gluten 
free"  foods  labeled  as  such  may  be 
found  in  the  special  dietary  sections  of 
some  food  stores  and  on  a  very  limited 
number  of  products  more  generally 
available.  Therefore,  the  agency  has 
advised  (Refs.  51  and  52)  that  foods 
labeled  "gluten  free"  that  purport  to  be 
or  are  represented  for  special  dietary  use 
should  adhere  to  the  provisions  for 
hypoallergenic  foods  in  $  105.62  by 
declaring  the  common  or  usual  name, 
and  the  quantity  or  proportion,  of  each 
ingredient  (including  spices,  flavorings 
and  noncertified  color  additives)  when 
the  food  is  fabricated  of  two  or  more 
ingredients.  Additionally,  under 
§  105.62(b),  the  name  of  the  food  or  of 
its  ingredients  must  be  qualified  to 
reveal  clearly  the  specific  plant  or 
animal  source  of  the  food  or  ingredient. 
Moreover,  an  informative  statement  of 
the  nature  and  effect  of  any  treatment  or 
processing  of  the  food  or  any  ingredient 
thereof  must  be  declared  if  a  change  in 
the  allergenic  property  results  bom  such 
treatment  or  processing  (§  105.62(c)). 

FDA  will  consider  establishing  a 
definition  for  "gluten  free"  if  petitioned 
with  sufficient  information,  including 
an  adequate  analytical  methodology  for 
food  analysis. 

C.  Labeling  of  Foods  Characterized  as 
"Nondairy"that  Contain  Caseinates 

In  the  June  21, 1991,  proposal,  the 
agency  identified  some  food  products 
that  are  marketed  as  dairy  product 
substitutes  and  that  bear  labels  that 
include  the  statement  "nondairy."  but 
that  contain  a  caseinate  milk  derivative. 
FDA  believes  that  the  labeling'of  such 
products  may  lead  consumers  to  think 
that  the  caseinates  are  not  milk  derived. 
Thus,  the  agency  proposed  in  §  101.4(d) 
that  wherever  "nondairy"  statements 
appear  on  the  label  of  a  product  that 
contains  a  milk  derivative,  the  source  of 
the  milk  derivative  must  be  declared  in 
the  ingredient  statement. 


39.  The  majority  of  comments  that 
addressed  this  issue  supported  the 
agency's  proposal.  However,  several 
comments  recommended  that  the 
agency  revise  $  101.4(d)  to  require  that 
the  term  "caseinate  milk  derivative"  be 
declared  after  the  term  "nondairy"  on 
the  principal  display  panel,  as  well  as 
in  the  ingredient  list. 

The  agency  disagrees  with  the  latter 
comments.  The  agency  does  not  believe 
that  requiring  the  additional  declaration 
on  the  principal  display  panel  is 
justified.  FDA  believes  that  the 
proposed  requirement  to  declare  the 
source  of  the  milk  derivative  in  the 
ingredient  list  will  adequately  protect 
consumers  who  wish  to  avoid  milk- 
derived  ingredients.  The  comments  in 
question  did  not  provide  evidence  to 
snow  that  the  ingredient  list  declaration 
would  not  be  adequate.  Therefore,  the 
agency  is  not  requiring  source 
declaration  on  the  principal  display 

panel.  ... 

40.  One  comment  recommended  that 
the  source  identification  requirement  of 
caseinates  as  milk  derivatives  in  foods 
labeled  as  "nondairy"  be  extended  to 
foods  that  do  not  bear  a  "nondairy" 
label.  However,  the  comment  offered  no 
rationale  for  this  recommendation. 

"The  agency  disagrees  with  the 
recommendation.  In  the  absence  of  a 
"nondairy"  label  declaration,  there  is  no 
basis  to  suggest  that  the  consumer 
would  be  led  to  believe  that  the  food 
was  nondairy.  The  declaration  of  the 
specific  name  of  the  caseinate  in  the 
ingredient  statement  would  not  be 
misleading  and  complies  with 
regulations  for  ingredient  labeling. 
Thus,  the  agency  is  not  requiring  source 
information  in  the  name  of  the  caseinate 
if  the  product  does  not  bear  a 
"nondairy"  claim. 

41.  Other  comments  recommended 
that  State  laws  that  require  "nondairy" 
labeling  of  products  with  caseinates  be 
preempted  for  health  reasons. 

The  agency  disagrees  with  this 
suggestion.  "The  comments  did  not 
provide  information  on  which  the 
agency  could  make  a  finding  that  the 
term  "nondairy"  on  products  that 
contain  caseinates  would  create  health 
concems  if  the  products'  labeling  also 
declares,  in  the  ingredient  statement, 
that  the  caseinate  is  milk-derived.  The 
latter  statement  would  adequately 
inform  consumers,  wishing  to  avoid 
milk-derived  products,  of  the  presence 
of  a  milk-derived  ingredient. 
Accordingly,  the  agency  is  requiring,  as 
proposed,  that  products  that  bear  a 
"nondairy"  claim  and  contain 
caseinates.  must  declare  in  the 
ingredient  statement  that  the  caseinate 
is  milk-derived. 
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D.  Nomenclature  for  Sweeteners 

42.  One  comment  requested  source 
labeling  for  sweeteners.  This  comment 
stressed  that  source  labeling  would 
allow  persons  with  specific  food 
allergies  to  avoid  these  ingredients  in 
Hnished  foods.  This  comment  further 
stated  that  com,  specifically,  is  of 
concern  to  Jews  observing  dietary  laws 
during  Passover. 

The  evidence  presented  by  the 
comment  lacked  supportive 
scientifically  verifiable  data  and  thus, 
has  not  persuaded  the  agency  to  modify 
its  tentative  finding  that  allergic 
reactions  to  sweeteners,  particularly 
corn-derived  sweeteners,  do  not 
represent  a  major  health  concern  in  the 
United  States.  In  the  absence  of  such 
evidence,  the  agency  is  not  requiring 
inclusion  of  the  food  source  in  the 
names  of  sweeteners.  However,  the 
agency  acknowledges  the  concern 
expressed  by  consumers  about  source 
labeling,  particularly  for  com 
sweeteners,  for  other  than  health 
reasons.  Accordingly,  as  proposed,  the 
agency  is  amending  §§  168.110(b)  and 
168.111(c)  to  provide  for  voluntary 
declaration  of  the  food  source  in  the 
naming  of  these  sweeteners,  as  is 
currently  allowed  for  glucose  simp 
(§  168.120  (21  CFR  168.120))  and  dried 
glucose  simp  (§  168.121  (21  CFR 
168.121)).  Because  the  agency  is  not 
requiring  declaration  of  the  food  source 
in  the  naming  of  these  sweeteners,  it 
encourages  consumers  wishing  to  avoid 
certain  sweeteners  for  religious  or  other 
reasons  to  familiarize  themselves  with 
the  names  of  these  sweeteners  and  look 
for  these  names  in  the  ingredient  lists. 

43.  Another  comment  requested 
clarification  regarding  nomenclature 
appropriate  for  commonly  used 
nonstandardized  sweeteners,  such  as 
com  simps  with  varying  degrees  of 
sweetness  intensity  (dextrose 
equivalence)  and  in  varying  forms 
(dried,  powdered,  and  liquid).  The 
comment  requested  that  names  such  as 
"corn  sirup"  and  "com  simp  solids"  be 
permitted  instead  of  the  common  or 
usual  name  of  the  ingredient  or  the 
precise  form  in  which  the  ingredient 
was  incorporated  into  the  food.  The 
comment  maintained  that  "com  simp" 
and  "com  simp  solids"  would  be  better 
understood  and  more  recognizable  by 
consumers  than  the  technical  common 
or  usual  names. 

The  agency  rejects  this  comment.  The 
requested  terms  "com  simp"  and  "com 
sirup  solids"  are  currently  used  as 
alternative  names,  designating  source, 
for  standardized  sweeteners  provided  in 
§§  168.120  and  168.121.  They  are 
specific  to  those  ingredients  and, 


therefore,  not  appropriate  for  collective 
declaration  of  nonstandardized 
sweeteners.  Furthermore,  consumers 
have  consistently  requested  specific 
ingredient  labeling  information  rather 
than  the  use  of  collective  terms  when 
asked  to  comment  on  several  food 
labeling  issues,  including  labeling  of 
sweeteners. 

Moreover,  under  section  403(i)  of  the 
act.  a  food  that  is  fabricated  fit>m  two  or 
more  ingredients  is  misbranded  unless 
the  label  bears  the  common  or  usual 
name  of  each  such  ingredient.  The  act 
also  states  that  the  agency  is  to  provide 
for  exemptions  if  compliance  with  this 
requirement  is  impracticable  or  results 
in  deception  or  unfair  competition.  The 
comment  did  not  present  evidence  upon 
which  FDA  could  make  a  finding  that 
the  declaration  of  nonstandardized 
sweeteners,  by  their  common  or  usual 
names,  would  be  impracticable  or 
would  result  in  deceptive  or  unfair 
competition.  Accordingly,  the  agency  is 
denying  the  comment's  request  to 
permit  such  names  as  "com  simp" 
instead  of  the  common  or  usual  name  of 
the  nonstandardized  sweetener.  As 
discussed  in  the  proposal,  persons 
interested  in  further  guidance  on 
appropriate  names  for  nonstandardized 
sweeteners  should  refer  to  parts  172, 
180. 182.  and  184  (21  CFR  parts  172. 
180. 182,  and  184). 

VII.  Percentage  Ingredient  Labeling 

FDA  proposed  in  the  June  21, 1991, 
proposal  to  codify  in  §  101.4(e)  its 
voluntary  percentage  labeling  policy, 
which  permits  manufacturers  to  declare 
voluntarily  percentages  of  ingredients  if 
the  information  is  not  misleading  and  is 
tmthful  in  all  respects. 

44.  Several  industry  comments 
acknowledged  that  in  instances  where 
an  ingredient  is  prominently  declared, 
either  through  identity  or  other  label 
information,  or  where  the  ingredient  has 
a  market  appeal  or  is  used  to  make  a 
claim,  percent  ingredient  labeling 
should  be  required.  However,  these 
comments  also  suggested  that  voluntary 
percentage  ingredient  labeling  has  the 
potential  to  confuse  and  mislead  the 
consumer  because  too  much 
information  can  distract  consumers 
from  the  more  important  nutrient 
content  information  now  mandated  for 
all  food  labels.  These  comments  further 
stated  that  confusion  could  be  generated 
if  only  some  manufacturers  declare 
ingredient  percentages.  These  comments 
asserted  that  voluntary  percent  labeling 
is  unnecessary  in  light  of  the  new 
nutrition  labeling  regulations  and  is  not 
important  to  consumers.  One  comment 
fuither  expressed  concern  that 
percentage  ingredient  labeling  will 


eventually  become  mandatory  for  all 
foods.  This  comment  requested 
assurance  from  FDA  that  voluntary 
percentage  ingredient  labeling  would 
not  become  mandatory. 

The  agency  is  not  convinced  that 
voluntary  percentage  ingredient 
declaration  would  lead  to  consumer 
confusion.  FDA  has  permitted 
manufacturers  to  declare  voluntarily  the 
percentage  of  ingredients,  and  it  does 
not  have  information  to  indicate  that 
consumer  confusion  has  occurred  as  a   - 
result  of  such  declarations.  In  addition, 
the  majority  of  comments  on  this  issue 
stated  that  it  was  appropriate  for  FDA  to 
establish  a  uniform  method  of 
declaration  for  those  manufacturers  who 
choose  to  use  percent  ingredient 
labeling. 

Furthermore,  the  agency  believes  that 
this  information  could  educate 
consumers  as  to  the  individual 
contribution  of  a  particular  ingredient  in 
the  finished  food,  thereby  assisting  them 
in  planning  their  diets.  Consumers  have 
the  ability  to  discem  and  understand 
labeling  information  that  is  presented  in 
a  uniform,  clear,  and  concise  manner. 
Therefore,  the  agency  is  issuing  new 
§  101.4(e)  to  establish  a  uniform  method 
for  voluntary  percentage  declaration  of 
ingredients. 

FDA  is  not  requiring  general 
percentage  labeling  of  all  ingredients  in 
all  foods.  Although  the  agency  cannot 
give  assurances  regarding  the  future,  it 
is  not  at  this  time  seeking  authority  to 
require  such  percentage  ingredient 
labeling.  The  agency  emphasizes, 
however,  that  the  percentage  of 
characterizing  ingredients  must  be 
declared,  as  provided  in  §  102.5(b), 
when  the  proportion  of  such  ingredients 
has  a  material  bearing  on  the  price  or 
consumer  acceptance  of  the  food,  or 
when  there  may  be  an  erroneous 
impression  that  the  ingredients  are 
present  in  an  amount  greater  than  is 
actually  the  case. 

Vm.  Flavors,  Colors,  and  Spices 

A.  Label  Declaration  of  Protein 
Hydrolysates 

Protein  hydrolysates,  which  include 
acid  hydrolyzed  and  enzyme 
hydrolyzed  proteins  from  plant  and 
animal  sources,  and  autolyzed  yeast 
extracts,  are  used  in  many  foods  for  a 
variety  of  functions,  including  as 
formulation  aids,  leavening  agents, 
stabilizers,  thickening  agents,  nutrient 
supplements,  protein  sources, 
flavorings,  and  flavor  enhancers. 
Current  regulations  do  not  exempt 
protein  hydrolysates  from  ingredient 
declaration  when  used  for  purposes 
other  than  flavoring.  The  practice 
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among  some  in  industry  has  been  to 
declare  protein  hydrolysates  used  for 
flavor-related  purposes,  such  as  flavor 
enhancement,  as  "flavorings"  or 
"natural  flavors." 

In  the  June  21, 1991.  proposal,  the 
agency  reached  several  tentative 
conclusions  vrith  regard  to  lahel 
declaration  for  protein  hydrolysates 
used  for  flavor-related  purposes.  After 
reviewing  available  literature  and 
technical  data,  FDA  concluded  that 
when  protein  hydrolysates  are  added  to 
foods  as  flavorings,  they  also  function  as 
flavor  enhancers.  The  agency  pointed 
out  that  the  act  does  not  exempt  flavor 
enhancers  from  required  label 
declaration.  Consequently,  the  June  21. 
1991,  proposal  provided  that  any 
protein  hydrolysate  used  in  a  food  as  a 
flavoring  must  be  declared  by  its 
common  or  usual  name. 

As  required  by  S  102.5(a),  the 
common  or  usual  name  of  a  food  should 
adequately  describe  its  basic  nature  or 
characterizing  properties  or  ingredients. 
The  agency  believes  that  some  terms 
currently  used  for  declaration  of  protein 
hydrolysates,  e.g..  "hydrolyzed 
vegetable  protein"  or  "hydrolyzed 
animal  protein,"  do  not  adequately 
describe  their  basic  nature  or 
characterizing  properties  because 
protein  hydrolysates  from  different 
sources  have  different  functional 
characteristics.  Accordingly,  in  the  June 
21,  1991,  proposal,  FDA  tentatively 
concluded  that  declaration  of  the 
protein  source  is  necessary  to  describe 
accurately  the  nature  of  the  protein 
hydrolysate,  and  proposed  that  it  be 
included  in  the  common  or  usual  name. 
Furthermore,  the  agency  stated  that 
source  declaration  of  protein 
hydrolysates  is  a  material  fact  for 
consumers  wishing  to  avoid  certain 
foods  for  religious  or  cultural  reasons. 

In  addition,  FDA  responded  to  the 
citizen  petition  submitted  by  the 
International  Hydrolyzed  Protein 
Council  (the  Council)  in  1985.  This 
petition  requested  that  the  agency 
revoke  §  101.35  because  the  regulation 
is  obsolete  and  does  not  include  many 
of  the  protein  hydrolysates  presently 
used  in  foods.  The  agency  agreed  with 
the  Council  and  proposed  to  delete 
§  101.35  from  the  regulations  in  the  June 
21,  1991.  proposal. 

FDA  also  tentatively  found  that  there 
was  no  public  health  basis  for  requiring 
the  declaration  of  free  glutamates  that 
occur  as  components  of  protein 
hydrolysates.  However,  comments  on 
the  June  21, 1991,  proposal  have  raised 
other  issues  not  related  to  public  health 
concerning  the  declaration  of 
glutamates.  FDA  did  not  consider  these 
issues  in  the  June  21. 1991.  proposal. 


After  evaluating  the  information 
presented  in  these  comments.  FDA  has 
tentatively  concluded  that  the  phase 
"(contains  glutamate)"  is  necessary  to 
describe  adequately  the  basic  nature  of 
certain  protein  hydrolysates  and,  thus, 
is  proposing  elsewhere  in  this  issue  of 
the  Federal  Register  that  this  phrase  be 
part  of  the  common  or  usual  name  of 
certain  protein  hydrolysates.  This  action 
will,  consequently,  provide  for  the 
declaration  of  free  glutamates  as 
components  of  certain  protein 
hydrolysates. 

In  the  June  21, 1991,  proposal,  the 
agency  did  not  include  regulations  for 
determining  appropriate  common  or 
usual  names  for  protein  hydrolysates 
used  for  nonflavor-related  purposes. 
Nevertheless,  the  agency  did  advise  that 
protein  hydrolysates  used  for  nonflavor- 
related  purposes  should  be  declared  in 
accordance  with  the  provisions  of 
proposed  §  101.22.  After  reviewing  the 
comments,  however,  the  agency 
concluded  that  it  is  more  appropriate  to 
establish  regulations  that  provide 
general  requirements  for  the  declaration 
of  all  protein  hydrolysates  and  not  just 
those  used  for  flavor-related  purposes. 
This  will  minimize  confusion  regarding 
appropriate  common  or  usual  names  for 
the  various  kinds  of  protein 
hydrolysates.  The  agency  also 
concluded  that  establishing  general 
requirements  for  protein  hydrolysates 
used  for  nonflavor-related  purposes  was 
a  logical  outgrowth  of  the  June  21, 1991, 
proposal.  Accordingly,  the  agency  has 
transferred  provisions  of  proposed 
§  101.22  regarding  the  common  or  usual 
name  designation  of  protein 
hydrolysates  used  for  flavor-related 
purposes  to  new  §  102.22,  and  extended 
the  requirements  to  include  protein 
hydrolysates  used  for  nonflavor-related 
purposes. 

Tne  agency  has  also  concluded  that 
highly  hydrolyzed  protein  hydrolysates 
can  be  differentiated  (as  discussed 
below)  from  protein  hydrolysates  that 
may  be  mildly,  lightly,  or  partially 
hydrolyzed  (i.e.,  those  types  used  for 
nonflavor-related  purposes).  Unlike 
highly  hydrolyzed  protein  hydrolysates, 
protein  hydrolysates  that  are  not  highly 
hydrolyzed  may  retain  the  functional 
effects  and  allergenic  potential  of  the 
source  protein  because  the  source 
protein  is  still  structurally  intact  to  a 
substantial  degree.  Therefore,  the 
agency  has  concluded  that  the  inclusion 
of  the  protein  source  in  the  common  or 
usual  name  of  mildly,  lightly,  or 

Eartially  hydrolyzed  protein 
ydrolysates  is  also  a  material  fact 
because  tliis  information  is  required  by 
certain  (allergic)  individuals  in  order  to 
make  purchase  decisions. 


The  agency's  evaluation  and  summary 
of  the  comments  received  in  response  to 
the  June  21, 1991,  proposal  follow. 

45.  The  agency  aid  not  receive  any 
comments  objecting  to  the  required 
ingredient  declaration  of  protein 
hydrolysates  when  added  to  foods  for 
flavor-related  purposes.  Therefore,  as 
proposed,  the  agency  is  establishing  in 
new  §  101.22  a  requirement  for 
declaration  of  a  hydrolyzed  protein  by 
its  common  or  usual  name  in  the 
ingredient  list  in  order  of  predominance 
by  weight  when  added  to  a  food  for 
flavoring  or  flavor-related  functions. 
The  agency  points  out,  however,  that 
provisions  for  specific  declaration  and 
acceptable  names  for  protein 
hydrolysates  have  been  transferred  from 
proposed  8 101.22(h)(7)  to  new 

§  102.22(a). 

46.  A  number  of  comments  requested 
more  detailed  source  declaration,  such 
as  identification  of  milk-derived 
ingredients  and  specific  origin  of 
vegetable-derived  protein  hydrolysates. 
The  two  primary  reasons  cited  in  the 
comments  for  requesting  source 
declaration  were:  (1)  Religious  or 
cultural  dietary  concerns;  and  (2) 
allergy,  food  intolerance,  or  sensitivity 
to  the  source  protein.  Other  comments 
expressed  the  belief  that  the  source  of 
the  protein  should  also  be  required  in 
the  declaration  of  the  protein 
hydrolysate  used  for  nonflavor-related 
purposes  to  protect  those  individuals 
who  are  allergic  to  certain  source 
proteins.  These  comments  stated  that 
the  potential  for  an  allergic  reaction  is 
greater  for  nonflavor-related  protein 
hydrolysates  because  these  protein 
hydrolysates  may  be  partially,  mildly,  or 
lightly  hydrolyzed  proteins.  Unlike 
highly  hydrolyzed  proteins;  partially, 
mildly,  or  lightly  hydrolyzed  proteins 
retain  their  capacity  to  induce  allergic 
reactions  because  peptides  hom  their 
source  protein  are  significantly  longer 
than  those  present  in  highly  hydrolyzed 
proteins. 

Several  comments  stated  that  source 
declaration  should  be  limited  to  the 
terms  "animal"  or  "vegetable,"  and  that 
these  generic  terms  would  be  sufficient 
for  individuals  wishing  to  avoid  certain 
foods  for  religious  or  cultural  reasons. 
These  comments  further  stated  that 
individuals  wishing  to  avoid  specific 
ingredients  of  animal  or  vegetable  origin 
could  do  so  by  relying  on  the  generic 
source  declaration  of  "animal"  or 
"vegetable." 

Tne  agency  believes  that  the 
requirements  set  forth  in  §§  101.22  and 
102.22  are  sufficient  to  inform 
consumera  about  the  nature  of  the 
protein  hydrolysate  and,  therefore, 
concludes  that  additional  declarations 
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(e.g..  milk-derived)  are  not  necessary. 
However,  the  agency  finds  significant 
merit  in  those  comments  requesting  that 
the  source  declaration  be  required  for 
protein  hydrolysates  used  for  nonflavor- 
related  purposes.  The  agency  agrees 
with  the  comments  that  protein 
hydrolysates  used  for  nonfiavor-related 
purposes  (i.e.,  partially  hydrolyzed 
protein  hydrolysates)  may  retain  the 
allergenic  potential  of  the  source 
protein.  Thus,  the  a^ncy  concludes  that 
the  inclusion  of  the  name  of  the  source 
in  the  common  or  usual  name  of  the 
ingredient  represents  a  material  fact 
imder  section  201  (n)  of  the  act  because 
individuals  who  are  allergic  to  a  specific 
food  need  to  know  when  it  is  present  as 
an  ingredient  in  a  food  in  order  to  make 
informed  purchase  decisions. 

Furthermore,  as  the  agency 
determined  that  source  declaration  as 
part  of  the  common  or  usual  name  of 
highly  hydrolyzed  proteins  is  necessary 
to  describe  the  basic  nature  of  the 
ingredient  because  of  inherent 
differences  in  the  nature  (amino  acid 
profiles)  of  the  source  protein,  it  also 
finds  that  source  declaration  as  part  of 
the  common  or  usual  name  of  partially 
hydrolyzed  proteins  is  necessary  to 
describe  the  basic  nature  of  the 
ingTedient.  Further,  in  order  to  provide 
additional  guidance  on  the  declaration 
of  nonfiavor-related  protein 
hydrolysates,  the  agency  is  also  advising 
that  it  is  appropriate  to  use  optional 
terms  such  as  "partially,"  "lightly,"  or 
"mildly"  in  the  declaration  of  protein 
hydrolysates  that  are  not  highly 
hydrolyzed.  For  example,  the  common 
or  usual  name  of  a  protein  hydrolysate 
that  is  not  highly  hydrolyzed  may  be 
declared  as  "hydrolyzed  (source) 
protein"  or  "partially  hydrolyzed 
(source)  protein." 

As  stated  in  the  June  21, 1991, 
proposal,  the  agency  has  advised  that 
manufacturers  should  determine 
appropriate  common  or  usual  names  for 
protein  hydrolysates  used  for  nonfiavor- 
related  purposes  according  to  the 
provisions  of  proposed  §  101.22.  Upon 
consideration  of  Uie  comments, 
however,  the  agency  finds  that  it  is 
necessary  to  establish  regulations  for  the 
common  or  usual  names  of  protein 
hydrolysates  used  for  nonfiavor-related 
purposes  to  ensure  accurate,  uniform, 
concise,  and  appropriate  ingredient 
declarations  for  all  protein  hydrolysates. 
Accordingly,  the  agency  has  extended 
provisions  for  specific  declaration  and 
acceptable  names  for  protein 
hydrolysates  in  proposed  §  101.22  to 
cover  all  protein  hydrolysates.  and  has 
transferreid  the  provisions  to  new 
§  102.22. 


With  regard  to  the  use  of  generic 
terms,  the  agency  beUeves  that  gwieric 
terms  like  "animal"  or  "vegetable"  do 
not  adequately  describe  the  basic  nature 
or  characterizing  properties  of  the 

Erotein  hydrolysate  nor  distinguish 
sfween  the  several  t3rpes  of  source 
proteins  in  each  general  class  of 
ingredients:  therefore,  they  do  not 
comply  with  §  102.5(a).  As  required  by 
§  102.5(a),  the  common  or  usual  name  of 
an  ingredient  must  describe,  in  as 
simple  terms  as  possible,  the  basic 
nature  of  the  food  or  its  characterizing 
properties.  As  discussed  in  the 
proposal,  hydrolyzed  protein  from 
wheat  gluten  and  hydrolyzed  protein 
from  soy  are  difiierent  proteins,  with 
significantly  diffierent  amino  acid 
profiles  and  functional  properties.  The 
amino  acid  profile,  or  composition,  of 
the  source  protein  describes  the  basic 
nature  of  the  protein  hydrolysate  and 
determines  the  different  levels  of  firee 
amino  acids  released  upon  hydrolysis. 
hi  addition,  the  specific  amino  acids 
present  in  a  source  protein  infiuenoe  the 
flavoring  ability  of  the  protein 
hydrolysate  at  different  stages  of 
hydrolysis.  Therefore,  hydrolyzed  wheat 
protein  and  hydrolyzed  soy  protein 
would  not  be  distinguished  accurately 
by  a  generic  name. 

Thus,  generic  source  labeling  using 
the  terms  "animal"  or  "vegetable" 
would  not  fully  comply  with  §  102.5(a). 
The  agency  concludes  that  the 
declaration  of  the  food  source  of  a 
protein  hydrolj'sate  is  essential  to 
describe  the  basic  nature  of  the  protein 
hydrolysate,  and  that  the  food  source  is 
a  significant  determinant  in  the 
hydrclysate's  eventual  use  in  a  food. 
Therefore,  the  food  source  should  be  a 
part  of  the  common  or  usual  name.  The 
agency  concludes  further  that  the  failure 
to  identify  the  specific  food  source  in 
the  det:laration  of  a  protein  hydrolysate 
causes  the  food  to  be  misbranded 
because  the  declaration  would  not 
comply  with  the  requirements  of 
§  102.5(a)  of  the  regulations  and  sections 
201  (n)  and  403(a)  of  the  act.  The 
requirement  for  identification  of  the 
food  source  of  a  protein  hydrolysate  in 
proposed  §  101.22(h)(7)  is  codified  in 
new  §  102.22(a). 

47.  One  industry  comment  requested 
that  FDA  modify  proposed 
§  101.22(h)(7)  by  providing  that  protein 
hydrolysates  obtained  fi'om  wheat 
gluten  and  other  wheat  sources  be 
called  "hydrolyzed  wheat  protein."  The 
comment  argued  that  once  hydrolyzed, 
wheat  gluten  loses  its  specificity  and  is 
no  longer  wheat  gluten  because  the 
carbon  and  nitrogen  bonds  holding  the 
amino  adds  together  are  broken,  leaving 
small  peptides  and  amino  acids. 


Therefore,  the  comment  asserted,  the 
term  "hydrolyzed  wheat  protein"  is 
more  factual,  adequately  describ«Mi  the 
nature  of  the  ingredient,  and  is  not 
misleading  to  consimaers. 

FDA  recognizes  that  the  hydrolysis  of 
any  protein  source  will  produce  small 
peptides  and  release  certain  amino 
acids,  such  that  the  hydrolyzed  protein 
will  not  be  identical  structurally  and 
functionally  to  the  source  protein.  The 
amino  acid  profiles  of  the  source  protein 
and  its  hydroljrzed  product,  however, 
will  be  the  same.  Although  wheat  gluten 
is  the  principal  protein  component  cf 
wheat,  there  are  other  proteinaceous 
components  of  wheat  that  may  not  be 
defined  specifically,  as  is  gluten,  but 
can  serve  as  sources  for  hydrolyzed 
proteins.  Furthermore,  the  agency 
believes  that  wheat  gluten  is  generally 
accepted  by  consumers  and  industry  as 
a  differentiated  wheat  protein  that  meets 
the  requirements  of  §  184.1322. 
Therefore,  in  the  agency's  opinion, 
when  wheat  gluten  is  used  as  a  source 
of  a  hydrolyzed  protein,  the  correct 
name  of  the  ingredient  is  "hydrolyzed 
wheat  gluten."  Accordingly,  the  agency 
is  not  granting  the  comment's  request. 
However,  when  other  wheat 
components  are  used  as  sources  of 
hydrolyzed  proteins,  the  ingredient 
shall  be  declared  as  "hydrolyzed  wheat 
protein." 

48.  Several  comments  asserted  that 
source  declaration  for  highly 
hydrolyzed  proteins  is  not  necessary 
because  the  source  protein  is  so 
decharacterized  in  these  products  that 
its  allergenic  potential  is  no  longer 
present. 

The  agency  concura  with  the 
comments'  assertion  that  allergic,  food 
intolerant,  or  sensitivity  reactions  are 
unlikely  to  occur  from  consumption  of 
highly  (acid)  hydrolyzed  proteins  used 
in  foods  primarily  for  flavoring  and 
flavor  enhancement  because  the  high 
degree  of  hydrolysis  generally  employed 
in  the  manufacture  of  these  protein 
hydrolysates  is  likely  to  destroy  the 
allergenic  potential  of  the  source  orotein 
(Ref.  4).  Thus,  the  agency  concludes  that 
source  declaration  for  highly 
hydrolyzed  proteins  is  not  necessary  for 
the  protection  of  individuals  who  are 
allergic  food  intolerant,  or  sensitive  to 
the  source  protein.  However,  as  stated 
earlier,  the  food  source  of  a  protein 
hydrolysate  is  basic  to  describing  the 
nature  of  the  protein  hydrolysate  and, 
therefore,  the  agency  is  requiring  the 
declaration  of  the  fbod  source  as  part  of 
the  common  or  usual  name. 

49.  Many  comments  urged  the  agency 
to  require  declaration  of  the  MSG 
(glutamate)  component  in  protein 
hydrolysates  for  various  reasons. 
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Because  the  aoenqr  is  proposing, 
elsewhere  in  this  issue  of  the  Federal 
Register,  to  require,  in  specific 
situations,  the  declaration  of  glutamate 
as  a  component  of  protein  hydrolysates, 
these  comments  and  the  agency's 
response  will  not  be  discussed  here. 
However,  a  full  discussion  of  this  issue 
is  presented  in  the  above-referenced 
proposal. 

50.  In  responding  to  the  June  21. 
1991,  propmal.  several  comments 
indicated  that  differences  exist  among 
acid-hydrolyzed  protein  hydrolysates. 
enzyme-hydrolyzed  protein 
hydrolysates.  partially  hydrolyzed 
protein  hydrolysates.  and  autolyzed 
yeast  extracts.  These  comments  argued 
that  the  agency  should  make 
distinctions  in  the  labeling  of  these 
different  substances  because  some  are 
rsed  almost  exclusively  for  flavor 
enhancement,  sometimes  substituting 
for  MSG;  others  are  primarily  flavors 
rather  than  flavor  enhancers  but  act  in 
both  capacities:  and  still  others  are 
neither  flavors  nor  flavor  enhancers  but 
function  as  formulation  aids,  leavening 
agents,  stabilizers,  thickening  agents, 
nutrient  supplements,  and  protein 
sources.  In  conjunction  witn  the 
non flavor- related  functions,  some 
comments  stated  that  the  agency  should 
address  separately  the  labeling  of  a  class 
of  protein  hydrolysates  variously  termed 
"partially,"  "mildly."  or  "lightly" 
hydrolyzed  proteins,  which  primarily 
serve  functions  in  food  other  than  as 
flavor  enhancers  and/or  flavorings. 

The  agency  believes  that  the 
requirements  in  §  102.22  provide  ample 
guidance  for  label  declaration  of  protein 
hydrolysates  in  instances  where 
confusion  may  have  existed.  As 
provided,  the  common  or  usual  name  of 
any  protein  hydrolysate  will  include  the 
protein  source.  This  requirement  is 
necessary  to  describe  the  basic  nature  or 
characterizing  property  of  the 
ingredient.  The  agency  will  also  permit 
manufacturers  to  use  such  terms  as 
"partially,"  "mildly,"  or  "lightly"  to 
describe  protein  hydrolysates  that  are 
not  highly  hydrolyzed.  The  agency 
believes  that  appropriate  standards  exist 
to  allow  it  to  distinguish  between 
commercially-available  highly 
hydrolyzed  protein  hydrolysates  and 
those  protein  hydrolysates:  variously 
termed  "partially."  "mildly,"  or 
"lightly"  hydrolyzed:  that  are  not  used 
for  flavor-related  purposes.  Highly 
hydrolyzed  proteins  can  be  defined  as 
those  whose  ratio  of  a-amino  nitrogen 
(AN)  to  total  nitrogen  (TN),  determined 
by  using  the  tests  for  "Add  Hydrolyzed 
Proteins"  sot  forth  in  the  "Food 
Chemicals  Codex",  3d  ed.,  1st  Supp. 
(in83).  is  greater  than  0.62  (AN:TN  > 


0.62)  (Ref.  53).  Proteins  that  are  not 
highly  hydrolyzed  would  have  an 
AN:TN  ratio  of  less  than  0.62  (AN.TN  < 
0.62)  and  may  be  declared  by  using  such 
terms  as  "partially."  "mildly,"  or 
"lightly"  (e.g..  "Partially  hydrolyzed 
(source)  protein").  The  comments  did 
not  offer  any  analytical  information  or 
methodology,  however,  to  assist  the 
agency  in  distinguishing  between 
partially,  mildly,  or  lightly  hydrolyzed 
proteins. 

51.  The  agency  did  not  receive  any 
comments  objecting  to  the  proposed 
deletion  of  §  101.35,  which  provides 
guidelines  for  label  declaration  of  MSG 
and  other  hydrolyzed  vegetable 
proteins.  Therefore,  as  proposed,  the 
agency  is  deleting  $  101.35  from  its 
regulations. 

B.  Labeling  of  Other  Flavors,  Color 
Additives,  and  Spices 

Before  passage  of  the  1990 
amendments,  the  act  provided  that 
flavorings,  colorings,  and  spices  could 
be  declared  collectively  using  the  terms 
"flavorings,"  "colorings."  and  "spices." 
However,  the  1990  amendments 
amended  section  403(i)  of  the  adt  to 
require  that  certified  color  additives  be 
declared  by  their  common  or  usual 
names  and  not  be  designated  by  the 
collective  term  "colorings."  As  a  result 
of  this  change  in  the  statute,  each 
certified  color  additive  used  in  or  on  a 
food  must  be  declared  by  its  common  or 
usual  name,  but  noncertified  color 
additives  may  still  be  declared 
collectively.  Congress  did  not  revoke  the 
exemption  from  required  declaration  for 
flavorings  and  spices. 

In  response  to  this  new  statutory 
authority,  FDA  proposed  §  101.22(k) 
which  details  how  color  additives  are  to 
be  declared  in  the  ingredient  list.  The 
agency  also  proposed  to  permit  the  use 
of  abbreviated  names  for  certified  color 
additives.  Over  the  last  several  years, 
FDA  has  allowed  manufacturers  who 
voluntarily  declare  certified  color 
additives  to  use  abbreviated  names. 
Although  the  agency  believed  that  the 
common  or  usual  names  by  which  the 
color  additives  are  listed  in  parts  74  and 
82  (21  CFR  parts  74  and  82)  were  the 
most  appropriate  names  for  identifying 
these  color  additives,  it  also  felt  that  a 
provision  that  permitted  the  use  of 
abbreviated  names  might  encourage 
more  manufacturers  to  voluntarily 
declare  these  color  additives.  The 
agency  concluded  that  such  a  practice 
would  provide  more  information  to 
consumers  than  use  of  the  collective 
term,  which  before  the  1990 
amendments,  satisfied  the  requirements 
of  the  act. 


,    On  January  28. 1983.  FDA  issued  an 
advisory  opinion  permitting  the  use  of 
abbreviated  names  of  certified  color 
additives  in  response  to  a  citizen 
petition  submitted  by  the  Grocery 
Manufacturera  of  America.  Inc.  (Docket 
No.  78P-0164).  FDA  subsequently 
proposed,  in  the  Federal  Register  of 
June  6. 1985  (50  FR  23815).  to 
incorporate  that  advisory  opinion  into 
its  regulations.  A  final  rule,  however, 
has  not  yet  published. 

With  the  passage  of  1990  amendments 
including  the  requirement  that  certified 
color  additives  used  in  foods  be 
declared  by  their  common  or  usual 
names  FDA  saw  an  opportunity  to 
finalize  the  1985  rulemaking.  Given  that 
under  section  403(i)(2)  of  the  act  the 
listing  of  certified  color  additives  will 
be  required  on  food  labels,  the  agency 
tentatively  concluded  that 
manufacturers  should  have  the  option  to 
use  abbreviated  names  for  declaring  the 
certified  color  additives.  Accordingly,  in 
the  June  21, 1991,  proposal,  the  agency 
proposed  to  continue  the  option  to  use 
abbreviated  names  because  consiunera 
have  come  to  recognize  and  understand 
these  names  for  color  additives. 
Furthermore,  the  agency  recognized  that 
the  use  of  abbreviated  names  has  some 
advantage  for  industry  because  they 
consume  less  label  space. 

In  the  proposal,  the  agency  solicited 
comments  on  whether  certified  color 
additive  lakes  should  also  be  permitted 
to-be  declared  using  abbreviated  names. 

52.  A  comment  from  the  Canadian 
government  requested  that  the  agency 
modify  proposed  §  101.22(k)  to  provide 
for  the  use  of  alternative  names  (such  as 
tartrazine,  allure  red.  erythrosine,  sunset 
yellow  FCF,  brilliant  blue  FCF, 
indigotine,  and  fast  green  FCF)  instead 
of  the  U.S.  names  (FD&C  Yellow  No.  5, 
FD&C  Red  No.  40,  FD&C  Red  No.  3, 
FD&C  Yellow  No.  6,  FD&C  Blue  No.  1, 
FD&C  Blue  No.  2,  and  FD&C  Green  No. 
3,  respectively)  or  to  allow  alternative 
names  to  be  included  in  parentheses 
after  the  U.S.  names.  The  comment 
stated  that  this  approach  would  be 
consistent  with  provisions  of  the  U.S. 
Canada  Free  Trade  Agreement. 

The  agency  believes  that  the  common 
or  usual  names  of  certified  color 
additives  used  in  food,  such  as  FD&C 
Blue  No.  1  and  FD&C  Yellow  No.  5,  are 
recognized  by  consumers  and  broadly 
understood  to  be  names  of  artificial 
colorings  when  they  appear  in  an 
ingredient  list.  In  addition,  the  certified 
color  additives  meet  certain 
specifications,  as  provided  in  parts  74 
and  82.  The  ahemative  names  suggested 
in  the  comment  may  not  represent  the 
certified  form  of  the  specific  color.  For 
example,  tartrazine  may  not  be  the  U.S. 
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certified  pnxluct,  while  FDkC  Yellow 
No.  5  is  the  certified  form  of  tartrazine. 

Furthermore,  the  altOTnatives 
suggested  in  the  comment  have  not  been 
used  in  ingredient  lists  in  the  United 
States  and  are  not  recognized  by  FDA 
(part  74  (21  CFR  part  74))  as  the 
common  or  usual  names  of  certified 
color  additives.  Accordingly,  the  agency 
is  not  persuaded  that  such  names 
should  be  used  at  this  time  in  place  of 
common  or  usual  names  in  the 
declaration  of  certified  color  additives. 

However,  the  agency  aclmowledges 
the  need,  under  the  Free  Trade 
Agreement,  to  accommodate  Canadian 
labeling  requirements  where  feasible. 
Declaration  of  both  names  for  the  U.S. 
certified  color  additives  may  facilitate 
familiarity  «nth  the  alternative  names 
for  U.S.  consumers.  Therefore, 
manufacturers  may  voluntarily  declare 
generally  accepted  alternative  names,  as 
suggested  in  the  comment,  in 
parentheses  after  the  required  U.S.  name 
of  the  FDA  certified  color  additive. 

53.  Another  comment  requested  that 
the  agency  clarify  that  when  several 
certified  color  additives  are  used  in  a 
food,  they  would  have  to  be  declared  in 
descending  order  of  predominance.  The 
comment  stated  that  proposed 
§  101.22(k)  does  not  specifically  address 
this  issue.  The  comment  was  concerned 
that  in  instances  where  a  combination  of 
certified  color  additives  and 
noncertified  color  additives  is  used  in  a 
food,  the  consumer  would  be  confused 
because  of  the  specific  declaration  of 
certified  color  additives  and  the  use  of 
a  functional  descriptor  for  noncertified 
color  additives.  The  comment 
recommended  that,  when  a  combination 
of  certified  color  additives  and 
•  noncertified  color  additives  is  used  in  a 
food,  the  agency  require  both  a 
functional  descriptor  and  the  listing  of 
the  specific  names  of  all  the  color 
additives  (certified  and  noncertified)  in 
their  order  of  predominance. 

Declaration  of  certified  color  additives 
by  their  common  or  usual  name  must  be 
done  in  a  manner  that  complies  with 
§  101.4.  If  more  than  one  certified  color 
additive  is  added  to  the  food,  the  color 
additive  present  in  the  greatest  amount 
must  be  declared  first,  imless  the 
certified  color  additives  are  present  at  2 
percent  or  less  and  are,  therefore, 
ej^ethpt  from  listing  in  order  of 
'predominance  as  provided  in 
§  101.4(a)(2).  With  the  exception  of 
FD&C  Yellow  No.  S,  current  regulations 
have  permitted  collective  declaration  of 
certified  and  noncertified  color 
additives,  such  that  both  "FDftC  Yellow 
No.  5"  and  "artificial  coloring"  may 
appear  on  a  food  label  The  agency  has 
no  evidence  to  indicate  that  conaumen 


have  been  misled  or  confosed  by  such 
a  declaration.  Consequently,  the  agency 
has  no  basis  to  conclude  that 
declaration  of  certified  and  noncertified 
color  additives  as  proposed  would  cause 
consumers  confusion  when  both  types 
of  color  additives  are  present  in  a  food. 

54.  Another  comment  requested  that 
FDA  clarify  whether  dietary  supplement 
manufacturers  who  comply  with  section 
403(i)  of  the  act,  and  have  been 
permitted  to  list  only  those  nutrients 
contained  in  the  product  for  which  a 
U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  has  been  established,  will  be 
required  to  conform  their  ingredient 
listing  to  the  regulation  on  coIot 
additives. 

The  agency  acknowledges  that  a  1942 
letter  identified  as  TC-387  (Ref.  54) 
exempted  "exdpients,  fillers,  binders, 
and  other  fabricating  ingredients"  fit>m 
complete  ingredient  declaration  when 
used  in  manufacturing  dietary 
supplements.  Althou^  TC-387  has  not 
been  officially  revoked,  the  agency 
advises  that  its  current  policy,  as  stated 
in  the  Federal  Register  of  August  2, 
1973  (38  FR  20730),  the  Federal 
Register  of  March  16. 1979  (44  FR 
16005).  and  in  subsequent 
correspondence  with  industry  (Refo.  55 
and  56),  is  that  the  label  for  dietary 
supplements  must  contain  a  list  of 
nutrients  and  a  foil  statement  of 
ingredients,  except  those  exempted  by 
section  403(i)(2)  of  the  act,  declared  by 
the  common  or  usual  name.  This  policy 
is  consistent  with  the  ingredient 
declaration  requirements  for  other  t)rpes 
of  products. 

With  regard  to  declaration  of  certified 
color  additives,  the  1990  amendments 
amended  section  403(i)(2)  of  the  act  to 
require  certified  color  additives  be 
declared  by  their  common  or  usual 
names.  This  requirement  applies  to  all 
foods.  However,  in  the  Dietary 
Supplement  Act  of  1992.  Congress 
imposed  a  moratoriiun  on  the 
implementation  of  the  1990 
amendments  with  respect  to  dietary 
supplements  with  only  very  limited 
exceptions.  Thus.  FDA  will  not  bring 
regulatory  action  against  such  products 
whose  labels  fail  to  declare  the  presence 
of  certified  color  additives  by  their 
common  or  usual  names  luitil  December 
15, 1993. 

55.  Most  comments  responding  to  this 
issue  strongly  supported  the  use  of 
abbreviated  names  for  certified  color 
additives.  However,  one  comment    . 
maintained  that  certified  color  additives 
should  be  declared  by  their  common  or 
usual  names  as  required  in  parts  74  and 
82  and  not  by  an  abbreviated  name 
unless  there  is  a  phase-in  period  of 
approximately  3  years  during  which 


both  names  would  be  used.  The 
comment  stated  that  this  would  allow 
consumers  time  to  become  familiar  with 
the  abbreviated  name. 

Because  abbreviated  names  for 
certified  color  additives  have  been 
permitted  and  used  by  manufecturers        / 
since  )anuary  1983,  the  agency  believes 
that  consumers  have  a  gmieral 
understanding  of  these  names,  and  are 
adequately  informed  about  color 
additives.  Consequently,  an  additional 
phase-in  period  is  not  necessary.    / 
Thnefore,  as  proposed,  the  agency  is 
providing  the  option  to  use  abbreviated 
names  for  certified  color  additives  in 
new§101.22(k). 

56.  Several  comments  requested  that 
the  agency  clarify  the  phrasing  of  the 
permitted  abbreviated  names.  They 
pointed  out  that  an  FDA  advisory 
opinion  dated  January  28, 1983, 
permitted  the  use  of  abbreviated  names 
for  color  additives  and  the  proposal  of 
June  6, 1985  (50  FR  23815),  permitted 
omission  of  not  only  "FD&C"  but  also 
"No."  However,  proposed  §  101.22(k)(l) 
in  the  June  21, 1991,  proposal  only 
allowed  the  omission  of  the  "FD&C" 
prefix  fi-om  the  declaration  of  a  certified 
color  additive  in  the  ingredient  list 

The  agency  acknowledges  that 
proposed  §  101.22(k)(l)  in  the  June  21, 
1991,  proposal  inadvertently  omitted 
addressing  the  term  "No."  The  agency 
intended  to  say  that  the  abbreviated 
name  need  not  include  both  "FD&C 
and  "No."  FDA  is  revising  new 
§  101.22(k)(l)  accordingly. 

57.  The  agency  received  several 
comments  on  the  declaration  of  color 
additive  lakes.  Some  of  these  comments 
recommended  that  abbreviated  names 
should  also  apply  to  color  additive 
lakes,  so  that  their  declaration  would  be 
consistent  with  that  of  certified  color 
additives,  e.g.,  "Blue  1  Lake."  Other 
comments  suggested  that  a  single 
declaration  (e.g.,  FD&C  Blue  No.  1)  be 
used  for  both  a  certified  color  additive 
and  its  lake,  or  that  the  declaration  of 
lakes  of  certified  color  additives  follow 
the  same  requirements  as  certified  color 
additives.  These  comments  maintained 
that  the  difference  between  a  certified 
color  additive  and  its  lake  is  one  of 
technical  functionality,  and  that 
consumers  are  unaware  of  the 
distinction.  One  comment  argued  that 
declaration  of  cclor  additives  and  color 
additive  lakes  on  the  same  information 
panel  would  lead  to  confusion  and  raise 
unnecessary  questions  in  the 
consumer's  mind.  As  an  alternative,  the 
comment  reconunended  declaring  lakes 
asdyes. 

The  agency  agrees  with  those 
comments  that  stated  that  abbreviated 
names  should  also  apply  to  certified 
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color  additive  lakes.  Because  this  final 
rule  provides  for  use  of  abbreviated 
names  for  certified  color  additives  in 
foods,  the  agency  finds  that  label 
declaration  would  be  inconsistent  and 
ultimately  lead  to  consumer  confusion  if 
abbreviated  names  were  not  also 
allowed  for  certified  color  additive 
lakes.  Accordingly,  the  agency  is 
adopUng.  in  §  101.22(k)(l).  the  opUon  to 
declare  the  lake  of  a  certihed  color 
additive  using  the  abbreviated  name  of 
the  certified  color  additive  followed  by 
the  term  "Lake."  For  example,  a  lake  of 
FD&C  Blue  No.  1  would  be  "Blue  1 
Lake." 

The  agency  has  no  evidence  to 
indicate  that  declaration  of  certified 
color  additives  and  certified  color 
additive  lakes  on  the  same  information 
panel  would  lead  to  consumer 
confusion,  and  the  comment  did  not 
present  any  evidence  to  substantiate  this 
assertion.  Furthermore,  the  agency 
believes  that  the  use  of  the  term  "dye" 
for  a  lake  would  create  an  inappropriate 
distinction  between  a  certified  color 
additive  and  its  lake  by  suggesting  to 
consumers  that  certified  color  additive 
lakes  are  dyes,  but  that  certified  color 
additives  are  something  other  than  dyes. 
The  agency  is  deferring  rulemaking  on 
the  use  of  abbreviated  names  for  color 
additives  and  lakes  in  drugs,  cosmetics, 
and  medical  devices  to  separate  action 
on  the  1985  proposal. 

58.  One  comment  urged  FDA  to 
require  that  noncertified  color  additives 
be  declared  by  name,  so  that  consumers 
are  provided  with  labeling  information 
on  noncertified  color  additives  that  is 
consistent  with  the  labeling  information 
on  certified  color  additives.  These 
comments  asserted  that  noncertified 
color  additives  should  also  be  declared 
by  their  common  or  usual  names  and 
not  by  collective  terms,  so  that 
hypersensitive  consumers  can  avoid 
foods  to  which  they  have  chemical 
sensitivities. 

Although  the  1990  amendments 
modified  section  403(i)  of  the  act  to 
require  complete  declaration  of  certified 
color  additives,  it  did  not  revoke  the 
exemption  from  ingredient  labeling  for 
noncertified  color  additives. 
Consequently,  the  agency  does  not  have 
the  autnority  to  reqmre  specific 
declaration  of  noncertified  color 
additives  unless  such  declaration  is 
necessary  to  ensure  the  safe  use  of  the 
additive.  Traditionally,  the  agency  has 
encouraged  manufacturers  to  list 
voluntarily,  when  practical,  the  specific 
names  of  all  color  additives  following 
the  functional  descriptor.  FDA  has  even 
provided  guidance  in  new  §  101.22(k)(2) 
lor  such  a  declaration. 


The  comment  did  not  present  any 
evidence  to  substantiate  that  there  is  a 
public  health  need  for  the  specific 
declaration  of  all  noncertified  color 
additives.  As  with  flavors  and  spices. 
FDA  will  consider  requiring  declaration 
of  a  noncertified  color  additive  if  such 
a  need  is  demonstrated. 

59.  One  comment  stated  that, 
although  the  proposal  provided 
examples  of  specific  declaration  of 
noncertified  color  additives  (e.g.. 
caramel  (color)),  there  appeared  to  be  no 
reason  to  require  the  term  "color"  to  be 
enclosed  in  parentheses.  This  comment 
requested  clarification  on  whether 
parentheses  were  required,  and  if  the 
term  "caramel  color"  was  an  acceptable 
alternative. 

The  agency  advises  that  the  speanc 
examples  cited  in  the  June  21, 1991, 
proposal  for  declaration  of  noncertified 
color  additives  were  not  intended  to  be 
all-inclusive.  As  discussed  in  the 
proposal,  FDA  will  allow  any 
informative  term  that  clearly  indicates 
to  the  consumer  that  a  noncertified 
color  additive  has  been  added  to  the 
food.  The  agency  advises  that  the  term 
"caramel  color"  without  parentheses 
adequately  informs  the  consumer  that 
caramel  has  been  added  to  the  food  as 
a  color  additive. 

60.  Most  comments  generally 
supported  FDA's  recommendation,  in 
proposed  §  101.22(k)(3),  for  the 
voluntary  declaration  of  all  color 
additives  in  butter,  cheese,  and  ice 
cream.  These  comments  maintained  that 
this  practice  would  provide  consumers 
with  information  for  these  three  foods 
consistent  with  that  now  required  for  all 
other  foods.  No  comments  objected  to 
this  recommendation. 

The  agency  is,  therefore,  finalizing  its 
recommendation  in  new  8 101.22(k)  that 
when  manufacturers  add  color  additives 
to  butter,  cheese,  or  ice  cream,  they 
should  voluntarily  declare  all  color 
additives  in  the  ingredient  list. 

61.  Several  comments  from  consumer 
interest  groups  requested  that  FDA 
require  specific  declaration  of  all  flavors 
and  spices  on  food  labels.  These 
comments  contended  that  this 
information  is  important  to  individuals 
who  have  sensitivities  to  certain  flavore 
and  spices.  The  comments  asserted  that 
declaration  of  each  spice  and  flavoring 
would  enable  these  individuals  to  avoid 
foods  that  contain  ingredients  to  which 
they  are  allergic. 

Although  tne  1990  amendments 
required  specific  declaration  of  certified 
color  additives,  they  did  not  amend  the 
act  to  require  specific  declaration  of 
flavorings  or  spices  or  of  color  additives 
that  are  not  subject  to  certification.  In 
the  proposal,  the  agency  tentatively 


concluded  that,  without  such  an 
amendment,  it  does  not  have  the 
authority  to  generally  require  specific 
declaration  of  flavorings  and  spices.  The 
comments  summarized  above  were 
similar  to  the  comments  on  the  1989 
ANPRM  that  FDA  reviewed  when  it  was 
developing  the  June  21. 1991,  proposal, 
and  they  did  not  provide  any  new 
information  to  justify  their  reouesU. 
However,  if  FDA  determines  that 
specific  declaration  of  a  flavor  or  spice 
is  necessary  to  ensure  its  safe  use,  the 
agency  will  consider  establishing 
requirements  for  label  declaration  of 
that  flavor  or  spice  by  its  common  or 
usual  name. 

62.  One  comment  requested 
clarification  with  respect  to  labeling  of 
spices  whose  primary  function  is  to 
color,  e.g.j)aprika,  a  noncertified  color 
additive.  Tne  comment  argued  that  such 
an  ingredient  should  not  be  labeled  as 

a  spice. 

The  agency  encourages  manufacturers 
to  declare  voluntarily  specific  spices 
and  color  additives  they  use  in  a  food 
when  practical.  As  for  the  label 
declaration  of  ingredients  such  as 
paprika  (i.e.,  ingredients  that  have  been 
declared  GRAS  as  a  spice  and  approved 
as  a  color  additive),  the  agency  expects 
manufacturers  to  declare  such 
ingredients  in  a  manner  consistent  with 
the  ingredient's  intended  use  in  the  food 
as  provided  in  part  70  (21  CFR  part  70). 
Section  70.3(f)  provides  that  food 
ingredients  that  may  contribute  their 
own  natural  color  when  added  to  a  food 
are  not  regarded  as  color  additives,  but 
when  the  ingredient  is  deliberately  used 
as  a  color,  it  is  a  color  additive. 
Therefore,  if  the  intended  use  of  an 
ingredient  such  as  paprika  is  to  color 
the  food,  it  must  be  declared  as  an 
added  color. 


DC.  Use  of  "And/Or"  Labeling 

FDA  allows  the  use  of  "and/or" 
labeling  in  certain  situations  when 
manufacturers  are  unable  to  adhere  to  a 
consistent  pattern  of  use  of  specific 
ingredients  in  their  products 
(8 101.4(b)).  Such  labeling  provides  a 
manufacturer  with  the  flexibility  to  list 
together  in  the  ingredient  list  of  a  food 
product  all  the  ingredients  of  a 
particular  type  (e.g..  fats  or  oils)  that  it 
sometimes  uses  to  make  the  product, 
without  having  to  specify  the 
ingredients  that  are  actually  present  in 
the  product.  To  make  clear  that  not  all 
of  the  Ingredients  identified  are  actually 
present,  the  entry  in  the  ingredient  list 
must  include  the  words  "or."  "and/or." 
or  "contains  one  or  more  of  the 
following."  For  example,  the  ingredient 
list  on  a  package  of  cracken  may 
include  an  entry,  "partially 
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hydr<^enated  vegetable  shortening 
(soybean  oil,  canola  oil.  and/or  palm 
oil)." 

in  the  |une  21. 1991.  proposal,  FDA 
tentatively  decided  to  continue  to 
permit  the  use  of  "and/or"  labeling  for 
fats  and  oils.  However,  the  agency 
requested  any  available  scientific  data 
on  adverse  reactions  to  fats  or  oils  that 
would  warrant  a  reconsideration  of  this 
decision. 

The  agency  also  discussed  industry 
petitions  that  requested  the  use  of  "and/ 
or"  labeling  of  sweeteners,  primarily  for 
soft  drinks  (sodas)  in  the  June  21, 1991, 
proposal.  At  that  time,  the  agency 
denied  the  request  for  "and/or"  labeling 
for  sweeteners. 

63.  The  majority  of  consumer 
comments  addressing  this  issue 
opposed  the  continued  use  of  "and/or" 
labeling  for  fats  and  oils  for  reasons 
already  addressed  in  the  June  21, 1991, 
proposal.  These  comments  requested 
that  the  agency  reconsider  its  position 
and  revoke  §  101.4(b)(14).  These 
comments,  however,  did  not  off^er  any 
information  that  had  not  already  been 
considered  in  developing  the  June  21, 
1991.  proposal. 

In  light  of  the  1990  amendments, 
which  mandate  declaration  of  the 
saturated  fatty  acid  content  of  a  food, 
and  the  revisions  in  nutrition  labeling 
regulations  proposed  on  November  27. 
1991  (56  FR  60366).  the  agency  does  not 
believe  that  the  potential  benefits  from 
requiring  more  specific  labeling  of  fats 
and  oils  outweigh  the  possible  impact  of 
higher  food  costs  that  accrue  when 
manufacturers  are  forced  to  change  food 
labels  in  response  to  marketplace  price 
fluctuations  of  fats  and  oils.  In  addition, 
the  mandatory  declaration  of  saturated 
fatty  acid  content  grants  the-consumers' 
primary  request  regarding  more 
information  on  saturated  fats. 
Accordingly,  FDA  is  not  revoking 
§101.4(b){14). 

It  should  be  noted  that  §  101.4(b}(14) 
restricts  "and/or"  labeling  to  situations 
in  which  fats  end  oils  are  not  the 
preddminant  ingredient.  The  agency  is 
r.ot  changing  this  restriction. 

64.  One  comment  requested  the 
option  to  use  an  "and/or"  statement  to 
list  specific  protein  hydrolysates  in 
canned  tuna.  The  comment  asserted  that 
"and/or"  labeling  would  give  tuna 
processors  the  flexibility  to  select 
protein  hydrolysates  for  use  as  flavor 
enhancers  in  canned  tuna,  based  on  cost 
considerations  and  the  availability  of 
these  ingredients,  without  having  to 
change  labels. 

FDA  is  not  granting  this  request. 
Designation  of  the  specific  source  of 
protein  when  protein  hydrolysate  is 
listed  in  the  ingredient  statement  of  the 


label  alerts  consumers  to  the  exact 
identity  of  this  ingredient.  Such 
declaration  of  protein  hydrolysates 
provides  a  tangible  benefit  to  consiuners 
who  may  be  avoiding  a  particular 
protein  source  because  of  religious  or 
cultural  beliefs  or  other  personal 
reasons.  While  FDA  recognizes  the  need 
for  flexibility  in  the  selection  of  the 
protein  hydrolysates  used  for  flavor 
enhancing  purposes  in  canned  tuna,  the 
agency  believes  that  a  provision  for 
"and/or"  labeling  of  the  protein 
hydrolysate  would  defeat  the  purpose  of 
this  declaration. 

As  stated  elsewhere  in  this  document, 
FDA  believes  that  consumers  have  a 
right  to  be  able  to  choose  between 
products  on  the  basis  of  the  ingredients 
contained  in  the  foods.  Disjunctive 
labeling  on  canned  tuna,  i.e.,  "and/or" 
labeling,  limits  consumers'  choices 
because  they  must  avoid  all  tuna 
products  that  may  contain  a  certain 
protein  hydrolysate  when  this 
ingredient  is  listed  as  one  of  several 
alternative  protein  hydrolysates  on  the 
label.  Even  though  most  protein 
hydrolysates  used  for  flavor 
enhancement  are  highly  hydrolyzed  and 
unlikely  to  cause  adverse  reactions. 
FDA  believes  that  manufacturers  should 
continue  to  provide  specific  source 
information  on  protein  hydrolysates  to 
enable  consumers  to  make  choices 
based  on  their  personal,  cultural,  or 
religious  beliefs.  Therefore,  FDA  is  not 
making  the  requested  change  in  the 
standard  of  identity  for  canned  tuna. 

FDA  acknowledges  that  "and/or" 
labeling  is  used  for  fats  and  oils  to 
provide  a  measure  of  flexibility  in  the 
selection  and  use  of  these  ingredients  in 
foods.  In  such  cases,  however,  FDA 
notes  that  there  is  potential  for  cost 
savings  which  can  be  passed  on  to 
consumers  when  manufacturers  hav« 
the  option  of  selecting  oils  suitable  for 
a  particular  food  operation,  based  on 
cost  and  availability.  This  is  particularly 
significant  because  food  oils  are  used  in 
large  volumes  in  food  production; 
protein  hydrolysates  generally  are  not. 
Moreover,  no  information  on  the 
magnitude  of  potential  costs  savings 
was  presented  in  the  comment.  In 
addition,  the  use  of  "and/or"  labeling 
with  fats  and  oils  is  augmented  by 
information  concerning  the  fat,  fatty 
acid,  and  cholesterol  contents  of  the 
foods  in  nutrition  labeling,  thus 
providing  further  information  to  enable 
consumers  to  avoid  foods  that  contain 
levels  of  cholesterol,  total  fat,  or 
saturated  fat  that  are  inconsistent  with 
their  nutrition  goals. 

65.  Comments  requesting  that  the 
agency  reconsider  its  position  on  the 
use  of  "and/or"  labeling  for  sweeteners 


argued  that,  while  present  price 
relationships  between  sugar  and  com 
sweeteners  may  be  relatively  constant, 
there  is  no  guarantee  that  either  sugar 
processing  costs  or  the  impact  of  the 
U.S.  sugar  program  on  prices  will 
remain  static.  The  comments  further 
stated  that  advances  in  processing 
technologies  may  cause  changes  in 
traditional  price  relationships,  and  that 
manufacturers  will  need  the  flexibility 
of  "and/or"  labeling  to  remain 
competitive. 

The  agency  acknowledges  that  price 
fluctuations  between  sugar  and  com 
sweeteners  may  eventually  occur.  If  and 
when  FDA  is  provided  evidence  that 
significant  price  fluctuations  occur 
among  different  sweeteners,  or  the 
flexibility  of  "and/or"  labeling 
otherwise  becomes  necessary,  the 
agency  will  consider  initiating 
rulemaking  to  permit  this  labeling 
exemption. 

66.  Comments  from  the  soft  drink 
industry  requested  that  the  agency 
reconsider  the  citizen  petition  of  the 
National  Soft  Drink  Association  (NSDA) 
(January  20, 1984— Docket  No.  84P- 
0029)  and  provide  for  use  of  "and/or" 
labeling  for  sweeteners  in  soft  drinks. 
The  agency  has  reconsidered  the  citizen 
petition  of  the  NSDA  and  is  proposing, 
as  discussed  elsewhere  in  this  issue  of 
the  Federal  Register,  to  allow  "and/or" 
labeling  for  sweeteners  in  soft  drinks. 

X.  Other  Labeling  Issues 

A.  Ingredient  List  Format 

In  the  June  21, 1991,  proposal,  the 
agency  discussed  several  ways  that  the 
readability  of  the  ingredient  list  might 
be  enhanced.  However,  the  agency  was 
not  aware  of  any  evidence  that  the 
current  ingredient  labeling  format  was 
not  adequate  to  meet  the  labeling 
requirements  provided  in  section  403(f) 
of  the  act.  Without  such  evidence,  the 
agency  had  no  basis  to  propose  new 
format  requirements  for  ingredient 
labeling.  Hence,  the  agency  requested 
that  if  there  is  a  need  to  revise  the 
ingredient  list  format,  comments 
provide  data  to  substantiate  the  need 
and  to  describe  what  changes  would 
improve  the  label. 

67.  A  number  of  comments  opposed 
separation  of  ingredient  declaration  of 
major  and  minor  ingredients  and 
expressed  concern  that  such  a 
separation  might  lead  consumers  to  pay 
less  attention  than  is  merited  to  those 
ingredients  listed  as  minor,  which  may 
include  chemicals  that  have  a 
significant  health  effect.  Some 
comments  also  expressed  concern  that 
such  a  requirement  could  result  in  a 
further  division  between  the  United 
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States  and  the  European  Economic 
Community  labeling  requirements  and 
create  a  barrier  to  trade.  Finally,  one 
commoit  aUted  that  propoaed 
§  101.4(a)(2)  allows  the  option  of 
separate  declaration  for  ingredients 
present  at  two  percent  or  leas  when 
preceded  by  an  appropriate  quantifying 
statement.  Thus,  the  comment  saw  no 
reason  to  require  the  separation  of  major 
and  minor  ingredients.  On  the  other 
hand,  a  few  comments  supported 
separation  of  the  ingredient  statement. 

The  agency  has  considered  the 
positions  presented  in  all  of  the 
comments.  As  stated  in  the  June  21. 
1991,  proposal,  the  agency  believes  that 
separation  of  the  ingredient  statement 
into  major  and  minor  ingredients, 
would  improve  readabiUty.  However, 
the  comments  supporting  separation  of 
the  ingredient  list  did  not  present 
evidence  that  the  current  labeling 
format  did  not  fully  satisfy  section 
403(f)  of  the  act.  Thus,  the  agency  is  not 
requiring  separation  of  major  and  minor 
ingredients  in  this  final  rule. 

68.  The  comments  addressing 
increased  type  size  requirements  on  the 
ingredient  label  generally  recommended 
that  readability  would  be  enhanced  by 
the  use  of  capital  and  lower  case  letters 
without  right  margin  justification 
printed  in  distinct  contrast  to  other 
printed  or  graphic  matter  on  an 
appropriate  background.  One  of  the 
comments  reported  that  labels  with 
black  lettering  on  blue  background  or 
black  lettering  on  red  background  are 
difficult  to  read. 

The  agency  allows  manufacturers  to 
print  ingredient  lists  in  capital  and 
lower  case  letters.  The  agency  has  no 
requirements  with  respect  to  right 
margin  justification  and  allows  use  of 
this  format.  Furthermore,  the  agency 
allows  the  manufacturer  flexibility  in 
choosing  specific  color  schemes  for 
labeling  and  packaging.  However,  the 
agency  emphasizes  that  the  color 
schemes  and  printing  used  in  ingredient 
labeling  must  comply  with  the 
provisions  of  section  403(0  of  the  act, 
which  require  that  the  information  be 
conspicuous  and  have  sufficient 
contrast  to  its  background  as  to  render 
it  likely  to  be  read  and  understood  by 
the  ordinary  individual  under 
customary  conditions  of  purchase  and 
use.  Furthermore,  in  §  101.2(c)  with 
§  101.105(h).  the  agency  requires  that 
information  appearing  on  the  ingredient 
label  shall  appear  prominently  and 
conspicuously  in  easily  legible  boldface 
print  or  type  in  distinct  contrast  to  other 
printed  or  graphic  matter  on  the  label. 
Thus,  the  agency  has  concluded  that 
several  of  the  recommendations 
presented  in  the  comments  are 


incorporated  in  current  labeling 
requirements.  The  agency  has  further 
concluded  that  current  labeling 
requirements  with  respect  to  format, 
except  as  discussed  in  the  wax  and  resin 
section  of  this  document,  are  adequate 
to  meet  the  requirements  of  the  act  and, 
therefore,  finds  no  basis  to  revise  them 
at  this  time. 

B.  Restaurant  Foods 

In  the  June  21, 1991,  proposal,  the 
agency  requested  comments  on  the 
practicability  and  feasibility  of  requiring 
ingredient  labeling  of  restaurant  foods. 
In  addition,  the  agency  also  requested 
suggestions  for  appropriate  ingredient 
labeling  formats  for  restaurant  foods  if 
such  labeling  were  required. 
69.  Several  comments  from 
consumers  and  consumer  interest 
groups  supported  full  ingredient 
disclosure  for  restaurants  that  maintain 
standardized  menus  (e.g.,  chain  or  fast 
food  restaurants).  In  support  of  their 
position,  these  comments  argued  that 
because  standardized  menu  items  are  all 
prepared  in  the  same  manner,  they  are 
conducive  to  ingredient  labeling.  One 
comment  recommended,  however,  that 
ingredient  labeling  for  chain  restaurants 
be  done  on  a  trial  basis  before 
instituting  regulations.  Another 
comment  from  a  chain  pizza  restaurant 
opposed  ingredient  labeling  for 
restaurants.  The  comment  asserted  that 
it  would  be  impossible  for  restaurants  to 
use  ingredient  labeling  because  it 
would:  (1)  Hinder  work  on  new 
formulations:  (2)  require  a  standardized 
menu:  (3)  limit  menu  items:  and  (4) 
escalate  prices.  In  the  alternative,  the 
comment  recommended  that  restaurants 
distribute  a  brochure  providing 
ingredient  information  for  any  food  item 
that  might  be  used  in  their  products. 
The  brochures  would  be  distributed  at 
point  of  purchase  or  available  upon 
request  through  a. toll-free  number.  This 
comment  urged  the  agency  not  to 
require  ingredient  labeling  for  chain 
restaurants. 

The  agency  believes  that  it  may  be 
feasible  for  certain  types  of  restaurants 
(e.g.,  chain  or  fast  food  restaurants  with 
standardized  food  preparation  and 
ingredient  specifications)  to  provide 
ingredient  information.  However,  the 
agency  has  not  received  enough 
information  about  the  industry  to 
determine  the  appropriateness  and 
manner  of  requiring  ingredient  labeling 
by  restaurants.  While  it  is  not  adopting 
requirements  at  this  time  for  ingredient 
labeling  of  restaurant  foods,  FDA 
encourages  such  declarations  on  a 
voluntary  basis. 

As  discussed  in  the  June  21. 1991, 
proposal,  the  agency  cannot  reasonably 


expect  restaurants  that  frequently 
change  their  menu  items  to  provide 
information  on  ingredients.  The  agency 
conciirs  with  the  comment  that  a 
brochure  would  be  helpful  to  consumers 
in  providing  information  on  ingredients 
used  in  prepared  foods  when  it  is 
impractical  for  a  restaurant  to  provide 
ingredient  information  for  all  menu 
items.  The  agency  encourages 
restaurants  to  provide  written 
information  regarding  ingredients  used 
in  prepared  foods  when  practical. 

C.  Vendor  Foods 

70.  Several  comments  from  the 
vending  industry  requested  that  the 
agency  exempt  foods  sold  from 
automatic  vending  machines  from 
ingredient  declaration  requirements. 
These  comments  did, net,  however, 
provide  information  to  substantiate  their 
request  that  the  agency  had  not  already 
considered  in  developing  the  June  21. 
1991,  proposal. 

In  the  absence  of  information  not 
already  considered  by  the  agency,  and 
for  the  reasons  discussed  in  the 
proposal,  FDA  reaffirms  its  previous 
decision  not  to  exempt  vendor  foods 
from  full  ingredient  labeling 
requirements. 

D.  Warning  Statements 

71.  One  of  the  issues  addressed  in  the 
June  21, 1991,  proposal  was  the 
practicality  and  desirability  of  requiring 
warning  statements  on  foods  to 
announce  the  presence  of  specific 
ingredients.  At  that  time,  the  agency 
tentatively  decided  not  to  require  the 
broad  use  of  warning  statements  with 
respect  to  ingredients. 

domments  on  this  issue  generally 
supported  FDA's  position  not  to  require 
warning  statements  in  the  absence  of 
clear  evidence  of  a  health  hazard.  The 
comments  warned  that  an 
overabundance  of  warning  statements 
may  desensitize  the  general  public  to 
safety  concerns  and  subsequently  cause 
warning  statements  to  lose  some  of  their 
value  as  a  means  of  informing  the 
consumer  about  potential  health 
hazards. 

The  agency  affirms  its  tentative 
position  and  doe$  not  intend  to  require 
warning  statements  except  in  specific 
instances  where  there  is  scientifically 
based  evidence  of  a  potential  health 
hazard.  y 

E.  Simplified  NamMffor  Ingredients 
.    72.  The  agency  discussed,  in  the  June 
21, 1991,  proposal,  the  various  criteria 
that  must  be  met  before  a  new 
simplified  name  for  an  ingredient  can 
supplant  an  established  name  in  the 
ingredient  list.  Specifically,  the  new 
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name  must  be  descriptive  of  the 
ingredient,  must  not  provide  misleading 
label  information,  and  must  be  shown  to 
be  recognized  by  consumers. 

The  agency  did  not  receive  any 
comments  addressing  this  issue. 
Therefore  the  agency  does  not  plan  to 
change  any  of  the  criteria  discussed  in 
the  proposal. 

F.  Statements  of  Ingredients'  Functions 

73.  In  the  Jime  21. 1991,  proposal  the 
agency  said  that  it  would  consider  any 
suggestions  for  declaration  of  the 
function  of  a  particular  ingredient  or 
group  of  ingredients  that  are  supported 
by  appropriate  evidence  and  that  can  be 
justified  under  one  of  the  relevant 
statutory  standards  (i.e.,  sections  409(c) 
and  201(n)  of  the  act).  Since  the 
comments  did  not  provide  evidence  to 
support  the  declaration  of  the  function 
of  a  particular  ingredient  or  group  of 
ingredients,  the  agency  is  not  adopting 
any  new  requirements  to  list  the 
function  or  purpose  of  food  ingredients. 

G.  Irmdiated  Ingredients 

74.  One  comment  opposed 
declaration  of  irradiated  foods  by  their 
common  or  usual  names  without 
specific  declaration  of  irradiation  and 
argued  that  consumers  should  be 
informed  about  the  processing  of  the 
food.  The  comment  did  not  present 
information  not  already  considered  by 
the  agency  in  developing  the  June  21, 
1991.  proposal. 

As  stated  in  the  proposal,  the  agency 
addressed  the  issue  of  declaration  of 
irradiated  ingredients  in  the  Federal 
Register  of  December  30. 1988  (53  FR 
53176).  At  that  time,  the  agency 
concluded  that  irradiated  ingredients 
should  be  declared  by  their  common  or 
usual  name  without  additional 
information  on  processing.  The  agency 
Hnds  no  basis  on  which  to  revise  its 
1988  decision. 

XI.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27.  1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  develoi>ed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  beneRts  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals. 


the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville.  MD  20857.  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

Xn.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  the  June  21, 1991. 
proposal  the  agency  determined  that 
under  21  CFR  25.24(a)(ll).  this  action  is 
of  a  type  that  does  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required. 

XIII.  Efifective  Date 

Several  comments  from  the  food 
industry  strongly  urged  FDA  to 
reconsider  the  effective  date  for 
ingredient  labeling  regulations  for 
standardized  foods  and  certified  color 
additives.  The  comments  argued  that  a 
November  8. 1991.  effective  date  would 
not  allow  the  food  industry  enough  time 
to  develop  the  required  labeling  and 
would  significantly  increase  costs, 
because  inventory  would  have  to  be 
discarded.  These  comments  strongly 
urged  FDA  to  establish  a  uniform 
effective  date,  for  all  proposed  changes 
in  ingredient  labeling,  to  comply  with 
the  effective  date  for  section  403(q)  of 
the  act  (mandatory  nutrition  labeling) 
and  section  403(r)  (claims),  which  were 
Added  by  the  1990  amendments. 


Section  10(c)  of  the  1990  amendments 
established  an  effective  date  of 
November  8. 1991.  for  ingredient 
labeling  of  standardly  foods  and  color 
additives  required  to  be  certified. 
However.  Congress  changed  that 
efiiective  date  on  August  17. 1991.  and 
established  a  new  effective  date  of  May 
8. 1993.  In  the  November  27. 1991, 
Federal  Register  (56  FR  60877).  the 
agency  published  information  on  this 
change  in  the  effective  date  for 
standardized  foods  and  certified  color 
additives.  As  stated  in  that  document, 
labels  attached  to  food  after  May  8. 
1993.  will  be  subject  to  amended  section 
403(i)  of  the  act  and  to  this  final  rule. 
However,  labels  printed  after  July  1, 
1991,  but  before  the  effective  date  of  this 
final  rule  and  applied  before  May  8. 
1993.  must  comply  with  the  June  21. 
1991,  proposal.  Thus,  the  effective  date 
of  the  final  provisions  in  this  regulation 
for  standardized  foods  and  certified 
color  additives  is  May  8. 1993.  The 
other  final  provisions  in  this  regulation 
become  effective  on  May  8, 1994. 
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List  of  Subjects 
21  CFR  Part  101 

Food  labeling,  Reporting  and 
recordkeeping  requirements. 

21  CFR  Part  102 

Beverages,  Food  grades  and  standards. 
Food  labeling.  Frozen  foods,  Fruit 
juices.  Oils  and  tats.  Onions,  Potatoes, 
Seafood. 

21  CFR  Part  130 

Food  additives.  Food  grades  and 
standards.  Incorporation  by  reference. 

21  CFR  Part  135 

Food  grades  and  standards.  Food 
labeling.  Frozen  foods.  Ice  cream. 

21  CFR  Part  136 

Bakery  products,  Food  grades  and 
standards. 

21  CFR  Part  137 

(Dereals  (food),  Food  grades  and 
standards. 

21  CFR  Part  139 

Food  grades  and  standards. 
21  CFR  Part  145 

Food  grades  and  standards,  Fruits. 
21  CFR  Part  146 

Food  grades  and  standards,  Fruit 
juices. 

21  CFR  Part  150 
Food  grades  and  standards.  Fruits. 

21  CFR  Part  152 

Bakery  products.  Food  grades  and 
standards.  Frozen  foods.  Fruits. 
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2  J  CFR  Part  155 

Food  grades  and  standards, 
Vegetables. 

21  CFR  Part  156 

Pood  grades  and  standards.  Vegetable 
juices. 

2lCFRPart158 

Pood  grades  and  standards.  Frown 
foods,  Vegetables. 

21  CFR  Part  160 

Eggs  and  egg  products.  Food  grades 
and  standards. 

21  CFR  Part  161 

Food  grades  and  standards.  Frozen 
foods.  Seafood. 

21  CFR  Part  163 

Cacao  products.  Food  grades  and 
standards. 

21  CFR  Part  164 

Pood  grades  and  standards.  Nuts, 
Peanuts. 

21  CFR  Part  166 

Food  grades  and  standards.  Food 
labeling.  Margarine. 

2lCFRPart16a 

Food  grades  and  standards.  Sugar. 

21  CFR  Part  169 

Food  grades  and  standards.  Oils  and 
fats,  Spices  and  flavorings. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  FDA  is  amending  21 
CFR  parts  101, 102, 130, 135, 136, 137, 
139, 145, 146, 150, 152, 155, 156, 158. 
160, 161, 163, 164. 166. 168.  and  169  as 
follows: 

PART  101— FOOD  LABEUNG 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  reed  as  follows: 

Avtborily:  Sacs.  4. 5, 6  of  tba  Fair 
Packaging  and  labeling  Act  (15  IJ.S.C  1453, 
1454, 1455);  sees.  201.  301. 402.  403.  409, 
701  of  the  Federa]  Food.  Dnig,  and  Cosmetic 
Act  (21  U.S.C.  321,  331,  342.  343.  348,  371). 

2.  Section  101.4  is  amended  by 
revising  paragraphs  (aKl).  and  (b)(2)(i), 
and  by  adding  new  paragraphs  (b)(20) 
through  (b)(22),  (d).  (e),  and  (f)  to  read 
as  follows: 

§101.4    Food;  deslgnalion  of  b>8re<tents. 

(a)(1)  Ingredients  required  to  be 
declared  on  the  label  or  labeling  of  a 
food,  including  foods  tliat  comply  with 
standards  of  identity,  except  those 
ingredients  exempted  by  §  101.100, 
shall  be  listed  by  common  or  iisuai 
name  in  descending  order  of 


predominance  by  weight  on  either  the 
principal  display  pamrf  orthe 
information  panel  in  accordance  with 
the  provisions  of  §  101.2. 

(b)*  '  • 

(i)  By  declaring  the  established 
common  or  usufiuf  name  of  the  ingredient 
followed  by  a  parenthetical  listing  of  all 
ingredioits  contained  therein  in 
descending  order  of  predominance 
except  that,  if  the  ingredient  is  a  food 
subject  to  a  definition  and  standard  of 
identity  established  in  subchapter  B  of 
this  chapter  that  has  specific  labeling 
provisions  for  optional  ingredients, 
optional  ingredients  may  be  declared 
within  the  parenthetical  listing  in 
accordance  with  those  provisions. 

(20)  For  purposes  of  ingredient 
labeling,  the  term  "sugar"  shall  refer  to 
sucrose,  which  is  obtained  from  sugar 
cane  or  sugar  beets  in  accordance  with 
the  provisions  of  §  184.1854  of  this 
chapter. 

(21)  (Reserved] 

(22)  Wax  and  resin  ingredients  on 
fresh  produce  when  sudh  produce  is 
held  for  retail  sale,  or  when  held  for 
other  than  retail  sale  by  padcers  or 
repackers  shall  be  declared  collectively 
by  the  phrase  "coeted  with  food-grade 
animal-based  wax,  to  maintain 
fireshness"  or  the  phrase  "coated  with 
food-grade  vegetable-,  petroleum-, 
beeswax-,  and/or  shellac-based  wax  or 
resin,  to  maintain  freshness"  as 
appropriate.  The  terms  "food-grade" 
and  "to  maintain  freshness"  are 
optional.  TTie  terra  "lac-resin"  may  be 
substituted  for  the  term  "shellac." 

(dj  When  foods  characterized  on  the 
label  as  "nondairy"  contain  a  caseinate 
ingredient,  the  caseinate  ingredient 
shall  be  followed  by  a  parenthetical 
statement  identifying  its  source.  For 
example,  if  the  manufacturer  uses  the 
term  "nondairy"  on  a  crpamer  that 
contains  sodium  caseinate,  it  shall 
include  a  parenthetical  term  such  as  "a 
milk  derivative"  after  the  listing  of 
sodium  caseinate  in  the  ingredient  list. 

(e)  If  the  percentage  of  an  ingredient 
is  included  in  the  statement  of 
ingredients,  it  ^all  be  shown  in 
parentheses  following  the  name  of  the 
ingredient  and  expressed  in  terms  of 
percent  by  weight.  Percentage 
declarations  shall  be  expressed  to  the 
nearest  1  percent,  except  that  where 
ingredients  are  present  at  levels  of  2 
percent  or  less,  they  may  be  grouped 
together  and  expressed  in  accordance 
with  the  quantifying  guidance  set  forth 
in  paragraph  (a)(2)  of  this  section. 


(f)  Except  as  provided  in  §  101.100 
ingpadients  thaA  must  be  declared  on 
labeling  because  there  is  no  label  for  the 
food,  including  foods  that  comply  with 
standards  of  identity,  shall  be  listed 
prominently  and  conspicuously  by 
common  or  usual  iMme  in  the  maaner 
prescribed  by  paragraph  (b)  of  this 
secdon. 

I101.S    [Removeiq 

3.  Section  101.6  Label  designtUioa  of 
ingredients  for  standardized  foods  is 
removed  from  subpart  A. 

4.  Secticm  101.22  is  amended  bv 
adding  new  paragraphs  (h)(7)  and  (k)  to 
reed  as  Cidlows; 

1101.22    Foods;  labeMng  e«  epicee. 
flavorlnos,  cotedngs  end  ehemieei 
preeervattvee. 

*        •        •        •        • 

(h)**' 

(7)  Because  protein  hydrolysates 
function  in  foods  as  both  flavorings  and 
flavor  enhancere,  no  protein  hydrolysata 
used  in  food  for  its  effects  on  flavor  may 
be  declared  simply  as  "flavor,"  "natural 
flavor."  or  "flavoring."  The  ingredient 
shall  be  declared  by  its  specific  common 
or  usual  name  as  provided  in  §  102.22 
of  this  chapter. 

(k)  The  label  of  a  food  to  which  any 
coloring  has  been  added  shall  declare 
the  coloring  in  the  statement  of 
ingredients  in  the  manner  specified  in 
paragraphs  (k)(l)  and  (k)(2)  of  this 
section,  except  that  colorings  added  to 
butter,  cheese,  and  ice  cream,  if 
declared,  may  be  declared  in  the 
manner  specified  in  paragraph  (k)(3)  of 
this  section,  and  colorings  added  to 
foods  subject  to  §§  105.62  and  105.65  of 
this  chapter  ^ali  be  declared  in 
accordance  with  the  requirements  of 
those  sections. 

(1)  A  color  additive  or  the  lake  of  a 
color  additive  subject  to  certification 
under  706(c)  of  the  act  shall  be  declared 
by  the  name  of  the  color  additive  listed 
in  the  applicable  regulation  in  part  74 
or  part  82  of  this  dupter,  except  that  it 
is  not  necessary  to  include  the  "FDftC* 
prefix  or  the  term  "No."  in  the 
declaration,  but  the  term  "Lake"  shall 
be  included  in  the  declaration  of  the 
lake  of  the  certified  color  additive  (e.g., 
Blue  1  Lake).  Manufacturers  may 
parenthetically  declare  an  appropriate 
alternative  name  of  the  certified  color 
additive  following  its  commtm  or  usual 
name  as  specified  in  part  74  or  part  82 
of  this  chapter. 

(2)  Color  additives  not  subject  to 
certification  may  be  declared  as 
"Artificial  Color,"  "Artificial  Color 
Added,"  or  "Color  Added"  (or  by  an 
equally  informative  term  that  makes 
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clear  that  a  color  additive  has  been  used 
in  the  food).  Ahematively.  such  color 
additives  may  be  declared  as  "Colored 

with "  or  " 

color",  the  blank  to  be  filled  with  the 
name  of  the  color  additive  listed  in  the 
applicable  regulation  in  part  73  of  this 
chapter. 

(3)  When  a  coloring  has  been  added 
to  butter,  cheese,  or  ice  cream,  it  need 
not  be  declared  in  the  ingredient  list 
unless  such  declaration  is  required  by  a 
regulation  in  part  73  or  part  74  of  this 
chapter  to  ensure  safe  conditions  of  use 
for  the  color  additive.  Voluntary 
declaration  of  all  colorings  added  to 
butter,  cheese,  and  ice  cream,  however, 
is  recommended. 

f  101.35    (Removed] 

5.  Section  101.35  Notice  to 
manufacturers  and  users  of 
monosodium  glutamate  and  other 
hydrolyzed  vegetable  protein  products  is 
removed  from  subpart  B. 

6.  Section  101.100  is  amended  by 
revising  paragraph  (a)(2)  to  read  as 
follows: 

1101.100    Food;  exemption*  from  labeOno. 

(a)  •  •  - 

(2)  A  food  having  been  received  in 
bulk  containers  at  a  retail  establishment, 
if  displayed  to  the  purchaser  with 
either 

(i)  The  labeling  of  the  bulk  container 
plainly  in  view,  provided  ingredient 
information  appears  prominently  and 
conspicuously  in  lettering  of  not  less 
than  one-fouilh  of  an  inch  in  height:  or 

(ii)  A  counter  card,  sign,  or  other 
appropriate  device  bearing  prominently 
and  conspicuously,  but  in  no  case  with 
lettering  of  less  than  one-fourth  of  an 
inch  in  height,  the  information  required 
to  be  stated  on  the  label  pursuant  to 
section  403(i)(2)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (the  act). 


PART  102-COMMON  OR  USUAL 
NAME  FOR  NONSTANDAROIZED 
FOODS 

7.  The  authority  citation  for  21  CFR 
part  102  continues  to  read  as  follows: 

Authority:  Sees.  201,  403.  701  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.SC.  321.343.371). 

B.  New  §  102.22  is  added  to  subpart  B 
to  read  as  follows: 

f  102.22    Protein  hydrolysatee. 

The  common  or  usual  name  of  a 
protein  hydrolysate  shall  be  specific  to 
the  ingredient  and  shall  include  the 
identity  of  the  food  source  from  which 
the  protein  was  derived. 


(a)  "Hydrolyzed  wheat  gluten." 
"hydrolyzed  soy  protein."  and 
"autolyzed  yeast  extract"  are  examples 
of  acceptable  names.  "Hydro.yzed 
casein"  is  also  an  example  of  an 
acceptable  name,  whereas  "hydrolyzed 
milk  protein"  is  not  an  acceptable  name 
for  this  ingredient  because  it  is  not 
specific  to  the  ingredient  (hydrolysates 
can  be  prepared  from  other  milk 
proteins).  The  names  "hydrolyzed 
vegetable  protein"  and  "hydrolyzed 
protein"  are  not  acceptable  because  they 
do  not  identify  the  food  source  of  the 
protein. 

(b)  (Reserved] 

PART  130-FOOO  STANDARDS: 
GENERAL 

9.  The  authority  citation  for  21  CFR 
part  130  continues  to  read  as  follows: 

Authority:  Sees.  201,  306.  401, 403.  701  of 
the  Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C  321,  336,  341,  343.  371). 

10.  Section  130.3  is  amended  by 
adding  new  paragraph  (e)  to  read  as 
follows: 

f  1 30.3    Definitione  end  interpretatione. 

(e)  Section  403(i)  of  the  act  requires 
the  listing  of  all  ingredients  in 
standardized  foods.  All  ingredients 
must  be  listed  in  accordance  with  the 
requirements  of  part  101  of  this  chapter, 
except  that  where  a  definition  and 
standard  of  identity  has  specific  labeling 
provisions  for  optional  ingredients, 
optional  ingredients  may  be  declared  in 
accordance  with  those  provisions. 

11.  New  §  130.9  is  added  to  subpart  A 
to  read  as  follows; 


$  1 30.9    Sutfttes  in  standardized  food. 

(a)  Any  standardized  food  that 
contains  a  sulfiting  agent  or 
combination  of  sulfiting  agents  that  is 
functional  and  provided  for  in  the 
applicable  standard  or  that  is  present  in 
the  finished  food  at  a  detectable  level  is 
misbranded  unless  the  presence  of  the 
sulfiting  agent  or  agents  is  declared  on 
the  label  of  the  food.  A  detectable 
amount  of  sulfiting  agent  is  10  parts  per 
million  or  more  of  the  sulfite  in  the 
finished  food.  The  level  of  sulfite  in  the 
finished  food  will  be  determined  using 
sections  20. 123  through  20.125. 
"Sulfurous  Acid  (Total)  in  Food 
Modified  Monier-Williams  Method 
Final  Action"  in  "Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists."  14th  ed.  (1984). 
which  is  incorporated  by  reference  in 
accordance  with  5  U.S.C.  552(a)  and  1 
CFR  part  51.  and  the  refinements  of  the 
"Total  Sulhirous  Acid"  procedure  in  the 


"Monier-Williams  Procedure  (with 
Modifications)  for  Sulfites  in  Foods," 
which  is  appendix  A  to  part  101  of  this 
chapter.  A  copy  of  sections  20.123 
through  20.125  of  the  "Official  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists"  is  available  from 
AOAC  IntemaUonal.  1111  North  19th 
St.,  Suite  210.  Arlington.  VA  22209.  or 
available  for  inspection  at  the  Office  of 
the  Federal  Register.  800  North  Capitol 
St.  NW..  Suite  700.  Washington.  DC. 

(b)  Any  standardized  fooa  that,  as  a 
result  of  actions  that  are  consistent  with 
current  good  manufacturing  practice, 
contains  an  indirectly  added  sulfiting 
agent  that  has  no  functional  effect  in  the 
food  and  that  would,  in  the  absence  of 
§  101.100(a)(4)  of  this  chapter,  be 
considered  to  be  an  incidental  additive 
for  purposes  of  8 130.8,  conforms  to  the 
applicable  definition  and  standard  of 
identity  if  the  presence  of  the  sulfiting 
agent  is  declared  on  the  label  of  the 
food. 

12.  New  §  130.11  is  added  to  subpart 
A  to  read  as  follows: 

f  130.11    Label  deeignatton*  of  ineredient* 
for  etMMtardized  food*. 

Some  definitions  and  standards  of 
identity  for  foods  set  forth  below  require 
that  designated  optional  ingredients 
such  as  spices,  flavorings,  colorings, 
emulsifiers,  flavor  enhancers. 
stabilizers,  preservatives,  and 
sweeteners  be  declared  in  a  specified 
manner  on  the  label  wherever  the  name 
of  the  standardized  food  appears  on  the 
label  so  conspicuously  as  to  be  easily 
seen  under  customary  conditions  of 
purchase.  Such  requirements  shall 
apply  to  a  manufacturer,  packer,  or 
distributor  of  a  standardized  food  only 
if  the  words  or  statements  on  the  label 
of  the  standardized  food  significantly 
differentiate  between  two  or  more  foods 
that  comply  with  the  same  standard  by 
describing  the  optional  forms  or 
varieties,  the  packing  medium,  or 
significant  characterizing  ingredients 
present  in  the  food. 


PART  135-FROZEN  DESSERTS 

13.  The  authority  citation  for  21  CFR 
part  135  continues  to  read  as  follows: 

Authority:  Sees.  201,  401,  403, 409,  701, 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  341,  343.  348,  371,  376). 

14.  Section  135.160  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

S  135.160    Water  ice*. 

(a)  Description.  Water  ices  are  the 
foods  each  of  which  is  prepared  from 
the  same  ingredients  and  in  the  same 
manner  prescribed  in  §  135.140  for 
sherbets,  except  that  the  mix  need  not 
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be  pasteuriaed,  and  complias  with  bU 
the  provisions  of  $  135.140  (indnding 
the  requirements  for  Miel  statement  of 
ingredients),  except  that  no  milk  or 
milk-derived  ingredient  and  no  egg 
ingredient,  other  than  egg  white,  is 


PART  136— BAKERY  PRODUCTS 

15.  The  authority  citation  fbr  TL  CFR 
part  136  continues  to  eead  as  foiiows: 

Authority:  Sees.  201. 401. 403. 409. 701. 
706^  die  Federal  Pood.  Ikng.  and  GasnHtic 
Act  (21  VS.C.  321, 341. 343. 34«.  371. 376). 

16.  Section  136.110  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 


ita&iio 


(0  Label  declaration.  Each  of  the 
ingredients  used  shall  be  dedered  on 
the  label  as  required  by  the  applicable 
sections  of  pots  101  and  130  of  this 

chapter. 

PART  137— CEREAL  FLOURS  AND 
RELATED  PRODUCTS 

17.  The  authority  dtation  for  21  CFR 
part  137  continues  to  read  as  follows: 

AuthoritT:  Sees.  201. 401, 403. 400. 701. 
706  of  the  Federal  Food.  Drag,  and  OooMtic 
Act  (21  U.S.C.  321. 341,  343.  348,  371. 376). 

18.  Section  137.105  is  amended  by 
revising  paragraph  (b){lj  to  read  as 
follows: 

1137.105    Hour. 


(b)(1)  Label  dedaration.  Each  of  the 
ingredients  used  in  the  food  shall  ha 
declared  on  the  bbel  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 
•        •        •        *        • 

19.  Section  137.155  is  revised  to  reed 

as  follows: 

S  137.155    Bromalad  flour. 

Bromated  flour  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  raquiiements  for  label 
statement  of  ingredients,  prescribed  Cor 
flour  by  §  137.105.  except  that 
potassium  bromate  is  added  in  a 
quantity  not  exceeding  SO  parts  to  each 
million  parts  of  the  finished  bromated 
flour,  and  is  added  only  to  Hours  whose 
baking  qualities  are  improved  by  such 
addition. 

20.  Sedion  137.160  is  revised  to  read 
as  follows: 


and  is  subject  to  the  requirements  for 
label  statement  of  ingredients, 
prescribed  for  enridied  flour  by 
§  137.165,  except  that  potassium 
bromate  is  added  in  a  qiiantity  not 
exceeding  50  parts  to  each  million  parts 
of  the  finishea  emitted  bromated  noor, 
and  is  added  only  to  enriched  flours 
whose  baking  qualities  are  improved  by 
such  addition. 

21.  Section  137.165  is  amended  by 
revising  the  introductory  text  to  read  as 
follows: 

f  137.165    Enriched  flour. 

Enriched  floor  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  labd 
statement  of  ingredients,  prescribed  for 
flour  by  §  137.105,  except  that: 


22.  Section  137.170  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 


applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•        «        •        •        • 

25.  Section  137.185  is  amended  by 
revising  the  introductory  text  to  read  as 
follows: 

f  137.116    Enriched  aalf<iali«fleur. 

Enriched  self-rising  flour  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingieidients, 
prescribed  for  self-rising  floor  by 
§137.180.  except  that: 

26.  Section  137.200  is  amended  by 
revising  paragraph  (bKl)  to  read  as 
follows: 


1137.200 


S  137.160 

Enriched  bromated  flour  conforms  to 
the  definition  and  standard  of  identity, 


1137.170 

(a)  Instantized  flours,  instant  blending 
flours,  and  quick-mixing  flours,  are  the 
foods  each  of  which  conforms  to  the 
definition  and  standard  of  identity  and 
is  subjed  to  the  requirement  for  label 
statement  of  ingredients  prescribed  for 
the  corresponding  kind  of  flour  by 
§§137.105,  137.155, 137.160, 137.165, 
137.175. 137.180,  and  137.185,  except 
that  each  soch  flour  has  been  made  by 
one  of  the  optional  procedures  set  forth 
in  paragraph  (b)  of  this  section,  and  is 
thereby  made  readily  pourable.  Such 
flours  will  all  pess  throu^  a  No.  20 
mesh  VS.  standard  sieve  (840-raicron 
opening),  and  not  mora  than  20  percent 
will  pass  through  a  200  mesh  U.S 
standard  sieve  (74-micron  opening). 

23.  Section  137.175  is  amended  by 
revising  the  introductory  text  to  read  as 
follows: 

f  137.175    PhosphAad  flour. 

Phosphated  flour,  phosphated  white 
flour,  and  phosphated  wheat  flour, 
conform  to  the  definition  and  standard 
of  identity,  and  are  sul^ect  to  the 
requirements  for  label  declaration  'of 
ingredients,  prescribed  iat  flour  by 
§  137.105.  except  that: 

24.  Section  137.180  is  amended  by 
revising  paragraph  (b]  to  read  as  follows: 

S  137.160    Saw  Haing  flour. 

(b)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food,  shall  be 
declared  on  the  label  as  required  by  the 


(b)(1)  Label  declaration.  Each  of  die 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 
•        •        •        •        • 

27.  Section  137.205  is  revised  to  read 
as  follows: 

{137.205    Bromalad  wftolewtiaat  flour. 

Bromated  whole  wheat  flour  canfnms 
to  the  definition  and  standard  of 
identity,  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescrUied  for  whole  wheat 
flour  by  §  137.200,  excent  that 
potassium  bromate  is  added  in  a 
quantity  not  exceeding  75  parts  to  each 
million  parts  of  finished  bromated 
whole  vmeat  flour. 

28.  Section  137.225  is  revised  to  read 
as  follows: 

1137.225    Whole  durum  four. 

Whole  durum  wheat  flour  oonfonns  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients, 
prescribed  for  whole  wheat  flour  by 
§  137.200,  except  that  deaned  durum 
wheat,  instead  of  cleaned  wheat  other 
than  durum  wheat  and  red  durum 
wheiA,  is  used  in  its  preparation. 

29.  Section  137.235  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

1137.235    Enriched  com  grits. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  he 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

30.  Section  137.260  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 
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§137.260    EftrtdMdcom 


(c)  Lobe!  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

31.  Section  137.270  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

fl37J70   S«H-fWng  iwtthe  com  ntMl. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

32.  Section  137.305  is  amended  by 
revising  paragraph  (b)(1)  to  read  as 
follows: 

1137.305    Enriched  tarlna. 

(b)(1)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        •        •        • 

33.  Section  137.350  is  amended  by 
adding  new  paragraph  (g)  to  read  as 
follows: 

§137.360    EitfidMd  rice. 

•  •        •        •        • 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


PART  139-MACARONI  AND  NOODLE 
PRODUCTS 

34.  The  authority  citation  for  21  CFR 
part  139  continues  to  read  as  follows: 

Authority:  Sees.  201.  401.  403. 409.  701. 
706  of  the  Federal  Pood,  Drug,  and  Cosmetic 
Act  (21  U.S.C  321,  341,  343,  348,  371,  376). 

35.  Section  139.110  is  amended  by 
adding  new  paragraph  (g)  to  read  as 

follows: 

§139.110    Macaroni  product*. 

•        •        •        •        • 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

36.  Section  139.115  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 


§139.115    Enrkhad  macaroni  products. 
(a)  Description.  Enriched  macaroni 
products  are  the  class  of  food  each  of 
which  conforms  to  the  definition  and 
standard  of  identity  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  macaroni 
products  by  §  139.110(a).  (f).  and  (g). 
except  that: 
•        •        •        •        • 

37.  Section  139.117  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

§139.117    Enriched  macaroni  product* 


(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

38.  Section  139.120  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.120    Mlllt  macaroni  product*. 

(a)  Milk  macaroni  products  are  the 
class  of  food,  each  of  which  conforms  to     "Virem^ents  prescribed  for  enriched 
the  definition  and  standard  of  identity        j^^^i  p^^ucts  by  S  139.115  and 
and  is  subject  to  the  requirements  for  '""^^       f  ..7^     .. 

label  statement  of  ingredients  prescribed 
for  macaroni  products  by  §  139.110(a), 
(f)(2).  (f)(3).  and  (g).  except  that: 


41.  Section  139.125  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.125    Vagatabia  macaroni  proouct*. 
(a)  Vegetable  macaroni  products  are 
the  class  of  food  each  of  which 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients  prescribed  for  macaroni 
products  by  8139.110(a).  (f)(2).  (f)(3). 
and  (g),  except  that: 

42.  Section  139.135  is  amended  by 
revising  paragraph  (a)  to  read  as  follows 

§139.135    Enriched  vagatabia  macaroni 
produda. 

(a)  Each  of  the  macaroni  products  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients  prescribed  for  macaroni 
products  by  8 139.110(a),  (f),  and  (g). 
and  in  addition  is  enriched  to  meet  the 


contains  a  vegetable  ingredient  in 
compliance  with  the  requirements 
prescribed  for  vegetable  macaroni 
products  by  8 139.125. 


39.  Section  139.121  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.121    Nonfat  miHc  macaroni  producta. 

(a)  Each  of  the  macaroni  products 
made  with  nonfat  milk  for  which  a 
definition  and  standard  of  identity  is 
prescribed  by  this  section  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingrcKlients. 
prescribed  for  macaroni  products  by 
§  139.110(a),  (0(2).  (f)(3).  (f)(4).  and  (g), 
except  that: 

40.  Section  139.122  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§  1 39.1 22    Enrichad  nonfat  mNIc  macaroni 
product* 

(a)  Each  of  the  enriched  macaroni 
products  made  with  nonfat  milk  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section 
conforms  to  the  definition  and  standard 
of  identity,  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  macaroni 
products  by  8 139.110(a).  (0(2).  (0(3), 
(0(4),  and  (g),  except  that: 


43.  Section  139.138  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.138    Whole  wheat  macaroni  product*. 

(a)  Whole  wheat  macaroni  products 
are  the  class  of  food  each  of  which 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  macaroni 
products  by  8 139.110(a).  (0(2).  (0(3), 
and  (g),  except  that: 

•  •        •        •        • 

44.  Section  139.140  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.140    Wheat  and  soy  macaroni 
producta. 

(a)  Wheat  and  soy  macaroni  products 
are  the  class  of  food  each  of  which 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  macaroni 
products  by  §  139.110(a),  (0(2).  (0(3), 
and  (g),  except  that: 

•  •        •        •        • 

45.  Section  139.150  is  amended  by 
adding  new  paragraph  (i)  o  read  as 
follows: 


Federal  Rggiater  /  Vol.  58.  Na  3  /  Wednesday,  January  6.  1993  /  Rules  and  Regulations        2879 


§139.150    NoodI*  products. 

•        •        •        *        • 

(i)  Label  declaration.  Each  of  the 
ingredients  used  iii  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

46.  Section  139.155  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§139.155    Enriched  noodle  products. 

(a)  Enriched  noodle  products  are  the 
class  of  food  each  of  which  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients, 
prescribed  for  noodle  products  by 
§  139.150(a),  (g).  and  (i),  except  that: 

47.  Section  139.160  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§139.160    Vegetable  noodts  products. 

(a)  Vegetable  noodle  products  are  the 
class  of  food  each  of  which  conforms  to 
the  deHnition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients, 
prescribed  for  noodle  products  by 
§  139.150(a),  (g),  and  (i),  except  that 
tomato  (of  any  red  variety),  artichoke, 
beet,  carrot,  parsley,  or  spinach  is  added 
in  such  quantity  that  the  solids  thereof 
are  not  less  than  3  percent  by  weight  of 
the  finished  vegetable  noodle  product 
(the  vegetable  used  may  be  fresh, 
canned,  dried,  or  in  the  form  of  puree 
or  paste). 

«!•••• 

48.  Section  139.165  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§139.165    Enriehod  vegetable  noodle 
products. 

(a)  Each  of  the  noodle  products  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
requirements  for  label  declaration  of 
ingredients  prescribed  for  noodle 
products  by  §  139.150(a),  (g),  (h),  and  (i), 
and  in  addition  is  enriched  to  meet  the 
requirements  prescribed  for  enriched 
noodle  products  by  §  139.155  and, 
except  as  hereinafter  provided,  contains 
a  vegetable  ingredient  in  compliance 
with  the  requirements  prescribed  for 
vegetable  noodle  products  by  §  139.160. 
Because  they  are  apt  to  impart  an  egg- 
yolk  color,  carrots  are  not  used  in 
enriched  vegetable  noodle  products. 


49.  Section  139.180  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 


§139.180    Wheat  and  soy  noodle  products, 
(a)  Wheat  and  soy  noodle  products  are 
the  class  of  food  each  of  which 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  the 
^quirements  for  label  statement  of 
ingredients  prescribed  for  noodle 
products  by  §  139.150(a),  (g),  and  (i). 
except  that  soy  flour  is  added  in  a 
quantity  not  less  than  12.5  percent  of 
the  combined  weight  of  the  wheat  and 
soy  ingredients  used  (the  soy  floiu-  used 
is  made  from  heat-processed,  dehulled 
soybeans,  with  or  without  the  removal 
of  fat  therefrom). 


PART  145— CANNED  FRUITS 

50.  The  authority  citation  for  21  CFR 
part  145  continues  to  read  as  follows: 

Authority:  Sees.  201,  401.  403,  409,  701. 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321,  341,  343,  348,  371,  376). 

51.  Section  145.110  is  amended  by 
revising  paragraph  (a)(4)  to  read  as 
follows: 

§145.110    Canned  applesauce. 

(a)*   •  * 

(4)  Label  dedaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter.  However,  when  ascorbic 
acid  (vitamin  C)  is  added  as  provided 
for  in  paragraph  (a)(2)(viii)(b)  of  this 
section,  after  the  application  of  heat  to 
the  apples,  preservative  labeling 
requirements  do  not  apply. 

52.  Section  145.115  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

§145.115    Canned  apricots. 

(a)*  •  • 

(4)*  *  • 

(iv)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

53.  Section  145.116  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 


§145.116 
spricots. 


Artificially  sweetened  canned 


(b)*   •  • 

(2)  The  artificially  sweetened  food  is 
sulsject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prescribed  for  canned  apricots  by 
§  145.115(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 


bear  the  statement  "thickened  with 
pectin".  When  any  organic  salt  or  arid 
or  any  mixtiira  of  two  or  more  of  these 
is  added,  the  label  shall  bear  the 
common  or  usual  name  of  each  such 
ingredient. 

54.  Section  145.120  is  amended  by 
revising  paragraph  (a)(5)(iv)  to  read  as 
follows: 

§146.120    Cannsdbsrrtas. 

(a)*  •  • 

(5)«  •  • 

(iv)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        •        •        * 

55.  Section  145.125  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

§145.125    Cannad  cherries. 

(a)*  •   • 

(4)*  •  • 

(iv)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        •        •     ■  • 

56.  Section  145.126  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 


§145.126 
Cn#frte9> 


Artificially 


(b)*  •  • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prescribed  for  canned  cherries  by 
§  145.125(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  "thickened  with 
pectin".  When  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  of  these 
is  added,  the  label  shall  bear  the 
common  or  usual  name  of  each  such 
ingredient. 

57.  Section  145.130  is  amended  by 
revising  paragraph  (d)(4)  to  read  as 
follows: 

§145.130    Cannad  figs. 


(d)*  *  • 

(4)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

58.  Section  145.131  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 
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§14S.131    AitWdally  ■■— <iwd  c«nned 

flgs. 

•         •        •         •        • 

(b)"  •  • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prescribed  for  canned  figs  by  S  145.130. 
If  ihe  packing  medium  is  thickened  with 
pectin,  the  label  shall  bear  the  statement 
•thickened  with  pectin".  When  any 
organic  salt  or  acid  or  any  mixture  of 
two  or  more  of  these  is  added,  the  label 
shall  bear  the  common  or  usual  name  of 
each  such  ingredient. 

59  Section  145.134  is  amended  by 
adding  new  paragraph  (f)  to  read  as 
follows: 

S14S.134    Canned  preserved  figs. 

(fl  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

60.  Section  145.135  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

f  145.13$    Canned  fruH  cocMatt. 

(a)'   •   • 

(4)*    •   • 

(iv)  Label  declaration  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

61.  Section  145.136  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 

$145,136    ArtifhMty  sweetened  canned 

f  ruft  cocMaiL 

*         •         •         •         • 

(b)  •   •   • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prvscribed  for  canned  fruit  cocktail  by 
§14.5.135{a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  "thickened  with 
pw.tin".  When  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  of  these 
is  added,  the  label  shall  bear  the 
com.T.on  or  usual  name  of  each  such 
ingrudient. 

62.  Section  145.140  is  amended  by 
rtivising  paragraph  (d)(4)  to  read  as 
follows: 

§  145.140    Canned  seedless  grspes. 


declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

63.  Section  145.145  is  amended  by 
revising  paragraph  (a)(4)(iii)  to  read  as 
follows: 

§145.145    Canned  grapefruft. 

(a)*  •  • 

(4)'   •  • 

(iii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        •        •        • 

64  Section  145.170  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

S  145.170    Canned  peeches. 

(a)*   •   • 

(4)*   •   • 

(iv)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
.  of  this  chapter. 

•  •        «        ■        • 

65.  Section  145.171  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 

1 146.171    Antfidslly  sweetened  canned 


id)'   •   • 

(4)  Label  declaration  Each  of  the 
ingredients  used  in  the  food  shall  be 


(b)*  •  • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prescribed  for  canned  peaches  by 
§  145.170(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  "thickened  with 
pectin".  When  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  of  these 
is  added,  the  label  shall  bear  the 
common  or  usual  na.Tie  of  each  such 
ingredient. 

66.  Section  145.175  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

§145.175    Canned  pears. 

(a)*   *    • 

(4)«    •    * 

(iv)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

67.  Section  145.176  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 


§145.176    ArtmcMhr  eweetened  canned 

pears. 

•         •         •         • 

(b)"  •  • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  labe' 
statement  of  ingredients  used,  as 
prescribed  for  canned  pears  by 
S  145.175(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  "thickened  with 
pectin".  When  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  of  these 
is  added,  the  label  shall  bear  the 
common  or  usual  name  of  each  such 
ingredient. 

68.  Section  145.180  is  amended  by 
revising  paragraph  (a)(5)(iii)  to  read  as 
follows: 

§145.180    Canned  pineapple. 

(a)*  •  • 

(5)'   •  • 

(iii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

69.  Section  145.181  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 

§  145.181    ArtHicisNy  aweetened  canned 
pineapple. 

(b)'   •  • 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  ingredients  used,  as 
prescribed  for  canned  pineapple  by 
§  145.180(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  "thickened  with 
pectin". 

70.  Section  145.185  is  amended  by 
revising  paragraph  (a)(4)(iv)  to  read  as 
follows: 

§145.185    Canned  plums. 

(a)*    •    * 

(4)*    *    • 

(iv)  Label  duclaration.  Each  of  the 
ingredients  used  in  the  food  sliall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

71.  Section  145.190  is  amended  by 
revising  paragraph  (c)(4)  to  read  as 
follows: 

§145.190    Canned  prunes. 

•         •         •         •         • 

(c)  *   *  • 

(4)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
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applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  14&-CANNED  FRUIT  JUICES 

72.  The  authority  citation  for  21  CFR 
part  146  continues  to  read  as  follows: 

Authority:  Sees.  201,  401, 403. 409,  701, 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Ad  (21  U.S.C.  321.  341.  343.  348,  371,  376). 

73.  Section  146.113  is  amended  by 
adding  new  paragraph  (h)  to  read  as 
follows: 

§146.113    CannMl  fruH  iwctars. 

(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

74.  Section  146.114  is  amended  by 
revising  paragraph  (a)(3)(ii)  to  read  as 
follows: 

1146.114    L«mon)ulc«. 

(a)*  •   • 

(3)*   •  • 

(ii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the' 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


75.  Section  146.120  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 


$146,120 
lemonade. 


Frozan  concentrate  for 


(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

76.  Section  146.121  is  amended  by 
adding  new  paragraph  (Q  to  read  as 
follows: 

§  146.121    Frozen  concentrate  for 
artificially  sweetened  lemonade. 

•        •        •        •        • 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
dociared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 

of  this  chapter. 

77.  Section  146.126  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

S  146.126    Frozen  concentrate  for  colored 
lemonade. 


Bino 


(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


78.  Section  146.132  is  amended  by 
revising  paragraphs  (a)(3)(iii)  to  read  as 
follows: 

§146.132    GrapefruH  luioe. 

(a)*  •  • 

(3)*   *  • 

(iii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

79.  Section  146.140  is  amended  by 
adding  new  paragraph  (g)  to  read  as 
follows: 

§  146.140    Pasteurized  orange  Juloe. 

«        •        •        •        • 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

80.  Section  146.141  is  amended  by 
adding  new  paragraph  (f)  to  read  as 
follows: 

§  1 46.1 41    Canned  orange  )ulce. 

(0  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

81.  Section  146.145  is  amended  by 
adding  new  paragraph  (f)  to  read  as 
follows: 

§146.145    Orange  |ulce  f^om  concentrate. 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

82.  Section  146.146  is  amended  by 
adding  new  paragraph  (g)  to  read  as 
follows: 

§  1 46.1 46    Frozen  concentrated  orange 
)ulce. 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

83.  Section  146.148  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§146.148    Reduced  acid  frozen 
concentrated  orange  Juice. 

(a)  Reduced  acid  frozen  concentrated 
orange  juice  is  the  food  that  complies 
with  the  requirements  for  composition 
and  label  declaration  of  ingredients 
prescribed  for  frozen  concentrated  . 


orange  juice  by  §  146.146,  except  that  it 
may  not  contain  any  added  sweetening 
ingredient.  A  process  involving  the  use 
of  anionic  ion-exchange  resins 
permitted  by  §  173.25  of  this  chapter  is 
used  to  reduce  the  acidity  of  the  food  so 
that  the  ratio  of  the  Brix  reading  to  the 
grams  of  acid,  expressed  as  anhydrous 
dtric  acid,  per  100  grams  of  juice  is  not 
less  than  21  to  1  or  more  than  26  to  1. 


84.  Section  146.150  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§146.150   Canned  concentrated  orange 
luioe. 

(a)  Canned  concentrated  orange  juice 
is  the  food  that  complies  with  the 
requirements  of  comfK)sition,  definition 
of  dilution  ratio,  and  labeling  of 
ingredients  prescribed  for  frozen 
concentrated  orange  juice  by  §  146.146, 
except  that  it  is  not  frozen  and  it  is 
sealed  in  containers  and  so  processed  by 
heat,  either  before  or  after  sealing,  so  as 
to  prevent  spoilage. 

85.  Section  146.152  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

§146.152    Orange  iulce  wHh  proeervative. 

•        •        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter.  In  addition,  the  name  of 
each  preservative  shall  be  proceeded  by 
a  statement  of  the  percent  by  weight  of 
the  preservative  used.  If  the  food  is 
packed  in  container  sizes  that  are  less 
than  19  liters  (5  gallons),- the  label  shall 
bear  a  statement  indicating  that  the  food 
is  for  further  manufacturing  use  only. 

86.  Section  146.153  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§146.153    Concentrated  orange  iuioe  for 
manufacturing. 

(a)  Concentrated  orange  juice  for 
manufacturing  is  the  food  that  complies 
with  the  requirements  of  composition 
and  label  declaration  of  ingredients 
prescribed  for  frozen  concentrated 
orange  juice  by  §  146.146,  except  that  it 
is  either  not  frozen  or  is  less 
concentrated,  or  both,  and  the  oranges 
from  which  the  juice  is  obtained  may 
deviate  h-om  the  standards  for  maturity 
in  that  they  are  below  the  minimum 
Brix  and  Brix-acid  ratio  for  such 
oranges:  Provided,  however,  that  the 
concentration  of  orange  juice  soluble 
solids  is  not  less  than  20°  Brix. 
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87.  Section  146.154  is  amended  by 
rf?vising  paragraph  (d)  to  read  as 
follows: 

S  146.154    Cenoentraled  orange  juice 
preeecveHve. 

•        •        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter.  In  addition,  the  name  of 
each  preeervative  shall  be  preceded  by 
a  statement  of  the  percent  by  weight  of 
the  preservative  used.  If  the  food  is 
packed  in  container  sizes  that  are  less 
than  19  liters  (5  gallons),  the  label  shall 
bear  a  statement  indicating  that  the  food 
is  for  further  manufacturing  use  only. 
•        •        •        • 

88.  Section  146.185  is  amended  by 
revising  paragraph  (a)(3)  to  read  as 
follows: 

1146.185    Phwapptajuica. 

(a)«  •  • 

(3)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

89.  Section  146.187  is  amended  by 
adding  new  paragraph  (d)  to  read  as 
follows: 

S  146.187    Cannad  pnina  Moe. 

•        •        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  150-FRUrr  BUTTERS,  JELLIES, 
PRESERVES,  AND  RELATED 
PRODUCTS 

90.  The  authority  citation  for  21  CFR 
part  150  continues  to  read  as  follows: 

Aulbority:  .Sees.  201.  401.  403,  409.  701, 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321.  341.  343,  348,  371,  376). 

91.  Section  150.110  is  amended  by 
revising  the  introductory  text  of 
paragraph  (e)(1)  and  by  removing 
paragraph  (e)(2){ii)  and  reserving  it,  to 
read  as  follows: 

§150.110    FruKbuttM. 

•  •         •         •         • 

(e)(1)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

•  •        •        •        • 

(4  •  •  • 


(ii)  (Reserved) 

92.  Section  150.140  is  amended  by 
revising  the  introductory  text  of 
paragraph  (e)(2)  to  read  as  follows: 

f  150.140    Fruit  (any. 

(eU2)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

93.  Section  150.141  is  amended  by 
adding  new  paragraph  (h)  to  read  as 
follows: 

f  150.141    ArtmciaJly  ewMtanad  fruM  tally. 

(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

94.  Section  150.160  is  amended  by 
revising  the  introductory  text  of 
paragraph  (e)(2)  to  read  as  follows: 

S1S0.160    Fruit  preaarvee  and  jams. 

(e)  •  •  • 

(2)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

95.  Section  150.161  is  amended  by 
adding  new  paragraph  (h)  to  read  as 
follows: 

$150,161    ArtHiclally  aweatanad  fruH 
praaarvea  and  jama. 

(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  152— FRUIT  PIES 

96.  The  authority  citation  for  21  CFR 
part  152  continues  to  read  as  follows: 

Authority:  Sees.  201,  401,  403.  409,  701. 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  use.  321,  341.  343,  348.  371,  376). 

97.  Section  152.126  is  amended  by 
revising  paragraph  (a)(4)(i)  to  read  as 
follows: 

§  1 52. 1 26    Frozen  cherry  pie. 

(a)'   *   * 

(4)(i)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
de<:lared  on  the  label  as  required  by  the 


applicable  sections  of  parts  101  and  130 

of  this  chapter. 

PART  155-CANNEO  VEGETABLES 

98.  The  authority  citation  for  21  CFR 
part  155  continues  to  read  as  follows: 

Authority:  Sees.  201.  401. 403. 409,  701. 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C  321.  341,  343,  348,  371,  376). 

99.  Section  155.120  is  amended  by 
revising  paragraph  (a)(5)  to  read  as 
follows: 

1155.120    Canned  graan  baana  and  canned 
waxbaana. 


(a) 


•  • 


(5)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

100.  Section  155.130  is  amended  by 
revising  paragraph  (a)(5)  to  read  as 
follows: 

$155,130    Canned  com. 

(a)*  *   • 

(5)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

101.  Section  155.131  is  amended  by 
revising  paragraph  (a)(1)  to  read  as 
follows: 

$  155.131    Canned  field  com. 

(a)  Identity.  (1)  Canned  field  com 
conforms  to  the  definition  and  standard 
of  identity,  and  is  subject  to  the 
requirements  for  label  declaration  of 
ingredients,  prescribed  for  canned  com 
by  §  155.130(a),  except  that  the  com 
ingredient  consists  of  succulent  field 
com  or  a  mixture  of  succulent  field  com 
and  succulent  sweet  com. 

102.  Section  155.170  is  amended  by 
revising  paragraph  (a)(4)  to  read  as 
follows: 

$  1 55. 1 70    Canned  paaa. 

(a)*  •   • 

(4)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

103.  Section  155.172  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 
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§155.172    Canraddryi 

(a)  Identity.  Canned  dry  peas 
confonns  to  the  definition  and  standard 
of  identity,  and  is  subject  to  the 
requirements  for  label  declaration  of 
ingredients,  prescribed  for  canned  peas 
by  $  155.170(a),  except  that: 

a        I      •        '     •  •  • 

104.  Section  155.191  is  amended  by 
revising  paragraph  (aHSHiv)  to  read  as 

fuliows: 

§  1 55.191    Tomato  conoankalaa. 

(3)«   •  • 

(iv)  Label  daclaratioo.  Each  of  the 
ingreidients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

105.  Section  155.194  is  amended  by 
revising  paragraph  {a}(3)(iii)  to  read  as 
follows: 


f1S5.194 

(3)«   •  • 

(iii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter:  except  that  the  name 
"tomato  concentrate"  may  be  used  in 
lieu  of  the  names  "tomato  puree," 
"tomato  pulp,"  or  "tomato  paste"  and 
when  tomato  concentrates  are  used,  the 
labeling  requirements  of 
§  155.191(a)(3)(ii)(o)  and  (a)(3)(ii)(fc)  do 
not,  apply. 

>.  Section  155.200  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

§155.200    Cwtain  Other  canned 

vegeubiaa. 


(i) 


i)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

107.  Section  155.201  is  amended  by 
re\'ising  paragraph  (a)(4)(ii)  to  read  as 
follows: 

§  1  S5.201    Canned  mushroemsl 

(a)*  *   • 
(4).    .   . 

(ii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  perts  101  and  130 
of  his  chapter. 


PART  156— VEGETABLE  JUICES 

108.  The  authority  citation  for  21  CFR 
part  156  continues  to  read  as  follows: 

Authority:  Sees.  201.  401, 403. 409,  701  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
UTS.C.  321.  341.  343,  348.  371). 

109.  Section  156.145  is  amended  by 
revising  paragraph  (aM2Mii)  to  read  as 

follows: 

§156.145    Tonwtoiykae. 

(a)*  •  ' 

(2)*  •  • 

(ii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


PART  158— FROZEN  VEGETABLES 

110.  The  authority  citation  for  21  CFR 
part  158  continues  to  read  as  follows: 

Authority:  Sees  201.  401.  403, 409,  701  of 
the  Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C  321,  341,  343.  348,  371). 

111.  Section  158.170  is  amended  by 
revising  paragraph  (a)(4)  to  read  as 
follows: 

§158.170    Fronnpeas. 

(a)«  •  • 

(4)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


PART  160— EGGS  AND  EGG 
PRODUCTS 

112.  The  authority  citation  for  21  CFR 
part  160  continues  to  read  as  follows: 

Authority:  Sees  201.  401,  403.  409.  701. 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U-S.C  321 ,  341 ,  343,  348.  371 .  376). 

113.  Section  160.105  is  amended  by 
adding  new  paragraph  (e)  to  read  as 
follows: 

§160.105    Dried  eggs. 


(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

114.  Section  160.110  is  amended  by 
adding  new  pa.'agraph  (d)  to  road  as 
follows: 

§160.110    Frozen  egga. 

•         •         •         •         • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  ^ail  be 
declared  on  the  label  as  required  by  the 


applicable  sections  of  parts  101  and  130 
of  this  chapter. 

115.  Section  160.115  is  amended  by 
redesignating  the  existing  text  as 
paragraph  (a)  and  by  adding  new 
paragraph  (b)  to  read  as  follows: 

§16ai15    Uqutdegg*. 

•        •        •        •        • 

(b)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

116.  Section  160.140  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 


§1fiai4e    Egg 


(c)  Label  declaration.  Eadi  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

117.  Section  16ai4S  is  amended  by 
adding  new  paragraph  (f)  to  read  as 
follows: 

§160.145    Oiled  egg  whMea. 

•  •        •        «        • 

(f)  Label  declaration.  Each  of  the 
ingredients  Used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applic^le  sectioDS  of  parts  101  and  130 
of  this  chapter. 

118.  Section  160.150  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§160.150    Frozen  egg  wttKes. 

•  •        •        •        • 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

119.  Section  160.180  is  amended  by 
redesignating  the  existing  text  as 
paragraph  (a)  and  by  adding  new 
paragraph  (b)  to  read  as  follows: 

§160.180    Eggyolka. 


(b)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

120.  Section  160.185  is  amended  by 
adding  new  paragraph  (e)  to  read  as 
follows: 

§160.185    Dried  egg  yollia. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
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declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

121.  Section  160.190  is  amended  by 
redesignating  the  existing  text  as 
paragraph  (a)  and  by  adding  new 
paragraph  (b)  to  read  as  follows: 

fIsaiM    FrozMi  ^gg  yolk*. 

(b)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  161— fISH  AND  SHELLFISH 

122.  The  authority  citation  for  21  CFR 
part  161  continues  to  read  as  follows: 

Authority:  Sees.  201. 401. 403. 409.  701. 
706  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C  321.  341.  343.  348.  371,  376). 

123.  Section  161.145  is  amended  by 
adding  new  paragraph  (a)(4)  to  read  as 
follows: 

S161.14S    Canned  oy«tor«. 

(a)*  *  • 

(4)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        •        •        • 

124.  Section  161.170  is  amended  by 
revising  paragraph  (a)(5)(iii)  to  read  as 
follows: 

S161.170    Cannad  Padfle  aabnon. 

(a)*  •  • 

(5)'  *  • 

(iii)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  p>arts  101  and  130 
of  this  chapter. 

•  •        •        •        • 

125.  Section  161.173  is  amended  by 
revising  paragraph  (a)(5)(ix)  to  read  as 
follows: 

1161.173    Cannad  w«t  pack  shrimp  in 
transparent  or  nontranaparant  containers. 

(a)'  •  • 

(5)*  •  • 

(ix)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

•  •        *        •        • 

126.  Section  161.175  is  amended  by 
adding  new  paragraph  (i)  to  read  as 
follows: 

I161.17S    Froian  raw  breaded  shrimp. 

•  •        •        •        • 


(i)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

127.  Section  161.190  is  amended  by 
revising  paragraphs  (a){6)(ii)  through 
(a)(6)(viii).  by  removing  paragraph 
(a)(6)(ix).  and  by  revising  paragraph 
(a)(8)(vi)  to  read  as  follows: 

S  161.190    Canned  tuna. 

(a)*   •   ' 

(6)*   *   • 

(ii)  Monosodium  glutamate. 

(iii)  Hydrolyred  protein  declared  in 
accordance  with  the  applicable 
provisions  of  S  101.22. 

(iv)  Spices  or  spice  oils  or  spice 
extracts. 

(v)  Vegetable  broth  in  an  amount  not 
in  excess  of  5  percent  of  the  volume 
capacity  of  the  container,  such  broth  to 
consist  of  a  minimum  of  0.5  percent  by 
weight  of  vegetable  extractives  and  to  be 
prepared  from  two  or  more  of  the 
following  vegetables:  Beans,  cabbage, 
carrots,  celery,  garlic,  onions,  parsley, 
peas,  potatoes,  green  bell  peppers,  red 
bell  peppers,  spinach,  and  tomatoes. 

(vi)  Garlic. 

(vii)  Lemon  flavoring  to  be  prepared 
from  lemon  oil  and  citric  acid  together 
with  safe  and  suitable  carriers  for  the 
lemon  oil  which  are  present  at 
nonfunctional  and  insignificant  levels 
in  the  finished  canned  food.  When 
lemon  flavoring  is  added,  a  safe  and 
suitable  solubilizing  and  dispersing 
ingredient  may  be  added  in  a  quantity 
not  exceeding  0.005  percent  by  weight 
of  the  finished  food.  A  substance  used 
in  accordance  with  this  paragraph  is 
deemed  to  be  suitable  if  it  is  used  in  an 
amount  no  greater  than  necessary  to 
achieve  the  intended  flavor  effect,  and 
is  deemed  to  be  safe  if  it  is  not  a  food 
additive  as  defined  in  section  201(s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act),  or  if  it  is  a  food  additive 
as  so  defined,  it  is  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act. 

(viii)  Edible  vegetable  oil  or  partially 
hydrogenated  vegetable  oil.  excluding 
olive  oil,  used  alone  or  in  combination 
in  an  amount  not  to  exceed  5  percent  of 
the  volume  capacity  of  the  container, 
with  or  without  any  suitable  form  of 
emulsif>'ing  and  suspending  ingredients 
that  has  been  affirmed  as  GRAS  or 
approved  as  a  food  additive  to  aid  in 
dispersion  of  the  oil.  as  seasoning  in 
canned  tuna  packed  in  water. 

(8)'   •   ' 

(vi)  Where  the  canned  tuna  contains 
one  or  more  of  the  ingredients  provided 


for  in  paragraph  (a)(6]  of  this  section, 
the  label  shall  bear  the  statement 
"Seasoned  with  • 


the  blank  being  filled  in  with  the  name 
or  names  of  the  ingredient  or 
ingredients  used,  except  that  if  the 
ingredient  designated  in  paragraph 
(aH6){v)  of  this  section  is  used,  the  blank 
shall  be  filled  in  with  the  term 
"vegetable  broth",  and  if  the  ingredients 
designated  in  paragraph  (a)(6)(viii)  of 
this  section  are  used,  the  blank  may  be 
filled  in  with  the  term  "oil",  and  if  the 
ingredient  designated  in  paragraph 
(a)(6)(iv)  of  this  section  is  used  alone, 
the  label  may  alternatively  bear  either 
the  statement  "spiced"  or  the  statement 
"with  added  spice";  and  if  salt  is  the 
only  seasoning  ingredient  used,  the 
label  may  alternatively  bear  any  of  the 
statements  "salted",  "with  added  salt", 
or  "salt  added".  If  the  flavoring 
ingredients  designated  in  paragraph 
(a)(6)(vii)  of  this  section  are  used,  the 
words  "lemon  flavored"  or  "with  lemon 
flavoring"  shall  appear  as  part  of  the 
name  on  the  label;  for  example,  "lemon 
flavored  chunk  light  tuna".  Citric  acid 
and  any  optional  solubilizing  and 
dispersing  agent  used  as  specified  in 
paragraph  (a}(6)(vii)  of  this  section  in 
connection  with  lemon  Oavoring 
ingredients  or  emulsifying  and 
suspending  ingredients  used  as 
specified  in  paragraph  (a)(6)(viii)  of  this 
section  shall  be  designated  on  the  label 
by  their  common  or  usual  name. 


PART  1 63-CACAO  PRODUCTS 

128.  The  authority  citation  for  21  CFR 
part  163  continues  to  read  as  follows: 

Authority:  Sees.  201.  301.  401. 403,  409. 
701 .  706  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C  321.  331.  341.  343. 
348.371.376). 

129.  Section  163.110  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§163.110    Cacao  nibs. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  end  130 
of  this  chapter. 

130.  Section  163.111  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§163.111    Chocolate  iiquor. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 
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131.  Section  163.112  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 


§163.112 


(c)  Label  declaration.  Eadi  of  the 
iiigredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

132.  Section  163.113  is  revised  to  read 

as  follows: 

§163.113    CoceiL 

Cocoa,  medium  fat  cocoa  confonns  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  reqxiirements  for 
label  statement  of  ingredients, 
prescribed  for  breakfiast  cocoa  by 
<i  163.112,  except  that  it  contains  less 
than  22  percent  but  not  less  than  10 
percent  of  cacao  fat  as  determined  by 
the  method  referred  to  in  §  163.112(a). 

133.  Section  163.114  is  revised  to  read 
as  follows: 

§163.114    Lowfal  cocoa. 

Lowfet  cocoa  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
declaration  of  ingredients  for  breakfast 
cocoa  in  §  163.112.  except  that  the  cacao 
fat  content  is  less  than  10  percent  by 
weight,  as  determined  by  the  method 
prescribed  in  §  163.112(a). 

134.  SectitHi  163.117  ia  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§163.117    Cocoa  wUh  dioctyl  sodium 
sulfosucclnata  for  manufacturing. 

la)  £)escTiption.  Cocoa  with  dioctyl 
sodium  sulfosuccinats  for 
manufacturing  is  the  food  additive 
complying  with  the  provisions  in 
§  172.520  of  this  diapter.  R  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients,  for 
breakfast  cocoa  in  §  163.112,  or  for 
cocoa  in  §  163.113,  or  for  lowfat  cocoa 
in  §  16.3.114.  except  that  the  food 
additive  contains  dioctyl  sodium 
sulfosuccinate  (complying  with  the 
requirements  of  §  172.810  of  this 
chapter,  including  the  limit  of  not  more 
than  0.4  percent  by  weight  of  the 
nhi.sbed  food  additive). 


135.  Section  163.123  is  amended  by 
adding  new  paragraph  (i)  to  reed  as 
fallows: 

§163.123    Swael  chocotata. 


(i)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 


applicable  sections  of  parts  101  and  130 
of  this  chapter. 

136.  Section  163.130  is  amended  by 
adding  new  paragraph  (f)  to  read  as 
follows: 

§163.130    MOk  chocotata. 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

137.  Section  163.135  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

$163,135    ButtarmMk  ettocoiala. 

(c)  Label  daciaraticm.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared'on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

138.  Section  163.140  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows:. 

9163.140    StdmmMictiocoiata. 

•        •        •        •        • 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

139.  Section  163.145  is  amended  by 
adding  new  paragraph  (c}  to  read  as 
follows: 

$163,145    Mixed  dairy  product  ehocoialaa. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

140.  Section  163.150  is  amended  by 
adding  new  paragraph  (d)  to-read  as 
follows: 

§163.150    Sweet  cocoa  and  vegetatjie  fat 
(other  than  cacao  fat)  costing. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

141.  Section  163.153  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§163.153    Swae<  chocolate  and  vegetable 
fat  (other  than  cacao  fat)  coating. 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by 


applicable  sections  of  parts  101  and  130 
of  this  chapter. 

142.  Section  163.155  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§163.155    MiHichocolaleandvagatabiafM 
(other  tun  cacao  f«q  4 


(c)  Label  declaretioo.  Each  of  the 
ingredients  used  in  the  food  sb»\\  be 
declared  on  the  label  as  required  by 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  164— TREE  NUT  AND  PEANUT 
PRODUCTS 

143.  The  authority  citation  for  21  CFR 
part  164  continues  to  read  as  folfowrs: 

Authority:  Sees.  201.  401.  403,  409.  701, 
706  of  the  Federal  Food.  Drug,  and  Cosmatic 
Act  (21  U.S.C.  321.  341,  343.  348.  371.  376). 

144.  Section  164.110  is  amended  by 
revising  the  introductory  text  of 
paragraph  (e).  by  removing  paragraphs 
{e)(3)  and  (e)(4).  and  by  revising 
paragraph  (f)  to  read  as  follows: 

§164.110    liixadnula. 


(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

•        •        •        •        « 

(f)  The  words  and  statements 
specified  in  paragraph  (e)  of  this  section 
showing  the  ingredieots  present  shall  be 
listed  on  the  principal  display  panel  or 
panels  or  any  appropriate  information 
panel  without  obscuring  design, 
vignettes,  or  crowdiiig.  The  declaration 
shall  appear  in  conspicxraua  and  easily 
legible  lettere  of  boldface  print  or  type 
the  size  of  whidi  shall  be  not  less  tfian 
one-half  of  that  required  by  part  101  of 
this  chapter  for  the  statement  of  net 
quantity  of  contents  appearing  on  the 
label,  but  in  no  case  less  than  one- 
sixteenth  of  an  inch  in  height.  The 
entire  ingredient  statement  shall  appear 
on  at  least  one  panel  of  the  label.  If  the 
label  bears  any  pictorial  representation 
of  the  mixture  of  nuts,  it  shall  depict  the 
relative  proportions  of  the  nut 
ingredients  of  the  food.  If  the  label  bears 
a  pictorial  representation  of  only  one  of 
each  nut  ingredient  present,  the  nuts 
shall  be  depicted  in  the  order  of 
decreasing  predominance  by  weight.  A 
factual  statement  that  the  food  does  not 
contain  a  particular  nut  ingredient  or 
ingredients  may  be  shown  on  the  label 
if  the  statement  is  not  misleading  and 
does  not  result  in  an  insufficiency  of 
label  space  for  the  proper  declaration  of 
information  required  by  or  under 
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authority  of  the  act  to  appear  on  the 
label. 

145.  Section  164.150  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

f  164.150    Peanut  buMar. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  166--MARGARiNE 

146.  The  authority  citation  for  21  CFR 
part  166  continues  to  read  as  follows: 

Authorily:  Sees.  201. 401. 403. 407. 409. 
701.  706  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321.  341.  343.  347. 
348.  371.  376). 

147.  Section  166.110  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 


f  166.110 


(c)  The  name  of  the  food  is  "Dextrose 
monohydrate"  or  "Dextrose"  or 

alternatively. " sugar 

monohydrate"  or  " sugar",  with 

the  blank  to  be  filled  with  the  name  of 
the  food  source,  for  example.  "Com 
sugar  monohydrate"  or  "Com  sugar". 

151.  Section  168.130  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1168.130    Canealrup. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter.  For  the  purposes  of  this 
section  the  use  of  the  term  "milk" 
unqualified  means  milk  ht>m  cows.  If 
any  milk  other  than  cow's  milk  is  used 
in  whole  or  in  part,  the  animal  source 
shall  be  identiRed  in  conjunction  with 
the  word  milk  in  the  ingredient 
statement.  Colored  margarine  shall  be 
subject  to  the  provisions  of  section  407 
of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  as  amended. 

PART  168— SWEETENERS  AND 
TABLE  SIRUPS 

148.  The  authority  citation  for  21  CFR 
part  168  continues  to  read  as  follows: 

Authority:  Sees.  201. 401. 403. 409.  701. 
706  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  U.S.C  321.  341.  343.  348.  371.  376). 

149.  Section  168.110  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

f  168.110    DextroM  anhydrous. 

(b)  The  name  of  the  food  is  "Dextrose 
anhydrous"  or  "Anhydrous  dextrose"  or 

alternatively.  " sugar 

anhydrous"  or  "Anhydrous  sugar",  with 
the  blank  to  be  filled  with  the  name  of 
the  food  source,  for  example.  "Com 
sugar  anhydrous". 

150.  Section  168.111  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

§168.111    Daxtros*  monohydrate. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

152.  Section  168.160  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1168.160    Sorghum  skup. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

153.  Section  168.180  is  amended  by 
revising  paragraph  (d)(1)  to  read  as 
follows: 

S  168.180    Table  sirup. 

•         ■         •         •         • 

(d)(1)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 


PART  169— FOOD  DRESSINGS  AND 
FLAVORINGS 

154.  The  authority  citation  for  21  CFR 
part  169  continues  to  read  as  follows: 

Authority:  Sees.  201 .  401 .  403,  409,  701 , 
706  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  use.  321,  341,  343.  348.  371,  376). 

155.  Section  169.115  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1 169.1 1 5    French  dressing. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

156.  Section  169.140  is  amended  by 
revising  paragraph  (f)  to  read  as  follows; 

§169.140    Mayonnaise. 


(f)  Label  ditclaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 


declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  ''30 
of  this  chapter. 

157.  Section  169.150  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

§169.150    Salad  drsssing. 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

158.  Section  169.175  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

§169.175    VanHla  extract 

•  •        •         •        • 

(c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

159.  Section  169.176  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§169.176    Concentrated  vsnilla  extract 

(a)  Concentrated  vanilla  extract 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  any 
requirement  for  label  statement  of 
ingredients  prescribed  for  vanilla  extract 
by  §  169.175.  except  that  it  is 
concentrated  to  remove  part  of  the 
solvent,  and  each  gallon  contains  two  or 
more  units  of  vanilla  constituent  as 
defined  in  S  169.3(c).  The  content  of 
ethyl  alcohol  is  not  less  than  35  percent 
by  volume. 

•  •        •        •        • 

160.  Section  169.177  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§169.177    Vanills  flavoring. 

(a)  Vanilla  flavoring  conforms  to  the 
definition  and  standard  of  identity  and 
is  subject  to  any  requirement  for  label 
statement  of  ingredients  prescribed  for 
vanilla  extract  by  §  169.175.  except  that 
its  content  of  ethyl  alcohol  is  less  than 
35  percent  by  volume. 

161.  Section  169.178  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§  169.178    Concsntratad  vanilla  flavoring. 

(a)  Concentrated  vanilla  flavoring 
conforms  to  the  definition  and  standard 
of  identity  and  is  subject  to  any 
requirement  for  label  statement  of 
ingredients  prescribed  for  vanilla 
flavoring  by  §  169.177.  except  that  it  is 
concentrated  to  remove  part  of  the 
solvent,  and  each  gallon  contains  two  or 
more  units  of  vanilla  constituent  as 
defined  in  §  169.3(c). 
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162.  Section  169.179  is  amended  by 
adding  new  paragraph  (d)  to  read  as 

follows: 

S  169.179    VanHIa  powder. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sef:tions  of  parts  101  and  130 
of  this  chapter. 

163.  Section  169.180  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§169.180    VanUla-vanUHn  extract 

(a)  Vanilla-vanillin  extract  conforms 
to  the  definition  and  standard  of 
identity  and  is  subject  to  any 
requirement  for  label  statement  of 
ingredients  prescribed  for  vanilla  extract 
by  §  169.175,  except  that  for  each  unit 


of  vanilla  constituent,  as  defined  in 
§  169.3(c),  contained  therein,  the  article 
also  contains  not  more  than  1  ounce  of 
added  vanillin. 

•        •        •        •        • 

164.  Section  169.181  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

{169.181    VanHla-vanHllnflavorinfi. 

(a)  Vcmilla-vanillin  flavoring  conforms 
to  the  definition  and  standard  of 
identity  and  is  subject  to  any 
requirement  for  label  statement  of 
ingredients  prescribed  for  vanilla- 
vanillin  extract  by  §  169.180,  except  that 
its  content  of  ethyl  alcohol  is  less  than 
35  percent  by  volume. 

165.  Section  169.182  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 


1169.182    VanUtahvanWin 

(a)  Vanilla-vanillin  powder  conforms 
to  the  definition  and  standard  of 
identity  and  is  subject  to  any 
requirement  for  label  statement  of 
ingredients  prescribed  for  vanilla 
powder  by  %  169.179,  except  that  for 
each  unit  of  vanilla  constituent  as 
defined  in  §  169.3(c)  contained  therein, 
the  article  also  contains  not  more  than 
1  ounce  of  added  vanillin. 


Dated:  October  22, 1992. 
David  A.  Kaakr. 
Commissioner  of  Food  and  Drugt. 
Louia  W.  Sallhran. 

Secretary  of  Health  and  Human  Services. 
|FR  Doc  92-31522  Piled  12-28-92;  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Admlniatratfon 

21  CFR  Parta  131. 133. 135.  and  188 

[DocliMN».MN-M10] 

R1N090S-AOM 

Food  Labeling:  Declaration  of 
IngredienU  for  Dairy  ProducU  and 
Maple  Sirup 

agency:  Food  and  Drug  Administration, 

HHS. 

Acnow:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA),  in  accordance 
with  the  Nutrition  Labeling  and 
Education  Act  of  1990  fPub.  L.  101-535) 
(the  1990  amendments)  is  amending  the 
U.S.  standards  of  identity  for  dairy 
products  (parts  131, 133,  and  135  (21 
CFR  parts  131, 133,  and  135))  and  maple 
sirup  (21  CFR  168.140)  to  require  the 
listing  of  the  common  or  usual  names  of 
all  ingredients  in  these  standardized 
foods. 

Section  701(e)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (the  act)  (21 
U.S.C  371(e)),  as  amended  by  the  1990 
amendments,  requires  formal 
rulemaking  for  the  amendment  or  repeal 
of  standards  of  identity  for  dairy 
products  and  maple  sirup.  The  1990 
amendments  removed  food  standards 
rulemaking  for  all  other  foods  from  the 
coverage  of  section  701(e)  of  the  act. 
Because  of  the  procedural  differences 
between  amending  the  standards  for 
dairy  products  and  maple  sirup  and 
amending  other  food  standards,  the 
agency  is  publishing  two  separate  final 
rules  amending  food  standards.  This 
final  rule  on  dairy  products  and  maple 
sirup  is  issued  under  formal  rulemaking 
procedures.  A  companion  document  for 
other  foods  is  published  elsewhere  in 
this  issue  of  the  Federal  Register. 
DATES:  Effective  May  8, 1993,  except  as 
to  any  provisions  that  may  be  stayed  by 
the  filing  of  proper  objections; 
compliance  may  begin  January  6, 1993. 
written  objections  and  requests  for  a 
hearing  by  February  5, 1993. 

AOORESSES:  Written  objections  may  be 
sent  to  the  Dockets  Management  Branch 
fHFA-305),  Food  and  Drug 
Adn  iiiistration,  rm.  1-23, 12420 
Pn-xlawn  Dr.,  Rockville,  MD  20857. 

FOR  FURTHER  MTORMATION  CONTACT: 
Michelle  A.  Smith,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
158).  Food  and  Drug  Administration. 
200  C  St.  SW.,  Washington,  DC  20204. 
202-205-5106. 


SUPn^MENTARV  KtfORMATION: 

I.  Background 

In  the  Federal  Register  of  June  21. 
1991  (56  FR  28592),  FDA  published  a 
proposed  rule  concerning  the 
declaration  of  ingredients  (hereinafter 
referred  to  as  the  June  21, 1991. 
proposal)  and  solicited  public  comment 
on  ingredient  labeling  issues.  The  June 
21, 1991.  proposal  addressed  several 
current  requirements  that  bear  on 
ingredient  labeling.  Most  significantly. , 
section  403(i)  of  the  act  (21  U.S.C. 
343(i))  requires,  with  certain  specific 
exceptions,  that  ingredients  be  listed  by 
their  common  or  usual  names  on  food 
labels.  Before  the  1990  amendments,  the 
act  provided  FDA  with  authority  under 
section  403(g]  of  the  act  to  require  the 
declaration  of  optional  ingredients  In 
standardized  foods,  but  mandatory 
ingredients  were  exempt  from  such  a 
requirement  under  section  403(i)  of  the 
act.  In  the  absence  of  statutory 
authority.  FDA  could  not  require  the 
complete  listing  of  all  ingredients  in 
standardized  foods.  However,  the  1990 
amendments  removed  the  portion  of 
section  403(i)  of  the  act  that  excluded 
mandatory  ingredients  used  in 
standardized  foods  from  the 
requirement  for  label  declaration. 

in  the  June  21. 1991.  proposal,  the 
agency  proposed  revisions  of 
S  101.4(a)(1)  and  {b)(2)(i)  (21  CFR 
101.4(a)(1)  and  (b)(2)(i))  and  proposed  to 
adopt  new  §  130.3(e)  (21  CFR  130.3(e)) 
to  implement  the  new  ingredient  listing 
requirements  for  standardized  foods 
prescribed  by  amended  section  403(i)  of 
the  act.  Proposed  §  130.3(e)  provides 
that  all  mandatory  and  optional 
ingredients  of  standardized  foods  must 
appear  on  food  labels  in  accordance 
with  the  requirements  of  part  101  (21 
CFR  part  101).  except  where  a  definition 
and  standard  of  identity  contains  a 
specific  provision  with  respect  to  the 
declaration  of  optional  ingredients.  In 
addition,  the  agency  proposed  to  amend 
specific  standards  of  identity  either  by 
changing  the  existing  language  for  label 
declaration  of  ingredients  or  by  adding 
a  new  paragraph,  to  require  that  all 
ingredients  be  declared  on  the  label  in 
accordance  with  the  applicable  sections 
of  parts  101  and  130  (21  CFR  part  130). 

The  agency  notes  that  several 
standards  of  identity  define  foods  by 
cross-referencing  other  standardized 
foods.  For  example.  §  133.114  Cheddar 
cheese  for  manufacturing  describes  a 
food  that,  with  certain  exceptions, 
"conforms  to  the  definition  and 
standard  of  identity  prescribed  for 
Cheddar  cheese  by  §  133.113."  Similar 
language  is  contained  in  §  §  133.109, 
133.119,  133.137.  133.145,  133.157. 


133.161,  and  133.196.  FDA  advises  that 
conformance  with  a  cros«-referenced 
definition  and  standard  of  identity  • 
includes  compliance  with  the  labeling 
provisions  in  the  referenced  standard, 
llius,  except  where  existing  standards 
contained  language  contrary  to  the 
ingredient  labeling  requirements 
prescribed  by  amended  section  403(i)  of 
the  act,  it  was  not  necessary  for  the  June 
21, 1991,  proposal  to  change  the 
wording  of  standards  of  identity  that 
define  foods  by  cross-reference.  These 
standards  are  being  amended  by 
modifying  the  standards  they  cross- 
reference. 

The  1990  anieadments  removed  food 
standards  rulemakings,  except  for 
actions  for  the  amendment  or  repeal  of 
food  standards  for  dairy  products  or 
maple  sirup,  from  the  coverage  of 
section  701(e)  of  the  act.  Section  701(e) 
of  the  act  establishes  formal  rulemaking 
procedures  that  must  be  followed  for  the 
issuance,  amendment,  or  repeal  of 
regulations  under  certain  sections  of  the 
act.  Under  formal  rulemaking 
procedures,  there  is  an  opportunity  to 
object  to  any  final  rule  and  to  request  a 
public  hearing  upon  such  objection. 
Such  an  opportunity  is  not  provided  as 
part  of  the  notice  and  comment 
rulemaking  procedures  followed  by  the 
agency  under  section  701(a)  of  the  act. 

Because  of  the  procedural  differences 
between  amending  the  standards  for 
dairy  products  and  maple  sirup  and 
amending  other  food  standards,  the 
agency  is  publishing  two  separate  final 
rules.  This  final  rule,  issued  under 
formal  rulemaking  procedures,  amends 
the  requirements  for  label  declaration  of 
ingredients  in  the  standards  of  identity 
for  dairy  products  (parts  131, 133,  and 
135)  and  for  maple  sirup  (§  168.140).  A 
companion  document  amending 
declaration  of  ingredient  regulations  in 
part  101,  establishing  ingredient 
labeling  requirements  in  part  102  (21 
CFR  part  102)  and  part  130  for 
nonstandardized  and  standardized 
foods,  respectively,  and  amending  the 
labeling  requirements  for  .stanilardized 
foods  under  the  provisioii.';  cf  sw  :ion 
701(a)  of  the  act  appears  «'KStv\here  in 
this  issue  of  the  Federal  Register.  In 
addition,  elsewhere  in  this  issue  of  the 
Federal  Register.  FDA  is  publi.<ihing  a 
proposal  on  other  ingredient  labeling 
issues  that  arose  from  the  June  21. 1991. 
proposal. 

Tne  1990  amendments  gave  the 
Secretary  the  authority  to  extend  the 
applicability  of  certain  of  its  provisions. 
However,  the  provision  of  the 
amendments  that  established  a 
requirement  that  all  ingredients  in 
standardized  foods  be  listed  on  the  label 
is  not  among  those  provisions  for  which 
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an  extension  is  permitted.  Thus,  this 
new  labeling  requirement  is  effective 
May  8,  1993. 

II.  Comments  uid  Agency  Response 

In  response  to  the  June  21, 1991, 
proposal,  the  agency  received  over  700 
letters  containing  one  or  more 
comments  from  a  wide  range  of  sources, 
including  consumers,  consumer 
organizations,  professional  associations, 
government  agencies,  industry,  and 
industry  trade  associations.  None  of  the 
comments  specifically  addressed 
ingredient  labeling  of  maple  sirup  or 
dairy  products.  In  addition,  memy 
comments  were  not  relevant  to  these 
foods.  However,  a  fiew  of  the  comments, 
and  of  the  agency's  conclusions  on  the 
issues  raised  by  the  comments,  bear 
generally  on  dairy  product  and  maple 
sirup  standards.  A  summary  of 
comments  and  the  agency's  responses 
follow.  The  comments  are  discussed  in 
more  detail  in  the  companion  document 
on  declaration  of  ingredients  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

A.  Declaration  of  Mandatory  Ingredients 
in  Standardized  Foods 

The  majority  of  comments  ht>m 
consumers  and  the  food  industry 
generally  supported  the  declaration  of 
mandatory  as  well  as  optional 
ingredients  in  foods  in  the  ingredient 
list.  In  support  of  their  position, 
consumers  asserted  that  they  had  a 
right,  and  in  many  cases  a  need,  to 
know  the  identity  of  all  of  the 
ingredients  in  the  food  they  consume. 
Moreover,  some  comments  expressed 
the  belief  that  the  average  consumer  has 
no  idea  of  what  mandatory  ingredients 
go  into  a  standardized  food  and, 
therefore,  is  unable  to  make  informed 
decisions. 

The  agency  agrees  with  these 
comments.  FDA  is  amending  its 
ingredient  labeling  regulations  to 
require  that  all  mandatory  and  optional 
ingredients  of  standardized  foods 
appear  on  food  labels  in  accordance 
with  the  requirements  of  part  101, 
except  where  a  definition  and  standard 
of  identity  contains  a  speciRc  provision 
with  respect  to  the  declaration  of 
optional  ingredients.  In  such  instances, 
certain  ingredients  may  be  declared  in 
accordance  with  that  provision. 
Accordingly,  FDA  is  codifying  this 
requirement,  as  proposed,  in  new 
§  130.3(e).  (New  §  130.3(e)  is  being 
issued  as  part  of  the  general  final  rule 
on  declaration  of  ingredients,  published 
elsewhere  in  this  issue  of  the  Federal 
Register.)  The  exceptions  for  certain 
ingredients  in  specified  standards  of 
identity  permit  continued  use  of 


alternatives  to  the  labeling  requirements 
of  part  101  where  compliance  with 
those  requirements  would  be 
impracticable. 

In  the  June  21, 1991,  proposal,  the 
agency  proposed  revisions  of 
§  101.4(a)(1)  and  (b)(2)(i)  to  reflect  the 
new  ingredient  listing  requirements  in 
amended  section  403(i)  of  the  act.  The 
proposed  revisions  clarify  that;  (1)  All 
standardized  foods  must  comply  with 
§  101.4,  rather  than  only  those  foods 
specifically  required  to  do  so  by  the 
standards;  and  (2)  a  standardized  food  is 
subject  to  the  same  treatment  as  any 
other  food,  except  that,  where  the  food 
is  subject  to  a  standard  that  makes 
specific  provisions  for  the  labeling  of 
optional  ingredients,  the  optional 
ingredients  may  be  declared  in 
accordance  with  those  provisions.  The 
agency  did  not  receive  any  comments 
objecting  to  these  changes.  Therefore, 
FDA  is  finalizing  these  revisions  as 
proposed.  (New  §  101.4(a)(1)  and 
(b)(2)(i)  are  being  issued  as  part  of  the 
general  final  rule  on  declaration  of 
ingredients,  published  elsewhere  in  this 
issue  of  the  Federal  Register.) 

The  agency  is  also  amending  the  dairy 
product  and  maple  sirup  standards  of 
identity,  as  proposed,  to  require  that  all 
ingredients  be  declared  on  the  label  in 
accordance  with  the  applicable  sections 
of  parts  101  and  130.  Many  of  the 
standards  already  provide  for 
declaration  of  all  optional  ingredients 
used  in  accordance  with  the  applicable 
sections  of  part  101 ,  and  the  wording  in 
these  standards  has  been  amended  to 
require  the  declaration  of  all 
ingredients.  Where  there  is  no  existing 
provision  for  ingredient  labeling.  FDA 
has  added  a  paragraph  to  the  standard 
to  include  the  new  labeling  provisions. 

As  proposed,  FDA  is  retaining  a 
number  of  existing  optional  ingredient 
listing  provisions  in  the  dairy  standards 
that  permit  collective  terms  to  be  used 
rather  than  specific  ingredient  names 
where  similar  provisions  are  not  present 
in  part  101.  Thus,  the  agency  is 
retaining  the  provisions  for  listing  the 
term  "enzymes"  rather  than  the  specific 
name  of  the  enzyme  and  the  terms 
"milkfat  and  nonfat  milk"  or  "nonfat 
milk  and  milkfat"  for  dairy  ingredients 
in  standards  such  as  §  §  133.106  Blue 
cheese,  133.133  Cream  cheese,  and 
133.164  Nuworld  cheese. 

B.  Labeling  Exemptions 

As  discussed  in  the  June  21, 1991, 
proposal  (56  FR  28592  at  28593),  part 
101  provides  for  a  number  of  labeling 
exemptions.  The  agency  does  not 
believe  that  these  exemptions  need  to  be 
duplicated  in  individual  standards.  For 
instance,  several  of  the  dairy  standards 


in  part  133  contain  exemptions  that 
provide  for  the  declaration  of  the  use  of 
bacterial  cultures  on  the  label  by  the 
word  "cultured"  followed  by  the  name 
of  the  substrate,  e.g.,  "cultured  cream" 
or  "made  fixim  cultiued  skim  milk." 
Other  cheese  standards  provide  for  the 
use  of  terms  such  as  "cream"  for  plastic 
cream  and  dried  cream,  "milk"  for 
concentrated  milk  and  dried  milk, 
"skim  milk"  for  concentrated  skim  milk 
and  nonfat  dry  milk,  and  "whey"  for 
cheese  whey,  concentrated  cheese 
whey,  and  dried  cheese  whey.  Section 
101.4(b)  currently  provides  for  these 
labeling  exemptions,  and  FDA 
concludes  that  the  language  does  not 
need  to  be  repeated  in  each  standard  of 
identity.  To  do  so  would  only  add 
needlessly  repetitive  language  to  the 
standards.  In  proposing  to  update  the 
language  of  the  standards  in  part  133  to 
require  the  listing  of  the  common  or 
usual  name  of  all  ingredients,  these 
provisions  were  deleted  from  several  of 
the  proposed  standards.  There  were  no 
objections  to  this. change.  Accordingly, 
FDA  is  deleting  these  provisions  as 
proposed.  . 

III.  Economic  Impact 

In  accordance  with  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354)  (5 
U.S.C.  601),  FDA  has  reviewed  the  final 
rule  to  amend  the  standards  of  identity 
for  dairy  products  iand  maple  sirup  to 
determine  its  impact  on  small  entities, 
including  small  businesses.  The 
amendments  will  require  label 
declaration  of  ingredients  used  in  these 
foods  in  accordance  with  the  ingredient 
labeling  requirements  of  parts  101  and 
130.  FDA  has  determined  that  because 
the  effect  of  the  amendments  is  to 
require  declaration  of  mandatory 
ingredients  primarily  (as  most  optional 
ingredients  are  already  required  to  be 
declared  on  labels),  and  because  most 
manufacturers  already  declare  all 
ingredients  on  labels  of  these  products, 
this  action  will  not  result  in  a 
significant  impact  on  a  substantial 
number  of  small  entities.  FDA  has  not 
received  any  new  information  or 
comments  that  would  alter  this 
determination.  Therefore,  in  accordance 
with  section  605(b)  of  the  Regulatory 
Flexibility  Act.  FDA  certifies  that  no 
significant  impact  on  a  substantial 
number  of  small  entities  will  derive 
from  this  action. 

In  accordance  with  Executive  Order 
12291,  FDA  has  carefully  analyzed  the 
economic  effects  of  this  final  rule,  and 
the  agency  has  determined  that  the  rule, 
if  promulgated,  will  not  be  a  major  rule 
as  defined  by  that  order. 
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IV.  Objectioiu 

Any  person  who  will  be  advenely 
affected  by  this  regulation  may  at  any 
time  on  or  before  February  5. 1993,  file 
with  the  Dockets  Management  Branch 
(address  above)  written  objections 
thereto.  Each  (Ejection  shall  be 
separately  numbered,  and  each 
numbered  objection  shall  specify  with 
particularity  the  provisions  of  the 
regulation  to  which  objection  is  made 
and  the  grounds  for  the  objection.  Each 
numbered  objection  on  which  a  hearing 
is  requested  shall  specifically  so  state. 
Failure  to  request  a  hearing  for  any 
particular  objection  shall  constitute  a 
waiver  of  the  right  to  a  hearing  on  that 
Direction.  F-nch  numbered  objection  for 
which  a  hearing  is  requested  shall 
include  a  detailed  description  and 
analysis  of  the  specific  factual 
information  intended  to  be  presented  in 
support  of  the  objection  in  the  event 
that  a  hearing  is  held.  Failure  to  include 
sut±  a  description  and  analysis  for  any 
particular  objection  shall  constitute  a 
waivar  of  the  right  to  a  hearing  on  the 
objection.  Three  copies  of  all  documents 
shall  be  submitted  and  shall  be 
identifled'with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Any  objections  received  in 
response  to  the  regulation  may  be  seen 
in  the  Dockets  Management  Branch 
between  9  a.m.  and  4  p.m.,  Monday 
throueh  Friday. 

FDA  wrill  publish  notice  of  the 
objections  that  the  agency  has  received 
or  lack  thereof  in  the  Federal  Register. 

ListofSubiects 

21  CFR  Part  131 

Cream,  Food  grades  and  standards. 
Milk.  Yogurt. 

21  cm  Part  133 

Cheese,  Food  grades  and  standards. 
Food  labeling. 

21  CFR  Part  135 

Food  grades  and  standards.  Food 
labeling,  Frozen  foods.  Ice  cream. 

21  CFR  Part  168 

Food  grades  and  standards,  Sugar. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  parts  131. 
133. 135.  and  168  are  amended  as 
follows: 

PART131-4IILX  AND  CREAM 

1.  The  authority  citation  for  21  CFR 
part  131  continues  to  read  as  follows: 

Authority:  Sees.  201.  401,  403,  409.  701, 
706  of  the  Federal  Food,  Drug,  and  Coometic 
Act  (21  U.S.C  321.  341,  343.  348,  371,  376). 


2.  Section  131.110  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.110    IMIk. 

•        •        •        •        • 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

3.  Section  131.111  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 


1131.111 


(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

4.  Section  131.112  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

f  131. 112    CuMured  milk. 

•  •        •        •        • 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

5.  Section  131.115  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.115    Concentrated  mUk. 

•  •         •         •         • 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

6.  Section  131.120  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1131.120    Sweatanad  condensed  milk. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

7.  Section  131.122  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1131.122  Swelaned  condensed  skimmed 

•        •        •        •        • 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

8.  Section  131.123  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.123  Lowfal  dry  mUk. 


(f)  Label  declaration.  Each  of  the 
in^wlients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

9.  Section  131.125  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

I131.12S    Nentatdrymilk. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

10.  Section  131.127  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.127    Nonfat  dry  mWc  fortified  wHh 
vitamins  A  and  D. 

*  •        •        •        • 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 

of  this  chapter. 

11.  Section  131.130  is  amended  by 
revising  paragraph  (0  to  read  as  follows: 

1131.130    Evaporated  mINL 

•  •        •        •        • 

(f)  Label  declaration.  Eadi  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

12.  Section  131.132  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.132    Evaporated  skimmed  mNk. 

(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

13.  Section  131.135  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

1131.135    Lowfatmilk. 


(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

14.  Section  131.136  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

S  131.136    Acidified  lowfat  mHk. 

•        •        •        •        • 

(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 
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1 15.  Section  131.138  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

f  131.139    Culliired  lowfat  mUk. 

•        •        •        •        • 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
fieclared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

16.  Section  131.141is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

f  131.143    SUmmlk. 

1«        •        •        • 
(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applic^le  sections  of  parts  101  and  130 
of  this  duipter. 

17.  Section  131.144  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

1131.144    AddifiMl  akkn  mUlL 

(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

I  18.  Section  131.146  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

$131,146    CuNured  aidm  mML 

•        •        •        • 


declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 

of  this  chapter. 

22.  Section  131.155  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1131.155    Ught  cream. 


(e)  Labe!  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

23.  Section  131.157  is  amended  by 
reNnsing  paragraph  (e)  to  read  as  follows: 

1131.157    UgMwMpptng  cream. 

•        •        *        •        • 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  pwrts  101  and  130 
of  this  chapter. 

24.  Section  131.160  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1131.160    Sour  cream. 


1131.165    Sour  half -and-haH. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

29.  Section  131.187  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1131.167    AddMied  aeur  haN4Htd4Mll. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
-of  this  chapter. 

30.  Section  131.200  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

1131.200    Yogurt 


(g)  Label  declaration.  Each  of  the 
ngredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  diapter. 

19.  Section  131.147  is  amended  by 
revising  paragraph  (f)  to  read  as  follows: 

§131.147    OrywrholemUtL 


(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the      §131.170    Eggnog. 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

20.  Section  131.149  is  amended  by 
re\'ising  paragraph  (e)  to  read  as  follows: 


(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

25.  Section  131.162  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

$131,162    AddMed  aour  cream. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  p>arts  101  and  130 
of  this  chapter. 

26.  Section  131.170  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 


$131,146    Dry  cream. 


(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

21.  Section  131.150  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

$131,150    Haavy  crown. 

(e)  Label  declartttion.  Each  of  the 
ingredients  used  in  the  food  shall  be 


(h)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

27.  Section  131.180  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

$131,180    HaNHUtd-haH. 

•        •        •        •        • 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

28.  Section  131.185  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 


(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

31.  Section  131.203  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

$131,203    Lowfat  yogurt 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

32.  Section  131.206  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

$131,206    Nonfat  yogurt 

(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 

of  this  chapter. 

PART  133— CHEESES  AND  RELATED 
CHEESE  PRODUCTS 

33.  The  authority  citation  for  21  CFR 
part  133  continues  to  read  as  follows: 

Authority:  Sees.  201,  401.  403.  409,  701, 
706  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321.  341.  343,  348,  371,  376). 

34.  Section  133.102  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

$133,102    Aatago  freah  and  aatago  aoft 


(e)  Label  declaration:  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that  enzymes  of 
animal,  plant,  or  microbial  origin  may 
be  declared  as  "enzymes". 
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35.  Section  133.103  is  revised  to  read 
as  follows: 


f  133.103    Aeiege  medium 

Asiago  medium  cheese  conforms  to 
the  definition  and  standard  of  identity 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients  prescribed 
by  §  133.102  for  asiago  fresh  cheese, 
except  that  it  contains  not  more  than  35 

[>ercent  moisture,  its  solids  contain  not 
ess  than  45  percent  of  milkfat.  and  it  is 
cured  for  not  less  than  6  months. 

36.  Section  133.104  is  revised  to  read 
as  follows: 


(d)  Label  declaration.  Each  of  the 
ingredients  u.sed  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 
«        •        •        •        • 

41.  Section  133.118  is  amended  by 
adding  new  paragraph  If)  to  read  as 
follows; 


1133.118    Cotby 


S  133.104    Aelegeoldi 

Asiago  old  cheese  conforms  to  the 
definition  and  standard  of  identity  and 
is  subject  to  the  requirements  for  label 
statement  of  ingredients  prescribed  by 
8 133.102  for  asiago  fresh  cheese,  except 
that  it  contains  not  more  than  32 
percent  moisture,  its  solids  contain  not 
less  than  42  percent  of  milk  fat,  and  it 
is  cured  for  not  less  than  1  year. 

37.  Section  133.106  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

f  133.106    BkMChMM. 


Id)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

38.  Section  133.108  is  amended  by 
revising  the  introductory  text  of 
paragraph  |d)  to  read  as  follows: 

§133.106    Brick  ch«M«. 

Id)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declsred  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that. 

39.  Section  133.111  is  amended  by 
revising  paragraph  If)  to  read  as  follows: 

S 1 33. 1 1 1    C«cioc«vaUo  alcilleno  cheese. 


If)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  enzymes  of  animal,  plant,  or 
microbial  origin  may  be  declared  as 
"enzymes". 

42.  Section  133.121  is  amended  by 
revising  the  introductory  text  to  read  as 
follows; 

1 133.121    Low  sodium  cotby  cheeso. 

Low  sodium  colby  cheese  is  the  food 
prepared  from  the  same  ingredients  and 
in  the  same  manner  prescribed  in 
§  133.118  for  colby  cheese  and  complies 
with  all  the  provisions  of  §  133.118. 
including  the  requirements  for  label 
statement  of  ingredients,  except  that: 

43.  Section  133123  is  amended  by 
revising  the  introductory  text  of 
paragraph  |f)  to  read  as  follows: 

f  133.123    Cold-psck  end  club  cheese. 

10  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  Cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these, 
may  be  designated  as  "American 
cheese". 
•        •        •        •        • 

44.  Section  133.124  is  amended  by 
revising  paragraph  |h)  to  read  as 
follows: 

1133.124    Cold-pack  cheese  food. 


(f)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  jiarts  101  and  130 
of  this  chapter,  except  that  enzymes  of 
animal,  plant,  or  microbial  origin  may 
be  declared  as  "enzymes'*. 

40.  Section  133.113  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

f  133.113    Cheddsr  chssss. 


|h)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  Cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these, 
may  be  designated  as  "American 
cheese". 

45.  Section  133.125  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 


I133.12S    Co«*p«ekcheosofoodwHh 
fruits,  vsgslaWM,  or  meats. 

(a)  Cold-pack  cheese  food  with  fruits, 
vegetables,  or  meats  or  mixtures  of  these 
is  the  food  which  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
declaration  of  ingredients,  prescribed 
for  cold  pack  cheese  food  by  S  133.124, 
except  that: 

46.  Section  133.127  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1133.127  Cook  chssss,  koch  kssss. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130. 
except  that  enzymes  of  animal,  plant,  or 
microbial  origin  may  be  declared  as 
"enzymes". 

47.  Section  133.128  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1133.128  Cottage  chssss. 

|e)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  milk-clotting  enzymes  may  be 
declared  by  the  word  "enzymes" 

48.  Section  133.129  is  amended  by 
revising  paragraph  |e)  to  read  as  follows: 

1133.129  Dry  curd  cottags  chssss. 
•        •        •        •        • 

|e)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  milk-clotting  enzymes  may  be 
declared  by  the  word  "enzymes" 

49.  Section  133.131  is  amended  by 
revising  the  introductory  text  to  read  as 
follows: 

S  133.131    Lowfst  cottsgs  chssss. 

Lowfat  cottage  cheese  is  the  food 
prepared  from  the  same  ingredients  and 
in  the  same  manner  prescribed  in 
§  133.128  for  cottage  cheese  and 
complies  with  all  the  provisions  of 
§  133.128  {including  requirements  for 
the  label  statement  of  ingredients), 
except  that: 


50.  Section  133.133  is  amended  by 
revising  the  introductory  text  of 
paragraph  Id)  to  read  as  follows: 

f  133.133    Crssm  chssss. 

•        •        •        •        • 

|d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
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declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

*        •        •        •        • 

51  Section  133.134  is  amended  by 
revising  the  introductory  text  paragraph 
(d)  tu  read  as  follows: 


§133.134    Cmm 

•        •        • 


with  otfMT  foods. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

52.  Section  133.136  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.136 
cheeao. 


Washed  curd  and  soaksd  curd 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 
...... 

53.  Section  133.138  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.138    Edamchosss. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

*  •        *        •        * 

54.  Section  133.140  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

§113.140    Ganwnsiost  chMM. 

*  *         •         •         • 

{c)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
npplicabie  sections  of  parts  101  and  130 
ot  this  chapter. 

55.  Section  133.141  is  amended  by 
revising  the  introductory  text  of 
»)rtragraph  (dl  to  read  as  follows: 

§  <  iS-141    Qorgonzol*  cheese. 

*  •        »        •        • 

(J)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


I  i, 


;.  Stiction  133.144  is  amended  by 
■?  ng  the  introductory  text  of 
'^T3ph  (d)  to  read  as  follows: 


§133.144 
cheese. 


GnwHiiar  and  stirrsd  curd 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

57.  Section  133.146  is  amended  by 
revising  the  introductory  text  of 
paragraph  (e)  to  read  as  follows: 

§133.146    Gfstsd  chsMis. 

•  •         •         •         • 

(e)  Label  declaration.  Each  of  the' 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

58.  Section  133.147  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

§133.147    Gratmi  Amsrican  cheese  food. 

•  •        •        •        • 

(e)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these  may 
be  designated  "American  cheese". 

59.  Section  133.148  is  amended  by 
revising  the  introductory  text  of 
paragraph  (f)  to  read  as  follows: 

§133.148    HwYl  grating  cheeses. 

(f)  Label  declaration:  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


60.  Section  133.149  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§  133.149    Gruyere  cheese. 

•         •         »         •         • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  tlie  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

61.  Section  133.150  is  amended  by 
revising  the  introductory  text  of 
paragraph  (0  to  read  as  follows: 

§133.150    Hard  cheeses. 


(f)  Label  declaration:  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 


applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

62.  Section  133.152  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

1133.152    Umburgsr  cheese. 

•        •        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

63.  Section  133.153  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.153    Monterey  cheese  and  monterey 
|act(  ctteese. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

64.  Section  133.154  is  revised  to  read 
as  follows: 

§133.154    HighHi»oisture)MA  cheese. 

High-moisture  jack  cheese  conforms 
to  the  definition  and  standard  of 
identity  and  is  subject  to  the 
requirement  for  label  statement  of 
ingredients  prescribed  for  monterey 
cheese  by  §  133.153.  except  that  its 
moisture  content  Is  more  than  44 
percent  but  less  than  50  percent. 

65.  Section  133.155  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.155 
Cheese. 


MozzareNa  cheese  artd  scemorza 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  hy  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 
•        *        •        •        » 

66.  Section  133.156  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§  1 33.1 56    Low-moisture  mozzereila  end 
scemorza  cheese. 

»         •         *         •         * 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 
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67.  Section  133.158  is  revised  to  read 
as  follows: 

f  133.158    LoDMnoistur*  part-«kim 
mo22«r«Na  and  •camona  chMM. 

Low-moisture  part-skim  mozzarella 
cheese  and  low-moisture  part-skim 
scamorza  cheese  conform  to  the 
definition  and  standard  of  identity  and 
comply  with  the  requirements  for  label 
declaration  of  ingredients  prescribed  for 
low-moisture  mozzarella  cheese  and 
low-moisture  scamorza  cheese  by 
§133.156.  except  that  their  milkfat 
content,  calculated  on  the  solids  basis, 
is  less  than  45  percent  but  not  less  than 
30  percent. 

68.  Section  133.160  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

1133.160    Muenatar  and  munatar  cheea*. 

•        *        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

69.  Section  133.162  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

{133.162    Nauf chatal  chaaaa. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

70.  Section  133.164  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

1133.164  Nuworld  chaaaa. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

71.  Section  133.165  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1133.165  Pamtaaan  and  ragglano  chaaaa. 

(e)  Label  declaration:  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that  enzymes  of 
animal,  plant,  or  microbial  origin  may 
be  declared  as  "enzymes". 

72.  Section  133.167  is  amended  by 
revising  the  introductory  text  to  read  as 
follows: 


§133.167    Paataurtead  Mandad  chaaaa. 

Pasteurized  blended  cheese  conforms 
to  the  definition  and  standard  of 
identity,  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  pasteurized 
process  cheese  by  §  133.169,  except  that: 

73.  Section  133.168  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 


77.  Section  133.173  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 


1133.173 
food. 


Paataurlzad  procaaa  chaaaa 


1133.168  Paataurlzad  blandad  ch 
truHa,  vaqatablaa,  or  maata. 

(a)  Pasteurized  blended  cheese  with 
fruits,  vegetables,  or  meats,  or  mixtures 
of  these  is  the  food  which  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients, 
prescribed  for  pasteurized  blended 
cheese  by  §  133.167,  except  that: 

74.  Section  133.169  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

1133.169  Paataurlzad  procaaa  chaaaa. 

(g)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these  may 
be  designated  as  "American  cheese". 

75.  Section  133.170  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

1133.170  Paataurlzad  procaaa  chaaaa  with 
fruto,  vagatablaa,  or  maata. 

(a)  Unless  a  definition  and  standard  of 
identity  specifically  applicable  is 
established  by  another  section  of  this 
part,  a  pasteurized  process  cheese  with 
fruits,  vegetables,  or  meats,  or  mixtures 
of  these  is  a  food  which  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
statement  of  ingredients,  prescribed  for 
pasteurized  process  cheese  by  §  133.169, 
except  that: 

76.  Section  133.171  is  amended  by 
removing  paragraph  (f)  and  revising  the 
introductory  text  to  read  as  follows: 

S  133.171    Paataurized  procaaa  plmaitto 
chaaaa. 

Pasteurized  process  pimento  cheese  is 
the  food  which  conforms  to  the 
definition  and  standard  of  identity  for 
pasteurized  process  cheese  with  hiiits, 
vegetables,  or  meats,  and  is  subject  to 
the  requirement  for  label  statement  of 
ingredients,  except  that: 


(h)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these  may 
be  designated  as  "American  cheese". 

78.  Section  133.174  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

f  133.174    Paataurlzad  procaaa  chaaaa 
food  with  fruita,  vagatablaa,  or  maata. 

(a)  Pasteurized  process  cheese  food 
with  fruits,  vegetables,  or  meats,  or 
mixtures  of  these  is  the  food  which 
conforms  to  the  definition  and  standard 
of  identity,  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  pasteurized 
process  cheese  food  by  §  133.173,  except 
that: 
•        •        •        •        • 

79.  Section  133.175  is  revised  to  read 
as  follows: 

i  133.175    Paataurlzad  chaaaa  apraad. 

Pasteurized  cheese  spread  is  the  food 
which  conforms  to  the  definition  and 
standard  of  identity,  and  is  subject  to 
the  requirements  for  label  statement  of 
ingredients,  prescribed  for  pasteurized 
process  cheese  spread  by  §  133.179, 
except  that  no  emulsifying  agent  as 
prescribed  by  §  133.179(e)  is  used. 

80.  Section  133.176  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

S  133.176    Paataurlzad  chaaaa  apraad  with 
fruita,  vagatablaa,  or  maata, 

(a)  Pasteurized  cheese  spread  with 
fruits,  vegetables,  or  meats,  or  mixtures 
of  these  is  a  food  which  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
statement  of  ingredients,  prescribed  for 
pasteurized  cheese  spread  by  §  133.175, 
except  that: 

81.  Section  133.178  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1133.178    Paataurlzad  naufchatal  chaaaa 
apraad  wHh  olhar  fooda. 

(d)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
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required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter. 

82.  Section  133.179  is  amended  by 
revising  paragraph  (i)  to  read  as  follows: 

§  133.179    Peateurized  prooeM  eheeee 
•prMd. 


(i)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter,  except 
that  Cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these  may 
be  designated  as  "American  cheese". 

83.  Section  133.180  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

S  133.180    Pasteurized  procM*  eheeee 
spread  with  fruits,  vegetablas,  or  meats. 

(a)  Pasteurized  process  cheese  spread 
with  fruits,  vegetables,  or  meats,  or 
mixtures  of  these  is  a  food  which 
conforms  to  the  deRnition  and  standard 
of  identity,  and  is  subject  to  the 
requirements  for  label  statement  of 
ingredients,  prescribed  for  pasteurized 
process  cheese  spread  by  S  133.179. 
except  that: 


84.  Section  133.181  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§  1 33.1 81    Provdone  cheese. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


85.  Section  133.182  is  amended  by 
adding  paragraph  (f)  to  read  as  follows: 

§133.182    Soft  ripened  cheeses. 

(0  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter. 

86.  Section  133.183  is  amended  by 
revising  the  introductory  text  of 
paragraph  (f)  to  read  as  follows: 

§138.183    Romano  cheese. 

•        •        •  '     •        • 

(0  Label  declaration.  Each  of  |he 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


87.  Section  133.184  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

I,  shasp's  mMk 


§133.184    Roquefort 
blue-mold,  and  Mua-motd 
at>«ep's  mHk. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

•  •        •        •        • 

88.  Section  133.185  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.186    Samsoe  chssss. 

•  •        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


89.  Section  133.186  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

§133.186    Sapaagochaaae. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

90.  Section  133.187  is  amended  by 
adding  new  paragraph  (g)  to  read  as 
follows: 

§133.187    Samiaofi  chaaaas. 


(g)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
apphcable  sections  of  parts  101  and  130 
of  this  chapter. 

91.  Section  133.188  is  amended  by 
adding  new  paragraph  (g)  to  read  as 
follows: 

§133.188    Semiaoft  part-aUm  chaeaaa. 

•        •        •        «        • 

(g)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter. 

92.  Section  133.189  is  amended  by 
adding  new  paragraph  (e)  to  read  as 
follows: 

§133.189    Sidm  milk  cheese  for 
manufacturing. 

(e)  Each  of  the  ingredients  used  in  the 
food  shall  be  declared  on  the  label  as 


required  by  the  applicable  sections  of 
parts  101  and  130  of  this  chapter. 

93.  Section  133.190  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§133.190    Spioad 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 

94.  Section  133.191  is  revised  to  mad 
as  follows: 


§  133.191    Part-aUm  apioad  i 

Part-skim  spiced  cheeses  conform  to 
the  definition  and  standard  of  identity, 
and  are  subject  to  the  requirements  for 
label  statement  of  ingredients  prescribed 
for  spiced  cheeses  by  §  133.190,  except 
that  their  solids  contain  less  than  50 
percent,  but  not  less  than  20  percent,  of 
milkfat. 

95.  Section  133.193  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§133.193    Splcad,  flavored  atandardizad 


(a)  Except  as  otherwise  provided  for 
herein  and  in  applicable  sections  in  this 
part,  a  spiced  or  flavored  standardized 
cheese  conforms  to  the  applicable  j 

deflnitions,  standard  of  identity  and 
requirements  for  label  statement  of 
ingredients  prescribed  for  that  specific 
natural  cheese  variety  promulgated 
pursuant  to  section  401  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  In 
addition  a  spiced  and/or  flavored 
standardized  cheese  shall  contain  one  or 
more  safe  and  suitable  spices  and/or 
flavorings,  in  such  proportions  as  are 
reasonably  required  to  accomplish  their 
intended  effiact:  Provided,  That,  no 
combination  of  ingredients  shall  be  used 
to  simulate  the  flavor  of  cheese  of  any 
age  or  variety. 

96.  Section  133.195  is  amended  by 
revising  the  introductory  text  of 
paragraph  (d)  to  read  as  follows: 

§  133.195    Swias  ar)d  ammantalar  chssaa. 

*        *        •        •        • 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter,  except  that: 


PART  135— FROZEN  DESSERTS 

97.  The  authority  citation  for  21  CFR 
part  135  continues  to  read  as  follows: 
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Aathvity:  Sees.  201. 401. 403. 400.  701. 
706  of  the  Feden}  Pood.  Drug,  ind  CooiMtic 
Act  (21  U^.C  321,  341.  343.  348.  371.  376). 

98.  Section  135.110  is  amended  by 
revising  paragraph  (Q  to  read  as  follows: 


f  135.110    loa 


■ndfraaan  cuatard. 


(0  Label  declaration.  Each  of  the 
ingredients  used  shall  be  declared  on 
the  label  as  required  by  the  applicable 
sections  of  parts  101  and  130  of  this 
chapter,  except  that  the  sources  of 
milkfat  or  milk  soUds  not  fat  may  be 
declared  in  descending  order  of 
predominance  either  by  the  use  of  all 
the  terms  "milkfat  and  nonfat  milk" 
when  one  or  any  combination  of  two  or 
more  of  the  ingredients  listed  in 
§  101.4(bK3).  (b)(4).  (bM8).  and  (bH9)  of 
this  chapter  are  used  or.  ahematively,  as 
permitted  in  §  101.4  of  this  chapter. 
Under  section  403(k)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act.  artificial 
color  need  not  be  declared  in  ice  cream, 
except  as  required  by  §  101. 22(c)  or  (k) 
of  this  chapter.  Voluntary  declaration  of 
all  colors  used  in  ice  cream  and  frozen 
custard  is  recommended. 

99.  SectifBi  135.115  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1135.115    Goafa  matt  lea  cream. 

(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 


applicable  sections  of  parts  101  and  130 
of  this  chapter. 

100.  Section  135.120  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

f  135.120    IcamUk. 

(a)  Description.  Ice  milk  is  the  food 
prepared  from  the  same  ingredients  and 
in  the  same  manner  prescribed  in 
§  135.110  for  ice  cream  and  complies 
with  all  the  provisions  of  §  135.110 
(including  the  requirements  for  label 
statement  of  ingredients),  except  that: 

101.  Section  135.130  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

1135.130    MeOorlna. 


(e)  Lobe/  declaration.  Each  of  the 
ingredients  used  shall  be  declared  on 
the  label  as  required  by  the  applicable 
sections  of  parts  101  and  130  of  this 
chapter,  except  that  sources  of  milkfat 
or  milk  solids  not  (at  ntay  be  declared 
in  descending  order  of  predominance 
either  by  the  use  of  the  terms  "milkfat 
and  nonfat  milk"  when  one  or  any 
combination  of  two  or  mora  of  the 
ingredients  listed  in  §  101.4(b)(3).  (b)(4). 
(b)(8),  and  (b)(9)  of  this  chapter  are 
used,  or  alternatively  as  permitted  in 
§  101.4  of  this  chapter. 

102.  Section  135.140  is  amended  by 
revising  paragraph  (i)  to  read  as  follows; 


I13S.140    Sherbet 

(i)  Label  declaration.  Each  of  the 
ingradients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

PART  16»--SWEETENERS  AND 
TABLE  SIRUPS 

103.  The  authority  citation  for  21  CFR 
part  188  continues  to  read  as  foUowrs: 

AollMrity:  Sees.  201. 401. 403. 409.  701. 
706  of  the  Federal  Food.  Drug,  and  Counetic 
Act  (21  U.S.C  321.  341. 343,  34«,  371.  376). 

104.  Section  168.140  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

1168.140    Maple  alrup. 


(d)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  parts  101  and  130 
of  this  chapter. 

Dated:  October  26. 1992. 
David  A.KaaeIer, 
Commissioner  of  Food  and  l^gs. 
Louis  W.  SiUlnan. 

Secretary  of  Health  andMuman  Services. 
IFR  Doc  92-31523  Filed  12-28-92;  8.45  Sinl 
MJJNO  £0M  4iw-M-r 
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HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  101  and  102 
[Ooekct  No.  80N-0140] 
RIN  0095-AC48 

Food  LalMling;  Declaration  of 
Ingredients;  Common  or  Usual  Name 
For  Nonstandardized  Foods;  Diluted 
Juice  Beverages 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
food  labeling  regulations  to  establish 
requirements  for  the  declaration  of  the 
percentage  of  juice  in  foods  that  purport 
to  be  beverages  containing  fruit  or 
vegetable  juice.  The  agency  is  also 
revising  the  existing  common  or  usual 
name  regulation  for  diluted  fruit  or 
vegetable  juice  beverages.  FDA  is  also 
revoking  the  common  or  usual  name   • 
regulations  for  noncarbonated  beverage 
products  that  contain  no  ftoiit  or 
vegetable  juice  and  for  diluted  orange 
juice  beverages.  This  final  rule  responds 
to  the  Nutrition  Labeling  and  Education 
Act  of  1990  (the  1990  amendments)  and 
is  part  of  FDA's  ongoing  rulemaking  on 
juices  and  juice  beverages. 
EFFECTIVE  DATE:  May  8. 1993,  except  that 
amendments  to  part  102  become 
effective  May  8.  1994. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Ehzabeth  J.  Campbell.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
155).  Food  and  Drug  Administration, 
200  C  St.  SW.,  Washington.  DC  20204. 
202-205-5229. 

SUPPLEMENTARY  INFORMATXm: 

I.  Background 

In  the  Federal  Register  of  July  2, 1991 
(56  FR  30452).  FDA  proposed 
requirements  for  the  declaration  of  the 
percentage  of  juice  in  foods  that  purport 
to  be  beverages  containing  fruit  or 
vegetable  juice  (hereinafter  referred  to  as 
the  July  2. 1991,  proposal).  There  had 
been  a  longstanding  controversy  over 
percentage  juice  declaration  in  diluted 
fruit  and  vegetable  juice  beverages.  The 
1990  amendments  (Pub.  L.  101-535) 
settled  the  question  of  whether,  and 
where,  a  declaration  of  the  percentage  of 
juice  in  a  fruit  or  vegetable  juice 
beverage  must  be  included  on  the 
product's  label.  Section  7  of  the  1990 
amendments  amends  section  403(i)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act)  (21  U.S.C.  343(i))  to 


require,  that  "if  the  food  purports  to  be 
a  beverage  containing  vegetable  or  fruit 
juice,  it  bear  a  statement  with 
appropriate  prominence  on  the 
information  panel  of  the  total 
percentage  of  such  fruit  or  vegetable 
juice  contained  in  the  food."  In  the 
preamble  to  the  July  2, 1991,  proposal, 
FDA  discussed  questions  remaining 
about  the  exact  meaning  and  the 
implementation  of  this  provision  (56  FR 
30452  at  30453).  The  agency  proposed 
to  add  new  §  101.30  to  establish 
requirements  for  the  percentage 
declaration,  and  to  delete  the  similar 
provision  from  the  existing  common  or 
usual  name  regulation  for  diluted  fruit 
or  vegetable  juice  beverages  in  §  102.33 
(21  CFR  102.33)).  The  agency  also 
proposed  to  make  revisions  to  the 
requirements  in  §  102.33  pertaining  to 
the  product  name.  FDA  also  proposed  to 
revoke  the  common  or  usual  name 
regulations  for  noncarbonated  beverage 
products  containing  no  fruit  or 
vegetable  juice  in  §  102.30  (21  CFR 
102.30]  and  for  diluted  orange  juice 
beverages  in  §  102.32  (21  CFR  102.32). 
Because  these  products  would  be 
covered  under  proposed  §  101.30  and 
the  revised  $  102.33,  the  agency 
tentatively  found  that  separate 
regulations  for  these  products  are  no 
longer  needed.  In  addition,  the  agency 
withdrew  its  July  16. 1987,  proposal  to 
revoke  the  existing  regulations  on 
common  or  usual  names  for  diluted  fruit 
or  vegetable  juice  beverages  (52  FR 
26690). 

The  agency  received  over  200 
responses  to  the  July  2, 1991,  proposal 
from  a  wide  range  of  sources,  including 
consumers,  consumer  organizations, 
professional  associations,  State  and 
local  government  agencies, 
manufacturers,  and  trade  associations. 
Each  of  the  responses  contained  one  or 
more  comments.  Several  comments 
addressed  issues  outside  the  scope  of 
the  July  2,  1991,  proposal  and  will  not 
be  discussed  here.  A  number  of 
comments  suggested  modiRcation  of 
various  provisions  of  the  July  2, 1991. 
proposal.  A  summary  of  the  relevant 
issues  raised  in  the  comments  and  the 
agency's  responses  follow. 

11.  Percentage  Juice  Labeling 

A.  Applicability  (Covered  Products) 

Section  403(i)  of  the  act  requires  that 
the  label  of  any  food  that  purports  to  be 
a  beverage  containing  fruit  or  vegetable 
juice  bear  a  percent  juice  declaration  on 
the  information  panel.  In  the  July  2, 
1991.  proposal,  FDA  described  this 
requirement  for  percentage  juice 
declaration  as  applying  to  full-strength 
juices  and  to  various  other  standardized 


and  nonstandardized  fhiit  and  vegetable 
beverages.  The  scope  of  the  proposed 
regulation  included  waters,  carbonated 
and  noncarbonated  beverages 
containing  juice,  juice  nectars,  diluted 
juices,  wine  coolers  containing  juice, 
and  any  beverage  that  contains  no  juice 
but  whose  labeling,  color,  or  flavor 
represents,  suggests,  or  implies  that  fruit 
or  vegetable  juice  may  be  present. 

1.  One  comment  stated  that  the 
agency  should  not  determine  for 
consumers  when  a  beverage  purports  oi 
does  not  purport  to  contain  juice.  The 
comment  stated  that  consumers  will 
come  to  recognize  the  presence  or 
absence  of  juice  in  a  beverage  by  the 
presence  or  absence  of  a  percent  juice 
declaration. 

The  agency  points  out  that  the  statute 
requires  percentage  declaration  of  fruit 
or  vegetable  juice  on  the  label  of  a  food 
if  it  "purports"  to  be  a  beverage 
containing  vegetable  or  fruit  juice.  The 
agency  is  therefore  obliged  to  base  its 
requirements  on  whether  or  not  the 
product  purports  to  contain  juice.  FDA 
is  applying  its  longstanding  policy  on 
whether  a  food  purports  to  contain  an 
ingredient,  i.e.,  a  food  purports  to 
contain  an  ingredient  if  it  conveys, 
implies,  or  professes  outwardly  that  it 
contains  that  ingredient;  or  the  food  has 
the  appearance  of  being,  intending,  or 
claiming  to  contain  that  ingredient.  The 
term  "purports"  is  used  in  its  ordinary 
sense,  and  includes  what  the  food  is 
accepted  as  by  the  average  consumer 
under  ordinary  conditions  of  purchase 
as  well  as  what  it  appears  or  is 
represented  to  be  by  labeling  or  other 
means.  [United  States  v.  306  Cases 
Containing  Sandford  Tomato  Catsup 
with  Preservative.  55  F.  Supp.  725.  727 
(E.D.N.  Y.  1944);  United  States  v.  30 
Cases,  More  or  Less,  labeled  in  part:     - 
"Leader  Brand  Strawberry  Fruit 
Spread."  93  F.  Supp.  764  (S.D.  Iowa 
1950).  Accordingly,  a  beverage  purports 
to  contain  juice  if  it  states  or  implies  on 
the  label  that  it  contains  juice  or  has  the 
appearance  of  being  juice  or  containing 
juice.  New  §  101.30(a)  applies  this 
policy  for  beverages. 

2.  Several  comments  said  that  FDA 
should  be  able  to  use  extra-label  sources 
of  information,  such  as  advertisements 
and  store  promotions  as  well  as  the 
beverage  label,  in  determining  whether 
percent  juice  declaration  requirements 
apply.  Several  comments  stated  that 
percent  juice  declaration  requirements 
should  apply  to  carbonated  soft  drinks 
if  a  manufacturer  uses  advertising  to 
represent  that  the  firm's  beverage 
contains  juice.  On  the  other  hand,  one 
comment  opposed  the  use  of  extra-label 
sources  of  information  to  determine 
whether  a  product  purports  to  contain 
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}uiC8  because  thete  is  no  precedent  for 

it. 

The  agency  agrees  that  advertisements 
in  the  form  of  store  promotions  or  other 
extra-label  information  stating  or 
implying  that  the  particular  beverage 
contains  fuice  result  in  the  advertised 
beverage  purporting  to  contain  juice, 
and  therefore  percentage  )uice 
declaration  is  required.  While  FDA  is 
not  attempting  to  regulate  advertising  or 
claims  made  in  advertising,  contrary  to 
the  second  comment,  statements  made 
in  advertising  have  long  affected  the 
labeling  of  fcwd  products.  FDA  has 
given  similar  significance  to  advertising 
in  the  regulations  on  nutrition  labeling 
(§  101.9  (21  CFR  101.9))  and  on  the 
characterizing  flavor  labeling 
reouirements  [%  101.22  (21  CFR  101.22)). 
In  Doth  of  these  instances,  an 
advertising  claim  for  a  nutrition  or 
flavor  characteristic  of  a  food  invokes 
the  requirement  for  nutrition  labeling  or 
flavor  characterization  labeling  on  the 
basis  that  the  consumer  who  wants  the 
food  because  of  its  particular  nutrient 
content  or  flavor  is  entitled  to  examine 
a  label  that  reveals  facts  material  in  light 
of  the  representations  made,  including 
those  made  in  advertising,  at  the  time  of 
purchase.  Similarly,  FDA  concludes  that 
once  a  juice  content  claim  is  made  for 
a  beverage,  the  consumer  who  wants  the 
productbecatise  of  claims  about  its  juice 
content  is  entitled  to  examine  a  label 
that  provides  juice  content  information 
at  the  time  of  purchase.  Therefore,  the 
agency  is  providing  in  new  $  101.30(a) 
that  advertising  is  a  means  by  which  a 
beverage  purports  to  contain  juice. 

3.  One  comment  expressed  the  belief 
that  the  requirement  in  the  1990 
amendments  for  percent  declaration  of 
juice  content  does  not  apply  to  full- 
strength  juice  (including  100  percent 
juice  prepared  from  ctMicentrate).  It 
stated  tliat  the  1990  amendments 
mandated  this  information  for  beverages 
that  contain  fruit  or  vegetable  juices  and 
not  those  that  are  100  percent  fruit  or 
vegetable  juice. 

The  agency  disagrees  with  this 
interpretation  of  the  statute.  The  statute 
states,  •••  •  •  if  the  food  purports  to  be 
a  beverage  containing  vegetable  or  fruit 
juice  •  *  •."  A  single-strength  juice 
product  may  contain  a  single  juice  as  its 
only  ingredient.  A  beverage  that  is  a 
single-strength  juice  made  from 
concentrate  and  water  contains  100 
percent  juice.  Likewise,  a  beverage  that 
is  a  blend  of  more  than  one  single- 
strength  juice  may  contain  100  percent 
juice.  The  agency  believes  that  using  the 

interpretation  in  the  comment  would 
result  in  inconsistent  requirements,  e.g.. 
the  second  and  third  types  of  products 

described  above  would  bear  percentage 


juice  declarations,  while  the  beverage 
consisting  of  one  single-strength  juice  as 
its  only  ingredient  would  not. 

The  legislative  history  for  this 
provision  is  not  helpful  in  determining 
congressional  intent.  It  states  only: 
"Section  7(2)  would  reouire  statements 
as  to  the  percentage  of  fruit  or  vegetable 
juice  contained  in  products  sold  as  such 
juice."  (136  CongrMsional  Record — 
H5842  (July  30, 1990)).  Thus,  FDA  finds 
no  basis  to  conclude  that  Congress 
intended  such  an  inconsistent  outoune 
and  therefore  concludes  that  the 
interpretation  of  the  statute  in  the 
comment  is  incorrect.  Accordingly,  the 
agency  finds  that  beverages  that  contain 
only  a  single-strength  juice  are  subject 
to  the  percentage  juice  declaration 
requirements. 

4.  A  number  of  comments  requested 
that  juice  flavored  waters  and  seltzers  be 
exempted  from  the  requirement  for 
declaration  of  percent  of  juice.  They 
stated  that  the  juice  ingredient  in  these 
beverages  is  present  in  minor  amounts 
(usually  less  than  2  percent)  for 
flavoring,  and  that  the  beverages  are  not 
considered  by  consumera  to  be  sources 
of  juice.  They  stated  further  that  naming 
the  juice  used  as  a  flavor  in  the 
ingredient  list  should  not  be  considered 
as  purporting  to  be  a  beverage  that 
contains  juice.  Several  of  the  comments 
stated  that  a  product  should  not  have  to 
declare  percent  of  juice  if  the  label 
states  that  it  is  flavored  with  the  fiuit 

juice,  e.g., " flavored  drink" 

or  "A-B  drink  with  a  touch  of  lemon." 
The  comments  explained  that  the  term 
"flavored"  used  with  the  common  or 
usual  name  of  the  beverage  informs  the 
consumer  that  the  juice  is  present  in 
minor  amounts  for  flavoring  or  taste, 
and  that  the  beverage  does  not  contain 
a  significant  amount  of  fruit  or  vegetable 
juice. 

The  agency  agrees  with  the  comments 
that  a  beverage  flavored  with  a  small 
amount  of  juice  may  not  "purport  to  be 
a  beverage  containing  juice"  as  that 
phrase  is  meant  in  the  1990 
amendments.  FDA  believes  that 
declaration  of  juice  content  provides 
information  essential  to  the  consumer  in 
determining  the  nature  of  the  product 
and  reveals  facts  material  in  light  of  any 
representation  made  that  the  beverage 
contains  juice.  The  agency  considen 
that  where  a  beverage  contains  a  small 
amount  of  juice  (usually  less  than  2 
percent)  for  flavoring  purposes,  the  label 
makes  clear  that  the  juice  is  present  for 
flavoring,  the  word  "juice"  is  not  used 
on  the  label  except  in  the  ingredient  list, 
the  beverage  is  not  represented  as . 
containing  a  significant  amount  of  juice. 
In  such  a  case,  information  on  the 
amount  of  juice  present  would  not  be 


essential  to  describe  the  nature  of  the 
product.  The  agency  concludes  that 
such  a  product  does  not  purport  to 
contain  juice  within  the  meaning  of  the 
Statute,  and  that  therefore  declaration  of 
percent  of  juice  is  not  required. 
However,  the  label  statement 
describing  the  flavor  role  of  the  small 
amoimt  of  juice  must  include  the  term 
"flavor"  or  "flavored"  or  otherwise 
indicate  that  the  amount  of  juice  is 
small  and  not  use  the  word  "juice." 
When  a  beverage  contains  a  fruit  or 
vegetable  juice  but  does  not  use  a  form 
of  the  word  "flavor"  or  Otherwise 
indicate  that  the  amoimt  of  juice  is 
small,  e.g..  "lemon  iced  tea"  or  "lemon 
drink."  uie  combination  of  the  name  of 
the  friiit  in  the  name  of  the  product  and 
declaration  of  the  juice  in  the  ingredient 
list  implies  that  the  beverage  not  only 
derives  its  flavor  6'om  the  juice,  but  that 
it  contains  the  juice.  Thus,  the  product 
would  purport  to  contain  juice.  In 
addition,  use  of  the  word  "juice"  in  the 
flavor  designation  or  elsewhere  on  the 
label,  except  in  the  ingredient  list, 
would  convey  a  similar  impression.  The 
statute  requires  the  declaration  of  the 
percent  of  the  juice  in  such 
drcumstanoes. 

In  addition,  the  overall  impression  of 
the  label,  packaging,  and  physical 
characteristics  of  the  beverage  taken 
together  may  give  the  consumer  the 
impression  that  the  beverage  contains 
juice  and  not  just  minor  amounts  of 
juice  for  flavor.  For  example,  vignettes, 
such  as  one  depicting  juice  flowing  or 
oozing  from  a  miit  or  vegetable,  or  the 
physical  characteristics  of  juice,  such  as 
the  presence  of  pulp,  would  give  the 
impression  that  the  beverage  contains 
juice.  As  described  in  new  $  101.30(a), 
beverages  bearing  such  representations 
purport  to  contain  juice  and  are 
therefore  reqiiired  to  bear  the  percent 
juice  declaration. 

Accordingly,  the  agency  is  including 
in  the  final  regulation  as  new  §  101.30(c) 
(proposed  §  101.30(c)  and  (d)  are 
deleted  in  response  to  comment  10  of 
this  document)  an  exemption  from 
f>ercentage  juice  declaration  for  juice 
flavored  beverages  such  as  waters  or 
seltzers  provided  that  the  beverage  is 
labeled  with  a  juice  flavor  description 
using  the  term  "flavor."  "flavored."  or 
"flavoring"  or  otherwise  makes  clear 
that  the  juice  is  present  in  a  small 
amount.  To  be  exempt,  the  product's 
advertising,  label,  and  labeling  must  not 
bear  (1)  The  term  "juice"  on  the  label 
other  than  in  the  ingredient  statement. 
e.g.,  "seltzer  water  flavored  with 
raspberry"  or  "seltzer  water  with  a 
touch  of  raspberry;"  (2)  a  vignette,  e.g.. 
depicting  juice  exuding  from  a  fruit  or 
vegetable:  or  (3)  specific  resemblance  to 
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a  juice,  e.g.,  via  distinctive  juice 
characteristic  such  as  pulp. 

5.  bi  the  preamble  to  the  July  2, 1991 , 
proposal.  FDA  tentatively  conchided 
that  wine  coolers  and  similar  beverages 
containing  less  than  7  percent  alcohol 
by  volume  that  purport  to  contain 
unfermented  finit  or  vegetable  juice  are 
covered  by  proposed  §  101.30  and  are 
required  to  bear  a  percentage  juice 
declaration  (56  FR  30452  at  30454). 
While  several  comments  supported  this 
position,  others  objected,  stating  that 
wine  coolers  do  not  purport  to  contain 
juice  but  are  juice  flavored  wine.  The 
comments  stated  that  many  brands  of 
wine  coolers  and  some  sanRrias 
currently  sold  in  the  United  States 
contain  natural  and  artificial  juice 
flavors  rather  than  juice  or  pulp  and  are 
labeled  in  compliance  with  S  101.22. 
indicating  that  th^  contain  flavors 
rather  than  juice.  One  of  the  comments 
stated  that  brands  representing 
approximately  93  percent  of  all  wine 
coolera  sold  in  the  United  States  are 
manufactured  with  fruit  flavore  rather 
than  fruit  juice.  Several  comments 
stated  that  wine  coolers,  including 
Sangrias,  should  be  treated  in  the  same 
fashion  as  juice  flavored  soft  drinks 
because  consumers  purchase  wine 
coolers  as  ahematives  to  other  alcoholic 
beverages,  the  same  as  soda  drinkers 
who  drink  cherry  cola  when  they  want 
a  change  from  regular  cola. 

The  agency  pomts  out  that  wine 
coolers  that  do  no!  contain  unfbrroented 
juice  are  not  covered  by  this  regulation 
unless  they  purport  to  contain  juice  by 
means  of  advertising,  labeling 
statements,  vignettes,  or  physical 
characteristics.  Thus,  if  a  wine  cooler 
does  not  contain  any  juice,  has  labeling 
that  makes  clear  that  it  contains  flavors 
rather  than  juice,  and  does  not  bear  a 
vignette  that  implies  fruit  juice  content, 
it  is  not  subject  to  new  S  101.30.  In 
addition,  FDA  advises  that 
noncarbonated  beverages  that  purport  to 
contain  juice  but  do  not,  in  fact,  contain 
any  juice  were  required  by  §  102.30  to 
state  that  they  contain  no  juice.  FDA 
concludes  that  this  new  regulation  does 
not  appreciably  change  the 
requirements  ror  juice  content 
declaration  for  the  wine  coolers  referred 
to  in  these  comments.  Accordingly,  no 
change  in  the  regulation  or  its 
applicability  is  warranted  by  these 
comments. 

6.  Several  comments  stated  that 
requiring  percentage  juice  declaration 
on  winecoolere  is  unfair  because  the 
same  requirement  does  not  apply  to 
most  other  alcoholic  beverages 
including  spirits-based  and  malt-based 
coolers,  which  compete  directly  against 
wine  coolen. 


The  agency  advises  that  the  labels  of 
akohoiic  beverages  (those  that  contain  7 
percent  or  more  alcohol  by  volume  and 
malt  beverages)  are  regulated  in 
accordance  with  the  Federal  Alcohol 
Administration  Act  (27  U.S.C  205) 
administered  by  the  Bureau  of  Alcohol. 
Tobacco  and  Firearms  and  are 
controlled  difEerently  from  wine  coalers. 
The  labeling  of  wine  cockers.  hk»  other 
beverages  that  contain  less  than  7 
percent  alcohol  by  volume,  are 
regulated  under  the  act.  To  the  extent 
that  these  statutes  diEer.  the  products 
are  regulated  differently  in  ottusr 
labeling  a^)ects  as  well  as  in  declaration 
of  pMcentt^ge  juice  content,  h  is  not  up 
to  FDA,  but  to  Congress,  to  decide  that 
the  same  requirements  must  apply  to 
wine  coolera.  other  alcoholic  beverages. 
and  malt  based  beverages. 

7.  Some  comments  agreed  with  the 
agency  proposal  that  traditional 
carbonated  fruit-flavored  soft  drinks 
(sodas)  have  a  substantial  history  of 
marketing  as  products  with  fruit  flavor 
and  are  recognized  as  containing  only 
fruit  flavor  and  not  necessarily  frmt 
juice.  These  comments  recommended 
that  carbonated  fruit  flavored  soft  drinks 
be  exempted  from  percentage  juice 
declaration.  However,  several  other 
comments  said  that  the  percent  juice 
declaration  regulation  should  apply  if  a 
soft  drink  manufacturer  uses  labeling  to 
represent  that  a  carbonated  beverage 
does  contain  juice,  such  as  vignettes 
depicting  juice  dripping  from  a  fruit 

These  comments  are  consistoit  with 
the  preamble  to  the  July  2. 1991, 
proposal,  in  which  FDA  stated  that  the 
label  and  labeling  of  soft  drinks  (sodas) 
generally  do  not  give  the  impression 
through  words  or  explicit  vignettes  that 
these  beverages  contain  juice  (56  FR 
30452  at  30454).  FDA  therefore 
concludes  that  if  a  soft  drink  (soda)  does 
not  represent  or  suggest  in  the  name, 
labeling  statement,  or  ingredient 
statement  that  it  contains  fruit  or 
vegetable  juice,  there  is  no  basis  to  find 
that  it  purports  to  contain  juice. 
Accordingly,  for  clarity  the  agency  is 
adding  a  statement  to  that  effect  to  the 
regulaUon  in  §  101.30(a).  However.  FDA 
also  concludes  that,  as  discussed  in  the 
preamble  to  the  July  2, 1991,  proposal, 
a  soft  drink  (soda)  that  contains 
ingredients,  such  as  pulp,  that  give  the 
impression  that  it  contains  juice  or  that 
beare  an  explicit  vignette  that  gives  the 
impression  of  juice  content,  purports  to 
contain  juice  (56  FR  30452  at  30454). 
Such  a  product  would  be  required 
under  §  101.30(d)  to  declare  juice 
content.  In  addition,  those  soft  drinks 
that  do  contain  juice  usually  make  that 
fact  known.  These  products  purport  to 
contain  juice  uid  are  subject  to  the 


percentage  juice  dedwation 
requirBai«nt. 

8.  b  the  July  2. 1991.  proposal,  FDA 
also  addressed  requests  for  exemption 
from  percentage  declaration  for  bulk 
juice  concentrates  for  institutional  use. 
The  agency  sUted  that  it  was  not 
proposing  to  exempt  diese  bulk 
concentrates  because  c^a  lack  of 
infarmation  substantiating  the  need  or 
value  of  such  an  exemption.  Some 
comments  requested  exemption  from 
percent  juice  declaration  for  bulk  juice 
coDcentratea  for  institutional  iise 
because  they  claimed  this  information  is 
provided  to  consumen  in  other  ivays  by 
the  institution,  and  the  institution 
specifies  the  juice  content  of  the 
product  in  contracts  and  purchasing 
agreements. 

Because  these  ctMnmmts  provided  no 
additional  information  to  support  their 
assertions,  the  agency  still  does  not  have 
informaticHi  that  demonstrates  a  need 
for  an  exemption  from  percentage  juice 
declaration  for  bulk  juice  concentrates 
for  institutional  use.  Therefore,  FDA  is 
not  including  such  an  exemption  in  this 
final  rule. 

Howrever,  those  reqiiesting  an 
exempticHi  from  percentage  juice 
declaration  for  bulk  juice  concentrates 
for  institutional  use  may  petition  for 
such  an  exemption  under  §  10.30  (21 
CFR  10.30).  providing  the  agency  with 
informaticm  sudi  as  actual  contracts  or 
purdiasing  agreements  specifying  juice 
content  and  verifiable  instances  and 
examples  of  the  percentage  juice  content 
presentation  provided  to  consumere 
served  the  juice  derived  from  the  bulk 
juice  concentrates  by  specific 
institutions,  as  well  as  data 
demonstrating  the  extent  of  use  of  these 
products  by  institutions. 

9.  Some  comments  requested 
exemption  fitun  percent  juice 
declaration  for  bulk  concentrates 
intended  for  further  processing  because 
consumers  would  not  see  the  labeling, 
and  manufacturen  require  bulk 
concentrate  that  meets  their 
specifications  fix)m  their  suppliera. 

The  agency  advises  that  bulk 
concentrates  for  further  processing  are 
covered  by  the  exemptions  provided  in 
S  101.100(d)  (21  CFR  101.100(d)).  That 
regulation  specifies  criteria  for 
exemption  from  labeling  requirements 
including  those  of  section  403(i)  of  the 
act.  Therefore,  there  is  no  need  to  grant 
a  new  exemption. 

B.  What  Percentage  Must  be  Declared 

Section  403(i)  of  the  act,  as  modified 
by  section  7(2)  of  the  1990  amendments, 
requires  that  if  a  food  purports  to  be  a 
beverage  containing  firiit  or  vegetable 
juice,  it  must  bear  a  statement  of  "*  *  * 
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the  total  percent  of  such  fruit  or 
vegetable  juice  contained  in  the  food 
•  •  •."Inthejuly  2. 1991,  proposal. 
FDA  tentatively  concluded  that  this 
statement  could  be  read  two  ways,  one 
to  require  declaration  of  percent  of  total 
juice  and  the  other  to  require 
declaration  of  percent  of  each  juice 
represented  to  be  in  the  beverage.  The 
agency  found  that  under  either  reading 
a  material  fact  would  not  be  disclosed. 
Reading  section  403(i)  of  the  act 
together  with  section  201  (n)  of  the  act 
(21  U.S.C  321(n))  and  section  403(a)  of 
the  act.  FDA  proposed  to  require 
declaration  of  both  the  percent  of  total 
juice  and  the  percent  of  each  juice 
represented  to  be  in  a  muhiple-juice 
beverage. 

10.  Many  comments  opposed  the 
requirement  for  declaration  of  percent  of 
individual  juices  in  multiple-juice 
beverages.  They  cited  the  follo%ving 
reasons  for  their  opposition:  (1)  The 
statutory  language  of  the  1990 
amendments  does  not  require 
declaration  of  percent  of  individual 
juice  in  multiple-juice  beverages:  (2) 

Proprietary  formula  information  would 
a  revealed  by  a  1-percent  increment 
declaration  of  individual  juices;  (3) 
variable  (least  cost)  juice  blend 
formulation  driven  bv  fluctuations  in 
cost  oravailability  of  individual  juices 
would  be  eliminated  with  the  proposed 
1-percent  increment  label  declaration 
requirement  as  labels  would  have  to  be 
changed  to  reflect  formulation  changes: 
(4)  the  requirement  is  unenforceable 
with  current  analytical  methodology:  (5) 
there  are  no  data  or  information  that 
demonstrate  consumer  interest  in  or 
benefit  from  the  requirement:  and  (6) 
label  clutter  on  the  information  panel 
would  be  increased. 

In  contrast,  other  comments 
supported  the  proposed  requirement  for 
individual  juice  percentage  declaration, 
stating:  (1)  The  1990  amendments 
clearly  require  a  total  percent  juice 
declaration,  and  it  does  not  follow  that 
Congress  did  not  intend  for  the 
consumer  to  be  fully  apprised  of  the 
identity  and  amount  of  the  juices  that 
make  up  the  declared  total  amount  of 
juice:  (2)  some  juice  beverages  have 
misleading  labels  in  that  high  cost/value 
or  intense  flavor  juices  are  given  greatest 
label  prominence  but  are  present  in 
minor  amounts:  (3)  some  manufacturers 
misrepresent  the  juice  content  of  their 
beverage  through  the  use  of  added  pulp, 
clouding  agents,  and  thickening  agents 
which  mislead  consumers  into  believing 
that  these  beverages  have  more  juice 
than  is  actually  present:  (4)  more 
precise,  direct  information  on  relative 
amounts  of  specific  juices  in  multiple- 
juice  beverages  is  needed  by  consumers 


to  make  in-store  purchasing  decisions; 
(5)  among  multiple-juice  beverages  with 
the  same  total  juice  percentage,  a  juice's 
order  of  predominance  in  the  ingredient 
statement  does  not  directly  translate  to 
its  percentage  in  the  beverage;  and  (6) 
enforcement  actions  by  Federal,  State, 
and  local  consumer  protection  agencies 
will  be  needed  less  often  because  the 
percent  of  individual  juice  declaration 
will  remove  possible  ambiguity  as  to 
whether  a  product  label  may  fa« 
misleading  to  the  consumer. 

The  agency  has  reconsidered  its 
interpretation  of  the  amendment  to 
section  403(i)  of  the  act  in  light  of  the 
arguments  presented  in  the  comments. 
The  agency  notes  the  contrast  in 
language  in  section  403(i)(2)  of  the  act, 
which,  on  the  one  hand,  requires  the 
declaration  of  the  common  €s  usual 
name  of  "each  such  ingredient"  when  a 
product  is  fabricated  from  two  or  more 
ingredients  but  only  the  declaration  of 
the  total  juice  percentage  of  "such"  fruit 
or  vegetable  juice  contained  in  the  food, 
not  "each"  fruit  or  vegetable  juice 
contained  in  the  food.  Thus,  had  the 
intent  of  Congress  been  to  require 
percent  individual  juice  declaration,  it 
clearly  knew  how  to  do  so.  Based  on  the 
face  of  the  law,  it  is  reasonable  to  expect 
that  Congress  would  have  used  the  word 
"each"  in  place  of,  or  preceding,  the 
word  "such"  in  the  phrase  "such  fruit 
or  vegetable  juice,"  as  it  did  in  the 
phrase  "each  such  ingredient."  Without 
relevant  legislative  history  on  the 
provision,  FDA  now  finds  that  the  better 
reading  of  section  7  of  the  1990 
amendments  is  that  it  requires 
declaration  of  percent  of  total  juice  but 
not  declaration  of  percent  of  individual 
juices  in  a  multiple-juice  beverage. 

Nor  is  it  clear  that  the  percent  of  each 
individual  juice  represented  on  the  label 
is  a  material  fact  under  section  201(n)  of 
the  act  for  all  multiple-juice  beverages. 
In  the  July  2, 1991,  proposal,  FDA  stated 
that  if  the  label  of  a  beverage  declared 
the  presence  of  one  or  more  juices  by 
representation  (i.e.,  word  or  vignette) 
and  declared  the  total  percentage  of 
juice  in  the  product,  but  did  not  declare 
the  percentage  of  each  individual 
represented  juice,  the  label  would  be 
misleading  (56  FR  30452  at  30456).  The 
agency  tentatively  found  that  such  a 
label  would  create  an  impression  that 
overstates  the  amount  of  the  represented 
juices  in  the  beverage  if  not  all  the  juice 
in  the  beverage  is  supplied  by  the 
represented  juices. 

While  beverage  labels  clearly  are 
misleading  if  they  misrepresent  the 
contribution  of  one  or  more  individual 
juices  to  the  total  amount  of  juice,  the 
agency  acknowledges  that  not  all 
multiple-juice  beverage  labels  that  bear 


representations  of  individual  juices 
misrepresent  the  contribution  of  the 
individual  juices  to  the  total.  For 
example,  a  vignette  that  depicts  all  the 
fruits  or  vegetables  in  the  product  may 
not  misrepresent  an  individual  juice 
contribution.  In  addition,  declaration  as 
a  part  of  the  product  name  of  all  juices 
present  (in  descending  order  by  volume 
of  single-strength  juice)  would  generally 
not  be  misleading. 

Accordingly,  FDA  is  not  including  in 
the  final  regulation  the  reouirements  in 
prop<»ed  §  101.30(c)  and  (d)  for  the 
declaration  of  the  percent  of  juice  for  all 
juices  in  multiple-juice  beverages  that 
are  declared  in  the  label  or  labeling,  by 
word,  vignette,  or  other  means,  other 
than  inclusion  in  the  statement  of 
ingredients,  to  be  present  in  the 
beverage.  The  agency  is  also  deleting 
propo^  §  101.30(e),  which  provided 
for  optional  declaration  of  parent  of 
individual  juices  not  represented  on  the 
label.  Instead,  the  agency  has  included 
in  the  final  regulation  on  the  common 
or  usual  name  of  such  beverages, 
provisions  for  adequately  descriptive 
names  that  will  inform  the  consumer  of 
.the  nature  of  the  product.  As  discussed 
in  detail  in  Section  m.  of  this  document, 
for  beverages  where  one  or  more  but  not 
all  the  juices  are  named  and  the  named 
juice  is  not  the  predominant  juice,  the 
agency  is  providing  two  alternatives  for 
describing  the  contribution  of  the 
named  juice.  The  label  must  either  state 
that  the  beverage  is  flavored  by  the 
named  juice  (e.g.,  "raspberry  flavored 
juice  drink")  or  declare  the  content  of 
the  named  juice  in  a  5  percent  range 
(e.g..  "raspberry  juice  drink  2  to  7 
percent  raspberry  juice").  The  agency 
oelieves  that  this  approach  will 
adequately  deal  with  the  kinds  of 
misleading  labeling  discussed  in  the 
comments  from  consumer  groups. 

Because  FDA  is  deleting  the 
requirement  for  declaration  of  percent  of 
individual  juice  content  in  multiple- 
juice  beverages,  a  number  of  comments 
are  no  longer  relevant.  Such  comments 
include  those  regarding  which  juices 
should  be  included  in  the  percent  of 
individual  juice  declaration  and  the 
impracticability  of  declaring  individual 
juices  in  1-percent  increments.  The 
agency  is  not  addressing  these 
comments  because  the  concerns  they 
express  are  nioot.  In  addition, 
allegations  that  this  regulation  would 
result  in  a  compensable  taking  ofprivate 
property  are  no  longer  relevant.  These 
allegations  were  based  on  the 
contention  that  a  requirement  for 
declaration  of  percent  of  individual 
juices  would  be  a  mandatory  disclosure 
of  proprietary  information  and  would 
thereby  constitute  a  taking.  Because  the 
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requirement  in  question  has  been 
deleted,  there  is  no  need  for  FDA  to 
address  the  issue. 

11.  No  comments  objected  to  the 
requirement  that  the  declaration  of 
percent  of  total  |uice  be  in  l-percsnt 
increments.  However,  several  comoMots 
pointed  out  that  the  regulation  should 
provide  for'beverages  that  contain  less 
than  1  percent  juice.  They  stated  that  to 
have  a  "0  percent  juice"  declaration  on 
a  prodtict  with  juice  declared  in  the 
ingredient  list  would  be  confusing  to  the 
consumer.  One  comment  suggested  that 
FDA  provide  for  a  statement  such  as 
"less  than  1  percent  juice"  instead  of 
requiring  "0  percent  juice"  for  those 
products  that  contain  juice  at  a  voliune 
of  less  than  1  percent. 

The  agency  agrees  that  a  declaratitm 
of  juice  content  of  less  than  1  percent 
may  be  appropriate  if  it  accurately 
describes  the  amount  of  juice  in  the 
product.  Therefore,  FDA  is  revising  the 
provisions  in  new  §  101.30(b)  for 
percentage  juice  declaration  to  allow  for 
this  declaration. 

C.  How  Declarations  Should  Be  Made — 
Placement  and  Prominence 

Section  403(iM2)  of  the  act  requires  "a 
statement  with  appropriate  prominence 
on  the  information  panel"  of  the 
percentage  of  juice.  The  agency 
proposed  requirements  that  it  believed 
would  provide  appropriate  prominence 
for  the  percentage  juice  declaration  and 
still  allow  room  for  other  required 
information.  The  agency  proposed  in 
§  101.30(g)  that  if  the  beverage  is  sold  in 
a  package  that  has  an  information  panel, 
the  percentage  juice  declaration  is  to  be 
prominently  placed  near  the  lop  of  the 
information  panel,  with  no  other 
printed  label  material  ap[>earing  above 
it.  Additionally,  the  agency  proposed  to 
require  that  the  declaration  be  in  easily 
legible  boldface  print  or  type  in  distinct 
contrast  to  other  printed  or  graphic 
matter,  in  a  height  not  less  than  the 
largest  type  found  on  the  information 
panel  except  that  used  for  the  product 
name,  and  in  lines  generally  parallel  to 
the  base  on  which  the  padcage  rests. 

The  agency  also  proposed  in 
§  101.30(h)  that  the  percentage  juice 
declaration  may  also  be  placed  on  the 
principal  display  panel  if  the 
declaration  is  consistent  with  that 
presented  on  the  information  panel. 
Further,  the  agency  proposed  in 
§  101.30(i)  that  if  the  beverage  package 
does  not  include  an  information  panel, 
the  percentage  juice  declaration  must  be 
placed  on  the  principal  display  panel: 
( i)  In  tjrpe  size  not  less  than  that 
required  for  the  declaration  of  net 
quantity  of  contents  statement,  (2) 
located  near  the  name  of  the  food,  and 


(3)  in  lines  generally  parallel  to  the  base 
on  which  the  package  rests.  (Paragraph 
designations  of  new  §  101.30  have  been 
changed  to  paragraphs  (e),  (f),  and  (g), 
respectively,  as  a  result  of  changes 
discussed  in  response  to  comment  10  of 
this  document.) 

12.  Some  comments  suggested  that 
the  total  juice  content  should  be 
required  to  be  placed  at  the  top  of  the 
principal  display  panel  with  the 
common  or  usual  name.  They  stated 
that  otherwise  the  declaration  of  total 
juice  would  not  have  appropriate 
conspicuousness  or  prominence, 
because  many  consumers  do  not 
routinely,  or  ccmnot  easily,  read  fine 
print,  i.e.,  one-sixteenth  of  an  inch 
minimum  height,  on  the  infwmation 
panel. 

The  agency  advises  that  the  act 
requires  that  the  percent  juice 
declaration  be  on  the  information  panel. 
The  comments  did  not  provide  a  legal 
basis  on  which  the  agency  could  require 
an  additional  declaration  on  the 
principal  display  panel.  However,  as 
provided  in  new  §  101.30(f),  the  agency 
is  permitting  percent  total  juice  on  the 
principal  display  panel  as  an  optional 
declaration. 

13.  Several  comments  stated  that  in 
addition  to  the  percent  juice  declaration 
on  the  information  panel,  percent  juice 
declaration  should  be  allowed  on  the 
principal  display  panel. 

As  stated  in  response  to  the  previous 
comment,  the  agency  does  not  object  to 
the  additional  declaration  of  percent 
juice  content  on  the  principal  display 
panel,  provided  that  it  is  consistent  with 
the  declaration  on  the  information 
panel.  This  additional  declaration  is 
provided  for  in  new  §  101.30(0- 

14.  Although  no  comments  objected 
to  the  requirement  that  a  total  percent 
juice  declaration  appear  on  the 
principal  display  panel  in  the  absence 
of  an  information  panel,  some 
comments  objected  to  the  requirement 
that  placement  of  the  percent  juice 
declaration  on  the  principal  display 
panel  be  near  the  name  of  the  food. 
These  comments  asserted  that  there  is 
no  compelling  reason  for  such 
placement,  and  that  there  should  be 
more  flexibility  in  the  location  of  the 
declaration. 

The  agency  disagrees  with  the 
comments.  Consumer  use  of  the  percent 
juice  content  declaration  will  be 
facilitated  if  it  is  in  a  consistent, 
prominent  location  on  the  food  label. 
The  comments  did  not  recommend 
alternative  placement  criteria. 

Currently,  some  juice  beverage  labels 
bear  percent  juice  statements  such  as 
"100  percent  juice"  or  "100  percent 
juice  blend"  on  the  principal  display 


panel  near  the  name  of  the  juice 
product.  Because  of  the  longstanding 
industry  tradition  of  mariceting  food 
products  bearing  percentage  claims  near 
the  name  of  the  food  on  the  princifMl 
display  panel,  and  because  of  agency 
regulations  providing  for  such 
percentage  declarations  in  association 
with  the  common  or  usual  names  of 
nonstandardized  foods  (§  102.5(b)  (21 
CFR  102.5(b))),  consumers  have  become 
accustomed  to  seeing  such  percent  juice 
information,  when  it  appears  on  the 
principal  display  panel,  near  the  name 
of  the  food,  "niereiore,  the  agency 
concludes  that  the  proposed 
requirement  for  placement  of  the 
percent  juice  declaration  on  the 
principal  display  panel  near  the  name  of 
the  food,  if  there  is  no  information 
panel,  provides  appropriate  prominence 
as  required  by  the  statute.  This 
requirement  is  set  forth  below  as  new 
§  101.30(g). 

15.  Several  comments  objected  to  the 
proposed  requirement  that  the  percent 
juice  declaration  be  near  the  top  of  the 
information  panel  %vith  no  printed 
information  appearing  above  it.  These 
comments  wanted  more  flexibility  to 
use  available  label  space  efficiently  and 
to  minimize  label  clutter  that  they  said 
would  result  from  declaration  of  percent 
juice  statements  r>ear  the  top  of  the 
information  panel.  The  comments  stated 
that  the  1990  amendments  did  not 
mandate  that  the  percentage  juice 
declaration  be  the  most  prominent  or 
conspicuous  item  on  the  information 
panel.  Finally,  the  comments  said  that 
the  July  2. 1991,  proposal  gives  the 
declaration  more  prominence  than 
health  and  safety  statements  such  as 
those  required  for  saccharin  section 
403(o)  and  (p)  of  the  act  (codified  at  21 
CFR  100.130(d)(2),  101.11. 105.66(b) 
and  180.37)  or  phenylalanine  (21  CFR 
172.804(e)(2)).  and  other  statements 
concerning  storage,  preparation, 
recycling,  and  deposit  information.  The 
comments  requested  that  they  have,  at 
a  minimum,  the  option  of  placirig  such 
information  as  the  brand  name,  product 
name,  product  logos,  and  the  universal 
product  code  (UPC)  above  the 
percentage  juice  declaration. 

The  suggestion  in  the  comments  that 
required  information  on  the  information 
panel  is  not  more  important  than 
optional  information,  and  should  have 
equal  but  not  greater  prominence,  is 
contrary  to  existing  regulatory 
requirements  that  have  not  been 
changed  by  the  1990  amendments.  The 
agency  is  not  requiring  that  the  percent 
juice  declaration  be  the  most  prominent 
and  conspicuous  item  on  the 
information  panel  by  virtue  of  its 
placement  near  the  top  of  the 
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information  panel.  FDA  considered  that 
the  same  regulations  that  currently 
apply  to  lalwling  information  appearing 
on  the  information  panel  ($  101.2  (21 
CFR  101.2))  will  also  apply  to  the  total 
percent  juice  declaration  and  did  not 
Mish  to  unduly  disrupt  the  customary 
sequence  of  required  information  on  the 
information  panel,  i.e.,  nutrition 
information,  ingredient  statement,  and 
name  and  place  of  business  of  the 
distributor  (§  101.2(b)).  Further,  because 
the  percentage  juice  declaration  is  now 
required  information,  the  agency 
believes  it  must  be  at  least  as  prominent 
as  other  required  information  to  have 
the  "appropriate  prominence"  required 
by  the  statute  (21  CFR  101.2(c)  and 
101.15) 

Consistent  with  these  considerations, 
the  agency  finds  that  placing  optional 
information  such  as  storage  instructions 
and  recipes,  which  need  not  appear  on 
the  information  panel  at  all,  above  the 
total  percentage  declaration,  and 
consequently  above  all  other  required 
information  on  the  information  panel, 
will  not  give  the  percentage  declaration 
"appropriate  prominence."  The 
comments  dia  not  provide  any 
examples  or  information  to  substantiate 
a  need  for  additional  flexibility,  and  the 
agency  is  not  convinced  by  the 
comments'  assertions  that  the 
prominence  and  placement  of  the 
required  total  percent  juice  declaration 
is  unreasonably  restrictive. 

However,  having  considered  all  the 
comments  on  this  issue,  the  agency 
concludes  that  since  the  product  name 
or  brand  name  or  logo  often  appear  at 
the  top  of  the  information  panel,  they 
may  continue  to  appear  above  the 
percentage  juice  declaration  on  the 
information  panel.  However,  any 
additional  printed  material,  other  than 
product  name  or  brand  name  or  logo 
that  appears  above  the  percentage  juice 
declaration  will  render  the  percent  juice 
declaration  so  inconspicuous  that  the 
"appropriate  prominence"  required  by 
the  1990  amendments  will  not  be 
provided  Consistent  with  past  agency 
practice.,  foods  whose  labeling  omits  or 
fails  to  prominently  or  conspicuously 
convey  required  inJiormation,  and 
instead  utilizes  available  label  space  to 
give  prominence  and  conspicuousness 
to  nonmandatory  information,  will  be 
subject  to  legal  action. 

Finally,  FDA  considers  the  UPC  to  be 
a  sufficiently  distinctive  label  feature 
that  it  does  not  affect  the  prominence 
and  conspicuousness  of  other 
information  on  the  label.  The  agency 
has  therefore  not  seen  a  need  to  regulate 
its  location  on  the  label  in  relation  to 
required  information.  CcHisequently.  the 
final  regulation  does  not  prohibit  the 


UPC  from  appearing  above  the 
percentage  declaration  on  the 
information  panel. 

Accordingly,  the  agency  is  revising 
the  regulation  in  new$  101.30(e)(1)  to 
include  the  words  "except  the  brand 
name,  product  name,  logo,  or  universal 
product  code"  after  the  word 
"statement." 

l6.  Several  comments  objected  to  the 
requirement  that  the  percent  total  juice 
declaration  be  not  less  than  the  largest 
type  on  the  information  panel  except 
that  used  for  the  product  name  because 
it  gave  the  percent  declaration  undue 
prominence.  These  comments  asserted 
that  the  type  size  requirements  should 
not  be  any  greater  than  for  other 
required  information,  i.e.,  a  minimum 
one-sixteenth  of  an  inch  in  height 
unless  exempted  pursuant  to  §  101.2(f). 
Additionally,  the  comments  asserted 
that  type  size  requirements  should 
relate  only  to  type  size  of  the  required 
information  on  the  information  panel 
and  not  to  the  brand  name,  product 
name,  UPC,  or  any  other  nonmandatory 
information  on  the  information  panel. 
One  comment  suggested  a  minimum  3/ 
32  of  an  inch  type  size  instead  of  the 

{>roposed  one-sixteenth  of  an  inch  on 
arge  containera  such  as  half-gallon 
cartons,  so  that  the  print  size  would  be 
more  proportional  to  other  printed 
material  on  the  carton. 

In  the  July  2, 1991,  proposal,  the 
agency  attempted  to  strike  a  balance 
between  "appropriate  prominence"  for 
the  percent  juice  declaration  and  that  of 
other  required  information  and  of 
nonmandatory  information  on  the 
information  panel.  The  agency  believes 
that  the  total  percentage  juice 
declaration  should  be  at  least  as 
prominent  as  any  other  information  on 
the  same  panel,  whether  required  or  not. 
However,  because  the  agency  also 
recognized  that  manufacturers  may 
desire  to  place  the  product  name 
prominently  on  the  information  panel,  it 
proposed  to  exclude  the  name  frt>m 
consideration  relative  to  the  type  size 
for  the  total  percent  juice  declaration. 
Consistent  with  the  decision  above  to 
permit  brand  name,  product  name,  logo, 
or  UPC  to  be  located  above  the  percent 
juice  declaration,  the  exclusion  from 
type  size  comparison  should  also  apply 
to  the  brand  name  and  the  logo.  The 
agency  also  did  not  intend  to  include 
the  UPC  among  the  label  information  on 
which  type  size  for  the  percent  juice 
declaration  is  based.  As  stated  above,  it 
considere  that  the  UPC  is  sufficiently 
distinctive  in  appearance  that  it  does 
not  interfere  with  the  prominence  or 
conspicuousness  of  other  label 
information. 


In  meeting  the  mandate  of  the  1990 
amendments  for  appropriate 
prominence  of  the  pen^tage  juice 
declaration,  FDA  did  not  wish  to 
deviate  unnecessarily  from  existing  type 
size  requirements  or  to  establish  new 
type  size  requirements  such  as  the 
requested  3/32  of  an  inch  type  size  for 
large  containera.  The  comment 
requesting  larger  minimum  type  size  for 
large  containera  did  not  provide 
information  to  substantiate  a  need  for 
larger  type  or  to  demonstrate  that  the  3/ 
32-inch  type  size  would  be  appropriate 
to  meet  such  a  need.  Therefore,  FDA  is 
retaining  the  one-sixteenth  of  an  inch 
minimum  type  size  provision  in  the 
final  rule. 

To  summarize,  the  type  size 
requirement  of  not  less  than  the  largest 
type  on  the  information  panel  with  the 
exception  of  product  or  brand  name,  the 
logo,  and  the  UPC  ensures  a  certain 
proportionality  of  type  size  for  required 
and  nonmandatory  statements.  This 
proportionality  of  type  size  both 
provides  for  "appropriate  prominence" 
of  the  percentage  juice  declaration  and 
helps  to  curb  instances  of  inappropriate 
prominence  of  nonmandatory 
information  over  reqmred  information 
on  the  information  panel. 

Therefore,  the  agency  is  requiring  in 
new  §  101.30(e)(2)  that  the  declaration 
of  percentage  juice  be  prominently 
placed  on  the  information  panel, 
appearing  in  easily  legible  boldface 
type,  in  £stinct  contrast  to  other 
printed  or  graphic  matter,  in  a  height 
not  less  than  the  largest  type  on  the 
information  panel  except  tor  that  used 
for  the  brand  name,  product  name,  logo, 
or  UPC 

17.  Some  comments  objected  to  the 
requirement  in  proposed  §  101.30(g)(2) 
that  the  percentage  juice  declaration  on 
the  information  panel  be  in  lines 
generally  parallel  to  the  base  upon 
which  the  package  rests.  They  stated 
that  the  requirement  limits  the 
flexibility  of  beverage  manufiactxirara  in 
placement  of  the  required  declaration 
and  other  required  information  on  the 
information  panel.  Several  other 
comments  suggested  that  the  percent 
juice  declaration  be  in  lines  generally 
parallel  to  other  required  information, 
whether  or  not  this  information  is  also 
parallel  to  the  base  on  which  the 
package  rests. 

The  agency  advises  that  placing 
required  information  on  the  principal 
display  panel  in  lines  other  than 
generally  parallel  to  the  base  up<ni 
which  the  package  rests  requires  the 
consumer  to  unnecessarily  manipulate 
the  package  to  read  the  required 
information,  making  it  less  likely  to  be 
read.  Consistent  with  this  fiact, 
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statements  of  identity  and  net  quantity 
of  contents  are  required  to  appear  on  the 
principal  display  panel  in  lines 
generally  parallel  to  the  base  upon 
which  a  package  rests  (§  §  101.3(d)  and 
101.105(f)  (21  CFR  101.3(d)  and 
lOl.lOS(f)),  respectively). 

However,  the  agency  agrees  with  the 
comments  that  requiring  that  the 
percent  juice  declaration  be  on  the 
information  panel  in  lines  generally 
parallel  to  the  base  is  not  justified 
because  other  mandatory  information  on 
the  information  panel  is  not  required  to 
be  in  lines  generally  parallel  to  the  base 
of  the  package.  The  regulations  in 
§  101.2  do  not  include  specific 
orifflitation  requirements  for  mandatory 
declarations  such  as  the  ingredient 
statement,  nutrition  labeling,  <»-  name 
and  place  of  business  of  the 
manufacturer,  packer,  or  distributor. 
Accordingly,  FDA  concludes  that 
because  it  does  not  have  substantial 
justification  for  this  additional 
orientational  requirement  and  in  light  of 
objections  from  comments,  the  proposed 
requirement  should  be  withdrawn. 
Therefore,  FDA  has  deleted  the  phrase 
"and  in  lines  generally  parallel  to  the 
base  on  which  the  padcage  rests"  from 
proposed  §  101.30(g)(2)  (redesignated  as 
new  §  101.30(e)(2)  in  this  final  rule). 

The  agency,  however,  is  persuaded  by 
the  suggestion  in  the  comments  that  the 
percent  juice  declaration  should  be  in 
lines  generally  parallel  to  other  required 
information,  whether  or  not  this 
information  is  also  parallel  to  the  base 
on  which  the  package  rests.  Because 
existing  §  101.2(e)  provides  that  all 
information  appearing  on  the 
information  panel  pursuant  to  this 
section  must  appear  in  one  place 
without  intervening  material,  it  is 
reasonable  that  the  percent  juice 
declaration  should  be  in  lines  generally 
parallel  with  this  information,  so  that 
the  consumer  will  not  have  to 
manipulate  the  package  to  read  all  the 
rf^quired  information.  This  orientational 
lequirement  will  ensure  that 
appropriate  prominence  of  the  percent 
juice  declaration  is  maintained. 
Therefore,  the  agency  has  inserted  the 
phrase  "in  lines  generally  parallel  to 
other  required  information"  after  the 
word  "panel"  in  new  §  101.30(e). 

D.  Associated  Label  Statements 

In  the  July  2. 1991,  proposal,  FDA 
discussed  declarations  that  use  a 
percentage  (usually  100)  to  describe  a 
term  other  than  juice,  such  as  "100 
percent  pure"  or  "100  percent  natural" 
(56  FR  30452  at  30457).  The  agency 
stated  that  these  declarations  have  a 
great  potential  to  mislead  the  consumer 
into  believing  that  the  product  is  100 


percent  juice.  FDA  advised  that  such 
statements  should  not  be  used.  In 
addition,  the  agency  requested 
comments  as  to  whether  FDA  should 
adopt  regulations  specifically  providing 
that  declarations  such  as  "100  percent 
pure"  or  "100  percent  natural"  or  "100 
percent"  to  describe  a  term  other  than 
juice  are  misleading,  particularly  when 
used  on  the  principal  display  panel  of 
diluted  juice  beverages. 

18.  Several  comments  stated  that  the 
terms  "pure"  and  "natural"  are 
ambiguous  and  tend  to  mislead 
consumers  about  the  nature  of  a 
product.  These  comments  stated  that  at 
times,  the  terms  "pure"  and  "natiual" 
mislead  a  consiuner  into  believing  that 
the  product  consists  entirely  of  juice.  A 
number  of  comments  stated  that  using 
the  term  "100  percent"  with  the  terms 
"pure"  and  "natural"  exaggerates  and 
exacerbates  the  already  ambiguous  and 
misleading  nature  of  the  terms  "pure" 
and  "natural"  on  diluted  juice 
beverages.  These  comments  said  that 
consumers  are  consistently  confused 
and  misled  by  such  statements  into 
believing  that  the  beverages  are  all  juice 
with  no  additional  ingredients  or  are 
full-strength  (100  percent)  juice.  These 
comments  stated  that  the  use  of  these 
phrases  should  be  restricted  by  FDA 
because  most  juice  beverages  are  not 
100  percent  juice,  or  they  are  processed, 
i.e.,  reconstituted  with  water  and 
ingredients  other  than  juice  such  as 
sweeteners,  preservatives,  flavors, 
colors,  pulp,  and  thickening  and 
clouding  agents  to  restore  the  juice  to  its 
original  expressed  juice  state,  to 
compensate  for  seasonal  or  regional 
variations,  or  to  create  a  imique  juice 
based  beverage. 

Opposing  comments  stated  that  the 
terms  "pure"  and  "natural"  can  be  used 
in  some  contexts  in  which  they  would 
not  be  misleading.  These  comments 
argued  that  consumers  read  the  terms 
"pure"  and  "natural"  to  mean  that  the 
product  is  made  of  natural  ingredients 
such  as  fruit  juices,  water,  natural 
sweeteners,  and  flavors.  They 
recommended  that  labels  bearing  the 
terms  "pure"  and  "natural"  be 
evaluated  on  a  case-by-case  basis. 

Several  comments  were  of  the  opinion 
that  use  of  a  percentage  to  describe  an 
undefined  attribute  on  products 
required  to  bear  a  percent  juice 
declaration  could  potentially  be 
misleading  to  consumers.  They  stated 
that  therefore,  any  use  of  "100  percent" 
on  the  label  in  conjunction  with  an 
undefined  term  should  be  prohibited 
unless  the  product  is  a  full-strength  (100 
percent)  juice  product.  However,  these 
comments  stated  that  this  policy  should 
not  restrict  use  of  a  percentage 


declaration  that  is  clearly  defined  as  not 
being  related  to  juice  content,  i.e.. 
"contains  100  percent  of  U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  for  Vitamin  C" 

The  agency  advises  that  while  there  is 
no  specific  prohibition  against  the  use 
of  the  terms  "pure"  and  "natiu^l."  it  has 
discouraged  the  use  of  these  terms 
because  they  are  ambiguous  and  may  be 
misleading.  For  example,  "orange 
juice."  "pure  orange  juice."  and  "100 
percent  pure  orange  juice"  are  identical 
foods,  but  "pure"  as  applied  to  the  food 
impUes  that  other  identical  products  are 
"impure"  or  "not  pure"  if  they  do  not 
bear  the  same  term  on  their  label.  The 
term  "natural"  is  similarly  ambiguous 
when  applied  to  any  food  except  flavors 
and  flavorings. 

The  agency  concludes  that  this 
rulemaldng  is  not  the  appropriate 
vehicle  to  consider  whether  terms  such 
as  "pure"  and  "natural"  should  be 
permitted  on  juice  product  labels.  The 
comments  presented  opinions  on  the 
word  "pure."  but  they  did  not  provide 
sufficient  information  on  which  to  base 
a  regulation.  The  term  "natural"  is 
included  in  another  agency  rulemaking. 
In  the  Federal  Register  of  November  27. 
1991  (56  FR  60421  at  60466).  FDA 
published  a  proposal  entitled  "Food 
Labeling:  Nutrient  Content  Claims, 
General  Principles,  Petitions,  Definition 
of  Terms"  that  included,  among  other 
things,  a  discussion  of  various  aspects  of 
defining  the  term  "natural."  A  final  rule 
based  on  that  proposal  is  published 
elsewhere  in  this  issue  of  the  Fedoal 
Register.  In  that  rulemaking,  however,  - 
the  agency  decided  not  to  define  the 
term  "natural." 

However,  FDA  also  concludes  that  the 
use  of  a  percentage,  particularly  100 
I>ercent,  in  conjunction  with  terms  other 
than  "juice,"  such  as  "pure"  and 
"natural,"  on  a  beverage  that  is  not  full- 
strength  juice  can  be  misleading, 
particularly  where  the  100  percent 
figure  api>ears  near  the  name  of  the 
product  but  not  in  close  proximity  to  a 
prominent  declaration  of  the  percentage 
of  juice.  On  the  other  hand.  FDA  agrees 
with  those  comments  that  stated  that 
statements  clearly  unrelated  to  juice 
content,  e.g..  "provides  100  percent  of 
U.S.  RDA  of  vitamin  C,"  are  not 
misleading. 

Therefore,  to  clarify  these  matters, 
under  sections  403(a)  and  701  (a)  of  the 
act  (21  U.S.C.  371(a)).  the  agency  is 
including  in  the  final  regulation  a 
prohibition  on  the  use  of  "100  percent" 
or  any  other  percentage  unrelated  to 
juice  content  that  could  be 
misunderstood  to  represent  the  percent 
of  juice  in  the  beverage.  This  provision 
in  the  final  regulation,  designated  new 
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i  101.30(1).  tUtat:  "A  beverage  required 
to  bear  •  percentage  juice  declaration  on 
its  label  shall  not  beer  any  other 
percentage  declaration  that  describes 
the  juice  content  of  the  beverage  in  its 
label  or  in  its  labeling  (e.g..  "100  percent 
natural"  or  "100  percent  pure"). 
However,  the  label  or  labeUng  may  bear 
percentage  statements  clearly  unrelated 
to  Juice  content  (eg.,  "provides  100 
percent  of  U.S.  RDA  of  vitamin  CT). 

E.  Calculation  of  Percentage  fuice 

1.  Juice  From  Concentrate 

The  agency  proposed  that  in  enforcing 
the  act  and  in  ensuring  that  percentage 
juice  declarations  are  truthful  and  not 
misleading,  it  would  calculate  the 
percentage  juice  from  concentrate  in  a 
juice  or  juice  beverage  using  the 
minimum  Brix  levels  that  were  listed  in 
proposed  %  lOl.SOijKD-  (Because  of 
revisions  to  the  final  regulation 
proposed  §  101.30(j)  is  redesignated  as 
new  §  101.30(h)).  In  the  July  2, 1991. 
proposal,  the  agency  strongly 
recommended  that  manufacturers  use 
this  method  in  calculating  the 
percentage  juice  from  concentrate.  The 
agency  also  advised  that  if  the  July  2. 
1991,  proposal  were  adopted,  while 
manufacturers  may  use  any  appropriate 
alternate  method,  they  should  ensure 
that  this  alternate  method  produces 
similar  results. 

fai  the  preamble  to  the  July  2, 1991. 
proposal,  FDA  listed  proposed 
minimum  Brix  values  for  a  number  of 
fruit  and  vegetable  juice  products  and 
minimum  anhydrous  citric  acid 
contents  for  two  fruit  juices,  based 
primarily  on  data  from  the  National 
Juice  Products  Association  (NJPA)  in 
December  of  1989  and  May  of  1990  (56 
FR  30452  at  30466). 

FDA  received  comments  on  13  of  the 
51  proposed  minimum  Brix  values  for 
100  percent  juice  and  comments 
regarding  minimum  Brix  values  for  two 
other  juice  products  not  listed  in  the 
proposed  regulation.  Most  comments 
claimed  that  one  or  more  of  the  13 
values  were  too  high  and  offered 
information  or  data  to  support  their 
claims.  Several  comments  simply 
objected  to  the  proposed  Brix  values  as 
being  too  high  without  suggesting  more 
appropriate  values.  Brix  data  in  the 
comments  were  provided  in  several 
forms:  Individual  values,  ranges  of 
values,  monthly  or  yearly  averages,  and 
mean  values  with  designated  standard 
deviations.  A  presentation  of  the  data 
submitted,  and  the  agency's  review  and 
conclusions,  follow. 

a.  Evaluation  of  Brix  data  in 
comments. 


FDA  acknowledges  that  much  of  the 
Brix  data  in  agency  files  is  old  and  may 
be  out  of  date.  The  Brix  data  used  in 
establishing  the  fruit  or  fruit  juice 
content  in  Uie  standards  of  identity  for 
fruit  butter  and  fruit  jelly  (§5 150.110 
and  150.140  (21  CFR  150.110  and 
150.140))  were  obtained  from  authentic 
fruit  samples  collected  before  1940. 
Although  the  data  were  used  for  many 
yeara  without  question  for  fruit  buttera 
and  fruit  jelly,  when  these  data  were 
incorporated  in  the  standard  of  identity 
for  canned  nectars.  FDA  received  an 
objection  that  questioned  the 
applicability  of  the  single-strength  juice 
values  to  canned  nectars  and  suggested 
that  they  be  reevaluated  in  light  of 
current  commercial  practice  in  the 
manufecture  of  nectara.  Thus,  the 
standard  for  canned  nectara  {%  146.113 
(21  CFR  146.113))  was  stayed  in  1968 
(33  FR  10713.  July  27. 1968). 

Differences  in  juice  composition  that 
result  from  factors  such  as  horticultural 
practices,  processing  operations,  and 
geographical  origin,  as  well  as  the  use 
of  new  varieties  of  certain  species,  may 
account  for  differences  in  Brix  values 
obtained  on  juice  products  prior  to  1940 
and  values  obtained  for  fruit  juices 
currently  produced  uiKler  current  good 
manufacturing  practice.  In  reviewing 
the  data  submitted  in  comments,  FDA 
has  consulted  published  references  on 
juice  composition,  e.g..  U.S,  Department 
of  Agriculture  (USDA)  Food 
Composition  Tables  (Handbook  8-9: 
Fruits  and  Fruit  I»roducts  and  Handbook 
8-11:  Vegetables  and  Vegetable 
Products)  (Refs.  5  and  6).  FDA  has  also 
reviewed  Brix  data  in  files  that  were 
used  in  support  of  existing  standards  ef 
identity  ana  data  contained  in 
published  articles  on  juice  research  and 
composition.  In  instances  where  there 
are  established  values  in  standards  of 
identity  that  appear  to  be  too  high 
compared  to  newer  information,  and  the 
data  submitted  in  support  of  lower 
values  seem  reasonable  in  light  of  this 
newer  information,  FDA  has  adopted  a 
lowef  value  in  new  §  101.30(h)(1). 
Where  FDA  has  adopted  a  lower  Brix 
value  for  100  percent  juice  than  is 
currently  listed  for  the  fruit  juice  in  an 
existing  standard  of  identity,  FDA 
intends  to  consider  revision  of  the 
standard  of  identity  at  a  later  date  to 
make  it  consistent  with  the  Brix  value 
that  the  agency  is  adopting  in  this 
regulation, 
b.  Use  of  Brix  data. 
19.  Several  comments  supported 
FDA's  proposal  to  calculate  the  labeled 
percentage  of  juice  from  concentrate  in 
a  reconstituted  juice  or  in  a  diluted  juice 
beverage  based  on  the  minimum  Brix 
standards.  One  comment  expressed  the 


opinion  that  the  Brix  concept  represents 
the  most  workable  method  for 
accurately  and  consistently  calculating 
the  percentage  of  juice.  A  comment  from 
the  Government  of  Canada  also 
expressed  support  for  specifying 
minimum  Brix  values  for  use  in 
calculating  the  percentage  of  juice 
included  in  diluted  juice  beverages  and 
reconstituted  juices.  However,  the 
comment  stated  that  it  does  not  support 
the  proposed  Brix  values  because  they 
would  effectively  exclude  Canadian 
products  from  the  U.S.  market.  Other 
comments  in  the  letter  from  the 
Government  of  Canada  on  specific 
juices  are  discussed  below.  One 
comment  opposed  the  proposed  method 
of  calculating  the  percentage  of  juice 
baaed  on  minimum  Brix  values, 
established  by  regulation,  instead  of 
requiring  the  percentage  of  juice  to  be 
calculated  in  terms  of  the  actual  soluble 
solids  content  of  the  original  juice.  The 
comment  maintained  that  use  of  the 
table  of  fixed  Brix  values  in  proposed 
§  101.30(j)(l)  (redesignated  as  new 
S  101.30(h)(1)).  which,  the  comment 
contended,  contains  values  well  below 
the  Brix  of  sound  ripe  fruit,  gives  food 
processors  a  license  to  overstate  the 
quantity  of  juice  in  their  products. 

FDA  recognizes  that  when  a 
minimum  Brix  value  based  on  the  mean 
or  a  range  of  values  for  a  particular  fruit 
or  vegetable  juice  is  established  by 
regulation,  there  %riU  always  be  some 
juices  that  will  have  Brix  values  above 
the  minimum,  and  some  juices  that  will 
be  below  the  minimum  because  of 
natural  variations  in  the  source  fruits 
and  vegetables.  The  agency  also 
acknowledges  that,  in  some  instances, 
producers  of  lower  Brix  juices  will  have 
to  use  more  juice  to  meet  the  minimum 
soluble  solids  requirements  for 
reconstituted  full-strength  juice. 
However,  use  of  standardized  Brix 
levels  in  preparing  and  labeling  blended 
juice  products  and  diluted  juice 
products  from  concentrates  will  ensure 
that  consumers  obtain  products  with  a 
reliably  determined  minimum  juice 
soluble  solids  content.  As  a  result 
consumers  will  be  able  to  make 
meaningful  value  comparisons  between 
brands  of  such  products  based  on  the 
labeled  juice  content.  Use  of  actual  Brix 
levels  of  the  original  juice  used  to 
manufacture  the  concentrates  could  lead 
to  variations  in  the  levels  of  soluble 
solids  on  labels  of  products  that  bear  the 
same  percentage  juice  declaration. 
Therefore,  FDA  is  not  modifying  its 
proposed  use  of  standardized  minimum 
Brix  levels  to  determine  the  percent 
juice  in  juice  products  made  from 
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concentrate,  as  requested  by  the 
comment, 
c.  Approaches  other  than  use  of  Brix. 
20.  Lme  comment  proposed  an 
alternative  to  Brix  calculation  for 
percentage  juice  in  the  case  of  orange 
juice  and  oUier  citrus  juices  that  have 
been  modified  by  the  removal  of  the 
naturally  occurring  sugars  that  are  then 
replaced  partially  or  wholly  by  intense 
sweetening  agents.  The  proposed 
method  would  use  citric  add  content  or 
the  ascorbic  acid  content  consistent 
with  FDA's  proposal  for  lemon  juice 
and  lime  juice. 

The  comment  provided  guide  values 
of  8.0  grams  per  liter  citric  add  and  200 
milligrams  per  liter  ascorbic  add  for 
orange  juice  as  an  alternative  for  the 
determination  of  percentage  juice  for 
orange  juice  with  sugars  removed  and 
referenced  methods  for  determination  of 
the  citric  add  and  ascorbic  add  content 
("RSK-Values.  The  Complete  Manual. 
Guide  Values  and  Ranges  of  Spedfic 
Numbers.  Including  the  Revised 
Methods  of  Analysis,"  Verband  der 
deutschen  Fruchtsaftindustrie  e.V., 
Bonn,  1987).  However,  the  comment  did 
not  include  any  data  to  correlate  and 
verify  these  values  and  methods  as  they 
apply  to  an  "artifidally  sweetened, 
sugars-reduced  orange  juice." 

The  agency  is  not  incorporating  the 
suggested  alternative  method  for 
determining  the  percentage  of  "juice" 
contributed  by  modified  juices  in  which 
the  native  sugars  have  been  removed 
and  have  been  replaced  wholly  or 
partially  by  intense  sweetening  agents. 
As  discussed  in  section  II.  F.  of  this 
document,  these  produds  are  not 
considered  to  be  juice.  Under  new 
§  101.30(h)(1).  FDA  is  establishing 
minimum  Brix  values  for  fruit  and 
vegetable  juices  based  on  the  soluble 
solids  content  (i.e.,  primarily  sugars 
content  of  the  juice),  with  the  exception 
of  lemon  juice  and  lime  juice  that  are 
defined  by  citric  acid  content,  for  use  in 
percent  juice  labeling.  Therefore,  such 
modified  juices  cannot  be  included  in 
the  percent  juice  calculation  or  depided 
as  juice  in  the  vignette  on  a  beverage. 
The  description  of  the  modification 
(e.g.,  "sugar-reduced  orange  juice")  as 
part  of  the  common  or  usual  name  of  the 
produd  makes  clear  that  the  change  in 
the  produd  is  such  that  it  no  longer 
purports  to  be  juice.  The  produd  may 
substitute  for  juice,  but  it  is  not  juice. 
Although  the  suggested  alternative 
methodology  may  be  useful  for 
validating  claims  about  modified  juice 
produds.  the  agency  is  not  aware  of 
acceptable  methodology  to  confirm  the 
content  of  any  modified  juice  products, 
e.g..  "reduced  sugars"  or  "sugars 
removed"  juice  products. 


d.  Meaning  of  Brix  standards. 

21.  One  comment  stated  that  fixim  the 
proposed  single-strength  Brix  standards, 
it  is  not  clear  whether  the  standards  are 
intended  to  represent  mean  values,  or 
whether  they  are  minimum  values.  In 
some  instances,  e.g.,  in  normalizing 
compositional  data  of  juice 
concentrates,  the  comment  stated,  it 
may  be  appropriate  to  use  mean  values. 
In  other  instances,  minimum  values 
may  be  more  appropriate,  e.g., 
regulations  for  100  percent  fruit  juice 
made  from  concentrate. 

The  agency  advises  that  the  Brix 
values  set  out  in  new§  101.30(h)(1)  are 
minimum  values  that  are  based  on 
average  values  for  the  respective  juice 
products.  As  stated  in  the  preamble  to 
the  July  2, 1991,  proposal,  the  purpose 
of  establishing  these  Brix  values  for  100 
percent  juice  is  to  provide  a 
"minimum"  acceptable  level  for 
determining  whether  a  juice  should  be 
considered  to  be  full-strength  (56  FR 
30452  at  30459). 

e.  How  Brix  values  are  set. 

22.  One  comment  stated  that  it  is 
desirable  to  take  a  statistical  approach 
in  revising  or  establishing  the  Brix 
values.  The  comment  stated  that  in 
some  instances,  it  may  be  appropriate  to 
use  "mean"  values,  e.g.,  normalizing 
compositional  data  of  juice 
concentrates;  and  in  other  instances, 
minimum  values  may  be  more 
appropriate,  e.g.,  in  establishing 
minimum  Brix  requirements  to  define 
100  percent  fruit  juice  from  concentrate. 
The  comment  added  that  where 
minimum  Brix  values  are  appropriate, 
the  minimum  value  could  be  one 
standard  deviation  below  the  mean  if  66 
percent  confidence  limits  were  applied, 
or  two  standard  deviations  if  95  percent 
confidence  limits  were  thought  to  be 
more  appropriate.  For  some  juices,  e.g., 
orange  juice  and  apple  juice,  the 
comment  maintained  that  there  should 
be  adequate  data  bases  available  for 
such  statistical  applications.  For  many 
commodities,  the  data  will  need  to  be 
developed.  The  comment  also 
maintained  that  there  needs  to  be 
agreement  on  the  sample  protocol  for 
developing  such  data  bases. 

FDA  agrees  that  a  statistical  approach 
should  be  used  to  establish  the 
minimum  Brix  values  when  adequate 
data  bases  are  available.  However, 
because  of  the  limited  amount  of  data 
available  to  FDA  for  most  juice  produds 
for  which  minimum  values  were 
proposed,  a  statistical  approach  could 
not  be  used.  Where  comments  supplied 
Brix  data  in  statistical  terms,  means  and 
standard  deviations,  FDA  used  these 
data  in  evaluating  the  proposed  Brix 
values  and  in  some  instances  has 


incorporated  these  values  in  new 
S  101.30(h)(1).  In  other  instances,  FDA 
has  adopted  the  Brix  values  established 
in  the  standards  of  identity  for  fruit 
products  because  they  represent 
consensus  values  that  are  acceptable  to 
both  consumers  and  food  processors. 

Although  the  comment  stated  that 
there  should  be  adequate  data  bases  for 
orange  juice  and  apple  juice  for 
statistical  calculation  to  determine  the 
minimum  Brix  value,  no  data  bases  for 
these  juices  were  provided  in  the 
comment. 

FDA  agrees  that  a  statistical  analysis 
could  be  used  to  establish  a  Brix  value 
for  the  single-strength  juices.  However, 
in  the  case  of  orange  juice,  the  proposed 
Brix  value  of  11.8°  for  orange  juice  from 
concentrate  is  consistent  with  the  Brix 
value  established  in  the  standard  of 
identity  for  orange  juice  from 
concentrate  (§  146.145  (21  CFR 
146.145)).  In  the  absence  of  new  data  at 
information  that  demonstrates  that  the 
established  Brix  value  is  no  longer 
representative  of  the  soluble  solids 
content  of  orange  juice  used  to  make 
fit)zen  concentrated  orange  juice  in  this 
country,  the  agency  has  no  reasonable 
basis  to  revise  the  Brix  value  for  orange 
juice  in  new  §  101.30(h)(1).  A 
discussion  on  information  received  in 
comments  on  apple  juice  follows. 

Because  the  Brix  values  represent 
minimum  values,  food  processors  are 
free  to  pack  to  higher  soluble  solids 
contents  to  meet  consumers 
expedations  when  making  juice 
products  from  concentrate.  FDA  points 
out,  however,  that  should  food 
processors  use  higher  levels  of  soluble 
solids  than  is  required  by  new 
§  101.30(h)(1)  in  reconstituting  a  juice  to 
single-strength  (100  percent  juice)  to 
meet  consumer  expedations  for  a 
sweeter  juice,  for  example,  FDA  still 
considers  the  produd  to  be  100  percent 
juice  and  not  a  higher  percentage,  such 
as  110  percent  juice,  when  the 
additional  soluble  solids  are  the  result 
of  added  juice. 

23.  Several  of  the  comments  cited  the 
German  RSK  Brix  values  in  support  of 
the  modifications  that  they  suggested  in 
the  minimum  Brix  values  listed  in  the 
July  2, 1991,  proposal.  One  comment 
requested  that  these  values  be 
considered  in  estabhshing  U.S. 
standards  so  as  to  achieve  worldwide 
uniformity. 

FDA  agrees  with  the  comment  that  the 
use  of  the  German  RSK  Brix  values  may 
serve  as  useful  guideUnes  in 
establishing  Brix  values  in  this  country. 
The  RSK  values  (termed  Richwerte  und 
Schwankungsbreiten  bestimmter 
Kennzahlen  or  RSK-WERTE)  are  used 
by  the  German  fruit  juice  industry  as 
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reference  points  or  guidelines  for 
specified  constituents  in  fruit  juices. 
They  assist  food  processors  in 
determining  whether  friiit  fuices  have 
been  prodiKed  lawfully  without 
adulteration.  Factors  influencing  juice 
composition,  such  as  growing  region, 
variety,  and  production  year,  are 
considered  in  their  establishment. 
Soluble  solids  content  (Brix  value)  is 
one  of  the  quality  parameters  defined  by 
the  RSK-WERTE  guidelines.  Other 
parameters  include  density,  titratable 
acidity,  sugars,  acids,  and  amino  adds. 
Mean  values,  standard  values,  ranges, 
and  commentary  are  provided  for  each 
parameter. 

A  standard  RSK  valxie  is  usually  a 
"minimum"  or  a  "maximum"  value, 
with  data  seldom  felling  above  or  below 
this  value,  in  other  words,  the  standard 
Brix  value  would  be  the  minimum  value 
in  the  range  of  values  and  not  the  mean 
or  average  Brix  value.  The  mean  RSK 
Brix  value  is  not  the  arithmetic  mean 
value  but  the  value  around  which  most 
of  the  values  of  industrially 
manufactured  juice  products  congregate. 
RSK  Brix  values  cited  by  the  agency  in 
this  document  are  from  "Aduheration  of 
Fruit  )uics  Beverages."  edited  by  S. 
Nagy.  et  al.  (Ref.  7). 

24.  Several  comments  stated  that  the 
Brix  calculation  is  only  valid  for  juices 
to  which  sweeteners  have  not  been 
added,  and  that  other  methods  should 
be  used  to  test  for  adulteration. 

The  agency  agrees  that  the  Brix 
calculation  is  only  valid  for  juices  to 
which  sweeteners  have  not  been  added. 
Further,  the  Brix  calculation  to 
determine  the  percent  juice  content  can 
only  be  used  befcne  sweeteners  are 
added  to  the  juice  beverage  in  instances 
where  the  beverage  is  not  100  percent 
juice.  The  agency  does  not  use  Brix 
measurements  by  themselves  to  test  for 
adulteration.  Brix  measurements  can  be 
used  in  conjunction  with  the  results  of 
other  analytical  methodologies  and 
inspectional  observations  to  support 
charges  of  product  adulteration. 

25.  Other  comments  stated  that  the 
percent  juice  declaration  should  be 
calculated  on  weight/weight  basis 
utilizing  reference  Brix  levels  because 
that  is  the  manner  in  which  the 
concentrates  are  sold. 

The  agency  disagrees  with  these 
cximments.  The  purpose  of  the 
regulation  was  not  to  prescribe  how 
umcentrates  should  b«  sold  but  to 
ensiire  that  when  reconstituted  juice  or 
juii»  from  concentrate  is  used  to 
produce  a  single-strength  juice  or  a 
muhiple-jtjice  beverage,  there  is  a 
standardized  criterion  for  determining 
the  percentage  juice  in  the  finished 
product.  The  standardized  criterion 


allows  consumers  to  make  price  and 
value  comparisons  across  the  range  of 
juice  beverages.  Because  the  juice 
beverages  are  sold  on  a  single-strength 
volume  basis  to  the  consumer,  and 
percentage  juice  declaration  is  based  on 
this  standardized  criterion,  it  would  be 
inappropriate  to  utiUze  a  wei^t/weigbt 
basis. 

26.  One  comment  requested  that 
manufacturers  be  allowed  to 
reconstitute  concentrated  juice  back  to 
the  Brix  in  original  expressed  juice  if 
the  Brix  of  the  expressed  juice  is  known, 
and  records  are  kept  for  the  purpose  of 
percent  juice  calculation  and 
declaration.  For  example,  expressed 
apple  juice  with  a  Brix  value  of  9.0" 
could  be  reconstituted  and  declared  as 
100  percent  apple  juice  even  though  the 
Brix  value  provided  by  proposed 
§  101.30())(1)  for  100  percent  apple  juice 
from  concentrate  is  12.5°. 

The  agency  made  an  exception  to  the 
use  of  Brix  values  in  calculating 
percentage  juice  for  expressed  juices 
because  these  juices  have  a  naturally 
occurring  range  of  Brix  beyond  the 
control  of  the  manufacturer.  Similarly, 
in  consideration  <^  existing  industry 
conditions,  the  agency's  decision  to  use 
Brix  value  for  calculation  of  percent 
juice  from  concentrate  was  derived  ftt)m 
the  industry  practice  of  commingling 
juice  concentrates  whose  original  Brix  is 
unknown. 

The  agency  differentiated  between 
percent  juice  calculation  for  expressed 
juices  and  juice  concentrates  on  the 
basis  of  industry  practice  and  out  of 
fairness  to  the  expressed  juice  segment 
of  the  industry,  which  is  subject  to  the 
vagaries  of  nature.  While  the  agency 
does  not  object  to  reconstituting  of 
concentrated  expressed  juice  to  the  Brix 
level  of  the  original  juice  if  that  Brix 
value  level  is  known,  the  agency  finds 
that  once  a  juice  has  been  concentrated, 
for  the  purpose  of  percent  juice 
calculation  and  subsequent  percent 
juice  declaration,  the  Brix  value  as 
prescribed  in  the  regulation  must  be 
used.  Use  of  the  same  minimum  Brix 
value  level  in  labeling  juice  content  for 
a  specific  juice  from  concentrate  will 
enhance  consumer  comparisons 
between  competing  brands  of  that  juice. 

Therefore,  the  agency  is  denying  the 
comment's  request  to  reconstitute  juice 
to  its  original  Brix  as  expressed  juice 
and  declare  it  as  100  percent  juice  from 
concentrate  although  it  does  not  have 
the  minimum  Brix  value  as  prescribed 
in  the  regulation.  This  policy  is 
consistent  with  Brix  valae  requirements 
established  in  standards  of  identity  for 
juice  products  made  from  concentrate. 

f.  Provisions  to  revise  Brix  values. 


27.  Many  comments  urged  FDA  to 
establisii  a  mechanism  to  amend  the 
table  of  Brix  values  because  it  may  be 
necessary  to  include  juices  in  the  table 
that  are  not  included  now,  and  revised 
brix  values  may  be  needed  in  response 
to  changes  in  technology,  new  crop 
varieties,  and  other  matters. 

The  agency  agrees  that  periodic 
amendments  to  the  Brix  value  table  will 
be  necessary.  However,  the  agency 
believes  that  adeouate  provisions  exist 
in  the  regulation  for  citizen  petitions. 
(§  10.30).  Therefore,  the  agency  is  not 
proposing  any  additional  mechanisms 
to  amend  the  Brix  value  table  as 
adeouate  provisions  already  exist. 

g.  individual  juicee. 

28.  Many  comments  submitted 
information  to  revise  1  or  more  of  13 
proposed  Brix  values  for  various  juices, 
such  as  apple,  apricot,  carrot,  celery, 
cherry,  grape,  guava,  lemon,  orange, 
passion  fruit,  peach,  pear,  and  raspberry 
(red).  One  comment  submitted  data  to 
establish  a  Brix  value  for  pomegranate 
juice. 

i.  Apple  juice. 

In  the  preamble  to  the  July  2. 1991, 
proposal,  FDA  spedficallv  requested 
comment  on  the  proposed  Brix  value  for 
apple  juice,  12.5",  which  the  agency 
selected  using  values  in  the  lower 
portion  of  the  range  of  Brix  values 
available  to  the  agency  (56  FR  30452  at 
30459).  NJPA  had  suggested  that  FDA 
adopt  a  Brix  value  of  11.0°  for  apple 
juice,  based  on  USDA  standards  for 
grades  (7  CFR  52.301  through  52.301) 
for  U.S.  Grade  A  apple  juice. 

Several  comments  contended  that  the 
proposed  Brix  value  of  12.5°  for  apple 
juice  is  too  high  and  urged  FDA  to  adopt 
a  Brix  value  of  11.0"  as  originally 
submitted  by  NJPA  in  comments  to  the 
agency  in  December  1989  and  May 
1990.  In  a  comment  on  the  July  2. 1991. 
proposal.  NJPA  stated  that  its  suggested 
Brix  value  of  ll.O"  for  apple  juice 
reflects  a  consensus  not  only  of  NJPA's 
member  companies  but  also  of  members 
of  the  National  Food  Processors 
Association  (NFPA).  with  which  NJPA 
coordinated  the  adoption  of  its 
December  1989  voluntary  percent  juic*. 
labeling  policy.  NJPA  also  pointed  out 
that  much  of  Uie  concentrated  apple 
juice  used  by  its  members  is  imported 
from  foreign  countries,  and  that  any 
Brix  value  established  should  take  into 
consideration  the  Brix  value  of  juice 
produced  in  these  countries.  It  noted 
that  over  35  percent  of  all  imported 
apple  juice  products  during  1990  cait 
from  Argentina,  and  that  the  majority  of 
the  remainder  came  frtim  European 
Community  (EC)  countries,  Atiording 
to  the  comment,  thdre  is  no  enforceable 
minimum  Brix  value  requirement  for 
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single-strongtk  appla  Juioa  In  ArgeBtina 
but,  in  Genoiay  and  ECoountries,  the 
minimum  Brix  v«hM  fat  siagle-stnogtk 
apple  iuice  is  11.16".  The  comment  ^ao 
noted  that  the  Codex  Alimentarius 
Conuniasion  haa  racoauneaded  a  Brix 
value  of  10.0°  for  raconatkuted  apple 
juice. 

NJPA  stated  that  Brix  data  from  a 
major  U.S.  processor  tot  juice  expressed 
&om  apples  grown  ia  the  State  ol 
Washington  reflects  an  average  Brix 
value  af  11.58°.  with  a  monthly  range  cA 
10.38"  to  12.62°  Brix  ^51)  ior  two 
processing  seasons  (1989  to  1990  and 
1990  to  1991).  It  claimed  that  similar 
data  obtained  bom  Michigaa  for  the 
period  Novembw  1986  through 
November  1990  showed  that  montUy 
average  Brix  values  ranged  from  9.6°  to 
13.09°.  The  mean  of  the  moothly  Brix 
averages  in  Michigan  for  the  4-year 
period  was  11.47°,  with  a  stamkrd 
deviation  of  0.876°.  The  ccunment 

Eointed  out  that  the  average  Brix  would 
ave  met  FDA's  proposed  Brix  value  of 
12.5*  in  only  6  months  (^  the  4-year 
period,  while  the  suggested  Brix  value 
of  1 1.0  would  have  been  met  in  26 
moiUhs  during  the  4-year  period. 
According  to  the  comment,  average 
monthly  Brix  values  obtained  from  New 
York,  for  the  period  January  1967 
throu^  July  1991.  rasiged  from  a  knv  of 
9.5°  to  a  high  of  11.8°.  The  comment 
noted  that,  generally,  )uioe  from  apples 
grown  in  the  northwestern  region  of  the 
United  States  has  a  higher  average  Brix 
and  a  lower  acid  contokt  than  juice 
produced  from  apples  grown  in  the 
midwestem  and  eastern  regions. 

A  comment  from  one  firm  noted  that 
production  records  from  their  Austrian 
supplier  showed  that  the  Brix  value  of 
Austrian  apple  juice  rs^es  from  about 
10°  to  12°  over  the  apple  juice 
processing  season.  Another  of  the  firm's 
suppliers  provided  infonnation  on 
apple  juice  from  Germany,  showing  that 
in  September  the  Brix  value  range  of 
apple  juice  is  from  9.8°  to  11U)°.  in 
October  10.5°  to  11.5°,  and  in  November 
11.5°  to  12.3°.  It  noted  that  most  of  the 
apple  juice  from  Germany  is  processed 
during  September  and  October.  The 
comment  recommended  that  FX>A 
establish  a  minimum  Brix  value  of  11.0° 
for  apple  juice.  To  establish  a  higher 
value,  the  comment  added,  would  be  to 
establish  an  artificially  high  Brix  level 
that  would  impose  an  unfair  trade 
barrier. 

A  comment  suggested  a  minimum 
Brix  value  of  10..5°  for  apple  juice.  The 
comment  noted  that  minimum  Brix 
level  for  US.  Grade  B  apple  juice  is  set 
at  10.5°  in  the  USOA  standards  fbr 
gi  ades  for  apple  juice  (7  CFR  52.308). 
Tr.o  comment  maintained  that  the 


propoaed  Brix  value  of  12.5*  would 
effectively  excfarde  Canadiaa  prodacts 
from  the  ULS.  market 

Other  comments  supported  a  Brix 
value  ot  11.5°  for  appb  jiaca.  One 
comment  recommended  a  minimum 
Bnx  of  11.5°  for  appie  jttica 
reconstituted  from  apple  coBcentrate, 
based  on  availaUe  data  including 
records  collected  ai  21  ^>ple  processing 
facilities,  operated  by  13  companiee. 
According  to  the  ooBment.  the  »wvnga 
Brix  level  repocted  by  17  of  Zl  pla^s 
fell  in  the  range  of  11.1°  to  11.8°,  with 
11  of  the  pteijfs  reporting  data  in  the 
11.3°  to  ll.r  Brix  range.  Thus,  the 
comment  concluded,  a  Brix  value  of 
11.5°  is  more  representative  of  the  Brix 
level  of  expressed  eappit  juice  than  is  the 
Brix  value  of  12.5°  proposed  by  FDA. 

Several  comments  contended  that 
increasing  the  Brix  value  of  apple  juice 
to  12.5°  would  result  in  a  Brix  higher 
than  normal  for  the  expressed  juices 
commonly  used  and  would  force  food 
processors  to  ^oduce  a  product  that  is 
incompatible  with  consumer 
expectations.  They  maintained  that 
apple  juica  at  a  Brix  of  12.5°  is  too 
sweet,  especially  in  the  Northeastern 
region  where  the  taste  preferfflice  for 
apple  juice  is  a  tart  ;ntMdiM:t  (lower  Brix/ 
acid  ratio).  One  oonanent  stated  that  the 
proposed  hi^ier  Brix  value  level  of 
12.5°  would  result  in  a  9  percent 
increase  in  soluble  solids  content  over 
that  of  the  currently  marketed  apple 
juice  which  contains  from  11.0  to  11.5 
soluble  sohds.  H  estimated  that  the 
increase  would  cost  consumers  of 
recoikstituted  juice  products 
approximately  $25  million  annually.  It 
further  contended  that  the  cost  of  s«ne 
single-strength  apple  juice  that  contains 
added  apple  ^ice  coBcentrale  to 
achieve  a  preferred  flavor  profile  would 
be  increaesed  as  well  if  a  Brix  value  of 
12.5°  is  adopted.  Another  comment 
stated  that  changing  the  Brix  from  11° 
to  12.5°  would  increase  the  ingredient 
cost  by  14  percrat  and  would  further 
serve  to  put  the  prod\»ct  out  of  reach  of 
many  mothers  who  have  been  using 
apple  juice  for  their  babies. 

After  reviewing  the  data  on  the 
soluble  solids  content  of  affile  juice 
submitted  in  the  comments  on  the  July 
2, 1991,  proposal,  FDA  has  reosisidered 
its  position  regarding  the  proposed  Brix 
value  of  12.5°  for  100  percent  apple 
juice  from  concentrate.  Data  provided 
by  industry  in  comments  showed  that 
mean  Brix  values  for  individual  lots  of 
apple  juice  range  from  8.9°  to  13.4°, 
with  summary  mean  values  (averaged 
monthly  and  yearly  mean  values) 
ranging  from  11.0°  to  11.58.  Np»A 
pointed  oat  that  the  minimum  RSK  &ix 
of  apple  juice  is  11.18°  said 


reooni  mended  that  PDA  adopt  a 
mintnraffl  value  of  ll.flT.  The  agency 
notes,  however,  that  the  RSK  mean  Brix 
value  for  apple  juica  is  12.08*.  VTith 
respect  to  die  comment  that  requested 
that  FDA  adopt  the  mininnnn  Brix  of 
lO.S*  for  U.S.  Grade  B  apple  juice.  FDA 
believes  that  this  vahie  is  too  low  and 
does  not  reflect  overage  Brix  values  of 
apples  produced  and  processed  in  this 
oamtry,  as  e'videnced  in  die  comments 
cited  ^>ove. 

In  response  to  the  comment 
requesting  adoption  of  the  USDA  U.S. 
Grade  A  Brix  vafaie  of  11.0°  for  spiple 
juice,  FDA  points  out  that  the  USDA 
lowered  the  Brrx  value  of  U.S.  Grade  A 
apple  jaice  from  11.5*  to  ll.f)*  in 
response  to  a  request  frtmi  the  Processed 
Apple  Institirte  (47  FR  5875,  Febniary  6. 
1982).  At  that  time.  USDA  stated  that 
the  change  was  being  made  to  inchida 
differences  in  growing  conditions  in 
various  parts  of  the  coimtry,  increased 
use  of  more  varieties  of  apples  in  the 
manufacture  of  canned  apprle  juice, 
consumer  preference  for  a  less  sweet 
product,  and  differences  in  processing 
techniques.  However,  comments 
summarized  in  the  USOA  rule  noted 
that  northwest  apples  have  a  Brix 
average  of  12.5°  or  higher,  to  which 
USDA  responded  that  the  Brix 
requirements  provided  for  in  their 
standards  for  grades  are  minimum 
standards  for  each  grade.  H  also  stated 
that  lowering  the  Brix  by  one-half  of  a 
degree  will  accommodate  apple 
professors  using  varieties  that  have 
lower  soluble  sohds  compared  with 
other  varieties  processed  in  other  parts 
of  the  country. 

FDA  points  out  that  the  USDA 
standard  (7  CFR  52.308),  referenced  by 
the  comments,  applies  to  canned  single- 
strength  apple  juice,  in  which  no  more 
than  one-fourth  of  the  juice  may  have 
been  concentrated.  In  the  case  of  the 
USDA  standard  in  7  CFR  52.6221  et 
seq.,  for  frozen  concentrated  appkj  juice, 
the  minimum  Brix  value  for  a 
concentrate  that  is  to  be  diluted  1  plus 
1  is  22.9°.  Such  a  prodtKl  on  dih'tion 
would  have  a  Brix  value  of 
approximately  11.45°. 

FDA  acknowledges  that  there  am 
differences  in  Brix  values  of  apple* 
depending  on  geographical  growing 
regions,  and  that  consumers  may  have 
developed  certain  preferences  base<*  on 
these  regional  differences.  However, 
FDA  believes  that  it  should  set  the 
minimum  Brix  for  apple  juice  at  a  le~el 
that  is  toward  the  middle  of  the  range 
of  Brix  values  for  apple  juice  in  order 
not  to  penalize  producers  of  freshly 
expressed  apple  juice,  which  may  have 
a  higher  solids  content,  to  the  benefit  of 
those  producers  who  sell  reconstituted 
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or  diluted  apple  juice  products.  It  would 
also  be  fairer  to  consumers  because  they 
would  be  assured  of  getting 
reconstituted  juices  that  more  closely 
resembled  the  juice  from  which  it  was 
made.  Consumers  who  prefer  a  less 
sweet  juice  can  dilute  the  juice  further 
by  adding  water.  However,  consumers 
who  Rnd  that  a  reconstituted  juice  tastes 
weak  because  of  a  lower  apple  juice 
soluble  soiids  content  cannot  rectify  this 
condition  by  adding  more  apple  juice 
solids. 

Although  most  of  the  apple  juice  may 
be  sold  at  Brix  levels  ranging  from  11.0° 
to  11.5°,  according  to  industry-based 
standards  established  by  USDA,  the 
agency  believes  that  in  establishing  a 
minimum  value  for  reconstituted  apple 
juice  or  diluted  apple  juice,  the 
minimum  should  reflect  the  average 
Brix  value  of  expressed  apple  juice. 
Thus,  consideration  must  be  given  to 
the  higher  Brix  apple  juice  produced  in 
the  northwestern  areas  of  the  United 
States  as  well  as  to  the  lower  Brix  value 
juices  produced  in  the  midwestem  and 
eastern  areas.  As  noted  in  the  July  2, 
1991,  proposal,  a  study  by  Mattick  and 
Moyer  (Ref.  2)  of  the  Brix  of  93 
authentic  apple  samples  collected  from 
many  different  areas  of  the  country  and 
representing  many  apple  varieties 
demonstrated  average  Brix  values  of 
12.60°.  12.80°,  12.83°,  and  12.74°  (56  FR 
30452  at  30459).  The  German  RSK  value 
noted  in  the  comment  provides  for  a 
range  of  Brix  values  from  11.18°  to 
14.01°  with  a  mean  Brix  value  of  12.08°. 
In  view  of  these  higher  values,  FDA 
believes  that  the  minimum  Brix  value  of 
11.0°  suggested  by  several  comments 
from  industry  is  too  low,  and  that  a 
minimum  Brix  value  of  11.5°  for  apple 
juice  is  more  appropriate  because  it 
takes  into  account  the  apples  with  the 
higher  Brix  values.  Further,  it  is 
consistent  with  the  Brix  of  reconstituted 
apple  juice  made  in  compliance  with 
the  USDA  standard  for  grades  for  frozen 
concentrated  apple  juice.  It  also 
represents  a  value  on  the  low  side  of  the 
mean  Brix  value  established  for  German 
apple  juice,  as  well. 

Accordingly,  FDA  has  revised  the 
minimum  Brix  value  for  apple  juice  by 
reducing  it  from  12.5°  to  11.5°. 

ii.  Apricot  juice. 

FDA  proposed  a  minimum  Brix  value 
of  14.0°.  based  on  the  data  submitted  by 
NJPA.  According  to  NJPA,  this  value 
was  derived  from  the  USDA  File  code 
147-A-2  (March  1988),  Inspection  of  50 
percent  Juice  Drinks  and  Juice  Drink 
Products  under  the  Child  Nutrition 
Labeling  Program  (Food  and  Nutrition 
Service). 

One  comment  from  a  fruit  and 
vegetable  processing  and  marketing 


cooperative  stated  that  their  analyses  of 
apricot  juice  over  the  period  1986  to 
1990  showed  an  average  Brix  of  11.7° 
with  a  standard  deviation  of  0.8°.  This 
average  value  was  derived  from  a  total 
of  502  measurements.  The  comment 
stated  that  it  believed  that  the  data  were 
adequate  because  they  include  five 
different  groviring  seasons,  several 
varieties,  and  various  weather 
conditions  and  cultural  practices. 

FDA  notes  that  a  National  Canners 
Association  report  on  the  Brix  values  of 
authentic  samples  of  apricots,  as 
reported  by  Nelson  and  Tressler  (Ref. 
10).  lists  the  Brix  values  of  whole 
Blenheim  apricots  and  Tilton  apricots  as 
ranging  from  10.7°  to  17.1°,  with  means 
of  14.1°  for  Blenheim  apricots  (n=6)  and 
12.6°  for  Tilton  apricots  (n=6).  In  this 
same  reference,  the  Brix  value  of  whole 
apricot  pulp  was  11.5°,  and  apricot 
nectar  was  14.3°  (n=6  in  both  cases). 
Thus,  the  Brix  value  of  apricot  juice 
appears  to  be  dependent  on  the  source 
of  the  extracted  juice  used  in  the 
analysis.  Based  on  these  data,  FDA  finds 
that  the  suggested  Brix  value  of  11.7°,  as 
provided  in  the  comment,  is  reasonable. 
Use  of  the  lower  Brix  value  would 
permit  use  of  an  important  variety, 
Tilton,  which  has  a  much  lower  Brix 
value  than  the  proposed  Brix  value. 
14.3°.  from  the  canned  nectars  standard. 
In  addition,  the  lower  value  would  be 
representative  of  the  Brix  values 
currently  encountered  in  industry  as 
cited  in  the  comment.  Therefore.  FDA  is 
incorporating  the  Brix  value  of  11.7°.  as 
suggested  by  the  comment,  in  new 
§  101.30(h)(1)  in  place  of  the  proposed 
Brix  value  of  14.3°.  Because  this 
amendment  is  based  primarily  on  a 
single  submission,  FDA  requests 
comments  and  data  submitted  in  the 
form  of  a  petition  to  amend  this 
regulation  if  data  are  available  that 
would  support  a  different  and  more 
appropriate  value. 

lii.  Carrot  juice. 

FDA  proposed  a  minimum  Brix  value 
of  11.0°  for  carrot  juice  based  on  the 
NJPA  Brix  value  submitted  in  December 
1989.  Subsequently,  in  May  1990.  NJPA 
submitted  •  lower  Brix  value  of  9.0°  for 
carrot  juice,  based  on  data  from  NFPA. 
NJPA  did  not  provide  any  justification 
as  to  why  this  value  was  more 
appropriate  than  the  earlier  submission. 
Thus.  FDA  published  the  Brix  value  of 
1 1.0°  because  it  was  based  on 
Government  data  rather  than  solely  on 
industr)-  practice.  FDA  specifically 
sought  comments  on  the 
appropriateness  of  the  proposed  value 
and  also  requested  justification  for  any 
suggested  lower  number. 

Several  comments  were  received  on 
the  Brix  value  of  carrot  juice  that 


claimed  that  the  proposed  Brix  level  of 
11.0°  was  too  hi{pi.  One  comment 
provided  31  average  Brix  values  (one 
average  for  each  date  of  measurement) 
for  the  carrot  juice  produced  during  the 
period  January  31, 1991,  through  June 
12, 1991.  The  overall  average  Brix  level 
from  these  data  is  7.0°  with  a  range  of 
5.4°  to  8.0°. 

Later,  a  trade  association  provided 
additional  information  concerning 
average  Brix  levels  for  carrot  juice  in  a 
memorandum,  dated  January  22, 1992. 
This  information  consisted  of  the 
following:  (1)  An  average  Brix  value  of 
8.6°,  with  a  Brix  value  range  from  7.0° 
to  9.3°  and  a  standard  deviation  of  0.5°. 
based  on  72  measurements,  for  the 
period  of  January  1. 1990,  through 
December  12, 1990;  and  (2)  an  average 
Brix  value  of  8.1°  with  a  Brix  value 
range  from  6.9°  to  9.8°  and  a  standard 
deviation  of  0.5°,  based  on  39 
measurements  during  the  period  of 
January  1, 1991,  through  July  31, 1991. 
No  specific  value  was  suggested  for  a 
minimum  Brix  for  carrot  juice  in  this 
comment. 

A  comment  from  a  manufacturer  of 
concentrated  carrot  juice  recommended 
a  Brix  value  of  8.0°  for  the  reconstituted 
carrot  juice.  The  comment  provided 
information  on  daily  average  Brix  value 
levels  of  freshly  expressed  carrot  juice 
(each  day's  volume  was  between  30  to 
50  tons)  showing  that:  (1)  The  daily  Brix 
average  values  (n  =  31)  ranged  from  5.4° 
to  8.0°  with  an  overall  average  of  7.0° 
during  the  period  of  January  31, 1991. 
through  June  12, 1991,  and  (2)  the 
average  daily  values  (n  =  20)  ranged 
from  6.9°  to  8.3°  with  an  average  of  7.6° 
during  the  period  of  October  1, 1991, 
through  January  21, 1992.  The  comment 
stated  that  the  firm  has  processed  in 
excess  of  3,000  tons  of  carrots  for  juice 
and  concluded  that  the  values 
submitted  are  indicative  of  the  true  Brix 
value  of  single-strength  carrot  juice. 

Only  two  comments  provided  data  on 
the  Brix  of  carrot  juice.  The  average  Brix 
values  from  both  sources  and  the 
industry  recommended  Brix  are 
considerably  lower  than  the  proposed 
Brix  of  11.0°.  The  Brix  averages  of  the 
four  data  sets  received  are  7.0°,  8.6°, 
8.1°,  and  7.6°.  with  an  overall  average 
Brix  value  of  7.8°.  The  proposed  Brix 
value  of  11.0°  was  based  on  data  from 
USDA  Handbook  8-11,  which  lists 
11.12  percent  of  total  solids  in  canned 
carrot  juice,  of  which  9.9  percent  is  total 
carbohydrate  (Ref.  6).  Because  the  Brix 
measures  soluble  solids  content,  and  not 
all  of  the  total  solids  or  total 
carbohydrate  content  of  carrot  juice  is 
expected  to  be  soluble  (e.g.,  insoluble 
cellulose  or  fiber),  the  use  of  these 
values  as  the  Brix  value  would  result  in 
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a  figure  that  is  higher  than  would  resuh 
from  measurement  of  the  Brix  by 
refractometer.  Therefore,  based  on  this 
infonnation,  FDA  is  adopting  the  value 
of  8.0°  in  new  §  101.30(hMl).  The  Brix 
value  of  8.0'*,  set  out  inthe  regulation 
below,  was  recomnranded  by  the 
manufacturer  of  carrot  juice  and  is  very 
close  to  the  calculated  overall  average 
Brix  in  the  data  supplied  1o  the  agency 
in  the  comments. 

iv.  Celery  juice. 

FDA  proposed  to  establish  a 
mininnun  Brix  value  of  4.5'*  for  celery 
juioe  based  on  the  NfPA  Brix  value 
submitted  in  December  1989. 
Subsequently,  in  1990,  NJPA  submitted 
a  lower  Brix  value  of  3.6"  for  celery 
juioe,  based  on  data  from  NFPA.  NJPA 
did  not  provide  justification  as  to  why 
this  value  was  raore  appropriate  than 
the  eariier  submission.  As  in  the  case 
with  carrots,  FDA  published  the  higher 
Brix  value  oif  4.S°  because  it  was  based 
on  Government  data  rather  than  solely 
on  industry  practice. 

Two  comments  received  in  r^ponse 
to  the  July  2, 1991.  proposal  claimed 
that  the  proposed  Brix  value  level  of 
4.5'  for  celery  juice,  based  on  N^A's 
December  1989  submission  to  the 
agency,  was  too  high,  but  these 
comments  did  not  provide  any  data  in 
support  of  the  claim.  One  of  these 
comments,  from  a  trade  association, 
stated  that  members  had  expressed 
concern  over  the  proposed  minimum 
level  of  4^**.  and  that  it  is  soliciting  data 
on  levels  for  celery  juice.  However,  no 
data  were  received  on  the  Brix  of  celery 
juice  from  the  trade  association  during 
the  comment  period. 

A  comment  hom  a  food  processor 
recommended  a  Brix  value  of  3.0°  for 
reconstituted  celery  juice.  The  comment 
stated  that  daily  average  Brix  levels  of 
freshly  expressed  celery  juice,  during 
the  period  of  April  9. 1991.  through  May 
10,  1991,  ranged  from  2.95  to  3.4° 
(n=10),  with  an  overall  Brix  value 
average  of  3.1°;  and  for  December  23, 
1991,  the  1-day  average  Brix  value  was 
2.64°.  The  mean  of  the  11  average  Brix 
values  is  3.09". 

NJPA  suggested  Brix  value  of  4.5°  for 
celery  juice  was  based  on  information 
from  USDA  Handbook  8-11,  which 
reflects  the  total  soUds  conterU  of  celery, 
and  thus  may  be  too  high.  The  data  on 
the  Brix  of  celery  juice  bom  the  food 
processtw  and  NJPA's  May  1990 
submission  also  suggest  that  proposed 
minimum  Brix  value  of  4.5°  is  too  high. 
USDA  Handbook  8-11  lists  the  tcrtal 
carbohydrate  content  of  celery  as  3.63  g/ 
100  g  (per  edible  portion),  of  which  0.80 
g  is  crude  fiber  (f^.  6).  Thus,  the 
soluble  carbohydrates  (sugars)  coirient 
would  oonprise  approxiaitately  2.83 


percent  by  weight.  FDA  recognizes  that 
the  other  constituents  may  affect  the 
Brix  determination  by  refractometer, 
and  that  the  use  of  the  soluble  solids, 
determined  by  difference,  from 
Handbook  8-11  can  only  serve  as  a 
rough  approximation.  However,  in  view 
of  this  calculation  and  the  data  supplied 
by  the  food  processor,  both  values 
supplied  by  NJPA  appear  to  be  too  high 
for  celery  juice.  Because  neither  NFPA 
or  NJPA  provided  a  basis  for  the  Brix 
value  of  3.6°  for  celery  juioe.  FDA 
concludes  that  for  the  purpose  of 
labeling  the  content  of  celery  juice  fit}m 
concentrate  that  a  more  appropriate  Brix 
value  is  3.1°,  based  on  the  mean  of  the 
data  submitted  by  the  food  processor. 
Therefore,  FDA  is  revising  new 
§  101.30(h)(1).  accordingly. 

V.  Cherry  juices. 

FDA  proposed  a  single  Brix  value  of 
14.0°  for  juice  from  both  sour  cherry  and 
sweet  cherry  varieties,  based  on  the  data 
submitted  by  NJPA. 

A  comment  from  a  firm  that  processes 
juice  beverages  stated  that  it  has 
encountered  large  variations  in  Brix 
between  the  varieties  of  sweet  cherries 
and  sour  cherries,  and  that  the  single-  • 
strength  Brix  values  should  reflect  these 
differences.  The  comment  maintained 
that  the  proposed  Brix  value  of  14.0"  is 
a  compromise  that  does  not  reflect  the 
actual  situation  for  either  cherry 
classification.  In  support  of  this 
contention,  the  comment  included 
summary  data  from  its  U.S.  supplier  for 
dark  sweet  cherries  and  for  red  sour 
cherries  obtained  from  the  Pacific 
northwest. 

Data  from  the  supplier  for  the  dark 
sweet  cherries,  collected  during  the 
years  1982  to  1990,  showed  a  mean  Brix 
value  of  20.0°,  a  median  of  19.9°,  with 
a  standard  deviation  of  3.0°  (n=120)  and 
a  Brix  value  range  from  14.0°  to  30.0°. 
Using  these  data,  the  comment 
suggested  that  the  minimum  Brix  value 
for  dark  sweet  cherries  be  set  at  one 
standard  deviation  below  the  mean  Brix 
value  or  17.0°. 

With  respect  to  the  red  sour  cherries, 
the  comment  supplied  data  for  the  years 
1983  to  1990  that  showed  a  mean  Brix 
.jvalue  of  15.8,  a  median  of  14.0°,  with  a 
standard  deviation  of  3.4*  (n=23)  and  a 
range  from  11.2°  to  22.9°.  Using  these 
data,  the  comment  suggested  that  the 
minimum  Brix  value  for  sour  cherries  be 
set  at  one  standard  deviation  below  the 
mean  Brix  value  or  12.4°.  The  comment 
also  suprplied  data  for  five  other  mean 
Brix  values  or  ranges  for  red  sour 
cherries.  These  Brix  values  were  for 
products  obtained  from  Germany, 
Austria,  and  the  United  States,  and 
ranged  froni  a  low  Brix  vahie  of  10.0*  to 
a  high  Brix  value  of  13.0*.  This 


comment  also  pointed  out  that  the 
German  RSK  Brix  values  (Ref.  7)  for 
sour  cherry  juice  are  as  follows:  14.71* 
mean  Brix  value,  12.36°  mininuim  Brix 
value,  and  a  Brix  value  raoge  of  12.36° 
to  19^0°. 

The  comment  also  noted  that  food 
processors  generally  do  not  find  that 
sweet  cherry  and  sour  chrary  varieties 
are  interchangeable  in  their  beverage 
products. 

FDA  concurs  with  the  comment  that 
it  should  establish  specific  Brix  values 
for  sweet  cherry  and  for  sour  cherry 
varieties  because  of  the  differences 
between  the  two  types  of  cherries. 
Sweet  cherries  are  higher  in  sugar  and 
lower  in  acid  than  sour  cherries. 
Accordingly,  FDA  has  amertded  new 
§  10130(h)(1)  to  reflect  the  differences, 
based  in  part  of  the  data  supplied  by  the 
comment. 

In  making  this  determination.  FDA 
compared  the  suggested  Brix  value  of 
12.4°  for  sour  cherries  to  data  collected 
by  FDA  in  1962  (Ref.  11)  for  red  sour 
pitted  cherries  that  show  a  mean  Brix 
value  of  14.3°  ln=15.  std.  dev.  =  0.96° 
and  range  =  12.7°  to  16.0°).  FDA 
believes  that  the  suggested  Brix  value  of 
12.4°  may  be  too  low  in  view  of  the  FDA 
data,  the  median  value  of  14.0°  dted  by 
the  comments  and  the  RSK  mean  value. 
14.71°.  In  keeping  with  estaUishing  Brix 
values  close  to  the  mean  Brix  value,  but 
in  the  lower  portion  of  the  Brix  range, 
FDA  believes  that  a  more  apfuopriate 
Brix  value  for  sour  cherries  is  14.0°.  as 
proposed.  This  value  is  slightly  lower 
than  the  RSK  mean  value,  the  mean 
from  the  FDA  data,  and  the  mean  value 
submitted  by  the  commenL  It  is  also 
consistent  with  the  median  value  for 
sour  cherries  submitted  in  the  comment. 
Therefore.  FDA  is  retaining  the 
proposed  Brix  value  of  14.0°  for  sour 
cherries  in  new  §  101.30(h)(1). 

In  the  case  of  sweet  cherries,  FDA 
compared  the  suggested  Brix  value  for 
dark  sweet  cherries  of  17.0°  (mean=20°. 
median=19.9°,  std.  dev .=3°)  to  data 
collected  by  FDA  in  1962  on  authentic 
sweet  cherries  {Ref.  11)  that  show  a  Brix 
range  of  18.0°  to  21.9°  for  sweet  cherries 
(n=3).  Because  the  mean  values  from  the 
comment  and  the  FDA  data,  as  well  as 
the  median  value  supplied  by  the 
comment,  cluster  around  20.0°,  the 
agency  believes  that  the  Brix  value  of 
20°  is  more  representative  of  the  Brix 
value  of  sweet  cherries  than  is  the  value 
of  17.0°  suggested  by  the  comment  or 
the  value  of  14.0°  for  all  types  of 
cherries  proposed  by  FDA.  Therefore, 
FDA  is  modifying  §  101.30(hMl)  to 
include  a  Brix  value  of  20.0°  for  sweet 
cherries. 

FDA  notes  that  the  new  Brix  values 
are  inconsistent  with  the  single 
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requirement  established  for  cherries  in 
the  standard  of  identity  for  fruit  jelly.    _ 
i.e..  14.3°.  the  reciprocal  of  the  factor,  7. 
in  §  150.140(b)(1)  (21  CFR 
l.'i0.140(b)(l)).  The  information  that 
FDA  has  received  suggests  that  there 
may  be  a  need  to  revise  the  standard  of 
identity  for  fruit  jelly  to  reflect  the 
separate  values  for  the  two  classes  of 
cherries,  sour  cherries  and  sweet 
cherries.  In  consideration  of  amending 
the  standard  of  identity  for  fruit  jelly, 
FDA  requests  information  as  whether 
substantial  amounts  of  sweet  cherries 
are  being  used  in  the  manufacture  of 
fruit  jelly,  and  whether  it  should 
incorporate  a  specific  value  for  sweet 
cherries  in  the  standard. 

vi.  Coconut  juice. 

In  the  July  2.  1991,  proposal,  FDA 
stated  that  it  has  no  data  to  support  a 
specific  Brix  level  for  juice  from 
coconut  and  requested  comments  on, 
and  data  for,  an  appropriate  Brix  level. 
The  agency  also  noted  that  there  are  two 
portions  of  the  coconut  that  can 
conceivably  be  used  to  produce  a  juice, 
i.e.,  the  coconut  water  (liquid  from 
coconut)  and  the  coconut  meat.  FDA 
asked  for  information  on  the  feasibility 
of  using  both  portions  of  the  coconut  to 
produce  juice  and  comments  on 
whether  there  should  be  one  or  two  Brix 
value  levels  for  coconut. 

According  to  one  comment,  there  are 
no  data  to  support  a  specific  Brix  value 
level  for  juice  from  coconut.  The 
comment  also  noted  that  the  method 
used  for  determining  the  Brix  value  of 
other  juices  may  be  inappropriate  for 
use  with  coconut  juice  because  of 
coconut  juice's  fat  and  oil  content  and 
their  effects  on  refractometer  readings. 
The  comment  stated  that  when  data 
become  available  that  might  be  useful  to 
FDA  in  establishing  a  Brix  or  other 
value  for  determining  what  constitutes 
100  percent  coconut  juice,  it  will  submit 
such  data. 

In  the  absence  of  data  on  the  soluble 
solids  content  of  single-strength  coconut 
juice,  FDA  is  not  establishing  a 
minimum  value  for  the  food.  Diluted  or 
blended  b«verages  made  with  coconut 
juice  should  be  labeled  with  the 
percentage  of  coconut  juice  based  on  the 
content  of  the  full-.strength  juice  used.  If 
made  from  coconut  juire  concentrate, 
the  c!'     "^n  should  be  based  on  the 
compos.      .;  of  the  juice  used  in  making 
iheconcenLale. 

vii.  Crape  juice. 

NJPA  submitted  a  Brix  value  of  16°  for 
grape  juice  in  December  1989,  based  on 
information  obtained  from  the  Concord 
Crape  Association.  Subsequently,  in 
May  of  1990.  NJPA  suggested  a  lower 
Brix  value  of  13°  based  on  the  USDA 
File  code  147-A-2  (March  1988).  FDA 


proposed  the  higher  Brix  value  of  16° 
for  grape  juice  and  solicited  comments 
on  the  appropriate  Brix  level. 

A  comment  from  NJPA  supported  the 
proposed  Brix  value  of  16.0°  for  grape 
juice.  The  comment  stated  that  the 
higher  Brix  level  for  single-strength 
grape  juice,  recommended  in  its  May 
1990  comments,  was  based  on 
comments  it  received  from  NFPA  and 
the  Concord  Grape  Association.  NJPA 
stated  that  this  level  is  the  appropriate 
level. 

A  comment  from  a  distributor  and 
processor  of  juice  products  stated  that  in 
this  country,  no  one  in  the  industry  is 
using  a  Brix  level  of  16.0°  for  grape 
juice,  as  set  out  in  proposed 
§  101.30(j)(l),  and  urged  that  the  final 
rule  establish  a  minimum  Brix  level  of 
13.0°  for  single-strength  grape  juice. 
Citing  two  Federal  regulations,  the 
comment  argued  that  FDA  already 
recognizes  14.3°  as  the  appropriate  Brix 
value  for  grape  juice  in  the  standard  of 
identity  for  fruit  jelly  in  §  150.140,  and 
that  USDA  uses  a  Brix  value  of  13°  in 
the  USDA  standards  for  grades  for 
frozen  concentrated  sweetened  grape 
juice  in  7  CFR  52.2460(b)(1)  which,  the 
comment  maintained,  is  closer  to 
reality. 

FDA  disagrees  with  this  comment. 
The  comment  from  the  juice  distributor 
cited  the  value  for  grape  juice  in  USDA 
grade  standard  for  frozen  concentrated 
"sweetened"  grape  juice  (7  CFR  52.2451 
through  52.2464).  FDA  does  not 
consider  this  Brix  value  to  be  applicable 
in  defining  the  appropriate  Brix  for  100 
percent  grape  juice.  The  USDA  standard 
in  7  CFR  52.2452(a)  states  that  not  less 
than  50  percent  of  the  total  soluble 
solids  of  the  finished  concentrate  shall 
be  derived  from  Concord  type  grapes  of 
the  Labrusca  species.  In  7  CFR  52.2453, 
USDA  requires  a  minimum  Brix  value  of 
the  finished  concentrate  including 
added  sweetening  ingredients  to  be 
24.8°  when  the  concentrate  is  made  to 
be  diluted  1  to  1  before  consumption. 
The  standard  further  states  that  in 
grading  the  prepared  "grape  juice 
beverage"  from  frozen  concentrated 
sweetened  grape  juice,  the  Brix  value  of 
the  beverage  is  not  less  than  13.0°.  This 
"beverage"  is  the  sweetened  diluted 
grape  juice  product  and  thus  is  not 
relevant  in  determining  the  Brix  of 
unsweetened,  undiluted  grape  juice. 

FDA  notes,  however,  that  the  current 
USDA  standards  for  grades  for  canned 
grape  juice,  in  7  CFR  52.1341-52.1351, 
list  Brix  values  for  two  types  of 
"unsweetened  grape  juice."  Type  I  juice 
is  from  the  Concord  type  grapes  of  the 
Labrusca  species  (slip  skin  varieties), 
and  type  II  juice  is  from  any  type  of 
grape  other  than  the  Concord  type.  The 


standard  requires  a  minimum  Brix  value 
of  15.0°  for  both  types  of  Grade  A 
unsweetened  grape  juice  and  a 
minimum  Brix  value  of  14.0°  for  both 
types  of  U.S.  Grade  B  unsweetened 
grape  juice.  When-the  canned  grape 
juice  is  sweetened,  the  minimum  Brix 
value  for  each  grade  is  increased  by  2° 
to  17.0  and  16.0°,  respectively  (7  CFR 
52.1350(a)  and  (b)). 

The  agency  recognizes  that  much  of 
the  grape  juice  in  the  marketplace  may 
have  been  sweetened  or  diluted  because 
the  strong  and  somewhat  astringent 
flavor  of  freshly  expressed  grape  juice 
may  not  appeal  to  some  individuals. 
However,  consumers  have  a  right  to 
know  v;hen  the  juice  has  been 
sweetened  or  diluted.  Thus,  FDA  must 
establish  a  minimum  Brix  for  the 
unsweetened  full-strength  grape  juice  to 
serve  as  the  basis  for  the  percent  juice 
declaration  on  diluted  juice  beverages 
and  reconstituted  grape  juice  products. 

FDA  notes  that  tne  proposed  Brix 
value  of  16.0°,  in  accordance  with  the 
NJPA  submission,  was  based  on 
information  from  the  Concord  Grape 
Association.  This  value  is  also 
supported  by  information  in  the 
literature.  Data  reported  by  C.S. 
Pederson  on  grape  juice  support  that  the 
Brix  value  of  the  juice  is  around  16°  for 
Vitis  labrusca  (Concord  grapes)  (Ref. 
10).  Average  soluble  solids  levels  for 
Concord  grapes  were  15.1, 16.4,  and 
16.7  for  three  regions  in  New  York  State 
in  a  1949  publication  by  Robinson,  et 
al.,  cited  by  Pederson  (Ref  10).  The 
ranges  for  these  three  average  Brix 
values  were  12.9°  to  17.8°,  13.1°  to 
19.5°,  and  22.7°  to  20.0°,  respectively. 
Pederson  also  stated  that  nearly  all 
grape  juice  prepared  in  the  United 
States  is  from  Concord  grapes.  The 
German  RSK  minimum  Brix  value  for 
grape  juice  is  15.88°,  ba-sed  on  a  range 
of  15.88°  to  19.30°  and  a  mean  of  17.03° 
(Ref.  7). 

Based  on  these  observations,  FDA 
concludes  that  the  minimum  Brix  value 
for  grape  juice  should  be  at  least  16.0°. 
Therefore,  FDA  is  retaining  the 
proposed  Brix  value  of  16.0°  for  grape 
juice  in  new  §  101.30(h)(1). 

According  to  one  comment, 
approximately  20  million  gallons  of  68 
degree  Brix  grape  juice  concentrate 
(worth  $130  million)  is  used  annually  in 
juice  blends.  The  comment  stated  that 
because  much  of  the  juice  is  used  at  the 
13°  to  14°  Brix  level,  an  increase  in  the 
Brix  level  to  16.0°  for  purposes  of  juice 
percentage  declaration,  would  have 
devastating  economic  effects.  At  an 
average  cost  of  $6.50  per  gallon,  the 
comment  claimed,  this  would  represent 
a  loss  of  $32.5  million  which  when 
passed  on  to  consumers  would  become 
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much  larger.  The  comment  further 
stated  that  calorie  conscious  consumers 
will  shy  away  firom  higher  Brix  juices  in 
favor  of  others  with  lower  Brix  levels. 
Thus,  a  Brix  value  of  16.0°  could  also 
result  in  substantial  losses  in  market 
volume  that  would  be  impossible  to 
calculate. 

FDA  does  not  agree  with  the  cost 
analysis  in  the  comment.  If  the 
minimum  Brix  value  is  set  at  a  higher 
level  than  food  processors  are  currently 
using,  food  processors  can  still  maintain 
the  same  diluted  juice  blend 
formulations.  They  simply  will  have  to 
label  the  percentage  of  juice  in  the 
beverage  appropriately. 

viii.Grapehuit  juice. 

FDA  proposed  to  adopt  a  minimum 
Brix  value  of  10.0"  for  grapefruit  juice. 
This  value  was  submitted  by  NJPA  in 
December  1989  and  is  the  same  as  that 
established  in  the  standard  of  identity  in 
§  146.132  (21  CFR  146.132)  for 
grapefruit  juice  made  from  concentrated 
grapefruit  juice  exclusive  of  any  added 
sweeteners. 

A  comment  from  a  foreign 
government  expressed  support  for  a 
minimum  Brix  value  of  9.0°  for  fresh  or 
reconstituted  grapehiiit  juice.  The 
comment  stated  that  this  value  would  be 
consistent  with  the  USDA  standards  for 
grades  for  unsweetened  U.S.  Grade  A 
and  U.S.  Grade  B  grapefruit  juice  (7  CFR 
52.1228.  Table  I). 

FDA  notes  that  the  Brix  value  of  9.0° 
for  firesh  single-strength  grapefruit  juice 
is  not  applicable  to  "grapefruit  juice 
from  concentrate"  (i.e.,  reconstituted 
grapefruit  juice)  in  the  United  States  or 
for  use  in  calculating  the  percentage  of 
juice  contained  in  a  juice  blend  in 
accordance  with  new  §  101.30(h)(1).  The 
standard  of  identity  for  grapefruit  juice 
in  §  146.132,  as  noted  above,  and  the 
USDA  standards  for  grades  for 
grapefruit  juice  in  7  CFR  52.1228  (Table 
II,  U.S.  Grade  A  and  U.S.  Grade  B),  list 
a  Brix  value  of  10.0°  for  unsweetened 
grapefruit  juice  from  concentrate.  The 
Brix  value  of  freshly  expressed 
grapefruit  juice  is  not  specifically 
designated  in  the  standard  of  identity 
nor  in  the  regulation  (new 
§  101.30(h)(1))  set  forth  below.  The  Brix 
value  for  h«shly  expressed' grapefruit 
juice  is  the  Brix  of  the  particular  lot  of 
grapefruit  juice,  before  the  addition  of 
any  water,  sweetener,  or  any  other 
additives,  as  determined  by 
refractometer  and  corrected  for  acidity 
in  accordance  with  §  146.132(a). 

FDA  is  not  revising  the  proposed  Brix 
value  of  10.0°  for  grapefruit  juice 
because  it  was  established  by  formal 
rulemaking  (47  FR  43364,  October  1, 
1982).  At  the  time  that  FDA  adopted  the 
standard,  citrus  processors  and  growers 


Indicated  that  the  preponderance  of 
grapefruit  jiiice  produced  in  the  United 
States  contains,  on  average,  10.0  percent 
soluble  solids  or  greater.  Comments  on 
the  proposed  standard  of  identity  at  that 
time  also  maintained  that  to  estaolish  a 
mmimum  soluble  solids  content  of  9.0 
percent  would  be  to  allow  dilution  of 
the  finished  product  to  a  level 
substantially  below  that  of  the  jiuce 
from  the  grapefruit  fruit  from  which  the 
concentrate  is  made.  Therefore,  FDA  is 
adopting  the  10.0**  Brix  value  as 
proposed. 

ix.  Guava  juice. 

FDA  proposed  a  minimum  Brix  value 
of  7.7°  for  guava  juice,  as  suggested  by 
NJPA.  This  value  is  consistent  with  the 
Brix  value  in  the  standards  of  identity 
for  canned  nectars  (§  146.113  and  friiit 
jelly  (21  CFR  146.140),  the  U.S.  Customs 
Service  requirements  (19  CFR  151.91), 
and  USDA  File  code  147-A-2  (March 
1988). 

One  comment  stated  that  using  a 
statistical  approach,  it  had  calculated  a 
standard  Brix  value  of  6.6°  for  guava 
juice.  The  comment  explained  that  its 
Brix  data  (mean  of  7.1°,  standard 
deviation  of  0.5,  a  minimum  of  6.0  and 
a  maximum  of  8.0°,  median  7.1°.  20  data 
points,  and  mean  minus  1  standard 
deviation  to  yield  6.6°)  came  from  a 
single  supplier  of  Hawaiian  guava  juice, 
who  forwarded  the  weighted  mean  Brix 
values  for  each  month's  production. 
Using  these  data,  the  comment 
recommended  a  Brix  value  of  6.6°  as  the 
minimum  level  for  a  single-strength 
guava  juice. 

FDA  has  been  unable  to  corroborate 
the  suggested  lower  Brix  value  for  guava 
juice  in  the  published  studies.  FDA 
notes  that  one  reference  states  that  the 
Brix  of  guava  averages  around  9°  (Ref. 
12).  Another  reference  lists  soluble 
solids  for  the  fhiit  from  selected 
Hawaiian  guava  seedlings,  which  range 
from  8.0  to  11.5°  Brix,  and  total  soluble 
solids  contents  that  range  from  7.80  to 
10.53  percent  (n=10)(  Ref.  10).  In  view 
of  the  published  data  on  the  Brix  value 
of  guava  juice,  FDA  is  adopting  the 
proposed  Brix  value  of  7.7°.  which 
reflects  FDA  and  U.S.  Customs  Service 
regulations,  as  well  as  USDA 
specifications.  FDA  recognizes  that  this 
value  is  higher  than  the  mean  and 
median  in  the  comment's  data,  but  the 
Brix  published  in  the  literature  support 
a  higher  value  than  that  suggested  by 
the  comment. 

FDA  is  open  to  submission  of 
information  on  the  appropriateness  of 
this  value  for  100  percent  guava  juice  as 
a  basis  of  a  proposal  to  amend  the 
standards  of  identity  for  fruit  butter  and 
fruit  jelly.  Any  petition  submitted  to 
amend  the  frxiit  butter  or  fruit  jelly 


standards  (§  150.110  (21  CFR  150.110)) 
and  §  150.140)  should  be  accompanied 
by  data  representative  of  the  varieties  of 
guava  used  in  the  manufacture  of  these 
products,  as  well  as  data  on  possible 
effects  of  factors  such  as  maturity, 
growing  conditions,  and  processing  on 
the  Brix  of  the  fruit. 

x.  Orange  juice. 

FDA  proposed  a  Brix  value  of  11.8° 
based  on  the  requirement  in  the 
standard  of  identity  for  orange  juice 
from  concentrate  in  §  146.145.  This 
value  is  also  consistent  with  the  Brix 
value  submitted  by  NJPA. 

A  comment  frt)m  a  foreign 
government  opposed  the  proposed  Brix 
value  of  11.8°  for  reconstituted  orange 
juice  and  suggested  a  minimum  Brix 
value  of  9.7°.  The  comment  stated  that 
its  suggested  value  would  be  consistent 
with  the  regulation  in  that  country 
which  establishes  a  minimum  Brix 
value  of  9.7°  for  orange  juice  (B. 11. 128 
Food  and  Drugs  Regulations,  Canada). 

FDA  is  not  making  the  requested 
change.  FDA  notes  that  the  Brix  value 
of  11.8°  set  forth  in  new  §  101.30(h)(1) 
for  orange  juice  is  the  same  as  that 
established  in  the  standard  of  identity 
for  orange  juice  from  concentrate  in 
§  146.145.  This  value  was  established 
after  a  public  hearing  (28  FR  10900, 
October  11. 1963),  by  formal 
rulemaking,  and  represents  a  consensus 
of  what  interested  parties  believed  to  be 
appropriate  at  the  time.  A  Brix  value  of 
11.8°  seemed  reasonable  and  practical 
because  it  was  equivalent  to  the 
approximate  soluble  solids  content  of 
reconstituted  orange  juice  made  in  the 
home  by  consumers  by  diluting  firozen 
concentrated  orange  juice.  Frozen 
concentrated  orange  juice  (§  146.146  (21 
CFR  146.146))  is  generally  made  to  42° 
Brix  and  is  diluted  before  consumption 
by  adding  3  parts  water,  such  that  the 
resulting  Brix  value  ranges  from  not  less 
than  11.8°  to  12.4°.  FDA  sees  no  reason 
for  different  values  in  the  standard  of 
identity  for  orange  juice  from 
concentrate  and  the  regulation  for 
defining  "100  percent  juice"  for  percent 
juice  labeling  purposes  in  new 
§  101.30(h)(1).  Therefore.  FDA  is  not 
revising  the  minimum  Brix  value  of 
11.8°  for  orange  juice  in  new 
§  101.30(h)(1),  as  requested  by  the 
comment. 

xi.  Passion  fruit  juice. 

NJPA  suggested  a  Brix  value  of  12.0° 
for  passion  fhiit  juice  based  on  the 
USDA  File  code  147-A-2  (March  1988). 
However,  FDA  proposed  a  minimum 
Brix  value  of  14.5°  based  on  the  Brix  of 
passion  fruit  juice  in  the  stayed  canned 
nectar  standard  of  idenilty  (§  146.113). 
FDA  noted  the  variation  in  the  two 
Federal  specifications  and  expressed  the 
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opinion  that  if  there  was  justification  for 
the  lower  suggested  value,  that  it  would 
be  .'brthcoming  in  comments  on  the  July 
2. 1991.  proposal. 

A  comment  from  NPA  stated  that  its 
original  May  1990  suggestion  of  12.0*  as 
the  minimum  Brix  value  for  passion 
fruit  juice  was  based  on  a  USDA  data 
base,  and  that  it  has  betui  unable  to 
locate  any  other  differing  data  except  for 
the  German  RSK  "guide"  value  for 
passion  fruit  juice  of  13.5*.  Noting  that 
the  FDA  proposed  Brix  value  of  14.5* 
was  based  on  the  canned  nectar 
standard  in  §  146.113.  which  has  been 
stayed  for  many  years,  the  comment 
maintained  that  industry  believes  that 
the  Brix  levels  contained  in  that 
standard  are  too  high. 

Another  comment  provided  data 
obtained  from  its  suppliers  in  1990  on 
the  soluble  solids  content  of  single- 
strength  (unconcentrated)  passion  fruit 
jiiioB  from  Ecuador  (average  Brix  value 
of  14*)  and  Peru  (Brix  value  range  of  14° 
to  16").  The  comment  recommended 
that  FDA  adopt  a  minimum  Brix  level 
of  14.0*  for  the  single-strength  (100 
percent)  passion  fruit  j-Jice. 

FDA  notes  that  the  German  RSK  Brix 
value  is  based  on  a  data  range  of  12.0° 
to  18.0*  with  a  mean  Brix  of  14.0°  and 
a  standard  value  (minimum  value)  of 
13.5°.  VVallrauch.  et  al..  (Ref.  7)  stated 
that  the  data  on  passion  fruit  juice  were 
based  on  extensive  analyses  of  all 
industrially  important  varieties  and 
provenances  (South  America.  Africa. 
Australia,  New  Zealand,  Fiji  Islands,  Sri 
L^nka.  Taiwan,  and  Hawaii).  It  furiher 
stated  with  respect  to  the  Brix  of 
passion  fruit  juice,  that  only  rarely  and 
only  for  Brazilian  juice  has  a  Brix  value 
for  passion  fruit  juice  been  found  to  be 
as  low  as  11.5*.  VVallrauch  et  al.,  aI.so 
noted  that  a  mean  Brix  value  of  14°  can 
be  used  in  the  dilution  of  concentrate  to 
singln-strength  so  as  to  maintain  all  of 
the  organoleptic  and  analytical  features 
of  pas.<;ion  fruit  juice. 

FDA  is  adopting  a  Brix  value  of  14.0° 
for  passion  fruit  juice  based  on  the 
aiial}1ical  data  provided  in  the 
comments  and  supported  by  Wailrauch. 
et  si.  This  value  also  is  the  same  as  the 
mean  FSK  Brix  value  reported  by  the 
German  fruit  industry'  (Ref.  7). 

xii.  Pt»ach  juice. 

NJPA  suggested  a  Brix  value  of  1 1.8° 
for  peach  juice  which  was  published  in 
the  proposed  §  101.30(j)(l).  This  Brix 
value  is  incorporated  in  the  standards  of 
identity  for  fruit  butters  (§  150.110  (21 
CFR  IRO.llO))  and  fruit  jelly  (§  150.140) 
on  September  5. 1940  (5  FR  3553)  and 
in  the  standard  of  identity  for  canned 
n^^'inrs  (S  146.113)  on  May  7.  1968  (33 
F-  '.H62)  which  was  stayed  because  of 
obj«n:tions  on  July  27. 1968  (33  FR 


10713).  It  was  based  on  the  analysis  of 
33  authentic  samples  during  the  period 
1924  to  1935  (Ret.  2).  Iliis  Brix  value  is 
also  used  by  the  U.S.  Customs  (19  CFR 
151.91)  and  by  USDA  in  its 
specincatioos  for  its  diluted  juice 
products  (USDA  File  code  147-A-2. 
March  1988). 

One  comment  stated  that  its  analyses 
of  peaches  over  a  S-year  period  (1986- 
1990)  showed  an  average  Brix  value  of 
10.5*.  with  a  standard  deviation  of  0.9*. 
The  average  value  was  based  on  a  total 
of  1.190  measurements.  The  comment 
recommended  adoption  of  a  Brix  value 
of  10.5°  in  the  final  rule. 

Based  on  its  review  of  the  data  in  the 
comment,  FDA  is  adopting  a  Brix  value 
of  10.5  as  the  minimum  level  for  a 
single-strength  peach  juice  because  it  is 
based  on  the  data  from  over  1.000 
samples  obtained  during  a  recent  5-year 
period.  Thus,  FDA  has  revised  new 
§  101.30(h)(1)  to  reflect  this  minimum 
Brix  value  for  peach  juice. 

FDA  is  open  to  additional  information 
on  the  appropriateness  of  this  value  for 
iOO  percent  peach  juice  as  a  basis  for  a 
proposal  to  amend  the  standards  of 
identity  for  fruit  butter  and  fruit  jelly. 
Any  petition  submitted  to  amend  the 
fruit  butter  or  fruit  jelly  standards 
(§§150.110  and  ISO  140)  should  be 
accompanied  by  data  representative  of 
the  varieties  of  peaches  used  in  the 
manufacture  of  these  products,  as  well 
as  data  on  possible  effects  of  brtors 
such  as  maturity,  growing  conditions, 
and  processing  on  the  Brix  value  of  the 
fruit. 

xiii.  Fear  juice. 

NJPA  suggested  a  Brix  value  of  11.0° 
fur  pear  juice  based  on  the  USDA  File 
code  147-A-2  (March  1988).  FDA 
believed  that  this  value  may  be  too  low 
and  proposed  a  minimum  Brix  value  of 
15.4°  based  on  the  Brix  value  of  pear 
juice  in  the  stayed  canned  nectar 
standard  of  identity  (§  146.113).  FDA 
noted  the  variation  in  the  two  Federal 
speciHcati  JUS  and  anticipated  receipt  of 
data  in  support  of  an  appropriate  Brix 
value  for  pear  juice. 

Seven  comments  stated  that  the 
proposed  Brix  value  level  of  15.4°  for 
pear  juice  is  unrealistically  high.  A 
comment  ftom  a  university  professor 
staled  that  it  is  common  commercial 
practice  to  use  a  Brix  value  of  12.0°  to 
represent  single-strength  pear  juice.  The 
comment  stated  that  the  RSK  Brix 
values,  which  are  widely  applied  as 
typical  compositional  indices  for  single- 
strength  juice,  list  a  Brix  value  range  of 
11.18°  to  13.54°  and  mean  of  12.13°  for 
pear  juice.  According  to  the  comment, 
pears  are  high  in  sugar  content,  even 
when  harvested  at  the  green  and  hard, 
but  full-sized,  stage  of  maturity.  It  noted 


that  in  one  university  study  of  changes 
in  sugars  and  acids  during  the  ripening 
of  Bartlett  pears,  the  data  showed  that 
green,  hard  pears  contain  12.0  g  of 
sugars  per  100  g  (12  percent)  which 
increases  to  a  maximum  of  13.5  percent 
and  then  decreases  to  12.4  percent  at  the 
fully  ripe  stage.  The  comment  also 
stated  that  juice  is  easier  to  express  from 
the  green,  hard  fruit,  and  that  processors 
often  prefer  to  press  at  that  stage  of 
maturity.  The  comment  reported  a  Brix 
range  of  11.7°  to  14.2*  for  pilot-plant 
processed  pear  juice  (three  varieties, 
unripe  and  ripened  fruit.  ns8).  This 
comment  did  not  recommend  a  specific 
Brix  value. 

One  comment  from  a  trade  association 
stated  that  data  from  its  members  show 
that  the  proposed  Brix  value  of  15.4*  for 
pear  juice  is  clearly  excessive  and 
recommended  that  the  agency  adopt  a 
Brix  value  of  11.5°  for  pear  juice  from 
concentrate.  According  to  the  comment, 
the  majority  of  pear  concentrate  is 
prepared  from  Bartlett  pears.  Other 
varieties  may  have  a  higher  Brix,  but 
they  are  normally  marketed  as  fresh 
pears  and  have  only  limited  use  in  the 
juice  market.  Therefore,  the  comment 
contended,  other  varieties  should  not  be 
considered  when  establishing  a 
minimum  Brix  level  for  pear  juice  from 
concentrate. 

A  comment  from  a  juice  products 
distributor  provided  data  on 
unconcentrated  pear  juice  that  it 
collected  from  worldwide  suppliers. 
The  data  included  yearly  average  Brix 
values  from  Australia  (1960),  central 
and  northern  Argentina  (1988  to  1991), 
and  the  northwestern  United  States 
(1988  to  1991).  The  overall  weighted 
average  Brix  was  12.1°  and  the  average 
Brix  values  ranged  from  a  low  of  10.5° 
to  a  high  of  13.4°.  with  a  standard 
deviation  of  0.8*.  Based  on  these  data, 
the  comment  recommended  that  FDA 
adopt  the  Brix  value  of  12.2°  as  the 
minimum  level  of  single-strength  pear 
juice. 

A  comment  from  a  fruit  and  vegetable 
processing  and  marketing  cooperative 
stated  that  for  the  past  5  years,  they 
have  tested  Brix  levels  in  pear  juice,  and 
their  results  are  much  lower  than  FDA's 
proposed  Brix  value.  The  comment 
presented  a  summary  of  the  data  of  Brix 
analyses  for  the  years  1986  through 
1990  (n  =  2,446  measurements,  mean 
Brix  =  12.0°,  and  standard  deviation  = 
0.8^).  Based  on  these  data,  the  comment 
recommended  a  Brix  value  of  12.0°  as 
the  minimum  Brix  level  of  single- 
strength  pear  juice. 

One  comment  provided  a  summary  of 
Brix  data  for  more  than  1,800 
measurements  on  pear  juice  samples. 
The  Brix  averages  for  the  last  3  years 
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were  11.7",  11.6»,  and  11.7».  The 
comment  stated  that  many  canners  have 
been  packing  pears  in  pear  juice  for 
many  years,  and  that  the  juice 
consistently  runs  between  11°  and  12" 
Brix.  No  speciflc  Brix  level  was 
suggested  for  the  final  rule. 

A  comment  from  a  firm  that  imports 
apple  and  pear  juice  stated  that  data 
obtained  from  its  research  on  pear  juice 
suppliers  in  both  the  Northern  and 
Southern  Hemisphere  showed  that 
concentrate  is  produced  frtjm  pears 
having  a  maximum  Brix  value  not 
exceeding  12.3°.  with  a  seasonal  Brix 
value  range  of  11.3°  to  12.3°.  The 
comment  recommended  adoption  of  a 
Brix  value  of  11.0°  for  reconstituted 
single-strength  pear  juice. 

One  comment  from  a  trade  association 
expressed  the  opinion  that  a  Brix  value 
of  15.4°  is  too  high  and  should  be 
lowered.  The  comment  cited  a  report 
showing  that  Brix  values  for  unripe, 
Tined  Bartlett,  Comice,  end  d'Anjou  pear 
juice  ranged  from  11.7°  to  14.1°.  and 
that  the  majority  of  pear  juice  is 
produced  from  hard  winter  pears  which 
generally  average  11.0°  Brix  (Ref.  7). 
According  to  the  comment,  although 
some  ripened  Bartlett  pears  are  juiced, 
they  would  have  to  be  extremely  ripe  to 
approach  even  15.0°  Brix,  and  in  that 
condition,  they  would  be  virtually 
impossible  to  press. 

FDA  agrees  with  the  comments  that  a 
Brix  of  15.4°  for  pear  juice  is  too  high. 
In  proposing  this  value,  which  was 
based  on  the  stayed  canned  nectar 
standard  (§  146.113),  FDA 
acknowledged  that  the  values  had  been 
challenged  and  specifically  requested 
information  on  what  values  would  be 
appropriate.  NJPA's  recommended  Brix 
value  of  11.0°  was  based  on  the  USDA 
procedure  for  inspection  of  50  percent 
juice  drinks  and  juice  drink  products 
under  the  Child  Nutrition  Labeling 
Program  (USDA  file  code  147§  A§  2). 
According  to  USDA,  this  Brix  value  was 
recognized  by  industry  as  being 
appropriate  in  1980.  As  far  as  this 
agency  can  determine,  there  is  no 
identifiable  data  base  that  supports  the 
USDA  value. 

Having  reviewed  the  data  in  the 
comments.  FDA  concludes  that  the 
proposed  Brix  of  15.4°  is  not  consistent 
with  current  commercial  practice.  The 
reported  Brix  values  in  the  comments 
ranged  from  a  low  of  10.5°  to  a  high  of 
14.1°.  Industry  recommendations  for  the 
minimum  Brix  value  range  from  a  low 
of  11.0°  from  a  trade  association  to  a 
high  of  12.2°  from  a  juice  processor, 
with  a  mean  recommended  Brix  value  of 
11.7°. 

FDA  acknowledges  that  the 
information  provided  consistently 


points  to  a  lower  Brix  value  for  pear 
juice  than  the  FDA  proposed  value  of 
15.4°.  As  stated  above,  however,  cme 
standard  deviation  below  the  mean  is 
too  low  and  is  not  in  the  best  interest 
of  the  consumer.  In  this  case,  most  of 
the  data  point  to  a  mean  Brix  value 
around  12°.  In  fact,  one  comment 
recommended  a  minimum  value  of 
12.2°.  another  12°,  and  the  university 
professor  observed  a  Brix  of  12.0°  in  his 
research.  In  addition,  the  German  RSK 
"mean"  Brix  value  is  12.13°.  Use  of  a 
mean  value  of  12.0°  would  facilitate 
processing  of  pear  juice  which, 
according  to  the  comments,  is  done 
most  efficiently  at  the  hard,  green  stage 
when  the  Brix  of  the  juice  is  lower. 
Therefore,  FDA  is  revising  the  minimum 
Brix  for  pear  juice  by  lowering  the  level 
from  15.4°  to  12.0°. 

xiv.  Pomegranate. 

In  the  July  2, 1991,  proposal,  the 
agency  solicited  comments,  as  well  as 
data,  on  any  additional  fruits  and 
vegetables  whose  Brix  values  should  be 
added  to  the  final  rule  (56  FR  30452  at 
30460).  In  response  to  this  request. 
NJPA  submitted  data  on  the  Brix  value 
of  pomegranate  juice  based  on  data  from 
one  of  its  members  and  suggested  that 
a  minimum  Brix  value  of  16.0°  be 
established  as  the  Brix  for  100  percent 
pomegranate  juice.  The  suggestion  was 
based  on  the  firm's  production  records 
for  the  1988, 1990.  and  1991  processing 
seasons.  Of  the  257  samples  taken 
during  these  seasons,  the  Brix  values  of 
samples  ranged  from  13.3°  to  18.8°,  with 
a  weighted  average  of  15.9°.  NJPA  stated 
that  the  wide  range  in  values  is  related 
to  early  season  low  Brix  fruit  versus  late 
season  high  Brix  frxiit,  varietal 
difl^erences.  and  seasonal  (climatic) 
variations. 

FDA  notes  that  the  comment 
requested  a  minimum  Brix  value  of 
16.0°  based  on  the  firm's  analyses  over 
a  3-year  period.  FDA  has  an  established 
Brix  for  pomegranate  in  the  standard  of 
identity  for  fruit  jelly  of  18.2°,  expressed 
as  the  reciprocal  by  the  designated 
factor  of  5.5  for  pomegranate 
(§  150.140(b)(1)).  This  value  was  taken 
from  data  obtained  before  1940  from 
authentic  samples  of  pomegranates. 
According  to  USDA  Handbook  8-9. 
pomegranates  contain  17.17  percent 
total  carbohydrate  and  0.20  percent  of 
fiber,  or  approximately  17.0  percent  of 
sugars  and  other  carbohydrate 
substances  (Ref.  5).  The  agency 
recognizes  that  total  carbohydrate 
content  is  only  a  rough  approximation 
of  the  soluble  solids  content,  and  that 
other  constituents  of  the  juice  may  affect 
the  refractometer  readings. 

Thus,  FDA  concludes  that  it  is 
reasonable  to  adopt  the  comment's 


suggested  lower  value  of  16.0°  for 
pomegranate  juice,  which  was  based  on 
actual  analyses,  instead  of  the  higher 
value  of  18.2°  in  the  standard  of  identity 
for  fruit  jelly.  In  addition,  the 
information  from  Handbook  8-9 
suggests  that  a  value  lower  than  18.2 
would  be  more  representative  of  the 
average  Brix  of  pomegranate  juice. 
Therefore,  FDA  is  including  the 
suggested  minimum  Brix  of  16.0  for 
pomegranate  juice  in  new  §  101.30(h)(1) 
as  set  out  below. 

XV.  Red  raspberry  juice. 

In  its  1989  submission  of  Brix  data. 
NJPA  suggested  a  Brix  value  of  9.0°  for 
100  percent  red  raspberry  juice  based  on 
current  industry  practice.  However,  in 
evaluating  the  NJPA  suggested  value  for 
red  raspberry  juice,  FDA  found  that 
single-strength  red  raspberry  juice  can 
range  between  5.6°  and  10.7°  (Ref.  3  at 
page  390).  Other  reports  show  Brix 
levels  of  8.9°,  11.3°,  and  10.8°  (Ref.  3). 
Because  these  data  (median  value  10.7") 
were  not  inconsistent  with  the  Brix 
value  set  out  in  the  standard  of  identity 
for  fruit  jelly  (the  reciprocal  of  the 
designated  factor,  9.5,  that  equates  to  a 
Brix  value  of  10.5°)  in  §  150.140,  FDA 
proposed  a  minimum  Brix  value  for  red 
raspberry  juice  from  concentrate  of 
10.5°. 

Four  comments  maintained  that  the 

ftroposed  Brix  value  of  10.5°  is  too  high 
or  red  raspberry  juice.  Two  comments, 
one  from  a  food  processor  and  one  from 
a  trade  association  provided  data  on  the 
Brix  level  for  red  raspberry  juice 
obtained  from  three  sources:  (1)  Lots  of 
Pacific  northwest  red  raspberries 
processed  by  the  firm  from  1985  to  1990 
(mean  Brix  of  10.1°;  standard  deviation 
=  1.0°;  n  =  124);  (2)  1988  European 
suppliers  (mean  Brix  of  9.7°.  standard 
deviation  =  1.8,  n  =  16);  and  (3)  1990 
European  suppliers  (mean  Brix  =  9.4°, 
standard  deviation  =  1.1°.  n  =  242).  The 
comment  from  the  food  processor  also 
included  another  compilation  of  seven 
average  Brix  values  or  Brix  ranges 
provided  by  other  juice  suppliers  from 
four  countries  (Austria — 2  suppliers: 
mean  Brix  value  of  8.5°  and  6.3°; 
Belgium — mean  Brix  of  8.8°.  with  a 
range  of  6.8  to  12.0°;  Germany — Brix 
range  of  7°  to  8°;  and  United  States— 3 
suppliers:  Brix  of  9°  to  9.5°,  8.5°,  and 
8.5°).  The  comment  also  noted  that  the 
average  RSK  mean  Brix  value  for 
raspberry  juice  is  8.7°  with  a  range  of 
5.3°  to  13.6°.  Based  on  these  data,  both 
comments  recommended  a  minimum 
Brix  value  of  8.4°  for  red  ra.spberry  juice. 

Another  comment,  from  a  university 
professor,  requested  that  the  mean  Brix 
values  for  red  raspberry  juice  obtained 
from  his  research  be  considered  in 
adopting  a  new  standard.  A  statistical 
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summary  of  the  Brix  values  resulting 
from  the  study  are  as  follows:  Mean  of 
9.95°  (n  s  41):  std.  dev.  of  1.93°:  and  a 
range  from  7.QP  to  15.0^  The  comment 
stated  that  if  data  for  the  underripe  and 
overripe  samples  are  excluded  from  the 
data  base,  the  following  summary  values 
are  obtained:  mean  of  9.50*  Brix  (n=26); 
standard  deviation  of  1.65*:  and  a  range 
from  7.0°  to  13.2*.  Although  the 
sampling  protocol  was  not  designed  for 
the  purpose  of  determining  the  "true" 
mean  Brix  value  for  single-strength  red 
raspberry  juice,  the  comment  stated  that 
these  new  data  are  relevant  to  the 
proposed  regulations  because  the  major 
commercial  varieties  from  the  Paciflc 
Northwest  and  from  Poland 
predominate  in  the  sample  set.  FaU- 
bearing  raspberries  and  several  unusual 
varieties  such  as  Golden  are  also 
included.  The  comment  concluded  that 
the  proposed  Brix  level  of  10.5°  is  too 
high  and  suggested  that  the  9.5°  to  9.95° 
Brix  values  from  the  current  research  be 
considered  in  adopting  the  new 
standard. 

One  comment  from  a  distributor  of 
100  percent  fruit  juice  blends  stated  that 
the  Brix  value  proposed  by  FDA  for  red 
raspberry  fruit  is  incorrect  and  is  not 
consistent  with  establishing  a  minimum 
acceptable  value  for  a  juice  to  be 
considered  full-strength.  The  comment 
provided  a  brief  summary  of  the  Brix 
values  collected  from  suppliers  in 
northwestern  United  States  (1990)  and 
Europe  (1991).  It  provided  two  average 
Brix  values.  10.1*  (range  9.0°  to  12°)  and 
8.5*  (no  range  provided)  for  the  United 
States  and  an  average  Brix  of  8.0°  and 
a  range  of  Brix  values,  7.0°  to  9.0°  Brix 
for  Europe,  resulting  in  an  overall 
average  Brix  value  of  9.1°  with  standard 
deviation  of  0.7*.  The  comment 
recommended  9.1°  as  the  minimum  Brix 
level  of  single-strength  (100  percent 
juice)  red  raspberry. 

FDA  has  reconsidered  its  proposed 
value  of  10.5*  Brix  for  red  raspberries 
and  agrees,  based  on  the  data  submitted 
in  the  comments,  that  this  value  should 
be  revised. 

FDA  also  notes  that  soluble  solids 
analyses  conducted  by  the  agency  in 
1964  and  1965  on  hve  types  of  authentic 
red  raspberries  resulted  in  an  average 
Brix  of  8.91*  (range  8.13*  to  10.9°  Brix: 
standard  deviation  0.68°)  (Ref.  14).  In 
deciding  to  lower  the  proposed  Brix 
value.  FDA  noted  that  most  values  cited 
in  the  comments  tend  to  cluster  between 
8.5°  and  9.7°  Brix.  Thus.  FDA  concludes 
that  the  suggested  value  of  8.4*  is  too 
low.  The  ageiM:y  believes  that  a  more 
appropriate  minimum  Brix  value  would 
be  9.2".  a  Brix  value  in  the  lower  portion 
of  the  ringe  of  suggested  values 
providtid  in  the  comments.  Accordingly. 


FDA  has  incorporated  the  value  of  9.2° 
innew§1.30{hMl). 

xvi.  Other  comments  on  specific 
values. 

29.  Several  comments  from  the  juice 
canning  industry  noted  that  FDA  did 
not  list  any  Brix  values  for  beets, 
parsley,  bell  peppers,  garlic,  and  onion. 
However,  the  comments  did  not  propose 
any  values  or  provide  any  information 
as  to  appropriate  Brix  values  for  these 
foods. 

The  July  2. 1991.  proposal  requested 
comments  on,  and  data  for,  any 
additional  fruits  and  vegetables  whose 
Brix  values  should  be  added  to  the 
regulation.  Because  the  comments 
provided  no  information  or  data,  the 
agency  is  not  placing  these  foods  in  the 
Brix  value  table.  If  a  percentage  juice 
determination  is  made  for  any  fhiit  or 
vegetable  juice  not  found  in  the  Brix 
table  in  the  regulation,  the  calculation 
for  percentage  juice  declaration  is  to  be 
made  on  the  basis  of  the  soluble  solids 
content  of  the  single-strength 
(unconcentrated)  juice  used  to  produce 
such  a  concentrated  juice. 

30.  One  comment  proposed 
calculating  the  percentage  juice  at  a  Brix 
level  equal  to  the  average  of  the  single- 
strength  (unconcentrated)  juice 
produced  from  that  fruit  in  the  United 
States. 

Because  the  comment  provided  no 
data  for  the  agency  to  review  or 
evaluate,  the  agency  cannot  evaluate  the 
comment's  suggestion.  Therefore,  the 
percentage  juice  declaration  will 
continue  to  be  determined  by  using  the 
Brix  values  in  the  table  as  revised  in  this 
final  rule. 

31.  Several  comments  stated  that  acid 
correction  of  the  Brix  value  in  the 
calculation  of  percentage  juice  should 
be  provided  for  certain  juices,  e.g., 
cranberry,  lemon,  lime,  and  raspberry  as 
is  currently  provided  in  the  standards  of 
identity  for  grapefruit  and  pineapple 
juice  (§§146.132  and  146.185  (21  CFR 
146.185)).  However,  the  comments 
stated  that  the  methodology  to  do  this 
correction  at  present  is  complex  and  not 
widely  distributed.  The  comments 
suggested  that  Government  and  industry 
work  together  under  the  auspices  of  the 
Association  of  Official  Analytical 
Chemists  (AOAC)  to  determine  the 
proper  reliable  methodology. 

NJPA  commented  that  the  Brix  values 
submitted  by  them  in  December  1989 
and  May  1990  were  based  on  the 
assumption  that  the  refractometric 
readings  of  Brix  values  were  corrected 
for  acidity  to  obtain  the  total  soluble 
solids.  They  also  stated  that  a  footnote 
should  be  added  to  the  table  of  values 
in  new§  101.30(h)(1).  stating  that  the 
Brix  value,  if  determined  by 


refractometer.  is  corrected  for  acidity  by 
the  method  set  forth  in  the  grapefruit 
juice  standard.  Another  comment  that 
supported  the  NJPA  suggested  Brix 
values  recommended  that  a  correction 
for  acid  content  be  applied  in  the  Brix 
value  determination  for  all  juices,  and 
that  this  correction  be  based  on  the 
predominant  acid  type  inherent  to  the 
individual  juice  (e.g.,  corrected  on  a 
citric  acid,  malic  acid,  or  tartaric  acid 
basis).  NJPA  suggested  that  the 
predominant  acid  type  be  identified  as 
part  of  new  §  101  30(h)(1)  to  provide  a 
clear  and  consistent  means  for  the 
determination  of  the  Brix  values  .^ 
comment  from  another  trade  association 
also  stated  that  any  method  used  lo 
calculate  the  Brix  value  level  of  the 
juice  should  provide  for  an  acidity 
correction  factor  in  determining  the 
actual  Brix  value  level. 

FDA  notes  that  the  correction  factors 
in  the  grapefruit  standard  are  specific  to 
citric  acid.  Yeatrnan,  et  al.,  developed 
two  correction  factors  based  on  percent 
of  citric  acid  to  be  added  to  the  sucrose 
values  obtained  by  the  refractometer  to 
yield  true  soluble  solids  and  true  Brix 
for  grapefruit  juice  (Ref.  8).  The  data 
used  t(»  develop  the  correction  factors 
were  based  on  data  collected  by  Stevens 
and  Baier  (Ref.  9)  for  citric  acid  content 
in  citrus  juice  products.  There  are  other 
predominant  acids  in  fruit  juices,  but 
data,  similar  to  that  for  citric  acid, 
would  have  to  be  collected  for  these 
other  fruit  acids  before  a  correction 
factor  could  be  established. 

Consequently,  the  above  suggestions 
are  not  workable  because  these 
correction  factors  are  applicable  only  to 
citric  acid. 

FDA  notes  that  NJPA's  list  of  Brix 
values  cited  references  that  predate  the 
1976  date  of  the  Yeatrnan  publication  on 
the  citric  acid  correction  factors.  In 
addition,  Brix  values  for  the  fruit  butter 
and  fruit  jelly  standards  were  proposed 
in  September  1940,  and  the  fruit  nectars 
standard  was  stayed  in  1968.  Thus.  FDA 
does  not  believe  that  all  of  the  proposed 
Brix  values  would  have  been  corrected 
for  acidity.  The  suggestion  of  a  joint 
Government  and  industry  effort  to 
determine  reliable  methodology  will  be 
considered.  Until  acid  correction  factors 
are  established  for  other  juices,  FDA 
will  use  the  Brix  values  as  speufied  in 

new§101.30(hKl). 

32.  One  comment  mentioned  that 
FDA  had  not  addressed  the  need  for 
temperature  correction  when 
determining  the  percent  soluble  solids 
by  refractometer. 

FDA  disagrees  with  this  comment. 
The  cited  method  of  analysis  (56  FR 
36452  at  30458).  pubUshed  by  AOAC. 
for  determining  the  percent  soluble 


exclusive  o: 


some  manu 
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solids  by  refractoxneter  includes  a 
temperature  correction  (AOAC  OfTicial 
Methods  of  Analysis.  15th  ed..  1990. 
sections  976.20  and  983.17). 

33.  Some  comments  stated  that  a  "100 
percent  juice"  claim  should  mean  that 
only  juice  is  present,  and  that  no 
preservatives  or  other  ingredients  have 
been  added.  On  the  other  hand,  one 
comment  stated  that  the  percentage 
juice  calculation  should  be  a  furrctionof 
total  juice  solids  in  the  Gnal  product, 
and  that  any  added  ascorbic  acid, 
natural  flavors,  and  acidulents  should 
be  treated  as  ingredients  that  do  not 
affeci  the  100  percent  juice  claim  as 
long  as  there  are  sufficient  juice  solids 
present  to  substantiate  the  juice  content 
declaration.  Another  comment  asked 
whether  the  Brix  measurement  included 
salt  added  to  vegetable  juices.  It 
requested  clarification  as  to  whether 
adding  sah  to  a  100  percent  juice  would 
prohibit  declaration  of  the  juice  as  100 
percent. 

The  juice  content  declaration  is  based 
on  the  percent  by  volume  of  single- 
strength  (100  percent)  juice  in  the 
product.  It  is  intended  to  provide 
information  on  whether  a  juice  is 
diluted  and  if  so,  by  how  much.  For 
example,  a  declaration  of  10  percent 
juice  means  one  part  juice  plus  nine 
parts  water,  50  percent  juice  means  1 
part  juice  plus  1  part  water,  and  100 
percent  juice  means  1  part  juice  and  no 
water. 

Further,  the  agency  recognizes  that 
r^jrtain  ingredients,  such  as  salt,  are 
used  to  affect  flavor,  and  that  others 
may  be  added,  for  example,  as  nutrients 
or  as  preservatives.  In  most  instances, 
these  additives,  excluding  bulky 
ingredients  such  as  carbohydrate 
sweeteners,  are  not  added  in  volumes 
si';r.ificant  enough  to  result  in  a 
diminution  of  the  juice's  soluble  solids 
{.oRtent  and  therefore  do  not  affect  the 
percent  juice  calculation.  The  juice 
|)rc)ducts  in  the  beverage  mu.st  contain 
suffipient  juice  soluble  solids  to  meet 
the  minimum  Brix  level  for  100  percent 
jcice  where  established  by  regulation, 
iiefore  the  addition  of  any  non-juice 
ingredients,  where  such  requirements 
h.iva  been  established.  For  example, 
under  the  standard  of  identity  for 
grapefruit  juice,  when  the  juice  product 
is  mode  Arom  concentrate,  and  liquid 
sweeteners  are  added,  the  Brix  value  of 
the  juice  must  comply  with  the  required 
Brix  of  10°  (and  corrected  for  acidity) 
exclusive  of  any  added  sweetener. 

The  agency  believes  that  limiting  the 
100  percent  juice  declaration  to  juice 
beverages  that  contain  no  additives, 
such  as  vitamin  C  would  discourage 
some  manufacturers  from  producing 


I 


beverages  that  contain  such  useful 
added  ingredients. 

However,  FDA  agrees  that  it  is 
necessary  to  clarify  the  issue  of  a  100 
percent  juice  declaration  on  a  product 
tl)at  includesnon-juice  ingredients 
because  it  may  be  interpreted  by  some 
to  mean  the  beverage  contains  juice  and 
no  other  ingredients.  The  agency  has 
advised  repeatedly  for  a  number  of  years 
that  an  unqualified  100  percent  juice 
declaration  on  the  principal  display 
panel  is  misleading  when  the  juice  also 
contains  non-juice  ingredients  (Ref.  16). 
The  agency  believes  that  the  industry  is 
already  in  substantial  compliance  with 
this  policy.  Particularly  for  a  beverage 
made  from  only  one  fruit  or  vegetable 
juice,  the  "100%  juice"  declaration 
introduces  a  precision  to  the  description 
of  the  product  that  can  result  in  the 
consumer  concluding  that  the  juice  is 
the  only  ingredient.  Because  an 
ingredient  statement  is  required  only  if 
a  product  contains  two  or  more 
ingredients  the  consumer  would  not 
likely  look  for  an  ingredient  statement 
under  these  circumstances.  A  100 
percent  juice  declaration  appearing  on 
the  information  panel  is  not  likely  to 
similarly  mislead  the  consumer  because 
it  is  in  reasonable  proximity  to  the 
ingredient  statement,  so  that  it  will  be 
read  by  the  ordinary  consumer  in 
conjunction  with  that  statement  under 
normal  conditions  of  purchase. 
Similarly,  if  there  is  no  information 
panel,  and  the  principal  display  panel 
bears  an  ingredient  statement,  a  100 
percent  juice  declaration  would  not 
likely  be  misleading.  In  addition,  the 
agency  recognizes  that  some  of  these 
products  declare  the  presence  of  the 
non-juice  ingredients  as  part  of  the 
statement  of  identity  (e.g..  "prune  juice 
with  added  vitamin  C"). 

Accordingly.  FDA  is  requiring  in 
§  101.30(b)(3)  that  for  those  products 
that  do  not  declare  the  presence  of  the 
non-juice  ingredient  in  the  statement  of 
identity,  when  a  "100%  juice" 
declaration  appears  on  a  panel  of  a  juice 
beverage  that  does  not  also  bear  the 
ingredient  statement,  and  the  product 
contains  a  non-juice  ingredfent,  the  100 
percent  juice  declaration  shall  be 
accompanied  by  the  qualifying  phrase 

"with  added ."  the  blank 

filled  in  with  the  generic  term 
"ingredient"  or  a  term  such  as 
"preservative"  or  "sweetener."  For 
example,  a  beverage  blend  containing 
100  percent  juice  with  an  added 
sweetener  in  any  or  all  the  juices  would 
bear  the  phrase  "100%  juice  with  added 
sweetener"  when  the  declaration 
appears  on  a  panel  that  does  not  also 
bear  the  ingredient  statement. 


Therefore,  the  agency  is  not  granting 
the  comments'  request  but  is  permitting 
a  qualified  100  percent  juice  declaration 
on  the  principal  display  panel  of  100 
percent  juice  beverages  that  contain 
non-juice  ingredients  that  do  not 
significantly  aiTect  product  volume, 
such  as  preservatives,  provided  that 
these  ingredients  do  not  result  in  a 
diminution  of  the  juice  soluble  solids 
content  or  otherwise  adulterate  the 
beverage. 

The  agency  advises  that  in  this 
discussion,  it  is  not  evaluating  the 
appropriateness  of  any  of  these  low 
volume  ingredients  for  addition  to 
specific  juices.  Determinations  of 
whether  a  substance  is  suitable  as  an 
ingredient  in  a  food  are  beyond  the 
scope  of  this  rulemaking.  This 
discussion  addresses  only  the  effect  on 
the  declaration  of  100  percent  juice  of 
the  presence  of  suitable  ingredients  thai 
do  not  have  a  significant  efTect  on 
product  volume.  Further.  FDA  advises 
that  the  presence  of  such  ingredients  in 
these  beverages  may  require  specific 
label  declaration. 

2.  Juice  Not  From  Concentrate 

FDA  proposed  in  §  101.30(k). 
(redesignated  as  new  §  101.30(i))  that 
juices  expressed  directly  from  a  fruit  or 
vegetable,  i.e.,  not  concentrated  and 
reconstituted,  be  considered  to  be  100 
percent  juice  and  be  declared  as  "100 
percent  juice."  Likewise,  the  percentage 
of  expressed  juioe,  and  not  Brix  level,  is 
to  be  used  in  calculating  the  percentage 
of  juice  in  diluted  juice  beverages  made 
directly  from  expressed  juioe.  Therefore. 
FDA  proposed  in  §  101.30(1) 
(redesignated  as  new  §  101.30(j))  to 
require  that  calculations  of  the 
percentage  of  juice  in  a  juice  beverage 
made  directly  from  expressed  juice  (not 
from  concentrate)  be  based  on  the 
percentage  of  the  expressed  juice  in  the 
product  computed  on  a  volume/volume 
basis. 

34.  One  comment  stated  (hat 
expreijsed  juice  products  should  not  be 
excluded  from  the  Brix  method  of 
calculating  percentage  juice.  The 
comment  expressed  concern  that  if 
manufacturers  were  not  required  to 
meet  a  specified  Brix  level,  some  might 
dilute  high  solids  content  expressed 
juice  with  water  to  a  lower  Brix  le\e\ 
and  sell  the  product  as  full-slrengtb  (100 
percent)  juice. 

As  FDA  stated  in  the  July  2,  1991, 
propasal,  diluting  expressed  juice  to  a 
lower  Brix  level  but  still  calling  it  100 
percent  juice  would  constitute 
adulteration  and  misbranding.  Such  a 
product  would  be  misbranded  under 
section  403(a)  of  the  act  because  its 
labeling  would  be  false  and  misleading 
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in  that  it  failed  to  reveal  the  material 
fact  that  the  juice  was  diluted.  It  would 
also  be  adulterated  under  section  402(b) 
of  the  act  (21  U.S.C.  342(b))  because  it 
had  been  diluted  with  water. 

The  agency  discussed  in  the  July  2. 
1991.  proposal  that  it  was  necessary  to 
exclude  expressed  juices  from  the 
requirement  for  a  single  Brix  level 
because  such  a  provision  would  result 
in  high  solid  content  juice  being  diluted 
to  the  standard  Brix  level  (56  FR  30452 
at  30460).  FDA  stated  that  such  dilution 
was  not  acceptable,  and  that  expressed 
juice  had  to  be  declared  as  100  percent 
with  the  solids  content  of  the  juice  as 
expressed.  The  agency  believes  that  the 
adulteration  and  misbranding 
proTisions  cited  above  will  deter 
manufacturers  from  diluting  expressed 
juice  with  water.  Thus,  FDA  concludes 
that  the  concerns  expressed  in  the 
comment  are  unfounded.  Accordingly, 
as  proposed.  §  101.30(i)  and  (j)  exclude 
expressed  juice  from  the  provision  that 
percent  of  juice  is  to  be  calculated  using 
specified  Brix  levels. 

35.  Another  comment  expressed 
concern  that  allowing  expressed  juice  to 
have  a  different  Brix  value  than  juice  of 
the  same  fruit  made  from  concentrate 
could  lead  to  organoleptic  as  well  as 
nutritional  inconsistencies  in  the 
product. 

The  agency  recognizes  that 
organoleptic  as  well  as  nutritional 
inconsistencies  may  be  created  by 
requiring  that  manufacturers  of  juice 
products  that  consist  solely  of  expressed 
juice  base  their  calculation  of  the  juice 
content  of  the  product  on  the  juice  as 
expressed  rather  than  on  a  Brix  level. 
The  agency  has  concluded  that  Brix 
values  are  the  best  standardized  criteria 
for  calculating  percentage  of  juice  from 
concentrate  primarily  because  of  the 
industry  practice  of  commingling  large 
quantities  of  concentrated  fruit  juice. 
often  from  foreign  sources,  with 
differing  and  possibly  unknown  soluble 
solids  values. 

However,  because  the  actual 
percentage  of  the  source  expressed  juice 
is  known,  the  percentage  of  expressed 
juice,  and  not  Brix  level,  must  be  used 
in  calculating  the  percentage  of  juice  in 
full-strength  and  in  diluted  juice 
products  made  directly  from  expressed 
juice.  Additionally,  because  the  Brix 
levels  of  expressed  juice  from  the  same 
fruit  or  vegetable  grown  in  different 
regions  may  vary  within  a  large  range, 
e.g..  the  Brix  value  for  expressed  apple 
juice  ranges  from  9°  to  14°.  it  would  be 
economically  unfair  to  penalize 
producers  of  expressed  juice  from  fruit 
or  vegetables  grown  in  regions  that  have 
a  lower  Brix  value  by  not  allowing  them 
to  declare  100  percent  fruit  or  vegetable 


juice,  when  in  fact  the  juice  was  directly 
expressed  from  the  fruit  or  vegetable  as 
it  occurred  in  nature. 

Also.  FDA  finds  that  consumers  will 
not  be  misled  by  the  differences 
between  juices  made  from  concentrate 
and  expressed  juices.  While  consumers 
expect  juice  from  concentrate  to  be 
processed  into  a  uniform  product,  they 
understand  that  expressed  juice  may 
vary  because  of  variation  in  the  fruit. 
For  example,  e  particular  brand  of 
frozen  concentrated  orange  juice  will 
taste  a  the  same  from  purchase  to 
purchase,  but  fresh  squeezed,  home 
prepared  orange  juice  will  vary  in 
sweetness  and  taste,  depending  on  the 
maturity  and  quality  of  the  oranges  used 
to  prepare  the  juice. 

Therefore,  the  agency  is  finalizing  the 
provision  that  juices  expressed  directly 
from  fruits  or  vegetables  be  considered 
100  percent  juice. 

36.  One  comment  stated  that  the 
proposed  method  of  calculating  the 
juice  content  based  on  the  Brix  value 
was  not  applicable  to  blends  of  full- 
strength  juice  and  concentrated  juice 
because  the  total  amount  of  juice  in  the 
product  may  be  greater  than  100 
percent.  The  comment  suggested  that 
the  final  rule  be  amended  to  state  that 
the  Brix  values  are  to  be  used  for 
labeling  purposes  only  when  the 
product  is  a  single  juice  beverage  that  is 
derived  from  concentrate. 

FDA  acknowledges  that  the  total 
soluble  solids  content  exceeds  the 
minimum  level  necessary  to  declare  that 
the  juice  is  full-strength  (100  percent) 
when  concentrates  are  blended  with 
single-strength  juices.  FDA  does  not 
intend  that  these  products  be  exempt 
from  declaration  of  the  percent  of  juice. 
The  agency  recognizes  that  strongly 
flavored  juice  concentrates  may  be 
blended  with  single-strength  juices  to 
provide  flavor  and  color  in  blended 
juice  products.  As  a  result,  the  total 
level  of  juice  soluble  solids  in  the  blend 
will  be  greater  than  the  total  of  such 
juices  if  the  concentrate  were  diluted  to 
single-strength  before  its  use  in  the 
blend.  In  such  cases,  unless  the  blended 
juice  is  to  be  further  diluted  by  the 
consumer.  FDA  considers  a  declaration 
of  more  than  100  percent  juice  to  be 
misleading.  Thus,  the  juice  should  be 
labeled  as  100  percent  juice.  The  agency 
has  no  objection  to  manufacturers 
making  a  truthful  statement  on  the  label 
concerning  the  actual  level  of  juice 
soluble  solids  contained  in  the  blend 
provided  that  it  is  made  in  a  manner 
that  is  not  misleading  to  consumers. 

37.  Several  comments  requested  that 
the  fruit  component  of  nectars  not  be 
required  to  be  declared  as  percent  of 
fruit  juice.  They  stated  that  pulp  and 


puree  are  the  fruit  ingredients  in 
nectars,  not  fruit  juice.  Comments 
suggested  alternate  ftuit  content 
declarations,  such  as  "apricot  nectar — 
contains  45  percent  apricot  pulp"  or 

" percent  fruit  +  juice." 

The  comments  expressed  concern  that 
consumers  might  be  confused  by  a 
declaration,  for  example,  of  100  percent 
juice  on  a  beverage  in  which  only  two 
of  the  ingredients  are  declared  as  juice 
while  the  other  two  ingredients  are 
declared  as  fruit  puree. 

The  agency  acknowledges  that  there  is 
generally  more  fruit  or  vegetable  fiber  or 
pulp  present  in  nectars  than  in  juice, 
which  is  otherwise  processed,  clarified, 
or  filtered.  However,  the  Brix  values 
listed  in  the  July  2, 1991,  proposal  were 
calculated  to  take  into  consideration 
that  some  of  the  starting  materials  may 
be  puree  or  pulp,  e.g.,  banana,  papaya, 
or  guava.  Further,  many  comments 
expressed  support  for  the  agency's 
position  that  standardized  criteria  are 
needed  to  facilitate  consistency  in 
calculating  percentage  of  juice.  The  Brix 
concept  for  percent  juice  calculation, 
while  not  without  limitations,  is  a 
standardized  criterion  and  provides  a 
consistent  and  equitable  frame  of 
reference  for  manufacturers  in     - 
determining  percent  juice  in  beverages 
derived  from  concentrates.  The  agency 
is  unaware  of  a  comparable 
standardized  criterion  for  fruit  content 
as  opposed  to  fruit  juice  content. 
Therefore,  FDA  rejects  the  suggested 
alternative  percent  fruit  content 
declaration  or  declarations  such  as 
"contains  45  percent  apricot  pulp"  or 

" percent  fruit  +  juice"  in 

lieu  of  the  prescribed  percentage  juice 
content  declaration  based  on  Brix  for 
nectars.  However,  the  agency  does  not 
object  to  voluntary  disclosure  of  such 
fruit  component  information  provided 
that  it  is  factual.  These  comments  did 
not  provide  alternative  standardized 
criteria  for  consistently  determining 
fruit  content  in  nectars  or  purees  by 
themselves  and  in  combination  with 
other  fruit  juice  in  beverages  as  opposed 
to  fruit  juice  content  based  on  Brix 
values. 

F.  Modified  Juice 

The  agency  proposed  in  §  101.30{m) 
(redesignated  as  new  §  101.30(k))  that  if 
major  modifications  (i.e.,  changes  in  the 
color,  taste,  or  other  organoleptic 
properties)  are  made  to  a  juice  to  the 
extent  that  the  original  juice  is  not 
recognizable,  or  if  its  nutrien{  profile 
has  been  diminished,  then  the  juice  may 
not  be  included  in  the  total  juice 
percentage  declaration.  However,  in  the 
July  2. 1991.  proposal.  FDA  pointed  out  - 
that  it  is  appropriate  to  include  in  the 
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total  percentage  juice  declaration  juices 
with  minor  modincations,  such  as  add- 
reduced  orange  juice,  that  are  easily 
recognizable  to  consumers  (56  FR  30452 
at  30461). 

38.  One  comment  suggested  that  the 
industry  work  with  FDA  to  develop 
information  and  data  that  will  provide 
normal  ranges  for  the  constituents  in 
juice,  such  as  minerals,  acids,  and 
sugars.  Such  data  would  be  used  to 
determine  at  what  point  in  the  process 
modification  of  the  juice  is  beyond  the 
nontial  range  of  these  constituents. 
According  to  the  comment,  a  project  has 
been  initiated  to  develop  these 
parameters  for  apple  juice  obtained  from 
sources  throughout  the  world. 
Additional  juices  are  to  be  added  to  the 
project  in  the  future. 

FDA  is  aware  of  this  information 
development  project  and  is  providing 
guidance  as  to  the  kind  of  information 
that  would  be  useful  in  making  agency 
decisions.  The  agency  encourages 
industry  to  develop  data  bases  that 
would  be  helpful  in  establishing 
rea.sonable  guidelines  for  juices,  in 
particular,  the  levels  and  types  of 
nutrients,  ranges  for  these  levels,  and 
effects  of  processing  on  nutrient 
content.  Such  data  bases  would 
facilitate  decisions  that  promote  fairness 
to  both  consumers  and  the  industry. 

39.  Several  comments  expressed 
concern  that  the  description  of  major 
modifications  in  §  101.30(k)  would  not 
be  interpreted  appropriately.  One 
comment  stated  that  if  the  phrasing  "if 
its  nutrient  proHle  has  been 
diminished"  is  strictly  interpreted,  juice 
made  from  concentrate  would  be 
excluded  from  the  juice  content 
declaration.  The  comment  explained 
that  there  is  some  difference  in  nutrient 
content  in  any  juice  that  is  filtered  and 
concentrated.  Some  comments  stated 
that  the  language  of  §  101.30(k)  should 
be  darifiad  by  adding:  "at  the  time 
processing  is  complete"  after 
"recognizable;"  and  "to  a  level  below 
the  naturally  occurring  nutritional  range 
for  the  juice"  after  "diminished,"  so  that 
minor  modifications  of  juices  do  not 
preclude  the  juice  from  being  included 
in  the  percentage  juice  calculation  and 
declaration.  They  cited  as  examples  of 
such  minor  changes  add  adjustments 
and  removal  of  naringin  from  navel 
oranges  to  fadlitate  production  of  a 
more  uniform  product. 

The  agency  agrees  with  the  comments 
and  is  clarifying  the  provision  because 
it  was  intended  to  address  .significant 
modifications  of  organoleptic  properties 
and  significant  modifications  of 
nutritional  values.  Significant 
modifications  in  organoleptic  properties 
would  include  removal  of  the  typical 


color,  taste  or  flavor,  or  aroma  such  that 
the  juice  is  no  longer  recognizable  as  the 
typical  juice  of  the  fruit  or  vegetable.  In 
the  case  of  nutrient  content  of  modified 
juices,  significant  nutritional 
modifications  would  include  decreases 
in  the  content  of  any  essential  nutrient 
that  is  present  in  a  measurable  amount 
(excluding  fat  or  calories),  i.e.,  present 
at  a  level  of  2  percent  or  more  of  the 
Reference  Daily  Intake  (RDI)  for  any 
vitamin  or  mineral  listed  under 
§  101.9(c)(7)(iv).  However.  FDA 
recognizes  that  some  nutrient  losses  can 
be  expected  as  a  result  of  heat  treatment, 
filtration,  and  clarification  used  to  make 
the  modified  juice  product.  FDA  expects 
that  such  losses  would  be  minor,  and 
that  the  resulting  modified  juices  will 
provide  levels  of  essential  nutrients 
comparable  to  the  naturally  occurring 
nutritional  range  published  in 
recognized  data  bases,  such  as  the 
USDA  Handbooks  on  Food  Composition 
(Refs.  5  and  6),  for  the  unmodified  juice 
product. 

The  agency  is  adopting  the  suggested 
changes  to  the  regulation  with  one 
exception.  It  believes  that  the  term 
"normal  nutrient  range"  is  more 
appropriate  than  "naturally  occurring 
nutritional  range."  As  stated  in  the 
comment,  the  naturally  occurring 
nutrient  range,  i.e.,  nutrient  levels  in 
expressed  juice,  may  be  slightly 
different  from  the  range  of  nutrients 
normally  present  in  juice  that  has  been 
processed,  for  example,  filtered  and 
concentrated.  FDA  believes  these 
differences  should  be  taken  into  account 
in  determining  which  changes  in  a  juice 
constitute  major  modifications. 

Accordingly,  FDA  has  revised  new 
§  lQ1.30(k)  by  adding  the  phrase  "at  the 
time  processing  is  complete"  after 
"recognizable"  and  the  phrase  "to  a 
level  below  the  normal  nutrient  range 
for  the  juice"  after  "diminished,"  to 
spedfy  that  comparisons  of  the 
organoleptic  properties  of  the  original 
juice  and  the  modified  juice  will  be 
made  "at  the  time  processing  is 
complete"  and  to  specify  that  the 
nutritional  profile  must  not  be 
diminished  "to  a  level  below  the  normal 
nutrient  range." 

40.  Some  comments  requested 
clarification  of  how  the  percentage  juice 
content  of  dehydrated  juices  should  be 
determined.  One  requested  that 
dehydrated  fruit  and  vegetable  jjowders 
be  treated  similarly  to  fruit  and 
vegetable  juic»  concentrates,  i.e..  based 
on  the  Brix  value,  and  therefore,  the 
percent  of  juice  should  be  based  on  the 
soluble  solids  content  of  the  rehydrated 
product. 

Another  commfc.-»t  questioned  the 
status  of  dry  drink  mixes  which  are 


prepared  from  spray  dried  juices  that 
have  not  been  modified  in  any  way 
other  than  that  the  water  has  been 
largely  r^noved.  The  comment 
expressed  the  opinion  that  when  these 
products  are  properly  reconstituted, 
they  should  be  considered  to  be  a  juice. 

FDA  is  not  providing  for  the 
declaration  of  the  percent  of  juice  from 
dehydrated  fruit  or  vegetable  juices.  At 
this  time,  the  agency  does  not  have 
information  on  the  manufacture  of  such 
products  or  on  the  properties  of  the 
finished  products  with  which  to 
determine  whether  dehydration  is  a 
minor  modification  that  does  not 
significantly  change  the  juice.  The 
agency  believes  that  many  dehydrated 
juices  may  contain  ingredients  other 
than  simply  juice  solids.  Maltodextrins 
are  often  added  to  prevent  stickiness 
during  juice  drying  operations.  Fruit 
essence  or  flavors  may  be  added  to 
compensate  for  volatile  flavor 
components  lost  during  processing. 
However,  according  to  the  literature, 
processes  are  being  developed  in  which 
juices  may  be  dehydrated  without  the 
addition  of  additives  such  as 
maltodextrins  or  glucose  syrups  (Ref. 
15). 

The  agency  requests  information  on 
how  the  spedfic  dehydrated  juices  are 
made,  so  that  it  can  determine 
appropriate  means  of  labeling 
dehydrated  juice  products  in  juice 
beverages.  Until  such  time  as  FDA  can 
establish  rules  governing  the  declaration 
of  dehydrated  juices  in  juice  beverages, 
it  will  evaluate  the  labeling  of  such 
dehydrated  produds  on  a  case-by-case 
basis  to  determine  if  it  is  misleading. 
However,  FDA  advises  that  in  the 
meantime,  any  declaration  of  percent  of 
juice  made  on  a  rehydrated  juice  should 
be  based  on  the  fruit  or  vegetable  solids 
before  any  other  soluble  substances  are 
added  to  the  produd. 

41.  One  comment  stated  that  it  is 
possible  to  remove  some  or  most  of  the 
sugar  from  a  juice  and  not  otherwise 
change  the  nutrient  profile  of  the  juice. 
The  comment  stated  that,  with  an 
alternative  sweetener,  the  product  will 
have  the  color,  taste,  and  other 
organoleptic  properties  consumers 
associate  with  the  original  juice.  The 
reduced-sugars  juice  will  have  levels  of 
ascorbic  acid,  citric  acid,  and  minerals 
that  are  equivalent  to  those  of  the 
standard  juice.  The  comment 
maintained  that  an  alternate  method  to 
the  Brix  calculation  will  have  to  be  used 
in  calculating  juice  content  for  such 
products.  Thus,  the  comment  suggested 
that  the  regulation  recognize  this 
possibility  and  permit  manufadurers  to 
use  an  alternative  method  to  calculate 
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the  juice  content,  provided  they  hove 
data  to  substantiate  the  method. 

FDA  recognizes  that  current 
technology  is  such  that  sugars  or  other 
components  may  be  removed  from  juice. 
The  agency  recognizes  that  the 
reduction  of  sugars  from  a  juice  or  a 
standardized  juice,  and  the  subsequent 
sweetening  of  the  juice  with  a  sweetener 
that  provides  an  insignificant  amount  of 
calories,  results  in  a  modified  juice.  If 
the  juice  is  a  standardized  juice,  e.g.. 
orange  juice,  that  has  been  reduced  in 
sugars  so  that  it  qualifies  for  use  of  a 
nutrient  content  claim  and  complies  in 
all  other  aspects  to  new  §  130.10,  then 
the  product  is  a  food  defined  by  new 
§  130.10  and  must  be  labeled 
accordingly.  The  actual  name  of  the 
food  will  depend  on  its  nutrient 
content.  Similarly,  if  the  original  juice  is 
not  a  standardized  juice,  it  may  qualify 
to  bear  a  nutrient  content  claim  defined 
in  part  101. 

However,  as  stated  above,  when 
sugars  are  removed,  the  resulting 
product  is  a  modified  juice  and  not 
juice.  Therefore,  like  other  modified 
juices,  it  cannot  be  included  in 
calculating  the  percent  juice  in  the 
product. 

III.  Common  or  Usual  Name  Regulation 

The  1990  amendments  require  that 
the  percentage  juice  declaration  for  fruit 
or  vegetable  juice  beverages  be  on  the 
information  panel  of  the  label. 
Accordingly.  FDA  proposed  to  delete 
from  the  common  or  usual  name 
regulation  for  diluted  fruit  or  vegetable 
juice  beverages  (§  102.33)  the  provisions 
that  deal  with  percentage  juice 
declaration  as  a  part  of  the  name  of  the 
product  and  to  amend  the  regulation  to 
pertain  only  to  how  these  beverages 
should  be  named.  The  agency  also 
proposed  changes  in  the  provisions  for 
naming  diluted  juice  beverages.  The 
proposed  regulation  included  a 
requirement  that  the  name  of  a  beverage 
that  contains  juice  but  that  is  less  than 
100  percent  juice  include  a  qualifying 
term  like  "beverage,"  "cocktail."  or 
"drink."  to  indicate  that  the  product  is 
not  100  percent  juice.  In  addition,  the 
agency  requested  comment  on  whether 
the  term  "diluted"  should  be  required 
for  these  products.  Further,  the 
proposed  regulation  addressed  such 
issues  as  how  individual  juices  in  a 
multiple-juice  beverage  should  be 
declared,  and  how  modified  juices 
should  be  declared. 

42.  One  comment  requested 
clarification  of  the  applicability  of 
§  102.33.  It  noted  that  there  were 
differences  in  phrasing  in  proposed 
§  102.33(a).  (b).  and  (c)  with  respect  to 
the  products  covered.  It  said  that  in 


§  102.33(a).  FDA  addressed  diluted  juice 
beverages  by  saying.  "•  •  •  beverage 
that  contains  less  than  100  percent  and 
more  than  0  percent  fruit  or  vegetable 
juice."  On  the  other  hand,  in  §  102.33(b) 
the  product  is  described  as  a  "diluted, 
multiple-juice  beverage  or  blend  of 
single-strength  juices."  and  in 
§  102.33(c).  as  a  "multiple-juice 
beverage  or  blend  of  single-strength 
juices  *  *  *."  The  comment  stated  that 
it  was  clear  that  §  102.33(a)  applies  to 
dilute  beverages  and  does  not  apply  to 
nondilute  beverages,  but  that  it  was  not 
clear  whether  both  §  102.33(b)  and  (c) 
apply  to  dilute  and  nondilute  beverages, 
or  whether  §  102.33(c)  applies  only  to 
nondilute  beverages. 

The  agency  advises  that  the  difference 
in  phrasing  in  §  102.33(b)  and  (c)  was 
inadvertent.  Both  provisions  are 
intended  to  apply  to  both  dilute  and 
nondilute  beverages.  Accordingly. 
§  102.33(c)  has  been  revised  to  refer  to 
a  "diluted  multiple-juice  beverage  or 
blend  of  single-strength  juices." 

A.  Identity  of  Diluted  Juice  Beverages 

The  agency  proposed  in  §  102.33(a) 
that  if  a  product  contains  less  than  100 
percent  juice  and  uses  the  word  "juice" 
in  the  common  or  usual  name,  then  the 
word  "juice"  must  be  qualified  by  a 
term  that  indicates  dilution,  such  as 
"beverage,"  "cocktail,"  or  "drink." 
appropriate  to  advise  the  consumer  that 
the  product  is  less  than  100  percent 
juice.  In  addition.  FDA  requested 
comments  on  whether  the  term 
"diluted."  or  a  similar  term,  should  be 
required  as  part  of  the  common  or  usual 
name  for  juices  that  are  less  than  full- 
strength  (100  percent)  juice. 

43.  Several  comments  supported  the 
July  2, 1991,  proposal  to  qualify  the 
term  "juice"  on  products  containing  less 
than  1080  percent  juice,  and  none 
objected.  However,  the  majority  of 
comments  addressing  the  issue  objected 
to  a  requirement  for  the  term  "diluted" 
in  the  name  of  beverages  containing  less 
than  100  percent  juice.  The  comments 
stated  that  the  term  would  give 
consumers  the  impression  that  the 
product  was  "watered  down."  On  the 
other  hand,  several  comments  expressed 
the  belief  that  the  term  "diluted"  should 
be  used.  Alternatively,  these  comments 
suggested  that  if  the  term  "diluted"  is 
not  used,  a  declaration  of  the  total 
percent  of  juice  should  appear  on  the 
principal  display  panel  if  the  beverage 
is  not  100  percent  juice. 

The  comments  requesting  that  the 
term  "diluted"  be  required  did  not 
provide  information  to  demonstrate  that 
such  a  declaration  was  needed  or  would 
be  useful  to  the  consumer. 
Con.sequently,  the  agency  has  no 


grounds  on  which  to  base  such  a 
requirement  at  this  time.  Therefore,  in 
accord  with  most  of  the  relevant 
comments,  while  requiring  use  of  a  term 
that  indicates  dilution,  FDA  is  not 
requiring  that  the  term  "diluted"  be 
included  in  the  name  of  juice  products 
that  contain  less  than  100  percent  juice 
and  is  adopting  §  102.33(a)  as  proposed. 

Further,  the  agency  di-sagrees  with  the 
alternative  suggestion  to  require  total 
percent  juice  declaration  on  the 
principal  display  panel  of  the  juice 
beverage  if  it  is  not  100  percent  juice 
and  does  not  bear  the  term  "diluted." 
Percentage  juice  is  required  fo  be 
declared  on  the  information  panel,  and. 
as  discussed  in  comment  12  of  this 
document,  the  agency  does  not  have  an 
appropriate  legal  basis  for  requiring  an 
additional  percentage  juice  declaration 
on  the  principal  display  panel. 

44.  One  comment  stated  that  soft 
drinks  (sodas)  that  purport  to  contain 
real  fruit  juice  should  have  a  common 
or  usual  name  such  as  "imitation  grape 
drink."  This  comment  said  that  such  a 
name  is  applicable  when  a  product 
named  "grape  soda"  bears  vignettes  or 
words  indicating  the  presence  of  grape 
juice. 

The  agency  disagrees.  Under 
§  101.3(e).  a  food  is  an  imitation  if  it  is 
a  substitute  for.  and  resembles  another 
food,  and  is  nutritionally  inferior  to  that 
food.  However,  if  the  food  is  not 
nutritionally  inferior  to  the  food  for 
which  it  substitutes,  it  is  permitted  to  be 
labeled  descriptively  and  need  not  bear 
the  term  "imitation." 

The  requirements  for  labeling  a 
beverage  as  an  imitation  are  not  evoked 
by  use  of  vignettes  or  words  suggesting 
that  grape  juice  is  present.  These 
vignettes  or  words  would,  however, 
make  the  beverage  subject  to  the 
requirements  in  §  101.30  for  declaraiion 
of  juice  content.  The  agency  finds  that 
such  a  product  with  a  percent  of  juice 
declaration  would  be  informatively 
labeled  and  would  not  be  misleading. 
Accordingly,  FDA  is  not  requiring 
beverages  which  purport  to  contain  fruit 
juice  to  be  labeled  "imitation"  unless 
the  criteria  in  §  101.3(e)  are  met. 

B.  Identity  of  Multiple-fuice  Beverages 

FDA  proposed  to  require  in 
§  102.33(b)  that  if  a  product  is  a  diluted, 
multiple-juice  beverage  or  a  blend  of 
single-strength  juices  and  declares, 
names,  implies,  or  represents  on  the 
label,  other  than  in  the  ingredient 
statement,  one  or  more  of  the  individual 
juices  (represented  juices),  then  the 
names  of  the  represented  juices  must  be 
included  in  the  common  or  usual  name 
in  descending  order  of  predominance  by 
volume,  unless  the  con  mon  or  usual 
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name  specifically  shows  that  the  juice 
with  the  represented  flavor  is  used  as  a 
flavor  (e.g.,  raspberry-flavored  apple  and 
pear  juice  drink). 

In  the  July  2, 1991,  proposal,  the 
agency  noted  that  blends  or  mixtures  of 
several  juices,  with  one  or  two  juices 
present  in  only  minor  amounts  giving 
them  flavor,  are  difficult  to  label  (56  FR 
30452  at  30462).  Therefore.  FDA  did  not 
propose  an  exact  labeling  format  for 
such  products.  The  agency  proposed  in 
§  102.33(c)  that  if  a  diluted  multiple- 
juice  beverage  or  blend  contains  a 
represented  juice  and  one  or  more  that 
are  not  represented,  i.e.,  not  named  or 
implied  through  words  or  vignettes 
other  than  in  the  ingredient  statement, 
then  the  common  or  usual  name  for  the 
product  must  state  that  the 
nonrepresented  juices  are  present  (e.g., 
"Rasf)cranberry:  raspberry  and 
cranberry  juice  in  a  blend  of  two  other 
fruit  juices"). 

45.  Ck)mments  addressing  the  issue  of 
which  juices  should  be  declared  in  the 
common  or  usual  name  when  more  than 
one  juice  is  present  in  the  product  were 
markedly  different.  Some  comments 
asserted  that  all  juices  (represented  and 
nonrepresented)  should  be  included  in 
the  common  or  usual  name  because 
consumers  may  be  confused  when  the 
common  or  usual  name  reflects  certain 
juices  and  the  ingredient  statement 
declares  additional  juices.  One  of  these 
comments  disagreed  with  FDA's 
proposed  position  that  it  was 
appropriate  to  exclude  from  the  category 
of  represented  juices  (and  consequently 
from  the  requirement  for  declaration  in 
the  name)  those  juices  whose  presence 
in  the  product  is  disclosed  only  in  the 
ingredient  statement.  The  comment 
stated  that  the  agency  had  offered  no 
legal  justification  for  this  position.  The 
cjmment  provided  no  justification  for 
iLS  |K>sition  that  the  presumption  should 
be  that  juices  declared  only  in  the 
ingredient  list  are  "represented." 

Other  comments  stated  that  it  would 
be  unreasonably  cumbersome  for 
products  that  include  many  juices  to  list 
them  all  in  the  statement  of  identity. 
They  said  that  the  combination  of  a 
truthful,  descriptive  statement  of 
identity,  the  ingredient  list,  the 
percentage  total  juice  declaration  and, 
optionally,  a  vignette  would  provide 
enough  information  about  the  juices 
present. 

The  first  comments  are  not  . 
persuasive.  The  agency  stated  in  the 
July  2, 1991,  proposal  that  because  all 
ingredients  of  a  product  must  be 
declared  in  the  ingredient  statement,  if 
the  criteria  for  what  is  a  "represented 
juice"  included  being  listed  anywhere 
on  the  label,  all  juices  wouldbe 


considered  to  be  represented  (56  FR 
30452  at  30456).  FDA  stated  that  it  was 
more  appropriate  to  exclude  juices 
listed  only  in  the  ingredient  statement 
from  the  category  of  represented  juices, 
so  that  a  distinction  can  be  made 
b<etween  those  juices  represented  as 
being  present  in  the  product,  through 
word  or  vignette,  and  those  not  so 
represented.  The  comment  did  not 
provide  any  information  that  would 
justify  different  position. 

The  basis  for  tiie  agency's  position  is 
provided  by  the  basic  principles  for 
common  or  usual  names  in  §  102.5.  It  is 
not  necessary  to  list  all  juices  in  the 
name  of  a  beverage  to  adequately 
describe  the  product.  The  basic  nature 
of  the  product  can  be  described  in 
various  ways,  e.g.,  as  a  blend  of  five 
juices,  with  a  declaration  of  the  name  of 
the  juice  or  juices  that  provide  the 
characterizing  flavor,  as  long  as  it  is 
clear  from  the  name  that  other  juices  are 
present.  Under  sections  201(n)  and 
403(a)  of  the  act,  the  name  of  the  food 
must  not  omit  any  material  facts.  The 
names  of  all  the  juices  in  the  five-juice 
beverage  example,  however,  are  not 
necessarily  material  facts  in  this 
context.  Consequently,  FDA  concludes 
that  its  position  that  a  juice  whose 
presence  in  the  product  is  disclosed 
only  in  the  ingredient  list  of  a  beverage 
product  is  not  a  "represented"  juice  is 
appropriate  and  consistent  with  the  act. 

The  agency  also  concludes  that  it  is 
not  necessary  to  require  that  each  juice 
in  a  beverage  be  named  to  ensure  that 
the  label  is  not  be  misleading.  As 
discussed  in  the  response  to  comment 
10  of  this  document  and  in  response  to 
subsequent  comments,  there  are  several 
ways  in  which  a  multiple-juice  beverage 
can  be  appropriately  labeled.  For 
example,  for  a  product  containing  apple, 
grape,  raspberry,  and  cranberry  juice, 
the  names  "Raspberry  and  cranberry 
flavored  juice  beverage  in  a  blend  of  two 
other  juices"  or  "Raspcranberry; 
Raspberry  and  cranberry  juice  beverage, 
10  to  15  percent  cranberry  juice  and  3 
to  8  percent  raspberry  juice"  would  be 
acceptable  under  the  act. 

However,  while  FDA  is  not  requiring 
that  each  juice  in  a  beverage  be  declared 
in  the  name  of  the  product,  it 
encourages  such  declarations.  They  may 
provide  useful  information  for  the 
consumer,  provided  that  the  declaration 
does  not  misrepresent  the  contribution 
of  any  individual  juice  to  the  product. 

46.  One  comment  suggested  that  for  a 
multiple-juice  beverage,  the  principal 
display  panel  should  display  by  words, 
vignette,  or  other  means  each  juice 
ingredient  or  the  number  of  juices  in  the 
beverage.  It  stated  that  such  a 
requirement  would  remove  the  need  to 


distinguish  between  represented  and ' 
nonrepresented  juices  and  would  assure 
clarity  and  uniformity  in  labeling. 

The  agency  agrees  that  such  labeling 
would  be  informative  and  encourages 
manufacturers  to  identify  on  the 
principal  display  panel  each  juice 
ingredient  or  the  number  of  juices  in  the 
beverage.  FDA  is  not  convinced  that  it 
is  necessary  or  appropriate  to  limit  label 
declarations  for  all  multiple-juice 
beverages  to  those  described  in  this 
comment  because  there  are  other  ways 
to  adequately  name  these  beverages.  The 
agency  has  provided  in  response  to 
other  comments  in  this  document, 
examples  of  other  nonmisleading  ways 
to  name  a  multiple-juice  beverage. 
G)nsequently,  FDA  is  not  adopting  the 
requested  reauirement. 

47.  A  number  of  comments  objected 
to  the  requirement  in  proposed 
§  102.33(b)  that  each  juice  represented 
on  the  label  be  named  in  the  statement 
of  identity  in  descending  crder  of 
predominance  by  volume.  Some 
suggested  that  where  all  ju  ces  in  a 
multiple-juice  beverage  are  depicted  in 
a  vignette,  naming  all  those  juices  in  the 
common  or  usual  name  wojld  not 
provide  significant  benefit  to  the 
consumers.  They  said  that  instead, 
naming  all  such  represented  juices 
would  require  excessive  lo  )el  space.  A 
number  of  comments  statv:'  that  in 
those  instances  where  a  blei.ded  juice 
product  includes  a  juice  that  imparts  the 
predominant  flavor  but  thai  does  not 
predominate  by  volume,  ihe  declaration 
of  the  name  of  the  promiiienl  or 
characterizing  juice  flavor  should  be 
made  first,  rather  than  beiig  declared  in 
order  of  predominance  by  volume, 
because  the  consumer  needs  to  know 
the  flavor  to  be  expected  in  the  product. 

The  agency  has  evaluated  these 
comments  and  others  discussed  below 
and  is  revising  the  provisions  of  new 
§  102.33(b)  so  that  it  does  liot  require 
declaration  of  all  represenied  juices  in 
the  common  or  usual  name  of  the 
beverage.  Consistent  with  the  approach 
discussed  in  response  to  comment  10  of 
this  document,  FDA  concludes  that 
while  beverage  labels  are  clearly 
misleading  if  they  misrepresent  the 
contribution  of  one  or  more  individual 
juices  to  the  nature  of  the  product,  not 
all  multiple-juice  beverage  labels  that 
bear  representations  of  individual  juices 
misrepresent  their  contribution  to  the 
total  product.  For  example,  a  vignette 
that  depicts  all  the  fruits  or  vegetables 
in  the  product  may  not  misrepresent  the 
contribution  of  an  individual  juice  to 
the  nature  of  the  product.  Accordingly, 
the  agency  has  revised  new  §  102.33^j) 
to  clarify  that  all  represenied  juices 
need  not  be  named,  in  adciiicn,  FDA  i . 
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retaining  the  provision  that  juices  that 
are  declared  in  the  name  must  be  in 
descending  order  of  predominance  by 
vohjme  unless  the  name  specifically 
shows  that  the  juice  with  the 
represented  flavor  is  used  as  a  flavor 
(e.g..  raspberry-flavored  apple  and  pear 
juice  ddnk).  The  name  of  the 
characterizing  juice  may  therefore  be 
declared  first  althoegh  it  is  not  the  most 
predominant  jiHce.  Howevar.  as 
discussed  below,  this  provision  does  not 
relieve  the  manufadurer  of  the 
obligation  to  label  the  product  in  a 
truthful  and  nonmlsieading  manner. 
The  agency  believes  that  this  revision  of 
new  5102.33  along  with  the  others 
discusse^i  below  are  adequate  to  prevent 
misleading  labels  on  multiple-juice 
bevecaees. 

48.  S0V9Ta\  comments  supported 
proposed  Sl02.33(cl.  which  stales  that 
when  the  represented  juice  is  not  the 
only  juice  present,  the  common  or  usual 
name  of  a  muhiple-juice  beverage 
should  reflect  that  fact.  No  comments 
objected.  The  agency  is  therefore 
retaining  *is  provision.  However,  given 
other  changes  in  the  final  regulation. 
FDA  has  used  a  different  example  to 
illustrate  the  requirement,  so  that  there 
will  not  be  confusion  as  to  the 
completeness  of  the  name  provided  in 
the  example. 

49.  One  comment  noted  the 
requirement  in  %  101.22(i)  that  the  term 
"flavor"  cr  "flavored"  accompany  the 
name  of  certain  foods  containing  added 
flavors.  The  comment  requested  that 

juice  products  lat)eled  as  " 

flavor"  be  exempt  from  common  or 
usual  name  requirements  in  proposed 

§  102.33.  It  requested  clarification  with 
respect  to  naming  a  diluted  juice 
product  containing  three  juices 
(cranberry,  grape,  and  lemon)  and  a 
juice  flavor  (cranberry  flavor).  This 
comment  stated  that  §101.22(i)(l)(iii) 
requires  such  a  product  to  be  labeled  as 
"cranberry  flavor."  however  the 
proposed  regulations  in  §102.33  require 

llie  statement:  "in  a  blend  of 

other  juices."  The  comment  stated  that 
requiring  this  statement  is  not 
reasonable  because  tlie  term  'cranberry 
flavor"  adequately  informs  the 
consumer  in  accordance  with  §  101.22. 
■    and  the  percent  total  juice  and  percent 
cranberry  juice  would  be  on  the 
information  pamil. 

Tlie  agency  advises  that  an  acceptable 
description  of  the  product  described  in 
the  comment  would  be  "cranberry 
flavored  juice  in  a  blend  of  two  other 
juices."  Anothei  adequately  descriptive 
term  would  be  "cranberry  juice  in  a 
blend  of  two  other  juices,  with  added 
cnnbcrry  flavor  *  The  agency  has  not 
.specified  the  precise  wording  that  must 


be  used  as  the  name  of  such  a  beverage. 
However,  both  §§  101.22  and  102.33  are 
intended  to  ensure  that  the  label 
communicates  essential  information  to 
consumers.  These  provisions  are 
intended  to  provide  manufacturers  with 
flexibility  for  labeling  products  while 
providing  consumers  with  information 
that  they  need  to  determine  the  nature 
of  the  product.  The  agency  coirclndes 
that  both  kinds  of  latiel  information 
discussed  here  are  essential  to 
adequately  describe  the  nature  of  the 
product.  One  type  of  information 
informs  the  consumer  when  flavoring 
substances  have  been  added  to  the 
product.  The  other  type  describes  other 
aspects  of  the  basic  nature  of  the 
product.  Thus.  FDA  is  not  making  the 
reauested  revision. 

ui  addition,  the  suggestion  in  the 
comment  included  mandatory 
declaration  of  the  percent  of  cranberry 
juice  in  addition  to  percent  of  total 
juice.  As  discussed  in  comment  10  of 
this  document,  declaration  of 
percentage  of  individual  juices 
represented  on  the  label  is  not  required 
as  a  part  of  the  juice  content  declaration 
under  this  final  rule.  Therefore,  not  all 
the  label  information  discussed  in  the 
comment's  ahemative  approach  will  be 
required  on  the  product. 

50.  Some  comments  that  objected  to 
mandatory  declaration  of  the  percentage 
of  each  individual  juice  represented  on 
th»  label  of  a  muhiple-juice  beverage 
suggested  alternatives  in  the  form  of 
labeling  schemes  centered  around  the 
common  or  usual  name  of  the  product 
that  they  said  would  adequately 
describe  muhiple-juice  beverages.  The.se 
label  schemes  included  statements  of 
identity  that:  name  the  characterizing 
juice  where  needed  to  provide 
information  on  taste  or  flavor  of  the 
product;  where  appropriate,  declare  that 
the  product  was  prepared  from 
concentrate;  and  include  terminology 
like  "blended"  or  "blend  of  juices"  to 
convey  the  multiplicity  of  juice 
ingredients.  In  addition,  declaration  of 
the  presence  of  added  flavors  in 
accordance  with  §  101.22(i)  would  be 
required.  The  comments  said  that  this 
information,  together  with  the 
percentage  of  total  juice  ajid  declaration 
in  the  ingredient  list  of  all  juices  (or 
juice  concentrates)  in  descending  order 
of  predominance  by  weight,  would 
provide  the  consumer  with  sufficient 
information  to  make  a  product  selection. 

The  agency  agrees  that  the  labeling 
s<;hemes  sugge."rted  by  the  comment 
would  provide  adequately  descriptive 
labeling  for  some  products  and.  as 
discussed  in  other  comments,  is 
requiring  in  the  final  regulation  the 
dedarations  suggested.  However,  it  does 


not  agree  that  this  scheme  would  ensure 
that  all  multiple-juice  beverages  would 
bear  labels  that  are  not  misleading. 

As  discussed  above,  FDA  finds  tiial  it 
is  not  necessary  that  all  muUiple-juice 
beverages  identify  each  represented 
juice  in  the  name  of  the  product  and 
declare  tiie  percentage  of  each 
represented  juice.  The  agency  has  given 
examples  of  label  statements  that  would 
not  be  misleading.  However.  FDA  is  not 
persuaded  that  the  recoramended 
schemes  would  ensure  the  labeling  of 
multiple-juice  beverages  in  which  the 
named  juice  is  not  the  predominant 
juice  would  provide  enou^  information 
to  describe  the  product  for  the 
consumer.  FDA  agrees  with  those 
comments  that  expressed  concern  that 
consumers  are  being  misled  into 
believing  that  named  juices  are  present 
in  greater  amounts  than  is  actually  the 
case.  The  agency  is  aware  of  a  number 
of  products  currently  on  the  market  for 
which  the  suggested  labeling  would  not 
inform  the  consumer  that  the  named 
juice  is  present  iu  only  a  minor  amount. 

The  agency  notes  that  the  regulation 
on  the  general  principles  for  common 
and  usual  names  provides  in  §  102.5(b) 
(21  CFR  102.5(b))  that  when  the 
proportion  of  a  characterizing  ingredient 
in  a  food  has  a  material  bearing  on  price 
or  consumer  acceptance,  or  when  the 
label  or  labeling  or  the  appearance  of 
the  food  may  otherwise  create  an 
erroneous  impression  that  such 
ingredient  is  present  in  an  amount 
greater  than  is  actually  the  case,  the 
percentage  such  characterizing 
ingredient  shall  be  declared  as  a  part  of 
the  common  or  usual  name  of  the  food. 
This  provision  fonned  the  basis  for  the 
requirement  in  the  previous  version  of 
§  102.33  for  declaration  of  percent  of 
juice,  both  for  total  juice  and  for  each 
uidividual  juice  represented  on  the 
label. 

FDA  agrees  with  comments  that  stated 
that  declaration  of  the  percentage  of 
individual  juices  will  provide 
informative  labeling.  While  the  agency 
has  decided  not  to  require  percentage 
declaration  of  represented  individual 
juices  in  all  multiple-juice  beverages,  it 
concludes  that  for  multiple-juice 
beverages  that  name  one  or  more  but  not 
all  of  the  juices  present  other  than  in  the 
ingredient  list,  there  is  great  potential 
for  the  label  to  misrepresent  the 
contribution  of  the  named  juice  to  the 
product.  When  the  named  juice  is  the 
predominant  juice  in  the  product.  FDA 
considers  that  the  consumer  will  not  be 
misled  with  regard  to  its  contribution 
because  naming  it  will  not  over 
emphasize  its  contribution.  However, 
when  the  riamed  juice  is  not  liie 
predominant  juice,  the  consumer  can  be 
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misled.  Therefore  ihe  final  regulation,  in 
§  102.33(d),  requires  that  the  common  or 
usual  name  of  the  product  specifically 
describe  the  contribution  of  the  named 
juice  if  it  is  not  the  predominant  juice. 
The  agency  has  provided  two  ways  for 
the  common  or  usual  name  to  include 
this  information. 

In  §  102.33(d)(1),  the  agency  has 
provided  that  manufacturers  can  use  a 
product  name  that  identifies  the  juice 
that  provides  the  characterizing  flavor 
and  specifically  shows  that  that  juice  is 
used  to  flavor  the  product  (e.g., 
"raspberry  flavored  apple  and  pear  juice 
drink"  or  "apple  and  pear  juice  drink 
flavored  with  raspberry  juice").  The 
agency  believes  that  using  the  term 
"flavor"  with  the  name  of  the 
characterizing  juice  will  inform  the 
consumer  that  the  juice  is  present  in  an 
amount  sufficient  to  flavor  the  beverage 
but  will  not  imply  that  the  content  of 
that  juice  is  greater  than  is  actually  the 
case.  This  alternative  is  consistent  with 
the  agency's  approach  of  not  requiring 
percentage  total  juice  declaration  for 
bottled  waters  that  contain  juice  for 
flavoring  in  small  amounts  (usually  less 
than  2  percent)  (see  comment  4  of  this 
document).  Accordingly,  FDA  is 
providing  in  §  102.33(d)(1)  that  a 
multiple-juice  beverage  may  use  a 
product  name  that  specifically  shows 
that  the  named  juice  is  used  as  a  flavor. 

Alternatively,  consistent  with 
§  102.5(b).  the  agency  is  providing  in 
§  102.33(d)(2)  for  the  declaration  of  the 
amount  of  the  named  juice  in  multiple- 
juice  beverages  that  name  one  or  more 
but  not  all  of  the  juices  in  the  product. 
As  explained  in  the  Federal  Register  of 
March  14, 1973  (38  FR  6964).  the 
disclosure  of  the  amount  of  a 
characterizing  ingredient  is  a  material 
fact. 

Among  the  rea.sons  given  in 
comments  that  disagreed  with  the 
(n-oposed  requirement  for  declaration  of 
percentage  of  individual  juices  was  the 
iK^ed  to  have  flexibility  in  the 
formulation  of  the  beverage  to 
accommodate  variations  in  raw  material 
jiuices  and  price  changes.  The  comments 
included  a  report  that  documented  that 
dianges  in  formulation  occur  frequently 
and  in  a  significant  number  of  products. 
The  agency  is  persuaded  by  the 
comments  that  an  accommodation  is 
warranted.  It  agrees  that  declaration  of 
individual  juice  content  in  1-percent 
increments  is  not  practicable. 
Accordingly,  FDA  is  providing  in 
§  102.33(d)(2)  that  the  juice  content 
declaration  of  individual  juices  may  be 
made  using  a  5  percent  range,  e.g..  2  to 
7  percent  raspberry  juice  or  5  to  10 
percent  cranberry  juice.  The  agency 
considers  that  a  5  percent  range  is  large 


enough  to  provide  for  changes  in 
formulation  for  juices  that  are  present  in 
small  amounts. 

Comments  did  not  provide  specific 
information  on  individual  juice  content, 
but  it  is  reasonable  to  assume  that  a 
minor  juice  in  a  multiple-juice  beverage 
would  not  be  present  at  greater  than 
about  25  percent  of  the  total  product. 
The  5  percent  range  is  one-fifth  of  this 
amount.  The  agency  concludes  that  a  5 
percent  range  would  provide  this  kind 
of  flexibility  to  accommodate  minor 
fluctuations  in  amounts  of  juice  needed 
to  compensate  for  differences  in  raw 
material.  In  addition,  some  comments 
contended  that  declaration  of  percent  of 
individual  juices  in  1-percent 
increments  constitutes  an  inappropriate 
disclosure  of  proprietary  formulation 
information.  The  agency  believes  that 
declaration  of  individual  juice  content 
in  5  percent  ranges  woul4  in  any  case 
not  reveal  the  product  formula.  Finally, 
the  5  percent  range  declaration  will 
provide  enough  information  for 
consumers  to  be  able  to  understand  the 
contribution  to  the  product  made  by  the 
named  juice  and  not  be  misled  into 
believing  that  the  juice  is  present  in  an 
amount  greater  than  is  actually  the  case. 

Accordingly.  FDA  has  provided  these 
two  labeling  alternatives  for  multiple- 
juice  beverages  that  name  one  or  more 
but  not  all  of  the  juices  in  the  product 
in  new  §  102.33(d).  In  addition,  the  final 
regulation  requires  in  new  §  102.33(d) 
that  the  percent  individual  juice 
declaration  be  a  part  of  the  name  of  the 
product  and  meet  the  type  size 
requirements  in  §  102.5lb)(2). 

51.  Several  comments  stated  that  juice 
beverages  may  be  made  from 
dehydrated  as  well  as  fresh  fi^its  and 
vegetables  in  products  such  as  vegetable 
cocktail,  vegetable  juice  cocktail,  juice 
cocktail,  and  bloody  mary  mix.  One 
comment  requested  clarification  that  the 
names  "vegetable  juice  cocktail," 
"vegetable  cocktail  juice,"  and 
"vegetable  cocktail"  can  be  used 
interchangeably  on  such  products,  when 
they  are  made  from  any  combination  of 
expressed  juice,  juice  concentrate,  and 
dehydrated  fruits  and  vegetables. 

Tne  agency  does  not  have  information 
with  which  to  determine  whether 
beverages  made  from  dehydrated  fruits 
or  vegetables  differ  from  beverages  made 
from  concentrated  or  expressed  juice. 
The  agency  welcomes  any  data  or  other 
information  on  the  nature  of  beverages 
made  from  dehydrated  fruits  and 
vegetables,  particularly  on  how  they 
differ  from  beverages  made  from 
expressed  or  concentrated  juice.  The 
agency  advises  that  it  will  evaluate  the 
labels  of  such  products  on  a  case-by- 
case  basis  to  determine  whether  the 


labeling  is  misleading.  However,  FDA 
advises  that  irrespective  of  the  form  of 
the  vegetable  ingredients,  the  term 
"vegetable  cocktail  juice"  may  not  be 
interchangeable  with  the  other  two 
terms.  It  uses  the  word  "juice"  without 
a  term  indicating  dilution.  Accordingly, 
it  can  be  used  only  on  beverages  that  are 
not  diluted  juice  products.  The  terms 
"vegetable  juice  cocktail"  and 
"vegetable  cocktail"  would  apply  to 
diluted  vegetable  juice  beverages. 

C.  Vignettes 

The  agency  did  not  propose  a  specific 
requirement  regarding  the  relative 
amounts  of  the  various  fruits  depicted 
in  6  label  vignette  but  solicited 
comments  on  whether  it  should  require 
that  the  vignette  accurately  reflect  the 
quantity  of  the  fruit  present  or  the  taste 
of  the  product,  or  whether  some  other 
requirement  is  appropriate. 

52.  Some  comments,  from  both 
consumers  groups  and  manufacturers; 
stated  that  vignettes  should  depict  all 
juices  in  a  product.  Other  comments 
stated  that  such  a  provision  is  not 
necessary  because  a  descriptive  name 
together  with  declaration  of  each  juice 
by  order  of  predominance  in  the 
ingredient  list  and  the  percent  of  total 
juice  would  provide  enough  information 
to  ensure  that  the  consumer  is 
adequately  informed. 

The  agency  agrees  that  it  is  not  always 
necessary  that  the  label  of  a  multiple- 
juice  beverage  depict  each  juice  in  a 
vignette.  The  agency  believes  that  a 
vignette  that  pictures  only  some  of  the 
fruit  or  vegetables  in  the  beverage  would 
not  be  misleading  where  the  name  of  the 
food  adequately  and  appropriately 
describes  the  contribution  of  the 
pictured  juice.  For  example,  for  a  100 
percent  juice  product  consisting  of 
apple,  grape,  and  raspberry  juices,  in 
which  the  raspberry  juice  provides  the 
characterizing  flavor,  a  vignette 
depicting  raspberries  would  not 
necessarily  be  misleading  if  the 
statement  of  identity  were  "raspberry 
juice  in  a  blend  of  apple  and  grape 
juice."  Similarly,  the  vignette  would  not 
be  misleading  if  the  beverage  were 
named  "raspberry  flavored  fruit  juice 
blend"  or  "raspberry  juice  in  a  blend  of 
two  other  juices,  3  to  8  percent 
raspberry  juice."  Moreover,  if  these 
three  juices  were  in  a  beverage 
containing  50  percent  total  juice,  a 
vignette  picturing  raspberries  would  not 
be  misleading  in  the  presence  of  a  name 
like  "raspberry  flavored  juice  beverage." 

Accordingly,  FDA  is  not  requiring 
that  vignettes  depict  the  fruits  or 
vegetables  for  all  juices  present. 
However.  FDA  believes  that  a  vignette 
that  pictures  the  fniit  or  vegetable 


2922        Federal  Register  /  Vd.  56.  No.  3  /  Wednesday.  January  6.  1993  /  Rules  aad  Regoiatioas 


sources  of  all  juk»s  pfesenl  m  ^  product 
would  {utovid*  usehil  iuibanation  aiui 
thus  eocoucages  manufacturert  to  use 
<;uch  vignettes. 

Conversely,  vegetables  or  fruits  not 
present  in  the  beverage  cannot  be 
deeded  in  vignettes  or  otherpictacial 
representations  oa  the  label  "liie  agency 
considers  tb»t  depicting  a  firuil  or 
vegetable  la  a  vignette  on  a  juice 
beverage  implies  that  the  fruit  or 
vegetahb  is  in  tha  product,  either  in  the 
form  of  a  juice  or  of  a  natural  or 
artificial  flavor  of  the  depicted  fruit  or 
vegetable.  A  vignette  tliat  pictures  a  fruit 
or  vegetable  thai  is  not  present  in  the 
product  results  ia  a  label  that  is  fake 
and  misleadiog  and  therefore  in 
V  iolation  of  section  403(a]  of  the  act. 

53..  Some  comments  that  wanted  all 
fruits  and  vcfgetables  pictured  in  the 
vignette  also  requested  that  the  fruits 
and  vegetables  be  depicted  in 
proportion  to  the  amount  of  each  jaice 
present.  However,  ioost  comments 
requested  that  the  agency  not  impose  a 
specific  requiFemeot  regarding  the 
relative  amounts  of  the  various  fruits  or 
vegetables  becauw  the  relative  size  and 
sha^  of  various  fruits  and  vegetables 
make  it  difficuU  to  portrry  by  vigaette. 
They  staled  that  both  the  relative  size 
and  tlie  quantity  of  those  fruits  and 
vegetables  are  difficult  to  i^resent  in  a 
manner  that  would  allow  the  consumer 
to  readily  recogniae  the  quantity 
pflriliftn^ip 

The  agency  did  not  propose  a  specific 
requiceawat  cegarding  the  relatrve 
anuMHits  of  Ihe  various  fruits  depicted 
in  a  vignette  but  solicited  comments  on 
whether  it  shouJd  require  that  the 
vignette  accurately  reflect  the  quantity 
of  the  fruit  presemt  or  the  taste  of  the 
product,  or  whether  some  other 
requirement  is  appropriate.  While 
inforaaLion  in  comments  emphasized 
the  dif&culLias  in  displaying  fruits  and 
vegetables  quantitatively,  there  was  no 
information  on  how  useful  quantitative 
displays  cotdd  be  devised.  The  agency, 
therefore,  is  not  requiring  thai  fruits  and 
vegetables  pictured  in  vignettes  be 
depicted  in  proportion  to  the  a.mount  of 
each  juice  present. 

54.  Sevecal  oomments  requested  that 
the  t^ency  not  make  specific 
requiremeals  regardii^  flavor 
characterizations  in  vignettes.  They 
stated  that  the  taste  of  a  product  is  best 
communicated  to  the  consumer  through 
means  other  than  the  label  vignette 
nlane.  and  that  any  requirement  should 
rely  on  woidiDg  to  describe  product 
flavor,  «.g.,  "raspbeny  {^vor}  in  a 
blend  of olhar  juices." 

The  agency  agrees  with  the  comments 
t!-..it  vignettes  alane  should  not  be 
rt  <|uired  to  rnrpmimirAte  the  flavor 


characteristics  of  the  beverage  and  is  not 
establishing  such  requirements.  It  also 
agrees  that  more  explicit  information  is 
provided  by  the  wofdicg  on  the  label, 
especially  in  the  statement  of  identity  of 
the  product.  However.  FDA  advises  that 
in  twder  for  a  beverage  label  to  not  be 
misleading,  ift  is  necessary  that  the 
vignette  and  other  label  statements  on 
the  beverage  not  connict  in  any  way. 
The  agency  has  discussed  above  the 
circnnostances  under  which  the  name  of 
the  beverage  may  be  misleading,  it  will 
detennine  on  a  case-by-cuse  basis 
whether  a  vignette  is  misleading 
because  it  is  not  consistenl  with  other 
label  information  or  for  other  reasons. 

D.  Modified  Juices 

In  the  fuly  2, 1991.  proposal,  the 
agency  stated  that  the  consun-ier  must 
not  be  misled  as  to  the  nature  of  the 
juioes  used  to  make  a  juice  or  diluted 
juice  beverage  (56  FR  30452  at  30461). 
FDA  stated  that  the  appropriate 
common  or  usual  name  for  a  modified 
juice  or  a  beverage  containing  a 
modified  juice  shtmld  be  determined  by 
the  nature  and  extent  of  modification. 
For  example,  the  appropriate  common 
or  usual  name  for  frozen  orange  juice 
concentrate  in  whidi  the  acid  content  is 
reduced  is  "reduced  acid  froaen 
concentrated  orange  juice"  (21  CFR 
146.14«J. 

However.  FDA  also  acknowledged 
that  beverages  may  contain  modified 
juices  that  are  markedly  altered  and 
added  to  beverages  to  increase  the 
declared  juice  content  but  are  actually 
"stripped"  juices,  i.e..  juice  derived, 
rather  than  sugar  derived,  sweetening 
ingredients,  e.g..  deflavored.  decolored 
white  grape  juice. 

Tbe  agency  proposed  in  §  102.33(d) 
(redesignated  as  new  §  102.33(e))  to 
permit  a  juice  that  has  been  modified  to 
be  referred  to  by  a  common  or  usual 
name  that  includes  the  word  "juice"  so 
long  as  the  exact  nature  of  the 
modilication  is  specified  in  tbe  common 
or  usual  name.  The  description  of  the 
modification  would  therefore  appear  as 
part  of  the  name  wherever  it  is  used. 

Further,  the  agency  proposed  that  a 
product  would  be  misbranded  if  a  label 
vignette  depicts  the  source  fruit  or 
vegetable  of  a  juice  whose  color,  taste, 
or  other  organoleptic  properties  have 
been  modified  to  the  extent  that  the 
original  juice  is  no  longer  recognizable. 
or  if  its  nutrient  profile  has  been 
diminished. 

55.  One  comment  suggested  three 
classifKations  for  juice  as  the  basis  for 
developing  labeling  policy  for  modified 
juices: 


First,  minor  modifications  that  do  not 
alter  the  basic  characteristics  of  the  jxnc« 
outside  the  normal  range  for  that  juic». 

Secondly,  more  sigaificant 
modifications  that  alter  one  or  raore 
basic  characterislic  of  the  juice  but  not 
to  the  extent  that  the  juice  would  not 
still  be  acceptable  if  offered  as  a  single 
juice  product.  The  oomnaent  stated  tba. 
such  products  would  require  a 
descriptive  term  as  part  of  the  product 
name  to  indicate  the  nature  of  the 
change  but  could  still  be  identified  as 
"juice." 

Thirdly,  products  that  have 
undergone  major  modifications  that 
remove  virtually  all  signifwant 
nutrients,  resulting  ess'iniially  in  a  sugar 
water  product  The  conunent  sta.ed  that 
while  such  prod  acts  are  acceptable  as 
sweeteners,  they  should  not  be 
identifved  as  juice  oroodmted  toward  the 
juice  content  xleclaration.. 

The  agency  agrees  that  nwdified 
juices  could  be  considered  in  three 
categories.  It  used  a  similar  approach  in 
the  July  2. 1991.  proposal  (56  FR  30452 
at  30460).  The  comment's  first  category 
is  essentially  the  group  of  products  that 
have  undergone  modiiicalions  so  noinor 
as  to  be  within  the  normal  ran^  of 
properties  of  the  original  juice.  These 
products  do  not  require  a  modification 

of  the  name  " juice,"  where 

the  blank  is  filled  with  the  name  of  the 
source  fruit  or  vegetable. 

The  second  category  is  illustrated  in 
the  July  2. 1991.  proposal  u.-nng 
"reduced  acid  frozen  concentrated 
orange  juice"  and  "acid-reduced 
pineapple  juice"  (&6  FR  30452  at 
30461).  These  products  would  require  a 
name  that  describes  tbe  modification 
(§  102.33(e))  but  would  not  be 
prohibited  uoder  new  §  101.30i{k)  from 
being  included  in  the  calculation  of 
total  juice  percentage. 

The  third  category  described  in  the 
comment  is  clearly  within  the 
description  in  proposed  §  10Z.33.(e) 
(redesignated  as  new  §  102.33(f))  and 
requires  a  naiiie  that  fully  describes  the 
major  modificalion.  In  suggesting  that 
these  products  not  be  identified  as 
"juice,"  the  comment  would  pratibit 
the  use  of  die  word  "juice"  in  the  name 
of  these  modified  juices.  As  discussed 
in  the  July  2, 1991,  proposal  and  in 
response  to  comment  56  of  this 
document,  which  follows,  FDA 
disagrees  and  concludes  that  a  name 
that  fully  describes  the  modifications 
made  in  the  juice  may  include  the  word 
"juice"  and  its  source. 

56.  A  nufober  of  comments  disagreed 
with  the  proposed  provisions  for 
naming  juices  that  had  usdefgone  major 
modifications.  They  referred  to  these 
products  as  "stripfted  juices"  and 
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"sugar  water."  They  stated  that  the  teim 
"juice"  diiould  not  be  included  in  the 
name  of  such  modified  products.  Some 
comments  suggested  alternative  names 
such  as  "grape  syrup,"  "apple  syrup," 
or  a  similar  term. 

The  agency  proposed  in  §  102.33(d) 
(redesignated  as  new  §  102.33(e))  that 
the  common  or  usual  name  of  a  juice 
that  has  been  modified  shall  include  a 
description  of  the  exact  nature  of  the 
modification  (e.g.,  "deflavored, 
decolored  grape  juice").  The  agency 
believes  that  mere  is  enough 
information  in  the  description  of  the 
modification  that  consumers  will  be 
able  to  recognize  the  ingredient  as 
different  from  the  original  iuice. 

Further,  since  juices  witn  major 
modifications  may  not  be  included  in 
the  total  percentage  juice  declaration, 
and  the  source  fruit  or  vegetable  from 
which  the  modified  juice  was  derived 
may  not  be  depicted  on  the  label  or 
other  pictorial  representation, 
consumers  should  not  be  misled  by 
inclusion  of  the  word  "juice"  in  the 
name  of  juices  in  the  ingredient  list. 
Therefore,  the  agency  is  not  granting  the 
comments'  request. 

In  addition,  the  suggestions  for 
ahemative  names  covered  only  some  of 
the  products  in  the  category  of  juices 
that  have  undergone  significant 
modifications.  For  example,  other 
comments  (comments  20  and  41  of  this 
document)  addressed  juices  from  which 
the  sugars  had  been  removed.  As 
discussed  in  response  to  those 

comments  "reduced  sugar juice" 

may  be  an  appropriately  descriptive 
term  for  such  a  product  with  the  name 
of  the  alternative  sweetening  ingredient 
appropriately  declared. 

Comments  that  addressed  the  issue, 
supported  the  provisioain  proposed 
§  102.33(s).  (redesignated  as  new 
§  102.33(0)  that  the  fruit  or  vegetable 
source  of  a  modified  juice  may  not  be 
depicted  on  the  label  by  vignette  or 
other  pictorial  representation. 

Accordingly,  FDA  concludes  that 
except  for  conforming  the  wording  of 
§  102.33(f)  to  reflect  the  decision  made 
with  respect  to  modified  juices  in 
comment  39  of  this  document,  the 
provision  should  be  retained.  The 
agency  wishes  to  clarify  that  the 
provision  addresses  juice  products  that 
have  undergone  major  modification  and 
as  a  result  are  no  longer  recognizable  at 
the  time  processing  is  complete,  or 
whose  nutrient  profile  has  been 
diminished  to  a  level  below  the  normal 
nutrient  range  for  the  juice.  The 
prohibition  against  depicting  the  fruit  or 
vegetable  on  the  label  does  not  apply  to 
juices  that  have  been  slightly  modified 
biit  that  still  retain  the  basic  properties 


of  the  original  juice,  e.g..  acid-reduced 
grape  juice. 

IV.  Other  Issues 

57.  One  comment  stated  that  where  a 
beverage  is  pr^ared  from  one  or  more 
juice  concentrates  this  fact  should  be 
declared  as  part  of  the  common  or  usual 
name. 

The  agency  agrees.  FDA's 
longstanding  policy  with  regard  to  juice 
beverages  made  from  concentrate  is  that 
a  term  such  as  "from  concentrate"  or 
"reconstituted"  must  be  a  part  of  the 
name  of  the  juice,  in  letters  not  less  than 
one-half  the  height  of  the  letters  in  the 
name  of  the  juice,  e.g.,  lemon  juice 
(§  146.114)  and  orange  juice  from 
concentrate  (S  146.145).  Accordingly, 
FDA  has  added  as  §  102.33(g)  a 
requirement  that  when  one  or  more  of 
the  juices  in  a  juice  beverage  is  made 
from  concentrate,  the  name  of  the  juice 
must  include  a  term  indicating  that  fact, 
such  as  "from  concentrate,"  or 
"reconstituted."  Such  term  may  either 
be  included  in  the  name  of  each 
individual  juice  where  appropriate,  or  it 
may  be  stated  once  adjacent  to  the 
product  name  so  that  it  applies  to  all  the 
juices  (e.g..  "cherry  juice  (from 
concentrate)  in  a  blend  of  2  other 
juices"  or  "cherry  juice  in  a  blend  of  2 
other  juices  (from  concentrate)").  The 
term  shall  be  in  type  size  no  less  than 
one-half  the  height  of  the  letters  in  the 
name  of  the  fhiit  or  vegetable  juice.  This 
type  size  requirement  is  consistent  with 
similar  provisions  in  existing 
regulations  [e.g..  %%  146.114  and 
146.145). 

58.  One  comment  pointed  out  that 
under  §  101.22(i)(l)(iii)  the  presence  of 
added  natural  flavors  is  not  required  to 
be  declared  in  the  name  of  the  beverage 
unless  the  declared  juices  alone  do  not 
characterize  the  product  before  the 
addition  of  the  added  flavors.  It 
requested  that  $  102.33(b)  be  amended 
to  clarify  this. 

The  agency  agrees  that  the  requested 
clarification  may  be  helpful  to  readers  of 
the  regulation  and  is  revising  §  102.33(b) 
accordingly.  Because  the  provision  is 
already  a  part  of  FDA's  food  labeling 
regulations,  this  amendment  is  not 
substantive.  It  simply  conforms 
§  102.33(b)  to  §  101.22(i)(l)(iii). 

59.  Comments  supported  the  proposal 
to  revoke  the  common  or  usual  name 
regulations  for  noncarbonated  beverage 
products  that  contain  no  fruit  or 
vegetable  juice  (§  102.30)  and  for  diluted 
orange  juice  beverages  (§  102.32).  They 
agreed  with  FDA's  position  that  because 
these  products  would  be  covered  under 
new  §  101.30  and  the  revised  §  102.33, 
the  se|)arate  regulations  are  no  longer 


needed.  Accordingly,  as  proposed.  FDA 
is  revoking  these  two  regulations. 

V.  Efifective  Date 

FDA  proposed  to  make  the  percent 
juice  labeling  regulations  effective  on 
the  same  date  as  the  mandatory 
nutrition  labeling  final  rule  (i.e..  May  8. 
1993).  However,  the  agency  pointed  out 
that  the  1990  amendments  state  in 
section  10(c)  of  the  1990  amendments 
that  percent  juice  labeling  was  to  take 
efl'ect  1  year  after  enactment.  Thus,  on 
November  8, 1991,  the  statutory 
provision  for  percent  juice  declaration 
was  to  go  into  effect 

In  response  to  the  July  2, 1991. 
proposal  many  comments  from  the  food 
industry  strongly  urged  FDA  to 
reconsider  the  effective  date  for  percent 
juice  labeling  regulations.  The 
comments  argued  that  a  November  8. 
1991,  effective  date  would  Hot  allow  the 
food  industry  enough  time  to  develop 
the  required  labeling  and  would 
significantly  increase  costs  because 
present  inventory  would  have  to  be 
discarded.  The  comments  strongly 
urged  FDA  to  establish  a  uniform 
effective  date  for  the  requirement  for 
percent  juice  declaration  with  section 
403(q)  of  the  act  (mandatory  nutrition 
labeling)  and  section  403(r)  of  the  act 
(health  and  nutrient  content  claims), 
which  were  added  to  the  act  by  the  1990 
amendments.  Although  FDA  agreed 
with  these  comments,  it  had  no 
authority  to  provide  the  requested 
exemptions  or  extend  the  effective  date. 

A  technical  amendment  (Pub.  L.  102- 
108)  was  enacted  on  August  17, 1991,  in 
which  Congress  amended  the  1990 
amendments  to  delay  the  effective  date 
of  the  percent  juice  labeling 
requirements.  Notice  of  this  change  in 
the  effective  date  was  given  in  the 
Federal  Register  of  November  27.  1991 
(56  FR  60877).  Under  this  amendment 
the  new  percent  juice  labeUng 
requirements  for  fruit  and  vegetable 
juice  beverages  apply  to  labels  attached 
to  these  products  after  May  8, 1993. 

60.  Many  comments  responding  to 
this  proposal  objected  to  the  proposed 
effective  date  of  November  8,  1991,  for 
compliance  with  the  requirements  of  the 
percentage  juice  declaration  provisions 
because  of  the  cost  and  time  involved  in 
making  the  necessary  labeling  changes. 
The  agency  also  received  a  comment 
requesting  a  temporary  exemption  from 
the  May  8, 1993,  statutory  effective  date 
established  by  the  technical 
amendment.  The  comment  requested 
that  the  requirement  for  percentage  juice 
declaration  on  the  labels  of  beverages 
purporting  to  contain  juice  be 
implemented  concurrently  with  any 
later  applicability  date  that  the  agency 
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may  prescribe  for  the  nutrition  labeling 
regulations  pursuant  to  section 
10(a)(3)(B)  of  the  1990  amendments. 
The  comment  suggested  that  the 
effective  date  for  the  percent  juice 
declaration  be  delayed  until  May  8. 
1994,  on  the  basis  of  the  proviso  in 
section  403(i}  of  the  act  which  states 
that:  ■■•  •  *  to  the  extent  that 
compliance  with  the  requirements  of 
lause  (2)  of  this  paragraph  is 
impracticable,  or  results  in  deception  or 
unfair  competition,  exemptions  shall  be 
established  by  regulations  promulgated 
by  the  Secretary."  The  comment  cited 
case  law  and  previous  FDA  policy  as 
precedent  for  the  requested  temporary 
exemplion. 

The  agency  is  not  persuaded  by  the 
arguments  and  assertions  presented  in 
the  request  for  a  temporary  exemption 
from  the  statutory  compliance  date  of 
May  8. 1993.  for  the  requirement  of 
percentage  juice  declaration.  The  agency 
acknowledges  that  section  403(i)  of  the 
act  provides  authority  for  exemption, 
and  some  such  exemptions  have  been 
temporary.  However,  in  light  of  the 
specific  date  (May  8. 1993)  established 
by  the  technical  amendment,  and  the 
failure  of  Congress  to  include  provisions 
for  a  delay  of  the  application  of  this 
provision,  in  contrast  to  the  provision 
that  it  made  for  such  a  delay  for  the 
nutrition  labeling  and  nutrient  content 
claims  provisions  in  the  1990 
amendments,  and  without  any 
indication  in  the  legislative  history  that 
Congress  wished  to  delay  any  longer  the 
implementation  of  percentage  juice 
declaration  on  beverages  purporting  to 
contain  juice,  the  agency  finds  that  a 
temporary  exemption  based  on  section 
403(i)  of  the  act  is  not  sustainable. 
Therefore,  the  agency  is  not  granting  a 
temporary  exemption  from  compliance 
with  the  p>ercent  juice  declaration 
requirements  or  extending  the  effective 
date  until  May  8, 1994.  However, 
because  the  amendments  to  part  102  are 
not  directly  responsive  to  section  7  of 
the  1990  amendments,  and  in  order  to 
minimize  costs,  FDA  is  making  the 
amendments  to  part  102  effective  on 
May  8, 1994. 

VI.  Economic  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.),  FDA  stated  thai  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 


and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition.  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (HFA-305).  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Farklawn  Dr.,  Rockville.  MD  20857  and 
a  notice  will  be  published  in  the 
Federal  Register  announcing  its 
availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

VII.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  July  2, 1991,  proposal,  the 
agency  determined  that  under  21  CFR 
25.24(a)(ll).  that  this  action  is  of  a  type 
that  does  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
was  required.  No  new  information  or 
comments  have  been  received  that 
would  effect  the  agency's  previous 
determination. 
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Food  Labeling.  Reporting  and 
recordkeeping  requirements. 
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21  C^R  Part  102 

Beverages,  Food  grades  and  standards. 
Food  labeling,  Frozen  foods,  Fruit 
juices,  Oils  and  fats.  Onions,  Potatoes, 
Seafood. 

Therefore  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  parts  101 
and  102  are  amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  aod  Labeling  Act  (15  U.S.C  1453, 
1454. 1455):  sacs.  201.  301. 402. 403.  409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321.  331,  342,  343.  348,  371). 

2.  Section  101.30  is  added  to  subpart 
B  to  read  as  follows: 

§  101 .30    Percentage  Juice  declaration  for 
foods  purporting  to  be  (leverages  tfiat 
contain  fruM  or  vegetable  juice. 

(a)  This  section  applies  to  any  food 
that  purports  to  be  a  beverage  that 
contains  any  fruit  or  vegetable  juice  (i.e., 
the  product's  advertising,  label,  or 
labeling  bears  the  name  of,  or  variation 
on  the  name  of.  or  makes  any  other 
direct  or  indirect  representation  with 
respect  to.  any  fruit  or  vegetable  juice), 
or  the  label  or  labeling  bears  any 
vignette  (i.e.,  depiction  of  a  fruit  or 
vegetable)  or  other  pictorial 
representation  of  any  fruit  or  vegetable, 
or  the  product  contains  color  and  flavor 
that  gives  the  beverage  the  appearance 
and  taste  of  containing  a  fruit  or 
vegetable  juice.  The  beverage  may  be 
cartionated  or  noncarbonated, 
concentrated,  full-strength,  diluted,  or 
contain  no  juice.  For  example,  a  soft 
drink  (soda)  that  does  not  represent  or 
suggest  by  its  physical  characteristics, 
name,  labeling,  ingredient  statement,  or 
advertising  that  it  contains  fruit  or 
vegetable  juice  does  not  purport  to 
contain  juice  and  therefore  does  not 
require  a  percent  juice  declaration. 

(b)(1)  U  the  beverage  contains  fruit  or 
vegetable  juice,  the  percentage  shall  be 
declared  by  the  words  "Contains 

— percent  (or  %) 

juice"  or  " 

percent  (or  %)  juice,"  or  a  similar 
phrase,  with  the  first  blank  filled  in 
with  the  percentage  expressed  as  a 
whole  number  not  greater  than  the 
actual  percentage  of  the  juice  and  the 
second  blank  (if  used)  filled  in  with  the 
name  of  the  particular  fruit  or  vegetable 
(e.g..  "Contains  50  percent  apple  juice" 
or  "50  percent  juice"). 

(2)  If  the  beverage  contains  less  than 
1  percent  juice,  the  total  percentage 
juice  shall  be  declared  as  "less  than  1 


percent  juice"  or  "less  than  1  percent 

juice"  with  the  blank 

filled  in  with  the  name  of  the  particular 
■  fruit  or  vegetable. 

(3)  If  the  beverage  contains  100 
percent  juice  and  also  contains  non- 
juice  ingredients  that  do  not  result  in  a 
diminution  of  the  juice  soluble  solids 
or.  in  the  case  of  expressed  juice,  in  a 
change  in  the  volume,  when  the  100 
percent  juice  declaration  appears  on  a 
panel  of  the  label  tliat  does  not  also  bear 
the  ingredient  statement,  it  must  be 
accompanied  by  the  phrase  "with  added 

,"  the  blank  filled  in  with  a 

term  such  as  "ingredient{8)." 
"preservative."  or  "sweetener,"  as 
appropriate  (e.g.,  "100%  juice  with 
added  sweetener"),  except  that  when 
the  presence  of  the  non-juice 
ingredient(s)  is  declared  as  a  part  of  the 
statement  of  identity  of  the  product,  this 
phrase  need  not  accompany  the  100 
percent  juice  declaration. 

(c)  If  a  bieverage  contains  minor 
amounts  of  juice  for  flavoring  and  is 
labeled  with  a  flavor  description  using 
terms  such  as  "flavor",  "flavored",  or 
"flavoring"  with  a  fruit  or  vegetable 
name  and  does  not  bear: 

(1)  The  term  "juice"  on  the  label  other 
than  in  the  ingredient  statement;  or 

(2)  An  explicit  vignette  depicting  the 
fruit  or  vegetable  from  which  the  flavor 
derives,  such  as  juice  exuding  from  a 
fruit  or  vegetable;  or 

(3)  Specific  physical  resemblance  to  a 
juice  or  distinctive  juice  characteristic 
such  as  pulp  then  total  percentage  juice 
declaration  is  not  required. 

(d)  If  the  beverage  does  not  meet  the 
criteria  for  exemption  from  total  juice 
percentage  declaration  as  described  in 
paragraph  (c)  of  this  section  and 
contains  no  fruit  or  vegetable  juice,  but 
the  labeling  or  color  and  flavor  of  the 
beverage  represents,  suggests,  or  implies 
that  fruit  or  vegetable  Juice  may  be 
present  (e.g.,  the  product  advertising  or 
labeling  bears  the  name,  a  variation  of 
the  name,  or  a  pictorial  representation 
of  any  fruit  or  vegetable,  or  the  product 
contains  color  and  flavor  that  give  the 
beverage  the  appearance  and  taste  of 
containing  a  fruit  or  vegetable  juice), 
then  the  label  shall  declare  "contains 
zero  (0)  percent  (or  %)  juice". 
Alternatively,  the  label  may  declare 
"Containing  (or  contains)  no 


juice  ,  or   no 
"does  not  contain  ■ 


■  juice  ,  or 


juice  , 

the  blank  to  be  filled  in  with  the  name 
of  the  fruits  or  vegetables  represented, 
suggested,  or  implied,  but  if  there  is  a 
general  suggestion  that  the  product 
contains  fhiit  or  vegetable  juice,  such  as 
the  presence  of  fruit  pulp,  the  blank 
shall  be  filled  in  with  the  word  "fruit" 
or  "vegetable"  as  applicable  (e.g., 


"fx>ntains  no  fruit  juice",  or  "does  not 
contain  fruit  juice"). 

(e)  If  the  beverage  is  sold  in  a  package 
with  an  information  panel  as  defined  in 
§101.2,  the  declaration  of  amount  of 
juice  shall  be  prominently  placed  on  the 
information  panel  in  lines  generally 
parallel  to  other  required  information, 
appearing: 

(1)  Near  the  top  of  the  information 
panel,  with  no  other  printed  label 
information  appearing  above  the 
statement  except  the  brand  name, 
product  name.  logo,  or  universal 
product  code;  and 

(2)  In  easily  legible  boldface  print  or 
type  in  distinct  contrast  to  other  printed 
or  graphic  matter,  in  a  height  not  less 
than  the  largest  type  found  on  the 
information  panel  except  that  used  for 
the  brand  name,  product  name,  logo,  or 
universal  product  code. 

(f)  The  pefx:entage  juice  declaration 
may  also  be  placed  on  the  principal 
display  panel,  provided  that  the 
declaration  is  consistent  with  that 
presented  on  the  information  panel. 

(g)  If  the  beverage  is  sold  in  a  package 
that  does  not  bear  an  information  panel 
as  defined  in  §  101.2.  the  percentage 
juice  declaration  shall  be  placed  on  the 
principal  display  panel,  in  type  size  not 
less  than  that  required  for  the 
declaration  of  net  quantity  of  contents 
statement  in  §  101.105(1).  and  be  placed 
near  the  name  of  the  food. 

(h)(1)  In  enforcing  these  regulations, 
the  Food  and  Drug  Administration  will 
calculate  the  labeled  percentage  of  juice 
from  concentrate  found  in  a  juice  or 
juice  beverage  using  the  minimum  Brix 
levels  listed  below  where  single- 
strength  (100  percent)  juice  has  at  least 
the  specified  minimum  Brix  listed 
below: 


Juice 


Acerota  

Apple 

Apricot  

Banana 

Blackberry  

Blueberry 

Boysenbeny 

Cantaloope  Melon  .. 

Caramtx)la 

Carrot  

Casaba  Melon 

Cashew  (Caiu)  

Celery 

Ct>erTy.  darK  sweet 
Cherry,  red,  soor .._, 

Crabapple _«.., 

Cranberry  

Currant  (BiaclQ 

Currant  (Red) 

Date 

Dewberry  •. 

Elderberry 

Fig  •■: 

Gooseberry  _.. 


100 
percent 

Juice' 


6.0 

11.5 

11.7 

22.0 

10.0 

10.0 

10.0 

8.6 

7.8 

8.0 

7.5 

12.0 

3.1 

20.0 

14.0 

154 

7.5 

11.0 

10.5 

18.S 

10.0 

11.0 

18.2 

8.3 
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Qrap« 

Gnpahua 

Quanabaiw  (soufMp) 
3uava 
:-lonayd«w  melon 

<iw* 

L-amon 


Loga«ib«ny  ~ 

Mlango — 

;>>ectai1rw  — 

Orange — 

Papaya - 

-assion  Fnjil 

r-aacfi 

?aaf 


^meappto 

:^>Hjm 

.^omegrmM. 

?rvine 

Quince 


"iaspberry  (Black) 
iaspOerry  (Red)  .. 

^h^Jbalt)  - 

SiraMKbeny 

Tangerine  

Tjmalo 


100 
pefceni 

)ulce> 


Walenneton 

Yoongberry 


16.0 
10.0 
16.0 
7.7* 
9.6 
15.4 
'4.5 
24.5 
105 

lao 

11.8 

11.8 

11.5 

14.0 

10.5 

12.0 

12.8 

14.3 

16.0 

1&5 

13.3 

11.1 

9.2 

5.7 

8.0 

11.8 

5.0 

7.8 

10.0 


'  macwi  B>n  ««lu*  unlaM  cHrn  fkm  tpacttad 
-kKicaiM  M*rf)m»  aavt  tea  ptrcant  by  ««igM 

(2)  If  there  is  no  Brix  level  speciHed 
in  paragraph  (hHl)  of  this  section,  the 
iabeied  percentage  of  that  juice  from 
concentrate  in  a  juice  or  juice  beverage 
will  be  calculated  on  the  basis  of  the 
soluble  solids  content  of  the  single- 
arenglh  (unconcentrated)  juice  used  to 
produce  such  concentrated  juice. 

(i)  Juices  directly  expressed  from  a 
niit  or  vegetable  (i.e.,  not  concentrated 
•nd  reconstituted)  shall  be  considered 
3  be  100  percent  juice  and  shall  be 
ieclared  as  "100  percent  juice." 

(j)  Calculations  of  the  percentage  of 
..Ice  in  a  juice  blend  or  a  diluted  juice 
.roduct  made  directly  from  expressed 
^Ice  (i.e.,  not  from  concentrate)  shall  be 
.ased  on  the  percentage  of  the 
xpressed  juice  in  the  product 
computed  on  a  volume/volume  basis, 
(k)  If  the  product  is  a  beverage  that 
3ntains  a  juice  whose  color,  taste,  or 
iher  organoleptic  properties  have  been 
inodified  to  the  extent  that  the  original 
juice  is  no  longer  recognizable  at  the 
ilme  processing  is  complete,  or  if  its 
i.ulrient  profile  has  been  diminished  to 
r^  level  below  the  normal  nutrient  range 
ror  the  juice,  then  that  juice  to  which 
vjch  a  major  modification  has  been 
~nade  shall  not  be  included  in  the  total 
percentage  juice  declaration. 

(1)  A  beverage  required  to  bear  a 
percentage  juice  declaration  on  its  label 
shall  not  bear  any  other  percentage 
declaration  that  describes  the  juice 
content  of  the  beverage  in  its  label  or  in 
its  labeling  (e.g.,  "100  percent  natural" 
or  "100  percent  pure'").  However,  the 


label  or  labeling  may  bear  percentage 
statements  clearly  unrelated  to  juice 
content  (e.g.,  "provides  100  percent  of 
U.S.  RDA  of  vitamin  C"). 

PART  102— COMMON  OR  USUAL 
NAME  FOR  NONSTANDARDIZEO 
FOODS 

3.  The  authority  citation  for  21  CFR 
part  102  continues  to  read  as  follows: 

Authority:  Sees.  201. 403.  701  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
use  321.  343,  371). 

f  102.30    [Rcmovwl] 

4.  Section  102.30  Noncarbonated 
beverage  products  containing  no  fruit  or 
vegetable  juice  is  removed  from  subpart 
B. 

$102.32    [Removedl 

5.  Section  102.32  Diluted  orange  juice 
beverages  is  removed  from  subpart  B. 

6.  S^tion  102.33  is  revised  to  read  as 
follows: 

S  102.33    Beverage*  that  contain  fruK  or 
vegetable  juic*. 

(a)  For  a  carbonated  or  noncarbonated 
beverage  that  contains  less  than  100 
percent  and  more  than  0  percent  fruit  or 
vegetable  juice,  the  common  or  usual 
name  shall  be  a  descriptive  name  that 
meets  the  requirements  of  §  102.5(a) 
and,  if  the  common  or  usual  name  uses 
the  word  "juice,"  shall  include  a 
qualifying  term  such  as  "beverage," 
"cocktail."  or  "drink"  appropriate  to 
advise  the  consumer  that  the  product  is 
less  than  100  percent  juice  (e.g.. 
"diluted  grape  juice  beverage"  or  "grape 
juice  drink"). 

(b)  If  the  product  is  a  diluted 
multiple-juice  beverage  or  blend  of 
single-strength  juices  and  names,  other 
than  in  the  ingredient  statement,  more 
than  one  juice,  then  the  names  of  those 
juices,  except  in  the  ingredient 
statement,  must  be  in  descending  order 
of  predominance  by  volume  unless  the 
name  specifically  shows  that  the  juice 
with  the  represented  flavor  is  used  as  a 
flavor  (e.g..  raspberry-flavored  apple  and 
pear  juice  drink).  In  accordance  with 

§  101.22(i)(l)(iii)  of  this  chapter,  the 
presence  of  added  natural  flavors  is  not 
required  to  be  declared  in  the  name  of 
the  beverage  unless  the  declared  juices 
alone  do  not  characterize  the  product 
before  the  addition  of  the  added  flavors. 

(c)  If  a  multiple-juice  beverage  or 
blend  of  single-strength  juices  contains 
a  juice  that  is  named  or  implied  on  the 
label  or  labeling  other  than  in  the 
Ingredient  statement  (represented  juice), 
and  also  contains  a  juice  other  than  the 
named  or  implied  juice  (nonrepresented 
juice),  then  the  common  or  usual  name 


for  the  product  shall  indicate  that  the 
represented  juice  is  not  the  only  juice 
present  (e.g.,  "Apple  blend;  appid  juice 
in  a  blend  of  two  other  fruit.") 

(d)  In  a  multiple-juice  beverage  or 
blend  of  single-strength  juices  where 
one  or  more,  but  not  all,  of  the  juices  are 
named  on  the  label  other  than  in  the 
ingredient  statement,  and  where  the 
named  juice  is  not  the  predominant 
juice,  the  common  or  usual  name  for  the 
product  shall: 

(1)  Indicate  that  the  named  juice  is 
present  as  a  flavor  or  flavoring  (e.g., 
"Raspcranberry";  raspberry  and 
cranberry  flavored  juice  drink);  or 

(2)  Include  the  amount  of  the  named 
juice,  declared  in  a  5-  percent  range 
(e.g.,  Rasp)cranberry;  raspberry  and 
cranberry  juice  beverage,  10-  to  15- 
percent  cranberry  juice  and  3-  to  8- 
percent  raspberry  juice).  The  5-percent 
range,  when  used,  shall  be  declared  in 
the  manner  set  forth  in  §  102.5(b)(2). 

(e)  The  common  or  usual  name  of  a 
juice  that  has  been  modified  shall 
include  a  description  of  the  exact  nature 
of  the  modification  (e.g..  "acid-reduced 
cranberry  juice,"  "deflavored,  decolored 
grape  juice"). 

(f)  If  the  product  is  a  beverage  that 
contains  a  juice  whose  color,  taste,  or 
other  organoleptic  properties  have  been 
modified  to  the  extent  that  the  original 
juice  is  no  longer  recognizable  at  the 
time  processing  is  complete,  or  if  its 
nutrient  profile  has  been  diminished  to 
a  level  below  the  normal  nutrient  range 
for  the  juice,  then  the  source  fruits  or 
vegetables  from  which  the  modified 
juice  was  derived  may  not  be  depicted 
on  the  label  by  vignette  or  other 
pictorial  representation. 

(g)  If  one  or  more  juices  in  a  juice 
beverage  is  made  from  concentrate,  the 
name  of  the  juice  must  include  a  term 
indicating  that  fact,  such  as  "from 
concentrate."  or  "reconstituted."  Such 
terms  must  be  included  in  the  name  of 
each  individual  juice  or  it  may  be  stated 
once  adjacent  to  the  product  name  so 
that  it  applies  to  all  the  juices,  (e.g.. 
"cherry  juice  (from  concentrate)  in  a 
blend  of  two  other  juices"  or  "cherry 
juice  in  a  blend  of  2  other  juices  (from 
concentrate)").  The  term  shall  be  in  a 
type  size  no  less  than  one-half  the 
height  of  the  letters  in  the  name  of  the 
juice. 

Dated:  October  27, 1992. 
David  A.  Kessler. 
Commissioner  of  Food  and  Dnigf. 
Louie  W.  Sullivan, 
Secretory  of  Health  and  Human  Services. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  5.  20. 100, 101, 105,  and 
130 

(OocketNo.91N-0219] 

RIN  0905-A008 

Regulatory  Impact  Analysis  of  the 
Final  Rules  to  Amend  the  Food 
Labeling  Regulations 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Regulatory  impact  analysis 
statement. 

SUMMARY:  The  Food  and  Drug 
Administration  vFDA)  is  publishing  the 
final  regulatory  impact  analysis  (RIA) 
that  it  has  prepared  under  Executive 
Order  12291  and  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354).  This 
study  presents  the  costs  and  benefits  of 
thu  food  labeling  regulations  that  FDA  is 
issuing.  FDA  is  issuing  these  final  rules 
(published  elsewhere  in  this  issue  of  the 
Federal  Register)  in  response  to  the 
Nutrition  Labeling  and  Education  Act  of 
1990  (the  1990  amendments)  and  as  part 
of  the  Secretary  of  Health  and  Human 
Services'  (the  Secretary's)  (bod  labeling 
reform  initiative.  The  agency  has 
prepared  this  comprehensive  RIA 
document  for  these  regulations  because, 
when  taken  together,  they  constitute  a 
major  rule. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  A.  Williams.  Jr.,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF- 
303).  Food  and  Drug  Administration,200 
C  St.  SVV..  Washington,  DC  20204,  202- 
205-5271. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  November 
27,  1991  (56  FR  60366  et  seq),  FDA 
published  a  number  of  proposed  food 
labeling  regulations  to  implement  the 
provisions  of  the  1990  amendments 
(Pub.  L.  101-535).  In  the  same  issue  of 
the  Federal  Register  (56  FR  60856, 
November  27.  1991),  FDA  published  an 
RIA  (hereinafter  referred  to  as  the  1991 
RIA  proposal)  which  preliminarily 
estimated  the  costs  and  benefits  of  the 
various  proposed  regulations  and  on 
which  FDA  asked  for  comments. 
Interested  persons  were  given  until 
February  25.  1992,  to  comment.  FDA 
received  approximately  350  letters,  each 
containing  one  or  more  comments,  from 
health  professionals,  trade  associations. 
Federal  and  State  Governments,  foreign 
governments,  consumer  advocacy 


organizations,  consumers,  professional 
societies,  food  manufacturers  and 
distributors,  and  academia.  Many  of  the 
issues  addressed  in  the  1991  RIA 
proposal  are  covered  in  the  separate 
fijial  rules  issued  concurrently  with  this 
document.  ^ 

Comments  have  not  altered  FDA's     -^ 
preliminary  finding  that  the  food 
labeling  reform  initiative,  taken  as  a 
whole,  will  have  associated  costs  in 
excess  of  the  $100  million  threshold 
that  defines  a  major  rule.  Therefore,  in 
accordance  with  Executive  Order  12291, 
FDA  has  developed  one  comprehensive 
final  RIA  that  presents  the  costs  and 
benefits  of  all  of  the  food  labeling 
proposajs  taken  together. 

In  addition,  FDA  is  publishing 
elsewhere  in  this  issue  of  the  Federal 
Register  a  final  rule  to  announce  its 
decision  to  delay  the  application  of  the 
nutrition  labeling  and  nutrient  content 
claims  provisions  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act).  In  that 
rule  FDA  concluded  that  requiring 
compliance  with  section  403{q)  or  (r)(2) 
of  the  act  (21  U.S.C.  343(q)  or  (r))  on 
May  8. 1993,  would  cause  an  "undue 
economic  hardship"  on  the  food 
industry  in  that  there  would  be  costs  to 
the  food  industry  that  are  excessive  and 
more  than  Congress  intended.  All 
comments  regarding  the  applicability 
date  are  addressed  in  that  document. 

FDA  also  published,  as  a  component 
of  the  1991  RIA  proposal,  a  preliminary 
regulatory  flexibility  analysis  which 
addressed  the  issue  of  small  businesses. 
The  1990  amendments  granted  an 
exemption  from  mandatory  nutrition 
labeling  for  small  businesses.  Under 
section  403(q)(5)(D)  of  the  act,  a  small 
business  is  defined  as  a  business  with 
less  than  $500,000  annual  gross  sales  or 
a  business  with  annual  gross  sales  of 
more  than  $500,000  but  less  than 
$50,000  in  food  sales.  The  exemption 
does  not  apply  to  those  products  that 
make  nutritional  claims  or  voluntarily 
provide  nutrition  information. 

Comments  concerning  this  exemption 
stated  that  this  exemption  was  too  low 
and  are  discussed  more  thoroughly  in 
the  mandatory  nutrition  labeling  final 
rule  published  elsewhere  in  this  issue  of 
the  Federal  Register.  FDA,  in  response 
to  these  comments,  participated  in  a 
series  of  public  forums  that  had  been 
scheduled  by  the  U.S.  Department  of 
Agriculture  (USDA)  to  discuss  the  small 
business  issue.  In  addition.  FDA 
published  a  notice  in  the  Federal 
Register  asking  for  comments  on  this 
issue.  As  of  publication  of  these  rules 
and  the  final  RIA.  the  exemption  has  not 
been  changed.  FDA  will  discuss  in  more 
detail  the  affect  of  the  1990  amendments 
on  small  businesses  in  a  final 


Regulatory  Flexibility  Analysis 
published  subsequent  to  these  final 
rules. 

II.  Regulatory  Options 

Under  the  Regulatory  Flexibility  Act. 
FDA  is  required  by  law  to  consider  ways 
to  reduce  the  regulatory  burden  on 
small  businesses.  One  conceivable 
regulatory  option  would  be  to  allow 
product  lines  with  fewer  than  500.000 
unit  sales  annually  produced  by  small 
firms  (firms  with  less  than  500 
employees)  to  make  reasonable 
estimates  of  mean  nutrient  content 
rather  than  complying  with  the  80/100/ 
120  rules. 

Under  the  regulatory  option  currently 
selected,  class  I  nutrients  (added 
nutrients)  including  vitamins,  minerals, 
protein,  dietary  fiber,  and  potassium  are 
required  to  have  at  least  100  percent  of 
the  listed  value  within  specified 
variances.  Class  II  nutrients  (naturally 
occurring),  including  vitamins, 
minerals,  proteins,  total  carbohydrates, 
dietary  fiber,  other  carbohydrates, 
polyunsaturated  or  monounsaturated 
fat.  or  potassium  must  have  at  least  80 
percent  of  the  value  for  the  nutrient 
declared  on  the  label  within  specified 
variances.  Finally,  a  food  with_a  label 
declaration  of  calories,  sugars,  total  fat, 
saturated  fat,  cholesterol,  or  sodium  is 
misbranded  under  section  403(a)  of  the 
act  if  the  nutrient  content  of  the 
composite  sample  is  greater  than  20 
percent  more  than  the  declared  amount, 
again  within  the  variance  specified  for 
the  appropriate  test.  In  addition,  in  new 
§  161.9(g)(6),  reasonable  excesses  over 
or  under  the  labeled  amounts  are 
allowed  where  current  good 
manufacturing  practices  (CGMP's)  are 
used.  This  option  would  replace  these 
values  with  a  requirement  to  list  the 
mean  value  within  variances  established 
for  specific  nutrient  tests  and  allowing 
reasonable  excesses  over  or  under  the 
labeled  amounts  where  CGMP's  are 
used.  This  option  could  either  exist  as 
a  blanket  exemption  for  small  firms  or 
one  that  is  made  by  special  request  on 
a  per  firm  basis  to  the  agency. 

Thus  small  firms  could  determine 
nutrient  levels  by  analysis,  by 
calculation  using  nutrient  data  bases  of 
ingredients  and  recipes,  or  by  other 
reasonable  means  that  provide 
assurance  that  the  value  declared  is  the 
mean  value  of  a  particular  nutrient  in 
the  food  product.  This  option  would 
reduce  the  burden  on  small  business  by 
allowing  the  use  of  means  rather  than 
values  determined  by  analytical  testing 
in  the  declaration  of  nutrient  content. 

Approximately  59  percent  of  all  food 
products  have  fewer  than  500.000  units 
sold  annually  and  are  produced  by 
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small  firms.  This  option  would 
significantly  reduca  analytical  costs  by 
between  $235  and  $600  million 
depending  upon  the  rate  of  retesting 
that  would  otherwise  be  done.  In 
addition,  this  option  will  prevent  small 
business  failure  which  may  occur  for 
small  firms  with  very  low  product 
volume.  This  option  would  result  in 
virtually  no  loss  in  benefits  because  the 
occasional  errors  in  labeling  may  offset 
one  another.  In  addition,  ahhough  this 
type  of  exemption  would  represent  a 
large  number  of  products,  it  represents 
only  about  2  percent  of  the  diet.  Thus, 
for  example,  if  these  manufacturers 
were  to  approximate  wrong  (or 
intentionally  misrepresent  their 
products)  concerning  the  amount  of 
total  fat  in  their  product  such  that  all  of 
the  products  in  this  category 
underreported  the  amount  of  fot  by  50 
percent,  and  if  all  consumers  were  100 
percent  mislead  by  such  underreporting, 
it  would  only  result  in  a  1  percent  error 
in  fat  consumption.  Given  that  such 
errors  in  reporting  are:  (1)  Likely  to 
balance  out;  (2)  will  probably  be 
corrected  by  enforcement  over  time; 
and.  (3)  that  it  is  unlikely  that  all 
consumers  would  be  misled  by  gross 
errors,  a  significant  loss  of  benefits  as 
they  have  been  calculated  in  this 
regulatory  impact  analysis  seems 
unlikely. 

An  alternate  standard  for  coverage  of 
this  option,  such  as  exempting  small 
firms  (500  or  less  employees)  with  less 
than  100,000  units  could  also  be  chosen. 
This  would  exempt  51  percent  of  the 
products  covered  by  the  1990 
amendments,  but  it  would  exempt  less 
than  2  percent  of  the  diet. 

Although  FDA  is  allowing  the 
"reasonable  basis"  standard  in  food 
service  establishments  making  nutrient 
content  claims  and  health  claims,  FDA 
believes  that  there  is  a  significant 
difference  between  the  criteria  used  to 
determine  whether  or  not  a  claim  is 
justified,  and  the  criteria  used  to 
determine  the  quantified  level  of  a 
nutrient  to  be  reported  on  a  food  label. 
In  addition,  FDA  believes  that  the 
option  that  it  has  chosen  is  also 
consistent  with  the  other  relevant 
sections  of  the  act  including  sections 
402(b)  and  403(a)  (21  U.8.C.  342(b)  and 
343(a)). 

III.  Costs  of  the  Regulations 

A.  General 

In  the  1991  RIA  proposal.  FDA 
determined  that  about  17.000  domestic 
food  manufacturers  and  260.000  labels 
would  be  affected  by  the  regulations 
promulgated  in  response  to  the  1990 
amendments.  Of  these,  approximately 


160  dietary  supplement  manufacturers 
would  alter  approximately  3,400  unique 
dietary  supplement  products.  In 
addition,  96,000  food  service 
establishments  would  also  be  required 
to  alter  their  menus  if  they  are  not  in 
compliance  with  nutrient  content  and 
health  claims  regulations. 

Categories  of  costs  include 
administrative,  analytical,  printing, 
inventory  disposal,  and  reformulation. 
In  all  cost  categories,  except 
administrative  costs,  the  costs  of 
relabeling  products  produced  and 
labeled  in  foreign  countries  cannot  be 
separated  from  those  products  produced 
and  labeled  domestically.  Thus,  the 
administrative  costs  considered  are 
domestic  costs  only,  whereas  the 
printing,  inventory,  and  analytical  costs 
considered  are  multinational. 

In  the  1991  RIA  proposal,  mandatory 
ingredient  labeling  for  standardized 
foods  and  certified  colors  were 
separated  from  the  other  actions  because 
it  was  to  take  effect  in  November  of 
1991.  Costs  for  these  provisions,  as 
proposed,  were  $128  million. 

In  the  Federal  Register  of  )uly  2, 1991 
(56  FR  30452),  FDA  published  a 
proposal  on  the  declaration  of 
percentage  juice.  FDA  determined  that 
the  costs  which  would  occur  as  a  result 
of  those  proposed  requirements  would 
be  $40  million,  based  on  an  effective 
date  of  November  8. 1991.  When  the 
1991  RIA  propKJsal  was  published,  the 
proposed  requirements  regarding  the 
declaration  of  percentage  juice  were  to 
become  effective  concurrently  with  the 
requirements  for  mandatory  nutrition 
labeling  which  would  have  resulted  in 
lowering  the  incremental  costs  to  $1 
million.  However,  because  those 
provisions  are  subject  to  being  enforced 
9  months  before  the  agency  will  enforce 
the  requirements  for  mandatory 
nutrition  labeling,  the  costs  are 
appropriately  determined  to  be  the 
original  assessment  of  $40  million.  FDA 
received  no  comments  to  the  original 
proposal  objecting  to  its  determination 
of  the  costs.  Therefore,  the  agency  is  not 
amending  its  original  estimate  of  the 
costs  of  declaring  percentage  juice. 

Voluntary  nutrition  labeling  of  raw 
fruit,  vegetables,  and  fish  is  also 
separable  from  all  other  provisions  of 
the  1990  amendments  because  it  affects 
supermarkets,  not  food  manufacturers. 
The  agency  estimated  these  costs  to  be 
between  $117  to  $155  million. 

The  costs  to  food  manufacturers  for 
all  other  labeling  regulations,  including 
percent  juice  labeling,  mandatory 
nutrition  labeling,  nutrient  content 
claims  definition,  health  claim  labeling, 
format  changes,  and  others,  were 
estimated  in  the  1991  RIA  proposal  to 


be  as  high  as  $1.3  billion,  depending  on 
the  compliance  period  chosen. 

hi  addition,  FuA  estimated  that  the 
costs  to  restaurants  and  other  food 
service  establishments  to  reprint  menus 
not  in  conformance  with  nutrient 
content  or  health  claim  proposed 
regulations  would  be  $116  million. 

FDA  estimated  that  total  costs  of  the 
proposed  rules  to  implement  the  1990 
amendments,  excluding  voluntary 
supermarket  labeling,  would  be 
approximately  $1.5  billion.  The  agency 
also  determined  that  if  the  agency  opted 
to  allow  an  additional  6  months  or  an 
additional  year  to  the  compliance 
period  provided  for  by  the  statute,  total 
costs  would  decrease  to  $.8  billion  and 
$.6  billion,  respectively. 

In  October  1992,  Congress  passed  the 
Dietary  Supplement  Act  of  1992  (DS 
Act).  This  act  prevents  the  agency  from 
implementing  the  1990  amendments  as 
they  apply  to  dietary  supplements  until 
December  1993.  This  act  requires  the 
agency  to  issue  proposed  regulations 
applicable  to  dietary  supplements  by 
June  15. 1993.  Because  this  document  is 
intended  to  determine  the  costs  and 
benefits  of  all  regulations  implementing 
the  1990  amendments,  the  agency  is 
responding  to  the  comments  regarding 
dietary  supplements  with  tentative 
conclusions  and  is  presenting 
preliminary  estimates  of  those  costs. 
The  agency  will  address  any  alterations 
to  these  estimotes  when  it  issues 
regulations  on  the  labeling  of  dietary 
supplements. 

In  response  to  its  assessment  of  the 
costs  in  the  1991  RIA  proposal.  FDA 
also  received  several  comments 
regarding  costs  from  firms  whose 
products  are  regulated  by  USDA,  not 
FDA.  The  agency  has  forwarded  these 
comments  to  USDA  for  consideration  in 
their  RIA. 

1.  One  comment  stated  that  FDA's 
cost  analysis  could  not  be  corret:t 
because  it  is  impossible  to  accurately 
estimate  costs. 

The  agency  disagrees  with  the 
comment.  The  agency  recognizes  that 
costs  of  regulation  are  complex  and 
often  difficult  to  measure  with  100 
percent  accuracy.  However,  after 
studying  the  industries  affected  and 
considering  the  comments,  FDA  is 
confident  that  it  has  determined  the 
costs  of  the  regulations  with  reasonable 
accuracy.  The  agency  will  not  amend  its 
cost  estimates  based  on  this  comment. 

2.  One  comment  stated  that  because  it 
-  would  take  up  to  30  years  to  see  the 

benefits  of  the  regulations,  FDA  should 
calculate  the  costs  of  nutrition  labeling 
for  30  years.  The  comment  criticized 
FDA  for  limiting  the  costs  to  a  5-year 
period. 
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FDA  disagrees  with  this  comment. 
FDA  has  determined  that  the  beneHts 
will  occur  sooner  than  30  years.  For 
calculation  purposes,  FDA  assumed  that 
the  lag  time  for  cancer  is  10  years. 
Beyond  20  years,  the  discount  rate 
drives  the  benefits  too  low  to  be 
signiHcant.  FDA,  therefore,  calculated 
benefits  over  20  years  for  ease  of 
computation.  For  the  sake  of 
consistency,  FDA  also  calculated  the 
costs  over  20  years.  FDA  did  not  limit 
its  determination  of  costs  to  5  years  as 
the  comment  mistakenly  understood. 
FDA  is  calculating  the  final  costs  and 
benefits  similarly. 

B.  Administrative  Costs 

In  the  1991  RIA  proposal,  FDA 
determined  that  administrative  costs 
would  be  approximately  $177  million, 
of  which  $16  million  are  attributable  to 
mandatory  ingredient  labeling  of 
standardized  foods  and  certified  colors. 
FDA  received  one  comment  from  an 
industry  association  that  stated  that 
FDA  provided  a  fairly  reasonable 
assessment  of  the  administrative  portion 
of  total  cost.  This  judgment  was  based 
on  the  association's  evaluation  of  such 
costs  for  the  firms  it  represents. 
However,  FDA  received  several  other 
comments  criticizing  its  estimates. 

3.  Two  comments  stated  that 
administrative  costs  are  more  closely 
related  to  the  number  of  products  or 
labels  than  to  the  number  of  firms.  One 
firm  stated  that  administrative  costs  will 
be  high  because  of  the  number  of  units 
involved  and  the  fact  that  the  product 
is  packaged  at  many  different  locations 
by  third-party  vendors.  This  situation, 
the  comment  stated,  will  necessitate 
additional  administrative  costs  in  the 
nature  of  man-hours  for  coordination. 

FDA  acknowledges  that  the  comment 
may  be  correct  but  has  no  additional 
information  to  support  this  claim.  In  its 
original  analysis,  FDA  assumed  that 
administrative  costs  differed  based  on 
firm  size.  In  part,  this  assumption  is 
based  not  only  on  the  bureaucratic 
difficulties  inherent  in  larger 
companies,  but  also  on  the  assumption 
that  larger  firms  produce  a  greater 
number  of  products.  The  comment  did 
not  state  nor  supply  data  as  to  whether 
changing  this  assumption  would 
increase  or  decrease  administrative 
costs.  Thus.  FDA  is  not  amending  its 
final  administrative  cost  estimates  based 
on  this  comment. 

4.  Several  comments  stated  the  cost  of 
increased  errors  should  be  included  in 
administrative  costs,  especially  for 
smaller  firms.  The  comment  stated  that 
error  rates  will  increase  because  of:  (1) 
The  unreasonably  short  timeframes  in 
which  all  label  change^  will  be  made. 


(2)  inexperienced  short-term  personnel 
hired  to  relieve  the  enormous  strains  on 
capacity,  and  (3)  the  novelty  and 
magnitude  of  the  changes  themselves. 

ITDA  agrees  that  firms  may  experience 
increased  error  rates  which  may 
increase  administrative  costs.  FDA  also 
agrees  that  these  costs  will  be 
significantly  reduced  by  allowing  firms 
additional  time  to  comply  with  labeling 
regulations.  However,  FDA  is  not 
amending  its  final  cost  estimates  to 
account  for  increased  errors  because  the 
final  rule  allows  additional  time,  and 
the  comments  did  not  provide 
information  regarding  either  the  rate  at 
which  errors  would  be  increased  or  the 
cost  of  such  errors.  Also,  FDA  believes 
that  the  cost  of  increased  errors  woilld 
not  significantly  increase  total  costs. 
Finally,  by  delaying  the  date  that  it  will 
apply  section  403{q)  and  (r)(2)  of  the  act, 
the  agency  is  relieving  the  time 
pressures  that  the  comments  said  would 
contribute  to  the  error  rates. 

5.  Several  comments  provided 
estimates  of  administrative  costs.  FDA 
received  only  one  estimate  for  small 
firms.  $3,000  per  firm.  Estimates  for 
medium  to  large  firms  range  from 
approximately  $6,500  to  over  $1  million 
per  firm.  One  manufacturer  of  both  FDA 
and  USDA  regulated  products  stated 
that  additional  man-hours  and  a  part- 
time  consultant  would  be  required  to 
implement  the  proposed  label 
requirements  at  a  total  cost  of  $53,300. 
Some  comments  provided  separate 
estimates  for  internal  administrative 
costs  and  external  administrative  costs. 
Internal  administrative  costs  include 
travel  expenses,  overtime  expenses,  and 
payroll  expenses  and  benefit  costs  for 
added  employees.  External 
administrative  costs  include  such  items 
as  legal  fees,  temporary  help,  and 
consultants. 

FDA  recognizes  that  the  factors  that 
determine  administrative  costs  are  very 
complicated.  In  the  1991  RIA  proposal, 
FDA  estimated  that  administrative  costs 
for  intricate  regulations  would  be  $9,000 
for  small/medium  firms  and  $68,450  for 
large  firms,  assuming  a  compliance  date 
of  May  8,  1993.  Administrative  costs 
would  be  less  with  longer  compliance 
periods.  Final  administrative  estimates 
are  based  on  a  compliance  period 
ending  in  May  1994.  Administrative 
costs  would  be  $3,375  for  small/ 
medium  firms  and  $25,700  for  large 
firms.  The  range  of  administrative  cost 
estimates  submitted  in  the  comments 
was  extremely  broad.  Also,  there  were 
no  identifiable  patterns  to  the  estimates 
given.  Therefore,  FDA  is  not  altering  its 
original  estimates.  In  the  future.  FDA 
would  be  interested  in  obtaining  more 
detailed  data  concerning  the  nature  and 


level  of  the  marginal  administrative 
costs  of  regulation. 

6.  One  comment  stated  that  the  cost 
of  reading,  analyzing,  and  commenting 
on  the  proposals  should  be  addressed. 
The  comment  stated  that  thousands  of 
people  are  spending  many  hours 
reading,  analyzing,  discussing,  and 
explaining  FDA  proposals  and  writing, 
typing,  copying,  collating,  and  sending 
comments. 

FDA  recognizes  that  many  resources 
are  spent  in  the  process  of  reviewing 
and  responding  to  proposals.  Whether 
these  costs  should  be  attributed  to  the 
regulation  or  considered  normal  costs  of 
doing  business  in  a  regulated  industry  is 
debatable.  Nevertheless.  FDA  has  no 
information  to  determine  the  amount 
and  value  of  resources  spent  in 
reviewing  regulations  and  is,  therefore, 
not  amending  its  estimates  based  on  this 
comment. 

7.  One  comment  argued  that  FDA 
should  consider  the  cost  that  the 
implementing  regulations  would  have 
on  the  Government,  e.g..  extra  FDA 
personnel,  laboratory  supplies,  and  tax 
increases  to  the  American  consumer. 

FDA  agrees  with  this  comment.  FDA 
estimates  that  approximately  85  Full- 
Time  Equivalents  (FTE's)  have  been 
utilized  in  the  2  years  of  development 
of  the  implementing  regulations.  In 
addition.  FDA  estimates  that  135  FTE's 
will  be  used  each  year  during  the  next 
20  years  in  recurring  activities  related  to 
the  implementing  regulations,  e.g., 
enforcement  and  petition  review.  Each 
FTE  is  currently  valued  at  $75,000. 
Therefore,  FDA's  labor  costs  are  about 
$6.4  million  for  start-up  and  $127 
million  in  recurring  costs  (discounted  at 
5  percent).  In  addition,  FDA  estimates 
that  other  costs  to  the  Government  to 
implement  the  1990  amendments  are 
approximately  $4.4  million  in  start-up 
costs  and  an  additional  $2  million  per 
year  over  the  next  20  years,  or  $25 
million  (discounted  at  5  percent). 
Therefore,  total  estimated  costs  to  the 
Federal  Government  are  $163  million. 
FDA  notes,  however,  that  these  costs  do 
not  constitute  increased  cost  to  either 
consumers  or  industry  in  that  they  do 
not  represent  an  increase  in  funding  to 
the  Federal  Government.  The 
development  and  enforcement  of  these 
regulations  is  funded  primarily  by 
replacing  other  Government  programs. 

8.  One  dietary  supplement 
manufacturer  stated  that  FDA  should 
take  into  account  the  total  cost  of 
administrative  time  rather  than 
incremental  costs  associated  with  the 
regulatory  action  being  taken. 

FDA  disagrees  with  this  comment. 
Executive  Order  12291  requires  that 
FDA  calculate  the  cost  of  this  regulatory 
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action.  Therefore,  only  incremental 
costs — those  costs  associated  with  the 
additional  administrative  effort  required 
to  comply  with  the  implementing 
regulations — are  relevant.  Accordingly, 
FDA  reJHCts  the  comment  on  this  point. 

9.  One  dietary  supplement 
manufacturer  stated  that  FDA's  estimate 
of  administrative  costs  for  supplement 
manufacturers  was  incorrect.  The 
comment  suggested  that  if  one  mid-level 
executive  spends  1  week  trying  to  read 
and  understand  these  regulations,  the 
cost  would  be  in  excess  of  the  $850  per 
firm  estimated  by  FDA. 

FDA  neither  agrees  nor  disagrees  with 
this  comment.  Although  the 
assumptions  FDA  made  regarding 
administrative  costs  for  dietary 
supplements  may  have  resulted  in 
underestimates,  comments  did  not 
provide  FDA  with  information  with 
which  reasonable  estimates  could  be 
made.  FDA  will  continue  to  study  the 
supplement  industry  and  will  alter  its 
estimates,  if  necessary,  when  the 
regulations  regarding  dietary 
supplements  are  issued.  FDA  is  not 
currently  altering  its  original  estimate 
based  on  this  comment. 

C.  Analytical  Costs 

In  the  1991  RIA  proposal,  FDA 
estimated  analytical  costs  to  be  $195 
million,  of  which  $112  miUion  are 
initial  one-time  costs.  Although  one 
firm  stated  tttat  its  cost  estimates  verify 
the  numbers  reported  by  FDA  in  its 
1991  RIA  proposal,  several  other 
comments  argued  FDA's  estimates  were 
too  low. 

10.  Several  comments  questioiied 
FDA's  assumption  that  some  products 
are  already  tested.  These  comments 
slated  that  the  agency's  assumption  that 
20  percent  of  products  are  already 
performing  all  newly  required  tests  and 
would  require  no  additional  testing  is 
arbitrary  and  not  based  on  survey  or 
ether  data.  These  firriis  argued  that  no 
products  are  currently  undergoing  all 
testing  that  would  be  necessary  for 
compliance  because  the  definitions  for 
some  nutrients  or  food  components  will 
sigiiificantly  change. 

FDA  is  persuadtxl  by  this  argument. 
In  its  final  estimate,  the  agency  is 
assuming  that  ail  products  will  undergo 
at  least  some  analytical  testing  and  is 
adjusting  the  costs  for  analytical  tests 
accordingly.  FDA  is  assuming  that  the 
40  percent  of  foods  that  currently 
provide  nutrition  information  will 
require  testing  for  only  the  newly 
required  nutrients.  The  remaining  60 
percent  of  foods  are  not  currently 
undergoing  testing  for  any  nutrients. 
Therefore,  the  incremental  costs  for  this 
60  percent  of  foods  will  be  the  cost  of 


performing  ail  required  tests.  This 
change  in  assumptions  also  affiects 
administrative  costs  because  the 
regulation  will  be  complex  (requiring 
testing)  for  all  firms,  rather  than  for  80 
percent  of  firms  as  originally  assumed. 

11.  One  comment  requested  that  FDA 
make  its  laboratories  available  for 
testing  at  a  small  or  no  foe  in  order  that 
firms  may  offset  at  least  some  of  the  cost 
of  the  regulations. 

FDA  does  not  have  the  resources  to 
make  its  laboratories  available  to  do 
testing,  nor  can  FDA  charge  a  fee  to  do 
testing.  Therefore,  FDA  rejects  this 
request.  Although  the  choice  may  affect 
the  company's  expenses,  whether 
testing  is  performed  in-house.  by 
independent  laboratories,  or  by  FDA 
laboratories,  the  societal  costs  of  the 
regulation  are  the  same. 

12.  Many  comments  stated  that  testing 
co.sts  per  product  may  increase  because 
of  the  increased  demand  on  laboratories. 
One  firm  estimated  that  analytical  work 
on  a  priority  basis  will  add  about  $2,000 
per  product.  Similarly,  many  comments 
suggested  that  an  increa.s8  in  demand 
for  printing  services  would  create 
additional  costs. 

FDA  agrees  that  the  price  of  testing 
may  increase  in  the  short  run  because  of 
increased  demand.  However,  because 
firms  will  have  15  months  to  comply, 
not  six  months  as  assumed  by  the 
comments,  any  increase  in  costs  will  not 
be  significant.  FDA  is  not  considering 
these  costs  in  its  final  estimate. 

13.  One  comment  argued  that  FDA's 
estimate  of  the  cost  of  analytical  testing 
is  wrong  because  it  is  based  on  the 
number  of  products,  rather  than  the 
number  of  labels.  The  comment  stated 
that  it  is  not  clear  that  a  correlation 
exists  between  the  number  of  labels 
n^ded  to  test  and  the  number  of 
products.  For  example,  the  comment 
stated  that  "manufacturing  for  private 
labels  may  require  more  testing  of 
essentially  the  same  product  due  to 
ingredient  demands  for  retailers." 

FDA  believes  that  the  comment  did 
not  understand  FDA's  definition  of 
products  and  labels.  FDA  defined  a 
product  as  an  individual  formulation 
regardless  of  size  of  container.  Any 
change  in  ii>gredtents  constitutes  a 
separate  product  formulation.  When  a 
private  label  manufacturer  changes  a 
product's  ingredients  in  order  to  meet 
different  demands  of  retailers,  a 
different  product  is  created,  and 
additional  testing  is  required.  However, 
if  the  manufacturer  merely  changes  'he 
packaging  for  different  retailers  but  does 
not  change  the  product  formulation, 
there  is  no  new  product,  only  a  new 
label.  FDA  concludes  ofler 
consideration  of  the  contractor's 


(Research  Triangle  Institute  (RTI))  report 
and  comments  to  the  1991  RIA 
proposal,  that  for  each  distinct  product 
formulation  a  separate  analytical  test 
must  be  performed.  Tests  for  each 
individual  label  are  unnecessary. 
Therefore.  FDA  is  not  modifying  its 
estimate  of  analytical  testing  in  response 
to  this  comment. 

14.  Many  comments  suggested  that 
analytical  costs  as  originally  calculated 
are  too  low  because  the  number  of 
products  on  which  they  were  based  is 
too  low. 

FDA  agrees  that  the  estimate  of  the 
number  of  products  contained  in  the 
1991  RIA  proposal  was  too  low.  FDA 
also  agrees  with  comments  that  some 
firms  use  different  formulations  of  the 
same  product  for  different  geographical 
areas  because  of  varying  ingredient 
demands.  FDA's  count  of  products  and 
labels  is  based  on  Universal  Product 
Code  (UPC)  codes  that  may  not  pick  up 
these  variations.  Also,  certain  specially 
items  that  are  not  sold  through 
distribution  channels  using  UPC  codes 
would  not  be  counted.  Comments  did 
not  provide  adequate  information  fi-om 
which  FDA  can  amend  its  original 
asse.<isment  of  the  number  of  products 
based  on  these  considerations.  However, 
FDA  reviewed  its  source  of  the  number 
of  products  (A.  C.  Nielsen)  and  found 
that  its  estimate  was  incorrect. 

FDA  originally  used  data  collected  in 
1987  that  was  derived  from  grocery 
store  warehouses.  Because  many 
products  are  not  distributed  through 
warehouses,  FDA  undercounted  the 
number  of  products.  A.  C.  Nielsen  has 
since  revised  its  method  of  data 
collection  to  account  for  this  problem. 
Therefore,  FDA  now  estimates  that  there 
are  196,000  products.  The  estimate  of 
the  number  of  labels,  which  was  based 
on  an  up-to-date  count  of  UPC  codes, 
remains  unchanged  at  257,000. 
However.  FDA  recognizes  that  these 
estimates  are  still  understated  because 
Nielsen  surveys  3,000  grocery  stores  and 
does  not  extrapolate  to  the  remaining 
stores.  FDA  does  not  have  any 
information  with  which  such  an 
extrapolation  could  be  made.  FDA  also 
recognizes  that  these  are  still 
underestimates  because:  (1)  Some  firms 
use  different  formulations  of  the  same 
product  for  different  geographical  areas 
due  to  varying  ingredient  demands;  (2) 
FDA's  count  of  products  and  labels  is 
based  on  UPC  codes  which  may  not 
pick  up  these  variations;  and  (3)  certain 
specialty  items  which  are  not  sold 
through  distribution  channels  using 
UPC  codes  would  not  be  counted. 
However.  FDA  does  not  have  any  better 
data,  nor  did  the  comments  provide 
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better  data.  Therefoce,  the  final 
estimates  are  based  on  these  figures. 

15.  One  comraeiH  argued  that  FDA's 
caknilation  of  testing  costs  for  those  32 
percent  of  firma  already  performing  the 
cuirently  required  tests  was  wrong.  This 
comment  argued  that  subtracting  the 
$135  for  tests  not  required  was  wrong 
because  this  is  a  sunk  cosl  that  w^f- 
already  being  imposed  by  FDA.  The 
comoaeat  did  not  ob)ect  to  the 
subtraction  of  $135  &om  the  $354  cost 
required  for  analysis  under  the  current 
regulations  because  this  portion  of  the 
$354  will  not  be  incurred  by  first-time 
testers. 

FDA  disagrees  with  the  first  point. 
FDA  is  not  reimposing  the  costs  for  tests 
no  longer  required.  The  marginal  cost  is 
the  cost  of  required  tests  ($376)  less  the 
cost  of  tests  previously  required  by 
regulations  but  not  required  by  these 
final  rules  ($135).  FDA  agrees  with  the 
second  point  made  by  the  comment. 
The  costs  per  test  is  not  changed. 

16.  One  comment  argued  that  FDA's 
analytical  cost  estin»tes  should  have 
included  employee  time  to  prepare 
samples  for  testing,  review  laboratory 
reports,  interpret  the  results,  and 
determine  resulting  nutrition  values  that 
can  be  placed  on  labels.  The  comment 
stated  an  appropriate  estimate  would  be 
2-1/2  hours  per  product  at  an  avwage 
salary  and  benefits  figure  of  $d5. 

FDA  agrees  that  the  employee's  time 
for  preparing  samples  should  be 
included  as  part  of  the  analytical  costs. 
However,  the  other  activities  cited  by 
the  comment  are  not  analytical  costs  but 
administrative  costs  and  are  considered 
in  that  section  of  the  document.  Having 
concluded  that  the  cost  of  preparing  the 
sample  should  be  added  to  its  initial 
analysis,  the  agency,  using  the  average 
hourly  earnings  calculated  by  the 
Department  of  Labor,  has  determined 
that  an  appropriate  cost  would  be  1/2 
hour  per  sample  at  an  average  salary 
and  benefits  figure  of  $19  per  hour. 
These  costs  are  included  in  the  agency's 
final  estimata 

17.  One  comment  suggested  that 
analytical  costs  should  include  the 
value  of  lost  products  and  packages 
destroyed  to  run  analyses,  as  well  aa  the 
cost  of  freight  to  ship  to  the  laboratory. 

FDA  agrees  that  for  those  products  not 
undergoing  any  testing,  the  cited 
activities  should  be  included  in  the 
analytical  costs  of  complying  with  these 
regulations.  Although  FDA  has  no 
specific  information  on  the  amount  of 
product  and  packaging  that  would  be 
destroyed,  or  on  the  cost  of  that  product. 
FDA  can  make  crude  estimates.  These 
estimates  suggest  that  such  costs  will  be 
small  relative  to  total  costs.  For 
tixQmple,  if  the  cost  of  manufactured 


food  products  is  approximately  $2  per 
unit,  and  approximately  12  imits  per 
product  are  destroyed  to  conduct 
analytical  testing,  the  total  cost  would 
be  $4.7  miUion.  Because  these  costs 
represent  less  than  1  percent  of  total 
costs,  FDA  is  not  attempting  to 
accurately  determine  the  cost  of  lost 
product  and  package  and  is  not 
including  these  costs  in  its  final 
estimates. 

18.  Several  comments  disa^ned  with 
FDA's  assumptions  regarding  the 
frequency  of  retesting.  One  comment 
stated  that  partial,  if  not  full,  retesting 
will  occur  each  time  a  product  is 
reformulated.  The  comment  noted  that 
this  occurs  more  frequently  than  every 
5  years.  Another  comment  stated  that 
retesting  would  occur  quarterly.  A  third 
comment  was  told  by  a  laboratory  that 
FDA  would  require  testing  3  or  4  times 
a  year.  This  latter  comment 
recommended  that  FDA  recommend 
laboratory  analysis  no  more  than  once 
every  5  years  or  when  the  recipe 
changes. 

FDA  does  not  have  a  set  number  of 
times  a  product  must  be  tested  in  a  year, 
nor  does  FDA  determine  the  frequency 
with  which  analytical  inform^ion 
should  be  verified.  The  agency  simply 
requires  that  the  information  on  the 
label  conforms  to  the  regulations. 
Therefore,  if  a  product  is  reformulated, 
the  manufacturer  should  retest  the 
product.  The  agency  has  no  information 
regarding  the  average  frequency  of 
reformulation,  nor  was  such  information 
submitted  by  the  comments.  However, 
FDA  is  persuaded  that  many  firms  may 
retest  their  products  more  frequently 
than  every  5  years.  FDA,  for  its  final 
estimates,  calculated  analytical  costs 
based  on  a  retesting  frequency  ranging 
from  annual  retesting  to  once  every  5 
years. 

19.  One  comment  stated  that  testing 
would  almost  always  be  duplicated  and, 
in  many  cases,  triplicated. 

FOiA  behaves  that  this  comment 
confirms  its  assumption  in  the  1991  RIA 
proposal  that  initiai  tests  will  be 
performed  three  times  to  confirm  the 
results.  Thus,  no  change  in  the  agency's 
original  assumptions  are  necessary  in 
response  to  this  comment. 

20.  One  comment  suggested  that 
analytical  testing  for  new  product 
introductions  under  the  new  proposals 
would  be  more  expensive  than 
otherwise. 

FDA  disagrees  with  this  comment. 
Althoxi^  initial  testing  costs  to  firms 
may  go  up  because  of  queuing,  FDA  is 
not  convinced  that  demand  for  testing 
will  ultimately  exceed  the  supply  of 
testing  servicas.  However,  FDA  is 
including  the  incremental  additional 


cost  of  testing  new  products  in  its  final 
estimates  of  analytical  testing  costs 
which  the  ^ency  did  not  do  in  the  1991 
RIA  proposal. 

21.  One  comment  suggested  that  the 
added  cost  of  analysis  would  burden 
small  companies  because  their  work 
would  be  done  by  already  overworked 
commercial  laboratories  which  charge 
high  fees  for  services,  sometimes  in 
excess  of  $900  for  a  full  nutritional 
profile.  Another  comment  agreed, 
arguing  that  the  cost  per  product,       ^ 
estimated  at  $1,482,  represents 
approximately  3  percent  of  the  gross 
revenue  per  product  for  the  average 
small/medium  firm. 

FDA  agrees  that  because  of  the 
smaller  volume  under  which  small 
firms  operate,  the  additional  analytical 
testing  could  cause  a  burden  on  smaller 
firms.  FDA  believes  that  giving  firms  a 
longer  time  to  comply  with  regulations, 
until  May  8, 1994,  will  alleviate  some 
but  not  all  of  this  burden  by  reducing 
the  impact  of  queuing  costs.  In  addition, 
FDA  believes  that  allowring  firms  the 
option  of  using  nutritional  data  bases, 
instead  of  requiring  analytical  testing, 
will  reduce  the  burden  on  small  firms 
by  providing  a  low-cost  alternative  to 
analytical  testing. 

22.  One  large  firm  stated  that  all  costs 
incurred  would  be  passed  along  to 
consumers  almost  immediately,  not  over 
a  20-year  period.  That  comment 
explained  that  the  cost  of  analytical 
work  cannot  be  financed  over  a  20-year 
period. 

FDA  does  not  agree  with  this 
comment.  The  comment  misinterpreted 
the  agency's  calculations.  FDA  did  not 
state  in  the  1991  RIA  proposal  that  costs 
would  be  financed  over  a  20-yeer 
period.  FDA  analyzed  costs  that  will  be 
incurred  immediately.  In  addition,  FDA 
also  determined  that  firms  would  retest 
their  products  periodically,  even 
without  reformulating,  to  verify  the 
accuracy  of  the  nutrition  information 
reported  on  the  label  and  calculated  the 
costs  of  this  retesting  over  the  next  20 
years. 

23.  Several  comments  provided 
estimates  of  the  costs  of  analytical 
testing.  Estimates  of  analytical  testing 
per  product  ranged  from  $500  to  $2,000. 

FDA.  in  the  1991  RIA  proposal, 
calculated  the  analytical  cost  per 
product  to  be  $723  for  those  products 
that  have  been  tested  and  $1,785  for 
those  products  that  have  not  been 
tested.  Because  these  estimates  are 
within  the  range  reported  by  comments, 
FDA  is  using  them  in  the  final  RLA. 

24.  One  large  firm  stated  that  because 
testing  for  protein  quality  would  be 
changed  under  FDA's  proposed  rules, 
the  cost  of  this  test  should  be  included 
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with  testing  for  cholesterol,  fiber,  fatty 
acids,  and  sugars.  The  comment  also 
stated  that  under  FDA's  definitions, 
analysis  for  complex  carbohydrate 
content  would  also  be  required. 

FDA  agr«es  with  this  comment  that 
the  cost  of  testing  for  protein  quality 
would  increase  under  FDA's  rules.  FDA 
has  determined,  based  on  information 
from  existing  independent  testing 
laboratories'  price  lists,  that  a  change  in 
the  definition  of  protein  quality  will  add 
approximately  $540  per  product  to  the 
cost  of  analytical  testing.  Therefore, 
total  costs  would  increase  by 
approximately  $159  million  over  the 
next  20  years  assuming  products  would 
be  retested  eVery  5  years  or  $440  million 
assuming  annual  retesting  (discounted 
at  5  percent).  (FDA  notes  that  these  are 
maximum  estimates.  The  agency  is 
providing  values  in  the  Pinal  rule  on 
mandatory  nutrition  labeling,  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  that  should  significantly 
reduce  the  costs  of  calculating  protein 
quality  for  many  foods.)  FDA  is  not. 
however,  adding  complex  carbohydrates 
to  the  list  of  nutrients  required  to  be 
listed  in  the  nutrition  label  (see  final 
rule  on  mandatory  nutrition  labeling 
published  elsewhere  in  this  issue  of  the 
Federal  Register).  Therefore,  no  analysis 
for  this  nutrient  is  necessary. 

25.  One  comment  stated  tnat  the 
changeover  to  new  Reference  Daily 
Intake  (RDl)  values  will  require  that  all 
data  bases  be  completely  reprogrammed 
to  reflect  the  new  values,  and  that 
therefore  the  cost  of  reprogramming  all 
data  bases  should  be  included  as  a  cost 
to  the  regulations. 

FDA  agrees  with  this  comment. 
Because  RDI's  differ  from 
Recommended  Dietary  Allowance's  and 
Daily  Reference  Value's,  on  which  the 
nutrition  label  is  based,  data  bases 
would  need  some  new  programming  if 
the  agency  were  to  switch  to  RDI's.  The 
comment  did  not  provide  any  data 
regarding  the  additional  costs  resulting 
from  such  changes.  FDA  is  not  aware  of 
the  number  of  such  data  bases  but  notes 
that  it  would  take  a  large  number 
coupled  with  significant  reprogramming 
costs  to  affect  this  cost  estimate. 
Therefore,  FDA  believes  that  such  costs 
will  be  small  relative  to  the  total  costs 
of  the  regulation.  However,  because  the 
DS  Act  prevents  FDA  from  adopting 
revised  RDI's  at  this  time,  the  costs 
associated  with  switching  to  new  RDI 
values  will  not  occur. 

26.  One  large  firm  commented  that  for 
most  nutritionally-modified  products, 
and  for  the  foods  for  which  they 
substitute,  it  is  necessary  to  conduct  a 
complete  nutritional  analysis  to 
determine  nutritional  equivolence.  The 


comment  estimated  the  cost  of  testing 
for  complete  nutritional  equivalence  for 
one  product  to  be  $2,300  for  the  first  lot 
and  $1,200  for  the  remaining  two 
confirmatory  lots.  Also,  the  comment 
staled  that  the  agency's  proposals 
require  testing  for  several 
micronutrients  not  previously  included 
in  nutritional  equivalency  testing,  such 
as  Vitamin  K  and  molybdenum. 

The  point  of  the  comment  is  unclear. 
If  the  comment  is  referring  to  tests 
conducted  when  using  nutrient  content 
claims.  FDA  disagrees  that  such  costs 
have  not  been  considered.  The  costs 
associated  with  the  use  of  nutrient 
content  claims  are  the  costs  of  obtaining 
the  information  to  insure  that  the  claim 
meets  the  definitions  provided  by  FDA. 
All  firms  will  obtain  that  information 
when  performing  analyses  for  the 
nutrition  panel.  Therefore,  there  are  no 
incremental  costs  for  using  nutrient 
content  claims.  If,  however,  the 
comment  is  referring  to  substitute 
products,  that  policy  is  not  changing, 
and  the  comment  has  no  relevance. 
Finally,  because  of  the  moratorium 
under  the  DS  Act,  FDA  has  not  adopted 
RDI's  for  Vitamin  K  or  molybdenum. 
Therefore,  no  testing  for  these  nutrients 
is  necessary  at  this  time.  For  these 
reasons,  FDA  will  not  change  its 
estimates  based  on  this  comment. 

27.  Manufacturers  of  dietary 
supplements  objected  to  FDA's 
assumption  that,  because  of  the  nature 
of  the  product,  full  analytical  testing  is 
already  performed  on  supplements. 
Comments  stated  that  because  full 
analytical  testing  is  not  currently  done 
on  dietary  supplements,  all  dietary 
supplement  products  will  undergo  full 
nutrient  content  analysis. 

FDA  is  persuaded  by  the  comment.  In 
the  1991  RIA  proposal,  FDA  conceded 
that  this  assumption  was  merely 
supposition  and  requested  information 
from  industry  sources  on  this  point. 
FDA  will  develop  an  appropriate 
estimate  of  cost  of  analytical  testing  for 
dietary  supplements  as  part  of  the 
rulemaking  that  the  agency  will 
complete  in  accordance  with  the  DS 
Act. 

28.  Several  dietary  supplement 
manufacturers  also  stated  that  FDA's 
estimate  of  analytical  costs  was 
understated  because  the  number  of 
products  was  understated. 

The  agency's  original  analysis  was 
based  on  a  count  of  the  number  of 
unique  supplement  products  reported  in 
use  during  a  small  survey  of  consumers. 
Because  of  the  small  number  of 
consumers  sampled,  FDA  agrees  that 
this  was  not  an  accurate  source  to 
determine  the  number  of  dietary 
supplement  products.  In  comments  to 


the  1991  RIA  proposal,  one  association 
reported  25.000  products  and  75.000 
labels  in  use  in  tne  supplement 
industry.  The  association  was  unclear  as 
to  how  these  numbers  were  calculated, 
and  how  "supplement"  was  defined  in 
order  to  arrive  at  these  numbers.  The 
agency  believes  these  estimates  seem 
large.  However,  because  no  better 
information  currently  exists.  FDA  is 
using  these  figures  in  calculating  costs 
to  dietary  supplement  manufacturers. 
FDA  will  further  study  the  supplement 
industry  and  make  any  necessary 
changes  to  its  estimates  when 
regulations  are  issued  in  accordance  in 
the  DS  Act. 

D.  Printing  Costs 

In  the  1991  RIA  proposal.  FDA 
preliminarily  determined  that  firms 
would  spend  approximately  $112 
million  on  printing  costs  to  comply  with 
mandatory  ingredient  labeling  of 
standardized  foods  and  certified  colors, 
and  approximately  $750  million  to 
comply  with  all  other  provisions,  except 
labeling  of  raw  fruit,  vegetables,  and 
fish.  FDA  received  several  comments 
criticizing  the  agency's  calculation  of 
printing  and  redesign  costs. 

29.  One  comment  was  concerned  that 
FDA  assumed  that  changes  will  occur 
only  to  the  principle  display  panel 
(PDF)  and  to  the  information  panel. 

FDA  is  aware  that  mandated  changes 
are  so  significant  that  the  entire  label 
will  be  changed.  FDA  accounted  for  this 
fact  in  the  1991  RIA  proposal.  In  the 
model  supplied  by  the  contractor  and 
used  by  FDA,  label  redesign  was 
denoted  as  a  "complex"  label  change 
which  was  used  for  all  labels. 

30.  Several  comments  stated  that 
capital  costs  associated  with  label 
printing  are  underestimated.  The 
comments  staled  that  for  many  firms, 
new  labeling  devices  will  be  needed. 
One  comment,  for  example,  stated  that 
food  manufacturers  may  have  to  install 
new  packaging  or  labeling  systems  if 
existing  labels  are  not  large  enough  to 
accommodate  the  new  information. 
Comments  stated  labeling  equipment 
would  cost  approximately  $65,000. 

FDA  agrees  that  some  firms  may 
require  new  labeling  devices  but  does 
not  have  enough  information  to 
determine  how  many  new  devices  will 
be  needed.  Whether  firms  will  need  to 
increase  package  or  label  size  to 
accommodate  the  new  information  will 
depend  largely  on  the  format  selected. 
FDA  is  allowing  a  reduced  format  for 
small  packages  and  very  small  packages 
may  be  exempt  from  nutrition 
information.  The  decision  to  purchase 
new  machinery  will  also  depend  on 
how  lengthy  health  claims  are.  FDA 
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does  not  believe  that  health  claims  will 
cause  many  firms  to  increase  package 
size  because  heahh  claims  are 
voluntary.  If  a  firm  must  increase 
package  size  and  order  new  packaging 
equipoaeat  to  aixommodate  a  claim, 
many  ftrms  will  not  make  the  claim. 
Although  FOA  does  agree  that  capital 
costs  may  be  significant,  inadequ^e 
information  reaarding  the  number  of 
devices  needed  prevents  the  agency 
from  Quastifying  these  costs. 

3.1.  Several  comments  stated  that  FDA 
should  include  the  cost  of  the  first 
labels  ordered  under  the  new 
requirements  because  these  initial  label 
orders  replace  those  labels  that  will  not 
be  in  compliance. 

In  determining  the  impact  of 
regulations.  FDA  is  only  concerned  with 
incremental  costs  only.  The  cost  of 
initial  label  orders  is  incremental  only 
in  the  sense  that  labels  are  ordered  to 
replace  existing  labels  that  are  no  longer 
in  compliance.  FDA  included  these 
costs  in  its  calculation  of  the  cost  of 
label  inventory  disposal  because 
disposed  label  inventory  is  valued  at  its 
replacement  cost.  To  include  both 
initial  label  orders  and  inventory 
disposal  costs  would  be  double 
counting.  Therefore.  FDA  rejects  these 
comments  on  this  point. 

32.  One  comment  claimed  that,  as  the 
compliance  date  seats,  additional  costs 
will  be  incurred  as  firms  find  it 
necessary  to  request  smaller,  less 
effkcient  print  runs. 

FDA  agrees  with  this  comment. 
However,  the  agency  does  not  have 
information  with  which  it  can  estimate 
these  costs  nor  does  it  believe  they  will 
significantly  add  to  the  costs.  FDA 
believes  that  giving  firms  a  longer  time 
to  comply  with  these  regulations  will 
alleviate  this  burden. 

33.  Several  comments  provided 
estimates  of  printing  costs  ranging  from 
$500  to  $5,500  per  label. 

FDA  believes  its  calculation  of 
printing  costs  fits  within  this  range. 
FDA  calculated  the  cost  of  redesigning 
257,000  labels  within  a  6-month 
compliance  period  at  $862  million,  or 
an  average  of  $3,400  per  product.  FDA 
is  using  these  same  estimates,  adjusted 
for  a  longer  compliance  period,  in  the 
final  RIA. 

34.  Manufacturers  ordietary 
supplements  objected  to  FDA's  analysis 
of  printing  costs  as  described  in  the 
1991  RIA  proposal.  One  manufacturer 
estimated  redesign  costs  for  all  of  its 
products  to  be  $363,250  but  did  not 
provide  the  agency  with  the  number  of 
products  that  would  be  covered  imder 
th's  estimate.  Other  firms  estimated 

r  labeling  costs  per  product  to  be 
iKtt.veen  $400  and  $5,000. 


FDA  tenlaikvely  concltidas  that  its 
assessment  of  the  redesign  cost  per  label 
for  dietary  supplements  was 
undereslimatod.  FDA.  assumed  that 
labels  on  supplement  products  were 
more  similar  to  drug  labels  than 
conventional  food  labels.  However,  the 
comments  were  successful  in 
convincing  \h»  agency  that  supplement 
labels  are  more  similar  to  conventional 
food  labels  and  would  incur  a  sLmilac 
cost  of  printing  and  redesign.  FDA  will 
revise  its  estimates  for  redesign  cost  per 
label  for  dietary  supplements  as  part  of 
the  rulemaking  that  FDA  will  complete 
in  accordance  with  the  DS  Act. 

E.  Label  Inventory  Disposal  Costs 

35.  Many  comments  stated  that  FDA's 
estimate  of  inventory  disposal  costs 
were  too  low.  One  very  lar^  firm 
estimated  its  own  cost  of  inventory 
disposal  to  be  in  excess  of  $10  million. 
Another  comment  estimated  disposal 
costs  for  the  dairy  industry  to  be 
approximately  $125  million.  This 
comment  stated  that  if  the  dairy 
industry  represents  15  percent  of  food 
sales,  then  FDA's  estimate  must  be 
understated. 

FDA  does  not  believe  that  it  is 
possible  to  extrapolate  disposal  costs 
from  one  firm  or  industry  to  the 
aggregate.  Inventory  disfiosal  costs  are 
subject  to  too  many  different  variables 
to  make  such  comparisons.  For 
example,  smaller  firms  are  known  to 
hold  larger  inventories  than  large  firms. 
However,  large  firms  hold  smaller 
inventories  for  a  greater  number  of 
labels.  The  cost  of  inventory  disposal  is 
the  value  of  replacing  inventories!  Costs 
will  be  higher  per  label  for  products  for 
which  the  package  is  the  label  than  for 
products  with  stick-on  labels.  Also, 
costs  will  be  higher  for  those  labels  that 
are  produced  using  expensive  printing 
processes.  Therefore,  although  an 
industry  or  firm  may  represent  a  certain 
percentage  of  food  sales,  that  industry  or 
firm  will  not  necessarily  represent  the 
same  percentage  of  label  inventory 
disposal  costs.  FDA  does  not  believe  it 
understated  label  inventory  disposal 
costs  except  in  the  case  of  dietary 
supplements  as  described  below. 
Therefore,  FDA  is  not  amending  its  final 
estimates  based  on  this  comment. 

36.  One  comment  from  a  food 
manufacturer  disagreed  with  the 
assumption  that  industry  label 
inventories  would  not  exceed  6  months. 

"The  comment  misunderstood  FDA's 
calculations.  Although  FDA  did  make 
such  an  assumption  in  regard  to 
manufacturers  of  dietary  supplements, 
FDA  used  data  provided  in  a  study 
conducted  by  RTI  to  calculate  inventory 
disposal  costs  applicable  to 


conventional  food  manufacturers.  These 
data  showed  that  most  firms  would 
require  longer  than  6  months  to  deplete 
label  inventories.  Therefore,  FDA  is  not 
changing  its  final  estimates  based  on 
this  comment 

37.  Dietary  supplement  manufacturers 
objected  to  the  assumption  that  existing 
label  stock  could  be  used  up  within  the 
proposed  compliance  period.  An 
association  of  supplement 
manufacturers  stated  that  "the  on-going 
recession  has  meant  that  production 
levels  have  been  cut.  resulting  in  greater 
than  nonnal  stocks  of  labels."  The 
association  stated  that  the  cost  of 
discarding  inventory  would  be  over  $25 
million  in  order  to  implement  the  new 
requirements  by  May  1993,  $15  million 
by  November  1993,  and  $8  million  by 
May  1994. 

FT)A  tentatively  concludes  that  its 
estimates  of  inventory  disposal  for 
dietary  supplement  manufacturers  were 
incorrect.  FDA.  in  the  1991  RIA 
proposal,  made  an  ad  hoc  assumption 
regarding  disposal  of  dietary 
supplement  labels.  Based  on 
information  supplied  by  comments,  the 
cost  of  inventory  disposal  for  dietary 
supplement  manufacturers  is  valued  at 
$11.5  million  for  a  compliance  period 
ending  May  1994.  However,  because  Ih* 
DS  Act  imposed  a  moratorium  on 
implementatioB  of  the  1990 
amendments  with  respect  to  dietary 
supplements,  FDA  is  not  including 
these  costs  in  the  final  RIA. 

F.  Reformulation 

38.  Several  firms  criticized  FDA  for 
not  including  the  costs  of  evaluating 
and  executing  changes  in  marketing 
strategies,  searching  and  testing  new 
brand  names,  and  reformulating 
products.  One  association  for 
supplement  manufacturers  estimated 
reformulation  costs  at  $20,000  per 
product  but  did  not  state  how  many 
products  would  be  reformulated. 
Another  comment  staled  th^t  new 
product  introductions,  of  which  there 
were  12,000  in  1991,  typically  cost 
between  $5  and  $7  million. 

In  the  1991  RIA  proposal,  FDA 
acknowledged  that  reformulation  would 
take  place  because  of  tliese  regulations 
but  staled  that  it  could  not  determine 
the  costs  of  reformulation  because  of  a 
lack  of  adequate  information.  FDA 
agrees  that  because  of  the  changes  in  the 
market  that  these  regulations  induce, 
some  products  will  be  reformulated. 
However.  FDA  is  not  estimating  either 
the'  costs  or  the  benefits  of  such 
reformulation.  The  comments  did  not 
provide  the  agency  with  enough 
information  to  calculate  the  margiaal 
costs  of  reformulation  caused  by  tl*ese 
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regulations.  Although  it  is  known  that 
new  product  introductions  have  grown 
at  an  annual  rate  of  15  percent  since 
1986.  FDA  cannot  predict  how  these 
regulations  might  affect  that  rate. 
However,  it  seems  likely  that  these 
regulations  will  encourage  firms  to  offer 
more  nutritious  foods  to  consumers. 
FDA  also  questions  the  cost  of  $5  to  $7 
million  as  an  average  cost  of  new 
product  introductions.  FDA  notes  that 
many  small  gourmet  and  confectionery 
products  reformulate  often  during  the 
year  and  may  have  annual  sales  much 
lower  Uian  these  figures.  FDA  believes 
the  costs  and  benefits  of  reformulation 
will  be  significant  but  is  unable  to 
estimate  either  based  on  the  comments 
received. 

C.  Costs  to  Food  Service  Establishments 

39.  One  comment  stated  that  the  cost 
of  providing  nutrition  information  in 
food  service  establishments  would  be 
prohibitive.  The  comment  stated  that  for 
a  typical  establishment  offering  80 
items,  the  cost  of  analytical  testing 
would  be  $136,000. 

FDA  agrees  that  providing  nutrition 
information  in  food  service 
establishments  would  be  costly  and 
prohibitive  for  many  firms.  The  1990 
amendments  exempt  food  service 
establishments  from  providing  nutrition 
information.  However,  the  1990 
amendments  do  not  exempt  food  service 
3stablishments  that  use  nutrient  content 
ilaims  or  health  claims  from  meeting 
•T)A  definitions  for  nutrient  content 
laims  or  health  claims.  FDA  is  not 
mending  its  final  cost  estimates  based 
•n  this  comment  because  the  agency  is 
:ot  requiring  nutrition  labeling  in  food 
service  establishments. 

40.  FDA  received  several  comments 
stating  that  the  estimates  of  costs  to  the 
food  service  industry  is  understated  for 
the  following  reasons:  (1)  The  number  of 
establishments  affected  is  understated. 
(Z]  the  number  of  menus  and  menu 
boards  is  understated,  and  (3)  the  cost 
per  menu  is  underestimated.  An 
association  for  the  restaurant  trade 
stated  that  approximately  262.000 
commercial  establishments  and  36,000 
institutions  have  approximately  406,384 
printed  menus.  The  association 
determined  that,  based  on  analysis  of 
entries  in  its  annual  menu  contest,  89 
percent  of  all  printed  menus  include  at 
least  one  nutrient  content  or  health 
claim.  Thus,  nearly  362.000  individual 
menus  and  233,000  establishments  in 
the  commercial  sector  are  potentially 
affected  by  the  regulations.  Further,  the 
association  determined  that  at  least  18 
{}ercent  of  printed  menus  would  require 
revision  of  an  entire  section  or  symbol 
program.  According  to  the  association. 


the  cost  of  changing  printed  menus 
reauiring  changes  in  terminology  or 
individual  menu  items  would  be  $500 
per  menu  or  $144  million.  The  cost  of 
changing  printed  menus  requiring 
changes  to  alter  or  replace  sections  or 
symbols  would  be  $5,000  per  menu. 
including  the  cost  of  analysis  or  data 
base  use.  or  $366  million.  Therefore,  the 
costs  to  food  service  establishments 
would  be  $510  million.  These  cost 
estimates  did  not  include  costs 
associated  with  development  of  new 
menu  items,  costs  of  compliance  for 
178.355  commercial  establishments 
likely  to  use  menu  boards,  and  costs  of 
compliance  for  institutional 
establishments. 

FDA  has  reviewed  the  calculations, 
data,  and  assumptions  and  is  persuaded 
by  the  comments  that  certain  costs  to 
the  food  service  industry  as  described  in 
the  1991  RIA  proposal  were  not 
accurately  estimated.  However,  FDA 
notes  that  the  association's  estimates  are 
overstated  because  of  three  issues:  (1) 
The  agency  is  requiring  that  food  service 
establishments  have  only  a  reasonable 
basis  to  support  nutrient  content  or 
health  claims — no  analyses  or  data  bases 
are  necessary;  (2)  the  agency  is  deferring 
enforcement  for  small  food  service  firms 
(10  or  less  individual  establishments) 
for  an  additional  year  to  facilitate 
compliance  by  this  segment  of  the 
industry;  and  (3)  the  agency  does  not 
intend  to  include  menus  within  its 
regulatory  coverage. 

The  association  estimated  that 
analyses  will  cost  between  $700  and 
$950  for  each  of  4  recipes  for  73.149 
menus,  or  a  total  of  $241  million.  Total 
costs  to  food  service  establishments 
should  be  reduced  by  this  amount.  In 
the  1991  RIA  proposal.  FDA  assumed 
that  30  percent  of  the  establishments 
would  normally  change  their  food  items 
during  the  proposed  6-month 
compliance  period.  FDA  received  no 
comments  refuting  this  assumption. 
Extrapolating  this  assumption  to 
account  for  the  9-month  extension  of  the 
date  of  application  of  section  403(q)  and 
(r)(2)  of  the  act.  indicates  that  75  percent 
of  all  food  offerings  would  normally  be 
revised  during  the  compliance  period. 
For  ease  of  calculation,  the  agency 
assumes  that  food  service 
establishments  make  nutrient  content 
claims  only,  not  health  claims  for  which 
the  date  of  applicability  has  not  been 
extended.  In  addition,  the  agency  has 
determined  that  enforcement  will  be 
deferred  on  75  percent  of  food  service 
establishments.  Therefore,  the  costs  of 
compliance  for  food  service 
establishments,  adjusting  for  normal 
revisions  and  analytical  testing,  are  $17 
million.  This  cost  is  assumed  to  be  an 


upper  bound  estimate  as  many  claims 
made  by  restaurants  may  be  consistent 
with  the  new  definitions. 

H.  Other  Costs 

41.  One  comment  stated  that  FDA 
overlooked  the  cost  of  advertising 
changes  and  related  marketing 
expenditures  that  will  be  necessitated 
by  these  regulations.  The  comment 
stated  that  because  most  advertising  in 
the  visual  media  includes  a  picture  of 
the  product,  the  advertising  will  become 
obsolete  because  the  label  on  the 
product  will  change.  Also,  marketing 
material  such  as  recipe  booklets, 
materials  provided  to  the  trade,  and 
shelf  tags  will  require  revision  or 
destruction. 

FDA  acknowledges  that  some  firms 
may  incur  costs  of  changing  advertising 
and  marketing  campaigns  because  of 
changes  to  the  label  required  by  these 
regulations.  For  example,  in  any 
instance  in  which  a  pho*  n^raph  of  the 
product  is  shown  in  an  advertisement, 
that  advertisement  will  be  made 
misleading  if  the  label  changes  but  the 
advertisement  does  not.  Although 
advertising  comes  under  the  jurisdiction 
of  the  Federal  Trade  Commission,  such 
changes  will  occur  as  an  indirect  result 
of  FDA's  regulatory  actions,  and  the 
costs  are  attributable  to  these 
regulations.  According  to  "Food 
Retailing  Review"  (The  Food  Institute, 
1992  ed.)  advertising  budgets  for  food  at 
home  in  1991  were  approximately  $12 
billion,  or  4  percent  of  the  total  cost.  It 
is  unclear  how  much,  if  at  all, 
advertising  expenditures  will  increase 
because  of  these  regulations.  Also,  it  is 
likely  that,  within  the  15  months  firms 
have  to  comply  with  the  mandatory 
nutrition  labeling  and  nutrient  content 
claims  regulations,  many  of  those 
advertisements  would  have  been 
changed  for  other  reasons.  Therefore. 
FDA  believes  that  the  marginal  costs  of 
changing  advertising  because  of  these 
labeling  regulations  will  not  add 
significantly  to  total  costs.  Therefore. 
FDA  is  not  amending  its  final  estimates 
based  on  this  comment. 

42.  One  comment  stated  that  FDA 
should  include  the  costs  of  consumer 
education  campaigns. 

FDA  agrees  with  this  comrrient. 
Although  not  a  direct  component  of 
these  regulations,  consumer  education 
campaigns  are  an  essential  element  of 
the  1990  amendments.  In  1991.  FDA 
and  USDA  initiated  a  multiyear  food 
labeling  education  campaign  to  increase 
consumers'  knowledge  and  effective  use 
of  the  new  food  label  and  to  assist 
consumers  in  making  accurate  and 
sound  dietary  choices.  FDA  and  USDA 
tlumi!U)lves  do  not  have  adequate 
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resources  to  inform  and  educate  the 
public  effiectively  about  the  new  food 
label  and  how  to  use  it  to  plan  a  healthy 
diet.  The  agencies  are  working  with 
other  pubHc  and  private  sector 
oi;ganizations.  FDA  interprets  its  role  as 
one  of  providing  leadership  in 
developing,  and  encouraging  others  to 
develop,  programs  that  enable  diverse 
audiences  to  use  food  labels  effectively. 
The  agency  estimates  that  its  efforts  in 
this  role  may  cost  as  much  as  $3  million 
in  the  next  5  years  and  in  excess  of  50 
person-years.  The  agency,  due  to 
inadequate  information,  is  not  able  to 
predict  the  costs  to  other  Government 
agencies  nor  the  multiplier  effect  on 
consumer  groups,  educators,  mass 
media,  the  food  industry,  and  other 
public  and  private  sector  organizations. 

43.  One  comment  concluded  that 
much  of  the  costs  will  be  passed  on  to 
consumers,  not  borne  by  industry. 

FDA  does  not  have  sufficient  demand 
and  supply  information  to  estimate  the 
amount  of  cost  shifting  that  may  occur 
as  a  result  of  the  labeling  costs. 
However.  FDA  has  always  considered 
costs  to  society  without  regard  to  who 
bears  those  costs.  Therefore.  FDA  does 
not  believe  that  it  is  important  for  the 
purposes  of  societal  cost  and  benefit 
estimation  to  estimate  the  amount  of 
cost  shifting.  However,  for  the  purposes 
of  estimating  whether  there  is  an 
"undue  economic  hardship"  to 
industry,  FDA  does  believe  that  this 
question  is  relevant,  and  this  question 
has  been  addressed  in  the  final  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register  on  the  date  of 
applicability  of  section  403(q)  and  (r)(2) 
of  the  act. 

/.  Summary  of  Costs 

After  examining  the  comments,  FDA 
has  recalculated  the  costs  of  the  final 
rules.  These  final  estimates  are  based  on 
a  15-month  compliance  period  ending 
in  May  1994.  Although  some  provisions 
of  the  1990  amendments,  i.e.,  health 
claims,  will  become  effective  on  May  8, 
1993.  FDA  received  no  comments 
regarding  the  separate  costs  of  those 
provisions.  Further,  in  the  1991  RIA 
proposal,  FDA  preliminarily  determined 
that  the  costs  of  the  labeling  of 
ingredients  in  standardized  foods  and 
certified  colors  were  $16  million  for 
administrative  costs  and  $112  million 
for  printing.  The  costs  of  percent  juice 
labeling  have  been  estimated  at  $40 
million.  Comments  did  not  result  in  a 
recalculation  of  these  costs. 

The  comments  mentioned  many  costs 
that  FDA  agrees  could  be  included  in 
the  costs  of  food  labeling  regulations  but 
cannot  calculate  because  of  a  lack  of 
information.  These  costs  include  the 


cost  of  increased  errors,  the  resources 
spent  in  reviewing  and  commenting  on 
proposed  regulations,  the  cost  of  lost 
products  and  packages  destroyed  to  run 
analyses,  the  capital  costs  associated 
with  label  printing,  the  costs  associated 
with  smaller,  less  efficient  print  runs, 
and  the  costs  of  reformulation.  FDA 
believes  that,  with  the  exception  of 
reformulation,  these  costs  represent  a 
small  portion  of  the  total  costs  and  that 
not  including  them  in  the  final 
estimates  does  not  significantly  alter 
FDA's  conclusions. 

Based  on  the  information  provided  by 
the  comments  and  the  contractor's  cost 
study,  FDA  now  finds  that 
administrative  costs  are  $9,000  for 
small/medium  firms  and  $68,450  for 
large  firms  when  the  compliance  period 
is  6  months.  Because  FDA  is  extending 
the  compliance  to  15  months,  costs  will 
be  $3,375  for  small/medium  firms  and 
$25,700  for  large  firms,  or  $56  million 
for  the  8,900  medium  and  large  firms 
affected.  Similarly,  administrative  costs 
to  manufacturers  of  dietary  supplements 
are  $850  per  firm  with  a  6-month 
compliance  period.  Adjusted  to  a  15- 
month  compliance  period, 
administrative  costs  to  dietary 
supplement  manufacturers  are  $320  per 
firm  or  $52,000.  However,  these  costs 
may  be  greatly  reduced  depending  upon 
the  outcome  of  the  proposals  to  be 
issued  at  a  later  date,  as  discussed 
above,  in  response  to  the  DS  Act.  Thus, 
the  costs  to  dietary  supplement 
manufacturers  are  not  being  included  at 
this  time. 

FDA  has  agreed  with  the  comments 
that  the  costs  to  the  Federal  Government 
for  implementing  the  1990  amendments 
should  be  considered  in  its  final 
estimates.  As  previously  described  in 
comment  7  of  this  document,  FDA 
estimates  that  implementing  the  1990 
amendments  will  cost  the  Federal 
Government  approximately  $163 
million  in  labor  and  capital  over  the 
next  20  years  (5  percent  discount  rate). 
These  costs  will  most  likely  not  be 
incurred  by  increasing  taxes  on  either 
consumers  or  industry  as  the  food 
labeling  information  program  will  be 
funded  by  substituting  efforts  away  from 
other  Government  programs.  FDA  did 
not  attempt  to  estimate  the  costs  to  other 
governmental  units  or  State 
governments. 

FDA  has  determined  that  all  products 
produced  by  medium  and  large  firms 
will  undergo  some  analytical  testing. 
Approximately  40  percent  of  products 
will  require  full  nutrient  testing  at  a  cost 
of  $1,785  per  product.  The  remaining  60 
percent  of  products  will  require  only 
partial  testing  because  they  have  already 
been  tested  for  some  nutrients.  The  cost 


for  testing  these  products  is  $723  per 
product.  FDA  is  assuming  a  range  of 
retesting  from  once  every  year  to  every 
5  years  on  average.  Analytical  costs  for 
mandatory  nutrition  labeling  are  $228 
million  in  the  first  year.  Total 
discounted  analytical  costs  range  from 
$466  million  assuming  retesting  every  5 
years  and  $1.1  billion  assuming  annual 
retesting  (5  percent  discount  rate).  The 
cost  of  collecting  samples  is  between 
$17.9  and  22.8  miUion  over  the  next  20 
years  (discounted  at  5  percent)  In 
addition.  FDA  estimates  the  cost  of 
protein  quality  testing  will  be  $540  per 
product  or  $185  million  over  the  next  20 
years  assuming  retesting  every  5  years 
or  $440  million  assuming  annual 
retesting. 

The  assumptions  used  to  calculate 
printing  costs  for  conventional  foods 
remain  unchanged  by  the  comments. 
The  cost  of  printing  257.000  food  labels 
is  estimated  at  $518  million  for  a 
compliance  period  ending  in  February 
1994. 

Review  of  the  comments  did  not  lead 
to  any  changes  in  the  assumptions  used 
to  calculate  inventory  disposal  costs 
except  that  FDA  no  longer  assumes 
dietary  supplement  manufacturers  will 
have  enough  time  to  dispose  of  all 
labels.  Total  costs  for  inventory  disposal 
of  conventional  food  labels  is  $6  million 
for  a  May  8, 1994,  compliance  date. 

FDA  has  reviewed  the  calculations 
provided  by  food  service  establishments 
and  has  adjusted  those  calculations  to 
account  for  a  longer  compliance  period 
and  normal  menu  revision.  FDA  is 
allowing  food  service  firms  the  option  of 
using  a  reasonable  basis  rather  than 
analytical  testing  to  support  claims, 
further  reducing  costs.  In  addition,  FDA 
is  deferring  enforcement  for  restaurants 
with  10  or  less  individual 
establishments.  The  cost  to  food  service 
establishments,  reflecting  all 
adjustments,  is  $17  million. 

The  total  costs  of  food  labeling 
regulations  range  from  $1.4  billion  to 
$2.3  billion  (discounted  at  five  percent), 
depending  on  the  frequency  of 
reanalyzing  products,  excluding  the  cost 
of  labeling  raw  fruit,  vegetables,  and 
fish,  and  assuming  a  15-month 
compliance  period  ending  in  May  1994. 
In  addition,  costs  of  Government 
activities  are  estimated  at  $163  million. 

IV.  Benefit  Estimation 

As  part  of  the  1991  RIA  proposal, 
FDA  published  a  labeling  benefits 
model  that  examined  the  health  benefits 
from  consumer  response  to  food 
labeling.  In  this  model,  FDA  used 
economic  theory  to  quantify  the  value  of 
the  reduction  in  coronary  heart  disease 
(CHD)  and  three  types  of  cancer  that 
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would  resuh  from  modified  diets  in 
response  to  nuthtion  labeling.  FDA 
received  approximately  20  comments 
directly  related  to  the  benefits  of 
nutrition  labeling.  Many  comments 
addressed  the  benefits  of  specific  rules. 
The  agency  is  responding  to  these 
comments  in  the  relevant  individual 
final  rules. 

A.  Benefits — General 

44.  Several  comments  questioned  the 
credibility  of  the  health  benefit  estimate, 
particularly  as  to  whether  risk  reduction 
through  change  of  dietary  habits  can  be 
quantified. 

FDA  does  not  agree  with  this 
comment  althou^  FDA  stresses  that  it 
views  the  beneHt  estimation  of  the  1990 
amendments  as  a  preliminary 
investigation  into  quantification  of 
mandatory  information  disclosure.  In 
addition,  FDA  notes  that  the  agency  is 
required  by  Executive  Order  12291  to 
quantify  benefits  where  possible  and  to 
lise  such  estimates  to  select  regulatory 
pohcy  options  that  generate  the  largest 
net  benefits.  Therefore,  FDA  is  not 
changing  its  estimate  of  the  benefits 
based  on  this  comment.  FDA  will 
continue  to  refine  the  methodology 
employed  here  as  well  as  to  seek 
alternative  methodologies  to  measure 
these  effects. 

45.  One  comment  noted  that  there 
will  he  reductions  in  health  care  and 
insurance  costs  that  will  result  in  cost 
savings  to  all  consumers,  whether 
disea.se  afllicted  or  not. 

FDA  notes  that  health  care  estimates 
were  included  in  the  1991  RIA  proposal. 
FDA  agrees  that  as  demand  for  health 
care  resources  decreases,  there  will  be 
price  decreases  that  will  affect  all 
consumers  and  consequent  reductions 
in  insurance  costs.  However,  benefit 
estimates  are  societal  benefits  which  are 
real  resource  savings  to  all  members  of 
society,  without  regard  to  incidence.  For 
example,  estimates  of  the  wiliingness- 
to-pay  to  reduce  risk  of  illness  and 
death  reflect  total  societal  values. 
Therefore,  the  benefits  estimated  in  the 
1991  RIA  proposal  reflect  savings  to  all 
of  society,  whether  disease  afflicted  or 
not,  but  this  fact  does  not  alter  the 
quantitative  total  societal  benefits  and 
does  not  affect  the  final  estimate  of  the 
benefits. 

46.  Another  comment  noted  that  there 
may  be  significant  benefits  from 
reduction  in  allergic  responses  to  food. 

The  agency  believes  that  the  most 
significant  additional  ingredient 
information  resulting  from  the  1990 
amendments  is  the  listing  of  ingredients 
in  standardized  foods.  The  agency 
believes,  however,  that  the  labeling  of 
almost  all  standardized  foods  already 


contained  this  information  before  the 
passage  of  the  1990  amendments. 
Alth(wgb  the  agency  agrees  that  the 
required  labeling  of  alleigens  such  as 
hydrolyzed  com  protein  will  have  soma 
benefits  for  preventing  allergic 
responses,  these  benefits  are  expected  to 
be  small  relative  to  the  nutritional 
benefits  of  the  final  rules. 

47.  One  comment  suggested  that 
because  the  agency  accounted  for  the 
costs  of  product  reformulations,  it 
should  estimate  the  benefits  of 
reformulation. 

Although  FDA  agrees  that  product 
reformulation  will  occur  as  a  result  of 
the  1990  amendments,  FDA  did  not 
estimate  either  costs  or  benefits  of 
product  reformulation  (see  comment  38 
of  this  document).  The  assumption 
underlying  the  benefit  estimate  is  that 
firms  did  not  reformulate  foods  )usX  to 
participate  in  the  shelf  flag  study  (the 
FDA/Giant  Special  ENetary  Alert  (SDA) 
study  cited  in  the  1991  RIA  proposal) 
because  the  relative  size  of  the  market 
used  in  the  study  is  small,  and  the  time 
span  was  relatively  short  (1  year).  The 
agency  noted  in  the  1991  RIA  proposal 
how  difficult  it  would  be  to  estimate  the 
amount  of  reformulation  that  would 
take  place. 

48.  Some  comments  addressed  the 
purpose  of  the  food  label  with  respect 
to  the  projected  benefits  of  the  new 
labeling.  One  comment  stated  that  the 
purpose  of  the  food  label  is  to  inform 
consumers  (presumably  about 
nutritional  values),  while  another  stated 
that  the  purpose  of  the  food  label  is  to 
sell  a  product. 

Compliance  with  the  final  regulations 
that  respond  to  the  1990  amendments  as 
well  as  with  other  regulations  governing 
food  labels  will  make  the  label,  both  the 
PDF  and  the  information  panel,  more 
informative  for  consumers.  Thus, 
estimated  benefits  derived  from 
compliance  with  the  1990  amendments 
are  not  benefits  to  manufacturers  from 
selling  food  but  rather  are  benefits  to 
consumers  because  manufacturers  must 
comply  with  the  law. 

49.  Another  comment  expressed 
concern  that  diet  deficiencies  might  be 
a  possible  response  to  the  new  labeUng 
information.  This  comment  noted  that 
some  consumers  may  have  negative 
benefits  because  they  use  food  labels  to 
modify  their  diet  in  a  detrimental  way. 
According  to  the  comment,  this  result 
would  occur  because  food  nutrients  are 
grouped  in  foods  such  that,  for  example, 
a  product  substitution  may  decrease  fat 
intake  slightly  but  result  in  a  large 
increase  in  sodium  intake. 

As  mentioned  in  the  1991  RIA 
proposal,  FDA  was  aware  of  the 
possibility  that  these  effects  may  occur 


and  represent  a  potential  bias  tovrards 
overestimating  benefits.  However,  FDA 
believes  that  it  is  unlikely  that  the 

[>rovisian  of  more  information  on  food 
abels  will  lead  to  such  effects.  It  is 
difficult  to  construe  the  labeling 
changes  that  respond  to  the  1990 
amendments  as  being  the  cause  of  many 
ill-considered  food  choices.  The 
disqualifying  disclosure  levels  are 
intended  to  prevent  such  effiacts  from 
occurring.  Further.  FDA  believes  that 
the  consumer  information  campaigns 
now  underway  in  response  to  the  1990 
amendments  will  serve  to  further 
mitigate  the  chances  of  anv  such  effect 

50.  One  comment  stated  that  the  only 
benefits  that  would  arise  from  requiring 
restaurants  to  carry  nutritional 
information  would  be  for  the  chemical 
laboratories  that  do  the  testing. 

The  agency  advises  that  it  is  not 
requiring  full  nutrition  labeling  for 
restaurants  in  these  final  rules. 
However,  restaurants  will  be  required  to 
ensure  that  their  judgments  that  a  food 
has  an  appropriate  level  of  a  nutrient  to 
qualify  for  a  health  claim  or  a  nutrient 
content  claim  have  a  reasonable  basis. 
There  is  no  requirement  for  laboratory 
testing  of  such  foods.  Moreover.  FDA 
does  not  agree  that  no  other  parties  will 
benefit  from  these  rules  with  respect  to 
restaurants.  Consumers  will  now  have 
consistent,  reasonably  based  signals 
from  restaurant  menus  with  regard  to 
health  claims  and  nutrient  content 
claims  that  they  can  use  to  control  their 
diets. 

B.  Consumer  Response  to  Labeling 

51.  One  comment  contended  that 
FDA's  estimate  of  the  consumer 
response  to  labeling  was  low.  The 
comment  argued  that  FDA's  estimate  of 
the  percentage  of  consumers  that  read 
and  understand  labels,  45  percent, 
should  be  used  as  a  measure  of 
consumer  behavior  change  in  response 
to  new  labeling. 

The  agency  rejects  this  view.  The 
agency's  estimate  was  based  on  actual 
consumer  behavior  measured  in 
response  to  new  labeling  information 
(the  FDA/Giant  SDA  study).  As  for  the 
estimate  of  consumers  who  read  and 
understand  labeling,  the  agency  notes 
that  the  cost  of  changing  dietary 
behavior  is  greater  than  the  cost  of 
simply  reading  end  understanding 
labels.  The  cost  of  changing  dietary 
behavior  includes  search  costs,  costs  of 
giving  up  some  elements  of  taste,  and 
possibly  paying  higher  prices  for  the 
more  nutritious  foods.  For  this  reason, 
it  is  likely  that  only  a  small  percentage 
of  consumers  actually  change  their 
purchases  in  a'ly  meaningful  way.  In 
addition.  FDA  acknowledged  factors 
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that  would  cause  the  benefit  projections 
to  be  overestimated.  For  example,  as 
noted  in  the  1991  RIA  proposal,  FDA 
does  not  have  evidence  that  changes 
made  in  the  FDA/Giant  SDA  program 
wrere  lasting.  Although  FDA  expects  that 
consumers'  diet/health  link  awareness 
will  increase  over  time,  it  is  not  clear 
how  much  of  an  effect  this  increased 
awareness  will  have. 

52.  Other  comments  questioned 
whether  consumers  will  use  labels  to 
actually  change  purchase  behavior. 

FDA  believes  that  the  SDA  study 
supports  its  view  that  some  consumers, 
although  a  small  percent,  will  use  labels 
to  change  their  purchase  behavior.  In 
this  study,  shelf  flags  were  used  to  alert 
consumers  to  the  presence  of  desirable 
nutrient  attributes.  Netting  out  price 
changes,  there  were  measurable  shifts  to 
more  nutritious  foods.  Moreover,  the 
SDA  categories  covered  less  than  one- 
fourth  of  all  of  the  food  categories,  and 
FDA  believes  it  is  likely  that  there  will 
be  responses  in  other  categories  of  food 
because  of  the  addition  of  other 
nutrients  of  concern  as  part  of  the  1990 
amendments. 

53.  One  comment  to  the  RIA  stated 
that  the  shelf  flag  highlighting  in  the 
SDA  study  overestimates  benefits  of  the 
1991  initiative  because  they  do  not 
apply  to  information  required  on  the    - 
food  label.  The  comment  noted  that, 
since  shelf  Hag  highlighting  may  have 
been  used  in  addition  to  highlighting 
the  product  characteristics  on  the  label, 
similar  results  will  not  be  obtained 
unless  retailers  use  shelf  flags.  The 
comment  went  on  to  say  that  it  is 
unlikely  that  retailers  will  use  shelf 
flags  given  disclosure  requirements, 
type-size  and  placement  requirements, 
and  density-based  requirements. 

The  agency  notes  that  these  final  rules 
do  not  prohibit  shelf  flags  ^m  being 
used  by  manufacturers  exactly  as  they 
were  used  by  Giant  Foods  during  the 
SDA  study.  The  agency  is  announcing 
in  the  final  rule  on  nutrient  content 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  that  it  is 
encouraging  retailers  to  use  such 
devices  consistent  with  the  nutrient 
content  claim  definitions  provided  in 
that  final  rule.  Thus,  the  agency  believes 
that  similar  results  will  occur  as  a  result 
of  the  1990  amendments  and  is  not 
changing  its  estimate  based  on  this 
comment. 

54.  One  comment  expressed  the  view 
that  the  shelf  flags  in  the  SDA  study  are 
best  related  to  regulations  allowing 
health  claims  and  nutrient  content 
claims  on  labels,  and  that  benefit 
estimates  should  be  related  to  those 
provisions  of  the  1990  amendments. 


FDA  believes  that  all  implementing 
regulations  of  the  1990  amendments 
will  have  benefits,  although  the  bulk  of 
such  benefits  may  come  with  changes  to 
the  PDF  where  nutrient  content  claims 
and  some  health  claims  will  be 
displayed.  However.  FDA  is  unable  to 
separate  the  effects  of  the  various 
aspects  of  the  1990  amendments  on  the 
basis  of  this  comment  or  any  other  of 
the  comments  received.  Therefore,  FDA 
is  not  changing  the  benefits  estimate 
based  on  this  comment. 

55.  Another  comment  on  the  SDA 
study  noted  that  FDA  did  not  separate 
the  effects  of  the  shelf  flags  fi-om  other 
marketplace  events  such  as  price 
changes,  advertising  campaigns,  price 
reductions,  or  couponing. 

The  agency  notes  that  price  changes 
were  accounted  for  in  the  SDA  study, 
although  the  other  events  mentioned 
represent  a  possible  bias  in  the  study. 
To  the  extent  that  such  effects  caused 
consumer  purchase  changes 
independent  of  the  shelf  flags,  the 
agency  agrees  that  such  changes  would 
result  in  the  benefit  estimate  being  an 
overestimate.  However,  no  information 
was  presented  that  would  allow  the 
agency  to  calculate  the  extent  of  this 
bias.  The  agency  points  out  that  this  is 
one  of  several  biases  in  the  analysis  that 
were  noted  in  the  1991  RIA  proposal. 

56.  One  comment  suggested  tnat  FDA 
examine  microdata  from  SDA  to 
determine  whether  Giant  stores  had  a 
disproportionate  number  of  people  at 
risk  for  developing  chronic  diet-related 
diseases.  They  pointed  out  that  if  so,  it 
would  bias  the  outcome  when  the  study 
is  extrapolated  to  the  entire  U.S. 
population.  Other  comments  noted  that 
the  Washington  D.C.  metropolitan  area 
may  not  be  representative  based  on 
demographic  data. 

The  agency  acknowledges  these 
limitations  of  the  data  presented  in  the 
SDA  study  and  recognizes  that  the 
benefit  estimates  provided  in  both  the 
preliminary  and  the  final  RIA  are  soft 
because  of  the  many  assumptions  made 
and  the  tenuous  support  for  many  of 
these  assumptions.  The  agency  believes, 
however,  that  it  has  made  a  novel  first 
attempt  at  estimating  the  effects  of  this 
type  of  mandatory  label  information.  A 
number  of  comments  addressed  the 
viability  of  the  agency's  assumptions  in 
estimating  these  benefits  but  offered  no 
data  upon  which  to  fashion  better 
assumptions.  The  agency  agrees  that  the 
Washington  D.C.  area  may  not  be 
representative  of  the  U.S.  population  as 
a  whole  but  does  not  have  any  way  to 
make  the  study  representative.  Thus, 
FDA  is  very  aware  of  the  imprecision  of 
these  benefit  estimates.  From  these  _ 
comments  FDA  has  received  no       '      « 


information  that  would  alter  its 
assessment  of  the  expected  change  in 
dietary  behavior  from  that  reported  in 
the  1991  RIA  proposal. 

C.  Health  Response  to  Improved  Diet 

57.  One  comment  noted  that  FDA's 
estimate  of  the  maximum  preventable 
cases  of  cancer  and  CHD  prevention 
from  dietary  changes  was  low  relative  to 
what  was  predicted  by  "significant 
scientific  agreement."  The  comment 
used  Table  13  in  FDA's  1991  RIA 
proposal  (56  FR  60856  at  60871. 
November  27. 1991),  and  estimated  that, 
of  the  total  cases  estimated  to  be 
avoided,  cancer  cases  represent  89.7 
percent,  and  CHD  the  remaining  10.3 
percent.  Eliminating  the  years  where  0 
cases  are  expected  to  be  prevented,  the 
first  10  years  for  cancer  and  2  years  for 
CHD.  the  above  percentages  were 
applied  to  the  total  cases.  503,448 
(Table  16,  56  FR  60856  at  60872).  From 
these  calculations,  the  comment  noted 
that  FDA's  figures  appear  to  show  only 
45,310  cancer  cases  and  2,797  heart 
disease  cases  are  preventable  through 
dietary  intervention  per  year.  These 
numbers  were  compared  by  the 
comment  with  other  published 
numbers.  For  total  preventable  cancers, 
the  comment  updated  a  1991  published 
estimate  of  1.100,000  cases  (per  year  in 
the  United  States)  with  an  annual 
growth  rate  of  0.9  percent  to  obtain  an 
average  over  the  10th  to  20th  years  fit)m 
the  1990  amendments  of  1,258.230.  The 
comment  noted  that  FDA's  estimate  of 
preventable  cancers  (45.310)  was  only 
3.6  percent  of  this  figure,  less  than  the 
5  percent  to  35  percent  of  cases 
preventable  through  diet.  Another 
comment  noted  that  the  2.797  estimated 
cases  of  CHD  that  would  be  prevented 
represent  only  0.9  percent  of  the  total 
cases,  which  it  said  was  extremely  low. 

The  agency  disagrees  that  its  figures 
are  low.  First,  the  agency's  estimates 
were  based  on  the  difference  between 
current  dietary  intakes  and  DRV's. 
DRV's  are  the  U.S.  Government 
recommendations  for  an  achievable  diet, 
not  a  maximal  diet.  A  maximal  diet 
would  be  much  lower  in  fat  content,  for 
example,  as  well  as  containing  other 
nutrient  values  much  "stricter"  than  the 
RDI  diet.  The  RDI  diet  might  be 
construed  to  be  "perfect."  however,  in 
the  sense  that  it  does  not  involve  giving 
up  all  desirable  foods  to  meet  a 
reasonable  health  goal. 

In  addition.  FDA  notes  that  although 
there  is  significant  scientific  agreement 
that  reductions  in  fat  intake  will  reduce 
the  risk  of  some  cancers,  the  precise 
quantitative  relationship  has  not  been 
firmly  established.  It  is  unlikely, 
however,  that  the  relationship  between 
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tat  intake  and  cancer  will  prove  to  be 
false. 

Finally,  it  should  be  noted  that  FDA's 
figures  from  Table  16  in  the  1991  RIA 
proposal  (56  FR  60856  at  60872)  are 
from  reducing  fat  intake  for  FDA  foods 
only,  which  does  not  include  meat  and 
poultry  (regulated  by  USDA). 
Reductions  of  fat  from  consuming  those 
foods  will  save  additional  lives  and 
cases.  Thus.  FDA  disagrees  that  its 
estimates  are  low  and  has  not  changed 
the  benefit  estimate  of  the  1990 
amendments  based  on  this  comment. 

58.  One  comment  requested  that  FDA 
explain  an  apparent  discrepancy.  The 
comir.ert  loc-k  the  number  of  total  cases 
of  i'iness  estimated  to  be  avoided  for 
each  scenario  and  divided  them  by  the 
total  number  of  deaths  estimated  to  be 
avoided.  The  comment  stated  that  the 
discrepancy  arose  because  the  total 
n;;mber  of  cases  (cancer  and  CHD) 
iivoided  in  the  maximal  FDA  diet, 
:ipproxiuwtely  42  percent  resulted  in 
lives  saved,  whereas  in  the  scenario  that 
applies  to  the  benefit  estimate,  only  32 
pL-i-O-Mit  of  cases  avoided  will  result  in 
]l\es  naved. 

The  agency  does  not  believe  that  this 
difference  is  a  discrepancy.  The 
explanation  is  that  both  total  cases 
avoided  and  total  lives  saved  are  based 
on  cancer  and  CMD.  In  the  Browner 
rncdel,  which  was  used  as  a  component 
cf  the  FDA  bbeling  benefits  model, 
reducing  fat  intake  changes  the  ratio  of 
suEurated  fat  to  cholesterol  intake.  In  the 
maximum  health  benefits  scenario,  this 
m'u'o  is  2.  As  the  amount  of  fat  intake 
i£  reduced  in  response  to  labeling,  this 
:.nt!0  declines  to  1.3.  The  ratio  of 
s.-;  urated  fat  to  cholesterol  changes  are 
based  on  actual  intake  changes 
inessured  in  the  SDA  study.  In  turn,  as 
the  ratio  of  .saturated  fat  to  dietary 
cheleslerol  decreases,  the  rate  ot  CHD 
c',:^fi  avoided  (based  on  saturated  fat) 
vv.'J  decline  relative  to  that  of  cancer 
coses  avoided  (based  on  total  fat). 

!n  the  Browner  model,  it  is  assumed 
i!r.l  ell  CHD  cases  result  in  death,  but 
tl'a't  only  45  percent  of  the  cancer  cases 
result  in  death.  Thus,  as  there  is  no 
c!iscrepancy,  FDA  concludes  that  no 
c'.anges  in  the  agency's  benefit  estimate 
r.o  necessary  in  response  to  this 
cynment. 

.S9.  One  comment  argued  that  it  makes 
I  o  sense  lo  postulate  that  a  perfect  diet 
wculd  only  prevent  3.6  percent  of 
cancer  casus,  but  42  percent  of  cancer 
deaths.  Similarly,  the  comment  stated 
that  it  is  uiilikely  that  there  would  be 
only  a  0.9  percent  reduction  in 
incidence  oi  heart  disease  but  4.5 
percent  reduction  in  deaths. 

The  agency  disagrees  with  this 
comment.  The  comment  is  referring  to 


the  agency's  estimate  of  the  number  of 
preventable  cases  of  cancer  and  cases  of 
death  that  would  result  from  adoption 
of  a  perfect  diet  by  all  consumers  (Table 
15,  56  FR  60872).  The  comment  appears 
to  have  incorrectly  calculated  the 
percentage  of  cancer  deaths  that  will  be 
avoided  as  a  result  of  a  perfect  diet 
relative  to  the  total  number  of  cancer 
deaths  in  the  United  States.  Rather  than 
42  percent  as  calculated  by  the 
comment,  the  agency  calculates  that  3.5 
percent  of  ail  cancer  deaths  in  the 
United  States  would  be  avoided  if 
consumers  adopt  a  perfect  diet.  This 
number,  3.5  percent,  is  calculated  as 
follows:  On  average,  it  is  expected, 
based  on  FDA  calculations  (56  FR 
60872).  that  there  would  be 
approximately  18,985  cancer  deaths 
avoided  per  year  (following  the  10-year 
lag  from  the  beginning  of  a  perfect  diet). 
This  number  is  obtained  by  multiplying 
the  total  number  of  deaths  avoided 
(212.596)  by  89.3  percent  (the 
proportion  of  cancer  deaths  avoided) 
and  dividing  by  10,  the  number  of  years 
for  which  the  model  estimates  cancer 
deaths  being  avoided.  Therefore,  if  there 
are  545,718  total  cancer  deaths  per  year, 
then  18.985  deaths  per  year  (3.5 
percent)  can  be  avoided  as  a  result  of 
adoption  of  a  perfect  diet.  A  similar 
calculation  determines  that  CHD  deaths 
avoided  as  a  percent  of  CHD  deaths  per 
year  (500,000)  is  about  0.3  percent. 

60.  Another  comment  .states  that  the 
"total  impact  of  the  approved  health 
claim  on  lipids  and  cancer  will  be  a 
reduction  of  0.28  percent  of  all  cancer 
ca.ses  and  an  estimated  prevention  of 
1.188  cancer  deaths  per  annum,  a  total 
decline  of  0.23  percent." 

The  agency's  estimate  of  the  benefits 
of  the  1990  amendments  apply  to  the 
whole  of  the  1990  amendments. 
Ch.iiiges  in  dietary  behavior,  such  as 
lipid  reduction,  are  likely  to  be  made  by 
consumers  In  response  to  changes  in  the 
information  panel  including  new 
nutrient  and  ingredient  information,  as 
well  as  to  PDF  changes  such  as  new 
definitions  for  nutrient  content  claims 
and  health  claims.  The  agency  is  unable 
to  separate  out.  based  on  this  or  any 
other  comment  received,  the  marginal 
change  in  consumer  behavior  solely  in 
response  lo  health  claims  and  the  . 
resulting  health  effect.  Thus,  no  change 
to  the  agency's  benefit  analysis  has  been 
made  in  response  to  this  comment. 

61.  One  comment  noted  that  FD.A  has 
estimated  a  reduction  in  the 
consumption  of  fats  by  men  and  women 
to  be  1.4  and  1.1  percent  which 
translates  to  1.49  and  0.67  grams, 
respectively.  The  comment  went  on  to 
say  that  given  that  a  "less"  fat  item  will 
have  a  minimum  of  3  grams  less  fat  than 


a  compa.-able  choice.  FDA's  estimate 
would  amount  to  only  one  improved 
serving  choice  every  other  day  for  an 
average  male  and  every  4.5  days  for  an 
average  female.  The  comment 
contended  that  this  appears  to 
underestimate  the  potential  impact.  The 
comment  also  noted  that: 

:   Tlio  apparent  use  of  a  typical  consvroer. 
rather  than  of  a  bell  distriliution,  would 
drdmaticaily  skew  the  Impacts  of  tha 
reduction  on  health  *  *  *  as  minor  reductions 
(1.1  to  1.4  percent)  *  •  •  cannot  be  expected 
to  have  a  significant  impact  on  risk 
reduction.  Because  actual  reduction  would 
be  distributed  across  a  curve,  those  w>>osa 
reduction  in  cboieslerol  would  be  significant 
would  experience  a  signiftcant  reduction  In 
risk  unrevealed  by  the  FDA  single,  typical 
consumer  model. 

The  agency  did  not  use  a  typical 
consumer  to  estimate  the  benefits  of  the 
propo.sed  regulations.  In  the  Browner 
model,  all  age  groups  were  used  in  5- 
year  increments  (e.g.,  40-to  45-year-oIds) 
which  would  approximate  the  full 
distribution  of  age  groups,  not  collapse 
all  age  groups  into  a  typical  consumer. 
This  data  (the  actual  distribution  of 
intakes)  came  from  the  Continuing 
Survey  of  Food  Intakes  by  Individuals. 
Furthermore,  the  agency  is  not 
persuaded  by  the  argument  concerning 
food  choices.  FDA  agrees  with  the 
comment  that  rather  than  all  consumers 
making  small  changes,  what  is  more 
likely  is  that  a  small  subset  of 
consumers  will  make  dietary  changes, 
or  that  some  consumers  will  only 
change  a  small  portion  of  their  diets. 
This  pattern  of  response  would  explain 
the  relatively  modest  changes  that 
occurred  in  the  SDA  study.  FDA  notes 
that  consumer  response  to  new 
information  has  been  shown  to  be 
modest  in  other  studies,  such  as 
response  to  radon  information  provided 
by  the  Environmental  Protection 
Agency.  However,  the  agency  believes 
that  reformulation  of  foods,  which  were 
not  estimated  in  this  benefit  analysis, 
will  increase  the  size  of  the  total 
benefits.  FDA  acknowledges  that  this 
bias  exists  in  the  estimate  but.  as  noted 
elsewhere  in  this  document.  FDA  does 
not  have  sufficient  information  to 
estimate  these  effects  and  FDA  is  not 
altering  its  estimate  based  on  this 
comment. 

Althou^  the  estimate  of  the  number 
of  deaths  avoided  will  not  be  adjusted 
based  on  the  comments  received,  FDA 
acknowledges  that  a  letter  to  the 
Department  of  Labor  from  the  Office  of 
Management  and  Budget  (CWilB) 
returning  a  rule  which  would  lower 
permissible  exposure  limits  for  375 
substances  in  the  construction  ami 
maritime  industries  has  implications  for 
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its  estimate  of  the  number  of  lives  saved 
(Ref.  2).  In  that  letter.  OMB  took  note  of 
a  series  of  papers  and  books  that 
estimated  the  effect  of  wealth  on  health. 
They  noted  that,  "Richer  workers  on 
average  buy  more  leisure  time,  more 
nutritious  food,  more  preventive  health 
care,  and  smoke  and  drink  less  than 
poorer  workers."  Thus,  money  spent  by 
society  to  improve  nutrition  labeling 
will  not  be  spent  in  other  areas  such  as 
smcke  detectors  and  airbags  which  will 
reduce  risk.  OMB  cited  a  U.S.  Court  of 
Appeals  decision  which  in  turn  dted 
research  showing  that  each  $7.5  million 
in  additional  regulatory  expenditures 
may  result  in  one  additional  death  from 
lowered  income. 

The  relationship  between  income  and 
death  is  still  somewhat  controversial.  In 
a  recent  article,  researchers  found  that 
the  effect  is  likely  if  the  income 
reduction  is  permanent,  as  opposed  to 
transitory  (Ref.  3).  Keeney  has  examined 
the  extent  to  which  the  mortality  effects 
on  income  changes  are  greater  for  poorer 
people  than  for  richer  people  (Ref.  7). 
As  the  expenditure  on  nutrition  labeling 
is  a  one-time  expenditure  affecting  all 
consumers  very  slightly,  it  is  likely  that 
it  is  a  transitory  expenditure.  On  the 
other  hand,  because  food  expenditures 
accx)unt  for  a  significantly  larger  share 
of  the  family  budget  for  poorer  families, 
the  cost  of  these  regulations  are  likely  to 
have  larger  impacts  on  those  families. 
Thus,  it  is  unclear  whether  or  not  these 
expenditures  will,  in  fact,  increase  some 
deaths  while  saving  others. 
Nevertheless,  FDA  has  estimated  the 
possible  effects  this  potential  bias  could 
have  on  the  benefit  estimate. 

FDA's  final  estimate  of  additional 
regulatory  costs  resulting  from  the  1990 
amendments  is  $1.6  to  S2.7  billion.  This 
would  result  in  between  216  and  360 
additional  deaths  which  should  be 
subtracted  horn  PDAs  estimate.  Based 
on  the  Keeney  estimate  of  one  death  for 
each  $7.5  million  of  cost,  the  final 
estimates  for  the  total  deaths  avoided  as 
a  result  of  the  1990  amendments  are 
between  12,542  and  12,689  (from  12.902 
estimated  in  the  1991  RIA  proposal. 
Table  13,  56  FR  60856  at  60871).  Life- 
years  gained  are  reduced  to  between 
78,672  and  79,577  (from  80,930,  also  in 
Table  13).  The  results  of  these  changes 
affect  the  total  benefits  very  slightly 
with  the  new  range  being  $4.5  to  $21 
billion. 

D.  Quantification  of  Health  Response 

62.  One  comment  argued  that  the 
average  medical  care  costs  estimated  in 
Table  14  (56  FR  60856  at  60871)  should 
not  be  discounted  at  a  5  percent 
inflation  rate  because  the  rising  costs  of 


medical  care  have  been  increasing  10.5 
percent  in  recent  years. 

The  agency  agrees  that  the  costs  of 
medical  care  have  been  rising  at 
approximately  10.5  percent.  If  this  trend 
were  to  continue,  however,  a  net  of  5.5 
percent  increase  (10.5  percent  medical 
care  cost  inflation  minus  5  percent 
general  inflation)  could  be  added  to 
these  costs,  although  future  cost 
increases  are  difHcult  to  predict,  and  the 
agency  does  not  wish  to  infer  that  great 
precision  accompanies  these  estimates. 
The  agency  notes  that  medical  care  costs 
estimated  in  the  1991  RIA  proposal  may 
be  over  or  underestimates  of  actual 
medical  care  costs.  That  is,  because 
some  people  who  will  not  get  cancer  or 
CHD  will  get  other  illnesses  that  will 
result  in  medical  care  costs,  using  the 
total  cost  savings  from  reduced  cancer 
and  CHD  cases  is  an  overestimate. 
Because  the  agency  was  unable  to  net 
out  increases  in  medical  care  from  other 
diseases,  it  overestimated  medical  care 
cost  savings.  Thus,  the  agency 
acknowledges  that  there  is  a  bias  in  both 
directions  for  the  medical  care  cost 
estimate.  Because  it  is  not  possible  to 
estimate  the  net  direction  of  these 
biases,  however,  the  agency  will  not 
make  further  adjustments  in  these 
numbers.  Finally,  the  agency's  estimates 
of  the  benefits  of  nutrition  labeling 
derive  primarily  from  the  willingness- 
to-pay  for  increased  longevity,  not  from 
nonfatal  medical  care  costs. 

63.  One  comment  expressed  the  view 
that  the  willingness-to-pay  generated 
benefits  of  the  1990  amendments  of  $3.6 
to  $21  billion  are  for  nonmedical 
outlays  only. 

FDA  disagrees  with  this  comment.  In 
fact,  the  willingness-to-pay  estimates  of 
health  benefits  in  the  1991  RIA  proposal 
are  individual  dollar  amounts  that 
market  studies  demonstrate  consumers 
(and  workers)  will  pay  to  reduce  the 
probability  of  death  from  these  illnesses. 
Many  people  are  willing  to  pay  to 
reduce  the  probability  of  death  and. 
illness,  and  these  payments  include 
expected  expenditures  on  medical  care 
as  well  as  other  types  of  disability,  such 
as  pain  and  sickness.  As  noted  earlier  in 
this  document,  however,  the  total 
benefit  estimates  do  not  cover  the  cost 
savings  horn  illnesses  that  do  not  result 
in  death,  which  are  estimated  in  the 
section  on  medical  care  cost  savings. 
Thus,  no  change  in  the  benefit  estimate 
will  be  made  as  a  result  of  this 
comment. 

64.  One  comment  pointed  out  that  a 
willingness-to-pay  model  is  not 
anchored  in  any  real  occurrence  in  the 
marketplace  and  reflects  only  a 
subjective  valuation  of  good  health.  This 


comment  added  that  risk  is  not  traded 

in  the  maricetplace. 

The  agency  disagrees  with  this 
comment.  Tlie  agency  believes  that 
willingness-to-pay  estimates  represent 
the  individual's  valuation  of  loss  of 
productivity,  medical  care  costs,  pain 
and  sufl'ering,  and  other  utility  losses  as 
demonstrated  in  economic  literature.  In 
this  case,  the  decisions  reflect  payments 
to  reduce  the  risk  of  death  rather  than 
using  those  resources  for  other  goods. 

FDA  also  believes  that  risk,  including 
health  risk,  is  ubiquitously  traded  in  the 
marketplace.  For  example,  expenditiues 
on  seatbelts.  airbags,  airline  safety, 
safety  caps  on  medicine,  preventive 
check-ups,  suntan  lotion,  and  a 
multitude  of  other  factors  represent 
market  expenditures  on  risk  reduction. 
Many  of  the  studies  conducted  to 
estimate  willingness-to-pay  to  avoid 
death  were  based  on  the  workplace 
transactions  by  estimating  wage 
differentials  for  jobs  with  var>'ing  levels 
of  risk  and  wages.  Therefore,  the 
willingness-to-pay  figures  for  reductions 
in  the  probability  of  death  are  strongly 
grounded  in  economic  theory  such  that 
the  agency  will  not  change  the  benefit 
estimate  based  on  this  comment. 

65.  One  comment  suggested  that 
"hard  figures"  such  as  lost  productivity 
should  be  used  instead  of  willingness- 
to-pay  estimates. 

FDA  disagrees  with  this  comment 
because  the  use  of  such  "hard  figures" 
alone  (productivity)  will  ultimately 
undervalue  the  total  utility  of  reducing 
risk  to  the  individual  as  it  does  not 
include  the  utility  derived  from  reduced 
medical  care  costs  and  pain  and 
sickness.  The  agency  believes  that  the 
willingness-to-pay  methodology  is 
strongly  grounded  in  economic  theory 
and  is  the  conceptually  correct  method 
to  estimate  these  health  benefits. 
Therefore,  no  change  will  be  made  to 
the  benefit  estimates  based  on  this 
comment. 

66.  One  comment  contended  that  the 
quantitative  estimate  provided  in  the 
1991  RIA  proposal  for  the  amount  and 
value  of  reduced  risk  were  too  low 
because:  (1)  The  estimate  chosen  for  the 
value  of  risk  reduction  (value  of  life) 
from  secondary  studies  was  low  because 
the  mean  of  these  type  of  studies  was 
not  chosen;  (2)  the  estimate  for  va!ue  of 
risk  reduction  did  not  include  the 
impact  of  recent  inflation;  (3)  the 
estimate  for  the  value  of  risk  reduction 
did  not  include  growth  in  real  income 
before  1990;  and  (4)  the  estimate  for 
value  of  risk  reduction  did  not  include 
future  real  growth  of  income. 

FDA  does  not  agree  that  the  estimates 
cliosen  for  the  value  of  risk  reduction, 
$1.5  to  $3  million,  from  secondary 
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studies  is  necessarily  low.  Market 
studies  of  wiilingness-to-pay  to  avoid 
death  have  produced  a  range  of  values- 
some  higher  and  some  lower  than  the 
values  used  in  this  study.  In  order  to 
capture  this  diversity,  FDA  used  a  wide 
range  of  benefits.  Thus.  FDA  is 
unconvinced  that  sufficient  data  are 
either  available  in  the  literature  or  were 
in  the  comments  to  warrant  changing 
these  estimates. 

As  to  the  second  point,  FDA  agrees 
that  some  inflation  has  occurred  since 
the  publication  of  the  study  that  the 
agency  used  to  estimate  the  value  of  risk 
rec'uctions.  The  study's  results  were 
calculated  in  1986  dollars  (Ref.  4)  and 
inflation  from  1986  to  1991  was  16.5 
percent  (not  15.5  percent  as  mentioned 
in  the  comment).  In  addition,  the 
comment  noted  that  there  have  been 
increases  in  real  personal  disposable 
income  since  1986.  Real  personal 
disposable  income  has  increased  from 
1986  to  1990  by  8.5  percent,  not  10 
percent  as  cited  in  the  comment  (Table 
B-25  in  the  Economic  Report  to  the 
President  (Ref.  6)).  To  the  extent  that 
individuals  can  now  purchase  8.5 
percent  more  goods  than  they  could  in 
1986.  it  is  likely  that  they  would  be 
willing  to  pay  more  for  risk  reduction  as 
well.  Updating  the  range  of  estimates 
noted  above  of  $3.5  to  S21  billion  to 
account  for  inflation  and  real  personal 
disposable  income  yields  the  new  range 
of$4.4  to  $26.5  billion. 

The  comment  also  noted  that  FDA 
should  include  in  the  benefits  estimates 
future  real  growth  of  income  because  if 
income  continues  to  grow,  people  in  the 
future  will  purchase  more  risk 
reduction.  FDA  disagrees  with  using 
long-term  real  growth  of  income  to 
increase  benefits.  The  benefits  estimate 
derives  from  the  choice  that  is  made  by 
individuals  today.  That  choice  reflects 
the  amount  of  money  people  are  willing 
to  give  up  today  to  reduce  risk  in  the 
future.  Those  estimates  reflect 
individuals  subjective  evaluation  of 
both  their  future  health  states  as  well  as 
tiieir  assessment  of  their  future  income 
changes  that  will  occur  as  a  result  of  the 
regulation.  If  FDA  were  to  forecast 
future  growth  in  personal  income  and 
estimate  the  income/risk  trade-offs 
(income  elasticity  of  demand  for  risk 
reduction)  that  would  be  made  for  each 
future  period,  it  would  result  in  double 
counting.  Again,  this  would  be  true  as 
people  implicitly  account  for  future 
income  growth  in  decisions  made  today. 
Furthermore,  as  income  rises,  people 
may  choose  to  add  even  more  labeling 
information  at  some  time  in  the  future 
but  that  would  represent  a  separate 
choice  with  separate  marginal  costs  and 
l>enefits. 


FDA  concedes,  however,  that  choices 
that  are  made  in  most,  if  not  all, 
willingness-to-pay  studies  associated 
with  risk  reduction  are  reflective  of 
individuals  valuation  of  their  own 
change  in  probability  of  risk  of  death. 
They  do  not  include  the  individual's 
altruistic  expenditures  to  reduce  risk  for 
future  generations.  This  effect  is 
expected  to  be  small  for  this  regulation, 
however,  as  benefits  and  costs  are 
estimated  for  over  20  years. 

E.  Health  Claims 

67.  One  comment  expressed  concern 
that  FDA  had  ignored  some 
fundamental  findings  from  consumer 
behavior  studies  and  the  economics  of 
information.  It  also  stated  that  approval 
of  health  claims  should  be  done  on  a 
cost-benefit  basis  rather  than  by 
consensus.  The  comment  noted  that 
allowing  partial  information  produces  a 
more  efficient  marginal  adjustment 
process  in  the  market  than  requiring  full 
information.  The  comment  noted  that  it 
did  not  believe  there  was  such  a  thing 
as  "Gresham's  Law"  (which  essentially 
says  that  "bad"  money  drives  out 
"good"  money)  of  heahh  claims  in 
advertising. 

The  agency  does  not  necessarily 
disagree  with  this  assessment  of  the 
state  of  the  economics  of  information. 
However,  section  403(r)(3)  of  the  act 
requires  "substantial  scientific 
agreement"  for  approval  of  a  health 
claim  for  conventional  food.  The 
standard  for  substances  in  dietary 
supplements  under  section  403(r)(5)(D) 
of  the  act  will  be  determined  in 
accordance  with  the  DS  Act.  The  agency 
believes  that  the  final  rules  for  health 
claims  are  as  flexible  as  is  possible. 
Also,  the  agency  notes  that  there  is  a  set 
period  of  time  for  Government  review  of 
petitions  for  authorization  to  make 
additional  health  claims. 

On  the  issue  of  whether  or  not  there 
is  a  "Gresham's  Law"  with  respect  to 
advertising,  the  agency  notes  the 
widespread  persistent  use  of  the 
misleading  "percent  fat  free" 
advertising.  Thus,  it  is  not  clear  whether 
or  not  "good"  advertising  in  terms  of 
being  truthful  and  not  misleading  will 
ultimately  drive  "bad"  advertising  from 
the  marketplace  without  regulation. 
Thus,  FDA  does  not  believe  that  this 
comment  affects  the  ultimate  benefits 
from  the  1990  amendments  and  will  not 
change  its  assessment  based  on  the 
comment. 

There  is  an  opportunity  cost  of  the 
choices  made  with  respect  to  health 
claims  and  nutrient  content  claims. 
Opportunity  costs  of  the  regulation  of 
these  claims  include  the  benefits         ' 
foregone  by  not  choosing  an  alternative 


option.  Some  of  these  costs  arise  from 
the  statute  itself,  and  some  arise  from 
the  interpretations  made  in  these 
regulations.  If  firms  are  either 
prohibited  from  making  certain  kinds  of 
claims,  or  if  the  incentives  are  such  that 
firms  make  fewer  valid  health  claims  or 
nutrient  content  claims,  there  is  a  cost 
imposed  on  society  in  that  some 
valuable  information  may  not  be 
conveyed  to  consumers.  For  instance,  if 
firms  find  that  the  required  disclosures 
surrounding  health  claims  are  too 
cumbersome,  they  may  find  that  this 
adversely  affects  the  marketing  of  their 
product  and  fail  to  make  a  valid  health 
claim. 

In  fact.  FDA  has  no  data  to  evaluate 
the  potential  market  outcomes  that 
would  arise  with  alternative  regulatory 
choices  with  respect  to  health  and 
nutrient  content  claims.  Although  FDA 
has  benefited  from  numerous  comments 
on  the  subject,  including  a  lengthy 
comment  from  the  Federal  Trade 
Commission,  no  comments  have  been 
able  to  show  the  quantitative  outcomes 
of  allowing  more  health  claims  in  a 
different  format  or  allowing  more 
flexible  use  of  nutrient  content  claims. 
However,  although  these  rules  are  final. 
FDA  will  continue  to  evaluate 
information  that  will  help  refine  these 
rules  and  encourages  interested  parties 
to  submit  such  information. 

V.  Summary 

FDA  has  evaluated  comments  on  the 
costs  and  benefits  of  the  impact  of  the 
changes  in  the  food  label  occurring  as  a 
result  of  the  1990  amendments.  The 
benefits  of  the  1990  amendments  and 
the  implementing  regulations  include 
decreased  rates  of  cancer,  CHD, 
osteoporosis,  obesity,  hypertension,  and 
allergic  reactions  to  food.  As  consumers 
are  given  more  informative  labeling  in 
an  improved  format,  uncertainty  and 
ignorance  concerning  the  ingredient  and 
nutrient  content  of  the  foods  they  eat 
will  decrease,  and  some  consumers  will 
select  more  nutritious,  healthier  foods. 
Also,  the  creation  of  consistent  metrics 
and  definitions,  such  as  standardized 
serving  sizes  and  nutrient  content  claim 
definitions,  that  consumers  can  use  to 
judge  the  nutritional  aspects  of  foods 
will  encourage  manufacturers  through 
competition  to  reformulate  their 
products  into  healthier  foods.  Thus, 
even  those  consumers  who  may  be 
unaware  of  the  effects  of  diet  on  health 
will  inadvertently  eat  a  better  diet. 

The  model  chosen  to  estimate  these 
benefits  focused  on  the  two  largest 
health  problems,  cancer  and  CHD  (Ref. 
5).  This  model  involved  the  following 
three-step  estimation  process: 
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(1)  Estimate  changes  in  consumer 
purchase  behavior  and  resulting 
changes  in  nutrient  intakes  as  a  result  of 
receiving  new  nutrient  information 
about  foods.  Some  comments  stated  that 
consumers  will  not  use  labels  at  all,  and 
some  comments  asserted  that  many 
more  changes  will  come  about  than 
those  that  FDA  estimated.  A  number  of 
comments  noted  particular  bias  in  the 
FDA/Giant  SDA  study.  Although  FDA 
agrees  that  there  is  bias  both  in  the  SDA 
study  and  in  applying  the  results  of  the 
SDA  study  to  the  benefits  of  the  1990 
amendments,  no  comments  provided  a 
sufficient  basis  either  to  replace  or 
amend  the  study's  result  in  this  RiA. 

(2)  Estimate  the  changes  in  health 
states  that  would  result  from  consumers' 
changes  in  nutrient  intakes,  particularly 
for  reduced  incidence  of  cancer  and 
CHD.  Again,  FDA  was  presented  with  a 
numbev  of  comm.ents  on  the  changes 
that  will  result  from  changed  diets,  but 
none  were  convincing.  Many  comments 
were  directed  at  the  Browner  model 
v^^ich  was  incorporated  into  FDA's 
beneOt  estimate  in  this  section  of  FDA's 
analysis.  The  comments  focused  on  the 
fact  that  nutrition  labeling  and  other 
components  of  the  1990  amendments 
are  estimated  in  FDA's  model  to  make 
only  a  relatively  small  decrease  in  the 
number  of  cases  of  CHD  and  cancer  and 
the  deaths  associated  with  them. 
However,  FDA  is  unpersuaded  by  these 
arguments.  The  Browner  model  is  well 
documented  and  contains  realistic 
health  assumptions.  However,  FDA  did 
account  for  studies  cited  by  OMB  that 
demonstrated  that  regulatory 
expendiiures  may  cause  increased 
death.  This  resulted  in  FDA's  estimate 
of  lives  saved  and  life-years  saved 
decreasing  by  very  small  amounts,  to 
between  12,542  and  12,689  (from  12,902 
estimated  in  the  1991  RiA  proposal. 
Table  13, 56  FR  60856  at  60871)  and  to 
between  78,672  and  79,577  (from 
80,930,  also  in  Table  13)  for  the  number 
of  life-years  saved. 

(3)  Estimate  the  value  of  changes  in 
health  states  in  terms  of  life-years 
gained,  number  of  cases  and  deaths 
avoided,  and  the  dollar  value  of  such 
benefits.  FDA  has  been  persuaded  by 
some  of  the  arguments  that  the  benefits 
are  underestimated  in  this  component  of 
the  analysis.  Specifically,  the  agency 
has  adjusted  for  inflation  and  for  the 
growth  of  real  personal  disposable 
income  that  occurred  in  the  4  years 


between  when  the  estimates  were  cited 
in  the  economic  literature  and  the  time 
the  1991  RIA  proposal  was  concluded. 
Coupled  with  changes  made  to  the 
number  of  life-years  and  lives  saved 
mentioned  above,  these  adjustments 
change  the  benefits  to  $4.4  to  $26.5 
billion  (discounted  at  5  percent  over  a 
20-year  period). 

FDA  also  evaluated  comments  on 
costs  of  the  1990  amendments  and  has 
amended  its  cost  estimates  based  on 
these  comments.  The  total  costs  of  food 
labeling  regulations  range  from  $1.4 
billion  to  $2.3  billion  (discounted  at  5 
percent),  depending  on  the  frequency  of 
reanalyzing  products,  excluding  the  cost 
of  labeling  raw  fruit,  vegetables,  and 
fish,  and  assuming  a  15-month 
compliance  period  for  nutrition  labeling 
and  nutrient  content  claims  ending  in 
May  1994.  If  a  discount  rate  often 
percent  is  used,  total  costs  are  estimated 
between  $1.3  and  $1.8  million.  These 
costs  include  costs  to  food 
manufacturers  and  food  service 
establishments.  Costs  to  Government 
entities  are  estimated  to  be  $163 
million.  Costs  to  dietary  supplement 
manufacturers  were  not  included  in  this 
estimate  because  of  the  moratorium 
imposed  by  the  DS  Act. 

FDA  believes  that  the  study  of  the 
costs  and  benefits  of  food  labeling  is  as 
accurate  as  possible  for  a  forward 
looking  study  of  the  costs  and  benefits 
of  regulatory  action.  FDA  published  the 
initial  study  in  the  Federal  Register  and 
received  over  300  comments  on  it.  As  a 
result  of  the  comments  and  new 
information,  FDA  revised  its  figures 
upward  for  both  costs  and  benefits.  In 
addition,  FDA  acknowledges  that  many 
deficiencies  remain  in  these  estimates 
because  there  are  elements  of  both  costs 
and  benefits  that  remain  unquantified. 
Nonetheless,  the  purpose  of  the  RIA  is 
to  estimate  the  general  magnitude  of 
these  effects  in  accordance  with 
Executive  Order  12291  and  to  determine 
whether  the  benefits  of  this  action 
exceed  the  costs,  and  FDA  has  met  that 
burden.  With  the  exception  of 
reformulation,  FDA  has  examined  the 
unquantified  costs  and  benefits  and 
believes  that  they  are  likely  to  be  small 
relative  to  those  that  have  been 
quantified  and  are  not  likely  to  change 
the  estimates  significantly. 

Furthermore,  the  analysis  contains 
assumptions  that  are  subject  to 
challenge,  and  many  of  the  comments 


did  so.  However,  where  neither  data  nor 
convincing  evidence  were  submitted  to 
contradict  the  assumptions,  FDA  has 
not  changed  them.  Finally,  FDA  advises 
that  the  dollar  amounts  estimated  in  the 
final  RIA  are  not  exact  amounts  but 
rather  reasonable  estim.ates  of  the 
impacts  of  nutrition  labeling  on  U.S. 
society.  The  final  RIA  demonstrates  that 
although  this  action  is  expensive,  the 
likely  benefits  to  U.S.  consumers 
substantially  exceed  the  costs  that 
shareholders,  taxpayers,  and  consumers 
will  ultimately  bear, 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 
(DociwtNo.91N-384H] 
RiN  090&-AD08 

Food  labeling:  Nutrient  Content 
Claims,  Definition  of  Term:  Healttiy 

agency:  Food  and  Drug  Administration, 

HHS. 

A<rnON:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
amend  its  food  labeling  regulations  to 
establish  a  definition  for  the  term 
'healthy"  under  the  Federal  Fobd.  Drug, 
and  Cosmetic  Act.  Elsewhere  in  this 
issue  of  the  Federal  Register,  the  agency 
is  publishing  a  final  rule  to  revise  21 
CFR  part  101  which  establishes 
provisions  for  general  principles, 
petitions,  and  definition  of  terms  for 
nutrient  content  claims.  This  proposal 
will  provide  a  definition  for  the  implied 
nutrient  content  claim  "healthy"  for 
individual  foods  and  for  meals  and 
main  dish  products  and  provide  for  its 
use  on  the  food  label.  This  action  is  in 
response  to  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments). 

DATES:  Written  comments  by  March  8. 
1993.  The  agency  intends  that  any  final 
rule  that  may  issue  based  on  this 
proposal  become  effective  on  the  same 
date  as  the  final  regulations  for  the 
General  Principles  for  Nutrient  Content 
Claims,  promulgated  under  the 
provisions  of  the  1990  amendments  and 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

ADDRESSES:  VVriUen  comments  may  be 
sent  to  the  Dockets  Management  Branch 
(HFA-305).  Food  and  Drug 
Administradon.  rm.  1-23. 12420 
Parklawn  Dr.,  Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  J.  Campbell.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
I'jS).  Food  and  Drug  Administration. 
200  C  St.  S\V..  Washington.  DC  20204, 
202-205-5229. 
SUPPLEMENTARY  INFORMATION: 

L  Introduction 

In  the  Federal  Register^pf  November 
27. 1991  (56  FR  60421),  FDA  published 
a  proposal  entitled.  Food  Labeling: 
Nutrient  Content  Claims.  General 
Principles,  Petitions,  Definition  of 
Toivns  (hereinafter  referred  to  as  the 
gi    .-7.1  principles  proposal)  that  would, 
among  other  things,  establish  general 


prindptes  for  the  use  of  claims 
deecrioing  the  nutrient  content  of  foods 
and  define  certain  nutrient  content 
claims  and  provide  for  their  use  on  food 
labels. 

In  the  same  issue  of  the  Federal 
Register  (56  FR  60478),  FDA  also 
published  a  proposed  rule  entitled 
"Food  Labeling:  Definitions  of  Nutrient 
Content  Claims  for  the  Fat,  Fatty  Acid, 
and  Cholesterol  Content  of  Food" 
(hereinafter  referred  to  as  the  fat/ 
cholesterol  proposal)  to  define  and 
provide  for  the  proper  use  of  the 
nutrient  content  claims  for  fat,  saturated 
fatty  acids,  and  cholesterol. 

Both  the  general  principles  proposal 
and  the  fat/cholesterol  proposal  were 
issued  in  response  to  the  1990 
amendments  (Pub.  L.  101-535).  With 
respect  to  nutrient  content  claims,  the 
1990  amendments  amended  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (the  act) 
by  adding  section  403(r)(l>(A)  (21  U.S.C 
343(r)(l)(A)).  which  states  that  a  food  is 
misbranded  if  it  bears  a  claim  on  its 
label  or  in  its  labeling  that  either 
sxpressly  or  implicitly  characterizes  the 
level  of  any  nutrient  of  the  type  required 
to  be  declared  as  part  of  the  nutrition 
labelifig.  unless  such  claim  is  made  in 
accordance  with  section  403(r)(2)  of  the 

act. 

In  the  general  principles  proposal,  the 
agency  proposed  that  an  implied 
nutrient  content  claim  is  one  that 
describes  the  food  or  an  ingredient 
therein  in  such  a  manner  that  leads  a 
consumer  to  assume  that  a  nutrient  is 
absent  or  present  in  a  certain  amount 
(e,g.,  "hi^  in  oat  bran"),  or  that  the 
food  because  of  its  nutrient  content  may 
be  useful  in  achieving  a  total  diet  that 
conforms  to  current  dietary 
recommendations  (e.g..  "healthy")  (56 
FR  60421  at  60423). 

The  agency  stated  that  because  of  the 
large  variety  of  statements  that  could  be 
considered  to  make  implied  claims  and 
because  of  the  resource  constraints  and 
strict  linteframes  under  which  the 
rulemaking  was  proceeding,  it  was  not 
proposing  to  adopt  regulations  that 
authorize  any  implied  claims  at  that 
time.  However,  the  age.ncy  solicited 
comments  and  information  concerning 
specific  implied  claims.  The  agency 
stated  that  if  it  received  sufficient 
information  in  comments,  it  would 
consider  providing  for  specific  implied 
claims  in  the  final  regulation. 
Alternatively,  it  said,  the  agency  might 
defer  action  on  implied  claims  until 
after  the  rulemaking  required  by  the 
1990  amendments  was  complete. 

In  respon.se  to  the  general  principles 
proposal,  the  agency  received  a  number 
of  comments  on  implied  claims, 
including  some  specifically  on  the  term 


"healthy."  Elsewhere  in  this  issue  of  the 
Federal  Register  FDA  is  publishing  a 
final  rule  (the  general  principles  final 
rule)  based  on  th«  general  principles 
proposal  and  the  fat/cholesterol 
proposal.  In  the  general  principles  final 
rule,  the  agency  has  determined  that  the 
term  "healthy"  is  an  implied  nutrient 
content  claim  when  it  appears  on  the 
label  or  in  labeling  in  a  nutritional 
context,  that  is,  when  it  appears  in 
association  with  an  explicit  or  implicit 
claim  or  statement  about  a  nutrient, 
such  as  "healthy,  contains  less  than  3  g 
of  fat."  Alternatively,  use  of  the  term 
"healthy"  when  not  an  implied  claim 
will  be  reviewed  under  the  general 
misbranding  privisions.  Such  a 
statement  suggests  that  the  food  may  be 
useful  in  maintaining  healthy  dietary 
practices.  Because  of  the  complex 
nature  of  the  term,  the  agency  has 
determined  that  it  was  not  possible  to 
arrive  at  a  final  regulation  for  a 
definition  of  the  term  "healthy." 
Therefore,  the  agency  is  proposing  a 
definition  of  the  term.  The  agency 
advises  that  it  intends  to  make  any  final 
rule  that  derives  from  this  rulemaking 
effective  on  the  same  date  as  the  general 
principles  final  rule  and  the  final  rule 
on  mandatory  nutrition  labeling.  If  for 
some  reason,  however,  the  final  rule  has 
not  been  issued,  "healthy"  would  be 
subject  to  the  general  nutrient  content 
claim  requirements  for  implied  claims 
or  the  general  misbranding  clause. 

II.  Comments  and  Agency  Response 

1.  Some  comments  asserted  that  the 
term  "healthy"  may  be  understood  by 
consumers  in  some  contexts  to  convey 
an  implied  health  claim  and  shouldi  in 
those  instances,  be  regulated  as  an 
implied  health  claim.  One  of  these 
comments  asserted  that  the  extent  to 
which  the  term  "healthy"  implies 
health  benefits  depends  on  the  context 
of  the  entire  label.  The  comment 
specifically  asserted  that  the  term 
"healthy,"  when  it  is  standing  alone  or 
is  in  a  brand  name,  definitely  implies  to 
the  consumer  that  the  food  has  a  direct 
beneficial  effect  on  one's  health. 

Many  other  comments  asserted  that 
the  term  "healthy"  is  an  implied 
nutrient  content  claim.  Some  comments 
stated  that  the  context  surrounding  the 
use  of  the  term  "healthy"  frequently 
conveys  a  strong  message  to  consumers 
about  the  nutrient  content  of  a  food. 
However,  one  of  these  comments  further 
stated  that  the  term  "healthy"  can  also 
appear  in  a  context  that  does  not  imply 
nutrient  content.  The  comment  urged 
FDA.  therefore,  to  consider  the  textual 
use  of  the  term  when  determining 
whether  it  constitutes  an  implied 
nutrient  content  claim. 
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A  similar  comment  asserted  that  the 
term  "heaithv"  is  misleading  when  it 
appears  in  a  brand  name  of  a  food  but 
is  combined  with  a  descriptor  (nutrient 
content  claim)  or  used  in  a  context  that 
is  susceptible  to  a  "unique"  inference 
(e^.,  "Healthy  One").  The  comment 
stated  that  the  implication  is  not  only 
that  this  labeled  food  is  healthy,  but  that 
it  is  the  only  healthy  product  and  other 
products  of  a  similar  type  are  unhealthy. 
The  comment  supported  this  argument 
by  citing  the  results  of  a  poll  in  which 
people  were  presented  with  two  brand 
names  of  soup  and  asked  which  soup 
was  "better  for  you."  The  soups  were 
equivalent  in  nutritional  content.  When 
presented  with  one  brand  name  that 
contained  the  term  "healthy"  in 
conjunction  with  a  descriptor  implying 
that  the  product  was  unique  and  one 
brand  name  that  made  no  reference  to 
"heahh"  or  "healthy,"  67.7  percent  of 
the  respondents  stated  the  soup  whose 
brand  name  contained  "healthy"  was 
"better  for  you."  The  comment 
suggested  that  the  term  "healthy"  not  be 
allowed  to  appear  in  any  context  that 
suggests  that  the  food  is  uniquely 
"healthy"  as  compared  to  similar 
products,  unless  such  a  claim  is  true. 

FDA  agrees  with  the  comments  that 
asserted  that  the  context  in  which  the 
term  "healthy"  is  used  is  a  critical  factor 
m  determining  whether  the  term 
constitutes  an  implied  nutrient  content 
claim.  As  discussed  in  the  general 
principles  final  rule,  FDA  believes  that 
the  term  "healthy"  constitutes  an 
implied  nutrient  content  claim  only 
when  it  appears  in  a  nutritional  context. 
Such  a  context  is  established  when  the 
term  "healthy"  appears  in  association 
with  an  explicit  or  implicit  claim  or 
statement  about  a  nutrient.  Accordingly, 
the  label  or  labeling  statement  "a 
healthy,  low  fat  meal"  would  constitute 
an  implied  nutrient  content  claim. 
Likewise,  the  statement  "low  in 
saturated  fat"  on  the  label  of  a  food  with 
thfi  brand  name  "Healthy  Mountain" 
would  place  the  term  "healthy"  into  a 
nutritional  context  and  subject  it  to  the 
provisions  of  section  403(r)  of  the  act. 

On  the  other  hand,  FD/\  believes  that 
in  a  context  that  refers  to  general  dietary 
guidance,  "healthy"  is  not  an  implied 
nutrient  content  claim.  For  example,  in 
the  statement  "eat  lots  of  fruit  and 
vegetables  for  a  healthy  diet,"  the  term 
"healthy"  does  not  imply  the  absence  of 
a  nutrient  or  the  presence  of  a  nutrient 
in  a  particular  amount  and  would 
therefore  not  be  a  claim  subject  to  the 
"requirements  of  section  403(r)  of  the  act. 

Further,  FDA  is  not  convinced  that 
brand  names  in  which  "healthy" 
appears  in  a  phrase  with  a  term  that 
suggests  that  the  product  is  uniquely 


healthy,  such  as  "Healthy  One," 
invariably  imply  that  the  specified 
product  is  superior  to  products  of  a 
similar  type,  or  that  the  consumer 
should  choose  that  product  because  it 
conforms  to  current  dietary  guidelines. 
The  comment's  interpretation  of  its 
survey  is  that  some  brand  names  that 
include  the  term  "healthy"  should  be 
prohibited  because  of  their  context. 
However,  FDA  is  not  convinced  that 
this  interpretation  of  the  study  is 
appropriate.  Because  the  study  included 
only  one  sample  involving  "healthy," 
the  agency  has  no  way  to  distinguish 
between  uses  of  "healthy"  in  various 
names.  Accordingly,  FDA  is  not 
granting  the  comment's  request  that 
"healthy"  not  be  allowed  to  appear  in 
a  context  that  suggests  that  the  food  is 
uniquely  healthy.  FDA  will  evaluate 
such  uses  of  the  term  on  a  case-by-case 
basis  and  take  appropriate  action  if  a 
particular  use  is  false  or  misleading. 

In  addition,  FDA  advises  that  a 
statement  containing  references  to  both 
nutrient  levels  and  a  disease  or  health- 
related  condition  would  constitute  a 
health  claim.  As  discussed  in  the  final 
rule  on  general  principles  for  health 
claims,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  a  health 
claim  is  made  when  a  label  or  labeling 
statement  refers  explicitly  or  by 
implication  both  to  a  nutrient  present  in 
the  food  and  to  a  disease  or  health- 
related  condition.  The  agency  does  not 
believe  that  the  term  "healthy" 
inherently  implies  that  a  food  contains 
certain  nutrients,  or  that  the  term 
inherently  implies  that  the  consumption 
of  the  product  may  reduce  the  risk  of  a 
disease  or  health-related  condition. 
Instead,  such  implications  are  likely  to 
be  made  only  if  the  term  "healthy"  is 
accompanied  by  additional  language  or 
graphic  material  (e.g.,  logos,  symbols, 
vignettes)  that  explicitly  or  implicitly 
suggests  both  a  disease-related  benefit 
and  a  nutrient  context.  For  example,  the 
statement  "a  low  fat,  heart-healthy 
food"  on  a  food  label  or  labeling  implies 
that  the  fcod  is  useful  in  reducing  the 
risk  of  heart  disease  because  of  its  low 
fat  content  and  would,  therefore,  be 
considered  an  implied  health  daim. 

Consequently,  the  agency  concludes 
that  when  the  term  "healthy"  appears 
on  a  food  label  without  the  additional 
label  statements  that  render  it  either  a 
health  claim  or  a  nutrient  content  claim, 
it  is  not  subject  to  the  requirements  of 
section  403(r)  of  the  act.  Instead,  under 
such  conditions,  the  use  of  the  term 
"heahhy"  is  subject  to  section  403(a)  of 
the  act,  and  whether  it  is  misleading 
will  be  determined  on  a  case-by-case 
basis.  However,  FDA  advises  that  even 
though  it  is  not  establishing  a  regulation 


on  use  of  the  term  "healthy"  on  labels 
and  in  labeling  of  foods  under  section 
403(a)  of  the  act,  it  believes  that  there 
are  some  foods  on  which  the  term 
would  be  misleading.  These  include 
foods  in  which  the  level  of  a  nutrient 
exceeds  the  disclosure  level  established 
in-new  $  101.13(h)  published  elsewhere 
in  this  issue  of  the  Federal  Register.  The 
agency  considers  that  it  is  misleading 
for  a  label  to  include  the  term  "healthy" 
when  the  food  contains  a  nutrient  at  a 
level  such  that  the  food  would  not  assist 
consumers  in  maintaining  healthy 
dietary  practices. 

FDA  seeks  comment  on  whether  it 
should  adopt  a  regulation  using  its 
authority  under  the  general  misbranding 
sections  of  the  act  (201(n)  (21  U.S.C. 
321(n)).  403(a),  and  701(a)  (21  U.S.C 
371(a))),  that  provides  further  guidance 
on  the  circumstances  under  which  use 
of  the  term  "healthy"  might  be  false  or 
misleading  and  thus  misbrand  the 
product.  The  agency  is  concerned  that 
when  a  label  bears  the  term  "healthy." 
even  in  the  absence  of  statements  that 
render  the  term  an  implied  claim 
subject  to  the  requirements  of  section 
403(r)  of  the  act,  its  implications  about 
the  consequences  of  consumption  of  the 
food  will  be  misleading  unless  the  food 
complies  with  some  understood  criteria. 
If  comments  support  adopting  such  a 
regulation,  FDA  will  consider  doing  so 
in  the  final  rule  that  results  from  this 
proposal. 

2.  Some  comments  asserted  that  the 
term  "healthy"  should  either  be  clearly 
defined  or  be  prohibited  to  ensure  that 
the  term  is  used  consistently  and 
truthfully.  Others  asserted  that  the  word 
"healthy"  should  be  prohibited  on  food 
labels  because  it  is  misleading  to 
consumers.  One  of  these  comments 
asserted  that  establishing  a  definition 
for  "healthy"  is  impractical  because 
what  is  "heahhy"  for  one  individual  is 
not  necessarily  "healthy"  for  another. 
The  comment  noted  that  many  of  the 
nutritional  needs  of  children  are 
markedly  different  than  the  needs  of 
adults.  The  comment  also  asserted  that 
the  scientific  understanding  of 
"heahhy"  is  continually  evolving. 

Many  comments  suggested  that  the 
agency  should  define  the  term 
"healthy."  A  comment  from  industry 
stated  that  the  term  "healthy"  should  be 
defined  to  curtail  the  wide  variety  of 
products  that  are  marketed  as  "healthy," 
when  in  fact  the  benefits  that  they 
provide  in  comparison  to  benchmark 
products  are  minimal.  One  comment 
asserted  the  agency  should  define  and 
allow  the  use  of  the  term  "healthy"  to 
give  manufacturers  who  wish  to  use  the 
term  an  incentive  to  improve  the 
nutritional  quality  of  their  products. 
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One  comment  asserted  that  use  of  the 
word  **heahhy"  as  a  descriptor  should 
be  encouraged  and  facilitated  because  it 
allows  an  evaluation  of  a  total  product, 
while  it  precludes  unjustified  focus  on 
one  nutritive  aspect.  The  comment 
stated  that  proAulgation  of  a  standard 
will  ensure  a  quality  product,  used  in  an 
informed  way.  by  a  consumer  who  has 
accurate  information  and  justified 
reliance  on  the  product  as  labeled. 

A  numfeer  of  comments  stated  that 
there  is  little  or  no  consistency  in  the 
way  the  term  "healthy"  is  used  in  the 
marketplace  today.  One  of  these 
comments  asserted  that  the  term  is  used 
to  describe  a  low  sodium  content  in 
some  instances  and  a  low  fat  or 
saturated  fat  content  in  others.  The 
comment  noted  that  some  products 
described  as  "healthy"  may  in  fact 
contain  a  low  level  of  one  of  these 
nutrients  but  still  contain  high  levels  of 
another  (e.g..  a  peanut  butter  which 
contains  less  sodium  than  other  brands 
but  just  as  many  calories  and  just  as 
mud>  fat).  The  comment  further  noted 
that,  in  some  instances,  the  nutrient  of 
concern  is  actually  present  in  greater 
amounts  than  it  is  in  similar  products 
that  are  not  described  as  "healthy"  (e.g.. 
one  brand  of  frozen  desserts  labeled  as 
"healthy"  contains  more  sodium  than 
regular  ice  creams  and  more  Eat  than  fat 
frw8  ice  creams).  Another  comment 
pointed  out  that  the  term    healthy"  is 
also  understood  by  some  consumers  to 
indicate  that  a  food  is  free  of  pesticides. 

Some  comments  stated  that  the 
uncontrolled  use  of  the  term  "healthy" 
diminishes  consumer  confidence  in 
FDA  and  in  the  truthfulness  of  the  food 
label.  One  of  these  comments  cited  the 
results  of  a  national  survey  conducted 
in  February  1992.  in  which  1.007 
individuals  were  interviewed 
concerning  their  interpretation  of  the 
word  "healthy"  as  it  appears  on  food 
labels.  The  comment  reported  that  when 
asked  what  the  wwd  "healthy"  on  a 
food  label  says  about  an  unspecified 
product.  33  percent  responded  that  it 
means  nothing.  24  percent  responded 
that  it  means  Sie  product  is  good  for 
you.  9  percent  responded  that  it  is  an 
advertising  ploy.  Additionally.  9 
percent  of  the  respondents  indicated 
that  they  don't  believe  that  the  product 
is  actually  healthy. 

Several  comments  objected  that  tiio 
grandfathering  of  brand  names  that 
include  the  term  "healthy"  would  create 
additional  confusion  in  the  marketplace. 
Some  of  these  comments  stated  that 
unevenly  restricting  usage  of  the  term 
"healthy"  would  aUow  one  company  to 
use  a  term  like  "healthy"  in  a  brand 
name  and  preclude  other  manufacturers 
with  equivalent  or  superior  products 


from  using  the  term.  One  comment  also 
asserted  that  allowing  the  use  of  the 
term  "healthy"  through  the 
grandfathering  process  would 
perpetuate  a  "good  food/bad  food" 
distinction.  Another  comment  stated 
that  sudi  a  policy  would  allow 
manubcturers  of  products  with 
grandfathered  brand  names  to  continue 
to  mislead  consumers.  One  comment 
stated  that  leaving  the  term  "healthy" 
undefined  allows  companies  that  used 
the  claim  in  brand  names  before  October 
25, 1989,  to  continue  using  the  term  on 
foods  that  may  not  meet  appropriate 
standards. 

Some  comments  encouraged  FDA  to 
define  "healthy"  in  a  separate 
supplemental  proceeding  on  an 
expedited  basis,  with  an  effective  date 
that  coincides  with  other  implementing 
regulations.  One  comment  suggested 
that  such  a  rulemaking  be  done  in 
conjunction  with  the  U.S.  Department  of 
Agriculture's  (USDA's)  Food  Safety  and 
Inspection  Service. 

FDA  has  carefully  reviewed  these 
comments  and  tentatively  concludes 
that  a  definition  of  the  term  "healthy" 
should  be  included  in  the  implied 
nutrient  content  claim  regulations.  The 
number  and  variety  of  comments 
received  in  response  to  the  appearance 
of  the  term  "healthy"  in  the  proposed 
definition  of  "implied  nutrient  content 
claim"  has  made  the  agency  aware  of 
the  overwhelming  interest  that  both 
consumers  and  industry  have  in 
regulating  the  use  of  this  term.  The 
agency  agrees  with  those  comments  that 
asserted  that  there  is  little  consistency 
in  the  way  the  term  "healthy"  is 
currently  used  in  the  marketplace  and  is 
concerned  that  this  inconsistency  is 
confusing  to  consumers.  Because 
concern  over  the  use  of  the  term 
"healthy"  is  so  great,  and  because  there 
is  a  wide  divergence  of  opinion  on 
appropriate  criteria,  the  agency  is 
proposing  a  definition  for  this  term. 

In  reaching  this  tentative  conclusion. 
FDA  considered  the  option  of  not 
defining  the  term  "healthy."  Under 
section  403(r)(2)(C)  of  the  act.  all 
undefined  nutrient  content  claims  will 
be  prohibited  except  when  they  appear 
in  the  brand  names  of  products  that 
were  initially  marketed  before  October 
25, 1989.  Thus,  if  FDA  did  not  define 
"healthy."  it  could  continue  to  be  used 
in  grandfathered  brand  names  as  long  as 
such  use  was  nut  false  or  misleading 
under  section  403(a)  of  the  act.  This 
would  have  meant  that  the  inconsistent 
use  of  this  term  among  grandfathered 
brand  name  foods  would  also  continue. 
The  agency  believes  that  the  situation 
that  would  have  resultixl  would  not 
only  not  be  in  the  interest  of  consumers 


but  would  be  inequitable,  because  one 
product  would  be  able  to  bear  the  claim 
but  a  nearly  identical  product  could  not. 
(The  agency  emphasizes  that  this 
discussion  does  not  apply  to  uses  of 
"heahhy"  that  are  not  implied  nutrient 
content  daims.) 

FDA  tentatively  concludes  that  a  more 
appropriate  resolution  to  the  problems 
cited  by  the  comments  is  to  define  the 
term  "healthy."  The  agency  believes 
that,  by  providing  a  definition,  it  will 
ensure  that  the  term  is  used  consistently 
by  various  manufacturers,  and  that  all 
manufacturers  who  market  similar 
products  are  able  to  use  the  term 
"healthy"  if  the  product  meets  the 
definition. 

3.  Some  comments  asserted  that  the 
term  "healthy"  is  more  appropriately 
applied  to  overall  diets  which  include 
fresh  fruits,  vegetables,  low  fat  dairy 
products,  and  grains  rather  than  an 
individual  food  or  "meal/main  dish" 
product.  These  comments  suggested  that 
FDA  prohibit  the  use  of  the  term  on 
food  labels.  One  such  comment  stated 
that  allowing  the  use  of  the  term 
"healthy"  on  individual  foods 
contradicts  the  Department  of  Health 
and  Human  Services  and  USDA 
"Nutrition  and  Your  Health,  Dietary 
Guidelines  for  Americans"  1990 
(Dietary  Guidelines)  which  slates  that 
almost  any  food  that  supplies  calories 
and  nutrients  can  be  incorporated  into 
a  nutritious  diet,  and  that  it  is  the 
overall  diet  that  is  significant.  While 
most  comments  that  discussed 
"healthy"  did  not  distinguish  between 
its  use  on  individual  foods  and  its  use 
on  meals  and  main  dishes,  other 
comments  asserted  that  allowing 
individual  foods  to  be  described  as 
"healthy"  perpetuates  a  "good  food/bad 
food"  image.  A  comment  from  a  foreign 
government  advised  that  its  policy  is 
not  to  allow  food  products  to  be 
described  as  "healthy."  although  their 
labeling  may  bear  statements  that  the  • 
food  can  be  consiuned  as  part  of  a 
healthy  overall  diet.  Another  comm«»t 
expressed  concern  that  the 
representation  of  single  foods  or  "meal/ 
main  dish"  prod\icts  as  "healthy"  could 
easily  lead  a  consumer  to  over  consume 
those  products  rather  than  consuming  a 
variety  of  foods  and  thereby  reduce  the 
nutrient  quality  cf  his/her  diet. 

The  agency  tentatively  concludes  that 
it  should  not  limit  the  use  of  the  term 
"healthy"  to  reference  the  total  diet. 
FDA  believes  that  foods  labeled  with  the 
term  "healthy."  whether  they  are 
individual  foods,  main  dishes,  or  meals, 
can  be  used  with  a  variety  of  foods  to 
assist  consumers  in  maintauiing  healthy 
dietary  practices,  that  is,  to  achieve  a 
total  diet  that  conforms  to  current 
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dietary  guidelines.  One  of  the  goals  of 
the  1990  amendments  was  to  encourage 
manufacturers  to  provide  a  wider 
selection  of  foods  with  improved 
nutrient  content  to  facilitate  diets  that 
conform  to  guidelines.  The  agency 
tentatively  concludes  that  appropriate 
criteria  for  use  of  the  term  "healthy"  can 
be  established  to  both  encourage 
innovation  and  ensure  that  the  term  is 
not  misleading. 

While  FDA  is  proposing  a  definition 
for  "healthy"  that  includes  the  same 
criteria  for  all  types  of  foods,  the  agency 
requests  comments  on  whether  it  is 
more  appropriate  to  establish  criteria  for 
the  use  of  "healthv"  on  individual  foods 
that  are  different  from  those  for  meals 
and  main  dishes,  or  whether  use  of 
"healthy"  should  be  limited  to  meals 
and  main  dishes.  Comments  should 
suggest  criteria  appropriate  for  the 
recommended  use  and  include  data  or 
oiher  information  to  substantiate  their 
recom  mendations. 

4.  The  agency  received  numerous 
comments  that  suggested  definitions  for 
UM3  of  the  term  "healthy"  on  food  labels. 
Sevsral  of  those  comments  addressed 
the  issue  of  what  the  term  "healthy"  is 
i'nderslood  to  mean  or  should  be 
(iefmed  to  mean  when  it  appears  on 
food  labels.  One  comment  stated  that 
consumers  associate  the  term  "healthy" 
with  fat,  saturated  fat,  cholesterol,  and 
.'odium.  The  comment  cited  the  results 
cf  a  national  survey  that  showed  that  81 
percent  of  the  respondents  thought  that 
a  food  labeled  as  "healthy"  was  low  in 
podium  and  fat,  79  percent  thought  it 
was  low  in  cholesterol,  and  74  percent 
thought  it  was  low  in  saturated  fat  and 
calories.  Many  of  the  comments  that 
offered  definitions  for  the  term 
"healthy"  included  requirements  for  the 
levels  of  fat,  saturated  fat,  cholesterol, 
and  sodium.  One  of  these  comments 
slated  that  foods  labeled  with  the  term 
"healthy"  should  contain  no  more  than 
:.0  percent  calories  from  fat,  10  percent 
calories  horn  saturated  fat,  60 
■•tilligrams  (mg)  or  a  significantly 
reduced  amount  of  cholesterol,  and  480 
riig  or  a  significantly  reduced  amount  of 
sodium.  A  few  comments  suggested  that 
rOA  allow  the  term  "healthy"  to  appear 
on  foods  that  do  not  contain  nutrients 
at  levels  exceeding  the  disclosure  levels 
for  sodium,  fat,  saturated  fat,  and 
cholesterol.  Many  comments  asserted 
lliat  a  product  labeled  as  "healthy" 
should  additionally  be  "low"  in  at  least 
one  of  these  nutrients. 

Many  other  comments  suggested  a 
stricter  definition  of  "healthy"  that 
would  require  that  a  product  meet  the 
"low"  definition  for  sodium,  fat, 
saturated  Cat,  and  cholesterol.  Some 
comments  also  suggested  additional 


criteria  that  a  "healthy"  product  should 
be  required  to  meet.  One  of  these 
comments  suggested  that  such  a  product 
be  "low"  in  calories.  Another  suggested 
that  such  a  product  meet  the  "low" 
definition  for  sugars. 

The  agency  has  evaluated  these 
comments.  It  tentatively  agrees  with 
those  comments  that  stated  that  FDA 
should  define  the  term  "healthy"  in  a 
way  that  restricts  the  levels  of  those 
nutrients  whose  consumption  should  be 
limited  in  the  total  daily  diet  to  levels 
that  do  not  exceed  the  Daily  Reference 
Values  (DRV's)  for  those  nutrients.  The 
agency  also  tentatively  agrees  with  those 
comments  that  suggested  that  the 
defmiiion  for  "healthy"  should  focus  on 
restrictions  for  fat,  saturated  fat,  sodium, 
and  cholesterol  because  these  nutrients 
are  of  particular  significance  to  public 
health.  High  intake  of  total  dietary  fat  is 
associated  with  increased  risk  for 
obesity,  some  types  of  cancer,  and 
possibly  gall  bladder  disease.  Excessive 
saturated  fat  consumption  is  a  major 
contributor  to  total  blood  cholesterol 
levels,  and  the  consumption  of  dietary 
cholesterol  also  contributes  to  total 
blood  levels.  An  extensive  body  of 
evidence  has  established  a  relationship 
between  high  blood  cholesterol  and 
increased  coronary  heart  disease. 
Accordingly,  many  health  organizations 
have  made  recommendations  for 
modifying  dietary  intake  of  fat, 
saturated  fat,  and  cholesterol  for  the 
purpose  of  improving  the  public  health 
(56  FR  60478  at  60482).  According  to 
the  Dietary  Guidelines,  excessive 
dietary  intake  of  sodium  is  one  of 
several  factors  that  may  increase  the  risk 
of  hypertension  in  some  individuals. 
Hypertension  currently  affects  one  in 
three  Americans  and  is  associated  writh 
heart  disease  and  stroke  when 
uncontrolled  (56  FR  60825  at  60834). 

The  agency  has  tentatively  concluded 
that  a  definition  of  "healthy"  that 
allows  the  term  to  appear  on  foods  that 
contain  amounts  of  fat,  saturated  fat, 
sodium,  and  cholesterol  above  the 
disclosure  level  would  not  assist 
consumers  in  maintaining  healthy 
dietary  practices  and  could  result  in  an 
overall  diet  inconsistent  with  current 
dietary  guidelines.  Accordingly,  FDA 
has  tentatively  concluded  that  a 
definition  of  "healthy"  that  permits 
levels  of  fat,  saturated  fat,  soidium,  and 
cholesterol  that  are  above  the  disclosure 
levels  would  not  be  approiate.  FDA 
believes  that  labeling  of  such  products 
as  "healthy"  would  be  misleading  to 
consumers. 

Likewise,  the  agency  is  concerned 
that  a  definition  of  "healthy"  that 
requires  that  a  food  be  "low"  in  fat, 
saturated  Cat,  sodium,  and  cholesterol 


may  be  too  restrictive.  Such  a  definition 
could  disqualify  many  products  that 
would  be  useful  in  maintaining  a  diet 
that  conforms  to  current  dietary 
guidelines.  FDA  also  believes  that 
although  restricting  the  percentage  of 
calories  derived  from  fat  and  saturated 
fat  to  no  more  than  30  percent  and  less 
than  10  percent,  respectively,  is 
appropriate  for  overall  diets,  it  is  not 
appropriate  for  individual  foods  and  is, 
therefore,  not  appropriate  as  a  criterion 
for  "healthy"  on  individual  foods. 
However,  as  discussed  in  the  general 
principles  final  rule  in  the  definition  for 
"low  fat"  and  "low  saturated  fat"  for 
meal  and  main  dish  products,  no  more 
than  30  percent  of  calories  from  fat  and 
less  than  10  percent  of  calories  horn 
saturated  fat  are  used  as  a  second 
criterion  for  the  definitions  for  "low  fat" 
and  "low  saturated  fat,"  respectively. 
Therefore,  under  this  proposal  the 
criterion  of  no  more  than  30  percent  of 
calories  from  fat  or  less  than  10  percent 
of  calories  from  saturated  fat  will  apply 
to  meal  and  main  dish  products  bearing 
the  term  "healthy." 

FDA  is  therefore  proposing  to  amend 
new  §  101.65  by  redesignating 
paragraph  (d)  as  paragraph  (d)(1)  and  by 
adding  new  paragraph  (dX2)  which 
provides  that  for  the  purposes  of  new 
§  101.65,  the  term  "healthy"  may  be 
used  to  describe  foods  that  do  not 
exceed  the  disclosure  level  for  sodium 
or  cholesterol  and  are  "low"  in  fat  and 
saturated  Cat.  This  proposed  definition 
of  "healthy"  limits  fat  and  saturated  fat 
in  a  "healthy"  food  because  of  the 
recomniendations  from  leading  beahh 
authorities  that  lowered  consumption  of 
fat  and  saturated  fat  is  of  importance  in 
reducing  the  risk  of  certain  diet -related 
diseases  that  are  discussed  above. 

The  agency  believes  that  the  foods 
that  will  be  able  to  bear  the  tenn 
"healthy"  under  this  definition  will  be 
of  a  sufficient  number  and  variety  to 
help  consumers  achieve  a  total  diet  that 
is  consistent  with  current  dietary 
recommendations. 

FDA  specifically  solicits  comments 
for  evaluating  whether  this  definition  of 
"healthy"  is  appropriate. 

The  agency  requests  comments  on 
whether  the  definition  for  "healthy" 
should  include  a  requirement  that  the 
food  be  "low"  in  a  third  nutrient,  i.e.. 
cholesterol  or  sodium.  Among  other 
things,  comments  should  address: 
whether  a  "low  cholesterol"  criterion  is 
needed;  if  such  a  requirement  is 
included  in  the  definition  will  such 
foods  as  shellfish  and  crustaceans 
qualify  to  be  labeled  "healthv:"  should 
such  foods  be  labeled  "healthy"  in  light 
of  their  cholesterol  content? 
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In  addition,  comments  should 
consider  whether  a  "low  calorie" 
criterion  should  be  a  part  of  the 
definition  of  "healthy."  "nie  agency  has 
not  included  a  calorie  criterion  in  its 
proposed  definition  because  there  was 
not  enough  information  in  comments  for 
FDA  to  determine  that  such  a  criterion 
is  needed.  However,  dietary  guidelines 
recommend  that  Americans  maintain 
appropriate  caloric  intake  for  their  body 
weight,  and  that  overweight  is  a  major 
public  health  problem.  In  Hght  of  these 
facts.  FDA  is  seeking  comment  on  what, 
if  any,  calorie  criterion  should  be 
included.  Should  calories  be  a  part  of  a 
requirement  for  a  third  nutrient  at  a 
"low"  level,  i.e..  the  food  must  be  "low" 
cholesterol,  sodium,  or  calories  in 
addition  to  fat  and  saturated  fat? 
Alternatively,  should  a  "low  calorie" 
criterion  be  required  in  addition  to 
"low"  in  cholesterol  or  sodium? 

FDA  acknowledges  that  the  definition 
of  the  term  "healthy"  that  it  is 
proposing  in  this  document  differs  from 
the  definition  for  the  term  proposed 
elsewhere  in  this  issue  of  the  Federal 
Register  by  the  U.S.  Department  of 
Agriculture's  Food  Safety  and 
Inspection  Service  (FSIS),  which 
regulates  the  labeling  of  meat  and 
poultry  products.  The  Dietary 
Guidelines  for  Americans  recommend 
choosing  lean  meat  and  poultry  as  part 
of  a  balanced  diet.  The  agency  requests 
comments  on  whether  a  definition  of 
healthy  which  excludes  lean  meat  and 
poultry  will  help  consumers  to  achieve 
a  total  diet  that  is  consistent  with 
current  dietary  recommendations. 
Comments  should  suggest  appropriate 
criteria  for  a  single  definition  for  all 
foods  or  separate  definitions  for  foods  of 
animal  origin  such  as  meat  and  poultry 
and  provide  rationale  and  other 
information  to  substantiate  their 
suggestions.  The  agency  also  requests 
comment  on  whether  it  is  necessary  that 
the  two  agencies  provide  uniform 
criteria  for  use  of  this  term  or  whether 
different  definitions  may  be  appropriate. 

5.  Some  comments  suggested  that  a 
product  labeled  as  "healthy"  should 
provide  key  nutrients  in  addition  to 
being  "low"  in  sodium,  fat.  saturated 
fat.  and  cholesterol.  Another  such 
comment  specified  that  the  product 
should  be  "high"  in  two  of  the  four 
micronutrients  (i.e..  Vitamin  A.  Vitamin 
C.  calcium,  and  iron).  Another  of  these 
comments  suggested  that  a  "healthy" 
food  contain  either  at  least  5  percent  of 
the  Reference  Daily  Intake  (RDI)  of  at 
least  two  vitamins  or  minerals  required 
to  be  included  in  the  nutrition  label  or 
at  least  10  percent  of  the  RDI  of  at  least 
one  such  vitamin  or  mineral.  One  such 
comment  suggested  that  FDA  require 


that  the  food  provide  10  percent  of  the 
reference  levels  of  fiber  and  two  other 
vitamins  or  minerals.  The  concept  that 
a  definition  for  the  term  "healthy" 
should  include  a  requirement  for  fiber 
was  also  supported  by  the  results  of  the 
national  survey  that  is  discussed  above 
in  greater  detail.  That  survey  found  that 
72  percent  of  the  respondents  believed 
that  the  term  "healthy"  implied  that  the 
food  was  a  source  of  fiber. 

FDA  specifically  requests  comments 
on  the  appropriateness  of  including  a 
requirement  in  the  definition  of 
"healthy"  that  the  food  supply  a  certain 
amount  of  specified  essential  vitamins, 
minerals,  or  other  nutrients  (e.g.. 
protein).  There  is  not  significant 
agreement  among  the  comments  as  to 
the  specific  nutrients  that  should  be 
included  in  such  a  requirement.  The 
agency  does  not  believe  that  it  currently 
has  enough  information  to  conclude  that 
such  a  requirement  would  be  useful  if 
a  definition  for  use  of  the  term 
"healthy"  were  to  be  adopted. 

6.  Some  comments  specifically 
addressed  use  of  the  term  "healthy"  to 
describe  meals  and  main  dish  products 
(referred  to  in  the  general  principles 
proposal  as  meal-type  products).  One 
comment  suggested  that  the  term 
"healthy"  be  allowed  to  appear  in  the 
labeling  of  a  meal-type  product  that 
contains  not  more  than  19  grams  (g)  of 
fat.  6  g  of  saturated  fat,  75  mg  of 
cholesterol,  or  600  mg  of  sodium  per 
product.  The  comment  also  stated  that 
these  criteria  would  refiect  25  percent  of 
the  proposed  DRV  for  each  of  the 
nutrients  and  would  provide  an 
adequate  amount  of  nutrients  when 
considering  that  consumers  have 
approximately  four  important  eating 
occasions  on  a  daily  basis. 

Another  comment  asserted  that  in 
addition  to  nutrient  criteria,  the  use  of 
the  term  "healthy"  to  describe  meal 
products  should  be  restricted  to  foods 
that:  (1)  Provide  at  least  500  calories  per 
serving,  and  (2)  are  composed  of  foods 
from  at  least  three  of  the  major  food 
groups. 

After  reviewing  these  comments,  the 
agency  has  tentatively  concluded  that 
there  is  a  need  to  provide  for  use  of  the 
term  "healthy"  to  describe  the  levels  of 
multiple  nutrients  in  a  meal  or  main 
dish  product. 

FDA  tentatively  agrees  with  those 
comments  that  suggested  that  the 
definition  for  "healthy"  on  meals  and 
main  dish  products  should  focus  on 
restrictions  for  fat.  saturated  fat.  sodium, 
and  cholesterol,  because  these  nutrients 
are  of  particular  significance  to  public 
health.  Moreover  such  a  definition  is 
consistent  with  the  definition  of 
"healthy  '  that  FDA  is  proposing  for 


individual  foods.  The  agency  does  not 
agree,  however,  with  the  comment  that 
suggested  that  the  definition  for 
"healthy"  on  meal  products  should  be 
restricted  to  those  products  that  provide 
at  least  500  calories  per  serving  and  are 
composed  of  foods  from  at  least  three  of 
the  major  food  groups.  Such  a  criterion 
would  preclude  many  products  that 
otherwise  meet  the  requirements  for 
"healthy"  and  are  beneficial  in  assisting 
consumers  in  maintaining  diets  within 
current  dietary  guidelines  from  bearing 
a  "healthy"  claim.  Thus,  the  agency  has 
tentatively  concluded  that  the  proposed 
definition  for  "healthy"  on  individual 
foods  can  also  be  applied  to  meal  and 
main  dish  products,  because,  as 
discussed  in  section  II.  of  this  document 
(comment  4)  such  a  definition  places 
emphasis  on  the  limitation  of  fat  and 
saturated  fat  in  a  "healthy"  meal  or 
main  dish  product.  Therefore,  the 
proposed  definition  conforms  to 
recommendations  from  leading  health 
authorities  to  limit  total  daily 
consumption  of  fat  and  saturated  fat. 
Accordingly.  FDA  is  proposing  to  define 
the  term  "healthy"  in  new  §  101.65(d)(2) 
to  describe  a  meal  product  as  defined  in 
new  §  101.13(1)  or  main  dish  product  as 
defined  in  new  §  101.13(m)  that  meets 
the  definition  for  "low"  for  fat  and 
saturated  fat  and  that  does  not  exceed 
the  disclosure  level  for  cholesterol  or 
sodium. 

The  agency  believes  that  the  meal  and 
main  dish  products  that  will  be  able  to 
bear  the  term  "healthy"  under  this 
definition  will  be  of  a  sufficient  number 
and  variety  to  help  consumers  achieve 
a  total  diet  that  is  consistent  with 
current  dietary  recommendations.  FDA 
specifically  solicits  comments  for 
evaluating  whether  this  definition  of 
"healthy"  is  appropriate  for  meal  and 
main  dish  products. 

In  addition,  as  discussed  in  the 
general  principles  final  rule,  because  of 
the  unique  nature  of  restaurant  foods, 
the  agency  requests  information  on  the 
extent  to  which  such  a  definition  for 
"healthy"  would  be  appropriate  for 
meals,  main  dishes,  and  individual 
foods  served  in  restaurants.  Specifically, 
the  agency  requests  information  on:  (1) 
Whether  such  foods  have  characteristics 
which  would  make  such  a  definition  for 
"healthy"  difficult  to  meet,  and  (2)  if  a 
different  definition  for  "healthy"  on 
such  foods  would  be  confusing  to 
consumers. 

7.  One  comment  requested  that  FDA 
specifically  include  in  the  language  of 
the  regulation  on  "healthy"  that  a  food 
need  not  be  specially  processed,  altered, 
formulated,  or  reformulated  to  qualify 
for  use  of  the  term  on  its  labeling. 
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The  agency  advises  that  the 
requirement  that  a  food  be  specially 
processed,  altered,  formulated,  or 
reformulated  compared  to  other  foods 
applies  to  "free"  and  "low"  claims  (new 
§  101.13(e)).  The  requirement  is 
triggered  when  these  claims  appear 
l)efore  the  name  of  the  food  to  prevent 
the  consumer  from  being  led  to  believe 
the  product  differs  from  others  of  that 
type  when  that  is  not  the  case.  FDA  is 
not  aware  of  a  similar  use  of  the  term 
"healthy."  The  comment  did  not 
provide  information  on  or  examples  of 
misleading  labels.  Therefore,  the  agency 
tentatively  concludes  that  a  provision 
similar  to  that  in  new  §  101.13(e)  is  not 
needed  for  "healthy."  However,  it 
requests  comments  on  this  issue.  If 
information  in  comments  demonstrates 
that  such  a  provision  is  warranted.  FDA 
will  consider  including  it  in  the  final 
regulation. 

lU.  Economic  Impact 

In  its  food  labeling  profiosais  of 
Noveml>er  27, 1991  (56  FR  60366  et 
seq.),  FDA  stated  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  deHnes 
a  major  rule.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354),  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  all  of  the  food  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27,  1991  (56  FR  60856),  and 
along  with  the  food  labeling  propo.sals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  final  RIA 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  In  addition.  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  subsequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 


file  with  the  Dockets  Management 
Branch  (address  above),  and  a  notice 
will  be  published  in  the  Federal 
Register  announcing  its  availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

Because  any  changes  that  result  from 
this  proposal  will  not  need  to  be  made 
until  the  same  date  as  the  other  changes 
required  by  the  nutrient  content  claims 
final  rule  (May  8, 1994),  this  proposal 
will  not  add  any  additional  meal  costs 
to  those  considered  in  the  RIA. 

rV.  Environmental  Impact 

The  agency  previously  considered  the 
environmental  effects  of  the  action 
being  taken  in  this  final  rule.  As 
announced  in  its  nutrition  labeling 
proposed  rules  published  in  the  Federal 
Register  of  November  27, 1991  (56  FR 
60366  et  al.),  the  agency  determined  that 
under  21  CFR  25.24(a)(8)  and  (a)(ll), 
these  actions  are  of  a  type  that  do  not 
individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  was 
required. 

V.  Request  for  Comments 

Interested  persons  may,  on  or  before 
March  8, 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 


above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  SubiecU  in  21  CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

Therefore,  under  the  Federal  Food 
Drug,  and  Cosmetic  Act  md  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  part  101  be  amended  as  follows: 

PART  101— FOOD  LABELING 

1.  The  authority  citation  for  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4,  5, 6  of  the  Fair 
Packaging  and  Labeling  Act  (15  VSJC.  1453, 
1454. 1455):  sacs.  201.  301.  402,  403,  409. 
701  of  the  Federal  Food.  Drug,  and  Cocmetic 
Act  (21  U.S.C.  321.  331.  342.  343.  348.  371). 

2.  Section  101.65  is  amended  by 
adding  new  paragraph  (dH2)  to  read  as 
follows: 

§101.65    Implied  nutrient  content  ctaima 
and  related  label  statements. 


(d)'  •  • 

(2)  For  purposes  of  this  section,  the 
term  "healthy"  may  be  used  on  the  label 
or  in  labeling  of  a  food,  including  a  meal 
as  defined  in  §  101.13(1)  or  a  main  dish 
as  defined  in  §  101.13(m),  provided: 

(i)  It  meets  the  definition  of  "low"  for 
fat  and  saturated  fat; 

(ii)  Neither  cholesterol  nor  sodium  is 
present  at  a  level  exceeding  the 
disclosure  levels  as  described  in 
§  101.13(h)  for  an  individual  food,  meal 
product,  or  main  dish  product,  as 
appropriate;  and 

.(iii)  The  food  complies  with 
definitions  and  declaration 
requirements  established  in  this  part  for 
any  specific  nutrient  content  claim  on 
the  label  or  in  labeling. 

Dated.  October  26. 1992. 
David  A.  ICessler. 
Commissioner  of  Food  and  Dnigi. 
Louis  W.  Sullivaa, 

Secretary  of  Health  and  Human  Services. 
IFR  Doc  92-31526  Filed  12  -28-92;  8:45  am) 
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OEPARTMEffT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  101. 102.  and  161 

(Docli«tNo.90H-361M] 

RiN  090S-AO0S 

Food  Lat>eltng:  Declaration  of 
ingredient*— Common  or  Usuai  Name 
Declaration  for  Protein  Hydrolysate* 
and  Vegetable  Broth  in  Canned  Tuna; 
"and/or"  Labeling  for  Soft  Drinlts 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

action:  Proposed  rule.  


summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to: 
(1)  Amend  the  standard  of  identity  for 
canned  tuna  (21  CFR  161.190)  to  require 
the  term  "(includes  soybeans)"  as  part 
of  the  name  used  to  declare  the 
ingredient  vegetable  broth  when 
.soybeans  are  one  of  the  vegetable 
extractives  used  to  make  the  vegetable 
broth:  (2)  amend  the  common  or  usual 
name  regulations  for  protein 
hydroly-sates  (new  §  102.22)  to  require 
the  term  "contains  glutamate"  as  a  part 
of  the  common  or  usual  name  of 
autolyzed  yeast  extracts  and  certain 
hydrolyzed  proteins:  and  (3)  amend  the 
food  lalHfling  regulations  in  §  101  4  (21 
CFR  101.4)  to  allow  "and/or"  labeling 
for  the  declaration  of  sweeteners  in  soft 
drinks.  These  proposed  requirements 
are  in  response  to  issues  that  were 
raised  in  comments  to  the  proposed  rule 
on  ingredient  labeling  that  was 
published  in  the  Federal  Register  of 
|une  21.  1991  (56  FR  28592). 
DATES:  Written  comments  by  March  8. 
1993.  The  agency  proposes  that  any 
final  rule  that  may  issue  based  on  this 
proposal,  become  effective  May  8, 1994. 
ADDRESSES:  Written  comments  may  be 
.sent  to  the  Dockets  Management  Branch 
(HFA-305),  Food  and  Drug 
Administration,  rm.  1-23.  12420 
Parklawn  Dr.,  Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  J.  Campbell.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
155).  Food  and  Drug  Administration. 
200  C  St.  S\V..  Washington.  DC  20204. 
202-205-5229. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  June  21. 
1991  (56  FR  28592).  FDA  published  a 
proposed  rule  (hereinafter  referred  to  as 
the  1991  ingredient  labeling  proposal)  to 
implement  certain  amendments  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act 


(the  act)  that  were  made  in  section  7  of 
the  Nutrition  Labeling  and  Education 
Act  of  1990  (the  1990  amendments) 
(Pub.  L.  101-535).  These  amendments 
require  the  listing  of  the  ingredients  of 
standardized  foods  and  the  declaration 
of  certified  color  additives  in  foods.  In 
the  1991  ingredient  labeling  proposal, 
FDA  also  proposed  other  actions 
concerning  ingredient  labeling  in 
response  to  written  and  oral  comments 
received  on  an  advance  notice  of 
proposed  rulemaking  published  in  the 
Federal  Register  of  August  8, 1989  (54 
FR  32610).  as  part  of  the  food  labeling 
initiative  of  the  Secretary  of  the 
Department  of  Health  and  Human 
Services.  The  agency  received  over  700 
letters  in  response  to  the  1991 
ingredient  labeling  proposal,  each 
containing  one  or  more  comments. 
Elsewhere,  in  this  issue  of  the  Federal 
Register,  the  agency  is  publishing  a  final 
rule  (the  declaration  of  ingredients  final 
rule)  responding  to  the  majority  of  those 
commeiits.  However,  some  comments  to 
the  1991  ingredient  labeling  proposal 
presented  new  information  on  two 
matters  that  the  agency  had  addressed 
in  the  1991  ingredient  labeling  proposal: 
the  declaration  of  glutamate  when  a 
component  of  certain  protein 
hydrolysates  and  the  u.se  of  "and/or" 
labeling  for  sweeteners  in  soft  drinks. 
Other  comments  raised  a  new  issue  that 
had  not  been  addressed  in  the  1991 
ingredient  labeling  proposal:  the 
declaration  of  vegetable  extractives  in 
vegetable  broth  in  canned  tuna. 

Af^er  reviewing  the  information 
provided  in  these  comments,  as  well  as 
other  information  available  to  the 
agency.  FDA  has  tentatively  concluded 
that  additional  labeling  requirements 
are  necessary  and  appropriate  to  ensure 
that  ingredient  labeling  with  regard  to 
these  issues  is  accurate,  not  misleading, 
and  assists  the  consumer  in  making 
informed  purchase  decisions.  With 
respect  to  each  of  the  three  issues, 
however.  FDA  has  concluded  that  it 
would  not  be  appropriate  to  simply 
include  the  regulations  that  it  is 
proposing  in  the  final  rule  on 
declaration  of  ingredients.  The  agency 
had  not  specifically  addressed  the 
appropriate  declaration  of  the  vegetable 
extractives  in  vegetable  broth  when 
present  in  canned  tuna  in  the  1991 
ingredient  labeling  proposal.  Moreover, 
in  that  proposal.  FDA  had  Hatly  asserted 
that  declaration  of  glutamate  would  not 
be  possible,  and  its  only  action  with 
regard  to  the  use  of  "and/or"  labeling  of 
sweeteners  in  soft  drinks  was  to  deny  a 
longstanding  petition.  Thus,  the  agency 
determined  that  the  best  approach  to 
addressing  these  issues  was  to  publish 


a  proposed  rule  and  to  permit  an 
opportunity  for  comment  on  its 
tentative  decisions  to  establish 
additional  labeling  requirements  with 
regard  to  these  three  matters. 

IL  The  Proposal 

A.  Declaration  of  Soybeans  as 
Ingredients  of  Vegetable  Broth  Used  in 
Canned  Tuna 

The  standard  of  identity  for  canned 
tuna  (§  161.190  (21  CFR  161.190)) 
permits  the  inclusion  of  several  optional 
ingredients.  One  of  the  optional 
ingredients  provided  for  in 
§  161.190(a)(6)(v)  is  designated  as 
"vegetable  broth"  and  is  permitted  to  be 
declared  in  the  ingredient  list  as 
"vegetable  broth."  As  required  by  the 
standard,  vegetable  broth  consists  of  two 
or  more  of  the  vegetable  extractives  as 
specified  in  §  161.190(a)(6)(v).  In 
accordance  with  the  1990  amendments. 
FDA  proposed  in  the  1991  ingredient 
labeling  proposal  to  amend  the  standard 
of  identity  for  canned  tuna  (56  FR  28592 
at  28634)  to  require  that  all  mandatory 
and  optional  ingredients  be  declared  in 
the  ingredient  list  in  accordance  with 
the  requirements  of  the  applicable 
sections  of  parts  101  and  130  (21  CFR 
parts  101  and  130).  Previously,  only 
de<:laration  of  optional  ingredients  in 
standardized  foods  was  required  by  the 
act 

One  comment  interpreted  the 
agency's  implementation  of  the  1990 
amendments  to  mean  that  FDA  will 
require  the  listing  of  each  vegetable  that 
is  in  the  vegetable  broth  in  the  order  of 
predominance  parenthetically  following 
the  term  "vegetable  broth"  in  the 
ingredient  statement  on  the  label  of 
canned  tuna.  The  comment  stated  its 
opposition  to  this  approach.  In  support 
of  its  position,  the  comment  pointed  out 
that  this  method  of  li-sting  the 
ingredients  comprising  vegetable  broth 
in  canned  tuna  would  "intensify  label 
crowding"  and  "create  confusion  as  to 
whether  or  not  whole  pieces  of 
vegetables  are  contained  therein."  This 
comment  also  stated  that  FDA  should 
not  require  the  listing  of  the 
components  of  vegetable  broth  in 
canned  tuna. 

As  discussed  in  the  declaration  ot 
ingredients  final  rule.  FDA  agrees  that 
the  listing  of  each  ingredient  comprising 
vegetable  broth  on  the  label  of  canned 
tuna  could  be  lengthy  and  cumbersome. 
Furthermore,  as  stated  above,  the 
standard  of  identity  for  canned  tuna 

permits  the  ingredient  vegetable  broth  to 
be  listed  as  "vegetable  broth."  Hence, 
the  new  regulations  do  not  require  full 

declaration  of  all  of  the  ingredients  of 

which  the  vegetable  broth  is  co  nprisea 
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However,  the  agency  notes  that  some 
manufacturers  have  interpreted  the 
provision  in  §  161.190(a)(6)(v)  that 
permits  the  use  of  "beans"  as  one  of  the 
vegetables  extractives  in  making  the 
vegetable  broth  used  in  canned  tuna  as 
including  soybeans  (Ref.  57).  Soybeans 
generally  are  not  classified  as 
"vegetables"  but  as  grains  and  belong  to 
the  general  category  of  oilseeds.  Thus,  it 
is  not  likely  that  the  term  "vegetable 
broth"  would  be  understood  by  most 
consumers  to  be  a  product  that  has  been 
made  from  soybeans.  Because  some 
individuals  have  food  sensitivities 
(including  possible  life-threatening 
reactions)  to  soy  proteins  (Ref.  58), 
consumers  should  be  informed  of  the 
presence  of  soybean  extractives  in  the 
broth.  Therefore,  FDA  is  proposing  to 
amend  the  s'l^ndard  of  identity  in 
§  161.190{a;(d}(vi)  to  require  that  when 
soybeans  are  used  in  vegetable  broth, 
this  fact  be  declared  parenthetically 
following  il.t)  listing  of  "vegetable 
broth"  in  the  ingredient  statement  of  the 
label,  as  follows:  "vegetable  broth 
(includes  soybeans)".  If  the  vegetable 
broth  serves  as  a  flavor  and  has  no 
flavor  enhancing  function  in  the  food, 
the  vegetable  broth  containing  soybean 
extractives  will  be  listed  in  the 
ingredient  statement  as  "flavoring 
(includes  soybeans)."  (In  the  declaration 
of  ingredients  final  rule  the  agency 
discusses  its  conclusions  with  respect  to 
the  functional  effect  of  vegetable  broth 
as  a  flavoring  or  flavor  enhancer  when 
used  in  canned  tuna  and  the  appropriate 
label  declarations  for  such  use.) 

The  proposed  requirement  to  list 
soybeans  as  a  constituent  of  vegetable 
broth  is  consistent  with  FDA's  past 
{xjlicy  regarding  the  listing  of  soybeans 
on  canned  tuna  labels.  In  a  letter  to 
Protein  Technologies  International,  FDA 
stated  that  when  soybeans  are  used  in 
the  vegetable  broth,  their  presence  must 
be  identified  parenthetically  following 
the  term  vegetable  broth  because  of 
possible  allergic  reactions  in  some 
individuals  to  soy  proteins  (Ref.  57). 
FDA  continues  to  believe  that  such 
information  is  essential  to  individuals 
with  sensitivities  to  soybeans,  and  that 
the  industry  should  continue  to  list 
soybeans  on  the  label  when  it  is 
contained  in  the  vegetable  broth. 

FDA  encourages,  where  practicable, 
the  full  disclosure  of  all  ingredients  on 
the  labels  of  food  products  to  promote 
clarity  and  to  prevent  confusion  and 
misunderstanding  on  the  part  of 
consumers.  The  agency  believes  that 
listing  of  all  the  components  of 
vegetable  broth  would  be  informative 
and  useful  to  consumers. 


B  Label  Declaration  of  Glutamate  as  a 
Component  of  Protein  Hydrolysates 

FDA  stated  in  the  1991  ingredient 
labeling  proposal  that  the  agency  was 
not  aware  of  scientific  evidence 
establishing  that  monosodiuin  glutamate 
(MSC)  causes  severe  adverse  or  life- 
threatening  reactions  (56  FR  28592  at 
28600).  Therefore,  the  agency 
tentatively  found  that  there  was  no 
public  health  basis  for  requiring  the 
declaration  of  free  glutamates  (i.e.,  salts 
of  free  glutamic  acid  such  as  MSG, 
monopotassium  glutamate,  etc.)  that 
occur  as  components  of  protein 
hydrolysates. 

Many  comments  to  the  ingredient 
labeling  proposal  urged  the  agency  to 
reconsider  its  position  and  require 
declaration  of  the  MSG  component  in 
protein  hydrolysates  for  health  reasons. 
(The  agency  notes  that  the  glutamic  acid 
portion  of  a  protein  hydroiysate  may  be 
present  as  salts  other  than  the 
monosodium  salt.  Hence,  the  agency 
will  use  the  generic  term,  "glutamate," 
to  refer  to  all  the  salts  of  glutamic  acid.) 
Most  of  these  comments  alleged  that 
many  people  have  allergic  reactions, 
food  intolerance,  or  sensitivity  to 
glutamate  and,  therefore,  want  to  avoid 
consumption  of  any  amount  of 
glutamate  in  food.  One  comment  stated 
that  its  request  for  declaration  of 
glutamate  in  hydrolyzed  protein  was 
based  on  some  of  the  same  information 
on  which  the  agency  had  relied.  The 
comment  disagreed,  however,  with  the 
agency's  conclusion  that  glutamate  as  a 
component  of  a  protein  hydroiysate  is 
safe.  The  comment  also  disagreed  with 
the  agency's  belief  that  there  is  no 
scientific  evidence  to  support  a  finding 
that  glutamate  in  such  amounts  as  may 
result  from  the  hydrolysis  of  a  protein 
can  cause  or  trigger  an  allergic  reaction, 
food  intolerance,  sensitivity,  or  any 
other  measurable  adverse  heolth  effect. 

The  agency  disagrees  with  these 
comments.  As  the  agency  indicated  in 
the  1991  ingredient  labeling  proposal, 
there  is  some  evidence  in  case  reports 
and  in  the  scientific  literature  that  dose- 
dependent,  mild  reactions  to  glutamate 
occur  in  a  limited  portion  of  the 
population.  However,  no  verifiable 
scientific  data  have  been  presented  to 
the  agency  that  establish  that  low  doses 
of  glutamate,  as  found  in  protein 
hydrolysates,  cause  severe  adverse  or 
allergic  reactions  in  sensitive 
individuals.  Further,  none  of  the 
comments  provided  scientific  data  to 
support  allegations  of  allergic  reactions, 
food  intolerance,  or  sensitivity 
responses  due  to  the  ingestion  of 
glutamate  as  a  component  of  protein 
hydrolysates. 


Thus,  there  is  no  public  health  basis 
for  requiring  declaration  of  glutamate 
present  in  a  food  as  a  component  of 
hydrolyzed  protein  and  the  agency's 
tentative  decision  to  require  the 
declaration  of  glutamate  is  not  based  on 
any  failure  of  the  labeling  to  reveal 
material  facts  regarding  consequences 
that  may  result  from  the  customary  or 
usual  use  of  the  ingredient. 

However,  some  comments  to  the  1991 
ingredient  labeling  proposal  raised  other 
issues  not  related  to  public  health 
concerning  the  declaration  of 
glutamates.  These  comments  urged  that 
FDA  require  declaration  of  the 
glutamate  component  in  protein 
hydrolysates  because  of  public 
confusion,  misunderstanding,  and 
suspicion  caused  by  lack  of  informative 
labeling  of  protein  hydrolysates.  Most  of 
the  comments  expressed  concern  that 
foods  that  do  not  have  glutamate 
declared  in  the  ingredient  label  or  are 
labeled  "no  added  MSG"  do  indeed 
contain  some  form  of  glutamate.  Several 
comments  stated  that  MSG  could 
conceivably  be  a  component  of  any 
ingredient  in  the  finished  food.  Other 
comments  stated  that  all  protein 
hydrolysates,  regardless  of  the  degree  of 
hydrolysis,  contain  high  levels  of 
glutamate.  Finally,  some  comments 
indicated  that  consumers  believe 
manufacturers  add  protein  hydrolysates 
that  contain  high  levels  of  glutamate  to 
food  but  do  not  declare  the  presence  of 
glutamate  on  the  label. 

FDA  did  not  consider  these  issues  in 
the  1991  ingredient  labeling  proposal. 
Afier  evaluating  the  information 
presented  in  these  comments,  FDA  has 
tentatively  concluded  that  the  phrase 
"(contains  glutamate)"  is  necessary  to 
describe  adequately  the  basic  nature  of 
certain  protein  hydrolysates  and.  thus, 
is  proposing  that  this  phrase  be  part  of 
the  common  or  usual  name  of  certain 
protein  hydrolysates. 

The  agency  has  tentatively  decided  to 
define  specific  situations  (i.e.,  when  the 
protein  hydroiysate  used  is  an  autolyzed 
yeast  extract  or  a  highly  hydrolyzed 
protein  hydroiysate)  in  which  the  label 
declaration  of  free  glutamate  formed 
during  the  production  of  protein 
hydrolysates  is  required. 

The  tentative  decision  to  require 
declaration  of  glutamate  as  a  component 
of  certain  protein  hydrolysates  is  in 
response  to  information  reviewed  by  the 
agency  that  suggests  that  the  proposed 
common  or  usual  name  for  protein 
hydrolysates  used  for  flavor-related 
purposes  does  not  accurately  describe 
the  basic  nature  or  characterizing 
properties  of  the  ingredient. 
Specifically,  some  protein  hydrolysates 
with  high  levels  of  glutamate  are 


2952 


Federal  Register  /  Vol  58.  No.  3  /  Wednesday.  January  6,  1993  /  Proposed  Rules 


functionally  equivalent  to  MSG  when 
added  to  food,  while  other  protein 
hydrolysates.  added  to  food  for 
nonflavor  letoted  purpoeea,  contain 
inadequate  leveb  of  glutamate  to  mimic 
MSG  is  food. 

Litentttie  reviewed  by  the  agency 
(Ref.  4)  indicates  that  protein 
hydrolysetei  from  different  sources  may 
contain  very  difierent  levels  of  free 
glutsmate  based  on  the  amino  acid 
profile  of  the  source  protein  and  the 
degree  of  h3rdrolysis  of  the  protein 
hydrolysate.  Tbwe  technical  differences 
are  inpoitant  in  decidine  which  protein 
hydrolysates  will  be  used  in  which 

foods. 

Two  basic  methods  for  producing 
protein  hydrolysates  used  for  flavor- 
related  purposes  were  identified  in  the 
1991  ingredient  labeling  proposal  (56 
FR  28592  at  28596):  Acid  hydrolysis 
and  enzyme  hydrolysis  (indudjng 
hydrolysis  by  endogenous  proteolytic 
enzymes  as  occurs  in  the  preparation  of 
autolyxed  yeast  extract).  The  high 
degree  of  hydrolysis  that  occurs  as  a 
result  of  the  add  digestion  of  the  source 
protein  results  in  a  75  to  95  percent  free 
amino  add  content.  Enzyme  hydrolysis, 
on  the  other  hand,  is  less  complete,  and 
the  resulting  free  amino  add  content 
can  be  as  little  as  45  percent  (Ref.  4). 

The  maior  contributors  to  the  flavor 
and  flavor  enhancement  properties  of 
protein  hydrolysates  are  the  many 
amino  adds  and  their  derivatives  (Ref. 
4).  Glutamic  acid,  although  well-known 
for  its  flavor  enhancing  properties,  is 
only  one  of  several  amino  adds 
contributing  to  the  desirable  flavor 
profile  of  a  hydrolyzed  protein. 
Nevertheksss.  it  is  the  predominant 
amino  add  in  all  of  the  protein  sources 
currently  subjected  to  hydrolysis  for 
flavor-related  uses  (i.e..  autolyzed  yeast 
extracts  and  highly  hydrolyzed  proteins) 
(Ref.  4).  Furthermore,  data  show  that,  as 
the  free  glutamate  component  of  the 
protein  hydrolysate  is  increased,  the 
effectiveness  of  the  protein  hydrolysate 
as  a  flavor  enhancer  is  also  increased 
(Rf  fs.  4.  59,  and  60).  Moreover,  the 
amount  of  free  glutamate  in  protein 
hydrolysates  commonly  used  for  flavor- 
related  purposes  is  at  a  level  such  that 
the  glutamate  is  capable  of  functioning 
as  a  flavor  enhancer  independently  of 
the  protein  hydrolysate  (Refs.  4  and  60). 

Tne  concern  expressed  in  the 
comments  by  consumers  who  desire  to 
know  whether  a  protein  hydrolysate  has 
a  signiTicant  glutamate  functionality,  but 
are  unable  to  determine  the  nature  of 
the  protein  hydroljrsate  from  the 
information  in  the  ingredient  list,  led 
the  agency  to  consider  further  current 
labeling  practices  as  they  relate  to 
coiunionly  used  levels  oiif  highly 


hydrolyzed  proteins  and  autolyzed  yeast 
extracts.  In  addition,  the  comments  the 
agency  has  received  on  the  various 
types  of  protein  hydrolysates  used  in 
foods  (i.e.,  flavor  and  nonflavor  types) 
and  the  consumer  confusion  that 
surrounds  the  current  terms  used  to 
declare  protein  hydrolysates  have 
convinced  the  agency  that  additional 
provisions  for  common  or  usual  name 
declaration  of  flavor  type  protein 
hydrolysates  are  required  in  the 
regulations  to  ensure  that  the  common 
or  usual  names  accurately  describe  the 
nature  and  characterizing  properties  of 
these  ingredients. 

Under  the  declaration  of  ingredients 
final  rule,  for  example,  both  a  highly 
and  a  partially  hydrolyzed  soy  protein 
may  be  declared  as  "hydrolyzed  soy 
protein."  This  form  of  declaration 
provides  no  means  of  distinguishing 
between  the  lightly  hydrolyzed 
ingredient,  which  does  not  contiiin  a 
level  of  free  glutamate  sufficient  to 
cause  the  ingredient  to  function  as  a 
flavor  enhancer;  and  the  highly 
hydrolyzed  ingredient,  which  does 
contain  functionally  effective  free 
glutamate.  In  order  to  ensure  that  the 
common  or  usual  names  of  protein 
hydrolysates  used  for  flavor-related 
purposes  accurately  describe  the  basic 
nature  of  the  particular  ingredient  and 
its  characterizing  property  distinction  as 
required  by  %  102.5(a).  the  agency 
tentatively  concludes  that  the  common 
or  usual  names  of  protein  hydrolysates 
used  for  flavor-related  purposes  (i.e.. 
autolyzed  yeast  extracts  and  highly 
hydrol)rzed  proteins)  should  Include  the 
parenthetic^  phrase  "contains 
glutamate."  Highly  hydrolyzed  proteins 
can  be  defined  as  those  with  a  ratio  of 
a-amino  nitrogen  (AN)  to  total  nitrogen 
(TN).  determined  by  using  the  tests  for 
"Acid  Hydrolyzed  Proteins"  set  forth  in 
the  "Food  Chemicals  Codex".  3d  ed..  1st 
Supp.  (1983).  greater  than  0.62  (AN:TN 
S  0.62)  (Ref.  53).  Proteins  that  are  not 
highly  hydrolyzed  would  have  an 
AN:TN  ratio  of  less  than  0.62  (AN:TN  < 
0.62)  and  may  be  declared  by  using  such 
terms  as  "partially."  "mildly."  or 
"lightly"  (e.g..  "Partially  hydrolyzed 
(source)  protein"),  as  discussed  in  the 
declaration  of  ingredients  final  rule. 
Thus.  FDA  is  proposing  to  require 
declaration  of  glutamate  in  the  common 
or  usual  names  of  highly  hydrolyzed 
proteins  and  autolyzed  yeast  extracts 
because  it  is  essential  to  describe 
accurately  the  basic  nature  and 
characterizing  property  of  the  particular 
ingredient.  The  agency  is  proposing  to 
add  new  §  102.22(b)  to  include  this 
requirement.  For  example,  a  common  or 
usual  name  required  by  this  proposed 
regulation  would  be  "hydrolyzed  soy 


protein  (contains  glutamate)"  or 
"autolyzed  yeast  extract  (contains 
glutamate)."  The  agency  beUeves  that 
this  provision  will  provide  fully 
informative  Mwling  for  hydrolyzed 
proteins  used  for  flavor-related 
purposes.  It  will  also  preclude  the 
misleading  practice,  alleged  in  many 
comments,  of  manufacturers  using 
protein  hydrolysates  as  substitutes  for 
MSG  in  order  to  drcumvent  the 
requirement  that  MSG  be  declared  in 
the  ingredient  list. 

The  agency  requests  comments  on  its 
tentative  dadsion  to  require  "contains 
glutamate"  as  part  of  the  common  or 
usual  name  of  these  protein 
hydrolysates. 

C.  Use  of  "and/or"  LabeUng 

The  food  labeling  regulations  allow 
the  use  of  "and/or"  labeling  in  certain 
situations  when  manufacturers  are 
unable  to  adhere  to  a  consistent  pattern 
of  use  of  specific  ingredients  in  their 
products  (§  101.4(b)).  Such  labeling 
provides  a  manufacturer  with  the 
flexibility  to  list  together  in  the 
ingredient  listof  a  food  product  all  the 
ingredients  of  a  particular  type  (e.g..  fats 
or  oils)  that  it  sometimes  uses  to  make 
the  product,  without  having  to  specify 
the  ingredients  that  are  actually  present 
in  the  product.  To  make  clear  that  not 
all  of  the  ingredients  identified  are 
actually  present,  the  entry  in  the 
ingredient  list  must  include  the  words 
"or,"  "and/or."  or  "contains  one  or 
more  of  the  following." 

In  the  1991  ingredtent  labeling 
proposal,  the  agency  denied  the  citizen 
petition  of  the  National  Soft  Drink 
Assodation  (NSDA)  (January  20.  1984— 
Docket  No.  84P-0029)  that  had 
requested  that  FDA  allow  for  the  use  of 
"and/or"  labeling  for  sweeteners  in  soft 
drinks. 

NSDA  submitted  a  comment  and 
additional  information  requesting  that 
FDA  reconsid«-  its  denial  of  its  petition 
and  provide  for  the  use  of  "and/or" 
labeling  for  sweeteners  in  soft  drinks. 
These  comments  maintained  that  tha 
option  of  using  different  sweetener 
formulations  (e.g..  sucrose,  high  fructose 
corn  syrup  (HFCS).  or  a  blend  of  the 
two),  in  conjunction  with  meeting 
consumer  demands  during  peak  selling 
periods,  obtaining  product  labels  from  a 
national  supplier,  and  the  huge  sales 
volume  of  the  bottler  system, 
necessitates  the  flexibility  of  an  "and/ 
or"  labeling  system.  These  comments 
asserted  that,  in  contrast  to  sweeteners 
used  in  other  foods,  sugar  and  HFCS  are 
used  in  soft  drinks  exclusively  to 
produce  desired  sweetness. 
Furthermore,  in  contrast  to  other  foods, 
nondiet  soft  drinks  contain  only  these 
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two  sweeteners.  A  single  intense  (i.e., 
artificial)  sweetener  is  used  solely  in 
diet  soft  drinks.  The  comments  did  not 
request  inclusion  of  intense  sweeteners 
in  "and/or"  labeling.  They  stated  that 
HFCS  and  sugar  are  completely 
interchangeable  in  soft  drinks.  One 
sweetener  can  be  substituted  for  the 
other  without  otherwise  altering  the 
formulation  or  changing  the  order  of 
predominance  of  the  total  amount  of  the 
two  sweeteners  in  the  ingredient  label. 
The  comments  reported  that, 
consequently,  a  current  practice  in  the 
soft  drink  industry  is  for  different 
bottlers  of  the  same  brand  of  soft  drink 
*to  use  different  sweetener  formulations 
(i.e..  either  HFCS,  sugar,  or  a  blend  of 
HFCS  and  sugar)  when  HFCS,  the 
primary  sweetener  used,  is  in  short 
supply  for  the  bottler. 

Furthermore,  the  comments  reported 
that  the  franchise  company  typically 
provides  "standard  copy"  labels  to  all  of 
the  bottlers  of  a  particular  brand  of  soft 
drink.  This  practice  ensures 
consistency,  uniformity,  and  accuracy 
for  all  of  a  company's  product  labels 
throughout  the  nation.  The  comments 
asserted  that  because  the  franchise 
company  provides  labels  to  the  bottlers, 
each  individual  bottler  does  not  have 
the  flexibility  of  using  labels  specific  to 
its  unique  formulation  of  HFCS,  sugar, 
or  an  HFCS-sugar  blend.  Without  "and/ 
or"  labeling,  problems  with  compliance 
may  arise  when  these  bottlers  need  to 
change  their  labels  in  response  to 
necessary  adjustments  in  their  specific 
sweetener  formulations.  The  comments 
contended  that,  furthermore,  without 
the  flexibility  of  "and/or"  labeling, 
many  bottlers  would  be  forced  to 
maintain,  at  a  minimum,  dual 
inventories  of  packages  (for  soft  drinks 
packaged  in  cans,  the  label  is  printed  on 
the  can  during  can  manufacture)  and 
labels,  which  could  not  only  double  or 
triple  their  operating  cost  but  also  make 
it  unlikely  that  soft  drink  can 
manufacturers  which,  commonly, 
already  operate  at  97  percent  of  capacity 
^ould  be  able  to  meet  the  demand  for 
additional  packaging. 
I  These  comments  stated  that  even 
though  problems  of  availability  of  HFCS 
do  not  occur  routinely,  situations  do 
arise  from  time  to  time  every  year  in 
many  different  parts  of  the  country  that 
necessitate  altering  the  sweetener 
formulation  or  completely  substituting 
sugar  for  HFCS.  The  comments  stated 
that  the  demand  for  soft  drinks  is 
seasonal,  and  that  there  is  not  enough 
flexibility  in  the  supply  system  to 
accommodate  spot  shortages  of  HFCS 
during  peak  demand  season.  They 
stated  that  there  were  limits  to  the 
ability  to  stockpile  HFCS  in  anticipation 


of  shortages.  The  storage  life  of  HFCS  is 
only  90  to  IZO  days.  After  that  period 
of  time,  it  changes  color,  decreases  in 
sweetness,  and  is  not  suitable  for  use. 
Without  "and/or"  labeling,  the 
flexibility  of  using  sugar  to  compensate 
for  shortages  in  WCS  would  be  lost 
unless  multiple  inventories  of  labels 
were  maintained. 

These  comments  further  stated  that 
"and/or"  labeling  would  allow  certain 
soft  drink  manufacturers  to  use  "kosher 
for  Passover"  claims  on  shrink  wrap, 
bottle  lids  and  caps,  or  cardboard 
enclosures,  without  changing  the 
ingredient  label,  to  indicate  to  the 
consumer  that  the  product  has  been 
sweetened  with  sugar  rather  than  HFCS 
and  meets  kosher  requirements.  Without 
"and/or"  labeling,  bottlers  wishing  to 
market  kosher  soft  drinks  would  have  to 
obtain  completely  new  packaging, 
listing  only  sugar  in  the  ingredient  list. 
The  comments  contended  that  the 
considerable  expense  associated  with 
maintaining  different  packaging  in  order 
to  offer  a  product  in  conformity  with 
religious  requirements  would 
discourage  bottlers  from  producing  such 
products. 

The  comments  strongly  urged  FDA  to 
reconsider  its  position  and  to  allow  the 
use  of  "and/or"  labeling  of  sweeteners 
in  soft  drinks. 

At  the  time  that  the  agency  developed 
the  ingredient  labeling  proposal,  it 
w3s"not  aware  that  sweetener 
formulations  may  be  different  for  the 
same  soft  drink  brand.  In  light  of  this 
information,  TOA  has  reconsidered  its 
denial  of  NSDA's  petition  on  the  use  of 
"and/or"  labeling  for  sweeteners  in  soft 
drinks.  Based  on  its  reconsideration, 
FDA  finds  substantial  merit  on  both 
sides  of  this  issue. 

The  petition  and  comments  allege  that 
a  constant  pattern  of  use  of  sweeteners 
does  not  exist  among  soft  drink  bottlers 
because  individual  bottlers  are 
sometimes  required  to  change  their 
sweetener  formulation  in  response  to 
shortages  in  supply.  FDA  finds, 
however,  that  this  reason  does  not 
justify  establishing  a  provision  for  "and/ 
or"labeling.  The  agency  has 
traditionally  dealt  with  such  emerging 
shortages  by  informally  granting 
temporary  labeling  exceptions  to  the 
manufacturers.  This  approach  fully 
addresses  this  aspect  of  the  problem. 

The  second  basis  for  "and/or"- 
labeling  that  the  petition  and  comments 
assert  is  that  different  bottlers  around 
the  country  use  different  formulas.  As  a 
result,  the  labels  for  some  would  need 
to  list  only  HFCS  in  the  ingredient  list, 
the  labels  for  others  HFCS  and  sugar. 
Moreover,  at  Passover,  a  third  label 
would  be  required  that  lists  only  sugar. 


Having  to  prepare  and  maintain  three 
labels  would  add  to  the  costs  of  the 
franchise  company  and  would  limit  its 
ability  to  ensure  the  consistency  and 
uniformity  of  its  product  labels 
throughout  the  nation.  The  individual 
bottlers  would  have  the  costs  of 
maintaining  a  label  that  reflects  their 
regular  formula  plus  the  Passover  label. 
Thus,  the  question  that  the  agency  must 
consider  is  whether  the  additional  costs 
to  the  hranchise  company  and  bottler 
make  it  impracticable  for  soft  drinks  to 
satisfy  section  403(i)(2)  of  the  act  (21 
U.S.C.  343(i)(2))  and  to  declare  each 
ingredient  by  its  common  or  usual 
name. 

Granting  an  exemption  for  sweeteners 
in  soft  drinks  would  represent  a 
significant  departure  from  the 
circumstances  in  which  FDA  has 
granted  "and/or"  exemptions  in  the 
past.  FDA  has  only  granted  "and/or" 
exemptions  when  the  manufacturer  has 
been  unable  to  adhere  to  a  constant 
pattern  of  ingredient  use.  As  explained 
above,  FDA  questions  whether  the  claim 
has  credibly  been  made  here.  Moreover, 
all  "and/or"  labeling  exemptions  in  § 
.  101.4(b)  have  been  for  minor 
ingredients,  such  as  leavening  agents, 
yeast  nutrients,  dough  conditioners, 
firming  agents,  and  ingredients  that  are 
less  than  2  percent  of  the  foods. 
Furthermore,  such  "and/or"  labeling 
exemptions  are  provided  for  these 
ingredients  in  all  foods  and  is  not 
restricted  to  a  specific  food  type.  Thus, 
FDA  has  significant  concerns  about  the 
precedent  that  it  would  create  by 
granting  this  exemption. 

However,  in  the  mterests  of  advancing 
the  administrative  process  in  the  most 
expeditious  manner,  FDA  is  proposing 
to  grant  the  exemption.  The  agency  is 
proposing  to  add  §  101.4(b)(21)  to  allow 
the  use  of  "and/or"  labeling  for 
sweeteners  in  soft  drinks. 

The  agency  wishes  to  make  clear, 
however,  that  its  final  decision  on  the  ■ 
exemption  will  be  based  largely  on  the 
comments  that  it  receives.  To  justify 
adoption  of  proposed  §  101.4(b)(21), 
industry  will  have  to  produce  data  to 
demonstrate  that  it  is  in  fact 
impracticable  to  produce  the  very 
limited  number  of  versions  of  a  label 
that  would  be  necessary  if  an  exemption 
is  not  granted.  Those  who  oppose 
granting  the  exemptions  will  have  to 
come  forward  with  strong  reasons  why 
the  requested  exemption  should  not  be 
granted  in  the  face  of  data  from  the 
industry  that  establishes  significant 
costs  from  strict  compliance  with 
section  403(i)(2)  of  the  act.  Is  there  data 
to  show,  for  example,  that  consumers 
are  less  willing  to  buy  a  product  that 
contains  HFCS  than  sugar?  Is  there 
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reasoo  to  beUeve  that  the  use  of  "anil/ 
or"  labeling  in  litis  instance  is  to 
obscuie  the  natuie  of  the  sweetener 
used  rather  than  to  minioiize  labeling 
costs?  FDA  will  c»Bsider  the  comments 
that  it  receives. 

III.  Econofluc  Impact 

In  its  food  labeling  proposals  of 
November  27. 1991  (56  FR  60366  et 
seq.).  FDA  staled  that  the  food  labeling 
reform  initiative,  taken  as  a  whole, 
would  have  associated  costs  in  excess  of 
the  $100  million  threshold  that  defines 
a  major  nile.  Thus,  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  FDA  developed  one 
comprehensive  regulatory  impact 
analysis  (RIA)  that  presented  the  costs 
and  benefits  of  ail  of  the  ibcxi  labeling 
provisions  taken  together.  That  RIA  was 
published  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60856).  and 
along  with  the  food  labeling  proposals, 
the  agency  requested  comments  on  the 
RIA. 

FDA  has  evaluated  more  than  300 
comments  that  it  received  in  response  to 
the  November  1991  RIA.  FDA's 
discussion  of  these  comments  is 
contained  in  the  agency's  flnal  RIA 
published  else«vhere  in  this  issue  of  the 
Federal  Register.  In  addition,  FDA  will 
prepare  a  final  regulatory  flexibility 
analysis  (RFA)  sa.d}sequent  to  the 
publication  of  the  food  labeling  final 
rules.  The  final  RFA  will  be  placed  on 
file  with  the  Dockets  Management 
Branch  (address  above)  and  a  notice  will 
be  published  in  the  Federal  Register 
announcing  its  availability. 

In  the  final  RIA,  FDA  has  concluded, 
based  on  its  review  of  available  data  and 
comments,  that  the  overall  food  labeling 
reform  initiative  constitutes  a  major  rule 
as  defined  by  Executive  Order  12291. 
Further,  the  agency  has  concluded  that 
although  the  costs  of  complying  with 
the  new  food  labeling  requirements  are 
substantial,  such  costs  are  outweighed 
by  the  public  health  benefits  that  will  be 
realized  through  the  use  of  improved 
nutrition  information  provided  by  food 
labeling. 

Because  any  changes  that  result  fit)m 
this  proposal  will  not  need  to  be  made 
until  the  same  date  as  the  other  changes 
required  by  the  other  rulemakings 
undertaken  in  response  to  the  1990 
amendments  (May  8,  1994).  this 
proposal  will  not  add  any  additional 
costs  to  those  considered  in  the  RIA. 

IV.  Environmental  Impact 

The  agency  has  previously 
considered,  in  the  1991  ingredient 
labeling  proposal,  the  environmental 
effects  of  the  type  of  action  being  taken 


in  this  proposed  rule.  No  new 
information  or  comments  have  been 
received  that  would  affect  the  agency's 
previous  determination  under  21  CFR 
25.24(a)(B)  and  (aMll)  that  there  is  no 
sigiuficant  impact  on  the  himian 
environment  and  that  an  environmental 
impact  statement  is  not  required. 

V.  Effective  Date 

The  proposed  effective  date  of  any 
fiiwl  rule  based  on  this  proposal  is  May 
8, 1994.  FDA  intends  to  publish  the 
final  rule  on  this  proposal  as  soon  as 
possible  after  the  comment  period  to 
ensure  that  any  labeling  changes 
necessitated  by  the  final  rule  can  be 
accomplished  by  the  proposed  effective 
dtte. 
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VII.  Comments 

Interested  persons  may.  on  or  before 
March  8, 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Subjects 

21  CFR  Part  101 

Food  labeling.  Reporting  and 
recordkeeping  requirements. 

21  CFR  Part  102 

Beverages,  Food  grades  and  standards, 
Food  labeling.  Frozen  foods.  Fruit 
juices.  Oils  and  fats.  Onions,  Potatoes, 
Seafood. 

21  CFR  Part  161 

Food  grades  and  standards,  Frozen 
foods.  Seafood. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  parts  101, 
102,  and  161  are  amended  as  follows: 


PART  101— FOOD  LABEUNG 

1.  The  authority  citation  tor  21  CFR 
part  101  continues  to  read  as  follows: 

Authority:  Sees.  4, 5, 6  of  the  Fair 
Packaging  and  Labeling  Act  (15  U.S.C.  1453. 
1454. 1455):  sees.  201.  301.  402,  403.  409, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C  321,  331.  342,  343.  348,  371). 

2.  Section  101.4  is  amended  by 
adding  new  paragraph  (b}(21)  to  read  as 
follows: 

§  1 01 .4    Food;  deaignatJon  of  ingradienta. 

(b)*    '    ' 

(21)  Each  individual  sweetener  in  a 
soft  drink  (soda)  shall  be  declared  by  its 
specific  common  or  usual  name  in  its 
order  of  predominance  in  the  soft  drink 
(soda)  except  that,  if  the  manufacturer  is 
unable  to  adhere  to  a  constant  pattern  of 
nutritive  sweeteners  in  the  soft  drink 
(soda),  the  nutritive  sweeteners  may  be 
designated  in  their  order  of 
predominance  in  the  soft  drink  (soda) 
by  words  indicating  that  the  sweeteners 
may  not  be  present,  such  as  "and/or," 
"or,"  or  "contains  one  or  more  of  the 
following:". 


PART  102-COMMON  OR  USUAL 
NAME  FOR  NONSTANDARDIZEO 
FOODS 

7.  The  authority  citation  for  21  CFR 
part  102  continues  to  read  as  follows: 

Authority:  Sees.  201.  403.  701  of  the 
Federal  Food.  Dmg.  and  Cosmetic  Act  (21 
U.S.Q321,343,371). 

8.  Section  102.22  is  amended  by 
adding  new  paragraph  (b)  to  read  as 
follows: 

§  1 02.22    Protein  hydrolyaatea. 

(b)  The  parenthetical  declaration 
"(contains  glutamate)"  when  the  protein 
hydrolysate  is  an  autolyzed  yeast 
extract,  or  a  highly  hydrolyzed  protein 
(i.e.,  hydrolyzed  proteins  whose  ratio  of 
a-amino  nitrogen  (AN)  to  total  nitrogen 
(TN),  using  the  tests  for  "Acid 
Hydrolyzed  Proteins"  set  forth  in  the 
"Food  Chemicals  Codex".  3d  ed..  First 
Supp.  (1983),  is  greater  than  0.62). 
"Hydrolyzed  soy  protein  (contains 
glutamate)"  or  "autolyzed  yeast  extrat:t 
(contains  glutamate)"  are  examples  of 
acceptable  names. 

PART  161— FISH  AND  SHELLFISH 

9.  The  authority  citation  for  21  CFR 
part  161  continues  to  read  as  follows: 

Authority:  Sees.  201,  401,  403.  409.  701. 
706  of  the  Federal  Food.  Drug,  and  Cosmetic 
Act  (21  V.SJC.  321,  341.  343,  348,  371,  376). 
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10.  Section  161.190  is  amended  by 
adding  two  sentences  to  the  end  of 
paragraph  (a){8)(vi)  to  read  as  follows: 

S  161.190    Canned  tuns. 

(a)*  •  • 

(8)*  •  • 

(vi)  •  •  •  If  the  vegetable  extractives 
used  in  manufacturing  the  vegetable 
broth  include  extractives  of  soybeans, 
the  designation  of  vegetable  broth  in  the 


ingredient  statement  shall  be  followed 
by  a  parenthetical  listing  as  follows: 
"vegetable  broth  (includes  soybeans)." 
Alternatively,  if  vegetable  broth 
containing  soybean  extractives  serves  as 
a  flavor  and  has  no  flavor  enhancing 
function,  it  may  be  listed  in  the 
ingredient  statement  as:  "flavoring 
(includes  soybeans)." 


Dated:  October  26. 1992. 
David  A.  Kessler, 

Commissioner  of  Food  and  Dnigf. 

Louia  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
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DEPARTMEtfT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  100 
(Dockat  No.  92N-0383] 

Misleading  Containers;  Nonfunctional 
Slack-FiU 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Proposed  rule^ 

summary:  The  Food  and  Drug 
Administration  (FDA),  in  accordance 
with  the  Nutrition  Labeling  and 
Education  Act  of  1990  (the  1990 
amendments),  is  proposing  to  amend  its 
regulations  to  define  the  circumstances 
in  which  a  food  is  misbranded  under 
section  403(d)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act). 
Among  other  things,  the  proposed 
regulation  defines  the  circumstances  in 
which  the  slack-fill  within  a  package  is 
nonfunctional  and,  therefore, 
misleading.  FDA  is  taking  this  action  to 
remedy  the  inadequate  implementation 
of  section  403(d)  of  the  act. 
DATES:  Written  comments  by  March  8, 
1993.  The  agency  intends  to  issue  a  final 
rule  by  May  B,  1993. 
ADDRESSES:  Written  comments  may  be 
sent  to  the  Dockets  Management  Branch 
(HFA-305).  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr..  Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Michelle  A.  Smith,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
158),  Food  and  Drug  Administration. 
200  C  St.  SW.,  Washington.  DC  20204. 
202-205-5106. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

A.  Section  403(d)  of  the  Act 

Section  403  of  the  act  (21  U.S.C.  343) 
defines  conditions  under  which  a  food 
is  deemed  to  be  misbranded.  Section 
403(d)  of  the  act  deals  with  misleading 
containers.  Tliis  section  states  that  a 
food  is  misbranded  "if  its  container  is 
so  made,  formed,  or  filled  as  to  be 
misleading."  The  misleading  container 
provisions  in  section  403(d)  of  the  act 
may  be  triggered  by  misleading 
packaging  practices,  misleading 
containers  themselves,  or  by  misleading 
fill.  Examples  of  packaging  and  filling 
practices  that  would  cause  a  food  to  be 
misbranded  under  section  403(d)  of  the 
act  include:  (1)  Packages  made  of  yellow 
cellophane  that  make  plain  or  water 
noodles  appear  to  be  rich  in  egg;  (2)     , 
:oiitainers  formed  with  a  false  bottom. 


ridges,  or  other  devioe  whose  sole 
purpose  is  to  create  empty  space  (i.e>, 
space  devoid  of  product)  within  a 
container,  and  (3)  opaque  packages 
filled  to  substantially  less  than  capacity, 
i.e.,  packages  containing  an  unnecessary 
amount  of  empty  space  (slack-fill)  that 
is  significant  in  proportion  to  the 
volume  of  the  container,  and  that 
consumers  may  not  be  aware  of  when 
they  purchase  the  product.  The  first  two 
examples  refer  to  containers  that  are 
"made"  or  "formed"  as  to  mislead 
consumers  regarding  the  quality  or 
quantity  of  the  contents  of  such 
container  (hereinafter  referred  to  as 
"deceptive  packaging").  The  third 
example  refers  to  deceptive  fill  even 
though  the  net  quantity  of  contents  may 
be  accurately  stated. 

B.  The  1990  Amendments 

The  1990  amendments  (Pub.  L.  101- 
535)  provide,  amon^  other  things,  for 
the  Federal  preemption  of  certain  food 
standards  and  other  labeling 
requirements  issued  by  a  State  or 
poUtical  subdivision  of  a  State.  Section 
6  of  the  1990  amendments,  entitled 
"National  Uniform  Nutrition  Labeling." 
adds  new  section  403A  to  the  act  (21 
U.S.C.  343-1).  Section  403A(a)(3)  of  the 
act  prohibits  States  from  directly  or 
indirectly  establishing  any  requirement 
for  the  labeling  or  packaging  of  any  food 
in  interstate  commerce  of  the  type 
required  by  sections  403(b)  (offered  for 
sale  under  the  name  of  another  food). 
403(d)  (misleading  container).  403(f) 
(appropriate  prominence  of 
information),  403(h)  (standards  of 
quality  and  fill).  403(i)(l)  (common  or 
usual  name),  or  403(k)  (declaration  of 
artificial  flavoring,  coloring,  or 
preservatives)  of  the  act  that  is  not 
identical  to  the  requirement  of  such 
section.  However,  sections  6(b)(3)  and 
10(b)(1)(C)  of  the  1990  amendments 
provide  that  the  six  provisions  listed  in 
section  403A(a)(3)  of  the  act  do  not 
become  preemptive  until  FDA 
determines  that  each  is  being  adequately 
implemented  by  Federal  regulations. 

To  implement  section  403 A  of  the  act. 
section  6(b)  of  the  1990  amendments 
mandates  that  the  Secretary  of  Health 
and  Human  Services  (the  Secretary) 
(and.  by  delegation.  FDA)  contract  for  a 
study  to  determine  whether  the  above 
six  misbranding  sections  of  section  403 
of  the  act  are  adequately  being 
implemented  by  Federal  regulations. 
The  1990  amendments  further  mandate 
that  FDA  publish  in  the  Federal 
Register  lists  of  sections  that  are  (or  are 
not)  being  adequately  implemented  by 
Federal  regulations.  Finally,  the  1990 
amendments  require  that  FDA  propose 
revisions  to  its  regulations  for  any 


sections  that  the  agency  determines  are 
not  being  adequately  implemanted. 

C.  The  lOM  Report 

In  accordance  with  section  6(b)  of  the 
1990  amendments,  FDA  entered  into  a 
contract  with  the  National  Academy  of 
Sciences.  Institute  of  Medicine.  Food 
and  Nutrition  Board  (hereinafter 
referred  to  as  "the  lOM")  to  conduct  a 
study  of  Stale  and  local  food  labeling 
and  packaging  requirements  of  the  types 
required  by  section  403(b),  (d),  (f),  (h). 
(i)(l).  and  (k)  of  the  act  and  to  report  on 
whether  these  sections  of  the  act.  and 
the  regulations  issued  by  FDA  to  enforce 
them,  adequately  implement  the 
purposes  of  such  sections.  On  April  23. 
1992.  the  lOM  submitted  to  FDA  the 
final  draft  manuscript  reporting  its 
findings.  A  copy  of  the  report,  entitled 
"Food  Labeling:  Toward  National 
Uniformity"  (hereinafter  referred  to  as 
"the  lOM  report"),  is  on  file  with  the 
Dockets  Management  Branch  (address 
above)  under  the  above-referenced 
docket  number.  Copies  of  the  lOM 
report  may  be  purchased  from  the 
National  Academy  Press.  2101 
Constitution  Ave.  NW..  Washington.  DC 
20418. 

Based  on  information  collected  at  a 
public  meeting  (May  8, 1991).  written 
comments  to  the  public  meeting  notice, 
and  discussions  with  State  and  local 
regulators,  industry  representatives,  and 
consumer  groups,  the  lOM  reported  that 
all  but  section  403(d)  of  the  act 
(misleading  container)  are  being  ♦ 

adequately  implemented.  '. 

The  lOM  report  acknowledged  that        ) 
there  was  a  wide  divergence  of  views 
among  State  officials,  industry,  and 
consumer  groups  as  to  whether  section 
403(d)  of  the  act  is  being  adequately 
implemented.  All  groups  that  expressed 
an  opinion  to  the  lOM  about  the 
adequacy  of  implementation  of  403(d)  of 
the  act  felt  very  strongly  about  their 
position. 

Industry  generally  supported  the 
adequacy  of  implementation  of  403(d)  of 
the  act.  However,  some  State  officials 
and  consumer  groups  testified  that  the 
absence  of  Federal  regulations  and  the 
small  number  of  enforcement  actions 
under  section  403(d)  of  the  act  are  • 

evidence  that  this  section  is  not  being 
adequately  implemented. 

The  lOM  found  that  relatively  few 
States  have  taken  independent  action  to 
establish  more  specific  requirements 
related  to  container  fill  or  deceptive 
packaging.  One  State  official  testified        i 
that  his  State  has  not  encountered  | 

problems  with  container  fill  and  -  ' 

deceptive  packaging,  and  that,  if  it  did. 
section  403(d)  of  the  act  was  mora  than 
adequate  if  enforced.  Of  the  States  with 
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regulations  prohibiting  misleading 
containers,  two  have  adopted  "formed 
or  filled"  language  similar  to  section 
403(d)  of  the  act. 

One  State  regulation  dted  by  the  lOM 
addresses  variance  from  net  weight 
which  may  be  more  relevant  to  section 
403(e)  than  to  403(d)  of  the  act.  Another 
State  regulation  cited  by  the  lOM  deals 
with  the  practice  of  "dowm^izing."  i.e., 
reducing  the  amount  of  product  in  a 
container  without  a  substantial  change 
in  the  size  or  shape  of  the  container.  For 
example,  a  manufacturer  may  decide 
(with  an  appropriate  change  in  the 
declared  net  weight)  to  sell  14  ounces 
(oz)  of  coffee  in  a  container  similar  in 
appearance  to  one  that  has  traditionally 
held  16  oz  of  product.  The  potential 
problem  with  downsizing  lies  in  the  fact 
that  consumers,  familiar  with  a  product 
and  its  packaging,  may  receive  an 
amount  of  product  that  is  less  than  they 
expect  based  on  a  history  of  purchases. 
FDA  notes  that  reducing  the  amount 
of  product  in  a  container  without 
reducing  the  volume  of  the  container 
will  increase  the  amount  of  slack-fill  in 
that  container.  To  the  extent  that  some 
portion  of  this  slack-fill  would  be 
nonfunctional,  the  practice  would 
(junstitute  misleading  fill  under 
§  100.100,  as  proposed.  However, 
proliferation  of  sizes,  of  which 
downsizing  may  be  a  part,  comes  under 
the  jurisdiction  of  the  Department  of 
Commerce  as  provided  for  in  section 
5(d)  of  the  Fair  Packaging  and  Labeling 
Act  (FPLA)  (15  U.S.C.  1454).  Therefore, 
the  practice  of  downsizing  is  outside  the 
scope  of  this  proposed  rulemaking, 
although  the  package  that  results  is  not. 

Four  States  have  chosen  to  issue 
regulations  that  establish  specific  fiU-of- 
container  provisions  or  that  define 
misleading  fill  beyond  the  provisions  of 
section  403(d)  of  the  act.  Several  State 
officials  provided  the  lOM  with 
examples  of  packaged  foods  that  are 
currently  being  marketed  and  that 
represent,  in  their  view,  objectionable 
practices  that  have  occurred  under 
FDA's  current  policies. 

The  lOM  reported  that  there  was 
disagreement  among  the  members  of  the 
committee  that  it  used  to  study  about 
the  adequacy  of  the  implementation  of 
403(d)  of  the  act.  According  to  the  lOM 
report,  some  members  of  the  committee 
saw  no  problem  with  implementation  of 
section  403(d)  of  the  act  and  did  not  feel 
consumers  were  being  disadvantaged  by 
deceptive  packaging  or  slack-filled 
containers.  These  members  believed 
that  the  more  blatant  examples  of 
misleading  containers  presented  to  the 
lOM  could  be  addressed  quite  readily 
under  current  law.  In  addition,  these 
members  maintained  that,  because  the 


lOM  had  determined  that  the  level  of 
enforcement  activity  was  not  a  criterion 
in  determining  adequacy  of 
implementation,  new  regulations  should 
not  be  suggested  to  FDA  on  the  basis  of 
the  level  of  enforcement  of  this  section. 

The  lOM  report  stated  that  other 
committee  members  were  impressed  by 
the  examples  of  packaging  presented  by 
State  officials  and  believed  that 
deceptive  or  slack-filled  containers 
should  be  considered  a  matter  of 
national  importance.  One  example  cited 
in  the  lOM  report  involved  two  varieties 
of  a  hot  beverage  mix  in  single-serving 
packages  within  an  outer  container.  One 
variety  was  a  "light"  version  of  the 
regular  mix.  It  contained  40  percent  less 
product  by  weight  but  was  packaged  in 
the  same  size  envelopes  and  external 
package  as  the  regular  mix.  The  lOM 
believed  that  packaging  the  "light" 
product  in  the  same  way  as  the  regular 
product  could  potentially  mislead 
consumers  as  to  the  quantity  of  food 
that  they  were  purchasing.  Ultimately, 
the  lOM  decided  that  the  perception  of 
inadequacy  on  the  part  of  some  State 
officials  and  consumer  groups  was 
sufficiently  strong  to  justify  a  finding 
that  section  403(d)  of  the  act  is  not  being 
adequately  implemented. 

D.  Agency  Determination  of  Adequacy 
of  Implementation  of  Section  403(d)  of 
tfwAct 

In  a  document  published  in  the 
Federal  Register  of  July  28. 1992  (57  FR 
33283),  based  on  the  lOM  report,  the 
agency  proposed  to  find  that  of  the  six 
misbranding  sections  listed  in  section 
403A(a)(3)  of  the  act,  all  but  section 
403(d)  are  being  adequately 
implemented.  The  document  provided 
for  the  submission  of  comments  by 
interested  persons  by  September  28. 
1992. 

In  a  final  rule  published  elsewhere  in 
this  issue  of  the  Federal  Register,  the 
agency  is  announcing  its  conclusion, 
based  on  comments  submitted  in 
response  to  the  July  28, 1992.  proposal 
and  other  relevant  material,  that  all  but 
section  403(d)  of  the  act  are  being 
adequately  implemented.  The  agency 
notes  that  three  of  the  six  letters 
received  in  response  to  the  July  28. 
1992,  proposal  maintained  that  section 
403(d)  of  the  act  is  being  adequately 
implemented.  However,  as  discussed  in 
the  final  rule,  none  of  the  comments 
provided  a  factual  basis  to  support  a 
determination  that  403(d)  of  the  act  is 
being  adequately  implemented. 

In  its  consideration  of  whether  section 
403(d)  of  the  act  is  (or  is  not)  being 
adequately  implemented,  the  agency 
gave  significant  weight  to  evidence  cited 
by  the  lOM  that  a  number  of  States  have 


addressed  fill-of-container  matters  that 
are  not  addressed  by  FDA's  regulations. 
As  discussed  in  the  final  rule.  FDA 
believes  that  a  strong  Federal  regulatory 
system  is  a  prerequisite  of  the 
Congressional  mandate  for  uniformity. 
FDA  currently  has  no  regulations  to 
implement  the  provisions  of  section 
403(d)  of  the  act.  The  agency 
determination  that  section  403(d)  of  the 
act  is  not  being  adequately  implemented 
is  discussed  further  in  the  final  rule. 

FDA  acknowledges  the  lack  of 
consensus  expressed  in  the  lOM  report 
with  respect  to  section  403(d)  of  the  act 
(see  section  I.C.  of  this  document)  and 
in  the  comments  to  the  proposed  list. 
The  agency  is  also  concerned  that, 
because  of  the  time  constraints  imposed 
by  the  1990  amendments,  there  may  not 
have  been  sufficient  time  for  interested 
parties  to  fully  develop  evidence  to 
support  a  determination  that  section 
403(d)  is  being  adequately 
implemented. 

FDA  advises  that,  should  it  receive 
evidence  during  the  comment  period  on 
this  proposal  that  establishes  that 
section  403(d)  is  being  adequately 
implemented,  the  agency  would  be 
willing  to  reconsider  its  contrary 
determination.  Thus,  one  possible 
outcome  of  this  rulemaking  would  be  a 
determination  that  section  403(d)  is 
adequately  being  implemented  by  FDA 
and  is  thus  preemptive,  even  in  the 
absence  of  a  new  regulation.  However, 
absent  information  to  support  such  a 
finding,  FDA  advises  that  it  tentatively 
concludes  that  the  regulation  proposed 
in  this  document  would  ensure 
adequate  implementation  of  section 
403(d)  of  the  act. 

II.  The  Issue  of  Slack-Fill 

A.  Introduction— The  lOM  Report 

Most  of  the  discussion  in  the  lOM 
report,  and  much  of  the  information  that 
the  lOM  received,  regarding  the 
adequacy  of  section  403(d)  of  the  act 
centered  around  whether  consumers  are 
being  adequately  protected  against 
slack-filled  containers.  Furthermore,  of 
the  States  cited  by  the  lOM  that  have 
established  more  specific  requirements 
than  section  4G3(d)  of  the  act  related  to 
misleading  containers,  most  have 
chosen  to  focus  on  misleading  fill. 

The  lOM  cited  the  California  Sherman 
Food.  Drug,  and  Cosmetic  Law 
(California  Health  and  Safety  Code 
Section  26437)  that  adopted  the 
language  of  section  5(c)(4)  of  the  FPLA 
as  an  approach  for  prohibiting 
misleading  fill.  The  lOM  also  stated  that 
no  single  State  regulation  was  adequate 
ibr  adoption  as  a  Federal  standard.  The 
lOM  suggested  that  FDA  consider 
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promulgating  regulations  to  prohibit 
misleading  fill  based  on  the  deflnition 
of  nonfunctional  slack-fill  provided  for 
in  the  FPLA.  The  lOM  report  concluded 
that  the  definition  of  nonfunctional 
slack-fill  in  the  FPLA  provides  FDA 
with  a  means  of  implementing  the 
intent  of  section  403(d)  of  the  act  and 
suggested  that  FDA  consider 
promulgating  regulations  to  prohibit 
misleading  fill  based  on  that  definition. 
In  concluding  that  section  403(d)  of  the 
act  was  not  being  adequately 
implemented,  the  lOM  did  not 
recommend  that  the  agency  promulgate 
regulations  with  regard  to  the  deceptive 
packaging  ("made"  or  "formed"  as  to  be 
misleading)  provisions  of  section  403(d) 
of  the  act. 

B.  Definition  of  "Slack-fill" 

For  the  purposes  of  this  rulemaking, 
"slack-fill"  is  defined  as  the  difference 
between  the  actual  capacity  of  a 
container  and  the  volume  of  product 
contained  therein.  For  example,  when  a 
round  or  cup-shaped  candy  bar  is 
packaged  in  a  square  container,  the 
empty  space  in  the  corners  of  the 
padcage  is  considered  slack-fill.  In  the 
case  of  cereal  or  potato  chips,  the  empty 
space  external  to  the  bulk  of  the  product 
(i.e.,  at  the  top  of  the  bag  or  box)  would 
be  considered  slack-fill.  Slack-fill 
includes  space  within  a  container  that  is 
empty  of  product  but  that  may  contain 
secondary  packaging  materials  (e.g.,  bag- 
in-box  packaging,  cardboard  dividers,  or 
molded  plastic  trays). 

Air  space  within  the  bulk  of  the  food 
(e.g..  the  space  between  adjacent  com 
flakes,  the  "holes"  in  swiss  cheese,  or 
the  air  in  whipped  cream)  is  generally 
not  considered  to  be  slack-fill,  although 
a  portion  of  this  space  could  become 
slack-fill  as  some  products  settle.  The 
agency  tentatively  concludes  that 
interstitial  space  in  a  food  that  results 
from  the  physical  characteristics  of  the 
food  (e.g.,  the  shape  of  the  food 
particles),  that  would  be  included  in 
any  common  household  measure  of  the 
food  (e.g.,  a  cup  of  sugar  or  a  cup  of  com 
flakes),  and  that  cannot  be  excluded 
from  the  food  without  changing  its 
physical  characteristics  is  part  of  the 
body  of  the  food  rather  than  slack-fill. 
The  agency  believes  that  it  is  both 
inappropriate  and  impracticable  to 
quantify  as  slack-fill  the  interstitial 
space  that  can  not  be  separated  from  the 
bulk  of  a  food  without  altering  the 
character  of  the  food.  The  agency  invites 
comment  on  this  interpretation. 

C.  The  Fair  Packaging  and  Labeling  Act 

The  FPLA  was  promulgated,  in  part, 
to  elaborate  on  and  to  reinforce  the 
misbranding  provisions  in  section  403 


of  the  act.  In  section  2  of  the  FPLA  (15 
U.S.C.  1451),  Congress  clearly  states  that 
"Informed  consumers  are  essential  to 
the  fair  and  efficient  functioning  of  a 
free  market  economy.  Packages  and 
th^ir  labels  should  enable  consumers  to 
obtain  accurate  information  as  to  the 
quantity  of  the  contents  and  should 
facilitate  value  comparisons."  Section 
5(c)(4)  of  the  FPLA  provides  for  the 
promulgation  of  regulations  necessary  to 
prevent  the  deception  of  consumers  or 
to  facilitate  value  comparisons  of 
consumer  commodities,  including 
regulations  to  prevent  nonfunctional 
slack-fill.  Section  5  of  the  FPLA  states: 

For  the  purposes  of  paragraph  (4)  of  this 
subsection,  a  package  shall  be  deemed  to  be 
nonfunctionaily  slack-filled  if  it  is  filled  to 
substantially  less  than  its  capacity  for  reasons 
other  than  (A)  protection  of  the  contents  of 
such  package  or  (B)  the  requirements  of 
machines  used  for  enclosing  the  contents  in 
such  package. 

During  1970  and  1971.  following 
enactment  of  the  FPLA.  FDA  contracted 
with  11  State  regulatory  agencies  to 
determine  the  extent  to  which  slack-fill 
occurs  in  food  packages  at  the  retail 
level.  Analysis  of  11,000  samples 
revealed  many  packages  with  significant 
levels  of  slack-fill.  In  some  instances, 
the  empty  space  occupied  as  much  as  80 
percent  of  the  volume  of  the  container. 
However,  this  survey  did  not 
differentiate  between  functional  and 
nonfunctional  slack-fill. 

The  agency  subsequently  (from  1974 
through  1976)  initiated  surveys  at  the 
manufacturing  level  to  determine  the 
extent  to  which  slack-fill  was  justified 
by  factors  such  as:  Requirements  of  the 
filling  machine,  physical  properties  of 
the  product,  and  normal  product 
settling.  These  surveys  focused  on 
commodities  that  had:  (1)  Exhibited 
substantial  slack-fill  in  the  earlier  State 
surveys,  (2)  significant  production 
volumes,  and  (3;  the  highest  incidence 
of  consumer  complaints.  The 
commodities  surveyed  included:  Candy, 
cookies,  crackers,  pretzels,  potato  chips, 
macaroni,  spaghetti,  cereal,  dry  dessert 
mixes,  and  prepared  mixes. 

Agency  personnel,  in  cooperation 
with  industry,  observed  various 
commercial  manufacturing  and  filling 
operations  and  measured  the  degree  to 
which  product  settled  during  shipping. 
They  also  collected  data  on  variations  in 
bulk  density  (weight  per  unit  volume) 
for  individual  products  and  for  product 
classes.  In  some  instances  (e.g.,  cereal 
and  dry  dessert  mixes).  FDA  field 
personnel  adjusted  filling  equipment  or 
manually  added  additional  product  to 
containers  in  order  to  determine  the 
effect  of  "overfill"  on  product  quality. 
In  other  instances  (e.g.,  a  candy  bar  on 


a  cardboard  support  with  an  outer 
wrap),  the  level  of  slack-fill  was  reduced 
by  increasing  the  dimensions  of  the 
product.  Overfilling  packages  to  various 
degrees  allowed  FDA  to  identify  the 
levels  of  slack-fill  necessary  for  proper 
package  closure  and  protection  of  the 
product  and  to  determine  the  amounts 
of  slack-fill  that  were  likely  to  result 
from  variations  in  the  physical 
characteristics  of  the  product  and 
normal  product  settling.  For  the 
purposes  of  these  studies,  it  was  often 
easier  to  reduce  slack-fill  by  increasing 
the  fill  of  the  container  rather  than 
altering  the  dimensions  of  the  container. 

Although  the  study  was  terminated 
before  slack-fill  had  been  fully  studied 
in  all  the  target  commodities  cited 
above,  and  no  formal  report  was 
published,  FDA  collected  sufficient  data 
to  determine  that  it  is  possible  to 
distinguish  between  functional  and 
nonfunctional  slack-fill  on  a  plant-by- 
plant  basis  for  specific  products  in  given 
container  sizes. 

At  the  same  time,  the  agency  noted 
that  differences  in  the  physical 
characteristics  of  a  given  product, 
including  the  need  to  protect  the 
product  from  breakage,  and  precision  of 
filling  equipment  result  in  a  high  degree 
of  variability  in  the  level  of  functional 
slack-fill  within  commodity  classes.  For 
example,  functional  slack-fill  for 
macaroni  products  ranged  from  a  low  of 
3.7  percent  at  manufacture  and 
packaging  to  as  much  as  23.0  percent 
after  shipping.  Functional  slack-fill 
levels  for  cereal  products  after  shipping 
were  even  higher,  ranging  from  8.6  to 
43.1  percent  of  the  container  volume. 
FDA  concluded  that  many  consumer 
commodities  may  have  large  levels  of 
slack-fill  that,  although  justified,  might 
appear  to  be  deceptive  to  consumers. 
FDA  also  observed  that  some  products 
had  greater  slack-fill  than  could  be 
justified  by  protection  of  the  food  or  by 
requirements  of  the  filling  machine.  A 
copy  of  the  draft  Compliance  Program     - 
Evaluation  for  fiscal  years  1975  and 
1976  nonfunctional  slack-fill  surveys 
(7320.40  and  7320.65)  is  on  file  with  the 
Dockets  Management  Branch  (address 
above)  under  the  above-referenced 
docket  number. 

The  agency  notes  that  some 
manufacturers  employ  label  statements 
such  as  "Contents  may  settle  during 
shipping"  or  "Contents  sold  by  weight, 
not  volume"  to  inform  consumers  that 
a  package  will  probably  appear  to  be 
less  than  full.  Statements  such  as  "A 
certain  amount  of  air  is  packaged  in 
each  bag  to  act  as  a  cushion  against 
breakage"  alert  consumers  as  to  the 
presence  of  slack-fill  and  provide 
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information  on  the  function  of  tba  slack- 

filL 

Although  section  5(c)(4)  of  the  FPLA 
provides  for  the  promuIgatioB  of 
regulations  to  prevent  nonhtnctional 
slack-fill  in  packages  containiBg 
consumer  commodities,  FDA  chose  not 
to  promulgate  such  regulations.  Based 
on  the  pieceding  studies.  FDA  believed 
that  establishing  specific  limits  on  the 
level  of  slack-fill  of  consumer 
commodities  would,  in  many  cases, 
involve  values  that  were  so  high  (e^g..  as 
much  as  63.8  percent  for  candy  bars) 
that  the  regulations  would  serve  no 
useful  purpose.  FDA  also  believed  that 
such  regulations  could,  in  fact, 
encourage  or  legitimize  a  failure  to 
minimize  slack-Fill  on  the  part  of  some 
manufacturers.  For  example,  a 
manufacturer  with  sophisticated 
equipment,  capable  of  producing  a 
product  with  a  relatively  low  level  of 
slack-nil.  might  decide  to  increase 
slack-nil  in  the  product,  taking 
advantage  of  a  maximum  slack-fill  level 
that  had  been  established  based  on  less 
sophisticated  packaging  equipment.  The 
agency  also  concluded  that  determining 
maximum  allowable  levels  for 
functional  slack-fill  on  a  commodity-by- 
commodity  basis  would  require 
considerable  agency  resources.  Based  on 
the  preceding  studies.  FDA  determined 
that  it  would  not  be  appropriate  to 
expend  limited  agency  resources  to 
develop  regulations  that  would  probably 
contribute  little  to  improve 
implementation  of  section  403(d)  of  the 
act. 

However,  as  stated  above,  the  1990 
amendments  require  FDA  to  promulgate 
regulations  to  implement  any  provision 
listed  in  section  403A(a)(3)  of  the  act 
that  it  determines  is  not  being 
adequately  implemented.  Thus,  in  light 
of  its  determination  that  section  403(d) 
of  the  act  is  not  being  adequately 
implemented  (see  I.D.  of  this 
document),  FDA  has  reconsidered  Its 
position  on  the  need  for  regulations  on 
nonfunctional  slack-fill. 

UI.  FDA  Proposed  Response 

A.  Introduction 

As  mentioned  in  section  I.D.  of  this 
document.  FDA  has  determined  that 
section  403(d)  of  the  act  is  not  being 
adequately  implemented.  That  section 
states  that  a  food  is  misbranded  if  its 
container  is  so  made,  formed,  or  filled 
as  to  be  misleading.  Although  FDA  is 
addressing  each  of  these  aspects  of 
section  403(d)  of  the  act  in  proposed 
§  100.100.  this  rulemaking  is  primarily 
concerned  with  defining  die 
circumstances  in  which  the  sladc-fill 
within  a  package  is  nonfunctional  and. 


therefore,  constitutes  misleading  filL 
The  agency  has  tentatively  decided  not 
to  elabotate  on  ways  in  which  a 
container  may  be  "ma<le*'  or  "fbnnad" 
as  to  be  miskieding  The  agency  has 
tentatively  conchided  that  these  terms 
are  strai^t  forward  and  thus  require 
little  elaboration.  This  approach  is 
consistent  with  that  of  several  States 
that  have  chosen  to^stablish  regulations 
prohibiting  misleading  containers  by 
elaborating  only  on  what  constitutes 
misleading  fill.  Furthennore.  the  HOM 
did  not  point  to  any  particular  problems 
emanating  from  the  "made"  or 
"formed"  aspects  of  403(d)  of  the  act. 
nor  did  it  recommend  that  the  agency 
promulgate  regulatiens  with  regard  to 
these  provisions.  The  agency  invites 
comment  on  its  approach  and  on 
whether  it  is  necessary  to  elaborate  on 
when  a  container  is  so  made  or  formed 
as  to  be  misleading  to  fully  implement 
section  403(d)  of  the  act. 

B.  Misleading  Fill 

The  agency  has  long  been  aware  of 
consumer  dissatisfaction  with  slack- 
filled  containers.  FDA  advises  that,  in 
many  products,  a  certain  level  of  sladi- 
fill  has  a  functional  purpose  (e.g., 
protecting  the  product)  and,  therefore, 
can  be  justified  even  though  some 
consumers  may  perceive  it  to  be 
misleading.  The  agency  acknowledges 
that  some  products  being  marketed 
under  existing  Federal  regulations  may 
contain  amounts  of  slack-fill  exceeding 
that  necessary  to  protect  the  product  or 
required  by  the  filling  machine.  The 
agency  also  acknowledges  that  in  the 
cases  that  it  has  brought  to  enforce 
section  403(d)  of  the  act,  such  as  the 
United  States  v.  174  Cases  *  *  *  Dehon 
Thin  Mints.  195  F.  Supp.  326  (D^I.). 
1961).  afTd  302  F.2d  724  (3d.  Qr.  1962). 
the  phrase  "misleading  fill"  has  proven 
to  be  too  vague  to  permit  successful 
resolution. 

Although  FDA  has  established  fill-of- 
container  standards  for  a  number  of 
standardized  foods  such  as  canned 
oysters  (21  CFR  161.145)  and  canned 
wet  pack  shrimp  in  transparent  or 
nontransparent  containers  (21  CFR 
161.173).  the  agency  believes  that 
standards  of  fill  are  not  a  practical  way 
to  implement  the  intent  of  section 
403(d)  of  the  act  for  all  consumer 
commodities.  Establishing  specific 
limits  on  the  level  of  slack-fill  on  a 
commodity-by-commodity  basis  would 
require  considerable  agency  resources, 
much  more  than  the  agency  has 
available.  On  the  other  hand.  FDA 
believes  that  the  action  suggested  by  the 
lOM,  i.e.,  to  establish  by  regulation  a 
general  definition  for  nonfunctional 


slack-fill  using  the  FPLA  ^or  guidance, 
has  merit. 

FDA  believes  that  by  establishing 
under  section  701(a)  of  the  act  (21 
U.S.C  371(a))  a  regulation  that 
implements  section  403(d),  it  could 
provide  a  general  definition  for 
nonfunctional  sladi-fill  that  would 
serve  to  define  the  circumstances  in 
which  fill  is  misleading  under  the  act. 
By  doing  so,  the  agency  would  provide 
the  guidance  about  the  meaning  of 
misleading  fill  that  was  requested  by 
State  oflicials  and  consumer  groups  in 
testimony  before  the  lOM.  This 
approach  would  also  allow  enforcement 
based  on  the  capabilities  of  individual 
processing  and  packaging  facilities  and 
on  the  specific  physical  properties  (e.g.. 
bulk  density,  uniformity,  tendency  to 
settle,  and  need  for  protection)  of 
individual  products,  rather  than 
establishing  maximum  sladc-fill  values 
for  classes  of  commodities  that  are 
necessarily  too  high  to  have  any 
meaning.  The  agency  believes  that  this 
proposed  action  will:  (1)  f*rovide 
guidance  for  consumers  and 
manufacturers  regarding  what  is 
functional  slack-fill  and  what  is  not,  (2) 
encourage  industry  to  evaluate  the 
amount  of  slack-fill  in  existing  products 
and  aid  it  in  choosing  the  most 
appropriate  processing  and  packaging 
methods  for  new  products,  and  (3) 
increase  consumer  confidence  that  the 
amount  of  slack-fill  in  consumer 
commodities  has  a  function.  By 
ensuring  adequate  implementation  of 
section  403(d)  of  the  act,  the  proposed 
regulation  will  reduce  those  instances  of 
misleading  fill  that  may  exist  under 
current  Federal  regulations. 

FDA  tentatively  finds  that  appropriate 
levels  of  slack-fill  are  those  no  greater 
than  necessary  to  accomplish  the 
intended  functional  effect  in  the 
packaged  food  product.  For  example,  a 
candy  bar  may  be  packaged  so  that  it  is 
resting  on  a  cardboard  support  with 
both  candy  bar  and  support  within  an 
outer  wrapper.  The  support  will 
determine  the  minimum  length  and 
width  of  the  outer  packaging,  while  the 
height  of  the  package  is  determined  by 
the  height  of  the  candy  bar.  The 
dimensions  of  the  cardboard  support 
and  the  outer  wrapper  must  be  such  as 
to  accommodate  normal  variations  in 
the  size  and  shape  of  the  product.  The 
cardboard  support  needs  to  be  of 
sufficient  size  and  strength  to  protect 
the  product  during  shipping  and 
handling.  It  may  also  be  necessary  lor 
the  outer  wrapper  to  be  longer  than  the 
support,  so  that  neither  the  support  nor 
the  candy  bar  interferes  with  the 
efficient  closure  of  the  outer  wrapper. 


Federal  Register  /  Vol.  58.  No.  3  /  Wednesday.  January  6,  1993  /  Proposed  Rules 


2961 


When  a  candy  bar  is  packaged  in  this 
manner,  some  slack-Fill  is  inevitable. 
The  amount  of  slack-nil  in  the  package 
will  vary  depending  on  factors  such  as 
the  uniformity  of  the  product  and  the 
capabilities  of  the  packaging  equipment. 
The  proposed  regulation  is  not  intended 
to  require  manufacturers  who  are 
operating  under  current  good 
manufacturing  practices  to  change  the 
physical  characteristics  of  a  food,  nor  is 
it  intended  to  require  manufacturers  to 
purchase  more  sophisticated  packaging 
equipment  {proposed  §  100.100(a){2)). 

FDA  tentatively  finds  that  slack-fill  or 
the  practice  that  results  in  slack-fill  is 
justified  to  the  extent  that  it  performs 
such  appropriate  functions  as  protecting 
the  contents  of  the  container  or  meeting 
the  necessary  requirements  of  the  filling 
machine.  Slack-fill  in  excess  of  that 
required  to  perform  a  function,  e.g.. 
using  a  6-inch  cardboard  support  to 
hold  a  candy  bar  that  is  3  inches  long, 
however,  is  nonfunctional  slack-fill  and. 
therefore,  misleading  fill,  even  though 
the  support  may  continue  to  perform  a 
function  such  as  protecting  the  product. 

To  address  this  situation.  FDA  is 
proposing  to  define  "nonfunctional 
slack-fill."  The  agency  tentatively  finds 
that  the  definition  of  this  term  that 
appears  in  section  5(c)  of  the  FPLA  is 
adequate  to  differentiate  between 
functional  and  nonfunctional  slack-fill 
of  the  types  described  above.  However, 
slack-fill  may  serve  additional  purposes 
(e.g..  allowing  a  package  to 
accommodate  tamper  resistant  devices 
or  modified  atmosphere  packaging  to 
extend  shelf-Iife)  that  were  not 
anticipated  when  the  FPLA  was 
enacted.  FDA  believes  that  slack-fill 
related  to  modified  atmosphere  or 
tamper  resistant  packaging  is  covered  by 
that  portion  of  the  proposed  definition 
that  allows  slack-fill  to  protect  the 
contents  of  a  container  (proposed 
§  100.100(a)(1)). 

FDA  notes  that  some  slack-fill.  e.g.. 
slack-fill  resulting  from  normal  product 
settling,  does  not  perform  a  function  in 
a  food.  As  such,  it  could  be  considered 
nonfunctional  slack-fill.  However, 
product  settling  is  a  normal, 
unavoidable  process  for  many  types  of 
food  (e.g..  cereal  and  potato  chips). 
Thus,  slack-fill  that  results  from  product 
settling  is  a  function  of  the  physical 
properties  of  the  product  (e.g..  the  shape 
of  the  pieces  of  food),  and  of  the  way  in 
which  the  product  is  filled  into  the 
container  (e.g..  loosely  packed).  For  the 
purposes  of  this  proposed  rule.  FDA 
tentatively  proposes  to  exclude 
unavoidable  slack-fill  that  results  from 
normal  product  settling  from  the 
definition  of  nonfunctional  slack-fill 
(proposed  §  100.100(a)(3)). 


In  addition,  advances  in  food 
technology  and  product  development 
have  resulted  in  a  number  of  products 
with  slack-fill  that  may  be  justifiable 
(i.e..  performs  a  specific  function)  but 
may  not  be  addressed  by  the  definition 
of  nonfunctional  slack-fill  in  the  FPLA. 
For  example,  consumer  demand  for 
convenience  has  led  to  the  development 
of  food  products  that  may  be  cooked  in, 
or  eaten  out  of.  the  containers  in  which 
they  are  purchased.  Thus,  packaging  for 
an  instant  soup  must  not  only  allow 
efficient  closure  of  the  package  and 
protect  the  product  during  shipping,  it 
must  also  have  sufficient  empty  space  to 
hold  the  hot  water  added  by  the 
consumer  to  hydrate  the  product.  A 
package  of  microwavable  brownies  may 
contain  a  disposable  tray  in  which  the 
product  is  both  mixed  and  cooked. 
Thus,  the  package  would  need  to  be 
large  enough  to  accommodate  a  tray 
whose  size  was  based,  in  part,  on  the 
size  of  the  cooked  brownies,  not  the 
amount  of  dry  mix  in  the  container. 
FDA  notes  that  convenience  foods 
often  require  an  increase  in  the  size  of 
the  container  relative  to  the  amount  of 
product  within  the  container.  For 
example,  a  box  containing  hot  chocolate 
in  single  serving  packages  is  usually 
larger  than  a  box  containing  the  same 
amount  of  bulk  product  without  the 
secondary  packaging.  In  addition,  such 
products  would  be  clearly  labeled  as  to 
their  contents  (e.g..  "Contains  6  single- 
serve  packages"  or  "Package  contains 
baking  tray").  Therefore,  the  agency 
tentatively  concludes  that  reasonable 
levels  of  slack-fill  resulting  from  the 
practices  described  above  perform  a 
function  in  that  they  are  necessary  for 
convenient  preparation  or  consumption 
of  the  product.  However,  such  functions 
are  not  covered  by  the  definition  of 
nonfunctional  slack-fill  in  the  FPLA. 
Therefore,  the  agency  is  proposing  to 
exclude,  from  the  definition  of 
"nonfunctional  slack-fill."  slack-fill  that 
results  from  practices  that  are  necessary 
for  a  package  to  perform  a  particular 
function  (e.g..  to  aid  in  the  preparation 
and  consumption  of  a  specialty  food 
product),  where  such  function  is  clearly 
declared  on  the  label  and  is  an  integral 
part  of  the  nature  of  the  food  (proposed 
§  100.100(a)(4)). 

Gift  products  represent  another 
category  where  packaging  may  serve 
functions  other  than  to  simply  contain 
and  protect  the  food.  For  example,  some 
gift  products  (e.g..  cheese  and  jellies  in 
a  basket  or  assorted  biscuits  in  a  teapot) 
consist  of  a  food  contained  in  a  reusable 
household  article  that  is  itself  part  of  the 
gift.  In  some  instances,  the  food 
component  of  the  gift  product  is 
packaged  in  a  predetermined  or 


standardized  quantity  before  being 
placed  in  the  reusable  gift  container.  At 
the  same  time,  the  size  of  the  reusable 
gift  container  (e.g..  a  teapot)  may  be  a 
function  of  its  intended  use  after  the 
food  component  of  the  gift  has  been 
consumed. 

Depending  on  the  nature  of  the  food 
and  the  type  of  gift  container  used, 
manufacturers  will  have  varying  degrees 
of  control  over  the  amount  of  slack-fill 
in  such  containers.  For  example,  baskets 
are  available  in  a  wide  range  of  shapes 
and  sizes,  allowing  manufacturers  to 
choose  a  basket  that  is  appropriate  for 
the  amount  of  food  contained  therein. 
Other  household  items  that  may  be 
desirable  gift  containers  (e.g..  coffee 
cups  or  teapots)  are  available  in  a  more 
limited  number  of  sizes.  Furthermore, 
because  part  of  the  purchase  of  a  gift 
product  is  the  continued  utility  of  the 
reusable  container,  and  part  of  the 
purchase  may  include  intangibles  (e.g.. 
aesthetics  or  sentiment  resulting  from 
the  way  in  which  the  product  is 
packaged),  it  is  more  difficult  to 
differentiate  between  functional  and 
nonfunctional  slack-fill  in  these  items  as 
compared  to  conventional  foods. 

FDA  tentatively  finds  that,  in  the  case 
of  such  gift  products,  reasonable 
differences  between  the  volume  of  the 
reusable  gift  container  and  the  amount 
of  food  contained  therein  that  result 
from  the  role  of  the  gift  container  in  the 
presentation  of  the  food  would  not 
constitute  misleading  fill,  even  though 
such  slack-fill  might  not  have  a  specific 
functional  effect  such  as  protecting  the 
product.  FDA  tentatively  finds  that 
exempting  reasonable  amounts  of  slack- 
fill  in  such  gift  products  (i.e..  food 
packaged  in  a  reusable  household  item) 
from  the  definition  of  nonfunctional 
slack-fill  would  provide  manufacturers 
with  Hexibility  in  packaging  such 
products,  while  providing  consumers 
with  product  choices.  The  agency 
invites  comment  on  these  tentative 
findings.  Specifically.  FDA  requests 
comment  on  the  appropriateness  of 
establishing  an  exemption  from  the 
definition  of  nonfunctional  slack-fill  for 
gift  products  consisting  of  a  food  item 
combined  with  a  gift  container  (i.e..  a 
reusable  household  item)  where  the  gift 
container  serves  to  contain  and  protect 
the  food,  is  part  of  the  presentation  of 
the  food,  and  is  to  be  usable  after  the 
food  is  consumed  (proposed 
§  100.100{a)(.'5)). 

FDA  advises  that  the  preceding 
discussion  is  concerned  only  with  gift 
products  that  are  packaged  in  reusable 
containers.  The  agency  acknowledges 
that  other  types  of  gift  products  may 
also  be  packaged  in  containers  that  are 
designed  to  do  more  than  simplv 
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contain  and  protect  the  food.  For 
example,  when  candy  is  packaged  in  • 
heart-shaped  box,  the  shape  of  the  boot 
conveys  a  message  to  the  receiver.  Other 
products,  e.g.,  chocolate  covered 
cherries,  may  be  packaged  in  a 
decorative  pla.stic  tray  that  not  only 
|irotects  the  product  but  plays  a  role  in 
the  presentation  of  the  food.  The  agency 
believes  that  manufocturers  of  such 
products  have  greater  control  over 
package  design  and  filling  operations 
with  respect  to  minimizing  slack-fill  in 
these  products  as  opposed  to  gift 
products  in  a  reusable  container  whose 
size  and  shape  is,  in  part,  a  function  of 
its  intended  use  after  the  food  has  been 
consumed.  The  agency  also  notes  that, 
in  the  absence  of  a  reusable  gift 
container,  the  distinction  between  gift 
products,  luxury  items,  and 
conventional  food  products  appears  to 
be  subjective.  Furthermore,  although 
packaging  such  as  a  heart  shaped  box 
appears  to  play  a  role  in  the 
presentation  of  a  food,  the  agency  lacks 
sufficient  information  to  establish 
criteria  for  distinguishing  between 
functional  and  nonfunctional  slack-fill 
in  such  products. 

The  agency  invites  comment  on 
whether  it  would  be  appropriate  to 
pro\'ide  more  latitude  in  determining 
that  sladc-fill  in  gift  products  is 
functional  if  the  slack-fill  is  attributable 
to  packaging  that  serves  to  contain  the 
food  and  that  plays  a  role  in  the 
presentation  of  the  food  but  that  is  not 
intended  for  reuse  after  the  food  is 
consumed.  The  agency  invites  comment 
on  criteria  that  it  could  use  to 
distinguish  between  functional  and 
nonfunctional  slack-Gil  in  such 
products  and  for  such  purposes. 
Comments  should  provide  specific 
examples  of  products  whose  packaging 
includes  slack-fill  associated  with  the 
presentation  of  a  food  that  should,  or 
should  not,  be  excluded  from  the 
definition  of  nonfunctional  slack-fill  as 
misleading  fill.  Comments  should 
provide  substantive  arguments  for  or 
against  such  an  exclusion  and,  if 
appropriate,  contain  criteria  to  be  used 
in  determinine  such  exclusion. 

FDA  notes  tnat  product 
reformulations  may  change  the  density, 
weight,  or  volume  of  a  product, 
sometimes  drastically.  For  example,  a 
package  of  gelatin  mix  sweetened  with 
sugar  may  contain  3  oz  of  product.  The 
same  product  sweetened  with  a  high 
mtensity  sweetener  may  weigh  only  0.5 
oz.  If  the  manufacturer  uses  the  same 
package  for  both  products,  the  package 
containing  gelatin  sweetened  with  the 
high  intensity  sweetener  will  contain  a 
significantly  greater  amount  of  slack-filL 
The  agency  notes  that  the  increased 


slack-fill  in  the  package  containing  0.5 
oz  of  product  exceeds  the  amount  of 
slack-fill  that  is  required  to  perform 
such  necessary  functions  as  protecting 
the  product  and  ensuring  proper 
package  closure  in  the  package  that 
contains  3  oz  of  product.  At  the  same 
time,  the  agency  notes  that  both 
packages  of  gelatin  contain  sufficient 
mix  to  provide  the  same  amount  of 
finished  product.  The  agency  tentatively 
concludes  that,  absent  a  functional 
effect,  the  portion  of  slack-fill  wiihin  a 
container  resulting  from  product 
reformulation  (e.g.,  removal  of  a 
macronutrient  such  as  sucrose)  that 
reduces  the  volume  of  prt^Juct  in  that 
container  constitutes  nonfunctional 
(misleading)  slack-fill.  The  agency 
invites  comment  on  this  tentative 
conclusion  and  on  the  criteria  that 
could  be  used  to  distinguish  between 
functional  (justifiable)  and 
nonfunctional  (misleading)  slack-fill  in 
a  case  such  as  this. 

The  agency  also  invites  comment  on 
the  appropriateness  of  establishing  an 
exemption  from  the  definition  of 
nonfunctional  slack-fill  for  packages 
containing  slack-fill  thait  results  from  an 
inability  to  further  reduce  the  size  of  the 
package.  The  agency  notes  that  some 
food  products  (e.g.,  saffron  and 
saccharin)  are  frequently  sold  in  very 
small  quantities  for  various  reasons, 
including:  Limited  shelf-life,  high  cost 
per  unit  volume,  or  the  need  to  use  only 
a  small  amount  of  the  product  at  any 
one  time.  To  the  extent  that  sudi  foods 
must  be  sold  in  a  package  of  some 
minimum  size  to  accommodate  required 
food  labeling  excluding  any  vignettes  or 
other  nonmandatory  designs  or  label 
information,  discourage  pilfering,  or 
facilitate  handling,  the  resulting  slack- 
fill  may  be  a  function  of  a  minimum 
package  size  requirement.  Comments  on 
the  need  for  an  exemption  for  such 
packages  should  present  specific 
examples  of  products  that  have  a 
minimum  paickage  size  requirement  and 
whose  packaging  includes  sladc-fill  that 
should,  or  should  not,  be  excluded  from 
the  proposed  definition  of 
nonfunctional  slack-fill.  Comments 
should  provide  substantive  arguments 
for  or  against  such  an  exclusion  and,  if 
appropriate,  contain  criteria  to  be  used 
in  determining  such  an  exclusion. 

The  agency  invites  comment  on  any 
other  practices  or  developments  that 
may  resuH  in  slack-fill  and  that  are  not 
addressed  by  the  language  of  the 
proposed  definition  of  nonfunctional 
slack-fill.  Comments  should  provide 
specific  examples  of  containers  that 
represent  functional  slack-fill  versus 
nonfunctional  slack-fill  or  misleading 
fill.  When  appropriate,  comments 


should  also  include  suggested  wording 
to  be  used  in  this  rulemaking  to  ensure 
that  the  examples  are  adequately 
covered  by  any  regulation  that  FDA 
adopts.  The  agency  also  invites 
comment  on  the  phrase  "filled  to 
substantially  less  than  capacity"  in 
proposed  §  100.100(a).  FDA  intends  this 
phrase  to  mean  that  any  packages 
containing  levels  of  nonfunctional 
slack-fill  that  are  significant  In  . 

proportion  to  the  volume  of  the 
container  would  be  misbranded.  FDA 
cequests  comment  on  the 
appropriateness  of  this  standard.  The 
agency  also  requests  comment  on  how 
to  define  "significant"  in  this  context. 
Finally,  the  agency  invites  comment 
on  whether  it  makes  a  difference  if  a 
product  is  packaged  in  a  container  that 
allows  consumers  to  fully  view  the 
contents  of  the  container.  Specifically, 
would  nonfunctional  slack-fill  be 
misleading  when  consumers  can  clearly 
see  what  they  are  purchasing? 

The  agency  believes  that  several 
factors,  such  as  the  cost  of  (>ackaging 
materials,  space  required  for  storage  and 
transport,  and  increased  national 
interest  in  efficient  packaging  to  reduce 
solid  waste,  will  serve  to  reduce  slack- 
fill  in  many  commodities. 

The  agency  believes  that  the  proposed 
regulation  will  ensure  adequate 
implementation  of  section  403(d)  of  the 
act.  thereby,  providing  additional 
consumer  protection  against  misleading 
fill  and  fadlitating  value  comparisons 
on  the  part  of  consumers.  Thus,  section 
403(d)  of  the  act  will  become 
preemptive  upon  adoption  of  proposed 
§  100.100.  This  regulation,  if  adopted, 
will  also  provide  State  regulatory 
agencies,  as  well  as  FDA.  with  a 
uniform  means  of  taking  action  against 
misleading  containers.  The  agency  also 
notes  that  section  4  of  the  1990 
amendments  (21  U.S.C.  337)  provides 
for  State  enforcement  of  section  403(d) 
of  the  act  in  Federal  court. 
Consequently,  manufacturers  can  expect 
that  packaging  will  be  treated  uniformly 
throughout  the  States  with  regard  to 
misleading  containers. 

Therefore,  FDA  is  proposing  §  100.100 
Misleading  containers  in  part  100  (21 
CFR  part  100)  within  a  newly  proposed 
subpart  of  part  100  to  be  entitled 
"Subpart  F — Misbranding  for  Reasons 
Other  Than  Labeling."  The  proposed 
regulation  states  that  food  is  misbranded 
if  its  container  is  so  made,  formed,  or 
filled  as  to  be  misleading.  It  defines 
misleading  fill  as  nonfunctional  slack- 
fill.  Fmally.  the  proposed  regulation 
includes  criteria  for  use  in  determining 
whether  slack-fill  is  functional  versus 
nonfunctional. 


Federal  Register  /  Vol  58,  No.  3  /  Wednesday,  January  6,  1993  /  Propoaed  Rules  2963 


IV.  EnvirsnmenUl  Impact 

Hie  agency  has  determined  under  21 
CFR  2S.24(a)(ll)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  efliect  on 
the  human  environment.  Although  not  a 
labeling  requirement  per  se,  this  action 
is  closely  related  to  food  labeling  and 
arises  out  of  the  misbranding  sections  of 
the  act  In  all  other  respects,  this  action 
comes  within  the  exemption  in 
§25.24(a)(ll).  Moreover,  although  this 
action  is  not  speciHcally  designated  in 
21  CFR  25.22(a)  and  does  not  fall  within 
the  scope  of  the  general  provision  (21 
CFR  25.22(a)(19)).  it  could  not 
significantly  affect  the  quality  of  the 
human  environment.  Therefore,  neither 
an  environmental  assessment  nor  an 
environmental  impact  statement  is 
required. 

V.  Economic  Impact 

FDA  has  examined  the  economic 
implications  of  the  proposed  rule  on 
misleading  containers  and 
nonfunctional  slack-fill  as  required  by 
Executive  Orders  12291  and  12612  and 
the  Regulatory  Flexibility  Act.  Executive 
Order  12291  compels  agencies  to  use 
cost-benefit  analysis  when  making 
decisions,  and  Executive  Order  12612 
requires  Federal  agencies  to  ensure  that 
Federal  solutions,  rather  than  State  or 
local  solutions,  are  necessary.  The 
Regulatory  Flexibility  Act  requires 
regulatory  relief  for  small  businesses 
where  feasible.  The  agency  finds  that 
this  proposed  rule  is  not  a  major  rule  as 
defined  by  Executive  Order  12291.  In 
accordance  with  the  Regulatory 
FlexibiUty  Act  (Pub.  L.  9fr-354),  FDA 
has  also  determined  that  this  proposed 
rule  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
businesses.  Finally,  any  federalism 
issues  that  would  require  an  analysis 
under  Executive  Order  12612  are 
resolved  as  a  matter  of  law  by  section 
6  of  the  1990  Amendments. 

A.  Market  Failure 

FDA  believes  the  current  proposal 
cannot  be  justified  on  the  grounds  of 
market  failure.  Required  net  weight 
figures  already  provide  information  on 
package  contents.  Furthermore,  if 
consumers  object  to  the  level  of  slack- 
fill  in  a  given  package,  they  can  easily 
identify  that  product  by  brand  name  and 
refrain  from  purchasing  that  particular 
product  in  the  future.  However,  FDA 
believes  that  the  lOM  report  and 
comments  on  whether  section  403(d)  of 
the  act  is  being  adequately  implemented 
establish  tliat  a  situation  in  which 
lulemaking  is  required  under  section  6 
(jt  the  1990  amendments  exists. 


There  are  tftree  primary  alternatives 
avail^le  to  FDA  with  respect  to 
ensuring  adequate  implementation  of 
section  403(d)  of  the  act. 

(1)  Adopt  a  regulation  that  does  not 
define  nonfunctional  slack-fill  but  only 
repeats  the  language  of  section  403(d)  of 
the  act 

(2)  Define  nonfunctional  slack-fill  as 
proposed,  with  possible  additional 
exemptions  such  as  the  following:  (a) 
Gift  products  in  nonreusable  containers, 
(b)  new  products,  initially  introduced, 
where  appropriate  packaging  material 
and  equipment  are  not  already 
available,  and  (c)  small  businesses. 

(3)  Define  not  only  misleading  fill  but 
also  when  a  container  has  been  made  or 
formed  to  be  misleading. 

B.  Costs 

1.  Repeat  the  language  of  section  403(d) 
of  the  act 

This  alternative  serves  as  the 
benchmark  for  estimating  the  costs  and 
benefits  of  the  other  alternatives; 
therefore,  no  costs  or  benefits  will  be 
estimated  for  this  alternative. 

2.  Define  nonfunctional  slack-fill  as 
proposed,  with  possible  additional 
exemptions 

Potential  compliance  costs  to  industry 
include  designing  and  manufacturing 
new  packages.  FDA  currently  has  no 
information  on  the  number  of  firms  that 
would  be  affected  or  on  the  cost,  if  any. 
of  required  package  changes.  FDA 
requests  information  on  compliance 
costs  to  firms  resulting  from  this 
alternative  beyond  the  costs  that  would 
occur  if  FDA  promulgates  a  regulation 
that  repeats  the  language  of  section 
403(d)  of  the  act. 

In  addition,  consumers  may  undergo 
a  utility  loss  from  a  reduction  in  the 
variety  of  packages  currently  available. 
Although  the  utility  loss  per  product  is 
probably  small,  FDA  believes  this  utility 
loss  may  be  significant  in  the  aggregate, 
compared  to  the  utility  loss  from  the 
reduction  in  the  variety  of  packages  that 
would  occur  if  FDA  promulgates  a 
regulation  that  repeats  the  language  of 
section  403(d)  of  the  act.  FDA  requests 
information  on  consumer  valuation  of 
packaging  variety. 

This  alternative  includes  a  possible 
exemption  for  gift  products  in 
nonreusable  containers.  The  cost  of  this 
alternative  with  this  exemption  is  as 
above,  less  the  compliance  cost  to 
manufacturers  of  these  products  and  the 
utility  loss  to  consumers  from  reducing 
the  current  level  of  variety  in  the 
packaging  of  these  products.  FDA 
cannot  estimate  this  cost  at  this  time 
because  FDA  has  been  unable  to  specify 


an  operational  definition  of  gift  product. 
FDA  requests  comments  on  whether  it 
would  be  appropriate  to  provide  this 
exemptien,  on  defining^ gift  product,  and 
on  consumer  dissatisfaction  with  the  fill 
of  these  products. 

This  alternative  also  includes  a 
possible  temporary  exemption  for  new 
products,  initially  marketed,  where 
appropriate  packaging  material  and 
equipment  (that  is,  material  and 
equipment  that  eliminate  nonfunctional 
slack-fill)  are  not  already  available.  The 
cost  of  this  alternative  with  this 
exemption  is  as  above,  less  the 
compliance  cost  to  manufacturers  of 
these  products  and  the  utility  loss  to 
consumers  from  the  reduction  in  the 
current  rate  of  introduction  of  new 
products  onto  the  market.  FDA  cannot 
estimate  this  cost  at  this  time  and 
requests  information  on  the  effect  of  this 
proposal  on  the  rate  of  introduction  of 
new  products  onto  the  market  in  the 
absence  of  this  exemption,  and  on 
consumer  valuation  of  any  change  in  the 
rate  at  which  new  products  are 
introduced  onto  the  market  FDA  also 
requests  information  on  whether  it 
would  be  appropriate  to  provide  this 
exemption. 
In  addition,  this  alternative  includes  a 

Eossible  exemption  for  small 
usinesses.  Under  the  Regulatory 
Flexibility  Act  of  1990,  FDA  is  required 
to  consider  relief  for  small  businesses 
from  regulation  where  feasible.  The  cost 
of  this  alternative  with  this  exemption 
is  as  above,  less  the  compliance  cost  to 
small  businesses  and  the  utility  loss  to 
consumers  from  a  possible  reduction  in 
the  competitiveness  of  small  businesses. 
The  fixed  cost  of  developing  and 
introducing  new  packaging  and 
purchasing  new  packaging  equipment  is 
a  significant  cost  for  small  businesses. 
In  the  absence  of  this  exemption,  small 
businesses  will  be  less  able  to  produce 
a  wide  variety  of  products  and  product 
sizes  than  large  businesses.  FDA  cannot 
estimate  this  cost  at  this  time.  FDA 
requests  information  on  the  effect  of  this 
alternative  on  small  business  in  the 
absence  of  a  small  business  exemption. 
FDA  also  requests  information  on 
whether  it  would  be  appropriate  to 
provide  this  exemption. 

3.  Define  not  only  misleading  fill  but 
when  a  producthas  been  made  or 
formed  to  be  misleading 

The  costs  of  this  alternative  are 
identical  in  kind  to  the  costs  of  defining 
nonfunctional  slack-fill  as  proposed. 
FDA  cannot  estimate  these  costs 
without  specifying  the  conditions  under 
which  a  product  has  been  made  or 
formed  to  be  misleading.  However, 
since  this  alternative  would  place 
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additional  restrictions  on  packaging 
beyond  the  restrictions  that  would  occur 
if  FDA  promulgates  a  regulation  that 
repeats  the  language  of  section  403(d)  of 
the  act  or  defines  nonfunctional  slack- 
fill  as  proposed,  the  compliance  cost  of 
this  alternative  will  be  greater  than  that 
of  either  of  these  other  two  alternatives. 
FDA  requests  comments  on  potential 
specifications  of  when  a  produci  is 
made  or  formed  to  be  misleading,  as 
well  as  on  the  costs  of  such 
specifications  to  industry,  consumers, 
and  society  in  general. 

C  Benefits 

1.  Repeat  the  language  of  section  403(d) 
of  the  act 

This  alternative  serves  as  the 
benchmark  for  estimating  the  costs  and 
benefits  of  the  other  alternatives; 
therefore,  no  costs  or  benefits  will  be 
estimated  for  this  alternative. 

2.  Define  nonfunctional  slack-fill  as 
proposed,  withpossible  additional 
exemptions 

Potential  benefits  of  this  alternative 
include  a  reduction  in  the  incidence  of 
differing  interpretations  of  the  language 
of  section  403(d)  of  the  act  that  might 
occur  if  FDA  promulgated  a  regulation 
repeating  the  language  of  section  403(d). 
FDA  cannot  estimate  this  benefit  at  this 
time  and  requests  information  on  the 
likely  incidence  and  cost  of  differing 
interpretations  of  the  language  of 
section  403(d)  of  the  act  that  might 
occur  if  FDA  promulgated  a  regulation 
repeating  the  language  of  section  403(d). 

Potential  benefits  of  this  alternative  to 
consumers  will  result  from  the  possible 
reduction  in  the  incidence  of  consumer 
dissatisfaction  with  the  fill  of  food 
containers.  A  certain  amount  of 
consumer  dissatisfaction  with  slack-fill 
is  likely  to  remain  since  the  amount  of 
slack-fill  in  general  will  continue  to 
vary  between  packages  of  the  same 
products  (because  of  settling,  product 
breakage,  etc.),  between  different  brands 
of  the  same  product  (because  of 
different  packaging  technology  and 
product  characteristics),  and  between 
different  products.  FDA  currently  has 
no  information  on  the  level  of  consumer 
dissatisfaction  with  the  fill  of 
containers,  or  on  the  degree  to  which 
current  consumer  dissatisfaction 
concerns  nonfunctional  slack-fill  rather 
than  slack-fill  in  general.  Thus,  FDA 
cannot  estimate  this  benefit  at  this  time. 

However,  since  consumers  can 
identify  offending  packages  by  brand 
name  and  refrain  from  purchasing  that 
product  in  the  future  (even  when 
complaints  of  slack-fill  cannot  be 
addressed  by  current  Federal  or  State 


law),  it  is  unlikely  that  utility  losses 
from  this  source  are  significant.  The 
benefit  to  consumers  from  changes  in 
the  regulations  addressing  slack-fill 
should  therefore  be  quite  modest. 

The  benefit  of  this  alternative  with 
any  of  the  three  possible  additional 
exemptions  will  be  as  above,  less  the 
value  of  the  reduction  in  consumer 
dissatisfaction  with  the  fill  of  the 
products  covered  in  the  exemptions. 
FDA  cannot  estimate  the  benefit  of  this 
alternative  with  the  possible  exemptions 
at  this  time  and  requests  information  on 
consumer  dissatisfaction  with  the  fill  of 
the  products  specified  in  the  possible 
exemptions. 

3.  Define  not  only  misleading  fill  but 
when  a  producthas  been  made  or 
formed  to  be  misleading 

The  benefit  of  this  alternative  is  a 
reduction  in  consumer  dissatisfaction 
with  the  form  or  construction  of 
packaging.  FDA  cannot  estimate  this 
benefit  without  specifying  the 
conditions  under  which  a  produci  has 
been  made  or  formed  to  be  misleading 
beyond  the  current  provisions  of  section 
403(d)  of  the  act.  FDA  requests 
comments  on  potential  specifications  of 
when  a  product  is  made  or  formed  to  be 
misleading,  as  well  as  on  the  benefits  of 
such  specifications  to  consumers. 

D.  Conclusion 

In  accordance  with  Executive  Order 
12291,  the  agency  has  analyzed  the 
economic  effects  of  this  proposed  rule 
and  has  determined  that  this  rule,  if 
promulgated,  will  not  be  a  major  rule  as 
defined  by  that  order. 

In  accordance  with  the  Regulatory 
Flexibility  Act.  the  agency  has  requested 
information  that  will  allow  the  agency 
to  consider  a  small  business  exeniption. 
FDA  requests  information  on  the  effect 
of  this  proposed  rule  on  packaging  costs 
of  small  businesses. 

Finally,  FDA  requests  information  on 
any  other  economic  functions  slack-fill 
might  fulfill  other  than  facilitating  the 
test  marketing  of  new  products  and  the 
preservation  of  packaging  variety  for  gift 
products. 

VI.  Comments 

Interested  persons  may  on  or  before 
January  11, 1993.  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
regulation.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 


above  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday. 

List  of  Subjects  in  21  CFR  Pari  100 

Administrative  practice  and 
procedures.  Food  labeling,  Foods. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  part  100  be  amended  as  follows: 

PART  100— GENERAL 

1.  The  authority  citation  for  21  CFR 
part  100  continues  to  read  as  follows: 

Authority  Sees.  201,  301,  307. 402, 403. 
409.  701  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  321.  331.  337,  342, 
343,  348.  371). 

2.  New  subpart  F.  consisting  of 

§  100.100,  is  added  to  read  as  follows: 

Subpart  F— Misbranding  for  Reasons 
Other  Than  Labeling 

$  1 00.1 00    Misleading  containers. 

In  accordance  with  section  403(d)  of 
the  act,  a  food  shall  be  deemed  to  be 
misbranded  if  its  container  is  so  made, 
formed,  or  filled  as  to  be  misleading. 

(a)  A  container  shall  be  considered  to 
be  filled  as  to  be  misleading  if  it 
contains  nonfunctional  slack-fill. 
"Slack-fill"  is  the  difference  between 
the  actual  capacity  of  a  container  and 
the  volume  pf  product  contained 
therein.  "Nonhmctional  slack-fill"  is  the 
empty  space  in  a  package  that  is  filled 
to  substantially  less  than  its  capacity  for 
reasons  other  than: 

(1)  Protection  of  the  contents  of  the 
package: 

(2)  The  requirements  of  the  machines 
used  for  enclosing  the  contents  in  such 
package; 

(3)  Normal  product  settling  during 
shipping  and  handling; 

(4)  The  need  for  the  package  to 
perform  a  specific  function  (e.g..  where 
packaging  plays  a  role  in  the 
preparation  or  consumption  of  a  food), 
where  such  function  is  inherent  to  the 
nature  of  the  food  and  is  clearly  labeled; 
or 

(5)  The  fact  that  the  product  is  a  gift 
product  consisting  of  a  food  or  foods 
combined  with  a  reusable  gift  container, 
where  the  container  is  intended  for 
further  use  after  the  food  is  consumed. 

(b)  [Reserved! 

Dated:  November  5. 1992. 
David  A.  Kesskr. 
Commissioner  of  Food  and  Drugs. 
Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
jFR  Doc.  92-31528  Filed  12-28-92;  8:45  ami 
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The  President 


(FR  Do&  93-456 
Filed  1-5-93;  4:42  pml 
Billing  cede  3195-01-M 


Executive  Order  12828  of  January  5,  1993 

Delegation  of  Certain  Personnel  Management  Authorities 

By  the  authority  vested  in  me  as  President  by  the  Constitution  and  the 
laws  of  the  United  States  of  America,  including  section  301  of  title  3  of 
the  United  States  Code  and  sections  3502(e).  4505a(e).  and  5377(i)(2)  of 
title  5  of  the  United  States  Code,  it  is  hereby  ordered  as  follows: 

Section  1.  The  Office  of  Persoxmel  Management  is  designated  and  empowered 
to  exercise,  without  the  approval,  ratification,  or  other  action  of  the  President, 
the  following: 

(1)  The  authority  of  the  President  under  5  U.S.C.  3502(e).  as  added  by 
section  4433  of  Public  Law  102-484.  to  shorten  the  period  of  advance 
notice  otherwise  required  by  law  with  respect  to  reductions  in  force. 

(2)  The  authority  of  the  President  under  5  U.S.C.  4505a(e).  as  added 
by  section  2(19)  of  Public  Law  102-378.  to  permit  performance-based  cash 
awards  to  be  paid  to  categories  of  employees  who  would  not  otherwise 
be  eligible. 

Sec.  2.  The  Director  of  the  Office  of  Management  and  Budget  is  designated 
and  empowered  to  exercise,  without  the  approval,  ratification,  or  other  action 
of  the  President,  the  authority  of  the  President  under  5  U.S.C.  5377(iK2), 
as  added  by  section  2(34)  of  Public  Law  102-378,  to  designate  one  or 
more  categories  of  positions  within  an  agency  to  be  treated  as  critical  posi- 
tions within  the  meaning  of  5  U.S.C.  5377(a)(2). 

Sec.  3.  This  order  shall  be  effective  immediately. 


THE  WHITE  HOUSE. 
January  5,  1993. 
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SMALL  BUSINESS  ADMIfllSTRATION 
13  CFR  Part  101 

Administration;  Delegation  of 
Authority,  Claims  Review  Committees 

AGENCY:  Small  Business  Administration. 
action:  Final  rule. 

SUMMARY:  The  Small  Business 
Administration  (SBA)  is  amending  its 
regulations  delegating  authority  to  its 
claims  review  committees.  Presently, 
claims  review  committees  exist  at  the 
District,  Regional,  and  Central  OfBce 
level  and  have  the  authority  to  approve 
settlement  on  primary  obligations  or 
other  evidence  of  an  indebtedness  owed 
the  SBA  for  an  amount  less  than  the 
total  amoimt  due  thereon.  This  rule  sets 
forth  authority  by  which  claims  review 
committees  may  be  established  at  the 
Branch  OfRce  level. 
DATE:  This  rule  is  effective  January  7, 
1993. 

FOR  FURTHER  INFORMATION  CONTACT:  Earl 
Chambers,  Director,  Office  of  Portfolio 
Management,  U.S.  Small  Business 
Administration,  409  Third  Street,  SW., 
Washington,  DC  20416,  (202)  205-6481. 
SUPPLEMENTARY  INFORMATION:  SBA  is 
amending  its  regulations  setting  forth 
the  authority  delegated  to  its  various 
claims  review  committees.  Claims 
reviews  committees  are  established  at 
the  District,  Regional,  and  Central  Office 
level  for  the  purpose  of  determining  the 
action  SBA  will  take  with  respect  to 
debts  owed  the  Agency.  Specifically,  the 
various  claims  review  committees  have 
authority,  at  differing  amoimts 
depending  upon  their  organizational 
level,  to  reach  settlement  on  primary 
obligations  or  other  evidence  of  an 
indebtedness  owed  the  SBA  for  an 
amount  less  than  the  total  amount  due 
thereon.  This  rule  provides  authority  by 
which  a  claims  review  committee  may 
be  constituted  at  the  Branch  Office 
leteL 


In  each  qualified  SBA  Branch  Office, 
a  Branch  Claims  Review  Committee  may 
be  established.  The  membership  of  the 
Committee  shall  consist  of  three 
incumbents  (or  those  officially  acting  in 
their  behalf)  in  the  following  order  of 
position  classification:  Assistant  Branch 
Manager  for  Finance  and  Investment 
(F&I);  Portfolio  Management  (PM)  Chief 
or  Senior  PM  Staff  Member,  Branch 
Counsel;  Finance  Division  (FD)  Chief  or 
Senior  FD  Staff  Member;  and  Business 
Development  SpedaUst  The  first 
person  available  in  the  above  order  shall 
serve  as  chairperson  of  the  committee. 
The  regulation  sets  forth  the  degree  of 
concurrence  reqiiired  of  committee 
members  in  order  to  undertake  certain 
action  as  well  as  the  level  of  authority, 
in  specific  dollar  amoimts,  which  may 
be  exercised  by  the  Branch  Claims 
Review  Committee.  Finally,  the  rule 
states  that  split  decisions  and 
reconsiderations  (appeals)  of  actions 
taken  by  the  Branch  Claims  Review 
Committee  are  to  be  taken  directly  to  the 
Regional  Claims  Review  Committee.  A 
split  decision  for  purposes  of  this  rule 
means  less  than  imanimity  on  those 
matters  which  require  unanimity. 

The  establishment  of  a  Branch  Claims 
Review  Committee  pursuant  to  this 
authority  shall  require  publication  of  a 
notice  in  the  Fedcaral  Registw.  This 
regulation  states  that  Branch  Claims 
Review  Committees  will  not  be 
organized  in  each  SBA  Branch  Office. 
Rather,  this  rule  describes  the  authority 
that  a  Branch  Claims  Review  Committee 
may  exercise  and  requires  that,  in  order 
to  create  a  Branch  Claims  Review 
Committee  in  a  particular  SBA  Branch 
Office,  a  notice  must  be  published 
specifically  designating  such  office. 
This  system  ensures  that  only  those 
SBA  Branch  Offices  with  sufficient 
personnel  and  loan  volume  have  the 
authority  to  imdertake  compromise 
activities. 

Ehie  to  the  fact  that  this  rule  governs 
matters  of  agency  organization, 
management,  and  personnel  and  makes 
no  substantive  change  to  the  current 
regulation,  SBA  is  not  required  to 
determine  if  it  constitutes  a  major  rule 
for  purposes  of  Executive  Order  12291. 
to  determine  if  it  has  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  piirsuant  to  the 
Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq.),  to  do  a  Federalism  Assessment 
pursuant  to  Executive  Order  12612,  or 


to  determine  if  this  rule  imposes  an 
annual  recordkeeping  or  reporting 
requirement  on  10  or  more  persons 
under  the  Paperwork  Reduction  Act  (44 
U.S.C.  ch.  35). 

SBA  is  publishing  this  regulation 
governing  agency  organization,  practice, 
and  procedure  as  a  final  rule  without 
opportxmity  for  public  comment  . 
pursuant  to  5  U.S.C  553(b)(A). 

List  of  Subjects  in  13  CFR  Part  101 

Administrative  practice  and 
procedure;  Authority  delegation; 
Organization  and  function,  Government 
agency;  Reporting  and  recordkeeping 
requirement. 

For  the  reasons  set  forth  above,  SBA 
is  amending  part  101  of  Title  13,  Code 
of  Federal  Regulations,  as  follows. 

PART  101— (AMENDED] 

1.  The  authority  citation  for  part  101 
continues  to  read  as  follows: 

Authority:  Sees.  4  and  5  of  Pub.  L  85-536, 
72  Stat.  384  and  385  (IS  U.S.C  633  and  634, 
as  amended);  sec.  308,  Pub.  L  85-699,  72 
Stat.  694  (15  U.S.C  687,  as  amended);  sec 
5(b)(ll),  Pub.  L  93-386  (Aug.  23, 1974);  and 
5  U.S.C  552. 

2.  Part  V  of  Section  101.3-2, 
Delegation  of  authority  to  conduct 
program  activities  in  field  offices,  is 
amended  by  redesignating  paragraphs 
(a)  through  (d)  as  paragraphs  (b)  through 
(e)  and  by  adding  a  new  paragraph  (a) 
to  read  as  follows: 

S 101 .3-2    Delegation  of  authority  to 
conduct  program  activitiea  in  field  officM. 


PART  V— CLAIMS  REVIEW 
COMMITTEE 

Committee  Authority 

No  authority  has  been  delegated 
within  SBA  to  take  final  action  in 
compromise  settlement  of  any  Agency 
claim  except  through  the  established 
Qaims  Review  Committees.  Actions 
taken  by  such  Committees  must  be  in 
compliance  with  the  provisions  of  this 
regulation. 

a.  Branch  Claims  Review  Committee. 
A  Branch  Claims  Review  Committee 
(BCRC)  may  be  established  in  each 
qualified  branch  office.  Membership 
shall  generally  consist  of  three  available 
incumbents  (or  those  acting  officially  on 
their  behalf)  in  the  following  order  of 
position  classification.  The  first  member 
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available  in  this  order  shall  serve  as 

chairperson: 

Assistant  Branch  Manager/Finance  and 

Investment  PcHtfblio  Management 

Chief  or  Senior  Portfolio  Management 

Staff  Member 
Branch  Counsel 
Finance  Division  Chief  or  Senior 

Finance  Division  Staff  Member 
Business  Development  Specialist 

In  the  face  of  limited  staffing 
availability,  the  Branch  Manager  may 
authorize  a  different  committee 
structure  if  such  structure  is  monitored 
to  ensure  that  each  member  of  the 
committee  is  free  to  give  independent 
opinions  regarding  the  matters  at  hand. 
This  committee  structure  must  be 
approved  by  the  District  Director 
overseeing  the  particular  Branch  Office 
at  issue. 

1.  Authority  is  delegated  to  this 
Committee  to  take  final  approval  action 
on: 

(A)  Claims  not  in  excess  of  $200,000 
(excluding  interest),  upon  the  majority 
vote  of  its  members. 

(B)  Claims  exceeding  $200,000  but  not 
in  excess  of  $300,000  (excluding 
interest),  upon  the  imanimous  vote  of  its 
members. 

(C)  Claims  of  any  size  when  the 
amount  offered  represents  the  full 
principal  balance  due  (thereby  forgiving 
only  accrued  interest),  upon  the 
majority  vote  of  its  members. 

(D)  Claims  of  any  size  involved  in 
insolvency  proceedings  (bankruptcies, 
state  and  Federal  receiverships,  USDA 
Certified  Mediation  cases,  assignments 
for  the  benefit  of  creditors,  etc.)  or 
which  are  under  the  administrative 
control  of  the  U.S.  Department  of 
Justice,  upon  the  unanimous  vote  of  its 
members. 

(E)  Requests  to  reduce  or  eliminate 
the  interest  rate  charged  and/or  the 
interest  accrued  by  the  Agency  when 
authority  for  such  action  is  not 
otherwise  delegated  to  the  line 
supervisor  or  the  Central  Office  Claims 
Review  Committee,  upon  the  majority 
vote  of  its  members. 

(F)  Private  sales  of  collateral  and 
collateral  purchased  which  exceed  the 
delegated  authority  of  the  line 
supervisor,  upon  the  iwanimous  vote  of 
its  members. 

(G)  Bid  proposals  responding  to  an 
authorized  Request  For  Proposals  for 
annual  auctioneering  services,  upon  the 
unanimous  vote  of  its  members. 

2.  Committee  recommendations  to  sell 
a  loan  or  other  evidence  of  indebtedness 
owed  the  Agency  for  less  than  the 
principal  amount  due.  or  to  compromise 
an  Agency  claim  against  a  "going" 
business  which  is  not  involved  in 


insolvency  proceedings  or  under  the 
administrative  control  of  U.S. 
Department  of  Justice,  must  be 
forwarded  through  channels,  with 
Branch  and  Regional  Committee 
comments,  to  the  Central  Office  Claims 
Review  Committee  for  final  action. 

3.  Settlement  offers  on  claims  of  any 
size  may  be  declined  by  majority  vote  of 
its  members. 

4.  SpUt  decisions  and 
reconsiderations  (appeals)  of  actions 
taken  by  this  Committee  must  go 
directly  to  the  Regional  Claims  Review 
Committee. 

5.  A  Branch  Claims  Review 
Committee  will  not  be  organized  in  each 
SBA  Branch  Office.  Rather,  a  Branch 
Claims  Review  Committee  may  be 
established  at  an  SBA  Branch  Office 
only  pursuant  to  a  specific  designation 
of  a  particular  branch  office.  pubUshed 
as  a  notice  in  the  Federal  Register.  Such 
designation  will  be  based  upon  the 
sufficiency  of  that  office's  personnel  as 
well  as  its  loan  volume. 

Dated:  December  2B.  1992. 
Patricia  Saild. 
Administrator. 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
CommlMion 

18  CFR  Parts  346  arKl  381 
pocket  No.  RM92-17-000] 
Elimination  of  Rling  Fees 

AGENCY:  Federal  Energy  Regulatory 
Commission,  DOE. 
action:  Final  nile. 


summary:  The  Federal  Energy 
Regulatory  Commission  (Commission)  is 
amending  its  regulations  to  eliminate 
certain  filing  fees.  The  Commission  will 
retain  filing  fees  for  petitions  for 
issuance  of  a  declaratory  order  and  the 
fees  for  blai^et  certificate  applications 
made  by  Hinshaw  pipelines  and  local 
distribution  companies,  for  petitions  for 
rate  approval  pursuant  to 
§  284.123(b)(2),  and  for  initial  or 
extension  reports  for  title  m 
transactions,  in  addition  to  the  six  filing 
fees  proposed  for  retention  in  the  notice 
of  proposed  rulemaking.  The 
Commission  also  is  revising  the  current 
methodology  for  annual  adjustments  to 
its  fiUng  fees  and  direct  billing. 
EFFECTIVE  date:  This  rule  is  effective 
January  4. 1993. 


FOR  FURTHER  MFORMATKM  CONTACT: 
Julia  Lake  White.  Office  of  the  General 
Counsel.  Federal  Energy  Regulatory 
Commission.  825  North  Capitol  Street. 
NE..  Washington,  DC  20426,  (202)  208- 
0457. 

SUPPLEMENTARY  INFORMATION:  In 
addition  to  publishing  the  full  text  of 
this  document  in  the  Federal  Register, 
the  Commission  has  made  this 
docimient  available  so  that  all  interested 
persons  may  inspect  or  copy  its  contents 
during  normal  business  hours  in  room 
3104, 941  North  Capitol  Street,  NE., 
Washington,  DC  20426. 

The  Commission  Issuance  Posting 
System  (OPS),  an  electronic  bulletin 
board  service,  provides  access  to  the 
texts  of  formal  docxunents  issued  by  the 
Commission.  OPS  is  available  at  no 
charge  to  the  user  and  may  be  accessed 
using  a  personal  computer  with  a 
modem  by  dialing  (202)  208-1397.  To 
access  OPS.  set  your  communications 
software  to  use  300. 1200,  2400  baud, 
full  duplex,  no  parity.  8  data  bits  and  1 
stop  bit.  The  full  text  of  this  document 
will  be  available  on  OPS  for  30  days 
from  the  date  of  issuance.  The  complete 
text  on  diskette  in  WordPerfect  format 
may  also  be  purchased  from  the 
Commission's  copy  contractor.  La  Dom 
Systems  Corporation,  also  located  in 
room  3104. 941  North  Capitol  Street. 
NE..  Washington.  DC  20426. 

Before  Coounissioners: 
Martin  L.  AUday.  Chairman: 
Charles  A  Trabandt,  Elizabeth  Anne 

Moler. 
Jerry ).  Langdon  and  Branko  Terzic 

Elimiiution  of  Certain  Filing  Fees  in 
Parts  346  and  381 

IDocket  No.  RM92-17-000;  Order  No.  548) 
Issued  January  4, 1993. 
I.  Introduction 

The  Federal  Energy  Regulatory 
Commission  (Commission)  is  amending 
its  regulations  in  parts  346  and  381  to 
eliminate  certain  filing  fees.  The 
Commission  will  retain  the  filing  fees 
for  petitions  for  issuance  of  a 
declaratory  order  in  8  381.302  and  the 
fees  in  §  381.207(a)(1)  for  blanket 
certificate  applications  made  by 
Hinshaw  pipelines  and  local 
distribution  companies,  in  §  381.403  for 
petitions  for  rate  approval  pursuant  to 
§  284.123(b)(2).  and  in  S  381.404  for 
initial  or  extension  reports  for  Title  in 
transactions,  in  addition  to  the  six  filing 
fees  proposed  for  retention  in  the  Notice 
of  Proposed  Rulemaking.  The 
Commission  also  is  revising  the  current 
methodology  for  annual  adjustments  to 
its  filing  fees  in  §  381.104(c)  and  direct 
billing  in  S  381.107(a)  of  the  regulations. 
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This  rule  will  be  effective  upon 
issuance. 

n.  Background 

The  Commission  is  authorized  under 
the  Independent  Offices  Appropriation 
Act  of  1952  (lOAA)  to  establish  fees  for 
the  services  and  benefits  it  provides.*  In 
addition,  the  Omnibus  Budget 
Reconciliation  Act  of  1986  (OBRA) 
authorizes  the  Commission  to  "assess 
and  collect  fees  and  annual  charges  in 
any  fiscal  year  in  amounts  equal  to  all 
of  the  costs  incurred  by  the  Commission 
in  that  fiscal  year."  ' 

On  October  15. 1992,  the  Commission 
issued  a  Notice  of  Proposed  Rulemaking 
(NOPR)  proposing  to  eliminate  most 
filing  fees,  with  the  exception  of  six.' 
The  Commission  proposed  to  recover 
costs  associated  with  filings  for  which 
fees  are  being  eUminated  in  the  annual 
charges  assessed  pursuant  to  part  382  of 
the  Commission's  regulations.  The 
Commission  reserved  the  option  to 
order  direct  billing  for  filings  that  may 
be  \musually  extensive  in  scope  and 
that  present  complex  factual,  legal,  or 
poUcy  issues  reqmring  an  extraordinary 
amount  of  time  and  effort  to  process 
them.  The  Commission  also  sought 
comments  on  whether  to  substitute  a 
different  approach  for  the  current 
methodology  for  annual  adjustment  of 
the  retained  filing  fees. 

Twenty-four  comments  were  received 
in  response  to  the  NOPR.*  Thirteen 
commenters  generally  supported  the 
Commission's  proposal  because  it  will 
simplify  the  filing  process,  expedite  the 
consideration  of  filings,  eliminate 
barriers  to  actions  that  may  be 
economically  efficient  and  in  the  public 
interest,  and  to  some  extent  reduce  the 
Commission's  administrative  costs."  At 


'  31  VS.C.  OTOt. 

»42U.S.C717«. 

'  Elimination  of  Certain  Filing  FsM  in  part*  346 
and  381.  DockM  No.  RM92-1 7-000,  97  FR  48005 
(Oct  21. 1992),  rv  FERC  StaU.  *  Rag*.  132,488.  The 
aix  filing  fees  to  be  letained  are:  review*  of 
Department  of  Energy  remedial  order*  in  S  381.303; 
reviews  of  Department  of  Energy  denial*  of 
adjustment  in  §  381.304;  five  Megawatt  exemption 
applications  under  tection  409  of  the  Public  Utility 
R«gula(ory  Policy  Act  (PURPA)  in  S  381.601; 
reviews  of  jurisdictional  agency  detwrninatimu  in 
S  381.402;  certificatioo*  of  (|ualifying  *tatu*  a*  small 
power  production  facility  or  cogeneration  facility  in 
$  381.505;  and  interpretation*  by  the  Office  of  the 
General  Counaal  In  §  381.309. 

«  A  li*t  of  the  commentar*  i*  in  the  Appendix. 

■  See.  e.g..  Columbia  Ga*  Tkananiiasian 
Corporatioo  and  Cohimhto  Gulf  Tr«n«mi*«ion 
Company  (Cohmrfriaj.  Cooimaawaaldi  Ediaon 
Company  (Ediaon):  Ediaon  Electric  butitula  (EEI): 
Enron  lnta**t«ta  Pipalina*  (Enron);  Graan  Mountain 
Po%ver  Corporation  (Green  Mountain);  National  Fuel 
Gas  Supply  Corporatian  (Natioaal  Fuel);  New 
England  Power  Company;  Pacific  Ga*  Tran*ml*«ion 
Company  (Padilc  Gaa);  PabUc  Sy*tem*:  Teane**ee 
Ga*  Pipmina  Company  (Tenne**ee  Ga*);  Northern 


the  same  time,  some  of  these 
commenters  expressed  concerns  with 
the  final  rule's  potential  impact  on 
certain  types  of  transactions  and 
services." 

Eleven  commenters  opposed  the 
elimination  of  filing  fees.'  These 
commenters  argued  that  elimination  of 
the  Commission's  filing  fees  will  not 
result  in  either  simplifying  the  filing 
process  or  expediting  the  review  and 
consideration  of  filings.  According  to 
commenters,  the  Commission  has  not 
shown  that  elimination  of  the  filing  fees 
will  reduce  the  Oimmission's 
administrative  costs. 

Commenters  also  proposed 
modifications  to  the  annual  charges 
assessment  methodology,  retention  of 
additional  filing  fees,  and  modifications 
to  direct  billing  procedures  and  the 
methodology  for  updating  the  filing 
fees. 

For  the  reasons  discussed  below,  the 
Commission  is  adopting  as  final  its 
proposal  to  eliminate  certain  filing  fees, 
with  some  modifications. 

m.  Discussion 

A.  Comments  Supporting  Elimination  of 
Filing  Fees 

The  Commission  received  Uiirteen 
comments  that  supported  this 
rulemaking,  recognizing  its 
procompetitive  and  public  interest 
aspects.  Commenters  noted  that  the 
proposed  rule  would  reduce  overall 
administrative  costs  for  the  Commission 
and  the  companies  it  regulates.*  This  in 
turn  will  benefit  consumers  since  public 
utilities  and  pipelines  generally  pass  on 
the  fees  and  the  costs  associated  with 
filings  to  purchasers  and  consumers.* 
They  also  noted  that  filing  fees 
discourage  otherwise  economically 
advantageous  and  efficient 
jurisdictional  transactions.  *° 

One  commenter  identified  two 
market-distorting  effects  of  the 


Di*tributor  Group;  Florida  Power  ft  Light  Company 
(norlda);  and  UtiliCorp  United  Inc.  (UtiliCorp). 

*  See.  e.g.,  Columbia  Ga«;  Edi*on;  EEI;  Enron;  and 
Tennessee  Gas. 

'  See.  e.g.,  Arizona  Public  Service  Company 
(Arisona);  Arkla  Energy  Resource*  and  Mi**i**ippi 
River  Transmi**ion  Corporation  (AER  and  MRT); 
ANR  Pipeline  Company  and  Colorado  Interstate  Ga* 
Company  (ANR  and  QC):  El  Paso  Natural  Gas 
Company  (EL  Paso);  loMraHlinois  Ga*  ft  Electric 
ao%va-Illinoi*);  )MC  Power  Projects;  Philadelphia 
Electric  Company;  PEC  Pipeline  Group;  Transok 
Gas;  Washington  Water  Power  Company 
(Washington  Water);  and  Williston  Basin  Interstate 
Pipeline  Compeny  (Williston). 

*  See,  e.g..  Public  Systems  at  2;  Northern 
Distributor  Ooup  at  1;  and  Pacific  Gas 
Transmiscicoi  at  2. 

■Sea.  a.g..  Public  Syatem*  at  2;  Northern 
Distributor  Group  at  2. 

"Sea.  e.g..  New  England  Power  at  1:  Northern 
Distributor  Group  at  2. 


Commission's  current  filing  fees  system 
for  the  electric  industry:  (1)  utiUties  may 
forgo  transactions  or  structure  them 
inefficiently  in  order  to  avoid  fees;  and 
(2)  utilities  may  design  transactions  to 
maximize  filing  fees  passed  through  to 
customers/competitors,  seeking  to  gain  a 
competitive  advantage  or  to  block 
competitors  from  participating  in  the 
bulk  power  and  coordination  markets.** 

According  to  commenters,  removing 
filing  fees  will  eUminate  the  cost  of 
filing  as  a  consideration  in  determining 
whether  to  engage  in  certain  . 
transactions,  allowing  those  decisions  to 
be  made  on  their  merits.*'  Commenters 
also  noted  that  the  (Commission's 
existing  filing  fees  system  is  not  clear 
and  leaves  filing  parties  uncertain  as  to 
the  fee,  if  any,  that  is  due.** 

Ckimmenters  supporting  the  rule  also 
pointed  out  that  the  final  rule  will 
eliminate  market  barriers  for  some 
participants,  especially  smaller  entities. 

B.  Impact  of  Elimination  of  Filing  Fees 
on  Annual  Charges  Assessments 

1.  Perceived  Impacts  on  Jurisdictional 
Companies 

The  Commission  proposed  to 
eliminate  most  filing  fees  and  to  recover 
the  (Commission's  costs  associated  with 
these  filings  as  part  of  the  annual 
(diarges  assessed  each  year.  The 
(Commission  noted  in  the  NOPR  that  the 
resulting  increase  in  aimual  charges 
would  be  modest  and  have  no  effect  on 
the  financial  health  or  competitive 
viability  of  any  jurisdictional 
company.** 

Commenters  opposing  the  elimination 
of  the  filing  fees,  apparently  believing 
that  the  increase  in  aimual  charges  will 
be  much  higher  than  will  actually  be  the 
case,  argued  that  the  Commission  must 
accurately  allocate  costs  and  eliminate 
or  avoid  cross-subsidies.  According  to 
these  commenters,  the  Commission 
should  require  pipelines  to  pay 
regulatory  costs  in  proportion  to,  at  to 
compensate  for,  their  regulatory 
activities.**  One  commenter  argued  that 
the  proposed  collection  method  would 
move  further  away  bom  the  theory  that 
those  who  incur  the  costs  of 
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Commission  senricM  should  pay  for 

them."  ^     ,»  .         » 

Arizona  Public  Service  Co.  lAnzonaJ 
argued  that  the  elimination  of  filing  flees 
would  penalize  jurisdictional  utilities 
that  coUect  applicable  filing  fees 
directly  from  the  entity  causing  the 
filing.  Arizona  also  fears  that  annual 
charges  would  be  increased  as  the  filing 
fees  now  recovered  on  an  individual 
basis  are  spread  out  and  recovered  from 
all  applicable  jurisdictional  utilities. 
Arizona  noted  that  a  utility  may  be 
required  to  seek  a  rate  increase  to  absorb 
the  increase  in  the  annual  charges 
assessments  (ACA)." 

Jurisdictional  utilities  that  collect 
applicable  filing  fees  directly  from  the 
entity  causing  the  filing  will  not  be 
penalized  by  this  final  rule.  The 
increase  in  annual  charges  paid  by 
utilities  will  be  modest.  Utilities  may 
file  to  recover  the  increased  annual 
charges  if  they  choose  to  do  so.  Utilities 
may  also  seek  to  have  these  adjusted 
annual  diarges  allocated  to  the 
customers  who  use  those  kilowatt 

hours. 

Commenters  also  noted  that,  under 
the  current  ACA  methodology, 
jurisdictional  entities  are  not  guaranteed 
recovery  of  annual  charges  payments  to 
the  Commission.  According  to  one 
commenter,  under  current  market 
conditions,  merely  having  the  right  to 
collect  the  ACA  does  not  guarantee  that 
regulated  entities  will  actually  collect 
the  ACA  on  volumes  of  natural  gas 
transported.  This  commenter  noted  that, 
when  the  pipeline  is  forced  to  offer  a 
discounted  rate  that  includes  the  full 
ACA  surcharge,  the  pipeline 
shareholders,  not  customers,  would 
fund  a  portion  of  the  Commission's 
activities."  According  to  two  joint 
commenters,  the  annual  charges 
element  in  a  pipeline's  rate  may 
constitute  a  significant  portion  in  a 
deeply  discounted  transportation 
arrangement.  They  alleged  that,  in  a  low 
margin  transaction,  the  annual  charge 
increase  may  render  the  transaction 
uneconomic.*' 

The  Commission  has  considered  these 
comments  but  nonetheless  believes  that 
eliminating  filing  fees  will  have  a 
moderate  impact  on  annual  charges  for 
jurisdictional  companies.  To  the  extent 
that  these  commenters  believe  that  the 
elimination  of  filing  fees  will  vastly 
increase  their  annual  charges 
assessments,  they  are  mistaken. 

In  1992,  the  total  annual  charges 
assessments  to  oil  companies  were 
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$2,589,000:  if  filing  fees  had  been 
eliminated,  the  total  annual  charges 
would  have  been  $2,675,000,  a 
difference  of  $86,000.  which  will  be 
spread  out  over  137  companies.  The 
largest  annual  charges  assessed  against 
an  oil  pipeline  in  1992  were  $164,000 
and  the  smallest  annual  charges 
assessed  against  an  oil  pipeline  were 
$18.  If  filing  fees  had  been  eliminated, 
the  largest  annual  charges  that  would 
have  been  assessed  against  an  oil 
pipeline  would  have  been  $170,000  and 
the  smallest  annual  charges  that  would 
have  been  assessed  would  have  been 
$19.  This  is  a  difference  of  $6,000  and 
$1,  respectively. 

In  1992,  the  total  annual  charges 
assessments  to  electric  public  utilities 
were  $29,083,000;  if  the  filing  fees  other 
than  for  small  power  and  co-generation 
had  been  eliminated,  the  annual  charges 
would  have  been  $31,306,000.  which  is 
a  difference  of  $2,223,000.  which  would 
be  spread  out  over  182  companies.  The 
largest  annual  charges  assessed  against 
a  public  utility  in  1992  were 
$1,330,174  »•»  and  the  smallest  annual 
charges  assessed  against  a  public  utility 
were  $2.  If  filing  fees  had  been 
eliminated,  the  largest  annual  charges 
that  would  have  been  assessed  against  a 
public  utility  would  have  been 
$1,431,799  and  the  smallest  annual 
charges  that  would  have  been  assessed 
would  have  been  $2.  This  is  a  difference 
of  $101,625  and  zero,  respectively. 
In  1992.  the  total  annual  charges 
assessments  to  gas  companies  were 
$61,018,000;  If  the  filing  fees  had  been 
eliminated,  the  annual  charges  would 
have  been  $68,265,000.  which  is  a 
difference  of  $7,247,000,  which  will  be 
spread  out  over  115  companies.  The 
largest  annual  charges  assessed  against 
a  gas  company  in  1992  were  $3,951,147 
and  the  smallest  annual  charges 
assessed  against  a  gas  company  were 
$145.  If  filing  fees  other  than  producer 
fees  had  been  eliminated,  the  largest 
annual  charges  that  would  have  been 
assessed  against  a  gas  company  would 
have  been  $4,420,543  and  the  smallest 
annual  charges  that  would  have  been 
assessed  would  have  been  $162.  This  is 
a  difference  of  $469,396  and  $17. 
respectively. 

The  benefits  that  will  accrue  as  a 
result  of  this  rule  will  not  be 
counterbalanced  by  burdensome 
increases  in  annual  charges.  If  the 

Eroposal  to  eliminate  most  filing  fees 
ad  been  in  effect  in  1992,  there  would 
have  been  no  increase  in  annual  charges 
for  hydro-electric  companies  and  an 
increase  of  only  about  3  percent  for  oil 


pipelines.  For  electric  utilities  and 
natural  gas  pipelines,  there  would  have 
been  overall  increased  annual  charges  of 
about  7.64  and  11.88  percent, 
respectively. 

'The  largest  assessments  and  the 
smallest  aswssments  are  both  being 
affected  equally:  the  effect  is  a  low 
percentage  increase  in  annual  charges. 
The  highest  increase  in  annual  charges 
would  have  occurred  with  respect  to  the 
gas  pipelines  and  this  increase  would 
only  have  been  11.88  percent. 

Of  equal  importance  to  the  modest 
increase  in  annual  charges  occasioned 
by  this  rule  is  the  fact  the  increase  in 
annual  charges  does  not  result  in  any 
additional  revenue  to  the  Commission. 
The  increases  in  annual  charges  are 
offset,  dollar  for  dollar,  by  decreases  In 
filing  fees.  Those  filing  fees  are 
generally  paid  by  the  very  same  entities 
that  are  paying  annual  charges.  For 
example,  in  1992.  Texas  Eastern 
Transmission  Corporation  (Texas 
Eastern)  paid  annual  charges  of 
$2,292,048  and  filing  fees  for  all  its 
various  filings  of  $589,618.  or  total 
charges  of  $2,881,666.  If  the  rule  had 
been  in  place  for  1992.  Texas  Eastern 
would  have  paid  annual  charges  of 
$2,564,343.  While  as  an  industry  the 
offset  will  be  doUar-for-doUar,  for  any 
given  company  in  any  given  year  the 
effect  of  the  rule  change  may  cause  its 
total  charges  to  be  higher  or  lower  than 
vnthout  the  change.  This  would  occur 
because  the  Commission  offsets  total 
program  costs  with  total  fees  paid  before 
assessing  annual  charges,  rather  than 
offsetting  individual  companies'  annual 
charges  with  individual  fees  paid.  The 
Commission  would  expect  differentials 
to  balance  out  over  time. 

The  Commission  does  not  anticipate 
that  the  removal  of  filing  fees  will  result 
in  a  large  number  of  frivolous  filings  by 
companies  that  were  inhibited  from 
making  such  filings  prior  to  the  fees' 
removal.  To  expect  such  behavior  on  the 
part  of  regulatcKl  entities  is  to  anticipate 
that  they  will  act  in  an  economically 
irrational  manner.  The  Commission 
cannot  presume  that  this  will  be  the 
case. 

Recovering  costs  through  annual 
charges  rather  than  filing  fees  has  the 
advantage  of  enhanced  convenience  antj 
certainty  for  jurisdictional  companies. 
Fees  for  specific  types  of  regulatory 
action  are,  by  their  nature,  subject  to 
greater  fluctuation  than  is  a  single 
annual  charge  based  on  a  pro  rata  share 
of  the  Commission's  costs  for  an  entire 
regulatory  program.'* 


»>  N«w  England  Power  Co.  This  utility  supports 
this  rulemaking. 


'<  For  example,  certain  pipeline  tariff  filing  fees 
(under  18  CFR  3Si.205(alll))  increased  from  $6,600 
In  1990  to  $8,080  in  1992:  pipeline  cartiflcate 
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The  commenters  who  questioned  a 
possible  increase  in  annual  charges  that 
could  result  from  elimination  of  most 
filing  fees  did  not  properly  accoimt  for 
the  fact  that,  to  some  extent,  entities  that 
pav  annual  charges  are  always  cross- 
subsidizing  activities  at  the  Commission 
in  which  they  do  not  actively 
participate  or  as  to  which  they  are  not 
necessarily  direct  beneficiaries.  The 
cross-subsidy  to  which  some 
commenters  allude  is  not  unique  to  this 
proposal  and  is  to  some  extent  inherent 
in  annual  charges.  Thus,  raising  the 
possibility  of  problems  that  occur  with 
respect  to  annual  charges  to  oppose 
elimination  of  filing  fees  is  an 
impermissible  and  untimely  collateral 
attack  on  the  annual  charges 
methodology. 

2.  Perceived  Impact  on  Gampanies  With 
Little  Direct  Involvement  With  FERC. 

Iowa-Illinois  is  concerned  that  the 
Commission's  proposal  to  shift  recovery 
of  costs  from  filing  fees  to  annual 
charges  assessments  will  adversely 
impact  companies  who  have  little  direct 
involvement  with  the  Commission. 
Iowa-Illinois  pointed  out  that  it 
generates  few  filings  and  the 
Commission  therefore  expends  little 
time  and  resources  processing  Iowa- 
Illinois'  filings.  According  to  Iowa- 
Illinois,  movement  away  from  direct 
assessment  methodology  raises  the 
possibility  that  Iowa-Illinois  will  be 
assessed  a  portion  of  the  charges  for  the 
multitude  of  filings  made  by  interstate 
natural  gas  pipelines  and  oOier 
entities.** 

Iowa-Illinois'  contentions  lack  merit, 
first,  as  previously  noted,  no 
jurisdictional  company  that  presently 
pays  annual  charges  will  experience  a 
significant  increase  in  its  annual 
charges.  Second,  Iowa-Illinois' 
arguments  are  a  collateral  attack  on 
aimual  charges.  Filing  fees  may  actually 
distort  the  economic  costs  of  doing 
business  with  the  Commission  more 
than  annual  charges  and  may  also 
inhibit  smaller  companies,  with  a  lesser 
ability  to  pay,  from  making  beneficial 
filings. 

Perhaps  most  significantly,  based  on 
this  year's  data.  Iowa-Illinois  actually 
will  benefit  from  the  rule  change. 
According  to  Commission  records, 
Iowa-Illinois  paid  electric  annual 
charges  for  1992  in  the  amount  of 
$34,854  (disregarding  an  adjustment  for 
the  prior  year's  overpayment).  If  the  rule 
change  had  been  in  effect,  the  annual 


charges  would  have  been  $37,517.  In 
fiscal  year  1992.  Iowa-Illinois  also  paid 
$4,850  in  filing  fees — ^meaning  that, 
vmder  the  rule  change,  Iowa-Illinois 
would  have  paid  over  $2,000  less  than 
it  did  under  the  current  system.  Iowa- 
Illinois'  fear  of  a  dramatic  increase  in 
the  amount  of  its  annual  charges  is 
unfounded. 

Finally,  its  contention  that  it  has  had 
relatively  few  filings  in  recent  years 
does  not  signify  that  it  should  be  given 
a  waiver  frt>m  the  annual  charges  that 
jurisdictional  companies  must  pay. 
according  to  statute. 

C.  CoHateml  Attack  on  Annual  Charges 
Assessments  Methodology 

In  addition  to  objecting  to  a  perceived 
increase  in  the  amount  of  aimual 
charges  that  they  will  be  required  to 
pay,  certain  commenters  identified 
problems  with  the  Commission's 
current  methodology  for  assessing     ■ 
annual  charges  pursuant  to  Part  382  of 
the  Commission's  regulations, 
including:  (1)  The  proposal  to  eliminate 
filing  fees  is  inconsistent  with  Order  No. 
636's  policy  initiatives'^;  (2)  ACA 
charges  should  not  be  collected  on 
interstate  pipeline  sales  under  blanket 
certification";  (3)  pipelines  should  be 
able  to  recover  ACA  charges  in  their 
demand  charges";  (4)  pipeUnes  should 
be  able  to  recover  ACA  charges  in  a 
"50-50  demand/commodity  split,""; 
(5)  pipelines  should  be  allowed  to 
recover  increased  ACA  charges  by 
changing  their  method  of  collecting 
annual  diarges  from  a  cost-of-service 
item  to  a  surcharge,  or  vice-versa  ";  (6) 
pipelines  should  be  allowed  to  recover 
increased  ACA  charges  by  adjusting 
their  base  tariff  rates  in  limited  Section 
4(e)  filings  to  reflect  the  increase  in 
annual  charges  ";  (7)  pipelines  should 
be  allowed  to  recover  increased  ACA 
charges  by  continuing  to  collect  the 
existing  level  of  annual  charges  in  their 
base  tariff  rates,  and  collecting  the 
increase  in  annual  charges  resulting 
from  this  rule  through  an  interim 
surcharge  ";  (8)  pipelines  should  be 
allowed  to  recover  increased  ACA 
charges  by  maintaining  the  status  quo 
and  continuing  to  pay  filing  fees  in  lieu 
of  the  increase  in  annual  charges,  until 
the  pipelines  make  their  next  general 
Section  4  rate  filing  ^°;  (9)  pipelines 
should  be  allowed  to  recover  aimual 
charges  through  a  reservation 


surcharge  '>;  (10)  the  ACA  charge 
should  only  be  collected  by  the  pipeline 
at  the  end  of  the  transaction  chain  '*; 
(11)  annual  charges  must  be  assessed 
only  once^;  (12)  the  Commission 
should  include  a  true-up  mechanism 
whereby  an  entity  is  assured  of 
remitting  only  the  annual  charges 
amoimts  actually  collected  *•;  (13) 
increased  annual  charges  assessments 
should  be  billed  by  the  Commission  on 
a  quarterly  basis  ^';  (14)  the  ACA 
methodology  will  result  in  regional 
inequities  that  will  create  a  substantial 
and  unrecoverable  cost  burden  on 
companies  operating  where  pipeline 
construction  has  slowed  due  to  an 
excess  of  capacity";  (15)  increased 
annual  charges  will  have  deleterious 
consequences  for  "incremental 
shippers"  3';  and  (16)  the  Commission 
should  expand  of  the  types  of 
companies  assessed  annual  charges  ". 

First,  the  Commission  will  not 
address  in  this  docket  the  commenters' 
attacks  on  the  way  annual  charges  are 
assessed  and  collected.  These  issues  are 
irrelevant  to  the  question  of  eliminating 
certain  filing  fees.  As  the  Commission 
repeatedly  has  noted,  shifting  the 
recovery  of  the  Commission's  costs  from 
filing  fees  to  annual  charges  will  not 
substantially  increase  any  one 
company's  costs — and  on  an  industry- 
wide basis,  the  change  is  zero.  The 
incremental  increase  in  the  pipelines' 
annual  charges  should  have  negligible 
consequences,  particularly  when  these 
consequences  are  balanced  against  the 
administrative  burden  of  maintaining 
two  different  collection  systems. 
Moreover,  because  this  action  is  being 
taken  in  mid-year,  the  impact  of  doing 
away  with  filing  fees  will  be  spread  over 
two  years. 

Second,  questions  that  have  been 
raised  with  respect  to  the  Commission's 
annual  charges  adjustment  (ACA) 
mechanism  are  beyond  the  scope  of  this 
rulemaking.  The  Commission 
nevertheless  acknowledges  that  several 
of  the  commenters  have  raised  issues 
that  deserve  further  consideration. 
Revisitation  of  the  ACA  mechanism  may 
be  appropriate,  particularly  as  a  result  of 
the  policy  initiatives  in  Order  No.  636." 


ifT  niiQg  fees 
»d  from  $6,600 
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application  fees  Tose  in  the  same  period  bom 
S26.260  to  $39,440;  and  curtailment  filing  fees 
increased  from  $6,270  to  $11,432. 
*>  See  lowa-IUinoU  at  1-2. 


"  See  PEC  Pipeline  Group  at  1-2  and  5-7. 
'*  Tennessee  Gas  Pipeline  Company  at  4. 
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X  The  PEC  Pipeline  Group  at  11-12. 
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Regulations  Governing  Self-Implementing 
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Pipelines  After  Partial  Wellhead  Decontrol.  57  Fit 
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The  Commission  therefore  will  issue  a 
notice  of  inquiry  in  the  near  future 
seeking  comments  on  the  ACA 
mechanism  and  current  market 
conditions.  That  notice  will  take  into 
accoxmt  the  comments  that  were  filed  by 
all  commenters  in  this  case  and  will 
seek  additional  comments  from  entities 
that  are  affected  by  the  Commission's 
annual  charges  assessments. 

D.  Retention  of  Certain  Filing  Fees 

The  Commission  proposed  to  retain 
six  filing  foes  including:  (1)  reviews  of 
Department  of  Energy  remedial  orders 
in  §  381.303:  (2)  reviews  of  Department 
of  Energy  deniaJs  of  adjustment  in 
S  381.304:  (3)  five  megawatt  exemption 
applications  under  Section  405  of  the 
Public  Utility  Regulatory  Policy  Act 
(PURPA)  in  §  381.601;  (4)  reviews  of 
jurisdictional  agency  determinations  in 
§  381.402;  (5)  certifications  of  qualifying 
status  as  a  small  power  production 
facility  or  cogeneration  racility  in 
§  381.505;  and  (6)  interpretations  by  the 
Office  of  the  General  Coimsel  in 
§381.305. 

Commenters  generally  supported 
retention  of  these  filing  fees.  However, 
several  commenters  proposed  retention 
of  other  filing  fees.  Two  commenters 
requested  that  the  Commission  retain 
the  filing  fee  for  petitions  for  issuance 
of  a  declaratory  order  in  §  381.302.*° 
These  commenters  noted  that  non- 
jurisdictional  ontities  may  file  requests 
for  a  declaratory  order  disclaiming 
jurisdiction  and  that  these'filings  are  of 
specific  interest  and  benefit  to  the  party 
making  the  filing.  According  to 
Tennessee,  the  number  of  these 
petitions  seems  to  be  increasing  as  more 
companies  seek  gathering  statxis 
determinations  for  various  facilities.*' 

The  Commission  will  retain  the  filing 
fee  for  petitions  for  issuance  of  a 
declaratory  order  in  §  381.302,  as 
Arizona  and  Tennessee  requested.  This 
is  consistent  with  the  Commission's 
intention  tj  retain  filing  fees  assessed 
against  nonjurisdictional  entities.  The 
Commission  recognizes,  in  the  case  of 
petitions  for  declaratory  orders  for 
gathering  status  determinations  or  for 
other  determinations  of 


13267  (Apr.  18. 1992).  ID  FERC  SUtJ.  *  Regs. 
Preambles  1 30,939  (Apr.  8. 1992):  order  on  reh'g. 
Order  No.  e36-A.  57  FR  36128  (Aug.  12.  1902).  m 
FERC  SUU.  k  Regs.  PrMmblw  1 30. 990  (Aug.  3. 
1992):  order  denying  nh'g  and  chrifying,  S7  FR 
S791 1  (Dec  8. 1993).  81  FERC  1 81 J72  (Nov.  27. 
1992). 

«oSee  Arizona  Public  Service  Ca  •!  4:  nd 
Tennessee  Gas  Pipeline  Co.  al  3. 

«*  Tennessee  Gas  Pipeline  Ca  at  3.  Conmlssioa 
records  indicate  that  10  paUtioaa  for  dacUntor/ 
orders  ior  gathering  datarminattons  were  Bled  ia  FY 
91, 11  pettUoos  ware  filed  in  FY  92.  and  to  dale 
4  petitions  have  been  Bled  in  FY  93. 


nonjurisdictional  status,  that  these 
filings  are  made  by  entities  that  may 
well  not  pay  anniial  charges. 

The  Commission  will  retain  a  filing 
fee  for  blanket  certificate  applications 
made  by  Hinshaw  pipelines  and  local 
distribution  companies  in 
$  381.207(a)(1).  The  PEC  Pipeline  Group 
pointed  out  that  elimination  of  the  filing 
fee  for  all  certificate  applications  will 
allow  intrastate  pipelines  that  are  not 
subject  to  annual  charges  assessinents  to 
avoid  paying  for  Commission  services.** 
The  PEC  Pipeline  Group  argues  that 
interstate  pipelines  should  not  be 
required  to  pay  for  filings  made  by 
Intrastate  pipelines  when  interstate 
pipelines  do  not  enjoy  the  same  benefits 
as  do  the  intrastate  pipelines  providing 
section  311  service. 

The  PEC  Pipeline  Group's  arguments 
do  not  warrant  retention  of  this  filing 
fee.  Since  1989,  the  Commission  has 
processed  only  23  applications  pursuant 
to  8  381.207(a)(1).  Those  applications 
are  routine  in  nature,  are  now  acted 
upon  pursuant  to  delegated  authority^ 
and  do  not  require  significant 
expenditures  of  Commission  resources. 
Since  1989,  these  applications  have  not 
once  been  protested.  Retention  of  the 
current  level  of  filing  fees  for  this 
category  of  applicant  (now  $39,440) 
would  result  in  disproportionately  high 
costs,  however,  because  the  applications 
would  be  considered  on  the  same  base 
that  is  discussed  in  section  F,  herein. 
On  the  other  hand,  the  Commission 
believes  that  these  categories  of  filers, 
who  do  not  pay  aimual  charges  and 
therefore  do  not  defray  the  costs 
applicable  to  consideration  of  their 
applications,  should  pay  a  filing  fee  for 
applications  filed  under  S  381.207(a)(1). 
Based  on  recent  experience  with  these 
types  of  filings,  the  Commission  has 
determined  that  a  comparable  category 
in  terms  of  resources  expended  is  in 
§  381.208,  requests  under  the  blanket 
certificate  notice  and  protest 
procedures.  Presently,  these  filing  fees 
are  $490.  However,  the  applications 
filed  pursuant  to  S  381.207(a)(1)  require 
preparation  of  an  order,  which  should 
add  to  the  fee  that  the  applicant  will 
pay.  The  Commission  therefore  has 
determined  to  retain  an  application  fee 
for  these  applications,  but  will  change 
§  381.207(b)  to  reflect  the  reduced  filing 
fee.  The  fee  that  the  Commission  will 
charge  for  such  filings  in  the  future,  to 
be  updated  on  an  annual  basis  based  on 
the  data  available  with  respect  to  these 
transactions  in  the  Commission's  data 
base,  as  explained  in  section  F  herein, 
will  initially  be  $1,000. 


The  Commission  also  will  retain  the 
filing  fees  under  $$  381.403  and 
381.404.  that  are  applicable  to  petitions 
for  rate  approval  pursuant  to 
S  284.123(b)(2)  and  initial  or  extension 
reports  for  TiUe  III  transactions  for 
intrastate  pipelines,  respectively.  These 
fees  are  charged  for  filings  that  are  made 
by  nonjurisdictional  companies  that  do 
not  pay  annual  charges.  The  volume  of 
these  filings,  which  are  made  on  a 
continuous  and  routine  basis,  can  be 
significant.  The  Commission  has 
determined  to  continue  to  charge  filing 
fees  in  these  circumstances  and  will 
therefore  retain  §$  381.403  and  381.404 
intact. 

Philadelphia  Electric  Company 
(PECo)  requested  the  Commission  to 
exempt  rate  filings  to  effect  transmission 
services  under  the  Federal  Power  Act 
from  the  NOPR's  proposal  to  eliminate 
filing  fees.  PECo  did  not  specify  the 
provision(s)  that  it  wanted  the 
Commission  to  retain,  but  noted  that  a 
number  of  the  filing  fees  incurred  by 
PECo  arise  from  customer  requests  for 
new  transmission  services  and  the 
accompanying  new  rate  schedules, 
PECo  alleges  that  it  and  a  number  of 
other  electric  power  companies  recover 
these  filing  faes  directly  from  the 
customer.  According  to  PECo,  without  a 
separately  identified  filing  fee,  it  would 
be  unlikely  that  electric  power 
companies  could  assess  the  costs  caused 
by  each  rate  filing  to  the  party  that  is 
responsible  for  the  expense.  Annual 
charges  for  pubUc  utilities  are  based,  in 
part,  on  the  amount  of  power  they 
transmit  Thus.  PECo  alleges,  inclusion 
of  annual  charges  in  the  regulatory 
expense  portion  of  their  base  rates 
would  be  one  way  for  PECo  to  recover 
these  costs, 

Edison  Electric  Institute  (EEI) 
requested  the  Commission  to  charge 
filing  fees  for  preliminary  permit 
applications,  and  original  license 
applications  filed  under  part  I  of  the 
Federal  Power  Act  (FPA).*'  EEI  noted 
that  a  large  percentage  of  these 
applications  do  not  result  in  Ucensed 
projects,  so  the  applicants  never  pay 
annual  charges  for  back  charges  to  cover 
their  share  of  the  Commission's 
administrative  costs.**  EEI  also  noted 
that  few  preliminary  permits  and 


«>  The  PEC  Pipeline  Group  al  9-10. 


**  EEI  at  2. 

**  EEI  died  testimony  by  Dick  Hunt,  bnner 
Director  of  the  Committioo's  Office  of  Hydropowar 
Licensing  to  the  Senate  Bnargy  Committee  in 
February  1991.  that  only  S4%  ol  permit.  Ucanaa, 
and  axampHon  q>pUcatioBS  filed  with  FERC 
between  1980  and  1980  «»ara  approved  wd  only 
13%  of  the  approvwi  prateda  iMulled  la  ppacitiBg 
power  plant*.  See  EEI  al  2. 
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original  license  applications  are  filed  by 
owners  of  existing  projects. 

The  costs  of  administering  part  1  of 
the  Federal  Power  Act  are  collected 
pursuant  to  section  10(e)  of  the  Act 
Changes  to  the  manner  in  which  part  I 
costs  are  collected  are  beyond  the  scope 
of  this  rulemaking. 

E.  Direct  Billing 

The  Commission  proposed  to  retain 
the  option  to  order  a  direct  billing 
procedure  at  the  beginning  of  processing 
a  filing  or  at  any  time  up  to  one  year 
after  receiving  a  complete  filing  for 
extraordinary  filings. 

Several  commenters  requested  the 
Commission  to  clarify  what  constitutes 
an  "extraordinary  filing,"  to  implement 
objective  standards  for  determining 
when  and  how  the  direct  billing 
mechanism  will  be  applied,  and  to 
provide  for  notice  to  an  affected 
applicant  as  soon  as  possible  after  an 
extraordinary  filing  is  submitted, 
including  an  estimate  of  the  fee.'*' 
Tennessee  and  Williston  requested  the 
Commission  to  place  a  cap  on  direct 
billing  charges.^  UtiliCorp  requested 
the  Commission  to  simplify  the  direct 
billing  mechanism  by  replacing  the 
periodic  assessment  of  costs  provision 
with  a  one-time  standardized 
complexity  s\ucharge.*'  The  PEC 
Pipeline  Group  reserved  the  right  to 
comment  further  on  the  direct  billing 
test  because  the  NOPR  did  not  suggest 
a  test.** 

The  PEC  Pipeline  (koup  also 
requested  the  Commission  to  clarify  its 
intent  regarding  the  direct  billing 
alternative.  Acoording  to  the  PEC 
Pipeline  Group,  once  filing  fees  are 
eliminated,  it  is  unclear  whether  the 
Commission  intends  to  direct  bill  for  an 
extraordinary  filing  that  no  longer 
requires  a  filing  fee  to  be  remitted.  The 
PEC  Pipeline  Group  interprets 
§  381.107(8)  as  indicating  that  direct 
billing  will  occur  only  on  applications 
associated  with  payment  of  a  filing  fee. 
The  PEC  Pipeline  Group  requested 
clarification  if  this  interpretation  is  not 
the  Commission's  interpretation.*' 
Contrary  to  the  PEC  Pipeline  Group's 
interpretation,  the  direct  billing 
mechanism  is  not  restricted  to  situations 
where  a  filing  fiae  would  otherwise  be 
paid. 

The  Commission  expects  that  the 
occasions  on  which  it  will  resort  to 


direct  bilUng  will  be  extremely  rara.  The 
direct  billing  procedures  %vill  be 
utilized,  at  the  Commission's  discretion. 
only  in  those  cases  involving  complex 
factual,  technical,  environmental, 
procedural  and/or  legal  issues  that 
involve  a  disproportionate  expenditure 
of  Commission  resources.  One  such 
situation  is  a  large  LNG  proiect  that  is 
unrelated  to  any  class  of  dmnestic 
customers  or  domestic  rate  payers  and 
thus  would  not  pay  annual  diaiges.*" 

F.  Annual  Adjustment  of  Fees 

The  Commission  invited  comments 
on  whether  it  should  continue  the 
current  annual  recaloilation  process  on 
the  fees  being  retained.  Few  comments 
were  submitted  on  the  current  axmual 
recalculation  process  in  §  381.104(ij.'* 
EEI  noted  that,  although  the 
Commission's  current  method  of 
updating  filing  fees  may  be  the  most 
cumbersome  of  those  identified  in  the 
NOPR.  it  also  appears  to  be  the  most 
accurate  EEI  requested  the  Conunission 
to  ensure  that  any  alternative  other  than 
the  current  method  selected  to 
recalculate  the  filing  fees  produce 
accurate  results."  ^I  also  suggested 
that  filing  fees  should  be  "spot 
checked"  periodically  to  ensure  that 
they  reflect  actual  costs  for  processing 
specific  filings." 

EEI  specifically  requested  that,  if  the 
Commissicm  uses  a  constant  number  of 
employee  hours  for  each  type  of  filing 
to  calculate  filing  fees,  the  constants 
should  be  developed  using  a  sufficiently 
large  data  base  to  ensure  that  they 
accurately  represent  typical  filings.  EEI 
also  requested  that,  if  fees  are  updated 
by  applying  an  inflation  fector  to  base 
year  fees,  the  "base  year"  should  be 
carefully  chosen  to  ensure  that  it  reftects 
the  level  and  nature  of  filings  for  vWddi 
fees  will  be  charged.'* 

The  Commission  is  substitutii^  a  new 
formula  for  the  present  annual 
adjustment.  The  formula  for 
determining  each  fee  will  use  a  constant 
base.  That  base  will  be  the  total  number 
of  actual  wrorkmonths  dedicated  to  a 
given  fee  category  for  all  years  for  %vfaich 
die  Commission  has  data,  through  FY 
92  ",  divided  by  the  total  ntunber  of 


<*Sae  AER  and  MRT  at  7-8:  CoBUiumwaallfa 
Edison  at  1  wd  4-«:  TannaMW  at  S;  wd  WUIistOD 
Basin  at  2. 

**TauM(a«e  Gat  Ptpdlne  Conpanjr  at  5  and 
Williston  at  2. 

«'UtiUCofpat9L 

**  PEC  KpaliiM  Group  at  ta-14. 

*>PEC  Pipeline  Group  at  13. 


■°See  Yukon  Pacific  Ca  I.P..  S9  FERC 1 61.1S3 
(1992).  order  on  reh'q  60  FERC  161.132  (1992), 
appeal  pending  stib  nom.  Yukon  Pacific  Ca  UP.  v. 
FERC.  No.  92-1503  (D.C  Or.  filed  Oct  7. 1992). 

*<  IS  CFR  381.104(c). 

•*EEI«tX. 

"Id.  at  3. 

"EH  at  a. 

'"  Ttiro  feet,  those  tor  certlficatlont  of  qualifying 
status  as  a  small  power  productioii  {vdlity  and 
cogeoaration  bciUtias,  will  use  data  for  only  St* 
year*  (1988-1992)  because  prior  to  less  theae  fMt 
««rere  combined,  and  no  data  are  available  for  1SS7. 


actual  oompletians  in  those  years  for 
which  the  Commission  has  data, 
through  FY  02.  This  base  will  be 
multiplied  by  the  average  cost  per 
workmonth  in  the  most  recent  complete 
fiscal  year.** 

This  methodology  for  computing  the 
annual  adjustment  of  fees  is  preferable 
to  other  proposed  methodologies 
because  this  method  wrill  simplify  the 
Commission's  procedures  while 
retaining  an  accurate  update  of  thb  fees. 
Using  five  or  six  years'  data  rather  than 
the  present  three-year  base  will  reduce 
year-to-year  fluctuations.  At  the  same 
time,  using  the  most  current  cost  fector 
will  allow  fees  to  reflect  Commission 
costs  more  accurately  than  would  an 
inflation  fector,  which  would  increase 
the  fees  yearly  based  on  the  rate  of 
inflation  only  for  that  year. 

If  this  formula  for  determining  the 
filing  Caes  had  been  in  efliact  for  FY  02. 
it  would  have  affected  the  fees  that  the 
Commission  proposed  originally  to 
retain  in  the  following  manner*':  (1) 
Reviews  of  Department  of  Energy 
remedial  orders  would  have  been  $12. 
940  instead  of  $13,400;  (2)  reviews  of 
Department  of  Energy  denials  of 
adjustment  would  have  been  $6,940 
instead  of  $5,760;  (3)  the  fee  for  five 
Megawatt  exemptions  would  have  be«i 
$19,900  instead  of  $20,650;  (4)  reviews 
of  jurisdictional  agency  determinations 
would  have  been  $90  instead  of  $85;  (5) 
the  fee  for  certification  as  a  oualifying 
small  power  production  bcility  would 
have  been  $8,120  instead  of  $9,100  and 
the  fee  for  certification  as  a  qualifying 
cogeneration  fedlity  would  nave  been 
$9,560  instead  of  $10,540;  and  (6)  the 
fee  for  interpretations  by  the  Office  of 
the  C^neral  Ckiunsel  would  have  been 
$2,450  instead  of  $2,310. 

The  Commission  is  revising 
§  381.104(c)  to  reflect  its  new  formula. 


All  other  fees  will  use  data  tor  the  six  fiscal ; 
1987  through  1992. 

**  Under  &is  formiila.  the  number  of  workmnniht 
reported  iar  a  class  of  docketed  activity  is  added-to 
that  dais's  pro  rata  ahvB  of  the  worinoatiu 
reported  for  leievaat  support  activitiaa.  This  figure, 
repreaenling  the  total  number  of  worfcmnnths 
dedicated  to  a  class  of  docketed  activitr  for  the 
indicated  years,  is  divided  by  tiM  number  of 
completions  kx  those  six  years  for  the  givaa 
activity.  The  resulting  auoUant  will  be  a  oooalaiit 
factor  used  each  year  tmich  represents  the  average 
number  of  workmonths  required  to  complete  one 
proceeding  in  that  given  class  of  docketed  activtty. 
Next  the  average  coat  of  a  workmoBth  is  ralnilaled 
based  on  the  Conmiaaiaii's  moal  recant  fiscal  year 
actual  costs.  Than,  in  order  lo  datarmine  the  fae  for 
a  given  dass  of  activity,  the  average  ooet  per 
workmonth  is  oMiltipUed  fay  the  fwwtant  Caclor. 
After  roundiag.  emardlug  to  canent  practice.  tU$ 
number  will  iiipi  essiil  the  ise  in  that  categnry. 

•'Tbeee  numbers  for  tiw  fiU^  fees  bell 
have  been  calculated  without  workmonth  and 
completion  data  for  FY  92,  which  are  not  y«l 
available. 
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The  Commission  has  determined  to 
retain  the  filing  fees  for  blanket 
certificate  applications  filed  by  Hinshaw 
pipelines  and  local  distribution 
companies  in  §  381.207(a)(1).  The  data 
base  that  currently  exists  takes  into 
account  all  pipeline  certificate 
applications,  however,  not  just  these 
less  substantial  certificate  applications. 
The  present  fee  therefore  is  based  on 
inclusion  of  larger  and  more  complex 
transactions  that  are  filed  by 
jurisdictional  companies.  The 
Commission  henceforth  will  rely  on  the 
data  generated  with  respect  to  only  the 
Hinshaw  and  LDC  applicants  in 
updating  the  filing  fees  that  will  be 
applicable  to  these  transactions,  which 
are  made  pursuant  to  section  7(c)  of  the 
Natural  Gas  Act  filed  in  accordance 
with  §  284.224  of  the  Commission's 
regulations.  For  the  first  year,  the 
Commission  will  make  the  filing  fee 
$1,000,  based  on  the  S  381.208  filing  fee 
and  its  own  experience.  The 
Commission  will  add  each  succeeding 
year's  information  to  create  a  data  base 
for  the  filing  fees  for  these  applications. 

G.  Miscellaneous  Comments 

1 .  AER  and  MRT  requested  the 
Commission  to  expand  the  scope  of  this 
docket  to  re-examine  all  aspects  of  its 
cost  collection  methodology  including: 
(1)  Assigning  costs  directly  to  entities 
that  cause  the  costs  through  their 
regulatory  activity;  (2)  giving  pipelines 
a  reasonable  opportunity  to  recover  any 
annual  charges  allocated  to  discounted 
transactions;  and  (3)  addressing  the 
problem  of  multiple  collections  of. 
annual  charges  for  transactions  that 
traverse  more  than  one  interstate 
pipeline.*" 

The  Commission  will  not  expand  the 
scope  of  this  docket  to  accommodate 
AER's  and  MRT's  interests  in  order  to 
re-examine  all  aspects  of  the  cost 
collection  methodology.  AER's  and 
MRT's  first  request,  that  the 
Commission  assign  costs  directly  to 
entities  that  cause  the  costs  through 
their  regulatory  activities,  would  result 
in  the  Commission's  abandoning  the 
annual  charges  concept  and  potentially 
could  overburden  smaller  companies, 
with  a  lesser  ability  to  pay.  with 
disproportionate  costs.  In  any  event, 
this  request  is  beyond  the  scope  of  this 
rulemaking. 

The  Commission  is  not  honoring  in 
this  docket  AER's  and  MRT's  request 
that  the  Commission  consider  giving 
pipelines  a  reasonable  opportunity  to 
recover  any  annual  charges  allocated  to 
discounted  transactions.  First,  this 
request  appears  to  be  premised  on  the 


false  assumption  that  there  will  be  a 
significant  increase  in  annual  charges  as 
a  resuU  of  the  elimination  of  the  filing 
fees  at  issue.  As  the  Commission  has 
previously  explained,  however,  filing 
fees  overall  constitute  less  than  12 
percent  of  the  revenues:  annual  charges 
are  the  vast  majority.  Second,  the 
annual  charges  adjustment  mechanism 
set  out  in  §  154.38(d)(6)  of  the 
Commission's  regulations  is  not 
mandatory,  but  rather  is  one  option  by 
which  pipelines  may  recover  their 
annual  charges.'"  Such  charges  may  also 
be  included  and  recovered  as  a  part  of 
regulatory  expense  in  the  pipelines' 
base  rates.  In  any  event,  the  Commission 
will  be  pursuing  possible  revisions  to 
the  ACA  methodology  in  the  near 
future. 

The  last  problem  that  AER  and  MRT 
identified,  multiple  collections  of 
annual  charges  for  transactions  that 
traverse  more  than  one  interstate 
pipeline,  is  similarly  inappropriate  for 
the  Commission  to  address  in  the 
instant  rulemaking.  To  the  extent  that 
the  problem  exists  at  all  (and  AER  and 
MRT  did  not  quantify  the  extent  to 
which  it  allegedly  exists),  it  is  not 
unique  to  this  case  and  will  not  be 
significantly  exacerbated  by  the  modest 
increase  in  annual  charges  that  might 
occur  after  the  elimination  of  the  filing 
fees. 

2.  UtiliCorp  United  Inc.  (UtiliCorp) 
proposed  that  the  Commission  should 
consider  three  refinements  to  the  filing 
fees  mechanism  if  the  Commission 
should  retain  a  filing  fees  approach  to 
cost  recovery."  The  three  proposals  are: 
(1)  within  each  currently  existing 
category  of  filing,  distinctions  should  be 
drawn  based  upon  the  type  of 
application  being  made;  (2)  more  of  the 
existing  filing  fee  categories  should  be 
broken  down  based  on  the  dollar 
amount  involved;  and  (3)  the 
Commission  must  streamline  its  direct 
billing  provision. 

There  is  no  need  to  address 
UtiliCorp's  proposal  because  the 
Commission  is  eliminating  most  filing 
fees  in  this  final  rule. 

3.  In  assessing  annual  charges  under 
Fart  I  of  the  FPA  to  recover  the  cost  of 
other  agencies  participating  in  the  hydro 
licensing  process.  EEI  requested  the 
Commission  to  set  standards  for 
documentation  that  other  agencies  must 
provide  to  substantiate  their  costs.  EEI 
also  requested  the  Commission  to  screen 
and  occasionally  audit  the  bills 
submitted  by  those  other  agencies.** 


The  Conmiission  declines  EEI's 
request  to  set  standards  for 
documentation  that  other  agencies  must 
provide  to  substantiate  their  costs  in 
this  rulemaking.  EEI's  request  is  beyond 
the  scope  of  this  rulemaking  docket.  The 
Commission  intends  to  address  this 
issue  in  a  future  rulemaking  proceeding. 

4.  Filing  Fee  for  Persons  Seeking 
Exempt  Wholesale  Generator  Status 

On  November  10. 1992.  the 
Commission  issued  a  notice  of  proposed 
rulemaking  in  Docket  No.  RM93-1-OO0 
implementing  section  32  of  the  Public 
UtiUty  Holding  Company  Act  of  1935 
(PUHCA).  as  added  by  section  711  of  the 
Energy  Policy  Act  of  1992."  PUHCA 
section  32  requires  persons  seeking  a 
determination  of  exempt  wholesale 
generator  (EWG)  status  to  file  for  a 
determination  with  the  Commission. 
The  Commission  requested  comments 
in  the  NOPR  concerning  whether  to 
create  a  separate  fee  category  for 
applications  for  EWG  status  for  non- 
public utility  EWGs.  The  Commission 
noted  that  comments  received  in  Docket 
No.  RM93-1-O00  would  be  placed  in 
the  record  of  this  rulemaking  docket. 
Comments  are  due  m  Docket  No.  RM93- 
1-000  on  or  before  December  24. 1992. 

Florida  Power  k  Light  Company  (FPL) 
filed  comments  in  support  of  the 
proposal  to  establish  a  filing  fee  for  non- 
public utility  EWG  applicants  in  this 
rulemaking  docket.  FPL  also  raised 
several  concerns  with  the  Commission's 
proposal.  The  Commission  will  address 
FPL's  comments  along  with  the  other 
comments  filed  in  Docket  No.  RM93-1- 
000  separately  from  this  rulemaking 
eliminating  certain  filing  fees. 

IV.  Regulatory  Flexibility  Certification 

The  Regulatory  Flexibility  Act  of  1980 
(FRA)  *3  generally  requires  a  description 
and  analysis  of  final  rules  that  will  have 
significant  economic  impact  on  a 
substantial  number  of  small  entities.** 
Pursuant  to  section  605(b)  of  the  RFA. 
the  Commission  hereby  certifies  that 
this  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 


>«AERaiMlMRTat»-7. 


»iaCFRlS4.36(dM6). 
•«SMUtiUCorpat7-ll. 
"  EEI  tt  3. 


•'Filing  RequireiiMnts  and  Ministerial 
Procedures  for  Persons  Seeking  Exempt  Wholesale 
Generator  Status.  Docket  No.  RM9J-1-000,  57  FR 
55195  (Nov.  24. 1992).  IV  FERC  Stats.  A  Regs.  1 
32.490  (Nov.  10. 1992). 

"5  U.S.C  601-612. 

**  Section  601(c)  of  the  RFA  defines  a  "small 
entity"  as  a  small  business,  a  small  not-for-profit 
enterprise,  or  a  small  governmental  jurisdiction.  A 
"small  business"  is  defined  by  reference  to  section 
3  of  the  Small  Business  Act  as  an  enterprise  which 
Is  "Independently  owned  and  operated  and  which 
is  not  dominant  In  lu  field  of  operation."  19  U.S.C 
632(a). 
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V.  EmrinMUMBtal  Stataownt 

The  Commission  concludes  that 
issuance  of  this  rule  would  not 
represent  a  major  federal  action  having 
a  significant  adverse  effect  on  the 
human  environment  under  the 
Commission  regulations  implementing 
the  National  Environmental  Policy 
Act.*"  This  rule  vrould  be  procedural  in 
nature  and  therefore  foils  within  the 
categorical  exemptions  provided  in  the 
Commission's  regulations. 
Consequently,  neither  an  environmental 
impact  statement  nor  an  environmental 
assessment  is  required.*" 

VI.  Information  Collection  Stateanent 

The  Office  of  Management  and 
Budget's  (OMB)  regulations  require  that 
0MB  approve  certain  information 
collection  requirements  imposed  by 
agency  rule.*'  Howrever.  this  proposed 
rule  contains  no  information  collection 
requirements  and  therefore  is  not 
subject  to  OMB  approval. 

VII.  EfiiectiTe  Date 

Public  Systems  requested  the 
Commission  to  make  the  final  rule 
effective  immediately,  rather  than  30 
days  after  publication  in  the  Federal 
Register.  Pursuant  to  5  U.S.C  553(d)(1). 
Public  Systems  noted  that  a  rule  that 
grants  an  exemption  may  be  placed  into 
immediate  effect  Public  Systems  argued 
that  the  Commission's  rule  would 
exempt  certain  filings  from  fees  and  that 
significant  savings  may  be  effected  if 
filing  fees  can  be  eliminated  by  year's 
end.  According  to  Public  Systems, 
parties  can  begin  their  transactions  in 
the  new  year  with  considerably  more 
flexibility  and  without  the  anti- 
competitive impediments  created  by  the 
present  regulation.** 

The  Commission  will  make  this  rule 
immediately  effective  on  the  date  of 
issuance.  The  Commission  is 
eliminating  a  regulatory  burden  in  the 
fonn  of  filing  fees  and  does  not  foresee 
that  those  affected  by  the  change  mil 
need  time  to  make  adjustments  to 
comply  with  this  rule. 

This  final  rule,  therefore,  is  eflective 
January  4, 1993. 

List  of  Subjects 

18  CFR  Pan  346 

Pipelines,  Reporting  and 
recordkeeping  requirements.  •* 


t8  CFR  Part  381 

Electric  power  plants.  Electric 
utilities.  Natural  gas.  Repeating  and 
recordkeeping  requirements. 

In  consideration  of  the  foregoing,  the 
Commission  is  amending  parts  346  and 
381.  chapter  L  title  18,  Code  of  Federal 
Regulations,  as  set  forth  below. 

By  the  Commissioa.  Commiwionar 
L.angdo{i  dissented  with  a  tepante  ttatemeot 
attachad. 


"See  Order  No.  486.  52  FR  47897  fDec.  17, 
19B7).  FERC  Stats,  ft  Regs.,  Regulations  Preambles 
1966-1990 1 30,783  (Dk.  10. 1987)  (codified  at  IB 
CFR  Pact  3S0). 

••See  18  CFR  380.4(a)(1). 

*' 9  CFR  part  132a 

••Public  Sjrsteou  at  ft. 


iD. 

Secretary. 

PART  346— FEES 

1.  Part  346  is  removed  in  its  entirrty. 

PART  381— FEES 

2.  The  authority  citation  for  Part  381 
is  revised  to  read  as  follows: 

Authorily:  15  U.S.C.  7t7-717w;  16  U.S.C. 
791-«28c,  2601-2645;  31  U.S.C  9701: 42 
U.S.C  7101-7352;  and  49  U.S.C  1-27. 

3.  In  §  381.104.  paragraph  (c)  is 
revised  to  read  as  follows: 

1381.104    Anmial  acquatmant  of  faas. 

(c)  Formula.  (1)  Except  as  provided  in 
paragraph  (c)(2)  of  this  section,  the 
formula  for  determining  each  fee  is  the 
workmonths  dedicated  to  the  given  fee 
category  for  the  six  fiscal  years  1987 
through  1992  or  all  years  prior  to  FY  93 
for  which  data  are  available  divided  by 
the  ntmiber  of  actual  completions  in  the 
six  fiscal  years  1987  through  1992  or  all 
years  prior  to  FY  93  for  which  data  are 
available  multiplied  by  the  average 
monthly  employee  cost  in  the  most 
recent  fiscal  year  for  which  data  are 
available. 

(2)  With  respect  to  the  fees  charged  to 
pipelines  filing  pursuant  to  §  381.207(a), 
the  fee  for  the  first  year  will  be  $1,000. 
The  formula  for  the  fee  in  future  years 
will  be  the  workmonths  from  the 
immediately  prior  year  divided  by  the 
number  of  actual  completions  in  that 
year  multiplied  by  the  average  monthly 
employee  cost  in  the  most  recent  fiscal 
year  for  which  data  are  available.  With 
the  addition  of  future  years,  the  formula 
for  §  381.207(a)  fees  will  be  updated  to 
include  that  year  as  part  of  the  base 
period. 
*        •        •        •        • 

4.  In  §  381.107,  paragraph  (a)  is 
revised  to  read  as  follows: 

1381.107    DkectbHUnfl. 

(a)  Applicability.  If  a  filing  presents  an 
issue  of  fact,  law,  policy,  procedural 
difficulty,  or  technical  complexity  that 
requires  an  extraordinary  amount  of 
expense  to  process,  the  Commission 
may  institute  a  direct  billing  procedure 


for  the  direct  and  indirect  costs  of 
processing  that  filing.  The  Commission 
will  make  a  direct  billing  determination 
under  this  paragraph  not  later  than  one 
year  after  receiving  a  complete  filing 
from  an  applicant. 

5.  Sections  381.201  through  381.206 
are  removed.  §§  381.207(a)  and  (b)  are 
revised.  §§  381.208.  381.209.  381.301. 
and  381.401  are  removed,  §  381.404  is 
revised.  §§  381.405,  381.502  throu^ 
381.504.  and  381.506  through  381.512, 
are  removed  to  read  as  follows*. 


1381.207 

(a)  Definition.  For  purposes  of  this 
section,  "pipeline  certificate 
application"  means  any  application  for 
authorization  or  exemption,  any 
substantial  amendment  to  such  an 
application,  and  any  application,  other 
than  an  application  for  a  temporary 
certificate,  for  authorization  to  amend 
an  outstanding  authorization  or 
exemption,  by  any  person,  made 
pursuant  to  section  7(c)  of  the  Natural 
Cas  Act  filed  in  accordance  with 

§  284.224  of  this  chapter. 

(b)  Fee.  Unless  the  Commission  orders 
direct  billing  under  §  381.107  or 
otherwise,  the  fee  established  for  a 
blanket  certificate  application  is  $1,000. 
The  fee  filed  under  this  paragraph  must 
be  submitted  in  accordance  with 

§  284.224  of  this  chapter. 
•        •        •        •        • 

§381.404    InitM  or  extension  raports  for 
TMa  IN  transactiona. 

The  fee  established  for  an  initial  or 
extension  report  is  $120.  The  fee  must 
be  submitted  in  accordance  with 
subpart  A  of  this  part  and  §§  284.126(c). 
284.148(e),  and  284.165(d). 

Note:  The  following  Appendix  will  not  be 
published  in  the  Code  of  Federal  Regulations- 
Appendix— Commcntars 

1.  Arizona  Public  Service  Company. 

2.  Arkla  Energy  Resources  and  Mississippi 
River  Transmission  Corporation  (filed  )oint 
comments).  * 

3.  ANR  Pipeline  Company  and  Colorado 
Interstate  Gas  Company. 

4.  Columbia  Gas  Transmission  Corporation 
and  Columbia  Gulf  Transmission  Company. 

5.  Commonwealth  Edison  Company. 

6.  Edison  Electric  Institute. 

7.  El  Paso  Natural  Gas*  Ck>mpany. 

8.  Enron  Interstate  Pipelines  (consisting  of 
Northern  Natural  Gas  ciompany, 
Transwestem  Pipeline  Company  and  Florida 
Gas  Transmission  Company). 

9.  Florida  Power  &  Light  Company. 

10.  Green  Mountain  Power  Corporation. 

11.  Io%m-Illinois  Gas  and  Electric 
Company. 

12.  JMC  Power  Projects  (consisting  of 
Ocean  State  Power,  Ocean  State  Power  II, 
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Selkirk  Cogan  Partners.  L.P..  and 
MASSPOWER). 

13.  National  Fuel  Gas  Supply  Corporation. 

14.  New  England  Power  Company. 

15.  Northern  Distributor  Group  (consisting 
of  the  Great  Plains  Natural  Gas  Company. 
Interstate  Power  Company,  Iowa  Electric 
Light  k  Power  Company,  Iowa  Southern 
Utilities  Company,  Metropwlitan  Utilities 
District  of  Omaha.  Michigan  Gas  Company, 
Midwest  Gas,  a  division  of  Midwest  Power 
Systems,  Inc..  Northern  Minnesota  Utilities. 
Northern  States  Power  Company 
(Minnesota),  Northern  States  Power 
Company  (Wisconsin),  Northwestern  Public 
Service  Company,  Peoples  Natural  Gas 
Company,  Division  of  UtiliCorp,  Inc., 
Wisconsin  Gas  Company,  and  Wisconsin 
Power  ft  Light  Company). 

16.  Pacific  Gas  Transmission  Company. 

17.  Philadelphia  Electric  Company. 

18.  Public  Systems  (consisting  of  the 
American  Public  Power  Association, 
Belmont,  Massachusetts  Municipal  Light 
Department,  the  Qty  of  Burlington.  Vermont 
Electric  Light  Department,  the  Connecticut 
Municipal  Electric  Energy  Cooperative,  the 
Florida  Municipal  Power  Agency,  the 
Indiana  Municipal  Power  Agency,  the 
Massachusetts  Municipal  Wholesale  Electric 
Company,  the  Michigan  Municipal 
Cooperative  Group,  the  Northern  California 
Power  Agency,  the  City  Utilities  of 
Springfield,  Missouri,  the  City  of  Westfield. 
Massachusetts  Gas  and  Electric  Department, 
and  the  City  of  Riverside,  California). 

19.  Tennessee  Gas  Pipeline  Company. 

20.  Texas  Eastern  Transmission 
Corporation,  Panhandle  Eastern  Pipe  Line 
Company.  Trunkline  Gas  Company,  and 
Algonquin  Gas  Transmission  Company  (the 
"PEC  Pipeline  Group")  (filed  joint 
comments). 

21.  Transok.  Inc.  and  Transok  Gas 
Transmission  Company. 

22.  UtiliCorp  United  Inc. 

23.  Washington  Water  Power. 

24.  Williston  Basin  Interstate  Pipeline 
Company. 

Elimination  of  Certain  Filing  Fees  in 
Parts  346  and  381 

(Docket  No.  RM92-1 7-0001 
Issued  January  4, 1993. 

Jerry  J.  Langdon,  Commissioner, 
dissenting. 

In  light  of  the  many  negative 
comments  received  in  response  to  the 
NOPR  in  this  Docket.  I  will  dissent  from 
this  order's  departure  from  the  time- 
honored  principle  of  "cost 
responsibility  stems  from  cost 
incurrence."  In  my  concurrence  to  the 
NOPR.  I  noted  that  we  were  well  down 
the  road  toward  this  departure  by 
already  having  a  large  portion  of  our 
budget  be  recovered  through  annual 
charges.  Nevertheless,  I  still  believe 
that,  despite  the  small  percentage  of  our 
revenue  that  it  recovers,  the  filing  fee 
structure  has  multiple  benefits. 

Filing  fees  force  parties  to  make  more 
complete  filings  at  the  Commission.  For 


example,  rather  than  piecemealing  tariff 
provision  changes  through  the  soon-to- 
be  cost-free  filing  process,  a  pipeline, 
under  our  current  provisions,  has  an 
incentive  to  put  these  provisions 
together  into  a  rate  case.*  This  allows  its 
customers  and  the  Commission  to  view 
the  issues  more  globally. 

In  addition,  individual  filing  fees  are 
good  indications  to  parties  about  the 
relative  amount  of  Commission  effort 
needed  to  process  an  appUcation.  This 
Final  Rule  would  limit  such  Instances  to 
extraordinary  direct  bill  situations. 

Also,  filing  fees  are  a  good  check  on 
our  own  efficiency.  By  having  our 
employees  allocate  their  time  to  projects 
(much  as  a  law  firm  does  for  its 
lawyers  J,  we  have  a  useful  way  of 
tracking  employee  efficiency,  if 
necessary.  By  having  filing  fees,  the 
ratepaying  public  can  look  over  our 
shoulder  to  see  how  we're  doing. 

The  statutory  language  relied  upon  in 
this  order  to  support  a  further  move 
away  from  filing  fees  is  selectively 
quoted.  A  review  of  the  statute  reveals 
that  both  fees  and  annual  charges  were 
envisioned.  I  see  no  reason  to  eliminate 
them  altogether  here;  the  statute, 
certainly,  does  not  require  it. 

In  response  to  the  NOPR.  some  parties 
complained  about  the  seeming 
inadequacy  of  the  present  filing  fee 
structure  to  accommodate  various  levels 
of  complexity  within  filings.  This 
should  be  addressed  by  reforming  the 
filing  fee  structure,  not  by  eliminating 
it! 

I  am  pleased  that  parties  responded  to 
the  concerns  I  raised  in  my  NOPR 
concurring  statement  about  problems 
with  the  ACA  charge,  particularly  in 
multiple  pipeline  transactions.  I 
welcome  the  Commission's  decision  to 
examine  this  issue  in  the  near  future 
through  a  Notice  of  Inquiry.  In  my 
review  of  the  legislative  history  of  the 
statute.  I  discovered  that  this  precise 
point  was  of  concern  to  its  drafters. 

This  Final  Rule  is  a  step  backward 
from  our  progress  toward  implementing 
"good  government"  procedures  at  the 
Commission:  therefore.  I  will  dissent 
from  its  issuance. 
Jerry  J.  Langdon. 
Commissioner. 
(FR  Doc.  93-286  Filed  1-6-93;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Adminletretion 

21  CFR  Pert  177 
[Docfc«tNo.88F-01151 

Indirect  Food  Additlvee;  Polymera 

AQENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 


*  Tb«  ord«r  mistakenly  views  the  argumeott  in 
this  vein  as  asMrting  that  such  filings  will  be 
"frivolous."  Miijt«o  at  page  ll.Although  1  tuppose 
thay  could  ba  "frlvolotu."  piacemaaled  filings  are 
not  necMsaiily  «o  by  definition. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
food  additive  regulations  to  provide  for 
the  additional  use  of  Nylon  12  in 
coatings  for  repeated  use  in  contact  with 
food.  This  action  responds  to  a  petition 
filed  by  Huls  America.  Inc. 
DATES:  EfpBCtive  January  7. 1993;  written 
objections  and  requests  for  a  hearing  by 
February  8, 1993. 

ADDRESSES:  Submit  written  objections  to 
the  Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration, 
rm.  1-23, 12420  Parklavra  Dr., 
Rockville,  MD  20857. 
FOR  FURTHER  ^FORMATION  CONTACT:         ^ 
Hortense  S.  Macon,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF- 
335),  Food  and  Drug  Administration, 
200  C  St.  SW..  Washington.  DC  20204, 
202-254-9500. 

SUPPLEMENTARY  INFORMATION:  In  a  notice 
published  in  the  Fedend  Register  of 
May  10. 1989  (54  FR  20203).  FDA 
announced  that  a  food  additive  petition 
(FAP  9B4137)  had  been  filed  by  Huls 
America.  Inc..  80  Centennial  Ave.. 
Piscataway.  NJ  08855-0456.  proposing 
that  5 177.1500  Nylon  resins  (21  CFR 
177.1500)  be  amended  to  provide  for  the 
additional  use  of  Nylon  12  in  coatings 
intended  for  repeated  use  in  contact 
with  food. 

FDA  has  evaluated  data  in  the 
petition  and  other  relevant  material  and 
concludes  that  the  proposed  use  of  the 
food  additive  is  safe.  The  agency  further 
concludes  that  8 177.1500  should  be 

amended  as  set  forth  below.  

In  accordance  with  §  171.1(h)  (21  CFR 
171.1(h)),  the  petition  and  the 
documents  that  FDA  considered  and 
reUed  upon  in  reaching  its  decision  to 
approve  the  petition  are  available  for 
inspection  at  the  Center  for  Food  Safety 
and  Applied  Nutrition  by  appointment 
with  the  information  contact  person 
listed  above.  As  provided  in  21  CFR 
171.1(h).  the  agency  will  delete  from  the 
documents  any  materials  that  are  not 
available  for  public  disclosure  before 
making  the  documents  available  for 
inspection. 

The  agency  has  carefully  considered 
the  potential  environmental  efiiects  of 


9.  Nyton  12  nt 

a.  In  food-oonti 
avsfage  tttid 
0.0016  tncti  I 
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Dated:  Dec 
Fre4R.Shsji 

Director.  Cen 
Nutrition. 
(FRDoc93- 
WIXttOCOOE' 


Federal  Rggister  /  Vol.  58,  No.  4  /  Thursday.  January  7,  1993  /  Rules  and  Regulatiom  2977 


this  action.  FDA  has  concluded  that  the 
action  will  not  have  a  significant  impact 
on  the  human  environment,  and  that  an 
environmental  impact  statement  is  not 
required.  The  agency's  finding  of  no 
significant  impact  and  the  evidence 
supporting  that  finding,  contained  in  an 
environmental  assessment,  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above)  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 

Any  person  who  will  be  adversely 
aHected  by  this  regulation  may  at  any 
time  on  or  before  [insert  date  30  days 
after  date  of  publication  in  the  Federal 
Register),  file  with  the  Dockets 
Management  Branch  (address  above) 
written  objections  thereto.  Each 
objection  shall  be  separately  numbered, 
and  each  numbered  objection  shall 
specify  with  particularity  the  provisions 
of  the  regulation  to  which  objection  is 
made  and  the  grounds  for  the  objection. 
Each  numbered  objection  on  which  a 
hearing  is  requested  shall  specifically  so 


state.  Failure  to  request  a  hearing  for 
any  particular  objection  shall  constitute 
a  waiver  of  the  right  to  a  hearing  on  that 
objection.  Each  niunbered  objection  for 
which  a  hearing  is  requested  shall 
include  a  detailed  description  and 
analysis  of  the  specific  factual 
information  intended  to  be  presented  in 
support  of  the  objection  in  the  .event 
that  a  hearing  is  held.  Failure  to  include 
such  a  description  and  analysis  for  any 
particular  objection  shall  constitute  a 
waiver  of  the  right  to  a  hearing  on  the 
objection.  Three  copies  of  all  documents 
shall  be  submitted  and  shall  be 
identified  with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
docxunent.  Any  objections  received  in 
response  to  the  regulation  may  be  seen 
in  the  Dockets  Mtmagement  Branch 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

List  of  Subjects  in  21  CFR  Part  177 

Food  additives.  Food  packaging. 


Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  and  redelegated  to 
the  Director,  Center  for  Food  Safety  and 
Applied  Nutrition,  21  CFR  part  177  is 
amended  as  follows: 

PART  177-4NDIRECT  FOOD 
ADDITIVES:  POLYMERS 

1.  The  authority  citation  for  21  CFR 
part  177  continues  to  read  as  follows: 

Authority:  Sees.  201.  402,  409,  706  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C  321,  342,  348,  376). 

2.  Section  177.1500  is  amended  in  the 
table  in  paragraph  (b)  by  revising  entry 
"9"in  the  first  column  under  the 
heading  "Nylon  resins"  to  read  as 
follows.  The  text  under  the  remaining 
headings  is  unchanged. 

§  177.1500  Nylons  resins. 
(b) 


Nylon  fMina 


Specific  gravity 


Melting  potm 

(degrees 

Fahrenheit) 


SotubtUty  m 

tx>lllng4.2M 

HC1 


Viscosity  r4o. 


Maximum  extractatM  fraction  In  selected  solvents  (ex- 
pressed in  percent  t>y  weight  ot  resin) 


Water 


95  percent 
•tttyl  alcohol 


Eth^  acetate        Benzene 


9.  Nyton  12  resins  for  use  only: 

a.  In  food-contact  fiime  having  art 
atwrage  (tilcla>eas  not  to  exceed 
0  0016  Inch  miandad  tor  uee  m 
coTftact  wWi  nonalcofiollc  food 
under  the  oonditione  of  use  A 
(sterilization  r>ot  to  exceed  30 
minutes  at  a  totnporature  ml  to 
exceed  250°  F).  and  B  mrouo^ 
H  of  TaWe  2  of  S  176.170(0)  of 
INs  chapter,  except  a*  provided 
In§177.13g0(d).. 

b.  in  coatings  Mended  tor  re- 
peated use  In  oonlaci  wHh  all 
food  types  daeotMd  m  TaMe  1 
of  §  176.170(c)  ot  (his  ch^Mr, 
except  Itwse  containing  mora 
than  6  percent  alcohol,  under 
oonditione  of  uee  B  ttirough  H 
described  in  Table  2  of 
§176.170(0  of  tNe  chi«)ler.. 


Dated:  December  IS,  1992. 
Fred  R.  Shank. 

Dinctor,  Center  for  Food  Safety  and  Applied 

Nutrition. 

[PR  Doc  93-240  Filed  1-6-93;  8:45  am] 
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PEACE  CORPS 
22  CFR  Part  309 

Claims  Collection 

AGENCY:  Peace  Corps  of  the  United 
States  (Peace  Corps). 

ACTION:  Final  rule. 

SUMMARY:  The  Peace  Corps  revises  its 
regulations  regarding  the  Collection  of 
Claims  by  Administrative  O^et.  These 
changes  are  made  to  enhance  Peace 
Corps'  ability  to  collect  its  debts  by 
providing  guidance  to  officers  and 
emplo)rees  chaiged  with  debt  collection 


responsibilities.  The  rule  implements 
the  collection  procedures  authorized  by 
the  Federal  Claims  Collection  Act  of 
1966,  as  amended  by  the  E)ebt 
Collection  Act  of  1982  (31  U.S.C.  3701- 
3719  and  5  U.S.C  5514)  (Pub.  L.  97- 
365. 96  Stat.  1749).  In  addition,  the  rule 
implements  31  U.S.C.  3720A.  which 
authorizes  Federal  agencies  to  notify  the 
Internal  Revenue  Service  of  a  past-due 
legally  enforceable  debt  for  the  purpose 
of  offsetting  the  debtor's  tax  refund. 
These  laws  have  been  implemented  by 
the  Federal  Claims  Collection  Standards 
issued  jointly  by  the  General 
Accounting  Office  and  the  Department 
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of  Justice,  regulations  issued  by  the 
Office  of  Personnel  Management,  the 
procedures  prescribed  by  the  Office  of 
Management  and  Budget  in  Circular  A- 
129,  and  by  the  Internal  Revenue 
Service  procedures. 

On  November  24. 1992.  the  Peace 
Corps  published  for  comment  in  the 
Federal  Register  a  proposed  regulation 
for  claims  collection.  57  FR  55202- 
55212.  Interested  parties  were  invited  to 
submit  comments  within  30  days.  The 
Peace  Corps  received  no  comments  by 
the  deadline  of  December  24, 1992. 
Except  for  some  editorial  changes,  the 
final  rule  is  the  same  as  the  proposed 
regulation. 

EFFECTIVE  DATE:  January  7. 1993. 
FOR  FURTHER  ^FORMATION  CONTACT: 
Stephen  Rademaker,  Peace  Corps 
General  Counsel,  or  Daniel  Bosco. 
Assistant  General  Counsel  at  (202)  606- 
3114  (Voice)  or  (202)  606-1313  (TDD). 
SUPPLEMENTARY  INFORMATION:  The  Debt 
Collection  Act  of  1982  authorizes 
procedures  for  the  collection  of  debts 
owed  to  the  United  States  including:  (1) 
Salary  offset.  (2)  administrative  offset. 
(3)  contracting  for  collection  services  to 
recover  debts.  In  addition,  section 
3720A  of  title  31  U.S.C.  authorizes 
agencies  to  notify  the  Internal  Revenue 
Service  of  a  past-due  legally  enforceable 
debt  for  the  purpose  of  offsetting  the 
debtor's  tax  refund.  Although  these  are 
separate  procedures,  any  procedure  may 
be  used  by  itself  or  in  conjimction  with 
other  procedures. 

Salary  Offset.  Section  5  of  the  Debt 
Collection  Act  (codified  at  5  U.S.C. 
5514)  establishes  the  procediues  to  be 
used  when  an  agency  collects  money 
owed  it  by  offsetting  the  salary  of  a 
federal  employee.  Agencies  of  the 
Government  may  cooperate  with  one 
another  in  order  to  effectuate  recovery 
of  the  claim.  Salary  offset  procedures 
permit  an  employee  to  review  the 
determination  of  indebtedness  before 
offset  is  implemented,  and  an  employee 
against  whom  an  offset  is  sought  is 
automatically  entitled  to  a  hearing  on 
matters  surrounding  the  determination 
of  the  debt,  or  the  percentage  of 
disposable  pay  to  be  deducted  each  pay 
period. 

Administrative  Offset.  The  procedures 
authorized  for  administrative  offset  are 
contained  in  section  10  of  the  Debt 
Collection  Act  (codified  at  31  U.S.C. 
3716).  The  Act  requires  that  notice 
procedures  be  observed  by  the  agency. 
The  debtor  is  also  afforded  an 
opportunity  to  inspect  and  copy 
government  records  pertaining  to  the 
claim,  enter  into  an  agreement  for 
repayment,  and  to  a  review  of  the  claim 
(if  requested).  Like  salary  ofbet. 


agencies  may  cooperate  with  one 
another  in  order  to  effectuate  recovery 
of  the  claim. 

Collection  Services.  Section  13  of  the 
Debt  Collection  Act  (codified  at  31 
U.S.C.  3718)  authorizes  agendas  to 
enter  into  contracts  for  the  collection 
services  to  recover  debts  owed  the 
United  States.  The  Act  requires  that 
certain  provisions  be  contained  in  such 
contracts  including:  _ 

(1)  The  agency  retains  the  authority  to 
resolve  a  dispute,  including  the 
authority  to  terminate  a  coUection 
action  or  refer  the  matter  to  the  Attorney 
General  for  civil  remedies;  and 

(2)  The  contractor  is  subject  to  ihe 
Privacy  Act  of  1974.  as  it  applies  to 
private  contractors,  as  well  as  subject  to 
State  and  Federal  laws  governing  debt 
collection  practices. 

Tax  Refund  Orffset  Title  31  U.S.C. 
3720A  authorizes  the  Internal  Revenue 
Service  (IRS)  to  reduce  a  refund  of  a 
taxpayer's  overpayment  of  tax  by  the 
amount  of  any  legally  enforceable  debt 
which  is  owed  to  a  Federal  agency  and 
is  at  least  three  months  overdue.  This 
section  also  requires  the  agency  to  give 
taxpayer-debtors  at  least  60  days  notice 
of  the  agency's  intention  to  use  the 
provisions  of  this  section.  Under  this 
authority,  the  Peace  Corps  may  refer  to 
the  IRS  for  collection  by  tax  refund 
offset  from  refunds  otherwise  payable, 
past-due  legally  enforceable  debts  owed 
to  the  Peace  Corps  if:  (i)  the  debts  are 
eligible  for  offset  pursuant  to  31  U.S.C. 
3720A,  section  6402(d)  of  the  Internal 
Revenue  Code,  26  CFR  301.6420T.  and 
the  agreement  between  the  Peace  Corps 
and  the  IRS,  and  (ii)  the  Peace  Corps 
provides  the  information  required  by 
the  agreement  for  each  debt. 

Executive  Order  12291 

This  rule  is  not  a  "major  rule"  as 
defined  under  Executive  Order  12291 
because  it  will  not  resuU  in  (1)  an 
annual  effect  on  the  economy  of  $100 
milUon  or  more;  (2)  a  major  increase  in 
costs  or  prices  for  consumers, 
individual  industries.  Federal,  State,  or 
local  government  agencies  or 
geographical  regions;  or  (3)  significant 
adverse  effects  on  competition, 
employment,  investment,  productivity, 
innovation,  or  on  the  ability  of  the 
United  States-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  export  markets. 
Accordingly,  no  regulatory  impact 
analysis  is  required. 

Regulatory  Flexibility  Act  of  1980 

The  Director  of  the  Peace  Corps 
certifies  under  5  U.S.C.  605(b)  that  this 
rule  will  not  have  a  significant 
economic  impact  on  a  substantial 


niunber  of  small  entities.  The  economic 
impact  of  the  rule  it  expected  to  be 
minimal.  In  this  regard,  measures  woulc 
be  triggered  only  by  a  failure  to  pay 
debts  owed  the  United  States  and, 
therefore,  are  avoidable.  Peace  Corps 
has  no  reason  to  believe  that  small 
entities,  in  particular,  would  be 
seriously  effected  by  this  rule. 

Paperwork  Reduction  Act  of  1980 

In  accordance  with  the  Paperwork 
Reduction  Act  (Pub.  L.  96.511. 44  U.S.C 
Chapter  35),  any  reporting  or 
recordkeeping  provisions  that  are 
included  in  this  rule  will  be  submitted 
for  approval  to  the  Office  of 
Management  and  Budget  (OMB). 

Environmental  Impact 

This  rule  does  not  require  an 
environmental  impact  statement  under 
the  National  Environmental  Policy  Act 
(49  U.S.C.  4321,  ei  seq.).  because  it  is 
not  a  major  Federal  action  significantly 
affecting  the  quality  of  the  human 
environment. 


Executive  Order  12778 

This  final  rule  has  been  reviewed 
under  the  principles  set  forth  in  section 
2  of  Executive  Order  12778  (56  FR 
55195)  on  Civil  Justice  Reform.  The 
Peace  Corps  has  determined  that  this 
rule  meets  the  applicable  standards  of 
section  2  of  Executive  Order  12778.  ^ 

List  of  Sub  jects  in  22  CFR  Part  309 

Administrative  practice  and 
procedure.  Claims  collection. 
Government  employees.  Salary  offset, 
Tax  refund  offset,  Volunteers,  and 
Trainees. 

Accordingly,  the  Peace  Corps  hereby 
amends  title  22  of  the  Code  of  Federal 
Regulations  chapter  III  by  revising  part 
309  to  read  as  follows: 

PART  30&-CLAIMS  COLLECTION 

Subpart  A— General  Provisiona 

309.1  General  purpose. 

309.2  Scope. 

309.3  Definitions. 

309.4  Interest,  penalties,  and  administrativb 
costs. 

309.5  Designation. 

Subpart  B— Salary  Offaat 

309.6  Purpose. 

309.7  Scope. 

309.8  Applicability  of  regulations. 

309.9  Waiver  requests  and  claims  to  the 
"      General  Accounting  Office. 

309.10  Notice  requirements  before  offset. 

309.11  Review. 

309.12  Certification. 

309. 1 3  Voluntary  repayment  agreements  as 
an  alternative  to  salary  offset. 

309.14  Special  review. 
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dministrativb 


309.15  Notice  of  salary  ofbet 

309.16  Procedures  for  salary  offoet. 

309.17  Coordinating  salary  offiset  with  other 
agencies. 

309. 1 8  Interest,  penalties  and 
administrative  costs. 

309.19  Refunds. 

309.20  Request  for  the  services  of  a  hearing 
official  from  the  creditor  agency. 

309. 21  Non-waiver  of  rights  by  payments. 

Subpart  C— Tax  Rahjnd  Offset 

309.22  Applicability  and  scope. 

309.23  Past-due  legally  enforceable  debt 

309.24  Definitions. 

309.25  Peace  Ckirps  participation  in  the  IRS 
tax  refund  offset  program. 

309.26  Procedures. 

309.27  Referral  of  debts  for  offset. 

309.28  Notice  requirements  before  offset. 

Subpart  O— Adminlstrativa  Offset 

309.29  Applicability  and  scope. 

309.30  Definitions. 

309.31  General. 

309.32  Demand  for  payment — notice. 

309.33  Debtor's  foilure  to  respond. 

309.34  Agency  review. 

309.35  Hearing. 

309.36  Written  agreement  for  repayment. 

309.37  Administrative  offset  procedures. 

309.38  Civil  and  Foreign  Service 
Retirement  Fund. 

309.39  Jeopardy  procedure. 

Subpart  E— Us*  of  Consumsr  Reporting 
Agencies  and  Referrals  to  Collection 
Agencies 

309.40  Use  of  consumer  reporting  agencies. 

309.41  Referrals  to  collection  agencies. 

Subpart  F— Compromise,  Suspension  or 
Termination  and  Referral  of  Claims 

309.42  Compromise. 

309.43  Suspending  or  terminating 
collection. 

309.44  Referral  of  claims. 

Authority:  31  U.S.C  3701-3719;  5  U.S.C. 
5514;  22  U.S.C.  2503(b);  31  U.S.C  3720A:  4 
CFR  parts  101-105: 5  CFR  part  550;  26  CFR 
301.6402-«T. 

Subpart  A— General  Provisions 

f  309.1    General  purpose. 

This  part  prescribes  the  procedures  to 
be  used  by  the  Peace  Corps  of  the 
United  States  (Peace  Corps)  in  the 
collection  of  claims  owed  to  Peace 
Corps  and  to  the  United  States. 

S309.2    Scope. 

(a)  Applicability  of  Federal  Claims 
Collection  Standards  (FCCS).  Except  as 
set  forth  in  this  part  or  otherwise 
provided  by  law.  Peace  Corps  will 
conduct  administrative  actions  to 
collect  claims  (including  offset, 
compromise,  suspension,  termination, 
disclosure  and  referral)  in  accordance 
with  the  Federal  Claims  Collection 
Standards  of  the  General  Accounting 
Office  and  the  Department  of  Justice.  4 
CFR  parts  101  through  105. 


(b)  This  part  is  not  applicable  to:  (1) 
Claims  against  any  foreign  coimtry  or 
any  political  subdivision  thereof,  or  any 
public  international  organization. 

(2)  Claims  where  the  Peace  Corps 
Director  (or  designee)  determines  that 
the  achievement  of  the  purposes  of  the 
Peace  Cmps  Act,  as  amended.  22  U.S.C. 
2501  et  seq..  or  any  other  provision  of 
law  administered  by  the  Peace  Corps 
require  a  different  course  of  action. 

1309.3    Definitions. 

As  used  in  this  part  (except  where  the 
context  clearly  indicates,  or  where  the 
term  is  otherwise  defined  elsewhere  in 
this  part)  the  following  definitions  shall 
apply: 

(a)  >^ge/icy  means:  (1)  An  Executive 
Agency  as  defined  by  section  105  of  title 
5.  United  States  Code,  including  the 
U.S.  Postal  Service  and  the  U.S.  Postal 
Rate  Commission; 

(2)  A  military  department  as  defined 
by  section  102  of  title  5,  United  States 
Code. 

(3)  An  agency  or  court  of  the  judicial 
branch  including  a  court  as  defined  in 
section  610  of  title  28,  United  States 
Code,  the  District  Court  for  the  Northern 
Mariana  Islands  and  the  Judicial  Panel 
on  Multidistrict  Litigation; 

(4)  An  agency  of  the  legislative 
branch,  including  the  U.S.  Senate  and 
the  U.S.  House  of  Representatives;  and 

(5)  Other  independent  establishments 
that  are  entities  of  the  Federal 
Government. 

(b)  Certification  means  a  written  debt 
claim  form  received  from  a  creditor 
agency  which  requests  the  paying 
agency  to  offset  the  salary  of  an 
employee. 

(c)  Consumer  reporting  agency  meims 
a  reporting  agency  as  defined  in  31 
U.S.C.  3701(a)(3). 

(d)  Creditor  agency  means  the  agency 
to  which  the  debt  is  owed. 

(e)  The  term  debt  and  claim  refers  to 
an  amount  of  money  or  property  which 
has  been  determined  by  an  appropriate 
agency  official  to  be  owed  to  the  United 
States  bom  any  person,  organization  or 
entity,  except  another  Federal  agency.  A 
debtor's  liability  arising  fi-om  a 
particular  contract  or  transaction  shall 
be  considered  a  single  claim  for 
purposes  of  monetary  ceilings  of  the 
FCCS. 

(f)  Delinquent  debt  means  any  debt 
which  has  not  been  paid  by  the  date 
specified  by  the  Government  in  writing 
or  in  an  applicable  contractual 
agreement  for  payment  or  which  has  not 
been  satisfied  in  accordance  with  a 
repayment  agreement. 

(g)  Disposable  pay  means  that  part  of 
current  basic  pay.  special  pay,  incentive 
pay.  retired  pay.  retainer  pay.  or.  in  the 


case  of  an  employee  not  entitled  to  basic 
pay,  other  authorized  pay  remaining 
after  the  deduction  of  any  amoimt 
required  by  law  to  be  withheld.  These 
deductions  are  described  in  5  CFR 
581.105(b)  through  (f).  These  deductions 
include,  but  are  not  limited  to:  Social 
Seciuity  withholdings;  Federal.  State . 
and  local  tax  withholdings;  retirement 
contributions;  and  life  insurance 
premiums. 

(h)  Employee  means  a  current  or 
former  employee  of  the  Peace  Corps  or 
other  agency,  including  a  member  of  the 
Anned  Forces  or  Reserve  of  the  Armed 
Forces  of  the  United  States. 

(i)  FCCS  means  the  Federal  Claims 
Collection  Standards  jointly  published 
by  the  Department  of  Justice  and  the 
General  Accounting  Office  at  4  CFR 
parts  101  through  105. 

(j)  Hearing  official  means  an 
individual  responsible  for  conducting 
any  hearing  with  respect  to  the 
existence  or  amount  of  a  debt  claimed, 
and  rendering  a  decision  on  the  basis  of 
such  hearing.  Except  in  the  case  of  an 
administrative  law  judge,  a  hearing 
official  may  not  be  under  the 
supervision  or  control  of  the  Peace 
Corps  when  the  Peace  Corps  is  the 
creditor  agency. 

(k)  Paying  agency  means  the  agency 
which  employs  the  individual  and 
authorizes  the  payment  of  his  or  her 
current  pay.  In  some  cases,  the  Peace 
Corps  may  be  both  the  creditor  and  the 
paying  agency. 

(1)  Notice  of  intent  to  offset  or  notice 
of  intent  means  a  written  notice  fi-om  a 
creditor  agency  to  an  employee  which 
alleges  that  the  employee  owes  a  debt  to 
the  creditor  agency  and  apprising  the 
employee  of  certain  administrative 
rights. 

(m)  Notice  of  salary  offset  means  a 
written  notice  from  the  paying  agency  to 
an  employee  after  a  certification  has 
been  issued  by  a  creditor  agency, 
informing  the  employee  that  salary 
offset  will  begin  at  the  next  officially 
established  pay  interval. 

(n)  Payroll  office  means  the  payroll 
office  in  the  paying  agency  which  is 
primarily  responsible  for  the  payroll 
records  and  the  coordination  of  pay 
matters  with  the  appropriate  personnel 
office  with  respect  to  an  employee. 

(o)  Salary  offset  means  an 
administrative  o^et  to  collect  a  debt 
under  5  U.S.C.  5514  by  deduction  at  on« 
or  more  officially  established  pay 
intervals  from  the  current  pay  account 
of  an  employee,  without  the  employee's 
consent. 

(p)  Salary  Offset  Coordination  Officer 
means  an  official  designated  by  the 
Director  who  is  responsible  for 
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cooHf"**<"e  <^Bbt  collection  activities 
for  the  Peace  Corps.  , 

(q)  Wo/ver  means  the  cancellation, 
remisrion,  forgiveness,  or  nonrecovery 
of  a  debt  or  d^t  related  charge  as 
permitted  or  required  by  law. 

fSOM   lnlarael,panaliiee.and 


(a)  Except  as  otherwise  provided  by 
statute,  contract  or  exdiided  in 
accordance  with  FCCS,  Peace  Corps  will 

flSSOSS* 

(1)  Interest  on  unpaid  claims  in 
accordance  with  existing  Treasury  rules 
and  regulations,  unless  the  agency 
determines  that  a  higher  rate  is 
necessary  to  protect  the  interests  of  the 
United  States. 

(2)  Penalty  charges  at  a  rate  of  6 
percent  a  year  on  any  portion  of  a  claim 
that  is  delinquent  for  more  than  90  days. 

(3)  Admimstiative  charges  to  cover 
the  costs  of  processing  and  handling  the 
debt  beyond  the  payment  due  date. 

(b)  Late  payment  charges  shall  be 
computed  from  the  date  of  mailing  or 
hana  delivery  of  the  notice  of  the  claim 
and  interest  requirements. 

(c)  When  a  debt  is  paid  in  partial  or 
installment  payments,  amoimts  received 
shall  be  applied  first  to  outstanding 
penalty  and  administrative  cost  charges, 
second  to  accrued  interest,  and  then  to 
outstanding  principal.  _ 

(d)  Waiver.  Peace  Corps  will  consider 
waiver  of  interest,  penalties  and/or 
administrative  costs  in  accordance  wth 
the  FCCS.  4  CFR  102.13(g). 

%9I»JS   DaelgnMien. 

The  Chief  Financial  Officer  and  his  or 
her  delegates,  or  any  person  discharging 
the  functions  presently  vested  in  the 
Chief  Financial  Officer,  are  designated 
to  perform  all  the  duties  for  which  the 
Director  is  responsible  under  the 
foregoing  statutes  and  Joint  Regulations: 
Provided,  however.  That  no 
compromise  of  a  claim  shall  be  effected 
or  collection  action  terminated  except 
with  the  concurrence  of  the  General 
Counsel.  No  such  concurrence  shall  be 
required  with  respect  to  the  compromise 
or  termination  of  collection  activity  on 
any  claim  in  which  the  xmpaid  amoimt 
of  the  debt  is  $300  or  less. 

SubfMrt  B-Salaiy  OffMl 

f309.S    Purpeee. 

The  purpose  of  the  Debt  Collection 
Act  of  1982  (Pub.  L,  97-365),  is  to 
provide  a  comprehensive  statutory 
approach  to  the  collection  of  debts  due 
the  United  States  Government  This 
subpart  implements  section  5  thereof 
which  authorizes  the  collection  of  debts 
owed  by  Federal  employees  to  the 
Federal  Government  by  means  of  salary 


o&ets.  No  claim  may  be  collected  by 
salary  ofEMt  if  the  debt  has  been 
outstanding  for  more  than  10  years  after 
the  agency's  right  to  collect  the  debt  first 
accrued,  unless  facts  material  to  the 
Government's  right  to  collect  were  not 
known  and  could  not  reasonably  have 
been  known  by  the  official  or  ofiBdals 
who  were  charged  with  the 
responsibility  for  discovery  and 
collection  of  such  debts. 

1309.7   Scope. 

(a)  This  subpart  provides  Peace  Corps' 
procedures  for  the  collection  by  salary 
offaet  of  a  Federal  employee's  pay  to 
satisfy  certain  past  due  debts  owed  the 
United  States  Government. 

(b)  This  subpart  applies  to  collections 
by  the  Peace  Oirps  nom: 

(1)  Federal  employees  who  owe  debts 
to  the  Peace  Corps;  and 

(2)  Employees  of  the  Peace  Corps  who 
owe  debts  to  other  agencies. 

(c)  This  subpart  does  not  apply  to 
debts  or  claims  arising  under  the 
Internal  Revenue  Code  of  1954,  as 
amended  (26  U.S.C  1  et  seq):  the  Social 
Security  Act  (42  U.S.C.  301  et  seq.):  the 
tariff  laws  of  the  United  States;  or  to  any 
case  where  collection  of  a  debt  by  salary 
offset  is  explicitly  provided  for  or 
prohibited  by  another  statute  (e.g.,  travel 
advances  in  5  U.S.C  5705  and  employee 
training  expenses  in  5  U.S.C  4108). 

(d)  This  subpart  does  not  apply  to  any 
adjustment  to  pay  arising  out  of  an 
employee's  election  of  coverage  or  a 
change  in  coverage  under  a  Federal 
benefits  program  requiring  periodic 
deductions  from  pay,  if  the  amoimt  to 
be  recovered  was  accumulated  over  four 
pay  periods  or  less. 

(e)  Nothing  in  this  subpart  precludes 
the  compromise,  suspension,  or 
termination  of  collection  actions  where 
appropriate  under  the  standards 
implementing  the  Federal  Claims 
Collection  Act  (31  U.S.C  3711  et  seq.: 
4  CFR  parts  101  through  105). 


iHOM   AppUcabilMyofreguMone. 

The  provisions  of  this  subpart  are  to 
be  followed  in  instances  where: 

(a)  The  Peace  Corps  is  owed  a  debt  by 
an  individual  cuirently  employed  by 
another  agency; 

(b)  The  Peace  Corps  is  owed  a  debt  by 
an  individual  who  is  a  current  employee 
of  the  Peace  Corps;  or 

(c)  The  Peace  Corps  currently 
employs  an  individual  who  owes  a  debt 
to  another  Federal  agency.  Upon  receipt 
of  proper  certification  from  tne  creditor 
agency,  the  Peace  Corps  will  offset  the 
debtor-employee's  salary  in  accordance 
with  these  regulations. 


I309J   Waiverraquaatsandcielmstothe 
Oaneral  Accounting  Offlee. 

The  provisions  of  this  subpart  do  not 
preclude  an  employee  from  requesting 
waiver  of  an  overpayment  under  5 
U.S.C  5584  or  8346(b),  10  U.S.C  2774, 
32  U.S.C.  716,  or  in  any  way 
questioning  the  amount  or  validity  of  a 
debt  by  submitting  a  subsequent  claim 
to  the  General  Accounting  Office  in 
accordance  with  the  procedures 
prescribed  l^  the  General  Accounting 
Office.  This  subpart  also  does  not 
preclude  an  employee  from  requesting  a 
waiver  pursuant  to  other  statutory 
provisions  pertaining  to  the  particular 
debts  being  collected. 

1309.10   Notiea  requlramems  before 
offset. 

(a)  Deductions  under  the  authority  of 
5  U.S.C.  5514  shall  not  be  made  unless 
the  creditor  agency  first  provides  the 
employee  with  written  notice  that  he/ 
she  owes  a  d^  to  the  Federal 
Government  at  least  30  calendar  days 
before  salary  offset  is  to  be  initiated. 
When  Peace  Corps  is  the  creditor  agency 
this  notice  of  intent  to  ofiiset  an 
employee's  salary  shall  be  hand- 
delivered  or  sent  by  certified  mail  to  the 
most  current  address  that  is  available, 
liie  written  notice  will  state: 

(1)  That  Peace  Corps  has  reviewed  the 
records  relating  to  the  claim  and  has 
determined  that  a  debt  is  owed,  its 
origin  and  nature,  and  the  amount  of  the 
debt: 

(2)  The  intention  of  Peace  Corps  to 
collect  the  debt  by  means  of  deduction 
from  the  employee's  current  disposable 
pay  account  until  the  debt  and  all 
accumulated  interest  is  paid  in  full; 

(3)  The  amount,  frequency, 
approximate  beginning  date,  and. 
duration  of  the  intended  deductions; 

(4)  An  explanation  of  the  Peace  Corps' 
policy  concerning  interest,  penalties 
and  administrative  costs,  including  a 
statement  that  such  assessments  must  be 
made  unless  excused  in  accordance 
with  §  309.4(d): 

(5)  The  employee's  right  to  inspect 
and  copy  all  records  of  the  Peace  Corps 
pertaining  to  the  debt  claimed  or  to 
receive  copies  of  such  records  if 
personal  inspection  is  impractical: 

(6)  The  right  to  a  hearing  conducted 
by  a  hearing  official  (an  administrative 
law  judge,  or  alternatively,  a  hearing 
official  not  under  the  supervision  or 
control  of  the  Peace  Corps)  with  respect 
to  the  existence  and  amount  of  the  debt 
claimed,  or  the  repayment  schedule 
(i.e.,  the  percentage  of  disposable  pay  to 
be  deducted  each  pay  period),  so  long 
as  a  petition  is  filed  by  the  employee  as 
prescribed  in  $  309.11: 
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(7)  If  not  previously  provided,  the 
opportunity  (under  terms  agreeable  to 
the  Peace  Corps)  to  establid^  a  schedule 
for  the  voluntary  repayment  of  the  debt 
or  to  enter  into  a  written  agreement  to 
establish  a  schedule  for  repayment  of 
the  debt  in  lieu  of  offeet  The  agreement 
must  be  in  writing,  signed  by  both  the 
employee  and  the  creditor  agency  (4 
CFR  102.2(e)): 

(8)  The  name,  address  and  telephone 
number  of  an  officer  or  employee  of  the 
Peace  Corps  who  may  be  contacted 
concerning  procedures  for  requesting  a 
hearing; 

(9)  Tne  method  and  time  period  for 
requesting  a  hearing; 

(10)  That  the  timely  filing  of  a  petition 
for  hearing  within  15  calendar  days  after 
delivery  of  the  notice  of  intent  to  offset 
will  stay  the  commencement  of 
collection  proceedings; 

(11)  The  name  andaddress  of  the 
office  to  which  the  petition  should  be 
sent; 

(12)  That  the  Peace  Corps  will  initiate 
certification  procedures  to  implement  a 
salary  offset,  as  apfmipriate.  (which  may 
not  exceed  IS  percent  of  the  employee's 
disposable  pay)  not  less  than  30 
calendar  days  from  the  date  of  delivery 
of  the  notice  of  debt,  imless  the 
employee  files  a  timely  petition  for  a 
hearing; 

(13)  That  a  final  decision  on  the 
hearing  (if  one  is  requested)  will  be 
issued  at  the  earliest  practical  date,  but 
not  later  than  60  calendar  days  after  the 
filing  of  the  petition  requesting  the 
hearing,  imless  the  employee  requests 
and  the  hearing  official  grants  a  delay  in 
the  proceedings; 

(14)  That  any  knowingly  false  or 
frivolous  statements,  representations  or 
evidence  may  subject  the  employee  to: 

(i)  Disdpliuary  procedures 
appropriate  under  chapter  75  of  5 
U.S.C,  5  CFR  752.  or  any  other 
applicable  statutes  or  regulations; 

(ii)  Penalties  under  the  False  Claims 
Act,  §§3729-3731  of  title  31,  United 
States  Code,  or  any  other  applicable 
statutory  authority;  and 

(iii)  Qiminal  penalties  under  18 
U.S.C.  sections  288, 287, 1001,  and  1002 
or  any  other  applicable  authority; 

(15)  Any  other  rights  and  remedies 
available  to  the  employee  under  statutes 
or  regulations  governing  the  program  for 
which  the  collection  is  being  made; 

(16)  That  'mless  there  are  applicable 
contractual  or  statutory  provisions  to 
the  contrary,  amounts  paid  on  or 
deducted  for  the  debt  vihich  are  later 
waived  or  found  not  owed  to  the  United 
States  will  be  promptly  refunded  to  the 
employee;  and 

(17)  That  proceedings  with  respect  to 
such  debt  are  governed  by  secticm  5  of 


the  Debt  Collection  Act  of  1982  (S 
U.S.C.  5514). 

(b)  The  Peace  Corps  is  not  required  to 
comply  with  paragraph  (a)  of  this 
section  for  any  adjustment  to  pay  arising 
out  of  an  employee's  election  of 
coverage  or  a  change  in  coverage  under 
a  Federal  benefits  program  requiring 
periodic  deductions  from  pay  if  the 
amount  to  be  recovered  was 
accumulated  over  four  pay  periods  or 
less. 

f  309.11    HmA&m. 

(a)  Request  for  review.  Except  as 
provided  in  paragraph  (b)  of  this 
section,  an  employee  who  desires  a 
review  concerning  the  existence  or 
amount  of  the  debt  or  the  proi>osed 
offset  schedule  must  send  a  request  to 
the  office  designated  in  the  notice  of 
intent.  See  §  309.10(a)(8).  The  request 
for  review  must  be  received  by  the 
designated  office  not  later  than  15 
calendar  days  after  the  date  of  delivery 
of  the  notice  as  provided  in  §  309.10(a). 
The  request  must  be  signed  by  the 
employee  and  should  identify  and 
explain  with  reasonable  specificity  and 
brevity  the  facts,  evidence  and 
witnesses  which  the  employee  believes 
support  his  or  her  position.  If  the 
employee  objects  to  the  percentage  of 
disposable  pay  to  be  deducted  fit)m 
each  check,  the  request  should  state  the 
objection  and  the  reasons  for  it.  The 
employee  must  also  specify  whether  an 
oral  hearing  or  a  review  of  the 
docimientary  evidence  is  requested.  If 
an  oral  hearing  is  desired,  the  request 
should  explain  why  the  matter  cannot 
be  resolved  by  review  of  the 
documentary  evidence  alone. 

(b)  Failure  to  timely  submit. 

(1)  If  the  employee  files  a  petition  for 
a  review  after  the  expiration  of  the  15 
calendar  day  period  provided  for  in 
paragraph  (a)  of  this  section,  the 
designated  office  may  accept  the  request 
if  the  employee  can  show  that  the  delay 
was  the  result  of  circumstances  beyond 
his  or  her  control,  or  because  of  a  failure 
to  receive  the  notice  of  the  filing 
deadline  (unless  the  employee  has 
actual  knowledge  of  the  filing  deadline). 

(2)  An  employee  waives  the  right  to 
a  review,  and  will  have  his  or  her 
disposable  pay  offset  in  accordance  with 
Peace  Corps'  offset  schedule,  if  the 
employee  fails  to  file  a  request  for  a 
hearing  unless  such  failure  is  excused  as 
provided  in  paragraph  (b)(1)  of  this 
section. 

(3)  If  the  employee  fails  to  appear  at 
an  oral  hearing  of  which  he  ot  she  was 
notified,  unless  the  hearing  official 
determines  failxire  to  appear  was  due  to 
circumstances  beyond  the  employee's 
control,  his  or  her  appeal  will  be 


decided  on  the  basis  of  the  documents 
then  available  to  the  hearing  official 

(c)  Representation  at  the  nearing.  The 
creditor  agency  may  be  represented  by 
a  representative  of  its  choice.  The 
employee  may  represent  himself  or 
herself  or  may  be  represented  by  an 
individual  of  his  or  her  choice  and  at 
his  or  her  expense. 

(d)  Review  of  Peace  Corps  records 
related  to  the  debt. 

(1)  An  employee  who  intends  to 
inspect  or  copy  creditor  agency  records 
related  to  the  debt  in  accordance  with 
§  309.10(a)(5),  must  send  a  letter  to  the 
official  designated  in  the  notice  of  intent 
to  offset  stating  his  or  her  intention.  The 
letter  must  be  sent  within  15  calendar 
days  after  receipt  of  the  notice. 

(2)  In  response  to  a  timely  request 
submitted  by  the  debtor,  the  designated 
official  will  notify  the  employee  of  the 
location  and  time  when  the  employee 
may  inspect  and  copy  records  related  to 
the  debt 

(3)  If  personal  inspection  is 
impractical,  copies  of  such  records  shall 
be  sent  to  the  employee. 

(e)  Hearing  official.  Unless  the  Peace 
Corps  appoints  an  administrative  law 
judge  to  conduct  the  hearing,  the  Peace 
Corps  must  obtain  a  hearing  official  who 
is  not  under  the  supervision  or  control 
of  the  Peace  Corps. 

(f)  Obtaining  the  services  of  a  hearing 
official  when  die  Peace  Corps  is  the 
creditor  agency. 

(1)  When  the  debtor  is  not  a  Peace 
Corps  employee,  and  in  the  event  that 
the  Peace  Corps  cannot  provide  a 
prompt  and  appropriate  hearing  before 
an  administrative  law  judge  or  before  a 
hearing  official  furnished  pursuant  to 
another  lawful  arrangement,  the  Peace 
Corps  may  contact  an  agent  of  the 
paying  agency  designated  in  appendix  A 
to  part  581  of  title  5,  Code  of  Federal 
Regulations  or  as  otherwise  designated 
by  the  agency,  and  request  a  hearing 
official. 

(2)  When  the  debtor  is  a  Peace  Corps 
employee,  the  Peace  Corps  may  contact 
any  agent  of  another  agency  designated 
in  appendix  A  to  part  581  of  title  5, 
Code  of  Federal  Regulations  or 
otherwise  designated  by  that  agency,  to 
request  a  hearing  official 

(g)  Procedure.  (1)  If  the  employee 
requests  a  review,  the  hearing  official  or 
administrative  law  judge  shall  notify  the 
employee  of  the  form  of  the  review  to 
be  provided.  If  an  oral  hearing  is 
authorized,  the  notice  shall  set  forth  the 
date,  time  and  location  of  the  hearing. 

If  the  review  will  be  on  documentary 
evidence,  the  employee  shall  be  notified 
that  he  or  she  should  submit  arguments 
in  writing  to  the  hearing  official  or 
administrative  law  judge  by  a  specified 
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date,  after  which  the  record  will  be 
closed.  This  date  shall  give  the 
employee  reasonable  time  (not  less  than 
14  calendar  days)  to  submit 
documentation. 

(2)  Oral  hearing.  An  employee  who 
requests  an  oral  hearing  shall  be 
provided  an  oral  hearing  if  the  hearing 
official  or  administrative  law  judge 
determines  that  the  matter  cannot  be 
resolved  by  review  of  documentary 
evidence  alone  (e.g.  when  an  issue  of 
credibility  or  veracity  is  involved).  The 
hearing  is  not  an  adversarial 
adjudication,  and  need  not  take  the  form 
of  an  evidentiary  hearing.  Oral  hearings 
may  take  the  form  of.  but  are  not  limited 

to:  ,    . 

(i)  Informal  conferences  with  the 
hearing  official  or  administrative  law 
judge,  in  which  the  employee  and 
agency  representative  will  be  given  full 
opportunity  to  present  evidence, 
witnesses  and  argument; 

(ii)  Informal  meetings  with  an 
interview  of  the  employee;  or 

(iii)  Formal  written  submissions,  with 
an  opportunity  for  oral  presentation. 

[3]  Paper  review.  If  the  hearing  official 
or  administrative  law  judge  determines 
that  an  oral  hearing  is  not  necessary,  he 
or  she  will  make  the  determination 
based  upon  a  review  of  the  available 
written  record. 

(4)  Record.  The  hearing  official  must 
maintain  a  summary  record  of  any 
hearing  provided  by  this  subpart.  See  4 
CFR  102.3.  Witnesses  who  testify  in  oral 
hearings  will  do  so  under  oath  or 
affirmation. 

(h)  Date  of  decision.  The  hearing 
official  or  administrative  law  judge  shall 
issue  a  written  opinion  stating  his  or  her 
decision,  based  upon  documentary 
evidence  and  information  developed  at 
the  hearing,  as  soon  as  practicable  after 
the  hearing,  but  not  later  than  60 
calendar  days  after  the  date  on  which 
the  petition  was  received  by  the  creditor 
agency,  unless  the  employee  reouests  a 
delay  in  the  proceedings.  In  such  case 
the  60  day  decision  period  shall  be 
extended  by  the  number  of  days  by 
which  the  hearing  was  postponed. 

(i)  Content  of  decision.  The  written 
decision  shall  include: 

(1)  A  statement  of  the  facts  presented 
to  support  the  origin,  nature,  and 

,  amount  of  the  debt; 

(2)  The  hearing  official's  findings, 
analysis  and  conclusions;  and 

(3)  The  terms  of  any  repayment 
schedules,  if  applicable. 

(j)  Failure  to  appear.  In  the  absence  of 
good  cause  shown  (e.g.,  excused 
illness),  an  employee  who  fails  to 
appear  at  a  hearing  shall  be  deemed,  for 
the  purpose  of  this  subpart,  to  admit  the 
existence  and  amount  of  the  debt  as 


described  in  the  notice  of  intent.  If  the 
representative  of  the  creditor  agency 
fails  to  appear,  the  hearing  official  shall 
schedule  a  new  hearing  date  upon  the 
request  of  the  agency  representative 
upon  showing  of  good  cause.  Both 
parties  shall  he  given  the  time  and  place 
of  the  new  hearing. 

f  309.1 2    Certiflcatton. 

(a)  The  Peace  Corps  salary  offset 
coordination  officer  shall  provide  a 
certification  to  the  paying  agency  in  all 
cases  where: 

(1)  The  hearing  official  determines 
that  a  debt  exists; 

(2)  The  employee  admits  the  existence 
and  amoimt  of  the  debt  by  failing  to 
request  a  review;  or 

(3)  The  employee  admits  the  existence 
of  the  debt  by  failing  to  appear  at  a 
hearing. 

(b)  The  certification  must  be  in 
writing  and  must  state: 

(1)  "fiiat  the  employee  owes  the  debt; 

(2)  The  amount  and  basis  of  the  debt; 

(3)  The  date  the  Government's  right  to 
collect  the  debt  first  accrued; 

(4)  That  the  Peace  Corps'  regulations 
have  been  approved  by  0PM  pursuant 
to  5  CFR  part  550,  subpart  K; 

(5)  The  amount  and  date  of  any  lump 
sum  payment; 

(6)  If  the  collection  is  to  be  made  in 
installments,  the  number  of  installments 
to  be  collected,  the  amount  of  each 
installment,  and  the  date  of  the  first 
installment,  if  a  date  other  than  the  next 
officially  established  pay  period  is 
required;  and 

(7)  The  date  the  action  was  taken  and 
that  it  was  taken  pursuant  to  5  U.S.C. 
5514. 

1309.13    Voluntary  repayment  igreemwrte 
••  aHamatlve  to  salary  offset 

(a)  In  response  to  a  notice  of  intent, 
an  employee  may  propose  a  written 
agreement  to  repay  the  debt  as  an 
alternative  to  salary  offset.  Any 
employee  who  wishes  to  repay  a  debt 
without  salary  offset  shall  submit  in 
writing  a  proposed  agreement  to  repay 
the  debt.  The  proposal  shall  admit  the 
existence  of  the  debt  and  set  forth  a 
proposed  repayment  schedule.  Any 
proposal  under  this  paragraph  must  be 
received  by  the  official  designated  in 
that  notice  within  15  calendar  days  after 
receipt  of  the  notice  of  intent. 

(b)  When  the  Peace  Corps  is  the 
creditor  agency,  in  response  to  a  timely 
proposal  by  the  debtor  the  agency  will 
notify  the  employee  whether  the 
employee's  proposed  written  agreement 
for  repayment  is  acceptable.  It  is  within 
the  agency's  discretion  to  accept  a 
repayment  agreement  instead  of 
proceeding  by  offset. 


(c)  If  the  Peace  Corps  decides  that  the 
proposed  repayment  agreement  is 
unacceptable,  the  employee  will  have 
15  calendar  days  from  the  date  he  or  she 
received  notice  of  the  decision  to  file  a 
petition  for  a  review. 

(d)  If  the  Peace  Corps  decides  that  the 
proposed  repayment  agreement  is 
acceptable,  the  alternative  arrangement 
must  be  in  writing  and  signed  by  both 
the  employee  and  a  designated  agency 
official. 

1309.14    Special  ravlaw. 

(a)  An  employee  subject  to  salary 
offset  or  a  voluntary  repayment 
agreement,  may  at  any  time  request  a 
special  review  by  the  creditor  agency  of 
the  amount  of  the  salary  offset  or 
voluntary  payment,  based  on  materially 
changed  circumstances  such  as,  but  not 
limited  to,  catastrophic  illness,  divorce, 
death,  or  disability. 

(b)  In  determining  whether  an  offset 
would  prevent  the  employee  from 
meeting  essential  subsistence  expenses 
(costs  for  food,  housing,  clothing, 
transportation  and  medical  care),  the 
employee  shall  submit  a  detailed 
statement  and  supporting  documents  for 
the  employee,  his  or  her  spouse  and 
dependents  indicating: 

(1)  Income  from  all  sources; 

(2)  Assets; 

(3)  LiabiUties; 

(4)  Number  of  dependents; 

(5)  Expenses  for  food,  housing, 
clothing  and  transportation; 

(6)  Medical  expenses;  and 

(7)  Exceptional  expenses,  if  any. 

(c)  If  the  employee  requests  a  special 
review  under  this  section,  the  employee 
shall  file  an  alternative  proposed  offset 
or  payment  schedule  and  a  statement, 
with  supporting  documents,  showing 
why  the  current  salary  offset  or 
payments  result  in  significant  financial 
hardship  to  the  employee. 

(d)  The  Peace  Corps  shall  evaluate  the 
statement  and  supporting  documents, 
and  determine  whether  the  original 
offset  or  repayment  schedule  imposes 
significant  financial  hardship  on  the 
employee.  The  Peace  Corps  shall  notify 
the  employee  in  writing  of  such 
determination,  including,  if  appropriate, 
b  revised  offset  or  payment  schedule. 

(e)  If  the  special  review  results  in  a 
revised  offset  or  repayment  schedule, 
the  Peace  Corps  salary  offset 
coordination  officer  shall  provide  a  new 
certification  to  the  paying  agency. 

I309.1S    Notka  of aalary  offaat 

(a)  Upon  receipt  of  proper 
certification  of  the  creditor  agency,  the 
Peace  Corps  payroll  office  will  send  the 
employee  a  written  notice  of  salary 
offset.  Such  notice  shall,  at  a  minimum: 
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(1)  Contain  •  copy  of  the  certificatloo 
received  from  the  oeditor  agency,  and 

(2)  Advise  the  employee  that  salary 
offset  will  be  initiated  at  the  next 
officieUy  established  pay  intwaL 

(b)  Tlie  payroll  office  shall  provide  a 
copy  of  the  notice  to  the  creditor  agency 
and  advise  such  agency  of  the  dollar 
amount  to  be  offset  and  the  pay  period 
when  the  offset  will  begin.. 

f  309.16    ProeedurM  for  salary  offMt 

(a)  The  Director  (or  designee)  shall 
coordinate  salary  deductions  under  this 
subpart. 

(b)  The  payroll  office  shall  determine 
the  amount  of  the  employee's 
disposable  pay  and  vim  implement  the 
salary  offset 

(c)  Deductions  shall  begin  within  3 
official  pay  periods  following  receipt  by 
the  payroll  office  of  certification. 

[a\  Types  of  collection.  (1)  Lump-sum 
payment.  If  the  amount  of  the  debt  is 
equal  to  or  less  than  15  percent  of 
disposable  pay,  such  debt  generally  will 
be  collected  in  one  lump-sum  payment. 

(2)  Installment  deductions. 
Installment  deductions  will  be  made 
over  a  period  not  greater  than  the 
anticipated  period  of  employment.  The 
size  and  frequency  of  installment 
deductions  will  bear  a  reasonable 
relation  to  the  size  of  the  debt  and  the 
employee's  ability  to  pay.  However,  the 
amount  deducted  from  any  period  may 
not  exceed  15  percent  of  the  disposable 
pay  from  which  the  deduction  is  made 
unless  the  employee  has  agreed  in 
wridng  to  the  deduction  of  a  greater 
amount 

(^)  Lump-sum  deductions  from  final 
check.  A  lump-sum  deduction 
exceeding  the  15  percent  of  disposable 
pay  limitation  may  be  made  from  any 
final  salary  payment  pursuant  to  31 
U.S.C.  3716  in  order  to  hquidate  the 
debt,  whether  the  employee  is  being 
separated  voluntarily  or  involuntarily. 

(4)  Lump-sum  deductions  from  other 
sources.  Whenever  an  employee  subject 
to  salary  offset  is  separated  from  the 
Peace  Corps,  and  the  balance  of  the  debt 
cannot  be  liquidated  by  offset  of  the 
final  salary  check,  the  Peace  Corps, 
pursuant  to  31  U.S.C.  3716,  may  offset 
any  later  payments  of  any  kind  against 
the  balance  of  the  debt. 

(e)  Multiple  debts.  In  instances  where 
two  or  more  creditor  agencies  are 
seeking  salary  offsets,  or  where  two  or 
more  debts  are  owed  to  a  single  creditor 
agency,  the  pajrroll  office  may,  at  its 
discretion,  determine  whether  one  or 
more  debts  should  be  offset 
simultaneously  within  the  15  percent 
limitation. 

(f)  Precedence  of  debts  owed  to  the 
Peace  Corps.  For  Peace  Corps 


employees,  debts  owed  to  the  agency 
generally  take  precedence  over  debts 
owed  to  other  agencies.  In  the  event  that 
a  debt  to  the  Peace  Corps  is  certified 
while  an  employee  is  subject  to  a  salary 
offset  to  repay  another  agency,  the 
payroll  office  may  decide  whether  to 
have  that  debt  repaid  in  full  before 
collecting  its  claim  or  whether  changes 
should  be  made  in  the  salary  deduction 
being  sent  to  the  other  agency.  If  debts 
owed  the  Peace  Corps  can  be  collected 
in  one  pay  period,  the  pa3rroll  office 
may  suspend  the  salary  ofEset  to  the 
other  agency  tot  that  pay  period  in  order 
to  liquidate  the  Peace  Corps'  debt.  When 
an  employee  owes  two  or  more  debts, 
the  best  interests  of  the  Government 
shall  be  the  primary  consideration  in 
the  determination  by  the  payroll  office 
of  the  order  of  the  debt  collection. 

1309.17    Coordinating  salary  offset  wWi 
other  agencies. 

(a)  Responsibility  of  the  Peace  Corps 
as  the  creditor  agency. 

(1)  The  Director  or  Director's  designee 
shall  coordinate  debt  collections  and 
shall,  as  appropriate: 

0)  Arrange  for  a  hearing  upon  proper 
petition  by  a  federal  employee;  and 

(ii)  Prescribe  such  practices  and 
procedures  as  may  be  necessary  to  carry 
out  the  intent  of  this  subpart. 

(2)  Designate  a  salary  offeet 
coordination  officer  who  will  be 
responsible  for 

(i)  Ensuring  that  each  notice  of  intent 
to  offset  is  consistent  with  the 
requirements  of  §  309.10; 

(ii)  Ensuring  that  each  certification  of 
debt  sent  to  a  paying  agency  is 
consistent  with  the  requirements  of 
§309.12; 

(iii)  Obtaining  hearing  officials  from 
other  agencies  pursuant  to  S  309.11(f): 
and 

(iv)  Ensuring  that  hearings  are 
properly  scheduled. 

(3)  Request  recovery  from  current 
paying  agency.  Upon  completion  of  the 
procedures  established  in  these 
regulations  and  pursuant  to  5  U.S.C 
5514,  the  Peace  Corps  must: 

(i)  Certify,  in  writing,  that  the 
employee  owes  the  debt,  the  amount 
and  basis  of  the  debt,  the  date  on  which 
payments  are  due,  the  date  the 
Government's  right  to  collect  the  debt 
first  accrued,  and  that  the  Peace  Corps' 
regulations  implementing  5  U.S.C  5514 
have  been  approved  by  the  Office  of 
Personnel  Management; 

(ii)  Advise  the  paying  agency  of  the 
actions  taken  under  S  U.S.C  5514(a) 
and  give  the  dates  the  actions  were 
taken  (unless  the  employee  has 
consented  to  the  salary  offset  in  writing 
or  signed  a  statement  acknowledging 


receipt  of  the  required  procedures  and 
the  written  ooossnt  or  statement  is 
forwarded  to  the  paying  agency); 

(iii)  Exc^  as  otherwise  provided  in 
paragraph  (a)(3)  of  this  section,  sulnnit 
a  debt  claim  containing  the  information 
specified  in  paragraphs  (a)(3)  (i)  and  (ii) 
of  this  section  and  an  installment 
agreement  (or  other  instruction  on  the 
payment  schedule),  if  applicable,  to  the 
employee's  paying  agency; 

(iv)  If  the  employee  is  in  the  process 
of  separating,  the  Peece  Ccnps  must 
submit  its  debt  claim  to  the  employee's 
paying  agency  for  collection  as  provided 
in  §  309.16.  "The  pajring  agency  must 
certify  the  total  amoimt  of  its  collection 
and  notify  the  creditor  agency  and  the 
employee  as  provided  in  paragraph 
(b)(4)  of  this  section.  If  the  paying 
agency  is  aware  that  the  employee  is 
entitled  to  payments  from  the  Civil 
Service  Retirement  and  Disability  Fund, 
or  other  similar  payments,  it  must 
provide  written  notification  to  the 
agency  responsible  for  making  such 
payments  that  the  debtor  owes  a  debt 
(including  the  amount)  and  that  the 
provisions  of  this  section  have  been 
fully  complied  with.  However,  the 
Peace  Corps  must  submit  a  properly 
certified  claim  to  the  agency  responsible 
for  making  such  payments  before  the 
collection  can  be  made. 

(v)  If  the  employee  is  already 
separated  and  all  payments  due  from  his 
or  her  former  paying  agency  have  been 
paid,  the  Peace  Corps  may  request, 
unless  otherwise  prohibited,  that  money 
due  and  payable  to  the  employee  bom 
the  Civil  Service  Retirement  and 
Disability  Fund  (5  CFR  831.1801  et  seq.) 
or  other  similar  funds,  be 
administratively  offset  to  collect  the 
debt  (See  31  U.S.C.  3716  and  41  CFR 
102.4). 

(4)  When  an  employee  transfers  to 
another  paying  agency,  the  Peace  Corps 
need  not  repeat  the  due  process 
procedures  described  in  5  U.S.C  5514 
and  this  subpart  to  continue  the 
collection.  TTie  Peace  Corps  must  review 
the  debt  upon  receiving  the  former 
paying  agency's  notice  of  the 
employee's  transfer  to  make  sure  the 
collection  is  continued  by  the  new 
paying  agency. 

(b)  Responsibility  of  the  Peace  Corps 
as  the  paying  agency. 

(1)  Complete  claim.  When  the  Peace 
Corps  receives  a  certified  claim  from  a 
creditor  agency,  deductions  should  be 
scheduled  to  be^in  at  the  next  officially 
established  pay  interval.  The  employee 
must  receive  written  notice  that  the 
Peace  Corps  has  received  a  certified 
debt  claim  from  the  creditor  agency 
(including  the  amount)  and  written 
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notice  of  the  date  salary  offiset  will  begin 
and  the  amount  of  such  deductions. 

(2)  Incomplete  claim.  When  the  Peace 
Corps  receives  an  incomplete 
certification  of  debt  from  a  creditor 
agency,  the  Peace  Corps  must  ret\im  the 
debt  claim  with  notice  that  procedures 
under  5  U.S.C  5514  and  this  subpart 
must  be  followed  and  a  properly 
certified  debt  claim  received  before 
action  will  be  taken  to  collect  bom  the 
employee's  current  pay  account. 

(3)  Review.  The  Peace  Corps  is  not 
authorized  to  review  the  merits  of  the 
creditor  agency's  determination  with 
respect  to  the  amount  or  validity  of  the 
debt  certified  by  the  creditor  agency. 

(4)  Employees  who  transfer  from  one 
paying  agency  to  another.  If,  after  the 
creditor  agency  has  submitted  the  debt 
claim  to  the  Peace  Corps,  the  employee 
transfers  to  another  agency  before  the 
debt  is  collected  h»  full,  the  Peace  Corps 
must  certify  the  total  amount  collected 
on  the  debt.  One  copy  of  the 
certification  must  be  furnished  to  the 
employee  and  one  copy  to  the  creditor 
agency  along  with  notice  of  the 
employee's  transfer. 

1309.18  Inlareet,  penaitlM  and 
adiHlntatf  aUv  corta. 

The  Peace  Corps  shall  assess  interest, 
penalties  and  administrative  costs  on 
debts  owed  pursuant  to  31  U.S.C.  3717 
and  4  CFR  102.13. 

1309.19  Refund*. 

(a)  In  instances  where  the  Peace  Corps 
is  the  creditor  agency,  it  shall  promptly 
refund  any  amoimts  deducted  under  the 
authority  of  5  U.S.C  5514  when: 

(1)  The  debt  is  waived  or  otherwise 
found  not  to  be  owed  to  the  United 
States:  or 

(2)  An  administrative  or  judicial  order 
directs  the  Peace  Corps  to  make  a 
refund. 

(b)  Unless  required  or  permitted  by 
law  or  contract,  refunds  under  this 
subpart  shall  not  bear  interest. 

1309.20  Request  for  the  servicM  of  a 
haerlnfl  oftieiai  from  It)*  erwMtor  agMKy. 

(a)  The  Peace  Corps  will  provide  a 
hearing  official  upon  request  of  the 
creditor  agency  when  the  debtor  is 
employed  by  the  Peace  Corps  and  the 
creditor  agency  cannot  provide  a 
prompt  and  appropriate  hearing  before 
an  administrative  law  judge  or  before  a 
hearing  official  furnished  pursuant  to 
another  lawful  arrangement. 

(b)  The  Peace  Corps  will  provide  a 
hearing  official  upon  request  of  a 
creditor  agency  when  the  debtor  works 
for  the  crmiitor  agency  and  that  agency 
cannot  arrange  for  a  hearing  official. 


(c)  The  salary  offset  coordination 
officer  will  appoint  qualified  pereonnel 
to  serve  as  hearing  officials. 

(d)  Services  rendered  imder  this 
section  will  be  provided  on  a  fully 
reimbursable  basis  pursuant  to  the 
Economy  Act  of  1932.  as  amended.  31 
U.S.C.  1535. 

1309.21  Non-wdvw  of  right*  by 
payiiMni*. 

An  employee's  invol\mtary  payment 
of  all  or  any  portion  of  a  debt  being 
collected  xmder  this  subpart  shall  not  be 
construed  as  a  waiver  of  any  rights 
which  the  employee  may  have  under  5 
use.  5514  or  any  other  provision  of  a 
written  contract  or  law  imless  there  are 
statutory  or  contractual  provisicms  to 
the  contrary. 

Subpart  C— Tax  Refund  Offset 

1309.22  Applicab(Hty  and  scop*. 

This  subpart  implements  31  U.S.C 
3720A  which  authorizes  the  Internal 
Revenue  Service  (IRS)  to  reduce  a  tax 
refund  by  the  amoimt  of  a  past-due 
legally  enforceable  debt  owed  to  the 
United  States. 

1309.23  P**t-du*  l*9any  •nfore**bl*  debt 

For  purposes  of  this  subpart,  a  past- 
due  legally  enforceable  debt  referable  to 
the  IRS  is  a  debt  which  is  owed  to  the 
United  States  and: 

(a)  Except  in  the  case  of  a  judgment 
debt,  has  been  delinquent  for  at  least  3 
months  and  will  not  have  been 
delinquent  more  than  10  years  at  the 
time  offset  is  made; 

(b)  Cannot  be  cxirrently  collected 
pursuant  to  the  salary  offset  provisions 
of  5  U.S.C.  5514; 

(c)  Is  ineligible  for  administrative 
offset  under  31  U.S.C  3716(a)  by  reason 
of  31  U.S.C  3716(c)(2)  or  cannot  be 
collected  by  administrative  offset  under 
31  U.S.C.  3716(a)  by  the  Peace  Corps 
against  amounts  payable  to  the  debtor 
by  the  Peace  Corps; 

(d)  With  respect  to  which  the  Peace 
Corps  has  given  the  taxpayer  at  least  60 
days  to  present  evidence  that  all  or  part 
of  the  debt  is  not  past-due  or  legally 
enforceable,  has  considered  evidence 
presented  by  such  taxpayer,  and 
determined  that  an  amount  of  such  debt 
is  past-due  and  legally  enforceable; 

(e)  Has  been  disclosed  by  the  Peace 
Corps  to  a  consumer  reporting  agency  as 
authorized  by  31  U.S.C  3711(f),  unless 
the  consumer  reporting  agency  would 
be  prohibited  from  reporting 
information  concerning  the  debt  by 
reason  of  15  U.S.C  1681c,  or  imless  the 
amoxmt  of  the  debt  does  not  exceed 
$100; 

(f)  Is  at  least  $25;  and 


(g)  With  respect  to  which  the  Peace 
Corps  has  notified  or  has  made  a 
reasonable  attempt  to  notify  the 
taxpayer  that: 

(1)  The  debt  is  past  due.  and 

(2)  Unless  repaid  within  60  days 
thereafter,  the  debt  will  be  referred  to 
the  IRS  for  offset  against  any 
overpayment  of  tax.  For  the  purposes  of 
paragraph  (g)  of  this  section,  in  order  to 
make  a  reasonable  attempt  to  notify  the 
debtor,  Peace  Corps  must  use  such 
address  for  the  debtor  as  may  be 
obtainable  bom  IRS  pursuant  to  section 
6103(m)(2).  (ra)(4).  or  (m)(5)  of  the 
Internal  Revenue  Code. 

1309.24    Definition*. 

For  piupose  of  this  subpart: 
Commissioner  means  the  Commissioner 
of  the  Internal  Revenue  Service. 

Memorandum  of  Understanding 
(MOU  or  agreement)  means  the 
agreement  between  the  IRS  and  the 
Peace  Corps  which  prescribes  the 
specific  conditions  the  Peace  Corps 
must  meet  before  the  IRS  will  accept 
referrals  for  tax  refund  offsets. 

{309.25    P*MM  Corp*' pwtidpsllon  In  IRS 
tax  refund  off  act  progrwru 

(a)  The  Peace  Corps  will  provide 
information  to  the  IRS  within  the  time 
frame  prescribed  by  the  Commissioner 
of  the  IRS  to  enable  the  Commissioner 
to  make  a  final  determination  as  to  the 
Peace  Corps'  participation  in  the  tax 
refund  offset  program.  Such  information 
will  include  a  description  of: 

(1)  The  size  and  age  of  the  Peace 
Corps'  inventory  of  delinquent  debts; 

(2)  The  prior  collection  efforts  that  the 
inventory  reflects;  and 

(3)  The  quality  controls  the  Peace 
Corps  maintains  to  assure  that  any  debt 
that  may  be  submitted  for  tax  refund 
offset  will  be  vaUd  and  enforceable. 

(b)  In  accordance  with  the  timetable 
specified  by  the  Commissioner,  the 
Peace  Corps  will  submit  test  magnetic 
media  to  the  IRS,  in  such  form  and 
containing  such  data  as  the  IRS  shall 
specify. 

(c)  The  Peace  Corps  vdll  provide  the 
IRS  with  a  telephone  number  which  the 
IRS  may  furnish  to  individuals  whose 
refunds  have  been  offset  to  obtain 
information  concerning  the  offset 

f  309.26    Procadur**. 

(a)  The  Chief  Financial  Officer  (or 
designee)  shall  be  the  point  of  contact 
with  the  IRS  for  administrative  matters 
regarding  the  offset  proerem. 

Tb)  The  Peace  Corps  snail  ensure  that: 

(1)  Only  those  past-due  legally 
enforceable  debts  described  in  §  309.23 
are  forwarded  to  the  IRS  for  offset;  and 

(2)  The  procedures  prescribed  in  the 
MOU  between  the  Peace  Corps  and  the 
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IRS  are  followed  in  developing  past-due 
debt  information  and  submitting  tlie 
debts  to  the  IRS. 

(c)  The  Peace  Corps  shall  submit  a 
notification  of  a  taxpayer's  liability  for 
past-due  legally  enforceable  debt  to  the 
IRS  on  magnetic  media  as  prescribed  by 
the  IRS.  Such  notification  shall  contain: 

(1)  The  name  and  taxpayer  identifying 
number  (as  defined  in  section  6109  of 
the  Internal  Revenue  Code)  of  the 
individual  who  is  responsible  for  the 
debt: 

(2)  The  dollar  amount  of  such  past- 
due  and  legally  enforceable  debt; 

(3)  The  date  on  which  the  original 
debt  became  past  due; 

(4)  A  statement  accompanying  each 
magnetic  tape  certifying  that,  with 
respect  to  each  debt  reported  on  the 
tape,  all  of  the  requirements  of 
eligibility  of  the  debt  for  referral  for  the 
refund  offset  have  been  satisfied.  See 

§  309.23. 

(d)  The  Peace  Corps  shall  promptly 
notify  the  IRS  to  correct  data  submitted 
when  the  Peace  Corps: 

(1)  Determines  that  an  error  has  been 
made  with  respect  to  a  debt  that  has 
been  referred; 

(2)  Receives  or  credits  a  payment  on 
such  debt;  or 

(3)  Receives  notification  that  the 
individual  owing  the  debt  has  filed  for 
bankruptcy  under  title  11  of  the  United 
States  Code  or  has  been  adjudicated 
bankrupt  and  the  debt  has  been 
discharged. 

(e)  When  advising  debtors  of  an  intent 
to  refer  a  debt  to  the  IRS  for  offset,  the 
Peace  Corps  shall  also  advise  the 
debtors  of  all  remedial  actions  available 
to  defer  or  prevent  the  offset  firom  taking 
place. 

S  309.27    Rafarral  of  debts  for  offaeL 

(a)  The  Peace  Corps  shall  refer  to  the 
IRS  for  collection  by  tax  refund  offset, 
from  refunds  otherwise  payable,  only 
such  past-due  legally  enforceable  debts 
owed  to  the  Peace  Corps: 

(1)  That  are  eligible  for  offset  under 
the  terms  of  31  U.S.C.  3720A,  section 
6402(d)  of  the  Internal  Revenue  Code, 
26  GFR  301.6402-6T  and  the  MOU;  and 

(2)  That  information  will  be  provided 
for  each  such  debt  es  is  required  by  the 
terms  of  the  MOU. 

(b)  Such  referrals  shall  be  made  by 
submitting  to  tlie  IRS  a  magnetic  tape 
pursuant  to  §  309.26(c),  together  with  a 
written  certification  that  the  conditions 
or  requirements  specified  in  26  CFR 
301.6402-6T  and  the  MOU  have  been 
satisfied  with  respect  to  each  debt 
included  in  the  referral  on  such  tape. 
The  certification  shall  be  in  the  form 
specified  in  the  MOU. 


f  309.28    Notice  requlrafnents  before 
offeet 

(a)  The  Peace  Corps  must  notify,  or 
make  a  reasonable  attempt  to  notify,  the 
individual  that: 

(1)  The  debt  is  past  due;  and 

(2)  Unless  repaid  within  60  days 
thereafter,  the  debt  will  be  referred  to 
the  IRS  for  offset  against  any  refund  of 
overpayment  of  tax. 

(b)  Tne  Peace  Corps  shall  provide  a 
mailing  address  for  forwarding  any 
correspondence  and  a  contact  name  and 
telephone  number  for  any  questions. 

(cj  The  Peace  Corps  shall  give  the 
individual  debtor  at  least  60  days  from 
the  date  of  the  notification  to  present 
evidence  that  all  or  part  of  the  debt  is 
not  past  due  or  legally  enforceable.  The 
Peace  Corps  shall  consider  the  evidence 
presented  by  the  individual  and  shall 
make  a  determination  whether  any  part 
of  such  debt  is  past  due  and  legally 
enforceable.  For  purposes  of  this 
subpart,  evidence  that  collection  of  the 
debt  is  affected  by  a  bankruptcy 
proceeding  involving  the  individual 
shall  bar  referral  of  the  debt  to  the  IRS. 

(d)  Notification  given  to  a  debtor 
pursuant  to  paragraphs  (a),  (b),  and  (c) 
of  this  section  shall  advise  the  debtor  of 
how  he  or  she  may  present  evidence  to 
the  Peace  Corps  that  all  or  part  of  the 
debt  is  not  past  due  or  legally 
enforceable.  Such  evidence  may  not  be 
referred  to,  or  considered  by, 
individuals  who  are  not  officials, 
employees,  or  agents  of  the  United 
States  in  making  the  determination 
required  under  paragraph  (c)  of  this 
section.  Unless  such  evidence  is  directly 
considered  by  an  official  or  employee  of 
the  Peace  Corps,  and  the  determination 
required  under  paragraph  (c)  of  this 
section  has  been  made  by  an  official  or 
employee  of  the  Peace  Corps,  any 
unresolved  dispute  with  the  debtor  as  to 
whether  all  or  part  of  the  debt  is  past 
due  or  legally  enforceable  must  be 
referred  to  the  Peace  Corps  for  ultimate 
administrative  disposition,  and  the 
Peace  Corps  must  directly  notify  the 
debtor  of  its  determination. 

Subpart  D — Adminlatratlve  Offset 

S  309.29    Applicability  end  scope. 

The  provisions  of  this  subpart  apply 
to  the  collection  of  debts  owed  to  the 
United  States  arising  from  transactions 
with  the  Peace  Corps.  Administrative 
offset  is  authorized  imder  section  5  of 
the  Federal  Claims  Collection  Act  of 
1966.  as  amended  by  the  Debt 
Collection  Act  of  1982  (31  U.S.C.  3716). 
These  regulations  are  consistent  with 
the  Federal  Claims  Collection  Standards 
on  administrative  offset  issued  jointly 
by  the  Department  of  Justice  and  the 


General  Accounting  Office  as  set  forth 
in  4  CFR  part  102. 

S  309.30    Definitions. 

(a)  Administrative  offset,  as  defined  in 
31  U.S.C.  3701(a)(1),  means  withholding 
money  payable  by  the  United  States 
Government  to,  or  held  by  the 
Government  for,  a  person  to  satisfy  a 
debt  the  person  owes  the  Government. 

(b)  Person  includes  a  natural  person 
or  persons,  profit  or  nonprofit 
corporation,  partnership,  association, 
trust,  estate,  consortium,  or  other  entity 
which  is  capable  of  owing  a  debt  to  the 
United  States  Government  except  that 
agencies  of  the  United  States,  or  of  any 
State  or  local  government  shall  be 
excluded. 

S  309.31    General. 

(a)  The  Director  of  the  Peace  Corps  (or 
designee)  will  determine  the  feasibility 
of  collection  by  administrative  offset  on 
a  case-by-case  basis  for  each  claim 
established.  The  Director  (or  designee) 
will  consider  the  following  issues  in 
making  a  determination  to  collect  a 
claim  by  administrative  offset: 

(1)  Can  administrative  o^et  be 
accomplished? 

(2)  Is  administrative  offset  practical 
and  legal? 

(3)  Does  administrative  o^et  best 
serve  and  protect  the  interest  of  the  U.S. 
Government? 

(4)  Is  administrative  offset  appropriate 
given  the  debtor's  financial  condition? 

(b)  The  Director  (or  designee)  may 
initiate  administrative  offset  with  regard 
to  debts  owed  by  a  person  to  another 
agency  of  the  United  States 
Government,  upon  receipt  of  a  request 
from  the  head  of  another  agency  or  his 
or  her  designee,  and  a  certification  that 
the  debt  exists  and  that  the  person  has 
been  afforded  the  necessary  due  process 
rights. 

(c)  The  Director  (or  designee)  may 
request  another  agency  that  holds  funds 
payable  to  a  Peace  Corps  debtor  to  offset 
the  debt  against  the  funds  held  and  will 
provide  certification  that: 

(1)  The  debt  exists;  and 

(2)  The  person  has  been  afforded  the 
necessary  due  process  rights. 

(d)  No  collection  by  administrative 
offset  shall  be  made  on  any  debt  that  has 
been  outstanding  for  more  than  10  years 
unless  facts  material  to  the 
Government's  right  to  collect  the  debt 
were  not  known,  and  reasonably  could 
not  have  been  known,  by  the  official  or 
officials  responsible  for  discovering  the 
debt. 

(e)  Administrative  offset  imder  this 
subpart  may  not  be  initiated  against: 

(1)  A  debt  in  which  administrative 
offset  of  the  type  of  debt  involved  is 
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explicitly  provided  for  or  prohibited  by 
another  statute: 

(2)  Debts  owed  by  other  agencies  of 
the  United  States  or  by  any  State  or 
local  Govemmoit;  or 

(3)  Oebts  arising  under  the  Internal 
Revenue  Code  of  1954;  the  Social 
Security  Act;  or  the  tariff  laws  of  the 
United  States. 

(0  The  procedures  for  administrative 
offset  in  this  subpart  do  not  apply  to  the 
offset  of  Federal  salaries  under  5  U.S.C. 
5514. 

§  309.32    Demand  for  payment— notie*. 

(a)  Whenever  possible,  the  Peace 
Corps  will  seek  written  consent  from  the 
debtor  to  initiate  immediate  collection 
before  starting  the  formal  notification 
process. 

(b)  In  cases  where  written  agreement 
to  collect  cannot  be  obtained  from  the 
debtor,  a  formal  notification  process 
shall  be  followed.  4  CFR  102.2.  Prior  to 
collecting  a  claim  by  administrative 
offset,  the  Peace  Corps  shall  send  to  the 
debtor,  by  certified  or  registered  mail 
with  return  receipt,  written  demands  for 
payment  in  terms  which  inform  the 
debtor  of  the  consequences  of  failure  to 
cooperate.  A  total  of  3  progressively 
stronger  written  demands  at  not  more 
than  30  day  intervals  will  normally  be 
made  unless  a  response  to  the  first  or 
second  demand  indicates  that  a  further 
demand  would  be  futile  or  the  debtor's 
response  does  not  require  rebuttal,  or 
other  pertinent  information  indicates 
that  additional  written  demands  would 
be  unnecessary.  In  determining  the 
timing  of  the  demand  letters,  the  Peace 
Corps  should  give  due  regard  to  the 
need  to  act  promptly  so  that,  as  a 
general  rule,  if  necessary  to  refer  the 
debt  to  the  Department  of  Justice  for 
litigation,  such  referral  can  be  made 
within  1  year  of  the  final  determination 
of  the  fact  and  the  amount  of  the  debt. 
When  appropriate  to  protect  the 
Government's  interests  (for  example,  to 
prevent  the  statute  of  limitations  from 
expiring),  written  demand  may  be 
preceded  by  other  appropriate  actions, 
including  immediate  referral  for 
litigation. 

(c)  Before  offset  is  made,  a  written 
notice  will  be  sent  to  the  debtor.  This 
notice  will  include: 

(1)  The  nature  and  amount  of  the 
debt: 

(2)  The  date  when  payment  is  due 
(not  less  than  30  days  from  the  date  of 
mailing  or  hand  delivery  of  the  notice); 

(3)  Tne  agency's  intention  to  collect 
the  debt  by  administrative  offset, 
including  asking  the  assistance  of  other 
Federal  agencies  to  help  in  the  offset 
whenever  possible,  if  the  debtor  has  not 
made  payment  by  the  payment  due  date 


or  has  not  made  an  arrangement  for 
payment  by  the  payment  due  date: 

(4)  Any  provision  for  interest,  late 
payment  penalties  and  administrative 
charges,  if  payment  is  not  received  by 
the  due  date; 

(5)  The  possible  reporting  of  the  claim 
to  consumer  reporting  agencies  and  the 
possibility  that  Peace  Corps  will 
forward  the  claim  to  a  collection  agency; 

(6)  The  right  of  the  debtor  to  inspect 
and  copy  Peace  Corps'  records  related  to 
the  claim: 

(7)  The  right  of  the  debtor  to  request 
a  review  of  the  determination  of 
indebtedness  and,  in  the  circumstances 
described  below,  to  request  an  or«tl 
hearing  from  the  Peace  Corps: 

(8)  The  right  of  the  debtor  to  enter 
into  a  written  agreement  with  the 
agency  to  repay  the  debt  in  some  other 
way:  and 

(9)  In  appropriate  cases,  the  right  of     * 
the  debtor  to  request  a  waiver. 

(d)  Claims  for  payment  of  travel 
advances  and  employee  training 
expenses  require  notification  prior  to 
administrative  offset  as  described  in  this 
section.  Because  no  oral  hearing  is 
required,  notice  of  the  right  to  a  hearing 
need  not  be  included  in  the  notification. 

1309.33  Debtor's  faUure  to  respond. 
If  the  debtor  fails  to  respond  to  the 

notice  described  in  §  309.32  (c)  by  the 
proposed  effective  date  specified  in  the 
notice,  the  Peace  Corps  may  take  further 
action  under  this  part  or  the  FCCS 
under  4  CFR  parts  101  through  105. 
Peace  Corps  may  collect  by 
administrative  offset  if  the  debtor: 

(a)  Has  not  made  payment  by  the 
payment  due  date: 

(b)  Has  not  requested  a  review  of  the 
claim  within  the  agency  as  set  out  in 
§  309.34;  or 

(c)  Has  not  made  an  arrangement  for 
payment  by  the  payment  due  date. 

1309.34  Agency  review. 

(a)  A  debtor  may  dispute  the  existence 
of  the  debt,  the  amount  of  the  debt,  or 
the  terms  of  repayment.  A  request  to 
review  a  disputed  debt  must  be 
submitted  to  the  Peace  Corps  official 
who  provided  notification  within  30 
calendar  days  of  the  receipt  of  the 
written  notice  described  in  §  309.32(c). 

(b)  The  Peace  Corps  will  provide  a 
copy  of  the  record  to  the  debtor  and 
advise  him/her  to  furnish  available 
evidence  to  support  his  or  her  position. 
Upon  receipt  of  the  evidence,  the  Peace 
Corps  will  review  the  written  record  of 
indebtedness  and  inform  the  debtor  of 
its  findings. 

(c)  Pending  the  resolution  of  a  dispute 
by  the  debtor,  transactions  in  any  of  the 
debtor's  accounts  maintained  by  the 


Peace  Corps  may  be  temporarily 
suspended.  Depending  on  the  tvpe  of 
transaction  the  suspension  could 
preclude  its  payment,  removal,  or 
transfer,  as  well  as  prevent  the  payment 
of  interest  or  discount  due  thereon. 
Should  the  dispute  be  resolved  in  the 
debtor's  favor,  the  suspension  will  be 
immediately  lifted. 

(d)  During  the  review  period,  interest, 
penalties,  and  administrative  costs 
authorized  under  the  Federal  Claims 
Collection  Act  of  1966.  as  amended,  will 
continue  to  accrue. 

§309.35    Hearing. 

(a)  A  debtor  will  be  provided  a 
reasonable  opportunity  for  an  oral 
hearing  when: 

(Dd)  By  statute,  consideration  must 
be  given  to  a  request  to  waive  the 
indebtedness: 

(ii)  The  debtor  requests  waiver  of  the 
indebtedness;  and 

(iii)  The  waiver  determination  rests 
on  an  issue  of  creditability  or  veracity; 
or 

(2)  The  debtor  requests 
reconsideration  and  the  Peace  Corps 
determines  that  the  question  of 
indebtedness  cannot  be  resolved  by 
reviewing  the  docimtientary  evidence. 

(b)  In  cases  where  an  oral  hearing  is 
provided  to  the  debtor,  the  Peace  Corps 
will  conduct  the  hearing,  and  provide 
the  debtor  with  a  written  decision. 

S309.36    Written  agrsemeni  for  repayment 

If  the  debtor  requests  a  repayment 
agreement  in  place  of  offset,  the  Peace 
Corps  has  discretion  and  should  use 
sound  judgment  to  determine  whether 
to  accept  a  repayment  agreement  in 
place  of  offset.  If  the  debt  is  delinquent 
and  the  debtor  has  not  disputed  its 
existence  or  amount,  the  Peace  Corps 
will  not  accept  a  repayment  agreement 
in  place  of  offset  unless  the  debtor  is 
able  to  establish  that  offset  would  cause 
undue  financial  hardship  or  be  unjust. 
No  repayment  arrangement  will  be 
considered  unless  the  debtor  submits  a 
financial  statement,  executed  under 
penalty  of  perjury,  reflecting  the 
debtor's  assets,  liabilities,  income,  and 
expenses.  The  financial  statement  must 
be  submitted  within  10  business  days  of 
the  Peace  Corps'  request  for  the 
statement.  At  the  Peace  Corps'  option,  a 
confess- judgment  note  or  bond  of 
indemnity  with  surety  may  be  required 
for  installment  agreements. 
Notwithstanding  the  provisions  of  this 
section,  any  reduction  or  compromise  of 
a  claim  will  be  governed  by  4  CFR  part 
103  and  31  CFR  5.3. 

§309.37    Administrative  offset  procedures. 

(a)  If  the  debtor  does  not  exercise  the 

ri^t  to  request  a  review  within  the  time 
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specified  in  §  309.34,  or  if  as  a  result  of 
the  review,  it  is  determined  that  the 
debt  is  due  and  no  written  agreement  is 
executed,  then  administrative  offiset 
shall  be  ordered  in  accordance  with  this 
subpart  without  further  notice. 

(d)  Travel  advance.  The  Peace  Corps 
will  deduct  outstanding  advances 
provided  to  Peace  Corps  travelers  from 
other  amounts  owed  the  traveler  by  the 
agency  whenever  possible  and 
practicable.  Monies  owed  by  an 
employee  for  outstanding  travel 
advances  which  cannot  be  deducted 
from  other  travel  amoimts  due  that 
employee,  will  be  collected  through 
salary  offiset  as  described  in  subpart  B  of 
this  part. 

(c)  Volunteer  allowances.  The  Peace 
Corps  may  deduct  through 
administrative  offset  amounts  owed  the 
U.S.  Government  by  Volunteers  and 
Trainees  from  the  readjustment 
allowance  account. 

(1)  Overseas  posts  will  obtain  written 
consent  from  Volunteers  or  Trainees 
who  are  indebted  to  the  agency  upon 
close  of  service  or  termination,  to 
deduct  amounts  owed  from  their 
readjustment  allowances.  Posts  will 
immediately  submit  the  written  consent 
to  Volunteer  and  Sta^  Payroll  Services 
Division  (VSPS). 

(2)  In  cases  where  written  consent 
from  indebted  Volunteers  or  Trainees 
cannot  be  obtained,  overseas  posts  will 
immediately  report  the  documented 
debts  to  VSPS.  VSPS  may  then  initiate 
offset  against  the  readjustment 
allowance.  Prior  to  o^t  action,  VSPS 
will  notify  the  debtor  Volunteer  or 
Trainee  of  their  rights  as  required  in 
§309.32. 

(d)  Requests  for  offset  to  other  Federal 
agencies.  The  Director  or  bis  or  her 
designee  may  request  that  a  debt  owed 
to  the  Peace  Corps  be  administratively 
offset  against  funds  due  and  payable  to 
a  debtor  by  another  Federal  agency.  In 
requesting  administrative  offset,  the 
Peace  Corps,  as  creditor,  will  certify  in 
writing  to  the  Federal  agency  holding 
funds  of  the  debtor; 

(1)  That  the  debtor  owes  the  debt: 

(2)  The  amount  and  basis  of  the  debt; 
and 

(3)  That  the  Peace  Corps  has  complied 
with  the  requirements  of  31  U.S.C.  3716. 
its  own  administrative  offset  regulations 
and  the  applicable  provisions  of  4  CFR 
part  102  with  respect  to  providing  the 
debtor  with  due  process. 

(e)  Requests  for  offset  from  other 
Federal  agencies.  Any  Federal  agency 
may  request  that  funds  due  and  payable 
to  its  d^tor  by  the  Peace  Corps  be 
administratively  ottsefl  in  order  to 
collect  a  debt  owed  to  such  Federal 
agency  by  the  debtor.  The  Peace  Corps 


shall  initiate  the  requested  offset  only 
upon: 

(1)  Receipt  of  written  certification 
from  the  creditor  agency: 

(i)  That  the  debtor  owes  the  debt; 

(ii)  The  amount  and  basis  of  the  debt; 

(iii)  That  the  agency  has  prescribed 
regulations  for  the  exercise  of 
administrative  offiset;  and 

(iv)  That  the  agency  has  complied 
%vith  its  own  administrative  offset 
regulations  and  with  the  applicable 
provisions  of  4  CFR  part  102,  including 
providing  any  required  hearing  or 
review. 

(2)  A  determination  by  the  Peace 
Corps  that  collection  by  offset  against 
funds  payable  by  the  Peace  Corps  would 
be  in  the  best  interest  of  the  United 
States  as  determined  by  the  facts  and 
circumstances  of  the  particular  case, 
and  that  such  offset  would  not 
otherwise  be  contrary  to  law. 

f  309.38    CMi  and  Foreign  Swvic* 
Retirement  Fund. 

(a)  Unless  otherwise  prohibited  by 
law,  Peace  Corps  may  request  that 
monies  that  are  due  and  payable  to  a 
debtor  from  the  Qvil  Service  Retirement 
and  Disability  Fund,  the  Foreign  Service 
Retirement  Fund  or  any  other  Federal 
retirement  fund  be  administratively 
offset  in  reasonable  amounts  in  order  to 
collect  in  one  full  payment  or  a  minimal 
number  of  payments,  debts  owed  the 
United  States  by  the  debtor.  Such 
requests  shall  bie  made  to  the 
appropriate  officials  of  the  respective 
fund  servicing  agency  in  accordance 
with  such  regulations  as  may  be 
prescribed  by  the  Director  of  that 
agency.  The  requests  for  administrative 
offset  will  certify  in  writing  the 
following: 

(1)  The  debtor  owes  the  United  States 
a  debt  and  the  amount  of  the  debt; 

(2)  The  Peace  Corps  has  complied 
with  applicable  regulations  and  . 
procedures; 

(3)  The  Peace  Corps  has  followed  the 
requirements  of  the  FCCS  as  described 
in  this  subpart. 

(b)  Once  Peace  Corps  decides  to 
request  offset  under  paragraph  (a)  of  this 
section,  it  will  make  the  request  as  soon 
as  practical  after  completion  of  the 
applicable  procedures  in  order  that  the 
fund  servicing  agency  may  identify  and 
flag  the  debtor's  account  in  anticipation 
of  the  time  when  the  debtor  requests  or 
becomes  eligible  to  receive  payments 
from  the  fund.  This  will  satisfy  any 
requirements  that  offset  will  be  initiated 
prior  to  expiration  of  the  statute  of 
limitations. 

(c)  If  Peace  Corps  collects  part  or  all 
of  the  debt  by  other  means  before 
deductions  are  made  or  completed 


pursuant  to  paragraph  (a)  of  this  section. 
Peace  Corps  shall  act  promptly  to 
modify  or  terminate  its  request  for 
offset. 

(d)  This  section  does  not  require  or 
authorize  the  fund  servicing  agency  to 
review  the  merits  of  Peace  Corps' 
determination  relative  to  the  debt. 

§309.39    Jeopardy  procedure. 
The  Peace  Corps  may  effect  an 

administrative  offset  against  a  payment 
to  be  made  to  the  debtor  prior  to  the 
completion  of  the  procedures  required 
by  §  309.32(c)  of  this  subpart  if  failure 
to  take  the  offset  would  substantially 
jeopardize  the  Peace  Corps'  ability  to 
collect  the  debt,  and  the  time  available 
before  the  payment  is  to  be  made  does 
not  reasonably  permit  the  completion  of 
those  procedures.  Such  prior  offset  shall 
be  promptly  followed  by  the  completion 
of  those  procedures.  Amounts  recovered 
by  offset  but  later  found  not  to  be  owed 
to  the  Peace  Corps  shall  be  promptly 
refunded. 

Subpart  E — Use  of  Consumer 
Reporting  Agencies  and  Referrals  to 
Collection  Agencies 

§  309.40    Use  of  coneumer  reporting 
agencies. 

(a)  The  Peace  Corps  may  report 
delinquent  debts  to  consumer  reporting 
agencies  (see  31  U.S.C.  3701(a)(3)).  Sixty 
days  prior  to  release  of  information  to  a 
consumer  reporting  agency,  the  debtor 
shall  be  notiffed,  in  writing,  of  the 
intent  to  disclose  the  existence  of  the 
debt  to  a  consumer  reporting  agency. 
Such  notice  of  intent  may  be  separate 
correspondence  or  included  in 
correspondence  demanding  direct 
payment.  The  notice  shall  be  in 
conformance  with  31  U.S.C.  3711(f)  and 
the  Federal  Claims  Collection 
Standards. 

(b)  The  information  that  may  be 
disclosed  to  the  consumer  reporting 
agency  is  limited  to: 

(1)  The  debtor's  name,  address,  social 
security  number  or  taxpayer 
identification  number,  and  any  other 
information  necessary  to  establish  the 
identity  of  the  individual; 

(2)  The  amount,  status,  and  history  of 
the  claim;  and 

(3)  The  Peace  Corps  program  or 
activity  under  which  the  claim  arose. 

S  309.41    Referrele  to  collection  agencies. 

(a)  Peace  Corps  has  authority  to 
contract  for  collection  services  to 
recover  delinquent  debts  in  accordance 
with  31  U.S.C  3718(c)  and  the  FCCS  (4 
CFR  102.6). 

(b)  Peace  Corps  will  use  private 
collection  agencies  where  it  determines 
that  their  use  is  in  the  best  interest  of 
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the  Government.  Where  Peace  Corps 
determines  that  there  is  a  need  to 
contract  for  collection  services,  the 
contract  will  provide  that: 

(1)  The  authority  to  resolve  disputes, 
compromise  claims,  suspend  at 
terminate  collection  action,  and  refer 
the  matter  to  the  Department  of  Justice 
for  litigation  or  to  taxe  any  other  action 
under  this  Part  will  be  retained  by  the 
Peace  Corps; 

(2)  Contractors  are  subject  to  the 
Privacy  Act  of  1974,  as  amended,  to  the 
extent  specified  in  5  U.S.C.  552a(m)  and 
to  applicable  Federal  and  State  laws  and 
regulations  pertaining  to  debt  collection 
practices,  such  as  the  Fair  Debt 
Collection  PracUces  Act.  15  U.S.C.  1692; 

(3)  The  contractor  is  required  to 
strictly  account  for  all  amounts 
collected: 

(4)  The  contractor  ipust  agree  that 
uncollectible  accoxmts  shall  be  returned 
with  appropriate  documentation  to 
enable  Peace  Corps  to  determine 
whether  to  pursue  collection  through 
litigation  or  to  terminate  collection: 

(5)  The  contractor  must  agree  to 
provide  any  data  in  its  files  relating  to 
paragraphs  (a)  (1).  (2)  and  (3)  of  section 
105.2  of  the  Federal  Claims  Collection 
Standards  upon  returning  the  accotmt  to 
Peace  Corps  for  subsequent  referral  to 
the  Department  of  Justice  for  Utigation. 

(c)  Peace  Corps  will  not  use  a 
collection  agency  to  collect  a  debt  owred 
by  a  current  employed  or  retired  Federal 
employee,  if  collection  by  salary  or 
annuity  offset  is  available. 

Subpart  F— Compromiaa,  Suapanaion 
or  Termination  and  Referral  of  Claima 

1309.42  Compromiae. 

Peace  Corps  may  attempt  to  effect 
compromise  in  accordance  with  the 
standards  set  forth  in  part  103  of  the 
FCCS  (4  CFR  part  103). 

1309.43  Suapendlngortwrnlnadng 
collection. 

Suspension  or  terminatioo  of 
collection  action  shall  be  made  in 
accordance  with  the  standards  set  forth 
in  Part  104  of  the  FCCS  (4  CFR  104) 

1309.44  Referral  of  claims. 

Claims  on  which  an  aggressive 
collection  action  has  been  taken  and 
which  cannot  be  collected, 
compromised  or  on  which  collection 
action  cannot  be  suspended  or 
terminated  under  parts  103  and  104  of 
the  FCCS  (4  CFR  pails  103  and  104). 
shall  be  referred  to  the  General 
Accounting  Office  or  the  Department  of 
Justice,  as  appropriate,  in  accordance 


with  the  jwooedures  set  forth  in  part  105 

of  the  FCCS  (4  CFR  part  105). 

Baritara  ZaitaMa. 

Acting  Director,  Peace  Coipe  of  the  United 

States. 

(FR  Doc.  93-239  Filed  l-«-93: 8.-4S  am] 
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DEPARTMENT  OF  HOUSMQ  AND 
URBAN  DEVELOPMENT 

Office  of  the  Secretary 

Office  of  the  Aaalatant  Secretary  for 
Fair  Houalng  and  Equal  Opportunity 

24  CFR  Part  100 

Diacrimlnatory  Conduct  Under  the  Fair 
Houalng  Act 

CFR  Correction 

In  title  24  of  the  Code  of  Federal 
Regulations,  parts  1-199,  revised  as  of 
April  1, 1992,  on  page  786,  in  §  100.135. 
paragraph  (c)  was  incorrectly  printed 
and  paragraph  (d)  was  inadvertently 
omitted.  The  correct  paragraphs  (c)  and 
(d)  appear  as  follows: 

flOO.136    UntawfiUpraotfoMlntheaeNIng, 
brotoring  or  appraising  of  rMMwttial  rMl 
proparty. 

(c)  Nothing  in  this  section  prohibits  a 
pereon  engaged  in  the  business  of 
making  or  fiunishing  appraisals  of 
residential  real  property  from  taking 
into  consideration  factors  other  than 
race,  color,  religion,  sex.  handicap, 
familial  status,  or  national  origin. 

(d)  Practices  which  are  unlawful 
under  this  section  include,  but  are  not 
limited  to,  using  an  appraisal  of 
residential  real  property  in  connection 
with  the  sale,  rental,  or  financing  of  any 
dwelling  where  the  person  knows  or 
reasonably  should  Imow  that  the 
appraisal  improperly  takes  into 
consideration  race,  color,  religion,  sex. 
handicap,  femilial  status  or  national 
origin. 

HLUNO  cooe  isos-at-o 


DEPARTMENT  OF  TRANSPORTATION 

Coaat  Guard 

33  CFR  Part  165 

[COTP  8L  Louis  Regulation  92-10] 

Safety  Zone  Reguletione;  Upper 
MiseleaippI  River  Mile  202.1  through 
202.6 

AGENCY:  Coast  Guard.  DOT. 

ACTION:  Tonporary  final  rule. 


SUMMARY:  The  Coast  Guard  is 
establidiing  •  safety  xone  on  the  Upper 
Mississippi  River,  from  Mile  202.1 
through  202.6.  to  protect  commercial 
traffic  and  private  vessels  from  hazards 
associated  with  construction  of  the 
Qark  Highway  Bridge.  Entry  into  this 
zone  is  prohibited  unless  authorized  by 
the  Captain  of  the  Port 
EFFECTIVE  DATES:  This  regulation  is 
effective  daily,  from  November  6, 1992 
through  April  30, 1993  between  the 
hours  of  7  a.m.  and  5  p.m. 
FOR  FURTHER  eiFORMATION  CONTACT: 
Commander  Scott  Cooper,  Captain  of 
the  Port,  St.  Louis.  Missouri  at  314-539- 
3823. 

SUPPLEMENTARY  R4F0RMATI0N:  In 
accordance  with  5  U.S.C  553,  a  notice 
of  proposed  rulemaking  was  not 
published  for  this  regulation  and  good 
cause  exists  for  making  it  effective  less 
than  30  days  after  publication  in  the 
Federal  Re^er.  Publishing  an  NPRM 
and  delaying  the  efiiective  date  would  be 
contrary  to  me  public  interest  since 
immediate  action  is  necessary  to  ensure 
the  safiaty  of  vessels  operating  in  the 
regulated  area. 

Drafting  Information 

The  drafter  of  this  regulation  is  MSTC 
M.G.  Bryan,  project  officer  for  the 
Captain  of  the  Port 

Discussion  of  Regulation 

This  regulation  is  required  to  protect 
commercial  traffic  and  private  vessels 
fitim  hazards  associated  with 
construction  of  the  Clark  Highway 
Bridge  spanning  the  Mississippi  River. 
Tlie  event  requMng  this  regulation  will 
begin  on  November  6, 1992  and  will 
conclude  on  April  30, 1993.  Entry  into 
this  zone  between  7  a.m.  and  S  p.m.  will 
be  prohibited  at  various  times  and  dates 
during  the  construction  period.  The  M/ 
V  MISS  JAN  will  be  on  scene  to  update 
closure  periods  as  conditions  warrant. 
Questions  can  be  directed  to  the  MA^ 
MISS  JAN  on  VHF  diannels  13  and  16. 
Reopening  broadcasts  will  be  made  by 
MA^  MISS  JAN.  This  regulaUon  U 
issued  pursuant  to  33  U.S.C  1231  as  set 
'    out  in  the  authority  citation  for  all  of  33 
CFR  part  165. 

List  of  Sobiecti  in  33  CFR  Part  16S 

Harbors.  Marine  safety.  Navigati<m 
(water).  Seciirity  measures.  Vessels, 
Waterways. 

Regulation 

In  consideration  of  the  foregoing, 
subpart  C  of  part  165  of  title  33.  Coda 
of  Federal  R^ulations.  is  amended  as 
follows: 
1.  The  authority  dtalion  for  part  165 
_    continues  to  read  as  follows: 


ScottP.Coi 

Commande 
the  Port.  St 
(FR  Doc.  93 
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Audiority:  33  U.S.Q  1231;  50  U.S.C  191: 
49  CFR  1.46  and  33  CFR  1.0S-l(g),  6.04-1, 
6.04-6.  and  160.5 

2.  A  new  §  16S.T0255  is  added  to  read 
as  follows: 

f166.T025S    S«f*ty  zone:  Upper 
MiMiesippi  Rivar. 

(a)  Location.  The  following  area  is  a 
safety  zone:  Upper  Mississippi  River 
firom  Mile  202.1  through  202.6. 

(b)  Effective  Date.  This  regulation  is 
effective  daily  on  November  6, 1992 
through  April  30, 1993  betWeen  the 
hours  of  7  a.m.  and  5  p.m. 

ic)  Regulations.  In  accordance  with 
the  general  regulations  in  §  165.23  of 
this  part,  entry  into  this  zone  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port  or  his  on  scene 
representative,  the  M/V  MISS  JAN. 

Dated:  November  3, 1992. 
Scott  P.  Coopar, 

Commander.  U.S.  Coast  Guard,  Captain  of 
the  Port.  St  Louis,  Missouri. 
(FR  Doc.  93-270  Filed  1-6-93;  8:45  am] 

BMXINO  CODE  4*10-t4-H 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Office  of  Inspector  General 

42  CFR  Part  1001 
[RIN  0991-AA69] 

Medicare  and  State  Health  Care 
Programs;  Fraud  and  Abuse;  Safe 
Hart)ors  for  Protecting  Health  Plans- 
Extension  of  Comment  Period 

AGENCY:  Office  of  Inspector  General 

(GIG),  HHS. 

ACTKM:  Interim  final  rule  with  request 

for  comment;  extension  of  comment 

period. 

SUMMARY:  On  November  5, 1992,  we 
published  an  interim  final  rule 
establishing  two  new  safe  harbors,  and 
amended  one  existing  safe  harbor,  to 
provide  protection  for  certain  health 
care  plans,  such  as  health  maintenance 
organizations  and  preferred  provider 
organizations  (57  FR  52723).  We  are 
extending  the  comment  period  at  the 
request  of  several  organizations. 
DATES:  Comments  may  be  submitted 
until  March  5, 1993. 
ADDRESSES:  Comments  should  be 
submitted  to:  Office  of  Inspector 
General,  Department  of  Health  and 
Human  Services,  Attention:  LRR-28- 
FC,  room  5246,  330  Independence 
Avenue.  SW.,  Washington,  DC  20201. 
FOR  FURTHER  MFORMATION  CONTACT: 
Joel  Schaer,  Office  of  Inspector  General, 
(202) 619-0089. 


SUPPt.EUENTARY  INFORMATION:  These  safe 
harbors  specifically  set  forth  various 
standards  and  guidelines  that,  if  met, 
will  result  in  the  particular  arrangement 
being  protected  from  criminal 
prosecution  or  civil  sanctions  under  the 
anti-kickback  provisions  of  the  statute. 
Although  this  rule  was  issued  in  final 
form  and  became  effective  on  the  date 
of  publication,  we  indicated  in  the 
preamble  of  that  document  that  we  were 
allowing  a  60-day  public  comment 
period  diuing  which  time  interested 
parties  could  submit  their  comments 
and  concerns  regarding  these  safe 
harbors  to  the  Office  of  Inspector 
General.  The  OIG  agreed  to  consider  all 
comments  received  on  or  before  January 
4, 1993. 

Since  piiblication  of  that  final  rule, 
we  have  received  requests  from  several 
outside  organizations  to  extend  the 
existing  comment  period  beyond  the  60- 
day  period.  Specifically,  because  of  our 
desire  to  work  with  affected  outside 
groups  in  considering  innovative 
suggestions  and  ideas  in  establishing 
practical  and  workable  safe  harbors,  and 
concerns  made  known  to  us  by  some 
parties  that  the  holiday  season  has 
hampered  their  ability  to  poll  their 
constituents  in  a  timely  and  effective 
manner  to  provide  necessary  and 
comprehensive  information,  we  have 
agreed  to  extend  the  public  comment 
period  on  this  interim  final  rulemaking 
uatil  March  5, 1992.  We  note  that  even 
though  we  are  formally  extending  the 
comment  period  by  an  additional  60 
days,  these  managed  care  safe  harbor 
provision  regulations  have  the  effect  of 
a  final  rule  and  such  extension  will  not 
have  an  effect  on  the  current 
implication  of  this  rule. 

Dated:  December  IS,  1992. 

Approved:  December  31, 1992. 
Bryan  B.  Mitchell, 
Principal  Deputy  Inspector  General. 
Louis  W.  Sullivan, 
Secretary. 
[FR  Doc.  93-272  Filed  1-4-93;  11:52  am] 

BIUMO  CODE  4150-04-M 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Transit  Administration 

49  CFR  Part  665 
[Docket  No.  89-B] 
RIN2132-AA30 

Bus  Testing  Program;  Reopening  of 
Comment  Period 

AGENCY:  Federal  Transit  Administration, 
DOT. 


ACTION:  Interim  final  rule;  reopening  of 

comment  period. 

SUMMARY:  On  July  28, 1992,  the  Federal 
Transit  Administration  (FT A)  published 
interim  procedures  for  its  bus  testing 
program.  The  comment  period  ended  on 
December  14, 1992.  Because  of  the 
complexity  of  the  issues  involved  and 
the  desire  of  the  FTA  to  give  interested 
parties  the  maximum  opportunity  to 
comment,  the  FTA  has  found  reasonable 
cause  to  extend  the  comment  period  of 
FTA  Docket  89-B  for  an  additional 
forty-five  (45)  days  from  the  December 
14, 1992,  closing  date. 
DATES:  Comments  must  be  submitted  by 
January  29, 1993.  Comments  received 
after  that  date  will  be  considered  to  the 
extent  practicable. 
ADDRESSES:  Comments  should  be 
addressed  to:  Federal  Transit 
Administration,  Department  of 
Transportation,  Office  of  the  Chief 
Counsel,  Docket  89-B,  400  Seventh 
Street  SW.,  room  9316,  Washington,  DC 
20590. 

FOR  FURTHER  INFORMATION  CONTACT: 
For  technical  issues,  Steven  A.  Barsony. 
Director,  Office  of  Engineering 
Evaluations,  Office  of  Technical 
Assistance  and  Safety,  (202)  366-0090; 
for  legal  issues,  Richard  L.  Wong, 
Attorney-Advisor,  General  Law 
Division,  Office  oif  the  Chief  Counsel, 
(202)  366-1936  (voice);  (202)  366-2979 
(TDD). 

SUPPLEMENTARY  INFORMATION:  On  July 
28, 1992,  the  Federal  Transit 
Administration  (FTA)  published  an 
Interim  Final  Rule  (IFR),  implementing 
section  12(h)  of  the  Federal  Transit  Act 
(FT  Act),  which  in  turn  implements 
section  317  of  the  Surface 
Transportation  and  Uniform  Relocation 
Assistance  Act  of  1987  (STURAA). 
Section  12(h)  of  the  FT  Act  states  that 
no  Federal  funds  •  •  •  may  be 
obligated  or  expended  for  the 
acquisition  of  a  new  bus  model 
(including  any  model  using  alternative 
fuels)  unless  a  bus  of  such  model  has 
been  tested  [at  the  Federal  bus  testing 
facility  at  Altoona,  Pennsylvania].  The 
IFR  adds  two  categories  of  vehicles  to 
the  three  existing  categories  of  vehicles 
which  must  be  tested  before  a  recipient 
of  Federal  funds  could  expend  those 
funds  for  a  vehicle.  The  IFR  also 
proposes  a  partial  testing  program  for 
those  vehicles  which  have  already 
completed  testing  at  the  Federal  bus 
testing  facility  at  Altoona,  Pennsylvania. 
(57  FR  33394,  July  28, 1992). 

The  IFR  had  an  effective  date  of 
August  27, 1992,  thirty  days  after 
publication.  Allowing  only  thirty  days 
between  the  publication  date  and  the 
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effective  date  raised  tinforeseen  issues 
regarding  the  effect  of  the  regulation  on 
the  small  bus  industry,  affecting  both 
operators  and  manufacturers.  To 
address  this  problem,  the  FTA  amended 
the  IFR.  temporarily  postponing  the 
effective  date  of  the  regulation  as  it 
applies  to  the  two  categories  of  vehicles 
until  February  10. 1993.  and  extending 
the  comment  period  until  December  14. 
1992.  (57  FR  46814.  October  13. 1992). 
Given  the  complexity  of  the  issues 
involved  and  the  desire  of  the  FTA  to 
give  interested  parties  the  maximum 
opportunity  to  comment,  the  FTA  has 
found  reasonable  cause  to  extend  the 
comment  period  of  FTA  Docket  89-B  for 
an  additional  forty-five  (45)  days  from 
the  December  14. 1992.  closing  date  to 
January  29. 1993. 

Issued.  December  31. 1992. 
Brian  W.  Clymer, 
Administrator. 
IFR  Doc.  93-228  Filed  1-6-93;  8:45  ami 

BILUNC  COM  4»10-«r-« 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  227 
[Docltet  No.  910779-2317] 

Sea  Turtle  Conaervation;  Shrimp 
Trawting  Requirements 

AGEf4CY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce. 
ACTION:  Final  rule,  technical 
amendment. 


summary:  The  Secretary  of  Commerce 
issues  this  final  rule  to  amend  the 
regulations  requiring  shrimp  trawlers  in 
the  Gulf  of  Mexico  and  the  Atlantic 
Ocean  off  the  southeastern  United  States 
to  use  Turtle  Excluder  Devices  (TEDs)  to 
reduce  incidental  captures  of 
endangered  and  threatened  sea  turtles 
during  shrimp  fishing  operations.  This 
rule  removes  out-dated  language 
concerning  temporary  exemptions  from 
the  requirement  that  shrimp  trawlers 
equip  their  nets  with  TEDs. 
EFFECTIVE  DATE:  January  1. 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  Phil 
Williams.  (301)  713-2319  or  Charles  A. 
Oravetz.  (813)  893-3366. 

SUPPLEMENTARY  INFORMATION: 

Background 

All  sea  turtles  that  occur  in  U.S. 
waters  are  listed  as  either  endangered  or 
threatened  under  the  Endangered 
Species  Act  (ESA). 


Pursuant  to  its  authority  under  the 
ESA.  NMFS  issued  a  final  rule  to  revise 
sea  turtle  conservation  measures 
effective  December  1. 1992  (57  FR 
57348.  December  4. 1992).  The  specific 
requirements,  their  background  and 
rationale,  including  comments  and 
responses,  and  siunmaries  of  relevant 
biological  opinions,  were  included  in 
the  initial  publication  of  the  rule  (57  FR 
57348.  December  4. 1992)  and  are  not 
repeated  here. 

This  final  nile  technical  amendment 
removes  the  language  in  the  Code  of 
Federal  Regulations  concerning  two 
temporary  exemptions  that  expire  on 
January  1. 1993. 

Classification 

'  This  final  rule,  technical  amendment, 
is  issued  under  50  CFR  part  227. 
Because  this  rule  makes  only  minor, 
non-substantive  changes,  it  is 
unnecessary  under  5  U.S.C.  553(b)(B)  to 
provide  for  prior  public  comment  and 
there  is  good  cause  under  5  U.S.C. 
553(d)  not  to  delay  for  30  days  its 
effective  date. 

Because  this  rule  is  being  issued 
without  prior  comment,  a  regulatory 
flexibility  analysis  is  not  required  imder 
the  Regulatory  Flexibility  Act  and  none 
has  been  prepared. 

This  rule  makes  minor  technical 
changes  to  a  rule  that  has  been 
determined  not  to  be  a  major  rule  under 
Executive  Order  12291.  does  not  contain 
policies  with  federalism  implications 
sufficient  to  warrant  preparation  of  a 
federalism  assessment  under  E.O. 
12612,  and  does  not  contain  a 
collection-of-information  requirement 
for  the  purposes  of  the  Paperwork 
Reduction  Act.  There  is  no  change  in 
the  regulatory  impacts  previously 
reviewed  and  analyzed. 

List  of  Subjects  in  50  CFR  Part  227 

Endangered  and  threatened  species. 
Exports,  Imports.  Marine  mammals. 
Transportation. 

Dated:  December  31, 1992. 
Samuel  W.  McKeen. 
Program  Management  Officer,  National 
Marine  Fisheries  Service. 

For  the  reasons  set  out  in  the 
preamble.  50  CFR  part  227  is  amended 
as  follows: 

PART  227— THREATENED  FISH  AND 
WILDUFE 

1.  The  authority  citation  for  part  227 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1531  et  seq. 

2.  In  S  227.72.  paragraphs 
(e)(2)(ii)(A)(5)  and  (e)(2)(ii)(A)(6)  are 


removed  and  paragraph  (e)(2)(ii)(A)(7)  is 

redesignated  (e)(2)(ii)(A)(S). 

(FR  Doc.  93-249  Filed  1-6-93:  8:45  am] 

BILUNO  COOe  3S10-2a-M 


50  CFR  Parte  61 1  and  663 
[Dockat  No.  921253-2353] 

Foreign  Rshing;  Pacific  Coast 
Groundflsh  Hshery 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  NOAA.  Commerce. 
action:  Notice  of  1993  groundfish 
fishery  specifications  and  management 
measures,  and  request  for  comments. 


SUMMARY:  NMFS  announces  the  1993 
fishery  specifications  and  management 
measures  for  groundfish  taken  in  the 
U.S.  exclusive  economic  zone  and  state 
waters  off  the  coasts  of  Washington. 
Oregon,  and  California  as  authorized  by 
the  Pacific  Coast  Groimdfish  Fishery 
Management  Plan  (FMP).  The 
specifications  include  the  level  of  the 
acceptable  biological  catch,  harvest 
guidelines  and  quotas,  and  their 
distribution  between  domestic  and 
foreign  fishing  operations.  The 
management  measures  for  1993  are 
designed  to  keep  landings  within  the 
harvest  guidelines  or  quotas,  if  any,  and 
to  achieve  the  goals  and  objectives  of 
the  FMP  and  its  implementing 
regulations.  The  intended  effect  of  these 
actions  is  to  establish  allowable  harvest 
levels  of  Pacific  coast  groundfish  and  to 
implement  management  measures 
designed  to  achieve  but  not  exceed 
those  harvest  levels. 
EFFECTIVE  DATE:  January  1, 1993.  until 
modified,  superseded,  or  rescinded. 
Comments  will  be  accepted  until 
February  8. 1993. 

ADDRESSES:  Comments  on  these  actions 
should  be  sent  to  Mr.  Rolland  A. 
Schmitten.  Director.  Northwest  Region, 
National  Marine  Fisheries  Service,  7600 
Sand  Point  Way  NE..  BIN  C15700— 
Bldg.  1.  Seattle,  WA  98115-0070;  or  Dr. 
Gary  Matlock.  Acting  Director, 
Southwest  R^on.  National  Marine 
Fisheries  Service,  501  West  Ocean 
Blvd.,  Suite  4200,  Long  Beach,  CA 
90802-4213.  Information  relevant  to 
these  specifications  and  management 
measures  has  been  compiled  in 
aggregate  form  and  is  available  for 
public  review  during  business  hours  at 
the  office  of  the  NMFS  Northwest 
Regional  Director  or  may  be  obtained 
from  the  Pacific  Fishery  Management 
Council  (Council),  by  writing  Pacific 
Fishery  Management  Council,  Metro 
Center.  Suite  420.  2000  SW.  First 
Avenue.  Portland,  OR  97201. 
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FOR  FURTHER  MFORMATKNI  CONTACT: 
William  L.  Robinson  (Northwest  Region, 
NMFS)  206-526-6140;  or  Rodney  R. 
Mclnnis  (Southwest  Region,  NMFS) 
310-980-4040. 

SUPPLBIENTARY  INFORMATION:  The  FMP 
requires  that  fishery  specifications  for 
groundfish  be  evaluated  each  calendar 
year,  that  harvest  guidelines  or  quotas 
be  specified  for  species  or  species 
groups  in  need  of  additional  protection, 
and  that  management  measures 
designed  to  achieve  the  harvest 
guidelines  or  quotas  be  pubUshed  in  the 
Federal  Register  and  implemented  by 
January  1,  die  beginning  of  the  next 
fishing  year. 

These  final  fishery  specifications  and 
management  measures  have  been 
recommended  by  the  Council  and 
approved  by  the  Secretary  of  Commerce 
(Secretary)  for  implementation  on 
January  1, 1993.  The  acceptable 
biological  catches  (ABCs)  and  harvest 
guidelines  announced  herein  are  the 
basis  for  the  management  measures 
recommended  for  1993,  and  may  be 
modified  during  the  year  as  provided  in 
the  FMP.  All  of  the  management 
measures  annoiuiced  in  this  notice  are 
considered  "routine,"  and  have  been  so 
designated  at  50  CFR  663.23.  A 
proposed  rule  to  designate  trip  landing 
and  frequency  limits  for  Pacific  whiting 


as  "routine"  was  published  on 
December  1, 1992  (57  FR  56897).  A  final 
rule  is  expected  imminently. 

The  FMP  provides  for  announcement 
of  the  final  fishery  specifications  in  the 
Federal  Register  after  consideration  at 
two  Council  meetings.  The  process  for 
adopting  ABCs,  harvest  gxddelines  and 
quotas  for  1993  was  initiated  early  in 
1992  so  that  preliminary  specifications 
could  be  adopted  by  the  Council  at  its 
September  1992  meeting.  New  stock 
assessments,  the  basis  for  changes  to  the 
1992  ABCs.  were  distributed  to  the 
public  prior  to  the  September  Council 
meeting.  The  dociunents  were  reviewed 
and  commented  upon  by  the  Coundl's 
scientific  and  industry  advisory 
committees  and  by  the  public.  After 
receiving  comments,  the  Council 
adopted  preliminary  ABCs  and  harvest 
guidelines  at  its  September  meeting, 
which  were  subsequently  made 
available  to  the  public.  Comments  were 
requested  before  and  at  the  November 
Council  meeting.  The  final 
recommendations  of  harvest 
specifications,  and  management 
measures  designed  to  achieve  those 
specifications,  adopted  at  the  November 
Coimcil  meeting  were  forwarded  to  the 
Secretary  for  implementation  by  January 
1. 1993. 


L  Final  Spedficatioiis  of  ABC,  Hanrwt 
Gniddinas  or  Qnotaa,  and 
Apportionnients  to  DAP,  JVP,  DAH,  and 
TALFF 

The  fishery  specifications  include  the 
ABC.  the  designation  and  amoimts  of 
harvest  guidelines  or  quotas  for  species 
that  need  individual  management,  and 
the  apportionment  of  the  harvest 
guidelines  or  quotas  between  domestic 
and  foreign  fisheries.  For  those  species 
needing  individual  management  that 
will  not  be  fully  utilized  by  domestic 
processors  or  harvesters,  and  that  can  be 
caught  without  severely  impacting 
species  that  are  fully  utilized  by 
domestic  processors  or  harvesters,  the 
harvest  guidelines  or  quotas  may  be 
apportioned  to  domestic  annual  harvest 
(DAH,  which  includes  domestic  annual 
processing  pAP)  and  joint  venture 

!irocessing  (JVP))  and  the  total  allowable 
evel  of  foreign  fishing  (TALFF). 

The  final  1993  management 
specifications  are  listed  in  Tables  1  and 
2.  followed  by  a  discussion  of  each 
species  with  an  ABC,  harvest  guideline, 
or  quota  that  differs  from  1992  levels. 
As  in  the  past,  these  specifications 
include  fish  caiight  in  state  ocean  waters 
(0-3  nautical  miles  ofEshore)  as  well  as 
fish  caught  in  the  exclusive  economic 
zone  (EEZ.  3-200  nautical  miles 
otkhore). 


Table  1.— Final  SPECiFicATtONS  of  ABC  for  1993  for  Washington,  Oregon,  and  Caufornia  by  Management 
SuBAREAs  Defined  in  50  CFR  Part  663  (These  CoRREUkTE  With  International  ^^ORTH  Paofic  Fisheries 
Commission— 4NPFC— AREAS) 

[In  thousands  ol  metric  tons] 


Spedes 


Subarea 


Vancouver^ 


Columbia        Euretia         Montaivy 


Conceptfcn 


Total 


Groundfish: 

Ungcod ». 
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ao 
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(^ 


^ 
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Remaining  rockfish 
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Dover  sole 
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Petrale  sole  .... 

Anowfootf) 

Other  flatfish ... 

Other  fish*  


1J 
OS 

24 

"oie 
"or 

2.S 


o 
(^ 

1.5 

"ii 

3.7 
4.0 

7.0 


Q 
0.6 

as 

1.9 
3.5 

bis 
Ti 

1.2 


O 


(*) 

4.3 

5.0 

bi 
"ii 

2.0 


0.4 

(^ 
n 
(^ 

C) 


(•) 

3.3 
1.0 
0.2 

"6i 

2.0 


7.0 

3.2 

177.0 

5.0-7.0 

52.6 

0.0 

13.0 

7.0 

1.0 
10.1 

1.54 
2.9 
3.6 
4.7 

14.0 

15.9 
1.9 
3.2 
M 

7.7 

14.7 


'U.&pwUan. 

I  — 


Oam 
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Itae  Is  a  MpMele  42S.(ni  ABC  tor  «!•  Corwspiian  Mbiree. 
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H*  WM*  oombtnad-  For  boeaooto.  •<• 


JOK 


ffiZ.iioi«»  o«  »•  N  Wh*l»,  ■|>»  fyPjpmm  onJy  )Kfc  nwcktrtl  In  M  EEZ  north  ol  39*  N.  Mbjd» 


Table  2— Final  Harvest  Guideline  (HG)  Specifcatjons  and  Their  Apportionment  to  DAP.  JVP,  DAH,  and 

TALFF  in  1993 
(In  thousafxls  01  rrwuic  Ions] 


SpKiM 


PacmcwhWng*  .^.- 

StwrtMiy  wclitit*  —- 

Jack  macktftl* 

SabWtati*  

Pactttc  ocMn  p«ch* 

Widow  rockfish  — 
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Dover  iota* 

SebastM: 
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Rockfish* 


HG 


142.0 
13.0 
46.5 

7.0 
•1.55 

7.0 
1.54 

4.4 
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17.9 

11.2 


DAP 


142.0 
13.0 
4«.5 

7.0 
1.55 

7.0 
1.54 
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7.0 
17.9 

11J 


JVP" 


CO 
OJO 
0.0 

0.0 
•0.0 
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0.0 
0.0 
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0.0 


DAH 
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13.0 
46.5 

7J0 
1.56 

7.0 
1.54 
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n«M(v« 
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00 
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00 
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0.0 
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Changes  to  the  ABCs  and  Harvest 
Cuideiines 

The  1993  final  ABCs  are  changed 
from  the  1992  levels  for  the  following 
species:  Pacific  whiting,  sablefish, 
bocaccio.  Dover  sole.  A  numerical  ABC 
is  established  for  arrowtooth  flounder 
for  the  first  time.  These  changes  are 
based  on  the  best  available  scientific 
information. 

Information  considered  in 
determining  these  specifications  is 
available  from  the  Council  (see 
ADDRESSES)  and  was  distributed  to  the 
public  in  the  Council 's  stock  assessment 
and  fishery  evaluation  (SAFE) 
document.  The  SAFE  document, 
required  under  the  Guidelines  for 
Fishery  Management  Plans  at  50  CFR 
part  602,  summarizes  the  best  available 
scientific  information  concerning  the 
past,  present,  and  possible  future 
condition  of  the  stocks  and  fisheries 
being  managed  under  Federal 
regulation. 

Those  species  or  species  groups  with 
harvest  guidelines  in  1992  will  continue 
to  be  managed  with  harvest  guidelines 
in  1993.  As  in  1992,  no  quotas  are 
established.  The  harvest  guideUnes  are 
changed  in  1993  for  Pacific  whiting, 
sablefish,  bocaccio,  Dover  sole, 
yellowtail  rockfish,  and  the  Sebastes 
complex. 


The  changes  to  the  ABCs  and  harvest 
guidelines  are  announced  below.  All 
other  specifications  annoimced  in  1992 
(57  FR  1654,  January  15. 1992)  continue 
in  effect  for  1993. 

Pacific  Whiting 

Based  on  the  1992  stock  assessment, 
the  Council  recommended  a  coastwide 
1993  ABC  for  the  United  States  and 
Canada  combined  of  177,000  mt,  24 
percent  lower  than  the  232,000-mt 
combined  ABC  in  1992.  This  ABC  is 
based  on  a  hybrid  fishing  strategy  that 
combines  the  features  of  a  constant 
fishing  mortahty  (F)  strategy  at  higher 
levels  of  biomass.  and,  at  lower  levels  of 
biomass,  a  variable  F  strategy  where 
fishing  mortality  for  a  particular  year  is 
proportional  to  the  level  of  female 
spawning  biomass.  Although  the 
Coimcil  has  assumed  a  moderate  harvest 
rate  in  setting  the  U.S.  harvest  guideline 
for  the  past  2  years,  lack  of  agreement 
with  Canada  over  the  sharing  of  this 
transboundary  stock  has  resulted  in 
combined  catches  exceeding  the  ABC.  If 
recruitment  remains  near  the  1960-1989 
median  recruitment  of  0.678  bilUon  fish, 
the  outlook  for  the  immediate  future  is 
for  a  continuing  decline  in  annual  yield. 
This  dechne  will  steepen  if  the 
combined  catch  for  the  United  States 
and  Canada  continues  above  the  ABC 


for  both  countries.  The  recniitment  of  a 
strong  year  class  would  substantially 
increase  the  projected  yields. 

Pacific  whiting  is  a  transboxmdary 
stock  and  the  U.S.  and  Canadian 
governments  do  not  yet  agree  on  the 
appropriate  levels  of  harvest  by  each 
country.  In  1992,  the  combined  U.S.  and 
Canadian  catch  is  expected  to  exceed 
the  ABC  for  both  countries  by  29 
percent.  The  1992  U.S.  harvest 
guideline  of  208.800  mt  was  90  percent 
of  the  U.S.-Canada  ABC  of  232,000  mt, 
whereas  Canada  based  its  quota  of 
90.000  mt  on  30  percent  of  the  expected 
total  catch.  In  bilateral  negotiations  with 
Canada,  the  United  States  indicated  that 
it  would  ask  the  Coimcil  to  recommend 
lowering  the  U.S.  harvest  guideline  to 
80  percent  of  the  U.S.-Canada  ABC  in 
1993.  Subsequently,  the  Council 
recommended  that  the  1993  U.S.  harvest 
guideline  be  set  at  142.000  mt,  80 
percent  of  the  177,000'mt  coastwide 
ABC  for  the  United  States  and  Canada. 

If  Canada  continues  to  calculate  its 
share  in  the  same  maimer  as  in  1992, 
the  U.S.  and  Canadian  total  harvest 
would  be  15  percent  above  the 
coastwide  ABC  in  1993.  If  fishing  occurs 
at  this  level  in  1993,  future  ABCs  will 
be  reduced  but  the  overfishing  level  for 
whiting  will  not  be  reached. 
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Sablefish 

The  ABC  is  decreased  from  8.900  mt 
coastwide  in  1992  to  5.000-7,000  mt 
north  of  the  Conception  subarea  (north 
of  36°00'  N.  latitude)  in  1093.  Coastwide 
landings  in  1991  were  9,454  mt.  and  in 
1992  are  expected  to  be  close  to  the 
8,900-mt  1992  ABC.  The  sablefish  stock 
was  assessed  in  1992  through 
application  of  a  stock  synthesis  model 
to  fishery  size  and  age  composition  data 
from  1986-1991  and  trawl  and  pot 
survey  data.  However,  it  was  not 
possible  to  satisfactorily  reconcile 
differences  in  the  results  of  the  slope 
trawl  surveys  and  the  pot  surveys. 
Consequently,  an  ABC  range  of  5.000- 
7,000  mt  was  selected  to  protect  the 
stock  until  more  certainty  can  be 
achieved.  Trawl  discards  have  been 
estimated  to  be  about  1.220  mt  in  recent 
years  and  are  already  subtracted  from 
the  ABC  range. 

For  the  first  time,  the  harvest 
guideline  for  sablefish  will  apply  only 
to  the  Vancouver,  Columbia,  Eureka, 
and  Monterey  subareas.  The  1993 
harvest  guideline  is  7,000  mt,  the  same 
as  the  ABC  for  those  areas.  The  trawl 
and  nontrawl  gear  allocations  for 
sablefish  also  will  continue  to  be 
specified  as  harvest  guidelines.  This  is 
done  so  that  the  Council's  goal  of 
providing  very  small  trip  limits  until  the 
end  of  the  year  will  not  be  compromised 
by  premature  closure  of  the  fishery  due 
to  oifficulties  in  estimating  landings,  as 
occurred  in  the  nontrawl  sablefish 
fishery  in  1991. 

A  separate  ABC  of  425  mt  is 
designated  for  sablefish  in  the 
Conception  subarea,  which  is 
approximately  the  amount  landed  in 
that  area  in  recent  years.  The 
Conception  subarea  is  excluded  bom 
the  stock  assessment  because  of  smaller 
size-at-age  and  delayed  matiirity  in  that 
area.  In  addition,  sablefish  larvae  are 
rare  in  that  area,  suggesting  that  any 
spawning  in  that  area  makes  a  minimal 
contribution  to  coastwide  recruitment. 

Bocaccio 

A  new  stock  assessment  was 
completed  for  bocaccio  in  the  Eureka- 
Monterey-Conception  subareas. 
resulting  in  an  increase  in  the  ABC  from 
800  mt  in  1992  to  1,540  mt  in  1993.  The 
new  assessment  incorporates  improved 
estimates  of  historical  catch,  including 
trawl,  set  net.  hook-and-line.  and 
recreational  data.  The  stock  synthesis 
model  indicates  that  biomass  has 
declined  substantially  since  1980  due  to 
■  low  recruitment,  and  is  approaching  20 
percent  of  its  estimated  unfished  level. 
(Unfished  level  means  the  biomass  that 
would  exist  if  no  fishing  occurred.) 


Landings  are  substantially  lower  than 
they  were  before  trip  Umits  were 
imposed  in  1991.  However,  weak 
recruitment  since  1979  is  expected  to 
cause  the  stock  to  continue  to  decline 
unless  the  total  harvest  is  kept  closer  to 
1,100  mt,  the  1991  harvest  guideline. 
Landings  in  1992  are  projected  to  be  less 
than  1,300  mt.  and  the  overfishing  level 
in  1993  is  1.840  mt  The  Council 
supported  its  Groundfish  Management 
Team's  (GMT)  recommendation  for 
setting  the  ABC  at  1.540  mt,  because  it 
is  consistent  with  the  current  harvest 
policy  for  most  of  the  groundfish 
species  which  assumes  a  fishing 
mortality  rate  that  would  reduce  egg 
production  per  female  to  35  percent  of 
its  imfished  level.  This  ABC  also 
includes  an  estimate  of  expected 
discards  (160  mt)  in  the  trawl  and  set 
net  fisheries  that  often  fish  to  the  2- 
week  cumulative  vessel  limit  for 
bocaccio. 

The  1993  harvest  guideline  for 
bocaccio  is  equal  to  the  ABC  for  the 
same  areas. 

Dover  Sole 

A  new  stock  assessment  for  Dover 
sole  was  conducted  in  1992.  As  a  result, 
the  1993  ABC  is  reduced  from  6,100  to 
4,000  mt  in  the  Columbia  subarea.  and 
from  4,900  mt  to  3,500  mt  in  the  Eureka 
subarea.  and  the  coastwide  ABC  is 
reduced  from  19,400  mt  to  15,900  mt. 
There  are  no  changes  to  the  ABCs  for 
the  Vancouver.  Monterey,  and 
Conception  subareas.  The  1993 
coastwide  ABC  is  close  to  the  level  of 
landings  in  1990  and  1992,  but  is  lower 
than  the  1991  landings  of  18,203  mt. 
Recent  landings  are  dose  to  the 
recommended  area  ABC's  for  1993 
except  for  the  Columbia  subarea  where 
landings  were  approximately  8,000  mt 
annually  in  1988-1991,  twice  the 
recommended  ABC  for  that  area. 

To  mitigate  the  economic  impact  of 
abrupt  reductions  in  ABC,  the  Council 
has  recommended  phasing  in  reductions 
by  setting  the  harvest  guideline  higher 
than  the  ABC  and  decreasing  the  harvest 
guideline  gradually  over  a  few  years. 
Consistent  with  this  policy,  the  Council 
recommended  a  separate  harvest 
guideline  of  6,000  mt  for  Dover  sole  in 
the  Columbia  subarea  in  1993, 
intermediate  between  the  4,000-mt  1993 
ABC  and  the  8,000-mt  projected 
landings  for  1992.  As  a  result,  the 
coastwide  harvest  guideline,  which 
includes  the  Columbia  subarea  harvest 
guideline,  is  17,900  mt,  2,000  mt  higher 
than  the  sum  of  the  ABCs. 

Arrowtooth  Flounder 

A  stock  assessment  on  arrowtooth 
flounder  currently  is  underway,  and  a 


separate  ABC  is  specified  because  of  the 
growing  importance  of  this  fishery. 
Landings  in  1991  decUned  to  4,960  mt 
from  5,824  mt  in  1990.  Pending 
completion  of  the  new  stock  assessment, 
the  ABC  for  arrowtooth  floimder  is  set 
equal  to  the  highest  recent  catch  of 
5,800  mt. 

Yellowtail  Rockfish  and  the  Sebastes 
Complex 

The  1993  ABCs  for  yellowtail  rockfish 
and  the  other  components  of  the 
Sebastes  complex  in  the  Vancouver  and 
Columbia  subfiareas  are  the  same  as  in 
1992.  However,  the  harvest  guideline 
applies  to  different  areas  in  1993.  Before 
1992,  the  harvest  guidelines  appUed 
only  to  the  Vancouver-Coliunbia  area. 
However,  in  1992,  the  Columbia  subarea 
was  divided  at  Cape  Lookout.  Oregon, 
and  the  harvest  guideUnes  for  yellowtail 
rockfish  and  the  Sebastes  complex 
applied  to  the  Vancouver-nortnem 
Columbia  area,  and  a  separate  harvest 
guideline  was  estabUshed  for  yellowtail 
in  the  southern  Columbia-Eiu«ka  area. 
There  was  no  separate  trip  limit  for 
yellowtail  in  the  southern  area.  The 
1992  areas  were  difficult  to  monitor  and 
high  catch  rates  in  the  southern  area 
suggested  that  management  should  be 
the  same  throughout  the  Columbia 
subarea.  By  July  29, 1992,  trip  limits 
were  changed  to  be  the  same  throughout 
the  Vancouver  and  Columbia  subareas. 
Consequently,  the  1993  harvest 
guidelines  for  yellowtail  rockfish  of 
4,400  mt  and  the  Sebastes  complex  of 
11,200  mt  will  be  assigned  only  to  the 
Vancouver  and  Columbia  subareas 
combined,  as  they  were  in  1991. 

Setting  Harvest  Guidelines  Greater  Than 
ABC 

In  most  cases,  harvest  guidelines 
equal  the  ABCs,  or  prorated  ABCs,  for 
specific  areas.  However,  for  1993  the 
Council  recommended  harvest 
guidelines  that  exceed  the  ABCs  for  two 
species,  Pacific  ocean  perch  (POP)  and 
E)over  sole.  The  FMP  requires  that  the 
Council  consider  certain  factors  when 
setting  a  harvest  guideUne  above  an 
ABC.  These  factors  were  considered  in 
establishing  the  20-year  rebuilding 
schedule  for  POP  in  the  1981  FMP,  and 
were  considered  again  for  POP  and 
Dover  sole  in  the  most  recent  stock 
assessment  in  the  Council's  August 
1992  SAFE  dociunent,  which  provides 
the  basis  for  the  1993  ABCs. 

POP 

POP  currently  is  managed  under  a  20- 
year  rebuilding  schedule  specified  in 
the  original  1981  FMP.  The  1993  harvest 
guideline  for  POP  is  the  same  as  in 
1992. 1.550  mt,  even  though  the  ABC 
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remains  at  zero.  As  for  the  last  several 
years,  the  haitrest  guideline,  in 
fX>njunction  with  a  very  small  trip  limit, 
is  necessary  to  accommodate  only 
incidental  catches  of  POP.  Landings  in 
1992  are  projected  to  be  1.023  rat.  This 
harvest  gmdeline  is  consistent  with  the 
1.550-mt  quota  established  in  the 
original  FMP  to  allow  for  incidental 
catches  while  achieving  the  20-year 
rebuilding  schedule  for  POP. 

Dover  Sole 

The  Council's  GMT  recommended 
that  the  1993  harvest  guideline  for  the 
Columbia  subarea  be  set  2.000  mt  above 
the  areas  ABC.  and  that  the  harvest 
guideline  in  1994  and  1995  for  the 
Columbia  subarea  be  stepped  down 
1.000  mt  each  year  so  that  it  eauals  the 
ABC  in  1995.  This  recommendation  was 
based  on  the  need  to  resolve  uncertainty 
in  the  stock  assessment  and  to  mitigate 
the  economic  impact  on  the  fishing 
industry.  The  risk  of  overfishing  Dover 
sole  in  the  Columbia  subarea  is  not 
appreciably  increased  by  a  harvest 
guideline  that  exceeds  the  ABC  during 
1993  and  1994. 

Overfishing 

The  FMP  defines  "overfishing"  as  a 
fishing  mortahty  rate  that  would  reduce 
spawning  bioraass  per  recruit  to  20 
percent  of  its  unfisned  level  (unless  the 
species  is  above  the  level  that  would 
produce  the  maximum  sustainable  yield 
pilSY)).  If  the  overfishing  level  is 
reached,  the  Guidelines  for  Fishery 
.^Management  Plans  at  50  CFR  part  602 

"require  the  Council  to  identify  actions  to 
—iK  undertaken  to  alleviate  overfishing. 
No  groundfish  species  are  believed  to 
have  been  overfished  in  1992.  and  none. 
with  the  possible  exception  of  POP,  are 
expected  to  be  overfished  in  1993. 

POP  was  depleted  off  Washington. 
Oregon,  and  CaUfomia.  mainly  by 
foreign  fishing  during  the  1960"8  and 
early  1970's.  In  1981.  a  rebuilding 
program  was  established  for  POP  in  the 
Vancouver  and  Columbia  subareas. 
(POP  is  neither  common  nor  important 
in  the  more  southern  areas.)  A  new 
comprehensive  review  of  fishery  and 
survey  data  does  not  indicate  any 
significant  rebuilding.  The  stock  is 
estimated  to  be  about  50  percent  of  its 
MSY  level  and  the  recent  harvests  of 
about  1 ,000  mt  are  near  the  level  of 
overfishing  (1.100  mt).  The  review  also 
indicates  that  strong  year  classes,  which 
are  necessary  to  rebuild  the  slock,  occur 
infrequently  so  the  lack  of  rebuilding  is 
not  unexpected.  The  Coxindl's  GMT 
recognized  that,  as  long  as  trawling 
occurs  in  these  areas,  incidental  catches 
of  POP  wiU  result.  The  CMT 
m  ommended  that  trip  limits  continue 


to  be  set  to  discourage  targeting  on  POP 
while  allowing  landings  of  incidental 
catches.  It  is  not  anticipated  that 
lowering  the  level  of  the  trip  limit  or  the 
harvest  guideline  will  reduce  the  fishing 
mortality  of  POP.  The  level  of  catch  will 
vary  with  effort  in  the  Vancouver- 
Columbia  area,  and  it  is  possible  that 
the  overfishing  level  will  be  reached  in 
1993.  Under  the  same  harvest  guideline 
and  trip  hmit  (3.000  pounds  (1.361  kg) 
or  20  percent  of  all  groundfish  per  trip, 
whichever  is  less),  the  total  landed 
catch  was  1.378  mt  in  1991  and  is 
projected  at  1.023  mt  in  1992. 

Two  species  (bocaccio  and  shortspine 
thomyheads)  reached  their  overfishing 
levels  in  1991.  and  a  number  of 
restrictions  were  imposed  to  minimize 
this  possibility  in  1992.  These  appear  to 
have  been  successful  because  they  did 
not  reach  their  respective  levels  of 
overfishing  in  1992. 

Althougn  landings  of  bocaccio  in 
1992  are  greater  than  in  1991.  a  new 
stock  assessment  has  increased  the  ABC 
significantly,  fi-om  800  mt  in  1992  to 
1,540  mt  in  1993.  In  1993,  the  harvest 
guideline  is  equal  to  the  ABC,  and  the 
overfishing  level  is  1,840  mt.  Landings 
in  1992  are  projected  to  be  1,268  mt. 
hi^er  than  the  1,000-mt  harvest 
guideline.  As  discussed  in  the  next 
section  on  management  measures,  the 

1992  trip  Umit  for  bocaccio  still  is 
appropriate  and  is  continued  in  1993. 

As  in  1992.  a  7,000-mt  combined 
harvest  guideline  is  recommended  in 

1993  for  shortspine  and  longspine 
thomyheads  because  they  are  caught 
together  and  are  difficult  to  tell  apart 
The  ABC  for  shortspine  thomyheads 
(1,900  mt)  is  much  smaller  than  for 
longspines  (10,100  mt).  The  harvest 
guideline  is  less  than  the  combined 
ABCs  for  the  two  species  because  if  it 
were  equal  to  the  sum  of  the  ABCs  for 
both  species  it  would  likely  result  in 
overfishing  of  shortspine  thomyheads 
which  contribute  only  16  percent  of  the 
available  yield.  Thus,  the  shortspine 
ABC  is  expected  to  be  exceeded  in  1992 
and  1993.  while  the  ABC  for  longspine 
thomyheads  will  not  be  reached.  The 
catch  of  shortspine  thomyheads  is 
projected  to  be  2.530  mt  in  1992,  above 
its  ABC  of  1,900  mt  and  well  below  iU 
overfishing  level  of  3.500  mt. 
Thomyheads  are  projected  to  exceed 
their  harvest  guideline  by  9  percent  in 
1992.  and  there  is  some  uncertainly  as 
to  whether  the  increase  in  trawl  mesh 
size  (57  FR  12212.  April  9,  1992, 
effective  May  11. 1992)  will  increase  the 
proportion  of  shortspine  thomyheads  in 
the  catch.  The  more  productive 
longspine  tliornyheads  contributed 
about  75  percent  of  the  landed  catch 
during  the  first  half  of  1992.  but  if  both 


species  are  caught  in  roughly  equal 
proportions  in  1993.  the  overfishing 
level  of  shortspine  thomyheads  could 
be  reached.  Consequently,  the  trip  limits 
in  January  1993  are  lower  than  in 
January  1992  (as  discussed  in  the 
section  on  management  measures). 

Discards 


Stock  assessments  and  in-season 
catch  monitoring  are  designed  to 
account  for  all  fishing  mortality, 
including  that  discarded  at  sea.  Discards 
of  rockfish  and  sablefish  in  the  fishery 
for  whiting  processed  at  sea  are  well- 
monitored  and  are  accounted  for  in- 
season  as  they  occur.  In  the  other 
fisheries,  discards  caused  by  trip  limits 
are  not  monitored,  so  discard  factors 
have  been  developed  to  reasonably 
account  for  this  extra  catch.  These 
discard  factors  are  applied  in  one  of  two 
ways.  In  some  cases  (trawl  sablefish, 
widow  rockfish,  bocaccio,  Dover  sole), 
the  discard  factor  was  used  in  the  stock 
assessment  and  in  the  setting  of  the 
ABC.  Therefore  the  ABC  and  harvest 
guideline  are  defined  in  terms  of  landed 
catch,  with  the  understanding  that  the 
discard  factor  is  not  applied  for  in- 
season  catch  monitoring.  In  other  cases 
(yellowtail  rockfish.  POP,  thomyheads), 
a  discard  factor  was  not  anticipated  in 
the  stock  assessment  leading  to  the 
setting  of  the  ABC  because  it  was 
developed  before  the  Uip  limits  became 
low  enough  to  induce  discards. 
Therefore,  an  estimate  of  discards 
caused  by  trip  limits  is  included  in  the 
in-season  landing  estimates. 

Apportionment  to  DAP.  JVP,  DAH.  and 
TALFF 

In  1993,  there  are  no  surplus 
groundfish  available  for  joint  venture  or 
foreign  fishing  operations. 
Consequently,  the  entire  harvest 
guidelines  in  1993  are  designated 
entirely  for  DAP  (which  also  equals 
DAH).  and  JVP  and  TALFF  are  set  at 
zero. 
II.  1993  Management  Measures 

The  1993  management  measures 
announced  in  this  notice  have  been 
designated  as  "routine"  under  the 
procedures  contained  in  Amendment  4 
to  the  FMP.  This  means  that  the 
measure  is  likely  to  need  adjustment  on 
an  annual  or  more  frequent  basis,  the 
effects  of  the  particular  management 
measure  have  been  analyzed  previously, 
and  it  may  be  implemented  and 
adjusted  for  a  specified  species  or 
species  group  and  gear  type  after 
consideration  at  a  single  Council 
meeting  and  after  a  notice  is  published 
in  the  Federal  Register,  as  long  as  the 
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purpose  of  the  measure  is  the  same  as 
when  it  was  designated  as  routine. 

The  Sebastes  Complex  (Including 
YeUowtail  Rockfisn  and  Bocaccio) 

In  1993,  the  cumulative  trip  limit  for 
yellowtail  rockfish  of  8,000  poimds 
(3,629  kg)  in -a  2-week  period  is  the 
same  as  at  the  beginning  of  1992. 
However,  it  applies  to  the  larger  area 
north  of  Coos  Bay,  Oregon,  rather  than 
north  of  Cape  Lookout,  Oregon.  In  1992, 
for  the  first  time,  different  trip  limits 
and  harvest  guidelines  were  set  for 
yellowtail  rockfish  in  the  northern  area 
(Vancouver-Columbia  north  of  Ca{>e 
Lookout)  and  the  southern  area  (Eureka- 
Columbia  south  of  Cape  Lookout). 
Because  landings  of  yellowtail  rockfish 
from  the  southern  area  were  expected  to 
be  small,  they  were  restricted  only  by 
the  trip  limit  for  the  Sebastes  complex. 
However,  landings  in  the  southern  area 
have  grown  and  it  became  apparent  that 
management  should  be  the  same 
throughout  the  Columbia  subarea.  On 
July  29, 1992,  the  trip  limits  for 
yellowtail  rockfish  were  again  applied 
to  the  Vancouver-Columbia  area,  as  has 
been  the  case  since  1985.  This  practice 
is  continued  in  1993. 

The  1992  cumulative  trip  limit  for 
bocaccio  of  10,000  pounds  (4,536  kg)  in 
a  2-week  period  caught,  south  of  Cape 
Mendocino  (the  Monterey  and 
Conception  subareas),  is  not  changed  for 
1993,  except  that  it  will  be  applied  the 
same  as  for  yellowtail  rockfish:  that  is, 
if  a  vessel  is  used  to  fish  south  of  Cape 
Mendocino  at  any  time  during  the  2- 
week  period,  the  more  restrictive  trip 
limit  for  bocaccio  caught  south  of  Cape 
Mendocino  will  apply  to  all  landings  by 
that  vessel  during  the  2-week  period, 
even  if  some  fishing  occurred  north  of 
Cape  Mendocino.  This  change  is  not 
expected  to  affect  fishing  operations 
since  few  bocaccio  fishers,  if  any. 
operate  both  north  and  south  of  Cape 
Mendocino. 

The  1993  coastwide  cumulative  trip 
limit  for  the  Sebastes  complex  of  50,000 
pounds  (22,680  kg)  in  a  2-week  period, 
which  includes  yellowtail  rockfish  and 
bocaccio  as  well  as  most  other  rockfish 
species,  is  the  same  as  in  1992. 

Widow  Rockfish 

The  1993  cumulative  trip  limit  for 
widow  rockfish  is  30,000  pounds 
(13,608  kg)  in  a  4-week  period,  the  same 
as  at  the  beginning  and  end  of  1992.  On 
whatever  date  during  the  1993  fishing 
season  it  is  determined  necessary  to 
extend  the  fishery  to  the  end  of  the  year, 
a  3,000  pound  (1,361  kg)  trip  limit  may 
be  imposed.  If  imposed,  the  3,000- 
pound  (1,361  kg)  trip  limit  will  apply 
per  trip,  not  cumulatively. 


POP 

The  1993  trip  limit  for  POP  is  the 
same  as  in  1991  and  1992:  3,000  poimds 
(1,361  kg)  or  20  percent  of  all  fish  on 
board,  whichever  is  less,  in  landings  of 
POP  above  1,000  pounds  (454  kg).  This 
is  not  a  cumulative  limit  because  it  is 
intended  to  accommodate  only 
incidental  catches.  It  therefore  applies 
to  each  fishing  trip. 

Deepwater  Complex  (Thomyheads, 
Dover  Sole,  and  Trawl-Caught 
Sablefish) 

The  cumulative  trip  limits  for  the 
deepwater  complex  and  thomyheads  are 
reduced  from  January  1992  levels,  but 
the  sablefish  trip  limit  is  unchanged. 
This  is  intended  to  reduce  landings  of 
thomyheads  which  are  expected  to 
exceed  their  harvest  guideline  by  9 
percent  in  1992.  It  also  is  intended  to 
reduce  landings  of  Dover  sole,  which  is 
projected  to  be  6  percent  below  its 
coastwide  harvest  guideline  in  1992,  but 
must  be  reduced  further  to 
accommodate  the  lower  harvest 
guidehne  in  the  Columbia  area  in  1993. 
Consequently,  the  cumulative  trip  limit 
for  the  deepwater  complex  is  reduced 
from  55,000  pounds  (24,948  kg)  in  a  2- 
week  period  in  January  1992  to  45,000 
pounds  (20,412  kg)  in  a  2-week  period 
in  January  1993.  Similarly,  the 
cumulative  trip  limit  for  thomyheads, 
which  is  included  in  the  trip  limit  for 
the  deepwater  complex,  will  be  lower  in 
January  1993  than  in  January  1992, 
reduced  from  25,000  pounds  (13,340  kg) 
to  20.000  poimds  (9,072  kg)  for  each  2- 
week  period.  As  in  1991  and  1992, 
sablefish  cannot  exceed  25  percent  of 
any  landing  of  the  deepwater  complex 
containing  more  than  1,000  pounds  (454 
kg)  of  sablefish,  and,  in  any  landing,  no 
more  than  5,000  pounds  (2,268  kg)  of 
sablefish  may  be  smaller  than  22  inches. 
Even  though  the  sablefish  harvest 
guideline  applies  only  to  the  Vancouver, 
Columbia,  Eureka,  and  Monterey 
subareas,  these  trip  limits  are  applied 
coastwide  to  avoid  effort  shifts  into  the 
Conception  subarea. 

Nontrawl  Trim  Limits  for  Sablefish 

In  1993,  a  250-pound  (113  kg)  daily 
trip  limit  will  apply  until  the  first  72- 
hour  closure  before  the  start  of  the 
regular  season,  and  again  on  the  date 
necessary  to  extend  the  harvest 
guideline  to  the  end  of  the  year  without 
exceeding  it.  In  1993,  the  regular  season 
is  expected  to  begin  on  May  12.  If 
fishing  rates  are  similar  to  1992,  the 
1993  regular  season  will  be  shorter  than 
3  weeks. 

The  level  of  trip  limits  in  the 
nontrawl  sablefish  fishery  prior  to  the 


regular  season  was  the  sub)ect  of 
considerable  debate  in  1991  and  1992. 
These  limits  are  intended  to  allow  small 
incidental  catches  to  be  landed  and  to 
allow  small  fisheries  to  operate  year- 
round.  In  1992,  the  year  began  with  a 
500-pound  (227  kg)  daily  trip  limit 
which  was  increased  to  1,500  pounds 
(680  kg)  daily  on  March  1.  Because  the 
sablefish  catch  continued  at  a  more 
rapid  rate  than  the  Council  intended, 
the  trip  hmit  was  reduced  to  500 
pounds  on  March  20. 1992,  and  to  250 
pounds  on  April  17, 1992,  until  the 
regular  season  opened  on  May  12, 1992. 
The  regular  season  lasted  only  15  days, 
after  which  the  250-pound  (113  kg) 
daily  trip  limit  was  reimposed. 
Nontrawl  landings  are  expected  to  be 
close  to  the  1992  nontrawl  allocation  of 
3,612  mt  by  the  end  of  the  year. 
More  restrictive  trip  limits  are 
necessary  in  1993  because  the  nontrawl 
harvest  guideline  is  smaller  than  in 
1992  due  to  the  reduction  in  ABC.  A 
trip  limit  larger  than  250  pounds  (113 
kg)  per  day  most  likely  would  result  in 
a  shorter  open  season,  which  already  is 
expected  to  be  3  weeks  or  less. 

Management  Measures  Recommended 
as  "Routine"  in  1993  or  Under 
Amendment  7 

The  Council  recommended  that  trip 
limits  for  Pacific  whiting  be  designated 
as  routine  during  the  time  periods 
before  and  after  the  large-scale  target 
season  that  starts  in  the  spring,  and  also 
for  whiting  caught  shoreward  of  100- 
fathoms  in  the  Eureka  subarea.  Routine 
trip  limits  are  listed  in  the  Federal 
regulations  at  50  CFR  663.23(c).  A 
proposed  mle  to  designate  whiting  trip 
limits  as  routine  before  and  after  the 
main  season  was  published  at  57  FR 
56897  (December  1, 1992).  A  final  rule 
is  expected  imminently.  The  Council 
recommended  that  Pacific  whiting  trip 
limits  be  set  at  10,000  pounds  (4,536  kg) 
per  trip  for  1993. 

If  approved,  the  routine  designation 
for  the  trip  hmit  for  whiting  caught 
inside  of  100  fathoms  in  the  Eureka 
subarea  will  be  combined  in  the  same 
mle  with  a  number  of  other 
recommended  nonroutine  actions  that 
would  impose  restrictions  to  minimize 
the  bycatdi  of  salmon  in  the  whiting 
fishery.  These  restrictions  include:  no 
fishing  for  whiting  at  night  south  of  42* 
N.  latitude:  no  at-sea  processing 
operations  south  of  42°  N.  latitude;  no 
fishing  for  whiting  in  the  Columbia 
River  and  Klamath  River  salmon 
conservation  zones;  no  fishing  for 
whiting  inside  the  100-fathom  contour 
in  the  Eureka  subarea,  except  for  a  small 
"routine"  trip  hmit,  if  any:  and  opening 
of  the  whiting  season  on  March  1 
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between  42°00'  and  40^30'  N.  laUtude. 
These  actions  are  contingmt  oo 
approval  of  Amendment  7  to  the  FMP 
and,  if  approved,  may  not  be  effective 
before  the  spring  of  1993. 

Secretarial  ActuMis 

The  Secretary  concun  with  the 
Council's  recommendations  and 
announces  the  following  management 
actions,  including  those  that  have  not 
been  changed  (for  POP,  widow  rockfish. 
sablefisb  caught  with  nontrawl  gear,  and 
recreational  bag  and  size  limits). 

A.  General  Definitions  and  Provisions 

The  following  definitions  and 
provisions  apply  to  the  1993 
management  measures,  unless  otherwise 
specified  in  a  subseouent  notice: 

(1)  A  trip  limit  is  the  total  allowable 
amoimt  of  a  groundfisb  species  or 
species  complex,  by  wei^t,  or  by 
percentage  of  fish  on  board,  that  may  be 
taken  and  retained,  possessed,  or  landed 
per  vessel  from  a  single  fishing  trip. 

(2)  A  daily  trip  limit  is  the  maximum 
amotmt  that  may  be  taken  and  retained, 
possessed  or  landed  per  vessel  in  24 
consecutive  hours,  starting  at  0001 
hours  local  time.  Only  one  landing  of 
groundfisb  may  be  made  in  that  24-hour 
period. 

(3)  A  cumulative  trip  limit  is  the 
maximum  amount  that  may  be  taken 
and  retained,  possessed  or  landed  per 
vessel  in  a  specified  period  of  time, 
without  a  limit  on  the  number  of 
landings  or  trips.  Cumulative  trip  limits 
for  1993  initially  apply  to  2-week  and  4- 
-iveek  periods. 

The  2-week  and  4-week  periods  in 
1993  are  as  follows,  and  start  at  0001 
hours  Wednesday  and  end  at  2400 
hours  Tuesday  (local  time),  except  for 
the  first  period  which  is  short  2  days, 
and  the  last  period  which  includes  an 
extra  3  days  to  extend  to  the  end  of  the 
year: 

Two-week  periods:  1/1-1/12;  1/13-1/ 
26;  1/27-2/9;  2/10-2/23;  2/24-3/9;  3/ 
10-3/23;  3/24-4/6;  4/7-4/20;  4/21-5/4: 
5/5-5/18;  5/l»-6/l;  6/2-6/15;  6/16-6/ 
29:  6/30-7/13:  7/14-7/27;  7/28-8/10;  8/ 
11-8/24;  8/25-9/7;  9/8-9/21;  9/22-10/5: 
10/6-10/19: 10/20-11/2;  11/3-11/16; 
11/17-11/30;  12/1-12/14;  12/15-12/31. 

Four-week  periods:  1/1-1/26;  1/27-2/ 
23;  2/24-3/23;  3/24-4/20;  4/21-5/18;  5/ 
19-6/15;  6/16-7/13;  7/14-8/10;  8/11-9/ 
7;  9/8-10/5;  10/6-11/2;  11/3-11/30;  12/ 
1-12/31. 

(4)  Unless  the  fishery  is  closed,  a 
vessel  which  has  landed  its  2-week  (or 
4-week)  limit  may  continue  to  fish  on 
the  limit  for  the  next  2-waek  (or  4-we^) 
period  so  long  as  the  fish  are  not  landed 
(ofQoaded)  until  the  next  2-week  (or  4- 
week)  period. 


(5)  All  weights  are  round  weights  or 
round  weight  equivalents. 

(6)  PercentagM  are  based  on  roimd 
weights,  and,  unless  otherwise 
specified,  apply  only  to  legal  fish  on 
board. 

(7)  Legal  fish  means  fish  taken  and 
retained,  possessed,  or  landed  in 
accordance  with  the  provisions  of  50 
CFR  part  663,  the  Magnuson  Act.  any 
notice  issued  under  subpart  B  of  part 
663,  and  any  other  regulation 
promulgated  or  permit  issued  under  the 
Magnuson  Act. 

(8)  Closure,  when  referring  to  closure 
of  a  fishery,  means  that  taking  and 
retaining,  possessing  or  landing  the 
particular  species  or  species  group  is 
prohibited.  (See  the  regulations  at  50 
CFR  663.2.) 

(9)  The  fishery  management  area  for 
these  species  is  the  EEZ  off  the  coasts 
of  Washington.  Oregon,  and  California 
between  3  and  200  nautical  miles 
offshore,  and  bounded  on  the  north  by 
the  Provisional  International  Boundary 
between  the  United  States  and  Canada, 
and  bounded  on  the  south  by  the 
International  Boundary  between  the 
United  States  and  Mexico.  All 
groundfisb  possessed  0-200  nautical 
miles  offshore,  or  landed  in, 
Washington,  Oregon,  or  California  are 
presumed  to  have  been  taken  and 
retained  fitim  the  fishery  management 
area,  unless  otherwise  demonstrated  by 
the  person  in  possession  of  those  fish. 

(10)  Inseason  changes  to  trip  limits 
are  annoimced  by  notices  published  in 
the  Federal  Register.  Information 
concerning  changes  to  trip  limits  also  is 
available  from  the  NMFS  Northwest  and 
Southwest  regional  offices  (see 
ADDRESSES  above].  Changes  to  trip  limits 
are  effective  at  the  times  stated  in  the 
Federal  Register  notices.  Once  a  change 
is  effective,  it  is  illegal  to  take  and 
retain,  possess,  or  land  more  fish  than 
allowea  under  the  new  trip  limit. 

B.  Widow  Rockfish 

No  more  than  30,000  pounds  (13,608 
kg)  cumulative  may  be  taken  and 
retained,  possessed,  or  landed  per  vessel 
in  a  4-week  period.  (Widow  rockfish 
also  are  called  brownies.) 

C.  Sebastes  Complex  (Including 
Yellowtail  and  Bocaccio  Rockfish) 

(1)  General,  (a)  Sebastes  complex 
means  all  rockfish  managed  by  the  FMP 
except  Pacific  ocean  perch  [Sebastes 
alutus).  %vidow  rockfish  (S.  entomelas). 
shortbelly  rockfish  (S.  jordani),  and 
Sebastolobus  spp.  (thoroyheads,  idiot, 
or  channel  rockfish).  Yellowtail  rockfish 
(S.  flavidus)  are  commonly  called 
greenies.  Bocaccio  (S.  paucispinis)  are 
commonly  called  rock  salm(m. 


(b)  Coos  Bay  means  43»21'34''  N. 
latitude,  the  north  fetty  at  Coos  Bay, 
Oregon. 

(c)  Cape  Mendocino  means  40*30'00^ 
N.  latitude. 

(2)  Cumulative  trip  limits.  Coastwide. 
no  more  than  50,000  pounds  (22,680  kg) 
cumulative  of  the  Sebastes  complex 
may  be  taken  and  retained,  possessed  or 
landed  per  vessel  in  a  2-week  period.  Of 
this  50,000  pounds  (22,660  kg),  no  more 
than  8,000  pounds  (3,629  kg) 
cumulative  may  be  yellowtail  rockfish 
taken  and  retained  north  of  Coos  Bay, 
and  no  more  than  10,000  pounds  (4,536 
kg)  cumulative  may  be  bocacdo  taken 
and  retained  south  of  Cape  Mendocino. 

(3)  If  any  vessel  is  used  to  fish  north 
of  Coos  Bay  during  a  2-week  period, 
then  that  vessel  is  subject  to  the  trip 
limit  for  yellowtail  rockfish  taken  and 
retained  north  of  Coos  Bay,  no  matter 
where  the  fish  are  possessed  or  landed. 
Similwly.  if  a  vessel  is  used  to  take  and 
retain  yellowtail  rockfish  south  of  Coos 
Bay  and  possesses  or  lands  yellowtail 
rockfish  north  of  Coos  Bay,  that  vessel 
is  subject  to  the  northern  trip  limit 

(4)  If  any  vessel  is  used  to  fish  south 
of  Cape  Mendocino  during  a  2-week 
period,  then  that  vessel  is  subject  to  the 
trip  limit  for  bocaccio  taken  and 
retained  south  of  Cape  Mendocino,  no 
matter  where  the  fish  are  possessed  or 
landed.  Similarly,  if  a  vessel  is  used  to 
take  and  retain  bocaccio  north  of  Cape 
Mendocino  and  possesses  or  lands 
bocaccio  south  of  Cape  Mendocino,  that 
vessel  is  subject  to  the  southern  trip 
limit. 

D.  Pacific  Ocean  Perch  (POP) 

The  trip  limit  for  Pacific  ocean  perch 
coastwide  is  3,000  pounds  (1,361  kg)  or 
20  percent  of  all  legal  fish  on  board, 
whichever  is  less.  If  less  than  1,000 
pounds  (454  kg)  of  Pacific  ocean  perch 
are  landed,  the  20  percent  limit  does  not 
apply. 

(Note:  Twenty  percent  of  all  legal  fish  on 
board  including  Pacific  ocean  perch  is 
equivalent  to  25  percent  of  all  legal 
groundfisb  on  boiard  other  than  Pacific  ocean 
perch.) 

E.  Sablefish  and  the  Deepwater 
Complex  (Sablefish.  Dover  Sole,  and 
Thomyheads 

(1)  1993  Management  Goal.  The 
sablefish  fishery  will  be  managed  to 
achieve  the  7,000  mt  harvest  guideline 
in  1993. 

(2)  Washington  Coastal  Tribal 
Fisheries.  An  estimate  will  be  made  of 
the  catch  to  the  end  of  the  year  fat  the 
Washington  coastal  treaty  tribes,  h  is 
anticipated  that  these  tribes  vnU 
regulate  their  fisheries  so  as  not  to 
e}a»ed  their  estimated  catch.  There  will 
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be  no  Federally  imposed  tribal 
allocation  or  quota.  In  1993,  the 
estimated  tribal  catch  is  300  mt,  the 
same  as  in  1991  and  1992. 

(3)  Gear  Allocations.  After  subtracting 
the  tribal-imposed  catch  limit,  the 
remaining  harvest  guideline  will  be 
allocated  58  percent  to  the  trawl  fishery 
and  42  percent  to  the  nontrawl  fishery. 

(Note:  The  1993  harvest  guideline  for 
sablefish  is  7,000  mt.  After  subtracting  the 
300-mt  tribal-imposed  catch  limit,  the 
remaining  6,700  mt  is  allocated  3,886  mt  to 
the  trawl  fishery  and  2,814  mt  to  the 
nontrawl  fishery.  The  trawl  and  nontrawl 
gear  allocations  are  harvest  guidelines  in 
1993,  which  means  the  flshery  will  be 
managed  so  that  the  harvest  guidelines  are 
not  exceeded,  but  will  not  necessarily  be 
closed  if  they  are  reached.] 

(4)  Trawl  Trim  and  Size  Limits,  (a) 
Trawl  gear.  Trawl  gear  includes  bottom 
trawls,  roller  or  bobbin  trawls,  pelagic 
trawls,  and  shrimp  trawls. 

(b)  "Deepwater  complex"  means 
sablefish  [Anoplopoma  fimbria),  Dover 
sole  [Microstomus  pacificus),  and 
thomyheads  [Sebastolobus  spp.). 
Sablefish  also  are  called  blackcod. 
Thomyheads  also  are  called  idiots, 
channel  rockfish  or  hardheads. 

(c)  Trip  limits.  Coastwide,  no  more 
than  45,000  pounds  (20,412  kg) 
cumulative  of  the  deepwater  complex 
may  be  taken  and  retained,  possessed, 
or  landed  per  vessel  in  a  2-week  period. 
Within  this  45,000  pounds  (20,412  kg), 
no  more  than  20,000  poimds  (9,072  kg) 
cumulative  may  be  thomyheads.  In  any 
landing  of  the  deepwater  complex,  no 
more  than  25  percent  of  the  deepwater 
complex  may  be  sablefish,  imless  less 
dian  1,000  pounds  (454  kg)  of  sablefish 
are  landed,  in  which  case  the  percentage 
does  not  apply.  In  any  landing,  no  more 
than  5,000  pounds  (2,268  kg)  of 
sablefish  may  be  smaller  than  22  inches 
(56  cm)  (total  length). 

[Note:  Twenty-five  percent  of  the 
deepwater  complex  (including  sablefish)  is 
equivalent  to  33.333  percent  of  the  legal 
thomyheads  and  Dover  sole.] 

(5)  Nontrawl  trip  and  size  limits,  (a) 
Nontrawl  gear  means  all  legal 
commercial  groundfish  gear  other  than 
trawl  gear  (see  50  CFR  663.2),  including 
set  nets  (gill  and  trammel  nets),  traps  or 
pots,  longlines,  commercial  vertical 
hook-and-line  gear,  and  troll  gear. 

(b)  The  coastwide  daily  trip  limit  for 
sablefish  caught  with  nontrawl  gear  is 
250  pounds  (113  kg).  This  trip  limit, 
which  applies  to  sablefish  of  any  size, 
remains  in  effect  until  the  regular 
season  begins,  as  specified  at  50  CFR 
663.23(b)(2). 

[Note:  Currently,  the  regular  season  begins 
on  April  1.  However,  the  Council  has 


recommended,  and  NMFS  has  proposed  (57 
PR  53313,  November  9, 1992)  that  the  regular 
season  be  changed  so  that  it  begins  3  days 
prior  to  the  first  sable&sh  opening  in  Alaska, 
with  72-hour  closures  immediately  before 
and  after  the  regular  season.  If  the  Council's 
recommendation  is  approved  by  the 
Secretary,  and  Alaska  opens  its  sableSsh 
fishery  on  May  15, 1993,  as  currently 
expected,  the  250-pound  (113  kg)  dily  trip 
limit  would  be  in  effect  from  0001  hours 
January  1  through  2400  hours  May  8;  the  first 
72-hour  closure  would  occur  from  0001 
hours  May  9  through  2400  hours  May  11;  and 
the  regular  season  would  start  at  0001  hours 
May  12.] 

(c)  During  the  "regular"  season,  the 
only  trip  limit  in  effect  applies  to 
sablefish  smaller  than  22  inches  (56  cm) 
(total  length)  which  may  comprise  no 
more  than  1,500  poimds  (680  kg)  or  3 
percent  of  all  legal  sablefish  on  board, 
whichever  is  greater.  (See  paragraph  (6) 
regardine  length  measiuement.) 

(d)  Following  the  regular  season,  on  a 
date  to  be  announced  in  the  Federal 
Register,  the  250-pound  (113  kg)  daily 
trip  limit  may  be  reimposed  for 
sablefish  (of  any  size)  caught  with 
nontrawl  gear. 

(6)  Length  measurement,  (a)  Total 
length  is  measured  from  the  tip  of  the 
snout  (mouth  closed)  to  the  tip  of  the 
tail  (pinched  together)  without 
mutilation  of  the  fish  or  the  use  of 
additional  force  to  extend  the  length  of 
the  fish. 

(b)  For  processed  ("headed") 
sablefish, 

(i)  the  minimum  size  limit  is  15.5 
inches  (39  cm)  measured  from  the  origin 
of  the  first  dorsal  fin  (where  the  front 
dorsal  fin  meets  the  dorsal  surface  of  the 
body  closest  to  the  head)  to  the  tip  of 
the  upper  lobe  of  the  tail;  the  dorsal  fin 
and  tail  must  be  left  intact;  and, 

(ii)  the  product  recovery  ratio  (PRR)  , 
established  by  the  state  where  the  fish 
is  or  will  be  landed  will  be  used  to 
convert  the  processed  weight  to  round 
weight  for  purposes  of  applying  the  trip 
limit.  (The  PRR  currently  is  1.6  in 
Washington,  Oregon,  and  California. 
However,  the  state  PRRs  may  differ  and 
fishermen  should  contact  fishery 
enforcement  officials  in  the  state  where 
the  fish  will  be  landed  to  determine  that 
state's  official  PRR.) 

(7)  No  sablefish  may  be  retained 
which  is  in  such  condition  that  its 
length  has  been  extended  or  cannot  be 
determined  by  the  methods  stated  above 
in  paragraph  (6). 

m.  Recreational  Fishing 

(1)  California.  The  bag  limit  for  each 
person  engaged  in  recreational  fishing 
seaward  of  the  State  of  California  is  5 
lingcod  which  may  be  no  smaller  than 
22  inches  (56  cm)  (total  length)  and  15 


rockfish  per  day.  Multi-day  limits  are 
authorized  by  a  valid  permit  issued  by 
the  State  of  California  and  must  not 
exceed  the  daily  limit  multiplied  by  the 
number  of  days  in  the  fishing  trip. 

(2)  Washington  (South  ofLeadbetter 
Point)  and  Oregon.  The  bag  limit  for 
each  person  engaged  in  recreational 
fishing  seaward  of  the  States  of 
Washington  south  of  Leadbetter  Point 
(46''38'10''  N.  latitude)  and  Oregon  is  3 
lingcod  per  day  and  15  rockfish  per  day. 

(3)  Washington  (North  ofLeadbetter 
Point).  The  bag  limit  for  each  person 
engaged  in  recreational  fishing  seaward 
of  the  State  of  Washington  north  of 
Leadbetter  Point  (46''38'10"  N.  latitude) 
is  3  lingcod  per  day  and  12  rockfish  per 
day. 

IV.  Inseason  Ad)ustments 

At  subsequent  meetings,  the  Coimdl 
will  review  the  best  data  available  and 
recommend  modifications  to  these 
management  measures  if  appropriate. 
The  Council  intends  to  examine  the 
progress  of  these  fisheries  during  the 
year  in  order  to  avoid  overfishing  and  to 
achieve  the  goals  and  objectives  of  the 
FMP  and  its  implementing  regulations. 

V.  Other  Fisheries 

A.  Foreign  Vessels 

Receipt  or  retention  of  grotmdfish  by 
foreign  fishing  or  foreign  processing 
vessels,  if  any,  is  limited  by  incidental 
allowances  established  under  50  CFR 
611.70. 

B.  Experimental  Fisheries 

U.S.  vessels  operating  under  an 
experimental  filing  permit  issued 
tmder  50  CFR  663.10  also  are  subject  to 
these  restrictions  tmless  otherwise 
provided  in  the  permit. 

C.  Shrimp  and  Prawn  Fisheries 

Landings  of  grotmdfish  in  the  pink 
shrimp,  spot  and  ridgeback  prawn 
fisheries  are  govemed  by  regulations  at 
50  CFR  663.24,  which  state: 

Section  663.24(a)    Pink  Shrimp 

The  trip  limit  for  a  vessel  engaged  in 
fishing  for  pink  shrimp  is  1,500  p>otmds 
(680  1^)  (multiphed  by  the  number  of 
days  of  the  fishing  trip)  of  groundfish 
species  other  than  Pacific  whiting, 
shortbelly  rockfish.  or  arrowtooth 
flounder  (which  are  not  limited  imder 
this  paragraph). 

Section  663.24(b)    Spot  and  Ridgeback 
Prawns 

The  trip  limit  for  a  vessel  engaged  in 
fishing  for  spot  or  ridgeback  prawns  is 
1,000  pounds  (454  kg)  of  groiudfish 
species  per  fishing  trip. 
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However,  if  fishing  for  groimdfish  and 
pink  shrimp,  spot  or  ridgeback  prawns 
in  the  same  fishing  trip,  the  groundfish 
restrictions  in  this  notice  apply. 

Classification 

The  final  specifications  and 
management  measures  for  1993  are 
issued  under  the  authority  of  and  in 
accordance  with  the  regulations 
implementing  the  FMP  at  50  CFR  parts 
611  and  663. 

An  Environmental  Impact  Statement 
(EIS)  was  prepared  for  the  FMP  in  1982 
and  a  Supplemental  EIS  was  prepared 
for  Amendment  4  in  accordance  with 
the  National  Environmental  Policy  Act 
(NEPA).  The  alternatives  considered 
and  environmental  impacts  of  the 
actions  contained  in  this  notice  are  not 
significantly  different  than  those 
considered  in  either  the  EIS  or  SEIS  for 
the  FMP.  Therefore  this  action  is 
categorically  excluded  from  the  NEPA 
requirements  to  prepare  an 
environmental  assessment  in 
accordance  with  paragraph  6.02c3(f)  of 
the  NOAA  Administrative  Order  216-6 
because  the  alternatives  and  their 
impacts  have  not  changed  significantly 
and  this  action  falls  within  the  scope  of 
the  EIS  and  SHS. 

This  action  is  in  compliance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act. 

This  action  does  not  contain  policies 
with  federalism  implications  sufficient 
to  warrant  preparation  of  a  federalism 
assessment  under  Executive  Order 
12612. 


Much  of  the  data  necessary  for  these 
specifications  and  management 
measures  comes  from  the  current  fishing 
season.  Because  of  the  timing  of  the 
receipt,  development,  review,  and 
analysis  of  the  fishery  information 
necessary  for  setting  the  initial 
specifications  and  management 
measures,  and  the  need  to  have  these 
specifications  and  management 
measures  In  effect  at  the  beginning  of 
the  fishing  year,  there  is  good  cause  to 
waive  the  publication  of  proposed 
specifications  in  the  Federal  Register 
and  a  30-day  comment  period  on  the 
proposed  specifications.  Amendment  4 
to  the  FMP.  implemented  on  January  1. 
1991.  recognized  these  timeliness 
considerations,  and  set  up  a  system  by 
which  the  interested  pubUc  was 
notified,  through  Federal  Register 
notice  and  Council  mailings,  of 
meetings  and  of  the  development  of 
these  measures,  and  was  provided  the 
opportunity  to  comment  during  the 
Council  process.  The  public 
participated  in  GMT.  Groundfish 
Advisory  Subpanel,  Scientific  and 
Statistical  Committee,  and  Council 
meetings  in  August.  September. 
October,  and  November  1992  that 
resulted  in  these  recommendations  &t)m 
the  Council.  Additional  public 
comments  will  be  accepted  for  30  days 
after  publication  of  this  notice  in  the 
Federal  Register.  The  Assistant 
Administrator  for  Fisheries.  NOAA.  will 
consider  all  comments  made  during  the 
public  comment  period  and  may 
propose  modifications  as  appropriate. 


The  Administrative  Procedure  Act 
requires  that  publication  of  an  action  be 
made  not  less  than  30  days  before  its 
effective  date  unless  the  Secretary  finds 
and  publishes  with  the  rule  good  cause 
for  an  earlier  effective  date.  Good  cause 
for  waiving  the  delay  in  effectiveness  is 
found  if  the  delay  is  impracticable, 
unnecessary,  or  contrary  to  the  public 
interest.  These  specifications  announce 
the  harvest  goals  and  the  management 
measures  designed  to  achieve  those 
harvest  goals  in  1993.  A  delay  in 
implementation  could  compromise  the 
management  strategies  that  are  based  on 
the  projected  landings  from  these  trip 
limits.  Therefore,  a  delay  in 
effectiveness  is  contrary  to  the  public 
interest  and  these  actions  are  effective 
on  January  1. 1993. 

List  of  Subjects 

50  CFR  Part  611 

Fisheries,  Foreign  relations,  Reporting 
and  recordkeeping  requirements. 

50  CFR  Part  663 

Administrative  practice  and 
procedure.  Fisheries.  Fishing,  Reporting 
and  recordkeeping  requirements. 

Authority:  16  U.S.C.  1801  et  seq. 
Dated:  December  31. 1992. 
Samuel  W.  McKeen, 

Acting  Assistant  Administrator  for  Fisheries, 

National  Marine  Fisheries  Service. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

17  CFR  Parts  270 

[Ralaaaa  Noa.  »-C«n.  iC-ltltS;  FMa  Nou 
87-41-«2) 

RIN323S-AF60 

Revision  of  Certain  Annual  Review 
Requirements  of  Invectment  Company 
Boards  of  Directors 

agency:  Securities  and  Exdiange 

Commission. 

ACTION:  Proposed  amendments  to  rules 

and  guidelines,  and  requests  for 

comment. 

SUIMARV:  The  Commission  is  proposing 
for  public  comment  amendments  to  five 
rules  under  the  Investment  Company 
Act  of  1940.  The  proposed  amendments 
would  eliminate  requirements  in  these 
rules  that  directmv  aimually  review 
certain  arrangements  and  procedures, 
and  require  instead  that  directors  make 
and  approve  changes  only  when 
necessary.  The  proposals  are  intended 
to  substitute  more  meaningful 
requirements  for  the  current  annual 
review  requirements,  whidi  are  not 
necessary  to  further  the  purposes  of  the 
rules  or  protect  investors.  The  proposals 
would  also  make  conforming  dianges  to 
the  Guidelines  to  Forms  N-lA  and  N- 
3. 

DATES:  Comments  must  be  received  on 
or  before  March  8, 1993. 

ADDRESSES:  Commoits  should  be 
submitted  in  triplicate  to  Jonathan  G. 
Katz.  Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  NW..  Stop 
0-9.  Washington.  DC  20549.  AH 
comment  letters  should  refer  to  File  No. 
S7-41-^2.  All  comments  received  will 
be  available  for  puUic  inspection  and 
copying  in  the  Commissitm's  Public 
Reference  Room,  450  Fifth  Street.  NW.. 
Washington.  DC  20549. 
RM  RMTHDI MPOMIATION  CONTACT: 
Edward  J.  Ridienstein,  Attorney,  or 
Diane  C  Blizaid.  Dqiuty  Chief  of 
Office,  both  at  (202)  272-2048.  OfBoe  of 


Regulatory  Policy.  Division  of 
Investment  Management.  450  Fifth 
Street,  NW..  Washington.  DC  20549. 
SUPPt^EMENTARY  MFORUATION:  The 
Commission  today  is  requesting  public 
comment  on  proposed  amendments  to 
rules  lOf-3. 17a-7, 17e-l.  17f-4.  and 
22C-1  (17  CFR  270.10f-3.  270.17a-7. 
270.17e-l.  270.17f-4,  and  270.22o-ll 
under  the  Investment  Company  Act  of 
1940  (15  U.S.C  80ft-l.  el  seq.]  (the 
"Act").'  The  proposed  amendments 
implement  recommendations  made  in 
chapter  7  of  the  Division  of  Investment 
Management's  recently  issued  repwt. 
Protecting  Investors:  A  Half  Century  of 
Investment  Company  R^ulaticm  (the 
"Protecting  Investors  Report").^ 

I.  Background 

In  ccmnection  with  the  Protecting 
Investors  Report,  the  Division  examined 
ways  to  relieve  investment  company 
boards  of  directors  from  tasks  that 
perform  little  useful  purpose  and  that 
actually  interfere  with  the  ability  of 
boards  to  operate  efficiently.  The 
Divisicm  concluded  that  these  goals 
would  be  furthered  by  the  elimination 
of  the  requirements  in  rules  lOf-3, 17a- 
7, 17e-l,  17f-4.  and  22c-l  that  the 
boards  of  directors  annually  review 
certain  procedures  and  arrangements.' 


'  The  propoMis  also  make  conforming  changes  to 
the  Guideiinat  to  Fonu  N-IA  [17  CFR  239.1SA 
and  274.11Ai  atd  N-3  (17  CFK  Z99.17a  aad 
274.11b). 

'  Sec,  Division  of  Inveatmeal  MinagnmeBt. 
Protecting  Investotr  A  Half  CeBlnry  of  Invaatmenl 
Company  Regulation,  Corpoiate  Gonmance  251- 
289  (May  1W2)  |b«r«in«(ter  the  Prelecting  tanrwton 
Report]. 

'  In  ratpooM  to  ttia  Commianoa's  Raqueat  far 
Coounent  on  Raiom  of  the  Regulatioit  of 
Invesbnent  Companiet,  Invealment  Company  Act 
Release  No.  17534  Qaaa  15, 1990),  55  FR  25322. 
several  wwnweiilwa  alao  suggested  fit*  deletion  of 
the  annual  leiiew  nqnifananta  in  one  or  all  of 
these  rulea.  Sm,  *4..  LaUar  faun  Davia  Polk  a 
Wardw«n  to  Jonathan  G.  Katz,  Secretary,  SEC 
(March  7, 1991)  File  Na  S7-11-90  (haninafler 
Davis  Polk  Study  Comment):  Letter  bom  Dechart 
Price  a  Rhonda  to  lonathan  G.  Katz.  Secraivy,  SEC 
36-^  (Oct  10. 1990).  File  Na  S7-11-90;  and  Uller 
bom  R.  )aines  Gonnley  to  Jonathan  G.  Kali, 
Secretary,  SEC  ld-19  (Oct.  9, 1990).  File  No.  S7- 
11-90.  The  Act  contains  other  board  of  directors 
annual  review  requirements  that  naithar  the 
commenters  nor  tlM  Division  raooounended 
eliminating.  S«r,  e.g..  rule  17g-l  (17  CFR  270.17^ 
1 1  (annual  approval  of  fidelity  bonds). 

In  the  future,  the  Commission  anticipates  

considering  ta  anNodmaat  to  rate  17f-S  Il7  CFR 
270.l7f-S|  to  revise  a  raqniramant  in  that  rale  that 
directors  annually  approve  faraign  custody 
wrangaBants  aA*  coasidertag  mnnantts  factors, 
and  an  anendmeni  to  nlo  12d5-l  (17  CFR 
370.12d3-l)  that,  among  other  thii^,  wouM  doleto 


These  requirements  may  take  up  a 
substantial  amount  of  the  boards'  time 
and  attenticm  and  increase  costs,  and  are 
unnecessary  because,  generally,  the 
arrangements  do  not  change  from  year 
to  year.*  Consequently,  thme  annual 
review  requirements  do  not  materially 
strengthen  the  rules  or  add  to  the 
protection  of  investors.  The  IMvision 
concluded  that  a  more  appropriate 
approach  would  be  to  require  the  boards 
to  make  and  approve  changes  only  as 
warranted  by  circumstance.* 

The  Commission  agrees  with  these 
recommendations,  and  proposes  to 
amend  rules  lOf-3, 17a-7, 17»-1, 17f- 
4,  and  22c-l  to  eliminate  the  annual 
review  requirements,  and  to  require 
instead  that  the  boards  make  and 
approve  changes  to  the  various 
arrangements  as  the  boards  deem 
necessary.  These  proposed  amendments 
would  remove  unnecessary  regulatory 
burdms  without  diminishing  investor 
protection,  and  should  permit  the 
directors  to  devote  time  and  attention  to 
more  important  matters. 

n.  Discussion 

A.  Rules  lOf-3, 17a-7.  and  179-1 

Rules  lOf-3  and  178-7  permit  certain 
otherwise  prohibited,  afGIiated 
transactions  to  go  forward  if  the 
transacticms  meet  the  conditions 
enumerated  in  the  rules.'  Rule  17e-l 


the  requirement  that  directors  detannine  that  any 
debt  security  of  an  issuer  in  which  the  investment 
company  intends  to  inveat  is  "investment  grade." 
if  the  issuer  derived  more  than  Cfiaen  percent  of  its 
gross  revenues  bom  securitiea-ralaled  activities  in 
its  roost  recant  fiscal  year.  Both  of  these  rule 
proposals  would  ImpUaaent  rernmaiendations 
contained  in  die  Protecting  Investors  Report  See  id. 
at  270-271. 

'See.  e^..  Davis  Polk  Study  Cnmmant.  supra  noto 
3,  at  2. 

*  Sm  Protectii^  bvealors  Report  at  251-271. 

*Sectioa  10(f)  (15  U.S.C  aO»-10U))  g»v^ 
prohibits  a  legiitwred  invest  went  company  from 
acquiring  securities  during  the  a»ia>BHca  of  an 
uitdanwriting  syndicato  if  a  principal  andarwritar  ol 
that  syndicato  is  an  affiUala  of  the  kovastmanl 
compwiy.  Rule  10(-3  (17  CFR  27ai0f-4)  provides 
a  limited  aMoiption.  parmMiag  a  ragiataied 
investment  company  to  pnirhasa  sacuritias  in  a 
transaction  proUfaitod  by  section  10(0  as  long  as  Um 
transaction  cnmplim  with  certain  conditions  Tbn 
purpose  of  these  provisians,  and  Iba  rale's 
conditiana,  is  to  prmrani  nndeiiri  iters  bom 
"dumping"  uiunarketable  securities  on  affiliatod 
invsifsnt  fiimpaniea.  or  from  aaraing  eaccseaivo 
tuiderwriting  fees  in  conwartinn  %rith  sncb 
transactions.  See  Investmsnl  Company  Acquisition 
of  Securities  Underwritten  by  an  AfBlieto  of  dtat 
Company,  Investment  Company  Act  Release  No. 
14924  (Fab.  4. 1988).  51  FR  4386. 
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provides  •  safe  harbor  from  the  Act's 
restriction  on  affiliated  brokers' 
compensation  in  connection  with  the 
sale  of  securities.^  All  three  rules 
require  that  the  full  board  and  a 
majority  of  the  independent  directors 
must  adopt  procedures  designed  to 
assure  that  all  relevant  conditions  and 
standards  have  been  satisfied,  review 
the  procedures  at  least  annually  for 
"continuing  appropriateness."  and 
determine  at  least  quarterly  that  all 
relevant  transactions  during  the 
preceding  quarter  were  effected  in 
compliance  with  the  established 
procedures.' 

Annual  review  of  these  operating 
procedures  should  not  be  necessary  to 
achieve  the  purposes  that  give  rise  to 
these  rules.  The  conditions  in  rules  lOf- 
3. 17a-7.  and  179-1  are  intended  to 
prevent  overreaching.*  or  assure  fair 
compensation.'"  Annual  review  of  the 
operating  procedures  do  not  advance 
these  purposes  because,  ordinarily,  the 
procedures  do  not  change  after  they  are 
adopted."  In  the  case  of  rules  lOf-3  and 


S«:tion  17ta)  (15  U  S  C  80»-17(a))  generally 
prohibits  an  ■ffilialed  p«noa  of  a  regislered 
investment  company  (or  an  affiliated  person  of  such 
person)  from  engaging  in  a  purchase,  sale,  or  loan 
transaction  with  such  registered  investment 
company  (or  any  company  controlled  by  such 
registered  investment  company).  Rule  17a-7  (17 
OR  270  17a-7)  provide*  an  exemption  from 
section  17(a)  for  purchases  and  sales  of  securities 
between  funds  thai  are  coosidwed  afRliates  because 
of  a  common  adviser,  director,  or  officer,  subject  to 
conditions  that  are  Intended  to  Umil  the  •xamption 
to  thoee  sjlxiations  where  there  is  no  likelihood  of 
overreaching  with  respect  to  the  parbcipaiing 
investment  companies.  See  Exemption  of  Certain 
Purchase  or  Sale  Transactions  Between  Affiliated 
Registered  Investment  Companiee.  Investment 
Company  Act  Reteaee  No.  4697  (Sept  16.  1966).  31 
FR  12092.  The  rule  permits  funds  under  common 
management  (o  trade  seoirities  with  each  other  and 
thus  to  avoid  brokerage  commissions.  The  rule  also 
limits  the  prices  at  which  inter-fund  transfers  may 
occur  in  order  to  prevent  inequitable  pricing 
practices  that  could  benefit  one  fund  at  the  expense 
of  another. 

'Section  17(eX2)(A)  (15  U.S.C.80a-17(eM2)(A)) 
prohibits  an  afCliaied  broker  .dealer  from  receiving 
a  commission  that  exceeds  the  usual  and  customary 
broker's  commission  wtt««  the  sale  is  effected  on 
a  secuniies  exchange.  Rule  17e-l  (17  CFR  270.17»- 
1)  provide*,  in  part,  that  a  commission  will  not  be 
considered  a*  exceeding  the  usual  and  customary 
broker's  commission  if  the  board  has  adopted 
procedure*  designed  to  •nsure  that  the 
commissions  paid  are  r—tonahle  and  fair  compared 
to  commission*  paid  to  broken  in  coimection  tvith 
comparable  transactions  involving  similar  securities 
being  sold  on  a  Mcuritiaa  *n«rh>nge  during  ■ 
comparable  period  Tbe  puipoae  of  the  rule'* 
coodiiloos  is  to  «>*(»«  compliance  with  this 
sUndard.  See  Agency  Transactions  by  Affiliated 
i>er3ons  on  a  Secnritie*  Exchange.  Investment 
Company  Act  Release  No.  10605  (Mar.  6,  1979).  44 
FR  12202. 

•Rule*  10f-3(h).  I7a-7(c),  and  17*-l(b)  (17  CFR 
270  I0f-3(h).  .17a-7(e).  and  .17»-l(b)). 

*  See  supra  note  6. 

'"See  supra  note  7, 

"  See.  eg..  Davis  Polk  Study  ConuMnt,  wpra 
i)ol*3.al2. 


17a-7.  the  procedures  are  virtually 
prescribed  by  the  rules  and  thus 
generally  are  unlikely  to  change  unless 
the  rules  change. 

The  Commission  thus  proposes  to 
amend  these  rules  to  delete  the  annual 
review  requirements,  and  to  reouire 
instead  that  the  board  make  and 
approve  any  changes  to  the  procedures 
as  the  board  deems  necessary.'^  Careful 
attention  to  the  required  quarterly 
reviews  of  transactions. '^  which  are 
retained  in  these  rules,  should  enable 
boards  to  monitor  the  procedures  and 
identify  any  problems  that  might  require 
an  adjustment  to  procedures.  Boards 
should  also  take  note  of  any  other 
information  about  the  effectiveness  of 
the  procedures  that  is  presented  or 
observed. 

B.Rulet7f-4 

Section  17(f)  '*  permits  an  investment 
company  or  its  custodian  to  deposit  the 
company's  securities  in  a  securities 
depository  that  complies  with 
Commission  requirements.  Under  rule 
17f-^,"  the  depository  must  be  either  a 
clearing  agency  registered  with  the 
Commission  under  section  17A  of  the 
Securities  Exchange  Act  of  1934  (15 
U.S.C.  78q-l)  or  the  Federal  Reserve 
book-entry  system.'*  In  addition,  the 
arrangement  with  the  depository  must 
comply  with  several  conditions,  which 
include  initial  approval  and  annual 
review  by  the  board  of  directors."  The 
purpose  of  the  rule  is  "to  enable 
investment  companies  to  participate.  - 
with  minimum  risks,  in  the  potential 
benefits  incident  to  the  deposit  of 
securities  in  securities  depositories."  '* 

Annual  review  of  depository 
arrangements  does  not  appear 
necessary.  The  use  of  domestic 
securities  depositories  has  become  an 
integral  part  of  securities  investing; 
most  funds  investing  in  United  States 
securities  could  not  conduct  business 
without  using  them.  The  eligible 
depositories  are  either  registered  with 
the  Commission  or,  in  the  case  of  the 
book-entry  system,  operated  by  the 
Federal  Reserve,"  and  the  depository 
arrangements  must  comply  with 


substantive  conditions  intended  to 
mmimize  risks."  Most  of  the  key 
elements  of  the  arrangements  are 
prescribed  by  the  rule,  leaving  the 
boards  of  directors  very  Uttle  discretion, 
other  than  to  make  sure  that  the 
arrangements  continue  to  comply  with 
the  rule.  Accordingly,  once  established, 
the  essential  terms  of  the  arrangements 
remain  unchanged  bovn  year  to  year 
unless  the  rule  changes.  The  annual 
review  becomes  per^ctory.  At  the 
same  time,  this  requirement  consumes 
time  and  attention  that  could  be  better 
spent  on  other  matters. 

The  Commission  proposes  to  amend 
rule  17f-4  to  delete  the  annual  review 
requirement."  Directors  would  only  be 
required  to  approve  depository 
arrangements  initially,  and  any 
subsequent  changes  proposed  by  the 
adviser. 

C.  Rule  22C-1 

Rule  22C-1  generally  requires  that  the 
purchase  and  redemption  of  a 
redeemable  seau-ity  be  effected  at  the 
current  net  asset  value  next  computed 
after  receipt  of  a  purchase  or 
redemption  request."  Current  net  asset 
value  must  be  computed  at  least  once 
daily,  subject  to  limited  exceptions,  and. 
at  least  annually,  the  board  of  directors 
must  set  the  time  or  times  each  day  that 
the  company  will  calculate  current  net 
asset  value."  The  purpose  of  section 
22(c)  and  rule  22c-l  is  to  address  the 
problem  of  "dilution"  and  to  curb 
certain  speculative  trading  practices.^ 

Requiring  the  directors  annually  to  set 
the  time  of  day  does  not  materially 
advance  the  purpose  of  the  rule.  This  is 
accomplished  by  the  fundamental 
requirement  of  forward  pricing.  In 
addition,  the  pricing  time  is  not 
something  that  normally  needs  to  be 
changed  annually.  The  proposed  rule 
amendments  would  delete  this 
requirement,  and  require  instead  that 
the  board  initially  set  the  pricing  time 
or  times,  and  thereafter  make  and 
approve  any  changes  as  it  deems 
necessary.^^  For  example,  it  may  be 


"  The  Commission  also  propose*  to  amend  rule* 
lOf-3  and  17e-1  to  make  technical.  noo-*ubstantive 
language  change*. 

"See  rules  10f-3{hM3).  17»-7(eK3),  and  17e- 
1(b)(3). 

"  15  use.  604^17(0. 

"Rule  17l-«(b)  (17  CFR  270.17f-l{b)). 

■*See  31  CFR  Part  306.  subpart  O:  and  31  CFR 
Part  350. 

•'  See  rule  17f-«(cN3)  and  (dXS).  (17  CFR 
270.17f-4(cK3)and  .17M(dX5)). 

"  DeposiU  of  Securiba*  in  SecuritiM 
Depo*itorie*,  Inv**tnMBl  Company  Act  Rale 
10453  (Nov.  1. 1978).  43  FR  SOaSS. 

•*  See  rule  17f-«(b). 


No. 


"See  rule*  17M(c)  and  (d). 

''  The  Commission  also  proposes  to  amend  rule 
17f-4  to  make  technical,  non -substantive  language 
change*. 

»17CFR270.22c-l(a). 

"See rule  22c-l(bXl)  |17CFR  270.22c-1(b)). 

"  See  Pricing  of  Rede«nable  Securities  for 
Distribution.  Radamption  and  Repurchase  and 
Time-Stamping  of  Orders  by  Daakrs,  InvestmeDt 
Company  Act  RetaMa  No.  SS19  (Nov.  7, 1968),  33 
FR  16331. 

''This  would  requira  amending  rule  22c-l(b)(1). 
and  adding  a  new  paragraph  (e).  There  is  already 
pending  a  propoaal  to  add  a  iww  paragraph  W  to 
rule  22C-1.  Sea  Pwlodic  Rapufchataa  By  Cloaed- 
End  Managamanl  invwtinani  Companiaa; 
Redemption*  liy  Op*o.Eiid  Managemenl  faivaatmeot 
Companie*  and  Raglatered  Separate  Account*  at 
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necessary  for  the  board  to  change  the 
pricing  time  in  response  to  new 
developments,  sucn  as  twenty-four  hoiu 
trading,  or  changes  in  the  nature  of  the 
investment  company's  investments. 
In  connection  with  the  proposed 
amendments  to  rule  22c-l,  the  Division 
would  make  conforming  amendments  to 
the  Guidelines  to  Forms  N-IA  [17  CFR 
239.15A.  274.11A]  and  N-3  (17  CFR 
239.17a.  274.11b].  The  revision  to  the 
Guidelines  to  Form  N-lA  would  delete 
the  words  "at  least  once  a  year"  in  the 
eleventh  paragraph  of  Guide  28.  The 
revision  to  the  Guidelines  to  Form  N- 
3  would  delete  the  words  "no  less 
frequently  than  annually"  in  the  last 
paragraph  of  Guide  27. 

in.  Cost/Benefit  of  Propoeed  Actioa 

Proposed  amendments  to  rules  lOf-3, 
17a-7. 17e-l.  17f-4.  and  22c-l  would 
not  impose  any  significant  burdens  on 
investment  companies.  These  proposed 
amendments  would  benefit  investment 
companies  by  reducing  the  burdens  on 
directors  and  freeing  their  time  for  more 
important  matters.  Comment  is 
requested,  however,  on  these  matters 
and  on  the  costs  or  benefits  of  any  other 
aspect  of  the  proposed  actions. 
Commenters  should  submit  estimates  of 
any  costs  and  benefits  perceived, 
together  with  any  supporting  empirical 
evidence  available. 

rv.  Summary  of  Initial  Regulatory 
Flexibility  AiialyBis 

The  Commission  has  prepared  an 
Initial  Regulatory  Flexibility  Analysis  in 
accordance  with  5  U.S.C  603  regarding 
amendments  to  rules  lOf-3, 17a-7. 17e- 
1. 17f-4.  and  220-1.  The  Analysis 
explains  that  the  proposed  amendments 
would  eliminate  die  requirement  in 
these  rules  that  directors  annually 
review  certain  arrangements  and 
procedures,  and  require  instead  that 
directors  make  and  approve  changes 
only  when  necessary.^  The  Analysis 
states  that  the  proposed  amendments    ■ 
are  intended  to  delete  those  annual 
review  requirements  that  are  more  form 
than  substance,  and  that  are  not 
necessary  to  further  the  purposes  of  the 
rules  or  to  protect  investors,  and  to 
substitute  more  meaningful 
requirements.  The  Analysis  states  that 
the  proposed  amendments  are  intended 
to  maintain  the  highest  level  of  investor 


Periodic  InlarvaU  or  with  Extanded  Paymaat. 
InvMtnMnt  Caapany  Ad  ItolaaM  Na  18860 
(Augiut  8, 1992).  57  FR  34701.  34721. 

'*Th«  AnalytU  alao  notat  that  lh«  propoMU 
would  maka  caftain  lachnical,  non-aubatantiva 
language  changaa  to  nilaa  lOf-3. 17a-l,  and  17f-4. 
■I  irnll  m  rniifnniilni  rhainei  m  rtia  TTiitrtillnBi  tn 
Fomu  N-IA  |17  CFR  239.15A.  274.11A]  and  N-3 
(17  CFR  239.17a.  274.11bi. 


protection.  It  also  states  that  the 
proposed  amendments  contain  no 
reporting  or  recordkeeping 
requirements.  By  eliminating  the  annual 
review  requirements,  the  proposed 
amendments  will  reduce  the  costs 
incurred  by  investment  companies.  The 
Commission  considered  a  number  of 
significant  alternatives  to  the  proposed 
amendments,  but  prefers  the  proposed 
approach  because  it  eliminates 
imnecessary  burdens  while  preserving 
investor  protection.  A  copy  of  the  Initial 
Regulatory  Flexibility  Analysis  may  be 
obtained  by  contacting  Edward  J. 
Rubenstein.  Esq.  or  Diane  C  Blizzard. 
Esq..  both  at  Mail  Stop  10-4.  Securities 
and  Exchange  Commission.  450  Fifth 
Street.  NW..  Washington.  DC  20549. 

V.  Statutory  Auth<Hity 

The  Commission  is  proposing  the 
amendments  to  rules  lOf-3, 17a-7, 17e- 
1, 17f— 4,  and  22c-l  pursuant  to  sections 
6(c),  10(f).  17(e).  17(f).  22(c).  and  38(a) 
of  the  Act. 

List  of  Subjects  in  17  CFR  Part  270 

Investment  Companies.  Reporting  and 
recordkeeping  requirements.  Securities 

Text  of  Proposed  Rule  Amendments 

For  the  reasons  set  out  in  the 
preamble,  title  17,  chapter  II  of  the  Code 
of  Federal  Regulations  is  proposed  to  be 
amended  as  follows: 

PART  270— RULES  AND 
REGULATIONS,  INVESTMENT 
COMPANY  ACT  OF  1940 

1.  The  authority  citation  for  part  270 
continues  to  read,  in  part,  as  follows: 

Aathnitjr:  IS  U.S.C  80a-1  et  seq..  80a-37, 
80a-39  unless  otherwise  noted: 

•         •         •         •         • 

Section  270.22  c-1  also  issued  under  sees. 
6(c).  22(c),  and  38(a)  (15  U.S.C  80a-6(c). 
80a-22(c),  and  80a-37al. 

2.  Section  270.10f-3  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

f27ai0f-3    Exemption  of  acquisition  of 
seeurttlee  during  tite  existenoe  of 
underwriting  syndicate. 

(h)  The  board  of  directors,  including 
a  majority  of  the  directors  of  the 
investment  company  who  are  not   . 
interested  persons  with  resi>ect  thereto: 

(1)  Has  adopted  procedures,  pursuant 
to  which  such  purchases  may  be 
effected  for  the  company,  which  are 
reasonably  designee!  to  provide  that  all 
the  conditions  of  this  section  in 
paragraphs  (a)  through  (g)  have  been 
complied  with: 

(2j  Makes  and  approves  such  changes 
as  the  board  deems  necessary;  and 


(3)  Determines  no  less  6«quently  than 

auarterly  that  all  purchases  made  during 
le  preceding  quarter  were  effected  in 
compliance  with  such  procedures;  and 

3.  Section  270.17a-7  is  amended  by 
revising  paragraph  (e)(2)  to  reed  as 
follows: 

f27ai7»-7    Exsmptionofosrtain 
purchase  or  sale  transactions  betuMsn  an 
Investment  company  and  certain  sffHIsled 
parsons  thsrsotf. 

(e)  •  •  • 

(2)  Makes  and  approves  such  changes 
as  the  board  deems  necessary,  and 

4.  Section  270.17»-1  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

f27ai7e-1    Brokerage  transactions  en  ■ 
securities  exchai>gs. 

(b)  The  board  of  directors,  including 
a  majority  of  the  directors  of  the 
investment  company  who  are  not 
interested  persons  thereof: 

(1)  Has  adopted  procedures  which  are 
reasonably  designed  to  provide  that 
such  commission,  fee.  or  other 
remuneration  is  consistent  with  the 
standard  described  in  paragraph  (a)  of 
this  section; 

(2)  Makes  and  approves  such  changes 
as  the  board  deems  necessary;  and 

(3)  Determines  no  less  frequently  than 
quarterly  that  all  transactions  effected 
pursuant  to  this  section  during  the 
preceding  quarter  were  effected  in 
compliance  with  such  procedures;  and 

•        •        *        •        • 

5.  Section  270.17f-4  is  amended  by 
revising  paragraphs  (b).  (c)(3).  and  (d)(5} 
to  read  as  follows: 

|27ai7f-4    Deposits  of  securities  In 
securities  depositories. 

(b)  A  registered  management 
investment  company  (investment 
company)  or  any  qualified  custodian 
may  deposit  all  or  any  part  of  the 
securities  owned  by  the  investment 
company  in  a  foreign  securities 

depository  or  clearing  agency  in 

accordance  with  rule  17f-5  (17  CFR 
270.17f-5)orin: 

(1)  A  clearing  agency  registered  with 
the  Commission  under  section  17  A  of 
the  Securities  Exchange  Act  of  1934 
(clearing  agency),  which  acts  as  a 
securities  depository,  or 

(2)  The  book-entry  system  as  provided 
in  subpart  O  of  Treasury  Circular  No. 
300.  31  CFR  part  306.  subpart  B  of  31 
CFR  part  350.  and  the  book-entry 

Xlations  of  federal  agencies 
tantially  in  the  form  of  subpart  O. 
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in  accordance  with  the  following 
paragraphs  of  this  section. 

(c)  •  •  • 

(3)  The  investment  company,  by 
resolution  of  its  board  of  directors, 
initially  approved  the  arrangement,  and 
any  subsequent  changes  thereto. 

(d)  •  •  • 

(5)  The  investment  company,  by 
resolution  of  its  board  of  directors, 
initially  approved  the  arrangement,  and 
anv  subseauent  changes  thereto. 

6.  Section  270.22c-l  is  amended  by 
revising  paragraph  (b)(1)  and  adding 
paragraph  (e)  to  read  as  follows: 

§  270.22O-1    Pricing  of  red— mabte 
•acurities  for  distribution,  redemption  and 
repurchase. 


(b)  •  •  •  ,       ^ 

(1)  The  current  net  asset  value  of  any 
such  security  shall  be  computed  no  less 
frequently  than  once  daily.  Monday 
through  Friday,  at  the  speciGc  time  or 
times  during  the  day  that  the  board  of 
directors  of  the  investment  company 
sets,  in  accordance  with  paragraph  (e)  of 
this  section,  except  on: 

(i)  Days  on  which  changes  in  the 
value  of  the  investment  company's 
portfolio  securities  will  not  materially 
affect  the  current  net  asset  value  of  the 
investment  company's  redeemable 
securities; 

(ii)  Days  during  which  no  security  is 
tendered  for  redemption  and  no  order  to 
purchase  or  sell  such  security  is 
received  by  the  Investment  company,  or 

(iii)  Customary  national  business 
holidays  described  or  listed  in  the 
prospectus  and  local  and  regional 
business  holidays  listed  in  the 
prospectus;  and 

(e)  The  board  of  directors  shall 
initially  set  the  time  or  times  during  the 
day  that  the  current  net  asset  value  shall 
be  computed,  and  shall  make  and 
approve  such  changes  as  the  board 
deems  necessary. 

Text  of  Proposed  Changes  to  Guidelines 

Note:  The  Guides  to  Forms  N-lA  and  N- 
3  are  not  oxiified  in  the  Code  of  Federal 
Regulations. 

1.  Guide  28  to  Form  N-lA  (239.15A 
and  274. 11  A)  is  amended  by  revising 
the  first  three  sentences  of  paragraph 
eleven  (unnumbered)  to  read  as  follows: 
Guide  28.  Valuation  of  Securities  Being 

Offered 
•       •        •        •       * 

Item  7  requires  a  statement  in  the 
prospectiis  as  to  when  calculations  of 
net  asset  value  are  generally  made.  The 
current  net  asset  value  of  redeemable 
securities  should  be  computed  at  least 


once  each  day  whenever  there  is  enough 
trading  in  the  investment  company's 
portfolio  securities  to  materially  affect 
the  ciinent  net  asset  value  of  the 
investment  company's  redeemable 
securities  and  on  which  an  order  for 
purchase,  redemption,  or  repurchase  of 
its  securities  is  received.  Calculations  of 
net  asset  values  should  be  made  at  such 
time  or  times  during  the  day  as  set  by 
the  directors  of  the  investment 
company.  •  •  • 

•  •        •        •        • 

2.  Guide  27  to  Form  N-3  (239.17a  and 
274.11b)  is  amended  by  revising  the  first 
three  sentences  of  the  last  paragraph 
(unnumbered)  to  read  as  follows: 
Guide  27.  Valuation  of  Securities  Being 

Offered 

•  •        •        •        • 

The  prospectus  must  disclose  when 
calculations  of  accumulation  unit  value 
are  generally  made.  The  current 
accumulation  \mit  value  of  redeemable 
securities  should  be  computed  in 
accordance  with  rule  22c-l  under  the 
1940  Act  (17  CFR  270.22c-ll.  i.e.,  at 
least  once  daily  on  each  weekday 
(except  for  customary  national  and  local 
business  holidays  listed  in  the 
prospectus)  in  which  there  is  sufficient 
trading  in  the  separate  account's 
portfolio  securities  so  that  the  current 
accumulation  unit  value  might  be 
materially  affected  by  changes  In  the 
value  of  these  portfolio  securities  and 
on  which  an  order  for  purchase  or 
redemption  of  its  securities  is  received. 
These  calculations  of  accumulation  unit 
value  should  be  made  at  such  specific 
time  or  times  during  the  day  as 
determined  by  a  majority  of  the  board  of 
managers  of  the  separate  account.  •  •  • 

By  the  Commissioa. 

Dated:  December  30, 1992. 
Margaret  H.  McFarland. 
Depu  ty  Secretary. 
IFR  Doc  93-291  Filed  1-6-93;  8:45  am] 

WUJNO  COOe  S010-01-F 


Committee's  January  13-14  meeting  to 
continue  to  develop  consensus  that  can 
be  used  as  the  basis  of  a  proposed  rule 
will  be  held  at  the  QuaUty  Hotel.  415  N. 
Jersey  Ave.  NW.  Washington.  D.C..  NOT 
at  "Resolve"  on  24th  Street  as  Noticed 
eerlier. 

DATES:  The  meeting  will  take  place  on 
January  13-14.  On  January  13  the 
meeting  will  start  at  9:30  a.m.  and  end 
at  5:00  p.m.  On  January  14.  it  will  start 
at  8:30  a.m.  and  end  by  4:00  p.m. 
ADDRESSES:  The  Committee  will  meet  at 
the  Quality  Hotel,  415  N.  Jersey  Ave 
NW,  Washington,  D.C.  (202)  638-1616. 
FOR  FURTHER  INFORIIATION  CONTACT: 
For  further  information  on  substantive 
aspects  of  the  rule,  call  Stig  Regli  of 
EPA's  Water  Office  at  (202 1  260-7379. 
For  further  information  on  the  meeting, 
call  Gail  Bingham,  the  Committee  Co- 
Chair,  at  (2021  293-4800. 
OirisKiitz. 
Director,  Consensus  and  Dispute  Program. 

Dated:  January  4. 1993. 
(FR  Doc.  93-300  Filed  1-6-93;  8:45  am] 

BILUNG  COOE  «S60-«0-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Ch.  I 

[FRL-4552-9] 

Chang*  In  Meeting  Location  for  th« 
January  13-14  Disinfection  By- 
producta  Negotiated  Rulemaking 
Adviaory  Committee  Meeting 

AGENCY:  Environmental  Protection 

Agency. 

ACTION:  Notice. 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Part  73 

[MIM  Doclcet  No.  92-304;  FCC  92-5571 

Renewal  Reporting  Requirement* 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Proposed  rule. 


StJMMARY:  The  Disinfection  By-products 
Negotiated  Rulemaking  Advisory 


SUMMARY:  The  Commission  Initiates  this 
Notice  of  Proposed  Rule  Making  to 
consider  whether  to  require  Ucensees  of 
certain  types  of  broadcast  stations  to 
report  on  their  license  renewal 
applications  the  status  of  their 
operations.  Specifically,  the 
Commission  proposes  to  modify  Form 
303-S  to  require  licensees  of  full  power 
commercial  AM.  FM  and  TV  stations  to 
report,  at  the  time  of  license  renewal, 
whether  their  stations  are  on  the  air  or 
have  discontinued  operations. 
DATES:  Comments  are  due  on  or  before 
February  23, 1993,  and  reply  comments 
are  due  on  or  before  March  10. 1993. 
ADDRESSES:  Federal  Communications 
Commission.  Washington,  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
David  E.  Horowitz,  Policy  and  Rules 
Division,  Mass  Media  Bureau.  (202) 
632-7792. 

SUPPLEMENTARY  MFORMATION:  The 
following  collection  of  information 
requirements  contained  in  these 
proposed  form  changes  have  been 
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submitted  to  the  Office  of  Management 
and  Budget  for  review  under  Section 
3504(h)  of  the  Paperwoiic  Reduction 
Act.  Copies  of  the  submission  may  be 
purchased  from  the  Commission's  copy 
contractor,  Downtown  Copy  Canter, 
(202)  452-2422, 1990  M  Street,  NW., 
Suite  640,  Washington.  DC  20036. 
Persons  wishing  to  comment  on  this 
information  should  direct  their 
comments  to  Jonas  Neihardt,  (202)  395- 
4814,  OfRce  of  Management  and  Budget, 
room  3235  NEOB,  Washington,  DC 
20503.  A  copy  of  any  comments  should 
also  be  sent  to  the  Federal 
Communications  Commission,  Office  of 
Managing  Director,  Washington,  20554. 
For  further  information  contact  Judy 
Boley,  Federal  Communications 
Commission,  (202)  632-7513. 

0MB  Number:  3060-0110. 

Title:  Application  for  Renewal  of 
License  for  Commercial  and 
Noncommercial  AM,  FM  or  TV 
Broadcast  Station. 

Fom:  FCC  303-S. 

Action:  Revised  Collection. 

Respondents:  Businesses  or  other  for- 
proflt,  small  businesses  or 
organizations. 

Frequency  of  Response:  Once  every  5 
years  for  TV;  once  every  7  years  for 
radio. 

Estimated  Annual  Response:  144 
noncommercial  TV  licensees,  0.666 
per  response;  330  commercial  TV 
licensees,  3.166  per  response:  6  off'- 
the-air  commercial  TV  licensees, 
4.166  per  response,  1,166  hours  total. 

Needs  and  Uses:  FCC  303-S  is  a  data 
collection  device  filed  by  licensees  of 
commercial  and  noncommercial  AM, 
FM  and  TV  station  licensees.  The  data 
are  used  to  assure  that  the  necessary 
forms  connected  with  the  renewal 
application  have  been  Hied  and  that 
the  licensee  continues  to  meet  basic 
statutory  requirements  to  remain  a 
licensee  of  a  broadcast  station.  The 
following  is  a  synopsis  of  the 
Commission's  Notice  of  Proposed 
Rule  Making,  in  MM  Docket  No.  92- 
304,  adopted  December  18, 1992,  and 
released  December  30, 1992.  The 
complete  text  of  this  Notice  of 
Proposed  Rule  Making  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  FCC  Reference 
Center  (room  239),  1919  M  Street, 
NW.,  Washington,  DC,  and  also  may 
be  purchased  from  the  Commission's 
copy  contractor.  Downtown  Copy 
Center,  (202)  452-1422, 1990  M 
Street,  NW..  Suite  640.  Washington, 
DC  20036. 


Synopsis  of  Notice  of  Propoaed  Rule 
Making 

1.  The  Commission  initiates  this 
Notice  of  Proposed  Rule  Making 
("Notice")  on  its  own  motion,  to 
consider  whether  to  require  Ucensees  of 
certain  types  of  broadcast  stations  to 
report  on  their  Ucense  renewal 
applications  the  status  of  their 
operations.  Specifically,  the 
Commission  proposes  to  modify  Form 
303-S  to  require  Ucensees  of  full  power 
commercial  AM.  FM  and  TV  stations  to 
report  whether,  at  the  time  of  Ucense 
renewal,  their  stations  are  on  the  air  or 
have  discontinued  operations. 

2.  Section  73.1740(a)(4)  of  the 
Commission's  Rules  permits 
commercial  AM,  FM,  and  TV  Ucensees 
to  limit  or  discontinue  operations  for  a 
period  of  thirty  days  without  authority 
from  the  Commission.  However, 
licensees  are  required  to  notify  the 
Commission  of  Umited  or  discontinued 
operations  not  later  than  the  tenth  day 
of  such  operation.  Licensees  are  also 
required  to  request  additional  time  if 
operations  are  not  resumed  within  thirty 
days.  In  addition,  73.1750  requires 
commercial  licensees  to  tender  their 
license  authorizations  to  the 
Commission  for  cancellation  when 
discontinuance  of  station  operations  are 
permanent. 

3.  Preliminary  information  gathered 
by  the  Commission  indicates  that 
commercial  AM,  FM,  and  TV  stations 
may  not  be  complying  fully  with  the 
requirements  of  §§  73.1740  and  73.1750. 
The  Commission  is  aware  of  an 
increasing  number  of  stations  that  have 
discontinued  operation.  Many  of  these 
stations  did  not  notify  the  Commission 
of  discontinued  operations  in  a  timely 
manner,  and  few  that  have  permanently 
discontinued  operations  have  tendered 
the  license  to  the  Commission  for 
cancellation. 

4.  When  a  licensee  discontinues 
operations  for  a  long  period  of  time,  the 
public  is  harmed  through  diminished 
service.  Allowing  licensees  to  preserve 
their  exclusive  right  to  use  the 
frequency  precludes  the  provision  of 
service  to  the  pubUc  by  another 
interested  party  that  would  resume 
station  operations.  Unjustified 
prolonged  suspension  of  station 
operations  disserves  the  public  interest, 
and  the  information  which  the 
Commission  proposes  to  seek  would 
promote  the  expeditious  restoration  of 
service  to  the  pubUc.  Accordingly,  the 
Commission  seeks  comment  on  its 
proposal  to  add  to  FCC  Form  303-S  the 
following  questions:  "Is  the  station  off 
the  air  as  of  the  date  of  this  fiUng?"  and 
"If  yes,  attach  as  Exhibit  No. a 


statement  of  explanation,  including  the 
steps  the  appUcant  intends  to  take  to 
restore  service  to  the  public." 

Ex  Parte  Rules— Non-Restricted 
Proceeding 

4.  This  is  a  non-restricted  notice  and 
comment  rulemaking  proceeding.  Ex 
parte  presentations  are  permitted, 
except  during  the  Sunshine  Agenda 
period,  provided  they  are  disclosed  as 
provided  in  Commission  Rules.  See 
generally  47  CFR  1.1202, 1.1203  and 
1.1206(a). 

Comment  Information 

5.  Pursuant  to  appUcable  procedures 
set  forth  in  §§  1.415  and  1.419  of  the 
Commission's  Rules,  interested  parties 
may  file  comments  on  or  before 
February  23, 1993,  and  reply  comments 
on  or  before  March  10, 1993.  All 
relevant  and  timely  comments  will  be 
considered  by  the  Commission  before 
final  action  is  taken  in  this  proceeding. 
To  file  formally  in  this  prooseding, 
participants  must  file  an  original  and 
four  copies  of  all  comments,  reply 
comments,  and  supporting  comments.  If 
participants  want  each  Commissioner  to 
receive  a  personal  copy  of  their 
comments,  an  original  plus  nine  copies 
must  be  filed.  Comments  and  reply 
comments  should  be  sent  to  the  Office 
of  the  Secretary,  Federal 
Communications  Commission, 
Washington,  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  FCC  Reference 
Center  (room  239)  of  the  Federal 
Communications  Commission.  1919  M 
Street,  NW..  Washington,  DC  20554. 

Initial  Regulatory  Flexibility  Anal3rsis 

6.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act,  the 
Commission  has  prepared  the  following 
Initial  Regulatory  Flexibility  Analysis 
(IRFA)  of  the  expected  impact  on  small 
entities  of  the  proposals  suggested  in 
this  document.  Written  pubUc 
comments  are  requested  on  the  IRFA. 
These  comments  must  be  filed  in 
accordance  with  the  same  filing 
deadlines  as  comments  on  the  rest  of  the 
Notice,  but  they  must  have  a  separate 
and  distinct  heading  designating  them 
as  responses  to  the  Regulatory 
Flexibility  Analysis,  llie  Seoetary  shall 
send  a  copy  of  this  Notice  of  Proposed 
Rule  Making,  including  the  IRFA,  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  paragraph  603(a)  of  the  Regulatory 
Flexibility  Act  (Pub.  L  96-354,  94  Stat. 
1164,  5  U.S.C.  601  et  seq.  (1981)). 

I.  Reason  for  the  Action:  The  purpose 
of  this  Notice  is  to  consider  whether  to 
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solicit  informatiao  at  ranewral  time  as  to 
the  status  of  licensees'  broedcast 
operations. 

n.  Objective  ofThis  Action:  This 
action  is  intended  to  determine  whether 
soliciting  such  information  would  be  In 
the  public  interest 

m.  Legal  Basis:  Authority  for  the 
actions  proposed  in  this  Notice  may  be 
found  in  sections  4  and  303  of  the 
Communications  Act  of  1934,  as 
amended.  47  U.S.C  1S4  and  303. 

IV.  Reporting.  Recordkeeping,  and 
Other  Compliance  Requirements 
Inherent  in  the  Proposed  Rule: 
Licensees  would  be  required  to  report  as 
to  the  status  of  their  broadcast 
operations  at  renevral  time. 

V.  Federal  Rules  Which  Overlap. 
Duplicate,  or  Conflict  With  the 
Proposed  Rule:  None. 

VI.  Description.  Potential  Impact  and 
Number  of  Small  Entities  Involved: 
Approximately  10.000  existing 
commercial  broadcasters  of  all  sizes 
would  be  affected  by  the  proposals 
contained  in  this  Notice. 

Vn.  Any  Significant  Alternatives 
Minimizing  the  Impact  on  Small 
Entities  and  Consistent  With  the  Stated 
Objectives:  None. 

List  of  Subjects  in  47  CFR  Fait  73 

Radio  broadcasting  and  Television 
broadcasting. 

Federal  Communicatioas  Commission. 
Doaaa  K.  Searcy. 
Secretary. 

IFR  Dot  93-311  Filed  1-6-93;  8:45  am] 
BMJJNO  cooc  sns-at-n 


47  CFR  Part  73 

(MM  Doetol  No.  92-305;  FCC  t2-«56] 
TV  Transmisaion  Startdarda 

AGENCY:  Federal  Communications 

Commission. 

ACnow;  Proposed  rule. 

SUMMARY:  The  Commission  proposes  to 
amend  its  television  technical  standards 
to  provide  for  enhanced  closad- 
captioning  service  and  the  transmission 
of  a  ghost-cancelling  reference  signal. 
This  action  is  necessary  to  respond  to 
respective  petitions  filed  by  the 
Electronic  Industries  Association  and 
the  American  Television  Systems 
Committee  and  to  update  the  TV 
technical  rules  to  provide  for  new 
service  made  possible  by  advancements 
in  television  technology.  The  intended 
effect  of  the  action  is  to  significantly 
improve  the  perfonnance  and  versatility 
of  television  reoeivera. 


DATES:  Comments  must  be  filed  by 
March  1, 1993.  Reply  comments  must  be 
filed  by  March  16. 1993. 
ADDRESSES:  Federal  Communications 
Commission.  Washington.  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
James  E.  McNally.  ft..  Mass  Media 
Bureau.  Engineering  Policy  Branch. 
(202) 632-9660. 

SUPPLEMENTARY  MFORMATKM:  This  is  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Making  in  MM  Docket 
Na  92-305  adopted  December  18. 1992. 
and  released  on  December  31, 1992.  The 
complete  text  of  this  Notice  of  Proposed 
Rule  Making  is  available  for  inspection 
and  copying  during  normal  business 
hours  in  the  FCC  DockeU  Branch  (room 
230).  1919  M  St..  NW..  Washington.  DC 
and  may  be  purdiaaed  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center.  (202)  452- 
1422. 1114  21st  Street.  NW.. 
Washington.  DC  20036. 

Synposis  of  Notice  of  Proposed  Rule 
Making 

1.  By  this  Notice  of  Proposed  Rule 
Making,  the  Commission  proposes  to 
amend  §§  73.682  and  73.699  of  its  rules 
to  permit  optional  transmission  of 
expanded  closed-captioning  and  other 
types  of  information  using  all  of  line  21. 
field  2.  of  the  vertical  blanking  interval 
(VBI)  of  broadcast  television  signals. 
This  action  is  being  taken  In  response  to 
a  petition  for  rule  making  (RM-8066) 
which  was  filed  by  the  Consumer 
Electronics  Group  of  the  Electronic 
Industries  Association  (EIA/CEG)  on 
July  7. 1992. 

2.  Additionally,  the  Commission,  in 
response  to  a  petition  for  rule  making 
(RM-6067)  filed  by  the  Advanced 
Television  Systems  Committee  (ATSC) 
on  August  14. 1992.  proposes  to  reserve 
use  of  line  19  of  the  VBI  for  the  optional 
use  of  a  ghost-canceling  reference  (GCR) 
signal.  Because  each  of  the  petitions  is 
directed  at  improving  the  quality  of 
television  service  through  new  or 

-    modified  uses  of  the  VBI.  and  because 
neither  of  the  two  petitions  appears  to 
involve  any  significant  technical 
difficulty,  the  Commission  believes  that 
a  consolidated  rulemaking  proceeding 
would  expedite  their  resolution  and 
facilitate  introduction  of  these  new 
technologies  to  the  American  public 
3.  The  Commission  believes  that  the 

Eroposals  and  rationale  presented  in 
oth  the  EIA/CEC  Petition  and  the 
ATSC  Petition  have  merit  Of  particular 
importance  in  the  former  petition  is  the 
fact  that  the  first  half  of  line  21.  field  2 
has  not  been  utilized  in  its  current 
technical  coofiguratioo.  The 
Commission  agrees  with  the  petitioner 


that  fBOonflguration  of  line  21,  field  2  to 
provide  enhanced  closed-captianing 
(whether  it  be  for  a  second  language  or 
a  hi^er  level  of  captioning  quality) 
woiud  appear  to  serve  the  public 
interest  This  change  may  not  only 
enhance  closed-captioning  for  hearing- 
impaired  persons,  out  may  also  expand 
various  captioning  uses  for  non  hearing- 
impaired  person  as  well.  It  also  believes 
that  EL\/CEG's  proposed  distinction  in 
the  priority  of  use  (with  non-captloning 
uses  permitted  only  on  a  secondary 
basisjof  line  21  may  be  appropriate. 

4.  The  second  half  of  line  21,  field  2 
is  ostensibly  in  the  visible  portion  of  the 
TV  signal.  The  Commission  believes 
that  this  is  not  cause  for  concern, 
however,  because  the  scanning  beam  in 
every  TV  receiver  available  to  date 
"overscans"  the  visible  picture  by 
several  lines  on  the  top  and  the  bottom 
of  the  screen.  (Overscanning  is  the 
deflection  of  the  scanning  beam  beyond 
the  mask  on  a  television  picture  tube. 
The  mask  is  usually  part  of  the 
television  cabinet  and  it  covers  the 
edges  of  the  picture.  Line  22.  also  part 
of  the  active  video,  has  been  used  for 
several  yean  for  program  source 
identification  siginaling.  Since  initiation 
of  this  use,  no  complaints  of  picture 
degradation  have  been  received.) 

5.  In  »\m,  both  EIA/CEG's  petition 
and  the  Commission's  experience 
indicate  that  there  is  no  likely  adverse 
impact  if  it  assigns  all  of  line  21.  field 
2  for  enhanced  closed-captioning  and. 
on  a  secondary  basis,  other  broadcast- 
related  uses.  The  Commission  seeks 
comment  on  this  proposal  and  on  any 
unforeseen  or  overlooked  problems  or 
circumstances  that  exist  which  would 
argue  for  or  against  this  use  of  line  21. 
field  2.  Comments  also  are  solicited  on 
whether  or  not  any  adverse  interaction 
may  occur  between  line  21  and  line  22 
from  the  standpoint  of  line 
identification  and  decoding  circuitiy.  If 
so,  should  use  of  line  22.  which  may  be 
used  for  "special  signals"  (see  22  FCC 
2d  779  (1970)).  be  made  secondary  to 
that  of  line  21? 

6.  With  respect  to  ATSCs  petition, 
the  Commission  believes  that  while 
many  advances  in  NTSC  television 
quality  have  been  made  over  the  years. 
picture  degradation  through  ghosting 
may  be  the  most  significant  reception 
defect  yet  to  be  eliminated  or 
minimized.  Therefore,  an  effective 
system  of  reducing  or  eliminating  ghosts 
would  be  a  significant  technical 
improvement  which  would  be  of  direct 
benefit  to  viewen. 

7.  There  are  several  issues  requiring 
exploration  in  this  matter.  First  is  there 
any  significant  use  of  the  VIR  signal 
today?  As  ATSC  notes  in  its  petition: 
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For  the  VIR  signal  to  be  maximally 
effective  for  the  consumer,  the  VIR  signal 
must  be  added  at  the  time  the  program  is 
created  and  must  remain  unchanged  during 
distribution  of  that  program  in  a  television 
distribution  system.  It  was  diCBcult  for 
television  stations  to  consistently  apply  the 
VIR  signal  given  the  complexitiM  of  program 
production  and  distributioo.  And  a  mia- 
applied  VIR  signal  could  actually  change  the 
consumer's  received  color  rendition  Cdt  the 
worse.  (ATSC  Petition,  p.  5.) 

This  statement  indicates  that  VIR 
implementation  has  been  Car  from 
complete.  Nevertheless,  the  Commission 
solicits  additional  comment  on  any 
current  uses  of  the  VIR  and  whether 
they  should  preclude  its  abandonment 
in  favor  of  a  GCR  signaL 

8.  Second.  ATSC  asks  diat  the 
Commission  embody  the  definition  of 
the  Philip's  Laboratory  GCR  signal  in  an 
OCT  Bulletin  with  a  reference  to  it  being 
placed  in  the  rules,  inasmuch  as  ATSC 
membership  agreed  on  the  selection  of 
Philip's  OCR  system  as  being  the  best  of 
those  tested.  By  this  action  the 
Commission  would  clearly  ratify  the 
industry's  selection.  The  Commission 
has  taken  similar  action  in  the  past, 
most  notably  when  it  adopted  standards 
for  TV  stereo.  (Reference  is  made  to  the 
"BTSC  system  of  stereophonic  sound 
transmission"  in  §  73.682(c)(3)  of  the 
Rules,  the  specifications  of  which  are 
described  in  detail  in  OST  Bulletin  No. 
60.)  Comment  is  requested  on  this 
proposal.  The  Commission  also  asks 
whether  or  not  flexibility  and  future 
improvements  in  ghost-cancelling 
technology  would  be  hindered  by  this 
approach.  Alternatively,  it  could  simply 
reserve  all  of  line  19  for  use  by  ghost- 
cancelling  reference  signals  without 
specifying  any  particular  system.  Lastly, 
comment  is  solicited  on  any  other 
relevant  circumstances  or  potential 
problems  that  may  be  associated  with 
the  implementation  of  the  GCR 
reference  signal  on  line  19. 

9.  Significant  benefits  can  be  derived 
by  prompt  action  in  this  rule  making. 
TV  manuCactiuers  currently  are 
designing  receivers  equipped  with 
closed-captioning  circuitry  mandated  by 
the  Television  Decoder  Circuitry  Act  of 
1990  (Pub.  L  101-431)  as  implemented 
in  §  15.119  of  the  Commission's  Rules. 
The  earlier  action  can  be  taken  on  the 
proposals  discussed  herein,  the  less 
disruptive  it  will  be  for  manufacturers 
already  planning  their  compUance  with 
this  requirement  and  the  sooner 
televisions  equipped  with  these  features 
can  be  made  available  to  the  public. 
Therefore,  to  bring  these  improvements 
to  the  public  with  a  minimum  of  delay, 
relatively  short  deadlines  for  filing 
comments  and  reply  comments  are 


specified  below.  Extensions  of  the 
comment  and  reply  comment  deadlines 
will  require  substantial  justification,  as 
the  Commission  desires  to  proceed  to 
the  Report  and  Order  phase  of  this 
proceeding  as  soon  as  possible. 

Initial  Regulatory  Flexibility  Analysb 

10.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act.  the 
Commission  has  prepared  the  following 
Initial  Regulatory  Flexibility  Analysis 
(IRFA)  of  the  expected  impact  on  small 
entities  of  the  proposals  suggested  in 
this  document.  Written  public 
comments  are  requested  on  the  IRFA. 
These  comments  must  be  filed  in 
accordance  with  the  same  filing 
deadlines  as  comments  on  the  rest  of  the 
Notice,  but  they  must  have  a  separate 
and  distinct  heading  designating  them 
as  responses  to  the  Regulatory 
Flexibility  Analysis.  The  Secretary  shall 
send  a  copy  of  this  Notice  of  Proposed 
Rule  Making,  including  the  IRFA,  to  the 
Chief  Counsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  paragraph  603(a)  of  the  Regulatory 
Flexibility  Act  (Pub.  L.  No.  96-354.  94 
Stat.  1164,  5  U.S.C.  601  et  seq.  (1981)). 

11.  Reason  for  Action:  The  purpose  of 
this  Notice  is  to  consider  changes  in  the 
use  of  the  vertical  blanking  interval  of 
broadcast  television  signals. 

12.  Objectives  of  This  Action:  This 
action  is  intended  to  improve  the 
general  quality  of  television  service  by 
providing  for  enhanced  closed- 
captioning  service  and,  secondary  to 
that,  other  broadcast-related  information 
services  capable  of  depiction  in  an 
alpha-numeric  format.  Additionally,  the 
rules  proposed  would  permit  the 
transmission  of  a  special  ghost- 
cancelling  reference  signal  that  when 
used  with  TV  receivers  having  the 
proper  decoding  circmtry,  could 
eliminate  much,  if  not  all,  picture 
degradation  due  to  the  reception  of 
reflected,  low  amplitude  TV  signals. 

13.  Legal  Basis.  Authority  for  the 
actions  proposed  in  this  Notice  may  be 
found  in  sections  4  and  303  of  the 
Communications  Act  of  1934,  as 
amended.  47  U.S.C.  154  and  303. 

14.  Reporting,  Recordkeeping,  and 
Other  Compliance  Requirements:  None. 

15.  Federal  Rules  Which  Overlap, 
Duplicate,  or  Conflict  With  the  Proposed 
Rule:  None. 

16.  Description,  Potential  Impact  and 
Number  of  Small  Entities  Involved:  The 
services  permitted  by  the  new  rules  are 
entirely  optional  in  character.  However, 
their  appeal  to  the  public  is  likely  to  be 
such  that  most  TV  broadcast  licensees 
will  want  to  obtain  the  equipment  with 
which  to  provide  them.  Thus,  as  a 


practical  matter,  the  new  rules  would 
have  an  impact  on  some  1,500  licensees. 

17.  Any  significant  Alternative* 
Minimizing  the  Impact  on  Small  Entitiet 
and  Consistent  With  the  Stated 
adjectives:  There  are  none. 

Ex  Parle 

18.  This  is  a  non-restricted  notice  and 
comment  rulemaking  proceeding.  Ex 
parte  presentations  are  permitted, 
except  during  the  Sunshine  Agenda 
period,  provided  they  are  disclosed  as 
provided  in  Commission  rules.  See 
generally  47  CFR  1.1202, 1.1203  and 
1.1206(a). 

Conunent  Infiirmation 

19.  Pureuant  to  applicable  procedures 
set  forth  in  §S  1.415  and  1.419  of  the 
Commission's  Rules,  interested  parties 
may  file  comments  on  or  before  March 
1, 1993  and  reply  comments  on  or 
before  March  16. 1993.  All  relevant  and 
timely  comments  will  be  considered  by 
the  Commission  before  final  action  is 
taken  in  this  proceeding.  To  file 
formally  in  this  proceeding,  participants 
must  file  an  original  and  four  copies  of 
all  comments,  reply  comments,  and 
supporting  comments.  If  participants 
want  each  Commissioner  to  receive  a 
peraonal  copy  of  their  comments,  an 
original  plus  nine  copies  must  be  filed. 
Comments  and  reply  comments  should 
be  sent  to  the  Office  of  the  Secretary. 
Federal  Communications  Commission, 
Washington.  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  Dockets  Reference 
Room  (room  239)  of  the  Federal 
Communications  Commission,  1919  M 
Street,  NW..  Washington,  DC  20554. 

List  of  Sub|ects  in  47  CFR  Part  73 

Television  broadcasting. 

Federal  Cbmmunications  Commission. 

Donna  R.  Searcy, 

Secretajy. 

(PR  Doc  93-271  Filed  l-fr-93;  8:45  am) 

MLUNQ  COM  •na-M-M 


47  CFR  Part  76 

[MM  DocM  Na  92-906.  FCC  92-661] 

Cable  Television  Services;  List  of 
Maior  Television  Markets 

AQENCY:  Federal  Communications 

Commission. 

ACTION:  Proposed  rule. 

summary:  The  Commission  invites 
comments  on  its  proposed,  initiated  by 
a  request  filed  by  Press  Broadcasting 
Company.  Inc.  (Press),  to  amend  the 
Qmunission's  Rules  to  change  the 
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designation  of  the  Orlando-Daytona 
Beach-Melboume-Cocoa.  Florida 
television  market  to  include  the 
community  of  Qermont,  Florida.  This 
action  is  taken  to  test  the  proposal  for 
market  hyphenation  through  the 
rulemaking  process  and  through  the 
record  established  based  on  comments 
hied  by  interested  parties. 
OATCS:  Comments  are  due  by  February 
22, 1993,  and  reply  comments  are  due 
by  March  9, 1993. 

ADDRESSES:  Federal  Communications 
Commission,  Washington,  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
Alan  E.  Aronowitz.  Mass  Media  Bureau, 
Policy  and  Rules  Division  (202)  632- 
7792. 

SUPPI.EMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Making  in  MM  Docket 
No.  92-306.  FCC  92-561,  adopted 
December  21, 1992,  released  December 
31, 1992.  The  complete  text  of  this 
document  is  available  for  inspection 
and  coping  during  normal  business 
hours  in  the  FCC  Reference  Center,  1919 
M  Street,  NW.,  Washington,  DC,  and 
also  may  be  purchased  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center,  at  (202)  452- 
1422, 1990  M  Street.  NW.,  room  640, 
Washington,  DC  20554. 

Synopsis  of  the  Notice  of  Proposed  Rule 
Making 

1.  The  Commission,  in  responiie  to  a 
Petition  for  Rulemaking  filed  by  Press, 
licensee  of  WKCF  (TV),  Clermont, 
Florida,  proposed  to  amend  §  76.51  of 
the  Rules  (47  CFR  76  51)  to  change  the 
designation  of  the  Orlando-Daytona 
Beach-Melboume-Cocoa,  Florida, 
television  market  to  include  the 
community  of  Clermont.  Florida.  In 
previous  decisions,  the  Commission 
granted  a  Press  request  for  waiver  of 


$  73,658(m)  of  the  Rules  to  allow  WKCF 
to  be  included  in  the  subject  market  for 
territorfal  exclusivity  purposes  (4  FCC 
Red  8799  (1989),  affd  on  neon.,  6  FCC 
Red  6563  (1991)).  and  granted  Press' 
Petition  for  Extraordinary  Relief,  ruling 
that  WKCF  was  a  "local  signal"  in  the 
market  for  mandatory  cable  carriage 
(and  thus  copyright)  purposes  for  the 
period  between  December  11, 1989,  and 
November  13. 1991  (FCC  92-460. 
released  November  9, 1992). 

2.  The  Commission,  based  on  the  facts 
presented,  believes  that  a  sufficient  case 
for  market  hyphenation  has  been  set 
forth  to  justify  testing  this  proposal 
through  the  rulemaking  process  and 
notice  and  comment  procedures. 
Therefore,  comment  is  requested  on  this 
proposal  to  amend  §  76.51  of  the 
Commission's  Rules  by  adding  Clermont 
to  the  Orlando-Daytona  Beach- 
Melbourne-Cocoa,  Florida,  market 
designation. 

Administrative  Matters 

Initial  Reguhtory  Flexibility  Analysis 

3.  We  certify  that  the  Regulatory 
Flexibility  Act  of  1980  does  not  apply 

to  this  rulemaking  proceeding  because  if 
the  proposed  rule  amendment  is 
promulgated,  there  will  not  be  a 
significant  economic  impact  on  a 
substantial  number  of  small  business 
entities,  as  defined  by  section  601(3)  of 
the  Regulatory  Flexibility  Act.  A  few 
number  of  television  licensees  and 
permittees  will  be  affected  by  the 
proposed  rule  amendment.  The 
Secretary  shall  send  a  copy  of  this 
Notice  of  Proposed  Rule  Making, 
including  the  certification,  to  the  chief 
counsel  for  Advocacy  of  the  Small 
Business  Administration  in  accordance 
with  paragraph  603(a)  of  the  Regulatory 
Flexibility  Act.  Pub.  L.  No.  96-354.  94 
Stat.  1164.  5  U.S.C.  601  et  seq.  (1981). 


Ex  Parte 

4.  This  is  a  non-restricted  notice  and 
comment  rule-making  proceeding.  Ex 
parte  presentations  are  permitted, 
except  during  the  Sunshine  Agenda 
period,  provided  they  are  disclosed  as 
provided  in  the  Commission's  Rules. 
See  generally  47  CFR  1.1202. 1.1203. 
and  1.1206(a). 

Comment  Dates 

5.  Pursuant  to  applicable  procedures 
set  forth  in  §§  1.415  and  1.419  of  the 
Commission's  Rules.  47  CFR  1.415  and 
1.419.  interested  parties  may  file 
comments  on  or  before  February  22. 
1993.  and  reply  comments  on  or  before 
March  9, 1993.  To  file  formally  in  this 
proceeding,  you  must  file  an  original 
plus  four  copies  of  all  comments,  reply 
comments,  and  supporting  comments.  If 
you  want  each  Commissioner  to  receive 
a  personal  copy  of  your  comments,  you 
must  file  an  original  plus  nine  copies. 
You  should  send  comments  and  reply 
comments  to  Office  of  the  Secretary, 
Federal  Communications  Commission. 
Washington.  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  FCC  Reference 
Center  of  the  Federal  Communications 
Commission,  room  239, 1919  M  Street, 
NW.,  Washington,  DC  20554. 

6.  Authority  for  this  proposed  Rule 
Making  is  contained  in  sections  4  (i)  and 
(j),  and  303  of  the  Communications  Act 
of  1934,  as  amended. 

List  of  Subjecto  io  47  CFR  Part  76 

Cable  television. 
Federal  Communications  Commission. 
Donna  R.  Searcy, 
Secretary. 

IFR  Doc  93-269  Filed  1-6-93;  8:45  ami 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  njles  or 
proposed  rules  that  are  applicable  to  the 
put>lic.  Notices  of  hearings  and  lnvestigatior\s, 
comnnittee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functiorw  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  COMMERCE 

Agency  Forms  Under  Review  by  the 
Office  of  Management  and  Budget 

DOC  has  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
clearance  the  following  proposals  for 
collection  of  information  under  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.C.  Chapter  35). 

Agency:  National  Oceanic  and 
Atmospheric  Administration  (NOAA). 

Title:  National  Marine  Sanctuary 
Permits. 

Agency  Form  Number:  None. 

OMB  Approval  Number:  0648-0141. 

Type  of  Request:  Extension  of  the 
expiration  date  of  a  currently  approved 
collection. 

Burden:  273  hours. 

Number  of  Respondents:  140. 

Avg  Hours  Per  Response:  Ranges 
between  30  minutes  and  2  hours. 

Needs  and  Uses:  Individuals  who 
wish  to  conduct  research  or  other 
regulated  activities  in  National  Marine 
Sanctuaries  must  submit  a  written 
permit  request.  Following  permit 
issuance,  a  cruise  log  report  and  an 
annual  report  of  activities  must  be 
submitted. 

Affected  Public:  Individuals,  state  or 
local  governments,  businesses  or  other 
for-profit  institutions,  federal  agencies, 
non-profit  institutions,  and  small 
businesses  or  organizations. 

Frequency:  On  occasion,  annually. 

Respondent's  Obligation:  Required  to 
obtain  or  retain  a  benefit. 

OMB  Desk  Officer:  Ron  Minsk.  (202) 
395-3084. 

Agency:  National  Oceanic  and 
Atmospheric  Administration  (NOAA). 

Title:  Atlantic  Bluefin  Tuna  Dealer 
Reports. 

Form  Number:  NOAA  8&-144. 

OMB  Approval  Number:  0648-0239. 

Type  of  Request:  Revision. 

Burden:  983  hours. 

Number  of  Respondents:  360. 

Avg  Hours  Per  Response:  Ranges 
between  3  and  33  minutei. 


Needs  and  Uses:  The  U.S.  i»  a 
member  of  the  International 
Commission  for  the  Conservation  of 
Atlantic  Timas  (ICAAT).  As  a  member 
nation,  the  U.S.  is  required  to  take  part 
in  the  collection  of  biological  statistics 
and  adhere  to  specific  quotas  assigned 
to  it  by  ICAAT.  The  purpose  of  this 
collection  is  to  satisfy  both  these 
requirements  by  obtaining  information 
for  stock  assessments  and  to  monitor  the 
catch  so  &at  the  U.S.  quota  is  not 
exceeded. 

Affected  Public:  Businesses  or  other 
for-profit  institutions,  small  businesses 
or  organizations. 

Frequency:  Daily  and  bi-weekly. 

Respondent's  Obligation:  Mandatory. 

OMB  Desk  Officer:  Ron  Minsk.  (202) 
395-3084. 

Copies  of  the  above  information 
collection  proposals  can  be  obtained  by 
calling  or  writing  Edward  Michals,  DOC 
Forms  Clearance  Officer,  (202)  482- 
3271,  Department  of  Commerce,  room 
5327, 14^1  and  Constitution  Avenue, 
NW..  Washington.  DC  20230. 

Written  comments  and 
recommendations  for  the  proposed 
information  collections  should  be  sent 
to  Ron  Minsk.  OMB  Desk  Officer,  room 
3019,  New  Executive  Office  Building, 
Washington.  DC  20503. 

Dated:  January  4, 1993. 
Edward  Miclials, 

Departmental  Forms  Clearance  Officer,  Office 
of  Management  and  Organization. 
(PR  DOC  93-252  Filed  1-6-93;  8:45  ami 
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International  Trade  Administration 

Export  Trade  Certificate  of  Review 

ACTION:  Notice  of  Issuance  of  an  Export 
Trade  Certificate  of  Review,  Application 
No.  92-00012. 

SUMMARY:  The  Department  of  Commerce 
has  issued  an  Export  Trade  Certificate  of 
Review  to  Balmac  International,  Inc., 
effective  December  29, 1992.  This  notice 
summarizes  the  conduct  for  which 
certification  has  been  granted. 
FOR  FURTHER  INFORMATION  CONTACT: 
George  MuUer,  Director.  Office  of  Export 
Trading  Company  Affairs.  International 
Trade  Administration,  202-482-5131. 
This  is  not  a  toll-free  number. 
8UPPI.EMENTARY  INFORMATION:  Title  III  of 
the  Export  Trading  Company  Act  of 


1982  (15  U.S.C.  4001-21)  authorizes  the 
Secretary  of  Commerce  to  issue  Export 
Trade  Certificates  of  Review.  The 
regulations  implementing  Title  III  are 
found  at  15  CFR  part  325  (1991)  (50  FR 
1804,  January  11.1985). 

The  Office  of  Export  Trading 
Company  Aff^airs  is  issuing  this  notice 
pursuant  to  15  CFR  325.6(b),  which 
requires  the  Secretary  of  Commerce  to 
publish  a  summary  of  a  Certificate  in 
the  Federal  Register.  Under  section 
305(a)  of  the  Act  and  15  CFR  325.11(a), 
any  person  aggrieved  by  the  Secretary's 
determination  may,  within  30  days  of 
the  date  of  this  notice,  bring  an  action 
in  any  appropriate  district  court  of  the 
United  States  to  set  aside  the 
determination  on  the  ground  that  the 
determination  is  erroneous. 

DESCRIPTION  OF  CERTIFIEO  CONDUCT: 
Export  Trade 

1.  Products 

Cold  storage  warehouses,  ice  flakers, 
ice  machines,  block  ice  machines, 
commercial  and  industrial  mechanical 
refi-igeration  equipment  and  accessories. 

2.  Services 

Design  and  modification  of  the  above 
listed  products  pursuant  to  foreign 
buyers'  specifications. 

Export  Markets 

The  Export  Markets  include  all  parts 
of  the  world  except  Canada  and  the 
United  States  (the  fifty  states  of  the 
United  States,  the  District  of  Columbia, 
the  Commonwealth  of  Puerto  Rico,  the 
Virgin  Islands,  American  Samoa,  Guam, 
the  Commonwealth  of  the  Northern 
Mariana  Islands,  and  the  Trust  Territory 
of  the  Pacific  Islands). 

Export  Trade  Activities  and  Methods  of 
Operation    - 

1.  With  respect  to  the  sale  of  Products 
and  Services,  BALMAC.  subject  to  the 
terms  and  conditions  listed  below,  may: 

(a)  Enter  into  and  terminate  exclusive 
independent  agreements  with  Bally 
Engineered  Structures,  Inc.  and  other 
Supplier  separately  wherein: 

(ij  BALMAC  agrees  not  to  represent 
any  competitors  of  such  Supplier  as  an 
Export  Intermediary  unless  authorized 
by  the  Supplier; 

(2)  The  Supplier  agrees  not  to  sell, 
directly  or  indirectly,  through  any  other 
intermediary,  into  the  Export  Markets  in 
which  BALMAC  represents  the  Supplier 
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as  an  Export  Intennediary  and,  if  suf:h 
sales  do  octnir  to  pay  a  commission  to 
BALMAQor 
(3)  Both  (1)  and  (2)  above 

(b)  Enter  into  and  tenninate  exclusive 
agreements  with  Export  Intermedicuies 
wherein: 

(1)  BALMAC  agrees  to  deal  in 
Products  in  the  Export  Markets  only 
through  that  Export  Intermediary; 

(2)  That  Export  Intermediary  agrees 
not  to  represent  BALMAC's  competitors 
in  the  Export  Markets  or  not  to  buy  from 
BALMAC's  competitors  for  resale  in  the 
Export  Markets;  or 

(3)  Both  (1)  and  (2)  above. 

(c)  Enter  into  exclusive  or 
nonexclusive  agreements  with  an 
individual  buyer  in  the  Export  Markets 
to  act  as  a  Purchasing  Agent  with 
respect  to  a  particular  transaction. 

(d)  On  behalf  of  BALMAC  itself,  or 
while  acting  as  an  Export  Intermediary 
for  separate  Suppliers: 

(1)  Establish  prices  and  quantities  at 
which  Products  will  be  acquired,  sold  or 
resold  for  or  in  the  E3cport  Markets; 

(2)  Establish  the  price  and  other  terms 
of  sale  at  which  Services  will  be 
acquired,  sold  or  resold  for  or  in  the 
Export  Markets: 

(3)  Allocate  foreign  territories  or 
customers  among  BALMAC's  Export 
Intermediaries  or  to  a  Supplier  and  that 
Supplier's  Export  Intermediaries;  or 

(4)  Any  combination  of  (1),  (2),  and 
(3)  above. 

BALMAC  may  engage  in  the  activities  in 
(d)  above  by  agreement  with  BALMAC's 
Export  Intermediaries,  by  independent 
agreement  with  separate  Suppliers,  by 
agreement  with  that  Supplier's  Export 
Intermediaries,  or  on  the  basis  of  its 
own  determination. 

(e)  Disclose  to  an  individual  buyer  in 
the  Export  Market  prices  and  other 
terms  of  expurt  marketing  or  sale. 

Terms  and  Conditions  itf  Certificate 

1.  In  engaging  in  Export  Trade 
Activities  and  Methods  of  Operation. 
BALMAC  will  not  intentionally 
disclose,  directly  or  indirectly,  to  any 
Supplier  any  information  about  any 
other  Supplier's  costs,  production, 
capacity,  inventories,  domestic  prices, 
domestic  sales,  or  U.S.  business  plans, 
strategics,  or  methods  that  is  not  already 
generally  available  to  the  trade  or 
public. 

2.  BALMAC  will  comply  with 
requests  made  by  the  Secretary  of 
Commerce  on  behalf  of  the  Secretary  of 
Commerce  or  the  Attorney  General  for 
information  or  documents  relevant  to 
conduct  under  the  Certificate.  The 
Secretary  of  Commerce  will  request 
such  information  or  documents  when 
either  the  Attorney  General  or  the 


Secretary  of  Commerce  believes  that  the 
information  or  documents  are  required 
to  determine  whether  the  Export  Trade, 
Export  Trade  Activities,  and  Methods  of 
0|^ration  of  a  person  protected  by  this 
Certificate  continue  to  comply  with  the 
standards  of  Section  303(a)  of  the  Act. 

Definitions 

For  purposes  of  this  certificate,  the 
following  terms  are  defined: 
(a)  "Export  Intermediary"  means: 

(1)  "Broker"— e  person  that  locates 
buyers  in  the  Export  Markets  for  the 
Supplier  or  that  locates  Suppliers  for 
buyers  in  the  Export  Markets  on  a 
straight  commission  or  cost-plus 
commission  basis  and  that,  in  so,acting, 
offers,  provides  or  engages  in  some  or 
all  Services; 

(2)  "Distributor" — a  person  that 
pxmijases  Products  for  its  own  account 
from  a  Supplier,  that  may  establish  the 
resale  price  or  maintain  an  inventory  of 
Products  for  perspective,  unidentified 
sales  and  that,  in  so  acting,  offers, 
provides  or  engages  in  some  or  all 
Services;  or 

(3)  "Sales  Representative  or  Agent"— 
a  person  that  identifies  and  locates 
Products  for  sale;  gives  advice  on,  or 
chooses  among  prospective  buyers  in 
the  Export  Markets,  advises  on  or 
negotiates  prices,  quantities,  and  other 
sale  terms  and  conditions,  sells 
Products  for  its  own  account  or  for  the 
account  of  others;  and  that,  in  so  acting, 
offers,  provides  or  engages  in  some  or 
all  Services. 

(b)  "Purchasing  Agent"  means  an 
intermediary  who  identifies  and  locates 
Products  for  purchase;  gives  advice  on, 
or  chooses  among  prospective 
Suppliers;  advises  on  or  negotiates 
prices,  quantities,  and  other  purchase 
terms  and  conditions;  and  purchases 
Products  for  its  own  account  or  for  the 
account  of  others;  and  who,  in  so  acting, 
offers,  provides  or  engages  in  some -or 
all  Services. 

(c)  "Supplier"  means  a  person  who 
produces  or  sells  Products  or  Services  to 
be  exported  from  the  United  States. 

Protection  ProTided  by  Certificate 

This  Certificate  protects  BALMAC,  its 
partners,  officers,  and  employees  acting 
on  its  behalf  from  private  treble  damage 
actions  and  government  criminal  and 
dvil  suits  under  U.S.  federal  and  state 
antitrust  laws  for  the  export  conduct 
specified  in  this  Certificate  and  carried 
out  during  its  effective  period  in 
compliance  with  its  terms  and 
conditions. 

Effective  Period  of  Certificate 

This  Certificate  continues  in  effect 
bom  the  effective  date  until  it  is 


relinquished,  modified,  or  revoked  as 
provided  in  the  Act  and  Regulations. 

Other  Conduct 

Nothing  in  this  Certificate  prohibits 
BALMAC  bom  engaging  in  conduct  not 
specified  in  this  Certificate,  but  such 
conduct  is  subject  to  the  normal 
application  of  the  antitrust  laws. 


Disclaimer 

The  issuance  of  this  Certificate  of 
Review  to  BALMAC  by  the  Secretary  of 
Commerce  with  the  concurrence  of  the 
Attorney  General  under  the  provisions 
of  the  Act  does  not  constitute,  explicitly 
or  implicitly,  an  endorsement  or 
opinion  by  the  Secretary  of  Commerce 
or  by  the  Attorney  General  concerning 
either  (a)  the  viability  or  quality  of  the 
business  plans  of  BALMAC  or  (b)  the 
legality  of  such  business  plans  of 
BALMAC  imder  the  laws  of  the  United 
States  (other  than  as  provided  in  the 
Act)  or  under  the  laws  of  any  foreign 
country. 

The  application  of  this  Certificate  to 
conduct  in  export  trade  where  the 
United  States  Government  is  the  buyer 
or  where  the  United  States  Government 
bears  more  than  half  the  cost  of  the 
transaction  is  subject  to  the  hmitations 
set  forth  in  Section  V.p.)  of  the 
"Guidelines  for  the  Issuance  of  Export 
Trade  Certificates  of  Review  (Second 
Edition),"  50  FR 1786  (January  11, 
1985). 

A  copy  of  each  certificate  will  be  kept 
in  the  International  Trade 
Administration's  Freedom  of 
Information  Records  Inspection  Facility, 
room  4102,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW..  Washington.  DC  20230. 

Dated:  Decemlwr  29, 1992. 
George  Muller. 

Director.  Office  of  Export  Trading  Company 
Affairs. 

(FR  Doc.  93-304  Filed  1-6-93;  8:45  am) 
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National  Oceanic  and  Atmospheric 
Administration 

[Docket  No.  91-6133] 

Endangered  and  Threatened  Wildlife 
and  Plants:  Stellar  Sea  Uon  Recovery 
Plan 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce. 
ACnON:  Response  to  comments  on  Draft 
Plan  and  notice  of  availability  of  Final 
Plan.- . 

SUMMARY:  NMFS  published  an 
emergency  niling  listing  the  Steller  sea 
lion  as  threatened  under  the  Endangered 


FORFURTHI 
Michael  Pt 
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Species  Act  (ESA)  on  April  5, 1990  (55 
FR  12645).  and  a  final  rule  on  November 
26, 1990  (55  FR  49204). 

Section  4(0  of  the  ESA  requires  that 
NMFS  develop  and  implement  plans  for 
the  conservation  and  siuvival  of 
endangered  and  threatened  species. 
Accordingly,  the  Assistant 
Administrator  for  Fisheries  appointed  a 
Steller  Sea  Lion  Recovery  Team 
(herea''er  referred  to  as  the  Recovery 
Team)  who  submitted  a  draft  Steller  Sea 
Lion  Recovery  Plan  (referred  to  as  the 
Recovery  Plan)  to  NMFS  on  February 
15. 1991.  NMFS  released  the  draft 
Recovery  Plan  for  public  review  and 
comment  on  March  15, 1991  (56  FR 
11204).  The  Recovery  Team,  to  the 
maximum  extent  possible,  incorporated 
all  comments  that  were  submitted  to 
NMFS  during  the  technical  review 
process  into  the  draft  Recovery  Plan. 
The  final  draft  of  the  Recovery  Plan  by 
the  Recovery  Team  was  submitted  to 
NMFS  for  review  on  October  3, 1991. 
This  notice  summarizes  and  responds  to 
comments  received  on  the  draft 
Recovery  Plan.  The  draft  Recovery  Plan 
was  reviewed  and  finalized  by  NMFS, 
and  a  final  Recovery  Plan  is  now 
available  upon  request. 
ADDRESSES:  Requests  for  the  Steller  Sea 
Lion  Recovery  Plan  should  be  addressed 
to  Steller  Sea  Lion  Recovery  Plan,  either 
at  the  National  Marine  Fisheries 
Service.  Office  of  Protected  Resources/ 
PR2. 1335  East-West  Highway,  Silver 
Spring,  MD  20910.  or  the  NMFS.  Alaska 
Regional  Office,  POB  21668,  Juneau,  AK 
99802. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  Payne  at  (301)  713-2322. 
SUPPLEMENTARY  INFORMATION:  NMFS 
received  nine  sets  of  comments 
regarding  the  draft  Recovery  Plan. 
Generally,  the  draft  Recovery  Plan  was 
considered  (by  consensus  of  those  who 
provided  comments)  to  be 
comprehensive  and  exceedingly  well 
done,  providing  good  suggestions 
regarding  specific  management  actions, 
as  well  as  future  research  activities, 
required  for  assuring  the  recovery  of 
Steller  sea  lions.  Comments  received  by 
NMFS  during  the  technical  review 
process  focused  on  the  following  issues: 
a  Recovery  Plan  Coordinator, 
reclassification  criteria  suggested  by  the 
Recovery  Team  in  the  draft  Recovery 
Plan,  critical  habitat  and  habitat 
protection,  disturbance  at  rookeries  and 
haulout  sites,  determining  prey 
requirements  (and  protecting  prey 
species)  of  Steller  sea  lions,  commercial 
fisheries  impacts  on  Steller  sea  lions, 
and  public  education.  The  following 
section  addresses  comments  received  on 
each  of  these  issues. 


Reclassification  Catena 

The  draft  Recovery  Plan  described 
criteria,  and  an  application  of  these 
criteria,  for  determining  whether  the 
species  should  be  reclassified  from  a 
threatened  to  an  endangered  status 
under  the  ESA.  Several  comraentefs* 
commended  the  Recovery  Team  for 
attempting  to  develop  a  framework  for 
making  decisions  regarding  the  status  of 
Steller  sea  lions.  One  commenter 
suggested  that  the  approach  (for 
reclassification)  seemed  reasonable  and 
that  it  be  adopted.  However,  two  other 
commenters  questioned  whether  there 
was  any  biological  or  theoretical  bases 
for  the  threshold  values  recommended 
by  the  Recovery  Team,  stating  that  there 
was  no  explanation  given  for  the  value 
of  "17  percent  of  a  benchmark 
population"  threshold  point  for  the 
endangered  cutoff  value  in  the  draft 
Recovery  Plan.  A  commenter  continued 
by  stating  that  "it  is  hard  to  argue  for  or 
against  the  specific  trigger  points 
recommended  (in  the  draft  Recovery 
Plan)  without  further  information." 
Several  commenters  agreed  that  a 
biological  justification  must  be  provided 
for  the  threshold  values  used  in  the 
reclassification  criteria  for  Steller  sea 
lions,  and  that  these  should  be  adopted 
by  appropriate  review.  The  same 
comment  regarding  biological 
justification  of  the  threshold  criteria  was 
extended  by  one  commenter  to  the  "40 
percent  of  a  benchmark  population" 
value  suggested  in  the  draft  Recovery 
Plan  as  a  cutoff  determination  for  listing 
or  delisting  the  species  as  threatened. 

Another  commenter  suggested  that 
this  section  should  be  expanded  to 
address  the  removal  of  the  species  from 
the  list  of  depleted  species  imder  the 
Marine  Mammal  Protection  Act 
(MMPA).  That  is,  if  the  population  data 
on  Steller  sea  lions  satisfy  the 
recommended  delisting  criteria  and  the 
species  is  removed  frt>m  the  list  of 
threatened  species,  it  is  possible,  if  not 
likely,  that  it  could  still  be  considered 
depleted  under  the  MMPA.  Therefore, 
to  ensure  that  this  plan  also  meets  the 
planning  requirements  of  the  MMPA 
when  Steller  sea  lions  are  not  listed  as 
endangered  or  threatened  under  the 
ESA.  the  commenter  recommended  that 
either:  (a)  This  section  be  expanded  to 
describe  the  threshold  at  which  Steller 
sea  lions  would  no  longer  be  considered 
depleted  under  the  MMPA;  or  (b)  a  new 
task  be  added  to  define  this  point  as  and 
when  necessary. 

Response:  The  draft  Recovery  Plan 
suggested  that  an  objective  evaluation  of 
whether  and  how  Steller  sea  lions 
should  be  listed  under  provisions  of  the 
ESA  could  be  made  by  comparing  the 


most  recent  data  available  with  the 
measurable  criteria  which  were 
described  in  the  draft  Recovery  Plan.  In 
the  draft  Recovery  Plan  the  Recovery 
Team  recommended  that  evaluation 
criteria  should  be  applied  based  on  a 
percent  of  a  benchmark  population 
value  in  the  Trend  Count  study  area  (for 
example  if  the  adult/juvenile  Trend 
Count  in  the  Kenai-Kiska  area  is  less 
than  17  percent  of  the  benchmark  value, 
the  species  should  be  listed  as 
endangered),  or  based  on  trends  of  the 
adult/juvenile  Trend  Count  or  a  Pup 
Production  Index  from  the  siuvey  data 
(see  Part  n.  Section  l.C,  draft  Recovery 
Plan). 

It  is  the  intent  of  NMFS  to  support  the 
recovery  activities  outlined  in  the 
Recovery  Plan.  However,  concerns 
associated  with  the  proposed  evaluation 
criteria  regarding  the  quantitative 
measures  for  changing  status  under  the 
ESA  require  further  analysis  and 
discussion.  Thus.  NMFS  has  not 
adopted  Part  n.  Section  l.C  of  the  draft 
Recovery  Plan  at  this  time.  NMFS 
believes  that  the  strategy  in  this  section 
focuses  on  small,  short-term  changes 
(e.g..  in  n.l.C(3).  a  10-percent  decline 
over  three  years)  but  neglects  an 
analysis  of  long-term  trends  and  the 
effects  of  stochastic  variability.  NMFS 
supports  and  will  evaluate  a 
combination  of  techniques,  like 
population  viability  amtlysis  and 
analysis  of  data  on  historical  trends,  to 
provide  a  more  robust  estimation  of  the 
likelihood  of  extinction.  At  the 
conclusion  of  these  analyses,  NMFS  will 
reconsider  the  threshold  levels 
proposed  by  the  Recovery  Team,  as  well 
as  other  criteria  which  emerge  as  part  of 
the  analytical  procedure. 

However,  section  4  of  the  ESA 
requires  that  objective,  measiuable 
criteria  be  incorporated  into  each 
Recovery  Plan  which,  when  met.  would 
result  in  a  determination  that  the 
species  be  removed  from  the  list.  The 
data  ciurently  available  on  Steller  sea 
lion  relative  abundance  come  from 
aerial  photographic  surveys  of  adults 
and  juveniles  and  land-based  counts  of 
pups  (section  II.E.3  of  Recovery  Plan). 
Preliminary  simulation  studies 
conducted  at  an  April  1992  workshop 
indicated  that  the  confidence  interval 
arotmd  the  recent  estimates  of  adult  and 
juvenile  numbers  of  sea  lions  from 
aerial  surveys  is  quite  small;  therefore, 
NMFS  has  adopted  the  deUsting  criteria 
proposed  in  the  draft  Recovery  Plan. 
However,  these  criteria  will  also  be 
evaluated  as  part  of  the  risk  analysis  to 
determine  their  adequacy  for  long-term 
protection  of  the  species. 

The  Recovery  Team  believed  that  the 
goal  of  this  Recovery  Plan  will  be  met 
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when  the  Steller  sea  lion  population  has 
recovered  to  the  extent  that  it  can  be 
removed  from  ESA  listings.  As 
previously  suggested,  it  is  possible  that 
at  that  point  the  species  would  still 
qualify  as  depleted  under  terms  of  the 
MMPA.  In  that  case,  the  conservation 
plan  requirements  of  the  MMPA  would 
apply.  At  present,  the  Recovery  Plan 
acts  as  both  an  ESA  and  an  MMPA  Plan. 
When  the  Steller  sea  lion  is  removed 
from  ESA  listing,  the  Recovery  Plan,  at 
that  time,  will  be  reviewed  and  revised 
as  necessary  to  reflect  MMPA 
requirements,  and  the  biological  and 
ecological  sitxiations. 

Steller  Sea  Lion  Recovery  Plan 
Coordinator 

Several  commenters  recommended 
that  NMFS  immediately  take  steps  to 
appoint  or  hire  a  full-time  Steller  sea 
Hon  Recovery  Plan  coordinator  to 
implement  the  Recovery  Plan. 

Response:  The  draft  Recovery  Plan 
recognized  the  need  for  a  full-time 
Recovery  Plan  coordinator  to  faciUtate 
recovery  activities  outlined  in  the  Plan 
(draft  Recovery  Plan.  Stepdown  Outline, 
Item  7(1)).  Accordingly  NMFS 
employed  such  a  position.  Some  of  the 
duties  of  the  Recovery  Plan  coordinator 
include  evaluating  and  developing 
regulations,  designation  of  critical 
habitat.  ESA  section  7  consultations, 
providing  liaison  between  NMFS  Steller 
sea  lion  recovery  efforts  and  the  fishery 
management  councils,  enforcement 
agencies,  researchers  and  other 
interested  parties. 

Habitat  Requirements  and  Protection 

The  ESA  requires  that  critical  habitat 
be  identified  and  designated,  to  the 
extent  possible,  in  conjunction  with  or 
shortly  after  a  species  is  listed.  Section 
15.  page  59.  of  the  draft  Recovery  Plan 
recognized  the  need  to  identify  critical 
habitat  for  Steller  sea  lions.  Several 
commenters  noted  that 
recommendations  for  critical  habitat 
have  been  submitted  to  NMFS  by  the 
Recovery  Team  and  recommended  that 
NMFS  (1)  review  the  Recovery  Team's 
recommendation;  (2)  complete  the 
necessary  economic  impact  analyses, 
environmental  assessments,  and  other 
supporting  documentation:  and  (3) 
propose  a  critical  habitat  designation. 

One  commenter  questioned  why.  in 
the  draft  Recovery  Plan,  buffer  areas 
around  rookeries  and  haulout  sites  were 
not  considered.  The  commenter  made 
reference  to  a  30-mile  no  fishing  zone 
that  has  been  established  around  Steller 
sea  lion  rookeries  in  the  Kuril  Islands 
and  suggested  that  the  important,  large 
Tookeries  (in  Alaska]  should  have 
buffiBrs  considerably  larger  than  the  3- 


nautical  mile  (nm)  zone  established  in 
the  listing  regulations.  Another 
commenter  also  recommended  that  the 
buffer  zones  be  increased  significantly 
as  it  has  been  well  documented  that 
Steller  sea  lions  move  considerable 
distances  beyond  3-miles  from  the 
rookeries. 

Response:  The  Recovery  Team 
recommended  to  NMFS  terrestrial  and 
aquatic  areas  which  they  believed 
should  be  considered  as  critical  habitat 
for  the  Steller  sea  lion.  These  areas 
included  all  rookeries,  major  haulout 
sites,  and  important  feeding  areas 
identified  in  Sections  111.  112.  and  113 
of  the  draft  Recovery  Plan.  The 
Recovery  Team  further  indicated  that 
when  areas  are  designated  they  should 
be  large  enough  to  ensure  that  potential 
impacts  can  be  controlled  and 
minimized,  and  that  seasonal-use 
patterns  by  Steller  sea  lions  (Section  12) 
should,  if  applicable,  be  documented 
when  critical  habitat  designation  is 
made.  NMFS  is  reviewing  the 
recommendations  of  the  Recovery  Team 
and  is  developing  a  proposed  rule  to 
designate  critical  habitat  for  Steller  sea 
lions. 

Disturbance  at  Rookeries  and  Haulout 
Sites  and  Intentional  Takes 

Several  commenters  stated  that 
disturbances  of  animals  at  rookeries  and 
on  haulouts  must  be  diminished, 
including  restricting  water  and  air 
traffic.  Several  commenters  also  stated 
that  intentional  takes  must  cease. 
Shooting  at  or  near  Steller  sea  lions 
must  be  stopped. 

Response:  Information  on  the  possible 
effects  of  disturbance  caused  by  human 
activities  was  summarized  in  the  draft 
Recovery  Plan.  The  draft  Recovery  Plan 
suggested  that  information  about  the 
causes  and  impacts  on  sea  lions  of 
disturbance  caused  by  human  activities 
(e.g.,  noise  from  aircraft,  boats,  or  other 
vehicles:  shooting;  habitat  alterations; 
etc.)  should  be  archived  and 
summarized,  and  an  effort  made  to 
document  the  response  of  sea  lions  to 
disturbance  in  areas  where  such 
observations  can  be  made  (e.g..  at 
rookeries  in  California  and  Oregon). 
Instances  of  disturbance  should  also  be 
recorded  by  observers  who  are  now  in 
place  on  commercial  fishing  vessels. 

The  draft  Recovery  Plan  also 
suggested  that  (1)  regulations  and 
guidelines  should  be  developed  and/or 
revised  to  minimize  potential  impacts  of 
human  activities,  and  that  bufiior  zones 
may  be  the  best  way  to  limit  disturbance 
aroimd  rookeries  and  major  haulouts: 
(2)  major  fee<hng  areas  at  sea  need  to  be 
protected  from  human  disturbance 
through  the  prohibition  or  control  of 


certain  activities  (e.g.,  shooting);  and  (3) 
specific  guidelines  or  regulations  should 
address  disturbance  that  may  be  caused 
by  vessels  (commercial  and  sport 
fishing,  tourist,  research,  and 
recreational),  aircraft  (private,  charter, 
and  military),  and  activity  on  the 
ground  (tourists,  researchers,  motorized 
vehicles,  and  indxistrial  activities). 

Several  of  these  issues  were  addressed 
at  the  time  the  species  was  listed  as 
threatened.  The  discharge  of  firearms 
was  prohibited  within  100  yards  (91.4 
meters)  of  a  Steller  sea  Uon;  and  (2)  no- 
entry  buffer  zones  of  3  nautical  miles 
(5.5  kilometers)  were  established  aroimd 
the  orincipal  Steller  sea  lion  rookeries 
in  the  GOA  and  BSAI  specifically  to 
reduce  disturbance  and  possible 
intentional  takes  at  those  sites.  No 
vessels  are  allovired  to  operate  within 
the  buffer  zones,  with  exceptions 
outlined  in  the  final  rule  (FR  55  49209. 
Nov.  26. 1990).  ^,.    .^ 

NMFS  continues  to  monitor  and  lunit 
disturbances  aroimd  Steller  sea  lion 
rookeries  and  haulouts.  and  the  possible 
impacts  of  commercial  fishery  activities 
through  the  ESA  section  7  consultation 
review  process,  and  the  review  process 
associated  with  obtaining  permits  to 
conduct  research,  or  to  approach  Steller 
sea  lion  rookeries  at  a  distaiu»  less  than 
that  specified  at  the  time  of  listing. 


Prey  Requirements  of  Steller  Sea  Lions 
and  Commercial  Fisheries 

The  draft  Recovery  Plan  recognized 
that  commercial  fisheries  may  remove 
millions  of  metric  tons  of  main  prey 
species  of  the  Steller  sea  lion.  It  further 
suggests  that  this  may  cause  nutritional 
stress  due  to  large-scale  changes  in  food 
abundance,  localized  prey  depletion, 
and  disrupting  fish  behavior  causing  the 
Steller  sea  lion  to  expend  more  energy 
to  obtain  food  (page  26.  draft  Recovery 
Plan).  The  draft  Recovery  Plan 
recognized  that  if  a  fishery  is  having  a 
detrimental  effect  on  prey  availabiUty, 
then  regulation  of  the  fishery  will  be 
necessary. 

In  light  of  this,  one  conunenter 
suggested  that  the  handling  of  this  issue 
in  the  draft  Recovery  Plan  was 
inadequate,  and  that  the  final  Recovery 
Plan  should  suggest  stronger  measures 
to  limit  fishing  in  critical  areas  to  ensure 
adequate  prey  availability.  Another 
commenter  suggested  that  in  order  to 
require  sufficient  quahty  of  food  at  all 
times,  fishing  should  be  restricted  using 
quotas  and  time/area  closures  to  see  if 
this  speeds  (sea  lion)  recovery.  Several 
comments  discussed  the  need  for 
reviewing  data  on  commercicd  fishing 
activities  in  Steller  sea  Uon  Seeding 
areas,  and  another  reconunended 
establishing  procedures  to  evaluate 
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whether  fisheries  compete  for  Steller  sea 
lion  prey,  including  listing  explicit 
criteria  for  determining  when  a  fishery 
becomes  a  limiting  factor. 

Tiesponse:  Although  the  data  available 
on  abundance  of  Steller  sea  lions,  and 
changes  that  have  occurred  over  time, 
are  not  as  comprehensive  as  is  desirable, 
it  is  certain  that  a  major  population 
decline  has  occurred.  Both  natural  and 
human-caused  factors  have  been 
hypothesized  as  contributing  to  these 
declines.  The  Recovery  Team 
recognized  that  for  the  Steller  sea  lion 
population  to  grow  (i.e.,  recover) 
measures  must  b^  taken  to  ensure  that 
food  availability  is  not  limiting.  A  large 
combined  biomass  of  assorted  prey 
species  does  not  necessarily  indicate  an 
adequate  food  supply,  since  some  of  the 
species  may  be  nutritionally  poor  at 
times  or  energetically  costly  to  catch. 
The  draft  Recovery  Plan  stated  that  if  a 
fishery  is  having  detrimental  effects  on 
prey  availability,  either  through 
removals  of  target  species  or  bycatch, 
additional  regulation  of  the  fishery  may 
be  necessary.  In  some  instances  it  may 
be  possible  to  reduce  competition 
between  commercial  fisheries  and  sea 
lions  by  changing  fishing  areas,  seasons, 
time  of  day,  and  types  of  operations. 
Where  alterations  in  operations  can 
reduce  competition,  the  Recovery  Team 
recommended  that  appropriate  changes 
should  be  initiated  and  the  sea  lions 
monitored  for  responses  (see  Section 
621).  Quotas  for  catches  should  be  set 
oa  a  regional  and  seasonal  basis  for  each 
stock  of  each  prey  species  identified  as 
important  (Section  614). 

Since  the  final  listing,  NMFS  has 
developed  under  the  MFCMA 
additional  fishery  management 
regulations  to  further  reduce  the 
potential  adverse  effects  of  the  walleye 
pollock  fishery  on  Steller  sea  lions.  By 
emergency  rule  (56  FR  28112,  June  19. 
1991).  NMFS  established  restrictions  to 
ensure  that  the  1991  GOA  walleye 
pollock  fishery  would  not  jeopardize  the 
continued  existence  or  recovery  of 
Steller  sea  lions.  Concurrent  with 
specification  of  the  1991  GOA  walleye 
pollock  harvest  levels,  NMFS  (a) 
prohibited  groundfish  trawling  within 
10  nm  of  14  GOA  and  4  BSAI  Steller  sea 
lion  rookeries  (rookeries  are  listed  at  56 
FR  28116.  June  19, 1991);  (b)  spatially 
allocated  the  walleye  pollock  harvest  to 
divert  fishing  effort  away  from  sea  lion 
foraging  areas:  and  (c)  placed  further 
restrictions  on  the  amoimt  of  walleye 
pollock  that  could  be  harvested  in  any 
quarter  of  the  year.  On  November  18, 
1991,  NMFS  issued  a  proposed  rule  to 
make  the  above  emergency  fishery 
management  measures  permanent  (56 
FR  58214).  The  final  rule  was  issued  on 


January  23, 1992  (57  FR  2683)  and 
expanded  the  proposed  rule  to  (1) 
prohibit  trawling  year-round  within  10 
nm  of  37  rookeries  in  the  GOA  and 
BSAI;  and  (2)  expand  the  10  nm  buffer 
zone  around  five  of  the  rookeries 
(Akutan  Island.  Akun  Island,  Sea  Lion 
Rpcks,  Seguam  Island,  and  Adligadak 
Island)  to  20  nm  fi-om  January  1  through 
April  15  of  each  year.  These  closures  are 
intended  to  further  reduce  any  effects 
that  groundfish  trawling  may  have  on 
the  Steller  sea  lions,  particularly  to  their 
foraging  success. 

NMFS  will  continue  to  research  the 
condition  and  required  foraging  range  of 
Steller  sea  Uons  through  research 
activities  specified  in  the  Recovery  Plan. 
If  certain  age/sex  classes  of  sea  lions  are 
found  to  be  especially  food  limited,  then 
special  efforts  should  be  made  to 
regulate  total  allowable  catches  in  their 
feeding  areas.  Where  prey  abundance  is 
low.  or  where  the  sea  lions  show  signs 
of  nutritional  stress,  prey  availability 
must  be  increased,  if  possible.  NMFS 
recognizes  that  the  types  of  prey 
available  and  the  energetic  cost  of 
obtaining  the  prey  should  be  acceptable 
at  required  times  in  all  critical  feeding 
areas. 

Education 

One  commenter  emphasized  the  need 
for  public  education  and  awareness. 
They  continued  by  stating  that  an 
aggressive  campaign  of  producing 
posters  illustrating  identifying  features 
and  closely  related  species  [i.e. 
California  sea  lions]  and  bulletins 
identifying  the  minimal  impact  by 
Steller  sea  lions  on  selected 
commercially  valuable  species  are  just 
some  of  the  education  related  activities 
that  are  of  great  importance. 

Response:  Steller  sea  lion  public 
information/education  efforts  to  date 
have  included  mass  mailings,  press 
releases,  and  public  presentations  of 
ongoing  research  and  management 
activities  at  Fishery  Management 
Council  meetings  and  at  symposia  and 
public  hearings  in  affected 
communities.  Mass  mailings  to  vessel 
operators,  other  affected  parties,  and 
government  agencies  that  included  a 
description  of  the  regulations  and  maps 
depicting  buffer  zones  have 
accompanied  each  rulemaking.  A  public 
information  poster  was  developed  and 
placed  in  strategic  locations  throughout 
Alaska. 

NMFS  held  a  meeting  of  the  Recovery 
Team  in  November  1992  and 
appropriate  directions  for  the 
information  and  education  program 
objectives  specified  in  the  Recovery 
Plan  were  discussed.  The  Recovery 
Team  recommended  that  (a)  an  Alaska 


Department  of  Fish  and  Game  (ADFG) 
video  on  the  Steller  sea  lion  be 
distributed  to  Marine  Advisory  Program 
offices;  (b)  NMFS-funded  subsistence 
studies  be  used  as  a  possible  education 
avenue  to  Alaska  coastal  communities; 
(c)  a  Steller  sea  lion  brochure  be 
developed  for  distribution  at 
government  and  tourist  facilities;  (d)  a 
Steller  sea  lion  newsletter  and  other 
marine  mammal  issues  be  developed: 
and  (e)  greater  emphasis  on  the  rationale 
behind  management  actions  taken  need 
to  be  included  in  information  packages 
to  affected  parties.  NMFS  recognizes  the 
need  and  importance  of  these 
information  and  education  programs. 
NMFS.  ADFG  and  Alaska  Sea  Grant 
have  agreed  to  work  cooperatively  on 
the  implementation  of  these  actions. 

Recovery  Plan  Summary 

The  stated  goal  of  the  Recovery  Team 
was  to  develop  a  Steller  Sea  Lion 
Recovery  Plan  which  would  promote 
recovery  of  thf  Steller  sea  lion 
population  to  a  level  appropriate  to 
justify  its  removal  from  ESA  listings. 
Immediate  objectives  of  the  Recovery 
Plan  were  to  identify  factors  that  limit 
the  population,  to  propose  a  set  of 
actions  that  minimize  any  human- 
induced  activities  considered 
detrimental  to  the  survival  or  recovery 
of  the  population,  and  actions  necessary 
to  cause  the  population  to  increase.  The 
Recovery  Team  recognized  that, 
although  it  is  not  clear  what  factors  have 
contributed  to  the  Steller  sea  lion 
population  decline  and  that  a  great  deal " 
of  information  vital  to  the  effective 
management  of  the  species  is  lacking, 
there  was  an  urgent  need  to  take 
immediate  actions  to  safeguard  against 
further  population  declines,  and  to 
provide  for  recovery  of  the  species.  The 
Recovery  Team  recommended  that 
immediate  acticHis  should  be  taken  to 
reduce  human-caused  mortality  to  the 
lowest  level  practicable,  to  protect 
important  habitats  through  buffer  zones 
and  other  means,  and  enhance 
population  productivity  by  ensuring 
that  there  is  an  ample  food  supply 
available.  Conservation  and 
management  measures  implemented 
when  Steller  sea  lions  were  listed  under 
the  ESA,  and  since,  have  addressed 
some  of  these  needs.  Additional 
management  actions  are  described  in 
the  final  Steller  Sea  Lion  Recovery  Plan. 

The  final  Steller  Sea  Lion  Recovery 
Plan  has  been  approved  by  NMFS  and 
is  available  upon  request.  The  Recovery 
Plan  was  prepared  by  the  Recovery 
Team  but  does  not  necessarily  represent 
official  positions  nor  approvals  of  all  the 
Recovery  Team  members,  or  cooperating 
agencies,  other  than  NMFS,  involved  in 
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the  plan  formulation.  The  final 
Recovery  Plan  represents  the  official 
position  of  NMFS  only  after  it  has  been 
signed  by  the  Assistant  Administrator 
for  Fisheries  as  approved.  The  approved 
Recovery  Plan  is  still  subject  to 
modification  as  dictated  by  new 
findings,  changes  in  species  status  and 
completion  of  tasks  described  in  the 
plan.  Goals  and  objectives  will  be 
attained  and  funds  e3q)ended  contingent 
upon  agency  appropriations  and 
priorities. 

References 

References  in  this  notice  can  be  found 
in  the  Stellar  Sea  Lion  Recovery  Plan,  or 
provided  upon  request. 

Dated:  December  29, 1992. 
WiUiainW.Fox.Tr., 
Assistant  Administrator  for  Fisheries. 
IFR  Doc.  93-254  Filed  l-*-93;  8:45  am) 
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Atlantic  Mackerel,  Loligo  and  lllex 
Squid,  and  Butterfiah  Under  U^. 
Jurisdiction,  Excluding  the  Gulf  of 
{Mexico  and  Caribbean  Sea 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Commerce. 
ACTION:  Notice  of  intent  to  prepare  a 
supplemental  environmental  impact 
statement  (SEIS)  and  request  for  scoping 
comments. 

SUMMARY:  NOAA  annoxinces  its 
intention  to  prepare,  in  cooperation 
with  the  Mid-Atlantic  Fishery 
Management  Council  (Council),  an  SEIS 
pursuant  to  the  National  Environmental 
PoUcy  Act,  to  assess  effects  of  any 
changes  to  the  management  regime  of 
Atlantic  mackerel  [Scomber  scrombnis), 
two  squid  species,  Loligo  pealei  and 
lUex  illecebrosus.  and  butterfish 
[Peprilus  triacantbus)  pursuant  to  the 
Magnuson  Fishery  Conservation  and 
Management  Act  of  1976,  as  amended 
(MFCMA).  The  Coimcil  is  considering 
amending  the  Atlantic  Mackeral,  Squid, 
and  Butterfish  Fishery  Management 
Plan  (FMP)  by  developing  appropriate 
management  measures  to  be  contained 
in  Amendment  5.  The  SEIS  will  analyze 
the  potential  impacts  of  any  proposed 
new  measures  in  the  amendment,  and 
the  fishery,  itself,  on  the  human 
environment.  If  such  an  amendment  to 
the  FMP  is  approved  by  the  Secretary  of 
Commerce  (Secretary),  implementation 
of  such  action  is  expected  no  sooner 
than  1994. 

In  addition,  the  Council  announces  a 
public  process  for  determining  the 
scope  of  issues  to  be  addressed  and  for 
identifying  the  significant  issues 
relating  to  revising  management  of 


Atlantic  mackerel,  Loligo  and  lllex 
squid,  and  butterfish.  The  intended 
effect  of  this  notice  is  to  alert  the 
interested  public  of  the  commencement 
of  a  scoping  process  and  to  provide  for 
public  participation.  This  action  is 
necessary  to  comply  with  Federal 
environmental  docvunentation 
requirements. 

DATES:  Scoping  comments  are  invited 
until  January  7, 1993,  when  the  scoping 
process  will  end  at  the  conclusion  of  a 
scoping  meeting  that  will  begin  at  1:00 
p.m.  on  January  7, 1993,  at  the  Ramada 
Inn,  76  Industrial  Highway,  Essington, 
PA  19029,  (215-521-9600). 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
John  C.  Bryson.  Room  2115  Federal 
Building  300  South  New  Street,  Dover, 
Delaware  19901-6790  (Phone  302-674- 
2331)  (FAX  302-674-5399). 

SUPPLEMENTARY  MFORMATION: 

Problems  Discussed  for  this 
Amendment 

1.  Overcapitalization  Should  be 
Avoided 

The  fishery  currently  has  more  than 
sufiicient  capacity  to  harvest  all  the 
allowable  biological  catch  (ABC)  for 
each  species.  This  FMP  was  initially 
designed  to  encourage  U.S.  fishermen  to 
harvest  underutilized  resources.  The 
U.S.  fishery  may  have  grown  to  where 
there  is  no  need  for  foreign  harvests, 
and  additional  investment  by  U.S. 
fishermen  could  only  dissipate  any 
profits  for  existing  fishermen  who  have 
invested  heavily  to  build  this  fishery. 

2.  Additional  Management  Measures 
Are  Necessary  for  Loligo  and  lllex 

Both  of  these  fisheries  have  become 
completely  Americanized.  No  foreign 
harvests  of  either  of  these  spedes  of 
squid  have  occurred  since  1987. 
Domestic  harvests  for  both  spedes  are 
approaching  the  maximum  sustainable 
yield  (MSY)  levels.  At  present,  the 
Regional  Director  can  only  close  the 
fishery  if  the  quotas  are  reached.  This 
management  alternative  may  not  be  the 
best  solution  for  the  continued  smooth 
and  efficient  operation  of  these 
fisheries. 

3.  Butterfish  Bycatch  Discard  Mortality 
May  be  Inhibiting  Sufficient  Growth 
Such  That  Achievement  of  Maximum 
Sustainable  Yields  is  Prevented 

Sea  sampling  data  for  1989, 1990,  and 
1991  indicate  3iat  as  much  butterfish 
(by  weight)  is  discarded  as  is  landed. 
This  may  be  a  partial  explanation  for 
why  there  have  been  relatively  low 
levels  of  butterfish  landings  over  the 
past  several  years  in  light  of  very 
favorable  stock  assessments.  The  MSY  is 


16,000  metric  tons.  However,  actual 
landings  have  only  been  aroimd  one 
quarter  this  level.  The  lack  of 
availabiUty  of  butterfish  for  fishermen 
was  thought  to  have  been  the  ^ 

explanation  in  the  past.  However,  the 
new  sea  sampling  data  indicate  that 
discards  may  be'having  a  significant 
impact  on  the  resource. 

4.  Lack  of  Data 

National  standard  2  states  that 
"measures  shall  be  based  upon  the  best 
scientific  information  available." 
Although  recreational  and  commerdal 
catch  data  have  been  adequate  to 
formulate  and  implement  management 
measiires,  data  collection  should  be 
improved,  in  order  to  allow  for  better 
management  in  the  future.  An  improved 
data  base  will  allow  the  Coimcil  to  more 
finely  tune  the  management  system  to 
the  needs  of  the  fishery.  These  data  are 
necessary  to  assess  the  impact  and 
effectiveness  of  management  measures, 
as  well  as  monitor  fishing  mortality  and 
increases  in  stock  size  to  determine  if 
additional  amendments  to  the  FMP  will 
be  necessary. 

5.  Mixed-Species  Fishery 

The  Mid-Atlantic  mixed-species 
fishery  relies  prindpally  on  sxmimer 
flounder,  scup,  black  sea  bass, 
yellowtail  flounder,  butterfish  and 
Loligo.  as  either  directed  or  bycatch  in 
other  directed  fisheries.  Many  of  these 
spedes  are  also  components  of  the 
southern  New  England  trawl  areas. 
Generally,  fishing  activities  follow  these 
species  as  they  make  annual  migrations 
fi'om  south  to  north  and  fi'om  offshore 
to  inshore  waters.  Many  of  the  spedes 
identified  above  that  are  in  this  mixed 
fishery  are  overexploited.  Directed  effort 
from  some  of  the  spedes  has  been 
switched  to  spedes  managed  in  this 
FMP.  These  factors  complicate  the 
identification  of  appropriate  and 
effective  management  strategies,  thus 
requiring  close  coordination  of 
regulatory  measures  for  the  different 
species  in  order  to  manage  properly  this 
spedes  i 


Possible  Management  Measures 

Part  of  this  scoping  is  the  possible 
reevaluation  of  the  existing  objectives. 
Ciurent  management  objectives  of  the 
FMP  are: 

1.  Enhance  the  probability  of 
successful  (i.e.,  the  historical  average) 
recruitment  to  the  fisheries. 

2.  Promote  the  growth  of  the  U.S. 
commercial  fishery,  including  the 
fishery  for  export. 

3.  Ptovide  the  greatest  degree  of 
freedom  and  flexibility  to  all  harvesters 
of  these  resources  consistent  with  the 
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attainment  of  the  other  objectives  of  this 
FMP. 

4.  Provide  marine  recreational  fishing 
opportunities,  recognizing  the 


contribution  of  recreational  fishing  to 
the  national  economy. 

5.  Increase  understanding  of  the 
conditions  of  the  stocks  and  fisheries. 


6.  Minimize  harvesting  conflicts 
among  U.S.  commercial,  U.S. 
recreational,  and  foreign  fishermen. 


Possible  Commeroai.  Fishery  Management  Measures  Include 
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It  is  likely  that  any  of  these  measiires 
would  be  implemented  through  a 
fiameworidng  procedure.  That  is,  a 
Monitoring  Committee,  made  up  of 
representatives  of  the  three  Coimcils 
and  NMFS.  would  aimuelly  review  the 
condition  of  the  resource  and  fishery 
and  recommend  adjustment  of  the 
measures  (e.g.,  possession  limit,  quota, 
etc.)  to  adiieve  the  desired  goals. 

Permittiiig  and  Reporting 

It  is  anticipated  that  vessels  landing 
squid,  mackerel,  and  butterfish  for  sale 
would  be  required  to  have  permits,  and 
that  party  and  charter  boats  in  the 
Atlantic  mackerel  fisheries  would  be 
required  to  have  permits. 

It  is  anticipatea  that  operators  of 
commercial  vessels  (vessels  with 
permits  to  sell  squid,  mackerel,  and 
butterfish)  and  operators  of  party  and 
charter  boats  would  be  required  to 
obtain  permits. 

It  is  anticipated  that  vessels  landing 
squid,  mackerel,  and  butterfish  for  sale 
would  be  required  to  submit  logbook 
reports.  It  is  anticipated  that  dealers 
purchasing  these  species  from  permitted 
commercial  vessels  would  be  required 
to  submit  reports.  It  is  antidpatad  that 
dealers  purcnasing  these  species  from 
permitted  commercial  vessels  would 


need  to  submit  reports.  It  is  antidpated 
that  operators  of  charter  and  party  boats 
would  need  to  submit  logbooks. 

Under  the  Paperwork  Reduction  Act. 
in  the  SF-83  forms  prepared  by  NMFS 
for  Amendment  2  to  the  Summer 
Flounder  FMP,  the  dealer  purchase 
report  was  estimated  to  involve  1,255 
respondents  and  26-f  responses  per 
respondent  per  year,  for  a  total  of  33.135 
responses  at  0.0448  hours  per  response, 
for  a  total  of  1,485  hours.  The  vessel 
logbook  was  estimated  at  1,314 
respondents,  12  responses  per 
respondent,  at  0.08  hours  per  response, 
for  a  total  of  1,281  burden  hoiirs.  The 
vessel  permit  was  estimated  at  24,943 
annual  responses  at  0.2878  hours  per 
response,  for  a  total  of  7.179  burden 
hours.  Similar  burden  hours  per 
respondent  should  be  expected  through 
squid,  mackerel,  and  butterfish 
management 

Timetable  for  SEIS  Preparation  and 
Decisionmaking 

The  Ck)uncil  has  adopted  a  tentative 
amendment  preparation,  review,  and 
approval  schedule  for  Amendment  5. 
Under  this  schedule,  the  draft  SEIS  is 
planned  for  completion  prior  to  the 
Council's  October  1993  meeting.  If  an 
acceptable  draft  is  completed,  the 
Coundl  would  dedde  at  that  meeting 
whether  to  submit  the  draft  SEIS  for 
public  review.  Oral  comments  to  the 
Coundl  on  their  dedsion  could  be  made 
at  that  meeting.  If  the  Council's  decision 
is  affirmative,  public  review  of  the  draft 
SEIS  would  occ\ir  during  45  days  in 
November  and  December.  1993.  At  its 
February.  1994,  meeting,  the  Coundl 
would  decide  on  the  revisions  to  the 
management  of  Atlantic  mackerel, 
LoUgo  and  Illex  squid,  and  butterfish. 
Again,  oral  commeots  on  this  dedsion 
could  be  made  to  the  Coundl  at  that 
meeting.  If  the  Coundl's  decision  is 


affirmative,  the  SEIS  would  be  made 
final  and  submitted  with  the 
amendment  recommendation  and  other 
rulemaking  documents  to  the  Secretary 
for  review  and  approvaL  The  Coundl 
reserves  the  right  to  modify  or  abandon 
this  schedule  if  determined  necessary. 

Under  the  Magnuson  Act,  Secretarial 
review  and  approval  of  a  proposed 
amendment  is  completed  in  "*>  more 
than  95  days  and  includes  concurrent 
public  comment  periods  on  the 
amendment  and  proposed  regulations.  If 
approved  by  the  Secretary  under  this 
schedule,  the  revised  Atlantic  mackerel. 
squid,  and  butterfish  management 
measures  would  be  effective  late  in 
1994. 

Dated:  January  4. 1993. 
David  S.  Crestin, 

Acting  Director.  Office  of  Fisheries 
Conservation  and  Management,  National 
Marine  Fisheries  Service. 
(PR  Doc  93-305  Filed  1-4-93;  8:45  am] 
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[Dockat  No.  82124»-2348] 

Taking  and  Importing  of  Marine 
Mammals 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce. 

ACTION:  Notice  of  Yellowfin  tuna 
embargo. 

SUMMARY:  The  Assistant  Administrator 
for  Fisheries.  NOAA  (Assistant 
Administrator),  announces  that 
yellowfin  tuna  and  products  derived 
from  yellowfin  harvested  by 
Panamanian  purse  seine  vessels 
operating  in  the  eastern  tropical  Pacific 
Ocean  (ETP)  are  prohibited  from  entry 
into  the  United  States  until  further 
notice. 
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EFFECTIVE  DATES:  Tb«s  finding  was 
effective  December  22. 1992.  and 
remains  in  effect  until  further  notice. 

FOR  FU»rmeR  informatioh  contact: 
Dr.  Gary  Matlock.  Acting  Director. 
Southwest  Region.  NMFS.  501  W. 
Ocean  Blvd.,  suite  4200.  Long  Beach, 
CA  90802-4213.  telephone  310/980- 
4000. 

SUPPLEMENTARY  MFORMATION:  The 
Marine  Mammal  Protection  Act 
(MMPA)  (16  U.S.C.  1361  et  seq.) 
requires  a  ban  on  the  importation  of 
commercial  fish  or  products  from  fish 
that  have  been  caugtit  with  commercial 
fishing  technology  that  results  in  the 
incidental  kill  or  serious  injury  of  ocean 
mammals  in  excess  of  U.S.  standards.  In 
the  case  of  yellowfin  tuna  bom  the  ETP, 
the  MMPA  requires  the  ban  unless 
nations  have  met  standards  comparable 
to  those  of  the  United  States. 
Regulations  at  50  CFR  216.24(e)(5) 
provide,  consistent  with  the  MMPA. 
specific  criteria  for  issuing  initial  and 
subsequent  affirmative  findings  to  a 
harvesting  nation  that  implements  a 
prohibition  against  the  intentional 
deployment  of  nets  to  encircle  marine 
mammals  by  its  purse  seine  vessels. 

On  January  9. 1992.  NMFS  published 
a  finding  in  the  Federal  Register  (57  FR 
883).  that  Panama  had  enacted  by 
Presidential  Decree  No.  Ilia  marine 
mammal  regulatory  program  that 
prohibited  its  vessels  from  intentionally 
deploying  purse  seine  nets  on  or  to 
encircle  marine  mammals  in  the  course 
of  harvesting  yellowfin  tuna  in  the  ETP. 

The  Assistant  Administrator  has 
determined  that  this  finding  must  now 
be  revoked  on  the  basis  that  a 
Panamanian  purse  seine  vessel  greater 
than  400  short  tons  (362.9  metric  tons) 
carrying  capacity  caused  dolphin 
mortalities  in  purse  seine  sets 
intentionally  deployed  to  encircle 
marine  mammals  on  two  successive 
trips  within  180  days  of  each  other 
during  the  1992  fishing  season.  An 
observer  approved  by  the  Assistant 
Administrator  accompanied  both  trips. 
Regulations  at  50  CFR 
216.24(e)(5){x)(A)(l)  provide  that  a 
nation  enters  into  probationary  status 
for  180  days,  effective  upon  the  date  the 
vessel  returns  to  port  to  unload,  if  the 
vessel  made  an  intentional  purse  seine 
set  on  marine  mammals.  Section 
216.24(e)(5){x)(A)(2)  provides  that  the 
Assistant  Administrator  will 
immediately  revoke  an  affirmative 
finding  if  there  are  any  additional 
intentional  purse  seine  sets  made  on 
marine  mammals  during  the  180-day 
probationary  period  by  any  vessel 
operating  under  the  flag  of  that  nation. 


In  addition,  the  Assistant 
Administrator  has  determined  that 
Panama  has  enacted  Presidential  Decree 
No.  70.  dated  October  20. 1992,  that 
modifies  Presidential  Decree  No.  111.  to 
allow  Panamanian  purse  seine  vessels 
operating  under  the  Inter-American 
Tropical  Tuna  Commission  (lATTC) 
dolphin  mortality  reduction  program  to 
intentionally  deploy  their  nets  on,  or  to 
encircle,  marine  mammals.  Decree  No. 
70  substantively  changes  the  regulatory 
program  upon  which  the  1991  and  1992 
affirmative  findings  to  allow 
importation  of  Panamanian  yellowfin 
tuna  was  based. 

The  MMPA's  import  ban  under 
section  101(a)(2)  also  applies  to 
intermediary  nations,  nations  that 
export  yellowfin  tuna  or  yellowfin  tima 
products  to  the  United  States  and  that 
import  yellowfin  tuna  and  yellowfin 
tuna  products  that  are  subject  to  a  direct 
ban  on  importation  into  the  United 
States.  All  yellowfin  tuna  and  yellowfin 
tuna  products  from  such  nations  will  be 
prohbiited  unless  such  nations  certify 
and  provide  reasonable  proof  that  they 
have  not  imported,  within  the  preceding 
6  months,  any  yellowfin  tuna  or 
yellowfin  tuna  products  that  are  subject 
to  a  direct  ban  on  importation  to  the 
United  States. 

Therefore,  in  adherence  with  the 
regulations  implementing  the  MMPA, 
the  Assistant  Administrator  announces 
that  the  importation  of  yellowfin  tuna, 
or  products  derived  from  yellowfin  tuna 
harvested  with  purse  seine  in  the  ETP 
by  the  Republic  of  Panama  is  prohibited 
until  further  notice.  Under  50  CFR 
216.24(e)(xiv),  all  intermediary  nations 
that  export  yellowfin  tuna  and  yellowfin 
tuna  products  to  the  United  States  and 
also  import  yellowfin  tuna  and 
yellowfin  tuna  products  harvested  in 
the  ETP  by  Panamanian  purse  seine 
vessels  of  greater  than  400  short  tons 
(362.9  metric  tons)  carrying  capacity, 
must  certify  and  provide  reasonable 
proof  to  the  Assistant  Administrator  that 
they  have  not  imported  yellowfin  tuna 
or  yellowfin  tuna  products  subject  to  a 
U.S.  import  prohibition  within  the 
preceding  6  months.  Yellowfin  tuna  and 
yellowfin  tima  products  from 
intermediary  nations  that  fail  to  provide 
such  certification  will  not  be  allowed  to 
enter  the  United  States. 

Dated:  December  31. 1992. 
Samuel  W.  McKmii, 
Program  Management  Officer. 
IFR  Doc.  93-248  Filed  1-6-93;  8:45  am) 
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[Doetet  No.  921240-2349] 

Taking  and  Importing  of  Marine 
Mammals 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce 
action:  Notice  of  affirmative  findings. 


SUMMARY:  The  Assistant  Administrator 
for  Fisheries,  NOAA  (Assistant 
Administrator),  announces  that  the 
Republic  of  Ecuador  has  submitted 
documentation  that  it  is  in  compliance 
with  the  yellowfin  tuna  importation 
regulations  for  nations  that  have  acted 
to  ban  purse  seine  sets  on  marine 
mammals  in  the  eastern  tropical  Pacific 
Ocean  (ETP).  In  addition,  the  Republic 
of  Vanuatu  has  submitted  documentary 
evidence  which  establishes  under  the 
yellowfin  importation  regulations  that 
the  average  rate  of  incidental  taking  of 
marine  mammals  by  vessels  of  the 
harvesting  nation  is  comparable  to  the 
average  rate  of  incidental  taking  of 
marine  mammals  by  U.S.  vessels  in  the 
course  of  harvesting  yellowfin  tuna  by 
purse  seine  in  the  ETP,  and  that  other 
requirements  for  an  affirmative  finding 
have  been  met.  Affirmative  findings 
have  been  made  that  will  allow 
yellowfin  tuna  and  yellowfin  tuna 
products  to  be  imported  into  the  United 
Slates  from  Vanuatu  and  Ecuador 
through  December  31, 1993. 
DATES:  This  finding  is  effective  January 
1, 1993,  and  remains  in  effect  through 
December  31. 1993,  or  until  further 
notice. 

FOR  FURTHER  INFORMATION  CONTACT: 
Gary  Matlock,  Acting  Director,  NMFS 
Southwest  Region.  NOAA.  501  W. 
Ocean  Blvd..  suite  4200.  Long  Beach. 
CA  90802-4213.  or  by  telephone  at  310/ 
980-4000.  or  by  FAX  at  310/980-4018. 
SUPPLEMENTARY  INFORMATION:  On 
November  18, 1992.  NMFS  published  a 
final  rule  (57  FR  54334)  that  established 
a  provision  for  timely  consideration  and 
granting  of  an  affirmative  finding  under 
the  yellowfin  tuna  import  regulations  to 
a  nation  which  prohibits  its  vessels  from 
intentionally  setting  on  marine 
mammals  in  the  course  of  harvesting 
yellowfin  tuna  by  purse  seine  in  the 
ETP.  With  an  affirmative  finding, 
yellowfin  tuna  and  tuna  products  frt)m 
the  harvesting  nation  can  be  imported 
into  the  United  States. 

On  March  30. 1990.  NMFS 
promulgated  a  final  rule  (55  FR  11921) 
to  implement  portions  of  the  Marine 
Mammal  Protection  Act  Amendments  of 
1988.  This  rule  governs  the  importation 
of  yellowfin  tuna  caught  by  purse 
seining  in  the  ETP  and  requires 
submission  of  an  annual  report  to 
include,  among  other  things,  the 
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number,  by  species,  of  marine  mammals 
killed  and  seriously  injured,  and  the 
number  of  sets  made.  With  an 
affirmative  finding  imder  this  section, 
yellowfin  tuna  and  tima  products  from 
the  harvesting  nation  can  be  imported 
into  the  United  States. 

The  Assistant  Administrator,  after 
consultation  with  the  Department  of 
State,  finds  that  the  Republic  of  Ecuador 
and  the  RepubUc  of  Vanuatu  have 
submitted  documentary  evidence  that 
establishes  that  their  regulatory 
programs  comply  with  the  tuna 
importation  provisions  of  50  CFR 
216.24(e).  As  a  result  of  these 
affirmative  findings,  yellowfin  ttma  and 
products  derived  from  yellowfin  tuna 
harvested  by  Ecuadorian-flag  and 
Vanuatuan-flag  purse  seine  vessels 
operating  in  the  ETP  may  be  imported 
into  the  United  States  fitim  Ecuador  and 
Vanuatu,  either  directly  or  through 
another  nation,  through  Decembw  31, 
1993. 

Dated:  December  31, 1992. 
SamMl  W.  McKeen, 

Program  Management  Officer. 

(FR  Doc.  93-245  Filed  1-6-93:  8:45  am] 

MLUNG  CODE  3S1»-22-M 


National  Marine  Hsherfet  Service; 
Marine  Hsheriee  Advieory  Committee; 
Notice  of  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA. 

TIME  ANO  DATE:  Meeting  will  convene  at 
8:45  a.m.,  February  2,  and  adjourn  at 
3:30  p.m..  February  3, 1993. 
PLACE:  The  Le  Pavilion  Hotel.  833 
Foydras  Street,  New  Orleans,  Louisiana. 
STATUS:  As  required  by  section  10(a)(2) 
of  the  Federal  Advisory  Ck)mmittee  Act. 
5  U.S.C.  App.  (1982).  notice  is  hereby 
given  of  a  meeting  of  the  Marine 
Fisheries  Advisory  Committee 
(MAFAC).  MAFAC  was  established  by 
the  Secretary  of  Commerce  on  February 
17, 1971,  to  advise  the  Secretary  on  all 
living  marine  resource  matters  which 
are  the  responsibility  of  the  Department 
of  Commerce.  This  Committee  ensures 
that  the  living  marine  resource  policies 
and  programs  of  this  Nation  are 
adequate  to  meet  the  needs  of 
commercial  and  recreational  fishermen, 
and  environmental,  state,  consumer, 
academic,  and  other  national  interests. 

MATTERS  TO  BE  CONStOEREO:  February  2, 
1993,  8:45  a.m.— 5:30  p.m..  (1) 
Magnuson  Act  issues  and 
reauthorization.  (2)  in  season 
management  of  fishery  resources,  (3) 
Gulf  long  line  fisheries,  (4)  bycatch 
efiort  mandated  by  Magnuson  Act 


amendment,  and  (5)  overview  of  fishery 
data  programs. 

February  3. 1993. 9  a.m. — 3:30  p.m.. 

(1)  health  and  preservation  of  wetlands. 

(2)  marine  manunal  exemption  program. 

(3)  NMFS  habitat  office,  and  (4)  budget 
and  program  planning. 

FOR  FURTHER  MFORMATION  COMTACT: 

Ann  Smith,  Executive  Secretary.  Marine 
Fisheries  Advisory  Committee.  Policy 
and  Coordination  Office.  National 
Marine  Fisheries  Service,  1335  East* 
West  Highway.  Silver  Spring.  MD 
20910.  Telephone:  (301)  713-2252. 

Dated:  December  30, 1992. 
Samuel  W.  McKeen. 

Pro-am  Management  Officer,  National 
Marine  Fisheries  Service,  NOAA. 
(FR  Doc  93-255  Filed  1-6-93: 8:45  am] 
MLUNG  COOE  SSIO-OS-M 


New  England  Fishery  Management 
Council;  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service,  NOAA,  Commerce.  ■ 

The  New  England  Fishery 
Management  Council  (Council)  will 
hold  a  public  meeting  on  January  13-14. 
1993,  at  the  King's  Grant  Inn.  Route  128 
at  Trask  Lane,  Danvers,  MA:  telephone: 
(508)  774-6800.  The  Council  will  begin 
its  meeting  at  10  a.m.  on  January  13. 
The  meeting  will  reconvene  on  January 
14  at  9  a.m. 

The  meeting  will  open  on  the  first  day 
with  a  Lobster  Committee  report  and 
discussion  on  Amendment  #4  to  the 
Lobster  Fishery  Management  Plan 
(FMP).  The  Large  Pelagic  Committee 
report  will  follow  which  will  include 
ICCAT  meeting  highlights  and 
discussion  of  the  NMFS  Shark  FMP.  In 
the  afternoon,  the  Groundfish 
Committee  will  discuss  progress  on 
Amendment  #5  of  the  Groundfish  FMP. 

On  the  second  day  of  the  meeting, 
discussion  of  the  Groundfish 
Amendment  #5  will  continue.  Reports 
fix)m  the  Council  Chairman  and 
Executive  Director,  the  NMFS  Regional 
Director,  Northeast  Fisheries  Science 
Center  Liaison,  Mid-Atlantic  Council 
liaison,  and  representatives  for  the 
Department  of  State,  Coast  Guard,  Fish 
and  Wildlife  Service  and  Atlantic  States 
Marine  Fisheries  Commission  will 
follow. 

For  more  information  contact  Douglas 
G.  Marshall,  Executive  Director.  New 
England  Fishery  Management  Council,  5 
Broadway,  Saugus,  MA  01906; 
telephone:  (617)  231-0422. 


Dated:  December  31, 1992. 
Richard  ILSchaefer. 

Director.  C^tce  of  Fisheries  Conservation  and 
Management.  National  Marine  Fisheries 
Service. 

(FR  Doc.  93-246  Filed  1-6-93:  8:45  ami 
BIUJNQ  CODE  JtlO-e-H 


North  Pacific  Fishery  Management 
Council;  Revision  to  Pul>Uc  Meeting 
Agenda 

AGENCY:  National  Marine  Fisheries 
Service,  NOAA,  Commerce.  The 
meeting  agenda  for  the  North  Pacific 
Fishery  Management  Council  (Coimdl) 
and  its  Committees,  which  are 
scheduled  to  meet  January  18-21, 1993. 
has  been  revised.  Notice  of  the  meeting 
was  published  in  the  Federal  Register  at 
57  FR  62303  on  December  30, 1992. 

Revision 

Council:  Delete  agenda  item  7,  final 
review  of  plan  amendments  for  the 
Pribilof  Island  trawl  closure  and  an 
amendment  to  separate  Atka  mackerel 
from  the  "Other  Species"  category  in 
the  Gulf  of  Alaska.  This  item  will  be 
rescheduled  for  review  in  April,  1993. 

For  more  information  contact  the 
North  Pacific  Fishery  Management 
Council.  P.O.  Box  103136.  Anchorage, 
AK  99510.  (907)  271-2809. 

Dated:  December  31. 1992 
Richard  H.  Schaefer, 

Director,  Office  of  Fisheries  Conservation  and 
Management,  National  Marine  Fisheries 
Service. 

(FR  Doc.  93-247  Filed  1-6-93;  8:45  am) 

BIUMO  COOC  3S10-22-M 


COMMODITY  FUTURES  TRADING 
COMMISSION 

New  York  Cotton  Exchange:  Proposed 
Amendments  Relating  to  ttte  Grade 
Standards  and  Pric«  Differentials  for 
Cotton  Certificated  for  Delivery  on  tt)e 
Cotton  No.  2  Futures  Contract 

AGENCY:  Commodity  Futures  Trading 
Commission. 

ACTION:  Notice  of  proposed  contract 
market  rule  change. 

SUMMARY:  The  New  Yorkfk)tton 
Exchange  (NYCE)  has  submitted 
proposed  amendments  to  the  cottcHi  No. 
2  futures  contract.  The  proposed 
amendments  will  change  the  contract's 
grade  standards  to  conform  with  new 
official  U.S.  grade  standards  for  cotton 
promulgated  by  the  Agricultural 
Marketing  Service  of  tiie  United  States 
Department  of  Agriculture  (USDA- 
AMS)  which  will  become  effective 
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beginning  on  Aiigxist  5. 1993.  The 
proposal  also  will  establish  special 
quality  price  differentials  applicable  to 
the  delivery  of  certain  new  qualities  of 
cotton  that  will  become  deliverable  on 
the  futures  contract  under  the  proposed 
amendments.  The  proposed 
amendments  will  apply  to  all  cotton 
certificated  for  delivery  on  and  after 
August  5. 1993. 

Acting  pursuant  to  the  authority 
delegated  by  Commission  Regulation 
140.96,  the  Director  of  the  Division  of 
Economic  Analysis  (Division)  of  the 
Commodity  Futures  Trading 
Commission  (Commission)  has 
determined  that  publication  of  the 
proposed  amendments  is  in  the  public 
interest  and  will  assist  the  Commission 
in  considering  the  views  of  interested 
persons. 

DATES:  Comments  must  be  received  on 
or  before  February  8. 1993. 
AOOflESSES:  Interested  persons  should 
submit  their  views  and  comments  to 
lean  A.  Webb,  Secretary.  Commodity 
Futures  Trading  Commission.  2033  K 
Street.  NW.,  Washington.  DC  20581. 
Reference  should  be  made  to  the 
proposed  changes  in  grade  standards  for 
cotton  certificated  for  the  cotton  No.  2 
futures  contract. 

FOR  FURTHER  INFCRMATJON  CONTACT:  Fred 
Linse.  Division  of  Economic  Analysis, 
Commodity  Futures  Trading 
Commission.  2033  K  Street.  NW., 
Washington.  DC  20581,  telephone  (202) 
254-7303. 

SUPP1.EMENTARY  INFORMATION:  The 
existing  rules  of  the  cotton  No.  2  futures 
contract  provide  for  the  delivery  of  11 
cotton  grades.  The  par  delivery  grade  of 
cotton  is  strict  low  middhng  white.  The 
contract  also  provides  for  the  delivery  of 
the  following  additional  grades  of  cotton 
at  price  differentials  to  the  par  grade: 
Good  middling  white;  strict  middling 
white;  middling  plus  white;  middling 
white;  strict  low  middhng  plus  white; 
low  middling  plus  white;  low  middling 
white;  good  middling  Ught  spotted; 
strict  middling  light  spotted;  and 
middling  light  spotted  cotton.  The 
existing  price  differentials  applicable  to 
the  delivery  of  the  above-noted  non-par 
grades  of  cotton  are  based  on  actual 
commercial  differences  in  value  which 
are  published  bv,the  USDA-AMS. 

Tne  USDA-AMS  recently  amended 
the  official  U.S.  grade  standards  for 
American  Upland  Cotton  to  become 
effective  with  the  1993  cotton  marketing 
year,  beginning  August  5. 1993.'  Under 
the  new  grade  standards,  each  bale  of 


cotton  will  be  given  two  separate  grades: 
one  grade  for  the  color  of  the  cotton  and 
another  grade  for  the  leaf  content  of  the 
cotton.  The  current  grading  system,  by 
contrast,  assigns  one  grade  to  each 
cotton  bale  that  represents  a  composite 
grade  reflecting  the  combination  of  color 
and  leaf  content  of  the  cotton.  The  new 
U.S.  standards  will  consist  of  30  color 
grades  and  seven  leaf  pedes. 

The  proposed  amendments  will  revise 
the  contract's  existing  list  of  deliverable 
grades  of  cotton  to  conform  with  the 
new  USDA-AMS  cotton  classification 
system;  that  is.  the  proposed 
amendments  will  establish  a  list  of 
deliverable  color  grades  and  deliverable 
leaf  grades  of  cotton.  For  color,  the 
proposed  amendments  will  provide  for 
the  delivery  of  the  following  eight 
grades:  Good  middhnfi  white;  strict 
middling  white;  middling  white:  strict 
low  middling  white;  low  middling 
white;  good  middling  light  spotted; 
strict  middling  light  spotted,  and 
middling  light  spotted  cotton.*  Each  of 
the  new  color  grades  has  the  same  color 
ranges  set  forth  in  the  corresponding 
standards  for  the  existing  U.S.  grades  of 
American  Upland  Cotton.  The  proposed 
amendments  will  allow  delivery  of 
cotton  in  these  color  grades  that  also 
meets  leaf  grades  1  through  5.  provided 
that  the  cotton  is  one  of  the  deliverable 
white  grades  of  cotton,  and  leaf  grades 
1  through  3  for  cotton  meeting  the 
standards  for  the  light  spotted  color 

grades.  ,  •       , 

Table  1  below  indicates  the  color  and 
leaf  grade  combinations  which 
correspond  to  those  cotton  grades  from 
the  existing  grading  system  that 
presently  are  deliverable  on  the  futures 
contract,  and  the  color  and  leaf  grade 
combinations  from  the  new  grading 
system  that  will  be  deliverable  under 
the  proposed  amendments. 


TABLE  1.— DEUVERABLE  COLOR  AND  LEAF 

GRADES  Under  the  Current  and 

PROPOSED    TERMS     OF    THE     COTTON 

NO.  2  FUTURES  CONTRACT— Continued 
L—«  grade 


Color  grade 


Lowmidding 
while. 
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dling igra 
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Strict  mid- 
dbigllght 
apollMl 

MiddttxiKgM 
tpottad. 


Oetverabla  under 
currant  tyttam 


DelKwrabte  under 
new  system 


table  1.— deliverable  color  and  leaf 
grades  under  the  current  and 
Proposed  Terms  of  the  Cotton 
NO.  2  Futures  contract 


Lae<  grade 

Color  grade 

OaUvwable  under    Drtlv«*bis  under 
currant  system          new  system 

Good  mid- 
dling white. 

Strtctmid- 
dHng  white. 

MiddUng 

strict  low 

middling 
white. 

1.2 - 

1?3     

1.2,3,4,5. 
1,2,3.4,6. 

2.3,4 

3,4.5 

1,2,3.4,5. 
1,2A4,5. 

Under  the  proposed  revised  grade 
standards,  cotton  which  is  classed  as 
strict  low  middling  white  (color  grade), 
and' number  4  Oeaf  grade)  will  be 
deliverable  at  par.  All  of  the  non-par 
combinations  of  color  grades  in  the  left- 
hand  column  and  corresponding  leaf 
grades  shown  in  the  right-hand  column 
of  Table  1  will  be  deliverable  at  quality 
price  differentials  which  are  equivalent 
to  the  commercial  price  differences 
published  by  the  USDA-AMS  for  these 
grade  combinations,  with  the  exception 
of  certain  combinations  discussed 
below. 

Certain  color  and  leaf  grade 
combinations  will  become  deliverable 
under  the  proposed  amendments  at 
special  price  differentials  that  are  equal 
to  the  commercial  price  differences 
published  by  the  USDA-AMS  for  cotton 
of  certain  other  specified  color  and  leaf 
grade  combinations.  Table  2  indicates 
these  grade  combinations  and  the 
assigned  color  and  leaf  grade 
combinations  whose  price  differentials 
will  be  used  in  determining  the  futures 
delivery  value  of  these  certain  specified 
grades  of  cotton.'  In  Table  2,  the  left- 
hand  column  indicates  the  grade 
combinations  that  will  be  deliverable  at 
special  price  differentials  and  the  right- 
hand  column  shows  the  corresponding 
color  and  leaf  grade  combinations 
whose  price  differentials  will  be  used  to 
determine  the  delivery  value  of  such 
cotton.* 


>  Sw  the  Au(ust  5. 1992.  Fateel  tai^w  notica 
of  final  rulaa  iuuwl  by  tba  USDA-AMS  coDcaming 
"Grada  Standanl*  for  Amarican  Upland  Cottoo"  (57 
FR  34499). 


I  Tha  naw  US  standartU  aliminata  cartain  axUting 
grada  categohe*.  Including  all  "piua"  giadaa. 
bacausa  thay  aia  no  longer  naaded  to  daaoiba 
•pedal  color  and  laaf  combinatkiiu. 


'  Some  of  the  newly  deliverable  cotton  grade 
combination*  indicated  in  Table  1  will  be  deUvered 
at  published  commercial  price  diffarancei  for  thoia 
particular  combinabona  and  therefore  are  not 
included  in  Table  2. 

♦The  NYCE  note*  that,  under  axiating  U.S. 
standards,  the  cotton  grade  combinations  noted  in 
the  left  hand  column  of  Table  2  would  have  been 
classified  as  "Average  Rule  Used  (ARU)"  cotton. 
The  NYCE  notes,  however,  that  ARU  cotton  U  not 
tenderable  under  existing  Exchange  mlas.  The 
NYCE  further  notes  that  under  the  new  standards, 
the  ARU  designation  will  ba  elioiinated  since  the 
new  standards  tor  color  and  kaf  will  provide  a 
more  ptedae  nMthod  of  classifying  cotton. 


Actual  color  I 
grade  oombi 


Good  middling « 

color.  No.  3  i( 
Good  middling « 

color.  No.  4  k 
Good  middling  t 

color.  No.  S  l( 
Good  middling  I 

ted  color,  No. 
Strict  middling  « 

color.  No.  4  H 
Strict  middling  » 

color,  No.  5  k 
Middling  wtvia  c 

Steal. 


Strict  low  middl 

plus. 
Strict  low  middl 
Low  middling  pi 
Low  middling  . 
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jtton  grade 
nil  be  delivered 
rencet  for  those 
re  are  not 


Table  2.— Proposed  Price  Differen- 
tials FOR  Certain  Color  and  Leaf 
Grade  Combinations 


Aaslgned  color  and  leaf 
grade  combination  tor 

Actual  color  and  leal 

grade  combination 

purposes  of  calculating 

price  differential 

Good  mkMUng  «»Nt« 

Strick  middling  white 

color.  No  3  l«al. 

color.  No.  3  leaf. 

Good  middling  whita 

Middling  white  color.  No. 

color.  No.  4  leaf. 

4  leaf. 

Good  middling  white 

Strict  tow  mkMHng  white 

color.  No.  5  leal. 

ootor.  No.  5  leaf. ' 

Good  mtddJing  llgttt  spot- 

Middling light  spotted 

ted  cokx.  No.  3  leal. 

color.  No.  3  leaf. 

Strict  middling  wtiite 

Middling  white  cotor,  No. 

color.  No.  4  leal. 

4  leaf. 

Strict  middling  wt>lte 

Strict  low  middling  white 

color,  No.  5  leaf. 

cotor,  No.  5  leaf. 

Middling  white  color.  No. 

Strict  tow  middling  white 

5  leaf. 

cotor.  No.  5  leaf. 

The  NYCE  proposes  to  implement  the 
proposed  amendments  simuhaneously 
with  the  introduction  of  the  new  U.S. 
standards  by  the  USDA-AMS.  effective 
for  all  cotton  classified  on  and  after 
August  5. 1993.  A  NYCE  spokesperson 
has  represented  that  cotton  that  had 
been  classified  under  the  old  standards 
and  certificated  for  delivery  on  the 
cotton  No.  2  futures  contract  prior  to 
August  5. 1993  will  continue  to  be 
deliverable  on  the  futures  contract  after 
August  5, 1993,  with  no  requirement 
that  such  cotton  be  regraded  under  the 
new  standards  before  delivery.  To 
facilitate  the  delivery  of  cotton  that  has 
been  classified  and  certificated  prior  to 
August  5. 1993,  the  NYCE  proposes  to 
permit  delivery  of  such  cotton  using  the 
below  conversion  chart  (Table  3) 
between  the  old  and  new  grade 
standards. 

Table  3.— Conversion  Chart  for  Cot- 
ton Classified  and  Certificated 
Prior  to  August  5, 1993 


Cun-ant  grade  des- 
ignation 


Good  mtddttng  

Good  middling  Hgm 

spotted. 

Strict  middling 

Strict  middUng  light 

spotted. 

Middling  plus 

Middling 

Middling  llghi  ipotted 

Strict  tow  middling 

plus. 
Strict  tow  middling  ... 
Low  middling  phia .... 
Low  middling  


New  grade  designation 


Cotor  grade 


Good  middling 

Good  middling  tight 
spotted. 

Strict  middling  

Strict  middling  light 
spotted. 

Stilct  middling 

MIddUng 

Middling  light  spot- 
tad. 

Middling 


Strict  tow  middling . 
Strict  tow  middling , 
Low  middling 


Leaf 
grade 


which  the  proposed  price  difiierentials 
described  in  Table  2  above  reflect 
commercial  price  differences  for  the 
cotton  color  and  grade  combinations 
shown  in  the  left-hand  column  of  that 
table.  In  addition,  the  Commission  is 
requesting  comment  on  the  adequacy  of 
the  conversion  chart  shown  above 
(Table  3)  in  assuring  that  cotton  which 
meets  the  standards  for  the  existing 
grades  shown  in  the  left-hand  column 
has  the  same  economic  value  as  cotton 
that  meets  the  standards  for  the 
corresponding  specified  new  grades  for 
color  and  leaf  shown  in  the  right-hand 
columns. 

Copies  of  the  proposed  amendments 
will  be  available  for  inspection  at  the 
Office  of  the  Secretariat,  Commodity 
Futures  Trading  Commission,  at  the 
above  address.  Copies  of  the  amended 
terms  and  conditions  can  be  obtained 
through  the  Office  of  the  Secretariat  by 
mail  at  the  same  address  or  by 
telephone  at  (202)  254-6314. 

Tne  materials  submitted  by  the  NYCE 
in  support  of  the  proposed  amendments 
may  be  available  upon  request  pursuant 
to  the  Freedom  of  Information  Act  (5 
U.S.C.  552)  and  the  Commission's 
regulations  thereunder  (17  CFR  part  145 
(1987)).  Requests  for  copies  of  such 
materials  should  be  made  to  the  FOI. 
Privacy  and  Sunshine  Act  Compliance 
Staff  of  the  Office  of  the  Secretariat  at 
the  above  address  in  accordance  with  17 
CFR  145.7  and  145.8. 

Any  person  interested  in  submitting 
written  data,  views,  or  arguments  on  the 
proposed  amendments  should  send 
such  comments  to  Jean  A.  Webb, 
Secretary.  Commodity  Futures  Trading 
Commission,  at  the  above  address  by  the 
specified  date. 

Issued  in  Washington,  DC  on  January  4, 
1993. 

Gerald  Gay, 
Director. 

(FR  Doc.  93-279  Filed  1-6-93;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Public  information  Collaction 
Requirements  Submitted  to  0MB  for 
Review. 


The  Commission  is  requesting 
comments  on  the  proposed  amendments 
and  proposed  implementation  plan. 
Specifioslly,  the  Commission  is 
requesting  comment  on  the  extent  to 


ACTION:  Notice. 


The  Department  of  E)efense  has 
submitted  to  OMB  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35). 

Title,  Applicable  Form,  and 
Applicable  OMB  Control  Number 
Department  of  Defense  Personnel 


Security  Questionnaire  (PSQ);  DD  Form 
398.  DD  Form  398-INST,  DD  Form 
1879;  OMB  Control  No.  0704-0299. 

Type  of  Request:  Revision. 

Average  Burden  Hours/Minutes  Per 
Response:  1.5  Hours. 

Responses  Per  Respondent:  1. 

Number  of  Respondents:  310,000. 

Annual  Burden  Hours:  465,000. 

Annual  Responses:  310,000. 

Needs  and  Uses:  The  information 
collected  by  the  DD  Form  398  is  used  by 
the  Defense  Investigative  Service  to 
conduct  Single  Scope  Background 
investigations  (SSBI),  Periodic 
Reinvestigations  (PR),  and  Special 
Investigative  Inquiries  (SII).  These 
provide  the  basis  for  determination  of  a 
person's  eligibility  for  access  to 
classified  information,  appointment  to  a 
sensitive  position,  assignment  to  duties 
that  require  a  personnel  security  or 
trustworthiness  determination, 
continuing  eligibility  for  retention  of  a 
security  clearance,  or  assignment  to 
other  sensitive  duties.  The  DD  Form 
398-INST  provides  guidance  for 
completing  the  DD  Form  398.  The  DD 
Form  1879  is  used  to  request  an  SSBI, 
PR,  or  Sn.  and  accompanies  the  DD 
Form  398. 

Affected  Public:  Individuals  or 
households;  Federal  agencies  or 
employees. 

Frequency:  On  occasion. 

Respondent's  Obligation:  Voluntary. 

OMB  Desk  Officer:  Mr.  Edward  C. 
Springer. 

Written  comments  and 
recommendations  on  the  proposed 
information  collection  should  be  sent  to 
Mr.  Springer  at  the  Office  of 
Management  and  Budget.  Desk  Officer 
for  DoD,  Room  3235.  New  Executive 
Office  Building.  Washington,  DC  20503. 

DOD  Clearance  Officer:  Mr.  William 
P.  Pearce. 

Written  requests  for  copies  of  the 
information  collection  proposal  should 
be  sent  to  Mr.  Pearce  at  WHS/DIOR. 
1215  Jefferson  Davis  Highway,  suite 
1204.  Arlington.  Virginia  22202-4302. 

Dated:  January  4. 1993. 
L.M.  Bynum, 

Alternate  OSD  Federal  Begister  Liaison 
Officer,  Department  of  Defense. 
IFR  Doc.  93-268  Filed  1-6-93;  8:45  ami 
BUMQ  COOC  M10-01-M 

Department  of  the  Navy 
CNO  Executive  Panel;  Meeting 

Notice  was  published  Thursday 
December  24. 1992,  at  57  FR  61401,  that 
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the  Chief  of  Naval  Operations  Executive 
Panel  will  meet  on  January  12, 1993. 
from  9:00  am  to  5:00  pm,  in  Alexandria, 
Virginia.  That  Meeting  has  been 
rescheduled  and  will  be  held  on  January 
21. 1993.  All  other  information  in  the 
previous  notice  remains  effective.  In 
accordance  with  5  U.S.C.  section 
552b(e){2),  the  meeting  change  is 
publicly  announced  at  the  earliest  time. 

For  further  information  concerning 
this  meeting  contact:  Judith  A.  Holden, 
Executive  Secretary  to  the  CNO 
Executive  Panel.  4401  Ford  Avenue. 
Room  601.  Alexandria.  Virginia  22302- 
0268.  Phone  (703)  756-1205. 

December  29. 1992. 
Michael  P.  Rmnmsl 

LCDB,  JAGC  USS,  Federal  Register  Liaison 
Officer. 

IFR  Doc  93-256  Filed  l-«-»3;  8:45  ami 
MUMG  COOC  3M*-AK-F 


DEPARTMENT  OF  EDUCATION 

Notica  of  PropoMd  Inf onnation 
Collection  RaqueaU 

AGENCY:  Department  of  Education. 
ACTION:  Notice  of  proposed  information 
collection  requests. 

summary:  The  E)irect(tf ,  Information 
Resources  Management  Service,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1980. 
DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  February 
8, 1993. 

ADDRESSES:  Written  comments  should 
be  addressed  to  the  Office  of 
Information  and  Regulatory  Affairs, 
Attention:  Dan  Qienok:  Desk  Officer. 
Department  of  Education.  Office  of 
Management  and  Budget,  726  Jackson 
Place,  NW.,  room  3208,  New  Executive 
Office  Building,  Washington,  DC  20503. 
Requests  for  copies  of  the  proposed 
information  collection  requests  should 
be  addressed  to  Cary  Green,  Department 
of  Education,  400  Maryland  Avenue. 
SW.,  room  5624,  Regional  Office 
Building  3,  Washington,  DC  20202- 
4651. 

FOR  FURTHER  INFORMATION  CONTACT:  Cary 
Green  (202)  708-5174. 
SUPPI^MENTARY  MFORMATKM:  Section 
3517  of  the  Paperwork  Reduction  Act  of 
1980  (44  use.  chapter  35)  requires  that 
the  Office  of  Management  and  Budget 
(OMB)  provide  interested  Federal 
agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
coUection  requests.  OMB  may  amend  or 
waive  the  requirement  for  DtU>Uc 
coosultatioa  to  the  extent  tnat  p\ibUc 


participation  in  the  approval  process 
would  defiaat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency's  ability  to  perform  its 
statutory  obligations.  The  Director  of  the 
Information  Resources  Management 
Service,  publishes  this  notice  containing 
proposed  information  collection 
requests  prior  to  submission  of  these 
requests  to  OMB.  Each  proposed 
information  collection,  grouped  by 
office,  contains  the  following: 

(1)  Type  of  review  requested,  e.g., 
new,  revision,  extension,  existing  or 
reinstatement:  (2)  Title;  (3)  Frequency  of 
collection:  (4)  The  affected  public;  (5) 
Reporting  burden;  and/or  (6) 
Recordkeeping  burden:  and  (7)  Abstract 
OMB  invites  public  comment  at  the 
address  specified  above.  Copies  of  the 
requests  are  available  from  Cary  Green 
at  the  address  specified  above. 

Dated:  December  30, 1992. 
Wallace  McPheiMii. 
Acting  Directw,  Information  Resources 
Management  Service. 

Office  of  Special  Education  and 
Rehabilitative  Services 

Type  of  Review:  Reinstatement. 

Title:  Traumatic  Brain  Injury  Effective 
Practices  Study. 

Frequency:  One  time. 

Affected  Public:  Businesses  or  other 
for-profit. 

Reporting  Burden: 

Responses:  46. 

Burden  Hours:  50. 

Recordkeeping  Burden: 

Recordkeepers:  0. 

Burden  Hours:  0. 

Abstract:  This  evaluation  will  identify 
current  Vocational  Rehabilitation  (VR) 
agency  policy  and  practice  in  serving 
clients  with  Traumatic  Brain  Injury 
(TBI),  describe  their  strengths  and 
weaknesses,  and  identify  effective 
practices  that  RSA  may  suggest  for 
implementation.  The  Department  uses 
the  information  for  program  evaluation 
and  to  make  recommendations  for 
improvement  of  services. 

[FR  Doc.  93-280  Filed  1-6-93;  8:45  am] 
■mjMOCOOg  4W  w  » 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commiaalon 

[Docket  Noa.  ERS3-«5-000^and  ELS»-7- 
000] 

Connecticut  Yankee  Atomic  Power 
Co.;  Initiation  of  Proceeding  and 
Refund  Effective  Date 

December  31, 1992. 

Take  notice  that  on  December  22. 
1992,  the  Commission  issued  an  order 
in  the  above-indicated  dockets  initiating 
an  investigation  in  Docket  No.  EL93-7- 
000  under  section  206  of  the  Federal 
Power  Act. 

The  refund  effective  date  in  Docket 
No.  EL93-7-000  will  be  60  days  after 
pubUcation  of  this  notice  in  the  Federal 
Register. 
Lois  0.  Cadiell, 
Secretary. 

IFR  Doc.  93-287  Filed  l-6-fl3;  8:45  amj 
MUMQ  COOC  tn7-«1-M 


[Docket  Noe.  ER93-«6-<XN)i  end  EL93-11- 
000] 

Delmarva  Power  ft  Light  Ca;  Initiation 
of  Proceeding  and  Refund  Effective 
Date 

December  31, 1992. 

Take  notice  that  on  December  31, 
1992,  the  Commission  issued  an  order 
in  the  above-indicated  dockets  initiating 
an  investigation  in  Docket  No.  EL93- 
11-000  under  section  206  of  the  Federal 
Power  Act. 

The  refund  effective  date  in  Docket 
No.  EL93-1 1-000  will  be  60  days  after 
publication  of  this  notice  in  the  Federal 
Register. 
Lois  D.  Caahell, 
Secretary. 

IFR  Doc  93-288  Filed  l-«-e3;  8:45  am] 
BtLUNQ  OOOE  SnT-tt-ll 


ENVIRONMEirrAL  PROTECTION 
AGENCY 

[FRL-4552-4] 

Meetings  of  the  Science  Advisory 
Board  and  Envkonmentai  Financial 
Advlaory  Board  and  tt>e  Executive 
Committee 

Pursuant  to  the  Federal  Advisory 
Committee  Act,  Public  Law  92-463, 
notice  is  hereby  given  that  the  Science 
Advisory  Board  and  the  Environmental 
Financial  Advisory  Board  (SAB/EFAB) 
will  conduct  a  meeting  on  Wednesday. 
January  27, 1993.  The  purpose  of  the 
meeting  is  to  explore  the  utility  of 
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blending  scientific,  engineering  and 
financial  advice  to  the  Administrator. 
The  issues  of  nitrates  in  ground  water 
and  treatment  of  surface  waters  by 
filtration  will  be  examined  as  case 
studies. 

Also,  January  28-29.  the  Executive 
Committee  will  meet.  The  purpose  of 
this  meeting  is  to  review  reports  from 
the  following  Committees: 

Environmental  Economics  Advisory 
Committee;  Commentary  on  the  possible 
trade-off  between  health  benefits  and 
disbenefits  from  regulation. 

Environmental  Engineering 
Committee:  Review  of  underground 
storage  tank  (UST)  research  and  Review 
of  indoor  air  research. 

Environmental  Health  Committee: 
Review  of  Dermal  Exposure  Assessment 
document  and  Review  of  Risk 
Assessment  Guidance  for  Superfund: 
Human  Health  Evaluation  Manual 
(RAGS/HHEM). 

Radiation  Advisory  Committee: 
Commentary  on  radiation  exposure 
models  and  assessment  of  uncertainty 
and  Review  of  release  of  C-14  Carbon 
Dioxide  from  High  Level  Radioactive 
Waste  Sites. 

Additional  items  on  the  agenda  will 
likely  include  the  following: 
A  briefing  on  State  and  Local  Risk 

Reduction  projects 
A  report  on  the  Resources  for  the  Future 

Conference  featuring  the  SAB's 

Reducing  Risk  report. 

A  discussion  on  the  plans  of  the  new 
Administration  as  they  relate  to  the 
SAB. 

An  update  on  the  project  joint  project 
with  the  Environmental  Financial 
Advisory  Board  (EFAB)  to  investigate 
the  utility  of  melding  scientific, 
engineering,  and  financial  advice  to  the 
Administrator. 

On  the  afternoon  of  January  29  the 
Executive  Committee's  Subcommittee 
on  RCRA  Regulatory  Impact  Analysis 
review  will  meet  to  coordinate  plans  for 
that  review  during  the  spring. 

Both  meetings  are  being  held  at  the 
Environmental  Protection  Agency.  401 
M  Street.  SW.,  Washington,  DC  20460. 
SAB/EFAB  will  take  place  in  the 
Administrator's  Conference  room 
1103W,  from  9  a.m.  to  12  noon.  The 
Executive  Committee  will  meet  the  first 
day  in  the  Administrator's  Conference 
Room  from  8:  30  a.m.  to  5  p.m.  and 
continue  its  deliberation  on  the  29th  in 
the  Washington  Information  Center, 
Room  17  from  8:30  a.m.  to  5:00  p.m. 

The  meeting  is  open  to  the  public. 
Any  member  of  the  public  wishing 
further  information  concerning  the 
meeting  or  who  wishes  to  submit 
comments  should  contact  Darlene 


Sewell-Ohver,  A-101.  U.S. 
Environmental  Protection  Agency, 
Washington,  DC  20460.  at  (202)  260- 
4126  or  by  Fax  at  (202)  260-9232. 
Limited  unreserved  seating  available  at 
the  meeting. 

Dated:  December  29, 1992. 
Doiuld  G.  Bamet, 

Staff  Director,  Science  Advisory  Board. 
IFR  Doc.  93-301  Filed  1-6-93;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

Report  to  Congressional  Committees 
Regarding  Differences  In  Capital  and 
Accounting  Standards  Among  the 
Federal  Banldng  and  Thrift  Agencies 

December  19, 1992. 
AGENCY:  Board  of  Governors  of  the 
Federal  Reserve  System. 
ACTIONS:  Report  to  the  Committee  on 
Banking.  Housing,  and  Urban  Affairs  of 
the  United  States  Senate  and  to  the 
Committee  on  Banking,  Finance  and 
Urban  Affairs  of  the  United  States 
House  of  Representatives  regarding 
differences  in  capital  and  accounting 
standards  among  the  Federal  banking 
and  thrift  agencies. 

SUMMARY:  This  report  has  been  prepared 
by  the  Federal  Reserve  Board  pursuant 
to  section  121  of  the  Federal  Deposit 
Insurance  Corporation  Improvement  Act 
of  1991.  Section  121  requires  each 
Federal  banking  and  thrift  agency  to 
report  annually  to  the  above  specified 
Congressional  Committees  regarding 
any  differences  between  the  accounting 
or  capital  standards  used  by  such 
agency  and  the  accounting  or  capital 
standards  used  by  other  banking  and 
thrift  agencies,  llie  report  must  also 
contain  an  explanation  of  the  reasons 
for  any  discrepancy  in  such  accounting 
or  capital  standards.  The  report  must  be 
published  in  the  Federal  Register. 
FOR  FURTHER  INFORMATION  CONTACT: 
Rhoger  H.  Pugh.  Assistant  Director  (202/ 
728-5883).  Norah  M.  Barger,  Manager 
(202/452-2402).  Gerald  A.  Edwards.  Jr.. 
Assistant  Director  (202/452-2741).  John 
M.  Freeh.  Supervisory  Financial  Analyst 
(202/452-2275).  or  Robert  E.  Motyka. 
Senior  Financial  Analyst  (202/452- 
3621).  Division  of  Banking  Supervision 
and  Regulation.  Board  of  Governors.  For 
the  hearing  impaired  only. 
Telecommunication  Device  for  the  Deaf 
(TDD).  Eamestine  Hill  or  Dorothea 
Thompson  (202/452-3544). 

Introduction  and  Overview 

This  report  addresses  the  question  of 
what  differences  in  capital  standards 


and  accounting  practices  currently  exist 
among  the  three  banking  agencies  (The 
Board  of  Governors  of  the  Federal 
Reserve  System  (FRB).  The  Offii*  of  the 
Comptroller  of  the  Currency  (OCC).  and 
the  Federal  Deposit  Insurance 
Corporation  (FDIC))  and  the  Office  of 
Thrift  Supervision  (OTS).  Section  One 
of  the  report  focuses  on  differences  that 
exist  in  capital  standards;  Section  Two 
discusses  differences  in  accounting 
standards.  The  remainder  of  this 
introduction  provides,  in  turn,  an 
overview  of  the  discussion  of  each  of 
the  following  sections. 

Capital  Standards 

As  stated  in  reports '  the  FRB  has 
submitted  to  the  Congress  in  previous 
years,  the  three  bank  regulatory 
agencies  ^  have,  for  a  number  of  years, 
employed  a  common  regulatory 
framework  that  establishes  minimum 
capital  adequacy  ratios  for  commercial 
banking  organizations.  Throughout  the 
1980's.  the  banking  agencies  utilized  a 
common  standard  that  required  banking 
organizations  to  maintain  a  level  of 
primary  capital  (principally,  permanent 
shareholders'  equity,  general  loan  loss 
reserves,  and  certain  mandatory 
convertible  securities)  equal  to  at  least 
5.5  percent  of  total  assets.  Banking 
organizations  also  were  required  to 
maintain  a  level  of  total  capital  (primary 
capital  plus  secondary  capital,  such  as 
subordinated  debt)  equal  to  at  least  6.0 
percent  of  total  assets. 

In  1989.  all  three  banking  agencies 
and  the  OTS  adopted  a  risk -based 
capital  framework  that  was  based  upon 
the  international  capital  accord 
developed  by  the  Basle  Committee  on 
Banking  Regulations  and  Supervisory 
Practices  (Basle  Accord)  and  endorsed 
by  the  central  bank  governors  of  the  G- 
10  countries.  This  framework 
establishes  minimum  ratios  of  total  and 
Tier  1  (core)  capital  to  risk-weighted 
assets.  The  Basle  Accord  requires 
banking  organizations  to  have  total  and 
core  capital  equal  to  at  least  7.25 
percent  and  3.625  percent,  respectively, 
of  risk-weighted  assets  during  a  phase- 
in  period  which  began  at  the  end  of 


^  The  previous  report  prepared  by  the  Federal 
Reserve  Board  was  made  pursuant  to  section  1215 
of  the  Financial  Institutions  Reform,  Recovery,  and 
Enforcement  Act  of  1989  (FIRREA)  which  was 
superseded  by  section  121  of  the  Federal  Deposit 
Insurance  Corporation  Improvement  Act  of  1991 
(FDICIA). 

'At  the  federal  level,  the  Federal  Reserve  System 
has  primary  supervisory  responsibility  for  state- 
chartered  banks  that  are  members  of  the  Federal 
Reserve  System  as  well  as  all  bank  holding 
companies.  The  FDIC  has  primary  responsibility  for 
state  nonmember  banks  and  FDlC-supervised 
savings  banks.  National  banks  are  supervised  by  the 
OCC.  The  OTS  has  primary  responsibility  for 
savings  and  loan  associations. 
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1990.  This  interim  transition  standard 
will  expire  at  the  end  of  1992,  when 
banking  and  thrift  organizations  will  be 
required  to  maintain  total  capital  equal 
to  at  least  8  percent  of  risk-weighted 
assets.  At  least  one  half  of  the  total 
capital  requirement,  or  a  minimum  of  4 
percent  by  the  end  of  1992,  must  consist 
of  Tier  1  capital  (principally,  common 
shareholders'  equity  and  qualifying 
perpetual  preferred  stock,  less 
disallowed  intangibles  such  as 
goodwill).  The  other  half,  Tier  2,  may 
include  certain  supplementary  capital 
items,  such  as  general  loan  loss  reserves 
and  subordinated  debt.  The  risk-based 
capital  requirements  are  viewed  by  the 
three  banking  agencies  and  the  OTS  as 
minimum  standards,  and  most 
institutions  are  expected  to,  and 
generally  do,  maintain  capital  levels 
well  above  the  minimums. 

In  addition  to  specifying  identical 
ratios,  the  risk-based  framework  being 
implemented  by  the  three  banking 
agencies  and  the  OTS  includes  a 
common  definition  of  regulatory  capital 
and  a  uniform  system  of  risk  weights 
and  categories.  While  the  minimum 
standards  and  risk  weighting  framework 
aj  e  common  to  all  the  banking  agencies, 
there  are  some  technical  differences  in 
l&nguage  and  interpretation  among  the 
agencies  that  are  discussed  in  Section 
One.  Also  discussed  in  Section  One  are 
the  banking  agencies'  guidelines  relating 
to  the  treatment  of  identifiable 
intangible  assets,  which  are  not  entirely 
uniform  at  the  present  time.  All  four  of 
the  agencies  have  issued  coordinated 
proposals  designed  to  achieve 
uniformity  with  respect  to  the  treatment 
of  identifiable  intangible  assets  for 
capital  pinposes.  Section  One  also 
discusses  the  three  banking  agencies' 
revised  leverage  standards  that  were 
adopted  in  the  second  half  of  1990  and 
in  early  1991.  and  are  based  upon  the 
common  definition  of  Tier  1  capital 
contained  in  the  risk-based  capital 
guidelines. 

Several  sections  of  FDICIA  had  the 
effect  of  codifying  the  risk-based  caoital 
and  leverage  requirements  adopted  oy 
the  Federal  Reserve  and  the  other 
agencies.  During  1992,  the  three  banking 
agencies  and  the  OTS  adopted  uniform 
prompt  corrective  action  regulations,  as 
mandated  by  section  131  of  FDIOA, 
which  required  the  establishment  of 
specific  capital  categories  based  on  risk- 
based  capital  and  leverage  measures. 
Also,  pursuant  to  section  308,  the 
Federal  Reserve  has  adopted  a 
regulation  to  limit  certain  interbank 
liabiUUes  which  is  keyed  to  risk-based 
capital  levels.  The  FDIC  adopted  risk- 
based  ins\nance  premiums,  pursuant  to 
section  302,  and  nas  set  limits  on  the 


acceptance  of  brokered  deposits, 
pursuant  to  section  301.  Both  of  these 
regulations  entail  reliance  upon  capital 
categories. 

The  agencies  are  continuing  their 
efforts  to  revise  the  risk-based  capital 
requirements  to  ensure  that  those 
standards  take  account  of  interest-rate 
risk.  Section  305  of  FDIOA  mandates 
that  the  risk-based  capital  standards 
consider  interest  rate  risk,  as  well  as 
concentration  of  credit  risk  and  the  risks 
of  nontraditional  activities.  At  this 
writing,  the  OTS  is  contemplating 
issuing  in  the  near  term  an  approach  for 
requiring  that  adequate  capital  be 
maintained  against  interest  rate  risk. 
The  three  ba^ng  agencies  have  sought 
comment  on  a  proposed  approach  for 
incorporating  interest-rate  risk  into  the 
risk-based  capital  standards.  The 
approach  ultimately  adopted  by  the 
banking  agencies  could  differ  from  that 
taken  by  the  OTS. 

The  differences  in  the  capital 
standards  between  the  three  banking 
agencies  and  the  OTS  are  set  forth  in 
Section  One.  The  staffs  of  the  agencies 
have  been  meeting  regularly  to  identify 
and  address  differences  and 
inconsistencies  in  their  capital 
standards.  The  agencies  are  committed 
to  continuing  this  process  in  an  effort  to 
achieve  full  uniformity  in  their  capital 
standards. 

Accounting  Standards 

Over  the  years,  the  three  banking 
agencies,  under  the  auspices  of  the 
Federal  Financial  Institutions 
Examination  Council  (FFIEC),  have 
developed  Uniform  Reports  of 
Condition  and  Income  (Call  Reports)  for 
all  commercial  banks  and  FDIC- 
supervised  savings  banks.  The  reporting 
standards  followed  by  the  three  banking 
agencies  are  substantially  consistent, 
aside  from  a  few  limited  exceptions, 
with  generally  accepted  accounting 
principles  (GAAP)  as  they  are  applied 
by  commercial  banks.'  The  uniform 
bank  Call  Report  serves  as  the  basis  for 
calculating  risk-based  capital  and 
leverage  ratios,  as  well  as  for  other 
regulatory  purposes.  Thus,  material 
differences  in  regulatory  accounting  and 
reporting  standards  among  commercial 
banks  and  FDIC-supervised  savings 
banks  do  not  exist. 

The  OTS  requires  each  thrift 
institution  to  file  the  Thrift  Financial 
Report  (TFR),  which  is  consistent  with 
GAAP  as  it  is  applied  by  thrifts.  The 
TFR  diffisrs  in  some  respects  from  the 


bank  Call  Report.  One  reason  is  that 
thrift  GAAP  is  different  in  a  flaw  limited 
areas  from  GAAP  as  it  is  applied  by 
banks;  another,  as  previously 
mentioned,  is  that  there  are  a  few  minor 
areas  in  which  the  bank  Call  Report 
departs  from  bank  GAAP.  A  siunmary  of 
the  differences  between  the  bank  Call 
Report  and  the  TFR  is  presented  in 
Section  Two. 

Over  the  past  year,  the  three  banking 
agencies  and  the  OTS  have  continued  to 
xmdertake  projects  that  seek  to  simplify 
and  reduce  differences  in  reporting 
standards  between  commercial  banks 
and  thrift  institutions.  As  a  compromise, 
the  OTS  has  adopted  some  of  the 
policies  of  the  three  banking  agencies 
where  differences  had  previously 
existed.*  In  addition,  all  four  agencies 
have  issued  uniform  accounting  and 
reporting  guidance  governing  assets 
held  for  trading  or  for  sale  and  high  risk 
mortgage  derivative  products.  All  four 
agencies  have  also  been  discussing  ways 
of  establishing  conformity  in  reporting 
requirements  (and  capital  treatment)  for 
recourse  arrangements.  Fiulherraore,  the 
staffs  of  the  agencies  are  meeting 
regularly  to  review  their  approaches  in 
evaluating  the  allowance  for  loan  and 
lease  losses  and  the  veduation  of  real 
estate  collateral  in  order  to  improve 
their  practices  in  these  areas  and 
promote  consistency  among  them. 

The  agencies  have  also  jointly 
requested  public  comment  on  the 
accounting  and  reporting  treatment  for 
deferred  tax  assets,  in  response  to  new 
accounting  standards  issued  by  the 
Financial  Accounting  Standards  Board 
(FASB).  The  agencies  are  currently 
studying  the  comments  received  and 
expect  to  announce  a  uniform  policy  on 
deferred  tax  assets  by  the  end  of  this 
year. 

The  FASB  recently  issued  a  proposed 
accounting  standard  on  the  accounting 
for  loan  impairment.  If  adopted,  this 
standard  will  narrow  the  differences  in 
GAAP  between  bank  and  thrift 
accounting  for  measuring  and  reporting 
the  effects  of  impairment  on  troubled 
loans.  In  addition,  the  American 
Institute  of  Certified  Public  Accountants 
(AICPA)  has  recently  issued  standards 
governing  the  accoimting  for  and 
reporting  of  foreclosed  assets,  which 
became  effective  for  fiscal  years  ending 


>  In  those  cases  where  henk  Call  Report  standards 
are  difTerent  from  GAAP,  the  regulatory  reporting 
requirements  are  intended  to  be  more  conserrative 
than  GAAP. 


*The  main  area  of  accounting  policy  that  the  OTS 
has  adopted  involves  a  new  OTS  requirement  that 
savings  associations  maintain  general  valuation 
allowances  (GVAs)  for  all  assets,  including  the  loan 
portfolio,  in  addition  to  specific  valuation 
allowances.  This  requirement  for  a  GVA  for  the  loan 
portfolio  is  essentially  equivalent  to  the  allowance 
for  loan  and  lease  losses  required  in  regulatory 
financial  reports  ibr  banks.  In  addition,  certain 
minor  accounting  poUdas  of  the  banking  agencies 
have  bean  adoptMl  diia  yew  by  the  OTS. 


Section  Dm 
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after  December  IS,  1992.  These 
accounting  changes,  will  promote 
greater  uniformity  of  legmatory 
reporting  requirements  in  these  two 
areas. 

Section  One 


Differences  in  Capital  Standards 
Among  Federal  Banking  and  Thrift 
Suparvisory  Agencies 

Leverage  Capital  Ratios 

Throughout  most  of  the  1980*8.  the 
three  banking  agencies  reqmred  banking 
organizations  to  meet  minimum  capital 
to  total  assets  (leverage)  ratios.  In  the 
past,  these  requirements  included  a 
minimum  5.5  percent  primary  capital 
ratio  and  a  minimum  6.0  percent  total 
capital  ratio. 

in  the  second  half  of  1990  and  in  early 
1991,  the  three  banking  agencies 
developed  revised  leverage  standards 
based  upon  the  common  definition  of 
Tier  1  capital  contained  in  their  risk- 
based  capital  giiidelines.  These 
standards  require  the  most  highly-rated 
institutions  to  meet  a  minimum  Tier  1 
capital  ratio  of  3  percent,  and  for  all 
other  institutions,  these  standards 
generally  require  an  additional  cushion 
of  at  least  100  to  200  basis  points,  i.e., 
a  minimum  leverage  ratio  of  at  least  4 
to  5  percent,  depending  upon  an 
organization's  financial  condition. 

As  required  by  FIRREA,  the  OTS  has 
established  a  3  percent  core  capital  ratio 
and  a  1.5  percent  tangible  capital 
leverage  requirement  for  thrift 
institutions.  However,  the  OTS  is  in  the 
process  of  finahzing  a  new  leverage  rule 
that  will  generally  conform  to  the  rules 
of  the  three  banking  agencies.  The 
differences  that  will  exist  after  the  OTS 
has  adopted  its  new  standard  pertain  to 
the  definition  of  core  capital.  While  this 
definition  generally  conforms  to  Tier  1 
bank  capital,  certain  adjustments 
discussed  below  apply  to  the  core 
capital  definition  used  by  savings 
associations.  In  addition,  core  capital  as 
currently  defined  by  the  OTS  includes 
qualifying  supervisory  goodwill.  Such 
goodwill  is  to  be  phased  out  of  thrift 
core  capital  by  the  end  of  1994,  after 
which  time  the  treatment  of  goodwill  for 
thrift  institutions  will  l>e  consistent  with 
that  of  the  banking  agencies. 

Risk-based  Capital  Ratios 

The  three  banking  agencies  have 
adopted  risk-based  capital  standards 
consistent  with  the  B^e  Accord.  These 
standards  require  all  commercial 
banking  organizations  to  maintain  a 
minimum  ratio  of  total  capital  (Tier  1 
plus  Tier  2)  to  risk-weighted  assets  of 
7.25  percent  by  year-end  1990;  this 
minimum  standard  increases  to  8 


percent  as  of  jrear^nd  1992.  Tier  i 
capital  comprises  common 
stockholders'  equity,  qualifying 
perpetual  prefieired  stock,  and  minority 
interests  in  consolidated  subsidiaries, 
less  goodwill.  (The  treatment  of  other 
intangible  assets  is  discussed  below.) 
Tier  1  capital  must  comprise  at  least  50 
percent  of  the  total  risk-based  capital 
requirement  Tier  2  capital  includes 
such  components  as  general  loan  loss 
reserves,  subordinated  term  debt,  and 
certain  other  preferred  stock  and 
convertible  debt  capital  instruments, 
subject  to  appropriate  limitations  and 
conditions.  Risk-weighted  assets  are 
calculated  by  assigning  risk  weights  of 
0,  20,  50,  and  100  percent  to  broad 
categories  of  assets  and  off-balance  sheet 
items  based  upon  their  relative  credit 
risks. 

The  banking  agencies  view  the  risk- 
based  capital  standard  as  a  minimum 
supervisory  benchmark.  In  part,  this  is 
because  the  risk-based  capital  standard 
focuses  primarily  on  credit  risk;  it  does 
not  take  full  or  explicit  account  of 
certain  other  banUng  risks,  such  as 
exposure  to  changes  in  interest  rates. 
The  full  range  of  risks  to  which 
depository  institutions  are  exposed  are. 
reviewed  and  evaluated  carefiilly  during 
on-site  examinations.  In  view  of  these 
risks,  most  banking  organizations  are 
expected  to  operate  with  capital  levels 
well  above  the  minimum  risk-based  and 
leverage  capital  requirements. 

The  Federal  Reserve  is  working  with 
the  other  U.S.  banking  agencies  and  the 
regulatory  authorities  on  the  Basle 
Supervisor's  Committee  to  develop 
possible  methods  to  measure  and 
address  certain  market  and  price  risks. 
These  risks  include  exposures  resulting 
from  foreign  exchange  positions, 
imbalances  between  the  matiirity  of  debt 
instruments  held  as  assets  and  issued  as 
liabiUties.  and  holdings  of  traded  debt 
and  equity  securities.  One  important 
reason  for  addressing  these  risks  on  an 
intematicmal  level  is  to  develop 
supervisory  approaches  that  do  not 
undermine  the  competitiveness  of  U.S. 
banking  organizations. 

OTS  has  adopted  a  risk-based  capital 
standard  that  in  most  respects  is  similar 
to  the  firamewoik  adopted  by  the 
banking  agencies.  The  OTS  standard 
currently  reqiiires  a  minimum  risk- 
based  capital  ratio  equal  to  7.20  percent 
of  risk-adjusted  assets,  and  this 
minimimi  required  ratio  will  increase  to 
8  percent  at  yeai^nd  1992.  The  OTS  has 
proposed  an  additional  element  for 
interest  rate  risk.  Differences  between 
the  risk-based  capital  guidelines  by  the 
OTS  and  the  other  agencies  are 
discussed  below. 


Equity  Investments 

In  general,  commercial  banks  that  are 
members  of  the  Federal  Reserve  System 
are  not  permitted  to  invest  in  equity 
securities,  nor  are  they  generally 
permitted  to  engage  in  real  estate 
investment  or  development  activities. 
To  the  extent  that  commercial  banks  are 
permitted  to  hold  equity  securities  (f(v 
example,  in  connection  with  debts 
previously  con^cted),  the  three 
banking  agencies  generally  assign  such 
investments  to  the  100  percent  risk 
category  for  risk-based  capital  purposes. 

The  three  banking  agencies' 
guidelines  permit,  on  a  case-by-case 
basis,  a  deduction  of  equity  investments 
from  the  parent  bank's  capital  or  other 
options,  if  necessary,  to  assess  an 
appropriate  capital  clujge  above  the 
minimum  requirement.  The  banking 
agencies'  treatment  of  investments  in 
subsidiaries  is  discussed  below. 

The  OTS  risk-based  capital  standards 
require  that  thrift  institutions  deduct 
certain  equity  investments  from  capital 
over  a  phase-in  period,  which  ends  on 
July  1, 1994,  as  explained  more  fully 
below  in  the  section  on  subsidiaries. 

FSUC/FDIC— Covered  Assets  (Assets 
Subject  to  Guarantee  Arrangements  by 
theFSUCorFDIC) 

The  three  banking  agencies  generally 
place  these  assets  in  the  20  percent  risk 
category,  the  same  category  to  whidi 
claims  on  depository  institutions  and 
government-sponsored  agencies,  are 
assigned. 

The  OTS  places  these  assets  in  the 
zero  percent  risk  category. 

Repossessed  Assets  and  Assets  More 
Than  90  Days  Past  Due 

The  three  banking  agencies  require 
that  foreclosed  real  estate  be  written 
down  to  fair  value  (see  Section  Two  of 
this  appendix,  "Specific  Valuation 
Allowances  for,  and  Charge-Offs  of. 
Troubled  Real  Estate  Loans  not  in 
Foreclosure"  for  further  details)  with 
the  resulting  asset  assigned  to  the  100 
percent  risk  category.  The  write-down 
effectively  results  in  a  reduction  of 
capital.  Assets  90  days  or  more  past  due, 
including  1-  to  4-family  mortgages,  are 
assigned  to  the  100  percent  risk 
category.  If  and  when  such  assets  are 
eventually  charged-off,  capital  is 
effectively  adjti^ed  for  any  resulting 
loss. 

Consistent  with  the  Basle  Accord,  the 
100  percent  risk  categmy  is  the  highest 
risk  category  under  the  risk-based 
capital  guidelines  of  the  three  banking 
agencies.  As  noted  above,  however,  the 
bank  risk-based  capital  standards 
represent  minimum  ratios. 
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Consequently,  organizations  with  high 
levels  of  risk,  including  a  signiRcant 
volume  of  nonperforming  or  past  due 
assets,  are  expected  to  maintain  capital 
ratios  above  minimum  levels. 
Accordingly,  the  risk-based  capital 
framewo»  of  the  banking  agencies 
provides  the  latitude  to  place  a  higher 
than  minimimi  capital  charge  on  assets 
of  this  type. 

The  (jTS  risk-based  capital  hamework 
assigns  a  200  percent  risk  weight  to 
repossessed  assets  (generally  referred  to 
as  R£0)  and  assets  more  than  90  days 
past  due.  An  exception  exists  for  1-  to 
4-family  mortgages  more  than  90  days 
past  due,  which  are  assigned  to  the  100 
percent  risk  category.  The  OTS  intends 
to  change  the  risk  weight  for  all  REO  to 
100  percent  in  conjunction  with  recent 
changes  in  the  accounting  for  REO. 

Limitation  on  Subordinated  Debt  and 
Limited-Life  Preferred  Stock 

Consistent  with  the  Basle  Accord,  the 
three  banking  agencies  limit  the  amount 
of  subordinated  debt  and  Umited-life 
preferred  stock  that  may  be  included  in 
Tier  2  capital.  This  hmit,  in  effect,  states 
that  these  components  together  may  not 
exceed  50  percent  of  Tier  1  capital.  In 
addition,  maturing  capital  instruments 
must  be  discounted  by  20  percent  in 
each  of  the  last  Qve  years  prior  to 
maturity. 

Neither  of  these  capital  components  is 
a  permanent  source  of  funds,  and 
subordinated  debt  cannot  absorb  losses 
while  the  bank  continues  to  operate  as 
a  going  concern.  On  the  other  hand, 
both  components  can  provide  a  cushion 
of  protection  to  the  FDIC  insurance 
fund.  Thus,  this  Umitation  permits  the 
inclusion  of  some  subordinated  debt  in 
capital,  while  assuring  that  permanent 
stockholders'  equity  capital  remains  the 
predominant  element  in  bank  regulatory 
capital. 

The  OTS  has  no  limitation  on  the 
total  amount  of  limited-life  preferred 
stock  or  maturing  capital  instruments 
that  may  be  included  within  Tier  2 
capital.  In  addition,  the  OTS  allows 
thrifts  the  option  of:  (1)  Discounting 
maturing  capital  instruments,  issued  on 
or  after  November  7, 1989.  by  20  percent 
a  year  over  the  last  5  years  of  their 
term — the  approach  required  by  the 
banking  agencies;  or  (2)  including  the 
full  amount  of  such  instruments 
provided  that  the  amoimt  maturing  in 
any  of  the  next  seven  years  does  not 
exceed  20  percent  of  the  thrift's  total 
capital. 

Subsidiaries 

Consistent  with  the  Basle  Accord  and 
long-standing  supervisory  practices,  the 
three  banking  agencies  generally 


consolidate  all  significant  majority- 
owned  subsidiaries  of  the  parent 
organization  for  capital  purposes.  This 
consoUdation  assures  that  the  capital 
requirements  are  related  to  all  of  the 
risks  to  which  the  banking  organization 
is  exposed. 

As  with  most  other  bank  subsidiaries, 
banking  and  finance  subsidiaries 
generally  are  consolidated  for  regulatory 
capital  purposes.  However,  in  the  case 
of  oanking  and  finance  subsidiaries  that 
are  not  consoUdated,  the  Federal 
Reserve,  consistent  with  the  Basle 
Accord,  generally  deducts  investments 
in  such  subsidiaries  in  determining  the 
adequacy  of  the  parent  bank's  capitaL 

The  Federal  Reserve's  risk-based 
capital  guideUnes  provide  a  degree  of 
flexibiUty  in  the  capital  treatment  of 
unconsolidated  subsidiaries  (other  than 
banking  and  finance  subsidiaries)  and 
investments  in  joint  ventures  and 
associated  companies.  For  example,  the 
Federal  Reserve  may  deduct 
investments  in  such  subsidiaries  fi^m 
an  organization's  capital,  may  apply  an 
appropriate  risk-weighted  capital  charge 
against  the  proportionate  shajre  of  the 
assets  of  the  entity,  may  require  a  line- 
by-line  consolidation  of  the  entity,  or 
otherwise  may  require  that  the  parent 
organization  maintain  a  level  of  capital 
above  the  minimum  standard  that  is 
sufficient  to  compensate  for  any  risks 
associated  with  the  investment. 

The  guidelines  also  permit  the 
deduction  of  investments  in  subsidiaries 
that,  while  consolidated  for  accounting 
purposes,  are  not  consoUdated  for 
certain  specified  supervisory  or 
regulatory  purposes.  For  example,  the 
Federal  Reserve  deducts  investments  in. 
and  unseciired  advances  to.  section  20 
securities  subsidiaries  from  the  parent 
bank  holding  company's  capital.  The 
FDIC  accords  similar  treatment  to 
securities  subsidiaries  of  state 
nonmember  banks  established  pursuant 
to  S  337.4  of  the  FDIC  regulations. 

Similarly,  in  accordance  with 
§  325.5(f)  of  the  FDIC  regulations, 
investments  in,  and  extensions  of  credit 
to,  certain  mortgage  banking 
subsidiaries  are  also  deducted  in 
computing  the  parent  bank's  capital. 
(The  Federal  Reserve  does  not  have  a 
similar  requirement  with  regard  to 
mortgage  banking  subsidiaries.  The  OCC 
does  not  have  requirements  dealing 
specifically  with  the  capital  treatment  of 
either  mortgage  banking  or  securities 
subsidiaries.  The  OCC,  however,  does 
reserve  the  right  to  require  a  bank,  on 
a  case-by-case  basis,  to  deduct  from 
capital  investments  in,  and  extensions 
of  credit  to,  any  nonbanking  subsidiary.) 

The  deduction  of  investments  in 
subsidiaries  from  the  parent's  capital  is 


designed  to  ensure  that  the  capital 
supporting  the  subsidiary  is  not  also 
used  as  the  basis  of  further  levera^ng 
and  risk-taking  by  the  parent  banking 
organization.  In  deducting  investments 
in.  and  advances  to.  certain  subsidiaries 
from  the  parent's  capital,  the  Federal 
Reserve  expects  the  parent  banking 
organization  to  meet  or  exceed 
minimmn  regulatory  capital  standards 
without  reliance  on  the  capital  invested 
in  the  particiUar  subsidiary.  In  assessing 
the  overall  capital  adequacy  of  banking 
organizations,  the  Federal  Reserve  may 
also  consider  the  oreanization's  fully 
consolidated  capital  position. 

Under  OTS  capital  guideUnes,  a 
distinction,  mandated  by  FIRREA,  is 
drawn  between  subsidiaries  that  are 
engaged  in  activities  that  are 
permissible  for  national  banks  and 
subsidiaries  that  are  engaged  in 
"impermissible"  activities  for  national 
banks.  Subsidiaries  of  thrift  institutions 
that  engage  only  in  permissible 
activities  are  consolidated  on  a  line-for- 
line  basis  if  majority-owned  and  on  a 
pro  rata  basis  if  ownership  is  between 
5  percent  and  50  percent.  As  a  general 
rule,  investments,  including  loans,  in 
subsidiaries  that  engage  in 
impermissible  activities  are  deducted  in 
determining  the  capital  adequacy  of  the 
parent.  However,  investments, 
including  loans,  outstanding  as  of  April 
12, 1989  to  subsidiaries  that  were 
engaged  in  impermissible  activities 
prior  to  that  date  are  grandfathered  and 
will  be  phased-out  of  capital  over  a 
transition  period  that  expires  on  July  1, 
1994.  During  this  transition  period, 
investments  in  subsidiaries  engaged  in 
impermissible  activities  that  have  not 
been  phased  out  of  capital  are  to  be 
consolidated  on  a  pro  rata  basis. 

Presold  Residential  Construction  Loans 

As  mandated  under  section  618(a)  of 
the  Resolution  Trust  Corporation 
Refinancing,  Restructuring,  and 
Improvement  Act  of  1991  (RTCRRIA). 
the  banking  and  thrift  agencies  are 
amending  the  risk-based  capital 
guidelines  to  lower  the  risk  weight  to  50 
percent  for  loans  to  finance  the 
construction  of  1-  and  4-family 
residential  properties  that  have  been 

{(resold.  Prior  to  this  amendment,  these 
oans  were  considered  to  be 
construction  and  land  development 
loans  and  generally  assigned  to  the  100 
percent  risk  weight  category. 

This  section  ot  the  statute  required 
the  three  banking  agencies  and  the  OTS 
to  assign  to  the  50  percent  risk  category 
any  presold  residential  construction 
loan  that  meets  the  following  criteria: 
(1)  "rhe  loan  is  for  the  construction  of  a 
1-  to  4-family  residential  property.  (2) 


Federal  Register  /  Vol.  58,  No.  4  /  Thursday.  January  7,  1993  /  Notices 


3023 


the  bank  has  sufficient  documentation, 
as  may  be  required  by  the  appropriate 
federal  banking  agency,  to  aemonstrate 
the  intent  and  abiUty  of  the  buyer  to 

Eurchase  the  property,  (3)  the  purchaser 
as  provided  to  the  builder  a 
nonrefundable  deposit  in  an  amount 
determined  by  the  appropriate  federal 
banking  agency,  but  not  less  than  one 
percent  of  the  principal  amount  of  the 
mortgage,  and  (4)  the  loan  satisfies 
prudent  imderwriting  standards  as 
established  by  the  appropriate  federal 
banking  agency. 

The  OTS  and  CXX:  have  already 
issued  final  rules  implementing  this 
change.  The  FDIC  is  in  the  process  of 
adopting  a  final  rule.  The  FRB  is 
planning  to  issue  an  interim  rule 
amending  its  risk-based  capital 
guidelines.  There  is  a  difference 
between  the  OTS  and  CXX  rules  and 
those  under  consideration  by  the  FDIC 
and  FRB.  Under  the  OTS  and  OCC  rules, 
a  requirement  is  in  place  that  the 
property  be  presold  before  the 
construction  loan  is  extended  in  order 
for  the  loan  to  qualify  for  the  50  percent 
risk  weight.  The  FDIC  and  FRB 
amendments  would  allow  loans  for  the 
construction  of  such  properties  to 
qualify  for  the  50  percent  risk  weight 
once  the  property  is  presold,  even  if  that 
sale  occurs  after  the  construction  loan 
was  made. 

Qualifying  Multifamily  Mortgage  Loans 

The  three  banking  agencies  place 
multifamily  mortgage  loans  (five  luits 
or  more)  in  the  100  percent  risk  weight 
category.  Historically,  when  compared 
to  loans  secured  by  mortgages  on  1-  to 
4-family  residences,  which  generally  are 
assigned  to  the  50  percent  risk  category, 
the  credit  risk  associated  with  multi- 
family  mortgage  loans,  unless 
conservatively  underwritten  and 
seasoned,  is  more  akin  to  that 
experienced  on  commercial  property 
loans,  which  are  assigned  to  the  100 
percent  risk  category.  The  OTS  allows 
certain  multifamily  mortgage  loans  to 
qualify  for  the  50  percent  risk  category. 
This  would  apply,  for  example,  to  loans 
secured  by  buildings  with  5-36  units, 
provided  these  loans  have  a  maximum 
80  percent  loan-to-value  ratio  and  an  80 
percent  occupancy  rate. 

Pursuant  to  section  618(b}  of  the 
in'CRRIA,  the  three  banking  agencies 
and  the  OTS  were  directed  to  amend 
their  risk-based  capital  guidelines  to 
lower  the  risk  weight  of  certain 
multifamily  housing  loans,  and 
.  securities  backed  by  such  loans,  firom 
100  percent  to  50  percent.  The  section 
specifies  several  criteria  that  a 
multifamily  housing  loan  must  satisfy  in 
order  to  quaUfy  for  a  50  percent  risk 


weight.  These  criteria  are:  (1)  The  loan 
is  secured  by  a  first  lien.  (2)  the  ratio  of 
the  principal  obligation  to  the  appraised 
value  of  the  property,  that  is.  the  loan- 
to-value  ratio,  does  not  exceed  80 
percent  (75  percent  if  the  loan  is  based 
on  a  floating  interest  rate),  (3)  the 
annual  net  operating  income  generated 
by  the  property  (before  debt  service)  is 
not  less  than  120  percent  of  the  annual 
debt  service  on  the  loan  (115  percent  if 
the  loan  is  based  on  a  floating  interest 
rate),  (4)  the  amortization  of  principal 
and  interest  occurs  over  a  period  of  not 
more  than  30  years  and  the  minimum 
maturity  for  repayment  of  principal  is 
not  less  than?  years,  and  (5)  all 
principal  and  interest  payments  have 
been  made  on  time  for  a  period  of  not 
less  than  one  year. 

In  addition,  section  618(b)  also 
provides  that  multifamily  housing  loans 
accorded  a  50  percent  risk  weight  must 
meet  any  underwriting  characteristics 
that  the  appropriate  federal  banking 
agency  may  establish,  consistent  with 
the  purposes  of  the  minimum 
acceptable  capital  requirements  to 
maintain  the  safety  and  soundness  of 
financial  institutions. 

The  agencies  have  proposed  revisions 
to  their  capital  standards  to  meet  the 
requirement  of  section  618(b).  The 
comments  received  in  response  to  these 
proposals  are  currently  imder  review 
and  consideration. 

Nonresidential  Construction  and  Land 
Loans 

The  three  banking  agencies  assign 
loans  for  real  estate  development  and 
construction  purposes  to  the  100 
percent  risk  category.  Reserves  or 
charge-ofi's  are  required,  in  accordance 
with  examiner  judgment,  when 
weaknesses  or  losses  develop  in  such 
loans.  The  banking  agencies  have  no 
requirement  for  an  automatic  charge-off 
when  the  amount  of  a  loan  exceeds  the 
fair  value  of  the  property  pledged  as 
collateral  for  the  loan. 

The  OTS  generally  assigns  these  loans 
to  the  100  percent  risk  category. 
However,  if  the  amount  of  the  loan 
exceeds  80  percent  of  the  fair  value  of 
the  property,  that  excess  portion  must 
be  deducted  from  capital  in  accordance 
with  a  phase-in  arrangement,  which 
ends  on  July  1, 1994. 

Mortgage-Backed  Securities  (MBS) 

The  three  banking  agencies,  in 
general,  place  privately-issued  MBS  in  a 
risk  category  appropriate  to  the 
underlying  assets  but  in  no  case  to  the 
zero  percent  risk  category.  In  the  case  of 
privately-issued  MBSs  where  the  direct 
underlying  assets  are  mortgages,  this 
treatment  generally  results  in  a  risk 


weight  of  50  percent  or  100  percent. 
Privately-issued  MBSs  that  have 
government  agency  or  government- 
sponsored  agency  secvirities  as  their 
direct  underlying  assets  are  generally 
assigned  to  the  20  percent  risk  category. 

The  OTS  assigns  privately-issued  high 
quahty  mortgage-related  securities  to 
the  20  percent  risk  category.  These  are. 
generally,  privately-issued  MBSs  with 
AA  or  better  investment  ratings. 

At  the  same  time,  both  the  banking 
and  thrift  agencies  automatically  assign 
to  the  100  percent  risk  weight  category 
certain  MBSs,  including  interest-only 
strips,  residuals,  and  similar 
instruments  that  can  absorb  more  than 
their  pro  rata  share  of  loss.  The  Federal 
Reserve,  in  conjunction  with  the  other 
banking  agencies  and  the  OTS,  is  in  the 
process  of  developing  more  specific 
guidance  as  to  the  types  of  "high  risk" 
MBSs  that  will  qualify  for  a  100  percent 
risk  weight. 

Intangible  Assets 

The  federal  banking  agencies  do  not 
allow  banks  or  FDIC-supervised  savings 
banks  to  include  goodwill  in  the 
calculation  of  Tier  1  capital  for  either 
risk-based  or  leverage  capital  purposes. 
Bank  holding  companies  may  include 
goodwill  acquired  prior  to  March  12, 
1988  in  Tier  1  for  risk-based  capital 
purposes  (although  not  for  leverage 
capital  purposes),  imtil  the  end  of  the 
1992.  After  1992,  all  goodwill  is  to  be 
deducted  from  bank  holding  company 
capital. 

Pursuant  to  FIRREA,  the  OTS  allows 
"quahfying  supervisory  goodwill"  to  be 
included  as  part  of  core  capital  through 
year-end  1994.  After  this  date,  thrift 
institutions  must  meet  their  minimum 
core  capital  requirement  without 
reliance  on  goodwill. 

Presently,  the  three  banking  agencies 
and  the  OTS  differ  somewhat  with 
regard  to  the  treatment  of  identifiable 
intangible  assets  (that  is,  intangible 
assets  other  than  goodwill)  in  the 
calculation  of  regulatory  capital  ratios. 
The  FDIC  and  OCC  fully  deduct  all 
intangibles  other  than  limited  amoutnts 
of  purchased  mortgage  servicing  rights 
(PMSRs)  from  Tier  1  capital.  The 
Federal  Reserve  does  not  automatically 
deduct  any  identifiable  intangible  assets 
from  Tier  1  capital,  but  determines  the 
appropriateness  of  their  inclusion  in  an 
organization's  capital  position  on  a  case- 
by-case  basis.  The  OTS  deducts  all 
intangibles  other  than  limited  amounts 
of  PMSRs  unless  an  institution  can 
document  that  its  holdings  of  other 
intangibles  meet  certain  criteria,  in 
which  case  certain  limited  amounts  of 
these  qualifying  intangibles  may  be 
included  in  capital. 


3024 


Fedard  Iflgbter  /  Vol.  58.  No.  4  /  Thuraday.  January  7.  1993  /  NotlcM 


All  of  the  tgwcies  hav«  some  maaiu 
of  limiting  the  amount  of  intangibles 
that  inttltiiM'«*  can  include  in  capital 
The  OOC  pennlts  PMSRi  to  account  for 
up  to  25  percent  of  Tier  I  capital,  while 
the  FWC  permits  them  to  account  for  up 

to  50  percent  of  Tier  1.  The  OTS  alto 
permits  PMSRa  to  be  included  up  to  50 
percent  of  Tier  1  capital  and  limits  other 
qualifying  intangibbs  to  25  pwcent  of 
Tier  1  capital  The  Federal  Reserve's 
cunent  rl^-based  capital  guidelines 
indicate  that  identifiable  Intangible 
asseU  in  excess  of  25  percent  of  Tier  1 
capital  are  subiect  to  particularly  close 
scruUny.  The  FWC  and  the  OTS  also 
subject  PMSRs  to  ceitain  valuation  and 
discounting  reqtiirements. 

In  order  to  develop  a  uidfoim  capital 
treatment  for  identifiable  intangible 
assets,  the  agencies  issued  separate 
proposals,  on  a  coordinated  basis,  for 
public  comment  in  1992.  The  Federal 
Reserve's  proposal  stated  that  banking 
organizations  would  be  permitted  to 
include  PMSRs  and  purchase  credit 
card  relaUonships  (PCCRs]  in  capital, 
provided  that,  in  the  aggregate,  the 
amount  included  does  not  exceed  SO 
percent  of  an  organization's  Tier  1 
capital  PCCRs  would  be  subject  to  a 
separate  sublimit  of  25  percent  of  Tier 
1.  Amounts  of  PMSRs  and  PCCRs  in 
excess  of  these  amounts,  as  well  as  all 
other  Identifiable  intangible  assets, 
including  core  deposit  intangibles, 
would  be  deducted  from  Tier  1  for 
purposes  of  calculating  regulatory 
capital  ratios. 

The  proposal  also  addresses  the 
valuation  of  identifiable  intangible 
asseU  IndiKled  in  capital  in  a  manner 
that  is  consistent  with  section  475  of 
FDIOA.  Section  475  requires  the 
agencies  to  determine  the  appropriate 
capital  treatment  to  be  given  to  PMSRs. 
where  ttie  fair  market  value  of  the 
PMSRs  is  calculated  at  least  quarterly 
and  the  amount  of  I^tSRs  included  in 
capital  is  discounted  to  no  more  than  90 
percent  of  fair  market  value.  The 
proposal  also  states  that,  for  purposes  of 
ni<r'il*ring  regulatory  capital  (but  nd 
for  financial  statement  purposes),  the 
amount  of  PMSRs  and  PCCRs  reported 
on  the  balance  abeei  would  be  reduced 
to  the  lesser  ofc 


(i)  90  percent  of  the  fair  market  vahie  of 

the  PMSRs;  or 
(U)  90  percent  of  the  original  purchase 

price  paid  for  the  PMSRs:  or 

(iii)  100  percent  of  the  remaining 
unaniortized  book  value  of  the  PMSRs. 

Similarly,  the  FDIC  and  the  OTS  also 
currently  require  state  nonmember 
banks  and  savings  associations  to 
discount  their  holdings  of  PMSRs. 


The  proposal  also  states  that,  in 
accordance  with  current  FDIC  and  OTS 
rules.  Institutions  wishing  to  include 
PMSRs  and  PCCRs  in  capital  must  carry 
them  at  a  book  value  that  does  not 
exceed  the  discounted  value  of  their 
future  net  servicing  income.  The 
proposal  further  requires  that  the 
discount  rate  used  for  this  purpose  not 
be  less  than  the  original  discount  rats 
derived  at  the  time  of  acquisition,  based 
upon  the  estimated  cash  flows  and  the 
price  paid  for  the  asset  at  the  time  of 
purchase. 

The  Federal  Reserve  and  the  other 
agencies  have  received  public 
comments  on  the  propcial  and  are 
reviewing  these  comments  in 
preparation  for  issuing  their  final  rules. 

Assets  Sold  With  Recourse 

In  general,  recourse  arrangements 
allow  the  purchaser  of  an  asset  to  "put" 
the  asset  back  to  the  originating 
institutiaa  under  certain  circumstances. 
for  example  if  the  asset  ceases  to 
perform  satisfactorily.  This,  in  turn,  can 
expose  the  originating  institution  to  any 
loss  associated  with  the  asset  As  a 
general  rule,  the  three  banking  agoncies 
require  that  sales  of  assets  involving  any 
recourse  be  reported  as  financings  and 
that  the  assets  be  retained  on  the 
balance  sheet  This  effectively  requires 
a  full  leverage  and  risk-based  capital 
charge  whenever  assets  are  sold  with 
recourse,  including  limited  recourse. 
The  Federal  Reserve  generally  applies  a 
capital  charge  to  any  off-balance  sheet 
recourse  arrangement  that  is  the 
equivalent  of  a  guarantee,  regardless  of 
the  nature  of  the  transaction  that  gives 
rise  to  the  recourse  obligation. 

An  exception  to  this  general  rule 
involves  pools  of  1-  to  4-£aniily 
residential  mortgages  and  to  certain 
form  mortgage  loans.  Certain  recourse 
transactions  involving  these  assets  are 
reported  in  the  bank  Call  Report  as 
sales,  thereby  removing  these 
transactions  from  leverage  ratio 
calculations.  These  transactions,  whidi 
are  the  equivalent  of  off-balance  sheet 
guarantees,  involve  the  type  of  credit 
risk  that  is  addressed  by  bank  risk-based 
capital  requirements,  although  some 
questions  in  this  regard  have  been 
raised  because  of  the  treatment  afforded 
these  transactions  for  leverage  purposes. 
The  Federal  Reserve  has  clarified  iU 
risk-based  capital  guidelines  to  ensure 
that  recourse  sales  involving  residential 
mortgagas  are  to  be  taken  into  account 
for  determining  compliance  with  risk- 
based  capital  requirements.  TIm  FDIC  is 
also  in  process  of  clarifying  its 
guidelines.  ^  „ 

In  general,  the  OTS  also  requires  a  full 
capital  charge  against  assets  sold  with 


recourse.  However,  in  the  case  of 
limited  recourse,  the  OTS  limiU  the 
capital  dtarge  to  the  lesser  of  the 
amount  of  recourse  or  the  actual  amount 
of  capital  that  would  otherwise  be 
required  against  that  asset,  that  is.  the 
normal  fuU  capital  charge. 

Some  secuntized  asset  arrangements 
involve  the  issuance  of  senior  and 
subordinated  classes  of  securities 
against  pools  of  assets.  When  a  bank 
originates  such  as  transaction  by  placing 
loazu  that  it  owns  in  a  trust  and 
retaining  any  portion  of  the 
s\^rdinated  securities,  the  banking 
agencies  require  that  capital  be 
malntfdned  sflainst  the  entire  amount  of 
the  asset  pooL  When  a  bank  acquire*  a 
subordinated  security  in  a  pool  of  assets 
that  it  did  not  originate,  the  banking 
agencies  assign  the  investment  in  the 
subordinated  piece  to  the  100  percent 
risk-weight  category.  The  Federal 
Reserve  carefolly  reviews  these 
instruments  to  determine  if  additional 
reserves,  asset  write-downs,  or  capital 
are  necessary  to  protect  the  bank. 

The  OTS  requires  that  capital  be 
maintained  agaiiut  the  entire  amount  of 
the  asset  poolin  both  of  the  situations 
described  in  the  preceding  paragraph. 
Additionally,  the  OTS  applies  a  capital 
charge  to  the  full  amount  of  asseU  being 
serviced  when  the  servicer  is  required  to 
absorb  credit  losses  on  the  assets  being 
serviced.  ,     ,  . 

In  1990.  the  three  banUng  agnuaes 
and  the  OTS.  under  the  FFma  issued 
for  public  comment  a  foct  finding  pa|>er 
pertaining  to  the  wide  range  of  issues 
relating  to  recourse  arrangements.  These 
issues  include  the  definition  of 
"recourse"  and  the  appropriate 
reporting  and  capital  treatments  to  be 
applied  to  recourse  arrangements,  as 
well  as  so-called  recourse  servicing 
arrangements  and  limited  recourse.  The 
objective  of  this  effort  was  to  develop  a 
comprehensive  and  uniform  approach 
to  recourse  arrangaments  for  capital 
adeouacy.  reporting,  and  other 
regulatory  purposes.  The  comments 
received  were  very  extensive  and 
generally  illustrated  the  extreme 
complexity  of  the  sub)ect  In  view  of  the 
project's  significance  and  complexity, 
the  FFIEC  in  December  1990  decided  to 
narrow  the  scope  of  the  initial  phase  of 
the  recourse  project  to  credit-related 
risks,  including  the  appropriate 
treatment  of  credit-related  recourse 
arrangements  that  involve  limited 
recourse  or  that  support  a  third  party's 

A  recourse  woridng  group,  composed 
of  representatives  frwn  the  member 
agencies  of  the  FFIEC  presented  a 
report  and  recommendations  to  the 
FFIEC  in  August  1992  and  were  directed 
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to  carry  out  a  study  of  the  impact  of 
their  recommendatians  on  depository 
institutions,  financial  markets,  and 
other  affected  parties.  Plans  to  carrv-out 
this  study  are  being  developed  by  the 
interagency  woridng  group. 

Agricultural  Loan  Loss  Amortization 

la  the  computation  of  regulatory 
capital,  those  banks  accepted  into  the 
agricultural  loan  loss  amortization 
program  pursuant  to  Title  Vm  of  the 
Competitive  Equality  Banking  Act  of 
1987  are  permitted  to  defer  and 
amortize  losses  incurred  on  agricultural 
loans  between  Janiiary  1, 1984  and 
December  31, 1991  The  program  also 
applies  to  losses  incurred  between 
January  1, 1983  and  December  31, 1991, 
as  a  result  of  reappraisals  and  sales  of 
agricultural  Other  Real  Estate  Owned 
(OREO)  and  agricultural  personal 
property.  These  losses  must  be  fully 
amortized  over  a  period  not  to  exceed 
seven  years  and,  hi  any  case,  must  be 
fully  amortized  by  year-end  1998. 
Thrifts  are  not  eligible  to  participate  in 
the  agricultural  loan  loss  amortization 
program  established  by  this  statute. 

'  Tnatment  of  Junior  Liens  onl-to  4- 
Family  Properties 

In  some  cases,  a  banking  organization 
may  make  two  loans  on  a  single 
residential  property,  one  loan  secived 
by  a  first  lien,  the  other  by  a  second 
hen.  In  such  a  situation,  the  Federal 
Reserve  views  these  two  transactions  as 
a  single  loan,  provided  there  are  no 
intervening  liens.  This  could  resiilt  in 
assigning  the  total  amoimt  of  these 
transactions  to  the  100  percent  risk 
weight  category,  if,  in  the  aggregate,  the 
two  loans  exceieded  a  prudent  loan-to- 
value  ratio  and,  therefore,  did  not 
qualify  for  the  50  percent  risk  weight. 
This  approach  is  intended  to  avoid 
possible  circumvention  of  the  capital 
requirements  and  capture  the  risks 
associated  with  the  combined 
transactions. 

The  FDIC.  OCC.  and  the  OTS 
generally  assign  the  loan  seciu«d  by  the 
first  lien  to  the  50  percent  risk-weight 
category  and  the  loan  secured  by  the 
second  lien  to  the  100  percent  risk- 
weight  category. 

Pledged  Deposits  and  Nonwithdrawable 
Accounts 

The  capital  guidelines  of  OTS  permit 
thrift  institutions  to  include  in  capital 
certain  pledged  deposits  and 
nonwithdrawable  accoimts  that  meet 
the  criteria  of  the  OTS.  Income  Capital 
Certificates  and  Mutual  Capital 
Certificates  held  by  the  OTS  may  also  be 
included  in  capital  by  thrift  institutions. 
These  instruments  are  not  relevant  to 


commercial  banks,  and,  therefore,  they 
are  not  addressed  in  the  three  banking 
agencies'  capital  guidelines. 

Mutual  Funds 

The  three  banking  agencies  assign  all 
of  a  bank's  holdings  in  a  mutual  fimd 
to  the  risk  category  appropriate  to  the 
highest  risk  asset  that  a  particular 
mutual  fund  is  permitted  to  hold  under 
its  operating  rules.  The  piirpose  of  this 
is  to  take  into  accoimt  the  maximum 
degree  of  risk  to  whidi  a  bank  may  be 
exposed  when  investing  in  a  mutual 
fund  in  view  of  the  fact  that  the  future 
composition  and  risk  characteristics  of 
the  fund's  holdings  cannot  be  known  in 
advance. 

The  OTS  applies  a  capital  charge 
appropriate  to  the  riskiest  asset  that  a 
mutual  fund  is  actually  holding  at  a 
particular  time.  In  adchtion,  the  OTS 
guidelines  also  permit,  on  a  case-by-case 
basis,  investments  in  mutual  funds  to  be 
allocated  on  a  pro  rata  basis  in  a  manner 
consistent  with  the  actual  composition 
of  the  mutual  fund. 

Section  Two 

DifEsrences  in  Accounting  Standards 
Among  Federal  Banking  and  Thrift 
Supervisory  Agencies 

Under  the  auspices  of  the  FFIEC,  the 
three  banking  agencies  have  developed 
uniform  reporting  standards  for 
commercial  banks  which  are  used  in  the 
preparation  of  the  Call  Report  The  FDIC 
has  also  appUed  these  uniform  Call 
Report  standards  to  savings  banks  xmder 
its  supervision.  The  income  statement 
and  balance  sheet  accoimts  presented  in 
the  Call  Report  are  used  by  the  bank 
supervisory  agencies  for  determining 
the  capital  adequacy  of  banks  and  for 
other  regulatory,  supervisory, 
siuveillance,  analytical,  and  general 
statistical  purposes.  The  repenting 
standards  set  forth  in  the  Call  Report  are 
based  almost  entirely  on  GAAP  for 
banks,  and,  as  a  matter  of  poUcy,  deviate 
from  GAAP  only  in  those  instances 
where  statutory  requirements  or 
overriding  supervisory  concerns  warrant 
a  departure  from  GAAP.  Thus,  in  so  far 
as  the  federal  bank  supervisory  agencies 
are  concerned,  material  difiierences  in 
accotmting  standards  for  regulatory 
purposes  do  not  exist. 

Tne  OTS  has  developed  and 
maintains  a  separate  reporting  system 
for  the  thrift  iiistitutions  under  its 
supervision.  The  TFR.  is  based  on 
GAAP  as  appUed  by  thrifts,  which 
difiiars  in  some  respects  from  GAAP  for 
banks.  The  following  discussion 
addresses  the  differences  in  reporting 
standards  among  the  federal  banking 
agencies  and  the  OTS. 


Futures  and  Forward  Contracts 

The  banking  agencies,  as  a  general 
rule,  do  not  permit  the  deferral  of  losses 
by  banks  on  futures  and  forwards 
whether  or  not  they  are  used  for  hedging 
purposes.  All  changes  in  market  value 
of  futures  and  forward  contracts  are 
reported  in  current  period  income.  The 
banking  agensies  adopted  this  reporting 
standard  as  a  supervisory  policy  prior  to 
the  adoption  of  FASH  Statement  No.  80, 
which  allows  hedge  or  loss  deferral 
acdoimting,  under  certain 
circumstances.  Contrary  to  this  general 
rule,  hedge  accoimting  in  accordance 
with  FASB  Statement  No.  80  is 
permitted  by  the  three  banking  agencies 
only  for  futures  and  forward  contracts 
used  in  mortgage  banking  operations. 

The  OTS  practice  is  to  follow  FASB 
Statement  No.  80  for  futures  contracts. 
In  accordance  with  this  statement,  when 
hedging  criteria  are  satisfied,  the 
accoimting  for  the  futures  contract  is 
related  to  the  accounting  for  the  hedged 
item.  Changes  in  the  market  value  of  the 
futures  contract  are  recognized  in 
income  when  the  effects  of  related 
changes  in  the  price  or  interest  rate  of 
the  hedged  item  are  recognized.  Such 
reporting  can  resuh  in  deferred  losses 
which  would  be  reflected  as  assets  on 
the  thrift's  balance  sheet  in  accordance 
with  GAAP. 

Excess  Servicing  Fees 

As  a  general  rule,  the  three  banking 
agencies  do  not  follow  GAAP  for  excess 
servicing  fees,  but  require  a  more 
conservative  treatment.  Excess  servicing 
results  when  loans  are  sold  with 
servicing  retained  and  the  stated 
servicing  fee  rate  is  greater  than  the 
normal  servicing  fee  rate.  With  the 
exception  of  sales  of  pools  of  residential 
mortgages  for  which  the  banking 
agendes'  approach  is  consistent  with 
FASB  Statement  No.  65,  excess 
servicing  fee  income  in  banks  must  be 
reported  as  realized  over  the  Ufa  of  the 
transferred  asset,  not  recognized  up 
front  as  required  by  FASB  Statement 
No.  65. 

The  OTS  allows  the  present  value  of 
the  future  excess  servicing  fee  to  be 
treated  as  an  adjustment  to  the  sales 

f)rice  for  purposes  of  recognizing  gain  or 
OSS  on  the  sale.  This  approach  is 
consistent  with  FASB  Statement  No.  65. 

In-substance  Defeasance  of  Debt 

The  banking  agendes  do  not  permit 
banks  to  report  defeasance  of  their  debt 
obligations  in  accordance  with  FASB 
Statement  No.  76.  Defeasance  involves  a 
debtor  irrevocably  pladng  risk-fi«e 
monetary  assets  in  a  trust  solely  for 
satisfying  the  debt  Under  FASB 


3026 


Fadwal  Regiater  /  Vol.  58.  No.  4  /  Thuraday.  January  7.  1993  /  Notices 


Statement  No.  76,  the  assets  in  the  trust 
and  the  defeased  debt  are  removed  from 
the  balance  sheet  and  a  gain  or  loss  for 
the  current  period  can  bw  recognized. 
Commercial  banks  are  not  permitted  to 
defease  their  debt  obligations  for 
reporting  or  supervisory  purposes. 
Thus,  banks  may  not  remove  assets  or 
Utilities  from  their  balance  sheets  or 
recognize  resulting  gains  or  losses.  The 
banking  agencies  have  not  adopted 
FASB  Statement  No.  76  because  of 
uncertainty  regarding  the  irrevocable 
trusts  established  for  defeasance 
purposes.  Furthermore,  defeasance 
would  not  relieve  the  bank  of  its 
contractual  obligation  to  pay  depositors 
or  other  creditors. 

OTS  practice  is  to  follow  FASB 
Statement  No.  76. 

Sales  of  Assets  With  Recourse 

In  accordance  with  FASB  Statement 
No.  77,  a  transfer  of  receivables  with 
recourse  is  recognized  as  a  sale  if:  (1) 
The  transferor  surrenders  control  of  the 
future  economic  beneRts.  (2)  the 
transferor's  obligation  under  the 
recourse  provisions  can  be  reasonably 
estimated,  and  (3)  the  transferee  cannot 
require  repurchase  of  the  receivables 
except  pursuant  to  the  recourse 
provisions. 

The  practice  of  the  three  banking 
agencies  is  generally  to  permit 
commercial  banks  to  report  transfers  of 
receivables  with  recourse  as  sales  only 
when  the  transferring  institution  (1) 
retains  no  risk  of  loss  frt)m  the  assets 
transferred  and  (2)  has  no  obligation  for 
the  payment  of  principal  or  interest  on 
the  assets  transferred.  As  a  result, 
virtually  no  transfers  of  assets  with 
recourse  can  be  reported  as  true  sales. 
However,  this  rale  does  not  apply  to  the 
transfer  of  1-  to  4-family  or  agricultural 
mortgage  loans  under  certain 
government-sponsored  programs 
(including  the  Federal  National 
Mortgage  Association  and  the  Federal 
Home  Loan  Mortgage  Corporation). 
Transfers  of  mortgages  under  these 
programs  are  generally  treated  as  sales 
for  Call  Report  purposes. 

Furthermore,  private  transfere  of 
mortgages  are  also  reported  as  sales  if    -. 
the  transferring  institution  retains  only 
an  insignificant  risk  of  loss  on  the  assets 
transferred.  However,  the  seller's 
obligation  under  recourse  provisions 
related  to  sales  of  mortgage  loans  under 
the  government  programs  is  viewed  as 
an  off-balance  sheet  exposure.  Thus,  for 
risk-based  capital  purposes,  capital  is 
generally  expected  to  oe  held  for 
recourse  obligations  associated  with 
such  transactions. 

The  OTS  policy  is  to  follow  FASB 
Statement  No.  77.  However,  in  the 


calculation  of  risk-based  capital  under 
the  OTS  guideline*,  off-balance  sheet 
recourse  obligations  generally  are 
converted  at  100  percent.  This 
effectively  negates  the  sale  treatment 
recognized  on  a  GAAP  basis  for  risk- 
based  capital  purposes,  but  not  for 
leverage  capital  purposes.  Thus,  by 
making  this  adjustment  in  the  risk-based 
capital  calculation,  the  differences 
between  the  OTS  and  the  banking 
agencies  for  capital  adequacy 
measurement  purposes,  are 
substantially  reduced. 

During  the  past  year,  the  three 
banking  agencies  and  the  OHTS  have 
continued  to  discuss  the  possibility  of 
conforming  the  reporting  practices  of 
the  banking  agencies  and  the  OTS  in 
this  area. 

Specific  Valuation  Allowances  for  and 
Charge-off s  of  Troubled  Loans 

Currently,  the  OTS  uses  net  realizable 
value  (NRV)  to  determine  the  level  of 
specific  valuation  allowances  or  diarg9- 
offs  for  troubled,  collateral-dependent 
loans.  Existing  OTS  policy  requiring  the 
use  of  NRV  may  be  mora  or  less 
stringent  than  that  required  by  the 
banking  agencies.  The  OTS  has 
proposed  a  new  poUcy  for  the 
classification  and  valuation  of  troubled 
collateral-dependent  real  estate  loans 
that  relies  on  the  use  of  fair  value  rather 
than  NRV  of  the  collateral. 

Push-Down  Accounting 

When  a  depository  institution  is 
acquired  by  a  holding  company  in  a 
purchase  transaction,  the  holding 
company  is  required  to  revalue  all  of  the 
assets  and  liabilities  of  the  depository 
institution  at  fair  value  at  the  time  of 
acquisition.  When  push-down 
accounting  is  applied,  the  same 
revaluation  made  by  the  parent  holding 
company  is  made  at  the  depository 
institution  level. 

The  three  banking  agencies  require 

f)ush-down  accounting  when  there  is  at 
east  a  95  percent  change  in  ownership. 
.  This  approach  is  generally  consistent 

with  interpretation  of  the  Securities  and 
; '  Exchange  Commission. 

The  OTS  requires  push-down 
accounting  when  there  is  at  least  a  90 
percent  change  in  ownership. 

Negative  Goodwill 

The  three  banking  agencies  require 
that  negative  goodwill  be  reported  as  a 
liability,  and  not  be  netted  against 
goodwill  assets.  Such  a  policy  ensiires 
that  all  goodwill  assets  are  deducted  in 
regulatory  capital  calculations, 
consistent  with  the  Basle  Accord. 


The  OTS  permits  negative  goodwill  to 
offiset  good«vill  assets  reported  in  the 
finantial  statements. 

Other  Real  Estate  Owned— Other  Than 
Primary  Residences 

The  three  banking  agencies  require 
that  receivables  resulting  from  sales  of 
OREO  that  cannot  be  accounted  for 
under  the  full  accrual  method  be 
reported  as  OREO  when  the  buyer's 
initial  investment  is  less  than  10 
percent. 

The  OTS  follows  GAAP  which  does 
not  provide  explicit  guidance  on  this 
issue.  Thus,  GAAP  may  pennit  the 
receivable  to  be  reported  as  a  loan  when 
the  buyer's  initial  investment  is  less 
than  10  percent. 

Boaid  of  GovemoTS  of  the  Federal  Reserve 
System.  December  31, 1992. 

William  W.Wiks. 

Secretary  of  the  Board. 

IFR  Doc  93-273  Filed  1-&-93;  8:45  am] 
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GENERAL  SERVICES 
ADMINISTRATION 

[QSA  BulMin  FPMR  D-2321 
Public  BuUdingt  and  Spaca 

December  11, 1992. 

To:  Heads  of  Federal  agencies. 

Subject:  Limitation  on  expenditures 
for  Presidential  appointees'  offices. 

1.  Purpose.  This  ouUetin  cancels  GSA 
Bulletin  FPMR  D-222  and  informs 
agencies  and  departments  of  new 
guidelines  limiting  the  obligation  and 
expenditure  of  monies  used  for  offices 
of  Presidential  appointees  to  the  Federal 
Government. 

2.  Expiration  date.  This  bulletin 
contains  information  of  a  continuing 
nature  and  will  remain  in  effect  imtH 

3.  Background.  GSA  Bulletin  FPMR- 
222,  February  16, 1990,  informed 
agencies  that  the  Joint  Resolutions 
making  continuing  appropriations  each 
year  prohibited  agencies  and 
departments  from  spending  or 
obligating  more  than  $5,000  to  furnish 
or  redecorate,  or  to  purchase  furniture 
or  make  improvements  for  Presidential 
appointees'  offices.  This  limitation 
applied  during  the  appointee's  term  of 
office.  Advance  notification  and  express 
approval  by  the  House  and  Senate 
Committees  oo  Appropriations  were 
required  where  the  expenditures 
exceeded  the  $5,000  limitation.  The 
Treasury,  Postal  Service,  and  General 
Government  Appropriations  Act.  1993, 
Pub.  L.  No.  102-393,  Sec  618, 106  Stot 
1729  (1992)  amended  the  previous 
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language  by  defining  "office"  as  "the 
entire  suite  of  offices  assigned  to  the 
individual,  as  well  as  any  "other  ^[Mce 
used  primarily  by  the  individual  or  the 
use  of  which  is  directly  controlled  by 
thn  individual." 

4.  Summary.  In  accordance  vrith  the 
language  of  the  Treasury,  Postal  Service, 
and  Gmeral  Government 
Appropriations  Act.  1992.  Pub.  L.  No. 
102-393,  Sec.  618, 106  Stat.  1729 
(1992),  agencies  and  departments  oMy 
not  obligate  or  expend  ha  excess  of 
$S,000  to  furnish  or  redeowate.  or  to 
purchase  furniture  or  make 
improvements  for  Presidoitial 
appointees'  offices.  This  limitation 
applies  during  the  appointee's  twm  of 
office.  Advance  notificaftion  and  express 
approval  by  the  House  and  Senate 
Committees  on  Appropriations  are 
required  where  the  expenditures  exceed 
the  $5,000  limitaticm. 

For  the  purposes  of  this  section  the 
word  "office"  shall  include  the  entire 
suite  of  offices  assigned  to  the 
individual,  as  well  as  any  other  space 
used  primarily  by  the  individual  or  the 
use  of  which  is  directly  controlled  by 
the  individual. 
EariE.IoiiM. 

Commissioner,  Faderal  Property,  Asset 
Management  Service. 
|FR  Doc  93-257  Piled  1-6-93;  8:45  ami 
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DEPARTMEHT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[DoclwtNo.92F-<»82) 

HoactMt  Aktiangaaattschafi';  FHIng  of 
Food  Additlva  PatMon 

A6ENCY:  Food  and  Drug  Administration, 

HHS. 

ACTKM:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  arnioundng 
that  Hoechst  Aktiengesellschafl  has 
filed  a  petition  proposing  that  the  food 
additive  regulations  be  amended  to 
provide  for  the  safe  use  of  polybydric 
alcohol  esters  and  calcium  salts  of 
oxidatively  refined  (Gersthofen  process) 
montan  wax  adds  as  lubricants  for  all 
polymers  intended  for  use  in  contact 
with  food. 

FOR  FURTHER  INFORMATHM  CONTACT:  Vir 
D.  Anand,  Center  for  Food  Safiaty  uid 
Applied  Nutrition  (HFF-33S),  Food  and 
Drug  Administration,  200  C  St  SW.. 
Washii^on.  DC  20204.  202-254-^500. 
8UPPLEMBITARV  MFORMATION:  Under  the 
Federal  Food.  Drug,  and  Cosmetic  Act 


(sec  409(b)(5)  (21  U.S.C.  348(b)(5))). 
notice  is  given  that  a  petition  (FAP 
2B4344)  has  be«i  filed  by  Hoechst 
Aktiengesellschalt.  do  1001  G  St.  NW.. 
Washington.  DC  20001.  The  petiticm 
proposes  to  amend  the  food  additive 
regulations  in  §  178.3770  Polyhydric 
alcohol  esters  of  oxidatively  refined 
(Gersthofen  process)  montan  wax  acids 
(21 CFR  178.3770)  to  provide  for  the 
safe  use  of  polyhydric  alcohol  esters  and 
calcium  salts  of  oxidatively  refined 
(Gersthofen  process)  montan  wax  adds 
as  lubricants  for  all  polymers  intended 
for  use  in  contact  with  food. 

The  potential  environmental  impact 
of  this  action  is  being  reviewed.  If  the 
agency  finds  that  an  environmental 
impact  statem«it  is  not  required  and 
this  petition  results  in  a  regulation,  the 
notice  of  availability  of  the  agency's 
finding  of  no  significant  impact  and  the 
evidence  supp(»ting  that  finding  will  be 
published  with  the  regulation  in  the 
Federal  Register  in  accordance  with  21 
CFR  25.40(c). 

Dated:  December  15, 1992. 
Fred  R.  Shank. 

Director,  Ceitterfor  Pood  Safety  and  Applied 
Nutrition. 

(PR  Doc  93-243  Filed  l-fr-93;  8:45  am) 
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[Docket  No.  92F-0432] 

Victorian  Chamical  Co..  Pty.  Ltd.;  Filing 
of  Food  Additive  Petition 

AGENCY:  Food  and  Dru:g  Administration, 

HHS. 

ACTION:  Notice. ^ 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  Victorian  Chemical  Co.,  Pty.  Ltd., 
has  filed  a  petition  proposing  that  the 
food  additive  regulations  be  amended  to 
provide  for  the  safe  use  of:  ethyl  esters 
of  fatty  acids  in  aqueous  emulsions  for 
dehydrating  com,  cereal  grains,  and 
beans  and  sulfated  butyl  oleate  and 
sulfated  ethyl  oleate  alone  or  in 
combination  for  dehydrating  grapes  to 
raisins,  cereal  grains,  and  beans. 
FOR  FURTHER  INFORMATION  CONTACT: 
Gerald  J.  Buonopane,  Center  for  Food 
Safety  and  AppUed  Nutrition  (HFS- 
217).  Food  and  Dnig  Administration, 
200  C  St.  SW.,  Washingtcm.  DC  20204, 
202-254-9519. 

SUPPLEMENTARY  INFORMATION:  Under  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(sec  409(b)(5)  (21  U.S.C  348(b)(5))). 
notice  is  given  that  a  petition  (FAP 
2A4340)  has  been  filed  by  Victorian 
Chemical  Co..  Pty.  Ltd.,  P.O.  Box  71. 
Richmond,  Victoria  3121,  Australia.  The 
petition  proposes  to  amend  the  food 


additive  regulations  in  §  172.225  Methyl 
and  ethyl  esters  of  fatty  acids  produced 
from  edible  fats  and  oils  (21  CFR 
172.225)  (57  FR  12709.  April  13. 1992) 
and  $  172.270  Sulfated  butyl  oleate  (21 
CFR  172.270)  (57  FR  12709.  April  13, 
1992)  to  provide  for  the  safe  use  of:  (1) 
ethyl  esters  of  fetty  adds  in  aqueous 
emulsions  for  dehydrating  com.  cereal 
grains,  and  beans  and  (2)  sulfated  butyl 
oleate  and  sulfated  ethyl  oleate  alone  or 
in  combinaticw  in  aqueous  emulsions 
for  dehydrating  ^pes  to  raisins,  cereal 
grains,  andbeans. 

The  potential  environmental  impact 
of  this  action  is  being  reviewed.  If  the 
agency  finds  that  an  environmental 
impact  statement  is  not  required  and 
this  petition  results  in  a  regulation,  the 
notice  of  availabiUty  of  the  agency's 
finding  of  no  significant  impact  and  the 
evidence  supporting  that  finding  will  be 
published  with  the  regulation  in  the 
Federal  Register  in  accordance  with  21 
CFR  25.40(c). 

Dated:  December  1 5 .  1992. 
Fred  R.  Shank. 

Director  Center  for  Pood  Safety  and  Applied 
Nutrition. 

(PR  Doc.  93-241  Piled  1-6-93;  8:45  ami 
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[DockMNo.a2N-0499] 

Lyphomad,  Diviaion  of  Fuiiaawa  USA, 
Inc.;  Withdrawal  of  Approval  of  10 
Abbreviated  New  Drug  Applicationa 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Notice. 

SUMMARY:  The  Food  and  Ehvg 
Administration  (FDA)  is  withdrawing 
approval  of  10  abbreviated  new  drug 
applications  (ANDA's)  held  by 
Lyphomed,  Division  of  Fujisawa  USA, 
Inc..  2045  North  Cornell  Ave..  Melrose 
Park.  IL  60160-1002  (Lyphomed).  FDA 
is  withdrawing  approval  of  these 
applications  because  of  questions  raised 
about  the  reliability  of  the  data  and 
infomiation  submitted  to  FDA  in 
support  of  the  apphcations.  Lyphomed 
has  waived  its  opportunity  for  hearing. 
EFFECTIVE  DATE:  January  7. 1993. 
FOR  FURTHER  MFORMATION  CONTACT:  Jean 
M.  Olson.  Center  for  Dmg  Evaluation 
and  Research  (HFD-366).  Food  and 
Drug  Administration.  7500  Standish  Pi.. 
Rockville.  MD  20855,  301-295-8041. 
SUPPLEMENTARY  INFORMATION:  Recently, 
FDA  became  aware  of  discrepandes 
concerning  the  data  used  to  support 
approval  of  the  following  ANDA's  held 
by  Lyphomed: 

ANDA  70-751.  Nalbuphine 
Hydrochloride  Injection.  10  miUigrams 
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per  milliliter  (ing)/(mL)  •  2  and  10  mL 
vials; 

ANDA  70-752.  Nalbuphine 
Hydrochloride  Injection.  20  mg/mL  -  2 
and  10  mL  vials; 

ANDA  70-062.  Dacaibazine  for 
Infection,  100  mjg/vial; 

ANDA  70-990,  Dacaibazine  for 
Injection,  200  mg/vial; 

ANDA  70-992,  Droperidol  Injection, 
2.5  mg/mL  •  2  and  5  edL  vials;  . 

ANDA  70-993.  Droperidol  Injection, 
2.5  mg/mL  •  10  mL  vials; 

ANDA  71-187,  Haloperidol  Injection, 
5  mg/mL  -  2  and  10  mL  vials; 

ANDA  71-188.  Ritodrine 
Hydrochloride  Injection.  10  mg/mL  •  5 
mLvial; 

ANDA  71-189.  Ritodrine 
Hydrochloride  Injection.  15  mg/mL  - 10 
mL  vial;  and 

ANDA  88-754.  Mannitol  Injection. 
25%  -  50  mL  vial. 

Lyphomed  has  identified 
discrepancies  in  data  submitted  to 
obtain  approval  of  the  appUcations 
listed  above  which  have  raised 

Questions  about  the  reliability  of  the 
ata.  Subsequently,  in  letters  dated  June 

1. 1992.  and  September  15, 1992, 
Lyphomed  requested  withdrawal  of 
these  ANDA's.  Therefore,  under  section 
505(e)  of  the  Federal  Food,  Drug,  and 
CosmeUc  Act  (21  U.S.Q  355(e)),  and 
under  authority  delegated  to  the 
Director,  Center  for  Drug  Evaluation  and 
Research  (21  CFR  5.82),  approval  of  the 
ANDA's  listed  above,  and  all 
amendments  and  supplements  thereto, 
is  hereby  withdrawn,  effective  January 

7. 1993.  Distribution  of  drug  products  in 
interstate  commerce  without  an 
approved  application  is  unlawful. 

Dated:  December  IS.  1991. 
CariCPeck. 


Director.  Center  for  Drug  Evaluation  and 

Research. 

IFR  Doc  93-242  Filed  1-6-93;  8:45  am] 
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Health  Care  Hnendng  Administration 
[OIS-019-N] 

MecNcers  and  Me<fic«ld  Programs; 
Quarterly  Listing  of  Program 
Issuances  end  Coverege  Decisions 

AGENCY:  Health  Care  Financing 
Administration  (HGFA),  HHS. 
ACTION:  General  notice. 

SUMMARY:  This  notice  Usts  HCFA 
manual  instructions,  substantive  and 
interpretive  regulations  and  other 
Federal  Register  notices,  and  statements 
of  poUcy  that  were  published  during 
July,  August,  and  September  of  1992 


that  relate  to  the  Medicare  and  Medicaid 
programs.  Section  1871(c)  of  the  Sodal 
Security  Act  requires  that  we  publish  a 
Ust  of  Medicare  issuances  in  the  Federal 

Xer  at  least  every  3  months. 
jLgh  we  are  not  mandated  to  do  so 
by  statute,  for  the  sake  of  completeness 
of  the  Usting,  we  are  including  all 
Medicaid  issuances  and  Medicare  and 
Medicaid  substantive  and  interpretive 
regulations  (proposed  and  final) 
pubUshed  during  this  timeframe. 

We  also  are  providing  the  content  of 
revisions  to  the  Medicare  Coverage 
Issues  Manual  published  between  July  1 
and  September  30, 1992.  On  August  21, 
1989  (54  FR  34555),  we  pubUshed  the 
contents  of  the  Manual  and  indicated 
that  we  will  pubUsh  quarterly  any 
updates.  Adding  the  Medicare  Coverage 
Issues  Manual  changes  to  this  Usting 
allows  us  to  fulfill  this  reouirement  in 
a  manner  that  faciUtates  identification 
of  coverage  and  other  changes  in  our 
manuals. 

FOR  FURTHER  eiFORMATKM  CONTACT: 

Margaret  Cotton.  (410)  966-5260  (For 

Medicare  Instruction  Information) 
Sam  Delia Vecchia.  (410)  966-5395  (For 

Medicare  Coverage  Information) 
Dusty  Kowalewski.  (410) .965-3377  (For 

Medicaid  Instruction  Information) 
Margaret  Teeters.  (410)  966-4678  (For 

All  Other  Information) 

SUPPLEMENTARY  MFORMATION: 
L  Program  Issuances 

The  Health  Care  Financing 
Administration  (HCFA)  is  responsible 
for  administering  the  Medicare  and 
Medicaid  programs,  which  pay  for 
health  care  and  related  services  for  35 
million  Medicare  beneficiaries  and  31 
milUon  Medicaid  recipients. 
Administration  of  these  programs 
involves  (1)  providing  information  to 
Medicare  beneficiaries  and  Medicaid 
recipients,  health  care  providers,  and 
the  pubUc;  and  (2)  effective 
communications  with  regional  offices. 
State  governments.  State  Medicaid 
Agencies.  State  Sxirvey  Agencies, 
various  providers  of  health  care,  fiscal 
intermediaries,  and  carriers  who  process 
claims  and  pay  bills,  and  others.  To 
implement  the  various  statutes  on 
which  the  programs  are  based,  we  issue 
regulations  under  authority  granted  the 
secretary  under  sections  1102, 1871,  and 
1902  and  related  provisions  of  the 
Social  Security  Act  (the  Act)  and  also 
'    issue  various  manuals,  memoranda,  and 
statements  necessary  to  administer  the 
programs  efficiently. 

Section  1871(c)(1)  of  the  Act  requires 
that  we  pubUsh  in  the  Federal  Register 
at  least  every  3  months  a  Ust  of  all 
Medicare  manual  instructions. 


interpretive  rules,  statements  of  poUcy. 
and  guidelines  of  general  appUcabiUty 
not  issued  as  regulations.  We  pubUshed 
our  fint  notice  June  9, 1988  (53  FR 
21730).  Although  we  are  not  mandated 
to  do  so  by  statute,  for  the  sake  of 
completeness  of  the  Usting  of 
operational  and  poUcy  statements,  we 
are  continuing  our  practice  of  including 
Medicare  substantive  and  interpretive 
regulations  (proposed  and  final) 
pubUshed  during  this  timeframe.  Since 
the  pubUcation  of  our  quarterly  listing 
on  June  12, 1992  (57  FR  24797),  we 
decided  to  add  Medicaid  issuances  to 
oiu"  quarterly  Ustings.  Accordingly,  we 
are  listing  in  this  notice.  Medicaid 
issuances  and  Medicaid  substantive  and 
interpretive  regulations  pubUshed  from 
July  1  through  September  30. 1992. 

n.  Medicare  Coverage  Issues 

We  receive  numerous  inquiries  from 
the  general  pubUc  about  whether 
specific  items  or  services  are  covered 
imder  Medicare.  Providers,  carrien.  and 
intermediaries  have  copies  of  the 
Medicare  Coverage  Issues  Manual, 
which  identifies  those  medical  items, 
services,  technologies,  or  treatment 
procedures  that  can  be  paid  for  under 
Medicare.  On  August  21, 1989,  we 
pubUshed  a  notice  in  the  Federal 
Register  (54  FR  34555)  that  contained 
all  the  Medicare  coverage  decisions 
issued  in  that  manual. 

Jn  that  notice,  we  indicated  that 
revisions  to  the  Coverage  Issues  Manxial 
will  be  pubUshed  at  least  Quarterly  in 
the  Federal  Register.  We  also  sometimes 
issue  proposed  or  final  national 
coverage  decision  changes  in  separate 
Federal  Register  notices.  Table  IV  of 
this  notice  contains  the  text  of  the 
revisions  to  the  Coverage  Issues  Manual 
published  between  July  1  and 
September  30, 1992.  Readere  should 
find  this  an  easy  way  to  identify  both 
issuance  changes  to  all  our  manuals  and 
the  text  of  changes  to  the  Coverage 
Issues  Manual. 

Revisions  to  the  Coverage  Issues 
Manual  are  not  pubUshed  on  a  regular 
basis  but  on  an  as  needed  basis.  We 
pubUsh  revisions  as  a  result  of 
technological  changes,  medical  practice 
changes,  responses  to  inquiries  we 
receive  seeking  clarifications,  or  the 
resolution  of  coverage  issues  under 
Medicare.  If  no  Coverage  Issues  Manual 
revisions  were  published  during  a 
particular  quarter,  our  Usting  will  reflect 
that  feet 

Not  all  revisions  to  the  Coverage 
Issues  Manual  contain  major  changes. 
As  with  any  instruction,  sometimes 
minor  clarifications  or  revisions  are 
made  within  the  text.  We  have  reprinted 
manual  revisions  as  transmitted  to 
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manual  holders.  The  new  text  is  shovm 
in  italics.  We  will  not  reprint  the  table 
of  contents,  since  the  table  of  contents 
serves  primarily  as  a  finding  aid  for  the 
user  of  the  manual  and  does  not  identify 
items  as  covered  or  not. 

We  issued  updates  that  included  the 
text  of  changes  to  the  Coverage  Issues 
Manual  in  the  following  issues  of  the 
Federal  Register 

•  March  20. 1990  (55  FR  10290). 

•  February  6. 1991  (56  FR  4830). 

•  July  5.  1991  (56  FR  30752). 

•  November  22. 1991  (56  FR  58913). 

•  January  22. 1992  (57  FR  2558). 

•  March  16. 1992  (57  FR  9127). 

•  Juno  12. 1992  (57  FR  24797). 

•  October  16. 1992  (57  FR  47468). 
The  issuance  updates  found  in  Table 

IV  of  this  notice,  when  added  to 
material  from  the  manual  published  on 
Augiist  21, 1989,  and  the  updates  listed 
above  constitute  a  complete  manual  as 
of  September  30, 1992.  Parties 
interested  in  obtaining  a  copy  of  the 
manual  and  revisions  shomd  follow  the 
instructions  in  section  IV  of  this  notice. 

m.  How  To  Use  the  Listing 

This  notice  is  organized  so  that  a 
reader  may  review  the  subjects  of  all 
manual  issuances,  memoranda, 
substantive  and  interpretive  regulations, 
or  coverage  decisions  published  during 
this  timeframe  to  determine  whether 
any  are  of  particular  interest.  We  expect 
it  to  be  used  in  concert  with  previously 
published  notices.  Most  notably,  those 
unfamiliar  with  a  description  of  our 
Medicare  manuals  may  wish  to  review 
Table  I  of  our  first  three  notices  (53  FR 
21730,  53  FR  36891.  and  53  FR  50577); 
those  desiring  information  on  the 
Medicare  Coverage  Issues  Manual  may 
wrish  to  review  the  August  21, 1989 
publication;  and  those  seeking 
information  on  the  location  of  regional 
depository  libraries  may  Mdsh  to  review 
Table  IV  of  our  first  notice.  We  have 
divided  this  ciirrent  listing  into  four 
tables. 

Table  I  describes  where  interested 
'individuals  can  get  a  description  of  all 
previously  published  HCFA  Medicare 
and  Medicaid  manuals  and  memoranda. 

Table  n  of  this  notice  lists,  for  each  of 
our  manuals  or  Program  Memoranda,  a 
transmittal  number  unique  to  that 
instruction  and  its  subject  matter.  A 
transmittal  may  consist  of  a  single 
instruction  or  many.  Often  it  is 
necessary  to  use  information  in  a 
transmittal  in  conjimction  with 
information  currently  in  the  manuals. 

Table  III  Usts  all  substantive  and 
interpretive  Medicare  and  Medicaid 
regulations  and  general  notices 
published  in  the  Federal  Register 
during  the  quarter  covered  by  this 


notice.  For  each  item,  we  list  the  date 
published,  the  Federal  Register  citation, 
the  title  of  the  regulation,  and  the  Parts 
of  the  Code  of  Federal  Regulations  (CFR) 
which  have  changed. 

Table  IV  sets  forth  the  revisions  to  the 
Medicare  Coverage  Issues  Manual  that 
were  published  during  the  quarter 
covered  by  this  notice.  For  me  revisions, 
we  give  a  brief  synopsis  of  the  revisions 
as  they  appear  on  the  transmittal  sheet, 
the  manueu  section  nimiber.  and  the  title 
of  the  section.  We  present  a  complete 
copy  of  the  revised  material,  no  matter 
how  minor  the  revision,  and  identify  the 
revisions  by  printing  in  italics  the  text 
that  was  dianged.  If  the  transmittal 
includes  material  tmrelated  to  the 
revised  section,  for  example,  when  the 
addition  of  revised  material  causes  other 
sections  to  be  repaginated,  we  do  not 
reprint  the  imreiated  material. 

IV.  How  To  Obtain  Listed  Material 

A.  Manuals 

An  individual  or  organization 
interested  in  routinely  receiving  any 
manual  and  revisions  to  it  maypurchase 
a  subscription  to  that  manual,  lliose 
wishing  to  subscribe  should  contact 
either  the  Government  Printing  Office 
(GPO)  or  the  National  Technical 
Information  Service  (NTIS)  at  the 
following  addresses: 

Superintendent  of  Documents,  Government 
Printing  Office,  ATTN:  New  Order,  P.O. 
Box  371954,  Pittsburgh,  PA  15250-7954, 
Telephone  (202)  783-3238,  Fax  number 
(202)  512-2250  (for  credit  card  orders);  or 

National  Technical  lofonnation  Service, 
Department  of  Commerce,  5825  Port  Royal 
Road,  Springfield,  VA  22161,  Telephone 
(703)  487-4630. 

In  addition,  individual  manual 
transmittals  and  Program  Memoranda 
listed  in  this  notice  can  be  purchased 
from  NTIS.  Interested  parties  should 
identify  the  transmittal(s)  they  want. 
GPO  or  NTIS  can  give  complete  details 
on  how  to  obtain  the  publications  they 
sell. 

B.  Regulations  and  Notices 

Regulations  and  notices  are  published 
in  the  daily  Federal  Register.  Interested 
individuals  may  purchase  individual 
copies  or  subscribe  to  the  Federal 
Register  by  contacting  the  GPO  at  the 
same  address  indicated  above  for 
manual  issuances.  When  ordering 
individual  copies,  it  is  necessary  to  dte 
either  the  date  of  pubUcation  or  the 
volume  number  and  page  number. 

C.  Rulings 

Rulings  are  pubUshed  on  an 
infi«quent  basis  by  HCFA.  Interested 
individuals  can  obtain  copies  from  the 
nearest  HCFA  Regional  Office  or  review 


them  at  the  nearest  regional  depository 
library.  We  also  sometimes  pubhsh 
Rulings  in  the  Federal  Register. 

V.  How  to  Review  Listed  Material 

Transmittals  or  Program  Memoranda 
can  be  reviewed  at  a  local  Federal 
Depository  Library  (FDL).  Under  the 
Federal  Depository  Library  Program, 
government  publications  are  sent  to 
approximately  1400  designated  libraries 
throughout  the  United  States.  Interested 
parties  may  examine  the  documents  at 
any  one  of  the  FDLs.  Some  may  have 
arrangements  to  transfer  material  to  a 
local  library  not  designated  as  an  FDL. 
To  locate  the  nearest  FDL,  individuals 
should  contact  any  library. 

In  addition,  individuals  may  contact 
regional  depository  libraries,  which 
receive  and  retain  at  least  one  copy  of 
nearly  every  Federal  Government 
publication,  either  in  printed  or 
microfilm  form,  for  use  by  the  general 
pubUc.  These  libraries  provide  reference 
services  and  interlibrary  loans;  however, 
they  are  not  sales  outlets.  Individuals 
may  obtain  information  about  the 
location  of  the  nearest  regional 
depository  library  from  any  library. 

Superintendent  of  Documents 
numbers  for  each  HCFA  publication  are 
shovm  in  Table  n,  along  with  the  HCFA 
publication  and  transmittal  nimibers.  To 
help  FDLs  locate  the  instruction,  use  the 
Superintendent  of  Documents  number, 
plus  the  HCFA  transmittal  number.  For 
example,  to  find  the  Hospital  Manual 
(HCFA— Pub.  10)  transmittal  entitled 
"Advance  Directive  Requirements,"  use 
the  Superintendent  of  Documents  No. 
HE  8/2  and  the  HCFA  transmittal 
number  641. 

VI.  General  Information 

It  is  possible  that  an  interested  party 
may  have  a  sj>ecific  information  need 
and  not  be  able  to  determine  from  the 
listed  information  whether  the  issuance 
or  regulation  would  fulfill  that  need. 
Consequently,  we  are  providing 
information  contact  persons  to  answer 
general  questions  concerning  these 
items.  Copies  are  not  available  through 
the  contact  persons.  Individuals  are 
expected  to  purchase  copies  or  arrange 
to  review  them  as  noted  above. 

C^estions  concerning  Medicare  items 
in  Tables  I  or  II  may  be  addressed  to 
Margaret  Cotton,  Office  of  Issuances, 
Health  Care  Financing  Administration, 
room  688,  East  Hi^  Rise,  6325  Security 
Blvd.,  Baltimore,  MD  21207,  Telephone 
(410)  966-5260. 

Questions  concerning  Medicaid  items 
in  Tables  I  or  n  may  be  addressed  to 
Dusty  Kowalewsld,  Medicaid  Bureau, 
Office  of  Medicaid  Policy,  Health  Care 
Financing  Administration,  Room  233 
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East  High  Rite,  6325  Security  Blvd.. 
Baltimore.  MD  21207.  Tetoi^ume  (410) 
965-3377. 

Questions  cooceming  Medicaid  items 
in  Table  IV  may  be  addressed  to  Sam 
DeUaVecdiia.  Office  of  Coverage  and 
Eligibility  Policy.  Health  Care  Financing 
Adminis^ation.  Room  445  East  High 
Rise.  M25  Security  Blvd..  Baltimore. 
MD  21207.  Triephone  (410)  966-5395. 

Qiwetions  concerning  all  other 
information  may  be  addressed  to 


MufMet  Teeteis.  Regulatloiis  Staff. 
Health  Care  Financing  Adminlstxalioii. 
Room  132  East  Hi{^  Rise.  6325  Security 
Blvd..  Baltimoce.  MD  21207,  Telephone 
(410) 966-4678. 

Table  I— Description  of  Manuals. 
Memoranda,  and  HCFA  Rulings 

An  extensive  descriptive  listing  of 
Medicare  manuals  and  memoranda  was 
previously  pubUsbed  on  June  9. 1968  ai 
53  FR  21730  and  supplemented  oo 


September  22. 1968  at  53  FR  36891  and 
December  16. 1988  at  S3  FR  50577. 
Also,  a  complete  description  of  the 
Medicare  Coverage  Issues  Manual  was 
puhUshedon  August  2t.  1989  at  54FR 
34555.  A  brief  descriptiwi  of  the  various 
Medicaid  maff""**  and  memoranda  that 
we  maintain  was  published  on  October 
16. 1992  at  57  FR  47468. 


Table  II.— Meocare  and  MEOtCAio  Manual  instructions 

Puty  through  SeotBn*«r  leaq 


TiaM.No. 


Na 


lnl,mwdh#y  Msni*  P««  1-fl»cs»  AdrnW«*to«  (MCFAr-Pi*^  1 VI)  (8i«^^ 


123. 


QcnM*  mtonnattonibotK  Mmlraaon 


|«l,nii«««y  Mww*  P*«  3--CW«  Proem  CHCFA-f^Jb.  13-3  (Sup«»nl««^ 


1S75__ 
1578  „, 
tS77.... 

1578  .._ 


1579 


Sttlmf^ta  MK^OM. 


A()pilcatton 


oil— icheduteandiUlannWrsipaymTteandpsSer^artty. 


.  F«<»s»aloowtwwnr»i>gWlosuaandco-rteoi*<»        .-_,.... 
f  «rt—  t—  nunaiHM  tof  consaMADCT  IP  wncartomHrQ  gwi»  hasW*  piaro. 

•  Rwtewsl  town  HCfA-l4«0  tor  lrpaSer«  and  oiApaltentbas. 
Addandum  C— cotSng 

•  ctsinw  piooaailng  I 
Rr*l««.  el  f»  to*n  HCf/^1450  lor  ***!•»«  and 

AMandum  C— oodbig 


Wwmwiaiy  MarHja*  Pari  4-VMi«  Proewluiaa  (HCfA-Pub.  13-4)  (S^>arWaridar«  01  Oo«^^ 


29. 


tor  aydta  undor  modkara. 


FMdwork 


C^rilaraMar»al  Pari  l-WicalAd.i*<iaaaon(MCfA-4%b.  14-1)  (8^)ar>raar>da>«o«Do^^ 


117. 


OonaiM  MormaUort  about 


Ctrrlaia  Mariu*  Pail  *-PiognOT  A«*«W*aton  (MO^A-Pub.  M-a)  (Supart^^ 


120. 
121  . 


•  BanaHciaiy  carMcaa. 

•  CWmsprocasakvUmalnaaa. 


Caolaia  Manual  Part  3-Oa*m.  Pwcaaa  (HCFA-<»ub.  14-3)  (S»<)aiW«Kler«  o«  Doc^^ 
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Table  II.— medicare  and  MEOiCAto  Manual  Instructions— Continued 

IJuiy  through  Septetnbw  1992] 


Tram.  No. 

MwHMVSut)tMtff^Mcatton  Na 

1433 

Pn|ect«t  cash  flow  statenwnt  cash  from  opaoitiona  (achaduta  A)  parted  oovamd. 

Piomiaaory  nota  containing  agraamant  for  Judgmant 

•  Complallng  paga  aiavan  of  Iha  carrtar  partofmanoa  report. 

1434 

143S 

ChacMng  report!  priorto  subnMal  to  HCFA. 
Canlar  wortdoad  report. 

•  Pan  D— dahns  procaasing  timeliness. 
Part  E-Mareal  payment  data. 
Claims  reducad  aiid  denied. 

Part  D-salacted  dahn  dMa  by  participation  status. 
Checking  HCPA-1565C  prtor  to  submHtai  to  HCFA. 

•  Payment  for  axtrecorporaai  shock  wave  Mhotilpay. 

1438 • 

•  FedemI  gowemmenrs  rtght  to  sua  and  coNect  dout)le  damagaa. 

1437 

Ewlsa  tax  paraWes  for  conUfeutora  to  nonconfomiing  group  health  plans. 
•  1982  CPT-4  addWonal  procedure  codes. 

1438 

•  Codbig  type  of  suppaar. 

1439 

imer-fMds  vertflcation  of  BMAO  fMes. 
•  Rebundbig  of  CPT-4  codes. 

Program  Memorandum  mtefmedtartas  (HCFA-Pub  60  A)  (Supertnlendent  of  Documents  No.  HE  22.8«-6) 


A-92-3 
A-92-4 
A-«2-« 
A-92-6 


•  ProNbHten  agamat  admissten  deposits. 

•  Financial  anangemenis  between  hospitals  and  hospltaHMsed  physicians. 

•  HeaNh  care  llnartdng  admWstratton's  audit  and  cost  report  settlement  axpectattons. 

•  AdMiing  mtedm  payments  for  cv>ital-fBtated  costs  tor  hospitals  paid  under  the  medkare  prospective  payment  system. 


Pngmm  Itllemorandum  IniermedlariesACamere  (HCFA— Pub.  60A/B)  (Supertnlendent  of  Documents  No.  HE  22.8»-5) 


AB-92-1 
A&-92-2 
AB-92-3 
A8-92-4 


•  HfylO  dkactory. 

•  1982  HCPCS  update  and  oorrsapondbig  payment  Instnicttens. 

•  Temporery  codes  tor  new  dnjgs. 

•  Current  status  of  medteare  program  memorandums  and  leltere  Issued  before  calendar  year  1992. 


State  Operations^nual  (HCFA)— Pub.  7)  (Superintendent  of  Documents  No.  HE  22.an2) 


H3 


2$4 


•  Federal  minhnum  quatficatten  standards  tor  tong^erm  care  faculty  surveyors. 
Teat  admMstratkm. 

Test-related  activities. 
Slate  lest  admkfistraiton  plan. 

•  Screening  mammography.  cHattens.  and  desciipttea 
Inlailm  certification  process. 

SWa  of  screenk>g  mammography  services. 

Survey  process. 

Screening  mammography  senrtoes  data  raport. 

Interpretive  guktoNnes.  scraening  nMMnmo()raphy  suppRers. 

Screening  marrvnography  sen>k»s  data  report 


Regtenal  Office  Manual  Medtoare  (HCFA-Pub.  23-2)  (Supertnlendent  of  Documents  No.  HE  22.8/8) 


322. 
323 


^' 


14... 


•  Instiucttens  for  compieUng  the  regtenal  offtee  an  trunks  busy  report. 

•  Annual  contractor  evaluatton  report. 

Target  dates  In  preparing  ACERs/service  area  reports. 

ACERs  tor  muiU-regtenai  contractors. 

Evaluatton  of  contractors  under  olher-than-standard  cost  reimbursement  contracts. 

Evaluation  o(  contractors  under  budget-flexteitity  contracts. 

Scoring  methodotegy. 

Cbrractive  actten. 

ACER  tormaL 

Contractor  profHe. 

Perfomiance  criteria. 

Regtenal  home  health  Intermediary  pertomiance  evahiatton  program. 

•  General  Mormatton  about  lerminatten  costs— vouchering  procedures. 


Regtenal  Otftee  Manual  Standards  and  CertWcatten  (HCFA)-Pub.  23-4)  (Supertnlendent  of  Documents  No.  HE  22M6-3) 


•  Medteare  approval  oi  federally  quaUfled  health  centere. 
Interim  approval  process. 

Federal  minknum  quaHfteatten  standards  tor  teng-term  care  facility  surveyors. 
Test  admtelstratten. 
Test-reieted  activities 
State  test  admtelstratten  piart 

Model  letter  announcing  to  state  survey  agency  the  requirements  tor  administerinfl  the  teng  lemi  care  surveyor  minknum 
quaHfteattens  test. 


11 


Health  Matetenance  OrganizattonACompetttive  Medteal  Plan  Manual  (HCFA-Pub.  75)  (Superintendent  of  Docur»>ent»  No.  HE  22J«1:98^ 
I  •  (general  RequlremerBa 
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638- 
639... 
640... 


641  . 

642 

643 


Table  U.-**EOiCAne  and  IWIeoicaio  Manual  Instructions— Continued 

IMy  ttmufH  Stpmrtwf  19821 


Manual/Sublscl/Pubilcation  No. 


Pl«i  OQMttng  «9«l«iM  rtqumnMrts. 
CunpoUton  ol  <nrolmonL 
Open  woflnw^ 


Enroamant  ■pptcalion  procadufM. 

PreoMsmo  ■ppacatton*. 

ENmMm  (Ml  ol  trmamti*  and  diMnrolmanl. 

Ganaral  raquiramanis. 

How  ID  pracaaa  appicanis  wWi  ESRO. 


Cmwawlon  anrolmanu. 

FHura  10  pay  piaiwlMin. 

Pamwwrt  mowa  out  o4  geographic  area. 

naUnMon  o(  anrotaaa  tvho  lamporailly  leave  geograpNc 

BanaMdary  chooeae  to  dteanrol. 

OlaanreamenikKCiausa. 

•  Baalc  oomract  raqulramenls  for  HMOa/CMPa. 

Baaic  raquiramanii  under  HCPP  agreement. 

TVpee  ol  conmol  and  agraamem  ciiiaHoni. 

S(Vpi«nanM  policy  covef^ja  (HMOa  and  CMPs  only). 

Syaleme  Itauaa. 


Modal  puMcnoHca. 


HoiplM  Manutf  (MCFA-Pub.  10)  (SupeiWendent  ol  Documents  Na  HE  22.80) 


•  Note:  See  Tonsmitul  Na  64a 

•  Swing-bed  aen«ice8. 

•  Ftaud  and  abueo   gene«aL 
OaMUon  and  examplas  ol  fraud. 
OaMion  and  anmplea  ol  abuae. 
RatpomMlly  lor  oomtMomg  fiaud.  iMsta.  and  I 
Fadaial  gowommM  admMauaion  ol  ttie  haeah  mauiwwe  progmm. 

•  Advance dtrecUve  requlremenle.  ..    .^„,. 
.  CowyleMon  ol  lonw  HCPA-14S0  FOR  mpaflenl  ani»or  oKpaXinl  bemg. 

•  aiwa  piucaaatng  amalnaei  requirement 


Pmt  Review  OmanteaBon  Manual  (HCFA-Pub.  19)  (SupeiWandani  ol  Oocumarts  Na  HE  82^^15) 


Aulhoniy. 

Pu«poee  ol  PRO  review.  , 

PRO  reipons«>«bea. 

HeaMh  care  Unanong  adnHnistratton's  rota. 

Background. 

MOAs  wWi  Rs  and  carrtart. 

Background. 

ObtacBv  davatopment 

Problem  UanMlcaltoa 

ne<|ulrert  elements. 

MonNortng  PfK>  pertonnance. 

Corttact  modMcaiion. 

Record  and  documenlation  of  review  adIvWes. 

PalanBon  ol  review  documentaUon. 

Review  documaniattoa 

Raienlton  ol  medical  records. 

Electrons  data  relenlion  lequlremenis. 

Contractor  rsoords  retention. 

Diipoaai  ol  rsoords. 

Background. 

ProvWona  ol  tne  nonce. 

Usesol( 

Background. 


Tia«ig. 

Me»od«  ol  evmatton. 
Report  ol  Rndk«gs. 


Home  Ha*ft  Agency  Mw«jal(HCFA-<>Mb.  11)  (Supartr«an*r«  ol  Documonis  No.  HE  22.a») 


2S3. 


2S4 
2S5. 


•  Fraud  and  Abuae   General 

DalMtton  and  aamplee  ol  fraud. 

OeinMon  and  asamplae  ol  abuse. 

ReaporwMRy  for  oombatttng  fraud,  waste,  and  itwae. 

Fedei^govmmentai>i<Hiua«onof>ahaeW>lnaMancapregiawt 


•  Convietk>nollonnHCFA-i4S0  tor  IwrnahaaMh  agency  beky 
Addendum  C—oodtog  sifucturss. 
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Table  II.— Mq)«care  and  MEOtCAio  Manual  Instructions— Continued 

(July  ihPMg^  SapMntar  1902) 


Trans.  No. 


256. 


ManuaVSubiact/Pubilcabon  No. 


•  CoRipMlonolto«mHCFA-14SO  tor  horn*  heaNhaBancyUanQ. 


SkHM  Nureino  FacWy  Mvwri  (HCFA-I>ub.  12)  (SupeMandM  of  Doeumanis  No.  HE  22  Ji^ 


311 


312  . 
313 


314  ;.. 

315  1.. 


•  Fraud  and  abuse— geneiaL 


OeMtlon  and  axampiaB  d  fraud. 

OaHnWon  and  exaniples  <A  abuse. 

RaaponiMly  tor  oombading  fraud,  waste,  and  abuse. 

Role  of  haaMi  cara  Onandng  admMatraiton. 

Role  of  the  public  heaNh  service. 

•  Advance  dbecHve  requbeiiwrts. 

•  Completion  of  form  HCFA-14S0  for  inpatient  and/or  outpatient  bnjng. 
Addendum  C—codng  sHuctures. 

•  CorrpMlon  of  form  1450  tor  InpaUeni  amVor  oulpelient  baing. 

•  ProUbMon  against  "Rulea  of  Thumb"  in  madtoal  review  detsmUnatena. 


Rural  Health  CMc  Manual  (HCf=A-Pub.  27)  (Supeitntendent  of  Oocvmanta  Na  HE  22.919:965) 


46.1.. 
47  .]... 


•  CompteHon  of  form  HCFA-14S0  by  independent  rural  haaHh  cMnice. 

•  Complelton  of  fonn  HCFA-14S0  by  Independent  rural  health  clinics. 


Renal  Dialysis  Facility  Manual  (HCFA-Pub.  29)  (Superintendent  of  Documents  No.  HE  22.6/13) 


54  . 

55 
56 


•  Fraud  and  abuse— generaL 
OeOnllion  and  examples  of  fraud. 
DefMHon  and  examples  of  abuse. 
ResponsMMy  lor  combatting  fraud,  waste,  and  abuae. 

•  Conpletlon  of  form  HCFA— 1450  by  independent  facilities  tor  home  dtalysis  IHme  and  sendees  biled  under  the  composite 
rats  (method  I). 

•  ConvMlon  of  tomi  HCFA-1450  by  IndependeM  tocHHIee  for  home  dMyais  Items  and  services  bWed  under  the  composite 
rate  (method  I). 


Hospice  Manual  (HCFA-Pub.  21)  (Superintendent  of  Documents  Ho.  HE  22J/18) 


29 _ -...     

30  

•  Note:  see  tmnsmHtal  No.  30. 

•  Fraud  and  alMiee— general. 

3,1 ....: 

Deflmtlon  and  examples  of  fraud. 

Osnmilon  and  atiampiee  of  abuse. 

RecponcMly  tor  oombelflng  fraud,  waste,  and  abuse. 

Federal  govemwentadmintstmlton  of  the  health  Insurance  program. 

•  AdwaneaddbacHveraquifamenls. 

Ou^Mtlent  miysical  Then«>y  and  Comprehensive  CMpaHent  RehibWaUon  FacMy  Manual  (HCFA-Pub.  9)  (Superintendent  of  Documents  No.  HE  2ZBI9^ 


106 ...... 

107 


•  Completion  of  form  HCFA— 1450  for  billing  oomprehenaive  outpatient  rehabilitation  tacHity.  o«Apaiierii  physicel  Vwcapy.  oc- 
cupeilonel  Iher^jy  or  speech  pathology  sarvtcas. 

AddetKlum  C— codtog  structures. 

•  CorrvMlon  of  tomt  HCFA-1450  for  WKng  CORF.  ou^Mllent  physical  merapy.  occupational  therapy  or  speech  pathology 


Ceveraga 


Manual  (HCF/V-Pub.  6)  (Superintendent  of  Oocumenli  Na  HE  22.8/14) 


59.... 
60.... 
61  .*.. 


•  i^iheraala  rnterapeuic  pherasis). 

•  AduM  Iver  fewiaplantallon. 

•  General  anesthesia  m  cataract  surgery  endothetal  eel  photography. 


Provider  ReinOursement  Manual  Part  1  (HCFA-Pub.  15-1)  (Superintendent  of  Documents  No.  HE  22.8/4) 


Provider  Relmburaernent  Manual  Pait1-Chi<»lar  27  Ratmbursemem  for  ESRO  and  Transplant  Services  (HCFA-Pub.  15-1-27)  (Superin^^ 

HE  22.8/4) 


20 


•  Excs«)lton  to  present  method  selection  of  payment  metfwd  on  the  loiro  HCFA-382  (ESRD  beneliciery  selection  town). 


Provtder  Relmburaemeni  Mmi*  Part  lf-Pro«*der  Cost  Reportng  Forms  and  lnstn«aions  (HCFA-Pub.  15-IIN)  (Supertm 


ciMptor  14,  fieeatanding  fweplce  cost  lepod 
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(Juty  through  Sa()lMnlMr199Z) 


Trans.  No. 


MvKtai/Subiact/Publtcatkin  No. 


Swo  MwJhahJ  Mwwri  Put  3-EilgWlty  (HCFi^-Pub.  45-3)  {SuotMantit  ol  Docunwmt  No.  HE  22.W10) 


•  Raquiranwnii  ol  stale  CSE  agancy  and  oooparattve  agraamarts. 
Fundng. 


StalaMadlcaM  Manual  Part  t-^a>>y  and  PariodteSc.»>>k»aagnoa>^  and  Traaa^ 


Scraamng  aatvlca  comant 


State  MadkaW  Manual  Part  7-0ua«y  Conerol  (HCFA-Pub.  45-7)  (S««>artnlandart  o«  Docum^ 


46. 


•  OeMHona  Ol  key  tamw. 

Caaas  wNch  am  not  reviewed. 

R««taw  Ol  SSI  caah  cases  m  SS»-crtiarta  and  2090>)  lUtea. 

FWd  Investigation.  

Hold  twirtess  pnMtalon  of  the  branlgratlon  ralomi  snd  oo«rol  acL 

Oyslsmafc  rtan  ventlcailon  ol  enUDement  docufneottOon. 

VertacsfHon  siandaids. 

Basic  program  raqulremants  (100). 

flesourcee  (200)-Element  212. 


HienR:»iy  ol  MEQC  errors. 
Cases  to  be  ravleiMd. 
Caae  raoord  raview. 

Raeouicaa  (200)    element  21 1.  

income  (300)-elements  312.  321.  322.  323.  331.  and  350. 

Medk:M  sIgMMy  quaWy  control  review. 
-In-penon  Interview. 

Basic  program  requirements  (100)    element  185. 
Income  (300)    elemsnt  31 1. 

Convutaflon  o<  Unwclal  slgUMy  (500)-elements  530  snd  55a 
Instnidlorw  lor  Integrated  review  schedule-loon  HCFA  301. 
AdmMstraUve  pertod. 
CtsssMcaUon  o<  errors. 
Technical  enofs. 
Elgbia  with  mellgUe  services. 

Compuiatton  of  UMtty  enors.  ^     , .   

OetOT*ilng  llnal  rnlsspent  doOar  amounts  of  cases  containing  Initial  lla^ 

Federal  monitoring. 


Prof^am  Memorandum  Medicaid  Stale  Agencies  (HCFAr-Pub.  17) 


92-5.... 
92-«... 


•  Currant  stslusol  medicaid  program  memorandums  and  action  transmmals  Issued  before  calender  year  1992. 

•  Preedmlsslon  screening  snd  annual  rssldent  review  requirement 


Regional  Ofllce  Manual  Medteald  (HCFA-Pub.  23-6)  (Supeilntendeni  of  Documentt  No.  22.8«-4) 


•  TMIe  XIX  compliance  policies. 


Medksre/Medcald  Sanction— Reinstatement  Report  (HCFA— Pub.  69) 


92-8 
92-« 


•  Hsoort  of  physlclsns/t)ractmone«.provlderaand^  Other  heami  care  suppilerae«kidedfrelnstated  (July  19^^ 
.  RSwtSphySdaiSpracW^ 


Table  III.— Regulations  and  Notices  Published  July  Through  September  1992 


PuMcalton  data^dtaaon 


42CFRPart 


Tide 


FMAL  RULES 


07/31/92  (57  FR  33878) 
07/31/92  (57  FR  33992) 

08^2/92  (57  FR  36006) 
08/26/92  (57  FR  38616) 


406.  410.  412.  413.  482 
483,  498 


405.  406.  409.  410. 411.  412.  413. 418. 489 
403  - 


Medkara  ProgrHn;  Fee  Schedules  lor  the  SenHcee 

of  Certified  Registered  Nurse  Anesthetists  (Correc- 
tion Published  09A01/92  (57  FR  39743)). 

Cmicsl  Laboraloflee  Improvement  Act  Program; 
Granting  and  WWidiawal  of  Deeming  AiMwrtly  to 
Privale  NonpnM  AccredHaUon  Organlzalions  and 
of  CLIA  SMnpbon  Under  State  Laboratory  Pro- 
grams. 

Medk:ara  Progrant;  Sell-Implementing  Coverage  and 
Payments  ProvWone:  1990  Legislation  (Correction 
Publshed  0800/92  (57  FR  45112)). 

Medkara  Program;  BenelWary  Ckxinsoling  and  As- 
sistance Grants  Program. 


0W27«2(S7FR 


09«1«2(57FR 

i 

09/23^  (97  FR 
090302  (57  PR 


GTfOMZ  (57  FR 


08/17/92  (57  FR 
080802  (57  FR 


09/22f92  (57  FR 


07«1f92  (57  FR 

07/17W2  (57  FR 
(J7/27»92  (57  FR 

0fl/11/92(57FR 

06/11/92  (57  FR 

06/1 1/92  (57  FR 

08/1 1/92  (57  FR 


0»21A2(S7FR 
09/15f92  (57  FB 

oyiar92  (57  fr 
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Table  III.— Regulations  and  Notx:es  Published  July  Through  September  1992— Cootinuad 


Pubicatlon  dtf^dUtion 


42CFRPvt 


Ttf 


0W27W  (57  FR  3877«) 


0M)1«2  (57  FR  38746) 

09/23^  (S7  FR  43822) 
09O3m  (57  PR  43906) 


433 


4t2.  413  — 


431.  442. 447.  483.  486.  489. 
413.  447 


PR0PO8C0  RULES 


Mxfcatd  Program; 
lion  Syalwi  (MMiS)  Pwtomwno*  RMtM*:  NoMo*- 
tlon  PfooaduTM  tor  Changn  In  RaqulrenwniB,  Pm- 
ionnance  SMndardt.  and  RMpproval  CondWons 
(Oomctton  PutHWMd  OtOOnz  (57F«451 12)).^^ 

Medicare  Pfogram;  Changaa  to  ttw  Hotptel  kipaHant 
Piotpaaiwa  Paymani  Syataim  and  Racal  Vaar 
1993  Ralas;  Finri  Rula. 

Madfcare  and  Mertirald  Programs;  Raquirementt  lor 
Long  Tarnt  Care  FacMOaa 

Modteare  and  MadteaM  Progremt:  Ravaluatton  ol  Aa- 


07A)e«2  (57  FR  30301) 


08/17/92  (57  FR  36068) 
Oacane  (57  FR  38278) 


09i'22f92  (57  FR  43658) 


PubWcaaon  data/cteMon 


412. 413 


435.436 


431.  442.  488, 488  . 


413 


Program;  Changaa  Id  fta  HoapHal  Inpaianl 
PnapacHwa  Paymant  Syatema  and  FiKal  yaar 
lOSSRalaa. 

Madlcare  Program;  QuaWlad  FamRy  Mwnbers 
Madtoare  and  Medicaid  Pragrama;  Survey.  Ce<«6- 

cation  and  EntoRemem  ol  SMIed  Nursing  FacatMa  * 

and  Nurslrq  FacMlaa. 
Medicare  Program;  Paymem  tor  Nursing  and  AHlad 

Health  Education. 


TWa 


NOTICES 


OTfOMK  (57  FR  29410) . 

07/17W2  (57  FR  31664). 
07/27r92  (57  FR  33202) 

Oai  1/92  (57  FR  35760). 

Oa/1  W92  (57  FR  35780) 

06/1 1/92  (57  FR  35836) 

08/1 1/92  (57  FR  35837) 


08/21182  (57  FR  37980)  . 
09/15r92  (57  FR  4291)  „. 
09/iar92  (57  FR  43230) 


Medicare  Program;  Schedule  of  LMis  on  Home  Heath  Agency  Coals  Par  VWl  tor  Coal  Reporting  Pedoda 

Beginning  On  or  Ator  July  1.  1992  tpomtiten  Noltcaa  PuMshad  0807^  (57  FR  3885e»  and  08n7«2 

(57  FR  43004)). 
Medtoara  Pregiam;  OMcal  Laboratoiy  bnprowemeni  Act  Program  Fee  Cotoctton;  Correction. 
Heattt  MaMananca  OiganizafHone;  HMO  QualflcaNon  Oelannlnations  and  CompHanca  Actions  (Correction 

Nonce  PuMehed  09/11/82  (57  FR  41810)). 
Medtoare  Program;  Canlar  Jurtedk«on  tor  Ctokns  tor  Durable  Medical  Equipment  Prosthedcs.  OrthoUcs  and 

SK^lea  (DMEP08)  and  Standaids  tor  CwaluaMng  Regional  DMEPOS  Camera;  Corredton. 
Medteara  Program;  Madlcare  and  Laboratory  CartBcation  Program;  Entoroemeni  Procedwaa  tor  latioralonaa; 

Medlcara  Program;  UpdaM  ol  Ambulatory  Surgical  Center  Paymem  Rates  and  Additions  to  and  DeMlone 

From  the  Currant  Usi  ol  Covered  surgical  Procadurea;  Oorractlon. 
Medteare  Program;  Peer  Review  Orgwtliabone:  Revised  Soopee  ol  Wtoik  tor  the  Otstrtct  ol  Columbia.  Puerto 

Rtoo.  M  Virgin  Wanda.  «td  Al  Stataa  Eicepi  Delawars,  Flortds.  Mtoaouri  Montana.  Nabiasfca.  Nevada. 

OMiMma.  Rhode  I8tatf<  Soum  (Carolina.  Washington  and  Wyoming:  Cornobon. 
Medtoare  Program;  HKS*  RecognWon  ol  NAiC  Model  Standards  tor  ReguWlon  ol  Medlgap  PoUctes 
Medteare  Program;  Fee  Schedule  tor  Physicians'  Sen^lcea;  Correction  Nobee. 
Medkare  Program;  Cillerla  and  StandaTOs  tor  Evaluating  imennMteiy  and  Carner  Pe<lonnance  During  FY 

1983. 


Table  IV— Medicare  Coverage  Issues 
Manual 

(For  the  reader's  convenience,  new 
material  and  changes  to  previously 
published  material  are  in  italics.  If  any 
part  of  a  sentence  in  the  manual 
instruction  has  changed,  the  entire  line 
is  sho%ini  in  italics.  The  transmittal 
includea  material  unrelated  to  revised 
sections.  We  are  not  reprinting  the 
unrelated  material.)  Transmittal  No.  59; 
section  35-60,  Apheresis  (Therapeutic 
Pheresis) 

CHANGED  MPLEMENTMO  mSTRUCTIONS— 
EFFECTIVE  DATE:  For  services  perfiomied 
on  or  after  07/30/92. 

Section  35-60,  Apheresis 
(Therapeutic  Pheresis),  is  updated  and 
revised  to  provide  that  apheresis  may 
now  be  covered  when  performed  either 
in  a  hospital  setting  (inpatient  or 


outpatient)  or  in  a  nonhospital  setting  if 
the  patient  is  under  the  care  of  a 
physician  and  a  physician  is  also 
present  to  direct  and  supervise  the 
nonphysician  services.  Also,  while 
indications  for  the  procedure  remain 
unchanged,  obsolete  references  to 
specific  dates  of  coverage  were 
removed. 

35-60    Apheresis  (Therapeutic 
Pheresis) 

A.  General. — Apheresis  (also  known 
as  pheresis  or  therapeutic  pheresis)  is  a 
medical  procedure  utilizing  specialized 
equipment  to  remove  selected  blood 
constituents  (plasma,  leukocytes, 
platelets,  or  cells)  from  whole  blood. 
The  remainder  is  retransfused  into  the 
person  from  whom  the  blood  was  taken. 

For  purposes  of  Medicare  coverage, 
apheresis  is  d^ned  as  an  autologous 


procedure,  i.e.,  blood  is  taken  from  the 
patient,  processed,  and  returned  to  the 
patient  as  part  of  a  continuous 
procedure  (as  distinguished  from  the 
procedure  in  which  a  patient  donates 
blood  preoperatively  and  is  transfused 
with  the  donated  blood  at  a  later  date). 

B.  Indications. — Apheresis  is  covered 
for  the  following  indications: 

•  Plasma  exchange  for  acquired 
myasthenia  gravis: 

•  Leukapheresis  in  the  treatment  of 
leukemia; 

•  Plasmapheresis  in  the  treatment  of 
primary  macroglobulinemia 
(Waldenstrom): 

•  Treatment  of  hyperglobtilinemias, 
including  (but  not  limited  to)  multiple 
myehmtu,  cryoglobulinemia  and 
hyperviscosity  syndromes: 
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•  Plasmapheresis  or  plasma  exchange 
as  a  last  resort  treatment  of  thromobotic 
thrombocytopenic  purpura  (IIP): 

•  Plasmapheresis  or  plasma  exchange 
in  the  last  resort  treatment  of  life 
tiireatening  rheumatoid  vasculitis: 

•  Plasma  perfusion  of  charcoal  filters 
for  treatment  ofpruritis  of  cholestatic 
liver  disease; 

•  Plasma  exchange  in  the  treatment 
of  Goodpasture's  Syndrome; 

•  Plasma  exchange  in  the  treatment 
of  glomerulonephritis  associated  with 
antiglomerular  basement  membrane 
antibodies  and  advancing  renal  failure 
or  pulmonary  hemorrhagie; 

•  Treatment  of  chronic  relapsing 
polyneuropathy  for  patients  with  severe 
or  life  threatening  symptoms  who  have 
failed  to  respond  to  conventional 
therapy: 

•  Treatment  of  life  threatening 
schleroderma  and  polymyositis  when 
the  patient  is  unresponsive  to 
conventional  therapy; 

•  Treatment  of  Guillain-Barre 

Syndrom.e;  and 

•  Treatment  of  last  resort  for  life 

threatening  systemic  lupus 
erythematosus  (SLE)  when  conventional 
therapy  has  failed  to  prevent  clinical 
deterioration. 

C.  Settings. — Apheresis  is  covered 
only  when  performed  in  the  following 
settings: 

•  Ina  hospital  setting  (either 
inpatient  or  outpatient).  Nonphysician 
services  furnished  to  hospital  patients 
are  covered  and  paid  for  as  hospital 
services.  When  covered  services  are 
provided  to  hospital  patients  bv  an 
outside  provider/supplier,  the  hospital 
is  responsible  for  paying  the  provider/ 
supplier  for  the  services. 

•  Ina  nonhospital  setting,  e.g..  a 
physician  directed  clinic  (see  HCFA 
Pub.  14-3.  §2050.4)  when  the  following 
conditions  are  met: 

^A  physician  (or  a  number  of 
physicians)  is  present  to  perform 
medical  services  and  to  respond  to 
medical  emergencies  at  all  times 
during  patient  care  hours: 

— Each  patient  is  under  the  care  of  a 
physician;  and 

— All  nonphysician  services  are 
furnished  under  the  direct,  personal 
supervision  of  a  physician. 
Transmittal  No.  60;  section  35-53, 

Adult  Liver  Transplantation. 

CLAmnCATX)N— CFFECTWE  DATE:  Not 

Applicable. 

Section  35-53,  Adult  Liver 
Transplantation.— This  section  is 
revised  to  add  International 
Classification  of  Diseases,  Ninth 
Revision.  Clinical  Modification  flCD-9- 
CM)  codes  not  included  with  previous 
revision. 


35-53    Aduh  Liver  Transplantation 

A.  Genera/.— Adult  liver 
transplantation  is  covered  under 
Medicare  when  performed  in  a  facility 
which  is  approved  by  HCFA  as  meeting 
institutional  coverage  criteria,  and  for 
patients  with  one  of  the  following 
conditions: 

•  Primary  biliary  cirrhosis  (ICD-9-CM 

571.6);  .  . 

•  Primary  sclerosing  cholangitis 
(ICD-9-CM  576.1); 

•  Postnecrotic  cirrhosis,  hepatitis  B 
surface  antigen  negative  (ICD-9-CM 

571.5); 

•  Alcoholic  cirrhosis  (ICD-9-CM 

571.2);  .    ^  r.  ■ 

•  Alpha-1  antitrypsin  deficiency 
disease  (ICD-9-CM  277.6); 

•  Wilson 's  disease  (ICD-9-CM  275.1): 

or 

•  Primary  hemochromatosis  (ICD-9- 
CM  275.0).  Coverage  of  adult  liver 
transplantation  is  effective  as  of  the  date 
of  the  facility's  approval,  but  for 
applications  received  before  July  13, 
1991,  can  be  effective  as  early  as  March 
8, 1990.  (See  Federal  Register  56  FR 
15006  dated  April  12, 1991.) 

B.  Follow-up  Care.— Follow-up  care  or 
retransplantation  (ICD-9-CM  996.82. 
Complications  of  Transplanted  Organ. 
Liver)  required  as  a  result  of  a  covered 
liver  transplant  is  covered,  provided 
such  services  are  otherwise  reasonable 
and  necessary.  Follow-up  care  is  also 
covered  for  patients  who  have  been 
discharged  from  a  hospital  after 
receiving  a  noncovered  liver  transplant. 
Coverage  for  follow-up  care  is  for  items 
and  services  that  are  reasonable  and 
necessary  as  determined  by  Medicare 
guidelines.  (See  Intermediary  Manual 

§  3101.14  and  Carriers  Manual  §  2300.1.) 

C.  Immunosuppressive  Drugs. — See 
Intermediary  Manual  §  3660.8  and 
Carriers  Manual  8§  2050.5, 4471  and 
5249. 

Transmittal  No.  61;  section  35-44. 
General  Anesthesia  in  Cataract  Surgery, 
and  section  50-38,  Endothelial  Cell 
Photography. 

CHANGED  MPLEMENTING  IN8TBUCT0NS— 
EFFECTIVE  DATE:  Services  performed  on 
or  after  08/31/92 

Section  35-44,  General  Anesthesia  in 
Cataract  Surgery.— ^This  section  has 
been  renamwi  to  indicate  more  clearly 
its  subject  matter.  The  new  title  is  "Use 
of  Visual  Tests  Prior  to  and  General 
Anesthesia  During  Cataract  Surgery." 
Section  50-38.  Endothelial  Cell 
Photography.— This  section  has  been 
revised  to  include  a  paragraph  that 
stipulates  that  endothelial  cell 
photography  is  subject  to  the  limitation 
on  coverage  of  visual  tests  prior  to 
cataract  surgery  as  described  in  $  35-44, 


35-44    Use  of  Visual  Tests  Prior  to  and 

General  Anesthesia  During  Cataract 

Surgery 

50-38    Endothelial  Cell  Photography 

(Effective  for  Services  Rendered  on  and 

AfterAus^stl9.1983) 

EndotheUal  cell  photography  involves 
the  use  of  a  specular  microscope  to 
determine  the  endothelial  cell  count.  It 
is  used  by  ophthalmologists  as  a 
predictor  of  success  of  ocular  surgery  or 
certain  other  ocular  procedures. 
Endothelial  cell  photography  is  a 
covered  procedure  xuider  Medicare 
when  reasonable  and  necessary  for 
patients  who  meet  one  or  more  of  the 
following  criteria: 

•  Have  slit  lamp  evidence  of 
endothelial  dystrophy  (cornea  guttata), 

•  Have  slit  lamp  evidence  of  corneal 
edema  (unilateral  or  bilateral), 

•  Are  about  to  imdergo  a  secondary 
intraocular  lens  implantation, 

•  Have  had  previous  intraocular 
surgery  and  require  cataract  surgery, 

•  Are  about  to  undergo  a  surgical 
procedure  associated  with  a  higher  risk 
to  corneal  endothelium;  i.e., 
phacoemulsification,  or  refractive 
surgery  (see  §  35-54  for  excluded 
refractive  procedures), 

•  With  evidence  of  posterior 
polymorphous  dystrophy  of  the  cornea 
or  irido-comeal-endothelium  syndrome, 
or 

•  Are  about  to  be  fitted  with  extended 
wear  contact  lenses  after  intraocular 
surgery. 

When  a  pre-surgical  examination  for 
cataract  surgery  is  performed  and  the 
conditions  of  this  section  are  met.  if  the 
only  visual  problem  is  cataracts, 
endothelial  cell  photography  is  covered 
as  part  of  the  presurgical  comprehensive 
eye  examination  or  combination  brief/ 
intermediate  examination  provided 
prior  to  cataract  surgery,  and  not  in 
addition  to  it.  (See  §35-44.) 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare— Hospital 
Insurance,  Program  No.  93.774.  Medicare- 
Supplementary  Medical  Insurance  Program, 
and  Program  No.  93.714.  Medical  Assistance 
Program) 

Dated:  December  29. 1992. 
WUUamTobjr.Jr.. 

Acting  Deputy  Administrator,  Health  Care 
Financing  Administratiott. 
(FR  Doc.  93-276  Filed  1-6-93;  8:45  am) 
BtLUNQ  COOC  41»-«-M 
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National  InatHutea  of  Health 

National  Cancer  Inatttute;  Meettnga  of 
ttte  Board  of  Scientific  Couneelora, 
Division  of  Cancer  Prevention  and 
Control  and  its  Subcommltteee 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  Board  of  Scientific  Counselors, 
Division  of  Cancer  Prevention  and 
Control  (DCPC),  National  Cancer 
Institute,  and  its  Subcommittees  on 
January  7-8, 1993.  The  full  Board  will 
meet  in  Conference  Room  10, 6th  Floor, 
Building  3lC.  National  Institutes  of 
Health.  9000  Rockville  Pike,  Bethesda, 
Maryland  20892.  Meetings  of  the 
Subcommittees  of  the  Board  will  be 
held  at  the  times  and  places  listed    ' 
below.  Except  as  noted  below,  the 
meetings  of  the  Board  and  its 
Subconmiittees  will  be  open  to  the 
public  to  discuss  issues  relating  to 
committee  business  as  indicated  in  the 
notice.  Attendance  by  the  public  will  be 
limited  to  space  available. 

A  portion  of  the  Board  meeting  will 
be  closed  to  the  public  in  accordance 
with  the  provisions  set  forth  in  section 
552B(c)(6),  title  5,  U.S.C  and  section 
10(d)  of  Public  Law  92-463,  for  the 
critique  and  evaluation  of  individual 
DCPC  intramural  and  extramural 
programs  and  projects,  including  the 
consideration  of  personnel 
qualifications  and  performance,  the 
competence  of  individual  investigators 
and  similar  items,  the  disclosure  of 
which  would  constitute  a  clearly 
unwarranted  invasion  of  personal 
privacy. 

The  Committee  Management  Office, 
National  Cancer  Institute,  National 
Institutes  of  Health,  room  10A06, 
Building  31, 9000  Rockville  Pike, 
Bethesda,  Maryland  20892  (301/496- 
5708),  will  provide  a  siunmary  of  the 
meeting  and  a  roster  of  committee 
members,  upon  request. 

Other  information  pertaining  to  this 
meeting  can  be  obtained  from  the 
Executive  Secretary,  Linda  M. 
Bremerman,  National  Cancer  Institute, 
Executive  Plaza-North,  room  318, 
National  Institutes  of  Health,  Bethesda, 
Maryland  20892  (301-496-8526),  upon 
request. 

Name  of  Committee:  Board  of  Scientific 
Counselors,  Division  of  Cancer 
Prevention  and  Control. 

Executive  Secretary:  Mrs.  Linda  M. 
Bremerman,  Building— EP-N,  room 
318  Bethesda,  MD  20892:  (301)  496- 
8526. 

Dates  of  Meeting:  January  7-8, 1993. 

Place  of  Meeting:  Building  31, 
Conference  Room  10. 


Open:  January  7 — 8:30  a.m.  to  8:45  a.m.: 

10:30  a.m.  to  3  p.m. 
Agenda:  Review  progress  of  programs 

within  the  Division  and  review  of 

concepts  being  considered  for 

funding. 
Closed:  January  7 — 3  p.m.  to  recess. 
Agenda:  For  review  and  discussion  of 

individual  grant  appUcations. 
Open:  January  8 — 8:30  a.m.  to 

approximately  5  p.m. 
Agenda:  Review  progress  of  programs 

within  the  Division  and  review  of 

concepts  being  considered  for 

funding. 
Name  of  Committee:  Subcommittee  on 

Surveillance. 
Executive  Secretary:  Mrs.  Linda  M. 

Bremerman,  Building — ^EP-^,  room 

318  Bethesda,  MD  20892;  (301)  496- 

8526. 
Date  of  Meeting:  January  7, 1993. 
Place  of  Meeting:  Building  3lC, 

Conference  Room  10. 
Open:  8:45  a.m.  to  10:30  a.m. 
Agenda:  Disoiss  current  and  future 

programs  of  the  Smveillance 

Subcommittee  and  review  of  concepts 

being  considered  for  funding. 
Name  of  Committee:  Subcommittee  on 

Early  Detection  and  Commimity 

Oncology. 
Executive  Secretary:  Mrs.  Linda  M. 

Bremerman,  Building-rEP-N,  room 

318  Bethesda,  MD  20892;  (301)  496- 

8526. 
Date  of  Meeting:  January  7, 1993. 
Place  of  Meeting:  Building  31C. 

Conference  Room  8. 
Open:  8:45  a.m.  to  10:30  a.m. 
Agenda:  Discuss  current  and  future 

programs  of  the  Early  Detection  and 

Community  Oncology  Subcommittee 

and  review  of  concepts  being 

considered  for  funding. 
Name  of  Committee:  Subcommittee  on 

Cancer  Control  Science. 
Executive  Secretary:  Mrs.  Linda  M. 

Bremerman,  Building — EP-N,  room 

318  Bethesda,  MD  20892;  (301)  496- 

8526. 
Date  of  Meeting:  January  7, 1993. 
Place  of  Meeting:  Building  3lC, 

Conference  Room  9. 
Open:  8:45  a.m.  to  10:30  a.m. 
Agenda:  Discuss  current  and  future 

programs  of  the  Cancer  Control 

Science  Subcommittee  and  review  of 

concepts  being  considered  for 

funding. 
Name  of  Committee:  Subcommittee  on 

Cancer  Prevention  Research. 
Executive  Secretary:  Mrs.  Linda  M. 

Bremerman,  Building — EP-N,  room 

318  Bethesda,  MD  20892;  (301)  496- 

8526. 
Date  of  Meeting:  January  7, 1993. 
Place  of  Meeting:  Building  3lC, 

Conference  Room  7. 


Open:  8:45  a.m.  to  10:30  a.m. 

Agenda:  Discuss  current  and  future 
programs  of  the  Cancer  Prevention 
Research  Subcommittee  and  review  of 
concepts  being  considered  for 
funding. 

CATALOG  OF  FEDERAL  DOMESTIC 
ASSISTANCE  PROGRAM  hfUMBERS: 
(93.393,  Cancer  Cause  and  Prevention 
Research;  93.394,  Cancer  Detection  and 
Diagnosis  Research;  93.395,  Cancer 
Treatment  Research:  93.396,  Cancer  Biology 
Research;  93.397,  Cancer  Centers  Support; 
93.398,  Cancer  Research  Manpower;  93.399, 
Cancer  Control.) 

Dated:  December  24, 1992. 
Susan  K.  Feldmaii, 
Committee  Management  Officer,  NIH. 
[FR  Doc  93-427  Filed  1-6-93;  8:45  am] 
■auNQ  cooc  414e-M-« 


Public  Healtli  Service 

Office  of  ttie  Assistant  Secretary  for 
Healtti;  Office  of  Disease  Prevention 
and  Health  Promotion;  Cooperative 
Agreements  to  Coordinate  Healtfiy 
People  2000  Implementation 

The  Office  of  Disease  Prevention  and 
Health  Promotion  (ODPHP)  announces 
the  availability  of  funds  for  Fiscal  Year 
1993  for  cooperative  agreements  to 
coordinate  implementation  of  Healthy 
People  2000:  National  Health  Promotion 
and  Disease  Prevention  Objectives  and 
related  prevention  policy  initiatives. 

ODPHP  was  established  by  Pubic  Law 
94-317,  the  National  Consumer  Health 
Information  and  Health  Promotion  Act 
of  1976,  and  functions  imder  the 
provisions  of  title  XVU  of  the  Public 
Health  Services  Act,  as  amended. 
Located  within  the  Office  of  the 
Assistant  Secretary  for  Health,  the 
mission  of  ODPHP  is  to  provide    , 
leadership  for  prevention  policy  and 
program  undertaken  by  the  Public 
Health  Service,  to  coordinate  prevention 
policy  and  program  among  Public 
Health  Service  agencies,  and  to 
imdertaken  prevention  initiatives  on 
behalf  of  the  Assistant  Secretary  for 
Health.  ODPHP  undertakes  this  mandate 
through  the  formulation  and 
management  of  national  health  goals 
and  objectives,  contained  in  Healthy 
People  2000  and  through  the 
stimulation  of  public  and  private 

Erograms  and  strategies  to  enhance  the 
ealth  of  the  Nation  through  preventive 
approaches.  ODPHP  is  organized  arotmd 
four  areas:  Prevention  policy,  clinical 
preventive  services,  nutrition  policy, 
and  health  commimication. 

The  Public  Health  Service  is 
committed  to  achieving  the  health 
promotion  and  disease  prevention  goals 
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and  objecUves  of  Healthy  People  2000. 
a  national  activitv  to  reduce  morbidity 
and  mortality  and  improve  the  quality 
of  life.  This  program  announcement  is 
related  specifically  to  priority  areas  of 
Healthy  People  2000  on  clinical 

f)reventive  services  and  nutrition. 
Copies  of  Healthy  People  2000  mav  be 
ordered  from  the  Superintendent  of 
Documents.  Government  Printing 
Office,  Washington.  DC  20402-9325 
{telephone  202-783-3238),  stock 
number  017-001-00474-01. 

FY  1993  Priorities 

ODPHP  uses  cooperative  agreements 
with  national  membership  organizations 
in  order  to  support  its  mandate  to 
provide  leadership  to  promote  health 
and  prevent  disease  among  Americans 
through  management  and  coordination 
of  the  implementation  of  Heahhy  People 
2000.  Tlirough  these  cooperative 
agreements,  ODPHP  has  forged  public- 
private  partnerships  to  extend  the  reach 
and  efiectiveness  of  its  work.  In  Fiscal 
Year  1993.  ODPHP  intends  to  establish, 
or  renew  existing,  cooperative 
agreements  specifically  in  the  areas  of 
clinical  preventive  services  and 
nutriti(»i  policy.  Support  for  prevention 
policy  and  health  communication  is 
provided  principally  through 
collaborations  among  I*ublic  Health 
Service  lead  agencies  for  the  priority 
areas  of  Healthy  People  2000  (for 
prevention  {lolicy)  and  contracted 
services  (for  health  communication). 

For  clinical  preventive  services, 
ODPHP  intends  to  provide  financial 
assistance,  up  to  a  total  of  $400,000  per 
year,  for  one  or  two  cooperative 
agreements.  National  professional 
membership  organizations  wishing  to 
enter  into  a  cooperative  agreement  with 
ODPHP  to  collaborate  in  carrying  out  its 
clinical  preventive  services  efforts  must 
demonstrate  their  ability  to  address  the 
following  activities: 

•  Implementation  of  the  Public 
Health  Service's  national  professional 
and  public  education  program,  entitled 
"Put  Prevention  into  Practice,"  by 
primary  health  care  providers.  "Put 
Prevention  into  Practice"  includes  a 
package  of  materials  for  use  by 
clinicians,  office  practices,  and  patients 
related  to  age-  and  sex-specific 

•  Work  with  the  U.S.  Preventive 
Services  Task  Force  to  revise  the  Guide 
to  Clinical  Preventive  Services,  first 
published  in  1989  and  due  to  be 
released  in  a  second  edition  in  1994. 

•  Work  with  a  consortium  of  societies 
of  teachers  of  primary  health  care  and 
preventive  medicine  to  continue  the 
process  of  selecting  and  managing  the 
Luther  L  Terry  Fellovrship  in  Clinical 
Preventive  Services,  begun  in  1985  and 


involving  the  Society  for  General 
Internal  Medicine,  the  Ambulatory 
Pediatrics  Association,  the  Society  of 
Teachers  of  Family  Medicine,  and  the 
Association  of  Teachers  of  Preventive 
Medicine. 

•  Support  for  preventive  medicine 
residents  (and  residents  in  other 
relevant  specialties)  to  experience 
residency  rotations  in  a  health  policy 
setting  as  a  part  of  their  residency 
programs. 

For  nutrition  policy,  ODPHP  intends 
to  provide  financial  assistance,  up  to 
$150,000,  for  one  cooperative 
agreement.  A  national  professional 
membership  organization  wishing  to 
enter  Into  a  cooperative  agreement  with 
ODPHP  to  collaoorate  in  carrying  out  its 
nutrition  policy  efforts  must 
demonstrate  its  ability  to  address  the 
following  activity: 

•  Serve  as  a  communication  forum  for 
development  of  effective  nutrition 
policy  by  Federal  and  non-Federal 
nutrition  scientists,  addressing  issues 
such  as  definition  of  "healthy"  weight, 
assessment  of  nutritional  status  of  high- 
risk  populations,  translation  of  nutrition 
science  into  dietary  guidance  that  is 
understandable  by  the  lay  public,  and 
provision  of  leadership  to  the  nutrition 
professional  community  in  defining 
new  nutrition  poUcy  issues  and  using 
federally  generated  nutrition-related 
research  and  policy. 

Eligibility  Requirements 

Cooperative  agreements  awarded  to 
address  the  ODPHP  priorities  outlined 
above  are  limited  to  rtational 
membership  organizations,  due  to 
limitations  on  availability  of  funds  and 
as  a  function  of  the  kinds  of  public- 
private  collaboration  which  the 
i>riorities  entail.  Requests  to  Congress 
or  funds  for  the  National  Health 
Promotion  Program  have  specified  this 
limitation  of  applicant  eligibility. 
ODPHP  has  a  history  of  facilitating 
Public  Health  Service  work  with 
national  membership  organizations  to 
implement  national  health  promotion 
and  disease  prevention  programs  and 
policies.  As  representatives  of  special 
constituencies,  membership 
organizations  are  in  a  unique  position  to 
be  able  to  identify  reaUstic,  appropriate, 
and  effective  strategies  for  reaching  their 
members  or  the  populations  that  their 
membera  represent. 

In  order  to  be  eligible  to  participate  in 
these  cooperative  agreements,  an 
organization  must  meet  all  of  the 
following  requirements: 

•  Be  a  national,  private,  nonprofit 
organization: 


•  Have  a  natiotud  membership,  state/ 
local  chaptere.  and/or  otherwise  well- 
defir>ed  affiliate  structure; 

•  Demonstrate  an  xmderstanding  of 
the  current  and  potential  role  of  the 
membership  in  health  promotion  and 
disease  prevention  effijrts; 

•  Have  in  place  a  variety  of 
conunimication  channels  that  are 
appropriate  for  informing  membera  and 
other  constituents  about  how  to  become 
involved  in  meeting  the  objectives  of  the 
cooperative  agreement;  and 

•  Demonstrate  top  level  support 
within  the  organization  for  the  project 
and.  where  appropriate,  demonstrate 
similar  support  from  the  membership. 

For  purposes  of  this  announcement, 
national  membership  organizations  are 
defined  as  organizations  with  individual 
or  institutional  membera  in  more  than 
one  state  and  region  of  the  United 
States.  "Membera"  must  voluntarily  and 
expressly  associate  themselves  with  the 
organization  as  through  payment  of  a 
membership  fee  or  other  declaration  of 
association  (i.e.  request  and  receipt  of 
membership  card  or  certificate  of 
membership). 

Period  ofPeifuimeiice 

Contingent  on  the  availability  of 
funds  and  satisfactory  performaiu», 
cooperative  agreements  will  be  awarded 
to  national  membership  organizations 
for  a  period  of  four  years.  Awards  will 
be  made  for  12-month  budget  periods. 
To  obtain  funding  after  the  initial 
budget  period,  continuation 
applications  and  approvals  Mrill  be 
required  for  each  subsequent  12-month 
period.  Continuation  applications  will 
not  be  subiKi  to  competitive  review  but 
will  be  subject  to  review  for  satisfectory 
progress  and  availability  of  funds.  The 
award  of  funds  for  any  budget  period  is 
not  a  legal  commitment  to  award  funds 
in  any  subsequent  budget  period. 

Terms  and  Conditioiis 

Federal  funds  allocated  for 
cooperative  agreements  are  not  intended 
to  cover  all  of  the  costs  that  will  be 
incurred  in  the  process  of  completing 
the  proposed  projects.  Applicants 
should  demonstrate  a  conunitment  of 
financial  or  in-kind  resources  to  their 
support.  Organizations  participating  iu 
the  cooperative  agreement  program  may 
use  awarded  funds  to  support  salaries  of 
individuals  assigned  to  the  project. 
Award  recipients  are  encouraged  to  sedc 
additional  sources  of  funds  to 
complonent  the  activities  of  the 
proposed  project. 

ODPHP  InTolTement 

ODPHP  will: 
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•  Provide  a  significant  portion  of  the 
time  of  one  or  two  professional  staff 
persons  to  work  with  the  award 
recipient  on  the  cooperative  agreement 
and  to  coordinate  its  activities  with  the 
workofODPHP. 

•  Make  available  the  resources  of  the 
ODPHP  National  Health  Information 
Center  and  other  access  to  Federal 
information  resources,  as  needed  and 
appropriate. 

•  Make  available  technical  assistance 

from  other  Federal  agencies  and 
sources,  as  needed  and  appropriate. 

•  Provide  liaison  with  other  Federal 
agencies,  as  needed  and  appropriate. 

A|^lication  Proceas 

1.  All  applications  must  be  submitted 
with  a  signed  copy  of  PHS  Form  5161, 
with  the  reauired  information  filled  in 
appropriately.  The  required  application 
form  with  instructions  will  be  mailed  to 
potential  applicants  who  make 
telephone  requests  to  Ms.  Delores 
Flenoury  at  (202)  205-8583  or  write  to 
her  at  ODPHP/PHS,  Department  of 
Health  and  Human  Services,  Switzer 
2132,  Washington,  DC  20201. 

2.  All  applications  must  be  either 
received  or  postmarked  on  or  before  5 
p.m.  on  March  8, 1993.  Applications 
received  or  postmarked  later  than  5  p.m. 
(E.S.T.)  on  that  day  will  be  ineligible. 
Applications  postmarked  but  not 
received  by  Much  8, 1993.  will  be 
eligible  only  if  they  are  received  in  time 
for  orderly  process  and  review. 

3.  Appucation  packages  should  be 
mailed  or  delivered  to:  Ms.  Delores 
Flenoury,  ODPHP/PHS/DHHS,  2132 
Switzer  Building,  330  C  Street.  SW. 
Washington,  DC  20201. 

4.  Applications  mtist  be  typed  on  one 
side  of  the  page  only. 

5.  The  original  and  two  copies  of  each 
application,  with  attachments  and 
documentation,  must  be  submitted. 

6.  Applications  for  projects  which  are 
national  in  scope  or  note  required  to 
carry  out  the  provisions  of  &cecutive 
Order  12372. 

A^ipUcation  Requirements 

Applications  must  include  the 
following  information: 

•  A  description  of  the  organization 
and  its  membership  and  documentation 
that  it  meets  all  the  eligibility 
requirements,  with  examples  of  the 
organization's  pricv  efforts  and  activities 
as  needed  to  substantiate  its  capability 
to  undertake  the  proposed  project 

•  A  description  of  how  the  project 
will  contribute  to  the  PubUc  Health 
Service's  efforts  to  promote  health, 
prevent  disease,  and  improve  the 
quality  of  life. 

•  A  detailed  delineation  of  the  tasks 
that  will  be  undertaken  in  the  first 


budget  period  and  the  outcomes 
expected  at  the  end  of  that  period. 

•  A  detailed  budget  for  the  first 
budget  period. 

•  A  brief  delineation  of  the  tasks  that 
will  be  undertaken  in  each  of  the 
remaining  budget  periods,  as 
appropriate,  and  how  they  will 
contribute  toward  accomplishing  the 
project's  goals  and  objectives. 

•  A  timetable  for  each  budget  period 
of  the  project 

•  An  evaluation  plan  which  will 
show  how  the  ctmduct  of  the  project 
will  be  assessed  on  an  ongoing  basis. 

•  The  background  and  quaUfications 
of  individuals  who  will  manage  and 
staff  the  project  If  the  individuals  are 
not  now  Known,  provide  a  Ust  of  the 
qualifications  that  will  be  sought. 

•  If  it  is  anticipated  that  any 
individuals  or  other  organizations  will 
be  subcontracted  in  the  first  budget 
(>eriod,  information  about  the  role  they 
will  play  and  their  qualifications. 

•  If  organizations  are  collaborating  on 
a  proposal,  information  about  the  role 
each  will  play,  along  with  complete 
eligibility  information  and  specification 
of  which  will  have  leadership 
responsibility  for  overall  project 
management.  One  organization  should 
be  identified  as  the  lead  to  receive  and 
manage  funds. 

Review  and  Selection  Process 

Applications  will  be  screened  by 
ODPHP  upon  receipt  to  assure  that  all 
eligibility  requirements  have  been  met 
Applications  meeting  these 
requirements  will  be  reviewed  by  a 
Federal  panel  of  reviewers  using  the 
criteria  outlined  below.  The  results  of 
the  review  will  be  recommended  to  the 
Director  of  ODPHP  for  FY  1993 
cooperative  agreement  awards.  ODPHP 
intends  to  make  awards  between  March 
and  July  1993. 

Evaluatioo  Criteria 

J.  Understanding  the  Project— 20 

Understanding  of  the  issues  and  the 
program  priority  that  the  project 
proposes  to  address.  Clarity,  feasibility, 
and  practicality  of  the  objectives  of  the 
project  and  the  plan  to  meet  them. 

2.  Methodology  and  Approach — 30 

Soimdness,  practicality,  and 
fiaasibility  of  the  technical  approach  to 
the  woric,  including  how  the  tasks  are  to 
be  carried  out,  anticipated  problems  and 
proposed  solutions,  ihe  potential  for 
the  project  to  make  an  innovative, 
significant  impact  and  contribution  to 
health  promotion  and  disease 
prevention. 


Feasibility  and  appropriateness  of  the 
proposed  ongoing  assessment  of  project 
activities. 

3.  Organizational  Capability— 25 

Commitment  of  financial  or  in-kind 
resoxuces  to  support  the  proposed 
project  Relevant  experience  of  the 
organization  in  conducting  similar 
projects.  Adequacy  of  project 
management  to  keep  project  on  track 
and  on  schedule.  Demonstrated  capacity 
for  reaching  key  audiences  to  project 

4.  Project  Direction.  Management,  and 
Staffing— 25 

Management  plan,  advisory  and 
supervisory  structure,  and  qualifications 
and  relevant  experience  of  proposed 
staff  both  in  the  content  and  execution 
of  proposed  project 

Further  Information 

This  Notice  contains  information 
collections  required  from  respondents 
for  the  subject  cooperative  agreements. 

The  information  collection  is 
approved  under  OMB  control  number 
0937-0189. 

To  request  additional  copies  of  this 
notice  or  for  further  clarification, 
contact:  Ms.  Delores  Flenoury,  (202) 
205-8583.  Switzer  2132,  330  C  Street, 
SW„  Washington,  DC 

For  technical  or  program  assistance, 
contact  James  A.  Harrell,  whose 
telephone  number  is  (202)  205-8611. 
For  business  management  questions, 
contact  Ms.  Martha  Frazier.  on  (202) 
205-8583. 
|.  Michael  McGinnis. 
Deputy  Assistant  Secretary  for  Health, 
Director,  Office  of  Disease  Prevention  and 
He<Jth  Promotion. 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

Office  of  the  Assistant  Secretary  for 
Fair  Housing  and  Equal  Opportunity 

[Dodwt  Na  N-0»-3S5a;  FR-d42»-»M>11 

Establishnoent  of  a  Tasl(  Force  on 
Occupency  Standards  In  Put>Hc  and 
Assisted  Housing 

agency:  Office  of  the  Assistant 
Secretary  for  Fair  Housing  and  Eqiuil 
Opportunity.  HUD. 
ACTION:  Notice  of  establishment  of  an 
Advisory  Committee. 

SUMMARY;  HUD  is  establishing  a  Task 
Force  on  Occupancy  Standards  in 
Federally  Assisted  Housing  as  reauired 
by  section  643  of  the  Housing  and 
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Community  Development  Act  of  1002 
(Pub.  L.  102-550).  and  in  accordance 
with  the  provisions  of  the  Federal 
Advisory  Committee  Act  (5  U.S.C  App 
21.  TTie  Task  Force  will  review  all 
existing  standards,  reculations  and 
guidelines  governing  lease  provisions 
and  occupancy  and  tenant  selection 
policies  in  public  and  assisted  housing, 
and  make  recommendations  for 
revisions  of  such  standards,  regulations 
and  guideluies  to  provide  accurate  and 
complete  guidance  to  owners  and 
managers  of  public  and  assisted  housing 
as  auuorizad  by  section  643. 

The  Task  Force  will  continue  to  exist 
for  a  period  of  12  months  from  the  date 
its  charter  becomes  effective  unless  the 
charter  is  sooner  amended  .or  revoked. 
DATE:  The  charter  of  the  Oxnipancy 
Standards  Task  Force  will  become 
effective  on  the  date  the  Secretary  of 
Housing  and  Urban  Development  files  it 
with  the  Senate  Committee  on  Banking, 
Housing  and  Urban  A^irs,  and  the 
House  Committee  on  Banking,  Finance 
and  Urban  Affairs  which  are  the 
standing  committees  of  Congress  having 
legislative  jurisdiction  over  the 
Department 

FOR  FURTHER  MFORHATKM  CONTACT: 
Barbara  Capozzola,  Committee 
Management  Officer,  Telephone  (202) 
708-3123.  room  5168.  or  Laurence  D. 
Pearl,  Telephone  (202)  708-3727,  (TDD) 
(202)  708-0113.  room  5226,  Department 
of  Housing  and  Urt>an  Development, 
451  Seventh  Street.  SW..  Washington. 
DC  20410.  (These  are  not  toll-five 
numbers.) 

SUPPI^MENTARY  MFORMATKM:  Section 
643  of  the  Hotising  and  Community 
Development  Act  of  1992  (Pub.  L.  102- 
550)  directs  the  Secretary  of  HUD  to 
establish  a  task  force  to  review  all  rules, 
policy  statements,  handbooks,  and 
technical  assistance  memoranda  issued 
by  the  Department  on  the  standards  and 
obligations  governing  residency  in 
pubUc  and  assisted  housing  and  make 
recommendations  to  the  Secretary  for 
the  estabbshment  of  reasonable  criteria 
for  occupancy.  The  charter  of  the  task 
force  is  being  published  with  this 
notice. 

The  membership  of  the  Task  Force 
will  consist  of  no  more  than  35  people. 
Members  will  include  representatives  of 
owners,  managers  and  tenants  of 
federally  assiMed  housing,  public 
housing  agencies.  OMmer  and  tenant 
advocacy  organizations,  persons  with 
disabilities  and  disabled  families, 
organizations  assisting  homeless 
individuals,  and  social  service,  mental 
health  and  other  nonprofit  service 

Providers  who  serve  tederally  assisted 
ousing. 


The  Task  Force  will  continue  to  exist 
for  a  period  of  12  months  from  the  date 
its  charter  becomes  effective  as  provided 
in  the  Federal  Advisory  Committee  Act. 
unless  the  charter  is  amended  or 
revoked  sooner.  All  meetings  of  the 
Task  Force  will  be  open  to  the  public. 

The  time,  place,  and  agenda  for  the 
first  Task  Force  meeting  and  for  each 
subsequent  meeting,  will  be  published 
in  the  Federal  Register  at  least  15  days 
prior  to  the  meeting.  At  the  time  the  first 
meeting  is  announced,  the  names  of  the 
members  of  the  Task  Force  will  be 
published. 

Dated:  December  31 .  1992. 
Gordoa  H.  Mansflald, 
Assistant  Secretary  for  Fair  Housing  and 
Equal  Opportunity. 

Charter  of  the  HUD  Task  Force  on 
Occupancy  Standards  in  Public  and 
Assisted  Housing 

Section  1.  Purpose.  The  purpose  of 
this  dociunent  is  to  establish  a  Charter 
for  a  Task  Force  on  Occupancy 
Standards  in  Public  and  Assisted 
Housing,  as  required  under  the 
provisions  of  the  Federal  Advisory 
Committee  Act  (FACA). 

Section  2.  Authority.  The  Task  Force 
is  estabhshed  by  the  Secretary  pursuant 
to  section  643  of  the  Housing  and 
Community  Development  Act  of  1992 
(Pub.  L.  102-550).  and  implements  the 
determination  of  the  Secretary  of 
Housing  and  Urban  Development  to 
establi^  an  Advisory  Committee  in 
accordance  with  section  9(a)(1)  of  the 
FACA. 

Section  3.  Objectives,  Scope  of 
Activities  and  Duties.  The  Task  Force 
will  (1)  review  all  existing  standards, 
regulations  and  guidelines  governing 
occupancy  and  tenant  selection  policies, 
and  lease  provisions  and  other  rules  of 
occupancy  in  public  and  assisted 
housing;  (2)  propose  criteria  for 
occupancy,  standards  for  reasonable 
behavior  of  tenants,  compliance 
standards  consistent  with  reasonable 
accommodation  and  other  reouirements 
of  civil  rights  laws  and  procedures  for 
eviction  of  tenants  who  fail  tb  comply 
with  the  standards;  and  (3)  report  to  the 
Secretary  and  the  Congress  on  its 
findings  and  recommendations. 

Section  4.  Membership.  The  Task 
Force  will  be  composed  of  no  more  than 
35  members,  and  will  include 
representatives  of  owners,  managers  and 
tenants  of  federally  assisted  housing, 
public  housing  agencies,  owner  and 
tenant  advocacy  organizations,  persons 
with  disabilities  and  disabled  femilies. 
organizations  assisting  homeless 
individuals,  and  social  service,  mental 
health  and  other  nonprofit  service 


groviders  who  serve  federally  assisted 
ousing.  The  members  will  be  selected 
on  thebasis  of  personal  experience  and 
expert  knowlec^. 

Section  5.  Appointments.  The  Task 
Force  members  will  be  appointed  by  the 
Secretary  to  serve  a  term  of  12  months 
from  the  effective  date  of  the  charter. 
Members  will  serve  at  the  pleasure  of 
the  Secretary. 

Section  6.  Chair.  The  Qiair  will  be 
elected  by  the  Task  Force  from  among 
its  members.  The  Chair  is  responsible 
for: 

a.  Establishing  the  informal 
organization  of  the  Ttuk  Force  and 
appointing  such  subcommittees  as  may 
be  necessary: 

b.  Developing,  with  the  advice  and 
consent  of  tne  Task  Force,  procedures 
for  its  eSisctive  and  efficient  operation: 

c.  Ensuring  that  procedures  for  public 
participation  in  Task  Force  meetings  are 
established  in  acamiance  with  the 
FACA; 

d.  Taking  other  actions  required  to 
facilitate  the  discharge  of  Task  Force 
duties. 

Section  7.  Task  Force  Organization. 
The  organization  and  agenda  of  the  Task 
Force  will  be  established  at  iu  first  hill 
meeting.  Once  established,  the 
organization  of  the  Task  Force  may  be 
modified  as  appropriate  by  the  Chair. 
Any  subcommittee  appointed  by  the 
Chair  will  be  subordinate  and  advisory 
to  the  full  Tad(  Force.  Subcommittees 
may  meet  at  sudi  times  and  places  as 
the  subcommittee  Chair  has  approved 
for  the  performance  of  Task  Force 
business.  The  results  of  all 
subcommittee  meetings  will  be  reported 
to  the  Task  Force  for  its  review. 

Section  8.  hfeetings.  The  Task  Force 
will  meet  at  least  twice  during  its  term. 
The  Task  Force  Chair  may  call  special 
meetings  as  needed.  The  Task  Force  and 
any  of  its  subcommittees  will  convene 
under  the  following  conditions: 

a.  A  notice  of  eedi  Task  Force  or 
subcommittee  meeting  will  be 
published  in  the  Federal  Register  at 
least  15  days  in  advance  of  the  meeting. 
Shorter  notice  is  permissible  in  cases  of 
emergency,  but  the  basis  for  the 
declaration  of  an  emergency  must  be 
reported  in  Uie  notice. 

D.  Detailed  minutes  of  each  meeting  of 
the  Task  Force  will  be  kept,  and  the 
accuracy  of  the  minutes  will  be  certified 
to  by  the  Task  Force  Chair,  submitted  to 
the  Secretary  of  HUD.  and  filed  with  the 
Departmental  Conunittee  Management 
Officer.  The  minutes  vrill  include: 

(1)  The  time  and  place  of  the  meeting; 

(2)  A  list  of  Task  Force  members  and 
staff  and  department  employees  present 
at  the  meeting: 
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(3)  A  complsto  cummaty  of  mattflra 
discussed  and  the  conclusions  raedied; 

(4)  Copies  of  all  reports  received, 
issued  or  approved  l^  the  Task  Force: 

(5)  A  description  of  the  extent  to 
which  the  meeting  was  open  to  the 
public; 

(6)  A  description  of  public 
participation,  indudii^  a  list  of 
mesabers  of  the  public  who  attended  the 
meeting  and  a  list  of  those  who 
presented  oral  or  written  statements. 

c.  In  accordance  with  the  FACA.  aa 
employee  designated  by  the  Secretary 
will  attend  every  meeting  of  the  Task 
Force.  The  employee,  or  his  «>  her 
designee,  must  call  w  approve  the 
callLog  of  eadi  meeting,  and  is 
authorized  to  ad)oum  any  Task  Force 
meeting  whenever  he  or  she  determines 
th^  adjournment  is  in  the  public 
interest 

Section  9.  Support  Services.  The 
Assistant  Secretary  for  Fair  Housing  and 
Equal  Opportunity,  to  the  extent 
permitted  by  law  and  subject  to  the 
availability  of  funds,  will  provide  the 
Tksk  Force  with  administrative  services, 
funds,  facilities,  staff  and  other  support 
necessary  for  the  efEective  performance 
ofitshmctions. 

Section  10.  Estimated  Support  and 
Cost  The  Department  estimates  that  the 
operating  cost  of  the  Task  Force  will  not 
exceed  $45,000.  including  staff  support 
costs. 

Section  11.  Tmve!  and  Compensation. 
Members  of  the  Task  Force  will  serve 
without  compensation,  but  are  entitled 
to  be  paid  fior  travel  and  subsistence  in 
the  performance  of  duties  as  authorized 
by  S  U.S.C  5703(b). 

Section  12.  Reports.  The  Task  Force 
will  submit  a  ivritten  report  to  the 
Secretary,  describing  its  membership, 
functions  and  actions  before  its 
termination.  The  Task  FiHce  wrill  submit 
other  written  reports  from  time  to  time 
to  the  Secretary  and  the  Congress  as 
required  by  section  643. 

Section  13.  Expiration.  The  Task 
Force  established  under  this  Charter 
will  terminate  12  months  aftw  the 
charter  Is  filed,  unless  sooner  extended. 

Deled:  December  31. 1992. 

Approved: 
Prank  Keattng. 
Acting  Secretazy. 

(PR  Doc  9^284  Filed  1-4-93;  8:45  am| 
«UJNe000C4M« 


IDocketlie.M  W  BSSfcFH  34M  M  Oil 

TMk  FOTM  on  Occupancy  Standards 
In  Publlcand  Aaalatad  Housing; 
Mealing 

MBtcy.  Office  of  the  Assistant 

Secretary  for  Fair  Houring  uid  Equal 

Opportuoity. 

ACnOH:  Notice  of  open  meeting. 


8UMMAWY;  The  Task  Force  on  Occupancy 
Standards  In  Public  and  Assisted 
Housing  was  established  on  December 
31. 1992  in  accordance  with  the 
provisions  of  section  643  of  the  Housing 
and  Community  Development  Act  of 
1992  (Pub,  L.  102-550).  the  Task  Force's 
diarter  and  the  Federal  Advisory 
Committee  Act  (FACA).  The  Task  Force 
was  created  to  review  all  niles,  pollcv 
statements,  handbooks,  and  terhninal 
ftgy<tt*^nr«  memwanda  issued  by  the 
Department  on  the  standards  ami 
obUgations  governing  residency  in 
pubuc  and  assisted  housing  and  make 
recommendations  to  the  Secretary  for 
the  establishment  of  reasonable  criteria 
for  occupancy.  This  is  a  notice 
announcing  the  first  meeting  of  the  Task 
Force. 

TMilE  AND  PIACC:  The  Task  Force  will 
meet  on  Friday,  January  15. 1993  frtHn 
10  ajn.  to  approximately  3  p.m.  The 
meeting  will  take  place  in  room  10233 
(10th  floor)  of  the  Department  of  HUD 
Building.  451  SevenUi  Street,  SW., 
Washington.  DC  This  is  an  open 
meedng.  Fifteen  days  advance  notice  of 
this  meeting  could  not  be  provided 
becaiise  ofuie  necessity  to  schedide  the 
organizational  meeting  of  the  Task  Force 
berore  the  congressionally  mandated 
date  for  an  interim  report  on  the 
progress  of  the  Task  Force  Qanuary  28. 
1093). 

AGENDA:  The  Task  Force  will  address 
the  following  during  its  initial  meeting: 
Introduction  of  Task  Force  Members 

and  HUD  Staff 
Overview  of  Section  643— Background 
on  the  Creation  of  the  Task  Force 
Review  of  material  relating  to 

occupancy  and  tenant  selection 
Task  Force  Methodology 
Study  of  Materials 
Public  Hearings 
WrlttMi  Comments 
Preliminary  and  Final  Reports 
Perspectives  of  Task  Force  members 
Plans  for  Next  Meeting/Public  Hearings 
Election  of  Chair  and  Vice  Chair 
PU8UC  i^ARnOPATlON:  The  public  is 
invited  to  submit  written  comments  on 
any  aspetit  of  the  Task  Force's  mandate 
or  activities.  The  Task  Force  will  plan 
for  sidMequent  public  hearings  as 
required  by  section  643(a)(5)  of  the 
Housing  and  Community  Development 
Act  of  1992. 


FOR  RNmOl  MPORMATKM  CONTACT: 

Laurence  D.  Pearl.  Office  of  Fair 
Housing  and  Equal  Opportunity,  room 
5226.  Department  of  Housing  and  Urban 
Development.  451  Seventh  Street.  SW.. 
Wellington.  DC  20410.  Telephone: 
(202)  706-3727.  (TEH))  (202)  706-0113 
(These  are  not  toll-free  nun^Mcs.) 
SUPn^lENTARV  mpormation:  In 
accordance  with  the  requirements  of  the 
Fednral  Advisory  Committee  Act  and 
section  643(aM2)  of  the  Housing  and 
Community  Development  Act  of  1902, 
the  Secretary  has  appointed  a  balanced 
and  diverse  Task  Force  consisting  of 
reiwesentatives  of  owners,  managers  and 
tenants  of  Caderally  assisted  hou^ng, 
public  housing  agencies,  owner  and 
tenant  advocacy  organizations,  persons 
with  disabilities  and  disabled  families, 
organizations  assisting  homeless 
individuals,  and  social  service,  mental 
health  and  other  nonprofit  service 
providers  who  serve  federally  assisted 
housing. 

The  Task  Force  mepabers  are: 
Chartes  Achilles.  Vice  President. 
Institute  of  Real  Estate  Management. 
Chicago.  ILm 
Lynn  Aronstm,  Director  of  Housing. 
Connecticut  Department  of  Mental 
Health,  Hartford.  CT. 
John  Bohm.  Executive  Director,  National 
Assisted  Housing  Management 
Association,  Alexandria,  VA. 
Conrad  Egan.  Qiairman.  Multifamily 
Housing  ManagMuent  Committee, 
Nation^  Association  of  Home 
Builders.  Reston,  VA. 
Diane  Engster,  Esq.,  Northern  Virginia 
Alliance  for  the  Mentally  111, 
Alexandria,  VA. 
Mike  Finkle,  On  Our  Ovm,  Baltimore. 

MD. 
Joseph  Finnegan,  Government  Affairs 

Specialist,  Walpole.  MA. 
Kimi  Gray.  President,  Kenilworth- 
Parkside  Resident  Management 
Corporation,  Washington,  DC 
Jon  Gutzman,  National  Association  of 
Housing  and  Redevelopment 
Officials.  Washington,  DC. 
Loretta  Hall.  Manager,  Carr  Square 
Tenant  Management  Corporation.  St 
Louis.  MO. 
Fred  Kamas.  Jr..  Executive  Director, 
National  Coalition  for  the  Homeless, 
Washington.  DC 
Thomas  L.  ICenyon.  Exacutive  Director. 
National  Alliance  to  End 
Homdeesness,  Waslilngton.  DC 
Ruth  Lowenkron.  Esq.,  New  York 
Lawyers  in  the  Public  Interest  New 
York.  NY. 
Kathy  McQnley,  The  Association  for 
Retarded  Qtizens,  Washington.  DC 
Larry  Md^icol,  Director  of  Housing 
Policy,  American  Association  of 
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Homes  for  the  Aging.  Washington. 

DC. 
Bonnie  Milstein,  National  Mental 

Health  Law  Proiect,  Washington.  DC. 
Bill  Mitchell.  NaUonal  Association  of 

Protection  and  Advocacy  Systems. 

Washington.  DC. 
Denise  Muha.  Executive  Director. 

National  Leased  Hoiising  Association, 

Washington.  DC 
Gerald  Nicely,  PubUc  Housing  Agencies 

Directors'  Association.  Washington. 

DC. 
Debby  Pilch.  Esq..  Disability  Law 

Center,  Boston.  MA. 
Don  Redfoot.  American  Association  of 

Retired  Persons  (AARP),  Washington. 

DC 
Greg  Russ.  Advocate  for  Mixed  Housing. 

Odenton.  MD. 
Mary  Ann  Russ.  Council  of  Large  Public 

Housing  Agencies.  Washington.  DC. 
Kim  Savage.  Esq..  National  Senior 

Citizens  Law  Center,  Los  Angeles.  CA. 
Susan  Silverstein,  Esq.,  Monroe  County 

Legal  Assistance,  Rochester.  NY. 
Harry  Thomas.  Executive  Director, 

Seattle  Housing  Authority,  Seattle 

WA. 
Steve  Townsend.  National  Council  of 

Community  Menal  Health  Centers. 

Rockville,  MD. 
Larry  Volk.  Director  of  Programs. 

National  Council  of  State  Housing 

Finance  Agencies.  Washington,  DC. 
Ramsey  Weit,  Esq.,  Office  of 

Commissioner  Polly  Casterline, 

Portland,  OR. 
Dorinda  Wider,  Esq.,  Minneapolis  Legal 

Aid  Society,  Minneapolis,  MN. 
Daniel  Wuenschel,  Executive  Director, 

Cambridge  Housing  Authority, 

Cambridge,  MA. 
Roberta  Youmans.  National  Housing 

Law  Project.  Washington,  DC 
Mildred  Zanditon,  Vinfen  Corporation. 

Boston,  MA. 

Dated:  December  31, 1992. 
Gordon  H.  Mansfield. 
Assistant  Secretary  for  Fair  Housing  and 
Equal  Opportunity,  United  States  Department 
of  Housing  and  UriMn  Development. 
|FR  Doc.  93-265  Filed  1-&-93;  8.45  am] 

BILLING  CODE  «210-3t-«l 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 
(10-943-4210-05;  IOf-17811C] 

Order  Providing  for  Opening  of  Public 
Land;  Idaho 

agency:  Bureau  of  Land  Management. 

Interior. 

ACnON:  Notice  of  cancellation  of 

classification  and  opening  of  public 

lands. 


SUMMARY:  ThDi  Order  revokes  the 
suitable  and  luisuitable  classification  for 
the  lands  in  a  desert  land  appUcation 
which  is  considered  to  have  lapsed  with 
the  death  of  the  applicant,  pursuant  to 
roiA  Order  86-643.  dated  May  21. 
1992.  This  order  opens  the  lands  to  the 
land,  mining  and  mineral  leasing  laws. 
EFFECTIVE  DATE:  February  8. 1992. 
FOR  FURTHER  MFORMATION  CONTACT: 
Larry  L.  Lievsay.  BLM.  Idaho  State 
Office.  3380  Americana  Terrace,  Boise. 
Idaho  83706.  208-384-3166. 

1.  The  suitable  classification  for 
desert  land  entry  on  the  following 
described  land  is  hereby  revoked. 

Boiae  Meridian,  Idaho 

T*  9  N    R   1  W 

Sec  21.  BVisWv.NEV«,  EVjWVjSBVi, 

NE'ANW'A  and  NWV«NBV«: 
Sec  28.  WViNE'A.  NWV,NWV«NWV«, 

SViNEV«NWV«.  SV^NEV«NWV4  and 

EViSE'ANWV*. 

2.  The  unsuitable  classification  for 
desert  land  entry  on  the  following 
described  land  is  hereby  revoked. 

BoiM  Meridian,  Idaho 

T.  2  N.,  R.  3  W., 

Sec  28,  NViNEV«NWV«  and 
NEV«NWV«NWV4. 

The  area  described  contains  300  acres  in 
Canyon  County. 

3.  At  9  a.m.  on  February  8. 1993.  the 
lands  described  in  paragraphs  1  and  2 
will  be  opened  to  the  operation  of  the 
land  laws  generally,  subject  to  valid 
existing  rights,  the  provisions  of  existing 
withdrawals,  and  the  requirements  of 
applicable  law.  All  valid  applications 
received  at  or  prior  to  9  a.m.  on 
February  8. 1993.  shall  be  considered  as 
simultaneously  filed  at  that  time.  Those 
received  thereafter  shall  be  considered 
in  the  order  of  filing. 

4.  At  9  a.m.  on  February  8, 1993,  the 
lands  described  in  paragraphs  1  and  2 
will  be  opened  to  location  and  entry 
under  the  United  States  mining  laws 
and  to  applications  and  offers  under  the 
mineral  leasing  laws.  Appropriation  of 
any  of  the  lands  described  in  this  order 
under  the  general  mining  laws  prior  to 
the  date  and  time  of  restoration  is 
unauthorized.  Any  such  attempted 
appropriation,  including  attempted 
adverse  possession  under  30  U.S.C.  38, 
shall  vest  no  rights  against  the  United 
States.  Acts  required  to  establish  a 
location  and  to  initiate  a  right  of 
possession  are  governed  by  State  law 
where  not  in  conflict  with  Federal  law. 
The  Bureau  of  Land  Management  will 
not  intervene  in  disputes  hKBtween  rival 
locators  over  possessory  rights  since 
Congress  has  provided  for  such 
determinations  in  local  couits. 


Dated:  December  15. 1992. 
BUI  R.  UVelle. 
Acting  State  Director. 
IFR  Doc.  93-253  Piled  l-fr-93;  8:45  ami 
BILUNQ  COOC  4110-M-M 


[MT-930-«210-06:  SOM  7984«1 

Opening  of  L«id  in  •  Propoaed 
Withdrawal;  South  Dakota 

Correction 

In  notice  document  92-29642 
appearing  on  page  58025  in  the  issue  of 
Tuesday.  December  8. 1992,  make  the 
following  corrections: 

1.  In  the  first  line,  the  serial  number 
"MTM  79849"  should  read  "SDM 
79849." 

2.  In  the  second  line  of  the  document 
heading.  "Montana"  should  read  "South 
Dakota." 

Dated:  December  28, 1992. 
John  A.  Kwiatkowrid. 
Deputy  State  Director.  Division  of  Lands  and 
Renewable  Resources. 
IFR  Doc.  93-259  Filed  1-6-93;  8:45  am] 
BILUNO  COOe  «10-OM-M 


National  Parte  Service 

General  Management  Plan;  Great 
Basin  National  Parte;  Notice  of 
Availability  of  final  General 
Management  Plan  and  Environmental 
Impact  Statement 

SUMMARY:  In  accordance  with  section 
102(2)(C)  of  the  National  Environmental 
PoUcy  Act  of  1989,  Public  Law  91-190. 
and  National  Park  Service  (NPS) 
planning  guidelines,  the  NPS  has 
prepared  a  Final  General  Management 
Plan/Environmental  Impact  Statement 
(GMP/nS)  for  Great  Basin  National 
Park,  established  in  1986. 

The  Draft  General  Management/ 
Environmental  Impact  Statement  (GMP/ 
EIS)  was  drculated  for  public  review 
between  October  11  and  December  31, 
1991  (56  FR  50924).  Both  the  Draft  and 
Final  GMP/EIS  describe  and  analyze  a 
proposal  and  three  alternatives,  for 
future  management  and  use  of  the  park. 
The  proposal  would  provide  a  diversity 
of  visitor  opportunities  by  expanding 
interpretation,  improving  access  to  and 
within  the  park,  construction  of  a  new 
visitor  center,  adding  new  camping  and 
trail  facilities  and  moving 
administrative  support  facilities  outside 
the  park.  Alternatives  include:  (A) 
Minimal  improvements  and  no 
relocation  of  support  faciUties;  (B) 
maximizing  natural  resource  protection 
with  concentration  and  restriction  of 
visitor  feciUties  and  relocation  of 
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support  facilities;  and  (C)  providing 
mora  extensive  visitor  development  and 
accessibility  to  the  park  with  support 
facilities  remaining  in  the  park. 

The  30  day  no  action  period  on  the 
Final  GMP/QS  will  end  February  8, 
1993.  Requests  for  additional 
information  and/or  copies  of  the  Final 
GMP/EIS  should  be  diiected  to: 
Superintendent,  Great  Basin  National 
Park,  Baker  NV  89311,  telephone 
number  (702)  234-7331. 

Copies  of  the  Final  GMP/EIS  are 
available  at  the  park  headquarters  and  at 
the  following  libraries:  Lincoln  and 
White  Pine  county  libraries,  NV;  Beaver 
and  Millard  county  libraries,  UT;  Harold 
E.  Lee  Library,  Brigham  Young 
University;  and  Southern  Utah 
University  Library.  Copies  also  are 
available  for  inspection  at  the  following 
address:  Western  Regional  Office, 
National  Park  Service,  Division  of 
Planning,  Grants  and  Environmental 
Quality,  600  Harrison  St,  suite  600,  San 
Francisco,  CA  94107-1372. 

.  Dated:  November  4. 1992. 
Lewis  Albert, 

Acting  Regional  Director,  Western  Region. 
|FR  Doc  93-309:  Filed  1-6-93;  8:45  ami 
BNJJNO  COOC  4310-7MI 


Chesapeake  and  Ohio  Canal  National 
Historical  Parte  Commission  Meeting 

Notice  is  hereby  given  in  accordance 
with  Federal  Advisory  Committee  Act 
that  the  meeting  that  was  scheduled  for 
December  12, 1992,  and  postponed  due 
to  inclement  weather,  has  been 
rescheduled  for  January  23, 1993,  at 
10:30  a.m.  at ).  Paul's  Restaurant,  3218 
M  Street,  Georgetown,  Washington,  DC. 

The  Commission  was  established  by 
Public  Law  91-664  to  meet  and  consult 
with  the  Secretary  of  the  Interior  on 
general  policies  and  specific  matters 
related  to  the  administration  and 
development  of  the  Chesapeake  and 
Ohio  Canal  National  Historical  Park. 

This  will  be  an  orientation  meeting 
for  the  nine  newly  appointed 
Commission  members  and  the  ten 
members  who  wera  reappointed.  Robert 
Stanton,  Regional  Director,  National 
Capital  Region,  will  swear  the  new 
commissioners. 

The  members  of  the  Commission  ara 
as  follows: 
Mrs.  Sheila  Rabb  Weidenfeld, 

Chairman,  Washington,  DC 
Ms.  Diane  C.  Ellis,  Brunswick,  Maryland 
Brother  James  T.  Kirkpatrick,  F.S.C., 

Cumberland,  Maryland 
Ms.  Anne  L.  Gormer,  Cumberland, 

Maryland 
Ms.  Elise  B.  Heinz.  Arlington,  Virginia 


Mr.  George  M.  WykoGF.  Jr.,  Qunberland, 

Maryland 
Mr.  Rockwood  H.  Foster,  Washington. 

DC 
Mr.  Barry  A.  Passett,  Washington,  DC 
Mrs.  Jo  Reynolds,  Potomac,  Maryland 
Ms.  Nancy  C.  Long,  Glen  Echo, 

Maryland 
Ms.  Mary  Elizabeth  Woodward, 

Shepherdstown,  West  Virginia 
Dr.  James  H.  Gilford,  Frederick. 

Maryland 
Mr.  Edward  K.  Miller.  Hagerstown, 

Maryland 
Mrs.  Sue  Ann  Sullivan,  WiUiamsport, 

Maryland 
Mr.  Terry  W.  Hepburn,  Hancock, 

Maryland 
Mr.  Laidley  E.  McCoy,  Charleston,  West 

Virginia 
Ms.  Jo  Ann  M.  Spevacek.  Burke. 

Virginia 
Mr.  Charles  J.  Weir,  Falls  Church, 

Virginia 
Ms.  Donna  Pope,  Alexandria,  Virginia 

The  agenda  for  this  meeting  includes 
discussion  of  the  legislative  process  that 
created  the  C&O  Canal  Commission  by 
former  Commission  Chairman,  Carrie 
Johnson:  Planning  of  the  Park  by  John 
Parsons,  Associate  Regional  Director, 
National  Capital  Region;  the  Role  of  the 
Commission,  Overview  of  Park 
Operations,  Update  of  the  Vail  Agenda 
and  Sufwrintendent's  Report  by 
Superintendent  Thomas  Hobbs. 

The  meeting  will  be  open  to  the 
public.  Any  member  of  the  public  may 
file  with  the  Commission  a  written 
statement  concerning  the  matters  to  be 
discussed.  Persons  wishing  further 
information  concerning  this  meeting,  or 
who  wish  to  submit  written  statements, 
may  contact  Thomas  O.  Hobbs, 
Superintendent,  C&O  Canal  National 
Historical  Park,  P.O.  Box  4,  Sharpsburg. 
Maryland  21782. 

Minutes  of  the  meeting  will  be 
available  for  public  inspection  six  (6) 
weeks  after  the  meeting  at  Park 
Headquarters,  Sharpsburg,  Maryland. 

Dated:  December  29, 1992. 
Robert  Stanton, 

Regional  Director,  National  Capital  Region. 
IFR  Doc.  93-308  Filed  1-6-93;  8:45  am] 

BIUJNQ  C0D6  4310-70-M 


Gettysburg  National  Military  Parte 
Advisory  Commission;  Meeting 

agency:  Gettsburg  National  Military 

Park  Advisory  Commission. 

ACTION:  Notice  of  Meeting. 

SUMMARY:  This  notice  sets  forth  the  date 
of  thft  sixth  meeting  of  the  Gettysburg 
National  Military  Park  Advisory 
Commission. 


DATE:  January  28, 1993. 

TIME:  2  p.m.-4  p.m. 

MClfMENT  WEATHER  RESCHEDULE  DATE: 

None. 

ADDRESS:  Holiday  Inn,  516  Baltimore 

Street,  Gettysburg,  Pennsylvania  17325. 

AGENDA:  Sub-Committee  Reports, 
presentation  on  Memorial  LandscafW, 
update  on  removal  of  overhead  utility 
lines  in  the  Park,  status  of  Land 
Protection  Plan,  release  of  the 
Eisenhower  Statement  for  Management, 
report  on  the  status  of  the  fast  food 
directional  signs  on  Taneytown  Road, 
and  an  operational  update  on  the  park. 

FOR  FURTHER  INFORMATKM  CONTACT:  Jose 
A.  Cisneros,  Superintendent,  Gettysburg 
National  Military  Park,  P.O.  Box  1080, 
Gettysburg,  Pennsylvania  17325. 

SUPPt.EMENTAWRY  MFORMATKm:  The^ 
meeting  will  be  open  to  the  public  Any 
member  of  the  public  may  file  with  the 
Commission  a  written  statement 
concerning  agenda  items.  The  statement 
should  be  addressed  to  the  Advisory 
Commission,  Gettysburg  National 
Military  Park,  P.O.  Box  1080, 
Gettysburg,  Pennsylvania  17325. 
Minutes  of  the  meeting  at  the  permanent 
headquarters  of  the  Gettysburg  National 
Military  Park  located  at  95  Taneytown 
Road,  Gettysburg,  Pennsylvania  17325. 
John  McKenna, 

Acting  Regional  Director,  Mid-Atlantic 
Region. 
IFR  Doc  93-307  Filed  1-6-93;  8:45  ami 

BILUNGCODE  43tO-7«-M 


Gettysburg  National  Military  Parte 
Advisory  Commission;  Meeting 

AGENCY:  Gettysburg  National  Military 
Park  Advisory  Commission. 

ACTION:  Notice  of  meeting. 


SUMMARY:  This  notice  sets  forth  the  ddte 

of  a  special  meeting  of  the  Gettysburg 

National  Military  Park  Advisory 

Commission. 

DATES:  January  30, 1993. 

TME:  8:30  a.m.-9:30  a.m. 

INCI.EMENT  WEATHER  RESCHEDUl^  DATE: 

None. 

ADDRESSES:  Hotel  Gettysburg,  Lincoln 

Square,  Gettysburg.  Pennsylvania 

17325. 

AGENDA:  Update  on  Gettysburg  National 

Military  Park  to  the  Civil  War  Sites 

Advisory  Commission. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jose  A.  Cisneros,  Sui)erintendent, 

Gettysburg  National  Military  Park,  P.O. 

Box  1080,  Gettysburg.  Pennsylvania 

17325. 
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SUPPLBIEKTARY  MFOMUTION:  The 

meeting  will  be  open  to  the  public.  Any 
member  of  the  public  may  file  with  the 
Commission  a  written  statement 
concerning  agenda  items.  The  statement 
should  be  addressed  to  the  Advisory 
Commission,  Gettysburg  National 
Military  Park.  P.O.  Box  1080. 
Gettysburg.  Pennsylvania  17325. 
Minutes  of  the  meeting  will  be  available 
for  inspection  four  weeks  after  the 
meeting  at  the  permanent  headquarters 
of  the  Gettysburg  National  Military  PaA 
located  at  95  Taneytown  Road. 
Gettysburg.  Pennsylvania  17325. 

John  McKenna. 

Acting  Regional  Dinctor,  Mid-Atiantic 

Region. 

IFR  Doc  93-306  Filed  l-fr-93;  8:45  am] 

BIUMO  COOC  4310-70-M 


MERIT  SYSTEM  PROTECTION  BOARD 

Call  tor  RMara  for  tha  U.S.  Mwtt 
Systama  ProtacUon  Board  Report.  "A 
QuaatkNi  of  Equity:  Woman  and  ttM 
Glaaa  CaiHng  in  tha  Fadaral 
Govammanl" 

agency:  U.S.  Merit  Systems  Protection 

Board. 

ACTKW:  Notice  of  call  for  riders  for  the 

Board's  report,  "A  Question  of  Equity: 

Women  and  the  Glass  Ceiling  in  the 

Federal  Government".  


publication  in  the  oinent  fiscal  year. 
This  requisition  is  for  reprinting  the  first 
edition  of  the  report,  dated  October 
1992. 

Dated:  January  4. 1993. 
Robert  E.  Taylor. 
Qerk  of  the  Board. 
(FR  Doc.  93-289  Filed  1-6-93;  8:45  ami 
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INTERSTATE  COMMERCE 
COMMISSION 

(Rnanca  Docket  No.  32227] 

Louiaiana  ft  Delta  RaUroad,  Inc.; 
Trackage  RigMa  Exampdon;  Southam 
PacMc  Tranaportatton  Co. 

Southern  Pacific  Transportation 
Company  (SP)  has  agreed  to  grant 
trackage  rights  to  Lotiisiana  k  Delta 
Railroad,  Inc.  (LDR)  over  approximately 
3  miles  between  SP's  mileposts  128.0  at 
New  Iberia,  LA.  and  131,0  west  of  the 
Ara  Spur.  LA.  The  trackage  rights  were 
to  become  effective  on  December  30, 
1992. 

This  notice  is  filed  under  49  CFR 
1180.2(d)(7).  Petitions  to  revoke  the 
exemption  under  49  U.S.C  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revokia  will  not  stay  the 
transaction.  Pleadings  must  be  filed 
with  the  Commission  and  served  on: 
Charles  D.  Crampton,  700  Midtown 
Tower.  Rochester.  NY  14604. 

As  a  condition  to  the  use  of  this 
exemption,  any  employees  adversely 
affected  by  the  trackage  rights  will  be 
protected  under  Norfolk  and  Western 
Ry.  Co.— Trackage  Rights— BN.  354 
LC.C  605  (1978),  as  modified  in 
Mendocino  Coast  Ry..  Inc.— Lease  and 
Operate.  360 1.C.C.  653  (1980). 
Decided:  December  31. 1992. 
By  the  Commission.  Donald ).  Shaw. 
Acting  Director.  OfBce  of  Proceedings. 
Sidney  L.  StricklaBd,  Jr.. 
Sm:Tetary. 

IFR  Doc  93-278  Piled  1-6-93: 8:45  am] 
HUMC  COOC  7US-0MI 


SUMMARY:  The  purpose  of  this  notice  is 
to  inform  Federal  departments  and 
agencies  that  the  U.S.  Merit  Systems 
Protection  Board's  report,  "A  Question 
of  Eqwty:  Women  and  the  Glass  Ceiling 
in  the  Federal  Government,"  will  be 
available  on  a  rider  basis  from  the 
Government  Printing  Office. 
Departments  and  agencies  may  order 
this  publication  by  riding  the  Board's 
requisition  number  3-00106. 
DATES:  Agency  requisitions  must  be 
received  by  the  Government  Printing 
Office  on  or  before  February  22, 1993. 
AOORESSES:  Interested  departments  and 
agencies  should  send  requisitions  bom 
their  headquarter  offices  authorized  to 
prociue  printing  to  the  Government 
Printing  Office,  Requisition  Section, 
room  C-836.  Washington,  DC  20401. 
FOR  FURTHER  ^FORMATION  COKTACT: 
Annette  Johnson,  Office  of  PoUcy  and 
Evaluation,  U.S.  Merit  Systems 
Protection  Board.  1120  Vermont 
Avenue.  NW..  Washington.  DC  20419, 
202-254-8014. 

SUPPLEMENTARY  tlFORMATlOH:  This 
report  examines  the  reasons  that  so  few 
women  are  in  top-level  positions  in  the 
Civil  Service.  The  Board  finds  that  the 
underrepresentation  of  women  in  senior 
career  positions  and,  particularly,  the 
slower  promotion  rates  in  GS-9  through 
GS-12  ranks  are  only  partially 
explained  by  such  factors  as  education, 
experience,  and  mobility.  The  report 
discusses  these  barriers  and  ofiers 
recommendations  for  ways  to  achieve 
greater  equity  for  women. 

In  making  this  report  available,  the 
Board  intends  to  provide  useful 
information  on  this  issue  to  Federal 
managers  as  they  consider  ways  to 
effectively  manage  Federal  employees. 

The  Board  is  unable  to  fill  large 
volume  orders  from  agencies  for  this 
publication;  therefore,  agencies  are 
urged  to  take  advantage  of  this 
opportunity  to  order  copies  directly 
from  the  Government  Printing  Office. 
Because  of  budgetary  constraints,  the 
Board  is  uncertain  when  and  if  there 
will  be  another  reprinting  of  this 


NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

Recorda  Schadulaa;  Availability  and 
Raquaat  for  Commants 

AGENCY:  National  Archives  and  Records 

Administration,  Office  of  Recorda 

Administration. 

ACTION:  Notice  of  availability  of 

proposed  records  schedules;  reqiwst  for 

comments. 

StiMMARY:  The  National  Archives  and 
Records  Administration  (NARA) 
publishes  notice  at  least  once  monthly 
of  certain  Federal  agency  requests  for 
records  disposition  authoritv  (records 
schedules).  Records  sdieduies  identify 
records  of  sufficient  value  to  warrant 
preservation  in  the  National  Archives  of 
the  United  States.  Schedules  also 
authorize  agencies  after  a  specified 
period  to  depose  of  records  lacking 
administrative,  legal,  research,  or  other 
value.  Notice  is  published  for  records 
schedules  that  (1)  propose  the 
destruction  of  records  not  previously 
authorized  for  disposal,  or  (2)  reduce 
the  retention  period  for  records  already 
authorized  for  disposal.  NARA  invites 
public  comments  on  such  schedules,  as 
required  by  44  U.S.C  3303a(a). 
DATES:  Request  for  copies  must  be 
received  in  writing  on  or  before 
February  22, 1993.  Once  the  appraisal  of 
the  records  is  completed,  NARA  vrill 
send  a  copy  of  the  schedule.  The 
requester  wiU  be  given  30  days  to 
submit  oxnments. 

ADDRESSES:  Address  requesto  for  single 
copies  of  schedules  identified  in  this 
notice  to  the  Records  Appraisal  and 
Disposition  Division  (NIR),  National 
Archives  and  Records  Administration, 
Washington,  DC  20408.  Requesters  must 
dte  the  control  number  assigned  to  each 
schedule  when  requesting  a  copy.  The 
control  number  appears  in  the 
parentheses  inuneoiately  after  the  name 
of  the  requesting  agency. 
SUPPLEMENTARY  MFORMATION:  Each  year. 
U.S.  Government  agencies  create 
billions  of  reccwds  on  paper,  film, 
magnetic  tape,  and  other  media.  In  order 
to  control  this  accumulation,  agency 
records  managers  prepare  records 
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sdiedul«s  specifying  vrben  the  agency 
no  longer  needs  the  records  and  vrhat 
happens  to  the  records  after  this  period. 
Some  schedules  are  comprehensive  and 
cover  all  the  records  of  an  agency  or  one 
of  its  ma|or  subdivisians.  These 
compreb«tnsive  schedules  provide  for 
the  eventual  transfer  to  the  National 
Archives  of  historically  valuable  records 
and  authorize  the  diwosal  of  all  other 
records.  Most  sdiedules.  however,  cover 
records  of  only  one  office  or  program  or 
a  few  series  of  recxirds,  and  many  are 
updates  of  previously  approved 
schedules.  Such  schedules  also  may 
include  records  that  are  designeted  for 
permanent  retention. 

Destruction  of  records  requires  the 
approval  of  the  Archivist  of  the  United 
States.  This  approval  is  granted  after  a 
thorough  study  of  the  records  that  takes 
into  account  their  administrativs  use  by 
the  agency  of  oiigia,  the  rights  of  the 
Government  and  (tf  private  persons 
directly  aSaxAbd  by  the  GovemnMOt's 
activities,  and  histarical  or  otiier  valoe. 

This  pubhc  notice  idantifies  the 
Federal  agendea  and  thair  suhdivisiaiis 
requestfatg  disposition  authority, 
includea  the  control  muBbn  aasignnd  to 
each  schedule,  and  briefly  deaaftes  the 
records  propoead  far  disposal.  Hie 
records  sdiedule  contains  additional 
informatian  about  the  records  and  their 
disposition.  Puithar  infcnnation  about 
the  di^Msltian  process  will  be 
fmnisiwd  to  eadi  requester. 

Schedules  Pending 

1.  Department  of  the  Air  Force  (Nl- 
AFU-93-4).  Environmental  Training 
Records. 

2.  D^artment  of  the  Air  Force  (Nl- 
AFU-Q3-5).  Depot  Maintenance 
Records. 

3.  Department  of  the  Army  (Nl-AU- 
03-2).  Medical  Malpiactaoe  Records. 

4.  Department  of  Cooimeroe.  Office  of 
Environmental  Aflaiis  (Nl  40  02  4). 
bivironmeotal  Impact  Statements  and 
other  envimamenlal  reoorda. 

5.  Department  of  Commeroa. 
International  Trade  Administration 
(Nl-151-02-8).  Canadian  hunber  export 
notices. 

6.  Defense  Inve^igative  Service  (Nl- 
446-92-2).  Routine  and  faciiitativa 
records  relating  to  recurring  reports, 
leave  slips  and  port  securi^. 

7.  Defense  Investi^Btive  Service  (Nl- 
446-02-3).  Export  license  farms 
received  from  Department  of  State. 

8.  Defense  Lo^stios  Agency  (Nl-361- 
93-1).  Publicaticms  bad^ground  files 
from  field  activities. 

9.  Defense  Logiedcs  Agency  (Nl-361- 
93-2).  Flight  operations  records. 

10.  Department  of  Health  and  Human 
Services,  Indian  Health  Service  (Nl- 


513-02-5).  General  program  and 
administrative  records. 

11.  Federal  Bureau  olbvestigation 
(Nl-65-93-1).  Sound  recordings  whidi 
are  duplicetive,  leek  historical  value,  or 
exhibit  poor  qudity. 

12.  Depaitxnent  of  State,  AH  Foreigti 
Service  Posts  (Nl-84-93-1).  Personnel 
folders  of  uncompensated  non- 
Americans. 

13.  Department  of  Stete,  All  Foreign 
Service  Posts  (Nl-«4-e3-2).  Cash 
receipts  «id  records  of  fses. 

14.  Department  of  State,  All  Foreign 
Service  PosU  (Nl-84-03-3).  Legal 
inquiries. 

15.  Department  of  StMe,  All  Foreign 
Service  Posts  (Nl-84-93-4}.  American 
citizens  sanrioMoraoedent  case  files. 

16.  Office  of  Tbifl  Supervision  (Nl- 
483-92-9).  Records  relating  to  data 
processing  and  management 
information  systems. 

17.  PanaoM  Canal  Commission  (Nl- 
185-92-2).  Roitfine  civilian  personnel 
records. 

18.  Panama  Canal  Commission  (Nl- 
l8S-e2-<3}.  Police  and  Convict  Records. 

19.  White  House  Conference  on 
Library  and  Information  Science  (Nl- 
220-^-2).  Fadlitative  and 
housekeeping  records. 

Dated:  December  23, 1992. 
Don  W.  WilMB. 
Aicbivisit^thBlbutBdStata. 
fFR  Doc  93-260  Filed  1-6-93;  8:45  am) 
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NATIONAL  FOUNDATION  ON  THE 
ARTS  AND  THE  HUMAiJITIES 

Agency  Information  CoUaction  Under 
0MB  Review 

AGENCY:  National  fiQdo%vnient  far  die 
Humanities,  NFAH. 
ACmOH:  Notice. 

SUHMARV:  He  National  Endowment  for 
the  Humanities  (NQI)  has  sent  to  the 
Office  of  Management  and  Budget 
(QMB)  the  folkrwing  proposals  for  the 
collection  of  informaUon  under  the 
provisions  of  tibe  Paperwork  Reduction 
Act  (44  U.S.C.  diapter  35). 
DATES:  Comments  on  this  information 
collection  must  be  submitted  on  or 
before  February  8, 1993. 
ADDRESSES:  Send  comments  to  Ms. 
Susan  Oais^.  Assistant  Director.  Grants 
Office,  National  Endowment  for  the 
Humanities,  1100  Pennsylvania  Avenue. 
NW..  room  310.  Washington.  DC  20506 
(202-«06-8494)  and  Mr.  Steve 
Semenuk,  Office  of  Maaagement  and 
Budget,  New  Executive  C^ce  Building, 
726  Jackson  Place.  NW..  room  3002. 
Washington,  DC  20503  (202-395-6880). 


FOR  FURTMER  MPORMATION  CONTACT: 

Ms.  Susan  Daisey,  Assistant  Director, 
Giants  Office,  National  Endowment  fax 
the  Humanitias,  1100  Pennsylvania 
Avenoe.  NW..  room  310,  Wvliingtan, 
DC  20506  (202)  606-6464  from  whom 
copies  of  forms  and  supporting 
documents  are  available. 
SUPPLEMENTARY  MRMMAHON:  All  of  the 
entries  are  grouped  into  new  farms, 
revisions,  extensions,  or  reinstatements. 
Eadi  entry  is  iss«ied  by  NEH  and 
contains  the  following  information:  (1) 
the  title  of  the  form;  (2)  the  agency  fonn 
number,  if  appUcaMe;  (3)  how  often  the 
form  must  be  filled  out:  (4)  who  «rill  be 
required  or  asked  to  report;  (5)  wrfaet  the 
form  will  be  used  tar,  (6)  an  estimate  of 
the  number  of  responses:  (7)  the 
frequency  of  response:  (8)  an  estimate  of 
the  total  number  of  hours  needed  to  fill 
out  the  form;  (9)  an  eetimete  of  the  total 
annual  reporting  and  recordkeeping 
burden.  None  of  these  entries  are  subject 
to  44  U.S.C  3S04(h). 


Category: 

Title:  Guidelines  and  Application  Forms 

for  the  Division  of  PreMrvation  and 

Access 
Fonn  Number:  Not  Applicable 
Frequency  of  Collection:  Semi-annual 
Respondents:  Humanities  reseaicfaeBS 

and  institutions 
Use:  Application  for  funding 
Estimated  Number  of  RespMtdents:  250 
Frequency  of  Response:  Ones 
Estimated  Hours  for  Respoadet^  to 

Pmvide  Infonaatioa:  40  per 

respondent 
Estimated  Total  Annoof  Reporting  and 

Recordkeeping  Burden:  12,500  hours 
Hiomas  S.  Kiagrtee, 
Assistant  Choinnan/ar(^9eRrtions. 
(FR  Doc  93-281  Filed  1-6-93;  8:45  ami 
BMXIWO  OOOe  IBM  01  M 


NATIONAL  SCIENCE  FOUNOATKM 

Spedal  Emphaals  Panel  In 
Mathematical  Sdencea;  MeeUng 

.  In  acoordence  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  as  amended),  the  National  Sdenoe 
Foundation  announces  the  following 
meeting. 

Date  aad  Tiae.- jeauaiy  2S-26. 1993  9 
a.n.— 5  p-ir. 

I^ace:  National  Science  Foundation.  1800 
*€'  Street.  NW..  loom  1243.  Washii^on.  DC 
205SO. 

7>pe  o/MBetfa^Ooeed. 

Contaci  Person:  Alvin  Thaler,  Pmpma 
Direolar,  Divisloa  of  Matbenatiori  Sdsnoee, 
Room  339,  NatioMl  Science  Paandatkw. 
1800  G  St.  NW..  Washington.  DC  206Sa 
Telephone:  (202)  357-3691. 
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Purpose  of  Meeting:  To  provide  advice  and 
recommendations  concerning  proposals 
submitted  to  NSF  for  financial  support 

Agenda:  To  review  and  evaluate  Grants  for 
Scientific  Computing  Research  Environments 
of  the  Mathematical  Sciences  proposals  as 
part  of  the  selection  process  for  awards. 

Reason  for  aosing:  The  proposals  being 
reviewed  include  information  of  a 
proprietary  or  confidential  nature.  Including 
technical  information;  financial  data,  such  as 
salaries;  and  personal  information 
concerning  individuals  associated  with  the 
proposals.  These  matters  are  exempt  under  5 
U.S.C  552b(c).  (4)  and  (6)  of  the  Government 
in  the  Sunshine  Act. 

Dated:  January  4, 1993. 
Modestine  Roger*. 

Acting  Committee  Management  Officer. 
|FR  Doc.  93-310  Filed  1-6-93;  8:45  ami 

M.UNO  COOE  TSH-OI-M 


NUCLEAR  REGULATORY 
COMMISSION 

Documents  Containing  Reporting  or 
Recordkeeping  Requirements:  Office 
of  Management  and  Budget  Review 

AGENCY:  Nuclear  Regulatory 
Commission  (NRC). 
action:  Notice  of  the  OMB  review  of 
information  collection^ ^^^__ 

summary:  The  NRC  has  recently 
submitted  to  OMB  for  review  the 
following  proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  chapter  35). 

1.  Type  of  submission,  new,  revision 
or  extension:  Revision. 

2.  The  title  of  the  information 
collection:  Proposed  Rule.  "10  CFR  Part 
110:  Requirements  for  the  Specific 
Licensing  of  Exports  of  Certain  Alpha- 
Emitting  Radionuclides  and  Byproduct 
Material". 

3.  The  form  number  if  applicable: 
NRC  Form  7. 

4.  How  often  the  collection  is 
required;  On  occasion. 

5.  Who  will  be  required  or  asked  to 
report:  Some  exporters  of  bulk  tritium. 
americium-242m.  califomium-249. 
califomium-251.  curium-245,  curium- 
247  and  certain  alpha-omitting 
radionuchdes. 

6.  An  estimate  of  the  number  of 
reporting  responses  annually:  9. 

7.  An  estimate  of  the  total  number  of 
hours  annually  needed  to  complete  the 
requirement  or  request:  28.  22  hours  of 
reporting  burden  is  estimated  (an 
average  of  2.4  hours  per  response)  and 
6  hours  of  recordkeeping  burden  is 
estimated. 

8.  An  indication  of  whether  section 
3504(h).  Public  Law  96-511  applies: 
Applicable. 


9.  Abstract:  10  CFR  part  110  provides 
application,  reporting,  and 
recordkeeping  requirements  for  exports 
and  imports  of  nuclear  equipment  and 
material.  TTie  proposed  revision  would 
require  that  specific  licenses  be 
obtained  for  certain  exports  of 
byproduct  materials  and  some  alpha- 
emitting  radionuclides. 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  fee  from  the 
NRC  Public  Document  Room.  2120  L 
Street.  NW.  (Lower  Level).  Washington. 
DC  20555. 

Comments  and  questions  may  be 
directed  by  mail  to  the  OMB  reviewer 
Ronald  Minsk.  Office  of  Information  and 
Regulatory  Affairs  (3150-0036  and 
315(M)027).  NEOB-3019.  Office  of 
Management  and  Budget.  Washington, 
DC  20503. 

Comments  may  also  be  communicated 
by  telephone  at  (202)  395-3084. 

The  NRC  clearance  officer  is  Brenda 
Jo  Shelton.  (301)  492-8132. 

Dated  at  Bethesda,  Maryland,  this  23rd  day 
of  December  1992. 

For  the  Nuclear  Regulatory  Commission. 
Gerald  F.  Cranford, 

Designated  Senior  Official  for  Information 
Resources  Management. 
|FR  Doc.  93-267  Filed  1-6-93;  8:45  am) 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Retesse  No.  34-31673;  File  No.  SR-OTC- 
92-161 

Self-Regulatory  Organizations;  Tt>e 
Depository  Trust  Company;  Order 
Approving  Proposed  Rule  Change 
Relating  to  the  Deposit  of 
Nontransferable  Securitiee 

December  30, 1992. 

On  October  14. 1992.  The  Depository 
Trust  Company  ("DTC")  filed  with  the 
Seciuities  and  Exchange  Commission 
("Commission")  a  proposed  rule  change 
(File  No.  SR-DTC-92-16)  pursuant  to 
section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  ("Act").'  The 
proposed  rule  change  will  establish 
procedures  that  will  enable  DTC  to 
provide  expanded  safekeeping  and 
depository  services  for  nontransferable 
securities.  The  Commission  published 
notice  of  the  proposed  rule  change  in 
the  Federal  Register  on  November  18. 
1992.^  No  comments  were  received.  For 
the  reasons  discussed  below,  the 


'  15  U.S.C  78(b)(U 

>  Securities  Exchange  Act  Release  No.  31439 
(Novemlw  12. 1992).  57  FR  54432. 


Commission  is  approving  the  proposed 
rule  change. 

L  Description 

The  proposed  rule  change  will 
establish  procedures  for  the  deposit  of 
nontransferable  securities  at  DTX]. 
Securities  may  become  nontransferable 
for  a  number  of  reasons,  including  the    . 
bankruptcy  or  insolvency  of  the  issuer, 
the  failure  to  pay  fees  to  a  transfer  agent, 
a  final  or  complete  liquidation  of  the 
issuer,  the  filing  of  a  certificate  of 
dissolution,  the  placement  of  the  issuer 
in  receivership,  or  the  revocation  of  the 
issuer's  charter.  Currently, 
nontransferable  securities  are  eligible 
for  limited  clearing  and  depository 
services. 

A.  Background 

In  prior  years,  when  a  depository 
eligible  security  became 
nontransferable,  depositories  declared 
the  security  "ineligible"  and  distributed 
certificates  to  participants  to  the  extent 
properly  denominated  certificates  were 
available.  When  such  certificates  were 
unavailable,  remaining  participant 
positions  were  "frozen"  in  some  fashion 
within  the  depositories  to  prevent 
further  processing  activities.  This 
presented  a  variety  of  problems. 
Because  no  clearing  or  book-entry 
.services  were  available,  settlement 
could  occur  only  by  physical  delivery  or 
by  a  cumbersome  process  which  debited 
a  delivering  participant  and  credited  a 
receiving  participant  within  the 
depository.  In  this  environment,  failed 
deliveries  occurred  regularly  and 
remained  outstanding  as  the  result  of 
trading  and  account  transfer  activity. 
Participants  were  burdened  with  the 
expense  of  safekeeping  certificates 
exited  by  the  depositories  and 
monitoring  the  ongoing  transferability 
status  of  the  securities.  Participants 
forced  to  assume  these  responsibilities 
individually  developed  procedures  and 
practices  to  address  this  burden. 

Over  the  past  two  years,  depositories 
and  clearing  corporations  have 
ameliorated  this  situation  somewhat 
Instead  of  declaring  a  security 
"ineligible,"  securities  can  now  be 
designated  as  "inactive."  This 
designation  permits  a  more  flexible 
determination  of  the  specific  types  of 
services  to  be  provided.  Most 
depositories  and  clearing  corporations 
now  act  to  restrict  continuous-net- 
settlement,  deposit,  withdrawal,  and 
transfer  activity  for  nontransferable 
securities,  while  permitting  book-entry 
deliveries.  This  action  has  stopped  the 
outflow  of  nontransferable  securities 
bom  the  depositories  and  permitted  the 
settlement  of  fails  to  the  extent  a 
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daiivarar  has  a  aiffidwnt  pondoo 
within  the  depositary  at  the  tima  a 
security  is  dssignatad  inacdva 
Participants  must  continua,  howevar,  to 
saiiakaep  C8rti£k»t«s  axitad  by 
deposiUvias  in  prior  yaers,  in  addition 
to  safeka^iliig  uioae  secuntias 
ragisterod  in  customer  or  firm  muse  that 
tlM  depositories  will  not  currently 
accept  as  deposit*,  because  th^  cannot 
be  registered  in  the  name  of  the 
depositories'  nooninees. 

DTC  currantly  has  two  nngofaig 
programs  for  the  deposit  ai 
noiUransferabla  securities.  The  first  is 
for  the  redeposit  of  nontransfiBcable 
securities  registered  in  fTTCs  nominee 
name,  Cede  k  Co.,  and  was  Introduced 
primarily  to  allow  participants  to  make 
book-oitry  deliveries  of  these 
redeposited  securities.  Tlte  secood 
allows  participants  to  cover  short 
positions,  ano  permits  deposits  of 
securities  registered  in  Cade  k  Co., 
customer,  en-  street  name.  The 
procedures,  forms,  and  loss  allocation 
method  of  the  proposed  rule  change,  as 
described  below,  will  replace  those  in 
the  two  ongoing  programs  and  permit 
particif>ants  to  deposit  all  DT&eligible 
nontransferable  securities  at  DTC, 
regardless  of  purpose,  and  allow  them  to 
make  book-entry  deliveries  to  one 
another  where  deliveries  of  physical 
certificates  may  not  be  possible. 

B.  Deposit  Procedures 

When  DTC  announces  to  participants 
lliat  an  issue  is  "nontransferable,"  DTC 
will  change  the  transfer  agent  number 
on  DTCs  records,  which  may  be  viewed 
by  participants  via  DTCs  Participant 
Terminal  System,  to  reflect  the  fact  that 
the  issue  is  nontransferable.  Participants 
will  then  be  permitted  to  deposit  their 
DTC-eligible  nontransferable  securities 
by  adhering  to  several  procedures. 
Specifically,  participants  will  be  asked 
to: 

(1)  Send  to  their  Participant  Services 
representative  a  copy  of  the  Blanket 
Indemnification  executed  by  an 
authorized  officer.  Procedures  set  forth 
in  the  Indemnification  will,  among 
other  things,  require  the  participant  to 
verify  with  the  Seciuities  Information 
Center  ("SIC)  that  the  certificate  has 
not  been  reported  to  SIC  as  lost,  stolen, 
missing,  or  coimterfeit; 

(2)  Use  a  Legal  deposit  ticket  clearly 
marked_"N/T."  No  more  than  ten 
certificates  may  be  included  in  each 
individual  deposit.  Participants  will 
also  be  asked  not  to  commingle  difiisrent 
types  of  registrations  oo  a  single  deposit 
tidcet  {i.e.,  all  nominee-name  and  street- 
name  registrations  will  be  deposited 
under  separate  tickets);  and 


(3)  Check  the  oaitificatas  far 
assignmant  to  Cede  *  Co.,  New  York 
State  tax  waiver,  andorsfflMnts.  and 
other  requiraments,  and  provide  the 
appropriate  signature  guarantees. 

C.  Procedures  for  Sharing  of  Loss 
Related  to  Deposit  c^  NontransfenMe 
Securities 

Under  the  proposed  rule  diange,  DTC 
has  developed  a  loss  allocation  m^od 
in  the  event  that  a  certificate  that 
represents  a  nontransferable  security  is 
deposited  at  DTC  and  later,  most  likely 
after  the  reinstatement  of  transfer 
services  and  presentation  of  the 
certificate  for  transfer,  is  found  to  he 
stolen,  counterfait.  or  otherwise 
defective.  If  the  depositing/ 
indemnifying  participant  is  still  in 
business  or  if  DTC  is  holding  the 
participant's  Participants  Fund  deposit 
in  an  amount  sufficient  to  cover  the 
loss,  DTC  will  first  seek  to  charge  the 
participant  or  its  deposit.  In  the  event, 
however,  in  which  at  the  time  that  DTC 
becomes  aware  of  the  loss:  (1)  The 
depositing  participant  has  transferred 
the  underiying  securities  by  book-entry; 
(2)  the  participant  does  not  itself  cover 
the  loss  because  it  is  not  in  business  or 
for  some  other  reason;  and  (3)  the 
participant's  deposit  to  the  Participants 
Fund  is  insuffideot  to  cover  the  loss, 
then  the  loss  will  be  allocated  as 
follows.3 

The  loss  will  be  shared  pro  rata 
among  all  participants  that  have  a 
position  in  such  issue  on  the  date  that 
DTC  determines  that  the  certificate  is 
defective,  excluding  participants' 
positions,  however,  to  the  extent  that 
positions  existed  on  the  day  that  DTC 
first  announced  to  participants  that  the 
issue  was  "nontransferable."*  For 
example,  if  a  participant  already  held  a 
position  of  1,000  shares  in  an  issue  at 
the  time  that  the  issue  was  identified  by 
DTC  as  being  nontransferable  and  then 


'  Asstuning  that  faool[-«atry  tisncian  hava  bean 
made,  i!  would  not  be  feasible  for  OTC  to  trace  the 
transfers  and  attribute  the  security  positions 
rvpresants  by  li>e  defective  certificate  to  particular 
participants.  According  to  DTC,  in  order  to  trace  the 
transfers,  DTC  would  have  to  keep  records  retaiing 
to  these  transaction*  indefinitely.  At  the  present 
time,  DTC  retains  records  for  a  period  not  longer 
than  10  years.  In  &>«  abMBca  of  a  procedure  to 
allocaia  loaaa*.  tbarafore.  any  wch  Iom  wtxtld  ba 
shared  by  ali  parttdpaots.  Tetephooe  coovtrsation 
between  jack  R.  Wiener.  Associate  CouDteL  DTC, 
and  Ah  Burstain,  Law  Clerk,  Commission  (October 
26.  1992). 

'*  To  aaaure  tiMfl  the  effact  of  this  proposal  ia 
prospective,  this  piooaduia  applies  to  iseoas  that 
become  "noo-tiaasimbla''  al  (TTC  tufasequenl  to 
lh«  Coamisaiaa'c  approval  of  this  praoedure.  la  the 
aveM  Umi  Iha  isaoa  is  already  "non-tiaBsfarabie"  as 
of  the  data  of  tfaa  ConaiiasiaB's  appfovd  Ofdar, 
DTC  will  iMstaad  aanhida  participants'  poaitions  to 
the  extent  thai  posidons  aedslad  on  the  data  of  dba 
approval  order. 


acquires  500  additknel  ahaiw  iater.  way 
proportionate  loes  cateuhtioa  would  be 
only  egaiiist  the  additiaQBl  900  aharas 
and  not  against  the  1.S00  shan  total 
position.  DTC  will  fint  seek  to  charge 
the  paitidpairt's  Rarticipants  Pond 
dqMwtt  in  an  amount  sufficient  to  cover 
the  loss.  If  the  deposit  will  not  cover  the 
total  amount  of  the  loss,  OTC  vrill  then 
charge  the  paiticipaDt  directly  for  the 
remaining  amount.  In  the  event, 
however,  that  the  loss  allooation  method 
as  described  above  does  not  cover  the 
total  amount  of  the  loss  related  to  the 
deposit  of  the  nontransferable  securities, 
DTC  will  then  charge  the  loss  in 
accordani:e  with  its  current  loss 
allocation  scheme.* 

n.  Discusaion 

The  Commission  believes  that  DTC's 
proposed  rule  change  is  consistent  with 
section  17A  of  the  Act  and  qwdfically, 
with  sections  17A(b)(3)  (A)  and  (F) 
thereunder.*  Sections  17A(b)(3)  (A)  and 
(F)  of  the  Act  require  that  a  clearing 
agency  be  organized  and  its  rules  be 
designed  to  enable  it  to  iadlitate  the 
prompt  and  accurate  clearance  and 
settlement  of  seciuities  transactions  and 
to  assure  the  safeguarding  of  securities 
cmd  fimds  which  are  in  its  custody  or 
control  or  for  which  it  is  responsible.  In 
addition,  section  17A(a)(l)  encourages 
the  adoption  of  efficient  and  efiiective 
procedures  for  the  clearance  and 
settlement  of  securities  transactions. 

The  Commission  believes  that  DTCs 
proposal  will  reduce  the  costs  and 
inefficiencies  associated  with  the 
clearance  and  settlement  of 
nontransferable  securities  by  bringiiu 
the  benefits  of  centralized,  automated 
book-entry  clearance  <md  settlement  to 
nontransferable  issues.  At  the  present 
time,  there  are  approximately  4,200 
DTC-eligible  nontransferable  issues  at 
DTC.^  As  a  result  of  the  proposed  rule, 
which  would  enable  participants  to 
deposit  these  nontransfar^le  issues  at 
DTC.  participants  will  be  able  to  reduce 
their  physical  vauh  inventory,  which 
will  in  timi  allow  them  to  reduce 
prtx:essing  e^qpense,  audit  time  and 
interest  expense  that  results  from 
outstanding  fails  to  deliver.  This  will 
eventually  allow  participants  to 


*  Conversation  between  RidMrd  Naason.  Canaral 
Counsel  and  Seoior  Vice  Prasidaat.  OTC.  md  Ail 
Burstein.  Law  Clerk.  Comaiiasian  (NoMBtaar  9, 
1992^ 

For  further  details  see  Rules  of  The  I 
Trust  Catnpaiiy.  Rule  4  (PMticipaBis  Find). 

'  15  U.S.C  78q-l(b)(3)  (A)  and  (Fl- 

'Tale|<>oi>a  eoiwaiiaHon  batwaan  lack  R. 
Wiaaar,  Asaociaia  Cooaaai,  DTC,  wd  RonaM  Bgraa, 
Vice  President.  OperaUons,  DTC,  and  .^ri  Burstein, 
Law  Qerk.  Commission  (October  2fi,  1992). 
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minimize  their  total  overhead  by 
reducing  staff  and  insxirance  costs. 
The  proposed  procedure  is  also 
consistent  with  industry  efforts  toward 
greater  immobihzation  of  seairities 
certificates  and  with  industry  efforts  to 
maximize  efficiency  in  securities 
processing.  The  proposal,  therefore,  is 
consistent  with  the  reguirement  of 
section  17A(b)(3)(Fl  of  the  Act  requiring 
that  the  rules  of  a  clearing  agency  be 
designed  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  national 
system  for  the  prompt  and  accurate 
clearance  and  settlement  of  securities 
transactions. 

DTC  received  ten  comment  letters 
from  participants  regarding  the 
proposed  rule  change."  Six  of  the  letters 
were  in  favor  of  the  program  as 
proposed  by  DTC  to  accept 
nontransferable  securities  and  stated 
interest  in  participating  in  the  program 
when  it  was  approved*  One  letter 
stated  that  there  was  no  need  for  the 
proposed  rule  change  in  Hght  of  the  two 
programs  that  DTC  currently  has  in 
place  for  the  deposit  of  transferable 
securities.*"  The  remaining  three  letters 
had  no  objection  to  the  rule  change  as 
proposed  by  DTC  but  instead  provided 
several  suggestions,  as  discussed  below, 
relating  to  potential  improvements  to 
the  nontransferable  securities 

prMram.*' 

1\vo  commenters  expressed  concern 
about  the  process  by  which  DTC  will 
notify  participants  of  a  security's 


•  S«e  latter  from  LouU  Chiwxheri.  Vice  Presideni. 
The  Bank  of  New  York,  lo  Ronild  Bum*.  Vice 
President.  DTC  (September  18.  1»92);  letter  from 
lao  Fenty.  President.  Cashiers"  Associaiioo  of  Wall 
Street.  Inc..  to  Val  Stevens.  Director.  DTC 
(September  25. 1992),  letter  from  Linda  M. 
Rushlow.  Vice  President.  Chase  Uocoln  First  Bank. 
N  A.  to  Gerry  Marotta.  Participanl  Services 
Representative.  DTC  (September  29.  1992);  letter 
from  lohn  Bertuzzi.  Vice  President.  Dean  Witter 
Reynolds  Inc  ,  to  Ronald  Bums.  Vice  President 
DTC  (September  17.  1992);  letter  from  Philip  Fox. 
Associate  Vice  President.  AG  Edwards  *  Sons. 
inc.  to  Ronald  Bums.  Vice  President.  DTC 
(Septanber  16. 1092);  letter  from  Claude  Scfamook. 
Assistant  Vice  President.  The  First  National  Bank 
of  Chicago,  to  Tony  Gaziola.  DTC  (October  1.  1992) 
letter  from  Frank  Delia.  Vice  President.  Kidder 
Peabody  k  Co..  to  Everett  Smith.  Participant 
Services  Representative.  DTC  (September  30.  1992) 
letter  from  Albert  Howell.  Vice  President.  Merrill 
Lynch,  to  Valentine  Stevens.  Director.  DTC 
(September  29.  1992);  letter  from  Maureen  C. 
Tomshack.  Vice  President.  NBD  Bank.  N.A.,  lo 
Michael  Miklas.  Senior  Securities  Officer.  DTC 
(October  1.  1992);  and  letter  from  )oe  Ricca.  Vice 
President.  Pershing,  to  Valentine  Sl«v«n*.  Director. 
DTC  (October  1.1992). 

•See  supra,  note  8.  letters  from  Cashiers' 
Association  of  Wall  street;  Chase  Lincoln  First 
Bank:  Kidder.  Peabody.  MerriU  Lynch;  NBD  Bwik. 
and  Pershing. 

><>$••  supra,  note  8.  letter  from  First  National 
Bank  of  Chicago. 

"  See  supra,  note  8,  letters  from  The  Bank  of 
York.  Dean  Witter  Reynolds:  and  A.C.  Edwards  k 
Sobs. 


nontransferable  status."  These 
participants  stated  that  because  their 
current  systems  are  completely 
automated,  it  would  not  oe  possible  to 
extract  the  nontransferable  issues  from 
the  regular  daily  transmissions  of 
securities.  These  participants  suggested 
that  a  special  coding  system  be 
implemented  to  allow  their  automated 
systems  to  differentiate  between  a  legal 
deposit  and  a  regular  deposit,  which  in 
turn  will  prevent  their  automated 
systems  from  becoming  more  manual  in 
nature. 

DTC  stated  that  they  are  currently 
exploring  the  feasibility  of 
implementing  the  suggested  special 
coding  system."  Under  the  proposed 
rule,  once  DTC  announces  that  an  issue 
is  nontransferable.  DTC  will  change  the 
transfer  agent  number  on  DTC's  records 
to  "2400,"  which  is  a  special  transfer 
agent  number  assigned  to 
nontransferable  securities.  Participants 
can  then  determine  which  issues  are 
nontransferable  by  keying  in  the 
security's  CUSIP  number  over  DTC's 
Participant  Terminal  System  and 
examining  the  transfer  agent  number 
assigned  to  the  issue  by  DTC. 

The  Commission  believes  that  the 
proposed  system  for  notifying 
participants  of  the  nontransferable 
status  of  an  issue  is  consistent  with  the 
requirement  of  section  17A(b)(3)(F)  of 
the  Act  that  the  rules  of  a  clearing 
agency  be  designed  to  promote  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions. 
The  Commission,  however,  encourages 
DTC  to  explore  ways,  including  the 
suggested  special  ooding  system,  to 
allow  participants  to  process 
nontransferable  deposits  in  the  same 
manner  as  those  currently  employed  for 
other  DTC  deposits. 

Two  other  participants  expressed 
concerns  to  DTC  regarrfiiig  the  proposed 
loss  allocation  scheme.**  The 
participants  urged  that  the  loss 
allocation  prooadure  was  inequitable 
and  will  unjustly  penalize  a  participant 
for  merely  having  a  position  in  a 
sectuity  in  which  losses  will  result  from 
deposits  made  by  other  participants. 
They  suggested  that  DTC  set  up  a 
reserve  which  wotJd  be  funded  by  a 
portion  of  the  nontransferable  deposit 
fee.  against  which  future  losses  could  be 
allocated.  In  the  absence  of  a  reserve, 
the  participants  suggested  that  the  loss 


"Sea  supra,  not*  8.  letters  from  Dean  Witter 
Reynolds  and  the  Bank  of  New  York. 

"Telephone  coovarsatioo  between  lack  R. 
WIeoar.  Associate  Counsel.  DTC.  and  Ron  Bums. 
Vice  Pieaidant.  Operations.  DTC.  and  Ari  Burstein. 
Law  aerk.  Commission  (Oclotwr  26. 1992). 

>«  See  supra,  note  8.  tetters  from  A.G.  Edwards  * 
Sons  and  The  First  Nabooal  Bank  of  Chlcaga 


be  allocated  among  all  participants  in 
the  nontransferable  securities  program, 
instead  of  merely  against  the 
participants  in  the  particular 
nontransferable  issue. 

Under  the  proposed  loss  allocation 
procedure  for  the  nontransferable 
securities  program.  DTC  will  first  seek 
to  charge  the  depositing/indemnifying 
participant  for  an  amount  sufficient  to 
cover  the  loss.  DTC  will  not  charge  the 
loss  to  participants  that  have  positions 
in  the  nontransferable  issue  unless  the 
depositing  participant  caimot  cover  the 
loss.  Moreover,  as  described  above.  DTC 
will  not  allocate  the  loss  to  participants 
whose  positions  in  a  nontransferable 
issue  predate  the  nontransferable  status. 
Given  these  conditions  and  in  the 
absence  of  identified  losses  to  date,  the 
Commission  believes  DTC's  decision 
not  to  establish  a  specific  reserve  by 
raising  or  allocating  nontransferable 
deposit  fees  is  consistent  with  sections 
17A(b)(3)  (D)  and  (F)  of  the  Act  which 
require  that  the  rules  of  the  clearing 
agency  provide  for  the  equitable 
allocation  of  reasonable  dues,  fees  and 
other  charges  among  its  participants  and 
that  the  rules  of  the  clearing  agency  are 
not  designed  to  permit  unfair 
discrimination  among  participants  in 
the  use  of  the  clearing  agency. 

Commenters  also  expressed  concern 
about  the  amount  of  the  deposit  fee  that 
DTC  is  proposing  to  charge  per  deposit. 
One  participant  stated  that  because  the 
securities  are  nontransferable,  there 
should  not  be  any  transfer  costs 
associated  with  the  deposit  except  for 
expenses  which  are  storage  related  The 
participants  claimed  that  the  cost  of  the 
deposit  fee  is  therefore  excessive  for  the 
amount  of  service  required."  DTC 
explained  that  since  all  of  the  deposits 
must  be  fully  examined  and 
indemnifications  verified  by  DTC,  it  is 
necessary  to  charge  the  full  service  legal 
examination  fee  per  deposit. 

The  deposit  fee  to  be  ciiarged  under 
the  proposed  nontransferable  securities 
program  is  identical  to  that  charged  for 
other  similar  DTC  services.  In  addition, 
the  fee  is  needed  to  cover  the  additional 
safeguards  DTC  is  required  to 
implement  imder  the  proposed  rule. 
Accordingly,  the  Commission  believes 
that  the  amount  of  the  deposit  fee  is 
consistent  with  the  requirements  of 
section  17A(b)(3)(D)  of  the  Act  which 
requires  that  the  rules  of  the  clearing 
agency  provide  for  the  etiuitable 
allocation  of  reasonable  dues,  fees  and 
other  c:harges  among  its  participants. 
"The  restrictions  on  the  number  of 
certificates  that  can  be  deposited  per 
deposit  ticket  and  the  requirement  that 


MLUNOCOM 


<•  See  supra,  note  t,  A.G.  Edwwds  k  Sons  l«n«f . 
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registrations  cannot  be  commingled  was 
addressed  in  two  comment  letters  from 
participants.^"  The  participants  stated 
that  the  restrictions  can  result  in  costly 
deposit  fees  and  asked  DTC  to  ehminate 
the  restrictions  to  minimize  costs.  DTC 
beheves  that  the  restrictions  are 
necessary  to  minimize  the  problems 
associated  with  the  manual  balancing  of 
those  deposits  and  to  help  safeguard  the 
nontransferable  program  in  general.  In 
addition  to  the  restrictions  on  the 
amount  of  certificates  that  can  be 
deposited,  other  safeguards 
implemented  by  DTC  include  the 
requirement  that  participants,  through 
the  procedures  set  forth  in  the  Blanket 
Indemnification,  verify  with  the 
Securities  Information  Center  ("SIC") 
that  the  certificate  has  not  been  reported 
as  lost,  stolen,  missing,  or  counterfeit. 
Participants  will  also  be  asked  to  check 
the  certificates  for  proper  assignment, 
endorsements,  and  other  requirements, 
and  provide  the  appropriate  signature 
guarantees. 

llie  Commission  beUeves  that  the 
safeguards  and  controls  DTC  has 
established  under  the  nontransferable 
securities  program  are  reasonable  and 
that  the  proposal  is  consistent  with  the 
requirements  of  sections  17A  (b)(3)(A) 
and  (b)(3)(F)  of  the  Act  in  that  it 
promotes  the  prompt  and  accurate 
clearance  and  settlement  of  securities 
transactions  and  assures  the 
safeguarding  of  funds  and  securities 
which  are  in  DTC's  custody  or  control 
or  Cor  which  it  is  responsible. 

m.  Conclusion 

On  the  basis  of  the  foregoing,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  the  Act, 
and  in  particular  with  section  17A  of 
the  Act,  and  with  the  rules  and 
regulations  thereunder. 

It  is  therefore  ordered,  piusuant  to 
section  19(b)(2)  of  the  AcX,"  that  the 
proposed  rule  change  (File  No.  SR- 
DTC-92-16)  be,  and  hereby  is. 
approved. 

For  the  Conunission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.'* 

Mugarat  H.  McFarlaiid, 
Depu  ty  Secretary. 

[PR  Doc  93-292  FUed  1-6-93: 8:45  am) 
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[Releaaa  No.  34-31874;  File  No.  SR-MSTC- 
92-07] 

Self-Regulatory  Organizations; 
Midwest  Securities  Trust  Company; 
Order  Approving  Proposed  Rula 
Change  Relating  to  the  Deposit  of 
Nontransferable  Sacuritiea 

December  30, 1992. 

On  August  19. 1992.  the  Midwest 
Securities  Trust  Company  ("MSTC") 
filed  with  the  Securities  and  Exchange 
Commission  ("Commission")  a 
proposed  rule  change  (File  No.  SR- 
MSTC-92-07)  pursuant  to  section 
19(b)(1)  of  the  Securities  Exchange  Act 
of  1934  ("Act").*  The  proposed  rule 
change  will  establish  procedures  that 
will  enable  MSTC  to  provide 
safekeeping  and  limited  depository 
services  for  nontransfarable  securities.' 
The  Conunission  pubhshed  notice  of  the 
proposed  rule  change  in  the  Federal 
Register  on  October  14, 1992.3  The 
Commission  received  one  comment 
letter  supporting  the  proposal.*  For  the 
reasons  discussed  below,  the 
Commission  is  approving  the  proposed 
rule  change. 

I.  Description 

The  proposed  rule  change  will 
establish  procedures  for  the  safekeeping 
and  limited  depository  services  of 
nontransferable  securities  at  MSTC 
Securities  may  become  nontransferable 
for  a  number  of  reasons,  including  the 
bankruptcy  or  insolvency  of  the  issuer, 
failure  to  pay  fees  to  a  transfer  agent,  a 
final  or  complete  liquidation  of  the 
issuer,  the  filing  of  a  certificate  of 
dissolution,  placement  of  the  issuer  in 
receivership,  or  revocation  of  the 
issuer's  charier.  Currently, 
nontransferable  securities  are  eUgible 
for  limited  clearing  and  depository 
services. 

A.  Background 

In  prior  years,  when  a  depository 
ehgible  security  became 
nontransferable,  dei>ositories  declared 
the  security  "ineligible"  and  distributed 
certificates  to  participants  to  the  extent 
properly  denominated  certificates  were 
available.  When  such  certificates  were 
unavailable,  remaining  participant 


>*  S«e  tupra.  note  8.  lelten  from  The  Bank  of  New 
York  and  A.G.  Edwards  *  Sons. 
"15U.S.C78«(bM2). 
>'17  CFR  200.3O-3(aK12). 


MS  U.S.C  78(b)(1). 

>  On  December  10. 1902.  MSTC  amended  the 
proposed  rule  change  by  providing  the 
Indemnification  agreement  to  be  signed  by 
participants  in  the  nontransferable  securities 
program.  Letter  from  George  T.  Simon.  Foley  k 
Larger.  MSTC  to  Ester  Saverson.  Jr.,  Branch  Chief. 
Divisim  of  Market  Regulation,  Commission 
(December  10. 1992). 

>  Securities  Exchange  Act  Release  No.  31290 
(October  6. 1992).  S7  FR  47148. 

*  See  letter  from  Albert  Howell,^  Vice  Piesideot. 
Merrill  Lynch,  to  the  Commission  (June  1. 1992). 


positions  were  "frozen"  in  some  fashion 
within  the  depositories  to  prevent 
further  processing  activities.  This 
presented  a  variety  of  problems. 
Because  no  clearing  or  book-entry 
services  were  available,  settlement 
could  occur  only  by  physical  delivery  or 
via  a  aunbersome  process  which 
debited  a  delivering  participant  and 
credited  a  receiving  participant  within 
the  depository.  In  this  environment, 
failed  deliveries  occurred  regulatory  and 
remained  outstanding  as  the  result  of 
trading  and  accoimt  transfer  activity. 
Participants  were  burdened  with  the 
expense  of  safekeeping  certificates 
exited  by  the  depositories  and 
monitoring  the  ongoing  transferabihty 
status  of  the  securities.  Participants 
forced  to  assume  these  responsibilities 
individually  developed  procedures  and 
practices  to  address  this  burden. 

Over  the  past  two  years,  depositories 
and  clearing  corporations  have 
amehorated  this  situation  somewhat. 
Instead  of  declaring  a  security 
"ineligible,"  securities  can  now  be 
designated  as  "inactive."  This 
designation  permits  more  flexible 
determination  of  the  specific  types  of 
services  to  be  provided.  Most 
depositories  and  clearing  corporations 
now  act  to  restrict  continuous-net- 
settlement,  deposit,  withdrawal,  and 
transfer  activity  for  nontransferable 
secxuities,  while  permitting  book-entry 
deliveries.  This  action  has  stopped  the 
outflow  of  nontransferable  securities 
from  the  depositories  and  permitted  the 
settlement  of  fails  to  the  extent  a 
deliverer  has  a  sufficient  position 
within  the  depository  at  tne  time  a 
security  is  designated  inactive. 
Participants  must  continue,  however,  to 
safekeep  certificates  exited  by 
depositories  in  prior  years,  in  addition 
to  safekeeping  those  securities 
registered  in  customer  or  firm  name  that 
the  depositories  will  not  currently 
accept  as  deposits,  because  they  caimot 
be  registered  in  the  name  of  the 
depositories'  nominees. 

The  problem  of  adequately 
monitoring  nontransferable  securities  to 
identify  a  change  in  transferable  status 
is  also  of  concern  to  piarticipants. 
Because  of  tax  considerations,  it  is  often 
necessary  for  participants  to  verify 
whether  a  nontransferable  security  is 
worthless.  Moreover,  verification  is 
important  because  it  will  allow 
participants  to  strike  the  position  from 
their  records.  Under  current  pnx^dures, 
it  is  extremely  time  consiuning  and 
cximbersome  for  participants  to  verify 
that  a  security  is  nontransferable  and  to 
ascertain  whether  the  security  has,  to 
the  best  of  anyone's  knowledge,  been 
declared  worthless.  As  each  participant 
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is  verifying  and  validating 
nontransferable  securities 
independently,  enormous  amounts  of 
time,  mcmey.  and  resources  are  wasted. 
In  response  to  these  concerns.  MSTC 
has  developed  a  method  of  providing 
safekeeping  and  limited  depository 
services  for  nmitransierable  securities. 

B.  Deposit  Procedures 

The  proposed  rule  change,  in 
con)ui^on  with  the  implemenUtioo  of 
new  procedures,  will  allow 
nontransferable  securities  to  be 
deposited  in  MSTC  either  through 
physical  delivery  or  by  book-entry.  In 
the  case  of  physical  deliveries,  MSTC 
will  physically  inspect  the  security  to 
verify  tnat  no  notorials  '  are  attached  to 
the  security  and  that  the  appropriate 
NASD  Ownership  Transfer 
Indemnification  Stamp  is  properly 
executed.*  At  the  time  of  delivery, 
participants  will  provide  a  warranty  and 
indemnification  to  MSTC  to  protect 
MSTC  against  the  possibility  that  a 
defect  in  any  documentation  or 
ownership  rights  causes  MSTC  a 
fmancial  loss  in  the  event  the  secvirity 
becomes  transferable  in  the  future  but 
the  transfer  agent  rejects  the  specific 
certificates  held  by  MSTC. ' 
Specifically,  each  participant  *vill 
warrant  that  there  are  no  defects  in  title 
in  a  security  delivered  to  or  deposited 
with  MSTC.  that  they  have  inquired  of 
the  Securities  Information  Center 
("SIC")  regarding  the  particular  security 
and  that,  as  of  the  date  of  the  deposit 
with  MSTC  the  security  has  not  been 
reported  to  the  SIC  as  lost,  stolen, 
missing  or  counterfeit.  In  addition  to 
physical  deposits,  all  incoming 
interdepository  book-entry  movements 
of  the  nontransferable  securities  will  be 
permitted.  Once  deposited,  MSTC  will 
make  sure  that  the  security  has  a  CUSIP 
number  and  if  not,  MSTC  will  obtain 
one  for  the  security.* 

Under  new  procedures.  MSTC  will 
revalidate  the  continuing 
nontransferable  status  of  each  issue  on 
a  simi-annual  basis  and  provide 
partidpanU  with  the  last  date  of 


revalidation,  thereby  reducing  the  cost 
that  participants  currently  incur  in 
monitoring  the  status  of  each 
nontiaasferable  issue.  In  edditioo. 
MSTC  will  promptly  restore  an  issue  to 
full  eligibility  status  for  normal 
depository  processing  once  it  again 
becomes  transferable,  so  long  as  it  meets 
the  current  eligibility  reqiiirements  far 
normal  depository  processing.  Finally, 
at  the  time  of  regained  transferability, 
MSTC  will  forward  all  prior  participant 
deposits  to  the  transfer  agent  for  re- 
registration  into  the  name  of  the 
depository's  nominee.  Rejected  transfers 
would  be  reclaimed  to  the  original 
depositing  participant  in  accordance 
with  MSTC's  current  reclamation 
procedures. 

C.  Procedures  for  Sharing  of  Loss 
Behted  to  Deposit  of  Nontransferable 
Securities 

Under  the  proposed  rule  change,  in 
the  event  that  a  certificate  that 
represents  a  nontransferable  security  is 
deposited  at  MSTC  and  later,  most 
Ukely  after  the  reinstatement  of  transfer 
services  and  presentation  of  the 
certificate  for  transfer,  is  found  to  be 
stolen,  counterfeit,  or  otherwise 
defective.  MSTC  will  initially  seek  to 
charge  the  depositing  participant  for  the 
amount  of  the  loss.  In  the  event, 
however,  that  the  depositing  participant 
is  no  longer  in  business  or  for  some 
other  reason  cannot  cover  the  loss,  the 
loss  will  then  be  charged  to  the 
individual  who  has  signed  the  NASD 
indemnification  accompanying  the 
certificate,  assuming  they  are  also  not 
the  depositins  participant 

If  the  loss  allocation  method  as 
described  above  still  does  not  cover  the 
total  amount  of  the  loss  related  to  the 
deposit  of  the  nontransferable  securities. 
MSTC  will  then  charge  the  loss  in 
accordance  with  MSTC's  standard  loss 
provision  rules.* 

n.  Discussion 

The  Commission  believes  that 
MSTCs  proposed  rule  change  is 


•  A  "noloflar  to  ■  tagai  foim  t*hlcb  U  uMd  le 
valktal*  a  tifMtuM  wbM  •  Mcuflty  caMW  lo  to 
actlv*. 

•  Th*  NA5D  OvtMnhlp  Traaste  Indamnificalloa 
Stamp  ackaowMgaa  that  tha  traiMCw  book*  far  a 
tpacific  Hock  baua  hava  tow  cloaad  and 
indamaiBa*  i«laf«  paftiaa  hoi<Ua«  Ito  cattlficata 
against  daim*  on  tba  laciihty. 

'  Saa  aupta.  luxa  2.  amandmant  U>  prapoaad  ni» 
chaoga  proridlug  the  Indamnlficatloa  agraemaat  to 
to  ttgnad  bjr  partidpaBU  in  tba  notOnealmMm 
tecuritlaa  paoyam. 

'Talafiinjaa  iiMiwIInn  tahniaw  Caatti T. 
Stmoo.  AttoRMy.  PoUy  A  Ladaac  MSTC.  a^ 
looathMi  Kallaan.  Aaaodata  Oifadac.  DMaloa  of 
MarLrt  Ksgutetioa.  Cominisston  (Dacambat  28. 
1992). 


•La«ar  bom  GaofBaT.  SImoB.  Polajr  S  Latdaar. 
MSTC  to  Art  Buntain.  Law  Clark.  Comwiwinii 
(Dacamber  1.  ISSS). 

Fo(  fuTthar  dataiU.  lae  Rxilat  of  ito  Midweat 
Sacuhtiat  Trusi  Company.  Articta  VL  Ruta  2 
(Participants  Fund). 

Today,  tto  Commlaalon  is  also  approrlag  a 
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Company  CDTtD  concaming  saMoaaplag  and 
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Saa  SacnitUaa  Exdianga  Act  Xataaia  No.  3ie73 
(Dannbar  30. 1992).  MSTC  and  OTC  tova 
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dia  Act  axpUcidy  faquiiaa  tmtfora  leaa  aikxxlfaa 
KtoMa.  M  loi«  as  aach  (uch  tctoaaa  U  coMMant 
with  dw  Act 


consistent  nflth  sectlra  17A  of  the  Art 
and,  spedfically.  with  section  17A(bX3) 
(A)  end  (F)  thereunder.  *<>  Sections 
17A(bX3)  (A)  end  (F)  of  the  Act  reoulie 
that  e  dealing  agency  be  organized  end 
lu  ndes  be  designed  to  eoaUe  U  to 
fedlltate  the  prompt  and  accuiate 
clearance  and  settlement  of  securitlee 
transactions  and  to  assure  the 
safeguarding  of  securities  and  funds 
which  are  in  iU  custody  or  control  or  for 
which  it  is  responsible.  In  addition, 
section  17A(aMl)  encourages  the 
adoption  of  efficient  and  effective 
procedures  for  the  clearance  and 
settlement  of  securities  transactions. 

The  Commission  believes  that 
MSTCs  proposal  will  reduce  the  costs 
and  inefficiencies  associated  with  the 
clearance  and  settlement  of 
nontransferable  securities  by  bringing 
the  benefits  of  centralized,  automated 
book-entry  clearance  and  settlement  to 
nontransferable  issues.  At  the  present 
time,  there  are  approximately  1,500 
nontransferable  issues  at  MSTC*  As  a 
result  of  the  proposed  rule,  whldi 
would  enisle  the  participants  to  depoelt 
these  nontransferable  issues  at  MSTC. 
participants  will  be  able  to  reduce  tbeir 
physical  vault  inventory,  which  will  in 
turn  allow  them  to  reduce  processing 
expense,  audit  time  and  interest 
expense  that  results  from  outstanding 
fails  to  deliver.  This,  in  turn,  will 
eventually  allow  participants  to 
minimize  their  total  overhead  by 
reducing  staff  and  insurance  costs. 

The  proposed  procedure  also 
promotes  industry  efforts  to  immobilize 
securities  certificates  and  to  maximize 
efficiency  in  securities  processing. 
Under  the  new  procedures,  MSTC  will 
provide  participants  with  uniform 
information  regarding  the  status  of 
nontransferable  issues  through  a  central 
database  of  information.  This  will 
eliminate  the  need  tm  eedi  participant 
to  individually  determine  the  status  of 
an  issue  and  will  reduce  the  time  and 
cost  currently  incurred  by  individual 
monitoring.  The  diange,  therefore,  is 
consistent  with  section  l7A(b)(3)(F)  In 
that  it  removes  Impediments  to  and 
perfects  the  mechanism  of  a  national 
system  for  the  prompt  and  accurate 
clearance  and  settlement  of  securities 
transactions. 

MSTC  has  established  several 
safeguards  under  the  nontransferable 
securities  program  to  minimize  the  risk 
of  loss  in  the  event  that  a  certificate  is 
found  to  have  a  defect  In  title  or  is 
reported  as  lost,  stolen,  missing  or 


securities  w 
or  control  o 


« 15  U.S.C  7S()-i(bX3)  lA)  a«l  (n. 

«  Talapbooa  coovanatioo  batoMB  Dvrid 
Attomay.  Poky  a  Lardnar.  MSTC.  aod  Ari  B 
Law  Qark.  Comfflissioo  (Noraaber  IS.  1S9Z). 


"See  letter  f 
President,  Unit 
York,  to  Lou  KJ 
MSTC  (June  8, 
President,  The 
to  Lou  KJobucli 
(luna  12. 1992) 
Director,  New  '' 
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President,  MSI 

"See  letter  f 
Merrill  Lynch, 

'*  See  supra. 
Wall  Street  lett< 


Federal  Register  /  Vol.  58.  No.  4  /  Thursday.  January  7,  1993  /  Notices 


3051 


counterfeit.  As  previously  discussed,  in 
the  case  of  physical  deliveries,  MSTC 
will  physically  inspect  the  security  to 
verify  that  no  notorials  are  attached  to 
the  security  and  that  the  appropriate 
NASD  stamp  is  properly  executed.  In 
addition,  each  participant  will  warrant 
that  there  are  no  defects  in  title  in  a 
security  delivered  to  or  deposited  with 
MSTC.  that  they  have  inquired  of  SIC 
regarding  the  i>articular  security  and 
that,  as  of  the  date  of  the  deposit  with 
MSIX^,  the  security  has  not  been 
reported  to  the  SIC  as  lost,  stolen, 
missing  or  coimterfeit.  Accordingly,  the 
Commission  believes  that  the  safeguards 
and  controls  MSTC  has  established 
under  the  nontransferable  securities 
program  are  reasonable  and  that  the 
proposal  is  consistoit  with  the  *-    • 
requirements  of  sections  17A(b)(3)(A) 
and  (F)  of  the  Act  in  that  it  promotes  the 
prompt  and  acciuete  clearance  and 
settlement  of  seciuities  transactions  and 
assures  the  safeguarding  of  funds  and 
securities  which  are  in  MSTC's  custody 
or  control  or  for  which  it  is  responsible. 

MSTC  received  three  comment  letters 
from  participants  regarding  the 

!>roposed  rule  change.^'  All  of  the 
etters  were  in  favor  of  the  program  to 
accept  nontransferable  securities  as 
proposed  by  MSTC  In  addition,  the 
Commission  received  one  letter  bom  a 
participant  expressing  support  for  the 
proposied  rule  change.*' 

One  comment  letter  expressed 
concern  that  the  deposit  charge  for 
nontransferable  securities  will  be 
prohibitive  and  will  discourage  brolcers' 
from  using  the  depository.**  MSTC  has 
stated  that  the  hi^er  deposit  charge  is 
necessary  to  cover  the  additional  cost  of 
manually  checking  and  examining  each 
nontransferable  securities  deposit.  The 
Commission  believes  that  the  amount  of 
the  deposit  charge  is  consistent  with  the 
requirements  of  section  17A(b)(3)(D)  of 
the  Act,  which  requires  that  the  rules  of 
the  clearing  agency  provide  for  the 
equitable  allocation  of  reasonable  dues, 
fees  and  other  charges  among  its 
participants,  because  the  hi^er  deposit 
charge  will  be  allocated  to  processing 
the  nontransferable  securities  deposits. 


"  S«e  letter  from  Francis  X.  Hughes,  Senior  Vice 
President,  United  States  Trust  Company  of  New 
York,  to  Lou  Klobuchar,  Jr..  Senior  Vice  President, 
MSTC  (June  8, 1992);  letter  from  )an  Fenty. 
President.  The  Cashiers'  Association  of  Wall  Street, 
to  Lou  KJobuchar,  )r.,  Senior  Vice  President,  MSTC 
(June  12, 1992):  and  letter  from  Robert ).  Petrizzo, 
Director,  New  York  Operatioiu,  Charles  Schwab  k 
Co.,  Inc.  to  Lou  Klobuchar,  ]r..  Senior  Vice 
President,  MSTC  (June  15. 1992). 

"See  letter  from  Albert  Howell,  Vice  President, 
Merrill  Lynch,  to  the  Commission  Qune  1, 1992). 

>*  See  supra,  note  12,  Cashiers'  Association  of 
Wall  Street  letter. 


m.  Condiislon 

On  the  basis  of  the  foregoing,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  the  Act, 
and  in  particular  with  section  17A  of 
the  Act,  and  with  the  rules  and 
regulations  thereimder. 

It  is  therefore  ordered,  pursuant  to 
section  ig(b)(2)  of  the  Act,"  that  the 
proposed  rule  change  (File  No.  SR- 
MSTC-92-07)  be,  and  hereby  is, 
approved. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.'* 

Margaret  U.  McFaiiand, 

Deputy  Secretary. 

(PR  Doc  93-293  Filed  1-6-93;  9:45  am) 
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[Releese  No.  34-31675;  File  No.  8R-MSTC- 
92-09] 

Self-Reguiatory  Organizations; 
Midwest  Securities  Trust  Company; 
Notice  of  Filing  and  Immediate 
Effectiveness  of  Proposed  Rule 
Change  Relating  to  the  Adoption  of 
Fees  for  the  Nontransferable  Securities 
Program 

December  30, 1992. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act"),*  notice  is  hereby  given  that  on 
December  3, 1992,  the  Midwest 
Securities  Trust  Company  ("MSTC") 
filed  with  the  Securities  and  Exchange 
Commission  ("Commission")  the 
proposed  rule  change  (File  No.  SR- 
MSTC-92-09)  as  described  in  Items  I,  n 
and  ni  below,  which  Items  have  been 
prepared  primarily  by  the  self- 
regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization's 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

MSTC  has  amended  its  rules  to 
provide  for  the  deposit,  safekeeping  and 
monitoring  of  nontransferable 
securities.^  The  proposed  rule  change 
sets  forth  the  fees  (see  Exhibit  A)  to  be 
charged  under  the  nontransferable 
securities  prt>gram. 


» 15  U.S.C  788(b)(2). 

'"  17  CF.R.  200.3(>-3(aMl2}. 

'  15  U.SC  7e8(b)(l). 

*  For  further  details  concerning  the 
nontransferable  securities  program,  see  Securities 
Exchange  Act  Release  No.  31674  (December  30, 
1992). 


n.  Self-Regulatory  Organiiation'a 
Statement  of  the  Purpoee  oC  and 
Statutory  Basis  for,  the  Prcqpoeed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
sections  (A),  (B),  and  (C)  below,  of  the 
most  significant  aspects  of  such 
statements. 

(A)  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of.  and 
Statutory  Basis  for,  tne  Proposed  Rule 
Change 

The  purpose  of  the  proposed  rule 
change  is  to  establish  fees  for  the 
deposit,  safekeeping  and  monitoring  of 
nontransferable  securities  in  connection 
with  MSTC's  nontransferable  securities 
program.  Under  the  proposal,  MSTC 
will  charge  a  deposit  fee  of  $3.70  per 
deposit  with  a  maximiun  of  ten 
certificates  permissible  per  deposit. 
MSTC  also  will  charge  a  safekeeping  fee 
per  CUSIP  per  month.  There  are  two 
types  of  safekeeping  fees  that  will  be 
charged  imder  the  proposed  rule 
change.  Every  nontransferable  CUSIP 
will  be  diarged  a  "Position  Fee"  of 
$0.45  per  CUSIP  per  month.  In  addition, 
where  applicable,  a  "less  active  issue 
surcharge"  will  be  imposed.  If  eight 
participants  or  less  hold  a  position  in  a 
particular  equity  or  corporate  issue,  a 
surcharge  of  $0.22  will  be  charged  per 
CUSIP  per  month  in  addition  to  the 
Position  Fee.  If  two  participants  or  less 
hold  a  position  in  a  particular 
municipal  issue,  a  surcharge  of  $0.72 
will  be  charged  per  CUSIP  per  month  in 
addition  to  the  Position  Fee.^ 

MSTC  also  will  divide 
nontransferable  securities  into 
monitored  and  nonmonitored 
classifications.  For  those  securities  that 
will  be  monitored,  (participants  will 
have  the  option  of  subscribing  to  a 
service  for  a  charge  of  $0.32  per  CUSIP 
per  month  which  will  provide  them 
with  an  on  line  inquiry  of  major  events 
occurring  with  respect  to  that  security, 
listed  in  chronological  order.  Other  tees, 
where  applicable,  will  be  charged  at 
existing  rates. 


>  The  "less  active  issue  surcharge"  is  identical  to 
the  fee  charged  for  transferable  securities  that  are 
deemed  "less  active."  Telephone  conversation 
between  David  Rusoff.  Attorney,  Foley  k  Lardner, 
MSTC  and  Ari  Burstein,  Staff  Attorney, 
Commission  (December  11, 1992). 
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MSTC  believes  that  the  proposed  rule 
change  is  consistent  with  the 
requirements  of  section  17A(bM3)(D)  of 
the  Act,  and  the  riUes  and  regxilations 
thereunder,  which  requires  that  the 
rules  of  a  clearing  agency  provide  for 
the  equitable  allocation  of  reasonable 
dues,  fees  and  other  charges  among  its 
participants. 

(B)  Self-Regulatoiy  Organitation's 
S*{aement  on  Burden  on  Competition 

MSTC  does  not  believe  that  the 
proposed  rule  change  will  impose  any 
burden  on  competition  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 

(C)  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

MSTC  has  not  solicited  written 
comments  with  respect  to  the  proposed 
rule  change,  and  none  have  been 
received. 

III.  Date  of  EfiiBctiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  foregoing  rule  change  has  become 
effective  pursuant  to  section  19(b)(3)(A) 
of  the  Act  and  subparagraph  (e)  of  Rule 
19b-4  thereunder,  because  the  proposed 
rule  change  establishes  or  changes  a 
due.  fee,  or  other  charge  imposed  by  the 
self-regulatory  organization.  At  any  time 
within  60  days  of  the  fiUng  of  such  rule 
change,  the  Commission  may  summarily 
abrogate  such  rule  change  if  it  appears 
to  the  Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  nie  SIX  copies  thereof  with  the 
Secretary,  Secxmties  and  Exchange 
Commission.  450  Fifth  Street,  NW.. 
Washington,  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filea  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  penan,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C  S52.  will  be 
available  for  inspection  and  copying  in 
the  Commission's  Public  Reference 
Section,  450  Fifth  Street.  NW.. 


Washington,  DC  20549.  Copies  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
ofBce  of  MSTC  All  submissions  should 
refer  to  the  File  No.  SR-MSTC-92-09 
and  should  be  submitted  by  January  28, 
1993. 

For  the  Comminion,  by  the  Division  of 
Market  Ragulatloo,  pursuant  to  delegated 
authority.* 
Margaret  H.  McFarland. 

Deputy  SecTstary. 

EXMBtT  A.— NONTRANSreflABLE  FEES 
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[Release  Na  34-31677;  File  No.  8R-NAS0- 
92-59] 

Saif-Reguiatory  Organizations;  NoUca 
and  Order  Granting  Accelerated 
Approval  of  Proposed  Rule  Chariga  by 
National  Association  of  Securities 
Dealers,  Inc.  Relating  to  an  Interim 
Extension  of  the  OTC  Bulletin  Board 
Service  through  March  31, 1993 

Decomb<jr31. 1992. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(•Act").  15  U.S.C.  78s(b)(l).  notice  is 
hereby  given  that  on  E)ecember  21, 1992. 
the  National  Association  of  Securities 
Dealers,  Inc.  ("NASD"  or  "Association") 
filed  with  the  Securities  and  Exchange 
Commission  ("Commission"  or  "SEC") 
the  proposed  rule  change  as  described 
in  Items  I,  n,  and  HI  below,  which  Items 
have  been  prepared  by  the  NASD.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons,  and 
simultaneously  approving  the  proposal. 


L  Self-Regulatory  DrganiTirtoii's 
Statement  of  the  Tenus  of  SiriiStaaos  of 
the  Proposed  Rule  Change 

On  June  1. 1990.  the  NASD  initiated 
operation  of  the  OTC  Bulletin  Board 
Service  ("OTCBB  Service"  or  "ServioB") 
in  accord  with  the  Commission's 
approval  of  File  No.  SR-NASD-B8-19. 
as  amended.*  The  OTCBB  Service 
provides  a  real-time  quotation  mediiim 
that  NASD  member  firms  can  elect  to 
use  to  entw.  update,  and  retrieve 
quotation  information  (including 
unpriced  indications  of  interest)  fior 
securities  traded  over-the-co\mter  that 
are  neither  included  in  the  Nasdaq 
System  nor  listed  on  a  registered 
national  securities  exchange 
(collectively  referred  to  as  "unlisted 
securities").  Essentially,  the  Service 
supports  NASD  members'  market 
making  in  unlisted  securities  through 
authorized  Nasdaq  Workstation''**  units. 
Real-time  access  to  quotation 
information  captured  in  the  Service  is 
available  to  subscribers  of  Level  2/3 
Nasdaq  service  as  well  as  subscribers  of 
vendor-sponsored  services  that  now 
include  OTCBB  Service  data.  The 
Service  is  currently  operating  under  an 
interim  approval  that  expires  on 
December  31. 1992.' 

The  NASD  hereby  files  this  proposed 
rule  change,  pursuant  to  section  19(bKl) 
of  the  Act  and  Rule  \^b-A  thereunder, 
to  obtain  authorization  for  an  interim 
extension  of  the  Service  through  March 
31, 1993.  During  this  interval,  there  will 
be  no  material  change  in  the  OTCBB 
Service's  operational  features. 

n.  Self-Regulatory  Organisation's 
Statement  of  the  Purpose  of.  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
NASD  included  statements  concerning 
the  purpose  of,  and  basis  for.  the 
proposed  nile  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  The  NASD  has 
prepared  summaries,  set  forth  in 
Sections  (A),  (B).  and  (C)  below,  of  the 
most  significant  aspects  of  sudi 
statements. 


•  17  CF.R.  20O.3O-3(a)(12). 


>  Securitiaa  Exchange  Act  Raieaae  Na  2797S  (May 
1.  IMO).  S9  FR  10124  04ay  S.  19S0). 

2  SecuiMea  ExcbMi^a  Act  Release  Na  3t»4 
(September  30. 1S92).  57  FR  40215  (Octobsr  7. 
1992). 


3n.s4 
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A,  Self-Regulatory  Organization's 
Statement  of  the  Puroose  of,  and 
Statutory  Basis  for,  tne  Proposed  Bide 
Change 

The  purpose  of  this  filing  is  to  ensure 
continuity  in  the  operation  of  the 
OTCBB  Service  while  the  Commission 
considers  an  earlier  NASD  rule  filing 
(File  No.  SR-NASD-92-7)  that 
requested  permanent  approval  of  the 
Service.  For  the  month  of  October  1992, 
the  service  reflected  12,130  market 
making  positions  based  on  304  NASD 
member  firms  displaying  quotations/ 
indications  of  interest  in  4,074  unlisted 
securities.' 

During  the  proposed  extension, 
foreign  securities  and  American 
Depositary  Receipts  (collectively, 
"foreign/ ADR  issues")  will  remain 
subject  to  the  twice-<laily,  update 
limitation  that  traces  back  to  the 
Commission's  original  approval  of  the 
OTCBB  Service's  operation.  As  a  resiilt, 
all  priced  bids/offisrs  displayed  in  the 
Service  for  foreign/ ADR  issues  will 
remain  indicative. 

In  conjunction  with  the  start  of  the 
Service  in  1990,  the  NASD  implemented 
a  filing  requirement  (under  Section  4  of 
Schedule  H  to  the  NASD  By-Laws)  and 
review  procedures  to  verify  member 
firms'  compliance  with  Rule  15c2-ll 
under  the  Act  During  the  proposed 
extension,  this  review  process  will 
continue  to  be  an  important  component 
of  the  NASD's  self-regulatory  oversight 
of  brokernlealers'  market  making  in 
unlisted  securities.  The  NASD  also 
expects  to  work  closely  with  the 
Commission  staff  in  developing  further 
enhancements  to  the  Service  to  fulfill 
the  market  structtire  req\iirements 
mandated  by  the  Securities  Enforcement 
Remedies  and  Penny  Stock  Reform  Act 
of  1990  ( 'Reform  Act'1.  particulariy 
section  17B  of  the  Act.*  The  NASD 
notes  that  implementation  of  the  Reform 
Act  entails  Commission  rulemaking  in 
several  areas,  including  the 
development  of  mechanisms  for 
gathering  and  disseminating  reliable 
quotation/transaction  information  for 
"penny  stocks." 

The  NASD  believes  that  this  proposed 
rule  change  is  consistent  with  sections 
llA(a)(l).  lSA(b)  (6)  and  (11),  and 
section  17B  of  the  Act  as  the  statutory 
basis  for  the  instant  rule  change 
proposal.  Section  llA(a)(l)  sets  forth 
the  Congressional  findings  and  policy 


'Tb«M  ar«  rr«rage  daily  figurat  calculated  tor  the 
satire  month. 

«On  fjoventbor  24. 1992.  tlM  NASD  filad  an 
application  with  the  Commiaaioo  for  interim 
designatioe  of  the  Service  a*  an  automated 
quotation  system  punuant  to  •ection  1 7B(b)  of  the 
Act 


goals  respecting  operational 
enhancements  to  the  securities  markets. 
Basically,  the  Congress  foimd  that  new 
data  processing  and  communications 
techniques  should  be  applied  to 
improve  the  efficiency  of  market 
operations,  broaden  the  distribution  of 
market  information,  and  foster 
competition  among  market  participants. 
Section  15A(bK6)  requires,  inter  alia. 
that  the  NASD's  rules  promote  just  and 
equitable  principles  of  trade,  facilitate 
seouities  transactions,  and  protect 
public  investors.  Subsection  (11) 
thereunder  authorizas  the  NASD  to 
adopt  rules  governing  the  form  and 
content  of  quotations  for  securities 
traded  over-the-counter  for  the  purposes 
of  producing  fair  and  informative 
quotations,  preventing  misleading 
quotations,  and  promoting  orderly 
procedures  for  collecting  and 
disseminating  quotations.  Finally, 
section  17B  contains  Congressional 
findings  and  directives  respecting  the 
collection  and  distribution  of  quotation 
information  on  low-priced  equity 
securities  that  are  neither  Nasdaq  nor 
exchange-listed. 

The  NASD  believes  that  extension  of 
the  Service  through  March  31, 1993  is 
fully  consistent  with  the  foregoing 
provisions  of  the  Act 

B.  Self-Regulatory  Organization's 
Statement  on  the  Burden  on 
Competition 

The  NASD  does  not  believe  any 
burden  will  be  placed  on  competition  as 
a  result  of  this  filing. 

C.  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members.  Participants,  or  Others 

Comments  were  neither  solicited  nor 
received. 

ni.  Date  of  EfiTectiTeness  erf  the 
Proposed  Rule  Change  and  Timing  fior 
Commission  Action 

The  NASD  requests  that  the 
Commission  find  good  cause,  pursuant 
to  section  19(b)(2)  of  the  Act,  for 
approving  the  proposed  rule  change 
prior  to  the  30Ui  day  after  its 
publication  in  the  Federal  Register  to 
avoid  any  interruption  of  the  Service. 
The  current  authorization  for  the 
Service  extends  through  December  31, 
1992.  Hence,  it  is  imperative  that  the 
Commission  approve  the  instant  filing 
on  or  before  that  date.  Otherwise,  the 
NASD  will  be  required  to  suspend 
operation  of  the  Service  pending 
Commission  action  on  the  proposed 
extension. 

The  NASD  believes  that  accelerated 
approval  is  appropriate  to  ensure 


continuity  in  the  Service's  operation 
pending  a  determination  on  permanent 
status  for  the  Service,  as  requested  in 
File  No.  SR-NASD-92-7.  Continued 
operation  of  the  Service  will  ensure  the 
availability  of  an  electronic  quotation 
medium  to  support  member  firms' 
market  making  in  approximately  4.100 
unlisted  equity  securities  and  the 
widespread  dissemination  of  quotation 
information  on  these  securities.  The 
Service's  operation  also  expedites  price 
discovery  and  fecilitates  the  execution 
of  customer  orders  at  the  best  available 
price.  From  a  regulatory  standpoint,  the 
NASD's  capture  of  quotation  data  from 
participating  market  makera 
supplements  the  price  and  volume  data 
reported  by  member  firms  pursuant  to 
Section  2  of  Schedule  H  to  the  NASD 
By-Laws. 

The  Commission  finds  good  cause  for 
approving  the  proposed  rule  change 
prior  to  the  30th  day  after  the  data  of 
publishing  notice  of  the  filing  thereof. 
Accelerateid  approval  of  the  NASD's 
proposal  is  appropriate  to  ensure 
continuity  in  tne  Service's  operation  as 
an  electronic  quotation  medium  that 
supports  NASD  members'  market 
making  in  these  securities  and  that 
faciUtates  price  discovery  and  the 
execution  of  customer  ordera  at  the  best 
available  price.  Additionally,  continued 
operation  of  the  Service  will  materially 
assist  the  NASD's  surveillance  of 
trading  in  unlisted  securities  that  are 
eligible  and  quoted  in  the  Service. 

IV.  SoliciUtion  of  CommenU 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street.  NW.. 
Washington.  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  fit>m  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission's  Public  Reference 
Room.  Copies  of  such  filing  will  also  be 
available  for  inspection  and  copjnng  at 
the  principal  office  of  the  NASD.  All 
submissions  should  refer  to  the  file 
number  in  the  caption  above  and  should 
be  submitted  by  January  28, 1993. 

It  is  therefore  ordered,  Pursuant  to 
section  19(b)(2)  of  the  Act,  that  tiie 
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proposed  rule  change  be.  and  hereby  Is. 
approved  for  a  three  month  period, 
inclusive  of  March  31. 1993. 

For  the  CommiMioo,  by  the  Division  of 
Market  Regulation,  pursxiant  to  delegated 
authority.  17  CFR  200.3(V-3(a){12). 
Margaret  H.  McFarUad. 
Deputy  Secretary. 

|FR  Doc  93-295  Filed  1-6-93;  8:45  ami 
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[Retease  Na  34-31«72;  Flla  Na  SR-PHUt- 
92-4] 

Self-Regulatory  Organizations;  Order 
Granting  Temporary  Approval  of 
Proposed  Rule  Change  l>y  the 
Philadelphia  Stocit  Exchange,  Inc.,  To 
Amend  Certain  Rules  to  Facilitate  the 
Trading  of  NASOAQ/NMS  SecuriUes  on 
thePHLX 

December  30. 1992. 

On  February  26. 1992.  the 
Philadelphia  Stock  Exchange.  Inc. 
{"PHLX"  or  "Exchange")  filed  with  the 
Securities  and  Exchange  Commission 
{"Commission")  a  proposed  rule  change 
pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act").'  The  proposed  rule  change  is 
designed  to  facilitate  the  trading  of 
NASDAQ/National  Market  System 
("NMS")  securities  on  the  PHLX 
pursuant  to  unlisted  trading  privileges 
("UTP")  or  the  listing  of  those  securities 
on  the  PHLX.  Notice  of  the  proposed 
rule  change  appeared  in  the  Federal 
Register  on  August  12, 1992.*  The 
Commission  received  no  comments  on 
the  proposed  rule  change.  This  order 
grants  approval  of  the  proposed  rule 


M5U.S.C7a$(bKl) 

*  SecuriUes  Exchange  Ad  Release  No  30984  (July 
31.1992).  57  FR  36114. 

The  PHLX  initially  filed  the  proposed  rule  change 
for  immediale  effectiveness,  pursuant  to  section 
19(bK3)<A)  of  the  Act  and  subparagraph  (e)  of  Rule 
19b-«  thereunder.  On  March  13. 1992.  the  PHLX 
amended  the  rule  change  by  withdrawing  its 
request  for  lounediale  effectiveness  and  agreed  to 
abide  l>y  the  procedure  specified  in  section  19(b)(2) 
of  the  Act  See  letter  lo  Christine  A.  Sakach.  Branch 
Chief.  National  Market  System  Branch.  Division  of 
Market  Regulation  ("Division").  Commission  from 
Michele  R-  Weisbaum.  Assistant  General  Counsel. 
PHLX  dated  March  13. 1992. 

On  March  24. 1992.  the  PHLX  amended  the 
proposed  rule  change  to  clarify  the  expmption  to 
the  PHLX"s  short  sale  rule.  Rule  455.  The  amended 
proposed  rule  change  adopu  language  based  on  the 
Commission's  short  sale  rule.  Rule  lOa-1.  See  letter 
10  Christine  A.  Sakach.  Branch  Chief.  National 
Market  System  Branch.  Division.  Commission,  from 
William  W.  Uchimoto.  General  Counsel.  PHLX. 
dated  March  24. 1992. 

On  June  30.  1992.  the  PHLX  submitted  a  request 
for  accelerated  approval  of  the  proposed  rule 
change  See  letter  to  Elizabeth  MacGregor.  Branch 
Chief.  National  Market  System  Branch.  Division. 
Commission,  from  William  W.  Uchimoto.  General 
Counsel.  PHLX.  dated  |une  30.  1992. 


change  on  a  temporary  l>asis  through 
December  31, 1993. 

I.  Description  of  the  Proposed  Rule 
Change 

On  June  26, 1990.  the  Commission 
approved  a  transaction  reporting  plan 
submitted  by  the  National  Association 
of  Securities  Dealers.  Inc.  ("NASD"),  the 
American  Stock  Exchange  ("Amex"), 
the  Boston  Stock  Exchange  ("BSE"),  the 
Midwest  Stock  Exchange  ("MSE").  and 
the  PHLX.'  The  Joint  Industry  Plan 
("Plan")  governs  the  collection, 
consolidation,  and  dissemination  of 
quotation  and  transaction  information 
for  NASDAQ/NMS  securities  listed  on 
an  exchange  or  traded  on  an  exchange 
pursuant  to  a  grant  of  UTP.*  The  PHLX 
represented  to  the  Commission  that  it 
has  complied  with  the  requirements  and 
standards  of  the  Plan,  enabUng  the 
PHLX  to  trade  NASDAQ/NMS  securities 
pursuant  to  UTP.»  The  purpose  of  the 
proposed  rule  change  is  to 
accommodate  the  trading  of  NASDAQ/ 
NMS  securities  on  the  PHLX  pursuant 
to  the  grant  of  UTP  or  the  listing  of 
those  securities  on  the  PHLX. 

The  proposed  rule  change  makes 
several  amendments  to  the  PHLX  rules 
conforming  the  rules  to  the  granting  of 
UTP.  These  changes  were  described  in 
the  notice  of  proposed  rule  change,^  and 
are  restated  below. 

The  proposed  rule  change  adds  Rule 
233.  to  enable  the  trading  of  NASDAQ/ 
NMS  securities  pursuant  to  the  listing  of 
those  securities  or  the  granting  of  UTP. 
The  proposed  rule  change  also  amends 
existing  PHLX  rules  to  accommodate  the 
trading  of  NASDAQ/NMS  securities  on 
a  UTP  basis: 

Rule  102:  Specifies  that  all  NASDAQ/NMS 
securities  transactions  must  be  conducted 
diuing  the  applicable  Exchange  floor  hours. 

Rule  104:  Provides  authority  for 
appropriate  members  to  trade  NASDAQ/NMS 
securities  with  non-floor  persons  under  rule 
233 

Rule  105:  Declares  that  NASDAQ/NMS 
quotations  displayed  by  competing  markets 
shall  have  no  standing  in  the  trading  crowds 
on  the  floor  under  the  PHLX  recognired 
quotation  rule. 

Rule  132:  Exempts  NASDAQ/NMS 
securities  from  off-board  trading  restrictions. 

Supplementar>  Material  .01:  Includes 
language  requiring  that  in  the  event  of 


unusual  mariiat  conditions,  as  determined  by 
the  Floor  Procedure  Committee,  quotations  in 
a  given  issue  will  not  be  subject  to  firmness 
provided  that  the  Exchange  also  notifies  the 
processor  for  NASDAQ/NMS  securities. 

Rule  216:  Requires  that  every  specialist 
trading  NASDAQ/NMS  securities  keep 
records  in  accordance  with  the  Commission 
and  Exchange  reconlkeeping  rules. 

Rule  225:  Incorporates  provisional 
Inngiiage  for  dealing  with  odd-lot  orders  in 
NASDAQ/NMS  securities. 

Rule  226:  Incorporates  provisional 
language  for  dealing  with  round-lot  orders  in 
N/VSDAQ/NMS  securities. 

Rule  229:  Enables  specialists  trading  in 
NASDAQ/NMS  securities  to  receive  orders 
over  the  Philadelphia  Stock  Exchange 
Automated  Communication  and  Execution 
System  ("PACE"),  but  provides  that  such 
orders  will  not  be  subject  to  automatic 
parameters  set  forth  by  the  PACE  rule. 

Rule  455:  BxempU  NASDAQ/NMS 
securities  from  the  short-sale  rule.' 

Rule  606:  Enables  telephone  access  to  the 
PHLX  assigned  specialist  for  any  NASDAQ 
system  market  maker. 

n.  Discussion 

Section  12(f)(2)  of  the  Act  granted  the 
Commission  explicit  authority  to 
approve  UTP  in  over-the-counter 
("OTC")  securities.  Section  12(f)(2) 
requires  the  Commission,  prior  to 
approving  UTP,  to  determine  that  the 
granting  of  UTP  is  consistent  with  the 
maintenance  of  fair  and  orderly  markets 
and  the  protection  of  investors.  The 
Commission  believes  that  the  proposed 
rule  change  is  consistent  with  these 
goals  and  thus,  the  Commission  is 
approving  the  proposed  rule  change  on 
a  temporary  basis  subject  to  the  PHLX 
complying  with  the  requirements  of  the 

Plan-  uv  u  J 

In  1985.  the  Commission  pubusbea 

its  policy  to  extend  UTP  to  national 

securities  exchanges  in  certain  OTC 

securities  provided  certain  terms  and 

conditions  are  satisfied."  The 


'  SecuriUes  Exchange  Act  Release  No.  28146 
(June  26,  1990).  55  FR  27917. 

♦  The  Plan  also  superseded  an  interim  transaction 
reporting  plan  filed  by  the  NASD  and  the  MSE  and 
approved  bv  the  Commission  on  April  29. 1987.  See 
SecuriUes  Exchange  Act  Release  No.  24407  (April 
29. 1967).  52  FR  17341 

*  See  letter  to  Kathryn  Natale.  Assistant  Director. 
Division.  Commission,  from  William  l^chlmolo. 
General  Counsel.  PHLX.  dated  June  18. 1992. 

•  Sea  SecuriUes  Exchange  Act  Release  No.  30984 
Ouly  31. 1992).  57  FR  361 14. 


'  See  SR-NASD-42-12  (April  9. 1992).  the 
NASD's  proposed  rule  d^ange  to  limit  short  tales 
of  NASDAQ/NMS  securiUes.  SecuriUes  Exdiange 
Act  Release  No.  31003  (August  6.  1992).  57  FR 
36421. 

The  PHLX  has  filed  a  comment  letter  witti  the 
CommistloD  in  connection  with  the  NASD's 
proposed  short  sale  rule  (File  No.  SR-NASD-92- 
12).  expressing  opposiUon  lo  the  proposal.  Among 
other  things,  the  PHLX  asserted  that  the  NASD's 
proposed  short  sale  rule  would  not  be  effective  and 
would  result  in  unequal  rogulaUon  between  NASD 
market  makers  and  exchange  option  market  makers 
in  NASDAQ/NMS  securiUes.  The  PHLX 
represented,  however,  that  if  the  Commission 
approves  the  NASD's  proposed  short  sale  rule,  the 
PHLX  would  cooperate  In  good  faith  to  create 
comparable  short  sale  regulations  applicable  to 
exchange  trading  In  NASDAQ/NMS  securities 
pursuant  to  Commission  approval  of  OTCVUTP.  See 
letter  to  AnUiony  R.  Bosch.  Attorney,  Division. 
Commission,  from  William  W  Uchimoto.  General 
Counsel.  PHLX,  dated  December  11. 1992. 

*  SecuriUes  Exchange  Act  Release  Na  22412 
(September  16. 1985).  SO  FR  38640. 
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Coramiasion's  poUcy  stated  that  UTP 
approval  would  be  conditioned,  in  part, 
oa  the  approval  of  a  plan  to  consolidate 
and  disseminate  exchange  and  OTC 
quotation  data  and  transaction  data 
upon  which  UTP  is  granted."  As  noted 
above,  the  Commission  approved  a  Plan 
to  provide  for  the  collection, 
consolidation,  and  dissemination  of 
quotation  and  transaction  information 
for  NASDAQ/NMS  securities  listed  on 
an  exchange  or  traded  on  an  exchange 
pursiiant  to  a  grant  of  UTP.*"  Securities 
approved  for  UTP  on  the  PHLX 
pursuant  to  section  12(f)(1)(C)  will  be 
reported  in  the  consolidated  transaction 
reporting  system  established  under  the 
Plan." 

fai  approving  the  Plan,  the 
Commission  noted  that  the  Plan  should 
enhance  market  efficiency  and  fair 
competition,  avoid  investor  confusion, 
and  facilitate  regulatory  surveillance  of 
concurrent  exchange  and  OTC  trading. 
The  Commission  believes  that  the 
proposed  rule  change  will  further 
promote  these  goals  and  the 
development  of  a  National  Maricet 
System. 

The  Commission  reasserts  the 
obligation  of  the  UTP  participants  to 
evaluate  the  effect  of  OTCAJTP  trading 
on  the  OTC  market.  The  UTP 
participants  should  evaluate  the  qtiality 
of  execution  of  customer  orders  and 
whether  the  Plan  facilitates  the  goals  of 
a  National  Market  System.  The  UTP 
participants  also  should  develop  an 
intermarket  trading  linkage  and  an 
accompanying  trade-through  rule. 

Recently,  the  PHLX  filed  a  separate 
proposed  rule  change  to  prevent  the 
potential  abuse  of  the  informational 
advantage  that  options  traders  could 
acquire  from  the  equity  floor.  ^'  The 
Commission  is  approving  the  instant 


'The  Commission  detenninad  thai  an  intermarket 
trading  linkage,  accompanied  t)y  a  trade-through 
nils,  was  not  necessary  during  (he  initial  stages  of 
trading  of  OTC/UTP  securities.  The  Commission, 
however,  encouraged  the  NASD  and  exchanges  to 
develop  through  their  own  initiatives  an 
intermarket  trading  linkage  and  a  trade-through 
rule.  The  Commission  alto  noted  that  dAspita  a 
formal  linkage  the  Plan  participants  are  subject  to 
fiduciary  obligations  to  seek  best  execution  of 
customer  orders  and  to  the  requirements  of  the  firm 
quote  rule.  Rule  llAcl-l.  Id. 

»SeeD0(a3. 

"As  rtoted  above,  the  PHLX  represented  to  the 
Commission  that  it  has  complied  with  Its 
requirements  under  the  Plan.  See  supra  note  5.  The 
Commission  emphasizes  the  PHLX  specialists 
trading  NASDAQ/NMS  securitiee  pursuant  to  the 
grant  of  UTP  will  be  subfect  to  Plan  requirements 
as  well  as  PHLX  By-Laws  and  Rules.  For  example, 
PHLX  specialists  will  be  required  to  display  limit 
orders  that  better  the  maikat  PHLX  Rules,  Rule  118. 
This  requirement  is  similar  to  tba  reqniiament 
imposed  on  MSE  specialists  onder  MSE  rules. 

"  See  Securities  Exchange  Act  Release  Na  31453 
(November  1 1 , 1 992).  57  PR  54884. 


prepoMd  rule  change  fcv  000  y«ar. 
through  December  31. 1993.  %rhile  it 
monitors  the  side-by-side  trading 
concerns. 

Approval  of  the  proposed  rule  change 
also  is  limited  to  providing  the  PHLX 
authority  to  submit  applications  for 
securities  for  OTC/UTP  in  100 
NASDAQ/NMS  securiUes.  The  PHLX 
must  submit  OTC/UTP  applications  to 
the  Commission  for  specific  securities 
for  approval  pursuant  to  section  12(f)  of 
the  Act.  In  considering  an  application 
for  extension  of  UTP  to  an  OTC  security 
under  section  12(f)(1)(C).  the 
Commission  is  required  to  consitier, 
among  other  matters,  the  public  trading 
activity  in  the  security,  the  character  of 
that  trading,  the  impact  of  an  extension 
of  UTP  on  the  existing  markets  for  the 
security,  and  the  desirability  of 
removing  impediments  to  and  the 
progress  that  has  been  made  toward  the 
development  of  a  National  Market    . 
System. 

m.  Conclusion 

For  the  reasons  stated  above,  the 
Commission  believes  that  it  would  be 
appropriate,  pursuant  to  sections  11 A 
and  12  of  the  Act  and  imder  the  terms 
of  the  Plan,  for  the  PHLX  to  trade 
NASDAQ/NMS  securities  pursuant  to 
UTP,  assmning  those  securities 
otherwise  meet  the  requirements  of 
OTC/UTP. 

It  is  therefore  ordered.  Pursuant  to 
section  19(b)(2)  of  the  Act,  that  the 
proposed  rule  change  be,  and  hereby  is, 
approved,  on  a  temporary  basis  through 
December  31. 1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority,  17  CFR  200.30-3(a){12). 
Margaret  H.  McFarland. 
Deputy  Secretary. 

IFR  Doc.  93-296  Filed  1-6-93;  8:45  am] 
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[Investment  Company  Act  FM.  No.  19201; 
812-8178] 

The  Munder  Funds,  Inc.,  et  al.;  Notice 
of  Application 

December  31. 1992. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

ACTION:  Notice  of  application  for 

exemption  under  the  Investment 
Company  Act  of  1940  ("Act"). 

APPLICANTS:  The  Munder  Funds,  Inc., 
(the  "Fund")  and  Ascher/Decision 
Services,  Inc.  (the  "Distributor"). 
RELEVANT  ACT  SECTIONS:  Exemption 
requested  pursuant  to  section  6(c)  from 
the  provisions  of  sections  2(a)(32), 


2(aM3S).  22(c).  and  22(d)  and  rule  22c- 

1.  •  •'  •  - 

SUMMARY  OF  APPUCATION:  Applicants 
se^  an  order  that  would  permit  them  to 
impose  a  contingent  deferred  sales 
charge  ("CDSC")  on  the  redemption  of 
certain  shares  and  to  waive  the  CDSC  in 
certain  specified  instances. 
FNJNQ  DATE:  The  apphcation  was  filed 
on  November  20. 1992  and  amended  on 
December  29, 1992. 

HEARING  OR  NOTIFICATION  OF  HEARMG:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC's 
Secretary  and  serving  applicants  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  25, 1993,  and  should  be 
accompanied  by  proof  of  service  on 
applicants,  in  the  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  such  notification 
by  writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary.  SEC,  450  Fifth 
Street.  NW..  Washington,  DC  20549. 
Applicants.  777  South  Figueroa.  38th 
Floor,  Los  Angeles,  California  90017. 
FOR  FURTHER  INFORMATION  CONTACT: 
)ames  E.  Anderson,  Staff  Attorney,  at 
(202)  272-7027,  or  C.  David  Messman, 
Branch  Chief,  at  (202)  272-3018 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC's 
Public  Reference  Branch. 

Applicants'  Representations 

1.  The  Fund,  a  Maryland  corporation, 
is  an  open-end  management  investment 
company  registered  under  the  Act. 
Munder  Capital  Management,  Inc^ 
serves  as  investment  adviser  to  the 
Fund.  Distribution  services  for  the  Fund 
are  presently  provided  by  the 
Distributor. 

2.  Initially  the  Fund  intends  to  offer 
one  class  of  shares  in  The  Munder 
Multi-Seasons  Growth  Fund  (the 
"Portfolio").  The  Fund  intends  to  seek 
regulatory  authority  to  issue  one  or 
more  additional  classes  of  shares  of  the 
Portfolio.  Applicants  seek  an  order  that 
would  permit  the  Fimd,  and  any 
existing  or  future  open-end  investment 
company  which  is  or  may  become  a 
member  of  the  Munder  "group  of 
investment  companies"  as  that  term  is 
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defined  in  rule  lla-3  imder  the  Act  and 
which  employs  a  CDSC  under  the  same 
terms  and  conditions  as  those  described 
in  this  application,  to  impose  a  CDSC  on 
certain  redemptions  of  shares. 

3.  Under  the  proposed  CDSC 
arrangement,  the  amount  of  the  CDSC 
will  depend  on  the  number  of  years 
since  the  purchase  of  the  shares  being 
redeemed.  The  amount  of  the  CDSC  will 
range  from  5%  for  redemptions  made 
during  the  first  year  after  purchase  to 
1%  for  redemptions  made  in  the  sixth 
year  after  purchase.  No  CDSC  will  be 
charged  on  shares  of  a  Portfolio 
purchased  prior  to  the  date  that  an  order 
is  issued  pursuant  to  this  application. 

4.  No  CDSC  will  be  imposed  on  shares 
representing  capital  appreciation  or 
purchased  with  reinvested  income 
dividends  or  capital  gains  distributions. 
In  determining  the  applicability  and  rate 
of  any  CDSC.  it  will  be  assumed  that  a 
redemption  is  made  first  of  shares 
representing  capital  appreciation,  next 
of  shares  representing  pajTnent  of 
dividends,  and  finally  of  other  shares 
held  by  the  shareholder  for  the  longest 
period  of  time.  As  a  result,  any  charge 
will  be  imposed  at  the  lowest  possible 
rate.  The  applicants  will  not  impose  a 
CDSC  on  shares  issued  prior  to  receipt 
of  the  requested  relief. 

5.  Applicants  request  the  ability  to 
waive  the  CDSC  in  the  case  of 
redemptions  in  connection  with:  (a) 
Redemptions  by  investors  who  have 
invested  $1  million  or  more  in  the 
Portfolio;  (b)  redemptions  by  the 
officers,  directors,  and  employees  of 
Munder  Capital  Management,  Inc.  or  the 
Distributor  and  such  persons' 
immediate  families;  (c)  dealers  or 
brokers  who  have  a  sales  agreement 
with  the  Distributor,  for  their  own 
accounts,  or  for  retirement  plans  for 
their  employees  or  sold  to  registered 
representalives  or  full-time  employees 
(and  their  families)  that  certif>'  to  the 
Distributor  at  the  time  of  purchase  that 
such  purchase  is  for  their  own  account 
(or  for  the  benefit  of  their  families);  and 
(d)  involuntary  redemptions  effected 

fmrsuant  to  the  Portfolio's  right  to 
iquidate  shareholder  accounts  having 
an  aggregate  net  asset  value  of  less  than 
$500. 

6.  The  applicants  propose  to  provide 
a  pro  rata  credit  for  any  CDSC  paid  in 
connection  with  a  redemption  of  shares 
followed  by  a  reinvestment  effected 
within  90  days  of  the  redemption.  The 
credit  will  allow  investors  who 
erroneously  redeemed  or  otherwise  had 
second  thoughts  about  having  redeemed 
their  shares  to  reinvest  the  proceeds 
plus  the  amount  of  any  CDSC  paid.  The 
credit  will  be  paid  for  by  the  Distributor. 


Applicants'  Legal  Conclusion 

Applicants  beUeve  that 
implementation  of  the  CDSC  In  the 
manner  and  under  the  circumstances 
described  above  would  be  fair  and  in 
the  best  interests  of  the  shareholders  of 
the  Fund.  Thus  the  granting  of  the 
requested  order  would  be  appropriate  in 
the  public  interest  and  consistent  with 
the  protection  of  investors  and  the 
purposes  fairly  intended  by  the  policy 
and  provisions  of  the  Act. 
Consequently,  applicants  request  an 
order  of  the  Commission  pursuant  to 
section  6(c)  of  the  Act  for  an  exemption 
from  the  provisions  of  sections  2(a)(32), 
2(a)(35).  22(c).  and  22(d)  of  the  Act  and 
rule  22C-1  thereimder  to  the  extent 
necessary  to  permit  the  proposed  CDSC 
arrangement. 

ApplicanU'  Condition 

Applicants  agree  that  any  order 
granting  the  requested  relief  will  be 
subject  to  the  following  condition: 

Applicants  will  comply  with  the 
provisions  of  proposed  rule  6c-10  under 
the  Act.  Investment  Company  Act 
Release  No.  16619  (Nov.  2. 1988).  as 
such  rule  is  currently  proposed,  and  as 
it  may  be  reproposed,  adopted,  or 
amended. 


For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Nfargaret  H.  McFariand. 
Deputy  Secretary. 
(PR  Doc.  93-297  Filed  1-6-S3: 8:45  am) 
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[R«l.  No.  IC-19202;  •11-48771 

Titan  institutional  Investmants,  Inc.; 
NoUce  of  Application 

Deceml)er31.1992. 
AGENCY:  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission"). 
ACTION:  Notice  of  application  for 
deregistration  under  the  Investment 
Company  Act  of  1940  (the  "Act"). 


APPLICANT:  Titan  Institutional 
Investments,  Inc. 

REI^VANT  ACT  SECTION:  Section  8(f). 
StNMMARY  OF  APPUCATION:  Applicant 
seeks  an  order  declaring  that  it  has 
ceased  to  be  an  investment  company. 
FNJNG  DATE:  The  application  was  filed 
on  January  28. 1992  and  amended  on 
November  27. 1992. 

HEARMQ  OR  NOTIFICUTION  Of  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC's 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  personally  or  by 


mall.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  and 
January  25. 1993,  and  should  be 
accompanied  by  proof  of  service  on 
applicant,  in  the  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  notification  by 
writing  to  the  SEC's  Secretary. 
ADDRESSES:  Secretary.  SEC.  450  5th 
Street.  NW..  Washington.  DC  20549. 
Applicant.  31  West  52nd  Street.  New 
York.  NY  10019. 

FOR  FURTHER  INFORMATION  CONTACT: 
Elaine  M.  Boggs.  Staff  Attorney,  at  (202) 
272-3026.  or  Nancy  M.  Rappa.  Branch 
Chief,  at  (202)  272-3030  (Division  of 
Investment  Management.  Office  of 
Investment  Company  Regulation). 
SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  at  the  SEC's 
Public  Reference  Branch. 

Applicant's  Representations 

1.  Applicant  is  an  open-end 
diversified  investment  company  that 
was  organized  as  a  corporation  under 
the  laws  of  Maryland.  On  October  20. 
1986.  applicant  filed  a  notification  of 
registfation  pursuant  to  section  8(a)  of 
the  Act.  Applicant  has  not  filed  any 
registration  statement  pursuant  to  the 
Securities  Act  of  1933. 

2.  On  September  4. 1991.  applicant's 
board  of  directors  approved  a  plan  of 
complete  liquidation  and  dissolution 
and  recommended  it  be  approved  by 
shareholders.  At  a  meeting  held  on 
September  19. 1991.  apphcant's 
shareholders  approved  the  liquidation. 

3.  A  notice  of  liquidating  distribution 
was  mailed  by  on  July  31. 1992  to 
applicant's  shareholders  of  record  and  a 
notice  of  liquidating  distribution  was 
pubUshed  in  The  New  York  Times  ou 
August  13.  August  20.  and  August  27. 
1992.  Such  notices  indicated  that 
shareholders  of  record  of  appUcant  had 
until  October  31. 1992  to  prove  their 
interests  in  assets  of  applicant  to  be 
distributed. 

4.  On  November  20. 1992.  applicant 
made  a  liquidating  distribution  to  its 
shareholders  in  an  amount  equal  to 
$3,884,  representing  a  net  asset  value  of 
$20.90  per  share  for  each  of  the  185.862 
shares  outstanding. 

5.  There  were  seven  shtueholders 
whose  whereabouts  applicant  could  not 
ascertain  after  diligent  efforts,  to  whom 
checks  were  mailed  in  complete 
liquidation  of  their  interests  at  their 
respective  addresses  of  record.  Those 
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checks  that  are  returned  unclaimed  will 
be  held  by  Investors  Bank  and  Trust 
Company,  applicant's  transfer  and 
dividend  disbursing  agent,  and  will 
remain  there  during  the  applicable 
escheatment  period. 

6.  Applicant  incurred  approximately 
$172,525  in  liquidation-related 
expenses,  consisting  primarly  of  legal, 
accounting,  and  transfer  aeent  fees. 

7.  There  are  no  securityholders  to 
whom  distributions  in  complete 
Uquidation  of  their  interests  have  not 
been  made.  Applicant  has  no  debts  or 
other  liabilities  that  remain  outstanding. 
Applicant  is  not  a  party  to  any  litigation 
or  administrative  proceeding. 

8.  On  July  20. 1992,  articles  of 
dissolution  were  filed  and  approved  by 
tl:e  State  Department  of  Assessments 
and  Taxation  of  Maryland. 

9.  Applicant  is  not  now  engaged,  nor 
does  it  purpose  to  engage,  in  any 
business  activities  other  than  those 
necessarj'  for  the  winding  up  of  its 
affairs. 

For  the  Commission,  by  the  Division  of 
investment  Management,  pursuant  to 
delegated  authority. 
Margaret  H.  McFarUnd. 
Deputy  Secretary. 

IFR  Doc.  93-298  Filed  1-6-93;  8.45  am] 
BttJJNa  COOE  tOIO-Ot-M 


SMALL  BUSINESS  ADMINISTRATION 
13  CFR  Part  101 

Administration;  Delegation  of 
Authority.  Branch  CWma  Review 
Committee 

AGENCY:  Small  Business  Administration. 
ACTION:  Notice  Delegating  Authority  to 
Establish  a  Branch  Claims  Review 
Committee. 

SliMMARY:  This  notice  delegates 
authority  to  certain  specific  Small 
Business  Administration  (SBA)  branch 
offices  to  establish  a  Branch  Claims 
Review  Committee.  The  authority  to 
constitute  a  claims  review  committee  in 
the  enumerated  branch  offices  is  based 
upon  the  education,  training,  and 
experience  of  such  office's  personnel  as 
w6ll  as  its  staffing  level  and  loan 
volume. 

EFFECTIVE  DATE:  This  notice  is  effective 
January  7, 1993. 

FOR  FURTHER  INFORMATION  CONTACT:  Earl 
L.  Chambers;  Director,  Office  of 
Portfolio  Management;  U.S.  Small 
Business  Administration;  400  Third 
Street,  SW.;  Washington.  DC  20416;  Tel. 
(202)205-6481. 

SUPPLEMENTARY  INFORMATION:  Elsewhere 
in  today's  Federal  Register,  SBA  is 


publishing  a  final  rule  amending 
Section  101.3-2  of  part  101,  title  13, 
Code  of  Federal  Regulations,  to  set  forth 
a  standard  delegation  of  authority  to 
SBA  branch  offices  for  the 
establishment  of  a  Branch  Claims 
Review  Committee.  However,  this 
regulation  states  that  Branch  Claims 
Review  Committees  will  not  be 
organized  in  each  SBA  Branch  Office. 
Rather,  the  rule  provides  that,  in  order 
to  create  a  Branch  Claims  Review 
Committee  in  a  particular  SBA  Branch 
Office,  a  notice  must  be  published  in  the 
Federal  Register  specifically 
designating  such  office.  This  system 
ensures  that  only  those  SBA  Branch 
offices  with  sufficient  staff  and  portfolio 
volume  have  the  authority  to  undertake 
compromise  activities. 

The  Agency  believes  that,  when 
appropriate,  delegating  increased  levels 
of  authority  to  field  office  personnel 
yields  increased  benefits  for  program 
participants  and  SBA.  SBA  claims 
review  committees  are  established  for 
the  pivpose  of  determining  the  action 
SBA  will  take  with  respect  to  debts 
owed  the  Agency.  Specifically,  the 
various  claims  review  committees  have 
authority,  at  differing  amounts 
depending  upon  their  organizational 
level,  to  reach  settlement  on  primary 
obligations  or  other  evidence  of  an 
indebtedness  owed  the  SBA  for  an 
amount  less  than  the  total  amount  due 
thereon.  It  is  essential  that  the  Agency 
have  qualified  field  personnel  process 
expeditiously  and  accurately  the  matters 
submitted  to  the  various  claims  review 
committees.  Only  certain  designated 
Agency  branch  offices  are  authorized  to 
establish  Branch  Claims  Review 
Committees  in  light  of  its  personnel  and 
the  large  size  of  its  portfolio.  This 
system  allows  for  loan  debt  and 
compromise  cases  being  processed  by 
the  office  servicing  the  account.  In  this 
fashion,  the  borrower  is  provided 
quicker  and  more  accurate  claims 
processing,  while  the  Agency  is 
benefited  by  maximizing  its  recovery  on 
defaulted  loans. 

This  notice  delegates  authority  to 
specific  SBA  brandi  offices  to  constitute 
a  Branch  Claims  Review  Committee. 
The  SBA  branch  offices  in  Sacramento. 
California;  Springfield,  Illinois;  and 
Milwaukee,  Wisconsin  have  sufficient 
loan  volume  and  personnel.  Thus,  these 
offices  are  delegated  authority  to 
establish  a  Branch  Claims  Review 
Committee  pursuant  to  the  authority  set 
forth  at  paragraph  (a)  of  part  V  of  13 
CFR  101.3-2. 

This  delegation  of  authority  to 
establish  a  Branch  Claims  Review 
Committee  is  contingent  upon  the  above 


named  branch  offices  maintaining  their 
current  level  of  loan  approval  auibority. 

Dated:  December  28, 1992. 
ChorlM  R.  Hotzberg. 
Assistant  Administrator  for  Financial 
Assistance. 
(PR  Doc.  93-16  Filed  l-6-«3;  8:45  am] 

MUJNa  COOe  M2t-«t-M 


DEPARTMENT  OF  STATE 

Bureau  of  Oeeena  and  International 
Environmental  and  Scientific  Affaire 

[Public  Nodca  1750] 

Conaervatlon  Meaauraa  for  Antarctic 
nahing  Under  the  Auaplcea  of  the 
Commlsalon  for  the  Conservation  of 
Antarctic  Marine  Living  Reeourcea 

AGENCY:  Bureau  of  Oceans  and 
International  Environmental  and 
Scientific  Affairs,  State. 
ACTION:  Notice. 

SUMMARY:  At  its  Eleventh  Annual 
Meeting  in  Hobart,  Tasmania,  October 
26  to  November  6. 1992.  the 
Commission  for  the  Conservation  of 
Antarctic  Marine  Living  Resources 
(CCAMLR).  of  which  the  United  SUtes 
is  a  member,  adopted  the  conservation 
measures  and  the  resolution  listed 
below,  pending  coimtries'  approval, 
pertaining  to  fishing  in  the  CCAMLR 
Convention  Area  in  Antarctic  waters. 
These  were  agreed  upon  in  accordance 
with  article  IX.  paragraph  6(A)  of  the 
Convention  for  the  Conservation  of 
Antarctic  Marine  Living  Resources.  The 
meastires  restrict  overall  catches  of 
certain  species  of  fish,  prohibit  the 
taking  of  certain  species  of  fish,  list  the 
fishing  seasons,  and  define  reporting 
requirements. 

DATES:  Persons  wishing  to  comment  on 
the  measures  or  desiring  more 
information  should  submit  written 
comments  within  30  days  of  the 
publication  of  this  notice  in  the  Federal 
Register. 

FOR  FURTHER  INFORMATION  CONTACT: 
Ray  Amaudo,  Chief,  Division  of  Polar 
Affairs,  Office  of  Oceans  A^irs  (OES/ 
OA),  room  5801.  Department  of  State. 
Washington,  DC  20520.  (202)  647-3262. 
SUPPLEMENTARY  MFORMATION: 

Conservation  Measures  Adopted  at  the 
Eleventh  Annual  Meetine  of  CCAMLR. 

At  its  Eleventh  AnnualMeeting  in 
Hobart.  Tasmania,  October  26  to 
November  6, 1992.  the  Commission  for 
the  Conservation  of  Antarctic  Marine 
Living  Resources  (CCAMLR)  adopted 
the  following  conservation  meastires 
and  one  rMolution.  The  conservation 
measures  addressing  catch  limitations 
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in 

iDBuura  7A^  and 

enter  into  force  iouneiUately. 

Coosenration  Measura 
Year 

Conservation  Measure  44/XI 

Limitation  of  (he  Total  Catch  of 

Subarea  48.4  in  the  1992/93  Season 

The  Commission, 

Eadaniag4be  application  of  Chile  to 
conduct «  new  fishery  oa  DissottichuM 
eleginoides  in  Statistical  Subarea  48.4  in 
accordance  with  Conservation  Measure 
31/X. 

Welcoising  the  invitation  of  Chile  for 
one  .scientist  to  participate  as  an 
observer  onboard  the  vessel  Gshiog  for 
Dissostichus  eleginoides. 

Noting  that  no  other  Member  has 
notified  the  Commission  of  proposals  to 
establish  a  new  fiaiMry  for  this  species 
and  Statistical  Subarea, 

Agrees  that  no  other  fishing  shall 
occur  ioT  Dissostichus  eleginoides  in 
Statistical  Subarea  48.4  in  the  1992/98 
season. 

Hereby  adopts  the  following 
Conservation  Measure  in  accordance 
with  Article  IX  of  the  Convention: 

l.The  new  fishery  by  Chile  for 
Dissostichus  eleginoides  in  Statistical 
Subarea  4S.4  in  1992/93  shall  be  hmited 
to  240  tons. 

2.  For  the  purposes  of  this  new  fishery 
for  Dissosticnus  eleginoides  in 
Statistical  Subarea  48.4  the  1992/93 
fishing  season  is  defined  as  (he  period 
from  6  November  1992  to  the  close  of 
the  Commission  meeting  in  1993. 

3.  Full  data  shall  be  provided  to  the 
CCAMLR  Secretariat  for  consideration 
by  the  Working  Croup  on  Fish  Stock 
Assessment  and  Scientific  Committee, 
as  specified  in  CCAMLR-XI/7, 
supplemented  by  SC-CCAMLR-XI. 
paragraph  3.45. 

OonserwtiOB  Mieasure  4S/XI 

Precautionary  Catch  Limitation  on 
Euphaasia  saperba  in  Statistical 
Division  56.4.2 

The  I0tal  oatch  of  Etipbaosia  Buperba 
in  Statistical  Oivisifon  58.4.2  shall  te 
limited  to  39Q.OOO  ioas  ia  any  fishkig 
season.  A  fishing  season  bagias  on  1 
July  and  fmiahas  on  30  |una  of  <th« 
following  year. 

This  lioBt  ahaU  be  kept  uodar  review 
hy  thn  rtiantiaitiim  tali^  intoaccauDt 
the  adwoacf  iha  Sdaatific  Coiamktfia. 
For  tfaa  fvaptmm  nf  tajplanwrint  thia 
ConseriHtftoa  Hommiq.  <ha  oaldias  shaU 
be  r«Mctod  4o  4he  OiauBiBBiBa  an  a 
moBufy.hai 


Cbnserva<fac  Mmunue  ^B/XI 

AUocatton  oTPrecauiiooary  CatciiUatit 
on  EufAausia  supexba  ia  Statislical 
Area  48  tConservatioo  ^loMiira  32/X)<la 
Statistical  Subaraas 

If  the  total  catdi  of  EujAiaasio 
supeibaia  Statistical  Subaxeas  48.1, 
48.2  and  48.3  In  any  fishing  season 
exceeds  ^OJOQO  tons,  then  catches  in 
the  following  Statistical  Subareas  shall 
not  exceed  the  precautionary  catch  limit 
pnecribed  below: 


SubvM 

Tom 

SMMhOrtMiVMMds  — 

461 

403 

46.4 
48.5 
48.6 

420.000 
73&4MS0 
860,000 

South  SwKMcti  Wands 

WadtMSM 

7S,000 
75,000 

300.000 

Notwithstanding  these  subareal 
limits,  the  total  sum  of  catdies  in  any 
fishing  season  in  all  Subareas  shall  not 
exceed  the  precautionary  catch  limit  of 
1.5  million  tons  for  (he  whole  ol 
Statistical  Area  48  prescribed  by 
Conservation  Measure  32/X.  A  fishing 
season  begins  on  1  July  and  finishes  on 
30  June  of  the  following  year. 

The  above  precautionary  catch  fimits 
shall  apply  to  the  fishing  seasons  19ft2/ 
93  and  1993/94  after  which  time  they 
wiU  be  reviewed  by  the  Commission, 
taking  into  account  the  advice  of  the 
Scientific  Committee. 

For  the  puipose  of  implementing  this 
Conservation  Measure,  the  catches  shall 
be  reported  to  the  Commission  for  each 
Statistical  Subarea  on  a  monthly  basis. 

Conservation  Measure  47/Xl 

Scientific  ResoaatA  Exemption 
Provisions 

This  Conservation  Measure  Is  adopted 
in  accordance  with  article  DC  of  the 
Convention. 

1.  Catches  taken  during  fishing  for 
research  purposes  by  commercial 
fishing  or  fishery  support  vessels,  or 
vessels  of  a  similar  cfltnhing  capacity, 
will  be  considered  as  part  of  any  caUii 
limit 

2.  For  (be  purposes  of  implementing 
thisTsnservation  measure,  the  catdi 
reporting  procedxire  set  out  in 
Conservation  Measure  Sl/XI  diaTl  appily 
whenever  the  catch  within  any  five-day 
reporting  psriod  exceeds  5  tons,  unless 
more  specific  regulations  apply  lo  Iha 
particular  ^Mcies. 


Cummr»tttioa  Meaaure  «/lg 

Prohibilion  of 'Directed  Fishery  tm 
Nototbenia  gflAter^na, 
Cbaenocephaias  acertitus. 
Pseudochaenichthys  geogianus. 
Notethenia  squamifrons  and 
Patagonotoihm  guntheri.  in  Statistksil 
Subarea  48.3  for  the  1992/93  and  IfifiS/ 
94  Seasons 

This  CoDsenmtion  Measure  is  adopted 
in  accordance  writhCoBservation 
Measure  7/V: 

Directed  fishing  on  Notothenia 
gStberifrons,  Choenocepha/usaeerehis, 
Pseudochaenichthys  georffonas. 
Notothenia  a^aamifrone  end 
Patagonoto&ten  gantheri  in  Statistioal 
Subarea  48.3  is  prohibited  in  the  1992/ 
93  and  1993/94  seasons,  defined  as  the 
period  from  6  November  1992  to  the  end 
of  the  Commission  meeting  in  1904. 

Conservation  Measure  49/XI 

Limitation  of  ithe  Total  Catch  of 
Champsocephalus  gunnari  in  Statistic^ 
Subaxea  48.3  in  the  1992/93  Season 

This  Conservation  Measure  is  adapted 
in  accordance  with  Conservatioa 
Measure  7/V: 

1.  The  total  catch  of 
Champsocepbahis  gunnari  in  the  1992/ 
93  season,  which  shall  commence  on  6 
November  1992  shall  not  exceed  9  200 
tons  in  Statistical  Subarea  48.3. 

2.  The  fishery  for  Champsocephahis 
gunnari  in  Statistical  Subarea  48  J  shall 
close  if  the  by-catch  of  any  of  the 
species  listed  in  Conservation  Measure 
SO/XI  reaches  their  by-catch  limit  or  if 
the  total  catch  of  Champsocephalus 
gunnari  reaches  9  200  tons,  whichever 
comes  first 

3.  it  ^  ihe  course  of  the  directed 
fishery  for  iZhampsoccphalus  gunnari, 
the  by-catch  of  any  one  haul  of  any  of 
the  species  named  in  Conservation 
Measure  SO/XI  exceeds  5%,  the  fishing 
vessel  shall  move  to  another  filing 
ground  within  the  subarea. 

4.  The  use  of  bottom  trawls  in  ^ 
directed  fishery  for  Champsocephalus 
gunnari  in  Statistical  Subarea  48.S  is 
prohibited. 

5.  The  fishery  for  Champaocephdas 
gunnari  in  Statistical  Subarea  48.3  sbsiO 
be  closed  from  1  April  1993  until  Hm 
end  of  the  Commission  meeting  in  IfBS 

e.  For  the  porpoee  of  imptoiwHitiiig 
paragraphs  1  and  2  of  this  Conaervation 
Maasuta: 

(i)  The  Pfaaiday  Crtdi  anri  fiftwt 
Repoitiag  Syitsa  set  oat  in 
Conservatkn  Meaause  51/XI  jiaU  mpfif 
in  a»  iVUfSi  iMSBisi  I  ■immrodng  aa 
6  November  1902. 

jtt)TlMMaaAkily£ffBi(  sod  Bivia^tod 
Data  RepaitiBg  Sjialsai  set  <outte 


Co/isefTa(ji 


Cojiservoh 
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Ck)nservation  Measure  50/XI  shall  apply 
for  Champsocephalus  guimaii  and  all 
by-catch  species  Usted  in  Conservation 
Measure  50/XI  in  the  1992/93  season, 
commencing  on  6  November  1992. 

Conservation  Measure  50/XI 

Limitation  of  the  By-catch  of  Notothenia 
gibberifrons,  Chaenocephalus  acemtus, 
Pseudochaenichthys  georgianus, 
Notothenia  rossii  and  Notothenia 
squamifrons,  in  Statistical  Subarea  48.3 
lor  the  1992/93  Season 

This  Conservation  Measure  is  adopted 
in  accordance  with  Conservation 
Measure  7/V: 

In  any  directed  fishery  in  Statistical 
Subarea  48.3,  during  the  1992/93  season 
commencing  6  November  1992.  the  by- 
catch  of  Notothenia  gibberifrons  shall 
not  exceed  1470  tons;  the  by-catch  of 
Chaenocephalus  aceratus  shall  not 
exceed  2200  tons;  and  the  by-catch  of 
Pseudochaenichthys  georgianus, 
Notothenia  rossii  e^d  Notothenia 
squamifrons  shall  not  exceed  300  tons 
each. 

Conservation  Measure  50/XI 

Five-day  Catch  and  Effort  Reporting 
System 

This  Conservation  Measure  is  adopted 
in  accordance  with  Conservation 
Measure  7/V  where  appropriate: 

1.  For  the  purposes  of  this  Catch  and 
Effort  Reporting  System  the  calendar 
month  shall  be  divided  into  six 
reporting  periods,  viz:  day  1  to  day  5, 
day  6  to  day  10,  day  11  to  day  15.  day 
16  to  day  20.  day  21  to  day  26  and  day 
26  to  the  last  day  of  the  month.  These 
reporting  periods  are  hereinafter 
referred  to  as  periods  A,  B,  C,  D.  E  and 
F. 

2.  At  the  end  of  each  reporting  period, 
each  Contracting  Party  shall  obtain  hxim 
each  of  its  vessels  its  total  catch  and 
total  days  and  hours  fished  for  that 
period  and  shall,  by  cable  or  telex, 
transmit  the  aggregated  catch  and  days 
and  hours  fished  for  its  vessels  so  as  to 
reach  the  Executive  secretary  not  later 
than  the  end  of  the  next  reporting 
period. 

3.  The  catch  of  all  species,  including 
by-catch  species,  must  be  reported. 

4.  Such  reports  shall  speafy  the 
month  and  reporting  period  (A,  B,  C,  D, 
E  or  F)  to  which  eadi  report  refers. 

5.  Immediately  after  the  deadline  has 
passed  for  receipt  of  the  reports  for  each 
period,  the  Executive  Secretary  shall 
notify  all  Contracting  Parties  engaged  in 
hshing  activities  in  the  area,  of  the  total 
catch  taken  dxiring  the  reporting  period, 
the  total  aggregate  catch  for  the  season 
to  date  together  with  an  estimate  of  the 
date  upon  which  the  total  allowable 


catch  is  Ukely  to  be  reached  for  that 
season.  The  estimate  shall  be  based  on 
a  projection  forward  of  the  trend  in 
daily  catch  rates,  obtained  using  linear 
regression  techniques  hom  a  number  of 
the  most  recent  catch  reports. 

6.  At  the  end  of  every  six  reporting 
periods,  the  Executive  Secretary  shall 
inform  all  Contracting  Parties  of  the 
total  catch  taken  during  the  five  most 
recent  reporting  periods,  the  total 
aggregate  catch  for  the  season  to  date 
together  with  an  estimate  of  the  date 
upon  which  the  total  allowable  catch  is 
likely  to  be  reached  for  that  season. 

7.  If  the  estimated  date  of  completion 
of  the  TAC  is  within  five  days  of  the 
date  on  which  the  Secretariat  received 
the  report  of  the  catches,  the  Executive 
Secretary  shall  inform  all  Contracting 
Parties  that  the  fishery  will  close  on  that 
estimated  day  or  on  the  day  on  which 
the  report  was  received,  whichever  is 
the  later. 

Conservation  Measure  52/XI 

Monthly  Effort  and  Biological  Data 
Reporting  System  for  Trawl  Fisheries 

This  Conservation  Measure  is  adopted 
in  accordance  with  Conservation 
Measure  7/V,  where  appropriate: 

1.  Specification  of  "target  species" 
and  "by-catch"  species  referred  to  in 
this  Conservation  Measure  shall  be 
made  in  the  Conservation  Measure  to 
which  it  is  attached. 

2.  At  the  end  of  each  month  each 
Contracting  Party  shall  obtain  from  each 
of  its  vessels  the  data  required  to 
complete  the  CCAMLR  fine-scale  catch 
and  effort  data  form  for  trawl  fisheries 
(Form  Cl,  latest  version).  It  shall 
transmit  those  data  to  the  Executive 
Secretary  not  later  than  the  end  of  the 
following  month. 

3.  The  catch  of  all  species,  including 
by-catch  species,  must  be  reported. 

4.  At  the  end  of  each  month  each 
Contracting  Party  shall  obtain  from  each 
of  its  vessels  representative  samples  of 
length  composition  measurements  of  the 
target  species  and  by-catch  species  from 
the  fishery  (Form  B2,  latest  version).  It 
shall  transmit  those  data  to  the 
Executive  Secretary  not  later  than  the 
end  of  the  following  month. 

5.  Failure  by  a  Contracting  Party  to 
provide  the  fine-scale  catch  and  effort 
data  or  length  composition  data  for 
three  consecutive  months  shall  result  in 
the  closure  of  the  fishery  to  vessels  of 
that  Contracting  Party.  If  the  Executive 
Secretary  has  not  received  length 
composition  data  for  two  consecutive 
months  he  shall  notify  the  Contracting 
Party  that  the  fishery  will  be  closed  to 
that  Contracting  Party  unless  those  data 
(including  arreare  of  data)  are  provided 


by  the  end  of  the  next  month.  If  at  the 
end  of  the  next  month  those  data  have 
still  not  been  provided,  the  Executive 
Secretary  shall  notify  all  Contracting 
Parties  of  the  closure  of  the  fishery  to 
vessels  of  the  Contracting  Party  which 
has  failed  to  supply  the  data  as  required. 

6.  For  the  purpose  of  implementing 
this  Conservation  Measiue; 

(i)  Length  measurements  of  fish 
should  be  of  total  length,  to  the  nearest 
centimeter  below; 

(ii)  Representative  samples  of  length 
composition  should  be  taken  from  a 
single  fishing  ground.  In  the  event  that 
the  vessel  moves  from  one  fishing 
ground  to  another  during  the  course  of 
a  month,  then  separate  length 
compositions  should  be  submitted  for 
each  fishing  ground. 

Note:  Pending  the  provision  of  a  more 
appropriate  definition,  the  temi  fishing 
ground  is  defined  here  as  the  area  within  a 
single  fine-scale  grid  rectangle  (0.5°  latitude 
by  1°  longitude). 

Conservation  Measure  53/XI 

Limitation  of  the  Total  Catch  of 
Electrona  carisbergi  in  Statistical 
Subarea  48.3  for  the  1992/93  Season 

This  Conservation  Measiue  is  adopted 
in  accordance  with  Conservation 
Measure  7/V: 

1.  For  the  purposes  of  this 
Conservation  Measure  the  fishing 
season  for  Electrona  carisbergi  is 
defined  as  the  period  from  6  November 
1992  to  the  ena  of  the  Commission 
meeting  in  1993. 

2.  The  total  catch  of  Electrona 
carisbergi  in  the  1992/93  season  shall 
not  exceed  245,000  tons  in  Statistical 
Subarea  48.3. 

3.  In  addition,  the  total  catch  of 
Electrona  carisbergi  in  the  1992/93 
season  shall  not  exceed  53.000  tons  in 
the  Shag  Rocks  region,  defined  as  the 
area  bounded  by  52''30'S.  40°W; 
52°30'S.  44°W.  54«'30'S.  40''W  and 
54''30'S,  44'»W. 

4.  The  directed  fishery  for  Electrona 
carisbergi  in  Statistical  Subarea  48.3 
shall  close  if  the  by-catch  of  any  of  the 
species  detailed  in  Conservation 
Measure  50/XI  reaches  their  by-catch 
limit  or  if  the  total  catch  oi  Electrona 
carisbergi  reaches  245,000  tons, 
whichever  comes  firat. 

5.  The  directed  fishery  for  Electrona 
carisbergi  in  the  Shag  Rocks  region  shall 
close  if  Sie  by-catch  of  any  of  the 
species  detailed  in  Conservation 
Measure  50/XI  above  reaches  their  by- 
catch  Umit  or  if  the  total  catch  of 
Electrona  cadsbergi  reaches  53.000  tons, 
whichever  comes  first. 

6.  If,  in  the  course  of  the  directed 
fishery  for  Electrona  carisbergi,  the  by- 
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catch  of  any  •■•  haul  of  any  of  the 
sp6EiM  MMBd  ia  QmaMvaboi  Maamm 
50/XI  eacMds  5%,  th«  fisiimg  waMi 
shall  mmm  to  Anothar  fishing  pwiad 
within  tka  subaraa. 

7.  Far  the  puipan  of  jmyhmi  anting 
this  CauervatiaB  Maasare: 

(ij  The  Gatch  Reporting  S3rstem  set  out 
in  Conservation  Kiaasure  41/X  shall 
apply  in  ihe  19t2/«S  season:  aad. 

^1^  Data  Reporting  System  set  out 
in  Conservation  Measure  54/XI  shall 
apply  in  the  1992/93  season. 

Conservation  Measan  54/XI 

Biological  Data  Repailing  System  for 
ESeclroma  carlsberff  in  Statistical 
Subarea  48.3. 

This  Conservation  Measure  is  adopted 
in  accordance  with  Conservation 
Measttxa  7fV. 

Each  iBonth  the  length  conxposition  of 
a  minirotim  of  500  fish,  randomly 
collected  from  the  commercial  fishery, 
will  be  measured  and  the  information 
passed  to  the  Executive  Secretary  not 
later  than  the  end  of  the  month 
following. 

Conservation  Measure  S5/XI 

Catch  Limit  on  DiseostuAus  ehginoides 
in  Statistical  Subarea  48.3  for  the  1992/ 
93  Season 

This  Conservation  measure  is  adopted 
in  aocordanoe  with  Conservation 
measure  7/V: 

1.  The  total  catch  of  Dissostichus 
e/eginonfes  in  Statistical  Subarea  4S.S 
caught  in  the  1992/93  season  shaB  be 
limited  to  3  350  tons. 

2.  For  the  purposes  of  the  fishery  for 

Dissostichas  eiegmoides  in  Statistical 
Subarea  48.3.  the  1992/93  fishing  season 
is  defined  as  the  period  from  6 
OecenAier  1992(1)  to  the  end  of  the 
CoBimiasioo  meeting  in  1993,  or  until 
the  TACis  reached,  whichever  is 
sooner. 

3.  For  the  purpose  of  implementing, 
this  Conservation  Measure: 

(ti  Tte  Five-day  Catdi  aad  Effort 
Reporting  System  sat  out  in 
ConservatisB  Measure  SO/XI  shall  apply 
in  the  1992/93  season,  commencing  on 
6  Deoemher  1992. 

(iij  IVb  Efbrt  end  fiiological  Data 
Reporting  System  set  out  in 
Conservation  Measoare  56/XI  shall  apply 
in  the  1992/93  lansom,  comraenring  oa 
6Deceaiterl992. 

4.  Theea  wrill  be  no  ictcrease  over  iha 
1991/92  season  in  the  aunber  of  veeeofa 
of  Members  who  have  been  fishing  in 
the  1991/92  season  for  Dissosticims 
ek^noides  in  Subarea  49.3 

Note:  The  DecemberB  d«te  aBows  one 
month  te  elapw  from  the  end  ef  9m 
Connnisaioc  mating  in  ordv  tor  notiflcatioe 


of  this  MMM»  to  he  transmitted  40  the 
fishieevaaMls. 

Conservation  Measure  56/JO 

Eflbit  md  BiologiaBl  Data  R^iiii« 
System  for  Usaostichtis  el^noidee^ 
Statistical  Subarea  49J  ior  the  1992/9S 
Season 

This  Conseivatioa  Measure  is  adopted 
in  Bcoordance  %^th  Conservation 
Measure  7/V: 

1.  The  and  of  each  month.  eacA 
Contracting  Party  shall  obtain  fitHB  aadi 
of  iU  vaneSs  the  haul-by-haul  data 
required  to  complete  die  CCAMLR  fine- 
scale  catch  and  effort  data  form  for 
longline  fisheries  (Farm  C2,  latest 
version),  it  shall  tnasmit  those  data  to 
the  &tacutive  Secratary  not  later  than 
the  tad  ef  the  Mlowing  mimth. 

2.  At  the  end  of  each  month,  each 
Contracting  Party  shall  obtain  from  each 
of  its  vassals  a  representative  sample  of 
length  composition  measurements  fiom 
the  fishery  (Form  B2,  latest  version).  It 
shall  transmit  those  data  to  die 
Executive  Secretary  not  later  than  the 
end  of  the  following  month. 

3.  Failure  by  a  Contracting  Party  to 
provide  either/or  both  of  the  haul-by- 
haul  and  length  composition  data  for 
three  consecutive  months  shall  resnh  in 
the  closure  of  the  fishery  to  vessels  of 
that  Contracting  Party.  If  the  Executive 
Secretary  has  not  received  either/or  both 
of  the  haul-by-haul  and  length 
composition  data  for  two  consecutive 
months  he  shall  notify  the  Contracting 
Party  that  the  fishery  will  be  closed  to 
thai  Contracting  Party  unless  those  data 
(including  arrears  of  data)  are  provided 
by  the  end  of  the  next  month.  If  at  the 
end  of  the  next  month  those  data  have 
still  not  been  ptovlded.  the  Executive 
Secretary  shall  notify  all  Contracting 
Parties  ol  the  closure  of  the  fishery  to 
vessels  of  the  Contracting  Party  which 
has  failed  to  supply  the  data  as  required. 

Conaenmtioii  Measure  S7/XJ 

Prohibition  of  Directed  Fishing  for 
Pinfidi  in  Statistical  Subarea  48.2  for 
the  1992/93  Season 

Taking  of  fii>&sh.  other  than  for 
scientific  research  purposes,  in 
Statistical  Subarea  48.2  is  prohiUlad  ta 
the  1992/93  season,  defined  as  the 
period  fioaa  6  November  1992  to  the  end 
of  the  Commissian  meeting  in  1993. 

Cbnseimtion  Meosttre  58/X7 

ProhiUtioa  of  Oiredad  Pishing  for 
Finfish  in  Start stical  Subarea  49.1  for 
the  1992/93  Season 

l^kh^affiafiak,  other  than  for 
scientific  research  purposes,  in 
SMistioal  Si^area  49.1  IspraUbttad  in 
the  1992/93  seasaa.<)afinad  as  Iha 


pariod  kmm  Sl'toventer  1992  to  tfieand 
of  the  Coaanrisskm  meetiAg,  in  t991. 

Conservaiioa  Measure  SdfXt 

Limitation  of  T«tal  Grtch  «f  MoColfaenio 
squamifronska  Statistical  Division 
58.4.4  (Ob  and  Lena  Banksl  in  (he  1992/ 
93  and  1993/94  Season 

1 .  Tlie  total  catch  of  Notathenia 
squamifrons  for  the  entire  two  year 
period  shall  not  exceed  1150  tons, 
which  shaB  be  made  tip  of  715  tons  an 
Lena  Bank  and  435  tons  on  Ob  BaidL 

2.  The  two  year  period  shall  be  bom 
6  November  1992  to  the  uid  of  the 
Commission  meeting  in  1994. 

3.  For  the  purpose  of  implementing 
this  Conservation  Measure: 

(ij  The  Flve^iay  Catch  and  Effort 
Reporting  System  set  out  in 
Conservatian  Measure  Sl/XI  shall  apfily 
in  the  period  1992  to  1994  commencing. 
on  6  NovHCobar  1992: 

(ii)  The  Monthly  Effint  and  Biological 
Data  Reporting  Systeo}  set  out  In 
Conservation  Measure  52/XI  shall  apply 
for  Notathenia  squamifrons 
commencing  on  6  November  1992; 

(iii)  Age  fiwmency  and  age/lengfli 
keys  for  Nolomenia  squamifrons  and 
any  other  species  forming  a  significant 
part  of  the  catch  shall  be  collected  and 
reported  to  each  annual  meeting  of 
Working  Group  on  Fish  Stock 
Assessment  for  each  Bank  separately: 

and 

(iv)  The  fishery  for  Nototbenia 
squamifrons  will  be  subject  to  review  at 
the  1993  annual  meeting  of  the 
Scientific  Committee  and  the 
Commission. 

Conservation  htemure  60/XI 

Limits  on  the  Exploratory  Qraib  Fishery 
in  Statistical  Area  48  in  the  1992/93 
Season 

The  foUowing  mefsures  apply  to  all 
crab  fishiag  wiSiin  Statistical  Area  49: 

1.  The  cetb  fishery  is  defined  as  any 
harvest  activity  in  whidi  the  target 
species  is  any  membo'  of  the  crab  group 
(Order  Dacapoda,  St^xnxler  Reptaatia). 

2.  The  CTM  fishoy  in  Statisdcal  Area 
48  shall  be  closed  from  15  November 
1992  u^  the  CCAMLR  Worktop  to 
develc^  the  LongtHnn  Mmtagaownt  Plan 
for  crabs  (planned  for  April  or  May, 
1993)  has  mat.  revised  the  data 
reporting  Ibrms  and  provided  modified 
forms  to  MenibeTS  who  have  notified  the 
Secretariat  tff  their  intention  te  fish  for 

crabs. 

3.  Tha  cnb  fisherv  shall  be  lii^ted  Is 
one  vessel  per  Meniber,  however,  if  the 
Seci«tariat  is  notified  that  flMN  4ian 
three  vassals  istend  to  fish  t«  crabs,  ua 
men  thaa  laoo  loBS  ahall  ha  triteo 
during  (be  period  from  the  atart  «f  tha 
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fishery  until  Ifas  sad  of  tha  aeiGt  mnrting 
oftheCoouaissioBin  1993. 

4.  Eadi  14aBiber  iaieodi^g  to 
participate  ia  ths  ciab  fishsiy  shall 
notify  the  CCAMLR  Secretariat  at  least 
three  Bumtlis  in  advaooeof  atarting. 
fishiag  of  the  naiae.  type.  siaa. 
registratioa  oumber  aad  radio  call  sig^ 
and  fishing  plaa  of  the  vesaal  that  the 
Member  has  autbsrized  to  participate  in 
the  crab  fishery. 

5.  The  foUowiog  data  shall  be 
reported  to  CCAMLR  by  30  August  1993 
for  crabs  cang^  pnor  to  30  July  1993: 

(i)  The  location,  date,  depth,  fishing 
effort  tnumber  and  spacing  of  pots)  and 
catch  (numbecs  and  weight]  of 
commwcially  sized  crabs  (raported  on 
as  fine  a  scale  as  possible,  but  no  coanar 
tban  1*  longitude  by  0.5°  latitude)  bl- 
each 10-day  period; 

(ii)  The  species  size  and  sex  of  a 
representative  subsample  of  crabs  and 
by-catch  caught  in  traps;  and 

(iii)  Other  relevant  data,  as  possible, 
according  to  the  lo^ook  formats  already 
being  iised  in  the  crab  fishery  tSC- 
CCAMIJl-XI,  Annex  5,  Appendix  F). 

6.  For  the  piuposes  of  implementing 
this  Conservation  Measure  the  lO-day 
catch  and  effort  reporting  system  set  out 
in  Conservation  Measure  61/XI  shall 
apply. 

7.  Data  identified  by  the  Woii^op 
that  are  required  to  detarmiae  the 
appropriate  harvest  levels  shall  be 
collected  daring  the  1993  season  bf  all 
vessels  fishing  for  crabs.  These  data 
shall  be  repoited  to  CCAMLR  in  the 
form  specified  by  the  Workshop.  Data 
on  catches  taken  before  30  Au^pist  1993 
shall  be  reported  to  the  CCAMLR 
Secntuiat  fay  30  Sapteadwr  to  enable 
the  data  to  be  available  to  Working 
Group  on  Flab  Stock  Assessment. 

8.  Crab  fishing^gear  shall  be  limited  to 
the  use  ciloab  pots  (traps).  The  iise  of 
all  other  methods  of  catdiing  crebe  (e.f ., 
bottom  trawls)  shall  be  prohibited. 

9.  The  crab  fishery  shall  be  limited  to 
aexiially  mature  male  crabs — all  female 
and  undersized  male  crabs  caiight  shall 
be  released  unbanned,  in  tlie  case  of 
Paralomis  spiaosissisina  and  P. 
fotmosa,  naales  with  a  jninimum 
carapace  width  of  102  mm  and  90  mm. 
respectively,  may  be  retained  in  the 
catch;  and 

10.  Ccab  processed  at  sea  shaU  be 
frozen  as  crab  sections  (minimum  size 
of  crabs  to  be  deteimined  when  using, 
crab  sections). 

Coiuewotioa  Maosart  61/X7 

Ten-day  Catdi  and  Effort  Reporting 
System  i 

This  Caaswiiation  Meeeure  is  adapted 
in  accondanoe  widiCanservatioo 
Measure  7/V  where  appropriate: 


1.  For  the  putpoees  of  this  Caleb  aad 
Effort  Ke|>ortiag  Systeaa  the  cakndv 
moath  shall  be  divided  iiAo  tfaiae 
reporting  penods.  via:  day  1  to  day  tO, 
day  U  dey  za.  day  n  to  tbe  last  day  of 
the  mentlLThBee  reporting  pwiods  aw 
heraiBafiBrrafaned  to  as  periods  A,  6 
andC 

2.  At  the  and  of  each  reporting  period, 
each  Contractiag  Party  shall  obtoia  from 
each  of  its  vessels  its  total  catch  aad 
total  days  end  hours  fished  for  that 
period  and  shall,  by  cable  or  telex, 
transmit  the  aggregated  catch  and  days 
and  hours  fished  for  its  vessels  so  as  to 
reedi  the  Executive  Secretary  not  later 
than  the  end  of  the  next  reporting 
period. 

3.  Tlie  retailed  catdi  of  all  species 
and  by-catch  species,  must  be  reported. 

4.  Snxh  reports  ^all  specify  the 
month  and  reporting  period  (A,  B  and 
C)  to  which  each  report  refers. 

5.  Immediately  after  the  deadline  has 
passed  for  receipt  of  the  reports  for  each 
period,  the  Executive  SecTBtary  shall 
notify  all  Contracting  Parties  engaged  in 
fishing  activities  in  &e  area,  of  the  total 
catdi  taScen  dming  the  reporting  pteriod. 
the  total  aggregate  catdi  for  the  season 
to  date  together  with  an  estimate  of  tiie 
date  upon  which  the  total  allowaUe 
catch  is  likely  to  be  reached  for  that 
season.  The  estimate  shall  be  based  on 

a  projection  forward  of  Ae  trend  in 
daily  catch  rates,  obtained  using,  iiasar 
regression  techniques  from  a  niunber  of 
the  most  recent  reports. 

6.  At  the  end  of  every  &ree  reporting 
periods,  the  Executive  Secretary  shall 
inform  all  Contracting  Parties  of  the 
total  catch  taken  during,  the  three  most 
recent  reporting  periods,  the  total 
aggregate  catch  for  the  season  to  date 
together  with  an  estimate  of  the  date 
upon  which  the  total  allowable  catch  is 
likely  to  be  reached  for  that  season. 

1.  If  the  estimated  date  of  completion 
of  the  TAC  is  within  ten  days  of  the  date 
on  whi(^  the  Secretariat  receii'ed  the 
report  of  the  catches,  the  Executive 
Secretary  shall  inform  all  Contracting 
Parties  that  the  fishery  will  close  on  that 
estimated  day  or  on  the  day  on  which 
the  report  was  received,  whichever  is 
the  later. 

Conservatioa  Measare  62/XI 

Protection  of  the  Seal  Islands  CEMP  Site 

1.  The  Commission  noted  that  a 
program  of  longterm  studies  is  being 
undertaken  at  the  Seal  islands,  Soau 
Shetkaid  islands,  as  part  oi  (be 
GCAMLK  Eoosystem  Moaitoring 
Program  (CEMP).  Recognizing  that  these 
studUes  may  be  vulner^le  to  eccidentd 
or  wiltfad  iatoiisrance.  the  Comnlnkm 
expressed  its  concern  that  this  CEMP 


site,  the  adtaMSc  iaveetigBtiqns.  aad 
the  Antarctic  marine  living  resowces 
therein  be  pratected. 

2.  Therefore,  the  Commission 
considers  it  appropriate  to  accord 
protection  to  the  Sael  {slands  CEMP  site, 
as  defined  in  tin  Seal  Islands 
management  plan. 

3.  Membere  are  required  to  comply 
with  the  provisions  of  the  Seal  Islands 
CEMP  site  management  plan,  iwhidi  b 
recorded  in  Annex  B  of  Conservation 
Measure  iBfJX. 

4.  To  allow  Members  adequate  time  to 
implement  the  relevant  permitting 
procedures  associated  with  this  measure 
and  the  management  plan.  Conservation 
Meeeore  6Z/XI  shall  become  effective  as 
of  1  May  1993. 

5.  In  accordance  with  artide  X,  the 
Commission  shall  draw  this 
Conservation  Measure  to  the  attention  of 
any  State  that  is  not  a  Party  to  die 
Convention  and  whose  nationals  or 
vessels  ere  present  in  the  Convention 
Aree. 

Conservation  Measure  2S/XI 

Minimization  of  the  Incidental  Mortality 
of  Seabiids  in  the  Course  of  Longline 
Fishing  or  Longline  Fishing  Resrarch  in 
the  Convention  Area 

The  Commission. 

Noting  the  need  to  reduce  die 
incidental  mortality  of  seabirds  during 
longline  fishing  by  minimizing  their 
attraction  to  the  fishing  vessels  and  by 
preventing  them  from  attsmptine  to 
seize  baited  hooks,  particiUarfy  during 
the  period  when  the  lines  are  set 

Recognizing  that  successful 
tedmiques  for  reducing  the  moitelitv  cC 
albatrosses  have  been  employed  in  uw 
longline  fi^wry  for  tuna  immediatelj  to 
the  north  of  die  Convention  Area. 

Agrees  to  the  fbliowing  measures  to 
reduce  the  possibility  of  inddentfd 
moitality  of  seabirds  during  longtine 
filing. 

1.  Filling  operations  shall  be 
conducted  in  such  a  way  that  the  baited 
hooks  sink  as  soon  as  possible  after  diey 
are  put  in  the  water. 

2.  Daring  the  setting  of  longlines  at 
night,  onfy  the  miniminn  ^p's  lights 
necessary  for  safirty  shall  be  used. 

3.  Tra^  and  ofhl  are  not  to  be 
dumped  while  longliae  operations  are 
in  progress. 

4.  A  streamer  line  designed  to 
discourage  birds  fiom  settling,  on  baits 
diuina  deplojrment  of  longtines  shaU  be 
towed.  The  specification  of  the  streamer 
line  and  its  method  of  deployment  is 
given  in  the  Appendix  to  this  Measure. 

5.  TUs  Measure  shall  not  appfy  to 
designated  luaearch  vessels 
investigsting  better  methods  for 
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reducing  incidental  mortality  of 
seabixds. 

Appendix  to  Conservation  Measure  29/ 
XI 

1.  The  streamer  line  is  to  be 
suspended  at  the  stem  from  a  point 
approximately  4.5  m  above  the  water 
and  such  that  the  line  is  directly  above 
the  point  where  the  baits  hit  the  water. 

2.  The  streamer  line  is  to  be 
approximately  3  mm  diameter,  have  a 
minimum  length  of  150  m  and  be 
weighted  at  the  end  so  that  it  streams 
directly  behind  the  ship  even  in  cross 
winds. 

3.  At  5  m  intervals  commencing  from 
the  point  of  attachment  to  the  ship  five 
branch  streamers  each  comprising  two 
strands  of  approximately  3  mm  diameter 
cord  should  be  attached.  The  length  of 
the  streamer  should  range  between 
approximately  3.5  m  nearest  the  ship  to 
approximately  1.25  m  for  the  fifth 
streamer.  When  the  streamer  line  is 
deployed  the  branch  streamers  should 
reach  the  sea  surface  and  periodically 
dip  into  it  as  the  ship  heaves.  Swivels 
should  be  placed  in  the  streamer  line  at 
the  towing  point,  before  and  after  the 
point  of  attachment  of  each  branch 
streamer  and  immediately  before  any 
weight  placed  on  the  end  of  the 
streamer  line.  Each  branch  streamer 
should  also  have  a  swivel  at  its 
attachment  to  the  streamer  line. 

Resolution  9/XI 

Scientific  Research  Exemption 
Provisions  for  Finfish 

In  accordance  with  Conservation 
Measure  47/XI.  the  Commission  adopts 
the  following  resolutions: 

1.  (i)  Any  member  planning  to  use 
commercial  fishing  or  fishery  support 
vessels  or  vessels  of  a  similar  catching 
capacity  to  conduct  fishing  for  research 
purposes  when  the  estimated  catch  may 
exceed  50  tons,  shall  notify  and  provide 
the  opportunity  for  other  members  to 
review  and  comment  on  their  research 
plans.  Such  plans  shall  be  provided  to 
the  Secretariat  for  distribution  to 
members  at  least  six  months  in  advance 
of  the  planned  starting  date  for  the 
research.  In  the  event  of  any  request  for 
a  review  of  such  plans,  the  Executive 
Secretary  shall  notify  all  members  and 
submit  the  plan  to  the  Scientific 
Committee  for  review.  Based  on  the 
submitted  research  plan  and  any  advice 
provided  by  the  appropriate  Working 
Group,  the  Scientific  Committee  will 
provide  advice  to  the  Commission 
where  the  review  process  will  be 
concluded.  Until  the  review  process  is 
complete  the  planned  fishing  for 
research  purposes  should  not  proceed. 


(ii)  The  Scientific  Committee,  in 
consultation  with  its  Woridng  Groups. 
shall  develop  standardized  guideliniBS 
and  formats  for  research  plans. 

2.  (i)  Until  such  time  as  the  Scientific 
Committee,  in  consultation  with  its 
Working  Groups,  develops  standardized 
guidelines  and  formats  for  research 
plans,  the  member  plaiming  to 
undertake  research  fishing  in 
accordance  with  l(i)  above  should 
provide  the  following  information: 

Vessel  details 

(a)  Name  of  vessel: 

(b)  Name  and  address  of  vessel  owner. 

(c)  Port  of  registration,  registration 
number  and  radio  call  sign; 

(d)  Vessel  type,  size,  fish  processing 
and  storage  capacity;  and 

(e)  Gear  type,  fishing  capacity  and 
anticipated  catch. 

Research  plan 

(a)  A  statement  of  the  planned 
research  objectives; 

(b)  A  description  of  when,  where,  and 
what  activities  are  planned  including  a 
fishing  plan  which  includes  the  number 
and  duration  of  hauls  and  the  fishing 
gear  to  be  used:  and 

(c)  The  name(s)  of  the  chief 
scientific(s)  responsible  for  the  planning 
and  coordinating  the  research,  and  the 
number  of  sdenUsts  and  crew  expected 
to  be  aboard  the  vessel(s). 

3.  (i)  A  summary  of  the  results  of  any 
rese«^ch  fishing  subject  to  the  research 
exemption  provisions  shall  be  provided 
to  the  Secretariat  within  180  days  of  the 
completion  of  the  research  fishing.  A 
full  report  should  be  provided  within  12 
months. 

(ii)  Catch  and  effort  data  resulting, 
from  the  research  fishing  in  accordance 
with  1(1)  should  be  reported  to  the 
Secretariat  according  to  the  haul-by- 
haul  reporting  format  for  research 
vessels  (C4). 

Other  Conservation  Measures  in  Force 

The  Commission  agreed  that 
conservation  measures  2/Ui  (as 
amended  by  Conservation  Measure  19/ 
IX  to  delete  the  reference  to 
Champsocepbalus  gunnari),  3/TV  4A^, 
and  7/V  and  18/IX,  19/IX,  29/IX  (as  at 
this  year,  see  above),  30/X.  31/X,  32/X. 
and  40/X  should  remain  in  force  as  they 
stand. 

Cathch  Reporting 

Catches  of  E.  superba  shall  be 
reported  on  a  monthly  basis,  as  set  out 
in  Conservation  Measure  45/XI  and  46/ 
XI. 

Catches  off.  carlsbergi  shall  be 
reported  to  the  Secretariat  at  the  end  of 
each  calendar  month,  according  to  the 


system  described  in  Conservatian 
measure  40/X.  In  addition,  biological 
data  should  be  reported  every  month  in 
accordance  with  ConservatioD  Measure 

S4/XI. 

Catches  of  D.  eleginoides  shall  be 
reported  to  Uie  Secretariat  at  the  end  of 
five-day  intervals,  according  to  the 
system  described  in  Conservation 
Measure  51/XL  In  addition,  biological 
data  should  be  reported  every  month  in 
accordance  with  Conservation  Measure 
S6/XI. 

Catches  of  C.  gunnari  and  N. 
squamifrons  shall  be  reported  to  the 
Secretariat  at  the  end  of  five-day 
intervals,  according  to  the  system 
described  in  Conservation  Measure  51/ 
XI.  In  addition,  biological  data  shoiild 
be  reported  every  month  in  accordance 
with  Conservation  Measure  52/XL 

Catches  of  crabs  shall  be  reported  to 
the  Secretariat  at  the  end  of  ten-day 
intervals,  according  to  the  system 
described  in  Conservation  Measiire  61/ 
XI.  In  addition,  data  on  all  crabs  caught 
before  June  30  shall  be  reported  to 
CCAMLR  by  August  30.  in  accordance 
with  Conservation  Measure  60/XI. 

Catches  for  scientific  research  shall  be 
reported  to  the  Secretariat  at  the  end  of 
each  five-day  period  whenever  the  catch 
within  that  period  exceeds  five  tons. 

Dated:  December  24, 1992. 
Kaymond  Anumdo, 
Chief.  Division  of  Mar  Affairs.  Office  of 
Oceans  Affairs. 

|FR  Doc  03-261  Filed  1-«-e3: 8:45  am) 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Htglwray  AdmlniatraUon 

Envkonmantal  Impact  Statamant: 
Kitaap  County.  WA 

AGENCY:  Federal  Highway 
Administration  (FHWA).  DOT.    , 
ACTION:  Notice  of  intent. 

SUMMARY:  The  FHWA  is  issuing  this 
notice  to  advise  the  public  that  an 
environmental  impact  statement  (EIS) 
will  be  prepared  for  a  proposed  highway 
project  in  Kitsap  County,  Washington 
Telephone. 

FOR  FURTHER  INFORMATION  CONTACT: 
Barry  F.  Morehead.  Division 
Administrator,  Federal  Highway 
Administration.  711  South  Capitol  Way, 
suite  501.  Olympia,  Washington,  98501. 
Telephone:  (206)  753-2120;  or  Gary 
Demich.  District  Administrator. 
Washington  State  Department  of 
Transportation,  District  3,  P.O.  Box 
9327,  Olympia,  Washington,  98504. 
Telephone:  (206)  357-2605;  or  Dan 


/  VoL  S«.  Now  4  /  ThuMday.  jMuacy  7.  H93  /  MattoM 


niMi.atyfBwiiwrtnn.23B  4th 
Street.  iMMrta*.  WuUagtaa. 
TelephnK  ft06)  t7»-«272. 


FHWA, 

cooperation  yriA 
VS.  DepartoMot 
Transit,  wrill  prepare  an  EIS  «■  • 
pmposai  to  imprave  a  5^5  aila  portion 
orSR3«DdSR304.  lliBBisDOMd 
improvement  will  indude  Adding  two  to 
four  lanes  on  SR  3  from  the  Gorst 
railroad  biidge  to  the  SR  304  ftnKtion, 
and  fanproTiag  traffic  flow  on  SR  304  to 
the  ferry  terminal  vnng  one-way 
couplets  or  a  foor  lane  two-way  route. 

Improvements  to  the  coTTldorare 
considered  necessary  to  provide  Sor  the 
existing  and  projected  traffic  demand. 
The  primary  purpose  of  the  proposed 
proiiect  is  to  improve  transportation 
access  to  and  throughout  aowntown 
BrsraertoB.  which  includes  the  Puget 
Sound  Naval  Shipyard  and  the  State 
ferry  terzalnal.  haih  major  r^onal 
destinations.  The  existing  peak  hour 
traffic  volumes  in  the  corridor  result  In 
congestion  amd  delay  for  traffic 
associated  with  these  destinations. 
Futtire  traffic  volumes  are  expected  to 
rise  due  to  the  high  growth  rate  of  the 
re^on.  expansion  of  the  Puget  Sound 
Naval  Shipyard  and  increased  ferry 
system  usage  by  comniulers. 
Alternatives  under  considered  on  Ifae  SM. 
3  portion  iadade  (1)  taking  no  actios; 
(2)  wideaii^  SR  3  along  Siackir  inlet 
adjaoaat  to  Uie  roadway  from  the 
existli^  four  lanes  to  sixoroi^t  lanes; 
or  (3)  addiog  new  lanes  in  one  direction 
on  a  higher  grade  then  the  existing 
roadway.  AhemalivBS  under 
consideration  for  Ae  SR  304  portion 
include  (1)  tddng  no  action:  (2)  a  nmrn 
way  cfiimfat:  (3|  a  lour  kane  lacilaty  froBi 
SR3  to  ne  liny  tenninoL  lachMied  ia 
all  of  the  build  alternatives  are  the 
reflaoanont  of  the  G«et  nilmad  Mdga. 
cBoriiiintian  of  JBclttdiog  proviaiaBs 
for  high  OQcnpancy  TehicfaK  (UOV).  and 
1 1— iiliiiiiliiin  iif  iirlilinir  n  ■mithhrmni  it 
eastbound  aovement  at  the  SK  3/SR  304 
inteicfaanea. 

LBtters  aesdibti^  the  proposed  action 
and  jolicitiiv  coouneats  wiii  be  sent  to 
eq>propciate  Fedenel,  State,  m^  local 
^mdaa.  afiected  IndiaD  tzibea.  and  to 
private  wi^niaatiaBs  and  citiaane  who 
haw*  ptevioiisly  aKpreasad  «r  ase  kaowa 
to  have  ioleveet  in  tittt  propoaaL  A 
aeries  of  p«Uic  meaHngi  wiU  be  Md 
betxrean  Nevaatbar  1«02  and  May  1M2. 
In  additiaa.  a  piMic  kaactai  wtUte 
held.  PnUicnolaae  wlU  baslvanof  <ba 
time  and  plaoe  oftbaflMOlivpiaBd 
hearing.  The  draft  EIS  wiMbaawaUaUa 


roawaaalharaefciUi 
relalsd  to  tUs  propoaed  pi>o)oct  axe 
addresaad  and  all  aigaificaot  issnaa 
identigad,  caoMBaats  and  ai^gMHmw 
are  inyjtod  from  aHintereatadpaltoa. 
ComaMntser^ 


propaaad  acfian  and  the  EZS  ahoHld  be 
dkactod  to  tba  FHW  A  at  the  addraaa 
provided  above. 

(QUrieg^f  FMeral  Ponwtic  AasiMaacs 
ricfwtiJMnihTTftTff^  f1igV"iT"il  v* 

implementing  Sxacativa  Order  12372 
raMNlii^  ialei^iQvecBBeBtal  flOBMtatioa  af 
fedenl  pragtaau  aad  actl  vitiss  affih^  la  lUs 
pro^aoj 
Issued  4McOK)Maber  3a  1M2- 


Area  Engineer.  Waehimgtou  Dhriskm. 
(FR  Doc.  {k»-2fi2  Filed  l-«-a3:  *:1S  an4 
aaxMO  cooE  wio-b-m 


StWalaf  rwnty.  MT 

AGBCV:  Federd  Ifighway 
Administration  IFHWA3.  DOT. 
ACTION:  Notice  of  intent 


previously  axpseaaed  or  ace  kBo%ra  to 
have  totomst  ia  thianropoaal  PiabUc 
meetic^  will  be  IhU  in  tha  paqfact  4 
and  in  addition  a  public  bearii«  will  be 
bald.  Fiiblac  No&sa  will  be  fivan  <tftba 
time  and  place  of  ^  jnaatings  and 
heerii^s.  The  <iiaft  EIS  will  be  available 
for  pablic  and  4^|aocy  review  and 
comaaaat  prior  to  fha  pubbc  heaiiae. 
To  aoaun  that  the  toll  range  of  all 
issues  idatod  to  this  proposed  action 
are  addressed  and  all  si^uficant  issues 
identified,  romments  and  saggestiona 
are  invited  from  all  interoated  paitiaa. 
Comments,  or  questions  concerning  Als 
proposed  action  and  the  EIS  should  be 
directed  to  the  FHWA.  or  tiM  MDT  at 
the  addresses  listed  previously. 

(Catalog  of  Fadsal  Domeitk:  Anishmra 
Program  Mmber  20.205.  Higfawajr  FlaBBtog 
aBdCaastanictiaa.  Tbe  mgulatkMM 
impleraaatkig  Executive  Order  12372 
regarding  intergovKuraental  coasultation  oa 
Federal  programs  and  actlvittss  apply  to  dds 
proposed  action.) 

Issued  on:  December  29, 199Z. 
Hank  a  HoneywdL 

Division  AdmiaistiutorMonUma  Division, 
Helena. 

(FR  Doc.  93-263  Filed  l-«-93;  8:45  am] 
BILUNO  COOE  4ai*-a>-H 


:  The  FHWA  is  issuing  ftis 
notice  to  advise  the  piAlic  thet  an 
Enviioumentd  Impact  Statement  tOS) 
will  be  prepared  for  a  proposed  bi^rway 
pro^  in  StiHwator  County.  Montana. 
FOR  FUimCR  WIPORttXnON  CONTACT. 
Dale  Paulson,  Eirvironmental 
Coordinator,  Federal  Higbway 
Administration.  361  South  Park.  Drawer 
10056,  Hriena.  MT  59626-00S6-. 
Telephone:  {406)  449-5310;  or  Edrie  L. 
Vinson,  CiMef,  Enrironmentd  and 
Hazardous  Waste  Bureau,  Montana 
Departmant  of  Transportation.  2^1 
Prospect  Street,  Helena.  MT  59620; 
Telephone:  (406)  444-7632. 
SUPPt^MDITARyMRMlMATION:  Ilia 
FHWA,  in  cooperation  with  the 
Montana  Depakmaot  of  Transpoitation 
(MDT),  is  preparing  an  Environmental 
Impact  Strtenent  far  a  proposal  to 
improFva  tlie  Montana  Hi^tway  Rovto  7S 
corridor  iraoi  the  East  Roaebud  Creek 
Bridge  south  of  Ahsaiokae.  Montena  to 
the  YaUoiratona  Rivar  Bridge  south  of 
ColuodNis,  Montana. 

Improvements  to  the  corridor  are 
cooaiderad  necessary  to  provide  for  Iba 
existing  •"d  prajactod  traffic  demand. 
During  the  riavakipaaDt  of  an 
en  virounaot  assesamaot  for  tUs  pcotjact 
it  was  jjatnrminwd  tkai  an 


environmei 

tarebeii«8dicitod 
froin  apprapriato  Fadaaal.  State,  and 
local  i«Mcias  and  from  private 

I  and  dtisBas.  wba  bawa 


NaUofWfl  HIghaay  Traffic  Saf«lf 
AdmlntotiaHon 

[Docket  NaL  t»-«1;  Maliea  1J 

Ford  Motor  Company;  Racalpl  «f 
P^ltion  for  Tampomry  ExampBon 
From  14  Faiaral  Motor  Vahlda  SaMy 
Standarda 

Ford  Motor  Compeny  of  Deaxboia, 
Midiigan,  has  petitioned  for  a 
temporary  exemption  from  14  Fadanl 
motor  vehicle  salety  standarda  for  an 
electric  paael  delivery  vtn.  The  ba^  of 
the  petition  is  that  «i  exentptioB  wfll 
focilitate^  devek^NBont  uid  field 
evaluation  of  low-emission  netar 

v^iclea. 
Notfoe  of  receipt  eftfaap^itienia 

published  in  accordance  witbag^cy 
reguladons  on  the  eidi)act  (40  CFK  part 
555)  and  doaa  not  rapraeant  any 
judgment  of  the  agency  of  tba  teaiMi  tt 
the  petition. 

Ford  intends  to  manufacture  unto 
105  low  emission  experimental  elacAiic 
panel  detrwsry  vana.  including 
prototypes,  to  be  called  the  Ford 
Ecostar.  The  fioostar  will  be  leased  to 
test  flaete  opareted  fay  Ford's  aleddc 
veMda  davalapBiant  paitnan  in  <ha 
U.S.  and  Euiapa  for  up  to  tbiaa  yaan  af 


exemption  svoald  hriHteia  ^0 
da*alapaBattt.aad  fiald  avabiatian  «f  It 
in  tha  United  Stetoa. 
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There  appear  to  be  three  versions  of 
the  Ecostar,  which  will  be  classified  as 
a  truck  for  purposes  of  the  standards. 
The  first  is  a  hybrid  internal 
combustion-electric  vehicle.  The  second 
is  an  electric  vehicle  with  a  fuel-fired 
heating  and  defrosting  system.  Both 
versions  are  being  designed  to  meet  the 
California  Air  Resource  Board  (CARB) 
requirements  for  ultra-low  emissions. 
The  third  type,  an  electric  vehicle  with 
an  electric  heating/defrosting  system 
would  meet  CARB's  zero  emission 
requirements.  Components  of  these 
vehicles  have  been  developed  in 
cooperation  with  the  United  States 
Department  of  Energy.  General  Electric, 
and  other  suppfiers. 

The  Ecostar  is  based  upon  an  Escort 
delivery  van  manufactured  by  Ford  of 
England  which  was  designed  to  meet  all 
applicable  European  (EEC  and  ECE) 
regulations.  The  van  bodies  would  be 
shipped  to  the  U.S.  where  the  electric 
motor,  inverter,  transaxle  drivetrain, 
batteries,  controls,  and  other 
components  unique  to  the  Ecostar 
would  be  installed  in  the  U.S. 
Electrical/electronic  controb  handling 
high  current/voltage  would  be  packaged 
outside  the  passenger  compartment, 
with  the  exception  of  a  fully  enclosed 
electric  heater/defit»ter  core  on  those 
vehicles  so  equipped,  an  "advanced 
design  battery  would  be  located  in  the 
fuel  tank  space  under  the  load  floor. 
Hybrid  vehicles  would  have  a  small, 
gasoline-fueled  engine/alternator 
assembly  mounted  under  the  load  floor. 
A  hydrauhc/regenerative  braking  system 
would  be  employed.  "Limited  testing" 
of  converted  Escorts  indicates  that  the 
Ecostar  continues  to  meet  the  EEC/ECE 
regulations. 

Differences  between  U.S.  and 
European  standards,  as  well  as  the 
increased  vehicle  weight  would  result 
in  noncompUances  with  the  U.S. 
standards.  However,  in  Ford's  view, 
these  noncompliances  are  minor  in 
nature  and  would  not  unreasonably 
degrade  the  safety  of  the  vehicle. 

The  standards,  or  portions  thereof, 
from  which  Ford  requests  a  2-year 
exemption,  are: 

1.  Standard  No.  101  Controls  and 
Displays 

2.  Standard  No.  105  Hydraulic  Brake 
Systems 

S5.2.3  of  Standard  No.  101  and 
S5.3.5(b)  of  Standard  No.  105  require  a 
brake  warning  light  labeled  "BRAKE". 
The  Ecostar  uses  the  ISO  brake  symbol 
instead.  Neither  the  heating/defrosting/ 
air  conditioning  fan  switch,  nor  the 
hom  control,  is  identified  as  required  by 
Standard  No.  101.  althou^  the  hom 


control  is  conventionally  located  in  the 
center  of  the  steering  hub.  and  its  size, 
shape,  and  location  shoxdd  make  its 
function  obvious  to  most  operators.  The 
fan  switch  is  located  with  the  other 
heatine/defrosting/air  conditioning 
controls  in  the  center  of  the  instrument 
panel.  The  &n  speed  markings  (0. 1.  II. 
Ill),  combined  with  location  of  the  fan 
control  between  the  temperature  control 
and  the  air  distribution  control,  have 
proven  adequate  to  identify  the  function 
of  the  fan  control  switch  to  a  European 
multilingual  customer  base  without  the 
addition  of  the  fan  ISO  symbol. 

In  addition,  some  hybrid  Ecostars  use 
the  ISO  oil  can  symbol  to  indicate  low 
oil  level,  rather  than  low  oil  pressure. 
Ford  believes  that  it  is  appropriate  to 
use  the  symbol  to  indicate  low  oil  level 
on  vehicles  that  do  not  have  a 
pressiirized  internal  combustion 
lubrication  system. 

Finally,  certain  right  hand  drive 
models  to  be  tested  by  the  U.S.  Postal 
Service  do  not  meet  the  requirement  of 
S5.3.3  of  Standard  Na  101  for  variable 
illumination  of  the  displays.  The  right 
hand  drive  vehicle  model  was  designed 
to  meet  only  European  regulations 
which  do  not  have  an  adjustability 
reqmrement.  The  interest  of  the  Postal 
Service  came  too  late  in  the 
development  process  to  add  adjustment 
of  display  illumination,  as  Ford  found 
there  was  no  available  space  to  package 
a  dimming  control  without  a  major 
change  to  the  instrument  panel  and 
wiring  system.  Ford  believes  that  the 
fixed  level  of  illimiination  provided 
raises  no  daylight  or  night  vision  issues. 
Only  a  minimal  number  of  vehicles,  six 
in  all,  would  be  covered  by  the 
exemption  requested. 

3.  Standard  No.  106— Brake  Hoses 

The  brake  hoses  will  not  be  labeled 
and  certified  according  to  SF.2  of  the 
standard.  However,  they  "appear  to 
meet  the  design  and  performance 
requirements"  of  the  standard. 

4.  Standard  No.  108— Lamps.  Reflective 
Devices,  and  Associated  Equipment 

The  headlamps  on  the  Ecostar  meet 
Eiiropean  and  not  U.S.  requirements  for 
beam  pattern  photometries.  Further,  the 
vehicles  would  not  be  equipped  with 
side  marker  lamps. 

Ford  argues  that  exemptions  from  the 
photometric  reqiiirements  wall  not 
unduly  degrade  the  safety  of  the 
vehicles  because  the  only  difference  is 
that  the  European  beam  {>attem  does  not 
provide  the  Ughting  above  the 
horizontal  that  U.S.  headlamps  provide 
to  illuminate  passive  and  reflectorized 
overhead  signs.  This  should  not  have 
adverse  safety  implications  because  the 


Umited  fleet  of  Ecostars  will  be  operated 
in  urban  areas  with  generally  high 
nighttime  ambient  Ughting.  Although 
the  Ecostars  do  not  have  front  and  rear 
side  marker  lamps,  the  taillamps  "are 
very  visible  from  the  side  of  the  vehicle, 
although  they  probably  do  not  meet  all 
of  the  Standud  108  detailed 
photometric  requirements  for  side 
marker  lamps." 

5.  Standard  No.  120— Tire  Selection  and 
Rims  for  Motor  Vehicles  Other  Than 
Passenger  Cars 

As  permitted  by  S5.1.1  of  Standard 
No.  120,  Ford  plans  to  use  a  passenger 
car  tire  on  its  "Ught  truck"  Ecostar. 
specifically,  a  tire  that  has  been 
developed  especially  for  use  on  electric 
vehicles.  The  tire  will  meet  Standard 
No.  109's  reoutrements.  except  for 
maximimi  allowable  inflation  pressure. 
The  pressure  will  be  350  Kpa  (51  psi). 
Recommended  tire  pressure  will  be  50 

f>si  for  both  front  and  rear  tires.  The 
oad  rating  will  be  based  on  an  inflation 
pressure  of  240  Kpa  (35  psi),  then 
derated  by  10%  as  specified  by  S5.1.2. 
Ford  notes  that  both  the  Rubber 
Manufacturers  Association  and  the 
European  Tyre  and  Rim  Technical 
Organization  have  petitioned  NHTSA 
for  rulemaking  to  amend  Standard  No. 
109  to  include  a  maximum  tire  pressure 
of  350  Kpa. 

6.  Standard  No.  115— Vehicle 
Information  Number  (VIN) 

Without  being  specific.  Ford  states 
that  the  VIN  "may  not  meet  certain  U.S. 
requirements."  It  notes  that  any  recall 
would  be  fadUtated  through  Ford's 
retention  of  title  to  the  vehicles. 

7.  Standard  No.  204— Steering  Column 
Rearward  Displacement 

Frontal  barrier  tests  indicate  that 
"some  versions  of  the  experimental 
Ecostar.  particularly  the  hybrid-electric 
vehicles  equipped  with  internal 
combustioii  engines,"  may  not  meet  the 
requirements  of  this  standard  because  of 
the  added  weight  of  the  internal 
combustion  engine.  However,  an  Ecostar 
tested  at  a  weight  similar  to  the 
Standard  No.  204  test  weight  met  the 
displacement  criterion.  Although  that 
test  is  an  insufficient  basis  upon  which 
to  certify  compliance  of  the  hybrid 
vehicles,  any  deviation  from  compUance 
by  the  hybrids  is  likely  to  be  small. 
Considering  the  Ford  intends  to  produce 
only  26  hybrid  vehicles,  "the  vehicle 
operatiiw  characteristics,  and  the 
expected  operating  pattern  of  thfise 
venides.  Ford  believes  that  the  steering 
coltmms  of  these  vehicles  would  not 
represent  any  meaningful  degradation  in 
operating  saroty." 
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8.  Standard  No.  207~Seating  Systems 

9.  Standard  No.  210— Seat  Belt 
Assembly  Anchorages 

Seats,  seat  anchorages,  and  seat  belt 
anchorages  "meet  U.S.  anchorage 
strength  specifications  when  tested  by 
the  European  strength  test  procedure, 
but  may  not  meet  when  tested  with  the 
longer  loading  and  holding  periods  of 
the  U.S.  test  procedure."  However, 
"seats  and  safety  belts  that  meet  the 
EEC/ECE  stren^  test  have  proven  to  be 
very  elective  over  many  years  of 
hi^way  experience." 

10.  Standard  No.  208 — Occupant  Crash 
Protection 

Paragraph  S4.6.1  requires  that 
instrumented  dummies  meet  various 
criteria  in  30  mph  frontal  barrier 
crashes.  Ford  has  not  tested  the  Ecostar 
with  instrumented  dummies.  The 
Ecostar,  however,  is  derived  from  the 
European  Escort  car  and  its  panel 
dehvery  van,  both  of  which  have  been 
designed  to  meet  Standard  No.  208's 
dummy  criteria.  Further,  the  electric 
vehicle  modifications  to  the  van 
structure  have  been  designed  to 
maintain  crash  integrity,  although  tests 
indicate  that  the  heaviest  versions  may 
not  meet  U.S.  standards  for  steering 
column  displacement  and  windshield 
zone  intrusion. 

Ford  believes  that  the  Ecostar  may  be 
able  to  meet  requirements  of  Standard 
No.  208  that  differ  from  EEC/ECE 
requirements  (e.g.,  belt  contact  force, 
latchplate  access,  and  retraction)  but  it 
has  no  plans  to  conduct  testing  because 
of  "our  inability  to  certify  compliance" 
with  other  sections  of  Standard  No.  208, 
especially  S4.6.1. 

In  addition,  the  European  restraint 
system  does  not  have  the  audible  seat 
belt  reminder,  as  required  by  S7.3. 

Standard  No.  208  also  requires  that 
vehicles  be  equipped  with  seat  belt 
assemblies  that  conform  to  Standard  No. 
209.  Ford  states  that  the  belts  may  not 
nave  the  marking  required  by  S4.1(j)  but 
meet  all  other  requirements. 

11.  Standard  No.  212— Windshield 
Mounting 

A  frontal  barrier  impact  of  a 
maximum  weight  Ecostar  showed  a 
windshield  retention  of  73.4  percent,  a 
minor  deviation  from  the  required 
minimum  of  75  percent  However, 
retention  was  not  measured  imtil  about 
2  months  after  the  test,  following 
removal  and  storage  of  the  vehicle. 
Thus,  Ford  is  unsure  whether  the  hybrid 
Ecostar  conforms,  but  that  it  appears 
that  most  Ecostais  will. 


12.  Standard  No.  216— Hoof  Crush 
Resistance 

This  standard  becomes  effiactive  for 
light  trucks  beginning  September  1, 
1993.  Ford  has  not  tested  the  Ecostar  for 
compliance  with  the  standard,  and 
believes  that  assembly  of  most  Ecostars 
will  be  completed  by  then.  In  its 
comments  to  the  notice  of  proposed 
rulemaking  on  extension  of  the 
standard,  Ford  raised  the  issue  of 
inapposite  test  platen  placement,  which 
remains  unresolved.  Because  Ford  does 
not  know  how  the  agency  would 
conduct  a  test  on  the  Ecostar,  it  cannot 
judge  the  complaince  status  of  its 
vehicle. 

13.  Standard  No.  219— Windshield  Zone 
Instrusion 

The  hybrids  may  also  not  comply 
with  Standard  No.  219,  though 
"[Ijimited  testing  indicates  that  the 
electric  Ecostar  probably  meets  EEC/ 
ECS  requirements."  The  frontal  barrier 
tests  were  not  performed  primarily  to 
determine  compliance  with  Standard 
No.  219,  and  hence  did  not  use  the 
styrofoam  form  on  the  windshield  to 
determine  intrusion  into  the  windshield 
zone.  The  test  of  the  Hybrid  Ecostar 
showed  light  contact  between  the  hood 
and  the  lower  portion  of  the  windshield, 
and  thus  Ford  could  not  certify 
compUance  without  further  testing.  The 
contact  noted  was  "so  near  the  lower 
edge  of  the  windshied  that  the  contacted 
area  is  quite  imlikely  to  be  approached 
by  an  occupant's  head  in  a  frontal 
collision". 

14.  Standard  No.  301 — Fuel  system 
Integrity 

Rear  structural  modifications  will  be 
made  to  protect  fuel  system  components 
of  the  hybrid-electric  vans  and  the 
electric  vans  equipped  with  fuel-fired 
heater/defrosters.  Tests  conducted  to 
date  indicate  that  the  Ecostar  would 
probably  meet  the  bont  (S6.1)  and  rear 
(S6.2)  impact  criteria,  although  the  tests 
were  conducted  without  dummies. 
However,  its  Umited  test  program  is 
inadequate  "to  certify  that  all  versions 
of  the  Ecostar  meet  the  rear  impact 
requirements  of  S6.2,  the  lateral  impact 
requirements  of  S6.3,  or  the  static 
rollover  requirements  of  S6.4  after  rear 
or  lateral  impact" 

Not  all  the  Ecostars  are  equipped  with 
fuel  systems,  so  an  exemption  would 
cover  only  about  half  the  Ecostars. 
About  25  percent  of  the  vehicles  will  be 
hybrid-electric  vehicles  that  are  to  be 
equipped  with  small  gasoline  powered 
engines  to  extend  their  driving  range. 
Another  25  percent  will  be  electric 
vehicles  equipped  with  diesel-fuel-fired 


heater/defroster  systems.  Ford  has  no 
reason  to  believe  that  the  vehicles 
would  fail  to  meet  the  lateral  impact 
requirements.  Exemptions  from  S6.2, 
S6.3,  and  S6.4  would  not  degrade  safety 
"because  of  the  excellent  performance 
of  the  fuel  system  in  frt>nt  and  rear 
development  crash  tests  and  the  use  of 
widely  accepted  design  and  production 
practices  for  protecting  the  fuel  system 
frt>m  lateral  impacts." 

Ford  argues  that  an  exemption  would 
be  in  the  public  interest  because  of  their 
potential  reduction  in  emissions,  as  well 
as  the  requirements  of  some  States  that 
manufacturers  sell  a  percentage  of  zero- 
emission  motor  vehicles  by  the  1998 
model  year.  Half  the  Ecostars  tested  will 
be  zero-emission  vehicles.  To  provide 
the  best  possible  vehicles.  Ford  must " 
invent  and  refine"  technology  for  such 
vehicles,  and  an  exemption  would  allow 
field  testing  and  demonstration  of 
electric  and  hybrid-electric  vehicles 
equipped  with  advanced  battery  and 
electronic  technologies.  A  principal 
issue  to  be  resolved  with  the  half  of  the 
Ecostar  fleet  that  is  not  composed  of 
zero-emission  vehicles  is  to  determine 
whether  the  emission  standards  for  an 
ultra-low  emission  vehicle  can 
practicably  be  met,  although  the 
emission  levels  of  these  Ecostars  are 
well  below  the  current  limits 
established  imder  the  Clean  Air  Act. 

A  temporary  exemption  would  also  be 
consistent  with  the  objectives  of  the 
National  Traffic  and  Motor  Vehicle 
Safisty  Act  in  Ford's  view  because  the 
Ecostar  provides  a  level  of  safety 
substantially  equivalent  to  that  required 
by  the  safety  standards. 

Interested  persons  are  invited  to 
submit  comments  on  the  petition 
described  above.  Comments  should  refer 
to  the  docket  number  and  be  submitted 
to:  Docket  Section,  NHTSA,  room  5109. 
400  Seventh  Street.  SW.,  Washington, 
DC  20590.  It  is  requested  but  not 
required  that  10  copies  be  submitted. 

All  comments  received  before  the 
close  of  business  on  the  closing  date 
indicated  below  will  be  considered  and 
vtrill  be  available  for  examination  in  the 
docket  at  the  above  address  both  before 
and  after  that  date.  To  the  extent 
possible,  comments  filed  after  the 
closing  date  will  also  be  considered. 
Notice  of  final  action  on  the  petition 
will  be  published  in  the  Federal 
Register  pursuant  to  the  authority 
indicated  below. 

Comment  closing  date:  February  8, 
1993. 

Authority:  IS  U.S.C  1410;  delegatioos  of 
authority  at  49  CFR  l.SO  and  501.8. 
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ACnON:  Notice. 


DEPARTMENT  OF  THE  TREASURY 
Offlc*  of  th«  Secretary 

[SupptonMirt  to  DcfMrtrnwH  CIrculir— 
PubUe  D«M  SwtM— No.  4&-«ai 

TrMSury  Notes.  Series  AH-1994 

Washington,  December  23.1992. 

The  Secretary  announced  on 
December  22, 1992,  that  the  interest  rate 
on  the  notes  designated  Series  AH- 
1994,  described  in  Department 
Circular— Public  Debt  Series — No.  40- 
92  dated  December  16, 1992.  will  be  4Mi 
percent.  Interest  on  the  notes  will  be 
payable  at  the  rate  of  4*^1  percent  per 
annum. 

Marcw  W.  Page. 
Fhcal  Assistant  Secretary. 
IFR  Doc.  93-284  Filed  1-6-93;  8:45  am) 
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fSupptofnent  to 

Public  Debt  Seriee-Mo.  41-«2) 

Treasury  Notes,  Series  U-1997 

Washington,  December  24. 1992. 

The  Secretary  announced  on 
December  23, 1992,  that  the  interest  rate 
on  the  notes  designated  Series  U-1997, 
described  in  Department  Circular — 
Public  Debt  Series— No.  41-92  dated 
December  16, 1992,  will  be  6  percent. 
Interest  on  the  notes  will  be  payable  at 
the  rate  of  6  percent  per  annum. 
Marcus  W.  Page, 
Fiscal  Assistant  Secretary. 
IFR  Doc  93-285  Filed  1-6-93;  8:45  ami 
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DEPARTMENT  Of  VETERANS 
AFFAIRS 

Information  Coliection  Under  OMB 
Review 

agency:  Department  of  Veterans  Affairs. 


The  Depeitmant  of  Veterans  Affairs 
has  submitted  to  OMB  the  following 
proposals  for  the  coUectkm  of 
information  under  the  pravisiona  of  the 
Papennforli  Reduction  Act  (44  U.S.C 
Chapter  35).  This  document  UsU  the 
follo%ving  infbrmaaon:  (1)  The  title  of 
the  informatian  coUectian.  and  the 
Department  form  ntimber(s).  if 
applicable:  (2)  a  deaoiption  of  the  need 
and  iu  use;  (3)  who  will  be  reqtiired  or 
asked  to  respond;  (4)  an  estimate  of  the 
total  annual  reporting  hours,  and 
recordlLseping  burden,  if  applicable;  (5) 
the  estimated  average  burden  hotira  per 
respondent;  (6)  the  frequency  of 
response;  and  (7)  an  estimated  number 
of  respondents. 

AOORCSSCS:  Copies  of  the  proposed 
information  collections  and  supporting 
documents  may  be  obtained  from  Janet 
G.  Byers,  Veterans  Benefits 
Administration  (20A5),  Department  of 
Veterans  Affairs,  810  Vermont  Avenue, 
NW.,  Washington,  DC  20420  (202)  233- 
3021. 

Comments  and  questions  about  the 
items  on  the  list  should  be  directed  to 
VA's  OMB  Desk  Officw.  Joseph  Lackey. 
NEOB,  room  3002,  Washington,  DC 
20503.  (202)  395-7316.  Do  not  send 
requests  for  benefits  to  this  address. 
DATES:  Comments  on  the  informaticni 
collection  should  be  directed  to  the 
OMB  Desk  Officer. 

Dated:  December  30, 1992. 

By  direction  of  the  Secretary. 
Frank  E.  Lalley, 

Associate  Deputy.  Assistant  Secretary  for 
Information,  Resources  Policies  and 
Oversight. 

1.  Notice  of  Past  Due  Payment,  VA 
Form  29-389e 

2.  The  form  Is  used  by  veterans  as  a 
temporary  measure  to  restore 
continuous  protection  until  a  final 
decision  is  made  on  their  application  for 
benefits.  The  information  collected  is 
used  to  determine  the  insured's 
eligibiUty  for  continued  protection. 

3.  Individuals  or  households 

4.  484  hours 
5. 15  minutes 
6.  On  occasion 

7. 1,936  respondents 


Kxtattsion 

1.  Request  to  Creditor  Rogarding 
Applicant's  Indebtedness,  VA  Form 
Letter  26-250 

2.  The  fbnn  letter  is  used  to  obtain 
credit  infwmatioa  from  landlords  aid 
other  creditors  of  veteran-applicants  for 
guaranteed  and  direct  loans,  potential 
purchasers  of  VA-acquired  propeities, 
and  potential  assumers  of  guaranteed 
and  direct  loans  to  determine 
applicant's  eligibility  for  the  loan. 

3.  Individuals  or  households — 
Bitsinesses  or  other  for-profit — Small 
businesses  or  organizations 

4. 15,833  hours 

5. 10  minutes 

6.  On  occasion 

7.  95,000  re^Hjndents 

Exteesion 

1.  Request  for  Poetpononent  of  OSsite 
or  Exterior  Onsite  ImiHoveroents— 
Home  Loan,  VA  Form  Letter  26-1847 

2.  The  form  serves  as  the  lender's  and 
veteran's  request  for  guaranty  of  home 
loan  for  which  oflsite  or  exterior  onsite 
improvements  are  incomplete  to  permit 
the  veteran's  occupancy  of  the  property. 

3.  Individuals  or  households — 
Businesses  or  other  for-profit — Small 
businesses  or  organizations 

4.  2,500  hours 

5.  30  minutes 

6.  On  occasion 

7.  5,000  respondents 

IFR  Doc.  93-302  Filed  1-6-93;  8:45  am) 
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Sunshine  Act  Meetings 


Fadvall 

Vol.  58,  Na  4 
Thunday.  Januaiy  7,  IMS 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  of  meetlngt  published  under 
the  'tiovemment  In  the  Sunshine  AcT  (Pub. 
L  S4-409)  5  U.S.C.  552b(eK3)- 


FEDERAL  DEPOSITINSimANCE 
COfU>ORA-nON 

Notice  of  Agency  Meeting 

Pursuant  to  the  provisions  of  the 
"Govemment  in  the  Sunshine  Act"  (S 
U.S.Q  SS2b),  notice  is  hereby  given  that 
the  Federal  Deposit  Insurance 
Corporation's  Board  of  Directors  will 
meet  in  open  session  at  lO.-OO  a.in.  on 
Tuesday,  January  12, 1993,  to  consider 
the  following  matters: 

Summary  Agenda:  No  substantive 
discussion  of  the  following  items  is 
anticipated.  These  matters  will  be 
resolved  with  a  single  vote  unless  a 
member  of  the  Board  of  Directors 
requests  that  an  item  be  moved  to  the 
discussion  agenda. 

Disposition  of  minutes  of  previous 
meetings. 

Reports  of  actions  approved  by  the 
standing  committees  of  the  Corporation 
and  by  ofBcers  of  the  Corporation 
pursuant  to  authority  delegated  by  the 
Board  of  Directors. 

Discussion  Agenda: 

Memorandum  and  resolution  re:  Proposed 
amendments  to  Part  362  of  the 
Corporation's  rules  and  regulations, 
entitled  "Activities  and  Investments  of 
Insured  State  Banks,"  which  would  require 
insured  state  banks  to  obtain  the  prior 
consent  of  the  Corporation  before  directly. 
or  indirectly  through  a  subsidiary, 
engaging  "as  principal"  in  any  activity  that 
is  not  permissible  for  a  national  bank. 

Memorandum  and  resolution  re:  Proposed 
amendments  to  Part  333  of  the 
Corporation's  rules  and  regulations, 
entitled  "Extension  of  Corporate  Powers," 
which  would  eliminate  section  333.3, 
which  makes  certain  prohibitions 
applicable  to  state  chartered  savings 
associations  applicable  to  state  banks  that 
are  members  of  the  Savings  Association 
Insurance  Fimd. 

Memorandum  and  resolution  re:  Proposed 
amendments  to  the  Corporation's  rules  and 
regulations,  which  would  eliminate  Part 
*332.  entitled  "Powers  Inconsistent  with 
Purposes  of  Federal  Deposit  Insurance 
Law." 

Memorandum  and  resolution  re:  Final 
amendments  to  Part  325  of  the 
Corporation's  rules  and  regulations, 
entitled  "Capital  Maintenance,"  which 
would  allow  limited  amounts  of  mortgage 
servicing  rights  and  purchased  credit  care 
relationships  to  be  recognized  for 
regulatory  capital  purposes. 


Memorandum  re:  Infocmation  Resources 
Management  Plan. 

The  meeting  will  be  held  in  the  Board 
Room  on  the  sixth  floor  of  the  FDIC 
Building  located  at  550— 17th  Street, 
NW..  Washington,  DC. 

The  FDIC  will  provide  attendees  with 
auxiliary  aids  (e.g.,  sign  language 
interpretation)  required  for  this  meeting. 
Those  attendees  needing  such  assistance 
should  contact  Llauger  Valentin,  Equal 
Employment  Opportunity  Manager,  at 
(202)  898-6745  (Voice);  (202)  898-3509 
(TTY),  to  make  necessary  arrangements. 

Requests  for  further  information 
concerning  the  meeting  may  be  directed 
to  Mr.  Hoyle  L  Robinson,  Executive  ' 
Secretary  of  the  Corporation,  at  (202) 
898-6757. 

Dated:  January  5, 1993. 
Federal  Deposit  Insurance  Corporation. 
Hoyle  L.  Robinsoo, 
Executive  Secretary. 
|FR  Doc.  93-441  Filed  1-5-93;  2:49  pm] 
BHXMQ  CODE  tn4-01-M 

FEDERAL  ELECTION  COMMISSION 


DATE  AND  TIME:  Tuesday,  January  12, 

1993  at  10  a.m. 

PLACE:  999  E  Street.  NW.,  Washington, 

DC 

STATUS:  This  meeting  will  be  closed  to 

the  public. 

ITEMS  TO  BE  DtSCtJSSEO: 

Compliance  matters  pursuant  to  2  U.S.Q 

S437g. 
Audits  conducted  pursuant  to  2  U.S.C 

§  437g,  §  43B(b),  and  TiUe  26,  U.S.C. 
Matters  concerning  participation  In  civil 

actions  or  proceedings  or  arbitration. 
Internal  personnel  rules  and  procedures  or 

matters  affecting  a  particular  employee. 

DATE  AND  TIME:  Thursday,  January  14, 

1993  at  10  a.m. 

PLACE:  999  E  Street  NW.,  Washington. 

DC  (ninth  floor). 

STATUS:  This  meeting  will  be  open  to  the 

public. 

ITEMS  TO  BE  DISCUSSED: 

Correction  and  Approval  of  Minutes 

Title  26  Certification  Matters 

Advisory  Opinion  1992-42:  Ms.  Arlene  M. 

Willis  of  Lewis  for  Congress  Conunittee. 
Legislative  Recommendations.  1993 

(continued  firom  the  meeting  of  January  7, 

1993) 
Routine  Administrative  Matters 


PERSON  TO  CONTACT  FOR  INFORMATION: 

Mr.  Fred  Eiland.  Press  Officer, 

Telephone:  (202)  219-4155. 

Driorea  Hardy, 

Adm  jnistratjvs  Assistant 

[FR  Doa  93-452  Piled  1-5-93;  3:55  pm] 

BtLUNQ  COOC  tnt-OI-M 

FEDERAL  MARITIME  COMMISSION 

TIME  AND  DATE:  10  a.m.— January  13, 
1993. 

PLACE:  Main  Hearing  Room— 800  North 
Capitol  Street.  NW..  Wadilngton,  DC 
20573-0001. 

STATUS:  Part  of  the  meeting  will  be  open 
to  the  public.  The  rest  of  the  meeting 
will  be  closed  to  the  public. 

MATTER(S)  TO  BE  COHSIDEKED: 

Portion  open  to  the  public: 

1.  Docket  No.  92-33 — Marine  Terminal 
Facilities  Agreements— Exemption — 
Consideration  of  comments. 

2.  Docket  No.  92-37 — FinanciaP 
Responsibility  (at  Non-Vessel-Opereting 
Common  Carriers— Consideration  of 
comments. 

Portion  closed  to  the  public: 

1.  Trans-Atlantic  Agreement  Rate  Activity. 

2.  Docket  No.  91-17 — Consumer 
Electronics  Shippers  Associations,  Inc.  v. 
ANERA — Consideration  of  the  record. 

3.  Special  Docket  No.  2306— Application  of 
Star  Shipping  A/S  (d.b.a.  Atlanticargo)  for 
the  Benefit  of  Economy  Freight  Services 

Ltd. — Review  of  Initial  Decision. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Joseph  C.  Polking.  Secretary,  (202)  523- 

5725. 

Joseph  C  Polking. 

Secretary. 

IFR  Doc  93-380  Filed  l-5-fl3;  11:57  am] 

BILUNO  CODE  t73e-«1-H 

NATIONAL  SCIENCE  BOARD  EXECUTIVE 
COMMITTEE 

DATE  AND  TIME: 

January  15, 1993  B:30  a.m.  Open  Session. 
January  15, 1993  B:3S  a.m.  Closed  Session 
January  15, 1993  9:05  a.m.  Open  Session 

PLACE:  The  Franklin  Institute,  Benjamin 
Franklin  Parkway  at  20th  Street, 
Philadelphia.  PA  19103-1194. 

STATUS:  Part  of  this  meeting  will  be 
open  to  the  public.  Part  of  this  meeting 
will  be  closed  to  the  public. 

MATTERS  TO  BE  CONSIDERED:  Friday, 
January  15. 1993. 
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Open  Session  (830  ajnSJS  ajn.) 

1.  Approval  of  Minutes.  Novembw  Executive 

Committee  Meeting 
Qosed  Sesiioa  (8:35  ajn,-9M  ajn.) 

2.  Future  NSP  Budget 

Open  Session  (BM  aj».~*i)0  pM.) 

3.  Chainnan's  Items 

4.  Director's  Items 


5.  Policy  BnviTomnent 

6.  Repwt  of  the  NSB  Commission  on  the 

Future  of  the  NSF 

7.  NSB  Issues/ Actions  for  the  Coming  Year 
S.  NSF  Actions  and  Planning 

9.  Ad)oum 


Malta  ahahky. 

ExecvtivB  Officer. 

IFR  Doc  93-413  Filed  l-5-«3;  1:57  pml 
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Corrections 


Federal  1 

VoL  S«.  Na  4 
Thursday,  Januaiy  7,  1993 


This  section  o(  the  FEDERAL  REGISTER 
contains  edModed  conections  of  previously 
put)lished  Presidential,  Rule.  Proposed  Rule, 
and  Notice  documents.  These  corrections  are 
prepared  by  the  Office  o(  the  Federal 
Register.  Agency  prepared  corrections  are 
issued  as  sigrwd  documents  and  appear  In 
the  appropriate  document  categories 
elsewhere  in  the  issue. 


DEPARTMENT  OF  AGRICULTURE 

Agricultural  Marketing  Sarvica 

7  CFR  Part  920 

[Oockel  No.  FV-92-060IFR] 

Kiwifrult  Gro«Mi  In  California; 
Relaxation  of  Quality  Raqulramanta 

Ck)rrecUon 

In  rule  document  92-22043  begiiming 
on  page  41853  in  the  issue  of  Monday, 
September  14, 1992,  make  the  following 
correction: 

§920.302    [Corrected] 

On  page  41854,  in  the  second  column, 
ia  §  g20.302(b)(l),  in  the  eighth  line, 
after  "misshapen"  insert  "and  an 
additional  tolerance  of  7  percent  is 
provided  for  kiwifrult  that  is  "badly 
misshapen."  " 

aauNO  cooE  wes-M-o 


ARCHITECTURAL  AND 
TRANSPORTATION  BARRIERS 
COMPUANCE  BOARD 

36  CFR  Part  1191 

[OockM  No.  S2-2] 
RIN3014AA12 

Americana  With  Diaabilitiea  Act  (ADA) 
Accesalbitity  Guldelinea  for  Bulldlnga 
and  Facilitiea;  State  and  Local 
Government  Facilitiea 

Correction 

In  proposed  rule  document  92-30559 
beginning  on  page  60612  in  the  issue  of 
Monday,  December  21, 1992,  make  the 
following  corrections: 

1.  On  page  60612,  in  the  third 
column,  in  the  fourth  paragraph,  in  the 
ninth  line,  "FR  38174"  should  read  "56 
FR  38174". 

2.  On  page  60613,  in  the  first  column, 
ia  the  third  footnote,  in  the  last  line, 
"airport  terminal"  should  read  "airport 
passenger  terminal". 


.  3.  On  page  60619,  in  the  first  column, 
in  the  first  full  paragraph,  in  the  eighth 
line,  "what"  should  read  "that". 

4.  On  page  60620,  in  the  first  column, 
in  the  second  line,  "and  (3)  and  also 
contain"  should  read  "and  (3)  also 
contain". 

5.  On  page  60629,  in  the  first  column, 
in  the  heading,  "11.90"  should  read 
"11.9". 

6.  On  the  same  page,  in  the  same 
column,  in  the  first  full  paragraph,  in 
the  fifth  line,  "comply"  should  read 
"complying". 

7.  On  the  same  page,  in  the  same 
column,  in  the  2nd  fiill  paragraph,  in 
the  12th  line,  "this"  should  read  "This". 

8.  On  the  same  page,  in  the  same 
column,  in  the  3rd  full  paragraph,  in  the 
10th  line,  "trail"  should  read  "trial". 

9.  On  the  same  page,  in  the  second 
column,  in  the  first  fiill  paragraph,  in 
the  fourth  line,  "trail"  should  read 
"trial". 

10.  On  page  60631,  in  the  third 
column,  in  the  first  full  paragraph,  in 
the  last  line,  "female  minimum  housing 
units"  should  read  "female  minimum 
and  maximiun  housing  units". 

11.  On  page  60637,  in  the  3rd  column, 
in  the  14th  Une,  "shred"  should  read 
"shared". 

12.  On  page  60639,  in  the  second 
column,  in  the  second  full  paragraph,  in 
the  last  line,  "by"  should  read  "for". 

13.  On  page  60645,  in  the  first 
column,  in  die  first  full  paragraph,  in 
the  seventh  line.  "1:12,"  should  read 
"1:12." 

14.  On  page  60646,  in  the  2nd 
colimm,  in  the  4th  full  paragraph,  in  the 
11th  line,  "As  population,"  should  read 
"As  a  population.". 

BNXINQCOOE  1SOS-01-0 

FEDERAL  DEPOSIT  INSURANCE 
CORPORATION 

12  CFR  Part  327 

raN  3064-AA37, 3064-AA96, 3064-AB14 

Aaaeaamenta 

Correction 

In  rule  document  92-23514  beginning 
on  page  45263  in  the  issue  of  Thursday. 
October  1, 1992,  make  the  following 
corrections: 


1327.3    (Cenedadl 

1.  On  page  45285.  in  the  first  column, 
in  §  327.3(d)(i)(B)ri;.  in  the  fourth  line, 
"of  should  read  "for". 

1327.7    [CorredMl] 

2.  On  page  45286,  in  the  first  column, 
in  §  327.7(a)(l)(ii)(A),  in  the  second  line, 
"paid  by  the  bank"  should  read  "paid 
by  a  bank". 

BILUNQ  COOe  tMS-«1-0 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Minirtg  and 
Reclamation 

Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Paperwortt 
Reduction  Act 

Correction 

In  notice  document  92-30240 
appearing  on  page  59126  in  the  issue  of 
Monday,  December  14, 1992,  in  the 
third  column,  the  text  from  "Abstracts 
through  "Estimated  Completion  Time: 
16  mins"  was  printed  incorrectly.  It 
should  read  as  follows: 
"Abstract:  This  Part  requires  the 
regulatory  authority  to  conduct  periodic 
inspections  of  coal  mining  activities, 
and  prepare  and  maintain  inspection 
reports  for  public  review.  This 
information  is  necessary  to  meet  the 
requirements  of  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977. 
Bureau  Form  Number:  None 
Frequency:  Monthly 
Description  of  Respondents:  State 
Regulatory  Authorities 
Estimatea  Completion  Time:  4  hours 
Annual  Responses:  170.580 
Annual  Burden  Hours:  622.500" 

BNJJNOCOOE  1SOS-et-0 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Paperwork 
Reduction  Act 

Correction 

In  notice  document  92-30239 
appearing  on  page  39126  in  the  issue  of 
Monday.  December  14, 1992.  the  text 
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from  "Abstract:"  through  "Annual 
Burden  Hours:  622,500"  was  printed 
incorrectly.  It  should  read  as  follows: 
"Abstract:  In  order  to  ensure 
comphance  with  30  CFR  part  870,  a 
quarterly  report  is  required  of  coal 
produced  for  sale,  transfer  or  use 
nationwide.  Individual  reclamation  fee 


payment  UabiUty  is  based  on  this 

information. 

Bureau  Form  Number.  OSM-1 

Frequency:  Quarterly 

Description  of  Respondents:  Coal  mine 

and  coal  preparation  plant  operators 

Annual  Responses:  15.000 

Annual  Burden  Hours:  4.089 


Estimated  Completion  Time:  16  mlns' 
■LUNo  cooe  laos-ot-o 


I  SS 


1993 


UMI 


Thursdsy 
January  7,  1993 


Part  II 


Environmental 
Protection  Agency 

40  CFR  Part  61 

National  Emission  Standards  for 
Hazardous  Air  Pollutants;  Benzene  Waste 
Operations;  Final  Rule 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40CFRPart«1 
[AO-fRL-4534-21 

NaUonai  Emlaaion  Standards  for 
Hazardous  Air  Poltutanta;  B««uan« 
Waste  OparatkHM 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

AcnOM;  Final  rule. 

summary:  EPA  is  clarifying  widely 
misunderstood  provisions  to  the 
national  emission  standards  for 
hazardous  air  pollutants  (NESHAP)  for 
benzene  emissions  from  benzene  waste 
operations,  subpart  FF  of  40  CFR  part 
61.  Sources  affected  by  subpart  FF  of 
this  part  include  chemical 
manufacturing  plants,  coke  by-product 
recovery  plants,  petroleum  refineries, 
and  facilities  at  which  waste 
management  units  are  used  to  treat, 
store,  or  dispose  of  waste  generated  by 
chemical  manufacturing  plants,  coke  by- 
product recovery  plants,  or  petroleum 
refineries. 

The  final  amendments  clarify  points 
on  which  there  has  been  confusion  and 
provide  additional  options  for 
compliance  that  give  owners  and 
operators  increased  flexibility  in 
meeting  the  requirements  of  the  rule 
while  still  meeting  the  NESHAP  goals 
for  health  risk  protection. 
DATES:  Effective  Date:  January  7, 1993. 

Judicial  Review.  Under  section 
307(b)(1)  of  the  Qean  Air  Act  (CAA), 
judicial  review  of  the  clarifying 
amendments  to  the  NESHAP  is  available 
only  by  filing  a  petition  for  review  in 
the  U.S.  Court  of  Appeals  for  the  District 
of  Columbia  Circuit  on  or  before  March 
8, 1993.  Under  section  307(b)(2)  of  the 
CAA,  the  requirements  that  are  the 
subject  of  today's  notice  may  not  be 
challenged  later  in  civil  or  criminal 
proceedings  brought  by  the  EPA  to 
enforce  these  requirements.  Judicial 
review  is  not  available  for  aspects  of 
subpart  FF  that  are  not  addressed  by 
today's  amendments. 
AOORESSES:  Docket.  Information  related 
to  the  development  of  the  amendments 
to  subpart  FF  promulgated  today  is 
contained  in  categories  XI  through  XIV 
of  Docket  Na  A-89-06.  The  docket  is 
available  for  public  inspection  and 
copying  between  8:30  a.m.  and  3:30 
p.m.,  Monday  through  Friday,  at  the 
EPA's  Air  Docket  Section,  Waterside 
Mall,  room  1500. 1st  Floor,  401  M 
Street.  SW..  Washington,  DC  20460.  A 
reasonable  fee  may  be  charged  for 
copying. 


FOR  FURTHER  tVORMATION  CONTACT:  For 
information  on  the  rule  amendmmits, 
contact  Robert  B.  Lucas.  Chemicals  and 
Petroleum  Branch  (MD-13).  telephone 
(919)  541-0884  or  Gail  Lacy,  Standards 
Development  Branch  (MD-13), 
telephone  (919)  541-5261.  Office  of  Air 
Quality  Planning  and  Standards. 
Environmental  Protection  Agency, 
Research  Triangle  Park.  North  Carolina 
27711.  For  information  on  the  waiver 
policy  for  Subpart  FF,  contact  Eric 
Crump.  Chemicals  and  Petroleum 
Branch  (MD-13),  telephone  (919)  541- 
5032,  Office  of  Air  Qualitv  Planning  and 
Standards.  Environmental  Protection 
Agency,  Research  Triangle  Park.  North 
Carolina  27711. 

SUPPLEMENTARY  MFORMATION:  The 
information  presented  in  this  preamble 
is  organized  as  follows: 

I.  Background. 

n.  Overview  of  Final  Rule  Clarifications 
and  Implementation. 

III.  Facility  Applicability. 

IV.  Control  Requirements. 

V.  Additional  Exemption  for  Small 

Benzene  Quantity  Wastes. 

VI.  Alternative  Compliance  Options. 

VII.  Monitoring,  Recordkeeping,  and 
Reporting. 

VIII.  Policy  for  Granting  Waivers  of 
Compliance. 

IX.  General. 

X.  Administrative  Requirements. 

I.  Background 

On  March  7. 1990  (55  FR  8292),  the 
EPA  promulgated  under  section  112  of 
the  Clean  Air  Act  (as  it  was  written 
prior  to  the  Clean  Air  Act  Amendments 
of  1990),  42  U.S.C.  7412.  NESHAP 
controlling  emissions  of  benzene  to  the 
ambient  air  from  waste  operations 
(subpart  FF  of  40  CFR  part  61).  The 
NESHAP  for  benzene  waste  operations 
is  applicable  to  owners  or  operators  of 
chemical  manufacturing  plants,  coke  by- 
product recovery  plants,  and  petroleum 
refineries.  In  addition,  this  subpart 
applies  to  owners  and  operators  of 
facilities  at  which  waste  management 
units  are  used  to  treat,  store,  or  dispose 
of  waste  generated  by  chemical  plants, 
coke  by-product  recovery  plants,  or 
petroleum  refineries. 

Due  to  widespread  confusion  among 
affected  industries  concerning  key 
provisions  of  the  rule,  the  EPA  issued  a 
stay  of  effectiveness  of  subpart  FF  on 
March  5. 1992  (57  FR  8012).  The  stay 
was  to  remain  in  effect  until  the  EPA 
took  final  action  on  clarifying 
amendments  to  subpart  FF.  Qarifying 
amendments  to  the  rule  were  also 
propawd  on  March  5. 1992.  The  EPA 
agreed  to  take  final  action  on  these 
amendments  or  before  December  1. 1992 


in  a  settlement  agreement  filed  in 
connection  with  litigation  on  subpart 
FF.  See  API  v.  EPA.  No.  90-1238  (D.C 
Circuit)  (Settlement  Agreement). 
With  today's  notice,  the  EPA  is 
promulgating  clarifying  amendments  to 
subpart  FF  and  removing  the  stay.  In 
accordance  with  section  112(q)  of  the 
Qean  Air  Act,  as  amended  in  1990. 
these  amendments  are  being 
promulgated  under  the  authority  of  the 
Clean  Air  Act  prior  to  enactment  of  the 
Clean  Air  Act  Amendments  of  1990. 
They  are  intended  to  clarify  existing 
provisions  of  subpart  FF  and  to  provide 
additional  flexibility  to  owners  and 
operators  who  must  comply  with  the 
rule  while  sUll  meeting  the  NESHAP 
goals  for  health  risk  protection. 

The  comment  period  on  the  proposed 
clarifying  amendments  was  from  March 
5. 1992  to  May  4. 1992.  Thirty-three 
comment  letters  were  received.  The 
commenters  included  companies 
affected  by  the  rule,  trade  associations, 
and  an  environmental  group.  Most 
comment  letters  contained  multiple 
comments.  Commenters  generally 
supported  the  proposed  amendments, 
although  many  offered  specific 
criticisms  and  suggested  changes.  The 
EPA  considered  aU  comments  on  the 
proposed  rule  amendments  in 
developing  the  final  amendments 
promulgated  today. 

In  the  March  5, 1992  notice  of 
propc^ed  rulemaking,  the  EPA 
requested  specific  comments  on 
potential  alternative  structures  for  the 
rule  that  would  encourage  reclamation 
and  recycling  without  compromising 
the  NESHAP  risk  protection  goals.  To 
inform  the  affected  public  of  the 
suggested  alternative  rule  structures  and 
major  rule  clarifications  being 
considered,  the  EPA  held  a  series  of 
meetings,  between  proposal  and 
promulgation  of  the  rule  amendments, 
with  industry  and  an  environmental 
group.  A  written  record  of  each  meeting 
was  placed  in  the  rulemaking  docket  for 
subpart  FF.  During  and  following  these 
meetings,  additional  comments  were 
submitted  on  the  major  rule 
clarifications  and  alternative  rule 
structures.  These  comments  were  also 
considered  by  the  EPA  in  developing 
the  final  rule  amendments. 

The  clarifying  amendments  to  subpart 
FF  that  are  being  promulgated  today  are 
discussed  below.  Comments  received  on 
the  proposed  amendments  and  the 
EPA's  responses  to  thosacomments  ara 
also  discussed. 

Some  commenters  submitted 
comments  on  aspects  of  the  original  rule 
that  were  unaffected  by  the  proposed 
amendments.  These  comments  are 
outside  the  scope  of  the  rulemaking  for 
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the  proposed  amendments.  Therefore, 
these  comments,  although  mentioned, 
are  not  addressed  in  this  rulemaking. 

n.  Overview  oC  Final  Rule 
Clarifications  and  Implementation 

The  EPA  proposed  clarifying 
amendments  to  several  provisions  of 
subpart  FF  to  resolve  confusion.  Several 
clarifications  related  to  facility 
applicability  including:  (1)  Clarifying 
which  wastes  are  included  in  the 
calculation  of  total  annual  benzene 
quantity  in  all  aqueous  waste  streams 
(TAB);  (2)  elaboration  on  the  definition 
of  point  of  waste  generation;  and  (3) 
making  clear  that  waste  treatment 
cannot  be  used  to  lower  facility  TAB. 
Other  proposed  amendments  included  a 
1.0  megagram  per  year  (Mg/yr)  of 
benzene  exemption  from  controls  for 
small  quantity  benzene  wastes,  a 
requirement  that  facilities  prepare  and 
implement  a  maintenance  turnaround 
plan,  and  other  miscellaneous 
clariBcations.  Comments  were 
speciBcally  requested  on  the  need  for  a 
maintenance  turnaround  plan,  the  risks 
associated  with  organic  wastes,  and  on 
possible  alternative  structures  for  the 
rule  that  would  encourage  recycling  and 
reclamation  while  still  meeting  the 
NESHAP  risk  protection  goals. 

The  EPA  carehiUy  considered 
comments  received  on  the  proposed 
clarifying  amendments,  and  has  made 
several  changes  in  the  final  rule.  These 
changes  include  the  following: 

(1)  Raising  the  proposed  1.0  Mg/yr  of 
benzene  exemption  to  2.0  Mg/yr  of 
benzene,  and  removing  the  proposed 
restrictions  on  which  wastes  are  eligible 
for  this  exemption; 

(2)  Deleting  the  requirement  for  a 
maintenance  turnaround  plan; 

(3)  Adding  an  elective  option  for 
averaging  the  benzene  in  process  tmit 
turnaround  wastes  in  the  calculation  of 
facility  TAB; 

(4)  Establishing  separate  control 
requirements  based  on  containment 
controls  for  certain  organic  wastes  that 
are  managed  in  tanks:  and 

(5)  Including  an  additional 
compliance  option  for  facilities  that  are 
above  the  10  Mg/yr  applicability 
threshold. 

Other  more  minor  changes  were  also 
made  based  on  comments  received.  All 
changes  made  to  the  clarifying 
amendments  between  proposal  and 
promulgation  are  discussed  in  detail 
beunning  in  section  III  of  this  preamble 

Facilities  subject  to  the  rule  are 
required  to  be  in  compliance  with  all 
provisions  of  the  amended  rule  within 
90  days  from  today,  unless  a  waiver  of 
compliance  is  obtained  under  §§61.10 
and  61.11  of  the  General  Provisions  to 


40  CFR  part  61.  Additional  information 
on  the  policy  for  granting  waivers  of 
compliance  for  subpart  FF.  as  amended, 
is  discussed  in  section  Vm  of  this 
preamble.  Detailed  gmdance  on  the 
waiver  policy  is  provided  in  a  separate 
document,  "Benzene  Waste 
OperaUons— NESHAP  Waiver 
Guidance."  No  waiver  of  compliance 
issued  will  extend  beyond  2  years  from 
today's  date. 

All  feciliUes  subject  to  Subpart  FF  are 
required  to  submit  a  report  tbuat 
summarizes  the  regulatory  status  of  each 
waste  stream  covered  by  die  rule  to  the 
appropriate  EPA  regional  office  or 
delegated  State  or  local  agency.  A 
facility  that  has  previously  submitted 
this  report  to  the  EPA  or  to  the 
delegated  State  or  local  age;icy  and, 
after  reviewing  the  clarifying 
amendments  promulgated  today, 
believes  that  Uie  previous  report  is 
accurate,  may  submit  a  statement  to  this 
effect  nthet  than  resubmitting  the  entire 
previous  report. 

In  an  advance  notice  of  proposed 
rulemaking  (ANPR),  the  EPA  is 
announcing  the  intent  to  propose  an 
additional  compliance  option,  based  on 
site-specific  risk  assessment,  for  public 
comment.  Facilities  that  may  want  to 
utilize  this  alternative  compliance 
option  if  it  is  added  to  the  rule  are 
eligible  to  apply  for  a  waiver  of 
compliance.  Additional  information  on 
waivers  of  compliance  for  facilities  that 
may  want  to  utilize  site-specific  risk 
assessment  as  a  compliance  option  is 
presented  in  section  Vm  of  this 
preamble. 

nL  Facility  ^plicability 

Subpart  FF  is  applicable  to  petroleum 
refineries,  chemical  plants,  and  coke  by- 
product recovery  facilities.  It  also  is 
applicable  to  treatment,  storage,  and 
disposal  facilities  (TSDF)  that  receive 
wastes  from  petroleum  refineries, 
chemical  plants,  and  coke  by-product 
recovery  fadUties. 

The  calculation  of  TAB  determines 
whether  a  facility  is  subject  to  the 
control  requirements  of  the  rule.  A 
facility  at  or  above  the  TAB  threshold  in 
the  rule  of  10  Mg/yr  is  required  to 
control  each  benzene  waste  stream  at 
the  facility  or  demonstrate  that  the 
waste  stream  meets  a  criterion  in  the 
rule  for  exemption  from  control.  A 
facility  with  a  TAB  below  10  K^/yr  is 
only  subject  to  the  rule's  reporting  and 
recordkeeping  provisions,  unless  the 
facility  receives  a  waste  from  offsite  that 
must  be  controlled  to  meet  subpart  FF. 
in  which  case  that  waste  must  be 
controlled. 

Following  promulgation  of  subpart  FF 
on  March  7, 1990,  it  was  evident  that 


many  members  of  the  regulated 
community  were  either  confused  about 
or  had  misunderetood  the  EPA's  intent 
on  how  the  applicability  of  control 
requirements  in  the  rule  to  facilities 
should  be  determined.  Given  the  critical 
importance  of  this  determination  of 
facility  applicability,  the  EPA  proposed 
amendments  in  the  March  5. 1992 
notice  to  clarify  how  facility 
applicability  is  determined.  Comments 
received  on  the  proposed  clarifications 
related  to  facility  applicability,  and  the 
EPA's  responses  to  them,  are  dlscusaed 
in  the  following  sections. 

A.  Wastes  Included  in  the  TAB 
Calculation  to  Determine  Applicability 
of  Control  Requirements 

The  proposed  amendments  sought  to 
clarify  the  EPA's  general  intent  that  the 
benzene  in  all  aqueous  wastes  and 
wastes  that  become  aqueous  be  included 
in  the  TAB  calculation.  To  resolve  prior 
confusion,  discussion  in  the  preamble 
and  proposed  clarifying  language  in  the 
regulation  specifically  stated  that  the 
following  wastes  are  among  those  whose 
benzene  should  be  included  in  the 
calculation  of  facility  TAB:  Organic 
wastes  that  become  aqueous  (i.e.,  are 
mixed  with  water  or  other  aqueous 
wastes  such  tliat  the  water  content  of 
the  waste  exceeds  10  percent);  materials 
subject  to  subpart  FF  that  are  sold;  and 
wastes  that  may  be  exempted  bom 
control  under  the  rule  based  on  low 
benzene  concentration,  low  benzene 
quantity,  or  low  total  waste  quantity. 

The  proposed  amendments  also 
included  a  clarification  to  address  how 
wastes  generated  on  an  infrequent  basis, 
such  as  wastes  from  process  unit 
turnarounds,  are  counted  in  the  TAB 
calculation.  Under  the  proposed 
clarifications,  these  wastes  would  have 
been  counted  in  a  facility's  TAB  for  the 
year  in  which  they  are  generated. 

To  avoid  creating  a  msincentive  for 
facilities  to  imdertdce  voluntary 
remediation  activities,  the  proposal 
included  an  exception  for  remediation 
wastes.  The  proposed  clarification 
would  exclude  these  wastes  from  the 
facility  TAB  calculation  but  require  that 
they  are  subject  to  control  if  the  facility 
TAB  is  10  K^yr  or  greater.  Thus,  the 
benzene  content  of  remediation  wastes 
would  not  afi^MCt  whether  a  facility  is 
subject  to  the  control  requirements  of 
the  rule. 

Industry  representatives  commented 
on  several  aspects  of  the  proposed 
clarifications  related  to  facility 
applicability.  After  consideration  of 
these  comments,  the  EPA  is  proceeding 
with  all  of  the  clarifications  as  proposed 
with  the  exception  of  the  proposed 
language  for  process  unit  turnarounds. 
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Tike  final  aBMBdmants  aBow  iadlltiaa  to 
average  tfaa  banzma  in  wastM  ganarated 
by  pioc—  nnh  ttunarounds  in  tha 
calculation  of  TAB.  Puitber  discuation 
of  the  comments  received  and  the  EPA's 
rasponses  is  presented  below. 

Malarials  Subject  to  Subpart  FFThat 
Are  Sold 

One  comnientar  daimad  that  the  EPA 
had  craalad  additiboal  confusion  with 
tha  propoeed  clarificatiai  in 
§61.342(aX2)  that  tha  benzene  in  a 
notarial  sabjed  to  subpart  FF  that  is 
sold  is  included  in  the  calculation  of 
TAB  if  the  material  moots  tha  definition 
of  a  waste  and  has  an  annual  average 
water  content  paatar  than  10  percent. 
The  comroenter  further  states  that  with 
this  proposed  change,  the  Q'A  has 
raised  Questions  c(HX»ming  the  statiis  of 
materials  that  have  never  been  regarded 
as  wastes. 

It  has  always  been  the  EPA's  intent 
that  if  a  material  meets  ^e  definition  of 
a  waste  in  the  rule,  then  the  benzene  in 
that  material  should  be  included  in  the 
calculatioo  of  TAB  based  on  its  benzene 
content  at  the  point  of  generation.  The 
purpose  of  the  proposed  amendment 
was  to  clarify  mora  specifically  that  the 
act  of  selling  a  material  does  not,  by 
itself,  mean  that  the  material  is  not 
subject  to  subpart  FF.  The  definition  of 
vrasta  in  the  rule  is  intentionally  broad 
and  does  not  differentiate  between 
material  based  on  their  ultimate  end 
use.  This  is  because  any  material 
containing  benzene  that  meets  the  rule's 
definition  of  waste  has  the  potential  to 
be  a  source  of  benzene  emissions. 
Further,  materials  that  meet  the 
definition  of  waste  are  generally  not 
subject  to  other  rules  that  limit  benzene 
air  emissions. 

Although  not  explicitly  stated  by  the 
commenter,  the  EPA  sees  two  potential 
concerns  by  industry  assodatwl  with 
materials  subject  to  Subpart  FF  that  are 
sold.  One  concern  might  be  that 
Including  the  benzene  in  these  materials 
in  facility  TAB  causes  fecilities 
otherwise  below  10  Mg/yr  to  exceed  this 
TAB  thrmhold  for  the  applicability  of 
subpart  FF  control  requirements. 
However,  the  commenter  gave  no 
indication  to  what  extent  this  may  be  a 
problem. 

A  second  potential  concern  mi^  be 
fiom  the  perspective  of  facilities  with 
TAB'S  above  10  Mg/yr.  The  owners  or 
operatora  of  these  radlities  may  not 
understand  the  control  requirements  at 
the  generator  site  and  at  the  site 
receiving  them  for  materials  that  are 
sold.  Since  these  materials  are  potential 
sources  of  benzene  emissions,  the  EPA 
has  always  intended  that  they  be 
controlled  as  are  other  materials  that 


meat  the  definitioo  of  waste  in  sxriipart 
FF.  At  the  geaarator  site,  these  materials 
must  be  managed  la  units  equipped 
with  emission  controls  prior  to 
shipment  oCEsite  as  specified  In  the  rule. 
As  required  under  $61,342(0.  the 
generator  is  required  to  include  with 
each  shipment  offsite  of  waste,  a  notice 
stating  that  the  waste  must  be  managed 
and  treated  in  accordance  with  the 
requirements  of  subpart  FF.  In  the  case 
of  materials  that  are  sold,  the  receiving 
site  may  be  purchasing  them  for  input 
to  another  process  as  a  raw  material.  In 
that  case,  at  the  receiving  site,  materials 
subject  to  subpart  FF  would  have  to  be 
managed  in  units  meeting  the  subpart 
FF  requirements  far  benzene  air 
emission  control  up  to  the  point  the 
materials  reenter  a  process;  at  the 
process  reentry  point  the  sold  materials 
would  no  longer  be  subject  to  subpart 
FF.  In  meetings  following  the  proposal 
of  the  clarifying  amendments,  the  EPA 
asked  for  adfditional  supporting 
information  from  industry  to  indicate 
the  extent  of  concern  regarding 
materials  subject  to  subpart  FF  that  are 
sold  and  to  aid  in  evaluating  the  impact 
of  the  proposed  clarification.  No 
additional  information  has  been 
received  by  the  EPA. 
.    Without  additional  information 
submitted  to  support  the  comment  on 
materials  subject  to  subpart  FF  that  are 
sold,  the  EPA  is  not  persuaded  that 
these  wastes  should  be  excluded  from 
the  rule  or  the  TAB  calculation. 
Therefore,  the  promulgated  clarification 
is  unchanged  from  proposal. 

Remediation  Activities 

The  EPA  received  comments  from 
industry  in  support  of  and  in  opposition 
to  the  proposed  clarification  on 
remediation  wastes.  Those  supporting 
the  proposed  amendments  believed  that 
the  EPA  had  correctly  recognized  that 
without  this  clarification,  there  would 
be  a  disincentive  for  facilities  to 
undertake  voluntary  remediation 
activities.  Those  opposing  the  proposed 
clarification  objected  to  inclusion  of 
these  wastes  in  the  rule  at  all.  One 
commenter  ai^ed  that  remediation 
wastes  are  already  controlled  under  the 
Resource  Ck>nservation  and  Recovery 
Act  (RCRA)  and  the  Comprehensive 
Environmental  Response. 
Compensation,  and  Utility  Act 
(CERCLA)  and  thus  should  not  be 
controlled  by  subpart  FF.  Another 
commenter  claimed  that  the  control 
requirement  for  remediation  wastes 
would  create  a  disincentive  to  conduct 
remediation  activities  and  that  solid 
waste  remediation  (e.g.,  contaminated 
soils)  should  be  removed  from  the  scope 
of  the  rule  because  control  of  these 


ts  best  teft  to  die  regulatonr 

agency  directing  tha  cleanup,  and 
because  these  wastes  may  require 
controls  and  aquipaaant  dissfanilar  to 
the  controls  ^^m^*"^  in  tha  rule.  Tha 
commenter  noted  that  few  solid  waste 
remediation  activities  are  voluntary, 
citing  RCRA  and  CERCLA  as  statutes 
driving  many  such  remediatioD 
activities. 

The  EPA  disagrees  with  the 
commentera  opposed  to  the  proposed 
clarification.  While  the  EPA  believes  it 
is  reasonable  to  exclude  the  benzane  in 
remediation  wastes  from  facility 
applicability  determination  (in  order  not 
to  create  a  disincentive  for  voluntary 
remediation  actions),  there  is  a  strong 
raticmale  to  control  these  wastes  at  a 
facility  to  whidi  the  control 
requirements  apply.  Materials  generated 
by  remediation  actions  fall  within  the 
definition  of  waste  in  the  rule  and  can 
contain  significant  amounts  of  benzene. 
In  general,  these  materials  would  be 
expected  to  be  managed  with  other 
wastes  at  a  facility.  If  these  materials 
were  excluded  from  the  control 
requirements  of  the  rule,  benzene  air 
emissions  bom  remediation  actions 
could  be  left  imcontrolled,  resulting  in 
the  remediation  activity  transferring 
benzene  contamination  frt>m  another 
media  into  the  air.  Consequently,  the 
EPA  beheves  that  at  facilities  with  a 
TAB  above  the  control  threshold  In  the 
rule  of  10  Mg/yr,  wastes  from 
remediation  activities  should  be  subject 
to  the  control  requirements  of  the  rule 
as  are  other  wastes  containing  benzane. 

The  EPA  also  disagrees  that  the 
proposed  change  would  create  a 
disincentive  for  facilities  to  imdertake 
remediation  activities.  To  the  contrary, 
by  proposing  that  tha  benzene  in 
remediation  wastes  not  be  included  in 
the  TAB  calculation,  the  proposed 
change  would  remove  the  potential 
disincentive  in  the  original  rule  for  a 
facility  with  a  TAB  below  10  Mg/yr  to 
undertake  voluntary  remediation 
actions.  That  the  proposed  change 
would  accomplish  this  is  supported  by 
some  commenters.  Further,  to  the  extent 
that  benzene  emissions  from  these 
wastes  are  controlled  by  CERCLA  or 
RCRA.  no  additional  effort  would  be 
required  under  subpart  FF.  For  these 
reasons,  remediation  wastes  are 
excluded  from  TAB.  but  are  subject  to 
the  control  requirements  of  the  rule.  At 
facilities  whose  TAB'S  are  at  or  above  10 
Mg/yr.  remediation  wastes  are  subject  to 
the  rule's  control  requirements  in  the 
same  manner  as  any  other  wastes. 
Regarding  the  types  of  controls 
needed  for  soil  remediation  wastes,  the 
EPA  believes  that  these  wastes  can  ha 
managed  and  treated  in  units  that  meet 
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the  control  requirements  of  subpart  FF. 
The  rule  does  not  apply  to  the  act  of 
excavating  benzene-contaminated  soil,  a 
point  perhaps  misunderstood  by  the 
commenter.  However,  after  the 
contaminated  soil  is  excavated,  it  then 
meets  the  definition  of  a  waste,  and  is 
subiect  to  the  rule.  Once  excavated, 
waste  containing  10  ppmw  or  greater 
benzene  is  required  to  be  handled  in 
waste  management  units  (e.g.. 
containers)  ifor  which  the  controls 
specified  in  the  rule  are  applicable  and 
appropriate.  The  treatment  requirement 
in  the  rule  is  a  performance  standard 
(i.e..  reduce  concentration  of  benzene  in 
the  waste  to  below  10  ppmw,  or  by  99 
percent)  and  does  not  specify  the 
method  of  treatment  Methods  such  as 
solvent  extraction  and  thermal 
treatment  are  demonstrated  technologies 
that  are  available  to  meet  this 
performance  standard  for  soil 
remediation  wastes.  The  requirement  in 
subpart  FF  for  the  control  of  air 
emissions  from  a  treatment  technology 
that  is  used  is  also  a  performance 
standard  (reduce  organic  emissions  by 
95  percent  or  benzene  by  98  percent). 
This  level  of  control  has  been 
demonstrated  to  be  achievable  and  is 
comparable  to  what  is  required  for  the 
control  of  air  emissions  from  treatment 
units  permitted  under  the  RC31A. 

One  company  asked  whether  the 
benzene  in  a  remediation  waste  that  is 
sent  offsite  to  a  TSDF  is  counted 
towards  the  TAB  of  the  TSDF.  The 
benzene  in  all  wastes  (including 
remediation  wastes)  received  by  a  TSDF 
from  chemical  plants,  petroleum 
refineries,  and  coke  by-product  recovery 
plants  and  that  contain  10  percent  or 
greater  of  water  count  tow^s  the  TAB 
of  the  TSDF.  This  is  discussed  further 
in  section  HI.C  of  this  preamble. 

Infrequently  Generated  Wastes 

The  proposed  rule  amendments 
included  a  clarification  that  the  benzene 
in  waste  streams  generated  on  an 
infrequent  basis,  such  as  wastes  from 
process  unit  turnarounds  (also  referred 
to  as  maintenance  timiarounds)  that 
occur  only  once  every  2  to  5  years  or 
less  frequently,  is  counted  in  the  TAB 
calculation  for  the  year  in  which  the^ 
wastes  are  generated.  The  proposed 
clarification  specifically  stated  that  the 
benzene  in  these  wastes  is  not  averaged 
over  the  time  period  between 
occurrences  of  the  activities  that 
generate  the  wastes.  The  EPA  received 
a  number  of  comments  on  this  proposed 
clarification. 

Most  of  the  comments  received  on 
this  proposed  clarification  addressed 
process  unit  turnaround  wastes. 
Commenters  specifically  opposed  the 


proposed  inclusion  of  the  benzene  in 
process  unit  turnaround  wastes  in  the 
TAB  calculation  for  the  year  in  which 
the  waste  is  generated.  The  concern 
expressed  by  commenters  was  that, 
because  of  the  potentially  significant 
amount  of  benzene  in  process  imit 
turnaround  wastes,  the  proposed 
clarification  could  cause  facilities  with 
a  TAB  otherwise  below  10  Mg/yr  to  go 
above  diis  level  in  the  year  that  process 
unit  turnaround  occurs. 

One  commenter  cited  an  example 
where  wastes  containing  2.5  tons  of 
benzene  were  generated  during  process 
unit  turnaround  at  a  facility  with  a  TAB 
that  in  other  years  is  just  below  10  Mg/ 
yr.  bi  this  situation,  process  unit 
turnaround  wastes  would  trigger 
applicability  of  the  control  requirements 
of  the  rule  to  all  wastes  at  the  facility, 
but  only  in  the  years  that  process  unit 
turnaround  occurs.  As  a  remedy  for  this,- 
commenters  suggested  that  the  EPA 
allow  the  averaging  of  infrequently 
generated  wastes  in  the  TAB  calculation 
over  theperiod between  occurrences. 

TTie  EPA  agrees  with  commenters  that 
the  clarification  as  proposed  would 
create  the  potential  for  a  facility  to 
exceed  the  10  Mg/yr  TAB  threshold 
only  in  those  years  when  a  process  unit 
turnaround  occurs.  I*reviously.  the  EPA 
was  not  aware  of  the  extent  to  which  the 
benzene  in  process  unit  turnaround 
wastes  could  influence  the  applicability 
of  control  requirements  at  facilities 
subject  to  the  rule.  Based  on  the 
comments  received,  it  is  clear  that  the 
proposed  clarification  would 
substantially  impact  some  smaller 
facilities,  requiring  them  to  purchase 
and  install  controls  for  use  only  in  years 
in  which  process  unit  turnaround 
occurs  or  face  penalties  for 
noncompliance  in  those  years.  This  is 
not  the  0>A's  intent. 

The  EPA  considers  the  suggestion 
made  by  commenters  that,  for  the 

Eurpose  of  the  TAB  calculation,  the 
enzene  in  intermittently  generated 
wastes  be  averaged  over  the  period 
between  occurrences  to  be  a  reasonable 
one  for  process  unit  turnaround  wastes 
generated  as  infrequently  as  once  every 
2  years  or  longer.  Consequently,  the 
final  rule  clarifications  include  an 
elective  option  in  §  61.355(b)(4)  for 
averaging  the  benzene  in  process  unit 
turnaround  wastes  in  the  calculation  of 
facility  TAB.  To  compute  a  yearly 
contribution  to  facility  TAB  under  this 
option,  the  benzene  in  process  unit 
turnaround  wastes  generated  during  the 
mast  recent  turnaround  is  divided  by 
the  period  of  time  between  the  two  most 
recent  turnarounds.  A  facility  selecting 
this  approach  will  report  an  annual 
contribution  to  facility  TAB  for  the 


process  unit  regardless  of  whether  the 
unit  had  a  turnaround  in  the  reportins 
year.  If  turnaround  occurs  separately  for 
individual  process  units  within  a 
fecility,  the  annual  contribution  to 
facility  TAB  shall  be  computed 
separately  for  each  process  imit 
For  example,  assume  there  is  a 
process  unit  for  which  turnaround 
occurred  in  1988  and  in  1991,  and  the 
facility  does  not  anticipate  turnaround 
again  until  1995.  In  1993,  the  first  jrear 
of  compliance  with  the  amended  rule, 
the  annual  contribution  to  TAB  from 
turnaround  of  the  process  unit  would  be 
the  benzene  quantity  from  the  1991 
tiunaround  divided  by  three  (because 
the  period  from  1988  to  1991  covers 
three  years).  This  same  value  would  be 
used  in  the  calculation  of  TAB  for  1994 
and  1995.  If  the  process  unit  turns 
around  again  in  1995,  as  anticipated,  the 
value  would  change  in  1996  to  be  the 
quantity  generated  from  the  1995 
turnaround  divided  by  four  (4-years 
between  1991  and  1995).  Subsequent 
TAB  calculations  would  use  this  value 
until  the  next  turnaround  of  the  process 
imit. 

Owners  and  operators  are  not 
required  to  average  process  unit 
turnaround  wastes.  For  most  facilities,  it 
will  simplify  the  TAB  calculation  to 
record  the  benzene  in  process  unit 
turnaround  wastes  only  in  the  year  that 
a  turnaround  occurs.  TTie  option  of 
averaging  the  benzene  in  process  unit 
turnaround  waste  is  expected  to  be 
elected  by  a  facility  whose  TAB  is  just 
below  10  Mg/yr  and  where  the  benzene 
in  process  turnaround  waste  could 
cause  the  facility  to  exceed  10  Mg/yr  in 
the  year  that  turnaround  occius  if 
averaging  were  not  allowed.  A  facility 
with  a  TAB  significantly  below  10  Mg/ 
yr  is  not  likely  to  average  the  benzene 
in  process  unit  turnaround  waste  unless 
averaging  is  necessary  to  maintain  the 
facility  TAB  below  10  Mg/yr.  FaciUties 
whose  TAB  is  above  10  Mg/yr  based  on 
the  benzene  in  wastes  c^er  than 

[trocess  unit  turnaround  wastes,  are  not 
ikely  to  elect  this  option. 

Commenters  also  requested  that 
wastes  associated  with  process  upsets 
should  be  excluded  from  the  TAB 
calculation.  No  information  was 
.  supplied  by  the  commenters  on  the 
possible  magnitude  of  the  benzene  in 
these  wastes  or  the  potential  impact  of 
these  wastes  on  fricility  applicability 
determinations.  Without  such 
information,  the  EPA  has  no  basis  for 
assessing  the  impact  on  benzene 
emissions  and  risk  basis  for  assessing 
the  impact  on  benzene  emissions  and 
risk  if  these  wastes  were  excluded. 
Consequently,  these  wastes  are  covered 
by  the  rule  and  must  be  included  in  a 
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fednty's  TAB  calculation  If  th«  wasta 
contains  peater  than  10  percent  water, 
or  is  mixed  with  water  or  other  wastes 
•t  any  time  and  has  an  annual  average 
water  content  over  10  percent  Further, 
since  process  upsets  are  random  events 
that  do  not  occur  at  predictable  intervals 
(as  do  process  unit  tunarouods),  the 
development  of  a  methodology  whereby 
thehoizene  in  these  wrastes  could  be 
averaged  in  the  cakulatlon  of  TAB  is 
not  appropriate.  Therefore,  the  benzene 
in  a  waste  generated  by  a  process  upset 
must  be  included  in  the  CKdllty's  TAB 
calculation  in  the  year  the  waste  is 
gMierated. 

B.aarificationsonPoiatofWasta 
CeiteratkM 

Subpart  PF  reonires  that  the 
characteristics  of  waste  streams  at  their 
"point  of  generation"  be  used  for  the 
purposes  of  calculating  a  fedHty's  TAB. 
which  in  turn  determines  applicability 
of  Subpart  FF  control  requirements  to  a 
facility.  For  a  limited  number  of 
facilities  that  are  subject  to  the  rule,  in 
particular  for  those  whose  TAB  is  just 
below  or  above  10  Mg/yr.  the  definition 
of  the  point  of  generation  of  waste 
streams  can  a^ct  facility  applicability. 

Due  to  confusion  over  the  rule's 
original  language  related  to  point  of 
generation,  the  EPA  proposed  to 
simplify  the  definition  of  point  of 
generation  in  S  61.341  and  also  clarify  in 
i§  61.355  (14  and  (c)  where  waste 
quantity  and  flow-weighted  annual 
benzene  concentration  are  determined 
for  the  purpose  of  calculating  TAB. 
Comments  received  on  theae  proposed 
changes  are  discussed  below. 

Definition  of  Point  of  Generation 

The  proposed  definition  of  point  of 
generation  in  $61,341  focused  on  the 
difference  between  process  and  waste 
management  imits  and  emphasized  that 
the  point  of  waste  generation  is  before 
any  waste  treatment.  Ntunerous 
comments  wrere  received  on  the 
proposed  definition. 

Several  commenters  argued  that  the 
point  of  generation  should  be  where  a 
waste  is  first  exposed  to  the  atmosphere. 
These  commenters  claimed  that  relating 
the  point  of  generation  to  the  point  of 
exposure  to  the  atmosphere  was 
essential  to  simplifying  applicability  of 
the  rule  and  promoting  recycling  and 
source  reduction  of  wastes. 

The  EPA  explained  in  the  preemble  to 
the  proposed  rule  amendments  that  its 
intent  in  specifying  the  point  of 
generation  was  (1)  to  establish  the  true 
emission  potential  of  a  stream,  prior  to 
any  losses  that  occur  throu^ 
volatilization  to  the  atmosphere  and 
prior  to  any  waste  treatment,  and  (2)  to 


have  affected  facilities  calculate  their 
TAB  in  a  manner  consistent  with  the 
EPA's  intended  structure  for  tha  rxile; 
that  is.  consistent  with  how  die  EPA 
determined  which  facilities  should  be 
controlled  to  meet  the  NESHAP  risk 
goals.  To  adopt  the  commenters* 
suggestion  would  be  contrary  to  these 
stated  intentions  for  the  rule  as 
originallv  structured.  A  definition 
entirely  based  on  where  waste  is 
exposed  to  the  atmosphere  would  allow 
waste  treatment  as  a  means  of  reducing 
facility  TAB.  If  this  were  allowed, 
facilities  could  simply  treat  wastes  such 
that  facility  TAB  was  lowered  to  just 
below  10  Mg/yr.  thereby  avoiding  the 
control  requirements  of  the  rule. 
Further,  there  would  be  no  assurance 
that  treatment  processes  would  be 
controlled  for  benzene  air  emissions.  As 
discussed  in  the  proposal  preamble,  this 
was  not  the  EPA's  intent  in  the  original 
rule  structure  and  may  not  adiieve  the 
NESHAP  risk  goals  (see  57  FR  8021  and 
8022).  Therefore,  the  EPA  has  not 
adopted  the  commenters  suggested 
definition  of  point  of  generation  for  the 
original  rule  structiue. 

Moreover,  the  purpose  for  these 
amendments  is  to  clarify  the  original 
intent  of  the  rules  with  respect  to  the 
point  of  waste  generation.  If  this 
rulemaking  was  just  being  initiated,  the 
EPA  may  have  considered  a  different 
regulatory  approach  to  meet  the 
NESHAP  rirt  policy  goals. 

However,  as  discussed  in  section  VI  of 
this  preamble,  the  EPA  has  included  in 
the  final  rule  amendments  an  additional 
compliance  option  for  facilities  subject 
to  the  control  requirements  of  subpart 
FF  (i.e..  those  facilities  with  TAB'S 
above  10  Mg/yr).  This  option  is  being 
promulgated  specifically  in  response  to 
commenters  who  requested  an 
additional  compliance  option  that 
would  further  promote  reclamation  and 
recycling  of  wastes  at  facilities  affected 
by  the  rule  and  that  must  install 
controls.  Under  this  option,  a  facility 
owner  or  operator  may  selectively 
manage  wastes  such  that  the  mass  of 
benzene  in  wastes  after  mana^^ment  in 
units  equipped  with  air  emission 
controls  (or  after  treatment  in  devices 
equipped  with  air  emission  controls), 
plus  the  mass  of  benzene  in  wastes  not 
managed  in  controlled  units  (at  their 
point  of  generation)  is  less  than  6  Mg/ 
yr  (see  section  VI  of  this  preamble).  For 
waste  streams  that  are  managed  from 
their  point  of  generation  in  units 
controlled  at  least  to  the  level  required 
by  the  rule  or  that  are  treated  to  reduce 
benzene,  the  benzene  quantity  is 
determined  before  the  waste  enters  the 
first  unit  uncontrolled  for  air  emissions, 
"rhus.  this  option  does,  in  effect,  allow 


compliance  with  the  rule  for  controlled 
waste  streams  to  be  determined  based 
on  the  rfiaractaristics  of  the  waste  at  the 
point  where  it  is  first  exposed  to  the 

8tmos}.htire.  

One  commenter  stated  that  rarwy  is 
there  a  "bright  line"  between  equipment 
that  is  integral  to  a  process  and 
equipment  that  is  nonintegral  in 
refinery  processes.  The  commenter 
expressed  concern  about  how  the  EPA 
would  make  case-by^ase  decisions  on 
integral  versus  nonintegral  equipment 
and  vrhether  these  decisions  would  be 
published.  Other  commenters  described 
site-specific  equipment  configurations 
claimed  to  be  processes  that  promote 
resource  recovery  and  requested  that  the 
EPA  clarify  the  location  of  the  point  of 
generation  for  these  configurations. 
The  EPA  betieres  that  through  the 
definitions  of  waste,  waste  management 
unit,  and  point  of  generation,  the  rule 
provides  adequate  direction  to 
determine  the  distinction  between  a 
waste  menegement  unit  end  a  process 
unit.  The  definition  of  waste  determines 
whidi  meterials  at  a  facility  comes 
under  potential  coverage  by  subpart  FF. 
Which  facilities  are  sulqect  to  the 
control  requirements  of  subpart  FF.  and 
which  waste  streems  must  be  controlled 
at  those  facilities  is  determined  based 
on  the  characteristics  of  waste  streams 
at  their  point  of  generation.  The  point  of 
generation  of  a  stream  is  after  it  has  left 
a  process  and  prior  to  handling  or 
management  in  a  unit  that  is  not  integral 
to  the  process,  including  prior  to 
processes  that  promote  resource 
recovery. 

In  general,  and  as  discussed  in  the 
proposal  preamble,  the  distinction 
between  wiiat  is  a  wraste  management 
unit  and  what  is  a  process  unit  is  based 
on  the  material  managed  in  the  unit  (see 
57  FR  8020).  If  the  material  meets  the 
definition  of  waste  in  the  rule,  then  the 
unit  is  a  waste  managen^ent  unit  and  the 

Kint  of  generation  would  be  at  a 
ation  prior  to  where  the  waste  enters 
this  unit.  This  is  a  primary  criterion  for 
distinguishing  waste  management  units 
bom  process  units  for  the  purposes  of 
subpart  FF. 

In  limited  situations,  a  material  may 
meet  the  definition  of  a  waste,  but 
because  it  never  leeves  a  process  iinit 
component,  there  may  not  be  a  point  for 
that  material  that  technically  meets  the 
definition  of  point  of  generation  in  the 
rule.  "This  may  be  the  case  where 
materials  are  recycled  within  a  process 
(e.g..  product  distillation  reflux  streams) 
or  where  materials  are  directly 
hardpiped  from  one  process  to  another 
without  accumulation,  storage,  or 
treatment.  If  a  material  never  leaves  a 
process,  it  is  not  covered  by  the  rule. 
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even  though  it  may  meet  the  definitian 
of  waste.  Tlie  burden,  ho%»ever,  will  be 
on  owners  and  operatois  to  demoDStrate 
that  the  material  does  not  leave  the 
process,  and  that  units  claimed  to  be 
process  units  are,  in  fact,  integral  to  the 
process.  Additional  discussion  on 
materials  recycled  to  a  process  or  within 
a  process  is  presented  in  section  QUE  of 
this  preamble. 

Wnere  site-specific  detanninations  on 
the  point  of  generation  are  requested, 
they  will  be  made  by  the  EPA  regional 
offices  and  delegated  State  and  local 
agencies  consistent  writh  the  final  rule 
amendments.  R^ons,  States,  or  local 
agencies  that  get  applicability 
determinations  that  may  be  precedent 
setting  or  have  nationwide  importance 
will  wori(  with  the  EPA  Headquarters  in 
making  the  determinations.  The  EPA 
Headquarters  will  then  distribute  these 
determinations  to  other  EPA  regional 
offices,  and  State  and  local  agencies  as 
appropriate. 

Listed  Exceptions  in  $61,355  for  Sour 
Water  Streams  and  Wastes  at  Coke  By- 
product Plants 

The  proposed  rule  amendments, 
clarify  that  for  the  purpose  of  a  facility's 
TAB  calculation,  all  determinations  of 
waste  stream  annual  quantity  and 
benzene  concentration  are  made  at  the 
point  of  generation  with  three 
exceptions.  The  listed  exceptions  are  for 
wastes  at  coke  by-product  recovery 
plants  handled  in  units  subject  to 
subpart  L  of  40  CFR  part  61.  sour  water 
streams  treated  in  sour  water  strippers, 
and  wastes  received  by  a  TSDF  from 
offsite.  Due  to  the  special  circumstances 
explained  in  the  proposal  preamble,  the 
quantity  and  benzene  concentration  of 
these  wastes  are  determined  at  a 
location  different  from  the  point  of 
generation  (and  described  in  §§61.355 
(b)  and  (c)  of  the  proposed  rule 
amendments). 

Several  commenters  supported  this 
proposed  clarification.  One  commenter 
asked  the  EPA  to  accord  natural  gas 
strippers  and  other  strippers  inherently 
controlled  for  air  emissions  the  same 
status  in  the  rule  as  sour  water  strippers. 
The  EPA  does  not  believe  that  the 
exception  should  apply  to  natural  gas 
and  other  strippers. 

In  general,  m  the  analysis  performed 
to  support  subpart  FF,  the  EPA 
evaluated  waste  streams  based  on  their 
benzene  content  at  the  point  of 
generation,  and  prior  to  any  vraste 
treatment.  Certain  exceptions  were 
made,  however,  based  on  unique 
circumstances. 

Although  sour  water  strippers  are 
considered  by  the  EPA  to  be  waste 
treatment  devices,  the  benzene  content 


of  each  sour  water  stream  treated  in  a 
sour  water  stripper  was  assumed  in  the 
analysis  based  on  its  benzene 
concentration  at  the  exit  of  the  stripper. 
This  is  because  information  supplied  to 
the  EPA  by  industry  at  the  time  the 
analysis  was  performed  was  for  the 
characteristics  of  waste  streams  at  the 
exit  of  sour  water  strippers.  The  analysis 
showed  that  for  these  streams,  assuming 
benzene  content  at  the  exit  of  the 
stripper,  and  assuming  inherent  control 
for  air  emissions  of  the  treatment 
device,  the  NE^lAP  risk  protection 
goals  would  be  met.  This  was  explained 
in  the  preamble  to  the  proposed 
amendmenU  (see  57  FR  8021).  Similar 
assumptions  could  not  be  made  fcv 
other  strippers  based  on  the  limited 
informatioo  available  at  the  time  of  the 
analysis.  Further,  the  application  of  sour 
water  strippers  is  limited  to  the 
treatment  of  sour  water  streams,  not  any 
waste  containing  benzene. 

For  these  reasons,  the  EPA  considers 
sour  water  strippers  to  be  unique 
relative  to  other  treatment  devices,  not 
comparable  to  natural  gas  strippers  and 
other  strippers  inherently  controlled  for 
air  emissions.  To  accord  natural  gas 
strippers  and  other  strippers  the  same 
status  in  the  rule  as  sour  water  strippers 
would  imply  a  general  allowance  of 
waste  treatment  as  a  means  of  lowering 
facility  TAB.  As  discussed  in  the  notice 
of  proposed  rulemaking  for  the 
clarifying  amendments,  this  is  clearly 
not  the  EPA's  intention.  Generically 
allowing  waste  treatment  to  lower 
facility  TAB  would  be  inconsistent  with 
the  EPA's  intended  rule  structure  in  a 
way  that  could  jeopardize  attainment  of 
the  NESHAP  risk  protection  goals  for 
several  reasons.' For  example,  if  waste 
treatment  were  generically  allowed  to 
lower  TAB  such  that  a  facility  is  no 
longer  subject  to  the  control 
requirements  of  the  rule,  there  would  be 
no  assurance  that  the  treatment  process 
was  controlled  for  air  emissions,  there 
would  be  no  control  of  benzene 
emissions  from  organic  wastes,  and 
facilities  could  treat  wastes  such  that 
facility  TAB  was  lowered  only  to  10  Mg/ 
yr.  All  of  these  results  would  be 
inconsistent  with  the  EPA's  intended 
structure  for  the  rule.  Based  on  this,  the 
commenter's  suggestion  was  not 
adopted  in  the  final  rule  amendments. 
It  should  be  pointed  out,  however,  that 
natural  gas  strippers  and  other  strippers 
inherently  controlled  for  air  emissions 
are  likely  in  compliance  with  the 
control  requirements  of  the  rule  for 
those  sources,  although  other  waste 
management  sources  at  the  same  fadUty 
may  require  additional  control. 


a  Applicability  of  the  Rule  to  TSOP 

The  preamble  to  the  proposed 
amendm«its  described  how  control  of 
wastes  received  by  TSDF  from  chemical 

Slants,  petroleum  refineries,  and  coke 
y-procnict  recovery  plants  can  be 
required  under  the  rule  in  two  ways  (see 
57  FR  8021).  Control  of  these  wastes  is 
required  at  the  TSDF  if  either  (1)  the 
TAB  calculated  f(»  the  TSDF  U 10  Mg/ 
yr  or  greater  (based  on  the 
characteristics  of  the  wastes  at  the  point 
they  enter  the  TSDF),  or  (2)  if  the  waste 
would  have  been  required  to  be 
controlled  to  meet  the  rule  bv  the 
generator  if  it  had  not  been  diipped 
ofbite  (i.e.,  the  generator's  TAB  is  10 
Mg/yr  or  greater  and  the  waste  contains 
10  ppmw  or  more  of  benzene). 

Although  no  changes  virere  proposed 
to  the  specific  rule  requirements  that 
address  the  shipment  of  wastes  ofiisite  in 
the  second  case,  comments  were 
received  that  the  "need  to  control"  a 
waste  should  not  accompany  the  waste 
when  it  is  shipped  from  a  generator 
with  a  TAB  of  10  Mg/yr  to  a  TSDF  with 
a  TAB  below  10  Mg/yr.  Two 
commenters  specifically  stated  that  this 
could  restrict  the  number  of  TSDF 
willing  to  accept  refinery  wastes. 

It  is  the  EPA  s  intent  tnat  wastes 
generated  by  any  facility  subject  to  the 
rule  with  a  TAB  of  10  Mg/yr  or  greater 
be  controlled,  regardless  of  whether  the 
waste  is  sent  ofErite  or  not.  Consistent 
with  this  intent,  the  rule  requires  that 
wastes  sent  to  any  o^te  facility 
(including  TSDF)  by  a  generator  with  a 
TAB  of  10  Mg/yr  continiie  to  be  subject 
to  the  control  reqiiirements  of  subpart 
FF  until  they  are  treated  to  the  level 
required  by  the  rule  or  they  reenter  a 
process  at  the  offsite  fodlity. 

Dispersal  of  wastes  to  ofuite  fadUties 
where  controls  may  not  be  required  is 
not  an  acceptable  means  of  reducing  the 
potential  health  risks  assodated  with 
these  wastes  for  two  reasons.  First,  if  the 
"need  to  control"  a  waste  did  not  go 
with  it  when  it  is  shipped  offsite  as 
suggested  by  the  commenters,  this  could 
lead  to  the  distribution  of  significant 
quantities  of  benzene  wastes  to 
uncontrolled  fadlities  (e.g..  to  TSDFs 
with  TAB'S  significantly  below  10  Mg/ 
yr  currently).  This  would  result  in  an 
increase  in  benzene  emissicms  and  risk 
and  conflict  with  the  NESHAP  risk 
protection  goal  of  minimizing  the 
population  at  a  risk  of  greater  than  one 
in  one  million. 

Secondly,  there  would  be  no 
guarantee  that  potential  benzene 
emissions  and  risk  would  actually  be 
dispersed.  For  example,  even  if  a  TSDF 
were  under  separate  owDership,  it  could 
be  located  contiguous  to  a  fadlity 
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generating  the  waste.  In  this  case, 
"offsite"  may  simply  be  across  the 
street.  For  these  reasons,  the  final  rule 
as  amended  still  reouires  wastes 
shipped  to  a  TSDF  from  a  generator 
with  a  TAB  of  10  Mg/yr  to  be  controlled 
at  the  TSDF.  even  when  the  TSDF's 
TAB  is  below  10  Mg/yr. 

As  mentioned  earlier,  a  question  was 
raised  after  proposal  of  the  rule 
amendments  as  to  whether  the  benzene 
in  a  remediation  waste  that  is  sent 
oHisite  to  a  TSDF  is  counted  towards  the 
TAB  of  the  TSDF.  The  benzene  in  all 
wastes  (including  remediation  wastes) 
that  are  received  by  a  TSDF  from 
chemical  plants,  petroleum  refineries, 
and  coke  by-product  recovery  plants 
and  that  contain  greatOT  than  10  percent 
water  or  that  are  mixed  with  water  or 
other  wastes  and  have  over  10  percent 
water  content  count  towards  the  TAB  of 
the  TSDF.  The  benzene  in  remediation 
wastes  generated  offisite  are  not 
excludMl  from  the  calculation  of  TAB 
(see  §  61.342  (a)  (3))  for  a  TSDF  or  any 
other  facility  subject  to  the  rule 
(although  it  is  still  not  included  in  the 
TAB  for  the  generator  site)  for  two 
reasons. 

First,  the  objective  in  excluding 
remediation  wastes  from  facility  TAB  is 
to  remove  the  potential  influence  that 
concern  over  bdlity  applicability  might 
have  on  a  fodlity  owner  or  curator's 
decision  whether  or  not  to  luidertake  a 
voluntary  remediation  action.  That  is. 
would  the  benzene  in  remediation 
wastes,  if  generated,  cause  facility  TAB 
to  go  firom  below  10  Mg/yr  to  above  10 
Mg/yr,  triggering  the  possible  need  for 
controls?  This  consideration  does  not 
apply  to  facilities  receiving  wastes  from 
offaite  where  the  owners  are  not  making 
decisions  on  whether  to  generate 
wastes. 

Second,  if  the  benzene  in  remediation 
wastes  were  excluded  from  the  TAB 
calculation  at  a  TSDF,  there  would  be 
no  limit  on  the  amount  of  remediation 
wastes  that  could  be  received  before 
facility  controls  would  be  required.  This 
could  potentially  result  in  an 
unacceptable  increase  in  the  maximum 
individual  risk  or  the  population 
exposure.  (As  explained  in  section  DI.C 
of  this  preamble,  however,  any  waste 
that  is  subject  to  the  control 
requirements  of  the  Subpart  at  a 
generator  site  must  also  be  controlled  if 
sent  to  a  TSDF.  regardless  of  the  TAB 
of  the  TSDF.)  Thus,  under  the  final  rule 
amendments,  if  remediation  wastes  are 
sent  offaite  to  a  TSDF  or  other  facility, 
the  benzene  in  these  wastes  does  count 
towards  the  TAB  of  the  TSDF. 


D.  Wastes  Exempt  From  the  Rule 

The  EPA  proposed  to  remove 
confusion  over  what  wastes  are  exempt 
fat>m  the  rule  by  removing  paragraph 
(c)(3)  of  §  61.340.  This  section  identified 
intermediate  and  product  distillation 
reflux  streams  as  examples  of  materials 
that  could  meet  the  definition  of  waste 
but  are  not  subject  to  subpart  FF 
because  they  are  not  discharged  from  a 
process.  This  section  had  caused 
confusion  and,  in  the  EPA's  view  is 
unnecessary  since  other  provisions  in 
the  rule  clearly  indicate  that  materials 
that  never  leave  a  process  are  not 
subject  to  the  rule.  A  commenter 
objected  to  the  complete  removal  of 
§  61.340(c)(3),  claiming  that  if  it  is 
removed,  the  EPA  will  be  bringing 
streams  \mder  the  rule  that  would  have 
been  exempt. 

The  EPA  considered  this  comment 
but  is  proceeding  with  the  deletion  of 
§  61.340(c)(3).  The  exemption  in  this 
section  was  originally  designed  to  apply 
to  a  narrow  population  of  wastes  that 
included  primarily  intermediate  and 
product  reflux  streams,  but  the 
examples  provided  in  the  rule  had  been 
misinterpreted  by  some  afiiacted 
facilities  to  mean  that  a  wider 
population  of  wastes  were  not  subject  to 
the  rule.  The  EPA  believes  that  the  focus 
in  determining  which  materials  are 
subject  to  the  rule  such  as  identified  in 
the  commenten  example  should  be  on 
the  definition  of  waste.  Under  this 
definition,  waste  means  "any  material 
resulting  from  industrial,  commercial, 
mining,  or  agricultural  operations,  or 
from  community  activities  that  is 
discarded  or  is  being  accumulated, 
stored,  or  physically,  diemically, 
thermally,  or  biologically  treated  prior 
to  being  discarded,  recycled  or 
discharged." 

The  prior  wording  of  §  61.340(c)(3) 
was  unclear  in  that  it  did  not  adequately 
tie  the  status  of  materials  under  subpart 
FF  to  the  definition  of  waste  in  the  rule, 
and  as  such,  led  some  to  believe  that 
even  if  a  material  were  acciimulated  or 
stored  prior  to  waste  treatment,  it  might 
be  exempt  from  the  rule.  A  proper  focus 
on  the  definition  of  waste  makes 
§  61.340(c)(3)  in  the  original  rule 
unnecessary.  Applying  the  test  of 
whether  a  material  is  accvunulated, 
stored,  or  treated  prior  to  being 
discharged  or  recycled  will  resolve 
uncertainty  about  the  status  of  a 
material  under  subpart  FF  in  most  cases. 

Examples  provided  by  commenters 
reinforced  the  need  to  clarify  coverage 
of  the  rule  in  a  more  general  way  than 
through  the  limited  examples 
previously  provided  in  S  61.340(c)(3). 
For  instance,  a  refinery  example  cited 


by  one  commenter  was  overhead 
condensate  from  a  distillation  coliunn 
that  is  recycled  in  enclosed  piping  to 
the  crude  desalter.  This  operation  is  not 
integral  to  the  process.  However,  it  is  an 
example  of  voluntary  direct  recycle 
from  one  process  to  another  (i.e.,  the 
material  never  leaves  the  process).  As 
discussed  in  the  next  section,  if  a 
material  never  leaves  a  process,  it  is  not 
«vithin  the  scope  of  subpart  FF. 

E.  Materials  Recycled  to  a  Process  or 
Withitt  a  Process 

The  proposal  included  a  revision  to 
S61.342(c)(l)(iii)  to  clarify  the  EPA's 
intent  that  waste  streams  that  are 
recycled  be  managed  and  treated 
according  to  the  requirements  in 
§  61.342(c)  up  to  the  point  that  the 
waste  reentera  the  process,  including 
entry  to  a  tank  used  for  the  storage  of 
production  process  feed,  product,  or 
product  intermediates.  Commenten  did 
not  specifically  object  to  this  proposed 
clarification,  but  stated  that  further  rule 
language  was  needed  to  clarify  that 
materials  recycled  within  a  process  or 
directly  to  another  process  are  outside 
the  scope  of  subpart  FF.  One  commenter 
claimeo  that  in  tne  preamble  to  the 

Eroposed  rule  amendments,  the  EPA 
ad  indicated  that  recycled  or  reclaimed 
materials  that  are  recycled  within  a 
process  or  directly  recycled  to  another 
process  are  not  within  the  scope  of  the 
rule.  This  commenter  believes  that 
similar  language  should  be  added  to  the 
regulation  in  order  that  there  be  a  clear 
understanding  on  this  point  by  both 
enforcement  officials  and  the  regulated 
community. 

After  consideration  of  these 
comments,  the  EPA  believes  that  further 
clarification  in  the  rule  on  materials 
recycled  within  a  process  or  directly  to 
another  process  is  imnecessary.  In  the 
preamble  to  the  proposed  rule 
amendments,  the  EPA  stated  that 
"recycled  or  reclaimed  materials  will 
generally  be  subject  to  subpart  FF  imless 
they  are  recycled  within  a  process  or  are 
directly  recycled  to  another  process." 
The  basis  for  this  statement  was  not  the 
EPA's  intent  that  materials  recycled 
within  a  process  or  directly  recycled  to 
another  process  should  by  definition  be 
exempt  from  the  rule,  but  an 
assumption  by  the  EPA  that  these 
materiala  generally  would  not  meet  the 
definition  of  waste  in  the  rule. 

To  meet  the  definition  of  waste  in  the 
rule,  a  material  must  either  be  discarded 
or  accumulated;  stored,  or  physically, 
chemically,  thermally,  or  biologically 
treated  prior  to  being  discarded, 
recycled  or  discharged.  The  test  for 
whether  materials  recycled  within  a 
process  or  that  are  recycled  directly  to 
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another  process  are  subject  to  the  rule 
is  whether  they  are  accumulated,  stored, 
or  treated  prior  to  recycling:  If  they  are, 
they  are  subject  to  the  rule. 

P.  Definition  of  Waste 

Although  the  EPA  did  not  propose  to 
amend  the  definition  of  waste  in  the 
original  rule,  several  commenters 
suggested  that  the  EPA  take  action  on 
this.  Commenters  criticized  the 
definition  of  waste  in  the  rule  as  overly 
broad,  discouraging  pollution 
prevention,  and  covering  non-waste 
materials.  Two  commenters  objected  to 
the  EPA's  use  of  spent  caustic  in  the 
proposal  preamble,  stating  that  it  is  not 
always  a  waste.  One  commenter 
requested  that  the  EPA  redefine  waste  to 
reflect  the  end  use  of  a  material. 

As  noted,  the  EPA  did  not  propose 
any  change  to  the  definition  of  waste  in 
the  original  rule.  The  definition  of  waste 
that  was  promulgated  in  the  original 
rule  was  the  same  as  proposed  on 
September  14.  1989  (54  FR  38083).  The 
EPA  responded  to  comments  on  the 
proposed  definition  of  waste  in  the 
notice  of  final  rulemaking  issued  on 
March  7. 1990  (see  55  FR  8318). 
Therefore,  comments  on  the  definition 
of  waste  in  the  rule  that  were  received 
following  publication  of  the  proposed 
rule  amendments  are  outside  the  scope 
of  this  rulemaking. 

Regarding  spent  caustic,  the  EPA 
acknowledges  that  this  material  is  not 
always  subject  to  subpart  FF:  In  the 
example  presented  in  the  proposal 
preamble,  it  was  assumed  that  spent 
caustic  met  the  definition  of  waste.  If 
spent  caustic  does  not  meet  the 
definition  of  waste  in  the  rule,  then  it 
is  not  subject  to  subpart  FT. 

IV.  Control  Requirements 

Several  comments  were  received  on 
proposed  clarifying  amendments 
affecting  control  requirements  that 
apply  at  facilities  with  TAB'S  of  10  Mg/ 
yr  or  greater.  These  comments  and  the 
EPA's  responses  are  discussed  below. 

A.  Control  Requirements  for  Organic 
Wastes 

A  clarification  to  §61. 342(c)(1)  was 
proposed  to  reflect  the  EPA's  intent  that 
all  wastes  (that  contain  benzene  at  a 
concentration  of  10  ppmw  or  more  and 
do  not  meet  other  exemption  criteria)  at 
a  facility  with  a  TAB  of  10  Mg/yr  or 
more  are  subject  to  the  control 
requirements  of  the  rule.  For  the 
purpose  of  the  TAB  calculation, 
aqueous  wastes  are  those  containing  10 
percent  or  more  total  water  and 
nonaqueous  (i.e.,  organic)  wastes  are 
those  containing  less  than  10  percent 
total  water.  Only  the  benzene  in 


aqueous  wastes  coimts  towards  facility 
TAB.  Once  it  is  determined  that  a 
facility  must  install  controls,  the 
original  rule  made  no  distinction 
between  aqueous  and  organic  wastes. 
The  same  level  of  control  was  reqiiired 
for  all  wastes  except  those  containing 
less  than  10  ppmw  benzene  or  those 
meeting  other  criteria  for  exemption 
fiom  controls.  In  the  proposal  preamble, 
the  EPA  specifically  solicited  comments 
on  the  risks  associated  with  organic 
waste  streams. 

The  EPA  did  not  propose  that  the 
benzene  in  organic  wastes  be  included 
in  facility  TAB,  a  point  apparently 
misunderstood  by  one  commenter. 
Rather,  language  was  included  in 
§  61.342(a)  of  the  proposed  amendments 
to  clarify  the  EPA's  original  intent  that 
the  benzene  in  organic  wastes  that 
become  aqueous  during  waste 
management  are  included  in  TAB.  If 
organic  wastes  are  not  mixed  with  water 
or  with  other  wastes  such  that  they 
become  aqueous,  the  benzene  in  them  is 
not  included  in  TAB  and,  therefore, 
does  not  affect  determinations  of  which 
facilities  are  subject  to  the  control 
requirements  in  the  rule. 

Several  comments  were  received  on 
the  need  to  control  organic  wastes  and 
the  level  of  control  required.  Most  of  the 
commenters  requested  that  the  EPA 
raise  the  threshold  level  for  control  for 
organic  wastes  in  the  final  rule  to  1,000 
ppmw  (i.e.,  not  require  controls  for 
organic  wastes  containing  benzene 
below  this  concentration  level).  This 
request  was  based  on  the  commenters' 
assertion  that  the  emission  potential  of 
benzene  dissolved  in  organic  waste  is 
much  lower  than  the  emission  potential 
of  benzene  dissolved  in  aqueous  waste. 
One  commenter  presented  calculations 
on  the  basis  of  wnich  it  was  suggested 
that  the  control  level  concentration  for 
organic  wastes  could  be  raised  to  1,000 
ppmw  with  no  increase  in  emissions. 
Another  commenter  argued  that  organic 
wastes  are  already  adequately  controlled 
under  the  RCRA  and  that  control  by 
subpart  FF  was  redundant. 

Tne  EPA  has  always  acknowledged 
that  when  benzene  is  dissolved  in 
organics,  it  is  much  less  volatile  than 
benzene  in  aqueous  waste  at  the  same 
concentration.  This  is  a  major  reason 
why  the  benzene  in  organic  wastes  that 
are  not  mixed  with  aqueous  wastes  is 
excluded  ft-om  the  TAB  calculation  in 
the  rule.  However,  the  benzene  in 
organic  wastes  can  contribute  to 
benzene  emissions  and  risk,  and  further, 
if  organic  wastes  are  not  controlled  at 
facilities  with  TAB'S  at  or  above  10  Mg/ 
yr,  attainment  of  the  NESHAP  risk  goals 
could  be  jeopardized.  Therefore,  the 
EPA  concluded  that  organic  wastes 


should  not  be  excluded  from  control  at 
facilities  with  TAB'S  at  or  above  10  Mg/ 
yr.  The  rule  promulgated  on  March  7, 
1990  reflected  this  conclusion. 

In  the  preamble  to  the  final  rule  in  the 
March  7, 1990  Federal  Registernotice, 
the  EPA  also  responded  to  commenters 
on  the  original  proposed  rule  (proposed 
on  September  14, 1989)  who  had 
commented  that  other  regulations 
promulgated  under  the  Clean  Air  Act 
and  other  Federal  statutes  (including  the 
RCRA)  already  adeouately  controlled 
benzene  emissions  from  waste 
operations.  In  its  response,  the  EPA 
explained  in  detail  why  existing 
regulations  are  not  adequate  for 
controlling  benzene  emissions  from 
benzene  waste  operations  (see  45  FR 
8321,  March  7. 1990).  These  reasons  are 
still  valid. 

Afier  reviewing  information 
submitted  by  commenters  on  the 
proposed  rule  amendments  and  other 
information,  the  EPA  still  believes,  as 
discussed  below,  that  organic  wastes 
can  be  a  source  of  significant  benzene 
emissions  and  risk  and,  therefore, 
should  be  subject  to  control  at  facilities 
above  the  threshold  for  applicability  of 
controls.  In  addition  to  the 
concentration  of  benzene  in  a  waste  and 
its  volatility  in  that  medium,  potential 
benzene  emissions  and  risk  are  also 
affected  by  the  quantity  of  the  waste  and 
the  manner  in  which  the  waste  is 
managed.  Commenters  did  not  address 
these  factors. 

Although  no  information  on  the 
quantity  of  organic  wastes  managed  at 
facilities  subject  to  subpart  FF  was 
submitted  by  commenters  on  the 
proposed  rule  amendments,  information 
supplied  by  facilities  to  comply  with  the 
reporting  requirements  of  the  original 
rule  (in  §61.357)  suggests  that  the 
quantities  of  organic  wastes,  and  the 
benzene  contained  in  them,  may  be 
substantial.  For  example,  in  a  report 
summarizing  the  regulatory  status  of 
each  waste  stream  submitted  as  required 
in  §  61.357(a)  of  the  original  rule,  one 
facility  reported  over  42,000  Mg  of  slop 
oil  containing  less  than  10  percent  total 
water.  The  average  benzene  reported  for 
this  organic  waste  was  500  ppmw, 
which  yields  an  annual  benzene 
quantity  of  21  Mg/yr.  Another  facility 
reported  a  waste  that  was  19  percent 
benzene  with  a  benzene  quantity  of 
almost  20  Mg/yr. 

With  these  large  amounts  of  benzene 
in  organic  wastes,  it  is  critical  that  they 
be  properly  managed  or  else  significant 
benzene  emissions  may  result.  If  they 
are  managed  in  covered  tanks,  benzene 
emissions  can  be  minimal.  However,  if 
at  some  point  the  wastes  are  managed  in 
tanks,  aerated  units,  or  heated  units  (for 
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exanple.  to  braak  emuIsKxu)  that  an 
uncontroHed  for  air  amissions,  th« 
benzene  emissions  would  be  much 
hi^er  than  if  the  waste  is  managed  only 
in  covered  tanks.  In  addition,  if  the 
%vaste  is  splarii  loaded  into  open 
containers  several  times  before  final 
disposition  or  recycle,  much  of  the 
benzene  could  be  emitted. 

Once  a  facility  is  subject  to  the  control 
requirements  of  the  rule  on  the  basis  of 
the  beoxene  in  their  aqueous  wastes, 
organic  wastes  are  also  subject  to 
control.  Organic  wastes  are  eligible  for 
the  exemption  from  control 
promulgated  in  today's  final  rule 
amendments  for  wastes  containing  up  to 
a  total  of  2.0  Mg/yr  of  benzene. 
However,  because  the  potential  benzene 
emissions  and  risk  associated  with 
organic  wastes  in  certain  waste 
management  scenarios  could  be 
significant,  the  EPA  continues  to  believe 
that  organic  wastes  not  meeting  other 
exemption  criteria  in  the  rule  should  be 
controlled  for  air  emissions. 

At  the  same  time,  the  EPA  also 
believes  that  due  to  the  acknowledged 
lower  volatility  of  benzene  contained  in 
organic  wastes,  the  level  of  control 
required  for  organic  wastes  does  not 
need  to  match  the  level  of  control 
required  for  aqueous  wastes.  The  EPA 
considered  the  suggestion  by 
commenters  to  establish  a  control 
threshold  specifically  for  organic  wastes 
based  on  a  benzene  concentration  of 
1.000  ppmw.  However,  this  suggestion 
puts  no  limit  on  the  quantity  of  wastes 
below  the  control  threshold  or  on  how 
these  wrestes  are  managed. 
Consequently,  if  this  suggestion  were 
adopted,  there  could  be  no  assiirance 
that  potential  benzene  emissions  would 
be  limited  below  a  level  that  would  not 
jeopardize  attainment  of  the  NESHAP 
risk  goals.  On  this  basis,  the 
commenters'  suggestion  was  rejected. 

As  an  alternative,  the  EPA  has 
retained  the  concentration  threshold  for 
control  for  all  wastes  at  10  ppmw 
benzene,  but  has  established  separate 
control  requirements  for  organic  wastes 
that  have  not  been  mixed  such  that  they 
become  aqueous.  Considering  the  lower 
volatility  of  benzene  contained  in 
organic  wastes  and  the  typical  fate  of 
these  wastes  (generally  returned  to  a 
process  or  incinerated),  the  EPA  has 
determined  that  controls  that  suppress 
benzene  emissions  are  adequate  for 
organic  wasi.es. 

Organic  wastes  are  managed  primarily 
in  tanks  and  containers.  The  existing 
requirements  in  the  rule  for  containers 
are  for  covers  only  (unless  treatment 
occurs  in  the  container,  in  which  case 
a  closed-vent  system  and  control  device 
are  also  required)  and,  therefore,  no 


diange  is  necessary.  For  tanks,  however, 
the  original  rule  required  a  fixed-roof 
plus  a  closed-vent  system  and  control 
device  (or  the  alternative  controls  for 
tanks  described  hi  §61.351).  Based  on 
the  considerations  discussed  above,  the 
final  rule  amendments  promulgated 
today  include  separate  requirements  for 
tanks  In  which  organic  wrastes  are 
managed.  These  separate  requirements, 
in  S  61.343(b)  of  the  amended  rule, 
specify  that  luider  certain  conditions,  a 
tank  in  which  organic  wastes  are 
managed  need  only  be  equipped  with  a 
fixed  roof.  The  vapor  pressure  and  tank 
size  cutoffit  from  the  new  source 
performance  standards  for  volatile 
organic  liquids  in  storage  tanks  (subpart 
Kb  of  40  CFR  part  60)  have  also  been 
adopted  in  $  61.343(b)  as  additional 
eligibility  criteria  for  the  less  stringent 
control  requirements  for  tanks.  For 
tanks  above  these  size  and  vapor 
pressure  cutoffs,  the  control 
requirements  in  the  originally 
promulgated  subpart  FF  are  reasonable 
and  typical.  Most  organic  wastes  will 
have  vapor  pressures  below  the 
specified  limits  or  be  managed  in  tanks 
smaller  than  the  size  cutoffs.  Therefore, 
the  vapor  pressure  and  tank  size  cutoffs 
should  not  limit  the  utility  of  this  new 
provision. 

The  new  provisions  for  the 
management  of  organic  wastes  in  tanks 
also  include  language  that  limits  the 
conditions  under  which  tank  venting  to 
the  atmosphere  may  occur  (see 
§  61.343(b)(3)).  This  language,  in  effiact. 
means  that  tanks  in  which  wastes  are 
agitated,  treated,  or  heated  must  also  be 
equipped  with  a  closed-vent  system  and 
control  device. 

B.  Alternative  Control  Devices 

Two  comments  were  received  on  the 
proposed  amendments  to  §61.349 
regarding  alternative  control  devices. 
The  original  rule  (§  61.349(a))  specified 
requirements  for  closed-vent  systems 
and  control  devices  used  to  comply 
with  the  rule's  control  requirements. 
Requirements  were  specified  for 
enclosed  combustion  devices,  vapor- 
recovery  systems,  and  flares.  The  EPA 
proposed  to  amend  this  section  to  allow 
owners  and  operators  to  use  alternative 
control  devices,  provided  that  it  is 
demonstrated,  prior  to  the  installation  of 
the  alternative  device,  that  it  will 
achieve  95  percent  control  of  organic 
compounds  or  98  percent  control  of 
benzene. 

One  commenter  supported  the 
proposed  amendment  as  a  positive  one 
that  would  provide  flexibility  and 
provide  a  means  to  make  the  rule  more 
cost  effective.  However,  this  and 
another  commenter  were  also  concerned 


that  the  language  of  propoaed 
§61.349(aH2KivME)  could  bo  tatomrated 
to  mean  that  an  alternative  control 
device  could  not  be  operated  until 
approval  was  received  from  the  EPA 
Administrator.  The  commenters  claimed 
this  interpretation  could  discouraga  tise 
of  this  provision  and  the  development . 
of  innovative  controls.  The  commenters 
suggested  options  to  limit  the  time 
available  to  the  Administrator  for 
approval  or  denial  of  an  alternative 
device  or  to  allow  operation  of  an 
alternative  control  device  during  the 
approval  period,  with  the  risk  that  if 
approval  is  denied,  a  fedlity  may  be 
cited  for  violation  for  the  period  it 
operated  the  device. 

It  is  the  EPA's  intent  that  the 
performance  of  an  alternative  control 
device  be  demonstrated  and  that 
information  documenting  that  a  device 
will  meet  the  requirements  of  the  rule 
be  submitted  before  it  is  installed  and 
operated. 

If  facilities  were  prohibited  from 
installing  and  operating  alternative 
control  ^vices  before  approval  is 
received  from  the  Administrator,  the 
EPA  agrees  that  owners  and  operators 
could  be  discouraged  from  attempting  to 
develop  and  use  alternative  control 
devices.  However,  this  is  not  the  cas«. 
After  the  documentation  has  been 
submitted  to  the  EPA.  the  owner  or 
operator  may  install  and  operate  the 
device  before  receiving  the  EPA's 
approval.  Nevertheless,  the  owner  or 
operator  may  be  subject  to  enforcement 
action  beginning  from  tfie  time  the 
control  device  began  operation.  For 
example,  if  the  EPA  disapproves  of  the 
device,  the  facility  may  be  cited  for 
violation  for  the  period  it  operated  the 
device.  Even  if  the  EPA  approves  of  the 
use  of  the  device,  an  owner  or  operator 
may  not  have  operated  the  device  in 
accordance  with  §  61.349  for  a  portion 
of  the  time  period  before  approval  was 
granted.  In  such  a  case,  the  EPA  may 
cite  the  fadHty  for  a  violation  during 
that  period. 

The  EPA  considered  placing  a  limit  in 
the  rule  on  the  time  available  to  the  EPA 
to  review  information  submitted  on 
alternative  control  devices  and  to  issue 
approval  or  denial.  However,  the  review 
of  each  device  proposed  will  be 
different,  and  the  level  and  complexity 
of  information  that  will  be  submitted  to 
document  performance  cannot  be 
predicted.  For  this  reason,  the  EPA 
concluded  that  it  is  not  reasonable  to 
limit  the  amount  of  time  available  to  die 
EPA  to  review  the  information 
submitted  and  to  issue  approval  or 

denial. 

The  EPA  does  not,  however,  want 
concern  about  the  possible  time 


some  vents 
maintenant 


emissions  ( 
device.  An 
emissions  1 
an  extende 
potential  st 
emissions. 


Federal  Register  /  Vol.  58.  No.  4  /  Thursday,  January  7,  1993  /  Rules  and  Regulations  3081 


required  to  receive  approval  from  the 
EPA  to  discourage  the  development  of 
alternative  control  devices  that  will 
meet  or  exceed  the  performance 
requirements  of  the  rule.  This  was  the 
EPA's  original  intent,  but  apparently,  it 
was  unclear  in  the  language  proposed. 
Therefore,  the  EPA  has  included 
language  in  the  rule  that  will  allow 
owners  and  operators  at  their  risk  to 
install  and  operate  alternative  control 
devices,  pending  approval  by  the 
Administrator,  provided  information 
and  data  on  the  device  have  been 
submitted  as  reqitired  by  the  rule.  If  an 
owner  or  operator  chooses  to  install  and 
operate  an  alternative  control  device 
prior  to  receiving  approval  and  the  EPA 
determines  that  the  control  device  did 
not  achieve  the  emission  limitations  or 
was  not  properly  operated,  the  owner  or 
operator  may  be  cited  for 
noncompliance  with  subpart  FF  during 
the  period  after  the  compliance  date  that 
the  device  was  operated. 

C.  Other  Comments  on  Control 
Requirements 

The  EPA  received  comments  on  the 
proposed  amendment  to 
§61.349(a)(l)(ii)  that  would  allow,  as  an 
alternative  to  flow  indicators  required  in 
the  original  rule,  the  use  of  car-seals  to 
indicate  the  position  of  any  valves  that, 
might  be  used  to  divert  the  flow  of 
emissions  frt>m  a  control  device.  One 
commenter  supi}orted  the  proposed 
amendment,  and  suggested  that  small 
connections  (e.  g.,  low-point  drains  and 
hi^-point  bleeds)  on  the  closed-vent 
system  be  excluded  from  requirements 
for  flow  indicators.  car-sealMl  valves, 
and  recordkeeping.  Another  commenter 
suggested  plugging,  capping,  or  blinding 
as  an  alternative  to  car-sealed  valves  for 
some  vents  tmd  drains  installed  for 
maintenance  around  control  devices. 

The  EPA  believes  that  it  is  essential 
that  air  pollution  control  systems 
installed  to  meet  the  rule  be  equipped 
such  that  it  can  easily  be  determined  if 
emissions  are  being  routed  to  a  control 
device.  Any  opening  that  allows 
emissions  to  by-pass  a  control  device  for 
an  extended  period  of  time  can  be  a 
potential  source  of  signiHcant  air 
emissions.  !t  is  the  EPA's  intent  that 
routine  opening  of  potential  avenues  of 
control  device  by-pass  be  prevented  and 
monitored.  It  should  be  pointed  out, 
however,  that  not  all  openings  are 
prevented.  Openings  such  as  emergency 
venting  of  pressure  relief  devices  are 
permitted  to  prevent  physical  damage  to 
the  closed-vent  system  and  control 
device.  Opening  of  low-point  drains  as 
described  by  the  commenter  would  also 
be  allowed  as  long  as  the  drain  does  not 


permit  diversion  of  the  vent  stream 
away  from  the  control  device. 

Flow  indicators  and  car-sealed  valves 
provide  easily  observable  visual 
evidence  that  control  systems  are  not 
being  by-passed,  are  widely  used  in 
industry,  and  are  required  in  other 
NESHAP.  These  devices  also  provide 
recordable  evidence  that  emissions  may 
be  escaping,  whereas  plugs  and  caps  can 
be  removed  with  no  evidence  visible 
that  emissions  are  actually  escaping. 
Although  plugging  and  capping  can  be 
effective  in  controlling  fugitive 
emissions  that  result  from  equipment 
leaks  when  used  in  combination  with 
valves,  the  commenters  do  not  make  a 
strong  argument  why  these  would  be  as 
effective  as  flow  indicators  or  car  seals 
in  demonstrating  the  integrity  of  a 
closed-vent  system,  especially  without 
the  valve  before  the  cap  or  plug.  For 
these  reasons,  §61.349(a)(l)(ii)  is  not 
changed  from  proposal. 

The  EPA  also  received  comments  on 
the  need  for  dilution  air  to  prevent 
explosive  mixtures  in  the  headspace  of 
waste  management  units.  The  EPA 
agrees  with  the  commenters  and  the 
final  rule  has  been  amended  to  allow 
the  addition  of  dilution  air  into  waste 
management  units  that  are  maintained 
at  less  than  atmospheric  pressure. 
Facilities  must  do  annual  monitoring  to 
demonstrate  no  detectable  emissions 
from  the  opening.  Also,  the  pressure 
must  be  monitored  continuously  to 
ensure  that  the  pressure  remains  below 
atmospheric  pressure. 

One  commenter  asked  the  EPA  to 
recognize  that  there  are  equipment 
cleaning  and  waste  removal  activities 
that  are  not  feasible  to  control,  and 
requested  that  these  be  excluded  from 
the  control  requirements  of  the  rule. 
Examples  dted  were  routine  pipe, 
strainer,  and  equipment  cleaning:  and 
tank  and  vessel  cleaning. 

When  tanks  and  other  equipment  are 
opened  for  cleaning,  the  emissions  from 
the  tank  opening  are  not  covered  by 
subpart  FF.  However,  cleaning  activities 
generate  wastes  subject  to  subpart  FF.  If 
the  wastes  have  10  ppmw  or  greater 
benzene,  then  the  wastes  must  be 
controlled  and  treated  in  accordance 
with  the  rule.  To  simply  exempt  these 
wastes  from  control  wiUiout  any  cap 
that  would  limit  potential  emissions 
would  jeopardize  attainment  of  the 
NESHAP  risk  goals.  Therefore,  these 
activities  are  not,  by  definition, 
exempted  from  the  control  requirements 
of  the  rule. 

However,  the  EPA  has  included  an 
option  in  the  rule  amendments 
promulgated  today,  as  described  in  the 
next  section  of  this  preamble,  that  is 
specifically  designed  to  provide  an 


option  for  facilities  to  exclude  from 
control  wastes  that  contain  benzene  in 
small  quantities,  such  as  those  dted  by 
the  commenter.  Under  this  option,  in 
§  61.342(c)(3),  owners  and  operaton 
may  exdude  wastes  containing  up  to  a 
total  of  2.0  Mg/yr  of  benzene  from  the 
control  requirmnents  oF  the  rule.  There 
are  no  limits  en  which  wastes  are 
eligible.  The  EPA  believes  that  with  this 
option,  and  other  compliance  options 
provided  in  the  rule  as  amended, 
ownere  and  operaton  have  flexibiUty  in 
dedding  which  waste  streams  to  control 
while  the  EPA  limits  the  maximiun 
possible  emissions. 

Since  proposal  of  the  cUriMng  rule 
amendments,  questions  have  been 
submitted  to  the  EPA  concerning  the 
definition  of  "water  seal  controls"  in 
S  61.341  of  the  rule.  Water  seal  controls 
are  identified  as  acceptable  controls  for 
drains  and  junction  boxes  in  the 
alternative  standards  for  individual 
drain  systems  spedfied  in  §  61.346(b). 

In  the  original  rule,  "water  seal 
controls"  is  defined  as  "a  seal  pot.  p-leg 
trap,  or  other  type  of  trap  filled  with 
water  that  has  a  design  capadty  to 
create  a  water  barrier  between  the  sewer 
line  and  the  atmosphere."  The  EPA  has 
been  asked  if  the  examples  dted  in  this 
definition  are  the  only  acceptable  types 
of  water  seal  controls.  Other  potential 
types  of  water  seal  controls  identified  by 
questioners  were  flooded  sewers  and 
bafile  plates  on  junction  boxes  that 
extend  to  below  the  liquid  surface. 

The  objective  of  the  controls  spedfied 
for  drains  and  junction  boxes  in  an 
individual  drain  system  is  to  isolate 
them  such  that  the  free  flow  of  vapors 
within  the  system  is  prevented.  The 
examples  cited  in  the  original  definition 
of  water  seal  controls  in  die  rule  were 
not  intended  to  be  limiting.  Other  types 
of  seals  that  achieve  this  c^jective  are 
also  acceptable.  More  specifically, 
flooded  sewera  are  an  acceptable  control 
technique  for  individual  drains  and 
jundion  boxes,  provided  that  the  liquid 
level  in  the  seal  is  maintained  in  the 
vertical  leg  of  the  drain.  A  baffle  plate 
is  an  acceptable  control  for  a  jimdion 
box,  provided  each  plate  extends  below 
the  liquid  level.  In  the  final  rule 
amendments,  additional  examples  of 
acceptable  controls  have  been  added  to 
the  definition  of  water  seal  controls  in 
§61.341  to  clarify  this  point.  It  is  also 
clarified  that  for  all  water  seals  for 
drains,  the  water  level  must  be 
maintained  in  the  vertical  leg  of  the  trap 
for  it  to  be  considered  a  water'  seal. 

V.  Additional  Exemption  for  Small 
Benzene  Quantity  Wastes 

Numerous  commenters  addressed  the 
proposed  additional  option  for 
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exempting  wastes  that  contain  small 
quantities  of  benzene  from  tbe  control 
reqairements  of  the  rule.  Tbe  EPA 
proposed  (in  §  61.342(c)(3))  that  wastae 
containing  a  total  of  up  to  1.0  Mg/yr  of 
benzene,  on  an  annual  basis,  could  be 
exempteid  firom  control,  with  certain 
restrictions.  The  proposed  restrictions 
on  the  use  of  this  exemption  option . 
vtme  that  (1)  the  annual  quantity  qf 
benzene  in  any  waste  stream  exempted 
under  this  provision,  except  for  process 
wastewater,  could  not  exceed  25 
kilograms  per  year  (kg/yr);  (2)  if  this 
option  were  elected  by  a  bdlity.  it 
would  be  as  an  alternative  to  the  low- 
flow  or  mass  quantity  cutofti  for  process 
wastewater  in  §  61.342(c)(3);  and  (3) 
tank  drawdown  and  wastes  from 
purging  prior  to  sampling  ("sample 
pui^")  would  not  be  eligible  for  the 
proposed  exemption. 

In  general,  commenters  supported  the 
concept  of  providing  an  additional 
option  in  the  rule  for  exempting  small 
benzene  cpiuitity  wastes  from  control. 
However,  numerous  commenters 
objected  to  the  proposed  limits  on  the 
use  of  the  option.  Commenters  also 
requested  that  the  EPA  raise  the  amount 
of  benzene  that  can  be  exempted  from 
1.0  to  2.0  Mg/yr.  Some  commenters 
argued  that  tlwre  should  be  no  limit  on 
either  the  quantity  or  type  of  streams 
that  could  qualify  for  the  exemption,  as 
long  as  the  cap  on  the  total  amount  of 
benzene  was  not  exceeded.  Other 
commenters  specifically  requested  that 
the  restrictions  placed  on  tank 
drawdown  and  sample  purge  be 
removed.  One  commenter  suggested  that 
tank  drawdown  should  not  be  excluded 
from  the  proposed  exemption  option  if 
the  tank  drawdown  were  equipped  with 
an  oil/water  monitoring  device  that  can 
detect  tbe  presence  of  hydrocarbon  in 
the  water  phase  and  automatically  close 
the  tank  draw.  Some  commenters 
requested  additional  clarifying  language 
in  the  regulation  on  which  wastes 
would  not  be  excluded  from  the 
proposed  option. 

After  reviewing  the  comments 
submitted,  the  EPA  has  concluded  that 
providing  an  additional  option  for 
exempting  small  benzene  quantity 
wastes  from  the  control  requirements  of 
the  rule  is  still  appropriate.  However,  in 
the  final  rule  amendments,  several 
changes  have  been  made  to  the 
proposed  exemption  option  based  both 
on  an  assessment  of  the  comments  and 
on  concerns  the  EPA  has  related  to  the 
tracking  of  wastes  exempted  under  this 
provision.  These  are  discussed  below. 

Specifipaliy,  the  25  kg  per  stream 
quantity  limit  and  the  exclusion  of  tank 
drawdown  and  sample  purge  from 
eligibility  in  the  proposed  exeroptioa 


provisions  have  been  removed.  Tbe  can 
on  total  benzene  that  may  be  exempted 
has  also  been  raised  to  2.0  Mg/yr. 

The  EPA's  intent  in  propoaing  the 
additional  exemption  option  was  to 
expand  the  range  of  options  available  to 
owners  and  operators  in  seeking  the 
moat  cost  effective  control  strategy  at 
each  fadUty  that  must  install  controls  to 
comply  with  the  rule.  In  developing  the 
proposed  amendments,  concerns  related 
to  tank  drawdown  and  sample  purge  led 
the  EPA  to  propose  that  these  wastes 
would  not  be  eligible  for  the  new  small 
quantity  benzene  exemption. 
Specifically,  the  voltune  and  benzene 
content  of  waste  streams  generated 
throu^  tank  drawdown  are  highly 
dependent  on  the  techniques  of 
individual  operators,  making  the 
monitoring  of  compliance  by 
enforcement  agencies  difficult  for  these 
streams.  Sample  purge  is  required  to  be 
controlled  under  certain  conditions  by 
other  NESHAP  applicable  to  facilities 
also  subject  to  subpart  FF,  and  the  H*A 
did  not  want  to  imply  that  the 
requirements  of  other  standards  would 
be  overridden  by  allowing  sample  purge 
to  be  excluded  from  control  under 
subpart  FF. 

Commenters  argued  forcefully  that  the 
restrictioiu  proposed  on  use  of  the 
exemption  option  and  the  1.0  Mg/yr  of 
benzene  proposed  cap  could  severely 
limit  its  utility.  After  weighing  these 
arguments  against  the  EPA's  earlier 
concerns,  as  discussed  below,  the  EPA 
concluded  that  to  accomplish  its  goal  of 
providing  a  viable  additional  option  for 
exempting  small  benzene  quantity 
wastes,  there  should  be  no  limits  on 
which  waste  streams  are  eligible  for  the 
exemption.  Further,  a  reevakiation  of 
the  cap  indicated  that  the  NESHAP  risk 
goals  would  still  be  met  if  the  cap  were 
raised  to  2.0  Mg/yr.  The  increase  to  2.0 
Mg/yr  does  allow  benzene  emissions  to 
increase  but  it  would  not  allow  any 
facility  to  exceed  one  in  ten  thousand 
and  it  still  results  in  significant 
reductions  in  population  exposed  to 
greater  than  one  in  one  million  risk. 
Thus,  in  the  final  rule  amendments,  any 
stream  is  eligible  as  long  as  the  total 
benzene  in  all  streams  exempted  under 
this  provision  is  less  than  2.0  Mg/yr. 
As  in  the  proposal,  however,  iitnis 
option  were  elected  by  a  (acility,  the 
facility  would  not  also  be  able  to  take 
advantage  of  the  low-flow  or  mass 
quantity  cutoRs  for  process  wastewater 
in  §61. 342(c)(3).  Further,  any  Cacility 
electing  to  comply  with  the  alternative 
compliance  option  for  the  rule  would 
not  also  be  able  to  exempt  streams  from 
control  under  the  small  quantity 
exemption  options  (please  see  section 
VI  of  this  preamble). 


Although  the  restrictions  proposed  for 
the  exemption  option  have  been 
removed  in  the  final  rule  amendments, 
the  EPA  remains  concerned  about  the 
potential  for  facilitiea  to  underestimate 
the  quantity  of  benzene  in  an  exempted 
stream.  Incorrect  determinations  could 
cause  the  actual  risk  to  be  higher  than 
the  risk  associated  with  2.0  Mg/yr  if  the 
'  incorrect  determinations  result  ^ 
greater  than  2.0  Mg/yr  of  benzene  in 
exempted  wastes. 

This  is  of  particular  concern  for  tank 
drawdown.  As  mentioned  previously, 
the  quantity  of  tank  drawdowm  waste 
graerated  during  each  tank  water  draw 
and  the  benzene  content  of  this  waste  is 
determined  by  individual  operators  and 
can  be  highly  variable.  Further,  tank 
drawdown  can  be  a  multiple  phase 
waste,  making  determination  of  the 
average  benzene  concentration  difficult 
and  subject  to  error.  These  factors  make 
the  quantity  and  benzene  concentration 
of  tank  drawdown  highly  variable  and 
difficult  to  predict.  Tnis  creates  a 
significant  potential  for  the  benzene  in 
these  wastes  to  be  severely 
underestimated  by  facilities.  Althou^ 
less  variable  than  tank  drawdown,  the 
quantity  and  benzene  concentration  of 
other  small  quantity  wastes  can  also  be 
dinicult  to  predict. 

Due  to  the  variability  in  tank 
drawdown,  the  difficulty  inherent  in 
estimating  the  benzene  content  of  these 
and  other  small  quantity  wastes,  and 
without  the  restrictions  on  use  of  the 
option  that  were  in  the  proposal,  the 
EPA  believes  that  it  is  critical  that 
wastes  exempted  under  this  option  be 
tracked  separately  and  be  easily 
identifiable  by  enforcement  agencies. 
Facilities  subject  to  subpart  FF  generally 
must  already  identify  and  characterize 
all  benzene-containing  waste  streams  in 
order  to  prepare  the  initial  and  annual 
reports  required  by  the  rule 
summarizing  the  regulatory  status  of 
each  waste  stream.  For  the  purpose  of 
tracking  wastes  exempted  under 
§  61.342(cM3).  this  general  requirement 
has  been  clarified  in  the  final  rule 
amendments  to  specify  that  waste 
streams  exempted  under  §  61.342(c)(3) 
must  be  separately  identified  in  these 
reports.  Further,  the  mass  of  benzene  in 
these  streams  must  be  separately  totaled 
to  demonstrate  compliance  with  the  2.0 
Mg/yr  benzene  limit.  Finally,  althoiigb 
owners  and  operators  are  still  allowed 
to  use  knowledge  of  the  waste  to 
estimate  the  concentration  of  benzene  in 
these  streams,  it  is  clarified  in  the  rule 
that  the  Administrator  may  require 
measurements  to  verify  estimated 
concentrations  in  the  case  of  disputes. 

Due  to  the  concerns  the  EPA  has 
about  tank  drawdown,  the  suggestion  by 
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a  cammenter  to  reouire  a  device  that 
would  automatically  shut  off  tank  draw 
when  organic  material  is  detected  was 
considered.  A  device  such  as  this  could 
minimize  the  amount  of  tank  drawdown 
waste  generated  by  eliminating  the 
potential  for  operator  error.  The  EPA 
did  not.  however,  adopt  this  si^gestion. 
While  at  least  one  facility  has  found 
shut-off  devices  helpful  in  controlling 
tank  drawdown,  these  devices  are  not 
widely  demonstrated  to  be  technically 
feasible.  In  addition,  the  cost  of 
equipping  all  tanks  that  must  be 
controlled  under  this  rule  with  these 
devices  may  be  prohibitive. 
Consequently,  the  commraiter's 
suggestion  was  not  adopted  in  the  final 
rule  amendments. 

It  should  be  noted  that  although  the 
exemption  option  in  the  final  rule 
amendments  contains  no  restrictions  on 
which  streams  may  be  exempted  under 
this  provision,  this  does  not  override  the 
requirements  of  other  NESHAP  that  may 
require  control  of  specific  streams.  In 

E articular,  subpart  L,  applicable  to  coke 
y-product  recovery  facilities,  and 
subpart ).  applicable  to  equipment  leaks 
of  benzene,  contain  requirements  to 
control  benzene  emissions  during 
sampling  that  apply  under  conditions 
specified  in  those  standards. 

VI.  Alternative  Compliance  Options 

In  the  March  5, 1992  notice  of 
proposed  rulemaking,  the  EPA 
spedfically  solicitedsuggestions  from 
the  public  for  other  structures  for  the 
rule,  including  supporting  information, 
that  would  encourage  reclamation  and 
recycling  without  compromising 
attainment  of  the  NESHAP  risk 
protection  goals  (57  FR  8022).  The  EPA 
stated  that  any  rule  structures  suggested 
would  be  considered  as  an  alternative 
compliance  option  to  the  structure  of 
the  rule  originally  promulgated  on 
March  7. 1990. 

In  the  notice  of  proposal,  the  EPA  set 
forth  several  criteria  that  must  be  met 
for  suggested  alternative  rule  structures 
to  be  considered.  Firat,  the  supporting 
information  submitted  must  clearly 
describe  the  suggested  structure  and 
level  of  protection  it  would  provide. 
Secondly,  any  structure  suggested 
should  address  the  benzene  emission 
concerns  including,  but  not  Umited  to, 
characterizing  and  assuring  adequate 
control  of  the  benzene  emissions  that 
would  result  from  aqueous  waste 
treatment  processes,  nonaqueous 
wastes,  treatment  residuals,  or  materials 
sold  offsite.  Thirdly,  the  structure 
should  be  generic  in  that  it  should  be 
able  to  be  applied  at  any  fadUty  and 
result  in  achievement  of  the  NESHAP 
risk  protection  goals.  The  proposal 


specifically  stated  that  the  EPA  was  not 
seeking  suggestions  for  structuras  based 
on  site-specific  control  or  jiak 
protection.  The  last  criterion  for 
suggested  structures  was  that  any 
structure  suggested  should  be  one  that 
can  be  developed  and  evaluated  for  the 
level  of  protection  it  provides  within  the 
timefiame  of  this  rulemaking. 

A.  Compliance  Options  Suggested  by 
Commenters 

In  response  to  the  EPA's  request  in 
the  notice  of  proposal,  several 
alternative  compliance  options  were 
suggested  by  commentere.  Four  general 
types  of  options  were  suggested.  These 
can  generally  be  described  as  (1)  site- 
specific  risk  assessment,  (2)  emissions 
averaging,  (3)  a  structure  based  (ui  other 
existing  rules  that  would  not  require 
calculation  of  TAB,  and  (4)  treat  to  a 
target  benzene  quantity  in  waste.  The 
suggestions  made  by  commentere  are 
referred  to  as  compliance  options  rather 
than  alternative  rule  structures  because 
they  would  not  change  the  fundamental 
way  that  facilities  become  subject  to  the 
control  requirements  in  the  rule,  but 
rather  would  provide  an  alternative  way 
to  comply  with  these  requirements. 
There  were  also  commentere  who 
argued  that  the  EPA  should  not 
promulgate  any  alternative  compliance 
options,  but  require  all  facilities  subject 
to  the  rule  to  comply  with  the  rule  as 
originally  structured.  These  commenitvs 
contend  that  for  the  EPA  to  provide  a 
more  cost  effective  compliance  option  at 
this  Ume  would  reward  those  facilities 
that  did  not  meet  the  original  schedule 
for  compliance  and  penalize  those 
facilities  that  did  comply  on  schedule 
with  the  original  rule  by  putting  them 
at  a  competitive  disadvantage. 
After  consideration  of  these 
comments  and  additional  analysis,  the 
EPA  determined  that  a  treat  to  a  target 
benzene  quantity  compUance  option 
would  best  meet  the  criteria  set  forth  in 
the  notice  of  proposal.  Consequently,  an 
alternative  compliance  option  of  this 
type  is  included  in  the  final  rule 
amendments  promulgated  today.  A  brief 
discussion  of  each  compliance  option 
suggested  by  commenten,  and  the 
rationale  for  selecting  the  compliance 
option  promulgated  today,  is  presented 
below. 

As  noted  earlier,  the  EPA  is 
publishing  an  ANPR  in  the  Federal 
Register  announcing  the  EPA's  intent  to 
propose  for  public  comment  an 
additional  compliance  option  based  on 
site-specific  risk  assessment. 

Site-Specific  Risk  Assessment 

Several  commentere  suggested  that 
the  EPA  should  allow  any  facility  above 


the  facility  control  applicability 
threshold  of  10  Mg/yr  TAB  to  conduct 
a  site-specific  risk  assessment  to 
demonstrate  either  that  controls  woe 
not  needed  or  that  controls  less  than 
mandated  by  the  rule  would  meet  the 
NESHAP  risk  gMls.  Althov^  suggested 
by  several  commentere.  site-specific  risk 
assessment  as  an  alternative  compliance 
option  does  not  meet  two  of  the  criteria 
set  forth  in  the  March  5. 1902  notice  of 
proposed  rulemaking.  As  noted  earlier, 
the  EPA's  solicitation  of  suggestions  f(V 
alternative  rule  structures  spedficaily 
stated  that  the  EPA  was  not  seeking 
suggestions  for  structures  based  on  site- 
specific  control  or  risk  protection.  The 
suggestion  of  site-specific  risk 
assessment  as  an  alternative  compUance 
option  clearly  does  not  meet  this 
criterion.  Further,  it  was  stated  in  the 
March  5. 1992  notice  of  proposed 
rulemaking  that  any  structure  suggested 
should  be  one  that  could  be  developed 
within  the  timeframe  of  this  rulemaking 
(i.e..  by  today's  date).  Due  to  the  need 
to  resolve  risk  assessment  p<^cy  iaeoet 
and  to  prepare  guidance  fm  both 
facilities  and  regulatory  agency 
personnel  on  bow  to  conduct  and 
evaluate  risk  assessments  for  benzene 
waste  sources,  the  development  of  an 
alternative  compliance  option  for 
subpart  FF  involving  site-specific  risk 
assessment  would  have  been  impossible 
within  the  timeframe  of  this  rulemaking. 
For  these  reasons,  site-specific  risk 
assessment  was  not  considered  by  the 
EPA  as  a  viable  alternative  compliance 
option  to  be  included  in  the  rule 
amendments  promulgated  today. 

Emissions  Averaging 

Three  commentere  suggested  that 
control  strategies  involving  benzene 
emissions  averaging,  or  "bubbling," 
across  all  benzene  emission  sources  at  a 
fadUty,  be  allowed  by  the  EPA  as  a 
compliance  option  for  subpart  FF. 
Commentere  contend  that  at  some 
facilities,  reductions  in  benzene 
emissions  from  sources  not  covered  by 
subpart  FF  (e.g.,  process  vents  or 
vehicles)  can  be  achieved  at  less  cost 
than  controlling  low-flow,  low- 
concentration  benzene  waste  streams. 
Further,  commentere  argue  that  the  EPA 
should  not  be  concerned  about  which 
sources  at  a  fadlity  are  controlled  if  the 
total  benzene  emission  reduction 
achieved  at  the  entire  fadlity  is 
equivalent  to  what  would  have  been 
achieved  with  controls  as  spedfied  in 
the  rule  for  benzene  waste  sources. 

One  suggestion  made  by  commentere 
to  Implement  emissions  averaging  is  for 
the  EPA  not  to  change  the  language  of 
§  61.353  of  the  rule.  "Alternative  Means 
of  Emission  Limitation,"  as  proposed  in 
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the  March  S  notice.  Commenten 
c»ntend  that  without  the  proposed 
change,  the  EPA  may  approve  emissions 
averaging  strategiea  under  this  section. 
Emissions  averaging  was  also  Indirectly 
suggested  by  other  commenters  who 
critidrad  the  proposed  change  to 
§61.353  as  limiting  consideration  of 
emissions  to  those  "Erom  the  source." 

The  EPA  does  not  view  emissions 
averaging  as  suggested  by  commenters 
to  be  a  viable  candidate  tor 
promulgation  at  this  time  as  an 
alternative  compliance  option  for 
subpart  FF.  Similar  to  the  compliance 
option  based  on  site-specific  risk 
assessment  sxiggested  by  other 
commenters.  emissions  averaging  does 
not  meet  the  criteria  set  forth  for  an 
alternative  rule  structure  for  siibpart  FF 
in  the  Mardi  S  notice.  Emissions 
averaging  is  also  an  inherently  site- 
spedfic  compliance  option  that  would 
require  consideration  and  analysis  by 
the  EPA  of  proposals  firom  facilities  on 
a  case-by-case  basis,  with  each  proposal 
based  on  the  unique  characteristics  of 
benzene  emission  sources  at  individual 
plants.  Further,  some  commenters 
suggest  that  they  be  allowed  to  control 
benzene  emissions  firom  sources  outside 
of  the  scope  of  applicability  of  this  rule 
as  an  alternative  to  controlling  some 
benzene  waste  sources.  This  raises 
regulatory  and  other  issues  that  cannot 
be  resolved  within  the  timeframe  of  the 
current  rulemaking.  For  these  reasons, 
the  EPA  did  not  select  emissions 
averaging  as  an  alternative  compliance 
option  for  subpart  FF  at  this  time. 

The  change  proposed  to  $  61.353  by 
the  EPA  was  to  correct  an  inadvertent 
omission  of  language  that  would  make 
this  section  consistent  with  the  language 
of  the  General  Provisions  to  part  61. 
Based  on  the  dedsion  not  to  adopt 
emissions  averaging  as  an  alternative 
compliance  option  for  Subpart  FF  at  this 
time.  §61.353  is  promulgated  in  today's 
rule  amendments  as  proposed. 

Compliance  Option  Based  on  Other 
Existing  Rules  That  Would  Not  Require 
Calculation  of  TAB 

One  commenter  suggested  an 
alternative  compliance  option 
incorporating  the  requirements  of  other 
new  source  performance  standards 
(NSPS)  and  NESHAP.  Uiat.  if  elected  by 
a  facility,  would  not  require  a  facility  to 
perform  or  document  the  calculation  of 
TAB.  This  commenter  claimed  that  the 
control  requirements  of  subpart  Kb  of 
part  60,  and  subparts  Y,  V,  and  BB  of 
part  61  would,  for  example,  provide 
adequate  emissions  limitation  if  also 
applied  to  low-concentration  benzene 
waste  streams.  The  commenter  provided 
detailed  regulatory  language  to 


implement  this  suggestion  and 
contended  that  this  alternative 
compliance  option  would  be  widely 
used  by  industry  and  would  result  in 
equal  or  better  emissions  reduction  at  a 
much  lower  cost  to  both  industry  and 
government  agencies  as  a  result  of  more 
uniform  regulatory  provisions. 

For  several  reasons,  the  EPA  did  not 
adopt  this  suggested  alternative 
compliance  option  in  the  final  rule 
promulgated  today.  One  of  the  criteria 
set  out  in  the  proposal  notice  is  not  met 
in  that  the  commenter  provided  no 
estimates  of  benzene  emissions  and  risk 
associated  with  the  suggested 
alternative,  and  not  enough  information 
was  submitted  for  the  EPA  to  make 
these  estimates.  There  are  substantive 
differences  in  the  technical 
requirements  in  the  suggested  regulatory 
language  provided  by  the  commenter  as 
comparecl  to  the  requirements  in 
subpart  FF  (and  in  the  proposed 
amendments)  that  could  jeopardize 
attainment  of  the  NESHAP  risk 
protection  goals.  For  example,  the 
regulatory  language  suggested  by  the 
commenter  exempts  from  control  all 
waste  streams  that  contain  less  than  10 
kg/yr  of  benzene,  with  no  cap  on  total 
mass  of  benzene  exempted. 

Also,  there  are  no  requirements  in  the 
suggested  regulatory  language  that 
facilities  keep  records  of  the  quantity 
and  benzene  concentration  individual 
waste  streams  or  of  how  wastes  are 
managed.  The  EPA  views  the 
identification  and  tracking  of  wastes 
through  proper  recordkeeping  as  an 
essential  element  of  the  original  rule 
and  of  any  alternative  compliance 
option.  The  need  to  keep  records  of 
wastes  subject  to  the  rule  is  particularly 
critical  for  wastes  claimed  to  be  exempt 
from  control  by  owners  and  operators 
on  the  basis  of  low  benzene 
concentration,  benzene  quantity,  or 
under  other  compliance  options 
provided  in  the  rule.  Without 
recordkeeping  requirements  to  identify, 
characterize,  and  track  the  management 
of  these  wastes,  there  can  be  no 
assurance  that  the  requirements  of  the 
rule  are  met. 

The  EPA  disagrees  that  other  NSPS 
and  NESHAP  provide  adequate 
emission  limitation  for  waste  streams. 
Although  many  aspects  of  the  control 
requirements  of  subpart  FF  are  very 
similar  to  the  control  requirements  of 
other  rules,  there  are  distinct  differences 
in  the  sources  and  materials  covered  by 
each  rule  that  warrant  separate 
standards.  This  was  discussed  in  the 
EPA's  response  to  a  similar  comment 
submitted  when  subpart  FF  was 
originally  proposed  (see  55  FR  8321, 
March  7, 1990). 


Although  the  commenter  claimed  that 
the  suggested  alternative  compliance 
option  would  be  widely  used,  there  was 
no  evidence  supplied  supporting  this 
contention.  Based  on  the  considerations 
discussed  above,  and  given  the  time  and 
resources  that  would  be  required  to 
evaluate  all  elements  of  the 
commenter's  suggested  regulatory 
language,  the  EPA  did  not  adopt  this 
commenter  suggested  alternative 
compliance  option  in  the  final  rule 
amendments. 

One  motivation  for  the  commenter's 
suggested  alternative  appears  to  be  to 
avoid  the  calculation  of  TAB.  The  EPA 
does  not  view  the  requirement  that  TAB 
be  calculated  by  sources  affected  by  the 
rule  as  overly  burdensome.  As  described 
in  §  61.355,  direct  measurement  of  flow 
rate  and  benzene  concentration  of  waste 
stosams  is  not  required,  although  it  is 
acceptable.  For  example,  the  flow  rate  of 
wastes  through  a  waste  management 
unit  can  be  determined  based  on  the 
unit's  maximum  design  capacity,  and 
the  concentration  of  benzene  in  a  waste 
stream  can  be  determined  based  on 
knowledge  of  the  waste.  Further,  the 
initial  calculation  of  TAB  should  have 
already  been  completed  by  facilities 
since  its  promulgation  on  March  7, 
1990.  The  amendments  promulgated 
today  do  not  substantively  change  the 
way  TAB  is  calculated.  Therefore,  the 
resubmission  of  the  TAB  calculation 
and  the  periodic  update  of  the  TAB 
calculation  by  facilities  as  required  in 
today's  final  rulemaking  should  require 
minimal  additional  expenditures 
beyond  what  is  required  to  characterize 
changes  since  the  last  update. 

Treat  to  a  Target  Benzene  Quantity 

Four  commenters  suggested  that  the 
rule  should  include  an  alternative  under 
which  facilities  could  treat  only  those 
streams  necessary  to  lower  the  total 
benzene  in  waste  to  a  specified  target 
level.  Three  commenters,  without 
providing  any  details  of  how  such  an 
option  would  be  implemented, 
suggested  that  the  target  level  should  be 
10  Mg/yr,  the  same  as  the  TAB 
threshold  in  the  rule  for  facility  control. 

In  the  most  detailed  description  of  an 
alternative  compliance  option  of  this 
type,  one  commenter  suggested  that 
only  the  benzene  in  wastes  not  recycled 
or  recovered  should  be  counted  in  the 
calculation  of  TAB.  Materials  sent 
offsite  for  recycling  or  resale  would  also 
not  count  towards  fecility  TAB  provided 
that  these  wastes  were  not  exposed  to 
the  atmosphere.  Coupled  with  the  TAB 
calculation  that  would  exclude 
recycled,  recovered,  or  resold  materials, 
this  commenter  suggested  that  the 
facility  applicability  threshold  be 


Federal  Register  /  Vol.  58,  No.  4  /  Thursday.  January  7.  1993  /  Rules  and  Regulations  3085 


lowered  to  6  Mg/yr  in  the  alternative 
compliance  option.  The  commenter 
claims  that  his  suggested  compliance 
option  would  encourage  pollution 
prevention  approaches  and  estimates 
that  typically  40  percent  of  the  benzene 
waste  contained  in  refinery  waste 
streams  is  technologically  capable  of 
being  reclaimed  or  recycled. 

The  EPA  agrees  that  an  alternative 
compliance  option  based  on  a  target 
benzene  quantity  would  encourage 
recycling  and  reclamation.  Further,  it 
meets  the  criteria  set  out  in  the  March 
5  notice  for  an  alternative  structiue. 
However,  there  are  two  concerns  aboUt 
the  specifics  of  the  suggestions  made  by 
commenters.  First,  as  noted  abovo,  some 
commenters  suggested  that  the  target 
level  should  be  equal  to  the  facility 
threshold  control  level,  based  on  TAB, 
of  10  Mg/yr.  The  EPA  stated  in  the 
preamble  to  the  proposed  rule 
amendments  publisned  on  March  5, 
1992,  and  in  the  preamble  to  the  final 
rule  issued  March  7, 1990,  that  the  10 
Mg/yr  control  threshold  was  not 
intended  to  be  a  target  level,  and  that  a 
target  level,  if  established,  would  need 
to  be  less  than  10  Mg/yr  to  guarantee 
attainment  of  the  NESHAP  risk 
protection  goals. 

Second,  uie  descriptions  of  the  treat 
to  a  target  alternatives  suggested  by 
some  of  the  commenters  imply  that  if  a 
facility  met  the  target  level,  then  it 
would  not  be  subject  to  the  monitoring, 
reporting,  and  recordkeeping  provisions 
of  the  rule.  FaciUties  would,  in  efiiact,  be 
able  to  "treat  out"  of  the  rule.  Because 
facilities  above  the  10  Mg/yr  TAB 
control  threshold  level  have  been 
identiHed  as  potentially  not  meeting  the 
NESHAP  risk  protection  goals  if 
controls  are  not  installed,  operated,  and 
maintained  properly,  the  EPA  believes 
that  all  facilities  subject  to  control 
requirements  should  also  be  subject  to 
monitoring,  reporting,  and 
recordkeeping  requirements. 

Based  on  the  considerations  described 
above,  the  EPA  has  developed  and 
included  in  the  final  rule  amendments 
promulgated  today  an  alternative 
compliance  option  based  on  treatment 
to  a  target  benzene  quantity.  The 
proposal  solicited  alternative 
compliance  options  that  would 
encourage  reclamation  and  recycling. 
This  structure  is  conceptually  based  on 
responses  of  commenters  to  that 
solicitation,  with  specific  variations  to 
address  concerns  of  the  EPA. 

B.  Description  of  Alternative 
Compliance  Option  Selected  by  the  EPA 

G  Promulgation 
s  discussed  above,  the  EPA  selected 
t-to-a-target  benzene  quantity  as  the 


format  for  an  alternative  compliance 
option.  This  compliance  option  is 
available  to  facilities  who  are  subject  to 
the  control  requirements  of  the  rule.  To 
demonstrate  compliance  imder  this  new 
alternative,  a  facility  determines  its 
benzene  quantity.  Tlie  facility  benzene 
quantity  is  determined  by  summing  the 
mass  of  benzene  in  all  aqueous  wastes 
subject  to  the  rule  at  the  point  where 
each  waste  first  enters  a  waste 
management  imit  that  is  not  controlled 
for  air  emissions  to  at  least  the  same 
degree  required  by  §§61.343  through 
61.348(a).  The  benzene  in  wastes  that 
are  aqueous  at  their  point  of  generation 
and  the  benzene  in  wastes  that  become 
aqueous  through  mixing  are  included  in 
the  target  benzene  quantity.  Wastes  that 
are  organic  (and  remain  organic)  most 
be  managed  in  controlled  units  under 
this  option.  The  facility  target  benzene 
quantity  alternative  compliance  option 
is  an  alternative  within  the  general 
standards.  A  facility  choosing  this 
option  is  not  allowed  to  use  the  process 
wastewater  exemption  or  the  2.0  Mg/yr 
small  benzene  quantity  exemption. 

To  determine  the  target  benzene 
quantity  level  for  this  alternative,  the 
EPA  used  the  same  modeling  and 
exposure  analysis  performed  to  support 
development  of  the  original  rule.  The 
analysis  indicated  that  a  target  benzene 
quantity  of  6.0  Mg/yr.  even  under 
reasonable  worst-case  assumptions, 
would  meet  the  NESHAP  goals  for 
maximum  individual  risk  and  total 
population  risk. 

In  the  final  rule  amendments,  the 
alternative  compliance  option  is  set 
forth  in  §61. 342(e).  Under  this 
provision,  the  owner  or  operator  may 
choose  to  control  or  treat  any 
combinatioii  of  aqueous  waste  streams 
that  contain  benzene  provided  that  the 
target  benzene  quantity  is  maintained 
below  6.0  Mg/yr.  Organic  wastes  are 
required  to  be  managed  in  imits 
controlled  for  benzene  air  emissions  as 
they  would  be  without  the  target 
benzene  quantity  alternative  compliance 
option. 

The  rule  specifies  that  under  this 
alternative  compliance  option,  the  target 
benzene  quantity  is  calculated  by 
summing  the  mass  of  benzene  in  all 
waste  streams  managed  in  units  that  do 
not  comply  with  §§  61.343  through 
61.348(a).  The  mass  of  benzene  is 
determined  at  the  point  of  generation  for 
a  waste  stream  if  the  first  unit  in  which 
the  waste  is  managed  is  not  equipped 
with  air  emission  controls  as  specified 
in  the  rule.  If  the  first  unit  after  the 
point  of  generation  is  controlled,  the 
mass  of  benzene  in  each  waste  stream  is 
determined  at  a  point  before  the  waste 
enters  the  first  unit  that  is  not  controlled 


for  benzene  air  emissions  in  accordance 
with  §§61.343  through  61.348(a). 

The  EPA  recognizes  that  in  some 
waste  management  scenarios,  wastes 
may  be  mix»d  in  ways  that  could  result 
in  multiple  counting  of  benzene  in  the 
determination  of  the  target  benzene 
quantity.  For  example,  where  controlled 
and  imcontrolled  wastes  are  combined 
in  a  controlled  unit  and  then  later 
managed  in  an  uncontrolled  unit,  the 
benzene  quantity  determined  in  the 
resultant  stream  would  contain  benzene 
previously  counted  toward  the  target 
benzene  quantity,  since,  as  described  in 
this  example,  some  of  the  wastes  were 
managed  in  uncontrolled  imits  prior  to 
combination.  In  this  situation,  the  final 
rule  requires  that  the  total  benzene 
quantity  in  the  combined  stream  be 
determined  to  count  towards  the  target 
benzene  quantity.  However,  if  this 
approach  results  in  a  benzene  quantity 
that  exceeds  the  6.0  Mg/yr  target 
benzene  quantity,  and  a  portion  of  the 
benzene  has  previously  been  included 
in  the  benzene  quantity,  the  benzene 
quantity  determined  for  the  combined 
stream  may  be  corrected  to  not  double 
count  the  portion  of  the  benzene  that 
had  been  counted  previously.  In  this 
correction,  losses  of  benzene  due  to 
emissions,  removal,  or  destruction  in 
management  units  prior  to  the 
determinations  for  the  combined 
streams  shall  be  calculated  and 
considered  in  the  target  benzene 
quantity.  All  calculations  must  be 
documented. 

Similar  to  the  determination  of 
facility  TAB,  the  benzene  in  all 
materials  that  meet  the  definition  of 
waste  in  the  rule  and  that  contain  10 
percent  or  more  of  water  (or  that  are 
combined  with  other  streams  such  that 
they  contain  10  percent  or  more  of 
water)  must  be  included  in  the  target 
benzene  quantity  determination  except 
for  those  materials  exempted  from  all 
aspects  of  subpart  FF  in  §  61.340(c). 
Wastes  transferred  offsite  must  also  be 
included  in  the  target  benzene  quantity 
determination.  For  the  purpose  of 
determining  the  target  benzene  quantity, 
the  benzene  in  an  aqueous  waste 
managed  entirely  in  units  uncontrolled 
for  air  emissions  is  counted  at  the 
waste's  point  of  generation.  The 
benzene  in  an  aqueous  waste  managed 
in  imits  equipped  with  air  emission 
controls  is  counted  at  the  point  where 
the  waste  enters  the  first  waste 
management  unit  not  controlled  for  air 
emissions  to  the  level  required  by  the 
applicable  control  requirements  of 
§§  61.343  through  61.348(a).  The 
benzene  in  an  aqueous  waste  that  is 
treated  to  reduce  benzene  is  counted 
alter  the  treatment  device  when  the 
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wasla  fint  mUms  a  unit  oo(  cantioUad 
to  the  levat  rM|uirad  by  §§61.343 
throii^  61.348(a).  fttovided  that  tba 
treakoMal  davioa  and  Um  units  in  which 
the  warta  ia  managpwl  prior  to  ttroatmant 
ara  contioUMl  lor  air  amiaaiona.  If  aach 
waste  stiaaa  aniaring  an  enhanced 
liiiiriagradatifT  unit  it  iaaa  than  10 
ppaawr  oa  a  flow-«raighted  annual 
averse  basia  «id  aU  pricv  units  are 
contioUad.  than  the  banaane  entering 
the  enhaacad  Uedasmdatian  unit  ia  not 
jncJMdad  ia  A>  daiaaaiinatinn 

QcgMik:  ¥>aatea  (i.ew,  thoae  containing 
laas  than  10  percent  wrata^  an  not 
included  in  the  tai^  benzene  <piantit]r 
ualesa  they  are  mixed  writh  other 
material*  Buch  that  they  become 
aqueoua.  For  example,  the  bmizene  la 
an  ocgpnlc  wwste  nanaged  in  a 
wastewater  ayatam  not  oontroUed  to  the 
level  myiired  by  §§61.343  through 
61.348(a)  wh«e  the  waste  becomea 
mixed  with  aqueous  waste  is  included 
in  the  target  benzene  (mantily  based  on 
the  benzene  content  of  the  waste  at  its 
poiat  of  generation  or  if  an  organic 
waste  is  managed  hi  controlled  uniU. 
when  the  waste  enters  the  first  unit  not 
controlled  to  the  level  required  by 

§§  61.343  through  61.348U). 

Ho«wever.  the  control  requirements  for 
organic  waataa'that  remain  otgaotc 
during  waste  management  an  still 
applioble  under  this  alternative.  That 
is.  organic  waatas  containmg  10  ppmw 
or  greater  of  beaaens  nuat  be  managed 
in  unite  equipped  with  air  amission 
controb  to  the  level  required  by  subpait 
FF.  Further,  an  o%raar  or  ofwrator  who 
selects  this  ahemative  coaapliance 
option  may  not  also  take  advantage  of 
any  olhav  coaapliance  option  in  the  rule 
under  which  waatea  may  be  exempted 
froai  control  such  aa  the  option  for 
exempting  waslee  containing  up  to  2J> 
Mg/yr  of  benzene  to  §  &1.342(cK3). 

Then  an  three  key  difierencaa  in  how 
the  benzene  quantity  is  determined 
under  the  new  alternative  compliance 
option  aa  opposed  to  how  facility  TAB 
is  determined.  First,  aa  already 
mentioned  under  the  target  benzene 
quantity  alternative  comphaoce  option, 
if  a  wasta  stream  is  amtinuously 
managed  beyond  the  poiat  of  generation 
in  wasta  BMnagament  or  treatment  units 
equipped  with  air  emission  controla. 
banaaaa  concentration  and  quantity  an 
not  determined  at  the  waate's  point  of 
generation,  aa  would  be  done  tor  TAB, 
but  at  a  point  bafon  the  weate  enters  the 
first  unit  net  coatrolled  to  the  level 
required  by  §§  61.343  dmiugh  61.348(a). 
Second,  the  benzene  in  lamadiatioa 
wastes.  vrWch  ia  not  included  in  TAB. 
is  indwded  in  the  target  benzene 
quantity  datanaiaatioa.  Thiid.  the 
benzaae  ia  procees  unit  turaareund 


wastes,  wrhich  maybe  averaged  over  the 
period  between  turnarounds  in  the 
calculation  of  TAB.  ia  included  in  the 
target  benzene  quantky  determiaation 
in  the  year  in  which  the  wastes  an 
generated. 

Remediation  wastes  aro  not  included 
in  the  calculation  of  TAB  to  not 
discourage  voluntary  nmediatioa 
actions  by  facilitiea  whose  TAB'S  an 
below  10  Mg/yr  by  not  subjecting  than 
to  the  control  requireoients  of  the  rule. 
Since  treatment  to  lower  TAB  is  not 
allowable,  these  fsdlities  have  no 
options  that  would  keep  the 
remediation  wastea  bom  possibly 
aSacting  facility  applicability. 

In  contrast,  the  target  benzene 
quantity  alternative  compliance  option 
is  an  optional  means  of  compliance 
available  to  facilities  determined  to  be 
sublet  to  the  control  requirements  of 
the  rule.  Facilities  have  flexibility  to 
take  actions  (such  as  treating  wastes) 
that  affect  the  calculation  of  the  benzene 
quantity  that  they  do  not  have  urith 
TAB.  Due  to  the  flexibility  available 
under  the  target  benzene  quantity 
alternative  compliance  option,  the  EPA 
believes  it  is  appropriate  that  the 
benzene  in  all  aqueous  wastes, 
including  the  benzene  in  aqueous 
remediation  wastes,  be  included  ia  the 
benzene  Quantity. 

Similarly,  the  Denzene  in  procaas  unit 
tiimaround  wastea  may  be  averaged 
over  the  period  between  turnaiouads  in 
the  calculation  of  TAB  due  to  a  facility 
applicability  concern,  namely  to  reduce 
the  impact  on  small  facilitiea  whoae 
TAB  would  go  above  10  Mg/yr  only  in 
years  that  tumarouad  occurs  if 
averaging  were  not  allowed.  With  the 
flexibility  provided  under  the  target 
benzene  quantity  option,  a  facility  atay 
treat  process  unit  txvnaround  wastea  it 
necessary  to  keep  its  benzene  miantity 
below  6i>  Mg/yr.  Considering  tnis 
flexibility,  the  EPA  sees  no  need  to 
provide  an  averaging  option  for  process 
unit  turnaround  wastes  under  thie  target 
benzene  quantity  alternative  compliance 
option. 

A  facility  that  selects  the  targiat 
bi»"^*"^  quantity  alternative  compliance 
option  must  also  account  for  wastea  that 
are  sent  offsite.  The  benzene  in  waatea 
sent  ofEsite  that  contain  10  percent  or 
more  of  water  at  their  point  of 
generation  counts  towards  the  target 
benzene  quantity  of  the  facility  from 
which  the  waste  is  transferred  (e.g..  the 
geaanting  facility).  The  bensaaa 
qaaatity  of  theae  wastea  ia  determined 
at  the  point  before  the  waate  eaten  the 
first  unit  that  b  not  controllad  according 
to  §§61.343  through  61.348(a).  ThU 
point  may  be  at  the  ofiaite  facility 
provided  thet  documentation  of  the 


benzMW  quantity  ia  obtained  from  the 
ofEsite  facility  and  the  documentation 
also  indicataa  that  the  waste  is  managed 
in  controlled  unite  up  to  the  point  the 
benzene  quantity  b  detmnlaed.  Tba 
benzene  in  wastes  that  an  input  to 
another  process  at  an  offute  bcility  aiay 
be  counted  aa  aero  in  die  determination 
of  target  benzene  quantity  for  the 
generating  facility,  provided  the  waste  is 
managed  in  unit*  controlled  according 
to  §§  61.343  throu^  ei.348(a)  prior  to 
reentering  a  process  and  documentation 
is  obtained.  A  generating  facility 
mthottt  documentation  from  the  ofbite 
facility  determinea  benzene  quantity  of 
theae  wastes  at  th*  point  when  the 
waste  leevea  the  generating  facility, 
assuming  the  waste  b  managed  in  units 
controlled  according  to  §§  61.343 
throu^  61.348(a)  up  to  thai  point  All 
organic  wastes  sent  offisite  must  also  be 
controlled  at  the  receiving  facility  in 
units  that  meet  subpart  FF  control 
requirements,  and  documentation  of 
these  controb  anist  be  obtained  by  the 
generating  facility. 

Similar  to  the  notification 
requirements  in  the  rale  far  other  wastea 
required  to  be  controlled  under  subpart 
FF  that  are  sent  oSsite,  the  rule  requires 
the  generator  to  include,  with  eadi 
shipment  of  wasta  that  must  be 
controlled  under  the  target  benzene 
quantity  alternative  complianca  option, 
a  notice  to  the  receiving  facility 
imycating  that  the  waste  b  subject  to 
subpart  FF  sod  how  it  must  be 
controlled  at  the  ofisito  facility. 

The  target  benzana  quantity 
alternative  compliance  option  b  alao 
available  to  a  TSDF  that  b  subiect  to  the 
control  requkeraents  of  aubpart  FF 
because  the  facility  baa  a  TAB  of  10  Mg/ 
yr  or  greater.  Howevar.  any  wastes 
received  by  the  TSDF  that  have  been 
designated  for  control  under  a 
generator's  compliance  plan  under 
§§  61.342(e)  or  (f)  are  not  eligible  for  less 
suingent  control  at  the  TSDF  under  the 
target  benzene  quantity  compliance 
option. 

As  noted  earlier,  the  EPA  held  several 
meetings  followdng  proposal  of  the 
clarifying  amendments  to  discuss 
possible  akecnative  complianoa  c^ona 
for  subpart  FF  with  representatives  of 
individual  companiea.  trade 
assocbtiona,  and  an  environmental 
youp.  At  these  meotingg.  the  EPA 
presented  a  tentative  description  of  the 
target  baozane  cpiantity  alternative 
compliance  cDtioB. 

Following  these  meetings,  members  of 
industry  suggested  thet  streams 
contdntrtg^MS  then  10  ppmw  benzene 
not  be  included  in  the  drterminaUen  of 
liMiiann  quantity.  However,  ao 
informatioa  «vas  submitted  on  the  total 
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mass  of  benzene  in  these  streams,  or  on 
their  impact  on  their  contribution  to 
facility  benzene  emissions  and  risk. 

The  EPA  intended  that  the  target 
benzene  quantity  alternative  compUance 
option  encompass  all  waste  streams 
managed  at  a  racility.  including  those 
containing  less  than  10  ppmw  of 
benzene.  This  provides  the  maximum 
degree  of  flexibility  to  owners  and 
operators  in  choosing  a  compliance 
approach  while  still  limiting  benzene 
emission  to  ensure  that  the  NESHAP 
risk  goals  will  be  met.  For  example,  an 
owner  or  operator  may  find  that  it  is 
more  cost  effective  to  treat  certain  high 
volume  waste  streams  containing  less 
than  10  ppmw  benzene  than  controlling 
numerous  other  low  volume  streams, 
such  as  maintenance  wastes,  containing 
higher  concentrations  of  benrane.  The 
target  benzene  quantity  alternative 
compliance  option  would  allow  this. 

Further,  the  benzene  in  all  waste 
streams,  including  the  benzene  in  less 
than  10  ppmw  benzene  streams,  was 
counted  towards  the  benzene  quantity 
in  the  analysis  that  identiHed  6.0  Mg/yr 
as  a  target  benzene  quantity  level  that 
would  meet  the  NESHAP  risk  goals.  If 
streams  containing  less  than  10  ppmw 
of  benzene  were  to  be  excluded  from  the 
target  benzene  quantity,  the  target  level 
would  be  substantially  lower  than  6.0 
Mg/yr  to  ensure  that  the  NESHAP  risk 
protection  goals  would  be  met.  For  these 
reasons,  the  benzene  in  waste  streams 
with  less  than  10  ppmw  benzene  must 
be  included  in  benzene  quantity  as  it  is 
determined  under  the  final  rule 
amendments. 

VII.  Monitoring,  Recordkeeping,  and 
Reporting 

Comments  were  received  on  specific 
monitoring,  recordkeeping,  and 
reporting  requirements  included  in  the 
proposed  clarifying  amendments.  In 
addition,  general  comments  on  the 
reporting  and  recordkeeping  burden 
associated  with  the  entire  rule  were 
received.  These  comments  and  the 
EPA's  responses  are  presented  below. 

A.  Proposed  Clarification  on  Monitoring 
Requirement  for  Wastewater  Treatment 
Systems 

In  the  March  5. 1992  notice,  the  EPA 
proposed  that  §  61.354(b)  of  the  rule  be 
changed  to  require  that  the  flow  rate  and 
benzene  concentration  of  each  stream 
entering  the  first  unit  not  controlled  for 
air  emissions  (an  "exempt  unit")  be 
continuously  monitored,  except  for 
biodegradation  units.  For  each 
enhanced  biodegradation  unit  that  is  the 
first  exempt  unit  in  a  treatment  train,  it 
was  proposed  that  the  benzene 
concentration  of  waste  streams  entering 


the  unit  be  continuously  monitored. 
These  changes  were  proposed  to  make 
the  §  61.354(b)  monitoring  requirements 
consistent  with  the  control  requirements 
for  wastewater  treatment  systems 
complying  with  §61. 348(b).  Section 
61.354(b)  in  the  original  rule  required 
monitoring  of  the  flow  rate  of  each 
wastewater  stream  exiting  the 
wastewater  treatment  system.  The  EPA's 
intent,  as  explained  in  the  preamble  to 
the  proposed  clarifying  amendments, 
was  that  monitoring  be  conducted  of 
both  the  flow  rate  and  benzene 
concentration  of  streams  entering  the 
flrst  exempt  unit,  and  of  the  benzene 
concentration  of  streams  altering 
enhanced  biological  treatment  units. 

Numerous  commenters  objected  to  the 
proposed  change  to  §  61.354(b).  Many 
commenters  stated  that  the  continuous 
monitoring  of  benzene  in  waste  streams 
is  unduly  expensive.  Cost  estimates 
cited  by  commentera  ranged  from 
$300,000  capital  costs  for  an  entire  plant 
to  over  $350,000  for  each  waste  stream. 
One  commenter  estimated  that  between 
10  and  40  analyzers  would  be  necessary 
at  the  typical  reflnery,  resulting  in 
annual  costs  ranging  from  $3.5  million 
to  $14  million  for  continuous  benzene 
monitoring  at  a  single  facility. 

Some  commenters  argued  that 
monitoring  requirements  were 
unnecessary.  Others  suggested  that 
other  less  frequent  techniques,  such  as 
periodic  grab  sampling,  would  provide 
information  comparable  to  continuous 
monitors. 

After  an  evaluation  of  the  comments 
received  and  further  investigation,  the 
EPA  has  revised  the  monitoring 
requirements  for  wastewater  treatment 
systems  in  §  61.354(b)  in  the  final  rule 
amendments.  Monitoring  of  the  flow 
rate  and  benzene  concentration  of  the 
streams  entering  the  first  exempt  unit  is 
required,  as  well  as  monitoring  of  the 
benzene  concentration  of  the  streams 
entering  an  enhanced  biological 
treatment  unit.  However,  the  proposed 
requirement  for  continuous  monitoring 
has  been  deleted.  Instead,  monthly 
determinations  are  required. 

Since  compliance  with  the 
wastewater  treatment  system  provisions 
of  §  61.348(b)  is  based  on  a 
determination  of  the  total  mass  of 
benzene  in  streams  entering  exempt 
units,  and  the  benzene  concentration  of 
streams  entering  both  exempt  units  and 
enhanced  biological  treatment  units,  the 
EPA  believes  that  monitoring  of  these 
parameters  is  reasonable  and 
appropriate.  Although  compliance  is 
based  on  annual  flow  rates  and  annual 
average  benzene  concentration  of 
streams  managed  in  the  wastewater 
treatment  system,  monitoring  of  these 


parametera  on  a  more  frequent  basis  will 
track  fluctuations  in  flow  rate  and 
concentration.  Data  obtained  through 
this  monitoring  will  provide  an  early 
indication  of  whether  compliance  Mdll 
be  achieved  on  an  annual  basis  and 
allow  owners  and  operatora  to  make 
changes  in  process  or  waste 
management  operations  if  necessary. 

Although,  for  these  reasons,  the  cPA 
believes  that  monitoring  is  reasonable 
and  appropriate,  further  investigation  of 
the  cost  of  continuous  monitoring 
systems  led  the  EPA  to  agree  with 
commentera  that  the  costs  of  these 
systems  outweigh  the  benefits  for  the 
purposes  of  this  rule.  Vendor  estimates 
obtained  by  the  EPA  of  the  capital  cost 
of  a  system  to  continuously  monitor 
benzene  concentration  ranged  from 
$40,000  to  $125,000  per  stream 
monitored.  In  addition  to  the  initial  cost 
of  the  system,  maintenance  costs  can  be 
significant.  For  example,  the  EPA 
estimates  that  the  annual  costs  of  the 
weekly  calibration  required  could  be 
about  $10,000  per  monitoring  device. 
While  these  costs  are  lower  than  those 
estimated  by  commentera,  the  EPA 
considera  these  costs  to  be  high  when 
compared  to  other  available  options. 

The  EPA  believes  that  for  the 
purposes  of  monitoring  compliance 
with  §  61.348(b).  monthly 
determinations  of  benzene 
concentration  and  flow  rate  are 
adequate.  Units  that  are  expected  to  be 
exempt  from  control  are  likely  to  be 
near  (he  end  of  the  wastewater 
treatment  system,  after  the  mixing  of 
many  waste  streams  and  management  in 
units  that  tend  to  dampen  out  variation 
in  flow  and  concentration.  Therefore, 
frequent  fluctuation  in  the  benzene 
concentration  is  not  expected.  This 
sampling  frequency  is  consistent  with 
the  requirements  contained  in 
§  61.354(a)  for  monitoring  the  effluent 
from  waste  treatment  systems. 
Therefore,  in  the  final  rule  amendments. 
§  61.354(b)  requires  monthly  monitoring 
using  grab  sampling  to  determine 
benzene  concentration  and  the 
procedures  of  §  61.355(b)  to  determine 
flow  rate. 

Some  comments  on  the  monitoring 
requirements  for  wastewater  treatment 
systems  complying  with  §  61.348(b) 
suggested  misunderatanding  of  the 
EPA's  intent.  For  example,  many 
commenters  focused  only  on  the  need  to 
monitor  benzene  concentration.  These 
commentera  are  reminded  that  under 
§  61.348(b).  there  are  two  criteria  that 
must  be  met  before  a  waste  management 
unit  is  exempt  from  control.  A  unit  does 
not  have  to  be  equipped  with  benzene 
air  emission  controls  if  (1)  the  benzene 
content  of  each  stream  entering  the  unit 
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is  Ie6s  than  10  ppmw  benseiw  on  ■  flow- 
weightad  annual  avanga  basis,  and  (2) 
the  total  annua)  bensena  quantity 
contained  in  all  waste  streams  managed 
in  exempt  units  in  the  wastewater 
treatment  system  is  lass  th«i  1  Mg/yr. 
To  detannine  if  the  second  criterion  is 
met.  the  flow  rate  of  streams  must  be 
estimated  and  hence  the  need  to 
monitor  this  parameter  as  well  as 
benzene  concentratitMi. 

Misunderstanding  is  also  evident  in 
comments  made  on  the  number  of  waste 
streams  that  must  be  monitored,  bikI  on 
the  costs  associated  with  monitoring 
these  streams.  Wastewater  treatment 
systems  typically  are  comprised  of  a 
combination  of  waste  management  units 
(e.g..  oil/ water  separators.  DAF  unit*.  • 
equalization  basins,  activated  sludge 
tanks,  and  clarifiers)  configured  in 
series  to  form  a  wastewater  treatment 
train.  Facilities  typically  have  one 
treatment  train,  although  larger  plants 
may  have  two  parallel  trains.  Prior  to 
entering  a  wastewater  treatment  system, 
individual  wrastewater  streams  are 
normally  combined  to  facilitate 
treatment  in  a  treatment  train.  The 
intent  of  proposed  §  61.354(b)  is  to 
monitor  the  benzene  concentration  and 
flow  of  this  combined  wastewater 
stream  at  the  point  where  it  enters  the 
first  exempt  unit  in  a  treatment  train. 
This  requirement  should  require  a 
limited  number  of  monitoring  devices. 
Commenters  who  claimed  that  many 
streams  would  have  to  be  monitored 
apparently  misinterpreted  861.354(b)  to 
mean  that  the  flow  and  benzene 
concentration  of  each  waste  stream  that 
is  eventually  combined  and  managed  in 
an  exempt  unit  in  a  wastewater 
treatment  system  must  be  monitored  at 
its  point  of  generation.  This  is  not  a 
correct  interpretation  of  the  rule. 
Monitoring  of  the  combined  stream  at 
the  point  where  it  enters  an  exempt  unit 
is  what  is  intended. 

B.  ^4aintenance  Turnaround  Plan 

In  the  notice  of  proposal,  the  EPA 
asked  for  comments  on  several  aspects 
of  the  proposed  requirement  for  a 
maintenance  turnaround  plan  in 
§61.356(m)  (see  57  FR  8023). 

Several  commenters  argued  that 
because  maintenance  turnaround  wastes 
were  abeedy  subiect  to  the  control 
requirements  of  the  rule  at  facilities 
*vith  a  TAB  of  10  Mg/yr  or  greater,  the 
requirement  for  a  plan  to  minimize  air 
emissions  from  maintenance  turnaround 
wastes  at  these  facilities  was  redundant 
and  unnecessary.  The  recordkeeping 
burden  associated  with  preparing  a  plan 
was  criticized  as  excessive  by  .some 
commenters  who  requested  a  reduction 
in  the  level  of  detail  required.  One 


commenter  said  that  the  language  of  the 
proposal  preamble  suggested  that  a 
sep«uate  plan  would  be  required  for 
each  turnaround  and  asked  that  it  be 
clarified  that  a  single  generic  plan  was 
required  at  a  fociKty. 

Many  commenters  asked  that  the 
proposed  requirement  that  the 
maintenance  turnaround  plan  be  in  the 
plant  operating  record  by  the  effective 
date  of  the  rule  amendments  be 
modified  such  that  the  plan  was  not 
required  until  60  to  90  days  befbra 
turnaround  actually  occurs.  One 
commenter  supported  the  need  for  a 
maintenance  turnaround  plan  in 
conjunction  with  a  suggested  ahamative 
compliance  option. 

The  maintenance  turnaround  plan,  as 
proposed,  has  been  interpreted  to  apply 
to  benzene  emissions  generated  during 
activities  associated  with  process  unit 
turnarounds.  However,  subpart  FF  is 
intended  to  apply  only  to  the  wastes 
generated  by  process  unit  turnarounds. 
The  EPA  considers  the  turnaround 
activities,  even  though  they  generate  the 
wastes,  to  be  part  of  process  unit 
operations,  rather  than  waste 
management  operations. 

The  EPA  considered  all  of  the 
comments  on  the  turnaround  plan  and 
has  deleted  the  plan  from  the 
requirements.  Because  wastes  generated 
during  a  turnaround  are  subject  to  the 
requirements  of  the  rules,  there  is  an 
incentive  for  facilities  to  minimize  the 
amount  of  wastes  generated.  Wastes  that 
are  generated  must  be  accounted  for  in 
the  TAB  determination.  Further,  not  all 
wastes  generated  during  turnarounds 
require  control  due  to  the  small  quantity 
exemptions  and  the  alternative 
compliance  option.  Finally,  there 
appears  to  be  some  confusion  over  the 
scope  of  the  plan.  For  these  reasons,  the 
EPA  has  deleted  the  requirement  for  the 
process  unit  turnaround  plan  in  the 
final  rule  amendments. 

C.  Other  Comments  on  Monitoring, 
Reporting,  and  Recordkeeping 

Comments  were  also  received  on 
other  aspects  of  the  monitoring, 
reporting,  and  recordkeeping 
requirements  of  the  rule.  These  are 
discussed  below. 

Several  comments  were  received  on 
the  monitoring,  reporting,  and 
recordkeeping  requirements  associated 
with  wastes  that  are  sent  offsite  by  a 
generator  to  a  TSDF.  One  commenter 
stated  that  no  rationale  had  been 
presented  by  the  EPA  for  requiring  the 
generator  to  include  a  notice  with 
wastes  shipped  offcite  that  they  must  be 
managed  and  treated  to  meet  subpart 
FF.  Another  commenter  claimed  that 
the  inspection,  monitoring. 


recordkeeping  and  reporting 
requirements  will  be  a  heavy  burden  for 
handlers  of  a  large  number  of  containers 
such  as  drums  that  are  filled  once  and 
then  sent  to  a  TSDF.  This  commenter 
proposed  an  alternative  that  would 
allow  initial  monitoring  of  containers 
for  detectable  emissions  after  the 
containers  are  filled.  Containers 
certified  to  have  no  detectable  emissions 
would  be  labeled  as  sudi.  No  additional 
monitoring  or  inspection  of  these 
containers  would  be  required  until  the 
containers  were  reopened. 

These  comments  are  outside  of  the 
scope  of  the  proposed  clarifying 
amendments.  Further,  they  are  not 
questions  for  clarification;  rather  they 
are  requests  to  change  the  original  rule 
requirements. 

6ommanters  noted  that  §  61.357(d)(1) 
in  the  proposed  amendments  requiring 
a  compliance  certification  "within  90 
days  after  March  5,  1992"  was  in  error. 
The  proposed  language  of  this  section 
should  have  read  "within  90  days  af^er 
(date  of  promulgation  of  clarifying 
amendments)."  A  notice  was  issued  by 
the  EPA  on  May  20. 1992  (57  FR  21368) 
to  correct  this  error. 

One  commenter  suggested  that  if  there 
have  been  no  changes  to  a  report 
previously  submitted  that  summarizes 
the  regulatory  status  of  each  waste 
stream  (as  described  in  proposed 
§61 .357(a))  then  only  a  statement  that 
the  previous  report  is  still  valid  should 
be  required,  rather  than  the  submission 
of  a  copy  of  the  previous  report.  The 
EPA  agrees  with  the  commenter  on  this 
point  and  §  61.357  has  been  amended  as 
suggested. 

One  commenter  stated  that  there 
should  be  no  reporting  requirements  for 
facilities  that  do  not  have  any  benzene 
in  process  or  waste  materials.  The  EPA 
views  the  reporting  requirements  in  the 
rule  for  these  facilities  as  minimal  and 
necessary.  Chemical  plants,  petroleum 
refineries,  coke  by-product  recovery 
plants,  and  TSDF  that  receive  wastes 
from  these  industries  are  subject  to 
subpart  FF.  Under  S  61.357(a).  a  facility 
subject  to  subpart  FF  that  has  no 
benzene  onsite  in  wastes,  products,  by- 
products, or  intermediates  is  required  to 
submit  only  a  statement  to  this  effect. 
The  EPA  believes  that  this  minimal 
reporting  is  necessary  to  identify  all 
plants  potentialfy  subject  to  the  rule  and 
to  diflierentiate  those  fecilities  that  must 
install  controls  from  those  that  do  not 
have  to  install  controls.  Therefore,  there 
is  no  change  to  this  requirement  from 
proposal. 

Two  comments  were  received  by  the 
EPA  on  recordkeeping  and  reporting 
requirements  promulgated  in  the 
original  rule  for  subpart  FF.  although 
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the  EPA  did  not  propose  changes  to 
these  requireinents  in  the  claiming  rule 
amendments.  Commenters  requested 
that  the  EPA  consider  the  overlap  of 
recordkeeping  and  reporting 
requirements  under  subpart  FF  with 
recordkeeping  and  reporting 
requirements  under  the  new  stand2ads 
developed  under  Section  112  of  the 
Clean  Air  Act  as  amended  in  1990, 
including,  in  particular,  die  proposed 
NESHAP  for  Source  Categories:  Organic 
Hazardous  Air  Pollutants  from  the 
Synthetic  Organic  Chemical 
Manufacturing  Industry  and  Seven 
Other  Processes  NESHAP.  One 
commenter  recommended  specifically 
that  the  EPA  require  reporting  for 
subpart  FF  on  a  semiannual  basis  to  be 
consistent  with  the  new  opmBting 
permit  program  requirements  (57  FR 
32250). 

In  the  clarifying  amendments,  the 
EPA  did  not  propose  any  change  to  the 
recordkeeping  and  reporting 
requirements  of  theoriginal  rule. These 
requirements  were  proposed  on 
Septen^Mf  14. 1989.  and  opportunity  for 
public  comment  occurred  at  that  time. 
The  EPA  responded  to  comments  on  the 
proposed  recordkeeping  and  reporting 
requirements  in  the  notice  of  final 
rulemaking  issued  cm  March  7, 1990 
(see  55  FR  6318).  Therefore,  these 
commraits  on  the  original  recordkeeping 
and  reporting  requirements  are  outside 
the  scope  of  this  rulemaking.  However, 
one  of  the  commenters  requested 
corrections  of  some  errors  in  the  cross- 
referencing  in  the  rule  requirements  and 
also  suggested  minw  changes.  The  EPA 
made  the  suggested  corrections  and 
minor  changes  to  the  recordkeeping  and 
reporting  requirem«its  and  they  do  not 
change  the  burden  associated  with  the 
recordkeeping  and  reporting. 

One  commenter  claimed  that 
hundreds  of  hours  per  year  per  response 
would  be  required  to  collect  information 
necessary  to  comply  with  the  reporting 
and  recordkeeping  requirements  of 
subpart  FF  as  opposed  to  the  EPA's 
estimate  of  11.9  hours  per  respcmse. 
This  commenter  claimed  that  additional 
review  is  called  for  imder  the 
Paperwork  Reduction  Act. 

The  estimate  of  11.9  hours  per 
response  presented  in  the  preamble  lo 
the  propcised  clarifying  amendments  is 
for  the  information  collection 
requirements  in  the  proposed 
amendments,  and  not  for  the 
information  coUection  reqxilrements  of 
the  entire  rule.  The  information 
coUectioo  requirements  of  the  original 
rule  wreie  approved  by  the  Office  of 
Management  and  Budget  at  the  time  the 
original  rule  was  promulgated  B4»ed  on 
changes  to  the  dcurifying  amendments 


since  i»oposaI,  the  public  reporting 
burden  for  the  rule  amendments  has 
been  reestimated  and  is  presented  in  the 
next  section  of  this  preamble. 

Vm.  Policy  far  Granting  Waivers  of 
Conphance 

Owners  and  operators  of  existing 
sources  subject  to  a  NESHAP 
promulgated  under  the  Qean  Air  Act 
prior  to  the  1990  Qean  Air  Act 
Amendments  must  be  in  compliance 
with  the  rule  within  90  days  of  the 
rule's  effective  date,  luilees  a  waiver  of 
compliance  is  granted  by  the 
Administrator.  The  period  for  a  waiver 
may  not  exceed  2  3rears  beyond  the 
effective  date  of  ths  rule.  For  a 
NESHAP,  the  effective  date  is  the  date 
of  promulgation  in  the  Federal  Rfgiatar. 

To  resolve  confusion  ehovA  sub^rt 
FF,  the  EPA  chose  to  stay  the 
effectiveness  of  the  rule  while  clarifying 
amendments  were  developed.  The 
efliective  date  for  the  amended  rule  is 
today's  date,  and  existing  sources  must 
be  in  compliance  within  90  days  of 
today's  date  unless  a  waiver  of 
compliance  is  granted  by  the 
Administrator. 

The  owner  or  operator  of  an  existing 
source  unable  to  come  into  complete 
compliance  with  the  NESHAP  for 
existing  waste  operations  within  90 
days  of  the  effective  date  of  this  rule 
may  apply  for  a  waiver  of  compliance  in 
accordance  with  the  procedures 
described  in  40  CFR  §§61.10  and  61.11. 
One  requirement  of  those  provisions  is 
to  demonstrate  that  the  additional  time 
is  necessary  for  the  installation  of 
controls.  In  addition,  as  the  EPA  stated 
in  the  March  S,  1992  proposal,  the  EPA 
believes  that  it  is  essential  that  the  risk 
to  human  health  from  benzene 
emissions  be  mitigated.  The  EPA 
believes  that  the  best  way  to  mitigate  the 
benzene  emission  reductions  that  will 
be  lost  due  to  delayed  compliance 
during  the  waiver  period  is  to  reduce 
benzene  emissions  elsev^ere  at  the 
facility.  However,  in  some  instances  it 
may  not  be  tedmically  or  economically 
feasible  to  achieve  such  benzene 
emission  reductions.  Accordingly,  in 
the  preamble  to  the  proposed  rule,  the 
EPA  indicated  that  it  would  consider 
various  other  types  of  environmentally 
beneficial  activities  that  could  be 
credited  (on  a  discounted  basis)  towards 
the  mitigation  goal.  In  the  preamble  to 
the  proposed  rule  amendments,  the  EPA 
set  forth  a  hierarchy  of  activities  (see  57 
FR  at  8026). 

One  commenter  objected  to  the  broad 
degree  of  available  mitigatiim  options. 
The  commenter  expressed  concern  over 
the  ability  of  the  EPA  to  determine 
whether  the  mitigation  made  up  for  the 


lost  benzene  emission  reductions  where 
the  mitigation  included  emission 
reduction  of  nonhazardous  air 
pollutants,  nonair  emission  reductions 
and  nonquantifiable  pollution  reduction 
projects.  The  commenter  requested  that 
only  benzene  emissions  be  credited  for 
mitigation  or  at  least  that  mitigation  be 
limited  to  reductions  of  other  hazardous 
air  pollutants  with  a  weighting  factor 
included. 

The  EPA  understands  the  concern 
about  the  uncertainty  in  equating  one 
type  of  emissions  reduction  with  a 
reduction  of  another  poUutuit  or  in 
another  media,  and,  as  a  result,  the  final 
mitigation  policy  is  somewhat  narrower 
than  outlined  in  the  proposed  rule. 

n  remains  the  EPA  s  policy  that  a 
source  should  seek  to  reduce  other 
benzene  emissions  first,  where  such 
reductions  are  technically  and 
economically  feasible.  However, 
because  of  (1)  the  unique  nature  of  diis 
rule:  (2)  the  efforts  made  thus  fiar  by 
sources  seeking  to  comply  with  the 
benzene  waste  NESHAP;  (3)  die 
relatively  short  period  of  time  that 
remains  for  submitting  waiver 
applications;  (4)  the  conditions  for 
granting  a  waiver  are  more  restrictive 
than  announced  in  the  proposal  notice; 
and  (5)  the  departure  set  forth  herein  is 
consistent  with  efforts  to  resolve 
litigation  brought  by  both 
environmental  and  industry  parties,  the 
EPA  is  providing  opportimities  to 
achieve  the  mitigation  goal  through 
projects  involving  the  reductions  of 
pollutants  other  than  benzene  when 
projects  to  reduce  benzene  emissions 
are  not  technically  and  economically 
feasible. 

Thus,  the  EPA  has  determined  that  a 
source  seeking  a  waiver  must  determine 
and  achieve  its  mitigation  objective  as 
follows.  First,  the  source  must 
determine  the  additional  amount  of 
benzene  emissions  that  will  be  emitted 
to  the  air  from  emission  points  subject 
to  subpart  FF  as  compared  with  the 
emissions  expected  ii  the  source 
complied  widi  that  standard  without  a 
waiver.  Second,  the  soiurx  must 
multiply  that  amount  by  1.5.  This 
quantity,  expressed  in  kilograms, 
becomes  the  source's  mitigation  goal 
Then  a  source  must  identify  how  it  will 
achieve  that  goal. 

The  EPA  will  continue  to  give  the 
highest  priority  to  obtaining  reductions 
of  other  benzene  air  emissions  to  meet 
this  mitigation  goal.  Thus,  a  source  must 
include  in  its  waiver  appUcation  all 
emission  reduction  projects  for  benzene, 
where  it  is  tedmically  and  economically 
feasible  to  achieve  such  benzene 
reductions.  If  a  source  undertakes  a 
benzene  project  (having  determined  it  to 
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be  technically  and  economically  feasible 
based  on  the  benzene  reductions  to  be 
achieved)  that  also  achieves 
coincidental  reductions  of  other 
hazardous  air  pollutants  (HAP's)  or 
volatile  organic  compounds  (VOC's).  the 
source  may  include  as  a  mitigation 
credit  those  coincidental  reductions  on 
a  discounted  basis  as  described  below. 

If  a  source  demonstrates  that  there  are 
no  other  technically  and  economically 
feasible  projects  to  reduce  benzene 
emissions  and  that  as  a  resuh  of  those 
projects  it  still  cannot  achieve  its 
mitigation  goal,  the  EPA  will  accept 
additional  projects  supplying  reductions 
of  other  HAP's  Usted  under  section  112 
of  the  Clean  Air  Act  as  amended  in  1990 
at  a  ratio  of  1.1  kilograms  of  other  such 
pollutants  per  kilogram  of  the  source's 
unmet  mitigation  goal. 

If  a  source  demonstrates  that  emission 
reduction  projects  supplying  sufficient 
reductions  of  other  NAP's  are  not 
available,  the  EPA  will  accept 
additional  projects  resulting  in 
reductions  of  VOC's.  at  a  ratio  of  2.2 
kilograms  of  such  pollutant  per 
kilogram  of  the  source's  unmet  goal. 

Mitigation  may  not  be  credited  if  the 
reduction  is  to  meet  any  other 
regulatory  requirement.  However,  if  a 
source  achieves  early  compliance  with 
some  future  regulatory  requirement,  it 
can  be  credited  with  the  reductions 
which  occur  up  to  the  time  the 
requirement  goes  into  effect. 

Finally,  the  EPA  will  consider  waiver 
applications  for  up  to  three  projects 
involving  reductions  of  sulfur  oxides 
(SOi),  if  the  sources  seeking  these 
reductions  demonstrate  that  adequate 
reductions  of  benzene,  other  NAP's,  and 
VOC's  are  not  available  at  their 
facilities.  These  sources  must  provide  at 
least  2.2  kilograms  of  SO,  for  each 
kilogram  of  credit  towards  the 
mitigation  goal.  The  EPA  believes  it  is 
appropriate  to  consider  these  projects  in 
this  case  only  because  the  planning  for 
these  projects  may  already  be  far 
advanced,  and  it  may  not  be  feasible  for 
such  sources  to  develop  other  mitigation 
projects  in  time  to  apply  for  a  waiver. 

"The  EPA  is  adoptug  the  mitigation 
principles  set  forth  above  for  this  rule 
because  of  the  reasons  outlined  above. 
The  interpollutant  provisions  of  this 
action  do  not  establish  any  precedent 
for  future  actions. 

For  subpart  FF.  the  EPA  believes  the 
waiver  policy  described  in  the  March  5, 
1992  notice  of  proposed  rulemaking  is 
a  legitimate  exercise  of  the 
Administrator's  discretionary  authority 
to  grant  waivers  of  compliance  under 
section  112  of  the  CAA.  This  policy  was 
discussed  in  the  preamble  to  provide 
information  *.o  potential  waiver 


applicants  and  not  to  indicate  that  the 
policy  was  part  of  the  proposed  rule 
amendments  proposed  for  comment. 
The  only  requirement  related  to  waiver 
applications  in  the  proposed  rule 
amendments  was  that  waiver  appUcants 
include,  with  their  applications  imder 
§  61.10.  a  plan  that  is  an  enforceable 
commitment  to  obtain  environmental 
benefits  to  mitigate  the  benzene 
emissions  that  result  from  delayed 
compliance.  This  requirement  is 
retained  in  the  final  rule.  The  criteria  for 
judging  whether  an  application  for  a 
waiver  of  compliance  tor  subpart  FF  is 
acceptable  have  been  establiwed  by  the 
Administrator  under  his  discretionary 
authority  for  granting  waivers.  These 
criteria  are  fully  explained  in  the  waiver 
guidance  document  prepared  since 
proposal  of  the  rule,  as  discussed  in  the 
following  section. 

A.  Waiver  Application  and  Review 
Process 

A  number  of  other  comments 
addressed  issues  related  to  the  waiver. 
Several  commenters  urged  the  EPA  to 
make  the  waiver  application  and  review 
process  simple  and  expeditious.  Some 
suggested  that  the  rule  require  the  EPA 
to  make  determinations  within  30  or  45 
days  of  receipt  of  an  application.  One 
commenter  stated  that  the  EPA  had 
failed  to  substantively  describe  the 
waiver  process.  Another  commenter 
urged  the  EPA  to  solicit  industry 
comment  during  development  of  waiver 
guidance  and  to  release  the  guidance  as 
soon  as  possible. 

The  general  waiver  application  and 
review  process  for  NESHAP  was 
previously  established  in  §§61.10  and 
61.11  of  the  General  Provisions  to  part 
61.  Due  to  the  special  circumstances  of 
subpart  FF.  and  to  expedite  the 
application  and  review  process  for 
waivers  under  subpart  fT,  the  EPA 
prepared  a  draft  guidance  document, 
"Benzene  Waste  Operations — NESHAP 
Waiver  Guidance  Document."  This 
guidance  document  describes  the 
waiver  application  and  review  process, 
articulates  the  policy  to  be  followed  by 
the  EPA  in  reviewing  waiver 
applications  for  subpart  FF,  and 
describes  in  detail  the  information  that 
should  be  included  in  a  waiver 
application  for  this  rule,  with  examples 
provided.  The  draft  guidance  document 
was  circulated  to  trade  associations 
representing  companies  affected  by 
subpart  FF  (including  the  commenter 
who  stated  that  the  EPA  had  failed  to 
substantively  describe  the  waiver 
process),  and  an  environmental  group 
for  comment  on  the  document's  clarity 
and  readability.  The  document  will 
soon  be  publi^ed  and  made  available 


to  the  public.  The  basic  principles  to  be 
included  in  the  document  wne  outlined 
above.  The  EPA  believes  that  this 
guidance  document,  plus  the  general 
procedures  already  established  in 
§§61.10  and  61.11,  will  expedite  the 
process  for  waiver  approval  to  the 
extent  possible  for  this  rule.  The  EPA  or 
the  delegated  authority  will  make  every 
effort  to  review  promptly  all  waiver 
applications.  However,  the  EPA  will  not 
limit  in  advance  the  amount  of  time 
available  for  review  as  suggested  by 
commenters  because  the  EPA  cannot 
anticipate  with  certainty  such  variables 
as  the  complexity  of  each  application 
received  (related  to  site-spMdfic  factors) 
and  the  number  of  applications  that  may 
be  received  by  an  individual  EPA 
regional  office  or  delegated  authority. 

One  commenter  asked  the  EPA  to 
consider  a  less  onerous,  less  detailed 
demonstration  for  granting  a  waiver  of 
several  additional  months  in  cases 
where  the  control  equipment  is 
operating,  but  the  monitoring, 
recordkeeping,  and  other  procedural 
requirements  are  not  vet  in  place. 

The  EPA  believes  that  a  situation  in 
which  a  facility  is  able  to  be  in 
compliance  with  all  of  the  control 
requirements  but  is  not  able  to  comply 
with  the  monitoring  and  recordkeeping 
requirements  is  unlikely.  However,  if 
this  situation  were  to  arise,  there  is  no 
reason  to  make  the  waiver  application 
different.  The  basic  information 
required  relates  to  how  and  when  the 
facility  will  be  in  compliance.  The 
mitigation  plan  is  based  on  the 
estimated  benzene  emissions  that  will 
be  lost  due  to  delayed  compliance.  In 
the  situation  described  by  the 
commenter.  few.  if  any,  benzene 
emissions  may  be  required  to  be 
mitigated. 

B.  Mitigation  Eequirements 

Several  comments  were  received 
related  to  the  proposed  requirement  that 
facilities  submit,  with  a  waiver 
application,  a  plan  that  is  an  enforceable 
commitment  to  obtain  environmental 
benefits  to  mitigate  the  benzene 
emissions  that  result  frt>m  extending  the 
compliance  date.  One  commenter 
argued  that  the  waiver  policy  should  not 
require  offsetting  mitigation  actions 
because  this  requirement  would 
penalize  facilities  that  are  taking 
additional  time  to  implement 
comprehensive  multimedia  compliance 
programs.  Finally,  a  commenter 
specifically  supported  allowing 
reductions  of  other  pollutants  and  non- 
air  media  actions  to  count  towards  a 
facility's  mitigation  goal  and  pointed  to 
other  rules  that  require  control  of 
sources  of  benzene  (other  than  benzene 
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waste  souiCMi)  aft  coke  by-piodnct 
recovory  plants,  thus  liraiting  the 
opportunity  to  reduce  benzene  air 
emissions  from  other  sources  at  these 
fadhties. 

The  grsnting  of  waivers  of  compIiaiKX 
by  tiie  EPA  Amninistrator  is 
discretionary.  That  is,  the  Administrator 
may  grant  a  waiver  of  compliance,  but 
is  not  obligated  to  do  so.  Nothing  in  the 
language  ^  the  statute  limits  the  EPA's 
abiOty  lo  make  the  grmting  of  wnvefs 
for  a  particular  rule  conditional  oo 
terms  that  the  Administrator,  in  his  sole 
judgement,  determines  to  be  necessary 
for  that  rule. 

One  comroenter,  also  a  litigant  on 
subpart  FF.  contends  that  they  should 
not  be  requited  to  provide  for  mitigating 
enviroamental  benefits  because  their 
settlement  agreem«it  makes  no  mention 
of  such  a  requirements.  The  conunenter 
also  contends  that  the  waiver  policy  b 
inconsistent  with  the  settlement 
statement  that  compliance  waivers  will 
be  on  a  refinery-by-iefinery  basis. 

The  EPA  disagrees  with  the 
commenter's  contentions.  The 
settlement  agreement  to  which  the 
commenter  refers  in  no  way  precludes 
a  requirement  that  the  commenter  (or 
any  other  source)  obtain  mitigating 
environmental  benefits  if  it  seeks  a 
waiver  of  compliance  following 
promulgation  of  the  amendments  to 
clarify  40  CFR  part  61,  subpart  FF.  Nor 
does  it  preclude  any  other  condition  of 
the  waiver.  The  criteria  and 
requireaients  for  seeking  a  waiver  will 
apply  to  all  applicants.  The  settlement 
agreement  merely  provides  that  when 
considering  wh^er  to  grant  a  waiver, 
it  will  not  penalize  the  commenter  for 
its  good  faith  belief  that  its  refinery  was 
not  subject  to  the  standard  when  it  was 
promnl^rted  in  1990.  Requiring  it  to 
obtain  mitigation  for  the  benaeoe 
emissions  that  will  be  lost  during  the 
pendency  of  the  waiver  period  is  not  a 
penalty  mr  the  source  not  achieving 
compliance  by  March  1992;  rather,  it  is 
a  condition  for  a  waiver  beyond  the  new 
e%ctive  date  of  the  revised  subpart  FF 
standard. 

The  settlement  agreement  addresses 
the  question  of  whether  the  EPA  would 
find  that  an  applicant  is  making  ev»y 
effort  to  comply  with  the  standard  btk 
that  it  is  unab^  to  comply  by  the 
compliance  date  where  it  did  not  make 
any  eflort  from  Mardt  1990  to  December 
1991  because  it  did  itot  think  it  was 
covered  by  the  rule.  The  settlement 
agreement  made  dear  that  the  EPA 
would  iM)t  penalize  the  commenter 
because  prior  to  the  signing  of  the 
settlement  it  believed  that  it  was  not 
subject  to  the  standard.  It  did  not 
purport  to  provide  the  commenter 


spedal  treetmeDt  via-a-vis  all  other 
sources  with  respect  to  the  requirement 
to  undertakelButigatkm  to  make  np  for 
the  benzene  emissions  kist  if  a  waiver 
is  granted. 

Finally,  the  w^ver  policy  is  not 
inconsistent  with  the  statement  that  the 
waiver  ^>plications  will  be  considered 
on  a  refinery-by-refinery  basis.  In  1990. 
when  the  EPA  ptomulgjated  subpart  FF, 
it  granted  a  2-year  complittoce  wraiver  to 
all  sources  ^fected  by  the  rule.  It  did 
not  reouire  each  source  individuaUy  to 
make  tne  demonstration  of  need  tare 
waiver  as  required  by  40  CFR  61.10.  In 
contrast,  the  EPA  wanted  to  make  clear 
that  this  time  it  would  not  issue  a 
generic  waiver.  Rather,  each  source 
seeking  a  waiver  must  file  its  own 
request  for  a  waiver  eadi  application 
will  be  considered  on  its  own  merits. 
The  language  cited  by  the  commenter 
can  in  no  way  be  read  to  suggest  that 
there  would  be  different  criteria  for 
waivers  for  diffisrent  sources  or  that 
some  sources  would  not  be  required  to 
provide  mitigating  environmental 
boiefits. 

One  commenter  contends  that  the 
EPA  lacks  the  statutory  and  regulatory 
authority  to  require  waiver  applicants  to 
provide  mitigating  environmental 
benefits  in  the  absence  of  a  finding  that 
such  conditions  are  necessary  to  protect 
the  health  of  persons  from  imminent 
endangermenL 

Sectton  112fcXl)(B)  of  ^  Qean  Air 
Act  (CAA).  prior  to  passage  of  the  Qean 
Air  Act  Amendments  of  1990,  provides 
that  the  Administrator  may  grant  a 
waiver  if  he  finds  additional  time  is 
necessary  for  installation  of  controb  and 
that  "steps  will  be  taken  to  assure  that 
the  health  of  persons  will  be  protected 
fi-om  imminent  endangerment."  The 
regulations  implementing  this  statutory 
w^ver  provision  further  provide  that 
the  Administrator  may  "[slpecify  any 
additional  conditions  which  the 
Administrator  determines  necessary 
*  *  *  to  assure  protection  of  the  health 
of  persons  during  the  waiver  period" 
(40  CFR  61.11(a)  (4)1. 

This  regulatory  provision  is  very 
broad  and  affords  the  Administrator 
wide  discretion  in  {^anting  waivars. 
Waivers  themselves  are  available  at  the 
discretion  of  the  Administrator;  no 
source  is  entitled  to  a  waiver.  The  EPA 
believes  this  broad  regulatory  authority 
affords  the  Administrator  the  discretion 
to  condition  a  vraiver  on  an  assurance 
that  the  source  will  undertake  activities 
to  benefit  the  environment  and  to 
protect  bunttn  health.  The  mitigation 
policy  that  sedu.  in  the  first  instance, 
to  obtain  other  benzene  air  reductions, 
is  an  effort  to  efiiectuate  the  waiver 
provisions  in  40  CFR  61.11. 


The  opportunity  to  mitigate,  and 
thereby  protect  hnaHB  he^th  and  the 
environment,  by  reducing  poUutaote 
other  than  benazene  air  emissions,  was 
an  effort  to  provide  a  source  an 
opportunity  to  satisfy  the  conditions  of 
40  CFR  61.11  where  it  was  not  fiaesible 
to  othervise  reduce  benzene  emissions 
at  a  particular  facility. 

C.  Specitd  Requirements  for  Waiver 
Applicants  Awaiting  Development  of  a 
Compliance  Option  Based  on  Site- 
Specific  Risk  Assessment 

As  previously  noted,  the  EPA  is 
planning  to  propose  an  additional 
compliance  option  for  subpart  FF  based 
on  site-specific  risk  assessment.  Owners 
or  operators  who  plan  to  use  this  option, 
if  it  becomes  available,  are  eligible  to 
apply  for  waivers  of  compliance.  The 
EPA  plans  to  take  final  action  on  the 
additional  compliance  option  by  August 
1993. 

Mitigation  goals  and  credits  imder  the 
waiver  policy  must  be  calculated  based 
on  a  plan  to  comply  with  subpart  FF,  as 
amended  by  today's  final  rulemaking, 
and  not  based  on  using  the  altemativa 
compliance  option.  If  an  additional 
compliance  option  is  promulgated, 
facilities  may  modify  the  enforceable 
commitment  to  rediice  the  mitigation 
goal,  based  from  that  date  forward  on 
lost  benzene  emission  reductions  under 
the  new  compliance  option.  However, 
the  goal  for  mitigation  of  lost  benzene 
emission  reductions,  based  on  the 
amended  rule  promulgated  today,  that 
occurred  prior  to  the  effiactive  date  of 
the  new  compliance  option,  shall  not 
change. 

Waiver  applications  by  appHcants 
awaiting  the  development  of  an 
additional  compliance  option  ^ould 
reflect  a  two-phase  compliance  path. 
The  first  phase  would  outline  how 
compliance  will  be  achieved  with  a  site- 
specific  risk  assessment-based 
compliance  option.  In  the  first  phase  of 
the  waiver  application,  the  applicant 
shall  demonstrate  how,  and  on  what 
schedule,  compliance  under  this  option 
would  be  expeditiously  achieved.  This 
phase  of  the  compliance  path  would  not 
have  to  show  instellation  of  control 
equipment  necessary  for  compliance 
with  §§  61.343  through  61.349  of 
subpart  FF,  if  that  control  equipment 
would  not  be  required  under  a 
compUance  option  based  on  site- 
specific  risk  assessment. 

The  second  phase  of  the  compliaaaoe 
plan  shall  doctunent,  how  the  applicant 
will  comply  with  §$61,343  throuf^ 
61.349  of  subpart  FF,  as  amended  by 
today's  final  rulemaking.  This 
compliance  path  would  then  be 
implemented  by  the  applicant  if  a 
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compliance  option  based  on  site- 
specific  risk  assessment  is  not 
promulgated  (presently  final  action  is 
scheduled  for  August  1993,  as  discussed 
above). 

Finally,  applicants  awaiting 
development  of  an  additional 
compliance  option  for  subpart  FF 
should  recognize  that  they  will  not 
receive  additional  time  beyond  the 
waiver  period  for  compliance,  and  that 
waiver  period  shall  not  extend  more 
than  2  years  beyond  the  effective  date  of 
today's  amended  rule. 

DC.  General 

A  veiriety  of  comments  in  addition  to 
those  discussed  in  previous  sections 
were  received  in  re8p>onse  to  the 
proposal  of  clarifying  amendments  to 
subpart  FF.  These  additional  comments, 
and  the  EPA's  responses  are  discussed 
below. 

A.  Risk  Assessment  Supporting  the 
Original  Rule 

Many  comments  were  received 
criticizing  the  EPA's  risk  assessment 
that  was  performed  to  support 
development  of  the  original  rule 
promulgated  on  March  7, 1990.  This 
risk  assessment  had  been  performed  to 
demonstrate  both  that  the  original  rule 
was  necessary  and  that  the  NESHAP 
risk  protection  goals  would  be  met 
under  the  final  rule.  Several 
commenters  claimed  that  the  original 
analysis  was  flawed  because  the  model 
used  grossly  overstates  emissions  and 
risk.  Some  commenters  stated  that 
benzene  emission  estimates  for  specific 
sources  were  overestimated  in  the 
analysis.  These  commenters  stated  that 
the  risk  assessment  should  be  redone 
using  more  recent  exposure  models 
developed  by  the  EPA  and  incorporating 
more  site-specific  information.  A  few 
commenters  had  performed  their  own 
risk  assessments  for  several  facilities 
and  claimed  that  the  results  showed 
controls  were  not  needed  to  the  level 
required  by  the  rule. 

These  commenters  incorrectly 
assumed  that  with  the  proposal  of 
clarifying  amendments  to  subpart  FF, 
the  EPA  was  reopening  the  entire  rule, 
and  the  original  analyses  supporting  it, 
to  further  public  comment  and  possible 
change.  To  the  contrary,  the 
amendments  proposed  were  narrow  in 
scope,  designed  to  clarify  only  those 
specific  points  on  which  there  had  been 
confusion  following  promulgation  of  the 
original  rule.  They  also  were  designed 
to  provide  additional  flexibility  to 
owners  and  operators  who  must  comply 
with  the  control  requirements  of  the 
°  rule. 


The  appropriate  time  for  comments 
concerning  the  technical  basis  of  the 
original  rule  was  following  proposal  of 
the  rule  on  September  14, 1989  (54  FR 
38083).  The  need  for  the  controls 
required  by  the  rule  was  discussed  in 
the  preamble  to  the  proposed  rule  and 
the  technical  analyses  supporting  the 
proposed  rule  were  placed  in  the  docket 
prior  to  proposal  and  were  available  for 
public  review.  Comments  received  on 
the  need  for  the  rule  and  the  analyses 
supporting  the  rule  were  carefully 
considered,  and  changes  in  the  analyses 
and  the  rule  were  made  as  appropriate 
before  promulgation  of  the  final  rule  on 
March  7, 1990. 

In  the  notice  of  final  rulemaking,  the 
EPA  presented  thorough  and  extensive 
responses  to  comments  on  the  risk 
assessment  methodology  used  to 
evaluate  sources  of  benzene  wastes  and 
other  sources  of  benzene  emissions  (see 
55  FR  8301  to  8307).  The  proposal  of 
clarifying  amendments  does  not  reopen 
those  parts  of  the  rule  unaffected  by  the 
amendments  (and  the  technical  analyses 
supporting  them)  for  public  comment. 

B.  Costs  of  Controls 

Several  comments  were  received 
claiming  that  the  EPA  had  understated 
the  costs  of  the  benzene  waste  NESHAP. 
Commenters  stated  that  the  capital  cost 
of  complying  with  the  rule  is  several 
billion  dollars  based  on  industry 
surveys.  Because  of  this,  commenters 
say  the  benzene  waste  NESHAP  is  a 
major  rule  and  that  a  Regulatory  Impact 
Analysis  (RIA)  must  be  performed.  One 
commenter  stated  that  this  rule  is  a 
prime  candidate  for  review  under  the 
President's  regulatory  review  initiative. 

As  discussed  earlier,  the  proposal  of 
clarifying  amendments  to  subpiart  FF 
did  not  reopen  the  entire  rule  for  public 
comment.  While  it  is  possible  that  the 
EPA  may  have  underestimated  the  cost 
of  complying  with  subpart  FF  as 
originally  promulgated,  it  is  also 
possible  that  faciUties  may  be 
overstating  the  cost  of  compliance. 
Many  facilities  subject  to  subpart  FF  are 
implementing  multi-media  compliance 
strategies  designed  to  meet  the 
requirements  of  many  regulations  to 
control  pollution,  including  subpart  FF. 
The  EPA  believes  that  these  facilities,  in 
some  cases,  may  be  overstating  the 
portion  of  total  compliance  costs  that 
are  attributable  to  subpart  FF. 

Under  Executive  Order  12291.  an  RIA 
is  required  if  the  economic  impacts  of 
a  rulemaking  would  exceed  $100 
million.  The  rule  amendments  clarify, 
but  do  not  change,  the  basic 
requirements  of  the  rule.  Therefore, 
there  is  no  additional  compliance  cost 
associated  with  the  rule  amendments. 


The  clarifying  amendments 
promulgated  today  include  additional 
options  for  compliance.  The  additional 
options  provided  would  reduce  the  cost 
of  complying  with  subpart  FF  at  some 
facilities.  Hence,  any  impact  of  the  rule 
amendments  on  the  costs  of  complying 
with  subpart  FF  would  be  to  reduce 
compliance  costs. 

The  EPA  therefore  believes  that  the 
costs  associated  with  the  rule 
amendments  do  not  exceed  the  $100 
million  threshold,  the  amendments  will 
not  significantly  increase  process  or 
production  costs,  and  the  amendments 
will  not  cause  significant  adverse  effects 
on  domestic  competition,  employment, 
investment,  productivity,  innovation,  or 
competition  in  foreign  markets. 
Consequently,  the  rule  amendments  do 
not  constitute  a  major  rule  and  an  RIA 
is  not  required. 

Further,  the  EPA  also  views  the  rule 
amendments  as  consistent  with  the 
President's  regulatory  review  initiative. 
A  primary  objective  of  the  regulatory 
review  initiative  is  to  improve  the 
clarity  of  regulations.  The  amendments 
to  subpart  FF  are  designed  to  clarify 
provisions  of  the  original  rule  and, 
therefore,  are  consistent  with  this 
objective.  The  amendments  are  also 
consisten^with  the  regulatory  review 
initiative  in  that  they  provide  additional 
options  for  compliance  that  (1)  may  be 
more  cost-effective  for  some  facilities; 
(2)  encourage  recycling,  reclamation, 
and  pollution  prevention,  and  (3) 
encourage  comprehensive  multi-media 
compliance  programs. 

C.  Legal  Aspects 

One  commenter,  a  trade  association, 
contends  that  it  and  its  members' 
companies  will  have  the  right  to  obtain 
hill  judicial  review  of  the  total  NESHAP 
when  the  final  rule  is  issued. 

The  commenter  is  incorrect  in  this 
assertion.  The  assertion  is  without 
foundation  in  the  law.  The  Clean  Air 
Act  limits  the  right  to  petition  for 
judicial  review  of  a  rule  to  a  60-day 
period  following  publication  of  the  final 
rule  in  the  Federal  Register 

Any  petition  for  review  under  this 
subsection  must  be  filed  within  60  days  from 
the  date  notice  of  such  promulgation, 
approval,  or  action  appears  in  the  Federal 
Register,  except  that  if  such  petition  is  based 
solely  on  grounds  arising  af^er  such  sixtieth 
day,  then  any  petition  for  review  under  this 
subsection  shall  be  filed  within  60  days  after 
such  ground  arise. 
CAA.  §307(bHl),  42  U.S.C  7607(bKl). 

The  notice  of  proposed  rulemaking 
issued  on  March  5. 1992  states 
throughout  that  it  only  proposes 
clarifying  amendments  and  minor 
revisions  to  limited  provisions  of 
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subpart  FF.  The  entire  basis  of  the  rule 
was  not  reopened.  If  commenters 
objected  to  the  aspects  of  the  rule  when 
it  was  promulgated,  then  they  had  the 
opportunity  to  file  a  petition  for  review 
at  that  time.  By  making  minor 
amendments  to  a  few  provisions  of  40 
CFR  part  61.  subpart  FF,  the  EPA  does 
not  override  the  directives  of  section 
307(b)  and  reopen  the  entire  rule. 
Moreover,  the  one  petitioner  that  did 
challenge  the  final  rule  negotiated  a 
settlement  agreement  whereby  the  EPA 
committed  to  propose  the  clarifying 
changes  set  forth  in  the  March  notice. 
By  issuing  a  final  rule  today  that  is 
consistent  with  those  changes,  the  EPA 
has  satisfied  its  obligations  with  respect 
to  the  settlement  agreement.  As  a  result, 
the  petitioner,  by  terms  of  the  settlement 
agreement,  hsis  committed  to  dismiss  its 
original  petition  for  review. 

One  commenter  stated  that  the  EPA 
may  not  apply  these  amendments  to 
sources  that  tdready  expended  efforts  to 
comply  with  the  nde  if  the  company 
used  a  good  faith  interpretation  of  the 
rules  in  developing  its  compliance  plan. 
This  commenter  asked  the  EPA  to 
provide  a  "grandfather"  exemption  from 
the  amend^  rule  for  facilities  that  spent 
money  in  good  faith  and  complied  with 
the  original  rule  by  March  7, 1990.  The 
commenter  contends  that  imder  the 
holding  of  United  States  v.  Nanagansett 
Improvement  Company,  571  F.  Supp. 
688  (D.R.1. 1983)  it  would  be  imlawful 
to  apply  the  proposed  amendments 
(once  made  final)  to  its  facility. 

The  EPA  commmids  the  commenter 
for  its  efforts  to  achieve  timely 
compliance  %vith  requirements  of 
subpart  FF  when  it  was  promulgated  in 
1990.  Moreover,  the  EPA  recognizes  that 
there  was  substantial  confusion  about 
certain  provisions  of  the  rule  following 
its  promulgation.  Indeed,  as  the  EPA 
noted  at  the  time  it  proposed  clarifying 
amendments,  the  amendments  were  to 
help  reduce  the  confusion.  The  intent 
and  scope  of  the  rule,  however,  remain 
essentially  the  same.  The  amendments 
promulgated  today  become  part  of  the 
subpart  FF  requirements.  Unless  a 
source  receives  a  waiver  of  compUance 
pursuant  to  40  CFR  61.10  and  61.11.  it 
must  comply  with  the  provisions  of 
subpart  FF.  as  amended,  within  90  days 
of  the  effective  date. 

The  application  of  these  rules  to  an 
affected  fedlity  is  not  precluded  by  the 
decision  on  United  States  v. 
Narragansett,  supra.  In  Nairagansett, 
the  court  held  that  a  regulation  defining 
when  certain  reconstruction  activity 
was  subject  to  a  new  source 
performance  standard  could  not  apply 
to  activity  undertaken  before  the  EPA 
had  issued  the  regulation.  In  this 


situation,  the  EPA  would  not  be  seeking 
to  retroactively  apply  the  amended  rule 
to  the  source.  The  source  need  only 
comply  with  the  amended  standard  on 
the  new  compliance  date.  In 
Narragansett.  the  determination  of 
whether  a  source  was  new  was  based  on 
a  one-time  determination,  which  is 
made  at  the  time  the  construction 
activity  occurs.  All  the  court  said  in 
Narragansett  was  that  the  regulations  on 
the  book  at  the  time  the  fedlity 
imdertook  its  construction  activity  was 
determinative  of  whether  the  source  was 
new.  Thus.  sulMequently  promulgated 
regulations  could  not  alter  the 
determination  of  whether  a  particular 
activity  triggered  new  source 
applicability.  Here  the  EPA  is  not  saying 
that  the  source  should  be  in  compliance 
with  the  revised  standards  as  of  the 
original  compUance  date  of  March  1992. 
Rather,  the  source  must  be  in 
compliance  with  the  amended  rule  as  of 
the  new  compliance  date. 

Further,  as  stated  in  the  March  5, 
1992  notice  of  proposed  rulemaking,  the 
amendments  do  not  change  the  basic 
requirements  of  subpart  FF.  Rather,  they 
darify  the  EPA's  original  intent  on  those 
provisions  of  the  original  rule  where 
confusion  was  evident.  By  staying  the 
nde  while  clarifying  amendments  were 
proposed  and  promulgated,  the  EPA 
provided  additional  time  for  fedlities 
who  did  misinterpret  the  original  rule  to 
come  into  compliance.  Fadlities  that 
correctly  understood  and  complied  with 
the  requirements  of  the  original  rule 
previously  should  be  in  compliance 
with  the  amended  rule. 

D,  Compliance  Aspects 

One  commenter  suggested  that  the 
EPA  amend  the  proposal  to  extend  the 
compliance  date  for  the  amended  rule  to 
March  1994  or  to  1  year  after  the  final 
amended  rule  is  promulgated, 
whichever  is  later.  This  commenter  said 
that  this  would  prevent  fedlities  from 
installing  needless  controls  while 
uncertainty  on  the  final  rule  still  exists. 
Another  commenter  asked  the  EPA  to 
announce  that  it  will  allow  suffident 
time  for  compliance  after  the  final 
amended  rule  is  issued  to  allow  the  use 
of  possible  alternative  approaches. 

The  compliance  time  available  to 
existing  fedHties  following 
promu^tion  of  a  NESHAP  under  the 
Dean  Air  Ad  prior  to  the  1990  Clean 
Air  Ad  Amendments  is  established  by 
law  as  90  days  from  the  effiadive  date 
of  a  rule,  unless  a  waiver  of  compliance 
is  obtained  (see  section  112(c)(1)(B)  of 
the  Clean  Air  Ad  as  amended  in  1977). 
The  effective  date  of  a  NESHAP  is  the 
date  of  promulgation. 


Subpart  FF  was  originally 
promulgated  on  Mardi  7. 1990.  The 
original  ni\e  provided  a  blanket  waiver 
of  compliance  to  fedlities  such  that 
controls  were  to  be  installed  no  feter 
than  March  7. 1992.  Prior  to  March  7, 
1992.  subpart  FF  was  stayed  pending 
final  action  by  the  EPA  on  clarifying 
amendments  to  the  rule.  In  a  settlement 
agreement  with  litigants  on  subpart  FF. 
the  EPA  committed  to  taking  final 
action  on  clarifying  amendments  to  the 
rule  by  December  1, 1992. 

Given  that  the  effactiveness  of  subpart 
FF  was  stayed  until  final  action  was 
taken  on  the  clarifying  amendments 
proposed  March  5. 1992.  the  EPA  does 
not  oelieve  that  there  is  the  need  to  take 
the  unusual  step  of  issuing  a  blanket 
waiver  of  compliance  for  subpart  FF  as 
amended.  Therefore,  the  compliance 
date  for  the  amended  rule  is  90  days 
from  today's  date  imless  a  waiver  of 
compliance  is  obtained.  Applications 
for  waivers  of  compliance  will  be 
considered  on  a  case-by-case  basis  by 
the  Administrator  according  to  §§  61.10 
and  61.11  of  the  General  Provisions  to 
41  CFR  part  61. 

Finally,  a  commenter  stated  that  if  the 
TAB  of  a  fedlity  goes  below  the  control 
threshold  of  10  Kte/yr  in  the  future,  the 
facility  should  only  be  required  to 
continue  to  comply  with  the  rule 
provisions  for  fedlities  with  comparable 
TAB'S  (i.e.,  below  10  Mg/yr). 

The  EPA  agrees  with  this  comment  If. 
at  some  point  in  the  future,  a  fedlity's 
TAB  (as  determined  according  to  the 
rule)  is  reduced  to  below  10  Mg/yr,  then 
the  fedlity  would  no  longer  be  subjed 
to  the  control  requirements  of  the  rule, 
but  must  continue  to  comply  with  the 
reporting  and  recordkeeping 
requirements.  This  was  allowed  in  the 
original  rule  and  is  still  allowed  under 
the  amended  rule.  The  commenter  is 
reminded,  however,  that  while  means 
such  as  benzene  waste  minimization  are 
acceptable  to  reduce  facility  TAB,  waste 
treatment  is  not  acceptable  to  reduce 
TAB. 

E.  Points  for  Sampling  and  Analysis 

One  commenter  claimed  that  the 
proposed  rule  languase  could  cause 
confusion  on  where  the  benzene 
concentration  of  treated  waste  streams 
should  be  determined.  This  commenter 
asked  that  it  be  stated  in  the  rule  that 
if  the  treatment  standards  of  $  61.348(a) 
are  met,  then  the  determination  is  made 
at  the  exit  of  the  treatment  process. 

The  EPA  agrees  with  the  commenter 
on  this  point.  It  is  the  EPA's  intent  that, 
for  the  purpose  of  demonstrating 
compliance  with  the  standards  for 
treatment  processes  in  §  61.348(a), 
benzene  concentration  should  be 
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detennined  at  the  exit  of  the  treatment 
process.  This  regulatory  language  can  be 
found  in  §  61.355(d). 

Another  commenter  recommended 
that  the  rule  provide  flexibility  on 
sampling  locations  for  waste  streams  at 
a  plant  already  determined. to  have  a 
TAB  above  10  Mg/yr.  The  commenter 
cited  cases  where,  due  to  safety 
coDcems,  it  was  preferable  to  sample  at 
a  common  collection  point  to  which 
wastes  had  been  hardpiped,  rather  than 
at  the  point  of  generation. 

Although  it  is  not  clear  firom  the 
comment  what  the  purpose  for  the 
sampling  described  is  (e.g.,  to  compute 
TAB  or  demonstrate  that  a  stream 
contains  less  than  10  ppmw  benzene 
and,  therefore  does  not  have  to  be 
controlled),  the  EPA  believes  that  the 
rule  provides  the  flexibility  that  the 
commenter  is  recommending.  To 
calculate  TAB  for  a  facility  reqxiires  that 
the  annual  mass  of  benzene  in  each 
waste  stream  at  its  point  of  generation 
be  estimated.  The  mass  of  benzene  in 
each  stream  is  estimated  through  a 
determination  of  benzene  concentration 
and  waste  quantity.  The  determination 
of  benzene  concentration  and  waste 

auantity  through  direct  measurement  at 
le  point  of  generation  is  not  required 
by  the  rule  for  the  pxupose  of  estimating 
facility  TAB.  but  is  an  acceptable 
option. 

To  determine  waste  quantity, 
historical  records  or  the  maximum 
design  capacity  of  the  waste 
management  unit  handling  the  waste 
may  also  be  used  (see  §§  61.35S(b)  (5) 
through  (7)).  To  determine  benzene 
concentration  (for  TAB  or  for  other 
purposes),  use  of  knowledge  of  the 
waste  is  acceptable  (see  §  61.355(c)(2)). 
Direct  measurement  of  benzene 
concentration  at  a  location  other  than 
the  point  of  generation  may  be  used  to 
support  a  determination  based  on 
knowledge  of  the  waste. 

Facilities  acknowledging  that  they  are 
above  the  10  Mg/yr  threshold  for  the 
applicability  of  control  requirements 
will  not  be  expected  to  document  their 
estimate  of  TAB  as  rigorously  as  those 
who  are  claiming  they  are  below  10  Mg/ 
yr  and  therefore  do  not  need  to  apply 
controls.  However,  facilities  claiming 
that  either  the  entire  fedlity  or 
individual  waste  streams  within  the 
hcility  are  exempt  based  on  the  results 
of  sampling  of  waste  streams  at 
locations  other  than  their  point  of 
generation  will  be  expectwd  to 
document  that  benzene  concentration 
has  not  been  reduced  through  dilution 
or  volatilization. 

In  case  of  disputes,  the  Administrator 
may  reauire  diract  measurement  of 
waste  characteristics  at  the  point  of 


generation.  However.  In  cases  where 
facility  applicability  is  not  an  issue  (i.e., 
at  facilities  over  10  Mg/yr  on  the  basis 
of  other  streams),  evidence  such  as  that 
suggested  by  the  commenter  would 
likely  be  acceptable  to  support  a  TAB 
calculation. 

Finally,  a  commenter  requested  that 
the  rule  specify  that  a  Method-27  leak 
test  is  an  acceptable  alternative  to 
Method  21  for  trucks  and  rail  cars. 
Under  §  61.345.  the  cover  and  all 
openings  of  containers  in  which 
benzene-containing  wastes  subject  to 
the  control  requirements  of  the  rule  are 
managed  must  be  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instrument  reeding  of 
less  than  500  ppmv  above  backgrotmd, 
initially  and  thereafter  at  least  once  per 
year  by  the  methods  specified  in 
§  61.355(h)  of  the  rule.  Section  61.355(h) 
specifies  EPA  Reference  Method  21. 
Section  61.355(h)  was  not  affected  by 
the  proposed  amendments  and, 
therefore,  it  was  not  appropriate  for  the 
EPA  to  change  this  section  in  the  final 
rule  without  proposal  and  comment. 
However,  an  owner  or  operator  may 
request  that  the  Administrator  approve 
the  use  of  an  alternative  method  under 
§61.13  of  the  General  Provisions  to  40 
cm  part  61. 

F.  Requests  for  Site-Specific 
Clarifications 

Two  comments  were  received 
requesting  determinations  on  how  the 
rule  would  apply  to  their  specific 
facilities.  One  commenter  requested 
clarification  of  the  definition  of 
"petroleum  refinery"  as  it  applied  to  the 
commenter's  facility.  Another 
commenter  requested  a  determination 
on  how  the  rule  would  apply  to  part  of 
a  coke  by-product  recovery  plant  that  is 
under  separate  ownership  from  the  coke 
oven  and  the  rest  of  the  by-product 
recovery  plant,  where  materials 
(including  wastes)  are  hard  piped 
between  them. 

The  EPA  considers  these  requests  for 
site-specific  determinations  on  the 
applicability  of  subpart  FF  to  be  outside 
of  the  scope  of  this  rulemaking. 
Determinations  on  the  applicability  of 
the  final  rule  to  specific  facilities  will  be 
made  by  the  EPA  Regional  offices  or 
delegated  State  or  local  agencies. 
Requests  for  site-specific  clarifications 
should,  therefore,  be  directed  to  the 
appropriate  EPA  Regional  Office  or 
delected  State  or  local  agency. 

X.  Administrative  Requirements 

A.  Paperwork  Reduction  Act 

The  Office  of  Management  and  Budget 
(OMB)  has  approved  the  information 


collection  requirements  contained  in 
subpart  FF  imder  the  provisions  of  the 
Paperwork  Reduction  Act.  44  U.S.C. 
3501  et  seq.  and  has  assigned  OMB 
control  number  2060-0183.  The  OMB 
approved  the  requirement  in  the 
proposed  clarifying  amendments  for  a 
compliance  waiver,  but  did  not  approve 
the  proposed  requirement  for  a 
maintenance  turnaround  plan.  The 
promulgated  rules  do  not  include  the 
requirement  for  a  maintenance 
turnaround  plan  for  the  reasons  stated 
in  section  vn.  B.  of  this  preamble. 

The  public  reporting  burden  for  the 
compliance  waiver  is  estimated  to  be  a 
one  time  burden  of  15  hours  per 
response,  including  time  for  reviewing 
instructions,  searching  existing  data 
soiuces.  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 
Send  comments  regarding  the  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden  to 
Chief,  Information  Policy  Branch  (PM- 
223Y);  U.S.  Environmental  Protection 
Agency:  401  M  St..  SW.:  Washington  DC 
20460;  and  the  Office  of  Information 
and  Regulatory  AHairs,  Office  of 
Management  and  Budget.  Washington, 
DC  20503,  mariced  "Attention:  Desk 
Officer  for  EPA." 

B.  Regulatory  Flexibility  Analysis 

The  Regulatory  Flexibility  Act  (5 
U.S.C  601  et  seq.)  requires  the  EPA  to 
consider  potential  impacts  of 
regulations  on  small  business  "entities." 
If  a  prelimiiuuy  analysis  indicates  that 
a  regulation  would  have  a  significant 
economic  impact  on  20  percent  or  more 
of  small  entities,  then  a  Regulatory 
Flexibility  Analysis  must  ^prepared. 

The  amendments  to  40  CFR  part  61, 
subpart  FF,  are  intended  to  clarify  the 
rule  and  will  not  affect  the  nxmiber  of 
facilities  subject  to  the  rule  or  the 
controls  that  must  be  installed  to 
comply.  I  therefore  certify  that  this  rule 
will  not  have  significant  economic 
impact  on  a  8ul»tantial  number  of  small 
entities. 

C.  Docket 

The  docket  is  an  organized  and 
complete  file  of  all  the  information 
submitted  to  or  otherwise  considered  bj' 
the  EPA  in  the  development  of  this 
rulemaking.  The  docketing  system  is 
intended  to  allow  members  of  the  public 
and  industries  involved  to  readily 
identify  and  locate  docxunents  so  that 
they  can  effiectively  participate  in  the 
rulemaking  process.  Along  with  the 
statement  of  basis  and  purpose  of  the 
proposed  and  promulgated  revisions, 
and  the  EPA's  responses  to  significant 
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comments,  the  contents  of  the  dodcet, 
except  for  interagency  review  materials, 
will  serve  as  the  record  in  case  of 
judicial  review  [Section  307(d)(7)(A)l. 

D.  Executive  Order  12291 

Under  Executive  Order  12291.  the 
EPA  is  required  to  judge  whether  this 
regulation  is  a  "major  rule"  and 
therefore  subject  to  certain  requirements 
of  the  Order.  The  EPA  has  determined 
that  the  clarifying  amendments  to 
subpart  FF  would  result  in  none  of  the 
adverse  economic  effects  set  forth  in 
section  I  of  the  Order  as  grounds  for 
finding  a  regulation  to  be  a  "major 
rule."  The  Q'A  does  not  believe  these 
amendments  to  the  regulation  are  major 
because  the  economic  effects  of  the 
amendments  do  not  meet  the  $100- 
million  threshold,  the  amendments  will 
not  significantly  increase  process  or 
production  costs,  and  the  amendments 
will  not  cause  significant  adverse  eff^ects 
on  domestic  competition,  employment, 
investment,  productivity,  innovation,  or 
competition  in  foreign  markets. 

The  EPA  has  not  conducted  a  RIA  of 
this  regulation  because  this  action  does 
not  constitute  a  major  rule. 

list  of  Subjects  in  40  CFR  Part  61 

I  Air  pollution  control.  Arsenic, 
Asbestos.  Benzene,  Beryllium,  Coke 
oven  emissions.  Hazardous  substances. 
Intergovernmental  relations,  Mercury, 
Radionuclides,  Reporting  and 
recordkeeping  requirements.  Vinyl 
chloride.  Volatile  hazardous  air 
pollutants. 

Dated:  December  1, 1992. 
WilliaalCScilly. 
Administraior. 

For  the  reasons  set  out  in  the 
preamble,  title  40,  chapter  1,  part  61  of 
the  Code  of  Federal  Regulations  is 
amended  as  follows: 

1.  The  authority  citation  for  part  61 

Continues  to  read  as  follows: 
Audiority:  Sections  101, 112, 114. 116. 301 
of  the  Clean  Air  Act  as  amended  (42  U.S.C 
7401.  7412.  7414.  7416,  7601). 

[61.340    [ftomoved] 
2.  In  §  61.340,  paragraph  (c)(3)  is 
jmoved. 

3.  Section  61.341  is  amended  by 
revising  the  definitions  for  "point  of 
waste  generation"  and  "water  seal 
controls,"  and  by  adding  definitions  in 
alphabetical  order  to  read  as  follows: 

f61J41    OefinMona. 


I  Car-seal  means  a  seal  that  is  placed  on 
a  device  that  is  used  to  change  the 
position  of  a  valve  (e.g.,  from  opened  to 
closed)  in  such  a  way  that  the  position 


of  the  valve  cannot  be  dianged  without 
breaking  the  seal. 

Flow  indicator  means  a  device  which 
indicates  whether  gas  flow  is  present  in 
a  line  or  vent  system. 

Maximum  organic  vapor  pressure 
means  the  equilibrium  partial  pressiue 
exerted  by  the  waste  at  the  temperatiue 
equal  to  the  highest  calendar-month 
average  of  the  waste  storage  temperatiu« 
for  waste  stored  above  or  below  the 
ambient  temperature  or  at  the  local 
maximum  monthly  average  temperature 
as  reported  by  the  National  Weather 
Service  for  waste  stored  at  the  ambient 
temperature,  as  determined: 

(1)  In  accordance  with  §  60.17(c);  or 

(2)  As  obtained  from  standard 
reference  texts:  or 

(3)  In  accordance  with  §60.17(a)(37); 
or 

(4)  Any  other  method  approved  by  the 
Administrator. 

•  •        *        •        • 

Point  of  waste  generation  means  the 
location  where  the  waste  stream  exits 
the  process  imit  component  or  storage 
tank  prior  to  handling  or  treatment  in  an 
operation  that  is  not  an  integral  part  of 
the  production  process,  or  in  the  case  of 
waste  management  units  that  generate 
new  wastes  after  treatment,  the  location 
where  the  waste  stream  exits  the  waste 
management  unit  component. 

•  •        •        •        • 

Process  unit  turnaround  means  the 
shutting  down  of  the  operations  of  a 
process  unit,  the  purging  of  the  contents 
of  the  process  unit,  the  maintenance  or 
repair  work,  followed  by  restarting  of 
the  process. 

Process  unit  turnaround  waste  means 
a  waste  that  is  generated  as  a  result  of 
a  process  unit  timiaround. 

Sour  water  stream  means  a  stream 
that: 

(1)  Contains  ammonia  or  sulfur 
compounds  (usually  hydrogen  sulfide) 
at  concentrations  of  10  ppm  by  weight 
or  more; 

(2)  is  generated  from  separation  of 
water  from  a  feed  stock,  intermediate,  or 
product  that  contained  ammonia  or 
sulfur  compounds;  and 

(3)  requires  treatment  to  remove  the 
ammonia  or  sulfur  compounds. 

Sour  ¥fater  stripper  means  a  unit  that: 

(1)  Is  designed  and  operated  to 
remove  ammonia  or  sulfur  compounds 
(usually  hydrogen  sulfide)  from  sour 
water  streams; 

(2)  has  the  sour  water  streams 
transferred  to  the  stripper  through  hard 
piping  or  other  enclosed  system;  and 

(3)  IS  operated  in  such  a  manner  that 
the  of^ases  are  sent  to  a  sulfur  recovery 


unit,  processing  unit,  incinerator,  flare, 
or  other  combustion  device. 


Water  seal  controls  means  a  seal  pot, 
p-leg  trap,  or  other  type  of  trap  filled 
with  water  (e.g.,  flooded  sewers  that 
maintain  water  levels  adequate  to 
prevent  afr  flow  through  the  system) 
that  creates  a  water  barrier  between  the 
sewer  line  and  the  atmosphere.  The 
water  level  of  the  seal  must  be 
maintained  in  the  vertical  leg  of  a  drain 
in  order  to  be  considered  a  water  seal. 

4.  Section  61.342  is  amended  by 
revising  paragraphs  (a),  (b),  (c)(1) 
introductory  text.  (c)(l)(iii),  (c)(2),  (c)(3), 
and  (d)  introductory  textt  by 
redesignating  paragraphs  (e),  (f),  and  (g) 
as  (f),  (g),  and  (h);  and  by  adding 
paragraph  (e)  to  read  as  follows: 

{61.342    StMKtarda:  G«MraL 

(a)  An  owner  or  operator  of  a  facility 
at  which  the  total  annual  benzene 
quantity  from  facility  waste  is  less  than 
10  megagrams  per  year  (Mg/yr)  shall  be 
exempt  from  the  requirements  of 
paragraphs  (b)  and  (c)  of  this  section. 
The  total  annual  benzene  quantity  from 
facility  waste  is  the  sum  of  the  annual 
benzene  quantity  for  each  waste  stream 
at  the  facility  that  has  a  flow-weighted 
annual  average  water  content  greater 
than  10  percent  or  that  is  mixed  with 
water,  or  other  wastes,  at  any  time  and 
the  mixture  has  an  armual  average  water 
content  greater  than  10  percent.  The 
benzene  quantity  in  a  wa^e  stream  is  to 
be  counted  only  once  without  multiple 
counting  if  other  waste  streams  are 
mixed  with  or  generated  fiom  the 
original  waste  stream.  Other  specific 
requirements  for  calculating  the  total 
annual  benzene  waste  quantity  are  as 
follows: 

(1)  Wastes  that  are  exempted  from 
control  under  §§  61.342(c)(2)  and 
61.342(c)(3)  are  included  in  the 
calculation  of  the  total  annual  benzene 
quantity  if  they  have  an  annual  average 
water  content  greater  than  10  percent,  or 
if  they  are  mixed  with  water  or  other 
wastes  at  any  time  and  the  mixture  has 
an  annual  average  water  content  greater 
than  10  percent. 

(2)  The  benzene  in  a  material  siibject 
to  this  subpart  that  is  sold  is  included 
in  the  calculation  of  the  total  annual 
benzene  quantity  if  the  material  has  an 
annual  average  water  content  greater 
than  10  percent 

(3)  Benzene  in  wastes  generated  by 
remediation  activities  conducted  at  the 
facility,  such  as  the  excavation  of 
contaminated  soil,  pumping  and 
treatment  of  groundwater,  and  the 
recovery  of  product  &om  soil  or 
groundwater,  are  not  included  in  the 
calculation  of  total  annual  benzene 
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quantity  for  that  facility.  If  the  facility's 
total  annual  benzana  quantity  is  10  Mg/ 
yr  or  more,  wastes  generated  by 
remediation  activities  are  subject  to  the 
requirements  of  paragraphs  (c)  through 
(h)  of  this  section.  If  the  facility  is 
managing  remediation  waste  ^nerated 
o^ite,  the  benzene  in  this  waste  shall 
be  included  in  the  calculation  of  total 
annual  benzene  quantity  in  facility 
waste,  if  the  waste  streams  have  an 
annual  average  water  content  greater 
than  10  percent,  or  if  they  are  mixed 
with  water  or  other  wastes  at  any  time 
and  the  mixture  has  an  annual  average 
water  content  greater  than  10  percent. 

(4)  The  total  annual  benzene  quantity 
is  determined  based  upon  the  quantity 
of  benzene  in  the  waste  before  any 
waste  treatment  occurs  to  remove  the 
benzene  except  as  specified  in 
S61.355(c)(l)(i)  (A)  through  (C). 

(b)  Each  owner  or  operator  of  a  facility 
at  which  the  total  annual  benzene 
quantity  from  facility  waste  is  equal  to 
or  greater  than  10  Mg/yr  as  determined 
in  paragraph  (a)  of  this  section  shall  be 
in  compliance  with  the  requirements  of 
paragraphs  (c)  through  (h)  of  this  section 
no  later  than  90  days  following  the 
effective  date,  \mless  a  waiver  of 
compliance  has  been  obtained  under 
§61.11.  or  by  the  initial  startup  for  a 
new  source  with  an  initial  startup  after 
the  effective  date. 

(1)  The  owner  or  operator  of  an 
existing  source  unable  to  comply  with 
the  rule  within  the  required  time  may 
request  a  waiver  of  compliance  under 
$61.10. 

(2)  As  part  of  the  waiver  application, 
the  owner  or  operator  shall  submit  to 
the  Administrator  a  plan  under 

$  61.10(b)(3)  that  is  an  enforceable 
commitment  to  obtain  environmental 
benefits  to  mitigate  the  benzene 
emissions  that  result  from  extending  the 
compliance  date.  The  plan  shall  include 
the  following  information: 

(i)  A  descnption  of  the  method  of 
compliance,  including  the  control 
approach,  schedule  for  installing 
controls,  and  quantity  of  the  benzene 
emissions  that  result  from  extending  the 
compliance  date; 

(iij  If  the  control  approach  involves  a 
compliance  strategy  designed  to  obtain 
integrated  compliance  with  multiple 
regulatory  requirements,  a  description 
of  the  other  regulations  involved  and 
their  effective  dates;  and 

(iii)  A  description  of  the  actions  to  be 
taken  at  the  facility  to  obtain  mitigating 
environmental  benefits,  including  how 
the  benefits  will  be  obtained,  the 
schedule  for  these  actions,  and  an 
estimate  of  the  quantifiable  benefits  that 
directly  result  from-these  actions. 

(0  — 


(1)  For  each  waste  stream  that 
contains.benzene.  including  (but  not 
limited  to)  organic  waste  streams  that 
contain  less  than  10  percent  water  and 
aqueous  waste  streams,  even  if  the 
wastes  are  not  discharged  to  an 
individual  drain  system,  the  owner  or 
operator  shall: 

(iii)  Each  waste  management  unit 
used  to  manage  or  treat  waste  streams 
that  will  be  recycled  to  a  process  shall 
comply  with  the  standards  specified  in 
§§  61.343  through  61.347.  Once  the 
waste  stream  is  recycled  to  a  process, 
including  to  a  tank  used  for  the  storage 
of  production  process  feed,  product,  or 
product  intermediates,  unless  this  tank 
is  used  primarily  for  the  storage  of 
wastes,  the  material  is  no  longer  subject 
to  paragraph  (c)  of  this  section. 

(2)  A  waste  stream  is  exempt  from 
paragraph  (c)(1)  of  this  section  provided 
that  the  owner  or  operator  demonstrates 
initially  and,  thereafter,  at  least  once  per 
year  that  the  flow-weighted  annual 
average  benzene  concentration  for  the 
waste  stream  is  less  than  10  ppmw  as 
determined  by  the  procedures  specified 
in  §  61.355(c)(2)  or  S  61.355(c)(3). 

(3)  A  waste  stream  is  exempt  frt>m 
paragraph  (c)(1)  of  this  section  provided 
that  the  owner  or  operator  demonstrates 
initially  and,  thereafter,  at  least  once  per 
year  that  the  conditions  specified  in 
either  paragraph  (c)(3)(i)  or  (c)(3)(ii)  of 
this  section  are  met. 

(i)  The  waste  stream  is  process 
wastewater  that  has  a  flow  rate  less  than 
0.02  hters  per  minute  or  an  annual 
wastewater  quantity  of  less  than  10  Mg/ 
yr,  or 

(ii)  All  of  the  following  conditions  are 
met: 

(A)  The  owner  or  operator  does  not 
choose  to  exempt  process  wastewater 
under  paragraph  (c)(3)(i)  of  this  section. 

(B)  The  total  annual  benzene  quantity 
in  all  waste  streams  chosen  for 
exemption  in  paragraph  (c)(3)(ii)  of  this 
section  does  not  exceed  2.0  Mg/yr  as 
determined  in  the  procedures  in 
$61.355(j).and 

(C)  The  total  annual  benzene  quantity 
in  a  waste  stream  chosen  for  exemption, 
including  process  unit  turnaround 
waste,  is  determined  for  the  year  in 
which  the  waste  is  generated. 

(d)  As  an  alternative  to  the 
requirements  specified  in  paragraphs  (c) 
and  (e)  of  this  section,  an  owner  or 
operator  of  a  facility  at  which  the  total 
annual  benzene  quantity  fit>m  facility 
waste  is  equal  to  or  greater  than  10  Mg/ 
yr  as  determined  in  paragraph  (a)  of  this 
section  may  elect  to  manage  and  treat 
the  facility  wasters  follows: 


•  •  • 


(e)  As  an  alternative  to  the 
requirements  specified  in  paragraphs  (c) 
and  (d)  of  this  section,  an  owner  or 
operator  of  a  facility  at  which  the  total 
annual  benzene  quantity  fix>m  facility 
waste  is  equal  to  or  greater  than  10  Mg/ 
yr  as  determined  in  paragraph  (a)  of  this 
section  may  elect  to  manage  and  treat 
the  facility  waste  as  follows: 

(1)  The  owner  or  operator  shall 
manage  and  treat  facility  waste  with  a 
flow-weighted  annual  average  water 
content  of  less  than  10  percent  in 
accordance  with  the  requirements  of 
paragraph  (c)(1)  of  this  section:  and 

(2)  The  owner  or  operator  shall 
manage  and  treat  facility  waste 
(including  remediation  and  process  unit 
turnaround  waste)  with  a  flow-weighted 
annual  average  water  content  of  10 
percent  or  greater,  on  a  volume  basis  as 
total  water,  and  each  waste  stream  that 
is  mixed  with  water  or  wastes  at  any 
time  such  that  the  resulting  mixture  has 
an  annual  water  content  greater  than  10 
percent,  in  accordance  with  the 
following: 

(i)  The  benzene  quantity  for  the 
wastes  described  in  paragraph  (e)(2)  of 
this  section  must  be  equal  to  or  less  than 
6.0  Mg/yr,  as  determined  in  §  61.355(k). 
Wastes  as  described  in  paragraph  (e)(2) 
of  this  section  that  are  transferred  offsite 
shall  be  included  in  the  determination 
of  benzene  quantity  as  provided  in 
§61.355(k).  The  provisions  of  paragraph 
(f)  of  this  section  shall  not  apply  to  any 
owner  or  operator  who  elects  to  coifiply 
with  the  provisions  of  paragraph  (e)  of 
this  section. 

(ii)  The  determination  of  benzene 
quantity  for  each  waste  stream  defined 
in  paragraph  (e)(2)  of  this  section  shall 
be  made  in  accordance  with  §  61.355(k). 

5.  Section  61.343  is  amended  by 
revising  the  first  sentence  of  paragraph 

(a)  introductory  text;  by  redesignating 
paragraphs  (b)  arid  (c)  as  (c)  and  (d):  by 
adding  paragraphs  (a)(l)(i){C)  and  (b); 
and  by  revising  newly  redesignated 
paragraph  (c)  to  read  as  follows: 

{61.343    Standards:  Tanks. 
(a)  Except  as  provided  in  paragraph 

(b)  of  this  section  and  in  §  61.351,  the 
owner  or  operator  shall  meet  the 
following  standards  for  each  tank  in 
which  the  waste  stream  is  placed  in 
accordance  with  §61.342  (c)(l)(ii).  *  *  * 

(D*  •  • 

(i)*  *  ' 

(C)  If  the  cover  and  closed-vent 
system  operate  such  that  the  tank  is 
maintained  at  a  pressure  less  than 
atmospheric  pressure,  then  paragraph 
(a)(l)(i)(B)  of  this  section  does  not  apply 
to  any  opening  that  meets  all  of 
thefollowing  conditions: 
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it)  Hm  purpose  of  the  opening  is  to 
provide  dUutico  air  to  reduce  the 
explorioD  hazard; 

(2)  The  opening  is  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instrument  reeding  of 
less  than  500  ppmv  above  backgroond. 
as  determined  initially  and  thereafter  at 
least  once  per  year  by  the  methods 
specified  in  §  61.355(h);  and 

(J)  The  pressure  is  monitored 
continuously  to  ensure  that  the  pressure 
in  the  tank  remains  below  atmosphnic 
pressure. 

(b)  For  a  tank  that  meets  all  the 
conditions  ^Mcified  in  paragraph  (bKl) 
of  this  section,  the  owner  or  operator 
may  elect  to  comply  with  para^[A 
(bK2)  of  this  section  as  an  alternative  to 
the  requirements  specified  in  paragraph 
(a)(1)  of  this  section. 

(1)  The  waste  managed  in  the  tank 
complying  with  paragraph  (bK2)  of  this 
section  shall  meet  all  of  the  following 
conditions: 

(i)  Each  waste  stream  managed  in  the 
tank  must  have  a  flow-weighted  annual 
average  water  content  less  than  or  equal 
to  10  percent  water,  on  a  volume  basis 
as  total  watOT. 

(ii)  The  waste  managed  in  the  tank 
either 

(A)  Has  a  maximum  organic  vapor 
pressure  less  than  5.2  kilopascals  (kPa) 
(0.7S  pounds  per  square  indi  (psi)); 

(B)  Has  a  maximum  organic  vapor 
pressure  less  than  27.6  kPa  (4.0  psi)  and 
is  managed  in  a  tank  having  design 
capacity  less  than  151  m'  (40,000  gal); 
or 

(C)  Has  a  maximum  oiganic  vapor 
pressure  less  than  76.6  kPa  (11.1  pn) 
and  is  managed  in  a  tank  having  a 
design  capacity  less  than  75  m'  (20,000 
^)- 

(2)  The  owner  or  operator  shall 
install,  operate,  and  maintain  a  fixed 
roof  as  specified  in  paragraph  (aMl)(i)> 

(3)  For  each  tank  complying  with 
paragraph  (b)  of  this  sectioD.  one  or 
more  devices  which  vent  directly  to  the 
atmosphere  may  be  used  on  the  tank 
provided  eadi  device  remains  in  a 
closed,  sealed  position  during  normal 
operations  except  when  the  device 
needs  to  open  to  prevent  i^ysical 
damage  or  permanent  deformation  of 
the  tank  or  cover  resulting  from  filling 
or  emptying  the  tank,  diurnal 
temperature  dumges.  atmospheric 
pressiire  changes  w  malfunction  of  the 
unit  in  accordance  with  good 
engineering  and  safisty  practices  for 
handling  flammable,  explosive,  or  otlier 
hazardous  materials. 

(c)  Eadi  fixed-roof,  seal,  access  door, 
and  all  other  openings  shall  be  checked 


by  visual  inspection  initially  and 
quarterly  thereafter  to  ensure  that  no 
cracks  or  gaps  occur  and  that  access 
doors  and  other  openings  are  closed  and 
gasketed  property. 

•  •        •        •        • 

6.  Section  61.344  is  amended  by 
redesignating  paragraph  (a)(l)(iMQ  as 
(a)(l)(i)(D),  and  by  adding  pvagraph 
(a)(l)(iXC)  to  read  as  follows: 

161.344  Standards:  Surface 
impoundmenta. 

(a)*  '  • 

(1)  •  •  ' 

(i)*  •  • 

(C)  If  the  cover  and  closed-vent 
system  operate  such  that  the  enclosure 
of  the  surface  impoundment  is 
maintained  at  a  pressure  less  than 
atmospheric  pressure,  then  paragraph 
(a)(l)(i)(B)  of  this  section  does  not  apply 
to  any  opening  that  meets  all  of  the 
following  conditions: 

(1)  The  purpose  of  the  opening  is  to 
provide  dilution  airto  reduce  the 
explosion  hazard; 

(2)  The  opening  is  designed  to  operate 
with  no  detecteble  emissions  as 
indicated  by  an  instrument  reading  of 
less  than  500  ppmv  above  background, 
as  determined  hiitially  and  thereafter  at 
least  once  per  year  by  the  methods 
specified  in  §  61.355(h)  of  this  subpart; 
and 

(J)  The  pressure  is  monitored 
continuously  to  Misure  that  the  pressure 
in  the  enclosure  of  the  surface 
impoundment  remains  below 
atmospfaoic  pressure. 

•  •       *       •    .  • 

7.  Section  61.345  is  ammded  by 
revisi|ig  paragraphs  (a)(l)(ii),  (a)(2),  and 
(a)(3)  mtroductory  text;  and  by  aidding 
paragraph  (aK4)  to  read  as  follows: 

161.345  Standards:  Containers, 
(a)  •  •  • 

(1)  •  *  * 

(ii)  Except  as  provided  in  paragraph 
(a)(4)  of  this  section,  each  opening  snail 
be  maintained  in  a  closed,  sealed 
position  (e.g.,  covered  by  a  lid  that  is 
gasketed  and  latched)  at  all  times  that 
waste  is  in  the  container  except  when  it 
is  necessary  to  use  the  opening  for  waste 
loading,  removal,  inspection,  or 
sampling. 

(2)  When  a  waste  is  transferred  into  a 
container  by  piunping,  the  owner  or 
operatcH'  shall  perform  the  transfer  using 
a  submerged  fill  pipe.  The  submerged 
fill  pipe  outlet  sball  extend  to  witUn 
two  fill  pipe  diameters  of  the  bottom  of 
the  container  while  the  container  is 
being  loaded.  Daring  loading  of  ^ 
waste,  the  cover  diall  remain  in  place 
and  all  openings  shall  be  maintained  in 
a  closed,  sealed  position  except  for 


those  openings  required  for  the 
submeiged  fill  pipe,  those  openings 
required  for  venting  of  the  container  to 
prevmt  pfa]rsical  damage  or  permanent 
deformation  of  the  container  or  cow, 
and  any  openings  complying  with 
paragraph  (a)(4)  of  this  section. 
(SlTreatment  of  a  waste  in  a 
container,  including  aeration,  thermal  or 
other  treatment,  shidl  be  pwfonned  by 
the  owner  or  operator  in  a  manner  such 
that  whenever  It  is  necessary  for  the 
container  to  be  open  while  the  waste  is 
being  treated,  the  container  is  located 
under  a  cover  (e.g.  enclosure)  with  a 
closed-vent  system  that  routes  all 
organic  vapors  vented  from  the 
container  to  a  control  device,  except  for 
cover  and  closed-vent  systems  that  meet 
the  requirements  in  paragraph  (a)(4)  of 
this  section. 


(4)  If  the  cover  and  closed-vent  system 
operate  sudi  that  the  fxmtainer  is 
maintained  at  a  pressure  less  than 
atmospheric  pressiue,  the  owner  or 
operator  may  operate  the  system  with  an 
opening  that  is  not  sealed  and  kept 
closed  at  all  times  if  the  following 
conditions  are  met: 

(i)  The  purpose  of  the  opening  is  to 
provide  dilution  air  to  reduce  the 
explosion  hazard; 

(ii)  The  opening  is  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instrument  reading  of 
less  than  500  ppmv  above  background, 
as  determined  initially  and  dieieaiter  at 
least  once  per  year  by  methods  specified 
in  $  61.355(h);  and 

(iii)  The  pressure  is  mooitorad 
continuously  to  ensure  that  the  pressure 
in  the  container  remains  below 
atmospheric  pressure. 
•        •        •        •        • 

8.  Section  61.346  is  amended  by 
adding  paragraph  (a)(l)(i)(C)  to  read  as 
follows: 


161.346 


(a)  •  •  • 

(1)  '  '  • 

(i)  '  •  • 

(C)  If  the  cover  and  closed-vent 
system  operate  such  that  the  individual 
drain  system  is  maintained  at  a  pressure 
less  than  atmospheric  pressure,  then 
paragraph  (a)(l)(iKB)  of  this  section 
does  not  apply  to  any  opening  that 
meeta  all  of  the  following  ccmditicms: 

(1)  The  piupose  of  the  opening  is  to 
provide  dilution  air  to  reduce  the 
explosion  hazard; 

(2)  The  opening  is  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instrument  reading  of 
less  than  500  ppmv  above  background, 
as  determined  initially  and  thereafter  at 
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least  once  per  year  by  the  methods 
specified  in  §  61.355(h);  and 

(3)  The  pressure  is  monitored 
continuously  to  ensiire  that  the  pressure 
in  the  individual  drain  system  remains 
below  atmospheric  pressure. 
•        •        •        •        • 

9.  Section  61.347  is  amended  by 
adding  paragraph  (aKl)(i)(C)  to  read  as 
follows: 

161.347    Sfndarda;  OH  waUr  aeparator a. 

(a)  •  •  • 
(1)  •  •  * 

(C)  If  the  cover  and  closed-vent 
system  operate  such  that  the  oil- water 
separator  is  maintained  at  a  pressure 
less  than  atmospheric  pressiue.  then 
paragraph  (a)(l)(i)(B)  of  this  section 
does  not  apply  to  any  opening  that 
meets  all  of  the  following  conditions:  ' 

(1)  The  purpose  of  the  opening  is  to 
provide  dilution  air  to  reduce  the 
explosion  hazard; 

(2)  The  opening  is  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instnunent  reading  of 
less  than  500  ppmv  above  background, 
as  determined  initially  and  thereafter  at 
least  once  per  year  by  the  methods 
specified  in  S  61.355(h);  and 

(3)  The  pressure  is  monitored 
continuously  to  ensure  that  the  pressure 
in  the  oil-water  separator  remains  below 
atmospheric  pressiire. 

10.  Section  61.348  is  amended  by 
adding  a  new  sentence  at  the  end  of 
paragraph  (a)(5);  by  revising  the 
intnxiuctory  text  of  paragraphs  (b)  and 
(e);  by  redesignating  paragraphs  (f)  and 
(g)  as  (e)(1)  and  (e)(2);  by  adding 
paragraph  (e)(3);  and  by  redesignating 
paragraphs  (h)  and  (i)  as  (f)  and  (g). 

I61.34S    Standard*:  Treatment  Proceeaee. 

(a)  '  •  • 

(5)  •  •  •  These  provisions  apply  to 
above-ground  wastewater  treatment 
systems  as  well  as  those  that  are  at  or 
below  ground  level. 

(b)  Except  for  facilities  complying 
with  S  61.342(e),  the  owner  or  operator 
that  aggregates  or  mixes  individual 
waste  streams  as  defined  in  paragraph 
(a)(5)  of  this  section  for  management 
and  treatment  in  a  wastewater  treatment 
system  shall  comply  with  the  following 
requirements: 

(e)  Except  as  specified  in  paragraph 
(e)(3)  of  this  section,  if  the  treatment 
process  or  wastewater  treatment  system 
unit  has  any  openings  (e.g.,  access 
doors,  hatches,  etc.).  all  such  openings 
shall  be  sealed  (e.g.,  gasketed.  latched, 
etc.)  and  kept  closed  at  all  times  when 


waste  is  being  treated,  except  during 
inspection  and  maintenance. 

(3)  If  the  cover  and  closed-vent  system 
operate  such  that  the  treatment  process 
and  wastewater  treatment  system  unit 
are  maintained  at  a  pressiire  less  than 
atmospheric  pressure,  the  owner  or 
operator  may  operate  the  system  with  an 
opening  that  is  not  sealed  and  kept 
closed  at  all  times  if  the  following 
conditions  are  met: 

(i)  The  purpose  of  the  opening  is  to 
provide  dilution  air  to  reduce  the 
explosion  hazard; 

(ii)  The  opening  is  designed  to  operate 
with  no  detectable  emissions  as 
indicated  by  an  instrument  reading  of 
less  than  500  ppmv  above  backgroiuid, 
as  determined  Initially  and  thereafter  at 
least  once  per  year  by  the  methods 
specified  in  §  61.355(h);  and 

(iii)  The  pressure  is  monitored 
continuously  to  ensure  that  the  pressiue 
in  the  treatment  process  and  wastewater 
treatment  system  unit  remain  below 
atmospheric  pressure. 
•        •        •        •        • 

.  Section  61.349  is  amended  by 
revising  paragraphs  {a)(l)(ii).  (a)(2)(i)(B), 
(a)(2)(ii).  and  (e);  and  by  adding 
paragraphs  (a)(l)(iv).  and  (a)(2)(iv)  to 
read  as  follows: 

|«1.349    Standard*:  Cloaed-vant  syatMna 
and  control  davic**. 


(a) 
(1) 


•  • 


(ii)  Vent  systems  that  contain  any 
bypass  line  that  could  divert  the  vent 
stream  away  from  a  control  device  used 
to  comply  with  the  provisions  of  this 
subpart  shall  install,  maintain,  and* 
operate  according  to  the  manufacturer's 
specifications  a  flow  indicator  that 
provides  a  record  of  vent  stream  flow 
away  from  the  control  device  at  least 
once  every  15  minutes,  except  as 
provided  in  paragraph  (a)(l)(ii)(B)  of 
this  section. 

(A)  The  flow  indicator  shall  be 
installed  at  the  entrance  to  any  bypass 
line  that  could  divert  the  vent  stream 
away  from  the  control  device  to  the 
atmosphere. 

(B)  Where  the  bypass  line  valve  is 
secured  in  the  clc»ed  position  with  a 
car-seal  or  a  lock-and-key  type 
configuration,  a  flow  indicator  is  not 
required. 

(iv)  For  each  closed-vent  system 
complying  with  paragraph  (a)  of  this 
section,  one  or  more  devices  which  vent 
directly  to  the  atmosphere  may  be  used 
on  the  closed-vent  system  provided 
each  device  remains  in  a  closed,  sealed 
position  during  normal  operations 


except  when  the  device  needs  to  open 
to  prevent  physical  damage  or 
permanent  deformation  of  the  closed- 
vent  system  resulting  from  malfunction 
of  the  vmit  in  accordance  with  good 
engineering  and  safety  practices  for 
handling  flammable,  explosive,  or  other 
hazardous  materials. 

(2)  •   •   • 
(i)  .   .   . 

(B)  Achieve  a  total  organic  compound 
concentration  of  20  ppmv  (as  the  simi  of 
the  concentrations  for  individual 
compounds  using  Method  18)  on  a  dry 
basis  corrected  to  3  percent  oxygen;  or 

(ii)  A  vapor  recovery  system  (e.g..  a 
carbon  adsorption  system  or  a 
condenser)  shall  recover  or  control  the 
organic  emissions  vented  to  it  with  an 
efficiency  of  95  weight  percent  or 
greater,  or  shall  recover  or  control  the 
benzene  emissions  vented  to  it  with  an 
efficiency  of  98  weight  percent  or 
greater. 

(iv)  A  control  device  other  than  those 
described  in  paragraphs  (a)(2)  (i) 
through  (iii)  of  this  section  may  be  used 
provided  that  the  following  conditions 
are  met: 

(A)  The  device  shall  recover  or 
control  the  organic  emissions  vented  to 
it  with  an  efficiency  of  95  weight 
percent  or  greater,  or  shall  recover  or 
control  the  benzene  emissions  vented  to 
it  with  an  efficiency  of  98  weight 
percent  or  greater. 

(B)  The  owner  or  operator  shall 
develop  test  data  and  design 
information  tbat  documents  the  control 
device  will  achieve  an  emission  control 
efficiency  of  either  95  percent  or  greater 
for  organic  compounds  or  98  percent  or 
greater  for  benzene. 

(C)  The  owner  or  operator  shall 
identify: 

(1)  The  critical  operating  parameters 
that  a^ect  the  emission  control 
performance  of  the  device; 

(2)  The  range  of  values  of  these 
operating  parameters  that  ensure  the 
emission  control  efficiency  specified  iu 
paragraph  (a)(2)(iv)(A)  of  Uiis  section  is 
maintained  during  operation  of  the 
device;  and 

(3)  How  these  operating  parameters 
will  be  monitored  to  ensure  the  proper 
operation  and  maintenance  of  the 
device. 

(D)  The  owner  or  operator  shall 
submit  the  information  and  data 
specified  in  paragraphs  (a)(2)(iv)  (B)  and 

(C)  of  this  section  to  the  Administrator 
prior  to  operation  of  the  alternative 
control  device. 

(E)  The  Administrator  will  determine, 
based  on  the  information  submitted 
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under  paragraph  (a)(2)(iv)(D)  of  this 
section,  if  the  control  device  subiect  to 
paragraph  (a)(2)(iv)  of  this  section  meets 
the  reauirements  of  §  61.349.  The 
control  device  subject  to  paragraph 
(a)(2)(iv)  of  this  section  may  be  operated 
prior  to  receiving  approval  from  the 
Administrator.  However,  if  the 
Administrator  determines  that  the 
control  device  does  not  meet  the 
requirements  of  §  61.349,  the  facility 
may  be  subject  to  enforcement  action 
beginning  from  the  time  the  control 
device  began  operation. 

•  •        •        ^        * 

(e)  The  Administrator  may  request  at 
any  time  an  owner  or  operator 
demonstrate  that  a  control  device  meets 
the  applicable  conditions  speciHed  in 
paragraph  (a)(2)  of  this  section  by 
conducting  a  performance  test  using  the 
test  methoids  and  procedures  as  required 
in  §  61.355,  and  for  control  devices 
subject  to  paragraph  {a)(2)(iv)  of  this 
section,  the  Administrator  may  specify 
alternative  test  methods  and  procedures, 
as  appropriate. 

•  •        •        •        • 

12.  Section  61.353  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

S61.353    AWfnrtiw  main  ot wni— ton 
limitation. 

(a)  If,  in  the  Administrator's 
judgment,  an  alternative  means  of 
emission  limitation  will  achieve  a 
reduction  in  benzene  emissions  at  least 
equivalent  to  the  reduction  in  benzene 
emissions  from  the  source  achieved  by 
the  applicable  design,  equipment,  work 
practice,  or  operational  requirements  in 
§§61.342  through  61.349,  the 
Administrator  will  publish  in  the 
Federal  Register  a  notice  permitting  the 
use  of  the  alternative  means  for 
purposes  of  compliance  with  that 
requirement.  The  notice  may  condition 
the  permission  on  requirements  related 
to  the  operation  and  maintenance  of  the 
alternative  means. 


13.  Section  61.354  is  amended  by 
revising  paragraphs  (a)(1),  (b),  (c){6)(i), 
(c)(7)(i),  (c)(8).  and  (d)  and  by  adding 
paragraphs  (c)(9),  (f),  and  (g)  to  read  as 
follows: 

161.354    Monitoring  of  oporations. 

(a)  •  •  • 

(1)  Measure  the  benzene 
concentration  of  the  waste  stream 
exiting  the  treatment  process  complying 
with  §  61.348(a)(l)(i)  at  least  once  per 
month  by  collecting  and  analyzing  one 
or  more  samples  using  the  procedures 
specified  in  §61.355(cH3). 

(b)  If  an  owner  or  operator  complies 
with  the  requirements  of  §  61.348(b), 


then  the  owner  or  operator  shall 
monitor  each  wastewater  treatment 
system  to  ensure  the  unit  is  properly 
operated  and  maintained  by  the 
appropriate  monitoring  procedure  as 
follows: 

(1)  For  the  first  exempt  waste 
management  unit  in  each  waste 
treatment  train,  other  than  an  enhanced 
biodegradation  unit,  measure  the  flow 
rate,  using  the  procedures  of  §  61.355(b), 
and  the  benzene  concentration  of  each 
waste  stream  entering  the  unit  at  least 
once  per  month  by  collecting  and 
analyzing  one  or  more  samples  using 
the  procedures  specified  in 

§  61.355(c)(3). 

(2)  For  each  enhanced  biodegradation 
unit  that  is  the  first  exempt  waste 
management  unit  in  a  treatment  train, 
measure  the  benzene  concentration  of 
each  waste  stream  entering  the  unit  at 
least  once  per  month  by  collecting  and 
analyzing  one  or  more  samples  using 
the  procedures  specified  in 

§  61.355(c)(3). 

(c)*  •  • 

(6)«  •  • 
'  (i)  A  monitoring  device  equipped 
with  a  continuous  recorder  to  measure 
either  the  concentration  level  of  the 
organic  compounds  or  the  concentration 
level  of  benzene  in  the  exhaust  vent 
stream  from  the  condenser;  or 

(7)*  •  ' 

(i)  A  monitoring  device  equipped 
with  a  continuous  recorder  to  measure 
either  the  concentration  level  of  the 
organic  compounds  or  the  benzene 
concentration  level  in  the  exhaust  vent 
stream  frt>m  the  carbon  bed;  or 


(8)  For  a  vapor  recovery  system  other 
than  a  condenser  or  carbon  adsorption 
system,  a  monitoring  device  equipped 
with  a  continuous  recorder  to  measure 
either  the  concentration  level  of  the 
organic  compounds  or  the  benzene 
concentration  level  in  the  exhaust  vent 
stream  from  the  control  device. 

(9)  For  a  control  device  subject  to  the 
requirements  of  §61.349(a)(2)(iv), 
devices  to  monitor  the  parameters  as 
specified  in  §61.349(a)(2)(iv)(C). 

(d)  For  a  carbon  adsorption  system 
that  does  not  regenerate  the  cari>on  bed 
directly  on  site  in  the  control  device 
(e.g.,  a  carbon  canister),  either  the 
concentration  level  of  the  organic 
compounds  or  the  concentration  level  of 
benzene  in  the  exhaust  vent  stream  from 
the  carbon  adsorption  system  shall  be 
monitored  on  a  regular  schedule,  and 
the  existing  carbon  shall  be  replaced 
with  fresh  carbon  immediately  when 
carbon  breakthrough  is  indicated.  The 
device  shall  be  monitored  on  a  daily 


basis  or  at  intervals  no  greater  than  20 
percent  of  the  design  carbon 
replacement  interval,  whichever  is 
greater.  As  an  alternative  to  conducting 
this  monitoring,  an  owner  or  operator 
may  replace  the  carbon  in  the  carbon 
adsorption  system  with  fi«sh  cart>on  at 
a  regular  predetermined  time  interval 
that  is  less  than  the  carbon  replacement 
interval  that  is  determined  by  the 
maximum  design  flow  rate  and  either 
the  organic  concentration  or  the 
benzene  concentration  in  the  gas  stream 
vented  to  the  carbon  adsorption  system. 

(f)  Owners  or  operators  using  a 
closed-vent  system  that  contains  any 
bypass  line  that  could  divert  a  vent 
stream  from  a  control  device  used  to 
comply  with  the  provisions  of  this 
subpart  shall  do  the  following: 

(1)  Visually  inspect  the  bypass  line 
valve  at  least  once  every  month, 
checking  the  position  of  the  valve  and 
the  condition  of  the  car-seal  or  closure 
mechanism  required  under 

§  61.349(a)(l)(ii)  to  ensure  that  the  valve 
is  maintained  in  the  closed  position  and 
the  vent  stream  is  not  diverted  through 
the  bypass  line. 

(2)  visually  inspect  the  readings  from 
each  fiow  monitoring  device  required  by 
§  61.349(a)(l)(ii)  at  least  once  each 
operating  day  to  check  that  vapors  are 
being  routed  to  the  control  device  as 
required. 

[g]  Each  owner  or  operator  who  uses 
a  system  for  emission  control  that  is 
maintained  at  &  pressure  less  than 
atmospheric  pressure  with  openings  to 
provide  dilution  air  shall  install, 
calibrate,  maintain,  and  operate 
according  to  the  manufacturer's 
specifications  a  device  equipped  with  a 
continuous  recorder  to  monitor  the 
pressure  in  the  unit  to  ensure  that  it  is 
less  than  atmospheric  pressure. 

14.  Section  61.355  is  amended  by 
revising  paragraphs  (a)(l}  introductory 
text,  (a)(l)(i),  (a)(l)(ii),  (a)(2),  (a)(3),  (b), 
(c)  introductory  text,  the  first  sentence 
of  (d).  (e)(3).  (e)(4).  (f)(3).  the  first 
sentence  of  (g),  (i)  introductory  text, 
(i)(3)  introductory  text,  (i)(3)(ii)(C), 
(i)(3)(iii),  (i)(3)(iv),  and  (i)(4);  by  adding 
paragraph  (a)(6);  by  redesignating 
paragraphs  (c)(1)  and  (c)(2)  as  (c)(2)  and 
(c)(3)  respectively;  by  adding  (c)(1)  and 
a  new  sentence  to  the  end  of  tlie  newly 
redesignated  paragraph  (c)(2);  and  by 
adding  paragraphs  (j)  and  (k)  to  read  as 
follows: 

161.355    Tom  molttoda,  proeoduroo,  and 
compUanoi  provioiono. 

(a)*  •  • 

(1)  For  each  waste  stream  subject  to 
this  subpart  having  a  flow-weighted 
annual  average  water  content  greater 
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than  10  percent  water,  on  a  volume 
basis  as  total  water,  or  is  mixed  with 
water  or  other  wastes  at  any  time  and 
the  resulting  mixture  has  an  annual 
average  water  content  greater  than  10 
percent  as  specified  in  $  61.342(a).  the 
owner  or  operator  shall: 

(i)  Determine  the  annual  waste 
quantity  for  each  waste  stream  using  the 
procedures  specified  in  paragraph  (b)  of 

this  section. 

(ii)  Determine  the  flow-weighted 
annual  average  benzene  concentration 
for  each  waste  stream  using  the 
procedures  specified  in  paragraph  (c)  of 
this  section. 

•  •        •        •        • 

(2)  Total  annual  betuene  quantity 
from  facility  waste  is  calculated  by 
adding  together  the  annual  benzene 
quantity  for  each  waste  stream 
generated  during  the  year  and  the 
annual  benzene  quantity  for  each 
process  unit  turnaround  waste 
annualized  according  to  paragraph  (bM4) 
of  this  section. 

(3)  If  the  total  annual  benzene 
quantity  from  facility  waste  is  equal  to 
or  greater  than  10  mg/yr.  then  the  owner 
or  operator  shall  comply  with  the 
requirements  of  §  61.342  (c).  (d).  or  (e). 

•  *        •        •        • 

(6)  The  benzene  quantity  in  a  waste 
^stream  that  is  generated  less  than  one 
time  per  year,  except  as  provided  for 
process  unit  turnaround  waste  in 
paragraph  (b)(4)  of  this  section,  shall  be 
included  in  the  determination  of  total 
annual  benzene  quantity  from  facility 
waste  for  the  year  in  which  the  waste  is 
generated  unless  the  waste  stream  is 
otherwise  excluded  from  the 
determination  of  total  annual  benzene 
quantity  from  facility  waste  in 
accordance  with  paragraphs  (a)  through 
(c)  of  this  section.  The  benzene  quantity 
in  this  waste  stream  shall  not  be 
annualized  or  averaged  over  the  time 
interval  between  the  activities  that 
resulted  in  generation  of  the  waste,  for 
purposes  of  determining  the  total 
annual  benzene  quantity  from  facility 
waste. 

(b)  For  purposes  of  the  calculation 
required  by  paragraph  (a)  of  this  section, 
an  owner  or  operator  shall  determine 
the  annual  waste  quantity  at  the  point 
of  waste  generation,  unless  otherwise 
provided  in  paragraphs  (b)  (1).  (2),  (3). 
and  (4)  of  this  section,  by  one  of  the 
methods  given  in  paragraphs  (b)  (5) 
through  (7)  of  this  section. 

(1)  The  determination  of  annual  waste 
quantity  for  sour  water  streams  that  are 

Srocessed  in  sour  water  strippers  shall 
B  made  at  the  point  that  the  water  exits 
the  sour  water  stripper. 

(2)  The  determination  of  annual  waste 
quantity  for  wastes  at  coke  by-product 


plants  subject  to  and  complying  with 
the  control  requirements  of  §8  61.132, 
61.133,  61.134,  or  61.139  of  subpart  L  of 
this  part  shall  be  made  at  the  location 
that  the  waste  stream  exits  the  process 
unit  component  or  waste  management 
unit  controlled  by  that  subpart  or  at  the 
exit  of  the  ammonia  still,  provided  that 
the  following  conditions  are  met: 

(i)  The  transfer  of  wastes  between 
units  complying  with  the  control 
requirements  of  subpart  L  of  this  part, 
process  units,  and  the  ammonia  still  is 
made  through  hard  piping  or  other 
enclosed  system. 

(ii)  The  ammonia  still  meets  the 
definition  of  a  sour  water  stripper  In 
§61.341. 

(3)  The  determination  of  annual  waste 
quantity  for  wastes  that  are  received  at 
hazardous  waste  treatment,  storage,  or 
disposal  facihties  from  offsite  shall  be 
made  at  the  point  where  the  waste 
enters  the  hazardous  waste  treatment, 
storage,  or  disposal  facility. 

(4)  The  determination  of  annual  waste 
quantity  for  each  process  unit 
turnaround  waste  generated  only  at  2 
year  or  greater  intervals,  may  be  made 
by  dividing  the  total  quantity  of  waste 
generated  during  the  most  recent 
process  unit  turnaround  by  the  time 
period  (in  the  nearest  tenth  of  a  year) 
between  the  turnaround  resulting  in 
generation  of  the  waste  and  the  most 
recent  preceding  process  turnaround  for 
the  unit.  The  resulting  annual  waste 
quantity  shall  be  included  in  the 
calculation  of  the  annual  benzene 
quantity  as  provided  in  paragraph 
(a)(l)(iii)  of  this  section  for  the  year  in 
which  the  turnaround  occurs  and  for 
each  subsequent  year  until  the  unit 
undergoes  the  next  process  turnaround. 
For  estimates  of  total  annual  benzene 
quantity  as  specified  in  the  90-day 
report,  required  under  §  61.357(a)(1),  the 
owner  or  operator  shall  estimate  the 
waste  quantity  generated  during  the 
most  recent  turnaround,  and  the  time 
period  between  turnarounds  in 
accordance  with  good  engineering 
practices.  If  the  owner  or  operator 
chooses  not  to  annualize  process  unit 
turnaround  waste,  as  specified  in  this 
paragraph,  then  the  process  unit 
turnaround  waste  quantity  shall  be 
included  in  the  calculation  of  the 
annual  benzene  quantity  for  the  year  in 
which  the  turnaround  occurs. 

(5)  Select  the  highest  annual  quantity 
of  waste  managed  from  historical 
records  representing  the  most  recent  5 
years  of  operation  or,  if  the  facility  has 
been  in  service  for  less  than  5  years  but 
at  least  1  year,  from  historical  records 
representing  the  total  operating  life  of 
the  facility; 


(6)  Use  the  maximum  design  capacity 
of  the  waste  management  unit:  or 

(7)  Use  measurements  that  are 
representative  of  maximum  waste 
generation  rates. 

(c)  For  the  purposes  of  the  calculation 
required  by  §§  61.355(a)  of  this  subpart, 
an  owner  or  operator  shall  determine 
the  flow-weighted  annual  average  ben- 
zene concentration  in  a  manner  that 
meets  the  requirements  given  in 
paragraph  (c)(1)  of  this  section  using 
either  of  the  methods  given  in 
paragraphs  (c)(2)  and  (cK3)  of  this 
section. 

(1)  The  determination  of  flow- 
weighted  aiwual  average  benzene 
concentration  shall  meet  all  of  the 
following  criteria: 

(i)  The  determination  shall  be  made  at 
the  point  of  waste  generation  except  for 
the  specific  cases  given  in  paragraphs 
(c)(l)(i)(A)  through  (D)  of  this  section. 

(A)  The  determination  for  sour  water 
streams  that  are  processed  in  sour  water 
strippers  shall  be  made  at  the  point  that 
the  water  exits  the  sour  water  stripper. 

(B)  The  determination  for  wastes  at 
coke  by-product  plants  subject  to  and 
complying  with  the  control 
requirements  of  §§  61.132, 61.133. 
61.134.  or  61.139  of  Subpart  L  of  this 
part  shall  be  made  at  the  location  that 
the  waste  stream  exits  the  process  unit 
component  or  waste  management  unit 
controlled  by  that  subpart  or  at  the  exit 
of  the  ammonia  still,  provided  that  the 
following  conditions  are  met: 

(1)  The  transfer  of  wastes  between 
units  complying  with  the  control 
requirements  of  Subpart  L  of  this  part, 
process  units,  and  the  ammonia  still  is 
made  throu^  hard  piping  or  other 
enclosed  system. 

(2)  The  ammonia  still  meets  the 
definition  of  a  sour  water  stripper  in 
§61.341. 

(C)  The  determination  for  wastes  that 
are  received  from  offsite  shall  be  made 
at  the  point  where  the  waste  enters  the 
hazardous  waste  treatment,  storage,  or 
disposal  facility. 

(D)  The  determination  of  flow- 
weighted  annual  average  benzene 
concentration  for  process  unit 
turnaround  waste  shall  be  made  using 
either  of  the  methods  given  in  paragraph 
(c)(2)  or  (c)(3)  of  this  section.  The 
resulting  flow-weighted  annual  average 
benzene  concentration  shall  be  included 
in  the  calculation  of  annual  benzene 
quantity  as  provided  in  paragraph 
(a)(l)(iii)  of  this  section  for  the  year  in 
which  the  turnaround  ocoirs  and  for 
each  subsequent  year  until  the  unit 
undergoes  the  next  process  unit 
turnaround. 

(ii)  Volatilization  of  the  benzene  bv 
exposure  to  air  shall  not  be  used  in  the 
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determination  to  reduce  the  benzene 
concentration. 

(iii)  Nfixing  or  diluting  the  waste 
stream  with  other  wastes  or  other 
materials  shall  not  be  used  in  the 
determination — to  reduce  the  benzene 
concentration. 

(iv)  The  determination  shall  be  made 
prior  to  any  treatment  of  the  waste  that 
removes  benzene,  except  as  specified  in 
paragraphs  (c)(l)(i)(A)  through  (D)  of 
this  section. 

(v)  For  wastes  with  multiple  phases, 
the  determination  shall  provide  the 
weighted-average  benzene  concentration 
based  on  the  benzene  concentration  in 
each  phase  of  the  waste  and  the  relative 
proportion  of  the  phases. 

(2)  •    •    *  when  an  owner  or 
operator  and  the  Administrator  do  not 
agree  on  determinations  of  the  flow- 
weighted  annual  average  benzene 
concentration  based  on  knowledge  of 
the  waste,  the  procedures  under 
paragraph  (c)(3)  of  this  section  shall  be 
used  to  resolve  the  disagreement. 

(d)  An  ownw  or  operator  using 
performance  tests  to  demonstrate 
compliance  of  a  treatment  process  with 
§61.348  (a)(l)(i)  shall  measure  the  flow- 
weighted  annual  average  benzene 
concentration  of  the  waste  stream 
exiting  the  treatment  process  by 
collecting  and  analyzing  a  minimum  of 
three  representative  samples  of  the 
waste  stream  using  the  procedures  in 
paragraph  (c)(3)  of  this  section.  •     *     • 

(«)••• 

(3)  The  mass  flow  rate  of  benzene 
entering  the  treatment  process  (Et>)  shall 
be  determined  by  computing  the 
product  of  the  flow  rate  of  the  waste 
stream  entering  the  treatment  process, 
as  determined  by  the  inlet  flow  meter, 
and  the  benz  ene  concentration  of  the 
waste  stream,  as  determined  using  the 
sampling  and  analytical  procedures 
specified  in  paragraph  (c)(2)  or  (c)(3)  of 
this  section.  Three  grab  samples  of  the 
waste  shall  be  taken  at  equally  spaced 
time  intervals  over  a  1-hour  period. 
Each  1-hour  period  constitutes  a  run. 
and  the  performance  test  shall  consist  of 
a  minimum  of  3  runs  conducted  over  a 
3-hour  period.  The  mass  flow  rate  of 
benzene  entering  the  treatment  process 
is  calculated  as  follows: 


^".^  n  X  10* 


where- 


i»l 


Vi  c, 


Eb=Mass  flow  rate  of  benzene  entering 

the  treatment  process,  kg/hour. 
K=Density  of  the  waste  stream,  kg/m^. 
VisAverage  volume  flow  rate  of  waste 
entering  the  treatment  process 
during  each  run  i,  m^/hour. 
Ci= Average  concentration  of  benzene  in 
the  waste  stream  entering  the 
treatment  process  during  each  run  i, 
ppmw. 
n=Number  of  r\ms. 

(4)  The  mass  flow  rate  of  benzene 
exiting  the  treatment  process  (EJ  shall 
be  determined  by  computing  the 
product  of  the  flow  rate  of  the  waste 
stream  exiting  the  treatment  process,  as 
determined  by  the  outlet  flow  meter  or 
the  inlet  flow  meter,  and  the  benzene 
concentration  of  the  waste  stream,  as 
determined  using  the  sampling  and 
analytical  procedure*  specified  in 
paragraph  (c)(2)  or  (cK3)  of  this  section. 
Three  grab  samples  of  the  waste  shall  be 
taken  at  equally  spaced  time  intervals 
over  a  1-hour  period.  Each  l-hoiur 
period  constitutes  a  run,  and  the 
performance  test  shall  consist  of  a 
minimum  of  3  runs  conducted  over  the 
same  3-hoiu'  period  at  which  the  mass 
flow  rate  of  benzene  entering  the 
treatment  process  is  determined.  The 
mass  flow  rate  of  benzene  exiting  the 
treatment  process  is  calculated  as 
follows: 


E    = 
*  Tl   X    10* 


i  =  l 


^i  Ci 


Where: 

Ea=Mass  flow  rale  of  benzene  exiting  the 

treatment  process,  kg/hour. 
K=Density  of  the  waste  stream,  kg/m'. 
Vi=Average  volume  flow  rate  of  waste 

exiting  the  treatment  process  during 

each  run  i,  m^/hour. 
QsAverage  concentration  of  benzene  in 

the  waste  stream  exiting  the 

treatment  process  during  each  run  i. 

ppmw. 
n=Number  of  runs. 


hour  period.  Each  1-hour  period 
constitutes  a  run,  and  the  performance 
test  shall  consist  of  a  minimum  of  3 
runs  conducted  over  a  3-hour  period. 
The  mass  flow  rate  of  benzene  into  the 
combustion  unit  is  calculated  as 
follows: 


(f)-  *  • 

(3)  The  mass  flow  rate  of  benzene 
entering  the  combustion  unit  shall  be 
determined  by  computing  the  product  of 
the  flow  rate  of  the  waste  stream 
entering  the  combustion  unit,  as 
determined  by  the  inlet  flow  meter,  and 
the  benzene  concentration  of  the  waste 
stream,  as  determined  using  the 
sampUng  procedures  in  paragraph  (c)(2) 
or  (c)(3)  of  this  section.  Three  grab 
samples  of  the  waste  shall  be  taken  at 
equally  spaced  time  intervals  over  a  1- 


^b  = 


n  X  10* 


i  =  l 


^i  Ci 


Where: 

EbsMass  flow  rate  of  benzene  into  the 

combustion  unit,  kg/hour. 
K=Density  of  the  waste  stream,  kg/m'. 
VisAverage  voliune  flow  rate  of  waste 

entering  the  combustion  imit  during 

each  run  i,  m'/hour. 
CisAverage  concentration  of  benzene  in 

the  waste  stream  entering  the 

combustion  unit  during  each  nm  i. 

ppmw. 
n^Nimdber  of  rxins. 


(g)  An  owner  or  operator  using 
performance  tests  to  demcuistrate 
compliance  of  a  wastewater  treatment 
system  unit  with  §  61.348(b)  shall 
measure  the  flow-weighted  annual 
average  benzene  concentration  of  the 
wastewater  stream  where  the  waste 
stream  enters  an  exempt  waste 
management  imit  by  collecting  and 
analyzing  a  minimum  of  three 
representative  samples  of  the  waste 
stream  using  the  procedures  in 
paragraph  (c)(3)  of  this  section.  *  *  * 

(i)  An  owner  or  operator  using  a  ' 
performance  test  to  demonstrate 
compliance  of  a  control  device  with 
either  the  organic  reduction  efficiency 
requirement  or  the  benzene  reduction 
efficiency  requirement  specified  under 
§  61.349(a)(2)  shall  use  the  following 
procedures: 
•        •        •        •        • 

(3)  The  mass  flow  rate  of  either  the 
organics  or  benzene  entering  and  exiting 
the  control  device  shall  be  determined 
as  follo%vs: 


(ii)*  •  • 

(C)  The  organic  concentration  or  the 
benzene  concentration,  as  appropriate, 
in  the  vent  stream  entering  and  exiting 
the  control  shall  be  determined  using 
Method  18  from  Appendix  A  of  40  CTR 
part  60. 

(iii)  The  mass  of  organics  or  benzene 
entering  and  exiting  tfie  control  device 
during  each  run  shall  be  calculated  as 
follows: 


3102 


Federal  Register  /  Vol.  58.  No.  ^  /  Thursday.  January  7.  1993  /  Rules  and  Regulations 


^-: 


KV^ 


i«l 


C,j  W^j 


(io-«) 


Mkj  -  K  V, 


'bj 


bj 


i=l 


C|,i  Afh^i 


(10-') 


When: 

M^Mass  of  organics  or  benzene  in  the 

vent  stream  entering  the  control 

device  during  run  ).  kg. 
Mn^Mass  of  organics  or  benzene  in  the 

vent  stream  exiting  the  control 

device  during  run  ),  kg. 
V,<= Volume  of  vent  stream  entering  the 

control  device  during  run  j  at 

standard  conditions,  m'. 
Vb,sVolume  of  vent  stream  exiting  the 

control  device  during  run  j  at 

standard  conditions,  m^. 
C^sOrganic  concentration  of  compound 

i  or  the  benzene  concentration 

measured  in  the  vent  stream 

entering  the  control  device  as 

determined  by  Method  18.  ppm  by 

voliune  on  a  dry  basis. 
CtM^Organic  concentration  of  compound 

i  or  the  benzene  concentration 

measured  in  the  vent  stream  exiting 

the  control  device  as  determined  by 

Method  IB.  ppm  by  volume  on  a 

dry  basis. 
MW,=Molecular  weight  of  organic 

compound  i  in  the  vent  stream  or 

the  molecular  weight  of  benzene. 

kg/kg-mol. 
n=Number  of  organic  compounds  in  the 

vent  stream:  if  benzene  reduction 

efBdency  is  being  demonstrated. 

thenn=l. 
K=Conversion  factor  for  molar 

volumesO.0416  kg-mol/m^  (at 

ZSa^K  and  760  mm  Hg). 
10"*=Conversion  from  ppm.  ppm"'. 

(iv)  The  mass  flow  rate  of  organics  or 
benzene  entering  and  exiting  the  control 
device  shall  be  calculated  as  follows: 


E.=Mass  flow  rate  of  organics  or 

benzene  entering  the  control  device. 

kg/hour. 
E»,=Mass  flow  rate  of  organics  or 

benzene  exiting  the  control  device. 

kg/hour. 
M^sMass  of  organics  or  benzene  in  the 

vent  stream  entering  the  control 

device  during  run  j.  kg. 
M|.i=Mass  of  organics  or  benzene  in  vent 

stream  exiting  the  control  device 

during  run  j.  kg. 
T=Total  time  of  all  nms.  hour. 
n=Number  of  runs. 

(4)  The  organic  reduction  efficiency  or 
the  benzene  reduction  efficiency  for  the 
control  device  shall  be  calculated  as 
follows: 


Fk  = 


J=l 


M, 


'bj 


IT 


R= 


B.  — E» 


xlOO 


Whwe: 


Where: 

R=Total  organic  reduction  efficiency  or 

benzene  reduction  efficiency  for  the 

control  device,  percent. 
E.=Mass  flow  rate  ot  organics  or 

benzene  entering  the  control  device. 

kg/hr. 
Et.=Mass  flow  rate  of  organics  or 

benzene  exiting  the  control  device. 

kg/hr. 
(j)  An  owner  or  operator  shall 
determine  the  benzene  quantity  for  the 
purposes  of  the  calculation  required  by 
§61.342  (c)(3)(ii)(B)  according  to  the 
provisions  of  paragraph  (a)  of  this 
section,  except  that  the  procedures  in 
paragraph  (a)  of  this  section  shall  also 
apply  to  wastes  with  a  water  content  of 
10  percent  or  less. 

(k)  An  owner  or  operator  shall 
determine  the  benzene  quantity  for  the 
purposes  of  the  calculation  required  by 
S  61.342(e)(2)  by  the  following 
procedure: 

(1)  For  each  waste  stream  that  is  not 
controlled  for  air  emissions  in 
accordance  with  §S  61.343. 61.344. 
61.345.  61.346. 61.347,  or  61.348(a).  as 
applicable  to  the  waste  management 
imit  that  manages  the  waste,  the 
benzene  qviantity  shall  be  determined  as 
specified  in  pars^ph  (a)  of  this 


section,  except  that  paragraph  (b)(4)  of 
this  section  shall  not  apply,  i.e..  the 
waste  quantity  for  process  unit 
timiaround  waste  is  not  aimualized  but 
shall  be  included  in  the  determination 
of  benzene  quantity  for  the  year  in 
which  the  waste  Is  generated  for  the 
purposes  of  the  calculation  required  by 
861.342(e)(2). 

(2)  For  each  waste  stream  that  is 
controlled  for  air  emissions  in 
accordance  writh  §§61.343.  61.344. 
61.345.  61.346.  61.347.  or  61.348(a).  as 
applicable  to  the  waste  management 
unit  that  manages  the  waste,  the 
determination  of  annual  waste  quantity 
and  flow-weighted  annual  average 
benzene  concentration  shall  be  made  at 
the  first  applicable  location  as  described 
in  paragraphs  (kK2){i).  (k)(2)(ii),  and 
(k)(2)(iii)  of  this  section  and  prior  to  any 
reduction  of  benzene  concentration 
through  volatilization  of  the  benzene, 
using  the  methods  given  in  (k)(2)(iv) 
and  (k)(2)(v)  of  this  section. 

(i)  where  the  waste  stream  enters  the 
first  waste  management  unit  not 
complying  with  §§61.343.  61.344, 
61.345.  61.346.  61.347.  and  61.348(a) 
that  are  applicable  to  the  waste 
management  unit. 

(ii)  For  each  waste  stream  that  is 
managed  or  treated  only  in  compliance 
with  §§  61.343  through  61.348(a)  up  to 
the  point  of  final  direct  discharge  from 
the  facility,  the  determination  of 
benzene  quantity  shall  be  prior  to  any 
reduction  of  benzene  concentration 
through  volatilization  of  the  benzene,  or 

(iii)  For  wastes  managed  in  units 
controlled  for  air  emissions  in 
accordance  with  §§61.343.  61.344. 
61.345.  61.346.  61.347.  and  61.348(a). 
and  then  transferred  offsite.  facilities 
shall  use  the  first  applicable  oKsite 
location  as  described  in  paragraphs 
(k)(2)(i)  and  (k)(2)(ii)  of  this  section  if 
they  have  documentation  from  the 
ofbite  facility  of  the  benzene  quantity  at 
this  location.  Facilities  without  this 
dociunentation  for  offoite  wastes  shall 
use  the  benzene  Quantity  determined  at 
the  point  where  tne  transferred  weste 
leaves  the  facility. 
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(iv)  Annual  waste  quantity  shall  be 
detennined  using  the  procedures  in 
paragraphs  (bH5).  (6),  or  (7)  of  this 
section,  and 

(v)  The  flow-weighted  annual  average 
benzene  concentration  shall  be 
determined  using  the  procedures  in 
paragraphs  (c)(2}  or  (3)  of  this  section. 

(3}  The  benzene  quantity  in  a  waste 
stream  that  is  generated  less  than  one 
time  per  year,  including  process  imit 
turnaround  waste,  shall  be  included  in 
the  determination  of  benzene  quantity 
as  determined  in  paragraph  (k)(6)  of  this 
section  for  the  year  in  which  the  waste 
is  generated.  The  benzene  quantity  in 
this  waste  stream  shall  not  be 
annualized  or  averaged  over  the  time 
interval  between  the  activities  that 
resulted  in  generation  of  the  waste  for 
purposes  of  determining  benzene 
quantity  as  determined  in  paragraph 
(k)(6)  of  this  section. 

(4)  The  benzene  in  waste  entering  an 
enhanced  biodegradation  unit,  as 
defined  in  §61.348(b)(2)(ii)(B),  shall  not 
be  included  in  the  determination  of 
benzene  quantity,  determined  in 
paragraph  (k)(6)  of  this  section,  if  the 
following  conditions  are  met: 

(i)  The  Denzene  concentration  for  each 
waste  stream  entering  the  enhanced 
biodegradation  unit  is  less  than  10 
ppmw  on  a  flow-weighted  annual 
average  basis,  and 

(ii)  All  prior  waste  management  units 
managing  the  waste  comply  with 
§§61.343,  61.344,  61.345.  61.346, 
61.347  and  61.348(a). 

(.5)  The  benzene  quantity  for  each 
waste  stream  in  paragraph  (k){2)  of  this 
section  shall  be  determined  by 
multiplying  the  annual  waste  quantity 
of  each  waste  stream  times  its  flow- 
weighted  annual  average  benzene 
concentration. 

(6)  The  total  benzene  quantity  for  the 
purposes  of  the  calculation  required  by 
§  61.342(e)(2)  shall  be  determined  by 
adding  together  the  benzene  quantities 
determined  in  paragraphs  (k)(l)  and 
(k)(5)  of  this  section  for  each  applicable 
waste  stream. 

(7)  If  the  benzene  quantity  determined 
in  paragraph  (6)  of  this  section  exceeds 
6.0  Mg/yr  only  because  of  multiple 
counting  of  the  benzene  quantity  for  a 
waste  stream,  the  owner  or  operator  may 
use  the  following  procedures  for  the 
purposes  of  the  calculation  required  by 
§61. 342(e)(2): 

(1)  Determine  which  waste 
management  units  ara  involved  in  the 
multiple  counting  of  benzene; 

(ii)  Determine  me  quantity  of  benzene 
ttiat  is  emitted,  recovered,  or  removed 
from  the  affected  imits  identified  in 
paragraph  (k)(7)(i)  of  this  section,  oc 
destroyed  in  the  units  if  applicable, 


using  either  direct  measurements  or  the 
best  available  estimation  techniques 
developed  or  approved  by  the 
Administrator. 

(iii)  Adjust  the  benzene  quantity  to 
eliminate  the  multiple  counting  of 
benzene  based  on  the  results  from 
paragraph  (k)(7)(ii)  of  this  section  and 
determine  the  total  benzene  quantity  for 
the  purposes  of  the  calculation  required 
by  §  61.342(e)(2). 

(iv)  Submit  in  the  annual  report    ■ 
required  under  §  61.357(a)  a  description 
of  the  methods  used  and  the  resulting 
calculations  for  the  alternative 
procedure  under  paragraph  (k)(7)  of  this 
section,  the  benzene  quantity 
determination  from  paragraph  (k)(6)  of 
this  section,  and  the  adjusted  benzene 
quantity  determination  bom  paragraph 
(k)(7)(iii)  of  this  section. 

15.  Section  61.356  is  amended  by 
redesignating  paragraph  (b)(4)  as  (b)(6); 
by  revising  newly  redesignated  (b)(6);  by 
adding  paragraphs  (b)(4)  and  (b)(5):  by 
revising  paragraph  (b)(2),  (c).  (d),  (e)(2), 
and  the  introductory  text  of  (f)(2):  by 
removing  (f)(2)(i);  by  redesignating 
paragraph  (f)(2)(ii)  as  (0(2)(i):  by 
revising  newly  redesignated  paragraphs 
(f)(2)(i)  introductory  text  and  (f)(2)(i)  (E) 
through  (G);  by  adding  i>aragraph 
(f)(2)(i)(H);  by  redesignating  (i)(4)  as 
(i)(5);  by  adding  paragraph  (i)(4);  by 
revising  paragraphs  (j)(3),  (})(6).  (j)(8). 
())(9),  and  (i)(ll):  and  by  adding 
paragraphs  ())(12),  (m),  and  adding  and 
reserving  paragraph  (f)(2)(ii)  to  read  as 
follows: 

Sfil.356    ftocordhaaptng  requiremante. 

•        *        •        •        • 

(b)  •  •  • 

(2)  For  each  waste  strsam  exempt 
from  §  61.342(c)(1)  in  accordance  with 
§  61.342(c)(3),  the  records  shall  include: 

(i)  All  measurements,  calculations, 
and  other  documentaticm  used  to 
determine  that  the  continuous  flow  of 
process  wastewater  is  less  than  0.02 
liters  per  minute  or  the  annual  waste 
quantity  of  process  wastewater  is  less 
than  10  Mg/yr  in  accordance  with 
§61.342(c)(3)(i).or 

(ii)  All  measurements,  calculations, 
and  other  documentation  used  to 
determine  that  the  sum  of  the  total 
annual  benzene  quantity  in  all  exempt 
waste  streams  does  not  exceed  2.0  Mg/ 
yr  in  accordance  with  §  61.342(c)(3)(ii). 

(4)  For  each  facility  where  waste 
streams  are  contrail^  for  benzene 
emissions  in  accordance  with 
§  61.342(e),  the  records  shall  include  for 
each  waste  stream  all  measurements, 
including  the  locations  of  the 
measurements,  calculations,  and  other 
documentation  used  to  determine  that 


the  total  benzene  quantity  does  not 
exceed  6.0  Mg/yr. 

(5)  For  each  radlity  where  the  annual 
waste  quantity  for  process  unit 
turnaround  waste  is  determined  in 
accordance  with  §61.3S5(b)(5),  the 
records  shall  include  all  test  results, 
measurements,  calculations,  and  other 
documentation  used  to  determine  the 
following  information:  identification  of 
each  process  uiuit  at  the  facility  that 
undergoes  tiunarounds.  the  date  of  the 
most  recent  tximaround  for  each  process 
unit,  identification  of  each  process  imit 
turnaround  waste,  the  water  content  of 
each  process  unit  turnaround  waste,  the 
annual  waste  quantity  determined  in 
accordance  with  §  61.355(b)(5),  the 
range  of  benzene  concentrations  in  the 
waste,  the  annual  average  flow-weighted 
benzene  concentration  of  the  waste,  and 
the  annual  benzene  quantity  calculated 
in  accordance  with  §61.355(a)(l)(iii)  of 
this  section. 

(6)  For  each  facility  where  wastewater 
streams  are  controlled  for  benzene 
emissions  in  accordance  with 

§  61.348(b)(2),  the  records  shall  include 
all  measurements,  calculations,  and 
other  documentation  used  to  determine 
the  annual  benzene  content  of  the  waste 
streams  and  the  total  annual  benzene 
quantity  contained  in  all  waste  streams 
managed  or  treated  in  exempt  waste 
management  units. 

(c)  An  owner  or  operator  transfisTring 
waste  off-site  to  another  facility  for 
treatment  in  accordance  with  §  61.342(0 
shall  maintain  documentation  for  eadi 
offeite  waste  shipment  that  includes  the 
following  information:  Date  waste  is 
shipped  offsite,  quantity  of  waste 
shipped  offsite,  name  and  address  of  the 
facility  receiving  the  waste,  and  a  copy 
of  the  notice  sent  with  the  waste 
shipment. 

(d)  An  owner  or  operator  using 
control  equipment  in  accordance  with 
§§61.343  through  61.347  shall  maintain 
engineering  design  dociunentation  for 
all  control  equipment  that  is  installed 
on  the  waste  management  unit.  The 
documentation  shall  be  retained  for  the 
life  of  the  control  equipment.  If  a 
control  device  is  used,  then  the  owner 
or  operator  shall  maintain  the  control 
device  records  required  by  paragraph  (Q 
of  this  section. 

(e)  •  •  • 

(2)  If  engineering  calculations  are 
used  to  determine  treatment  process  or 
wastewater  treatment  system  imit 
performance,  then  the  owner  or  operator 
shall  maintain  the  complete  design 
analysis  for  the  unit.  The  design 
analysis  shall  include  for  example  the 
following  information:  Design  ■ 
specifications,  drawings,  schematics, 
piping  and  instrumentaticm  diagrams. 
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and  other  documentation  necessary  to 
demonstrate  the  unit  performance. 
•        •        •        •        • 

(f)  •  '  ' 

(2)  If  engineering  calculations  are 

used  to  determine  control  device 
performance  In  accordance  with 
§  61.349(c).  then  a  design  analysis  for 
the  control  device  that  includes  for 
example: 

(i)  Specifications,  drawings, 
schematics,  and  piping.and 
instrumentation  diagrams  prepared  by 
the  owner  or  operator,  or  the  control 
device  manufacturer  or  vendor  that 
describe  the  control  device  design  based 
on  acceptable  engineering  texts.  The 
design  analysis  shall  address  the 
following  vent  stream  characteristics 
and  control  device  operating 
parameters: 


(E)  For  a  condenser,  the  design 
analysis  shall  consider  the  vent  stream 
composition,  constituent  concentration, 
flow  rate,  relative  humidity,  and 
temperature.  The  design  analysis  shall 
also  establish  the  design  outlet  organic 
compound  concentration  level  or  the 
design  outlet  benzene  concentration 
level,  design  average  temperature  of  the 
condenser  exhaust  vent  stream,  and  the 
design  average  temperatures  of  the 
coolant  fluid  at  the  condenser  inlet  and 
outlet. 

(F)  For  a  carbon  adsorption  system 
that  regenerates  the  carbon  bed  directly 
on-site  in  the  control  device  such  as  a 
fixed-bed  adsorber,  the  design  analysis 
shall  consider  the  vent  stream 
composition,  constituent  concentration, 
flow  rate,  relative  hiunidity.  and 
temperature.  The  design  analysis  shall 
also  establish  the  design  exhaust  vent 
stream  organic  compound  concentration 
level  or  the  design  exhaust  vent  stream 
benzene  concentration  level,  number 
and  capacity  of  carbon  beds,  type  and 
working  capacity  of  activated  carbon 
used  for  carton  beds,  design  total  steam 
flow  over  the  period  of  eadi  complete 
carbon  bed  regeneration  cycle,  duration 
of  the  caibon  bed  steaming  and  cooling/ 
drying  cycles,  design  carbon  bed 
temperature  after  regeneration,  design 
carbon  bed  regeneration  time,  and 
design  service  life  of  carbon. 

(GlFor  a  carbon  adsorption  system 
that  does  not  regenerate  the  carbon  bed 
directly  on-site  in  the  control  device, 
such  as  a  carbon  canister,  the  design 
analysis  shall  consider  the  vent  stream 
composition,  constituent  concentration, 
flow  rate,  relative  humidity,  and 
temperature.  The  design  analysis  shall 
also  establish  the  design  exhaust  vent 
stream  organic  compound  concentration 
level  or  the  design  exhaust  vent  stream 


benzene  concentration  level,  capacity  of 
carbon  bed.  type  and  working  capacity 
of  activated  carbon  used  for  carbon  bed. 
and  design  carbon  replacement  interval 
based  on  the  total  carbon  working 
capacity  of  the  control  device  and 
source  operating  schedule. 

(H)  For  a  control  device  subject  to  the 
requirements  of  §61.349{a)(2)(iv).  the 
design  analysis  shall  consider  the  vent 
stream  composition,  constituent 
concentration,  and  flow  rate.  The  design 
analysis  shall  also  include  all  of  the 
information  submitted  under  §  61.349 
(a)(2)(iv). 

(ii)  (Reserved] 
•        •        •        •        • 

(i)'  •  • 

(4)  If  measiueraents  of  waste  stream 
benzene  concentration  are  performed  in 
accordance  with  S  61.354(b),  the  owner 
or  operator  shall  maintain  records  that 
include  the  date  each  test  is  performed 
and  all  test  results. 


(j)*  •  * 

(3)  Periods  when  the  closed-vent 

system  and  control  device  are  not 

operated  as  designed  including  all 

periods  and  the  duration  when: 

(i)  Any  valve  car-seal  or  closure 
mechanism  required  under 
§61.349(a)(l)(ii)  is  broken  or  the  by-pass 
line  valve  position  has  changed. 

(ii)  The  now  monitoring  devices 
required  under  861.349(a)(l){ii)  indicate 
that  vapors  are  not  routed  to  the  control 
device  as  required. 

(6)  If  a  boiler  or  process  heater  is 
used,  then  the  owner  or  operator  shall 
maintain  records  of  each  occurrence 
when  there  is  a  change  in  the  location 
at  which  the  vent  stream  is  introduced 
into  the  flame  zone  as  required  by 
§61.349{a)(2)(i)(C).  For  a  boiler  or 
process  heater  having  a  design  heat 
input  capacity  less  thian  44  MW,  the 
owner  or  operator  shall  maintain 
continuous  records  of  the  temperature 
of  the  gas  stream  in  the  combustion 
zone  of  the  boiler  or  process  heater  and 
records  of  all  3-hour  periods  of 
operati(ui  during  which  the  average 
temperature  of  the  gas  stream  in  the 
combustion  zone  is  more  than  28°C 
below  the  design  combustion  zone 
temperature.  For  a  boiler  or  process 
heater  having  a  design  heat  input 
capacity  greater  than  or  eoual  to  44  MW 
the  o%vner  or  operator  shall  maintain 
continuous  records  of  the  parameter{s) 
monitored  in  accordance  with  the 
requirements  of  §  61.354(c)(5). 

(8)  If  a  condenser  is  used,  then  the 
owner  or  operator  shall  maintain 
records  from  the  monitoring  device  of 


the  parameters  selected  to  be  monitored 
in  accordance  with  S  61.354(c)(6).  If 
concentration  of  organics  or 
concentration  of  benzene  in  the  control 
device  outlet  gas  stream  is  monitored, 
then  the  owner  or  operator  shall  record 
all  3-hour  periods  of  operation  during 
which  the  concentration  of  organics  or 
the  concentration  of  benzene  in  the 
exhaust  stream  is  more  than  20  percent 
greater  than  the  design  value.  If  the 
temperature  of  the  condenser  exhaust 
stream  and  coolant  fluid  is  monitored, 
then  the  owner  or  operator  shall  record 
all  3-hour  periods  of  operation  during 
which  the  temperature  of  the  condenser 
exhaust  vent  stream  is  more  than  6  °C 
above  the  design  average  exhaust  vent 
stream  temperature,  or  the  temperature 
of  the  coolant  fluid  exiting  the 
condenser  is  more  than  6  *C  above  the 
design  average  coolant  fluid 
temperature  at  the  condenser  outlet. 

(9)  If  a  carbon  adsorber  is  used,  then 
the  owner  or  operator  shall  maintain 
records  from  the  monitoring  device  of 
the  concentration  of  organics  or  the 
concentration  of  benzene  in  the  control 
device  outlet  gas  stream.  If  the 
concentration  of  organics  or  the 
concentration  of  benzene  in  the  control 
device  outlet  gas  stream  is  monitored, 
then  the  owner  or  operator  shall  record 
all  3-hour  periods  of  operation  during 
which  the  concentration  of  organics  or 
the  concentration  of  benzene  in  the 
exhaust  stream  is  more  than  20  percent 
greater  than  the  design  value.  If  the 
carbon  bed  regeneration  interval  is 
monitored,  then  the  owner  or  operator 
shall  record  each  occiurence  when  the 
vent  stream  continues  to  flow  through 
the  control  device  beyond  the 
predetermined  carbon  bed  regeneration 
time. 

(11)  If  an  alternative  operational  or 
process  parameter  is  monitored  for  a 
control  device,  as  allowed  in  §  61.354(e) 
of  this  subpart,  then  the  owner  or 
operator  shall  maintain  records  of  the 
continuously  monitored  parameter, 
including  periods  when  Oie  device  is 
not  operated  as  designed. 

(12)  If  a  control  device  subject  to  the 
requirements  of  S61.349(a)(2)(iv)  is 
used,  then  the  owner  or  operator  shall 
maintain  records  of  the  parameters  that 
are  monitored  and  each  occurrence 

.    when  the  parameters  monitored  are 
outside  the  range  of  values  specified  in 
§  61.349(a)(2)(iv)(C).  or  other  records  as 
specified  by  the  Administrator. 
•        •        •        •        • 

(m)  If  a  system  is  used  for  emission 
control  that  is  maintained  at  a  pressure 
less  than  atmospheric  pressure  with 
openings  to  provide  dilution  air,  then 
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the  owner  or  operator  shall  maintain 
records  of  the  monitoring  device  fmd 
records  of  all  periods  during  which  the 
pressure  in  the  unit  is  operated  at  a 
pressure  that  is  equal  to  or  greater  than 
atmospheric  pressiue. 
•        •        •        *        • 

16.  Section  61.357  is  amended  hy 
revising  paragraphs  (a)  introductory  text 
and  (a)(4);  by  adding  a  new  sentence  at 
the  end  of  paragraph  (c)  and  a  new 
sentence  at  the  end  of  paragraph  (d)(2); 
by  removing  paragraph  (d)(4);  by 
redesignating  paragraph  (d)(3)  as  (d)(4); 
by  adding  paragraph  (d)(3);  by 
redesignating  paragraphs  (d)(5),  (d)(6) 
and  (d)(7)  as  (d)(6),  (d)(7)  and  (d)(8) 
respectively;  by  redesignating  the  newly 
redesignated  paragraph  (d)(7)(iii)  as 
(d)(7)(iv);  by  adding  paragraphs  (d)(5). 
(d)(7)(iii).  (d)(7)(iv)(J)  and  (d)(7)(V):  and 
by  revising  paragraph  (d)(1),  the  newly 
redesignated  paragraphs  (d)(4)(iii). 
(d)(7)(iv)(D)  and  (d)(8)  to  read  as 
follows: 

S  61 .357    Reporting  raquiramants. 
(a)  Each  ovmei  or  operator  of  a 
chemical  plant,  petroleum  refinery,  coke 
by-product  recovery  plant,  and  any 
facility  managing  wastes  from  these 
industries  shall  submit  to  the 
Administrator  within  90  days  after 
January  7. 1993.  or  by  the  initial  startup 
for  a  new  source  with  an  initial  startup 
after  the  effective  date,  a  report  that 
summarizes  the  regulatory  status  of  each 
waste  stream  subJMi  to  $  61.342  and  is 
determined  by  the  procedures  specified 
in  §  61.355(c)  to  contain  benzene.  Each 
owner  or  operator  subject  to  this  subpart 
who  has  no  benzene  onsite  in  wastes, 
products,  by-products,  or  intermediates 
shall  submit  an  initial  report  that  is  a 
statement  to  this  effect.  For  all  other 
owners  or  operators  subject  to  this 
subpart,  the  report  shall  include  the 
following  information: 

(4)  The  information  required  in 
paragraphs  (a)  (1).  (2).  and  (3)  of  this 
section  should  represent  the  waste 
stream  characteristics  based  on  current 
configuration  and  operating  conditions. 
An  owner  or  operator  only  needs  to  list 
in  the  report  those  waste  streams  that 
contact  materials  containing  benzene. 
The  report  does  not  need  to  include  a 
description  of  the  controls  to  be 
installed  to  comply  with  the  standard  or 
other  information  required  in  §  61.10(a). 

(c)  •  •  •  If  the  information  in  the 
annual  report  required  by  paragraphs 
(a)(1)  through  (a)(3)  of  this  section  is  not 
changed  in  the  foUoMring  vear.  the 
owner  or  operator  may  submit  a 
statement  to  that  effect 


(d)  •  •  ♦ 

(1)  Within  90  days  after  January  7, 
1993,  unless  a  waiver  of  compUance 
under  §61.11  of  this  part  is  granted,  or 
by  the  date  of  initial  startup  for  a  new 
source  with  an  initial  startup  after  the 
effiective  date,  a  certification  that  the 
equipment  necessary  to  comply  with 
these  standards  has  been  installed  and 
that  the  required  initial  inspections  or 
tests  have  been  carried  out  in 
accordance  with  this  subpart.  If  a  waiver 
of  compliance  is  granted  under  §61.11. 
the  certification  of  equipment  necessary 
to  comply  with  these  standards  shell  be 
submitted  by  the  date  the  waiver  of 
compliance  expires. 

(2j*  •  •  If  the  information  in  the 
annual  report  required  by  paragraphs 
(a)(1)  through  (a)(3)  of  this  section  is  not 
changed  in  the  following  year,  the 
owner  or  operator  may  submit  a 
statement  to  that  effect. 

(3)  If  an  owner  or  operator  elects  to 
comply  with  the  requirements  of 
§61.342(c)(3)(ii),  then  the  report 
required  by  paragraph  (d)(2)  of  this 
section  shall  include  a  table  identifying 
each  waste  stream  chosen  for  exemption 
and  the  total  annual  benzene  quantity  in 
these  exempted  streams. 

(4)*  •  • 

(iii)  For  each  process  wastewater 
stream  identified  as  being  controlled  for 
benzene  emissions  in  accordance  with 
the  requirements  of  this  subpart,  the 
table  shall  report  the  following 
information  for  the  process  wastewater 
stream  as  determined  at  the  exit  to  the 
treatment  process:  Annual  waste 
quantity,  range  of  benzene 
concentrations,  annual  average  flow- 
weighted  benzene  concentration,  and 
annual  benzene  quantity. 

(5)  If  an  oMmer  or  operator  elects  to 
comply  with  the  alternative 
requirements  of  §  61.342(e),  then  the 
report  required  by  paragraph  (d)(2)  of 
this  section  shall  include  a  table 
presenting  the  following  information  for 
each  waste  stream: 

(i)  For  each  waste  stream  identified  as 
not  being  controlled  for  benzene 
emissions  in  accordance  with  the 
requirements  of  this  subpart;  the  table 
shall  report  the  following  information 
for  the  waste  stream  as  determined  at 
the  point  of  waste  generation:  annual 
waste  quantity,  range  of  benzene 
concentrations,  annual  average  flow- 
weighted  benzene  concentration,  and 
annual  benzene  quantity; 

(ii)  For  each  waste  stream  identified 
as  being  controlled  for  benzene 
emissions  in  accordance  with  the 
requirements  of  this  subpart;  the  table 
shall  report  the  following  information 
for  the  waste  stream  as  determined  at 
the  appUcable  location  described  in 


§61.355(k)(2):  Annual  waste  quantity, 
range  of  benzene  concentrations,  annual 
average  flow-weighted  benzene 
concentration,  and  annual  benzene 
quantity 

(7)*  •  • 

(iii)  If  a  treatment  process  or 
wastewater  treatment  system  unit  is 
monitored  in  accordance  with 
§  61.3S4(b),  then  each  period  of 
operation  during  which  the  flow- 
weighted  annual  average  concentration 
of  benzene  in  the  monitored  waste 
stream  entering  the  unit  is  equal  to  or 
greater  than  10  ppmw  and/or  the  total 
annual  benzene  quantity  is  equal  to  or 
greater  than  1.0  mg/yr. 

(iv)«  •  • 

(D)  Each  3-hour  period  of  operation 
during  which  the  average  concentration 
of  organics  or  the  average  concentration 
of  benzene  in  the  exhaust  gases  from  a 
carbon  adsorber,  condenser,  or  other 
vapor  recovery  system  is  more  than  20 
percent  greater  than  the  design 
concentration  level  of  organics  or 
benzene  in  the  exhaust  gas. 

(J)  Each  3-hour  period  of  operation 
during  which  the  parameters  monitored 
are  outside  the  range  of  values  specified 
in  §  61.349(a)(2)(iv)(C).  or  any  oUier 
periods  specified  by  the  Administrator 
for  a  control  device  subject  to  the 
requirements  of  §  61.349(a)(2)(iv). 

(v)  For  a  cover  and  closed-vent  system 
monitored  in  accordance  with 
§  61.354(g),  the  owner  or  operator  shall 
submit  a  report  quarterly  to  the 
Administrator  that  identifies  any  period 
in  which  the  pressure  in  the  waste 
management  imit  is  equal  to  or  greater 
than  atmospheric  pressure. 

(8)  Beginning  one  year  after  the  date 
that  the  equipment  necessary  to  comply 
with  these  standards  has  been  certified 
in  accordance  with  paragraph  (d)(1)  of 
this  section,  the  owner  or  operator  shall 
submit  annually  to  the  Administrator  a 
report  that  summarizes  all  inspections 
required  by  §§61.342  through  61.354 
during  which  detectable  emissions  are 
measured  or  a  problem  (such  as  a 
broken  seal,  gap  or  other  problem)  that 
could  result  in  benzone  emissions  is 
identified,  including  information  about 
the  repairs  or  corrective  action  taken. 

161.359    CRemoved] 

17.  Section  61.359  is  removed  and 
reserved. 

[FR  Doc.  93-18  Piled  1-6-93;  8:45  am| 
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DCPARTMENT  Of  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  227 
pocket  No.  921232-2332] 

Threatened  Fish  and  Wildlife;  Listing 
of  the  GiiH  of  Maine  Population  of 
Hart)or  Porpoise  as  Threatened  under 
the  Endangered  Species  Act  (ESA) 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  NOAA.  Commerce. 
kCmOH:  Proposed  rule. 

summary:  NMFS  was  petitioned  to  list 
the  Gulf  of  Maine  (GME)  population  of 
harbor  porpoise  as  threatened  under  the 
ESA  due.  primarily,  to  the  level  of 
incidental  bycatch  of  harbor  porpoise  in 
the  GME  sink-gillnet  fishery.  The  best 
available  scientific  information 
indicates  that  the  incidental  bycatch  of 
harbor  porpoise  in  this  fishery  is 
unsustainable.  Furthermore,  regulations 
or  other  provisions  to  reduce  or  limit 
the  level  of  incidental  bycatch  by  this 
fishery  do  not  exist.  Based  on  this 
information,  and  the  criteria  established 
by  the  ESA,  NMFS  has  determined  that 
the  petitioned  action  is  warranted. 
NMFS.  therefore,  proposes  that  the  GME 
harbor  porpoise  population  be  listed  as 
threatened  under  the  ESA.  The  GME 
population  includes  all  harbor  porpoise 
whose  range  extends  throughout  waters 
of  eastern  North  America  from  (and 
including)  the  Bay  of  Fundy  (BOF). 
Nova  Scotia  south  to  eastern  Florida. 
DATES:  Comments  and  information  must 
be  received  by  April  7. 1993.  Requests 
for  public  hearings  must  be  received  by 
February  22. 1993. 
ADDRESSES:  Comments  should  be 
addressed  to  the  Director.  Office  of 
Protected  Resources,  National  Marine 
Fisheries  Service.  1335  East-West 
Highway.  Silver  Spring.  MD  20910. 
R)R  FURTMCR  MFORMATION  CONTACT: 
Michael  Payne.  NOAA/NMFS.  Office  of 
Protected  Resources,  1335  East-West 
Highway,  Silver  Spring.  MD  20910  (303/ 
713-2322). 

SUPPLEMENTARY  MFORMATION: 

Background 

The  GME  is  bounded  on  the  west  by 
the  coastline  of  the  northeastern  United 
States,  and  on  the  northeast  by  the  Bay 
of  Fundy  (BOF)  and  No%a  Scotia. 
Canada.  TTiere  has  been  incidental  catch 
of  harbor  porpoise  in  GME  gillnet 
fisheries  for  a  number  of  years.  Gilbert 
and  Wynne  (1983. 1984. 1985. 1988) 
provided  early  reports  regarding  the 
incidental  take  of  harbor  porpoise  and 


other  marine  mammals.  Because  of  the 
bycatch  of  harbor  porpoise,  the 
multispecies  sink-gillnet  fishery  in  the 
GME  (and  adjacent  waters)  was 
classified  as  a  Category  I  fishery  under 
section  114  of  the  Marine  Mammal 
Protection  Act  (MMPA)  (54  FR  16072. 
April  20,  1989).  Under  the  1988 
amendments  to  the  MMPA  a  Category  1 
fishery  involves  "frequent  incidental 
takes  of  marine  mammals."  To 
determine  the  extent  of  the  harbor 
porpoise  bycatch  by  the  sink-gillnet 
fishery  in  the  GME,  NMFS  initiated  an 
observer  program  in  August  1989 
(Payne,  Power  and  Yustin  1990;  Power 
and  Drew  1991).  NMFS  has  also 
conducted  field  studies  to  determine  the 
best  methods  to  assess  the  abundance  of 
GME  harbor  porpoise  (Polacheck  and 
Thorpe  1990;  Polacheck  1991a.  1991b; 
Polacheck  and  Smith  1989). 

Harbor  porpoise  bycatch  data 
collected  by  observers  between  August 
1989  and  July  1990  were  reported  at  a 
NMFS/Intemational  Whaling 
Commission  (IWC)  workshop.  October 
22-25. 1990  (IWC  1991).  The  data 
indicated  that  the  rate  of  harbor 
porpoise  bycatch  in  the  gillnet  fishery 
was  large  relative  to  available  estimates 
of  harbor  porpoise  abundance  in  the 
GMW.  On  February  12, 1991.  NMFS 
announced  that  a  status  review  of 
harbor  porpoise  throughout  their  North 
American  range  would  be  conducted 
and  requested  information  pertaining  to 
the  species  (56  FR  5684). 

On  September  18. 1991.  NMFS 
received  a  petition  from  the  Sierra  Club 
Legal  Defianse  Fund  on  behalf  of  the 
International  Wildlife  Coalition  and  12 
other  organizations  to  list  the  GME 
harbor  porpoise  population  as 
"threatened"  under  the  ESA.  NMFS 
determined  that  the  petition  presented 
substantial  information  that  the 
petitioned  action  may  be  warranted  (56 
FR  65044.  Dec.  13. 1991).  To  ensure  that 
the  status  review  was  comprehensive 
and  based  on  the  best  available 
scientific  data,  NMFS  again  solicited 
information  and  comments  regarding 
the  status  of  the  harbor  porpoise,  this 
time  focusing  only  on  the  GME.  This 
review  was  conducted  in  conjunction 
with  the  status  review  initiated  by 
NMFS  on  February  12. 1991.  Comments 
regarding  the  petition  were  accepted  by 
NMFS  until  February  11. 1992. 

NMFS  convened  a  workshop  on  May 
5-8, 1992.  to  evaluate  the  status  of  the 
GME  harbor  porpoise  and  adjacent 
populations  {as  described  in  Gaskin 
1984)  in  eastern  North  America  (NMFS 
1992a).  Information  was  reviewed  on 
population  structure,  reproductive  rates 
population  size,  and  levels  of  bycatch 
for  each  of  the  populations  considered. 


Workshop  participants  reached 
conclusions  regarding  the  status  of 
harbor  porpoise  populations  in  eastern 
North  America  based  on  information 
pertaining  to:  (1)  Removals  relative  to 
population  size;  (2)  adequacy  of  existing 
regulations;  and  (3)  the  ecological  role 
of  the  species  in  the  GME.  The 
information  received  during  the 
comment  periods  mentioned  above,  and 
the  results  of  the  harbor  porpoise 
workshop,  provided  the  scientific 
Information  necessary  to  complete  the 
status  review  (NMFS  1992a)  and 
respond  to  the  petition- 

Comments  Received 

NMFS  received  comments  on  both  the 
February  12. 1991.  notice  initiating  a 
status  review  of  harbor  porpoise 
throughout  U.S.  waters,  and  the 
December  13. 1991.  notice  of  receipt  of 
the  petition  to  list  the  harbor  porpoise 
in  the  GME  as  threatened  under  the 
ESA.  NMFS  received  information 
regarding  the  status  of  the  harbor 
porpoise  in  the  GME  and  BOF  regions 
from  individuals  at  the  following 
organizations:  National  Fisheries 
Institute.  Washington.  DC;  New  England 
Aquarium.  Boston.  Mass;  members  of 
the  New  England  Harbor  Porpoise 
Working  Group;  Manomet  Bird 
Observatory.  Marine  Mammal  and 
Seabird  Studies.  Manomet.  Mass;  Center 
for  Marine  Conservation.  Washington. 
DC:  New  England  Gillnetters 
Association.  Marshfield.  Mass;  Marine 
Gillnetters  Association.  Stonington. 
Maine;  South  Carolina  Association  for 
Marine  Mammal  Protection.  Myrtle 
Beach  SC;  International  WildUfe 
Coalition.  N.  Falmouth,  Mass.;  Woods 
Hole  Oceanographic  Institute,  Woods 
Hole.  Mass.;  Center  for  Coastal  Studies. 
Provincetown.  Mass;  National 
Aquarium  in  Baltimore.  Md.;  South 
Shore  Gillnetters  Association.  Norwell. 
Mass.;  and  Naw  Hampshire  Commercial 
Fishermens  Association,  Rye.  NH. 

Comment:  One  comment  referred  to 
the  petition  as  inappropriate  in  light  of 
the  most  recent  data  on  harbor  porpoise 
abundance  estimates  released  by  NMFS 
(the  abundance  estimates  available  in 
Smith  et  al.  (1991)). 

Response:  The  comment  cited  only 
the  preliminary  abundance  estimate, 
which  was  a  result  of  analyses  of  . 
sitting  data  from  the  1991  harbor 
poqioise  surveys  (see  Listing 
Procedures:  B  in  this  preamble). 
However,  the  commenter  did  not 
conader  the  revised  estimate  of 
inddenul  take,  which  was  also 
discussed  in  Smith  et  ai  (1991).  Both  of 
these  estimates  were  greater  than  the 
earlier  estimates  that  were  cited  in  the 
petition,  and  both  were  considered 
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preliminary.  The  ratio  of  the  estimated 
inddental  take  to  estimated  population 
size  uaed  in  this  proposed  rule  (at 
NMFS  1992a)  supptuts  NMFS' 
determination  that  the  petition  is 
warranted  (see  Listing  Procedures:  B  in 
this  preamble). 

Comment:  One  commenter  asserted 
that  the  primary  basis  for  the  petition 
"is  the  alarming  level  of  fishery  kill  to 
which  the  Gulf  of  Maine/Bay  of  Fundy 
population  is  subject."  The  commenter 
went  on  to  note  that  the  petition  arrived 
at  a  figure  of  1,530  harbor  porpoise 
killed  annually  incidental  to  gillnet 
fishing  in  the  GME.  This  figure  was 
based  on  a  study  that  included 
interviewing  fisnermen  in  1987  to 
determine  the  average  annual  kill  per 
boat.  This  figure  was  then  multiplied  by 
the  number  of  vessels  registered  in  the 
sink-gillnet  fishery  as  part  of  the  Interim 
Exemption  for  Commercial  Fisheries. 
Although  the  exact  niimber  of  active  (as 
opposed  to  registered)  gillnetters  is  not 
known,  the  commenter  suggested  that 
the  level  of  effort  was  overestimated  and 
that  the  estimate  of  bycatch  was 
overestimated  as  w^ll. 

Response:  NMFS  was  required  to 
determine  whether  the  petition 
presented  substantial  information 
indicating  that  listing  may  be  warranted 
prior  to  the  analyses  of  sighting  data 
collected  during  the  dedicated  harbor 
porpoise  survey  conducted  in  the 
summer  of  1991.  Analyses  of  the  data 
from  these  surveys  have  resulted  in  the 
best  available  estimate  of  harbor 
porpoise  abiuidance  in  the  C^^  (NMFS 
1992a).  The  population  estimates  used 
in  the  petition  ranged  from 
approximately  3,000  to  15,000 
(estimates  from  Gaskin  et  aJ.  1985;  and 
Kraus,  Gilbert  and  Prescott  1983).  These 
estimates  were  considered  by  many 
likely  to  underestimate  the  true 
abundance  of  harbor  porpoise  in  the 
GME  to  some  xmknown  degree. 

The  petition  also  preceded  the 
completion  of  analyses  on  the  le\'el  of 
bycatch  of  harbor  porpoise  associated 
with  gillnets  in  the  sink-gillnet  fishery. 
The  mortality  considered  by  the 
petitioners  ranged  from  280-800  per 
year  (from  Polacheck  1989)  to 
approximately  1.000  p)er  year  (from 
Kraus  1990).  The  bycatch  estimate  used 
by  the  petitioners  was  based,  at  least  in 
part,  on  the  1989-1990  data  collected 
during  a  systematic  observer  program 
initiated  by  NMFS  to  determine  the 
number  of  harbor  pwpoise  taken  in  the 
CME. 

Continent:  Sevwal  commoits 
addressed  the  issue  of  fishing  effort  as 
it  relates  to  a  bycatch  estimator.  The 
commenters  maintained  that  total 
bycatch  caimot  be  estimated  by 


extrapolation  using  the  estimates  of  total 
effort  due  to  the  seasonality  of  the 
fishery  or  biases  in  the  database.  One 
commenter  suggested  that  the  estimate 
of  fishing  effort  used  by  the  petitioners 
to  extrapolate  a  total  kill  was  too  large. 

Another  commenter  focused  on  trends 
in  the  gillnet  fishery  effort.  The  petition 
stated  that  "recent  trends  in  fishery 
effort  suggest  that  these  numbers  cannot 
be  expected  to  slacken  off  anytime  in 
the  near  future."  The  commenter  repUed 
that  this  is  not  true,  and  dted  the 
development  of  a  groundfish 
management  plan  oy  the  New  England 
Fishery  Management  Council  (NbKMQ 
which  may  propose  a  50-percent 
reduction  in  fishing  effort  in  the  GME. 
Therefore,  the  commenter  continued,  in 
1992  there  will  likely  be  a  marked 
decrease  in  gillne{ting  effort  due  to  the 
effort  reduction  plans. 

Response:  Most  gillnet  fishery  effort  is 
recorded  in  a  NEFSC  weighout  database, 
and  several  measures  of  fishing  effort 
that  can  be  used  for  estimating  total 
bycatch  of  harbor  porpoise  are  included 
in  the  database.  The  petitioners  used  the 
number  of  days  fishM  (trip-based 
estimator)  to  determine  fishing  effort. 
There  are.  however,  as  mentioned  by  the 
commenters  biases  inherent  in  the 
wei^out  data  (Bisack  and  Dinardo 
1991;  Bisadc  199^)  which  affect  this 
estimator,  these  biases  were  addressed 
at  the  Thirieenth  Northeast  Regional 
stock  Assessment  Workshop  (NMFS 
1992b).  Based  on  discussion  at  the  Stock 
Assessment  Workshop,  Bisack  (1992a) 
considered  two  effort  estimators  from 
the  weighout  database,  trips  (days 
absent)  and  land^lgs  (bycatch  per  total 
fish  landed),  to  calculate  estimates  of 
harbor  porpoise  bycatch  in  the  C^rlE  tsee 
Listing  Procedures:  B  in  this  preamble). 
NMFS  concluded  that  total  landings  in 
the  sink-gillnet  fishery  are  more 
completely  and  accurately  monitored 
than  is  fishing  effort  based  on  trips  (the 
number  of  days  absent)  (NMFS  1992b). 
and  is  therefore  a  better  indicator  of 
effort  than  that  used  by  the  petitioners. 
Several  management  plans  are  being 
considered  that  may  decrease  overall 
fishing  effort  throughout  the  GME  in  an 
attempt  to  rebuild  selected  fish  stocks. 
At  this  time  it  is  not  known  what  plan 
may  be  implemented,  or  to  what  extent 
any  plan  will  impact  the  gillnet  fishery, 
or  now  it  might  result  in  a  shift  of  the 
gillnet  effort  into  other  portions  of  the 
harbor  porpoise  range.  It  is  also  not 
clear  wEetner  measures  used  to  reduce 
fishery  effort  in  an  attempt  to  rebuild 
fish  stocks  will  also  reduce  the  bycatch 
of  hartior  porpoise  in  the  GME. 
Therefore,  given  the  best  information 
available  at  this  time,  it  is  not 
reasonable  to  predict  the  level  of  effort 


that  will  occur  in  the  C^ffE  during  the 
next  few  years,  or  the  efiiact  anv  plan 
will  have  on  the  bycatch  of  harbor 
porpoise. 

Comatent:  Several  commenters 
mentioned  and  supported  the  activities 
of  the  Harbor  Porpoise  Working  Group, 
which  has  been  meeting  regularly  since 
1990.  the  group  membership  consists  of 
gillnet  fishermen  throughout  New 
England  coastal  states,  NMFS  and 
NQ^C  representatives,  environmental 
organizations,  and  several  biologists 
fiY>m  non-governmental  organizations 
who  have  studied  the  biol(^  and 
fishery-interaction  issues  otharbor 
porpoise  throughout  the  GME  and  BOF 
areas.  This  group  has  made  an  effort  to 
encompass  all  concerned  parties.  The 
group  has  been  working  to  provide 
accurate  informati(m  &v  the  NMFS 
status  review,  and  workable  solutions  to 
the  problem  of  harbor  porpyoise 
incidental  take  in  GME  gillnets. 

Response:  NMFS  supp(»ts  the 
activities  of  the  working  group  and  has 
been  an  active  i>articipant  NMFS  has 
used  the  working  group  meetings  as  a 
forum  to  discuss  all  issues  related  to 
harbor  porpoise  and  the  sink-gillnet 
fishery  in  the  GME. 

Determiiiatkm  of  "Spades"  under  the 
ESA 

To  consider  the  GME  harbor  porpoise 
population  for  listing,  it  must  qualify  as 
a  "species"  imder  the  ESA.  Section 
3(15)  of  the  ESA  defines  "species"  to 
include  "any  subspecies  of  fish  or 
wildlife  or  plants,  and  any  distinct 
population  segment  of  any  species  of 
vertebrate  fish  or  wildhfe  which 
interbreeds  when  mature."  Although 
this  definition  of  "spedes"  under  the 
ESA  is  in  part  a  legal  interpretation, 
species  and  populations  are  biological 
concepts  that  must  be  defined  on  the 
basis  of  the  best  scientific  data  available 
(NMFS  has  adopted  a  policy  to 
determine  whether  stocks  of  Pacific 
salmon  can  be  considered  a  species 
imder  the  ESA  (described  at  56  FR 
58612.  Nov.  20. 1991  and  at  Waples 
1991).  However  this  policy  was  specific 
to  Pacific  salmon  and  not  of  general 
applicability  to  other  species.  NMFS  has 
not  adopted  a  similar  policy  for  marine 
mammals). 

NMFS  uses  all  available  lines  of 
evidence  regarding  the  population 
structure  of  harbor  porpoise  in  the 
western  North  Atlantic,  recognizing  the 
limitations  of  each  and  taking  advantage 
of  the  complementary  nature  of  the 
different  types  of  information.  Some  of 
the  factors  which  have  been  used  in 
making  population  determinations  are 
distribution  and  migration  patterns; 
isolation  at  the  time  of  reproductive 
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activity:  potential  geographical  and 
oceanographic  banien  (e.g.  broad 
stretdies  of  open  ocean)  whidi  may 
limit  genetic  exchange:  the  distribution 
of  iaio%vn  prey:  and  pollutant  and 
parasite  loads  (Gaskin  1984:  Dizon  et  al. 
1992). 

Based  oo  the  best  available 
information.  NMFS  issues  this  proposed 
determination  that  the  GME  harbor 
porpoise  population  qualifies  as  a 
"species"  as  defined  by  the  ESA  and  is. 
therefore,  eligible  for  listing  as 
threatened.  The  bases  for  this 
determination  are  provided  below. 

Distribution  of  Harbor  Porpoise  in  the 
North  Atlantic 

The  harbor  porpoise  is  confined  to  the 
Northern  Hemisphere,  and  Gaskin 
(1984)  suggested  that  there  were  three 
isolated,  populations:  (1)  A  North 
Pacific  population:  (2)  a  Black  Sea-Sea 
of  Azov  population:  and  (3)  a  North 
Atlantic  population.  Yurick  and  Gaskin 
(1977)  presented  evidence  for  western 
and  eastern  regional  populations  of 
harbor  porpoise  in  the  North  Atlantic, 
and  Gaskin  (1984)  suggested  that 
smaller,  functional  population  units 
occur  within  each  of  these  regions. 
Gaskin  (1984)  divided  the  western 
North  Atlantic  regicm  into  the  following 
four  populations:  (1)  West  Greenland; 
(2)  Eastern  Newfoundland-Western 
Davis  Strait:  (3)  St  Lawrence  Estuary: 
and  (4)  Southern  Nova  Scotia-North 
Carolina. 

The  largest  concentrations  of  the 
Southern  Nova  Scotia-North  Carolina 
population  occur  during  simuner  in  the 
BOF  and  the  northern  GME.  The 
petitioner  referred  to  this  population  as 
the  Gulf  of  Maine/Bay  of  Fimdy.  or 
more  simply,  the  Gulf  of  Maine 
population.  NMFS  will  use  the 
petitioner's  language  and  refer  to  harbor 
porpoise  that  occtir  throughout  waters 
of  eastern  North  America  from  (and 
including)  the  Bay  of  Fundy  (BOF), 
Nova  Scotia  south  to  eastern  Florida, 
but  whose  greatest  concentrations  occur 
in  the  GME  and  BOF.  as  the  "GME" 
population. 

Seasonal  Distribution  of  the  GME 
Population  of  Harbor  Porpoise 

Available  sighting  data  indicate  that 
CME  harbor  porpoise  are  highly  mobile, 
with  strong  seasonal  northysouth 
movements  throughout  shelf  waters  of 
the  BOF  and  the  northeastern  United 
States  (CeTAP  1982;  Payne.  Power  and 
Yustin  1990). 

The  greatest  density  of  harbor 
porpoise  occurs  during  late  summer  in 
a  "hi^-density"  area  north  of  43''N. 
latitude  in  the  northern  GME/BOF. 
Between  the  putative  C^^  population 


and  the  adjacent  populations  of 
porpoise,  there  is  a  distinct  density 
graoient  during  later  summer  which 
decreases  rapidly  from  the  high-density 
areas  of  the  northern  GME  and  BOF  to 
near-zero  density  around  the  southern 
tip  of  Nova  Scotia  north  to  Cape  Breton, 
Nova  Scotia. 

By  late  autunm,  most  harbor  porpoise 
in  this  population  migrate  south  from 
the  BOF  towards  the  lower  GME.  The 
winter  distribution  of  the  GME 
population  of  harbor  porpoise  is  poorly 
known.  There  are  records  of  winter 
strandings  from  New  England  to  Cape 
Hatteras.  and  rarely  to  Florida 
(Polachecl^  and  Wenzel  1990).  Limited 
sighting  and  bycatch  data  also  indicate 
a  population  that  is  dispersed  in  shelf 
waters  south  to  at  least  North  Carolina. 
Although  strandings  occur  south  of 
Cape  Hatteras  during  winter,  the 
available  information  indicates  that  the 
southern  limit  to  large  concentrations  of 
harbor  porpoise  is  Cape  Hatteras.  North 
Carolina. 

The  number  of  harbor  porpoise 
sightings  in  the  southern  GME  increases 
in  spring  (CeTAP  1982).  Sightings 
between  April  and  June  in  the  southern 
GME  indicate  that  \ha  animals  are 
moving  in  a  northerly  direction — further 
evidence  that  a  large  percentage  of  the 
GME  population  winters  south  of  the 
GME.  The  distribution  of  porpoise 
sightings  shifts  from  the  southern  GME 
in  spring,  to  the  northern  GME/BOF  by 
mid-  to  late  summer  (CeTAP  1982). 

Evidence  of  Reproductive  Isolation 

Periods  of  reproductive  activity  for 
cetacea  species  can  be  inferred, 
generally,  from  direct  observations  of 
mating  behavior.  bt)m  the  distribution 
of  the  aimual  peak  of  births,  and  from 
studies  of  the  state  of  the  testes  of  adult 
males  (Gaskin  et  al.  1984).  Throughout 
the  North  Atlantic,  harbor  porpoise 
mate  and  give  birth  from  May  to  August 
(Fisher  and  Harrison  1970;  Harrison 
1970:  Gaskin  et  al..  1984;  Read  1990a). 
Evidence  that  the  reproductive  activity 
in  the  GME  is  seasonal  and  does  not 
occur  during  other  periods  of  the  jrear 
was  provided  by  Gaskin  et  al.  (1984), 
who  demonstrated  that  seminiferous 
tubule  diameter  and  the  percentage  of 
tubules  containing  sperm  declined 
between  July  and  September.  This 
indicates  a  seasonal  cycle  of 
spermatogenesis  in  the  C^ifE.  and  agrees 
with  data  presented  by  Fisher  and 
Harrison  (1970).  who  concluded  that 
testicular  activity  in  North  Atlantic 
harbor  porpoise  increased  from  May 
onwards  (reaching  a  peak  in  the  latter 
half  of  July),  and  then  decreased 
dramatically  by  mid-August.  Decreasing 
testicular  volume  bom  July  through 


September  was  considered  further 
evidence  of  the  existence  of  an  aimual 
reproductive  cycle  in  the  male  harbor 
porpoise  (Gaskin  et  al.,  1984).  Female 
harbor  porpoise  also  display  sigriificant 
reproductive  seasonality  in  the  timing  of 
ovulation  (late  June  through  early 
August)  (Read  1990a).  Generally, 
therefore,  peak  reproduction  activity 
(and  genetic  exchange)  does  not  occur 
outside  the  summer  range  of  the  harbor 
porpoise,  where  populations  are  most 
discrete. 

The  summer  arrival  times  within  all 
of  the  four  proposed  populations  in  the 
western  North  Atlantic  coincide  closely 
with  each  other  (mother-calf  pairs  begin 
to  arrive  in  the  BOF  coastal  waters  in 
June,  or  rarely  in  late  May).  This  also 
indicates  that,  while  more  than  one 
population  of  harbor  porpoise  may 
occur  seasonally  in  the  GME,  the 
likelihood  of  these  populations  mixing 
during  the  period  of  greatest 
reproductive  activity  is  thought  to  be 
very  low.  and  supports  the  population 
structure  in  the  western  North  Atlantic 
characterized  by  Gaskin  (1984). 

Each  of  these  population 
concentrations  has  large  areas  of  zero  or 
near-zero  harbor  porpoise  density 
between  them  at  this  time  of  the  year. 
Althou^  these  "density  troughs" 
(Dizon  et  al.,  1992)  imply  a  high  degree 
of  segregation  and  an  extremely  limited 
exchange  rate,  it  cannot  be  ruled  out 
that  some  interchange  may  occur,  and 
this  population  cannot  be  considered 
completely  allopatric.  However, 
reproductive  isolation  does  not  have  to 
be  absolute  for  a  population  to  be 
considered  distinct  (FR  56  58612.  Nov. 
20, 1991).  Considering  (1)  the  Umited 
seasonaUty  of  peak  reproductive 
activity,  and  (2)  the  average  distance 
and  "density  troughs"  that  segregate  the 
northwest  Atlantic  into  obvious, 
discrete  reproductive  groupings  during 
peak  reproductive  activity,  the  degree  of 
genetic  exchange  between  the  harbor 

porpoise  population  in  the  GME,  and 

adjacent  populations,  is  considered  to 

be  miniinal. 

Evidence  of  Site-Fidelity  (Population) 
Between  Years 

Gaskin.  Smith  and  Watson  (1975), 
Read  and  Gaskin  (1985)  and  Gaskin  et 
al.  (1985)  found  no  evidence  that  harbor 
porpoise  caught  and  radio-tagged  in  the 
western  BOF  range  into  adjacent  waters 
(such  as  the  GME  and  southwest  Nova 
Scotia)  during  the  sununer  months. 
Gaskin  and  Watson  (1985)  determined 
that  recognizable  animals  retiimed  each 
year  to  re-establish  "specific  ranges  in 
virtually  the  same  locations  in  the 
western  BOF  each  summer." 
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Thaae  autbon  wwia  aUa  to  rasight 
individual  animals  during  tha  sunuBsn 
of  1973-1975  and  in  1977.  Gaddn  and 
Watson  (198S)  sv^aastad  that  possiUe 
"home-ranges"  innaibor  porpoise 
should  not  oe  surprising.  Similar 
patterns,  although  sometimes  on  very 
different  geographical  scales,  have  been 
recorded  for  other  species  of  small 
cetaceans. 

It  is  also  worth  notiitg  that  three 
recognizably  marked  females  studied  by 
Watson  (1976)  in  the  Fish  Harbour 
region  (western  BOF)  not  only  returned 
several  years  in  succession  (3  years.  2 
years  and  2  years),  but  in  each  year  had 
newborn  calves  with  them. 

These  demonstrated  "specific  ranges" 
and  annual  returns  by  inoividual  hubor 
porpoises  in  the  BOF  further  suggest 
geographic  isolation  (therefore 
reproductive  isolation)  between  the 
GME  population  and  other  porpoise  in 
the  western  North  Atlantic  during  the 
peak  reproductive  season. 

Population  Response  Data 

.  A  self-sustained  populatitm's  life 
histories  may  be  modified  through 
density-dependent  responses  to  over- 
exploitation.  Such  responses  have  been 
used  to  distinguish  populations.  Read 
and  Gaskin  (1988)  demonstrated 
significant  differences  between  the 
fi^uency  distribution  of  body  lengths 
of  porpoises  retrieved  from  gillnets 
during  1981-1986,  and  of  porpoises 
collected  in  1969-1973  by  Smith  et  ol. 
(1983).  The  observed  changes  had  two 
main  components:  An  increase  in  the 
length  of  calves  firom  the  earlier 
collection  to  the  1980s,  and  an  absence 
of  large  animals  during  the  1980s.  The 
increased  mean  calf  length  could  have 
been  caused  by  increased  prey 
resources,  concomitant  with  a  decline  in 
local  density,  allowing  females  to  invest 
more  energy  in  their  offspring  during 
pregnancy  and/or  lactation,  resulting  in 
larger  calves.  The  authors  concluded 
that  the  observed  differences  between 
the  gillnet  samples  in  the  1980s  and 
samples  collected  from  1969-1973 
reflected  real  changes  in  body  size  that 
have  occurred  in  the  populatv>n 
between  the  sampling  periods.  The 
authors  further  suggested  that  sustained 
incidental  mortality  from  gillnets  makes 
it  imlikely  that  porpoises  lived  long 
enough  to  reach  large  sizes,  and 
population  resilience  to  exploitation  is 
limited  (female  harbor  porpoise  in  the 
1969-1973  sample  reacned  sexual 
maturity  at  age  4,  and  few  animals  Uved 
more  than  7  years,  Gaskin  and  Blair 
1977). 

It  was  recognized  by  Read  and  Gaskin 
(1988)  that  gillnets  possibly  catch 
certain  size  classes  of  porpoises  and  do 


not  catch  smtall  or  large  animals. 
Tlierefora  Read  and  Gaskin  also 
examined  a  small  sample  of  porpoise 
caught  in  hafiing  weir*  during  the  two 
different  time  pwiods.  The  frequency 
distributions  of  body  length  of  popoises 
captured  in  herring  weirs  in  1981-1986 
and  in  1969-1973  were  also 
significantly  diffsrent,  further 
suggesting  that  the  differences  observed 
in  samples  from  the  gillnets  reflected 
real  changes  in  the  population. 

The  May  1992  harbor  porpoise 
assessment  workshop  discussed  these 
data  and  suggested  that  harbw  porpoise 
abundance  in  the  BOF  could  have  been 
reduced  by  incidental  catches,  or  other 
factors,  leading  to  an  increased  per- 
capita  food  consumption  (as  suggested 
by  Read  and  Gaskin  1988);  or  that 
changes  in  prey  biomass  may  have  led 
to  an  increase  in  per-capita  food 
consumption,  regardless  of  the 
trajectory  of  the  porpoise  population. 

Contaminants 

Nearshore  marine  mammals  such  as 

Einniped  and  small  cetaceans  are  long- 
ved  and  feed  high  on  the  food  chain; 
therefore  they  tend  to  accumulate 
chlorinated  hydrocarbons  in  their 
blubber  layers  which  serve  as  stable 
repositories  for  these  lipophilic 
contaminants  (Calambokidis  and  Barlow 
1991).  As  such,  pollutant  ratios  in  the 
blubber  of  coestal  marine  mamnoals  are 
useful  as  indicators  of  populaticHi  or 
regional  discreteness,  and  useful  in 
evaluating  the  extent  of  movement  and 
interchange  between  regions. 

Calambokidis  and  Barlow  (1991) 
found  very  strong  pollutant  ratio 
gradients  with  latitude  in  harbor 
porpoise  from  the  west  coast  of  the 
United  States.  Because  chlorinated 
hydrocarbons  accumulate  ovm  long 
periods  of  time  (the  entire  lifespan  of 
male  harbor  porpoise),  the  authors 
inferred,  based  on  the  significant 
differences  in  levels  of  pollutants  in  the 
blubber  samples  by  region,  that  most 
harbor  por]>oises  remain  in  a  region  for 
extended  periods,  if  not  most  of  their 
lives.  This  impUes  long-term 
geographical  and  genetic  isolation  firom 
other  porpoise  from  other  regions.  If  the 
pcpulation(s)  were  panmictic  (randomly 
mixed),  homogeneous  pollutant  ratios 
between  samples  fixmi  all  areas  should 
exist. 

Gaskin  (1984)  used  the  lack  of  any 
significant  differences  in  merciuy  and 
polychlorinated  biphenyl  levels  in 
animals  from  different  parts  of  the  GME 
and  BOF  (data  at  Gaskin  1982:  Gaskin. 
Frank  and  Holdrinet  1983).  combined 
with  data  on  the  migration  patterns  and 
movements  of  radio-tagged  porpoise  in 
the  BOF.  to  suggest  that  the  haibor 


porpoise  from  the  BOF.  south  into  U.S. 
waters,  represented  a  single.  fciBGdonal 
pc^ubtion  unit. 

Genotypic  IkOa 

Evidence  obtained  from  genetic 
methods  is  often  considered  by  lesouroe 
managen  as  the  most  uneqvtivocal 
means  for  differmtiating  q>ecies  and 
their  intraspecific  popuktirai  structure. 
The  mitodiondrial  genome  (mtDNA) 
exhibits  sevwal  faetures  that  make  it 
particularly  useful  for  comparing 
closely  related  taxa:  (1)  It  is  inherited 
maternally  (Brown,  George  and  Wilsfm 
1979)  and  does  not  undergo 
recombination  during  repucation,  thus 
allowing  for  clearer  inferences  of 
phylognketic  relationships;  (2)  the  lack 
of  recombination  allows  mtDNA 
genotypes  to  persist  through  generations 
without  disruption;  and  (3)  mt£tt4A 
evolves  faster  than  nuclear  DNA 
(Brown,  George  and  Wilson  1979), 
which  means  that  differences  among 
local  populations  leading  to  population 
differentiation  will  accumulate  more 
rapidly,  allowing  for  higher  resolution 
in  the  differentiation  of  recently 
diverged  taxa.  Ukase  features  have  made 
the  analysis  of  mtDNA,  through  E0<IA 
sequencing  and  restriction  fragment 
length  polymorphism  (RFLP)  studies,  a 
powerful  tool  for  determining  f>attems 
of  geographic  variation  in  natural 
populations  (Advise  et  al.  1987;  Slatkin 
and  Maddison  1989;  Stoneking  et  al. 
1990;  Thomas  et  al.  1990). 

Recent  comparisons  of  the  mtDNA  of 
harbor  porpoise  from  different  areas 
were  presented  at  the  May  1992 
workshop.  Rosel  (1992)  presented  the 
results  of  sequencing  the  mtDNA  from 
samples  taken  fit)m  the  eastern  and       » 
western  North  Atlantic.  This  analysis 
could  not  detect  population 
differentiation  between  eastern  and 
western  North  Atlantic  populations. 
Wang,  Gaskin  and  White  (1992) 
presented  preliminary  results  from 
RFLP  analysis  to  assess  the  levels  of 
mtDNA  differentiation  between  three  of 
the  putative  populations  (east«n 
Newfoundland,  Gulf  of  St.  Lawrence. 
and  the  GME)  in  the  western  North 
Atlantic  The  amount  of  genetic 
diversity  found  within  each  of  the 

Eopulations  was  greater  than  that  found 
stween  populations  (i.e.  the  analyses 
did  not  detect  diffiarences  between  the 
putative  populations).  Thus,  results  of 
genetic  analyses  obtained  thus  far  do 
not  support  reproductive  isolation 
between  the  population  structure 
proposed  by  Gaskin  (1984). 
Due  to  Umitations  in  the 
interpretation  of  the  genetic  analyses, 
however,  the  inability  to  detect  genetic 
differences  among  these  groups  does  not 
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rule  out  the  pocsihiUty  that  they  are 
distinct  populations.  Where  genetic 
bairiers  are  "leaky"  (no  more  than  a  few 
individuals  per  generation)  mtDNA 
genomes  can  rapidly  penetrate 
neighboring  populations,  independent 
of  the  adaptive  chromosomal  genome 
(Ferris  et  al.  1983).  These  mtDNA 
genomes  are  considered  neutral,  and  not 
selectively  removed  from  the 
population.  The  presence  of  these 
foreign  genomes  may  argue  for  the 
presence  of  "homogenizing"  gene  flow 
and  lumping  the  separate  population  as 
one  stock,  when  they  may  be  separate 
stoclcs. 

Dowling  et  al.  (1992)  further  stated 
that  the  tailure  to  find  diagnostic 
molecular  charactistics  among  distinct 
forms  does  not  necessarily  imply 
conspecificity.  but  rather  indicates  that 
the  available  genetic  data  (typically 
representing  only  a  small  fraction  of  the 
genome)  do  not  allow  rejection  of  the 
null  hypothesis  (i.e..  no  difference). 
Read  (at  the  May  1992  workshop)  noted 
that  a  preliminary  study  using  protein 
electrophoresis  failed  to  differentiate  P. 
pbocoena  frt)m  P.  spinipinnis. 
Speciation  could  conceivably  resuh 
from  very  few  genetic  changes  (or  even 
one);  therefore,  levels  of  genetic 
divergence  alone  are  not  valid  measures 
of  specific  status.  Dowling  et  al.  (1992) 
further  suggested  that  it  is  important  to 
realize  that  two  adjacent  forms  (or.  in 
this  case,  populations  of  harbor 
porpoise)  should  not  be  discriminated 
against  because  of  their  lack  of  genetic 
"purity."  The  dismissal  of  distinct 
entities  (i.e..  forms,  or  populations)  due 
solely  to  lack  of  "purity"  or  apparent 
lack  of  genetic  devergence  is 
unacceptable  (Dowhng  et  al.  1992). 
Dizon  et  al.  (1992)  described  four 
operational  categories  of  populations 
based  on  the  degree  of  response  to 
differential  selection  likely  to  have 
occurred  in  one  population  relative  to 
another.  Under  their  scheme, 
differences  found  in  demographic, 
morphological,  or  mtDNA  measures  are 
taken  to  be  proxies  indicating  that 
selection  (potential  gene  flow)  may  be 
operating  differentially  on  one 
population  relative  to  another.  Their 
categories  I-IV  represent  gradients  bom 
the  easiest  situation  demonstrating 
separate  populations  (category  I- 
allopatric  populations  virith  significant 
genetic  differences)  to  a  situation  where 
there  are  no  geographical  barriers 
between  populations,  there  is 
considerable  intermixing  on  the 
breeding  range,  and  the  potential  for 
extensive  gene  interchange  is  great 
(category  IV).  The  latter  category 
demonstrates  the  weakest  evidence  for 
differentiation  between  populations. 


Following  the  classification  criteria 
considered  bv  Dizon  et  al..  harbor 
porpoise  in  the  GME  most  closely 
resemble  a  Category  III  population  (i.e., 
there  is  strong  geographic  partitioning  at 
the  reproductive  season  indicating 
reproauctive  isolation  to  some  degree: 
however,  the  geographically  separated 
assemblages  are  characterized  by  Uttle 
or  no  genetic  differentiation).  Dizon  et 
al.  suggested  that  a  Category  III 
population  should  be  considered  and 
managed  separately  due.  at  a  minimum, 
to  the  geographic  partitioning  of  the 
breeding  assemblages. 

Participants  at  the  harbor  porpoise 
workshop  also  recognized  that,  even 
though  rates  of  exchange  between 
harbor  porpoise  in  the  northwest 
Atlantic  may  be  great  enough  to 
eliminate  genetic  differences,  groups 
could  still  be  sufficiently  distinct  to 
justify  management  as  separate  stocks  or 
populations  (NMFS  1992a).  Recent 
separation  or  very  low  levels  of  mixing 
would  hamper  attempts  to  detect 
genetic  differences.  Therefore, 
participants  at  the  May  1992  workshop 
suggested  that  Gaskin's  proposed 
population  structure  of  the  northwest 
Atlantic  be  used  as  the  working 
hypothesis  (NMFS  1992a). 

Although  the  direct  genetic  evidence 
for  consideration  of  the  GME  harbor 
porpoise  as  a  distinct  population  is 
inconclusive,  all  other  lines  of 
biological  evidence  strongly  support  a 
species  status  recognition  under  the 
ESA.  Seasonal  movements  into  the 
northern  GME/BOF  during  summer,  the 
known  summer  reproductive  periodicity 
and  spatial  segregation  from  other 
conspecific  groups  at  that  time,  and  the 
subsequent  dispersal  during  late  fall  and 
winter  from  the  GME  south  to  at  least 
North  Carolina,  strongly  suggests  a 
unified,  single  breeding  assemblage.  The 
best  scientific  information  available 
indicate  that  the  viabiUty  of  harbor 
porpoise  in  shelf  waters  of  the  eastern 
U.S.  is  dependent  upon  harbor  porpoise 
in  the  GME  and  BOF.  Therefore,  based 
on  this  information,  NMFS  proposes 
that  the  harbor  porpoise  that  occur  in 
the  GME  and  BOF  represent  a  distinct 
population,  and  therefore  a  "species" 
under  section  3(15)  of  the  ESA. 

Listing  Procedures:  Summary  of  Factors 
Affecting  the  Species 

SecUon  3  of  the  ESA  (16  U.S.C. 
1532(19))  defines  a  threatened  species 
as  "any  species  which  is  likely  to 
become  an  endangered  species  within 
the  foreseeable  future  throughout  all  or 
a  significant  portion  of  its  range." 

To  determme  whether  a  species 
should  be  listed  as  endangered  or 
threatened,  section  4(a)(1)  of  the  ESA 


(16  U.S.C  1533(a)(1))  sets  forth  the 
following  five  criteria: 

(A)  The  present  or  threatened 
destruction,  modification,  or 
curtailment  of  its  habitat  or  range; 

(B)  Overutilization  for  commercial, 
recreational,  scientific,  or  educational 
purposes: 

(C)  Disease  or  predation: 

(D)  The  inadequacy  of  existing 
regulatory  mechanisms;  or 

(E)  Other  natural  or  manmade  factors 
affecting  its  continued  existence. 

A.  The  Present  or  Threatened 
Destruction.  Modification,  or 
Curtailment  of  Habitat  or  Range: 
Although  the  nearshore  habitat  of  this 
species  along  the  eastern  U.S.  coastline 
is  potentially  threatened  with 
destruction  or  physical  modification 
(see  E.  of  this  preamble),  there  is  no 
evidence  that  such  modification  or 
destruction  to  date  has  contributed  to  a 
decline  of  harbor  porpoise  in  the  GME. 

There  is  no  evidence  that  the  range  of 
this  subspecies  has  changed 
significantly  (see  E.  of  this  preamble),  or 
has  contributed  to  a  decline  of  harbor  • 
porpoise  in  the  GME. 

B.  Overutilization  for  commercial, 
recreational,  scientific,  or  educational 

eurposes:  Information  on  the  bycatch  of 
arbor  porpoise  in  the  GME  has  been 
obtained  from  several  sources 
throughout  the  1980s.  Some  of  this 
information  has  been  frt)m  scientific, 
but  not  systematic  surveys.  Gilbert  and 
Wynne  (1988)  doomiented  relative 
levels  of  marine  mammal  bycatch 
(including  harbor  porpoise)  in  GME 
fisheries.  These  data  were  used  by 
NMFS  to  classify  the  GME  sink-gillnet 
fishery  as  a  Category  I  fishery  (54  FR 
16072.  April  20. 1989).  However,  due  to 
an  inability  to  place  observers 
systematically  aboard  domestic  fishing 
vessels  prior  to  the  implementation  of 
section  114(0  of  the  MMPA,  it  was  not 
possible,  until  recently,  to  obtain  the 
temporal  and  spatical  sampling  required 
for  a  reliable  estimate  of  harbor  porpoise 
bycatch  in  GME  fisheries  from  rate-of- 
take  data  such  as  that  collected  by 
Gilbert  and  Wynne. 

Vessels  operating  in  a  Category  I 
fishery  are  required,  under  section 
114(e)  of  the  MMPA,  to  take  onboard  an 
observer  to  obtain  information  on  the 
species  and  number  of  marine  mammals 
taken  incidental  to  the  fishery.  This 
latter  requirement  has  been 
implemented  in  the  GME  multispecies 
sink-gillnet  fishery  through  the  NMFS/ 
NEFSC  Sea  Sampling  Program  (SSP). 

(i)  Observer  Effort 

The  SSP  observer  effort  has  been 
allocated  by  month  and  NMFS  fishery 
statistical  areas  within  the  GME.  based 
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on  the  total  number  of  days  that  fishing 
vessels  were  absent  firom  port  (as 
indicated  in  the  NEFSC  weighout 
database)  for  the  previous  year  (Power 
and  Drew  1991:  Bisack  1992a).  Bisack 
(1992aj  partitioned  the  GME  into  a 
northern  component  (NMFS  statistical 
areas  511  and  512)  and  a  southern 
component  (statistical  areas  513-515). 
Most  of  the  sink-gillnet  fishery  effort 
(based  on  the  weighout  database)  in  the 
GME  occurs  in  these  statistical  areas. 

(ii)  Bycatch  Estimators  From  Weighout 
Database 

The  porpoise  rate-of-take  information 
collected  by  SSP  observers  needs  to  be 
combined  with  some  measiire  of  total 
fishing  effort  to  calculate  a  total  bycatch 
for  the  GME.  Several  measures  of  fishing 
effort  that  can  be  used  for  estimating 
total  bycatch  are  available  in  the 
ueighout  database.  Smith  et  al.  (1991) 
presented  preliminary  estimates  of 
bycatch  based  on  the  product  of  the 
mean  bjrcatch  rate  per  fishing  trip  from 
the  SSP  database  and  the  total  number 
of  fishing  trips  in  the  sink-gillnet  fishery 
as  estimated  by  NEFSC  port  agents  and 
recorded  in  the  weighout  database  (i.e. 
a  trip-based  effort  indicator).  There  are, 
however,  biases  inherent  in  the 
weighout  data  (Bisack  and  DiNardo  . 
1991;  Bisack  1992b).  These  were 
discussed  at  the  Thirteenth  Northeast 
Regional  Stock  Assessment  Workshop 
(NMFS  1992b).  It  is  known,  for  example, 
that  for  some  vessels,  the  number  of 
days  absent  or  days  at  sea  (trip 
estimator)  are  underestimated  in  the 
weighout  data.  Vessels  imder  5  tons 
represent  one-third  of  the  weighout 
trips,  but  they  caimot  be  tracked  in  the 
database;  therefore,  little  information  is 
available  about  the  number  of  these 

garticipating  vessels  and  the  association 
Btween  the  number  of  days  absent  and 
total  fishing  effort  (Bisack  and  DiNardo 
1991).  Also,  the  weighout  database  is 
intended  to  provide  catch  data  through 
port  interviews  with  the  fishermen.  The 
amount  of  interview  effort  from  the 


northern  GME  reported  in  the  weighout 
database  has  not  been  adequate  and 
significantly  underestimates  the  amount 
of  fishing  effort  in  that  region.  Since 
total  effort  estimates  frxnn  the  weighout 
database  are  needed  to  estimate  marine 
mammal  bycatch,  the  bycatch  estimates 
may  be  downwardly  biased  as  a  result 
of  underestimating  effort  in  northern 
GME  ports  (Bisack  and  DiNardo  1991). 
An  alternative  method  of  estimating 
total  bycatch  of  harbor  porpoise  killed 
in  the  fishery  from  the  weighout  data 
could  be  determined  based  on  the 
number  of  harbor  porpoise  taken  per  ton 
of  fish  landed  (based  on  SSP  sampling 
data),  expanded  by  the  total  tons  of  fi^ 
landed  from  the  weighout  database  (i.e. 
a  landings  estimator).  The  participants 
of  the  Stock  Assessment  Workshop 
(NMFS  1992b)  suggested  that  estimates 
of  total  landings  in  the  grillnet  fishery 
are  more  accurate  than  estimates  of  total 
fishing  effort. 

(iii)  Estimates  of  Harbor  Porpoise 
Bycatch  in  the  GME 

The  present  estimates  are  based  on 
data  collected  from  Jime  1989  through 
the  second  half  of  1991.  SSP  observers 
reported  67  harbor  porpoise  taken  by 
gillnet  vessels  from  Jime  1989,  through 
1991.  Most  (58/67)  of  the  harbor 
porpoise  bycatch  occxirred  in  the 
southern  (^AE,  primarily  bom  October 
through  May  (fall  and  winter,  Bisack 
1992).  In  the  northern  GME,  the  by- 
catch occurred  primarily  in  the  sununer 
and  fall  (Table  1).  The  timing  and 
location  of  takes  are  consistent  with 
known  seasonal  movemeifls  of  harbor 
porpoise  between  the  southern  GME 
and  the  northern  GME/BOF. 

There  were  no  harbor  porpoise  takes 
reported  during  the  summers  of  1989  or 
1990  (Table  1).  During  these  periods  the 
distribution  of  samplkig  effort  was  often 
disjunct  with  the  known  distribution  of 
haibor  porpoise  (i.e.,  SSP  observers 
were  allocated  to  the  southern  GME  at 
a  time  when  harbor  porpoise  were 
primarily  in  the  northern  GME  (Payne. 


Power  and  Yustin  1990).  It  is  only  since 
J\me  1991.  when  SSP  effort  increased 
throughout  the  GME,  that  statistically 
reliable  bycatch  estimates  can  be  made 
for  all  regions  and  seasons  within  the 
GME  (Bisack  1992b). 

The  bycatch  estimates  using  trips  and 
landings  as  estimators  are  similar, 
except  in  the  fall  of  1990  and  the 
winters  of  1990  and  1991  (Table  2). 
During  these  periods,  the  bycatch 
estimates  using  landings  as  the  effort 
estimator  were  substantially  higher  than 
the  trip-based  estimates  (NMFS  1992a). 
The  differences  in  the  trip-based  and 
landings-based  estimates  could  be  due 
to  several  known  difficulties  with  the 
databases  (discussed  previously,  and  in 
DiNardo  and  Bisack  1991;  Bisack 
1992b). 

Given  the  recommendations  of  the 
Stock  Assessment  Workshop 
participants  that  estimates  of  total 
landings  in  the  gillnet  fishery  are  more 
accurate  than  estimates  of  total  fishing 
effort,  a  landings-based  bycatch 
estimator  is  considered  more  accurate 
than  one  based  on  total  fishing  effort. 
The  best  estimate  of  the  average  annual 
bycatch  of  harbor  porpoise  in  the  entire 
GME  gillnet  fishery  (northern  and 
southern  GME)  is  2,000  (95  percent 
confidence  interval  (CI)=1 ,200-2 .800) 
(Bisack  1992a).  The  landings-based 
estimates  ranged  from  2,396  to  1,672  for 
1990  and  1991.  respectively  (NMFS 
1992a).  The  95-percent  d  in  1990 
ranged  from  1,600  to  3,500,  and  in  1991 
bom  1,100  to  2,500  (NMFS  1992a) 

These  estimates  are  not  likely  to  be 
biased  upward  because  landings  were 
overestimated.  I  bindings  would  only  be 
overestimated  if  there  were  incorrect 
gear  assignments,  that  is.  if  other  gear 
types  were  recorded  as  rink  gillnet  gear. 
It  is  more  likely  that  sink  gillnet  gear 
has  been  incorrectly  assigned  to  other 
gear  types  (Bisack  1992b),  which  woiild 
result  in  trips  and  landings  being 
underestimated;  dierefore.  bycatch 
would  also  be  underestimated. 


Table  1.— Annual  Sea  Sampling  (SSP)  Trips,  Total  Observed  Harbor  Porpoise  Bycatch,  Wekshout  (WO) 
AND  WO  Landings  (Tons)  by  Year  and  Season  (Summer.  FAa  and  Winter)  for  the  Northern 
OF  Maine  (Upper)  the  Southern  Gulf  of  Maine  (Lower). 
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It  should  be  r8-«mphasized  that  the 
incidental  bycatdi  estimates  are  only  for 
the  muhispedes  sink-gillnet  fishery  In 
the  GME.  The  harbor  porpoise  bycatch 
estimates  do  not  include  known  bycatdi 
from  this  population  that  also  occurs  in 
the  BOF.  and  in  U.S.  waters  below  the 
CME  (during  the  winter-spring)  by  other 
gillnet  fisherieo. 

(iv)  Estimate  of  Bycatch  in  the  BOF 

Harbor  porpoise  from  the  GME 
population  are  taken  incidentally  by 
several  fisheries  in  the  BOF. 

The  size  of  the  gillnet  fleet  in  the 
western  BOF,  and  the  level  of  porpoise 
bycatch.  remained  relatively  stable 
betwreen  1966  and  1969.  when 
approximatriy  100  porpoises  were 
reported  killed  eadi  summer  in  the 
grounds^  gillnet  fishery  (Reed  and 
Ca&kin  1968. 1990).  Incidental  takes  of 
harbor  porpoise  are  also  likely  to  occur 
in  the  eastern  BOF  but  have  not  been 
quantified  (NMFS  1992a). 

Smith.  Reed  and  Gaskin  (1983)  also 
estimated  that  approximately  70 
porpoises  are  trapped  each  summer  in 
nerring  weirs  in  the  western  BOF,  and 
that,  on  average,  approximately  27  die 
annually  as  a  result  of  entrapment 
Small  nimdien  of  harbor  porpoises  are 
also  taken  in  herring  wein  scattered 
alone  southwestern  Novo  Scotia  (Smith. 
Reed  and  Gaskin  1983). 

Based  largely  on  the  magnitude  of  the 
incidental  take  In  the  western  BOF 
giUnet  fisherr.  and  diengee  in  local 
density  and  lifs  history  parametero  of 
harbor  porpoise  in  that  region,  the 
harbor  porpoise  was  hsted  as  a 


threatened  species  by  the  Committee  cm 
the  Status  otEndan^red  Wildlife  in 
Canada  (G^kin  1989). 

(v)  Other  Harbor  Porpoise  Bycatdi  in 
U.S.  Waters 

Harbor  porpoise  takes  in  the  sink* 
gillnet  fishery  south  of  the  GME  have 
also  been  reported  in  the  SSP  database, 
but  not  considered  in  this  estimate  of 
total  bycatch  for  the  GME.  There  is 
increasing  evidence  that  harbor 
porpoise  have  been  taken  inddental  to 
gillnet  fisheries  for  anadromous  fish 
spedes,  such  as  herring  and  shad.  In 
coastal  southern  New  England/Mid- 
Atlantic  waters  (south  of  the  GME), 
winter  through  spring  (57  FR 1900,  Jan. 
16, 1992).  Fourteoi  harbor  porpoises, 
some  of  which  had  net  marks  and  full 
stomachs  (characteristics  indicative  of 
gillnet  mortality)  washed  up  on  New 
Jersey  beedies  in  the  spring  of  1991.  in 
the  vicinity  of  shad  gillnets  (57  FR  1900. 
Jan.  16, 1992).  Increased  enfbrcement 
inquiries  in  southern  New  Jersey  in  late 
March.  1991.  resulted  in  reports  from 
coastal  gillnet  fishermen  of  two  lethal 
and  two  live  takes  in  the  shad  gillnet 
fishery  in  that  area.  During  this  same 
time  period  six  harbor  porpoises  also 
stranded  on  Vir^nia  beaches,  including 
four  with  net  marks  (Hi  the  leading  edge 
of  the  flukes  and  dorsal  fins.  The  first 
was  found  the  day  after  the  opening  of 
the  Virginia  near^ore  gillnet  fishery  for 
shad.  Harbor  porpoises  have  also  bera 
taken  in  shad  gillnets  in  the  Chesapeake 
Bay  (57  FR  1900.  Jan.  16, 1092). 

The  magnitude  of  the  bjrcatch  in  these 
coastal  and  nearshore  gillnet  fisheries  is 


not  known.  Observer  coverage  of  die 
sink-^llnet  fleet  in  southern  New 
England  only  started  in  Ausust  1992. 
and  therefore,  insuffident  data  are 
available  to  estimate  the  total  extent  of 
thisl^catdi. 

(vi)  Harbor  Porpoise  Abundance 

Field  and  analytical  experiments  to 
determine  the  be«t  method  of  assessing 
harbor  porpoise  abundance  in  the  CME 
have  been  conduded  by  the  NEFSC 
since  1988  (Polacheck  and  Thorpe  1990; 
Polacheck  1991a,  1991b;  Polacheck  and 
Smith  1990).  Previous  harbor  porpoise 
surveys  or  abundance  estimates  (Gaskin 
1977;  Prescott  et  al.  1981;  CeTAP  1982; 
Krous,  (Albert  and  Prescott  1983;  Gaskin 
et  al.  1985)  provided  sxuvey  coverage 
for  only  a  limited  part  of  the  range  of  the 
harbor  porpoise,  and  resulted  in 
minimum  abundance  estimates,  which 
are  considered  dated  and  inadeqiiate. 
During  July  and  August  1991 .  NMFS 
conducted  sighting  surveys  in  the 
oCEshore  waters  of  the  GME/lower  BOPf 
southern  Scotian  Shelf  (Palka  1092a). 
and  GME  inshore  waters  (Read  and 
Kraus  1992).  Preliminary  estimates  from 
these  surveys  were  presented  by  Smith 
et  aL  (1991).  Several  commeoters 
referred  to  these  estimates  in  their 
comm«its  to  NMFS  regarding  the 
petition  to  list  C^fE  harbor  porpoise  as 
threatened  under  the  ESA.  These 
estimates  were  considered  preliminary 
by  NMFS  in  that  further  review  of  the 
data  was  needed  to  confirm  the 
following  areas  of  uncertainty: 

(a)  Two  teams  of  observers  were  used 
in  the  offshore  survey.  Each  team 
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searched  simultaneously  for  haibor 
porpoise,  but  recorded  all  sightings 
separately  (Palka  and  Potter  1992).  The 
use  of  two  observer  teams  allowed 
abundance  to  be  estimated  in  several 
manners  (Palka  1992a,  1992b;  NMFS 
1992a).  The  sighting  data  for  the  two 
observer  teams  were  combined  to 
calculate  a  1991  estimate  (following  a 
technique  described  at  Butterworth  and 
Borchers  1988),  correcting  for  the 
fraction  of  the  sightings  missed  by  both 
teams.  An  vmcertainty  in  the  number  of 
duplicative  sightings  between  the  two 
observer  teams  needed  to  be  further 
addressed. 

(b)  The  preliminary  estimates 
assumed  the  density  of  porpoise  in 
nearshore  areas  to  be  the  same  as  the 
density  of  porpoise  immediately 
offshore.  Rather  than  assuming  that  the 
densities  were  the  same  in  the  two 
areas,  the  participants  at  the  May  1992 
workshop  suggested  a  different  and 
perhaps  better  approach.  The 
participants  suggested  using  the 
measured  ratio  of  porpoises  seen  in  the 
two  areasas  an  estimate  of  density  in 
the  nearshore  area  (NMFS  1992a). 

(c)  Finally,  previous  survey  data 
suggested  that  these  animals  avoid 
research  vessels,  at  least  at  close  ranges. 
The  distributions  of  observed  swimming 
directions  indicated  that  harbor 
porpoise  were  reacting  to  the  vessel 
prior  to  (Palka  1992c)  and  after 
(Polacheck  and  Thorpe  1990)  being 
observed.  Significant  bias  can  be 
introduced  into  density  estimates  if 
animals  react  to  a  survey  vessel 
(Polacheck  and  Thorpe  1990).  However, 
there  was  no  indication  from  the 
distribution  of  perpendicular  sighting 
distances  to  the  harbor  porpoises  that 
they  were  avoiding  the  survey  vessel. 
Given  available  data,  the  workshop 
participants  concluded  that  it  was 
impossible  to  assess  the  effect  of  animal 
movement  in  reaction  to  the  vessel  on 
abundance  estimates  (NMFS  1992a). 

Detailed  descriptions  of  the  survey 
methodology  and  the  sighting  data 
analyses  used  in  the  1991  surveys  are 
provided  in  Palka  (1992  a,  b.  c,  d),  Palka 
and  Potter  (1992)  and  Read  and  Kraus 
(1992).  Participants  at  the  1992 
workshop  agreed  that  the  1991  harbor 
porpoise  survey  provided  reliable 
density  estimates  using  the  best 
available  survey  techniques  (NMFS 
1992a).  Methods  of  estimating 
confidence  limits  around  the  abimdahce 
estimate  are  also  provided  in  Palka 
(1992a)  and  NMFS  (1992a).  The  average 
abundance  estimate  produced  from  the 
1991  survey,  45,000  (95-percent  O: 
23,000-80,000).  is  considered  the  best 
estimate  of  the  GME  harbor  porpoise 
population. 


(vii)  Harbor  Porpoise  Productivity 
versus  Bycatch  in  the  GME 

Woodley  and  Read  (1991)  used 
demographic  models  to  evaluate  the 
effects  of  different  rates  of  incidental 
removal  of  animals  from  the  harbor 
porpoise  population  in  the  GME/BOF. 
Woodley  and  Read  (1991)  estimated  the 
potential  intrinsic  rate  of  increase  (ram) 
of  the  GME  harbor  porpoise  population 
using  empirical  data  on  reproductive 
rates  (at  Read  1990c)  and  several 
hypothetical  survival  schedules. 
Survival  schedules  were  calculated  to 
maximum  ages  of  12  and  15  years  using 
estimates  of  natural  mortality  combined 
with  the  following  rates  of  incidental 
mortality:  0.0183. 0.0352. 0.0523.  and 
0.1006.  The  incidental  mortality  rates 
were  estimated  assuming  that  the 
proportion  of  all  age  classes  of  porpoise 
greater  than  age  0  are  equally  affected  by 
incidental  mortality,  and  by  calculating 
ratios  from  estimates  of  bycatch  to  total 
population  size.  The  range  of  the 
bycatch  to  abimdance  ratios  calculated 
by  Woodley  and  Read  (1991)  is  identical 
to  the  range  of  the  95  percent  Q  values 
around  the  average  bycatch  to 
abundance  ratios  in  the  GME  using  the 
results  of  bycatch  data  presented  in 
Bisack  (1992a),  and  abundance 
estimates  from  Palka  (1992a)  (the  95- 
percent  a  values  around  the  bycatch  to 
abundance  ratio  range  from  0.018  to 
0.109  (NMFS  1992a). 

The  model  used  by  Woodley  and 
Read  (1991)  incorporates  the  best 
available  scientific  information  on  the 
range  of  life  history  parameters  of 
harbor  porpoise  in  the  GME  and  BOF, 
and  has  resulted  in  the  best  available 
estimate  of  maximum  net  productivity 
for  harbor  porpoise  in  the  GME. 
Woodley  and  Read  (1991)  found  that  the 
model  population  could  not  sustain 
levels  of  incidental  mortality  greater 
than  0.04.  At  the  two  higher  levels  of 
incidental  mortality  (0.0523  and 
0.1006),  only  negative  population 
growth  rates  were  possible  (i.e., 
population  could  only  decrease). 
Woodley  and  Read  concluded,  in 
agreement  with  Barlow  (1986),  that 
harbor  porpoises  have  a  limited  capacity 
for  population  increase,  and  cannot 
sustain  even  moderate  levels  of 
incidental  mortality. 

The  IWC  reviewed  net  reproductive 
rates  of  harbor  porpoise  and  related 
species  in  an  attempt  to  place  an  upper 
hmit  on  the  range  of  Rm«,.  Theoretical 
upper  limits  to  phocoenid  Rmu  have 
approached  10  percent  (IWC  1990; 
Barlow  and  Boveng  1991);  therefore 
Rmnpl  could  theoretically  approach 
0.05.  It  should  be  re-emphasized, 
however,  that  the  IWC  Committee 


concluded  that  "it  had  no  firm  basis" 
for  estimating  a  net  reproductive  rate  for 
harbor  porpoise,  and  none  of  the 
calculated  estimates  of  R«.  for  any 
phocoenid  population  have  been  as 
large  as  10  percent  (IWC  1990).  Barlow 
and  Boveng  (1991)  envisioned  the 
primary  use  of  their  modeling  efforts  as 
exploratory,  and  recommended  that 
their  approach  (and  the  resulting 
survival  parameters)  not  be  used  for 
estimating  the  actual  growth  rates  for 
any  population. 

The  IWC  (1990)  concluded  that  any 
estimate  of  acceptable  harvest  and 
incidental  take  rates  of  harbor  porpoise 
should  be  conservative,  i.e.,  lower  than 
half  of  the  estimated  value  of  the 
maximum  rate  of  increase.  Therefore, 
Tma  values  in  the  range  of  4  percent  per 
year  indicate  a  porpoise  population  that 
could  possibly  sustain  a  level  of 
incidental  take  that  approaches,  but 
does  not  exceed.  2  percent  of  the 
population  estimate.  Annual  human- 
inauced  mortality  exceeding  two 
percent  is  not  considered  sustainable  for 
other  species  of  small  cetaceans  (MMC 
1979,  reviewed  by  Hammond  1991). 

(C)  Disease  or  predation:  There  is  no 
indication  from  stranding  data,  or  tissue 
analyses  bom  harbor  porpoises  taken  in 
gillnets,  that  disease  has  nad  an  impact 
on  harbor  porpoise  in  the  GME. 
Likewise,  harbor  porpoise  are  known  to 
be  preyed  upon  by  sharks  and  killer 
whales.  However,  killer  whales  are  not 
common  enough  in  the  GME/BOF  to 
have  a  measurable  effect  on  the 
abundance  of  porpoise,  and  there  is  no 
evidence  that  shark  predation  has 
contributed  to  the  decline  of  harbor 
porpoise  in  the  GMK 

mrbor  porpoise  in  the  GME  are  know 
to  carry  high  levels  of  heavy  metals  and 
organochlorines  in  their  tissues  (Gaskin. 
Holdrinet  and  Frank  1982).  Of  particular 
concern  are  the  polychlorinated 
biphenyls  (PCBs)  and  their  lipophilic 
organichlorines  found  in  harbor 
porpoise  (Gaskin,  Holdrinet  and  Frank 
1982;  Gaskin,  Fiank  and  Holdrinet 
1983).  These  organochlorine  residues 
are  knov^rn  to  be  mobilized  and 
transferred  from  adult  females  to  their 
calves  during  lactation  (Gaskin  at  al. 
1982).  However, at thepresent time. the 
presence  of  these  contaminants  in 
harbor  porpoise  tissues  does  not  appear 
to  pose  a  serious  threat  to  this 
population  (Read  and  Kraus  1991). 

(D)  The  inadequacy  of  existing 
regulatory  niechanisms:  One  of  the 
strongest  recommendations  from  the 
May  1991  harbor  porpoise  assessment 
workshop  was  that  the  present  level  of 
bycatch  of  porpoise  in  the  GME  sink- 
gillnet  fishery  needs  to  be  reduced.  The 
1988  Amendments  to  the  MMPA,  as 
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amended,  established  the  Marine 
Mammal  Exemption  Program  (MMEP). 
The  MMEP  allows  commercial  fisheries 
to  take  harbor  porpoise  vrithout  a  timely 
mechanism  for  control.  Honwever,  the 
amendments  do  not  contain  emergency 
provisions  that  can  be  employed.  It  was 
indicated  at  the  harbor  porpoise 
assessment  workshop  that  the  harbor 
porpoise  bycatch  levels  may  not 
appropriately  be  considered  an 
"emergency"  at  this  time.  However,  the 
w  orkshop  results  did  determine  that  the 
bycatch  levels  may  "have  a  significant 
adverse  impact  over  a  period  of  time 
longer  than  one  year".  Therefore, 
independent  of  the  ESA.  NMFS  is 
proceeding  imder  section  114(g)(3)  of 
the  MMPA  to  address  the  bycatch 
problem.  Pursuant  to  the  MMPA,  NMFS 
requested  that  the  New  England  Fishery 
Management  Council  (NEFMC) 
introdxice  measures  in  Amendment  5  to 
the  Northeast  Multispecies  Fishery 
Management  Plan  (FMP)  that  will 
reduce  haiboc  porpoise  mortality  to 
acceptable  levels. 

The  NEFMC  is  considering  proposals 
to  amend  the  FMP  to  reduce  fishing  to 
levels  that  would  allow  selected  stocks 
of  groundfish  to  recover.  One  of  the 
proposals  being  considered  is  a 
reduction  in  fishing  effort  through 
reductions  in  allowable  fishing  time. 
For  vessels  participating  in  the  gillnet 
fishery,  the  NEFMC  has  proposed  that 
gillnets  be  removed  from  the  water  for 
specific  periods  of  time.  The  NEFMC 
will  also  request  comment  on  a  proposal 
that  would  allow  changes  to  this 
management  measure  in  subsequent 
years.  This  seconds  proposal  would 
allow  for  axmual  review  of  more  recent 
information  on  areal  and  seasonal 
distributions  of  harbor  porpoise  wid 
possible  measures  to  mitigate  their 
takings.  It  is  envisioned  that  this  process 
will  be  able  to  respond  in  a  more  timely 
fashion  to  now  information  or  increased 
understanding  of  the  interactions  of 
marine  mammals  and  this  fishery. 
Public  hearings  are  planned  for  both 
proposals  eariy  in  1993.  After  receipt  of 
public  comment,  the  NEFMC  will 
determine  what  measures  are  to  be 
included  in  amendment  5,  then  submit 
the  amendment  to4hem  for  submission 
to  the  Secretary  for  approval.  Further 
data  regarding  the  species  status,  and 
the  final  amendment  5  measures  will  be 
considered  in  the  decision  for  final 
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considers  necessary  to  mitigate  the 
bycatch. 

NMFS  could  also,  pursuant  to  section 
114(g)(2)  of  the  MMPA,  consult  with 
NEFMC  and  state  fishery  managers  to 
prescribe  emergency  regulations  to 
prevent,  to  the  maximum  extent 
possible,  any  further  taking  of  harbor 
porpoise.  Such  emergency  regulations 
must  also,  to  the  maximum  extent 
possible,  avoid  interfering  with  existing 
state  or  regional  FMPs.  While  this 
option  would  provide  immediate  relief 
to  harbor  porpoise  in  the  GME.  it  wrould 
only  be  a  temporary  solution  since 
emergency  regulations  promulgated 
under  section  114(g)(2)  would  be 
effective  for  only  180  days  or  unUl  the 
end  of  the  fishing  season,  whichever  is 
earlier.  Further,  the  results  of  the  harbor 
porpoise  assessment  workshop  indicate 
that  the  situation  may  not  appropriately 
be  considered  an  "emergency." 

(E)  Other  natural  or  manmaae  factors 
affecting  its  continued  existence: 
Althou^  incidental  catches  in  gillnet 
fisheries  are  believed  to  pose  the 
greatest  threat  to  harbor  porpoises  in  the 
GME.  Read  and  Kraus  (1991)  listed 
several  other  factors  that  may  influence 
this  population,  including  the 
following:  Loss  of  habitat  (see  A.  in  this 
preamble),  coastal  pollution  and 
environmental  pollution  (see  C.  in  this 
preamble),  and  competition  with 
fisheries  for  prey  resources. 

The  most  important  prey  of  harbor 
porpoises  in  the  CME/BOF  is  Atlantic 
herring  (Smith  and  Gaskin  1974; 
Recchia  and  Read  1989).  Between  1967 
and  1976.  there  was  a  75-peTcent 
reduction  in  herring  biomass  on  Georges 
Bank  (Sissenwine.  Overholtz  and  Clark 
1984).  and  in  1977  the  commercial 
fishery  for  herring  failed  completely. 
There  was  virtually  no  evidence  of  a 
Georges  Bank  herring  population 
between  1977-1983.  despite 
considerable  sampling  by  research 
vessels  during  that  period.  Kenney  et  al. 
(1991)  suggested  that,  in  response  to  the 
complete  collapse  of  a  Georges  Bank 
herring  stock,  harbor  porpoise  may  have 
shifted  their  distribution  nearshore 
during  the  early  1980s,  away  from 
Georges  Bank.  Such  a  response  to  a 
human- induced  prey  depletion  might 
result  in  local  increases  in  harbor 
porpoise  abundance,  an  increased 
density  in  areas  of  the  GME  and  BOF 
where  reduced  prey  are  concentrated, 
and  increased  opportunities  for  fishery- 
harbor  porpoise  interactions  in  the  GME 
and  BOF. 

Connor  (1971)  and  Ulmer  (1977) 
reported  hiurbor  porpoise  (in  small 
groups)  in  the  summer  months  (during 
the  1940s)  in  lower  New  York  Bay.  It  Is 
difficult  to  determine  what  "a  small 


number"  Implies;  however,  harbor 
porpoise,  at  present,  are  rarely  observed 
outside  the  northern  GME  and  BOF 
during  summer.  Thwefore.  it  does  seem 
possible  that  the  distribution  and 
seasonal  occurrence  of  harbor  porpoise 
have  shifted  in  recent  decades. 
Although  cause  and  effect  can  ftrely  be 
demonistrated.  such  a  seasonally 
reduced  sighting  distribution  may  be 
precipitated  by  a  change  in  the 
availability  of  prey. 

Recent  fishery  conservation  measures 
are  allowing  herring  stocks  to  recover 
from  previous  low  levels,  and  fishing 
pressure  on  these  stocks  is  currently 
light.  Therefore,  there  is  no  evidence  at 
this  time  that  harbor  porpoises  are 
affected  by  prey  densitfes. 

Vessel  traffic  has  also  been 
documented  to  have  a  negative  impact 
on  harbor  porpoise  behavior.  Flaherty 
and  Stark  (1982)  suggested  that  harbor 
porpoise  abimdoned  areas  of  the 
Washington  coastline  because  of  vessel 
traffic.  Polacheck  and  Thorpe  (1991) 
demonstrated  ship  avoidance  to  a 
research  vessel  by  harbor  porpoise  in 
the  GME.  If  ship  avoidance  were  a 
widespread  phenomenon,  harbor 
porpoises  might  be  expected  to  abandon 
areas  of  heavy  vessel  activity  in  the 
GME.  Most  of  the  summer  range  of  the 
GME  population  occurs  in  areas  of  light 
vessel  traffic,  and  it  is  unlikely  that 
porpoise  are  affected  by  vessel  traffic  at 
this  time.  During  the  winter  and  spring, 
the  distribution  shifts  into  the  southern 
GME  and  adjacent  southern  New 
England  waters.  It  is  during  this  period 
that  porpoise  behavior  may  be 
influenced  by  increased  vessel  traffic. 
The  petitioners  have  demonstrated  that 
vessel  traffic  has  increased  in  the  GME 
in  recent  years.  However,  it  is  not 
known  to  what  extent,  if  any.  this 
increased  vessel  density  has  affected 
harbor  porpoise  in  the  GME. 


Determination 

Based  on  the  assessment  of  available 
scientific  information.  NMFS  proposes 
that  harbor  porpoise  in  the  GME  is  a 
"species"  under  the  ESA. 

The  best  estimate  of  the  average 
annual  bycatch  of  harbor  porpoise  in  the 
entire  GME  gillnet  fishery  (northern  and 
southern  GME)  is  a  minimum  of  2.000 
(95-percent  0=1 .200-2 .800)  (Bisack 
1992a).  This  estimate  is  based  only  on 
data  for  the  multispecies  sink-gilbiet 
fishery  in  the  GME.  and  does  not 
include  known  bycatch  from  this 
population  which  occurs  in  the  BOF,  or 
in  U.S.  %vaters  below  the  GME  (during 
the  winter-spring  range  of  the  GME 
harbor  porpoise  population). 

The  best  estimate  of  the  size  of  the 
GME  harbor  porpoise  population  from 
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the  1991  Surrey  i«  45.000.  Thetefbre.  the 
minimuin  bycatch  of  the  C^ffi 
population  is  approximately  4.5  percent 
of  the  best  estimate  of  its  alHisdaiice. 

Harixv  porpoises  have  a  limited 
capacity  for  population  increase,  and 
are  unlikely  to  sustain  even  moderate 
levels  of  incidental  mortaUty.  The  best 
available  estimate  of  maximum  net 
productivity  (roauJ  for  harbor  porpoise 
in  the  GME  does  not  exceed  4  percent 
(VVoodley  and  Read  1991).  At  greater 
levels  of  incidental  take,  the  population 
will  likely  decUne.  The  IWC  (1990) 
believes  Uiat  any  estimate  for  acceptable 
harvest  and/or  incidental  take  rates  d 
harbor  porpoise  should  be  conservative, 
i.e.,  lower  than  half  of  the  estimated 
value  for  r«u.  Therefore,  rmu  values  in 
the  range  of  4  to  5  percent  per  year 
indicate  a  porpoise  population  that 
could  sustain  a  level  of  incidental  take 
no  greater  than  2  percent  of  the 
population  estimate.  NMFS  believes 
that  annual  human-induced  mortality 
exceeding  this  value  for  other  species  of 
small  cetaceans  is  unsustainable.  The 
best  available  information  indicates  that 
the  bycatch  of  the  CM£  population  of 
hartwr  porpoise  must  be  rwluced  by 
more  than  50  percent  to  be  sustained  by 
the  present  GME  population.  This 
includes  a  reduction  in  bycatch  by  the 
GME  multispecies  sink-gillnet  fishery  as 
well  as  the  southern  New  England/Mid- 
Atlantic  gillnet  fisheries  for  herring, 
shad  and  other  coastal  species.  At 
present  the  extent  of  bycatch  in  the 
gillnet  fisheries  is  considered  a  threat  to 
the  continued  existence  of  the  GME 
harbor  porpoise.  NMFS  concludes  that 
the  GN&  population  of  harbor  porpoise 
is  likely  to  become  endangered  within 
the  foreseeable  future  throughout  all  or 
a  significant  portion  of  its  range  and 
determines  that  the  petitioned  action  is 
warranted.  NMFS.  therefore,  proposes  to 
list  the  GME  population  of  luubor 
porpoise  as  threatened  under  the  ESA. 

Proposed  Protective  Regulaticuis 

Until  more  comprehensive  regulatory 
or  other  action  can  be  implemented  to 
reduce  sources  of  haibor  porpoise 
mortality  (e.g..  bycatch),  NMFS  is 
proposing  to  adopt  the  ESA  section  9 
prohibitions  applicable  to  endangered 
species  to  prohibit  taking,  interstate 
commerce,  possession,  sale,  receipt, 
transport,  or  shipping  of  harbor 
porpcMses.  Generally,  then,  the 
prohibitions  of  §  9  diat  are  applicable  to 
endangered  species  would  be  applicable 
to  harbor  porpoises,  with  certain 
exceptions. 

NMFS  is  proposing  to  adopt  the 
following  exceptions  to  the  geaeral 
prohibitions:  (1)  Taking  of  harbor 
porpoise  imzidental  to  commercial 


fishing  operatitms  if  the  incidental 
takings  are  consistent  with  the  following 
bycateh  reduction  program;  (2)  taking  in 
a  himiane  manner  (including 
euthanasia)  by  fednal.  state  and  local 
officials  and  employees,  and  others 
designated  by  the  Assistant 
Administrator  pursuant  to  $  112(c)  of 
the  MMPA.  in  the  course  of  their  official 
duties;  and  (3)  taking  for  purposes  of 
scientific  research  pursuant  to  §  104  of 
the  MMPA  and  §  10  of  the  ESA.  These 
exceptions  are  more  fully  discussed 
below. 

Exceptions — Commercial  fishing: 
Under  this  proposed  rule,  the  general 
prohibitions  would  not  apply  to  the 
taking  of  harbor  porpoise  incidental  to 
commercial  fishing  operations  if  the 
take  complies  %vith  the  harbor  paq>oise 
bycatd)  reduction  program.  NMFS  i» 
proposing  to  adopt  a  bycatch  reducti<Hi 
program  aimed  at  progressively 
reducing  total  harbor  porpoise  bycatch 
in  all  gillnet  fisheries,  including  bycatch 
bom  other  gillnet  fisheries  that  impact 
this  population  outside  the  GME. 
Programs  to  reduce  bycatch  must  be 
initiated  within  the  next  18  months 
with  a  goal  of  reducing  bycatch  to  an 
amount  not  exceeding  2  percent  of  the 
best  estimate  of  population  abundance 
within  a  period  of  time  not  to  exceed  4 
years  begirming  in  1993.  This  would 
require,  at  a  minimum,  a  reduction  in 
incidental  take  in  the  GME  by  at  least 
50  p«cent  of  the  present  take  level  To 
achieve  Ihe  necessary  reduction  in 
bycatch.  protective  regulations  need  to 
be  implemented.  NMFS  is  considering 
area  closures,  seasonal  restrictions, 
incidental  take  allocations  and  other 
measures  to  reduce  bycatch.  Comments 
are  specifically  requested  concerning 
the  best  management  measures  to 
achieve  the  bycatch  reduction  goal. 
Since  takings  incidental  to  commercial 
fishing  operations  would  not  be 
prohibitad  by  this  rule,  separate 
incidental  take  authorization  pursuant 
to  Sections  7(b)(4)  or  10(a)(1)(B)  of  the 
ESA  would  not  be  required. 

In  order  to  monitor  the  bycatch.  the 
Assistant  Administrator  of  Fisheries 
(Assistant  Administrator)  may  require 
the  placement  of  an  observer  on  any 
gillnet  fishing  vessel  operating  in  U.S. 
waters  in  order  to  conserve  a  species 
Usted  under  the  ESA.  Therefore.  NMFS 
may  notify  owners  and  operators  of 
gillnet  vessels  operating  within  the 
known  range  of  the  Gulf  of  Maine 
population  of  harbor  porpoise  that  they 
must  carry  a  NMFS-approved  observer 
on  board  such  vessel(s]  if  requested  to 
do  so.  If  the  observOT  data  indicate  a 
need,  the  Assistant  Administrator  may 
take  actions  including,  but  not  lestnijad 
to,  the  issuance  of  emergency  rules  to 


est^Iish  closed  areas  from  further 
fishing,  the  allocatian  of  the  "incidental 
take"  among  NMFS  statistical  areas,  or 
other  aotions(s)  to  ansure  that 
commercial  filling  operations  do  not 
jeopardize  the  continued  existence  oT 
the  species.  NMFS  is  also  requesting 
comments  and  recommendations 
concerning  the  implementation  and 
seasonal  timing  of  an  observer  program 
to  monitor  bycatch  of  the  GME 
population  of  harbor  porpoise 
throughout  their  range,  specifically  in 
Southern  New  England  and  Mid- 
Atlantic  coastal  waters  south  to  Capa 
Hatteras.  North  Carolina. 

Official  Activities — Under  this 
proposed  rule,  the  general  prohibition^ 
would  not  apply  to  the  takkig  of  hadxir4 
porpoises  by  federal,  state  or  local 
government  officials  or  employees,  or 
persons  designated  by  the  Assistant 
Administrator  under  section  112(c)  of 
the  MMPA,  in  the  course  of  their  duties 
as  officials,  employees  or  designees,  if 
the  taking  is  for  the  protection  or 
welfare  of  the  harbor  porpoise,  is  for  the 
protection  of  the  public  health  or 
welfore,  or  the  non-lethal  removal  of 
nuisance  animals.  Any  such  taking 
would  have  to  be  done  humanely, 
which  could  include  euthanasia  in  some 
cases.  The  primary  purpose  of  this 
exception  to  the  general  prohibitions  is 
to  provide  for  the  activities  of  Marine 
Mammal  Stranding  Networks,  which 
perform  important  services  in  rescuing 
and  rehabilitating  stranded  marine 
mammals.  In  cases  where  it  is 
determined  that  stranded  harbor 
porpoises  cannot  be  saved,  euthanasia 
would  be  authorized.  This  exception 
also  provides  flexibility  for  responding 
to  unlikely  situations  where  a  deed  or    - 
diseased  harbor  porpoise  could  be 
considered  a  threat  to  the  public  healA 
or  welftuB,  or  where  haibor  porpoises 
are  perceived  as  public  nuisances.  It 
should  be  stressed,  however,  that  this 
exception  is  not  intended  to  authorize 
lethal  takes  or  harassment  of  harbor 
porpoises  to  stop  or  dissuade  them  fitnn 
interfering  with  commercial  fishing 
operations. 

Ferm/fs— Finally,  imder  this  proposed 
rule,  the  general  prohibitions  would  not 
preclude  scientific  research  currently 
authorized  under  section  104  of  the 
MMPA  fat  a  period  of  one  year 
following  fiiul  listing  of  hubor  porpoise 
as  threatened.  After  that  one  year 
period,  a  scientific  research  permh  or  a 
permit  to  enhance  the  propagation  or 
survival  of  the  species  issued  pursuant 
to  section  10  of  the  ESA  would  be 
required.  Takes  of  harbor  porpoise 
inddantal  to  other  lavrful  activities  may 
also  be  authorised  under  section  10. 
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Critical  Habitat 

NMFS  has  not  completed  the  analysis 
necessary  for  the  designation  of  critical 
habitat,  but  has  decided  to  proceed  with 
the  proposed  listing  determinations  now 
and  to  proceed  with  the  designation  of 
critical  habitat  in  a  separate  rulemaking. 
NMFS  believes  that  this  action  is 
consistent  with  the  intent  of  the  1982 
amendments  to  the  ESA:  "The 
Committee  feels  strongly,  however,  that 
where  the  biology  relating  to  the  status 
of  the  species  is  clear,  it  should  not  be 
denied  the  protection  of  the  Act  because 
of  the  inability  of  the  Secretary  to 
complete  the  work  necessary  to 
designate  critical  habitat"  (H.  Report 
No.  567. 97th  Congr..  2nd  Sess.  19. 
1982). 
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Qassificatioii 

The  1982  amendments  to  the  ESA 
(Pub.  L.  97-304).  in  section  4(b)(l){A). 
restricted  the  inftwmation  that  may  be 
considered  when  assessing  species  for 
listing.  Based  on  this  limitation  of 
criteria  for  a  listing  decision  and  the 
opinion  in  Pacific  Legal  Foundation  v. 
Andrus,  657  F.  2d  829  (6th  Qr..  1981). 
these  decisions  are  excluded  from  the 
requirements  of  the  National 
Environmental  PoUcy  Act. 

The  Conference  Report  on  the  1982 
amendments  to  the  ESA  notes  that 
economic  considerations  have  no 
relevance  to  determinations  regarding 
the  status  of  species,  and  that  E.O. 
12291  economic  analysis  requirements, 
the  Regulatory  Flexibility  Act,  and  the 
Paperwork  Reduction  Act  are  not 
applicable  to  the  listing  process. 
Similarly,  listing  actions  are  not  subject 
to  the  requirements  of  E.O.  12612,  or  the 
President's  Memorandum  of  January  28, 
1992. 
List  of  SubiecU  in  50  CFR  Part  227 

Endangered  and  threatened  species. 
Exports,  Imports.  Marine  mammals. 
Transportation. 

Dated:  December  30. 1992. 
William  W.  Fox.  Jr., 
Assistant  Administrator.  Fisheries. 

For  the  reasons  set  out  in  the 
preamble.  50  CFR  part  227  is  proposed 
to  be  amended  as  follows: 

PART  227— THREATENED  FISH  AND 
WILDLIFE 

1.  The  authority  citation  for  part  227 
continues  to  read  as  foHows: 

Authority:  16  U.S.C  1531  ef  seq. 

2.  In  §  227.4,  new  paragraph  (i)  is 
added  to  read  as  follows: 

1227.4    Enumeration  of  threatened 


(i)  Gulf  of  Maine  (GME)  population  of 
harbor  porpoise  (Phocoena  (phocoena)). 
The  GME  population  includes  all  harbor 
porpoise  whose  range  extends 
throughout  waters  of  eastern  North 
America  from  (and  including)  the  Bay  of 
Fundy  (BOF).  Nova  Scotia  south  to 
eastern  Florida. 

3.  A  new  §  227.13  is  added  to  subpart 
B  to  read  as  follows: 

1227.13    QuH  of  Maine  harbor  porpoiaa. 

(a)  Prohibitions.  The  prohibitions  of 
section  9  of  the  Act  (16  U.S.C.  1538) 
relating  to  endangered  species  apply  to 
the  threatened  species  of  harbor 
porpoise  listed  in  §  227.4(i)  of  this  part, 
except  as  provided  in  paragraph  (b)  of 
this  section. 

(b)  Exceptions— i'^)  General 
exceptions.  The  exceptions  of  section  10 
of  the  Act  (16  U.S.C.  1539)  and  other 
exceptions  under  the  Act  relating  to 
endangered  species,  and  the  provisions 
of  regulations  issued  under  the  Act 
relating  to  endangered  species  (such  as 
50  CFR  part  222.  subpart  C— 
Endangered  Fish  or  Wildlife  Permits) 
also  apply  to  the  threatened  population 
of  harbor  porpoise  listed  in  §  227.4(i)  of 
this  part,  except  as  otherwise  provided 
in  subsections  (b)(2).  (b)(3)  and  (b)(4). 
This  section  supersedes  other 
restrictions  on  the  applicability  of  50 
CFR  part  222.  including,  but  not  limited 
to.  the  restrictions  specified  in 

§§  222.2(a)  and  222.22(a). 

(2)  Official  activities— The 
prohibitions  of  paragraph  (a)  of  this 
section  do  not  restrict  a  Federal,  state  or 
local  government  official,  his  or  her 
designee,  or  other  person  authorized  by 
the  Assistant  Administrator  pursuant  to 
regulations  at  50  CFR  part  216,  subpart 
C,  who  is  acting  in  the  course  of  official 
duties,  from  taking  a  harbor  porpoise  in 
a  humane  manner,  including 
euthanasia,  if  the  taking  is  for  the 
protection  or  welfare  of  the  animal,  the 
protection  of  the  public  health  and 


welfare,  or  the  nonlethal  removal  of 
nuisance  animals. 

(3)  Permits— The  prohibitions  of 
paragraph  (a)  of  this  section  do  not 
apply  to  scientific  research  activities 
authorized  pursuant  to  section  104  of 
the  Marine  Mammal  Protection  Act  and 
regulations  at  50  CFR  part  216.  subpart 
D — Special  Exceptions,  for  a  period  of 
one  year  from  the  final  listing  of  the 
GOM  harbor  porpoise  as  threatened. 
After  that  period,  such  activities  must 
be  authorized  by  the  Assistant 
Administrator  in  accordance  with  and 
subject  to  the  provisions  of  50  CFR  part 
222.  subpart  C— Endangered  Fish  or 
Wildhfe  Pemits. 

(4)  Commercial  fishing  exemptions. 
The  prohibitions  of  paragraph  (a)  of  this 
section,  insofar  as  they  relate  to  the 
taking  of  harbor  porpoise  incidental  to 
commercial  fishing  operations,  do  not 
apply  to  incidental  takings  that  are 
consistent  with  the  by-catch  reduction 
program  under  paragraph  (3)(c). 
Intentional  lethal  taking  of  harbor 
porpoise  for  any  reason  is  not 
authorized  under  this  paragraph  (b)(4). 

(c)  Bycatch  Reduction  Program.  The 
bycatch  reduction  program  will 
progressively  reduce  total  harbor 
porpoise  bycatch  in  all  gillnet  fisheries, 
including  bycatch  from  other  gillnet 
fisheries  that  impact  this  population 
throughout  U.S.  watere  outside  the  Gulf 
of  Maine,  to  an  amount  not  exceeding  2 
percent  of  the  best  estimate  of 
population  abundance  within  a  period 
of  time  not  to  exceed  4  years  from  the 
effective  date  of  this  section. 

(1)  Bycatch  Reduction  Program 
Methodology.  (Reserved). 

(2)  Observer  Requirements. 
(Reserved). 

[PR  Doc.  93-39  Filed  1-6-93;  8:45  am) 
BlUmO  CODE  3610-a-M 


UMI 


Federal  Register  /  Vol.  58,  No.  4  /  Tbunday.  January  7.  1993  /  Notice* 


3121 


DEPARTMENT  OF  COMMERCE 

National  Oeeanle  and  Atmoapherie 
Administration 

[DocM  No.  921233-23331 

Endangered  Fish  and  WUdllfo;  Gray 
Whale 

AOENCY:  National  Marine  Fisheries 
Service  (NMFS).  NCAA,  Ckunmerce. 
kCnOH:  Notice  of  determination. 

SUMMARY:  Under  the  Endangered 
Species  Act  (ESA).  NMFS  has 
determined  that  the  eastern  North 
Pacific  (California)  stock  of  gray  whale 
should  be  removed  from  the  List  of 
Endangered  and  Threatened  WildUCe 
(the  List).  This  determination  is  based 
on  evidence  showing  that  this  stock  has 
recovered  to  near  its  estimated  original 
population  size  and  is  neither  in  danger 
of  extinction  throughout  all  or  a 
significant  portion  of  its  range,  nor 
likely  to  again  become  endangered 
within  the  foreseeable  future  throughout 
all  or  a  significant  portion  of  its  range. 
NMFS  believes  that  the  western  Pacific 
gray  whale  stock,  which  is 
geographically  isolated  from  the  eastern 
stodc,  has  not  recovered  and  should 
remain  listed  as  endangered.  In 
accordance  with  section  4(a)(2)(B)  of  the 
ESA,  NMFS  is  recommending  that  the 
Department  of  the  Interior  implement 
this  action  by  amending  the  Ust 
accordingly. 

EFFECTIVE  DATE:  This  determination  is 
effective  on  January  7, 1993. 
ADDRESSES:  Copies  of  the  references 
used  in  this  doctmient  are  available 
from:  Office  of  Protected  Resources, 
National  Marine  Fisheries  Service,  1331 
East-West  Highway,  Silver  Spring, 
Maryland  20910. 

FOR  FURTHER  ViFORMATION  CONTACT:  Mr. 
Kenneth  R.  HolUngshead,  Office  of 
Protected  Resources.  NMFS.  at  (301) 
713-2055. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Endangered  Spedes  Act  of  1973 
(ESA;  16  U.S.Q  1531  et  seq.)  is 
administered  jointly  by  the  U.S.  Fish 
and  Wildlife  Service  (FWS).  Department 
of  the  Interior,  and  NMFS.  NMFS  has 
jurisdiction  over  most  marine  species 
and  makes  determinations  under  section 
4(a)  of  the  ESA  as  to  whether  the  species 
should  be  listed  as  endangered  or 
threatened.  The  FWS  maintains  and 
publishes  the  List  of  Endangered  and 
Threatened  WildUfe  (the  Ust)  in  50  CFR 
part  17  for  all  species  determined  by 
NMFS  or  FWS  to  be  endangered  or 
threatened.  A  list  of  threatened  and 


endangered  species  under  the 
jurisdiction  of  NMFS  is  contained  also 
in  50  CFR  227.4  and  50  CFR  222.23(a). 
respectively. 

Section  4(c)(2)  of  the  ESA  requires 
that,  at  least  once  every  5  years,  a 
review  of  the  species  on  the  List  be 
conducted  to  determine  whether  any 
species  should  be  (1)  removed  from  the 
Ust;  (2)  changed  in  status  from  an 
endangered  species  to  a  threatened 
species;  or  (3)  changed  in  status  from  a 
threatened  species  to  an  endangered 
species.  NMFS  completed  its  fiirst  5-year 
review  on  the  status  of  endangered 
whales  in  19&4  (Breiwick  and  Braham 
1984).  Based  upon  that  status  review, 
NMFS  concluoed  that  although  no 
longer  in  danger  of  extinction,  because 
of  limited  calving  grounds  and  coastal 
habitat  which  is  being  subjected  to 
increasing  development,  the  eastern 
Pacific  gray  whale  [Eschrichtius 
robustus)  stock  should  not  be  delisted 
but  should  be  upgraded  to  threatened 
(49  FR  44774.  November  9. 1984).  No 
further  action  was  taken,  however. 

On  January  3, 1990  (55  FR  164), 
NMFS  announced  that  it  was 
conducting  status  reviews  on  certain 
listed  species  (including  the  gray  whale) 
under  its  jurisdiction,  and  solicited 
comments  and  biological  information. 
That  status  review  was  completed  and 
made  available  to  the  general  public  on 
June  27, 1991  (56  FR  29471).  The 
Federal  Register  notice  also  stated  that 
NMFS  intended  to  public  a  proposed 
determination  that  the  fisting  status  of 
the  eastern  North  Pacific  population  of 
gray  whale  should  be  changed.  That 
proposed  determination  and  rule  was 
completed  and  published  in  the  Federal 
Register  on  November  22, 1991  (56  FR 
58869). 

In  the  proposed  rule.  NMFS  gave 
notice  that  the  comment  period  would 
close  on  January  21, 1992.  However,  as 
provided  under  section  4(b)(5)(E)  of  the 
ESA,  NMFS  received  and  accepted  a 
request  for  a  public  hearing  on  the 
proposal  (57  FR  3040.  January  27, 1992). 
Pubhc  hearings  were  held  in  Silver 
Spring,  Maryland,  on  February  14. 1992 
and  Long  Beach,  CaUfomia  on  February 
25, 1992.  The  comment  period  was 
extended  until  March  6, 1992  (57  FR 
2247,  January  21, 1992)  in  order  to 
allow  the  public  sufficient  time  to 
attend  the  hearings  and  complete  their 
written  comments. 

Petition 

Coincident  virith  completion  of  the 
status  review  (but  prior  to  its 
availability  to  the  public),  under  section 
4(c)(2)  of  the  ESA  and  after  work  was 
initiated  on  the  proposed  determination 
and  rule,  the  Secretary  of  Commerce 


(Secretary)  received,  on  Mardi  7, 1991, 
a  petition  from  the  Northwest  Indian 
Fisheries  Commission  and  others, 
whidi  requested,  under  section 
4(b)(3)(A)  of  the  ESA,  the  removal  of  the 
eastern  stock  of  the  North  Pacific  gray 
whale  from  the  ESA.  On  March  27. 
1991.  the  Under  Secretary  for  Oceans 
and  Atmosphere.  NOAA. 
acknowledged,  the  petition  and  NMFS 
began  a  review  to  determine  whether 
the  petition  presented  "substantial 
scientific  or  commercial  information" 
that  would  support  such  an  action. 
NMFS  completed  that  review  and 
made  a  determination  on  December  10. 
1991  (56  FR  64498).  that  the  petition 
presented  substantial  information 
indicating  that  the  requested  acticm  was 
warranted.  The  notice  stated,  however, 
that,  because  the  status  review  had  been 
completed,  published,  and  made 
available  to  the  general  public,  it  had 
been  determined  that  conducting 
another  status  review  imder  section 
4(b)(3)(A)  would  be  duplicaUve  and 
unnecessary.  The  notice  concluded  that 
the  November  22, 1991,  proposal  could 
be  accepted  as  the  finding  action 
required  by  section  4(b)(3)(B)  for 
petitions  found  to  contain  substantial 
information. 

Comments  and  Responses 

During  the  104-day  comment  period. 
NMFS  received  103  letters  and  612 
photocopied  form  letters  from  the 
general  public,  all  either  opposing  the 
delisting  or  recommending  upgrading 
the  status  to  threatened.  Most  of  those 
commenting  stated  they  opposed 
changing  the  status  of  Oie  gray  whale 
because  of  increased  coastal  pollution 
and  development  and  boating  activities. 
Oil  and  gas  development,  an  increase  in 
pressure  to  resume  whaling,  and  "low 
genetic  diversity"  were  other  reasons 
given  to  oppose  the  proposed  action. 

In  addition  to  the  above,  30  letters 
were  received  within  the  comment 
period  that  substantially  discussed  the 
science  upon  which  the  proposal  was 
based.  Letters  were  received  from  the 
Governments  of  Canada,  Russia  and 
Mexico.  Although  all  three  governments 
chose  not  to  comment  on  the  internal 
decisions  of  another  nation,  the 
Government  of  Mexico  submitted 
comments  on  behalf  of  its  fisheries 
agency.  These  comments  are  addressed 
below.  Comments  and 
recommendations  were  received  frt>m 
the  Marine  Mammal  Commission 
{MtAQ  on  May  15. 1992.  As  provided 
by  tMCtion  202(d)  of  the  Marine  Mammal 
Protection  Act  (MMPA)  (16  U.S.C.  1361 
et  seq],  NMFS  will  respond  in  detail  to 
the  MMC's  specific  recommendations 
by  a  separate  letter.  However,  their 
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cammeDts  and  raoommadatiaDS  and 
tin  comiBants  (tf  othns  an  diacuMad 
below. 

General  GSoDunents:  Population 
EstiniatM 

CoBunent:  Two  oonunentera 
questioned  the  accuracy  of  the 
population  estimates  givoi  in  the 
proposed  rule,  in  particular  the 
difference  in  population  estimates 
between  the  United  States  and  those 
supplied  by  the  Government  of  Mexico 
in  its  submitted  comments. 

Response:  The  Mexican  estimate  of 
15.000  {±  2.000)  was  obtained  through 
aerial  surveys  of  K^xican  waters  and  is 
contained  in  a  document  submitted  to 
the  Intenational  Whaling  Commission 
CIWC)  Scientific  Committee  on  the 
Assessment  of  Qtiy  Whales.  As  the 
Document  analyzed  only  raw  data,  the 
IWC  Committee  concluded  it  was  not 
valid  for  indexing  either  abundance  or 
trends  (IWC  1990).  bi  addition,  the 
Mexican  surveys,  while  limited  to  the 
breeding  grounds,  did  not  include  all 
breeding  lagoons  and  oQshore  waters. 
There  was  general  agreement  among 
scientists  at  the  IWC  meeting  that  the 
shore  censuses  along  the  migratory 
route  are  at  present  the  appropriate  way 
to  estimate  absolute  abundance  for  this 
stock  (IWC  1990).  Reilly  (1984)  provides 
a  more  detailed  explanation  of  the 
methods,  assumptions  and  biases 
encountered  with  both  aerial  surveys 
and  shore  cansxises  of  gray  whales. 

Comment:  Two  commenters  noted 
that  the  U.S.  population  estimate  for  the 
eastern  Pacific  stock  of  gray  whales  is 
over  4  years  old.  They  recommended 
that  no  action  should  be  taken  until  new 
population  estimates  are  mada 

Response:  The  population  estimate 
used  in  the  proposed  rule  (21,113  (± 
688)  was  made  in  1987/88.  Although  a 
revision  of  the  1987/88  estimate  was 
presented  at  the  1992  IWC  meeting  [i.e. 
23.859.  CV»0.0536. 95%  Q  21.500- 
26.500).  a  stock  size  of  21,113  has  been 
accepted  by  the  IWC  as  the  best  estimate 
available  (IWC  1990).  That  latter 
number  is  accepted  also  by  NMFS  as  the 
best  estimate  available  for  the 
population  sin  in  1987/88.  Considering 
that  previous  population  eatimatas 
indicated  that  the  stock  has  been 
increasing  at  a  rate  of  3.2  percent  (±  0.5 
percent)  annually  betvrean  1967  and 
1988  (IWC  1990),  it  is  considered 
neither  necessary  xmi  appropriate,  to 
delay  the  action  in  acd«  to  accrue  more 
data  on  the  population.  Monitoring 
required  by  section  4(g)  of  the  ESA  will 
include  biennial  surveys  to  continue  the 
assessment  of  the  stock  and  emergency 
provisiooa  that  could  be  imposed  if  the 
stodc  declined  precipitously. 


Comment:  Savenl  commenten 
questioDed  NMPS'  estimate  that 
carrying  capadty  was  in  the  range  of 
24,000  animals.  Three  oommtKAen  cited 
Reilly  (in  press)  indicating  that  the 
carrying  capacity  may  be  as  high  as 
35,000  whidi  would  affect  the  NMFS 
calculation  that  the  population  was 
about  88  percent  of  carrying  capadty. 

Response:  The  recent  paper  by  Reilly 
was  not  available  prior  to  completion  of 
the  proposed  rule.  The  status  review  in 
this  final  determination  has  been 
modified  to  sddiass  the  carrying 
capacity  issue. 

General  Comments:  Consideration  as  a 
Spedes  Under  the  ESA 

Comment  One  commenter  questioned 
the  accuracy  of  the  statement  mat  there 
are  two  stocks  in  the  Padfic  Ocean  and 
stated  that  unless  it  can  be 
demonstrated  that  the  populations  are 
separate.  th«i  the  vrestem  stock  remains 
viunerable  as  recolonization  is 
dependent  upon  the  eastern  stock. 
Therefore,  protection  of  the  eastern 
stock  is  required.  The  commenter 
recommended  that  NMFS  conduct 
photo-identification  and  skin  biopsy 
studies  to  determine  "the  degree  of 
isolation  and/or  possible  genetic 
exchange  between  these  two  stocks." 

Response:  Section  4  of  the  ESA 
provides  fw  listing  (and  therefore 
delisting)  at  different  evolutionary 
levels  (i.e.,  spedes.  subspedes,  or 
"distind  population  segment")  on  the 
basis  of  the  best  sdentific  and 
commerdal  data  aveulable.  For  the 
reasons  detailed  below,  NMFS 
condudes  that  the  best  available 
sdentific  evidence  supports  the  finding 
that  the  stacks  are  gec^phicaliy  and 
reproductively  isolated  (see  for 
example.  IWC  1990).  The  basis  for 
determining  stock  discreetness  for  gray 
whales  was  fiilly  addressed  in  the 
proposed  rule  and  continued  in  this 
determination.  However,  it  should  be 
recognized  that  as  the  western  stock  of 
gray  whales  will  remain  listed  under  the 
ESA  and  as  gray  whales  will  remain 
protected  also  under  the  Kfi<rfPA  and  the 
International  Convention  oa  the 
Regulation  of  Whaling,  implem«itati(m 
of  this  action  will  not  affect  the  ability 
of  the  eastern  Padfic  stock  to  repopulate 
the  western  Padfic  if  research  later  were 
to  demonstrate  that  the  two  stocks  are 
in  fact  a  single  stock.  The  research 
proposed  by  the  commenter,  while 
useful,  is  neither  necessary  prior  to 
implementing  this  action,  as 
populaticms  do  not  need  to  be  totally 
iscAated  gowtically  in  cnder  to  be  listed 
or  delisted,  nor  assured  of  success 
considering  the  extremely  low  numbers 
of  the  western  Padfic  stock  sighted  in 


recent  years.  However.  NMFS  scientists 
%vill  strongly  encourage  their  Russian 
oouBtaipMts  at  IWC  to  collect  and 
analyze  appropriate  samples  fittmi  gray 
whales  struided  in  and  around  the  Sm 
of  CHdiotsk  for  comparison  with  whales 
in  their  harvest  U.S.  sdentists  plan  to 
colled  skin  biopsy  samples  as  part  of 
the  marine  mammal  stranding  program 
and  these  samples  will  be  avaiUbla  far 
comparison  with  any  biopsy  samples 
taken  by  Russia. 

Comment  One  commenter  at  the 
Silver  Spring.  Maryland,  hearing 
ob)ected  to  removing  the  eastern  stodi 
of  gray  whales  from  the  List  until  the 
stock  outgrows  its  (food)  resources 
enou^  to  triggw  an  expansion  into  its 
former  raiMe  (i.e..  the  western  North 
Padfic  and  Atlantic  Oceans). 

Response:  As  the  proposal  indicated, 
there  are  three  distinct  stocks  of  gray 
whales.  One  is  extind.  a  secmd  near 
extinction  and  the  third,  the  eastern 
Pacific  stock,  has  recovered  and  is  dose 
to  canying  capacity.  Physical  barrien 
{e^.  summer  ice  limits)  prevent  the 
eastern  Padfic  stock  of  gray  whales  from 
recolonizing  habitat  of  Uie  extind 
Atlantic  Ocean  stodc.  It  is  also  possible 
that  a  physical  oceenographic  barrier 
along  the  Kamchatka  coast  discourages 
intermingling  of  eastern  and  western 
Padfic  stocks.  To  wait,  as  the 
commenter  suggests,  until  these  barrios 
are  breached  before  removing  the 
eastern  Padfic  stock  from  the  List  is  not 
practical  and  is  not  required  by  section 
4  of  the  ESA.  which  provides  for  listing 
(and  therefore  delisting)  at  different 
evolutionary  levels  (i.e..  spedes. 
subspedes.  or  "distinct  population 
segment"). 

General  Comments:  Use  of  Personnd 

Comment:  Two  commenters  were 
concerned  that  NMFS  was  spending 
time  on  this  proposal  that  would  be 
better  utilized  in  listing  spedes  and 
designating  critical  habitats. 

Response:  NMFS  is  required  under 
section  (4)(cH2)  of  the  ESA,  at  least  once 
every  5  years,  to  review  the  status  of  the 
spedes  on  the  List  to  determine  whether 
any  spedes  status  warrants  change. 
NMFS  completed  this  review  in  1991 
and.  based  upon  that  status  review,  and 
as  required  fa^  section  4(cM2)(B)  of  the 
ESA.  concluded  that  the  gray  whale 
stock  had  recovered  to  near  its 
estimated  original  population  size  and 
is  neither  in  danger  of  extinction 
throughout  all  or  a  significant  porti(m  of 
its  range,  nor  likely  to  become 
endangered  again  within  the  foreseeeble 
future  throughout  all  or  a  significant 
portion  of  its  range.  Baaed  on  that 
review.  NMFS  determined  that  the 
statiis  of  the  easton  gray  whale  stodc 
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should  be  changed  (56  FR  29471,  June 
27. 1991). 

Fuithnnore.  on  Mardi  7, 1991,  the 
Secretary  was  petitioned  under  section 
4(bM3)(A)  of  the  ESA  to  remove  the 
eastern  stock  of  the  North  Padfic  gray 
whale  &Y>m  the  List  Thus.  NMFS  nas  a 
statutory  obligation  to  review  and  take 
appropriate  action  on  the  status  of  listed 
species  and  also  to  take  appropriate 
action  upon  receipt  of  a  petition  to 
amend  the  List 

General  Comments:  Monitoring 

Comment:  Several  commenters 
expressed  concern  over  NMFS' 
monitoring  program  and  offered 
stigeestions  on  the  composition  of  the 
Task  force,  the  types  of  research  to  be 
carried  out  and  coordination  with 
appropriate  foreign  governments.  One 
organization  recommended  that  the  gray 
whale  not  be  delisted  imless  their 
recommended  extensive  research  and 
monitoring  program  can  be  conducted. 
Another  suggested  that  the  monitoring 
program  be  conducted  but  that  the  stock 
only  be  upgraded  to  threatened  status. 

Response:  Because  they  will  be 
advising  the  Assistant  Administrator  on 
grants  and  on  internal  NMFS  research 
on  gray  whales,  including  budgetary 
actions,  the  gray  whale  task  force  will  be 
composed  of  NMFS  marine  manunal 
scientists.  The  final  determination  has 
been  modified  to  make  this  issue  more 
clear.  Also,  some  types  of  research 
suggested  for  NMFS  to  conduct,  either 
alone  or  within  a  multilateral 
agreement,  but  as  part  of  its  monitoring 

Erogram.  are  viewed  by  NMFS  as  not 
9ing  within  the  scope  of  requirements 
for  monitoring  under  section  4(g}  of  the 
ESA.  For  example,  one  commenter's 
suggested  resetutih  would  require  long- 
term  monitoring  of  the  coastal 
environment  of  the  Bering  Sea  (feeding 
grounds),  central  and  southern 
California  (migratory  route)  and  Ba)a 
California  (calving  grounds).  Such 
research  would  be  prohibitively 
expensive,  taking  away  funds  needed 
elsewhere  and,  without  establishing  a 
control,  would  not  likely  be  successful. 
While  baseline  data  mi^t  prove  useful 
in  the  future,  a  direct  cause-and-effect 
link  between  environmental  conditions 
and  the  health  of  the  marine  mammal 
stocks  would  be  difficult  to  prove. 
NMFS  believes  that  monitoring  the 
eastern  Pacific  gray  whale  sto(^  in 
compliance  with  section  4(g)  of  the  ESA 
can  be  accomplished  through  biennial 
shore-side  surveys  along  the  California 
coast,  and  a  cooperative  research 
program  with  Mexico  to  monitor  trends 
and  abundances  in  the  lagoons  in  Baja 
California.  Additional  research  would 
be  funded  if,  during  (or  after)  the 


mandated  monitoring  period,  the  stock 
indicates  signs  of  environmental  stress. 
Additional  research  proposed  to  be 
conducted  on  gray  wnales  (i.e.,  photo- 
identification  studies  on  isolated 
subpopulations,  genetic  diversity 
studies,  analysis  of  tissue  samples  for 
contaminants  bom.  stranded  animals, 
etc.)  that  is  not  considered  part  of  the 
described  monitoring  program  will  be 
required  to  compete  writh  other  funding 
requirements  for  marine  mammal 
research  or  could  be  funded  by  other 
sources  (e.g.,  MMC,  Minerals 
Management  Service  (MMS),  at  the 
National  Science  Foundation). 

General  Comments:  Section  7 
Consultations 

Comment:  One  commenter 
recommended  that  NMFS  provide  a 
more  complete  review  of  those 
biological  opinions  which  determined 
that  the  action  could  result  in 
jeopardizing  gray  whales  and  an 
explanation  on  whether  the  findings  of 
those  biological  opinions  are  no  longer 
valid  based  upon  new  information  or  on 
a  reevaluation  of  information  originally 
considered  in  the  opinions.  Another 
commenter  at  the  Silver  Spring  MD 
hearing  recommended  that  NMFS 
reexamine  the  biological  opinion(s) 
which  contain(s)  a  jeopardy 
determination  for  gray  whales  and  to 
remove  that  finding  if  the  gray  whale  is 
delisted. 

Response:  NMFS  has  expanded  the 
discussion  on  the  impacts  of  oil  and  gas 
activities  on  gray  whales.  NMFS  has 
also  reexamined  the  findings  in  the 
earlier  biological  opinions,  and 
concluded  that,  while  the  cumulative 
impacts  from  oil  and  gas  activities  may 
have  the  potential  to  affect  adversely  the 
eastern  North  Pacific  gray  whale  stock, 
these  impacts  are  not  likely  to 
jeopardize  its  continued  existence.  A 
copy  of  this  reanalysis  is  available  upon 
request  (see  ADDRESSES).  See  also  the 
discussion  of  oil  and  gas  development 
under  Factor  (A)  below. 

Comments  on  the  Present  or  Threatened 
Destruction.  Modification,  or 
Curtailment  of  Its  Habitat  or  Range 

Comment:  Several  commenters  were 
concerned  that  should  the  gray  whale  be 
delisted,  habitat  protection  will  be  lost. 
On  a  closely  related  issue,  several 
commenters  were  concerned  about 
increasing  development  throughout  the 
gray  whales'  range  but  particularly  over 
tourist  facilities  and  oil  and  gas 
development,  in  the  coastal  breeding 
lagoons.  Two  were  concerned  about  the 
potential  loss  of  benthic  food  sources  by 
development  in  these  coastal  lagoons. 
Another  was  concerned  about  the 


potential  loss  of  food  resources  in  the 
Bering  Ses  if  an  oil  raill  wrere  to  occur. 

Response:  The  final  determination  has 
been  modified  and  expanded  to  discuss, 
in  greater  detail,  habitat  coocams  in  the 
Bering  Sea,  alcmg  the  Northwest  Coast 
migration  pathwray  and  in  the  coastal 
lago<xis  in  Baja  Cdifbmia.  Ho«vever,  as 
the  b«ithic  resources  available  to  gray 
whales  appear  to  be  minimal  in  the 
coastal  l^oons.  and  as  the  fseding 
which  does  occur  (see  Summary  of 
Status  Review)  is  probably 
opportunistic  on  pelagic  organisms 
(Nerini  1984),  coastal  development  does 
not  appear  to  constitute  a  si^ficant 
impact  on  gray  whale  food  sources  in 
the  southern  grounds  at  this  time. 

Cotrunent:  Sevwal  commenters 
expressed  concern  that  the  proposal  did 
not  adequately  address  the  impact  of 
general  onshore  development  along  the 
California  coast,  including  the  loss  of 
wetlands,  on  the  gray  whales.  One  of 
these  commenters  was  also  concerned 
about  the  potential  for  intensive  coastal 
development  along  the  Washington/ 
Oregon  coast,  especially  in  the  Gray's 
Harbor  area,  should  ofkhore  oil 
development  commence. 

Response:  The  issue  of  onshore 
coastal  development  is  not  discussed  in 
any  depth  since,  other  than  in  the 
breeding/calving  lagoons  in  Baja,  a 
direct  relationship  between  the  two  is 
largely  speculative.  However,  as  impacts 
from  agricultural  and  industrial  runoff 
and  sewage  may  have  some  impacts  on 
that  portion  of  the  stock  that  enters  the 
enclosed  embayments  along  the  Pacific 
coasts,  this  impact  was  discussed  in  the 
proposed  rule  and  is  continued  in  this 
final  determination. 

Comment:  Several  commenters  were 
concerned  that  bioacomiulation  of  toxic 
compounds  in  gray  whales  may  pose 
jeopardy  to  the  continued  existence  of 
the  gray  whale.  One  commenter  was 
particularly  concerned  about  increased 
strandings  in  Puget  Soimd  and  related 
them  to  their  feeding  in  the  "chemical 
soup"  of  the  Sound. 

Response:  Although  the  November  22. 
1991  proposal  addressed  this  concern  in 
some  detail,  the  final  determination  has 
been  updated  with  more  recent 
analyses.  These  commenters  did  not 
dispute  NMFS'  findings  dted  in  the 
proposed  rule,  and  did  not  provide  data 
or  references,  other  than  ancedotal, 
contrary  to  NMFS'  cited  research  results 
(NMFS  1990)  that  chlorinated 
hydrocarbon  and  heavy  metal 
contamination  did  not  appear  to  be 
significant  enough  to  cause  deleterious 
effects  to  gray  whales  (see  also  Factor  C: 
Disease  or  Predation).  For  that  reason,  a 
finding  different  from  the  one  presented 
in  the  proposal  is  not  warranted. 
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Couiment:  Sacua  oommenten  w«ra  of 
the  opinion  that  NMFS  seriously 
underpUyed  the  potential  impacts  from 
oil  and  gas  activities,  including  the 
extent  of  activities  alons  the  Pacific 
ooasU  of  Mexico,  Canada  and  Russia. 

Response:  Althou^  there  is  a 
possibility  of  {oint-venture  oil  and  gas 
operations  between  Russia  and 
international  oil  companies,  especially 
as  recently  reported  tat  the  Navarin 
Basin,  no  specific  information  is 
available  to  NMFS  on  scheduling  of 
ofbhora  oil  activities  off  Russia.  Mexico, 
or  Canada  at  this  time.  As  the 
commenters  did  not  submit  data 
supporting  their  contention,  this  issue 
cannot  be  addressed  in  any  greater 
detail  than  was  supplied  in  the 
proposal.  Discussion  of  future  oil  and 
gas  activities  within  U.S.  waters,  which 
was  mentioned  under  the  section  7 
consultation  portion  of  the  proposal,  has 
been  moved  and  expanded  In  tnis  part 
of  the  final  determination  (see  the 
discussion  under  Factor  (A)  below).  A 
description  of  present-day  oil  and  gas 
activities  and  anticipated  fiiture  events 
has  been  added  to  this  section. 

Comments  on  Overvtilisation  for 
Commercial,  Kecreational.  Scientific  or 
Educational  Purposes 

Comment:  One  commenter  exoressed 
concern  that  delisting  could  leaa  to  an 
increase  in  subsistence  use  of  gray 
whales  including  use  by  the  Makah 
Tribe  for  subsistence  or  ceremonial 
purposes. 

Piesponse:  Native  Americans  in 
Washington.  Oregon  and  Cahfomia 
currently  do  not  intentionally  take  gray 
whales.  Should  Native  Americans  in 
Uiese  States  wish  to  begin  taking  gray 
whales,  it  would  be  necessary  for  them 
to  gain  access  to  the  IWC's  quota  for 
subsistence  takes.  The  IWC  quota  for  the 
eastern  gray  whale  stock  is  169.  which 
is  taken  by  Russia  for  its  Chukchi 
Natives.  There  is  no  indication  from 
Russia  that  there  is  a  need  for  a  higher 
subsistence  quota,  although  one  could 
be  authorized  if  documented  as 
necessary,  since  the  current  subsistence 
quota  is  less  than  sustained  yield  (IWC 
1990).  More  detailed  information  on 
both  issues  can  be  found  elsewhere  in 
the  preamble. 

Comment:  One  commenter  was 
concerned  that  whale-watching 
activities  might  drive  gray  whales  from 
critical  habitat. 

Response:  While  critical  habitat  has 
not  been  formally  designated  for  gray 
whales,  consideration  of  breeding, 
feeding,  and  migratory  areas  as 
important  components  for  gray  whale 
survival  is  appropriate.  Whale-watching 
activities  on  the  breeding  grounds  and 


along  the  migratory  route,  in  addition  to 
goiaral  reoeaticmal  boating,  are 
identified  impacU  on  gray  whales, 
which  we  readdiessed  in  the  November 
22, 1991,  proposal  and  in  this  action. 

Cbnunents  on  Disease  or  Predation 

Comment:  Two  commenters  were 
concerned  that  cumulative  impacts  from 
anthrt^Mganic  contaminants,  biotoxins, 
noise,  anddisturbance  could  cause 
stress-induced  immunosuppressifui 
resulting  in  non-natural  mcotalitv.  One 
commenter  was  coDcemad  that  the 
proposed  rule  did  not  consider  the 
potential  future  efiiacts  of  biotoxins  on 
gray  whales. 

Response:  The  prop<»ed  rule 
discussed  these  impacts  in  some  detail. 
The  conclusion  was  that  individual  and 
cumulative  impects.  while  they  may 
have  the  potential  to  aHiact  adversely  the 
eastern  Nc»th  Pacific  gray  whale  stodc. 
are  not  likely  to  jeopardize  its  continued 
existence.  Immunosuppression  response 
in  gray  *^ales  remains  hypothetical  at 
this  time.  There  is  no  evidence  outside 
of  the  captive  environment  that  such  a 
reaction  occurs,  although  it  is  alleged  to 
have  occurred  in  certain  odontocetes. 
Also,  a  link  between  biotoxins  caused 
by  phytoplankton  and  gray  whales  has 
not  been  shown  to  exist  and  at  this  time 
can  be  assumed  to  be  unbkety  (at  least 
on  primary  feeding  grounds)  since  gray 
whales,  unlike  previously  identified 
impacted  marine  mammal  species  such 
as  humpback  whales  and  bottlenose 
dolphins  on  the  U.S.  East  Coast,  do  not 
feed  on  those  species  of  fish  likely  to 
contain  the  biotoxln.  It  bears  watching 
whether  that  small  portion  of  the 
population  inhabiting  Puget  Sound 
becomes  affected  by  the  domoic  acid 
outbreak  in  shellfish.  A  monk  seal  die- 
off  in  1978/79  mentioned  by  the 
commenter  was  likely  due  to  dguatoxin 
and  maitotoxin.  both  caused  by 
ingesting  reef  fish,  not  a  normal 
component  of  the  gray  whale  diet. 

Comments  on  Inadequacy  of  Existing 
Regulatory  Mechanisms 

Comment:  Several  commenters  were 
concerned  that  changing  the  status  of 
the  gray  whale  could  encourage  other 
nations  to  request  a  change  in  the 
Convention  on  IntematioNoal  Trade  in ' 
Endangered  Species  of  Wild  Fauna  and 
Flora  (CITES)  or  for  whaling  nations  or 
subsistence  users  to  request  the  IWC  to 
increase  the  quota.  One  commenter 
expressed  concern  that  if  the  stock  is 
delisted,  other  itations  might  ease  their 
protective  laws  for  gray  whales  and  in 
this  venue,  NMFS  Ukould  describe  all 
applicable  laws  and  assess  thor 
provisions. 


AespoAse:  The  issue  of  increasing  the 
subsistence  quota  on  gray  whalea  has 
been  diaciMsed  above  and  elsewhere  In 
the  preamble.  Any  actions  taken  under 
CITES  or  the  IWC  would  be  determined 
based  upon  the  status  of  the  gray  whale 
stock,  not  by  NMFS'  delisting  action. 
Under  both  intmiational  agreements, 
the  status  of  the  gray  whale  is  subiect  to 
change  depending  upon  a  majority  vcAe 
of  their  memben  independent  of  any 
action  the  United  States  takes  under  the 
ESA.  The  IWC  for  example,  establishes 
a  gray  whale  quota  based  upon  the 
status  of  the  stock.  The  gray  whale  was 
changed  from  a  "Protected  Stock"  to  a 
"Sustained  Management  Stodk"  in  1978 
on  the  basis  that  under  a  rolatively 
constant  harvest,  the  stock  had 
apparently  remained  stable  over  a 
period  of  11  years  (IWC  1979).  Recent 
exercises  within  the  IWC  to  determine 
whether  the  stock  should  be  reclassified 
as  an  "Initial  Population  Stock"  (a  step 
necessary  in  order  for  a  commercial 
harvest  quota  to  be  established),  have 
not  been  sxiccessful.  The  subsistence 
quota  is  set  presently  at  169  and  there 
is  no  indication  that  a  higher  quota  is 
warranted,  although  it  is  possible  one 
could  be  authorized,  since  the  current 
subsistence  quota  is  less  than  sustained 
yield  (IWC  1990).  As  mentioned  later 
under  the  Factor,  any  increases  in  the 
subsistence  take  of  the  eastern  stock  of 
grey  whales,  by  itself,  is  not  likely  to 
impact  that  stock  significanUy. 

As  stated  in  the  proposed  rule. 
existing  national  laws  are  considered 
adequate  at  this  time  and.  under  this 
Factor,  it  is  existing  regulatory  measures 
that  must  be  taken  into  account  when 
determining  impacts  on  a  species. 

While  NMFS  has  determined  that  it  is 
not  necessary  to  publish  a  list  of 
appropriate  national  laws  and 
regulations  and  evaluate  their 
effectiveness,  the  final  determination 
has  been  expanded  to  mora  fully 
describe  regulations  pertaining  to  the 
protection  of  gray  whales  within  their 
coastal  lagoons. 

Coaunent:  Under  this  Factor,  one 
commenter  also  wanted  NMFS  to 
"conduct  and  provide  a  more 
comprehensive  assessment  of  present 
and  foreseeeble  threats  to  the  principal 
breeding  lagoons,  feeding  grounds,  and 
other  areas  of  special  biological 
importance  to  the  species  •  *  •"  prior 
to  making  a  determination  that  laws  are 
adequate  to  protect  gray  whales. 

Response:  Although  NMFS  does  not 
consider  it  appropriate  to  provide  a 
compr^ensive  assessment  of  threats  to 
gray  whales  under  this  Factor,  such  an 
assessment  was  provided  \mder  Factor 
A. 
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CouMmmLSmmnik 
concerned  teft  tbs  wyoltMy 
moc^tniaais  provlM  undor  CTTES, 
IWC.  and  ttw  IAff>A  could  BOt  pievant 
habitat  degndaliaB.  or  •  raanmption  of 
whaling.  In  addhioB.  coBcatn  was  made 
by  Mvwal  imbww  over  the  loss  of 
section  7  consuhalkuis  if  the  stock  was 
reoMived  from  the  List 

liesponae:  While  section  7 
consullatiane  would  caaae  for  the  ^ay 
whale  if  the  eastem  Pacific  stodi  was 
removed  from  the  List,  other  la%irs  and 
activities  wrould  protect  the  coastal 
habiut  The  final  determination  has 
been  expanded  to  incorporate  these 
concerns. 

Commetit:  Several  commentws 
recommended  that  if  the  species  is 
delisted,  NMFS  establish  an 
international  conswvation  plan  under 
the  MMPA.  One  commeoter 
recommended  thet  this  international 
research  be  conducted  under 
multilateral  treaties  and  a^eements 
under  the  monitoring  requirements  of 
section  4  of  the  ESA.  In  addition,  this 
commenter  wanted  NMFS  to  undertake. 
or  cause  to  be  undertaken,  research 
recommended  bythe  IWC  in  1990. 

Responte:  NMFS  has  included  as  part 
of  its  monitoring  program  a  proposed 
cooperative  research  effort  with  the 
Government  of  Mexico.  NMFS  will  also 
continue  to  conduct  gray  whale  researdi 
under  the  aegis  of  the  IWC.  While 
cooperative  research  programs  with 
other  Pacific  Rim  nations  wrould  likdy 
result  iii  improved  knowledge  on  the 
gmy  whale,  implementation  of  an 
international  conservation  plan  under 
the  MMPA  for  a  non-depleted  species, 
independent  of  the  IWC,  is  viewed  as 
being  neither  likely  to  be  suocessful.  nor 
an  efficient  use  of  Agency  reeouices, 
since  other  marine  mammal  species, 
including  seriously  depleted  or 
endangered  species,  could  benefit  from 
this  attention  and  funding.  However. 
NMFS  will  continue,  through 
participation  in  the  IWC,  to  encourage 
other  Pacific  Rim  naticms  to  conduct 
research  on  gray  whales,  particularly  the 
western  Pacific  gray  whale  stock,  which 
will  remain  listed  as  mtdangered. 

Commeirfs  on  Other  Natura!  or  Man- 
made  Factors  Affecting  Its  Continaed 
Existence 

I  Comment:  Several  commentera  wwre 
concerned  that  the  species  urns  reduced 
to  sudi  low  levels  early  in  the  century 
that  its  genetic  diversity  is  limited, 
whidi  may  impact  the  species'  future 
viability,  in  parttruUr  making  it  more 
vulneraUe  to  disease. 

Response:  There  is  no  avidmioe  that 
the  eastern  Pacific  gray  whale  stock's 
ganetic  compoeitioa  was  compromised 


by  ils  redockiao  to  approadHUttely  4- 
5,fMM)  in  the  mid-lQth  oentury.  While  an 
analysis  of  skin  bkipey  samples  frcm 
gray  whales  taken  hi  harvests  cr 
strandings.  for  ttie  degree  of 
heterozygosity  would  be  informative, 
and  may  provide  some  insi^  into  the 
degree  of  severity  of  the  harvest 
reduction,  it  is  not  dear  that  K  would 
provide  much  help  in  determining 
wheAer  the  eastern  Nottii  Padfic  gray 
whale  is  eitfier  in  danger  of  extinc^an 
throu^Kmt  all  or  a  significant  portion  of 
its  range,  or  likely  to  again  become 
endangered  within  the  foreseeable 
futxue  throu^oul  all  or  a  significant 
portion  of  its  range. 

CommenL  One  commenter  ejqpressad 
concern  that  the  proposal  did  not 
adequately  address  the  impact  of 
oommercial  fisheries  on  gray  whales, 
including  the  deturence  of  hi^ 
penahies  uikder  the  ESA  in  comparison 
to  the  MMPA.  the  reluctance  of 
fishermoi  to  report  "takes"  of 
endangered  and  threatened  species,  the 
low  observer  coverage  in  fisheries  and 
the  relationdiip  between  the  ESA  and 
state  fishery  regulations. 

Response:  While  NMFS  considers  the 
discussion  on  the  relationship  between 
commerdal  fisheries  and  the  eastern 
North  Padfic  stock  of  gray  whales  in  the 
proposal  to  be  adequate,  the  final 
determinatioR  has  been  expanded  to 
address  these  additional  concoms. 

Ckitnment:  One  commenter 
recommended  that  the  discussion  of  this 
Factor  aikiress  other  issues  in  addition 
to  commCTdal  fishing,  induding  vessel 
traffic,  whale-watching,  pollution, 
coastal  ckvelopment,  and  other 
activities  that  may  afbct  gray  whales 
and  their  habitat 

flespo/jse^  The  activities  mentioned 
by  the  commenter  were  all  addressed 
under  Factors  1  throng  4  in  the 
proposed  rule  and  in  this  document  as 
Factors  A  throu^  D  and  need  not  be 
repeated  undw  this  Fador.  NMFS 
recognizes  that  categorizing  an  impact 
within  a  spedfic  Factor  is  not  always 
dear.  However,  in  order  to  reduce 
repetition  of  text.  NMFS  has  chosen  to 
discuss  a  spedfic  in^iad  in  its  entirety 
under  the  first  Factor  wherein  the 
impact  is  mentioned,  for  example, 
under  Factor  A.  discussion  of  tne 
impacts  of  oil  spills  on  grey  whale 
habitat  is  appropriate,  therefore 
discussion  of  oil  impacts  on  the  gray 
whale  as  a  individual,  is  also  discussed 
under  this  Factor  rathiar  ttian  delaying 
discussion  until  Factor  E.  This  also 
fadlitates  comprehension  and 
understanding  of  the  imped 


Status  Review 

The  gray  %vhale  is  confined  to  the 
Ncnth  Padfic  Ocean.  Two  stocks  occur 
in  dM  North  Padfic;  die  eastern  Nortfi 
Padfic  or  "CaBfomia"  slodc.  vrhidi 
breeds  along  the  west  coest  of  Ncndi 
America,  and  the  western  Padfic  or 
"Koreen"  stodi  wfaldi  apparently 
breeds  off  the  coast  of  eastern  Asia  (Rice 
1961).  Because  it  uses  coastal  habitatt 
extensively,  die  gray  whale  was 
espedally  vulnarable  to  shore-based 
whaling  operatlans  and  both  stocks 
were  severely  depleted  by  the  early 
19008.  Under  legal  protection  since 
1946.  the  eastern  North  Padfic  stock  has 
ref»verwl  to  its  estimated  original,  pre- 
commerdal  exploitation  peculation  size 
(Rice  et  al.  1984),  but  apparently 
remains  below  the  ecosystem's  carrying 
capadty  for  diat  stock  (Reiily  1992). 

The  estimated  stock  size  in  1987/88 
(21.113  ±688;  Breiwick  ef  a/.  1989)  is 
above  Henderson's  (1972, 1964) 
estimated  initial  (1846)  stock  size  of 
15,000-20.000.  but  below  Reilly's  (1981) 
estimate  for  carrying  capadty  of  24,000 
gray  whales.  Between  1967  and  1988, 
the  stock  increased  at  a  rate  of  3.2 
percent  (±0.5  percent)  per  year  (IWC 
1990;  see  Reiily  et  al.  1983  and  Reiily 
1987.  for  analysis  of  the  1967-1980 
data;  Rugh  et  al.  1990.  for  the  1985- 
1986  data;  Breiwick  et  al.  1989,  Cor  the 
1988  population  estimate).  Using 
Reilly's  (1981)  estimate  with  Breiwick  et 
al.'s  (1969)  estimate  of  population  siaa. 
it  is  likely  that  the  gray  whale 
population  is  withhi  its  optimum 
sustainable  population  (OSP)  size  or  at 
about  88  percent  of  estimated  historic 
carrying  capadty  (21.113/24J00O  =  88 
percent). 

More  recently  ho%vever,  Reiily  (1992) 
stated  th^  it  is  not  entirely  dear  where 
the  population  is  in  relation  to  its 
current  carrying  capadty.  He  noted  that 
if  early  aboriginal  Idlls  were  50  peromt 
higher  than  documented,  estimates  of 
carrying  capadty  would  range  from 
23,000  to  about  35,000  and  the 
population  would  be  between  60 
percent  aftd  about  90  percent  of  carrying 
capadty.  However,  ReUly  (1902)  noted 
also  that  the  possible  recant  decline  in 
pregnancy  rates  (see  also  IWC  1990)  and 
possible  signs  of  overexploitation  of  the 
benthic  fauna  upon  which  grey  whales  - 
fiaed  in  the  Bering  and  Quikdii  Seaa 
(see  also  Stoker  1900.  IWC  1990).  if 
verified,  may  be  evidence  that  the  stodi 
is  nearing  the  bmits  of  its  eovironmant 
and  therefore  approaching  carrying 
capadty.  Another  iitdication  implying 
that  the  stock  may  be  approaching 
carrying  capadty  b  the  incraaaad 
observatioa  of  faoaalas  with  newborn 
calves  in  areas  outside  the  calving 
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lagoons,  espedally  during  the 
touthbcHind  migration  Qmes  and 
SwarU  1989,  Swartz  1990). 
Alternatively,  the  bet  that  the  calving 
lagoons  do  not  appear  to  be  saturated 
(Swartz  1990)  may  indicate  that  gray 
whale*  continue  to  reoccupy  their 
former  range.  However,  since  early 
calving  has  been  observed  previously 
(for  example  off  Mission  Bay  California 
in  1963/64  by  Gilmora  and  Mclntyre 
when  the  birth  was  observed  (Mclntyre, 
pers.  comm.  1991)  and  off  Monterey 
CaUfomia  in  1974  (Sund  1975)),  this 
may  be  a  normal  event  and  the  calving 
lagoons  are  neither  a  factor  limiting  the 
increasing  size  of  the  gray  whale 
popxilation.  nor,  considering  their 
geologically  transient  natxire,  as  critical 
a  component  of  the  gray  whale's  habitat 
as  previously  assumed  (see  for  example. 
Rice  et  d.  1984  and  49  FR  44774, 
November  8, 1984).  However,  data  on 
the  mortality  rate  of  newborn  calves 
outside  the  calving  lagoon  environment 
in  comparison  to  moitahty  within  the 
lagoons  (approximately  5  percent)  are 
needed  to  verify  this  hypcrthesis. 

The  eastern  Pacific  stock  has 
increased  in  spite  of  increased  human 
use  of  the  coastal  habitat  (i.e.,  nearshore 
migration  route  where  mating  and 
calving  occur),  and  a  subsistence  catch 
of  167  ( ±  3.5)  whales  per  year  by  the 
ftmner  Soviet  Union  during  the  past  30 
years  (calculated  from  data  in  Ivashin  in 

press). 

Most  of  the  eastern  North  Pacific 
stock  spends  the  summer  feeding  in  the 
northern  Bering  and  southern  Chukchi 
Sees  (Rica  and  Wohnan  1971.  Rice  et  al. 
1984).  fai  the  northwestern  Bering  Sea, 
they  have  been  noted  in  recent  years  to 
be  extending  their  range  west  of  Cape 
Olyutorisky  on  the  Chukchot  Peninsula. 
Unless  this  is  simply  an  artifact  of 
increased  observation  effort,  gray 
whales  may  be  extending  their  range  in 
search  of  additional  food  resources.  In 
the  Beaufort  Sea,  sightings  have  been 
made  of  individuals  as  far  east  as  long. 
ISO'W  during  August  (Rugh  and  Fraker 
1981)  and  in  the  East  Siberian  Sea,  gray 
whales  were  found  along  the  Siberian 
coast  as  br  west  as  174''08'E  in  late 
September  (Marouette  et  al.  1982). 
Berzin  (1984)  beueves  these 
distributions  are  probably  limited  by 
pack  ice  in  the  summer.  Although  actual 
timing  depends  upon  feeding  conditions 
and  patterns  of  ice  formation,  during 
Octooer  and  November  the  stock  begins 
leaving  the  Chukchi  Sea  (Braham  1984). 
Moving  at  about  125  km/day  (Braham 
1984),  they  exit  the  Bering  Sea  through 
Unimak  Pass.  Alaska,  mainly  in 
November  and  December  (Rugh  and 
Braham  1979.  Braham  1984.  Rugh 
1984).  The  whales  migrate  near  shore 


along  the  coast  of  North  America  from 
Alaska  all  the  way  to  central  California 
(92  percent  pass  within  1.6  km  of  Cape 
Sarichef,  Unimak  Pass  (Rush  1984).  and 
94  percent  pass  within  1.6  lun  of  the 
Monterey-Point  Sur  area  of  central 
CaUfomia  (Sund  and  O'Connor  1974)). 
After  passing  Point  Conception. 
CaUfomia,  Rice  et  al.  (1984)  believed 
the  majority  of  the  animals  took  a  more 
direct  offshore  route  across  the  southern 
California  Bi^t  to  northern  Baja 
CaUfomia.  This  route  passes  Santa  Rosa 
and  San  Nicolas  islands,  the  Tanner  and 
Cortes  banks  and  into  Mexican  waters 
(MMS  1992).  Other  routes  include  the 
nearshore  route  which  follows  the 
mainland  coast  of  CaUfomia,  and  the 
inshore  route  which  passes  through  the 
northern  Channel  Island  chain  to  Santa 
Catalina  or  San  Ciemente  Island  and  on 
into  Mexico.  Bursk  (1988)  contends  that 
gray  whales  have  moved  further 
offshore  recently  and  Graham  (1989) 
estimates  that  14. 15,  and  25  percent  of 
the  estimated  population  size  passed 
west  of  San  Ciemente  Island  during  the 
southbound  migration  in  1986/87, 1987/ 
88  and  1988/89.  respectively.  Off 
CaUfomia,  southbound  migrating  nay 
whales  swim  at  about  5.5-7.7  km/hour, 
and  thus  travel  about  132-185  km  per 
day  with  day  and  night  speeds  not 
statistically  different  (Pike  1962.  Jones 
and  Swartz  1987.  Swartz  et  al.  1987). 

Migrating  gray  whales  are  temporally 
segregated  according  to  sex.  age,  and 
reproductive  status  (Rice  and  Wolman 
1971).  During  the  southward  migration, 
the  sequence  of  passage  off  CaUfomia  is 
as  follows:  Females  in  late  pregnancy, 
followed  by  females  that  have  recently 
ovulated,  adult  males,  immature 
females,  and  then  immature  males  (Rice 
et  al.  1984).  The  earUest  southboimd 
migrants  (mostly  late-pregnant  females) 
usually  travel  singly,  whereas  later 
migrants  usuaUy  are  in  pods  of  two  or 
more.  The  mean  pod  size  through 
Unimak  Pass  is  atraut  two  (Ri^  1984). 

The  eastern  Pacific  stock  winters 
mainly  along  the  west  coast  of  Baja 
CaUfomia.  The  pregnant  females 
assemble  in  certain  shallow,  nearly 
landlodied  lagoons  and  bays  where, 
after  a  418-day  gestation  period  (Rice  et 
al.  1981),  the  calves  are  bom  from  early 
January  to  mid-Febmary.  The  majority 
of  gray  whales  in  Baja  CaUfomia 
(including  some  cows  with  calves) 
spend  the  winter  outside  the  major 
breeding/calving  lagoons  along  the  outer 
coast  apparently  from  Bahia  de 
Sebastian  Vizcaino  to  Boca  de  las 
Animas.  Recant  research  indicates  that 
females  with  calves  do  not  necessarily 
restrict  themselves  to  a  single  lagoon, 
but  may  move  between  and  among 
lagoons  and  the  outer  coast  during  the 


winter  Qones  and  Swartz  1984).  While 
calving  was  assumed  to  occur  only 
rarely  during  the  southbound  migration 
north  of  Baja  CaUfomia  (Rice  and 
Wolman  1971).  more  recently,  Swartz 
(IWC  1990)  noted  that  in  the  Channel 
Islands  "calves  of  the  season  comprised 
13.3%  of  all  whales  counted*  •  *." 
These  observations  suggest  that  calves 
may  be  bora  as  far  north  as  Washington 
State  (Jones  and  Swartz  1987),  A  few 
calves  are  also  bom  on  the  eastem  side 
of  the  Gulf  of  CaUfomia  at  Yavaros. 
Sonora,  and  Bahia  Refbrma.  Sinaloa. 
Mexico  (GiUnore  1960;  Gihnore  et  al. 

1967). 

The  northbound  migration  begins  m 
mid-February  and  continues  through 
May  with  the  earUast  northbound 
migrants  passing  San  Diego  before  the 
last  of  the  southbound  migrants  (Rice  et 
al.  1981).  By  April,  the  early  migrating 
whales  begin  showing  up  in  the 
southem  Bering  Sea,  which  they  enter 
through  Unimti  Pass.  This  mioation  is 
completely  coastal,  at  least  to  the  east  of 
central  Bering  Sea  (Nunivak  Island). 
Most  of  the  animals  in  Alaska  travel 
within  one  km  of  the  coast,  avoiding 
embayments,  especially  in  the 
southeastern  Bering  Sea,  and  at  least 
some  apparently  feed  during  migration 
(Braham  1984).  However,  because 
suitable  feeding  habitat  is  relatively 
uncommon  south  of  the  Bering  Sea,  few 
gray  whales  remain  south  of  Unimak 
Pass  to  spend  the  summer  along  the 
west  coast  of  North  America  in 
apparently  isolated  locations  as  for 
south  as  Baja  California,  Mexico  (Nerini 
1984).  During  the  northward  migration, 
the  sequence,  in  two  phases,  is  as 
follows:  Newly  pregnant  females, 
followed  l^  other  mature  females,  aduH 
males,  and  immature  males  and  females 
Cows  with  calves  are  the  last  animals  to 
leave  the  lagoons,  and  most  migrate 
after  the  other  whales  (Rice  et  al.  1984) 
with  a  more  protracted  period  of 
migration  (Swartz  1990).  The  cow/calf 
phase  of  the  spring  migration  generally 
peaks  7  to  9  weeks  after  the  peak  of  the 
first  migration  phase  (Poole  1984).  On 
the  noruem  grounds,  primary  feeding 
locations  appear  to  be  in  the  Chirikov 
Basin,  the  north  side  of  the  Chukchi 
Peninsula,  nearshore  waters  of  the 
western  Bering  Sea.  and  the  southem 
capes  of  St.  Lawrence  Island  (Nerini 
1984).  These  benthic  foraging  areas  are 
all  underlain  by  dense  inuunal 
communities  of  crustaceans  (Nerini 
1984). 

The  westem  Pacific  stock  formerly 
occupied  the  northern  Sea  of  Okhotsk  in 
the  summer,  as.  for  north  as 


Penzhinskaya  Bay.  and  south  to 
Akademii  and  Saikhalinskiy  Gulfs  on  the 
west  and  the  Kikhchik  River  on  the  east 
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SouIMmnukI  wriiales  mip«ted  akiag  the 
coast  of  eMtara  Asia  CroB  Talankijp 
Strait  to  SouA  KofM  (Ric*  «ekI  Wolmtii 
1971)  lo  wiiktor  brMdlM/cdving 
grounds,  which  prababty  Ifo  •kag  tha 
coast  of  MMithani  CUns  in  Owvigxi  and 
Cwangdong  pravinoes,  and  sroimd 
Mainan  Island  (Wang  1964).  UnUI  the 
tun  of  this  century,  anodisr  migration 
route  lad  down  tha  eastern  side  of  Japan 
to  winter  grounds  in  the  Sato  Inland 
Sea.  Japan  (Oonire  1074).  Tha  status  of 
the  western  Pacific  stock  of  gray  whalaa 
is  uncertain  CBrowneU  and  Qiun  1977). 
Sightings  of  24  animals  in  the  Okbolsk 
Sea  and  nine  off  the  tip  of  Kamchatka 
in  19ft3  (Bktkhin  eeo/.  1985.  Votoogov 
and  Bogoslovskaya  1986).  and  34  in 
1989  in  the  Okhotric  Sea  (Befzin  in 
press)  suggest  that  the  stock  is  small. 
There  is  no  evidenoe  that  it  has 
reoocupied  its  entire  former  range 
(Oihura  1984)  and  initial  stock  size  may 
have  been  only  a  few  thousand  (Onura 
1988).  Although  Rioe  et  al  (1964) 
concluded  that  it  is  likely  that  the  stock 
is  below  a  critical  population  size 
sufficient  for  recovery  and  may  be 
almost  extinct.  Berzin  (in  press)  si^gests 
that  the  stock  is  increasing  slowly. 

The  gray  whale  formerly  occuiied  in 
the  North  Atlantic,  but  has  been  extinct 
there  for  several  centuries  (Mead  and 
Mitchell  1984). 

Consideration  as  a  Spedes  Under  the 
ESA 

The  ESA  defines  "species"  to  include 
any  subspecies  offish,  wildlife,  or 
plants,  and  any  distinct  population 
segment  of  any  species  or  vertebrate  fish 
or  wildlife  whii±  interbreeds  when 
mature. 

Two  stocks  of  gray  whales  remain 
extant,  both  in  the  North  Pacific  Ocean: 
(1)  The  wrestem  stock,  which  migrates 
between  feeding  grounds  in  the  See  of 
Okhotsk  and  breeding/calving  grounds 
along  the  South  China  Coast;  and  (2)  the 
eastern  stock,  which  migrates  between 
breeding/calving  groundb  along  the 
West  Coast  of  Mexico  and  feeding 
grounds  in  the  Bering  and  ChukdU  Sees 
(Rice  and  Wolman  1971).  These  stocks 
appear  to  be  significantly  isolated  both 
geographically  and  reproductively  from 
each  other.  Recent  strandings  of  gray 
whdea  on  the  Coaotmander  bknds  ara 
believed  lo  be  from  the  eastern  slock. 
while  gray  whales  reported  along  the 
Kamchatka  coast  ara  Delieved  lo  he  from 
the  Okhotsk-South  China  papulation 
(IWC 1990).  Aheraalivaly.  aU  strandfaigs 
may  be  from  the  Korsa  stock  (McB  1981. 
IWC  1966).  Since  gray  whalea  asato 
during  their  autumnal  southssasd 
migration,  rsaa  vagrants  woukd  BMike 
inteffaraedii^  between  ttie  CaBfamia 
and  western  Padflc  popaktioi»  possible. 


However,  that  nosribility  vrauld  be 
greatly  reihiced  if.  as  Rice  (1961) 
believes  likely,  most  vagrants  ara 
immature  animala.  The  diaenoe  of 
sightings  betweoB  the  Okholsk  Sea  and 
the  Commander  bbnds  suggests  ttie 
stocks  are  separate  QWC 1990).  MitcheU 
suggests  tfiat  an  dMisnce  of  rinniginal 
whale  hunting  records  aloiag  the  Pacific 
coast  of  the  KamchadLB  Peninsula  may 
inc^icate  a  lack  of  abundance  of  gray 
«vhales  in  the  area  and  a  hiatus  in    . 
distribution  between  eastern  and 
«vestem  stodcs  (IWC  1990).  In  addition. 
YaUokov  and  Bogoslovskaya  (1984) 
after  reanalyzing  data  collected  by 
earlier  investlgatora.  found  that,  in 
addition  to  dinsrances  in  cranial 
measurements  indicating  the  CMJiotdc- 
Korea  stodc  to  be  statlsticallv  larger  in 
size  than  the  Ghukotka-Caliromia  stock, 
the  latter  stodc  had  fswer  throat  grooves 
and  a  smaller  number  of  baleen  plates. 
These  authors  believe  that  these 
differences  may  indicate  the  existence 
of  two  distinct  groups  which  may  allow 
diem  to  be  designated  as  subspecies. 
After  reviewing  the  data  available  to  it, 
the  IWC  Scientific  Committee  on  the 
Assessment  of  Gray  Whales  (IWC  1990) 
^reed  that  the  eastern  and  western 
populations  of  gray  whales  probably 
represent  geographically  isolated  stocks, 
aMiough  recognizing  that  the  existing 
data  are  not  conclusive. 

Based  on  the  above  discrtssion,  NMFS 
believes  that  the  best  scientific  and 
commercial  data  available  supports  the 
determination  that  there  are  two 
separate  stocks  of  gray  whales  in  the 
North  Padfic  Ocean  and  that  the  eastern 
North  Padfic  gray  whale  stock  can  be 
considered  a  distind  population  and 
hence  a  spedes  under  the  ESA. 

Summary  of  Fadon  Affecting  the 
Speciaa 

Section  4(aXl)  of  the  ESA  and  the 
NMFS'  listing  regulatioas  (50  CFR  part 
424)  set  ibrth  procedures  for  listing, 
reclassifying  or  removing  spedes.  The 
Secretary  of  either  the  Interior  or 
Commerce,  depoiding  upon  the  spedea 
involved,  must  determine  if  any  nedes 
is  endangered  or  threatened  based  upon 
any  one  or  a  combination  of  the 
following  fedora:  (A)  The  present  or 
threatened  destruction,  modification,  or 
curtailment  of  its  habitat  or  range;  9) 
overutilizatitn  for  commercial, 
recreational,  sdeotific  or  educational 
purposes:  (C)  disease  or  ixedatlon:  (m 
inadequacy  of  existing  regulatorr 
medianisiiis;  or  (E)  other  natural  or 
-DianHmade  faidon  affecting  its 
comhiued  existanca  Under  secUoo 
4(aM2)  of  the  ESA,  if  the  Secielaiy  of 
Commeros  detarmfaies  that  a  species 
under  hsr  )urfedlclion  sfaould  be 


lemoved  btMB  the  List  or  diangsd  l0 
status  from  ondangwrad  to  tiirsataaad. 
tha  Secretacy  than  recommends  audi 
acttoB  to  the  Secretary  of  the  Inteilor.  If 
the  Seorstary  of  the  Interior  ooncun 
with  the  action,  be  must  implement  tho 
action  by  amending  the  List  However, 
if  a  spedes  is  removed  from  die  List,  die 
Secretary,  nnder  ssctton  4(g}  of  the  ESA. 
must  imphmeirt  a  system  in 
cooperation  with  the  states  to  monitor 
eKBCdvely,  for  s  period  not  less  disn  5 
yean.  ^  statns  of  the  spedes  and  must 
use  the  emeigsncy  authority  provisions 
under  paragraph  0>K7)  of  section  4  to 
prevent  a  ^nificant  rt^  to  the  weD- 
being  of  any  recovered  spedes.  These 
facton  and  subsequent  consultation 
with  the  Department  of  die  Interior  ara 
discussed  bdow. 

Factor  (Ah-The  Present  <w 
Threatened  Destruction,  Modification  or 
Curtaifment  of  Its  Habitat  or  Range. 

Two  potential  threats  to  the  eastern 
North  Padfic  gray  whale  population  are 
increasing  vessel  traffic  (including 
whale  watdiing  activities),  and 
industrial  devMopment  (indoding  off 
and  gas  exploration  and  development), 
in  the  breedin^calving  lagoons,  fiseding 
grounds,  and  along  the  migration  route. 

Commercial  vessel  traffic  may  result 
in  the  deeth  of  grey  wdiales  throudi 
collision  or  by  harassment  whm  both 
vessel  and  wrhafe  are  confined  to  narrow 
passages.  Heyning  and  Dahlhetm  (in 
press)  documented  7  cases  of  gray 
whale/ship  collisions;  5  in  southern 
California,  one  each  in  Alaska  and 
Washington.  They  surmised  that  gray 
whales  may  be  unabfe  to  dated  Itfga 
ships  in  time  to  avoid  collisions  due  to 
the  size  and  speed  of  the  vessels. 
However,  because  laige  vessels  are 
restricted  to  certain  trav^  lanes  wrhile  in 
inshore  watera  (where  gray  whalea  are 
predominantly  located)  and  the  low 
pwiod  of  vulnerability  to  large 
commerdal  vesseb  due  to  the  whale's 
migratory  iMture,  ^fMPS  believes  diat 
few  gray  whales  are  killed  amraally  by 
orflisioRS  with  vesaels. 

Activities  of  commerdal  cruise  boats 
and  small  pleemire  craft  may  reeok  in 
harassment  of  gray  whales,  e^iedaDy  in 
the  breeding/calving  lagoons  in  Ba)a 
California  and  along  their  migretioa 
route  off  California.  As  whala-watdilng 
adividee  increase  rapidly  in  southern 
California  and  on  the  Baja  Peninsula, 
harassment  occurrences  are  increasing 
proportionally,  particularly  on 
weekends  and  htrfidays.  Whale 
watching  bjf  reoeatimial  and 
comneidu  craft  uMy  negativety  hnpoct 
migradng  pay  whalss  by  inteirvpttpg 
swinraiing  patterns,  altering  mlgialoiy 
routes,  and  displacing  cow/c^paln 
frtiro  tarirare  waters,  Aereby  lucrsaslng 
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every  consumption  (CMC/NMFS  1988. 
IWC 1990).  Bunk  (1988)  contends  that 
gray  whales  have  moved  fiiither 
oQthore  recently  due  to  whale-watching 
activities  in  southern  California. 
Graham  (1989)  has  noted  a  similar 
decrease  in  nearshore  gray  whales  but 
attributed  it  to  sea  surfoce  temperature 
anomalies  in  late  1988/early  1989. 
Others,  such  as  Rice  (1965),  and 
Gilmore  (1978).  noted  this  offshore 
migration  route  earlier  and  Rice  and 
Wolman  (1971)  considered  the  ofishore 
passage  to  be  a  normal  migratory  route. 

Vessels  in  the  breeding/calving 
lagoons  may  cause  short-term  flight 
reacticms  by  gray  whales  when  the 
vessel  is  moving  at  high  speeds  or 
erratically,  but  gray  whales  will  show 
little  response  to  slow  moving  or 
anchored  vessels.  Gray  whales  have 
been  reported  to  avoid  vessels  at  ranges 
of  roughly  0.5  km  and  less,  with  no 
documented  responses  at  further 
distances  (IWC  1990).  However,  Jones 
and  SwarU  (1984).  in  a  study  of  gray 
whales  in  Bahia  San  Ignacio.  found  that 
data  suggest  that  gray  whales  possess 
sufficient  resiliency  to  tolerate  the 
physical  presence  and  activities  of 
whale-watching  vessels  and  skifb  and 
the  noise  produced  by  this  level  of 
activity  without  ma)or  disruption.  This 
finding  was  supported  by  a  noted 
increase  in  usage  of  the  lagoons  by  gray 
whales,  especially  females  with  calves. 
Jones  and  Swaitz  (1984)  believe  a  key 
factor  responsible  for  maintaining  a 
stable  population  within  their  study 
lagoon  (i.e..  San  Ignacio)  was:  (1)  The 
establishment  of  the  gray  whale  refuge, 
which  provided  an  area  free  of  all  vessel 
activity  to  which  whales  could  retreat 
and  (2)  the  behavior  of  commercial 
whale  watch  operatora  to  minimize 
disturbance. 

Under  the  MMPA.  gray  whale 
harassment  is  considered  a  "take"  and 
is  prohibited.  NMFS  has  established 
guidelines  fw  whale  watching  in  order 
to  avoid  harassment  of  gray  whales  on 
their  migration  path  in  U.S.  waters  and 
may  implement  regulations  to  limit 
approecmes  to  marine  mammals  in  1993. 
In  this  regard,  a  proposed  rule  was 
published  on  August  3. 1992  (57  FR 
34101)  with  a  comment  period  due  to 
expira  on  December  31. 1092.  These 
regulations,  if  implemented,  would  be 
effective  within  waten  under  U.S. 
jurisdiction  and  for  U.S.  citizens  except 
when  within  waten  under  the 
jurisdiction  of  another  nation  {e.g. 
Canada  and  Mexico).  These  regulations 
would,  if  implemented  as  proposed, 
ertablish  minimiun  approech  distances 
for  large  cetaceans  (100  yards)  and  wrill 
require  procedures  to  avoid  disrupting 
the  normal  movement  or  behavior  of 


marine  mammals.  It  is  anticipated  that 
these  regulations  would  strengthen 
protective  measures  for  gray  whales 
principally  during  migratory  periods. 
Enforcement  of  these  regulations  will  be 
accomplished  through  onboard 
monitoring  of  activities,  citizen 
complaints  and  aerial  and  shipboard 
reconnaissance. 

The  main  gray  whale  calving  grounds 
in  Mexico  are  Laguna  Ojo  de  Uebre 
(Scammon's  Lagoon  with  53  percent  of 
calves).  Estero  Soledad  (12  percent). 
Laguna  San  Ignacio  (11  percent)  and 
Laguna  Guerrero  Negro  (9  percent)  in 
Mexico  (Rice  et  aJ.  1984).  However,  the 
number  of  whales  present  at  any  one 
time  is  subject  to  fluctuations  due  to  the 
interchange  of  whales  between  the 
lagoons  (Jones  and  Swartz  1984).  Minor 
calving  areas,  each  with  less  than  6 
percent  of  the  calves,  are  San  Juanico 
Bight,  Bahia  Magdalene,  Bahia  Almejas, 
and  Bahia  Santa  Marina  (Rice  et  al. 
1981, 1984).  A  few  calves  are  also  bom 
on  the  eastern  side  of  the  Gulf  of 
Cahfomia  at  Yavaros,  Sonora,  and  Bahia 
Reforma.  Sinola.  Mexico  (Gihnore  1960. 
Rice  et  al.  1984).  Between  1972  and 
1979.  the  Mexican  Government 
designated  three  (Laguna  Ojo  de  Liebre, 
Lagima  Cuarrero  Negro,  and  Laguna  San 
Ignacio)  of  the  four  major  calving 
lagoons  in  Baja  California  as  gray  whale 
refuges.  These  are  the  lagoons  that  most 
of  the  U.S.  tour  boats  and  private 
tourists  visit.  The  number  of  vessels 
allowed  in  these  lagoons  at  any  one  time 
is  limited  by  the  Mexican  Government 
by  permit,  whidi  all  commercial  vessels 
are  required  to  obtain,  and  entry  into 
certain  areas,  such  as  the  upper  lagoon 
in  Laguna  Ojo  de  Liebre  and  the  middle 
and  upper  lagoons  in  Laguna  San 
Ignacio  (Jones  and  Swartz  1984).  is 
forbidden.  Apparently,  because  of 
Mexico's  policy  of  revoking  permits  if 
there  are  any  transgressions,  this  system 
is  generally  self-policed  effectively 
(Stinson  1988).  However.  Jones  and 
Swartz  (1984)  found  that  in  Laguna  San 
Ignacio,  where  regulations  limit  the 
number  of  vessels  to  two  at  any  one 
time,  3  or  4  vessels  may  occupy  the 
lower  lagoon  for  about  '/i  day  when 
departing  vessels  overlap  with  arriving 
vessels. 

To  provide  additional  protection  of 
gray  whales  within  Mexican  watera.  the 
Government  of  Mexico  is  in  the  process 
of  implementing  its  own  standards  for 
governing  whale  watching  activities. 

A  second  potential  threat  to  the 
eastern  North  Pacific  gray  whale  stock 
and  its  habitat  is  oil  and  gas  exploration 
and  development  and  related  activities 
along  its  migration  route,  in  the 
breeding/calving  lagoons  in  Baja  and  in 
or  near  its  feeding  grounds  in  the  Bering 


and  southern  Chukchi  Seas.  Oil  and  gas 
exploration,  which  may  result  in  a 
short-term  loss  of  habitat  for  gray 
whales  through  displacement  by  seismic 
and  other  activities,  is  contemplated  or 
\mder  way  on  the  outer  continental 
shelf  (OCS)  from  California  to  the 
Beaufort  Sea,  and  west  into  Russian 
watera  of  the  Bering  Sea  throughout  the 
migration  range  of  this  species.  (In 
addition,  other  types  of  mineral 
resource  development  (e.g..  gold 
mining)  are  \mder  consideration  within 
possible  gray  whale  fiseding  areas  in  the 
Bering  Sea).  Annually,  the  gray  whale 
population  migrates  by  or  through  at 
least  eight  oil  lease  areas  within  U.S. 
watera  (Rice  et  al.  1984). 

Between  1964  and  January  1, 1990, 
over  358  exploration  and  692 
development  wells,  have  been  drilled 
on  the  Pacific  Region  OCS  (MMS  1992). 
All  of  the  development  wells  and  all  but 
31  of  the  exploration  wells  were  in  the 
Southern  California  Bight.  In  Southern 
California.  21  platforms  have  been 
installed  and  approximately  135  miles 
of  pipeline  have  been  laid  in  Federal 
watera.  There  are  no  platforms  or 
pipelines  in  the  Central  California. 
Northern  California,  and  Washington- 
Oregon  OCS. 

Nominal  exploration  and 
development  work  will  continue  in 
southern  California  as  the  number  of 
leases  has  dropped  dramatically  to  only 
116  as  of  July  1990  (MMS  1991).  MMS 
(1992),  for  its  baseline  studies, 
anticipates  that  in  southern  California, 
approximately  3-4  exploratory  and/or 
delineation  wells  could  be  drilled 
annually,  for  a  total  of  25  wells  over  an 
eight  year  period.  Approximately  7 
development  platforms  (and  pipelines) 
would  be  built  under  this  scenario.  It 
appeara  that  only  two  large  and  ongoing 
development  projects,  the  Point 
Arguello  Field  and  the  Santa  Ynez  units 
will  be  placed  into  production  within 
the  next  5  yeara  (MMS  1991).  Oil  and 
gas  development  activities  will  likely 
result  in  a  long-term,  but  considering 
the  small  amount  of  ocean  bottom 
utilized  by  platforms  and  pipelines  an 
Insignificant,  loss  of  habitat  for  gray 
whales. 

In  Alaska.  87  wells  have  been  drilled, 
including  2  ongoing  wells  in  the 
Chukchi  Sea  and  14  test  wells.  Thirty- 
three  wells  were  drilled  in  the  Gulf  of 
Alaska.  30  in  the  Bering  Sea,  and  24  in 
the  Arctic.  None  of  these  wells  resulted 
in  the  discovery  of  hydrocarbons  in 
commercially  producible  amounts. 
However,  while  subeconomic.  eight 
wells  demonstrated  the  positive 
hydrocarbon  bearing  potential  of  the 
Beaufort  Sea  area  (MMS  1991). 
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At  this  time  there  does  not  appear  to 
be  a  high  degree  of  industry  interest  in 
the  Gulf  of  Alaska/Cook  Inlet  area  and 
unless  new  leases  are  issued,  there  will 
be  little  operational  activity  in  that  area 
in  the  next  5-  to  10-year  pwiod  (MMS 
1991).  Past  drilling  activity  in  the  St 
George,  Norton  and  Navarin  Basins  has 
not  resulted  in  any  announced 
discoveries  of  oil  or  gas  and  leases  in 
the  North  Aleutian  Basin  have  been 
suspended  pending  completion  of 
congressionally  mandated  studies. 
Although  there  may  be  some  scattered 
exploratory  activity  on  existing  leases  in 
the  St.  George.  Norton  and  Navarin 
Basins,  any  production  is  at  least  10  to 
15  years  away,  even  if  a  major  field  were 
to  be  discovered  (MMS  1991).  If  a  major 
Held  is  not  discovered,  little  activity 
would  be  expected  because  of  the  high 
costs  involved  and  the  unproven 
geologic  potential  of  the  area. 

In  the  Chukchi  Sea,  it  is  likely  that  2 
to  3  exploration  wells  will  be  drilled 
each  year  for  the  next  5-  to  10-year 
period  contingent  on  results  of  early 
wells.  One  or  more  major  discoveries 
might  accelerate  activity  while  few  or 
no  discoveries  will  curtail  activity. 
While  there  are  some  significant 
discoveries  of  oil  and  gas  in  the  Beaufort 
Sea,  whether  or  not  they  are  developed 
further  may  well  depend  on  new 
discoveries  to  support  the  enormous 
costs  of  inhastructuTO  to  produce  and 
transport  oil  and  gas  from  Alaska  (MMS 
1992). 

No  new  lease  sales  are  proposed  for 
Washington,  Oregon,  or  central  and 
northern  California  before  1997.  In 
southern  California  no  lease  sales  are 
contemplated  until  at  least  1996,  when 
86  blocks  in  the  Santa  Maria  Basin  and 
Santa  Barbara  Channel  will  be 
considered  (MMS  1991).  In  Alaska,  two 
lease  sales  in  the  Beaufort  Sea  (1993  and 
1996),  two  for  the  Chukchi  Sea  (1994 
and  1997).  two  in  the  Bering  Sea  (1995 
and  1996)  and  one  each  in  Cook  Inlet 
(1994)  and  Gulf  of  Alaska  (1995)  are 
proposed,  although  several  additional 
sales  are  possible  (MMS  1991). 

On  the  winter  breeding/calving 
grounds,  oil  and  gas  exploratory  areas 
include  sites  within  and  adjacent  to 
present  calving  and  nursery  areas,  such 
as  the  offshore  waters  of  Sebastian 
Vizcaino  Bay,  where  seismic 
exploration  for  gas  deposits  took  place 
during  1981.  To  date,  no  development 
activities  are  known  to  be  underway  but 
may  take  place  in  the  future. 

Potential  impacts  from  oil  and  gas 
exploration  and  development  include 
noise  disturbance,  contact  with  spilled 
oil,  habitat  degradaticm  and  possible 
loss  or  destruction  of  benthic  prey 


populations  upon  which  gray  whales 
depend. 

.    Noise  disturbance  to  gray  whales  has 
been  studied  during  their  migrations 
along  the  California  coast  (Malme  et  al. 
1983  and  1984)  and  on  their  breeding/ 
calving  grounds  in  Baja  California  Sur, 
Mexico  (Dahlheim  1983, 1984; 
Dahlheim  et  al.  1984).  Reactions  of  gray 
whales  to  recordings  of  industrial  noise 
and  to  a  seismic  airgun  source  during 
migration  have  shown  that  avoidance 
behavior  occurs  only  at  relatively  close 
ranges  at  decibels  greater  than  120  dB 
for  continuous  noise  and  160-170  dB 
for  pulsed  sounds  such  as  bom  airguns 
(Tyack  1988).  Mahne  et  al.  (1984)  for 
example,  found  a  50  percent  probabiUty 
of  an  avoidance  response  of  2.5  km  off 
central  California  for  a  seismic  airgun 
array,  1.1  km  for  a  drillship,  and  400  m 
for  a  single  airgun.  However,  because 
noise  from  oil  and  gas  activities  occurs 
at  frequencies  that  overlap  gray  whale 
calling  (and  assumed  hearing) 
frequencies,  they  may  also  influence 
other  behavior  causing,  for  example, 
interference  with  socialization, 
reproductive  behavior  and 
communication.  For  oil  and  gas 
activities  subject  to  U.S.  jiirisdiction, 
NOAA  requires  companies  under  an 
MMPA  101(a)(5)  Small  Take  Letter  of 
Authorization  to  ^e  specified 
precautions  to  avoid  disturbing  whales 
including  grays. 

Reactions  to  industrial  noises  by  gray 
whales  studied  in  their  breeding/calving 
grounds  were  more  pronounced  tlian 
those  found  off  central  California, 
including  vacating  the  study  area  during 
the  projection  of  industrial  noises  (Jones 
et  al.  1991),  and  changes  in  the 
acoustical  and  observed  surface 
behavior  and  distribution  (Dahlheim 
1988).  Dahlheim  (1988)  found  that  gray 
whales  responded  to  vessels  and  to 
playbacks  of  vessel  noise  by:  (1)  An 
increase  in  calling  rates;  (2)  an  increase 
in  received  levels  of  sounds;  (3)  an 
increase  in  frequency  modulation, 
number  of  pulses  per  series,  and 
repetition  rates;  and  (4)  a  distinct 
change  in  movement,  both  away  frt>m 
and  toward  the  sound  source.  In 
response  to  a  playback  of  oil  drilling 
noise,  calling  rates  were  reduced,  direct 
movements  away  bom  the  sound  source 
were  documented,  milling  rates 
decreased,  and  major  changes  in 
distribution  and  a  decrease  in  local 
whale  abundance  were  documented. 
Dahlheim  (1988)  hypothesized  that  gray 
whales  engaged  in  acoustical 
communication  circumvented  noise  in 
the  acoustical  channel  by  the  structure 
and  timing  of  their  calls. 

Gray  whales  may  also  be  sensitive  to 
noise  disturbance  on  their  feeding 


grounds  and  might  temporarily  abandon 
productive  fiBeding  areas  if  excessively 
disturbed.  MMS  (1002)  estimates  that 
seismic  exploration  activities  off  Alaska 
would  take  place  bom  Jime  to 
September,  the  same  time  period  gray 
whales  occupy  their  northern  feeding 
groimds.  Reliance  on  less-productive 
areas  could  leave  the  animals  with 
insufficient  body  reserves  for  their 
successful  migration  and  reproduction. 
However,  because  of  the  gray  whale's 
abundance  and  range,  (and  the  apparent 
abundance  and  range  (one  million  km^ 
of  its  primary  food  source  in  the  Bering 
Sea),  the  present  gray  whale  population 
could  likely  tolerate  without  significant 
effects  the  short-term  and  non-recuning 
local  impacts  brought  on  by  seismic 
exploration  (NMFS  Biological  Opinion 
for  Lease  Sale  100,  dated  December  21. 
1984). 

Another  potential  threat  is  the 
possibiUty  of  a  major  oil  spill  that 
would  affect  a  large  portion  of  the  gray 
whale  population  and/or  its  habitat; 
although  the  temporal  and  spatial 
segregation  of  the  stock  would  tend  to 
expose  different  segments  of  the 
population  to  oil  at  any  given  time. 
Assuming  an  oil  spill,  caused  either  by 
a  tanker  accident,  pipeline  break,  or  an 
oil  well  blowout,  were  to  occiu  and 
contact  gray  whales,  the  worst  adverse 
impacts  to  whales  from  contact  would 
indude  death  or  illness  caused  by 
ingestion  or  inhalation  of  oil,  irritation 
of  skin  and  eyes,  fouling  of  feeding 
mechanisms,  and  reduction  of  food 
supplies  through  contamination  or 
losses  of  food  organisms.  Although  no 
data  exist  at  this  time,  likely  direct 
adverse  impacts  include:  (1) 
Conjimctivitis  and  corneal  eye 
inflammation  leading  to  reduced  vision 
and  possible  blindness;  (2)  development 
of  skin  ulcerations  from  existing  woded 
areas  on  the  skin  surface  with 
subsequent  possibility  of  infection;  (3) 
compromising  of  tactile  hairs  as  sensory 
structures;  and  (4)  development  of 
bronchitis  or  pneumonia  as  a  result  of 
inhaled  irritants  (Albert  1981).  In 
general,  however,  the  results  of  Gerad 
and  St  Aubin  (1982. 1985)  and  Gerad 
(1990)  indicate  that  whales  are  likely  to 
suffer  only  minor  impacts  if  they 
contact  oil  spills,  and  that  they  are 
likely  to  recover  from  these  effects.  It  is 
recognized  that  natural  oil  seeps  have 
long  been  a  part  of  the  ecosystem  that 
gray  whales  inhabit  In  soudiem 
CaUfomia  for  example,  there  are  54 
natural  seeps,  with  an  approximate 
discharge  of  30.000  tons  (7.03x10*^  gal.) 
released-annually  in  the  Santa  Barbara 
Qiannel  alone  (Fischer  1978  as  dted  in 
Neff  1990a).  Studies  on  gray  whales  in 
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,  t(Evuial9a2).aMloa 
bottlanoM  <k>j|>hiM  in  an  oKparimantal 
Mtting  (Gerad  1990).  ahhough 
inoooclufiva,  tend  to  indicate  that 
cetaceans  can  detect  oil  cm  the  saxface. 
When  entering  oil-contaminated 
eoviroos.  gray  wtiaka  tend  to  spend  less 
time  oo  the  sorfaoe.  blcnring  less 
frequently,  but  Cuter,  which  may  be 
interpreted  as  an  avoidance  behavior, 
atehrriigh  more  testing  would  be 
neceaaary  to  venfy  the  observation 
(Gerad  1090).  The  inhalation  of  the 
hydracariMMi  products  at  the  water 
surface  is  believed  unlikely  because  the 
breathing  mechanism  of  the  whale 
which  prevents  inhalation  of  water 
would  likely  also  prevent  inhalation  of 
oil  (Gerad  and  St.  Aubin  1980). 
However,  if  the  whales  enter  the 
immediate  vicinity  of  a  recent  spill. 
toxic  fumes  could  be  inhaled  (Itahlheim 
n.d.),  although  50  percent  of  the 
aromatic  hydrocaroons  (e.g.  toluene  and 
benzene)  evaporate  within  a  few  days  of 
the  disdbarge  (Neff  lOQOa).  greatly 
reducing  the  toxidty  in  the  spill  area. 

Because  the  probable  effects  on 
whales  from  contacting  oil  indude 
temporary  fouling  of  baleen  and  toxic 
effects  fmta  ingestion  of  oil,  oil  spills 
may  pose  a  greater  problem  for  the  gray 
whale  on  its  feeding  grounds  than 
during  its  migration.  In  a  laboratory 
study  on  bowhead  whales  [Balaena 
mystjcetifs),  baleen  plates  fouled  by  oil 
had  decreaJsed  filtering  effidency  for  at 
least  30  days,  but  85  percent  of  the 
effidency  was  restored  within  8  hours 
(Braithwaite  et  a!.  1983).  Due  to  its 
coarser  and  shorter  baleen,  Gerad  and 
St.  Aubin  (1982, 1985)  demonstrated 
similar,  but  somewhat  foster,  recovery 
rates  for  gray  whales.  Although  the  toxic 
effects  of  ingesting  oil  remain  generally 
unknown,  Gerad  and  St.  Aubin  (1990) 
believe  that  marine  mammals  have  the 
liver  enzymes  required  to  metabolize 
and  excrete  hydrocarbon  compounds. 
This  abiUty  limits  the  acciunulation  of 
residues  in  body  tissues  and  minimizes 
the  probability  of  residual  harm 
following  a  spill. 

A  recent  computer  model  simulating 
an  oil  spill  projeded  that  gray  whales 
would  not  contad  oil  in  the  Navarin 
Basin,  but  would  contad  oil  in  the 
Beaufort  Sea  (<s0.2%  of  the 
population),  the  St.  George  Basin 
(<=!  5%)  and  Chukchi  Sea  (<=0.8%).  In 
the  St.  George  Basin,  gray  whales  would 
contad  oil  while  navigating  to  and  &t>m 
their  feeding  grounds  in  the  spring  and 
fell,  while  in  the  Chukchi  See,  they 
would  contad  oil  during  summer 
feeding  months.  No  more  than  1.5 
percent  of  the  whales  passing  through 
Unimak  Pass  would  contad  oil.  In 
general  there  was  a  6.3  percent  chance 


that  at  least  one  gray  whale  would 
encotmter  oil  in  the  Bering  Sea  during 
the  30-  to  40-yMr  Hfeipan  of  an 
individual  oil  fieM  (Neff  1990b).  MMS 
(1992)  projects  the  probability  of  one  or 
mora  oil  spills  of  10,000  barrels  or 
greater  occurring  in  the  gray  whale  areas 
to  range  from  14  percent  in  southern 
Califiaraia,  21-27  percent  in  the  Bering 
Sea.  18-34  percent  in  the  Gulf  of  Alaska 
to  96  percent  in  the  Chukchi  Sea. 
provided  ccMnmerdally  produdble 
amounts  of  hydrocarbons  are  discovered 
and  developeid. 

MMS  (1992)  gives  the  probebilities  of 
one  or  mwe  pipeline  or  platform  spills 
of  1 ,000  bbl  and  greater,  and  10,000  bbl 
and  greater  as  a  result  of  activity  in  the 
Chukchi  Sea  as  92  and  57  percent 
respectively.  In  addition,  because 
Chukchi  Sea  oil  wrill  be  transported  by 
tanker,  there  is  a  93  and  81  percent 
probability  of  one  or  more  spills  of 
1,000  bbl  or  greater  and  one  or  more 
spills  of  10,000  bbls  or  greater 
respedively  occurring;  although  tanker 
spills  would  occur  outside  the  Chukchi 
Sea  area  since  all  transport  within  the 
area  will  be  by  pipeline  (MMS  1992).  In 
areas  such  as  the  Norton,  Navarin  and 
St.  George  Basins,  oil  will  be 
transported  by  tanker  to  shore  fodlities 
in  Alaska  or  other  West  Coast  states.  For 
its  base  case  projedions,  MMS  (1992) 
predids  one  tanker  spill  for  each  of 
these  areas  developed  (over  the  30-  to 
40-year  life  span  of  an  oil  field)  but  no 
platform  or  pipeline  spills. 

In  southern  California,  MMS  (1992) 
projects  a  single  pipeline  spill  of  7,000 
bbl  will  result  from  exploration  and 
development  activities  in  the  Santa 
Maria  Basin  or  the  Santa  Barbara 
Channel.  In  addition,  as  a  result  of  oil 
and  gas  activities  in  Alaska,  3  tanker  oil 
spills  of  30,000  bbl  each  are  projeded  to 
occur  along  the  tanker  route  on  the 
Pacific  coast  over  the  30-  to  40-year  life 
span  of  an  oil  field:  One  off  Washington, 
one  off  northern  California  and  one  off 
southern  CaMfomia.  A  northern 
California  spill  is  projeded  by  MMS  to 
occur  80  km  or  more  from  the  coast  with 
no  shore  contad. 

MMS  (1992)  antidpates  that  an  oil 
spill  of  10,000  bbl  or  greater  could  result 
in  the  death  of  a  few  individuals  and  the 
displacement  of  gray  whales  frt>m  areas 
of  up  to  1,500  km*  in  the  Chukchi  and 
Bering  Sea  feeding  grounds  for  all  or 
part  of  a  season.  (For  comparison 
purposes,  the  Chirikov  Basin  is 
approximately  3.7x10*  km'). 

MMS  (1991)  reports  that  out  of  a  total 
of  6.2  billion  barrels  of  OCS  oil 
produced  from  1971  through  1988,  only 
900  barrels  were  spilled  from  blowouts. 
However,  this  statistic  exdudes  the 
Union  CNl  spill  in  Santa  Barbara  in 


January  1909.  That  spill  resulted  in  a 
loss  of  about  3  million  gal  of  dl  which 
eventually  covered  800  mi*.  Survey* 
conduded  as  a  result  of  that  spill 
discovered  6  gray  whales  stranded 
between  January  28  and  March  31. 1969. 
Although  these  counts  were  higher  than 
normal,  it  is  unclear  whether  this  was 
due  to  the  spill  or  to  the  increased 
survey  effort  (Brownell  1971). 

Based  upon  data  resulting  bom  the 
exploratory  wells  drilled  in  recent  years 
in  the  Bering  Sea.  MMS  (1992)  has 
reevaluated  and  lowered  its  estimate  of 
the  potential  for  discovering  an 
exploitable  field  in  the  Bering  Sea. 
Based  upon  MMS'  reanalysis.  NMFS  has 
determined  that  the  expedation  of  an 
oil  well  blowout  occurring  and 
impacting  gray  whales  is  low. 
Essentially,  in  order  for  gray  whales  to 
be  seriously  impacted  by  an  oil  spill  due 
to  oil  and  gas  exploration  and 
development  adivities,  the  following 
events  need  to  occur.  (1)  A  lease  sale 
takes  place;  (2)  exploratory  adivities 
determine  that  economically  exploitable 

Quantities  of  oil  can  be  recovered;  (3) 
evelopmoit  occurs  which  (4)  results  in 
a  blowout  with  a  significant  loss  of  oil 
and  (5)  the  spilled  oil  intercepts  a 
significant  portion  of  the  gray  whale 
population  or  its  food  source. 

Oil  spills,  the  chemicals  used  to  break 
up  and  sink  surface  oil.  and  other 
anthropogenic  materials  from  either  oil 
platforms,  (such  as  drilling  muds, 
discharged  materials  and  produced 
water),  or  shore-side  discharges  from 
industrial,  residential  or  agricultural 
point  and  non-point  sources,  could  also 
harm  gray  whales  by  reducing  or 
contaminating  their  food  resources. 
Gray  whales  are  opportunistic  feeders 
on  a  wide  variety  of  benthic  ampelisdd 
amphipods  and  other  bottom  dwelling 
organisms  (Nerini  1984).  Most  feeding 
takes  place  between  May  and  September 
in  the  northern  waters  of  the  Bering  and 
Chxikrhi  seas,  espedally  in  the  Chirikov 
Basin.  Some  food  consumption  also 
occurs  during  migration  and  a  small 
portion  of  the  population  remains  south 
of  Unimak  Pass.  Alaska,  to  exploit  that 
resource.  Little  is  believed  consumed  on 
the  calvina  grounds  (Nerini  1984). 

The  feeding  stratc^  of  gray  whales, 
could  lead  to  ingestion  of  oil  from  oil- 
contaminated  food,  if  the  prey 
organisms  accumulate  petroleum 
hydrocarbons  in  their  tissue,  or  from 
contaminated  sediments  associated  Mdth 
food  sources.  The  effed  of  pollutants  on 
the  benthic  organisms  on  which  these 
whales  feed  is  relatively  imknown.  but 
may  resiilt  in  either  dired  mortality  or 
sublethal  effects  that  Inhibit  growth, 
longevity  and  reproduction.  Benthic 
organisms  could  ingest  either  heavy 
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metals  or  hvdrocaibons  which  cx>uld 
bioaccumulate  up  through  tlw  food  web. 
According  to  sources  dted  in  Neff 
(1990a).  Mnthic  crustaceans  have  a 
well^eveloped  mixed-hmction  oxidase 
(MFO)  system  to  eliminate  petroleum 
hydrocarbons.  If  amphipods  have  the 
ability  to  detoxify  hydrocarbons,  these 
hydrocait>ons  are  less  Ukely  to  persist 
and  biomagnify  in  the  gray  whale  food 
web.  Another  nictor  inhibiting 
bioaccumulation  may  be  the  diort  Ufe 
span  of  the  amphipods  (i.e.  <2  jrears). 
llierefore,  while  gray  whales  probably 
have  a  low  risk  of  ingesting  petroleum 
hydrocarbons  from  their  source  (see  also 
the  earlier  discussion  on  baleen  fouling 
from  sediment  contamination),  benthic 
amphipods  have  proven  to  be  quite 
sensitive  to  spilleid  oil  and  are  among 
the  first  animals  killed  after  an  oil  spill 
(Neff  1990a),  which  could  in  turn  affect 
that  portion  of  the  gray  whale  stock 
feeding  in  the  contaminated  area.  If  they 
are  unable  to  locate  alternative  areas 
with  sufficient  food  resources,  they  may 
have  insufficient  reserves  to  make  the 
8.000  km  migration  to  southern 
grounds,  overwintering  there  and 
returning  the  following  spring.  These 
animals  likely  would  either  remain  in 
waters  north  of  Baja  California  or 
succumb  from  the  effects. 

Because  discharges  of  drilling  muds 
from  offshore  platforms  may  contain 
heavy  metals  and  other  contaminants, 
all  discharges  from  platforms  are 
regulated  by  EPA  under  section  402  of 
the  Clean  Water  Act.  EPA's  proposed 
regulations  recommend  zero  discharges 
of  drilling  muds  and  cuttings  and 
filtration  of  produced  waters.  Drilling 
muds,  however,  are  relatively  non-toxic 
and  the  metals  associated  with  drilUng 
muds  are  virtually  unavailable  for 
bioaccumulation  by  marine  organisms 
(Neff  1987).  The  National  Research 
Council  (1985)  concluded  that  the  risks 
to  most  OCS  benthic  communities  from 
exploratory  drilling  discharges  are  small 
and  result  primarily  from  physical 
benthic  effects.  Since  ampeliscid 
amphipods  predominate  in  disturbed 
bottoms  (Nerini  and  Oliver  1983,  Nerini 
1964,  Oliver  et  al.  1985),  are  highly 
motile,  and  good  colonizers,  and 
amphipod  recovery  is  likely  to  take 
place  within  1  year  (Oliver  et  al.  1985). 
NMFS  believes  that  the  gray  whale's 
food  source  is  unlikely  to  be  impacted 
seriously  by  the  establishment  of 
platforms  and  pipelines  in  the  OCS. 

Preliminary  results  from  the  study  by 
NMFS  (1990)  on  contaminants  found  in 
gray  whales  stranded  near  Puget  Sound 
indicated  that  heavy  metal  levels  appear 
to  be  too  low  to  cause  any  deleterious 
effects.  In  addition,  the  concentrations 
of  PCBs  and  DDT  were  very  low 


compared  to  levels  in  othor  whales  and 
are  below  levels  known  to  cause 
impairment  (NMFS  1990).  More  recent 
analyses  (Varanasi  etal.  in  prep.)  of  22 
gray  whales  stranded  at  various 
locations  along  the  U.S.  West  Coast, 
which  included  those  mentioned  above, 
showed  no  apparent  significant 
differences,  between  stranding  sites,  for 
chlorinated  hydrocarbons  in  the  blubber 
and  Uver.  Analyses  of  16  elements  in 
liver,  Iddney  and  stomach  contents  of 
gray  whales  were  generally  low. 
However,  high  concmtrations  of 
aluminum  (1,700  ±450  ppm).  iron  (320 
±250  ppm),  manganese  (23  ±15  ppm), 
cmd  chromium  (3.4  ±1.3  ppm),  were 
discovered  in  stomachs,  although  no 
significant  differences  were  observed 
between  whales  stranded  in  Puget 
Soimd  compared  to  whales  stranded  at 
more  pristine  sites.  Varanasi  et  al.  (in 
prep.)  noted  that  the  relative 
proportions  of  these  4  elements  in 
stranded  whales  were  similar  to  the 
relative  proportions  in  sediments, 
which  is  consistent  with  a  geological 
source  of  these  elements  from  the 
ingestion  of  sediment  during  feeding. 
The  results  of  their  study  suggest  that 
the  concentrations  of  anthropogenic 
chemicals  in  stranded  gray  whales  show 
little  relation  to  the  level  of  pollution  at 
the  stranding  site,  and  further,  showed 
that  the  concentrations  of  potentially 
toxic  chemicals  were  relatively  low 
when  compared  to  the  concentrations  in 
marine  mammals  feeding  on  higher 
trophic  level  species,  such  as  fish.  They 
noted,  however,  the  lack  of  data  from 
apparently  healthy  gray  whales  limits 
the  understanding  of  the  susceptibility 
or  hardiness  of  this  species  with  respect 
to  levels  of  anthropogenic  contaminants 
found  in  tissues. 

According  to  Brownell  and  O'Shea  (in 
press),  levels  of  organochlorine 
pollutants  that  may  cause  reproductive 
problems  in  other  mammals  are  higher 
than  those  reported  in  baleen  whales.  In 
addition,  the  vast  majority  of  the  eastern 
Pacific  gray  whale  stock  feeds  mostly  in 
colder  waters  that  have  been  less 
exposed  to  organochlorine  pollutants 
(IWC  1990). 

Coastal  development  and  coastal  and 
offshore  industrial  activities  may  also 
result  in  some  impacts  to  the  gray  whale 
and  its  habitat.  For  example,  in  the 
calving  lagoon  of  Guerrero  Negro,  daily 
dredging  and  vessel  traffic  between 
1957  and  1967  for  a  salt  extraction  plant 
reportedly  caused  the  whales  to 
abandon  the  area.  In  1967.  the  plant  was 
closed  and  moved  to  Laguna  Ojo  de 
Liebre  (Bryant  et  al.  1984).  Six  years 
after  the  dredging  and  barge  activity  in 
Guerrero  Negro  ceased,  gray  whales 
began  to  return  to  the  lagoon  (Gard 


1974.  Bryant  and  LafEarty  1980).  Since 
the  salt  worlLS  at  Laguna  C^  de  liebre 
appear  to  be  an  environmentally  clean 
industry,  %vith  no  adverse  impacts  on 
the  biota  of  tlie  lagoon  (Rice  et  al.  1981). 
and  since  the  whales  appear  to  tolerate 
the  daily  salt-barge  traffic  and  have  not 
abandoned  Laguna  Ojo  de  Liebre,  daily 
dredging  in  the  confined  Guerrero  Negro 
is  more  likely  the  cause  of  abandonment 
than  the  vessel  traffic  In  addition, 
exploitation  of  phosphorus  (Ccmloba 
1981)  and  the  development  of  a  large 
resort  in  and  near  the  minor  calving 
lagoons  of  Bahia  Almejas  and  Bahia 
Magdalena,  if  constructed,  may  be  cause 
for  concern.  Because  of  the  scarcity  of 
suitable  isolated  calving  and  nursery 
areas  for  gray  whales  and  the  whales' 
spedahzad  feeding  habits,  gray  whales 
need  to  be  monitored  to  determine  the 
effects  of  future  coastal  or  shallow-water 
development  on  any  critical  stages  of 
thegray  whale's  life  cycle. 

The  recovery  of  the  gray  whale 
population  has  occurred  concurrent 
with  extensive  OCS  geophysical 
exploration  off  the  Qalifomia  coast  and 
other  activities  throughout  its  range,  and 
these  levels  of  activity  are  unlikely  to 
increase  significantly  in  the  near  hiture. 
NMFS,  therefore,  concludes  that  current 
and  anticipated  levels  of  human 
activities  do  not  pose  a  danger  of 
extinction  to  this  species  now  or  in  the 
foreseeable  future.  NMFS  does  not  rule 
out  the  possibility  that  parts  or  all  of 
this  stock  and  certain  components  of  its 
habitat  have  been  and/or  are  being 
stressed  or  that  the  effects  will  not  be 
manifested  over  time  as  changes  in 
productivity,  mortaUty  or  distribution. 

Factor  (B) — Overutilization  for 
Commercial.  Recreational.  Scientific  or 
Educational  Purposes 

As  a  result  of  commercial  whaling 
operations,  the  gray  whale  was  severely 
depleted  by  the  early  1900's.  After  1946, 
commercial  harvesting  of  gray  whales 
was  banned  by  the  International 
Convention  for  the  Regulation  of 
Whaling.  Between  1959  and  1969,  a 
total  of  316  gray  whales  were  killed 
under  Special  Scientific  Permits  off 
California.  (A  significant  amount  of  gray 
whale  life  history  data  came  from  these 
animals  (see  for  example.  Rice  and 
Wolman  1971).) 

Eskimos  Uving  on  the  shores  of  the 
northern  Bering  Sea  and  the  Chukchi 
Sea  have  hunted  whales  for  perhaps 
several  thousand  years.  Estimated 
aboriginal  takes  of  the  eastern  Pacific 
stock  prior  to  depletion  of  gray  whales 
ranged  fi^m  about  156  per  year  (years 
1600-1750)  to  186  per  year  (years  1850- 
1860)  with  a  period  hi^  of  263  per  year 
(years  1751-1850).  Subsequent  declines 
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after  1850  wera  du«  to  reducUons  in 
native  populationa.  lots  of  traditional 
native  cutturM  under  the  influence  of 
Western  todety  end  reduction  of  the 
gray  whale  stock  due  to  commercial 
whaling  (Mitchell  and  Reeves  1990, 
IWC  1990). 

In  Alaska  recently,  the  catch  consists 
mostly  of  bowheed  whales,  with  few 
gray  whales  being  intentionally  taken 
(Marquette  and  Braham  1992).  However, 
on  the  Qiukotka  coaat  of  Russia,  the 
catch  has  consisted  almost  entirely  of 
gray  whales.  Since  1969,  when  the 
aboriginal  bunt  ceesed  as  a  result  of  a 
large  number  of  "stnick-and-lost" 
whales  (Yablokov  et  al.  1984).  gray 
whales  have  been  taken  by  the  Russian 
Government  for  the  C3iukchi  Eskimos 
using  one  modem  catcher  boat  The 
total  aboriginal  catch  in  Russia  has 
averaged  about  165  gray  whales  per  year 
since  1967.  The  current  catch  limit  set 
by  the  IWC  is  179  per  year.  10  of  which 
the  United  States  informed  the  IWC  at 
the  1991  plenary  session  that ". . .  it  is 
not  requesting  and  will  not  in  future 
years  request  an  allocation  or  use  of  10 
grey  whales"  (IWC  1992).  In  1990.  the 
Soviet  Union  requested  a  three  year 
extension  of  their  quota  indicating  that 
this  level  would  satisfy  local  needs 
(IWC  1992).  This  authorized  subsistence 
catch  of  gray  whales  is  believed  to  be 
well  below  the  sustainable  yield 
estimated  to  be  approximately  670  (95 
percent  confidence:  490-850:  IWC  1990) 
and  therefore  is  not  likely  to  be 
significantly  impacting  the  stock. 

The  question  oas  arisen  whether  non- 
Alaskan  natives  would,  in  the  near 
future,  pursue  traditional  whaling  and 
sealing  activities.  To  date,  only  the 
Makah  Tribe  has  expressed  such  an 
interest,  but  it  is  uncleer  at  this  time 
whether  they  would  be  interested  in 
pursuing  open-boet  whaling  or  could 
satisfy  subsistence  andyor  cultural  needs 
by  other  means.  For  any  Native 
American  group  to  begin  harvesting 
large  whales,  they  would  need  to 
demonstrate  a  subustence  need  and 
request  (through  the  Bureau  of  Indian 
Affairs)  the  U.S.  Commissioner  to  the 
IWC  to  petition  that  body  for  a  portion 
of  the  subsistence  quota  for  grey  whales. 
Such  a  scenario  is  considered  unlikely 
at  this  time. 

The  question  of  whether  commercial 
whaling  on  grey  whales  would  resume 
in  the  near  future  has  also  been  raised. 
In  order  for  commercial  whaling  to 
resume,  the  IWC  would  need  to 
reclassify  the  grey  whale  as  an  "initial 
population  slock"  (see  discussion 
elwwlMre  in  the  preamble),  and 
terminate  its  whaling  moratorium. 
NMFS  concludes  that  current  and 
anticipated  uses  for  commercial. 


recreational,  scientific  or  educational 
purposes  do  not  poee  a  danger  of 
extinction  to  this  species  now  or  in  the 
foreseeable  future. 

Factor  (C)— Disease  or  Predation 

The  natural  mortality  rate  of  the  gray 
whale  is  low.  approximately  a056  for 
adults  and  0.132  for  juveniles  (Reilly 
1981).  There  is  no  information 
Indicating  that  disease  or  predation 
constitutes  a  threat  to  the  continued 
welfare  of  the  species. 

The  killer  whale  [Orcinus  orca) 
appears  to  be  the  only  non-human 
predator  on  gray  whdes.  Evidence  from 
the  necropsy  of  39  gray  whales  that 
stranded  on  St.  Lawrence  Island 
indicated  that  16  had  been  killed  by 
kiUer  whales  (Fay  et  al.  1978).  The 
mortality  rate  from  killer  whale  attacks 
is  unknown.  However,  the  frequency  of 
tooth  scars  on  gray  whale  carcasses 
indicates  that  killer  whale  attacks  are 
often  not  fatal. 

Moderate  numbers  of  gray  whale 
calves  strand  in  and  near  the  nursery 
lagoons  and  along  the  southern 
California  coast  (Swartz  and  K>nes 
1983).  In  addition,  a  few  adults  strand 
every  year  throughout  their  range,  but 
the  niunben  appear  low  compared  with 
the  size  of  the  population  (Rice  et  al. 
1984).  While  mortality  rates  due  to 
stranding  cannot  be  calculated  (Rice  et 
al.  1984)  stranding  data  may  provide 
insights  whether  strandings  are  due  to 
natural  or  anthropogenic  ractors. 

In  1989,  29  (three  possible  recounts) 
grey  whales  were  reported  stranded  in 
Alaska  from  the  area  from  Prince 
WilUam  Sound  to  the  Alaskan 
Peninsula  and  into  Bristol  Bay  around 
the  time  of  the  Exxon  Valdez  oil  spill; 
nine  (two  possible  recounts)  of  those 
animals  were  reported  stranded  near  the 
southern  end  of  Kodiak  Island, 
southwest  and  down-current  of  the  oil 
spill  area.  While  this  number  was 
significantly  greater  than  earlier  years 
when  only  six  %vere  documented 
between  Kayak  Island  and  Unimak  Pass 
(Zimmerman  1989),  this  may  be 
attributed  to  the  timing  of  the  search 
effort  coinciding  with  the  northern 
migration  of  gray  whales  augmented  by 
the  increased  search  effort  in  the  oil 
spill  area  (Loughlin,  in  prep.).  In  1990, 
26  gray  whales  wera  counted  off  the 
southern  end  of  Kodiak  Island.  Surveys 
of  the  other  areas  were  not  conducted 
that  year.  Although  some  gray  whales 
were  reported  in  1989  to  have  oil  on 
their  baleen,  apparently  none  had  oil  in 
the  digestive  tract  (Moore  and  Clark  as 
reported  in  IWC  1990).  This  is  not 
unexpected  considering  that  dead 

whales  at  see  generally  float  vrith  the 

ventral  surface  up  and  the  mouth  open. 


The  relationship  between  these 
strandings  to  the  oil  spill  remains 
conjectural  at  this  time. 
Recent  strandings  reported  along  the 

Washington/Oregon  coast  have  also 
been  higher  than  the  mean  for  the  past 
2  years,  but  as  indicated  in  Table  1 
below,  not  higher  than  historic  records 
(AFSC  stranding  data).  The  majority  of 
the  animals  stranding  in  Washington 
watera  in  1990  and  1991  apparently 
died  outside  Puget  Sound  and  wera 
carried  by  currents  to  the  outer  coast  of 
Washington  and  the  Straits  of  Juan  de 

Fuca. 

NMFS  concludes  that  disease  or 
predation  do  not  pose  a  danger  of 
extinction  to  this  species  now  or  in  the 
foreseeable  future. 

Table  1.  Recent  Stranoinq  along  the 
Washington/Oregon  Coast 


Ymt 

Num- 
ber 

Yaar 

Hun- 

Y«af 

Hum- 
bar 

1963 

1966  _ 

1966 

1992  

8 
2 

4 
•3 

1964 
1967 
1990 

15 

9 
15 

1966 
1968 
1991 

2 
10 
12 

•To 


Factor  (Dh— Inadequacy  of  Existing 
Regulatory  hdechanisms 

Existing  laws  and  regulations  are 
considered  adequate  for  the 
conservation  of  the  gray  whale.  Under 
the  protection  of  the  IWC,  the  MMPA 
and  the  ESA,  the  eastern  North  Pacific 
gray  whale  stock  has  recovered  to  near 
or  above  its  estimatedl  pre-commerdal 
exploitation  population  size.  Most  of  the 
protective  measures  for  the  gray  whale 
would  remain  even  without  listing 
under  the  ESA.  The  gray  whale  would 
remain  protected  in  the  United  Statee 
under  the  MMPA  and  the  Whaling 
Convention  Act,  internationally  imder 
the  International  Convention  for  the 
Regulation  of  Whaling,  as  well  as  under 
national  legislation  in  Canada,  Mexico, 
and  Russia,  although  the  effectiveness  of 
this  legislation  is  not  fully  known. 

Mexico  has  particularly  detailed 
legislation  protecting  the  calving 
lagoons  from  disturbance  (Klinowska 
1991).  In  1972. 1975.  and  1979 
respectively^the  Mexican  Government 
designeted  the  major  calving  lagoons  of 
Lagima  Ojo  de  Liebre.  Laguna  Guerrero 
Negro,  and  Laguna  San  Ignacio  in  Baja 
California  as  gray  whale  refuges.  These 
refuges  account  for  approximately  73 
percoit  of  calf  productivity  and  are  the 
lagoons  that  most  of  the  U.S.  toiu-  boats 
and  private  tourists  visit.  The  nimiber  of 
vessels  allowred  in  these  legoons  at  any 
one  time  is  limited  bv  permit  to  two 
vessels  at  a  time,  and  entry  into  the 
middle  and  upper  (Ojo  de  Uebra  and 
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San  Ignado)  and  upper  (Guerrero  Negro) 
lagoon  areas  is  foroiddan  firom 
December  15  to  Mardi  15.  althou^  as 
documented  by  Jones  and  Swraitx  (1984) 
at  Laguna  San  Ignado,  compUanoe  is 
not  absolute.  Mexico  issues  individual 
pwmits  to  each  vessel  which  spedfy  the 
number  of  days  a  vessel  may  remain 
within  the  lagoon,  the  number  of 
passengers  it  may  carry,  the  number  of 
sldfk  it  may  laundi  and  the  kinds  of 
activities  permitted,  such  as  wfaala 
watdiing.  shore  exploration,  etc  Oones 
and  SwarU  1984).  Violation  of  the 
permit  requirements  leads  to  a 
revocation  of  the  permit.  In  order  to 
provide  additional  protection  for  gray 
whales  within  Mexico  waters,  the 
Government  of  Mexico  is  in  the  process 
of  implemmiting  its  own  standanls  for 
governing  whale  watching  activities. 
However,  the  level  of  enforcement  in 
the  Mexican  lagoons  is  not  fully  known 
at  this  time. 

Although  unclassified  in  the  "Red 
Book"  (i.e.  not  listed  as  threatened)  by 
the  International  Union  for  the 
Conservation  of  Nature  (see  Klinowska 
1991).  additi<mal  protection  is  afforded 
internationally  under  the  Convention  on 
International  Trade  in  Endangered 
Species  of  Wild  Fauna  and  Flora 
(CITES).  CITES  was  created  to  prevent 
spedes  from  becoming  threatened 
through  international  trade  (Wells  and 
Barzdo,  1991)  and  prohibits  commerdal 
trade  in  seriously  threatened  spedes. 
which  are  listed  in  CITES  Appendix  L 
Trade  in  Appendix  I  spedes.  such  as  the 
gray  whale,  may  be  authorized  only  in 
exceptional  circumstances  (e.g., 
scientific  research),  and  provided  the 
import  is  not  for  commerdal  purposes. 
All  international  shipments  must  be 
covered  by  an  export  permit  from  the 
country  of  origin  and  an  import  permit 
from  the  country  of  destination.  There  is 
no  indication  that  any  change  in  the 
gray  whale's  status  under  CITES  is 
contemplated  by  any  of  its  members  and 
any  change  in  status  would  require  a 
majority  vote  of  the  member  nations. 

in  the  United  States,  irrespective  of 
the  outcome  of  this  action,  a€:tivities 
that  take  marine  mammals  are 
prohibited  unless  authorized  or 
exempted  under  the  MMPA.  The 
inddental  take  of  marine  mammals  may 
be  authorized  in  limited  drciunstanoes 
under  an  MMPA  small  take  exemption. 
Oil  and  gas  exploration  activities,  for 
example,  are  eligible  to  apply  for  a  small 
take  exemption  under  section  101(a)(5) 
of  the  MMPA.  Under  a  Small  Take 
Exemption,  NMFS  requires  the  oil  and 
gas  industry  to  take  appropriate 
measures  to  minimize  impacts  to  gray 
whales  and  to  condud  exploration 
activities  in  such  a  way  as  to  reduce  the 


likelihood  of  adversely  affecting  the 
gray  whale.  The  Letters  of  Authorization 
also  indude  requirsments  for 
nKHiitoring  and  reporting.  For  the  1991/ 
92  exploration  season,  NMFS  issued 
five  Letters  of  Authorization  (50  FR 
47742,  Sept.  20, 1991)  but  only  one  fior 
the  1992/93  season.  NMFS  annualW 
reviews  the  conditions  under  whicn 
these  Letters  are  issued  to  ensure  that 
gray  whales,  other  marine  mammals  and 
their  habitats  remain  adequately 
proteded. 

While  section  7  consultations  imder 
the  ESA  would  cease  for  the  gray  whale 
once  the  eastern  stock  is  delisted, 
coastal  habitat  critical  for  the  continued 
well-being  of  the  gray  whale  would  be 
protected  within  waters  under  the 
jurisdiction  of  the  United  States  through 
other  laws  such  as  the  National 
Environmental  Policy  Ad,  the  Clean 
Water  Ad.  MARPOL  (the  Anti-Dumping 
Ad),  the  Marine  Protedion,  Researdi 
and  Sanctuaries  Act,  (ocean  dumping), 
sedions  10  and  404  of  the  Rivers  and 
Harbors  Ad  of  1899  and  the  Oil 
Pollution  Ad  of  1990  which  will 
require,  among  other  things,  double- 
hulled  tankers  within  U.S.  waters  by 
2015.  Consultations  will  also  continue 
under  the  Outer  Continental  Shelf 
Lands  Ad  Amendments. 

NFMS  concludes  that  the  antidpated 
regulatory  mechanisms  are  adequate  for 
the  conservation  of  this  spedes. 

Factor  (E) — Otyier  Natural  or  Man-made 
Factors  Affecting  its  Continued 
Existence 

In  addition  to  those  man-made  fadors 
affecting  the  gray  whale's  continued 
existence  which  were  discussed  under 
Fadors  A  and  C  above,  gray  whales  are 
also  impacted  by  inddental  take  in 
commerdal  fishing  operations. 

The  fad  that  gray  whales  migrate  in 
a  narrow,  nearshore  corridor  where 
commerdal  fishing  activities  are 
concentrated  leads  to  encounters  and 
entanglement  in  gear  fiom  several 
commerdal  fisheries.  Norris  and 
Prescott  (1961)  document  entanglement 
in  gillnets  since  the  late  1950s.  Data 
from  the  NMFS-administered  stranding 
networks  document  that  ccMnmerdal 
gillnet  fisheries  take  gray  whales 
inddental  to  fishing.  NMFS'  Southwest 
Region  has  maintained  records  of 
reported  gray  whale  entanglements  in 
California  gillnet  fisheries  since  the 
1984/85  migration.  The  number  of 
entanglements  has  varied  fiom  a  low  of 
seven  entanglements  and  no  mortality 
during  the  1985/86  migration  to  a  hi^ 
of  15  entanglements  and  three 
mortalities  during  the  1986/87 
migration.  The  number  of 
entanglements  and  deaths  dedined 


during  th«  1987/88  migration  to  seven 
mtan^ements  and  one  mortality.  This 
reduction  in  entanglements  may  have 
been  due  to  regulations  implemented  by 
the  State  of  Owfomia  in  th«  fall  of  1987 
that  require  fi^ermen  to  construd  dieir 
nets  so  that  whales  can  break  through 
them  and  that  prohibit  filling  near 
ma)or  whale  oMicentratians.  HoweiTar, 
no  study  vras  cooductod  to  (piantify  the 
^BadiveiieM  of  those  ragulatioos  and 
the  decline  in  entanglement  could  be 
due  to  natural  variation.  In  1990  and 
1991,  no  gray  mdiales  wore  npotieA 
entaiigled  in  gillnat  fisheries  in 
Califinnia  (Perkins  and  Barlow  1992). 

It  should  be  rBCOgnizad  that  under  the 
MMPA,  dM  inddental  taking  of 
endangered,  threatened  or  dapleted 
spedes  was  illegal  imtil  1989.  making 
the  fishwman  sub)ed  to  penalty.  It  is 
presumed  that  the  potential  for 
prosecution  may  lead  to  underrepoitiDg 
of  inddental  takings.  In  1988, 
amendments  to  the  MMPA  authorised 
the  inddental  (but  not  intentional) 
taking  of  depleted  spedes  during 
commerdal  fishing  operations  under 
section  114  of  the  MMPA  until  Odober 
1, 1993.  However,  under  the  ESA, 
takings  of  endangered  spedes  inddental 
to  commerdal  filing  operations  cannot 
be  authorized  under  section  7  of  the 
ESA,  leaving  the  issue  uiuesolved.  The 
NMFS  legislative  pn^KMal  to  Congress 
to  govern  fisheries  afiuar  Odober  1, 1993 
(see  56  FR  23958,  May  24. 1991) 
proposes  to  authorize  a  limited 
inddental  take  of  depleted,  threatened 
or  endangered  spedes  and  to  amend  the 
MMPA  to  authorize  takes  inddental  to 
commerdal  fishing  activities  under 
sedion  101(a)(5).  Under  that  propoaal. 
all  provisions  of  the  ESA  would  apply 
as  well.  That  proposal,  if  implemented 
by  law,  however,  would  not  likely  result 
in  an  increase  in  gray  whale  mortality, 
since  commerdal  fisheries  would  be 
regulated  through  seasonal,  area  or  gear 
restrictions  to  reduce  marine  mammal 
mortality  to  insignificant  levels 
approaching  a  zero  rate.  In  addition, 
observers  could  be  placed  onboard 
vessels  operating  in  any  fishery  that 
takes  marine  mammals  and  quotas 
would  be  enforced  through  fishery 
restridions  based  upon  observer  reports. 

The  California  Detriment  of  Fish 
and  Game  (CDF&G)  observed  one 
entangled  balaenopterid  (probably  a 
minke  whale)  during  177  observw  days 
spent  monitoring  the  shark  and 
swordfish  drift  net  fishery  in  1980. 
CDFkG's  southern  Calif(»nia  set-net 
monitoring  program  monitored  lixnA  5 
percent  of  the  fishing  effort  ban  1983 
throuj^  1986  and  obeerved  no  gray 
whale  entanglements  (Collins  et  al. 
1984, 1985, 1986;  V(^ovich  et  al.  1987). 
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Likewise.  CDF&G  set-net  observers  in 
northern  California  reported  no  gray 
whale  entanglements  during  monitoring 
of  about  1  percent  of  the  fishing  effort 
from  1984  through  198?  (Wild  1985. 
1986). 

In  the  Pacific  Northwest,  gray  whales 
have  been  observed  entangled  in  salmon 
set-nets  off  northern  Washington  and  in 
crab  pot  lines  off  Oregon.  These 
entanglements  are  infrequent,  occurring 
once  every  1  to  3  years  in  the  set-net 
fishery  and  once  every  3  to  5  years  in 
the  crab  fishery  (NMFS  1991). 

Heyning  and  Dahlheim  (in  press) 
reported  on  strandings  and  incidental 
takes  of  gray  whales  from  Alaska  to 
Mexico  for  the  years  1975-1988.  Gray 
whale  strandings  were  examined 
carefully  to  document  whether  the 
animal  had  been  entangled  in  fishing 
gear.  Some  known  fishery  kills  of  gray 
whales  bore  no  evidence  of 
entanglement  after  stranding,  despite 
thorough  examination  (Heyning  and 
Lewis  1990).  Data  fitim  the  Heyning  and 
Lewis  study  suggested  that  (1)  sexually 
immature  animals  represented  90 
percent  of  all  strandings:  and  (2)  gray 
whale  mortahty  related  to  fisheries 
interactions  is  likely  insignificant 
relative  to  the  present  population  size. 

Minimal  estimates  of  fisheries-related 
mortality  for  stranded  gray  whales 
ranged  from  8.7  to  25.8  percent 
(Heyning  and  Dahlheim  in  press).  None 
of  the  20  animals  documented  in  that 
report  from  Alaskan  feeding  grounds 
had  indications  of  entanglement  in 
fishing  gear.  In  the  Gulf  of  Alaska  and 
Alaskan  Peninsula  area,  four  animals 
out  of  29  (13.8  percent)  that  stranded 
were  involved  in  fishing  gear.  Baird  et 
al.  (1990)  reviewed  the  available 
information  for  British  Columbia  and 
found  four  animals  out  of  39  strandings 
(11.1  percent)  were  involved  in  fishing 
gear.  They  noted  that  if  they  included 
only  the  15  strandings  that  were 
carefully  examined,  then  26.7  percent  of 
mortalities  were  fisheries  related. 

The  fisheries  related  mortaUty  for 
Washington,  Oregon  and  northern 
California  are  eig^t  out  of  50  (16 
(Mrcent).  two  out  of  23  (8.7  percent), 
and  six  out  of  47  (12.8  percent), 
respectively.  In  southern  California, 
more  carcasses  have  been  examined 
thoroughly  and  25  out  of  92  (25.8 
percent)  were  mortalities  related  to 
fishing  operations.  Heyning  and  Lewis 
(1990)  have  reviewed  baleen  whale 
entanglements  in  this  region  and  found 
that  the  majority  of  gray  whale 
entanglements  involved  immature 
animals  but  not  calves.  Almost  two- 
thirds  of  these  entanglements  occurred 
during  the  northbound  migration. 


Based  upon  the  information  acquired 
to  date,  but  recognizing  the  scarcity  of 
that  information.  NMFS  concludes  that 
gray  whale  mortality  related  to  fisheries 
interactions  is  Ukely  insignificant 
relative  to  the  present  population  size. 

NMFS  concludes  that  there  are  no 
known  or  anticipated  other  natural  or 
man-made  factors  that  pose  a  danger  of 
extinction  to  this  species  either  now  or 
in  the  foreseeable  future. 

Consultations  undec  Section  7  of  the 
ESA 

A  chronology  of  consultations  with 
MMS  on  oil  and  gas  activities  and 
NMFS'  assessed  impacts  on  gray  whales 
was  published  in  the  proposed  rule  (56 
FR  58869.  November  22. 1991).  Please 
refer  to  that  document  for  further 
information  on  this  subject.  A  copy  of 
the  reanalysis  of  the  biological  opinions 
on  the  impacts  of  oil  and  gas  activities, 
which  was  based  on  information  and 
data  described  in  this  final 
determination,  is  available  upon  request 
(see  ADDRESSES).  See  also  the  discussion 
under  Factor  (A)  above. 

Discussion 

An  endangered  species  is  any  species 
that  is  in  danger  of  extinction 
throughout  all  or  a  signfidant  portion  of 
its  range:  a  threatened  species  is  any 
species  that  is  likely  to  become  an 
endangered  species  within  the 
foreseeable  future.  The  ESA  requires 
that  any  determination  that  a  species  is 
endangered  or  threatened  be  made 
solely  on  the  basis  of  the  best  available 
scientific  and  commercial  information 
concerning  that  species  relative  to  the 
five  fectors  discussed  above. 

The  eastern  North  Pacific  stock  of  the 
gray  whale  has  recovered  to  near  or 
above  its  estimated  pre-commerdal 
exploitation  population  size.  It  is 
estimated  to  be  between  60  and  90 
percent  of  its  carrying  capacity  and  will 
probably  continue  to  increase  tutil 
density  dependent  factors  slow  the  rate 
of  growth.  NMFS  therefore  believes  that 
this  stock  is  not  currentlv  in  danger  of 
extinction  throughout  all  or  a  significant 
portion  of  its  range.  Moreover,  even 
though  the  eastern  Pacific  gray  whale 
stock  inhabits  coastal  waters  that  are 
increasingly  impacted  by  human 
activities,  the  stock  continues  to 
increase  and,  therefore,  is  not  likely  to 
become  an  endangered  species  again 
within  the  foreseeable  future  throughout 
all  or  a  significant  portion  of  its  range. 
Based  upon  the  assessments  discussed 
above,  NMFS  believes  that  individual 
and  cumulative  impacts,  while  they 
may  have  the  potential  to  affisct 
adversely  the  eastern  North  Pacific  gray 
whale  stock,  are  not  likely  to  jeopardize 


its  continued  existence.  Therefore, 
NMFS  believes  the  eastern  North  Pacific 
stock  of  the  gray  whale  should  be 
removed  from  the  List  of  Endangered 
and  Threatened  Species  under  the  ESA. 

Some  commenters  contend  that 
although  the  stock  is  not  currently 
threatened,  human  activities  have  the 
potential  to  threaten  the  stock  in  the 
hiture.  For  the  most  part,  they  fear  that 
the  IWC  may  allow  the  resimiption  of 
commercial  whaling:  that  oil  and  gas 
exploration  either  planned  or  under  way 
along  the  continental  shelf  could 
seriously  harm  whales  that  use  these 
coastal  areas:  and  that  potential 
cumulative  impacts  may,  in  the  future, 
threaten  the  gray  whale's  survival. 
However,  potential  future  threats,  as 
opposed  to  actual,  present-day  threats, 
are  neither  sufficient  to  justify  listing  a 
species  nor  sufficient  for  retaining  a 
recovered  species  on  the  List  according 
to  the  factors  that  must  be  considered 
under  the  ESA.  If  they  were.  then,  as 
noted  by  Brownell  et  al.  (1989). 
"•  •  •  the  majority  of  the  world's 
animals  would  have  to  be  included  on 
the  List,  as  large  numbers  of  species  are 

Eotentially  threatened  by  the  growth  of 
uman  populations,  current  rates  of 
habitat  destruction,  and  other  harmful 
activities."  NMFS  believes  that  the 
increasing  abundance  of  this  stodc.  in 
close  proximity  to  human  coastal 
development,  industrial  activity  and 
vessel  traffic,  suggests  that  this  stock  has 
the  resiUency  to  adjust  to  human 
activities  with  few  apparent  adverse 
effects. 

However,  because  the  gray  whale  is 
exposed  frequently  to  human  activities, 
and  cumulative  impacts  may  result  in 
some  indirect  effects,  long-term 
monitoring  of  the  status  of  the  gray 
whale  stock  will  be  conducted  (see 
Monitoring  below). 

Removing  the  eastern  North  Pacific 
gray  whale  stock  bom  the  List  will  not 
result  in  a  major  reduction  in 
protection.  While  the  protections  and 
prohibitions  of  the  ESA,  including  the 
consultation  requirements  of  section  7, 
will  cease  to  apply,  the  gray  whale  will 
remain  subject  to  prohibitions  against 
taking  under  the  MMPA.  Habitat 
concerns  will  continue  to  be  addressed 
under  several  other  laws.  In  addition, 
because  the  species  also  remains 
protected  under  the  U.S.  Whaling 
Convention  Act  and  the  International 
Convention  for  the  Regulation  of 
Whaling,  the  number  of  gray  whales 
authorized  to  be  taken  for  subsistence 
purposes  will  continue  to  be  limited  by 
the  IWC. 

NMFS  also  believes  that  the  western 
Pacific  gray  whale  stock,  which  is 
geographically  isolated  from  the  eastern 
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stock,  has  not  reco»swd  and  should 
remain  lislod  as  sndangarad. 

Coordinatkni 

Ib  accordancs  with  section  4(a)(2)  of 
the  ESA.  NMFS  requested  the 
concurrence  of  the  Department  of  the 
hiterior  on  this  proposal  when  it  was 
published  on  November  22, 1991. 
Concurrence  on  the  proposal  was 
received  in  a  letter  dated  March  4. 1992. 
As  the  FWS  maintains  and  publishes 
the  List  in  50  C7R  part  17  for  all  spedes 
determined  by  NMFS  or  FWS  to  be 
endangered  or  threatened,  the  FWS  is 
encouraged  to  promulgate  a  rule 
amending  the  List  by  removing  the 
"gray  whale"  and  replacing  it  with  the 
"Western  Pacific  (Korean)  gray  whale." 
Upon  completion,  NMFS  will 
implement  a  rule  to  remove  the  gray 
whale  from  the  list  of  species  found  in 
50  CFR  222.23.  NMFS  encourages  the 
FWS  to  take  timely  action  on  this 
.  request  and  will  assist  the  FWS  to  the 
greatest  extent  possible. 

Monitoring 

Section  4(g)  of  the  ESA  requires  that 
whenever  a  species  is  removed  from  the 
List,  the  Secretary  must  implement  a 
system,  in  cooperation  with  the  states, 
to  monitor  effectively  the  status  of  any 
species  that  has  recovered  to  the  point 
where  the  protective  measures  provided 
under  the  ESA  are  no  longer  necessary. 
This  monitoring  program  will  continue 
for  at  least  5  years  and,  if  at  any  time 
during  that  period  the  Secretary  finds 
that  the  species'  well-being  is  at 
significant  risk,  the  ESA  (section  4(b)(7)) 
provides  that  emergency  protective 
regulations  must  be  issued  to  ensure  the 
conservation  of  any  recovered  spedes. 

As  part  of  its  monitoring  pro^Bm, 
NMFS  intends  to  create  an  internal  Task 
Group  responsible  for  monitoring 
activities  potentially  impacting  gray 
whales,  lliis  Task  Group  will  consist  of 
NMFS  marine  mammal  sdentists 
familiar  with  either  gray  whale  biology 
or  related  subject  matter  and  will  be 
expected  to  coordinate  internal  research 
on  gray  whales,  encourage  independent 
research  in  areas  not  currently  funded 
or  investigated  by  NMFS,  and  serve  as 
a  quick  response  advisory  team  in  the 
event  of  any  catastrophic  event 
impacting  gray  whales.  The  Task  Group 
will  also  recommend  to  the  Assistant 
Administrator  for  Fisheries.  NOAA 
(Assistant  Administrator)  appropriate 
steps,  necessary  to  mitigate  any 
catastrophic  event,  induding  the 
reimposition  of  emergency  protedive 
measures.  Finally,  within  6  months 
following  the  conclusion  of  the  first  5- 
year  monitoring  program,  the  Task 
Group  will  condud  a  comprehensive 


"status  review"  of  the  gray  whak  dial 
will  be  forwarded  to  the  Assistant 
Administrator  for  approval  and  release 
to  the  general  public  for  review  and 

comment.  The  Task  Group  will  review 
and  .address  the  corammits  in  drafting  a 
final  report.  Inchided  in  that  report  will 
be  a  recommendation  on  whether  (1)  to 
continue  the  monitoring  program  for  an 
additional  5  years:  (2)  terminate  the 
monitoring  program;  or  (3)  reconsider 
the  statin  of  the  gray  whale  under  the 
ESA.  In  the  intervening  year  between 
the  conclusion  of  the  first  5-year 
monitoring  program  and  release  of  the 
final  report,  NMFS  will  continue  with 
its  monitoring  program. 

Although  recognizing  current 
budgetary  restraints.  NMFS  encourages 
the  MMS  and  other  Federal  agendes  to 
continue  studies  on  gray  whale 
distribution,  abundance,  and  habitat  use 
in  the  Bering,  Chukchi,  and  Beaufort 
Seas  and  on  the  impacts  of  seismic 
exploration,  offshore  drilling  activities, 
oil  spills,  and  vessel  traffic.  In  addition 
to  research  on  gray  whales  conduded  in 
the  United  States  through 
independently  funded  sources  and  in 
Mexico  by  the  Government  of  Mexico, 
NMFS  plans  to  condud  the  following  as 
part  of  its  monitoring  program: 

(1)  Monitor  the  status  of  the  gray 
whale  and  habitats  essential  to  its 
survival; 

(a)  Condud  a  bionnial  population 
assessment  to  indude: 

(i)  A  census  of  the  southbound 
migration  for  comparison  with  historical 
research; 

(ii)  Carry  out  research  as  needed  to 
determine  any  potential  biases  in  the 
estimation  of  procedures  (e.g.,  offshore 
distribution,  tails  of  the  migration, 
night-time  migration  rates); 

(iii)  Estimate  population  productivity 
using  data  obtained  from  (i)  and  (ii) 
above,  and  from  fife  history  studies,  as 
may  be  appropriate,  such  as  calf 
produdion;  and 

(iv)  A  determination  of  the  shape  of 
the  production  curve  of  the 
population — that  is,  the  "point"  or 
series  of  estimates  that  suggest  that  the 
population  has  reached  its  carrying 
capacity. 

(2)  Continue  monitoring  the  level  and 
frequency  of  gray  whale  mortality 
through  small  take  and  commerdal 
fishery  exemptions,  stranding  programs 
and  other  activities. 

13)  As  part  of  the  stranding  network, 
monitor  trends  in  the  levels  of 
contaminants,  including  hydrocarbons^ 
organochlorines,  heavy  metals  and  EMJT, 
in  gray  whales  by  conduding  bioassays 
of  all  available  stranded  animals. 

In  addition  to  its  required  monitoring 
program,  NMFS  antidpates  taking  the 


following  actions  to  ensure  the 
continued  well-being  of  gray  whales: 

(1)  Implement  whale  watching 
regulations  for  U.S.  citiaens  and  others 
within  the  U.S.  EEZ  and  promote  with 
Mexico  and  Canada  the  use  of  similar 
standards  for  whala  watching  tvithin 
their  waters. 

(2)  To  the  extent  possible,  encourage 
MMS  to  continue  studies  to  determine 
the  impads  of  oil  spills;  vessel  traffic, 
including  noise;  smsmic  expkxratiao; 
and  offshore  drilling  activities  on  gray 
whales  and  thmr  benthic  food  resources. 

(3)  To  the  extent  possible,  continue 
and  promote  increased  oo<^>erative 
studies  with  Mexico  to  monitor  habitat 
use  and  the  impads  of  whale  Mratching 
on  the  Mexican  breeding/calving 
grounds;  encourage  the  enforcement  of 
gray  whale  sanctuary  regulations  in 
Mexico;  and  encourage  <^>erators  of  U.S. 
whale  watch  vessels  to  observe  Mexican 
sanctuary  regulations. 

(4)  Continue  partidpation  in  the  IWC 
and  its  Subcommittee  on  Proteded 
Spedes  and  Aboriginal  Subsistence 
Whaling,  in  order  (among  other  things), 
to  coordinate  research  on  gray  whales 
by  member  nations,  in  particular 
surveys  of  western  Pacific  areas  for 
estimating  abundance  of  the  Okhotsk 
stock,  photo-identification  studies,  and 
DNA/carbon  isotope  work. 

References 

A  copy  of  the  references  used  in  this 
document  is  avail^le  upon  request  (see 
ADDRESSES). 

Determination 

Based  upon  the  assessments 
discussed  above,  NMFS  has  determined 
that  the  eastern  North  Pacific  gray  whale 
stock  has  recovered  to  near  its  estimated 
original  population  size  and,  while 
individual  and  cumulative  impads  may 
have  the  potential  to  affed  adversely  the 
eastern  stock,  that  stodc  is  neither  in 
danger  of  extindion  throughout  all  or  a 
significant  portion  of  its  range,  nor 
likely  to.again  become  endangered 
within  the  foreseeable  future  throughout 
all  or  a  significant  portion  of  its  range. 
Therefore,  NMFS  has  determined  that 
the  eastern  North  Padfic  stock  of  the 
gray  whale  should  be  removed  bom  the 
List  of  Endangered  and  Threatened 
Species  under  the  ESA.  NMFS  has  also 
determined  that  the  western  Padfic  gray 
whale  stock,  which  is  geographically 
isolated  from  the  eastern  stock,  has  not 
recovered  and  should  remain  listed  as 
endangered. 
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Deted:  December  30. 1992. 
WiUi«MW.F*x.Jr.. 
Assistant  Administrator  for  Fisheries. 
(FR  Doc.  93-40  Filed  1-6-92;  8:45  ami 
MUJNOCOOC  Mie-a-M 

(Dedwl  No.  •20644-2324] 

Ueting  Endangered  and  Threitoned 
Speciee;  Nofthem  Offehof*  Spotted 
Dolphin 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  NOAA.  Commerce. 
ACTION:  Notice  of  Determination;  Status 
Review.      

SUMMARY:  NMFS  determines  that  a 
proposal  to  list  the  northern  offchore 
spotted  dolphin.  Stenella  attenuata,  as 
"threatened"  under  the  Endangered 
Species  Act  (ESA)  is  not  warranted  at 
this  time.  TTiis  determination  follows  an 
NMFS  announcement  indicating  that 
the  geographic  boundaries  which  have 
delineated  the  stock  structure  for 
spotted  dolphins  in  the  eastern  Tropical 
PaciRc  (ETP)  should  be  revised.  The 
petition  received  by  NMFS  to  list  the 
northern  offshore  spotted  dolphin  as 
threatened  addressed  the  status 
(abundance  and  fishery-induced 
mortality)  of  this  stock  using  previously 
accepted  geographic  boundaries,  and 
not  the  currently  accepted  boundaries 
for  stock  structure  in  the  ETP.  Changes 
in  the  stock  structure  indicate  that  the 
northern  offshore  stock  of  spotted 
dolphin  as  identified  in  the  petition  is 
no  longer  a  valid  biological  or 
management  unit.  Based  on  the  best 
available  information.  NMFS  believes 
that  the  northern  offshore  spotted 
dolphin  does  not  fall  within  the 
dehnition  of  "species"  under  the  ESA 
and,  therefore,  is  not  eligible  for  listing 
under  the  Act. 

DATES:  Comments  and  information 
concerning  the  status  of  the 
northeastern  stock  and  the  western/ 
southern  stock  of  offshore  spotted 
dolphins  must  be  received  by  NMFS  by 
February  17, 1993. 
ADDRESSES:  Comments  can  be 
forwarded  to  Dr.  Michael  F.  Tillman, 
Acting  Director,  Office  of  Protected 
Resources,  1335  East-West  Highway, 
Silver  Spring.  MD  20910. 
FOR  FURTHER  INFORMATKW  CONTACT: 
Michael  Payne,  NOAA/NMFS.  Office  of 
Protected  Resources,  1335  East- West 
Highway,  Silver  Spring,  MD  20910  (301/ 
713-2322). 
SUPPtEMENTARY  INFORMATION: 

Background 

On  October  31, 1991,  the  Center  for 
Marine  Conservation  (CMC)  petitioned 


NMFS  to  add  the  northern  offshore 
spotted  dolphin  (S.  attenuata)  to  the 
U.S.  List  of  Endangered  and  Threatened 
Wildlife  as  a  threatened  species.  Under 
section  4(b)(3)(A)  of  the  ESA,  a 
determination  must  be  made  whether 
the  petition  presents  substantial 
scientific  or  commercial  information 
indicating  that  the  petitioned  action 
may  be  warranted.  If  a  petition  is  foimd 
to  present  such  information,  a  review  of 
the  status  of  the  species  concerned  is 
mandated.  NMFS  determined  that  the 
petition  presented  substantial 
information,  and  that  the  petitioned 
action  may  be  warranted  (56  FR  65724. 
Dec.  18. 1991).  To  ensure  a 
comprehensive  review.  NMFS  solicited 
information  and  comments  concerning 
the  petition.  Comments  and  further 
information  on  this  petition  were 
accepted  by  NMFS  until  January  17, 
1992. 

NMFS  was  also  petitioned  by  the 
Defenders  of  Wildlife  and 
Environmental  Solutions  International 
to  designate  the  northern  offshore 
spotted  dolphin  as  threatened  under  the 
ESA  on  January  23, 1992.  However,  this 
petition,  received  by  NMFS  on  January 
29. 1992,  was  formally  denied  for  the 
following  reasons:  (1)  NMFS  had 
already  received  the  petition  from  CMC 
to  designate  the  northern  offshore 
spotted  dolphin  as  threatened  under  the 
ESA,  and  had  determined  that  this 
petition  presented  information 
indicating  that  listing  may  be  warranted, 
and  (2)  the  latter  petition  essentially 
duplicated  the  previously  accepted 
p>etition.  NMFS  considered  the 
information  provided  in  the  denied 
petition  during  the  review  and 
evaluation  of  the  original  petition. 

At  the  time  the  original  petition  was 
received  on  October  31, 1991,  NMFS 
was  in  the  process  of  reviewing  new 
scientihc  information  regarding  this 
species.  On  November  13-14, 1991, 
NMFS  conducted  a  workshop  on  the 
status  of  ETP  dolphin  stocks  (referred  to 
as  the  Status  of  Porpoise  Stocks  (SOPS) 
Workshop]  to  review  these  data 
(DeMaster  et  al.,  1992).  Two  reports 
presented  at  the  SOPS  workshop,  Dizon, 
Perrin  and  Akin  (1992)  (referred  to  by 
the  commenters  and  workshop 
participants  as  SOPS-9),  and  Perrin  et 
al  (1991)  (referred  to  as  SOPS-15), 
presented  new  information  on  the  stock 
structure  of  ETP  dolphins  and  are  the 
basis  for  this  determination. 

Conmients  and  Responses 

NMFS  received  comments  in  response 
to  the  petition  to  list  the  northern 
offshore  spotted  dolphin  as  threatened 
under  the  ESA  that  addressed  the 
following  issues:  Abundance  and  trends 


of  the  northern  offshore  spotted 
dolphin,  quality  of  assessment  data, 
overutilization  and  fishery-induced 
mortality,  stock  boundaries  between  the 
offshore  populations  of  spotted  dolphin, 
quality  of  the  habitat,  and  regulations 
governing  the  take  of  dolphins  in  the 
purse-seine  fishery.  This  notice  focuses 
only  on  those  comments  addressing 
stock  structure,  and  the  definition  of 
stock  boundaries  for  offshore  spotted 
dolphins,  as  they  relate  to  the  status  of 
the  northern  offshore  spotted  dolphin. 

Comments:  The  data  indicating 
geographical  separation  of  the  northern 
and  southern  offshore  spotted  stocks 
were  questioned  by  several  commenters. 
One  commenter  cited  SOPS-15  as 
follows:  "present  management  units  are 
inconsistent  with  patterns  of  cranial 
variation;  spotted  dolphin  west  of  120 
degrees  W.  probably  should  not  be 
pooled  with  those  to  the  east  as  they 
show  closer  affinity  with  the  southern 
offshore  unit.  In  addition,  the  boundary 
between  the  northern  and  southern 
units  should  probably  be  moved  north 
to  about  5  degrees  N."  The  commenter 
continued,  "Perrin  noted  that  managing 
both  southern  and  western  offshore 
spotted  dolphins  as  one  stock  was 
consistent.  He  concluded  that 
combining  the  southern  and  western 
areas  into  a  single  management  unit 
should  be  considered  provisional." 

Several  commenters  noted  that  the 
participants  of  the  SOPS  workshop 
recommended  that  the  distribution  plots 
for  each  stock  be  updated  from  those 
prepared  for  the  1984  status  review. 

Regarding  the  status  of  ETP  spotted 
dolphin  stocks,  and  the  question  of 
where  to  draw  the  lines  delineating  the 
boundaries  for  the  northern  and 
southern  offshore  stocks,  one  of  the 
commenters  cited  S.T.  Buckland,  a 
workshop  participant,  as  follows: 
"Buckland  commented  that  (1)  the 
geographically  defined  management 
units  (previous  stock  boundaries)  are 
not  necessarily  biologically  meaningful; 
(2)  That  abundance  can  be  estimated  for 
a  management  unit,  but  trends  in 
abundance  must  often  be  determined  by 
pooling  stocks  that  are  thought  to  mix 
or  overlap  in  distribution;  and  (3)  where 
quota  management  is  considered 
appropriate,  quotas  should  be 
established  for  each  management  unit." 
The  commenter  continued  that  until 
such  time  as  NMFS  can  determine  the 
correct  boundary  lines  to  separate  the 
northern  and  southern  offshore  spotted 
dolphin  stocks,  no  estimate  of  the 
relative  abundance  of  either  stock  can 
be  made.  Further,  no  reliable  estimates 
of  the  ratio  of  the  ciirrent  population 
size  to  historical  size  can  be  made. 
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To  correct  these  deficiencies  in  the 
data  and  the  analysis,  two  commenters 
suggested  that  the  comment  period  to 
respond  to  the  petitions  to  list  the 
northern  spotted  dolphin  as  threatened 
under  the  ESA  [or  as  depleted  under  the 
Marine  Mammal  Protecti(xi  Act],  should 
be  extended  for  at  least  6  months. 
Alternatively,  one  commenter  suggested 
that  NMFS  should  determine  that  the 
petitioner  failed  to  provide  substantial 
information  indicating  that  the 
petitioned  action  is  warranted. 

Response:  The  documents  presented 
at  the  November  1991  SOPS  workshop 
have  subsequently  received  further 
review  by  NMFS.  Based  on  these  studies 
NMFS  believes  that  the  following 
changes  in  the  stock  structure  for 
spotted  dolphins  in  the  ETP  are 
warranted: 


Prevtous  stoch  structure 

New  stock  structure 

northern 

southern ™ 

coastal „„.... 

northeastera 

westem/kouthem. 

coastal 

The  petition  to  list  the  northern 
offshore  spotted  dolphin  as  threatened 
addressed  the  status  (abimdance  and 
fishery-induced  mortality)  of  the 
northern  offshore  spotted  dolphin  using 
previously  accepted  stock  structure  and 
geographic  boundaries,  and  not  the 
revised  boundaries  for  the 
"northeastern"  ofiishore  spotted 
dolphin.  Section  4(b)(3)(B)  of  the  ESA 
requires  that,  after  receiving  a  petition 
found  to  present  substantial 
information,  the  Assistant 
Administrator  for  Fisheries  must  make  a 
finding  within  12  months  that  either  the 
petitioned  action  is  warranted  and  then 
publish  a  proposed  regulation  to 
implement  the  petitioned  action,  or  that 
the  petitioned  action  is  not  warranted. 
The  ESA  has  no  provision  which  allows 
an  extension  of  the  12  month  period 
following  the  receipt  of  a  petition  if  a 
proposed  implementing  regulation 
cannot  be  published  because  new 
information  results  in  substantial 
disagreement  regarding  the  acciiracy  of 
the  available  data  relevant  to  the 
petitioned  action.  Even  given  the  recent 
changes  in  the  deUneation  of  the  stock 
boundaries  of  offshore  spotted  dolphins, 
and  the  potential  impact  that  such  a 
restructuring  has  on  the  petitioned 
action,  NMFS  cannot  extend  the  12 
month  period  prior  to  a  determination 
to  allow  for  additional  comments,  or  to 
allow  for  reanalyses  of  the  status  of 
offshore  spotted  dolphins  using  oirrent 
geographical  stock  Iraimdaries. 


Furthermore,  secrtion  4(b)  of  the  ESA 
requires  that  determinations  concerning 
hstings  be  made  solely  on  the  best 
scientific  and  commercial  data  available 
after  conducting  a  review  of  the  status 
of  the  spedes.  As  a  preUminary  matter, 
and  considering  recent  changes  in  the 
stock  structure  of  ETP  o&hore  spotted 
dolphins,  the  northern  offshore  spotted 
dolphin  must  first  fit  within  the 
definition  of  a  "species"  under  the  ESA 
before  it  can  be  considered  for  Usting. 

Determination  of  "Species"  Status 
Under  the  ESA 

Section  3(15)  of  the  ESA  defines 
"species"  to  include  "any  subspecies  of 
fis^  or  wildlife  or  plants,  and  any 
distinct  population  segment  of  any 
species  of  vertebrate  fish  or  wildUfa 
which  interbreeds  when  mature." 
Although  this  definition  of  "spedes" 
under  the  ESA  is  in  part  a  legal 
interpretation,  spedes  and  populations 
are  biological  concepts  that  must  be 
defined  on  the  basis  of  the  best 
scientific  data  available.  Based  on  the 
best  available  information  regarding  the 
stock  structure  of  ETP  dolphins,  NMFS 
beUeves  that  the  petitioned  stock  (the 
northern  offshore  spotted  dolphin), 
which  was  defined  by  now-rejected 
geographic  boundaries,  does  not  fall 
within  Ibe  definition  of  "spedes"  under 
the  ESA.  Therefore,  the  northern 
offshore  spotted  dolphin  is  not  eligible 
for  listing  under  the  ESA.  The  basis  for 
this  determination  is  provided  in  Dizon, 
Perrin  and  Akin  (1992).  and  Perrin  et  d. 
(1991). 

Determination  of  Listing  the  Northern 
Offiihore  Spotted  Dolphin  Under  the 
ESA 

After  a  thorough  analysis  of  all 
information  available,  including 
information  and  comments  received  in 
response  to  the  notices  referenced 
above,  and  based  on  the  best  available 
scientific  information  presented  at  the 
November  1991  SOPS  workshop,  and 
pubUshed  since,  NMFS  has  determined 
that  a  proposed  rule  to  list  the  northern 
offshore  spotted  dolphin  as  threatened 
under  the  ESA  is  not  warranted  at  this 
time.  This  determination  is  based  on  the 
interpretation  of  "species"  under  the 
ESA,  and  not  the  five  fectors  considered 
in  section  4(A)(1)  of  the  ESA. 

Conclusion 

NMFS  and  the  lATTC  are  re-assessing 
the  status  of  ETP  of&hore  stocks  of 
spotted  dolphin  using  the  redefined 
stock  boundaries.  NMFS  is  solidting 
information  and  comments  concerning 


the  status  of  the  northeastern  and 
western/southern  stodu  of  offshore 
spotted  dolphin  to  ensure  that  the 
review  is  complete  and  based  on  the 
best  sdentific  and  commercial  data 
available.  In  a  previoiu  Federal  Register 
notice  (57  FR  40168,  Sep.  2, 1992), 
NMFS  delayed,  until  February  17, 1992 
(6  months  from  the  close  of  the 
commmt  period  on  the  proposed  rule), 
issuance  of  a  final  rule  on  whether  the 
northeastern  stock,  or  the  western/ 
southern  stock,  of  offshore  spotted 
dolphins  were  depleted  imder  the 
MMPA.  NMFS  will  also  accept 
comments  and  information  germane  to 
the  "threatened"  status  of  these  dolphin 
stocks  until  this  date. 

If  the  current  status  review  concludes 
that  a  listing  of  either  population  of 
offshore  spotted  dolphin  as  threatened 
is  warranted  under  the  ESA,  or  a  Usting 
of  either  population  of  offshore  spotted 
dolphin  as  depleted  is  warranted  under 
the  MMPA,  a  profwsed  listing  will  be 
published  in  the  Federal  Register. 
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DEPARTMENT  OF  THE  INTERIOR 

National  Parte  Service 

Rnal  Revialon  of  National  Park  Service 
Standard  Conceaaion  Contract 

SUMMARY:  The  National  Park  Service 
(MPS)  authorizes  private  businesses 
known  as  concessioners  to  provide 
necessary  and  appropriate  visitor 
facilities  and  services  in  areas  of  the 
national  paA  system.  The 
authorizations  for  larger  concessions 

[>rimarily  are  in  the  form  of  standard 
anguage  NFS  concession  contracts.  MPS 
has  amended  its  standard  language 
concession  contract  (hereinafter  the 
"old  standard  contract")  in  the  form  of 
a  new  standard  concession  contract 
(hereinafter  the  "new  standard 
contract")  to  clarify  certain  provisions 
and  to  implement  certain  new  contract 
terms  in  the  public  interest.  MPS  will 
utihze  this  form  contract  as  a  guide  in 
its  concession  contracting  process  but 
each  concession  contract  contains  terms 
unique  to  it  and  MPS  frequently  alters 
standard  provisions  as  needed  to 
implement  particular  contract 
objectives.  The  new  standard  contract  is 
set  forth  below. 

EFFECTIVE  DATE:  January  7. 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  Lee 
Davis.  Chief,  Concessions  Division, 
National  Park  Service,  Washington,  D.C. 
20013-7127.  Tele.  (202)  343-3784. 
SUPPLEMENTARY  »<ronMAT10N:  On 
September  3. 1992.  NPS  published  for 
public  comment  in  the  Federal  Register 
proposed  amendments  to  the  old 
standard  concession  contract.  The 
changes  were  proposed  to  implement 
certain  aspects  of  the  Secretary  of  the 
Interior's  reform  of  the  NPS  concessions 
program  and  otherwise  to  make  certain 
needed  changes  to  the  old  standard 
contract.  (See  the  preamble  to  the 
proposed  amendments  at  57  FR  40508 
for  a  description  of  the  premises  and 
objectives  of  the  Secretary's  concessions 
reform  initiative.  Interested  persons 
should  also  review  the  preambles  to 
both  the  proposed  and  final  new  NPS 
concession  regulations  (56  FR  41894 
and  57  FR  40496)  for  further 
information). 

NPS  received  61  public  comments  on 
the  proposed  amendments  to  the  old 
standard  contract,  including  a  number 
of  comments  from  environmental 
organizations,  individual  concessioners, 
and.  the  Conference  of  National  Park 
Concessioners  (on  behalf  of  its 
membership  which  includes  some  but 
not  all  NPS  concessioners). 
Approximately  4%  of  existing 
concessioners  individually  commented 
on  the  proposal.  Approximately  13%  of 


existing  concessioners  with  concession 
contracts  individually  commented  on 
the  proposal.  Hie  substance  of  these 
comments,  as  well  as  certain  changes 
NPS  has  made  in  its  proposal,  are 
discussed  below.  Additionally,  NPS  has 
made  a  number  of  clarifying,  editorial 
and  technical  changes  to  the  new 
standard  contract  as  proposed 
consistent  with  its  purposes. 

Section-by-Section  Analysis 

General  Comments 

Several  commenters  have  suggested 
that  NPS  reduce  the  size  of  some  of  the 
paragraphs  in  the  new  standard  contract 
to  make  it  easier  for  readers  to  refer  to 
specific  contractual  provisions.  In 
response  to  this  concern  NPS  has 
broken  down  some  of  the  longer 
paragraphs  into  smaller  paragraphs,  and 
renumbered  these  "new"  paragraphs 
accordingly. 

A  few  commenters  discussed  issues 
relating  to  NPS  concession  contracting 
regulations  which  were  recently 
amended  by  NPS  in  furtherance  of  the 
objectives  of  the  Secretary's  concession 
reform  initiative.  These  issues  are  not 
further  discussed  here  as  they  were  the 
subject  of  public  comment  in  the 
adoption  of  the  amended  regulations. 
The  amended  regulations  were 
published  in  final  in  the  Federal 
Register  on  September  3, 1992  (57  FR 
40496). 

One  comro  enter  asserted  that  NPS  has 
violated  applicable  law  in  publishing 
the  proposed  changes  to  the  old 
standard  contract  as  a  public  notice 
with  opportunity  for  comment  rather 
than  as  a  regulation.  NPS  disagrees  and 
considers  that  the  process  used  to  obtain 
public  comment  on  its  proposed 
changes  to  the  old  standard  contract  is 
lawful.  In  fact,  NPS  solicited  public 
comment  on  the  proposed  changes  as  a 
matter  of  policy  to  assure  a  full 
discussion  of  the  issues  involved.  It  was 
not  required  by  law  to  do  so. 

Several  commenters  urged  NPS  to 
increase  the  length  of  concession 
contract  terms.  Others  supported  shorter 
term  contracts.  Neither  of  these  views 
deal  with  the  substance  of  the  new 
standard  contract  as  the  term  of  a 
contract  is  not  a  matter  determined  by 
the  new  standard  contract.  However,  in 
determining  the  appropriate  length  of  a 
concession  contract,  NFS  takes  into 
account  various  considerations.  These 
include  the  need  to  encourage 
competition  for  concession  contracts 
and  the  level  of  investment  required  by 
the  contract.  These  factors  necessarily 
vary  from  contract  to  contract 


Whereas  Clauses 

The  new  standard  contract  deletes  the 
whereas  clause  in  the  old  standard 
contract  which  refierences  the 
concessioner's  Investment  and  risk  of 
loss.  Some  commenters  objected  to  the 
removal  of  this  clause  from  the  contract, 
claiming  that  it  serves  to  balance  the 
interests  of  concessioners  against  those 
of  the  government. 

NPS  disagrees.  The  clause  contains 
language  that  is  too  specific  for  a 
standard  language  contract.  It  concerns 
only  those  concessioners  that  are 
required  to  make  "substantial 
investments  of  capital."  Moreover,  the 
new  standard  contract  does  retain  the 
whereas  clause  that  reiterates  the 
statutory  obligation  of  the  Secretary  to 
"exercise  his  authority  •  •  •  in  a 
manner  consistent  with  i  reasonable 
opportunity  for  the  Concessioner  to 
realize  a  profit." 

Other  commenters  asserted  that  the 
whereas  clauses  should  contain  some 
acknowledgement  of  NPS's  duty  under 
the  Concessions  Policy  Act  (16  U.S.C. 
20  et  seq.)  (hereinafter  the  "Act")  to 
ensure  that  concession  development  is 
limited  to  that  which  is  "necessary  and 
appropriate  for  the  public  use  and 
enjoyment  of  the  parks."  NPS  agrees. 
Consistent  with  the  Act,  NPS  has  added 
the  "necessary  and  appropriate"  phrase 
to  a  whereas  clause  in  the  new  standard 
contract. 

Section  1— Term  of  Contract 

Some  commenters  opposed  paragraph 
(b)  of  this  section,  which  gives  the 
^Secretary  the  authority  to  shorten  the 
term  of  the  contract  if  the  concessioner 
does  not  timely  complete  a  building  and 
improvement  program.  These 
commenters  claimed  that  this  provision 
is  unfair,  since  many  of  the  causes  for 
delay  in  the  completion  of  a  building 
and  improvement  program  are  beyond  a 
concessicmer's  control. 

NPS  recognizes  that  in  some  cases 
concessioners  may  not  have  total 
control  over  the  performance  of  building 
and  improvement  programs.  That  is 
why  paragraph  (d)  of  this  section  allows 
the  Secretary  to  relieve  a  concessioner 
from  its  building  and  improvement 
obligations  when  delays  in  the 
completion  of  the  program  are 
determined  to  be  beyond  the 
concessioner's  control. 

One  commenter  asked  NPS  to  set  up 
procedures  through  which  a 
concessioner  can  ask  for  this  typo  of 
relief.  NPS  believes  further  contract 
language  in  this  regard  is  unnecessary  as 
paragraph  (d)  details  the  procedure  to  be 
followed  to  the  extent  necessary  for 
contract  purposes. 
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Section  2—Arooaanodatiatu,  Facilities 
and  Services 

One  cammenter  stated  that  ^s 
section  should  state  that  if  an  Operating 
Plan  requirement  conflicts  with  the 
contract,  the  contract  governs.  NPS 
believes  this  :s  imnecassary  as  the  final 
sentence  of  this  section  states  that  "such 
Operating  Plan  shall  not  amend  or  alter 
the  material  rights  and  liabilities  of  the 
parties  to  this  CONTRACT." 

Some  commenters  opposed  the 
elimination  from  this  section  of  the 
optional  "preferential  right  to  additional 
services"  provision.  They  contended, 
essentially,  that  inclusion  of  this 
provision  is  necessary  because  it  gives 
NPS  greater  control  over  concessions 
operations  and  serves  to  lessen  the 
impact  that  concession  operations  have 
on  park  resources. 

NPS  disagrees  with  these  arguments. 
NPS  has  full  authority  to  strictly 
monitor  concession  operations  and  does 
not  need  this  provision  to  achieve  these 
purposes.  The  provision  may  be 
included  in  concession  contracts  where 
il  is  determined  in  a  particular 
circumstance  to  be  in  the  public 
interest.  The  provision  was  deleted 
because  in  the  experience  of  NPS  it 
served  to  impede  feir  competition  in 
concession  contracting. 

One  commenter  stated  that  Operating 
Plans  should  include  the  requirement 
that  concessioners  use  state-of-the-art 
environmental  technology.  NPS 
disagrees.  NPS  has  adequate  authority  to 
require  concessioners  to  adopt  new 
technology  as  appropriate  without 
including  a  specific  contract  term  to  this 
effect. 

Section  3 — Plant,  Personnel  and  Rates 

The  new  standard  contract  omits  the 
following  sentence  from  the  old 
standard  contract:  "The  Secretarv  shall 
exercise  his  decision  making  authority 
with  respect  to  the  concessioner's  rates 
and  prices  in  a  manner  consistent  with 
a  reasonable  opportunity  for  the 
concessioner  to  realise  a  profit  on  its 
operations  hereunder  as  a  whole 
commensurate  with  the  capital  invested 
and  the  obligations  assumed." 

Some  commenters  objected  to  the 
removal  of  this  sentence  as  they 
consider  it  an  appropriate  limitation  to 
place  on  the  NPS  rate  approval  process. 
However,  NPS  considers  that  the 
sentence  distorts  the  meaning  of  the  Act 
as  Section  3(c)  of  the  Act  requires  rates 
to  be  judged  "primarily  by  comparison 
with  those  current  i<x  fedlitias  and 
services  of  comparable  character  under 
similar  conditions."  The  new  standard 
contract  does  include  a  wheraes  clause 
which  ^pcopriately  reflects  NPS 


statutory  responsibihties  with  re^wot  to 
a  oonoestioMr's  reesonable  opportunity 
for  profit 

One  comDMDter  suggested  that  the 
contract  should  prohibit  concsMkuwrt 
from  providing  complimentary  goods  or 
services  to  government  officials.  NPS 
disagrees.  This  type  of  prohibition  is 
more  properly  the  subject  of  law  or 
regulation  independmt  of  the 
concession  cantroct.  NPS,  in  this 
connecti<Mi,  has  several  requirements 
limiting  NPS  officials  from  aocei>ting 
benefits  from  concessioners  or  other 
contractors. 

One  commenter  suggested  that  the 
contract  should  give  park 
superintendents  "the  right  to  direct  the 
concessioner  to  dismiss  any 
concessioner  employee  whose  actions  or 
judgements  have  proven  to  be  inimical 
to  the  proper  and  lawful  operation  of 
the  park  or  safety  of  visitors".  NPS 
considers  that  termination  of  concession 
employment  is  the  responsibility  of  the 
concessioner,  not  the  NPS.  However, 
NPS,  imder  Section  3(b)(2]  of  the  new 
standard  contract,  does  have  the  ability 
to  bring  such  circumstances  to  the 
attention  of  the  concessioner  for 
appropriate  action  to  be  taken. 

One  confunenter  contended  that  the 
new  standard  contract  improperly 
describes  the  requirements  of  the 
Rehabilitation  Act  of  1973.  The 
description  of  the  meaning  of  this  law 
has  been  deleted  from  the  new  standard 
contract  to  avoid  any  confusion  in  this 
regard. 

Additionally,  NPS  has  added 
language  to  this  section  to  clarify  that  by 
agreeing  to  the  concession  contract,  the 
concessioner  acknowledges  that  its 
terms  provide  the  concessioner  with  a 
reasonable  opportunity  for  profit. 

Section  4 — Government  Land  and 
Improvements 

One  commenter  considered  that  this 
section  should  require  a  specific  listing 
of  government  improvements.  NPS 
agrees.  Exhibits  B  and  C  to  the  contract, 
as  referenced  in  this  section,  list  the 
parcels  of  land  and  government 
improvements  that  are  assigned  to  the 
concessioner  under  the  contract. 

Section  5 — Maintenance 

One  commenter  was  concerned  that 
NPS  may  require  concessioners  to 
undertake  major  repairs  under  this 
section  without  providing  the 
concessioner  with  any  corresponding 
consideration.  However,  the  first 
sentence  of  this  section  provides  that  its 
requirements  are  subject  to  section  4(e) 
of  the  contract  Section  4(e)  requires 
concessioner  repair  expenditures  to  be 
consistent  with  a  reasonable 


opportunity  far  a  coBoesoionar  to  realiM 
a  profit  on  its  optt«tions. 

Section  7 — Utilities 

This  section  provides  that  if  NPS  is 
unable  to  provide  the  concessioner  with 
utilities,  the  concessioner  shall  secure 
utilities  at  its  own  expense.  Several 
commenters  stated  that  this  provision  is 
unfair  because  it  places  s  new  burden — 
the  expense  of  seouing  utilities — on 
concessioners.  NPS  disagrees  with  these 
conunents.  This  section  is  substantially 
similar  to  the  "Utilities"  section  of  the 
old  standard  contract  which  also  does 
not  require  NPS  to  provide  utilities  to 
the  concessioner. 

Several  commenters  opposed  the 
requirement  that  upon  contract 
termination  concessioners  must  assign 
to  the  United  States,  without  further 
compensation,  any  water  rights  they 
have  acquired  under  the  contract. 
However,  the  water  rights  relate  to  NPS 
land  and  are  needed  to  fulfill  NPS 
purposes.  The  concessioner  obtains  no 
permanent  interest  in  the  ri^t  imder 
the  new  standard  (xmtract  as  a  condition 
of  the  contract. 

One  commenter  a^ed  NPS  to  darify 
the  kinds  of  utility  costs  It  will  charge 
concessioners  under  this  section. 
However,  the  scope  of  utility  costs  to  be 
charged  concessioners  under  this 
provision  is  a  matter  of  NPS  policy 
independent  of  the  new  standard 
contract. 

Section  8— Accounting  Records  and 
Reports 

One  commenter  stated  that  this 
section  should  require  the  concessioner 
to  provide  NPS  with  a  list  of  the 
members  of  its  Board  of  Directors,  ss 
well  as  the  names  and  addresses  of  all 
owners  and  part-ownras  of  the 
concession.  NPS  currently  accomplishes 
this  to  the  extent  appropriate  by 
requiring  businesses  to  provide  this 
inf(vniation  v^en  they  submit  on  offer 
for  a  concession  contract. 

NPS,  in  response  to  a  comment,  has 
amended  this  section  to  clarify  that  the 
concessioner's  system  of  account 
classification  must  be  directly  related  to 
the  Concessioner  Annual  Financial 
Report  form  prescribed  by  the  Secretary. 
Further,  NPS  has  added  a  sentence  to 
paragraph  (a)  of  this  section  to  darify 
that  concessioners  earning  less  than 
$250,000  may  submit  finandal 
statements  that  have  been  prepared 
without  the  involvement  of  an 
independent  certified,  or  licensed 
public  accountant,  unless  otherwise 
determined  by  the  Secretary.  In 
addition.  NPS  has  added  to  this 
paragraph  the  clarifying  requirement    - 
that  concessioners  whidi  must  have 
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their  annual  financial  statements 
audited  or  reviewed  are  to  use  the 
accrual  accounting  method  and  include 
in  their  statements  a  footnote  that 
reconciles  their  financial  statements  to 
their  Federal  income  tax  returns. 

Section  9— Fees 

Paragraph  (a)(1)  of  this  section  as 
proposed  provides  that  building  use  fees 
shall  be  adjusted  annually  by  the 
Secretary  to  equal  the  fair  annual  value 
of  government  improvements  assigned 
to  the  concessioner.  Several  commenters 
stated  that  it  is  unfair  to  adjust  building 
use  fees  every  year.  NPS  disagrees.  This 
section  merely  requires  building  use 
fees  to  be  reviewed  annually  to 
determine  that  they  continue  to  reflect 
the  fair  annual  value  of  park  buildings. 
If  the  value  has  not  changed,  no 
amendments  to  the  fees  will  be  made. 
The  word  "shall"  has  been  changed  to 
"may"  in  the  final  document  to  reflect 
this  intent. 

One  commenter  stated  that  NPS 
should  take  into  account  maintenance 
and  capital  improvement  obligations 
when  setting  building  use  fees.  This  is 
present  NPS  policy. 

One  commenter  stated  that  franchise 
fees  should  not  be  reconsidered  on  a 
more  frequent  basis  than  every  five 
years.  NPS  disagrees.  The  level  of 
franchise  fee  is  based  on  NPS's 
determination  of  the  probable  value  of 
the  privileges  granted  by  the  contract. 
As  a  concession  operation's  financial 
circumstances  change  over  time,  so  does 
the  probable  value  of  the  contract 
privileges.  NPS  believes  that  under 
many  contracts  a  five  year  interval 
between  fee  reconsiderations  is 
appropriate,  as  it  is  unlikely  that  the 
probable  value  of  these  contracts  will 
dramatically  change  prior  to  the  end  of 
this  five  year  period.  Under  other 
contracts,  however,  the  probable  value 
could  change  a  great  deal  in  two  or  three 
years,  thereby  warranting 
reconsideration.  NPS  notes  that  the 
reconsideration  provision  is  a  two  way 
street.  Fees  may  go  down  as  well  as  up 
under  its  terms. 

The  proposed  new  standard  contract 
also  stated  that  fees  "may"  be 
reconsidered.  One  commenter  suggested 
that  the  term  "may"  should  be  changed 
to  "shall"  since  the  Act  requires  the 
reconsideration  of  franchise  fees.  NPS 
agrees  with  this  comment.  The  language 
in  this  section  has  been  changed  to 
provide  that  fees  shall  be  reconsidered 
at  the  time  intervals  set  forth  in  the 
contract.  In  reconsidering  fees,  however 
NPS  will  not  seek  to  adjust  a  fee  that 
continues  to  reflect  the  probable  value 
of  a  particular  concession  contract. 


This  section  also  provides  that 
receipts  from  the  sale  of  genuine  United 
States  Indian  and  native  handicraft  are 
excluded  from  NPS  franchise  fee 
calculations.  A  few  commenters 
objected  to  this  exclusion,  which  has 
been  included  in  concession  contracts 
for  many  years,  claiming  that  it  is  no 
longer  necessary  to  stimulate  the  sale  of 
Indian  and  native  handicraft.  NPS 
disagrees  with  these  objections.  It 
considers  that  this  exclusion  continues 
to  represent  soimd  public  policy. 

Section  9(e)  of  the  contract  provides 
for  advisory  arbitration  to  resolve  fee 
reconsideration  disputes.  One 
commenler  objected  to  the  advisory 
nature  of  this  procedure.  As  a  matter  of 
law,  however,  NPS  cannot  allow  itself  to 
be  party  to  a  binding  arbitration 
proceeding. 

NPS,  however,  has  clarified  and  made 
more  specific  the  dispute  resolution 
procedure  of  Section  9(e).  First,  instead 
of  referring  to  this  procedure  as  an 
"advisory  arbitration",  the  new 
language  refers  to  it  as  a  "mediation" 
and  includes  appropriate  procedural 
requirements  in  this  regard.  The  term 
"mediation"  is  a  better  description  of 
the  process  involved  in  this  section,  as 
the  goal  of  the  process  is  to  advise, 
rather  than  bind,  the  Secretary.  Second, 
to  the  mutual  benefit  of  the  government 
and  concessioners,  the  time  deadlines  of 
this  section  have  been  streamlined  to 
expedite  the  reconsideration  process. 

Section  10— Accounts 

This  section  authorizes  as  optional 
provisions  two  types  of  accounts  for 
building  and  improvement  programs. 
The  optional  section  10(a)  requires  the 
concessioner  to  remit  funds  into  a 
"Government  Improvement  Account"  in 
consideration  of  the  right  to  use  and 
occupy  government-owned  buildings. 
The  concessioner  accesses  this  account 
to  fund  the  repairs  and  improvements  of 
government  improvements  which 
directly  support  concession  services. 
Optional  section  10(b)  requires  the 
concessioner  to  reiliit  a  portion  of  its 
revenues  into  a  "Capital  Account"  as 
partial  consideration  for  the  privileges 
granted  under  the  contract.  The 
concessioner  accesses  this  account  to 
fund  improvements  which  directly 
support  concession  services. 

Several  commenters  claimed  that  this 
section  violates  the  Act's  requirement 
that  concessioners  receive  possessory 
interest  for  the  Improvements  they  make 
to  structures  on  park  lands  as 
,    improvements  funded  from  the  accounts 
are  not  eligible  for  possessory  interest. 
NPS  disagrees  with  this  contention  for 
the  reasons  discussed  below  in 


connection  vnth  the  general  discussion 
of  possessory  interest. 

For  a  variety  of  reasons,  several 
commentdts  objected  to  tising  the 
National  Park  Foundation  as  a  trustee 
for  the  funds  concessioners  deposit  in 
the  Section  10  accounts.  NPS  has 
eliminated  this  role  for  the  National 
Park  Foundation  from  the  new  standard 

contract. 

Other  commenters  urged  that  Section 
10  account  funds  should  not  be 
restricted  to  funding  only  improvements 
that  directly  support  concession 
services.  They  asked  that  NPS  make 
these  funds  available  for  resource 
protection,  interpretation,  research,  and 
other  park  purposes.  NPS.  however,  is 
required  by  law  to  restrict  the  use  of 
these  funds  to  improvements  that 
directly  support  concession  operations. 

Another  commenter  suggested  that 
NPS  further  define  the  term  "routine 
operational  maintenance."  NPS 
disagrees  with  this  suggestion.  What  is 
routine  maintenance  in  one  park  may 
not  be  routine  in  another.  The 
Maintenance  Agreement  allows  for 
appropriate  definition  of  these 
requirements  on  a  case-by-case  basis. 

Section  1 1—Bond  and  Lien 

One  commenter  stated  that  while  he 
supports  the  general  thrust  of  this 
provision,  he  would  prefer  it  to  include 
a  "financial  penalty  clause"  which 
would  impose  financial  penalties  on  a 
party  for  failing  to  comply  with  the 
contract.  NPS  is  presently  studying  this 
suggestion  for  possible  future 
implementation. 

Section  12 — Termination 

The  terms  of  the  new  standard 
contract  clarify  the  Secretary's  authority 
to  terminate  or  suspend  operations 
under  a  concession  contract.  Several 
commenters  stated  that  they  support  the 
general  thrust  of  this  clarification  to  the 
authority  contained  in  the  old  standard 
contract. 


Section  13 — Compensation 

The  aspect  of  the  new  standard 
contract  most  criticized  by  the  NPS 
concessioners  that  submitted  comments 
is  its  amendment  to  the  measure  pf 
compensation  due  a  concessioner  for 
possessory  interest.  (As  noted, 
approximately  4%  of  concessioners 
individually  commented  and 
approximately  13%  of  contract 
concessioners  commented.)  The 
amendment,  however,  was  supported 
strongly  by  the  environmental  groups 
which  submitted  comments. 

"The  general  objective  of  the 
amendment  is  to  change,  in  certain 
circumstances,  the  compensation 
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standard  for  a  concessioner's  possessory 
interest  in  improvements  it  constructs 
from  one  based  on  the  appreciated  value 
of  the  improvements  to  our  based  on  ihe 
actual  cost  to  «  ooaceasioner  of 
constructing  an  improvement,  less 
depreciation.  The  fundamental  reason 
for  this  change  is  to  eliminate  frt»n 
concession  contracts  in  the  public 
interest  an  unnecessary  and  otherwise 
detrimental  liability  for  payment  of 
coinpensation  to  concessioners. 

"Possessory  interest"  is  the  legal  term 
for  the  compensable  interest  in  real 
property  a  concessioner  (Stains 
pursuant  to  a  concession  contract  when 
it  makes  capital  improvements  on  park 
lands  or  to  government  buildings.  Under 
the  old  standard  contract,  a 
concessioner  is  entitled  to  receive 
compensation  for  possessory  interest  in 
capital  improvements  it  makes  either  in 
the  amount  of  the  "sound  value"  of  the 
improvement  or  the  book  value  of  the 
improvement,  depending  on  the 
circumstances.  Sound  value  (referred  to 
hereinafter  as  "sound  value 
compensation")  is  defined  generally  as 
"reconstruction  cost  less  depredation," 
but,  "not  to  exceed  fiedr  market  value." 
Sound  value,  in  effect,  provides  the 
concessioner  compensation  for  the 
appreciated  value  of  its  buildings  as  the 
compensation  is  based  on  either  the 
reconstruction  cost  or  fair  market  value 
of  a  building,  calculated  as  of  the  time 
it  is  transferred  by  a  concessioner,  not 
as  of  the  time  of  construction. 

The  major  difference  in  possessory 
interest  compensation  between  the  old 
and  the  new  standard  contract  is  that 
the  new  standard  contract  generally 
provides  for  a  redefined  "fair  value" 
poesessoiy  interest  compensation 
instead  of  sound  vahie.  (The  new 
standard  contract  also  changes  book 
value  to  fair  value  in  most 
circumstances  but  this  is  a  technical 
change  for  consistency  purposes  as  fair 
value,  except  for  possible  oifferences  in 
depreciation  schedules,  generally 
equates  to  book  value.) 

Fair  value  compensation  is  redefined 
in  the  new  standard  contract  as  the 
"original  construction  cost  of  the 
improvement  less  straight  line 
depreciation  over  the  estimated  useful 
life  of  the  improvement  according  to 
Generally  Accepted  Accounting 
Principles."  For  NFS  purposes,  sudi 
useful  life  is  not  to  exceed  thirty  years. 
Fair  value  compensation  under  the  new 
standard  contract  provides  the 
concessioner  compensation  for  the 
improvements  it  makes  at  actual  cost 
less  depreciation,  but,  unUke  sound 
value  compensation,  does  not  provide 
compensation  for  the  appreciated  value 
of  concessicHier  improvements. 


The  NFS  concessioners  which 
commented  Individually  and  the 
Conference  of  National  Park 
Concessioners  objected  to  this 
amendment,  contending  that  replacing 
sound  value  compensation  with  fair 
value  compensation  is  detrimental  and 
not  authorized  by  the  Act.  NFS. 
however,  after  thorough  examination  of 
these  views,  continues  to  consider  that 
the  change  to  fair  value  compensation  in 
the  new  standard  contract  is  in  the 
public  interest  and  authorised  by  law. 
Particularly,  NPS  considers  that  the 
sound  value  possessory  interest 
compensation  provision  contained  in 
the  old  standanl  contract  is  no  longer  a 
prudent  term  to  include  in  concession 
contracts  for  a  variety  of  reasons,  as 
follows:  (1)  Soimd  value  compensation 
is  an  unnecessary  financial  liability 
borne  directly  or  indirectly  by  the 
government;  (2)  sound  value 
compensation  inhibits  fair  competition 
in  the  award  of  concession  contracts: 
and,  (3)  sound  value  compensation 
impairs  the  ability  of  NPS  to  undertake 
changes  in  the  location  and  uses  of 
concession  facilities  otherwise  required 
for  the  preservation  of  park  resources 
and  their  enjoyment  by  park  visitors. 

Unnecessary  Financial  Incentive 

As  stated,  sound  value  compensation 
provides  a  concessioner  with 
compensation  for  the  appreciated  value 
of  the  improvements  it  constructs  in  a 
park  area.  Sound  value  compensation, 
accordingly,  is  likely  alwa3rs  to  be  a 
higher  level  of  compensation  than  fair 
value  as  contained  in  the  new  standard 
contract.  Depending  aa  the 
circumstances  imder  the  old  standard 
contract,  either  NPS  or  a  successor 
concessioner  has  the  Uability  to  pay  the 
concessioner  soxmd  value 
compensation.  For  example,  NPS  must 
pay  sound  value  compensation  if  it 
requires  the  concessioner  to  remove  and 
replace  an  existing  facility  in  which  it 
has  a  possessory  interest,  and,  a 
successor  concessioner  must  pay  soimd 
value  compensation  to  the  previous 
concessioner  as  a  condition  of  receiving 
a  concession  contract  which  replaces 
one  containing  sound  value 
compensation.  Currently,  almost  all 
major  NPS  concession  contracts  contain 
sound  value  possessory  interest 
provisions. 

Provisions  for  sound  vahie  possessory 
interest  compensation,  accordingly, 
place  direct  or  indirect  financial 
burdens  on  the  government.  As  such,  as 
a  matter  of  fiscal  prudence  and  sound 
contract  administration,  they  should  be 
contained  in  concession  contracts  only 
if  necessary  in  order  to  attract  qualified 
concessioners  or  if  they  otherwise 


provide  o&etting  benefits  to  the 
government.  NPS  conaidan  sound  value 
compensation  is  not  necessary  to  attract 

aualified  concessiooeis  for  the  reaaoiM 
iscussed  below.  Also,  as  ftiwnieeed 
below,  NPS  considers  that  sound  value 
compensation,  rather  than  providing 
o&etting  benefits  to  the  govenuoent, 
has  detrimental  consequences  to  NPS. 

Sound  vaI^e  compensation,  in  the 
abstract,  is  attractive  to  business  persons 
as  they  may  be  expected  to  seek 
appreciation  in  the  value  of 
improvements  they  make.  Based  on  its 
experience,  however,  NPS  ctuidders 
that  many  business  persons  interested 
in  concession  contracts  look  to  the 
retimi  they  expect  to  make  on  the 
revenues  of  a  concession  operation  ov«' 
the  term  of  the  contract  in  deciding 
whether  an  investment  should  be  made. 
The  possibility  of  selling  buildings  at 
their  appreciated  vahie  at  the  expirati<» 
of  a  contract  is  not  as  significant  a 
factor.  In  fact,  even  under  the  old 
standard  contract,  there  is  no  assurance 
that  the  concessioner  will  receive  sound 
value  compensation  upon  contract 
expiration  or  otherwise.  For  example, 
under  the  old  standard  contract,  if  the 
concession  operation  is  to  be 
discontinued  upon  contract  expiration. 
the  concessioner  is  entitled  only  to  boc^ 
value  compensation. 

For  these  reasons,  NPS  now  does  not 
consider  that  sound  value  compensation 
is  needed  in  order  to  attract  qualified 
concessioners.  A  prospective 
concessioner,  of  course,  does  seek  to  be 
assured  that  it  will  be  able  to  recover  the 
investment  it  makes  in  concession 
buildings.  The  fair  value  compensation 
provision  included  in  the  new  standard 
contract  achieves  this  objective.  NPS 
also  appreciates  that  continuity  in 
concession  operators  is  of  benefit  to 
NPS  and  park  visitors.  In  certain 
circumstances,  soimd  value 
compensation  may  encourage  continuity 
in  operations.  However,  the  Act 
contains  a  specific  provision  to  achieve 
this  objective  (the  preference  in  renewal 
for  existing  satisfactory  concessioners) 
and  NPS  considers  that  the  detrimental 
aspects  of  sound  value  compensation  as 
discussed  below  outweigh  any  benefit  it 
may  provide  with  respect  to  continuity 
of  operations. 

NFS  also  notes  that,  in  its  experience, 
lenders  generally  do  not  make  decisions 
on  loans  to  concessioners  for 
construction  of  buildings  or  otherwise 
based  on  an  expectation  that  a 
concessioner's  buildings  will  appreciate 
in  value  due  to  increased  building  costs 
or  other  external  market  forces.  Rather, 
lenders  generally  make  concession  loans 
based  on  an  estimate  that  the  net 
revenues  of  the  business  will  be 
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sufficient  to  repay  the  loan.  Possessory 
interest  in  a  concession  building  to  be 
constructed  with  borrowed  funds  is 
used  as  security  for  a  loan.  but.  the 
estimated  value  of  this  security 
generally  is  based  on  construction  cost, 
not  on  an  assumption  that  the  value  of 
the  concession  building  will  appreciate. 
In  this  regard,  as  discussed  above,  there 
is.  in  fact,  no  assurance  of  possessory 
interest  compensation  at  sound  value 
under  the  old  standard  contract.  Book 
value  is  all  that  is  assured.  Lenders 
presumably  are  aware  of  the  terms  of  the 
old  standard  contract  in  this  respect  and 
yet  frequently  make  loans  to 
concessioners. 

NFS  considers  that  the  fair  value 
compensation  provisions  included  in 
the  new  standard  contract  will  be  more 
than  a  sufficient  level  of  compensation 
to  attract  qualified  concessioners  and  to 
induce  lenders  to  make  loans  to 
concessioners.  The  fair  value 
compensation  in  the  new  concession 
contract  is,  as  a  practical  matter,  almost 
the  functional  equivalent  of  a 
government  guarantee  that  a  lender  will 
receive  security  in  an  improvement 
based  on  actual  construction  cost  less 
specified  depreciation.  This  may  be 
considered  as  better  sec\irity  than  is 
obtainable  in  usual  business 
circumstances  as  the  security  provided, 
although  it  has  a  fixed  maximum 
amount,  concomitantly  has  a  fixed 
minimum  amount  as  well.  In  fact,  in 
terms  of  potential  down-side,  it  may  be 
considered  as  better  security  than  sound 
value  possessory  interest  compensation. 

In  this  connection,  MPS  notes  its 
recent  award  of  a  new  concession 
contract  for  hotel  and  other  facilities  at 
Yosemite  National  Park,  the  largest 
concession  operation  in  the  national 
park  system  with  the  largest  sound 
value  possessory  interest  in  the  system. 
NPS,  through  a  pubUc  solicitation  under 
which  six  companies  made  competitive 
offers,  was  able  to  select  a  qualified  new 
concessioner  for  the  operations  that  has 
agreed  to  amortize  the  existing  sound 
value  compensation  of  the  former 
concessioner  (worth  multiple  millions 
of  dollars)  over  a  fifteen  year  period, 
and,  in  addition,  to  invest  over  $100 
million  dollars  in  new  concession 
facilities.  The  contract  does  not  contain 
sound  value  compensation  provisions, 
but,  rather,  consistent  with  the  new 
standard  contract,  provides  fair  value 
compensation  for  improvements 
constructed  with  concessioner  funds 
and  for  no  possessory  interest  in 
improvements  constructed  with  funds 
from  what  are  the  equivalent  of  the  new 
standard  contract's  Section  10  accounts. 

NPS  concessioners  that  commented 
un  the  new  standard  contract  generally 


argued  that  sound  value  possessory 
interest  compensation  is  needed  in 
order  to  attract  qualified  concessioners. 
NPS  disagrees  for  the  reasons  discussed 
above  and  points  out  that  it  will  soon 
find  out  whether  the  terms  of  the  new 
concession  contract  are  such  that 
qualified  businesses  generally  will 
accept  the  new  standard  contract  for 
park  concession  operations.  If  this  does 
not  prove  to  be  the  case,  NPS  will  alter 
the  new  standard  contract  on  a  case-by- 
case  basis  or  generally  to  the  extent 
needed  to  procure  qualified 
concessioners.  The  "marketplace" 
ultimately  will  determine  the  validity  of 
the  financial  assumptions  of  the  new 
standard  contract. 

Comments  from  concessioners  also 
take  the  position  that  concessioners  are 
entitled  to  sound  value  compensation 
under  what  may  be  characterized  as  the 
principles  of  free  enterprise.  This 
position  is  based  on  the  proposition  that 
in  free  enterprise  a  business  person  is 
able  to  sell  a  building  it  constructs  for 
its  appreciated  value.  However,  the  NPS 
concession  contract  program  is  hardly  a 
free  enterprise  model.  In  fact,  it  contains 
several  features  benefiting  existing 
concessioners  that  are  not  to  be  found 
in  a  free  enterprise  system,  e.g.,  the 
statutory  preference  in  renewal  and  the 
effective  monopolies  exercised  by  many 
concession  operations  with  substantial 
possessory  interest.  In  any  event, 
however,  the  concept  of  fair  value 
compensation  is  very  much  a  "free 
enterprise"  concept.  Landlords  in  the 
private  sector,  when  leasing  property 
upon  which  a  tenant  is  to  make 
improvements,  for  good  business 
reasons  seek  to  include  lease  provisions 
that  require  improvements  made  by 
tenants  to  belong  to  the  landlord  upon 
lease  expiration.  This  "free  enterprise" 
practice  is  mirrored  by  the  fair  value 
compensation  provisions  of  the  new 
standard  contract. 

Finally,  concessioners  argued  that  the 
absence  of  sound  value  compensation 
will  discourage  concessioners  from 
maintaining  their  buildings  as  they  will 
no  longer  be  compensated  for  buildings 
based  in  part  on  their  physical 
condition.  There  is  some  logic  to  this 
argument,  but.  it  boils  down  to  the 
proposition  that  a  purpose  of  sound 
value  compensation  is  to  induce 
concessioners  to  maintain  their 
buildings  properly.  However,  such 
inducement  snould  not  be  needed  as 
this  obligation  is  otherwise  contained  in 
the  concession  contract,  and,  moreover, 
is  a  matter  of  good  business  practice  if 
the  concessioner  wishes  to  please  its 
customers  and  retain  its  preference  in 
contract  renewal  as  a  satisfactory 
concessioner.  NPS  will  rely  on  the  terms 


of  the  contract  and  the  good  business 
sense  of  its  concassionera  to  assure  that 
concession  buildings  are  properly 

maintained. 

Impairing  Fair  Competition 

Another  reason  to  replace  sound 
value  possessory  interest  compensation 
is  its  negative  impact  on  fair 
competition  in  concession  contracting. 
By  "fair"  in  this  sense,  NPS  means 
competition  for  concession  contract 
renewals  under  a  process  which 
encourages  continuity  of  operations 
through  an  existing  satisfactory 
concessioner's  right  of  preference,  but, 
also,  which  allows  a  competitor  a 
reasonable  opportunity  to  make  and  be 
awarded  an  offer  advantageous  to  NPS. 
A  balance  of  these  interests  is  required 
under  the  Act.  The  problem  presented 
by  sound  value  compensation  in  this 
regard  is  that  a  prospective  concessioner 
seeking  to  be  awarded  a  contract  for  an 
existing  concession  operation  (with  a 
possessory  interest)  under  the  present 
contracting  system,  is,  as  a  practical 
matter,  required  to  offer  to  "buy  a  pig 
in  a  poke"  when  applying  for  the 
contract.  This  is  because  sound  value 
compensation,  based  as  it  is  on  the 
estimated  cost  to  reconstruct  a  building 
(or  a  building's  fair  market  value, 
whichever  is  less),  is  always  an 
unknown  dollar  amount  until  the 
completion  of  engineering  studies  and 
appraisals,  and,  if  necessary,  completion 
of  a  negotiation  or  binding  arbitration  to 
reconcile  differing  appraisals.  NPS, 
under  the  terms  of  the  old  standard 
contract,  requires  a  prospective  new 
concessioner  to  agree  to  comp>ensate  the 
existing  concessioner  for  applicable 
possessory  interest  at  sound  value,  but, 
the  prospective  concessioner  does  not 
know  at  the  time  it  must  make  this 
commitment  what  the  amount  will 
eventually  turn  out  to  be.  Binding 
arbitration  determines  the  final  value. 

Needless  to  say,  few  business  persons 
submit  offers  for  concession  contracts  in 
these  circumstances.  In  fact,  to  the  best 
of  the  institutional  memory  of  NPS,  a 
new  concessioner  has  never,  either 
before  or  after  the  passage  of  the  Act  in 
1965,  been  awarded  a  concession 
contract  in  the  place  of  an  existing 
concessioner  which  sought  contract 
renewal  and  had  substantial  possessory 
interest  assets  at  the  sound  value  level 
of  compensation.  For  the  most  part,  NPS 
does  not  receive  competing  offers  at  all. 
but.  even  if  received,  a  competing  offer 
may  be  expected  to  be  conservative  with 
respect  to  financial  terms  of  importance 
to  NPS  in  light  of  the  unknown 
possessory  interest  purchase  price  the 
offeror  faces.  The  incumbent 
concessioner,  of  course,  is  able  tu 
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submit  a  more  favcH^ble  offer  as  it  does 
not  liave  to  pay  the  sound  value 
compensation  or  estimate  the  actual 

dollar  amoimt. 

The  key  elements  of  the  Secretary's 
reform  initiative  with  respect  to 
enhancing  competition  in  concession 
contracting  are  the  amendment  of  NPS 
concession  regulations,  accomplished  as 
of  October  3, 1992,  and  the 
implementation  of  the  new  standard 
contract.  Under  the  new  regulations,  it 
is  made  clear  that  an  incumbent 
satisfactory  concessioner  is  entitled  to  a 
right  to  meet  the  terms  of  a  better  offer 
received,  but,  is  also  required  to  be 
responsive  to  the  contract  terms  as 
proposed  by  NPS.  Under  the  new 
standard  contract,  a  prospective 
concessioner  will  know  in  advance  its 
liability  to  the  incumbent  concessioner 
for  possessory  interest  compensation. 
NFS,  accordingly,  expects  to  receive 
more  competing  offers  under  the  new 
regulations  and  new  standard  contract, 
and,  expects  to  receive  more  favorable 
competing  offers,  to  the  ultimate  beneflt 
of  the  national  park  system. 

NPS  considers  that  the  new 
regulations  and  the  change  to  fair  value 
compensation  achieve  a  proper  balance 
between  the  desirability  of  encouraging 
continuity  of  oberations  and  the 
desirability  of  fair  competition.  As 
discussed  below,  satisfactory  incumbent 
concessioners  will  still  have  substantial 
advantages  over  competitors  in  the 
award  of  a  new  concession  contract  but, 
the  competitive  process  should  no 
longer  be  a  "rubber  stamp"  exercise. 

Resource  Preservation 

A  more  subtle  but  very  serious 
consequence  of  soiuid  value 
compensation  is  the  fact  that  it  tends  to 
impede  the  ability  of  NPS  to  make 
necessary  changes  in  the  types  and 
locations  of  concession  facilities  in  park 
areas  as  visitor  needs  and  resource 
concerns  change  over  time.  Under 
sound  value  compensation,  if  NPS 
wishes  to  have  a  concessioner  relocate 
a  concession  facility  (an  objective  that 
occurs  frequently  in  light  of  the  prime 
resource  locations  of  many  major 
concession  facilities  constructed 
decades  ago),  NPS  must  obtain  and  pay 
the  concessioner  compensation  in  the 
amount  of  the  sound  value  of  the 
structures  to  be  removed.  Such 
compensation  can  be  a  very  large  and 
increasing  sum  of  money,  effectively 
making  difficult  or  impossible  what 
otherwise  may  be  a  necessary  step  in  the 
preservation  of  the  resources  of  a  park 
area.  NPS,  of  course,  can  seek  to  obtain 
appropriated  funds  to  provide  the 
required  compensation,  but,  the  reality 
)f  budget  priorities  is  that  funds  simply 


are  not  available  for  all  the  situations 
where  they  may  be  needed.  The  shift  to 
fair  value  compensation  and  consequent 
reduction  in  possessory  interest 
liabilities  over  time  will  assist 
significantly  the  abiUty  of  NPS  to  carry 
out  its  primary  mission,  the 
preservation  of  park  resources  for  their 
enjoyment  by  visitors.  NPS  points  out 
that  its  concern  with  soxmd  value 
possessory  interest  in  this  regard  is  not 
meant  to  be  a  criticism  of  NPS 
concessioners,  most  of  which  fully  share 
and  assist  in  achieving  NPS  resource 
management  goals,  but,  merely  reflects 
economic  reality. 

These  are  the  reasons  why  NPS  has 
adopted  fair  value  compensation  in  the 
new  concession  contract.  The  proposal 
was  supported  strongly  by 
environmental  groups  that  commented 
on  the  proposal.  However,  the  NPS 
concessioners  that  commented,  in 
addition  to  the  business  concerns  they 
expressed  as  discussed  above,  also 
argued  that  the  fair  value  compensation 
provision  in  the  new  standard  contract 
is  not  authorized  by  the  Act  (or,  even, 
that  it  is  imconstitutional  as  a  taking  of 
property  without  just  compensation). 
NPS  has  reviewed  these  positions 
carefully  and  disagrees  with  them. 

The  general  position  of  the 
concessioners  which  asserted  a  lack  of 
legal  authority  for  the  fair  value 
compensation  provisions  of  the  new 
st{mdard  contract  is  their  view  that  the 
Act  in  Section  6  "requires"  that 
compensation  for  possessory  interest  be 
at  sound  value.  However,  this  view 
overlooks  the  fact  that  the  Act  states  that 
compensation  for  possessory  interest  is 
to  be  at  soimd  value  "unless  otherwise 
agreed  by  the  parties."  NPS,  of  course, 
cannot  enter  into  a  concession  contract 
containing  the  fair  value  compensation 
provision  unless  the  concessioner 
signing  the  contract  also  agrees  to  it. 
NPS,iiowever,  does  acknowledge  that 
the  Congress,  in  deliberating  upon  the 
legislation  which  led  to  the  Act, 
considered,  as  a  matter  of  factual 
expectation,  not  law,  that  NPS  would 
continue  to  include  sound  value 
compensation  provisions  in  concession 
contracts,  in  part  because  of  the 
perception  of  the  Congress  in  1965  that 
sound  value  compensation  would  be 
necessary  in  order  to  attract  investment 
in  concession  operations  by  qualified 
concessioners.  This  perception  may 
have  been  accurate  in  1965,  but  is  not 
considered  by  NPS  to  be  the  case  today 
as  discussed  above.  As  stated,  NFS 
considers  that  it  will  have  no  general 
difficulty  in  attracting  qualified 
concessioners  under  the  terms  of  the 
new  concession  contract.  If  it  does,  it 


will  revert  to  soimd  value  compensation 
as  necessary. 

In  this  regard,  the  legislative  history 
of  the  Act  specifically  acknowledges  in 
a  number  of  places  the  continuing 
authority  of  NPS  (under  the  "unless 
otherwise  agreed  by  the  parties"  phrase 
of  Section  6  of  the  Act  and  otherwise) 
to  include  possessory  interest 
compensation  in  concession  contracts  at 
other  than  soimd  value.  For  example. 
Congressman  Aspinall,  a  prindpaJ 
author  of  the  legislation  which  became 
the  Act,  stated  as  follows  in  House  floor 
debate  (as  a  rebuttal  to  a  colleague's 
criticism  of  soimd  value  compensation): 

The  Secretary  is  free  (under  Section  6]  both 
to  require  the  concessioner  to  waive  any 
possessory  interest  he  might  otherwise  have 
in  this  sort  of  improvement  [concessioner 
improvemantsl  and  to  adapt  the  valuation 
formula  to  suit  the  ciromistances  of  such 
improvement  as  sees  fit.  (Congressional 
Record,  September  14, 1965  at  p.  22787.) 

In  addition  to  its  clear  authority  under 
the  Act  of  contract  for  possessory 
interest  compensation  at  other  than 
sound  value,  NPS  also  points  out  that 
there  is  nothing  new  about  a  provision 
for  less  than  sound  value  possessory 
interest  compensation  in  NPS 
concession  contracts.  In  fact,  each  and 
every  NPS  concession  contract  entered 
into  since  passage  of  the  Act  in  1965 
(with  possessory  interest  provisions)  has 
contained  terms  which  limit  possessory 
interest  compensation  to  less  than 
sound  value  in  certain  circumstances. 
For  example,  it  has  always  been  NPS 
pohcy  under  the  Act  and  the  old 
standard  contract  to  provide  book  value 
compensation  when  a  concession 
facility  is  no  longer  used  for  concession 
operations.  In  addition,  NPS 
implemented,  shortly  after  passage  of 
the  Act,  a  policy  still  reflected  in  both 
the  old  and  the  new  standard  contracts, 
to  the  effect  that  possessory  interest 
compensation  in  government  buildings 
improved  by  a  concessioner  is  at  book 
value.  This  latter  policy  was  adopted 
formally  in  1979  after  public  notice  and 
opportunity  for  comment  on  the  then 
new  standard  language  concession 
contract. 

In  short,  the  commenters  cannot 
reconcile  their  position  that  the  Act 
does  not  authorize  anything  but  soimd 
value  compensation  with  the 
administrative  practice  of  NPS  under 
the  Act.  In  this  connection,  NPS  also 
notes  that  all  concession  contracts 
grossing  more  than  $100,000  are 
required  to  be  submitted  to  Congress  for 
a  sixty  day  period  prior  to  execution.  In 
order  for  the  commenters'  to  sustain  the 
validity  of  their  legal  position,  they 
would  have  to  argue  that  Congress  has 
chosen  to  ignore  the  fact  that  each  and 
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every  concession  contract  submitted  to 
the  Congress  since  1965  (with 
possessory  interest  provisions)  is  illegsl 
under  the  Act 

One  commenter  did  ecknowledge  the 
"unless  otherwise  agreed  to  by  the 
parties"  phra»  of  section  6  of  the  Act. 
The  commenter,  however,  tried  to 
explain  this  phrase  away  by  arguing  that 
the  phrase  means  that  a  potential 
concessioner  for  s  new  concession 
contract  has  a  right  to  agree  or  disagree 
"in  advance"  to  a  contract  which  does 
not  contain  sound  value  compensation. 
The  Act.  of  course,  simply  does  not  reed 
this  way.  Further,  it  is  self-evident  that 
no  one  is  required  to  apply  for  an  NPS 
concession  contract  if  he  or  she 
disagrees  vrith  the  terms  of  the  contract. 
In  fact,  it  appears  that  this  "advance 
agreement"  legal  argument,  if  carried  to 
its  logical  conclusion,  would  mean  that 
a  third  party  somehow  has  a  right  to 
veto  the  inclusion  of  a  less  than  soimd 
value  compensation  provision  in  a 
concession  contract  which  othenvise 
has  been  agreed  to  by  both  parties  to  the 
contract.  NPS  and  the  selected 
concessioner.  NPS  does  not  believe  that 
the  Act  can  be  read  to  achieve  this 
anomalous  result. 

Although  NPS  considers  that  it  has 
legal  authority  to  adopt  the  fair  value 
compensation  provision,  it  does  not 
seek  to  deprive  existing  concessioners 
which  are  entitled  to  sound  value 
compensation  the  full  measure  of 
compensaticm  due  imder  existing 
contracts  or  to  deprive  existing 
concessioners  of  a  fair  opportunity  to 
apply  for  a  new  contract,  ta  this  regard. 
NPS  will  include  in  each  concession 
solicitation  utilizing  the  new  standard 
contract  its  estimate,  where  applicable, 
of  the  value  of  an  existing 
concessioner's  possessory  interest  and 
require  the  successful  applicant  (if  it  is 
not  the  existing  concessioner)  to  pay  the 
existing  concessioner  all  possessory 
interest  compensation  (including  soimd 
value  and  book  value,  as  applicable)  and 
other  compensation  due  the  existing 
concessioner  under  the  expired 
contract.  If  the  existing  concessioner 
chooses  to  seek  to  continue  its 
operations  under  the  new  contract,  it 
will  be  entitled  to  apply  for  the  new 
contract  containing  the  fair  value 
compensation  provision,  and,  if  it  is  a 
satisfactory  concessioner,  it  will  have  a 
right  of  preference  in  the  new  contract 
in  accordance  with  the  Act  and  36  CFR 

part  51. 

In  either  circumstance,  the  specific 
amount  of  money  to  be  included  in  the 
new  contract  with  respect  to  existing 
sound  value  possessory  interest  will  be 
calculated  in  accordance  with  the  terms 
of  the  expired  contract.  If  this  amount 


should  diange  as  a  result  of  a  required 
arbitration  or  otherwise.  NPS  will  make 
appropriate  adjustmenU  to  the  terms  of 
the  new  contract  to  reflect  the  adjusted 
actual  dollar  value  of  the  existing  sound 
value  compensation. 

Existing  concessioners  may  argue  that 
it  is  not  within  the  authority  of  NPS  to 
propose  a  contract  which,  in  effect, 
requires  an  incumbent  concessioner  to 
amortize  its  sound  value  possessory 
interest  under  its  terms.  NPS,  howevw. 
has  carefully  considered  this  argument 
and  considers  it  to  be  unpersuasive.  In 
the  first  instance,  although  an  existing 
satisfactory  concessioner  has  a  right  of 
preference  to  a  new  contract,  this  right 
does  not  extend  to  setting  the  terms  of 
a  new  contract  with  respect  to 
possessory  interest  compensatirai  or 
otherwise.  NPS  has  the  statutory 
responsibility  to  establish  such  terms  in 
fulfillment  of  its  obligations  to  preserve 
areas  of  the  national  park  system  and  to 
provide  for  their  enjoyment  by  park 
visitors. 

In  any  event,  however,  an  existing 
concessioner  in  fact  has  the  choice 
under  the  new  standard  contract  either 
to  agree  to  the  terms  of  the  new  contract 
as  offered  equally  to  all  applicants,  or. 
to  obtain  immediately  the  full 
compensation  which  is  due  under  the 
expired  contract.  In  this  regard,  NPS 
points  out  that  the  overall  financial 
benefits  of  a  new  concession  contract, 
will  be,  as  a  matter  of  business 
necessity,  at  least  equal  to  the 
compensation  due  an  incxunbent 
concessioner  under  an  expired  contract, 
or  else,  no  one.  including  the  incumbent 
concessioner,  will  make  a  responsive 
offer  for  the  new  contract.  NPS,  to  this 
end.  will  take  into  account  in  its 
internal  decisions  regarding  proposed 
contract  terms  (e.g..  building  programs, 
term,  franchise  fees,  etc.)  the  economic 
consequences  of  amortizing  existing 
sound  value  possessory  interest  as 
required  by  the  new  standard  contract. 
A  new  concessioner  will  not  offer  to  pay 
the  existing  concessioner  the  sound 
value  and  other  compensation  due 
under  the  expired  contract  and 
thereafter  amortize  this  expense  as 
required  by  the  new  standard  contract 
unless  the  terms  of  the  new  contract  are 
considered  attractive  enough  to  vvarrant 
such  payments  as  a  matter  of  business 
judgment.  In  fact,  the  incumbent 
concessioner  has  substantial  advantages 
over  competitors  in  this  regard  because 
the  incumbent  is  not  required  to  pay 
cash  up  front  for  the  sound  value 
compensation  (as  is  a  new 
concessioner),  and.  the  incumbent  will 
have  a  better  estimate  of  the  value  of  the 
new  contract  because  of  its  detailed 


knowledge  of  past  expenses  and 

revenues.  ,  „         ,. 

An  example  of  this  is  as  follows.  If  an 
existing  concessioner  has  sound  value 
possessory  interest  in  the  amoimt  of 
$1,000,000,  a  fifteen  year  new  contract 
proposal  wiould  sUte  that  compensation 
for  this  existing  possessory  interest  is 
initially  set  at  $1 ,000,000  and  will 
decrease  by  one  thirtieth  each  year  of 
the  contract  If  a  new  concessioner  is 
awarded  this  contract,  it  would  be 
required  to  pay  the  existing 
concessioner  the  $1,000,000  up  front  (m 
accordance  with  the  expired  contract) 
and  would  then  amortize  this  payment 
under  the  terms  of  the  new  contract  If 
an  existing  concessioner  is  awarded  the 
contract,  mis  amount  likewise  would  be 
amortized  under  the  terms  of  the  new 
contract.  At  the  expiration  of  the  fifteen 
year  contract,  accordingly,  one-half  of 
the  initial  amount  would  be  due  the 
concessioner  if  it  is  not  awarded  a 
subsequent  new  contract.  Under  a 
subsequent  new  fifteen  year  contract, 
the  concessioner  thereunder  would 
amortize  the  balance  of  the  initial 

$1,000,000.  .     J     . 

In  summary,  imder  the  new  standard 
contract,  an  inc\mibent  concessioner 
with  existing  sound  value  possessory 
interest  either  may  obtain  immediate 
frill  payment  for  this  interest,  or,  may 
seek  to  enter  into  a  new  concession 
contract  which  is  intended  through  its 
terms  to  compensate  the  concessioner, 
whether  a  new  concessioner  or  the 
existing  concessioner,  for  the 
amortization  of  the  existing  possessory 
interest  and  provide,  taking  the 
amortization  into^ccount,  a  reasonable 
opportimity  for  profit.  The  ensting 
concessioner  is  given  the  choice  in  this 
regard,  and,  the  liability  of  the 
government  thereafter  to  pay  sound 
value  compensation  (and  related 
detrimental  consequences)  is  eliminated 
as  required  in  the  public  interest. 

Several  commentere  also  questioned 
the  validity  of  the  optional  Section  10 
account  provisions  of  the  new  standard 
contract  which  do  cot  provide 
possessory  interest  in  improvements 
constructed  with  funds  from  Section  10 
accounts.  As  a  legal  matter,  the  Act 
allows  for  the  assignment,  transfer  or 
extingui^unent  of  possessory  interest 
and  thus  the  section  10  provision  is 
lawful  for  the  same  reasons  as  discussed 
above  with  respect  to  fair  value 
compensation.  NPS  also  notes  that 
commenten  generally  accepted  the 
fairness  of  this  Section  10  account 
limitation  with  respect  to  possessory 
interest.  In  feet,  the  provision  is  of 
economic  benefit  to  concessionera  as 
they  will  profit  from  the  use  of 
improvements  constructed  with  funds 
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from  the  accounts  which  otherwise  may 
be  an  expense  to  the  concessioner  under 
the  contract  (e.g.,  increased  franchise  or 
building  use  fees)  without 
corresponding  benefit. 

MPS  finally  notes  in  coimection  with 
section  13  that  it  received  a  comment 
which  stated  that  section  13(d)  is 
confusing  because  it  appears  that  it 
merely  restates  Section  13(d).  In  this 
regard,  section  13(f)  is  included  in  the 
new  standard  contract  by  NFS  pursuant 
to  statutory  requirements.  However, 
section  13(d)  has  been  modified  to  be 
consistent  with  the  intentions  of  the  fair 
value  provisions  of  the  new  standard 
contract  and  statutory  requirements. 

Section  14 — Assignment  or  Sale  of 
Interests 

Several  commenters  asserted 
generally  that  section  14  is  contrary  to 
the  principles  of  free  enterprise,  as  it 
restricts  a  concessioner's  ability  to  sell 
its  business.  NPS  disagrees.  This 
provision  properly  allows  NPS  to  carry 
out  its  duty  of  ensuring  that  assignees  of 
concessions  contracts  are  capable  of 
conforming  to  NPS's  policies  and 
procedures  and  that  the  terms  of  a 
concession  contract,  upon  transfer,  will 
continue  to  reflect  the  probable  value  of 
the  privileges  granted  by  the  contract  so 
that  the  interests  of  the  government  are 
protected,  llie  fundamental  premise  of 
Section  14,  as  reflected  in  both  the  old 
and  new  standard  contracts,  is  that  there 
is  no  inherent  right  to  assign  or  sell  to 
a  third  party  the  rights  and  obligations 
of  a  government  contract.  This  concept 
is  not  new.  It  has  been  in  effect  since 
well  before  the  passage  of  the  1965  Act. 
Section  14  as  proposed  has  been 
amended  to  reflect  the  related 
requirements  of  36  CFR  part  51. 

One  commenter  Stated  that  NPS. 
approval  of  a  sale  or  transfer  should  not 
be  unreasonably  withheld.  This  is 
present  NPS  policy,  and  does  not 
change  imder  the  new  standard 
contract. 

Section  15 — Approval  of  Subconcession 
Contracts 

One  commenter  objected  to  this 
section,  claiming  that  the  Act  does  not 
allow  subconcessioners  to  operate 
concession  facilities  and  services.  NPS 
believes  that  the  Act  authorizes 
subconcessioners,  and,  although  NPS 
generally  discourages  subconcessioners, 
it  has  allowed  their  operation  in  certain 
circumstances  for  many  years. 

Section  17— Procurement  of  Goods, 
Equipment  and  Services 

One  commenter  urged  that  this 
section  specify  that  if  NPS  determines 
that  a  diversion  or  concealment  of 


profits  has  occurred,  the  concessioner  is 
to  be  terminated  immediately.  NPS 
disagrees  with  this  suggestion.  All 
diversions  or  concealments  are  not 
aUke.  Those  that  are  unintentional  or  of 
a  minor  nature  may  not  warrant 
immediate  termination.  Others, 
however,  may  deserve  this  action.  For 
this  reason,  NPS  needs  the  flexibility  in 
the  language  of  this  section  to  take 
whatever  action  may  be  appropriate  in 
these  drounstances. 

The  Former  "Disputes"  Section 

Several  commenters  objected  to  the 
removal  of  the  "Disputes"  section  from 
the  old  standard  contract.  They 
considered.  essentiaUy,  that  this  section 
is  necessary  to  protect  the  rights  of 
concessioners.  NPS  disagrees.  The 
"Disputes"  Section  was  deleted  from 
the  contract  because  independent 
statutory  provisions  now  achieve  the 
purposes  of  the  Disputes  clause. 

NPS  has  determined  that  this 
doounent  is  categorically  excluded 
fit>m  the  NEPA  process  pursuant  to 
applicable  Departmental  and  NPS 
guidelines.  NPS,  in  light  of  comments 
received  regarding  the  fair  value 
compensation  provision,  also  reviewed 
this  doounent  in  connection  with  the 
policies  and  criteria  of  Executive  Order 
No.  12630  and  has  determined,  for  the 
reasons  discussed  above,  that  this 
document  is  consistent  with  applicable 
provisions  of  the  Executive  order. 

Dated:  December  30, 1992. 
lamM  M.  Ridenour, 
Director,  National  Park  Serrice. 

Standard  Language  To  Be  Used.  Where 
Applicable  in  Concession  Contracts 

United  States  Department  of  the 
Interior,  National  Park  Service 


(Name  of  Concessioner) 


(Name  of  Area) 


Contract  No. 
Executed , 


Covering  the  Period . 
Through 


Section  8.  Accounting  Records  and 

Reports 
Section  9.  Fees 
Section  10.  Accoimts 
Section  11.  Bond  and  Lien 
Section  12.  Termination 
Section  13.  Compensation 
Section  14.  Assignment  or  Sale  of 

Interests 
Section  15.  Approval  of  Subconcession 

Contracts 
Section  16.  Insurance  and  Indemnity 
Section  1 7.  Procurement  of  Goods, 

Equipment  and  Services 
Section  18.  General  Provisions 

EXHIBITS 

Exhibit  "A":  Nondiscrimination 
Exhibit  "B":  Land  Assignment 
Exhibit  "C":  Government-owned 

Structures  Assigned 
Exhibit  "D":  Possessory  Interest  Assets 
Exhibit  "E":  Building  Replacement  Cost 

for  Insxuance  Purposes 

Corporation 

THIS  CONTRACT  made  and  entered 
into  by  and  between  the  United  States 
of  America,  acting  in  this  matter  by  the 
Secretary  of  the  Interior,  through  the 
Director  of  the  National  Park  Service, 
hereinafter  referred  to  as  the 

"Secretary,"  and , 

a  corporation  organized  and  existing 
imder  the  laws  of  the  State  of 

doing  business  as 

hereinafter  referred  to  as 

the  "Concessioner": 

Partnership 

THIS  CONTRACT  made  and  entered 
into  by  and  between  the  United  States 
of  America,  acting  in  this  matter  bv  the 
Secretary  of  the  Interior,  through  the 
Director  of  the  National  Park  Service, 
hereinafter  referred  to  as  the 
"Secretary",  and 

^of 


doing  business  as 


J  and 

.of 

_,  partners, 


_,  pursuant 


to  a  partnership  agreement  dated 

.with  the 

principal  place  of  business  at 

J  hereinafter 


Concession  Contract— Table  of  Contents    referred  to  as  the  "Concessioner" 


Whereas 

Section  1.  Term  of  Contract 

Section  2.  Accommodations,  Facilities 

and  Services 
Section  3.  Plant,  Personnel  and  Rates 
Section  4.  Government  Land  and 

Improvements 
Section  5.  Maintenance 
Section  6.  Concessioner's  Improvements 
Section  7.  Utilities 


Sole  Proprietorship 

THIS  CONTRACT  made  and  entered 
into  by  and  between  the  United  States 
of  America,  acting  in  this  matter  by  the 
Secretary  of  the  Interior,  through  the 
Director  of  the  National  Park  Service, 
hereinafter  referred  to  as  the 
"Secretary."  and 


_,an 
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individual  of. 
business  as . 


_,  doing 


hereinafter  referred  to  as  the 
"Concessioner"' 

Witnesseth 

That  whereas,  (Name  of  Park. 
Recreation  Area,  etc.)  (henreinafter 
referred  to  as  the  "Area")  is 
administered  by  the  Secretary  to 
conserve  the  scenery  and  the  natural 
and  historic  objects  and  the  wildlife 
therein,  and  to  provide  for  the  public 
enjoyment  of  the  same  in  such  manner 
as  will  leave  such  area  unimpaired  for 
the  enjoyment  of  future  generations;  and 

Whereas,  the  accompUshment  of  these 
purposes  requires  that  facilities  and 
services  that  have  been  determined  to  be 
necessary  and  appropriate  for  the  public 
use  and  enjoyment  of  the  area  be 
provided  for  the  public  visiting  the  area; 
and 

Whereas,  the  United  States  has  not 
itself  provided  such  necessary  faciUties 
and  services  and  desires  the 
Concessioner  to  establish  and  operate 
certain  of  them  at  reasonable  rates  under 
the  supervision  and  regulation  of  the 
Secretary;  and 

Whereas,  pursuant  to  law  the 
Secretary  is  required  to  exercise  his 
authority  hereunder  in  a  manner 
consistent  with  a  reasonable 
opportimity  by  the  Concessioner  to 
realize  a  profit  on  the  operations 
conducted  hereunder  as  a  whole 
commensurate  with  the  capital  invested 
and  the  obligations  assimied: 

Now,  Therefore,  pursuant  to  the 
authority  contained  in  the  Acts  of 
August  25. 1916  (39  Stat.  535;  16  U.S.C. 
1.  2-4).  and  CXrtober  9. 1965  (79  Stat 
969;  16  U.S.Q  20  et  seq.),  and  other 
laws  supplemental  thereto  and 
amendatory  thereof,  the  Secretary  and 
the  Concessioner  agree  as  follows: 

Sec.  1.  Term  of  Contract  (a)  This 

Contract  shall  (supersede  and  cancel 

Contract  No effective 


(b)'  The  Concessioner  shall  undertake 
and  complete  an  improvement  and 
bmlding  program  (harainafter 
"Improvmnent  Pn^gram")  costing  not 

less  than  $ ■»  adjusted  per 

project  to  leflact  par  value  in  the  year 
of  actual  constzuctioo  in  accordance 
with  the  appropriate  indexes  of  the 
Department  of  Commerce's 
"Construction  Review."  It  is  agreed  that 
such  investment  is  consistent  with 
Section  3(a)  hereof.  The  Improvement 
Program  shall  include: 

(Provide  detailed  description  of  the 
Improvement  Program.) 

(c)  The  Concessioner  shall  commeiice 
construction  under  the  Improvement 

Program  on  or  before in 

such  a  manner  as  to  demonstrate  to  the 
satisfaction  of  the  Secretary  that  it  is  in 
good  foith  carrying  the  Improvement 
Program  forward  reasonably  under  the 
circumstances.  After  written  approval  of 
plans  and  specifications,  the 
Concessioner  shall  provide  the 
Secretary  with  such  evidence  or 
docimientation,  as  may  be  satisfactory  to 
the  Secretary,  to  demonstrate  that  the 
Improvement  Program  duly  is  being 
carried  forward,  and  shall  complete  and 
have  the  improvements  and  buildings 
available  for  public  use  on  or  before 


upon  the  close  of  btisiness 


19_ 


for  the  term  of 
years  from 


and  shall]  ^  be 
( ) 


_19. 


(conditioned  upon  the  Concessioner's 
completion  of  Uie  improvement  and 
building  program  set  forth  in  subsection 
(b)  hereoL  In  the  event  the  Concessioner 
faib  to  complete  this  program  to  the 
satisfaction  of  the  Secretary  within  the 
time  allotted  therefor,  then  this  Contract 

shall  be  for  the  term  of 

{ )  years  from 


J 


>  To  b*  OMd  wliMi  MdaliiM  oonlmct  U  to  b* 
raplacsd,  baloi*  aocpiiatioB  oaf. 

>To  be  u««d  whtn  than  U  m  imptovaoMDl  mmI 
building  pngnm.  Th«  ihoitMwd  t«in  of  contnct 
should  gmenUj  nm  ocaad  10  ymn. 


(d)  The  Concessioner  may,  in  the 
discretion  of  the  Secretary,  be  reUeved 
in  whole  or  in  part  of  any  or  all  of  the 
obligations  of  the  Improvement  Program 
for  such  stated  periods  as  the  Secretary 
may  deem  proper  upon  written 
application  by  the  Concessioner 
snowing  circumstances  beyond  its 
control  warranting  such  relief. 

(e)  In  addition  to  the  Improvement 
Program  described  above,  the 
Concessioner  shall  accomplish  such 
additional  improvement  projects  as  may 
be  funded  from  the  account(8) 
estabUshed  in  Section  10  hereof. 

Sec.  2.  Accommodations.  Facilities 
and  Services  (a)  The  Secretary  hereby 
requires  and  authorizes  the 
Concessioner  during  the  term  of  this 
Contract  to  provide  accommodations, 
facilities  and  services  for  the  public 
within  the  Area,  as  follows: 

(Provided  detailed  description  of 
services  which  are  required  and/or  only 
authorized  to  be  undertaken.  Broad 
generalizations  such  as  "any  and  all 
facilities  and  services  customary  in  such 
operations"  or  "such  additional 
facilities  and  services  as  may  be 
required"  are  not  to  be  used.  A 
provision  stating  "The  Concessioner 


*  (b).  (c)  and  (d)  Am  to  b«  nawl 
iaprovaoMat  prognau  an  indudad  in  tha  cootract, 
NMr  Do  IKK  ii*e  Sac  1.  (b).  (c)  or  (d).  if  there  U 
DO  building  program. 


may  provide  services  Incidental  to  the 
operations  authorized  hereunder  at  the 

Test  of  the  Swaetary"  is  acceptoble.) 
)  The  Secretary  reserves  the  right  to 
determine  and  control  the  nat\ire,  Wpe 
and  quality  of  the  merchandise  and 
services  described  herein  to  be  sold  or 
furnished  by  the  Concessioner  within 
the  Area. 

(c)  This  Contract  and  the 
administration  of  it  by  the  Secretary 
shall  be  subject  to  the  law  of  Congress 
governing  the  Area  and  rules, 
regulations  and  policies  promulgated 
thereunder,  whether  now  in  force  or 
hereafter  enacted  or  promulgated, 
including  but  not  limited  to  United 
StatesPublic Health  Service 
requirements.  The  Concessioner  must 
also  comply  with  applicable 
requirements  promulgated  by  the 
United  States  Department  of  Labor's 
Occupational  Safety  and  Health  Act  of 
1970  (OSHA)  and  those  provisions 
outlined  in  the  National  Park  Service's 
Safety  and  Occupational  Health  Policy 
associated  with  visitor  safety  and 
health. 

(d)  In  order  to  implement  these 
requirements  the  Secretary,  actii^ 
through  the  Superintendent  and  in 
consultation  with  the  Concessioner, 
shall  establish  and  revise  as 
circumstances  warrant,  specific 
operating  requirements  in  the  form  of  an 
Operating  Plan  which  shall  be  adhered 
to  by  the  Concessioner.  The  Operating 
Plan  established  by  the  Superintendent 
shall  not  amend  or  alter  the  material 
rights  and  liabilities  of  the  parties  to  this 
Contract. 

Sec.  3.  Plant,  Personnel  and  Rates 
(a)(1)  The  concessioner  shall  maintain 
and  operate  the  accommodations, 
facilities  and  services  described  above 
to  such  extent  and  in  such  manner  as 
the  Secretary  may  deem  satisfactory, 
and  shall  provide  the  plant,  personnel, 
equipment,  goods,  and  commodities 
necessary  therefor,  provided  that  the 
Concessioner  shall  not  be  required  to 
make  investments  inconsistent  with  a 
reasonable  opportimity  to  realize  a 
profit  on  its  operations  under  this 
Contract  commensurate  with  the  capital 
invested  and  the  obligations  assumed. 
The  Concessions  agrees  that  the  terms 
of  this  Contract  provide  the 
Concessioner  this  reasonable 
opportunity  to  realize  a  profit. 

(a)(2)  AU  rates  and  prices  charged  to 
the  public  by  the  Concessioner  for 
accommodations,  services  or  goods 
furnished  or  sold  shall  be  subject  to 
regulation  and  approval  by  the 
Secretary.  Reasonableness  of  rates  and 
prices  will  be  judged  generally  by 
comparison  %vith  those  currently 
charged  for  comparable 
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accommodations,  services  or  goods 
furnished  or  sold  outside  of  the  areas 
administered  by  the  National  Park 
Service  under  similar  conditions,  with 
due  allowance  for  length  of  season, 
provision  for  peak  loads,  (average 
percentage  of  occupancy]  *  accessibility, 
availability  and  cost  of  labor  and 
materials,  type  of  patronage,  and  other 
conditions  customarily  considered  in 
determining  charges,  but  due  regard 
may  also  be  given  to  such  other  factors 
as  the  Secretary  may  deem  simificant 

(a)(3)  The  Concessioner  shall  require 
its  employees  to  observe  a  strict 
impartiality  as  to  rates  and  services  in 
all  circumstances.  The  Concessioner 
may.  subject  to  the  prior  approval  of  the 
Seoetary,  grant  complimentary  or 
reduced  rates  under  such  circumstances 
as  are  customary  in  businesses  of  the 
character  conducted  hereimder.  The 
Concessioner  will  provide  Federal 
employees  conducting  official  business 
reduced  rates  for  lodging,  essential 
transportation  and  other  specified 
services  in  accordance  with  procedures 
established  by  the  Secretary. 

(b)(1)  The  Concessioner  may  be 
required  to  have  its  employees  who 
come  in  direct  contact  with  the  public, 
so  far  as  practicable,  to  wear  a  uniform 
or  badge  by  which  they  may  be  knovtm 
and  distingmshed  as  the  employees  of 
the  Concessioner.  The  Concessioner 
shall  require  its  employees  to  exercise 
courtesy  and  consideration  in  their 
relations  with  the  public. 

(b)(2)  The  Concessioner  shall  review 
the  conduct  of  any  of  its  employees 
whose  action  or  activities  are 
considered  by  the  Concessioner  or  the 
Secretary  to  be  inconsistent  with  the 
proper  administration  of  the  Area  and 
enjoyment  and  protection  of  visitors  and 
shall  take  such  actions  as  are  necessary 
to  fully  correct  the  situation. 

(b)(3)  The  Concessioner  shall,  in 
addition  to  other  laws  and  regulations 
which  may  be  applicable  to  its 
operations,  comply  with  applicable 
requirements  of  (i)  Title  VII  of  the  Civil 
Rights  Act  of  1964,  as  well  as  Executive 
Order  No.  11246  of  September  24, 1965, 
as  amended  by  Executive  Order  No. 
11375  of  October  13. 1967,  (ii)  Title  V, 
sections  503  and  504  of  the 
RehabiUtation  Act  of  September  26, 
1973,  Public  Law  93-112  as  amended  in 
1978,  (iii)  41  CFR  part  60-2  which 
prescribes  affirmative  action 
requirements  for  contractors  and 
subcontractors,  (iv)  the  Age 
Discrimination  in  Employment  Act  of 
December  15. 1967  (Pub.  L.  90-202).  as 
amended  by  (Pub.  L.  95-256)  of  April  6, 


*  This  should  b*  u*«d  only  in  cootncta  involving 
lodging. 


1978,  and  (v)  the  Architectural  Bairiers 
Act  of  1968  (Pub.  L.  90-480).  The 
Concessioner  shall  also  comply  with 
regulations  heretofcwe  or  hereafter 
promulgated,  relating  to 
nondiscrimination  in  employment  and 
providing  accessible  fociuties  and 
services  to  the  public  including  those 
set  forth  in  Exhibit  "A"  attached  hereto 
and  made  a  part  hereof. 

Sec.  4.  Government  Land  and 
Improvements  (a)(1)  The  Secretary 
hereby  assigns  for  use  by  the 
Concessioner  during  the  term  of  this 
Contract,  certain  parcels  of  land,  if  any 
(as  described  in  Exhibit  "B"  hereto),  and 
Government  Improvements,  if  any  (as 
described  in  Exhibit  "C"  hereto), 
appropriate  to  conduct  operations 
hereunder. 

(a)(2)  The  Secretary  reserves  the  right 
to  withdraw  such  assignments  or  perts 
thereof  at  any  time  during  the  term  of 
this  Contract  if,  in  his  judgement,  (i) 
such  withdrawal  is  for  the  purpose  of 
enhancing  or  protecting  area  resources 
or  visitor  enjoyment  or  safety,  or  (ii)  the 
operations  utilizing  such  assigned  lands 
or  buildings  are  terminated  pursuant  to 
Section  12  hereof. 

(a)(3)  Any  permanent  withdrawal  of 
assigned  lands  or  Government 
Improvements  which  are  essential  for 
conducting  the  operation  authorized 
hereunder  will  be  considered  by  the 
Secretary  as  a  termination  of  this 
Contract  pursuant  to  Section  12  hereof. 
The  Secretary  shall  compensate  the 
Concessioner  for  any  Possessory  Interest 
it  may  have  in  such  properties 
permanently  withdrawn  pursuant  to 
section  13  hereof. 

(b)(1)  "Government  Improvements"  as 
used  herein,  means  the  buildings, 
structures,  utility  systems,  fixtures, 
equipment,  and  other  improvements 
affixed  to  or  resting  upon  the  lands 
assigned  hereimder  in  such  manner  as 
to  be  part  of  the  realty,  if  any, 
constructed  or  acquired  by  the  Secretary 
and  assigned  to  the  Concessioner  by  the 
Secretary  for  the  purposes  of  this 
Contract 

(b)(2)  The  Concessioner  shall  have  a 
Possessory  Interest  to  the  extent 
provided  elsewhere  in  this  Contract  in 
capital  improvements  (as  hereinafter 
defined)  it  makes  to  Government 
Improvements  (excluding  improvements 
made  from  funds  from  any  Section  10 
accounts)  with  the  written  permission  of 
the  Secretary.  In  the  event  tiiat  such 
Possessory  hiterest  is  acquired  by  the 
Secretary  or  a  successor  concessioner  at 
any  time,  the  Concessioner  will  be 
compensated  for  such  Possessory 
Interest  pursuant  to  section  13  hereof. 

(c)  The  Secretary  shall  have  the  right 
at  any  time  to  enter  upon  the  lands  and 


improveineats  utilised  by  the 
Concessioner  hereunder  for  any 
purposes  he  may  deem  reasonably 
necessary  fior  the  administration  of  die 
Area. 

(d)  The  Concessioner  may  construct 
or  install  upon  assigned  lands  such 
buildings,  structures,  and  othw 
improvements  as  are  necessary  for 
operations  hereunder,  subject  to  the 
prior  written  approval  by  the  Secretary 
of  tiie  locaticm.  plans,  and  spedficitions 
thmeof.  The  Secretary  may  prescribe  the 
form  and  contents  of  the  application  for 
such  approval.  The  desirability  of  any 
project  88  well  as  the  locati<»,  plans  and 
spedficaticms  thereof  will  be  reviewed 
in  accordance  with  applicable 
provisions  of  the  National 
Environmental  Policy  Act  of  1969  and 
the  Naticmal  Histwic  Preservation  Act  of 
1966,  amon^  other  requirements. 

(e)  If,  dunnt)  the  term  of  this  Contract, 
a  Government  Improvement  requires 
capital  improvement  (major  repairs  and/ 
or  improvements  that  serve  to  prolong 
the  Ufe  of  the  Government  Improvement 
to  an  extent  requiring  capital  investment 
for  major  repair),  such  capital 
improvements  shall  be  made  by  the 
Concessioner  at  its  expense  if  consistent 
with  a  reasonable  opportunity  for  the 
Concessioner  to  realize  a  profit  as 
described  above.  Where  capital 
improvements  to  other  Government 
facilities  which  directiy  support  the 
Concessionw's  operations  under  this 
Contract  are  determined  by  the 
Secretary  to  be  necessary  for  the 
accommodation  of  Area  visitors,  such 
improvements  shall  be  made  by  the 
Concessions'  at  its  expense  unless  the 
Secretary  detrainines  that  expenditiires 
for  such  improvements  are  inconsistent 
with  a  reasonable  op(>ortunity  for  the 
Concessioner  to  realize  a  profit  as 
described  above. 

Sec.  5.  Maintenance  (a)  Subject  to 
section  4(e)  hereof,  the  Concessioner 
will  physically  maintain  and  repair  all 
facilities  (both  Government 
Improvements  end  Concessioner 
Improvements)  used  in  operations 
iinder  this  Contract,  including 
maintenance  of  assigned  lands  and  all 
necessary  housekeeping  activities 
associated  with  such  operations,  to  the 
satisfaction  of  the  Secretary. 

(b)  In  order  to  implement  these 
requirements,  the  Secretary,  acting 
through  the  Superintendent,  shall 
undertake  appropriate  inspections,  and, 
in  consultation  with  the  ConcessioDer, 
shall  establish  and  revise  as 
drcimistances  warrant  a  Maintenance 
Plan  consisting  of  specific  maintenance 
requirements  which  shall  be  adhwed  to 
by  the  Concessioner.  However,  such 
Maintenance  Plan  shall  not  amend  or 
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alter  the  material  rights  and  liabilities  of 
the  parties  to  this  Contract. 

Sec.  6.  Concessioner's  Improvements 
(aMD  "Concessioner  Improvements,"  as 
used  herein,  means  buildings, 
structures,  fixtures,  equipment,  and 
other  improvements,  affixed  to  or 
resting  upon  the  lands  assigned 
hereunder  in  such  manner  as  to  be  a 
part  of  the  realty,  provided  by  the 
Concessioner  for  the  purposes  of  this 
Contract  (excluding  improvements 
made  to  Government  Improvements  and 
improvements  made  from  funds  in  any 
Section  10  accounts),  as  follows:  (i) 
Such  improvements  upon  the  lands 
assigned  at  the  date  hereof  as  described 
inExhibit  "D"  hereto; and  (ii)  all  such 
improvements  hereafter  constructed 
upon  or  affixed  to  the  lands  assigned  to 
the  Concessioner  with  the  written 
consent  of  the  Secretary. 

(a)(2)  Concessioner  Improvements  do 
not  include  any  interest  in  the  land 
upon  which  the  improvements  are 

(a)(3)  Any  salvage  resulting  from  the 
authorized  removal,  severance  or 
demolition  of  a  Concessioner 
Improvement  or  any  part  thereof  shall 
be  the  property  of  the  Concessioner. 

(a)(4)  In  the  event  that  a  Concessioner 
Improvement  is  removed,  abandoned, 
demolished,  or  substantially  destroyed 
and  no  other  improvement  is 
constructed  on  the  site,  the 
Concessioner,  at  its  expense,  shall 
promptly,  upon  the  request  of  the 
Secretary,  restore  the  site  as  nearly  as 
practicable  to  its  original  condition. 

(b)(1)  TTie  Concessioner  shall  have  a 
Possessory  Interest,  as  defined  herein,  in 
Concessioner  Improvements  to  the 
extent  provided  by  the  Contract. 

(b)(2)  Possessory  Interest  in 
Concessioner  Improvements  or 
Government  Improvements  shall  not  be 
extinguished  by  the  expiration  or  other 
termination  of  this  Contract,  and  may 
not  be  terminated  or  taken  for  public 
use  without  just  compensation  as 
determined  in  accordance  with  Section 
13.  Performance  of  the  obligations 
assumed  by  the  Secretary  under  Section 
13  hereof  shall  constitute  just 
compensation  with  respect  to  the  taking 
of  Possessory  Interest. 

(c)(1)  Possessory  Interest,  as  the  term 
is  used  in  this  Contract,  shall  consist  of 
all  incidents  of  ownership  in  capital 
improvements  made  by  the 
Concessioner,  except  legal  title  which 
shall  be  vested  in  the  United  Sutes  and 
subject  to  other  limitations  as  set  forth 
in  this  Contract.  Particularly,  among 
other  matters,  the  existence  of 
Possessory  Interest  shall  not  be 
construed  to  include  or  imply  any 
authority,  privilege,  or  right  to  operate 


or  engage  in  any  business  or  other 
activity,  and  the  use  or  enjoyment  of 
any  structure,  fixture  or  improvement  in 
which  the  Concessioner  has  a 
Possessory  Interest  shall  be  wholly 
subject  to  the  applicable  provisions  of 
this  Contract  ana  to  the  laws  and 
regulations  relating  to  the  Area. 

Sec.  7.  Utilities  (a)  The  Secretary  may 
furnish  utilities  to  the  Concessioner  for 
use  in  connection  with  the  operations 
authorized  under  this  Contract  when 
available  at  reasonable  rates  to  be  fixed 
by  the  Secretary  in  his  discretion.  Such 
rates  which  shall  at  least  equal  the 
actual  cost  of  providing  the  utility  or 
service  unless  a  reduced  rate  is 
provided  for  in  an  established  policy  of 
the  Secretary  In  effect  at  the  time  of 

billing. 

(b)  Should  the  Secretary  not  provide 
such  utilities,  the  Concessioner  shall, 
with  the  written  approval  of  the 
Secretary  and  under  such  requirements 
as  the  Secretary  shall  prescribe,  secure 
necessary  utilities  at  its  own  expense 
from  sources  outside  the  Area  or  shall 
install  the  same  v«thin  the  Area  with 
the  written  permission  of  the  Secretary, 
subject  to  the  followina  conditions: 

(i)  Any  water  rights  aeemed  necessary 
by  the  Concessioner  for  use  of  water  on 
Federal  lands  shall  be  acquired  at  its 
expense  in  accordance  with  applicable 
State  procedures  and  law.  Such  water 
rights,  upon  expiration  or  termination  of 
this  Contract  for  any  reason  shall  be 
assigned  to  and  become  the  property  of 
the  United  States  without 
compensation; 

(iij  Any  utiUty  service  provided  by 
the  Concessioner  under  this  Section 
shall,  if  requested  by  the  Secretary,  be 
furnished  to  the  Secretary  to  such  extent 
as  will  not  unreasonably  restrict 
anticipated  use  by  the  Concessioner. 
The  rate  per  unit  charged  the  Secretary 
for  such  service  shall  be  approximately 
the  average  cost  per  unit  of  providing 
such  service;  and 

(iii)  All  appliances  and  machinery  to 
be  used  in  connection  with  the 
privileges  granted  in  this  Section,  as 
well  as  the  plans  for  location  and 
installation  of  such  appliances  and 
machinery,  shall  first  be  approved  by 
the  Secretary. 

Sec.  8.  Accounting  Records  and 
Reports  (a)  The  Concessioner  shall 
maintain  an  accounting  system  whereby 
its  accounts  can  be  readily  identified 
with  its  system  of  accoimts 
classification.  The  Concessioner  shall 
submit  annually  as  soon  as  possible  but 

not  later  than L ) 

days  after  the day  of 


other  reports  and  data,  ircluding,  but 
not  limited  to,  operations  information, 
as  may  be  required  by  the  Secretary. 
Such  information  are  subject  to  public 
release  to  the  extent  authorized  by  law 
or  established  policies  and  procedures 
of  the  Secretary.  The  Concessioner's 
system  of  accounts  classification  shall 
be  directly  related  to  the  Concessioner 
Annual  Report  Form  issued  by  the 
Secretary.  If  the  annual  gross  receipts  of 
the  Concessioner  are  in  excess  of 
$1,000,000,  the  financial  statements 
shall  be  audited  by  an  independent 
certified  public  accountant  or  by  an 
independent  licensed  pubUc  accountant 
certified  or  licensed  by  a  regulatory 
authority  of  a  State  or  other  poUtical 
subdivision  of  the  United  States  on  or 
before  December  31. 1970,  in 
accordance  with  the  auditing  standards 
and  procedures  promulgated  by  the 
American  Institute  of  Certified  Pubhc 
Accountants.  If  aimual  gross  receipts  are 
between  $250,000,  and  $1,000,000.  the 
financial  statements  shall  be  reviewed 
by  an  independent  certified  public 
accountant  or  by  a  licensed  public 
accountant  certified  or  licensed  by  a 
regulatory  authority  of  a  State  or  other 
political  subdivision  of  the  United 
States  on  or  before  December  31. 1970. 
in  accordance  with  the  auditing 
standards  and  procedures  promulgated 
by  the  American  Institute  of  Certified 
Public  Accountants.  If  annual  gross 
receipts  are  less  than  $250,000.  the 
financial  statements  may  be  prepared 
without  involvement  by  an  independent 
certified  or  licensed  public  accountant, 
unless  otherwise  directed  by  the 

If  the  Concessioner  is  required  to  have 
its  annual  financial  statement 
(Concessioner  Annual  Financial  Report) 
audited  or  reviewed,  the  Concessioner 
must  use  the  accrual  accoiuting 
method.  In  addition,  it  must  include  in 
its  annual  financial  statement 
(Concessioner  Annual  Financial  Report) 
a  footnote  that  reconciles  its  annual 
financial  statement  to  its  Federal 
income  tax  returns. 

(b)  *  Within  ninety  (90)  days  of  the 
execution  of  this  Contract  or  its  effective 
date,  whichever  is  later,  the 
Concessioner  shall  submit  to  the 
Secretary  a  balance  sheet  as  of  the 
beginning  date  of  the  term  of  this 
Contract.  TTie  balance  sheet  shall  be 
audited  by  an  independent  certified 

{>ublic  accountant  or  by  an  independent 
icensed  public  accountant,  certified  or 
licensed  by  a  regulatory  authority  of  a 


a  financial  statement  for 


the  preceding  year  or  portion  of  a  year 
as  prescribed  by  the  Secretary,  and  such 


*  OpUooal:  SubMction  8(b).  in  iU  antiraty.  nwy  bx 
•xdudad  wh«r«  th«  ConcaMioiMr  baf  no  •cquirad 
potMuwy  inlanat  umU  involved  tad  no  balanca 
ihmH  ii  rwtuiivd. 
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State  or  othn  political  subdivigion  of 
the  United  States  on  or  befoie  December 
31, 1970.  Tlie  balance  sheet  shall  be 
accompanied  by  a  schedule  that 
ideati&es  and  provide*  details  for  all 
assets  in  which  the  Concessioner  claims 
a  Possessory  Interest.  The  schedule 
must  describe  these  aaeets  in  detail 
showing  for  each  such  asset  the  date 
acquired,  useful  life,  cost  and  book 
value. 

(c)  The  Secretary  and  Comptroller 
General  of  the  United  States,  or  any  of 
their  duly  auth(vized  representatives, 
shall  at  any  time  up  imtil  the  expiraticm 
of  five  (5)  calendar  yeers  after  the 
eviration  of  this  Contract,  have  access 
to  and  the  right  to  examine  any  of  the 
Concessioner's  pertinent  books, 
docummts,  papws,  and  records, 
including  Federal  and  State  income  tax 
returns  (collectively  "documents"),  and 
siich  documents  of  any  subccncessioner 
related  to  this  Contract,  and.  such 
documents  of  any  proprietary  or  affiliate 
companies  of  the  Concessioner. 

Sec.  9.  Tees  For  the  term  of  this 
Contract,  the  Concessioner  shall  pay  to 
the  Secretary  for  the  privileges  granted 
herein,  fees  as  follows: 

(a)(1)"  An  annual  fee  for  the  use  of 
Government  Improvements  assigned  to 
the  Concessioner,  if  any.  Such  fee  and 
related  Government  Improvement  shall 
be  identified  in  Exhibit  "C"  hereto,  and 
the  fee  may  be  adjusted  annually  by  the 
Secretary  to  equal  the  fair  annual  value 
of  the  related  Government  Improvement 
as  determined  by  the  Secretary. 
(a)(2)  In  addition  to  the  foregoing,  a 

franchise  fee  equal  to 

percent  ( %)  of  the  Concessioner's 

gross  receipts,  as  herein  defined,  for  the 
preceding  year  or  portion  of  a  year. 

(b)  The  franchise  fee  shall  be  due  on 
a  monthly  basis  at  the  end  of  each 
month  and  shall  be  paid  by  the 
Concessioner  in  such  a  mannw  that 
payment  ^all  be  received  by  the 
Secretary  within  15  days  aitw  the  last 
day  of  each  month  that  the  Concessioner 
operates.  Such  monthly  payment  shall 
include  the  annual  use  fee  for  assigned 
Government  Improvements,  as  set  forth 
in  Exhibit  "C"  hereto,  divided  by  the 
expected  number  of  operating  months, 
as  well  as  the  specified  percentage  of 
gross  receipts  for  the  preceding  month. 
The  payment  of  any  additional  amounts 
due  at  the  «id  of  the  operating  year  as 
a  result  of  adjustments  shall  be  paid  at 
the  time  of  submission  of  the 
Concessioner's  annual  financial 
statement  Overpayments  shall  be  offiset 


against  the  fallowing  year's  franchise 
fees  due.  All  franchise  fee  paymenU 
consisting  of  $10,000  or  more,  shall  be 
deposited  electnuiically  by  the 
ConcassiaiMr  using  the  Treesury 
Financial  Communications  System. 

(c)  An  Interest  chuge  vrlll  be  assessed 
on  overdue  amounts  for  each  30-day 
period,  or  portion  thereof,  that  payment 
is  delayed  beyond  the  15-day  period 
provided  for  above.  The  percent  of 
interest  charged  will  be  based  on  the 
current  value  of  funds  to  the  United 
States  Treasury  as  published  quarterly 
in  the  Treasury  Fiscal  Requirtnoents 
Manual. 

(d)(1)  The  term  "gross  receipts"  as 
used  in  this  Contract  shall  be  mean  the 
total  amount  received  or  realized  by,  or 
accruing  to,  the  Concessioner  from  all 
sales  for  cash  or  credit,  of  services, 
accommodations,  materials,  and  other 
merchandise  made  pursuant  to  the 
rights  granted  by  this  Contract, 
including  gross  receipts  of 
subconcessioners  as  herein  defined  and 
commissions  earned  on  contracts  or 
agreements  with  other  persons  or 
companies  operating  in  the  Area,  and 
excluding  gross  receipts  from  the  sale  of 
genuine  United  States  Indian  and  native 
handicraft,  intracompany  earnings  on 
account  of  charges  to  other  departments 
of  the  operation  (such  as  laundry), 
charges  for  employees'  meals,  lodgings, 
and  transportation,  cash  discoimts  on 
purchases,  cash  discounts  on  sales, 
returned  sales  and  allowances,  interest 
on  money  loaned  or  in  bank  accounts, 
income  from  investments,  income  from 
subsidiary  companies  outside  of  the 
Area,  sale  of  property  other  than  that 
purchased  in  the  regular  course  of 
business  for  the  purpose  of  resale,  and 
sales  and  excise  taxes  that  are  added  as 
separate  charges  to  approved  sales 
prices,  gasoline  taxes,  fishing  license 
fees,  and  postage  stamps,  provided  that 
the  amount  excluded  shall  not  exceed 
the  amount  actually  due  or  paid 
government  agencies,'  and  amounts 
received  as  a  result  of  an  add-on  to 
recover  utility  costs  above  comparable 
utility  charges.  All  monies  paid  into 
coin  operated  devices,  except 
telephones,  whether  provided  by;  the 
Concessioner  or  by  others,  shnU  be 
included  in  gross  receipts.  However, 
only  revenues  actually  received  by  the 
Concessioner  bom  coin-operated 
teleph<mes  shall  be  included  in  gross 
receipts. 


(dX2)  The  term  "gross  receipts  of 
subooDGeesiaiers"  as  used  in  this 
Contract  shall  mean  the  total  amount 
received  or  realized  by.  or  accruing  to, 
suboonoeesioners  bom  all  sources,  asa 
result  of  the  exercise  of  the  rights 
conferred  by  subconcessi<m  ccotrada 
hereunder  without  allowances, 
exclusions  or  deductitms  of  any  kind  or 
nature  whataoever  and  the 
subconcassioner  shall  report  the  full 
amount  of  all  such  receipts  to  the 
Conoessicmer  within  45  days  after  the 

day  of ^each  year 

<x  p<wtion  of  a  year.  Subconceasioners 
shall  maintain  an  accurate  and  complete 
record  of  all  items  listed  in  Suhaectioo 
(d)(1)  of  this  Section  as  exclusions  from 
the  Concessioner's  gross  receipts  and 
shall  report  the  same  to  the 
Concessioner  with  the  gross  receipts. 
The  Concessiooer  shall  be  entitled  to 
exclude  items  listed  in  subsection  (d)(1) 
in  computing  the  franchise  fee  payable 
to  the  Secretary  as  provided  for  in 
subsection  (a)  hereoL 
(e)(1)  Immediately  following  the  end 

of . . .  "nd 

,  yeer  of  this  Contract,  the 


*  This  tafaMcdoa  (hoold  b»  naad  if  a  building  me 
fee  i*  lo  b*  cfa«|«i.  if  a  afMcial  tccottnt  i*  Id  b« 
Mlabliahad  nnder  Mctton  10(a)  i»  >iM  of  •  buU^Ung 
use  fee.  this  tubsection  should  be  delated. 


'  Note  to  Preparer:  This  maan*.  for  «K«wple.  if 
fishily  licanaes  an  sold.  S2.00  goaa  to  Stale  or 
Fedenl  agency.  $.2S  goes  to  ConcessloBar.  Only 
$2.00  can  be  excluded  from  gross  leceipts.  Le. 
SaUa%  lloanae  coat  to  user  $2.00  but  conceaaioBar 
sells  them  and  dMfgaa  $.25  Cor  aanricaa. 


amoimt  and  character  of  the  franchise 
fees  described  in  this  Section  and/or 
contributions  to  any  accounts  described 
in  Section  10  hereof  (Section  10 
contributions)  shall  be  reconsidered  for 
a  period  of  one  hundred  and  eighty 
(180)  days.  During  this  reconsideratian 
period,  the  Secretary  or  the 
Concessioner  may  propose  adjustments 
to  such  fivnchise  fees  and/or  section  10 
contributions  (which  shall  reflect  Aeir 
position  as  to  the  then  current  probri)le 
value  of  the  privileges  granted  by  this 
Contract  based  upon  a  reaetmaUe 
opportunity  for  profit  in  relation  to  bodi 
groes  receipts  and  capital  invested)  by 
mailing  written  notice  to  the  other  MUty 
of  sudi  proposal  before  the  end  of  the 
reconsioeration  period.  If  no  sudi 
notices  are  duly  mailed,  the 
reconsideration  shall  end  and  the  fees 
and  contributions  shall  raoMlB  the  same 
tmtil  the  occurrence  of  the  next 
reconsideration  period. 

(e)(2)  If  the  Secretary  or  the 
Concessioner  duly  maikes  a  proposal  to 
adjust  the  franchise  fees  and/or  Section 
10  contributions  before  the  end  of  the 
reconsideration  period,  they  shall, 
commencing  the  day  after  the  end  of  the 
reconsideration  period,  imdertake  a 
good  feith  negotiation  of  the  proposal  If 
such  negotiaUon  does  not  remit  in  an 
agreement  as  to  adjustments  to  the  fees 
and/or  contributions  within  sixty  (60) 
days  of  its  commracement,  this 
negotiation  period  shall  end  and  any 
adjustments  determined  by  the 
Secretary  as  of  that  time  shall  go  into 
effect,  provided  that,  the  Concessioner 
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may  extend  this  negotiation  poiod  by 
appealiag  such  adiustments  to  the 
Secretary.  Sudi  appeal  must  be  received 
by  the  Secretary  within  thirty  (30)  days 
after  the  end  of  the  sixty  day  negotiation 
period.  The  appeal  must  be  in  writing 
and  include  the  Ck)ncessi(mer's  detailed 
position  as  to  the  validity  of  such 
adjustments  to  the  fees  and/or 
contributions.  The  Secretary,  acting 
through  a  designee  other  than  the 
official  who  determined  the  adjustments 
from  which  the  Concessioner  duly  has 
appealed,  shall  consider  the  position  of 
the  Concessioner  and  related  dociunents 
as  appropriate,  and,  if  applicable,  the 
written  views  of  the  mediator  as 
described  below.  The  Secretary  shall 
then  make  a  written  final  determination 
of  appropriate  adjustments  to  franchise 
fees  and/or  Section  10  contributions 
consistent  with  the  probable  value  to 
the  concessioner  of  the  privileges 
granted  by  this  contract  based  upon  a 
reasonable  opportimity  for  profit  in 
relation  to  both  gross  receipts  and 
capital  invested.  This  final 
-determination,  or,  where  applicable,  a 
determination  as  to  adjustments  made  at 
the  end  of  the  sixty  day  negotiation 
period  described  above  from  which  the 
Concessioner  fails  to  timely  appeal, 
shall  be  conclusive  and  binding  upon 
the  parties  to  this  Contract. 

(e)(3)  Adjustments  to  franchise  fees 
and/or  Section  10  contributions 
resulting  from  the  process  described 
herein  shall  be  retroactive  to  the 
commencement  of  the  apphcable 
contract  period  for  which  a  notice  of 
reconsideration  was  given.  Payments  or 
contriliutions  made  in  arrears  shall 
include  interest  at  a  per  cent  based  on 
the  current  value  of  funds  to  the  United 
States  Treasury  as  published  quarterly 
in  the  Treasury  Fiscal  Requirements 
Manual.  The  adjustments  shall  also  be 
effective  for  the  remaining  term  of  this 
Contract,  subject  to  the  results  of  any 
further  reconsideration  periods.  If  an 
adjustment  to  franchise  fees  and/or 
Section  10  contributions  results  in 
higher  fees  and/or  contributions,  the 
Concessioner  will  pay  all  back  franchise 
fees  due  (with  applicable  interest)  and 
make  all  section  10  contributions  due 
(with  applicable  interest)  at  the  time  of 
the  next  regular  franchise  fee  payment 
"  or  Section  10  contribution  respectively. 
If  an  adjustment  results  in  lower  fees 
and/or  contributions,  the  Concessioner 
may  withhold  the  difference  from  future 
franchise  fee  payments  or  Section  10 
contributions  until  the  Concessioner  has 
recouped  the  overpayment.  Adjustments 
to  franchise  fees  and/or  section  10 
contributions  will  be  embodied  in  an 
amendment  to  this  Contract  unless 


resulting  btan  a  determination  of  the 
Secretary  without  the  agreement  of  the 
Concessioner  in  which  event  a  copy  of 
such  determination  shall  be  attached  to 
this  Contract  and  become  a  part  hereof 
as  if  orimnally  incorporated  herein. 
During  me  pendency  of  the  process 
described  herein,  the  Concessioner  shall 
continue  to  make  the  established 
franchise  fee  payments  and/or  Section 
10  contributions  required  by  this 
Contract. 

(e)(4)  In  connection  with  an  appeal  to 
the  Secretary  hereunder,  the 
Concessioner  may  request  mediation  of 
appropriate  adjustments  to  franchise 
fees  andJox  Section  10  contributions  by 
providing  a  written  request  for 
mediation  with  its  appeal  to  the 
Secretary  as  described  above.  The 
mediation  will  be  conducted  by  the 
American  Arbitration  Association 
(AAA)  or  a  similar  organization  chosen 
by  the  Secretary  and  take  place  in 
Washington,  DC  The  purpose  of  the 
mediation  shall  be  to  provide  for  the 
Secretaiy's  consideration  during  such 
appeal  tne  views  of  the  mediator  as  to 
appropriate  adjustments  of  franchise 
fees  and/or  Section  10  contributions 
consistent  with  the  probable  value  to 
the  Concessioner  of  the  privileges 
granted  by  this  Contract  based  upon  a 
reasonable  opport\mity  for  profit  in 
relation  to  both  gross  receipts  and 
capital  invested.  The  written  views  of 
the  mediator  shall  be  provided  to  the 
Secretary  within  ninety  (90)  days  of  the 
request  for  mediation  unless,  because  of 
extenuating  circumstances,  the 
Secretary  determines  that  an  extension 
of  this  time  period  is  warranted.  If  such 
views  are  not  provided  within  this  time 
period  (or  a  duly  extended  time  period), 
the  advisory  mediation  shall  terminate 
and  the  Secretary  shall  make  a 
determination  on  the  appeal  as  if  the 
mediation  had  not  been  requested.  The 
Concessioner  and  the  Secretary  shall 
cooperate  in  good  faith  to  permit  the 
views  of  the  mediator  to  be  provided 
within  the  applicable  time  period.  The 
Secretary  and  the  Concessioner  shall 
share  equally  the  costs  of  the  services  of 
the  meoiator  and  the  mediation 
organization.  The  views  of  the  mediator 
are  advisory  only. 

(e)(5)  The  mediator  shall  be  selected 
by  agreement  between  the  Concessioner 
and  the  Secretary  from  a  list  provided 
by  the  mediation  organization  within 
ten  (10)  days  of  receipt.  Promptly 
following  the  selection,  the  Secretary 
shall  schedule  a  date  for  the  mediation 
meeting  to  take  place  at  which  time  the 
written  positions  of  the  Concessioner 
and  the  Secretary  shall  be  presented  to 
the  mediator  along  with  appropriate  oral 
presentations  unless  advance 


submissions  are  agreed  upon.  The 
mediator  shall  not  have  the  power  to 
compel  the  production  of  documents  or 
witnesses  and  shall  not  receive  or  take 
into  account  information  or  documents 
concerning  positions  taken  by  the 
Concessioner  or  the  Secretary  in  the 
negotiations  which  preceded  the  request 
for  mediation.  The  mediator  shall 
consider  the  written  submissions  and 
any  oral  presentations  made  and 
provide  his  or  her  written  views  as 
described  above  to  the  Secretary  within 
ninety  (90)  days  of  the  request  for 
mediation,  or.  if  appUcable,  by  the  last 
day  of  a  duly  extended  time  period. 

Sec.  10.  Accounts  (Two  alternatives 
are  presented  for  Section  10.) 

"  No  Government  Improvement  or 
Capital  Improvement  Accounts  are 
included  in  this  Contract,  [or] 

(a)  Government  Improvement 
Account"  (1)  As  consideration  for  the 
use  and  occupancy  of  Government 
Improvements  herein  provided,  the 
Concessioner  shall  establish  and 
manage  a  "Government  Improvement 
Account."  The  funds  in  this  accoiint 
belong  to  the  Concessioner,  including 
interest  earned  thereon,  but  will  be  used 
by  the  Concessioner  only  to  undertake 
on  a  project  basis  repairs  and 
improvements  to  Government 
Improvements  listed  in  Exhibit  "C"  to 
this  Contract,  as  directed  by  the 
Superintendent  in  writing  and  in 
accordance  with  project  priorities 
estabUshed  by  the  Regional  Director  of 
the  National  Park  Service.  Expenditures 
from  this  account  for  repair  and/or 
improvement  projects  in  excess  of 
$1,000,000  must  receive  the  written 
approval  of  the  National  Park  Service 
Director. 

(a)(2)  Projects  paid  for  from  the 
Government  Improvement  Account  will 
not  include  routine,  operational 
maintenance  of  facilities  or 
housekeeping  activities.  Nothing  in  this 
Section  shall  lessen  the  responsibihty  of 
the  Concessioner  to  carry  out  the 
maintenance  and  repair  of  Government 
Improvements  as  otherwise  required  by 
this  Contract  from  Concessioner  funds 
exclusive  of  funds  contained  in  the 
Government  Improvement  Account, 
and,  specifically,  funds  from  such 
account  shall  not  be  used  for  the 
purposes  of  fulfilling  the  Concessioner's 
obligations  imder  Sections  4  and  5  of 
this  Contract.  The  Concessioner  shall 
have  no  ownership.  Possessory  Interest, 
or  other  interest  in  improvements  made 


•Thi«  tubMctlon  should  b«  uMd  only  whan  no 
special  accounti  m  included  in  the  contract 

•To  be  UMd  in  lieu  of  building  um  <•• 
requirement  in  Section  9(aMl)  K  •  special  account 
is  to  be  estabUshed. 
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from  funds  from  the  Govermnent 
Improvement  Account. 

(a)(3)  The  Concessioner  shall  deposit 
within  fifteen  (15)  days  after  the  last  day 
of  each  month  a  sum  equal  to  one- 
twelfth  of  the  amount  of  the 
Government  Improvement  Account 
Allocation  as  established  in  Exhibit  "C" 
into  an  interest  bearing  accoxmt(s)  at  a 
Federally  insured  financial 
institution  (s).  The  account(s)  shall  be 
maintained  separately  from  all  other 
Concessioner  funds,  and,  copies  of 
monthly  account  statements  shall  be 
provided  to  the  Secretary.  The 
Concessioner  shall  submit  annually,  no 

later  than of  the  year  following 

the  Concessioner's  accounting  year,  a 
statement  reflecting  total  activity  in  the 
Government  Improvement  Account  for 
the  preceding  accounting  year.  The 
statement  shall  reflect  monthly  credits, 
expenses  by  project,  and  the  interest 
earned.  The  balance  in  the  Government 
Improvement  Account  shall  be  available 
for  projects  in  accordance  with  the 
account's  purpose.  Advances  or  credits 
to  the  account  by  the  Concessioner  will 
not  be  allowed.  Projects  will  be  carried 
out  by  the  Concessioner  as  the 
Superintendent  shall  direct  in  writing  in 
advance  of  any  expenditure  being  made. 
For  all  expenditures  made  for  eadi 
project  from  the  account,  the 
Concessioner  shall  maintain  auditable 
records  including  invoices,  billings, 
cancelled  checks,  and  other 
documentation  satisfactory  to  the 
Secretary.  An  interest  charge  will  be 
assessed  on  overdue  deposits  for  each 
thirty  (30)  day  period,  or  portion 
thereof,  that  (he  deposit  is  delayed 
beyond  the  fifteen  (15)  day  period 
provided  for  herein.  The  per  cent  of 
interest  charged  will  be  based  on  the 
then  current  value  of  funds  to  the  U.S. 
Treasury  as  published  in  the  Treasury 
Fiscal  Requirements  Manual. 

{a)(4)  Upon  the  expiration  or 
termination  of  this  Contract,  or  upon 
assignment  or  sale  of  interests  related  to 
this  Contract,  the  imexpended  balance 
remaining  in  the  Government 
Improvement  Account  shall  be 
expended  by  the  Concessioner  for 
approved  projects,  or.  shall  be  remitted 
by  the  Concessioner  to  the  Secretary  in 
such  a  manner  that  payment  shall  be 
received  by  the  Secretary  within  fifteen 
(15)  days  after  the  last  day  of  the 
Concessioner's  operation.  Any  payment 
consisting  of  $10,000  or  more  shall  be 
deposited  electronically  by  the 
Concessioner  using  the  Treasury 
Financial  Communications  System.  An 
interest  charge  will  be  assessed  on 
overdue  amounts  for  each  thirty  (30) 
day  period,  or  portion  thereof,  that 
payment  is  delayed  beyond  the  fifteen 


(IS)  day  period  provided  for  herein.  The 
percent  of  interest  charged  will  be  based 
on  the  then  ourent  value  of  funds  to  the 
United  States  Treasury  which  is 
pubUshed  quarterly  in  the  Treasury 
Fiscal  Requirements  Manual. 

(b)  Capital  Account  (1)  As  partial 
consideration  for  the  privile^s  granted 
by  this  Contract,  the  Concessioner  shall 
establish  a  "Capital  Account"  by  which 
it  will  undertake,  on  a  project  basis, 
improvements  which  directly  support 
the  Concessioner's  operations 
hereunder.  Funds  in  the  Capital 
Accoimt,  including  interest  earned 
thereon,  belong  to  the  Concessioner  but 
stall  be  \ised  by  the  Concessioner  only 
for  construction  of  qualified 
improvements  approved  by  the 
Superintendent  in  accordance  with 
priorities  estabUshed  by  the  National 
Park  Service  Regional  Director.  Projects 
estimated  to  cost  over  $1,000,000  must 
be  approved  by  the  Director. 

(b)(2)  Improvements  paid  for  with 
funds  from  the  Capital  Account  will  not 
include  routine,  operational  , 
maintenance  of  facilities  or 
housekeeping  activities.  Nothing  in  this 
Section  shall  lessen  the  responsibiUty  of 
the  Concessioner  to  carry  out  the 
maintenance  and  repair  of  Government 
Improvements  as  required  by  Sections  4 
and  5  of  this  Contract,  or  otherwise, 
from  Concessioner  funds  exclusive  of 
those  funds  contained  in  the  Capital 
Accoimt.  Fimds  in  the  Capital  Account 
shall  not  be  used  for  purposes  for  which 
those  Sections  would  apply.  The 
Concessioner  shall  have  no  ownership. 
Possessory  Interest  or  other  interest  in 
improvements  made  from  Capital 
Account  funds. 

(b)(3)  The  Concessioner  shall  deposit 
within  fifteen  (15)  days  after  the  last  day 
of  each  month  that  the  Concessioner 
operates  a  sum  ("SUM")  equal  to 

.  Percent  (___%)  of  the 

Concessioner's  Gross  Receipts  for  the 
previous  month,  as  defined  in  this 
Contract,  into  an  interest  bearing 
account(s)  at  a  Federally  insured 
financial  institution(s).  The  account{8) 
shall  be  maintained  separately  from  all 
other  Concessioner  funds  and  copies  of 
monthly  accoimt  statements  shall  be 
provided  to  the  Secretary.  An  interest 
charge  will  be  assessed  on  overdue 
deposits  for  each  thirty  (30)  day  period, 
or  portion  thereof,  that  the  deposit  is 
delayed  beyond  the  fifteen  (15)  day 
period  provided  for  herein.  The  percent 
of  interest  charged  will  be  based  on  the 
then  current  value  of  funds  to  the  U.S. 
Treasury  as  published  in  the  Treasury 
Fiscal  Requirements  Manual. 

(b)(4)  Ttie  Concessioner  shall  submit 

annually,  no  later  than ,  of 

the  year  foUoviring  the  Concessioner's 


accounting  year  a  statement  reflecting 
total  activity  in  the  Capital  Accoimt  for 
the  preceding  accounting  year.  The 
statement  shall  reflect  monthly  credits, 
expenses  by  project,  and  the  interest 
earned. 

(b)(5)  Advances  or  credits  to  the 
Capital  Account  by  the  Concessioner  are 
not  p>ermitted.  Projects  will  be  carried 
out  by  the  Concessioner  as  the 
Superintendent  shall  direct  in  writing 
and  in  advance  of  any  expenditure 
being  made.  For  all  expenditures  made 
for  each  project  fit)m  Capital  Account 
funds,  the  Concessioner  shall  maintain 
adaptable  records  including  invoices, 
billings,  canceled  checks,  and  other 
documentation  satisfactory  to  the 
Secretary. 

(b)(6)  Upon  the  expiration  or 
termination  of  this  Contract,  or  upon 
assignment  or  sales  of  interests  related 
to  this  Contract,  the  unexpended 
balance  remaining  in  the  Capital 
Account  shall  be  expended  by  the 
Concessioner  for  approved  Projects,  or, 
shall  be  remitted  by  the  Concessioner  to 
the  Secretary  in  such  a  manner  that 
payment  shall  be  received  by  the 
Secretary  within  fifteen  (15)  days  after 
the  last  day  of  the  Concessioner's 
operation.  Any  payment  consisting  of 
$10,000  or  more  shall  be  deposited 
electronically  by  the  Concessioner  using 
the  Treasury  Financial  Communications 
System.  An  interest  charge  will  be 
assessed  overdue  amounts  for  each 
thirty  (30)  day  period,  or  portion 
thereof,  that  payment  is  delayed  beyond 
the  fifteen  (15)  day  period  provided  for 
herein.  The  percent  of  interest  charged 
will  be  based  on  the  current  value  of 
funds  to  the  United  States  Treasury 
which  is  published  quarterly  in  the 
Treasury  Fiscal  Requirements  Manual. 

Sec.  11.  Bond  and  Lien.  The  Secretary 
may,  in  his  discretion,  require  the 
Concessioner  to  furnish  a  surety  bond 
acceptable  to  the  Secretary  conditioned 
upon  faithful  performance  of  this 
Contract,  in  such  form  and  in  such 
amount  as  the  Secretary  may  deem 

adequate,  not  in  excess  of 

Dollars  ($ ).*"  As  additional 

security  for  the  faithful  performance  by 
the  Concessioner  of  all  of  its  obUgations 
under  this  Contract,  and  the  payment  to 
the  Government  of  all  damages  or 
claims  that  may  result  from  the 
Concessioner's  failure  to  observe  such 
obligations,  the  Government  shall  have 
at  all  times  the  first  lien  on  all  assets  of 
the  Concessioner  within  the  Area. 


^"Note  to  Preparer.  If  a  bond  U  required  it  should 
not,  under  normal  conditions,  exceed  the  amount 
of  franchise  fees  which  may  be  due.  Leave  blank 
where  there  has  been  no  post  operator  because  no 
dollar  amount  can  be  determined. 


•I 
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S«c  12.  Terminatian.  (aXD  Tb« 
Sacratary  may  tanainata  this  Contract  in 
whola  or  part  for  dafiuh  at  any  tima  and 
may  tenninata  this  Contract  in  whola  or 
part  whan  nacassary  for  tha  purpoae  of 
anhandng  or  protecting  Area  resourcaa 
or  visitor  «i)oyniant  or  safsty. 

(•K2)  Opmtions  under  this  Contract 
may  ba  suspended  in  whola  or  in  part 
at  the  discretion  of  the  Saaatary  whan 
necsssary  to  wnhanc^  or  protact  Area 
resources  or  visitw  aniojrment  or  safety. 

(aK3)  Termination  or  suspension  shall 
be  by  written  notice  to  the  Concessioner 
and.  in  the  event  of  proposed 
terminaticm  for  default,  the  Secretary 
shall  give  the  Concessioner  a  reasonable 
period  of  time  to  correct  stated 
deficiencies. 

(a)(4)  Termination  for  default  may  be 
utilixad  in  dirciunstances  where 
Concessioner  has  breached  any 
requirement  of  this  Contract,  including, 
but  not  Umited  to,  failure  to  maintain 
and  operate  accommodations,  facilities 
and  services  to  the  satisfaction  of  the 
Secretary  in  accordance  with  the 
Secretary's  requirements  hereunder. 

(b)  In  the  event  of  termination  or 
expiration  of  this  Contract,  the  total 
compensation  to  the  Concessioner  for 
such  termination  or  upon  expiration 
shall  be  as  described  in  Section  13 

( "Compensation")  of  this  Contract. 

(c)  In  the  event  it  is  deemed  by  the 
Secretary  necessary  to  suspend 
operations  under  this  Contract  in  whole 
or  in  part  to  enhance  or  protect  Area 
resources  or  visitor  enjoyment  or  safety, 
the  Secretary  shall  not  be  liable  for  any 
compensation  to  the  Concessioner  for 
losses  occasioned  thereby,  including  but 
not  limited  to,  lost  income,  profit, 
wages,  or  other  monies  which  may  be 
claimed. 

(d)  To  avoid  interruption  of  services 
to  the  public  upon  the  expiration  or 
termination  of  this  Contract  for  any 
reason,  the  Concessioner,  upon  the 
request  of  the  Secretary,  shall  (i) 
continue  to  conduct  all  operations 
hereunder  for  a  reasonable  period  of 
time  to  allow  the  Secretary  to  select  a 
successor  concessioner,  or  (ii)  consent 
to  the  use  by  a  temporary  operator, 
designated  by  the  Secretary,  of 
Concessioner  Improvements  and 
personal  property,  if  any,  not  including 
Oirrent  or  intangible  assets,  used  in 
operations  hereunder  upon  feir  terms 
and  conditions,  provided  that  the 
Concessioner  shall  be  entitled  to  an 
annual  fee  for  the  use  of  such 
improvements  and  personal  property, 
prorated  for  the  period  of  use,  in  the 
amount  of  the  aimual  depreciation  of 
such  improvements  and  personal 
property,  plus  a  return  on  the  book 
value  of  such  improvements  and 


Ksonal  propaity  equal  to  the  prime 
ding  rate,  effective  on  the  data  the 
temporary  operator  assumes  managerial 
and  operaticmal  responsibilities,  as 
published  by  the  Federal  Reserve 
System  Board  of  Governors  or  as  agreed 
upon  by  the  parties  involved.  In  such 
circumstances,  the  method  of 
depreciation  applied  shall  be  either 
straight  line  depredation  or 
depredation  as  shown  on  the 
Concessioner's  Fadaralincome  tax 
return. 

SEC  13.  Compensation  (a)  lust 
Compensation:  The  compensation 
described  in  this  Section  shall 
constitute  foil  and  just  compensation  to 
the  Concessioner  from  the  Secretary  for 
all  losses  and  claims  occasioned  by  the 
drcumstances  described  below. 

(b)  Contract  expiration  or  termination 
where  opwations  are  to  be  continued: 
(b)(1)  If.  fcv  any  reason,  including 
Contrad  expiration  or  termination  as 
described  herein,  the  Concessioner  shall 
cease  to  be  required  by  the  Secretary  to 
condud  operations  hereunder,  or 
substantial  part  thereof,  and.  at  the  time 
of  such  event  the  Secretary  intends  for 
substantially  the  same  or  similar 
operations  to  be  continued  by  a 
successor,  whether  a  private  person. 
corporeti(Hi  or  an  agency  of  the 
Government;  (i)  the  Concessioner  shall 
sell  and  transfer  to  the  successor 
designated  by  the  Secretary  its 
Possessory  Interest  in  Concessioner 
Improvements  and  Government 
Improvements,  if  any.  as  defined  under 
this  Contrad,  and  all  other  tangiblov 
property  of  the  Concessioner  used  or 
held  for  use  in  connedion  with  such 
operations:  and,  (ii)  the  Secretary  will 
require  such  successor  to  purchase  from 
the  Concessioner  such  Possessory 
Interest,  if  any,  and  such  other  property, 
and  to  pay  the  Concessioner  the  fair 
value  thereof. 

(b)(2)  The  Initial  fair  value  of  any 
Possessory  Interest  in  Concessioner 
Improvements  in  existence  before  the 
effedive  date  of  this  Contrad  shall  be 

$ as  of  the  effective  date  of  this 

Contrad.  This  initial  fair  value  amount 

shall  annually  decrease  by "  of 

this  amount.  In  the  event  of  Contrad 
termination  or  expiration,  the 
Concessioner's  right  to  fair  value  for 
such  Possessory  Interest  shall  be  the 
amoimt  not  yet  so  decreased.  The  fair 
value  of  any  Possessory  Interest  in 
Government  Improvements  in  existence 


^'  In  usual  circunuUDcea.  the  amount  by  which 
poMMfonr  inUTMt  will  b«  raducwl  vuiuAlly  will  tw 
VSoth  (is.,  over  30  ynm).  However,  m  our  policy 
is  lo  eocUngulsb  po«««Hory  InterMU  u  quickly  M 
poMible,  taking  into  coiuideratioa  the  useful  life  of 
the  (acilitiet,  a  shorter  period  of  time  should  be 
MtaUisbad  whan  the  economic  cooditiona  permit 


before  the  affective  date  of  this  Contrad 
shall  be  the  book  value  of  the 
improvements  as  of  the  last  day  of  the 
contrad  under  which  such  Powesaory 
Interest  was  obtained,  subjed  to  further 
redudion  pursuant  to  the  applicable 
depredation  sdiedule  of  such 
improvements. 

(b)(3)  The  fair  value  of  Possessory 
Interest  in  Concessioner  Improvements 
and  Government  Improvements  made 
after  the  effective  date  of  this  Contrad 
shall  be.  unless  calculated  in 
accordance  with  section  13(d)  hereof, 
the  original  cost  of  the  improvements 
less  straight  line  depredation  over  the 
estimatedusefol  life  of  the  asset 
according  to  Generally  Accepted 
Accounting  Principles,  provided, 
however,  that  in  no  event  shall  any  such 
useful  life  exceed  30  yeara.  In  the  event 
that  such  Possessory  Interest  is  acquired 
by  a  successor,  the  successor  will  not  be 
permitted  to  revalue  such  Possessory 
Interest,  or,  alter  its  depreciation 
schedule  or  usefol  life. 

(b)(4)  The  fair  value  of  merchandise 
and  supplies  shall  be  adual  cost 
including  transportation. 

(b)(5)  The  fair  value  of  equipment 
shall  be  its  book  value. 

(c)  Contract  expiration  or  termination 
where  operations  are  to  be 
discontinued:  If  for  any  reason, 
induding  Contrad  expiration  or 
termination  as  described  herein,  the 
Concessioner  shall  dease  to  be  required 
by  the  Secretary  to  condud  operations 
hereunder,  or  substantial  part  thereof, 
and  the  Secretary  at  the  time  chooses  to 
discontinue  such  operations,  or 
substantial  part  thereof,  within  the  Area, 
and/or  to  abandon,  remove,  or  demoHsh 
any  Concessioner  Improvements,  if  any, 
then  the  Secretary  will  take  such  action 
as  may  be  necessary  to  assiu«  the 
Concessioner  of  compensation  for  (i)  its 
Possessory  Interest  in  Concessioner 
Improvements  and  Government 
Improvements,  if  any.  in  the  applicable 
amount  as  set  forth  in  Sedion  13(b) 
hereof,  (ii)  the  cost  to  the  Concessioner 
of  restoring  any  assigned  lands  to  a 
natural  condition,  including  removal 
and  demolition,  (less  salvage)  if 
required  by  the  Secretary;  and  (iii)  the 
cost  of  transporting  to  a  reasonable 
market  for  sale  such  movable  property 
of  the  Concessioner  as  may  be  made 
useless  by  such  determination.  Any 
such  property  that  has  not  been 
removed  by  the  Concessioner  within  a 
reasonable  time  following  such 
determination  shall  become  the 
property  of  the  United  States  without 
forther  compensation  therefor. 

(d)  Contrad  Termination  for  Default 
for  Unsatisfadory  Performance. 
Notwithstanding  any  other  provision  of 


^ 
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this  Contract  to  the  contrary,  in  the 
event  of  termination  of  this  Ckxatract  for 
default  for  failure  to  mAjnt^iin  and 
operate  accommodations,  facilities  and 
services  hereunder  to  the  satisbction  of 
the  Secretary  in  accordance  with  the 
Secretary's  requirements,  compensation 
for  Possessory  Interest  in  Concessioner 
Improvements,  if  any,  except  for 
Possessory  Interest  in  Concessioner 
Improvements  in  existence  before  the 
effective  date  of  this  Contract,  shall  be 
as  set  forth  in  Section  13(b)  hereof  or  at 
book  value,  whichever  is  less. 

Sec.  14.  Assignment,  Sale  or 
Enoimbrance  of  Interests,  (a)  Pursuant 
to  this  section  and  36  CFR  part  51.  the 
Concessioner  and/or  any  person  or 
entity  which  owns  a  controlling  interest 
(as  is  or  as  may  be  defined  in  36  CFR 
part  51)  in  a  Concessioner's  ownership, 
(collectively  defined  as  the 
"Concessioner"  for  the  purposes  of  this 
Section)  shall  not  assign  or  otherwise 
sell  or  transfer  responsibiUties  under 
this  Contract  or  concession  operations 
hereunder,  or  the  Concessioner's  assets 
in  the  concession  operation,  nor  sell  or 
otherwise  assign,  transfer  or  encumber 
(including,  without  Umitation,  mergers, 
consolidations,  reorganizations,  other 
business  combinations,  mortgages,  hens 
or  collateral)  a  controlling  interest  in 
such  operations,  this  Contract,  or  a 
controlling  interest  in  the 
Concessioner's  ownership  or  assets  (as 
is  or  as  may  be  defined  in  36  CFR  part 
51),  without  the  prior  written  approval 
of  the  Secretary. 

(a)(2)  Such  approval  is  not  a  matter  of 
right  and  is  further  subject  to  the 
requirements  of  36  CFR  part  51  (as  are 
or  as  may  be  set  forth  therein).  The 
Secretary  will  exercise  his  discretion  as 
to  whether  and/or  under  what 
conditions  a  proposed  transaction  will 
be  approved  in  accordance  with 
established  policies  and  procediires. 

(a)(3)  Failure  to  comply  with  this 
provision  or  the  procedures  described 
herein  shall  constitute  a  material  breach 
of  this  Contract  for  which  this  Contract 
may  be  terminated  immediately  by  the 
Secretary  without  regard  to  the 
procedures  for  termination  for  default 
described  in  Section  12  hereof,  and,  the 
Secretary  shall  not  be  obUged  to 
recognize  any  right  of  any  person  or 
entity  to  an  interest  in  this  Contract  or 
to  own  or  operate  operations  hereimder 
acquired  in  violation  hereof. 

(b)  The  Concessioner  shall  advise  the 
person  (s)  or  entity  proposing  to  enter 
into  a  transaction  which  is  subject  to 
this  Section  that  the  Secretary  shall  be 
notified  and  that  the  proposed 
transaction  is  subject  to  review  and 
approval  by  the  Secretary.  The 
Concession  shall  request  in  writing  the 


Secretary's  approval  of  the  proposed 
transaction  prior  to  consummation  and 
shall  promptly  provide  the  Secretary  all 
relevant  documents  related  to  the 
transaction,  and  the  names  and 
quaUfications  of  the  person(s)  or  entity 
involved  in  the  proposed  transaction. 
The  relevant  documents  shall  be  as 
described  in  36  CFR  Part  51  but  shall 
also  include  other  dociunents  as  the 
Secretary  may  require. 

(c)  The  Concessioner  may  not  enter 
into  any  agreement  with  any  entity  or 
person  except  employees  of  the 
Concessioner  to  exercise  substantial 
management  responsibilities  for 
operations  hereunder  or  any  part  hereof 
without  the  written  approval  of  the 
Secretary  given  at  least  thirty  (30)  days 
in  advance  of  such  transaction. 

(d)  No  mortgage  shall  be  executed, 
and  no  bonds,  shares  of  stock  or  other 
evidence  of  interest  in,  or  indebtedness 
upon,  the  rights  and/ or  properties  of  the 
Concessioner,  including  this  Contract, 
in  the  Area,  shall  be  issued  without 
prior  written  approval  of  the  Secretary. 
Approval  of  such  encimibrances  shall  be 
granted  only  for  the  purposes  of 
installing,  enlarging  or  improving,  plant 
equipment  and  fociUties,  provided  that, 
such  rights  and/ or  properties,  including 
possessory  interests,  or  evidences  of 
interests  therein,  in  addition,  may  be 
encumbered  for  the  purposes  of 
purchasing  existing  concession  plant, 
equipment  and  facilities.  In  the  event  of 
default  on  such  a  mortgage, 
encumbrance,  or  such  other 
indebtedness,  or  of  other  assignment, 
transfer,  or  enamibrance,  the  creditor  or 
any  assignee  thereof,  shall  succeed  to 
the  interest  of  the  Concessioner  in  such 
rights  and/or  properties  but  shall  not 
thereby  acquire  operating  rights  or 
privileges  which  shall  be  subject  to  the 
disposition  of  the  Secretary. 

Sec.  15.  Approval  of  Subconcession 
Contracts.  All  contracts  and  agreements 
(other  than  those  subject  to  approval 
pursuant  to  Section  14  hereof)  proposed 
to  be  entered  into  by  the  Concessioner 
vnth  respect  to  the  exercise  by  others  of 
the  privileges  granted  by  this  Contract 
in  whole  or  part  shall  be  considered  as 
subconcession  contracts  and  shall  be 
submitted  in  advance  of  execution  to 
the  Secretary  for  his  approval  and  shall 
be  effective  only  if  approved.  However, 
agreements  with  others  to  provide 
vending  or  other  coin-operated 
machines  shall  not  be  considered  as 
subconcession  contracts.  In  the  event 
any  such  subconcession  contract  or 
agreement  is  approved  the  Concessioner 
shall  pay  to  the  Secretary  within 
days  after  the . 


day  of. 


each  year  or 


portion  of  a  year  a  sum  equal  to  Fifty 


Percent  (50%)  of  any  and  all  fses, 
commissions  or  compensation  payable 
to  the  Concessioner  tnereunder,  whidi 
shall  be  in  addition  to  the  franchise  fee* 
payable  to  the  Secretary  on  the  gross 
receipts  of  subconcessioners  as 
provided  for  in  Section  9  of  this 
contract 

Sec  16.  Insurance  and  Indemnity. 
(a)(1)  General.  The  Concessioner  shall 
save,  hold  harmless,  defend  and 
indemnify  the  United  States  of  America, 
its  agents  and  employees  for  losses, 
damages  or  judgments  and  expenses  on 
account  of  fire  or  other  peril,  bodily 
injury,  death  or  property  damage,  or 
claims  for  bodily  injury,  death  or 
property  damage  or  any  nature 
whatsoever,  and  by  whomsoever  made, 
arising  out  of  the  activities  of  the 
Concessioner,  his  employees, 
subcontractors  or  agents  imder  this 
Contract. 

(a)(2)  The  tyi>es  and  amounts  of 
insurance  coverage  purchased  by  the 
Concessioner  shall  be  approved  by  the 
Secretary. 

(a)(3)  At  the  request  of  the  Secretary, 
the  Concessioner  shall  annually,  or  at 
the  time  insurance  is  purchased, 
provide  the  Secretary  with  a  Statement 
of  Concessioner  Insurance  and 
Certificate  of  Insurance  as  evidence  of 
compUance  with  this  section  and  shall 
provide  the  Secretary  thirty  (30)  d£3rs 
advance  written  notice  of  any  material 
change  in  the  Concessioner's  insurance 
program  hereimder. 

(a)(4)  The  Secretary  viall  not  be 
responsible  for  any  omissions  or 
inadequacies  of  insurance  coverages  and 
amounts  in  the  event  the  insurance 
purchased  by  the  Concessioner  proves 
to  be  inadequate  or  otherwise 
insufficient  for  any  reason  whatsoever. 

(b)  Property  Insurance,  (b)(1)  The 
Concessioner  will,  in  the  event  of 
damage  or  destruction,  repair  or  replace 
those  buildings,  structures,  equipment, 
furnishings,  betterments  and 
improvements  and  merchandise 
determined  by  the  Secretary  to  be 
necessary  to  satisfactorily  discharge  the 
Concessioner's  obUgations  under  this 
Contract  and  for  this  purpose  shall 
provide  fire  and  extended  insurance 
coverage  on  both  Concessioner 
Improvements  and  Government 
Improvements  in  such  amoimts  as  the 
Secretary  may  reqiiire  during  the  term  of 
the  Contract  Those  values  ourently  in 
effect  are  set  forth  in  Exhibit  "E"  to  this 
Contract.  This  exhibit  will  be  revised  at 
least  every  3  years,  or  sooner,  if  there  is 
a  substantial  increase  in  value. 

(b)(2)  Such  insurance  shall  provide 
for  tbe  Concessioner  and  the  United 
States  of  America  to  be  named  insured 
as  their  interests  may  appear.  In  the 
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event  of  loas,  the  ConoaMioner  shall  um 
all  proceeds  of  audi  fawuianoe  to  repair, 
rebuild,  restore  or  replace  ConceaaioDer 
Improvements  and  Govenunent 
Improvements,  eqiiipment.  furnishings 
and  other  personal  property  hereunder, 
as  directed  by  the  Secretary.  The  lien 
provision  of  Section  11  shall  apply  to 
such  insurance  proceeds. 

The  Concessions  shall  purchase  the 
following  additional  property  coverages 
in  the  amoimts  set  forth  in  Exhibit  "E": 

1.  Boiler  and  madiinery 

2.  SprinJder  leakage 

3.  Builders'  risk 

4.  Flood 

5.  Earthquake 
e.HuU 

7.  Extension-of-coverage  endorsement 

(c)  Additional  Property  Damage 
Requirements — Government 
Improvements,  Property  and 
Equipment.  The  following  additional 
requirements  shall  apply  to  structures 
all  or  any  part  of  whicn  are  Govenunent 
Improvements  as  defined  in  this 
Contract. 

(c)(1)  The  insurance  policy  shall 
contain  a  loss  payable  clause  approved 
by  the  Secretary  which  requires 
insiirance  proceeds  to  be  paid  directly 
to  the  Concessioner  without  requiring 
endorsement  by  the  United  States. 

(c)(2)  The  use  of  insurance  proceeds 
for  repair  or  replacement  of  Government 
Improvements  %vill  not  alter  their 
character  as  Government  Improvements 
and.  notwithstanding  any  provision  of 
this  Contract  to  the  contrary,  the 
Concessioner  shall  gain  no  Possessory 
Interest  therein. 

(d)  Pubhc  liability,  (d)(1)  The 
Concessioner  shall  provide 
Comprehensive  General  Liability 
insurance  against  claims  occasioned  by 
actions  or  omissions  of  the  Concessioner 
in  carr^dng  out  the  activities  and 
operation  authorized  hereunder. 

(d)(2)  Such  insurance  shall  be  in  the 
amount  commensurate  with  the  degree 
of  risk  and  the  scope  and  sise  of  such 
activities  authorized  herein,  but  in  any 
event,  the  hmits  of  liability  shall  not  be 
less  than  fi  1  per  occurrence 

covering  both  bodily  infury  and 
property  damage.  If  claims  reduce 
available  insurance  below  the  required 
per  occurrence  limits,  the  Concessioner 
shall  obtain  additional  insurance  to 
restore  the  required  limits.  An  imibrella 
or  excess  liability  policy,  in  addition  to 
a  Comprehensive  General  Liability 
Policy,  may  be  used  to  achieve  the 
required  limits. 

(d)(3)  Prom  time  to  time,  as 
conditions  in  the  insurance  industry 
warrant,  the  Secretary  reservos  the  right 
to  revise  the  minimum  required  limits. 


(dK4)  All  UabiUty  policies  shall 
specify  that  the  insurance  ounpany 
snail  have  no  right  of  subrogation 
against  the  United  States  of  America  or 
shall  provide  that  the  United  States  of 
America  is  named  an  additional 
insured. 

(d)(5)  The  Concessioner  shall  also 
obtain  the  following  additional 
coverages  at  the  same  limits  as  required 
for  Comprehensive  General  Liability 
insurance  imless  other  limits  are 
specified  below: 

(1)  Product  Liability— Amount 

($ ) 

(2)  Liquor  Legal  Liability— AmouxA 

($ ) 

(3)  Protection  and  Indemnity 
(Watercraft  Liability)— Amouai         i 
(S ) 

(4)  Automobile  Liability— To  cover  all 
owned,  non-owned,  and  hired 
vehicles— Amount  ($ } 

(5)  Carage  Liability— Amouat 

($ ) 

(6)  Workers'  Compensation 

(7)  Aircraft  Liability— Amount 

($ ) 

(8)  Fire  Damage  Legal  Liability- 
Amount  ($ ) 

(9)  Other 

Sec.  17.  Procurement  of  Goods, 
Equipment  and  Services.  In  computing 
net  profits  for  any  purposes  of  this 
Contract,  the  Concessioner  agrees  that 
its  accounts  will  be  kept  in  such  manner 
that  there  will  be  no  diversion  or 
concealment  of  profits  in  the  operations 
authorized  hereunder  by  means  of 
arrangements  for  the  prociuement  of 
equipment,  merchandise,  supplies  or 
services  fix>m  sources  controlled  by  or 
under  common  oMmership  with  the 
Concessioner  or  by  any  other  device. 

Sec.  18.  General  Provisions,  (a) 
Reference  in  this  Contract  to  the 
"Secretary"  shall  mean  the  Secretary  of 
the  Interior,  and  the  term  shall  include 
his  duly  authorized  representatives. 

(b)  The  concessioner  is  not  entitled  to 
be  awarded  or  to  have  negotiating  rights 
to  any  Federal  procurement  or  service 
contract  by  virtue  of  any  provision  of 
the  contract. 

(c)  Notwithstanding  any  other 
provision  hereof,  the  Secretary  reserves 
the  right  to  provide  directly  or  through 
cooperative  or  other  non-concession 
agreements  with  non-profit 
organizations,  any  accommodations, 
facilities  or  services  to  Area  visitors 
which  are  part  of  and  appropriate  to  the 
Area's  interpretive  program. 

(d)  That  any  and  all  taxes  which  may 
be  lawfully  imposed  by  any  State  or  its 
political  subdivisions  upon  the  property 
or  business  of  the  Concessioner  shall  be 
paid  promptly  by  the  Concessioner. 


(e)  No  member  of,  or  delegate  to. 
Congress  or  Resident  Commissioner 
shallbe  admitted  to  any  share  or  part  of 
this  Contract  or  to  any  benefit  that  may 
arise  herefrom  but  this  restriction  shall 
not  be  construed  to  extend  to  this 
Contract  if  made  with  a  corporation  or 
company  for  its  general  benefit. 

(f)  This  Contract  may  not  be  ext«ided, 
renewed  or  amended  in  any  respect 
except  when  agreed  to  in  writing  by  the 
Secretary  and  the  Concessioner. 

In  witness  whereof,  the  parties  hereto 
have  hereimder  subscribed  their  names 
and  affixed  their  seals. 


..this. 


Dated  at 

19 

UNITED  STATES  OF  AMERICA 

By . 

Reffonal  Director.  National  Park 
Service. 

Corporations 
Attest: 


.day  of 


5y  - 

By  - 
Tjtle 
Date 


(Concessioner) 


By  - 
By  - 
TUle 
Date 


Sole  Proprietorship 

Witnesses: 

Name 

Address     

Name 

Address     

Date  ' 


(Concessioner) 


(Name) 


(Title) 
Partnership 

Witnesses  as  to  each: 

Name — 

Address     

Name 

Address     


(Concessioner) 


(Name) 


(Name) 
Date    — 
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Exhibit  "A" 
Nondiscrimination 

Section  I — Requirements  Relating  to 
Employment  and  Service  to  th»  Pnl:^ 


Concessioa  Aathorization  No.:   

A.  Employment:  During  the 
performance  of  this  Cnntrart  the 
Concessioner  a^ees  as  follows: 

(1)  The  Concessioner  vriU  not 
discriminate  against  any  employee  or 
applicant  for  employment  because  of 
race,  color,  religion,  sex,  age,  national 
origin  or  disabling  condition.  The 
Concessioner  will  take  affirmative 
action  to  ensure  that  applicants  are 
employed,  and  that  employees  are 
treated  during  employment,  without 
regard  to  their  race,  color,  religion,  sex, 
age,  national  origin  or  disabling 
condition.  Such  action  shall  include, 
but  not  be  limited  to,  the  following: 
Employment  upgrading,  demotion  or 
transfer  recruitment  or  recruitment 
advertising;  layoff  or  termination;  rates 
of  pay  or  other  forms  of  compensation; 
and  selection  for  training,  including 
apprenticeship.  The  Concessioner 
agrees  to  post  in  conspicuous  places 
available  to  employees  and  applicants 
for  employment,  notices  to  be  provided 
by  the  Secretary  setting  forth  the 
provisions  of  this  nondiscrimination 
clause. 

(2)  The  Concessioner  will,  in  all 
solicitations  or  advertisements  for 
employees  placed  by  or  on  brfialf  of  the 
Concessioner,  state  that  all  qualified 
applicants  will  receive  consideration  for 
employment  without  regard  to  race, 
color,  religion,  sex,  age,  national  origin 
or  disabling  condition. 

(3)  The  Concessioner  will  send  to 
each  labor  union  or  representative  of 
workers  with  which  the  Concessioner 
has  a  collective  bargaining  agreement  or 
other  contract  or  understanding,  a 
notice,  to  be  provided  by  the  Secretary, 
advising  the  labor  union  or  workers' 
representative  of  the  Concessioner's 
commitments  under  Section  202  of 
Executive  Order  11246  of  September  24. 
1965,  as  amended  by  Executive  Order 
11375  of  October  13, 1967,  and  shall 
post  copies  of  the  notice  in  conspicuous 
places  available  to  employees  and 
applicants  for  employment. 

(4)  Within  120  days  of  the 
commencement  of  a  contract  every 
Government  contractor  or  subcontractor 
holding  a  contract  that  generates  gross 
receipts  which  exceed  $50,000  or  more 
and  having  50  or  more  employees  shall 
prepare  and  maintain  an  affirmative 
action  program  at  each  establishment 
which  shall  set  forth  the  contractor's 
poUcies,  practices  and  procediu«s  in 


accordaac*  wi^  the  affirmative  KtiaB 
prooam  requirement. 

(5)  The  ConcMsianer  will  comply 
w^  all  provisifloft  of  ExBCUtiTB  Graer 
No.  11246  of  September  24. 1965.  as 
amended  by  Executive  Order  No.  11375 
of  Octobw  13. 1967,  tad  of  the  rulea. 
regulations,  and  releiraBt  orders  of  the 
Secretary  of  Labor. 

(6)  The  Concessioner  will  furnish  all 
information  and  r^xirts  required  by 
Executive  Order  No.  11246  of 
September  24, 1965,  as  amended  by 
Executive  Order  No.  11375  of  OctoW 
13, 1967,  and  by  the  rules,  regulations, 
and  orders  of  the  Secretary  of  Labor,  or 
pursumit  thereto,  and  will  permit  acces* 
to  the  concessioner's  books,  records, 
and  accounts  by  the  Secretary  of  the 
Interior  and  the  Secretary  of  Labor  for 
purposes  of  investigation  to  ascertain 
compliance  with  such  rules,  regulations, 
and  orders. 

(7)  In  the  event  of  the  Concessioner's 
noncompliance  vdth  the 
nondiscrimination  clauses  of  this 
Contract  or  with  any  of  such  rules, 
regulations,  or  orders,  this  Contract  may 
be  canceled,  terminated,  or  suspended 
in  whole  or  in  part  and  the 
Concessioner  may  be  declared  inehgible 
for  further  Government  concession 
contract  in  accordance  with  procedures 
authorized  in  Executive  Order  No. 
11246  of  September  24, 1965,  as 
amended  by  Executive  Order  No.  11375 
of  October  13, 1967,  and  such  other 
sanctions  may  be  imposed  and  remedies 
invoked  as  provided  in  Executive  Order 
No.  11246  of  September  24, 1965.  as 
amended  by  Executive  Order  No.  11375 
of  October  13, 1967,  or  by  rule, 
regulation,  or  order  of  the  Secretary  of 
Labor,  or  as  otherwise  provided  by  law. 

(8)  The  Concessioner  will  include  the 
provisions  of  paragraphs  (1)  through  (7) 
in  every  subcontract  or  purchase  order 
unless  exempted  by  rules,  regulatirais, 
or  orders  of  the  Secretary  of  Labor 
issued  pursuant  to  Section  204  of 
Executive  Order  Na  11246  of 
September  24, 1965,  as  amended  by 
Executive  Order  No.  11375  of  Octoibef 
13,  1967,  so  that  such  provisions  will  be 
binding  upon  each  subcontractor  or 
vendor.  The  Concessioner  will  take  such 
action  with  respect  to  any  subcontract 
or  purchase  order  as  the  Secretary  may 
direct  as  a  means  of  enforcing  such 
provisions,  including  sanctions  for 
noncompliance:  Provided,  however,  that 
in  the  event  the  Concessioner  becomes 
involved  in,  or  is  threatened  with, 
litigation  with  a  subcontractor  or  vendor 
as  a  result  of  such  direction  by  the 
Secretary,  the  Concessioner  may  request 
the  United  States  to  enter  into  such 
litigation  to  protect  the  interest  of  the 
United  States. 


B.  CoMtractiaa.  Repair,  and  Simibr 
Cantncte:  llie  pcemding  proviaioos  A 
(1)  throndi  (8)  govecning  perfamance  aS 
work  undvthia  ContFact,  as  set  out  in 
Section  202  of  Exactttive  Ordar  Na 
11246,  dated  S^>tambar  24. 1965.  as 
ammded  by  Executive  Order  No.  11375 
of  October  13. 1967.  shall  be  applic^e 
to  this  ContzBCt.  and  shall  be  included 
in  all  contracts  axecuted  by  the 
Concessianar  iar  the  periannance  of 
construction,  r^iair,  and  nmilar  work 
contempl^Kl  by  this  coatract,  and  for 
the  jmrnom  the  term  "Contract"  diall  be 
deemea  to  reiar  to  this  instrument  and 
to  contracts  awarded  by  the 
Concessioner  and  the  term 
"Concessioner"  shall  be  deemed  to  refer 
to  the  Concessioner  and  to  contractors 
awarded  contracts  by  the  Coaceuioiaet. 
C.  Facilities:  (1)  Definitions:  As  used 
herein:  (i)  Concessioner  shall  mean  the 
Concessioner  and  its  employees,  agents, 
lessees,  subleases,  and  contractors,  and 
the  successors  in  interest  of  the 
Concessioner;  (ii)  facility  shall  mean 
any  and  all  services,  facilities. 
privileges,  and  accommodations,  or 
activities  avail^le  to  the  general  pubbc 
under  this  Contract 

(2)  The  Concessioner  is  prohibited 
from:  (i)  pubUcizing  facilities  operated 
hereunder  in  any  manner  that  would 
directly  of  inferentially  reflect  upon  or 
question  the  acceptability  of  any  person 
because  of  race,  color,  religion,  sex.  age. 
national  origin  or  disabling  condition; 
(ii)  discriminating  by  sagregatiaa  or 
other  means  against  any  person  because 
of  race,  color,  religion,  sex,  age.  national 
origin  or  disabling  condition  in 
furnishing  or  refusing  to  furnish  siidi 
person  the  use  of  any  such  facility. 

(3)  The  Concessioner  shall  post  a 
notice  in  accordance  with  Federal 
regulations  to  inform  the  public  of  the 
provisions  of  this  subsection,  at  such 
locations  as  will  ensure  that  the  notice 
and  its  contents  will  be  conspiciujus  to 
any  person  seeking  accommodations, 
facilities,  services,  or  privileges.  Such 
notice  will  be  furnished  the 
Concessioner  by  the  Secretary. 

(4)  The  Concessioner  shall  require 
provisions  identical  to  those  stated  in 
subsection  C  herein  to  be  incorporated 
in  all  of  the  Concessioner's  contracts  or 
other  forms  of  agreement  for  use  of  land 
made  in  pursuance  of  this  Contract. 

Section  n — AccessibiUty 

Title  V,  Section  504  of  the 
Rehabilitation  Act  of  1973,  as  amended 
in  1978,  requires  that  action  be  taken  to 
assure  that  any  "program"  or  "service" 
being  provided  to  the  general  public  be 
provided  to  the  highest  extent 
reasonably  possible  to  individuals  who 
are  mobility  impaired,  hearing 
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impaired,  and  visually  impaired.  It  does 
n<a  require  architectural  access  to  every 
building  or  tadlity.  but  only  that  the 
service  or  program  can  be  provided 
somewhere  in  an  accessible  location.  It 
also  allows  for  a  wide  range  of  methods 
and  techniques  for  achiev&g  the  intent 
of  the  law  and  calls  for  consulution 
with  disabled  persons  in  determining 
what  is  reasonable  and  feasible. 

No  handicapped  person  shall,  because 
a  Concessioner's  fecilities  are 
inaccessible  to  or  imusable  by 
handicapped  persons,  be  deiUed  the 
benefits  of,  be  excluded  from 
participation  in,  or  otherwise  be  subject 
to  discrimination  under  any  program  or 
activity  receiving  Federal  financial 
assistance  or  conducted  by  any 
Executive  agency  or  by  the  U.S.  Postal 
Service. 
Part  A— Discrimination  Prohibited 

A  Concessioner,  in  providing  any  aid. 
benefit,  or  service,  may  not  directly  or 
through  contractual,  licensing,  or  other 
arrangements,  on  the  basis  of  handicap: 

1.  Deny  a  qualified  handicapped 
person  the  opportunity  to  participate  in 
or  benefit  from  the  aid.  benefit,  or 
sorvic0* 

2.  Afford  a  qualified  handicapped 
person  an  opportunity  to  participate  in 
or  benefit  from  the  aid,  benefit,  or 
service  that  is  not  equal  to  that  afforded 
others: 

3.  Provide  a  quahfied  handicapped 
person  with  an  aid,  benefit,  or  service 
that  is  not  as  effective  as  that  provided 
to  others; 

4.  Provide  different  or  separate  aids, 
benefits,  or  services  to  handicapped 
persons  or  to  any  class  of  handicapped 
persons  unless  such  action  is  necessary 
to  provide  quaUfied  handicapped 
persons  wiUi  aid,  benefits,  or  services 
that  are  as  effective  as  those  provided  to 
others; 

5.  Aid  or  jwrpetuate  discrimination 
against  a  qualified  handicapped  person 
by  providing  significant  assistance  to 
any  agency,  organization,  or  person  that 
discriminates  on  the  basis  of  handicap 
in  providing  any  aid,  benefit,  or  services 


to  beneficiaries  of  the  recipient's 
program; 

6.  Deny  a  quaUfied  handicapped 
person  the  opportunity  to  participate  as 
a  member  of  planning  or  advisory 

boards;  or 

7.  Otherwise  limit  a  qualified 
handicapped  person  in  the  enjoyment  of 
any  right,  privilege,  advantage  or 
opportunity  enjoyed  by  others  receiving 
an  aid,  benefit,  or  service. 

Part  B— Existing  Fadlltlas 

A  Concessioner  shall  operate  each 
program  or  activity  so  that  the  program 
or  activity,  when  viewed  in  its  entirety, 
is  readily  accessible  to  and  usable  by 
handicapped  persons.  This  paragraph 
does  not  require  a  Concessioner  to  make 
each  of  its  existing  facilities  or  every 
part  of  a  fadlity  accessible  to  and  usable 
by  handicapped  persons. 

Exhibit  "B" 
Land  Assignment 

Note  to  Preparer:  The  land  assignment 
may  be  described  in  narrative  form  and, 
if  possible,  should  include  a  map 
showing  the  area(s)  to  be  assigned. 

Exhibit  "C" 

Government-owned  Structures 
(Government  Improvements)  Assigned 
to 


(Concessioner) 
Pursuant  To 
Concession  Contract  No. 


Building  No. 


Detcription 


Regional  Director 


Annual 
fee 


Region 

Exhibit  "D" 

Pursuant  to  Subsection  6(a)(1) 
Note  to  preparer:  If  the  Concessioner 
has  no  Possessory  Interest  assets,  put 
"NONE"  on  this  page.  You  will 
ALWA  YS  use  this  EXHIBIT,  either  with 
a  schedule  of  possessory  interest  assets, 
or  with  the  words  "NONE",  but  NEVER 
LEAVE  THIS  EXHIBIT  OFF  THE 
CONTRACT. 

Exhibit  "E" 

Building  Replacement  Cost  for 

Insurance  Purposes 

Concessioner: 
Concession  Contract  No.: 


The  replacement  costs  set  forth  herein 
are  established  for  the  sole  purpose  of 
assuring  property  insurance  coverage 
and  shall  not  be  construed  as  having 
application  for  any  other  purpose. 

I.  Govenunent  Buildings 


Building  No. 


tcrip- 
tion 


insurance  re- 
placement 
value' 


n.  Concawioner  Buildings 

De-  Insurance  re- 


Building  No. 


scrip-  placement 

Uon  value ' 


'or  "Not  to  he  replaced."   where  applical>le. 


Total  amount  due  pursuant  to  subsection    — 

Approved,  effective — 

By: 

Name  of  Concessioner 
tIiI 


By  

(Name  of  Concessioner) 

Title   

Date 


United  States  of  America 


Itle 


United  States  of  America 


Regional  Director 

|FR  Doc.  93-89  Filed  1-6-93;  8:45  ami 
MUmO  COOe  4>10-70-M 


M  ^  g\^k*k         t 


i>..1,rw«   am^   PaoiilfltinnA 


Thursday 
Janusry  7(  1993 


Part  V 


Department  of 
Housing  and  Urban 
Development 


Office  of  the  Assistant  Secretary  for 
Public  and  Indian  Housing 

24  CFR  Part  961 

Public  and  Indian  Housing  Drug 

Elimination  Program;  Rnal  Rule 
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DEPARTMENT  OF  HOUSMQ  AND 
URBAN  DEVELOPMENT 

OfllM  of  tlM  Asatetanl  8«cra«ary  for 
Public  and  Indian  Housing 

24CFRPwt961 

[Ooetal  No.  R-n-1841;  Fn-a992-F-02] 

RIN-aS77-AAB7 

Public  and  Indian  Houaing  Drug 
Elimination  Program 

AGENCY:  Office  of  the  Assistant 
Secretary  for  P\;d>Uc  and  hidian 
Housing.  HUD. 
action:  Final  rule. 

summary:  This  rule  amends  24  CFR  part 
961.  the  PubUc  and  hidian  Housing 
Drug  Elimination  Program,  as 
authorized  by  chapter  2,  subtitle  C  title 
V  of  the  Anti-Drug  Abuse  Act  of  1988 
(42  U.S.C.  11901  et  seq.).  and  amended 
by  section  581  of  the  National 
Affordable  Housing  Act  (NAHA) 
(approved  November  28, 1990.  Pub.  L, 
101-625)  and  the  Housing  and 
Community  Development  Act  of  1992 
(HCDA  1992)  (Pub.  L.  102-550. 
approved  October  28. 1992).  The 
program  authorizes  HUD  to  malce  grants 
to  public  housing  agencies  (PHAs)  and 
Indian  Housing  Authorities  (IHAs),  for 
use  in  eliminating  drug-related  crime 
and/or  the  problems  asiwx:iated  with  it. 
EFFECTIVE  DATE:  February  8. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Malcolm  E.  Main.  Drug  Free 
Neighborhoods  Division,  Office  of 
Resident  Uiitiatives,  Office  of  Public  and 
Indian  Housing.  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street.  SW..  room  4118,  Washington,  DC 
20410.  telephone  (202)  708-1 197  or 
70a-3502.  A  telecommunications  device 
for  speech  and  hearing  impaired 
persons  (TDD)  is  available  at  (202)  708- 
0850.  (These  are  not  toll-free  telephone 
numbers.)  To  obtain  copies  of  OMB 
Circulars  No.  A-87  Cost  Principles  for 
State  and  local  Governments  or  A-102 
Grants  and  Cooperative  Agreements 
with  State  and  local  Governments, 
contact:  Executive  Office  of  the 
President  (EOP),  Publications  Services. 
725  17th  Street  NW.,  room  2200. 
Washington,  DC  20503  (202)  395-7332. 
(This  is  not  a  toll-free  telephone 
number.) 

tUI>f>LEMENTARV  MFORMATKM: 

Paperwork  Reduction  Act  SUteuMnt 

The  information  collection 
requirements  contained  in  this  final  rule 
have  been  submitted  to  the  Office  of 
Management  and  Budget  for  review 
under  the  Paperwork  Reduction  Act  of 


1980.  Pending  approval  of  these 
requirements  oy  OMB  and  the 
assigiunent  of  an  OMB  control  number, 
no  person  may  be  subjected  to  a  penalty 
for  failure  to  comply  vrith  these 
information  collection  requirements. 
Upon  approval  by  OMB.  a  Notice 
containing  the  OMB  approval  number 
will  be  published  in  the  Federal 

PubUc  reporting  burden  for  the 
collection  of  information  requirements 
contained  in  this  final  rule  are  estimated 
to  include  the  time  for  reviewing  the 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 
Information  on  the  estimated  public 
reporting  burden  is  provided  under  the 
Preamble  heading.  Other  Matters.  Send 
comments  regarding  this  btirden 
estimate,  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
the  Department  of  Housing  and  Urban 
Development.  Rules  Docket  Clerk,  451 
Seventh  Street,  SW.,  room  10276, 
Washington.  DC  20410;  and  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  New  Executive  Office  Building, 
room  3001.  725  17tii  Street,  NW., 
Washington,  DC  20503,  Attention:  Desk 
Officer  for  HUD.  At  the  end  of  the 
public  comment  period,  the  Department 
may  amend  the  information  collection 
requirements  to  reflect  the  public 
comments  received  concerning  the 
collection  of  information  requirements. 


1.  Background 

The  Public  Housing  Drug  Elimination 
Program  was  first  authorized  by  chapter 

2.  subtitle  C.  title  V  of  die  Anti-Drug 
Abuse  Act  of  1988  (42  U.S.C.  11901- 
11908).  Implementing  regulations  for 
this  program  were  issued  by  HUD  at  55 
FR  27598  (July  3, 1990),  codified  at  24 
CFR  961.  Applicants  eligible  to  receive 
grants  under  this  program  were  public 
housing  agencies  (PHAs),  including 
Indian  housing  authorities  (IHAs).  (For 
the  sake  of  convenience,  IHAs  and 
PHAs  will  both  be  referred  to  as  HAs.) 

Section  581  of  the  National  Affordable 
Housing  Act  (NAHA)  (approved 
November  28. 1990,  Pub.  L.  101-625) 
amended  the  Drug  Elimination  Program 
in  a  number  of  ways,  and  the 
Department  published  a  proposed  rule 
in  the  Federal  Register  on  July  1, 1991 
to  implement  these  amendments  (56  FR 

30176). 

Two  additional  amendments  to  the 
Drug  Elimination  Program  were  made 
by  the  Housing  and  Commimity 
Development  Act  of  1992  (HCDA  1992) 
(Pub.  L.  102-550,  approved  October  28. 


1992).  One  amendment  would  permit 
grants  to  be  used  to  eliminate  drug- 
related  crime  in  housing  owned  by  HAs 
that  is  not  housing  assisted  under  the 
United  States  Housing  Act  of  1937  and 
is  not  otherwise  federally  assisted. 
However,  tiiese  grants  are  available  only 
if  two  conditions  are  met.  The  housing 
must  be  located  in  a  high  intensity  drug 
trafficking  area  designated  pxirsuant  to 
section  1005  of  die  Anti-Diiig  Abuse  Act 
of  1988,  and  the  HA  owning  the  housing 
demonstrates  that  drug-related  activity, 
and  the  problems  associated  with  it.  at 
the  housing  has  a  detrimental  affiect  on 
or  about  the  real  property  comprisiM 
any  public  or  other  federally  assisted 
low-income  housing.  The  Departinent 
intends  to  permit  this  demonstration  to 
be  made  on  the  basis  of  information 
normally  submitted  in  accordance  with 
the  requirements  of  a  Notice  of  Funding 
Availability  (NOFA)  for  this  procram. 

The  second  amendment  would  make 
resident  management  corporations 
(RMCs)  eligible,  along  with  PHAs  and 
IHAs,  to  receive  Drug  Elimination 
Program  grants.  The  statutory  language 
requires  eligible  RMCs  to  be  those  Uiat 
are  principally  managing,  as  determined 
by  the  Department,  housing 
developments  owned  by  HAs.  The 
existing  rule  at  24  CFR  961  and  the 
proposed  rule  to  amend  it  both  included 
a  definition  of  RMC  and  this  final  rule 
includes  the  same  definition.  Any  RMC 
that  meets  the  definition  and  that  is 
managing  developments  owned  by  HAs 
will  be  considered  eligible  to  receive 
Drug  Elimination  Program  grants. 

The  Department  has  determined  that 
language  to  implement  each  of  these 
statutory  amendments  may  be  included 
in  this  final  rule  without  the  usual 
notice  and  comment  procedures  because 
neither  of  the  two  amendments  requires 
any  new  discretion  to  be  exercised  on 
thepart  of  the  Department. 

Tne  present  Drug  Elimination 
Program  regulation  at  24  CFR  part  961 
applies  to  ^th  public  and  Indian 
hotising,  and  this  final  rule  does  also. 
The  requirements  for  both  PHAs  and 
IHAs  are  virtually  identical,  except  for 
basic  programmatic  differences  such  as 
the  applicability  of  the  Indian  Qvil 
Rights  Act.  Relevant  differences  are 
noted  in  the  rule,  which  uses  the 
designation  HA  to  apply  to  both  an  WA 
and  a  PHA.  TTiere  were  no  public 
comments  received  on  the  issue  of 
separate  public  housing  and  Indian 
housing  rules  in  response  to  the 
proposed  rule. 


n.  Public  Comments 

The  Department  received  a  total  of 
nine  comments  on  the  proposed  nde, 
four  of  which  were  frt>m  housing 
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authorities  (HAs),  two  each  from  dty 
and  state  agencies,  and  one  from  a 
professional  association.  The  following 
discussion  summarizes  the  comments 
received  and  the  Department' '^ 
responses  to  them,  in  general,  the 
Department  has  attempted  to  streamline 
the  rule,  placing  emphasis  on  the 
statutory  reauirements.  Additional, 
specific  guidance  will  be  provided  to 
applicants  in  the  annual  Notices  of 
Funding  Availability  (NOFAs)  for  the 
program. 

Two  comments  questioned  the 
definition  of  the  term  "in  and  around" 
and  its  effect  of  limiting  program 
activities,  particxilarly  drug  treatment,  to 
activities  within,  or  adjacent  to,  the 
physical  boimdaries  of  a  public  or 
Indian  housing  development  The 
Department  has  determined  that  this 
dennition  is  appropriate  to  make  certain 
that  program  funds  and  program 
activities  are  targeted  to  benefit,  as 
directly  as  possible,  public  and  Indian 
housing  developments,  the  intended 
beneficiaries  of  the  program  imder  the 
authorizing  statute.  While  it  may  be 
argued  that  many  actions  taken 
elsewhere  would  have  an  impact  on 
these  developments,  for  example,  the 
interdiction  of  drugs  before  they  can  be 
distributed  among  the  general 
population,  the  goals  of  this  program  are 
best  served  by  focusing  its  resources 
directly  upon  public  and  Indian  housing 
developments.  The  same  reasoning 
applies  to  the  inquiry  in  this  comment 
concerning  the  use  of  program  funds  at 
sites  not  federally  assisted.  The  most 
efficient  use  of  program  funds  that  will 
result  in  a  consistent,  beneficial  impact 
on  public  and  Indian  housing  is 
achieved  by  focusing  program  activities 
on  the  public  or  Indian  housing 
developments  themselves. 

One  comment  asked  why  the 
definition  of  "controlled  substance"  in 
the  proposed  rule  did  not  include 
alcohol,  thereby  excluding  alcohol  from 
being  considered  in  the  definition  of 
"drug-related  crime"  and  from  being 
eligible  for  program  funding.  The 
authorizing  statute  for  the  Drug 
Elimination  Program  specifies  the 
definitions  of  both  "controlled 
substance"  and  "drug-related  crime." 
Neither  statutory  definition  includes 
alcohol  and,  therefore,  alcohol-related 
problems  may  not  be  addressed  in  this 
program. 

A  comment  suggested  that  the  rule 
provide  examples  of  model  drug 
treatment  programs  and  their 
characteristics.  HUD  will  not  be 
providing  specific  examples  of  programs 
by  name,  because  it  does  not  want  to  be 
interpreted  as  endorsing  any  specific 
program. 


One  comment  asked  why  the 
proposed  rule  eliminated  drug 
detoxification  as  an  eligible  activity,  and 
another  requested  that  the  Department 
consider  fimding  imder  the  program  for 
specific  treatment  beds/slots  in 
detoxification,  residential,  and 
methadone  treatment  programs.  Drug 
detoxification,  residential,  and 
methadone  treatment  programs  have 
never  been  eligible,  funded  activities 
under  this  program.  Funds  for  these 
purposes  are,  however,  available 
through  programs  funded  by  the 
Department  of  Health  and  Himian 
Services,  which  has  taken  the  lead  in 
this  area. 

There  was  a  request  for  clarification 
in  one  comment  of  the  prohibition, 
included  in  the  proposed  rule  at 
§  961.10  as  an  ineligible  activity,  against 
using,  in  any  way,  grant  funds  to  pay  for 
expenses  incurred  in  the  preparation  of 
a  grant  application.  The  Department  has 
concluded  that  in  some  limited 
circumstances,  grant  funds  would 
imavoidably  be  used,  in  an  incidental 
way,  in  the  preparation  of  a  grant 
application.  For  example,  records  kept 
for  activities  funded  by  a  grant  would 
probably  form  part  of  the  basis  for  a 
future  grant  application,  yet  it  would 
not  be  argued  that  these  record-keeping 
costs  were  not  eligible  for  program 
funding.  The  significant  factors  here  are 
that  (1)  the  use  of  grant  funds  for  grant 
application  preparation  purposes  is  only 
incidental  to  a  current,  approved 
program  use,  and  (2)  the  grant  funds  are 
not  being  used  retroactively  to  pay  for 
expenses  incurred  before  the  funds  were 
awarded.  The  final  rule  clarifies  this 
issue  by  specifying  that  funding  is  not 
permitted  for  costs  incurred  prior  to  the 
effective  date  of  the  grant  agreement, 
including,  but  not  limited  to,  consultant 
fees  for  surveys  related  to  the 
application  or  for  the  actual  writing  of 
the  application.  The  underlying  - 
rationale  is  to  maximize  the  use  of  funds 
for  the  purpose  of  implementing 
program  activities. 

A  request  was  received  to  permit  the 
position  of  a  paid  coordinator  for 
volunteer  tenant  foot  patrols  under  the 
Drug  Elimination  Program.  The 
Department  has  considered  this 
comment  and  determined  that  the 
employment  of  an  individual  to 
coordinate  a  grantee's  activities  is  a 
valid  and  reasonable  use  of  program 
funds.  The  final  rule  explicitly  permits 
the  use  of  program  funds  for  a  grant 
coordinator,  who  could  function,  for 
example,  as  the  coordinator  for 
volunteer  tenant  foot  patrols. 

One  comment  asked  why  the 
proposed  rule,  at  §  961.10(b)(3),  would 
permit  the  use  of  program  funds  for  the 


acquisiticm  of  certain  equipment  if  used 
primarily  in  the  provision  of  additional 
services,  but,  at  §  961.10(b)(6),  would 
forbid  the  purchase  or  lease  of  other 
items  including  "police  cars,  vans, 
buses,  motorcycles  or  motorbikes." 
Section  961.10(b)(2)  of  the  final  rule 
deals  with  the  eligible  program  activity 
of  "reimbursement  of  local  law 
enforcement  agencies  for  additional 
security  and  protective  services."  The 
emphasis  here  is  on  providing 
additional  services,  not  equipment.  It  is 
expected  that  program  grantees  would 
contract  for  additional  security  and 
protective  services  with  a  service 
provider  that  comes  completely 
equipped  to  provide  the  service.  The 
exception  is  in  the  case  of  equipping  a 
facility  not  usually  available  frt>m  a 
service  provider,  such  as  a  police 
substation  on  the  premises  of  the 
housing  development  (project)  being 
assisted. 

The  prohibition  at  §961.10(f)(ll)  of 
the  proposed  rule  against  using  grant 
funds  for  administrative  costs  related  to 
screening  or  evicting  residents  for  drug- 
related  crime  prompted  one  commenter 
to  ask  if  screening  of  appUcants  is 
permitted.  Eviction  and  screening  costs 
for  either  residents  or  applicants  are  not 
permitted  under  the  Drug  EUmination 
Program.  The  Department  has 
determined  that  these  activities  are 
more  appropriately  a  part  of  the  routine 
operating  expenses  of  public  or  Indian 
housing  developments.  However,  Drug 
Elimination  Program  funds  may  be  used 
to  employ  individuals  to  investigate 
drug-related  crime  on  or  about  the  real 
property  comprising  any  public  or 
Indian  housing  development  and  to 
provide  evidence  relating  to  this  crime 
in  any  judicial  or  administrative 
proceeding,  including  eviction 
proceedings. 

Clarification  of  the  term  "projects"  as 
it  is  used  in  the  rule  was  requested  in 
one  comment.  The  comment  {>ointed 
out  that  "projects"  was  used  to  refer  to 
both  program  activities  and  to  a  HA's 
buildings  and  fadUties.  In  response  to 
this  comment,  the  final  rule  has  been 
changed  to  read  "activity"  or  "program" 
rather  than  "project"  where  the  intent  is 
to  refer  to  plans  and  actions  funded 
imder  a  Dnig  Elimination  Program 
grant.  In  addition,  for  the  purposes  of 
this  rule,  the  term  "development"  is 
defined  as  having  the  same  meaning  as 
"project"  in  refiarence  to  a  HA's 
buildings  and  fadlities.  This  change  in 
nomenclature  is  made  to  reflect  current 
usage  within  the  Department. 

Tne  comment  also  questioned 
whether  the  plan  for  addressing  the 
problem  of  drug-related  crime  which 
must  be  included  with  every  application 


«#l    Orfwv««laM#\««a 


3162 


/  Vol.  58.  Na  4  /  TTmraday.  January  7.  1993  /  Rules  and  RuguUtloM 


had  to  be  prepned  Mpvatsly  far  Mch 
Jwlopment  Th»  plm  do—  nM  ban  to 
addran  aadi  of  •  HA't  dovotopmanU 
separately  if  the  mbm  acthrities  will 
apply  to  aedi  dwreloppwot.  end  th«  rule 
now  statu  this.  Only  wbara  program 
activitiea  differ  from  one  development 
to  another  must  the  applicant  prepare 
the  plan  seperately  from  aadi 
developnient. 

AnotW  comment  on  the  plan 
obiected  to  the  apparent  jwefcrence 
given  in  the  proposed  rule  to  objective 
data,  such  as  crime  statistics,  over 
subjective  and  narrative  data.  As 
indicated  above,  this  final  version  of  the 
rule  is  omitting  much  of  the  detail 
contained  in  the  propoeed  role.  HUD 
will  fHovide  guicunce  to  applicants  on 
the  specifics  of  the  plan  that  must  be 
included  with  the  application  in  NOPAs 
published  for  this  program.  However, 
the  Department  generally  beKevas  that 
the  consistent  use  of  objective  data  as 
identified  in  the  proposed  rule  permits 
more  valid  comparisons  and 
assessments  to  be  made  among 
applicants.  On  the  other  hand,  it  is  also 
recognized  that  objective  data  may  not 
be  equally  available  to  all  appHcants. 
Because  of  these  considerations,  the 
Department  intrads  to  permit  applicants 
to  submit  relevant  information,  other 
than  strictly  objective  data,  that  has  a 
direct  bearing  on  drug-related  crime 
problems  in  the  developments  proposed 
for  assistance.  This  option  would  only 
be  permitted  to  the  extent  that  objective 
data  may  not  be  available,  or  to 
complement  objective  data.  If  other 
relevant  information  is  to  be  used  in 
place  of,  rather  than  to  complement, 
objective  data,  the  application  must 
indicate  the  reasons  why  objective  data 
could  not  be  obtained  and  what  efforts 
were  made  to  obtain  it.  Examples  of 
permissible  other  relevant  information 
%vould  be  included  in  the  NC^A. 

It  was  pointed  out  in  one  comment 
that  the  certification  requirement  at 
§  961.20(aM5Kiv)  of  Ae  proposed  rule 
that,  "the  locality  is  meeting  its 
obligations  under  the  cooperation 
agreement  with  the  HA,  particularly 
with  regard  to  law  enforcement 
services."  appears  to  conflict  with  the 
format  of  the  application  form  (HUD 
Form  52353,  section  4  B).  The 
Department  appreciates  such 
observations  and  intends  to  make  all 
references  in  the  final  rule  and 
application  forms  conristent. 

Tlw  suggertian  was  made  in  a 
coament  that  the  selection  criteria 
should  not  indode  any  item  that 
assesses  the  program  after  the  grant 
period,  since  any  projectione  made  at 
the  application  stage  would  be  too 
specutative  to  be  wwd  for  selection 


purposes.  This  item  must  be  included  in 
the  selection  criteria  because  one  of  the 
statutory  criteria  for  the  selection  of 
applications  is  "the  extent  to  which  the 
plan  includes  initiatives  that  can  be 
sustained  over  a  period  of  several 
years."  In  addition,  projection  is  a  vital 
component  of  good  planning,  and  well- 
supported  pro^ctions  would  be  an 
indication  that  the  program  to  be  funded 
is  a  good  investment  for  the  future.  For 
these  reasons,  the  selection  criteria  that 
will  be  used  in  NOFAs  for  this  program 
will  require  some  assessment  of 
applicants'  programs  beyond  the  grant 
period. 

One  comment  suggested  awarding 
grants  that  ran  longer  than  the  24  month 
maximum  permitted  by  S  961.26(0  of 
the  proposed  rule  with  grant  agreements 
conditioned  on  future  appropriations 
and  HUD  evaluations  of  grantee 
performance.  The  Department  disagrees 
with  this  approach  because  it  would 
take  funds  otit  of  the  competitive 
awards  process  established  for  this 
program.  The  amount  of  funding  for  this 
much-needed  program  is  limited,  and 
all  eligible  applicants  should  have  the 
opportunity  to  compete  for  all  of  the 
funds  that  are  made  available  in  each 
funding  cycle.  An  applicant  whose 
program  has  been  funded  previously 
may  reapply  for  a  continuation  of 
fonding,  and  at  that  time,  its  program 
will  be  assessed  in  relation  to  the 
programs  of  other  applicants  also 
seeking  funding. 

Two  comments  pointed  out  that  the 
rule  did  not  implement  the  provisions 
of  section  581  of  NAHA  that  expanded 
the  Drug  Elimination  Program  to 
include  fiederaliy-assisted  low  income 
housing  developments  (projects).  As 
was  explained  in  its  preamble,  the 
proposed  rule  only  addressed  the 
NAHA  amendments  that  affected  HAs 
because  these  were  the  only  entitles  that 
were  eligible  for  funding  in  FY  1991. 
The  appropriation  for  the  Program  in  FY 
1992  and  FY  1993  specifically  included 
$10  million  each  for  federally  assisted 
housing,  and  the  Department  has  made 
these  funds  available  in  separate 
notices. 

On  the  issue  of  the  time  permitted  for 
the  preparation  of  program  applications, 
one  comment  stated  that  the  period  of 
time  from  the  date  that  a  Notice  of 
Funding  AvailabiHty  (NCffA)  for  the 
Drug  Elimination  Program  is  published 
in  the  Federal  Register  and  the 
application  is  to  be  submitted  to  HIH) 
should  be  no  less  than  ninety  days,  and 
another  comment  suggested  a  period  of 
no  less  than  nine  weeks.  This  is  an  issue 
that  is  not  specifically  addressed  in 
either  the  proposed  rufe  or  the  final 
rufe.  The  aate  by  whidi  applications  for 


funds  are  due  is  specified  in  the  NCVA 
itself.  It  is  the  DepaitBent's  inteation  to 
provide  applicants  with  a  reasonable 
amount  of  time  in  which  to  prepare 
applications  within  the  annual  &mding 
cycle  of  this  program. 

Other  Chai«Be  te  the  Fiaal  liria 

To  provide  guidance  for  appUcants  for 
activities  such  as  security  personnel  or 
additional  law  enforcement  that  are 
required  to  be  "over  and  above"  aervioas 
already  being  received,  the  final  rule 
specifies  the  procedure  for 
demonstrating  "over  and  above."  Tba 
application  must  first  identify  the 
services  currently  being  received  and 
then  identify  the  increaaed  services  for 
which  fundLog  is  sought 

To  promote  a  more  efficient  use  of  the 
limited  grant  funds,  the  fiiMl  rule  also 
requires  that  if  additional  security 
personnel  (in  the  form  of  HA  police)  or 
investigators  are  to  be  employed  for  a 
service  that  is  also  provided  by  a  local 
law  enforcement  agency,  the  applicant 
must  provide  a  cost  analysis  that 
demonstrates  the  employment  at  the 
additional  HA  police  or  inveatigatcws  is 
more  cost  efficient  than  obtaining  the 
service  from  the  local  law  enforcement 
agency. 

The  final  rule  also  clarifies  the  giant 
administration  requirements  for  the 
Drug  Elimination  Program.  These 
additions  do  not  add  any  new 
requirements  to  the  rule,  but  make 
explicit,  for  the  convenience  of  program 
participants,  the  administrative 
requirements  that  have  always  applied 
to  the  program. 

A  definition  of  "proUaoM  associated 
with  drug-related  crime"  has  been 
added  to  the  rule  to  convey  the  sense, 
which  the  Department  has  determined 
to  be  implicit  in  the  authorizing  statute, 
that  this  program  is  intended  to  address 
more  than  the  narrowly-defined 
problem  of  "drug-relatod  crime." 
"Problems  associated  with  drug-rdated 
crime"  ia  defined  to  meen  the  negative 
physical,  social,  educational  and 
economic  impact  of  drug-related  crime 
on  public  housing  residents,  and  the 
deterioration  of  the  public  bousing 
environment  because  of  drug-related 
crime^ 

Similarly,  a  definition  of  "fwogram 
income"  wd  a  new  paragraph  in  the 
grants  administration  section 
referencing  the  part  85  program  income 
requirements  have  been  added. 

n.  Other  Matters 

Environmental  Impact 

Grants  under  this  program  are 
categorically  excluded  from  review 
under  the  Naticmal  Environmental 
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Policy  Act  of  1969  (NEPA)  in 
accordance  mth  24  CFR  part  S0.20(p). 
However,  prior  to  an  award  of  grant 
funds,  HUD  will  perform  an 
environmental  review  to  the  extent 
required  by  HUD's  environmental 
r^ulations  at  24  CFR  part  50.  including 
the  applicable  related  authorities  at  24 
CFR  50.4. 

Regulatory  Flexibility  Act 

The  Secretary,  in  accordance  with  the 
Regulatory  Flexibility  Act  (5  U.S.C 
605(b)),  has  reviewed  this  rule  before 
publication  and  by  approving  it  certifies 
that  this  rule  does  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The  rule 
would  provide  grants  to  HAs  and  RMCs 
to  eliminate  drug-related  crime  in 
public  and  Indian  housing 
developments.  In  certain  instances,  the 
HA  can  provide  grant  funds  under  the 
program  to  nonprofit  Resident 
Management  Corporations,  Resident 
Councils,  or  Resident  Organizations  for 
certain  eligible  program  activities. 
Although  small  entities  could 
participate  in  the  program,  the  rule 
would  not  have  a  significant  economic 
impact  on  them. 

Economic  Impact 

This  rule  does  not  constitute  a  "major 
rule"  as  that  term  is  defined  in  section 
1(b)  of  the  Executive  Order  on  Federal 
Regulations  issued  on  February  17. 
1969.  Analysis  of  the  rule  indicates  that 
it  does  not:  (1)  Have  an  annual  effect  on 
the  economy  of  $100  million  or  more; 
(2)  cause  a  major  increase  in  costs  or 


prices  for  consumers,  individual 
industries.  Federal,  State  or  local 
government  agencies,  or  geographic 
regions;  or  (3)  have  a  significant  adverse 
effect  on  competition,  employment, 
investment,  productivity,  iimovation.  or 
on  the  ability  of  United  States-based 
enterprises  in  domestic  or  e}q>ort 
markets. 

Family  Impact 

The  General  Counsel,  as  the 
Designated  Official  for  Executive  Order 
12606,  the  Family,  has  determined  that 
the  provisions  of  this  rule  have  the 
potential  for  a  positive,  although 
indirect,  impact  on  family  formation, 
maintenance  and  general  well-being 
within  the  meaning  of  the  Order.  The 
proposed  rule  would  implement  a 
program  that  would  encourage  HAs  and 
RMCs  to  develop  a  plan  for  addressing 
the  problem  of  drug-related  crime,  and 
to  make  available  grants  to  help  HAs 
and  RMCs  to  carry  out  this  plan.  As 
such,  the  program  is  intended  to 
improve  the  quality  of  life  of  public  and 
Indian  housing  development  residents, 
including  families,  by  reducing  the 
incidence  of  drug-related  crime. 

Federalism  Impact 

The  General  Counsel,  as  the 
Designated  Ofiicial  under  section  6(a)  of 
Executive  Order  12612,  Federalism,  has 
determined  that  the  policies  contained 
in  this  rule  will  not  have  substantial 
direct  effects  on  States  or  their  political 
subdivisions,  or  the  relationship 
between  the  Federal  government  and 
the  States,  or  on  the  distribution  of 


power  and  responsibilities  among  the 
various  levels  of  government  and, 
therefore,  the  provisions  of  this  rule  do 
not  have  "federalism  implications" 
within  the  meaning  of  the  Order.  The 
rule  implements  a  program  that 
encourages  HAs  and  F^Cs  to  develop  a 
plan  for  addressing  the  problem  of  dnig- 
related  crime,  and  makes  available 
grants  to  HAs  and  RMCs  to  help  them 
carry  out  their  plans.  As  such,  the 
program  would  help  HAs  and  RMCs 
combat  serious  drug-related  crime 
problems  in  their  developments,  thereby 
strengthening  their  role  as 
instrumentalities  of  the  States.  In 
addition,  further  review  under  the  Order 
is  unnecessary,  since  the  rule  generally 
tracks  the  statute  and  involves  little 
implementing  discretion. 

This  final  rule  was  listed  as  Item  No. 
1250  in  the  Department's  Semiannual 
Agenda  of  Regulations  published  on 
April  27, 1992  (57  FR  16804, 16845) 
under  Executive  Order  12291  and  the 
Regulatory  Flexibility  Act. 

The  Public  Housing  Drug  EUmination 
Program  is  listed  in  the  Catalog  of 
Federal  Domestic  Assistance  as  number 
14.854. 

The  collection  of  information 
requirements  contained  in  this  rule  have 
been  approved  by  OMB  for  review 
under  section  3504  (h)  of  the  Paperwork 
Reduction  Act  of  1980.  Certain  sections 
of  this  rule  have  been  determined  by  the 
Department  of  contain  collection  of 
information  requirements.  Information 
on  these  requirements  is  provided  as 
follows: 


Section 

■ 

Number  of 
reepoTKlenis 

FroquarKyof 
responses 

Est.  Avg.  i«- 

sponse  time 

(m  hours) 

EsUmaMan- 

r«ialbu«Tlen 

houn 

961.15  "•• 

9S1  18       ~ . . .— 

800 

5,000 

800 

800 

1 

1 
2 
1 

64 

1 

24 

1 

51.200 
5.000 

981.28(3) „_    — 

981.28(b)                                            .         .-  ~..».~.~ 

38.400 
800 

Total  reporting  tNifden - - 



95.400 

Ust  of  Subjects  in  24  CFR  Part  961 

Drug  abuse,  Drug  traffic  control.  Grant 
programs — housing  and  community 
development.  Grant  programs — Indians, 
Grant  programs — low  and  moderate 
income  housing.  Public  housing. 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  out  in  the 
preamble,  title  24,  chapter  DC.  of  the 
Code  of  Federal  Regulations  is  amended 
by  revising  24  CFR  part  961.  consisting 
of  §§961.1  through  961.29.  to  read  as 
follows: 


PART  961— PUBUC  HOUSING  DRUG 
EUMINATION  PROGRAM 

Sut>p8rt  A— General 

961.1    Purpose  and  scope. 

961 .3    Encouragement  of  resident 

participation. 
961.5    Definitions. 

Sut)part  B— tise  of  Grant  Funds 
961.10    Applicants  and  activities. 


Subpart  C— Application  and  Selection 

961.15    Application  selection  and 

requirements. 
961 . 1 8    Resident  comments  on  grant 

application. 

Subpart  D— Grant  Administration 

961.26    Grant  administration. 

961.28  Periodic  reports. 

961.29  Other  Federal  requirements. 

Subpart  E— Aeserved' 

Authority:  42  U.S.C.  3S3S(d)  and  11901  et 
seq. 
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Subpwt 


IM1.1 

The  puipoa**  of  th»  Public  Old  IndiMi 
Housing  Drug  Eliminntiop  Program  are 
to: 

U)  Eli"**"**"  dnig-nlatad  ciiin*  and 
Um  problnos  mrHJi**^  with  it  in  and 
around  \hm  premiaaa  of  public  aod 
Indian  housing  devalopinasits; 

(b)  Encouiagi  HAS  and  RMCa  to 
develop  a  plan  tbat  tnclwiaa  initiatives 
that  can  be  sustained  ovw  a  pariod  of 
several  yean  far  addrassing  drog-ralated 
crime  and/or  the  pcobUms  associated 
with  it  in  and  around  the  pramises  of 
public  and  Indian  bousing 
developments  prapoaed  for  hinding 
under  this  part;  anid 

(c)  Make  available  Federal  granU  to 
help  HAS  and  RMCs  carry  out  their 
plans. 

1961.3 


The  eliminati<Hi  of  drug-related  oime 
and  the  problems  associated  with  it  in 
puUic  bousing  devriopmeots  requires 
the  active  invtrfvement  and  commitment 
of  public  bousing  residants  and  their 
organizations.  To  enhance  the  ability  of 
HAS  to  combat  drug-related  criminal 
activity  in  their  developments.  Resident 
Councils  (RCs).  Resident  Management 
Corporationa  (RMCs).  and  Resident 
Or^nizatioos  (ROs)  will  be  permitted  to 
undertake  management  functions 
specified  in  this  part,  notwithstanding 
the  otherwise  applicaMe  requiremenU 
of  24  CFR  parU  905  and  964.  The 
Department  encourages  HAs  to  make 
Resident  Management  Corporations 
(RMCs),  Resident  Councils  (RCs),  and 
Rasidatt  Organizations  (ROs)  full 
partners  in  tnis  afibrt 

(M1.5    DeflnWona. 

Act  means  The  United  States  Hoiuing 
Act  of  1937. 

Chief  executive  officer  of  a  State  or  a 
unit  of  general  local  government  means 
the  elected  ofBdal,  or  the  legally 
designated  official,  who  has  the  primary 
responsibility  for  the  conduct  of  that 
nntity's  governmental  afiairs.  Examples 
of  the  "diief  executive  oEBcer"  of  a  unit 
of  general  local  government  am:  the 
elected  mayor  of  a  municipality;  th« 
elected  county  executive  of  a  county; 
the  chairperson  of  a  county  commission 
or  board  in  a  county  diat  hJas  no  elected 
county  executive;  or  the  official 
designated  pursuant  to  law  by  the 
governing  body  of  the  unit  of  general 
local  government  The  chief  executive 
officer  of  an  Indian  tribe  is  the  tribal 
governing  official. 

Controlled  substance  means  a  drug  or 
other  substance  or  immediate  precursor 


included  in  scfaedub  L  n.  m.  IV.  or  V 
of  section  102  of  the  GantroUad 
Substanoea  Act  (21  U.S.C  802).  Th« 
term  does  not  include  distUhd  spirits. 
wine,  mah  beverages  or  tobacco  as  dioae 
tarma  ara  defined  in  subtitle  E  of  the 
Internal  Revenue  Code  of  1954.  

Drug  intervention  means  a  ptocasa  to 
identify  public  housing  resident  drug 
users  and  assist  them  in  modiMng  theii 
behavior  and/or  refer  them  to  drug 
treatment  to  eliminate  drug  abuse. 

Drug  prevention  maana  a  process  to 
provide  goods  and  aarvicaa  designed  to 
alter  factora.  including  activities, 
environmental  influences,  risks  and 
expectations,  that  lead  to  drus  abuse. 

Drug-related  crime  means  tne  illegal 
manufacture,  sale,  distribution,  use.  or 
possession  with  intent  to  manufacture, 
sell,  distribute,  or  use.  a  controlled 
substance.  

Drug  treatment  meens  a  program  for 
the  residents  of  an  applicant's 
development  that  strives  to  and  drug 
abuse  and  to  eliminate  its  negative 
effects  through  rehabilitation  and 
relapae  prevention. 

Governmental  jurisdiction  means  the 
unit  of  general  local  government.  Stale, 
or  area  of  operation  of  an  Indian  tribe 
in  which  the  housing  development 
administered  by  the  applicant  is 
located. 

HUD  or  Department  means  the  United 
States  Department  of  Housing  and 
Urban  Development 

in  and  around  means  within,  or 
adjacent  to,  the  physical  boundaries  of 
a  housing  development. 

Indian  means  any  person  recognized 
as  being  an  Indian  or  Alaska  Native  by 
an  Indian  tribe,  the  Federal 
Government,  or  any  State. 

Indian  Housing  Authority  (MA) 
means  any  entity  that: 

(1)  Is  authorized  to  engage  in  or  assist 
in  the  development  or  operation  of 
lower  income  housing  for  Indians;  and 

(2)  Is  established  either  by  exercise  of 
the  power  of  self-government  of  an 
Indian  tribe  independent  of  State  law,  or 
by  operation  of  State  law  providing 
specifically  for  housing  authoriliwa  for 
Indians,  including  regional  housing 
authorities  in  the  State  of  Alaska. 

For  the  purposes  of  this  part,  the  term 
HA  includes  IHA. 

Indian  tribe  means  any  tr^,  band, 
pueblo,  group,  community,  or  nation  of 
Indians  or  Alaska  Natives. 

Local  law  enforcement  agertcy  means 
a  police  department,  sheriff's  office,  or 
other  entity  of  the  governmental 
iurisdiction  that  has  law  enforcement 
responsibilities  for  the  community  at 
large,  including  the  housing 
developments  administered  by  the 
applicant  In  Indian  jurisdictions,  this 


includes  tribal  praeecnton  diat  i 
law  anfioioainaat  functions  aoalogaus  to 
a  police  departoaent  or  the  BIA.  Mote 
than  one  law  eoforuement  aganqr  may 
have  these  lesponsihiBtiea  far  the 
jurisdictiao  that  includes  the  api^icant'a 
developments.  ^ 

Problems  astodated  with  dnig-rehted 
crime  means  the  negative  pbjrsioal, 
social,  educational  and  economic 
impact  of  drug-related  crime  on  public 
and  Indian  housing  residents,  anid  the 
deterioration  of  the  public  and  Indian 
housing  environment  because  of  drug- 
related  crime. 

Pogrom  income  means  gross  income 
received  by  a  grantee  and  directly 

Snerated  from  the  use  of  program 
nds.  When  program  income  is 
generated  by  an  activity  only  partially 
assisted  with  program  funds,  the  income 
shall  be  prorated  to  reflect  the 
percentage  of  program  funds  used. 
Program  income  includes,  but  is  not 
limited  to:  I*roceeds  from  the 
disposition  by  sale  or  long-term  lease  of 
real  property  purchased  or  improved 
with  program  funds:  proceeds  bam  the 
disposition  of  equipment  purchased^ 
with  program  funds;  gross  income  from 
the  use  or  rental  of  real  or  personal 
property  acquired  by  a  grantee  with 
program  funds,  less  costs  incidental  to 
the  generation  of  the  income;  and, 
interest  earned  on  funds  held  in  a 
program  fund  account. 

Project  means  low  income  housing 
and  all  necessary  appurtenances 
developed,  acquired,  or  assisted  by  a 
HA  vmder  the  United  States  Housing 
Act  of  1937  (other  than  under  section  8). 
A  project  encompasses  those  buildings 
identified  in  the  Annual  Contributions 
Contract  (ACC)  that  is  executed  between 
HUD  and  the  HA.  For  the  purpoaes  of 
this  part,  the  term  "development" 
means  the  same  as  "{Mroject." 

Public  housing  agency  (PHA)  means 
any  State,  county,  municipality  or  other 
governmental  entity  or  public  body  (or 
agency  or  instnmientality  thereof)  that 
is  authorized  imder  the  United  States 
Housing  Act  of  1937  (other  than  under 
section  8)  to  engage  in  or  assist  in  the 
development  or  operation  of  housing  for 
low  income  families  and  that  has 
entered  into  both  an  Annual 
Contributions  Contract  (ACC)  with  HUD 
and  a  Cooperation  Agreement  with  the 
local  jurisdiction.  For  the  purposes  of 
this  part,  the  term  HA  includes  PHA. 

Resident  Council  (RC)  means  an 
incorporated  or  unincorporated 
nonprofit  organization  or  association 
that  meets  each  of  the  following 
requirements: 

(1)  It  must  be  representative  of  the 
residents  it  purports  to  represent; 
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C2)  It  may  repimont  rasidents  in  more 
than  ana  deveicmmaiit  or  in  all  of  tha 
deveiopments  of  an  HA.  but  it  must 
fairly  repreaant  widanta  from  aacb 
developmant  diat  it  repwaenta; 

(3)  It  must  adopt  wnttan  prooediuas 
providing  for  tha  elactioo  of  spadfic 
ofBoers  on  a  regular  basis  (but  at  laast 
once  every  three  years); 

(4)  It  must  have  a  demoaatically 
elected  governing  board.  Tha  voting 
mamberehip  of  the  board  must  ctmidst 
of  residents  of  the  development  or 
developments  that  the  resident 
organization  or  resident  council 
represents. 

Resident  Management  Corporation 
(RMC)  means  the  entity  that  prt^xwes  to 
enter  into,  or  that  enters  into,  a 
management  contract  with  a  PHA  under 
24  CFR  part  064  in  aocordanoe  with  the 
requirements  of  that  part,  or  with  an 
IHA  undar  24  CFR  part  005,  or  with  an 
IHA  in  accordance  with  tha 
requirements  of  this  part.  The 
corporation  must  have  each  of  the 
foUovring  characteristics: 

(1)  It  must  be  a  nonprofit  organization 
that  is  incorporated  under  the  laws  of 
tha  Stats  or  the  Indian  tribe  in  which  it 
is  located. 

(2)  h  may  be  eetablisbad  by  mora  than 
one  resident  organization  or  resident 
council,  so  long  as  each  sudi 
oraanizatiini  or  council: 

(i)  Approves  the  establishment  of  the 
corporation  and; 

(li)  Has  representation  on  the  Board  of 
Directors  of  tha  corporation. 

(3)  It  must  have  an  elected  Board  of 
Directors. 

.  (4)  Its  by-la%vs  must  require  the  Board 
of  Directors  to  include  representatives  of 
each  resident  organization  or  resident 
coimdl  involved  in  establishing  the 
corporation. 

(5)  Its  voting  membera  must  be 
residents  of  the  development  or 
developments  it  manages. 

(6)  It  must  be  approved  by  the 
resident  council  or  resident 
organization.  If  there  is  no  council  or 
organization,  a  majority  of  the 
households  of  the  development  must 
approve  the  establishment  of  such  an 
organization  to  determine  the  feaaibihty 
of  establishing  a  ccMporetion  to  manage 
the  development 

(7)  It  may  serve  as  both  the  resident 
management  corporation  and  the 
resident  council  or  the  resident 
organization,  so  long  as  the  corporation 
meets  the  requirements  of  part  964  of 
this  chapter  for  a  resident  coimdl  or  the 
requirements  of  this  part  for  a  resident 
organization. 

Resident  Organization  (BO)  means  an 
incorporated  or  unincorporated 
nonprofit  organization  or  association 


that  meets  each  (rftha  following 
reouiramants: 

(1)  It  must  be  representative  of  the 
residents  it  purports  to  reprasrat; 

(2)  It  may  represent  residents  in  mora 
than  one  development  or  in  all  of  tha 
davelopments  of  an  IHA,  but  it  must 
fairly  represent  residents  fixnn  each 
development  that  it  represents; 

(3)  It  must  adopt  wrritten  procedures 
providing  for  the  election  of  specific 
officers  on  a  regular  basis  (but  at  laast 
once  every  three  yean); 

(4)  It  must  have  a  democratically 
elected  governing  board.  The  voting 
memberahip  of  the  board  mus^  consist 
of  residents  of  the  development  or 
developments  that  the  resident 
organization  represents. 

Single  State  Agency  means  an  agency 
responsible  for  licensing  and  monitoring 
State  or  tribal  drug  abuse  programs. 

State  means  any  of  the  several  States 
of  the  United  States,  the  District  of 
Columbia,  the  Commonwealth  of  Puerto 
Rico,  any  territory  or  p>ossessi(m  of  the 
United  States,  or  any  agency  m 
instrumentality  of  a  State  exclusive  of 
local  governments.  The  term  does  not 
indude  any  public  or  Indian  housing 
agency  under  the  United  States  Housing 
Act  of  1937. 

Unit  of  general  local  government    ■ 
means  any  dty,  county,  town, 
munidpality,  town^ip,  paridi,  village, 
local  public  authority  (including  any 
public  or  Indian  housing  agency  \mder 
the  United  States  Housing  Act  of  1937) 
or  other  general  purpose  political 
subdivision  of  a  State. 

Sut>p«rt  B— Uaa  of  Giwil  Funda 

f  961.10   ApplieanlaandactivMaa. 

(a)  Eligible  applicants.  PHAs,  IHAs, 
and  RMCs  that  manage  developments 
owned  by  HAs  are  eligible  applicants 
under  this  program. 

(b)  Eligible  activities.  An  application 
few  funding  under  this  program  may  be 
for  one  or  more  of  the  following  eligible 
activities,  although  an  applicant  may 
submit  only  one  application  under  each 
Notice  of  Funding  Availability  (NOFA). 
In  general,  compensation  for  personnel 
(ii^uding  supervisory  personnel,  such 
as  a  grant  administrator  or  drug  program 
coordinator,  and  support  staff,  such  as 
counselora  and  clerioal  staff)  hired  for 
grant  activities  is  permitted  and  may 
indude  wages,  salaiies,  and  fringe 
benefits.  The  following  is  a  listing  of 
eligible  activities: 

(1)  Employment  of  security  po'sonnel. 
(i)  Security  Guard  Personnel. 
Contracting  for  security  guard  personnel 
services  in  the  developments  proposed 
for  funding  is  permitted  under  this 
program. 


(A)  Qmtract  security  panonnal 
funded  by  this  program  must  perform 
service*  not  usually  performed  by  local 
law  enforcement  agmdas  on  a  routina 
basis,  such  as,  patrolling  insidb 
buildings,  providing  guard  servicae  at 
building  antranoaa  to  check  fat  ID'S,  or 
patrolling  and  dtarking  car  parking  lots 
for  appropriate  parking  decus. 

(B)  Contract  security  personnel 
funded  by  this  program  roust  meet  all 
relevant  tribal.  State  or  local 
government  insurance,  licensing, 
certification,  training,  bcmding,  or  other 
similar  requirements. 

(C)  The  appUcant.  the  cooperating 
local  law  enforcement  agency,  and  tha 
provider  (contractor)  of  tha  security 
personnel  are  required,  and  as  a  part  of 
the  security  personnel  contract,  to  enter 
into  and  execute  a  ivritten  agreement 
that  describes  the  following: 

ll)  The  activities  to  be  pcoformed  by 
the  security  personnel,  their  scope  of 
authority,  and  how  they  will  coordinate 
their  activities  with  the  local  law 
enforcement  agency; 

(2)  The  types  of  activities  that  the 
security  personnel  are  expressly 
prohibited  from  imdertaldng. 

(ii)  Employment  of  HA  Police. 
Employment  of  additional  HA  police  in 
the  developmepts  proposed  for  funding 
is  permitted  under  this  program. 

(A)  If  additional  HA  police  are  to  be 
employed  for  a  service  that  is  also 
provided  by  a  local  law  enforcement 
agency,  the  applicant  must  provide  a 
cost  analysis  that  demonstrates  the 
employment  of  HA  police  is  more  cost 
efficient  that  obtaining  the  service  from 
the  local  law  enforcement  agency. 

(B)  Additional  HA  police  services  to 
be  funded  under  this  program  must  be 
over  and  above  those  that  the  existing 
HA  police,  if  any,  provides,  and  the 
tribal.  State  or  local  government  is 
contractually  obligated  to  provide  imdw 
its  Cooperation  Agreement  with  the 
applying  HA  (as  required  by  the  HA's 
Annual  Contributions  Contrad).  An 
applicant  seeking  funding  for  this 
activity  must  first  establi^  a  baseline  by 
describing  the  current  level  of  services 
provided  by  both  the  local  law 
enforcement  agency  and  the  HA  police. 
if  any  (in  terms  of  Uie  kinds  of  services 
provided,  the  number  of  officen  and 
equipment  and  the  actual  percent  of 
their  time  assigned  to  the  developmenta 
proposed  for  funding),  and  then 
demonstrate  to  what  extent  the  funded 
adivity  will  represent  an  increase  over 
this  baseline. 

(C)  HA  police  funded  by  this  program 
must  meet  all  relevant  tribal.  State  or 
local  government  insurance,  licensing, 
certification,  training,  bonding,  or  other 
similar  requirements. 
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(D)  The  applicant  and  the  cooperating 
local  law  enforcement  agency  are 
required  to  enter  into  and  execute  a 
written  agreement  that  describes  the 
following: 

(1)  The  activities  to  be  performed  by 
the  HA  police,  their  scope  of  authority, 
and  how  they  will  coordinate  their 
activities  with  the  local  law 
enforcement  agency: 

(2)  The  types  of  activities  that  the  HA 
police  are  expressly  prohibited  from 
undertaking. 

(2)  Reimbursement  of  local  law 
enforcement  agencies  for  additional 
security  and  protective  services. 

(i)  Additional  security  and  protective 
services  to  be  funded  under  this 
program  must  be  over  and  above  those 
that  the  tribal,  State  or  local  government 
is  contractually  obligated  to  provide 
under  its  Cooperation  Agreement  with 
the  applying  HA  (as  required  by  the 
HA '5  Annual  Contributions  Contract). 
An  application  seeking  funding  for  this 
activity  must  first  establish  a  baseline  by 
describing  the  current  level  of  services 
(in  terms  of  the  kinds  of  services 
provided,  the  number  of  officers  and 
equipment  and  the  actual  percent  of 
their  time  assigned  to  the  developments 
proposed  for  funding)  and  then 
demonstrate  to  what  exteht  the  funded 
activity  will  represent  an  increase  over 
this  baseline. 

(ii)  Commimications  and  security 
equipment  to  improve  the  collection, 
analysis,  and  use  of  information  about 
drug-related  criminal  activities  in  a 
public  housing  community,  such  as 
computers  accessing  national,  tribal. 
State  or  local  government  security 
networks  and  databases,  facsimile 
machines,  telephone  equipment, 
bicycles,  and  motor  scooters  may  be 
eligible  items  if  used  exclusively  in 
connection  with  the  establishment  of  a 
law  enforcement  substation  on  the 
funded  premises  or  scattered  site 
developments  of  the  applicant.  Funds 
for  activities  under  this  section  may  not 
be  drawn  until  the  grantee  has  executed 
a  contract  for  the  additional  law 
enforcement  services. 

(3)  Physical  improvements  to  enhance 
security,  (i)  Physical  improvements  that 
are  specifically  designed  to  enhance 
security  are  permitted  under  this 
program.  These  improvements  may 
include  (but  are  not  limited  to)  the 
installation  of  barriers,  lighting  systems, 
fences,  bolts,  locks;  the  landscaping  or 
reconfiguration  of  common  areas  so  as 
to  discourage  drug-related  crime;  and 
other  physical  improvements  in  public 
housing  developments  that  are  designed 
to  enhance  security  and  discourage 
drug-related  activities. 


(ii)  An  activity  that  is  funded  under 
any  other  HUD  program,  such  as  the 
modernization  program  at  24  CFR  part 
968,  shall  not  also  be  funded  by  this 
program.  . 

(iii)  Funding  is  not  permitted  for 
physical  improvements  that  involve  the 
demolition  of  any  units  in  a 
development. 

(iv)  Funding  is  not  permitted  for  any 
physical  improvements  that  would 
result  in  the  displacement  of  persons. 

(v)  Funding  is  not  permitted  for  the 
acquisition  of  real  property. 

(vi)  All  physical  improvements  must 
also  be  accessible  to  persons  with 
disabilities.  For  example,  some  types  of 
locks,  buzzer  systems,  etc..  are  not 
accessible  to  persons  with  limited 
strength,  mobility,  or  to  persons  who  are 
hearing  impaired.  All  physical 
improvements  must  meet  the 
accessibility  requirements  of  24  CFR 
parts. 

(4)  Employment  of  investigators,  (i) 
Employment  of  one  or  more  individuals 
is  permitted  under  this  program  to: 

(A)  Investigate  drug-related  crime  in 
or  around  the  real  property  comprising 
any  public  housing  development;  and 

(B)  Provide  evidence  relating  to  any 
such  crime  in  any  administrative  or 
judicial  proceedings. 

(ii)  If  one  or  more  investigators  are  to 
be  employed  for  a  service  that  is  also 
provided  by  a  local  enforcement  agency, 
the  applicant  must  provide  a  cost 
analysis  that  demonstrates  the 
employment  of  investigators  is  more 
cost  efficient  than  obtaining  the  service 
from  the  local  law  enforcement  agency. 

(iii)  Investigators  funded  by  this 
program  must  meet  all  relevant  tribal. 
State  or  local  government  insurance, 
licensing,  certification,  training, 
bonding,  or  other  similar  requirements. 

(iv)  Tne  applicant,  the  cooperating 
local  law  enforcement  agency,  and  the 
investigators)  are  required,  before  any 
investigators  are  employed,  to  enter  into 
and  execute  a  written  agreement  that 
describes  the  following: 

(A)  The  nature  of  the  activities  to  be 
performed  by  the  investigators,  their 
scope  of  authority,  and  how  they  will 
coordinate  their  activities  with  Uie  local 
law  enforcement  agency; 

(B)  The  types  of  activities  that  the 
investigators  are  expressly  prohibited 
from  undertaking. 

(5)  Voluntary  tenant  patrols,  (i)  The 
provision  of  training,  communications 
equipment,  and  other  related  equipment 
(including  uniforms),  for  use  by 
voluntary  tenant  patrols  acting  in 
cooperation  with  officials  of  local  law 
enforcement  agencies  is  permitted 
under  this  program.  Members  must  be 
volunteers  and  must  be  tenants  of  the 


development  that  the  tenant  (resident) 
patrol  represents.  Patrols  est^lished 
under  this  program  are  expected  to 
patrol  for  drug-related  criminal  activity 
in  the  developments  proposed  for 
assistance,  and  to  report  these  activities 
to  the  cooperating  local  law 
enforcement  agency  and  relevant  tribal, 
State  and  Federal  agencies,  as 
appropriate.  Grantees  are  required  to 
obtain  Uability  insurance  to  protect 
themselves  and  the  members  of  the 
voluntary  tenant  patrol  against  potential 
liability  for  the  activities  of  the  patrol 
under  this  program.  The  cost  of  this 
insurance  vfill  be  considered  an  eligible 
program  expense. 

(ii)  The  applicant,  the  cooperating 
local  law  enforcement  agency,  and  the 
members  of  the  tenant  patrol  are 
required,  before  putting  the  tenant 
patrol  into  effect,  to  enter  into  and 
execute  a  written  agreement  that 
describes  the  following: 

(A)  The  nature  of  the  activities  to  be 
performed  by  the  tenant  patrol,  the 
patrol's  scope  of  authority,  and  how  the 
patrol  will  coordinate  its  activities  with 
the  local  law  enforcement  agency; 

(B)  The  types  of  activities  that  a 
tenant  patrol  is  expressly  prohibited 
bom  undertaking,  to  include  but  not 
limited  to,  the  carrying  or  use  of 
firearms  or  other  weapons,  nightsticks, 
clubs,  handcuffs,  or  mace  in  the  course 
of  their  duties  under  this  program; 

(C)  The  type  of  initial  tenant  patrol 
training  and  continuing  training  the 
members  receive  from  the  local  law 
enforcement  agency  (training  by  the 
local  law  enforcement  agency  is 
required  before  putting  the  tenant  patrol 
into  effect); 

(iii)  Tenant  patrol  members  must  be 
advised  that  they  may  be  subject  to 
individual  or  collective  liability  for  any 
actions  undertaken  outside  the  scope  of 
their  authority  and  that  such  acts  are  not 
covered  under  a  HA's  or  RMC's  liability 
insurance. 

(iv)  Communication  and  related 
equipment  eligible  for  funding  under 
this  program  shall  be  equipment  that  is 
reasonable,  necessary,  justified  and 
related  to  the  operation  of  the  tenant 
patrol  and  that  is  otherwise  permissiblb 
under  tribal,  State  or  local  law. 

(v)  Under  this  program,  bicycles  and 
uniforms  (caps  and  other  clothing  items 
that  identify  voluntary  tenant  patrol 
members,  including  patrol  t-shirts  and 
jackets)  to  be  used  by  the  membera  of 
the  tenant  patrol  are  eligible  items. 

(vi)  Drug  elimination  grant  funds  may 
not  be  useS  for  any  type  of  financial 
compensation,  such  as  wages,  salaries, 
and  stipends,  for  voluntary  tenant  patrol 
participants.  However,  the  use  of 
program  funds  for  a  grant  coordinator 
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for  volunt«er  tenant  foot  patrols  is 
permitted. 

(6)  Drug  prevention.  Intervention  and 
treatment  programs  to  reduce  the  use  of 
drugs.  Programs  that  reduce  the  use  of 
drugs  in  and  around  the  premises  of 
public  housing  developments,  including 
drug  abuse  prevention,  intervention, 
refarral  and  treatment  programs  are 
permitted  under  this  part.  The  program 
should  facihtate  drug  prevention, 
intervention  and  treatment  efforts,  to 
include  outreach  to  community 
resources  and  youth  activities,  and 
facilitate  bringing  these  resources  onto 
the  premises,  or  providing  resident 
referrals  to  treatment  programs  or 
transportation  to  out-patient  treatment 
programs  away  from  the  premises. 
Funding  is  permitted  for  reasonable, 
necessary  and  justified  leasing  of 
vehicles  for  resident  youth  and  adult 
education  and  training  activities 
directly  related  to  "Programs  to  reduce 
the  use  of  drugs"  under  this  section. 
Alcohol-related  activities/programs  are 
not  eligible  for  funding  under  this  part. 
Notices  of  Funding  Availability 
(NOFAs)  published  in  the  Federal 
Register  for  this  program  will  provide 
more  extensive  guidance  as  to  the 
elements  that  are  to  be  included  in  a 
drug  treatment  program. 

(7)  Resident  management 
corporations  (RMCs),  resident  councils 
(RCs)  and  resident  organizations  (ROs). 
Funding  under  this  part  is  permitted  for 
HAs  that  receive  grants  to  contract  with 
RMCs  and  incorporated  RCs  and  ROs  to 
develop  security  and  drug  abuse 
prevention  programs  involving  site 
residents.  Such  programs  may  include 
voluntary  tenant  patrol  activities,  drug 
education,  drug  intervention,  youth 
pro0«ms,  referral,  and  outreach  efforts. 

(8)  Continuation  of  current  program 
nativities.  Current  or  previous  PHDEP 
grant  holders  may  apply,  on  the  same 
basis  as  other  applicants,  for  grants  to 
continue  their  PHOEP  activities  or 
implement  other  program  activities.  The 
Department  will  evaluate  an  applicant's 
performance  under  any  previous  Drug 
Elimination  Program  grants  within  the 
past  five  years.  Subject  to  evaluation 
and  review  are  the  appUcant's  financial 
and  program  performance;  reporting  and 
special  condition  compliance: 
accompUshment  of  stated  goals  and 
objectives  under  the  previous  grant;  and 
program  adjustments  made  in  response 
to  previous  ineffective  performance.  If 
the  evaluation  discloses  a  pattern  under 
past  grants  of  ineffective  performances 
with  no  corrective  measures  attempted, 
it  will  result  in  a  deduction  of  points 
from  the  ciurent  application.  Since  this 
is  a  competitive  program.  HUD  does  not 
guarantee  continued  funding  of  any 


previously  funded  Drug  Elimination 
Program  Grant 

(9)  HA-owned  housing.  Funding  may 
be  used  for  the  activities  described  in 
§  961.10(b)  (1)  through  (7).  to  eUminate 
drug-related  crime  in  housing  owned  by 
housing  agencies  that  is  not  housing 
assisted  under  the  United  States 
Housing  Act  of  1937  and  is  not 
otherwise  federally  assisted,  but  only  if: 

(i)  The  housing  is  located  in  a  high 
intensity  drug  trafficking  area 
designated  pursuant  to  section  1005  of 
the  Anti-Drug  Abuse  Act  of  1988;  and 

(ii)  The  HA  owning  the  housing 
demonstrates,  on  the  basis  of 
information  submitted  in  accordance 
with  the  requirements  of  any  NOFA 
issued  under  this  program.  Uiat  drug- 
related  activity,  and  the  problems 
associated  with  it.  at  the  housing  has  a 
detrimental  affect  on  or  about  the  real 
property  comprising  any  pubUc  or  other 
federally  assisted  low-income  housing. 

(c)  Ineligible  activities.  Funding  is  not 
permitted  under  this  program  for  any  of 
the  activities  listed  in  this  paragraph  (c) 
or  those  specified  as  ineligible 
elsewhere  in  this  part.  Notices  of 
Funding  Availability  (NOFAs) 
published  under  this  program  will 
provide  specific  guidance  concerning 
other  ineligible  activities. 

(1)  Joint  applications  are  not  eligible 
for  funding  under  this  program. 

(2)  Indirect  costs  as  defined  in  OMB 
Circular  A-87  are  not  permitted  under 
this  program. 

(3)  Funding  is  not  permitted  for  costs 
incurred  before  the  effective  date  of  the 
grant  agreement,  including,  but  not 
limited  to,  consultant  fees  for  surveys 
related  to  the  application  or  the  actual 
writing  of  the  application. 

(4)  Funding  is  not  permitted  for  the 
costs  (e.g.,  attorney's  fees,  court  costs, 
etc.)  related  to  screening  or  evicting 
residents  for  drug-related  crime. 
However,  investigators  funded  under 
this  prc^ram  may  participate  in  judicial 
and  administrative  proceiadings  as 
provided  in  paragraph  (b)(4)(i)(B)  of  this 
section. 

Subpart  C— Application  and  Selection 

9961.15    Applicatien  selection  and 
requirements. 

(a)  Selection  criteria.  HUD  will  review 
each  application  that  it  determines 
meets  the  requirements  of  this  part  and 
assign  points  in  accordance  with  the 
selection  criteria.  The  numbo'  of  points 
that  an  application  receives  will  depend 
on  the  extent  to  which  the  application 
is  responsive  to  the  information 
requested  in  Nuiices  of  Funding 
Availability  (NOFAs)  published  for  this 
program.  Each  application  submitted  for 


a  grant  imder  this  part  will  be  evaluated 
on  the  basis  of  the  following  selection 
criteria: 

(1)  First  criterion:  The  extant  of  the 
drug-related  crime  problem  in  the 
applicant's  development  or 
developments  proposed  for  assistance. 

(2)  Second  criterion:  The  quality  of 
the  plan  to  address  the  crime  problem 
in  the  developments  proposeo  for 
assistance,  including  the  extent  to 
which  the  plan  includes  initiatives  that 
can  be  sustained  over  a  period  of  several 
years. 

(3)  Third  criterion:  The  capabihty  of 
the  appUcant  to  carry  out  the  plan. 

(4)  Fourth  criterion:  The  extent  to 
which  tenants,  the  local  government 
and  the  local  community  support  and 
participate  in  the  design  and 
implementation  of  the  activities 
proposed  to  be  funded  undw  the 
apolication. 

(b)  Plan  requirement.  Each 
application  must  include  a  plan  for 
addressing  the  problem  of  drug-related 
crime  and/or  the  problems  associated 
with  drug-related  crime  on  the  premises 
of  the  housing  for  which  the  application 
is  being  submitted.  For  applications  that 
cover  more  than  one  development,  the 
plan  does  not  have  to  address  each 
development  separately  if  the  same 
activities  will  apply  to  each 
development.  Only  where  program 
activities  will  differ  from  one 
development  to  another  must  the  plan 
address  each  development  separately. 

(c)  Notice  of  Funding  Availability. 
HUD  will  publish  Notices  of  Funding 
Availability  (NOFAs)  in  the  Federal 
Register,  as  appropriate,  to  inform  the 
public  of  the  availability  of  grant 
amounts  under  this  part.  NOFAs  will 
provide  specific  guidance  with  respect 
to  the  grant  process,  including  the 
deadlines  for  the  submission  of  grant 
applications;  the  limits  (if  any)  on 
maximum  grant  amounts;  the 
information  that  must  be  submitted  to 
permit  HUD  to  score  each  of  the 
selection  criteria;  the  maximum  number 
of  points  to  be  awarded  for  each 
selection  criterion;  the  contents  of  the 
plan  for  addressing  the  problem  of  drug- 
related  crime  that  must  be  included 
with  the  application;  the  listing  of  any 
certifications  and  assurances  that  must 
be  submitted  with  the  application;  and 
the  process  for  ranking  and  selecting 
applicants.  NOFAs  will  also  include  any 
additional  information,  factors,  and 
requirements  that  the  Department  has 
determined  to  be  necessary  and 
appropriate  to  provide  for  the 
implementation  and  administration  of 
the  program  under  this  part. 

(d)  Environmental  review.  Grants 
under  this  part  are  categorically 
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excluded  from  review  under  the 
National  Environmental  Policy  Act  of 
1969  (NEPA)  (42  U.S.C  4321).  in 
accordance  with  24  CFR  50.20(p). 
However,  prior  to  an  award  of  grant 
funds  under  this  part.  HUD  will  perform 
an  environmental  review  to  the  extent 
required  by  HUD's  environmental 
regulations  at  24  CFR  part  50.  including 
the  applicable  related  authorities  at  24 
CFR  50.4. 

I961.1S    nesldentcomwrts  Oft  grant 
application. 

The  applicant  must  provide  the 
residents  of  developments  proposed  for 
funding  under  this  part,  as  well  as  any 
RMCs.  RCs,  or  ROs  that  represent  those 
residents  (including  any  HA-wide  RMC, 
RC  or  RO),  with  a  reasonable 
opportunity  to  comment  on  its 
application  for  funding  under  this 
program.  The  applicant  must  give  these 
comments  careful  consideration  in 
developing  its  plan  and  application  es 
well  as  in  the  implementation  of  funded 
programs.  Copies  of  all  written 
comments  submitted  must  be 
maintained  by  the  grantee  for  three 
years. 

Subpart  D— Grant  Adminlatration 

1961^    Grant  administration. 

(a)  General.  Each  grantee  is 
responsible  for  ensuring  that  grant  funds 
are  administered  in  accordance  with  the 
requirements  of  this  part,  any  Notice  of 
Funding  Availability  (NOFA)  issued  for 
this  program.  24  CFR  part  85,  applicable 
laws  and  regulations,  applicable  OMB 
circulars,  HUD  fiscal  and  audit  controls, 
grant  agreements,  grant  special 
conditions,  the  grantee's  approved 
budget  (SF-424A),  budget  narrative, 
plan,  and  activity  timetable. 

(b)  Gmnt  term  extensions.  (1)  Grant 
term.  Terms  of  the  grant  agreement  may 
not  exceed  24  months,  unless  an 
extension  is  approved  by  the  local  Field 
Office  or  the  local  HUD  Office  of  Indian 
Programs.  The  maximum  extension 
allowable  for  any  grant  is  6  months.  Any 
funds  not  expended  at  the  end  of  the 
grant  term  shall  be  remitted  to  HUD. 

(2)  Grantees  may  be  granted  an 
extension  of  the  grant  term  in  response 
to  a  written  request  for  an  extension 
stating  the  need  for  the  extension  and 
indicating  the  additional  time  required. 

(3)  The  request  must  be  received  by 
the  local  HUD  Field  Office  or  the  local 
HUD  Office  of  Indian  Programs  prior  to 
the  termination  of  the  grant,  and 
requires  approval  by  the  local  HUD 
Field  Office  or  the  local  HUD  Office  of 
Indian  Programs  with  jurisdiction  over 
the  grantee. 

(4j  The  maximiun  extension  allowable 
for  any  program  period  is  6  months. 


Requests  for  retroactive  extension  of 
program  periods  will  not  be  considered. 
Only  one  extension  will  be  permitted. 
Extensions  will  only  be  considered  if 
the  extension  criteria  of  paragraph  (b)(5) 
of  this  section  are  met  by  the  grantee  at 
the  time  the  request  for  the  extension  of 
the  deadline  is  submitted  for  approval. 
(5)  Extension  criteria.  The  following 
criteria  must  be  met  by  the  grantee 
when  submitting  a  request  to  extend  the 
expenditure  deadline  for  a  program  or 
set  ofprograms. 

(i)  Financial  status  reports.  There 
must  be  on  file  with  the  local  HUD  Field 
Office  or  the  local  HUD  Office  of  Indian 
Programs,  current  and  acceptable 
Financial  Status  Reports.  SF-269A8. 

(ii)  Grant  agreement  special 
conditions.  All  grant  agreement  special 
conditions  must  be  satisfied  except 
those  conditions  that  must  be  fulfilled 
in  the  remaining  period  of  the  grant 
This  also  includes  the  performance  and 
resolution  of  audit  findings  in  a  timely 
manner. 

(iii)  A  narrative  justification  must  be 
submitted  with  the  program  extension 
request.  Complete  details  must  be 
provided,  including  the  circimistances 
which  require  the  proposed  extension, 
and  explanation  of  the  impact  of 
denying  the  request. 

(6)  The  local  HUD  Field  Office  or  the 
local  HUD  Office  of  Indian  Programs 
will  taie  action  on  any  proposed 
extension  request  within  15  days  after 
receipt  of  the  request. 

(c)  Duplication  of  funds.  To  prevent 
duplicate  funding  of  any  activity,  the 
grantee  must  establish  controls  to  assure 
that  an  activity  or  program  that  is 
funded  by  other  HUD  programs,  such  as 
modernization  or  OAP,  or  programs  of 
other  Federal  agencies,  shall  not  also  be 
funded  by  the  Drug  EUmination 
Program.  The  grantee  must  establish  an 
auditable  system  to  provide  adequate 
accountability  for  funds  that  it  has  been 
awarded.  The  grantee  is  responsible  for 
ensuring  that  there  is  no  duplication  of 
funds. 

(d)  Employment  preference.  A  PHA 
grantee  under  this  program  shall  give 
preference  to  the  employment  of  public 
housing  residents,  and  comply  with 
section  3  of  the  Housing  and  Urban 
Development  Act  of  1968  and  24  CFR 
part  135.  to  carry  out  any  of  the  eligible 
activities  under  this  part,  so  long  as 
such  residents  have  comparable 
qualifications  and  training  as  non- 
public housing  residents.  Except  where 
the  labor  standards  requirements  of 
§  961.29(a)(1)  are  applicable,  a  public 
housing  resident  employed  under  this 
section  may  choose  to  receive 
compensation  for  his  or  her  services 
either  in  the  form  of  payment,  as  a 


credit  to  the  resident's  account,  or  as 
payment  of  iMick  rent  owed  to  the 
grantee.  An  IHA  grantee  under  this 
program  shall  give  preference  to  the 
employment  of  Indians,  in  accordance 
with  25  U.S.C.  450(e)  and  24  CFR 
905.165.  to  carry  out  any  of  the  eUgible 
activities  under  this  part,  to  the  greatest 
extent  feasible.  The  Indian  preference 
must  be  used  first  before  any  resident 
preference  may  be  allowed.  Except 
where  the  labor  standards  reqxiirements 
of  $  905.1109(a)(1)  of  this  chapter  are 
applicable,  an  Indian  housing  resident 
employed  under  this  section  may 
choose  to  receive  compensation  for  his 
or  her  services  either  in  the  form  of 
payment,  as  a  credit  to  the  resident's 
account,  or  as  payment  of  back  rent 
owed  to  the  grantee.  Voluntary  tenant 
patrol  participants  are  not  eUgible  for 
compensation  from  Drug  Elimination 
Program  funds.  , 

(e)  Insurance.  Each  grantee  is  required 
to  obtain  adequate  insurance  coverage  to 

{trotect  itself  against  any  potential 
lability  arising  out  of  the  eUgible 
activities  under  this  part.  In  particular, 
applicants  are  required  to  assess  their 
potential  Uability  arising  out  of  the 
employment  or  contracting  of  security 
personnel,  law  enforcement  personnel, 
investigators,  and  drug  treatment 
providers,  and  the  establishment  of 
voluntary  tenant  patrols;  to  evaluate  the 
qualifications  and  training  of  the 
individuals  or  firms  undertaking  these 
functions;  and  to  consider  any 
limitations  on  liabiUty  under  tribal. 
State  or  local  law.  Grantees  are  required 
to  obtain  liability  insurance  to  protect 
the  members  of  the  voluntary  tenant 
patrol  against  potential  liability  as  a 
result  of  the  patrol's  activities  under 
§  961.10(b)(5).  Voluntary  tenant  patrol 
liability  insurance  costs  are  eligible 
program  expenses.  Subgrantees  are 
required  to  obtain  their  own  Uability 
insurance. 

(f)  Program  income.  The  reqmrements 
of  24  CFR  85.25  apply  to  program 
income  as  defined  at  §  961.5.  except  that 
program  income  must  be  used  for 
eligible  Drug  Elimination  Program 
activities. 

(g)  Failure  to  implement  program.  If 
the  grant  plan,  approved  budget  and 
timetable,  as  described  in  the  approved 
application,  are  not  operational  within 
60  days  of  the  grant  agreement  date,  the 
HA  must  report  by  letter  to  the  local 
Field  Office  or  the  local  Office  of  Indian 
Programs  the  steps  being  taken  to 
initiate  the  plan  and  timetable,  the 
reason  for  the  delay,  and  the  expected 
starting  date.  Any  timetable  revisions 
which  resulted  from  the  delay  must  be 
included.  The  Field  Office  or  the  Office 
of  Indian  Programs  will  determine  if  the 
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delay  is  acceptable,  approve/disapprove 
the  revised  plan  and  timetable  and  take 
any  additional  appropriate  action, 
(h)  Sanctions. 

(1)  HUD  may  impose  sanctions  if  the 
grantee: 

(i)  Is  not  complying  with  the 
requirements  of  24  GFR  part  061  or  of 
other  applicable  Federal  law; 

(ii)  Fails  to  make  satisfactory  progress 
toward  its  drug  elimination  goals,  as 
specified  in  its  plan  and  as  reflected  in 
its  performance  and  financial  status 
reports  under  §  961.28; 

(iii)  Does  not  establish  procedures 
that  will  minimize  the  time  elapsing 
between  drawdowns  and 
disbursements; 

(iv)  Does  not  adhere  to  grant 
agreement  requirements  or  special 
conditions; 

(v)  Proposes  substantial  plan  changes 
to  the  extent  that,  if  originally 
submitted,  would  hav6  resulted  in  the 
application  not  being  selected  for 
funding; 

(vi)  Engages  in  the  improper  award  or 
administration  of  grant  subcontracts; 

(vii)  Does  not  submit  reports;  or 

(viii)  Files  a  false  certification,  for 
example,  in  response  to  a  certification 
request  contained  in  a  funding  notice. 

(2)  HUD  may  impose  the  following 
sanctions: 

(i)  Temporarily  withhold  cash 
payments  pending  correction  of  the 
deficiency  by  the  grantee  or  subgrantee; 

(ii)  Disallow  all  or  part  of  the  cost  of 
|the  activity  or  action  not  in  compliance; 

(iii)  Wholly  or  partly  suspend  or 
terminate  the  current  award  for  the 
grantee's  or  subgrantee's  program; 

(iv)  Require  that  some  or  all  of  the 
grant  amounts  be  remitted  to  HUD; 

(v)  Condition  a  future  grant  and  elect 
not  to  provide  future  grant  funds  to  the 
grantee  until  appropriate  actions  are 
taken  to  ensure  compUance; 

(vi)  Withhold  further  awards  for  the 
program  or 

(vii)  Take  other  remedies  that  may  be 
legally  available. 

1961.28    Periodic  reporte. 
I    In  accordance  with  24  CFR  85.40. 
grantees  are  responsible  for  managing 
the  day-to-day  operations  of  grant  and 
subgrant  supported  activities.  Grantees 
must  monitor  grant  and  subgrant 
supported  activities  to  assure 
compliance  with  applicable  Federal 
requirements  and  that  performance 
goals  are  being  achieved.  Grantee 
monitoring  must  cover  each  program, 
function  or  activity  of  the  grant. 

(a)  Semi-annual  (nonconstmction) 
performance  reports.  

(1)  In  accordance  with  24  CFR 
85.40(b)(l)(2)  and  85.S0(b).  grantees  are 


required  to  provide  the  local  HUD  Field 
Office  or  the  local  Office  of  Indian 
Programs  with  •  semi-annual 
performance  report  that  evaluates  the 
grantee's  performance  against  its  plan. 
These  reports  shall  include  in  simunary 
form  (but  are  not  Umited  to)  the 
following:  Any  change  or  lack  of  change 
in  crime  statistics  or  other  indicators 
drawn  firom  the  applicant's  plan 
assessment  (such  as  vandalism,  etc.)  and 
an  explanation  of  any  difference; 
successful  completion  of  any  of  the 
strategy  components  identified  in  the 
applicant's  plan;  a  disctission  of  any 
problems  encountered  in  implementing 
the  plan  and  how  they  were  addressed; 
an  evaluation  of  whedier  the  rate  of 
progress  meets  expectations;  a 
discussion  of  the  grantee's  efforts  in 
encouraging  resident  participation;  a 
description  of  any  other  programs  that 
may  have  been  initiated,  expanded  or 
deleted  as  a  result  of  the  plan,  with  an 
identification  of  the  resources  and  the 
number  of  people  involved  in  the 
programs  and  Uieir  relation  to  the  plan. 

(2)  Reporting  period.  Semi-annual 
performance  reports  (for  periods  ending 
June  30  and  December  31)  are  due  to  the 
local  HUD  Field  Office  or  the  local 
Office  of  Indian  Programs  on  July  30 
and  January  31  of  each  year.  U  the 
reports  are  not  received  by  the  Field 
Office  or  the  local  Office  of  Indian 
Programs  on  or  before  the  due  date, 
grant  funds  will  not  be  advanced  imtil 
the  reports  are  received. 

(b)  Final  performance  report.  (1)  In 
accordance  with  24  CFR  85.40(b)(1)  and 
85.50(b),  grantees  are  required  to 
provide  the  local  HUD  Field  Office  or 
the  local  Office  of  Indian  Programs  with 
a  final  cumulative  performance  report 
that  evaluates  the  grantee's  overall 
performance  against  its  plan.  This  report 
shall  include  in  summary  form  (but  is 
not  limited  to)  the  following:  any 
change  or  lack  of  change  in  crime 
statistics  or  other  indicators  drawn  fi^m 
the  applicant's  plan  assessment  (such  as 
vandalism,  etc.)  and  an  explanation  of 
any  difference;  successful  completion  of 
any  of  the  strategy  components 
identified  in  the  applicant's  plan;  a 
discussion  of  any  problems  encountered 
in  implementing  the  plan  and  how  they 
were  addressed;  an  evaluation  of 
whether  the  rate  of  progress  meets 
expectations;  a  discussion  of  the 
grantee's  efforts  in  encouraging  resident 
participation;  a  description  of  any  other 
programs  that  may  have  been  initiated, 
expanded  or  deleted  as  a  result  of  the 
plan,  with  an  identification  of  the 
resources  and  the  number  of  people 
involved  in  the  programs  and  their 
relation  to  the  plan. 


(2)  Reporting  period.  The  final 
performance  report  shall  cover  the 
poiod  bom  the  date  of  the  grant 
agreement  to  the  termination  date  of  the 
grant  agreement.  The  report  is  due  to  the 
local  HUD  Field  Office  or  the  local 
Office  of  Indian  Programs  within  00 
days  after  termination  of  the  grant 
agreement. 

ic)  Semi-annual  financial  status 
reporting  requirements. 

(1)  The  grantee  shall  provide  a 
financial  status  report  in  accordance 
with  24  CFR  part  85.41  (b)  and  (c).  The 
grantee  shall  use  the  SF-260A. 
Financial  Status  Report-Long  Pcmn,  to 
report  the  status  of  funds  for  non- 
construction  programs.  The  grantee 
shall  use  SF-260A,  block  12, 
"Remaiks,"  to  report  on  the  status  of 
programs,  functions  or  activities  within 
the  program. 

(2)  Reporting  period.  Semi-annual  (for 
periods  ending  Jime  30  and  December 
31)  financial  status  reports  (SF-269A) 
must  be  submitted  to  the  local  HUD 
Field  Office  or  the  local  Office  of  Indian 
Programs  by  July  30  and  January  31  of 
each  year.  If  the  SF-260A  is  not 
received  on  or  before  the  due  date  by 
the  Field  Office  or  the  local  Office  of 
Indian  Programs,  grant  funds  will  not  be 
advanced  vmtil  the  reports  are  received. 

(d)  Final  financial  status  report  (SF- 
269 A).  (1)  The  final  report  will  be  a 
cumulative  summary  of  expenditures  to 
date  and  must  indicate  the  exact  balance 
of  unexpended  funds.  If  any  amount  of 
grant  funds  owed  to  HUD  have  not  been 
remitted  by  the  grantee,  the  local  Field 
Office  or  the  local  Office  of  Indian 
Programs  shall  notify  the  grantee,  in 
writing,  to  remit  the  excess  funds  to 
HUD.  The  grantee  shall  remit  all  Drug 
Elimination  Program  funds  owed  to 
HUD,  including  any  imexpended  funds 
prior  to  or  upon  receipt  of  the  notice. 

(2)  Reporting  period.  The  final 
financial  status  report  shall^»ver  the 
period  fi'om  the  date  of  the  grant 
agreement  to  the  termination  date  of  the 
grant  agreement.  The  report  is  due  to  the 
local  HUD  Field  Office  or  the  local 
Office  of  Indian  Programs  within  00 
days  after  the  termination  of  the  grant 
agreemmt. 

(e)  Report  submission.  The  grantee 
shall  suomit  all  required  reports  to  the 
local  HUD  Field  Office,  Attention: 
Director.  Public  Housing  Division  or  to 
the  local  HUD  Office  of  Indian 
Programs,  Attention:  Director.  Indian 
Housing  Division. 

S961.29    Other  Federat  requiremema. 

Use  of  grant  funds  requires 
compliance  with  the  following 
additional  Federal  requirements: 
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(a)  Lrtwr  ■tandwd*.  (1)  WhwB  yMt 
funds  are  o»d  to  undBrtrfa  phy»*cal 
improv«i»Bt»  to  incraue  ••curity 
under  S  9«1.100>M3}.  tho  following  Ubor 
standards  apply: 

(i)  Th«  grantee  and  H»  contractof*  and 
subcontraclora  mual  pay  tJie  following 
prevailing  wage  rate*,  and  mufl  comoiy 
with  all  related  rules,  regulatiooa  and 
requiiemants: 

(A)  For  laborer*  and  mechanics 
employed  in  the  pro-am.  the  wage  rate 
determined  by  the  Seoetey  of  Labor 
punuant  to  the  Davia-Bacon  Act  (40 
U.S.C  276a  9t  seq.)  to  be  prevailing  in 
the  locality  with  reaped  to  such  trades; 

(B)  For  laborers  and  mechanics 
employed  in  carrying  out  non-routine 
maintenance  in  the  program,  the  HUD- 
detecminMi  prevailing  wage  rate.  A* 
used  in  this  paragraph  (a),  non-routine 
maintenance  means  work  items  that 
ordinarily  would  be  parfbnned  on  a 
regular  basis  in  the  course  of  upkeep  of 
a  property,  but  hare  become  substantial 
in  scope  because  they  have  been  put  off 
and  that  involve  expenditures  that 
would  otherwise  materially  distort  the 
level  trend  of  maintenance  expwises. 
Non-routine  maintenance  may  include 
replacement  of  equipment  and  materials 
rradered  unsatisfactory  because  of 
oormal  wear  and  tear  by  items  of 
substantially  the  same  kind.  Work  that 
constitutes  reconstruction,  a  substantial 
improvement  in  the  quality  or  kind  of 
original  equipment  and  materials,  or 
remodeling  that  alters  the  nature  or  type 
of  housing  imits  is  not  n<m-routine 
maintenance. 

(ii)  The  employment  of  laborers  and 
mechanics  is  subiect  to  the  provisions  of 
the  Contract  Work  Hours  and  Safety 
Standards  Act  (40  U.S.C  327-333). 

(2)  The  provisions  of  paragre{^  (a)(1) 
of  this  section  shall  not  apply  to  labor 
contributed  under  the  following 
circumstances: 

(i)  Upon  the  request  of  any  resident 
management  corporation.  HUD  may, 
subject  to  applicable  collective 
bargaining  s^reements.  permit  residents 
of  a  program  managed  by  the  resident 
management  corporation  to  volunteer  a 
portion  of  their  labor. 

(ii)  An  individual  may  volunteer  to 
perform  services  if: 

(A)  The  individual  does  not  receive 
compensation  for  the  voluntary  services, 
or.  is  paid  expenses,  reasonable  benefits, 
or  a  nominal  fee  for  vohmtary  services; 
and 

(B)  Is  not  otherwise  employed  at  any 
time  in  the  work  subject  to  paragraphs 
(a)(lMi)  (A)  or  (B)  of  this  section. 

(b)  Nonducrimination  and  equal 
opportunity.  The  following 
nondiscrimination  and  equal 


opportunity  requirements  aM>ly  to  this 

program: 
(DTherequiramenUofTheFair 

Housing  Act  (42  U.S.C  3601-19)  and 
mplementing  regulations  Isaued  it  24 


CFR  part  100;  Executive  Order  11063 
(Equal  Opportimity  in  Housing)  and 
implementing  regulaUons  at  24  CTR  part 
107:  and  title  VI  of  the  Qvil  RighU  Act 
of  1964  (42  U.S.C  2000d-2000d-«) 
(Nondiscrimination  in  Federally 
Assisted  Programs)  and  implementing 
regulations  issued  at  24  CFR  part  1; 

(2)  The  prohibitions  against 
discrimination  on  the  besU  of  age  under 
the  Age  Discrimination  Act  of  1975  (42 
U.S.C  6101-07)  and  implementing 
regulations  at  24  CFR  part  146.  and  the 
prohibitions  against  discriminatioo 
against  handicapped  Individuals  under 
section  504  of  the  Rdiabilitation  Act  of 
1973  (29  U.S.C.  794)  and  implementing 
regulations  at  24  CFR  part  8; 

(3)  The  requirements  of  Executive 
Order  1 1 246  (Equal  Employment 
Opportunity)  and  the  regulations  issued 
under  the  Order  at  41  CFR  chapter  60; 

(4)  The  requirements  of  section  3  of 
the  Housing  and  Urban  Development 
Act  of  1968. 12  U.S.C  1701u 
(Employment  Opportunities  for  Lower 
Income  Persons  in  Connection  with 
Assisted  Proiects);  and 

(5)  The  requirements  of  Executive 
Orders  11625. 12432,  and  12138. 
Consistent  with  HUD's  responsibilities 
under  these  Orders,  recipients  must 
make  efforts  to  encourage  the  use  of 
minority  and  women's  business 
enterprises  in  connection  with  hinded 
activities. 

(c)  Use  of  debarred,  suspended  or 
ineligible  contractors.  Use  of  grant  funds 
under  this  program  requires  compliance 
with  the  provisions  of  24  CFR  part  24 
relating  to  the  employment,  engagement 
of  services,  awarding  of  contracts,  or 
funding  of  any  contractors  or 
subcontractors  during  any  period  of 
d^>arment,  suspension,  or  placement  in 
ineligibiUty  status. 

(d)  Flood  insurance.  Grants  will  not 
be  awarded  for  proposed  activities  that 
involve  acquisition,  construction, 
reconstruction,  repair  or  improvement 
of  a  building  or  mobile  home  located  in 
an  area  that  has  been  id«itified  by  the 
Federal  Emergency  Management  Agency 
(FEMA)  as  having  special  flood  hazards 
unless: 

(1)  The  community  in  which  the  area 
is  situated  is  participating  in  the 
National  Flood  Insurance  Proyam  in 
accordance  with  44  CFR  parts  59 
throu^  79:  or 

(2)  Less  than  a  year  has  passed  since 
FFA4A  notification  to  the  community 
regarding  such  hazards;  and 


(3)  Flood  inti""**^  on  ttw  siniclun  is 
obiainod  in  accardanc*  with  SMrtion 
102(a)  of  tho  Ftood  Diaaatsr  PtolactioB 
Act  of  1973  (42  U.S.C  4001). 

(e)  Lead-baaed  paint  The  provision* 
of  section  302  of  the  Lead-Based  Palirt 
Poisoning  Proventioii  Ad,  42  U.S.C 
4821-4846.  and  iraplonienting 
regulations  at  24  CFR  part  965,  stdipart 
H  apply  to  adivitiaa  under  this  program 
as  set  out  below.  This  section  is 
promulgated  pursuant  to  the  authonty 
oantwi  in  24  CFR  35.24(b)(4)  and 
supersedes,  with  lesped  to  aU  housing 
to  ¥rhich  it  applies,  the  requirements 
(not  including  definitions)  prescribed  by 
subpart  C  of  24  CFR  part  35. 

(1)  Applicability.  The  provisuns  of 
this  section  shall  apply  to  all 
developments  constructed  or 
substantially  rehabilitated  before 
January  1, 1978,  and  far  which 
assistance  under  this  part  is  being  used 
for  physical  Improvements  to  enhance 
security  under  §961.10(bM3). 

(2)  Definitions.  The  term  "apphcaWa 
surfaces"  means  all  intad  and  nonint^ 
interior  and  exterior  painted  surfaces  of 
a  residential  structure. 

(3)  Exceptions.  The  following 
activities  are  not  covered  by  this 

section:  .^     . 

(i)  Installation  of  secunty  devH»s; 

(ii)  Other  similar  types  of  single- 
purpose  programs  that  do  not  involve 
physical  repaira  or  remodeling  of 
applicable  surfaces  of  residential 
structures;  or 

(iii)  Any  n<m-8ingle  purpose 
rehabilitation  that  does  not  involve 
applicable  surfeoes  and  that  does  not 
exceed  $3,000  p«  unit 

(0  Conflicts  of  interest.  In  addition  to 
the  conflid  of  int«est  requirements  in 
24  CFR  part  85.  no  person,  as  described 
in  paragraphs  (f)  (1)  and  (2)  of  Uiis 
section,  may  obtain  a  personal  or 
financial  interest  ot  benefit  from  an 
activity  funded  under  this  program,  or 
have  an  interest  in  any  contract, 
subcontrad.  or  agreement  with  resped 
thereto,  or  the  proceeds  thereunder, 
either  for  himself  or  herself  or  for  those 
with  whom  he  or  she  has  family  or 
business  ties,  during  his  or  her  tenure, 
or  for  one  year  thereafter 

(1)  Who  is  an  employee,  agent, 
consultant,  officer,  or  eleded  or 
appointed  official  of  the  grantee,  that 
receives  assistance  under  the  program 
and  who  exerdses  or  has  exercised  any 
functions  or  responsibilities  with 
resped  to  assisted  activities;  or 

(2)  Who  is  in  a  position  to  partidpaie 
in  a  dedsioo  making  process  or  gain 
inside  information  with  regard  to  such 

adivities.  .        ,       -.^„„„ 

(g)  Drug  Free  Workplace  Act  of  1 968. 
The  requirements  of  the  Drug-Free 
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Woricplace  Act  of  1988  at  24  CFR  part 
24,  subpart  F  apply  to  this  program. 

(h)  Anti-hbbying  provisions  under 
section  319.  The  use  of  funds  under  this 
part  is  subject  to  the  disclosure 
requirements  and  prohibitions  of 
section  319  of  the  Department  of  the 
Interior  and  Related  Agencies 
Appropriations  Act  for  Fiscal  Year  1990 
(31  U.S.C  1352).  and  implementing 
regulations  at  24  CFR  part  87.  These  - 
authorities  prohibit  recipients  and 
subrecipients  af  Federal  contracts, 
grants,  cooperative  agreements  and 
loans  from  using  appropriated  funds  for 
lobbying  the  Executive  or  Legislative 
Branches  of  the  Federal  Government  in 
connection  with  a  specific  contract, 
grant,  or  loan.  The  prohibition  also 
covers  the  awarding  of  contracts,  grants, 
cooperative  agreements,  dt  loans  imless 
the  recipient  has  made  an  acceptable 
certification  regarding  lobbying.  Under 
24  CFR  part  87,  applicants,  recipients, 
and  subrecipients  of  assistance 
exceeding  $100,000  must  certi^  that  no 
Federal  funds  have  been  or  will  be  spent 
on  lobbying  activities  in  connection 


with  the  assistance.  However,  since 
grantees  sometimes  may  expect  to 
receive  additional  grant  funds  through 
reallocations,  all  potential  grantees  are 
required  to  submit  the  certification,  and 
to  make  the  required  disclosure  if  the 
grant  amount  exceeds  $100,000.  The 
law  provides  substantial  monetary 
penalties  for  failure  to  file  the  required 
certification  or  disclosiue.  IHAs 
established  by  an  Indian  tribe  as  a  result 
of  the  exercise  of  the  tribe's  sovereign 
power  are  excluded  from  the  coverage  of 
31  U.S.C  1352,  but  IHAs  established 
under  State  law  are  not  excluded  from 
the  statute's  coverage. 

(i)  For  IHAs.  §005.115  of  this  chapter. 
"Applicability  of  dvil  rights 
requirements",  and  §  905.120  of  this 
chapter.  "Compliance  with  other 
Federal  requirements",  of  this  title 
apply  and  control  to  the  extent  they  may 
differ  from  other  requirements  of  this 
section; 

(j)  Indian  preference.  Applicants  are 
subject  to  the  Indian  Qvil  Rights  Act  (24 
U.S.C  1301).  the  provisions  of  section 
7(b)  of  the  Indian  Self-Determination 


and  Education  Assistance  Act  (25  U.S.C 
450e(b)).  and  the  Indian  preference  rules 
in  the  IHA  procurement  regulations  at 
24  CFR  905.  subpart  B.  These  provisions 
require,  to  the  greatest  extent  feasible, 
that  preference  and  opport\mities  for 
training  and  employment  be  given  to 
Indians  and  that  preference  in  the  award 
of  subcontracts  and  subgrants  be  given 
to  Indian  Organizations  and  Indian 
Owned  Economic  Enterprises. 

(k)  Intergovernmental  Review.  The 
requirements  of  Executive  Order  12372 
and  the  regulations  issued  under  the 
order  at  24  CFR  part  52,  to  the  extent 
provided  by  Federal  Register  notice  in 
accordance  with  24  CFR  52.3  apply  to 
this  program. 

Subpart  E— [Reserved] 

Dated:  December  23, 1992. 
loseph  G.  Schiff; 

Assistant  Secretary  for  Public  and  Indian 

Housing. 

(FR  Doc.  93-154  Filed  1-6-93;  8:45  am] 

MLUNO  COOC  «M»-n-ll 


VOL 

58 

I  ss 


1993 


UMI 


Thursday 
January  7,  1993 


Part  VI 


Department  of 
Education 


34  CFR  Part  682 

Federal  Family  Education  Loan  Program; 

Final  Regulations 


3174 


Federd  Register  /  Vol.  58.  No.  4  /  Thursday.  January  7.  1993  /  Rules  and  Regulations 


DEPARTMENT  OF  EDUCATION 

34  CFR  Part  682 
RIN1840-AB41 

Federal  Family  Education  Loan 
Program 

agency:  Department  of  Education. 
ACTION:  Final  regulations. 


SUMMARY:  The  Secretary  amends  the 
regulations  for  the  Federal  Family 
Education  Loan  Program  (FFELP), 
formerly  the  Guaranteed  Student  Loan 
(GSL)  program  (34  CFR  part  682).  The 
final  regulations  are  needed  to 
implement  further  the  Secretary's 
Defauh  Reduction  Initiative.  The  effect 
of  the  regulatory  change  would  be  to 
require  certain  schools  to  establish  one 
or  more  prescribed  alternative  closure 
plans  that  would  offer  relief  to 
borrowers  if  the  school  terminates 
teaching  activities  in  a  particular 
program  of  study  before  students 
complete  that  program  of  study. 
EFFECTIVE  DATE:  These  regulations  take 
effect  either  45  days  after  pubUcation  in 
the  Federal  Register  or  later  if  the 
Congress  takes  certain  adjournments, 
with  the  exception  of  §  682.600.  The 
amendments  to  §  682.600  will  become 
effective  after  the  information  collection 
requirements  contained  in  that  section 
have  been  submitted  by  the  Department 
of  Education  and  approved  by  the  Office 
of  Management  and  Budget  under  the 
Paperwork  Reduction  Act  of  1980.  If 
you  want  to  know  the  effective  date  of 
these  regulations,  call  or  write  the 
Department  of  Education  contact 
person.  A  document  announcing  the 
effective  date  will  be  published  in  the 
Federal  Register. 

See  also  "CompUance"  under  the 
supplementary  information  section. 
FOR  FURTHER  tIFORMATION  CONTACT: 
Pat  Newcombe.  FFELP  Section.  Loans 
Branch.  Division  of  Policy 
Development.  Policy.  Training,  and 
Analysis  Service.  Office  of  Student 
Financial  Assistance.  Department  of 
Education,  400  Maryland  Avenue.  SW., 
(room  4310.  ROB  #3).  Washington.  DC 
20202-5449.  Telephone  (202)  708-B242. 
Deaf  and  hearing  impaired  individuals 
may  call  the  Federal  Dual  Party  Relay 
Service  at  1-800-877-8399  (in  the 
Washington.  DC  202  area  code, 
telephone  708-9300)  between  8  a.m. 
and  7  p.m..  Eastern  time. 

SUPPlfMENTARY  INFORMATION: 

Compliance 

Each  school  currently  participating  in 
the  FFEL  program  that  is  covered  by 
these  regulations  must  have  a  school 


closure  plan  in  place  no  later  than  six 
months  from  the  effective  date  of  these 
regulations.  A  school  that  submits  an 
application  to  participate  in  the  FFEL 
program  on  or  after  the  effective  date  of 
these  regulations  must  submit  its  school 
closure  plan  with  its  application  to 
participate  in  the  FFEL  program.  A 
school  that  has  an  application  pending 
to  participate  in  the  FFEL  program  on 
the  effective  date  of  these  regulations 
must  add  the  required  school  clostira 
plan  documentation  to  its  application 
before  the  Secretary  will  approve  it  to 
participate  in  the  FFEL  program. 

Background 

On  June  5. 1989.  the  Secretary 
published  a  notice  of  proposed 
rulemaking  (NPRM)  in  the  Federal 
Register  (54  FR  24128)  proposing,  in 
part,  a  measure  to  ensiue  that  students 
attending  a  private  postsecondary 
school  that  closes  have  the  opportunity 
to  complete  their  program  of  study 
through  a  "teachout"  arrangement. 
Based  on  the  Department's  review  of  the 
serious  concerns  about  the  teachout 
proposal  raised  by  the  commenters.  the 
Secretary  decided  to  issue  a  new  NPRM 
that  would  require  private 
postsecondary  schools  that  offer  an 
undergraduate  nonbaccalaureate 
program  designed  to  prepare  students 
for  a  particular  vocational,  trade  or 
career  field  to  select  and  adopt  one  or 
more  of  several  alternative  approaches 
to  deal  with  a  potential  school  closing. 
This  new  NPRM  was  published  in  the 
Federal  Register  on  September  5. 1991 
(56  FR  43978).  The  second  NPRM 
included  a  detailed  discussion  of  the 
proposed  changes  to  §  682.600.  and  the 
discussion  will  not  be  repeated  here. 

The  regiJations  are  needed  to  put  in 
place  an  element  of  the  Secretary's 
Default  Reduction  Initiative  for  the 
FFEL  program.  The  Default  Reduction 
Initiative  was  prompted  when  FFELP 
defauh  costs  in  fiscal  year  (FY)  1988 
totalled  almost  $1.4  billion,  representing 
a  200  percent  increase  in  defaults 
during  the  previous  five  years  and 
approximately  40  percent  of  the 
Department's  FY  1988  expenditures  for 
the  FFEL  program.  The  default  problem 
continues,  with  costs  reaching  $3.6 
billion  in  FY  1991.  The  Secretary 
believes  that  a  factor  contributing  to  the 
high  default  rate  is  the  large  number  of 
borrower*  who  are  stranded  by  school 
closings.  These  borrowers  are  unable  to 
gain  employment  due  to  an  Incomplete 
education  but  still  owe  a  large  FFELP 
debt  that  some  feel  no  obligation  to 
repay  since  the  services  paid  for  were 
not  delivered.  The  effect  of  the 
regulatory  change  would  be  to  require 
certain  schools  to  establish  one  or  more 


prescribed  alternative  closure  plans  that 
would  offer  reUef  to  borrowers  if  the 
school  terminates  teaching  activities  in 
a  particular  program  of  study  before 
students  complete  that  program  of 

study. 

The  most  significant  change  to  the 
proposed  regulations  is  to  limit  the 
appUcation  of  these  regulations  to 
schools  with  the  greatest  probability  of 
closing.  The  Secretary's  examination  of 
data  from  FYs  1987  to  1990  reveals  that 
private  nonprofit  institutions  that 
quahfy  as  institutions  of  higher 
education  are  overwhelmingly  less 
likely  to  close  than  are  proprietary 
postsecondary  schools.  The  nimiber  of 
closed  proprietary  schools  has  increased 
sharply  each  year  fr^m  22  in  FY  1987 
to  187  in  FY  1990  (the  last  full  year  for 
which  data  are  available).  During  this 
four-year  period,  fewer  than  1  percent 
(26  out  of  2.641)  of  private  nonprofit 
institutions  that  qualify  as  institutions 
of  higher  education  participating  in  the 
FFEL  program  closed.  By  contrast, 
during  the  same  period.  9.3  percent  (361 
out  of  3,876)  of  participating  proprietary 
schools  closed.  The  majority  of  these 
school  closures  have  not  been  end-of- 
the-term.  orderly  closures.  Dtiring  FY 
1990,  only  seven  private  nonprofit 
institutions  that  qualify  as  institutions 
of  higher  education  closed  compared 
with  187  proprietary  schools.  The 
Department  estimates  the  number  of 
borrowers  attending  those  187  closed 
proprietary  schools  to  be  sixteen  times 
greater  than  the  number  of  borrowers 
attending  the  seven  closed  private 
nonprofit  schools.  Each  year  the 
cumulative  rate  has  increased  as  the 
number  of  schools  closures  has 
increased  at  a  fester  rate  than  the 
number  of  participating  schools;  thus, 
based  on  this  trend,  when  the  FY  1991 
data  become  available,  we  expect  the  FY 
1987  through  FY  1991  rate— especially 
for  proprietary  schools — to  be 
substanUally  higher  than  the  FY  1987 
through  FY  1990  rate.  An  examination 
of  this  data  leads  the  Secretary  to 
beUeve  that  private  nonprofit 
postsecondary  schools  that  qiulify  as 
institutions  of  higher  education  under 
34  CFR  600.4  have  a  much  smaller 
likelihood  of  mid-session  closiue  than 
proprietary  postsecondary  schools,  so 
he  has  exempted  such  schools  from  the 
requirement  to  have  a  school  closure 

plan. 

Reauthorization  of  the  Higher 
Education  Act  of  1965,  as  amended  by 
Public  Law  102-325.  changed  the 
definition  of  pro  rata  refund  as  used  for 
the  Title  IV  student  aid  programs.  See 
section  484B  of  the  HEA.  The 
Department's  general  provisions 
regulations  for  the  student  financial  aid 
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programs  will  be  amended  to  reflect  this 
change  in  definition.  Publication  of  the 
amended  regulations  will  change  the 
regulatory  reference  to  pro  rata  refund 
in  this  regulatioo. 

The  purpose  of  these  regulations  is  to 
improve  the  efficiency  of  Federal 
student  aid  programs  and,  by  so  doing, 
to  improve  tneir  capacity  to  enhance 
opportunities  for  postsecondary 
education.  Encouraging  students  to 
graduate  from  high  school  and  to  pursue 
high  quality  postsecondary  educations 
are  important  elements  of  the 
President's  AMERICA  2000  strategy  to 
move  the  Naticm  toward  achieving  the 
National  Education  Goals. 

The  public  comments  received  in 
response  to  the  second  NPRM  have 
resulted  in  several  changes  in  the 
regulations.  A  discussion  of  those 
changes  follows. 

Analysis  of  Comments  and  Changes 

In  response  to  the  NPRM,  63  parties 
submitted  comments  on  the  proposed 
revision  to  §  682.600  of  the  regulations. 
Substantive  issues  raised  by  the 
commenters  are  discussed  below. 

Section  682.600    Agreement  between 
an  eligible  school  and  the  Secretary  for 
participation  in  the  Federal  Family 
Education  Loan  Program 

Comments:  The  majority  of 
commenters  fovored  the  Secretary's 
proposal  to  require  a  private 
postsecondary  school  participating  in 
the  FFEL  program  to  establish  a  school 
closure  plan  under  which  the  borrower 
and  the  Federal  fiscal  interest  would  be 
protected  if  the  school  terminates 
teaching  activities  in  a  particular 
program  before  the  student  completes 
that  program.  However,  some 
commenters  argued  that  certain 
categories  of  schools  should  be 
exempted  from  the  requirement.  The 
commenters  argued  that  some  private 
postsecondary  schools,  particularly 
hospital-based  nursing  schools  that 
grant  diplomas  and  are  required  by  State 
law  or  State  Boards  of  Registration  to 
complete  the  training  of  any  students 
who  b^in  their  programs,  should  be 
exempt  from  the  requirement  that  they 
maintain  a  school  closure  plan.  The 
commenters  cited  two  examples  of 
hospital-based  nursing  programs  that  fit 
this  criterion:  (1)  One  State  requires 
schools  offering  those  programs  to  make 
provisions  to  protect  students  in  the 
event  of  school  closiu«,  and  (2)  another 
State  requires  that  a  school  offning  such 
a  program  graduate  the  last  class  that 
was  admitted  to  its  program  so  its 
graduates  can  sit  for  the  State  licensure 
exam. 


Some  commenters  believed  that  the 
scope  of  institutions  covered  by  the 
proposed  regulations  was  too  broad. 
Other  conunenters  believed  that  the 
term  "private,"  as  used  in  the  NPRM. 
was  not  dear.  For  example,  a 
commentCT  from  a  ma)or  private 
imiversity  noted  that  his  school  was  a 
"private"  instituticHi  under  the 
definition  in  the  NPRM,  but  the 
likelihood  of  a  program  being 
terminated  before  completion  of  a 
student's  program  of  study  was 
nonexistent. 

Discussion:  The  Secretary  agrees  with 
the  commmiters  that  if  a  certain  type  of 
private  school  very  rarely  closes,  that 
type  of  school  should  not  be  required  to 
have  a  school  closure  plan.  The 
Secretary  has  examined  historical  data 
from  the  FY  1990  FFELP  guarantee 
agency  ciunulative  Tape  Dump  files  and 
the  records  from  the  Etepartment's 
Division  of  Audit  and  Ftogram  Review 
to  determine  the  probability  of  certain 
types  of  schools  closing.  The  data  from 
FYs  1987-1990  reveal  that  the  number 
of  closed  proprietary  {>ostsecondary 
schools  has  increased  sharply  each  year 
from  22  in  FY  1987  to  187  in  FY  1990. 
The  annual  closure  rate  for  this  type  of 
school  increased  irom  0.7  percent  in  FY 
1987  to  5.6  percent  in  FY  1990.  On  the 
other  hand,  few  private  nonprofit 
institutions  that  qualify  as  institutions 
of  higher  education  have  closed  during 
this  period  and  there  is  no  trend  toward 
an  increase  in  the  closure  rate.  For  each 
of  the  four  years  in  this  period,  the 
annual  closure  rate  was  well  below  1 
percent  for  this  type  of  school.  Diuing 
FY  1990,  there  were  approximately  26 
proprietary  school  closings  for  every 
private  nonprofit  institution  that 
qualifies  as  an  institution  of  higher 
education  that  closed. 

Based  on  this  data,  the  Secretary  has 
concluded  that  private  nonprofit 
institutions  that  qualify  as  institutions 
of  higher  education  are  highly  unlikely 
to  close.  Therefore,  the  Secretary  has 
decided  that  a  private  postsecondary 
school  that  qualifies  as  an  institution  of 
higher  education  under  34  CFR  600.4 
should  be  exempt  from  the  requirement 
tu  have  a  school  closure  plan.  Generally, 
a  private,  nonp  rofit  school  that  provides 
(1)  a  degree  piogram,  (2)  at  least  a  two- 
year  program  acceptable  for  full  credit 
toward  a  bachelor's  degree,  or  (3)  at 
least  a  one-year  training  program  that 
leads  to  a  certificate,  degree,  or  other 
recognized  educational  credential  and 
prepares  students  for  gainful 
employment  in  a  recognized 
occupation,  qualifies  as  an  institution  of 
higher  ediication  under  34  CFR  600.4. 
This  category  would  uoclude  many 


hospital-based  nursing  programs  that 
satisfy  these  requirements. 

Changes:  The  Secretary  has  revised 
the  proposed  regulations  to  provide  that 
a  private  nonprofit  school  that  quaUfies 
as  an  institution  of  higher  education 
under  34  CFR  600.4  is  exempt  from  the 
requirement  to  have  a  school  closure 
plan. 

Comments:  Several  commenters 
expressed  concern  that  the  NPRM 
mandated  the  creation  of  a  school 
closiire  plan  as  a  requirement  for 
participation  in  the  FFEL  program.  They 
argued  that  the  Department  should 
provide  schools  with  sufficient  time  to 
develop  school  closure  plans  to  submit 
to  the  Secretary  before  establishing  the 
plan  as  a  requirement. 

Discussion:  The  Secretary  agrees  that 
schools  currently  participating  in  the 
FFEL  program  should  have  a  reasonable 
period  of  time  to  develop  and  submit  a 
school  cIosiu%  plan  to  the  Secretary,  the 
principal  guarantee  agency,  and  the 
appropriate  accrediting  commission. 
Tlierefore,  the  Secretary  has  decided  to 
permit  schools  currently  participating  in 
the  FFEL  program  to  establish  and 
submit  school  closiue  plans  within  six 
months  from  the  date  the  regulations 
become  effective.  The  Department  will 
notify  schools  of  the  address  that  they 
should  use  to  submit  documentation 
concerning  their  plans  to  the  Secretary 
and  the  deadline  for  submission.  A 
school  not  currently  participating  in  the 
FFEL  program  as  of  the  effective  date  of 
these  regulations  must  submit  its  school 
closure  plan  with  its  application  to 
participate  in  the  FFEL  program.  A 
school  that  has  an  application  pending 
to  participate  in  the  FFEL  program  at 
the  time  this  regulatory  requirement 
becomes  effective  must  add  the  required 
school  closure  plan  documentation  to 
its  application  before  the  Secretary  will 
appruve  it  to  participate  in  the  FFEL 
program. 

changes:  A  change  has  been  made  in 
the  date  school  closure  plans  must  be 
established  ai}d  submitted.  The 
Department  will  permit  a  school 
cunently  participating  in  the  FFEL 
program  to  submit  a  school  closure  plan 
to  the  Secretary,  its  principal  guarantee 
agency,  and  its  accrediting  agency 
within  six  months  of  the  date  the 
regulations  become  effisctive. 

Comments:  One  of  the  options  for  a 
school  closiue  plan  permits  coverage 
under  a  State-administered  tuition- 
recovery  plan.  Commenters  from  one 
State  pointed  out  that  when  their  State 
recovery  plan  is  put  in  place  in  the  near 
future,  it  will  be  State-approved,  not 
State-administered.  These  commenters 
asked  if  this  plan  would  satisfy  the 
regulations. 
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Discussion:  The  Secretary  believes 
that  a  State-administered  plan  would  be 
audited  by  State  auditors  or  subject  to 
review  by  the  State  legislature  and 
administrators,  or  both  and  would  best 
meet  his  goals  of  ensuring  the  fiscal  and 
administrative  viability  of  the  tuition 
recovery  plan.  However,  the  Secretary 
has  concluded  that  a  State-approved 
plan  could  provide  these  same 
protections  in  some  cases.  Therefore,  a 
State-approved  plan  will  be  acceptable 
under  the  regulations  if  the  plan  is 
subject  to  State  audit  or  review  by  the 
State  legislature  and  administrators  and 
is  backed  by  the  full  faith  and  credit  of 
the  State.  .     . 

Changes:  The  Secretary  has  revised 
the  proposed  regulations  to  provide  that 
a  State-approved  tuition  recovery  plan 
will  be  an  acceptable  school  closure 
plan  if  the  plan  is  subject  to  State  audit 
or  review  by  the  State  legislature  and 
administrators  and  is  backed  by  the  full 
faith  and  credit  of  the  State. 

Comments:  Many  commenters 
expressed  concern  that  several  existing 
State  tuition-recovery  plans  do  not 
permit  refunds  to  be  made  to  anyone  but 
the  student.  State  plans  with  this 
requirement  would  not  qualify  to  be 
part  of  approved  school  closure  plans 
under  the  proposed  regulations. 

Discussion:in  the  case  of  a  school 
closure,  the  Secretary  believes  that,  to 
prevent  student  loan  defaults  and 
protect  the  Federal  fiscal  interest. 
FFELP  refunds  must  be  paid  to  the 
lenders  on  behalf  of  the  borrowers 
rather  than  to  the  borrowers  directly. 
The  proposed  regulations  are  consistent 
with  current  Department  regulations 
that  require  schools  to  pay  FFELP 
refunds  to  lenders.  See  34  CFR 
668.22le).  682.606  and  682.607. 
Therefore,  the  Secretary  has  retained  the 
requirement  that,  to  qualify  as  an 
approved  part  of  a  school  closure  plan, 
a  tuition-recovery  plan  must  pay 
refunds  to  the  lenders. 
Changes:  None. 
Comments:  Many  commenters 
expressed  concern  that  the  refund 
amounts  paid  under  several  existing 
State  tuition-recovery  plans  might  not 
refund  an  amount  as  large  as  the  amount 
calculated  under  the  definition  of  a  pro 
rata  refund  in  34  CFR  682.606(c)(1)  as 
required  by  the  proposed  regulations. 
uiscussjon:  The  Secretary  wishes  to 
ensure  that  a  refund  made  under  this 
provision  is  equal  to  or  greater  than  the 
amount  calculated  under  34  CFR 
682.606(c)(1).  Therefore,  any  State 
tuition-recovery  plan  that  results  in  a 
refund  equal  to  or  greater  than  what 
would  result  if  the  refund  were    ^^ 
calculated  in  accordance  with  34  CFR 
682.606(c)(1)  would  satisfy  the 


requirement  of  this  provision  of  the 
regulations. 

Changes:  The  language  of  the 
regulations  has  been  clarified  to  provide 
that  an  acceptable  school  closure  plan 
may  include  coverage  under  a  State 
tuition-recovery  plan  that  mandates  a 
refund  at  least  as  large  as  a  pro  rata 
refund  as  defined  in  34  CFR  682.606(c) 

To  establish  a  consistent  standard  for 
refunds  made  as  a  result  of  any  option 
selected  as  a  school  closure  plan,  the 
Secretary  has  also  revised  the  langiiage 
in  34  CFR  682.600(d)  (2)  (ii).  (iii)  (B). 
and  (v)  to  reflect  the  same  level  of 
refund  provided  for  in  revised 
§  682.600(d)  (2)  (i). 

Comments:  Many  commenters 
indicated  that  the  level  of  third-party 
financial  guarantees  that  would  be 
required  to  satisfy  the  school  closure 
plan  obligation  was  too  high,  would 
impose  a  financial  burden  on  already 
overburdened  schools,  and  might,  in 
fact,  trigger  school  closures. 

Discussion:  The  Secretary  is  aware 
that  some  schools  might  have  difficulty 
meeting  the  level  of  third-party  financial 
guarantees  required  imder  the  surety 
bond  or  letter  of  credit  option.  However, 
the  Secretar>'  believes  that  the 
requirement  that  the  bond  or  letter  of 
credit  be  in  an  amount  equal  to  at  least 
50  percent  of  one  academic  year's 
tuition,  fees,  and  other  charges  for  all 
enrolled  students  on  whose  behalf  a 
FFELP  loan  is  made  for  the  current 
period  of  enrollment  is  needed  to 
protect  the  interests  of  the  students  and 
the  Federal  government.  Moreover, 
since  the  third-party  financial  guarantee 
is  only  one  of  several  options  a  school 
may  select,  the  Secretary  does  not  agree 
with  the  commenters  that  it  is  unduly 
onerous  and  should  be  modified. 
Changes:  None. 

Comments:  Many  commenters  stated 
that  accrediting  commissions  might  be 
prohibited  legally  from  administering  or 
sponsoring  teachout  or  pooled-risk 
programs  as  proposed  as  part  of  the 
alternatives  in  the  NPRM  because  of  a 
possible  confhct  of  interest  that  might 
exist  in  their  administration  of  the 

funds. 

Discussion:  On  the  basis  of  interest 
expressed  by  accrediting  bodies  after  the 
original  NPRM  was  published  on  June  5. 
1989.  the  Secretary  included  proposals 
in  the  revised  NPRM  that  would  allow 
a  school  to  participate  in  a  school 
closure  plan  administered  by  its 
accrediting  agency.  The  Secretary 
understands  that  each  accrediting 
agency  will  have  to  determine  its  legal 
authority  to  administer  such  a  program. 
However,  the  Secretary  has  retained  the 
option  of  accrediting-agency 


administration  of  a  school  closure  plan 
for  those  agencies  that  are  able  to 
administer  one. 

Changes:  None. 

Comments:  A  number  of  commenteis 
suggested  that  the  regulations  should 
require  that  any  school  closure  plan 
offer  the  borrower  the  option  of  a  pro 
rata  refund  or  a  teachout. 

Discussion:  While  the  Secretary 
supports  the  idea  of  borrower  choice 
inherent  in  the  commenter's  proposal, 
comments  on  the  original  June  5, 1989 
NPRM  indicated  that  not  all  schools  are 
in  a  position  to  offer  students  the  option 
of  a  teachout.  Therefore,  other  options 
for  school  closure  plans  are  being 
offered.  However,  the  Secretary  has 
determined  that,  in  some  circumstances, 
the  Federal  fiscal  interest  should  be 
protected  by  requiring  that  a  teachout 
must  be  the  primary  option.  For 
example,  the  Secretary  believes  that  in 
the  case  of  a  school  closure  plan 
administered  by  a  school's  accrediting 
commission,  a  teachout  must  be  made 
available  if  possible.  Only  if  teachout  is 
not  available  under  these  plans  must  the 
pro  rata  refund  be  provided. 
Changes:  None. 

Comments:  Some  commenters  were 
concerned  about  the  information  that 
would  need  to  be  disclosed  to  a 
"competitor"  for  a  school  to  arrange  for 
a  valid  teachout  agreement.  Questions 
also  were  raised  about  the  potential 
financial  liabilities  faced  by  the 
teachout  school  taking  on  the 
educational  responsibiUties  of  the 

closed  school. 

Discussion:  The  Department  is  not 
mandating  specific  information  to  be 
included  in  a  teachout  agreement. 
However,  the  teachout  school  must  be 
an  eligible  institution  that  participates 
in  the  FFEL  program  and  the  agreement 
itself  must  comply  with  any  other 
applicable  laws  and  regulations. 

In  general,  the  Department  will  not 
require  the  teachout  institution  to 
assume  the  liabilities  of  the  original 
school  relating  to  the  administration  of 
the  FFEL  program.  Moreover,  the 
Department  will  not  include  in  the 
calculation  of  the  teachout  school's 
cohort  default  rqte  any  defaults  that 
might  occur  on  loans  received  by 
students  to  pay  the  cosis  at  the  school 
that  closed.  If.  however,  the  students 
receive  additional  loans  to  cover  the 
cost  of  attendance  at  the  teachout 
school,  any  subsequent  defaults  will  be 
included  in  the  teachout  school's  cohort 
default  rate. 

Changes:  None. 

Comments:  Several  commenters 
stated  that  the  provision  for  pro  rata 
refunds  as  part  of  a  school  closure  plan 
was  inadequate  and  proposed  that  the 
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Secretary  require  full  refunds  be  oaid  to 
students  in  attendance  at  a  school  at  the 
time  it  terminates  fiill  teaching 
activities. 

Discussion:  While  the  Secretary 
understands  the  argument  that  an 
incomplete  vocational  education  is  of 
questionable  value,  it  is  imlikely  that  a 
total  refund  would  be  available  in  most 
closure  situations.  Moreover,  the 
Secretary  believes  that  a  pro  rata  refund 
is  generally  appropriate  and  that,  in 
most  cases,  students  received  some 
benefit  from  the  training.  Nonetheless, 
the  Secretary  encourages  States  and 
accrediting  agencies,  when  possible,  to 
provide  full  refunds  for  students;  such 
a  plan  would  satisfy  these  regulations. 

Changes:  None. 

Comments:  Several  commenters  urged 
the  Secretary  to  monitor  compliance 
with  these  regulations. 

Discussion:  The  Secretary  agrees  that 
it  is  necessary  to  have  systematic, 
ongoing  monitoring  of  compHance  with 
these  regulations  once  initial 
compliance  has  been  established. 

Changes:  No  change  has  been  made  to 
the  regulations.  However,  the  Secretary 
will  revise  current  audit  and 
institutional  review  guides  to  ensure 
that  school  compliance  with  this 
requirement  is  monitored 
systematically. 

Comments:  Some  commenters  were 
concerned  about  the  requirement  that 
teachcut  agreements  would  not  be 
permitted  between  schools  that  have  a 
business  connection. 

Discussion:  The  Secretary  believes 
that  a  teachout  arrangement  between 
schools  that  share  a  business  connection 
might  not  adequately  protect  student 
consumers.  A  teachout  agreement  with 
another  school  with  which  the  original 
school  has  a  business  connection  is 
generally  of  questionable  value  as  the 
financial  difficulties  encountered  by  the 
original  school  also  might  affiect  the 
teachout  school.  However,  the  Secretary 
wishes  to  clarify  that  while  a  school 
may  not  enter  into  a  teachout  agreement 
with  a  school  with  whom  it  shares  a 
business  connection  to  comply  with  the 
regulations,  such  a  school  will  not  be 
prohibited  from  teaching  out  the 
students  from  the  original  school  as  part 
of  an  orderly,  planned  closing. 

For  example,  some  entities  that  own 
a  group  of  "related"  schools  might  elect 
to  close  one  of  the  schools  to  continue 
to  maintain  the  financial  health  and 
quality  of  the  other  schools  in  the  group. 
The  teachout  agreement  with  a  school 
with  which  the  original  school  has  no 
business  connection  must  be  in  place 
and  capable  of  being  implemented 
should  such  a  school  close.  However, 
should  a  "related"  school  elect  to  teach 


out  students  of  the  closing  school, 
instead  of  the  official  teadiout  school, 
the  Department  would  not  prohibit  such 
a  teachout  as  it  might  be  the  least 
disruptive  method  for  a  student  to 
complete  his  or  her  program  of  study. 

Changes:  None. 

Comments:  A  few  commenters 
objected  to  the  proposal  that  schools 
selecting  the  teachout  alternative  must 
make  the  information  pubUc  in  their 
catalogs  or  brochures  and  their 
enrollment  contracts. 

Discussion:  The  Secretary  beUeves 
that  potential  students  should  be  , 
informed  of  the  school's  plans  to  protect 
them  in  case  of  a  school  closure. 
Information  regarding  such  an 
arrangement  must  be  available  in  the 
school's  catalog  or  its  equivalent  and  the 
enrollment  contract  if  one  is  used. 

Changes:  The  Secretary  has  revised 
the  regulations  to  allow  a  school  to  meet 
this  requirement  by  briefly  describing 
its  teachout  arrangement  in  its  catalog 
(or  equivalent)  and  its  enrollment 
contract,  if  one  is  used.  The  description 
in  the  catalog  (or  equivalent),  or 
enrollment  contract,  may  summarize  the 
arrangement,  but  a  detailed  description 
must  be  available  to  a  student  or 
potential  student  upon  request. 

Executive  Order  12291 

These  regulations  have  been  reviewed 
in  accordance  with  Executive  Order 
12291.  They  are  not  classified  as  major 
because  they  do  not  meet  the  criteria  for 
major  regulations  established  in  the 
order. 

Assessment  of  Educational  Impact 

In  the  notice  of  proposed  rulemaking, 
the  Secretary  requested  comments  on 
whether  the  proposed  regulations  would 
require  transmission  of  information  that 
is  being  gathered  by  or  is  available  from 
any  other  agency  or  authority  of  the 
United  States. 

Based  on  the  response  to  the  proposed 
regulations  and  on  its  own  review,  the 
Department  has  determined  that  the 
regulations  in  this  document  do  not 
require  transmission  of  information  that 
is  being  gathered  by  or  is  available  from 
any  other  agency  or  authority  of  the 
United  States. 

List  of  Subjects  in  34  CFR  Part  682 

Administrative  practices  and 
procedure,  Colleges  and  universities, 
Loan  programs-education.  Reporting 
and  recordkeeping  requirements. 
Student  aid,  Vocational  education. 


Dated:  December  24, 1992. 
Lamu-  Alexander, 
Secretary  of  Education. 
(Catalog  of  Federal  Domestic  Assistance 
Number  84.032,  Guaranteed  Student  Loan 
Program  and  PLUS  Program.) 

The  Secretary  amends  part  682  of  title 
34  of  the  Code  of  Federal  Regulations  as 
follows: 

PART  682— FEDERAL  FAMILY 
EDUCATION  LOAN  (FFEL)  PROGRAM 

1.  The  authority  citation  for  part  682 
continues  to  read  as  follows: 

Authority:  20  U.S.C.  1071  to  1087-2, 
unless  otherwise  noted. 

2.  Section  682.600  is  amended  by 
redesignating  paragraph  (d)  as 
paragraph  (e)  and  adding  a  new 
paragraph  (d)  to  read  as  follows: 


1682.600       _ 

•chod  and  th«  Sacratary  for  parttctpation  In 
ItM  Faderal  Family  Education  Loan 
Program. 

(d)(1)  A  private  school  that  does  not 
qualify  as  an  institution  of  higher 
education  under  34  CFR  600.4,  and  that 
offers  an  undergraduate 
nonbaccalaureate  program  designed  to 
prepare  students  for  a  particular 
vocational,  trade,  or  career  field,  shall, 
as  a  condition  for  participation  in  the 
Federal  Stafford,  Federal  PLUS,  and 
Federal  Supplemental  Loans  for 
Students  (SLS)  programs,  have  in  effiect 
at  all  times  a  plan,  containing  one  or 
more  of  the  elements  in  paragraph  (d)(2) 
of  this  section,  that  provides  for  the 
equitable  treatment  of  enrolled  students 
and  the  Secretary  in  the  event  that  the 
school  terminates  teaching  activities  in 
a  particular  program  of  study  before  the 
students  complete  the  program  of  study. 

(2)  A  school  is  considered  to  have  a 
plan  in  effect  that  meets  the 
requirements  of  this  section  only  if  its 
plan  includes  one  or  more  of  the 
following  elements: 

(i)  Coverage  under  a  State- 
administered  tuition-recovery  fund,  or  a 
State-approved  tuition  recovery  plan 
that  is  subject  to  State  audit  or  review 
by  the  State  legislature  or  administrators 
and  is  backed  by  the  full  faith  and  credit 
of  the  State,  that  provides  for  payment 
of  a  refund  from  the  fund  directly  to  the 
lender  that  is  at  least  as  large  as  a  pro 
rata  refund,  as  defined  in  §  682.606(c)(1) 
of  the  tuition,  fees,  and  other 
institutional  charges  assessed  an 
enrolled  student  on  whose  behalf  a 
Federal  Stafford,  Federal  SLS,  or 
Federal  PLUS  loan  was  made  for  the 
period  of  enrollment  during  which  the 
school  terminated  teaching  activities  in 
a  particular  program  of  study. 
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(ii)  A  surety  bond  or  totter  of  credit 
payable  on  demand  to  the  Secretary 
posted  by  the  sdiool  or  another  entity 
on  behalf  of  the  school  in  an  amount 
equal  to  at  least  50  percent  of  one 
academic  year's  tuition,  fees,  and  other 
charges  for  all  enrolled  students  on 
whose  behalf  a  Federal  Stafford.  Federal 
SLS.  or  Federal  PLUS  loan  will  be  made 
for  the  current  period  of  enrollment  at 
that  school  and  that  provides  for  the 
payment  of  a  refund  to  lenders  that  is 
at  least  as  large  as  a  pro  rata  refund  as 
deRned  in  $  682.606(c)(1). 

(iii)  Coverage  vmder  a  program  and 
fund  administered  by  the  sdaool's 
accrediting  commission  that  includes — 

(A)  Written  procedures  for  arranging  a 
teachout.  including  the  provisions  in 
paragraph  (d)(2)(iv)  of  this  section  for 
teachouts  performed  by  a  participating 
school  under  a  teachout  agreement,  for 
enrolled  students  on  whose  behalf  a 
Federal  Stafford.  Federal  SLS.  or 
Federal  PLUS  loan  has  been  made  who 
are  in  attendance  at  the  school  when  the 
school  terminates  teaching  activities  in 
a  particular  program  of  study:  and 

(B)  If  no  such  teachout  is  provided 
when  the  school  terminates  teaching 
activities  in  a  particular  program  of 
study,  the  payment  of  a  refund  at  least 
as  large  as  a  pro  rata  refund  as  defined 
in  §  682.606(c)(1)  to  the  lender  for  each 
enrolled  student  on  whose  behalf  a 
Federal  Stafford.  Federal  SLS.  or 
Federal  PLUS  loan  was  made  for  the 
period  of  enrollment  during  which  the 
school  terminated  teaching  activities  in 
a  particular  program  of  study. 

(iv)  A  teachout  agreement  with  one  or 
more  other  participating  schools  (the 
teachout  school  or  schools)  offering 


similar  educational  programs  and  with 
which  the  original  school  has  no 
business  connection  that  contains  the 
following  provisions: 

(A)  Each  teediout  school  shall  agree 
that,  if  the  original  school  twminates  its 
teaching  activities  in  a  particular 
program  of  study  in  which  it  enrolls  a 
student  to  whom  or  on  whose  bdialf  a 
Federal  Stafford.  Federal  SLS.  or 
Federal  PLUS  loan  is  made  for 
attendance  at  the  original  school,  the 
teachout  sdiool  will  offer  each  sudb 
student  enrolled  in  that  course  of  study 
at  the  original  school  when  the  teaching 
activities  are  terminated  a  reasonabto 
opportunity  to  promptly  resume  and 
complete  lus  or  her  course  of  study,  or 
a  substantially  similar  course  of  study, 
in  the  same  geographic  area  as  that  in 
which  the  original  school  provided  the 
course  of  study. 

(B)  The  teachout  school  shall  agree  to 
provide  this  opportunity  without 
additional  charge  to  the  student,  except 
that  the  teachout  school  may  charge  &e 
student  for  periods  of  enrollment  that 
the  student  is  required  to  undertake  to 
complete  the  course  of  study 
undertaken  at  the  original  school,  as  the 
studoit  incun  those  charges,  up  to  the 
amount  not  yet  paid  by  the  student,  that 
the  original  school  would  have  been 
entitled  to  collect  for  those  periods  of 
enrollment  from  the  student  had  the 
original  school  not  terminated  teaching 
activities  in  the  program  of  study  prior 
to  the  student's  completion  of  the 
program  of  study. 

(C)  The  original  school  shall  agree 
that,  in  the  event  a  teachout  becomes 
necessary,  it  will  arrange,  in  a  timely 
manner,  for  individual  notice  to  eadi 


student  of  the  availability  of  the 
teechout  and  diligently  advertise  the 
availability  of  the  teachout.  Such 
arrangements  may  provide  that  the 
teachout  notices  be  sent  by  the  teachout 
schooL 

(v)  Coverage  under  a  "pooled  risk" 
aiiangement  administMed  by  the 
school's  accrediting  omunission  that 
ensures  that  a  refund  will  be  paid 
directly  to  the  lender  that  is  at  least  as 
large  as  a  pro  rata  refund  as  defined  in 
§  682.606(c)(1)  for  each  enrolled  student 
on  whose  behalf  a  Federal  Stafford. 
Federal  SLS.  or  Federal  PLUS  loan  was 
made  for  the  period  of  enrollment 
during  which  the  school  terminates 
teaching  activities  in  a  particular 
program  of  study. 

(3)  A  school  shall  sulHnit  written 
evidence  acceptable  to  the  Secretary,  its 
accrediting  ojmmission,  and  its 
principal  guarantee  agency  that  it  has 
been  selected  and  adopted  an  acceptable 
closure  plan  containing  one  or  more  of 
the  elements  under  this  paragraph;  A 
school  that  selects  the  teachout 
alternative  under  paragraph  (d)(2)(iv)  of 
this  section  shall  submit,  as  required 
written  evidence  of  the  teachout 
arrangement,  a  copy  of  its  catalog  or  the 
equivalent  and  of  its  enrollment 
contract,  both  including  a  brief 
description  of  the  teachout  plan,  and 
shall  make  details  of  such  arrangemoit 
available  to  students  and  prospective 
students  upon  request. 
•       •       •       •       • 

(FR  Doc.  93-132  Filed  1-6-93: 8:45  am] 
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DEPARTMENT  OF  EDUCATION 

34  CFR  Part  668 
RIN184»-AB30 

Student  Assistance  General  Provisions 

AOGNCY:  Department  of  Education. 
ACnOM:  Final  regxilations. 

SUMMARY:  The  Secretary  amends  the 
Student  Assistance  General  Provisions 
regulations  to  put  in  place  a  prx>cedure 
for  determining  the  immigration  status 
of  noncitizen  applicants  for  student 
financial  assistance  under  Title  IV  of  the 
Higher  Education  Act  of  1965.  as 
amended  (Title  IV.  HEA).  The  purpose 
of  the  immigration-status  confirmation 
procediue  is  to  relieve  substantially 
most  institutions  from  the  burden  of 
manually  inspecting  the  immigration- 
status  documents  of  all  noncitizen 
apphcanU  for  Title  IV.  HEA  financial 
assistance. 

EFFECTIVE  DATE:  These  regulations  take 
eff^ect  either  45  days  after  publication  in 
the  Federal  Register,  or  later  if  Congress 
takes  certain  adjournments,  with  the 
excepUon  of  §  §  668.133,  668.134.  and 
668.135.  Sections  668.133,  668.134,  and 
668.135  v«ll  become  effective  after  the 
information  collection  requirements 
contained  in  those  sections  have  been 
submitted  by  the  Department  of 
Education  and  approved  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act  of  1980.  If 
you  want  to  know  the  effective  date  of 
these  regulations,  call  or  write  the 
Department  of  Education  contact 
person.  A  docxunent  annoimcing  the 
effective  date  will  be  published  in  the 
Federal  Ragistar. 

FOR  FURTHER  INFORMATION  CONTACT: 
Claude  Denton,  General  Provisions 
Branch,  Division  of  Policy 
Development,  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW. 
(Regional  Office  Building  3.  room  4318), 
Washington,  DC  20202-5444, 
Telephone  (202)  708-7888.  Deaf  and 
hearing  impaired  individuals  may  call 
the  Federal  Dual  Party  Relay  Service  at 
1-800-877-8339  (in  the  Washington, 
DC  202  area  code,  telephone  708-9300) 
between  8  a.m.  and  7  p.m..  Eastern  time 
SUPPI.EMENTARY  INFORMATION:  The 

Student  Assistance  General  Provisions 
regulations  put  in  place  requirements 
that  apply  to  all  institutions  that 
participate  in  the  Title  IV.  HEA  student 
financial  assistance  programs.  For 
purposes  of  this  subpart,  the  Title  IV. 
HEA  programs  include  the  Federal  Pell 
Grant,  Federal  Stafford  Loan,  Federal 
PLUS  Loan.  Federal  Supplemental 
Loans  for  Students  (SLS),  State  Student 


Incentive  Grant  (SSIG).  Federal  Perkins 
Loan.  Federal  Work-Study  (FWS).  and 
Federal  Supplemental  Educational 
Opportunity  Grant  (FSEOG)  programs. 

Qtt  April  29. 1991.  the  Secretary 
published  a  notice  of  proposed 
rulemaking  in  the  Federal  Register  (56 
FR 19782)  with  regard  to  the 
immigration-status  confirmation 
procedure.  The  Secretary  believes  that 
this  procedure  will  assure  that  Federal 
student  financial  assistance  dollars  are 
used  to  provide  educational 
opportimities  only  to  U.S.  citizens.  U.S. 
nationals,  or  nondtizens  who  prove  that 
they  possess  an  immigration  status  that 
satisfies  the  eligibility  criteria  for  Title 
IV.  HEA  financial  assistance  set  forth  In 
34  CFR  66a.7(a)  (4).  Specifically.  34  CFR 
668.7(a)(4)(ii)  provides  that  a  student  is 
eligible  for  Title  IV,  HEA  assistance  if 
the  student  provides  evidence  from  the 
U.S.  Immigration  and  Naturalization 
Service  (INS)  that  he  or  she  is  a 
permanent  resident  of  the  United  States 
or  is  in  the  United  States  for  other  than 
a  temporary  purpose  with  the  intention 
of  becoming  a  citizen  or  permanent 

resident. 

The  immigration-statiis  continnatlon 
procedure  will  relieve  most  institutions 
of  a  substantial  portion  of  the 
administrative  burden  currently 
associated  with  identifying  the 
immigration  status  represented  on 
immigration  documents  and 
determining  whether  those  documents 
are  authentic.  At  the  same  time,  the 
procedure  will  reduce  the  potential  for 
fraud  and  abuse  in  the  Title  IV.  HEA 
programs  by  improving  the  institutions' 
ability  to  determine  whether  noncitizen 
applicants  are  eligible  for  Title  IV.  HEA 
assistance  under  §668.7(a)(4)(ii). 

The  confirmation  procedure  will 
improve  the  efficiency  of  the  Title  IV, 
HEA  programs  and.  by  so  doing, 
improve  their  capacity  to  enhance 
opportunities  for  postsecondary 
education.  Encouraging  students  to 
graduate  bom  high  school  and  to  pursue 
high  quality  postsecondary  education 
are  important  elements  of  the 
President's  AMERICA  2000  strategy  to 
move  the  Nation  toward  achieving  the 
National  Education  Goals. 

These  regulations  establish 
procedures  for  institutions  to  use  in 
determining  the  eligibility  of  noncitizen 
applicants  for  Title  IV.  HEA  benefits. 
The  term  "confirmation"  of  immigration 
status  as  set  forth  in  Subpart  I  is 
equivalent  to  the  term  "verification"  of 
immigration  status  that  commonly  is 
used  by  the  INS  and  other  agencies 
using  the  INS's  immigration-status 
verification  system.  The  Secretary 
substituted  the  term  "confirmation"  in 
place  of  the  INS  term  "verification"  to 


avoid  confusion  with  the  process  of 
verifying  the  student's  Expected  Family 
Contribution  in  34  CFR  668.  Subpart  E. 
Immigration-status  confirmation  under 
Subpart  I  and  verification  under  Subpart 
E  are  two  separate  procedures  and 
institutions  may  not  count 
confirmations  under  Subpart  I  toward 
the  30  percent  verification  ceiling 
mandated  by  section  484(f)  of  the 
Higher  Education  Act  of  1965.  as 
amended  (HEA). 

Analysis  of  CommenU  and  Changes 

In  response  to  the  Secretary's 
invitation  in  the  NPRM.  68  parties 
submitted  comments  on  the  proposed 
regulations.  An  analysis  of  the 
comments  and  of  the  changes  in  the 
regulations  since  publication  of  the 
NPRM  follows. 

Substantive  issues  are  discxissed 
under  the  section  of  the  regulations  to 
which  they  pertain.  Technical  and  other 
minor  changes — and  suggested  changes 
that  the  Secretary  is  not  legally 
authorized  to  make  under  the  applicable 
statutory  authority— are  not  addressed. 

Section  668.132    Institutional 
Determinations  of  Eligibility  Based  on 
Primary  Confirmation 

Comments:  Several  commenters 
supported  these  provisions  and  several 
others  ob)ected.  Many  commenters 
disagreed  with  the  Secretary's 
contention  that  use  of  the  primary 
confirmation  process  to  replace 
determining  immigration  status  by 
inspecting  documents  manually  would 
reduce  administrative  burden  on 
institutions.  Two  commenters  expressed 
concern  that  some  student  records  that 
successfully  matched  with  INS  data  in 
a  previous  award  year  did  not  match  in 
the  current  award  year  and  questioned 
the  need  to  impose  secondary 
confirmation  on  Institutions  because  of 
Federal  data  errors.  Other  commenters 
suggested  that  current  primary 
confirmation  performance  is  poor,  that 
the  INS  data  base  is  not  adequately 
updated  and  maintained,  and  that  the 
Secretary's  claim  that  80  percent  of 
noncitizen  applications  would  match 
with  INS  data  using  primary 
confirmation  is  unrealistic.  Several 
commenters  perceived  a  conflict  in  that 
this  section  prohibits  institutions  from 
requiring  docxunentation  if  the  message 
on  the  output  dociunent  confirms  the 
student's  eligible  noncitizen  statiis. 
while  §668.133  of  the  proposed 
regulations  requires  an  institution  to 
request  document  and  follow  secondary 
confirmation  procedures  if  the  output 
document  confirms  the  student's 
eligibility  but  the  institution  has 
conflicting  information. 
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IXscussion:  The  Secretary  agrees  with 
those  oommenters  who  maintain  that 
the  primary  confirmation  process 
reduces  the  burden  on  institutions.  At 
the  same  time,  the  Secretary  is  aware 
that  the  percentage  of  primary 
confinnation  matches  was  abnormally 
low  during  the  1990-91  award  year 
because  the  primary  confirmation 
sjrstem  was  taken  out  of  c^wration  for 
several  months  while  the  Department 
and  INS  brought  the  matching  program 
into  compliance  vrith  the  Computer 
Matching  and  Privacy  Protection  Act  of 
1988,  that  became  effective  in  January 
1990.  The  Secretary  believes  that  this 
operations  hiatus  explains  why  some 
applicants  who  matched  in  a  previous 
ewatd  year  did  not  match  in  the  current 
award  year.  The  Secretary  exfiects  that 
continuous  operation  of  the  matching 
systum  during  the  entire  1991-92  avnid 
year  and  thereafter  should  alleviate 
much  gf  the  concern  expressed  about 
institutional  burden  and  the  quality  of 
the  INS  data  base.  Indeed,  recent 
analysis  of  1991-92  data  reveals  that  the 
percentage  of  noncitizen  applicants 
confirmed  through  the  primary 
confirmation  process  is  approximately 
70  percent. 

llie  Secretary  disagrees  that  there  is  a 
conflict  between  instructions  given  in 
§  668.132(a)  and  §688.133.  Section 
668.132(a)  states  that  "except  as 
provided  in  §  668.133(a)(l)(ii),"  the 
institution  must  determine  a  student  to 
be  an  eligible  noncitizen  if  the 
institution  receives  an  output  document 
that  confirms  the  student's  immigration 
status.  An  institution  cannot  determine 
a  student  to  be  an  eligible  noncitizen  in 
accordance  with  §  668.132(a)  if  it  has 
conflicting  information  concerning  the 
student's  immigration  status.  Under 
§668.133(a)(l)(ii),  if  the  institution  has 
conflicting  information,  the  institution 
must  obtain,  from  the  applicant, 
documentation  of  immigration  status 
and  submit  that  documentation  to  the 
INS  for  secondary  confirmation. 

Changes:  None. 

Section  668.133    Conditions  Under 
Which  an  Institution  Shall  Require 
Documentatidn  and  Request  Secondary 
Confirmation 

Comments:  Several  commenters 
protested  that  secondary  confirmation  is 
an  INS  enforcement  exercise  that  is 
being  inappropriately  assigned  to 
educational  institutions  and  that 
exchanges  of  data  should  take  place 
only  between  the  student  and  INS.  One 
commenter  questioned  why  the  burden 
of  processing  secondary  confirmation 
requests  should  be  placed  on  the 
institution  when  the  student  can  obtain 
such  information  directly  from  INS  ix 


the  Secretary's  central  processing 
system.  Many  commenters  quesUonwl 
whether  die  problon  of  dtizenship 
fraud  and  ^usa  in  the  Title  IV.  HEA 
programs  is  seriou^  enough  to  warrant 
mandatory  secondary  confirmation. 
Many  others  were  concnmed  that 
secondary  confinnatian  procedures  ais 
administratively  burdensome  and  will 
daisy  processing  of  Title  IV.  HEA 
assistance  for  many  eligible  noncitizen 
students.  Two  commenters  questioned 
why  secondary  confirmatian  is  needed 
whan  the  institution  can  make  a 
reasonable  determination  of  the 
student's  eligibility  using  documeiM 
submitted  by  the  student  Several 
commenters  expressed  their  desire  to 
have  secondary  confirmation  available 
as  an  option  and  to  be  permitted  to 
continue  the  current  practice  of 
determining  noncitizen  eligibility 
through  a  manual  examination  of  the 
student's  immigration-status 
documents.  A  number  of  commenters 
suggested  that  secondary  confinnation 
should  be  required  only  in  cases  of 
conflicting  or  irreconcilable 
documentation.  One  commenter 
suggested  that  institutional  confirmation 
of  a  student's  immigration  status  be 
required  only  once  during  the  student's 
enrollment  at  the  institution.  Another 
commenter  proposed  that,  prior  to 
issuing  final  regulations,  the  Secretary 
should  conduct  a  study  to  compare  the 
costs  and  benefits  of  the  proposed 
regulations.  Another  commenter 
questioned  how  an  output  document 
could  be  incorrect  unless  the  Secretary 
suspects  inadequacies  in  the  INS  data 
base.  One  commenter  questioned 
whether  §  668.133(b)(1)  is  intended  to 
prc^ibit  the  use  of  secondary 
confirmation  to  identify  fraudulent 
documentation  in  cases  where  the 
student  changes  his  response  on  the 
application  from  "eligible  noncitizen" 
to  "U.S.  citizen"  or  "U.S.  national." 

Discussion:  With  regard  to  comments 
concerning  mandatory  use  of  secondary 
confirmation,  the  Sea«tary  no  longer 
has  authority  to  prescribe  regulations 
limiting  use  of  this  process.  Section 
484(h)(4)(B)  of  the  Higher  Education  Act 
of  1965.  as  amended,  now  requires  an 
institution  to  request  secondary 
confirmation  if  a  student's  claim  of 
eligible  noncitizen  status  is  not 
confirmed  using  primary  confirmation 
and  if  that  student  submits  documents 
that  the  institution  determines 
constitute  reasonable  evidence  of  the 
student's  immigration  status. 

The  Secretary  is  carefully  considering 
the  suggestion  of  a  one-time-only 
confirmation  of  the  immigration  status 
of  a  student  during  the  student's 
enrollment  at  a  given  instituticm.  For  the 


1993-94  amtd  year,  the  Secretary  is 
investigating  the  possibla  use  of  an 
automatic  noawal  of  the  primary 
confirmation  maasaga  on  the  output 
documents  of  individuals  having  an 
eligible  nondtizan  status  that  is 
confirmed  using  primary  confirmatioa. 

The  oommantar's  suggestion  that  a 
oost-banafit  analysis  be  undartakan 
before  putting  in  place  these  regulations 
is  well  taken.  The  Secretary  has 
performed  a  recant  analysis,  as  required 
by  the  Compute  Matching  and  Privacy 
Protectian  Act  of  1088,  that  indicatas 
that  the  (^MrBtl<»al  costs  of  this 
computer  match  to  the  Federal 
Government  are  $35,400,  as  compared 
to  $650,000  in  administrative  savings  to 
institutions  that  are  no  longer  raquixad 
to  examine  the  inunigratitHi-status 
documents  o^  70%  of  ncmdtizan 
applicants.  Saocmdary  confirmation  is 
not  monitored  at  the  Federal  level, 
however,  so  the  costs  of  secondary 
confirmation  are  not  factored  into  this 
analysis.  The  Secretary  must  rely  on 
information,  such  as  that  providiad  by 
the  commenters,  to  gain  a  rough 
assessment  of  the  t<^  costs  and 
benefits  of  this  program. 

The  Secretary  disagrees  with  the 
commenter  who  presumes  that  any 
possibility  of  conflicting  information  in 
the  message  on  the  output  docimient  is 
an  indication  that  the  INS  data  base 
used  for  primary  confirmation  is 
inadequate.  The  regulations  recognize 
that  the  immigration  status  of  an 
individual  might  change  and  that 
conflicts  of  information  are  inevitable 
when  either  documentation  or  data  base 
information  becomes  outdated.  Since 
§  668.14(f)  of  the  existing  regulations 
requires  an  institution  to  "identify  and 
resolve  discrepancies  in  the  information 
it  receives  fix>m  diffiarent  sources."  these 
regulations  offer  the  secondary 
confirmation  process  as  a  way  of 
reconciling  these  conflicts. 

The  Secretary  does  not  believe  that 
§  668.133(b)  would  prohibit  an 
institution  from  requesting  secondary 
confirmation  for  a  student  who  changes 
his  or  her  response  on  an  application 
from  "eligible  noncitizen"  to  "U.S. 
citizen"  or  to  "U.S.  national."  If  the 
institution  has  reason  to  believe  the 
student's  dtizenship  claim  is  inccHrect 
or  that  a  student's  dtizenship 
documentation  may  be  fraudulent,  the 
institution  must  obtain  additional 
information  through  secondary 
confirmation.  Fuitherm<M«,  any 
informatioq  related  to  a  false  claim  of 
dtizenship  should  be  referred  to  the 
appropriate  authorities  for  investigation 
in  accordance  with  §  668.14(g). 

Changes:  None. 


3182  Federal  Regirter  /  Vol.  58.  No.  4  /  Thursday.  January  7.  1993  /  Rules  and  Regulations 


Section  668.134    Institutional  Policies 
and  Ftxycedures  for  Requesting 
Documentation  and  Receiving 
Secondary  Confirmation 

Comments:  Several  commentera 
suggested  that  establishing  additional 
pomdes  and  procsdures  is  overly 
burdensome  and  unwarranted.  One 
commenter  questioned  why  institutions 
were  being  required  to  establish  their 
own  {>olides  and  procedures  instead  of 
complying  with  guidelines  already  set 
by  the  Secretary.  Several  others 
commented  that  it  is  unnecessary  to 
have  a  deadline  for  submitting 
documents  and  requested  g\iidance 
concerning  the  actions  to  be  taken  if 
documents  are  submitted  after  the 
deadline  has  passed.  One  commenter 
requested  that  the  Secretary  provide 
institutions  with  sample  explanations  of 
the  needed  documentation.  Another 
commenter  requested  clarification 
concerning  whether  the  phrase  "a  clear 
explanation"  means  that  an  institution 
would  be  required  to  provide 
instructions  to  students  in  their  native 
languages. 

Discussion:  The  Secretary  disagrees 
that  the  reqxiirement  for  institutional 
policies  and  procedures  is  unwarranted 
and  burdensome  or  that  the  Secretary 
should  impose  standard  pohcies  and 
procedures  for  all  institutions.  This 
section  is  similar  to  requirements  set 
forth  in  §  668.53  of  existing  regulations, 
whidi  provides  guidance  to  institutions 
in  establishing  policies  and  procedures 
that  deal  with  verifying  information 
provided  by  a  student  that  is  used  to 
calculate  the  student's  eligibility  for 
financial  aid.  In  the  same  fashion,  the 
Secretary  intends  to  permit  significant 
institutional  discretion  in  designing 
procedures  for  requesting 
documentation  and  confirming  a 
student's  immigration  status.  For 
example,  an  institution  %vill  need  to  give 
a  student  written  instructions  that  are 
clear  and  complete,  but  it  need  not 
interpret  this  provision  as  a  requirement 
for  the  instructions  to  be  provided  in  an 
applicant's  native  language.  By 
requiring  that  an  institution  establish 
written  policies  and  procedures,  the 
Secretary  seeks  to  ensure  that  the 
institution  establishes  each  student's 
immigration  status  and  eligibility  for 
Title  IV  HEA  financial  assistance  in  an 
equitable  and  consistent  manner. 

To  preserve  as  much  institutional 
discretion  as  possible,  the  Secretary  has 
chosen  not  to  set  arbitrary  deadlines  for 
the  submission  of  documents.  Rather, 
the  Secretary  has  created  parameters 
within  whidi  institutions  may  set  their 
own  deadlines.  These  parameters  are 
necessary  because  of  existing  statutory 


requirements  and  practical 
considerations  regarding  the  time 
needed  to  process  Title  IV,  HEA 
applications.  Specifically,  in  accordance 
with  the  Computer  Matching  and 
Privacy  Protection  Act  of  1988.  an 
institution  must  allow  a  student  a 
minimum  of  30  days  to  collect  and 
submit  documentation  to  the  institution 
in  support  of  his  or  her  claim  of  eligible 
nondtizen  status. 

Sample  documentation  of 
immigration  status  already  has  been 
provided  by  the  Secretary  in  Chapter  2 
of  the  Federal  Student  Finandal  Aid 
Handbook,  which  is  published 
annually.  These  regulations  are  not 
introducing  any  changes  in  the 
immigration-status  documents  that 
institutions  examined  in  the  past  to 
determine  nondtizen  eUgibility. 

Changes:  None. 

Section  668.135    Institutional 
Procedures  for  Completing  Secondary 
Confirmation 

Comments:  Several  commenters 
supported  the  procedure.  Many 
commenters,  however,  protested  that 
the  10-business-day  deadline  for 
institutions  to  initiate  secondary 
confirmation  after  receiving 
immigration-status  documentation  from 
the  student  is  imrealistic  during  peak 
workload  periods.  Two  commenters 
questioned  why  the  regulations  require 
institutions  to  comply  with  the  10- 
business-day  deadline  and  only 
"expect"  INS  to  meet  its  10-business- 
day  tumaroimd  time  to  respond  to 
requests  for  secondary  confirmation. 
Two  commenters  questioned  whether 
institutions  are  required  to  initiate 
secondary  confirmation  for  students 
who  applied  to  the  institution  but  have 
not  been  admitted  and  whether  the  10- 
business-day  countdown  should  begin  if 
the  institution  has  received 
immigration-status  documents  for  a 
student  but  no  output  document  for  that 
student.  One  commenter  requested 
guidance  concerning  the  consequences 
if  an  institution  fails  to  meet  the 
deadline  for  submitting  documentation 
to  INS. 

Discussion:  The  Secretary  does  not 
agree  that  10  business  days  is 
insuffident  time  to  complete  the  request 
portion  of  the  G-845  and  to  submit  it  to 
INS.  The  lO-business-day  deadline 
represents  a  balance  between  the  need 
for  suffident  time  to  confirm  and 
authenticate  a  student's  immigration 
status  with  QMS  and  the  need  to  avoid 
undue  delays  in  assistance  to  eligible 
students. 

With  regard  to  the  comment 
concerning  a  double  standard  assigned 
to  INS  and  institutions  in  complying 


with  10-business-day  deadlines,  the 
Secretary  cannot  regulate  another 
Federal  agency,  but  can  enter  into 
agreements  with  another  agency  stating 
that  certain  standards  of  performance 
are  expected  by  both  parties. 
Accordingly,  the  Secretary  has  an 
operational  computer  matching 
agreement  in  which  INS  has  agreed  to 
the  10-business-day  turnaround  time  to 
respond  to  requests  from  institutions  for 
secondary  confirmation. 

The  lO-business-day  deadline  for 
institutional  initiation  of  secondary 
confirmation  after  receiving 
documentation  from  the  student  applies 
whether  or  not  the  student  has  been 
admitted. 

With  regard  to  when  the  10-business- 
day  countdown  begins,  if  the  institution 
receives  immigration-status 
documentation  without  an  output 
document,  an  institution  should  not 
consider  the  10-business-day  period  to 
begin  until  it  has  received  both  the 
student's  immigration-status  documents 
and  the  output  document.  The  output 
document  is  a  required  component  of 
that  documentation  as  it  contains 
important  information  related  to  the 
results  of  primary  confirmation.  The 
requirements  in  §668.135  apply  only 
when  a  student  is  required  to  undergo 
secondary  confirmation.  An  institution 
will  not  be  able  to  determine  whether 
secondary  confirmation  is  mandatory 
until  the  institution  has  received  the 
student's  output  document. 

Institutional  penalties  for  missing  this 
deadline  will  be  consistent  with 
program  review  policy  to  enforce  all 
applicable  reculatory  provisions. 

Changes:  None. 

Section  668.136    Institutional 
Determination  of  Eligibility  That  Are 
Not  Based  on  Primary  Confirmation 

Comments:  One  commenter  suggested 
that  it  invites  abuse  to  have  a  policy 
permitting  institutional  disbursements 
of  Title  rv,  HEA  assistance  prior  to  the 
institution  obtaining  a  response  from 
INS  concerning  secondary  confirmation. 
Several  commenters  were  concerned 
that  the  need  to  track  the  IS-business- 
day  period  subsequent  to  initiation  of 
secondary  confirmation  would  add  to 
institutional  burden.  A  number  of 
commenters  felt  that  any  disbursement 
of  assistance  prior  to  obtaining  a 
response  from  INS  would  place 
potential  liabiUty  on  the  institution  and, 
for  this  reason,  few  institutions  would 
use  this  option.  Several  commenters 
expressed  concern  that  the  preamble's 
statement  that  "an  INS  determination  of 
a  student's  immigration  status  *  *  * 
should  precede  any  decision  by  the 
institution  with  regard  to  the  student's 
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eltgibility  fat  Title  IV,  HEA  assistance" 
would  prevent  the  institution  from 
making  routine  preliminary  decisions 
about  student  eligibility  in  areas  other 
than  immigration  status.  Two 
commenters  suggested  that  the  term 
"sufficient  documentation"  in  proposed 
§  668.136(b)(Z)  be  clarified  as 
"documentation  that,  if  valid. 
demonstrates  that  the  applicant  is  an 
eligible  nondtizen."  One  comments 
suggested  that  to  avoid  delays  to 
students  institutions  should  be  allowed 
to  telephone  INS  when  the  IS-buslness- 
day  period  is  exceeded.  Another 
commenter  suggested  that  the  15- 
business-day  period  be  lengthened  to  20 
or  30  business  days  to  allow  more  time 
forpostal  delivery. 

Discussion:  The  Secretary  does  not 
agree  that  provisions  providing  for 
disbursement  of  assistance  pending 
reoeipt  of  INS  responses  to  secondary 
confirmation  requests  invite  abuse.  An 
institution  will  continue  to  be 
responsible  for  making  certain  that 
noncitizen  applicants  provide 
acceptable  evidence  of  eligible 
noncitizen  status  before  disbursing  Title 
rv.  HEA  assistance. 

The  Secretary  also  wishes  to 
emphasize  that  these  regulations  do  not 
impoee  liabilities  on  institutions  for 
erroneous  grant  payments  or  loan 
disbursements  to  a  student  discovered 
to  be  ineligible  as  a  result  of  secondary 
confirmation  if  the  institutions  can 
show  documented  evidence  of  ■ 
immigration  status  that  meets  the 
requirements  of  §  668.7(a)(4)(ii). 

The  Secretary  believes  that  the  15- 
business-day  limitation  subsequent  to 
initiation  of  secondary  confirmation  is 
necessary  to  prevent  imnecessary  delays 
in  processing  the  student  financial  aid 
applications  of  eligible  noncitizens. 

Contrary  to  one  commenter's  concern, 
the  Secretary's  desire  to  obtain  an  INS 
determination  of  a  student's 
immigration  status  prior  to  the 
institution's  determination  of  eligibility 
doesTiot  prevent  an  institution  from 
engaging  in  an  activity  such  as 
providing  preliminary  estimates  of 
financial  aid  eligibility. 

The  Secretary  disag?«es  with  the 
commenter  who  requested  that  the 
proposed  use  of  the  term  "sufficient 
documentation"  be  changed  to 
"documentation  that,  if  valid, 
demonstrates  that  the  applicant  is  an 
eligible  noncitizen."  "Sufficient" 
indicates  that  the  institution  has  in  its 
possession  documents  with  which  it  is 
able  to  make  a  decision  that  a  student 
satisfies  the  requirements  of 
§  668.7(a)(4)(ii).  The  commenter's 
proposed  revision  presupposes  that  the 
institution  will  determine  the  student  to 


be  eligible  when,  in  fact,  the  institution 
may  determine  that  the  documents  an 
insufficient  to  detwmine  eiigibility  and. 
as  a  resuh.  may  deny  Title  IV.  HEA 
assistance  to  the  student 

The  Secretary  does  not  agree  with  tha 
suggestion  that  institutions  should  be 
allowed  to  telephone  INS  to  obtain 
status  information  when  the  15- 
business-iiay  period  is  exceeded. 
Although  procedures  diSar  somewhat 
among  INS  field  offices,  the  Secretary 
recognizes  that  institutional  access  to 
INS  by  telephone  has  become  more 
limited  in  recent  years  because  of  the 
large  increase  in  immigrants  and  other 
groups  seeking  INS  sarvioea.  Tha 
Secretary  wishes  to  cooperate  with  INS, 
to  the  fullest  extent  possible,  in 
developing  a  more  automated  and 
efficient  means  of  gaining  access  to 
information  than  is  possible  if  the 
institution  must  await  responses  to 
telephone  calls  or  inquiries  by  letter. 

Fmally,  the  Seoretary  does  not  agree 
with  the  suggestion  that  the  15- 
busine«»-day  period  be  lengthened  to  20 
or  30  business  days.  Fifteen  business 
days,  or  three  calendar  weeks,  should  be 
the  maximum  amount  of  time  allowed 
given  INS's  commitment  to  a  10- 
business-day  response  and  the 
Secretary's  desire  not  to  delay  assistance 
to  eligible  noncitizens  undergoing 
secondary  confirmation. 

Changes:  None. 

Section  668.137    Deadlines  for 
Submitting  Documentation  and  the 
Consequences  of  Failure  To  Submit 
Documentation 

Comments:  One  commenter  sought 
clarification  bom  the  Secretary 
concerning  whether  this  section  is 
limited  in  scope  to  immigration-status 
confirmation  or  if  it  has  broader 
application.  Two  commenters 
questioned  the  need  for  an 
institutionally  set  deadline  for  the 
student  to  submit  immigration-status 
documents  to  the  institution,  and  they 
also  questioned  whethw  the  institution 
has  the  right  to  deny  assistance  if  this 
deadline  is  not  met.  Another  commenter 
suggested  that  this  section  is 
inconsistent  with  the  Computer 
Matching  and  Privacy  Protection  Act  of 
1988,  which  requires  a  minimiun  period 
of  time  for  the  student  to  submit 
documents  as  a  way  of  contesting  the 
results  of  the  computer  matching 
program. 

Discussion:  The  Secretary  assures  the 
commenter  seeking  clarification 
regarding  applicability  of  this  section 
that  the  regulations  are  limited  in  scope 
to  institutions  considering  claims  by 
students  to  be  eUgible  noncitizens  imder 
§668.7(a)(4)(ii).  With  regard  to  the  need 


for  an  inarttutkwally  set  daariKna,  tfaa 
Secretary  briiavae  that  the  institution, 
whidi  is  being  given  renonsibility  for 
initiating  secondary  confiimatian 
requests,  also  should  be  given  the 
fkxibihty  for  setting  a  deadline  that  ia 
consistent  mth  its  own  procedures. 

The  Secretary  does  not  agree  writh  the 
commenter  wfaio  expressed  doubt  that 
the  institution  has  authority  to  deny 
assistance  to  an  applicant  «i^m>  does  not 
meet  this  deadline.  The  Secretary  pointy 
out  that  §  668.60  already  has  given  an 
institution  similar  authority  when  an 
applicant  Calls  to  provide  requested 
documentation  with  regard  to 
verification  of  the  student's  appUcation 
data  for  purpoaes  of  calculating  tha 
student's  award. 

The  Secretary  agrees  with  the 
commenter  that  then  is  a  statutory 
requirement  setting  a  minimtim  time 
period  far  the  student  to  submit 
evidence  of  eligible  noncitizen  status;  it 
is  required  by  section  2  of  the  Comptrtar 
Matoiing  and  Privacy  Protection  Act  of 

1988. 

Changes:  Paragraph  (a)  is  revised  to 
allow  the  student  a  minimum  of  30  daya 
from  the  date  the  output  document  ia 
submitted  to  the  institution  to  submit 
documentation  of  eligible  ncHKdtizen 
status  to  the  institution.  Because  this 
revision  conflicts  with  the  remainder  of 
proposed  paragraph  (a)  to  the  extent  that 
the  30-day  period  would  allow  an 
applicant  to  submit  immigration-statua 
documents  after  the  end  of  the  award 
year  or  period  of  enrollment,  the 
Secretary  is  deleting  the  remainder  of 
this  paragraph. 

Section  668.138    Liability 

Comments:  Several  commentera 
-  expressed  coooem  that  this  section 
would  hold  institutions  liable  for 
disbursements  made  as  a  result  of 
eligibility  determinations  that 
subsequently  are  found  to  be  in  error 
after  receipt  of  secondary  confirmation 
responses.  One  commenter  requested 
that  the  Secretary  explain  how  an 
institution  coiild  make  an  error  when 
the  immigration-status  documentation 
satisfies  existing  regulations.  Another 
commenter  suggested  that,  since  the 
institution  would  be  relying  on 
documentation  supplied  by  the  student, 
the  student  should  be  liable  unless  the 
institution  had  reason  to  believe  the 
documents  do  not  support  the  student's 
claim  to  be  an  eligible  noncitizen. 

Discussion:  The  Secretary  agrees  with 
the  coDunenters'  assertions  that  hability 
should  not  be  imposed  on  the 
institution  for  the  institution's 
erroneous  determination  that  a  student 
is  an  eligible  noncitizen  as  long  as  the 
institution  can  justify  a  disbursemem  by 
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showing  documented  evidence  of 
eligible  immigration  status  as  required 
by  §  66«.7(a)(4)(ii).  The  intent  of  this 
section  was  to  impose  liability  on  an 
institution  that  disburses  Tide  IV,  HEA 
assistance  despite  having  immigration- 
status  documentation,  or  an  INS 
response  to  a  secondary  confirmation 
request,  that  does  not  support  the 
student's  eligibility  claim. 

Changes:  Section  668.138(c)(3)  is 
added  to  clarify  the  Secretary's  intent 
concerning  institutional  liability. 

Section  668. 1 39    Recovery  of  Payments 
and  Loan  Disbursements  to  Ineligible 
Students 

Comments:  Two  commenters 
suggested  that  §  668.139(d)  be  rephrased 
to  require  the  institution  to  repay  the 
"ineligible  portion  of  a  loan 
disbursement"  to  the  lender  and  to 
notify  the  guarantee  agency  when  the 
institution  makes  a  disbursement  to  an 
ineligible  student.  These  commenters 
suggested  that  the  Secretary  include 
provisions  authorizing  the  institution  to 
obtain  the  promissory  note  for  the 
purpose  of  loan  collection  and  that  the 
Secretary  should  address  repayment  of 
interest  and  special  allowances  paid  on 
the  "ineligible  portion."  One 
commenter  proposed  that  for  Federal 
PLUS  loans  institutions  should  be 
permitted  to  accept  a  statement  attesting 
to  the  eligible  nondtizen  status  of  the 
parent  of  an  eligible  noncitizen 
applicant.  Another  commenter 
requested  clarification  about  whether 
loans  to  ineligible  students  could  be 
reinsured  as  exempt  claims  as  provided 
in  S  682.405(a)(2). 

Discussion:  The  Secretary  does  not 
agree  that  §668. 139(d)  should  be 
revised  to  assign  institutions  the 
responsibility  for  repaying  the 
"ineligible  portion"  of  a  Federal 
Stafford.  Federal  SLS,  or  Federal  PLUS 
loan  to  the  lender.  An  institutional 
determination  of  a  student's  eligible 
noncitizen  status  affects  the  student's 
eligibility  for  all  Title  IV.  HEA 
assistance.  The  student  will  be  liable  for 
repayment  of  the  entire  disbursement 
should  the  institution's  determination  of 
eligibility  prove  to  be  in  error.  Any 
discussion  of  repayment  of  a  portion  of 
the  disbursement  is  not  relevant  in  this 
situation. 

The  comments  with  regard  to 
guarantee  agency  notification  and 
refunds  of  interee*  and  special 
allowances  are  valid  comments  and 
should  be  addressed  within  the  context 
of  all  recipients  of  Title  IV.  HEA 
assistance  who  subsequently  are 
determined  to  be  ineligible.  Noncitizens 
represent  only  small  Action  of  the 
population  that  might  be  affected. 


The  Secretary  does  not  agree  that 
statements  of  eligible  noncitizen  status 
from  Federal  PLUS  loan  parents  should 
be  accepted  in  lieu  of  actual  INS 
immigration-status  documents  and 
believes  that  such  statements  do  not 
provide  satisfactory  evidence  of 
immigration  status. 

With  regard  to  the  comment 
concerning  reinsurability.  the  Secretary 
holds  the  position  that  the  amount  of 
the  disbursement  to  an  ineligible 
student  is  not  reinsured. 

Changes:  Paragraph  (d)  is  revised  to 
insert  "repay"  in  place  of  "restore." 

Waiver  of  Propoeed  Rulemaking 

In  accordance  with  section 
431(b)(2)(A)  of  the  General  Education 
Provisions  Act  (20  U.S.C.  1232(b)(2)(A)) 
and  the  Administrative  Procedure  Act  (5 
U.S.C.  553),  it  is  the  practice  of  the 
Secretary  to  offer  interested  parties  the 
opportunity  to  comment  on  proposed 
regulations.  Most  of  the  changes  in  these 
final  regulations  were  published  for 
public  comment  on  April  29, 1991  at  56 
FR  19782.  However,  some  of  these 
changes  are  needed  to  conform  the 
regulations  to  statutory  changes  made 
by  Public  Law  102-325,  and  public 
comment  would  have  no  effect  on  the 
content  of  these  changes.  Therefore,  the 
Secretary  has  determined  that 
publication  of  a  proposed  rule  is 
unnecessary  and  contrary  to  the  public 
interest  under  5  U.S.C.  553(b)(B). 

Executive  Order  12291 

These  regulations  have  been  reviewed 
in  accordance  with  Executive  Order 
12291.  They  are  not  classified  as  major 
because  they  do  not  meet  the  criteria  for 
major  regulations  established  in  the 
order. 

Assessment  of  Educational  Impact 

In  the  notice  of  proposed  rulemaking, 
the  Secretary  requested  comments  on 
whether  the  proposed  regulations  would 
require  transmission  of  information  that 
is  being  gathered  by  or  is  available  from 
any  other  agency  or  authority  of  the 
United  States. 

Based  on  the  response  to  the  proposed 
rules  and  on  its  own  review,  the 
Department  has  determined  that  the 
regulations  in  this  docimient  do  not 
require  transmission  of  information  that 
is  being  gathered  by  or  is  available  from 
any  other  agency  or  authority  of  the 
United  States. 

List  of  Subjecto  in  34  CFR  Part  668 

Administrative  practice  and 
procedure.  Colleges  and  universities. 
Consumer  protection,  Education,  Grant 
programs--education.  Loan  programs — 


education.  Reporting  and  recordkeeping 
requirements.  Student  aid. 
Dated:  December  30. 1992. 
Lamar  Alexander, 
Secretary  of  Education. 
(Catalog  of  Federal  Domestic  Assistance 
Numbers:  Supplemental  Educational 
Opportunity  Grant  Program,  84.007;  Stafford 
Loan  Program.  84.032;  College  Work-Study 
Program,  84.033;  Perkins  Loan  Program, 
84.038;  Income  Contingent  Loan  Program. 
84.226;  Pell  Grant  Pro-am.  84.063;  State 
Student  Incentive  Grant  Program,  84.069) 

The  Secretary  amends  part  668  of  title 
34  of  the  Code  of  Federal  Regulations  by 
adding  a  new  Subpart  I  to  read  as 
follows: 

PART  668--STU0ENT  ASSISTANCE 
GENERAL  PROVISIONS 


Subpart  I— Immigration-Status  Confirmation 

668.130  General. 

668.131  Dermitions. 

668.132  Institutional  determinations  of 
eligibility  based  on  primary 
confirmation. 

668.133  Conditions  under  which  an 
institution  shall  require  documentation 
and  request  secondary  confirmation. 

668.134  InsUtutional  policies  and 
procedures  for  requesting  documentation 
and  receiving  secondary  confirmation. 

668.135  Institutional  procedures  for 
completing  secondary  confirmation. 

668.136  Institutional  determinations  of 
eligibility  based  on  INS  responses  to 
secondary  confirmation  requests. 

668.137  Deadlines  for  submitting 
documentation  and  the  consequences  of 
failure  to  submit  documentation. 

668.138  Liability. 

668.139  Recovery  of  payments  and  loan 
disbursements  to  ineligible  students. 

Authority:  20  U.S.C.  1091, 1092,  and  1094. 
unless  otherwise  noted. 


Subpart  K— Immigration-Status 
Confirmation 

§668.130    QenkraL 

(a)  Scope  and  purpose.  The 
regulations  in  this  subpart  govern  the 
responsibilities  of  institutions  and 
students  in  determining  the  eligibility  of 
those  noncitizen  applicants  for  Title  IV, 
HEA  assistance  who  must,  under 
§668.7(a)(4)(ii).  produce  evidence  from 
the  United  States  Immigration  and 
Naturalization  Service  (INS)  that  they 
are  permanent  residents  of  the  United 
States  or  in  the  United  States  for  other 
than  a  temporary  purpose  with  the 
intention  of  becoming  citizens  or 
permanent  residents. 

(b)  Student  responsibility.  At  the 
request  of  the  Secretary  or  the 
institution  at  which  an  applicant  for 
Title  IV,  HEA  financial  assistance  is 
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enrolled  or  accepted  for  enrollment,  an 
applicant  who  asserts  eligibiUty  under 
§  668.7(a)(4)(ii)  shall  provide 
documentation  firom  the  INS  of 
immigration  status. 
(Authority:  20  U.S.C  1091. 1094) 

S668.131    Definitions. 

The  following  definitions  apply  to 
this  subpart: 

Eligible  noncitizen:  An  individual 
possessing  an  immigration  status  that 
meets  the  requirements  of 
§668.7(aK4)(ii). 

Immigration  status:  The  status 
conferred  on  a  noncitizen  under  the 
Immigration  and  Nationality  Act  of 
1952.  as  amended.  8  U.S.C.  1182. 

Output  document:  The  Student  Aid 
Report  (SAR).  Electronic  Student  Aid 
Report  (ESAR),  other  document,  or 
automated  data  generated  by  the 
Department  of  Education's  central 
processing  system  as  the  result  of 
processing  the  data  provided  in  an 
Application  for  Federal  Student  Aid  or 
multiple  data  entry  apphcation. 

Primary  confirmation:  A  process  by 
which  the  Secretary,  by  means  of  a 
matching  program  conducted  with  the 
INS,  compares  the  information 
contained  in  an  Application  for  Federal 
Student  Aid  or  a  multiple  data  entry 
application  regarding  the  immigration 
status  of  a  noncitizen  applicant  for  Title 
IV.  HEA  assistance  with  records  of  that 
status  maintained  by  the  INS  in  its 
Alien  Status  Verification  Index  (ASVI) 
system  for  the  purpose  of  determining 
whether  a  student's  immigration  status 
meets  the  requirements  of 
§668.7(a)(4)(ii)  and  reports  the  results  of 
this  comparison  on  an  output 
document. 

Secondary  confirmation:  A  process  by 
which  the  INS,  in  response  to  the 
submission  of  INS  Document 
Verification  Form  G-845  by  an 
institution,  searches  pertinent  paper  and 
automated  INS  files,  other  than  the 
ASVI  database,  for  the  purpose  of 
determining  a  student's  immigration 
status  and  the  validity  of  the  submitted 
INS  documents,  and  reports  the  results 
of  this  search  to  the  institution. 
(Authority:  20  U.S.C.  1091) 

{668.132    Institutional  determinations  Of 
eligibility  based  on  primary  confirmation. 

(a)  Except  as  provided  in 
§668.133{a)(l)(ii),  the  institution  shall 
determine  a  student  to  be  an  eligible 
noncitizen  if  the  institution  receives  an 
output  document  for  that  student 
establishing  that — 

(1)  The  INS  has  confirmed  the 
student's  immigration  status;  and 


(2)  The  student's  immigration  status 
meets  the  noncitizen  eligibility 
requirements  of  §  668.7(a)(4)(ii). 

(b)  If  an  institution  determines  a 
student  to  be  an  eUgible  noncitizen  in 
accordance  with  paragraph  (a)  of  this 
section,  the  institution  may  not  require 
the  student  to  produce  the 
documentation  otherwise  required 
under  §668.7(a)(4)(ii). 

(Authority:  20  U.S.Q  1091. 1094) 

1668.133    Conditions  under  which  an 
Institution  shall  require  documentation  and 
request  secondary  confirmation. 

(a)  General  requirements.  Except  as 
provided  in  paragraph  Cb)  of  this 
section,  an  institution  shall  require  the 
student  to  produce  the  documentation 
required  under  §  668.7(a)(4)(ii)  and 
request  the  INS  to  perform  secondary 
confirmation  for  a  student  claiming 
eligibility  under  §  668.7{a)(4)(ii),  in 
accordance  with  the  procedures  set 
forth  in  §668.135,  if— 

(1)  The  institution — 

(i)  Receives  an  output  document 
indicating  that  the  student  must  orovide 
the  institution  with  evidence  of  the 
student's  immigration  status  required 
under  §668.7(a)(4)(ii);  or 

(ii)  Receives  an  output  document  that 
satisfies  the  requirements  of  §  668.132(a) 
(1)  and  (2),  but  the  institution— 

(A)  Has  documentation  that  conflicts 
with  immigration-status  documents 
submitted  by  the  student  or  the 
immigration  status  reported  on  the 
output  document;  or 

(B)  Has  reason  to  believe  that  the 
immigration  status  reported  by  the 
student  or  on  the  output  document  is 
incorrect;  and 

(2)  The  institution  determines  that  the 
immigration-status  documents 
submitted  by  the  student  constitute 
reasonable  evidence  of  the  student's 
claim  to  be  an  eligible  noncitizen. 

(b)  Exclusions  from  secondary 
confirmation.  An  institution  may  not 
require  the  student  to  produce  the 
documentation  required  under 
§  668.7(a}(4)(ii)  and  may  not  request  that 
INS  perform  secondary  confirmation, 
if— 

(1)  The  student— 

(i)  Demonstrates  U.S.  citizen  or 
national  status;  or 

(ii)  Demonstrates  eligibility  imder  the 
provisions  of  §  668.7(a)(4)  (iii)  or  (iv); 
and 

(2)  The  institution  does  not  have 
conflicting  documentation  or  reason  to 
believe  that  the  student's  claim  of 
citizenship  or  immigration  status  is 
incorrect. 

(Authority:  20  U.S.C.  1091, 1094J 


1668.134    Institutional  policies  and 
proosdurss  for  requesting  documsntatlon 
and  reeeMnB  secondary  confirmation. 

(a)  An  institution  shall  establish  and 
use  written  policies  and  procedures  for 
requesting  proof  and  seciuing 
confirmation  of  the  immigration  status 
of  applicants  for  Title  IV.  HEA  student 
financial  assistance  who  claim  to  meet 
the  eUgibility  requirements  of 
§  668.7(a)(4)(ii).  These  poUcies  and 
procedures  must  include — 

(1)  Providing  the  student  a  deadline 
by  which  to  provide  the  documentation 
that  the  student  wishes  to  have 
considered  to  support  the  claim  that  the 
student  meets  the  requirements  of 
§668.7(a)(4)(ii); 

(2)  Providing  to  the  student 
information  concerning  the 
consequences  of  a  failure  to  provide  the 
documentation  by  the  deadUne  set  by 
the  institution;  and 

(3)  Providing  that  the  institution  will 
not  make  a  determination  that  the 
student  is  not  an  eUgible  noncitizen 
until  the  institution  has  provided  the 
student  the  opportunity  to  submit  the 
documentation  in  support  of  the 
student's  claim  of  eUgibiUty  under 
§668.7(a)(4)(ii). 

(b)  An  institution  shall  furnish,  in 
writing,  to  each  student  required  to 
undergo  secondary  confirmation — 

(1)  A  clear  explanation  of  the 
documentation  the  student  must  submit 
as  evidence  that  the  student  satisfies  the 
requirements  of  §  668.7(a)(4)(ii);  and 

(2)  A  clear  explanation  of  the 
student's  responsibilities  with  respect  to 
the  student's  compliance  with 

§  668.7(a)(4)(ii),  including  the  deadlines 

for  completing  any  action  required 

imder  this  subpart  and  the 

consequences  of  faiUng  to  complete  any 

required  action,  as  specified  in 

§668.137. 

(Authority:  20  U.S.C.  1091, 1092, 1094) 

{668.135    InstHutionsI  procedures  for 
completing  secondary  confirmation. 

Within  10  business  days  after  an 
institution  receives  the  documentary 
evidence  of  immigration  status 
submitted  by  a  student  required  to 
undergo  secondary  confirmation,  the 
institution  shall — 

(a)  Complete  the  request  portion  of 
the  INS  Document  Verification  Request 
Form  G-845; 

(b)  Copy  front  and  back  sides  of  all 
immigration-status  documents  received 
from  the  student  and  attach  copies  to 
the  Form  G-845;  and 

(c)  Submit  Form  G-645  and 
attachments  to  the  INS  District  Office. 

(Authority:  20  U.S.C  1091. 1094) 
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(«)  Except  M  provided  in  pangiaphs 
(b]  Mid  (c)  of  this  aection.  an  institution 
that  has  requested  sacondaiy 
confirmation  under  S  668.133(a]  shall 
make  its  determination  concerning  a 
student's  eligihility  under 
§  668.7(a)(4)(ii)  hy  relying  on  the  INS 
response  to  the  Form  G-845. 

(b)  An  institution  shall  make  its 
determination  concerning  a  student's 
eU{^iUty  under  §  668.7(aM4)(ii) 
pending  the  institution's  receipt  of  an 
INS  response  to  the  institution's  Form 
G-845  request  concerning  that  student, 
if— 

(1)  The  institution  has  given  the 
student  an  opportxuiity  to  submit 
documents  to  the  institution  to  support 
the  student's  claim  to  be  an  eligible 
iiondtixen: 

(2)  The  institution  possesses  sufficient 
documeotation  conoeming  a  student's 
immigration  status  to  make  that 
determination; 

(3)  At  least  15  business  days  have 
elafMed  from  the  date  that  the 
instituticm  sent  the  Form  G-845  request 
to  the  INS: 

(4)  The  institution  has  no 
doatmentation  that  conflicts  with  the 
immigration-status  documentation 
submitted  by  the  student;  and 

(5)  The  institution  has  no  reason  to 
believe  that  the  immigration  status 
reported  by  the  applicant  is  incorrect. 

(c)  An  institution  shall  establish  and 
use  policies  and  procedures  to  ensure 
Lhat.  if  the  institution  has  disbursed  or 
released  Title  IV,  HEA  funds  to  the 
student  in  the  award  year  or  employed 
the  student  under  the  Federal  Work- 
Study  Program,  and  the  institution 
determines,  in  reliance  on  the  INS 
response  to  the  institution's  request  for 
secondary  confirmation  regarding  that 
student,  that  the  student  was  in  fact  not 
an  eligible  nondtizan  during  that  award 
year,  the  institution  provides  the 
student  with  notice  of  the  institution's 
determination,  an  opportunity  to  contest 
the  institution's  determination,  and 
notice  of  the  institution's  final 
determination. 

(Authority:  20  U.S£.  1091 ,  1094) 

S  668.137    DeadHnaafofaubimMing 
documanlalten  anrf  8ia  eenaaquaneea  of 
failure  to  submit  documamalioii. 

(a)  A  student  shall  submit  before  a 
deadline  specified  by  the  institution  all 
documentation  the  student  «vishes  to 


have  considered  to  support  a  claim  that 
the  student  meets  the  requirements  of 
S  668.7(a)(4Xii).  The  daadiins,  set  by  the 
institution,  must  be  not  less  than  30 
days  from  the  data  the  institution 
receivas  the  student's  output  document. 

(b)  If  a  student  fails  to  submit  the 
documentation  by  the  deadline 
established  in  accordance  with 
paragraph  (a)  of  this  section,  the 
institution  may  not  disburse  to  the 
student,  or  certify  the  student  as  eligible 
for,  any  Title  IV.  HEA  program  funds  for 
that  period  of  anrollmant  or  award  year, 
employ  the  student  under  the  Fadatal 
Work-Study  Program:  or  certify  a 
Federal  Stafford,  Federal  PLUS,  or 
Federal  SLS  loan  apphcation  for  the 
student  for  that  period  of  enrollment. 

(Authority:  20  U.S.C  1081. 1094) 

1668.138    UabHHy. 

(a)  A  student  is  liable  for  any  SSIG. 
Federal  SEOG.  or  Federal  Pell  Grant 
payment  and  for  any  Federal  Stafford, 
Federal  SLS,  or  Federal  Perkins  loan 
made  to  him  or  her  if  the  student  was 
ineligible  for  the  Title  IV,  HEA 
assistance. 

(b)  A  Federal  PLUS  loan  borrower  is 
liable  for  any  Federal  PLUS  loan  made 
to  him  or  her  on  behalf  of  an  ineligible 
student 

(c)  The  Secretary  does  not  take  any 
action  against  an  institution  with 
respect  to  an  error  in  the  institution's 
determination  that  a  student  is  an 
eligible  noncitizen  if,  in  making  that 
determination,  the  institution  followed 
the  provisions  in  this  subpart  and  relied 
on — 

(1)  An  output  document  for  that 
student  indicating  that  the  INS  has 
confirmed  that  the  student's 
immigration  status  meets  the  eligibility 
requirements  for  Title  IV,  HEA 
assistance: 

(2)  An  INS  determination  of  the 
student's  immigration  status  and  the 
authenticity  of  the  student's 
immigration  documents  provided  in 
response  to  the  institution's  request  for 
secondary  confirmation;  or 

(3)  Immigration-status  documents 
submitted  by  the  student  and  the 
institution  did  not  have  reason  to 
believe  that  the  documents  did  not 
support  the  student's  claim  to  be  an 
eligible  noncitizen. 

(d)  Except  as  provided  in  paragraph 
(c)  of  this  section,  if  an  institution 
makes  an  error  in  its  determination  that 
a  student  is  an  eligible  noncitizen,  the 


institution  is  liable  for  any  Titla  IV. 
HEA  disbursements  made  to  this 
student  during  the  award  year  or  period 
of  enrollment  for  which  the  student 
applied  for  Title  IV,  HEA  assistance. 

(Authority:  20  U.S.C.  1091, 1094) 


1668.139    RaoovaryoT 

itokMiWtaU 


(a)  If  an  institution  makes  a  payment 
of  a  grant  or  a  disbursement  of  a  Federal 
Perkins  loan  to  an  ineligible  student  for 
which  it  is  not  liable  in  accordance  with 
S  668.138.  it  shall  assist  the  Secretary  in 
recovering  the  fundsJby — 

(1)  Making  a  reasonable  effort  to 
contact  the  student;  and 

(2)  Making  a  reasonable  effort  to 
collect  the  payment  or  Federal  Perkins 
loan. 

(b)  If  an  institution  causes  a  Federal 
Stafford,  Federal  SLS.  or  Federal  PLUS 
loan  to  be  disbursed  to  an  ineligible 
student  or  Federal  PLUS  loan  bOTrower 
for  which  it  is  not  liable  in  accordance 
with  §  668.138,  it  shall  assist  the 
Secretary  in  recovering  the  funds  by 
notifying  the  lender  that  the  student  has 
failed  to  establish  eligibility  under  the 
requirements  of  §  682.201(d). 

(c)  If  an  institution  is  liable  for  a 
payment  of  a  grant  or  Federal  Perkins 
loan  to  an  ineligible  student,  the 
institution  shall  restore  the  amoimt 
equal  to  the  payment  or  di^ursement  to 
the  institution's  Federal  Perkins  loan 
fund  or  Federal  Pell  Grant,  Federal 
SEOG,  or  SSIG  amount,  even  if  the 
institution  cannot  collect  the  pajrment 
or  disbursement  from  the  student 

(d)  If  an  institution  is  liable  for  a 
Federal  Stafford,  Federal  SLS.  or 
Federal  PLUS  loan  disbursement  to  an 
ineligible  student,  the  institution  shall 
repay  an  amount  equal  to  the 
disbursement  to  the  Federal  Stafford, 
Federal  SLS.  or  Federal  PLUS  lender 
and  provide  written  notice  to  the 
borrower. 

(Authority:  20  U.S.C.  1091, 1094) 

[FR  Doc.  93-134  Filed  1-6-93;  8:45  amj 
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DEPARTMENT  OF  EDUCATION 

34CFRPaft99 
RtN1880-AA54 

Family  Educational  RIgMs  and  Privacy 

agency:  Department  of  Education. 
ACTXM:  Final  regulations. 


SUMMARY:  The  Secretary  amends  the 
regulations  for  the  Family  Educational 
Rights  and  Privacy  Act  (FERPA).  These 
amendments  are  needed  to  implement  a 
disclosure  provision  of  the  Crime 
Awareness  and  Campus  Seouity  Act  of 
1990.  Additionally,  the  amendments  are 
needed  to  (1)  reflect  a  change  in  the 
enforcement  provisions  of  the  existing 
regulations,  including  designation  of  a 
new  review  authority;  and  (2) 
incorporate  a  number  of  technical 
amendments.  The  principal  change 
resulting  from  these  regulations  is 
establishment  of  another  condition 
under  which  an  institution  of 
postsecondary  education  may,  without 
prior  consent,  disclose  information  from 
an  education  record. 
EFFECTIVE  DATE:  These  regulations  take 
effect  either  45  days  after  publication  in 
the  Federal  Register  or  later  if  the 
Congress  takes  certain  adjournments.  If 
you  want  to  know  the  effective  date  of 
these  regulations,  call  or  write  the 
Department  of  Education  contact 
person.  A  document  announcing  the 
effective  date  will  be  published  in  the 
Federal  Register. 

FOR  FURTHER  MF0RMAT10N  CONTACT: 
Ellen  Campbell,  Family  Policy 
Compliance  Office.  Office  of  Human 
Resources  and  Administration.  U.S. 
Departmeat  of  Educetion,  400  Maryland 
Avenue,  SW..  Washington.  DC  20202- 
4605.  Telephone:  (202)  732-1807. 
Individuals  who  are  hearing  impaired 
may  call  the  Federal  Dual  Party  Relay 
Service  at  1-800-877-8339  (in  the 
Washington.  DC  202  area  code, 
telephone  708-9300)  between  8  a.m. 
and  7  p.m.,  Eastern  time. 
SU(>PLEMENTARY  MFORMATION:  The 
currant  FERPA  regulations  allow 
educational  agencies  and  institutions  to 
disclose  personally  identifiable 
information  from  a  student's  education 
records  without  the  student's  consent 
only  imder  certain  conditions.  These 
final  regulations  allow  institutions  of 
postsecondary  education  to  disclose  the 
results  of  a  disciplinary  proceeding 
conducted  by  the  institution  against  an 
alleged  perpetrator  of  a  crime  of 
violence  to  the  alleged  victim  of  that 
crime  without  the  prior  vrritten  consent 
of  the  alleged  perpetrator.  This  new 
condition  was  created  by  section  203  of 


the  CriflM  Awareness  and  Camptis 
Security  Act  of  1090  (Public  Lew  101- 
542.  title  n,  section  203;  20  U.S.C 
1232g(b)(6)),  which  amended  FERPA  to 
allow  for  this  disclosure. 

Additionally,  these  final  ragulatkns 
reflect  changes  in  the  enforcement 
provisions  under  34  CFR  part  90, 
subpart  E.  Specifically.  FERPA  provides 
that  the  Secretary  shall  desigoata  a 
review  board  within  the  Depettment  ttx 
the  piupose  of  reviewing  and 
adjudicating  violations  of  FERPA.  In  the 
current  regulations,  the  Education 
Appeal  Board  (EAB)  serves  as  the 
designated  review  board.  Bacaiise  the 
EAB  is  being  phased  out.  the  Secretary 
designates  the  Office  of  Administrative 
Law  Judges  to  act  as  the  review  board 
for  the  purpose  of  reviewing  and 
adjudicating  under  FERPA. 

Further,  several  amendments  are 
included  in  these  final  regtiiations  for 
reasons  of  clarification.  A  change  has 
been  made  to  the  provision  that 
describes  the  conditions  under  whidi 
an  educational  agency  or  instituUcm 
must  obtain  prior  consent  in  order  to 
disclose  information.  The  change  will 
allow  an  educational  agency  or 
institution  to  disclose  information  from 
a  student's  education  records  if  the 
parent  or  eligible  student  has  provided 
written  consent  to  the  party  seeking 
access  to  the  records,  rather  than  require 
that  the  educational  agency  or 
Instituting  obtain  written  conseat 
directly  from  the  parent  or  eligible 
student 

These  final  regulations  also  include  a 
definition  of  wlut  is  considered  to  be  a 
"timely  oomplaiDt"  of  an  alleged 
violation  of  FERPA.  Historically,  the 
ofpcf  designated  to  administer  FEKPA 
has  had  to  determine  on  a  case-by-case 
basis  what  it  considered  to  be  a  "timely 
complaint."  Based  on  this  historical 
experience  and  comparison  with  similar 
limitation  periods  for  filing  complaints, 
the  Secretary  has  determined  that  a 
complaint  brought  within  180  days  of 
the  alleged  violation  should  be 
considered  timely. 

On  August  11, 1992.  at  57  FR  35964 
the  Secretary  published  a  notice  of 
proposed  rulemaking  (NPRM).  Except 
for  minor  technical  revisions,  there  are 
no  differences  between  the  NPRM  and 
these  final  regulations. 

Public  Comment 

In  the  NPRM  the  Secretary  invited 
comments  on  the  proposed  regulathms. 
Two  parties  submitted  comments 
endoraing  the  proposed  regulations.  The 
only  substantive  comment  the  Sacntary 
received  suggested  a  change  the 
Secretary  is  not  legally  authorized  to 


make  under  the  applicable  statutory 
authority. 

Executive  Order  12201 

These  regulations  have  been  reviewed 
In  accordance  with  Executive  Order 
12291.  They  are  not  classified  as  major 
because  they  do  not  meet  the  criteria  for 
major  regulations  established  in  the 
order. 

Paperwork  Reduction  Act  of  1980 

These  regulations  have  been 
examined  under  the  Paperwork 
Reduction  Act  of  1980  and  have  been 
found  to  contain  no  information 
collection  requirements. 

Aisiiimmif  of  Educational  Impact 

In  the  NPRM.  the  Secretary  requested 
comments  on  whether  the  proposed 
regulations  would  require  transmission 
of  information  that  is  being  gathered  by 
or  is  available  from  any  other  agency  or 
authority  of  the  United  States. 

Based  on  the  response  to  the  proposed 
rules  and  on  its  own  review,  the 
Department  has  determined  that  the 
regulations  in  this  docviment  do  not 
require  transmission  of  information  that 
is  being  gathered  by  or  is  available  from 
any  other  agency  or  authority  of  the 
United  States. 

List  of  Subiects  in  34  CFR  Fait  90 

Administrative  practice  and 
procedure.  Education,  Family 
educational  rights,  Parents,  Privacy, 
Reporting  and  recordkeeping 
requirements,  Students. 

Dated:  December  18, 1992. 
Lanur  Alexander. 
Secretary  of  Education. 
(Catalog  of  Federal  Domestic  Assistance 
Number  does  not  apply.) 

The  Secretary  amends  part  99  of  title 
34  of  the  Code  of  Federal  Regulations  as 
follows: 

PART  90-FAMILY  EDUCATIONAL 
RIGHTS  AND  PRIVACY 

1.  The  authority  citation  for  part  90  is 
revised  to  read  as  follows: 

AaAnrity:  20  U.S.C  1232g.  unless 
otherwise  noted. 

2.  Section  99.5  is  amended  tty  revising 
the  section  heading  to  read  as  follows: 

199.5    What  are  ttta  rights  of  students? 


199.6    [Amended] 

3.  In  §  99.6.  paragraph  (a)(5)  is 
amended  by  removing  "maintained" 
and  adding,  in  its  place,  "maintained". 

4.  Section  99.30  is  amended  by 
revising  the  section  heading  and 
paragraph  (a)  to  read  as  follows: 
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{99.30    Undar  what  condMoiM  Is  prior 
conMTit  r*qiiir*d  to  ditdoM  Information? 

(a)  The  parent  or  eligible  student  shall 
provide  a  signed  and  dated  written 
consent  before  an  educational  agency  or 
institution  discloses  personaUy 
identifiable  information  from  die 
student's  education  records,  except  as 
provided  in  §  99.31. 
•        •        •        *        • 

5.  Section  99.31  is  amended  by 
adding  a  new  paragraph  (a){13),  revising 
paragraph  (b),  and  revising  the  authority 
citation  to  read  as  follows: 

I99J1    Under  what  eondltiona  la  prior 
content  not  raquirad  to  diactoaa 
Information? 

(a)  •  *  • 

(13)  The  disclosiire  is  to  an  alleged 
victim  of  any  crime  of  violence,  as  that 
term  is  defined  in  section  16  of  title  18, 
United  States  Ckxie,  of  the  results  of  any 
disciplinary  proceeding  conducted  by 
an  institution  of  postsecondary 
education  against  the  alleged 
perpetrator  of  that  crime  with  respect  to 
thatcrime. 

(b)  This  section  does  not  forbid  an 
educational  agency  or  institution  to 
disclose,  nor  does  it  require  an 
educational  agency  or  institution  to 
disclose,  personally  identifiable 
information  from  the  education  records 
of  a  student  to  any  parties  imder 
paragraphs  (a)(1)  through  (11)  and  (13) 
of  this  section. 

(Authority:  20  U.S.C.  1232g{aK5KA).  (bMl). 
(b)(2)(B)  and  (b)(6)) 

6.  Section  99.60  is  amended  by 
revising  the  heading  and  paragraphs  (a) 
and  (c)  to  read  as  follows: 

§99.60  WtMt  functiona  has  the  Sacratary 
detasatad  to  tha  Offica  and  to  tha  Offloa  of 
Adminiatrativa  l.aw  Judgaa? 

(a)  For  the  purposes  of  this  subpart, 
"Office"  means  the  Family  Policy 


Compliance  Office,  U.S.  Department  of 
Education. 

•       •       •       •       • 

(c)  The  Secretary  designates  the  Office 
of  Administrative  Law  Judges  to  act  as 
the  Review  Board  required  under  the    - 
Act  to  enforce  the  Act  with  respect  to  all 
applicable  programs.  The  term 
"applicable  program"  is  defined  in 
section  400  of  the  General  Education 
Provisions  Act 

7.  Section  99.63  is  revised  to  read  as 
follows: 

I99J3    Whara  ara  eomplainta  fttad? 

A  person  may  file  a  written  complaint 
with  the  Office  regarding  an  alleged 
violation  under  the  Act  and  this  part, 
llie  Office's  address  is:  Family  Policy 
Compliance  Office,  U.  S.  Department  of 
Education,  Washington,  D.C.  20202- 
4605. 
(Authority:  20  U.S.C.  1232g(g)) 

8.  Section  99.64  is  amended  by 
adding  new  paragraplis  (c)  and  (d)  to 
read  as  follows: 

{99.64    What  la  the  complaint  procadura? 

•        •        *        *        • 

(c)  A  timely  complaint  is  defined  as 
an  allegation  of  a  violation  of  the  Act 
that  is  submitted  to  the  Office  within 
180  days  of  the  date  of  the  alleged 
violation  or  of  the  date  that  the 
complainant  knew  or  reasonably  should 
have  Icnown  of  the  alleged  violation. 

(d)  The  Office  extends  the  time  limit 
in  this  section  if  the  complainant  shows 
that  he  or  she  was  prevented  by 
circumstances  beyond  the 
complainant's  control  from  submitting 
the  matter  within  the  time  limit,  or  for 
other  reasons  considered  sufficient  by 
the  Office. 

9.  Section  99.65  is  revised  to  read  as 
follows: 


(99.65    WhatlathaeontantoftttaneUoaal 
complaint  laauad  by  tha  OMea? 

(a)  The  Office  notifies  the 
complainant  and  the  educational  agoacy. 
or  institution  in  writing  if  it  initiates  an 
investigation  of  a  complaint  under 

§  99.64|b).  The  notice  to  the  educational 
agency  or  institution — 

(1)  Includes  the  substance  of  the 
alleged  violation;  and 

(2)  Asks  the  agency  or  institution  to 
submit  a  written  response  to  tha 
complaint. 

(b)  The  Office  notifies  the 
complainant  if  it  does  not  initiate  an 
investigation  of  a  complaint  because  the 
complaint  fails  to  meet  the  requirements 
of  §99.64. 

(Authority:  20  U.S.C  1232g(g)) 

10.  Section  99.67  is  amended  by 
revising  paragraph  (a)  and  the  authority 
citation  to  read  as  follows: 

{99.67    How  doaa  tha  Sacratary  enforce 
dadalorts? 

(a)  If  the  educational  agency  or 
institution  does  not  comply  during  the 
period  of  time  set  under  §  99.66(c),  the 
Secretary  may,  in  accordance  with  part 
E  of  the  General  Education  Provisions 
Act— 

(1)  Withhold  further  payments  under 
any  applicable  program; 

(2)  Issue  a  compliant  to  compel 
compliance  through  a  cease-and-desist 
order;  or 

(3)  Terminate  eligibility  to  receive 
funding  under  any  applicable  program. 
•        •        •        •        • 

(Authority:  20  U.S.C  1232g(f):  20  U.S.C 

1234) 
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DEPARTMENT  OF  TRANSPORTATION 

Fadaral  Aviation  Administration 

(DodMt  No.  27026;  Notkw  No.  92-16A1 

RIN2120-AE77 

Exploslva  Datoctlon  Systems 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Proposed  Criteria  for 
Certification;  extension  of  comment 
period^ 

SUMMARY:  This  document  annoimces  an 
extension  of  the  comment  period  on 
Notice  92-16  entitled,  "Explosive 
Detection  Systems;  Proposed  Criteria  for 
Certification"  (57  FR  52698;  November 
4, 1992).  This  comment  period  is 
extended  from  January  4, 1993,  luitil 
February  4. 1993.  The  extension 
responds  to  the  request  of  the  Air 
Transport  Association  of  America  (ATA) 
and  is  needed  to  permit  ATA,  and  other 
affected  parties,  additional  time  to 
develop  comments  responsive  to  Notice 
92-16. 

DATES:  The  comment  period  is  being 
extended  from  January  4, 1993,  to 
February  4. 1993. 

ADDRESSES:  As  Stated  in  Notice  92-16. 
comments  should  be  mailed,  in 
triplicate,  to:  Federal  Aviation 
Administration.  Office  of  Chief  Counsel, 
Attention:  Rules  Docket  (AGC-10). 
Docket  No.  27026,  800  Independence 
Avenue.  SW.,  Washington,  DC  20591. 
All  comments  must  be  marked:  "Docket 
No.  27026."  Comments  on  this  Notice 
may  be  examined  in  room  91 5G  on 


weekdays,  except  on  Federal  holidays, 
between  8:30  a.m.  and  5  p.m. 

Comments  that  include  or  reference 
national  security  information  or 
sensitive  seciuity  information  should 
not  be  submitted  to  the  public  docket. 
Such  comments  should  be  sent  to  the 
following  address  in  a  manner 
consistent  with  applicable  requirements 
and  procedures  for  safeguarding 
sensitive  security  information:  Federal 
Aviation  Administration.  Office  of  Civil 
Aviation  Secxmty  Operations.  Attention: 
FAA  Security  Control  Point  (ACO- 
320A).  Docket  No.  ACP-27026-C:  800 
Independence  Avenue.  SW., 
Washington,  DC  20591. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Bruce  Butterworth,  Director  (ACP-1), 
Office  of  Civil  Aviation  Security  Policy 
and  Planning,  Federal  Aviation 
Administration.  800  Independence 
Avenue,  SW..  Washington,  DC  20591, 
telephone  (202)  267-8058. 
SUPPt.EMENTARY  INFORMATION:  On 
November  4. 1992,  the  FAA  issued 
Notice  No.  92-16,  entitled  "Explosive 
Detection  Systems;  Proposed  Qiteria  for 
Certification."  Notice  92-16  proposed  to 
establish  criteria  for  the  certification  of 
explosives  detection  systems  to  screen 
checked  baggage  for  international 
flights. 

By  a  request  dated  December  1, 1992, 
ATA  asked  that  the  comment  period  be 
extended  60  days.  Because  of  the 
technical  and  operational  complexities 
of  the  proposed  criteria,  ATA  indicated 
that  it,  and  its  member  air  carriers,  had 
not  completed  analyzing  the  potential 


effects  of  the  criteria  proposed  in  Notice 
92-16. 

In  order  to  give  ATA  and  its  members 
additional  time  to  complete  this 
analysis  and  prepare  comments 
reflecting  the  knowledge  gained  firom  it, 
the  FAA  finds  that  it  would  be  in  the 
public  interest  to  extend  the  comment 
period.  The  FAA  finds  that  an  extension 
of  30  days,  however,  is  sufficient  for 
careful  analysis  and  the  preparation  and 
submission  of  comments  to  the  docket. 
An  extension  until  March  4  would 
unduly  delay  FA.\'s  efforts  to  comply 
with  sections  107  and  108  of  the 
Aviation  Security  Improvement  Act  of 
1990.  Public  Law  101-604.  which 
require  an  accelerated  research  and 
development  program  with  proper 
testing  and  certification  of  equipment 
prior  to  deployment.  Any  such 
comments  submitted  before  the  close  of 
the  extended  comment  period  are  Ukely 
to  provide  additional  substantive 
information,  which  will  be  helpful  in 
developing  the  criteria,  without  unduly 
delaying  issuance  of  the  criteria  in  final 
(or  interim  final)  form.  Accordingly,  the 
comment  period  is  extended  to  February 
4. 1993.  to  afford  all  interested  persons 
the  opportunity  to  comment  on  Notice 
92-16. 

Issued  in  Washington,  DC,  on  January  4, 
1993. 

O.K.  Steele, 

Assistant  Administrator  for  Civil  Aviation 
Security. 
[FR  Doc.  93-379  Filed  1-5-93: 12:31  pm| 
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IMPORTANT  INFORMATION 

ABOUT  YOUR  SUBSCRIPTION 
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Presidential  Documents 


Title  3— 

The  President 


Memorandum  of  December  30,  1992 

Delegation  of  Responsibilities  Under  Title  XIV  of  Public  Law 
102-484  and  Title  V  of  Public  Law  102-511 


Memorandum  for  the  Secretary  of  State,  the  Secretary  of  Defense  [and] 
the  Director,  Office  of  Management  &  Budget 

By  the  authority  vested  in  me  by  the  Constitution  and  the  laws  of  the 
United  States  of  America,  including  section  301  of  title  3  of  the  United 
States  Code,  I  hereby  delegate: 

1.  to  the  Secretary  of  State  the  authority  and  duty  vested  in  the  President 
under  section  1412(d)  of  the  Former  Soviet  Union  Demilitarization  Act  of 
1992  (title  XIV  of  the  National  Defense  Authorization  Act  for  Fiscal  Year 
1993,  Public  Law  102-484)  and  section  502  of  the  Freedom  Support  Act 
(Public  Law  102-511). 

2.  to  the  Secretary  of  Defense  the  authorities  and  duties  vested  in  the 
President  under  sections  1412(a),  1431,  and  1432  of  Public  Law  102-484 
and  sections  503  and  508  of  Public  Law  102-511. 

The  Secretary  of  Defense  shall  not  exercise  authority  delegated  by  paragraph 
2  hereof  with  respect  to  any  former  Soviet  republic  unless  the  Secretary 
of  State  has  exercised  his  authority  and  performed  the  duty  delegated  by 
paragraph  1  hereof  with  respect  to  that  former  Soviet  Republic.  The  Secretary 
of  Defense  shall  not  obligate  funds  in  the  exercise  of  authority  delegated 
by  paragraph  2  hereof  unless  the  Director  of  the  Office  of  Management 
and  Budget  has  determined  that  expenditures  during  fiscal  year  1993  pursu- 
ant to  such  obligation  shall  be  counted  against  the  defense  category  of 
discretionary  spending  limits  for  that  fiscal  year  (as  defined  in  section 
601(a)(2)  of  the  Congressional  Budget  Act  of  1974)  for  purposes  of  Part 
C  of  the  Balanced  Budget  and  Emergency  Deficit  Control  Act  of  1985. 

The  Secretary  of  State  is  directed  to  publish  this  memorandum  in  the  Federal 
Register. 
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Presidential  Documents 


Proclamation  6522  of  January  5,  1993 
Braille  Literacy  Week,  1993 

By  the  President  of  the  United  States  of  America 

A  Proclamation 

Standardized  for  use  in  the  United  States  in  1932,  braille  is  the  primary 
tactile  system  for  reading  and  writing  used  by  blind  individuals  today. 
The  braille  system  uses  raised  dots  to  represent  the  letters  of  the  alphabet, 
symbols  of  punctuation,  mathematic  and  scientific  characters,  music  and 
computer  notation,  and  foreign  language  signs. 

Through  braille,  a  person  who  is  visually  impaired  is  given  the  key  to 
unlock  the  power  of  the  written  word.  Braille  enables  blind  individuals 
to  achieve  the  many  rewards  of  literacy,  including  educational  advancement, 
personal  independence,  and  economic  opportunity  and  security.  Braille  also 
enables  its  users  to  enjoy  the  full  form,  structure,  and  beauty  of  printed 
poetry  and  prose. 

Over  the  past  60  years,  the  braille  system  has  continued  to  open  doors 
of  learning  and  opportunity  for  blind  Americans.  This  week  we  acknowledge 
the  importance  of  braille  and  recognize  the  many  dedicated  individuals 
who  teach  and  promote  this  system  as  a  tool  of  achievement. 

The  Congress,  by  House  Joint  Resolution  353,  has  designated  the  week 
of  January  3  through  January  9,  1993,  as  "Braille  Literacy  Week"  and  has 
authorized  and  requested  the  President  to  issue  a  proclamation  in  observance 
of  this  week. 

NOW,  THEREFORE.  I,  GEORGE  BUSH,  President  of  the  United  States  of 
America,  do  hereby  proclaim  the  week  of  January  3  through  January  9, 
1993,  as  Braille  Literacy  Week  and  invite  all  Americans  to  observe  this 
week  with  appropriate  programs  and  activities. 

IN  WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  this  fifth  day  of 
January,  in  the  year  of  our  Lord  nineteen  hundred  and  ninety-three,  and 
of  the  Independence  of  the  United  States  of  America  the  two  hundred 
and  seventeenth. 
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Proclamation  6523  of  January  5,  1993 

National  Law  Enforcement  Training  Week,  1993 


By  the  President  of  the  United  States  of  America 

A  Proclamation 

The  effectiveness  of  any  Federal,  State,  or  local  law  enforcement  agency 
depends  on  knowledgeable,  well-trained,  and  highly  qualified  personnel. 
Building  such  a  force  requires  rigorous  education  and  training,  not  only 
before  an  officer  earns  the  badge,  but  also  throughout  his  or  her  career. 

Whether  intervening  in  a  violent  domestic  dispute,  apprehending  a  suspected 
drug  dealer,  or  assisting  at  the  site  of  a  traffic  accident,  law  enforcement 
officers  are  often  required  to  make  split-second  decisions  that  could  mean 
the  difference  between  life  and  death.  Therefore,  in  addition  to  knowledge 
of  criminal  statutes  and  fundamental  rules  of  procedure,  law  enforcement 
training  encompasses  basic  skills  on  which  an  officer's  survival  and  other 
human  lives  depend.  From  physical  conditioning  and  self-defense  techniques 
to  the  safe  use  of  firearms,  such  training  ensures  that  an  officer  is  prepared 
to  maintain  law  and  order  while,  at  the  same  time,  protecting  the  rights 
and  safety  of  individual  citizens. 

As  law  enforcement  agencies  employ  increasingly  sophisticated  technology 
and  techniques  in  the  fight  against  crime,  the  need  for  highly  specialized 
education  and  training  continues  to  increase  as  well.  Today  an  officer's 
training  in  traditional  investigative  methods  may  also  include  more  advanced 
studies  in  ballistics,  toxicology,  computer  science,  psychology,  and  other 
complex  fields.  For  the  veteran  as  well  as  the  rookie,  for  the  administrator 
behind  the  desk  as  well  as  the  officer  on  the  beat — continuing  education 
and  training  are  essential  to  meeting  new  challenges  in  police  work. 

All  Americans  benefit  from  programs  that  contribute  to  the  knowledge, 
professionalism,  and  skill  of  our  Nation's  law  enforcement  officers,  and 
this  week  we  gratefully  salute  the  dedicated  individuals  whose  instruction 
and  guidance  assist  officers  in  the  performance  of  their  duties.  We  also 
recognize  the  many  rewarding  career  opportunities  that  are  available  to 
young  people  in  law  enforcement  and  related  occupations,  and  encourage 
parents  and  teachers  to  make  the  observance  of  Uiis  week  a  rewarding 
learning  opportunity  for  children — one  that  instills  in  them  a  healthy  respect 
for  the  law  and  for  the  courageous  men  and  women  who  are  pledged 
to  defend  it. 

In  order  to  heighten  public  awareness  of  the  importance  of  law  enforcement 
training  and  its  related  fields,  the  Congress,  by  Senate  Joint  Resolution 
304,  has  designated  the  week  of  January  3  through  January  9,  1993,  as 
"National  Law  Enforcement  Training  Week"  and  has  authorized  and  re- 
quested the  President  to  issue  a  proclamation  in  observance  of  this  week. 
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NOW.  THEREFORE,  I.  GEORGE  BUSH»  President  of  the  United  States  of 
America,  do  hereby  proclaim  the  week  beginning  January  3. 1993,  as  National 
Uw  Enforcement  Traming  Week.  I  invite  all  Americans  to  observe  this 
week  with  appropriate  programs  and  activities. 

IN  WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  this  fifth  day  of 
January,  in  the  year  of  our  Lord  nineteen  hundred  and  ninety-three,  and 
of  the  Independence  of  the  United  States  of  America  the  two  hundred 
and  seventeenth. 
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OFFICE  OF  PERSONNEL 
MANAGEMENT 

5  CFR  Parts  531, 532.  550.  and  575 

RIN  3206-AE23 

Special  Pay  Entitlement*  for  Law 
Enforcement  Officers 

AGENCY:  Office  of  Personnel 

Management. 

ACTION:  Interim  rule  with  request  for 

comments. 

SUMMARY:  The  Office  of  Personnel 
Management  (OPM),  in  conformance 
with  amendments  to  the  Federal 
Employees  Pay  Comparability  Act  of 
1990  (FEPCA)  made  by  the  "Technical 
and  Miscellaneous  Civil  Service 
Amendments  Act  of  1992"  (Pub.  L.  102- 
378,  October  2, 1992),  is  issuing  interim 
regulations  to  (1)  amend  the  definition 
of  "law  enforcement  officer"  for  certain 
pay  purposes,  (2)  authorize  the  payment 
of  a  special  pay  adjustment  for  law 
enforcement  officers  in  addition  to  a 
nationwide  or  worldwide  special  salary 
rate,  and  (3)  expand  coverage  of  the 
special  maximum  limitation  on 
relocation  bonuses  for  law  enforcement 
officers  to  five  additional  categories  of 
law  enforcement  employees. 
DATES:  The  amendments  to  5  CFR 
531.304  are  effiective  on  the  first  day  of 
the  first  pay  period  beginning  on  or  after 
January  8, 1993.  The  amendments  to  5 
CFR  532.509  and  575.205(b)(2)  are  being 
made  effective  on  October  2, 1992.  The 
amendments  to  5  CFR  part  550  and  the 
remaining  amendments  to  5  CFR  parts 
531  and  575  are  being  made  effective  on 
the  first  day  of  the  first  pay  period 
beginning  on  or  after  October  2, 1992. 
Comments  must  be  received  on  or 
before  March  9, 1993. 
ADDRESSES:  Send  or  deliver  written 
comments  to  Barbara  L.  Fiss.  Assistant 
Director  for  Compensation  Policy,  U.S. 
Office  of  Personnel  Management,  room 


6H31. 1900  E  Street  NW..  Washington, 
DC  20415. 

FOR  FURTHER  MFORMATKM  CONTACT: 
Belva  MacDonald,  (202)  606-2858. 
SUPPLEMENTARY  INFORMATION:  The 
"Technical  and  Miscellaneous  Civil 
Service  Amendments  Act  of  1992"  (Pub. 
L.  102-378.  October  2, 1992)  includes 
(1)  an  expanded  definition  of  law 
enforcement  officer  under  section  5541 
of  title  5.  United  States  Code  (with 
conforming  amendments  in  5  U.S.C 
4521.  5542,  and  5547,  and  section  402 
of  FEPCA):  (2)  an  amendment  to  section 
404  of  FEPCA  to  provide  OPM  with  the 
authority  to  determine  the  extent  to 
which  a  special  pay  adjustment  for  law 
enforcement  officers  may  be  paid  to  an 
employee  receiving  a  special  salary  rate 
under  5  U.S.C.  5305  or  a  similar 
provision  of  law;  and  (3)  an  amendment 
to  section  405  of  FEPCA  to  extend 
application  of  the  special  maximum 
limitation  on  relocation  bonuses  for  law 
enforcement  officers  to  the  categories  of 
law  enforcement  employees  listed  in 
section  405  of  FEPCA— i.e..  Park  Police 
officers,  Secret  Service  Uniformed 
Division  officers,  special  agents  in  the 
Diplomatic  Security  Service,  and 
probation  and  pretrial  services  officers. 
The  regulatory  changes  resulting  from 
the  technical  amendments  are 
summarized  below. 

Expanded  DeGnition  of  Law 
Enforcement  Officer 

The  technical  amendments  provide  a 
new  definition  of  law  enforcement 
officer  effective  on  the  first  day  of  the 
first  pay  period  beginning  on  or  after  the 
date  of  enactment  of  Public  Law  102- 
378.  For  most  agencies,  this  effective 
date  was  October  4, 1992.  The  expanded 
definition  is  codified  in  5  U.S.C.  5541(3) 
and  has  been  added  to  5  CFR  550.103. 
The  expanded  definition  also  has  been 
incorporated  into  the  definition  of  law 
enforcement  officer  in  section  402  of 
FEPCA  for  purposes  of  special  salary 
rates  and  special  pay  adjustments  for 
law  enforcement  officers.  For  these 
purposes,  a  law  enforcement  officer 
must  meet  the  premium  pay  definition 
in  §  550.103  and  must  also  be  subject  to 
the  provisions  of  chapter  51  of  title  5, 
United  States  Code  (Classification). 

The  expanded  definition  of  law 
enforcement  officer  in  5  U.S.C.  5541(3) 
includes  law  enforcement  officers 
within  the  meaning  of  section  8331(20) 
or  section  8401(17)  of  title  5,  United 


States  Code  (i.e..  law  enforcement 
officers  covered  under  the  special  law 
enforcement  retirement  provisions  of 
the  Civil  Service  Retirement  System 
(CSRS)  or  the  Federal  Employees' 
Retirement  System  (FERS)).  The 
expanded  definition  also  includes 
certain  individuals  who  are  covered  by 
CSRS  or  FERS,  but  who  do  not  meet  the 
strict  definitions  of  the  term  law 
enforcement  officer  in  5  U.S.C  8331(20) 
or  8401(17)  because  they  did  not 
transfer  directly  to  a  supervisory  or 
administrative  position  (i.e..  a 
"secondary  position")  after  serving  in  s 
position  as  a  law  enforcement  officer 
(i.e..  a  "primary  position").  (This 
amendment  does  not  authorize  coverage 
of  these  employees  under  the  sf>ecial 
law  enforcement  retirement  provisions 
of  CSRS  or  FERS.) 

In  addition,  the  expanded  definition 
permits  OPM  to  include  within  the 
meaning  of  law  enforcement  officer  an 
employee  not  under  CSRS  or  FERS  who 
is  in  a  position  that  OPM  determines 
would  otherwise  satisfy  the 
requirements  of  the  definition.  The 
interim  regulations  include  a  provision 
that  permits  OPM,  on  its  own  motion  or 
at  the  request  of  the  head  of  an  agency 
or  an  official  who  has  been  delegated 
authority  to  act  for  the  head  of  the 
agency  in  this  matter,  to  determine  that 
an  individual  would  meet  the  definition 
if  the  individual  were  under  CSRS  or 
FERS.  Finally,  the  definition  includes 
special  agents  in  the  Diplomatic 
siscurity  Service  within  the  meaning  of 
law  enforcement  officer  for  premium 
pay  purposes. 

The  definition  of  law  enforcement 
officer  has  been  amended  in  the 
following  sections  of  title  5.  Code  of 
Federal  Regulations: 
§  531.301    (special  pay  adjustments  for 

law  enforcement  officers); 
§550.103    (premium  pay); 
§5S0.105(b](3)    (biweekly  maximum 

earnings  limitation); 
§  550. 1 06(e)(2)    (annual  maximum 

earnings  limitation  for  work  in 

connection  with  an  emergency); 
§  550.107     (special  maximum  earnings 

limitation  for  law  enforcement 

officers); 
§  575.102(a)(4)    (delegation  of  authority 

to  pay  a  recruitment  bonus  to  law 

enforcement  officers); 
§  575.202(a)(4)    (delegation  of  authority 

to  pay  a  relocation  bonus  to  law 

enforcement  officers); 
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§  575.205(b)    (special  maximum 
limitation  on  relocation  bonuses  for 
law  enforcement  officers);  and 

§  S75.302(a)(4)    (delegation  of  authority 
to  pay  a  retention  allowence  to  lew 
exubtcement  officers). 

Special  Pay  Adjustments  fiar  Law 
Enforcement  Officers 

A  scheduled  annual  rate  of  pey  is  the 
rate  of  basic  pay  on  which  a  ^tedal  pay 
adjustment  fer  law  enforcement  officers 
under  section  404  of  FEPCA  is 
compKited.  As  cmginally  enacted, 
section  404(a)  of  FEPCA  provided  that 
special  pay  adjustments  for  law 
enforcement  officers  would  be  reduced 
by  any  applicable  special  rate  of  pay 
under  5  U.S.C  530S.  Section  3(7)  of 
Public  Law  102-378  aofiands  section 
404(a)  of  FEPCA  to  provide  that  OPM 
may  determine  the  extent  to  which 
special  pay  adjustments  for  law 
enforcement  officers  may  be  paid  to 
employees  receiving  special  rates  of  pay 
undM  S  U.S.C  S30S  or  any  similar 
provision  of  law  (other  than  special 
salary  rates  under  section  403  of 
FEPCA). 

OPM  has  determined  that  special  law 
enforcemeiU  adjusted  rates  of  pay  will 
be  based  on  a  nationwide  or  worldwide 
special  salary  rate  under  5  U.S.C  5305. 
but  not  on  a  local  special  salary  rate. 
This  change  will  make  the 
administration  of  special  pey 
adjustments  for  law  enforcement 
officers  consistent  with  the 
administration  of  interim  geographic 

adjustments  under  section  302  of     

FEPCA.  These  regulations  amend  5  CFR 
531.301  by  adding  a  definition  of  local 
special  salary  rate  and  by  including  a 
nationwide  or  worldwide  special  salary 
rate  under  the  definition  of  scheduled 
annual  rate  of  pay. 

Relocatioa  Payiaeals 

Section  407  of  FEPCA  authorizes  the 
payment  of  relocation  bonuses  of  up  to 
$15  J)00  to  law  enforcement  officers 
whose  rates  of  basic  pay  are  less  than 
$60,000.  Section  575.205(b)  of  title  5. 
Code  of  Federal  Regulations,  allows  for 
the  payment  of  a  relocation  bonus  not 
to  exceed  the  greater  of  $15,000  or  25 
percent  of  the  rate  of  besic  pay  to  certain 
law  enforcement  officers.  The  technical 
amendments  extend  the  coverage  of  this 
special  maximum  limitation  on 
relocation  bonuses  for  law  enforcement 
officers  to  law  enforcement  employees 
defined  in  section  405(b)  of  FEPCA— 
i.e..  (1)  members  of  the  United  States 
Secret  Service  Uniformed  Division;  (2) 
members  of  the  United  States  Park 
Police;  (3)  special  agents  within  the 
Diplomatic  Security  Service;  (4) 
probation  officers  (refianed  to  in  section 


3672  of  title  18.  United  States  Code); 
and  (5)  pretrial  service  officers  (referred 
to  in  section  3153  of  title  18.  United 
States  Code).  Section  575.205(b)  has 
been  expanded  to  include  a  reference  to 
law  enforcement  employees  under 
section  405(b)  of  FEPCA. 

Finally,  the  interim  reguletions 
amend  5  CFR  532.509  (Pay  for  Sunday 
Work)  to  conform  to  an  amendment 
made  by  Public  Law  102-378,  which 
strikes  5  U.S.C  5550  and  adds  a  new 
paragraph  (c)  to  5  U.S.C.  5544  that 
provides  for  the  payment  of  Sunday  pay 
and  overtime  pay  for  prevailing  rate 
(wage)  employees  of  nonappropriated 
fund  instrumentalities  on  the  same  basis 
as  for  other  wage  employees. 

Waiver  of  Delay  in  EOactive  Data 

Pursuant  to  5  USXl.  553(dX3).  I  find 
that  good  cause  exists  for  making  these 
rules  effective  in  Wss  than  30  days.  The 
amendment  to  5  CFR  531.304  is  being 
made  effective  on  the  first  day  of  the 
first  pay  period  beginning  on  or  after 
January  8. 1993.  in  order  to  make  this 
benefit  available  to  employees  on  the 
earliest  practicable  date.  The 
amendments  to  5  CFR  part  532.  550.  and 
575  and  the  remaining  amendments  to 
5  CFR  part  531  are  being  made  effective 
on  the  effective  dates  required  by 
statute. 

E.0. 12291.  Federal  Regulation 

I  have  determined  that  this  is  not  a 
major  rule  as  defined  under  section  1(b) 
of  E.a  12291.  Federal  Regulation. 

Regulatory  Flexibility  Act 

I  certify  that  this  regulation  will  not 
have  a  significant  economic  impect  on 
a  substantial  number  of  small  entities, 
since  it  applies  only  to  Federal 
employees  and  agencies. 

List  of  Subjects  in  S  CFR  Parts  S31. 532. 
550,  and  575 

Administrative  practice  and 
procedure.  Claims,  Government 
employees.  Wages. 
U.S  Office  of  PersoQuel  Management. 
Douglas  A.  Braok. 
Acting  Director. 

Accordingly.  OPM  is  amending  parts 
531.  532.  550.  and  575  of  title  5  of  the 
Code  of  Federal  Regulations  as  follows: 

PAFTT  531— PAY  UNDER  THE 
GENERAL  SCHEDULE 

1.  The  authority  citation  for  part  531 
is  revised  to  read  as  follows: 

Autfawily:  5  U.S.C.  5115,  5307.  5333.  and 
chapter  54:  E.0. 12748.  56  PR  4521.  February 
4. 1991. 3  CFR  1991  Comp..  p.  316: 

Subpart  A  issued  under  section  302  of  the 
Federal  Employees  Pay  Comparability  Act  of 


1990  (Pub.  L.  101-509).  104  Stat.  1462,  and 
E.0. 12786.  S«  PR  67453.  December  30. 1991. 
3  CFR  1991  Comp..  p.  376; 

Subpart  B  also  issued  under  S  U.S.C 
5303(g).  5333.  5334(a).  5402.  and  7701(b)(2); 

Subpart  C  also  issued  under  section  404  of 
Public  Law  101-509, 104  Stat.  1466,  and 
section  3(7)  of  Public  Law  102-378  (October 
2, 1992): 

Subpart  D  also  issued  under  5  U.S.C 
7701(bK2)  and  5  U.S.C  5335(g); 

Subpart  E  also  issued  under  5  U.S.C  5336. 

2.  In  §  531.301.  the  definitions  of  "law 
enforcement  officer"  and  "scheduled 
annual  rate  of  pay"  are  revised,  and  a 
definition  of  "local  special  salary  rate" 
is  added  to  read  as  follows: 


1531.301 


Law  enforcement  officer  means  a  law 
enforcement  officer  as  defined  in 
§  550.103  of  this  part  with  respect  to 
whom  the  provisions  of  chapter  51  of 
title  5.  United  States  Code,  apply, 
including  members  of  the  Senior 
Executive  Service. 

Local  special  salary  rate  means  a 
special  salary  rate  established  under 
part  530  of  this  chapter  for  one  or  more 
locations,  but  not  for  all  locations 
nationwide  or  worldwide. 

Scheduled  annual  rate  of  pay 
means — 

(1)  The  rate  of  basic  pay  for  a  law 
enforcement  officer's  grade  or  pay  level 
and  step  (or  relative  position  in  the  rate 
range),  including  special  rates  for  law 
enforcement  officers  under  section  403 
of  the  Federal  Employees  Pay 
Comparability  Act  of  1990  (Pub.  L.  101- 
509)  and  a  nationwide  or  worldwide 
special  salary  rate  under  part  530  of  this 
chapter,  where  applicable,  but  not 
including  local  special  salary  rates  or 
additional  pay  of  any  kind,  such  as 
premium  pay; 

(2)  For  a  law  enforcement  officer 
covered  by  the  Performance 
Management  and  Recognition  System 
who  is  receiving  a  local  special  salary 
rate  under  5  U.S.C  5305  or  a  similar 
provision  of  law  (other  than  section  403 
of  the  Federal  Employees  Pay 
Comparability  Act  of  1990  (Pub.  L.  101- 
509)).  the  rate  of  pay  resulting  from  the 
following  computation — 

(i)  Using  the  local  special  salary  rate 
schedule  estabhshed  under  5  U.S.C. 
5305.  subtract  the  dollar  amount  for  step 
1  of  the  law  enforcement  officer's  grade 
from  the  dollar  amount  for  the  law 
enforcement  officer's  local  special  salary 
rate;  and 

(ii)  Add  the  result  of  paragraph  (b)(1) 
to  the  dollar  amount  for  step  1  of  the 
employee's  grade  on  the  General 
Schedule:  or 
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(3)  The  retained  rate  of  pay  under  part 
536  of  this  chapter  or  5  CFR  359.705, 
where  applicable,  exclusive  of 
additional  pay  of  any  kind. 

•  •        *        •        • 

3:  In  §  531.304,  paragraphs  (a)(3)  and 
(0(5)  are  revised  to  read  as  follows: 

§531.304    AdmM«trationof«|Mciatlaw 
enforcMwnt  w^uatMl  rMM  of  pay. 

(a)*  •  • 

(3)  Any  applicable  local  special  salary 
rate  for  the  employee's  grade  and  step 
(or  relative  position  in  the  rate  range). 

•  •        •        •        • 

(3)  An  employee's  local  sp>ecial  salary 
rate  exceeds  his  or  her  special  law 
enforcement  adjusted  rate  of  pay. 


PART  532~PREVAIUNG  RATE 
SYSTEMS 

4.  The  authority  citation  for  part  532 
continues  to  read  as  follows: 

AuUtority:  5  U.S.Q  5343,  5346;  $  532.707 
also  issued  under  5  U.S.C  552.  Freedom  of 
Information  Act,  Public  Law  92-502. 

§532.509    [AnMndMll 

5.  In  §  532.509,  the  words  "sections 
5544  and  5550"  are  removed,  and  the 
words  "section  5544"  are  added  in  their 
place. 

PART  550-PAY  ADMINISTRATION 
(GENERAL)  ' 

Subpart  A — Premium  Pay 

6.  The  authority  citation  for  subpart  A 
continues  to  read  as  follows: 

Authority:  5  U.S.C.  5547,  5548,  and 
6101(c). 

7.  In  §  550.103,  paragraph  (t)  is  added 
to  read  as  follows: 

§550.103    DeflnWona. 


(t)  Law  enforcement  officer  means  an 
employee  who — 

(1)  Is  a  law  enforcement  officer  within 
the  meaning  of  section  8331(20)  or 
section  8401(17)  of  title  5,  United  States 
Code; 

(2)  In  the  case  of  an  employee  who 
holds  a  secondary  position,  as  defined 
in  S  CFR  831.902,  and  is  subject  to  the 
Civil  Service  Retirement  System,  but 
who  does  not  qualify  to  be  considered 
a  law  enforcement  officer  within  the 
meaning  of  section  8331(20),  would  so 
qualify  if  such  employee  had  transferred 
directly  to  such  position  after  serving  as 
a  law  enforcement  officer  within  the 
meaning  of  such  section; 

(3)  In  the  case  of  an  employee  who 
holds  a  secondary  position,  as  defined 


in  5  CFR  842.802,  and  is  subject  to  the 
Federal  Employees  Retirement  System, 
but  who  does  not  qualify  to  be 
considered  a  law  enforcement  o£Bcer 
within  the  meaning  of  section  8401(17), 
would  so  qualify  if  such  employee  had 
transferred  directly  to  such  position 
after  performing  duties  described  in 
section  8401(17)  (A)  and  (6)  for  at  least 
3  years;  and 

(4)  In  the  case  of  an  employee  who  is 
not  subject  to  either  the  Civil  Service 
Retirement  System  or  the  Federal 
Employees  Retirement  System — 

(i)  Holds  a  position  that  the  Office  of 
Personnel  Management,  on  its  own 
motion  or  at  the  request  of  the  head  of 
an  agency  or  an  ofhcial  who  has  been 
delegated  authority  to  act  for  the  head 
of  the  agency  in  this  matter,  determines 
would  satisfy  paragraph  (t)  (1),  (2),  or  (3) 
of  this  definition  if  the  employee  were 
subject  to  the  Civil  Service  Retirement 
System  or  the  Federal  Employees 
Retirement  System;  or 

(ii)  Is  a  special  agent  in  the 
Diplomatic  Security  Service. 

8.  In  §  550.105,  paragraph  (b)(3)  is 
revised  to  read  as  follows: 

§550.105    Biweekly  maxlinum  earnings 
llmitalkm. 

*  *         *         •         * 

(b)*  *  • 

(3)  A  law  enforcement  officer. 

9.  In  §  550.106,  paragraph  (e)(2)  is 
revised  to  read  as  follows: 

§  550.106    Annual  maximum  earning* 
limitation  for  worit  in  connection  with  an 
emergency. 

*  •        •        *        • 

(e)  •  •  • 

(2)  A  law  enforcement  officer. 

10.  In  §  550.107,  the  introductory 
paragraph  is  revised  to  read  as  follows: 

§  550.107    Special  maximum  earning* 
limitation  for  law  enforcement  officer*. 

A  law  enforcement  officer  may  be 
paid  premium  pay  under  this  subpart 
only  to  the  extent  that  the  payment  does 
not  cause  the  total  of  his  or  her  basic 
pay  and  premium  pay  for  any  period  to 
exceed  the  lesser  of — 


PART  57S-RECRUiTMENT  AND 
RELOCATION  BONUSES;  RETENTION 
ALLOWANCES;  SUPERVISORY 
DIFFERENTIALS 

11.  The  authority  citation  for  part  575 
is  revised  to  read  as  follows: 

Authority:  5  U.S.C.  1104(a)(2),  5753,  5754. 
and  5755;  sec.  302  and  404  of  the  Federal 
Employees  Pay  Comparability  Act  of  1990 
(Pub.  L  101-509)  104  Stat.  1462  and  1466, 
respectively;  E.0. 12748,  56  FTi  4521, 
February  4. 1991,  3  CFR  1991  Comp.,  p.  316. 


12.  In  §  575.102,  paragraph  (a)(4)  is 
revised  to  read  as  follows: 

§575.102    D*l*gatlon  of  authorHy. 

(a)*  •  * 

(4)  A  position  as  a  law  enforcement 
ofGcer,  as  defined  in  §550.103  of  this 
chapter. 

13.  In  §  575.202,  paragraph  (a)(4]  is 
revised  to  read  as  follows: 

§575.202    Delegation  of  auViortty. 

(a)*  *   • 

(4)  A  position  as  a  law  enforcement 
ofHcer,  as  defined  in  §550.103  of  this 
chapter. 
•        •        •        •        • 

14.  In  §  575.205.  paragraph  (b)  is 
revised  to  read  as  follows: 

§  57S.205    Payment  of  ralocatton  bonu*. 


(b)  The  amount  of  a  relocation  bonus 
may  not  exceed  the  greater  of  $15,000  or 
25  percent  of  a  law  enforcement  officer's 
rate  of  basic  pay  in  the  case  of — 

(1)  A  law  enfOTcement  officer,  as 
defined  in  §  550.103  of  this  chapter, 
with  respect  to  whom  the  prcvisioits  of 
chapter  51  of  title  5,  United  States  Code, 
apply; 

(2)  A  membw  of  the  United  States 
Secret  Service  Uniformed  Division; 

(3)  A  member  of  the  United  States 
Park  Police; 

(4)  A  special  agent  within  the 
Diplomatic  Seciuity  Service; 

(5)  A  probation  officer  (referred  to  in 
section  3672  of  title  18.  United  States 
Code):  and 

(6)  A  pretrial  services  officer  (referred 
to  in  section  3153  of  title  18,  United 
States  Code). 

15.  In  §  575.302,  paragraph  (a)(4)  is 
revised  to  read  as  follows: 

§575.302    Delegetion  of  authority. 

(a)*   •   • 

(4)  A  position  as  a  law  enforcement 
officer,  as  dehned  in  §531.301  of  this 
chapter, 

•        *        •        •        • 

[FR  Doc  93-350  Filed  1-7-93;  8:45  am) 
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5  CFR  Part  838 

Correction  of  Regulations  Concerning 
Court  Orders  Affecting  Retirentent 
Benefit* 

AGENCY:  Office  of  Personnel 

Management. 

action:  Final  rule. 

SUMMARY:  The  Office  of  Personnel 
Management  (OPM)  is  correcting  four 
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nonsubstantive  errors  in  its  recently 
published  regulations  concerning  court 
orders  affecting  retirement  benefits  of 
Federal  employees  covered  by  the  Civil 
Service  Retirement  System  and  the 
Federal  Employees  Retirement  System. 
These  regulations  are  necessary  to  add 
an  inadvertently  omitted  definition,  to 
correct  typographical  errors,  and  to 
provide  the  complete  address  to  which 
court  orders  should  be  sent. 
EFFECTIVE  DATE:  August  28, 1992. 
FOR  FURTHER  INFORJUATtON  COffTACT: 
Harold  L.  Siegelman.  (202)  606-0299. 
SUPW^IIENTABY  IHFORMATKW:  On  July 
29. 1992.  we  published  (at  57  FR  33570) 
final  regulations  concerning  court 
orders  affecting  retirement  benefits.  The 
regulations  contained  typographical 
errors  in  §§  838. 135(a)  (the  reference  to 
8  838.725  should  have  been  to 
§838.806)  and  838.806(c)(1)  (the  second 
"or"  should  have  been  "or").  This  final 
rule  corrects  those  errors.  It  also 
replaces  the  five-digit  zip  code  in  the 
mailing  address  stated  in  appendix  A  to 
subpart  A  of  part  838  with  the 
applicable  nine-digit  zip  code.  In 
addition,  it  adds  to  §838.103  the 
inadvertently  omitted  definition  of 
"self-only  annuity"  that  is  referenced  in 
§  838.306;  the  definition  is  the  same  as 
the  definitions  in  the  current  survivor 
election  regulations  at  §§831.603  and 
842.602  of  title  5.  Code  of  Federal 
Regulations. 

Under  sections  553(b)(3)(B)  and 
553(d)(3)  of  title  5.  United  States  Code. 
I  find  that  good  cause  exists  for  waiving 
the  general  notice  of  proposed 
rulemaking  and  for  making  these 
amendments  eflective  in  less  than  30 
days.  Notice  of  proposed  rulemaking  is 
unnecessary  because  this  final  rule  only 
corrects  nonsubstantive  errors  in  the 
recently  published  regulations.  The 
amendments  are  effective  August  28. 
1992.  the  same  date  as  the  regulations 
published  on  July  29. 1992.  This  date  is 
appropriate  because  the  changes  merely 
correct  nonsubstantive  errors  and 
provide  the  complete  address  for 
mailing  court  orders  to  OFM. 

E.0. 12291.  Federal  Regulation 

1  have  determined  that  this  is  not  a 
major  rule  as  defined  under  section  1(b) 
of  E.0. 12291,  Federal  Regulation. 

Regulatory  Flexibility  Act 

I  certify  that  this  regulation  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities 
because  the  regulation  only  makes 
nonsubstantive,  technical  corrections  in 
regulations  that  only  affect  payments  of 
retirement  benefits  to  Federal 


employees  and  retirees,  and  their 
families. 

UsI  of  Subjects  in  5  CFR  Part  838 

Administrative  practice  and 
procedure,  Claims,  Disability  benefits. 
Government  employees.  Income  taxel. 
Pensions.  Retirement.  Court. 
Office  of  Personnel  Maragement. 
Douglaa  A.  Brook. 
Acting  Dirciicr. 

Accordingly,  OFM  is  amending  part 
838  of  title  5,  Code  of  Federal 
Regulations,  as  follows. 

PART  838— COURT  ORDERS 
AFFECTING  RETIREMENT  BENEFTTS 

1.  The  authority  citation  for  part  838 
continues  to  read  as  follows: 

Authority:  5  U.S.C  8347(a)  and  8461(g). 
Subparts  B.  C,  D.  B.  and  J  also  issued  under 
5  use  8345(j)(2)  and  8467(b).  Sections 
838.2^1, 838.422,  and  838.721  also  issued 
under  5  U.S.a  8347(b). 

Subpart  A— Court  Orders  Generally 

2.  Section  838.103  is  amended  by 
adding  in  alphabetical  order  the  new 
definition  of  the  term  "self-only 
annuity"  to  read  as  follows: 

1838.103    DafinMon*. 


DEPARTMENT  OF  AGRICULTURE 

Federal  Crop  Insurance  Corporation 

7  CFR  Part  401 

(AmondiTMnt  No.  46  Doc  No.  0006S] 

General  Crop  Insurance  Regulations; 
Com,  Grain  Sorghum,  and  Soybean 
Endorsements 

agency:  Federal  Crop  Insurance 
Corporation.  USDA. 
ACTION:  Final  rule. 


Self-only  annuity  means  the  recurring 
unreduced  payments  under  CSRS  or 
FERS  to  a  retiree  with  no  survivor 
annuity  payable  to  anyone. 


§$838.135, 838.806,  ApfMndix  A  to  Subpart 
A  of  Part  838    [Amandad] 

3.  In  the  list  below,  for  each  section 
and  paragraph  indicated  in  the  left  two 
columns,  remove  the  words  or  numbers 
indicated  in  the  third  column  where  it 
appears  in  the  paragraph,  and  add  the 
words  or  numbers  indicated  in  the 
fourth  column: 


Soctlon 

Pan- 
gfapfi 

Remove 

MH 

8.18.135  .... 
AppandbiA 

tO.S«lt)- 

partA. 
636.806  .... 

(•) 

(a) 

(cXD 

838.725  .... 
20044  

-otdaam"  . 

Kwaoe. 

20044-0017. 
-ofdeam". 

|FR  Doc.  93-351  Piled  1-7-93;  8:45  am) 

BlUJNaCOOC  OIS-Ot-M 


summary:  The  Federal  Crop  Insurance 
Corporation  (FQC)  amends  the  General 
Crop  Insurance  Regulations,  effective  for 
the  1994  and  succeeding  crop  years,  by 
adding  Late  Planting  and  Prevented 
Planting  provisions  to  the  Com 
Endorsement,  Grain  Sorghum 
Endorsement  and  the  Soybean 
Endorsement.  The  intended  effect  of 
this  rule  is  to  replace  the  current 
optional  coverages  for  late  and 
prevented  planting  with  more  effective 
provisions  that  are  a  required  part  of  the 
basic  coverage. 

DATES:  This  rule  is  effective  on 
November  30. 1993. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Mari  Dunleavy,  Acting  Director.  Office 
of  Regulatory  Development.  Federal 
Crop  Insurance  Corporation,  U.S. 
Defwrtment  of  Agriculture.  Washington, 
DC  20250.  telephone  (202)  254-8314. 
SUPPI^MENTARY  INFORMATION:  This 
action  has  been  reviewed  under  USDA 
procedures  established  by  Departmental 
Regulation  1512-1.  This  action  does  not 
constitute  a  review  as  to  the  need, 
currency,  clarity,  and  effectiveness  of 
the  Com,  Grain  Sorghum,  and  Soybean 
Endorsement  regulations  affected  by 
this  rale  under  those  procedures.  The 
sunset  review  data  established  for  Com 
is  April  1. 1996;  Soybeans.  October  1, 
1996;  and  Grain  ^orghum,  July  1. 1996. 

James  E.  Cason.  Manager.  FQC,  (1) 
has  determined  that  this  action  is  not  a 
major  rule  as  defined  by  Executive 
Order  12291  because  it  will  not  result 
in:  (a)  An  annual  effect  on  the  economy 
of  $100  million  or  more;  (b)  major 
increases  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal.  State,  or  local  governments,  or 
a  geographical  region;  or  (c)  significant 
adverse  effects  on  competition, 
employment,  investment,  productivity, 
innovation,  or  the  ability  of  U.S.-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

James  E.  Cason.  Manager,  FCIC. 
certifies  that  this  action  will  not    ^^ 
increase  the  federal  paperwork  buraeh 
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for  individuals,  small  businesses,  and 
other  persons.  The  action  will  not  have 
a  significant  economic  effect  on  a 
substantial  number  of  small  entities. 
This  program  is  strictly  voluntary.  This 
regulation  adds  coverage  to  the  poUcy 
already  in  place  whidi  had  been 
previously  optional.  The  increase  in 
premium  is  minimal  and  no  additional 
record  keeping  is  required  by  the 
insured  or  the  insurance  company.  If 
anything,  a  net  decrease  in  the 
paperwork  burden  will  occur  since  the 
companies  will  no  longer  have  to  carry 
the  additional  policy  for  prevented 
planting  coverage  and  all  of  the  tables 
and  sales  matters  that  the  separate 
policy  entailed.  Therefore,  this  action  is 
ddtermined  to  be  exempt  from  the 
provisions  of  the  Regulatory  Flexibility 
Act  and  no  Regulatory  Flexibility 
Analysis  was  prepared. 

This  program  is  listed  in  the  Catalog 
of  Federal  Domestic  Assistance  under 
No.  10.450. 

This  program  is  not  subject  to  the 
provisions  of  Executive  Order  12372 
which  requires  intergovernmental 

consultation  with  State  and  local      

ofTicials.  See  the  Notice  related  to  7  CFR 
part  3015,  subpart  V,  published  at  48  FR 
29115.  June  24. 1983. 

This  action  is  notexp)ected  to  have 
any  significant  impact  on  the  quality  of 
the  human  environment,  health,  and 
safety.  Therefore,  neither  an 
Environmental  Assessment  nor  an 
Environmental  Impact  Statement  is 
needed. 

The  Manager.  FQC.  has  certified  to 
the  Office  of  Management  and  Budget 
(0MB)  that  these  final  regulations  meet 
the  applicable  standards  provided  in 
section  2(a)  and  2(b)(2)  of  Executive 
Order  12778. 

This  final  rule  has  been  reviewed  in 
accordance  with  Executive  Order  12778. 
These  provisions  do  preempt  state  and 
local  laws  to  the  extent  such  state  and 
local  laws  are  inconsistent  with  the 
provisions  of  this  final  rule. 

FQC  amends  the  General  Crop 
Insurance  Regulations  (7  CFR  part  401) 
by  adding  Late  Planting  and  Prevented 
Planting  provisions  to  the  Com 
Endorseixient  (§  401.111).  Grain 
Sorghum  Endorsement  (§401.113).  and 
the  Soybean  Endorsement  (§401.117), 
effective  for  the  1994  and  succeeding 
crop  years.  The  intended  effect  of  this 
rule  is  to  replace  the  current  optional 
coverage  for  late  and  prevented  planting 
with  more  effective  provisions  that  are 
an  integral  part  of  the  basic  coverage. 

The  current  optional  coverage  for  late 
and  prevented  planting  lack  the  desired 
degree  of  effectiveness  due  to  both 
coverage  deficiencies  and  the  volume  of 
j^perwQfk  required.  The  additional 


paperwork  required  includes  the 
prevented  planting  application  and 
acreage  report,  and  an  option  form  for 
late  planting  coverage.  Adding  to  the 
administrative  burden  of  the  current 
coverage  is  traddng  the  dates  for 
submission  of  these  forms. 

To  improve  the  coverage  provided  for 
late  and  prevented  planting,  an  analysis 
of  the  weaknesses  of  the  current 
program  and  concepts  on  which  new 
policy  provisions  could  be  based,  was 
prepared.  A  summary  of  changes,  based 
on  these  concepts  are  as  follows: 

1.  For  the  1994  and  subsequent  crop 
years,  coverage  for  late  and  prevented 
planting  are  incorporated  into  the 
provisions  of  the  com,  grain  sorghum, 
and  soybean  endorsements.  The  1994 
crop  year  will  serve  as  an  evaluation 
period.  Other  crops  may  be  considered 
for  the  1995  crop  year. 

2.  Coverage  for  prevented  planting 
will  be  for  the  peril  of  excess  moisture. 
In  cases  of  drought,  the  insured  or  the 
company  may  petition  FQC  to  permit 
coverage  under  the  prevented  planting 
provisions.  FQC  may  permit  insureds  to 
bypass  planting  where  successful 
production  appears  improbable  and  still 
remain  qualified  for  a  prevented 
planting  production  guarantee.  Irrigated 
acreage  will  not  be  eligible  for  a 
prevented  planting  production 
guarantee  due  to  drought. 

3.  When  the  insureais  prevented 
from  planting  the  insured  crop  by  the 
final  planting  date,  the  insured  may 
choose  to: 

(a)  Plant  the  insured  crop  after  the 
final  planting  date  and  have  coverage   - 
under  the  late  planting  or  prevented 
planting  provisions; 

(b)  Plant  and  insure  an  alternative 
crop  with  a  later  final  planting  date,  if 
the  insured  has  the  proper  crop 
endorsements; 

(c)  Plant  a  salvage  crop  for  its  value; 

(d)  Leave  the  acreage  unplanted  and 
receive  a  prevented  planting  production 
guarantee;  or 

(e)  Plant  any  uninsured,  non- 
conser\'ing  crop,  and  terminate 
insurance  protection. 

4.  The  late  planting  period  begins  the 
day  after  the  final  planting  date  of  the 
insured  crop  and  extends  for  25  days 
thereafter.  The  production  guarantee 
will  be  reduced  at  the  rate  of  1%  per 
day  for  days  1  through  10  and  2%  per 
day  for  days  11  through  25. 

5.  When  the  insured  crop  is  planted 
more  than  25  days  after  the  final 
planting  date  for  the  insured  crop,  but 
not  later  than  55  days  after  the  latest 
final  planting  date,  the  value  of  any 
production  will  be  production  to  count 
against  the  prevented  planting 
guarantee.  When  a  salvage  crop  is 


planted  during  the  same  period,  the 
value  of  the  salvage  crop  will  be 
deducted  from  the  applicable  indemnity 
pajrment  In  this  case,  the  liabiUty  will 
be  60%  of  the  guarantee. 

6.  If  the  insured  is  prevented  firom 
planting  the  insured  crop  and  a  salvage 
crop  is  not  planted  within  55  days  after 
the  latest  final  planting  date  for  the 
current  crop  year,  a  prevented  planting 
guarantee  may  be  applicable. 

7.  The  guarantee  Tor  prevented 
planting  will  be  50%  of  the  guarantee 
for  timely  planted  acreage  and  appUes 
to  acreage  not  planted  within  55  days  of 
the  latest  final  planting  date.  The 
current  prevented  planting  endorsement 
provides  for  Ud>ility  for  35%  of  the 
guarantee.  The  increase  to  50%  will 
provide  additional  protection  to 
insureds. 

8.  If  the  unit  is  planted  prior  to  55 
days  after  the  latest  final  planting  date, 
with  any  non-conserving. crop  maturing 
in  the  same  crop  year,  a  prevented 
planting  indemnity  will  not  be  paid. 

9.  For  com  and  grain  sorghum,  the 
maximum  acreage  eligible  for  prevented 
planting  coverage  will  be  equal  to  the 
greater  of  the  previous  year's  planted 
acreage,  or  the  Agricultural  Stabilizati(Mi 
and  Conservation  Service  (ASCS)  base 
acreage  applicable  to  the  Carm,  less  any 
acreage  reduction  necessary  to  comply 
with  the  current  year's  ASCS  price 
support  program.  The  maximum  eligible 
acreage  for  soybeans  will  be  100  percent 
of  the  soybean  acreage  planted  the 
previous  year. 

10.  To  be  eligible  for  a  prevented 
planting  production  guarantee,  the 
acreage  that  was  prevented  from  being 
planted  must  exceed  the  lesser  of  20 
acres  or  20  percent  of  the  unit 

11.  Prevented  planting  coverage  will 
not  be  provided  for: 

(a)  High  risk  land,  unless  we  agree  to 
such  coverage  in  writing: 

(b)  Land  used  for  acreage  conservatirai 
(ASCS's  Acreage  Reduction  Program 
(ARP));  ^     ^ 

(c)  Land  on  which  any  crop  has  been 
harvested  in  the  same  crop  year; 

(d)  Land  entered  into  any  program 
administered  by  the  United  Slates 
Department  of  Agriculture  that  provides 
a  payment  for  not  planting  the  acreage, 
e.g..  the  0/92  or  Conservation  Reserve 
programs. 

12.  When  the  insured  is  prevented 
from  timely  planting  and  plants  a  crop 
subject  to  salvage  provisions,  the 
premium  for  the  acreage  will  be  the 
same  as  for  timely  planted  acreage. 
When  the  farmer  paid  premium  for  late 
or  prevented  planting  exceeds  the 
liability,  coverage  will  not  be  provided 
but  conversely  no  premium  will  be  due 
since  insurance  did  not  attach. 
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13.  This  coverage  will  require  an 
appropriate  premium  charge. 

On  Friday.  January  10. 1992.  FQC 
published  a  notice  of  proposed 
rulemaking  in  the  Federal  Register  at  57 
FR 1116,  replacing  the  current  optional 
coverage  for  late  and  prevented  planting 
with  more  efiiactive  provisions  that  are 
an  integral  part  of  the  basic  coverage. 

In  the  proposed  rule.  FQC  stated  that 
the  late  planting/prevented  planting 
coverage  would  be  offered  as  an  option 
for  the  1992  crop  year  if  the  process  of 
publishing  proposed  and  final  rule  was 
completed  timely.  Upon  further  review. 
FQC  determined  that  there  would  not 
be  sufficient  time  to  implement  the  rule 
to  be  effective  for  the  1992  crop  year. 

Following  publication  of  the  proposed 
rule,  the  public  was  given  15  days  to 
submit  written  comments,  data,  and 
opinions.  Comments  were  received  from 
several  insurance  companies  who 
generally  agreed  that  implementation  of 
the  rule  as  an  option  for  the  1992  crop 
year  would  not  be  feasible.  FQC  agrees 
with  such  comments,  and  will  make  the 
rule  eflective  for  the  1994  crop  year. 

A  summary  of  other  concerns 
expressed  by  the  commenters  are  as 

follows: 

1.  Comment:  The  companies  generally 
agreed  with  the  concept  of  including 
these  provisions  in  the  basic 
endorsements  but  suggest  that  such 
incorporation  into  the  basic  policy  will 
increase  paperwork  since  policyholders 
who  choose  not  to  accept  the  late  and 
prevented  planting  provisions  will  be 
required  to  submit  written  notification 
to  that  effect.  The  companies  also 
questioned  the  amount  of  additional 
premium  required  and  what  change  in 
final  planting  dates  would  be  required. 
FCiC  Response:  FQC  anticipates  this 
approach  will  reduce  paperwork  for 
both  the  insured  and  the  agent.  The 
current  coverage  for  late  planting 
requires  the  completion  of  an  option 
form  while  the  new  coverage  will  be  an 
integral  part  of  the  policy.  The  current 
prevented  planting  coverage  requires  an 
application  and  acreage  report  while  the 
proposed  coverage  incorporates  this  into 
present  information  gathering.  The  new 
coverage  is  much  more  comprehensive. 
FQC  has  eliminated  the  option  to 
decline  lata  planting  and  prevented 
planting  coverage  due  to  adverse 
selection  problems  and  servicing 
workload  conditions. 

A  final  rate  analysis  has  not  been 
completed.  A  sufficient  in  the  premium 
rate  will  be  made  if  the  analysis 
indicates  that  need.  No  changes  in  final 
planting  dates  are  being  considered 
because  of  the  addition  of  the  new  late 
and  prevented  planting  coverage.  The 
normal  review  process  for  changes  in 


final  planting  dates  will  continue.  This 
process  includes  evaluation  of  the 
impacts  of  the  ciurent  late  planting 
coverage. 

For  the  insured  with  the  new  coverage 
in  place,  the  risk  of  not  being  able  to 
plant  the  desired  crop  is  reduced.  The 
amount  of  insurance  available  for 
prevented  planting  approximates  the 
costs  already  incurred.  The  new  late 
planting  coverage  extends  by  five  days 
(from  20  to  25)  the  amount  of  time 
coverage  is  available.  The  reduction  in 
the  production  guarantee  does  not 
advance  as  quidily.  therefore,  the 
insured  will  have  a  larger  guarantee  if 
planting  must  be  delayed  by  only  a  few 
days.  The  insured  does  not  incur  the 
large  yield  reduction  on  the  first,  sixth, 
eleventh,  and  sixteenth  days  of  the 
current  late  planting  option. 

2.  CommejJt.  By  incorporating  these 
provisions  the  policy  forces  insureds  to 
insure  for  a  loss  that  may  never  be 
collected. 

FCIC  Response:  All  insurance  policies 
provide  coverage  for  an  event  that  may 
not  happen  during  the  insurance  period. 
The  crop  insurance  program  has 
experienced  considerable  criticism  due 
to  failure  to  cover  these  situations. 
Premium  rates  will  now  reflect  risks 
associated  with  late  or  prevented 
planting. 

3.  Comment:  Many  companies  will  be 
reluctant  to  bear  the  risk  associated  with 
such  mandatory  coverage  without  being 
allowed  to  actually  "underwrite"  these 

risks. 

FOC  Response:  Properly  rated,  this 
provision  does  not  represent  unusual 
risk  to  policy  issuing  companies.  The 
Fa  Act  requires  that  FQC  establish 
coverage  and  rates.  This  coverage  and 
the  corresponding  risk  imposes  no 
greater  risk  to  the  company  than  do  the 
present  provisions. 

4.  Comment:  Rates  for  coverage  are 
not  actuarially  sound  and  this  change 
will  make  them  more  unsound. 

FCIC  Response:  FQC  reviews 
premium  rates  on  an  ongoing  basis  to 
improve  actuarial  soundness.  A  review 
to  determine  the  effect  of  including  late 
and  prevented  planting  on  premium 
rates  is  in  progress.  The  FQC  is  required 
to  establish  the  rates  for  this  coverage  on 
an  actuarially  sound  basis. 

5.  Comment:  After  the  20-day 
extension,  it  is  too  late  to  have  a  normal 
harvest.  The  current  20-day  optional 
coverage  (available  separately)  allows 
sufficient  time  to  plant  a  crop. 
Extending  this  to  25  days  will  increase 
both  the  amount  and  number  of  losses 
paid,  resulting  in  increased  paperwork 
on  late  planted  acreage. 

FCIC  Response:  Because  the  late 
planting  provisions  will  be  incorporated 


in  the  respective  crop  policies,  the 
overall  amount  of  paperwork  per 
insured  will  remain  approximately 
equal.  Improved  policy  protection  may 
result  in  a  slightly  larger  number  of 
claims  for  loss  adjustment.  Extending 
the  late  planting  period  by  five  days  will 
not  be  detrimental  as  long  as  the 
production  guarantee  is  sufficiently 
reduced.  The  opportunity  to  make  a 
normal  crop  does  not  suddenly  cease  on 
the  21st  day.  The  continual  acceleration 
of  the  guarantee  reduction  is  sufficient 
to  cover  the  increased  risks  of 
insufficient  growing  season. 

6.  Comment:  Making  these  provisions 
an  integral  part  of  the  regulations  was 
questioned.  The  commenting  company 
stated  they  have  never  paid  a  prevented 
planting  claim,  and  under  the  previous 
procedures,  never  expected  to  pay  one. 
Assuming  FCIC  has  to  give  permission 
to  insureds,  the  commenter  inquired 
about  the  method  FQC  will  use  to 
handle  requests  from  reinsured 
companies. 

FCIC  Response:  Making  the 
provisions  an  integral  part  of  the 
policies  will  reduce  the  number  of 
problems  experienced  with  previously 
available  coverage.  The  new  coverage 
eliminates  the  need  for  separate 
applications,  acreage  reports,  and  option 
forms  required  under  current 
procedures.  The  fact  that  the 
commenting  company  has  never  paid  a 
claim  under  the  current  coverage  would 
indicate  that  policy  coverage  is  not 
adequate.  This  would  account,  in  part, 
for  the  extremely  low  participation  rates 
in  the  current  prevented  planting 
coverage.  FCIC's  permission  is  only 
required  if  drought  is  the  reason  that 
planting  is  prevented.  We  do  not 
consider  that  drought  will  normally  be 
8  prevented  planting  cause  of  loss. 

7.  Comment:  Companies  opposed  the 
use  of  the  producer's  option  to  reject 
prevented  planting  coverage.  Not  only 
was  it  thought  that  this  would  increase 
paperwork  but  it  was  thought  that  the 
necessity  of  an  affirmative  request  could 
lead  to  insureds  confusion. 

FCIC  Response:  FQC  agrees  and  has 
eliminated  the  option  to  decline 
coverage. 

8.  Comment:  Prevented  planting 
should  not  be  part  of  the  policy  because 
of  its  complexity  and  the  need  to 
explain  it  in  detail  to  the  insured. 

FCIC  Response:  All  insurance  policies 
include  provisions  that  are  somewhat 
complex  and  require  explanation  to 
insureds.  Establishing  separate  forms 
because  a  provision  is  new  or  complex 
does  not  establish  a  desirable  precedent. 

9.  Comment:  ]n  all  three 
endorsements,  calendar  year  should  be 
changed  to  read  crop  year  (Texas  cotton 
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is  not  harvested  until  January  of  the 
following  year  thus  eliminating  a 
prevented  planting  for  the  following 
year). 

FCIC  Response:  FQC  agrees  with  this 
comment  and  has  revised  each  crop 
endorsement  to  indicate  crop  year  rather 
than  calendar  year. 

10.  Comment:  Drought  should  not  be 
an  insurable  peril  for  prevented  planting 
purposes.  Drought  is  difficult  to 
measure  or  define  and  would  not 
prevent  a  crop  from  being  planted.  The 
only  insurable  peril  should  be  excess 
moisture.  The  final  planting  date  is  too 
early  to  allow  an  insured  the  option  not 
to  plant  and  collect  a  prevented  planting 
payment. 

FCIC  Response:  FQC  agrees  that 
drought  is  difficult  to  measure  and 
define.  Administration  of  this  coverage 
will  be  difficult,  especially  since 
agreement  as  to  the  severity  of  the 
drought  and  determination  of  the  area  to 
be  covered  must  be  determined  during 
the  insurance  period.  FCIC  will  review 
requests,  on  a  case  by  case  basis,  to 
determine  whether  circumstances  are 
sufficiently  adverse  to  grant  prevented 
planting  coverage  in  cases  of  drought. 
Policy  issuing  companies,  on  behalf  of 
insureds,  must  obtain  written 
concurrence  from  FCIC  prior  to 
invoking  prevented  planting  coverage  in 
a  drt)ught  situation.  In  order  for  the 
insured  to  be  indemnified  under  the 
prevented  planting  provisions  after  the 
flnal  planting  date  they  must  not  plant 
the  insured  acreage  to  the  insured  crop 
or  a  substitute  crop.  If  the  insured  crop 
or  a  salvage  crop  is  planted  within  the 
periods  designated  in  the  provisions, 
there  will  be  no  prevented  planting 
coverage,  and  the  salvage  value  of  the 
crop  will  be  counted  against  the 
production  guarantee.  The  amoiuit  of 
insurance  available  for  prevented 
planting  is  designed  to  approximate  the 
costs  already  incurred  if  it  is  not 
possible  to  plant  the  desired  crop.  There 
will  be  little  incentive  for  the  insured  to 
idle  ground  for  the  entire  crop  year  only 
to  recover  Hxed  costs.  FCIC  does  not 
anticipate  farmers  idling  acreage  after 
the  fmal  planting  date  when  there  is 
still  time  to  plant  another  crop. 

List  of  Subjects  in  7  CFR  Part  401 

Crop  insurance;  Com.  Grain  sorghum, 
and  Soybeans. 

Final  Rule 

Accordingly,  pursuant  to  the 
authority  contained  in  the  Federal  Crop 
Insurance  Act.  as  amended  (7  U.S.C. 
1501  et  seq.),  the  Federal  Crop 
Insurance  Corporation  hereby  amends 
the  crop  insurance  regulations  (7  CFR 


part  401)  effiective  for  the  1994  and 
subsequent  crop  years  as  follows: 

PART  401  [AMENDED) 

1.  The  authority  citation  for  7  CFR 
part  401  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1506. 1516. 

2.  7  CFR  401.111  is  amended  by 
redesignating  section  10  of  the  Com 
Endorsement  as  a  revised  section  11  and 
adding  a  new  section  10  to  read  as 
follows: 

f  401.111    Com  •ndorsemant 

10.  Late  and  Prevented  Planting 

a.  You  are  automatically  covered  under  the 
late  planting,  salvage  crop,  and  provented 
planting  provisions  of  this  endorsement, 
whichever  is  applicable.  If  you  are  prevented 
from  planting  due  to  excess  moisture 
conditions  (and  drought,  if  agreed  to  in 
writing  by  us)  you  may  choose  to  plant  late; 
or  you  may  choose  to  plant  a  salvage  crop; 
or  you  may  choose  to  receive  a  prevented 
planting  payment  if  you  are  unable  to  plant 
a  crop.  For  the  provisions  concerning  "Late 
Planting"  guarantee,  see  subsection  b;  for  the 
provisions  concerning  "Coverage  Provided 
for  Planting  After  the  Late  Planting  Period", 
see  subsection  c;  for  the  provisions 
concerning  "Prevented  Planting"  guarantee, 
see  subsection  d.  If  drought  is  general  in  the 
area,  we  may  consider  drought  an  insurable 
cause  of  loss  under  this  section  in  limited 
circumstances.  Drought  will  not  be 
considered  an  insurable  cause  of  loss  for  late 
or  prevented  planting  for  acreage  insured 
under  an  irrigated  practice.  You  may  elect  to 
plant  com  for  up  to  25  days  after  the  final 
planting  date  (with  a  reduction  in  guarantee), 
even  if  you  are  not  prevented  from  planting. 

b.  Late  Planting 

(1)  If  you  were  prevented  from  planting  by 
the  final  planting  date  or  if  you  elect  to  plant 
later  than  that  date,  you  may  plant  com 
during  the  late  planting  period,  subject  to  the 
provisions  of  sul)section  c  or  d  as  applicable. 
If  the  acreage  is  planted  later  than  the 
t\*'enty.Bflh  day  after  the  final  planting  date 
it  will  be  subject  to  subsection  c  or 
subsection  d  which  contains  additional 
coverage  provisions  for  acreage  you  were 
prevented  from  planting  by  the  final  planting 
date  and  did  not  plant  during  the  late 
planting  period. 

(2)  If  you  select  to  plant  later  than  the  final 
planting  date,  you  must  provide  notice  of 
such  election  to  us,  on  or  before  the  final 
planting  date.  You  must  note  the  dates  of 
actual  planting  on  your  acreage  report  if  you 
plant  during  the  late  planting  period.  Failure 
to  provide  timely  notice  will  result  in 
reduced  coverage  or  cancellation  of  your 
policy  coverage. 

(3)  If  you  were  prevented  from  planting  by 
the  final  planting  date,  you  must: 

(i)  Plant  the  acreage  with  com  during  the 
late  planting  period,  subject  to  the  terms  of 
this  endorsement; 

(ii)  Plant  the  acreage  with  an  alternative 
crop  with  a  later  final  planting  date  which. 


if  insurable,  is  separately  Insured  under  the 
policy  and  endorsement  for  the  alternative 
crop: 

(iii)  Leave  the  acreage  unplanted  and  . 

obtain  a  prevented  planting  production  | 

guarantee,  (see  subsection  d);  or  i 

(iv)  Plant  the  acreage  to  any  non-  i 

conserving  crop  not  insured  under  your  | 

policy  and  endorsement  for  that  crop  leaving 
the  crop  without  insurance  protection.  i 

(4)  The  premium  for  com  planted  during        j 
the  late  planting  period  will  be  the  same  as 

the  premium  fur  timely  planted  acreage.  If 
the  farmer  paid  premium  (gross  premium  leaa 
our  subsidy)  for  late  planted  acreage  exceeds 
our  liability  on  the  acreage,  then  coverage 
will  not  \x  provided  (no  premium  will  be 
due  and  no  indemnity  will  be  paid). 

(5)  The  production  guarantee  for  com  for 
each  acre  planted  during  the  late  planting 
period  will  be  reduced  for  each  day  after  the 
final  planting  date  by: 

(i)  One  percent  (1%)  for  each  of  the  fu»t 
ten  days  after  the  final  planting  date:  and 

(ii)  Two  percent  (2%)  each  day  for  the 
eleventh  through  the  twenty -fifth  day  after 
the  final  planting  date. 

(6)  Subsection  2e(4)  of  the  General  Crop 
Insurance  Policy  does  not  apply  to  com 
insured  tmder  this  endorsement. 

c.  Planting  After  the  Late  Planting  Period 
(Salvage  Crop) 

(1)  You  may  plant  a  salvage  crop 
(including  com)  during  the  salvage  crop  ' 
period  if  you  were  prevented  from  planting  j 
com  by  the  final  planting  date  and  you  did  < 
not  plant  a  crop  during  the  late  planting  '■ 
period.  If  the  acreage  is  not  planted  to  com  I 
or  a  salvage  crop  during  this  period  (the  j 
salvage  crop  period)  the  acreage  may  be  i 
subject  to  subsection  d,  which  contains  | 
additional  coverage  provisions. 

(2)  The  acreage  covered  will  be  limited  to 
the  greater  of  (a)  the  number  of  acres  planted 
to  com  for  the  previous  crop  year  on  the 
ASCS  farm  serial  number  (adjusted  for  any 
reconstitution  which  may  have  occurred 
prior  to  the  sales  closing  date)  or  (b)  the 
ASCS  base  acreage  for  com  reduced  by  any 
acreage  reduction  applicable  to  the  farm 
under  any  program  administered  by  the 
United  States  Department  of  Agriculture. 
Irrigated  acreage  is  limited  to  a  maximum  of 
100  percent  of  the  acres  planted  for  com  and 
irrigated  during  the  previous  crop  year. 
Coverage  for  irrigated  acreage  will  only  be 
approved  if  the  acreage  prevented  from 
planting  is  prepared  for  irrigation,  and  if 
sufficient  irrigation  equipment  and  water  was 
and  is  available  to  cany  out  an  irrigated 
practice  on  the  acreage  where  planting  was 
prevented.  When  prevented  planting  occurs 
and  the  ASCS  farm  serial  number  covers 
more  than  one  unit,  the  covered  acres  will  he 
allocated  based  on  the  cropland  acres  in  each 
unit  or  your  planting  intentions  if  supptorled 
by  verifiable  records  or  planting  history. 
Acreage  planted  with  a  salvage  crop  must 
meet  all  applicable  policy  requirements  for 
insurability.  You  must  have  been  prevented 
from  planting  on  a  minimum  of  20  acres  or 
20  percent  of  the  eligible  acres  in  the  unit, 
whichever  is  smaller. 

(3)  If  acreage  insured  for  com  production 
could  not  be  planted  by  the  final  planting 
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date  and  was  not  pUntad  by  tbs  mm!  of  the 
lele  piantli^  partod.  yoa  hav*  tb«  optkn  to: 

(i)  Plant  the  acraage  to  com  and  retain 
covaraaa  at  60%  of  tba  gnazaaiea  for  tUaely 

planteoatiaagiw; 

(ii)  For  its  salTa^a  vahia  plaat  tfaa  acraaga 
to  another  crop  insoiad  aador  jrour  policy 
and  tba  aadaraamaat  for  that  crop  and  ralain 
tka  toairaBca  m»erage  wmatning  (60%  of 
the  original  liability)  on  your  can 
endorMOMDt; 

(iii)  Laava  tfaa  aue^a  unplantad  and  retain 
a  pravanled  plantiag  production  guarantee 
si^iject  to  the  appUcahla  provisions  of 
sut»ecttan  d;  or 

(iv)  Plant  the  acre^a  to  an  uninsured  non- 
conserving  crop,  which  will  terminate  the 
insurance  afiar  on  diat  acMaga  and  result  in 
no  premium  due  nor  indemnity  paid  for  that 
acreage- 

(4)  You  must  tepoit  the  number  of  acres 
you  were  prevented  Gram  planting  no  later 
than  15  days  aflar  planting  to  a  salvaga  crop 
or  55  days  after  the  latest  final  planting  date, 
whichever  comes  first.  This  report  will  be 
your  notice  of  loss  for  the  purpose  of 
determining  coverage  under  this  section.  All 
non-irrigated  acreage  may  be  reported, 
subject  to  the  limitations  contained  in  10c(2) 
of  this  part. 

(5)  If  the  farmer  paid  premitmi  (gross 
premium  leaa  oor  subsidy)  exceeds  our 
Uability,  then  coverage  is  not  provided  on  the 
affected  acreage  (oo  premium  will  be  due  and 
no  indemnity  will  be  paid). 

(6)  When  a  salvage  crop  is  planted  during 
the  lalvagB  crop  period,  any  production  on 
the  acre^a  will  be  counted  against  the  policy 
guarantee.  Tba  value  of  tba  salvage  crop  will 
be  the  amount  received  if  the  crop  baa  been 
marketed,  or  the  amount  which  amid  have 
been  received  if  the  crop  has  not  been 
marketed.  The  valtM  will  be  established  on 
the  day  the  loss  is  determined. 

(7)  The  prevented  planting  Indemnity  for  a 
unit,  if  the  acreage  was  planted  to  a  salvaga 
crop,  will  be  cakulatad  as  foUowr 

(i)  Separata  the  unit  into  three  partr 

(A)  Acreage  that  was  timely  planted: 

(B)  AcieagB  that  was  late  planted;  and 

(C)  Acreage  that  was  prvvaaled  from  being 
planted  timely  and  was  planted  to  a  salvaga 
crop  during  the  salvaga  crap  period: 

(ii)  Multiply  the  per  acre  production 
guarantee  for  timely  planted  acraaga  by  the 
eligible  number  of  acroa  when  planting  was 
prevented  (pan«raph  10c(7Ki)(Q)  and  than 
multiply  this  reauh  by  sixty  percent  (60%); 

(iii)  Multiply  the  per  acre  productioo 
guarantee  far  timely  planted  acreage  by  the 
eligible  number  of  acres  timely  planted 
(paragraph  10c(7Ki)(A)); 

(iv)  Multiply  the  applicable  {Roduction 
guarantee  for  acreage  lata  planted  (subsection 
10b(S))  by  the  eligible  number  of  acres 
planted  late  (peiagraph  10c(7Xi)(B)):  and 

(v)  Add  the  production  guarantee 
determinations  from  10c(7)(ii),  10c(7)(iii)  and 
10c(7)(iv); 

(vi)  Divide  the  vahie  of  production  finm 
any  salvage  crop  by  your  price  election; 

(vii)  Add  the  amount  determined  in 
10c(7)(vi)  i^Mve  to  the  productton  to  count 
established  for  timely  and  lata  planted 
acraaga  and  acreage  planted  to  com  during 
the  salvage  crop  period  and  subtract  the  total 


from  the  production  guarantee  dMetmined  in 
10c(7Mv)  above: 

(viii)  Multiply  the  remainder  (10c(7)(vii)) 
by  your  price  election;  and 

(ix)  Multiply  the  result  of  10c(7Mviil)  by 
your  share. 

(8)  If  any  crop  (salvage  or  other)  is  planted 
56  or  more  days  after  the  latest  final  planting 
date  of  com.  ^ain  sorghum,  or  soybeans  in 
the  county,  no  value  will  count  against  the 
policy  guarantee, 
d.  Prevented  Planting 

(1)  If  you  were  prevented  from  planting 
com  by  the  final  planting  date,  you  elected 
not  to  plant  com  during  the  late  planting 
period,  and  you  have  not  planted  a  salvage 
or  any  non-conserving  crop  prior  to  the  56th 
day  after  the  latest  final  planting  data,  you 
may  be  eligible  far  a  prevented  planting 
proiduction  guarantee. 

(Z)  The  acrawe  covered  will  be  limited  to 
the  greater  of  (a)  the  number  of  acres  planted 
tc  com  far  the  previous  crop  year  on  the 
ASCS  farm  serial  number  adjusted  for  any 
reconstitution  which  may  have  occurred 
prior  to  the  sales  dosing  date,  or  (b)  the 
ASCS  base  acreage  far  com  reduced  by  any 
acreage  reduction  applicable  to  the  farm 
under  any  program  administered  by  the 
United  States  Department  of  Agriculture. 
Irrigated  acreege  is  limited  to  a  maximum  of 
too  percent  of  the  acres  planted  for  com  and 
irrigated  during  the  previous  crop  year. 
Coverage  for  irrigated  acreage  will  only  be 
approved  if  the  acreage  prevented  from 
planting  Is  ptrepared  for  irrigation,  and  if 
sufficient  irrigation  equipment  and  water  vras 
and  is  evailaMe  to  carry  out  an  irrigated 
practice  on  the  acreage  where  planting  was 
prevented  When  prevealed  planting  occurs 
and  the  ASCS  farm  serial  number  covers 
more  than  one  unit,  the  covered  acres  will  be 
allocated  based  on  the  cropland  acres  in  each 
unit  or  your  planting  intentions  if  supported 
by  verifiable  records  or  planting  history. 
Acreage  insured  for  prevented  planting  must 
meet  all  applicable  policy  requireroents  for 
insurability.  A  minimum  of  20  acres  or  20 
percent  of  the  acres  in  the  unit,  whichever  is 
smaller,  must  be  subject  to  the  conditions  set 
out  in  subsection  10d(2)  which  prevented 
planting  on  that  acreege  in  order  to  be 
eligible  far  this  provision. 

(3)  A  prevented  planting  production 
guarantee  vril)  not  be  provided  fior 

(i)  High  risk  la!>d  unless  we  agree  to 
prevented  planting  coverage,  in  writing,  prior 
to  the  sales  closing  date  for  com  in  the 
county; 

(ii)  Land  used  for  acreage  conservation 
under  any  acreage  reduction  program 
administered  by  the  United  States 
Department  of  Agriculture; 

(iii)  Land  that  I*  entered  into  any  program 
administered  by  the  United  States 
Department  of  Agriculture  that  provides  a 
payment  for  not  planting  the  acreage  (such  as 
the  Conservation  Reserve  Program);  or 

(iv)  Land  where  any  crap  has  been 
harvested  in  the  same  crop  year. 

(4)  You  must  report  the  number  of  acres 
eligible  far  prevented  planting  coverage  no 
later  than  55  days  after  the  latest  final 
planting  date  in  order  to  receive  a  prevented 
planting  indemnity.  This  report  will  be  your 
notice  of  loss  for  the  purpose  of  determining 


cover^e  under  this  section.  All  aan-irrigatod 
acreage  may  be  reported,  subject  to  the 
limitations  In  10d(2)  above.  No  more  than 
100  percent  of  the  number  of  acres  planted 
tot  com  production  and  irri^ted  during  the 
previous  crop  year  will  be  eligible  for  a 
prevailed  planting  indemnity  as  irrigated.  A 
prevented  planting  faadamnity  lor  irrigaled 
acreage  will  only  be  approved  if  the  acreage 
prevented  from  pluitliig  is  prepared  far 
irrigatian,  and  if  suffidant  irrigatioo 
equipment  and  water  was  and  Is  available  to 
carry  out  an  irrigated  practice  oo  the  acreage 
whne  planting  was  pKevented. 

(5)  The  premium  for  acreage  eligible  far  a 
prevented  planting  indemnity  is  iododed  in 
the  premium  for  this  andorsenMnL  If  the 
fanner  paid  premium  far  this  coverage 
exceeds  our  liability,  than  coverage  will  not 
be  provided  (no  premium  will  be  due  and  no 
Indemnity  will  be  paid). 

(6)  The  indemnity  for  a  unit  adversely 
impacted  by  a  prevented  planting  situabon, 
if  the  impacted  acreage  is  left  unplantad.  will 
be  calculated  as  follows: 

(i)  Separate  the  acreage  of  the  unit  into  four 
parts: 

(A)  Acreage  that  was  timely  planted; 

(B)  Acreage  that  was  late  planted; 

(C)  Acreage  that  was  prevented  from  being 
planted  and  was  planted  to  a  salvage  crop  or 
com  during  the  salvage  crop  period;  and 

(D)  Acreage  that  was  preveoted  from 
planting 

(U)  Multiply  the  applicable  production 
guarantee  for  timely  planted  acreage  by  the 
eligible  number  of  acres  where  plaoting  was 
prevented  (10d(6MD(D))  and  than  multiply 
that  result  by  fifty  percent  (50%); 

(iii)  Multiply  the  applicable  production 
guarantee  far  timely  planted  acreage 
(10d(6Ki)(A))  by  the  number  of  eligible  acres 
timely  planted; 

(iv)  Multiply  the  applicable  production 
guarantee  fnr  late  planted  acreage 
(10d(6)(i)(B))  by  the  number  of  eligible  acres 
late  planted  (10b):  and 

(v)  Multiply  the  applicable  production 
guarantee  for  acreage  planted  to  a  salvage 
crop  (t0d(6)(i)(C))  by  the  number  of  eligible 
acres  planted  to  a  salvage  crop; 

(vi)  Add  the  production  guarantee 
determinations  from  10d(6)  (11).  (Ui).  (iv).  and 
(v)  above; 

(vii)  Subtract  the  production  to  count 
established  for  the  unit  bam  the  production 
guarantee  determined  in  (10d(6)(vi))  above; 

(viii)  Multiply  the  result  of  (vii).  if  greater 
than  zero,  by  your  price  election; 

(ix)  Multiply  the  result  of  (viii)  by  your 
share. 
11.  Meaning  of  Terms 

a.  Cropland — arable  land  in  a  unit. 

b.  Days — calendar  days. 

c  Distinctly  Low  Quality— {\)  Exceeding 
8.0  percent  kernel  damage  (excluding  beat 
damage);  (2)  Havln^^  a  musty,  swir.  or 
commercially  objectionable  foreign  odor 
which  causes  the  com  to  grade  U.S.  Sample 
grade;  or  (3)  Graded  as  "Garlicky." 

d.  Drought—*  lack  of  predpiutioo  which 
is  genwal  in  the  county,  occurs  after  planting 
the  Insured  crop  and  before  harvest,  and 
results  in  adverse  impacts  on  the  production 
of  the  insured  crcjp.  For  prevented  planting 
purposes  only,  drought  occurring  prior  to  the 
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nit  into  four 


final  planting  date  and  before  planting  may 
be  considered. 

e.  Final  planting  date — the  date  contained 
in  the  actuarial  table  by  which  the  insured 
crop  must  initially  be  planted  in  order  to  be 
insured  for  the  full  production  guarantee. 

f.  Harvest — completion  of  combining  or 
picking  corn  for  grain. 

g.  High  risk  land — land  on  which  crop 
damage  occurs  more  frequently  than  is 
normal  in  the  county  and  may  be 
characterized  by  frequent  flooding  or  excess 
moisture,  or  soil  classified  in  other  than  an 
"K"  classification  on  the  actuarial  table. 

h.  Irrigated  practice — applying  adequate 
water  at  the  proper  time  to  produce  at  least 
the  yield  used  to  establish  the  guarantee  on 
the  irrigated  com. 

i.  Late  planting  period — the  period  which 
begins  the  day  after  the  final  planting  date  for 
com  and  ends  twenty  five  (25)  days  after  the 
final  planting  date. 

).  Latest  final  planting  date — the  latest  final 
planting  dale,  as  established  by  the  actuarial 
table,  for  any  insurable  crop  in  the  county  to 
be  planted  for  harvest  in  the  same  crop  year 
as  the  insured  com.  When  determining  the 
latest  final  planting  date  associated  with 
com.  exclude  planting  dates  related  to 
tobacco,  fresh  market  sweet  com,  fresh 
market  peppers,  and  fresh  market  tomatoes. 

k.  Non-conserving  crop — any  food,  faed.  or 
fiber  crop  planted  for  harvest  in  the  same 
crop  year  as  the  insured  com  crop,  which  is 
not  insured  under  your  p>olicy  and  its 
endorsements. 

1.  Prevented  planting — you  were 
unavoidably  prevented  from  planting  com  by 
the  final  planting  date  due  to  excess  moisture 
lor  drought,  if  drought  is  general  in  the 
county  and  we  determine  in  writing  that 
drought  will  be  an  insurable  cause  of  loss). 

m.  Prevented  planting  indemnity — ^the 
payment  provided  for  qualifying  acreage 
where  com  planting  by  the  final  planting 
date  was  prevented  and  the  acreage  remained 
unplanted  until  after  the  salvage  crop  period 
had  expired. 

n.  Production  to  count — the  actual 
appraised  or  harvested  production  on 
insured  acreage. 

o.  Replanting — performing  the  cultural 
practices  necessary  to  replace  the  com  seed 
in  the  insured  acreage  with  the  expectation 
of  growing  a  successful  crop. 

p.  Salvage  crop— any  crop  which  has  a 
final  planting  date  equal  to  or  later  than  com, 
is  insured  under  your  policy  and  its 
endorsements,  that  is  planted  during  the 
salvage  crop  period  on  acreage  where  com 
planting  was  prevented  by  the  final  planting 
date.  When  an  insurable  crop  is  planted  that 
may  qualify  as  a  salvage  crop,  the  insured 
crop  may  be  considered  to  tw  the  crop  with 
the  highest  applicable  liability. 

q.  Salvage  crop  period — the  period  which 
begins  the  day  after  the  com  late  planting 
period  and  ends  55  days  after  the  latest  final 
planting  date. 

r.  Section — a  unit  of  measure  under  the 
rectangular  survey  system  describing  a  tract 
of  land  generally  one  mile  square,  usually 
containing  approximately  640  acres. 

$.  Sj7age— com  harvested  by  severing  the 
stalk  from  the  land  and  chopping  the  stalk 
and  the  ear  for  the  purpose  of  livestock  feed. 


t.  Timely  planted— com  planted  by  the 
final  planting  date,  as  established  by  the 
actuarial  table,  for  com  in  the  counfy  to  be 
planted  for  harvest  in  the  crop  year. 

2.  7  CFR  401.113  is  amended  by 
redesignating  section  10  of  the  Grain 
Sorghum  Endorsement  as  a  ivvised  section 
11  and  adding  a  new  section  10  to  read  as 
follows: 

1 401 .113    Grain  •orghum  MidorsMTMnL 


10.  Late  and  Prevented  Planting 

a.  You  are  automatically  covered  under  the 
late  planting,  salvage  crop,  and  prevented 
planting  provisions  of  this  endorsement, 
whichever  is  applicable.  If  you  are  prevented 
from  planting  due  to  excess  moisture 
conditions  (and  drought,  if  agreed  to  in 
writing  by  us)  You  may  choose  to  pliuit  late: 
or  you  may  choose  to  plant  a  salvage  crop; 
or  you  may  chooae  to  receive  a  prevented 
planting  payment  if  you  are  unable  to  plant 
a  crop.  For  the  provisions  conceming  "Late 
Planting"  guarantee,  see  subsection  b:  for  the 
provisions  conceming  "Coverage  Provided 
for  Planting  Af^er  the  Late  Planting  Period", 
see  subsection  c;  for  the  provisions 
conceming  "Prevented  Planting"  guarantee, 
see  subsection  d.  If  drought  is  general  in  the 
area,  we  may  consider  drought  an  insurable 
cause  of  loss  under  this  section  in  limited 
circumstances.  Drought  will  not  be 
considered  an  insurable  cause  of  loss  for  late 
or  prevented  planting  for  acreage  insured 
under  an  irrigated  practice.  You  may  elect  to 
plant  grain  sorghum  for  up  to  25  days  after 
the  final  planting  date  (with  a  reduction  in 
guarantee),  even  if  you  are  not  prevented 
from  planting. 

b.  Late  Planting 

(1)  If  you  were  prevented  from  planting  by 
the  final  planting  date  or  if  you  elect  to  plant 
later  than  that  date,  you  may  plant  grain 
sorghum  during  the  late  planting  period, 
subject  to  the  provisions  of  subsection  c  or 

d  as  applicable.  If  the  acreage  is  planted  later 
than  the  twenfy-fifih  day  after  the  final 
planting  date  it  will  be  subject  to  subsection 
c  or  subsection  d  which  contains  additional 
coverage  provisions  for  acreage  you  were   , 
prevented  from  planting  by  the  final  planting 
date  and  did  not  plant  during  the  late 
planting  period. 

(2)  If  you  elect  to  plant  later  than  the  final 
planting  date,  you  must  provide  notice  of 
such  election  to  us,  on  or  before  the  final 
planting  date.  You  must  note  the  dates  of 
actual  planting  on  your  acreage  report  if  you 
plant  during  the  late  planting  period.  Failure 
to  provide  timely  notice  will  result  in 
reduced  coverage  or  cancellation  of  your 
policy  coverage. 

(3)  If  you  were  prevented  from  planting  by 
the  final  planting  date,  you  must: 

(i)  Plant  the  acreage  with  grain  soighum 
during  the  late  planting  period,  subject  to  the 
temis  of  this  endorsement; 

(ii)  Plant  the  acreage  with  an  altemative 
crop  with  a  later  final  planting  date  which. 
if  insurable,  is  separately  insured  under  the 
policy  and  endorsement  for  the  altemative 
crop: 


(iii)  Leave  ttw  acraagB  unplanted  and 
obtain  a  prevented  planting  production 
guarantee,  (see  subsection  d):  or 

(iv)  Plant  the  acreage  to  any  non- 
conserving  crop  not  insured  under  your 
policy  and  endorsement  for  the  crop  leaving 
the  crop  without  Insurance  protection. 

(4)  The  premium  for  grain  sorghum  planted 
during  the  late  planting  period  will  be  the 
same  as  the  premium  for  timely  planted 
acreage.  If  the  former  paid  premium  (gross 
premium  less  our  subsidy)  for  late  planted 
acreage  exceeds  our  liabilify  on  the  acreage, 
then  coverage  will  not  be  provided  (no 
premium  will  be  due  and  no  indenmity  will 
be  paid). 

(5)  The  production  guarantee  for  grain 
sorghum  for  each  acre  planted  during  the  late 
planting  period  will  be  reduced  for  each  day 
after  the  final  planting  date  by: 

(i)  One  percent  (1%)  for  each  of  the  first 
ten  days  after  the  final  planting  date;  and 

(ii)  Two  percent  (2%)  each  day  for  the 
eleventh  through  the  twenty-fifth  day  after 
the  final  planting  date. 

(6)  Subsection  2.e(4)  of  the  General  Crop 
Insurance  Policy  does  not  apply  to  grain 
sorghum  insured  under  this  end(M«ement. 

c.  Planting  After  the  Late  Planting  Period 
(Salvage  (>op) 

(1)  You  may  plant  a  salvage  crop 
(including  grain  sorghum)  during  the  salvage 
crop  period  if  you  were  prevented  from 
planting  grain  soighum  by  the  final  planting 
date  and  you  did  not  plant  a  crop  during  the 
late  planting  period.  If  the  acreage  is  not 
planted  to  grain  sorghum  or  a  salvage  crop 
during  this  pteriod  (the  salvage  crop  period) 
the  acreage  may  be  subject  to  subsection  d, 
which  contains  additional  coverage 
provisions. 

(2)  The  acreage  covered  will  be  limited  to 
the  greater  of  (a)  the  number  of  acres  planted 
to  grain  sorghum  for  the  previous  crop  year 
on  the  ASCS  farm  serial  number  (adjusted  for 
any  reconstitution  which  may  have  occurred 
prior  to  the  sales  closing  date)  or  (b)  the 
ASCS  base  acreage  for  grain  sorghum 
reduced  by  any  acreage  reduction  applicable 
to  the  farm  under  any  program  administered 
by  the  United  States  Department  of 
Agriculture.  Irrigated  acreage  is  limited  to  a 
maximum  of  100  percent  of  the  acres  planted 
for  grain  soighum  and  irrigated  during  the 
previous  crop  year.  Coverage  for  irrigated 
acreage  will  only  be  approved  if  the  acreage 
prevented  from  planting  is  prepared  for 
irrigation,  and  if  sufficient  irrigation 
equipment  and  water  was  and  is  available  to 
carry  out  an  irrigated  practice  on  the  acreage 
where  planting  was  prevented.  When 
prevented  planting  occurs  and  the  ASCS 
farm  serial  number  covers  more  than  one 
unit,  the  covered  acres  will  be  allocated 
based  on  the  cropland  acres  in  each  unit  or 
your  planting  intentions  if  supported  by 
verifiable  records  or  planting  history. 
Acreage  planted  with  a  salvage  crop  must 
meet  all  applicable  policy  requirements  for 
insurability.  You  must  have  been  prevented 
from  planting  on  a  minimum  of  20  acres  or 
20  percent  of  the  eligible  acres  in  the  unit, 
whichever  is  smaller. 

(3)  If  acreage  insured  for  grain  sorghum 
production  could  not  be  planted  by  the  final 
planting  date  and  was  not  planted  by  the  end 
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of  the  Uto  pUndng  period,  you  have  the 
option  to: 

(i)  Plant  the  aae^o  to  grain  torghum  and 
retain  cover^e  at  60%  of  the  guarantee  far 
timely  planted  acraaga; 

(ii)  For  iU  salvia  value  plant  the  acreage 
to  another  CTop  insured  under  your  poliqr 
and  the  andortemant  for  that  crop  and  retain 
the  insurance  ooveraga  remaining  (60%  of 
the  original  liability)  on  your  grain  sorghum 
endoraemant: 

(iii)  Leave  the  Bi.nag>  unplanted  and  retain 
a  prevented  planting  production  guarantee 
subject  to  the  applicable  proviaions  of 
subsectioa  d:  or 

(iv)  Plant  the  acreage  to  an  uninsured  non- 
conserving  ctop,  which  will  terminate  the 
|npiT«nr«  oBu  ou  that  acTa^e  and  result  in 
no  premium  due  nor  indemnity  paid  far  that 
acreage. 

(4)  You  must  report  the  number  of  acres 
you  were  prevented  Cram  planting  no  later 
than  15  days  after  planting  io  a  salvage  crop 
or  55  days  after  the  latest  final  planting  date, 
whichever  comes  first.  This  report  will  be 
your  notice  of  loss  for  the  purpose  of 
determining  coverage  under  this  section.  All 
non-irrignted  acreage  may  be  reported, 
subject  to  the  limitetiocs  conUined  in  10c(2) 
of  this  part 

(5)  If  the  former  paid  preroiimi  (gross 
premium  less  our  subsidy)  exceeds  our 
Uability.  then  coverage  Is  not  provided  on  the 
affected  acreage  (no  premium  will  be  dve  and 
no  indemnity  will  be  paid). 

(6)  When  a  salvage  crop  is  planted  during 
the  salvage  crop  p«riod.  any  production  on 
the  aerate  will  be  counted  agsinst  the  policy 
guarantee.  The  value  of  the  salvage  crop  will 
be  the  amount  received  if  the  crop  has  been 
marketed,  or  the  amount  which  could  have 
been  received  if  the  crop  has  not  been 
marketed.  The  value  will  be  established  on 
the  day  the  loss  is  determined. 

(7)  The  prevented  planting  indemnity  far  a 
unit,  if  the  acreage  vras  planted  to  a  salvage 
crop,  will  be  calculated  as  foUowr 

(i)  Separate  the  unit  into  three  parts: 

(A)  Acreage  that  was  timely  planted; 

(B)  Acreage  that  was  late  planted;  and 

[Q  Acreage  that  was  prevented  from  being 
planted  timely  and  was  planted  to  a  salvage 
crop  during  the  salvage  crop  period; 

(ii)  Multiply  the  per  acre  production 
guarantee  for  timely  planted  acreage  by  the 
eligible  number  of  acres  where  planting  was 
prevented  (paragraph  1(k:f7)(i)(C))  and  then 
multiply  this  result  by  sixty  percent  (6tf%); 

(iii)  Multiply  the  per  acre  production 
guarantee  far  timely  planleu  acreage  by  the 
eligible  number  of  acres  timely  planted 
(paragraph  10c(7XiMA)); 

(iv)  Multiply  the  applicable  production 
guarantee  for  acreage  late  planted  (subsection 
10b(5))  by  the  eligible  number  of  acres 
planted  late  (paragraph  10c(7Mi)(B));  and 

(v)  Add  the  production  guarantee 
determinations  from  10c(7Kii).  10c(7Hiii)  and 
10c(7Miv); 

(vi)  Divide  the  value  of  production  from 
any  salvage  crop  by  your  price  election; 

(vii)  Add  the  amount  determined  in 
10c(7)(vi)  above  to  the  production  to  count 
established  for  timely  and  late  planted 
acreage  and  acreags  planted  to  grain  sotghum 
during  the  salvagfs  crop  period  and  subtract 


the  total  from  tha  productkia  guarantee 
determined  in  10c(7)(v)' above; 

(viii)  MulUply  the  remainder  (10c(7Xvli)) 
by  your  price  election;  and 

(ix)  Multiply  the  result  of  10c(7Xviii)  by 
your  share. 

(8)  If  any  crop  (salvage  or  other)  is  planted 
56  or  more  days  after  the  latest  final  planting 
date  of  corn,  grain  sorghum,  or  soybeans  in 
the  county,  no  value  will  count  against  the 
policy  guarantee, 
d.  Prevented  Planting 

(1)  If  you  «vere  prevented  from  planting 
grain  sorghum  by  the  final  planting  date,  you 
elected  not  to  plant  grain  sorghum  during  the 
late  planting  period,  and  you  have  not 
planted  a  salvage  or  any  non-conserving  crop 
prior  to  the  56th  day  after  the  latest  final 
planting  date,  you  may  be  eligible  far  a 
prevented  planting  prodnctian  guarantee. 

(2)  The  Biinagin  covered  will  be  limited  to 
the  greater  of  (a)  the  number  ol  acree  planted 
to  grain  sorghum  far  the  previous  crop  year 
on  the  ASCS  farm  serial  number  adjusted  for 
any  reconstitutiun  which  may  have  occurred 
prior  to  the  sales  closing  date,  or  (b)  the 
ASCS  base  acreage  for  grain  sorghum 
reduced  by  any  acreage  reduction  applicable 
to  the  farm  under  any  program  administered 
by  the  United  States  Department  of 
Agriculture.  Irrigated  acreage  is  limited  to  a 
maximum  of  100  percent  of  the  acres  planted 
for  grain  sorghum  and  irrigated  during  the 
previous  crop  year.  Ckiverage  for  Irrigated 
acreage  will  only  be  approved  if  the  acreage 
prevented  from  planting  is  prepared  for 
irrigation,  and  it  sufficient  irrigation 
equipment  and  water  was  and  Is  available  to 
carry  out  an  irrigated  practice  on  the  acreage 
where  planting  was  prevented.  When 
prevented  planting  occurs  and  the  ASCS 
fann  serial  number  covers  more  than  one 
unit,  the  covered  acres  will  be  allocated 
based  on  the  cropland  acres  in  each  unit  or 
your  planting  intentions  if  supported  by 
verifiable  records  or  planting  history. 
Acreage  insured  for  prevented  planting  must 
meet  all  applicable  policy  requirements  for 
Insurability.  A  minimum  of  20  acres  of  20 
percent  of  the  acres  in  the  unit,  whichever  is 
smaller,  must  be  subject  to  the  conditions  set 
out  in  subsection  10d(2)  which  prevented 
planting  on  that  acreage  in  order  to  be 
eligible  for  this  provision. 

(3)  A  prevented  planting  production 
guarantee  will  not  be  provided  for 

(i)  High  risk  land  unless  we  agree  to 
prevented  planting  coverage,  in  writing,  prior 
to  the  sales  closing  dale  for  grain  sorghum  in 
the  county; 

(ii)  Land  used  for  acreage  conservation 
under  any  acreage  reduction  program 
administered  by  the  United  States 
Department  of  Agricultiire; 

(iii)  Land  that  is  entered  into  any  program 
administered  by  the  United  States 
Department  of  Agriculture  that  provides  a 
payment  for  not  planting  the  acreage  (such  as 
the  Conservation  Reserve  Program);  or 

(iv)  Land  where  any  crop  has  been 
harvested  in  the  same  crop  year. 

(4)  You  must  report  the  number  of  acres 
eligible  for  prevented  planting  coverage  no 
later  than  55  days  after  the  latest  final 
planting  date  in  order  to  receive  a  prevented 
planting  indemnity.  This  report  will  be  your 


nodca  of  kMS  far  the  purpose  of  detwmining 
coverage  under  this  section.  All  non-lnigated 
aerate  may  be  reported,  subject  to  the 
limiutioos  in  I0d(2)  above.  No  more  than 
100  percent  of  the  number  of  acres  planted 
iat  grain  sorghum  production  and  irrigated 
during  the  previous  crop  year  will  be  eligible 
for  a  prevented  planting  indemnity  n 
irrigated.  A  prevented  planting  indemnity  for 
Irrigated  acreage  will  only  be  approved  if  the 
acreage  prevented  from  planting  is  prepared 
for  irrigation,  and  If  sufficient  irrigatioo 
equipment  and  water  was  and  is  available  to 
carry  out  an  irrigated  practice  on  the  acreage 
where  planting  was  prevented. 

(5)  The  premium  for  acreage  eligible  far  a 
prevented  planting  indemnity  is  included  in 
the  premium  for  this  endorsement.  If  the 
farmer  paid  premium  for  this  coverage 
exceeds  our  liability,  than  coverage  will  not 
be  provided  (no  premium  will  be  due  and  no 
indenmity  will  be  paid). 

(6)  The  indemnity  for  a  unit  adversely 
impacted  by  a  prevented  planting  situation, 
if  the  impacted  acreage  is  left  unplanted,  will 
be  calcuUted  as  follo%r8: 

(i)  Separate  the  acreage  of  the  unit  into  four 
parts: 

(A)  Acreage  that  was  timely  planted; 

(B)  Acreage  that  was  late  planted; 

(Q  Acreage  that  was  prevented  from  being 
planted  and  was  planted  to  a  salvage  crop  or 
grain  sorghum  during  \he  salvage  crop 
period;  and 

P)  Acreage  that  was  prevented  from 
planting; 

(ii)  Multiply  the  applicable  production 
guarantee  for  timely  planted  acreage  ^y  the 
eligible  number  of  acres  where  planting  was 
prevented  (10d(6)(i)(D))  and  then  multiply 
that  result  by  fifty  percent  (50%); 

(iii)  Multiply  the  applicable  production 
guarantee  for  timely  planted  acreage 
(10d(6)(i)(A)  by  the  number  of  eligible  acres 
timely  planted: 

(iv)  Multiply  the  applicable  production 
guarantee  for  late  planted  acreage 
(10d(6)(iMB)  by  the  number  of  eligible  acres 
late  planted  (10b);  and 

(v)  Multiply  the  applicable  production 
guarantee  for  acreage  planted  to  a  salvage 
crop  (10d(6)(i)(C))  by  the  number  of  eligible 
acres  planted  to  a  salvage  crop; 

(vi)  Add  the  production  guarantee 
determinations  from  10d(6)(ii),  (iii),  (iv).  and 
(v)  above; 

(vii)  Subtract  the  production  to  count 
established  for  the  unit  from  the  production 
guarantee  determined  in  (10d(6)(vi)  above: 

(viii)  Multiply  the  result  of  (vii).  If  greater 
than  zero,  by  your  price  election; 

(ix)  Multiply  the  result  of  (viii)  by  your 
share. 
1 1 .  Meaning  of  Terms 

a.  Cropland— «nlb\e  land  in  a  unit. 

b.  Days — calendar  days. 

c.  Distinctly  Low  Quality— {1)  Exceeding 
8.0  percent  kernel  damage  (excluding  heat 
damage);  (2)  Having  a  musty,  sour,  or 
commercially  objectionable  foreign  odor 
which  causes  the  grain  sorghum  to  grade  U.S. 
Sample  grade;  or  (3)  Graded  as  "Garlicky." 

d.  Drought— a  lack  of  precipitation  which 
is  general  in  the  county,  occurs  after  planting 
the  insured  crop  and  bisfore  harvest,  and 
results  in  adverse  impacts  on  the  production 
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of  the  insured  crop.  For  prevaoted  plaatiog 
purposes  oaly,  drought  occuniag  prior  to  &e 
final  planting  data  aad  beiora  plaotiag  may 
be  oonsidered. 

e.  Fined  plaating  date — tlw  date  rfwitatneJ 
fai  the  actuarial  taua  by  which  the  iosurad 
crap  4nust  initidly  be  planted  in  order  to  be 
insured  for  the  tuJl  aroductioa  guaraotoe. 

I  Harvest — completioa  of  combining  or 
threshiqg  grain  aoigghoBi  for  graia. 

g.  High  risk  /and— law)  on  which  crt^ 
damage  occurs  more  freouently  than  is 
normal  in  the  county  aaa  may  be 
characterized  by  frequent  flooding  or  excess 
moisture,  or  soil  classified  in  other  than  ao 
"IT*  classiGcatioo  on  &»  actuarial  table. 

h.  Irrigated  practice — applying  adequate 
water  at  the  proper  time  to  produce  at  least 
the  yield  used  to  establish  ae  guarantee  on 
the  irrigated  grain  sorghum. 

i.  Late  planting  period — the  period  whkh 
begins  the  day  a^er  the  Rnal  plant'mg  date  for 
grain  sorghum  and  ends  twenty  five  (25)  days 
after  the  final  planting  date. 

j.  Latest  final  plantir^g  date— the  latest  final 
planting  date,  as  established  by  the  actuarial 
table,  for  any  insurable  crop  in  the  county  to 
be  planted  for  harvest  in  the  same  crop  year 
as  the  insured  grain  sorghum.  When 
determining  the  latest  final  planting  data 
associated  with  grain  sorghiun,  exclude 
planting  dates  related  to  tobacco,  firesh 
marltet  sweet  com,  fresh  market  peppers,  and 
fresh  market  tomatoM. 

k.  Non-conserving  crop — any  food,  feed,  or 
fiber  crop  planted  for  harvest  in  the  same 
crop  year  as  the  insured  grain  sorghum  crop, 
which  is  not  insured  under  your  policy  and 
its  eadorsements. 

1.  Prevented  pfantiitg — you  were 
unrroidably  prevented  from  planting  grain 
sorghum  by  the  final  planting  date  due  to 
excess  moisture  (or  dronght,  if  drought  is 
general  in  the  county]  and  we  determine  in 
writing  ^t  drong^  will  be  an  insurable 
cause  of  lost. 

m.  Prevented  phatting  indemnity— ^tue 
payment  provided  for  qualifying  acreage 
where  grtdn  sorsfhum  pnanting  1^  the  final 
planting  date  was  prevented  and  fte  acreage 
remained  unplanted  until  after  ttie  salvage 
crop  period  had  expired. 

n.  Prodnction  to  count — the  appraised  or 
harvested  actual  production  on  insured 
acreage. 

o.  ttepfaniing — performing  the  cultural 
practices  necessary  to  replace  the  grain 
sorghum  seed  in  the  insured  acreage  with  the 
expectation  of  growing  a  successful  corp. 

p.  Salvage  crop — any  crop  which  has  a 
final  planting  date  equal  to  or  later  than  grain 
sorghum,  is  insured  under  your  policy  and 
its  endorsements,  is  planted  during  ^ 
salvage  crop  period  on  acreage  where  grain 
sorghum  planting  was  prevented  by  the  final 
planting  date.  When  an  insurable  crop  is 
planted  tiiat  may  qualify  as  a  salvage  aop, 
the  insured  crcf)  may  be  coiuidered  to  be  the 
crop  with  the  highest  applicable  liability. 

q.  Salvage  crop  period— the  period  which 
begins  the  day  ^ar  the  grain  sorghum  late 
planting  period  and  emds  55  days  alter  the 
latest  final  plantiag  date. 

r.  SedJoo — a  unit  of  awature  under  the 
rectangular  survey  system  describing  a  tract 
of  laiMl  generally  oa«  mile  square,  usually 
containing  approximately  640  acres. 


s.  Silage — g/raut  soighum  harvested  by 
severing  the  stalk  from  the  land  aad 
chopptng  the  stalk  and  tlie  graia  for  the 
purpose  of  livestock  ised. 

t.  Timely  planted    giaia  ao^ghnm  plaated 
by  the  final  planting  date,  as  estaUWMd  by 
the  actuadid  tabh,  far  grata  angfaMB  in  the 
county  to  be  ptauted  fo  fearreat  ia  the  crop 
j«ar. 

S.  7  CFK  «(n.ll7  is  aaneaded by 
redesignating  section  10  of  ^e  Soytieaa 
Endorsement  as  a  revised  aadtioa  11  aad 
adding  a  new  section  10  to  read  as  follows: 

1401.117 


10.  Late  aad  Preveuled  Pknting 

a.  You  are  automatically  covered  under  the 
late  planting,  salvage  crop,  and  prevented 
planting  provisions  of  ^is  endorsement, 
whichever  is  applicable.  If  you  are  prevented 
irom  planting  due  to  excess  moisture 
conditions  (and  drought  if  agreed  to  in 
writing  by  us)  You  may  choose  to  plant  late; 
or  you  may  choose  to  plant  a  salvage  crop; 
or  you  may  choose  to  receive  a  preveafed 
planting  pa>'ment  if  you  are  unable  to  plant 
a  crop.  For  the  provisions  concerning  "Late 
Planting"  guareatee,  see  subsection  b;  for  tbe 
provisions  concerning  "Coverage  Provided 
for  Planting  After  tbe  Late  Ptaating  Period", 
see  subsection  c;  for  tbe  provisions 
concerning  "Prevented  Plantiag"  guarantee, 
see  subsection  d.  If  dro^ght  is  general  in  the 
area,  we  may  consider  drought  an  insurable 
cause  of  loss  under  this  sectioa  in  Itaited 
circumstances.  Drought  will  not  be 
considered  an  insurable  cause  of  loss  for  leta 
or  prevented  planting  for  acreage  insured 
under  an  irrigated  practice.  You  may  elect  to 
piant  soybean  for  up  to  25  days  after  the  final 
planting  date  {with  a  reduction  in  guarantee), 
even  if  you  ai«  aot  prevented  fitnn  planting. 

b.  Late  Planting 

(1]  If  you  were  prevented  frtira  planting  by 
the  final  planting  date  or  if  you  elect  to  plant 
later  than  that  date,  you  may  plant  soybean 
during  the  late  planting  period,  subject  to  the 
provisions  of  aubsectioa  c  or  d  as  applicable. 
If  the  acreage  is  planted  later  than  the 
twenty-fifth  dav  after  the  final  planting  date 
it  will  be  subject  to  subsection  c  or 
subsection  d  which  contains  additional 
coverage  provisions  for  acreage  you  were 
prevented  from  planting  by  the  final  planting 
date  and  did  not  plant  during  the  late 
planting  period. 

(2)  If  you  elect  to  plant  later  than  the  fiaal 
planting  date,  you  must  provide  notice  of 
such  election  to  us,  on  or  before  the  final 
planting  date.  You  must  note  the  dates  of 
actual  plaating  on  your  acreage  r^xxl  if  you 
plant  durii^  the  late  planting  period.  Failtue 
to  provide  timely  notice  will  result  in 
reduced  coverage  or  cancellation  of  your 
policy  coverage. 

(3)  If  you  were  prevented  from  planting  by 
the  final  planting  dale,  you  must: 

(i)  Plant  the  acreage  with  soybean  dwiag 
the  late  planting  period,  subiect  to  the  lermt 
of  this  endorsement; 

(ii)  Plant  the  acraage  with  an  aitaniatiTe 
crop  with  a  later  fiaal  ptaatiiig  date  whidi. 
if  insurable,  is  separately  insured  under  the 


policy  and  eaAinanBeBt  far  tba  altamattTe 
crop; 

(iii)  Leewe  Ike  aaaega  unplmted  aad 
obtaia  a  pieveated  plaatiag  pradwctiga 
guarantee,  (see  subaection  di  or 

(t^  Plant  the  aiiaagB  to  any  noa- 
conearviag  crap  aot  faMurad  uoder  yoor 
poUcy  aad  eadcnaeawnt  far  that  cn»p  laavtag 
the  crap  without  iaiiaBiM.a  prateotfaa. 

(4)  TIm  preaiiuB  far  aoyfaMa  pfantad 
during  the  late  pUnting  pieriod  will  be  the 
sane  es  tbe  piemium  far  tkariy  plaated 
acraa§e.  If  tlsa  fanaar  paid  pramaBB  (poaa 
premium  leas  «r  subeidy)  far  late  planted 
acreage  exceeds  our  liability  on  the  acraaga. 
then  ooveiege  wriil  not  be  providad  (no 
pramiioB  wiU  be  due  and  no  indemnity  will 
bepaM). 

(5)  The  prodMcttoa  guarantee  far  aoybean 
kx  each  acre  planted  during  the  late  plaBtiag 
period  will  be  laduced  far  each  day  lAar  the 
final  plaating  drita  by: 

(i)  Oae  peroeal  (1%)  far  each  of  Hm  fint 
ten  days  after  the  final  planting  dote;  and 

(it}  Two  percent  (2%)  each  day  for  the 
eleventh  throu^  the  twenty-fifth  day  after 
tbe  final  planting  date. 

(6)  Subsection  2.e(4)  of  the  General  Crap    ■ 
Insurance  Pcdicy  does  not  apply  to  soybean 
insured  under  this  endorsement 

c  Plantii^  After  the  Late  Planting  Period 
(Salvage  Crop) 

(1)  You  naay  plant  a  salvage  crop 
(including  soybeans)  during  the  salvage  crop 
period  if  you  were  prevented  firim  planting 
soybeans  by  the  final  planting  date  and  you 
did  not  plant  a  crop  during  this  late  plaiding 
period.  If  the  acreage  is  not  planted  to 
soybean  or  a  salvage  crop  during  this  period 
(the  salvage  crop  period)  the  acreage  may  be 
subfect  to  subsection  d,  which  contains 
additional  coverage  provisions. 

t2)  Hie  acreage  covered  will  be  limited  to 
the  greater  of  (a)  the  number  of  acres  planted 
to  soybeans  far  the  previous  crop  year  on  the 
ASCS  farm  serial  number  (adjusted  for  any 
reconstitution  which  may  have  occurred 
prior  to  the  sales  closing  date)  or  (b)  the 
ASCS  base  acreage  for  soybean  reduced  by 
any  acreage  reduction  applicable  to  the  farm 
UTider  any  program  administered  by  the 
United  States  Department  of  Agriculture. 
Irrigated  acreage  is  limited  to  a  maximimi  of 
100  percent  of  fte  acres  planted  for  soybeans 
and  irrigated  during  the  previous  crop  year. 
Coverage  for  irrigated  acreage  vrill  only  be 
approved  if  tbe  aueage  prevented  fium 
plimting  is  piepared  for  irrigation,  and  if 
sufficient  irrigation  equipment  aad  water  was 
and  is  avadlable  to  carry  out  an  irrigated 
practice  on  the  acreage  where  planting  was 
prevented.  When  prevented  planting  occurs 
and  the  ASCS  farm  serial  numt^er  covers 
more  than  one  unit,  the  covered  acres  will  be 
allocated  based  on  the  cropland  acres  in  eadi 
unit  or  your  planting  intentions  if  supported 
by  verifiable  reoords  or  planting  history. 
Acreage  planted  with  a  salvage  crop  must 
meet  all  applicable  policy  requirements  far 
insurability.  You  nust  have  been  prevented 
fit>m  planting  on  a  minimum  of  20  acres  or 
20  percent  of  tbe  eligible  acres  in  the  unit, 
whichever  is  smaller. 

(3)  If  acreage  lasured  far  soybeen 
production  ooald  not  be  pianted  by  the  fhM^ 
planting  date  and  was  not  planted  by  the  end 
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of  the  late  planting  period,  you  have  the 
option  to: 

|i)  Plant  the  acreage  to  toybean  and  retain 
coverage  at  60%  of  the  guarantee  for  timely 
planted  acreage; 

(ii)  For  its  salvage  value  plant  the  acreage 
to  another  crop  Insured  under  your  policy 
and  the  endorsement  for  that  crop  and  retain 
the  insurance  coverage  remaining  (60%  of 
the  original  liability)  on  your  soybean 
endorsement; 

(iii)  Leave  the  acreage  unplanted  and  retain 
a  prevented  planting  production  guarantee 
subject  to  the  applicable  provisions  of 
subsection  d:  or 

(iv)  Plant  the  acreage  to  an  uninsured  non- 
conserving  crop,  which  will  terminate  the 
insurance  offer  on  that  acreage  and  result  in 
no  premium  due  nor  indemnity  paid  for  that 
acreage. 

(4)  You  must  report  the  number  of  acres 
you  were  prevented  from  planting  no  later 
than  15  days  after  planting  to  a  salvage  crop 
or  55  days  after  the  latest  final  planting  date, 
whichever  comes  first.  This  report  will  be 
your  notice  of  loss  for  the  purpose  of 
determining  coverage  under  this  section.  All 
non-irrigated  acreage  may  be  reported, 
subject  to  the  limitations  contained  in  10c(2) 
of  this  part. 

(5)  If  the  farmer  paid  premium  (gross 
premium  less  our  subsidy)  exceeds  our 
liability,  then  coverage  is  not  provided  on  the 
affected  acreage  (no  premium  will  be  due  and 
no  indemnity  will  be  paid). 

(6)  When  a  salvage  crop  is  planted  during 
the  salvage  crop  period,  any  production  on 
the  acreage  will  be  counted  against  the  policy 
guarantee.  The  value  of  the  salvage  crop  will 
be  the  amount  received  if  the  crop  has  been 
marketed,  or  the  amount  which  could  have 
been  received  if  the  crop  has  not  been 
marketed.  The  value  will  be  established  on 
the  day  the  loss  is  determined. 

(7)  The  prevented  planting  indemnity  for  a 
unit,  if  the  acreage  was  planted  to  a  salvage 
crop,  will  be  calculated  as  follows: 

(i)  Separate  the  unit  into  three  parts: 

(A)  Acreage  that  was  timely  planted; 

(B)  Acreage  that  was  late  planted;  and 

(C)  Acreage  that  was  prevented  from  being 
planted  timely  and  was  planted  to  a  salvage 
crop  during  the  salvage  crop  period; 

(ii)  Multiply  the  per  acre  production 
guarantee  for  timely  planted  acreage  by  the 
eligible  number  of  acres  where  planting  was 
prevented  (paragraph  10c(7)(i)(C)  and  then 
multiply  this  result  by  sixty  percent  (60%); 

(iii)  Multiply  the  per  acre  production 
guarantee  for  timely  planted  acreage  by  the 
eligible  number  of  acres  timely  planted 
(paragraph  10c(7)(i)(A)); 
/     (iv)  Multiply  the  applicable  production 
guarantee  for  acreage  late  planted  (subsection 
10b{5))  by  the  eligible  number  of  acres 
planted  late  (paragraph  10c(7)(i)(B));  and 

(v)  Add  the  production  guarantee 
determinations  from  10c(7Kii).  10c(7)(iii)  and 
10c(7)(iv); 

(vi)  Divide  the  value  of  production  from 
any  salvage  crop  by  your  price  election; 

(vii)  Add  the  amount  determined  in 
10c(7)<vi]  above  to  the  production  to  count 
established  for  timely  and  late  planted 
acreage  and  acreage  planted  to  soybean 
during  the  salvage  crop  period  and  subtract 


the  total  from  the  production  guarantee 
determined  in  10c(7Kv)  above: 

(viii)  Multiply  the  remainder  (10c(7)(vii)  by 
your  price  election;  and 

(ix)  Multiply  the  result  of  10c(7)(viii)  by 
your  share. 

(8)  If  any  crop  (salvage  or  other)  is  planted 
56  or  more  days  after  the  latest  final  planting 
date  of  com,  pain  sorghum,  or  soybeans  in 
the  county,  no  value  will  count  against  the 
policy  guarantee, 
d.  Prevented  Planting 

(1)  If  you  were  prevented  from  planting 
soybean  by  the  final  planting  date,  you 
elected  not  to  plant  soybean  during  the  late 
planting  period,  and  you  have  not  planted  a 
salvage  or  any  non-conserving  crop  prior  to 
the  56th  day  after  the  latest  final  planting 
date,  you  may  be  eligible  for  a  prevented 
planting  production  guarantee. 

(2)  The  acreage  covered  will  be  limited  to 
the  greater  of  (a)  the  number  of  acres  planted 
to  soybean  for  the  previous  crop  year  on  the 
ASCS  farm  serial  number  adjusted  for  any 
reconstitution  which  may  have  occurred 
prior  to  the  sales  closing  date,  or  (b)  the 
ASCS  base  acreage  for  soybean  reduced  by 
any  acreage  reduction  applicable  to  the  farm 
under  any  program  administered  by  the 
United  States  Department  of  Agriculture. 
Irrigated  acreage  is  limited  to  a  maximum  of 
100  percent  of  the  acres  planted  for  soybean 
and  irrigated  during  the  previous  crop  year. 
Coverage  for  irrigated  acreage  will  only  be 
approved  if  the  acreage  prevented  from 
planting  is  prepared  for  irrigation,  and  if 
sufficient  irrigation  equiptpent  and  water  was 
and  is  available  to  carry  out  an  irrigated 
practice  on  the  acreage  where  planting  was 
prevented.  When  prevented  planting  occurs 
and  the  ASCS  farm  serial  number  covers 
more  than  one  unit,  the  covered  acres  will  be 
allocated  based  on  the  cropland  acres  in  each 
unit  or  your  planting  intentions  if  supported 
by  verifiable  records  or  planting  history. 
Acreage  insured  for  prevented  planting  must 
meet  all  applicable  policy  requirements  for 
insurability.  A  minimum  of  20  acres  or  20 
percent  of  the  acres  in  the  unit,  whichever  is 
smaller,  must  be  subject  to  the  conditions  set 
out  in  subsection  10d(2)  which  prevented 
planting  on  that  acreage  in  order  to  be 
eligible  for  this  provision. 

(3)  A  prevented  planting  production 
guarantee  will  not  be  provided  for: 

(i)  High  risk  land  unless  we  agree  to 
prevented  planting  coverage,  in  writing,  prior 
to  the  sales  closing  date  for  soybean  in  the 
county; 

(ii)  Land  used  for  acreage  conservation 
under  any  acreage  reduction  program 
administered  by  the  United  States 
Department  of  Agriculture; 

(iii)  Land  that  is  entered  into  any  program 
administered  by  the  United  States 
Department  of  Agriculture  that  provides  a 
payment  for  not  planting  the  acreage  (such  as 
the  Conservation  Reserve  Program);  or 

(iv)  Land  where  any  crop  has  been 
harvested  in  the  same  crop  year. 

(4)  You  must  report  the  number  of  acres 
eligible  for  prevented  planting  coverage  no 
later  than  55  days  after  the  latest  final 
planting  date  in  order  to  receive  a  prevented 
planting  indemnity.  This  report  will  be  your 
notice  of  loss  for  the  purpose  of  deHhroining 


coverage  under  this  section.  All  non-Irrigated 
acreage  may  be  reported,  subject  to  the 
limitations  in  10d(2)  above.  No  more  than 
100  percent  of  the  number  of  acres  planted 
for  soybean  production  and  irrigated  during 
the  previous  crop  year  will  be  eligible  for  a 
prevented  planting  indemnity  as  irrigated.  A 
prevented  planting  indemnity  for  irrigated 
acreage  will  only  be  approved  if  the  acreage 
prevented  from  planting  is  prepared  for 
irrigation,  and  if  sufficient  Irrigation 
equipment  and  water  was  and  is  available  to 
carry  out  an  irrigated  practice  on  the  acreage 
where  planting  was  prevented. 

(5)  The  premium  for  acreage  eligible  for  a 
prevented  planting  Indemnity  Is  included  in 
the  premium  for  this  endorsement.  If  the 
former  paid  premium  for  this  coverage 
exceeds  our  liability,  then  coverage  will  not 
be  provided  (no  premium  will  be  due  and  no 
indemnity  will  be  paid). 

(6)  The  indemnity  for  a  unit  adversely 
impacted  by  a  prevented  planting  situation, 
if  the  impacted  acreage  is  left  unplanted.  will 
be  calculated  as  follows: 

(i)  Separate  the  acreage  of  the  unit  into  four 
parts: 

(A)  Acreage  that  was  timely  planted; 

(B)  Acreage  that  was  late  planted; 

(C)  Acreage  that  was  prevented  from  being 
planted  and  was  planted  to  a  salvage  crop  or 
soybean  during  the  salvage  crop  period;  and 

(D)  Acreage  that  was  prevented  from 
planting: 

(ii)  Multiply  the  applicable  production 
guarantee  for  timely  planted  acreage  by  the 
eligible  number  of  acres  where  planting  was 
prevented  (10d(6Ki)(D))  and  then  multiply 
that  result  by  fifty  percent  (50%); 

(iii)  Multiply  the  applicable  production 
guarantee  for  timely  planted  acreage 
(10d(6)(i)(A))  by  the  number  of  eligible  acres 
timely  planted; 

(iv)  Multiply  the  applicable  production 
guarantee  for  late  planted  acreage 
(10d(6)(i)(B))  by  the  number  of  eligible  acres 
late  planted  (10b);  and 

(v)  Multiply  the  applicable  production 
guarantee  for  acreage  planted  to  a  salvage 
crop  (10d(6)(i)(C])  by  the  number  of  eligible 
acres  planted  to  a  salvage  crop; 

(vi)  Add  the  production  guarantee 
determinations  frwm  10d(6Mii),  (iii).  (iv).  and 
(v)  above; 

(vii)  Subtract  the  production  to  count 
established  for  the  unit  from  the  production 
guarantee  determined  in  (10d(6)(vi))  above: 

(viii)  Multiply  the  result  of  (vii),  if  greater 
than  zero,  by  your  price  election; 

(ix)  Multiply  the  result  of  (viii)  by  your 
share. 
1 1 .  Meaning  of  Terms 

a.  Cropland — arable  land  in  a  unit. 

b.  Day*— calendar  days. 

c.  Distinctly  Low  QuoJify— (1)  Exceeding 
8.0  percent  kernel  damage  (excluding  heat 
damage);  (2)  Having  a  musty,  sour,  or 
commercially  objectionable  foreign  odor 
which  causes  the  beans  to  grade  U.S.  Sample 
grade;  or  (3)  Graded  as  "Garlicky." 

d.  Drought— a  lack  of  precipitation  whicJj 
is  general  in  the  county,  occurs  after  planting 
the  insured  crop  and  before  harvest,  and 
results  in  adverse  impacts  on  the  production 
of  the  insured  crop.  For  prevented  planting 
purposes  only,  drought  occurring  prior  to  the 
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unit  into  four 


puipOMs  cmly,  drought  oocurriag  prior  to  the 
final  planting  date  aod  before  planting  may 
be  considered. 

a.  Final  jdantlng  dbto — the  date  cootaiaed 
in  the  actuarial  table  bj  wbich  the  insured 
crop  mult  initially  be  planted  in  order  to  be 
insured  for  the  foil  production  guarantee. 

C  NdrvBrt—oompmian  of  combining  or 
threshing  of  aoybeaas  on  the  unit 

g.  Hig^  risk  land    land  on  which  crop 
damage  oocurs  mora  frequently  than  is 
nonnal  In  the  county  and  may  be 
characterized  by  frequent  flooding,  excess 
nioistun.  or  aoU  danlfied  in  other  than  an 
"R"  classification  oa  the  actuarial  table. 

h.  ktigatml practioa— applying  adequate 
water  at  tta  proper  time  to  produce  at  least 
the  yield  usad  to  aetablish  toe  guarantee  on 
the  iirigrted  soybeans. 

i.  Late  planting  period — the  period  which 
t)egin8  the  day  after  the  final  planting  date  for 
soybeans  and  eads  twenty  five  (2S)  dsys  after 
the  final  planting  date. 

j.  Latest  fimd  phmting  date— the  latest  final 
planting  date,  as  establisirad  by  the  actuarial 
table,  for  any  insui^le  dop  in  the  county  to 
Im  plantMi  for  harvest  in  thie  same  crop  year 
as  the  insured  soybeans.  When  detennining 
ttw  latest  final  ptanting  data  associated  with 
soybeans,  exclude  planting  dates  related  to 
tobacco,  fresh  aoaricet  sweat  soybaan,  fresh 
market  peppers,  and  6«sh  market  tomatoes. 

k.  Non-conserving  crop — any  food,  feed,  or 
fiber  crop  planted  for  harvest  in  the  same 
crop  year  as  the  insured  soybeans  crop, 
which  b  not  iasured  under  your  policy  and 
its  endorsements. 

L  Prevented  planting — ^you  were 
unavoidably  prevented  from  planting 
soybeans  by  the  final  ptbnting  date  due  to 
excess  moisture  lot  drought,  if  drought  is 
general  in  the  county  and  we  determine  In 
writing  that  drought  will  be  en  insiirable 
cause  of  loss). 

m.  Pmvented  pfanting  indemnity^he 
payment  pnvidMl  fari^aUfying  acreage 
where  soybean  planting  by  the  final  planting 
date  was  preveated  and  the  acreage  remained 
unplantad  until  after  the  salvage  crop  period 
had  expired. 

a  Production  to  count — the  actual 
appraised  or  harvested  production  on 
insured  acreage. 

o.  RepkiMing — performing  the  cultural 
practices  necessary  to  replace  the  soybeans 
seed  in  the  insured  acreage  with  the 
expectation  of  growing  a  successful  crop. 

p.  Salvage  crop— any  crop  which  has  a 
final  planting  date  equal  to  or  later  than 
soybeans,  is  insured  under  your  p>olicy  and 
its  endorsements,  is  planted  during  the 
salvage  crop  period  on  acreage  where 
soybeans  planting  was  prevented  by  the  final 
planting  date.  When  an  insurable  crop  is 
planted  that  may  qualify  as  a  salvage  crop, 
the  insured  crop  may  be  considered  to  be  the 
crop  with  the  highest  applicable  liability. 

q.  Salvage  crop  period— ibe  period  which 
begins  the  day  after  the  soybeans  late 
planting  period  and  ends  55  days  after  the 
latest  final  planting  date. 

r.  Section — a  unit  of  measure  under  the 
rectangular  survey  system  describing  a  tract 
of  land  generally  one  mile  square,  usually 
containing  approximately  640  acres. 

s.  Timefy  planted— toybimn  i  planted  by 
the  final  planting  data,  as  established  by  the 


actuarial  table,  far  soybeans  in  the  county  to 
be  planted  Am'  harvest  in  the  CR^  year. 

Done  in  Washington.  DC.  on  Novambar  17, 
1992. 
David  L.  ferachft, 

Associala  Manager,  Flederal  Crop  Insuitutoe 
Cotporabon. 

[FK  Doc.  «3-«12  FIM  t-7-«3;  «HS  am] 
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Faderai  Grain  tnapaction  Sarvic* 
7  CFR  Part  800 

CaftWcatfon  of  Additiva-Traaflad  Grain 

AGENCY:  Federal  &«in  Inspection 
Service,  USOA. 

ACnoM:  Final  nile. 

SUMMARY:  Ths  Federal  Grain  Inspection 
Service  (PC^S)  is  revising  the 
regulations  under  the  United  States 
Grain  Standards  Act  (USGSA)  to  require 
the  showing  of  a  statement  on  official 
inspection  end  weight  ceitificates 
whenever  water  is  applied  to  export 
grain  at  export  port  locations.  Hiis 
action  will  ensure  dial  bu3rers  are 
informed  when  vrater  has  been  applied. 

EFFECTIVE  DATE:  February  8. 1993. 

FOR  FURTMER  MPORMATKM  CONTACT: 
George  Woiiam,  PGIS.  USDA.  room 
0632  South  Building.  P.Q  Box  96454, 
Washington.  DC,  20090-6454;  (202) 
720-0292. 

SUfPt^UKNTARY  04FORMATION: 
ExacvtiTO  Order  12291 

This  final  rule  has  been  issued  in 
conformance  with  Executive  Order 
12291  and  Departmental  Regulation 
1512-1,  This  action  has  been  classified 
as  nonma|or  because  it  does  not  meet 
the  criteria  for  a  major  regulation 
established  in  the  Order. 

Executive  Order  12778 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroacitive  effact.  The 
United  States  Grain  Standards  Act 
provides  in  section  87g  that  no  State  or 
subdivision  may  require  or  impose  any 
other  requirements  or  restrictions 
concerning  the  inspection,  weighing,  or 
description  of  grain  under  the  Act 
Otherwise,  this  final  rule  will  not 
preempt  any  State  or  local  laws, 
regulations,  or  pohcies.unless  they 
present  an  irreconcilable  conflict  with 
this  rule.  There  are  no  administrative 
procedures  which  must  be  exhausted 
prior  to  any  judicial  challenge  to  the 
provisions  of  this  rule. 


Fa^alatiwi  FWribility  Art  Car»^*^«*^«^ 

John  C.  Foltz.  Administrator,  F(HS, 
has  determined  that  this  final  rule  mil 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small  entities 
because  most  users  of  the  inspection 
and  weighing  services  and  those 
persons  that  perform  these  services  do 
not  meet  the  requirements  for  small 
entities  as  defined  in  the  Regulatory 
Flexibility  Act  (5  U.S.C  601  et  seq^, 

InfiBrraation  CoDection  Reqairements 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1980  (44  U.SC 
chapter  35),  the  information  collection 
requirements  contained  in  the  rule 
being  amended  have  been  previously 
approved  by  the  Office  of  Management 
and  Budget  under  control  number  0580- 
0013. 

Background 

Eight  years  ago.  in  the  November  26, 
1984,  Federal  Register  (49  FR  46414), 
FGIS  proposed  to  revise  the  regulations 
under  the  United  States  Grain  Standards 
Act  (USGSA)  to  establish  provisions  for 
officially  inspecting  and  weighing 
additive-treated  grain.  These  provisions 
were  developed  to  offer  the  grain 
industry  the  opportimity  to  utiUza 
available  dust  suppression  technology, 
apply  insect  and  fungi  controls,  and 
mark  grain  for  identification  purposes 
with  Food  and  Drug  Administration 
(FDA)  approved  additives. 

A  total  of  15  comments  were  received 
on  the  changes  proposed  in  the 
November  26, 1984.  Fadaral  V 
Three  commenters  ware  in  favor  of  the 
proposed  regulations  without  any 
reservations.  Two  commenters  wera 
opposed  to  the  proposed  additive 
provisions,  as  related  to  dust- 
suppressing  agents.  They  asserted,  in 
part,  that  water  may  be  added  just  to 
increase  the  wraight  of  the  grain.  The 
remaining  10  commenters  were  in  favor 
of  the  proposed  additive  policy,  but 
expressed  concerns  about  certain  parts 
of  the  regulations.  Three  of  these  10 
commenters  noted  the  potential  for 
improper  addition  of  additives  for  the 
purpose  of  adding  wei^t  to  the  grain. 

llie  final  rule,  published  in  the  March 
4, 1987,  Federal  Register  (52  FR  6493). 
specified  that  if  additives  are  applied 
during  loading  to  outbound  grain  after 
sampling  or  weighing  for  the  purpose  of 
insect  or  fungi  control,  dust 
suppression,  or  identification,  the 
inspection  and/or  weight  certificate 
must  show  a  statement  that  describes 
the  type  and  purpose  of  the  additive 
application.  A  statement  is  not  required 
to  be  shown  whm  additives  are  applied 
pritH-  to  sampling  and  weighing 
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outbound  grain  or  after  sampling  and 
weighing  inbound  grain.  All  incidents 
or  suspected  incidents  of  unapproved 
additive  usage  or  improper  additive 
application  would  be  reported  to  the 
appropriate  Federal.  State,  or  local 
authorities  for  action. 

Recently.  FGIS  received  several 
complaints  from  both  foreign  and 
domestic  grain  merchants  concerning 
the  application  of  water  to  grain.  The 
complainants  expressed  concern  over 
potential  quality  degradation  due  to 
water  application,  emphasized  that 
alternative  dust  control  techniques  are 
available  that  are  practical  and  effective, 
and  contended  that  the  primary  purpose 
of  applying  water  is  to  increase  the 
weight  of  the  grain  and.  thereby,  gain  a 
market  advantage.  They  further 
expressed  concern  about  possible 
negative  market  reaction  by  both 
domestic  and  foreign  buyers  of  U.S. 
grain.  That  is,  buyer  confidence  in  U.S. 
grain  quality  will  decline  if  concerns 
develop  over  potential  quality 
degradation  and  "paying  grain  prices  for 
water."  Those  who  support  allowing  the 
application  of  water  to  grain  contend 
that  it  is  an  effective  method  for 
reducing  dust  emissions. 

In  the  July  17, 1992,  Federal  Register 
(57  FR  31668),  FGIS  proposed  to  revise 
the  regulations  under  the  USGSA  to 
require  a  statement  to  be  shown  on  all 
official  export  inspection  and  weight 
certificates  whenever  additives  (except 
fumigants  applied  for  the  purpose  of 
insect  control)  are  applied  to  export 
grain,  at  export  port  locations, 
regardless  of  whether  the  additives  are 
applied  before  or  after  sampling  and 
weighing.  According  to  the  proposal, 
the  statement  would  describe  the  type  of 
additive  that  was  applied,  the  point  in 
the  handling  process  where  it  was 
applied,  and  the  specific  reason  for 
application.  FGIS  also  proposed  to 
revise  the  regulatory  language 
concerning  Ae  use  of  fumigants  as  an 
additive.  Fumigants  are  gaseous  in 
nature  and  will  not  adversely  affect  the 
physical  condition  of  grain.  Therefore, 
the  propiosal  did  not  require  a  statement 
to  be  shown  on  official  inspection  and 
weighing  certificates  when  the  additive 
is  a  fumigant  applied  for  the  purpose  of 
insect  control. 

Comment  Review 

FGIS  received  a  total  of  39  comments 
during  the  15-day  comment  period. 
Fourteen  commenters  supported  the 
changes  to  the  regulations  as  proposed. 
Supporters  included  foreign  trade 
groups,  U.S.  producer  organizations, 
and  grain  companies.  Many  of  those  that 
voiced  support  for  this  action  also  urged 
FGIS  to  initiate  action  to  prohibit  the 


addition  of  water  to  grain  in  both  export 
and  domestic  markets. 

Six  commenters  representing  grain 
handlers  recommended  that  the 
proposed  action  be  limited  to  the 
addition  of  water  to  grain.  These 
commenters  indicated  that  additives, 
such  as  mineral  oil.  vegetable  oil.  and 
insecticides,  are  ah-eady  adequately 
controlled.  Many  of  these  commenters 
also  stated  that  water  is  the  only 
currently  available  additive  for  which 
there  is  an  economic  incentive  to 
increase  the  weight  of  grain. 

Nine  commentere  opposed  the 
proposal  as  written.  Two  commenters 
recommended  that  the  statement  only 
be  required  when  an  excessive  amount 
of  additive  is  applied.  One  commenter 
suggested  that  the  statement  not  be 
required  for  insecticides  unless  it  is  also 
required  for  fumigants.  Other 
commenters  expressed  fear  that  the 
proposed  statement  could  disrupt  the 
export  grain  market  or  result  in  the 
misapplication  of  additives.  One 
commenter  urged  FGIS  to  conduct 
further  studies  before  taking  any  action. 
Ten  commenters  did  not  address  the 
proposed  action,  but  indicated  that  they 
opposed  any  prohibition  on  the  use  of 
water  for  suppressing  dust.  Five  of  these 
comments  were  from  individuals  or 
groups  affiliated  with  one  grain 
company.  Most  of  these  commenters 
wrote  about  their  own  positive 
experiences  with  water-based  dust 
suppression  systems.  They  indicated 
that  water  is  a  cheap  and  effective 
material  for  controlling  dust,  and  that 
FGIS  should  allow  elevators  to  continue 
to  use  it. 

Final  Action 

On  the  basis  of  the  comments  that 
were  received  and  other  available 
information.  FGIS  has  determined  that 
the  regulations  under  the  USGSA 
should  be  revised  to  require  a  statement 
on  official  inspection  and  weight 
certificates  whenever  water  is  applied  to 
export  grain  at  export  port  locations. 
FGIS  is  taking  this  action  because 
sufficient  concern  exists  among  many 
producers,  exporters,  and  foreign  buyers 
regarding  the  application  of  water  to 
grain,  and  the  potential  effect  of  this 
practice  on  the  marketing  of  U.S.  grain 
and  the  integrity  of  U.S.  grain 
merchants.  FGIS  believes  that  this 
action  will  alleviate  these  concerns  and 
improve  the  confidence  of  foreign 
buyers  regarding  the  quality  of  U.S. 
grain. 

FGIS  decided  not  to  require  a 
statement  on  certificates  when 
additives,  other  than  water,  are  applied 
to  export  grain  before  sampling  and 
weighing  because  such  information 


could  be  disruptive  to  marketing  and 
because  additives,  such  as  dyes, 
insecticides,  and  fungicides  are: 

(1)  Typically  applied  to  export  grain 
only  when  stipulated  by  the  purchase 
contract  and 

(2)  Commercially  recognized  as  safe 
when  used  properly.  In  addition,  these 
additives  do  not  present  the  same 
incentive  to  increase  grain  weight  as 
does  water. 

Also,  the  proposed  rulemaking  action 
did  not  address  limiting  or  prohibiting 
the  addition  of  water  to  domestic  and 
export  grain.  FGIS  is  very  concerned 
about  potentially  improper  water 
appUcations  and  is  reviewing  this  issue 
separately. 
List  of  SubjecU  in  7  CFRPart  800 

Administrative  practice  and 
procedure.  Exports,  Grain. 

For  reasons  set  out  in  the  preamble, 
7  CFR  Part  800  is  amended  as  follows: 

PART  800— GENERAL  REGULATIONS 

1.  The  authority  citation  for  part  800 
continues  to  read  as  follows: 

Authority:  Pub.  L.  94-582. 90  Stat.  2867, 
as  amended,  (7  U.S.C  71  ef  seq). 

2.  Section  800.88(d)  is  revised  to  read 
as  follows: 


{800.88    Lose  of  MentHy. 

(d)  Additives.^ 

(i)  General.  If  additives  are  applied 
during  loading  to  outbound,  including 
export,  grain  after  sampling  or  during 
unloading  to  inbound  grain  before 
sampling  for  the  purpose  of  insect  or 
fungi  control,  dust  suppression,  or 
identification,  the  inspection  certificate 
shall  show  a  statement  showing  the  type 
and  purpose  of  the  additive  application, 
except  that  no  statement  is  required  to 
be  shown  when  the  additive  is  a 
fumigant  applied  for  the  purpose  of 
insect  control. 

(ii)  Export  grain.  If  water  is  applied  to 
export  grain,  at  export  port  locations, 
the  inspection  certificate  shall  show  a 
statement  indicating  the  purpose  and 
location  of  the  water  application. 

3.  Section  800.96(c)(2)  is  revised  to 
read  as  follows: 

§80.96    Weighing  procedure*. 

•        •        •        •        • 

(c)«  •  * 
(2)  Additives.* 

(i)  General.  If  additives  are  applied 
during  loading  to  outbound,  including 


Dated:  Dec 
)oha  C  Foltz 

Administrate 
[FR  Doc.  93-^ 
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agency:  Fei 
Service.  US 
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comment. 


'  Elevators,  other  handlers  of  grain,  and  their 
agents  are  responsible  for  the  additive's  proper 
usage  and  application.  Compliance  with  this 
section  docs  not  excuse  compliance  with  applicable 
Federal,  Stale,  and  local  laws. 
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export,  grain  after  weighing  or  during 
unloading  to  inbound  grain  before 
weighing  for  the  purpose  of  insect  or 
fungi  control,  dust  suppression,  or 
identification,  the  wei^t  certificate 
shall  show  the  actual  weight  of  the  grain 
after  the  application  of  the  additive  for 
inbound  grain  or  the  actual  weight  of 
the  grain  prior  to  the  application  of  the 
additive  for  outbound  or  export  grain 
and  a  statement  showing  the  type  and 
purpose  of  the  additive  application, 
except  that  no  statement  is  required  to 
be  shown  when  the  additive  is  a 
fumigant  applied  for  the  purpose  of 
insect  control. 

(ii)  Export  grain.  If  water  is  applied  to 
export  grain,  at  an  export  port  location, 
the  weight  certificate  shall  show  a 
statement  showing  the  piupose  and 
location  of  the  water  application. 

Dated:  December  14, 1992. 
|oha  C  Foltz, 
Administrator. 
|FR  Doc.  93-120  Filed  1-7-93;  8:45  amj 

BtUJNC  CODE  9410-et-M 


7CFRPart800 

Fees  for  Official  Inspection  and  Official 
Weighing  Services 

AGENCY:  Federal  Grain  Inspection 

Service.  USDA. 

ACTION:  Interim  rule  with  request  for 

comment. 

SUMMARY:  The  Federal  Grain  Inspection 
Service  (FGIS)  is  increasing  its  fees  by 
3.7  percent  for  official  inspection  and 
weighing  services  performed  in  the 
United  States  under  the  United  States 
Grain  Standards  Act  (USGSA),  as 
amended.  The  Office  of  Management 
and  Budget  inflation  factor  for  the 
Federal  pay  raise  effective  in  January 
1993  is  3.7  percent.  The  same  factor  was 
used  in  arriving  at  the  FY  1993 
President's  budget.  The  ctiange  is 
intended  to  cover,  as  nearly  as 
practicable,  the  FGIS  operating  costs, 
including  related  supervisory  and 
administrative  costs.  The  change  does 
not  include  an  increase  in  fees  for 
administration  and  supervision  of 
Official  Agencies  or  for  inspection  and 
weighing  services  in  Canada. 

DATES:  Effective  February  1. 1993. 
Comments  must  be  submitted  on  or 
before  March  3. 1993. 
ADDRESSES:  Written  comments  must  be 
submitted  to  George  W.  Wollam,  Federal 
Grain  Inspection  Service,  USDA,  room 
0624,  South  Building,  P.O.  Box  96454. 
Washington,  DC  20090-6454  and 
telecopy  users  may  send  responses  to 


the  automatic  telecopier  machine  at 
(202) 720-4628. 

All  comments  received  will  be  made 
available  for  public  inspection  diuing 
regular  business  hours  in  room  0632, 
South  Building,  1400  Independence 
Avenue,  SW..  Washington.  DC  (7  CFR 
1.27(b)). 

FOR  FURTHER  MFORMATION  CONTACT: 
George  W.  Wollam,  Federal  Grain 
Inspection  Service,  USDA,  room  0624. 
South  Building,  P.O.  Box  96454. 
Washington,  DC  20090-6454; 
Telephone  (202)  720-0292. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  12291 

This  interim  rule  has  been  issued  in 
conformance  with  Executive  Order 
12291  and  Departmental  Regulation 
1515-1.  This  action  has  been  classified 
as  non-major  because  it  does  not  meet 
the  criteria  for  a  major  regulation 
established  in  the  Order. 

Executive  Order  12778 

This  interim  rule  has  been  reviewed 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroactive  effect.  The 
United  States  Grain  Standards  Act 
provides  in  section  87g  that  no  State  or 
subdivision  may  require  or  impose  any 
requirements  or  restrictions  concerning 
the  inspection,  weighing,  or  description 
of  grain  under  the  Act.  Otherwise,  this 
final  rule  will  not  preempt  any  State  or 
local  laws,  regulations,  or  policies, 
unless  they  present  an  irreconcilable 
conflict  with  this  rule.  There  are  no 
administrative  procedures  which  must 
be  exhausted  prior  to  any  judicial 
challenge  to  the  provisions  of  this  rule. 

Regulatory  Flexibility  Act  Certification 

John  C.  Foltz,  Administrator,  FGIS, 
has  determined  that  this  interim  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  as  defined  in  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601  et  seq.) 
because  most  users  of  the  official 
inspection  and  weighing  services  do  not 
meet  the  requirements  for  small  entities. 
FGIS  is  required  by  statute  to  make 
services  available  and  to  recover,  as 
nearly  as  practicable,  the  costs  of 
providing  such  services. 

Paperwork  Reduction 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C. 
chapter  35),  the  information  collection 
requirements  contained  in  the  rule 
being  amended  have  been  previously 
approved  by  OMB  under  control 
number  0580-0013. 


Background 

The  USGSA.  as  amended  (7  U.S.C.  71 
et  seq.),  providM  that  FGIS  shall  charge 
and  collect  reasonable  fees  that  cover  its 
estimated  cost  for  performing  official 
inspection,  weighing,  reinspection,  and 
appeal  inspection  services.  The  faes  are 
to  cover,  as  nearly  as  practicable,  the 
FGIS  costs  for  performance  of  these 
official  services,  including  related 
administrative  and  supervisory  costs. 

FGIS  costs  include  personnel 
compensation,  personnel  benefits, 
travel,  rent,  communications,  utilities, 
contractual  services,  supplies,  and 
equipment.  The  current  USGSA  fees  for 
original  inspection  and  weighing 
services  performed  in  the  U.S.  became 
effective  May  20, 1991  (56  FR  15803). 
The  fees  were  designed  to  cover,  as 
nearly  as  practicable,  the  level  of 
operating  costs  as  projected  for  fiscal 
year  1991.  They  presently  appear  in 
800.71  on  Schedule  A  of  the  regulations. 
Fees  for  Official  Ins|>ection.  Weighing, 
and  Appeal  Inspection  Services 
Performed  in  the  United  States  (7  CFR 
800.71)  (Schedule  A). 

Costs  for  fiscal  year  1991  exceeded 
revenues  by  $1,646  million  requiring 
FiGIS  to  draw  fit>m  its  limited  retained 
earnings.  FGIS  continually  monitors  its 
costs,  revenue,  and  operating  reserve 
level  to  assure  that  there  are  sufficient 
resources  for  operations.  Revenue  for 
fiscal  year  1991  decreased  by  $1,896 
million  when  compared  to  the  previous 
fiscal  year.  FGIS  reduced  its  costs  by 
$2,803  million  in  fiscal  year  1991  when 
compared  to  the  previous  fiscal  year. 

In  fiscal  year  1992.  FGIS  further 
reduced  its  costs  by  $347,000  resuUing 
in  a  positive  margin  for  the  year  of 
$261,000.  The  Office  of  Management 
and  Budget  has  published  an  inflation 
factor  of  3.7  percent  covering  Federal 
pay  raises  effective  in  January  1993. 
Based  on  fiscal  year  1992  costs  of 
$18,813  million,  the  infiation  factor  for 
federal  pay  will  increase  costs  for  fiscal 
year  1993  by  $522,000  (9  months  for  the 
fiscal  ftt)m  January  through  September 
1993).  FGIS  is  proposing  to  continue  its 
cost  reduction  efforts  along  with 
adjusting  its  fees  for  infiation  in  order 
to  break-even  for  fiscal  year  1993. 

Final  Action 

FGIS  believes  it  is  necessary  to 
increase  fees  on  February  1, 1993,  for 
official  grain  inspection  and  weighing, 
reinspection,  and  appeal  inspection 
services  performed  in  the  U.S.  by  3.7 
percent,  including  both  the  contract 
hourly  rates  and  noncontract  hourly 
rates  for  original  inspection  and  official 
weighing  if  FGIS  is  to  break  even  in  its 
revenue  for  fiscal  year  1993.  The  official 
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inspection  and  weighing  services  hourly 
rates  include,  but  are  not  limited  to: 
gradiaqg.  waighmg,  aampling.  stowage 
exaaiinatifw.  •qjuipmcnt  testing,  test 
weight  reverificatioD.  evaluation  of 
inspection  and  weighing  equipment, 
demonstrating  official  in^Mctioo  and 
weighing  functions,  furnishing  standard 
illustrations,  and  certifying  inspectk» 
and  wei^iing  results,  and  other  services 
requested  by  the  applicant  whan 
performed  at  the  point  oi  service. 
Accordingly,  this  interim  rule  increases 
fees  by  3.7  percent  and  revises  the  fee 
tables  to  reflect  the  increase. 

Pursuant  to  3  U.S.C  553.  it  is  found 
and  determined  upon  good  cause  that  it 
is  impiacticable,  unnecessary,  and 
contrary  to  the  public  interet^t  to  give 
preliminary  notice  prior  to  putting  this 
rule  into  effect  and  that  good  cat^sa 
exists  for  not  postponing  the  effective 
date  of  this  rule  until  30  days  after 
publication  in  the  Federal  Register. 

This  interim  final  rule  is  n«aeded 
because  FCIS  has  determined  that  (I) 
the  Inspection  and  Weighing  Progtan  is 
generating  insufficient  funds  under 
current  sdiedules  to  breai-even  in 
Fiscal  Year  1993.  and  (2)  to  enhance  the 
possibility  of  breaking-even,  revenues 
generated  under  the  new  schedules, 
must  be  effective  February  1. 1993.  A 
30-day  comnMnt  period  is  provided  to 
allow  interested  persons  to  comment  on 
this  interim  final  rule  prior  to  its 
finalization. 

RegttUtory  Refonn:  Leas  Burdensome 
or  More  Efficieat  Alternatives 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  b«t  serves  the  pubKc  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulatioas  that  promote 
economic  gro%vth.  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
the  public  to  understand,  use.  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992. 
memorandum  to  agency  heads  and  in 
Executive  Orders  12291  and  12498.  The 
E)epartment  applies  this  principle  to  the 
fullest  extent  possible,  consistent  with 
law. 

The  Department  has  developed  and 
reviewed  this  regulatory  action  in 
accordance  with  these  principles. 
Nonetheless,  the  Dapartroent  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimaliy  burdensome  and  maximally 


efficient.  Therefore,  the  Department 
spedflcally  aeeiks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  cr  more  efficient 
alternative  thai  would  acoompKdl  the 
purposes  described  fai  the  rule. 
Comments  suggesting  leas  burdensome 
or  more  efficient  ahematives  should  be 
addressed  to  FGIS  as  provided  in  this 
rule. 

List  orSd>iect8  in  7  CFR  Part  800 

Administrative  practice  and 
procedure;  Grams. 

For  the  reasons  set  out  ia  the 
preamble.  7  CFR  Part  800  is  amended  as 

follows: 

PART  80O— GENERAL  REGULATIONS 

1.  The  authority  citation  for  part  800 
continues  to  read  as  follows: 

Autharity:  Pub.  L  S4-SS2.  90  SUt  28e7. 
its  amended  (7  U.S.C  7t  etteq.]. 

2.  In  §  800.71.  Schedule  A.  is  revised 
to  read  as  follows: 
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Dated:  Dscember  14, 1992. 
John  C  Foltz, 
Administrator. 
IFR  Doc  9S-283  Filed  V-7-93;  BAS  ami 
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DEPARTMENT  OF  TRANSPORTATION 
Federaf  Avtetton  Administration 

14  CFR  Part  39 

[Docket  Uo.  92-ANE-W;  Special  CoMMeaa 
No.  SC-92-02-Nq 

Special  Conditions:  Hamilton  Standard 
Model  247F-1  Propeller 

AGENCY:  Federal  Aviation 

Administration  (FAA).  DOT. 

action:  Final  special  conditions. 

SUIMIARY:  These  special  conditions  are 
issued  for  the  Hamilton  Standard  Model 
247F-1  pn^Uer.  This  pn^lec  is 
constructed  using  all  coaapoeite  Uades. 
a  novel  and  unusual  design  feature. 
These  special  cooditiona  oonlrin  the 
additional  safety  standards  wrfdcb  tfie 
Administrator  coosiders  neoassary  to 
establish  a  level  of  safety  equivaleBt  to 
that  establi^ed  by  tbe  airworthiness 
standards  of  pert  35  of  die  FAR. 
EFFECTIVE  DATE:  February  8. 1993. 
FOR  FURTNER  MFORMATUN  CONTACT: 
Martin  Buckman.  Engine  and  Propeller 
Standards  SuS,  ANE-110.  Engine  and 
Propeller  Directorate,  Aircraft 
Certification  Service.  FAA.  New 
England  Region,  12  New  England 
Executive  Park.  Burlington, 
Massachusetts  018a3-S229;  {617)  273- 
7079;  Fax  (617)  270-2412. 

SUPPCEMENTARV  MFORIMTION: 

Background 

On  May  24. 1991.  Hamikon  Standard 
applied  for  type  certificatioa  far  a  new 
Model  247F-1  ptofwUer.  This  propeller 
is  constructed  using  all  composite 
blades,  a  novel  and  unusual  design 
features.  Propellers  constructed  entirely 
of  composite  material  have  additioikal 
airworthiness  considerations  not 
currently  addressed  by  part  35  of  the 
FAR.  Those  additimial  airworthiness 
considerations  associated  writh 
propellers  constructed  using  all 
composite  blades  axe  pn^peller  integrity 
following  a  bird  strike,  propeller 


in-service  u 


Novel  or  Ui 
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integrity  following  a  lightning  strike, 
and  propeller  fetigue  strength  when 
exposed  to  the  deteriorating  effiects  of 
in-service  use  and  the  environment. 

Type  Certification  Basis 

Under  the  provisions  of  §  21.17  of  the 
FAR,  Hamilton  Standard  must  show 
that  the  Model  247F-1  propeller  meets 
the  requirements  of  the  applicable 
regulations  in  efliact  on  the  date  of  the 
application.  Those  Federal  Aviation 
Regulations  are  S  21.21  and  part  35, 
effective  February  1, 1965,  as  amended.- 

The  Administrator  finds  that  the 
applicable  airworthiness  regulations  in 
part  35,  as  amended,  do  not  contain 
adequate  or  appropriate  safety  standards 
for  the  Model  247F-1  propeller  because 
it  is  constructed  using  composite 
material.  Therefore,  the  Administrator 
prescribes  special  conditions  under  the 
provisions  of  Section  21.16  of  the 
Federal  Aviation  Regulations  to 
establish  a  level  of  safety  equivalent  to 
that  established  in  part  35. 

Special  conditions,  as  appropriate,  are 
issued  in  accordance  with  §  11.49  of  the 
FAR  after  public  notice  and  opportunity 
for  comment,  as  required  by  §§  11.28 
and  11.29(b).  and  become  part  of  the 
type  certification  basis  in  accordance 
with  §  21.101(b)(2). 

Novel  or  Unusual  Design  Feature 

llie  Hamilton  Standard  247F-1 
propeller  incorporates  propeller  blades 
constructed  using  composite  material. 
This  material  has  fibers  that  are  woven, 
or  aligned,  in  specific  directions  to  give 
the  material  directional  strength 
properties.  These  properties  depend  on 
the  type  of  fiber,  the  orientation  and 
concentration  of  fiber,  and  the  matrix 
material.  Composite  materials  exhibit 
multiple  modes  of  failure.  Propellers 
constructed  of  composite  material  must 
demonstrate  continued  airworthiness 
when  considering  these  novel  design 
features  not  associated  with  propeller 
blades  constructed  using  other 
materials. 

The  requirements  of  part  35  of  the 
FAR  were  established  to  address  the 
airworthiness  considerations  associated 
with  wood  and  metal  propellers  used 
primarily  on  reciprocating  engines. 
Propeller  blades  of  this  type  are 
generally  thicker  than  composite  blades 
installed  on  turbine  engines  and  have 
demonstrated  good  service  experience 
following  a  bird  strike.  Propeller  blades 
constructed  using  composite  material 
are  generally  thinner  when  used  on 
turbine  engines,  and  are  typically 
installed  on  high  performance  aircraft. 
Further,  high  performance  aircraft 
generally  fly  at  high  airspeeds  with 
correspondingly  high  impact  forces 


associated  with  a  bird  strike.  Thus, 
composite  propellers  must  demonstrate 
propeller  integrity  following  a  bird 
strike. 

In  addition,  part  35  of  the  FAR  does 
not  currently  require  a  demonstration  of 
propeller  integrity  following  a  Ughtning 
strike.  No  safety  considerations  arise 
from  lightning  strikes  on  propellers 
constructed  of  metal  because  the 
electrical  current  is  safely  conducted 
through  the  metal  blade,  without 
damage  to  the  propeller.  Fixed  pitched, 
wooden  propellers  are  generally  used  on 
engines  installed  on  small,  general 
aviation  aircraft  that  typically  do  not 
encoimter  flying  conditions  conducive 
to  lightning  strikes.  Composite  propeller 
blades,  however,  may  be  used  on 
turbine  engines  and  high  performance 
aircraft  that  have  an  increased  risk  of 
lightning  strikes.  Composite  blades  may 
not  safely  conduct  or  dissipate  the 
electrical  current  from  a  lightning  strike. 
Severe  damage  can  result  if  the 
propellers  are  not  properly  protected. 
Therefore,  composite  blades  must 
demonstrate  propeller  integrity 
following  a  lightning  strike.  Information 
on  testing  for  lightning  protection  is  set 
out  in  SAE  Report  AE4L,  entitled. 
"Lightning  Test  Waveforms  and 
Tedmiques  for  Aerospace  Vehicles  and 
Hardware."  dated  June  20. 1978. 

Lastly,  the  ciurent  certification 
requirements  only  address  fatigue 
evaluation  of  metal  propeller  blades  or 
hubs  and  those  metal  components  of 
non-metallic  blade  assemblies. 
Allowable  design  stress  limits  for 
composite  blades  roust  consider  the 
deteriorating  effiects  of  the  environment 
and  in-service  use,  particularly  those 
effects  from  temperature,  moisture, 
erosion  and  chemical  attack.  Composite 
blades  also  present  new  and  different 
considerations  for  retention  of  the 
blades  in  the  propeller  hub. 

Discussion  of  Comments 

Interested  persons  have  been  afforded 
the  opportunity  to  participate  in  the 
making  of  these  special  conditions.  Due 
consideration  has  been  given  to 
comments  received. 

One  commenter  supports  the  special 
conditions  as  proposed. 

After  careful  review  of  the  available 
data,  including  the  comments  noted 
above,  the  FAA  determined  that  air 
safety  and  the  public  interest  require  the 
adoption  of  the  special  conditions  as 
proposed. 

Conclusion 

This  action  affects  only  the  Hamilton 
Standard  Model  247F-1  propeller  and 
future  propeller  models  within  this 
series.  It  is  not  a  rule  of  general 


application,  and  it  affects  only  the 
manufacturer  who  applied  to  the  FAA 
for  approval  of  this  profwUer  model. 

List  of  Subjects  in  14  CFR  Part  35 

Air  Transportation,  Aircraft,  Aviation 
Safety,  Safety. 

The  authority  citation  continues  to 
read  as  follows: 

Authority:  49  U.S.C.  App.  1354(a),  1421. 
1423;  49  U.S.C  106(g). 

The  Special  Conditions 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  following  special 
conditions  are  issued  as  part  of  the  type 
certification  basis  for  the  Hamilton 
Standard  Model  247F-1  Propeller: 

(a)  For  purposes  of  these  special 
conditions,  a  hazardous  condition  is 
considered  to  exist  for  each  of  the 
following  conditions: 

(1)  Loss  of  the  propeller  blade,  or  a 
major  portion  of  a  blade. 

(2)  Overspeed  of  the  propellers. 

(3)  Unintended  movement  of  the 
blade  below  the  established  minimum 
inflight  blade  angle,  or  to  an  angle  that 
results  in  excessive  drag. 

(4)  The  inability  to  feather  the 
propeller  when  necessary. 

(b)  In  addition  to  the  requirements  of 
FAR  Part  35.  it  must  be  shown  that  for 
propellers  of  composite  construction: 

Bird  Strike 

The  propeller  can  withstand  a  four 
pound  bird  strike  at  the  blade's  critical 
radial  location,  when  operating  at 
takeoff  RPM  and  liftoff  ( Vr)  speed  of  a 
typical  aircraft,  without  giving  rise  to  a 
hazardous  condition,  and  while 
maintaining  the  capability  to  be 
feathered. 

Lightning  Strike 

A  lightning  strike  on  a  propeller  of  a 
composite  construction  shall  not  result 
in  a  hazardous  condition.  The  propeller 
shall  be  capable  of  continued  safe 
operation. 

Fatigue  Evaluation 

A  fatigue  evaluation  must  be  provided 
and  the  fatigue  limits  determined  for 
each  propeller  hub,  blade,  and  each 
primary  load  carrying  component  of  the 
propeller.  The  fatigue  evaluation  must 
consider  all  knov^rn  and  reasonable 
foreseeable  vibration  and  cyclic  load 
patterns  that  may  be  encountered  in 
service.  The  fatigue  limits  must  account 
for  the  effects  of  in-service  deterioration, 
such  as,  impact  damage,  nicks,  grooves, 
galling,  or  bearing  wear:  for  variations  in 
production  material  properties;  and  for 
environmental  effects,  such  as, 
temperature,  moisture,  erosion.   . 
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chemical  attack,  etc.  that  cauM 

detwioratJoB.  hanad  in  Burlington. 

Masaachuaelta,  on  Decambar  29. 1992. 

lack  A.  Sub. 

Manayr.  Engine  and  Propelkr  Dinctoialm, 

Aimaft  CtrtijUcation  Service. 

IFR  Doc  93-360  Filed  1-7-M:  8:45  ami 

MjjNa  ooot  4»ta-i»4i 
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14  CFR  Part  71 
(Atrspaea  DodMt  N*. 

Amandmanlof 
UvingatOR,  MT 

AOEMCVi  Padatd  Aviation 

Adminialralion  (FAA).  DGT. 

Acnow:  Final  rok. 

SUMMARY:  This  action  amMids  the  700- 
foot  and  1200-fbol  transition  areaa  at 
Livingston,  Montana,  to  provide 
additional  controlled  airspace  (or 
aircraft  executing  a  lavised  instrument 
approach  procaduie  at  Mission  Field 
Airport.  livingaton.  Montana.  The 
airspace  will  be  depicted  on 
aeronautical  charts  for  pilot  refarence. 
EFFECTIVE  DATE:  0901  UTC  April  1. 
1993. 

FOR  FURTHER  IMfOWMATIOM  GOWT ACTt 
James  R  Riley,  ANM-537,  Federal 
Aviation  Administration,  Dodiet  No. 
92-ANM-17. 1601  Und  Avenue.  SW.. 
Renton.  Washington  98055-4056, 
Telephone:  (206)  227-2537. 

SUPPtaCNTANV  mformation: 

History 

On  September  2. 1992.  the  FAA 
proposed  to  amend  part  71  of  the  ^^ 
Federal  AviaUon  Regulations  (14  CFR 
part  71)  to  amend  the  Livingston. 
Montana  700-foot  and  1200-foot 
Transition  Areas  (57  FR  40156). 
Interested  parties  were  invited  to 
participate  in  this  rulemaking 
proceeding  by  submitting  wrinen 
comments  on  the  proposal  to  the  FAA. 
No  comments  objecting  to  the  proposal 
were  received.  This  amendment  is  the 
same  as  that  proposed  In  the  NPRM, 
except  the  4.4  nautical  miles  radius 
centered  on  Miaston  Field  Airport  has 
been  corrected  to  laad  4.1  nautical 
ntiles;  and  the  statement  "exciuding  that 
airspa4»  within  the  Livingston, 
Montana.  Control  Zone  during  the 
specific  dates  and  times  it  is  in  effect." 
has  been  added.  The  coordinates  in  the 
pniposal  were  North  American  Datum 
27;  however,  these  coordinates  have 
been  updated  to  North  Americtti  Datum 
83.  Transition  areas  are  published  in 
§  71.181  of  FAA  Order  7400.7A  dated 
November  2. 1992,  and  effective 
November  27. 1992,  wkicb  is 


incorporated  by  refarence  in  14  CFR 
71.1.  The  transition  atmi  Ksled  in  this 
document  will  be  pnblisiiad 
subsequently  in  the  Order. 

TkaKnia 

This  amendment  to  part  71  of  the 
Federal  Aviation  RegulatioiM  amends 
the  Livingston.  Montana.  700-fBot  and 
1200-foot  transition  aiaas  to  provide 
controlled  airspace  for  aircraft  executing 
a  revised  instrument  spproadt 
procedure  to  the  Mission  Field  Airport. 
Livingston,  Montana. 

The  FAA  has  determined  that  this 
reguhition  only  involves  an  established 
b<xly  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operatiooally 
current.  It,  therefore— (1 J  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Poh'des  and  Procedures  (44 
FR  11034;  Fdiruary  26. 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimaL  Since  this  is  a 
routine  matter  that  will  only  affect  air 
trafflc  procedures  and  air  nsvigstion,  it 
is  certified  that  this  rule  will  not  have 
a  significant  economic  imped  on  a 
substantia)  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Sul^ecU  in  1 4  CFR  Pari  71 

Aviation  safety,  bicorporation  by 
reference.  Transition  areas. 

Arfoptien  of  dM  AnMMkaanl 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 


PART  71— (AMENDED] 

1.  The  authority  dlation  for  part  71 
(xmtinues  to  read  as  fellows: 

AulbMilr  49  U.S.C  1348(a).  13S4fa). 
1510:  E.O.  10a54.  24  PR  §5«5.  3  CFR,  1959- 
1963  Comp..  p.3i9;  49  U.S.C  106(g>;  14  CPH 
11.69. 

f  71.1    [Amendedl 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400.7 A 
Compilation  of  Regulations,  dated 
November  2, 1992.  and  effiactive 
November  27. 1992.  is  amended  as 
follows: 

Section  71.  J81    Desigfiation  of 
Transition  Areas 


ANM  MT  TA  UviagrtOB.  KfT  fRevisedl 
Livlngfton.  Misrion  Pteld.  MT  flat. 

45*421»»T>I,  long.  llO'WSOnfV) 
Livinplon  VORTAC  (ht.  45«42WT*.  hmg. 
110'26'33'TV) 

Thai  ainpaoa  extending  upward  from  700 
feet  above  the  surfaoe  within  8  nautical  miles 
west  and  4  nautical  miles  east  of  the 
Uvfngslon  VORTAC  340  degree  radial. 
extendiiV  femn  the  VORTAC  to  20  aaatkal 
miles  Boitb  ol  the  VORTAC  awi  wItWn  2.2 
nautical  miles  each  side  of  ttaa  Livtegrtoo 
085  dagra*  radial,  extendtaig  ban  a  4.1 
nautical  mile  radius  drd*  laalamd  «• 
Mission  Field  Airport,  UviagSton,  Montana. 
to  7.0  nautical  milas  east  of  tba  VORTAC; 
that  airspace  extending  upward  from  1200 
feat  above  the  lurfece  within  5.3  nautical 
milef  tooth  and  8.3  nauticat  miles  north  of 
the  Uvhigstoo  VORTAC  OSS  and  395  degree 
radials.  exleoding  irom  9.1  aautkal  oifles 
wart  to  18.3  ■aolical  miles  eart  ofthe 
VORTAC  eidodiag  that  alispace  witbin  tiM 
Livingston,  MT.  Control  Zona  durtng  tlM 
specific  dates  and  times  It  is  is  attact. 
•         •         •         •         • 

Issued  in  Seattle.  Washin^hm.  on 
Decambar  23. 1992. 
TeBap>aH.|iiheiie.»-.» 
MoMger,  Air  7Vi#c  OMkm. 
{FR  DOC.  93-365  Piled  1-7-^  9:45  ami 


14  CFR  Part  7t 

(Airspace  Deckel  No.  91-ASW-2q 

EstaWlshmoril  of  TranaWon  Araa; 
Oak(fBl«,LA 

AGENCY:  Federal  Aviation 
Administration  (FAA).  DOT. 

ACnOM:  Final  rola. 


8UMMARV:  This  action  establishes  a  new 
transition  area  at  Oekdale.  LA.  The 
development  of  a  new  standard 
instrument  approach  procedure  (SIAP) 
to  the  Allen  Parish  Airport  has  made 
this  action  necessary.  The  intended 
effect  of  this  action  is  to  provide 
adequate  controlled  airspooa  for  aircraft 
executing  the  new  l^ioodirectional  Radio 
Beacon  (NDB)  Runway  35  SiAP.  This 
action  changes  tlie  status  of  the  Allen 
Parish  Airport  from  visual  flight  nilea 
(VFR)  only,  to  include  operations  under 
instrument  flight  rules  (IFR). 

EFFECnVE  DATE:  0901  UTC,  April  1, 
1903. 

FOR  FURTMER  MFORMATION  CONTACT: 
Alvin  E.  DeVane,  System  Management 
Branch,  Air  Traffic  Division,  Southwest 
Region,  Departmmt  of  Transportation, 
Federal  Aviation  Administration,  Vott 
Worth.  TX  76193-0530.  teleirfione  (817) 
624-5535. 


History 
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comments  oi 
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was  receivec 
Force  (USAI 
is  located  wi 
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SU(>f>LEIIENTARY  WFOraiATIOK 
History  -^ 

On  October  24. 1991.  the  FAA 

propostKl  to  amend  part  71  of  the 

Federai  Aviation  Regalotions  (14  CFR 
part  71)  to  establish  a  transition  area  at 
Oakdale,  LA  (56  PR  55101). 

Interested  pwsoBs  wara  invited  to 
participate  in  this  rulemaking 
proceeding  by  subautting  written 
comments  on  the  proposal  to  the  FAA. 
One  comment  objecting  to  ti^e  proposal 
was  received  &t>m  the  United  Stales  Air 
Force  (USAF).  The  AHan  Parish  Airport 
is  located  withm  tlie  lolval  limits  of  the 
Hotrock.  2  military  opereticns  are* 
(MOA).  The  USAF  obiection  cantarMl 
on  perceived  trefiic  conflicts  between 
aircraft  operating  in  the  MOA  and 
aircraft  inbgund  to  the  Oekdala  Allan 
Parish  Airport  utilizing  the  new  SIAP. 
The  establishment  of  a  transition  anea  is 
an  airspace  action  that  has  little,  if  any. 
efl'ect  on  the  volume  of  air  traffic 
operating  at  the  airport.  The  USAF 
objection  concerned  the  establishment 
of  the  new  SIAP.  Although  the  two 
actions  are  interrelated,  the 
estabiiduoent  of  a  transitian  area  merely 
provides  controlled  airspace  from  700 
feet  to  1200  feet  those  ground  level  and 
does  not  establish  any  different 
priorities  among  the  us«s  of  the 
airspace  or  fadhtate  an  influx  of 
additional  traffic.  A*significaDt 
operational  advantage  will  be  gained  for 
those  users  of  the  Allen  Parish  Airport 
by  converting  the  airport  from  VFR  only 
to  include  IFR  operations. 

Since  the  Notice  of  Proposed 
Rulemaking  was  published  on  October 
24. 1991,  the  criteria  used  in  the 
development  of  transition  areas  has 
changed.  The  new  criteria  became 
effective  on  October  15, 1992.  Since  the 
effe«iive  date  of  these  changes,  mileage 
is  expressed  in  terms  of  nautical  miles 
rather  than  statute  miles.  The  transition 
area  in  this  final  rule  has  been  amended 
to  conform  to  this  new  standard.  Except 
for  these  changes,  the  amendment  is 
adopted  as  proposed.  Additionally,  the 
coordinates  in  the  proposal  were  North 
American  Datum  27;  however,  these 
coordinates  have  been  updated  to  North 
American  Datum  83.  Transition  areas 
are  published  in  §  71.181  of  FAA  Order 
7400.7A  dated  November  2, 1992.  and 
effective  November  27. 1992.  whidi  is 
incorporated  by  reference  in  14  CFR 
71.1.  The  transition  area  listed  in  this 
document  will  be  published 
subsequently  In  the  Order. 

The  Rule 

The  FAA  is  amending  part  71  of  tbe 
Federal  Aviation  Regulations  to 
establish  a  700-foot  transition  aree 


located  at  O^uiale.  LA.  The 
development  of  a  new  ^SSA  nmway  35 
SIAP  to  the  Allan  Parish  Airpivt,  LA, 

has  necessitated  this  action.  The 
intended  effect  of  this  action  is  to 
provide  adequate  controlled  airspace  for 
aircraft  executing  the  new  SIAP.  The 
status  of  the  Allan  Parish  Airport.  LA, 
will  also  be  changed  from  VFR  only  to 
include  IFR  operations. 

The  FAA  has  determioed  that  this 
regulation  only  involves  an  establidied 
body  of  technical  reigulationa  that  needs 
frequent  and  routine  amendments  to 
keep  them  operationally  current  k, 
therefore — (1)  is  not  a  "major  rule" 
under  Executive  Order  12291 .  (2)  is  not 
a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034;  February  26, 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  eSact  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  afSi^iBcts  ia  14  OH  Part  71 

Aviation  safety,  Incorporation  by 
reference,  Transition  areas. 

Adoption  of  tbe  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFK  part  71  as  follows: 

PART  71-{AMENOeD] 

1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

Authority:  49  U.S.C.  app.  1348(a),  1354(a). 
1510:  E.0. 10854,  24  FR  9565,  3  CFR,  195»- 
1963  Comp.,  p.  389;  49  U.S.C.  106(g);  14  CTR 
11.69. 

2.  The  incorporation  by  refoence  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400.7A, 
Compilation  of  Regulations,  dated 
November  2. 1992,  and  effective 
November  27,  1992,  is  amended  as 
follows: 

Section  71.181  Designation  of 
Transition  Areas 


ASVV  LA  TA  Oakdalo.  LA  [New| 

That  airspace  extending  upward  from  700 
feet  above  the  surface  within  a  6.5-mile 
radius  of  the  Allen  Parish  Airport  (fatitude 
30°45'03-  N.,  tongituds  09r41'21"  W.) 
excluding  that  airspace  within  restricted  area 
R-3806. 


Issued  'n  Fort  Worth.  TX.  on  OaoenbOT  18. 
1992. 
Larry  L.  Craig, 

Manager,  Air  Traffic  Diwico,  Soudnmia 

(FR  Doc.  93-364  FiM  1-7-«3;  t:4S  an] 
amjNO  coet  «x»  is  ii 


14  CFR  Part  71 

(Airspace  Docket  No.  81-ASW-261 

Revision  of  Control  Zonm;  tafayefta, 
LA;  New  Iberia,  LA 

AGENCtr:  Federai  Aviation 

Administratiffli  (FAA).  DOT. 

ACTIOM;  Final  rttle.       

StMUMAV:  This  action  revises  the  control 
zones  at  Lafayette  and  New  fiieria.  LA, 
and  revises  the  coordinates  used  to 
describe  the  Lafayette  Regional  Airport. 
The  very  high  frequency 
omnidiraciiooal  range/tactical  air 
navigation  (VORTAC)  was  relocated  to  a 
site  on  the  Lafayette  Regional  Airport. 
This  action  is  necessary  to  revise  the 
control  zor>e  located  at  Lafa3mtte,  LA, 
due  to  revisious  to  the  standard 
instrument  approach  procedures  (SIAP) 
at  Lafayette  R^onal  Airport  and  the 
development  of  a  new  VOR  Runway  4R 
SIAP.  Additionally,  this  action  is 
necessary  to  revise  the  control  zone 
located  at  New  Iberia,  LA.  due  to 
revisions  to  the  SIAP's  at  the  Acadiana 
Regional  Airport  and  the 
dis<;ontinuanr,e  of  the  nondirectionel 
radio  beacon  (NOB)  Runway  16  SIAP. 
The  intended  effect  of  this  actfon  is  to 
provi<le  adequate  controlled  airspace  for 
ainTaft  executing  SIAP's  at  the  Lafayette 
Regional  Airport  and  the  New  Iberia/ 
Ai^adiana  Regional  Airjjort  and  revise 
the  coordinates  used  to  describe  the 
Lafay«tte  Regional  Airp<Ml. 
EFFECTIVE  DATE:  0901  u.t.C,  April  1. 
1993. 

FOR  FURTHER  INFORMATION  COMTACT: 
Alvin  E.  D«V'd.ne,  System  Management 
Branch,  Air  Traffic  Division.  Southwest 
Region,  Department  of  Transportation. 
Federal  Aviation  Administration,  Fort 
Worth,  TX  76193-0530.  telephone  (817) 
624-5535. 

SUPPLE«K^aARY  MFORMAT10M: 

History 

On  October  29.  1991.  the  FAA 
proposed  to  amend  part  71  of  the 
Federal  Aviation  Regulations  (14  CFR 
part  71)  to  revise  the  control  rones  at 
Lafayette  and  New  Qjeria,  LA  156  FR 
55637). 

Interested  persons  were  invited  to 
participate  in  this  rulemaking 
proceeding  by  submitting  written 
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f»mments  on  the  proposal  to  the  FAA. 
No  comments  objecting  to  the  proposal 
were  received. 

Since  the  Notice  of  Proposed 
Rulemaking  was  published  on  October 
29. 1991.  the  criteria  used  in  the 
development  of  control  zones  has 
changed.  The  new  criteria  became 
effective  on  October  15. 1992. 

Since  the  effective  date  of  these 
changes,  mileages  are  expressed  in 
nautical  miles  rather  than  statute  miles 
and  a  standard  control  zone  has  an 
upper  altitude  limit  of  2500  feet  above 
ground  level  (AGL).  Previously,  the 
standard  control  zone  extended  to  the 
base  of  the  Continental  Control  Area  at 
14.500  feet  mean  sea  level  (MSL)  and 
had  no  upper  limit  when  it  did  not 
underlie  the  Continental  Control  Area. 
The  control  zones  in  this  final  rule  have 
been  amended  to  conform  to  these  new 
standards. 

Additionally,  the  coordinates  in  the 
proposal  were  North  American  Datum 
27:  however,  these  coordinates  have 
been  updated  to  North  American  Datum 
83.  Except  for  these  changes,  this 
amendment  is  adopted  as  proposed. 
Control  zones  are  published  in  §  71.171 
of  FAA  Order  7400.7A  dated  November 
2. 1992.  and  effective  November  27. 
1992.  which  is  incorporated  by 
reference  in  14  CFR  71.1.  The  control 
zones  listed  in  this  document  will  be 
published  subsequently  in  the  Order. 

The  Rule 

This  amendment  to  Part  71  of  the 
Federal  Aviation  Regulations  revises  the 
cxintrol  zones  located  at  Lafayette  and 
New  Iberia.  LA.  The  Lafayette  VORTAC 
was  relocated  to  a  site  on  the  Lafayette 
Regional  Airport.  SL\P'8  that  derive 
information  from  this  navigational  aid 
were  revised  making  this  action 
necessary.  The  coordinates  used  to 
describe  the  Lafayette  Regional  Airport 
are  also  revised.  The  intended  effect  of 
this  action  is  to  provide  adequate 
controlled  airspace  for  aircraft  executing 
SIAPs  at  the  Lafayette  Regional  and 
New  Iberia/ Acadiana  Regional  Airports. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  that  needs 
frequent  and  routine  amendments  to 
keep  them  operationally  current.  It. 
therefore — (1)  is  not  a  "major  rule" 
under  Executive  Order  12291;  (2)  is  not 
a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034:  February  26. 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  affect  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule  will  not  have 


a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  71 

Aviation  safety.  Control  zones, 
Incorporation  by  reference. 

Adoption  of  the  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 


14  CFR  Part  97 

[Doclwt  No.  27096;  Amdt  No.  1524] 

Standard  Instrument  Approach 
Procedures:  Miscellaneous 
Amendments 

agency:  Federal  Aviation 
Administration  (FAA).  DOT. 
action:  Final  rule. 


PART  71-{AMENDED1 


1  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows:  . 

Authority:  49  U.S.C.  app.  1348(a).  1354(a). 
1510:  E.O.  10854.  24  FR  9565.  3  CFR.  1959- 
1963  Comp..  p.  389: 49  U.S.C.  106(g):  14  CFR 
11.69. 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400.7A. 
Compilation  of  Regulations,  dated 
November  2. 1992.  and  effective 
November  27. 1992.  is  amended  as 
follows: 

Section  71.171     Designation  of  control 
zones. 


ASW  LA  CZ  LafkyHte,  LA.    (Revised] 

That  airspace  extending  upward  from  the 
surface  to  and  Including  4.000  feet  MSL 
within  a  5-mile  radius  of  the  l.afayette 
Regional  Airport  (latitude  30»02'19"N.. 
longitudo  091''59'15"W.)  and  within  2.4 
miles  each  side  of  the  Lafayette  VORTAC 
(latitude  30°11'38"N..  longitude 
091''59'33"W.)  238°  radial,  extending  from 
the  5-mile  radius  zone  to  7.7  miles  southwest 
of  the  airport. 
•         •         •         •         • 

ASW  LA  CZ  New  IberU.  LA.    (ReviMsd) 

That  airspace  extending  upward  from  the 
surface  to  and  including  2,500  feet  MSL 
within  a  4.4-mile  radius  of  the  Acadiana 
Regional  Airport  (latitude  30''02'16"N. 
longitude  091''53'02"W.)  excluding  the 
Lafayette  Regional  Airport.  LA,  Airport  Radar 
Service  Area.  The  control  zone  is  effective 
during  the  specific  dates  and  times 
established  in  advance  by  a  Notice  to 
Airmen.  The  effective  dates  and  times  will 
thereafter  be  continuously  published  in  the 

Airport/Facility  Director. 

•         •         •         •         • 
Issued  in  Fort  Worth.  TX,  on  December  18. 

1992. 

Larry  L.  Craig. 

Manager.  Air  Traffic  Division,  Southwest 

Region. 

(FR  Doc  93-361  Filed  1-7-93;  8:45  am) 
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SUMMARY:  This  amendment  establishes, 
amends,  suspends,  or  revokes  Standard 
Instrument  Approach  Procedures 
(SIAPs)  for  operations  at  certain 
airports.  These  regulatory  actions  are 
needed  because  of  changes  occurring  in 
the  National  Airspace  System,  such  as 
the  commissioning  of  new  navigational 
facihties.  addition  of  new  obstacles,  or 
changes  in  air  traffic  requirements. 
These  changes  are  designed  to  provide 
safe  and  efficient  use  of  the  navigable 
airspace  and  to  promote  safe  fli^t 
operations  under  instrument  flight  rules 
at  the  affected  airports. 
DATES:  Effective:  An  effective  date  for 
each  SIAP  is  specified  in  the 
amendatory  provisions. 

Incorporation  by  reference— approved 
by  the  Director  of  the  Federal  Register 
on  December  31. 1980.  and  reapproved 
as  of  January  1. 1982. 
ADDRESSES:  Availability  of  matter 
incorporated  by  reference  in  the 
amendment  is  as  follows: 

For  Examination—  1.  FAA  Rules 
Docket.  FAA  Headquarters  Building, 
800  Independence  Avenue,  SW.. 
Washington.  DC  20591; 

2.  The  FAA  Regional  Office  of  the 
region  in  which  affected  airport  is 
located:  or  ^^ 

3.  The  Flight  Inspection  Field  Office 
which  originated  the  SIAP. 

For  Purc/jase— Individual  SIAP 
copies  may  be  obtained  from: 

1.  FAA  Public  Inquiry  Center  (APA- 
200).  FAA  Headquarters  Building.  800 
Independence  Avenue.  SW., 
Washington.  DC  20591;  or 

2.  The  FAA  Regional  Office  of  the 
region  in  which  die  affected  airport  is 

By  Subscription — Copies  of  all  SIAPs, 
mailed  once  every  2  weeks,  are  for  sale 
by  the  Superintendent  of  Documents, 
US  Government  Printing  Office, 
Washington,  DC  20402. 
FOR  FURTHER  INFORMATtON  CONTACT:  Paul 
J.  Best.  Flight  Procedures  Standards 
Branch  (AFS-420),  Technical  Programs 
Division,  Flight  Standards  Service, 
Federal  Aviation  Administration.  800 
Independence  Avenue,  SW., 
Washington.  DC  20591;  telephone  (202) 
267-8277. 

SUPPLEMENTARY  INFORMATION:  This 
amendment  to  part  97  of  the  Federal 
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Aviation  Regulations  (14  CFR  part  97) 
ettabiishes,  amends,  suspends,  or 
revokes  Standard  Instrument  Appraech 
Procedures  (SIAPs).  The  complete 
regulatory  description  on  each  SIAP  is 
contained  in  the  appropriate  FAA  Form 
8260  and  the  National  Fh^t  Data 
Center  (FDC)  /Permanent  t?)  Notices  to 
Airmen  (NOTAM)  which  are 
incorporated  by  reference  in  the 
amendment  under  5  U.S.C.  5S2(a),  1 
CFR  part  51,  and  §  97.20  of  the  Federal 
Aviations  Regulations  (FAR).  Materials 
incorporated  by  refer«ice  are  availid>le 
for  examination  or  purchase  at  stated 
above. 

The  large  number  of  SiAPs,  thnr 
complex  nature,  and  the  need  for  a 
special  format  make  their  veitntim 
publication  in  the  Federal  Regiflter 
expensive  and  impractical  Further, 
airmen  do  not  use  the  regulatory  text  of 
the  SIAPs,  but  refer  to  their  graphic 
depiction  of  charts  printed  by 
publishers  of  aeronautical  materials. 
Thus,  the  advantages  of  incorporation 
by  reference  are  realized  and 
publication  of  the  complete  dascription 
of  each  SIAP  contained  in  FAA  fonn 
documents  is  unnecessary.  Hie 
Provisions  of  this  amendment  state  the 
affected  CFR  (and  FAR)  sections,  with 
the  types  and  effective  dates  of  the 
SIAPs.  This  amendment  also  identifies 
the  airport,  its  location,  the  procedure 
identification  and  the  amendment 
number. 

The  Rule 

This  amendment  to  part  97  of  the 
Federal  Aviation  Relations  (14  CFR 
part  97)  establishes,  amends,  su^Mnds, 
or  revokes  SIAPs.  For  safety  and 
timeliness  of  change  considerations,  this 
amendment  incorporates  only  specific 
changes  contained  in  the  content  (rf  the 
following  FDC/P  NOTAM  for  each 
SLAP.  The  SIAP  information  in  some 
previously  designated  FDC/Temporary 
(FDC/T)  NOTAMs  is  of  sudi  duration  as 
to  be  permanent.  With  conversion  to 
FOaP  NOTAMs.  the  respective  FDC/T 


NOTAMs  have  been  canceUed.  The 
FDC/P  NOTAMs  for  the  SIAPs 
contained  in  this  amendment  are  based 
on  the  criteria  contained  in  the  U.S. 
Standard  ibr  Terminal  Instrument 
Approach  Procedures  (TERPs).  In 
developing  these  chart  changes  to  SIAPs 
by  FDC/P  NOTAMs.  the  TERPs  criteria 
were  applied  to  only  these  specific 
conditions  existing  at  the  a&cted 


This  amendment  to  part  97  contains 
separate  SIAPs  whidi  have  compliance 
dates  stated  as  effective  dates  b^ed  on 
related  changes  in  the  National  Airspace 
System  or  the  application  of  new  or 
revised  criteria.  All  SIAP  amendments 
in  this  rule  have  been  previously  issued 
by  the  FAA  in  a  National  Flight  Data 
Center  (FDQ  Notice  Airmen  (NOTAM) 
as  an  emergency  action  to  immediate 
flight  safety  relating  directly  to 
published  aeronautical  charts.  The 
cinicmstances  which  created  the  need 
for  all  these  SLAP  amendments  requires 
making  them  effective  in  less  than  30 
days. 

Further,  tbe  SIAPs  conUinad  in  this 
amendment  are  based  on  the  criteria 
contained  in  the  US  Standard  for 
Terminal  Instrument  Approach 
Procedures  (TERPs).  Because  of  the 
close  and  immediate  relationship 
between  these  SIAPs  and  safety  in  air 
commerce,  I  find  that  m^ce  and  pubKc 
procedure  before  adopting  these  SIAPs 
are  unnecessary,  impracticable,  and 
contrary  to  the  public  interest  and. 
where  applicable,  that  good  cause  exists 
for  making  these  SIAPs  effective  in  less 
than  30  days. 

Conclnston 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
firequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current  It.  therefore — (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  is 
not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034;  February  26. 1979);  and  (3) 


does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  For  the  same 
reason,  the  FAA  certifies  that  this 
amendment  will  not  have  a  significant 
economic  impect  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act 

List  of  Subjects  in  14  CFR  Pari  97 

Approaches,  Standard  instrument 
Incorporation  by  reference. 

Issued  in  Washington.  DC.  oa  December 
18, 1992. 

Thomas  C  Accardi, 

Dinctor.  Flight  Standards  Service. 

Adoption  of  the  Anendraent 

Accordingly,  pursuant  to  the 
authority  delegated  to  ne,  part  97  of  the 
Federal  Aviation  Regulations  (14  CFR 
part  97)  is  amended  by  establi^ng, 
amending,  suspending,  or  revoking 
Standard  Instrument  Approach 
Procedures,  effective  at  0901  u.tc.  on 
the  dates  spedfiad,  as  follows: 

PART  97— STANDARD  INSTRUMENT 
APPROACH  PROCEDURES 

1.  The  authority  citation  for  part  97 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  App.  1348, 1354(a), 
1421  aod  1510;  49  U.S.C  106(g)  (iwtaod  Pub. 
L.  97-449,  January  12, 1983);  and  14  CFR 
11.49(b)(2). 

2.  Part  97  is  amended  to  read  as 
follows: 

K  97.23. 97.25, 97.27.  VTM,  97.31. 97.S3 
and  97.35    [Amended] 

By  amending:  §  97.23  VOR.  VOR/ 
DME,  VOR  or  TACAN.  and  VCW/DME 
or  TACAN;  §  97.25  LOC.  LOC/DME, 
LDA,  LDA/DME,  SDF,  SDF/DME; 
§  97.27  NOB,  NDB/DME;  $  97.29  ILS. 
ILS/DME.  ISMLS,  MLS,  MLS/DME, 
MLS/RNAV;  §97.31  RADAR  SlAPv, 
§  97.33  RNAV  SL\P8:  and  §  97.35 
COPTER  SL\Ps.  identified  as  follows: 

NFDC  Transmittal  Letter 


Ettacttve 


11«S/92 
11A09/92 
12A2/92 
1202/92 
12A3/92 
12X)3K92 

12X13/92 
12«3l^ 
12AJ3/92 
12AM2 

12)1)3/92 
12A3/92 

^2J04^n 


State 


MO 
MO 

7X  . 

WA 

QA. 

QA. 

GA. 

GA. 

GA. 

QA. 


ME 


aty_ 

CaiarrMs  .„ _ 

CoimrMi 

MinwalWaOs 

SaatOe 

Auguati  

Augutti  

CadMloiMi 

CedaitOMn 

Qiimn „ 

OiaiMbOfo  .». 
Baton  Rouga 

PmsfiaM 
Ptttsflaid 


Aiipoit 


Columbia  Regtonal „ 

Cdutnbia  Regional 

Mineral  We>s 

Boeing  RekVKing  Coumy  M 

Daniel  Field 

Daniel  FleW 

ComafeM-Mooie  FWd 

CofT>oUus4«oocB  Field  

GrIffln-SpakJino  Courty 

Stalestxno  Muni _ _. 

Baton    Rouge    Me^mwIWeri^yii 

Field. 

PtttsBeW  Muni  

Ptttsleld  Muni 

Northern  Maine  Regional  Aipl  al 

Presque  Isle. 


FDC  number 


FDC2«736_ 
FDC  2/6737  _. 
FDC  2/7191  ... 
FDC  2/7210- 
FOC  2/7216  _ 
FDC  2/7217  ... 
FDC  2/7214  .„ 
FDC  2/7218  ._ 
FOC  2/7215  -. 
FDC  2/7227  _. 
FDC  2/7223  ... 

FOC  2/7224  ._. 
FOC  2/7225  _. 
FDC2/72^6„- 


8IAP 


ILS  RWY  2  AMOT  12A 
NDB  RWY  2  AMOT  8. 
VOR  RWY  31  AMOT  9. 
ILS  RWY  13R  MIN  5. 
NOe  RWY  10.  AMOT  2. 
RNAV  RWY  10.  AMOT  5l 
RNAV  RWY  10.  AMOT  2. 
VOR-A,  AMOT  12. 
VOR/DME  RWY  13,  AMDT  4A. 
LOC  RWY  32  AMOT  3A 
LOC  8C  RWY  4L  AMDT  4. 

NOB  RWY  26  AMOT  & 
LOC  RWY  2S  AMOT  4. 
VOfVDME  RWY  1  AMOT  11. 
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Ettective 


12,t>4/S2  .. 

^^'04J9^  .. 

\Z'0*/92  .. 
12A>4/92  .. 
12A4/92  . 

l2«4/92 
12,'04/92  . 
12/04/92  . 
12A04/92  . 

12«(VW2  . 

12/04-32  . 
1^•07."92  . 
12'0af92  . 

12.'Oa?92  . 
12/0»92  . 

i2yt}a'92  . 

12/T}a/92  . 

12jO»92  . 

12A)*92  . 

12/11/92 

12/11/92 

12/11/92 

12/11/92 

12/11/92 

12/11/92 

12/1*'92 

12'14«2 

12/1*'92 

12/1S92 

12/15/92 

ia'15«2 

12/16/92 

12/17/92 


Siala 


ME 


MN  . 
MN 
MT  .. 
MT  . 
¥T  . 
MT 
MT  . 
MO 
TX  . 
TX  . 
TX  . 
TX  . 
AR  . 
VI  ... 
FL  .. 
R.  .. 
FL  .. 
FL. 
GA 
QA. 
GA 
GA 
GA 
Ml  . 


City 


Prasque  Me 


AusUn  

Austin 

Austin 

PipMlona 

WHmar 

WMmar 

ButM 

Bum 

Bum 


KS 

KY 


Glendlve  

College  Pai1« — 

Houston  - 

Houston  

Houston 

Houston - 

CraaaX - 

CtarloM  Amata/SI  Thomas 

Jacksonville  

Quincy  

Tallahassee 

Tallahassee 

Amertcus 

Amertcus 

Macon 

Macon 

Macon 

East  Tav»as 

Deirott  Lakes 

Detro«  Lakes  

Manhattan 

Louisville 


Airport 


Northern  Maine  Regional  A«pt  at 
Presque  Isle. 

Austin  Muni  

Austin  Muni  « 

Austin  Muni  

Pipestone  Mum 

WMimaf  Mum-John  L  Rice  Field  ... 
Wiumar  MunKJohn  L.  Rice  Field  ... 

Bert  Mooney  

Bert  Mooney  

Bert  Mooney  

Bert  Mooney  

Dawson  Community — ~ 

College  Part»  — -...•• 

Housioo-Soultw»«8J 

Housioo-Sooihu^eet ~ 

Houston-Southwest - 

Houston-Southwest 

Crossett  Z.  M  Jack  Slel  FMd 

Cym  E  Kmg 

Jacksonville  Ind „.._......~ 

Quincy  MunI  

Tallahassee  Regional 

Tallahassee  Regtonal  ..„ 

Southef  FiekJ  

Souttier  FieW  

MtcMie  Geoigia  Regionel 

MidcJie  Geoigia  Regional 

Middle  Geofgia  Regional 

tosco  County 

Detrort  Lakes 

Detrort  Lakes 


FDC  number 


FOG  2/7237 


Manhatien  Muni  .... 
StancMord  Fiek) 


FOC  2/7246  ... 

FDC  2,7247  ... 

FDC  2/7252  ... 

FDC  2/7248  ... 

FDC  2/7249  ... 

FDC  2/7250  ... 

FDC  2/7238  ... 

FDC  2/7239  .. 

FDC  2/7240  .. 

FDC  2/7241  .. 

FDC  2/7276  .. 

FDC  2/7302  .. 

FDC  2/7282  .. 

FDC  2/7283  .. 

FDC  2/7286  .. 

FDC  2/7298  .. 

FDC  2/7371  .. 

FDC  2/7345.. 

FDC  2/7438  .. 

FDC  2/7444  .. 

FOC  2/7441  .. 

FOC  2/7442  .. 

FOC  2/7429  . 

FDC  2/7430  . 

FDC  2/7491  . 

FDC  2/7492  . 

FOC  2/7493  . 

FDC  2/7507  . 

FOC  2/7506. 

FDC  2/7509. 

FDC  2/7646. 

FDC  2/7561  . 
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14  CFR  Part  97 

[DockM  No.  27095:  Amdt  No.  1523] 

StaiKlard  Instruinent  Approach 
Procedures;  Miscellaneous 
Amendments 

AGENCY:  Federal  Aviation 

.Administration  (FAA).  DOT. 

actk>n:  Final  rule. 

SUMMARY:  This  amendment  establishes, 
amends,  suspends,  or  revokes  Standard 
Instrument  Approach  Procedures 
(SIAPs)  for  operations  at  certain 
airports.  These  regulatory  actions  are 
needed  because  of  the  adoption  of  new 
or  revised  criteria,  or  because  of  changes 
occurring  in  the  National  Airspace 
System,  such  as  the  commissioning  of 
new  navigational  facilities,  addition  of 
new  obstacles,  or  changes  in  air  traffic 
requirements.  These  changes  are 
de     ,    mI  to  provide  safe  and  efficient 
use  oi  .  .d  navigable  airspace  and  to 
promote  oafe  flight  operations  under 
instrument  flight  rules  at  the  affected 
airports. 

DATES:  Effective:  An  effective  date  for 
each  SLAP  is  specified  in  the 
amendatory  provisions. 

Incorporation  by  reference — approved 
by  the  Director  of  the  Federal  Raster 


on  December  31. 1980.  and  reapproved 
asof  lanuary  1. 1982. 
ADDRESSES:  Availability  of  matters 
incorporated  by  reference  in  the 
amendment  is  as  follows: 

For  Examination— \.  FAA  Rules 
Docket.  FAA  Headquarters  Building. 
800  Independence  Avenue,  SW.. 
Washington.  DC  20591; 

2.  The  FAA  Regional  Office  of  the 
region  in  which  the  affected  airport  is 
located:  or 

3.  The  Flight  Inspection  Field  Office 
which  originated  the  SLAP. 

For  Purchase — Individual  SLAP 
copies  may  be  obtained  from: 

1.  FAA  Public  Inquiry  Center  (APA- 
200).  FAA  Headquarters  Building.  800 
Independence  Avenue,  SW., 
Washington,  DC  20591;  or 

2.  The  FAA  Regional  Office  of  the 
region  in  which  the  affected  airport  is 
located. 

By  Subscription— Copies  of  all  SIAPs. 
mailed  once  every  2  weeks,  are  for  sale 
by  the  Superintendent  of  Documents, 
U.S.  Government  Printing  Office, 
Washington.  DC  20401. 
FOR  FURTHER  INFORMATtON  CONTACT:  Paul 
J.  Best.  Flight  Procedures  Standards 
Branch  (A-420).  Technical  Programs 
Division.  Flight  Standards  Service, 
Federal  Aviation  Administration,  800 
Independence  Avenue,  SW., 
Washington.  DC  20591;  telephone  (202) 
267-8277. 


SIAP 


VOR  RWY  19  AMOT  8. 

VOR  RWY  36  GRIG  A. 

VOR/DME-A  AMOT  1. 

VOR  RWY  18  GRIG. 

NDB  RWY  36  AMOT  5. 

VOR  RWY  28  AMDT  1. 

VOR  RWY  10  AMDT  1. 

LOOOME  RWY  15  AMDT  6. 

Its  RV^  15  AMDT  4. 

VOR/DME-A  AMDT  3. 

V0R-BAMDT1. 

NDB  RWY  12  AMOT  4. 

VOR/DME  RNAV  RWY  15  AMOT  1. 

RNAVRVrr  10  AMOT  1. 

RNAV  RWY  28  AMOT  2. 

NOB  RWY  10  AMDT  4. 

NDB  RWY  28  AMOT  3. 

VOR/DME-A  GRIG  A. 

ILS  RWY  10  GRIG. 

LOC  RWY  25.  AMOT  a 

VOR/DME-A  GRIG. 

ILS  RWY  38.  AMOT  22. 

NDB  RWY  36,  AMOT  18. 

LOC  RWY  22  AMOT  2A. 

NDB  RWY  22  AMOT  2A. 

VOR  RWY  13  AMOT  7. 

VOR  RWY  23  AMOT  1. 

RAOAR-1  AMOT  13. 

VOR  RWY  31  AMDT  3A. 
VOR  RWY  13  AMOT  5A. 
VOR-F  AMOT  4. 
RADAR-1,  AMDT24. 


SUPPLEMENTARY  INFORMATION:  This 
amendment  to  part  97  of  the  Federal 
Aviation  Regulations  (14  CFR  part  97) 
establishes,  amends,  suspends,  or 
revokes  Standard  Instrument  Approach 
Procedures  (SIAPs).  The  complete 
regulatory  description  of  each  SLAP  is 
contained  in  official  FAA  form 
documents  which  are  incorporated  by 
reference  in  this  amendment  under  5 
U.S.C.  552(a).  1  CFR  part  51,  and  §97.20 
of  the  Federal  Aviation  Regulations 
(FAR).  The  applicable  FAA  Forms  are 
identified  as  FAA  Forms  8260-3.  8260- 
4.  and  8260-5.  Materials  incorporated 
by  reference  are  available  for 
examination  or  purchase  as  stated 

&OOV6 

The  large  number  of  SLAPs.  their 
complex  nature,  and  the  need  for  a 
special  format  make  their  verbatim 
publication  in  the  Federal  Register 
expensive  and  impractical.  Further, 
airmen  do  not  use  the  regulatory  text  of 
the  SIAPs.  but  refer  to  their  graphic 
depiction  on  charts  printed  by 
publishers  of  aeronautical  materials. 
Thus,  the  advantages  of  incorporation 
•  by  reference  are  realized  and 
publication  of  the  complete  description 
of  each  SLAP  contained  in  FAA  form 
documents  is  unnecessary.  The 
provisions  of  this  amendment  state  the 
affected  CFR  (and  FAR)  sections,  with 
the  types  and  effective  dates  of  the 
SIAPs.  This  amendment  also  identifies 
the  airport,  its  location,  the  procedure 


economic  i 
number  of 
criteria  oft 
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identiHcation  and  the  amendment 
number. 

This  amendment  to  part  97  is  eff'ective 
upon  pubhcation  of  each  separate  SIAP 
as  contained  in  the  transmittal.  Some 
SIAP  amendments  may  have  been 
previously  issued  by  the  FAA  in  a 
National  FUght  Data  Center  (FDC) 
Notice  to  Airmen  (NOT AM)  as  an 
emergency  action  of  immediate  flight 
safety  relating  directly  to  published 
aeronautical  charts.  The  circumstances 
which  created  the  need  for  some  SIAP 
amendments  may  require  making  them 
effective  in  less  than  30  days.  For  the 
remaining  SIAPs,  an  effective  date  at 
least  30  days  after  publication  is 
provided. 

Further,  the  SIAPs  contained  in  this 
amendment  are  based  on  the  criteria 
contained  in  the  U.S.  Standard  for 
Terminal  Instrument  Approach 
Procedures  (TERPs).  In  developing  these 
SIAPs,  the  TERPS  criteria  were  applied 
to  the  conditions  existing  or  anticipated 
at  the  affected  airports.  Because  of  the 
close  and  immediate  relationship 
between  these  SIAPs  and  safety  in  air 
commerce,  I  find  that  notice  and  public 
procedure  before  adopting  these  SIAPs 
are  unnecessary,  impracticable,  and 
contrary  to  the  public  interest  and, 
where  applicable,  that  good  cause  exists 
for  making  some  SIAPs  effective  in  less 
than  30  days. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  It,  therefore — (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034;  February  26. 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  For  the  same 
reason,  the  FAA  certifies  that  this 
amendment  will  not  have  a  signiRcant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  97 

Air  traffic  control.  Airports. 
Incorporation  by  reference.  Navigation 
(Air),  Standard  instrument  approaches, 
Weather. 

Issued  in  Washington.  DC,  on  December 
18. 1992. 

Thomas  C  Accardi, 

Director,  Fiight  Standards  Service. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me,  part  97  of  the 
Federal  Aviation  Regulations  (14  CFR 


part  97)  is  amended  by  establishing, 
amending,  suspending,  or  revoking 
Standard  Instrument  Approach 
Procedures,  effective  at  0901  u.t.c.  on 
the  dates  specified,  as  follows: 

PART  97— STANDARD  INSTRUMENT 
APPROACH  PROCEDURES 

1.  The  authority  citation  for  part  97 
coniinues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1348, 1354(a), 
1421  and  1510;  49  U.S.C  106(g)  (Revised 
Pub.  L.  97-449,  January  12. 1983);  and  14 
CFR  11.49(b)(2). 

2.  Part  97  is  amended  to  read  as 
follows: 

SS  97.23, 97.25, 97.27, 97.29, 97.31, 97.33, 
and  97.35    (Amended] 

By  amending:  §97.23  VOR,  VOR/ 
DME,  VOR  or  TACAN,  and  VOR/DME 
or  TACAN;  §  97.25  LOC,  LOC/DME, 
LDA,  LDA/DME,  SDF,  SDF/DME; 
§  97.27  NDB.  NDB/DME;  §  97.29  ILS, 
ILS/DME,  ISMLS,  MLS,  MLS/DME, 
MLS/RNAV;  §97.31  RADAR  SIAPs; 
§  97.33  RNAV  SIAPs;  and  §  97.35 
COLTER  SIAPs,  identiFied  as  follows: 

Effective  February  4. 1993 

Lake  Havasu  City,  AZ,  Lake  Havasu  City, 

VOR/DME-A.  Orig. 
Monterey  CA,  Monterey  Peninsula,  LCX]/ 

DME  RWY  28L.  Amdt.  2 
Kokomo.  IN,  Kokomo  Muni,  ILS  RWY  23, 

Amdt.  7 
Pelia,  lA,  Pella  Muni,  NDB  RWY  34,  Amdt. 

6 
Greenville,  Ml,  Greenville  Muni.  VOR/DME- 

A,  Orig.,  Cancelled 
Hastings,  MI,  Hastings,  VOR  RWY  12,  Amdt. 

7,  Cancelled 
Manistee.  MI,  Manistee  Co-Blacker,  VOR 

RWY  9,  Amdt.  10 
Manistee,  Ml,  Manistee  Co-Blacker,  VOR 

RWY  27.  Amdt.  10 
Plymouth.  MI.  Mettetal-Canton.  VOR-A. 

Amdt.  10 
Monroe,  MI.  Custer,  VOR  RWY  21,  Orig. 
Monroe,  MI,  Custer,  VOR/DME  RNAV  RWY 

21,  Amdt.  4  Cancelled 
Port  Huron,  MI,  St.  Clair  County  Intl.  NDB 

RWY  4,  Amdt.  1 
Port  Huron,  MI,  St.  Clair  County  IntI,  ILS 

RWY  4,  Amdt.  1 
Silver  Bay,  MN,  Silver  Bay  Muni,  NDB  RWY 

25,  Orig. 
Princeton,  MN,  Princeton  Muni,  NDB  RWY 

15,  Orig. 
Farmington,  MO,  Farmington  Regional,  VOR/ 

DME- A,  Orig. 
Farmington,  MO,  Farmington  Regional, 

VOR-A.  Amdt.  4,  Cancelled 
Fredericklown,  MO,  Fredericktown  Muni, 

VOR/DME  RWY  1,  Amdt.  2 
Fredericktown,  MO,  Fredericktown  Muni, 

VOR  RWY  19.  Orig. 
Fredericktown.  MO.  Fredericktown  Muni, 

VOR-B.  Amdt.  1.  Cancelled 
Perryville.  MO.  Perryville  Muni.  VOR/DME- 

A.  Amdt.  4 
Perryville.  MO,  Perryville  Muni.  VOR/DME 

RNAV  RWY  19.  Amdt.  2 


St.  Charles.  MO.  St.  Charles.  VOR  RWY  9, 

Amdt.  3 
St.  Charles,  MO,  St.  Charles  County  Smaif* 

VOR  RWY  18,  Orig. 
St.  Charles,  MO,  St.  Charles  County  Smartt 

VOR-A,  Amdt.  3,  Cancelled 
St.  Louis,  MO,  Arrowhead,  VOR  RWY  2, 

Amdt.  5 
St  Louis,  MO,  Arrowhead.  VOR-B.  Amdt.  "1 
St  Louis.  MO.  Creve  Coeiu-.  VOR-A,  Amdt. 

4 
St  Louis,  MO,  Lambert/St.  Louis  Intl,  RNAV 

RWY  6,  Amdt.  1A,  Cancelled 
St  Louis,  MO,  Lambert/St.  Louis  Intl,  RNAV 

RWY  12R,  Amdt.  lA  Cancelled 
St.  Louis,  MO,  Lambert/St.  Louis  Intl,  RNAV 

RWY  24,  Amdt.  2A,  Cancelled 
St.  Louis,  MO,  Lambert/St.  Louis  Intl,  RNAV 

RWY  30L,  Amdt.  11 A  Cancelled 
St.  Louis,  MO.  Lambert/St.  Louis  Intl,  RNAV 

RWY  30R,  Amdt.  2A  Cancelled 
St.  Louis,  MO,  Spirit  of  St.  Louis,  RNAV 

RWY  26L,  Amdt.  3A  Cancelled 
St.  Louis,  MO,  Weiss,  VOR-C,  Amdt.  5 
Sidney,  MT,  Sidney-Richland  Muni,  NDB 

RWY  1.  Amdt.  2 
Sidney,  MT,  Sidney-Richland  Muni,  NDB 

RWY  19,  Amdt.  3 
Corry,  PA.  Cony-LawrenQB.  VOR  RWY  32, 

Amdt.  4 
Gallatin,  TN,  Sumner  County  Regional  VOR/ 

DME-A,  Amdt.  1 
Gallatin,  TN.  Sumner  County  Regional,  NDB 

RWY  35,  Amdt.  1 
Gallatin,  TN.  Sumner  County  Regional. 

RADAR-1.Amdt2 
Huntingdon.  TN.  Carroll  County.  NDB  RWY 

1.  Amdt.  1 
NashvUle.  TN.  John  C  Tune.  LOC/DME  RWY 

19,  Amdt.  2 
Nashville, TN,  Nash.llle  International,  VOR/ 

DME  RWY  13,  Amdt.  12 
Nashville,  TN,  Nashville  International,  VOR 

RWY  31,  Amdt.  26  Cancelled 
Nashville,  TN,  Nashville  International,  NDB 

RWY  2L,  Amdt.  6 
Nashville,  TN,  Nashville  International,  NDB 

RWY  20R,  Amdt.  7 
Nashville,  TN,  Nashville  International.  ILS 

RWY  2L.  Amdt.  7 
Nashville.  TN.  Nashville  International.  ILS 

RWY  02R.  Amdt  2 
Nashville.  TN,  Nashville  International,  ILS 

RWY  20R,  Amdt.  6 
Nashville,  TN,  Nashville  International,  ILS 

RWY  20L,  Amdt.  3 
Nashville,  TN,  Nashville  International,  ILS 

RWY  31,  Amdt  7 
Smyrna,  TN,  Smyrna,  VOR/DME  RWY  32. 

Amdt.  12 
Smyrna.  TN.  Smyrna,  VOR/DME  RWY  14. 

Amdt.  6 
Smyrna,  TN,  Smyrna,  NDB  RWY  32,  Amdt 

8 
Smyrna,  TN.  Smyrna.  ILS  RWY  32.  Amdt.  5 
Waverly.  TN,  Humphrey's  County,  NDB 

RWY  22,  Amdt.  3 
Austin,  TX,  Robert  Meuller  Muni,  RADAR- 

1,  Amdt.  13,  Cancelled 
Reading,  PA,  Reading  Regional/Carl  A. 

Spaatz  Field,  NDB  RWY  36,  Amdt.  23 
Reading,  PA.  Reading  Regional/Carl  A. 

Spaatz  Field,  ILS  RWY  36,  Amdt.  28 
Murfreesboro,  TN,  Murfreesboro  Muni,  NDB 

RWY  18,  Amdt  2 
Burlington,  WI,  Burlington  Muni,  VOR-A, 

Orig. 
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Eas»  Troy.  Wl.  B«t  Troy  Muni,  VOR-A.  Orig. 

Effective  January  7.  1993 

West  Memphi*.  AR.  West  Memphis  Muni. 

ILS  RWY  17.  Orig. 
Pittinstown.  NJ,  Alexandria,  VOR  RWY  8, 

Pembina.  ND.  Pembina  Muni.  VOR  RWY  33. 

Amdt  6  ,,^„ 

BowUng  Green.  OH.  Wood  County.  VOR 

RWY  18,  Amdt.  11 

Effective  December  16, 1992 
Phoenix.  AZ.  Phoenix  Sky  Hart»r  Intl. 

DME  RWY  BR.  Amdt.  1 
Phoenix.  AZ.  Phoenix  Sky  Harbor  Intl..  VCMV 

DMB  RWY  26L.  Amdt.  1 
PhoenU.  AZ,  Phoenix  Sky  Harbor  InU.,  LOG 

BC  RWY  26L  Amdt.  8 
Effective  December  15.1992 
Phoenix.  AZ.  Phoenix  Sky  Harbor  InU..  ILS 

RWY  8R.  Amdt  0 

Effective  December  10.  1992 
Crossville,  TN,  CrossviUe  Memorial.  ILS 
RWY  26,  Amdt  10 

Effective  December  4,  1992 
Aubum-Lewiston,  ME,  Auburn-Uwiston 

Muni,  VOR-A,  Amdt  1 
Aubum-Lewiston,  MB,  Aubum-Lewiston 

Muni.  NDB  RWY  4.  Amdt.  9 
|FR  Doc.  93-362  Filed  1-7-93;  8:45  ami 
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DEPARTMENT  OF  COMMERCE 
Bureau  of  Export  Administration 
15  CFR  Part*  770  and  786 
[Oocksl  No.  921083-2283] 
Shipper's  Export  Declaration 

AGEMCY:  Bureau  of  Export 
Administration.  Commerce. 
ACTKMI:  Final  rule. 


SUMMARY:  The  Bureau  of  Export 
Administration  (BXA)  is  amending  the 
Export  Administration  Regulations 
(EAR)  to  conform  with  the  changes  in 
the  Foreign  Trade  Statistics  Regulations 
(15  CFR  part  30)  that  were  published  by 
the  Bureau  of  the  Census  in  the  Federal 
Register  on  November  30. 1990  (55  PR 
496 13).  Tlie  November  30  rule 
announced  that  the  United  States  is 
eliminating  the  requirement  of  filing 
SEDs  for  most  direct  shipments  from  the 
U.S.  to  Canada.  However,  an  SED 
continues  to  be  reqmrod  for  certain 
shipments,  including  those  subject  to  a 
Department  of  Commerce  validated 
export  license  and  shipments  under  the 
authority  of  some  other  U.S. 
Government  agencies. 

This  final  rule  amends  the  EAR  by 
revising  the  definition  of  Schedule  B 
Numbers  and  clarifying  which  exports 


are  exempt  Crom  Shipper's  Export 
Declaration  (SED)  requirements. 
EFfECTlVE  OATt  This  rule  is  effective 
January  8. 1993. 

FOR  FURTHER  IMFORMATJON  CONTACT: 
Dennis  Kemer.  Export  Enforcement, 
Bureau  of  Export  Administration, 
Telephone:  (202)  482-0297. 
SUPPI^MENTARY  »4«)RMATI0N: 
Ruemaking  Requirements 

1.  This  rule  is  consistent  with 
Executive  Orders  12291  and  12661. 

2.  This  rule  involves  collections  of 
information  subject  to  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq).  These  collections  have  been 
approved  by  the  Office  of  Management 
and  Budget  under  control  numbers 
0607-0001.  0607-0018.  and  0607-0152 

3.  This  rule  does  not  contain  policies 
with  Federalism  implications  sufficient 
to  warrant  preparation  of  a  Federalism 
assessment  under  Executive  Order 

12612. 

4.  Because  a  notice  of  proposed 
rulemaking  and  an  opportunity  for 
public  comment  are  not  required  toie 
given  for  this  rule  by  section  553  of  the 
Administrative  Procedure  Act  (5  U.S.C 
553)  or  by  any  other  law.  under  section 
3(a)  of  the  Regulatory  Flexibility  Act  (5 
U.S.C.  603(a)  and  604(a))  no  initial  or 
final  Regulatory  Flexibility  Analysis  has 
to  be  or  will  be  prepared. 

5.  The  provisions  of  the 
Administrative  Procedure  Act  (5  U.S.C. 
553)  requiring  notice  of  proposed 
rulemaking,  the  opportunity  for  public 
participation,  and  a  delay  in  effective 
date,  are  inapplicable  because  this 
regulation  involves  a  foreign  and 
military  affairs  function  of  the  United 
States.  No  other  law  requires  that  a 
notice  of  proposed  ruldmaking  and  an 
-    opportunity  for  public  comment  be 
given  for  this  rule.  . 

Therefore,  this  regulaUon  is  issued  in 
final  form.  Although  there  is  no  formal 
comment  period,  public  comments  on 
this  regulation  are  welcome  on  a 
continuing  basis.  Comments  should  be 
submitted  to  Nancy  Crowe.  Office  of 
Tedinology  and  Policy  Analysis,  Bureau 
of  Export  Administration.  Department  of 
Com-merce.  P.O.  Box  273.  Washington. 
DC  20044. 


CFR  parts  730-799)  are  amended  as 

follows:  ,      « -  rVD 

1.  The  authority  citation  for  15  CrK 
parts  770  and  786  continues  to  read  as 
follows: 


ListofSubiects 

15  CFR  Part  770 

Administrative  practice  and 
procedure,  Exports. 

15  CFR  Part  786     ' 

Exports.  Reporting  and  recordkeeping 
requirements. 

Accordingly,  parts  770  and  786  of  the 
Export  Administration  Regulations  (15 


Authority:  Pub.  L.  90-351.  82  Stat  197  (18 
use.  2510  et  seq.).  m  amended;  sec  101. 
Pub  L  93-153.  87  Stat.  576  (30  U.S.C  185). 
as  amended:  tec  103,  Pub.  L  94-163. 89 
Stat  877  (42  U.S.C.  6212).  as  amended;  sees. 
201  and  201(llHe).  Pub.  L  94-258. 90  Stat 
309  (10  U.S.C  7420  and  7430(e)).  as 
amended;  Pub.  L.  95-223. 91  Stat.  1626  (50 
U.S.C  1701  0t  seq.):  Pub.  L  95-242. 92  Stat 
120  (22  U.S.C  3201  et  aeq.  and  42  U.S.C 
2139a);  sec.  208.  Pub.  L.  95-372.  92  Stat  668 
(43  U.S.C  1354);  Pub.  L  96-72. 93  Stat  503 
(50  U.S.C  App.  2401  et  seq).  as  amended; 
sec.  125.  Pub.  L  99-64.  99  Stat.  156  (46 
U  S.C  466c);  EO.  11912  of  April  13. 1978  (41 
FR  15825,  April  15. 1976);  E.0. 12002  of  July 
7, 1977  (42  FR  35623.  July  7. 1977).  as 
amended;  E.0. 12058  of  May  11. 1978  (43  FR 
20947.  May  16. 1978):  E.0. 12214  of  May  2. 
1980  (45  FR  29783,  May  6, 1980):  E.O  12730 
of  September  30. 1S90  (55  FR  40373,  October 
2  1990),  as  continued  by  Notice  of 
September  25, 1992  (57  FR  44649,  September 
28. 1992);  and  E.O.  12735  of  November  16, 
1990  (55  FR  48587.  November  20, 1990).  as 
continued  by  Notice  of  November  14, 1991 
(56  FR  58171.  November  15. 1991). 

PART770-{AMENDED1 

2.  Section  770.2  is  amended  by 
revising  the  definition  for  the  term 
•Schedule  B  Numbers"  as  follows: 

1770.2    DaAnitions  o(  tarma. 

«         •         •         •         • 

Schedule  B  numbers  The  commodity 
numbers  appearing  in  the  current 
edition  of  the  Bureau  of  the  Census 
publication.  Schedule  B  Statistical 
Classificatiort  of  Domestic  and  Foreign 
Commodities  Exported  from  the  United 
States. 

3.  Section  770.4  is  revised  to  read  as 
follows: 

§770.4    Shtpmwrta  to  larrtloflea, 
dependencwa.  and  posa««sions  d  the 
United  State*,  and  to  Truat  TerrHorie*. 

No  license  is  required  for  shipments 
from  the  United  States  to  the 
Commonwealth  of  Puerto  Rico  or  to  any 
territory,  dependency,  or  possession  of 
llie  United  States  as  Usted  in  Schedule 
C.  Classification  of  Country  and 
Territory  Designations  for  U.S.  Foreign 
Trade  Statistics,  issued  by  the  Bureau  of 
the  Census. 
4.  Section  786.1  is  amended: 
a.  By  revising  the  phrase  "Under  the 
Export  Administration  regulations"  in 
the  first  sentence  of  paragraph  (a)  to 
read  "Under  the  Export  Administration 
Regulations  and  the  Bureau  of  the 
Census'  Foreign  Trade  Statistics 
Regulations  (15  CFR  Part  30)"; 
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b.  By  revising  footnote  1  in  paragraph 
(b)(1): 

c.  By  revising  paragraph  (b)(2)(i); 

d.  By  revising  the  second  sentence  in 
paragraph  (c)(1): 

e.  By  removing  the  phrase",  in  those 
instances  when  a  license  is  required,"  in 
the  third  sentence  of  paragraph  (c)(2). 
introductory  text; 

f.  By  revising  the  phrase  "at  $2,500  or 
less"  in  paragraph  (c)(2)(i)  to  read  "at 
$2,500  or  less  per  Schedule  B  Number"; 

g.  By  revising  the  phrase  "under  a 
single  seven-digit  Sdiedule  B  Number" 
in  paragraph  (c)(2)(i)  to  reed  "under  a 
single  Schedule  B  Number"; 

h.  By  adding  within  the  parenthesis 
the  sentence  "See  Supplement  No.  1  to 
part  786."  after  the  first  sentence  in  the 
parenthesis  in  paragraph  (c)(2)(iii);  and 

i.  By  revising  paragraph  (c)(3)  to  read 
as  follows: 

{786.1    General  exporl  clearance 
requlremehta. 

I  (b)  •  •  • 

(1)  *   •  • 

*  The  Shipper's  Export  Declaration 
(U.S.  Department  of  Commerce  form 
7525-V)  may  be  purchased  firom  the 
Superintendent  of  Documents,  U.S. 
Government  Printing  Office, 
Washington,  DC  20402,  or  it  may  be 
privately  printed.  Form  7525-V-ALT. 
(Intermodal)  must  be  privately  printed. 
Privately  printed  forms  must  strictly 
oonform  to  the  official  form  in  all 
respects.  Samples  of  these  forms  may  be 
obtained  from  the  Bureau  of  the  Census, 
Washington,  DC  20233.  local  Customs 
offlces,  and  U.S.  Department  of 
Commerce  District  Offices. 

(2)  •  •  • 

(i)  Declaration  required.  Unless 
otherwise  set  forth  specifically  by  the 
Export  Administration  Regulations  or  by 
the  Bureau  of  the  Census'  Foreign  Trade 
Statistics  Regulations  (see  subpart  D  for 
exceptions),  the  sender  shall  present  to 
the  post  office  at  the  place  of  mailing  a 
duly  executed  Declaration  for  each 
shipment  to  any  destination  under  a 
general  license,  from  one  business 
ooncem  to  another  business  concern, 
when  the  value  of  the  commodity  (ies)  to 
be  shipped  exceeds  $500.  Declarations 
are  not  required  for  noncommercial 
shipments  nor  are  they  required  for 
shipments  to  Canada  for  consumption 
therein  when  no  validated  license  is 
required.  See  paragraph  (c)(3)  of  this 
section  regarding  declaration 
requirements  for  destinations  not 
requiring  a  license. 

(c)  •  •  • 

(1)  *  •  •  The  exporting  carrier  is 
responsible  for  the  accuracy  of  the 


following  items  of  information  (where 
required)  on  the  Declaration:  Name  of 
carrier  (including  flag  of  vessel),  U.S. 
Customs  port  of  export,  method  of 
transportation,  foreign  port  of 
unloading,  bill  of  lading  or  air  waybill 
number,  and  whether  or  not 
containerized.  •  •  • 

(2)  •  •  • 

(3)  Exports  not  requiring  o  license. 
Unless  otherwise  exempt  under  the 
Export  Administration  Regulations  or 
the  Bureau  of  the  Census  Trade 
Statistics  Regulations  (see  subpart  D),  a 
Shipper's  Export  Declaration  is  required 
for  export  to  destinations  not  requiring 
either  a  validated  or  a  general  license, 
except  that  a  Declaration  is  not  required 
for  shipments  to  Canada  for 
consumption  therein. 

5.  Section  786.3  is  amended: 

a.  By  revising  paragraph  (0(1); 

b.  By  revising  paragraph  (i)(l); 

c.  By  revising  paragraph  (i)(2); 

d.  By  revising  the  phrase  "seven-digit 
Schedule  B  number"  to  read  "Schedule 
B  number"  in  paragraph  (i)(3): 

e.  By  revising  the  phrase  "The  license 
number"  in  the  first  sentence  of 
paragraph  ())(1)  to  read  "The  license 
number  and  expiration  date"; 

f.  By  revising  footnote  3  in  paragraph 
(p)(l).  introductory  text; 

R.  By  revising  paragraph  (p)(l)(i); 

n.  By  revising  paragraph  rp)(l)(ii); 

i.  By  revising  tiie  first  sentence  in 
paragraph  (r)(l); 

j.  By  revising  the  phrase  "file  a 
monthly  report"  in  the  third  sentence  of 
paragraph  (r)(l)  to  read  "file 
electronically"; 

k.  By  revising  the  phrase  "file 
monthly  reports"  to  read  "file 
electronically"  in  paragraphs  (r)(3). 
(r)(4).  and  (r)(6);  and 

1.  By  revising  the  phrase  "filing 
monthly  reports"  in  paragraph  (r)(7)  to 
read  "filing  electronically",  as  follows: 

{786.3    Shipper's  export  declarstfon. 


(0  •  •  * 

(1)  Exports  by  means  other  than  by 
mail.  Two  copies  of  the  declaration  are 
required,  except: 

(i)  Only  one  copy  is  required  for 
shipments  from  the  United  States  to 
Puerto  Rico,  from  Puerto  Rico  to  the 
United  States,  from  the  United  States  or 
Puerto  Rico  to  the  U.S.  Virgin  Islands, 
and  to  Canada,  when  required. 

(ii)  An  additional  copy  may  be 
required  by  paragraph  (0(3)  of  this 
section. 


edition  of  Schedule  B.  Statistical 
Classification  of  Domestic  and  Foreign 
Commodities  Exported  fit)m  the  United 
States,  must  be  entered  in  the 
designated  column  of  the  Declaration 
regardless  of  whether  the  shipment  is 
being  exported  under  a  validated  or 
general  license. 

(2)  Commodity  description  for 
validated  license  shipment.  The 
commodity  description  on  the 
Declaration  for  a  wipment  under  a 
validated  license  shall  be  that  shown  on 
the  related  validated  license.  However, 
where  part  of  the  description  on  the 
license  is  underlined,  only  the 
underlined  portions  need  be  included 
on  the  Declaration.  The  commodity 
description  on  the  hcense  will  be  stated 
in  Commerce  Control  List  terms,  which 
may  be  inadequate  to  meet  Census 
Bureau  requirements.  In  this  event,  the 
commodity  description  on  the 
Declaration  shall  give  enough  additional 
detail  to  permit  verification  of  the 
Schedule  B  number  (e.g.  size,  material, 
or  degree  of  fabrication). 
•        •        •        •        • 

(p)  *  •  • 

(!)*•• 

(i)  Commodities  departing  the  United 
States  by  vessel,  which  transited 
through  or  transshipped  in  ports  of  the 
United  States,  destined  from  one  foreign 
country  or  area  to  another. 

(ii)  Foreign  merchandise  exported 
from  a  General  Order  Warehouse  and 
the  reexport  of  merchandise  that  was 
rejected  after  government  inspection  or 
examination.  Shipments  in  bond 
transiting  the  United  States  being 
exported  by  means  of  any  carrier  other 
than  a  vessel  may  be  cleared  for  export 
without  presenting  a  Form  7513,  unless 
a  validated  license  is  required  for  the 
export. 

(r)  •  •  * 

(1)*  •  *  An  alternate  procedure  for 
reporting  exports  to  Canada  (when 
required)  and  to  Country  Groups  Q,  T, 
V,  W.  and  Y  is  available  under  which 
qualified  exporters  may  be  authorized  to 
file  monthly  Shipp>er'8  Export 
Declarations  with  the  Bureau  of  the 
Census  in  lieu  of  individual 
Declarations.  •  •  • 


Supplement  No.  1  to  Part  786— 
lAmendedJ 

6.  Supplement  No.  1  to  part  786  is 
amended  by  revising  the  title  to  read  as 
follows: 


(!)••• 

(1)  Schedule  B  number.  The  Schedule 
B  number,  as  shown  in  the  current 


'Form  7Sl3in8yb0purGhMedfrom  iba 
SuperinlendeDl  of  OocumaoU,  U.S.  GovanimenI 
Printing  Offic«,  Washingloa.  DC  20403.  the  local 
Customs  ofTicss,  or  may  be  privately  printed 
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Supplement  Na  1  to  Part  786 

FOREIGN  TRADE  STATISTICS 
REGULATIONS  OF  THE  BUREAU  OF 
THE  CENSUS;  SUBPART  l>- 
EXEMPTIONS  FROM  THE 
REQUIREMENTS  FOR  THE  RUNG  OF 
SHIPPER'S  EXPORT  DECLARATION 
(15  CFR  30.50-30^ 


Dated:  January  4, 1993. 
lune*  M.  Lrtfunyon. 

Acting  Assistant  Secretary  for  Export 

Administration. 

|FR  Doc  93-303  Filed  1-7-93;  8:45  ami 
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FEDERAL  TRADE  COMMISSION 

16  CFR  Part  305 
RIN  30e4-AA26 

Rules  for  Using  Energy  Cost  and 
Consumption  Information  Used  In 
Labeling  and  Advertising  of  Consumer 
Appliances  Under  the  Energy  Policy 
and  Conservation  Act;  Ranges  of 
Comparability  for  Refrigerators, 
Refrigerator-freezers,  and  Freezers 

agency:  Federal  Trade  Commission. 
action:  Final  rule. 


SUMMARY:  The  Federal  Trade 
Commission  amends  its  Appliance 
Labtiling  Rule  by  revising  the  ranges  of 
comparability  used  on  required  labels 
for  refrigerators,  refrigerator-freezers, 
and  freezers. 

Under  the  rule,  each  required  label  on 
a  covered  appliance  must  show  a  range, 
or  scale,  indicating  the  range  of  energy 
costs  or  efficiencies  for  all  models  of  a 
size  or  capacity  comparable  to  the 
labeled  model.  This  notice  publishes  the 
new  range  figures,  which,  under 
§§  305.10.  305.11  and  305.14  of  the  rule, 
must  be  used  on  labels  on  refrigerators, 
refrigerator-freezers,  and  freezers 
manufactured  on  and  after  April  8, 1993 
and  in  advertising  of  refrigerators, 
refrigerator-freezers,  and  freezers  in 
catalogs  printed  after  April  8. 1993. 
Properly  labeled  refrigerators, 
refrigerator-freezers,  and  freezers 
manufactured  prior  to  the  effective  date 
need  not  be  relabeled.  Catalogs  printed 
prior  to  the  effective  date  in  accordance 
with  16  CFR  305.14  need  not  be  revised. 
EFFECTIVE  DATE:  April  8.  1993. 
FOf)  FURTHER  INFORMATION  CONTACT: 
James  Mills,  Attorney,  202-32&-3035. 
Division  of  Enforcement.  Federal  Trade 
Commission.  Washington,  DC  20580. 
SUPPLEMENTARY  MFOmiATION:  On 
November  19, 1979,  the  Commission 


issued  a  final  rule.*  punuant  to  section 
324  of  the  Energy  Policy  and 
Conservation  Act  of  1975.*  covering 
certain  appliance  categories,  including 
refrigerators,  refrigerator-freezers,  and 
freezers.  The  rule  requires  that  energy 
costs  and  related  information  be 
disclosed  on  labels  and  in  retail  sales 
catalogs  for  all  refrigerators,  refrigerator- 
freezers,  and  freezers  presently 
manufactured.  Certain  point-of-sale 
promotional  materials  must  disclose  the 
availability  of  energy  usage  information. 
If  a  refrigerator,  refrigerator-freezer  or 
freezer  is  advertised  in  a  catalog  from 
which  it  may  be  purchased  by  cash, 
charge  account  or  credit  terms,  then  the 
range  of  estimated  annual  energy  costs 
for  the  product  must  be  included  on 
each  page  of  the  catalog  that  lists  the 
product.  The  required  disclosures  and 
all  claims  concerning  energy 
consumption  made  in  writing  or  in 
broadcast  advertisements  must  be  based 
on  the  results  of  test  procedures 
developed  by  the  Department  of  Energy, 
which  are  referenced  in  the  rule. 

Section  305.8(b)  of  the  rule  requires 
manufacturers,  after  filing  an  initial 
report,  to  report  annually  by  specified 
dates  for  earJi  product  type.'  Because 
the  costs  for  the  various  types  of  energy 
change  yearly,  and  because 
manufacturers  regularly  add  new 
models  to  their  lines,  improve  existing 
models  and  drop  others,  the  data  base 
from  which  the  ranges  of  comparability 
are  c:alculated  is  constantly  changing. 
To  keep  the  required  information  in 
hne  with  these  changes,  the 
Commission  is  empowered,  under 
section  305.10  of  the  rule,  to  publish 
new  ranges  (but  not  more  often  than 
annually]  if  an  analysis  of  the  new  data 
indicates  that  the  upper  or  lower  limits 
of  the  ranges  have  changed  by  more 
than  15%. 

The  new  figures  for  the  estimated 
annual  costs  of  operation  for 
refrigerators,  refrigerator-freezers,  and 
freezers,  which  were  calculated  using 
the  1992  representative  average  energy 
cost  for  electricity  (8.25  cents  per 
kilowatt-hour)  published  by  DOE  on 
January  14, 1992,*  have  been  submitted 
and  have  been  analyzed  by  the 
Commission.  New  ranges  based  upon 
them  are  herewith  published. 

In  consideration  of  the  foregoing,  the 
Commission  amends  Appendices  A-1. 
A-2  and  B  of  its  Appliance  Labeling 
Rule  by  publishing  the  following  ranges 


of  comparability  for  use  in  the  labeling 
and  advertising  of  refrigerators, 
refrigerator-freezers,  and  freezers 
beginning  April  8, 1993. 

List  of  Subjects  in  16  CFR  Part  305 

Advertising,  Energy  conservation, 
Household  appliances.  Labeling. 
Reporting  and  recordkeeping 
requirements. 

Accordingly.  16  CFR  part  305  is 
amended  as  follows: 

PART  305— [AMENDED] 

1.  The  authority  citation  for  part  305 
continues  to  read  as  follows: 

Audtority:  Sac  324  of  the  Energy  Policy 
and  ConservaUon  Act  (Pub.  L  94-163) 
(1975),  as  amended  by  the  National  Energy 
Conservation  Pohcy  Act,  (Pub.  L  95-619) 
(1978),  the  National  Appliance  Energy 
Conservation  Act.  (Pub.  L.  100-12)  (1987). 
and  the  National  Appliance  Energy 
Conservation  Amendments  of  1988.  (Pub.  L. 
100-3571(1988),  42  U.S.C.  6294;  sea  553  of 
the  Administrative  Procedure  Act.  5  U.S.C. 
553. 

2.  In  Appendices  Al,  A2  and  B. 
Paragraph  1  of  each  and  the 
introductory  text  in  Paragraph  2  of  each 
are  revised  to  read  as  follows: 
Appendix  Al  to  Part  305— Refrigerators 

1.  Range  Information: 


<  44  FR  66466. 16  CFK  Part  309. 

'  Pub.  L  94-163,  S9  SlaL  871  (Dec  22, 1975). 

'■>  Reports  for  refrigerators.  r»Wgerator-fre«z«fi 
and  freezers  are  due  by  August  1. 

*  57  FR  1461.  The  Commisiioa  published  these 
figures  on  February  2a  1992.  al  57  FR  6071. 


MarHjIaduret's  rated  total  relrtg- 
erated  volume  tn  cubic  feel 


Lass  than  2.S  . 

2.5 10  4.4 

4.5  10  6.4 

6.5  to  8.4 

8.5  to  10.4 

10.5  10  12.4  „.. 
12.5  to  14.4  .... 
14  5  K>  16.4  ..„ 
16.5  and  over . 


Ranges  of  aa- 
Umatadyawty 
energy  coats 


\jom       High 


$23 
5 

23 
34 
9 
40 
40 
19 
36 


$30 

35 
51 
37 
39 
41 
46 
19 
59 


2.  Yearly  Cost  Information:  Estimates 
on  the  scale  are  based  on  a  national 
average  electric  rate  of  8.25c  per 
kilowatt  hour. 


Appendix  A2  to  Part  305— 
Refngerators-Freezers 

1.  Range  Information: 


Manufacturer's  rated  total  ratilg- 
aratad  voluma  In  cubic  teal 


Lass  than  10.5  . 
10.5  to  12.4  — 
12.5  to  14.4  ...„. 
14.5  to  16.4  .„.. 
16.5  to  18.4  — 
18.5  to  20.4  — 
20.5  to  22.4  — 
22.5  to  24.4  — 


Ranges  of  aa- 
Smaled  yearly 
energy  coata 


Low       High 


$17 
55 

25 
31 
47 
57 
60 
64 


$59 

79 

71 

72 

86 

106 

106 

121 


aratad  volu 


24.5  to  26.4 .... 
26.5  to  28.4  .... 
28.5  and  < 


'NoduatubfT 

2.  Yearly 

on  the  scale 
average  elec 
kilowatt  hoi 


Appendix  I 

1.  Range  1 


Marxifaduror 
•raMdvoftj 


Less  Mm  S5  . 

5.5  to  7.4 

7.5  to  *4 

9.5  to  11.4 

11  5  to  13.4.... 
13.5  to  15.4  . ... 
15.5  to  17.4.... 
17  5  to  19.4  .„. 
195  to  21.4  _ 
21.5  to  23.4... 
23.5  to  25.4  _.. 
25  5  to  27.4  ._ 
27.5  to  29.4  -. 
29.5  and  over 

2.  Yearty 
on  the  scah 
average  ele( 
kilowatt  ho 

•         * 

By  directic 
Donald  S.  CI 
Sacretary. 
|FK  Doc.  93- 
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DEPARTMI 
HUMAN  SE 

Food  and  I 

21  CFR  Pai 

[Docket  No. 

Usting  of  ( 
Contact  Le 
Methacryfa 
Reaction  P 

AGENCY:  Ffl 
HflS. 
ACTION:  Fin 

summary:  1 
Administn 
color  addit 
the  safe  us< 
the  reactioi 
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ManutBCiimi'a  alatftoM  nMb- 
•raiad  wkim*  in  cubic  taai 


m 

High 

.23 

$30 

5 

35 

23 

51 

34 

37 

9 

39 

40 

41 

40 

46 

19 

19 

36 

59 

ow 

High 

$17 

$59 

55 

79 

25 

71 

31 

72 

47 

86 

57 

106 

60 

106 

64 

121 

24.5  to  26.4 
26.5  to  28.4 
26.5  and 


'Nodrt*  ■utliiHlitf 

2.  Yearly  Cost  Information:  Estimates 
on  the  scale  are  based  on  a  national 
average  electric  rate  of  8.25e  per 
kilowatt  hour. 

•     I   •        •        •        • 

Appendix  B  to  Pari  305 — Freezeri 

1.  Range  Information: 


ManulacturoCs  ntod  lolat  retrts- 
•raM}  voMiw  ki  cubic  Ami 

^ 

oraa- 

Low 

Mgfi 

Less  Mm  5.5 . 

59(d74 

$U 

2* 
26 
30 
33 
3* 
48 
SO 
52 
46 

n 

53 

r> 

130 

$53 

45 

7fttnt4          

46 

9  5  10  11.4 __ 

58 

11  5  to  13.4 .      ..„ 

13.5  to  15.4 

15.5  to  17.4 '. .... 

17  510  If  4         

80 
82 
89 
92 

19  5  to  21.4 

21.5  10  23.4  ._ 

?3.5  to  25.4 . 

2S5toZ7.4    ,      

?7  5  to  294 

89 
59 

O 
66 

o 

222 

29.5  and  ovar 

2L  Yearly  Cost  Information:  Estimates 
on  the  scale  are  based  on  a  national 
average  electric  rate  of  8.25c  per 
kilowatt  hour. 


By  direction  of  the  Commission. 
Doaald  S.  Clark, 
Sficretary. 
|FK  Doc,  93-118  FiJed  1-7-93;  8:45  am) 

BILLING  COOC  fl7S(M>t-« 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  73 

[Docket  No.  89C-0480] 

Listing  of  Color  Additives  For  Coloring 
Contact  Lenses;  Vinyl  Alcohoi/Methyl 
Methacrytate-C.l.  Reactive  Red  180 
Reaction  Product 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
color  additive  regulations  to  provide  (or 
the  safe  use  in  coloring  contact  lenses  of 
the  reaction  product  formed  by 


chemically  bonding  the  dye  CJ. 
Reactive  Red  180  l5-(benzoylamino^4• 
hydroxy-3-((l-8ulfo-6-((2- 
(sulfooxyjethyl)  tuIfonyI)-2- 
naphthalenyl)azo)-2J- 
naphthalaaedisulConic  acid«  tatrasodium 
salt)  (CAS  Reg.  No.  98114-32-0)  \a  the 
vinyl  alcohol/methyl  melhacrylate 
copolymeric  lens  materiaL  This  action 
is  in  response  to  a  petition  filed  by  Ciba 
Vision  Corp. 

DATES:  Effective  Faimtary  9. 1993, 
except  as  to  any  provistoBs  that  may  be 
stayed  by  the  fiiing  of  proper  objections; 
written  objections  by  February  8, 1993. 
AOORESSES:  Submit  written  objections  to 
the  Dockets  Managemmit  Brand)  (HFA- 
305),  Food  and  Drug  Administration, 
rm.  1-23, 12420  Park  la  wnl>., 
Rockville,  MD  20857. 
FOR  FURTHER  INFORMATKM  COffTACT: 
Mitchell  A.  Cheeseman,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
216),  Food  and  Drug  Administration. 
200  C  St.  SW..  Washington,  EX:  20204. 
202-254-9511. 
SUPPt.EMENTARY  INFORMATION: 

I.  Introduction 

In  a  notice  published  in  the  Federal 
Register  of  E)ecamber  19, 1989  (34  FR 
51945).  FDA  announced  that  a  color 
additive  petition  (CAP  9C0217)  had 
been  filed  by  Ciba  Vision  Corp.,  P.O. 
Box  105069,  Atlanta,  GA  30348.  The 
petition  proposed  that  the  color  additive 
regulations  be  amended  to  provide  for 
the  safe  use  of  six  vinyl  sulfone  reactive 
dyes  to  color  contact  lenses  prepared 
from  a  copolymer  that  is  the  reaction 
proditct  of  the  dye  and  a  polyvinyl 
alcohol/methyl  methacrylate  copolymer. 
The  dyes  are  as  follows: 

(1)  CJ.  Reactive  Black  5  (2.7- 
naphthalenedisutfonic  acid,  4-8mino-5- 
hydroxy-3,6-bis((4-((2- 
(sulfooxy)ethyl)sulfony))phenyl)azo)-, 
tetrasodium  salt).  CAS  Reg.  No.  17095- 
24-8); 

(2)  C.I.  Reactive  Blue  21  (copper. 
(29H,3lH-phthalocvaninato(2-^ 
N29.N30.N31,N32}^.sulfo((4-((2- 
(sulfooxy) 

ethyl)suifonyI)phenyI)amino)su!fonyl 
derivatives.  CAS  Reg.  No.  73049-92-0); 

(3)  C.I.  Reactive  Orange  78  (2- 
naphthalenesulibnic  acid,  7- 
(acetylamino)-4-hydroxy-3-{(4-(t2- 
(suIfooxy)ethyI)sulfonyl)phenyI)azo)-, 
CAS  Reg.  No.  6818.9-39-9); 

(4)  C.I.  Reactive  Yellow  15 
(benzenesulfonic  acid,  4-(4,5-dihydro-4- 
((2-methoxy-5-methyl-4-{(2- 
(suIfooxy}ethyl)sulfonyl)phenyl)azo)-3- 
methyl-5-oxo-lH-pyrazol-l-y!)-,  CAS 
Reg.  No.  60958-4lA)); 

(5)  CJ.  Reactive  Blue  No.  19  (2- 
anthracenesulfonic  acid,  l-amino-9,10- 


dihydro-9.10-dioxo-4-((3^((2-(sul- 
fooxy)ethyl)suIfbnjI)pbeDynamino>-. 
disodium  salt.  CAS  Reg.  hto.  258f>-78- 
l);and 

(6)  CI.  Reactive  Red  100  (5- 
(benzoylamino)-4-hydroxy-3-((l-«u!ft>*- 
((2-(sulfooxy)ethyf)suMBnyl)-2- 
naphthalenyI)azo)-2,7- 
naphthalenedisuHbnic  scid,  tetresodinm 
salt,  CAS  Reg.  No.  98114-32-0). 

Ciba  Vision  Corp.  has  changed  its 
address  to  11460  Johns  Creek  Pkwy., 
Duhith.  GA  30136-1518. 

The  petitioner  has  also  raqaested  that, 
at  this  time,  the  agency  regulate 
separately  the  color  additive  formed  by 
the  reaction  of  C.L  Reactive  Red  180 
with  vinyl  alcohol/methyl  methacrylate 
copolymer.  The  safety  of  the  other  five 
vinyl  alcohol/methyl  methacrylate-dye 
reaction  products  is  stilt  under  review, 
and  the  agency's  decision  with  regard  to 
regulation  of  these  color  additives  will 
be  addressed  in  a  later  Federal  Register 
document.  The  petition  was  filed  under 
section  706  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C 
376). 

II.  Applicabilitjr  af  The  Act 

With  the  passage  of  the  Medical 
Device  Amendments  of  1976  (Pub.  L.    • 
94-295),  Congress  mandated  the  listing 
of  color  additives  for  use  in  medical 
devices  when  the  color  additive  comes 
in  direct  contact  with  the  body  for  a 
significant  period  of  time  (21  U.S.C 
376Ca)).  The  use  of  the  vinyl  alcohol/ 
methyl  methacrylate-CI.  Reactive  Red 
180  reaction  product  as  a  color  additive 
in  contact  lenses  is  subject  to  this  listing 
requirement.  The  color  additive  is 
added  to  contact  lenses  in  such  a  way 
that  at  least  some  of  the  color  additive 
will  come  in  contact  with  the  eye  when 
the  lenses  are  worn.  In  addition,  the 
lenses  are  intended  to  be  placed  on  the 
eye  for  severs)  hours  a  day,  each  day.  for 
1  year  or  more.  Thus,  tha  color  additive 
will  be  in  direct  contact  with  the  body 
for  a  significant  period  of  time. 
Consequently,  the  use  of  the  color 
additive  currently  before  the  ageiicy  is 
subject  to  the  statutory  listing 
requirement. 

in.  Identity 

The  color  additive  is  the  reaction 
product  of  the  reactive  dye  C.I.  Reactive 
Red  180  l5-(benzoylamino)-4-hydraxy-3- 
((l-suIfo-6-((2-(sulfooxy)ethyI)sulfonyl)- 
2-naphthalenyl)azo)-2,7- 
naphthaIenedI<;u)fonic  acid,  tetrasodium 
sahl  (CAS  Reg.  Na  98114-32-0)  and  the 
vinyl  alcohol/methyl  methacrylate 
copolymer.  The  dye  is  reacted  with 
contact  lenses  fabricated  from  the  vinyl 
alcohol/methyl  methacrylate  copolymer. 
During  the  reaction,  the  sulfate  groups 
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of  the  dye  are  replaced  by  ether  linkages 
to  the  copolymeric  lens  material.  As  a 
result,  a  thin  layer  of  colored 
copolymeric  material  forms  on  the 
surface  of  the  lenses  and  colors  the 
contact  lenses.  As  part  of  the 
manufacturing  process,  the  lenses  are 
thoroughly  washed  to  remove  unbound 
dye. 


rV.  Safety  Evaluatioii 

The  agency  believes  that  because  the 
reactive  dye  C.I.  Reactive  Red  180  has 
a  significantly  lower  molecular  weight 
than  the  vinyl  alcohol/methyl 
methacrylate-dye  copolymer,  it  would 
be  more  readily  absorbed  into  the  body 
than  the  copolymeric  color  additive  and 
would  thus  be  expected  to  show  a 
greater  toxic  effect.  Therefore,  the  safety 
evaluation  of  the  subject  color  additive 
focused  primarily  on  C.I.  Reactive  Red 

180.  ^    ^ 

FDA  concludes  from  the  data 
submitted  in  the  petition  and  from  other 
relevant  information  that  the  exposure 
to  CI.  Reactive  Red  180  from  its  use  to 
produce  the  color  additive  in  the 
contact  lenses  is  3.3  nanograms  (ng)  per 
person  per  day.  The  exposure  calculated 
by  the  agency  was  based  on  two  factors. 
First,  from  extraction  studies  conducted 
by  the  petitioner  on  contact  lenses 
colored  with  the  vinyl  alcohol/methyl 
methacrylate-C.I.  Reactive  Red  180 
reaction  product,  the  agency  has 
determined  that  the  amount  of  dye  that 
could  migrate  from  the  colored  contact 
lenses  is  no  more  than  0.6  micrograms 
(jig)  per  lens.  Secondly,  the  agency 
made  two  worst -case  assumptions  that: 
(1)  A  user  will  replace  lenses  colored 
with  the  vinyl  alcohol/methyl 
methacrylate-C.I.  Reactive  Red  180 
reaction  product  once  each  year  with  a 
new  pair  of  lenses  tinted  with  the  same 
color  additive;  and  (2)  100  percent  of 
the  extractible  reactive  dye  will  migrate 
from  the  lenses  into  the  eyes  over  the  1- 
year  period.  Because  these  assumptions 
are  worst-case  estimates,  exposure  to 
CI.  Reactive  Red  180  from  its  use  to 
produce  the  color  additive  in  contact 
lenses  is  likely  to  be  less  than  3.3  ng  per 
person  per  day  (Ref.  1). 

In  evaluating  the  safety  of  the  reactive 
dye  CI.  Reactive  Red  180.  the  agency 
considered  two  in-vitro  cytotoxicity 
studies  contained  in  its  files  on  CI. 
Reactive  Red  180  by  the  direct -contact 
method.  From  these  studies,  the 
maximum  noncytotoxic  concentration 
for  the  reactive  dye  was  determined  to 
be  10  >ig  per  milliliter  (mL)  using  mouse 
Hbroblast  cells.  In  addition,  the 
petitioner  conducted  toxicity  tests  to 
establish  that  the  vinyl  alcohol/methyl 
melhacrylate-CI.  Reactive  Red  180 
reaction  product  is  safe  for  use  in 


coloring  contact  lenses.  These  tests 
included  in-vitro  cytotoxicity  studies  on 
the  lenses  and  on  lens  extracts  using 
mouse  fibroblast  cells  and  the  agar- 
overlay  method.  The  petitioner  also 
conducted  an  acute  systemic  toxicity 
test  on  mice  using  lens  extracts  and  21- 
day  ocular  irritation  studies  on  rabbits 
using  the  colored  lenses.  The  above 
referenced  studies  demonstrated  no 
evidence  of  cytotoxicity,  acute  systemic 
toxicity,  or  ocular  irritation. 

To  relate  the  no-effect  level  of  10  jig/ 
mL.  established  in  the  direct-contact 
cytotoxicity  studies  on  CI.  Reactive  Red 
180.  to  the  3.3  ng  per  person  per  day 
exposure  from  wearing  the  colored 
lenses,  the  agency  calculated  the 
maximum  concentration  level  of 
reactive  dye  in  each  eye  that  would 
result  from  the  use  of  the  contact  lens. 
The  agency  estimated  that  the  daily 
exposure  to  reactive  dye  in  each  eye 
would  be  1.65  ng  and  that  this  would  be 
diluted  by  the  average  daily  tear  film  of 
1.2  mL  produced  in  each  eye.  This 
concentration  is  equal  to  a  maximum 
daily  concentration  in  the  tear  flow  of 
the  eye  of  1.38  ng/mL.  When  this 
concentration  is  compared  with  the  no- 
effect  level  of  10  jig/mL,  this  represents 
a  7. 300- fold  safety  factor  for  this 
proposed  use  of  CI.  Reactive  Red  180. 

Based  upon  the  available  toxicity 
data,  the  small  amount  of  vinyl  alcohol/ 
methyl  methacr>late-C.I.  Reactive  Red 
180  reaction  product  in  the  contact 
lenses,  and  the  agency's  exposure 
calculation.  FDA  finds  that  the  reaction 
product  formed  by  chemically  bonding 
the  dye  CI.  Reactive  Red  180  to  vinyl 
alcohol/methyl  methacrylate  copolymer 
is  safe  for  use  as  a  color  additive  in 
contact  lenses.  FDA  further  concludes 
that  the  use  of  the  color  additive  shall 
not  exceed  the  minimum  amount 
reasonably  expected  to  accomplish  the 
intended  coloring  effect.  Batch 
certification  is  not  required  to  ensure 
safety. 
V.  Conclusions 

Based  on  data  contained  in  the 
petition  and  other  relevant  information. 
FDA  concludes  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  the  petitioned  use  of  vinyl 
alcohol/methyl  methacrylate-C.I. 
Reactive  Red  180  reaction  product  as  a 
color  additive  in  contact  lenses,  and  that 
the  additive  is  safe  and  suitable  for  the 
intended  use.  Therefore,  the  agency  is 
amending  the  regulations  by  adding 
new  §73.3127. 


reaching  its  decision  to  approve  the 
petition  are  available  for  inspection  at 
the  Center  for  Food  Safety  and  Applied 
Nutrition  (address  above)  by 
appointment  with  the  information 
contact  person  listed  above.  As 
provided  in  §  71.15,  the  agency  will 

delete  from  the  documents  any 
materials  that  are  not  available  for 
public  disclosure  before  making  the 
documents  available  for  inspection. 


VI.  Inspection  of  Documents 

In  accordance  with  §  71.15  (21  CFR 
71.15).  the  petition  and  the  documents 
that  FDA  considered  and  relied  upon  in 


Vn.  Environmental  Impact 

The  agency  has  carefully  considered 
the  potential  environmental  effects  of 
this  action.  FDA  has  concluded  that  the 
action  will  not  have  a  significant  impact 
on  the  human  environment,  and  that  an 
environmental  impact  statement  is  not 
required.  The  agency's  finding  of  no 
significant  impact  and  the  evidence 
supporting  that  finding,  contained  in  an 
environmental  assessment,  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above)  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 

Vin.  Reference 

The  following  reference  has  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persoM 
between  9  a.m.  and  4  p.m..  Monday 
through  Friday. 

1.  Memorandum  from  the  Food  and  Color 
Additives  Review  Section  to  the  Indirect 
Additives  Branch.  "CAPs  8CX)212  and 
9C0217  -  Ciba  Vision  Coip.  Remazol  Red  180 
for  Use  in  Colored  Contact  Lenses.  Validation 
of  Limit  of  Detection.  Submission  dated  7-6- 
91."Februar>'24. 1992. 

IX.  Objections 

Any  person  who  will  be  adversely 
affected  bv  this  r^ulation  may  at  any 
time  on  or  before  February  8. 1993.  file 
with  the  Dockets  Management  Branch 
(address  above)  written  objections 
thereto.  Each  objection  shall  be 
separately  numbered,  and  each 
numbered  objection  shall  specify  with 
particularity  the  provisions  of  the 
regulation  to  which  objection  is  made 
and  the  grounds  for  the  objection.  Each 
numbered  objection  on  which  a  hearing 
is  requested  shall  specifically  so  state. 
Failure  to  request  a  hearing  for  any 
particular  objection  shall  constitute  a 
waiver  of  the  right  to  a  hearing  on  that 
objection.  Each  numbered  objection  for 
which  a  hearing  is  requested  shall 
include  a  detailed  description  and 
analysis  of  the  specific  factual 
information  intended  to  be  presented  in 
support  of  the  objection  in  the  event 
that  a  hearing  is  held.  Failure  to  include 
such  a  description  and  analysis  for  any 
particular  objection  shell  constitute  a 
waiver  of  the  right  to  a  hearing  on  the 
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objection.  Thres  o^ie*  of  all  documeots 
shall  be  submitted  and  shall  be 
identified  with  the  dociiet  number 
found  in  brackets  in  the  heading  of  this 
document.  Any  obiections  leceired  in 
response  to  the  regulation  may  be  seen 
in  the  Dockets  Managemott  Blench 
between  9  a.m.  and  4  p.m..  Monday 
through  Friday. 

List  of  Subjects  in  21  OH  Part  73 

Color  additives.  Cosmetics,  Drugs. 
Medical  devices. 

Therefore,  under  the  Federal  Food. 
Drag,  and  Cosmetic  Act  and  under 
authority  driegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  73  is 
amended  as  follows: 

PART  73-USTM6  OF  COLOR 
ADOmVES  EXEMPT  FROM 
CERTIFICATION 

1.  The  authority  citation  for  21  CFR 
part  73  continues  to  read  as  follows: 

Aalkorily:  Sacs.  301. 4in,  40Z.  403. 400. 
601.  502,  S0&,  601. 602, 701. 706  of  th« 
Federal  Food.  Drug,  and  Coaaatk:  Act  (21 
U.S.C.  321. 341. 342.  343. 346. 351. 352.  355. 
361.362.371.376). 

2.  New  S  73.3127  is  added  to  subput 
D  to  read  as  Mknvs: 

§73.3127    VInytalcohoiAnattiyt 
methucrylls  ige  >— rtiow  piedtine. 

ia)  Identitjr-  The  ct^or  additive  is 
formed  by  reacting  a  d]re  with  a  vinyl 
alcohol/mekbyl  methacrylate  copolyma'. 
so  that  the  sulfate  groups  of  the  dye  are 
replaced  by  ether  linkages  to  the  vinyl 
alcohol/methyl  metheoylsle  cnpc^rnter. 
The  dye  is:  CJ.  Reactive  Red  180  [5- 
(benzoyIaroino)-4-hydroxy-3-  ((l-suUb- 
6-U2-(sulfoo3cy)ethyI)sulfanyl>-2- 
napbthaleayl)azo)>  2,7- 
naphthalenedisulfbnic  acid,  tetrasodium 
salt]  (CAS  Iteg.  No.  98114-32-0). 

(b)  Uses  and  restrictions.  (1)  The 
substance  fisted  in  paragraph  (a)  of  this 
section  may  be  used  to  color  contact 
lenses  in  amounts  not  to  exceed  the 
minimum  reasonably  required  to 
accomplish  the  intended  coloring  effect. 

(2)  As  pert  of  the  manufacturing 
process,  the  lenses  containing  the  color 
additive  are  thoroughly  washed  to 
remove  \uibouad  reactive  dye. 

C3)  Authorization  and  compliance 
with  this  use  shall  not  be  construed  as 
waiving  any  of  the  requirements  of 
sections  510(k),  515.  and  520(g)  of  the 
Fedo-al  Pood,  Drug,  and  Cosmetic  Act 
(the  act).  A  parson  intending  to 
introduce  a  device  containing  a  vinyl 
alcc^oymethyl  oiethacrylate-dye 
reaction  product  listed  undec  this 
section  into  commerce  shall  submit  to 
the  Food  and  Drug  Admittistralian 
either  a  premarket  notification  in 


accordance  with  subpart  E  of  part  807 
of  this  chapter,  if  the  device  is  not 
subject  to  premarket  approval,  or  submit 
and  receive  approval  of  an  original  or 
supplemental  premarket  approval 
application  if  the  device  is  subject  to 
premarket  approval. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the 
reouirements  of  §  70.25  of  this  chapter. 

id)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the 
public  health,  and  therefore,  this  color 
additive  is  exempt  from  the  ceitificstkn 
requirements  of  section  706{c)  of  the  ad. 

Dated:  December  31, 1992. 
Mkhael  R.  Taykv, 
Deputy  Coaunituontrfor  Ptdicy. 
IFR  Doc  93-317  Filed  1-7-03;  M&  ana) 
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21  CFR  Part  888 
[Deckel  No.  80P-0387} 


Modical  DavlcM;  I 
CodificaUon  of  Hip  Joint  Mctatf 
Poiytnor/Meial  Soini-Consteained 
PofOM»Coated  Uncomonfd 
Prosthesia 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rale. 

StiMMAfW:  The  Food  and  Drug 
Administration  (FDA)  is  annauncing  tbe 
reclassification  and  codification  of  the 
hip  joint  metaUpolymer/metal  semi- 
constrained porous-coated  uncemented 
prosthesis.  FIDA  issued  an  order  in  the 
form  of  a  letter  to  two  maaufacturers 
reclassifying  the  device  from  class  III 
into  class  n.  Accordingly,  FDA  is 
amending  the  regulations  as  set  forth 
below. 

DATES:  The  reclassification  was  effective 
Februery  21. 1992.  This  final  rule 
becomes  effiactive  February  8, 1993. 
FOR  FURTHER  INTORMATK3N  CONTACT: 
Nirmal  K.  Mishra,  Center  for  Devices 
and  Radiological  Health  (HFZ-410J, 
Food  and  Drug  Administration.  1390 
Piccard  Dr.,  Rockville.  MD  20850,  301- 
427-1036. 

SUPPLEMENTARY  INFORMATION:  On 
September  12, 1989,  FDA  filed  a 
reclassification  petition  submitted  by 
Richards  Medical  Co.  (Richards)  and 
Intermedics  Orthopedics,  Inc. 
(Intermedics),  requesting  reclassification 
of  the  hip  joint  metal/polymer/metal 
semi-constrained  porous-coated 
uncemented  prosthesis  from  class  TO 
into  class  II.  FDA  consulted  with  the 
Orthopedic  and  Rehabilitation  Devices 
Panel  (the  Panel).  During  an  open  public 


meeting  on  September  22. 1989,  the 
Panel  recommended  that  FDA  reclassify 
the  hip  joint  metal/polymer/metal  semi- 
constrained porous-coated  prosthesis 
bom  class  m  into  class  U  and  that  FDA 
assign  a  low  priority  fior  the 
establishmeirt  of  a  performance  standwd 
for  tbe  generic  type  of  device  under 
section  514  of  the  Federal  Food,  Dmg. 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
360d). 

FDA  fully  considered  the  Panel's 
recommendatioDS  and  tentatively  agreed 
that  the  gmieric  t3rpe  of  device  should  be 
reclassified  from  class  ID  into  class  D 
and  that  the  promulgation  of  a 
performance  standard  for  the  device 
should  be  a  low  priority. 

The  Safe  Medical  Devices  Ad  of  1990 
(the  SMDA)  amended  the  act  to  chom 
the  definition  of  a  class  D  device.  Under 
the  SMDA,  class  II  devices  are  those 
devices  for  which  there  is  insufficient 
information  to  show  that  general 
controls  themselves  will  ensure  safiBty 
and  effectiveness,  but  for  which  there  is 
sufficient  information  to  establish 
special  controls  to  provide  such 
assurance,  including  the  promulgation 
of  a  performance  standard.  Thus,  the 
definition  of  a  class  n  device  was 
changed  from  "performance  standards" 
to  "spedaJ  confrols."  FDA's  final 
determination  was  made  under  the 
standard  set  forth  in  the  SMDA. 

It  is  the  agency's  position  thet  the 
SMDA  does  not  require  the  agency  to 
obtain  new  reclassification 
recommei>dations  from  a  panel  which 
had  recommended  reclassification 
under  tbe  previous  standards.  The  Pane) 
recommended  the  hip  joint  metal/ 
polymer/metal  semi-constrained  porous 
coated  prosthesis  be  reclassified  from 
class  m  (premarket  approval)  into  class 
II  (performance  standards).  Under  the 
SMDA,  FDA  may  establish  a 
performance  standard,  as  w^l  as 
establish  other  sfiecial  controls, 
including  postmarket  surveillance. 
patimt  registries,  guidelines,  and  other 
appropriate  actions  it  believes  necessary 
to  provide  reasonable  asstirance  of  the 
safety  and  effectiveness  of  the  device. 

In  tiie  Federal  Register  of  )uly  15. 
1991  (56  FR  32145).  FDA  published  a 
notice  of  the  Panel's  recommendations 
and  invited  public  comment.  FDA 
received  eight  comments  regarding  the 
reclassification  proposal  for  the  generic 
type  of  device.  Ail  of  the  comments 
supported  reclassification,  although  six 
of  them  expressed  concern  about 
various  aspects  of  the  device 
description,  e.g.,  the  materials,  pore 
morphology,  and  specifications.  Each 
comment  was  addressed  in  the  order. 
which  is  available  for  examination  in 
tbe  Docket  Management  Branch  (HFA- 
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305).  Food  and  Drug  Administration, 
rm.  1-23. 12420  Parklawn  Dr.. 
Rockville,  MD  20857. 

After  reviewing  the  data  in  the 
petition  and  presented  before  the  Panel, 
and  after  considering  the  Panel's 
recommendation  and  the  comments 
received.  FDA  ordered  the 
reclassification  of  the  generic  type  of 
device  from  class  III  into  class  II.  As 
required  by  21  CFR  860.134(b)(7)  of  the 
regulations,  FDA  is  announcing  the 
reclassification  of  this  generic  type  of 
device.  In  addition.  FDA  is  issuing  a 
final  rule  that  codifies  the 
reclassification  of  this  device  by  adding 
new  §  888.3358  Hip  joint  metal/ 
polymer/metal  semi-constrained 
porous-coated  uncemented  pmsthesis 
(21  CFR  888.3358). 

The  agency  has  determined  under  21 
CFR  25.24(e)(2)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

After  considering  the  economic 
consequences  of  approving  this 
reclassification.  FDA  certifies  that  this 
final  rule  requires  neither  a  regulatory 
impact  analysis,  as  specified  in 
Executive  Order  12291.  nor  a  regulatory 
flexibility  analysis,  as  specified  in  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  This  reclassification  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
The  petitioners  and  all  future 
manufacturers  of  the  generic  type  of 
device  are  relieved  of  the  costs  of 
complying  with  the  premarket  approval 
requirements  in  section  515  of  the  act 
(21  U.S.C.  360e). 

There  are  no  offsetting  costs  that 
manufacturers  would  incur  from 
reclassification  into  class  II  other  than 
those  associated  with  complying  with 
special  controls  under  section 
513(a)(1)(B)  of  the  act  (21  U.S.C. 
360c(a)(l){B)).  or  meeting  a  performance 
standard  if  established.  The  actual  cost 
of  complying  with  these  requirements 
cannot  be  determined  in  advance.  The 
magnitude  of  the  economic  savings  from 
approval  of  this  petition  depends  on  the 
extent  of  studies  the  petitioners  would 
have  conducted  in  support  of  new 
premarket  approval  applications 
(PMA's).  or  supplements  to  existing 
PMA's,  and  the  number  of  future 
competitors  satisfying  the  requirements 
of  premarket  approval.  None  of  these 
parameters  can  be  reliably  calculated  to 
permit  quantification  of  the  economic 
savings. 


List  of  Subjects  in  21  CFR  Part  888 

Medical  devices. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs.  21  CFR  part  888  is 
amended  as  follows: 

PART  88»— ORTHOPEDIC  DEVICES 

1.  The  authority  citation  for  21  CFR 
part  888  continues  to  read  as  follows: 

Aultwrity:  Sees.  501.  510,  513,  515,  520, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.SC.  351,  360,  360c,  360e,  360j. 
371). 

2.  New  §888.3358  is  added  to  subpart 
D  to  read  as  follows: 

§  888.3358    Hip  Joint  metai/polymer/metal 
••ml-constrained  porous-coated 
uncamentad  prosthesis. 

(a)  Identification.  A  hip  joint  metal/ 
polymer/metal  semi-constrained 
porous-coated  uncemented  prosthesis  is 
a  device  intended  to  be  implanted  to 
replace  a  hip  joint.  The  device  limits 
translation  and  rotation  in  one  or  more 
planes  via  the  geometry  of  its 
articulating  surfaces.  It  has  no  linkage 
across  the  joint.  This  generic  type  of 
device  has  a  femoral  component  made 
of  a  cobalt-chromium-molybdenum  (Co- 
Cr-Mo)  alloy  or  a  titanium-aluminum- 
vanadium  (Ti-6A1-4V)  alloy  and  an 
acetabular  component  composed  of  an 
ultra-high  molecular  weight 
polyethylene  articulating  bearing 
surface  fixed  in  a  metal  shell  made  of 
Co-Cr-Mo  or  Ti-6Al-4V.  The  femoral 
stem  and  acetabular  shell  have  a  porous 
coating  made  of.  in  the  case  of  Co-Cr-Mo 
substrates,  beads  of  the  same  alloy,  and 
in  the  case  of  Ti-6AI-4V  substrates, 
fibers  of  commercially  pure  titanium  or 
Ti-6Al-4V  alloy.  The  porous  coating  has 
a  volume  porosity  between  30  and  70 
percent,  an  average  pore  size  between 
100  and  1,000  microns,  interconnecting 
porosity,  and  a  porous  coating  thickness 
between  500  and  1.500  microns.  The 
generic  type  of  device  has  a  design  to 
achieve  biological  fixation  to  bone 
without  the  use  of  bone  cement, 
(b)  Classification.  Class  11. 
Dated:  December  24, 1992. 
Michael  R.  Taylor, 
Deputy  Commissioner  for  Policy. 
IFR  Doc  93-316  Filed  1-7-93;  8:45  am|. 
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DEPARTMENT  OF  THE  TREASURY 

Offic*  of  Foreign  Assets  Control 

31  CFR  Part  580 

Haitian  Transactions  Regulations 

agency:  Office  of  Foreign  Assets 
Control.  Treasury. 

ACTION:  Policy  statement.        


SUMMARY:  The  Office  of  Foreign  Assets 
Control  ("FAC")  is  extending  all  current 
licenses  issued  under  §  580.515  of  the 
Haitian  Transactions  Regulations,  31 
CFR  part  580.  These  licenses,  which 
authorize  transactions  in  connection 
with  both  the  exportation  to  Haiti  of 
articles  containing  specified  parts  or 
materials,  and  the  importation  into  the 
United  States  of  specified  articles 
assembled  in  Haiti  containing  materials 
or  parts  exported  from  the  United 
States,  are  extended  to  January  31, 1994. 
Additionally,  to  clarify  the  reporting         , 
requirements  with  respect  to  such  j 

licenses  FAC  is  instructing  licensees  to 
refer  to  specific  language  in  preparing 
the  transaction  summary  sections  of 
their  required  quarterly  reports. 

EFFECTIVE  DATE:  January  6. 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Steven  I.  Pinter.  Chief  of  Licensing  (tel.: 
202/622-2480),  or  William  B.  Hoffman. 
Chief  Counsel  (tel.:  202/622-2410). 
Office  of  Foreign  Assets  Control, 
Department  of  the  Treasury, 
Washington.  DC  20220. 

Accordingly,  under  the  authority  of 
50  use.  1701  et  seq.,  E.O.  12775  (56 
FR  50641.  Oct.  7, 1991).  and  E.O.  12779 
(56  FR  55975,  Oct  30. 1991),  the  Office 
of  Foreign  Assets  Control  gives  notice 
that: 

1.  All  licenses  issued  and  in  effect 
pursuant  to  §  58a.515  of  the  Haitian 
Transactions  Regulations,  31  CFR  part 
580.  are  extended  to  January  31. 1994. 

2.  Holders  of  such  licenses  need  not 
file  requests  for  renewal  with  the  Office 
of  Foreign  Assets  Control. 

3.  Quarterly  reports  filed  pursuant  to 
such  licenses  shall  describe  all  exports 
and  imports  of  authorized  articles, 
components  and  materials  by 
referencing  the  descriptive  labels  given 
to  these  items  in  §  1  (a)  and  (b)  of  the 
licenses.  Items  not  on  the  prescribed  list 
are  to  be  separately  grouped,  and 
persons  engaged  in  transactions 
involving  these  items  should  contact  the 
Licensing  Division  of  the  Office  of 
Foreign  Assets  Control  (202/622-2480) 
to  seek  clarification  or  an  appropriate 
license  amendment. 
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Dated:  December  16, 1902. 
R.  Richard  Newcomb, 

Dinctor,  Office  ofFonigp  Assets  Control. 

Approved:  January  4, 1993. 
N&ncy  L.  Worlhington, 
Acting  Assistant  Secretary  (Enforcement). 
IFR  Doc.  93-416  Filed  l-«-93: 9:28  am) 

BH.LJNG  CODE  4ai»-aS-M 

DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 

43  CFR  Public  Land  Order  6955 

[On-94^-4210-06;  GP2-396;  OR-21783 
(WASH)] 

Partial  Revocation  of  Bureau  of  Land 
Management  Order  Dated  June  18, 
1347;  Washington 

AGENCY:  Bureau  of  Land  Management, 

Interior. 

ACTION:  Public  land  order. 

SUMMARY:  This  order  revokes  a  Bureau 
of  Land  Management  order  insofar  as  it 
affects  680  acres  of  public  lands 
withdrawn  for  Bureau  of  Reclamation's 
Columbia  River  Basin  Project.  The  lands 
are  no  longer  needed  for  reclamation 
purposes.  The  revocation  is  needed  to 
perniit  disposal  of  the  lands  through 
land  exchange  under  section  206  of  the 
Federal  Land  Policy  and  Management 
Act  of  1976.  This  action  will  open  the 
lands  to  surface  entry  and  mining 
subject  to  other  segregations  of  record. 
The  lands  have  been  and  will  remain 
open  to  mineral  leasing. 
EFFECm'E  DATE:  February  8.  1993. 
FOR  FURTHER  INFORMAKON  CONTACT: 
Donna  Kauffman,  BLM  Oregon  State 
Office.  P.O.  Box  2965,  Portland,  Oregon 
97208-2965,  (563)-280-7162. 

By  virtue  of  the  autliority  vested  in 
the  Secretary  of  the  Interior  by  section 
204  of  the  Federal  Land  Policy  and 
Management  Act  of  1976,  43  U.S.C. 
1714  (1988),  it  is  ordered  as  follows: 

1.  Bureau  of  Land  Management  Order 
dated  June  18, 1947,  which  withdrew 
public  lands  for  use  by  the  Bureau  of 
Reclamation  for  reclamation  purposes  in 
connection  with  the  Columbia  River 
Basin  Project,  is  hereby  revoked  insofar 
as  it  affects  the  following  described 
lands: 

Willamette  Meridian 

T.  23  N.,  R.  27  E., 
Sec.  12,  SEV4SWV4  and  SW'ASEV*; 
Sec.  14,  S^AtNEV*.  NEV4SWy«,  and 

SV:«SWV«; 
Sec.  22,  NEV«NEV4.  SV2NEV4.  SE'ANW'A, 

EV2SWV4.  and  W'ASE'A; 
Sec.  24,  N'/iNWV4. 

The  areas  described  aggr^te  680.00  acres 
in  Grant  Ck)unty. 


2.  At  8:30  a.m.  on  February  8. 1993, 
the  lands  will  be  opened  to  the 
operation  of  the  public  land  laws 
generally,  subject  to  valid  existing 
rights,  the  provisions  of  existing 
withdrawals,  other  segregations  of 
record,  and  the  requirements  of 
applicable  law.  All  valid  applications 
received  at  or  prior  to  8:30  a.m.  on 
February  8, 1993,  shall  be  considered  as 
simultaneously  filed  at  that  time.  Those 
received  thereafter  shall  be  considered 
in  the  order  of  filing. 

3.  At  8:30  a.m.  on  February  8, 1993. 
the  lands  will  be  opened  to  location  and 
entry  under  the  United  States  mining 
laws,  subject  to  valid  existing  rights,  the 
provisions  of  existing  withdrawals, 
other  segregations  of  record,  and  the 
requirements  of  applicable  law. 
Appropriation  of  any  of  the  lands 
described  in  this  order  under  the 
genera!  mining  laws  prior  to  the  date 
and  time  of  restoration  is  unauthorized. 
Any  such  attempted  appropriation, 
including  attempted  adverse  possession 
under  30  U.S.C.  38  (1988).  shall  vest  no 
rights  against  the  United  States.  Acts 
required  to  establish  a  location  and  to 
initiate  a  right  of  possession  are 
governed  by  State  law  where  not  in 
conflict  with  Federal  law.  The  Bureau  of 
Land  Management  will  not  intervene  in 
disputes  between  rival  locators  over 
possessory  rights  since  Congress  has 
provided  for  such  determinations  in 
local  courts. 

Dated:  December  22, 1992. 
Dave  O'Neal, 

Assistant  Secretary  of  the  Interior. 
[FR  Doc.  93-396  Filed  1-7-93;  8:45  ami 
WLLmC  CODE  4310-SMI 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Part  572 

[Docket  No.  91-27;  Notice  3] 

RIN  2127-AC87 

Anthropomorphic  Test  Dummies; 
Newborn  Infant  Test  Dummy 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation. 
ACTION:  Final  rule. 

SUMMARY:  This  notice  amends 
regulations  on  Anthropomorphic  Test 
Dummies,  by  establishing  specifications 
for  a  newborn  infant  test  dummy  to  be 
used  in  testing  infant  restraints.  NHTSA 
believes  standardizing  the  dummy  used 
to  test  infant  restraints  will  enable 


NHTSA  and  the  child  passenger  safety 
community  to  evaluate  those  restraints 
in  a  fuller  and  more  uniform  manner. 
Adding  the  dummy  to  the  agency 
regulations  is  a  first  step  toward 
possibly  specifying  the  dummy  for  use 
in  testing  the  compliance  of  infant 
restraints  with  Federal  Motor  Vehicle 
Safety  Standard  (FMVSS)  No.  213,  Child 
Restraint  Systems.  The  issue  of 
amending  FMVSS  213  to  specify  use  of 
the  dummy  in  compliance  testing  under 
tliat  standard  will  be  exolored  in  future 
rulemaking. 

DATES:  The  amendment  is  effective  on 
July  1, 1993.  The  incorporation  by 
reference  of  certain  publications  listed 
in  the  regulation  is  approved  by  the 
Director  of  the  Federal  Register  as  of 
July  1, 1993. 

Petitions  for  reconsideration  of  the 
final  rule  must  be  received  by  February 
8. 1993. 

ADDRESSES:  Petitions  for  reconsideration 
should  refer  to  the  docket  number  and 
notice  number  of  the  notice  and  be 
submitted  to:  Administrator,  room  5220, 
National  Highway  Traffic  Safety 
Administration,  400  Seventh  St.,  SW., 
Washington.  DC  20590. 
FOR  FURTHER  INFORMATION  CONTACT: 
Charles  Hott,  NHTSA  Ofiice  of  Vehicle 
Safety  Standards,  room  5320C,  400 
Seventh  St.,  SW.,  Washington,  DC 
20590  (202-366-0247). 
SUPPLEMENTARY  INFORMATION:  This 
notice  amends  part  572, 
Anthropomorphic  Test  Dummies,  ^o 
establish  specifications  for  a  test 
dummy  representing  a  newborn  infant. 
(49  CFR  part  572).  The  regulatory  text 
adopted  today  is  identical  in  all 
significant  respects  to  that  proposed  by 
the  notice  of  proposed  rulemaking 
(NPRM). 

Child  test  dummies  specified  in  part 
572  enable  NHTSA  to  dynamically  test 
child  restraint  systems  in  a  manner  that 
is  both  measurable  and  repeatable.  The 
addition  of  the  newborn  infant  dummy 
will  encourage  testing  of  infant  restraint 
systems  in  a  fuller  and  more  uniform 
manner. 

NHTSA  already  has  four  child 
dummies  specified  in  Part  572  for 
testing  child  restraint  systems.  Two  of 
the  dummies,  a  six-monlh-old  and 
three-year-old  child  dummy,  are 
incorporated  into  the  compliance  test 
procedures  of  FMVSS  213,  Child 
Restraint  Systems  (49  CFR  571.213; 
SS7.1,  7.2).  In  other  words,  these  two 
dummies  are  used  by  NHTSA  to 
determine  whether  restraints  comply 
with  the  dynamic  performance 
requirements  of  FMVSS  213.  The  other 
two  dummies,  a  nine-month-old  and 
six-year-old  child  dummy,  are  not  yet . 
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incwporated  into  FMVSS  213.  and  thus 
aw  not  used  in  compliance  testing. 

The  nine-month-old  and  six-year-old 
dummies  were  recently  added  to  part 
572  The  specifications  for  both  became 
effective  In  1992  (see.  56  FR  41077 
(nine-month-old  dummy):  56  FR  57830 
(six-year-old  dummy)).  The  new 
dummies  were  adopted  to  improve  \h» 
testing  of  child  restrainU  for  research 
purposes.  These  new  dummies  more 
dosely  represent  the  sire,  weight  and 
mass  distribution  of  the  children  for 
whom  some  restraints  are  designed  than 
do  the  present  gix-month-old  and  three- 
year-old  dummies.  With  more 
representative  dummies,  real  world 
crashes  can  be  better  simulated,  and  the 
performance  of  the  restraints  better 
evaluated.  For  example,  restraints  are 
usually  recommended  for  children  of 
certain  weight  ranges,  such  as  from  30 
to  60  pounds.  A  restraint  recommended 
for  such  a  weight  range  is  currently 
tested  with  a  single  size  of  dummy:  The 
three-year-old.  33-pound  part  572 
dummy.  Testing  the  restraint  with  not 
only  that  dummy,  but  also  the  six-year- 
old.  47-p<Hmd  dummy,  would  provide  a 
fuller  evaluation  of  the  safety  provided 
by  the  restraint  for  the  range  of  children 
recommended  for  it 

While  the  newly  specified  dummies 
are  currently  used  only  for  research. 
NHTSA  plans  to  propose  rulemaking  on 
the  issue  of  incorporating  them  into  the 
test  procedure  of  FMVSS  213.  The 
newborn  infant  dummy  specified  in 
today's  rule  would  be  included  in  that 
rulemaking. 
Summary  of  the  Final  Rule 

The  newborn  infant  test  dummy. 
commercially  known  as  SAIOON.  is 
based  on  a  simple  design  representing 
the  dimensions  and  mass  distribution 
characteristics  of  a  50th  percentile 
newborn  infant.  It  is  20  inches  long  and 
weighs  7.5  pounds.  The  dummy  is 
scaled  down  from  the  design  of  the  six- 
month-old  test  dummy  currently 
specified  in  part  572.  The  six-month-old 
dummy,  developed  by  the  Federal 
Aviation  Administration's  Civil 
Aeronautical  Institute  (CAMI).  has  been 
used  successfully  to  test  child  restraint 
systems  since  the  mid-1970's.  NHTSA's 
tests  have  shown  that  the  newborn 
dummy's  kinematic  responses  in  a 
dynamic  test  are  repeatable  and 
reproducible. 

The  newborn  infant  dummy  is  used  to 
assess  Uie  ability  of  infant  restraints  to 
retain  their  occupants  and  maintain 
their  structural  integrity  during  dynamic 
testing.  Because  of  its  construction,  the 
dummy  cannot  be  instrumented  to 
measure  the  forces  exerted  on  it  during 
a  crash. 


The  newborn  dummy  is  specified  by 
descriptive  design  specifications  that 
ensure  that  each  dummy  will  vary  little 
from  other  newborn  dummies  in  its 
construction  and  performance.  The 
specifications  for  the  ne%vbom  infant 
dummy  consist  of  a  drawing  package 
that:  Shows  the  component  parts,  the 
subassemblies,  and  the  assembly  of  the 
complete  dummy;  and  defines  the 
materials  and  sets  the  specifications  for 
the  dummy's  component  parts.  The 
drawings  for  the  newborn  dummy  are 
available  for  inspection  in  NHTSA 
docket  91-27-N02.  In  addition.  NHTSA 
has  developed  a  construction  manual 
for  the  dummy,  which  is  based  on  the 
manual  for  the  six-month-old  dummy. 
"The  construction  manual  for  the 
newborn  dummy  is  available  for 
inspection  in  NHTSA  docket  91-27- 
N03.  Copies  of  the  drawings  and 
construction  manual  can  be  obtained 
from  Reprographic  Technologies,  Inc.. 
1111 14th  St.,  NW..  Washington.  DC 
20005.  telephone  (202) 628-6667  or 
(202)  408-8789. 

Background 

NHTSA  published  the  NPRM  for  the 
newborn  infant  dummy  on  August  12. 
1991  (56  FR  38108).  The  agency  issued 
the  proposal  for  the  new  dummy  to 
enable  NHTSA  and  others  to  obtain  a 
more  acciu^te  evaluation  of  restraints 
designed  for  newborn  infants,  than  that 
obtained  by  use  of  the  six-month-old 
dummy  alone.  The  proposal  responded 
to  a  petition  for  rulemaking  from  Mr.  D. 
Friedman  requesting  NHTSA  to  revise 
FMVSS  213  and  part  572  to  specify  use 
of  the  newborn  dummy  in  FMVSS  213 
compliance  tests. 

The  proposed  newborn  infant  dummy 
had  to  be  newly  developed  by  NHTSA. 
NHTSA  surveyed  the  dummies  that 
were  available  in  the  marketplace  and 
did  not  find  one  suitable  for  the 
agency's  purposes.  These  dummies  were 
the  "F-O"  dummy  developed  by 
Institute  Voor  Wegtransportmiddelen 
(TNO)  of  the  Netherlands,  and  the 
"Baby  Anne"  dummy  that  is  used  for 
training  obstetric  nurses  in  the  care  and 
feeding  of  newborns.  NHTSA's  reasons 
for  concluding  that  the  dummies  were 
unsuitable  were  fully  discussed  in  the 
NPRM.  (See.  56  FR  at  38109.)  Briefly 
stated,  NHTSA's  main  concerns  related 
to  both  dummies'  biofidelity  (i.e..  how 
human-like  they  would  have  been  in  an 
impact),  and  to  Baby  Anne's  capability 
to  provide  repeatable  results. 
(Repeatability  refere  to  the  repetition  of 
similar  impact  responses  by  the  same 

dummy.) 

NHTSA  developed  the  newborn 
infant  dummy  by  scaling  down  the 
design  of  the  six-month-old  CAMI 


dummy.  The  agency  determined  that  the 
dummy's  kinematic  responses  in  a 
dynamic  test  are  repeatable  and 
reproducible.  (Reproducibility  refere  to 
the  variation  of  impact  responses  among 
different  dummies.)  Id. 

In  December  1991.  NHTSA  reopened 
the  comment  period  for  the  newborn 
infant  proposal.  The  reason  for  the 
action  was  to  provide  interested  persons 
the  opportunity  to  inspect  the  drawings 
and  construction  manual  for  the 
dummy,  which  were  not  available 
during  the  original  comment  period.  56 
FR  63922.  December  6. 1991. 

Comments  on  the  NPRM 

NHTSA  received  eleven  comments  on 
the  proposal.  Commentera  included 
Arkansas'  health  department,  consiuner 
coalition  groups,  the  University  of 
Michigan,  child  restraint  manufacturers 
and  motor  vehicle  manufacturera.  The 
commenters  generally  supported 
establishing  specifications  for  a 
newborn  infant  dummy.  However,  some 
commenters  had  concerns  about 
NHTSA's  choice  of  the  SAIOON 
dummy. 


Alteniative  Dummies 

The  Center  for  Auto  Safety  stated  the 
SAIOON  dummy  is  acceptable  for  now, 
but  asked  whether  NHTSA  made  a 
"comprehensive  survey  of  possible 
sources"  for  infant  dummy  candidates. 
The  answer  is  that  NHTSA  asked  all  the 
anthropomorphic  test  dummy 
manufacturera  and  a  number  of  child 
passenger  safety  researchera  about  the 
availability  of  a  newborn  infant  dummy. 
The  inquiry  identified  the  TNO  P-O 
dummy  and  the  Baby  Anne  dummy  as 
the  possible  candidates.  As  mentioned 
above,  neither  of  the  dummies  was 

suitable. 

For  Motor  Company  suggested  that 
NHTSA  consider  another  dummy  rather 
than  SAIOON.  Ford  said  that  First 
Technology  Safety  Systems  and  the 
Society  of  Automotive  Engineere  have 
just  finished  the  initial  prototype  of  an 
instrumented,  six-month-old  infant 
dummy.  Ford  believed  that  "a  down- 
sire  version  of  this  new  dummy  would 
offer  more  potential  for  meaningful 
safety  testing  of  infant  restraints"  than 
the  SAIOON  dummy. 

The  agency  does  not  agree  another 
dummy  should  be  considered  at  this 
time.  The  prototype  six-month-old 
dummy  described  in  Ford's  comment 
has  not  yet  been  fully  evaluated  to 
determine  its  suitability  as  an 
anthropomorphic  test  device.  If  the  six- 
month-old  dummy  were  determined  to 
be  suiUble.  the  dummy  would  then 
hav«  to  be  scaled  down  to  the  nevfbom 
size.  The  scaled  down  model  would 


Federal  Register  /  Vol.  58.  No.  5  /  Friday,  January  8,  1993  /  Rules  and  Regulations 


3231 


then  have  to  be  evaluated  for  its 
suitability.  Each  of  these  steps  would  be 
time  consuming,  and  would  result  in 
delays  in  incorporating  specifications 
for  the  newborn  dummy  in  part  572. 
NHTSA  does  net  believe  those  delays 
are  warranted,  given  the  adequacy  of  the 
SAIOON  dummy.  Of  course,  the  part  572 
specifications  can  be  amended  if 
necessary,  at  any  time.  If  a  prefarred 
newborn  dummy  is  developed  in  the 
future,  rulemaking  can  be  initiated  to 
determine  whether  such  dummy  should 
replace  the  SAIOON  dummy. 

Advocates  for  Highway  and  Auto 
Safety  (Advocates)  recommended  that 
NHTSA  should  work  on  developing  a 
dummy  whose  head-neck  design 
replicates  the  "highly  undeveloped  neck 
musculature"  of  an  infant.  NHTSA  will 
keep  abreast  of  the  developments  in  the 
anthropomorphic  test  dummy  field.  As 
better  dummies  become  available,  the 
agency  will  consider  the  desirability  of 
modifying  part  572. 

Material  Specifications 

The  University  of  Michigan  (UM)  said 
that  the  canvas  skin  specified  for 
covering  the  exterior  of  the  proposed 
dummy  is  too  heavy,  coarse  and  stiff  for 
the  dummy's  small  structure.  UM 
suggested  that  lighter  weight  synthetic 
materials  could  be  used  in  place  of  the 
canvas,  and  in  place  of  the  material 
used  for  the  dummy's  skeleton. 

NHTSA  is  not  aware  of  any  problems 
with  the  dummy's  canvas  or  skeleton. 
The  dummy  has  demonstrated  its 
suitability  as  a  test  device  in  dynamic 
tests.  NHTSA  concludes  there  is 
insufficient  reason  to  change  the 
material  specifications  that  had  been 
proposed  for  the  dummy. 

Size  and  Weight 

Advocates  stated  that  the  dummy  is  of 
a  "reasonable  size  and  weight  that 
accommodates  a  high  percentage  of  full- 
term  infants."  However,  Advocates 
stated  that  a  significant  proportion  of 
newborn  infants  released  from  the 
hospital  weigh  less  than  7.5  pounds, 
due  to  increasing  numbers  of  premature 
infants  surviving  birth  and  full-term  low 
birth  weight  infants.  The  commenter 
suggested  that  a  higher  percentage  of 
newborns  could  be  represented  by  the 
dummy  if  its  weight  and  length  were 
below  7.5  [>ounds  and  20  indies. 

The  agency  believes  the  SAIOON 
dummy  adopted  today  appropriately 
represents  newborns.  The  median  birth 
weight  newborn  infant  in  1988,  which 
has  not  changed  since  1964,  was  seven 
pounds,  seven  ounces.  (National  Center 
for  Health  Statistics,  Vol.  39,  No.  4, 
August  1990.)  The  dummy's  weight  at 
Z.5  pounds  is  in  the  50th  percentile  for 


newborn  weights.  If  the  dummy  were  to 
weight  less  than  7.5  pounds,  it  would 
not  be  as  representative  of  newborn 
infants  in  the  higher  weight  ranges. 
NHTSA  also  notes  that  the  ratio  of  low 
birth  weight  newborn  infants  to  other 
newborn  infonts  is  decreasing.  In  1975, 
it  was  7.39  percent:  in  1987, 6.9  percent. 
(National  Center  for  Health  Statistics. 
Trends  in  Low  Birth  Weight:  United 
States,  1975-85,  October  1989.)  Given 
this  trend,  reducing  the  weight  of  the 
SAIOON  dummy  might  reduce  the 
[>ercentage  of  newborns  represented  by 
the  dummy  in  the  future. 

UM  and  Century  compared  the 
newborn  dummy  to  anthropometric  data 
for  infants  from  zero  to  three  months 
and  concluded  that  the  dummy  is  too 
small  in  the  head  and  waist  and  too 
large  in  the  chest. 

NHTSA  designed  the  dummy  to 
conform  to  anthropometric  data  for  a 
50th  percentile  newborn  infant,  rather 
than  to  data  for  infants  from  zero  to 
three  months,  which  is  what  UM  used. 
The  agency  decided  that  the  dummy 
should  represent  a  newborn  infant 
rather  than  an  older  infant  because  it 
may  be  more  difficult  for  some  restraints 
to  prevent  the  ejection  of  the  smaller 
body  than  the  larger  one.  The  newborn 
dummy  could  be  used  to  test  infant 
restraints  in  conjunction  with  the  six- 
month-old  infant  and  nine-month-old 
child  dummies  currently  specified  in 
subparts  D  and  J  of  49  CFR  part  572.  The 
newborn  dummy  would  ensure  that  the 
restraint  is  able  to  protect  the  very 
young  infant  as  well  as  older  infants  and 
children  for  whom  the  restraint  is 
designed. 

The  data  NHTSA  used  for  the 
newborn  infant  dummy  were  obtained 
from  "Growth  and  Development  of 
Children,"  eighth  edition.  Year  Book 
Medical  Publishers,  Inc.  The  data  are  as 
follows: 

Weight  7.5  pounds. 

Head  circumference  13.8  inches. 

Chest  circumference 13.7  inches. 

Height 19.9  inches. 

The  SAlOO  dummy's  measurements  are  as 
follows: 

Weight 7.5  pounds. 

Head  circiimference  13.9  inches. 

Chest  circumference 14.0  inches. 

Height i..  20.5  inches. 

The  SAIOON  dummy  compares 
favorably  with  these  data.  Since  the 
dummy  is  pliable  and  will  be  used  as  an 
inertial  loading  device,  the  slight 
increase  in  chest  circumference  and  the 
slight  diflierences  in  torso  shape  should 
have  little  effect  on  its  dynamic 
performance. 


Knee  Flexibility 

Advocates  was  concerned  about  the 
flexibility  of  the  dummy's  knees.  The 
dummy  has  less  joint  articulation  than 
a  newborn  infant.  The  dummy  was 
designed  to  be  stiffer  to  improve  its 
durability  for  repeated  testing. 
Advocates  believed  that  the  dummy's 
knees  should  be  more  flexible  because 
"stiff  knees  help  to  restrain  the  dummy 
in  both  frtint  and  rear  impacts." 
Advocates  was  concerned  that  some 
infants  could  be  asphyxiated  by  a 
"cross-tie"  on  a  restraint  if  the  infant 
"submerges"  in  the  system.  Advocates 
believed  stiff  knees  can  prevent  the 
dummy  from  sliding  down  into  the 
restraint,  which  reduces  the  use  of  the 
dummy  to  evaluate  the  risk  of 
asphyxiation, 

NHTSA  does  not  believe  that  the 
dummy's  knees  would  artificially 
restrain  the  dummy.  Its  legs  are 
relatively  straight  and  flex  at  the  hip. 
When  placed  in  a  rear-facing  child  ■ 
restraint,  it  positions  correctly  into  the 
restraint  without  bending  its  knees 
(unlike  the  TNO  dummy,  whose  knees 
are  permanently  molded  into  the  flexed 
position).  During  a  frontal  impact  the 
dummy  is  free  to  shift  toward  the  back 
of  the  child  restraint  without  its  knees 
"hooking"  on  the  restraint.  The  hooking 
phenomenon  is  more  likely  to  occur 
with  ttie  TNO  dummy,  with  its  flexed 
knees,  than  with  the  SAIOON  dummy. 

Construction  Manual 

No  commenter  objected  to  the 
agency's  proposal  to  use  the  six-month- 
old  dummy's  construction  manual  for 
the  newborn  dummy.  However,  NHTSA 
has  decided  that  the  newborn  infant 
dummy  should  have  its  own 
construction  manual,  because  use  of  a 
different  dummy's  construction  manual 
might  be  confusing.  The  new 
construction  manual  is  also  clearer  than 
the  six-month-old  dummy  manual,  in 
that  it  references  the  specific  drawings 
for  the  newborn  infant  dummy. 

This  final  rule  does  not  have  any 
retroactive  effect.  Under  section  103(d) 
of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (Safety  Act;  15  U.SC. 
1392(d)),  whenever  a  Federal  motor 
vehicle  safety  standard  is  in  effect,  a 
state  may  not  adopt  or  maintain  a  safety 
standard  applicable  to  the  same  aspect 
of  performance  which  is  not  identical  to 
the  Federal  standard,  except  to  the 
extent  that  the  state  requirement 
imposes  a  higher  level  of  performance 
and  applies  only  to  vehicles  procured 
for  the  State's  use.  Section  105  of  the 
Safety  Act  (15  U.SC.  1394)  sets  forth  a 
procedure  for  judicial  review  of  final 
rules  establishing,  amending  or  revoking 
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Federal  motor  vehicle  safety  standards. 
That  section  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  suit 
in  court. 

Rulemakii^  Analyaaa  and  Noticea 

Execvtive  Order  12291  (Federal 
Begulation)  and  DOT  Regulatory 
Policies  and  Procedures 

The  agency  has  analyzed  the 
economic  and  other  effects  of  this  rule 
and  has  determined  that  they  are  neither 
"major"  within  the  meaning  of 
Executive  Order  12291  nor  "significant" 
within  the  meaning  of  the  Department 
of  Transportation  regulatory  policies 
and  procedures.  The  specifications  for 
the  newborn  dummy  are  intended  to 
facilitate  the  evaluation  of  crash 
protection  for  newborn  children  for 
research  purposes  only.  The  rule  would 
not  require  any  manufacturer  to  produce 
or  use  the  dummy.  Further,  the  addition 
of  the  newborn  infant  dummy  to  part 
572  will  not  require  any  manufacturer  to 
make  any  changes  to  any  child  restraint 
system.  The  dummy  would  not  be  used 
in  Standard  213  compliance  testing 
unless  the  agency  decided  to  do  so  after 
thoroughly  evaluating  and  discussing 
such  use  and  its  costs  and  other  impacts 
in  a  separate  rulemaking. 

The  agency  estimates  that  the 
newborn  test  dummy  can  be 
manufactured  for  $2,500  to  $5,000  per 
unit,  depending  on  the  manufacturer. 
Since  the  dummy  is  designed  to  be 
reusable,  its  cost  can  be  amortized  over 
a  number  of  tests.  The  materials  used  in 
the  dummy  are  obtainable  readily  and 
are  similar  to  the  materials  used  in  the 
six-month-old  dummy  described  in 
subpart  D  of  part  572.  For  these  reasons, 
the  agency  has  determined  that  the 
economic  effects  of  the  amendments  are 
so  minimal  that  a  full  regulatory 
evaluation  is  not  required. 

Regulatory  Flexibility  Act 

In  accordance  with  the  Regulatory 
Flexibility  Act,  NHTSA  has  evaluated 
the  effects  of  this  action  on  small 
entities.  There  are  several  child 
anthropomorphic  test  device 
manufacturers  currently  operating  in 
this  country.  Any  of  these 
manufacturers  could  fabricate  this 
dummy.  However,  only  one 
manufacturer.  First  Technology  Safety 
Systems,  ourently  has  direct  experience 
in  fabrication.  This  notice  neither 
requires  newborn  dummies  to  comply 
with  the  specifications,  nor  requires  the 
use  of  the  specified  dummy  in  child 
restraint  testing.  However,  the  agency 
anticipates  that  the  existence  of  the 
specifications  would  cause  purchasers 


seeking  newborn  dummies  to  select 
only  those  na%vbom  dummies  that  meet 
those  specifications.  NHTSA  beUeves 
that  use  of  the  dummy  would  not  affoct 
the  sales  or  use  of  other  ciurently- 
specified  part  572  child  dummies,  since 
those  dummies  would  continue  to  be 
used  in  testing  child  restraint  systems. 
Small  organizations  and  small 
governmental  jurisdictions  that  deal 
with  automotive  child  safety  would  not 
be  significantly  affected  since  the 
potential  cost  Increments  associated 
with  this  proposed  action  would  have 
negligible  effects  on  the  purchase  price 
of  applicable  child  restraint  systems.  If 
at  all. 

Based  upon  the  above  evaluation,  I 
certify  that  today's  amendment  to  part 
572  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  Accordingly, 
no  final  regulatory  flexibility  analysis 
has  been  prepared. 

Executive  Order  12612 

This  rule  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  it  has  been  tentatively 
determined  that  the  rule  does  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment. 

National  Environmental  Policy  Act 

The  ag«ncy  has  also  Analyzed  this  rule 
for  the  purpose  of  the  National 
Environmental  Policy  Act,  and 
tentatively  determined  that  it  would  not 
have  any  significant  impact  on  the 
quality  of  the  human  environment. 

Regulatory  Information  Number  (RIN) 

A  RIN  is  assigned  to  each  regulatory 
action  listed  in  the  Unified  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  each  year.  The  RflvT contained 
in  the  heading  of  this  document  can  be 
used  to  cross  reference  this  action  with 
the  Unified  Agenda. 

List  of  Subjects  in  49  OH  Pari  572 

Motor  vehicle  safety.  Incorporation  by 
reference. 

In  consideration  of  the  foregoing, 
NHTSA  amends  49  CFR  part  572  as 
follows: 


PAin-  S72-{AM£NOED] 

1.  The  authority  citation  for  part  572 
continues  to  read  as  follows: 

Authority:  IS  VS.C.  1392, 1401, 1403.  and 
1407;  delegation  of  authority  at  49  CFR  1.5a 


2.  Subpart  K,  consisting  of  §$  572.00 
through  572.91.  is  added  to  read  as 
follows: 
Subpert  K— Newborn  Mwil 

572.90  Incorporated  materials 

572.91  General  description 

Subpart  K—Nawbom  Infant 
IS72.90    IncofporaHonbyreNrenoa. 

(a)  The  drawings  and  specifications 
referred  to  in  S  572.91(a)  are  hereby 
incorporated  in  subpart  K  by  reference. 
These  materials  are  thereby  made  part  of 
this  regulation.  The  Director  of  the 
Federal  Register  approved  that  materials 
incorporated  by  reference  in  accordance 
with  5  U.S.C.  552(a)  and  1  CFR  part  51. 
Copies  of  the  materials  may  be 
Inspected  at  NHTSA's  Docket  Section. 
400  Seventh  Street.  SW.,  room  5109. 
Washington.  DC,  or  at  the  Office  of  the 
Federal  Register,  800  North  Capitol 
Street,  NW.,  suite  700.  Washington.  DC. 

(b)  The  incorporated  material  is 
available  as  follows: 

(1)  Drawing  numbers  126-0000 
through  126-0015  (sheets  1  through  3), 
126-0017  through  126-0027,  and  a  parts 
list  entitled  'Tarts  Ust  for  CAMI 
Newborn  Dummy,"  are  available  ftt>m 
Reprographic  Technologies.  1111 14th 
Street.  NW..  Washington.  DC  20005. 
(202) 628-€667. 

(2)  A  construction  manual  entitled, 
"Construction  of  the  Newborn  Infant 
Dummy"  (July  1992)  is  available  from 
Reprographic  Technologies  at  the 
address  in  paragraph  (b)(1)  of  this 
section. 

§572.91    General  description. 

(a)  The  representative  newborn  infant 
dummy  consists  of  a  drawings  and 
specifications  package  that  contains  the 
following  materials: 

(1)  Eh-awing  numbers  126-0000 
through  126-0015  (sheets  1  through  3), 
126-0017  through  126-0027.  and  a  parts 
list  entitled  "Parts  List  for  CAMI 
Newborn  Dummy";  and, 

(2)  A  construction  manual  entitled, 
"Construction  of  the  Newborn  Infant 
Dummy"  Quly  1992). 

(b)  The  structural  properties  of  the 
dummy  are  such  that  the  dummy 
conforms  to  this  part  in  every  respect 
both  before  and  after  being  used  in 
dynamic  tests  specified  in  Standard  No. 
213  of  this  chapter  (§  571.213). 

Issued  on  January  5. 1993. 
Marion  C  Blakey, 
Administrator. 
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This  SKiOflof  MM  FEDERAL  REGISTER 
contains  notiCM  to  Ih*  public  of  ttw  proposed 
issuance  o(  nji«s  and  raguiations.  The 
pufposa  of  these  notices  is  to  give  intaresled 
persons  an  opportunity  to  participate  in  the 
rule  maldng  prior  Id  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

AgricuMunri  MartwUno  Swvic* 

Agricunural  Stabilization  and 
Conservation  Servlca 

7  CFR  Part  29 
[Docket  No.  TB-92-42] 

Subpart  A— Policy  Statement  and 
Regulations  Governing  the  Extension 
of  Tobacco  Inspection  and  Price 
Support  Services  to  New  Matltets  ar>d 
to  Additional  Sales  on  Designated 
Maritets 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Proposed  rule. 

summary:  The  Department  is  proposing 

to  expand  the  geographical  area  of  a 
designated  tobacco  auction  market  from 
3  miles  to  5  miles  of  the  boundaries  of 
the  city  or  town.  This  would  allow  more 
flexibility  in  building  new  warehouses. 
In  many  markets  zoning  laws  and  the 
cost  of  land  make  it  impossible  to  build 
new  warehouses  within  the  3-fnile  limit. 
With  the  spread  of  residential 
development  and  other  businesses 
seeking  lower  cost  advantages,  it  has 
become  necessary  for  new  warehouses 
to  locate  further  outside  the  city  limits. 
DATES:  Comments  should  be  received  on 
or  before  February  8, 1993. 
ADDRESSES:  Send  comments  to  the 
Director,  Tobacco  Division.  Agricultural 
Marketing  Service  (AMSJ  United  States 
Department  of  Agriculture  (USDA), 
Room  502  Annex  Building.  P.O.  Box 
96456.  Washington,  DC  20090-6456. 
Comments  will  be  available  for  public 
inspection  at  this  location  during 
regular  business  hours. 
FOR  FURTHER  INFORMATION  CONTACT: 
Director.  Tobacco  Division.  AMS, 
USDA.  Room  502  Annex  Building.  P.O. 
Box  96456.  Washington.  DC  20090- 
6456.  Telephone  (202)  205-0567. 
SUPPLEMBITARY INFORMATXM:  Notice  is 
hereby  given  that  the  Department 
p.Tiposes  to  make  minor  revisions  of  the 


definition  "Designated  maiket"  in 
subpart  A.  §  2g.l(e). 

Tne  amendment  would  expand  the 
geographical  boundaries  of  tobacco 
auction  markets  designated  by  the 
Secretary  under  section  5  of  the  Tobacco 
Inspection  Act  to  that  geographical  area 
within  S  road  miles  of  the  boundary  of 
that  town  or  city.  It  would  also  aUQMf 
warehouses  in  eidstence  and  which 
received  price  support  and  inspection 
services  during  the  1992  marketing 
season  to  continue  to  operate  at  the 
same  location.  This  change  would  allow 
more  flexibihty  in  building  new 
warehouses.  In  many  markets  the  spread 
of  residential  development,  zoning  la%vs, 
and  the  cost  of  land  make  it  difficult  to 
build  new  warehouses  within  the  Snnile 
limit. 

This  proposed  rule  has  been  reviewed 
under  USDA  procedures  established  to 
implement  Executive  Order  12291  and 
Departmental  Regulation  1512-1  and 
has  been  determined  to  be  "nonmajor" 
because  it  does  not  meet  any  of  the 
criteria  established  for  major  rules 
under  the  Executive  Order. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778.  Civil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroactive  effect.  This 
proposed  rule  will  not  preempt  any 
State  or  local  laws,  regulations,  or 
policies,  unless  they  present  an 
irreconcilable  conflict  with  this  rule. 
There  are  no  administrative  procedures 
which  must  be  exhausted  prior  to  any 
judicial  challoi^  to  the  provisions  of 
this  rule. 

Additionally,  in  conformance  with 
the  provisions  of  the  Regulatory 
Flexibility  Act  (5  U.S.C  601  etseq.),  full 
consideration  has  been  given  to  the 
potential  economic  impact  on  small 
business.  Most  of  the  firms  which 
would  be  affected  by  this  rule  are  small 
businesses.  Small  ^ricultural  producers 
have  been  defined  by  the  Small 
Business  Administration  (13  CFR  121.2) 
as  those  having  gross  annual  revenues 
for  the  last  3  years  of  less  than  $500,000. 
and  small  agricultural  service  firms  are 
defined  as  those  whose  gross  annual 
receipts  are  less  than  $3,500,000.  The 
Administrator,  Agricultural  Marketing 
Service,  has  determined  that  this  action 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  Ttiis  proposed  rule  would  not 
substantially  affect  the  normal 


movement  of  the  commodity  in  the 
marketplace.  Compliance  with  this 
proposed  rule  would  not  impose 
substantial  direct  economic  cost, 
recordkeeping,  or  personnel  workload 
changes  on  small  entities,  and  would 
not  alter  the  market  share  of  competitive 

Ksitions  of  small  entities  relative  to  the 
ge  entities  and  would  in  no  way 
affect  normal  competition  in  the 
marketplace. 

The  Department  of  Agricuhure  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  groivth,  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
the  public  to  understand,  use  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  Notice. 

All  persons  who  desire  to  submit 
written  data,  views,  or  arguments  for 
consideration  in  connection  with  the 
proposal  may  file  them  with  the 
Director,  Tobacco  Division.  Agricultural 
Marketing  Service.  United  States 
Department  of  Agriculture.  Room  502 
Annex  Building,  P.O.  Box  96456. 
Washington.  D.C.  20090-6456.  not  later 
than  February  8. 1993. 

List  of  SubjecU  in  7  CFR  Part  29 

Administrative  practice  and 
procedure.  Advisory  committees. 
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Government  publications,  Imports, 
Pesticides  and  pests.  Reporting  and 
recordkeeping  requirements.  Tobacco. 

For  the  reasons  set  forth  in  the 
preamble,  it  is  proposed  that  the 
regulations  of  7  CFR  part  29  be  amended 
as  follows: 

PART  29— TOBACCO  INSPECTION 

Subpart  A— Policy  Statement  and 
Regulations  Governing  the  ExtenaJon 
of  Tobacco  Inspection  end  Pric* 
Support  Servicea  to  New  IMarketa  and 
to  Additional  Salea  on  Deaignated 
Marketa 

1.  The  authority  citation  for  subpart  A 
continues  to  read  as  follows: 

Authority:  Sec.  14, 49  Stat.  734,  as 
amended,  sec.  4. 62  Stat.  1070,  as  amended, 
7  U.S.C.  511m.  15  U.S.Q  714b.  Interpret  or 
apply  sec.  5. 62  Stat.  1072  sees.  101,  401, 
403, 63  Stat.  1051,  as  amended,  1054  as 
amended,  15  U.S.C  714c,  7  U.S.C.  1441. 
1421,1423. 

2.  Paragraph  (e)  of  §  29.1  would  be 
revised  to  read  as  follows: 

§29.1    Definitions 


(e)  Designated  market  means  an 
auction  market  designated  by  the 
Secretary  under  section  5  of  the  Tobacco 
Inspection  Act  including  the  town  or 
city  which  is  the  population  center  of 
the  market  and  whose  name  the  market 
bears  and  all  of  the  geographical  area 
within  5  road  miles  of  the  boundaries  of 
said  city  or  town  as  they  are  constituted 
on  January  1, 1993.  Fro vided,  That  any 
warehouse  beyond  these  boundaries 
which  received  tobacco  inspection  and 
price  support  services  during  the  1992 
marketing  season  shall  continue  to 
receive  such  services  at  the  same 
location  regardless  of  any  prohibition 
contained  herein:  And  further  provided. 
That  this  geographical  limitation  may  be 
waived  by  the  Secretary  after  a  hearing 
held  pursuant  to  §§  29.2  and  29.3. 

Dated:  December  29, 1992. 
Daniel  D.  Haley, 

Admintstratcr  Agricultural  Marketing 
Service. 
Keith  D.  Bierk, 

Administrator,  Agricuhural  Stabilization  and 
Conservation  Service. 
|FR  Doc  93-201  Filed  1-7-92;  8:45  ami 
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7  CFR  Part*  56  and  59 
(Docket  No.  PY-82-0011 
RIN  0581-AA6C 

Refrigeration  and  Labeling 
Requirementa  for  Shell  Egga 

agency:  Agricultiual  Marketing  Service, 

USDA. 

ACTION:  Proposed  rule;  extension  of 

comment  period. ^^ 

SUMMARY:  On  October  27, 1992.  the 
Agricuhural  Marketing  Service  (AMS) 
published  a  proposed  rule  with  request 
for  comments  in  the  Federal  Register 
(57  FR  48569).  The  proposal  would 
require  shell  eggs  to  be  stored  at  an 
ambient  temperature  at  45  "F  (7.2  °C)  or 
below  after  packing,  and  transported 
under  refrigeration  at  an  ambient 
temperature  of  45  "F  (7.2  "C)  or  below. 
The  proposal  also  contains  egg  carton 
labeling  requirements  to  remind 
consumers  to  keep  eggs  refrigerated. 
AMS  is  extending  the  comment  period 
to  March  29, 1993,  because  an  industry 
organization  requested  additional  time 
to  evaluate  the  proposed  rule. 
DATES:  Written  comments  must  be 
received  on  or  before  March  29, 1993. 
ADDRESSES:  Send  written  comments,  in 
duplicate,  to  Janice  L.  Lockard.  Chief, 
Standardization  Branch,  Poultry 
Division,  Agricultural  Marketing 
Service,  U.S.  Department  of  Agriculture, 
room  3944-South.  P.O.  Box  96456. 
Washington.  DC  20090-6456. 
Comments  received  may  be  inspected  at 
this  location  between  8  a.m.  and  4:30 
p.m  .  Eastern  Time.  Monday  through 
Friday,  except  holidays.  State  that  your 
comments  refer  to  Docket  No.  PY-92- 
001.  Comments  concerning  the 
information  collection  requirements 
contained  in  this  action  should  be  sent 
to  the  Office  of  Information  and 
Regulatory  Affairs.  Office  of 
Management  and  Budget,  Washington, 
DC  20603,  Attn:  Desk  Officer  for  the 
Agricultural  Marketing  Service,  USDA. 
FOR  FURTHER  INFORMATION  CONTACT: 
Janice  L.  Lockard,  Chief, 
Standardization  Branch  (202)  720-3506. 
SUPPLEMENTARY  INFORMATION:  On 
October  27, 1992,  AMS  published  a 
proposed  rule  in  the  Federal  Register 
(57  FR  48569)  to  amend  7  CFR  parts  56 
and  59.  The  amendments  would  require 
refrigeration  of  eggs  at  or  below  45  °F 
(7.2  °C)  after  they  are  packed  into 
containers  destined  for  the  ultimate 
consumer.  The  proposed  regulations 
would  also  require  that  such  containers 
be  labeled  to  indicate  that  refrigeration 
is  required. 

Since  the  publication  of  the  proposed 
rule,  an  industry  organization  has 


requested  additional  time  to  evaluate 
the  proposed  rule  and  make  comments. 
The  United  Egg  Producers  (UEP)  is 
initiating  an  independent  survey  of  egg 
production  facilities  to  determine  the 
most  efficient  and  cost-effective 
refrigeration  methods.  Various  time/ 
temperature  devices,  insulation 
materials,  and  cooling  units  are  being 
studied,  as  well  as  usage  of  holding  and 
pre-cooling  areas.  Also,  UEP  plans  to 
conduct  trial  runs  on  refrigerated 
transport  vehicles. 

UEP  has  requested  an  additional  90 
days  to  evaluate  the  results  of  the  sxm.'ey 
before  submitting  comments.  AMS  has 
determined  that  there  is  sufficient 
justification  for  extending  the  comment 
period  to  March  29, 1993. 

Dated :  December  31,1 992. 
Daniel  D.  Haley, 
Administrator. 
jFR  Doc.  93-326  Filed  1-7-93;  8:45  am) 
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7  CFR  Part  958 

[Docket  No.  FV-8a-093PRJ 

Oniona  Grown  In  Certain  Deaignated 
Counties  in  Idaho  and  Malheur  County, 
OR;  Reopening  of  Comment  Period  on 
Proposed  Rule 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Reopening  of  the  comment 

period. 

SUMMARY:  Notice  is  hereby  given  that 
the  time  period  for  filing  comments  is 
reopened  on  the  proposed  rule  for 
Idaho-Eastern  Oregon  onions  published 
in  the  October  6. 1992,  issue  of  the 
Federal  Register.  That  action  proposed 
amending  the  handling  regulation  to 
change  the  term  "pearl  onion"  and 
reduce  the  maximum  size  of  exempt 
pearl  onions.  This  action  provides 
additional  opportunity  for  comments, 
including  submitting  alternative 
proposals  to  the  proposed  rule. 
DATES:  Comments  must  be  received  by 
January  22, 1993. 
ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments 
concerning  this  proposal.  Comments 
must  be  sent  in  triplicate  to  the  Docket 
Clerk.  Fruit  and  Vegetable  Division, 
AMS.  USDA.  P.O.  Box  96456,  room 
2523-S.  Washington.  DC  20090-6456. 
Comments  should  reference  the  docket 
number  and  the  date  and  page  number 
of  this  issue  of  the  Federal  Register  and 
will  be  available  for  further  public 
inspection  in  the  Office  of  the  Docket 
Gerk  during  regular  business  hours. 
FOR  FURTHER  INFORMATION  CONTACT: 
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Gary  Olson,  Northwest  Marketing  Field 
Office,  1220  SW.  Third  Avenue,  room 
369.  Portland,  Oregon,  97204,  telephone 
(503)  326r-2724.  or  Robert  F.  Matthews, 
Marketing  Order  Administration 
Branch,  Fruit  and  Vegetable  Division, 
AMS,  USDA,  P.O.  Box  96456,  room 
2523-S,  Washington,  DC  20090-6456, 
telephone  (202)  690-0464. 
SUPPLEMENTARY  MFORMATION:  The 
proposed  rule  was  proposed  under 

Marketing  Agreement  Uo.  130  and    

Order  No.  958,  both  as  amended,  (7  CFR 
part  958)  (order),  regulating  the 
handling  of  onions  grown  in  Idaho  and 
Malheur  Ck)unty.  Oregon.  The  marketing 
agreement  and  order  are  authorized  by 
the  Agricultural  Marketing  Agreement 
Act  of  1937,  as  amended  (7  U.S.C  601- 
674),  hereinafter  referred  to  as  the  Act. 

The  proposed  rule  was  issued  on 
October  1. 1992.  and  published  in  the 
October  6. 1992,  Federal  Register  (57  FR 
45993).  It  proposed  to  amend  the 
handling  regulation  to  change  the  term 
"pearl  onions"  to  "pickler  onions"  and 
reduce  the  maximum  size  exemption  for 
such  onions  from  W*  inches  to  1  inch 
in  diameter.  Comments  were  requested 
from  October  6  through  November  5, 
1992.  Under  the  currant  handling 
regulation,  pearl  onions  as  large  as  1 V4 
inches  in  diameter  are  exempt  from 
grade,  size,  maturity,  assessment  and 
inspection  requirements,  while  other 
white  onions  more  than  1  inch  in 
diameter  must  meet  minimum 
requirements  in  these  areas.  The  action 
was  proposed  to  cover  onions 
competing  with  regulated  onions  and  to 
eliminate  the  ambiguity  over  which 
onions  are  exempt  and  which  onions  are 
regulated  by  establishing  a  new,  smaller, 
size  range  for  exempt  pearl  onions  that 
more  closely  follows  current  industry 
practice. 

One  comment  was  received  firom  a 
pearl  onion  producer/handler  in  Idaho 
objecting  to  the  proposed  change  for 
several  reasons.  The  commentor 
contends  that  The  industry  does  not 
genwally  consider  pearl  onions  to  be  ¥4 
inch  to  1  inch  in  diameter;  that  smallor- 
sized  pearl  onions  do  not  lend 
themselves  well  to  mechanical  topping 
and  packing  procedures,  and  do  not 
stcM«  well;  that  most  of  the  pearl  onion 
market  is  for  sizes  from  1  to  1 V4  inches 
in  diameter:  that  "pearl  onions"  should 
not  be  redefined  as  "pickler  onions"; 
that  pearl  onicms  up  to  IV4  inches  in 
diameter  do  not  cmnpete  with  other, 
regulated,  onion  supplies  in  the  market; 
and  that  the  proposed  regulation  could 
prevent  ^pment  of  smaller-sized  red 
and  yellow  pearl  onions.  The 
commentor  also  disagreed  with 
explanations  in  the  proposed  rule 


regarding  the  justification  for  a  1990 
rulemaking  action  whidi  increased  the 
size  of  exempt  pearl  onions  to  1 V4 
inches  in  diameter,  and  regarding 
cultural  practices  employed  in  the 
production  of  pearl  onions. 

The  U.S.  Department  of  Agriculture 
has  determined  that  it  is  in  the  pubUc 
interest  to  reopen  the  comment  period 
for  this  {Moposed  rule.  Such  action  Mriil 
provide  interested  persons  more  time  to 
review  this  proposed  rule  and  submit 
additional  written  views  and 
information  pertinent  to  the  proposed 
changes  and  on  any  alternative 
proposals.  Accordingly,  the  comment 
period  is  reopened  to  January  22. 1993. 

List  of  Subieds  in  7  CFR  Part  958 

Marketing  agreements.  Onions. 
Reporting  and  recordkeeping 
requirements. 

Authority:  Sees.  1-19, 48  Stat.  31,  as 
amended;  7  U.S.C  601-674. 

Dated:  December  31, 1992. 
Robert  C  Keeney, 

Deputy  Director,  Fruit  and  Vegetable  Division. 
(FR  Doc  93-325  Filed  1-7-93;  8:45  ami 
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FEDERAL  RESERVE  SYSTEM 

12  CFR  Perts  206, 21 1 .  end  225 

[Regutations  H,  K  and  Y;  Docket  No.  R- 
0792] 

Membership  of  Stste  Banking 
Institutions  bi  the  Federal  Reserve 
System;  tntemational  Banking 
Operations:  Bank  Holding  Companies 
and  Change  In  Bank  Control;  Criminai 
Referral  Report 

AGENCY:  Board  of  Governors  of  the 

Federal  Reserve  System. 

ACTXW:  Notice  of  proposed  rulemaking. 

SOMMARY:  An  interagency  task  force  has 
designed  a  uniform  multiagency 
criminal  referral  form  in  order  to 
facilitate  compliance  with  financial 
institutions'  criminal  activity  reporting 
requirements,  to  enhance  law 
enforcement  agencies'  ability  to 
investigate  and  prosecute  the  matters 
reported  in  the  criminal  referrals,  and  to 
develop  and  maintain  a  new  interagency 
database.  This  imifbrm  criminal  referral 
form  will  replace  the  various  criminal 
referral  forms  that  are  currently  being 
used  by  federal  bank,  thrift  and  credit 
union  regulatory  agencies  and  by 
financial  institutions.  The  purpose  of 
the  proposed  regulation  is  to  create  a 
uniform  criminal  referral  reporting 
requirement  for  all  domestic  and  foreign 
financial  institutions  operating  in  tiie 
United  States. 


DATES:  ConMneots  on  tUs  proposed 
regulation  must  be  reoeiYwi  by  February 
8. 1993. 

ADDRESSES:  Comments  should  be  sent 
to:  Bc»rd  of  Governors  of  the  Federal 
Reserve  System.  Mr.  William  Wiles, 
Secretary  of  the  Board,  20th  and  C 
Streets.  NW.,  Washington,  DC  20551. 
attention  Docket  No.  R-07g2. 
FOR  RMrmER  MFORMATION  CONTACT. 
Herbert  A.  Biem,  Deputy  Associate 
Director.  (202)  452-2620,  Richard  A. 
Small,  Special  Counsel,  (202)  452-5235, 
or  Mark  Leemon,  Senior  Attorney,  (202) 
452-5206,  Division  of  Banking 
Supervision  and  Regulation,  Board  of 
Governors  of  the  Federal  Reserve 
System,  20th  and  C  Streets,  NW., 
Washington,  DC  20SS1.  For  the  hearing 
impaired  only.  Telecommimication 
Device  for  the  Deaf  (TDD),  Dorothea 
Thompson,  (202)  452-3544,  Board  of 
Governors  of  the  Federal  Reserve 
System,  20th  and  C  Streets,  NW. 
Washington,  DC  20551. 

SUPPl-EMENTARY  MFORMATION: 

Backgroiuid 

The  federal  financial  institutions 
regulatory  agencies  are  the  Office  of  the 
Comptroller  of  the  Currency  (the 
"OCC"),  the  Board  of  Governors  of  the 
Federal  Reserve  System  (the  "Board"), 
the  Federal  Deposit  Insurance 
Corporation  (the  "FDIC").  the  Office  of 
Thrift  Supervision  (the  "OTS"),  and  the 
National  Credit  Union  Administration 
(the  "NCUA").  These  agencies  are 
charged  with  saf^uarding  the  safety 
and  soundness  of  financial  institutions 
with  operations  in  the  United  States, 
including  national  banks,  credit  unions, 
savings  associations,  state-diartered 
banks,  bank  and  thrift  holding 
companies  and  their  nonbank 
subsidiaries.  Edge  and  Agreement 
corporations,  and  all  U.S.  offices  of 
foreign  banks.  Pursuant  to  their 
respective  enabling  statutes,  these 
agencies  are  responsible  for  ensuring 
that  financial  institutions  apprise 
federal  law  enforcement  authorities  of 
any  violation  or  suspected  violaticm  of 
a  criminal  statute.  Fraud,  abusive 
insider  transactions,  check  kiting 
schemes,  money  laimdering  and  other 
crimes  can  cause  significant  financial 
losses,  pose  serious  threats  to  a  financial 
institution's  continued  viability  end.  if 
unchecked,  may  ujidermine  the  public 
confidence  in  the  financial  services 
industry.  The  law  enforcement 
commimity  needs  to  receive  timely 
information  regarding  criminal  and 
suspected  criminal  activity  that  is 
sufficiently  detailed  to  determine 
whether  investigations  and  prosecutions 
are  warranted. 
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The  Interagency  Bank  Fraud  Working 
Group  (the  "Working  Group")  was 
formed  in  1984  to  promote  interagency 
cooperation  toward  the  goal  of 
improving  the  federal  government's 
response  to  white  collar  crime  in 
financial  institutions.  The  Working 
Croup  now  consists  of  representatives 
from  twelve  federal  agencies,  including 
the  Board,  the  other  federal  financial 
institutions  regulators,  the  Federal 
Bureau  of  Investigation,  the  U.S.  Secret 
Service,  the  Department  of  Justice  and 
the  U.S.  Department  of  the  Treasury.  A 
subcommittee  of  the  Working  Group 
studied  the  criminal  referral  process  and 
developed  a  new  uniform  criminal 
referral  form  (the  "Form").  The  purpose 
of  the  Form  is  to  standardize  criminal 
referral  data  and  to  facilitate  its 
automation.  It  is  anticipated  that  the 
resulting  interagency  criminal  referral 
database  will  provide  information,  inter 
alia,  to  the  OCC.  the  Board,  the  FDIC. 
tlie  OTS.  the  NCUA,  the  Department  of 
Justice  and  the  U.S.  Department  of  the 
Treasury.  In  order  to  promote  use  of  the 
Form,  each  of  the  federal  financial 
institutions  regulatory  agencies  has 
decided  to  adopt  similar  regulations 
relating  to  the  filing  of  criminal  referral 
reports  in  specific  situations  and  the  use 
of  the  same  Form  in  the  making  of  such 
criminal  referral  reports.  The  new 
n^gulations  would  replace  requirements 
mandating  the  filing  of  criminal 
referrals  and  designating  separate 
agency  forms  for  such  referrals. 

Comments  are  sought  on  all  the 
provisions  contained  in  the  proposed 
regulation. 

Regulatory  Flexibility  Act 

The  Board  certifies  that  this  proposed 
regulation  will  not  have  a  significant 
financial  impact  on  a  substantial 
number  of  small  banks  or  other  small 
entities. 

Executive  Order  12291 

The  Board  has  determined  that  this 
proposed  regulation  is  not  a  "major 
rule"  and  therefore  does  not  require  a 
regulatory  impact  analysis. 

Paperwork  Reduction  Act 

In  accordance  with  section  3507  of 
the  Paperwork  Reduction  Act  of  1980, 
the  criminal  referral  report  regulation 
was  approved  under  authority  delegated 
to  the  Board  by  the  Office  of 
Management  and  Budget.  The  Board  has 
determined  that  the  regulation  does  not 
significantly  increase  lihe  burden  of  the 
reporting  institutions.  The  estimated 
average  burden  associated  with  the 
collections  of  information  contained  in 
a  criminal  referral  report  is 
approximately  .5  hour  per  respondent. 


The  burden  per  respondent  will  vary 
depending  on  the  nature  of  the  criminal 
activity  being  reported. 

Comments  concerning  the  accuracy  of 
this  burden  estimate  should  be  directed 
to  the  Herbert  A.  Biem,  Deputy 
Associate  Director,  Division  of  Banking 
Supervision  and  Regulation,  Mail  Stop 
175,  Federal  Reserve  Board,  20th  and 
Constitution  Avenue,  NW..  Washington, 
DC  20551. 

List  of  Subjects 

12  a-n  Part  208 

Accounting.  Agriculture,  Banks, 
Banking,  Confidential  business 
information.  Currency.  Federal  Reserve 
System,  Reporting  and  recordkeeping 
requirements.  Securities. 

12  CFH  Part  211 

Exports,  Federal  Reser\e  System. 
Foreign  banks.  Holding  companies. 
Investments,  Reporting  and 
recordkeeping  requirements. 

12  CFR  Part  225 

Administrative  practice  and 
procedure.  Banks,  banking.  Federal 
Reserve  System.  Holding  companies. 
Reporting  and  requirements.  Securities. 

For  the  reasons  set  forth  in  the 
preamble,  parts  208.  211.  and  225  of 
chapter  II  of  title  12  of  the  Code  of 
Federal  Regulations  are  amended  as 
follows: 

PARTS  20&-WEMBERSHIP  OF  STATE 
BANKING  INSTITUTIONS  IN  THE 
FEDERAL  RESERVE  SYSTEM 

1.  The  authority  citation  for  12  CFR 
part  208  continues  to  read  as  follows: 

Authority:  Sections  9. 11(a),  11(c).  19,  21, 
25  and  25(a)  of  the  Federal  Reserve  .^ct  (12 
U.S.C.  321-338.  248(a),  248(c).  461.  481-486, 
601.  and  611);  sections  4, 13())  and  38  oflhe 
Federal  Deposit  Insurance  Act,  as  amended 
(12  U.S.C.  1814. 1823(j),  and  1831o). 

2.  Section  208.20  is  added  to  read  as 
follows: 


Reports  of  crimes  srd  suspected 


§208.20 
crimes. 

(a)  Purpose.  This  section  applies  to 
known  or  suspected  crimes  involving 
state  member  banks.  This  section 
ensures  that  law  enforcement  agencies 
are  notified  by  means  of  criminal 
referral  reports  when  unexplained 
losses  or  known  or  suspected  criminal 
acts  are  discovered.  Based  on  these 
reports,  the  federal  government  will  take 
appropriate  measures  and  will  maintain 
an  interagency  database  that  is  derived 
from  these  reports. 

(b)  Institution-affiliated  party. 
Institution-affiliated  party  means  any 
institution-affiliated  party  as  that  term  is 


defined  in  Sections  3(u)  and  8(b)(3)  and 
(4)  of  the  FDL\  (12  U.S.C.  1813(u)  and 
1818(b)(3)  and  (4)). 

(c)  Reports  required.  A  state  member 
bank  shall  file  a  criminal  referral  report 
using  a  standardized  form  (the 
"Form").'  in  accordance  with 
instructions  for  the  Form,  in  every 
situation  where: 

(1)  The  state  member  bank  suspects 
one  of  its  directors,  officers,  employees, 
agents,  or  other  institution-affiliated  • 
parties  of  having  committed  or  aided  in 
the  commission  of  a  crime; 

(2)  There  is  an  actual  or  potential  loss 
to  the  state  member  bank  (before 
reimbursement  or  recovery)  of  more 
than  $1 ,000  where  the  state  member 
bank  has  a  substantial  basis  for 
identifjing  a  possible  suspect  or  group 
of  suspects  and  the  suspect(s)  is  not  an 
director,  officer,  employee,  agent,  or 
institution-affiliated  party  oflhe  state 
member  bank; 

(3)  There  is  an  actual  or  potential  loss 
to  the  state  member  bank  (before 
reimbursement  or  recovery)  of  $5,000  or 
more  and  where  the  state  member  bank 
has  no  substantial  basis  for  identifying 
a  possible  suspect  or  group  of  suspects; 

or 

(4)  The  state  member  bank  suspects 
that  a  monetary  transaction  uses  the 
financial  institution  as  a  conduit  for 
criminal  activity,  such  as  money 
laundering  or  structuring  transactions  to 
evade  the  Bank  Secrecy  Act  reporting 
requirements. 

(d)  Time  for  reporting.  (1)  A  state 
member  bank  shall  file  the  report 
required  by  paragraph  (c)  of  this  section 
no  later  than  30  calendar  days  after  the 
date  of  detection  of  the  loss  or  the 
known  or  suspected  criminal  violation 
or  activity.  If  no  suspect  has  been 
identified  within  30  calendar  days  aftei 
the  date  of  the  detection  of  the  loss  or 
the  known,  attempted  or  suspected 
criminal  violation  or  activity,  reporting 
may  be  delayed  an  additional  30 
calendar  days  or  imtil  a  suspect  has 
been  identified;  but  in  no  case  shall 
reporting  of  known  or  suspected  crimes 
be  delayed  more  than  60  calendar  days 
after  the  date  of  the  detection  of  the  loss 
or  the  known,  attempted  or  suspected 
criminal  violation  or  activity.  When  a 
report  requirement  is  triggered  by  the 
identification  of  a  suspect  or  group  of 
suspects,  the  reporting  period 
commences  with  the  identification  of 
each  suspect  or  group  of  suspects. 

(2)  When  a  state  member  bank  detects 
a  pattern  of  crimes  committed  by  an 
identifiable  individual,  the  state 
member  bank  shall  file  a  report  no  later 


'  CopiM  of  the  Form  are  available  from  the 
Federal  Reserve  Banks. 
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than  30  calendar  days  after  the 
aggregated  amount  of  the  crimes 
exceeds  $1,000. 

(.3)  In  situations  involving  violations 
requiring  immediate  attention  or  where 
a  reportable  violation  is  ongoing,  the 
state  member  bank  shall  immediately 
notif>'  by  telephone  the  appropriate  law 
enforcement  agency  and  the  appropriate 
Federal  Reserve  Bank  in  addition  to 
filing  a  timely  written  report. 

(e)  Reporting  to  State  and  local 
authorities.  State  member  banks  are 
encouraged  to  Fde  copies  of  the  Form 
with  State  and  local  authorities  where 
appropriate. 

(Q  Exceptions.  A  state  member  bank 
need  not  file  the  Form: 

(1)  For  those  robberies  and  burglaries 
that  are  reported  to  local  law 
enforcement  authorities;  and 

(2)  For  lost,  missing,  counterfeit  or 
stolen  securities  if  a  report  is  filed 
pursuant  to  the  reporting  requirements 
ofl7CFR240.17f-l. 

(g)  Retention  of  records.  A  state 
member  bank  shall  maintain  copies  of 
any  Form  that  it  filed  and  the  originals 
of  all  related  documents  for  a  period  of 
10  years  from  the  date  of  the  report. 

(h)  Notification  to  Board  of  Directors. 
The  management  of  a  state  member 
bank  shall  promptly  notify  its  board  of 
directors  of  any  report  filed  pursuant  to 
this  section. 

(i)  Penalty.  Failure  to  file  a  report  in 
accordance  with  the  instructions  on  the 
Form  and  this  regulation  may  subject 
the  state  member  bank,  its  directors, 
officers,  employees,  agents,  or  other 
institution-affiliated  parties  to 
supervisory  action. 

PART  211— INTERNATIONAL 
BANKING  OPERATIONS 

1.  The  authority  citation  for  12  CFR 
part  211  continues  to  read  as  follows: 

Authority:  Federal  Reserve  Act  (12  U.S.C. 
221  et  seq.y,  Bank  Holding  Company  Act  of 
1956.  as  amended  (12  U.S.C.  1841  etseq.). 
the  International  Banking  Act  of  1978.  as 
amended  (12  U.S.C.  3101  etseq):  the 
international  Lending  Supervision  Act  (12 
U.S.C.  3901  et  seq.y,  and  the  Export  Trading 
Company  Act  Amendments  of  1988  (title  III, 
Pub.  L.  100-418. 102  Stat.  1384  (1988). 

2.  Section  211.8  is  added  to  read  as 
follows: 

§  21 1 .8    Reports  of  crtmM  and  tuspected 
crimes. 

An  Edge  corporation  or  any 
subsidiary  or  an  Agreement  corporation 
or  any  subsidiary  shall  file  a  criminal 
referral  form  in  accordance  with  the 
provisions  of  §  208.20  of  the  Board's 
Regulation  H.  12  CFR  208.20. 


3.  Section  211.24  is  amended  by 
adding  a  new  paragraph  (i)  to  read  as 
follows: 

21 1 .24    Nonbanking  activttiss  of  foreign 
banking  organizations. 

(i)  Reports  of  crimes  and  suspected 
crimes.  A  branch  or  agency  or 
representative  office  of  foreign  bank 
operating  in  the  United  States  shall  file 
a  criminal  referral  form  in  accordance 
with  the  provisions  of  §  208.20  of  the 
Boards  RegulaUon  H.  12  CFR  208.20. 

PART  225— BANK  HOLDING 
COMPANIES  AND  CHANGE  IN  BANK 
CONTROL 

1.  The  authority  citation  for  12  CFR 
part  225  continues  to  read  as  follows: 

Authority:  Section  5(b)  of  the  Bank 
Holding  Company  Act  of  1956.  as  amended 
(12  U.S.C.  1844(b));  section  8  and  13(a)  of  the 
International  Banking  Act  of  1978  (12  U.S.C. 
3106  and  3108);  section  7(j)(13)  of  the 
Federal  Deposit  Insurance  Act,  as  amended 
by  the  Change  in  Bank  Control  Act  of  1978 
(12  U.S.C.  1817{j)(13));  section  8(b)  of  the 
Federal  Deposit  Insurance  Act  (12  U.S.C 
1818(b)):  and  the  International  Lending 
Supenision  Act  of  1983  (Pub.  L.  98-181,  title 
IX). 

2.  Section  225.4  is  amended  by 
adding  a  new  paragraph  (g)  to  read  as 
follows: 

§  225.4    Corporate  practices. 

(g)  Criminal  referral  report.  A  bank 
holding  company  or  any  nonbank 
subsidiary  thereof,  or  a  foreign  bank  that 
is  subject  to  the  BHC  Act  or  any 
nonbank  subsidiary  of  such  foreign  bank 
operating  in  the  United  States,  shall  file 
a  criminal  referral  form  in  accordance 
with  the  provisions  of  §  208.20  of  the 
Board's  Regulation  H.  12  CFR  208.20. 

Board  of  Governors  of  the  Federal  Reserve 
System.  December  28, 1992. 
WiUiam  W.  Wiles, 
Secretary  of  the  Board. 
IFR  Doc.  93-454  Filed  1-7-93;  8:45  am) 
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FEDERAL  DEPOSIT  INSURANCE 
CORPORATION 

12  CFR  Part  353 
RIN  3064-AA60 

Reports  of  Apparent  Crimes  Affecting 
Insured  Nonmember  Banks 

AGENCY:  Federal  Deposit  Insurance 

Corporation. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Federal  Deposit 
Insurance  Corporation  (FDIC),  in 


conjunction  with  an  interagency  task 
force,  has  designed  a  uniform  multi- 
agency  criminal  referral  form.  The  form 
will  facilitate  financial  institutions' 
compliance  with  criminal  activity 
reporting  requirements  and  will 
enhance  law  enforcement  agencies' 
ability  to  investigate  the  matters 
reported  in  criminal  referrals.  The 
information  from  the  form  also  will  be 
entered  into  a  new  interagency  data  base 
which  will  enhance  the  regulatory  and 
law  enforcement  agencies'  ability  to 
track  criminal  and  administrative  cases. 
The  uniform  criminal  referral  form, 
which  will  require  substantially  the 
same  information  as  is  now  collected,  is 
intended  to  replace  the  various  criminal 
referral  forms  currently  used  by  Federal 
bank,  thrift  and  credit  union  regulatory 
agencies  and  by  financial  institutions. 
The  purpose  of  this  proposed  rule  is  to 
implement  the  new  procedures  for 
completion  and  submission  of  the 
uniform  criminal  referral  form. 
Appendix  A  of  the  current  rule  is  being 
eliminated  to  avoid  the  necessity  of 
updating  the  regulation  with  each 
change  in  the  form.  Additionally,  under 
the  new  rule,  descriptions  of  situations 
requiring  reporting  are  contained  in  the 
body  of  the  regulation  rather  than  on  the 
form.  This  action  is  intended  to  improve 
reporting  of  crimes  relating  to  financial 
institutions  and  to  provide  uniform  data 
which  can  be  entered  into  the  new 
interagency  computer  data  base. 
DATES:  Comments  must  be  received  on 
or  before  March  9, 1993. 
ADDRESSES:  Send  comments  to  Hoyle  L. 
Robinson,  Executive  Secretary,  Federal 
Deposit  Insurance  Corporation,  550  17th 
Street.  NW..  Washington.  DC  20429. 
Comments  may  be  hand-delivered  to 
room  F-400.  1776  F  Street.  NW..  on 
business  days  between  8:30  a.m.  and  5 
p.m..  and  may  be  inspected  in  room  F- 
457  between  8:30  a.m.  and  5  p.m..  on 
business  days.  (Fax  number:  (202)  898- 
3838). 

FOR  FURTHER  INFORMATION  CONTACT: 
Eugene  Seitz.  Review  Examiner.  Special 
Activities  Section.  Division  of 
Supervision.  (202)  898-6793.  FDIC.  550 
17th  Street.  NW.,  Washington,  DC 
20429. 

SUPPLEMENTARY  INFORMATION: 

Paperwork  Reduction  Act.  The 
collection  of  information  contained  in 
this  rule  has  been  reviewed  and 
approved  by  the  Office  of  Management 
and  Budget  in  accordance  with  the 
requirements  of  the  Paperwork 
Reduction  Act  (44  U.S.C.  3501  et  seq.) 
under  control  number  3064-0077,  said 
clearance  in  effect  through  June  30, 
1994. 
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The  sstimated  annual  reporting 
burden  for  tbe  collection  of  infonnation 
in  the  regulations  is  sununarized  as 
follows: 

Number  of  Respondents:  6,500. 

Number  of  Responses  Per 
Respondeat:  1. 

Total  AnBual  Responses:  6,500. 

Hours  Per  Response:  0.6. 

Total  Annual  Burden  Hours:  3.900. 

Comments  concerning  the  accuracy  of 
this  burden  estimate  and  suggestions  for 
reducing  this  burden  should  be  directed 
to  the  Assistant  Executive  Secretary 
(Administration),  room  F-400,  Federal 
Deposit  Insurance  Corporatioa. 
Washington.  DC  20429.  and  to  the 
Office  of  Managemant  and  Budget. 
Paperwork  Rsdoction  Pro)ect  (3064- 
0077).  Washingtoo.  DC  20503. 

Background  Infwmation.  The  FDIC  is 
responsible  for  safeguarding  the  safety 
and  soundneas  <rf  insured  noamember 
banks,  including  insured  state-licensed 
branches  of  foreign  banks. 

Pursuant  to  the  enabbng  statutes,  the 
FDIC  is  respoBsiU*  for  ensuring  that 
insured  nonmember  banks  apprise 
Federal  law  enforcameot  authorities  of 
any  violation  or  suspected  violation  of 
a  criminal  statute.  Fraud,  abusive 
insider  traBsacticms.  dieck  kiting 
schemes,  money  laundering  and  other 
crimes  can  pose  serious  threats  to  a 
financial  institution's  continued 
viability  and.  if  unchecked,  may 
undermine  the  confidence  in  the 
financial  sendees  industry.  The  law 
enforcement  community  needs  to 
receive  timely  informatioD  regarding 
criminal  and  suspected  criminal  activity 
that  is  sufficiently  detailed  to  determine 
whether  investigations  and  prosecutions 
are  warranted. 

An  Interagency  Bank  Fraud  Working 
Group  (Working  Group)  was  formed  in 
1984  to  address  problems  and  to 
promote  cooperation  toward  the  goal  of 
improving  the  Federal  govemmott's 
response  to  white  collar  crime  in 
financial  institutions.  The  Working 
Group  now  consists  of  representatives 
fit)m  12  Federal  agencies,  including  the 
Federal  financial  institution  regulatory 
agencies,  the  Federal  Bureau  of 
Investigation,  the  Secret  Service,  the 
Department  of  Justice,  and  the 
Department  of  the  Treasury. 

A  subcommittee  of  the  Working 
Croup  studied  the  criminal  refarral 
process  and  developed  a  new  uniform 
criminal  referral  form  (the  Form).  The 
purpose  of  the  Form  is  to  standardize 
criminal  refarral  data  and  to  facilitate  its 
automation.  The  new  lonn  will  take  the 
place  of  tho  existing  "short"  and  "long" 
forms,  htti,  Ib  lubstanca.  witt  require  the 
same  infbrmation. 


The  information  oHitained  in  the 
criminal  referral  forma,  and  in  the 
agencies'  existing  computer  systems, 
will  serve  as  the  data  base  for  a  new 
computer  system  to  be  developed  and 
maintained  by  the  Financial  Crimes 
Enforcement  Network  (FuiCHM)  within 
the  Department  of  the  Treasury.  It  is 
anticipated  that  the  resulting 
interagency  criminal  referral  data  base 
will  provide  infonnation  to  the  FDIC, 
Resolution  Trust  Corporation  (RTC), 
Office  of  the  Comptroller  of  the 
Currency  (OCC).  the  Board  of  Governors 
of  the  Federal  Reserve  System  CBoord), 
the  Office  of  Thrift  Supervision  (OTS). 
the  National  Credit  Union 
Administratitm  (NCUA).  the  Department 
of  Justice  and  the  Department  of  the 
Treasury.  

Proposal.  The  FDIC  and  the  oth« 
Federal  financial  institution  regulatory 
agencies  pn^>ose  to  create  a  single 
uniform  criminal  referral  form  to  take 
the  place  of  the  existing  kng  and  short 
crimirud  refarral  forms.  This  should 
simplify  the  reporting  requirements  of 
insured  nonmember  banks  imder  12 
CFR  part  353.  In  addition,  the  agena'es 
have  designed  the  form  so  that  the 
information  collected  can  be  readily 
entered  into  a  new  criminal  referral  data 
base  to  be  developed  and  maintained  by 
FinCEN.  This  system  will  enhance  the 
regulatory  and  law  enforcement 
agencies'  ability  to  track  information 
pertaining  to  criminal  referrals  made  to 
the  law  enforcement  agencies,  as  well  as 
administrative  actions  taken  by  the 
Federal  financial  institution  regulatory 
agencies. 

Following  is  a  sectlon-by-section 
analysis  showing  the  modifications  to 
the  existing  regulation: 

Section  353.0 — Purpose  and  scope. 

Only  minor  changes  have  been  ntade 
in  this  section. 

Section  353.1 — Reports  and  records. 

This  section  has  been  modified  to 
more  clearly  identify  the  circumstances 
requiring  reports  and  to  add  the 
requirement  that  the  bank's  board  of 
directora  be  notified  of  any  report  filed 
pursuant  to  this  section. 

Appendix  A— Form  6710/06  and  6710/ 
06 A,  Beport  of  Apparent  Crime  (Short 
Form  and  Long  Form),  and  Instructions 
for  Its  Preparation  and  Filing. 

Appendix  A  of  the  current  rule  is 
being  eliminated  to  avoid  the  necessity 
of  updating  the  regulation  with  each 
change  in  the  form.  Additionally,  under 
the  new  rule,  descriptions  of  situations 
requiring  reporting  are  contained  in  the 
body  of  the  regulation  rather  than  on  tb« 
form. 


Regulatory  Flexibility  Act  Analysis 

Pursuant  to  section  605(b)  of  the 
Regulatory  flexibility  Act  (Pub.  L.  96- 
354,  5  U.S.C.  601  et  seq.),  the  FDIC 
certifies  that  the  proposed  amendment 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  already  are 
required  to  comply  with  the  reporting 
requirements  established  in  the  existing 
regulation,  and  this  proposed 
amendment  only  clarifies  those 
requirements. 

List  of  Subiada  ia  12  CFR  Part  353 

Banks,  Banking.  Crime,  Reporting  and 
recordkeeping  requirements. 

Few  reasons  set  out  in  the  preamble^ 
title  12,  part  353,  of  the  Code  of  Federal 
Regulations  is  proposed  to  be  revised  as 
follows: 

PART  35»-flEPOHTS  OF  APPARENT 
CRIMES  AFFECTING  INSURED 
NONMEMBER  BANKS 

S«c. 

3S3i)    Purpose  and  scope. 
353.1    Reports  and  records. 
Authority:  12  U.S.C.  1818.  ISIS. 

|35aJI   Pwpeaa antf seopaw 

The  purpose  of  this  part  is  to  reduce 
losses  to  insured  nonmember  banks 
resulting  fi'om  criminal  violations  of  the 
United  States  Code  by  requiring  prompt 
and  systematic  reports  by  such  banks  of 
such  crimes  or  attempted  crimes.  This 
part  applies  to  known,  attempted  or 
suspected  crimes  involving  or  affecting 
the  assets  or  affaira  of  insured 
nonmember  banks.  For  purposes  of  this 
part,  the  phrase  "known,  attempted  or 
suspected  crimes"  implies  that  there  is 
a  reasonable  basis  for  believing  that  a 
crime  has  occurred,  is  occurring,  or  may 
occur.  This  part  ensures  that  law 
enforcement  authorities  are  notified  by 
means  of  criminal  referral  reports  whmi 
unexplained  losses  or  known,  attempted 
or  suspected  criminal  acts  are 
discovered.  Based  on  these  reports,  the 
Federal  government  will  take 
appropriate  measures  and  wrill  maintain 
an  interagency  data  bese  that  is  derived 
from  these  reports. 

{353.1    Reports  and  recorda. 

(a)  Supplies  of  the  Interagency 
Criminal  Referral  Form  (the  Form)  may 
be  obtained  from  the  FDIC  regional 
office  (Division  of  Supervision),  which 
will  provide,  if  needed,  the  addresses  of 
the  investigatory  and  prosecuting 
authorities  with  which  reports  required 
by  this  part  are  to  be  filed.  An  insured 
nonmember  bank  shall  file  a  criminal 
referral  report  usii^  the  Form,  in 
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accordance  with  the  instructions  for  the 
Form,  in  every  situation  where: 

(1)  The  insured  nonmember  bank 
suspects  one  of  its  employees,  officers, 
directors,  agents,  or  other  institution- 
affiliated  parties  (as  defined  in  section 
3(u)  of  the  Federal  Deposit  Insurance 
Act  (12  U.S.C.  1813(u))  of  having 
committed  or  aided  in  the  commission 
of  a  crime  involving  the  insured 
nonmember  bank: 

(2)  There  is  an  actual  or  potential  loss 
to  the  insured  nonmember  bank  (before 
reimbursement  or  recovery)  involving 
$1,000  or  more  where  the  insured 
nonmember  bank  has  a  substtmtial  basis 
for  identifying  a  possible  suspect  or 
group  of  suspects  and  the  suspect(s)  is 
not  an  employee,  officer,  director,  agent, 
or  institution-affiliated  party  of  the 
insured  nonmember  bank; 

(3)  There  is  an  actual  or  potential  loss 
to  the  insured  nonmember  bank  (before 
reimbursement  or  recovery)  involving 
$5,000  or  more  and  where  the  insured 
nonmember  bank  has  no  substantial 
basis  for  identifying  a  possible  suspect 
or  group  of  suspects;  or 

H)  The  insiued  nonmember  bank 
suspects  the  existence  of  a  monetary 
transaction  involving  the  use  of  the 
insured  nonmember  bank  as  a  conduit 
for  criminal  activity  (such  as  money 
laundering  or  structuring  transactions  to 
evade  the  Bank  Secrecy  Act  reporting 
requirements). 

(d)(1)  An  insured  nonmember  bank 
shall  file  the  report  required  by 
paragraph  (a)  of  this  section  no  later 
than  30  calendar  days  after  the  date  of 
the  detection  of  the  loss  or  the  knov^m, 
attempted  or  suspected  criminal 
violation  or  activity.  If  no  suspect  has 
been  identified  within  30  calendar  days 
after  the  date  of  the  detection  of  the  loss 
or  the  known,  attempted  or  susp>ected 
criminal  violation  or  activity,  reporting 
may  be  delayed  an  additional  30 
calendar  days  or  luitil  a  suspect  has 
been  identiBed;  but  in  no  case  shall 
reporting  of  unidentified  suspects  be 
delayed  more  than  60  calendar  days 
after  the  date  of  the  detection  of  the  loss 
or  the  known,  attempted  or  suspected 
criminal  violation  or  activity. 

(2)  When  an  insured  nonmember  bank 
detects  a  pattern  of  crimes  committed  by 
an  identifiable  individual,  as  set  forth  in 
paragraph  (a)(2)  of  this  section,  the 
insured  nonmember  bank  shall  file  a 
report  no  later  than  30  calendar  days 
after  the  aggregate  amount  of  the  crimes 
exceeds  $1,000. 

(3)  In  situations  involving  violations 
requiring  immediate  attention  or  where 
a  reportable  violation  is  ongoing,  the 
insured  nonmember  bank  shall 
immediately  notify  by  telephone,  or 
other  expeditious  means,  the 


appropriate  law  enforcement  agency 
and  the  appropriate  FDIC  regional  office 
(Division  of  Supervision)  in  addition  to 
filing  a  timely  report. 

(c)  Insured  nonmember  banks  are 
encouraged  to  file  copies  of  the  Form 
with  state  and  local  authorities  where 
appropriate. 

(d)  An  insured  nonmember  bank  need 
not  file  the  Form; 

(1)  For  those  robberies,  burglaries  and 
larcenies  that  are  reported  to  law 
enforcement  authorities  and  for  which 
the  insured  nonmember  bank  maintains 
records  under  12  CFR  326.3(a)(2)(i);  and 

(2)  For  lost,  missing,  coimterfeit  or 
stolen  securities  if  a  report  is  filed 
pursuant  to  the  reporting  requirements 
ofl7CFR240.17f-l. 

(e)  An  insured  nonmember  bank  shall 
maintain  copies  of  any  Form  that  it  filed 
and  the  originals  of  all  related 
documents. 

(f)  The  management  of  an  insured 
nonmember  bank  shall  promptly  notify 
its  board  of  directors  *  of  any  report  filed 
pursuant  to  this  section.  The  board  of 
directors  shall  make  a  note  of  such 
reports  in  the  minutes  of  the  board  of 
directors'  meetings. 

By  order  of  the  Board  of  Directors. 

Dated  at  Washington,  DC,  this  27th  day  of 
October  1992. 

Federal  Deposit  Insurance  Corporation. 
Robert  E.  Feldmon, 
Deputy  Executive  Secretary. 
IFR  Doc.  93-453  Filed  1-7-93;  8:45  am] 

HUJNO  CODE  «n4-01-« 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 

14  CFR  Parts  21  and  29 

(Docket  No.  93-ASW-1 ;  Notice  No.  SC-93- 

1-SW] 

Special  Condition:  European 
Helicopter  Industries,  Ltd.  Model  EH- 
101  Helicopter,  Electronic  Instrument 
System 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Notice  of  proposed  special 
condition,  y 

SUMMARY:  This  notice  proposes  a  special 
condition  for  the  European  Helicopter 
Industries,  Ltd.  Model  EH-101 
helicopter.  This  helicopter  will  have  a 
novel  or  unusual  design  featiue 
associated  with  the  Electronic 


'  The  term  "board  of  directors"  includes  the 
managing  official  of  an  insured  state-licensed 
branch  of  a  foreign  bank  for  purposes  of  12  CFR 
353.0-353.t. 


Instrument  System.  The  appUcable 
regulations  do  not  contain  adequate  or 
appropriate  safety  standards  for  the 
protection  of  critical  function  systems 
from  the  effects  of  external  high 
intensity  radiated  fields  (HIRF).  This 
notice  contains  proposed  additional 
safety  standards  that  the  Administrator 
considers  necessary  to.  establish  a  level 
of  safety  equivalent  to  that  established 
by  the  airworthiness  standards  of  part 
29  of  the  Federal  Aviation  Regulations 
(FAR). 

DATES:  Comments  must  be  submitted  on 
or  before  Aprils,  1993. 
ADDRESSES:  Submit  comments  in 
duplicate  to  the  FAA,  Office  of  the 
Assistant  Chief  Counsel,  Attention: 
Rules  Docket  No.  93-ASW-l,  Forth 
Worth,  Texas  76193-0007,  or  deUver  in 
duplicate  to  the  Office  of  the  Assistant 
Chief  Counsel,  Building  3B,  room  158, 
4400  Blue  Mound  Road,  Forth  Worth, 
Texas. 

Comments  must  bo  marked  Docket 
No.  93-ASW-l.  Comments  may  be 
inspected  in  the  Rules  Docket 
weekdays,  except  Federal  holidays, 
between  8  a.m.  and  4  p.m. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Carroll  Wright.  FAA,  Rotorcraft 
Standards  Staff,  Regulations  Group,  Fort 
Worth.  Texas  76193-0111;  telephone 
(817)  624-5120. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  special  condition  by 
submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Communications  should  identify  the 
regulatory  docket  number  and  be 
submitted  in  duplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments  will  be  considered  by  the 
Administrator  before  taking  action  on 
this  proposal.  The  proposal  contained  in 
this  notice  may  be  changed  in  light  of 
comments  received.  All  comments 
submitted  will  be  available  in  the  Rules 
Docket  for  examination  by  interested 
persons,  both  before  and  after  the 
closing  date  for  comments.  A  report 
summarizing  each  substantive  public 
contact  with  FAA  personnel  concerning 
this  rulemaking  will  be  filed  in  the 
docket.  Persons  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  with  those  comments  a 
self-addressed,  stamped  postcard  on 
which  the  following  statement  is  made: 
"Comments  to  Docket  No.  93-ASW-l." 
The  postcard  will  be  date/time  stamped 
and  returned  to  the  commenter. 
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Rirop—n  Helicopter  Industries,  Ltd.. 
which  consists  of  Westlmd  Helicopters 
of  England  and  Agusta  Halicopters  of 
Italy,  submitted  appHcationa  for  type 
certificates  dated  September  20, 1988.  to 
the  F.\A  Brussels  Certification  Ofiioa 
through  the  Qvil  Airworthiness 
Authorities  of  the  United  Kingdom  for 
the  paasaager  carrying  v«r»on  of  the 
EH-101  and  through  the  Registro 
Aenmaatioo  ItaKano  of  Italy  for  tba 
utility  version.  The  passenger  version  is 
a  30  passenger,  long  rmge  helicoptw 
powered  by  three  GE  CTT  7-«A  enginea 
with  a  maximum  takeoff  wreight  of 
31,000  lbs.  The  utility  version  is  a  cargo 
or  mixed  passenger  and  cargo  hehcoptar 
that  difiers  prindpally  from  the 
pasaeoger  version  in  having  a  ramp  door 
incorporated  in  the  rear  fuselage. 

Type  Certifkaden  Basis 

The  certification  basis  established  tor 
the  Model  EH-101  helicopter  constsU  of 
FAR  29,  including  Amendments  29-1 
through  29-24.  and  14  CFR  parts  21  and 
36:  Amandaient  21-61  and  36-14. 

If  the  Administrator  finds  that  the 
applicable  airworthiness  regulations  do 
not  contain  adequate  or  appropriate 
safety  standards  for  the  Model  EH-101 
becau.se  of  novel  or  unusual  design 
features,  special  conditions  are 
prescribed  under  the  provisions  of 
§21.16  to  establish  a  level  of  safety 
equivalent  to  that  established  in  the 
regulations. 

Special  Conditions,  as  appropriate, 
are  issued  in  accordance  with  §  11.49 
after  public  notice,  as  required  by 
§§  11.28  and  11.29(b),  effiactive  October 
14. 1980.  and  become  a  part  of  the  tjrpe 
certification  basis,  as  provided  by 
21.101(bM2). 

Discussion 

The  European  Helicopter  Industries. 
Ltd.  Model  EH-101  helia»>ter.  at  the 
time  of  application,  was  identified  as 
incorporating  one  and  possibly  more 
electrical/electronic  systems  that  will  be 
performing  functions  critical  to  the 
continued  safe  flight  and  landing  of  the 
helicopter.  The  Ellectronic  Inslnunent 
System  displays  attitude,  flight  data, 
navigation  data,  engine,  and 
transmission  information.  The  display 
of  attitude,  altitude,  and  airspeed  is 
critical  to  the  continued  safe  flight  and 
landing  c;f  the  helicopter  for  instrument 
flight  rules  (IFR]  operations  in 
instrument  meteorological  conditions. 
When  the  design  is  finalized.  European 
Industries.  Ltd.  will  provide  the  FAA 
with  a  preliminary  hazard  analysis  that 
will  identify'  any  other  critical  hinctions 
performed  by  electrical/electronic 
systems. 


Recant  advancaa  m  tachnoJogy  have 
given  rise  to  the  applicatiao  in  aircraft 
designs  of  advanced  electrical/ 
electronic  systems  that  perfonm 
functions  required  for  coBtinned  safe 
flight  and  landing.  These  advanced 
systems  are  responsive  to  the  transient 
eRiects  of  induc»d  electrical  current  and 
voltage  caused  by  radiated  fields 
incident  on  the  external  surfsce  of  th« 
helicopter.  These  induced  transient 
currents  and  voltagea  Ctfi  degrade  iba 
perfMmanca  of  alectrical/alactronic 
systems  by  damaging  the  components  or 
by  upsetting  the  systems'  functions. 

Furthermore,  tlie  electromagnetic 
environment  has  undergone  a 
transformation  not  envisicand  by  the 
current  application  of  the  §  29.1309(a) 
reouirement.  Higher  energy  lev^ 
radiate  from  operational  transmittera 
that  are  currently  used  for  radar,  radio, 
and  television.  Also,  the  number  of 
transmitters  has  increased  significantly. 

Existing  aircraft  certification 
requirements  are  inappropriate  in  view 
of  these  technological  advances.  In 
addition,  the  FAA  has  received  reports 
of  some  significant  safety  incidents  and 
accidents  involving  military  aircraft 
equipped  with  advanced  electrical/ 
electronic  systems  when  they  were 
exposed  to  electromagnetic  radiation. 

The  combined  effects  of  the 
technological  advances  in  helicopter 
design  and  the  changing  environment 
have  resulted  in  an  increased  level  of 
vulnerability  of  the  electrical/electronic 
systems  required  for  the  continued  safe 
flight  and  landing  of  the  helicopter. 
Effective  measures  to  protect  these 
helicopters  against  the  adverse  effects  of 
exposure  to  HIRF  must  be  provided  by 
the  design  and  installation  of  these 
systems.  The  following  primary  factors 
contribute  to  this  increased  concern: 

(1)  The  increasing  use  of  sensitive 
electronics  that  perform  critical 
functions. 

(2)  The  reduced  electromagnetic 
shielding  afforded  helicopter  systems  by 
advanced  technology  airframe  materials, 

{3)  The  adverse  service  experience  of 
military  aircraft  using  these 
technologies,  and 

(4)  The  increase  in  the  number  and 
power  of  radio  frequency  emitters  and 
the  expected  increase  in  the  number  of 
these  transmitters  in  the  future. 

The  FAA  has  recognized  the  need  for 
aircraft  certification  standards  to  keep 
pace  with  the  developments  in 
technology  and  environment  and,  in 
1986,  initiated  a  high  priority  program 
to  (1)  determine  and  define  the 
electromagnetic  energy  levels;  (2) 
develop  and  describe  guidance  material 
for  design,  test,  and  analysis;  and  (3) 
prescribe  and  promulgate  regulatory 


standards.  The  FAA  partidpated  wHh 
industry  and  atrworthinaas  authorities 
of  other  oountriaa  to  develop 
internationally  recognizad  standarda  for 
certification. 

The  FAA  and  air%rorthines8 
authorities  of  other  countries  have 
established  a  level  of  HIRF  environment 
that  a  helicopter  could  be  exposed  to 
during  IFR  operatioBa. 

Whne  the  HIRF  requirements  are 
being  finahzed,  the  FAA  is  adopting 
special  conditioos  for  the  certification  of 
aircraft  that  employ  electrical/electronic 
systems  performing  critical  funcrions. 
llie  accepted  maximmn  energy  levels  in 
which  civilian  helicopter  system 
installations  must  be  capable  of 
operating  safely  are  based  on  surveys 
and  analysis  of  existing  radio  freqoanqr 
emitters.  This  special  condition  will 
require  that  the  helicopter's  electrical/ 
electronic  systems  and  its  associated 
wiring  harness  tw  protected  from  these 
eneiigy  levels.  These  externa)  threat 
levels  are  believed  to  represent  the 
worst-case  exposure  for  a  helicopter 
operating  IFR. 

The  defined  HIRF  environment 
specified  In  this  proposed  special 
condition  is  based  on  many  critical 
a.ssumptions:  among  these  is  that,  with 
the  exception  of  takeoff  and  landing  at 
an  airport,  the  aircraft  would  be  luit  fess 
than  500  feet  above  ground  level  (AGL). 
Helicopters  operating  under  visual  fhght 
rules  (VFR)  routinely  operate  at  less 
than  500  feet  ACL  and  perform  takeofEs 
and  landings  at  locations  other  than 
controlled  airpcnts.  Tberefore,  it  would 
be  expected  that  the  HIRF  environment 
experienced  by  a  beiioopter  operating 
VFR  may  exceed  the  given  environment 
by  100  percent  or  more. 

This  special  condition  will  require 
electrical/electronic  systems  that 
perform  critical  functions  to  meet  either 
a  defined  HIRF  environment  or  a  fi.xed 
value  using  laboratory  tests. 

In  order  to  meet  a  defined  HIRF 
environment,  the  applicant  may 
demonstrate  that  the  operation  and  the 
operational  capability  of  the  installed 
electrical/electronic  systems  that 
perform  critical  functions  are  not 
adversely  affected  when  the  aircraft  is 
exposed  to  the  HIRF  environment.  The 
FAA  has  determined  tliat  the 
environment  defined  in  Table  I  is 
acceptable  for  critical  functions  in 
helicopters  operating  not  less  than  500 
feet  AGL.  For  critical  functions  in 
helicopters  operating  at  altitudes  less 
than  500  feet  AGL,  additional  fedors 
must  be  considered. 

The  applicant  may  also  demonstrate 
by  a  laboratory  tests  'hat  the  electrical/ 
electronic  systems  that  perform  critical 
functions  will  withstand  a  peak 
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electromagnetic  field  strength  in  a 
frequency  range  of  10  KH.  to  IB  GH^  If 
laboratory  tests  are  used  to  show 
compliance  with  the  HIRF 
requirements,  no  credit  would  be  given 
for  signal  attenuation  due  to 
installation.  A  level  of  100  v/m  and 
fur&er  considerations,  such  as  an 
alternate  technology  backup  immune  to 
HIKF,  are  appn^uiate  for  critical 
functions  during  IFR  operations.  A  level 
of  200  v/m  and  further  considerations, 
such  as  an  alternate  technology  backup 
immune  to  HIRF,  are  more  appropriate 
for  critical  functions  during  VFR 
operations. 

A  preliminary  hazard  analysis  must 
be  performed  by  the  applicant  for 
approval  by  the  FAA  to  identify 
electrical/electronic  systems  that 
perform  critical  functions.  The  term 
"critical"  means  those  functions  whose 
failure  would  contribute  to  or  cause  a 
failure  condition  that  would  prevent  the 
continued  sals  fli^  and  landing  of  the 
helicopter.  The  systems  identified  by 
the  hazard  analysis  that  perfoim  critical 
functions  are  the  ones  required  to  have 
HIRF  protection. 

A  system  may  perform  both  critical 
and  noncritical  hmctions.  Primary 
electronic  flight  display  systems  and 
their  associated  components  perform 
critical  functions  such  as  attitude, 
altitude,  and  airspeed  indication.  The 
HIRF  requirements  would  only  apply  to 
the  critical  fcmctiaos. 

Compliance  with  HIRF  requirements 
will  be  demonstrrted  by  tests,  analysis, 
models,  similarity  with  existing 
systems,  or  a  cooibination  of  tlrase 
methods.  Service  ejqMrience  alone  will 
not  be  acceptable  since  mcb  experience 
in  normal  fli^t  operations  may  not 
include  an  exposure  to  HIRF.  Reliance 
on  a  system  with  similar  design  features 
for  redundancy  as  a  means  of  protection 
against  the  effects  of  external  HIRF  is 
generally  insufficient  since  all  elements 
of  a  redundant  system  are  likely  to  be 
concurrently  eiqKwed  to  the  fields. 

The  modulation  should  be  selected 
for  the  signal  most  likely  to  disrupt  the 
operation  of  the  system  under  test, 
based  on  its  design  diaract eristics.  For 
example,  flight  control  systems  may  be 
susceptible  to  3  H<  square  wave 
modulation  while  the  video  signals  for 
electronic  display  systems  may  be 
susceptible  to  400  Hz  sinusoidal 
modulation.  If  the  worst-case 
modulation  is  unknown  or  cannot  be 
determined,  defauh  modulations  may  be 
used.  Suggested  default  values  are  a  1 
KH,  sine  wave  with  80  percent  d^th  of 
modulation  in  the  frequency  range  from 
10  iCH<  to  400  MH.and  1  KH^  square 
wave  with  greater  than  90  percent  depth 
of  modulation  from  400  MH,  to  16  GH«. 


For  frequendas  where  the  uonodulated 
sigZMl  would  cause  deviaticms  from 
normal  oparatian,  several  difiarant 
modulating  signals  with  various 
waveforms  and  frequencies  should  be 
applied. 

Acceptable  system  performance 
would  be  attained  by  demonstrating  that 
the  critical  aspects  of  the  system  under 
consideration  continue  to  perform  its 
intended  function  during  and  after 
exposiue  to  required  electromagnetic 
fields.  Deviations  from  system 
specifications  may  be  acceptable  but 
need  to  be  independently  assessed  by 
the  FAA  for  eadi  af^licatian. 


Table  1.— Fieto  Strength  VoLTS^ylETEfl 
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Conclusion 

This  action  affects  only  certain 
unusual  or  novel  design  features  on  one 
series  of  helicopters.  It  is  not  a  rule  of 
general  applicability  and  affects  only 
Uie  manufacturer  who  applied  to  the 
FAA  for  approval  of  these  features  on 
the  affected  helicopter. 

List  of  Subjects  in  14  CFR  Parts  21  and 
24 

Aircraft,  Air  transpotatirai.  Aviation 
safety,  Rotorcraft,  Safety. 

The  authority  dtatitm  for  this  special 
condition  is  as  follows: 

AodMiity:  49  U.SXI  1344, 1348(c).  13S2, 
1354(a),  1355, 1421  through  1431, 1502. 
1651(bM2);  4t  (J.S.C  1857f-10.  4321  et  seq.: 
E.O.  11514;  49  U.S.C.  106(g). 

The  Proposed  Special  Condition 

Accordingly,  the  Federal  Aviation 
Administration  (FAA)  proposes  the 
following  special  condition  as  a  part  of 
the  type  certification  basis  for  the 
European  Helicopter,  Ltd.  Model  EH- 
101  helicopter. 

Protection  for  Electrical/Electronic 
Systems  From  Higft  Intensity  Radiated 
Fields. 

Each  system  that  performs  critical 
functions  must  be  designed  and 


installed  to  aesora  tiat  the  operatian 
and  operational  capabilities  of  these 
critical  functions  are  not  adversely 
afiected  when  the  helioopter  is  exposed 
to  hi^  int^sity  radiated  fields  external 
to  die  hehoopler. 

issued  io  Fort  Woith.  Texas,  on  December 
11, 1992. 

Heu7  A.  Amstrang, 
Acting  Maaager.  Botorcmft  Dinctomte 
Aircmfi  Certification  Service. 
(PR  Doc  93-366  Filed  1-7-03: 8:45  am] 
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14  CFR  Part  71 

[Alrapaoe  OocImI  fta.  t2-AWP-iq 

Propo8«d  EstaUtshnwnl  d  Transition 
Area;  Aubrey  CDffa,  AZ 

AGENCY:  Federal  Aviation 
Administration  (FAA).  DOT- 

ACnow:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  notice  proposes  to 
establish  a  9000  fool  mean  sea  level 
(MSL)  and  ri)ove  transition  area  near  the 
Grand  (Canyon  Very  High  Frequency 
Omnidirectional  Range/Tactical  Air 
Navigation  (VORTAC).  AZ.  This 
transition  area  would  provide  controlled 
airspace  for  aircraft  being  vectored  to 
the  final  approach  fix  at  the  Grand 
Canyon  Aiiport. 

DATES:  Ck>mments  must  be  received  on 
or  before  February  15, 1993. 

ADDRESSES:  Send  comments  on  the 
proposal  in  triplicate  to:  Federal 
Aviation  Administration,  Attn: 
Manager,  System  Management  Branch, 
AWP-530,  Docket  No.  92-AWP-19,  Air 
Traffic  Division,  P.O.  Box  92007. 
Worldway  Postal  Center,  Los  Angeles, 
California  90009. 

The  official  docket  may  be  examined 
in  the  Office  of  the  Assistant  Cbiei 
Counsel.  Western-Pacific  Region. 
Federal  Aviation  Administration,  room 
6W14, 15000  Aviation  Boulevard, 
Lawndale,  CA  90261. 

An  informal  docket  may  also  be 
examined  during  normal  business  hours 
at  the  Office  of  the  Manager,  System 
Management  Branch,  Air  Traffic 
Division  at  the  above  address. 

FOR  FURTHER  INFORMATION  CONTACT: 
Gene  Enstad,  Airspace  Specialist, 
System  Management  Branch,  AWP-530, 
Air  Traffic  Division,  Western-Pacific 
Region.  Federal  Aviation 
Administration,  15000  Aviation 
Boulevaod.  Lawndale,  California  90261. 
telephone  (310)  297-0010. 
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SUPPLEMENTARY  MfOmUTION: 
Comments  Invited 

Interested  parties  are  invited  to 
participate  in  this  proposed  rulemaking 
by  submitting  such  written  data,  views, 
or  arguments  as  they  may  desire. 
Comments  that  provide  the  factual  basis 
supporting  the  views  and  suggestions 
presented  are  particularly  helpful  in 
developing  reasoned  regulatory 
decisions  on  the  proposal.  Comments 
are  specifically  invited  on  the  overall 
regulatory,  aeronautical,  economic, 
environmental,  and  energy-related 
aspects  of  the  proposal. 
Communications  should  identify  the 
airspace  docket  number  and  be 
submitted  in  triplicate  to  the  address 
listed  above.  Commenters  wishing  the 
FAA  to  acknowledge  receipt  of  their 
comments  on  this  notice  must  submit 
with  the  comments  a  self-addressed, 
stamped  postcard  on  which  the 
follcwing  statement  is  made: 
"Comments  to  Airspace  Docket  No.  92- 
AVVP-19."  The  postcard  will  be  date/ 
time  stamped  and  returned  to  the 
commenter.  Ali  communications 
received  on  or  before  the  specified 
closing  date  for  comments  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposal  contained 
in  this  notice  may  be  changed  in  light 
of  comments  received.  All  comments 
submitted  will  be  available  for 
examination  in  the  System  Management 
Branch,  Air  Traffic  Division,  at  15000 
Aviation  Boulevard,  Lawn  dale. 
California,  both  before  and  after  the 
closing  date  for  comments.  A  report 
summarizing  each  substantive  public 
contact  with  FAA  personnel  concerned 
with  this  rulemaking  will  be  filed  in  the 
docket. 

AvaUabilityofNPRM'a 

Any  person  may  obtain  a  copy  of  this 
Notice  of  Proposed  Rulemaking  (NPRM) 
by  submitting  a  request  to  the  Federal 
Aviation  Administration,  System 
Management  Branch,  P.O.  Box  92007, 
Worldway  Postal  Center,  Los  Angeles. 
California  90009.  Communications  must 
identify  the  notice  munber  of  this 
NPRM.  Persons  interested  in  being 
placed  on  a  mailing  list  for  future 
NPRM's  should  also  request  a  copy  of 
Advisory  Circular  No.  11-2A  which 
describes  the  application  procedure. 

The  Proposal 

The  FAA  is  considering  an 
amendment  to  part  71  of  the  Federal 
Aviation  Regulations  (14  CFR  part  71)  to 
establish  a  9,000  foot  Mean  Sea  Level 
(MSL)  and  above  transition  area  near  the 
Grand  Canyon  VORTAC.  AZ.  This 
transition  area  would  be  known  as  the 


Aubrey  Cliffs  transition  area.  This 
proposed  transition  area  would  provide 
controlled  airspace  for  aircraft  being 
vectored  to  the  final  approach  fix  at  the 
Grand  Canyon  Airport.  Transition  areas 
are  published  in  Section  71.181  of  FAA 
Order  7400. 7 A.  dated  November  2, 
1992,  and  effective  November  27, 1992, 
which  is  incorporated  by  reference  in  14 
CFR  71.1.  The  transition  area  listed  in 
this  document  would  be  published 
subsequently  in  the  Order. 

The  FAA  has  determined  that  this 
proposed  regulation  only  involves  an 
established  body  of  technical 
regulations  for  which  frequent  and 
routine  amendments  are  necessary  to 
keep  them  operationally  current.  It, 
therefore  (1)  is  not  a  "major  rule"  under 
Executive  order  12291:  (2)  is  not  a 
"significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  10034,  February  26, 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  affect  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  71 

Aviation  safety.  Incorporation  by 
reference.  Transition  areas. 


Section  71.181  Designation  of 
Tmnsition  Areas 

AWP  CA  TA  Aubrey  Qiffs,  AZ  INEW) 

That  airspace  extending  upward  from 
9,000  feet  mean  sea  level  (MSL)  and  above 
bounded  on  the  north  by  the  southern  edge 
of  Victor  Airway  208/210  (V-208y210).  cm 
the  east  by  the  western  edge  of  V-257,  and 
on  the  south  by  the  northern  edge  of  V-291. 

Issued  in  Lot  Angeles,  California,  on 
December  14, 1992. 
Richard  R.  Lien. 

Manager.  Air  Traffic  Division.  Western-Pacific 
Fegfon. 
|FR  Doc.  93-367  Filed  1-7-93;  8:45  am] 
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14  CFR  Pan  71 

[AlrspM*  Docket  No.  91-ASW-27] 

Proposed  Revision  of  Transition 
Areas:  Lafayette,  LA;  BunWe,  LA; 
Eunice,  LA;  Opelousas,  LA 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACT>0N:  Withdrawal  of  notice  of 
proposed  rulemaking. 


The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me,  the  Federal 
Aviation  Administration  proposes  to 
amend  part  71  of  the  Federal  Aviation 
Regulations  (14  CFR  part  71)  as  foHowjs: 

PART  71— DESIGNATION  OF 
FEDERAL  AIRWAYS.  AREA  LOW 
ROUTES,  CONTROLLED  AIRSPACE, 
AND  REPORTING  POINTS,  JET 
ROUTES,  AND  AREA  HIGH  ROUTES 

1.  The  authority  citation  for  part  71 
continues  to  read  as  follows: 

Authority:  49  U.S.Q  app.  1348(a).  1354(a), 
1510;  E.O.  10854.  24  FR  9565,  3  CFR,  1959- 
1963  Comp.,  p.  389;  49  U.S.C.  106(g);  14  CFR 
11.69. 

7  J.I — (Amended) 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400.7A, 
Compilation  of  Regulations,  dated 
November  2, 1992,  and  effective 
November  27, 1992,  is  amended  as 
follows: 


SUMMARY:  This  notice  withdraws  the 
Notice  of  Proposed  Rulemaking 
(NPRM),  Airspace  Docket  No.  91-ASW- 
27,  which  was  published  in  the  Federal 
Register  on  November  5. 1991.  That 
notice  proposed  to  revise  the  transition 
areas  located  at  Lafayette,  Bunkie, 
Eunice,  and  Opelousas,  LA.  That 
proposal  was  necessitated  due  to  the 
revisions  to  the  standard  instrument 
approach  procedures  (SlAP),  caused  by 
the  relocation  of  the  Lafeyette  Very  High 
Frequency  Omninavigational  radio 
Range/Tactical  Air  Navigation 
(VORTAC)  to  a  site  on  the  Lafayette 
Regional  Airport. 

Since  the  NPRM  was  published  in  the 
Federal  Register  on  November  5, 1991, 
(56  FR  56481),  the  Terminal  Airspace 
Reclassification  Final  Rule,  pubUshed  in 
the  Federal  Register  August  27, 1992 
(57  FR  38962).  effected  the  necessary 
revisions  to  the  transition  areas  to 
provide  adequate  controlled  airspace  for 
aircraft  utilizing  instrument  approach 
procedures  at  the  Lafayette  Regional, 
Bunkie  Municipal,  Eunice,  and 
Opelousas/St.  Landry  Parish — Ahart 
Field  Airports,  making  this  proposal 
unnecessary. 

FOR  FURTHER  INFORMATION  CONTACT: 
Alvin  E.  DeVane,  System  Management 
Branch,  Department  of  Transportation. 
Federal  Aviation  Administration,  Fort 
Worth.  TX  76193-0530;  telephone:  (817) 
624-5535. 
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Tht  Proposed  &ul« 

On  November  5. 1991.  an  NTOM  was 
published  in  the  Federal  gagiilar  to 
revise  the  txansition  areas  located  et 
Lafayette,  Bimkie,  Eunice,  md 
Opelousas.  LA.  This  {uropoaal  was 
necessitated  due  to  the  revisions  to  the 
SIAP's,  caused  by  the  relocation  of  the 
Labyette  VORTAC  to  a  site  on  the 
Lafeyette  Regional  Airport  The 
Terminal  Airspace  Reclassification 
Final  Rule,  published  in  the  Federal 
Register  August  27. 1992  (57  FR  38962). 
effected  the  necessary  revisions  to  the 
transition  areas,  making  this  proposal 
unnecessary. 

List  of  Sulked  m  14  CFR  Part  71 

Aviation  safsty.  faxxnporatian  by 
reference.  Transition  areas. 

The  Withdrawal 

Accordingly,  pursuant  to  the 
authority  delegated  to  me.  the  NPRM. 
Airspace  Docket  No.  91-ASW-27,  as 
published  in  the  Federal  Register  on 
November  5. 1991  (56  FR  56481].  is 
hereby  vdthdravm. 

Authority:  49  U.S.C.  app.  1348(a).  1354(a). 
1510;  E.0. 10854, 24  FR  9565, 3  CFR,  1959- 
1963  Comp.,  p.  389;  49  U.S.C  106(g);  14  CFK 
11.69. 

issued  in  Forth  Woflh,  TX  on  December  15, 
1992. 

Larry  L.&aig, 

Manager.  Air  Tronic  Division  Soulh¥tfest 
Region. 

|FR  Doc  93-369  Filed  1-7-93;  8:45  ami 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

17  CFR  Part  270 

[Relaaae  No.  iC-19204,  bitemattonel  Seriea 
Release  No.  517;  FHe  No.  S7-1-63] 

RIN323S-AE47 

Exemption  of  Acquiaittona  of 
Securitiea  laauad  by  Paraona  Engagad 
in  Securitiea  Related  Buainaaaaa 

AQENCY:  Securities  and  Exchange 

Commission. 

ACTION:  Proposed  rule  amendments  and 

request  for  comment 

StMMARY:  The  Commission  is 
publishing  for  comment  proposed  rule 
amendments  that  would  eliminate  a 
number  of  conditions  that  today  must  be 
for  acquisitions  by  a  registered 
investment  company  of  the  securities  of 
securities  related  businesses,  both 
domestic  and  foreign,  tiius  simplifying 
the  conditions  for  exemptive  relief  that 
would  be  required  to  be  met  under  die 


rule.  The  revised  rule  aroeodments 
would  provide  investment  compenies 
more  flexibility  in  making  su(^ 
acquisitions  and  tvould  permit 
ccHnpanies  to  pursue  a  broader  range  of 
investment  ok^ectivea. 
DATES:  Comfflmts  iMist  be  received  on 
or  beiore  March  9, 1993. 
AOOnesSES:  Comments  riaould  be 
submitted  in  triplicate  to  ^athan  G. 
Katz,  Secretary,  Seauities  and  Exchange 
Commission,  450  Fifth  Street,  NW.. 
Washington.  DC  Z0549.  AH  comment 
letters  d^ouid  refarto  IHile  No.  S7-1-93. 
All  comments  received  wiH  be  available 
for  public  inspection  end  copying  in  the 
Commission's  Public  Reference  Room, 
450  Fifth  Street,  NW.,  Washington,  DC 
20549. 

FOR  FURTMSt  INFORMATION  CONTACT: 
L.  Bryce  Stovell.  Senior  Special 
Counsel,  or  Diane  Blizzard.  Deputy 
Chief,  both  at  (202)  272-2048.  Office  of 
Regulatory  Policy,  Division  of 
Investment  Management,  Securities  and 
Exdiange  Commission.  450  Fifth  Street. 
NW„  Washington.  DC  20549. 
SUPPLEMENTARY  INFORMATK)N:  The 
Commission  is  seeking  public  comment 
on  revised  proposed  amendments  to 
rule  12d3-l  (17  CFR  270.12d3-l)  under 
the  Investment  Company  Act  of  1940 
(15  U.S.C  80a).  These  amendments 
would  eliminate  certain  "qualitative" 
conditions  that  the  rule  now  imposes  on 
acquisitions  by  registered  investment 
companies,  and  companies  they  control, 
of  the  seciirities  of  businesses  engaged 
in  securities  related  activities,  both 
domestic  and  foreign.  The  rule, 
however,  would  continue  not  to  exempt 
a  registered  investment  company's 
acquisition  of  a  general  partnership 
interest  or  of  any  security  issued  by  the 
investment  adviser,  promoter,  or 
piindpal  underwriter  of  the  company, 
or  any  affiliated  person  of  such  adviser, 
promoter,  or  underwriter.  In  addition, 
the  rule  would  retain  certain 
"quantitative"  conditions  on 
investments  in  securities  related 
businesses. 

Executive  Summary 

Section  12(d)(3)  (15  U.S.C.  SOa- 
12(d)(3)),  «vith  limited  exceptions, 
prohibits  a  registered  investment 
company  and  companies  it  controls 
from  acquiring  any  security  of.  or  any 
other  interest  in,  a  securities  related 
business,  such  as  a  broker,  dealer, 
underwriter,  or  iirvestment  adviser.  Rule 
12d3-l  exempts  certain  acquisitions. 
Businesses  that  have  derived  fifteen 
percent  or  less  of  dieir  gross  revenues  in 
their  most  recent  fiscal  year  from 
securities  related  activities  are  deemed 
by  the  rule  not  to  be  secmitiee  rektad 


businesses.  Aioquiettiona  of  securities 
issued  by  businaases  that  exceed  the 
fifteen  percent  limitation  are  exempt 
under  the  rule  provided  that  the 
acquisition  meats  certain  "qualitative" 
conditions:  Hw  securities  acquired,  if 
equity  securities,  must  be  "margin 
seauities"  undw  Federal  Reserve  Board 
RegulatioD  T  (17  CFR  220.1)  or.  if  debt 
securities,  must  be  investment  grade  as 
detennined  by  die  acquiriiig  company's 
board  of  directors.  In  adtlition.  wch 
acquisitions  must  meet  "quantitative" 
conditions;  they  must  involve  not  too 
large  a  percentage  of  the  acquiring 
company's  assets,  or  of  the  acquired 
business'  equity  or  debt  securities. 

The  rule,  however,  does  not  ex«npt 
the  acquisition  of  a  general  partnership 
interest  in  a  securities  related  business, 
or  any  security  issued  by  an  investment . 
adviser,  promoter,  or  principel 
underwriter  of  the  acquiring  company 
or  any  affiliated  person  thereof. 

In  1989.  the  Commission  proposed 
amendments  to  rule  12d3-l  that  were 
designed  to  facihtats  the  acquisition  of 
the  ecpity  securities  of  foreign  securities 
related  businesses  by  registered 
investmuit  companies.^  The 
amendments  provided  alternative 
conditions  for  the  equity  securities  of 
foreign  seciuities  related  businesses  that 
could  not  meet  the  qualitative  "margin 
securities"  requirement  of  rule  12d3-l 
in  its  current  larm.  While  all  five 
conunenters  on  the  proposed  rule 
amendments  g^ierally  supported  the 
Qanmission's  initiative  to  ease  the 
rule's  requirements,  tfaey  criticized  the 
specific  qualitative  conditions. 

In  response  to  the  comments,  the 
Commission  has  re-examined  the 
conditions  of  rule  12d3-l  in  light  of  the 
purposes  underlying  section  12(d)(3), 
and  changes  in  the  manner  in  which  the 
securities  business  has  been  conducted, 
both  in  the  United  States  and  in  foreign 
countries,  since  1940.  As  a  result  of  this 
re-examination,  the  Commission  is 
proposing  revised  amendments  to  rule 
12d3-l  that  would  greaUy  simplify  the 
rule.  The  revised  proposed  amendments 
would  elimir.ate  entirely  the  qualitative  _ 
conditions  of  the  rule.  "1116  qualitative 
conditions  primarily  reflected  a  coocem 
with  certain  risks  of  investments  in 
securities  related  businesses  which,  we 
believe,  is  adequately  addressed  by  the 
requirement  that  a  registered  investment 
company  may  not  purchase  a  general 
partnership  interest  in  a  securities 
related  business.  To  a  lesser  extent,  the 
qualitative  conditions  also  reflected  an 


•  Sot  AcquisMoB*  bjr  RagislarMl  biTMtmanl 
CompaniM  ofdM  SqaMy  SKBritiOT  of  Fontgn 
SwwitiM FinM, hiiuiliiit  Campur  Ad  Hal— ii- 
No.  17096  (Aug.  3. 19S9)  (54  FR  33027.  Aug.  11. 
19891  ri9e9  PropoMi"). 
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attempt  to  minimize  any  bann  that 
could  occur  through  the  risks  of 
reciprocal  practices  and  conflicts  of 
interest  The  Commission  believes  that 
such  risks  may  be  addressed  adequately 
by  the  quantitative  conditions,  by  the 


security"  as  defined  in  Regulation  T 
promulgated  by  the  Board  of  Governors 
of  the  Federal  Reserve  System.*  Any 
debt  security  of  the  issuer  must,  at  the 
time  of  acquisition,  be  investment  grade 
as  determined  by  the  acquiring 


condition  prohibiting  the  acquisition  of      company's  board  of  directors^ 


any  security  issued  by  persons  with 
certain  business  relationships  with  the 
acquiring  company,  and  by  existing 
disclosure  requirements  for  registered 
investment  companies. 

I.  Background 

Section  12(d)(3)  makes  it  unlawful  for 
any  registered  investment  company  and 
any  company  or  companies  controlled 
by  such  registered  investment  company 
to  purchase  or  otherwise  acquire  any 
security  issued  by  or  any  other  interest 
m  the  business  of  any  person  who  is  a 
broker,  a  dealer,  is  engaged  in  the 
business  of  underwriting,  or  is  either  an 
investment  adviser  of  an  investment 
company  or  an  investment  adviser 
registered  under  the  Investment 
Advisers  Act  of  1940.* 

Rule  12d3-l  provides  a  conditional 
exemption  ht>m  section  12(d)(3).  The 
rule  exempts  purchases  of  the  securities 
of  any  entity  that  derived  fifteen  percent 
or  less  of  its  gross  revenues  from 
securities  related  activities  ^  in  its  most 
recent  fiscal  year,  unless  the  acquiring 
company  would  control  the  person  after 
the  acquisition.*  The  rule  also  exempts 
acquisitions  of  the  securities  of  a  person 
that  derived  more  than  fifteen  percent  of 
Its  gross  revenues  from  securities  related 
activities  in  its  most  recent  fiscal  year, 
if  certain  qualitative  and  quantitative 
conditions  are  met. 

The  qualitative  conditions  differ 
depending  on  whether  the  security  to  be 
acquired  is  an  equity  security  or  a  debt 
sesurity.  Any  equity  security  must,  at 
the  time  of  acquisition,  be  a  "margin 


'These  prohibitions  do  not  apply  to  the 
acquisition  of  the  securities  of  a  corporation  all  the 
ciilstar.ding  seouilies  of  which  (other  than  short- 
tenn  paper,  seoirities  representing  bonk  loans,  and 
directors  qualifying  shares)  are,  or  after  such 
acquisition  will  be,  owned  by  one  or  more 
registered  investment  companies,  if  such 
corporation  is  primarily  engaged  in  the  business  of 
underwriting  and  distributing  securities  issued  by 
other  persons,  selling  securities  to  customers,  or 
any  one  or  more  of  such  or  related  activities,  and 
the  gross  income  of  such  person  normally  is  derived 
principally  from  such  business  or  related  activities. 
<>ce  sections  12(d)(3)(A).  (B)  (19  U.S.C  80a- 
12(dM3MA}. -12(d)(3)(B).  Thus,  section  12(d)(3) 
does  not  prohibit  an  investment  company  from 
acquiring  securities  of  a  wholly-owmed 
underwriting  subsidiary. 

'Rule  12d3-1(d)(l)  defines  "securities  related 
activities"  a*  a  person's  activities  as  a  broker,  as  a 
dealer,  from  the  business  of  underwriting,  as  an 
investment  adviser  registered  under  the  Investment 
Advisers  Act  of  1940,  as  amended,  or  as  an 
investment  adviser  to  a  regisleied  inveslmenl 
company. 

«Rul«I2d3-lia).. 


Under  the  quantitative  conditions, 
immediately  after  the  acquisition  the 
acquiring  company  may  own  not  more 
than  five  percent  of  any  class  of  the 
issuer's  equity  securities,  nor  more  than 
ten  percent  of  the  outstanding  principal 
amount  of  the  issuer's  debt  securities.' 
In  addition,  immediately  after  the 
acquisition  the  acquiring  company  may 
have  invested  not  more  than  five 
percent  of  the  value  of  its  total  assets  in 
the  securities  of  an  issuer." 

Certain  other  conditions  apply  to  any 
acquisition,  even  where  an  issuer  is 
engaged  in  only  a  limited  amount  of 
securities  related  activities.  The  rule 
does  not  exempt  the  acquisition  of  a 
general  partnership  interest  in  a 
securities  related  business,  nor  does  it 
exempt  the  acquisition  of  any  security 
issued  by  the  company's  investment 
adviser,  promoter,  or  principal 
underwriter  or  any  affiliated  person  of 
such  investment  adviser,  promoter,  or 
principal  underwriter  that  is  a  securities 
related  business  (unless  otherwise 
permitted  under  sections  12(d)(3)  (A) 
and  (B))." 

The  Commission's  1989  proposal 
attempted  to  address  the  situation  of 
registered  investment  companies  that 
wished  to  acquire  the  equity  securities 


'Rule  I2d3-1  (b)(4).  In  1990,  Regulation  T  was 
amended  to  permit  the  marginability  of  certain 
foreign  equity  and  debt  securities.  See  Credit  by 
Brokers  and  Dealers;  Accommodation  of  Settlement 
and  Clearance  of  Foreign  Securities,  55  FR  11158 
(Mar  21. 1990).  Under  these  amendments,  foreign 
equity  securities  are  eligible  for  margin  treatment  if 
they  have  been  traded  for  at  least  six  months  on  an 
exchange  or  in  a  recognized  foreign  securities 
market  and  if  they  meet  certain  requirements  as  to 
availability  of  price  information,  market  value, 
trading  volume  and  the  like.  Foreign  debt  securities 
are  marginable  if  they  meet  certain  criteria  as  to  size 
of  the  original  issue,  if  the  issue  is  no!  in  default 
as  to  (>aymcnts  of  principal  or  interest,  and  if  the 
issue  meets  certain  rating  criteria. 

"Ru!e12d3-1(b)(5). 

'Sw rule  12d3-l(b)(l)  and  (b)(2). 

•Seenile  12d3-1(b)(3).  The  quantitative 
conditions  of  rule  12d3-l  are  derived  from  the 
proviso  in  a  predecessor  rule,  rule  12d-1,  that  the 
registered  investment  company  and  ceriain  related 
companies  together  own  no  more  than  10%  of  the 
total  outstanding  voting  stock  of.  or  proprietary 
interest  in,  a  company  engaged  in  securities  related 
activities.  See  Conditional  Exemption  of  Certain 
l^lrchase>  or  Acquisitions  of  Securities  from  the 
Prohibitions  of  section  12|dX3)  of  the  Investment 
Company  Act  of  1940,  Investment  Company  Act 
Release  No.  4044  (Sept.  4. 1964)  (29  FR  12915,  Sept. 
IS,  1964)  (adopting  rule  12d-1). 

"Rule  12d3-1(c).  The  exemption  for  acquisitions 
of  the  securities  of  a  wholly-owned  underwriting 
subsidiary  in  sections  12(d)(3)  (A)  and  (B)  is 
discussed  supia  note  2. 


of  foreign  securities  firms  by  providing 
an  alternative  to  the  qualitative 
condition  that  any  equity  seciuity  be  a 
margin  security  at  the  time  of 
acquisition.  This  requirement  in  most 
cases  would  not  have  been  met  by  the 
equity  securities  of  foreign  securities 
firms.  The  proposed  amendments 
sought  to  permit  such  acquisitions  by 
allowing  acquiring  companies  to 
comply  with  the  margin  security 
requirement,  or  with  a  substitute  set  of 
criteria  patterned  after  the  margin 
requirements  but  tailored  to  foreign 
markets.  These  criteria  related  to  the 
nature  of  the  equity  security,  its  issuer, 
and  the  market  for  the  security. 

First,  the  proposed  amendments 
would  have  imposed  alternative 
conditions  related  to  the  security's 
marketability,  requiring,  among  other 
things,  the  equity  security  to  have  been 
listed  on  an  exchange  for  at  least  six 
months  prior  to  the  acquisition. 

Second,  the  proposed  amendments 
would  have  required  that  the  issuer  of 
the  equity  security  have  made  public  all 
information  that  was  required  to  make 
public  in  its  home  country  since  the 
beginning  of  its  last  fiscal  year,  and  have 
filed  with  any  stock  exchange  on  which 
its  securities  were  traded  the  filings 
required  by  that  exchange  during  that 
period.  The  proposed  amended  rule  set 
out  several  other  conditions  concerning 
the  nature  of  the  equity  security,  its 
issuer,  and  the  market  in  which  the 
security  was  traded. 

Third,  the  proposed  amendments 
would  have  required  that  an  equity 
security  of  a  foreign  securities  related 
business  be  listed  on  a  "qualified 
foreign  exchange"  meeting  certain 
requirements  as  to  structure,  size,  and 
stability.  For  example,  to  assure  a  depth 
of  market  comparable  to  that  of  United 
States  national  securities  exchanges,  the 
qualified  foreign  exchange  would  have 
been  required  to  have  had  an  annual 
trading  volume  in  stocks  totalling  at 
least  $7.5  bijlion  in  the  year  preceding 
the  acquisition. 

All  five  commenters  on  the  1989 
proposal  generally  supported  the 
Commission's  initiative,  but  argued  that 
several  of  the  proposed  conditions 
would  be  burdensome  and  unworkable. 
Some  argued  that  the  Commission 
should  not  impose  any  specific 
qualitative  conditions.  In  response,  the 
Commission  has  re-examined  the  scope 
of  the  proposal  in  light  of  the  purposes 
of  section  12(d)(3)  and  now  proposes  to 
delete  the  qualitative  conditions. 


II.  Discussic 


'"In  testima 
representative 
Commission  hi 
assets  of  the  in 
underivriting  I: 
not  see  any  dif 
thomselves  of  I 
lidbilities  to  th 
invest.  Accord 
there  would  at 
won!  into  the  i 
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and  Inveslmer 
Subcomm.  oft 
Currency,  76th 
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Invastment  Tn 
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(1946),  in  whi( 
that  section  12 
prevent  operat 
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n.  Discussion 

A  The  Purposes  of  Section  12(d)(3) 

While  the  reasons  for  Congress 
prohibiting  investment  company 
investments  in  securities  related 
businesses  ctre  not  addressed  in  much 
detail  in  the  Act's  legislative  history,  it 
appears  that  Congress  had  two 
purposes.  First.  Congress  wished  to 
limit,  at  least  to  some  extent,  the 
exposure  of  registered  investment 
companies  to  entrepreneurial  risks 
peculiar  to  securities  related  businesses. 
In  1940,  securities  related  businesses, 
for  the  most  part,  were  organized  as 
privately  held  general  partnerships.  By 
investing  in  such  businesses, 
investment  companies  exposed 
themselves  to  potential  losses  which 
were  not  present  in  other  types  of 
investments,  if  the  business  failed,  the 
investment  company  as  a  general 
partner  was  held  accountable  for  the 
partnership's  liabilities.*" 

A  second  purpose  appears  to  have 
been  to  prevent  potential  conflicts  of 
interest  and  reciprocal  practices. 
Section  12(d)  also  contains  restrictions 
on  the  ownership  of  one  investment 
company  by  another,  as  well  as  on  the 
ownership  of  insurance  companies  by 
registered  investment  companies.  The 
provisions  of  the  section  generally  are 
intended  to  prevent  "pyramiding"  and 
other  cross-control  situations  which 
might  result  in  investment  companies 
being  organized,  operated,  managed,  or 
their  portfolio  securities  selected  in  the 
interests  of  brokers,  dealers, 
underwriters,  and  investment  advisers, 
whether  or  not  these  entities  are 
affiliated  persons  of  the  companies.*' 
The  practical  effect  of  the  section  is  to 
eliminate  the  possibility  of  certain 
conflicts  of  interest  and  reciprocal 
practices  between  investment 


^"In  testimony  before  Congress,  a  Commission 
representative  testiOed  to  the  effect  that  the 
Commission  had  concerns  about  subjecting  all  the 
assets  of  the  investment  trust  to  the  risks  of  the 
underwriting  business,  but  tiiat  Ihe  Commission  did 
not  tee  any  difficulty  if  the  trusts  availed 
themselves  of  the  corporate  fiction  and  limited  their 
liabilities  to  the  amount  of  money  they  wanted  to 
invest.  Accordingly.  Ihe  representative  noted  that 
there  would  not  be  a  problem  if  an  investment  trust 
went  into  the  underwriting  business  through  a 
wholly  owned  subsidiary  See  Investment  Trusts 
and  Investment  Companies:  Hearing  before  a 
Subcomm.  of  the  Senate  Comm.  on  Banking  and 
Currency,  76th  Cong.,  3rd.  Sess.  243  (1940) 
(testimony  of  David  Schenker  Chief  Counsel, 
Investment  Trust  Study). 

"  See  Pacific  Coast  Mortgage  Co.,  22  SEX:  832 
(1946),  in  which  the  Commission  expressed  its  view 
that  section  12(dK3)  Is  obviously  intended  to 
prevent  operating  inveatmeni  companies  from 
engaging  in  diverse  financial  activities  in 
coniunction  with  persons  other  than  investment 
companies. 


companies  and  securities  related 
businesses. 

As  a  result  of  its  re-examination  of 
section  12(d){3)'8  purposes,  the 
Commission  is  now  proposing  more 
extensive  changes  than  in  1989,  based 
on  our  belief  that  the  qualitative 
conditions  of  rule  12d3— 1  are  not 
necessary  to  ensure  that  the  rule  is 
consistent  with  Congress's  intent  in 
enacting  the  section.  The  revised 
amendments  would  eliminate  the 
qualitative  conditions.  The  reasons  for 
and  the  effects  of  these  changes  are 
discussed  more  fully  below. 

B  Elimination  of  the  Qualitative 
Conditions  of  Rule  12d3-1 

The  qualitative  conditions 
(subparagraphs  (b)(4)  and  (b)(5))  require 
that  the  securities  being  acquired  by  the 
registered  investment  company  be 
margin  securities,  if  equity,  or 
investment  grade,  if  debt.  These 
conditions  were  included  in  rule  12d3- 
1  in  1984  primarily  to  address  a 
perceived  Congressional  concern  with 
certain  investment  risks  associated  with 
securities  issued  by  securities  related 
businesses.*'  hi  addition,  the 
Commission  stated  that  placing  a  floor 
on  the  "quality"  of  securities  that  could 
be  acquired  by  an  investment  company 
would  lessen  the  harm  from  investment 
company — broker-dealer  reciprocal 
practices.*' 

The  Commission  now  believes  that 
light  of  changes  in  the  ownership 
structure  of  most  securities  related 
businesses  since  1940,  the  concern 
regarding  the  unusual  risks  of 
investment  in  such  businesses  is 
adequately  addressed  by  prohibiting  the 
acquisition  of  general  partnership 
interests.  Today,  many  if  not  most 
securities  firms  are  organized  not  as 
general  partnerships  but  in  corporate 
form.  Aside  from  general  partnership 
interests,  investments  in  securities 
issued  by  securities  related  business 
need  not  be  subject  to  any  special 
standards  not  applicable  to  investments 
in  other  businesses,  except  to  address 
the  potential  for  conflicts  of  interest  and 
reciprocal  practices.** 


m 


The  Commission  believes  that  the 
risks  of  conflicts  of  iiiierest  and 
reciprocal  practices  are  adequately 
addressed  by  the  other  conditions  of 
rule  12d3-l.  Such  risks  are  greatest 
when  an  investment  company  acquires 
the  securities  of  a  securities  related 
business  that  performs  a  significant 
level  of  services  for  the  investment 
company  or  where  the  investment 
company  has  a  large  investment  in  the 
securities  related  business.  Accordingly, 
the  Commission  proposes  to  retain  the 
condition  that  provides  that  the  rule 
does  not  exempt  an  investment 
company's  acquisition  of  any  security 
issued  by  its  investment  adviser, 
promoter,  or  principal  underwriter,  or 
any  affiliated  person  of  such  investment 
adviser,  promoter,  or  principal 
underwriter.  In  addition,  the 
Commission  proposes  to  retain  the 
quantitative  conditions  of  the  rule, 
which  minimize  the  potential  for 
conflicts  of  interest  and  reciprocal 
practices  by  preventing  an  investment 
company  from  acquiring  a  significant 
stake  in  any  particular  broker  or  dealer. 
The  Commission,  however,  requests 
comment  on  whether  the  quantitative 
conditions  are  necessary  to  effectuate 
the  purposes  of  section  12(d)(3)  or 
whether  the  concerns  about  reciprocal 
practices  could  be  addressed  by  other 
conditions.*' 

Any  investment  company  that 
acquires  securities  issued  by  securities 
related  businesses  would  be  subject  to 
the  disclosure  provisions  in  various 
registration  forms  under  the  Act  that 
require  that  an  investment  company 
disclose  acquisitions  of  the  securities  of 
its  "regular  brokers  or  dealers."'"  In 


'^Exemption  for  Acquisitions  by  Registered 
Investment  Companies  of  Securities  Issued  by 
Persons  Engaged  Directly  or  Indirectly  in  Securities 
Related  Businesses,  Investment  Company  Act 
Release  No.  14036  (July  13,  19S4)  (49  FR  29362 
(July  20,  1984)  ("Congress  in  prohibiting  investment 
in  securities  related  biisinesses  under  section 
12(d)(3)  was  apparently  concerned,  among  other 
things,  with  en  investment  company's  maintaining 
the  liquidity  of  its  portfolio"). 

'-Vd.atno.  4. 

**  Obviously,  a  margin  security  or  an  investment 
grade  debt  instrument  generally  will  be  more  liquid 
than  a  security  that  does  not  meet  those  standards, 
but  this  will  be  true  regardless  of  the  nature  of  an 


issuer's  business.  In  any  event,  the  liquidity 
requirements  for  registered  investment  companies 
exist  independently  from  the  provisions  of  section 
12(d)(3)  and  elimination  of  the  qualiutive 
conditions  would  not  implicate  the  overall  liquidity 
rcK]uirements  for  investment  companies.  See  Guide 
4  to  Form  N-IA,  Revision  of  Guidelines  to  Form 
N-IA,  Investment  Company  Act  Release  No.  18612 
(March  12,  1992),  57  FR  9828  (stating  that  the  usual 
limit  on  aggregate  holdings  of  illiquid  assets  by  an 
open^end  company  is  fifteen  percent  of  its  net 
assets). 

"The  Commission  recently  received  an 
application  for  exemption  from  section  12(dK3)  for 
a  unit  investment  trust  that,  among  other  things, 
seeks  to  invest  more  than  five  percent  of  its  assets 
in  equity  securities  issued  by  unaffiliated  securities 
related  businesses.  See  Defined  Asset  Funds — 
Equity  Income  Fund,  Select  Ten  Portfolio  (File  812- 
8134).  Aigxiably,  the  threat  of  reciprocal  practices 
is  minimized  in  the  case  of  unit  investment  trusts, 
which  are  not  managed. 

"Forms  N-IA,  N-2,  N-3,  N-5,  N-8B-2,  and  N- 
8B-4  each  require  the  investment  company  to 
disclose  its  acquisitions  of  securities  of  its  regular 
brokers  or  dealers  as  defined  in  rule  lOb-1  (17  CFR 
270.10b-l).  or  their  parents.  Rule  lOb-1  defines 
regular  broker  or  dealer  to  mean  one  of  the  tan 
brokers  or  dealers  that  received  the  greatest  dollar 

Contioued 
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addition,  investment  companies  are 
required  to  disclose  acquisitions  of  the 
securities  of  their  regular  brokeis  or 
deelers  semi-ann'jalry  on  Form  N- 
SAR."  Form  N-SAR  requires 
investment  companies  to  list  the  name 
of  any  of  their  r^ular  brokers  or  dealers 
or  the  parents  of  such  brokers  or  dealers 
(if  such  parents  derived  more  than 
fifteen  percent  of  their  gross  revenues 
from  securities  related  activities)  whose 
securities  they  owned  at  the  end  of  the 
current  period.  By  alerting  the 
Commission  and  existing  and 
prospective  investors  to  possible 
conflicts  of  interest,  these  disclosures 
would  provide  a  dieck  against  the 
conflicts  of  interest  arising  from 
investment  company  ownership  of  the 
securities  of  the  company's  significant 
brokers  or  dealers. 

The  effect  of  the  elimination  of 
qualitative  conditions  for  investment  in 
securities-related  businesses  would  be 
to  permit  a  broader  range  of  discretion 
to  portfolio  managers  of  registered 
investment  companies.  Among  other 
things,  it  would  permit  them  to  invest 
more  freely  in  the  securitiaa  of  foreign 
securities  related  businesses,  and  thus 
would  respond  to  the  criticisms  voiced 
in  the  comment  letters  concerning  the 
conditions  in  the  1989  proposal.  It  also 
would  remove  a  requirement  that 
company  directors  determine  that  debt 
securities  issued  by  securities  related 
businesses  are  investment  grade, 
enabling  directors  to  focus  their 
attention  on  more  critical  issues." 


amount  of  brokarag*  comminiaa*  bjr  virtu*  of 
diroci  or  taMUrad  partici|MliaB  in  tha  camifmny't 
portibUo  tiMMtrtntw  during  the  ccoipiy'*  iMMt 
recent  Tisc^  ymr,  ob«  of  the  I«o  b(ok«n  or  da*lan 
thai  engaged  as  principal  In  tha  largest  dollar 
amount  of  portfolio  transactions  of  the  tirvaMmanI 
company  dwtag  iIm  cowpiy's  most  racaol  fiscal 
year,  or  OA*  of  tha  MB  krakan  or  daalars  iImI  soM 
the  laiflaal  doUar  «aoMt  of  aacatitiaa  of  tlM 
investment  cxMnpany  daring  tha  company's  most 
recant  fiscal  year. 

In  particular  tha  investment  company  most 
ident)fy  each  such  bn>kar  or  dealer  and  slate  the 
value  of  its  aggregate  boidiags.  Each  of  these 
registration  forms  also  piuridea  Ihal  the  registrant 
need  only  disclose  information  with  respect  to  an 
issuer  thai  derived  more  than  ts%  of  its  gross 
revenues  from  the  tmiiness  of  a  broker,  a  dealer,  an 
un>1erwriler.  or  an  iDv^^tmmil  advisor  during  its 
mcsl  recant  fiscal  yaar 

"Form  N-SAR  is  th« combinad  reporting  farm 
used  lor  semi-annual  and  annual  reports  by  all 
inveatment  companie:!  thai  bare  filed  a  rvgistration 
statamen;  that  has  become  effectire  tmder  the 
Secnrities  Art  of  1933  (75  U.S.C  77a) 

''"In  the  Divisiun  of  Investment  Management's 
report  on  investment  company  regulation,  the 
Division  reccmmpnded  that  several  rulra  under  the 
Act.  including  n:)e  1 2d3-l ,  be  amended  to 
e'iminate  inappropriate  burdens  on  investment 
compai^y  directors.  Division  of  biveetmanl 
ManagenMnt,  SEC.  Investment  Compmrty 
Cc.-emance.  Protecting  luvestora:  A  Half  Canlury  of 
Investment  Compmsy  Rsgnlation  (1982*.  Tha 
proposed  am<ndmenls  wrcid  effect  that 


In  connection  with  the  [miposed 
elimination  of  the  qualitative 
conditions,  the  Commission  is 
proposing  to  restate  certain  of  the   " 
conditions  of  the  rule.  These  changes 
are  intended  to  improve  the  clarity  of 
the  rule:  they  are  not  intended  to  effect 
any  substantive  changes. 

III.  CostyBenefit  of  Pmpoaad  Action 

The  revised  proposed  rule 
amendments  would  benefit  acquiring 
companies  by  facilitating  acquisitions  of 
the  securities  of  domestic  and  foreign 
securities  related  busioeases.  In 
particular,  by  omitting  the  margin 
security  requirement,  the  revised 
proposed  rule  amendments  would 
remove  the  nratt  significant  obstacle  to 
acquiring  the  equity  securities  of  foreign 
securities  related  businesses.  In 
addition,  the  boards  of  directors  of 
acquiring  companies  no  longer  would 
have  to  determine  that  debt  securities 
issued  by  securities  related  businesses 
are  investment  grade.  The  Commission 
would  benefit  because  its  staff  would 
have  to  review  fewer  applications  for 
exemption  in  this  area. 

IV.  Summary  of  Initial  Regplatory 
Flexibility  Analysis 

The  Commission  has  prepared  an 
Initial  Regulatory  Flexibili^  Analysis  in 
accordance  with  5  U.S.C  603  regairding 
the  revised  proposed  amendments.  The 
Analysis  explains  that  the  revised 
proposed  amendments  are  intended  to 
simplify  rule  12d3-l.  by  eliminating 
conditions  that  are  unnecessary,  in  light 
of  the  Congressional  purposes 
underlying  section  12(d)(3),  to 
permissible  investment  company 
acquisitions  of  the  securities  of 
securities  related  businesses.  The 
Analysis  states  that  the  proposed 
amendments  provide  flexibility  and 
investor  protection  in  a  way  that  shoold 
minimize  any  impact  on,  or  cost  to, 
small  business.  A  copy  of  the  Initial 
Regulatory  Flexibility  Analysis  may  be 
obtained  from  L.  Bryce  Stovell,  at  Mail 
Stop  10-6,  Securities  and  Exdiange 
Commission,  450  Fiflh  Street.  NW.. 
Washington.  DC  20549. 

V.  Statutory  Authority 

The  Commission  is  proposing  tlie 
amendments  to  rule  12d3-l  pursuant  to 
sections  6(c)  and  38(a)  of  the  Act  (15 
U.S  C.  80a-6(c).  -37(a)).  The  authority 
citations  for  these  actions  precede  the 
text  of  the  actions. 


recommendation  with  respect  to  rule  \Z&i-\  Tba 
Commission  proposed  amendments  to  rule*  10(-3, 
17a-7.  ire-1   17f-4,  al)d  22o-1  in  Investmaol 
Company  Release  No.  19192  (Dec.  30. 19S2). 


List  of  Subjects  in  17  CFR  Part  270 

Investment  companies.  Reporting  and 
recordkeeping  requirements.  Securities. 

Test  of  Proposed  Rule  AmendaieBts 

For  the  reasons  set  out  in  the 
preamble,  the  Commission  is  proposing 
to  amend  chapter  U.  title  17  of  the  Code 
of  Federal  Regulations  as  follows: 

PART  270-mil.E8  AND 
REGULATIONS,  INVESTMENT 
COMPANY  ACT  OF  1940 

1.  The  general  authority  citation  for 
part  270  is  revised  to  read  as  follovrs: 

Authority:  IS  U.S.C  80a-1  etseq.  unless 
otherwise  noted; 

2.  Section  270.12d3-l  is  revised  to 
read  as  follows: 

f270.12d3-1    ExswuKlonotscqMlsMonec* 
securMee  Issued  by  persons  sngagsd  In 
sscurttiss  fslstad  buslnsssss 

(a)  Notwithstanding  section  12(d)(3) 
of  the  Act,  a  registered  investment 
company,  or  any  company  or  companies 
controlled  by  such  registered 
investment  company  ("acquiring 
company")  may  acquire  any  security 
issued  by  any  person  that,  in  its  most 
recent  fiscal  year,  derived  15  percent  or 
less  of  its  gross  revenues  from  securities 
related  activities  unless  the  acquiring 
company  would  control  such  person 
after  the  acquisition. 

(b)  Notwithstanding  section  12(d)(3) 
of  the  Act,  an  acquiring  company  may 
acquire  any  security  issued  by  a  person 
that,  in  its  most  recent  fiscal  year, 
derived  mora  than  15  percent  of  its 
gross  revenues  from  securities  related 
activities,  provided  that. 

(1)  Immediately  after  the  acqmsition 
of  any  equity  security,  the  acquiring 
company  owms  not  mwe  than  five 
percent  of  the  outstanding  securities  of 
that  class  of  the  issuer's  equity 
securities: 

(2)  Immediately  after  the  acquisition 
of  any  d^  security,  the  acquiring 
company  owns  not  mora  than  ten 
percent  of  the  outstanding  principal 
amount  of  the  issuer's  debt  securities: 
and 

(3)  Immediately  after  any  such 
acquisition,  the  acquiring  company  has 
invested  not  more  than  five  percent  of 
the  value  of  its  total  assets  in  the 
securities  of  the  issuer. 

(c)  Notwithstanding  paragraphs  (a) 
and  (b),  this  section  does  not  exempt  the 
acquisition  of  a  general  partnership 
interest  or  a  security  issued  by  the 
acquiring  company's  investment 
adviser,  promoter,  or  prindpal 
underwrite,  or  any  affiliated.person  of 
such  investment  adviser,  promoter,  or 
prindpal  underwriter. 
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(d)  For  purposes  of  this  section, 

(1)  "Securities  related  activities"  are  a 
person's  activities  as  a  broker,  a  dealer, 
an  underwriter,  an  investment  adviser 
registered  under  the  Investment 
Advisers  Act  of  1940,  as  amended,  or  as 
an  investment  adviser  to  a  registered 
investment  company. 

_    (2)  An  issuer's  gross  revenues  from  its 
owhi  seciuities  related  activities  and 
from  its  ratable  share  of  the  securities 
related  activities  of  enterprises  of  which 
it  owns  20  percent  or  more  of  the  voting 
or  equity  interest  should  be  considered 
in  determining  the  degree  to  which  an 
issuer  is  engaged  in  seciuities  related 
activities.  Such  information  may  be 
obtained  from  the  issuer's  annual  report 
to  shareholders,  the  issuer's  annual 
reports  or  registration  statement  filed 
with  the  Commission,  or  the  issuer's 
chief  financial  oflicer. 

(2)  "Equity  secxuity"  is  as  defined  in 
§240.3a-ll  of  this  chapter. 

(4)  "Debt  security"  includes  all 
securities  other  than  equity  securities. 

(5)  Determination  of  the  percentage  of 
an  acquiring  company's  ownership  of 
any  class  of  outstanding  equity 
securities  of  an  issuer  shall  be  made  in 
accordance  with  the  procedures 
described  in  the  rules  under  §  240.16  of 
this  chapter  (17  CFR  part  240) 

(6)  Where  an  acquiring  company  is 
considering  acquiring  or  has  acquired 
options,  warrants,  rights,  or  convertible 
securities  of  a  securities  related 
business,  the  determination  required  by 
paragraph  (b)  of  this  section  shall  be 
made  as  though  such  options,  warrants, 
rights,  or  conversion  privileges  had  been 
exercised. 

(7)  The  following  transactions  will  not 
be  deemed  to  be  an  acquisition  of 
securities  of  a  securities  related 
business: 

(i)  Receipt  of  stock  dividends  on 
securities  acquired  in  compliance  with 
this  section: 

(ii)  Receipt  of  securities  arising  from 
a  stock-for-stock  split  on  securities 
acquired  in  compliance  with  this 
section: 

(iii)  Exercise  of  options,  warrants,  or 
rights  acquired  in  compliance  with  this 
section: 

(iv)  Conversion  of  convertible 
securities  acquired  in  compliance  with 
this  section:  and 

(v)  Acquisition  of  puts,  as  defined  in 
§  270.2a-7(a)(12),  provided  that, 
immediately  after  the  acquisition  of  any 
put,  the  company  will  ncrt,  with  respect 
to  seventy-five  percent  of  the  total  value 
of  its  assets,  have  invested  more  than 
five  percent  of  the  total  value  of  its 
assets  in  securities  underlying  puts  bom 
the  same  institution.  An  unconditional 
put  shall  not  be  considered  a  put  from 


that  institution,  provided  that,  the  value 
of  all  securities  issued  or  guaranteed  by 
the  same  institution  and  held  by  the 
investment  company  does  not  exceed 
ten  percent  of  the  total  value  of  the 
company's  assets.  For  purposes  of  this 
section,  a  put  will  be  considered  to  be 
from  the  party  to  whom  the  company 
will  look  for  payment  of  the  exercise 
price  and  an  unconditional  put,  as 
defined  in  §  270.2a-7(a)(ig),  will  be 
considered  to  be  a  guarantee  of  the 
underlying  security  or  securities. 

(8)  Any  class  or  series  of  an 
investment  company  that  issues  two  or 
more  classes  or  series  of  preferred  or 
special  stock,  each  of  which  is  preferred 
over  all  other  classes  or  series  with 
respect  to  assets  specifically  allocated  to 
that  class  or  series,  shall  be  treated  as  if 
it  is  a  registered  investment  company. 

Note:  It  is  not  intended  that  this  rule 
should  supersede  the  requirements 
prescribed  in  Investment  Company  Act 
Release  No.  13005  (Feb.  2, 1983)  with  respect 
to  repurchase  agreements  with  brokers  or 
dealers. 

Dated:  January  4. 1993. 

By  the  Commission. 
Margaret  H.  McFarland, 
Deputy  Secretary. 
IFR  Doc.  93-391  Filed  1-7-93;  8:45  ami 
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DEPARTMENT  OF  THE  TREASURY 

Bureau  of  Alcohol,  Tobacco  arxj 
Rrearms 

27  CFR  Part  290 

[Notic*  No.  764;  R*.  Notice  No.  754] 

RiN  1512-AA03 

Reopenir>g  of  Comment  Period  on 
Revision  of  Regulations  for 
Exportation  of  Tobacco  Products  and 
Cigarette  Papers  and  Tubes,  Without 
Payment  of  Tax,  or  With  Drawback  of 
Tax 

AGENCY:  Bureau  of  Alcohol,  Tobacco 

and  Firearms  (ATF),  Department  of  the 

Treasury. 

ACTION:  Advance  notice  of  proposed 

rulemaking:  reopening  of  comment 

period. 

SUMMARY:  This  notice  announces  the 
reopening  of  the  written  comment 
period  for  Notice  754,  an  advance  notice 
of  proposed  rulemaking  (ANPRM) 
published  in  the  Federal  Register  on 
September  8, 1992.  In  Notice  No.  754. 
ATF  proposed  the  revision  and 
recodification  of  the  regulations 
pertaining  to  the  exportation  of  tobacco 
products  and  cigarette  papers  and  tubes. 


As  a  result  of  recent  changes  in  Customs 
regulations  regarding  duty-free  stores 
and  the  potential  impact  on  the 
exportation  of  tobacco  products, 
industry  members  have  requested  that 
AFT  reopen  the  comment  period  to 
provide  sufficient  time  to  coordinate 
and  submit  comments. 

DATES:  Comments  must  be  filed  on  or 
before  March  9, 1993. 

ADDRESSES:  Send  written  comments  to: 
Chief,  Distilled  Spirits  and  Tobacco 
Branch,  Bureau  of  Alcohol,  Tobacco  and 
Firearms,  P.O.  Box  50221.  Washington. 
DC  20091-0221;  ATTN:  Notice  No.  754. 

FOR  FURTHER  INFORMATKm  CONTACT: 
Mary  A.  Wood,  Distilled  Spirits  and 
Tobacco  Branch.  Bureau  of  Alcohol, 
Tobacco  and  Firearms,  Washington,  DC 
20226.  telephone  (202)  927-8210. 

SUPPlfMENTARY  INFORMATION: 

Background 

On  September  8, 1992,  ATF  published 
Notice  No.  754,  an  advance  notice  of 
proposed  rulemaking,  in  the  Federal 
Renter  (57  FR  40889).  In  this  notice 
AIT  solicited  comments  on  its  proposal 
to  update  and  reissue  the  regulations 
pertaining  to  the  exportation  of  tobacco 
products  and  cigarette  papers  and  tubes. 

ATF  is  planning  to  revise  the       r 

regulations  now  contained  in  27  CFR  \y 
part  290,  and  reissue  the  revised 
regulations  as  part  44  of  the  same 
chapter.  The  comment  period  for  Notice 
No.  754  closed  on  October  8, 1992. 

On  August  20, 1992.  the  U.S.  Customs 
Service  pubUshed  T.D.  92-81  which 
gave  approximately  125  duty-five  stores 
official  status  as  Class  9  Customs 
Bonded  Warehouses  (CBW's).  As  such 
they  could  receive  domestic  tobacco 
products  for  export.  The  regulations  in 
Part  290  have  no  provisions  for  the 
exportation  of  domestic  tobacco 
products  through  Class  9  CBW's.  On 
October  16, 1992.  Customs  published  a 
notice  delaying  indefinitely  the  effective 
date  of  T.D.  92-81  Industry  members 
have  advised  us  of  their  need  to 
consider  these  matters  further  before 
they  could  comment  on  any  changes  to 
Part  290. 

In  consideration  of  this  request,  ATF 
has  determined  that,  in  addition  to  the 
30  days  already  allowed,  an  extension  of 
an  additional  60  days  is  appropriate. 
Therefore,  the  comment  period  has  been 
reopened  until  March  9. 1993. 

Drafting  Information 

llie  principal  authors  of  this 
document  are  Mary  A.  Wood  and  Daniel 
).  Hiland  of  the  Distilled  Spirits  and 
Tobacco  Branch,  Bureau  of  Alcohol. 
Tobacco  and  Firearms. 
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Administrative  practice  and 
procedure.  Aircraft.  Authority 
delegations  (Government  agencies). 
Cigarette  papers  and  tubes.  Claims. 
Customs  duties  and  inspection.  Excise 
taxes.  Exports,  Foreign  trade  zones. 
Labeling.  Packaging  and  containers. 
Penalties.  Surety  bonds.  Tobacco 
products.  Vessels,  Warehouses. 

Authorit]- 

This  notice  is  issued  under  the 
authority  in  26  U.S.C  7805. 

Signed:  January  4. 1993. 
Stephen  E.  Higpna, 
Director. 
IFR  Dog.  93-377  Filed  1-17-93;  8:45  ami 

BILUNO  coot  4«1»-31-M 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  RactemaUon 
and  Enforcentent 

30  CFR  Parte  840  antt  842 

RIN  1029-AB60 

Surface  Coel  Mining  and  Reclamation 
Operattone;  InWal  and  Permanent 
Regulatory  Progiwns;  Abandoned 
Sites 

AGENCY:  Office  and  Surface  Mining 
Reclamation  and  Enforcement.  Interior. 
ACTION:  Proposed  rule;  extension  of 
public  comment  period  and 
rescheduling  of  date  for  public  hearing. 

SUMMARY:  The  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  of 
the  U.S.  Department  of  the  biterior 
(DOi)  extends  until  February  22. 1993. 
the  public  comment  period  on  the 
proposed  rule  publi^ed  in  the 
December  18. 1992  Federal  Registet  (57 
FR  60410).  Further,  the  date  of  the 
public  hearing  is  being  rescheduled. 
The  proposed  rule  would  amend  OSM's 
regulations  governing  the  inspection  of 
surface  coal  mining  and  reclamation 
operations  to  change  the  minimum 
inspection  frequency  for  minesites 


defined  as  "abandoned  sites'*  under  the 
existing  regulations. 
OATES:  Written  Comments:  OSM  will 
accept  written  comments  on  the 
proposed  rule  until  5  p.m.  Eastern  time 
on  February  22, 1993. 

Public  Hearings:  Upon  request.  OSM 
will  hold  a  public  hearing  on  the 
proposed  rule  in  Washington.  DC  on 
February  10. 1993.  Upon  request,  OSM 
will  also  hold  public  neerings  in  the 
States  of  California.  Georgia.  Idabo, 
Massachusetts,  Michigan,  North 
Carolina,  Oregon,  Rhode  Island,  South 
Dakota,  Tennessee,  and  Washington  at 
times  and  dates  to  be  announced  prior 
to  the  hearings.  OSM  wrill  accept 
requests  for  public  hearings  until  S  p.m. 
on  January  19, 1993.  Individuals 
wishing  to  att«id,  but  not  testify  at  the 
hearing  should  contact  the  person 
idenUfled  under  FOR  FURTHER 
WFORMATKM  COMTACT  beforehand  to 
verify  that  the  hearing  will  be  held. 
ADDRESSES:  Written  Comments:  Hand 
deliver  to  the  Office  of  Surface  Mining 
Reclamation  and  Enforcement, 
Administrative  Record.  Room  660.  800 
North  Capitol  St.,  Washington,  DC;  or 
mail  to  the  Office  of  Surface  Mining 
Reclamation  and  Enforcement, 
Administrative  Record,  room  660  NC, 
1951  Constitution  Avenue  NW., 
Washington.  DC  20240. 

Public  Hearings:  Department  of  the 
Interior  Auditorium.  18th  and  C  Streets 
NW..  Washington.  DC.  The  addresses  for 
any  hearings  scheduled  in  the  States  of 
California.  Georgia,  Idaho. 
Massachusetts,  Michigan.  North 
Carolina.  Oregon.  Rhode  Island,  South 
Dakota,  Tennessee,  and  Washington  will 
be  announced  prior  to  the  hearings. 

Request  for  Public  Hearings:  Submit 
orally  or  in  writing  to  the  person  and 
address  specified  under  FOR  Fi;RT>«R 
INFORMATION  COKTACT. 
FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  Stocker.  Office  of  SurCsce  Mining 
Reclamation  and  Enforcement,  1951 
Constitution  Avenue  NW.,  Washington. 
DC  20240:  Telephone:  202-208-2550 
(Commercial  or  FTS). 
SUPPLEMENTARY  INFORMATION:  OSM 
published  a  proposed  rule  on  December 


18, 1992  (57  FR  60410).  that  would 
•mend  its  regulations  governing  the 
inspection  of  surface  coal  mining  and 
reclamation  operations  to  change  the 
minimum  inspection  frequency  for 
minesites  defined  as  "abandoned  sites" 
under  the  existing  regulations.  An 
abandoned  site  is  an  incompletely 
reclaimed  surface  coal  mining  and       • 
reclamation  operation  where  mining 
and  reclamation  activities  have 
permanently  ceased.  In  most  instances 
the  operators  of  these  sites  have  filed  for 
bankruptcy  or  can  not  be  located  and 
either  will  not  or  can  not  comply  with 
corrective  measures  ordered  in  State  or 
Federal  enforcement  actions  which 
mine  inspectors  have  issued  to  compel 
abatement  of  violations  of 
environmental  performance  standards 
or  to  compel  completion  of  reclamation 
obligations.  The  proposed  revisions 
would  enable  regulatory  authorities  to 
eliminate  a  significant  number  of 
ineffective  inspections  which  waste 
inspection  resources  and  thus,  would 
allow  the  regulatory  authorities  to 
redirect  those  resources  to  c^>eration8 
where  inspection  and  enforcement 
would  achieve  intended  results. 

The  comment  period  for  the  proposed 
rule  was  scheduled  to  close  on  January 
19, 1993.  However,  in  order  to  provide 
more  time  for  interested  persons  to 
comment  on  the  proposed  rule,  OSM  is 
extending  the  comment  period. 
Comments  will  now  be  accepted  until  5 
p.m.  local  time  on  February  22, 1993. 
The  date  of  the  public  hearing  in 
Washington,  DC  if  one  is  requested,  has 
been  rescheduled  for  February  10, 1992. 
OSM  will  accept  requests  for  public 
hearings  until  5  p.m.  on  January  19, 
1993.  Individuals  wishing  to  attend,  but 
not  testify  at  the  hearing  ^ould  contact 
the  person  identified  under  FOR  RJRTHER 
INFORMATION  CONTACT  beforeband  to 
verify  that  the  hearing  will  be  held. 

Dated:  January  4, 1993. 
Brent  Wahlqoist. 

Assistant  Director,  Peclamation  and 
Regulatory  Policy. 
IFR  Doc  93-320  Filed  1-7-93;  8:45  am| 
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DEPARTMENT  OF  AGRICULTURE 

Offica  of  th«  Secretary 
[CM92-00C1 

Proposer  to  Re-eetablleh  trie  Netldner 
Advisory  Committee  on  Cotton 
Merfceting 

AG£NCY:  Office  of  the  Secretaiy,  USDA. 
ACnOM;  Proposal  to  re-estaUnh  the 
National  Aorfsoi 
Marketing. 


rfsory  Committee  on  Cotton 


SUMMARY:  The  U^.  Depaitmant  of 
AgricnltuTe  (USDA)  prapoaea  to  re- 
establish the  adviaory  committee  on 
cotton  marketiiig  to  iwiew  fiaderal 
programs  administeied  by  USDA  thai 
impact  OB  the  cotton  marketing  sjpstem 
and  to  reoonmiend  wajrs  of  imptovtng 
their  afiectiveneaa  aad  efficiency. 
DATES:  Connments  mast  be  received  by 
January  15, 1993. 

AOOR0SC8:  Send  written  comments  to: 
Jesse  P.  Moon,  Director,  Cotton 
Diri^on,  AMS,  USDA,  P.O.  Boot  9e4Se» 
Washington.  DC  20090-6456. 
FOR  FURTHER  INFOMNATIOM  OOlfrACn 
Jesse  F.  Moore,  (202)  720-3193. 
SUPPI.EMENTARV  MPORMftTION:  Pomtant 
to  the  Federal  Advisory  Committee  Act 
(Pub.  L.  No.  92-463),  notice  is  hereby 
given  that  the  Secretary  of  Agiicaltuie 
intends  to  re-establish  the  National 
Advisory  Committee  on  Cotton 
Marketing.  The  purpose  of  the 
committee  is  to  review  the  cotton 
marketing  system  and  to  make 
recommnndations  to  impeoee  its 
effectiveness  and  efficiency,  with 
special  en^hasis  on  Federal  progirams 
administeied  by  USDA.  wUch  impact 
on  the  marketing  system.  Great  strides 
were  made  In  this  regard  dunngthe 
previous  two  terms  of  this  coranuttee. 
but  dramatic  changes  in  the  marketing 
system  continue  to  develop.  The  inpot 
of  all  cotton  industry  segments 
represented  on  the  advisory  comadttee 
remains  necessary  to  relate  effectively 


USDA  policy  to  the  rapidly  chaa^ng 
marketing  system. 

The  Secrrtary  has  determined  that  the 
work  of  the  committee  is  in  the  public 
interest  and  is  in  connection  with  the 
duties  of  USDA.  No  c^er  advisory 
committee  In  existence  is  capable  of 
advising  and  assisting  the  Depertment 
on  the  task  assigned,  nor  does  the 
Departmmit  have  an  ahem^e  means  to 
obtain  the  technical  and  practical 
expertise  needed  from  private  industry. 

Balanced  committee  membership  will 
be  continued  throu^  appointmant  by 
the  SecielBry  of  Agricultnie  of  one 
grown  representative  from  each  of  the 
four  general  areas  of  cotton  production 
and  two  representatives  each  from  the 
ginner,  cooperative,  merchant, 
manufactuiei  and  academic/research 
segments  of  the  industry.  One  ahemate 
member  for  every  two  regular  members 
will  also  be  appointed.  Each  member 
will  have  erne  vote. 

Equal  opportunity  practices,  la  line 
with  USDA  poUdes,  will  be  followed  in 
all  ^>pointment&  to  the  committee.  To 
ensure  that  the  recommendatioas  of  the 
committee  have  taken  into  account  the 
needs  of  the  diverse  groups  served  by 
the  Department,  membership  shall 
include,  to  the  extant  practicable, 
individuals  with  dMoonstrated  ability  to 
represent  minorities,  women,  and 
persons  with  disabilities. 

Dalad:)eBMfy4,1«g3. 
ChariaiK.my. 

Assktant  SectetayfarAdmhdstratioa. 

1.  Purpose 

a.  The  Natfonal  Advisory  Committee 
on  Cotton  Mailceting  is  hereby  re- 
established. The  purpose  of  the 
committee  is  to  review  the  Federal 
programs  administered  by  the  US. 
Department  of  Agriculture  (USDA)  that 
impact  on  the  cotton  marketing  system 
and  to  recommend  ways  of  improving 
their  effectiveneaa  and  efficiency.  Mudi 
progress  was  made  in  the  previous  two 
terms  of  this  committee,  but  ongoing 
changes  in  cotton  merketiBg  es  e  reMih 
of  tedmglogical  advancements  in  textile 
manufacturing,  changes  in  grade 
standards  and  methods  of  measuring 
quality,  the  estabHsJimeot  of  ptemioaas 
and  discounts  for  additional  quality 
factors  irader  the  price  support  program, 
and  other  factors  create  the  need  \o 
continue  the  review. 

b.  USDA  must  communicate  with  and 
obtain  the  cooperation  and  expertise  of 


the  cotton  industry  in  conducting  die 
review.  The  le-estaMishment  of  thla 
committee  is  the  meet  efisctive  BMans  to 
that  end. 

2.  Special  InstiuLtiuusACaaceHatioBS 

The  functions  of  this  committee 
caPDot  be  coo^leled  in  less  than  two 
years.  No  other  existing  committee  caa 
complale  ttte  laview  ftmction.  fat 
accotdmoe  with  the  regulatifms  for. 
Fed«al  advisory  bodies,  the  committee, 
imleae  renevred,  shall  twminata  two 
years  from  the  dale  of  appointaaenL 
This  reguletion  will  expire  two  years 
from  the  date  of  signing. 


a.  CoBunittee  members  ritell  be 
appointed  by  the  Secretary  of 
Agriculture  for  the  two-year  Hfe  of  te 
conuaittoe.  Monberritip  diaU  consist  of 
one  grower  from  each  of  the  four  general 
areas  of  production  and  two 
representatives  each  from  the  ginner, 
cooperative,  warehouse,  merchant, 
menafoctnrar,  and  acaderoic/reseflrcb 
areas.  One  ahemate  member  for  every 
two  legnlar  membecs  shall  also  be 
appointed. 

b.  Equal  Opportunity  pradicea  in 
accordance  with  USDA  policies  will  be 
followed  in  all  appointments  to  the 
committee.  To  ensure  that  the 
recommendetioas  xA  the  conakittee  have 
taken  into  account  the  needs  of  the 
diverse  groups  served  by  the 
Department,  membership  shall  indude. 
to  the  extent  practicable,  individuals 
with  demonstrated  ability  to  represoat 
minorities,  women,  and  persons  with 
disabilities. 

c.  The  Director  of  the  Cotton  Division, 
Agricultural  Marketing  Service  (AMS) 
shall  serve  as  Executive  Seoetery. 

4.  Duties 

a.  The  committee  shall  review  the 
federal  programs  administered  by  USDA 
that  hnpact  on  the  cotton  marketing 
system  and  lecoawneod  wrsys  of 
improving  their  efhoiveness  and 
effldency.  The  review  wilt  include  but 
wiD  not  be  limited  to  the  cottoo 
classification  program,  cotton  standards, 
spot  qaotatioBS,  sad  the  estebBshmeat 
of  quality  factors  far  price  support  loan 
purpoaae. 

b.  The  committee  reports  to  the 
Secretaiy  of  Agriculture  throegb  the 
Administrator  of  AMS  and  the 
Administrator  of  ASCS. 
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c  The  disposition  of  the 
xecommendations  shall  be  the  sole 
responsibility  of  the  Department,  in 
accordance  with  Fed«tu  laws  and 
regulations. 

5.  Estimated  Annual  Operating  Cost 

a.  Members  shall  serve  without  pay. 
but  with  reimbursement  of  travel  costs 
and  per  diem  for  attendance  at 
committee  meetings. 

b.  Annual  operating  costs  are 
estimated  at  $33,000.  Federal  staff 
support  is  estimated  at  0.5  staff  jrears. 

c  The  estimate  of  costs  is  based  on  an 
assumption  that  two  meetings  will  be 
held  during  the  two-yeer  life  of  the 
committee.  These  costs  shall  be  paid 
from  user  fees  for  classification  services 
collected  bom  cotton  growers  under  the 
Cotton  Statistics  and  Estimates  Act  (7 
U.S.C  473a),  as  amended  by  Public  Law 
102-37. 

6.  Number  and  Frequency  of  Meetings 

The  Advisory  Committee  on  Cotton 
Marketing  will  meet  once  annually,  or 
as  often  as  the  Secretary  deems 
necessary.  All  meetings  are  open  to  the 
public. 

7.  Administrative/Support 

Support  to  the  committee  will  be 
provided  by  the  Agricultural  Marketing 
Service  (AMS)  and  the  Agricultural 
Stabilization  and  Conservation  Service 
(ASCS). 

|FR  Doc  93-398  Filed  1-7-93;  8:45  am) 
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Agricultural  Marfcetirtg  Servic* 

rm-93-01] 

Program  Continuation 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Notice  inviting  applications  for 

fiscal  year  1993  grant  mods  under  the 

Federal-State  Marketing  Improvement 

Program  (FSMIP). 

summary:  Notice  is  hereby  given  that 
the  Federal-State  Marketing 
Improvement  Program  was  allocated 
$1,250,000  in  the  Federal  Budget  for 
Fiscal  Year  1993.  Funds  remain 
available  for  this  program.  States 
interested  in  obtaining  funds  under  the 
program  are  invited  to  submit  proposals 
for  marketing  studies.  Only  State 
Departments  of  Agriculture  or  State 
Agencies  are  eligible  for  funds. 
DATES:  Applications  will  be  accepted 
through  June  1993. 

ADDRESSES:  Proposals  may  be  sent  to  Dr. 
Harold  S.  Ricker.  Assistant  Director, 


Transportation  and  Marketing  Division. 
AMS,  USDA.  room  4006-South 
Building,  P.O.  Box  96456,  Washington. 
DC  20090-6456. 

FOR  FURTHER  MFORMAT10N  CONTACT:  Dr. 
Harold  S.  Ricker.  (202)  720-2704. 
SUPPI^MENTARY  MFORMATION:  The 
Federal-State  Marketing  Improvement 
Program  is  authorized  under  section 
204(b)  of  the  Agricultural  Marketing  Act 
of  1946  (7  U.S.C  1621  et  seq.).  The 
program  is  a  matching  fund  program 
designed  to  assist  State  Departments  of 
Agriculture  in  conducting  feasibility 
studies  related  to  the  mancating  of 
agricultural  products.  Oiganirationa 
interested  in  conducting  a  marketing 
study  should  contact  their  State 
Department  of  Agriculture  Marketing 
Division  to  discuss  their  proposal. 

Mutually  acceptable  proposals  must 
be  submitted  through  the  State  Office 
and  be  accompanied  by  a  completed  SF 
424  and  detailed  budget  statement. 
FSMIP  funds  may  not  be  used  for 
advertising  or  the  purchase  of 
equipment  or  facilities.  Guidelines  may 
be  obtained  &t)m  your  State 
Departments  of  Agriculture  or  the  above 
AMS  contact. 

In  terms  of  objectives,  the  States  are 
encouraged  to  submit  proposals 
regarding:  (1)  Studies  to  identify  new 
crops,  markets,  and  marketing  systems 
for  agricultural  products,  both 
domestically  and  internationally;  (2) 
Studies  to  improve  efficiency  of  the 
marketing  system  to  enhance 
competitiveness  and  profitability;  (3) 
Stuches  to  help  maintain  product 
quality  througn  new  handling, 
processing,  and  distribution  techniques: 
and,  (4)  studies  identifying  agricultural 
products  that  might  have  potential  for 
new  alternative  market  uses.  Proposals 
addressing  other  marketing  objectives 
will  also  receive  consideration. 

The  Federal-State  Marketing 
Improvement  Program  is  listed  in  the 
"Catalog  of  Federal  Domestic 
Assistance"  under  NO.  10.156  and 
subject  agencies  must  adhere  to  title  VI 
of  the  Civil  Rights  Act  of  1964  which 
bars  discrimination  in  all  Federally 
assisted  programs. 

Dated:  December  31, 1992. 
Daniel  D.  Haley. 
Administrator. 

(PR  Doc  93-324  Filed  l-7-«3;  8:45  am] 
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Farmara  Horn*  Administration 

Recipients  of  Rscal  Year  1992  Section 
515  Loan  Funda 

AGENCY:  Farmers  Home  Administration, 
USDA. 


ACTION:  Notice. 


SUMMARY:  The  Fanners  Home 
Administration  (FmHA)  has  compiled  a 
list  of  all  recipients  of  FY  1992,  section 
515  loan  funds.  This  action  is  taken  to 
inform  the  public  of  recipients  of  FY  02 
Section  515  funds.  The  intended  effect 
is  public  awareness. 
FOR  FURTHER  MFORMATION  CONTACT: 
Cynthia  L.  Reese-Foxworth.  Loan 
Assistant,  Rural  Rental  Housing  Branch, 
Multi-Family  Housing  Processing 
Division.  Farmers  Home  Administration 
(FmHA).  USDA.  room  5337.  South 
Agriculture  Building.  Washington,  DC 
20250,  telephone  (202)  720-1608  (this  is 
not  a  toll  free  number). 

SUPPLEMENTARY  MFORMATION: 

Programs  Affected 

This  program  is  listed  in  the  Catalog 
of  Federal  Domestic  Assistance  under 
Number  10.415.  Rural  Rental  Housing 
Loans. 

Discussion  of  Notice 

The  information  available  is  an  84 
page  compilation  that  lists  borrower 
names,  names  of  the  general  partners, 
project  name  and  location,  number  of 
units  developed,  and  FmHA  loan 
amount.  This  information  is  available  to 
all  interested  parties  and  can  be 
obtained  by  writing  the  following 
address:  USDA,  FmHA.  Multi-Family 
Housing  Processing  Division,  room 
5337-S,  Washington,  DC.  20250.  The 
request  must  be  accompanied  by  a  self- 
addressed,  self-stamped  envelope. 
Envelopes  must  be  a  minimum  of  11"  x 
9"  in  size,  and  bear  first  class  postage  of 
$1.67.  Requests  without  the  required 
return  envelope  and  postage  will  not  be 
acknowledged  or  responded  to. 

Dated:  De(;8niber  11, 1992. 
La  Venie  Ausman. 
Administrator,  Farmers  Home 
Administration. 

IFR  Doc  93-323  Filed  1-7-93: 8:45  am] 
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DEPARTMENT  OF  COMMERCE 

Agency  Form  Under  Review  by  the 
Office  of  Management  and  Budget 
(OMB) 

DOC  has  submitted  to  OMB  for 
clearance  the  following  proposal  for 
collection  of  information  under  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.C.  chapter  35). 

Agency:  International  Trade 
Administration,  Commerce. 

Title:  Quality  Assurance  Survey 
Catalog  Exhibition  Evaluation. 
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Form  Numbers:  Agency — TTA — 
401 7P.  OMB— 0625-0202. 

Type  of  Request:  Revised  Coll^ption. 

Burden:  1,100  respondents;  183 
reporting  hoiirs. 

Average  Hours  per  Response:  10 
minutes. 

Needs  and  Uses:  The  International 
Trade  Administration's  U.S.  and 
Foreign  Commercial  Service  (US&FCS) 
develops  and  operates  catalog  and 
video-catalog  exhibition  projects.  The 
average  Catalog  Exhibition  includes  U.S. 
company  participants,  each  of  which 
sends  material  for  display  and 
promotion  to  overseas  sites.  A  Video- 
Catalog  Exhibition  normally  includes 
company  participants  whose  video 
presentation  is  combined  into  an  overall 
tape  in  various  language  versions  and 
also  includes  participant  company  full 
product  catalogs  for  display  and 
promotion  in  overseas  sites.  Each 
hosting  overseas  post,  at  the  conclusion 
of  the  promotional  event,  conveys  to 
participants  a  list  of  visitors  and  any 
trade  interest  leads  expressed  by  those 
visitors  respecting  individual  U.S.  firm 
presentations  or  product  catalogs.  This 
survey  will  allow  participants  to 
comment  on  the  effectiveness  with 
which  the  program  serves  their  overseas 
marketing  objectives.  The  information 
will  be  used  by  US&FCS  for  program 
evaluation  and  strategic  planning.  It  will 
enable  the  staff  to  better  direct  the 
limited  resources  available  and  to 
administer  these  exhibition  programs 
more  effectively  and  efficiently, 
determining  if  the  targeted  industry 
groups  are  being  reached. 

Affected  Public:  Businesses  or  other 
for  profit;  small  businesses  or 
organizations. 

Frequency:  On  occasion; 

Respondent's  Obligation:  Voluntary. 

OMB  Desk  Officer:  Gary  Waxman, 
395-7340. 

Copies  of  the  above  information 
collection  proposal  An  be  obtained  by 
calling  or  writing  DOC  Clearance 
Officer,  Edward  Michals,  (202)  482- 
3271,  Department  of  Commerce,  room 
5327, 14Ui  and  Constitution  Avenue, 
NW..  Washington,  DC  20230. 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent  to 
Gary  Waxman,  OMB  Desk  Officer,  room 
3208  New  Executive  Office  Building, 
Washington,  DC  20503. 

Dated:  January  4, 1993. 
Edward  Mkhab. 

Departmental  Qearance  Officer,  Office  of 
Management  and  Organization. 
|FR  Doc.  93-355  Filed  1-7-93;  8:45  ami 
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Bureau  of  Export  Administration 

Regulations  and  Procaduraa  Technical 
Advisory  Committee;  Open  Meeting 

A  meeting  of  the  Regulations  and 
Procedures  Technical  Advisory 
Committee  will  be  held  January  27, 
1993, 9:30  a.m..  in  the  Herbert  C 
Hoover  Building,  room  161 7M(2),  14th 
Street  and  Pennsylvania  Avenue,  NW., 
Washington.  DC  The  Qmunittee 
advises  the  Office  of  Technology  and 
Policy  Analysis  on  implementation  of 
the  Export  Administration  Regulations 
(EARs),  and  provides  for  continuing 
review  to  update  the  EARs  as  needed. 

Agenda 

1.  Opening  Remarks  by  the  Chairman. 

2.  Presentation  of  Papers  or 
Comments  by  the  Public. 

3.  Review  of  the  Revised  TAC  Charter 
and  Related  Requirements  for  1993 
Work  Plan. 

4.  Report  of  the  Non-Proliferation 
Working  Group. 

5.  Status  of  Refinement  of  EPQ  End- 
Use  Controls. 

The  meeting  will  be  open  to  the 
public  and  a  limited  number  of  seats 
will  be  available.  To  the  extent  time 
permits,  members  of  the  public  may 
present  oral  statements  to  the 
Committee.  Written  statements  may  be 
submitted  at  any  time  before  or  after  the 
meeting.  However,  to  facilitate 
distribution  of  public  presentation 
materials  to  the  Committee  members, 
the  Committee  suggests  that  presenters 
forward  the  public  presentation 
materials,  two  weeks  prior  to  the 
meeting  date,  to  the  following  address: 
Ms.  Lee  Ann  Carpenter,  TAC  Unit/ 
OAS-EA/BXA.  Room  1621,  U.S. 
Department  of  Commerce.  14th  k 
Pennsylvania  Ave..  NW.,  Washington. 
DC  20230. 

For  further  information  or  copies  of 
the  minutes,  contact  Lee  Ann  Carpenter 
on  (202)  482-2583. 

Dated:  January  5, 1993. 
Lee  Ann  Carpenter. 
Acting  Director,  Technical  Advisory 
Committee  Unit. 

[PR  Doc.  93-424  Filed  1-7-93;  8:45  am) 
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INTERNATIONAL  TRADE 
ADMINISTRATION 

[A-533-806] 

Final  Determination  of  Sales  at 
than  Fair  Value:  SuHanillc  Add 


AGENCY:  Import  Administration. 
International  Trade  Administration. 
Department  of  Commerce. 
EFFECTIVE  DATE:  January  8. 1993. 
FOR  FUfrrHER  R4FOmiATI0N  CONTACTS 
Mary  Jenkins,  Office  of  Investigations. 
Import  Administration.  International 
Trade  Administration.  U.S.  Department 
of  Commerce,  14th  Street  and 
Constitution  Avenue,  NW..  Washington, 
DC  20230;  telephone  (202)  482-1756. 
FMAL  OETERMMATKM:  The  Department  of 
Commerce  (the  Department)  determines 
that  sulfanilic  add  from  India  is  being, 
or  is  likely  to  be.  sold  in  the  United 
States  at  less  than  fair  value,  as 
provided  in  section  735  of  the  Tariff  Act 
of  1930  (the  Act),  as  amended.  The 
Department  also  determines  that  critical 
circumstances  exist 

Case  History 

Since  the  publication  of  our 
preliminary  determination  on  October 
22, 1992  (57  FR  48207),  the  following 
events  have  occurred. 

We  published  a  preliminary 
affirmative  determination  of  critical 
circumstances  on  December  7, 1992  (57 
FR  57729).  This  determination  was  in 
response  to  petitioner's  October  14, 
1992,  allegation. 

On  November  4, 1992,  John  D. 
Wilson,  Consultation  Services,  sent  us  a 
fax  informing  us  that  an  Indian 
producer  of  sulfanilic  add.  Kokan 
Synthetics,  was  not  contacted  when  we 
sent  out  our  questionnaires. 

On  December  21. 1992.  an  ex  parte 
meeting  was  held  with  Rolf  Th. 
Limdberg.  Deputy  Assistant  Secretary 
for  Impact  Aihninistration.  and 
representatives  of  certain  Indian 
sulfanilic  add  producers  and  U.S. 
importers.  During  this  meeting  the 
representatives  doallenged  our 
preliminary  determinations  in  both  the 
antidumping  and  co\mtervailing  duty 
investigations.  As  Mr.  Lundberg  stated 
at  the  meeting,  these  arguments  were 
too  late  to  be  considered  for  the  final 
determinations  in  either  case.  (See,  Ex 
parte  Memorandum  dated  December  22. 
1992.)  In  addition,  certain  arguments 
which  were  contained  in  a  November 
11, 1992,  brief  submitted  by  these 
parties  in  the  countervailing  duty  case, 
were  discussed.  Fat  a  further  discussion 
of  this  issue,  see.  Final  Affirmative 
Countervailing  Duty  Determination: 
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Sul&nilic  Add  Praai  India  tPVD  Pinal), 
published  concuiimtly  witk  Ala  aoftioa. 

Scop*  oftha  iBTMdgadoB 

The  products  covered  by  this 
invaitintion  are  all  grades  of  sul&nitic 
add.  Wbdi  indoda  tedmical  (or  crude) 
sulfanilk:  add.  refined  (or  purified) 
sulCsnllic  add  and  sodium  salt  of 

sulfaniBc  add  (sodimn  stiHsailala). 
Sulftnilic  add  is  a  symhatic  oqaaic 

chemical  produced  from  tha  dited 
sulfonatlon  of  aniline  with  sulfuric  add. 
Sui&nilic  add  Is  used  as  a  raw  material 
in  tbe  pioduction  of  optical  bri^teners. 
food  colon,  spedahy  dyes,  and  concreta 
additivea.  The  prindpal  differences 
betweea  tha  grades  are  the  undesirable 
quantities  of  residual  aniline  and  alkali 
insohible  materials  present  in  the 
saUniHc  acid.  All  grade*  are  availdile 
as  dry.  free  flowing  powers. 

Technical  soUamBc  add.  currently 
dassifiaUe  under  the  subheading 
2921.42.24.20  of  Ae  Harmonized  Tariff 
Schedule  erf  tha  United  Slates  OfrSUS). 
contains  96  percent  minimtmi  suHanilic 
add,  1.0  percent  mexiraam  aniline,  and 
1.0  percent  maximum  aDcali  insohible 
materials.  Refined  sulfanllic  add.  also 
currently  classifiable  under  the  HTSUS 
subheading  29Z1. 42.24.20.  contains  98 
pocent  minimum  sutfrnilic  add.  0.5 
percent  maximum  aniline,  and  0.2S 
percent  maximum  alkali  Insoluble 
materials.  Refined  sodium  salt  of 
sul&nlUc  add  (sodium  sulfhnilate). 
currantlv  classifiable  under  the  HTSUS 
subhea<fing  2021.42.70.  is  a  granular  or 
crystdUne  material  containing  75 
percent  minimum  equivalent  suIfoniUc 
add,  0.5  percent  maximum  aniline,  and 
0.2S  percent  maximum  alkali  insoluble 
materials  based  on  the  equivalent 
sulfanlUc  add  content 

Ahhoogh  the  HTSUS  subheadings  are 
provided  for  convenience  and  customs 
purposes,  our  written  description  of  the 
scope  of  this  proceeding  is  dispositive. 

Period  of  In»ealigaiiaa 

The  period  of  investigation  (POI)  Is 
December  1. 1991,  throu^  May  31. 
1992. 

Baal  lafasmatiea  Availahla 

Wa  have  determined.  In  accordance 
writh  aactlan  776(c)  of  tha  Ad,  that  the 
use  of  bast  infosmalioa  avaikUa  (BIA) 
is  apfMoprlale  for  vahiing  tha  sales  of 
the  sufa^  mavchaaufiaa  in  this 

i ■llgBlliai  Section  77«(c)  ptovldes 

that  tha  DifMitmaat  may  oaa  BIA  when 
a  reapaadant  rafuaaa  or  ia  mabla  to 
produc*  JaJormation  laquoelad  in  a 
timely  mannar  and  in  the  form  raqirired. 

compaaiaa  who  waaa  idaolifiad  as 
prodooacB  to  detanniBe  who  would  be 


theapptepgiatafedpieptaoftheirfi 
antidumping  questionnaire.  We 
lecaivad  quastiaimaiia  laapoaaa 
four  cmnpaniaa:  Goldso  Dyaa  Corp. 
(India)  Private  Ltd..  Synthetic  Dyestuff 
(India)  Carp^  Atul  Praduds.  and 
Hickson  ft  Dada|ee  Ltd.  indicating  tot 
they  had  no  sahw  or  exports  dving  the 
POI.  The  remaining  three  companies. 
Beta  Napdiol  (P)  Ltd.  (Bala).  Kanoria 
Chamkals  It  Industries  Ltd.  (Kanoiia). 
and  Chemco  International  iCheraco), 
did  not  respond  to  our  queationnake. 
Becatise  we  have  not  received  any 
respoiMa  with  which  to  perform  our 
antidumping  analysis  for  the  latter  three 
companies,  we  are  making  our 
determination  on  the  basis  of  BIA.  We 
selected  as  BIA  the  highest  margin  In 
the  petition,  in  accordance  with  the 
two-tierad  BIA  methodology  outlined  in 
the  Antifriction  Bearings  (Odiar  Than 
Tapered  Roller  Bearings)  and  Parts 
Thereof  From  France;  rt  aL;  Final 
Results  of  Antidun^>ing  Duty 
Administrative  Reviews  (57  FR  28360, 
28379.  June  24. 1992). 

Fair  Value  Comparisons 

To  determine  whether  sales  of 
sulfanilic  add  from  India  to  die  United 
States  were  made  at  less  than  fair  value. 
we  compared  the  "United  States  price  to 
the  fbreign  maricet  value  (FMV).  as 
spedfledin  the  "United  States  Price" 
and  'Toreign  Market  Value"  sections  of 
this  notice. 

UiritadStataa  Price 

We  based  U.S.  prioB  on  BIA.  whldi 
was  infarmatian  sapptiad  by  the 
petitioner.  Petitioner  based  US.  pikx 
on  ejqMutar's  sales  price  (ESP) 
methodology  because  snUairilir.  acid 
was  sold  to  luuelated  puichasen  in  the 
United  States  after  the  importation  of 
the  subbed  merchandise  into  tha  United 
States. 

Petitioner  calculated  ESP  baaed  on 
padied.  C&F  U.S.  port  of  entry  price 
quotations.  Petitioner  dedudecl  fbreign 
inland  freight,  foreign  handling,  ocean 
frel^.  U.S.  brokerage  uid  handling 
chargss.  and  commissions  incurred  in 
the  United  States. 

Foreign  Market  Vaha 

We  based  FMV  on  BIA.  wbidi  was 
information  supplied  by  the  petitioner. 
Petitioner  based  FMV  on  f.o.b.  ubaened 
prices  in  India  for  all  tlHee  grades  of 
sulfanilic  add.  No  ad^aalBiBiits  hava 
been  made  to  the  observed  Indian 
prices. 

Final  Affirmativa  Determinatioa  of 
Critical  Circumstancea 

Petitionen  alleged  that  "critical 
drcumstances"  exist  with  resped  to 


imports  of  aidfuiUk:  add  from  bidta. 
Section  735(aM3)  ol  die  Ad  provides 
that  diaicat  dscumalaacas  asdat  if  wa 
determine  that  tore  ia  a  masonaWa 
basis  to  believe  or  susped  tha  following: 

"(AMD  Thasa  is  a  history  of  dumping 
in  the  United  States  or  elsewhere  m  the 
daaa  or  kind  of  aoardiandise  whidi  is 
the  subied  of  the  faiveatigilion,  or 

(ii)  Tim  person  by  whom,  or  for  whose 
account,  the  marchandi.se  was  imported 
knew  or  should  have  known  that  the 
exporter  was  aelling  the  merdiandiae 
which  is  the  subjed  of  investigation  at 
less  than  fair  vahte.  and 

(B)  Than  have  been  massive  imports 
of  the  merchandise  which  is  the  subjed 
of  the  Investigation  over  a  relatively 
short  period." 

Regarding  criterion  (A)  above,  we 
normally  consider  either  an  outstanding 
antidimiping  order  in  the  United  States 
or  elsewnere  on  the  subjed 
merchandise,  or  margins  of  25  percent 
or  more  in  die  case  of  purchase  price 
comparisons,  and  15  percent  or  more  in 
the  case  of  exporter  sales  price 
comparisons.  suflSdent  to  impute 
knowledge  of  diunping  under  section 
73S(a)(3)  of  the  Act  The  dun^)ing 
margin  fcmnd  in  this  final  determination 
is  suffidently  high  so  that  the  importer 
of  the  merchandise  knew,  or  should 
have  known,  that  dumping  was 
ocoirrinff. 

Regatdlng  criterion  (B)  above, 
pursuant  to  19  CFR  353.16(f).  we 
generally  consider  the  following  Cadors 
in  determinfaig  whether  Imports  have 
been  maraivB  over  a  short  period  of 
time:  (1)  The  volume  and  value  of  the 
imports;  (2)  seasonal  trends  (if         ' 
appbodile)^  and(3)  the  share  of  domestic 
consimiption  accounted  for  by  imports. 
Because  shipment  data  for  Beta.  Kanoria 
and  Chemco  was  not  reported,  as  BIA. 
we  determine  tlut  imptnts  were  massive 
over  a  relatively  riKMt  period  of  time. 
Accordingly,  we  find  that  critical 
circumstances  exist  for  all 
manufrKtiirers,  produoera  and  exportere 
of  the  siAjed  merchandise. 

With  resped  to  Golden  Dyes  Corp. 
Private  Ltd.,  ^rnthetic  Dyestuff  Q^., 
Atul  Products,  and  Hickson  A  Dedajee 
Ltd..  we  make  no  spedfic  determination 
with  resped  to  ttie  issue  of  critical 
drcumstancaabacaose  it  is  moot 

CMHinuaiien  of  Suspension  of 
Liquidafian 

In  accordance  with  section 
735(c)(4)(A)  of  the  Ad.  for  Beta. 
Kanoria.  and  Chemco.  we  are  directing 
the  Customs  Service  to  continue  to 
suspend  liquidation  of  all  entries  of 
sulranilic  add  fit>m  India  that  are 
entered,  or  withdrawn  from  warehouse, 
for  consumption  on  or  after  July  24. 
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1902.  which  is  90  days  retroactive  from 
the  date  of  publication  of  our 
pTeliminary  determination  notice  in  the 
Federal  R^pster.  For  all  others,  we  are 
directing  Olstoms  to  sxispend 
liquidation  of  all  entries,  of  sulfanilic 
acid  from  Indian  that  are  entered,  or 
withdrawal  from  warehouse,  for 
consumption  on  or  after  July  24. 1992. 

The  Customs  Service  shall  continue  to 
require  a  cash  deposit  or  posting  of  a 
bond  equal  to  the  estimated  amounts  by 
which  the  foreign  market  value  of 
sulfanilic  add  exceeds  the  United  3tate8 
price  as  shown  below.  The  suspension 
of  liquidation  on  sulfanilic  add  will 
remain  in  effiect  until  further  notice.  The 
dumping  margin  in  this  case  is  114.8 
percent  for  all  manufacturers/ 
producers/exporters.  However,  section 
772(d)(l)P)  of  the  Act  prohibits 
assessing  dumping  duties  on  the  portion 
of  the  margin  attributable  to  an  export 
subsidy,  hi  this  case,  the  product  under 
investigation  is  subiect  to  a 
countervailing  duty  investigation  (see. 
CVD  Final).  We  are  subtracting  the  cash 
deposit  rate  attributable  to  the  export 
subsidies  foujid.  43.71  percent. 
Accordingly,  for  duty  deposit  purposes, 
the  net  estimated  antidumping  duty 
deposit  rate  is  shown  below. 


ManutacturerMproduoera/ai^xxt- 

Mwgin  (pwcam- 

■0B) 

Beta,  Kano(«a  and  Chwnoo 

A>  Othei* 

TIM 
71M 

rrc  Notification 

In  accordance  with  section  735(d)  of 
the  Act,  we  have  notified  the 
International  Trade  Commission  (TTC)  of 
our  determination.  If  the  ITC  determines 
that  material  injury,  or  threat  of  material 
injury,  does  not  exist  with  respect  to 
sulfanilic  add.  the  proceeding  will  be 
terminated  and  all  securities  posted  will 
be  refunded  or  cancelled.  If  the  ITC 
determines  that  such  injury  does  exist, 
the  Department  will  issue  an 
antidumping  duty  order  directing 
Customs  offidals  to  assess  antidumping 
duties  on  all  sulfanilic  add  from  India, 
entered,  or  withdrawn  from  warehouse, 
for  consumption  on  or  after  the  effective 
date  of  the  suspension  of  Uquidation. 

This  determination  is  published 
pursuant  to  section  735(d)  of  the  Act  (19 
U.S.C  1673(d)  and  19  CFR  353.20). 

Dated:  December  29. 1992. 
Alan  M.  Dunn. 

Assistant  Secretary  for  Import 

Administration. 

IFR  Doc.  93-356  Piled  1-7-93;  8:45  am] 
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Intematlonal  Trade  Administration 

[A-412-a09] 

Hnal  Determination  of  Salea  at  Lesa 
Than  Fair  Value:  Sulfur  Dyes,  Including 
Sulfur  Vat  Dyes,  From  the  United 
Kingdom 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Comroaroe. 
EFFECTIVE  DATE:  January  8. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Shawn  Thompson,  OfBce  of 
Antidumping  Investigations,  Import 
Administration.  International  Trade 
Administration.  U.S.  Department  of 
Commerce.  14th  Street  and  Constitution 
Avenue,  NW..  Washington.  DC  20230; 
telephone:  (202)  482-1776. 
FVIAL  DETERMINATION:  We  determine  that 
sulfur  dyes,  including  sulfur  vat  dyes, 
from  the  United  Kingdom  are  being,  or 
are  lilcely  to  be,  sold  in  the  United  States 
at  less  than  fair  value,  as  provided  in 
section  735  of  the  Tariff  Ad  of  1930.  as 
amended  (the  Ad).  The  estimated 
margins  are  shown  in  the  "Suspension 
of  Liquidation"  section  of  this  notice. 

Case  History 

Since  the  publication  of  our 
affirmative  preliminary  determination 
on  September  24, 1992  (57  FR  44163). 
the  following  events  have  occurred: 

We  received  requests  for  a  public 
hearing  from  Sandoz  Chemicals 
Corporation,  the  petitioner,  on  Odober 
2, 1992.  and  from  James  Robinson 
Limited  (JR).  the  respondent,  on  Odober 
5. 1992. 

From  Odober  5  through  Odober  8. 
1992.  we  conduded  verification  in  the 
Untied  Kingdom  of  JR's  responses  to  the 
Department's  questioimaire. 

On  Odober  8. 1992.  JR  requested  a 
postponement  of  the  final 
determination.  We  granted  this  request, 
and  on  Odober  16, 1992.  we  postponed 
the  final  determination  until  not  later 
than  December  31. 1992  (57  FR  48356 
(Od.  23, 1992)). 

Both  petitioner  and  JR  filed  case  briefs 
on  November  17. 1992.  and  rebuttal 
brieb  on  November  25, 1992.  A  public 
hearing  was  held  on  December  2. 1992. 

Class  or  Kind  of  Merchandise 

On  August  31, 1992,  respondent 
requested  that  the  Department  of 
Commerce  (the  Department)  determine 
that  there  are  two  separate  classes  or 
kinds  of  merchandise  under 
investigation— conventional  sulfur  dyes 
and  solubilized  sulfur  dyes.  Respondent 
further  requested  that  the  Department 
either  rescind  the  investigation  with 
resped  to  solubilized  sulfur  dyes,  as 


there  was  no  less-than-fair  value  (LTFV) 
allegation  in  the  petition  regarding  this 
type  of  dye.  or.  at  a  minimum,  calculate 
separate  dumping  margins  for  each  type 
.  of  dye.  For  the  reasons  outlined  below, 
we  determine  that  conventional  and 
solubilized  sulfur  dyes  do  not  constitute 
separate  dasses  or  kinds  of 
merchandise.  ^ 

In  past  cases  where  the  Department 
has  baen  called  upon  to  determine  the 
number  of  classes  or  kinds  of 
merchandise  under  investigation,  we 
have  based  our  analysis  on  the  criteria 
set  forth  by  the  Court  of  International 
Trade  in  Diversified  Products  v.  United 
States,  6  OT 155.  572  F.  Supp.  883 
(1983)  ["Diversified  Products"). 
Accordiing  to  Diversified  Products,  the 
Department  may  rely  upon  the 
following  fadore  in  determining 
whether  produds  belong  to  the  same 
dass  or  Und  of  merchandise:  (1)  The 
general  physical  charaderistics  of  the 
merchandise;  (2)  the  ultimate  use  of  the 
merchandise;  (3)  the  expedations  of  the 
ultimate  purchaser.  (4)  the  channels  of 
trade  in  which  the  produd  is  sold;  and 
(5)  the  manner  in  which  the  produd  is 
advertised  and  displayed.  (See,  e.g.. 
Final  Determinations  of  Sales  at  Less 
Than  Fair  Value:  Antifriction  Bearings 
(Other  llian  Tapered  Roller  Bearings) 
and  Parts  Thereof  From  the  Federal 
Republic  of  Germany.  54  FR  18992  (May 
3. 1989)). 

Regarding  four  of  the  five  Diversified 
Products  criteria  {i.e..  ultimate  use. 
expectations  of  the  ultimate  purchasera. 
channels  of  trade,  and  manner  of 
advertising),  we  find  that  there  is 
significant  overlap  between  the  two 
types  of  dyes.  Although  it  is  true  that 
one  type  of  solubilized  sulfur  dye  (the 
type  formulated  to  dye  leather)  cannot 
be  uMd  in  the  same  applications  as 
conventional  sulfur  dyes  (and  vice 
versa),  we  find  that  another  type  (the 
type  formulated  to  dye  textiles)  can  be. 
and  is  ultimately  used  in  the  same 
applications  (i.e.,  to  dye  textiles). 
Accordingly,  we  find  that  the  ultimate 
use  and  expectations  of  the  ultimate 
purchasers  for  one  type  of  solubilized 
sulfur  dye  are  similar  to  the  use  of,  and 
expedations  for.  conventional  sulfur 
dyes.  Moreover,  it  appeare  that  the  type 
of  solubilized  sulfur  dye  formulated  to 
dye  textiles  moves  in  the  same  channels 
of  trade  as  conventional  sulfur  dyes. 
Along  the  same  lines,  we  find  that 
advertising  for  this  type  of  solubilized 
sulfur  dye.  like  that  for  conventional 
sulfur  dyes,  is  direded  towards  textile 

dyere. 

Regarding  the  remaining  Diversified 
Products  criterion  (the  general  physical 
charaderistics  6f  the  merchandise),  we 
.  note  that,  when  examining  differences 
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in  pbysica)  Gharactoristics  in  dwcontoxt 
of  •  ckcc  or  kind  analysis,  die 
Departmeni  looks  for  clear  dividing 
lines  between  product  groups,  not 
merely  the  presence  or  absence  of 
physical  differences  between  certain 
products,  fai  this  specific  instance, 
although  there  are  ph3rsical  diffsrences 
between  certain  types  of  solubilized 
sulfur  dyes  (i.e.,  those  formulated  for 
use  on  leather)  and  conventional  sulfur 
dyes,  we  find  that  the  physical 
diflersuces  between  ttu}  two  product 
groups  in  question  (i.e.,  conventional 
sulfur  dyes  and  solubilized  sulfur  dyea 
taken  as  a  whole)  are  not  so  pvat  or  so 
clearly  delineated  as  to  fonn  the  sol* 
basis  for  determining  that  they  fall 
within  separate  clasMe  or  kinds  of 
merchandise.  In  other  words,  physical 
differences  among  these  products  akme 
are  not  ipso  facto  proof  of  different 
classes  or  kinds. 

In  making  its  arguments  that  separate 
classes  or  kinds  of  merchandise  exist, 
respondent  relies  heavily  on  a  recent 
determination  issued  by  the 
Department.  (See.  Pure  and  Alloy 
Magnesium  From  Canada:  Final 
AfHrmative  Determination;  Rescission 
of  Investigation  and  Partial  Dismissal  of 
Petition.  57  FR  30.939.  Quly  13, 1992) 
("Magnesium").  In  that  determination, 
the  Department  found  not  only  that  the 
two  products  in  question  had  clearly 
defined  difierences  in  physical 
characteristics,  but  also  that  they  wero 
ultimately  used  for  distinctly  different 
purposes  by  purchasers  who  had 
completely  difierent  expectations.  Wa 
find  that  respondent's  reliance  on 
Magnesium  is  misplaced,  however, 
because  in  this  investigation  we  find  no 
clearly  defined  differences  in  any  of  the 
five  Diversified  Products  criteria. 

In  sum,  our  analysis  of  conventional 
and  solubilized  sulfur  dyes  in  light  of 
the  Diversified  Products  criteria 
supports  a  finding  that  these  products 
should  not  be  separate  classes  or  kinds 
of  merchandise.  Accordingly,  we  have 
not  rescinded  the  investigation  with 
respect  to  solubilized  sulfur  dyes.  In 
addition,  in  accordance  with  the 
Department's  practice  of  calculating  one 
weighted-average  margin  for  the  class  or 
kind  of  merchandise,  we  have 
calculated  a  single  margin  for 
solubilized  and  conventional  sulfur 
dyes.  (For  a  more  detailed  discussion  of 
this  issue,  see  Memorandum  from  David 
L.  Binder,  Acting  Director,  Office  of 
Antidumping  Investigations,  to  Richard 
W.  Moreland.  Acting  Deputy  Assistant 
Secretary  for  Investigations,  dated 
December  22. 1992.) 


Scope  of  laveatigaliaa 

The  merchandise  subject  to  this 
investigation  is  sulfur  dyea.  including 
sulfur  vat  dyea.  Sulfur  dyea  are 
synthetic,  organic,  colorix^  matter 
containing  sulfur.  Sulfur  dyes  are 
obtained  by  high  temperature 
sulfurization  (^  organic  matwial 
containing  hydroocy,  nitro  or  amino 
groups,  or  by  reaction  of  sulfur  and/or 
alkaline  sulfide  with  aromatic 
hydrocarbom.  For  purpoaes  of  this 
investigation,  sulfur  dyea  include,  but 
are  not  limited  to.  sulfur  vat  dyea  with 
the  following  color  index  numbers;  Vat 
Blue  42. 43.  44. 45.  46.  47.  49.  and  SO 
and  Reduced  Vat  Blue  42  and  43.  Sulfur 
vat  dyes  also  have  the  properties 
described  above.  All  forma  oi  sulfur 
dyes  are  covered,  including  the  reduced 
(leuco)  or  oxidized  state,  presscake. 
paste,  powder,  concentrate,  or  so-called 
"pre-reduced,  liquid  ready-to-dye" 
forms.  The  sulfur  dyes  subject  to  this 
investigation  are  classifiable  under 
subheadings  3204.15.10. 3204.15.20. 
3204.15.30,  3204.15.35,  3204.15.40, 
3204.15.50.  3204.19.30,  3204.19.40  and 
3204.19.50  of  the  Harmonized  Tariff 
Schedule  of  the  United  States  (HTSUS). 
Although  the  HTSUS  subheadings  are 
provided  for  convenience  and  customs 
purposes,  our  written  description  of  the 
scope  of  this  proceeding  is  dispositive. 

Period  of  Investigation 

The  fwriod  of  investigation  (PCH)  is 
November  1. 1991,  through  April  30, 
1992. 

Such  or  Sinilar  Cooipariaooa 

We  have  determined  that  all  the 
products  covered  by  this  investigation 
constitute  a  single  category  of  such  or 
similar  merchandise.  Where  there  were 
no  sales  of  identical  mMchandise  in  the 
home  market  to  compare  to  U.S.  sales. 
we  made  comparisons  on  the  basis  of: 
(1)  Category;  (2)  color;  (3)  color  index 
number;  (4)  type;  (5)  form;  and  (6) 
strength.  We  made  adjustments  for 
differences  in  the  [tbysical 
characteristics  of  the  merchandise,  in 
accordance  with  section  773(a)(4)(C)  of 
the  Act. 

Fair  Value  Comparisons 

To  determine  whether  sales  of  sulfur 
dyes,  including  sulfur  vat  dye*,  firom  the 
United  Kingdom  to  the  United  States 
were  made  at  less  than  fair  value,  we 
compared  the  United  States  price  (USP) 
to  the  foreign  market  value  (FMV),  as 
specified  in  the  "United  States  Price" 
and  "Foreign  Market  Value"  sections  of 
this  notice. 


United  Stafea  Frnv 

Wecakulated  USP  using  th« 
nMthodok)g;y  desGrttied  in  tha 
preliminary  datenninatioo,  with  ttM 
folknving  exception.  We  disregarded 
U.S.  sample  salea  in  our  analysts, 
because  tnese  sales  accounted  for  a  voy 
small  percentage  of  U.S.  sales  by 
volume.  (For  further  discussion,  see 
Comment  5  in  the  "hiterested  Party 
Comments'*  section  of  this  notice.) 


Foreig»  Market  ValM 

We  calculated  FMV  using  the 
methodology  described  in  the 
preliminary  determination,  with  the 
following  exceptions: 

1.  We  excluded  firom  our  analysis  one 
large  volimie  sale,  as  we  determined 
that  this  sale  was  made  outside  the 
ordinary  course  of  trade.  (For  further 
discussion,  see  Comment  J.) 

2.  We  reclassified  payments  to  one  of 
respondent's  customers,  characterized 
by  respondt^nl  as  post- sale  rebates,  as 
commission  expenses  because  the 
payments  in  question  were  made  in 
return  for  the  customer's  performance  of 
the  functions  of  a  sales  agent  (including 
the  function  of  finding  buyers).  Because 
JR  neither  reported  U.S.  indirect  selling 
expenses  nor  paid  commissions  in  the 
U.S.  market,  we  used  best  information 
available  (BIA)  to  determine  the  amount 
of  the  commission  offset  for  these  sales. 
As  BIA,  we  used  the  amount  of  the 
commission  itself.  (For  further 
discussion,  see  Comment  9.) 

3.  We  corrected  JR's  reported 
difference  in  merchandise  adjustments 
(difmers)  for  errors  found  at  verification. 
In  addition,  for  one  product  con^parison 
we  excluded  sales  of  one  product  from 
the  calculation  of  FMV.  as  we  find  that 
the  variable  cost  difference  between  the 
product  sold  in  the  home  market  and 
that  sold  in  the  United  States  is  too  large 
to  allow  a  reasonable  price-to-price 
comparison  (i.e.,  the  revised  difiner  for 
this  product  comparison  exceeded  20 
percent  of  the  cost  of  manufacture 
(COM)  of  the  product  sold  in  the  United 
States,  and  no  party  to  this  proceeding 
provided  any  basis  to  depart  from  the  20 
percent  guideline). 

4.  We  made  a  circumstance-of-sale 
adjustment  for  credit  expenses  using 
revised  U.S.  credit  expenses.  We 
recalculated  these  expenses  using 
respondent's  home  market  interest  rate, 
because  this  was  the  rate  that 
respondent  actually  used  to  finance  its 
U.S.  accounts  receivables.  (See 
Comment  7.)  In  our  recalculation,  we 
also  used  updated  payment  information 
for  certain  U.S.  sales,  provided  at 
verification. 
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S.  We  added  to^tlV  in  additional 
U.S.  padiing  expense*  baaed  on  our 
findings  at  verification. 

Cumacy  Coavanioa 

We  made  currency  oonversione  in 
accordance  with  19  CFR  353.60(a)  based 
on  the  official  exchange  ratee  in  effect 
on  ttie  dates  of  the  U.S.  sales  as  certified 
by  the  Federal  Reserve  Bank. 

VerificatioB 

As  provided  in  section  776(b)  of  the 
Act,  we  verified  information  provided 
by  respondent  by  using  standard 
verification  prooadurea.  including  the 
examination  of  relevant  sales  and 
financial  records,  and  selection  of 
original  source  documentation 
containing  relevant  infdrmatlan. 

Critical  Qrcumstaacss 

Petitioner  alleges  that  "critical 
circumstances"  exist  with  respect  to 
imports  of  sulfur  dyes,  including  sulfur 
vat  dyes,  from  the  United  Kingdom. 
Section  735(a)(3)  of  Uie  Act  provides 
that  critical  circumstances  exist  if  we 
determine  that  there  is  a  reasonable 
basis  to  believe  or  suspect  that: 

(AKi)  There  is  a  histoiy  of  dumping  in 
the  United  States  or  elsewhere  of  the 
class  or  kind  of  roerdiandise  which  is 
the  subject  of  the  investigation,  or 

(ii)  Toe  person  by  whom,  or  for  whose 
account,  the  merchandise  was  imparted 
knew  or  should  have  known  that  the 
exporter  was  selling  the  merchandise 
which  is  the  subiect  of  the  investigation 
at  less  than  its  feir  value,  and 

(B)  There  have  been  massive  imports 
of  the  class  or  kind  of  merchandise 
which  is  the  subject  of  the  investigation 
over  a  relatively  short  period. 

With  respect  to  the  first  criterion,  we 
note  that  there  are  no  outstanding 
antidumping  orders  on  sulfur  dyes, 
including  sulfur  vat  dyes,  from  the 
United  Kingdom,  and,  thus,  no  history 
of  dumping.  Moreover,  because  the  final 
dumping  margin  fen*  JR  and  all  other 
exporters  is  less  than  25  percent,  we 
cannot  impute  knowledge  under  section 
735(a)(3)(A)(ii)  of  the  Act  Since  the 
criteria  necessary  to  find  the  existence 
of  critical  circumstances  under  section 
735(aH3)(A)  are  not  present,  we  do  not 
need  to  determine  whether  imports  of 
subiect  merchandise  have  been  massive 
over  a  relatively  short  period,  in 
accordance  with  section  735(a)(3HB)  of 
the  Act. 

Accordingly,  we  determine  that 
critical  circumstances  do  not  exist  with 
respect  to  imports  of  sulfur  dyes, 
including  sulfur  vat  dyes,  from  the 
United  IGngdom.  (For  further 
discussion  of  this  issue,  see  Comment 

m 


Interested  Party  Ouiiiiiieuia 

Comment  1 

Petitioner  alleges  that  )R  incorrectly 
calculated  its  adlustments  for 
differences  in  the  physical 
characteristics  of  tne  merchandise. 
AcoDrding  to  petitioner.  )R's  use  of 
direct  labor  costs  as  a  bads  for 
allocating  overhead  constitutes  the  lesst 
accurate  method  of  measuring  overhead, 
as  JR's  production  involves  a  nighly 
capital-intensive,  low-labor 
manufacturing  process.  Petitioner 
maintains  that  the  individual  elements 
comprising  JR's  variable  overhead  costs 
will  increase  or  decrease  proportionally 
with  the  amount  of  goods  produced, 
while  the  amount  of  labor  will  not 
necessarily  vary  at  all.  Consequently. 
petitioner  argues  that  the  most  acciirate 
basis  of  allocating  variable  overhead 
costs  is  the  volume  of  goods  produced. 
To  this  end,  petitioner  provided  the 
Department  with  recalculated  overhead 
amounts,  as  well  as  revised  difmers. 

Respondent  contends  that  its  method 
of  aliocatinc  overhead  costs  on  the  basis 
of  labor  is  the  best  method  available  for 
measuring  the  vtork  necessary  to  take 
raw  materials  through  to  finished 
products,  because  its  factory  is  not 
automated  and  still  is  relatively  labor- 
intensive.  According  to  respondent, 
using  petitioner's  suggested 
methodology  of  reallocating  overhead 
costs  based  on  production  volume  is 
inappropriate  in  this  investigation 
because  JR's  processes  and  product 
range  is  so  diverse  [i.e.,  each  unit 
produosd  by  JR  does  not  require  the 
same  amount  of  overhead  inputs). 

Respondent  asserts  that  the 
Department  has  accepted  this  allocation 
methodology  in  other  investigaticms, 
citing  Television  Receivers, 
Monochrome  &  Color,  From  Japan:  Final 
Results  of  Antidumping  Duty 
Administrative  Review,  56  FR  34177 
(July  26, 1991)  and  Final  Determination 
of  Sales  at  Less  than  Fair  Value:  Cell 
Site  Transceivers  From  Japan,  49  FR 
43080  (Oct.  26. 1984).  Finally, 
respondent  notes  that  the  Department 
verified  JR's  overtiead  costs  and 
allocations  and  found  no  significant 
discrepancies. 

DOC  Position 

We  agree  with  respondent  and  have 
accepted  JR's  allocation  methodology 
for  purposes  of  the  final  determination. 
After  evaluating  JR's  allocation 
methodology,  we  find  that,  while  the 
company's  costs  do  not  correlate 
perfectly  with  the  amount  of  labor  used, 
its  methodology  is  more  accurate  than 
the  ahemative  put  forth  by  petitioner,  in 
that  ^'s  methodology  at  least  assigns 


higher  coats  to  products  «v)tich  have 
more  production  steps  or  have  mora 
complex  processes  (and  therefore  use 
mora  labor).  In  this  particular  instance, 
petitioner's  methodology  of  allocating 
overhead  based  on  production  volume 
would  be  distortive  and  inaccurate, 
because  JR's  coats  would  not  vary 
proportioiially  with  the  volume 
produced.  Petitioner's  recalculated 
numbers  show  that  the  overhead 
amounts  vary  by  an  insignificant 
amount  between  the  different  product 
groups  produced  by  JR.  However,  we 
noted  at  verification  that  it  is  more 
costly  to  produce  subject  merchandise 
as  a  powder  than  as  a  liquid  (these  are 
dassified  as  separate  product  groups  in 
JR's  accounting  system),  because 
powder  production  requires  additional    T 
machinery  and  has  several  additional 
production  steps.  Therefore,  we  have 
used  JR's  verified  overhead  costs  for 
purposes  of  the  final  determinL-Jon. 

Comment  2 

Petitioner  alleges  that  all  of  JR's  home 
market  sales  of  certain  products  were 
made  at  prices  below  the  cost  of  • 
production  (OCH>)  and  should  be 
excluded  from  the  Defwrtment's 
analysis  for  purposes  of  the  final 
determination.  In  order  to  support  this 
allegation,  petitioner  provided  its  own 
COP  calculations  for  these  products, 
using  respondent's  data  after  revising 
them  to  take  into  account  its  proposed 
methodology  for  reallocating  ovohead 
expenses.  (See  Comment  1,  supra.) 
Petitioner  then  compared  the  revised 
COPs  to  the  gross  xmit  prices  for  the 
products  in  question,  less  any  reported 
rebates.  According  to  petitioner,  oecause 
(1)  the  total  volume  of  all  below-cost 
sales  is  greater  than  ten  percent  of  the 
JR's  totalhome  market  sales  of  subject 
merchandise,  and  (2)  all  of  the  sales  of 
the  specific  products  in  question  are 
below-cost,  the  Department  should 
apply  its  "10/90/10"  rule  and  exclude 
the  below-cost  sales  from  the  margin 
analysis.  Accordingly,  petitioner  states, 
the  Department  should  base  FMV  for  the 
U.S.  sales  previously  compared  to  the 
below-cost  sales  on  the  constructed 
value  (CV)  for  one  of  products  sold  in 
the  home  market.  Petitioner  reasons 
that,  of  the  below-cost  products  sold  in 
the  home  market,  this  product  is  the 
only  one  having  a  revised  difrner  of  less 
than  20  percent  of  the  COM  of  the 
comparison  products  sold  in  the  United 
States. 

Finally,  petitioner  submits  that  its 
COP  allegation  should  not  be  rejected 
on  timeliness  grounds,  as  not  only  did 
petitioner  previously  submit  an 
allegation,  but  it  is  not  now  either 
realleging  sales  below  cost  or  requesting 
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that  the  Department  initiate  a  CX^ 
investigation.  Rather,  petitioner  argues 
that  the  facts  on  the  record,  verified  by 
the  Department.  estabUsh  that  JR's  sales 
were  below  CXDP.  Moreover,  petitioner 
maintains  that  it  did  not  have  complete 
access  to  these  facts,  used  in  its  case 
brief  for  the  first  time,  as  (1)  petitioner 
did  not  receive  sufficient  information  on 
one  of  the  products  in  question  until  )R 
filed  its  second  deficiency  response 
(which  was  submitted  after  the  deadline 
for  filing  a  cost  allegation)  and  (2)  much 
of  JR's  cost  information  was  revised 
during  verification. 

Respondent  contends  that  the 
Department  should  reject  petitioner's 
COP  allegation,  as  it  is  106  days  past  the 
regulatory  deadline.  Respondent  states 
that  the  Department  afforded  petitioner 
numerous  opportimities  to  submit  an 
adequate  allegation  prior  to  the 
deadline,  yet  petitioner  declined  to  do 
so.  Moreover,  respondent  states  that 
petitioner  had  sufficient  information  in 
its  possession  prior  to  the  deadline  to 
make  substantially  the  same  allegation, 
as  almost  all  of  the  data  used  by 
petitioner  in  its  case  brief  was  contained 
in  JR's  pre-deficiency  questionnaire 
responses.  Finally,  respondent  argues, 
regardless  of  the  timing  involved, 
petitioner's  allegation  is  without  merit 
because  it  relies  on  an  incorrect 
reallocation  of  overhead  costs. 

DOC  Position 

We  agree  with  respondent  that 
petitioner's  cost  allegation  is  untimely. 
We  find  that  petitioner  had  access  to  all 
of  the  necessary  information  two  weeks 
prior  to  the  preliminary  determination, 
and  that,  had  petitioner  chosen  to  make 
a  cost  allegation  earlier  than  in  its  case 
brief,  it  had  the  raw  data  to  do  so.  We 
also  note  that  the  "deadline"  set  out  in 
19  CFR  353.31(c)(l)(i)  does  not  require 
the  Department  to  reject  cost  allegations 
received  after  the  deadline  date  in  all 
cases.  Rather,  it  states  that  the  deadline 
will  be  45  days  before  the  scheduled 
date  for  the  preliminary  determination 
"unless  a  relevant  response  is  untimely 
or  incomplete."  Because  JR's  original 
response  was  deficient,  the  Department 
reauested  that  )R  submit  new 
information  after  the  regulatory 
"deadline."  Had  this  new  information 
directly  led  petitioner  to  believe  or 
suspect  that  any  of  JR's  home  market 
sales  were  made  at  prices  below  COP. 
petitioner  could  have  made  a  cost 
allegation  at  that  point  in  the 
investigation  and  we  woiild  not 
necessarily  have  considered  it  to  be 
untimely.  Accordingly,  because 
petitioner  had  access  to  the  relevant 
information  well  before  the  date  on 
which  it  submitted  its  case  brief,  we 


have  rejected  petitioner's  cost  allegation 
as  untimely. 

Comment  3 

Petitioner  contends  that  one  large 
volume  sale  should  be  excluded  from 
the  calculation  of  FMV  because  it  (1) 
was  not  made  within  the  POI;  (2)  was 
not  <nade  in  the  ordinary  course  of 
trade;  and  (3)  constituted  a  pretended/ 
fictitious  sale.  Should  the  I>Bpartment 
disagree,  petitioner  argues,  this  sale 
should  be  disregarded  In  any  event, 
because  it  was  made  at  a  price  below  its 

COP. 

Regarding  the  first  argument, 
petitioner  states  that  a  contract  analysis 
is  relevant  in  determining  when  a  sale 
occurs  for  purposes  of  the  antidumping 
duty  law.  According  to  petitioner,  the 
methodology  that  respondent  used  to 
determine  the  date  of  sale  for  the  order 
in  question  conflicted  with  one  of  the 
provisions  in  the  agreement  between 
respondent  and  its  customer. 
Accordingly,  petitioner  asserts  that  the 
date  that  a  binding  commitment  was 
made  under  the  terms  of  the  agreement 
(in  this  case  the  date  of  shipment) 
should  be  controlling  for  date  of  sale 
purposes.  As  the  sale  was  shipped 
outside  the  POI,  petitioner  asserts  that  it 
should  be  excluded  from  the  calculation 
of  FMV. 

Regarding  the  second  argument, 
petitioner  contends  that,  because  (1)  the 
sale  was  priced  below  the  COM  of  the 
product  in  question  and  (2)  the 
circumstances  surrounding  the  sale 
patently  deviated  bom  the  conditions 
and  practices  applicable  to  other  home 
market  sales  reported  by  JR.  it  is  clear 
that  the  sale  was  not  made  in  the 
ordinary  course  of  trade. 

Regarding  the  argument  that  this  sale 
was  fictitious,  petitioner  contends  that 
both  the  timing  of  the  sale  [i.e.,  after  the 
filing  of  the  petition)  and  the  price  at 
which  it  was  made  [i.e..  below  the  price 
then  in  effect  between  JR  and  its 
customer),  when  taken  in  conjimction 
with  the  fact  that  its  shipping  pattern 
was  markedly  di^erent  firom  that  for  JR's 
other  sales  to  this  customer,  lead  to  the 
conclusion  that  the  sale  was  contrived 
for  the  purpose  of  serving  as  the  basis 
for  a  more  favorable  FMV  calculation. 
Petitioner  states  that  this  sale  should 
therefore  be  disregarded  for  purposes  of 
the  final  determination  and  section 
773(a)(1)  of  the  Act,  which  states  that. 
"(Iln  the  ascertainment  of  foreign 
market  value  for  the  purposes  of  this 
title  no  pretended  sale  or  offier  for  sale, 
and  no  sale  or  offer  for  sale  intended  to 
establish  a  fictitious  market,  shall  be 
taken  into  account." 

Respondent  contends  that  the  sale 
was  properly  reported  as  a  sale  made 


within  the  POI.  Respondent  notes  that 
its  order  record  card,  used  to  establish 
the  date  of  sale  for  all  other  home 
market  transactions,  shows  that  both 
price  and  quantity  were  fixed  on  the 
date  reported  in  the  home  market  sales 
listing.  Moreover,  respondent  asserts, 
the  customer  in  Question  was  obligated 
to.  and  in  fact  did.  accept  and  pay  for 
all  merchandise  sold  pursuant  to  this 
sale,  and  it  did  so  in  the  same  manner 
as  JR's  other  sales.  Respondent  further 
states  that  this  sale  was  not  made 
outside  the  ordinary  course  of  trade, 
because  there  were  other  large  sales 
made  by  JR  during  the  POL  Therefore, 
respondent  states  that  the  size  of  this 
sale  was  not  uncommon.  Finally, 
respondent  argues  that  this  sale  was  not 
a  fictitious  sale,  as  it  was  made  in  order 
to  assist  the  customer  to  develop  a 
market  for  the  product  in  certain  areas 
of  the  United  Kingdom. 

DOC  Position 

We  agree  with  respondent  that  the 
date  of  sale  for  this  transaction  was 
within  the  POI.  At  verification,  we 
reviewed  respondent's  documentation 
on  this  sale  and  found  that  the  binding 
commitment  between  the  parties  as  to 
price  and  quantity  was  made  on  the  date 
that  respondent  reported  in  its  sales 
listing. 

However,  we  agree  with  petitioner 
that  this  sale  was  made  outside  the 
ordinary  course  of  trade.'We  note  that 
not  only  was  this  sale  at  a  greater 
quantity  and  lower  price  than  other 
sales  to  the  same  customer,  but  it  was 
also  out  of  line  with  the  prices  and 
quantities  of  the  vast  majority  of 
respondent's  other  sales  transactions  in 
the  home  market  during  the  POI.  In 
addition,  we  note  that  the  agreement 
between  respondent  and  the  customer 
in  question  was  concluded  in  a  manner 
noticeably  different  from  respondent's 
other  sales  during  the  POI  (i.e.,  the  sale 
involved  a  "special  agreement"  between 
the  parties  in  order  to  promote  the 
product  at  issue). 

Based  on  our  determination  that  this 
sale  was  not  made  in  the  ordinary 
course  of  trade,  we  have  excluded  it 
trom  our  calculation  of  FMV  for 
purposes  of  the  final  determination. 

Accordingly,  we  do  not  need  to 
address  the  issue  of  whether  this  sale 
was  made  in  order  to  establish  a 
fictitious  market. 

Comment  4 

Petitioner  contends  that  one  of  JR's 
home  market  sales  should  be  treated  as 
a  consignment  sale,  even  though  it  was 
not  reported  as  such.  Petitioner  further 
contends  that  the  gross  imit  price  fat 
this  sale  should  be  revised  upward  to 
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equal  JR's  "scheduled  price"  for  this 
product,  with  the  difference  between 
the  scheduled  and  reported  prices 
treated  as  a  commission.  As  support  for 
its  contention  that  this  sale  should  be 
classiBed  as  a  consignment  sale, 
petitioner  notes  that  the  sale  was  made 
to  a  customer  who  acts  as  a  consignment 
agent  for  other  products.  In  addition, 
petitioner  claims  that  this  transaction 
appears  to  have  been  handled  in  a 
manner  similar  to  that  in  which  JR's 
consignment  sales  to  this  agent  were 
handled. 

Respondent  contends  that  petitioner's 
argument  should  be  rejected  because  the 
sale  in  question  was  not  a  consignment 
sale.  Respondent  notes  that  JR's 
consignment  agreement  with  its  agent 
covered  a  different  product  entirely. 
Therefore,  respondent  maintains  that 
this  sale  should  be  treated  as  a  non- 
consignment  sale  for  purposes  of  the 
Hnal  determination. 

DOC  Position 

We  agree  with  respondent.  The 
Department  normally  accepts  a 
respondent's  assertions,  which  the 
respondent  has  certified  as  Actually 
correct,  unless  either  there  is  conflicting 
information  on  the  record  or  the 
information  is  found  to  be  factually 
inaccurate  during  verification.  In  this 
instance,  we  examined  the 
circumstances  surrounding  this  sale  at 
verification  and  saw  no  evidence  that  it 
was  shipped  to  the  customer  in  question 
as  consignment  stock.  Moreover,  it 
would  be  inappropriate  to  classify  all 
sales  to  a  customer,  who  acts  at  times 
as  a  consignee,  as  consignment 
merchandise,  based  solely  on  the  fact 
that  the  parties  have  an  agent/principal 
relationship  governing  sales  of  certain 
(but  not  all)  products.  Accordingly,  we 
have  not  reclassified  this  sale  as  a 
consignment  sale  for  purposes  of  the 
final  determination. 

Cjomment  S 

Respondent  argues  that  the 
Department  should  exclude  sample  and 
trial  orders  firom  its  analysis,  because 
the  overriding  goal  of  the  antidumping 
statute  is  to  make  apples-to-apples 
comparisons.  (See,  e.g.,  American 
Permac,  Inc.  v.  United  States.  783  F. 
Supp.  1.421  (Crr  1992)  ("American 
Permac").)  According  to  respondent,  in 
American  Permac,  the  court  recognized 
that  in  antidumping  investigations  the 
Department  may  exclude  U.S.  sales 
when  they  are  unrepresentative  of  a 
company's  U.S.  selling  practices  and 
when  such  sales  would  result  in  an 
unfair  comparison. 

Respondent  states  that  examining  the 
sales  at  issue  results  in  unfair  pricing 


comparisons  because  JR  did  not  have 
the  same  type  of  sales  in  the  home 
market  during  the  POI.  Moreover, 
respondent  contends  that  to  examine 
these  sales  is  contrary  to  the 
Department's  practice,  citing  Final 
Extermination  of  Sales  at  Lms  Than  Fair 
Value:  Coated  Groundwood  Paper  From 
the  United  Kingdom.  56  FR  56,403 
(Nov.  4, 1991)  (where  the  Department 
determined  that  including  trial  sales  in 
only  one  market  would  be  unfair). 

Petitioner  argues  that  the  Department 
should  continue  to  include  these  sales 
in  its  analysis  because  they  are  not 
outside  the  ordinary  course  of  trade. 
Petitioner  states  that  the  quantities  of 
these  sales  indicates  that  these  orders 
were  placed  by  the  customer  for  the 
purpose  of  conducting  full  mill 
production  trials  and  that  JR  had  the 
expectation  of  follow-up  sales. 
According  to  petitioner,  this  fact  alone 
is  sufficient  to  support  the  Department's 
determination  that  these  sales  were  of 
usual  commercial  quantities  and  in  the 
ordinary  course  of  trade.  Therefore, 
petitioners  assert  that  they  should  be 
matched  with  home  market  sales  for 
purposes  of  the  final  determination. 

DOC  Position 

In  performing  its  LTFV  analysis,  the 
Department  is  not  required  to  examine 

every  sales  transaction  made  by  a   

respondent  during  the  POI.  See  19  CFR 
353.42(b)(1).  (See  also  e.g..  Final 
Determination  of  Sales  at  Less  Than  Fair 
Value:  New  Minivans  From  Japan,  57 
FR  21.937  (May  26. 1992).)  Accordingly, 
we  have  disregarded  sample  sales  in  our 
LTFV  calculations  for  piuposes  of  the 
final  determination,  because  we  find 
that  these  sales  accounted  for  a  very 
small  percentage  of  U.S.  sales  by 
volume  and  we  have  adequate  sales 
coverage  without  examining  them.  (See, 
e.g..  Final  Determination  of  Sales  at  Less 
Than  Fair  Value:  Coated  Groundwood 
Paper  From  France,  56  FR  56,380, 
56,384  (Nov.  4. 1991).) 

Regarding  respondent's  trail  sales. 
however,  we  find  that  these  sales  were 
not  made  in  imusually  small  quantities 
[i.e.,  the  quantities  were  comparable  to 
the  quantities  of  other  U.S.  sales 
transactions  reported  by  respondent, 
and  were  actually  larger  than  the 
quantities  of  respondent's  home  market 
sales  of  the  identical  merchandise). 
Because  respondent  has  provided  no 
compelling  reason  to  disregard  these 
sales,  we  determine  that  it  is 
appropriate  to  include  them  in  our 
LTFV  analysis. 

Regarding  respondent's  argument  that 
the  Department  should  exclude  both 
sample  and  trail  sales  because  to  not  do 
so  would  result  in  the  Department's 


making  unfair  comparisons,  we  find  that 
this  argument  is  without  merit.  The 
Department  makes  price-to-price 
comparisons  based  on  the  requirements 
set  forth  in  both  the  antidumping  statute 
and  its  regulations.  We  evaluate  the 
information  used  in  our  LTFV  analysis 
in  light  of  these  requirements,  as  well  as 
in  hght  of  the  commercial  practices  in 
the  industry  in  question.  Based  on  our 
evaluation  of  the  circumstances 
surrounding  the  particular  transactions 
at  issue,  we  find  that  our  actions  are 
consistent  v^th  both  the  statute  and  the 
regulations.  Consequently,  respondent's 
argiunent  does  not  alter  our  analysis  in 
any  way. 

Comment  6 

Respondent  contends  that  the 
Department  should  exclude  from  its 
analysis  JR's  home  market  sales  of 
"excess,  left  over,  or  odd  lot" 
merchandise,  because  this  merchandise 
was  not  sold  in  the  ordinary  course  of 
trade.  Respondent  notes  that,  imlike 
other  products  sold  in  the  home  market 
which  were  produced  to  order  for  home 
market  customers,  the  merchandise  in 
question  was  produced  solely  for  one 
U.S.  end  user.  Consequently, 
respondent  states,  the  excess  produced 
from  each  batch  was  inventoried  and 
sold  infi«quently  in  the  home  market  as 
an  incidental,  "odd  lot"  product. 

According  to  respondent,  the 
Department  has  realized  in  other  cases 
that  excess  or  left  over  merchandise  is 
out  of  the  ordinary  coiu^e  of  trade  and 
has  therefore  excluded  such 
merchandise  from  its  calculation  of 
FMV.  As  support  for  this  contention, 
respondent  dtes  Certain  Fresh  Cut 
Flowers  From  Colombia:  Final  Results 
of  Antidumping  Duty  Administrative 
Review,  55  FR  20,491  (May  17, 1990) 
("Flowers"). 

Alternatively,  respondent  argues  that 
the  Department  should  disregud  JR's 
home  market  sales  of  the  product  in 
question  and  base  FMV  on  CV. 
Respondent  argues  that  its  home  market 
sales  do  not  provide  a  meaningful  basis 
for  price-to-price  comparisons  because 
of  the  extreme  differences  in  individual 
sales  quantities  between  the  two 
markets.  Respondent  dtes  19  CFR 
353.55(a),  which  states  that  in 
"comparing  the  United  States  price  with 
foreign  market  value,  the  Secretary 
normally  will  use  sales  of  comparable 
merchandise."  In  this  case,  respondent 
contends  that  "comparable"  refers  to 
price  comparability,  not  similarity  of 
physical  cjiaracteristics.  As  evidence 
that  the  prices  for  these  two  products 
are  not  comparable,  respondent  offers 
the  fact  that  a  significant  percentage  of 
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its  preliminary  dumping  margin  wa« 
attributable  to  these  comparisons. 

Petitioner  maintains  tnat  the 
Department  wras  correct  in  basing  FMV 
or  JR's  home  market  sales  of  the  product 
in  question.  Petitioner  asserts  that  thaea 
sales  wen  made  to  the  same  customs 
and  in  similar  quantities  as  other  home 
market  sales,  and  that  respondent's 
argument  amounts  to  Uttle  more  than  an 
eleventh  hoar  claim  for  an  adjiistment 
for  pre-sale  war^ousing  expenses. 
Petitioner  hirther  asserts  that  accepting 
respondent's  argument  that  these  sales 
were  outside  the  ordinary  course  of 
trade  would  therefore  necessitate 
making  a  similar  determination  for  a 
number  of  other  home  market  sales  not 
at  issue.  Where  there  exist 
contemporaneous  sales  of  identical 
merchandise  in  the  home  market, 
petitioner  states,  it  is  appropriate  to  rely 
on  such  sales,  rather  than  CV,  as  the 
basis  for  determining  FMV. 

DOC  Position 

We  agree  with  petitioner.  The 
antidumping  law  requires  the 
Department  to  disregard  individual 
home  market  sales  made  outside  the 
ordinary  course  of  trade.  This  section  of 
the  law  does  not  appear  to  apply  in  the 
current  investigation,  however,  as  JR's 
home  market  sales  were  made  to  the 
same  customers,  and  in  similar 
quantities,  as  other  home  market  sales. 
Moreover,  there  is  no  indication  that 
this  particular  merchandise  is  not  sold 
to  the  same  types  of  purchaser  in  the 
same  manner  a?  '•♦her  sulfur  dyes  in  the 
home  market. 

Regarding  JR's  argument  that  the  real 
issue  is  price  comparability  between 
markets,  we  note  that  JR  incorrectly 
cited  19  CFR  353.55.  That  section 
relates  to  adjustments  for  price 
differences  in  the  merchandise  due  to 
differences  in  the  commercial  quantity 
of  sales.  This  provision  states  that  the 
Department  "normally  will  use  sales  of 
comparable  quantities  of  merchandise 
•  •  •  (and)  •  •  •  will  make  a 
reasonable  allowance  for  any  difference 
in  quantities,  to  the  extent  that  the 
Secretary  is  satished  that  the  amount  of 
any  price  differential  is  wholly  or  partly 
due  to  that  difference  in  quantities."  JR 
did  not  attempt  to  claim  that  its  price 
differential  between  the  U.S.  and  home 
market  sales  of  this  product  resulted 
from  a  difference  in  quantities.  Thus,  we 
fmd  that  this  provision  in  the 
Department's  regulations  does  not  apply 
in  this  instance. 

Finally,  with  regard  to  respondent's 
argument  that  the  Department  has 
disregarded  sales  of  left  over 
merchandise  in  the  past,  we  note  that 
the  case  cited  by  respondent.  Flowers. 


dealt  with  a  perishable  good.  Thus,  w» 
find  that  the  circumstances  here  are 
factually  different  from  those  in  the 
FlowBTs  case.  Accordinglv,  we  have 
included  respondent's  sales  of  the 
product  in  question  in  our  final  maigln 
analysis. 

Comment  7 

Petitioner  argues  that  the  Department 
should  calculate  U.S.  credit  expenses 
using  the  actual  interest  rate  incurred  by 
JR  during  the  POI  on  its  U.S.  dollar* 
denominated  bank  account.  Petitioner 
asserts  that  the  Department  determined 
at  verification  that  the  actual  interest 
rate  paid  on  this  account  was 
substantially  higher  than  the  theoretical 
interest  rate  reported  in  JR's 
questionnaire  response.  According  to 
petitioner,  it  is  preferable  to  use  an 
actual  verified  rate  rather  than  a 
theoretical  rate,  particularly  in  view  of 
the  fact  that  at  verification  JR  presented 
the  Department  with  two  different  sets 
of  rates  from  its  bank. 

Respondent  argues  that  it  was  unable 
to  provide  the  Department  with  the 
accurate  short-term  interest  rate  on  its 
U.S.  dollar-denominated  account 
because  its  bank  would  not  cooperate 
with  JR.  Respondent  contends,  however, 
that  it  is  inappropriate  to  use  the 
"verified  actual"  rate  to  calculate  U.S. 
credit  expenses,  as  JR  did  not  actually 
pay  this  rate.  Moreover,  respondent 
notes  that  using  this  "actual"  rate  is 
especially  unreasonable  in  light  of  the 
fact  that  the  rates  provided  by  the  bank 
in  response  to  JR's  second  request  were 
so  much  lower  than  either  the  "actual" 
rate  or  the  reported  rate. 

Rather,  respondent  argues,  the 
Department  should  calculate  U.S.  credit 
expenses  using  JR's  home  market 
interest  rate.  Respondent  points  out  that 
it  rarely  used  its  U.S.  dollar- 
denominated  account  because  the 
interest  rate  that  JR  would  receive  on 
positive  balances  was  higher  in  its 
pounds  sterling  account.  Thus, 
respondent  contends  that  any  financing 
of  its  U.S.  dollar-denominated 
receivables  was  done  primarily  through 
its  pounds  sterling  account  and  that, 
consequently,  using  JR's  verified  home 
market  interest  rates  would  lead  to  the 
most  accurate  measurement  of  the 
opportunity  cost  associated  with 
holding  U.S.  receivables. 

DOC  Position 

We  agree  with  respondent  and  have 
recalculated  U.S.  credit  expenses  using 
JR's  home  market  interest  rate.  We  noted 
at  verification  that  JR  did  not  pay 
interest  on  its  U.S.  dollar-denominated 
receivables  in  the  ordinary  course  of  its 
business,  as  it  only  incurred  interest 


expenses  for  a  very  few  days  during  the 
POI  and  then  only  by  acddont  [i.e..  any 
interest  paid  on  negative  balances  was 
due  to  the  company's  overestimation  of 
the  funds  available  in  the  account 
because  the  company  attempted  to 
maintain  a  zero  or  sli^tly  positive 
balance  there).  We  also  determined  at 
verification  that  JR  borrowed  from  its 
home  market  bank  in  the  ordinary 
course  of  its  business,  and  we  reviewed 
the  intwest  rates  applicable  to  those 
borrowings.  Thus,  our  use  of  JR's  home 
market  interest  rate  is  consistent  with 
the  instructions  of  the  Cknirt  of  Appeals 
for  the  Federal  Circuit  in  a  recent  case. 
La  Metalli  Industriale.  S.p.A.  v.  United 
States.  912  F.2d  455  (Fed.  Qr.  1990), 
where  the  court  directed  the  Department 
to  consider  the  commercially  reasonable 
business  practice  of  respondents  in 
determining  the  interest  rate  used  in  the 
calculation  of  imputed  credit 

Comment  8 

Respondent  argues  that  the 
Department  should  deduct  from  FMV 
imputed  credit  expenses  related  to  the 
prepayment  of  value  added  taxes  (VAT). 
Specifically,  respondent  argues  that  it 
incurred  an  opportunity  cost  for  the 
period  in  which  it  had  paid  VAT  to  the 
U.K.  government  for  a  particular  sale, 
but  had  not  yet  received  payment  firom 
its  home  market  customers.  As 
Department  precedent  on  this  issue, 
respondent  cites  Final  Results  of 
Administrative  Review  of  Antidumping 
Duty  Oitier  Color  Television  Receivers 
From  Korea,  49  FR  50,420  (Dec.  28, 
1984)  ("CTVs"),  in  which  the 
Department  allowed  a  similar  claim. 

Respondent  notes  that,  although  it  is 
not  the  Department's  current  practice  to 
impute  CTMiit  expenses  related  to  VAT 
prepayments,  in  a  recent  case  the 
Department  implied  that  it  would  allow 
such  an  adjustment  if  it  were  properly 
quantified.  (See.  Preliminary 
Determination  of  Sales  at  Less  Than  Fair 
Value:  Dynamic  Random  Access 
Memory  Semiconductors  of  One 
Megabyte  and  Above  From  the  RepubUc 
of  Korea.  57  FR  49.066  (Oct.  29. 1992) 
("DRAMs"),  where  the  Department 
disallowed  credit  expenses  related  to 
VAT  payments  because  respondent  did 
not  take  into  account  the  saving  gained 
from  early  payment  of  VAT  by  the 
customer.)  Respondent  states  that  its 
claim  in  this  case  was  correctly 
quantified,  as  it  took  into  account  not 
only  the  opportunity  cost  associated 
with  its  in«payments  of  VAT  to  the  U.K. 
government,  but  also  the  opportunity 
gain  associated  with  early  payment  of 
VAT  by  its  customers. 
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We  disagree.  After  further  reflection, 
we  have  reconsidered  the  position  taken 
in  DRAMs.  We  find  that  then  is  no 
statutory  or  regulatory  basis  for  making 
the  adjustment  suggested  by  respondent. 
While  there  may  be  an  opportunity  cost 
associated  with  the  prepayment  of  VAT. 
that  fact  alone  is  not  a  sufficient  basis 
for  the  Department  to  make  an 
adjustment  in  price-to-price 
comparisons.  We  note  that  virtually 
every  charge  or  expense  associated  with 
price-to-price  comparisons  is  either 
prepaid  or  paid  for  at  some  point  after 
the  cost  is  incurred.  Accordingly,  for 
each  pre-  or  post-service  payment,  there 
it  also  an  opportimity  cost  (or  gain). 
Thus,  to  allow  the  type  of  adjustment 
suggested  by  respondent  would  imply 
that  in  the  future  the  Department  would 
be  faced  with  the  impossible  task  of 
trying  to  determine  the  opportunity  cost 
(or  gain)  of  every  freight  charge,  rebate 
and  selling  expense  for  each  sale 
reported  in  a  respondent's  database.  In 
order  to  make  a  price-to-price 
comparison,  this  exercise  would  make 
our  calculations  inordinately 
complicated,  placing  an  unreasonable 
and  onerous  burden  on  both 
respondents  and  the  Department. 
Consequently,  we  have  not  deducted 
from  FMV  the  imputed  credit  expense 
in  question. 

Comment  9 

Respondent  argues  that  JR's  post-sale 
payments  to  its  consignment  agent  were 
properly  treated  in  the  preliminary 
determination  as  rebates,  rather  than 
commissions,  because  the  agent  often 
resells  the  merchandise  for  a  higher 
price  than  the  price  it  i>aid  JR. 

DOC  Position 

We  disagree.  For  purposes  of  the  final 
determination,  we  are  treating  these 
payments  as  commissions,  rather  than 
as  rebates,  because  they  were  made  in 
return  for  the  consignee's  performing 
the  functions  of  a  sales  agent  (including 
the  function  of  finding  buyers).  Because 
JR  neither  paid  commissions  in  the  U.S. 
market  nor  reported  U.S.  indirect  selling 
expenses  as  an  offset  to  commissions 
paid  in  the  home  market  (as  requested 
in  section  C  of  the  Department's 
questionnaire),  we  have  used  BIA  to 
determine  the  amount  of  the 
commission  offset  for  JR's  sales  in 
question.  As  BIA,  we  have  used  the 
amount  of  the  commission  itself 
(thereby  resulting  in  a  net  reduction  to 
FMV  of  zero).  We  note  that,  although  JR 
was  aware  that  the  Department  could 
potentially  reclassify  these  expenses  as 


commissions,  it  opted  not  to  report 
offsetting  expenses. 

Comment  10 

Petitioner  argues  that  critical 
circumstances  exist  with  respect  to 
imports  of  subject  merchandise  bom  the 
United  Kingdom,  because  imports  of 
Sulfur  Black  1  were  massive  over  a 
relatively  short  period  during  the  POT. 
Petitioner  bases  its  analysis  on  the 
Bureau  of  Census'  import  statistics  for 
Sulfur  Black  1  (the  type  of  sulfur  dye 
which  petitioner  states  accounts  for  a 
"significant  portion"  of  the  domestic 
sulfur  dye  market).  Petitioner  states  that 
these  statistics  show  that  imports  of 
Sulfur  Black  1  increased  by  between  40 
and  75  percent  during  April  through 
June  1992  when  compared  to  the  period 
January  through  March  1992. 

Respondent  argues  that  petitioner's 
critical  circumstances  analysis  is  invalid 
because  it  is  based  on  imports  of  only 
one  product,  rather  than  the  entire  range 
of  products  subject  to  investigation. 
According  to  respondent,  a  comparison 
of  the  volume  of  all  of  JR's  products 
exported  to  the  United  States  during  the 
period  January  through  March  with  the 
volume  of  its  exports  made  during  the 
period  April  through  June  shows  that 
JR's  exports  of  subject  merchandise  to 
the  United  States  have  actually 
decreased.  Finally,  respondent  notes 
that,  before  the  Department  will  find 
critical  circumstances,  the  dumping 
margin  must  exceed  25  percent. 
Respondent  notes  that  the  preliminary 
margin  in  this  case  was  lower  than  that 
amoimt. 

DOC  Position 

We  agree  with  respondent.  As  the 
final  dumping  margin  calculated  for  JR 
is  less  than  25  {)ercent  and  there  is  no 
"history"  of  dumping  of  the 
merchandise  subject  to  this 
investigation,  this  issue  is  moot.  For  a 
discussion  of  the  criteria  used  to 
determine  the  existence  of  critical 
circumstances,  see  the  "Critical 
Circxmistances"  section  of  tins  notice. 

Continuation  of  Suspension  of 
Liquidation 

We  are  directing  the  Customs  Service 
to  continue  to  suspend  liquidation  of  all 
entries  of  sulfur  dyes,  including  sulfur 
vat  dyes,  that  are  entered,  or  withdrawn 
ftt)m  warehouse,  for  consumption  on  or 
after  September  24, 1992,  the  date  of 
publication  of  our  affirmative 
preliminary  determination  in  the 
Federal  Register.  The  Customs  Service 
shall  require  a  cash  deposit  or  the 
posting  of  a  bond  equal  to  the  estimated 
amount  by  which  the  FMV  of  the 
merchandise  subject  to  this 


investigation  exceeds  the  USP.  as  shown 
below.  This  suspension  of  liquidation 
will  remain  in  effect  until  further  notice. 
The  weighted-average  dumping  margins 
are  as  follows: 


ProduMr/manu(actur«r/«xpo(lar 

maigin  pwoOTtags 

jvnM  nooinion  urmm  »~ 

AlOtfMn  _...   

19.87 
19J7 

ITC  Notification 

In  accordance  with  section  735(d)  of 
the  Act,  we  have  notified  the  ITC  of  our 
determination. 

Notification  to  Interested  Parties 

This  notice  also  serves  as  the  only 
reminder  to  parties  subject  to 
administrative  protective  order  (APO)  of 
their  responsibility  concerning  the 
return  or  destruction  of  proprietary 
information  disclosed  under  APO  in 
accordance  with  19  CFR  353.34(d). 
Failure  to  comply  is  a  violation  of  the 
APO. 

This  determination  is  published 
pursuant  to  section  735(d)  of  the  Act 
and  19  CFR  3S3.20(a)(4). 

Dated.  December  31, 1992. 
Alan  M.  Dunn, 
Assistant  Secretary  for  Import 
Administration. 

(PR  Doc.  93-357  Filed  1-7-93;  8:45  am) 
BHJJNO  COOC  WtO-OS-«l     , 
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nnal  Affinnative  Countervailing  Duty 
Determination;  Sulfanilic  Acid  From 
India 

AGENCY:  Import  Administration. 
International  Trade  Administration, 
Department  of  Commerce. 
EFFECTIVE  DATE:  January  8, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Rick  Herring,  Office  of  Countervailing 
Investigations,  Import  Administration, 
International  Trade  Administration, 
U.S.  Department  of  Commerce,  14th 
Street  and  Constitution  Avenue,  NW., 
Washington  DC  20230;  telephone:  (202) 
482-3530. 

FINAL  DETERMINATION: 

Case  History 

Since  our  preliminary  determination 
on  August  11, 1992  (57  FR  35784).  the 
following  events  have  occurred.  On 
August  24, 1992,  we  received  a 
supplemental  response  from  the 
Government  of  India.  On  August  25, 
1992,  we  aligned  the  final 
countervailing  duty  determination  with 
the  final  determination  in  the 
companion  antidumping  duty 
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invesUgation  (57  FR  38485).  On 
November  16. 1992.  we  recaived  a 
submission  from  PMC  Specialities,  an 
importer  of  sulfanilic  add  from  India. 

Scope  of  Investigation 

The  products  covered  by  this 
investigation  are  all  grades  of  sulfianilic 
acid,  which  include  technical  (or  crude) 
sulfanilic  add,  refined  (or  purified) 
sulfanilic  add  and  sodium  salt  of 
sulfanilic  add  (sodium  sulfanilate). 

Sulfanilic  acid  is  a  synthetic  organic 
chemical  produced  from  the  dired 
sulfonation  of  aniline  with  sulfuric  add. 
Sulfanilic  acid  is  used  as  a  raw  material 
in  the  produdion  of  optical  brighteners, 
food  colors,  specialty  dyes,  and  concrete 
additives.  The  prindpal  differences 
between  the  grades  are  the  imdesirable 
quantities  of  residual  aniline  and  alkali 
insoluble  materials  present  in  the 
sulfanilic  add.  All  grades  are  available 
as  dry.  free  flowing  powders. 

Technical  Sulfanilic  acid,  currently 
classifiable  under  the  subheading 
2921.42.24.20  of  the  Harmonized  Tariff 
Schedule  of  the  United  States  (HTSUS). 
contains  96  percent  minimum  Sulfanilic 
acid,  1.0  percent  maximum  aniline,  and 
1.0  percent  maximum  alkali  insoluble 
materials.  Refined  sulfanilic  add.  also 
currently  classifiable  under  the  HTSUS 
subheading  2921.42.24.20,  contains  98 
percent  minimum  Sulfanilic  acid,  0.5 
percent  maximum  aniline,  and  0.25 
percent  maximum  alkali  insoluble 
materials.  Refined  sodium  salt  of 
sulfanilic  acid  (sodium  sulfanilate), 
currently  classifiable  under  the  HTSUS 
subheading  2921.42.70,  is  a  granular  or 
crystalline  material  containing  75 
percent  minimum  equivalent  sulfanilic 
add.  0.5  percent  maximum  aniline,  and 
0.25  percent  maximum  alkali  insoluble 
materials  based  on  the  equivalent 
sulfanilic  acid  content. 

Although  the  HTSUS  subheadings  are 
provided  for  convenience  and  customs 
purposes,  our  written  description  of  the 
scope  of  this  proceeding  is  dispositive. 

Analysis  of  the  Programs 

We  did  not  receive  timely  or  complete 
responses  to  our  questionnaire  from  any 
of  the  producers  or  exporters  of 
Sulfanilic  acid  from  India.  Therefore,  in 
accordance  with  sedion  776(c)  of  the 
Tariff  Ad  of  1930,  as  amended  (the  Act), 
and  19  CFR  355.37  (1992),  we  used  the 
best  information  available  to  calculate 
the  estimated  net  subsidy  conferred 
upon  the  production  and  exportation  of 
sulfanilic  add  from  India. 

We  used  information  provided  by  the 
petitioner  as  the  best  information 
available.  Petitioner  asserted  that  the  net 
subsidy  conferred  on  the  production 


and  exportation  of  Sulfanilic  add  was 
43.71  percent  ad  valorem. 

Comment 

As  previously  noted,  we  received  one 
submission  from  a  U.S.  importer.  The 
portion  of  that  submission  relevant  to 
this  proceeding  can  be  summarized  as 
follows.  The  U.S.  importer  argues  that 
there  are  three  different  grades  of 
sulfanilic  add  and  that  each  of  these 
grades  should  be  considered  separate 
produds.  In  support  of  its  position,  the 
importer  points  to  differences  in  the 
physical  charaderistics  of  varioiu 
grades  of  sulfanilic  add  due  to  purity 
levels.  Further,  the  importer  maintains 
that  the  different  grades  of  sulfanilic 
acid  are  not  always  interchangeable  for 
reasons  assodated  with  price  and  use  of 
the  produd. 

The  U.S.  importer  also  points  out  that 
the  U.S.  industry  no  longer 
manufadures  the  "pure"  grade  of 
sulfanilic  acid  and  that  the  imposition 
of  import  duties  would  ultimately  injure 
the  domestic  consumer.  Accordingly, 
the  importer  requests  that  the 
Department  promptly  terminate  the 
investigation. 

DOC  Position 

The  importer  requests  that  the 
Department  terminate  this  investigation, 
apparently  based  on  a  standing 
argument  and  on  U.S.  consumer's 
interests.  To  the  extent  that  the  importer 
is  alleging  that  the  petitioner  does  not 
have  standing,  the  allegation  is  untimely 
pursuant  to  19  CFR  355.31(c)(2)(1992). 
With  resped  to  the  effed  of 
countervailing  duties  on  domestic 
prices,  there  is  no  provision  in  the 
statute  which  permits  the  Department  to 
take  into  account  the  interests  of 
consumers  in  reaching  a  determination 
of  whether  the  foreign  producers  are 
being  subsidized.  For  these  reasons,  we 
have  no  basis  to  terminate  this 


proceeding. 
Verification 

Due  to  the  lack  of  timely  and 
complete  responses  from  any  of  the 
Indian  producers  or  exporters  of 
sulfanilic  acid,  we  did  not  condud 
verification. 

Suspension  of  Liquidation 

In  accordance  with  our  affirmative 
preliminary  determination,  we 
instructed  the  Customs  Service  to 
suspend  liquidation  of  all  entries  of 
sulfanilic  acid  from  India  which  were 
entered,  or  withdrawn  from  warehouse, 
for  consumption,  on  or  after  August  11. 
1992,  the  date  of  publication  of  our 
preliminary  determination  in  the 
Federal  Register.  As  noted  above. 


however,  this  final  countervailing  duty 
determination  was  postponed  from 
December  9. 1992.  to  December  29. 
1992.  to  coindde  with  the  final 
determination  in  the  companion 
antidumping  investigation. 

Under  Artide  5.  paragraph  3  of  the 
General  Agreement  on  Tariffs  and  Trade 
Subaidies  Code,  provisional  measures 
cannot  be  impcMed  beyond  a  period  of 
four  months.  Therefore,  we  have 
instruded  the  Customs  Service  to 
discontinue  the  suspension  of 
liquidation  of  the  subjed  merchandise 
eninred  on  or  after  December  9, 1992. 
the  date  that  falls  four  months  after  the 
preliminary  determination  in  this  case. 
We  will  reinstate  suspension  of 
liquidation  under  sedion  703(d)  of  the 
Ad.  if  the  ITC  issues  a  final  affirmative 
injury  determination,  and  will  require  a 
cash  deposit  of  estimated  countervailing 
duties  equal  to  43.71  percent  ad 
valorem  for  all  manufacturers, 
producers,  and  exporters  in  India  of 
sulfanilic  acid. 

ITC  Notification 

In  accordance  with  sedion  705(d)  of 
the  Ad,  we  will  notify  the  ITC  of  our 
determination.  If  the  ITC  determines 
that  material  injury,  or  the  threat  of 
material  injury,  does  not  exist,  this 
proceeding  will  be  terminated  and  all 
estimated  duties  deposited  or  securities 
posted  as  a  result  of  the  suspension  of 
liquidation  will  be  refunded  or 
cancelled.  If,  however,  the  ITC 
determines  that  such  injury  does  exist, 
we  will  issue  a  countervailing  duty 
order,  directing  Customs  officers  to 
assess  countervailing  duties  oh  all 
entries  of  sulfanilic  acid  from  India 
entered,  or  withdrawn  from  warehouse, 
for  consumption,  as  described  in  the 
"Suspension  of  Liquidation"  section  of 
this  notice. 

Return  or  Destruction  of  Proprietary 
Information 

This  notice  serves  as  the  only 
reminder  to  parties  subjed  to  an 
Administrative  Protedive  Order  (APO) 
of  their  responsibility  concerning  the 
return  or  destrudion  of  proprietary 
information  disclosed  under  APO  in 
accordance  with  19  CFR  355.34(d). 
Failure  to  comply  is  a  violation  of  the 
APO. 

This  determination  is  published 
pursuant  to  section  705(d)  of  the  Ad  (19 
U.S.C.  1671(d))  and  19  CFR  355.20(8)(4) 
(1992). 


Dated:  Dm 
AlaaM.Dui 
Assistant  Se 
Administrat 
[FRDpc93- 
BIUMOOOM 
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Dated:  December  29, 1992. 
Alu  M.  Dnaii, 
Assistant  Secretary  for  Import 
Administration. 

|FR  Doc  93-358  Piled  1-7-93;  8:45  ami 
HOMO  COM  lSt«-Oe-M 

President's  Export  CouncN;  Meeting 

AGD4CY:  International  Trade 
Administration,  Commerce. 
ACTKM:  Notice  of  open  meeting. 

SUMMARY:  The  President's  Export 
Council  (PEC)  is  holding  an  open 
meeting  to  address  the  following:  PEC 
accomplishments,  export  promotion 
resource  allocation,  and  export  controls. 
The  Export  Administration 
Subcommittee  will  present  its  report, 
and  the  Council  will  discuss  a  report  to 
the  President  on  outstanding  trade 
issues.  The  President's  Export  Council 
was  established  on  December  20. 1973. 
and  reconstituted  May  4, 1979,  to  advise 
the  President  on  matters  relating  to  U.S. 
export  trade. 

DATES:  January  11. 1993,  from  10  a.m.  to 
12  noon. 

ADDRESSES:  The  Willard  Hotel.  The 
Pierce  Room,  1401  Pennsylvania 
Avenue,  NW.,  Washington,  DC.  Seating 
is  limited  and  will  be  a  Srst  come,  first 
serve  basis. 

FOR  FURTHER  INFORMATION  CONTACT: 
Ms.  Sylvia  Lino  Prosak,  President's 
Export  Council,  room  2015B. 
Washington.  DC  20230. 

Dated:  January  4, 1993. 
Wendy  H.  Smith, 

Director,  President's  Export  Cktuncil. 
IFR  Doc.  93-359  Filed  1-7-93;  8:45  am] 

BILUNQ  CODE  3S10-{M-M 


Minority  Business  Development 
Agency 

Business  Development  Center 
Applications:  U.S.  Virgin  Isiands 
(Service  Area) 

AGENCY:  Minority  Business 
Development  Agency.  DOC 
ACTION:  Notice. 

SUMMARY:  The  Minority  Business 
Development  Agency  (MBDA)  is 
cancelling  the  announcement  to  solicit 
competitive  applications  imder  its 
Minority  Business  Development  Center 
program  to  operate  a  U.S.  Virgin  Islands 
MBDC  for  a  three  (3)  year  period, 
starting  April  1, 1993  to  March  31. 1994, 
in  the  U.S.  Virgin  Islands  SMSA 
(Closing  date  November  23, 1992).  Refer 
to  the  Federal  Register  dated  October  7. 
1992,  57  PR  46149. 


Dated:  December  29, 1992. 
Williun  R.  Foller, 
Deputy  Regional  Director. 
IFR  Doc.  93-345  Filed  1-7-93;  8:45  am] 
MJJNQ  COOE  3B10-«1-M 


National  Oceanic  and  Atfn<»spharlc 
Administration 

Marine  Mammals 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS)  NOAA.  Commerce. 
ACTION:  Issuance  of  Modification  to 
Permit  No.  787  (P444A). 

SUMMARY:  On  November  16. 1992.  notice 
was  published  in  the  Federal  Regista* 
(57  FR  221)  that  a  request  had  been  filed 
by  the  Center  for  Coastal  Studies. 
Provincetown.  MA.  02657,  for  a 
modification  to  Scientific  Research 
Permit  No.  787.  The  applicants 
requested  to  extend  their  study  of 
humpbacle  whales  [Megaptera 
novaeangliae)  along  the  eastern  U.S. 
Coast  south  to  Miami. 

Notice  is  hereby  given  that  on 
December  31. 1992,  as  authorized  by  the 
provisions  of  the  Marine  Mammal 
Protection  Act  of  1972  (16  U.S.C.  1361- 
1407)  and  Endangered  Species  Act  of 
1973  (16  U.S.C.  1531-1543),  the 
National  Marine  Fisheries  Service 
issued  a  Modification  to  this  Permit  for 
the  above  taking,  subject  to  certain 
conditions  set  forth  therein. 

Issuance  of  this  Modification,  as 
required  by  the  Endangered  Species  Act 
of  1973,  is  based  on  the  finding  that 
such  Permit:  (1)  Was  applied  for  in  good 
faith;  (2)  will  not  operate  to  the 
disadvantage  of  the  endangered  species 
which  is  the  subject  of  the  Permit;  and 
(3)  will  be  consistent  with  the  purposes 
and  policies  set  forth  in  Section  2  of  the 
Act.  This  M;i<Jification  was  also  issued 
in  accordance  with  and  is  subject  to 
parts  220-222  of  the  National  Marine 
Fisheries  Service  regulations  governing 
endangered  fish  and  wildlife  permits. 

Documents  submitted  in  connection 
with  this  permit  are  available,  by 
appointment,  in  the  Permits  Division. 
Office  of  Protected  Resources.  National 
Marine  Fisheries  Service,  NOAA,  1335 
East-West  Highway,  room  7324.  Silver 
Spring,  MD  20910; 

Director,  Northeast  Region,  National 
Marine  Fisheries  Service,  NOAA.  One 
Blackburn  Drive,  Gloucester,  MA  01930 
(508/281-9200):  and 

Director,  Southeast  Region,  National 
Marine  Fisheries  Service,  NOAA,  9450 
Koger  Blvd..  St.  Petersburg.  FL  33702 
(813/893-3141). 

This  modification  is  requested  to 
expand  the  study  area  to  include  U.S. 
waters  as  far  south  as  Miami,  FL. 


Dated:  December  31, 1992. 
Michael  F.  Tillman, 

Acting  Director.  Office  t^ Protected  Besources. 
National  Marine  Fisheries  Service. 

IFR  Doc  93-352  Filed  1-7-93;  8:45  am) 
MUINQ  COM  ai1« 


Marine  Mammala 

AGENCY:  National  Marine  Fisheries 
Service,  NOAA.  Commerce. 
ACTION:  Issuance  of  Modification  to 
Permit  No.  496  (P79D). 

Notice  is  hereby  given  that  pursuant 
to  the  provisions  of  §  216.33(d)  and  (e) 
of  the  Regulations  Governing  the  Taking 
and  Importing  of  Marine  Mammals  (50 
CFR  part  216),  Scientific  Research 
Permit  No.  496  issued  to  Center  for 
Coastal  Marine  Studies,  University  of 
California  at  Santa  Cruz,  Santa  Cruz, 
California  95064,  is  modified  to  extend 
the  authority  to  take  elephant  seals 
{Mjrounga  angustirostris)  for  scientific 
research  purposes  until  March  31, 1993. 
This  modification  became  effective  on 
December  31, 1992. 

The  Permit,  as  modified,  is  available 
for  review  by  appointment  in  the 
Permits  Division,  Office  of  Protected 
Resources,  National  Marine  Fisheries 
Service,  1335  East- West  Hwy.,  suite 
7324,  Silver  Spring.  MD  20910  (301/ 
713-2289);  and 

Director,  Southwest  Region,  National 
Marine  Fisheries  Service,  NOAA,  501 
W.  Ocean  Blvd.,  Long  Beach,  CA  90802- 
4213  (310/980-4015). 

Dated:  December  31, 1992. 
Michael  F.  Tillman. 

Acting  Director,  Office  of  Protected  Resources, 
National  Marine  Fisheries  Senrice. 
IFR  Doc.  93-353  Filed  1-7-93;  8:45  ami 

BtLlMG  COOE  3S1»-2»-M 


Marine  IMammais 

AGENCY:  National  Marine  Fisberieb 
Service,  NMFS,  NOAA,  Commerce. 
ACTION:  Issuance  of  Permit  Modification 
(P319A). 

Notice  is  hereby  given  that  pursuant 
to  the  provisions  of  §  216.33  (d)  and  (e) 
of  the  Regulations  Governing  the  Taking 
and  Importing  of  Marine  Mammals  (50 
CFR  part  216),  Scientific  Research 
Permit  No.  638  issued  to  Dr.  Randall  S. 
Wells.  Dolphin  Biology  Research 
Associates.  Inc.,  163  Siesta  Drive, 
Sarasota,  Florida  34242,  on  June  14, 
1988,  to  take  up  to  3000  Atlantic 
bottlenose  dolphins  [Tursiops 
truncatus)  by  potential  harassment 
during  the  conduct  of  scientific 
research.  This  Permit  is  modified  to 
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extend  the  date  of  expiration  through 
January  31, 1993.  This  modification 
becomes  effective  upon  signature  by  the 
Assistant  Administrator  for  Fisheries  or 
his  designee. 

Documents  submitted  in  connection 
with  this  Permit,  as  modified,  are 
available  for  review,  by  appointment,  in 
the  Permits  Division.  Office  of  Protected 
Resources.  National  Marine  Fisheries 
Service.  1335  East-West  Highway,  suite 
7324.  Silver  Spring.  MD  20910  (301/ 
713-2289);  and  Director.  Southeast 
Region.  National  Marine  Fisheries 
Service.  NOAA.  9450  Koger  Boulevard, 
St.  Petersburg,  FL  33702  (813/893- 
3141). 

Dated:  December  31. 1992. 
Michael  F.  Tillman. 

Acting  Director.  Office  of  Protected  Resources. 
National  Marine  Fisheries  Service. 
IFR  Doc.  93-354  Filed  1-7-93;  8:45  ami 
8RUNC  COOC  3Sie-22-H 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BUND  OR 
SEVERELY  DISABLED 

Procurement  List;  Additions 

agency:  Committee  for  Purchase  From 

People  Who  Are  Blind  or  Severely 

Disabled. 

action:  Additions  to  Procurement  List. 

SUMMARY:  This  action  adds  to  the 
Procurement  List  commodities  and  a 
service  to  be  furnished  by  nonprofit 
agencies  employing  persons  who  are 
blind  or  have  other  severe  disabilities. 
EFFECTIVE  DATE:  February  8. 1993. 
ADDRESSES:  Committee  for  Purchase 
from  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3.  suite  403. 
1735  Jefferson  Davis  Highway. 
Arlington.  Virginia  2^202-3461. 
FOR  FURTHER  INFORMATION  CONTACT: 
Beverly  Milkman.  (703)  603-7740. 
SliPPt.EMENTARY  INFORMATION:  On 
Ot;tober  9  and  November  20. 1992,  the 
Committee  for  Purchase  from  People 
Who  Are  Blind  or  Severely  Disabled 
published  notices  (57  FR  46543  and 
54774)  of  proposed  additions  to  the 
Procurement  List. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 
qualified  nonprofit  agencies  to  produce 
the  commodities  and  provide  the 
service,  fair  market  price,  and  impact  of 
the  addition  on  the  current  or  most 
recent  contractors,  the  Committee  has 
determined  that  the  commodities  and 
service  listed  below  are  suitable  for 
procurement  by  the  Federal  Government 
under  41  US.C.  46-48c  and  41  CFR  51- 
2.4. 


I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  major  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  furnish  the 
commodities  or  service  to  the 
Government. 

2.  The  action  will  not  have  a  severe 
economic  impact  on  current  contractors 
for  the  commodities  or  service. 

3.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
commodities  or  service  to  the 
Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O'Day  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  commodities  or 
service  proposed  for  addition  to  the 
Procurement  List. 

Accordingly,  the  following 
commodities  and  service  are  hereby 
added  to  the  Procurement  List: 

Commodities 

Trousers,  Men's  Medical  Assistant 
8405-00-110-8290 
8405-00-110-8291 
8405-00-110-8292 
8405-00-110-8293 
8405-00-110-8294 
8405-00-110-8295 
8405-00-110-8296 
8405-00-110-8297 
8405-00-110-8298 
8405-00-110-8299 
8405-00-110-8301 
8405-00-110-8302 
8405-00-110-9468 
8405-00-110-9469 
8405-00-110-9470 
8405-00-110-9471 
8405-00-110-9472 
8405-00-110-9473 
8405-00-110-9474 
8405-00-110-9475 
8405-00-110-9476 
8405-00-110-9477 
8405-00-110-9478 
8405-00-110-9479 
8405-00-110-9480 
8405-00-110-9481 
8405-00-110-9482 
8405-00-110-9483 
8405-00-110-9484 
8405-00-110-9485 
840S-OO-110-9486 
8405-00-110-9487 
8405-00-110-9488 
8405-00-110-9489 
8405-00-110-9490 
8405-00-110-9697 
8405-00-113-5418 
8405-01-008-8848 
(One-time  addition  of  50,000  pairs) 


Service 

Jaoitofial/Custodial.  Ubby  Ranger  StaUon. 

Kootenai  National  Forest.  Libby. 

Montana. 

This  action  does  not  affect  contracts 
awarded  prior  to  the  effective  date  of 
this  addition  or  options  exercised  under 
those  contracts. 
Beverly  L.  Milkman, 
Executive  Director. 
(FR  Doc  93-414  Filed  1-7-93;  8:45  am] . 

nUMQ  COOC  MM-39-M 


Procurement  List;  Proposed  Additions 
and  Deletions 

AGENCY:  Committee  for  Purchase  From 

People  Who  are  Blind  or  Severely 

Disabled. 

ACTION:  Proposed  additions  to  and 

deletions  from  Procurement  List. 


summary:  The  Committee  has  received 
proposals  to  add  to  the  Procurement  List 
commodities  to  be  furnished  by 
nonprofit  agencies  employing  persons 
who  are  blind  or  have  other  severe 
disabilities,  and  to  delete  commodities 
previously  furnished  by  such  agencies. 
COMMENTS  MUST  BE  RECEIVED  ON  OR 
BEFORE:  February  8. 1993. 
ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3,  suite  403, 
1 735  Jefferson  Davis  Highway, 
Ariington,  Virginia  22202-3461. 
FOR  FURTHER  INFORMATION  CONTACT: 
Beverly  Milkman.  (703)  603-7740. 
SUPPLEMENTARY  INFORMATION:  This 
notice  is  published  pursuant  to  41 
U.S.C.  47(a)(2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  possible  impact  of  the  proposed 
actions. 

Additions 

If  the  Committee  approves  the 
proposed  addition,  all  entities  of  the 
Federal  Government  (except  as 
otherwise  indicated)  will  be  required  to 
procure  the  commodities  listed  below 
from  nonprofit  agencies  employing 
persons  who  are  blind  or  have  other 
severe  disabilities. 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  major  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  furnish  the 
commodities  to  the  Government. 
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2.  The  action  does  not  appear  to  have 
a  severe  economic  impact  on  current 
contractors  for  the  commodities. 

3.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
commodities  to  the  Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
OTtey  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  commodities 
proposed  for  addition  to  the 
Procurement  List. 

Comments  on  this  certification  are 
invited.  Commenters  should  identify  the 
statement(s)  underlying  the  certification 
on  which  they  are  providing  additional 
infonnatioQ. 

It  is  proposed  to  add  the  following 
commodities  to  the  Procurement  List  for 

firoduction  by  the  nonprofit  agencies 
isted: 

DOE  This  Month.  769(>-0O-NSH-0033 
(Requirements  for  the  Department  of 
Energy).  Nonprofit  Agency:  Lt.  Joseph 
P.  Kennedy  Institute.  Washington,  DC 

Newsletter,  Smithsonian  Institution 
Women's  Council,  7690-00-NSH- 
0037  (Requirements  for  the 
Smithsonian  Institution),  Washington. 
DC 

Newsletter,  VA  Medical  Center,  7690- 
OO-NSH-0042  (Requirements  for  the 
Department  of  Veterans  Affairs), 
Nonprofit  Agency:  Lt.  Joseph  P. 
Kennedy  Institute.  Washington.  DC 

Deletions 

It  is  proposed  to  delete  the  following 
commodities  from  the  Procurement  List: 

Strap.  Chin,  Steel  Helmet 

8470-0O-032-2737 
Strap.  Steel  Helmet 

8970-00-030-8003 
Beverly  L.  Milkman, 
Executive  Director. 

IFR  Doa  93-415  Filed  1-7-93;  8:45  ami 
MUJNQ  CODE  •B20-«-M 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

Technical  Advisory  Group  for  Cigarette 
Fire  Safety:  Meeting 

AGENCY:  Consumer  Product  Safety 

Commission. 

ACTION:  Notice  of  meeting. 


summary:  The  Technical  Advisory 
Group  for  Cigarette  Fire  Safety  will  meet 
on  January  2&-29  1993,  in  Washington, 
DC.  The  purpose  of  the  meeting  is  to 
discuss  current  research  to  develop  a 
test  method  to  measure  cigarette 
ignition  propensity  and  matters  related 
to  implementation  of  the  Fire  Safe 
Cigarette  Act. 

OATES:  The  meeting  will  be  from  9  a.m. 
to  4  p.m.  on  January  28-29, 1993. 
AOORESSES:  The  meeting  will  be  in  room 
432,  Federal  Trade  Commission,  6th  and 
Pennsylvania  Avenue,  NW., 
Washington.  DC. 

FOR  A  RECORDED  MESSAGE  CONTAWNNG 
THE  LATEST  INFORMATION  ABOtTT  THE  TIME 
AND  LOCATION  OF  THE  MEETING  CALL: 
(301) 504-0709. 
FOR  FimTHER  MFORMATKM  CONTACT: 

Beatrice  M.  Harwood,  Directorate  for 
Epidemiology,  Consumer  Product  Safety 
Commission.  Washington.  DC  20207; 
telephone:  (301)  504-0470. 
SUPPLEMENTARY  MFOMIATION:  The  Fire 
Safe  Cigarette  Act  of  1990  (FSCA)  (Pub. 
L.  101-352. 104  Stat.  405)  directs  the 
Commission,  with  assistance  from  the 
National  Institute  of  Standards  and 
Technology  (NIST)  and  the  Department 
of  Health  and  Human  Services,  to 
conduct  research  concerning  the 
feasibility  of  a  performance  standard  to 
address  the  propensity  of  cigarettes  to 
act  as  an  ignition  source.  The  FSCA  also 
establishes  an  advisory  committee,  the 
Technical  Advisory  Group  for  Cigarette 
Fire  Safety,  to  advise  and  work  with  the 
Commission  and  NIST  in  the 
implementation  of  that  act. 

1  he  Technical  Advisory  Group  for 
Cigarette  Fire  Safety  will  meet  on 
January  28-29. 1993.  to  discuss  current 
research  to  develop  a  test  method  to 
measure  cigarette  ignition  propensity; 
the  status  of  a  cigarette  fire  incident 
study;  plans  to  evaluate  the  possible 
health  effect  of  cigarettes  with  reduced 
ignition  propensity;  and  other 
administrative  and  operational  plans  to 
implement  the  FSCA. 

The  meeting  will  be  open  to 
observation  by  members  of  the  public, 
but  only  members  of  the  Technical 
Advisory  Group  for  Cigarette  Fire  Safety 
may  participate  in  the  discussion. 
Persons  who  desire  to  submit  written 
statements  or  questions  for 


consideration  by  the  Technical 
Advisory  Group,  before  or  after  the 
meeting,  should  address  them  to  the 
Technical  Advisory  Group  for  Cigarette 
Fire  Safety.  Office  of  the  Secretary, 
Consumer  Product  Safety  Commission. 
Washington.  DC  20207. 

Dated:  IsDuary  4. 1993. 
SadyeE.  Dunn. 

Secretary,  Consumer  Product  Safety 
Commission. 

(PR  Doc.  93-438  Filed  1-7-93;  8:45  am) 
emjMQCooc  WW  ai  m 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

Per  Diem,  Travel  and  Transportetlon 
Allowance  Committee 

agency:  Per  Diem,  Travel  and 

Transportation  Allowance  Committee, 

DoD. 

ACTION:  Publication  of  changes  in  per 

diem  rates. 

SUMMARY:  The  Per  Diem,  Travel  and 
Transportation  Allowance  Committee  is 
publishing  Civilian  Personnel  Per  Diem 
Bulletin  Number  167.  This  bulletin  lists 
changes  in  per  diem  rates  prescribed  for 
U.S.  Government  employees  for  official 
travel  in  Alaska.  Hawaii,  Puerto  Rico, 
the  Northern  Mariana  Islands  and 
Possessions  of  the  United  States. 
Bulletin  Number  167  is  being  published 
in  the  Federal  Register  to  assure  that 
travelers  are  paid  per  diem  at  the  most 
current  rates. 

EFFECTIVE  DATE:  January  1,  1993. 
SAiPPLEMENTARY  INFORMATION:  This 
document  gives  notice  of  changes  in  per 
diem  rates  prescribed  by  the  Per  Diem 
Travel  and  Transportation  Allowance 
Committee  for  non-foreign  areas  outside 
the  continental  United  States. 
Distribution  of  Civilian  Personnel  Per 
Diem  Bulletins  by  mail  was 
discontinued  effective  1  June  1979.  Per 
Diem  Bulletins  published  periodically 
in  the  Federal  Register  now  constitute 
the  only  notification  of  change  in  per 
diem  rates  to  agencies  and 
establishments  outside  the  Department 
of  Defense.  The  text  of  the  Bulletin 
follows: 
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MAXIMUM  PER  D»EM  RATES  FOR  OFFICIAL  TRAVEL  IN  ALASKA,  HAWAII.  THE  COMMONWEALTHS  OF  PUERTO  RK»^0     ^^ 
THE  N^THERN  MARuIS;  ISLANDS  AND  POSSESSONS  OF  THE  UNITED  STATES  BY  FEDERAL  GOVERNMENT  QVILIAN  EMPLOYEES 


LocaMy 


Mudmum 
•mounllA) 


M«lEn 
(B) 


Mndmum 
-       perdwm 
mls(C) 


ElfacVv* 


Alaska: 

Adak*  

AnaktuAjkPass  

Anctvxage: 

OS- IS— 09-15 
0^16-05-14 

Aniak 

Aiqasuk — 

Barrow 

B«tti«l — 

Benies 

Cold  Bay  ~ 

Cctdtoct -. 

Cordova — 

Craig  . 


0*r»gharn  — 

Dutcn  Hart>orUrfaiaslia 
Edison  AF8: 

05-15— 0»-1 5  

0V>- 16— 09-14  

Elmendorl  Af  B: 

05-15—09-15  

09-16—09-14  

Fatit>anks  AFB: 

05-15—09-15  ._... 

09-16-09-14  .„.„ 

False  Pass  - 

Ft.  Richardaon: 

05-15—09-15  _.... 

09-16—09-14  

Fl.  Wairwfight: 

05-15—09-15 

09-16—09-14  

Ho«T>er 

05-01—09-30  ...... 

10-01—04-30  

Jurwau: 

05-01—10-01  — 

10-02-04-30  — 
Katmai  National  Park  ... 
Kanai-Soldolna: 

04-02—09-30 

10-01—04-01 
Ketchikan: 

05-14—10-14 

10-15—05-13 

Kmg  Salmon* 

Klawoch 

Koctok  

Kot2ebue — 

Kuparuk  Oimald 

Medakatla 

Mu^p^y  Dome: 

05-15—09-15 

09-16—05-14 

Nelson  Lagoon 

Noatak 

Nome ~. 

NoonnM  „. 

PetersCurg 

Powit  Hope  

Point  Lay* 


Prudhoe  Bay-Oaadhofsa 

Sand  Point  

Sflvnard: 

05-01—09-30 

10-01—04-30 

Shungnak  

Snka-Mt.  EdgecomtM 

Skagway: 

05-14—10-14 

10-15—05-13 

Spruce  Cape 

St.  George . 

SL  Paul  Island 

Tanana »-_ 

Umiat 
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83 
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81 

73 
128 

88 

82 

86 

71 

95 

86 

67 

76 
113 

100 
66 

174 
81 

100 
66 

80 

174 
81 

100 
^86 

71 
S3 

88 

75 

88 

94 
57 

77 
66 
75- 
75 
71 
125 
75 
79 

100 
65 

102 

125 
71 

125 
72 
99 

106 
64 
75 

107 
61 

125 
72 

77 
68 
71 
100 
81 
71 
48 
97 


834 

57 

71 
86 
36 
86 
73 
64 
45 
54 
58 
77 
35 
38 
67 

66 
67 

71 
66 

66 
67 
37 

71 

86 

66 

67 

60 

82 

74 
73 
59 

88 
66 

61 
71 
88 

36 
81 
72 
52 


86 

67 
39 
72 
86 
72 
64 
61 
73 
57 
36 


S3 

48 
72 

89 

61 
71 
61 
39 
34 
86 
56 
63 


$44 

10-01-91 

140 

12-01-SO 

245 

06-15-93 

147 

12-01-92 

100 

07-01-91 

215 

12-01-90 

ise 

06-01-91 

146 

01-01-93 

110 

12-01-90 

125 

12-01-00 

154 

10-01-62 

143 

12-01-92 

loe 

07-01-01 

114 

12-01-90 

180 

05-01-92 

166 

05-15-93 

132 

12-01-02 

245 

05-15-93 

147 

12-01-92 

166 

05-15-83 

132 

12-01-92 

117 

06-01-91 

245 

05-15-03 

147 

12-01-02 

166 

05-15-83 

132 

12-01-42 

131 

05-01-03 

115 

12-01-92 

162 

05-01-62 

148 

1-01-92 

148 

12-01-90 

162 

04-02-03 

123 

12-01-92 

138 

05-14-93 

139 

12-01-02 

134 

12-01-90 

111 

07-01-91 

132 

01-01-92 

197 

01-01-92 

127 

12-01-90 

123 

07-01-91 

166 

05-15-93 

132 

12-01-02 

141 

06-01-91 

197 

01-01-02 

129 

01-01-93 

197 

01-01-92 

136 

05-01-92 

160 

12-01-90 

179 

12-01-90 

121 

12-01-90 

111 

07-01-91 

160 

05-01-92 

100 

01-01-92 

197 

01-01-92 

141 

01-01-92 

136 

05-14-93 

139 

12-01-02 

132 

01-01-92 

139 

06-01-91 

115 

12-01-90 

129 

01-01-93 

103 

12-01-92 

160 

12-01-90 
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(B) 


Mttdmufn 
psr  di6ni 
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10-01-91 
12-01-00 

0S-1S-83 
12-01-92 
07-01-91 
12-01-90 
0&-01-01 
01-01-03 
12-01-90 
12-01-90 
10-01-92 
12-01-02 
07-01-01 
12-01-90 
05-01-92 

05-1 S-93 
12-01-92 

05-15-03 
12-01-92 

05-15-03 
12-01-92 
08-01-91 

05-15-93 
12-01-Oe 

05-15-93 
12-01-92 

05-01-93 
12-01-92 

05-01-92 

1-01-92 

12-01-90 

04-02-93 
12-01-92 

05-14-93 
12-01-92 
12-01-90 
07-01-91 
01-01-92 
01-01-92 
12-01-90 
07-01-91 

05-15-93 
12-01-92 
06-01-91 
01-01-92 
01-01-93 
01-01-92 
05-01-92 
12-01-90 
12-0i-90 
12-01-90 
07-01-91 

05-01-92 
01-01-92 
01-01-02 
01-01-02 

05-14-93 
12-01-92 
01-01-92 
00-01-91 
12-01-90 
01-01-93 
12-01-92 
12-01-90 


VaMar 

05-01-00-01 
09-02—04-30 


WaNwLaka 


05-14—10-14 
10-15-06-13 

YaiajM 

(Mm*** 

Amailcan  Samoa . 

Guam „ „. 

Hawaii: 

Island  of  Hawal:  Hlo  „ 
Island  of  HawaM:  Ottiar 

Island  of  Kauai 

Island  of  Kuf«^  

island  of  Maul 

island  of  Oahu 

Olher _ 

Johnston  AM'  

Mi(Kway  Islands 

Nonhem  MartwialalandK 

Rota 

Saipan 

Tinhw  _ 

Other 

PuartoRioo: 
Bayamon: 

04-18—12-14  ... 
12-15-04-15  .» 
Carolina: 

04-18—12-14 

1 2-1 5—04-1 5  

Fajardo  (mduding  LuquMo): 

04-1&-12-14  .„ 

12-15—04-15  

R.  Buchanan  (Indudbig  QSA  SarxHoa  Canlar,  Guaynatw): 
04-16—12-14 
12-15-04-15 
Mayaguaz ..._ 


82 
90 

82 


70 
63 

85 
112 

86 

80 
90 

.„™ 

105 
50 
20 


Ponca 


HOOSOVBn  nOSOK 

04-18—12-14  __ 

1 2-1 5-04-1 5 

Sabana  Seca: 

04-16—12-14 

12-15-04-15  „. ™ ™ 

San  Juan  (indudhig  San  Juan  Coast  Guard  units): 

04-1 6—1 2-1 4  

12-15-04-15 

Other. 
Virpm  islands  of  the  U.&: 

05-02—1 2-1 5  

1 2-1 6-05-01  

Wake  Island*  

AH  Other  LocaWiae _ _ 


88 

100 
SO 
20 


98 

116 

83 

116 

90 
134 

93 
116 

86 
108 

90 
134 

S3 

116 

93 
116 


100 
144 

4 
20 


70 
75 
84 

81 
71 
40 
48 

47 
79 

81 
81 
66 
13 
64 
56 
47 
SO 
13 

55 

80 
85 
13 


67 
80 

87 

80 

57 
81 

67 
60 
65 
65 

57 
61 

67 

80 

67 
80 


73 
17 
13 


151 

05-01-93 

152 

12-01-92 

166 

12-01-90 

136 

12-01-90 

138 

05-14-93 

139 

12-01-92 

110 

12-01-90 

111 

01-01-93 

132 

12-01-91 

187 

05-01-92 

126 

06-01-92 

141 

06-01-92 

154 

06-01-92 

13 

12-01-90 

143 

06-01-92 

160 

06-01-92 

106 

12-01-90 

40 

10-01-92 

13 

12-01-90 

123 

01-01-93 

169 

01-01-93 

105 

01-01-93 

33 

12-01-90 

180 

08-01-92 

185 

12-15-92 

180 

06-01-92 

185 

12-15-92 

147 

08-01-92 

195 

12-15-92 

180 

06-01-92 

185 

12-15-92 

150 

06-01-02 

171 

06-01-92 

147 

06-01-92 

195 

12-15-92 

180 

06-01-92 

185 

12-15-92 

180 

06-01-92 

185 

12-15-92 

168 

06-01-92 

217 

12-16-92 

21 

12-01-90 

33 

12-01-90 
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Datsd:  January  4, 1M3. 


Alternate  OSD  Fedaxil  Rentier  Uaison 
Officer.  Department  ofD^nte. 
|FR  Doc.  93-378  Filed  1-7-93: 8:45  a.m.) 
■UJNO  COOK  «i«-«i-« 


AkForca 


USAF  Sciantlflc  Advisory  Board; 
Meeting 

The  Cruise  Missile  Panel  of  the  USAF 
Scientific  Advisory  Board's  Committee 
on  Options  for  Theater  Air  Defense  will 
meet  on  27-28  January  1993.  at  The 
ANSER  Corporation.  1215  Jefferson 
Davis  Highway.  Arlington.  VA  from  8 
a.m.  to  5  p.m.  This  meeting  was 
originally  scheduled  for  January  19, 
1993. 

The  purpose  of  this  meeting  will  be  to 
receive  briefings  and  gather  information 
on  issues  related  to  theater  air  defense. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  section 
552b(c)  of  title  5.  United  States  Code, 
specifically  subparagraphs  (1)  and  (4) 
thereof. 

For  further  information,  contact  the 
Scientific  Advistny  Board  Secretariat  at 
(703) 697-4811. 
Palsy  |.  ConiMr. 

Air  Force  Federal  Register  Liaison  Officer. 
IFR  Doc  93-425  Filed  1-7-93;  8:45  ami 

HUMO  COOK  S»1«-«t-M 


DEPARTMENT  OP  ENERGY 

DOE  Reaponae  to  Recommendation 
92-6  of  the  Defence  Nuclear  FaciUtlea 
Safety  Board  Concerning  Diadpline  of 
Operatlona  Ttvoughout  the  Defenae 
Nuclear  FacHMea  Complex 

agency:  Department  of  Energy. 
action:  Notice  and  Request  for  public 
comment.  


USAF  Scientific  Adviaory  Board; 
Meeting 

The  USAF  Scientific  Advisory  Board 
of  the  Air  Force  and  Other  Services 
Initiatives  Panel  (Information 
Architecture)  will  meet  on  January  2&- 
29, 1993  from  8  a.m.  to  5  p.m.  at  ANSER 
Corporation.  Arlington.  VA. 

The  purpose  of  this  meeting  is  to 
receive  briefings,  hold  discussions  and 
begin  report  writing  on  projects  related 
to  Information  Architectures.  This 
meeting  will  involve  discussions  of 
classified  defense  matters  listed  in 
section  552b(c)  of  title  5.  United  States 
Code,  specifically  subparagraph  (1) 
thereof,  and  accordingly  will  be  closed 
to  the  public. 

For  further  information,  contact  the 
Scientific  Advisory  Board  Secretariat  at 
(703)  697-4648. 
Patay ).  Conner, 

Air  Force  Federal  Register  Uaison  Officer. 
IFR  Doc.  93-426  Filed  1-7-93;  8:45  ami 
•NJJNO  COOC  M««-01-lf 


SUMMARY:  Pursuant  to  section  315(b)  of 
the  Atomic  Energy  Act  of  1954.  as 
amended.  42  U.S.C  2286d(b).  the 
Department  of  Energy  (DOE)  hereby 
puolishes  notice  of  a  response  of  the 
Secretary  of  Energy  (Secretary)  to 
Recommendation  92-5  of  the  Defianse 
Nuclear  Facilities  Safety  Board, 
published  in  the  Federal  Register  on 
August  28. 1992.  (57  FR  39191) 
concerning  discipline  of  operations  in  a 
changing  defense  nuclear  facilities 
complex. 

DATES:  Comments,  data,  views,  or 
arguments  concerning  the  Secretary's 
response  are  due  on  or  before  February 
8, 1993. 

ADDRESSES:  Send  comments,  data, 
views,  or  arguments  concerning  the 
Secretary's  response  to:  Defense  Nuclear 
FaciUties  Safety  Board,  625  Indiana 
Avenue,  NW..  suite  700.  Washington, 
DC  20004. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Donald  K.  Knuth.  Deputy  Assistant 
Secretary  for  Operations,  Defense 
Programs.  Department  of  Energy,  1000 
Independence  Avenue  SW..  Washington 
DC  20585. 

Issued  in  Washington.  DC,  on  January  4. 
1993. 

Mario  Fieri. 

Departmental  Representative  to  the  Defense 
Nuclear  Facilities  Safety  Board. 
IFR  Doc.  93-404  Filed  1-7-93;  8:45  am) 
MUJNO  COOC  Msa-m-M 


The  subsequent  arrangement  to  be 
carried  out  under  the  above-mentioned 
agreements  involves  approval  for  the 
following  retransfer:  RTD/JA(EU)-63  for 
the  transfer  of  2  grams  of  uranium 
enriched  to  93  percent  in  the  isotope 
uranium-235  from  Belgium  to  Japan  for 
use  in  measurements  of  fission  rates  in 
the  fast  critical  assembly  at  the  Tokai 
Research  Establishment. 

In  accordance  with  section  131  of  the 
Atomic  Energy  Act  of  1954.  as  amended, 
it  has  been  determined  that  this 
subsequent  arrangement  will  not  be 
inimical  to  the  common  defense  and 
security. 

This  subsequent  arrangement  will 
take  effect  no  sooner  than  fifteen  days 
after  the  date  of  publication  of  this 
notice. 

Issued  in  Washington.  DC  on  January  5. 
1993. 

Salvador  N.Ce)a. 

Acting  Director,  Office  ofNonprolifentkM 
Policy. 

IFR  Doc  93-409  Filed  1-7-93;  8:45  am) 
BNJJNO  coot  SIMMt-M 


Office  of  Arma  Control  and 
Nonproliferation  Policy 

Propoaed  Sui)aequent  Arrangement 

Pursuant  to  section  131  of  the  Atomic 
Energy  Act  of  1954.  as  amended  (42 
U.S.C  2180).  notice  is  hereby  given  of 
a  proposed  "subsequent  arrangement" 
under  the  Additional  Agreement  for 
Cooperation  America  and  the  European 
Atomic  Energy  Community 
CEURATOM)  concerning  Peaceful  Uses 
of  Atomic  Energy,  as  amended,  and  the 
Agreement  for  Cooperation  between  the 
Government  of  the  United  States  of 
America  and  the  Government  of  Japan 
concerning  Peaceful  Uses  of  Nuclear 
Energy. 


Office  of  Energy  Reaearch 

Energy  Reaearch  Financial  Aaalatance 
Program  Notice  93-1 1 ;  Experimental 
Program  To  Stimulate  Competitive 
Reaearch  (EPSCoR) 

AGENCY:  Department  of  Energy  (DOE). 
ACTION:  Notice  inviting  grant 
applications. 

summary:  The  Office  of  the  Science  and 
Technology  Advisor  (STA)  of  the 
Department  of  Energy  (DOE),  in  keeping 
with  its  energy-related  mission  to  tssitX 
in  strengthening  the  Nation's  human 
resource  infrastructure  through  the 
support  of  science,  engineering,  and 
mathematics  education  at  all  levels  of 
education,  annoimces  its  interest  in 
receiving  grant  applications  from 
eligible  States  for  the  support  of  the 
EPSCoR  Program.  The  purpose  of  the 
DOE/EPSCoR  Program  is  to  enhance  the 
capabilities  of  the  National  Science 
Foundation  (NSF)  designated  States  to 
conduct  nationally  competitive  energy- 
related  resaerch  and  to  develop  science 
and  engineering  manpower  in  energy- 
rated  areas  to  meet  current  and  future 
needs  in  those  areas.  Approximately 
$5.0  million  will  be  available  for  grant 
awards  under  the  DCS/EPSCoR  Program 
in  FY  1993  for  collaborative  research 
and  manpower  development  in  energy- 
related  science  and  engineering 
disciplines. 

DATES:  Applications  for  grants  under 
this  Notice  should  be  received  by  4:30 
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p.m.  Eastern  Standard  Time,  March  1, 
1993. 

ADDRESSES:  Application  materials  are 
available  from  tne  Office  of  University 
and  Science  Education  Programs,  ST— 
50, 1000  Independence  Avenue,  SW., 
Washington,  DC  20585.  Telephone 
requests  for  application  materials  may 
be  made  by  calling  (202)  586-6949.  llie 
completed  applications  must  be 
submitted  to:  U.S.  Department  of 
Energy,  Office  of  Energy  Research, 
Divisions  of  Acquisition  and  Asaistance 
Management,  ER-64,  Washington,  DC 
20585.  The  personal  or  courier  delivery 
address  is:  U.S.  Department  of  Energy, 
Division  of  Acquisition  and  Assistance 
Management,  Dl-64,  Office  of  Energy    ■ 
Research,  19901  Germantown  Road, 
Germantown,  MD  20874.  Each 
application  submitted  must  reference 
Notice  No.  93-11.  Telephone  and 
telefax  numbers  must  also  be  included 
in  any  application. 
FOR  FURTHER  MFORUATKM  CONTACT: 
Ms.  Donna ).  Prokop,  Education 
Programs  Manager,  Office  of  University 
and  Science  Education  Programs,  Office 
of  the  Science  and  Technology  Advisor, 
ST-511,  Department  of  Energy, 
Washington,  DC  20585.  She  may  be 
reached  by  telephone  on  (202)  586- 
8949. 

SUPPLEMENTARY  M'ORMATION:  The  House 
and  Senate  reports  accompanying  the 
FY  1993  Energy  and  Water  Development 
Appropriations  Act  (H.R.  Rep.  No  555, 
102nd  Cong..  2nd  Sess.,  pg.  74  and  S. 
Rep.  No.  344, 102nd  Cong.,  2nd  Sess., 
pg.  90,  respectively)  mentioned  that  the 
pertinent  committees  were  impressed 
with  the  progress  of  the  DOE/EPSCbR 
program.  In  addition,  the  language  in 
the  two  reports  recommend  Uiat  $5.0 
million  be  committed  to  continuing  the 
program  in  the  States  designated  by  NSF 
as  EPSCoR  States.  In  accordance  with  10 
CFR  600.7(b)(1),  and  to  be  consistent 
with  the  Congressicmally  recommended 
limitations,  DOE  has  decided  to 
continue  to  restrict  eligibility  for  these 
grants  to  the  following  States  and 
Territory:  Alabama,  Arkansas,  Idaho, 
Kansas,  Kentucky,  Louisiana,  Maine, 
Mississippi,  Montana,  Nebraska, 
Nevada,  North  Dakota.  Oklahoma,  South 
Carolina,  South  Dakota,  Vermont,  West 
Virginia,  Wyoming,  and  the 
CommonwejBdth  of  Puerto  Rico. 

Awards  issued  under  this  Notice  will 
implement  approved  and  selected  plans 
formulated  under  the  DOE/EPSCoR 
planning  grants  awarded  in  FY  1991.  It 
is  estimated  that  approximately  $5.0 
million  will  be  available  for  awards  that 
will  provide  for  state  management, 
coordination,  research  collaboration  and 
human  resource  development  activities. 


It  is  expected  that  up  to  5  new  awards 
will  be  issued  up  to  a  maximum  of 
$1,250  million  each.  Any  remaining 
balance  of  the  estimated  $5.0  million 
will  be  used  to  award  funds  to  sustain 
unsuccessful  DOE/EPSCoR  state 
committees  to  refine  state  energy-related 
plans.  Awards  will  range  from  $5,000 
up  to  a  maximum  of  $1,250  milUon. 

In  addition,  as  a  tangible  measure  of 
an  applicant's  commitment  to  the 
objectives  of  the  DOE/EPSCoR  program, 
cost-sharing  on  a  one-to-one  ratio  is  a 
requirement  of  this  program.  Theref(»e, 
each  application  submitted  requesting 
support  from  DOE  under  this  Notice 
must  provide,  from  non-Federal  funds, 
an  amount  equal  to  the  amount  awarded 
by  the  DOE;  i.e.,  for  every  dollar 
provided  by  DOE,  the  recipient  must 
provide  a  dollar  from  non-Federal 
sources  for  the  project 

General  information  about 
development  and  submission  of 
applications,  eligibility,  limitations, 
evaluation,  and  selection  processes,  and 
other  policies  and  procedures  are 
contained  in  the  Office  of  Energy 
Research  Special  Research  Grant 
Application  Kit  and  Guide.  This  Notice 
requests  further  that  the  "Detailed 
Description  of  Research  Work 
Proposed"  component  of  a  complete 
grant  application,  as  established  by  10 
CFR  part  605,  should  not  exceed  20 
double-spaced,  typed  pages  excluding 
curriculum  vitae.  The  Catalog  of  Federal 
Domestic  Assistance  Number  of  this 
program  is  81.049. 

Issued  in  Washington.  DC.  on  December 
30. 1992. 
DJD.  Mayhew, 

Director,  Office  of  Management,  Office  of 
Energy  Research. 
[FR  Doc.  93-206  Filed  1-7-93;  8:45  ami 
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Energy  Research  Rruir>cial  Assistance 
Program  Notica  93-08;  Unh^ersity 
Reactor  Instrumentation  Program 

agency:  Department  of  Energy  (DOE). 
ACnON:  Notice  inviting  grant 
applications. 

SUMMARY:  The  Office  of  Energy  Research 
(ER)  of  the  Department  of  Energy,  in 
keeping  with  its  energy-related  mission 
to  strengthen  the  Nation's  support  of 
science,  engineering  and  mathematics 
education  at  all  levels  of  education, 
announces  its  interest  in  receiving  grant 
applications  for  the  support  of  the 
University  Reactor  Instrumentation 
Program.  The  purpose  of  this  program  is 
to  support  needs  of  U.S.  academic 
communities  in  modernizing  and 
improving  their  nuclear  reactors  which 


are  used  lor  training  and  research. 
Approximately  $1  million  from  fiscal 
year  1993  funds  has  been  allocated  for 
grant  awards  to  those  eligible  colleges 
and  universities  with  operating  nuclear 
reactors  dedicated  to  research,  training 
and  service.  Future  year  funding  will  be 
contingent  upon  the  availability  of 
appropriated  funds. 
DATES:  Applications  for  grants  under 
this  notice  must  be  received  by  4:30 
p.m..  Eastern  Standard  Time,  March  10, 
1993. 

ADDRESSES:  Application  kits  and  guides 
are  available  from  the  Office  of 
Univenity  and  Science  Education 
Programs,  ST-50, 1000  Independence 
Avenue,  SW.,  Washington,  DC  20585, 
(202)  586-8949.  The  completed 
applications  must  be  submitted  to:  U.S. 
Department  of  Energy,  Office  of  Energy 
Research,  Acquisition  and  Assistance 
Management  Division,  ER-64, 
Washington.  DC.  20585.  The  personal  or 
courier  delivery  address  is:  U.S. 
Department  of  Energy,  Acquisition  and 
Assistance  Management  Division.  ER- 
64.  Office  of  Energy  Research,  19901 
Germantown  Road.  Germantown,  MD 
20874.  Each  application  submitted  must 
reference  Notice  No.  93-08.  Telephone 
and  telefax  numbers  must  also  be 
included  in  any  application. 
FOR  FURTHER  INFORMATKm  CONTACT:  Dr. 
Larry  Bark^.  Program  Manager,  Office 
of  University  and  Science  Education 
J*rograms,  ST-50,  Office  of  Science  and 
Technology  Advisor,  U.S.  Department  of 
Energy,  1000  Independence  Avenue, 
SW..  Washington,  DC,  20585,  (202) 
586-8947. 

SUPPt£MENTARY  INFORMATION:  The 
University  Reactor  Instrumentation 
Program  was  developed  to  provide 
support  for  modernization  and 
improvement  of  the  research  and 
training  reactora  at  U.S.  colleges  and 
universities.  In  accordance  with  10  CFR 
600.7(b)(1),  it  has  been  determined  that 
eligibility  for  these  grants  is  restricted  to 
U.S.  colleges  and  universities  with 
operating  nuclear  reactors  dedicated  to 
research,  training  and  service  to  the 
scientific  community.  The  purpose  for 
restricting  eligibility  to  these  applicants 
only  is  derived  from  the  intent  of  the 
program,  which  is  to  provide  funds  for 
modernizing  and  improving  research 
and  training  reactors,  and  the  fact  that 
reactors  are  general  purpose  laboratory 
facilities,  useful  in  teaching  nuclear 
science  at  all  levels  irom  pre-coUege 
through  graduate  school.  In  addition, 
this  support  will  facilitate  training  for 
various  reactor  operating  skills  required 
by  industry  and  the  government. 

Two  general  categories  of  equipment 
and  instrumentation  will  be  considered 
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under  this  program.  Tliey  include:  (1) 
equipment  and  inttrumentation  relating 
to  the  performance,  operating  capability 
and  control  of  the  reactor  including 
radiation  detection  ot  monitoring 
equipment:  and  (2)  equipment  or 
instrumentation  that  will  significantly 
improve  or  expand  the  research/training 
capability  of  the  facility.  Applications 
may  include  more  than  one  item  of 
equipment  or  instrumentation;  however, 
they  must  be  listed  in  order  of  priority. 
Detailed  informatim  regahling  the  cost 
or  price  of  equipment  or 
instrumentation  must  be  included  as 
part  of  the  required  budget  narrative 
section  of  the  application.  Applications 
may  also  be  broken  into  phases  for 
funding  at  a  later  date  dependent  upon 
availability  of  resources.  Support  will 
not  be  provided  fta  faculty  or  staff 
salaries,  facility  operating  costs,  fees  or 
profit.  The  project  description  portion  of 
the  application  must  include 
information  on  the  following  activities 
(items  1  and  2  are  the  most  critical):  (1) 
The  potential  of  the  new  equipment  or 
instrumentation  to  increase  the  quality 
and/or  efficiency  of  operation  of  the 
reactor  facility:  (2)  the  potential  of  the 
new  equipment  or  instrumentation  to 
significantly  improve  ot  expand  the 
research  or  training  capability  of  the 
facility;  (3)  the  potential  of  the  new 
equipment  or  instrumentation  to 
enhance  and/or  modernize  safety 
related  systems  within  the  reactor 
facility:  (4)  the  number  of  students  pre- 
coUege  through  graduate  and  faculty 
using  as  well  as  supported  by  the 
facility:  and  (5)  the  amount  and  type  of 
research  or  service  being  provided  by 
the  facility  to  othei  departments, 
universities,  industry  or  U.S. 
Government  Agencies  diuing  the  past 
five  years.  A  brief  description  and 
statement  of  qualifications  of  the  reactor 
facility  staff  should  also  be  provided. 
Selection  for  award  decisions  by  IX)E 
will  take  into  consideration  information 
provided  regarding  the  applicant's 
willingness  to  share  in  the  total  cost  of 
the  project 

It  is  anticipated  that  $1  million  will 
be  available  for  this  activity.  Awards 
may  range  from  $5,000  to  $250,000  per 
year.  The  nimiber  of  awards  will-be 
determined  from  the  number  of 
approved  applications  submitted  under 
this  notice  and  the  funds  available  at 
time  of  award.  However.  DOE  reserves 
the  ri^t  to  fund  in  whole  or  in  part, 
any,  all,  or  none  of  the  applications 
submitted.  Additional  information  may 
be  subsequently  requested  by  DOE 
during  evaluation  of  a  submitted 
application.  General  information  about 
development  and  submission  of 


applications,  eligibility,  limitations, 
evaluation  and  selection  processes,  and 
other  policies  and  procedures  are 
contained  in  the  ER  Special  Research 
Grant  Application  Kit  and  Guide,  and  in 
10  CFR  part  605.  The  catalog  of  Federal 
Domestic  Assistance  Numb«r  for  this 
program  is  81.049. 

Issued  in  Washington,  DC,  on  December 
23, 1992. 
D.  D.  Maybew, 

Director.  Office  ofManagBment,  Qffke  of 
Energy  Research. 

|FR  Doc  93-207  Filed  1-7-93;  8:45  am] 
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nnancial  Asaiatanc*  Program  Notic* 
93-09;  Univaratty  Raactor  Stwring 
Program 

agency:  Department  of  Energy  (DOE). 
ACnON:  Notice  inviting  grant 
applications.         


PUMMflrTT-  The  Office  of  Sdenoe  and 
Technology  Advisor  (STA)  of  the 
Department  of  Energy,  in  keeping  with 
its  energy-related  mission  to  strengthen 
the  Nation's  support  of  science, 
engineering  and  mathematics  education 
at  all  levels  of  education,  annoimces  its 
interest  in  receiving  grant  applications 
for  the  support  of  the  University  Reactor 
Sharing  Program.  The  piupose  of  this 
program  is  to  provide  mnds  to  U.S. 
colleges  or  universities  with  nuclear 
reactor  facilities  (host  institutions)  that 
cover  reactor  operating  costs  when  the 
facilities  are  utilized  by  regional 
affiliates  (user  institutions)  for  student 
instruction  or  for  student  or  faculty 
research.  In  accordance  with  10  CFR 
part  600.7(b)(1),  eligibility  for  these 
grants  is  restricted  to  U.S.  colleges  and 
imiversities  with  nuclear  reactor 
faciUties  because  they  provide  a  unique 
opportunity  to  address  important 
aspects  of  the  Nation's  nuclear  science 
and  engineering  educational  programs. 
It  is  antidpatedthat  approximately 
$500,000  will  be  available  for  support  of 
this  program  during  fiscal  year  1993. 
DATES:  Applications  for  grants  under 
this  notice  should  be  received  by  4:30 
p.m..  Eastern  Standard  Time,  March  31, 
1993. 

A00RESSE8:  Application  kits  and  guides 
are  available  from:  U.S.  Department  of 
Energy.  Office  of  University  and  Science 
Education  Programs,  St-50, 1000 
Indei>endence  Avenue,  SW., 
Washington.  DC  20585.  (202)  586-8949. 
Completed  applications  must  be 
submitted  to:  U.S.  Department  of 
Energy,  Office  of  Energy  Research, 
Acquisition  and  Assistance 
Management  Division,  ER-64, 


Washington.  DC  20585.  The  following 
address  must  be  used  when  submitting 
applications  by  U,S.  Postal  Service 
Express,  any  commercial  mail  delivery 
servioa,  or  when  handcarried  by  the 
applicant:  U.S.  Department  of  Energy. 
Office  of  Energy  Research.  Acquisition 
and  Assistance  Management  Envision. 
ER-64. 19901  Gennantown  Road. 
Germantown.  MD  20874.  Each 
application  must  reference  Notice  No. 
93-09.  Telephone  and  telefax  numbers 
must  also  be  included  in  any 
application. 

FOR  FURTHER  ttlFORMATION  CONTACT: 
Dr.  Larry  Bariier,  Program  Manager,  U.S. 
Department  of  ^lergy.  Office  of  Energy 
Research,  University  and  Science 
Education  Programs,  ST-511. 
Washington.  DC  20585,  (202)  586-8947. 
SUPPI.EMENTARY  MFORMATION:  TEls 
program  provides  funding  to  host 
institutions  to  cover  expenses  associated 
with  operation  of  their  nuclear  reactor 
facility  for  the  benefit  of  user 
institutions  to  promote  education, 
training  or  research  opportunities. 
University  reactors  are  extremely 
versatile  neutron  sources  and  research 
facilities;  thtis  the  availability  of  a 
nuclear  reactor  contributes  particularly 
and  significantly  to  research  and 
educational  opportunities  at  both  the 
graduate,  undergraduate  and  precollege 
levels.  Any  U.S.  educational  institution 
which  operates  a  research  or  training 
reactor  may  submit  an  application  for  a 
new  or  renewal  award!  However,  those 
host  institutions  applying  that  have  a 
substantial  number  of  user  institutions 
indicating  continued  or  new  interest  in 
the  project  are  more  likely  to  be  selected 
than  those  applicants  who  do  not  have 
sufficient  numbers  of  user  institutions. 
User  groups  affiliated  with  the  host 
institution  are  not  considered  eligible 
for  participation  in  this  program. 
Projects  may  range  &x>m  tours, 
demonstrations,  experiments, 
workshops  and  seminars  for  middle 
school  and  high  school  groups  to  facility 
research  projects  and  MS/Ph.D.  thesis  or 
dissertation  research.  Reactor  utilization 
may  range  from  simple  service 
irradiations  and  analytical  support  to 
basic  rewarch  studies  requiring  the 
facility's  most  sophisticated  equipment. 
Each  application  must  include  under 
the  "Project  Description"  portion 
information  on  the  relative  availability 
of  the  reactor  to  outside  users,  an 
assessment  on  a  regional  basis  of  the 
colleges,  imiversities  and/or  precollege 
institutions  that  can  be  served  by  the 
proposing  institution's  reactor  facility 
and  provide  evidence  of  interest  on  the 

Sirt  of  potential  or  former  user 
stitutions  to  utilize  the  applicant's 
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reactor  fMility  during  the  proposed 
grant  period.  AUowabU  cost*  under  dilt 
pragrani  include: 

(1)  Payments  for  irradiation  services 
not  to  exceed  the  eetablished.  published 
schedule  of  die  host  institution; 

(2)  Payments  for  use  of  the  reactor  and 
related  {acilities  based  iqxin  establirfwd 
rates  of  the  host  institution; 

(3)  Cost  of  tedmical  assistance 
fiimidied  by  the  host  institutiao  for 
conduct  of  studies  l^  a  user  institution; 
and 

(4)  Costs  of  matOTials  and  supplies 
consumed  in  user  institution  projects. 
Unallowable  costs  under  this  program 
include: 

(1)  Normal  operating  expenses  of  the 
facility: 

(2)  Laboratory  apparatus  and 
instrumentation ; 

(3)  Costs  that  are  coveted  by  existing 
grant  or  contract;  and 

(4)  Indirect  or  overhead  costs.  Funds 
for  individual  or  group  travel  or 
subsistence  will  not  allowed  except  in 
highly  unusual  situations. 

During  fiscal  year  1993,  DOE 
anticipates  that  the  number  of  awards  to 
be  issued  and  the  amount  of  each  award 
will  depend  upon  the  niunber  of 
approved  applications,  the  amount  of 
funds  requested  and  the  total  DOE  funds 
made  available  bx  this  program.  It  is 
anticipated  that  $500,000  will  be 
available  from  DOE's  Office  of  Energy 
Research.  Awards  may  range  from 
$5JMQ  to  $100,000  per  year. 

DOE  reserves  the  right  to  fund,  in 
whole  or  in  part,  any,  all,  or  none  of  the 
applicants  submitted.  Additional 
informaticm  may  be  subsequently 
requested  by  DOE  during  evaluation  of 
a  submitted  application.  General 
information  about  development  and 
submission  of  applications,  eligibility, 
limitations,  evaluation  and  selection 
processes,  and  other  policies  and 
procedures  are  contained  in  the  ER 
Special  Research  GmA  Application  Kit 
and  Guide,  and  in  10  CFR  part  605.  The 
catalog  of  Federal  Domestic  Assistance 
Number  for  this  program  is  81.049. 

Issued  in  Washington,  DC  oo  December 
23,1992. 
D  J>.  Majriiew, 

DUector.  QQSce  ofktaaagBmuO,  Office  c/ 
Energy  Researdt. 
IFR  Doc  93-208  Piled  1-7-93;  8:45  ami 


FMImw  EfWfQy  RaQUtalo^ 
CommlMion 

Mamorandum  of  Undftanding 
Batwaon  tha  Fadaral  Enargy 
Ragulatory  Commlaaion  aimJ  tha 
Dapartmant  of  Iha  brtartor,  Btvaau  of 

Roclamation 

January  4, 1993. 

Aoeicv:  Federal  Energy  Ragulatory 

Commission. 

ACTION:  Notice  of  Memorandum  of 

Understanding. 

SUMMARY:  On  NovembOT  6, 1992.  the 
Chairman  of  the  Federal  Energy 
Regulatory  Commission  and  the 
Department  of  the  Interior's  Assistant 
Secretary  for  Water  and  Science  signed 
a  Memorandum  of  Understanding  that 
establishes  a  process  for  the  early 
resolution  of  issues  related  to  the 
development  of  non-federal 
hydrodevelopment  at  the  Bureau  of 
Reclamation  fiacilities. 
EFFECTIVE  DATE:  November  B.  1992. 
FOR  FURTHER  VIPORMATION  CONTACT: 

Barbara  Christin,  Office  of  the  General 
Counsel,  Federal  Energy  Regulatory 
Commission,  825  N.  Capitol  Street,  NE.. 
Washington,  DC  20426,  Phone:  (202) 
208-0773, 

SUPPLEMENTARY  MF0RMAT10N: 

MemoiMMhnn  of  Ihtdentandiiig  Betwwa  the 
Federal  Eaeriy  Eagnlatiaiy  CommiMloa  aad 
the  Bureni  orBerlimetioo.  DepartnMnl  of 
the  Interior  tat  EfblishnMmt  of  Procaaos 
fior  the  Early  Basohitioa  oriasuM  Related  to 
the  Timely  DBTriopoMnt  of  Non-Fodaral 
Hydroelactric  Power  at  tbe  Beiean  of 
SocUmatiao  Fadlitiet 

In  the  interest  of  mutual  cooperation 
for  the  expeditious  non-Federal 
development  of  hydroelectric  energy, 
the  Memorandum  of  Understanding  is 
executed  between  the  Federal  Energy 
Regulatory  Commission  (Conunission), 
pursuant  to  the  authority  contained  in 
the  Federal  Power  Act  (FPA),  16  U.S.C 
791a  et  seq.,  section  210  of  the  Public 
Utility  Regulatory  Policies  Act  of  1978, 
16  U.S.C.  824a-3,  and  the  Electric 
Consumers  Protection  Act  of  1986, 
Public  Law  99-495,  and  the  Bureau  of 
Reclamation  (Reclamation),  pursuant  to 
the  Reclamation  Act  of  1902, 43  U.S.C 
391  et  seq.,  as  amended  and 
supplemented,  and  the 
interdepartmental  work  provision  of  47 
Stat.  417, 31  U.S.C.  1535. 

IVherras.  the  Commission  is 
authorized  to  issue  preliminary  permits 
and  licenses  to  non-Federal  entities  for 
the  development  of  hydroelectric 
powerplants  under  its  |urisdiction, 
including  powerplants  utilizing  Federal 
Hnms  or  other  forilities  wrhere 


hydroelectric  power  has  not  been 
reserved  exclusively  for  Federal 
development  under  Federal  reclamation 
law,  either  oongressionally  or 
administratively,  when  hydroelectric 
power  development  has  been  reserved 
far  nonfederal  de^opment  under 
reclamation  law,  and 

IVliefeat,  RerlainatioB  Is  authoriawd  both 
administzatively  and  congrBMioDaily  to 
ooostnict  water  rasottices  pioiocta  tfamugbout 
the  17  Wostem  States,  includii^ 
hydioelactric  power  facUitiae;  uid 

Whenas,  Reciomation  Is  authoriaed  to 
grant  leases  of  powor  privilegB  to  aoa-Padecal 
entities  far  the  development  of  hydroelectric 
powerplants  under  its  )iirisdictlcm;  and 

Whmas,  Redamatioo  is  agreeable  to  die 
davelnment  of  bydroeiactric  power  by  non- 
Federal  entitiae  uodar  tha  FPA  oo 
Reclamation  pn^octs  when  hydraolactric 
power  develc^wiwnt  has  not  been  leeenrod 
exclusively  fior  development  under  Federal 
reclamatioo  law,  either  congiestionally  or 
admlnistntiveIy,or  whera  hydroelectric 
power  development  has  not  been  reserved  far 
non-Federal  ODveUxxnant  under  ledamatioa 
law,  and  where  such  hydroelectric  power 
developoMnts  are  compatible  with  the 
purpoees  far  which  the  Reclamatioo  projects 
were  authorized;  and 

Whenas,  Reclamation  and  the  CommiMion 
recognize  dM  need  to  establish  criteria  and 
guidelines  to  assist  in  determining  whether 
the  Commission  or  Reclamation  has 
{urisdiction  over  non-Federal  hydroelectric 
power  development  at  particular 
Reclamation  pro)ects;  and 

IVhereos.  the  process  of  non-Federal 
development  of  hydroelectric  power  at 
Federal  facilities  often  begins  informally  with 
early  consultations  with  either  or  both 
agencies  by  prospective  applicants,  and 
begins  formally  either  with  an  ai^Ucatioo  to 
the  Commission  for  a  preliminary  permit  or 
license  or  a  request  to  Reclamation  far  a  lease 
of  power  privilege;  and 

Whereas,  from  time  to  time  issues  arise 
between  the  Commission  and  Reclamatlott 
concerning  wttether  the  Commission  has 
authority  to  license  non-Federal 
hydroelectric  power  development  at  a 
particular  Reclmnation  prefect;  and 

Whereas,  both  agencies  desire  to  establlA 
administrative  processes  and  )olnt  guidelines 
by  which  such  issues  can  be  resolvvd  in  a 
timely  and  legally  sound  fashion; 

Now  Therefore,  because  it  it  In  the  public 
interest  that  the  agencies  work  together  to 
ensiire  timely  development  of  renewable 
hydroelectric  power  resources  at  existing 
Reclamation  facilities,  tiie  Commission  and 
Reclamation  agree  to  the  following: 

Article  1.  Commission  Procedures.  Upon 
the  filing  writh  the  Commission  of  an 
application  for  a  preliminary  permit  or  a 
license  far  a  hydroelectric  power 
development  located  at  or  within  a 
Reclamation  project,  the  following 
procedures  will  be  used: 

A.  Distribution  of  Applicatioaa 

Gmunlssion  staff  will  ensure  that 
Reclamation  receives  a  copy  of  the  filed 
application  vrithin  IS  calendar  days  of  such 
filtaa. 
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B.  Rechmation  Review  of  Peimit 
Applicatioiu 

Reclamation  shall  prelimiotfily  review 
earh  permit  application  and,  if  it  objects  to 
thp  proposed  hydroelectric  power 
development  on  the  ground  that  it  is  reserved 
(or  development  under  Federal  reclamation 
law,  shall,  within  45  days  of  the  filing  date 
of  the  application,  so  advise  the  applicant     . 
and  the  Commission  in  writing  and,  to  the 
extent  possible  at  this  stage  of  review,  give 
to  the  applicant  and  the  Commission  the 
reasons  therefor,  with  citations  to  and,  where 
feasible,  copies  of  relevant  statutory  texts, 
legislative  history,  administrative 
authorizations,  and  feasibility  reports. 

C.  Reclamation  Review  of  License 
Applications 

Reclamation  shall  review  each  license 
application  and,  if  it  objects  to  the  proposed 
hydroelectric  p»ower  development  on  the 
ground  that  it  is  reserved  for  development 
under  Federal  reclamation  law,  shall,  within 
60  days  of  the  filing  of  the  application,  so 
advise  the  applicant  and  the  Commission  in 
writing,  giving  both  the  applicant  and  the 
Commission  the  reasons  therefor,  with 
citations  to  and,  where  feasible,  copies  of 
rt^levant  statutory  texts,  legislative  history, 
administrative  authorizations,  and  feasibility 
rrpKMls. 

D.  Preliminary  Determination  on  jurisdiction 
Commission  staff  preliminarily  review 

each  license  or  preliminary  permit 
application  proposing  hydroelectric 
development  at  or  within  a  Reclamation 
project  to  determine  whether  the 
Commission's  authority  to  license  non- 
Federal  hydroelectric  power  development 
has  been  withdrawn. 

(1)  If  Commission  staff,  after  reviewing  the 
information  submitted  by  Reclamation, 
concludes  that  the  Commission's  authority 
has  been  withdrawn,  it  shall  then  take 
appropriate  action  on  the  application  and 
state  the  grounds  therefor. 

(2)  If  Commission  staff  is  unable  to 
determine  conclusively  that  the 
Commission's  authority  to  license  a  non- 
Federal  hydroelectric  power  development  at 
the  facility  or  site  has  been  withdrawn,  or 
preliminarily  determines  that  the 
Commission's  authority  to  license  a  non- 
Federal  hydroelectric  power  development  at 
the  facility  or  site  has  not  been  withdrawn, 
it  shall  so  advise  the  applicant  and 
Reclamation  in  writing,  providing  the 
rationale  for  its  determination,  with  citations 
to  and.  where  feasible,  copies  of  relevant 
statutory  texts,  legislative  history, 
administrative  authorizations,  and  feasibility 
reports. 

(3)  Staff  of  either  agency  may.  within  30 
days  of  Commission  stafTs  notification  to 
Reclamation  and  the  applicant  under  D(2) 
above,  request  a  meeting  to  discuss  and 
attempt  to  resolve  any  differences  between 
the  agencies.  If  Reclamation  changes  its 
position  after  the  meeting,  it  shall,  within  30 
days  of  the  meeting,  so  notify  the 
Commission  and  the  applicant,  in  writing. 
Commission  staff  shall  proceed  to  issue 
public  notice  of  the  acceptance  of  such 
application  for  processing  only  after  any  such 


meetings  that  have  been  requested  have  taken 
place. 

E.  Formal  Reclamation  Comments 

If  after  issuance  of  public  notice  of  the 
acceptance  of  a  preliminary  permit  or  license 
application  for  processing  (both  pursuant  to 
paragraph  D  of  this  Article  1),  Reclamation 
continues  to  object  to  the  proposed 
hydroelectric  power  development  on  the 
ground  that  it  has  been  reserved  for 
development  under  Federal  reclamation  law, 
it  shall,  within  the  comment  period  and 
deadline  for  intervention  established  in  the 
public  notice  of  the  acceptance  of  the  permit 
or  license  application,  either  file  fbrnidl 
comments  or  a  motion  to  intervene  (which 
motion  will  include  formal  comments).  In 
either  event.  Reclamation  shall  submit  its 
final  position  on  the  issue,  giving  reasons 
therefor,  with  citations  to  and,  where 
feasible,  copies  of  relevant  statutory  texts, 
legislative  history,  administrative 
authorizations,  and  feasibility  reports.  In  the 
case  of  a  license  application,  Reclamation 
shall  also,  either  in  response  to  the  public 
notice  of  the  license  application  or  in 
response  to  the  public  notice  that  the 
application  is  ready  for  environmental 
review,  whichever  comes  later,  submit 
(through  the  Interior  Department)  conditions 
for  inclusion  in  the  license  pursuant  to 
section  4(e)  of  the  FPA. 

F.  Final  Commission  Action 

After  completion  of  the  above-described 
procedures,  the  Conunission,  or  its  staff,  will 
review  all  the  information  in  the  record  of 
the  preliminary  permit  or  license  proceeding 
on  the  issue  of  the  Commission's  authority 
and  take  whatever  action  on  the  preliminary 
permit  or  license  application  it  deems 
appropriate. 

Article  2.  Reclamation  Procedures.  Upon 
receipt  by  Reclamation  of  a  request  for  a  lease 
of  power  privilege  for  a  hydroelectric  power 
development  located  at  or  within  a 
Reclamation  project,  the  following 
procedures  will  be  used: 

A.  Distribution  of  Applications 

Reclamation  will  ensure  that  the 
Commission  receives  a  copy  of  the  request 
within  IS  calendar  days  of  its  receipt. 

B.  Reclamation  Review 

Before  pr(x:eeding  in  any  manner  to  act 
upon  a  request  for  a  lease  of  power  privilege. 
Reclamation  shall  make  a  determination  as  to 
whether  hydroelectric  piower  development  is 
reserved  at  the  project  in  question  under 
Federal  reclamation  law. 

(1)  If  Reclamation  determines  that 
hydroelectric  power  development  is  not 
reserved  under  Federal  reclamation  law,  and 
that  the  Commission's  authority  to  license 
such  hydroelectric  development  has  not  been 
withdrawn,  then  Reclamation  shall  denyihe 
request  for  a  lease  of  power  privilege,  so 
notify  the  requestor  in  writing,  and  provide 
a  copy  of  this  notification  to  the  Commission. 

(2)  If  Reclamation  preliminarily  determines 
that  hydroelectric  power  development  is 
reserved  under  Federal  reclamation  law,  then 
it  shall,  in  writing,  so  notify  the  requestor 
and  the  Commission  and  give  to  the 
Commission  the  reasons  therefor,  with 


citations  to  and,  where  feasible,  copies  of 

relevant  ctatutoiy  text,  legislative  history. 

administrative  authorizations,  and  feasibility 

reports. 

C.  Commission  Review  and  Response 

Conunission  staff  shall  review  all  requesU 
for  leases  of  power  privilege  for  which 
Reclamation  has  made  a  determination  under 
paragraph  B(2)  above. 

(1)  If,  within  60  days  of  receipt  of  the 
information  provided  by  Reclamation 
pursuant  to  paragraph  B(2)  above, 
Commission  staff  does  not  submit  comments, 
or  submits  comments  stating  that  it  does  not 
object  to  Reclamation's  determination  under 
paragraph  B(2)  above,  then  Reclamation  will 
proceed  to  act  upon  the  request  for  a  lease 
of  power  privilege  according  to  its 
procedures. 

(2)  If  it  preliminarily  determines  that  the 
Commission's  authority  to  license  such 
hydroelectric  development  has  not  been 
withdrawn.  Commission  staff  shall,  within 
60  days  of  receipt  of  the  information 
provided  by  Reclamation  pursuant  to 
paragraph  B(2)  above,  so  advise  Reclamation 
and  the  requestor  in  writing,  providing  the 
appropriate  rationale  to  explain  its 
conclusion.  Staff  of  either  agency  may, 
within  30  days  of  Commission  staffs 
notification  to  Reclamation  and  the  requestor 
under  this  paragraph,  request  a  meeting  to 
discuss  and  attempt  to  resolve  any 
differences  between  the  agencies.  If 
Commission  staff  changes  its  position  after 
the  meeting,  it  shall,  within  30  days  of  the 
meeting,  so  notify  Reclamation  and  the 
requestor,  in  «vriting.  If  Commission  staff  and 
Reclamation  cannot,  after  a  reasonable  effort 
and  period  of  time,  reach  agreement  on 
which  agency  has  jurisdiction,  then 
Reclamation  will  notify  the  requestor  that 
Reclamation  will  not  act  upon  the  request  for 
a  lease  of  power  privilege.  The  requestor  will 
be  advised  by  Reclamation  to  file  a 
preliminary  permit  application  or  a 
declaration  of  intention  with  the  Conunission 
in  order  to  obtain  a  final  determination  as  to 
which  agency  has  jurdiction.  The 
Commission  and  Reclamation  will  then 
follow  the  procedures  in  Article  1. 
paragraphs  E  and  F. 

Article  3.  Hydroelectric  Developments 
Located  Both  Inside  and  Outside  of 
Reclamation  Projects.  In  the  event  that  non- 
Federal  hydropower  facilities  would  be 
located  inside  and  outside  of  the  boundaries 
of  a  Reclamation  project,  and  if  hydroelectric 
power  development  is  reserved  under 
reclamation  law,  then  the  Commission  shall 
have  jurisdiction  over  the  portion  of  the 
facilities  located  outside  the  boundaries  of 
the  Reclamation  project  and  Reclamation 
shall  have  jurisdiction  over  the  portion  of  the 
facilities  located  inside  the  boundaries  of  the 
Reclamation  project.  If  hydroelectric  power 
development  is  not  reserved  under 
reclamation  law,  then  the  Commission  shall 
have  jurisdiction  over  the  entire  non-Federal 
hydroelectric  development.  If  the 
Commission  and  Reclamation  agree  that 
hydroelectric  power  development  has  been 
reserved  under  reclamation  law,  then  the  two 
agencies  shall  coordinate  their  respective 
processes  for  acting  on  license  applications 
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«nd  requests  for  leues  of  powor  privU«gB.  If 
Commission  staff  and  Reclamation  disagree, 
then  the  pnx»duras  set  focth  in  Article  2, 
paragraph  B  will  be  followed: 

Article  4.  Application  ofGui<Mine$.  (1) 
Both  agencies  agree  to  apply  the  guidelines 
attached  to  this  Memorandum  of 
Understanding  as  Exhibit  A  to  all 
applications  to  develop  non-Federal 
hydroelectric  powerplants  and  Cacilitles  at  or 
within  Reclamation  projects  and  to  all 
applications  to  surrender  licenses 
authorizing  such  development  that  are 
pending  as  of  the  date  of  execution  of  this 
Memorandum  of  Understanding  or  that  are 
filed  thereafter.  Final  authorizations  for  non- 
Federal  hydroelectric  powerplants  and 
fecilities  at  or  within  Reclamation  protects 
are  not  affected  by  this  Memorandum  of 
Understanding:  except  for  a  situation  where 
any  request  for  lease  of  power  privilege  has 
been  granted  by  Reclamation  at  a  site  where 
(a)  at  the  time  the  lease  was  granted,  a  license 
or  preliminary  permit  application  for  the  site 
was  pending  before  the  Commission;  (b)  the 
license  or  preliminary  permit  application  is 
pending  before  the  Commission  as  of  the  date 
of  execution  of  this  Memorandum  of 
Understanding;  and  (c)  construction  under 
the  lease  of  power  privilege  has  not 
commenced  as  of  the  date  of  execution  of  this 
Memorandum  of  Understanding. 

(2)  In  reviewing,  pursuant  to  Articles  1,  2, 
and  3  above,  the  authorizations  under  which 
a  i^lamation  project  or  facility  was 
constructed  to  determine  if  the  Commission's 
jurisdiction  to  license  non-Federal 
hydroelectric  projects  at  the  site  has  been 
withdrawn,  both  agencies  agree  to  apply  the 
guidelines  attached  to  this  Memorandum  of 
Understanding  as  Exhibit  A.  Authorizations 
not  addressed  by  the  attached  guidelines  will 
be  reviewed  and  interpreted  by  each  agency 
in  the  manner  it  deems  appropriate. 

Article  5.  Environmental  Compliance.  For 
non-Federal  hydroelectric  powerplants  and 
fecilities  involving  Reclanution  projects, 
fecilities.  and  lands  which  are,  in  whole  or 
in  part,  subject  to  the  Commission's 
jurisdiction,  the  Conunission  shall,  to  the 
extent  permitted  by  law,  be  the  lead  agency 
for  the  purposes  of  compliance  with  the 
National  Environmental  Policy  Act  (NEPA) 
and  other  applicable  regulatory  statutes.  At 
Reclamation's  request,  the  Commission  will 
grant  Reclamation  cooperating  agency  status 
in  the  preparation  of  environmental  impact 
statements  pursuant  to  NEPA. 

Article  6.  Nothing  in  this  Memorandum  of 
Understanding  shall  be  interpreted  as 
modifying  or  limiting  the  legal  rights  and 
authorities  of  either  agency,  includmg  the 
applicability  of  administrative  procedures 
under  the  FPA  and  the  Administrative 
Procedure  Act  (5  U.S.C  522  et  seq.],  and  the 
availability  of  judicial  review  of  a  final 
Commission  order  under  Section  313  of  the 
FPA. 

Article  7.  Nothing  in  this  Memorandum  of 
Understanding  shall  be  construed  as  limiting 
or  modifying  Reclamation's  rights  to 
intervene  in  Commission  proceedings,  in 
accordance  with  applicable  law  and 
regulations,  on  grounds  other  than 
jurisdictional  conflicts. 

Article  8.  Nothing  in  this  Memorandum  of 
Understanding  shall  be  construed  as 


interpreting  or  modifying  the  requirements  of 
Section  2402  of  the  Energy  Policy  Act  of  1992 
cv  impairing  the  authorities  of  the  National 
Park  Service  at  Reclamation  projects 
administered  as  part  of  the  National  Park 
system  or  of  other  agencies  of  the  Interior 
Department  not  party  to  this  agraemenL 

Article  9.  This  Memorandum  of 
Understanding  shall  remain  in  effect  imtil 
terminated  by  either  party  in  writing. 
Martin  L  Allday, 

Chainnan,  FedaxU  Energy  Regulatory 
Commission. 
John  M.  Sayra, 

Assistant  Secretary  for  Water  and  Science, 
Department  of  the  Interior. 

ExhibitA 

I.  Congrenional  Authorizatian 

In  determining  which  agency  has 
jurisdiction  over  the  development  of  non- 
Federal  hydropower  at  sites  within 
congressionally  authorized  Reclamation 
projects,  the  Commission  and  Reclamation 
will  apply,  to  the  maximum  extent 
practicable,  the  following  presumptions. 
These  presumptions  may  be  challenged.  The 
challenging  agency  .which  bears  the  burden 
of  proof,  may  offer  evidence  from  any  source. 
Some  evidence  will  he  deemed  more 
persuasive  than  other  evidence.  The 
following  evidence  is  listed  in  descending 
order  of  persuasiveness:  (1)  Statutory 
language;  (2)  materials  incorporated  by 
reference  into  the  statute;  (3)  House  and 
Senate  documents  and  reports;  (4)  documents 
submitted  to  Congress,  such  as  Feasibility 
Reports  and  Defmite  Plan  Reports;  (5)  other 
legislative  history,  such  as  floor  debates  or 
hearing  transcripts;  (6)  Definite  Plan  Reports, 
or  supplements  thereto,  that  are  issued  after 
the  administrative  or  statutory  authorization; 
and  (7)  any  other  information. 

Presumption  1 

If  neither  the  authorizing  statute,  as 
amended,  nor  any  documents  incorporated 
by  reference  in  the  statute,  mention 
hydropower  development  as  a  project 
purpose,  then  the  Commission  is  presumed 
to  have  jurisdiction. 

Example:  Baker  Project,  Upper  Division, 
Pub.  L  No.  87-706,  76  Stat.  634  (1962). 
"That  for  the  purposes  of  providing  irrigation 
water,  controlling  floods,  conserving  and 
developing  fish  and  wildlife,  and  providing 
recreational  benefits,  the  Secretary  of  the 
Interior,  *  *  *  is  authorized  to  construct, 
operate,  and  maintain  the  fecilities  of  the 
upper  division  of  the  Baker  Federal 
Reclamation  project,  Oregon.  The  principal 
works  of  the  project  shall  consist  of  a  dam 
and  reservoir,  pumping  plans,  and  related 
facilities." 

Presumption  2 

If  the  authorizing  statute,  as  amended,  or 
any  documents  incorporated  by  reference  in 
the  statute,  appear  to  specifically  reserve 
hydropower  development  exclusively  to  the 
United  States  or  to  specifically  withdraw  the 
Conunission's  jurisdiction,  then  Reclamation 
is  presumed  to  have  jurisdiction. 

Example:  Palo  Verde  Diversion  Project, 
Public  Law  No.  83-752.  section  2(c),  68  Stat 


1045(1954).*"  *  *iVoW<iMf,  That  there 
•hall  be  and  Is  hereby  rewrved  to  the  United 
States  or  there  shall  be  made  available  to  it, 
as  the  case  may  require,  the  exclusive  right 
to  utilize  *  *  *  said  dam,  appurtenant 
works,  lands,  and  Interests  In  land  for  such 
development,  generation,  and  transmission  of 
electric  power  and  energy  as  may  hereafter  be 
authorized  by  law  •  •  *." 

Uncompahffe  Valley  Project,  Public  Law 

Na  75-698,  52  SUt  941  (1938). That 

whenever  a  development  of  power  is 
necessary  for  the  irrigation  of  lands  under  the 
Uncompahgre  Valley  reclamation  project, 
Colorado,  or  an  opportunify  is  afforded  for 
the  development  of  power  under  said  project, 
the  Secretary  of  the  Interior  is  authorized  to 
enter  into  a  contract  for  a  period  not 
exceeding  forty  years  for  the  sale  or 
development  of  any  surplus  power  *  *  *** 

All  American  Canal,  Boulder  Canyon 

Project  Act,  Section  7, 45  Stat.  1057, 1062 

(1928).  "The  said  districts  or  other  agencies 

shall  have  the  privilege  at  any  time  of 

utilizing  by  contract  or  otherwise  such  power 

possibilities  as  may  exist  upon  said  canal 
•  ■  •  " 

Presumption  3 

If  the  authorizing  statute,  as  amended,  or 
any  documents  incorporated  by  reference  in 
the  statute,  only  list  hydropower  as  one  of 
several  project  purposes,  without  further 
detail,  then  the  Commission  is  presumed  to 
have  jurisdiction. 

Example:  Central  Valley  Project,  Rivers  and 
Harbors  Act  of  1937,  50  Stet.  850 
(subsequently  amended).  "That  the  entire 
Central  Valley  Project  *  •  *  is  hereby 
reauthorized  and  declared  to  be  for  the 
purposes  of  improving  navigation,  regulating 
the  flow  of  the  San  Joaquin  River  and  the 
Sacramento  River,  controlling  floods, 
providing  for  storage  and  for  the  delivery  of 
the  stored  waters  thereof,  for  the  reclamation 
of  arid  and  semiarid  lands  and  lands  of 
Indian  reservations,  and  other  beneficial 
uses,  and  for  the  generation  and  sale  of 
electric  energy  as  a  means  of  financially 
aiding  and  assisting  such  undertakings  and 
in  order  to  permit  the  foil  utilization  of  the 
works  constructed  to  accomplish  the 
aforesaid  purposes  *  *  •." 

Presumption  4 

If  the  authorizing  statute,  as  amended,  or 
any  documents  incorporated  by  reference  in 
the  statute,  sfteciFically  authorize 
Reclamation  to  construct,  operate,  or 
maintain  hydroelectric  fecilities  or 
powerplants,  then  Reclamation  is  presiuned 
to  have  jurisdiction  even  though  the 
authorizing  statute  does  not  specifically 
withdraw  the  Conunission's  authority  over 
all  hydropower  development  within  the 
project. 

Ebcample:  Colorado  River  Storage  Project, 
Colorado  River  Storage  Project  Act,  Public 
Law  No.  84-485,  70  Stat.  lOS  (1956). 
"Secretary  is  hereby  authorized  (1)  to 
construct,  operate,  and  maintain  the 
following  initial  units  *  •  •  consisting  of 
dams,  reservoirs,  po«verplants,  transmission 
fecilities,  and  appurtenant  works:  Curecanti- 
Flaming  Gorge.  Navajo  (dam  and  reservoir 
only),  and  Glen  Canyon  •  •  *  and  (2)  to 
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constmct.  opanta,  md  maintain  tha 
following  additional  rackaatioa  profacU 
(including  puwei-genefrting  and 
trantmiMion  iKilitiaa  ralatod  therefo), 
hereinaftor  referrad  to  at  participating 
projects:  [Initial  authorization  li»t«d  elewn 
proiact*— other  projecta  addad  bom  tiow  to 
timel." 

PresumptioaS 

If  the  authorixing  ttaliit*,  aa  anMndad,  or 
any  document*  Incorponrtad  by  reference  in 
tha  stttute,  apacify  the  Bumbar,  capacity,  or 
location  of  powerplanta  authorised  for 
federal  development,  then  Radamation  ta 
praaumed  to  have  )ariadiction  for  that 
(pacified  developntent  Beyond  the  specified 
development,  the  Gnmmtaakwi  is  presumed 
to  have  juriadictlaB. 

Example:  Central  Valley  Profect,  Trinity 
River  Division,  Public  Law  Na  »4-386, 6« 
Stat.  719  (1955).  "ITJha  Secretary  of  the 
Interior  *  *  *  is  autboriaed  to  constmct. 
operate,  and  maintain  *  •  *  the  Trinity 
River  division  consisting  of  *  *  * 
hydroelectric  poweiplao^  with  a  total 
generating  capacity  of  approximately  two 
hundred  thirty-three  thousand  kilowatts 
•  •  •  •• 

Central  Volley  Project.  Annerican  River 
Division.  63  Stat.  &52  (1949).  "A 
hydroelectric  po%verplant  with  a  generating 
capacity  of  approximately  one  hundred  and 
twenty  thousand  kilowatts,  and  neceasary  ^ 
hydroelectric  afterbay  powerplants  •  *  *." 

Columbia  Basin  Project,  Grand  Coulee 
Dam,  Public  Law  Na  89-t48. 80  StaL  200 
(1966).  "[T)he  Secretary  of  tha  Interior  U 
hereby  autborixsd  to  conatruct.  operate,  and 
maintain  a  third  powerpiant  with  a  rated 
capacity  of  approodmataly  three  million  six 
hundred  thousand  kilofwatu  *  *  *  at  Grand 
Coulee  Dam*  •  '." 

D.  Admiaktradva  AodKiriutioM 

If  the  RecUmatioo  pro)Bct  waa 
administratively  authorixed.  the  agencies 
must  examine  the  authorizing  fsasibility 
reports  that  were  adopted  in  accordance  with 
the  approval  piooeduras  governing  at  the 
time  to  determine  appropriate  )urisdictioa.  In 
reviewing  the  feasibility  reports,  the 
reasoning  set  out  In  Section  I  above  shall 
apply. 

Example:  Baker  Prt^ect.  Lower  Division. 
approved  by  the  President  March  18. 1931. 

Boise  Protect,  exempt  for  Block  Canyon 
Dam  and  Powerpiant  in  Payette  Division. 
ArrowTock  Dam  authoriaed  by  the  Secretary 
January  6, 1911. 

Deed  wood  Dam  ond  ileaervoir  approved  by 
the  President  October  19, 1928.  Payette 
Division  approved  by  the  Preaident  December 
19. 1935. 

Anderson  Ranch  Dam  and  Reservoir 
authorized  by  the  Secretary  August  12. 1940. 

Oriand  Pro/ect.  authorized  by  the  Secretary 
October  5. 1907. 

Rio  Grande  Project,  except  for  Elephant 
Butte  Dam  and  Powerpiant  and  Cabtdio  Dam, 
authorized  by  tha  Secretary  December  2, 
1905. 


IIL< 
AndMrizatiena 

In  some  cases.  Reclamation  pro)acU  were 
initially  authorized  administratively,  but 


then  legislatioa  was  subsaqoaBtly  paaaed 
that,  for  example,  re-authorized  the  proiect. 
authorized  additional  project  features. 
OKxIified  the  previously  authorized  project, 
or  affected  soma  other  aspect  of  the  project 
such  as  authorization  to  dispose  of  surplus 
power  produced  at  the  proiect.  For  projects 
having  both  administrative  and  congressional 
authorizations,  in  order  to  determine  which 
documents  must  be  examined,  we  must  first 
determine  whether  only  one  type  of 
authorization  applies  to  the  particular  sUa  in 
question.  If  the  site  in  question:  (1)  Is  or  i* 
not  mentioned  in  any  of  the  administrative 
authorizations,  and  was  subsequently 
authorized  by  legislation,  then  tha  relevant 
statutory  texts  and  legislative  history  will 
prevail  over  the  administrative  authorization: 
or  (2)  was  administratively  authorized,  but 
none  of  the  congressional  authorizations 
apply,  then  the  authorizing  feasibility  reports 
must  be  examined.  In  either  case,  the 
reasoning  set  out  in  Section  I  above  shall 
apply. 

Example:  Uncompohffe  ProfecS. 
Authorized  (originally  called  Gunnison 
Project)  by  the  Secretary  March  14, 1903. 
Rehabilitation  work  and  construction  of 
Taylor  Park  Dam  approved  by  the  President 
November  6, 1935.  SUtute  authorizing  sale 
and  development  of  surplus  power  enacted 
June  22. 1938.  52  Stat.  941. 

Sah  River  Protect.  Authorized  by  the 
Secretary  March  14, 1903.  Rehabilitation  and 
betterment  authorized  by  act  of  October  7, 
1949,  63  Stat.  724.  Statute  authorizing  sale  of 
surplus  power  enacted  September  18, 1922, 
42  SUt  847. 

Boise  Project.  Block  Canyon  Dam  and 
Powerpiant  in  Payette  Division.  Black 
Canyon  Dam  authorized  by  the  Secretary 
June  26, 1922.  Payette  Division  suthonzed  by 
the  Secretary  December  19, 1935.  Power 
development  restrictions,  43  Stat.  390, 415 
(June  5, 1924).  Revenues  firom  Black  Canyon 
powerpiant,  45  Stat.  1562  (March  4, 1929). 
Authorization  for  feasibility  studies  for 
additional  power.  94  Stat.  1505. 

This  Memorandum  of  Understanding 
was  signed  by  the  Chairman  of  the 
Federal  Energy  Regulatory  Commission 
and  the  Assistant  Secretary  for  Water 
and  Science,  Department  of  the  Interior, 
on  November  6. 1992. 
Lois  D.  CaaiwU. 
Secretary. 

|FR  Doc  93-335  Piled  1-7-93;  8:45  am) 
MJJNO  coot  snT-ov-H 


(Dockat  No*.  RSS2-5-000  and  ftSM-C-OOOl 

Columbia  Gas  Tranamission 
Corporation  and  Columbia  Gulf 
Transmission  Company;  Deadlfn*  for 
Prolaats  and  Commanta  on 
CompNanoa  FUkiga 

December  31, 1992. 

Take  notice  that  on  December  30, 
1992,  Columbia  Get  Transmission 
Corporation  and  Columbia  Gulf 
Transmission  Company  made  filings 
pursuant  to  §  284.14  of  the 


CommiasiaD's  regulations  (18  CFR 
284.14)  to  compW  with  Order  No.  836. 
Under  the  procedures  estabUsbed  by 
notka  issued  May  22, 1992,  any  protesU 
to,  or  comments  on.  these  compliance 
filings  must  be  filed  with  the 
Commissicm  within  21  days  of  the  dMa 
of  the  filings.  Because  the  Commissioo's 
offices  willbe ck)*ed  on  January  20. 
1993,  for  Inauguration  Dey,  proteste  and 
comments  in  these  proceedings  wiU  be 
due  on  January  21, 1993. 
Lola  D.  Caahdl, 
Secretary. 

(FR  Doc.  93-381  PUad  1-7-93;  8:45  am] 
MUjNa  coos  srtv-aMi 


[Oediat  Mo.  RP»1-188-«O01 

El  Paao  Natural  Qaa  Company; 
CompNanoa  HNng 

DBcend>er31,1992. 

Take  notice  that  on  December  29, 
1992,  El  Paso  Natural  Gas  Company  ("El 
Paso")  filed  pursuant  to  part  154  of  the 
Federal  Energy  Regulatory  Coounission 
("Commission")  Regulations  Under  the 
Natural  Gas  Act.  and  in  compliance 
with  the  Commission's  order  issued 
December  23, 1992  at  Docket  No.  RP91- 
188-000  certain  tariff  sheets  to  its  FERC 
Gas  Tariff,  First  Revised  Volume  No.  1- 
A  to  become  eOactive  December  29, 
1992. 

El  Paso  states  that  ordering  paragra|rti 
(B)  of  the  Commission's  December  23, 
1992  order  direcU  El  Paso  to  file,  within 
fifteen  (15)  days  of  the  date  of  the  wder, 
tariff  sheets  revising  §  20.12(e), 
Unauthorized  Overpull  Penalty, 
contained  in  the  transportation  General 
Terms  and  Conditions  of  El  Paso's 
Volume  No.  1-A  Tariff. 

EI  Paso  states  that  the  December  23, 
1992  order  directed  El  Paso  to:  (i) 
Reflect  that  the  Unauthorized  Overpull 
Penahy  amotmts  attributable  to  eaoi 
day  be  allocated  on  a  pro  rata  basis  to 
customers  that  receive  less  than  their 
scheduled  quantities  of  gas  on  that  day; 
(ii)  define  a  qualified  Shipper  as  one 
that  did  not  receive  its  scheduled 
voliunes  due  to  El  Paso's  inability  to 
make  deliveries  on  days  when  El  Paso 
has  provided  notice  that  an  overpull 
penalty  exists;  and  (lii)  change  the  word 
"month"  with  the  word  "day"  where 
appropriate.  El  Paso  further  states  that 
the  tendered  tariff  sheets  were  filed  in 
compliance  with  said  directives. 

El  Paso  respectfully  requested  tbi«  tha 
Commiasitm  grsnt  such  waivers  of  its 
applicable  ruMs  snd  regulatitms  as  may 
be  necessary  to  permit  the  tendered 
tariff  sheets  to  become  effective  on 
December  29. 1992.  the  date  on  whidl 
the  filing  was  made  with  the 
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CtMnmission.  as  authorizsd  by  ordaring 
paragraph  (B)  of  Um  Decsmbar  23. 1092 
order. 

El  Paso  states  that  oopiaa  of  tha  filing 
ware  served  upon  all  parties  of  Moord 
at  Docket  Na  RP91-188-000  and  all 
interested  state  regulalfvy  mmmissions. 

Any  person  dearing  to  prolast  said 
filing  should  file  a  protest  «rith  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street.  ME.. 
Washington.  DC  20426.  in  accordance 
with  Rule  211  of  the  ConunisaiMi's  rules 
of  Practice  and  Procedure  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  8. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  yrill 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  the  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 

Secretary. 

IFR  Doc  93-^2  PUmI  1-7-«3;  8:4S  am} 

MUJNQ  COOl  SnKSMS 


[Docket  l«oa.  TO9»-«-4-000  and  TII93-1»- 
4-0001 

Granlta  Statt  Gaa  Tranamiaaion,  Inc.; 
Proposed  Changaa  In  Rataa 

December  31, 1992. 

Take  notice  that  on  December  29. 
1992,  Granite  State  Gas  TransmissiiHi. 
Inc.  (Granite  State).  300  Friberg 
Parkway,  Westborough.  Massachusetts 
01581  filed  the  revised  tariff  sheets 
listed  below  in  its  FERC  Gas  Tariff. 
Second  Revised  Volume  No.  1, 
containing  changes  in  sales  rates  for 
effectiveness  on  January  1. 1993. 

Twenty-tliird  Revised  Sheet  Na  2t 
Ninth  Revised  Sheet  Na  22 

According  to  Granite  State,  it  filed  its 
Annual  Purchased  Gas  Cost  Adjustment 
on  November  7, 1992  proposing  revised 
sales  rates  and  revised  surcharges 
applicable  to  deferred  gas  costs  for 
eirectiveness  on  January  1. 1993. 
applicable  to  its  sales  to  its  two 
a^liated  distributicm  company 
customers.  Bay  State  Gas  Company  (Bay 
State)  and  Northern  Utilities,  Inc. 
(Northern  Utilities).  It  is  further  stated 
that,  subsequent  to  the  annual  filing  on 
November  17. 1902.  &8nite  State  filed 
a  compliance  filing  in  Docket  No.  CP92- 
552-000  to  reflect  a  certificate 
authorizing  Granite  State  to  provide  a 
Rate  Schedule  SS-NE  storage  service  for 
Bay  State  and  Northern  Utilities  and  to 
reduce  its  sales  obligations  to  these 
customers  in  quantities  equivalent  to 
the  maximum  daily  deliveries  from  the 
storage  service.  Prior  to  the  compliance 


filing.  Granite  State  and  reflected  in  its 
sales  rates  die  coats  for  the  Rata 
Schedule  SS-NE  service  which  was 
rendered  for  Granite  State's  account  by 
Tennessee  Gas  Pipeline  Qnnpany 
(Tennessee).  It  is  stated  that  in  a 
contemporaneous  out-of-cyde  filing  on 
November  17. 1992  in  Docket  No. 
TQ93-4-4-000.  et  al..  Granite  State 
removed  the  Rate  Schedule  SS-NE  costs 
from  its  sales  rates. 

According  to  Granite  Stats,  the  instant 
out-of-cycle  purchased  gas  cost 
adjustment  is  submitted  to  revise  the 
sales  rates  included  in  the  annual 
purchased  gas  cost  adjustment  filed  oo 
November  7. 1902  to  reflect  the 
following: 

1.  Reductions  in  the  contract  demand 
bilUng  determinants  for  its  sales 
obligations  to  Bay  State  and  Northsni 
Utilities  to  conform  with  the  certificate 
issued  in  Dodwt  No.  CP92-552-000  and 
the  complianoa  filing  on  November  17, 
1992: 

2.  Removal  of  the  Tennessee  Rate 
Schedule  SS-44E  cosU  from  the  sales 
rates  to  ccmform  with  the  out-of-cycle 
purchased  gas  cost  adjustment  in  TQ93- 
4-4-000.  et  oL,  also  filed  November  17, 
1992; 

3.  Adjustments  to  demand  charges  to 
the  rates  for  gas  purchases  from  and 
transportation  services  rendered  by 
Tennessee  and  Algonquin  Gas 
Transmission  Company  to  reflect  the 
addition  of  the  demand  charge 
component  of  the  Gas  Research  Institute 
interim  funding  unit  approved  by  the 
Commission  in  Docket  No.  RP92-133- 
000  (Phase  1)  for  1993;  and 

4.  RevisifMis  in  projected  spot  market 
gas  purchase  costs  to  reflect  loww 
prices  that  will  be  in  efCact  on  January 
1.1993. 

Ckanite  State  further  states  that  copies 
of  its  filing  were  served  upon  its 
customers  and  the  regulatory 
commissions  of  the  states  of  Maine. 
Massachusetts  and  New  Hampshire. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426  in  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  procedure  (18  CFR  385.211 
and  385.214).  All  siuii  motions  or 
protests  should  be  filed  on  orbefcne 
January  8, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  v^ll  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wiping  to  become  a  party 
to  the  proceeding  or  to  participate  as  a 
party  in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 


the  Commission's  Rules.  Copies  of  this 
filing  are  on  file  with  the  Commissioa 
and  H»  available  for  public  inspactiQo. 

iD.1 


Seovtaiy. 

(FR  Doc  93-M3  PIM  1-7-a3;  a:4S  ml 


[Docket  Na  RPM-aO-OOq 

Northwaat  PIpalna  CwpoiaMon; 
Propoaad  Changa  in  FERC  Qaa  TarW 

December  31, 1992. 

Take  notice  that  on  December  29, 
1992,  Northwest  Pipeline  Corpontioii 
(Northwest)  tendered  for  filing  and 
acceptance  the  following  tariff  sheets 

Second  fUnriaed  Vohum  No.  1 
Pint  Revised  Sheet  No.  153 

First  Revised  VtJuam  No.  1-A 
Substitute  First  Revised  Sheet  Na  425 

Northwest  states  that  the  purpose  of 
the  filing  is  to  correct  two  minor  snon 
that  were  contained  in  Northwest's 
November  6, 1992  filing  that  was  filed 
in  the  referenced  docket.  First  Revised 
Sheet  No.  153  is  filed  to  eliminate 
section  21.7  of  the  General  Terms  and 
Conditions  of  Northwest's  Volume  No.  1 
Tariff,  which  relates  to  the  abandoned 
Gas  Inventory  Charge  Provision. 
Substitute  First  Revised  Sheet  No.  425 
is  filed  to  eliminate  language  from 
section  15.3  of  the  General 
Transportation  Terms  and  Conditions, 
which  is  also  contained  on  Original 
Sheet  No.  424  of  Northwest's  currently 
effective  Volume  No.  1-A  Tariff. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commissioa. 
825  North  Capitol  Street,  NE.. 
Washington.  DC  20426.  in  accordance 

with  Rule  211  of  the  Commission's 

Rules  of  Practice  and  Procedure  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  8, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  actimi  to  be  taken,  but  wrill 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Lois  D.  CasfaaU. 
Secretary. 

[FR  Doc.  93-384  Filed  1-7-93;  8:45 am) 
SIUJHO  coos  S717-et-ll 
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[Doctol  Na  RP»1-166-01tl 

Nofthweet  PIpeNne  Corporation; 
Proposed  Cttange  In  FERC  Gm  Tariff 

December  31, 1902. 

Take  notice  that  on  December  29. 
1992,  Northwest  Pipeline  Corporation 
(Northwest)  tendered  for  filing  and 
acceptance  the  following  tariff  sheets: 

Second  Revised  Volume  No.  1 

Third  Revised  T%ventieth  Revised  Sheet  Na 

10 
Third  Reviled  Nineteenth  Revijed  Sheet  No. 

11 
Second  Revised  Fourteenth  Revised  Sheet 

No.  13 
First  Revised  Original  Sheet  No.  138 

First  Revised  Vo/ujne  No.  1-A  i 

First  Revised  Original  Sheet  No.  2 

Second  Revised  Fifteenth  Revised  Sheet  Na 

201 
First  Revised  Original  Sheet  Na  406 
First  Revised  First  Revised  Sheet  No.  437 

Original  Volume  No.  2 

First  Revised  Fifteenth  Revised  Sheet  No.  2 
First  Revised  Seventh  Revised  Sheet  No.  2.1 
First  Revised  Thirteenth  Revised  Sheet  No. 

2-A 
First  Revised  Seventh  Revieed  Sheet  No.  2- 

A.1 
First  Revised  Substitute  T¥«nty-Fifth 

Revised  Sheet  No.  2-B 
First  Revised  First  Revised  Sheet  No.  2-C 

Northwest  states  that  the  purpose  of 
this  filing  is  to  file  revised  rates  and 
tariff  provisions  which  reflect  the 
conveyance  of  Northwest's  gathering 
and  processing  facilities,  at  the  close  of 
business  on  December  31. 1992.  to 
Williams  Gas  Processing  Company. 
Northwest  requests  an  effective  date  of 
January  1, 1993  for  all  tariff  sheets 
included  in  this  filing. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commifjion. 
825  North  Capitol  Street,  NE., 
Washington,  DC  20426,  in  accorriance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  8, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  in.''pection. 
Lois  D.  Caahell. 
Secretary. 
IFR  Doc  93-^385  Filed  1-7-93;  8:45  am] 
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[Doctat  No.  MTBfr-t-OOS] 

Texas  Gas  TransmisstoB  Coip.;  Notice 
of  Filing 

December  31.1992. 

Take  notice  on  December  21, 1992. 
Texas  Gas  Transmission  Corporation 
('Texas  Gas")  tendered  for  filing  the 
following  revised  tariff  sheeU  to  its  First 
Revised  Volume  No.  2-A  of  its  FERC 
Gas  Tariff  to  be  effective  within  30  days: 

First  Revised  Sheet  No.  118 
First  Revised  Sheet  No.  175 
Original  Sheet  No.  175A 

Texas  Gas  states  that  this  filing  is 
being  made  to  revise  its  tariff  to  reflect 
organizational  changes  that  are  (1) 
designed  to  consolidate  all  gas  merchant 
functions  of  Texas  Gas  and  its  affiliates 
within  a  single  company  that  can  serve 
gas  consumers  more  efficiently  and  (2) 
comply  with  the  requirements  of  Order 
Nos.  636,  et  seq..  as  well  as  Order  Nos. 
497  et  seq.  Texas  Gas  further  states  that 
consolidation  of  Texas  Gas'  gas 
merchant  service  will  not  be  completed 
until  its  blanket  sales  certificate 
pursuant  to  Order  No.  636  is  effective. 

Texas  Gas  states  that  copies  of  its 
filing  are  available  for  inspection  at  its 
principal  place  of  business  in 
Owensboro,  Kentucky  and  have  been 
mailed  to  all  affected  customers  and 
state  commissions. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street,  NE., 
Washinslon,  DC  20426,  in  accordance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure,  18  CFR 
385.211.  All  such  protests  should  be 
fikd  on  or  before  January  8, 1993. 
Protests  will  be  considered  by  the 
Jommission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Lois  0.  CasfaeU. 
Secretary. 

IFR  Doc.  93-386  Filed  1-7-93;  8:45  am) 
aaxMQ  oooc  •nr-ci-n 


[DoctHrt  No.  IIT88-3-0081 

Tranecontinental  Gas  Pipe  Une  Corp.; 
Notice  of  HIing 

December  31, 1992. 

Take  notice  on  December  21, 1992, 
Transcontinental  Gas  Pipe  Line 
Corporation  ("TGPL")  tendered  for 
fiUng  the  following  revised  tariff  sheet 
to  its  Third  Revised  Volume  No.  1  of  its 
FERC  Gas  Tariff  to  be  effective  within 
30  days: 


Second  Revised  Sheet  No.  344 

TGPL  states  that  this  filing  is  being 
made  to  revise  its  tariff  to  reflect 
organizational  changes  that  are  (1) 
designed  to  consolidate  all  gas  merchant 
functions  of  T(?L  and  its  affiliates 
within  a  single  company  that  can  serve 
gas  consumers  more  efficiently  and  (2) 
comply  widi  the  requirements  of  Order 
Nos.  636  et  seq..  as  well  as  Order  Nos. 
497  et  seq. 

TGPL  states  that  copies  of  its  filing  are 
available  for  inspection  at  its  principal 
place  of  business  in  Houston,  Texas, 
and  have  been  mailed  to  all  affected 
customers  and  state  commissions. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commission. 
825  North  Capitol  Street.  NW.. 
Washington.  DC  20426.  in  accordance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure.  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  8. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  this  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Lois  D.  CasheU. 
Secretary. 

(PR  Doc  93-387  Filed  1-7-93;  8:45  am) 
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Office  Of  Foeell  Energy 

[FE  Dodiat  No.  92-130-NG] 

The  Montana  Povver  Ca;  Order 
Granting  Long-Term  AiJttK>rizatlon  To 
Export  Nattirai  Gas  to  Canada  and 
Terminating  Existing  Authorization 

AGENCY:  Office  of  Fossil  Energy,  DOE. 
ACTION:  Notice  of  order. 

StJMUARY:  The  Office  of  Fossil  Energy  of 
the  Department  ofEnergy  gives  notice 
that  it  nas  issued  an  order  granting 
Montana  Power  Company  (MFC)  long- 
term  authorization  to  export  up  to  475 
Mcf  per  day,  and  up  to  173.375  Mcf  per 
year,  of  natural  gas  to  Canada,  at 
Sweetgrass.  Montana,  for  an  initial  term 
beginning  on  the  date  of  first  delivery 
through  October  13, 1994,  consistent 
%vith  the  terms  of  the  gas  purchase 
contract  between  MFC  and  Canadian 
Western  Natural  Gas  Company  Limited 
dated  September  3. 1992,  on  file  in  this 
docket.  'Hie  authorization  shall  be 
automatically  extended  from  month  to 
month  until  the  date  the  parties 
terminate  the  contract. 
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This  ordar  i«  avaikbto  for  iaqwctieD 
and  copying  in  the  OIBc*  of  Fuak 
Programs  dockal  nam,  3F-05e. 
Forrestal  Buikling.  1000  Indspoodenoe 
Avenue.  SW..  Washington.  DC  20585, 
(202)  58ft-e478.  The  dodwt  room  is 
open  betwrem  the  hours  of  8  ojo.  and 
4:30  p.m..  M<mdaY  through  Friday, 
except  Federal  holidays. 


Issued  in  Washio^^oa.  DC, 
19D2. 


24. 


iF.Vank. 

Deputy  Assistant  Secmtaryfor  Fitek 
Programs.  Office  ofFtmtil  Ettergy. 
|FR  Doc  93-405  Piled  1-7-03;  S-^S  ami 
■NJJNO  COOC 


[FE  Doefcel  N&  tO-OS-MG) 

Rochester  Gaa  and  EleclHc  Gorpu; 
Order  Amending  Conditional  Order  To 
Grant  Final  t.on9>Tonii  Authorization 
To  Import  Natural  Gaa  From  Canada 

AOENCV:  Office  of  fossil  Energy,  DOE. 
ACTION:  Notice  of  Order. 

SUMMARY:  The  Office  of  Fossil  energy  ol 
the  Department  of  Energy  gives  notice 
that  it  has  issued  a  final  order  granting 
Rochestor  Gas  and  Electric  Corporation 


authorintion  to  import  near  Grmd 
Uland.  New  York,  up  to  lft.000  Mcf  of 
Canadian  natural  gas  per  day.  The 
authorization  is  for  s  term  d  10  years 
beginning  <»  the  date  that  the  i^peline 
to  be  built  by  Empire  State  Pipeliae 
Company,  Inc.  in  New  York  State  is 
placed  in  service. 

This  order  is  available  for  inspection 
and  copying  in  the  Office  of  Fuels 
Programs  Dodcet  Room,  room  3F-056.  at 
1000  Independeoca  Avenue,  SW.. 
Washington,  DC  20585.  The  docket 
room  is  open  between  the  hours  of  8 
a.m.  and  4:30  p.m..  Monday  through 
Friday,  except  Federal  htriidays. 

bsiwd  in  Wasfaingloa,  DC  on  December  31, 
1992. 
OiarlM  F.  Vacak, 

Deputy  Assistant  Secretary  fitr  Fuels 

Programs.  Office  ofFossti  Eaergf. 

iFR  Doc  93-403  Filed  1-7-93;  a:45  anal 


t  RIad  DunnQ  Iha  weak  off 
Daeanliar  11  Thmuah  Dacamliar  lA. 
1982 

Offica  of  Haaringa  and  Appeata 

During  the  week  of  Dscember  1 1 
throu^  December  18, 1992,  the  appeals 
and  apphcatioos  for  exception  or  other 
relief  listed  in  the  Appendix  to  this 
Notice  were  filed  with  the  Office  of 
Hearings  and  Appeals  of  the  Department 
of  Energy. 

Under  DOE  procedural- regulations.  10 
CFR  part  205,  any  person  who  %viU  be 
aggrieved  by  the  DOE  action  sought  in 
these  cases  may  file  %vritten  comments 
on  the  application  within  ten  days  of 
service  of  notice,  as  prescribed  in  the 
procedural  regulations.  For  purposes  of 
the  regulations,  the  date  of  service  of 
notice  is  deemed  to  be  the  date  of 
publication  of  this  Notice  or  the  date  of 
receipt  by  an  aggrieved  person  of  actual 
notice,  whichever  occurs  first  All  such 
comments  shall  be  filed  with  the  Office 
of  Hearings  Mid  Appeals.  Department  of 
Energy.  Washington.  DC  20585. 

Dated:  December  29, 1992. 
GeoiyB.Dremj. 
Director.  Office  of  Hearings  attd  Appeab. 


UST  OF  Cases  Received  by  the  Office  of  Heafmngs  ano  Appeals 

(Week  ol  December  11  Siieugh  Oeoemtwr  la.  1SK] 


and  localon  of  apptcam 


CaieNo. 


Typed 


Dec  11  1992. 

Dec.  14. 1992  . 
Dec.  14, 1992  . 

Dec  14. 1992 . 


Waller  JL  Scoa  *  Benlamln  J.  Ag^nian.  Oa  Produc- 
eis  el  aU  WaaMngion.  DC 


Feienc  M.  Sasz.  AfewqueiqHa.  New  Ueiioo 


Rotieitean.  PM^pe  A  KnIgM.  BeHevue.  WeaWntpow 


TencofToits  Tsnoo.  FiUch,  Texas 


i 


15.1992. 


Oterbmifff  Greae  Seeds.  Lucas,  kma 


Dec.  18. 1992 


LEF-00S3 


I.FA-0254 


LFiMBSS 


nR321-124 


LFA-0255 


LFA-C2S6 


Impiemenlailon  ol  special  felund  pnxeduies.  Mgrnmettlhe  ONceot 
Hearings  and  Appeals  would  Implefneni  Special  Relund  Piocedwes 
ptMsuam  to  10  C.F.R..  Part  205.  Sutipart  V.  tor  dMrtxiltog  me  cnide 
oil  overcharge  hinds  oMained  In  seaiowsna  wiSi  WMer  J.  SooS  and 
Benjamin  J.  Agajanian  OS  Pioducws.  al  aL 

Appeal  ol  an  Mormatton  requesl  denial.  It  gnnied:  Ferenc  M.  Siasz 
would  rsoetve  access  to  untlasiMed  DOE  Inlonnaiton  abom  »e  Brit- 
Isn  mission  to  Los  Alarms. 

Appeal  ol  an  inlonnsion  rspsssl  dsnIaL  Hf^rarMstf:  The  November  23, 
1992  Freedom  ol  totoimaSon  Requeai  denial  would  be  rssdndsd, 
and  Robertson,  PMNps  A  KnigM  would  racaive  access  to  DOE  Mor- 
maUon. 

Request  tor  modiAcaMon^reodasion  In  Via  Tanoo  retond  proceedng.  t 
granted:  The  November  IS.  1902  Oedsion  and  Order  (Case  No. 
RF321-4643  A  RF321-19331)  Issued  to  Todd's  Texaco  would  be 
modWed  regarding  tie  Hun's  appScaSon  tor  relund  submiasd  m  ste 
Taaaco  rslund  proceedtog. 

Appeal  ol  an  Mormalion  request  denial  U  grerted:  The  November  16. 
1992  Freedom  ol  Inlemiallon  Requeel  Denial  Issued  by  Sie  National 
Ronswabto  Energy  Laboratory  (NREL)  Area  ONtca  would  be  re- 
scinded, and  Oeenbaugh  Grass  Seeds  would  receive  access  to  a 
compiele  copy  ol  NREL's  oonkad  wSh  Banete  Memonel  ln«liu» 
and  reMed  documents. 

Appeal  ol  an  MormaMon  request  deniaL  It  granted  The  December  7, 
1992  Freedom  ol  intorniaSon  Requeai  Denial  Issued  by  the  OMIca  ol 
the  Inspector  GenersI  would  be  reednded,  andSeahuus  Aseodaiae 
would  receive  access  to  tw  summery  results  ol  toe  IG  tovesagsMM 
Into  MarSn  Marietta  Energy  Services  leesing  practlcee  in  ttie  city  d 
OekRKige. 
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Refund  Appucatjons  Recciveo 

IWMk  (X  OMwntor  11  to  OaoamlMr  18, 19921 

NMiwotrttund 

Oaisracaivad 

CMnumtwr 

•«*Mrt 

^2/^4m 

SMondSkMl 
CanA 

RF34«-1S 

12n5«2 -... 

OwbyRalMng 
Compsny. 

RF340-17B 

12/1 1/92  Mu 

TWMOOII*- 

RF321-19603 

1^18/92. 

fund  ■()(*» 

9MURF321- 

ttons  ftBotivsd. 

19528 

12/11/92  ttm 

QuNMrBlund 

RF300-20784 

^2^^BfK. 

■dpttsfllons 

*miRF300- 

fiOsAvsd. 

20777 

12/11/92  »wu 

Adw«cndv 

nF3(M-1343» 

12^8/92. 

Md.appft» 

ttmiRF304- 

■on>  ranwKi. 

13462 

12/1 1/92  mm 

CiudtOlra- 

RF272-93998 

12/1 8«. 

fund  appta- 

•WIRF272- 

tloiw  ncakwd. 

94011 

IFR  Doc  93-406  Filed  1-7-93: 8:45  ami 
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Office  of  Hearinge  and  Appeala 

Issuance  of  Proposed  Decisions  and 
Orders  During  the  Week  of  DecemlMr 
14  Through  December  18, 1992 

During  the  week  of  December  14 
Through  December  18, 1992.  the 
proposed  decisions  and  orders 
summarized  below  were  issued  by  the 
Office  of  Hearings  and  Appeals  of  the 
Department  of  Energy  with  regard  to 
applications  for  exception. 

Under  the  procedural  regulations  that 
apply  to  exception  proceedings  (10  CFR 
part  205,  subpart  D),  any  person  who 
will  be  aggrieved  by  the  issuance  of  a 
proposed  decision  and  order  in  final 
form  may  file  a  written  notice  of 
objection  within  ten  days  of  service.  For 
purposes  of  the  procedural  regulations, 
the  date  of  service  of  notice  is  deemed 
to  be  the  date  of  publication  of  this 
Notice  or  the  date  an  aggrieved  person 
receives  actual  notice,  whichever  occurs 
first. 

The  procedural  regulations  provide 
that  an  aggrieved  party  who  fails  to  file 
a  Notice  of  Objection  within  the  time 
period  sp>ecified  in  the  regulations  will 
be  deemed  to  consent  to  the  issuance  of 
the  proptosed  decision  and  order  in  final 
form.  An  aggrieved  party  who  wishes  to 
contest  a  determination  made  in  a 
proposed  decision  and  order  must  also 
nle  a  detailed  statement  of  objections 
within  30  days  of  the  date  of  service  of 
the  proposed  decision  and  order.  In  the 
statement  of  objections,  the  aggrieved 
party  must  specify  each  issue  of  fact  or 
law  that  it  intends  to  contest  in  any 
further  proceeding  involving  the 
exception  matter. 

Copies  of  the  full  text  of  these 
proposed  decisions  and  orders  are 


available  in  the  Public  Refieronce  Room 
of  the  Office  of  Hearings  and  Appeals, 
room  lE-234.  Forrestal  Buildinjg.  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585,  Monday 
through  Friday,  between  the  hours  of  1 

E.m.  and  5  p.m.,  except  federal 
olidays. 

Dated:  December  29, 1992. 
George  B.  Bremay, 
Director.  Office  of  Hearings  and  Appeals. 

Pioneer  International,  Inc..  Portland. 

OR,  Lee-0036,  Reporting 

Requirements 
Pioneer  International.  Inc.,  filed  an 
Application  for  Exception  from  the 
Energy  Information  Administration 
(EIA)  requirement  that  it  file  Form  EIA- 
782B.  the  "Reseller/Retailer's  Monthly 
Petroleum  Product  Sales  Report."  In 
considering  the  request,  the  DOE  found 
that  the  firm  was  not  adversely  affected 
by  the  reporting  requirement  in  a  way 
that  was  significantly  different  from  the 
burden  borne  by  similar  reporting  firms. 
Accordingly,  on  December  17. 1992,  the 
DOE  issued  a  Proposed  Decision  and 
Order  determining  that  the  exception 
request  should  be  denied. 
Suburban  Fuel  Company,  Alexandria, 

VA.  Lee-0045,  Reporting 

Requirements 
Suburban  Fuel  Company  filed  an 
Application  for  Exception  bom  the 
provisions  of  Form  EIA-782B,  entitled 
"Resellers/Retailers'  Monthly  Petroleum 
Product  Sales  Report."  The  exception 
request,  if  granted,  would  permit 
Suburban  Fuel  Company  to  be  relieved 
of  the  requirement  to  file  Form  ElA- 
7828.  On  December  17, 1992.  the 
Department  of  Energy  issued  a  Proposed 
Decision  and  Order  which  determined 
that  the  exception  request  be  denied. 

IFR  Doc.  93-407  Piled  1-7-93;  8:45  ami 
MUMQ  COM  •4CQ-01-M 


Implementation  of  Special  Refund 
Procedures 

AGENCY:  Office  of  Hearings  and  Appeals, 
Department  of  Energy. 
ACnON:  Notice  of  implementation  of 
special  refund  procedurw^ 

SUMMARY:  The  Office  of  Hearings  and 
Appeals  (OHA)  of  the  Department  of 
Energy  (DOE]  announces  the  procedures 
for  disbursement  of  $59,562.31.  plus 
accrued  interest,  in  alleged  crude  oil 
overcharges  obtained  by  the  DOE  under 
the  terms  of  a  Consent  Order  entered 
into  with  E.B.  Brooks,  Jr..  Case  No.  LEF- 
0048.  The  OHA  has  determined  that  the 
funds  obtained  from  Brooks,  plus 
accrued  interest,  will  be  distributed  in 


accordance  with  the  DCS's  Modified 
Statement  of  Restitutionary  Policy 
Concerning  Crude  Oil  Overcharges. 
DATE  AND  A00RES8:  Applications  for 
Refund  must  be  filed  in  duplicate, 
addressed  to  "Subpart  V  Crude  Oil 
Overcharge  Refunds",  and  sent  to: 
Office  of  Hearings  and  Appeals, 
Department  of  Energy,  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585. 

Applications  must  be  postmarked  by 
June  30, 1994. 

FOR  RiRTHER  MFORMATK)N  COtiTACT: 
Thomas  O.  Mann,  Deputy  CKrector, 
Roger  Klurfeld,  Assistant  Director, 
Office  of  Hearings  and  Appeals,  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585,  (202)  586-2094 
(Mann):  586-2383  (Klurfald). 
8UPPl£MENTARY  INFORMATION:  In 
accordance  with  10  CFR  205.282(b), 
notice  is  hereby  given  of  the  issuance  of 
the  Decision  and  Order  set  out  below. 
The  Decision  and  Order  sets  forth  the 
procedures  that  the  DOE  has  formulated 
to  distribute  to  eligible  claimants 
$59,562.31,  plus  accrued  interest, 
obtained  by  the  DOE  under  the  terms  of 
a  Consent  Order  entered  into  with  E.B. 
Brooks.  Jr.  on  April  6, 1988.  The  funds 
were  paid  by  Brooks  towards  the 
settlement  of  alleged  violations  of  the 
DOE  price  and  allocation  regulations 
involving  the  sale  of  crude  oil  during 
the  period  September  1, 1973  through 
December  31. 1976. 

The  OHA  will  distribute  the  Brooks 
Consent  Order  fund  in  accordance  with 
the  DOE'S  Modified  Statement  of 
Restitutionary  Policy  Concerning  Crude 
Oil  Overcharges.  51  FR  27899  (August  4. 
1986)  (the  MSRP).  Under  the  MSRP. 
crude  oil  overcharge  monies  are  divided 
between  the  federal  government,  the 
states,  and  injured  purchasers  of  refined 
petroleum  products.  Refunds  to  the 
states  will  be  distributed  in  proportion 
to  each  state's  consumption  of 
petroleum  products  during  the  price 
control  period.  Refunds  to  eligible 
purchasers  will  be  based  on  the  number 
of  gallons  of  petroleum  products  which 
they  purchased  and  the  degree  to  which 
they  can  demonstrate  injury. 

Applications  for  Refund  must  be 
postmarked  by  June  30. 1994.  Any 
claimant  which  has  already  filed  a 
subpart  V  crude  oil  refund  application 
should  not  file  another  application,  as 
the  prior  application  will  be  deemed  to 
be  filed  in  this  crude  oil  refund 
proceeding.  Instructions  for  the 
completion  of  crude  oil  refund 
applications  are  set  forth  in  Decision 
that  immediately  follows  this  notice. 
Rehmd  claims  should  be  sent  to  the 


Decision  ax 
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address  listed  at  the  beginning  of  this 
notice. 

Unless  labelled  as  "confidential."  all 
submissions  must  be  made  available  for 
public  inspection  between  the  hours  of 
1  p.m.  and  5  pjn.,  Monday  through 
Friday,  except  federal  holidays,  in  the 
PubUc  Reference  Room  of  the  Office  of 
Hearings  and  Appeab,  located  in  room 
lE-234, 1000  Independence  Avenue, 
SW..  Washington,  DC  20585. 

Dated:  Decsmber  28, 1992. 
Geoiy  B.  Bnmay, 
Director.  Office  of  Hearings  and  Appeals. 

Decision  and  Order 

Name  of  Firm:  E.B.  Brooks,  Jr. 
Date  of  Filing:  August  20, 1992 
Case  Number  LEF-0048 

On  August  20, 1992,  the  Economic 
Regulatory  Administration  (ERA)  of  the 
Department  of  Energy  (DOE)  filed  a 
Petition  for  the  Implementation  of  < 
Special  Refund  Procedures  with  the 
Office  of  Hearings  and  Appeals  (OHA), 
to  distribute  the  funds  which  E.B. 
Brooks,  Jr.  (Brooks)  remitted  to  the  DOE 
pursuant  to  an  April  6, 1988  Consent 
Order  reentered  into  by  Brooks  and  the 
DOE.  Brooks  has  remitted  $59,562.31 
pursuant  to  the  Consent  Order,  to  which 
$10,112.15  in  interest  has  accrued  as  of 
November  30, 1992.  In  accordance  with 
the  procedural  regulations  codified  at  10 
CFR  part  205,  subpart  V,  the  ERA 
requests  in  its  Petition  that  the  OHA 
establish  special  procedures  to  make 
refunds  in  order  to  remedy  the  effects  of 
alleged  regulatory  violations  which 
were  resolved  by  the  Consent  Order. 
This  Decision  and  Order  establishes  the 
procedures  which  OHA  will  employ  to 
distribute  these  funds. 

I.  Background 

The  DOE  issued  a  Remedial  Order 
(RO)  to  Brooks  on  July  25, 1977,  alleging 
that  Brooks  had  violated  the  Federal 
petroleum  price  regulations  by  receiving 
revenues  from  the  first  sales  of  dtunestic 
crude  oil  in  excess  of  the  lawful  ceiling 
price.  After  Brooks  failed  to  comply 
with  the  RO.  the  ERA  issued  a  Modified 
Remedial  Order  (MRO)  on  April  10, 
1985,  amending  the  remedial  provisions 
of  the  RO  to  provide  for  payment  of  the 
alleged  overcharge  amount  to  the  DOE 
for  distribution  imder  subpart  V.  The 
MRO  was  issued  as  a  final  Remedial 
Order  by  the  OHA  on  October  27, 1987. 
The  DOE  and  Brooks  subsequently 
entered  into  the  April  6, 1988  Consent 
Order,  whereby  Brooks  agreed  to  pay 
the  sum  of  $50,000,  plus  interest,  to  the 
DOE.  To  date.  Brooks  has  remitted 
$59,562.31,  to  which  $10,112.15  in 
interest  has  accrued  as  of  November  30, 
1992,  making  available  a  total  of 


$69,674.46  (the  Brooks  Consent  Order 
fund)  for  distribution  through  subpart  V. 
These  funds  are  being  held  in  an 
interest-bearing  escrow  account 
maintained  at  the  Department  of  the 
Treasury  pending  a  determination 
regarding  their  proper  distribution. 

n.  Jurisdiction  and  Authority 

The  subpart  V  regulations  set  forth 
general  guidelines  which  may  be  used 
by  the  OHA  in  formulating  and 
implementing  a  plan  of  distribution  of 
funds  received  as  a  result  of  an 
enforcement  proceeding.  The  DOE 
policy  is  to  use  the  subpart  V  process  to 
distribute  such  funds.  For  a  man 
detailed  discussion  of  subpart  V  and  the 
authority  of  OHA  to  fashion  procedures 
to  distribute  refunds,  see  Petroleum 
Overcharge  Distribution  and  Restitution 
Act  of  1986, 15  U.S.C.  4501-O7,  Office 
of  Enforcement.  9  DOE  182,508  (1981), 
and  Office  of  Enforcement.  8  DOE 
182,597  (1981). 

We  have  considered  the  ERA'S 
petition  that  we  implement  a  subpart  V 
proceeding  with  respect  to  the  Brooks 
Consent  Order  fund  and  have 
determined  that  such  a  proceeding  is 
appropriate.  This  Decision  and  Order 
sets  forth  the  OHA's  plan  to  distribute 
this  fund. 

in.  Refund  Procedures 

On  October  8, 1992,  OHA  issued  a 
Proposed  Decision  and  Order  (PD&O) 
establishing  tentative  procedures  to 
distribute  the  Brooks  Consent  Order 
fund.  That  PD&O  was  published  in  the 
Federal  Register,  and  a  30^ay  period 
was  provided  for  the  submission  of 
comments  regarding  our  proposed 
refund  plan.  See  57  FR  47634  (October 
19, 1992).  More  than  30  days  have 
elapsed  and  the  OHA  has  received  no 
comments  concerning  the  proposed 
procedives  for  the  distribution  of  the 
Brooks  Consent  Order  fund. 
Consequently,  the  procedures  will 
adopted  as  proposed. 

A.  Crude  Oil  Refund  Policy 

The  funds  obtained  pursuant  to  the 
Brooks  Consent  Order  will  be 
distributed  in  accordance  with  the 
DOE'S  Modified  Statement  of 
Restitutionary  Policy  in  Crude  Oil 
Cases,  51  FR  27899  (August  4, 1986) 
(the  MSRP).  The  MSRP  was  issued  as  a 
result  of  a  couri-approved  Settlement 
Agreement  In  re:  The  Department  of 
Energy  Stripper  Well  Exemption 
Litigation,  653  F.  Supp.  108  (D.  Kan.), 
6  Fed.  Energy  Guidelines  190,509  (1986) 
(the  Stripper  Well  Settlement 
Agreement).  The  MSRP  establishes  that 
40  percent  of  the  crude  oil  overcharge 
funds  will  be  remitted  to  the  federal 


government,  another  40  percent  to  the 
states,  and  up  to  20  percent  may  be 
initially  reserved  for  the  payment  of 
claims  to  injured  parties.  The  MSRP 
also  specifies  that  any  monies  remaining 
after  all  valid  claims  by  injured 
purchasers  are  paid  be  disbursed  to  the 
federal  government  and  the  states  in 
equal  amounts. 

The  OHA  has  utiUzed  the  MSRP  in  aU 
subpart  V  proceedings  involving  alleged 
crude  oil  violations.  See  Order 
Implementing  the  MSRP,  51  FR  29689 
(August  20, 1986).  This  Order  provided 
a  period  of  30  days  for  the  filing  of 
comments  or  objections  to  our  proposed 
use  of  the  MSRP  as  the  groundwoix  for 
evaluating  claims  in  crude  oil  refund 
proceedings.  Following  this  period,  the 
OHA  issued  a  Notice  evaluating  the 
numerous  comments  which  it  received 
pursuant  to  the  Order  Implementing  the 
MSRP.  This  Notice  was  published  at  52 
FR  11737  (April  10, 1987)  (the  April  10 
Notice). 

The  April  10  Notice  contained 
guidance  to  assist  potential  claimants 
wishing  to  file  refund  applications  for 
crude  oil  monies  under  the  subpart  V 
regulations.  Generally,  all  claimants 
would  be  required  to  (1)  document  their 
purchase  volumes  of  petroleum 
products  during  the  August  19, 1973 
through  January  27, 1981  crude  oil  price 
control  period,  and  (2)  prove  that  they 
were  injured  by  the  alleged  crude  oil 
overcharges.  We  also  specified  that  end- 
users  of  petroleum  products  whose 
businesses  are  unrelated  to  the 
petroleum  industry  will  be  presumed  to 
have  been  injured  by  the  alleged  crude 
oil  overcharges  and  need  not  submit  any 
additional  proof  of  injury  beyond 
documentation  of  their  purchase 
volumes.  See  City  of  Columbus,  Georgia, 
16  DOE  1  85,550  (1987).  Additionally, 
we  stated  that  crude  oil  refunds  would 
be  calculated  on  the  basis  of  a  per  gallon 
(or  "volumetric")  refund  amount,  which 
is  obtained  by  dividing  the  crude  oil 
refund  pool  by  the  total  consumption  of 
petroleum  products  in  the  United  States 
during  the  crude  oil  price  control 
period.  The  OHA  has  adopted  the 
refund  procedures  outlined  in  the  April 
10  Notice  in  numerous  cases.  See  e.g., 
SAe77  0i7Cb.,  17  DOE  1  85.204(1988)     ^ 
(Shell);  Mountain  Fuel  Supply  Co..  14 
Doe  1  85,475  (1986)  [Mountain  Fuel). 

B.  Refund  Claims 

We  will  adopt  the  DOE's  standard 
crude  oil  refund  procedures  to 
distribute  the  monies  in  the  Brooks 
Consent  Order  fund.  We  have  chosen  to 
initially  reserve  20  percent  of  the  fund, 
plus  accrued  interest,  for  direct  refunds 
to  claimants  in  order  to  ensure  that 
sufficient  funds  will  be  available  for 
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later  h»  w^uad  if  cinaunatancM 

wanaoA. 
TkvOHA  «vill  awaluato  crude  (Ml 

wftiskd  daioH  in  «  manner  siaiUr  to 
that  used  ia  n^KMrt  V  pracaading*  to 
evaluate  daiaia  based  OQ  aUegad  Mfiaad 
prodact  ovarchargas.  See  Idountaia 
Fuel.  14  DOE  at  88.869.  Under  these 
pncBdvna.  cUnants  will  be  raquiiad 
todocuBMOt  their  purchaae  voiumaa  of 
petroleuia  {Hoducts  and  prove  tkat  Chey 
wan  n^ored  as  a  result  of  the  aUefad 


We.«vill  adopt  a  prasuoiptioa  that  the 
crude  oil  overcharges  were  absorbed. 
rathM-  than  passed  od.  by  applicanU 
whidi  were  (1)  end-users  of  petroleun 
pradttcU.  U)  unrelated  to  the  petroleum 
industry,  and  (3)  not  subject  to  the 
regulations  proouilgated  under  the 
Emergency  Petroleum  Allocation  Act  of 
1973  (EPAA).  15  US.C.  751-760h.  In 
ofdar  to  receive  a  refund,  end-user 
claimants  need  not  submit  any  evidence 
of  injury  beyond  documentation  of  their 
purchase  volumes.  See  Shell.  17  DOE  at 
88,406. 

Petroleum  retailer,  reseller,  and 
reriner  applicant«  must  submit  detailad 
evidence  of  in|ury.  and  they  may  sot 
rolv  upon  the  injury  presumptions 
utilised  in  some  refined  product  refund 
cases,  id.  These  applicants  may, 
however,  use  ecoaomethc  evidence  of 
thetj-pe  found  In  the  OHA  Reportoa 
Stripper  Well  Overcharges.  6  Fed. 
Energy  GuideUnes  1 90.507  (188S).  See 
also  Petroleum  Overcharge  Distribution 
and  Restitution  Act  3003(b)t2).  15 
U^C  4502(bM2).  If  a  claimant  has 
executed  and  submitted  a  valid  waiver 
pursuant  to  one  of  the  escrows 
established  by  the  Stripper  Well 
SeUlemeot  Agreement,  it  has  waived  Its 
rights  to  Ble  an  application  for  subpart 
V  crude  oil  refund  monies.  See  ^4id- 
Axnericaa  Dairymen  v.  Herringtoa.  878 
FJ2d  1448  (Tempt  Emer.  Q.  App.).  3 
Fed.  Energy  Guidelines  1 26,617  (1989): 
In  re:  Department  of  Energy  Stripper 
Well  Emmption  LiUgation.  707  F.  Supp. 
1267  (D.  Kan.),  3  Fed.  Energy  Guideline* 
1  26.613(1987). 

As  has  been  stated  in  prior  Decisions, 
a  crude  oil  refund  applicant  will  only  be 
required  to  submit  one  application  for 
its  share  of  all  available  crude  oil 
ovarchaige  fnnds.  See.  e.g.,  A 
Tarricone.  Inc..  15  DOE  185.495  ll«87). 
A  party  that  has  already  aHbnittada 
claim  in  any  other  crude  oil  sefuad 
proceeding  implemented  bythe  DOE 
need  not  file  another  claim.  Tlie  prior 
application  wiU  be  deemed  to  he  filed 
in  all  crude  oil  »famd  proceedings 
fiaaliaad  <o  date.  The  DOE  has 
established  June  30. 1AM  jslhecuoant 
deadline  for  filing  an  AypikalioB  ior 


Reimd  froaa  Ihe  cnide  oil 
QauUmaEMefgy  Corp..  Zl  DOE  VA^ii 
(1991).  h  is<be  peUcy  of  the  DOE  to  par 
all  crude  oil  rehuMl  dahaa  at  the  aito  of 
$.00M  par  ^Ucm.  While  wa  antidpata 
that  applioBnts  that  filed  their  cWiM 
before  June  30. 1988  will  raoaiva  a 
supplemental  refund  payment,  we  will 
decide  in  the  future  whether  claimants 
that  filed  later  applicMions  should 
receive  additioari  refimds.  See,  e.g.. 
Seneca  CMI  Co..  21  DOE  185,827  (1991). 
Notice  of  any  additional  amounts 
available  tai  the  future  will  be  pobliahed 
in  the 


ofpttonsofaachv 

purchased  during  this  refund  periad, 

aadtba  total  nwri>er  of  pHnmtafaii 


,__  _^^catk«; 
(5)  ABOKplenatioa  as  to  how  A» 
appfi^t  ohtahMd  tha  abowa  iNDtiaMd 
pmdbam  vohunee.  and,  if  aatiaaatas 
I  ttaad.«  dasaiption  of  its  aaatfaad 


C.  Crude  Oil  Appiicatiom  BequiremMts 

To  apply  for  a  crwla  oil  rsAind.  a 
daimant  should  aubmit  an  implication 
for  Refund  contaiaiag  all  of  the 
iftUowing  inibnnatioo' 

(1)  Identifying  information  inclutfag 
the  claimant's  name,  current  hosiaass 
address,  business  address  during  the 
refund  period,  taxpayer  identificatioa 
number,  a  st^eroent  indicating  whether 
the  claimant  is  a  corporation, 
partnership,  sole  pn^wietorship,  or 
other  businees  enti^,  the  name,  title, 
and  telephone  nuonber  of  a  pefaoa  to 
contact  for  any  addittonal  information, 
and  the  name  and  address  of  the  parson 
who  should  receive  any  refund  check.* 
If  the  applicant  operated  under  more 
than  one  name  or  under  a  different 
name  during  the  price  control  period. 
the  applicant  should  specify  these 
names; 

(2)  If  the  applicant's  firm  is  owmad  hjr 
anotfiar  company,  or  owns  other 
companies,  a  list  of  those  oompaaias 
names,  addresses,  and  descriptions  of 
their  relationship  to  the  applicant's 

firm; 

(3)  A  brief  description  of  the 

element's  business  and  the  manner  in 
whidi  it  used  the  petroleum  producto 
listed  on  its  application; 

(4)  A  statement  idant^ying  the 
petrolema  products  whidi  the  applicant 
purchased  during  the  period  August !«, 
1973  through  January  27, 1981.  an 
annual  schedule  displaying  the  number 


>  Und«r  the  Priwey  Ael  ti  If  74.  ai><uhmU>iiO 
of  a  tocW  aaowttr  euMkv  kjr  an  ladifltfHl 

%mh  to  Mhoiil  •  foeial  Mowtty  embv  iMitl 
■ubmit  B  wmfHoym  idwtiAcatkHi  MHibar  tf  ( 
•kUU.  1Wi4iifcnMUaa  wtN  to  VMa  in  J 
i.«idisj 


DUtrikutkn  Md  KattilwtiaB  Ad  of  leaaaod  Ito 
rwuldUoos  oodinad^tlO  cniiMit  105.  aibiMrt  V. 
TtoinfociMUae— ytoJMwdwtthettorNawi 


or  otaunal  law.  tMla«  Ml  aWticMl  daint 
.      >*<Mtoi     " 

OffiMafl 


of .  ^       , 

(6)  A  sUteaaant  that  naithar  tha 
claimant,  its  paiant  firm,  affi Hates, 
subsidiaries,  successors,  nor  assigns  has 
waived  any  right  it  may  have  to  rocaiva 
a  crude  oil  refund  (e.g..  by  having 
executed  and  submitted  a  valid  araivar 
accompanying  a  claim  to  any  of  the 
escrow  accounts  establi^ed  pursuant  to 
the  Stripper  Well  Settlement 
Agreement): 

(7)  A  atatoment  tiiat  the  appKcani  has 
not  filed  any  other  refund  application  in 
the  subpart  V  crude  oil  refund 
proceeding: 

(8)  If  the  applicant  is  not  an  end-user, 
was  covered  by  the  DOE  price 
regulations,  or  is  related  to  the 
petroleum  industry,  a  showing  Aat  the 
applicant  was  injured  by  the  alleged 
crude  ofl  overdiaiges; 

(9)  If  the  applicant  is  a  regulated 
utflfty  or  a  cooperative,  certifications 
that  it  win  pass  on  the  entirety  of  any 
refund  received  to  its  customers,  will 
notify  its  state  utility  oommissicn,  olhw 
regulatory  agency,  or  jnemberdiip  body 
of  the  receipt  of  any  refund,  and  a  brief 
description  as  to  how  the  refund  vrfllbe 

passed  along: 

(10)  The  statement  listed  bifow 

signed  Iw  the  indfridnal  applicant  or  a 
re^onsible  offidal  of  the  company 
fiUng  the  refund  application: 

I  swear  (or  affimi)  that  tlie  infbnnation 
contained  in  this  application  aMi  its 
attachmeata  is  true  and  correct  to  tlw  beatof 
my  knowledge  and  belief.  I  understand  that 
anyone  who  is  convicted  of  providing  filae 
Information  to  the  federal  govenaneot  may 
ha  soti^dt  to  a  fiae.  a  jaB  seatoooB.  or  biA. 
praamto  1«  U.&C  Itm.  I  «Mleratandth« 
tlw  totematian  caotatoed  to  itiis  appiicBtioD 
U  subject  to  public  diadaaun.  i  have 
endoaad  a  dupUcala  of  this  entire 
application  ivhich  wHl  be  placed  in  Am  OHA 
Public  Relmnce  Room. 

All  appficationa  shoald  he  alter 
typad  or  frintod  ead  dearly  labalad 
"  AppSicatiflB  lor  Cnida  Oil  BafaBd." 
rill  li  ifyliraat  mnnt  tubnitanorigiaal 
and  onacopy  of  IbeapplicalMB.  Hlha 
applicaau  halaavas  that  aqr  of  tha 
infuaaattiM  in  its  appUcatioB  ia 
confidential  and  does  not  %viah  far  thb 
iafaaatiea  to  ba  f*»hlicfy  diarkiaad.  it 
must  lubaiitao  aiigloal  appliaBtion. 
dearly  deaignatad  "oaofidaBtiai.'' 
caataLd^tha  oaoAdantial  infomtotioa. 
and  twooopiaa  of  tfaa  t^plicatiaQ  tvith 
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the  confidential  Informatimi  deleted.  All 
refund  applications  should  be  sent  to: 
Subpart  V  Crude  Oil  Overcharge 
Refunds,  Office  of  Hearings  and 
Appeals,  Department  of  ^ei^gy,  1000 
Independence  Ave.,  SW.,  Washington, 
DC  20585. 

The  fiUng  deadline  is  June  30, 1994. 
Even  thou^  an  applicant  is  not 
required  to  use  any  specific  form  for  its 
crude  oil  refund  application,  a 
suggested  form  has  been  prepared  by  the 
OHA  and  may  be  obtained  by  sending 
a  written  request  to  the  address  listed 
above. 

In  addition,  we  are  adopting  the 
following  procedures,  now  standard  in 
OHA  refund  proceedings,  relating  to 
refund  applications  filed  on  behalf  of 
applicants  by  "representatives," 
including  refund  filing  services, 
consulting  firms,  accountants,  and 
attorneys.  See  Texaco  Inc.,  20  DOE 
185,147  (1990).  Each  such  filing  service 
shall,  contemporaneously  with  its  first 
filing  in  the  crude  oil  refund  proceeding 
following  the  issuance  of  this  Decision 
and  Order,  submit  a  statement 
indicating  its  qualifications  for 
representing  refund  applicants  and 
containing  a  detailed  description  of  the 
solicitation  practices  and  application 
procedures  that  it  has  used  and  plans  to 
use.'  This  statement  should  contain  the 
following  information: 

(1)  A  description  of  the  procedures 
used  to  solicit  refund  applications  and 
copies  of  any  solicitation  materials 
mailed  to  prospective  applicants; 

(2)  A  description  of  how  the  filing 
service  obtains  authorization  from  its 
clients,  to  act  as  their  representative, 
including  copies  of  any  type  of 
authorization  form  signed  by  refund 
applicants; 

(3)  A  description  of  how  the  filing 
service  obtains  and  verifies  the 
information  contained  in  refund 
applications; 

(4)  A  description  of  the  procedures 
used  to  forward  refunds  to  its  clients; 

(5)  A  description  of  the  procedures 
used  to  prevent  and  check  for  duplicate 
filings. 

Upon  receipt  of  this  information,  we 
may  suggest  alteration  of  a  filing 


'This  infonnation  with  regard  to  some  filing 
services  has  already  been  requested  and  received  by 
this  Oflice.  Such  a  filing  service  need  not  submit 
this  information  if  it  has  already  done  so  in  the 
crude  oil  refund  proceeding.  A  filing  service  thai 
has  submitted  this  information  in  another  subpart 
V  refund  proceeding  should  provide  a  copy  of  the 
previous  submissioo(s)  responsive  to  items  (1H3) 
and  provide  an  update  if  its  response  to  any  of  these 
questions  has  changed  since  it  first  submitted  its 
information.  However,  in  light  of  the  importance  of 
this  infonnation,  it  is  prudent  for  all  filing  services 
to  review  their  practices  and  inform  the  OHA  of  any 
alterations  or  improvements  thai  may  have  been 
made. 


service's  procedures  if  they  do  not 
conform  to  the  procedural  requirements 
of  10  CFR  part  205  and  this  proceeding. 

Secondly,  we  will  require  strict 
compliance  with  the  filing  requirements 
as  specified  in  10  CFR  205.283. 
particularly  the  requirement  that 
applications  and  the  accompanying 
certification  statement  be  signed  by  the 
applicant. 

Thirdly,  we  will  require  from  each 
representative  a  statement  certifying 
that  is  maintains  a  separate  escrow 
atxount  at  a  bank  or  other  financial 
institution  for  the  deposit  of  all  refunds 
received  on  behalf  of  applicants,  and 
that  its  normal  business  practice  is  to 
deposit  all  subpart  V  refund  checks  in 
that  account  within  two  business  days 
of  receipt  and  to  disburse  refunds  to 
applicants  within  30  calendar  days 
thereafter.  Unless  such  certification  is 
received  by  the  OHA,  all  refund  checks 
approved  will  be  made  payable  solely  to 
the  applicant.  Representatives  who  have 
not  previously  submitted  an  escrow 
certification  form  to  the  OHA  may 
obtain  a  copy  of  the  appropriate  form  by 
contacting:  Marda  B.  Carlson,  Chief, 
Docket  &  Publications  Division,  Office 
of  Hearings  and  Appeals,  Department  of 
Energy,  Washington,  DC  20585. 

Finally,  the  OHA  reiterates  its  policy 
to  closely  scrutinize  applications  filed 
by  filing  services.  Applications 
submitted  by  a  filing  service  should 
contain  all  of  the  information  indicated 
in  this  Decision  and  Order. 

D.  Payments  to  the  Federal  Government 
and  the  States 

Under  the  terms  of  the  MSRP,  the 
remaining  eighty  percent  of  the  alleged 
crude  oil  overcharge  amounts  subject  to 
this  Decision,  plus  accrued  interest,  will 
be  disbursed  in  equal  shares  to  the 
states  and  federal  government  for 
indirect  restitution.  Refunds  to  the 
states  will  be  in  proportion  to  the 
consumption  of  petroleum  products  in 
each  state  during  the  period  of  price 
controls.  The  share  or  ration  of  the 
funds  which  each  state  will  receive  is 
contained  in  Exhibit  H  of  the  Stripper 
Well  Settlement  Agreement,  6  Fed. 
Energy  Guidelines  190.509  at  90,687. 
When  disbursed,  these  funds  will  be 
subject  to  the  same  limitations  and 
reporting  requirements  as  all  other 
crude  oil  monies  received  by  the  states 
under  the  Stripper  Well  Settlement 
Agreement. 

It  Is  Therefore  Ordered  That: 

(1)  Applications  for  Refund  from  the 
alleged  crude  oil  overcharges  remitted 
to  the  Department  of  Energy  by  E.B. 
Brooks,  Jr.,  pursuant  to  the  Consent 


Order  entered  into  on  April  6. 1988. 
may  now  be  filed. 

(2)  All  crude  oil  refund  applications 
submitted  pursuant  to  Paragraph  (1) 
above  must  be  postmarked  no  later  than 
June  30, 1994. 

(3)  The  Director  of  Special  Accounts 
and  Payroll,  Office  of  Departmental 
Accoiuting  and  Financial  Systems 
Development,  Controller's  Office, 
Department  of  Energy,  shall  transfer 
$23,824.92.  plus  accrued  interest,  from 
the  subaccount  denominated  "E.B. 
Brooks,  Jr."  (Consent  Order  No. 
6A0C00079Z)  into  the  subaccount 
denominated  "Crude  Tracking-States," 
Account  No.  999DOE003W. 

(4)  The  Director  of  Special  Accounts 
and  Payroll  shall  transfer  $23,824.92, 
plus  accrued  interest,  from  the 
subaccount  denominated  "E.B.  Brooks, 
Jr."  into  the  subaccount  denominated 
"Crude  Tracking-Federal,"  Account  No. 
999DOE002W. 

(5)  The  Director  of  Special  Accounts 
and  Payroll  shall  transfer  $11,912.47, 
plus  accrued  interest,  bom  the 
subaccount  demoninated  "E.B.  Brooks, 
Jr."  into  the  subaccount  denominated 
"Crude  Tracking-Claimants  4,"  Account 
No.  99gDOE010Z. 

Dated:  December  28, 1992. 
George  B.  Breznay, 

Director,  Office  of  Hearings  and  Appeals. 
[FR  Doc.  93-408  Filed  1-7-93;  8:45  ami 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[ER-FRL-4S53-2] 

Environmental  Impact  Statements  and 
Regulations;  Availability  of  EPA 
Comments 

Availability  of  EPA  comments 
prepared  December  21, 1992  through 
December  25, 1992  pursuant  to  the 
Environmental  Review  Process  (ERP), 
imder  section  309  of  the  Clean  Air  Act 
and  section  102(2)(c)  of  the  National 
Environmental  Policy  Act  as  amended. 
Requests  for  copies  of  EPA  comments 
can  be  directed  to  the  Office  of  Federal 
Activities  at  (202)  260-5076. 

An  explanation  of  the  ratings  assigned 
to  draft  environmental  impact 
statements  (EISs)  was  published  in  FR 
dated  April  10, 1992  (57  FR  12499). 

Draft  EISs 

ERP  No.  D-AFS-F70000-MI,  Rating 
EOl,  Grand  Island  National  Recreation 
Area  (NRA)  Comprehensive 
Management  Plan,  Implementation, 
Hiawatha  National  Forest,  Munising 
Ranger  District,  Alger  County,  MI. 


Fainal  Ragbter  /  Vol.  58.  No.  5  /  Friday.  January  8.  1993  /  Notices 


SiMMMify.  EPA  detennined  tiuA  tli« 
preferred  alternative  did  not  fciliy 
mhiimire  impaoU  to  noiM,  water 
quality  and  tecrestnai  raeources.  Other 
altanwtives  in  the  draft  EIS  satisfy  tha 
purpose  and  need  criteria  fac  lacreatioo 
estobltshad  by  Ccmgrass  and  address 
potential  environawntal  impacts  brttar 
than  tha  praferred  alternative. 

ERP  No.  D-AFS-J02026-MT.  Rating 
EC2.  BeartooA  Mountains  Oil  and  Gas 
Leasing  and  Developnient,  Approval 
Implementation,  Custer  National  Forest 
Land  Management  Plan,  Beartootii 
Ranger  District,  Carbon,  PaA, 
Sweetgrass  and  Stillvrater  Counties,  MT. 

Summary:  EPA  expressed  concama 
regarding  the  lack  of  informaiior. 
regarding  monitoring  and  siiggested  the 
use  of  lease  notices  to  ensure  suffideat 
monitoring.  An  inventory  of  sensitive 
resources  (in  summary  form)  was 
requested. 

ERP  No.  EMJAF-El  1029-SC.  Rating 
EC2.  Myrtle  Beach  Air  Force  Base 
Disposal  and  Reuse,  Implementatioa. 
Horry  County,  SC 

Summary:  EPA  expressed 
enviraomentBl  concerns  aixi  requested 
additional  information  due  to  the 
uncertainty  associated  with  this 
proposal.  Since  the  time  frame  for  all 
selections  could  be  protracted,  the 
additional  information  may  only  be 
available  after  the  record  of  decision. 
Depending  on  the  particular  alternative 
and/or  mix  of  options,  additional  NEPA 
evaluation  may  be  necessary. 

Final  ElSa 

ERP  No.  F-AFS-l67009-*»rr, 
Montanore  Mine/Mill  Project, 
Construction  and  Operation,  Permit 
Approval,  sectioa  404  Permit.  Special 
Use  Permit,  Kootenai  National  Foraat. 
Lincoln  and  Sanders  Counties.  MT. 

Summary:  EPA  expressed 
environmental  objections  regarding  tha 
propoaed  action's  potential  short-  and 
loDg-tenn  impacts  to  water  quahty. 
fisheries,  and  aquatic  resources.  The 
failure  of  the  final  EIS  to  address  issues 
associated  with  land  application 
disposal,  the  t<Ml»nga  impoundment 
lining,  mitigation  adequacy,  and  the 
avoidance  of  project  impacts  may  lead 
to  objectionable  impacts  to  outstanding 
state  and  national  resources  and 
violations  of  wetar  quality  standards. 
While  cooperative  efforts  between  the 
Forest  Service  and  EPA  helped  address 
some  of  the  iarass  raissd  duriitg  tka 
NQ>A  process,  significant 
environmental  issues  remain 
unresolved. 

ERP  No.  F^UAF-C11021-AR.  £ak«r 
Air  Force  Base  Dispoaal  and  Reus*. 


Implementation.  Mississippi  Coanty, 
AR. 

Summary:  EPA  had  no  objections  to 
the  proposed  action. 

ERP  Na  F-UAF-G11022-LA. 
England  Air  Force  Base  Disp|08al  and 
Reuse.  Implementaition.  Rapides  Parish. 
LA. 

Summary:  EPA  had  no  objecticms  to 
the  proposed  action. 

Dated:  January  4. 1993. 
William  D.  DickacaoB. 
Deputy  DiKctor,  Office  of  Federal  Acthntim. 
IFR  Doc  93-410  Filed  1-7-83;  8:45  ami 
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[ER-FRL-4S53-1] 

Environmental  bnpad  Statements; 
Avanability 

RESPONSIBt.E  AGEHOr:  Office  of  Federal 
Activities.  General  Information  (202) 
260-5076  or  (202)  260-5075. 

Availability  of  Envirooinental  Impact 
Statements  filed  December  28, 1992 
through  January  1. 1093  pursuant  to  40 
CFR  1506.9. 

nS  No.  920509.  DRAFT  EIS.  SCS.  GU. 
Northern  Guam  Watershed  Protection 
Plan.  Funding  and  Implementation. 
Island  of  Guam.  Territory  of  Guam. 
GU.  Due:  February  22. 1993.  Contact: 
Joan  Perry  (671)  477-5940. 

nS  No.  920510.  DRAFT  SUPPLEMENT. 
FHW.  PR.  PR-3  Relocation.  PR30 
(Humacao  Soudi  bypass  Extension)  to 
PR-15  at  Guayama.  Funding.  Updated 
Information.  PR.  Due:  Fabruary  22. 
1993.  Contact:  Juan  O.  Gniz  (800) 
766-5600. 

EIS  No.  92051J.  DRAFT  EIS.  AFS.  MT. 
Upper  Camp-Duncie  Timber  Sale. 
Harvesting  Timber  and  Road 
Construction.  Implementation. 
Deerlodge  National  Forest. 
Phillipsburg  Ranger  District.  Granite 
County.  MT,  Due:  March  9, 1993. 
Contact:  Tom  Heintz  (406)  859-3211. 

EIS  No.  920512.  FINAL  EIS.  NPS.  NV. 
Gfaat  Basin  National  Park  Geneml 
Management  and  Development 
Concept  Plans,  Implementation. 
White  Pine  County.  NV.  Due: 
February  8. 1003,  ContKZt:  Al 
Hendricks  (702)  234-7331. 

Dated:  Januaiy  S,  leSS. 
Wiliiam  O.  DickBraoD. 
Deputy  Director,  Office  of  Federal  Activities. 
IFR  Doc  93-411  Fiiod  l-7-«3-.  «:4S  am) 


Notice  of  AoraMWit(a)  1       . 
Grieana/ABB^mhuatton  BigiNaarino 
Tenninal  Agreeniant  •!  aL 

The  Federal  Maritime  Commission 
hereby  gives  notice  of  the  filing  of  the 
following  agreementis)  pursuant  to 
section  5  of  the  Shipping  Act  of  1984. 
Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Wadiington.  DC  Office  of  the  Federd 
Maritime  Commission.  BOO  North 
Capitol  Street.  NW..  9th  Floor. 
Interested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary. 
Federal  Maritime  Commission. 
Washington.  DC  20573.  within  10  days 
after  the  date  of  the  Federal  Kagistar  in 
which  this  notice  appears.  The 
requirements  for  comments  are  found  in 
§  572.603  of  title  46  of  the  Code  of 
Federal  Regulations.  Interested  pecsoos 
should  coimilt  this  section  before 
communicating  with  the  CammissioB 
resarding  a  pending  agreement 

Agreement  Afo..  224-200711. 

Title:  New  Orleans/ABB  Combustion 
Engineering  Tenninal  Agreement 

Parties:  Board  of  Commissionets  of 
the  Port  of  New  Orleans  ("Port")  ABB 
Combustion  Engineering  Systems. 

Synopses:  The  Agreement  conoems 
the  movement  of  project  cargo  shipped 
through  the  Port's  facilities. 

Agreemenf  No.:  224-200712. 

Title:  Tampa  Port  Authority  and  The 
Cargo  Trader  Leasing  Agreement. 

Parties:  The  Tampa  Port  Authority 
("Port")  The  Cargo  Trader  ("Cargo 
Trader")  _,     , 

Synopsis:  The  A^eement  provides  for 
Cargo  Trader  to  lease  approximately 
1.500  square  feet  of  office  space  at  a 
monthly  rental  of  $300.00.  The  term  of 
the  leasii^  arrangement  is  month-to- 
month  which  may  be  canceled  by  either 
party  on  thirty  days  adfanoe  notice. 

Dated:  January  4. 199S. 

By  Order  of  the  Federal  Maritime 
Commission. 
loMi^CroIking. 
Secretary. 

(PR  Doc.  03-342  Filed  1-7-93;  a;4S  ami 
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Security  lor  tbe  Prolacfion  «« tha 
PubHc  Financial  Re^>onsibBftyTo 
Meet  UaMlty  tncurrad  for  Death  or 
b^ury  to  Paaaangera  or  Other  Paraona 
on  Voyagea;  taauanca  of  CwtWoaAa 
(Caaualty) 

Notice  is  hereby  given  thet  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  to  Mset 
Liability  Incurred  for  Death  or  Injuiyte 
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Passengets  or  Other  PmtaoM  oo  Voyages 
pursuant  to  the  provisions  of  section  2. 
Public  Uw  a»-777  (46  U.SJC.  817(d)) 
and  the  Federal  MaritiiDa  Commission's 
implementing  regulations  at  46  CFR  part 
540.  as  amended: 

Nut  Touristic  GmbH  (dAi/a  Neckemuum  Und 
Reisen),  Unicom  Managwrnent  Servloaa 
(Cyprus)  Limited  ud  Pedor  Dortojrefskiy 
Shipping  Company  Limited. 
ZimmflcsmuhleDwag  S5. 6370  Obaraol  1, 
Germany 

Vasaek  FEDOR  DOSTOYEVSiOY 
Dated:  January  4. 1993. 

JoaqihCPalld^ 

Secretary. 

(FR  Doc  93-340  Piled  l-7-«3: 8^«5  am) 


Security  for  ttw  Protodlofi  Of  ttw 
PubNclmtemniflcatlon  of  Paooongaro 
for  Nonporfownonco  of  Tranoportation; 
Issuanco  of  CortMcalo  (Porf ormanoo) 

Notice  is  her^y  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  for 
Indemnification  of  Passengers  for 
Nonperformance  of  Transportation 
pursuant  to  the  provisimis  of  section  3, 
Public  Law  8»-777  (46  U.S.C  817(e)) 
and  the  Federal  Maritime  Commission's 
implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Nur  Touristic  GmbH  (d/b/a  Neckermami  Uod 
Reisen),  Zimmersmuhlenwag  55, 6370 
Obersul  1,  Gennany 

Vessel:  FEDOR  DOSTOYEVSIOY 

Dated:  January  4. 1992. 
Joseph  C  Polking, 

Secretary. 

IFR  Doc.  93-341  Filed  1-7-93;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

Algemena  Maatadtappq  Voor 
MJverheidskradial  N.V^  at  aL;  Notica  of 
Applicatfona  to  Engaga  da  novo  in 
PermisaiWa  NonbankJng  Acttvttlaa 

The  companies  listed  in  this  notice 
have  filed  an  application  under  § 
225.23(a)(1)  of  the  Board's  Regulation  Y 
(12  CFR  22S.23(a)(l))  kx  the  Board's 
approval  under  8ec:tion  4(cK8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C 
1843(c)(8))  and  §  22S.21(a)  of  Regulaticm 
Y  (12  CFR  225.21(a))  to  coomience  or  to 
engage  de  novo,  either  directly  or 
through  a  subsidiary,  in  a  nonbanUng 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  craiducted 
throughout  the  United  States. 


Each  application  is  avaiUils  for 
immediate  inspecdon  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  boiefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effacts,  sudi 
as  imdue  concentration  of  resources, 
decreased  or  tmfoir  competition, 
conflicts  of  intoests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specificalfy  any  questicms  of 
fact  that  are  hi  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  the  applicaticms  must  b« 
received  at  the  Reserve  Bank  indicated 
or  the  offices  of  the  Board  of  Governors 
not  later  than  February  1, 1993. 

A.  Federal  Reserve  Bank  of  New 
York  (William  L.  Rutledge,  Vice 
President)  33  Liberty  Street,  New  York, 
New  York  10045: 

1.  Algemene  MaatschappiJ  Voor 
Nijverheidskrediet  N.  V.,  Antwerp, 
Kredietbank  N.V.,  Brussels;  to  engage  de 
novo  through  its  subsidiary, 
Kredietbank  Global  Management.  LJ*., 
Stamford,  Connecticut,  in  the  business 
of  investment  advisory  and  portfolio 
management  service  pursuant  to  § 
225.25(b)(4)  of  the  Board's  Regulation  Y. 

B.  Federal  Reserve  Bank  of  Dallas 
(W.  Arthur  Tribble.  Vice  President)  400 
South  Akard  Street,  Dallas.  Texas 
75222: 

1 .  First  Abilene  Bankshares,  Inc., 
Abilene,  Texas;  to  engage  de  novo 
throtigh  its  subsidiary.  First  Financial 
Investments,  Ina.  Alnlmie.  Texas,  in 
discount  brokerage  activities  including 
certain  securities,  credit  and  incidental 
activities  pursuant  to  §  225.25(b)(15)  of 
the  Board's  Regulation  Y. 

Board  of  Govermws  of  the  Federal  Reserve 
System,  January  4, 1993. 
Jennifisr  J.  Jehneon, 
Associote  Secretaiy  o/t/M  Board. 
(FR  Doc.  93-«17  Piled  1-7-93;  8:45  am) 
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BaaaMV)  Bancaharaa,  kic^  at  al.! 
Acquiattiona  of  Companiaa  Engagad  In 
Parmlasibla  NonbanMng  ActlvMaa 

The  organizations  listed  in  this  notice 
have  applied  under  $  22S.23(a)(2)  or  (f) 
of  the  Boerd's  Regulation  Y  (12  CFR 
225.23(a)(2)  or  (f))  for  the  Board's 
approval  under  section  4(cM8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C 
1843(c)(8))  and  $  225.21(a)  <rf  Regulatkn 
Y  (12  CFR  22S.21(a))  to  acquire  or 
control  voting  securities  or  assets  of  a 
company  engaged  in  a  nonbanking 
activity  that  is  listed  in  S  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throu^out  the  United  States. 

Each  applicadon  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
■question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  Ueu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  now  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  for  the  application  or  the 
offices  of  the  Board  of  Governors  not 
later  than  February  1, 1993. 

A.  Federal  Reserve  Bank  of  Chicago 
(Itevid  S.  Epstein,  Vice  President)  230 
South  LaSalle  Street.  Chicago,  Illinois 
60690: 

1.  Beaman  BatHshares.  Inc..  Beaman,  - 
Iowa;  to  acquire  Beaman  Insurance 
Agency,  Inc.  Beaman.  Iowa,  and 
thereby  engage  in  general  insurance 
activities  pursuant  to  H  225.25(b)(8Xiii) 
of  the  Board's  Regulation  Y. 

2.  Federal  Reserve  Bank  of  Chicago 
(David  S.  Epstein.  Vice  President)  230 
South  LaSalle  Street,  Chicago,  Illinois 
60690: 
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3.  Old  Kent  Financial  Corporation, 
Grand  Rapids.  Michigan;  to  acquire 
Gladeshire  L.D.H.A..  Limited 
Partnership.  Kalamazoo.  Michigan,  and 
thereby  engage  in  community 
development  activities  by  making  an 
equity  investment  in  a  low  income 
housing  project  pursuant  to  § 
225.25U))(6)  of  the  Board's  Regulation  Y. 
Comments  on  this  ^plication  must  be 
received  by  January  22, 1993. 

Board  of  Governors  of  the  Federal  Reserve 
System.  January  4. 1993. 
IcBnifar  |.  lohnaon. 
Associate  Secretary  of  the  Board. 
IFR  Doc  93-418  Piled  1-7-93;  8:45  am) 
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Central  BafKompany,  Inc.,  el  aL; 
Formations  of;  Acquisitions  by;  and 
Mergers  of  Bank  Holding  Companies 

The  companies  listed  in  this  notice 
have  applied  for  the  Board's  approval 
under  section  3  of  the  Bank  Holding 
Company  Act  (12  U.S.C  1842)  and  § 
225.14  of  the  Board's  Regulation  Y  (12 
CFR  225.14)  to  become  a  bank  holding 
company  or  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  in  acting  on  the  applications 
are  set  forth  in  section  3(c)  of  the  Act 
(12  U.S.C.  1842(c)). 

Each  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
in.spection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  or  to  the  offices  of  the 
Board  of  Governors.  Any  comment  on 
an  application  that  requests  a  hearing 
must  include  a  statement  of  why  a 
written  presentation  would  not  suffice 
in  lieu  of  a  hearing,  identifying 
specifically  any  questions  of  fact  that 
are  in  dispute  and  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  not  later  than  January 
28. 1993. 

A.  Federal  Reserve  Bank  of  St.  Louis 
(Randall  C.  Sumner,  Vice  President)  411 
Locust  Street,  St.  Louis,  Missouri  63166: 

1.  Central  Bancompany.  Inc.,  Jefferson 
City.  Missouri;  to  acquire  at  least  80 
percent  of  the  voting  shares  of  First 
National  Bancor,  Inc..  Lee's  Summit. 
Missouri,  and  thereby  indirectly  acquire 
First  National  Bank,  Lee's  Summit. 
Missouri. 

2.  Jefferson  County  Bancshares, 
Incorporated,  Festus,  Missouri;  to 
become  a  bank  holding  company  by 


acquiring  at  least  92.5  percent  of  the 
voting  shares  of  Eagle  Bank  k  Trust 
Company  of  Jeffiarson  County.  HilM>oro, 
Missouri. 

B.  Federal  Reeerve  Bank  of  Kansas 
aty  (John  E.  Yorke.  Senior  Vice 
President)  925  Grand  Avenue.  Kansas 
City.  Missouri  64198: 

1.  FSB,  Inc..  Superior.  N^raska;  to 
merge  with  Tipton  Insurance  Agency. 
Inc..  Tipton,  Kansas,  and  thereby 
indirectly  acquire  The  Tipton  State 
Bank.  Tipton,  Kansas;  to  acauire  Glen 
Elder  Agency.  Inc.,  Glen  Elder.  Kansas, 
and  thereby  indirectly  acquire  Traders 
State  Bank.  Glen  Elder,  Kansas. 

2.  Liberty  Bancorp,  Inc.,  Oldahoma 
City,  Oklahoma;  to  acauire  up  to  9 
percent  of  the  voting  snares  of  F  and  M 
Bancorporation.  Tulsa.  Oklahoma,  and 
thereby  indirectly  acquire  The  F  and  M 
Bank  and  Trust  Co..  Tulsa.  Oklahoma. 

3.  One  Security  of  Kansas.  Inc., 
Kansas  City.  Kansas;  to  become  a  bank 
holding  company  by  acquiring  at  least 
80  percent  of  the  voting  shares  of  One 
Security,  Inc..  Kansas  City,  Kansas,  and 
thereby  indirectly  acquire  Security  Bank 
of  Kansas  City,  Kansas  City,  Kansas; 
Mission  Bancshares.  Inc.,  Mission. 
Kansas,  and  thereby  indirectly  acquire 
The  Mission  Bank,  Mission.  Kansas; 
Valley  View  Bancshares,  Inc..  Overland 
Park,  Kansas,  and  thereby  indirectly 
acquire  Valley  View  State  Bank. 
Overland  Park.  Kansas;  and  Industrial 
Bancshares,  Inc.  Kansas  City,  Kansas, 
and  thereby  indirectly  acquire-Industrial 

«State  Bank,  Kansas  City.  Kansas. 

Board  of  Governors  of  the  Federal  Reserve 
System.  January  4, 1993. 
lennifiBf  |.  lohnioii. 
Associate  Secretary  of  the  Board. 
(PR  Doc.  93-419  Piled  1-7-93;  8.45  ami 
MLUNQ  cooe  mo-ot-f 


Huntington  Bancahares,  Incorporated, 
et  al.;  Formations  of,  Acquisitions  by, 
and  Mergers  of  Bank  Holding 
Companies;  and  Acquisitions  of 
NonkMinking  Companies 

The  company  listed  in  this  notice  has 
applied  under  §  225.14  of  the  Board's 
Regulation  Y  (12  CFR  225.14)  for  the 
Board's  approval  under  section  3  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1842)  to  become  a  bank  holding 
company  or  to  acquire  voting  securities 
of  a  bank  or  bank  holding  company.  The 
listed  company  had  also  applied  under 
§  225.23(a)(2)  of  Regulation  Y  (12  CFR 
225.23(a)(2))  for  the  Board's  approval 
under  section  4(c)(8)  of  the  Bank 
Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a))  to  acquire  or 
control  voting  securities  or  assets  of  a 


company  engaged  in  a  nonbanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies,  or  to  engage  in  such 
an  activity.  Unless  otherwise  noted, 
these  activities  will  be  conducted 
throughout  the  United  States. 

The  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  ftw 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  bow  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Comments  regarding  this  application 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  January  28, 

1993. 
A.  Federal  Reserve  Bank  of  Cleveland 

(John  J.  Wixted.  Jr..  Vice  President)  1455 

East  Sixth  Street.  Cleveland.  Ohio 

44101: 

J.  Huntington  Bancshares, 
Incorporated,  Columbus,  Ohio,  and 
Huntington  Bancshares  West  Virginia. 
Columbus.  Ohio;  to  merge  with  CB&T 
Financial  Corp.,  Fairmont,  West 
Virginia,  and  thereby  indirectly  acquire 
Community  Bank  it  Trust,  N.A.. 
Fairmont.  West  Virginia;  Community 
Bank  &  Trust  of  Ritchie  County. 
Harrisville.  West  Virginia:  Bank  of 
Hundred.  Hundred.  West  Virginia;  and 
CB&T-Westover  Bank.  Inc.,  Westover. 
West  Virginia,  and  its  wholly  owned, 
second-tier  bank  holding  company 
subsidiary.  CB&T  Clarksburg  Corp.. 
Clarksburg.  West  Virginia,  and  thereby 
indirectly  acquire  Community  Bank  & 
Trust  of  Harrison  County.  Clarksburg, 
West  Virginia,  and  Community  Bank  ft 
Trust  of  Randolph  County.  Elkins.  West 
Virginia. 

In  connection  with  this  application. 
Applicants  also  propose  to  acquire 
CB&T  Financial  Corp.,  Fairmont,  West 
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Viigiiiia,  and  CBitT  Gqrftal^  luwwlmwit 
Company,  Painnoot.  Wait  ^Hisiiiia.  and 
thereby  angage  in  nuddag  or  Mrviciiig 
loans  pursuant  to  §  225^5(bMl)  of  the 
Board's  Regulation  Y. 

Board  of  Govanionof  the  Fadefal  RasMva 
System,  January  4, 1993. 
jamihr  |.  ynhnssa. 
Associate  Secntaryofthe  Board. 
(FR  Doc  9»-420  Piled  1-7-93;  •^•5  on) 
aauNa  cooc  oia-at-r 


The  Sakura  Bank,  UmllMl,  Tokyo, 
Japan;  Application  to  Engiago  Da  Novo 
in  Executing  and  Clearing  Financial 
Futurea  Contracta  and  Optkma 
Thereon,  and  ProvMIng  iRvaatmanI 
Advice  With  Raapect  to  the  Puichaea 
and  Sale  of  Such  Contracta  and 
Ofrtiona  Thereon 


The  Sakura  Bank,  Limited.  Tokyo, 
Japan  (Applicant),  has  applied  pursuant 
to  section  4(c)(8)  of  the  Bank  Holding 
Company  Act  (12  U^.C 
1843(c)(8)KBHC  Act)  and  section 
22S.23(a)  of  the  Board's  Itegulation  Y 
(12  CFR  225.23(a))  to  acquire  60  percent 
of  the  outstanding  shares  of  common 
stock  of  Dellsber  Investment  Company. 
Chicago,  Illinois  (Company),  and 
throu^  Company  to  engage  de  novo  as 
a  futures  commission  merchant  (PCM) 
in  executing  and  clearing,  on  major 
commodity  exchanges,  certain  financial 
futures  contracts  and  options  thereon, 
and  as  an  PCM  or  as  a  commodity 
trading  advisor  (CTA)  registered  with 
the  Commodity  Putures  Trading 
Commission  (CFTC)  in  providing 
investment  advice  with  respect  to  the 
purchase  and  sale  of  such  contracts  and 
options  thereon.  These  activities  would 
be  conducted  on  a  nationwide  and 
worldwide  basis. 

Applicant  proposes  to  engage  de  novo 
through  Company  in  the  following 
activities: 

(1)  As  an  PCM  to  execute  and  clear  on 
the  Chicago  Board  of  Trade  and  the 
Chicago  Mercantile  Exchange  futures 
contracts  and  options  on  future 

jjontracts  for  foreign  currency, 
government  securities.  Eurodollars, 
stock  and  bond  indexes,  certiRcates  of 
deposit,  and  other  money  market 
instruments; 

(2)  As  an  PCM  to  execute  and  clear 
futures  contracts  and  options  on  futures 
contracts  for  additional  indexes,  and  to 
conduct  such  activities  on  additional 
exchanges,  after  giving  notice  to  and 
receiving  approval  from  the  Pederal 
Reserve  Bank  of  San  Prandsco  (PRBSP) 
concerning  such  activities  and  such 
exchanges; 

(3)  As  an  PCM  or  a  CTA  to  provide 
investment  advice.consisting  primarily 


of  general  mvkat  infannatiMi  reevding 
the  relationship  between  the  cash  and 
the  futures  roaikets,  with  respect  to  the 
purchase  and  sale  of  the  finaiocial 
futures  ccxitracts  and  options  thereon 
that  have  been  approved  in  S 
22S.25(bKl8)  o(  Regulation  Y  and  the 
stock  and  bond  index  futures  and 
Eurodollar  futures,  and  options  thereon, 
that  have  been  approved  bv  the  Board 
by  order,  consistent  with  the  terms  and 
conditions  of  such  orders.  Regulation  Y, 
and  the  regulations  of  the  CPTC;  and 

(4)  as  an  PCM  or  CTA  to  provide 
investment  advice  as  described  above 
with  respect  to  additional  indexes,  after 
giving  notice  to  and  receiving  approval 
from  the  PRBSP. 

Company  also  will  provide 
investment  advice,  as  described  above, 
on  a  separate  fee  basis,  to  customers 
who  wish  to  receive  only  advisory 
sorvicss* 

Secticm  4(cM8)  of  the  BHC  Act 
provides  that  a  bank  holding  company 
may.  with  Board  approval,  engage  in 
any.activity  "which  the  Board,  after  due 
notice  and  opportunity  for  hearing,  has 
determined  (by  order  or  regulation)  to 
be  so  closely  related  to  banking  as  to  be 
a  proper  incident  thereto."  Applicant 
believes  that  the  proposed  activities  are 
"so  closely  related  to  banldng  as  to  be 
a  proper  incident  tliereto." 

Applicant  considen  the  provision  by 
Company  to  Applicant  and  its  affiliates 
of  the  execution  and  clearance  services 
described  above  to  be  permissible  under 
secUon  4(c)(1)(C)  of  the  BHC  Act.  The 
provision  of  these  services  to 
nonaffiliated  persons,  except  with 
respect  to  stock  and  bond  indexes  and 
Eurodollars,  is  authorized  by  § 
225.25(b)(18)  of  Regulation  Y. 
According  to  Applicant,  the  provision  of 
these  services  to  nonaffiliated  persons 
with  respect  to  certain  stock  and  bond 
indexes  that  are  traded  on  major 
commodities  exchanges  has  previously 
been  approved  by  the  Board  by  order. 
See  Swiss  Bank  Corporation.  77  Federal 
Reserve  Bulletin  759  (1991):  /.  P. 
Morgan,  77  Federal  Resenre  Bulletin  449 
(1991);  The  Sanwa  Bank,  Limited,  77 
Federal  Reserve  Bulletin  64  (1991): 
Hongkong  and  Shan^ai  Banking 
Corporation,  76  Federal  Reserve  Bulletin 
770  (1990);  Chemical  Banking 
Corporation,  76  Federal  Reserve  Bulletin 
660  (1990);  BankAmerica  Corporation, 
75  Federal  Reserve  Bulletin  78  (1989); 
The  Sumitomo  Bank,  Limited,  75 
Federal  Reserve  Bulletin  582  (1990);  and 
The  Long-Term  Credit  Bank  of  Japan, 
Limited,  74  Federal  Reserve  Bulletin  573 
(1988).  In  addition,  the  execution  and 
clearance  for  nonaffiliated  persons  of 
Eurodollar  futures  contracts  and  options 
thereon  on  major  commodities 


axchangaa  abo  haa  praviousW  been 
approved  by  the  Board  by  order.  See 
Gthorp,  76  Federal  Reserve  Bulletin 
664  (1990).  In  providing  these  services, 
Applicant  has  committed  to  comply 
with  the  conditicma  set  forth  in  $ 
225.25(bKl8)  of  Regulation  Y  with 
respect  to  its  activities  as  an  PCM 
thcvaunder  as  wall  as  with  respect  to  its 
activities  involving  futures  contracts  (» 
stock  and  bond  indexes  and 
Eurodollars,  and  options  thereon,  and 
with  the  conditions  established  by  the 
Board  in  the  above  orders. 

Applicant  considers  the  provisicm  by 
Company  as  an  PCM  or  a  CTA  to 
Applicant  and  its  affiliates  of  the 
investment  advice  described  above  to  be 
pMniis&ible  under  section  4(c)(l)(Q  of 
the  BHC  Act.  The  provision  of  this 
service  to  nonaffiliated  persons,  except 
with  respect  to  futures  contracts  on 
stock  and  bond  indexes  and 
Eurodollars,  and  options  thereon,  is 
authorized  by  §  225.25(b)(19)  of 
Regulation  Y.  According  to  the 
Applicant,  the  provision  of  this  service 
to  nonaffiliated  persons  with  respect  to 
futures  contracts  on  stock  and  bond 
indexes  and  Eurodollars,  and  options 
thereon,  for  which  Applicant  seeks 
approval  has  previously  been  approved 
by  the  Board  in  the  above  orders.  In 
providing  these  services,  Applicant  has 
committed  to  comply  with  tlie 
conditions  set  forth  in  §  225.25(b)(19)  of 
Regulation  Y  and  with  the  conditions 
established  by  the  Board  in  the  above 
orders. 

Applicant  takes  the  p>osition  that  the 
proposed  activities  will  benefit  the 
public  by  enhancing  the  competitive 
position  of  Company  and  the  efficiency 
of  its  services  in  a  highly  competitive 
industry.  Moreover,  Applicant  believes 
that  approval  of  its  acquisition  of 
Company  will  not  result  in  any  unsound 
banking  practices  or  other  adverse 
effects. 

Any  comments  or  requests  for  bearing 
should  be  submitted  in  writing  and 
received  by  William  W.  Wiles, 
Secretary,  Board  of  Govemora  of  the 
Federal  Reserve  System,  Washington, 
D.C.  20551.  not  later  than  January  22, 
1993.  Any  request  for  a  hearing  on  this 
application  must,  as  required  by  § 
262.3(e)  of  the  Board's  Rules  of 
Procedures  (12  CFR  262.3(e)}.  be 
accompanied  by  a  statement  of  reasons 
why  a  written  presentation  would  not 
sufHce  in  lieu  of  a  hearing,  identifying 
specifically  any  questions  of  bet  that 
are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  now  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal.  This 
application  may  be  inspected  at  the 
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ofHces  of  the  Federal  Reserve  Bank  of 
San  Francisco. 

Board  of  Govemon  of  the  Federal  Reserve 
System.  January  4, 1993. 
JcnnifiBr  J.  Johaaoo, 
Associate  Secretary  of  the  Board. 
IFR  Doc  93-421  Filed  1-7-93;  8:45  am] 
BHjjNO  COOK  me-oi-f 

GENERAL  ACCOUNTING  OFFICE 

Government  Auditing  Standards 
Advisory  Council  Meeting 

AGCNCY:  General  Accounting  Office. 
ACTION;  Notice. 

summary:  The  United  States  General 
Accounting  Office  has  scheduled  a 
meeting  of  the  Government  Auditing 
Standards  Advisory  Council  on 
February  1. 1993.  from  8  :30  a.m.  until 
5  p.m..  in  room  7313  of  the  General 
Accounting  Office.  441  G  St..  NW.. 
Washington,  DC. 

The  agenda  for  the  meeting  will 
consist  of  a  review  of  the  minutes  of  the 
December  meeting,  and  discussion  of 
the  draft  proposed  changes  to  the 
Government  Auditing  Standards.  Any 
interested  person  may  attend  the 
meeting  as  an  observer. 
FOR  FURTHER  MFORMATION  CONTACT: 

Marcia  B.  Buchanan.  Proiect  Manager. 
U.S.  General  Accounting  Office.  441  G 
St..  NW..  room  6025,  Washington.  DC 
20548  or  call  (202)  275-9321. 
DATES:  February  1. 1993. 
ADORESSES:  441  G  St.,  NW..  room  7313. 
Washington.  DC  20548. 

Dated:  Deceml)er  21. 1992. 
Donald  H.  Chapin, 
Assistant  Comptroller  Cerfetal. 
IFR  Doc.  93-346  Filed  1-7-93;  8:45  ami 
BiujNC  cooe  i*ie-«t-« 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
pocket  No.  92rM)S02] 

Animal  Drug  Export;  Interceptor® 
Chewables 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  Ciba-Ceigy  Animal  Health.  Ciba- 
Geigy  Corp.  has  filed  an  application 
requesting  approval  for  the  export  of  the 
animal  drug  Interceptor<9  Chewables 
(milbemycin  oxime)  to  Canada. 


ADDRESSES:  Relevant  information  on 
this  application  may  be  directed  to  the 
E)ockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Administration, 
rm.  1-23. 12420  Parklawn  Dr., 
Rockville.  MD  20857,  and  to  the  contact 
person  identified  below.  Any  future 
inquiries  concerning  the  export  of 
animal  drugs  ujnder  the  Drug  Export 
Amendments  Act  of  1986  should  also  be 
directed  to  the  contact  person. 

FOR  FURTHER  MFORMATION  CONTACT: 
Gregory  S.  Gates.  Center  for  Veterinary 
Medicine  (HFV-110).  Food  and  Drug 
Administration.  7500  Standish  Pi., 
Rockville,  MD  20855, 301-295-8617. 

SUPf>t£MENTARY  MFORMATION:  The  drug 
export  provisions  in  section  802  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  382)  provide  that 
FDA  may  approve  applications  for  the 
export  of  dri^s  that  are  not  currently 
approved  in  the  United  States.  Section 
802(b)(3)(B)  of  the  act  sets  forth  the 
requirements  that  must  be  met  in  an 
application  for  approval.  Section 
802(b)(3)(C)  of  the  act  requires  that  the 
agency  review  the  application  within  30 
days  of  its  filing  to  determine  whether 
the  requirements  of  section  802(b)(3)(B) 
have  been  satisfied.  Section  802(b)(3)(A) 
of  the  act  requires  that  the  agency 
publish  a  notice  in  the  Federal  Register 
within  10  days  of  the  filing  of  an 
application  for  export  to  facilitate  public 
participation  in  its  review  of  the 
application.  To  meet  this  requirement, 
the  agency  is  providing  notice  that  Ciba- 
Geigy  Animal  Health.  Ciba-Geigy  Corp., 
P.O.  Box  18300,  Greensboro.  NC  27419- 
8300,  has  filed  an  application  requesting 
approval  for  the  export  of  the  animal 
drug  Interceptor<9  Chewables 
(milbemycin  oxime)  to  Canada.  The 
product  is  intended  for  use  as  an 
anthelmintic  in  dogs.  The  application 
was  received  and  filed  in  the  Center  for 
Veterinary  Medicine  on  December  11. 

1992,  which  shall  be  considered  the 
filing  date  for  purposes  of  the  act 

Interested  persons  may  submit 
relevant  information  on  the  application 
to  the  Dockets  Management  Branch 
(address  above)  in  two  copies  (except 
that  individuals  may  submit  single 
copies)  and  identified  with  the  docket 
number  found  in  brackets  in  the 
heading  of  this  document.  These 
submissions  may  be  seen  in  the  Dockets 
Management  Branch  between  9  a.m.  and 
4  p.m.,  Monday  through  Friday. 

The  agency  encourages  any  person 
who  submits  relevant  information  on 
the  application  to  do  so  by  January  18. 

1993.  and  to  provide  an  additional  copy 
of  the  submission  directly  to  the  contact 
person  identified  above,  to  facilitate 


consideration  of  the  information  during 
the  30-day  review  period. 

This  notice  is  issued  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(sec.  802  (21  U.S.C  382))  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  (21  CFR  5.10)  and 
redelegated  to  the  Center  for  Veterinary 
Medicine  (21  CFR  5.44). 

Dated:  January  4. 1993. 
Sobeft  C  UviogelMi, 
Director.  Office  of  New  Animal  Drug 
Evaluation.  Center  for  Veterinary  Medicine. 
IFR  Doc.  93-315  Filed  1-7-93;  8:45  am) 
iNJJNa  OOOC  4Me-M-F 


Health  Resources  and  Services 
Administration 

Announcement  of  Propoeed 
Methodology  for  implementation  of  the 
Statutory  General  Funding  Preference 
for  Selected  Grant  Programs  Under 
Titles  VII  and  VIII  of  the  Public  Health 
Service  Act  for  Hscal  Year  1993 

AGENCY:  Health  Resources  and  Service 
Administration.  HHS. 
ACTION:  Correction. 


SUMMARY:  In  this  notice  originally 
published  at  57  FR  60212.  on  Friday, 
December  18, 1992,  make  the  following 
correction: 

On  page  60213  at  the  bottom  of  the 
second  column,  the  correct  phone 
number  for  accessing  the  electronic 
bulletin  board,  called  the  BHPr  (Bureau 
of  Health  Profassions)  Bulletin  Board,  is 
(301) 443-5913. 

Dated:  December  31. 1992. 
Robert  G.  Harmoii, 
Administrator. 

IFR  Doc  93-312  Filed  1-7-93;  8:45  am] 
MUINQ  CODE  41M-1S-M 

Nationai  Vaccine  Injury  Compeneation 
Program;  Ust  of  Petitions  Received 

AGENCY:  Public  Health  Service.  HHS. 
ACTION:  Notice. 

SUMMARY:  The  Public  Health  Service 
(PHS)  is  publishing  this  notice  of 
petitions  received  under  the  National 
Vaccine  Injury  Compensation  Program 
("the  Program"),  as  required  by  section 
2112(b)(2)  of  the  PHS  Act,  as  amended. 
While  the  Secretary  of  Health  and 
Human  Services  is  named  as  the 
respondent  in  all  proceedings  brought 
by  the  filing  of  petitions  for 
compensation  under  the  Program,  t^e 
United  States  Claims  Court  is  charged 
by  statute  with  responsibility  for 
considering  and  acting  upon  the 
petitions. 
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FOR  FURTHER  INFORMATION  CONTACT: 

For  infonnation  about  requirements  for 
filing  petitions,  and  the  Program 
generally,  contact  the  Cleiic.  United 
States  Claims  Court.  717  Madison  Place. 
NW..  Washington.  DC  20005.  (202)  633- 
72S7.  For  information  on  the  Public 
Health  Service's  role  in  the  Program, 
contact  the  Administrator,  Vaccine 
Injury  Compensation  Program,  6001 
Montrose  Road,  room  702,  Rockville, 
MO  20852,  (301)  443-«593. 
8UPPt.EIIENTARY  INFORMATION:  The 
Program  provides  a  system  of  no-fault 
compensation  for  certain  individuals 
who  have  been  injured  by  specified 
childhood  vaccines.  Subtitle  2  of  title 
XXI  of  the  PHS  Act.  42  U.S.C  300aa- 
10  et  seq,  provides  that  those  seeking 
compensation  are  to  file  a  petition  with 
the  U.S.  Claims  Court  and  to  serve  a 
copy  of  the  petition  on  the  Secretary  of 
Health  and  Human  Services,  who  is 
named  as  the  respondent  in  each 
proceeding.  The  Secretary  has  delegated 
his  responsibility  under  the  Program  to 
PHS.  The  Claims  Court  is  directed  by 
statute  to  appoint  special  masters  who 
take  evidence,  conduct  hearings  as 
appropriate,  and  make  initial  decisions 
as  to  eligibility  for,  and  amount  of, 
compensation. 

A  potion  may  be  filed  with  respect 
to  injuries,  disabilities,  illnesses, 
conditions,  and  deaths  resulting  from 
vaccines  described  in  the  Vaccine  Injury 
Table  set  forth  at  section  2114  of  the 
PHS  Act.  This  Table  lists  for  each 
covered  childhood  vaccine  the 
conditions  which  will  lead  to 
compensation  and,  for  each  condition, 
the  time  period  for  occurrence  of  the 
first  symptom  or  manifestation  of  onset 
or  of  significant  aggravation  after 
vaccine  administration.  Compensation 
may  also  be  awarded  for  conditions  not 
listed  in  the  Table  and  for  conditions 
that  are  manifested  after  the  time 
periods  specified  in  the  Table,  but  only 
if  the  petitioner  shows  that  the 
condition  was  caused  by  one  of  the 
listed  vaccines. 

Section  2112(b)(2)  of  the  PHS  Act.  42 
U.S.C.  300aa-12(b)(2),  requires  that  the 
Secretary  publish  in  the  Federal 
Register  a  notice  of  each  petition  filed. 
Set  forth  below  is  a  partial  list  of 
petitions  received  by  PHS  on  October  1. 
19190. 

Section  2112(b)(2)  also  provides  that 
the  special  master  "shall  afford  all 
interested  persons  an  opportimity  to 
submit  relevant,  written  information" 
relating  to  the  following: 

1.  The  existence  of  evidence  "that 
there  is  not  a  preponderance  of  the 
evidence  that  the  illness,  disability, 
injury,  condition,  or  death  described  in 


the  petition  is  due  to  fectws  unrelated 
to  the  administration  of  the  vaccine 
described  in  the  petition."  and 

2.  Any  allegation  in  a  petition  that  the 
petitioner  either 

(a)  "Sustained,  or  had  significantly 
aggravated,  any  illness,  disability, 
injury,  or  condition  not  set  forth  hi  the 
Vaccine  Injury  Table  (see  section  2114 
of  the  PHS  Act)  but  which  was  caused 
by"  one  of  the  vaccines  referred  to  in 
the  Table,  or 

(b)  "Sustained,  or  had  significantly 
aggravated,  any  illness,  disability, 
injury,  or  condition  set  forth  in  the 
Vaccine  Injury  Table  the  first  symptom 
or  manifestation  of  the  onset  or 
significant  aggravation  of  which  did  not 
occur  within  the  time  period  set  forth  in 
the  Table  but  which  was  caused  by  a 
vaccine"  referred  to  in  the  Table. 

This  notice  will  also  serve  as  the 
special  master's  invitation  to  all 
interested  persons  to  submit  writtoi 
information  relevant  to  the  issues 
described  above  in  the  case  of  the 
petitions  listed  below.  Any  person 
choosing  to  do  so  should  file  an  original 
and  three  (3)  copies  of  the  infonnation 
with  the  Clerk  of  the  U.S.  Claims  Court 
at  the  address  listed  above  (under  the 
heading  "For  Further  Information 
Contact"),  with  a  copy  to  PHS  addressed 
to  Director,  Bureau  of  Health 
Professions,  5600  Fishers  Lane,  room  8- 
05,  Rockville,  MD  20857.  The  Court's 
caption  (Petitioner's  Name  v.  Secretary 
of  Health  and  Human  Services)  and  the 
docket  number  assigned  to  the  petition 
should  be  used  as  the  caption  for  the 
written  submission. 

Chapter  35  of  title  44,  United  States 
Code,  related  to  paperwork  reduction, 
does  not  apply  to  information  required 
for  purposes  of  carrying  out  the 
Program. 

ListofPetitioiii 

1.  Barbara  Simms  on  behalf  of  Donald 
Simms,  Mobile,  Alabama,  Qaims  Court 
Number  90-3026  V 

2.  Frank  Aggazio  on  l>ehalf  of  Antonio 
Aggazio,  Aspinwall,  Pennsylvania,  Claims 
Court  Number  90-3027  V 

3.  Amy  Slaughter,  Rochester,  New  York, 
Qaims  Court  Number  90-3028  V 

4.  Daniel  Salerno,  Miami,  Florida.  Claims 
Court  Number  90-3029  V 

5.  Constance  Hamage,  Hawthorne,  Nevada, 
Qaims  Court  Number  90-3030  V 

6.  Barbara  Collins  on  behalf  of  Matthew 
Collins,  Pikeville,  Kentucky,  Qaims  Court 
Number  90-3031  V 

7.  John  Wall  on  behalf  of  Unda  Wall,  St. 
Louis,  Missouri,  Claims  Court  Number  90- 
3032  V 

8.  Glen  Wilkersdn,  Herkimer,  New  York, 
Qaims  Court  Number  90-3033  V 

9.  Boatmen's  National  Bank  on  behalf  of 
Mark  God&ey,  St.  Louis,  Missouri,  Qaims 
Court  Number  90-3034  V 


10.  Patricia  Lewis  on  behalf  of  )amia  Lewis. 
Crawfbrdsville,  Indiana,  Claims  Court 
Number  90-3035  V 

11.  Kurt  Smallcomb  on  behalf  of  Kameron 
Snullcomb,  Ukiah,  Califomia,  Qaims  Court 
Number  90-3036  V 

12.  Robert  Wberley  on  behalf  of  Dianne 
Wherley,  Minneapolis,  Minnesota,  Qaims 
Court  NumbOT  9&-3037  V 

13.^sa  Goodrich,  Toul-Rosiers  AFB. 
France,  Qaims  Court  Numl)er  9O-3038  V 

14.  Earl  Houtz  on  behalf  of  Angela  Houtz, 
Missoula,  Montana,  Claims  Court  Number 
90-3039  V 

15.  Donald  Jenkins  on  behalf  of  Donald 
Jenkins,  Jr.,  Brentwood,  Tennessee,  Claims 
Court  Number  90-3040  V 

16.  Verlina  Hinojosa,  Ogden,  Utah,  Qaims 
Court  Number  90-3041  V 

17.  Albert  Wells  on  behalf  of  Delia 
Hostettler,  Nashville,  Tennessee,  Qaims 
Court  Number  90-3042  V 

18.  Valerie  Britt,  L,awrenceville,  Virginia, 
Qaims  Court  Number  90-3043  V 

19.  Andrew  McMillian,  Bridgeport, 
Connecticut,  Claims  Court  Number  90-3044 
V 

20.  James  Hughs  on  behalf  of  Cara  Hughs, 
Billings,  Montana,  Qaims  Court  Number  90- 
3045  V 

21.  Jennifer  Alcala  on  behalf  of  John 
Alcala,  Deceased,  Loma  Linda,  California, 
Claims  Court  Number  90-3046  V 

22.  Ovidio  Aianiz  on  behalf  of  Omar 
Alaniz,  Chicago,  Illinois,  Claims  Court 
Number  90-3047  V 

23.  Karen  Biclung,  Grand  Marais, 
Minnesota.  Qaims  Court  Number  9O-3048  V 

24.  William  Angell  on  behalf  of  Christine 
Angell,  Aurora,  Illinois,  Qaims  Court 
Number  90-3049  V 

25.  R.  Jay  Cummings  on  behalf  of 
Alexander  Cummings,  Deceased, 
Jacksonville,  Florida,  Qaims  Court  Numlwr 
90-3050  V 

26.  Julie  Chapin  on  behalf  of  Aaron 
Chapin,  Aberdeen,  South  Dakota,  Claims 
Court  Number  90-3051  V 

27.  Norman  Bell  on  behalf  of  Lynn  Bell, 
New  Rochelle,  New  York,  Qaims  Court 
Number  90-3052  V 

28.  Lynn  Owens  on  behalf  of  Dana  Owens, 
Greenville,  Texas,  Qaims  Court  Number  90- 
3053  V 

29.  Michael  Juliana  on  Iwhalf  of  Klmberiy 
Juliana.  Lewisville,  Texas,  Qaims  Court 
Number  90-3054  V 

30.  Patricia  L,ankford,  Portland,  Oregon. 
Qaims  Court  Number  90-3055  V 

31.  J.  Laurence  McCarty  on  behalf  of 
Laurence  J.  McCarty,  Lexington, 
Massachusetts,  Qainu  Court  Number  90- 
3056  V 

32.  Richard  Williams  on  behalf  Dennis 
Williams,  Bay  Springs.  Mississippi,  Claims 
Court  Number  90-3057  V 

33.  John  Vedrode  on  behalf  of  John  W. 
Vedrode,  Midland  Texas,  Qaims  Court 
Number  90-3058  V 

34.  Robert  Longhine  on  behalf  of  James 
Longhine,  Perry,  New  York,  Qaims  Court 
Number  90-3059  V 

35.  Michelle  Edmondson  on  behalf  of 
Davis  Edmondson.  Piuitport.  Michigan. 
Qaims  Court  Number  90-3060  V 
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36.  Mbert  LawMB  on  behalf  of  RaMjn 
Uwsoa,  WasMnglOB.  D.C.aams  Coart 

Number  9Q-3061  V 

37.  M«7  and  Maroel  Pindnce  on  MmH  of 
Michelle  Rncince.  Oearwarter.  Ftonda. 
aaims  Court  Number  90-3062  V 

3«.  Eva  Rodriguez  on  behalf  of  Zandra 
RoMgiMZ.  Falihrook.  Califoniia.  Ckna 
Court  Number  90-3063  V 

39.  Bobby  l*eDoe  on  behalf  of  Rebecca 
Fence.  ChartestaD.  South  Carotina.  ClaioM 
Coiiit  hramber  90— 30&4  v 

4a  Theresa  Harmon  on  behalf  of  Amanda 
Harmon.  Qeyeland.  Ohio.  Claims  Comt 
Number  W-306SV 

41 .  famea  Seaborne  on  behalf  of  Janet 
Seaborne,  Thousand  Oaka.  Califomia.  Oaiflis 
Court  Number  90-3066  V 

42.  Dwight  Jones,  McMinnville.  Tenneesae. 
aaims  Coart  Number  90-3067  V 

4X  Karen  Madiut  on  behaH  of  )oeeph 
Machut.  ChicaRo,  IlliBots,  Qainw  Court 
Number  «0-306«V 

44.  Mary  Lou  Caufteld  on  behalf  of  Lo«*« 
Caufleld.  Philadelphia,  Pennsylvania.  CWras 
Court  Number  9O-3069  V 

45.  Charles  Murray.  Laks  City.  Florida. 
Qaims  Court  Number  90-3070  V 

4G.  Herman  Hillman,  Plaucheville. 
Louisiana.  Claims  Court  Number  90-3071  V 

47.  (oan  Umfress  on  behelf  of  Donna 
Umfiress.  Q  Paso.  Texas.  Claims  Court 
Number  90-3072  V 

48.  Phitlipa  Gallant  on  behalf  of  Ophelia 
Gallant.  Washinftton,  O.C.  Claims  Court 
Number  90-3073  V 

49.  Robert  Barton,  Chasterfietd,  Missouri. 
Claims  Court  Number  90-3074  V 

50.  La«vTence  Fenn  on  l>ehalf  of  Colleen 
Fonn.  Norwich,  Connecticut,  Claims  Court 
Number  90-3075  V 

51 .  Tammy  Moriartjr  on  behalf  of  }enny 
Moriarty.  )ordan,  MioDasota.  rSaims  Court 
Nunber  90-3076  V 

52.  Timothy  Bennett.  Ne%«rton.  North 
Carolina.  Claims  Court  Number  90-3077  V 

53.  Mary  Ann  Roney  on  behalf  of  Shaiyn 
Roney.  Pittsbun?h.  Pennsylvania.  Claims 
Court  Number  90-3078  V 

54.  Penelope  Vawter  on  behalf  of  Ellanore 
Vawter.  Beaver  Dam.  Wisconsin,  Claims 
Cowt  Number  90-3079  V 

SSl  Cynthia  Nadeau  on  behalf  of  Gina 
Nadeau.  Panama  City.  Florida.  Claims  Court 
NuflriMT  90-3080  V 

56.  SUnley  Warhol  on  behalf  of  Thanaa 
Warhol.  Farminndale,  New  Jersey,  Clahm 
Court  Number  90-3081  V 

57.  Susan  Sanders  on  behalf  of  StefrfMsia 
Sanders.  Albuquerque,  N«w  Mexico.  Claiou 
Court  Number  90-3082  V 

sa.  lanis  Bailey  on  behalf  of  |ay  Bailey. 
Sharon.  Pennsylvania.  Claims  Court  Nuinter 
90—3063  V 

59.  ^y  Bioadbniok  oa  babalf  of  Sherry 
Grant.  Bridgeport,  ConaactkutClaiauCimrt 
Number  90-30M  V 

60.  Eari  Vader  on  behalf  of  Brie  Vadar. 
Sioux  City.  South  Dakota.  ClaiaHCoait 
NuabarS0-30ftSV 

61.  Sbeiia  Vr.ndh«n.  Poatiac  MicUtM> 
Oaims  Court  Number  90-dOn  V 

62.  Charyi  Kupiaiaaa  on  behalf  of  April 
Hall.  NarimHa.  Ti  iiiiiwiii.Claima  Court 
Number  90^087  V 


«3.  Oaaial  PMarson.  Sr..  on  behalf  of  Daniel 
Peterson.  ►-.  Dubuque.  Iowa.  Claims  Court 
Number  90-3088  V 

64.  Jb)9sr  Madris  od  bafaaif  of  Gouitaey 
Madris,  White  Plains,  New  York. Clainn 
Court  Number  90-3069  V 

65.  Charlotte  May  onhehalf  of  Bruce  May. 
Flint.  Michigan.  Qalms  Court  Number  90- 
3090V 

66  Geonte  WiiKams  on  behrif  of  Kathaiine 

Williams.  Cohimbus.  Ohio.  Claims  Court 
Number  90-3091  V 

67.  Incoronato  Stasi  on  behatf  of  Anna 
Maria  Stasi.  Glen  Cove.  New  York,  aaims 
Court  Nuaaber  90-3092  V 

68.  Bobby  L  Mikell  on  behalf  of  Robert  W. 
Mikell.  Statesboro.  GeorgU.  Qaims  Court 
Number  90-3093  V 

69.  Deanne  Whiihite  on  behalf  of  )oynl la 
Whilhite.  Pear  Harbor  Naval  Base.  Hatvatl, 
Claims  Court  Number  90-3094  V 

70.  Nonna  Richardson  on  behalf  of  Hngan 
Richardson.  ColunibMS.  Ohio,  Claims  Court 
Number  90-3095  V 

71.  Mary  Vargo.  Oregon,  Ohio,  aaims 
Court  Number  90-3096  V 

72.  Lee  Fi-sher  on  behalf  of  Matthew  Fisher, 
Greenbrae.  California.  Qaims  Court  !*hmibBr 
90-3097 V 

73.  David  Marling  on  behalf  of  Elisabeth 
Mvling,  Lake  Station,  lodiana.  Claims  Court 
Number  90-3096  V 

74.  Louie  Dean  on  behalf  of  Daniel  Dean. 
Greensbora  North  Carolina.  Claims  Court 
Number  90-3099  V 

75.  Amanda  Glover,  Chillicothe,  Ohio. 
Qairos  Court  Number  90-3100  V 

76.  Teresa  Dvorak  on  behalf  of  Michelle 
Briley,  Irving,  Texas,  Claims  Court  Number 
90-3101  V 

77.  Katherine  Nelson  on  behalf  of  Mary 
Neisoo.  Colorado  Spriofts.  Colorado.  Claims 
Court  Number  90-3102  V 

78.  Lany  Grinder  on  behalf  of  Jeremy 
Grinder.  Biloxi.  Mississippi.  Claims  Court 
Number  90-3103  V 

79.  Barbara  Sacco  on  behalf  of  Louis  Sacco, 
New  Haven.  Connectictit,  Claims  Ck)urt 
Number  90-3104  V 

80  Constance  Belda.  Oregon  City.  Oregon, 
Claims  Court  Number  90-3105  V 

81.  Deak  Sherrell  on  behalf  of  Kimbarly 
Sherrell.  Merced,  California.  Claims  Court 
Number  90-3106  V 

82.  Kacis  BotUr  on  behalf  of  Tyrone  Butler, 
Deceased.  Covington,  Tenneeaee.  Claims 
Court  Nomber  90-3107  V 

83.  Clarenoe  Brawn  on  behalf  of  Michael 
Brown,  Deceased,  IndianapoHs,  Indiana, 
aaims  Court  Number  90-3106  V 

84.  Jill  Litwiller,  Manaon.lowra,ClaiaB8 
Court  Nuaober  90-3109  V 

85.  Glade  Johnson  on  behalf  of  Ksndsa 
foknaon.  Graofier,  Utah.  Claims  Court 
Number  90-3110  V 

86.  H>y  BrtMdbrook  on  behalf  of  Sbarry 
Grant,  Bridgeport.  ConiMcticut,  ClaifiM 
Council  Number  90-3111  V 

S7.  )MMt  Winfiekl.  Baltimore,  Maryland. 
Chams  Coort  Number  90-31 12  V 

88.  Diane  Brown  on  behalf  of  Steven 
Brown.  OiicagD.  lUiaoia.  Claims  Court 
Number  90-3113  V 

99.  Staven  Brinkloy  oa  behairofCiMd 
Brinkiey.  Denver.  Colorado.  Claims  Court 
Number  90-3114  V 


90.  Maria  ftodriguar  on  behaK  of  Katya 
Pittich,  CWiliM.  Puerto  Rioo.OaiBB  Coart 
Number  90-S11SV 

91.  Tteu  and  Ly  Do  OQ  bahalf  of  Uy«Q  Do. 
SavMnah  Georgia,  Oaims  Court  Number 
90-3116  V 

92.  CoUa  Nelson  oo  behalf  of  Brett  Nelson. 
Minoeapolb.  Mioneaota,  Claims  Court 
Number  90-3117  V 

93.  Virginia  Sahzman  on  behalf  of  Corey 
Saltzraan,  Deceased,  Boeeman,  Montaaa, 
Claims  Court  Number  90-3118  V 

94.  Julia  Sing  on  behalf  of  John  Safaaoad. 
Los  Gatos,  Caliionua.  Ciains  Court  NurUmt 

90-3119  V 

as.  Richard  Myers  on  behalf  of  johnathan 
Myers.  Corvallis,  Oregon,  Oainu  Court 
Number  90-31 20  V 

96.  Robert  O'Hara.  Jamaica.  New  York, 
aahns  Court  Number  90-3121  V 

97.  Ptancas  LaFavor.  Chicago,  IlllnoU, 
dakns  Court  Number  90-31 22  V 

98.  Scott  McMiUaa  on  behalfoTRachd 
McMillan.  Socheeter.  New  York.  Claims 
Court  Nuaaber  90-3123  V 

99.  JefEroy  Agee  on  behalf  of  Marshall 
Agee.  Abilene.  Texas.  Claims  Court  Number 
90-3124V 

100.  Carol  Tharp  on  behalf  of  Jennifer 
Tharp.  Texarkana,  Texas,  Clums  Court 
Number  90-3125  V 

101.  David  Little  oo  behalf  of  David  Little, 
U.  Winston  Salem,  North  Carolina,  aaiou 
Court  Number  90-3126  V 

102.  Pete  Ross  on  behalf  of  Peter  Roes, 
Hazani.  Keahicky.  Claims  Court  NuiibeT  90- 

3127  V 

103.  Robert  Haugh  on  behalf  of  Kevin 
Haugh.  Nashville.  Tennessee,  aaims  Court 
Number  90-3128  V 

104.  Loretta  Kauffman  of  behalf  of  AlHson 
Berry.  Houston.  Texas.  Qain»  Court  Nimiber 
90-3129  V 

105.  David  Augustine  on  behalf  of  Denise 
Augustine.  Milpitas.  CalUbmia.  Clahas  Court 
Number  90-3 130  V 

106.  Debra  Russell.  Cut  Bank.  Mootana. 
aaims  Coort  Number  90-3131  V 

107.  Bridgette  Heller,  Evanston.  Illinois, 
aaims  Court  Number  90-3132  V 

108.  James  laculla,  Philadelphia, 
Pennsylvania,  Qaims  Court  Nundier  90-3133 
V 

109.  Doris  Powrell  on  behalf  of  Donny 
Powell,  Shseveport,  Louisiaaa.  Oahas  Court 
Number  90-3134  V 

110.  Jacqueline  Almeida  on  behalf  of 
Norman  Alemida,  Fall  River.  Massachusetts, 
Claims  Court  Number  90-3135  V 

111.  Kathleen  Slattery,  Lincoln.  Nebraska, 
Claims  Court  Number  90-3136  V 

112.  Oscar  Wolf  on  behalf  of  Michael  Wolf. 
Deceased,  Niagara  Falls.  New  Yorii,  dahns 
Court  Number  90-3137  V 

113.  Oscar  Wolf  on  behalf  of  Melissa  WoK, 
Ni^aia  FaUs,  New  York.  Claims  Court 
Number  90-J136V 

114.  Leslie  Raid.  Salina.  Kansas.  ClaiflM 
Court  Number  90-3139  V 

115.  Robert  Dinges  on  behalf  of  Christlaa 
Din^.  Pittsburgh.  Paonsylvania.  dalou 
Court  Number  90-3140  V 

116.  FaKb  Prey  on  behalf  of  Sfaawa 
Brunner,  Allentawm,  Peimsylvaiila,C!afaiit 
Court  Nuoriiar  90-3141 V 
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117.  Gene  Evans  on  behalf  of  Tammy 
Evans,  Deceased,  Charlotte,  North  Carolina, 
Qaims  Court  Number  90-3142  V 

118.  Lisa  Rogers,  Salina,  Kansas,  Claims 
Court  Number  90-3143  V 

119.  Albert  Bauer  on  behalf  of  Ernest 
Bauer,  Skokie,  Illinois,  Claims  Court  Number 
90-3144  V 

120.  Foster  Nelson  on  behalf  of  Heather 
Nelson,  Geveland,  Texas,  Claims  Court 
Number  90-3145  V 

121.  Deborah  Zingale,  Denver,  Colorado, 
Claims  Court  Number  90-3146  V 

122.  A.M.  Guy  on  behalf  of  Cecil  Guy, 
Columbia,  Louisiana,  Claims  Court  Number 
90-3147  V 

123.  Sandra  Hazeltine  on  behalf  of 
Nickolas  Hazeltine,  Penacook,  New 
Hampsliire,  Qaims  Court  Number  90-3148  V 

124.  Toni  Foster  on  behalf  of  Christian 
Branch,  Brooklyn,  New  York.  Claims  Court 
Number  90-3149  V 

125.  Janet  Patterson,  East  Moline,  Illinois, 
Claims  Court  Number  SO-31 50  V 

126.  Herbert  Horil,  Chalmette,  Louisiana. 
Qaims  Court  Number  90-3151  V 

127.  Don  Stevenson  on  behalf  of  Emily 
Stevenson.  Ogden,  Utah,  Claims  Court 
Number  90-3152  V 

128.  Lorraine  Gonzales,  Detroit,  Michigan. 
Qaims  Court  Number  90-3153  V 

129.  John  Bell,  Sr.  on  behalf  of  John  Bell, 
Jr.,  Atlanta,  Georgia,  Claims  Court  Number 
90-3154  V 

130.  Thomas  Molhook,  Bakersrield, 
Qalifomia,  Claims  Court  Number  90-3155  V 

131.  Cheryl  Lewis,  Devils  Lake.  North 
Dakota,  Claims  Court  Number  90-3156  V 

132.  Jackie  Meredith  on  behalf  of  Sara 
Meredith,  New  Albany,  Indiana.  Qaims 
Court  Number  90-3157  V 

133.  Carrie  Zampino  on  behalf  of  Kathleen 
Zampino,  Girard,  Pennsylvania,  Claims  Court 
Number  90-3158  V 

134.  Mariene  Finley  on  behalf  of  Jamie 
Finley.  Dearborn,  Michigan,  Claims  Court 
Number  90-31 59  V 

135.  Darryl  and  Tyiese  Clark  on  behalf  of 
Keyonna  Clark,  La  Plata,  Maryland.  Qaims 
Court  Number  90-3160  V 

136.  Francis  Mayer,  Port  Washington, 
Wisconsin,  Qaims  Court  Number  90-3161  V 

137.  Jennifer  Payne,  Albuquerque,  New 
Mexico,  Claims  Court  Number  90-3162  V 

138.  Sue  Patzeron  behalf  of  Joshua  Patzer, 
Vallejo,  California,  Claims  Court  Number  90- 
3163  V 

139.  Ronald  Moline  on  behalf  of  Sean 
Moline,  Raytown,  Missouri,  Qaims  Court 
Number  90-3164  V 

140.  Shirley  Rae  Weaver  Nelson,  Ogden, 
Utah,  Claims  Court  Niunber  90-3165  V 

141.  Anna  Wiikerson  on  behalf  of  q^]TelI 
Wilson,  Washington,  Pennsylvania.  Qaims 
Court  Number  90-3166  V 

142.  Bruce  Presley  on  behalf  of  Bruce 
Douglas  Presley,  Ann  Arbor,  Michigan, 
Qaims  Court  Number  90-3167  V 

143.  Mami  Etherton  on  behalf  of  Kasey 
Etherton.  Gastonia,  North  Carolina,  Qaims 
Court  Number  90-3168  V 

144.  Floyd  Gunther  on  behalf  of  Floyd 
Gunther,  Jr.,  Aiken,  South  Carolina,  Claims 
Court  Number  90-3169  V 

145.  Catherine  Heller  on  behalf  of  Carolyn 
Heller,  Detroit,  Michigan,  Qaims  Court 
Number  90-3170  V 


146.  Bernard  Kilday  on  behalf  of  James 
Kilday,  Arlington,  Virginia,  Claims  Court 
Number  90-3171  V 

147.  Irene  Russell  on  behalf  of  John 
Russell,  Pittsburgh,  Pennsylvania.  Claims 
Court  Number  90-3172  V 

148.  Michael  Dyer,  Battle  Creek.  Michigan. 
73.  Qaims  Court  Number  90-3173  V 

-149.  Leslie  Hudson  on  behalf  of  Jared 
DeFazio,  Delmar,  New  York.  Claims  Court 
Number  90-3174  V 

150.  Rajendra  Desai  on  behalf  of  Kiran 
Desai,  Deceased,  Evanston,  Illinois,  Qaims 
Court  Number  90-3175  V 

151.  Annette  Spanier  on  behalf  of  Jared 
Spanier,  Langdon.  North  Dakota,  Qaims 
Court  Number  90-3176  V 

152.  Jonathan  Alberding,  Tucson,  Arizona, 
Claims  Court  Number  90-3177  V 

153.  Anna  Low  on  behalf  of  Robert  Low, 
Orange.  California,  Qaims  Court  Number  90- 
3178  V 

154.  Nanelle  Racz  on  behalf  of  Charles 
Racz,  Key  West,  Florida,  Claims  Court 
Number  90-3179  V 

155.  Lucille  McCauley  on  behalf  of  Joseph 
McCauley,  Oklahoma  Qty,  Oklahoma, 
Qaims  Court  Number  90-3180  V 

156.  Barbara  Johnson  on  behalf  of  Brandon 
Johnson,  Stone  Mountain,  Georgia,  Qaims 
Court  Number  90-3181  V 

157.  Martha  McWllliams,  Little  Rock. 
Arkansas,  Claims  Court  Number  90-3182  V 

158.  Patricia  Dyer  on  behalf  of  Samurah 
Sykes,  Mt.  Pleasant,  Pennsylvania,  Qaims 
Court  Number  90-3183  V 

159.  Lori  Bodga,  Chicago,  Illinois,  Qaims 
Court  Number  90-3184  V 

160.  Cynettie  Sanders  on  behalf  of  Nartisa 
Sanders,  Warner  Robins,  Georgia,  Qaims 
Court  Number  90-3185  V 

161.  Carolyn  Sipes  on  behalf  of  Jeremy 
Sipes,  Jackson,  Michigan,  Claims  Court 
Number  90-3186  V 

162.  Phyllis  Sutton  on  behalf  of  Jeffrey 
Silke,  Deceased,  Denver.  Colorado,  Qaims 
Court  Number  90-3187  V 

163.  Richard  Martinez  on  behalf  of  John- 
Paolo  Martinez,  Albuquerque,  New  Mexico, 
Claims  Court  Number  90-3188  V 

164.  Debrah  Reiter,  Sioux  Falls,  South 
Dakota,  Qaims  Court  Number  90-3189  V 

165.  Steven  Haas  on  behalf  of  Andrew 
Haas,  King  of  Prussia,  Pennsylvania,  Claims 
Court  Number  90-3190  V 

166.  Nick  Pamell  on  behalf  of  Christine 
Pamell,  Dallas.  Texas,  Qaims  Court  Number 
90-3191 V 

167.  Rosemary  Kalil  on  behalf  of  Anjuli 
Mendoza,  Houston,  Texas,  Qaims  Court 
Number  90-3192  V 

168.  Robert  Adams  on  behalf  of  Tina 
Adams,  Great  Lakes,  Illinois,  Claims  Court 
Number  90-3193  V 

169.  Angela  Thompson  on  behalf  of 
Terrance  Thompson,  Houston.  Texas,  Claims 
Court  Number  90-3194  V 

170.  Dennis  Black  on  behalf  of  Daniel 
Black,  Rapid  City,  South  Dakota,  Claims 
Court  Number  90-3195  V 

171.  Martin  Andrews,  Cotonou. 
DAHOMEY.  West  Africa.  Qaims  Court 
Number  90-3196  V  and  90-3197  V 

172.  Robert  Jones,  Barbourville,  Kentucky. 
Claims  Court  Number  90-3198  V 


173.  Janet  MoCutchan  on  behalf  of  Stacey 
McCutchan,  Lafayette,  Indiana,  Qaims  Court 
Number  90-3199  V 

174.  Alberta  Williams  on  behalf  of  Billy 
Rowlett,  Jr.,  Stickney.  Illinois.  Claims  Court 
Number  90-3200  V 

175.  Robert  Joseph  on  behalf  of  Lesley 
Joseph,  Deceased,  Evanston.  Illinois,  Qaims 
Court  Number  90-3201  V 

176.  Qyde  Shaw  on  behalf  of  Brian  Shaw, 
Seattle,  Washington,  Qaims  Court  Number 
90-3202  V 

177.  Daniel  Eichten  on  behalf  of  Debra 
Eichten,  Roseville,  MinnesoU,  Claims  Court 
Number  90-3203  V 

178.  Muriel  Quistman  on  behalf  of  Cole 
Christman,  Bakersfield,  California,  Claims 
Court  Number  90-3204  V  and  90-3205  V 

179.  Jacquelyn  Peterson  on  behalf  of 
Matthew  Peterson.  Poughkeepsie,  New  York. 
Qaims  Court  Number  90-3206  V 

180.  Diane  Bradfield  on  behalf  of  Mindy 
Bradfleld,  Wilmington.  Delaware,  Qaims 
Court  Number  90-3207  V 

181.  Muriel  Ellis,  Homer,  New  York, 
Claims  Court  Number  90-3208  V 

182.  Shirley  Shaw  on  behalf  of  Shirley  Jean 
Preston,  Chester,  Pennsylvania.  Qaims  Court 
Number  90-3209  V 

183.  Danny  Davidson  on  behalf  of  Erin 
Davidson,  Arcadia,  Louisiana,  Claims  Court 
Number  90-3210  V 

184.  Adrian  Diaz,  Coral  Gables,  Florida, 
Claims  Court  Number  90-3211  V 

185.  Jill  DeValk  on  behalf  of  Matthew 
DeValk.  Kankakee,  Illinois,  Claims  Court 
Number  90-3212  V 

186.  Richard  Maccabe  on  behalf  of  Kenneth 
Maccabe,  Reynoldsbuig.  Ohio,  Claims  Court 
Number  90-3213  V 

187.  Jack  Nichols  on  behalf  of  Frederick 
Nichols,  Denver,  Colorado,  Qaims  Court 
Number  90-3214  V 

188.  Steven  Brinkley  on  behalf  of  Cocille 
Brinkley,  Deceased,  Greeley,  Colorado, 
Claims  Court  Number  90-3215  V 

189.  Christopher  ShefTield,  Chattanooga, 
Tennessee,  Claims  Court  Number  90-3216  V 

190.  Joan  Arrowood  on  behalf  of  Mark 
Arrowood,  Deceased,  Doylestown, 
Pennsylvania,  Qaims  Court  Number  90-3217 
V 

191.  Eugene  Robinson  on  behalf  of  Jesse 
Robinson,  USAF,  United  Kingdom.  Qaims 
Court  Number  90-3218  V 

192.  Patricia  Kennedy  on  behalf  of  Charles 
Kennedy,  Elizabethtown,  Kentucky,  Qaims 
Court  Number  90-3219  V 

193.  Gary  Sisler  on  behalf  of  Carrie  Sisler, 
Hutchinson,  Kansas,  Qaims  Court  Number 
90-3220 V 

194.  Stephen  Paolantonio  on  behalf  of 
Stephen  Eli  Paolantonio,  Deceased,  Bryn 
Mawr,  Pennsylvania.  Qaims  Court  Number 
90-3221  V 

195.  Keith  Dale  Baker,  Tahlequah, 
Oklahoma,  Qaims  Court  Number  90-3222  V 

196.  Patricia  Lesniak  on  behalf  of 
Christopher  Lesniak.  Wheeling,  Illinois, 
Claims  Court  Number  90-3223  V 

197.  Ann  Barfoour,  Buriington,  Vermont, 
Qaims  Court  Number  90-3224  V 

198.  Robert  Si%vy.  Lackawanna,  New  York. 
Qaims  Court  Number  90-3225  V 
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Dated:  December  31 .  1992. 
Reherl  G.  HanMS. 

Administrator. 

IFR  Doc  9J-313  Filed  1-7-93;  8:45  am] 
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Dated:  December  24. 1992. 
Susan  K.  Feklmam. 

Committee  idanagement  Ofpcer.  NIH. 
(FR  Doc  83-428  Filed  1-7-93;  8:45  ami 
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National  Institutaa  of  Haalth 

Nalkmai  Cancar  Inatituta;  Maeting  of 
tha  Cancar  Biology-Immunology 
Contracta  Raviaw  Committaa 
(Subcommlttaa  C) 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  a  meeting  of 
Subcommittee  C,  of  the  Cancer  Biology- 
Immunology  CkMitrects  Review 
Committee,  National  Cancer  Institxite, 
National  Instittrtes  of  Health,  January 
27-29. 1993,  at  the  Chevy  Chase 
Holiday  Inn.  in  the  Chase  Conference 
Room.  5520  Wisconsin  Avenue.  Chevy 
Chase.  Maryland  20814.  This  meeting 
will  be  open  to  the  public  on  January  27 
form  8:30  a.in.  to  930  a.m.  to  discuta 
administrative  details.  Attendance  by 
the  public  will  be  limited  to  space 
available. 

In  accordance  with  provisions  set 
forth  in  sections  552b(c)(4)  and 
552(b)(6).  title  5.  U.S.C  and  section 
10(d)  of  Public  Law  92-463.  the  meeting 
will  be  closed  to  the  public  from  0.-30 
a.m.  on  January  27  to  adjournment  on 
January  29  for  the  review,  discussion, 
and  evaluation  of  individual  contrart 
proposal*.  These  proposals  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material  and 
personal  information  concerning 
individuals  associated  with  the 
propo<;als.  disclosure  of  which  would 
constitute  a  clearly  unwanantsd 
invasion  of  personal  privacy. 

The  Committee  Management  Officer. 
National  Cancer  Institute.  Building  31. 
room  10A06,  National  Institutes  of 
Health.  Bethesda.  Maryland  20892.  Tel. 
301/496-5708,  will  provide  summaries 
of  the  meeting  and  rosters  of  committee 
members  upon  request. 

Dr.  Lalita  D.  Palekar.  Scientific 
Review  Administrator.  Cancer  Biology- 
Immunology  Contracts  Review 
Subcommittee  C.  5333  Westfwrd 
Avenue,  room  805.  Bethesda.  Maryland 
20892.  Tel.  301/496-7575,  will  furnish 
substantive  program  information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Numbers:  93.393.  Cancer  Cause  and 
Prevention  Research;  93.394.  Cancar 
Detection  and  Diagnosis  Research;  93.395. 
CaaoorTreatnwat  Research;  93.396.  Cancer 
Biology  Research;  93.397.  Cancer  Ceaters 
Support;  93 J«e.  Cancar  lUieaarch  Unafluww, 
93.399.  Cancer  Caotrol) 


Natiofial  insUtutea  of  Haatth  (NIH) 

National  Inatituta  on  Aging;  llaallng  ol 
tha  National  Advfaory  CouncU  on 
Aging 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  ^ven  of  tha  meeting  of 
the  National  Advisory  Council  on 
Aging.  National  Institute  on  Aging. 
January  28-29, 1993.  to  be  held  at  the 
National  Institutes  of  Health.  Building  1. 
Wilson  Hall,  Bethesda.  Maryland.  This 
meeting  will  be  open  to  the  public  on 
Thursday.  January  28,  from  8:30  a.m. 
until  1:30  p.m.  for  a  status  report  by  the 
Acting  Director,  NIA;  a  report  on  the 
Geriatrics  Program,  a  report  on  the 
Working  Group  on  Program,  a  report  on 
the  Advisory  Committee  to  the  Director, 
and  a  report  on  minority  activities.  The 
meeting  will  be  open  again  on  Friday. 
January  29  from  9  a.m.  until 
adjournment  for  a  report  on  the  NIA 
Intramural  Research  Program. 
Attendance  by  the  public  will  be  limited 
to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sees.  552b(c){4)  and  552b(cK6). 
title  5.  U.S.C  and  section  10(d)  of 
Public  Law  92-463.  the  meeting  of  the 
Council  will  be  closed  to  the  public  on 
January  28  from  1:30  p.m.  to  recess  for 
the  review,  discussion  and  evaluation  of 
grant  applications. 

The  applications  and  the  discussions 
could  reveal  confidential  trade  secrets 
ox  commercial  property  such  as 
patentable  material  and  personal 
information  concerning  individuals 
associated  with  the  applications,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Ms.  June  McCann,  Committee 
Management  Officer  for  the  National 
Institute  on  Aging,  National  Institutes  of 
Health,  Gateway  Building,  7201 
Wisconsin  Avenue,  suite  2C218. 
Bethesda.  Maryland  20892  (301/496- 
9322).  will  provide  a  summary  of  the 
meeting  and  a  roster  of  committee 
members  upon  request. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.866.  Aginj?  Research. 
National  institutes  of  Health.) 
Dated:  December  24. 1992. 
Susan  K.  Fetdmaii, 
Committee  Management  Officer.  NIH. 
IFR  Doc.  93-432  Fitad  1-7-93: 8:45  am} 
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riatlonal  Inatitula  on  Alcohol  Abuaa 
and  Alcotioiism;  Meeting  of  ttw 
National  Advlaory  Council  on  Alcohol 
Abuaa  and  Alcoholiam 

Pursuant  to  Public  Law  92-483. 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  Council  on 
Alcohol  Abuse  and  Alcoholism. 
National  Institute  on  Alcohol  Abuse  and 
Alcoholism.  February  4  and  5, 1993, 
Bethesda  Marriott  Hotel,  5151  Pooka 
Hill  Road.  Bethesda.  MD  20814. 

This  meeting  will  be  open  to  the 
public  on  February  4  from  9  a.m.  to  3 
p.m.  to  discuss  adininistretive  details  or 
other  issues  relating  to  council 
activities.  Attendance  by  the  public  vrill 
be  limited  to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sees.  552b(c)(4)  and  552b(c)(6), 
title  5,  U.S.C  and  section  10(d)  of 
Public  Law  92-463,  the  meeting  will  be 
closed  to  the  public  on  February  4  from 
3  p.m.  to  adjournment  on  February  5  for 
the  review,  discussion  and  evaluation  of 
individual  grant  applications.  The 
applications  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patmitable 
material,  and  personal  information 
concerning  individuals  associated  with 
the  application,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

In  accordance  v^th  the  provisions  set 
forth  in  sea  552b(c)(9)(B).  title  5.  U.S.C. 
the  Council  meeting  will  also  be  closed 
to  the  public  on  February  4  from  3  p.m. 
to  adjournment  on  February  5  for 
possible  discussion  and  preparation  of 
comments  Council  may  widi  to  submit 
to  the  Director,  NIH,  for  inclusion  in  the 
biennial  report  to  the  Congress. 
Premature  disclosure  of  such 
information  vrould  signiHcantly 
frustrate  implementation  of  proposed 
agency  actions. 

Ms.  Diana  Widner.  NIAAA  Conunittee 
Management  Officer.  National  Institute 
on  Alcohol  Abuse  and  Alcoholism, 
Parklawn  Building,  room  16C-20.  5600 
Fishers  Lane,  Rockville,  MD  20857. 
Telephone:  301/443-4375  will  provide  a 
summary  of  the  meeting,  roster  of 
council  members,  and  substantive 
program  information  upon  request 

Dated;  December  24, 1992. 
Susan  K.  Feldman. 
Committee  Management  Officet . .  fUi. 
IFR  Doc  93^29  Filed  1-7-93;  8;45  ami 
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NaOonal  Institule  of  Altorgy  and 
Infectious  tNaeasee;  Meettnge: 
National  Advisory  AHargy  and 
Infectious  Oiseaaaa  Coundl;  Acquired 
ImamnodeWciency  Syndrome 
SubcommHtee;  Allergy  and 
Immunology  SulwommKlae; 
Microbiology  and  Infactioue  Oiseeeea 
Subcomi^ttaa 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  National  Advisory  Alleigy  and 
Infectious  Diseases  Council,  National 
Institute  of  Allergy  and  Infectious 
Diseases,  and  its  Subcommittees  oo 
Febroary  &-10, 1993.  Meetings  of  the 
NAAIDC  Allergy  and  Immunology 
Subcommittee  and  NAAIDC 
Microbiology  and  Infectious  Diseases 
Subcommittee  will  be  held  at  the 
National  Institutes  of  Health.  Building 
31C.  Bethesda,  Maryland  20892.  The 
meeting  of  the  NAADIC  Acquired 
ImmunodeRciency  S}mdrome 
Subcommittee  will  be  held  at  the 
Bethesda  Holiday  Inn,  8120  Wisctmsin 
Avenue,  Bethesda,  Maryland  20814. 

The  meeting  of  the  full  Council  will 
be  open  to  the  public  on  February  8  in 
conference  room  6  from  appn>ximately 
1  p.m.  until  3:30  p.m.  for  opening 
remaris  of  the  Institute  Director, 
discussicHi  of  procedural  matters. 
Council  business,  and  a  report  from  the 
Institute  Director  which  will  include  a 
discussion  of  budgetary  matters.  The 
primary  program  will  include  a 
discussion  by  the  Director,  Division  of 
Reseerch  Gruits  on  issues  related  to 
NIAID  refened  applications  on  applied 
clinical  research,  as  well  as 
presentations  on  Ctironic  Fatigiie 
Syndrome,  Lyme  Disease,  congressional 
mandates  regarding  AIDS  Clinical  Trial 
Units,  refinements  in  \he  select  pay 
process,  and  an  update  on  large  scale 
vaccine  trials. 

On  February  0  the  meetings  of  the 
NAAIDC  Allergy  and  immunology 
Subcommittee  and  NAAIDC 
Microbiology  and  infectious  Diseases 
Subcommittee  will  be  open  to  the 
public  from  8:30  a.m.  until  recess.  Both 
subcommittees  will  meet  at  the  National 
bistitutes  of  Health,  Building  3lC  in 
conference  rooms  9  and  6  respectively. 
The  meeting  of  the  NAAIDC  Acquired 
Immunodeficiency  Syndrome 
Subcommittee  will  be  open  to  the 
public  from  8  a.m.  until  recess  on 
February  9  and  from  8  a.m.  until 
adjournment  on  February  10.  The 
subcommittee  will  meet  in  the 
Versailles  Ballroom,  Bethesda  Holiday 
bin,  8120  Wisconsin  Avenue,  Bethesda. 
Maryland. 

In  accordance  with  the  provisions  set 
forth  in  sections  552b(c)(4)  and 


552b(c)(6).  title  5,  U.S.C.  and  sec.  10(d) 
of  Public  Law  92-463,  the  meeting  of 
the  NAAIDC  Acquired 
Immunodeficiency  Syndrome 
Subcommittee,  NAAIDC  Allergy  and 
Immunology  Subcommittee  and  the 
NAAIDC  Microbiology  and  Infectious 
Diseases  Subcommittee  will  be  closed  to 
the  public  for  approximately  three  hours 
for  review,  evaluation,  and  discussion  of 
individual  grant  applications.  It  is 
anticipated  that  tins  will  occur  bom 
8:30  a.m.  until  approximately  1  p.m.  on 
February  8,  in  conference  rooms  4. 0 
and  6  respectively.  The  meting  of  the 
full  Council  will  be  closed  from 
approximately  3:30  p.m.  until  recess  on 
February  8  for  the  review,  discussion, 
and  evaluation  of  individual  grant 
applications.  These  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  end 
personal  information  concerning 
individuals  associated  with  the 
applications,  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Ms.  Patricia  Randall,  Office  of 
Research  Reporting  and  Public 
Response,  National  Institute  of  Allergy 
and  Infectious  Diseases,  Building  31. 
room  7A32,  National  Institutes  of 
Health,  Bethesda,  Maryland  20892, 
telephone  301-496-5717.  will  provide  a 
summary  of  the  meeting  and  a  roster  of 
the  committee  members  upon  request. 

Dr.  John  J.  McGowan,  Director, 
Division  of  Extramural  Activities, 
NIAID,  NIH,  Solar  Building,  room  4C07, 
6003  Executive  Boulevard,  Rockville. 
Maryland  20892,  telephone  301-496- 
7291,  will  provide  substantive  program 
information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93-855,  Immunology.  Allergic 
and  Immunologic  Diseases  Research ;  93.856, 
Microbiology  and  Infectious  Diseas*;, 
Research,  National  Institutes  of  H«ai(h.) 

Dated:  December  24, 1992. 
Susan  K.  Feldman. 
Comininee  Management  Gfficer.  NIH. 
(FR  Doc.  93-430  Filed  1-7-S3;  8:45  ami 
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National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases; 
Meeting  of  the  National  Diatietes  and 
Digestive  and  Kidney  Diseases 
Advisory  Council  and  its 
Subcommittees 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  a  meeting  of 
the  National  Diabetes  and  Digestive  and 
Kidney  Diseases  Advisory  Council  and 
its  subcommittees.  National  Institute  of 
Diabetes  and  Digestive  and  IGdney 


Diseases,  on  Febniary  10-11, 1993. 
Conferenoe  Room  10,  Building  31. 
National  Institutes  of  Health,  Bethesda, 
Maryland,  llie  meeting  will  be  open  to 
the  pid>lic  February  10,  from  8:30  a.m. 
to  12  noon  and  again  on  February  11, 
from  10  a.m.  to  adjournment  to  discuss 
administrative  details  relating  to 
Council  iNisiness  and  special  reports. 
Attendance  by  the  public  will  lie  limited 
to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sees.  552b(c)(4)  and  552b(cK6), 
title  5,  U.S.C.  and  section  10(d)  of 
Public  Law  92-463,  the  subcommittee 
and  full  Council  meeting  will  he  closed 
to  the  public  for  the  review,  discussion 
and  evaluation  of  individual  grant 
applications.  The  following 
subcommittees  will  be  closed  to  the 
public  on  February  10,  from  1  to  S  p.m.: 
Diabetes,  Endocrine  and  Metabolic 
Diseases;  Digestive  Diseases  and 
Nutrition:  and  Kidney,  Urologic  and 
Hematologic  Diseases.  The  full  Council 
meeting  will  be  closed  on  February  11, 
from  8:30  a.m.  to  10  a.m. 

lliese  deliberations  could  reveal 
confidential  trade  secrets  or  commercial 
property,  such  as  patentable  materials, 
and  personal  information  concerning 
individuals  associated  with  the 
applications,  disclosure  of  which  would 
constitute  a  clearly  imwarranted 
invasion  of  personal  privacy. 

Further  information  concerning  the 
Council  meeting  may  be  obtained  from 
Dr.  Walter  Stok,  Executive  Secretary. 
National  Diabetes  and  CNgestive  and 
Kidney  Diseases  Advisory  Council, 
NIDDK,  Westwood  Building,  room  657, 
Bethesda,  Maryland  20892.  (301)  496- 
7277. 

A  summary  of  the  meeting  and  roster 
of  the  members  may  be  obtained  from 
the  Committee  ManagementOffice, 
NIDDK.  Building  31.  room  9A19, 
National  Institutes  of  Health,  Bethesda. 
Maryland  20892.  (301)  496-6917. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.847-849.  Diabetes,  Endocrine 
and  Metabolic  Diseases;  I>ige8ti\'e  Diseases 
and  Nutrition;  and  Kidney  Diseases.  Urology 
and  Hematology  Research.  National  Institutes 
of  Health) 

Dated:  December  24. 1992. 
Susan  K.  Feldman. 
Committee  Management  Officer,  NIH. 
IFR  Doc  93-431  Filed  1-7-93;  8:45  am| 
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National  Institute  on  Deafness  and 
Other  Communication  Disorders; 
IMeeting  of  the  Reseerch  Priorities 
Suticommittee  of  the  National 
Deafness  and  Other  Communication 
Disorders  Advisory  Boerd 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  Research  Priorities  Subcommittee  of 
the  National  Oea&iess  and  Other 
Communication  Disorders  Advisory 
Board  on  February  19. 1^3.  The 
meeting  will  take  place  from  9  a.m.  to 
11:30  a.m.  in  Conference  Room  7, 
Building  3lC.  National  Institutes  of 
Health.  9000  Rockville  Pike.  Bethesda, 
Maryland  20892,  and  will  be  conducted 
as  a  telephone  conference  with  the  use 
of  a  speaker  phone. 

The  meeting,  which  will  be  open  to 
the  pubUc  ht>m  9  a.m.  to  11:10  a.m..  is 
being  held  to  discuss  scientific  advances 
in  the  Held  of  hearing  and  hearing 
impairment  since  the  National  Strategic 
Research  Plan  for  that  area  was 
developed.  Attendance  by  the  public 
will  be  limited  to  the  space  available. 

In  accordance  with  the  provisions  set 
forth  in  sec.  552b(c)(6).  title  5.  U.S.C 
and  section  10(d)  of  Public  Law  92-463. 
the  meeting  will  be  closed  to  the  public 
from  11:10  a.m.  to  adjournment  for  the 
discussion  and  recommendation  of 
individuals  to  serve  as  consultants  to 
tlie  Research  Priorities  Subcommittee. 
This  discussion  could  reveal  personal 
information  concerning  these 
individuals,  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Summaries  of  the  Subcommittee's 
meeting  and  a  roster  of  members  may  be 
obtained  from  Ms.  Mirene  Boemer, 
Acting  Executive  Director.  National 
Deafness  and  Other  Communication 
Disorders  Advisory  Board,  Building  31, 
room  3C08,  National  Institutes  of 
Health,  Bethesda,  Maryland  20892.  301- 
402-1129,  upon  request. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.173.  Biological  Research 
Related  to  Deafness  and  Other 
Communication  Disorders.) 
Dated:  December  24. 1992. 
Susan  K.  Feldman, 
Committee  Management  Offtcer,  NIH. 
IFR  Doc.  93-433  Filed  1-7-93:  8:45  ami 
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National  Institute  on  Drug  Abuse; 
IMeeting 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  a  meeting  of  an 
advisory  committee  of  the  National 
Institute  on  Drug  Abuse  for  January 
1993. 


The  National  Advisory  Coimdl  on 
Drug  Abuse  will  be  performing  review 
of  applications  for  Federal  assistance; 
therefore,  portions  of  this  meeting  will 
be  closed  to  the  public  as  determined  by 
the  Director,  NIH,  in  accordance  with  5 
U.S.C.  552b(c)(4)  and  552b(c)(6)  and 
section  10(d)  of  Public  Law  92-463. 

Summaries  of  the  meetings  and 
rosters  of  committee  members  may  be 
obtained  from:  Ms.  Camilla  L.  Holland, 
NIDA  Committee  Management  Officer. 
National  Institutes  of  Health.  Parklawn 
Building,  room  10-42.  5600  Fishers 
Lane,  Rockville,  MD  20857  (Telephone: 
301/443-2755). 

Substantive  program  information  may 
be  obtained  from  the  contacts  whose 
names,  room  numbers,  and  telephone 
numbers  are  listed  below. 

Committee  Name:  National  Advisory 
Council  on  Drug  Abuse. 

Meeting  Date:  January  27-28, 1993. 

Place:  National  Institutes  of  Health. 
Building  3lC.  Conference  Room  10. 
9000  Rockville  Pike.  Bethesda. 
Maryland  20892. 

Open:  January  27,  1993,  9  a.m.-l 
p.m.,  January  28, 1993,  9  a.m.-5  p.m. 

Closed:  January  27, 1993. 1  p.m.-5 
p.m. 

Contact:  Michael  S.  Backenheimer, 
PhD.  room  10-42.  Parklawn  Building. 
Telephone  (301)  443-2755. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Numbers:  93.277,  Drug  Abuse 
Research  Scientist  Development  and 
Research  Scientist  Awards;  93.278,  Drug 
Abuse  National  Research  Service  Awards  for 
Research  Training;  93.279.  Drug  Abuse 
Research  Programs.) 

Dated:  December  24, 1992. 
Susan  K.  Feldman. 
Committee  Management  Officer,  SIH. 
IFR  Doc.  93-434  Filed  1-7-93;  8:45  ami 
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National  Institute  on  Drug  Abuse; 
Meetings 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meetings  of 
the  review  committees  of  the  National 
Institute  on  I3rug  Abuse  for  February 
1993. 

These  meetings  will  be  open  to  the 
public  for  approximately  one-half  hour 
at  the  beginning  of  the  first  day  of  the 
meeting  for  announcements  and  reports 
of  administrative,  legislative,  and 
program  development.  Attendance  by 
the  public  will  be  limited  to  space 
available. 

As  indicated  below,  in  accordance 
with  provisions  set  forth  in  section 
552b(c){4)  and  552b(c)(6),  title  5,  U.S.C. 
and  section  10(d)  of  Public  Law  92-463, 
these  meetings  will  be  closed  to  the 


public  for  the  review,  discussion,  and 
evaluation  of  individual  grant 
applications  on  the  dates  indicated 
below.  These  applications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Siunmaries  of  the  meetings  and 
rosters  of  committee  members  may  be 
obtained  from:  Ms.  Camilla  L.  Holland, 
NIDA  Committee  Management  Officer, 
National  Institutes  of  Health.  Parklawn 
Building,  room  10-42,  5600  Fishers 
Lane.  Rockville.  MD  20857  (Telephone: 
301/443-2755). 

Substantive  program  information  may 
be  obtained  from  the  contacts  whose 
names,  room  numbers,  and  telephone 
numbers  are  listed  below. 

Committee  Name:  Biochemistry 
Research  Subcommittee.  Drug  Abuse 
Biomedical  Research  Review 
Committee. 

Meeting  Date:  February  9-11. 1993. 
Place:  Bethesda  Marriott.  5151  Pooks 
Hill  Road,  Bethesda.  MD  20814. 
Open:  February  9.  9  a.m.  to  9:30  a.m. 
Closed:  9:30  a.m..  February  9.  to 
adjournment  on  February  11. 

Contact:  Rita  Liu.  Ph.D..  room  10-42. 
Parklawn  Building.  Telephone  (301) 
443-2620. 

Committee  Name:  Pharmacology  II 
Research  Subcommittee,  Drug  Abuse 
Biomedical  Research  Review 
Committee. 
Meeting  Date:  February  9-11. 1993. 
Place:  Bethesda  Marriott.  5151  Pooks 
Hill  Road.  Bethesda.  MD  20814. 
Open:  February  9,  9  a.m.  to  9:30  a.m. 
Closed:  9:30  a.m..  February  9.  to 
adjournment  on  February  11. 

Contact:  Gamil  Debbas,  Ph.D.,  room 
10-42,  Parklawn  Building.  Telephone 
(301)  443-2620. 

Committee  Name:  Pharmacology  I 
Research  Subcommittee.  Drug  Abuse 
Biomedical  Research  Review 
Committee. 
Meeting  Date:  February  9-12, 1993. 
P7ace.  Bethesda  Marriott,  5151  Pooks 
Hill  Road.  Bethesda.  Maryland  20814. 
Open:  February  9,  9  a.m.  to  9:30  a.m. 
Closed:  9:30  a.m.,  February  9,  to 
adjournment  on  February  12. 

Contact:  Syed  Husain.  Ph.D..  room 
10-42,  Parklawn  Building.  Telephone 
(301)  443-2620. 

Committee  Name:  Drug  Abuse 
Clinical  and  Behavioral  Research 
Review  Committee. 
Meeting  Date:  February  9-12. 1993. 
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Place:  Hyatt  Sagency  Bethesda,  One 
Bethesda  Metro  Center.  Bethesda. 
MaiylaiMi  20814. 

Open:  Febnieiy  8. 0  ajn.  to  0:30  e.m. 

Closed:  9:30  aJB..  Fafaniaiy  9.  to 
idjouniment  en  Febniaiy  12. 

Contact:  Daniel  L.  hfintz.  rooxn  10-22. 
Parklawn  Building.  Telephone  (301) 
443-0042. 

Conunittee  Name:  Drug  Abuse 
Epidemiology  and  Prevration  Reeeaich 
Review  ConuBittee. 

Meeting  Date:  February  9-12, 1993. 

Place:  Hyat!  Regency  BeUiesda.  One 
Bethesda  Metro  Center,  Betheeda. 
Maryland  20814. 

Open:  February  9.  9  a.m.  to  9:30  a.m. 

Closed:  9:30  a.m..  February  9.  to 
adjournment  on  February  12. 

Contact:  Raquel  Ciider,  Ph  JX,  room 
'10-22,  Parklawn  Building.  Telephone 
(301)  443-9042. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Numbers:  93.277,  Drag  Abuse 
Research  Sdaotist  Devetopment  and 
Keseardi  Scientist  Awards;  93.276,  Drug 
Abuse  National  Research  Senrice  Awards  for 
Research  Training;  93.279.  Drug  Abuse 
Research  Programs.) 

Dated:  December  14, 1902. 
Susan  K.  Feldmaa, 
Committee  Management  Officer.  NBL 
IFR  Doc  n-43S  niad  1-7-«3;  8:4S  un) 
BHXMa  ooK  SMa-et-n 


Meeting  on  Tfainlng  Requiraments  for 
Dental,  Oral  and  Craniofacial  CNnical 
Trials 

Notice  is  herrijy  given  that  the 
Extramural  Program.  National  Institute 


of  Dental  Roaenrch<  will  hold  an  open 
meeting  on  January  27, 1093,  from  10 
aJB.  until  3:30  pjn..  at  the  Holiday  Ian. 
SS20  WiscDOiui  Avenue,  Chevy  Qieae, 
Maryland  20615.  tdepbone  (301)  656- 
1500. 

The  objective  of  die  meeting  is  to 
solicit  comments  from  representatives  of 
the  academic  industrial  and 
governmental  oral  health  research 
communities  on  the  types  of  training 
needed  to  devek^  personnel  capable  of 
designing  and  conckicting  stateH>f-the- 
ert  clinical  trials  of  methods  for  the 
prevention,  diagnosis  and  treatment  of 
dental,  oral  and  cxaniofiacial  diseaeaa 
and  disorders.  Opportunities  for 
collaboration  to  provide  such  training 
will  be  discussed. 

Further  inEonnation  may  be  obtained 
from:  Dr.  Thomas  Valega,  Special 
Assistant  for  Manpower  Development 
and  Training,  Extramural  Program. 
NIDR.  NIH.  Westwood  Building,  Room 
503.  Bethesda.  Maryland  20892. 
telephone  (301)  496-6324. 

Dated:  December  23. 1992. 
Bamadiae  Haaljr, 

Director,  National  Institutet  of  Health. 
IFR  Doc  93-437  Filed  1-7-93;  8:45  am] 
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OMsion  of  Research  Grants;  INeettngs 

Pursuant  to  PuWic  Law  92-463. 
notice  is  hweby  given  of  the  meetings  of 
the  following  study  sections  for  January 
through  March  1993,  and  the 
individuals  from  whom  summaries  of 
meetings  and  rosters  of  committee 
members  may  be  obtained. 


■leetings  will  be  open  to  the 
public  for  approximately  one  half  hour 
«t  the  bagtnniog-of  the  fifst  aeaeioo  of 
the  first  day  €>f  the  meeting  during  the 
discussion  of  administrative  details 
relating  to  study  section  business. 
Attendance  by  the  public  will  be  limited 
to  9paoB  avuleble.  These  meetings  will 
be  closed  thereafter  in  accordance  with 
the  provisions  set  forth  in  sections 
5S2b(cX4)  and  SS2b(cX6).  title  5.  U.S.C 
and  section  10(d)  <rf  Public  Law  92-463. 
tor  the  review,  discussion  and 
•valuatitHi  of  individual  grant 
qipUcations.  These  epplications  and  the 
discussions  could  reveal  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the 
applications,  the  disclosure  of  whidi 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

The  Office  of  Conunittee 
Management.  Division  of  Research 
Grants,  Westwood  Building,  National 
Institutes  of  Health.  Bethesda.  Maryland 
20892.  telephone  301-496-7534  mil 
frimish  summaries  of  the  meetings  and 
rosters  of  committee  members. 
Substantive  program  information  may 
be  obtained  nom  each  scientific  review 
administrator,  whose  telephone  number 
is  provided.  Since  it  is  necessary  to 
sdiedule  study  section  meetings  months 
in  advance,  it  is  suggested  that  anyone 
planning  to  attend  a  meeting  contact  the 
scientific  review  administrator  to 
confirm  the  exact  date,  time  and 
location.  All  times  are  a.m.  imlesa 
otherwise  specified. 


Study  secaon 


Time 


Location 


Allergy  S  bnmunotoay.  Ml  HoMMd  M.  Bwman.  TeL  30^-406-7380 

Bacteitotogy  &  Mysotogy-I.  Oc  TkNaMiir  J.  Hamy.  TaL  301-496-7340 

Bacteriotogy  S  Mycology-g.  Or.  VMHam  BcmkIm,  Jr..  Tel.  301-496-7682 

Behavtotal  MaitoiNa.  iMs.  Can!  Caatptol.  TaL  801-49S-7IO0 

Btochemtcal  Endoorinolooy.  Or.  Michaal  Knadtt.  Toi.  3D1-48fr-74X 

BiochemWiy.  Or.  Molpiws  P.  Tolver.  Tsi.  301-496-7516 

BioOganic  8  HaYunt  PwSMCli  CtwmMy.  Or.  HaroU  RadOca  TeL  301-496- 

8823. 
eiopftysicai  ChemMiy.  Dr.  Join  SoMar,  TaL  301-486-7070 

Bi(M>syctx)iogy.  Dt  A  KaiH  Manay.  Tal.  301-406-7058 

Caidtovascular,  Dr.  QoMm  C  JBtmeoa.  TaL  301-486-7318 

CardhMBSGHlar  4  AanaL  Or.  AMhony  OtmQ.  TaL  301-48S-7001 

CeSular  BWagy  awd  Ptiyatomy  1.  Dr.  Oaiald  Oraenhoaaa.  TeL  301-408  8888 .. 
CaMar  Oiotogy  and  Pfiyatolaoy-8,  Or.  QaHwd  ewanapack.  Tel.  901-40e-M81 

Chemical  Pathology,  Dr.  Edmund  Copeland.  Tal.  301-496-7078 

OtagnosSc  Radtology.  Or.  Caltiartna  VMngala,  TeL  301-496-7650 

Endocrtnology.  Dr.  Mictwl  HnacM.  TaL  J01-4S6-7430 

Epidemiology  8  DUsssa  ConlfD»-1.  Dr.  Scott  Oabome,  Tel.  301-402-1920 

CpMawaologr  A  Oiaaaaa  Coittra^^  Or.  H.  M.  Stloa,  Tel.  301-496-7246 

ExpertmenW  CanaowaacuiarSdancaa.  Dr.  Rlchaitf  Paabody.  TeL  301-496-7940 

Expetlmental  Immunology,  Dr.  Cal>ait  latag.  Tal.  901-496-7236 

Experiment  Thenw>autlc»-1,  Dr.  Phllp  Pettdns,  TeL  301-496-7830 

EaparimanM  TlwapauUca-C.  Dt  Mama  Utwaok.  TaL  301-496-8848  — 

ExpertmenM  VtaJtogy.  Or.  OanaR  V.  Kaalar.  T«L  301-496-7474 

Oanam  Maaelwal>  1.  Or.  HaraMOavWMn.  T«l.  801-496-7797 
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8:30 

8:30  

8:30  — 
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8:30  — 
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8:30 
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8J0  — 
8:30  — 
8:30  — 

8:30 

A30  — 


HoMsy  Imk  CHwy  ChSM,  MD. 


MOSdMy  IM^  ClWVy  CHBMt  MD. 

7ta  QwQfllOMn  Inn,  WMMn^ton,  DC. 
NoMay  Inn,  Chewy  Chaaa.  MO. 


ln9ion,OC.  ^ 

Oranl  QoofQSlO'Mi  HOI0I,  wnMn^ton,  DCa 

HMUsy  wn,  c^w^  ^THSSt  mu> 
Mmvncfln  mn,  ocvwbqBi  rmj* 
HoAdiy  Inn,  Qsof^otoviff),  DC. 
Big  Sky  RMOft  Big  Sky,  MT. 
AHA  Hom,  WaaWngton,  Oa 
HoHay  Inn,  Betheada,  MO. 

riyaa  naganoy  noH^  i 
Cnnfcaaii  Saiaa  MoML  Chavy 

Waahinglon.  OC. 
The  Latfwm  HoieL  Qeoigatowm.  DC. 
KsytNldge  MairtoB  HoiaL  Aifingion,  VA. 
Embassy  SuMaa  HoM.  Chevy  Chaae  PavMon, 

Waahinglon,  DC. 
MK  Room  9.  Bidg.  31C.  Beihaada,  Ma 
NM.  Room  10,  aug.  31C  r 


MO. 
Ma 
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Qerwrai  Madtoirw  A-2.  Dr.  MuMh)  Khw.  Ttt  301-496-7140 

GMwral  matin*  B.  Dr.  DwM  McOofNtd.  T«L  301-496-7730 

Gwwiica.  Dr.  DwM  BwnondW.  T«t  301-496-7271 

Ganonw.  Dr.  Ctwryl  Conatn,  JtL  301-496-7886 

Hearing  Rmmith.  Dr.  Jomfh  Wmm,  T«t  301-496-7494 

Henwiology-1.  Dr.  Ctarti  tum.  T«t  301-496-7506 

Hwnalology-2.  Dr.  Jwrotd  FrtKt  T«L  301-496-7506  ™ 

Hunan  Omt^tofiamt «  AglnB-1.  Or.  Twwa  ImMn.  T«t  301-496-7025  

Hunwn  DrnttoprnvN  4  Agln^.  Dr.  Paggy  MoCwH^  Tat  301-496-7640  „... 

Hun«n  Dmt^bpmm*  «  Aglng^  Dr.  AnHa  SoMk.  Tat  301-496-8814 _.... 

Hunwn  Embryotogy  «  Da^atopmanl-I.  Dr.  Arthur  HooaisJand.  Tat  301-496-7597 

tmmmobtotogy.  Dr.  Bnioa  Maurar.  TaL  301-496-7780 _ 

liwTOinotoglcal  Sdanoaa,  Dr.  Mm  Coman  \MalnbM.  Tal.  301-496-7179  -..- 

Lung  Btoiogy  wtd  PaSwIogy,  Dr.  Anna  Clartt.  TaL  301-496-4673 


ManwiMlan  OanaUca.  Or.  Jany  Robarta.  TaL  301-402-1462 

Medkal  Bk)chanilatfy.  Dr.  Alaandar  Uaoouiaa.  TaL  X1-496-7S17 

Madfckvri  Chen«iy.  Dr.  Ronald  Dubola.  TaL  301-496-7107 

lyMabolc  Pathology.  Dr.  Maicalrai  PotMia.  TaL  301-496-5251  — 


Matabolsm.  Or.  Kriah  KrWvian,  TaL  301-496-7091  ~... 

Melallotiiochamistiy.  Dr.  Edward  ZapoMd,  TaL  »1-496-7733 

Mioobial  Ptiyswtogy  &  GanallcH.  Dr.  Martin  SMar.  TeJ.  301-496-7183 

Miciotiial  Physiology  &  6anadca-2.  Dr.  Gerald  UddeL  TeL  301-486-71X 

Molecular  &  CakJiar  Blophyalca.  Dr.  Nancy  Lamonlagna.  Tel.  301-496-7060 


January  Maidi 
1993  maaHngi 


Molecular  Biology.  Dr.  Robert  Su,  TeL  301-496-7830  

Molecular  Cytology.  Dr.  Rwneah  Nayak.  TeL  301-496-7149 

Neurological  Sdencee-1.  Or.  Andrew  MartanI,  Tel.  301-496-7279 
Neurological  Sdencea-^  Dr.  Stephen  GobeL  Tel.  301-496-8806 

Neurology  A.  Dr.  Joe  Marwah.  TeL  301-496-7095 

Neurology  B-1.  Or.  Swwel  Rawlngi,  TeL  301-496-7846  -.. 

Neurology  B-2.  Dr.  Henran  TaMbwim.  Tel.  301-496-7422 

Neurology  C.  Dr.  KemeSt  Nawrock.  TaL  30l-496-«59l ~ 

Nursing  ReeeercK  Dr.  Qertnide  McFartand.  TaL  301-496-0558 

Nutrtdoa  Dr.  Sooia  (On*.  TeL  301-496-7178  ~ 

Oral  Biology  A  Medhdna-I.  Dr.  Larry  PMua,  TaL  301-496-7818 

Oral  Biology  &  MedWna-2.  Dr.  Larry  PWwa,  Tel.  301-496-7818 

Orthopedh:s  «  MuscutoakaiaiaL  Ma.  laen  Stewart.  Tel.  301-496-7581 


Pathobiochemiatry.  Dr.  ZaMr  Bengal.  Tel.  301-496-7820 

Pathology  A,  Dr.  Jaaww*  Bhorjaa.  TeL  »l-496-7305 

Pathotogy  B.  Dr.  Martin  Padaiatialngh.  TaL  301-496-7244  . 

Phaimacotogy.  Dr.  Joaaph  Kalaar.  TaL  301-496-7406 

Phystoal  BkxhenMry.  Dr.  Qopa  RakMI.  TeL  301-496-7120 
Physkitogkal  ChenHaby.  Or.  Jany  Crib.  TeL  301-496-7837 
Physiotogy.  Or.  Mk:hael  A.  Lang.  TaL  301-496-7878 


Radatton.  Dr.  Paul  StiwSar.  TaL  X1-496-7073 _ 

Reproductive  Btotogy.  Or.  Abubakar  A.  ShaMi.  TeL  301-496-8857 

Reproductive  Endocrtnotogy.  Or.  Abubakar  A.  Shalk^  Tel.  301-496-8857 
Respiratory  A  Appaed  Phyatotogy,  Or.  Everett  SkvteL  Tel  301-496-7320  . 
Safety  A  Occupattorvl  HaaMh,  Or.  Oopal  Shamw.  Tel.  30i-49e-«723  ...... 

Sensory  Oisorden  A  Lviguaga.  Dr.  Jane  Hu.  TeL  301-496-7605 „ 

SodaJ  Sdencea  A  PopuMon.  Or.  Robert  Weler.  TeL  301-496-7906 

Suigery  A  Bioentfneering.  Or.  Paul  F.  Parakkal.  TeL  301-496-7506 

Surgety.  Anesthestotogy  A  Tiauma.  Dr.  Keith  Kianer.  Tel.  301-496-7771  . 

Toi*»togy-l.  Dr.  AMrad  MwozzL  Tel.  301-496-7570 

To)*»k)gy-2.  Or.  AMrad  ttanai.  TaL  X1-496-7570 


Tropk:^  Medk*w  A  PvasNotogy.  Or.  Jean  HhAnwn.  Tal.  301-496-1190 

Virotogy.  Or.  RM  Aiwnd.  TaL  301-496-7606 

Vtaual  Sdencea  A.  Dr.  AnNa  Swan.  TaL  301-496-7000 

Visual  Sdancee  B.  Or.  Leonard  Jskubnafc.  TaL  301-496-7251 

Vieual  Sdancae  C.  Dr.  Santuel  Rawanga.  TeL  301-496-7796 


Feb.  16-18 
Feb.  15-17 
Feb.  11-13 
Mar.  1-3  _ 

Fab.  22-24 
Feb.  18-20 
Feb.  17-19 

Fab.  16-18 
Feb.  10-12 
Feb.  22-24 

Feb.  18-19 
Feb.  24-26 
Feb.  17-19 
Fab.  »-12  .. 

Feb.  18-20 
Fab.  1&-17 
Feb.  24-26 
Feb.  17-19 


Feb.  17-19 
Fab.  25-27 
Feb.  24-26 

Feb.  17-19 
Feb.  11-13 

Fab.  11-13 
Feb.  4-6  .... 
Feb.  17-19 
Feb.  9-11  .. 
Mar.  1-^  ..„ 
Fab.  9-11  - 
Feb.  16-18 
Feb.  24-27 
Feb.  16-19 
Feb.  10-12 
Fab.  8-10  .. 
Fab.  1-3  .... 
Fab.  3-5  .... 


Tbna 


Fab.  24-26  . 
Fab.  9-12  „ 
Jan.  27-31  .. 
Feb.  24-26  . 
Feb.  22-24  . 
Feb.  18-20  . 
Fab.  10-12  . 

Fab.  8-10  ... 
Fab.  8-10  ... 

Fab.  1-a 

Feb. 15-17 
Feb.  17-18 
Fab. 10-12 
Feb.  25-27 
Feb.  1-2  .... 
Feb.  17-19 
Feb.  10-12 
Feb.  17-19 
Fab. 10-12 
Feb.  10-12 
Feb.  24-26 
Feb.  10-12 
Feb.  9-12  - 
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One  WashhiglDn  Orda  HotaL  WaaNngton.  DC. 

HoMay  mn.  Chevy  Chaaa.  MO. 

Ho«day  bin.  Batheeda.  MO. 

Einbaaay  SulM  HotaL  Chevy  Chasa  PvMqn, 

WaaNnglort.  PC. 
SL  Jamaa  HoM,  Washington.  DC. 
Hyatt  Regency  HotaL  BaSiaada.  MO. 
Efflbaaay  Sullaa  HoM,  CtMvy  Chasa  Pavtten. 

Washlnglon.  DC. 
OnwH  Shoraham  HotaL  WaaNngton.  DC 
HoUay  Inn.  Batiaeda.  MO. 
Efflbaaay  SuNaa  HoM.  Chevy  Chaaa  PavMon, 

Waahlnatoa  DC 
HoUay  mn.  Chavy  Chaaa.  MO. 
Hoaday  Inn.  Chavy  Chaaa.  MO. 
Hotday  mn.  Chavy  Chasa,  MO. 
HoMay  Inn.  Chavy  Chaaa,  MO. 

HoMay  mn,  Chavy  Chasa,  MO. 

St  Jamae  HoM.  Washington,  DC. 

Hyatt  Regency  HotaL  Batfieeda,  MD. 

Embassy  Sullaa  HoM  Chavy  Chase  PavHon. 
washlnglon.  DC. 

HoHday  mn.  Gaorgalown.  DC. 

Omrt  Georgetown  HoM  Washington,  DC. 

Embassy  Suites  HoM  Chevy  Chase  PavMon, 
Washmgton.OC. 

HolUay  mn.  Cnwna  Plaza.  RockvMe,  MO. 

Embassy  Suitaa.  Chevy  Chasa  PavHton,  Wash- 
ington, DC. 

Holday  mn.  Batheeda.  MO. 

Hoiday  mn,  Chavy  Chaaa,  MO. 

Holday  mn,  Chavy  Chase,  MD. 

Holday  mn,  Chavy  Chasa,  MO. 

Governor's  Houaa.  Washlnglon.  DC. 

Govanwr's  Houaa.  Washington,  DC 

Holday  mn.  Chavy  Chaaa,  MO. 

Omm  Gaoigelown  HoM  Washington,  DC. 

Holday  mn,  Crowna  Plaza,  RockvMa.  MO. 

noaldonca  mn  MankM.  Bethesda,  MO. 

St  James  HoM,  Washhigton.  DC. 

St  Jamae  HoM  Washington.  DC. 

Efflbaaay  Suites.  Chevy  Chasa  PavHon.  Wash- 
mglon,  DC. 

The  Savoy  Sulaa  HoM  Washington.  DC 

Holday  mn.  Crowna  Plaza.  RockvNa.  MO. 

Big  Sky  Reeort,  Big  Sky,  MT. 

American  mn,  Belhesda.  MO. 

Holday  mn.  Crowna  Plaza,  RockvMe,  MO. 

Holday  mn.  Bethaada.  MO. 

Efflbassy  Sullaa  HoM  Chavy  Chasa  PavOon. 
Washlnglon.  DC. 

ANA  HoM  Washington,  DC. 

Holday  mn.  Crowna  Plaza,  RockvM.  MD. 

Holday  mn,  Chavy  Chaaa,  MO. 

Holday  mn.  Chavy  Chaaa,  MO. 

Holday  mn.  Crowna  Plaza.  RockvBa.  MO. 

Holday  mn.  C^M  HM.  Washington,  DC. 

Holday  mn.  Chavy  Chaaa.  MO. 

HoMay  Inn.  Chavy  Chaaa.  MO. 

Holday  mn.  BaSweda,  MD. 

American  mn.  Battiasda,  MO. 

Afflarican  mn.  Bethaada.  MO. 

Holday  mn.  BeMiaada.  MO. 

Holday  mn,  Qaorgalown.  DC. 

Holday  mn.  Batheeda.  MO. 

Onwl  Qaorgelown  HoM  Washmgton.  DC. 

The  Georgetown  mn.  Gaoigeto«w«.  DC 


(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.306.  93.333,  93.337. 93.393- 
93.396.  93.837-93.844, 93.846-93.878. 
93.892. 93.893.  Natioiial  Institutas  of  Health, 
HHS) 


Dated:  December  24. 1992. 
Susan  K.  FeJdman. 
Committee  Management  Officer.  NIH. 
IFR  Doc.  93-436  Filed  1-7-93;  8:45  am) 
vuiNo  cooc  4i4a-ia-M 


Public  Health  Service 

Agency  Forms  Submitted  to  ttw  Office 
of  Manegement  and  Budget  for 
Cteerance 

Each  Fridav  the  Public  Health  Service 
(PHS)  publishes  a  list  of  information 
collectiim  requests  it  has  submitted  to 
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the  Office  of  Management  and  Budget 
(OMB)  for  clearance  in  complianoe  %vith 
the  Paperwori(  Reduction  Act  (44  U.S.C 
chapter  35).  The  following  requests  have 
been  submitted  to  OMB  since  the  list 
was  last  published  on  Friday,  December 
18, 1992. 

(Call  PHS  Reports  Clearance  Officer  on 
202-690-7100  for  copies  of  requests) 

1.  Waiting  List  Community 
Intervention  Project  (WLCIP>— New— 
This  controlled  field  experiment  vdll 
test  the  effectiveness  of  minimal 
intervention  (MI)  in  changing  HIV  risk 
behaviors  and  motivation  to  enter 
treatment  among  randomly  assigned 
waiting  list  applicants.  MI  at  three  drug 
programs  will  include  methadone  and 
self  help:  at  another  group,  counseling 
to  jail  inmate  applicants.  Respondents: 
Individuals  or  households:  Number  of 
Fespondents:  748;  Number  of  Responses 
per  Respondent:  1:  Average  Burden  per 
Response:  .56  hours:  Estimated  Annual 
Burden:  416  hours. 

2.  Emergency  Epidemic 
Investigations— 0020-0008— The 
Centers  for  Disease  Control  (CDC) 
receives  requests  firom  State  and  local 
health  departments  for  scientific, 
medical,  and  technical  assistance  in  the 
event  of  an  epidemic  or  medical 
emergency.  This  approval  is  used  so 
that  ox:  scientists  have  a  means  of 
collecting  data  once  in  the  field. 
Respondents:  Individuals  or 
households:  Number  of  Respondents: 
20,000:  Number  of  Responses  per 
Respondent:  1;  Average  Burden  per 
Response:  .25  hours:  Estimated  Annual 
Burden:  5,000  hours. 

3.  National  Practitioner  Dat*  Rank  for 
Adverse  Information  on  Physicians  and 
other  Health  Care  Practitioners — 
Regulations  and  forms  (45  CFR  Part 
60>— 0915-0216— This  request  is  for 
approval  of  two  additional  forms  for  the 
National  Practitioner  Data  Bank.  The 
first  would  be  used  in  a  biennial  survey 
of  entities  reporting  to  and  querying  the 
Data  Bank  to  recertify  eligibility.  The 
second  form  can  be  used  by  entities  to 
correct  information  in  the  Data  Bank 
record.  Respondents:  Individuals  or 
households.  State  or  local  governments. 
Businesses  or  other  for-profit.  Federal 
agencies  or  employees.  Non-profit . 
institutions.  Small  businesses  or 
oiganizations. 


TWe 

No.  oil*- 

Noolra- 

parra- 
apondart 

Awanga 
burdan 
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Endly  FHe  Up- 
date „...„ 
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0.2S 
0.2S 
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NaotKB- 
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Avamga 
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aponaa 

CuranHyAp- 
provadCot- 
taction  Bur- 
dan  

2S,6S0 

30 

.11 

Estimated  Total  Annual  Burden. 80,170 

4. 1993  Teenage  Attitudes  and 
Practices  Survey  n  (TAPS  II— Field 
Pretest  and  Final  Survey)— 0920-0310— 
The  Teenage  Attitudes  and  Practices 
Survey  II  (TAPS  II)  is  a  follow-up  study 
to  the  1989  Temiage  Attitudes  and 
Practices  Survey  (TAPS).  The  TAPS  II 
will  reinterview  the  9,135  teens  who 
responded  by  telephone  to  the  1989 
TAPS.  The  objectives  are  to  estimate 
prevalence  of  tobacco  use  among  youth, 
changes  in  tobacco  use  status  during 
adolescence,  and  to  measure  the 
predicators  of  tobacco  uptake  and 
cessation  among  young  people.  TAPS  II 
will  include  approximately  6,000  youth 
to  provide  current  cross-sectional  data. 
Respondents:  Individuals  or 
households.  Number  of  Respondents: 
15,135;  Number  of  Responses  per 
Respondent:  1:  Average  Burden  per 
Response:  .417  houre;  Estimate  Annual 
Burden:  6,311  houre. 

5.  National  Survey  of  Family  Growth, 
Cycle  V — New — ^The  survey  provides 
data  on  childbearing,  family  formation 
(including  adoption),  and  maternal  and 
child  health.  The  data  are  used  by  the 
Office  of  Population  A^ra,  the 
National  Instituiu  of  Child  Health  and 
Human  Development,  the  Centere  for 
Disease  Control,  and  other  agencies,  and 
are  disseminated  through  written 
reports  and  public  use  computer  tapes. 
Respondents:  Individuals  or 
households;  Numbo' of  Respondents: 
4.821;  Number  of  Responses  per 
Respondent:  1.840;  Average  Burden  per 
Response:  0.635  hours;  Estimated 
Annual  Burden:  5,633  houjs. 

6.  Methodology  Study  for  the 
Institutional  Population  Component  of 
the  National  Medical  Expenditure 
Surv^  (NMES):  Round  2-^ew— This 
is  Round  2  of  a  methodology  study 
which  will  assess  methods  for 
enhancing  the  quality  of  data  on 
medical  care  and  expenditures  in  the 
institutional  component  and  for 
improving  the  efficiency  of  data 
collection.  Respondents:  Individuals  or 
households;  businesses  or  other  for- 
profit.  Numbw  of  Respondents:  840; 
Number  of  Responses  per  Respondent: 
1.2;  Average  Burden  per  Response:  .99 
houra;  Estimated  Annual  Burden:  997 
hours. 

Desk  Officer:  Shannah  Koss. 


Written  comments  and 
recommendations  for  the  proposed 
information  collections  should  be  sent 
%vithin  30  days  of  this  notice  directly  to 
the  OMB  Desk  Officer  designated  above 
at  the  following  address:  Human 
Resources  and  Housing  Branch,  New 
Executive  Office  Building,  room  3002, 
Washington,  DC  20503. 

Dated:  January  5, 1993. 
lamaa  Scanlon, 

Director,  Division  of  Data  Policy,  Office  of 
Health  Planning  and  Evaluation. 
(FR  Doc  93-451  Filed  1-7-93: 8:4S  am] 
MUMO  oooe  41Se-17-ll 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

Office  of  ttie  Assistant  Secretary  for 
Community  Planning  and 
Development 

[Docket  Na  N-fl2-1917:  FR-33S0-N-13] 

Federal  Property  Suitable  as  Facilities 
to  Assist  the  Homeless 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Community  Planning  and 
Development,  HUD. 

action:  Notice. 

summary:  This  Notice  identifies 
imutilized,  underutilized,  excess,  and 
surplus  Federal  property  reviewed  by 
HUD  for  suitability  for  possible  use  to 
assist  the  homeless. 

EFFECTIVE  DATE:  January  8, 1993. 

AOOnESSES:  For  further  information, 
contact  James  Forsberg,  Department  of 
Housing  and  Urban  Development,  room 
7262. 451  Seventh  Street  SW., 
Washington,  DC  20410;  telephone  (202) 
708-4300;  TDD  number  for  the  hearing- 
and  speech-impaired  (202)  708-2565, 
(these  telephone  niunbers  are  not  toll- 
free),  or  call  the  toll-free  title  V 
information  line  at  1-800-927-7588. 

SUPPlfMENTARY  INFORMATION:  In 
accordance  with  the  December  12, 1988 
court  order  in  National  Coalition  for  the 
Homeless  v.  Veterans  Administration, 
No.  88-2503-OG  (D.D.C.),  HUD 
publishes  a  Notice,  on  a  weekly  basis, 
identifying  unutilized,  underutilized, 
excess  and  surplus  Federal  buildings 
and  real  property  that  HUD  has 
reviewed  for  sidtability  for  use  to  assist 
the  homeless.  Today's  Notice  is  for  the 
purpose  of  announcing  that  no 
additional  properties  have  been 
determined  suitable  or  unsuitable  this 
week. 
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DEPAfTTMENT  OF  THE  IWTERWR 

BuTMU  of  Land  ltanag«fn«nt 
(CO-832-4210-«8;  COC-S48171 

PropoMd  WHhdrwMi:  Opportunity  for 
Public  MMttng;  Colorado 

AGENCY:  Bureau  of  Land  Management. 

Interior. 

ACTWIfc  Notice. 

summary:  The  U.S  Department  of 
Agriculture.  Forest  Service,  proposes  to 
withdraw  2,195  acres  of  National  Fwest 
System  lands  for  a  period  of  10  years  to 
protect  Wild  and  Scenic  values  in  a  23- 
mile  segment  of  the  North  Saint  Vrain 
River.  This  notice  will  segregate  this  site 
from  location  and  entry  under  the 
mining  laws  for  a  period  of  2  years 
pending  final  determination  on  this 
application.  The  lands  have  been  and 
will  continue  to  be  open  to  mineral 
leasing  and  Forest  Service  management. 
DATES:  Comments  or  requests  for  public 
meeting  should  be  received  on  or  before 
April  8, 1993. 

AOOAESSCS:  Comments  should  be 
addressed  to  State  Director.  BLM 
Colorado  State  Office.  2850  Youngfield 
Street.  Lakewood.  Colorado  80215. 
FOR  FURTHER  MFORMATKM  COfaACT: 
Robert  A.  Barbour.  BLM  Colorado  State 
Office.  (303)  239-3708. 
SUPPLaSfTARV  MPORMATION:  Tlie 
Department  of  Agricuhure  filed 
application  on  December  28, 1992.  to 
withdraw  the  following  described 
National  Forest  System  lands  from 
location  and  entry  under  the  U.S. 
mining  laws  (30  U.S.C  ch.  2): 

Sixth  Principd  Meridiai 

Roos0velt  National  Forest 
T.  3N..R.  72W., 

Sec.  14.  lots  10  to  12.  inclusive: 

Sea  17,  lou  27  and  28; 
:  Sec  18.  lots  27  to  30,  inchwive; 

Sec  19,  lots  21  to  28,  Inchitive; 

Sec.  20,  lots  1  to  4,  inchisivr. 

Sec  21,  lots  2  to  7.  lochisive: 

Sec  22,  lots  1  to  6.  inchwive: 

Sec  23.  lots  1  to  5.  Inclusive,  and  lots  7 
and  8; 

Sec  24,  lots  4  to  12.  inclusive. 
T.  3  N.,  R.  73  W., 

Sec.  13,  SViSBVi: 

Sec  24,  NBV«. 

The  areas  described  aggregate 
appiaximalely  2,195.02  acres  of  National 
Forest  System  lands  in  Boulder  County. 


Tha  purpoaa  olthis  vrithdrawal  is  to 
protect  thi*  aaanent  of  tha  North  Saint 
Vrain  River  wuch  has  been  determined 
to  be  eH^ble  far  a  suitabitity  evahiation 
for  designation  as  a  Wild  aiid  Scenic 
River. 

For  a  period  of  90  days  from  the  date 
of  publication  of  this  notice,  all  persons 
who  wish  to  submit  comments, 
suggestims,  or  objections  in  connection 
with  this  proposal  or  to  request  a  public 
meeting  may  present  their  views  in 
writing  to  the  Colorado  State  Diractcv. 

Notice  is  hereby  given  that  an 
opportxmity  for  a  public  meeting  is 
afforded  in  omnectiaa  with  this 
proposed  withdrawal.  All  intereeted 
persons  who  desire  a  public  naeeting  fm 
the  purpose  of  being  heard  on  this 
propoeed  action  must  submit  a  wnitten 
request  to  the  Colorado  State  Director 
within  90  days  of  the  date  of  publication 
of  this  notice.  If  the  authorized  officer 
determines  that  a  meeting  should  be 
held,  this  meeting  will  be  scheduled 
and  conducted  in  accordance  with 
Bureau  of  Land  Management  Manual, 
section  2351.16B 

This  application  will  be  processed  in 
accordance  with  the  regulations  set 
forth  in  43  CFR  part  2310.  For  a  period 
of  2  years  from  the  date  of  publication 
of  this  notice  in  the  Federal  Register. 
the  land  will  be  segregated  from 
operation  of  the  pubUc  land  laws  as 
specified  above  unless  the  application  is 
denied  or  canceled  or  the  withdrawal  is 
approved  prior  to  that  date. 

The  temporary  uses  which  may  be 
permitted  during  this  segregation  period 
are  those  which  the  Forest  Service 
determines  will  not  diminish  or  change 
the  free-flowing  diaracter,  water  quality, 
or  the  scenic  recreetional,  fish  and 
wildlife,  and  other  vahies  which  make 
the  river  eligible  far  designaticm. 

Dated:  December  31. 1992. 
Andrew  |.  Send. 

Acting  Chief.  Branch  ofBealty  Opemtiont. 
(FR  Doc.  93-347  Fil«l  1-7-93;  8:45  am| 
,cooc4at 


reasoMUa  atemadva  waa  avaiiaUe  to 
tba  applicant,  far  tba  faUowing  raaaona; 
e.  Tba  mother  of  the  cubs  waa  a  ladio- 
coUned  HaiBBal  under  study  by  VJS.  and 
Russian  ht<dogia^  ooodncting  researdi 
on  thia  qMciea  in  the  Sikhote-Alin 
Biosphere  Reserve  (Reserve)  in  eastern 
Russia.  Thm  mother  was  found  dead  tod 
determined  to  have  been  shot  by 

poachers. 

b.  The  cubs  were  approximately  11- 
12  weeks  of  age.  which  is  w^  before 
the  age  of  indepeodence/¥reaning,  wbaa 
they  were  taken  into  captivity  in  an 
attempt  to  prevent  their  deaths. 

c.  In*  ours  are  currently  being  held 
in  a  field  statitm  within  the  reserve, 
where  they  are  being  maintained  in  a 
summer  cookhouse. 

d.  Two  of  the  four  cobs  taken  from  the 
wild  have  died  of  complications  from 
diaphragmatic  hernias. 

e.  The  Moscow  2Ux)  is  in  favor  of 
placing  tha  cube  at  the  Henry  Dowly 
Zoo  (zoo)  for  breeding  and  expanding 
the  genetic  base  of  the  Species  Survival 
Plan  for  the  Siberian  tiger  populati«»i. 
There  is  an  agreement  between  the 
Reserve  and  the  zoo  for  placement  of  tbo 
tigers  at  the  zoo. 

Dated:  )aaoary  5. 1993. 
LlWlwSaila. 

Chief.  Branch  afPtimiU.  Office  of 
Ktanagtment  Authority. 
(FR  Doc  93-423  Filed  1-7-93;  8:45  am) 
iWjjMO  coca  4»tB  ■  m 


Rsh  and  WUdUfa  S«fvic« 

Emargancy  Exemption;  Isauanc* 

On  December  31. 1992,  the  U.S.  Fish 
and  Wildlife  Service  (Service)  issued  a 
permit  (PRT-775005)  to  Omaha's  Henry 
Dooriy  Zoo.  Omaha,  Nebraska  to  import 
a  pair  of  Siberian  tiger  [Ptmthera  Upis 
ahaica)  cubs.  The  SO^iay  public 
comment  period  required  by  section 
10(c)  of  the  Endangered  Species  Act  was 
waived.  The  Service  determined  that  an 
emergency  affecting  the  health  and  life 
of  the  tigers  existed  and  that  no 


INTERSTATE  COMMERCE 
COMMISSION 

Motor  Paaaonger  Carriar  or  Walar 
Carrier  Fkwnco  AppNcatiORS  Under  48 
U.S.&  1134»-11344 

The  following  applications  seek 
approval  to  consolidate,  purchase, 
merge,  lease  operating  rights  and 
properties  of,  or  acquire  control  of 
motor  passenger  carriers  or  water 
carriers  under  49  U.S.C.  11343-11344. 
The  appBcations  are  governed  by  49 
CFR  part  1182,  as  revised  in  Pur., 
Merger  k  Cont.-^^otor  Passenger  & 
Water  Carries,  5  I.CC.2d  786  (1989). 
The  findings  for  these  applications  are 
set  forth  at  49  CFR  1182.18.  Persons 
wishing  to  oppose  an  application  must 
follow  the  rules  under  49  CFR  part 
1182,  subpart  B.  If  no  (me  timely 
opposes  the  application,  this 
publication  automatically  will  become 
the  final  action  of  the  Commission. 

MC-^-20231.  filed  December  10, 
1992.  Greyhoxmd  Lines  of  Canada  Ltd. — 
Control  and  Mergei^-Gray  Coach  Lines, 
Inc.  and  Brewster  Transport  Company 
Limited  d/b/a  Brewster  Gray  Line  k 
Royal  Glacier  Tours.  Applicant's 
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representative:  Jeremy  Kahn,  1726  M 
Street.  NW.,  suite  702.  Washington.  DC 
20036.  Greyhound  Lines  of  Canada  Ltd* 
(Greyhound)  (MC-1 26019).  a  motor 
common  carrier  of  passengers,  controls 
through  stock  ownership  Brewster 
Transport  Company  Limited  dA>/a 
Brewster  (kay  Line  k  Royal  Glacier 
Tours  (Brewster)  (MG-157275).  and 
Grey  Coach  Lines.  Inc.  (Grey)  (MC- 
29861),  motor  common  carriera  of 
passengers.  Common  Control  of 
Brewster  was  effected  in  1982,  but. 
through  inadvertence,  Greyhound 
ne^ected  to  file  for  approval  or 
exemption  at  that  time.  Greyhound 
owns  all  of  the  stock  of  Brewster  and 
will  acquire  all  of  the  capital  stock  of 
Gray.  Upon  approval  of  the  capital  stock 
purchase  of  Grey,  Gny  will  be  merged 
into  Greyhound. 

Decided:  January  S.  1903. 

By  the  Commission,  the  Motor  Carrier 
Board. 

Sidney  L.  Strtckland.  Jr.. 
Seavtaiy. 

(FR  Doc  03-400  Piled  1-7-03;  8:45  am] 
1LUM0  coot  TM«  01  II 

[Ex  P«1e  No.  347  (8ub4io.  2)] 

Rate  QuideUnea— Mon-eoal 
Proceedings 

AQCNCY:  Interstate  Commerce 

Commission. 

ACTION:  Notice  of  Proposed  guidelines: 

extension  of  comment  due  dfate. 

SUMMARY:  By  decision  served  November 
17, 1992.  (57  FR  54252).  the 
Commission  sought  public  comment  by 
January  IS,  1993,  on  proposed 
simplified  guidelines  for  determining 
maximum  rail  rate  reasonableness  in 
proceedings  involving  relatively  low- 
volume  or  infrequent  shipments.  By 
letters  filed  December  17  and  December 

18. 1992.  the  Association  of  American 
Railroads  (AAR)  and  the  National 
Industrial  Transportation  League  (the 
League),  respectively,  request  a  90-day 
extension  of  the  January  15. 1993  due 
date  for  comments.  AAR  indicates  an 
extension  is  reasonable  and  necessary  to 
evaluate  and  coordinate  the  industry's 
position  on  the  difficult  questions  posed 
by  the  Notice.  The  League  requests  the 
extension  so  that  interested  and  affected 
parties  can  conduct  careful  and 
thorough  analysis  of  issues  raised  by  the 
Notice.  The  request  will  be  granted. 
DATES:  Comments  must  be  filed  by  April 

15. 1993. 


ADDRESSES:  Send  an  original  and  10 
copies  of  comments,  referring  to  Ex 
Parte  No.  347  (Sub-No.  2).  to:  Office  of 
the  Secretary,  Case  Control  Branch. 
Interstate  Commerce  Commission, 
Washington,  DC  20423. 
FOR  FURTHER  MRMMATWN 
CONTACnJeanne  P.  Kowolskl,  (202)  927- 
6188,  (TDD  for  hearing  impaired:  (202) 
927-5721). 

Decided:  January  4, 1003 

By  the  Commission,  Sidney  L  Stricldand, 
Jr.,  Secretary. 
Sidney  L.  Strickland.  Jr.. 
Sscntcuy. 

[FR  Doc  03-402  Piled  1-7-03;  8:45  am) 
ntuMO  cooe  KM  »i  m 


[Finanoe  Docket  No.  32190] 

Central  Kanaas  Railway,  Inc.; 
Acquisition  and  Operation  Exemption; 
The  Atchison,  Topeka  and  Santa  Fe 
Railway  Co. 

Central  Kansas  Railway,  Inc.  (CKR),  a 
noncarrier,  has  filed  a  notice  of 
exemption:  (1)  To  acquire  and  operate 
approximately  890  miles  of  rail  line 
owned  by  The  Atchison,  Topeka  and 
Santa  Fe  Railway  Company  (Santa  Fe); 
and  (2)  to  acquire  incidental  trackage 
rights  over  approximately  70  miles  of 
track  owned  by  Santa  Fe,  Union  Pacific 
Railroad  (UP),  Missouri  Pacific  Railroad 
Company  (KQ*),  Burlington  Northern 
Railroad  Oampany  (BN),  and  St.  Louis 
Southwestern  Railway  Company 
(SLSW).  CKR  will  become  a  class  m 
carrier.* 

The  rail  line  segments  to  be  acquired 
consist  of  13  rail  Unes  in  the  States  of 
Kansas  and  Oklahoma  as  follows: 

(1)  Santa  Fe's  Salina  Subdivision  rail 
line  between  milepost  20-f  492  feet  at 
Salina,  KS.  and  milepost  102+4751.4 
feet  in  Osborne,  KS,  including  all 
industry,  team,  passing,  house,  and  side 
track,  and  including  all  of  Santa  Fe's 
yard  tracks  and  side  tracks  at  Salina; 

(2)  Santa  Fe's  McPherson  Subdivision 
rail  line  between  milepost  114-1984  feet, 
west  of  Marion,  KS.  and  milepost 
98+1209.5  feet  in  Ellinwood,  KS, 
including  all  industry,  team,  passing, 
house,  and  side  tracks,  and  including  all 
of  Santa  Fe's  yard  tracks  in  Ellinwood, 
KS,  and  McPherson,  KS; 

(3)  Santa  Fe's  Little  River  Subdivision 
rail  line  between  milepost  20+2769.6 


*  Applicant  Crayliound  Une*  of  Canada  Ltd.  U 
not  affiliated  «vlth  Greyhound  Lines.  Inc.  of  Dallas. 
TX.  the  nation«vide  passenger  carrier  In  the  United 
Stales. 


'This  proceeding  is  related  to  a  petition  for 
exemptiMi  filed  in  Finance  Docket  No.  32189.  The 
Broe  Companies,  Inc. — Continuance  in  Control 
Exemptioo — Csatral  Kansas  Rail%vay.  Inc.  in  which 
the  Conunission  in  a  decision  served  on  December 
31. 1992,  approved  petitioner's  continuance  in 
control  of  OCR  when  CKR  becomes  a  carrier  upon 
consummation  of  the  transaction  described  in  this 
notice. 


feet  in  Lwraine,  KS,  and  milepost 
57+2730  feet  in  Galatia.  KS.  including 
all  industry,  team,  passing,  house,  and 
side  tracks; 

(4)  Santa  Fe's  Gnat  Bend  Subdivision 
rail  line  between  milepost  0+0  feet  in 
Ckeat  Bend,  KS,  and  milepost 
120+1338.7  feet  in  Scott  City,  KS, 
including  all  industry  team,  passing, 
house,  and  side  tracks; 

(5)  Santa  Fe's  Garden  City 
Subdivision  rail  line  between  milepost 
120+169  feet  in  Scott  Qty,  KS,  and 
milepost  125+4687  feet  at  Shallow 
Water,  KS,  including  all  industry  team, 
passing,  house,  and  side  tracks, 

(6)  Santa  Fe's  Hutchinson  Subdivision 
rail  line  between  milepost  218.3,  east  of 
Monroe  St.,  in  Hutchinson,  KS,  and 
milepost  315+4230.1  feet  in  Kinsley, 
KS,  including  all  industry  team, 
passing,  house,  and  side  tracks,  and 
including  all  of  Santa  Fe's  yard  tracks  in 
Great  Bend,  KS; 

(7)  Santa  Fe's  Lamed  Subdivision  rail 
line  between  milepost  0+0  feet  at 
Lamed,  KS  and  milepost  46+2483.5  feet 
in  Jetmore,  KS,  including  all  industry 
team,  passing,  house,  and  side  tracks: 

(8)  Santa  Fe's  H&S  Subdivision  rail 
line  between  milepost  3+2640  feet,  near 
Darlow,  KS,  and  milepost  59+4005.2 
feet  in  Harper,  KS; 

(9)  Santa  Fe's  H&S  Subdivision  rail 
line  between  milepost  59+4013.2  feet  in 
Harper,  KS,  and  milepost  128+0  feet  hi 
Blackwell,  OK,  including  all  industry, 
team,  passing,  house,  and  side  tracks; 

(10)  Santa  Fe's  H&S  Subdivision  rail 
line  between  milepost  X-35+1.848  feet 
in  Blackwell,  OK,  and  milepost 
X-0+466.3  feet  in  Wellington,  KS, 
including  all  industry,  team,  passing, 
house,  and  side  tracks; 

(11)  Santa  Fe's  Wichita  Subdivision 
rail  line  between  milepost  1.5,  west  of 
Seneca  St.,  in  Wichita,  KS  (including 
the  remaining  trackage  on  the 
Englewood  Subdivision  in  Wichita),  and 
milepost  79+3855  feet  in  Pratt,  KS; 

(12)  Santa  Fe's  Englewood 
Subdivision  rail  line  between  milepost 
46+0  feet,  east  of  Rago,  KS,  and  milepost 
166+2917.7  feet  in  Englewood.  KS, 
including  all  industry,  team,  passing, 
house,  and  side  tracks;  and 

(13)  Sante  Fe's  Medicine  Lodge 
Subdivision  rail  line  between  milepost 
49+1784  feet  at  O.B.  Junction  near 
BeMdere,  KS.  and  milepost  0+1016  feet 
in  Attica.  KS,  including  all  industry, 
team,  passing,  house,  and  side  treats, 
and  including  the  entire  spur  line 
located  near  Sun  Qty,  KS. 

The  incidental  trackage  righta  that 
CKR  will  acquire  as  part  of  the 
transaction  will  be  over  the  following 
lines  in  the  State  of  Kansas  as  follows: 
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(1)  Santa  Fe's  HntoUnsaB  Siibdivision 
rail  liB*  betwrMO  Mikmal  218J  fset.  at 
or  iM«  Monnw  St..  KS.  and  milepoat 
213-t~4333  feet  in  Hutchinson,  KS, 
inchidliw  Santa  Fa's  HiitiAtnanw,  KS 
"Way"  Yaitl  Track  Noa.  144, 259. 304. 
260.  261. 221. 174. 172. 171.  241,  220, 
169  and  168; 

(2)  Snla  Fa's  HItS  SubdlrialaB  tail 
line  between  milepoat  242640  fsat  and 
milepost  3^2640  fsat.  DOrth  of  Dariow, 

KS; 

(3)  Santa  Pa's  WichiU  S«rf>divisiao 
rail  Una  batwaen  milapoat  1.5.  weat  of 
Senaca  St.  in  Wichita.  KS.  and  Santa 
Fe's  Wichita  Subdivisioo  milepost 
04.1365  feet,  being  also  Wichita 
Terminal  milepoat  213^1378  feet,  and 
further  beyond  to  North  Junction 
WichiU  Terminal  milepost  211>361G 
feet,  being  also  Santa  Fa's  Arkansas  Qty 
Subdivision  milepost  211^3610  feet, 
and  hutbOT  beyoM  to  Santa  Fe's 
Arkansas  City  Subdivision  milepost 
208-1-2320  feel,  including  Santa  Fe's 
Wichita.  KS  Yard  Track  Nos.  32. 204, 
243. 1. 143. 244. 122, 242. 113.  237. 236, 
307. 308. 195. 344  and  124; 

(4)  Santa  Fe's  H&S  Subdivision  and 
Waynoka  Subdivision  rail  lines  between 
Santa  Fe's  HliS  Subdivision  milepost 
59^4005^  feet  on  the  north,  and  Santa 
Fe's  H&S  Subdivision  milepost 
59^4013.2  feet  on  the  south,  and 
between  Waynoka  Subdivision  milepost 
273-»^  feet  on  the  east,  and  Waynoka 
Subdivision  milepost  275^  feet  en  the 
west,  including  Santa  Fe's  Harper.  KS 
Yard  Track  Nos.  1. 11. 12. 14. 31. 32. 33. 
37. 43.  45  and  47; 

(5)  Santa  Fe's  Medfdne  Lodge 
Subdivision  rail  line  between  milepost 
frflOlO  feet  and  milepost  0^0  feet  in 
Attica.  KS.  and  also  Santa  Fe's  Waynoka 
Subdivision  rail  line  between  milepost 
285-»^4000  feet  and  287.I-1600  feet  in 
Attica,  KS,  including  Santa  Fe's  Attica. 
KS  Yard  Track  Nos.  21, 20, 19, 18, 15. 
and  9; 

(6)  Sante  Fe's  H  ft  S  and  Waynoka 
Subdivision  rail  lines  in  Wellington.  KS. 
between  H&S  Subdivision  X-04466.3 
feet  on  the  south.  HAS  Subdivision 
X-0>0  feet  on  the  noith.  Wsynoka 
Subdivision  milepost  2384^2331.8  feet 
on  the  west,  and  Wayncdca  Subdivision 
milepost  237•^1068  feet  on  the  east, 
including  Santa  Fe's  Wellington.  KS 
Yard  Track  Nos.  19. 104, 186. 187,  218, 
219  and  222: 

(7)  BN's  rail  line  between  milepost 
594.1  in  Lorraine,  KS,  and  milepost 
577.1  fai  Lyons,  KS: 

(8)  MPs  rail  ham  between  milepost 
487.10  at  Newton,  KS,  and  milepost 
516.52  at  McnienoB,  KS,  inchidlBg  the 
segment  of  track  extending  tbcnt  116 
feet  in  a  soudtarly  diractiaa  froB 
milepoat  487.10,  and  inchidfaig  MP's 


Siding  lYadc  No.  6  at  Heaston,  KS.  and 
Siding  Track  Nal  at  Moundiidga.KS; 

(9)  UFs  rail  Una  between  milepost 
164.7  in  Abtiene.  KS,  and  milepoat 
184.6  at  SaHna.  KS;  and 

(10)  SLSW's  rail  Hne  between 
milepost  246.46  and  milepoat  243.50  in 
Hutddnson.  KS.  Santa  Fe  will  assign  to 
CKR  ita  trackage  righto  over  the  UP.  MP, 
BN  and  SLSW  line  segments. 

The  parties  intend  to  consiimmala  the 
acquisition  on  or  before  Decambnr  31, 

1992. 

All  commenta  must  be  filed  with  the 
Commission  and  served  on:  Karl  MoraU, 
Taylor.  Morell  *  Gitomv,  Suite  210, 919 
18th  St..  NW..  Washington.  DC  20006. 

This  notice  is  filed  under  49  CFR 
1150.31.  If  the  notice  contains  false  or 
misleading  informatioa.  the  exemption 
is  void  ab  initio.  Petitions  to  revoke  the 
exemption  under  49  U.S.C.  10505(d) 
may  be  filed  at  any  time.  Tlie  filing  of 
a  petition  to  revoke  will  not 
automatically  stay  the  transaction. 

Dadded:  January  4. 1993. 

By  tlie  CommlssioB.  David  M.  Kontdmlk. 
Director.  OfBce  of  ProcMdings. 
Sidney  L.  Striddand.  fr.. 
S0CTetaty. 
|FR  Doc  93-401  Filed  1-7-93;  8:45  ami 
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DEPARTMENT  OF  JUSTICE 
Notic*  Of  Propoaad  Sattlamant 


In  accordance  with  Departmental 
policy.  28  CFR  50.7.  notice  is  hereby 
given  that  the  respective  parties  named 
in  United  States  v.  Ahimax  Fabricated 
Products.  Inc.  et  al.  Civil  Action  No. 
CS-91-068-WFN.  entered  into  a 
proposed  Settlement  Agreement  on 
December  9, 1992.  The  Settlement 
Agreement  concerns  the  Colbert  Landfill 
Superfund  Site  located  in  Spokane 
County,  Washington  about  2.5  miles 
from  the  Town  of  Colbert.  Washingtcm 
and  a  half  mile  east  of  U.S.  Highway  Na 
2. 

The  Settlement  Agreement  requires 
the  defandanta  to  pay  to  the  United 
States  the  sum  of  Seven  Hundred  and 
Fifty  Thousand  Dollars  ($750,000)  to 
settle  the  United  States'  actim  which 
was  filed  pursuant  to  sections  107(a) 
and  113(g)  of  CERCLA.  42  U.S.C 
SS  9607(a)  and  9613(g).  This  sum 
constitutes  reimbursement  oi  a  portion 
of  the  United  Stataa  Enviroiunental 
Protecti<m  Agency's  obligated  costa  in 
connection  with  response  actions  at  the 
Colbert  LandfiU  Superfund  Site  (''Site") 
located  in  Spokane  County, 
Washington. 


The  DepartaMBt  of  ^lstic«  wiB 
lecefw.  Ibr  a  period  of  thirty  (30)  daya 
from  the  date  of  dds  puUication. 
commanto  rriating  to  the  Settlement 
Agreement  CoBmenta  should  be 
addressed  to  dte  Assistant  Attorney 
Genera)  for  the  Environment  and 
Natural  Reaources  Division,  Department 
of  Justica.  Waahfaigton.  DC  20530,  and 
should  refBT  to  United  States  v.  Ahtxnax 
Fabricated  Products.  Inc.  et  al,  DOJ  Ret 
#90-ll-3-41lA. 

The  Settlaownt  Agreement  may  be 
examined  at  the  Office  of  the  United 
States  Attorney  for  the  Eastern  Distrid 
of  Washtegton.  West  920  Riverside, 
suite  340,  ^idkane,  Washington,  99201 
and  at  the  Region  10  Office  of  the 
Environmental  Protection  Agency,  1200 
Sixdi  Avenue  Seattle,  Wariiington, 
98101  (Attention:  Cynthia  Mackey, 
Assistant  Regional  Counsel). 

The  proposed  Settlement  Agreement 
may  also  be  examined  at  the 
Environmental  Enforcement  Section 
Docimient  Center,  601  Pennsylvanta 
Avenue.  NW.,  Washington,  DC  20004.  A 
copy  of  the  Settlement  Agreement  may 
be  obtained  in  person  or  by  mail  from 
the  Environmental  Enforcement  Section 
Document  Center,  601  Pennsylvania 
Avenue,  NW..  Box  1097,  Waahington, 
DC  20044.  In  requesting  a  copy,  please 
refer  to  the  referenced  case  and  enclose 
a  check  in  the  amount  of  $3.00  (25  cento 
per  page  reproduction  costs),  peyable  to 
the  "Consent  Decree  Ubrary."  When 
requesting  copies,  please  refer  to  United 
States  V,  Alumax  Fabricated  Products. 
Inc.  et  al,  TXJJ  Ref.  #90-ll-3-41lA. 
VicU  A.  O'Meara. 
Acting  Assistant  Attorney  General, 
Environment  and  Natural  Resources  Dhrwion. 
(PR  Doc.  93-348  Filed  1-7-93;  8:45  ami 


DEPARTMENT  OF  LABOR 

Employmant  Standarda 
Admbdatrallon:  Waga  and  Hour 
DIvlalon 

Minimum  Wfegaa  for  Fadaral  and 
Fadaraity  Aaalated  Conatruction; 
Ganarai  Wag*  Datannination  DacMoiw 

General  w«^  detwmination  decisions 
of  the  Secretary  of  Labor  are  issued  in 
accordance  with  applicable  law  and  are 
based  on  the  infcvmation  obtained  by 
the  Department  of  Labor  from  ito  study 
of  looi  wage  conditions  and  data  made 
available  bom  other  sources.  They 
specify  the  basic  hourly  wage  rates  and 
fringe  benefito  which  are  determined  to 
be  prevailing  far  die  described  classes  of 
laboran  and  mechanics  employed  on 
construction  pro)ecta  of  a  similar 
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character  and  in  tlie  localities  specified 
theiein. 

The  dfltanninetions  in  these  decisions 
of  prevailing  rates  and  fringe  benefits 
have  been  made  in  accordance  with  29 
CFR  part  1,  by  authority  of  the  Secretary 
of  Labor  pursuant  to  the  provisions  of 
the  Davia-Baoon  Act  of  March  3, 1Q31. 
as  amended  (46  Stat  1494,  as  amended. 
40  U.S.C.  276a)  and  of  other  Federal 
statutes  refiarred  to  in  29  CFR  part  1. 
appendix,  as  well  as  such  additional 
statutes  as  may  from  time  to  time  be 
enacted  containing  provisions  for  the 
paymeat  of  wages  determined  to  be 
prevailing  by  the  Secretary  of  Labor  in 
accordance  %vith  the  Davis-Bacon  Act 
The  prevailing  rates  and  fringe  benefits 
detennined  in  these  decisions  shall,  in 
accordance  with  the  provisions  of  the 
foregoing  statutes,  constitute  the 
minimum  wages  payable  on  Federal  and 
federally  assisted  construction  profects 
to  laborers  and  mechanics  of  the 
specified  classes  engaged  on  contract 
work  of  the  character  and  in  the 
localities  described  therein. 

Good  cause  is  hereby  found  for  nai 
utilizing  notice  and  public  comment 
procedure  thereon  prior  to  the  issuance 
of  these  determinations  as  prescribed  in 
5  U.S.C.  553  and  not  providing  for  delay 
in  the  effective  date  as  prescribed  in  that 
section,  because  the  necessity  to  issue 
current  construction  industry  wage 
determinations  frequently  and  in  large 
volume  causes  procedures  to  be 
impractical  and  contrary  to  the  public 
interest 

General  wage  determination 
decisions,  and  modifications  and 
supersedes  decisions  thereto,  contain  no 
e}q)iration  dates  and  are  elective  from 
their  date  of  notice  in  the  Federal 
Raipater,  or  (m  the  date  written  notice 
is  received  by  the  agency,  whichever  is 
earlier.  These  decisions  are  to  be  used 
in  accordance  with  the  provisions  of  29 
CFR  parts  1  and  5.  Accordingly,  the 
applicable  decision,  together  with  any 
modifications  issued,  must  be  made  a 
part  of  every  contract  for  performance  of 
the  described  work  within  the 
geographic  area  indicated  as  required  by 
an  appliod>le  Federal  prevailing  wage 
law  and  29  CFR  part  5.  Hm  wage  rates 
and  fringe  benefits,  notice  of  which  is 
published  herein,  and  which  are 
contained  in  the  Government  Printing 
Office  [CPO]  document  entitled 
"General  Wage  Determinations  Issued 
Under  The  Davis-Bacon  and  Related 
Acta,"  shall  be  the  minimum  paid  by 
cootradors  and  subcontractors  to 
laborers  and  mechanics. 

Any  person,  organization,  or 
governmental  agency  having  an  interest 
in  the  rates  determined  as  prevailing  is 
encouraged  to  submit  wage  rate  and 


fringe  benefit  infrmn^ion  for 
oooaideration  by  the  Depaitntent 
Fuithw  information  and  self- 
explanatory  forms  for  tibe  purpoee  of 
submitting  this  data  may  be  obtained  by 
writing  to  the  U.S.  Department  of  Labor. 
Employment  Standards  Administration. 
Wage  and  Hour  Division.  Division  of 
Wage  Determinations,  200  Constitution 
Avenue,  NW.,  room  S-3014. 
Washington.  DC  20210. 

Modification  to  General  Wage 
Determination  Decisions 

The  number  of  decisions  listed  in  the 
Government  Printing  Office  document 
entitled  "General  Wage  Exterminations 
Issued  Under  the  Davis-Bacon  and 
Related  Acts"  being  modified  are  listed 
by  Volume,  State,  and  page  niunber(s). 
Elates  of  puUication  in  the  Federal 
Register  are  in  parentheses  following 
the  decisions  being  modified.  a 

Volume  I 
Pennsylvania: 

PA91-l(Peb.  22. 1991) p.  AH. 

PA91-2(Feb.  22. 1991) p.  AIL 

PA91-24(Feb.  22. 1991) p.  All. 

Volume  a 
Hawaii: 

HI91-l(Feb.  22. 1991) p.  AIL 

General  Wage  DetenninatioB 
PublicatioB 

General  wage  determinations  isaued 
under  the  Davis-Bacon  and  related  Acts, 
including  those  noted  above,  may  be 
found  in  the  Government  Printing  Office 
(GPO)  document  entitled  "General  Wage 
Determinations  Issued  Under  The  Davis- 
Bacon  And  Related  Acts".  This 
publicatirai  is  avail^le  at  each  of  Ae  SO 
Regional  Government  Expository 
Libraries  and  many  of  the  1,400 
Government  Depository  Libraries  across 
the  country.  SulMcriptions  may  be 
purchased  from:  Superintendmt  of 
E)ocuments,  U.S.  Government  Printing 
Office,  Washington,  DC  20402,  (202) 
783-3238. 

When  ordering  subscription(s),  be 
sure  to  specify  the  State(s)  of  interest, 
since  subscriptions  may  be  ordered  for 
any  or  all  of  U)e  three  separate  volumes, 
arranged  by  State,  Subsoiptions  indude 
an  annual  edition  (issued  on  or  AoaX. 
January  1)  whidi  includes  all  current 
general  wage  determinations  for  the 
States  covered  by  each  volume. 
Throu^MHit  the  remainder  of  the  year, 
regular  weridy  updates  will  be 
distributed  to  subscribers. 

Signed  at  Washiogton.  DC  This  4di  Day  ol 
January  1993. 
AlaaLMow. 

Director.  Dhnskui  of  Wage  Deteaniaatioat. 
[PR  Doc  93-274  FUmI  1-7-93;  8:45  aaa] 


UBRARY  OF  C0NQRE8S 
CopyrtgM  Onio* 


agency:  Copyri^t  Office.  Library  of 

Congress. 

ACTION:  Policy  dedsicm:  Docmnent 

Cover  Sheet 

StJMMARY:  This  is  to  inform  the  public 
that  the  Cc^yright  OfEke  is  maldng 
available  a  Dooimait  Cow  Sheet, 
which  may  be  submitted  to  the  Office 
with  documents  to  be  recorded  under 
the  recording  systems  specified  in  the 
Copyright  Act,  title  17  of  the  United 
States  Code.  Tliis  Document  Cover 
Sheet  will  e)q>edite  the  recordation  of 
documents  and  constitutes  the  second 
step  in  changes  in  the  Cop3rright  Office's 
document  procedures  to  ensure  the 
more  timely  recordation  of  documents. 

On  a  voluntary  basis,  a  Document 
Cover  ^eet  wUch  contains  all  of  the 
infrmnatioa  required  by  the  Office  to 
process  a  document  may  be  submitted 
with  the  document  for  recordation.  The 
Office  will  rely  on  the  information 
provided  on  the  Document  Cover  Sheet, 
and  will  not  examine  the  document 
itself  except  for  actual  signature  (wh^ 
required)  and  legibility. 
EFFECTIVE  DATE:  January  8. 1003. 
FOR  FURTHER  MFORMATION  CONTACT: 
Dorothy  Schrader,  General  Counsel. 
U.S.  Copyright  Office,  Library  of 
Congress  Washington.  DC  20540. 
Telephone  (202)  707-8380. 

SUPPLEMENTARY  MFORMATION: 

1.  Badcgnnind 

The  Copyright  Office  records  a  wide 
variety  of  docummits  under  sections 
203, 205, 302(c)  and  304(c)  of  the 
Copyrij^t  Act  and  section  B03(b)  of  the 
Semiconductor  Chip  Act  These  sections 
mpt^in  minimAl  requirements  for 
reoKdation.  For  example:  Tlie  only 
statutory  requirements  to  record  a 
transfer  or  other  document  pertaining  to 
a  copyright  under  17  U.S.a  205  are  that 
the  document  must  (1)  bear  the  actual 
signature  of  the  peraon(s)  who  executed 
it  or  (2)  be  aooompanied  by  a  awom  or 
official  oertifioi^on  that  it  is  a  true  copy 
of  the  original  signed  document  and  (3) ' 
be  accompanied  by  die  reoording  §m. 

On  June  17. 1002. 57  FR  27074.  the 
Copyright  CMfioe  informed  the  public  <rf 
new  examining  practicaa  with  respect  to 
recordation  of  docunwnta  pertaining  to 
copyridita.  This  Office  announced  mat 
it  wovSd  a«aiTi>tMi  documonts  submitted 
for  recordation  only  far  coaplianoe 
with  the  requirements  of  the  O^iyright 
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Act  and  OfBce  regulations.  The  Office 
does  not  examine  documents  for 
apparent  legal  sufficiency.  This  change 
in  practices  was  made  to  accelerate  the 
recordation  process  in  order  to  provide 
more  timely  public  access  to  documents 
submitted  for  recordation.  This  Policy 
Decision  constitutes  a  second  step  in 
changes  intended  to  process  documents 
faster. 
2.  Docmnent  Cover  Sheet  Policy 


In  atder  to  shortwi  the  processing 
time  for  document  recordation,  the 
Copyright  Office  adopts  a  Policy 
Decision  encouraging  recordation  of 
documents  by  means  of  a  Document 
Cover  Sheet  procedure. 

This  Notice  informs  the  public  of 
changes  in  Office  procedures  for  those 
documents  voluntarily  submitted  with  a 
Document  Cover  Sheet.  Attached  as  an 
appendix  to  this  Announcement  is  a 
copy  of  the  New  Document  Cover  Sheet 
with  instructions  for  its  completion. 

The  Document  Cover  Sheet,  when 
fully  completed,  will  contain  all  of  the 
information  required  by  the  Copyright 
Office  to  complete  the  recordation 
procedure  on  a  priority  basis.  The  Office 
will  not  examine  the  document  itself 
except  for  actual  signatiue.  when 
required,  and  legibility. 

The  Copyright  Office  will  record  the 
doaunent  based  cm  the  information 
contained  on  the  Document  Cover  Sheet 
and  will  not  verify  the  correctness  of  the 
infcffmation  by  reference  to  the 
dooiment.  The  person  submitting  the 
document  bears  the  responsibility  for 
correctly  completing  the  Docimient 
Cover  Sheet. 

The  Document  Cover  Sheet  will  be 
recorded  with  the  docimient.  The 
Certificate  of  Recordation  of  the  Office's 
index  record  of  the  recordation  will  be 
based  on  the  Document  Cover  Sheet.  An 
error  on  a  recorded  Document  Cover 
Sheet  can  only  be  corrected  by  making 
a  new  recordation.  This  can  be  done  by 
submitting  a  corrected  Document  Cover 
Sheet,  a  new  document,  and  a  new 
receding  fee.  The  original,  allegedly 
incorrect  recordaticm  will  also  remain  in 
the  records  of  the  Copyright  Office.  The 
corrected  Document  Cover  Sheet  must 
be  marked  clearly  at  the  top  of  the  sheet: 
"Cmrected  Document  Cover  Sheet." 

Use  of  the  Document  Covw  Sheet  is 
voluntary.  There  are.  however, 
advantages  to  its  use  both  for  the 
remitter  and  the  Office.  Documents 
submitted  with  fully  completed 
Documoit  Cover  Sheets  will  be  given 
priority  in  processing.  Use  of  this 
Document  Cover  Sheet  procedure  by  a 
majority  of  remitters  should  result  in 
significant  reduction  in  average 


processing  time  for  recordation  of 
documents.  Documents  submitted  with 
incomplete  Document  Cover  Sheets  will 
be  processed  in  the  order  in  which  they 
are  received  along  with  documents 
submitted  without  a  Docimient  Cover 
Sheet. 

The  Office  suggests  that  a  properly 
certified  copy  of  the  document  rather 
than  the  original  signed  document  be 
submitted  for  recordation  in  all  cases,  to 
avoid  the  delays  associated  writh 
returning  the  original  document,  if  it  is 
submittmi  for  recordation.  The 
Document  Cover  Sheet  itself  provides  a 
sworn  certification  at  Space  11.  to 
facilitate  submission  of  copies  of 
documents.  Copies  of  documents  on  file 
in  a  Federal,  state  or  local  government 
office  must  be  accompanied  by  an 
official  certification  by  the  appropriate 
Government  official. 

The  Document  Cover  Sheet  procedure 
places  the  obligation  on  the  remitter  to 
complete  the  Document  Cover  Sheet 
correctly  and  in  conformity  with  the 
accompanying  document.  The  remitter 
must  make  certain  that  the  document  is 
legally  sufficient  to  accomplish  the 
piirpose  for  which  it  is  intended.  The 
remitter  must  ensure  that  the  document 
satisfies  the  requirements  of  the 
Copyright  Office  for  recordation  under 
the  Office  regulations  applicable  to  that 
class  of  document. 

Regulations  issued  by  the  Copyright 
Office  under  authority  of  the  Copyright 
Act  concerning  documents  are  found  in 
37  CFR  201.4,  201.10.  201.25.  and 
201.26.  No  separate  regulation 
concerning  recordation  has  been  issued 
under  the  Semiconductor  Chip 
Protection  Act.  Documents  pertaining  to 
masks  works  are  governed  by  section 
903.  title  17  U.S.C  They  are  recorded 
under  the  procedure  for  copyright- 
related  documents,  37  CFR  201.4. 

All  documents  submitted  for 
recordation  must  be  both  legible  to  read 
and  capable  of  being  legibly  recorded  on 
microform.  The  Office  will  continue  to 
examine  for  lembility. 

In  the  case  of  dociunents  submitted 
with  Document  Cover  Sheets,  however, 
the  office  will  no  longer  examine  a 
document  for  compliance  with  the 
following  regulatory  requirements:  That 
transfers  and  other  documents 
pertaining  to  copyright  submitted  imder 
section  205  of  the  Copyright  Act  are 
complete  by  their  own  terms;  that 
terminations  of  transfers  submitted 
under  section  304(c)  of  the  Act  are 
complete  and  exact  duplicates  of  the 
notice  of  termination  as  served  and 
include  the  actual  signature,  or  a 
reproduction  of  the  actual  signature, 
and  are  accompanied  by  a  statement 
setting  fatth  the  date  on  which  the 


notice  was  served  and  the  manner  of 

In  addition,  the  Copyright  Office  will 
rely  solely  on  the  information  provided 
at  Space  4  of  the  Document  Cover  Sheet 
concerning  completeness  of  documents. 
Office  regulations  at  37  CFR  201.4 
continue  to  require  that  a  transfer  or 
other  document  pertaining  to  a 
copyright  must  be  complete  by  its  own 
terms  to  be  recordable.  A  document  is 
complete  by  its  own  terms  if  any 
schedule,  appendix,  exhibit,  addendum 
or  other  material  referred  to  in  the 
document  is  submitted  for  recordation 
with  the  document,  or  if  the  reference 
is  deleted  by  the  parties  to  the 
document.  If  an  attachment  is 
completely  unavailable  for  recordation, 
is  not  essential  to  identify  the  subject 
matter  of  the  doc\unent.  and,  if  it  would 
be  impossible  or  wholly  impracticable 
to  have  the  parties  to  the  document  sign 
or  initial  a  deletion  of  the  reference,  the 
Office  regulations  permit  recordation 
"as  is."  Completion  of  Space  4  to 
indicate  that  the  document  is  not 
complete  but  ^ould  be  recorded  "as 
is."  is  deemed  to  be  a  ivritten  request  for 
recordation  "as  is,"  which  satisfies  the 
conditions  for  such  a  request  in  the 
regulations. 

Although  the  Document  Cover  Sheet 
procedure  is  voluntary  at  this  time,  its 
use  is  encouraged. 

Two  copies  of  a  fully  completed 
Document  Cover  Sheet  should 
accompany  each  document  to  be 
recorded.  Submission  of  two  copies 
facilitates  priority  processing. 

A  fully  completed  Document  Cover 
Sheet  is  one  that  contains  all  of  the 
requested  information  and  required 
signature(s).  The  Document  Cover  Sheet 
will  be  recorded  with  the  docimient  and 
form  the  basis  for  the  catalog  record  of 
the  dociunent.  The  Copyright  Office  will 
not  examine  the  document  to  verify  the 
correctness  of  the  information  contained 
on  the  Document  Cover  Sheet,  except 
for  the  correctness  of  the  number  of 
titles  it  contains. 

Recordation  of  a  document  with  or 
without  a  Document  Cover  Sheet  does 
not  constitute  a  determination  by  the 
Copyright  Office  of  the  validity  of  a 
document  of  the  effect  of  that  document 
The  determination  can  only  be  made  by 
a  court  of  law. 

Document  Cover  Sheets  are  supplied 
free  of  charge  by  the  Copyright  Office 
and  may  be  ordered  at  anytime  by 
telephoning  (202)  707-9100.  Orders  will 
be  recorded  automaticaUy  and  filled  as 
quickly  as  possible.  Please  specify  that 
you  need  Document  Cover  Soeets  and 
the  number  needed.  The  Office  will 
accept  photocopies  of  the  Document 
Cover  Sheet  All  Document  Cover 
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Sheets  and  attachments  should  be  8V&  x 
11  indies  in  size.  Hie  Office  piefen  dial 
all  documents  also  be  the  same  size  to 
promote  unifonnity  of  the  microfonn 
records.  Documents  should  be  typed  or 
printed  prefer^ly.  but  the  Office  does 
not  make  that  a  retiuiramaiit  lor 
recordation. 


Dated-  December  14.  >M2. 


ftegistsr  ofCopyri^its. 

Approved: 
laflHsILBflUqgWa, 
The  Ubrarian  ofOooffvss. 
aaiaie  ooec  ««t»-er-ii 
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Document  Cover  Sheet 


BASIC  INFORMATION 

Y(£ad  these  instructions  before  completing  this  form.  Make 

sure  all  applicable  spaces  have  been  filled  in  before  you 

return  this  form,  or  the  form  tannot  be  used. 


When  to  Use  This  Fonn:  Us«  the  Doonnent  Cover  Sheet  when 
you  are  submitting  a  document  for  recordation  in  the  U5.  Copyright  Office. 

Mailing  Requirements:  it  i»  important  that  you  send  two 

copies  of  the  Document  Cover  Sheet,  any  additional  sheets,  the  document 
and  the  fee  together  m  the  same  envelope  or  package  The  Copynght 
Office  cannot  process  them  unle«  they  are  '««^.  j'^!^  ,^^'°i 
Documents  Unit,  LM^2.  Cataloging  Dwtsion.  Copynght  Offtce,  Uftwry  of 
Con<rns.  Washington,  DC.  20559.  ,  .    _^ 

Two  copies  ofthis  Document  Cover  Sheet  and  any  additional  sheets  you 
include,  which  must  measures  1/2  x  11  inches,  shouW  accompany  each 
document.  Cover  sheets  should  be  typed  or  pnnted.  The  cover  sheet,  when 
completed  should  contain  aU  of  the  information  necessary  for  the  C  opyneht 
Of  hce  to  process  the  document  and  ensure  thai  the  correct  data  is  recorded 
promptly-  The  Copynght  Office  will  process  the  document  on  thebasu  of 
miormahon  contamed  m  the  cover  sheet  without  venfying  its  correctness 
from  the  document  itself.   However,  to  be  recordable,  a  document  must 


The^son(s>Tubnuttmg  a  document  with  a  cover  sheet  are  Milely  respari- 
sible  forverifying  the  correctness  of  the  cover  sheet  and  the  suffioency  of  the 
document.  Reco>dinR  a  document  submitted  with  or  without  a  cover  sheet 
does  not  cons titu tea  determinabon  by  theCopyright  Office  of  the  document  s 

validity  or  the  effect  of  that  document.  Only  a  court  of  law  may  make  such 

This'cover  sheet  and  any  additonal  sheets  wiU  be  recorded  with  the 
document  as  part  of  the  official  recordation. 


PfWVACVACTADVISOnYSTATEIj»rr 
H«j»i«r«d  by  the  Privacy  Act  011974  (P.L.  8M7») 

The  auttx>nty  for  requesting  this  informatiori  is  title  17  U^S.C^sec. 
205.  Furnishing  the  requested  intofmation  is  voJontary.  But  rt  the 
intormation  «  not  provided,  it  may  be  necessary  to  delay  rerordabon. 

The  Dfincipal  uses  ot  the  requested  infottnatwo  are  the  estaWisn- 
ment  and  maintenance  of  a  pobhc  record  and  the  evaluation  tor 
compliance  with  legal  requirements.  

Other  routine  uses  include  public  ins»ectlon  and  copyino.  prepara- 
tion of  pobltc  indexes,  preparation  of  public  catatogs  of  copynght 
recordations,  arxl  preparation  of  search  reports  upon  request. 

IMOTE  No  other  advisory  statement  will  be  given  in  connection  witn 
this  application.  Please  keep  th(s  statement  and  refer  to  it  rt  we 
communicate  with  you  regaraing  this  cover  sheet. 


5PACE-BY-SPACE  INSTRUCTIONS' 


1 


SPACE  1:  Name  of  Party  or  Parties 
to  the  Document 


Name  aU  of  the  parties  to  this  document- If  addihonal  space  IS  needed.  i»e 
a  white,  8 1  /2  x  1 1  inch  sheet  of  paper  to  list  the  parties  The  document  wiU  be 
indexed  under  the  names  of  these  parties  For  transfers,  notKes  o»  termina- 
bon,  and  other  two-partv  documents,  indicate  whKh  ts  assignor,  grantor,  or 
party  1  and  which  is  assignee,  grantee,  or  party  2. 


Describe  the  document.  This  description  wUl  be  entered  in  the  catolog 
record  of  the  recordation. 


SPACE  3:  TiUe(s)  of  Work(s) 


Ust  the  titles  of  all  works  which  are  included  in  the  document.  Include 
registration  number,  names  of  authors,  and  other  information  to  identify  the 
wOTk(s)  and  link  them  to  the  onginal  registration.  Additional  sheete  the  same 
size  as  the  cover  sheet  may  be  attached,  if  needed.  Indicate  that  the  titles  on 
any  addtional  sheets  are  additions  to  Space  3. 


SPACE  4:  Completeness  of  Document 


All  section  205  documents  must  be  complete  by  their  own  terms  m  order 
to  be  recordable.  Examples  of  section  205  documents  include  transfer^  of 
copyright  ownerships  and  other  documents  pertaining  to  a  copynght  such  as 
exclusive  and  non-exdusive  licenses,  contracts,  mortgages,  powers  of  attor- 
ney, certificates  of  change  of  corporate  name  or  btle,  wills,  and  decrees  of 
distribution. 


SPACE  5:  Number  of  Titles  in  Document 


The  number  of  titles  determines  the  recordation  fee.  The  fee  for  •  docu- 
ment of  any  length  containing  one  title  is  $20.  Additional  titles  are  $10  for 
each  group  of  10  or  fewer.  TNe  Copyright  Office  wiU  verify  htle  counts. 


SPACE  6:  Fee 


Calculate  the  fee  from  the  iirfonnation  given  m  Space  5. 

NOTE  The  Copyright  Office  has  the  authority  to  adjust  fees  at  5-year 
intervab,  based  on  changes  in  the  Consumer  Price  Index.  The  next  adjust- 
ment is  due  in  1996.  Please  contact  the  Copyright  Office  after  July  1995  to 
determine  the  actual  fee  schedule.  . ^ 


SPACE  2:  Description  of  Document  f 


SPACE  7:  Deposit  Account 


If  a  Deposit  Account  is  to  be  charged,  give  the  Deposit  Account  number. 


8 


SPACE  8:  Date  of  Execution 


Give  the  date  the  accompanying  document  (not  this  Cover  Sheet)  was 
executed  and  /or  became  effective. 


SPACE  9:  Affirmation 


This  space  is  to  be  completed  by  all  applicants.  The  party  to  the  document 
submitting  it  for  recordation  or  his/her  authorized  agent  should  sign  the 
affirmation  and  authonzahon  contained  in  this  space.  This  affirmation  and 
authorization  is  not  a  subsbtufe  for  the  certification  required  for  documents 
containing  a  photocopy  signature.  (See  Certification,  Space  10.) 


10 


SPACE  10:  CertificaHon 


Complete  this  section  oiJy  if  submitting  photocopied  documents  in  lieu 
of  a  document  bearing  the  actual  signature. 

Certification:  Any  transfer  of  copyright  ownership  or  other  document 
pertainmg  to  a  copynght  (section  205)  may  be  recorded  in  the  Copyndit 
Office  if  the  document  bears  the  actual  signature  of  the  person  or  persons  who 
executed  (signed)  the  documents.  If  a  photocopy  of  the  original  S'ff»ed 
document  is  submitted,  it  must  be  accompanied  by  a  sworn  or  olhcial 
certification.  A  sworn  certification  signed  by  at  least  one  of  the  parties  to  the 
document  or  their  authorized  representative  (who  is  identified  as  such)  at 
Space  10  will  satisfy  that  requirement. 
^opie«  of  documentt  on  fUc  in  a  Federal,  stale,  or  local  government 
oHicc  must  be  accompanied  by  an  official  certificatioti. 
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ror  nvGOfaMiofi  or  uocunwnu 

UNITED  STATES  COPYRIGHT  OFFICE 


DO  NOT  vraiTE  ABOVE  IMS  LINE. 


To  the  Register  of  Copyrights: 

Please  record  the  accompanying  original  document  or  copy  thereof,    funds  received 


DATE  OF  RECORDATION 
(Assigned  by  Copynght  Office) 

Month                 Day 

Year 

VokMne 

Pa9e_ 

Voluma 

Page 

REMITTANCE 

1 


2 


3 


4 


6 
8 


9 


MAIL 
RECORDA- 
TION TO: 


NAME  OF  THE  PARTY  OR  PARTIES  TO  THE  DOCUMENT,  AS  THEY  APPEAR  IN  THE  DOCUMENT. 
Party  1: Party  2: 


(acognor.  gramor.  ale.) 


MC) 


DESCRIPTION  OF  THE  DOCUMENT: 

Transfer  of  Copyright  Termination  of  Transferis)  (Section  3041 

Security  Interest  Shareware 

Change  of  Name  of  Owner  Life,  Identity,  Death  Statement  ISectton  302| 


Transfer  of  Mask  Works 
Other  


£&^ 


ita 


TnXE(S)  OF  WORK(S),  REGISTRATION  NUMBER(S),  AUTHOR(S),  AND  OTHER  INFORMATION  TO  IDENTIFY  WORK. 

Title  Registration  Number       Author 

Additional  sheet(s)  attached? 

yes 

. _ no 

If  so,  how  many? 


Document  is  complete  by  its  own  terms. 
Document  is  not  complete.  Record  "as  is." 


5 


Number  of  titles  in  Document . 


Amount  of  fee  eridosed  or  authorized  to  be  charged  to  a 
Deposit  Account • 

Date  of  execution  and/or  effective  date  of  accompanying 
document . • 


7 


Account  number . 
Account  name 


(*») 


H-» 


AFHRMATION:'  I  hereby  affim  to  the  Copy- 
right Office  that  the  information  given  on  tms 
form  is  a  true  and  correct  representation  of  the 
accompanying  document.  This  affirmation  will 
not  suffice  as  a  certification  of  a  photocopy  signa- 
ture on  the  document. 


10 


CERTIFICATION:  *  Complete  this  certification  if  a  photo- 
copy of  the  original  signed  document  is  submitted  in  lieu  of 
a  aocument  bearing  the  actual  signature. 

1  certify  under  penalty  of  perjury  under  the  laws  of  the 
United  States  of  America  that  the  accompanying  document 
is  a  true  copy  of  the  origirtal  document 


Signakra 


Signamra 


Duly  Amhonztd  Agam  of: 


Numtwr/Slreet/ApwlmwK  Nunitw>T 


cufstrntrnpr 


•  Comiilele  a*  necessary  spans 

•  Sign  youf  cow  sheel  w  soaca  9 


1.  Two  copies  o)itie 
Stie« 

2.  Fee  in  check  or 


Cover  Th*  Co»>r»9IM  OMn 
(■■•■■•MhaxiyMM' 
HI  nw  ill  mm 


2.  Fee  in  check  or  monei  order  "■!  "     -^Tr.TTr, 

p«y«blelofleB<s»rrfCopr,B«»      SmSIS^STS 

XDocument  mtm.'nmmtim^m- 

Is  tm  Ki  IN*. 


Oocumertt  UnHCantoging  Oivwon.  cm»iW  on 
CopynghiO«oe.UI>raryo(CongrBas  ^J*"* 
Washmglan.  0  C  2a6» —*■"** 


*K>KiiM<gly  «id  w«u«y  iatstymg  rnaeriil  lacii  «<  Ma  term  inay  >«Mill  in  cf«nii<al  11^^ 
OecainlMr  1992—30.000 

[FR  Doa  93-^18  Piled  1-7-«3: 8:45  am] 
■LUNQ  oooc  Mte-or-c 
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NATIONAL  SCIENCE  FOUNDATION 

SfMdal  EmphMis  PmwI  In  CtMmMnr. 
MMting 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  as  amended),  the  National  Sdence 
Foundation  announoas  the  fioUowing 
meeting. 

Data  aad  Tine:  February  18-19. 1993;  S:30 
a.m.  to  5  pjn.. 

Place:  Rooms  523,  536,  543,  and  1242. 
National  Foundatian.  1800  G  SliMt,  NW.. 
Washington,  DC 

Type  of  Meeting:  Qosed. 

Contact  Pmsoi   Dr.  Seymour  J.  Lappoite. 
Program  Dii«ctor,  Division  of  Chemistry. 
National  Sdenoa  Foundation.  1800  G  SL 
N'W..  Washington.  DC  20550.  Telephone: 
(202)  357-7503. 

Purpota  of  Meeting:  To  provide  advice  and 
recommendations  concerning  applications 
submitted  to  NSF  for  financial  support. 

Agenda:  To  review  and  evaluate 
applications  for  Postdoctoral  Research 
Fellowshipa  in  Chemistry  as  part  of  the 
selection  process  for  awards. 

Heason  for  Qosing:  The  applications  being 
reviewed  include  information  of  a 
proprietary  or  confideatial  nature,  including 
technical  information;  financial  data,  such  as 
salaries;  and  personal  Information 
concerning  Individuals  associated  with  the 
applications.  These  matters  are  exempt  under 
S'U.S.C  552b(c).  (4)  and  (6)  of  the 
Government  in  the  Sunshine  Act. 

Dated:  January  4. 1993. 
M.  Rebecca  Wiakler. 
Conunittee  Manttgemmtt  Officer. 
IFR  Doc  93-392  Filed  1-7-93;  8:45  ami 
■LUNQ  OOOK  TVH-et-il 


SfMcM  EmphMis  PwmI  In  Materials 
Rsssarch;  Msating 

In  acconiance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463  as  amended),  the  National  Sdence 
Foundation  aimounces  the  following 

meeting: 

Nomer.  Special  Emphasis  Panel  in  Materials 
Research  (DMR). 

Date  and  time-.  January  26, 1993. 8:30  a.m.- 
5  p.m.;  January  27. 1993. 8:30  a.m.-5  pjn. 

Place-.  NSF  Conference  &  Training  Center. 
1110  Vermont  Avenue,  NW.  room  500  B, 
Washi  ngtoo ,  DC  2055a 

Type  of  meeting.  Closed. 

Contact  person:  Dr.  John  C  Hurt.  Prognm 
.  Director,  Materials  Research  Groape.  Division 
of  Materials  Research,  room  40S.  Natioaal 
Science  FoundatioD,  Washington.  DC.  20550. 
Telephone  (202)  357-9791. 

Purpose  of  meetings-  To  provide  advice 
and  recommendatioas  uitwning  soppoit  for 
the  Materials  Research  Grtmpe  oo  Materials 
Chemistry  and  Potymars. 

Agenda.  Examine  proposals,  reviewers' 
evaluations,  and  make  racwBmendetioos  fcr 
new  and  renewal  awards  for  Materials 
Research  Groups  in  FY  1993  competition. 


Beaton  for  doting:  The  proposals  being 
reviewed  include  Information  of  a 
proprietary  or  confidential  nature,  including 
technical  information,  financial  data  such  as 
sahvies,  and  personal  information 
coDceroing  individuals  associated  with  the 
proposals.  These  matters  are  exempt  under  5 
U.S.C  552  b.  (cK4)  and  (6)  of  the  Government 
in  the  Sunshine  Act 

Dated:  January  4. 1993. 
M.  Rebecca  Whikkr. 
Committee  Management  Officer. 
IFR  Doc.  93-395  Filed  1-7-93;  8:45  am) 
MJJNQ  COOf  TMS-at-H 


Special  Emphasis  Panel  In  Physics: 
Meeting 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  as  amended),  the  National  Science 
Foundation  announces  the  following 

meeting. 

Date  and  time:  February  11-12, 1993;  8:30 
a.m.  to  5  p.m. 

Place:  Building  203.  room  150,  Argonne 
National  Laboratory,  Argonne.  IL  60439. 

Type  of  meeting:  Closed. 

Contact  person:  Dr.  Harold  Britt,  Program 
Director,  Nuclear  Physics,  Rm  341,  National 
Science  Foundation,  1800  G  St.  NW.. 
Washington,  DC  20550.  Telephone:  (202) 
357-7993. 

Purpose  ofmeeting:  To  provide  advice  and 
recoRunendations  concerning  proposals 
submitted  to  NSF  for  financial  support. 

Agenda:  To  review  and  evaluate 
Accelerator  Laboratory  Proposals  as  part  of 
the  selection  process  for  awards. 

Reason  for  closing:  The  proposals  being 
reviewed  include  iiiformation  of  a 
proprietary  or  confidential  nature,  including 
technical  Information;  financial  data,  such  as 
salaries:  and  personal  information 
concerning  individuals  associated  with  the 
proposals.  These  matters  are  exempt  under  5 
US.C  5S2b(c).  (4)  and  (6)  of  the  Government 
in  the  SunshiiM  Act 

Dated:  January  4. 1993. 
M.Rab«xaimakler. 
Committee  Management  Officer. 
IFR  Doc.  93-393  Filed  1-7-93;  8:45  am) 
MUMO  COM  T«aB.ei-M 


Advisory  Psnel  for  Presidential  Faculty 
Fellows;  Meeting 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting. 

Date  and  Time:  February  2-3. 1993;  8:30 
a.m.  to  5  p.m. 

Place:  The  Utham  Hotel.  3000  M  Street. 
NW..  WMhinglan.  DC. 

Type  of  Meeting:  Closed. 

Contact  Person:  Mary  Sladek,  Program 
Manager,  Division  of  Graduate  Education  and 
Research  Development.  National  Science 


Foundation  (NSF).  1800  G  St.  NW..  rm.  1202. 
Washington.  DC  20S50.  Telephone:  (202) 
357-9466. 

Purpose  of  Meeting:  To  provide  advice  and 
recommendations  to  the  Director.  NSF,  and 
the  President  on  the  selection  of  Presidential 
Faculty  Fellows  recipients. 

Agenda.  To  review  and  evaluate 
Presidential  Faculty  Fellows  nominations  as 
paii  of  the  selection  process  for  awards. 

Reason  for  Closing:  The  nominations  being 
reviewed  include  Information  of  a 
proprietary  or  confidential  natiue,  including 
technical  information;  financial  data,  such  as 
salaries;  and  personal  information 
concerning  individuals  associated  with  the 
nominations.  These  matters  are  exempt 
under  5  U.&C  552b(c).  (4)  and  (6)  oftbe 
Government  in  the  Suiuhine  Act 

Dated:  January  5. 1993. 
M.  Rebecca  snakier. 

Committee  Marwgement  Officer. 

[FR  Doc.  93-394  Filed  1-7-93,  8.45  an») 

BHJJN6  COOC  7BS5-01-«I 


NUCLEAR  REGULATORY 
COMMISSION 

Propoeed  Generic  Communication 
Mark  land  Mark  R  Steel  Containments 
Extension  of  Comment  Period 

ACCNCY:  Nuclear  Regulatory 

Commission. 

action:  Proposed  generic 

communication:  Extension  of  comment 

period,  

summary:  On  November  20. 1992;  (57 
FR  54860).  the  NRC  published  for 
public  comment  a  proposed  generic 
letter  which  would  recommend  actions 
to  be  talcen  by  operating  plants  with 
Mark  I  and  Mark  n  steel  containments 
to  implement  certain  inservice 
inspection  procedures  that  would 
prevent  inadvertent  loss  of  containment 
integrity  and  maintain  continued 
conformity  with  their  licensing  bases. 
The  comment  period  for  this  proposed 
generic  letter  was  to  have  expired  on 
December  21. 1992.  By  letter  dated 
December  17. 1992,  the  Boiling  Water 
Reactor  Owners'  Group  (BWROG) 
requested  a  60-day  extension  of  the 
public  comment  period  for  the  Generic 
Letter  (GL).  The  reasons  for  the 
extension  request  included  the  need  for: 
(1)  Additional  time  to  understand  the 
potential  impact  of  differences  from 
previously  discussed  recommended 
actions.  (2)  preparing  comments,  and  (3) 
coordinating  this  effort  with  other 
activities  of  equal  importance. 
Therefore,  the  NRC  had  decided  to 
extend  the  comment  period  for  an 
additional  60  days. 
DATES:  The  comment  period  has  been 
extended  and  now  expires  March  9, 


1993.  Comm 
will  be  consi 
so  but  assure 
be  given  exo 
on  or  before 
ADDRESSES:: 
to  Chief.  Rul 
Branch.  U.S. 
Commission 
Written  com 
delivered  to 
Building.  79 
Bethesda.M 
4:15  pm,  fed 
written  com 
examined  at 
Room,  2120 
Level).  Was) 
FORFURTHET 
Ronald  Eato 

Dated  at  Ro 
of  December : 

For  the  Nu( 
Waltn-  R.  Bui 
Project  Direct 
Division  of  Re 
Nuclear  Reac 
[FR  Doc.  93-; 
BNJJN0C00E7 


OFFICE  OF 
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Clearance  c 


Federal  Register  /  Vol.  58,  No.  5  /  FWday,  January  8,  1993  /  Notices 


3303 


1993.  Comments  received  after  this  date 
will  be  considered  if  it  is  practical  to  do 
so  but  assurance  of  consideration  cannot 
be  given  except  for  comments  received 
on  or  before  ttds  date. 
AODRESSES:  Submit  written  comments 
to  Chief.  Rules  and  Directives  Review 
Branch,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555. 
Written  comments  may  also  be 
delivered  to  room  P-223,  Phillips 
Building.  7920  Norfolk  Avenue, 
Bethesda,  Maryland,  from  7:30  am  to 
4:15  pm.  federal  workdays,  copies  of 
written  comments  received  may  be 
examined  at  the  NRC  PubUc  Document 
Room,  2120  L  Street,  NW.  (Lower 
Level),  Washington.  DC 
FOR  RiRTHER  MFOmiATION  CONTACT: 
Ronald  Eaton.  (301)  504-3041. 

Dated  at  Rocliville,  Maryland,  this  24th  day 
ofDecemberl992. 

For  the  Nuclear  Regulatory  Conunission. 
Walter  R.  Batkr, 

Project  Director,  Project  Directorate  1-3, 
Division  of  Reactor  Projects— 1/ II,  Ofpce  of 
Nuclear  Reactor  Regulation. 
|FR  Doc.  93-374  Filed  l-7-«3;  8:45  am) 
BNJJNO  CODE  7n»-«1-M 


OFFICE  OF  PERSONNEL 
MANAGEMENT 

Notice  of  Request  for  ■  Revised 
Cleerance  of  Standard  Form  3102 

AGENCY:  Office  of  Personnel 

Management. 

ACTION;  Notice. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1980  (title 
44,  U.S.  Code,  chapter  35),  this  notice 
announces  a  request  for  clearance  of  a 
revised  information  collection.  Standard 
Form  3102,  Designation  of  Beneficiary 
(FERS),  is  used  by  employees  and 
annuitants  covered  under  the  Federal 
Employees  Retirement  System  to 
designate  a  beneficiary  to  receive  any 
lump  sum  due  in  the  event  of  his/her 
death. 

Approximately  800  Standard  Forms 
3102  are  completed  annually.  It  takes 
approximately  15  minutes  to  complete 
this  form.  The  annual  burden  is  200 
hours. 

For  copies  of  this  proposal,  contact  C 
Ronald  Trueworthy  on  (7(i3)  908-8550. 
0ATC8:  Comments  on  this  proposal 
should  be  received  within  30  calendar 
days  from  the  date  of  this  publication. 
ADDRESSES:  Send  or  deliver  comments 
to— 
Joseph  C.  Parker,  Chief,  FERS  Division, 

Office  of  Retirement  Pn^rams;  U.S. 

Office  of  Personnel  Management. 


1900  E  Street,  NW.,  room  4429. 
Washington.  DC  20415  and 
Joseph  Lackey.  OPM  Desk  Officer. 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget.  New  Executive  Office 
Building.  NW..  room  3002. 
Washington.  DC  20503. 

FOR  MFORMATION  REGAROMQ 
AOMMISTRATIVECOOROMATIOW-CONTACT: 

Mary  Beth  Smith-Toomey,  Chief, 
Administrative  Management  Branch. 
(202)606-0623. 

VS.  Offica  of  Personnel  Management 

Doo^bs  A.  Brook, 

Acting  Director. 

IFR  Doc.  93-337  Piled  1-7-93;  8:45  am] 
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Excepted  Service 

AGENCY:  Office  of  Personnel 

Management. 

ACTION:  Notice. 

SUMMARY:  This  gives  notice  of  positions 
placed  or  revoked  under  Schedules  A 
and  B,  and  positions  placed  under 
Schedule  C  in  the  excepted  service,  as 
required  by  Civil  Service  Rule  VI, 
Exceptions  &t>m  the  Competitive 
Service. 

FOR  FURTHER  MFORMATKM  CONTACT: 
Sherry  Turpenoff,  (202)  606-0950. 
SUPPi^HENTARY  V4FORMATI0N:  The  Office 
of  Persoiuiel  Management  published  its 
last  monthly  notice  updating  appointing 
authorities  estabUshed  or  revoked  under 
the  Excepted  Service  provisions  of  5 
CFR  part  213  on  September  24, 1992. 
(57  FR  44218).  Individual  authorities 
established  or  revoked  under  Schedules 
A  and  B  and  established  imder 
Schedule  C  between  August  1  and 
November  30, 1992,  appear  in  the  Usting 
below.  Future  notices  will  be  published 
on  the  fourth  Tuesday  of  each  month,  or 
as  soon  as  possible  thereafter.  A 
consolidated  listing  of  all  authorities  as 
of  June  30. 1992.  will  also  be  published. 

Schedule  A 

The  following  exception  was  revoked: 
Department  of  Defense 

Not  to  exceed  30  positions  at  grades 
6/15  in  the  Office  of  Emergency 
Operations  (OEO).  No  new 
appointments  may  be  made  under  this 
authority  after  March  31, 1993.  Effective 
August  13, 1992. 

The  following  exception  was 
estabUshed: 

Department  of  Transpottation 

Positions  of  entry-level  air  traffic 
control  specialists  filled  in  connection 


with  the  testing  of  alternative  methods 
of  training  such  specialists.  These 
positions  require  experience  or 
education  related  to  air  traffic  control 
that  provided  knowledges,  skills,  and 
abilities  comparable  to  those  gained 
throu^  initial  training  in  the  FAA 
Academy.  Appointees  under  this 
authority  wiU  not  participate  in  such 
Academy  training.  This  authority  will 
expire  on  December  31. 1994.  EfEective 
September  28. 1992. 

SdieduleB 

No  Schedule  B  authorities  were 
established  or  revoked  diuing  the  period 
Augxist  through  November  1992. 

ScbeduleC 

Agency  for  International  Development 

One  Public  Affairs  SpeciaUst  to  the 
Chief.  Press  Relations  Division,  Office  of 
External  Affairs.  Effective  August  4. 
1992. 

Two  Special  Assistants  to  the 
Assistant  Administrator,  Bureau  for 
Private  Enterprise.  Efiiactive  September 
18. 1992. 

Appalachian  Regional  Commisaon 

One  Senior  Policy  Advisor  to  the 
Federal  Co-Chairman.  Efiiactive 
September  3. 1992. 

Ck)nsumer  Product  Safety  Commission 

One  Special  Assistant  (Legal)  to  a 
Commissioner.  Effective  August  28, 
1992. 

Department  of  Apiculture 

One  Staff  Assistant  to  the  Assistant 
Secretary  for  Congressional  Relations, 
Office  of  the  Secretary.  Effective  August 
4, 1992. 

One  Regional  Director  (Levelland. 
Texas)  to  the  Administrator,  Rural 
Development  Administration.  Efiiactive 
August  4, 1992. 

One  Regional  Director  (Vicksburg, 
Mississippi)  to  the  Administrator.  Rural 
Development  Administration.  Efiiactive 
August  5. 1992. 

Gtae  Confidential  Assistant  to  the 
Director,  Public  Liaison.  Office  of  Public 
Affairs.  Office  of  the  Secretary.  Effective 
August  5, 1992. 

Oa%  Confidential  Assistant  to  the 
Administrator,  Food  Safety  and 
Inspection  Service.  Efiiactive  Atigust  5. 
1992. 

One  Confidential  Assistant  to  the 
Executive  Assistant  to  the  Secretary  of 
Agriculture.  Efiiactive  August  18. 1902. 

One  Confidential  Assistant  to  the 
Administrator,  Agricultural  Research 
Service.  Effective  September  3. 1992. 

One  Regional  Director  (Huntingtcm, 
West  Virginia)  to  the  Administrator, 
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Runl  D«vriaf»Miit  Administntiaa. 

Effective  SeptembOT  9. 1992. 
One  Diiector  of  UgidMhm  and  Pnl>Uc 

Afiain  to  tb«  Dsputy  Admiirttwtor. 
T  IiiiiigwiMnT  and  Pdicy  Support,  nml 
Electrification  Adminirtration.  Eflective 

Septembar  11, 1992. 

One  Staff  Aaaiatant  to  the  Secntary. 
Effective  SaptamlMr  11. 1992. 

One  Ragiaiial  Director  (Sayre.  PA)  to 

the  Administialar.  Run!  Developmeot 
Administration.  Effactiire  September  18. 
1992. 

One  Staff  Assistant  to  the  Manager. 
Federal  Oop  Insiiranre  Corporation. 
Eflactive  September  21, 1992. 

One  Director.  Office  of  Coogiessioiial 
and  Public  Afiain  to  the  Manager, 
Federal  Crop  Insurance  Corporation. 
Effective  September  21. 1992. 

One  Staff  Assistant  to  the  Secretary  of 
Agriculture.  Effective  September  22. 
1992. 

Onis  Staff  Assistant  to  the  Deputy 
Under  Secr^ary  for  Small  Community 
and  Rural  Development.  Effective 
September  28. 1992. 

One  Staff  Assistant  to  the  Manager. 
Federal  Crop  Insurance  Corporation. 
Efiective  September  28. 1992. 

One  Confidential  Assistant  to  the 
Director,  Intergovernmental  Athirs. 
OfBce  of  Public  Afhirs.  Effective 
October  1. 1992. 

One  Staff  Assistant  to  the  Secretary  of 

Agriculture.  November  9. 1992. 

One  Confidential  Assistant  to  the 
Executive  Assistant  to  the  Secretary. 
Effective  November  12. 1992. 

One  Confidential  Assistant  to  the 
Administrator.  Agricultural  Research 
Service.  November  12, 1992. 

Department  of  Commerce 

One  Deputy  to  the  Director  of 
Scheduling.  Office  of  the  Secretary. 
Effective  August  4, 1992. 

One  PubUc  Afhirs  Specialist  to  the 
Secretary  of  Commerce.  Effective 
August  5. 1992. 

0^  Confidential  Assistant  to  the 
Secretary.  Effective  August  6. 1992. 

One  Confidential  Assistant  to  the 
Deputy  Assistant  Secretary  for 
Technology  and  Aerospace  Industries, 
International  Trade  Administration. 
Effective  August  14, 1992. 

One  Depvty  to  the  Director,  White 
House  Liaison,  Office  of  the  Secretary. 
Effective  August  14, 1992. 

One  Special  Assistant  to  the  Under 
Secretary  for  Technology,  Technology 
Administration.  Effective  August  14. 
1992. 

One  Chief  Counael  for  Tedmology 
Administration  to  the  General  CounaeL 
Effective  August  14. 1992. 

One  Confidential  Assistant  to  the 
Deputy  Assistant  Secretary  far  Textiles, 


Apparel  and  Consumer  Goods, 
International  l^ade  Administration. 
Efiective  August  18. 1992. 
One  Special  Aaaiatant  to  Um  Secretary 

of  Commerce.  Effective  August  19. 1992. 

One  Confidential  Assistmit  tojihe 
Deputy  Assistant  Secretanr  and  Deputy 
Commissioner,  Patent  and  Trademark 
Office.  Effective  September  21. 1992. 

One  Confidential  Assistant  to  the 
Assistant  Secretary  for  Trade 
Development.  International  Trade 
Administration.  Effective  September  25. 
1992. 

One  Special  Assistant  to  the  Director, 
Minwity  Business  Development 
Agency.  Effective  October  6, 1992. 

One  Congressional  Liaison  Spedabst 
to  the  Under  Secretary,  Intematiooal 
Trade  Administration.  Effective  October 
15  1992. 

One  Special  Assistant  to  the  Assistant 
Secretary  for  Legislative  and 
Intergovernmental  Affairs.  Effactive 
October  16, 1992. 

One  Chauffeur  to  the  Secretary  of 
Commerce.  Effective  October  21, 1992. 

One  Chauffeur  to  the  Under  Secretary, 
National  Oceanic  and  Atmos{d)eric 
Administration.  Effective  October  22. 
1992. 

One  Special  Assistant  to  the  Deputy 
Assistant  Secretary  for 
Intergovernmental  Affairs,  Office  of 
Legislative  and  Inteigovemmental 
Affairs.  Eflisctive  November  5, 1992. 
One  Special  Assistant  to  die  Chief 
Economist.  Economics  and  Statistics 
Administration.  Effactive  November  5, 
1992. 

One  Confidmtial  Assistant  to  the 
Deputy  Assistant  Secretary  for  White 
House  Uaistm.  Effective  November  5, 
1992. 

One  Congressional  Liaismi  Specialist 
to  the  Deputy  Secretary  for  Le^iative 
and  Intergovwnmental  Affeirs.  Effective 
November  30, 1992. 

One  Director,  Office  of  Public  Affeirs 
to  the  Under  Secretary,  International 
Trade  Administration.  Effective 
November  30. 1992. 

Department  of  Defense 

One  Personal  and  Cmfidential 
Assistant  to  the  Assistant  Secretary  of 
Defense.  Effective  August  6. 1992. 

One  Special  Assistant  for  Asian 
Affairs  to  the  Director  of  Net 
Assessment.  Office  of  the  Under 
Secretary  for  Policy.  Effective  August  6, 
1992. 

One  Private  Secretary  to  the  Principal 
Deputy  Genera)  Counsel.  Effective 
August  6, 1992. 

One  Personal  and  Confidential 
Assistant  to  the  Assistant  Secretary  of 
Defense  (International  Security  Affiaira). 
Effective  August  6, 1992. 


One  Special  Assistant  to  the  Under 
Secretary  of  Defense  (Pobcy).  Efiiactive 
August  6, 1992. 

One  Soecial  Assistant  (Raaearch)  to 
the  Assistant  Secretary  of  Defense  frir 
Public  Affairs.  Effective  September  18. 
1992. 

One  Paralegal  Specialist  to  die  Chief 
Judge,  U.S.  Court  of  Military  Appeals. 
Efiective  September  18. 1992. 

One  Secretary  (Office  Automation)  to 
the  Assistant  Secretary  of  the  Army 
(Manpower  and  Reeerve  Affain). 
Effective  September  18, 1992. 

One  Special  Asaistant  to  the  Assistant 
Secretary  of  Defense  (Legislative  Affaira) 
for  Special  Operations  and  Drug  Poliqr. 
Effective  September  28, 1992. 

One  Staff  Assistant  to  the  Assistant  to 
the  Vice  President  far  National  Security 
Affaira.  Effective  October  15, 1992. 

Department  of  Education 

One  Cmfidential  Assistant  to  the 
Assistant  Secretanr.  Office  of 
Intergovernmental  and  Interagency 
Affairs.  Efiective  August  4, 1992. 

One  Confidential  Assistant  to  the 
Assistant  Secretary,  Office  of  Qvil 
Ri^ts.  Effective  August  14. 1992. 

One  Confidential  Assistant  to  the 
Assistant  Secretanr,  Office  of 
Intergovernmental  and  Interagency 
Affairs.  Effective  August  18. 1992. 

One  Confidential  Assistant  to  the 
Chief  of  Staff.  Office  of  the  Secretary 
Effective  August  28. 1992. 

One  Deputy  Secretary's  Regional 
Representative— Region  I  (Boston,  MA) 
to  the  Director,  Regional  Liaison  Staff. 
Office  of  Intergovernmental  and 
Interagency  Affairs.  Effective  September 
16. 1992. 

One  Secr^ary's  Regional 
Representative.  Region  X  (Seattie,  WA) 
to  the  Director.  Regional  Liaison  Staff. 
Office  oi  Intogovemmental  and 
Interagency  Affairs.  Effective  September 
25. 1992. 

One  Special  Assistant  to  the  Deputy 
Assistant  Secretary,  Office  of  Higher 
Education  Program.  Effective  Se^nnber 
25, 1992. 

One  Confidential  Assistant  to  the 
Special  Advisor  to  the  Secretary  on 
America  2000.  Effective  September  25. 
1992. 

One  Confidential  Assistant  to  the 
Assistant  Secretary.  Office  of 
Intergovernmental  and  Interagency 
Affiairs.  Effective  September  25. 1992. 
Qm  Deputy  Assistant  Secretary  tat 
Legislative  Analysis  and  Information  to 
the  Assirtant  Secretary,  Office  of 
Legislative  and  Congressional  Affairs. 
Effective  September  25. 1992. 

One  Confidential  Assistant  to  the 
Deputy  Chief  of  Staff.  Effsctive  October 
8. 1992. 
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One  E)eputy  Secietaiy's  Regianal 
Representative,  Region  vn  (Kansas  Qty, 
MO)  to  the  Secretary's  Regional 
Representative.  Office  of 
Intergovemmentai  and  Interagency 
A&irs.  Effective  October  9. 1992. 

One  Special  Assistant  to  the  Assistant 
Secretary,  Office  of  Educational 
Research  and  Improvement  Effsctive 
October  9, 1992. 

One  Special  Assistant  to  the  Director, 
Constituent  Services  Staff.  Office  of 
Intergovemmentai  and  Interagency 
Affairs.  Effective  October  9, 1992. 

Chie  Director,  Intergovemmentai  and 
Constituent  Service  to  the  Deputy 
Assistant  Secretary  for  Headquarters 
Operations.  Office  of  Intergovemmentai 
and  Interagency  Affairs.  Efiiective 
October  15, 1992. 

One  Confidential  Assistant  to  the 
Deputy  Chief  of  Staff,  Office  of  the 
Secretary.  Effective  October  16, 1992. 

One  Congressional  Liaison  Specialist 
to  the  Deputy  Assistant  Secretary  for 
Congressional  Liaison,  Office  of 
Legislation  and  Congressional  Affairs. 
Effective  October  21, 1992. 

One  Director,  Administrative 
Resource  Management  Service,  Office  of 
Human  Resources  and  Administration. 
Ettactive  October  27, 1992. 

One  Confidential  Assistant  to  the 
Deputy  Chief  of  Staff.  Office  of  the 
Secretary.  Effective  October  28, 1992. 

One  Special  Assistant  to  the 
Administrator  for  Management  Service, 
Office  of  Human  Resources  and 
Administration.  Effective  October  30, 
1992. 

One  Director,  Secretary's  Regional 
Representatives  Services  Staff  to  the 
Deputy  Assistant  Secretary  for  Field 
Ser\'ices,  Office  of  Intergovemmentai 
and  Interagency  Affairs.  Effiactive 
November  5, 1992. 

One  Director,  Interagency, 
International  and  Strategy  Service  to  the 
Deputy  Assistant  Secretary  for 
Headquarters  Operations,  Office  of 
Intergovemipental  and  Interagency 
Affairs.  Effective  November  5, 1992. 

Department  of  Energy 

One  Staff  Assistant  to  the  Principal 
Deputy  Assistant  Secretary,  Office  of 
Congressional  and  Intergovemmentai 
Affairs.  Effective  August  14. 1992. 

One  Special  Assistant  to  the  Director, 
Office  of  Technology  Utilization,  Office 
of  Energy  Research.  Effective  August  31, 
1992. 

One  Staff  Assistant  to  the  Director, 
Office  of  Technology  Utilization,  Office 
of  Energy  Research.  Effective  August  31. 
1992. 

One  Special  Assistant  to  the  Deputy 
Secretary  of  Energy.  Effective  August  31, 
1992. 


One  Deputy  to  the  Press  ^eaetaiy/ 
Principal  Deputy  Director.  Office  of 
Public  ACbirs.  Effective  September  28. 
1992. 

One  Congressional  Affairs  Specialist 
to  the  Principal  Deputy  Assistant 
Secretary  for  Ctrngressional  and 
Intergovemmentai  Affairs.  Effective 
October  9. 1992. 

One  St«^  Assistant  to  the  Deputy 
Secretary.  Office  of  the  Deputy 
Secretary,  Office  of  the  Secretary. 
Effactive  October  30. 1992. 

Oie  Staff  Assistant  to  the  Special 
Assistant  to  the  Secretary.  Effective 
November  24. 1992. 

Department  (rf  Health  and  Human 
Services 

One  Special  Assistant  to  the  Deputy 
Assistant  Secretarv  for  Population 
Affeirs.  Office  of  the  Assistant  Secretary 
for  Health.  Public  Health  Service. 
Effective  August  5, 1992. 

One  Special  Assistant  to  the 
Commissioner.  Social  Security 
Administration.  Effective  August  25, 
1992. 

One  Confidential  Assistant  to  the 
Director  of  Advance,  Office  of  the 
Secretary.  Effective  September  18, 19^2. 

One  Special  Assistant  to  the  Director, 
Office  of  Public  Affairs.  Administration 
for  Children  and  Families.  Effective 
September  18, 1992. 

One  Director,  Division  of  Public 
Information  to  the  Director.  Office  of 
Public  Afhirs,  Administration  for 
Children  and  Families.  Effective 
September  18, 1992. 

One  Special  Assistant  to  the  Director, 
Office  of  Consumer  Affairs.  Effective 
September  22, 1992. 

One  Executive  Assistant  to  the 
Director,  Office  of  Child  Support 
Enforcement,  Administration  for 
Qiildren  and  Families.  Effective 
September  28, 1992. 

One  Speechwriter  to  the  Director  of 
Speechwriting,  Office  of  the  Assistant 
Secretary  for  Public  Affairs.  Effective 
October  6, 1992. 

One  Special  Assistant  to  the  Director 
of  Speechwriting.  Effective  October  9, 
1992. 

Department  of  Housing  and  Urban 
Development 

One  Deputy  to  the  Assistant 
Secretary,  Office  of  Public  Affairs. 
Effective  August  11, 1992. 

One  Assistant  to  the  Secretary  for 
Communication.  Effective  August  14, 
1992. 

One  Special  Assistant  to  the  Deputy 
Assistant  Secretary  for  Public  Affairs. 
Effective  August  18, 1992. 

One  Executive  Assistant  to  the 
Secretary.  Effective  August  18, 1992. 


One  Staff  Assistant  to  the  Deputy 
Assistant  Secretary  for  Economic 
Development.  Office  of  the  Assistant 
Secretary  for  Community  Planning  and 
Development  Effactive  August  18, 1992. 

One  Special  Assistant  to  the  Deputy 
Assistant  Secretary  for  Operations, 
Office  of  Commimity  Planning  and 
Development  Effiactive  September  11, 
1992. 

One  Intergovemmentai  Relations 
Officer  to  the  Deputy  Assistant 
Secretary,  Office  of  Intergovernmental 
Relations.  Effective  September  21, 1992. 

One  Senior  Intergovernmental 
Relations  to  the  Deputy  Assistant 
Secretary  for  Intergovemmentai 
Relations.  Effective  October  15. 1992. 

One  Special  Assistant  to  the  Assistant 
Secretary  for  Community  Planning  and 
Development.  Effective  November  5, 
1992. 

Department  of  the  Interior 

One  Special  Assistant  to  the  Director, 
National  Park  Service.  Effiactive  August 
5. 1992. 

One  Special  Assistant  to  the  Director, 
National  Park  Servica  Effective  October 
21, 1992. 

One  Special  Assistant  to  the  Secretary 
and  Director,  Office  of  Program 
Analysis.  Effective  November  27, 1992. 

Department  of  Justice 

One  Special  Assistant  to  the  Associate 
Deputy  Attorney  General,  Executive 
Office  of  Weed  and  Seed.  Effective 
September  3, 1992. 

One  Confidential  Assistant  to  the 
Director,  Office  of  Policy  and 
Communication.  Effective  October  28. 
1992. 

One  Special  Assistant  to  the  Director, 
Bureau  of  Justice  Statistics.  Office  of 
justice  Pn^grams.  Effective  November  5. 
1992. 

One  Senior  Policy  Advisory  to  the 
Director,  Office  of  Policy  Development, 
Office  of  Policy  and  Communications. 
Effective  November  20, 1992. 

Department  of  Labor 

One  Executive  Assistant  to  the  Deputy 
Assistant  Secretary,  Veterans 
Employment  and  Training  Service. 
Effective  August  18, 1992. 

One  Senior  Intergovemmentai  Officer 
to  the  Associate  Assistant  Secretary  for 
Congressional  and  Intergovemmentai 
Affairs.  Effective  September  11, 1992. 

One  Staff  Assistant  to  the  Assistant 
Secretary  for  Veterans'  Employment  and 
Training.  Effective  October  27, 1992. 

Department  of  State 

One  Special  Assistant  to  the  Deputy 
Secretary.  Effective  September  3, 1992. 

One  Staff  Assistant  to  the  Director. 
Office  of  Public  Liaison,  Bureau  of 
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Public  AfEain.  Effective  September  3. 
1992. 

One  Staff  Assistant  to  the  Deputy 
Secretary.  Effective  September  3. 1992. 

One  Executive  Secretary  to  the 
Permanent  Representative,  United 
States  Mission,  to  the  Organization  of    ^ 
American  States,  Bureau  of  Inter- 
American  Affairs.  Effective  September 
14. 1992. 

One  Secretary  (Typing)  to  the 
Assistant  Secretary,  Office  of  Legislative 
A&irs.  Effective  September  15. 1992. 

One  Seoetary  (Typing)  to  the 
Assistant  Secretary,  Bureau  of 
Economics  and  Business  Afbirs. 
Effective  September  18. 1992. 

One  Senior  Intergovernmental  Officer 
to  the  Associate  Assistant  Secretary. 
Office  of  Ck>ngres8ional  and 
Intergovernmental  Affairs.  Effective 
November  5, 1992. 

Department  of  Trpnsportation 

One  Staff  Assistant  to  the  Assistant 
Secretary  for  Governmental  Affairs. 
Effective  Aunist  4, 1992. 

One  Scheduling  Assistant  to  the 
Deputy  Secretary.  Effective  August  25. 
1992. 

One  Special  Assistant  to  the  Assistant 
Secretary  for  Policy  and  International 
Affairs.  Effective  August  26, 1992. 

One  Deputy  Scheduler  to  the  Special 
Assistant  for  Scheduling  and  Advance, 
Office  of  the  Secretary.  Effective  August 
31, 1992. 

Department  of  the  Treasury 

One  Director,  Office  of 
Intergovemraental  Affairs,  to  the  Deputy 
Assistant  Secretary  (PubUc  Liaison). 
Office  of  the  Assistant  Secretary  (Public 
Affairs  and  Public  Liaison).  Effective 
August  10. 1992. 

One  Public  Affairs  Assistant  to  the 
Deputy  Assistant  Secretary  (Public 
Liaison),  Office  of  the  Assistant 
Secretary  (Public  Affairs  and  Public 
Liaison).  Effective  August  10. 1992. 

One  Staff  Assistant  to  the  Treasurer  of 
the  United  States.  Effective  August  14, 
1992.  ^ 

One  Special  Assistant  to  the  Treasurer 
of  the  United  States.  Effective  August 
19. 1992. 

One  Travel  Assistant  to  the  Deputy 
Assistant  Secretary  for  Administration. 
Office  of  the  Assistant  Secretary  for 
Management  Effective  September  3, 
1992. 

One  Confidential  Assistant  to  the 
Executive  Director,  United  States 
Savings  Bonds  Division.  Effective 
September  8. 1992. 

One  Confidential  Assistant  to  the 
Deputy  Assistant  Secretary  for 
Administration.  Effective  November  19. 
1992. 


Department  of  Veterans  Affairs 

One  Special  Assistant  to  the  Secretary 
of  Veterans  Affairs.  Effective  August  14, 
1992. 

One  Special  Assistant  to  the  Assistant 
Secretary  for  Acquisition  and  Facilities. 
Effective  September  25, 1992. 

Equal  Employment  Opportunity 
Commission 

One  Legislative  Affairs  Specialist  to 
the  Director,  Office  of  Communications 
and  Legislative  Affairs.  Office  of  the 
Chairman.  Effective  September  17, 1992. 

One  Executive  Assistant  to  the 
Director,  Office  of  Communication  and 
Legislative  Affairs.  Effactive  October  9. 
1992. 

Environmental  Protection  Agency 

One  Staff  Assistant  to  the  Associate 
Administrator,  Office  of  Congressional 
and  Legislative  Affairs.  Effactive  August 
4, 1992. 

One  Program  Advisor  to  the  Assistant 
Administrator.  Office  of  Enforcement. 
Effective  August  11. 1992. 

One  Program  Manager  to  the  Director. 
Public  Liaison  Division,  Office  of 
Communications,  Education  and  Public 
Affairs.  Effective  September  11. 1992. 

One  Staff  Assistant  to  the  Director, 
Office  of  Small  and  Disadvantaged 
Business  Utilization.  Effective 
September  18, 1992. 

One  Special  Assistant  to  the  Assistant 
Administrator  for  Administration  and 
Resources  Management.  Effiective 
September  22, 1992. 

Export-Import  Bank  of  the  U.S. 

One  Vice  President,  Public  Affairs 
and  Publications,  to  the  President  and 
Chairman.  Effective  August  4, 1992. 

Federal  Maritime  Qimmission 

One  Coimsel  to  the  Commissioner. 
Effective  November  12, 1992. 

Federal  Trade  Commission 

One  Congressional  Liaison  Specialist 
to  the  Director,  Office  of  Congressional 
Relations.  Effective  November  27, 1992. 

General  Senices  Administration 

One  Special  Assistant  to  the 
Commissioner,  PubUc  Building  Service. 
Effiective  October  6, 1992. 

International  Trade  Commission 

One  Staff  Assistant  to  a 
Commissioner.  Effiective  November  19, 
1992. 

National  Labor  Relations  Board 

One  Confidential  Assistant  to  the 
General  Counsel.  Effective  September 
10, 1992. 


National  Transportation  Safety  Board 

One  Special  Assistant  to  the 
Chairman  of  the  National 
Transportation  Safety  Board.  Effective 
August  19, 1992. 

Ctae  Confidential  Assistant  to  the  Vice 
Chairman.  Effective  September  14, 1992. 

One  Director,  Office  of  Congressional 
and  Intergovernmental  Relations  to  the 
Chairman.  Effective  October  16, 1992. 

One  Secretary  (Typing  to  the 
Chairman,  National  Transportation 
Safety  Board.  Effactive  October  30, 
1992. 

Occupational  Safety  and  Health  Review 
Commission 

One  Confidential  Assistant  to  a 
Member.  Effective  September  3, 1992. 

One  Special  Assistant  to  the 
Chairman.  Effective  October  9, 1992. 

Office  of  National  Drug  Control  Policy 

One  Deputy  to  the  Associate  Director 
for  the  Bureau  of  State  and  Local 
Affairs.  Effective  August  25, 1992. 

One  Confidential  Assistant  to  the 
Director,  Congressional  Relations. 
Effective  September  3, 1992. 

One  Staff  Assistant  to  the  Special 
Assistant  to  the  Director.  Effective 
October  13, 1992. 

One  Confidential  Assistant  to  the 
General  Counsel.  Effective  November 
20, 1992. 

One  Special  Assistant  to  the  Associate 
Director.  Effective  November  20, 1992. 

Office  of  Personnel  Management 

One  Confidential  Assistant  to  the 
Director,  Office  of  Congressional 
Relations.  Effiective  September  4, 1992. 

Securities  and  Exchange  Commission 

One  Secretary  (Office  Automation)  to 
the  Director,  Division  of  Market 
Regulation.  Effective  September  22, 
1992. 

Small  Business  Administration 

One  Special  Assistant  to  the 
Administrator.  Effective  August  11, 
1992. 

One  Special  Assistant  to  the  Director, 
Office  of  Women's  Business  Ownership. 
Effective  September  18, 1992. 

United  States  Information  Agency 

One  Special  Assistant  to  the  Director, 
Worldnet  Television  and  Film  Service, 
Bureau  of  Broadcasting.  Effective 
Aiisust  14. 1992. 

One  Assistant  to  the  Director,  Office 
of  Public  Liaison.  Effiective  August  19, 
1992. 

One  Confidential  Assistant  to  the 
Director,  Bureau  of  Broadcasting. 
Effective  August  27. 1992. 

One  to  the  Director,  Office  of  Arts 
America.  Bureau  of  Educational  and 
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Cultviral  Affaire.  Effiactive  October  15, 
1992. 

United  States  Tax  Court 

One  Trial  Clerk  to  a  Judge.  Effective 
September  4, 1992. 

One  Secretary  (Ck)nfidential  Assistant) 
to  a  Judge.  Effective  September  22, 1992. 

One  Trial  Clerk  to  a  Judge.  Effective 
October  9, 1992. 

One  Secretary  (Confidential  Assistant) 
to  a  Judge.  Effective  November  20, 1992. 

United  States  Trade  Representative 

One  Confidential  Assistant  to  the 
General  Counsel,  Office  of  the  United 
States  Trade  Representative.  Effective 
October  15, 1992. 

Authority:  5  U.S.C.  3301  and  3302;  E.O. 
10577,  3  CFR  1954-1958  Comp.,  p.  218 
Office  of  Personnel  Management. 
Douglas  A.  Brook, 
Acting  Director. 

IFR  Doc.  93-338  Filed  1-7-93;  8:45  am] 
BRUNO  cooc  •3as-ei-H 

Historically  Black  Collages  and 
Univaraitiea  (HBCU's)  Federal 
Emplcyinent  Advisory  Group 

AGENCY:  U.S.  Office  of  Personnel 

Management. 

ACTKM:  Notice  of  open  meeting. 

summary:  According  to  the  provisions  of 
section  10  of  the  Federal  Advisory 
Committee  Act  (Pub.  L.  92-463),  notice 
is  hereby  given  that  the  Historically 
Black  Colbges  and  Univereities 
(HBCU's)  Federal  Employment  Advisory 
Group  will  meet  at  the  time  and  place 
shown  below. 

DATES:  February  2, 1993, 9  a.m. 
Pt>CE:  U.S.  Office  of  Personnel 
Management's  Conference  Center,  room 
1350, 1900  E  Street,  NW.,  Washington, 
DC. 

agenda:  The  focus  of  the  February  2nd 
meeting  will  be  the  discussion  of 
continued  activities  to  enhance  the 
employment  of  students  and  graduates 
from  HBCU's  in  the  Federal  Government 
and  future  directions  for  the  Advisory 
Group. 

FOR  FURTHER  INF0RMATH3M  CONTACT: 
Patricia  H.  Paige,  Chief.  Recruiting 
PoUcy  Division,  Office  of  Personnel 
Management,  room  6332, 1900  E  Street, 
NW.,  Washington.  DC  20415. 
SUPPLEMENTARY  INFORMATION:  The 
meeting  is  open  to  the  public.  If  time 
permits,  an  opportunity  will  be 
provided  for  members  of  the  public  in 
attendance  at  the  meeting  to  provide 
their  views.  Persons  wishing  to  address 
the  Advisory  Group  orally  at  the 
meeting  should  submit  a  written  request 


no  later  than  the  close  of  business  on 

January  19, 1993.  The  request  must 

include  the  name  and  address  of  the 

person  wishing  to  appear,  the  capacity 

in  which  the  appearance  will  be  made. 

a  short  summary  of  the  intended 

presentation,  and  the  amount  of  time 

desired. 

U.S.  Office  of  Personnel  Management. 

Douglas  A.  Brook. 

Acting  Director. 

IFR  Doc.  93-336  Filed  1-7-93;  8:45  am] 

MJJNQ  cooc  aa»-M-M 


RAILROAD  RETIREMENT  BOARD 

Agency  Forms  Submitted  for  OMB 
Review 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  chapter  35).  the  Railroad 
Retirement  Board  has  submitted  the 
following  proposal(s)  for  the  collection 
of  information  to  the  Office  of 
Management  and  Budget  for  review  and 
approval. 

Summary  of  Pn^MwaUs) 

(1)  Collection  title:  Application  for 
Survivor  Insurance  Annuities. 

(2)  Form(s)  submitted:  AA-17,  AA- 
17b,  AA-18,  AA-19,  AA-19a.  AA-19s 
and  AA-20. 

(3)  OMB  Number:  3220-0030. 

(4)  Expiration  date  of  current  OMB 
clearance:  Three  years  from  date  of 
OMB  approval. 

(5)  Type  of  request:  Extension  of  the 
expiration  date  of  a  currently  approved 
collection  without  any  change  in  the 
substance  or  in  the  method  of 
collection. 

(6)  Frequency  of  response:  On 
Occasion. 

(7)  Respondents:  Individuak  or 
households. 

(8)  Estimated  annual  number  of 
respondents:  10.060. 

(9)  Total  annual  responses:  10.060. 

(10)  Average  time  per  response: 
.45258  hours. 

(11)  Total  annual  reporting  hours: 
4,553. 

(12)  Collection  description:  Under 
section  2(d)  of  the  RRA,  monthly 
survivor  annuities  are  payable  to 
surviving  widow(er)s,  parents, 
unmarried  children,  and,  in  certain 
cases,  divorced  wives  (husbands), 
mothers  (fathers),  remarried  widow(er)s 
and  grandchildren  of  deceased  railroad 
employees.  The  collection  obtains 
information  needed  by  the  Railroad 
Retirement  Board  for  determining 
entitlement  to  and  amoimt  of  aimuity 
applied  for. 


ADOmONALMFOmiATION  OR  COMMENTS: 

Copies  of  the  form  and  supporting 
dociunents  can  be  obtained  from  Dennis 
Eagan,  the  agency  clearance  officer 
(312-751-4693).  Comments  regarding 
the  information  collection  should  be 
addressed  to  Ronald  J.  Hodapp,  Railroad 
Retirement  Board,  844  N.  Riuh  Street. 
Chicago.  Illinois  60611-2092  and  the 
OMB  reviewer.  Laura  Oliven  (202-395- 
7316),  Office  of  Management  and 
Budget,  room  3002,  New  Executive 
Office  Building,  Washington,  DC  20503 
Daniik  Eagan, 
Clearance  Officer. 

IFR  Doc.  93-349  Filed  1-7-93;  8:45  am] 
BlUJNa  CODE  7M»-0t-H 


SECURITIES  AND  EXCHANGE 
COMMISSION 

tnelaaaa  No.  34-31683;  File  No.  SR-CBOE- 
92-36] 

Self-Regulatory  Organizations;  Rling 
and  Order  Granting  Accelerated 
Approved  of  Propoeed  Rule  Change  by 
the  Chicago  Board  Optlona  Exchange. 
Inc.,  Relating  to  the  Opening  of  New 
Series  of  Index  Options 

December  31. 1992. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act").  15  U.S.C  78s(b)(l).  notice  is 
hereby  given  that  on  October  30. 1992, 
the  Chicago  Board  Options  Exchange, 
Inc.  ("CBOE"  or  "Exchange")  filed  with 
the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
the  proposed  rule  change  as  described 
in  Items  I,  n  and  III  below,  which  Items 
have  been  prepared  by  the  self- 
regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

L  Self-Regulatory  Organization't 
Statement  irfthe  Terms  ci  Substance  of 
the  Propoeed  Rule  Change 

The  CBOE  proposes  to  amend 
Exchange  Rule  24.9,  "Terms  of  Index 
Option  Contracts,"  by  adding 
Interpretation  .05,  which  will  allow  the 
Exchange  to  open  for  trading  additional 
series  of  the  same  class  of  index  options 
(other  than  options  based  on  the 
Standard  &  Poor's  ("SAP")  100  Index) 
when  the  current  index  value  of  the 
imderlying  index  moves  substantially 
from  the  exercise  price  or  prices  of  the 
index  options  previously  opened  for 
trading  on  the  Exdiange.  The  text  of  the 
proposal  is  available  at  the  Office  of  the 
Secretary,  CBOE  and  at  the  Commission. 
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In  its  filbig  %vitfa  the  Commission,  the 
self-fagulatacy  ocgenization  included 
iHlw— 111  wmc^-ning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  ditnr— ^  any  comments  it  received 
on  the  piopoeed  rule  change.  The  text 
of  these  statsments  may  be  examined  at 
the  plaoaa  specified  in  Item  IV  below. 
The  self-fa^alatory  otganiaatioa  his 
prepared  summaries,  set  forth  in 
sections  (A).  (B),  and  (C)  below,  of  the 
most  sigBJfirant  aspects  of  such 
statements. 

(A)  Self-ReguJatory  Organization's 
Statemad  of  the  Paroose  of.  and 
Statutory  Basis /m;  tne  Proposed  Rule 
Change 

The  CBC^  proposes  to  amend 
Exchange  Rule  24.9,  "Terms  of  Index 
Option  Contracts,"  by  adding 
Interpretation  .05,  which  will  allow  the 
Fvrh^iiga  to  opon  foT  trading  additional 
series  of  the  same  dau  of  index  optioni 
(other  than  M>tions  based  on  the  SfcP 
100  Index)  when  the  current  index 
value  of  the  imdsrlying  index  moves 
substantially  from  the  exercise  price  or 
prices  of  the  index  options  previously 
opened  for  trading  on  the  Exchange. 
Under  the  proposal,  the  exercise  price  of 
each  series  of  index  options  opened  for 
trading  must  be  reasonably  related  to 
the  current  index  value  of  the 
underlying  index  to  which  the  options 
relate  at  or  about  the  time  the  series  of 
options  is  first  opened  for  trading  on  the 
KyrhMigo-  The  {uoposal  applies  to  all 
index  options  traded  on  the  CBOE 
except  m  options  on  the  S&P  100 
Index. 

The  CBOE  believes  that  the  proposal 
will  provide  important  benefits  to  CBOE 
meamers  and  their  customers. 
Specifically,  the  Exdbange  believes  that 
the  proposed  rule  diange  will  increase 
the  CBOE's  flexibility  by  permitting  the 
Fyrhangp  to  open  for  trading  new  series 
of  index  option  as  warranted  by  market 
conditions  and  the  continuing  evolution 
of  index  options  trading  strategies  that 
saA  to  tan  advantage  of  economic 
opportunitias  aagenderad  by  changes  in 
prioea  and  yields  in  other  markets.  The 
CBOe  faaliavaa  that  this,  in  turn,  will 
bettar  anaUa  the  Exchange  to  respond  to 
the  tradiag  needs  of  its  members  and 
their  custoaaers.  Second,  the  CBOE 
believas  that  the  proposal  «vill  enhance 
the  Exchange's  ahitity  to  compete  with 
othar  optioDS  exdbanges  in  seeking  to 
meet  thisir  membari'  trading  needs.  In 
tfiisregaid.  the  CBOB  notes  that  the 


rulesof  the  American  Stock  Evrhanga 
("Amax")  contain  a  similar  provision.* 
The  CBOE  believes  that  the  proposal 
will,  in  accord WM^  with  section 
llMaUlKCXi)  of  the  Act.  assure  the 
economically  affidant  execution  of 
securities  transactiona  and  will,  in 
accordance  with  section  llA(a)(l)(CHii) 
of  the  Act,  promote  fair  competition 
among  exdiange  markets.  In  addition, 
the  CBOE  believes  that  the  proposed 
rule  change  is  consistent  with  Section 
6(b)  of  the  Act.  in  generd,  and  with 
section  6(b)(S),  in  particular,  in  that  it  is 
designed  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  the  national  market 
system. 

(B)  Self-Pegulatory  Organization's 
Statement  on  Burden  on  Competition 

The  CBOE  does  not  believe  that  the 
proposed  rule  change  will  impoM  any 
inappropriate  burdm  on  competition. 

(C)  Self-Begfilatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

No  written  comments  were  either 
solidted  or  received  with  respect  to  the 
proposed  rule  change. 

m.  Date  of  Efiisctiveneas  of  the 
Propoeed  Role  Change  and  Timing  for 
Cammisakm  Action 

The  Exchange  has  requested  that  the 
propoeed  rule  change  be  given 
accelerated  e&ctiveness  p«a8uant  to 
Section  19(b)(2)  of  the  Act 

The  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Ad  and  the 
rules  and  ragulations  thereunder 
applicable  to  a  national  securities 
exchange,  and.  in  particular,  the 
requirements  of  section  6(b)(S],'  in  that 
it  is  designed  to  remove  impediments  to 
and  perfad  the  mechanism  of  a  free  and 
open  market  and  the  national  market 
system.  The  Commission  believes  that 
the  proposal  will  enable  the  CBOE  to 
respond  to  changing  market  conditions 
ana  list  index  options  series  that 
provide  market  partidpants  with  an 
effective  means  to  transfer  risk  and 
implement  their  trading  strategies.  The 


Commission  believes  that  the  discretion 
to  list  additional  series  of  index  optioos 
will  help  to  ensiire  the  consistent 
availability  of  index  options  series 
tailoTed  to  meet  the  needs  of  investors 
during  periods  of  market  volatility.  In 
addition,  the  Commission  notes  that  the 
CBOE's  proposal  ia  similar  to  Amex 
Rule  930C(b).  which  allows  ttie  Amex  to 
list  additional  series  of  the  same  class  of 
index  options  as  tfie  numerical  index 
value  of  the  underlying  stodc  index 
moves  substantially  bom  the  initial 
exerdse  price  or  prices. 

Tlie  Commission  believes  that  the 
CBOE's  proposal  strikes  a  reasonable 
balance  between  accommodating  the 
needs  of  market  partidpants  and 
avoiding  the  exceanve  proliferation  of 
options  series.  In  this  regard,  the 
proposal  provides  that  the  options  price 
of  each  series  of  options  opened  for 
trading  shall  be  reasonably  related  to  the 
current  value  of  the  underlying  index, 
as  discussed  below.'  The  proposed  rule 
change  also  allows  the  Exchange  to 
open  additional  series  of  index  options 
for  trading  only  after  a  substantial 
movement  in  the  value  of  the 
underlying  index.* 

For  stock  index  options  (other  than 
long-term  options,  i.e.,  expirations 
beyond  one  year),  an  exercise  price  of 
an  option  series  is  "reasonably  related" 
to  the  current  index  value  of  the 
underlying  index  if  it  is  within  no  more 
than  tlie  lesser  of:  (a)  SO  points  of  the 
current  value  of  the  index;  or  (b)  15% 
of  the  ctirrent  index  value.  For  long- 
term  stock  index  options  (other  than 
reduced  vahie  long-term  options)  an 
exerdse  price  of  an  options  series  is 
"reasonably  related"  to  the  current 
index  value  if  it  is  within  25%  of  the 
current  index  value. 

Ibe  Commission  heUeves  that  these 
requiremaoU  provide  the  Exdiange  with 
the  flexibility  to  open  additional  index 
options  series  end.  at  the  same  time, 
appropriately  limit  the  number  of  index 
options  series  that  may  be  outstandii^ 
at  any  one  time.  In  addition,  the 
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'Till  r— ■iliilrai  arilii  hr  Tr  f--"^- 
Exchatiie— tnhllgiliiitoopwiaewaerieeaeary 
tine  the  ladaK  vahM  cfaaosa*  and.  in  IhU  legw^ 
in  cooaldariiig  whether  to  open  a  new  aarlea  will 
do  to  conalitoal  with  the  BaiiMnaBoa  of  a  Mr  and 


*19U.S.C7Sl|S)(5)(19a2). 
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Commission  notes  that  although  the 
proposal  permits  the  CSOE  to  open 
additional  index  option  series,  the 
CBOE  retains  the  discrotion  to  list  fewer 
series  than  those  allowed  under  the 
proposal.' 

llie  CBOE  has  represented  that  its 
current  system  capacity  is  sufficient  to 
meet  the  exp>ected  demands  of  the 
additional  strike  prices."  Nevertheless, 
the  Commission  requests  that  the  CBOE 
monitor  the  volume  of  additional  series 
listed  as  a  result  of  this  rule  change  and 
the  effect  of  these  additional  series  on 
the  capacity  of  the  CBOE's,  Options 
Price  Reporting  Authority's  and 
vendors'  automated  systems. 

The  Commission  finds  good  cause  for 
approving  the  CBOE's  proposal  prior  to 
the  thirtieth  day  after  the  date  of 
publication  of  notice  of  filing  thereof  in 
the  Federal  Register  in  that  Die 
proposed  rule  diange  is  similar  to  a  rule 
adopted  previously  by  the  Amex.  The 
Commission  received  no  comment 
letters  on  the  Amex's  proposal  and 
believes  that  the  CBOE's  proposal  raises 
no  new  regulatory  issues.  Accordingly, 
the  Commission  believes  that  it  is 
appropriate  and  consistent  with 
Sections  6(b)(5)  and  19(b)  of  the  Act  to 
approve  the  CE(0E's  proposal  on  an 
accelerated  basis. 

rv.  Solicitation  of  Cominents 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  NW., 
Washington,  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  at 
the  Commission's  Public  Reference 
Section,  450  Fifth  Street,  NW., 
Washington,  DC.  Copies  of  such  filing 
will  also  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
above-mentioned  self-regulatory 
organization.  All  submissions  should 
refer  to  the  file  number  in  the  caption 


above  and  should  be  submitted  by 
January  29, 1993. 

It  is  therefore  ordered,  pursuant  to 
section  19(b)(2)  of  the  Act.'  that  the 
proposed  rule  change  (SR-CBOE-92- 
36)  is  approved 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarUnd, 
Deputy  Secretary. 

(FR  Doc  93-331  Filed  1-7-93;  8:45  am) 
BHXMO  COM  W1«-01-ll 


[Releese  No.  34-31679;  RIe  No.  8R-CB0E- 
92-41] 

Self-Regulatory  Organizations;  Notlc* 
of  Rling  and  Immediate  EffectiveneM 
of  Proposed  Rule  Change  by  the 
Chicago  Board  Options  Exchange,  Inc. 
Relating  to  Reduced  Transaction 
Charges  for  Certain  Index  Option 
Spread  Transactions 

Deaember31.1992. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act").  15  U.S.C.  78s(b)(l),  notice  is 
hereby  given  that  on  December  18. 1992, 
the  Chicago  Board  Options  Exchange. 
Ina  ("CBOE"  or  "Exchange")  filed  with 
the  Securities  and  Exchange 
Commission  ("Commission")  the 
proiKwed  rule  change  as  described  in 
items  I.  n  and  III  below,  which  Items 
have  been  prepared  by  the  CBOE.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  fitim  interested  persons. 

I.  Self-Regulatory  Organization's 
Statement  of  the  Terms  (rf*  Substance  of 
the  Proposed  Rule  Change 

The  CBOE  has  requested  an  extension 
through  January  31. 1993,*  of  a  pilot 
program  '  whidi  provides  a  50%  rotate 
on  transaction  and  trade  match  fees  for 


*  S«e  supra  note  4. 

"See  Letter  from  Charles  I.  Henry,  President  and 
Chief  Operating  Officer,  CBOE,  to  Sharon  Lawson. 
Assistant  Director,  Exchai>ge  and  Options 
Regulation,  Division  of  Market  Regulation,  SEC. 
dated  Decemher  31, 1992. 


M5U.aC78s(hM2)(1982). 

<  On  December  31. 1992,  the  CBOE  amended  iU 
proposal  to  seek  an  extension  of  the  pilot  program 
through  January  31, 1993.  See  letter  bom  Michael 
I_  Meyer,  Schitf  Hardin  k  Waite,  to  Yvonne 
Fraticelli,  Staff  Attorney,  Options  Branch,  Division 
of  Market  Regulation.  Commission,  dated  December 
31,1992. 

'The  pilot  program  was  first  approved  by  the 
Commission  on  a  three-month  pilot  basis,  effective 
from  July  1,  1991,  through  September  30. 1991.  See 
SecuriUes  Exchange  Act  Release  No.  29482  (July  24, 
1991),  56  FR  36180.  Since  then,  the  pilot  has  been 
extended  five  times:  (i)  through  December  31, 1991; 
(ii)  through  March  31, 1992;  (iii)  through  August  31, 
1992;  (iv)  through  October  15,  1992;  and  (v)  through 
Decemb«r  31.  1992.  See  Securities  Exchange  Act 
Release  Nos.  30025  (December  3,  1991),  56  FR 
64537;  30288  (January  27,  1992),  57  FR  4226:  30857 
Oune  24, 1992),  57  FR  29543;  31208  (September  22, 
1992).  57  FR  44596;  31426  (November  9, 1992),  57 
FR  54431. 


"box"  '  trades  by  public  customers  in 
Standard  &  Poor's  500  Stock  Index 
options  ("SPX").  provided  the  "box" 
trade  totals  500  or  more  contracts  for  the 
four  sides  of  the  trade.  The  text  of  the 
proposed  rule  change  is  available  at  the 
Office  of  the  Secretary,  CBOE  and  at  the 
Commission. 

n.  Self-Regulatory  Organiaatiow's 
Statement  of  the  Purpose  ot,  and 
Statut<Hry  Basts  fior,  the  Pn^osed  Rule 
Change 

In  its  filing  v^th  the  Commission,  the 
CBOE  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  The  CBOE  has 
prepared  summaries,  set  forth  in 
sections  (A),  (B),  and  (C)  below,  of  the 
most  significant  aspects  of  such 
statements. 

(A)  Self-Regulatory  Organization 's 
Statement  of  the  Purpose  of  and  the 
Statutory  Basis  for.  the  Proposed  Rule 
Change 

The  CBOE  has  requested  an  extension 
through  January  31, 1993,  of  a  pilot 
program  which  provides  a  50%  rebate 
on  transaction  and  trade  match  fees^  for 
"box"  '  trades  by  public  customers  in 
SPX  options,  provided  the  "box"  trade 
totals  500  or  mora  contracts  for  the  four 
sides  of  the  trade  (125  contracts  per 
side).  The  rebate  is  available  to  member 
firms  that  provide  the  Exchange's 
Accounting  Department  with 
documents  evidencing  transactions  that 
meet  the  standards  of  the  pilot  program. 
At  a  minimum,  the  supporting 
documentation  must  include  the  trade 
date,  executing  broker  acronym,  and  the 
contract  series,  premium  and  quantity. 

llie  Exchange  believes  that  the 
proposed  rule  change  is  consistent  writh 
section  6(b)  of  the  Act.  in  general,  and 
furthers  the  objectives  of  section  6(b)(4), 
in  particular,  in  that  it  is  designed  to 
provide  for  the  equitable  allocation  of 
reasonable  dues,  fees,  and  other  charges 
among  CBOE  members  and  other 
I}ersons  using  the  CBOE's  facilities.  The 
Exchange  also  believes  that  the  proposal 
is  consistent  with  section 


*  The  CBOE  defines  a  "box  trade"  as  a  four-sided 
SPX  option  spread  composed  of  (i)  a  long  call  and 
short  put  at  one  strike  price  and  (ii)  a  short  call  and 
long  put  at  a  different  strike  price,  where  all  four 
positions  expire  in  the  same  month. 

*  The  rebate  ii  $.22  per  contract  ($.20  transaction 
tee,  plus  $.02  trade  match  fee)  on  contracts  with  a 
premium  greater  than  or  equal  to  $1  and  $.12  par 
contract  (S.IO  transaction  fee,  plus  $.02  trade  match 
fee)  on  contracts  with  a  premium  leas  than  Sl. 

'  See  note  3,  supm,  for  the  CBOE's  definition  of 
a  "box"  trade.  > 
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llA(aMlKC)(ii)  in  that  it  fosten  fair 
compatition  among  axchange  markets. 

(B)  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  CBOE  does  not  believe  that  the 
propoeed  rule  change  will  impose  any 
burden  on  competition. 

(C)  Self-Begulatory  Organixation  's 
Statemeta  on  Comments  on  the 
Propped  Rule  Change  Received  From 
Members.  Participants  or  Others 

No  written  comments  were  solicited 
or  recaiTad  with  respect  to  the  proposed 
rule  change. 

m.  D^e  of  E&ctiveneaa  of  the 
Propoeed  Enle  Oiange  awl  Timing  fiar 
Commiasioa  Action 

Because  the  foregoing  rule  change 
establishes  or  diai^es  a  due,  fee  or 
othw  charge  imposed  by  the  Exchange, 
it  has  become  effective  pursuant  to 
section  19(b)(3)(A)  of  the  Act  and 
subparagraph  (e)  of  Rule  19b-4 
thereimder.  The  CBOE  notes  that  its 
proposal  is  based  on  a  rule  adopted  by 
the  American  Stock  Exdiange.  Inc. 
("Amex")."  At  any  time  within  60  days 
of  the  filing  of  the  proposed  rule  change, 
the  Commission  may  summarily 
abrogate  such  rule  change  if  it  appears 
to  the  Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  nirtherance  of  the 
purposes  of  the  Act. 

IV.  SoUcitatioB  itf  Coaunents 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  oonceming  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street.  NW.. 
Washington,  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 


proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission's  Public  Reference 
Section.  450  Fifth  Street.  NW.. 
Washington,  DC  20549.  Copies  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  CBOE.  All  submissions 
should  refer  to  the  file  number  in  the 
caption  above  and  should  be  submitted 
by  lanuary  29, 1993. 

For  the  CommiMion.  by  the  Divisioo  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

ftiwpuet  H.  McFariand. 
Deputy  Secretary. 
|FR  Doc.  93-334  Filed  1-7-93;  8:45  ami 

HUMO  COM  M1«-*Mi 

[Releeee  Na  34-31681;  File  No.  SR-MBS- 
92-02] 

Seif-ftoguiatory  Organizatlona;  MBS 
Clearing  Corp.;  Order  Granting  Partial 
Approval  of  Propoeed  Rula  Change 
Relating  to  Major  Syatema 
Enhancamanta  ^ 

December  31, 1992. 

On  March  27, 1992,  the  MBS  Gearing 
Corporation  ("MBS")  filed  a  pfcposed 
rule  change  (File  No.  SR-MBS-92-02) 
with  the  Securities  and  Exdiange 
Commission  ("Commission'T  pursuant 
to  section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  C'Act").*  Notice 
of  the  proposal  was  published  in  the 
Federal  Register  on  August  29. 1992.' 
No  comments  were  received.  Phase  I  of 
the  proposal '  was  approved  on  October 
23, 1992.*  Subsequently.  MBS 


•Sw  SmritiM  Exchanea  Act  IWmm  No.  2M22 
(OOohf  15. 1991).  se  FK  54Se»  (ori«r  apy  wriag 
File  Ho.  SR-A0MK-et-33)  ("Aimr  Ap|iit^ 
Odor").  Th*  CBOE  notes  tb«t,  initially,  the  Amex 
reduced  customer  transactioa  cfaaiges  for  box 
spmdi  from  $.40  per  contract  to  $.25  per  cootiad 
for  qwtfBed  cuatooiar  ortJen  of  at  least  Z.tXXI 
coodacts  (see  (NT  shM- Sea  Securities  Exdunge 
Act  KiluMi  No.  2S193  Only  H.  IMO).  S9  FR  29128 
(order  approring  PUa  No.  SR-AiBex-9e-12). 
Sobae^aaMly.  based  vpaa  the  CBOE's  pilot  rebate 
pia^MM.  Mm  Aaa>  teducad  Ms  fees  for  ban  spreads 
lo  S.IO  per  oaatnct  ler  optioas  wMh  preaiuns 
piioed  at  81.99  a^  rfwve  (8.  le  par  contract  far 
opiioM  w¥k  piiBiliiaii  balow 81 09)  for qoaMed 
custeaar  oHai*  of  at  laart  900  coalncto  (129  par 
side).  Sea  Am«  Approval  Ocdar. 


submitted  amendment  numbers  3  and  4 
to  clarify  that  the  following  deliverables 
are  subject  to  Phase  II  implementation: 
(1)  Revised  netting  procedures  for 
certain  trades,  and  (2)  revised 
Settlement  Balance  Order  ("SBO") 
market  differential  and  cash  adjustment 
procedures.'  Conourent  with  this 
Order,  the  Commission  is  approving  by 
separate  order  the  MBS  liquidation 
procedures."  As  discussed  below,  the 
Commission  is  approving  Phase  n  of  the 
proposal. 

I.  Description  of  the  Proposal 

A.  Revised  Netting  of  SBO  Trades 

Under  current  MBS  Rules.  SBO- 
destined  trades  '  are  netted  by 
settlement  class"  in  an  SBO  netting 
chain  *  to  the  maximum  extent  possible 
to  produce  SBO  trades,  without  regard 
to  whether  the  SBO  trades  will  be 
settled  between  SBO  original  contra- 
side  participants.*"  Under  the  existing 
netting  procedure,  MBS:  (1)  Offeets 
purchase  and  sale  transactions  between 
the  participant  and  the  original  contra- 
side  participant  to  such  transactions 
(netted  positions):  (2)  to  the  extent  that 
any  purchase  and  sale  transactions 
cannot  be  so  offset,  MBS  offsets 
purchase  and  sale  transactions  among 
the  participant  and  any  of  its  original 
contra-side  participants;  and  (3)  to  the 
extent  that  any  purchase  and  sale 
transactions  still  cannot  be  offset  (net 


>  15  U.S.C.  TSSfBMl)  (1988). 

*SecuhtiM  Exchange  Act  Release  No.  31  OSS 
(Aupist  19.  1992).  57  FR  38897. 

'  As  part  of  Phase  I.  MBS  submitted  two 
amendments.  On  September  23.  1992.  MBS 
submilled  amendment  number  1  to  SR-MBS-92-02 
that  reinstated  the  concept  of  impending  settlement 
dale  and  impending  expiration  dete  that  MBS  uses 
in  calculating  a  participant's  mariet  margin 
differential  ("MMD")  deposit  requirement.  This 
coocept  was  deleted  in  ttie  proposal  as  originally 
sofaaiitted.  Amendment  number  2  amended  tha 
proposal  to  state  that  MBS  will  implement  the 
enhaDcaBMits  to  its  operating  systooi  in  phaaas  and 
■UMxmoed  the  target  dale  of  October  23, 1992.  a* 
Hm  implenaentatioa  dale  for  the  first  phase.  In 
addition.  dM  aoMiidaMM  discussed  MBS'  fallback 
pnoaduraa.  AdministraUv*  Bulletin  from  MBS  lo 
idl  MBS  partidpHiU  (September  29. 1992). 

*  In  Ptiase  I.  MBS  implemented  tiie  Coaparisoo 
and  Clearteg  System  ("CCS")  for  comparing  trade 
input,  margining,  and  comparing  clearing 
infomsftkm  concerning  transactions  In  eligible 
securities  between  participants.  Socoe  of  the 
opeiaUonal  enhanceaaants  to  CCS  inchided:  (1) 
Revised  account  ttructtire.  (2)  revised  procedures 
regacdmg  "Broker  Give-up  Trades, "  (3)  levisad 


reporting  of  settlement  inrormation.  (4)  multiple 
intra-day  batch  processing,  and  (5)  revised  trade 
input  procedures.  In  addition.  Phase  I  included 
various  technical  changes  to  MBS  rules  and  reports. 
Securities  Exchwige  Act  Release  No.  31352  (October 
23.  1992),  57  FR  49728. 

'  On  December  9. 1992,  MBS  submitted 
amendment  number  3,  which  clarifies  that  the 
revised  SBO  netting  procedures,  the  revised  SBO 
market  differential  and  cash  adjustment  procetiures. 
the  Comparison-Only  System  and  the  Limited 
Purpose  Participants  Category  are  part  of  Phasa  D. 

On  December  22. 1992.  MBS  submitted 
amendment  numtier  4  %irhi<^  withdrew  from  the 
proposed  rule  Gling  the  proposed  Owiparison-tkily 
System  and  Limited  Purpose  Participants  Category. 
Letter  from  )efirey  E.  Levris.  Associate  Counsel. 
MBS,  to  Ester  Saverson,  )r..  Branch  Chief.  Division 
of  Market  Regulation.  Commission  (December  22. 
1992). 

•  Securities  Exchange  Act  Release  No.  3isa0 
(DecMBber  31.  1992). 

'V^,ArLl.Rulel. 

■  MBS' SBO  iMtting  procass  is  one  of  MBS' basic 
services.  The  SBO  netting  process  allows 
participants  to  offset  or  net  about  90%  of  the 
eligible  clearing  obligations  and  related  expenaas. 
MBS.  Art  n.  Rule  5.  section  2. 

•The  term  "SBO  netting  chain"  refers  lo  a  series 
of  purchases  and  sains  of  securities  in  a  particular 
settlement  class  that  have  been  offset  in  the  SBO 
netting  process.  MBS.  Art.  I.  Rule  1. 

'•The  term  "SBO  contra-side  participant"  means 
a  participtant  with  whom  a  participant  is  directed 
by  MBS  to  ellect  an  SBO  trade.  MBS.  Art.  I.  Rule 
1. 
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open  positions)."  MBS  assigns  the 
participant  one  or  more  SBO  trades 
offsetting  such  net  open  positions  in 
that  particular  settlement  class.  Under 
MBS'  existing  rules,  the  settlement  price 
of  each  SBO  trade  is  the  class  average 
price  ("CAP").« 

Under  the  proposed  rule  change, 
SBO-destined  trades  are  netted  bv 
"class"  according  to  essentially  the 
same  procedures. >'  The  proposal, 
however,  will  distinguish  the  offsetting 
of  piirdiase  and  sale  transactions 
between  original  contra-side 
participants,**  which  will  continue  to 
be  called  netted  positions,  and  purchase 
and  sale  transactions  between  non- 
original  contra-side  participants,  which 
will  be  called  net-out  positions."  The 
proposal  also  will  distinguidi  between 
SBO  trades  between  ori^al  contra-side 
participants  (called  "SBOO  trades")" 
and  SBO  trades  between  non-original 
contra-side  partidpante  (called  "SBON 
trades").*'  These  dianges  will  require 
MBS  to  change  the  way  it  determines 
the  settiement  price  for  SBO  trades. 
Because  the  parties  to  SBOO  trades  are 
original  contra-side  participants,  MBS 
will  use  the  firm  class  average  price 
("FXIAP"),"  Instead  of  the  current  CAP, 
as  the  settlement  price  of  SBOO  trades. 
The  settlement  price  of  SBON  trades 
will  be  the  CAP  for  all  SBO-destined 
trades  in  the  same  class  that  have  been 
netted  to  effect  the  clearance  and 
settlement  of  SBON  trades.** 


"Tlw  lann  "net  opan  posttiofu"  refer*  to  any 
opan  posittoo*  (bal  cannot  ba  oBtat  with  other  open 
pocltions.  MBS,  Art.  1.  Rula  1. 

"  Undar  MBS"  cunanl  nilaa,  "CAP"  maans  the 
•varaga  piica  of  ail  SBOdaatinad  tradas  fat  a 
particular  Mttlamenl  daa*.  hffiS.  Art.  L  Rula  1. 

"  Allbougb  the  prapoaal  replacea  the  tenn 
"sattlentenl  cUm"  with  "data."  ihia  changa  doe* 
not  aSect  tha  meaning  of  tba  iaim.  Tba  tarai  ''class" 
maans  a  class  of  securities  in  «i4kicfa  all  of  tba 
securities  are  of  tha  same  pradud  type,  have  tba 
same  coupon  rata  and  maturity  data,  at*  Ucuad  fay 
tha  same  agency,  and  are  scbadulad  to  settle  in  tba 
same  montk  Prcfwsad  MBS,  Art  1.  Rule  1. 

•*  An  SBO  contra-aide  participant  that  is  also  an 
original  contra-side  participant  with  leapect  to  an 
SBO  trade  U  an  "SBOO  cratra-side  partidpoiL"  An 
SBO  contra-side  participant  that  is  not  n  original 
contra-side  partidpant  wttb  respect  to  an  SBO  trade 
is  an  "SBON  contra-side  partidpant"  Proposed 
MBS.  Art  I.  Rule  1. 

**  "Net-out  positions"  are  determined  by 
oftiettii^  purdiaae  and  sale  SBO-daaignated  Indes 
among  non-original  contra-side  partidpanU  within 
the  same  class.  Proposed  MBS.  Art  I,  Rule  1. 

••An  "SBOO  trade"  refars  to  «i  SBO  trade  ia 
which  both  partldpaaU  are  the  oricinal  partiaa  to 
the  trade.  Proposed  MBS.  Art  I.  R«de  1. 

•' An  "SBON  trade"  rates  to  an  SBO  trade  in 
which  neither  of  ^  paitidpastta  is  an  original 
party  to  the  trade.  Proposed  MBS,  Art  I.  Ruto  1. 

••The  term  "PCAP"  maaas  the  average  purchase 
or  sale  contract  price  ol  a  pvUdpaofs  SBO- 
destined  trades  with  a  particular  original  contra- 
side  partidpaot  in  a  particular  class.  MBS.  Art  I. 
Rule  1. 

••The  propoaai  radafiaas  "CAP~  to  mean  tba 
avenge  conlnM:!  price  of  all  SBO-dastiBed  trades  in 


B.  SBO  Market  D^erential  and  Cash 
Adjustment 

SBO  trades  are  settled  in  $1  miUion 
par  value  increments  with  a  permitted 
tolerance  of  2%  of  the  par  value,  whidi 
is  known  as  a  "variance."  *»  MBS 
currently  settles  SBO  trades  at  the  CAP 
and  mokes  an  adjustment  for  the 
difference  between  the  CAP  and  a 
participant's  buy  or  sell  FCAP,  called 
the  "SBO  market  diffarential,"  and  for 
the  variance,  called  the  "cash 
adjustment' •»»  For  SBO  trades 
involving  a  broker,  MBS  also  calculates 
a  "broker  adjustment"  tiiat  is  included 
in  the  SBO  cadi  adjustment  to  be  paid 
by  the  delivering  and  receiving  deiders 
on  whose  bc^lf  the  broker  has  acted. 
Under  the  proposed  rule  change,  the 
SBO  market  diffarential  will  be 
calculated  for  netted  positions,  net-out 
positions  and  SBON  trades.  As  a  result 
of  the  changes  to  the  netting  of  SBO 
trades,  SBOO  trades  will  not  be  subject 
to  the  SBO  market  differential  or  the 
cash  adjtistment.''  The  market 
differential  for  a  participant's  netted 
positions  and  net-out  positions  in  a 
class  is  the  difiinrence  between  the 
participant's  FCAP  for  its  purchases  and 
the  FCAP  for  its  sales  in  that  class.  The 
market  diffnoitial  for  a  participant's 
SBON  trades  in  a  class  is  the  difference 
between  the  participant's  FCAP  for  its 
purchase  and  sale  transactions  with  the 
original  txmtra-side  participant  and  the 
CAP  for  its  SBON  trades  in  that  class. 
If  a  participant  has  a  negative  net  SBO 
market  differential  then  MBS  reqtiires 
the  partidpant  to  pay  the  net  SBO 
market  diffBrential  a  day  before  the 
settiement  day  ("S-1")  and  MBS  pays 
any  partidpant  with  a  positive  net  SBO 
market  difilerential  on  settiement  day. 
MBS  invests  Uie  net  SBO  maricet 
differential  it  collects  and  pays  those 
participants  that  paid  the  net  SBO 
maricet  differential  any  interest  earned 
between  S-1  and  settlement  day. 
The  dianges  to  the  SBO  market 
differential  will  not  have  any  effied  on 
the  calculation  or  the  coUedion  of  the 
market  margin  differential  ("MMD") 
requirements  for  open  commitments 
and  failed  trades.  MBS  has  four 
categories  of  trades  to  determine  a 
partidpant's  MMD  deposit  requirement: 
"Forward,"  "impending."  "failed"  and 


"aged  tailed"  transactions,  and  MBS 
does  not  allow  offMt  acroas  these 
categories.'* 

Under  the  propoaed  rule  diange.  the 
cash  adjustment  is  tialculated  for  net-out 
positions  and  SBON  trades  after  the 
SBO  trades  are  setUed.  The  cash 
adjustment  for  SBC^  trades  wrill  equal 
a  partidpant's  SBO  maricet  diffierential 
in  the  class  multiplied  by  the  percentage 
by  which  the  amortized  value  of  elisibM 
securities  delivered  or  received  by  the 
partidpant  on  the  clearance  date  **  is 
greater  or  less  than  the  par  amoimt  For 
a  partidpant  with  a  net-out  position  in 
any  dass,  the  cash  adjustment  vrill  be 
an  amount  equal  to:  (1)  The  amotmt  by 
which  the  total  cash  adjustment  payable 
by  the  delivwing  and  receiving 
partidpants  in  SBCM4  trades  in  such 
class  is  greater  or  less  than  the  amount 
payable  oy  MBS  to  such  partidpants. 
which  (2)  is  multiplied  by  the 
percentage  that  such  partidpant's  net- 
out  units  in  the  class  constitutes  the  net- 
out  uniu  of  all  partidpants  in  the 
class."  Because  dealers  will 
automaticaslly  be  substituted  for  brokers 
in  any  fully  compared  broker  give-up 
trade  prior  to  netting,  the  reference  to 
"broker  adjiistmenta"  in  the  current 
Rules  has  been  deleted  from  the 
proposed  rules  as  tmnecessary. 

n.  Discussion 

Section  17A  of  the  Ad  directs  the 
Commission  to  establish  a  sale  and 
effident  national  dearanca  and 
settlement  system.*"  In  enacting  section 
17A  of  the  Ad,  Congress  foimd  that  new 
data  processing  and  communicatitm 
tedmiques  creeto  the  opportimity  for 
more  effident,  effective,  and  safe 
procedures  for  dearanoe  and 
settlement.*'  Spedfically,  sections 
17A(bM3)  (A)  and  (F)  of  tiie  Ad  require 
that  a  clearing  agency  be  organized  and 
ita  rules  be  designed  to  promote,  among 
other  things,  the  prompt  and  accurate 
clearance  and  settiement  of  securities 
transactions  and  the  safeguarding  of 
securities  and  funds  within  ita  custody 
or  control  or  for  which  it  is 
responsible.**  As  discussed  below,  the 


a  class  that  have  bean  netted  to  nroduce  the  SBON 
trade.  Proposed  MBS,  Art  L  Ruts  1. 

»>Public  Securities  Association  ('TSA").  Unilonn 
Practices  for  the  dearanoe  and  Settlsment  of 
Mortgage-Backed  Securities  sad  Olber  Related 
Securities,  (3>apl«r*  8  and  la 

*•  MBS.  Art  n.  Rule  5.  Sections  4-S. 

"  SBOO  trades  are  not  subject  to  tba  cash 
adjustment  because  these  trades  do  not  create  a 
SBO  Market  Differential.  i«..  FCAP  minus  PCAP 
equals  zero.  Propoeed  MBS.  Aft  n,  Role  S  IS  4-9- 


"For  a  atore  detailed  discassioo.  see  Secorities 
Excbttige  Act  Release  Na  31352  (October  23, 1982). 
S7  FR  49728. 

••The  "deannoe  date"  is  the  data  on  which  the 
parties  to  a  transaction  actually  deliver  and  pay  for 
eligible  securities  as  reported  to  MBS.  wUcb  may 
be  a  dale  other  d>an  tba  settlawseat  dale.  In  the  case 
of  SBO  trades,  tite  settlement  dale  U  the  settiemaai 
date  assigned  by  PSA.  MBS,  Art  1.  Rule  1. 

»Tbe  term  "^Det-oat  nnir  leisrs  to  an  SBO- 
destfaed  poicbase  tmaaction  aad  M  SBO-daatiaed 
sale  tiaiuaction  that  have  bean  otbet  through 
netting.  Proposed  MBS.  Art  I.  Rule  1. 

••  IS  U.S.C  784-1UX2)  (1888). 

» IS  MSJC  78<)-l(a)(l)(C)  (1888). 

»•  IS  UAC  78q-l(bK3)  (A)  and  (F)  (1888). 
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CommiMkm  believw  that  MBS' 
proposal  fiuthen  these  goals. 

1^  proposed  changes  to  the  netting 
procedures  «vill  allow  MBS  to  tise  a 
price  for  SBOO  trades  that  has  some 
relationship  to  the  actual  trade  price. 
FCAP.  instead  of  the  CAP.  This  change 
will  reduce  the  number  of  trades  that 
will  be  8ub)ect  to  the  SBO  market 
differmtial  and  the  cash  adjustment 
without  reducing  the  percentage  of 
trades  that  are  netted.  Thus,  the 
Commission  believes  that  the  proposal 
promotes  the  prompt  and  accurate 
clearance  and  settlonent  of  securities. 
Moreover,  the  Commission  believes 
the  proposal  reduces  the  number  of 
trades  subject  to  the  SBO  market 
differential  and  the  cash  adjustment 
without  creating  any  additional  risk  to 
MBS.  Tlie  trades  that  are  no  longer 
subject  to  the  SBO  market  differential 
and  the  cash  adjustment  are  trades  with 
original  contra-side  participants.  Any 
variance  would  be  within  the  PSA 
guidelines  and  thus  would  place  the 
participant  in  the  same  position  as  if  the 
trade  took  place  outside  of  MBS.  In 
addition,  the  use  of  the  FCAP  eliminates 
the  need  for  the  SBO  margin 
differential.  Thus  the  proposal  furthers 
the  goal  of  perfecting  the  mechanics  of 
a  national  system  for  prompt  and 
accurate  clearance  and  settlement  of 
securities  transactions  and  promotes  the 
safiaguarding  of  securities  and  funds 
witUn  MBS'  custody  or  control. 

Because  the  SBO  market  differential  is 
a  significant  safeguard  to  reduce  the  risk 
to  MBS  in  case  a  participant  defaults  on 
its  settlement  obligations,  the 
Commission  believes  that  MBS  should 
monitor  the  amount  of  SBO  market 
difierential  it  collects  and  assess 
whether  it  is  sufficient  to  minimize  the 
risk  associated  with  the  participant's 
default  Thus.  MBS  has  agreed  to 
provide  the  Commission  with  data 
regarding  the  amount  of  SBO  market 
differential  it  has  collected  each  month 
over  the  previous  six  months  under  the 
current  calculations,  the  amount  of  SBO 
market  difiierential  it  collects  each 
month  for  the  next  six  months  under  the 
new  calculations,  and  the  current  and 
the  projected  calculations  during  the 
testLig  period.'* 

MBS  oelieves  that  the  extensive 
testing  of  its  new  system  and  the 
Callback  procedures  that  are  in  place 
should  minimize  the  potential  for  any 
interruption  to  the  clearance  and 
settlement  of  mortgage-back  securities. 
The  Commission  believes  that  MBS  has 


acted  responsiUy  in  designing  and 
planning  for  the  implementation  of  the 
new  system,  but  beUeves  that  the 
current  processing  system  should  not  be 
disabled  until  MBS  has  sufficient  time 
to  assess  the  performance  of  the  new 
system  and  to  determine  whether  the 
new  system  can  continue  to  process 
securities  transactions  at  MBS  in  an 
efficient,  effective  and  safe  manner. 
Accordingly,  MBS  has  agreed  not  to 
disable  the  old  system  without  giving 
the  Commission  staff  prior  notice.  In 
addition.  MBS  has  represented  to  the 
Commission  that  it  will  report  any 
processing  delays  or  other  problems 
during  the  conversion  process  and  the 
first  four  weeks  thereafter  and,  during 
the  first  week  after  the  conversion.  KfflS 
has  agreed  to  brief  the  staff  of  the 
Division  of  Market  Regulation 
("Division")  each  day  and  to  notify  the 
Division  immediately  in  the  event  of 
processing  problems.^ 

liie  Commission  believes  that  the 
proposed  rule  change  is  designed  to 
comply  with  MBS'  obligation  to  have 
the  capacity  to  promote  prompt  and 
accurate  clearance  and  settlement  of 
securities  transactions.  MBS  has 
conducted  capacity  tests  and.  based  on 
those  tests.  MBS  represents  that  the  new 
processing  system's  operating  and 
computer  capacity  is  at  least  300%  of 
peak  capacity  volume  during  MBS' 
anticipated  hours  of  operation.'*  MBS 
will  continue  to  conduct  system 
capacity  analysis,  taking  into  account 
projected  growth,  new  services  and 
enhancements,  and  will  implement 
additional  system  upgrades  as  needed. 

m.  Conclusion 

For  the  reasons  set  forth  above,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  the 
requirements  of  the  Act  and  in 
particular  the  requirements  of  section 
17AoftheAct." 

It  is  therefore  ordered.  Pursuant  to 
section  19(b)(2)  of  the  Act.^^  that  the 
above-mentioned  proposed  rule  change 
(File  No.  SR-^iBS-92-02)  be.  and 
hereby  is.  approved  on  a  partial  basis. 

For  the  Commission  by  the  Division  of 
Market  Regulation,  pursiiant  to  delegated 
authority.** 


Mwgarat  H.  McFarlaad. 

Deputy  Secntary. 

(PR  Doc  93-328  Piled  1-7-93;  8:45  am] 

HUMa  coca  wi*-ei-M 

[fMaaae  Na  34-^1660:  FMe  No.  SR-MBS- 
•SMIS] 

S«lf-R«gulatory  Organizations;  MBS 
Claaflng  Corp.;  OrdM^  Approving  a 
Propoaod  Rulo  Ctianga  Ralaling  to 
Mafor  Systoma  Enhancamanta  on  a 
Partial  Baaia 

December  31. 1992. 

On  March  27. 1992.  the  MBS  Clearing 
Corporation  ("MBS")  filed  a  proposed 
rule  change  (File  No.  SR-MBS-92-02) 
with  the  Securities  and  Exchange 
Commission  ("Commission")  pursuant 
to  Section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  ("Act").»  Notice 
of  the  proposal  was  published  in  the 
Federal  Ragistar  on  August  28. 1992.> 
No  comments  were  received. 
Subsequently,  on  September  23, 1992 
and  September  29, 1992  MBS  amended 
the  filing.'  On  October  23, 1992,  the 
Commission  approved  those  aspects  of 
the  proposal  that  addressed,  among 
other  things,  enhancements  to  MBS' 
trade  comparison  system.*  This  order 
partially  approves  those  aspects  of  the 
propMal  that  address  the  legislation  of 
a  participant's  open  commitments. 

LDeacriptioB 

When  MBS  ceases  to  act  for  a 
participant,  MBS  rules  require  MBS  to 
direct  Uie  liquidation  of  ail  of  the 
defeulting  participant's  open 
commitments.'  Under  MBS'  current 
rules,  open  commitments  of  the 
defeulting  participant  are  liquidated  by 
the  original  contra-side  participants  tlut 


"Lattw  frcMB  Mfa»y  L«wU.  AMOcUie  CountM. 
MBS.  to  EMw  Srwaon.  Jr..  Bmich  Chiat  Division 
of  Ibtefcat  Ragutetioii.  CoMtmlMloa  (OKaoitMr  30. 
ItW). 


>»U«ar  fron  Ljrnn  Douglaa,  Sanior  Vic* 
PrMidMil  and  Chiar  Oparalii^  OIRoar.  MBS,  to 
E«tar  SavwMio.  )r..  Brandi  Chiaf.  Diviaion  oT Maikat 
RaguUtioii.  Coauniuion  (Dacembar  31. 1992). 

**  Latter  from  Lynn  Douglas.  Sanior  Vica 
Piwidm  and  Chiaf  Opar^ng  Offlcar.  MBS.  to 
David  Tumar,  Computar  Analyst  Offica  of 
Aulonwban  and  Intaroational  Markats.  Division  of 
Markat  Ragulatlon.  Commission  (Octobar  IB.  1992). 

» IS  U.S.C  78(^1  (198S). 

>>lSU.S.C7Ss(b)(19a8). 

*«  17  CFR  20a3O-3(a)(12)  (1991). 


<isu.sc7Si(bNi)(i9ea). 

'  Sacuiitias  Exchviga  Act  Raleasa  No.  310S8 
(August  19. 1992),  57  FR  38897. 

*  Amandmeot  No.  1  to  SR-MBS-92-02  rainsUtes 
tha  coocapt  of  impanding  settlamant  data  and 
impandi^  axpinitioo  data  that  MBS  cunantly  ua«s 
in  riJniUrtnfl  a'participanf  s  Maikat  Maigin 
DiOnantial  ("MMD")  dapoait  raquinmanL  Tikis 
concapt  was  datatad  In  tha  propoaal  as  originally 
submittad. 

Amandmant  No.  2  amands  tha  proposal  to  stats 
that  MBS  will  implamant  tha  anhancamants  to  its 
oparating  systaai  in  phatai  and  announced  tha 
taigal  data  of  Octobar  23. 1992  as  tha 
implamantation  data  far  tha  first  phase.  In  addition, 
the  buUalin  discusses  MBS'  fallback  procedures. 
Administrative  Bulletin  btMn  MBS  to  all  MBS 
partidpanU  (Septanabar  29, 1992). 

«  Securities  Exchange  Act  Release  No.  31 3S2 
(Octobar  23. 1992).  57  FR  49728.  Mora  specifically, 
the  Commissioa  approved  the  first  phase  ("phase 
I")  of  MBS'  anhancaoMnU  to  iu  oparating  system. 
In  phase  L  MBS  implemented  the  Comperison  and 
Qawing  System  (tXS"),  MBS'  system  for 
comparing  trade  input,  margining,  and  comparing 
clearing  informatioa  coocaming  txansactioas  in 
eligible  securities  between  participants. 

•  Proposed  MBS  Rules.  Art  m.  Rule  3.  S  5. 
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traded  with  the  defaulting  participant. 
Those  open  commitments  may  involve 
four  diH^erent  types  of  transactions: 

(1)  Trade-for-trade  transactions, 

(2]  Option  transactions, 

(3)  SBOdestined  trades,  and 

(4)  SBO  trades." 

MBS  is  proposing  changes  to  its 
liquidation  procedures  that  will  require 
a  participant  to  liquidate  SBO  trades 
when  that  participant  is  the  contra-side 
to  a  defaulting  participant's  trade, 
regardless  of  whether  the  participant 
was  the  original  contra-side  to  the  SBO 
trade.  The  proposal  is  designed  to: 

(1)  Reduce  MBS'  reliance  on 
unwinding  transactions  when  MBS 
ceases  to  act  for  a  participant; ' 

(2)  Provide  a  more  efficient  and 
timely  mechanism  to  liquidate  SBO 
trades;  and 

(3)  Provide  for  the  payment  of  any 
losses  incurred  by  non-original  contra- 
side  participants  afler  the  orderly 
liquidation  of  SBO  trades. 

.  Current  MBS  Liquidation  Procedures 

The  current  MBS  rules  require  that  all 
open  commitments  of  the  defaulting 
participant  be  treated  as  trade-for-trade 
transactions  and  thus  require  the 
unwinding  of  SBO  trades,  hi  trade-for- 
trade  transactions,  SBO-destined 
transactions,  and  option  transactions" 
the  original  contra-side  participants  are 
responsible  for  those  trades  and  thus  are 
responsible  for  the  liquidation  of  the 
trades  after  MBS  notifies  participmnts 
that  it  has  ceased  to  act  for  a  participant. 

Because  SBO  trades  are  netted  and 
thus  may  not  be  matched  with  the 
original  contra-side,  MBS'  current  rules 
require  the  unwinding  of  all  SBO 
transactions.  MBS  then  matches  the 
defaulting  participant's  SBO  trades  with 
the  original  contra-side  participants. 
MBS  will  re-net  the  remaining  SBO 
trades  without  the  defaulting 
participant's  transactions.  MBS  will 
treat  the  defaulting  participant's 
rematched  trades  as  trade-for-trade 
transactions  and  will  require  the 
original  con^-a-side  participants  to  the 
trades  to  liquidate  those  transactions. 

After  MBS  ceases  to  act  for  a 
participant,  MBS  will  establish 
timeframes  for  the  Hquidation  of  those 


*Trad«-for-trade  transactions  are  trades  submitted 
to  MBS  for  comparison  in  MBS'  comparison  and 
clearing  system:  SBO-destined  trades  are  trades 
intended  for  netting  through  MBS'  multi-party 
netting  system:  and  SBO  (or  Settlement  Balance 
Order)  trades  are  trade*  that  have  been  netted 
through  MBS'  multi-party  netting  system. 

'  MBS  uses  the  term  "unwinding"  to  mean  the 
unnetting  of  SBO  trades. 

*  Upon  ceasing  to  act  for  a  participant,  MBS  will 
automatically  cancel  any  "out-of-the-money" 
option  contracts  instead  of  liqtiidating  those  option 
transactions.  MBS  Rules.  Art.  m.  RUIe  3.  Section  4. 


trades  depending  on  the  amount  and  the 
dollar  value  of  the  securities  and  on 
market  conditicHis.  Within  the 
timeframes  set  by  MBS,  the  participant 
must  obtain  three  competitive  bids  and 
must  either  accept  the  best  bid  or  match 
it:  The  participant  then  must  report  to 
MBS  the  bids  obtained,  vrhedier  it 
accepted  the  best  bid  or  matched  it,  and 
wheUier  the  participant,  as  a  result  of 
the  liquidation,  has  a  loss  or  a  gain. 

To  determine  whether  the  participant 
has  a  loss  or  gain,  the  participant  will 
subtract  the  liqtiidation  price  from  the 
original  price  of  the  trade.  If  the 
liquidation  results  in  a  loss,  the 
participant  vrill  submit  a  claim  to  MBS, 
and,  if  the  liquidation  results  in  a  gain, 
the  participant  immediately  will  submit 
that  gain  to  MBS. 

A  participant  that  fails  to  follow  the 
established  timeframes  for  liquidation 
will  be  placed  last  in  MBS'  priority 
scheme  for  reimbursement.  Those 
participants  will  rank  behind  MBS,  non- 
original  contra-side  participants  and 
original  contra-side  participants  that 
followed  the  liquidation  timeframes  and 
will  receive  fimds  only  to  the  extent  that 
there  are  excess  fimds  after  all  claims 
from  a  participant  with  a  higher  priority 
are  satisfied. 

At  the  time  MBS  ceases  to  act  for  a 
participant,  MBS  will  liquidate  all 
securities  and  will  draw  on  any  letters 
of  credit  deposited  by  the  defaulting 
participant  in  MBS'  Participants  Fund. 
To  pay  for  any  losses  suffered  by 
participants  as  a  result  of  MBS  ceasing 
to  act  for  the  defaulting  participant, 
MBS  will  have  at  its  disposal  the  cash 
deposits  by  the  defaulting  participant  in 
the  participants  fund,  the  funds  from 
the  liquidation  of  securities  and  from 
the  draw  on  letters  of  credit  deposited 
by  the  defaulting  participant  in  MBS' 
Participants  Fund,  and  the  gains  from 
the  liquidation  of  the  defaulting 
participant's  trades. 

MBS'  rules  set  the  priority  for  the 
payment  of  losses  resulting  frtjm  MBS' 
decision  to  cease  to  act  for  a  participant. 
First,  MBS  will  pay  itself  for  any  money 
owed  MBS  by  the  defaulting  participant, 
if  sufficient  funds  remain,  MBS  next 
will  pay  non-original  contra-parties  for 
losses  suffered  on  SBO  trades.  If 
sufficient  funds  are  not  available  to 
cover  the  losses  incurred  by  non- 
original  contra-sides,  MBS  will  assess 
original  contra-sides  for  any  deficiency 
in  proportion  to  the  net  amounts  of  their 
respective  purchase  and  sale 
transactions  with  the  defaulting 
participant.  Because  non-original 
contra-side  participants  are  not  involved 
in  the  liquidation  of  the  defaulting 
participant's  trades,  losses  of  non- 
original  contra-sides  are  limited  to 


interest  lass  as  a  result  of  the  failed  SBO 
trades." 

Next,  to  the  extent  there  are  sufficient 
funds  available.  MBS  will  pay  original 
contra-sides  for  any  losses  incurred.*" 
Losses  of  (Higinal  contra-side 
participants  may  consist  of  the 
difference  between  the  original  price 
and  the  liquidating  price  of  the  trades, 
the  interest  cost  resulting  from  the  failed 
trades,  the  lost  principal  and  interest 
payments,  and  any  brokerage  expenses 
incurred  in  Uquidating  the  trades.  If 
there  are  insufficient  hmds  available  to 
pay  for  all  losses  incurred  by  original 
contra-sides,  MBS  will  distribute  any 
remaining  funds  to  original  contra-sides 
based  on  the  loss  realized  by  each 
original  contra-side  participant.  If  any 
fimds  remain  after  all  losses  are  paid, 
the  remaining  fimds  go  to  the  estate  of 
the  defaulting  participant. 

B.  Proposed  Changes  to  MBS 
Liquidation  Procedures 

The  most  significant  change  under 
MBS'  proposed  rule  change  is  that  there 
will  be  no  unwinding  of  SBO  trades. 
Instead,  the  defaulting  participant's  SBO 
trades  will  be  liquidated  by  the  contra- 
sides  to  those  SBO  trades  regardless  of 
whether  the  contra-side  participants 
were  the  original  or  the  non-original 
contra-sides  to  the  trades.  For 
liquidation  purposes,  the  proposal  will 
designate  SBO  trades  as  either  "SBOO" 
or  "SBON"  trades." 

Like  the  current  MBS  procedures, 
once  MBS  decides  to  cease  to  act  for  a 
participant,  the  original  contra-side 
participants  will  liquidate  trade-for- 
trade  transactions,  option  transactions, 
SBO  destined  trades  and  SBOO  trades  of 
the  defaulting  participant.  SBON  trades, 
however,  will  be  liquidated  by  the  non- 
original  contra-sides  that  were  matched 
as  a  result  of  the  SBO  netting  process. 
The  proposal  vidll  designate  contra-side 
parties  to  SBON  trades  of  the  defaulting 
participant  as  agents  of  MBS  at  the  time 
MBS  decides  to  cease  to  act  for  the 
participant.  In  addition,  the  proposal 
makes  clear  that  if  a  SBON  contra-side 
participant,  in  good  faith,  follows  the 
liquidation  procedures,  the  participant 


"Interest  is  calculated  per  day  from  the  time  of 
the  failed  trade  until  the  SBO  trade  is  unwound,  re- 
netted  and  settled. 

>°As  discussed  earlier,  original  contra-side 
participants  that  fail  to  follow  the  established 
timeframes  for  liquidation  will  be  last  in  priority  to 
recover  any  losses. 

' '  As  part  of  the  liquidation  procedures,  MBS  is 
adding  definition  of  SBOO  and  SBON  to  iU  rules. 
An  SBOO  trade  refers  to  an  SBO  trade  in  which 
both  participants  are  the  original  party  to  the  trade, 
and  an  SBON  trade  refers  to  an  SBO  trade  in  which 
at  least  one  of  the  participants  is  not  the  original 
party  to  the  trade. 
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will  not  iBCur  any  liability  to  original 
contra-«ide  participants." 

Tba  prooeduiet  tor  the  liquidation  of 
tiadas  undar  tha  proposal  will  remain 
the  same.  As  under  the  current 
procedures,  the  contra-side  participants 
must  obtain  three  bids,  either  accept  the 
best  bid  or  match  it,  report  the  result  of 
the  liquidation  within  the  timeframe 
established  by  MBS.  and,  if  the 
Uquidatiao  results  in  a  gain,  submit  that 
gain  to  MBS.  The  way  to  calculate  an 
original  contra-side  p>articipant's  loss 
from  liquidated  trades  will  remain  the 
same,  "nie  proposal,  however,  will 
require  an  SBON  contra-side  participant 
to  use  the  class  average  price  to 
determine  losses  or  gains  from  the 
liquidation  of  SBCM  trades."  An  SBON 
contra-side  participant  will  subtract  the 
liquidation  price  from  the  class  average 
price  to  determine  if  the  participant  has 
a  loss  or  a  gain. 

The  prioritiee  for  payment  of  funds 
from  the  deposits  of  the  defaulting 
participant  %vill  remain  the  same.  The 
losses  incurred  by  non-original  contra- 
side  partidpanU  to  an  SBO  trade.  SBON 
contra-side  participants,  will  be 
diffiBrent  under  the  proposal  than  under 
the  current  procedures  because  these 
participants  «viU  be  involved  in  the 
liquid^ian  of  trades.  The  losses  for 
SBON  participants  may  consist  of  the 
difference  between  the  class  average 
price  and  the  liquidating  price  of  the 
tradaa.  the  interest  cost  resulting  from 
the  failed  trade,  the  lost  principal  and 
interest  payments,  and  any  brokerage 
expensas  incurred  in  liquidating  the 
trades.  Like  the  current  MBS  rules,  if 
sufBdent  hinds  are  not  available  to 
cover  the  losses  incurred  by  non- 
original  contra-sides.  MBS  will  assess 
original  contra-sides  for  any  deficiency 
in  proportion  to  the  net  amounts  of  their 
respective  purchase  and  sale 
transactions  with  the  defaulting 
participant 

II.  Oiacvaaioa 

The  Commission  believes  that  MBS' 
revised  liquidation  procedures  are 
consistent  with  the  Act  and  in  particular 
with  section  17A  of  the  Act.^*  Sections 
17A(bK3)(A)  and  (F)  of  the  Act  require 
that  a  clearing  agency  be  organized  and 
its  rules  be  designed  to  promote  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions  and 
to  assure  the  safeguarding  of  securities 
and  funds  which  are  in  the  custody  or 
control  of  a  clearing  agency  for  which  it 


PropoMd  MBS  tuK  Aft  m.  Ruk  3.  S  9<S)- 
tiM  "cIm*  avwaf*  pfk*"  is  Iba  avwafi 


is  responsible.*'  In  addition,  section 
17A(aMl)(C)  of  the  Act  encourages  the 
use  of  automated  techniques  in  order  to 
achieve  safer  and  more  effident 
clearance  and  settlement  procedures.** 
As  discussed  below,  the  Commission 
believes  that  MBS'  liquidation 
procedures  further  these  goals. 

The  Commission  believes  that  the 
proposal  appropriately  will  separate  the 
process  of  liquidating  the  defaulting 
partidpants'  secwities  from  the  process 
for  allocating  losses  to  partidpants.  By 
separating  this  two  processes,  the 
proposal  creates  a  more  effident  and 
timely  mechanism  for  liquidating 
defaulting  partidpants'  securities.  The 
proposal  shortens  the  liquidation 
process  and  thus  reduces  the  market 
risk  assodated  %vith  the  liqiddation 
process. 

MBS'  current  procedures  of 
unwinding  SBO  trades  and  matdiing 
the  defaulting  partidpant's  trades  with 
the  original  contra-side  partidpants  is 
an  inefHdent  and  a  time-consuming 
process.  Also,  the  delays  in  matching 
the  original  parties  to  SBO  trades  may 
cause  partidpants  to  suffer  greater 
losses  in  times  of  market  stress  and 
potentially  cause  greater  losses. 

The  proposal  provides  for  the 
payment  of  any  losses  incurred  by  non- 
original  contra-side  participants  alter 
the  orderly  liquidation  of  SBO  trades. 
After  MBS.  non-original  contra-side 
participants  are  next  in  line  to  receive 
compensation  for  any  losses  incurred. 
Thus  the  process  preserves  MBS'  loss 
allocation  process  in  which  any  losses 
are  ultimately  shared  by  partidpants 
that  traded  with  the  defaulting 
partidpant 

The  proposal  is  consistent  with  those 
of  other  dearing  agendes  that  separate 
the  liquidation  process  and  the  loss 
allocation  process  to  provide  for  a  more 
effident  and  timely  liquidation.  Like 
MBS'  proposed  procedures,  other 
clearing  agencies  do  not  unwind  netted 
trades  but  liquidate  the  trades  of  a 
defaulting  partidpant  as  soon  as 
practicable.  Thus,  the  Commission 
believes  that  MBS'  proposed  rule 
change  should  be  approved  because  it 
provides  for  a  more  effident  clearance 
and  settlement  process  for  a  defaulting 
{wrtidpant's  trades,  and  it  provides  for 
greater  safeguarding  of  funds  and 
securities  associated  with  those  trades 
by  reducing  market  risk,  consistent  with 
section  17A  of  the  Act.' ' 


m.  Condi 

For  the  reasons  set  forth  above,  the 
Commission  Ends  that  the  propped 
rule  change  is  consistent  with  the 
requirements  of  the  Act  and  in 
particular  the  requirements  of  section 
17AoftheAct." 

A  is  therefore  ordered,  pursuant  to 
section  19(bM2)  of  the  Act,«»  that  the 
proposed  rule  change  (File  No.  SR- 
MBS-92-02)  be.  and  hereby  is, 
approved  on  a  plartial  basis  %vith  respect 
to  its  proposed  liquidation  procedures. 

For  the  Commission,  by  the  Division  of 
Market  R^;uUitlon,  pursuant  to  delegated 
authority.** 

Hargaral  H.  McFarUad. 

Deputy  Secretary. 

(FR  Doc  93-333  Filed  1-7-93: 8:45  ami 
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SeH-Regutatory  Oroanlzatlona: 
National  Aaaodatlon  of  Sacuritlaa 
D0i4era.  Inc.;  Notica  of  FHing  of 
Amendmanta  to  Propoaad  Rule 
Change  Relating  to  Mandatory  Diaplay 
of  Size  In  Quotatlona  In  NASDAQ 
Securttiee  and  Order  Granting 
Acceieraled  Approval  of  Propoaed 
Riile  Change  aa  Amended 

December  31. 1992. 
I.  Introduction 

The  National  Assodation  of  Securities 
Dealers.  Inc.  ("NASD  "  or  "AssociaUon") 
submitted  on  August  22. 1991.  and 
amended  on  January  31, 1992.  April  8. 
1992.  and  December  29, 1992,  a 
proposed  rule  change  pursuant  to 
section  19(b)(1)  of  the  Seouities 
Exchange  Act  of  1934  ( 'Act") '  and  Rule 
19b^  thereunder.'  The  proposal 
amends  Schedule  D  to  the  NASD  By- 
Laws  ^  and  the  Rules  of  Practice  and 
Procedure  for  the  Small  Order 
Execution  System  ("SOES")*  to  require 
display  of  size'  in  quotations  for 
NASDAQ  Small-Cap  (previously 
referred  to  as  "regular  NASDAQ") 
securities  no  less  than  500  or  100 
shares,  depending  upon  the  trading 
charaderistics  of  the  security .• 


oMincI  ptk*  of  all  SBO-4MtiiMd  IradM  ia  lb* 
I  naUad  to  produc*  Um  SBON 


•*lSU.S.C7a<)-l(19SS). 


••  IS  U.S£.  7«^t(b)(3MA)  and  (?)  (ISSai. 
>•  IS  U.&C  TSq-lUXtNa  (IMS). 

•MS  U.S.C  78(^1  (ises). 


'•lSU.S.C7aq-l(19S8). 
••IS  U.S.C  78s(b)  (19SS). 
» 17  CFR  200.30-3(aXl2)  (1  Wl) 

•  IS  USX:.  TttmU  (IMS). 
2 17  cut  24at9b-4  (1990). 

'  NASD  Secwitiaa  Darian  Manual.  Scbadula  O  to 
the  By-Uwa.  Part  VL  sactkm  2.  CCSl  11619. 

«NASO  Saotriliaa  Daahn  Manual.  SOES  Rule*, 
section  a.  COi  124S1. 

*That  U.  the  number  of  shwet  Um  OMikal  Baker 
U  required  to  buy  or  aeil  at  ttie  stated  quotalioo. 

*  la  oliMr  words,  a  market  maker  In  a  regular 
NASDAQ  security  dud  U  subject  to  the  S0O.*hare 
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Notice  of  the  proposed  rule  change,  as 
originally  filed,  together  with  the  terms 
of  substance  of  the  proposal  was 
provided  by  the  issuance  of  a 
Commission  release  (Securities 
Exchange  Act  Release  No.  29859, 
October  25, 1991)  and  by  publication  in 
the  Fado-al  Register  (56  PR  56258. 
November  1, 1991).  No  comments  were 
received  in  response  to  the  Commission 

On  January  31, 1992,  the  NASD 
submitted  Amendment  No.  1  to  the 
proposed  rule  change.  Amendment  No. 
1  explains  that  mandatory  display  of 
quotation  size  will  not  be  applicable  to 
debt  sec\irities  listed  in  NASDAQ. 
Amendment  No.  2,  filed  on  April  8, 
1992,  clarifies  that  minimum  display 
size  for  NASDAQ  Small-Cap  securities 
shall  be  500  shares  imless  the  trading 
characteristics  of  the  security  warrant  a 
display  size  of  100  shares.  Amendment 
No.  3,  filed  on  December  29, 1992. 
establishes  the  criteria  that  the  NASD 
will  use  to  determine  which  securities 
qualify  for  the  100-share  display  size. 

By  tiiis  release,  the  Commission:  (i) 
Solicits  comments  on  Amendments  Nos. 
1.  2,  and  3;  and  (ii)  approves  the 
proposed  rule  change,  as  amended,  on 
an  accelerated  basis.  Below  is  the  text  of 
the  rule  change,  as  amended  by 
Amendments  Nos.  1,  2,  and  3.  Language 
added  to  the  original  proposal  is  in 
italics;  proposed  deletions  are  in 
brackets. 

Schedule  D— Part  VI— RequimnaiU 
Applicable  to  Nasdaq  Mariiet  Makers 


$ec.  2    Character  of  Quotations 

(a)  Two-Sided  Quotations.  For  each 
security  in  which  a  member  is  registered 
as  a  market  maker,  the  member  shall  be 
willing  to  buy  and  sell  such  security  for 
its  own  account  on  a  continuous  basis 
and  shall  enter  and  maintain  two-sided 
quotations  in  the  Nasdaq  System, 
subject  to  the  procedures  for  excused 
withdrawal  set  forth  in  Section  8  below. 
Each  member  registered  as  a  Nasdaq 
market  maker  shall  display  the  size  for 
each  quotation  which  size  shall  be  no 
less  than  the  maximum  order  size  for 
such  security  eligible  for  execution 
through  the  Small  Order  Execution 
System,  as  shall  be  published  fit)m  time 
to  time  by  the  Association  pursuant  to 
paragraph  a)7)  of  the  Rules  of  Practice 
and  Procedure  for  the  Small  Order 
Execution  System.  Maximum  order 


sizes  for  Nasdaq/NMS  securities  shall  be 
200. 500,  or  1,000  shares  depending 
upon  trading  characteristics  of  the 
securities.  Maximum  order  size  for 
Nasdaq  Small-Cap  securities  shall  be 
1 00  or  500  shares  depending  upon 
trading  characteristics  of  the  securities. 
[These  sizes  may  be  adjusted  on  an 
issue  by  issue  basis,  depending  upon 
unique  characteristics  of  the  i^ue  as 
determined  by  the  Association.]  A  500 
share  display  size  for  Nasdaq  Small-Cap 
securities  shall  apply  to  securities  with 
an  average  daily  non-block  volume  of 
1.000  shares  or  more  a  day  and  a  bid 
price  of  less  than  $10.00  per  share.  A 
100  share  display  size  for  Nasdaq 
Small-Cap  securities  shall  apply  to 
securities  with  an  average  daily  non- 
block  volume  of  less  than  1,000  shares 
a  day  and  a  bid  price  equal  to  or  greater 
than  $10.00  a  share.  Individual 
securities  may  be  reclassified  from  time 
to  time  depending  upon  unique 
circumstances  as  determined  by  the 
Association.  These  sizes  shall  not  be 
applicable  to  convertible  debt  securities 
listed  in  Nasdaq. 

n.  Background 

In  1990.  the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
approved  a  rule  proposal  by  the  NASD 
to  require  market  markers  that 
participate  in  SOES  to  display  size  at 
least  equal  to  the  SOES  tier  size  for  the 
.security.'  The  proposal  made 
participation  in  SOES  for  market  makers 
in  National  Market  System  ("NMS") 
securities  mandatory,  while  SOES 
participation  for  NASDAQ  Small-Cap 
securities  remained  volimtary.  The 
effect  of  the  rule  was  to  require  maricet 
makers  in  NASDAQ  Small-Cap 
securities  that  chose  to  participate  in 
SOES  to  display  size  of  at  least  500 
shares,  whereas  market  makers  that  did 
not  participate  in  SOES  were  only 
obligated  to  publish  quotation  size  of  at 
least  one  roimd  lot.  i.e.,  100  shares.  This 
dichotomy  potentially  discouraged 
NASDAQ  market  makers  firom 
participating  in  SOES." 

The  NASD  proposed  mandatory 
display  of  quotation  size  following  the 
1987  market  break.  The  Commission 
staff  had  recommended  that  "the  NASD 
and  the  Commission  should  reconsider, 
in  light  of  the  market  break,  the  need  to 
require  the  market  makers  to  include 


realistic  sizes  as  part  of  their 
quotations."  "  In  response  to  this 
recommendation,  and  a  similar 
recommendation  by  the  NASD's  Quality 
of  Markets  Committee.io  the  NASD 
amended  Schedule  D  to  require  market 
makers  in  NASDAQ  securities  who  are 
also  market  makers  in  SOES  to  display 
size  in  NASDAQ  at  least  equal  to  the 
maximum  size  of  an  order  eligible  for 
automatic  execution  in  SOES. 

The  instant  proposal  will  extend  that 
requirement  to  all  market  makers, 
whether  or  not  they  participate  in  SOES. 
More  specifically,  the  proposed  changes 
to  Schedule  D  and  the  Rules  of  Practice 
and  Procedure  for  SOES  will  set  forth 
the  minimum  display  sizes  for  both 
NMS  and  NASDAQ  Small-Cap 
securities.  For  NASDAQ  Small-Cap 
stodcs,  the  minimum  display  size  will 
be  100  or  500  shares;"  for  NMS 
securities,  the  minimum  display  size 
will  continue  to  be  200.  500,  or  1.000 
shares,  depending  upon  the  trading 
diaracteristics  of  the  securities. 

m.  Commission  Findings 

The  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Act  and  the 
rules  and  regulations  thereunder,  and, 
in  particular,  with  the  requirements  of 


quote  size  raquirement  will  have  to  effect 
transactions  for  up  to  SOO  shares  at  its  published 
hid  and  ask  prices.  See  Rule  llAcl-l(c).  17  CFR 
240.11AC1-1  (1992).  See  also  NASD  Securities 
Dealers  Manual.  Schedule  D  to  the  NASD  By-Uws. 
Part  VI.  Sec  2(b).  CCH  1 1819  (IMO). 


'  See  Securities  Exchange  Act  Release  No.  2S4SO 
(September  18. 1990).  SS  FR  39221  (September  25. 
1990). 

•See  letter  from  Kathryn  V.  Nalaie.  Assistant 
Director,  Office  of  National  Market  System  and 
Over-The-Counter  Regulation,  Division  of  Market 
Regulation,  SEC.  to  Robert  E.  Aber,  Vice  President 
and  Deputy  General  Counsel.  NASD,  datediMay  14, 
1990  and  response,  dated  )une  B,  1990. 


•  Division  of  MarkM  Regulation.  The  Octobar 
1967  Markal  BiMk  xxiv  (Pabniny  19S8). 
Additionally,  Am  CoBuniadoB  oifed.  •■  early  aa 
1980,  thai  aiaikat  cantan,  tnrlnding  NASDAQ, 
display  qnotatians  in  greater  sisa,  thus  disclosing  a 
more  complala  indication  ci  actual  buying  and 
selling  intaresL  Sm  Securttias  Exchange  Act 
Release  No.  16S90  (Febmary  13. 19a0).  45  FR  12391 
(February  19, 1980). 

*o  NASD.  Report  of  the  Special  Committee  of  the 
Regulatory  Review  Taak  Force  on  the  Quality  of 
MarkMs  28  Ouly  1988). 

"  Under  the  rule  change,  tba  lOO-ahare  display 
size  will  be  reserved  for  seciuitiea  with  an  average 
trading  price  equal  to  or  greater  tiian  $10.00  par 
share,  and  an  average  daily  volume  leas  than  1,000 
shares  per  day — roughly  equivalent  to  die  trading 
characteristics  of  the  lowest  sixa  tier  Idr  NMS 
securities.  These  criteria  are  based  upon  the 
NASD's  concerns  with  encouraging  quality  market 
making  without  sigpiBcant  disruptioiu  of  dealer 
competition.  See  letter  to  Kathariita  England, 
Branch  Qiief,  Ovar-tha<kMntar  Branch,  Division  of 
Market  Regulation.  SEC  from  Robert  E.  Aber.  Vice 
President  and  Deputy  General  Counsd,  NASD, 
dated  November  19, 1991.  The  NASD  believaa  that 
with  such  securitiea,  a  h^her  mandatory  dUplay 
could  discourage  market  making  activity  or 
otherwise  adversely  aSact  dealer  participation.  Tba 
NASD  estimates  that  appraximatdy  92  securities— 
4.6%  of  NASDAQ  Small-Cap  issuea— wrill  qualify 
for  the  100-share  display  size.  After  implementation 
of  the  rule  change,  the  NASD  will  review  and 
analyze  the  trading  characteristics  of  regular 
NASDAQ  securitiea  semi-annually  to  determine 
whether  any  modificatioiu  to  the  500-ahare 
requirement  are  appropriate.  Modifications  to  the 
quotation  size  criteria  must  be  filed  with  the 
Commission  pursuant  to  Section  19(b)  of  the  Act. 
Changes  to  the  composition  of  the  tiers.  /.«.,  which 
securities  are  in  the  500-share  category  and  which 
are  in  the  100-share  category,  also  must  be  filed 
with  the  Commission. 
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secUon  15A(bM6)  of  the  Act "  whidi 
requires,  inter  alia,  that  the  rules  of  the 
Association  be  designed  to:  (1)  Promote 
just  and  equitable  principles  of  trade;  (2) 
facilitate  tnmsactions  in  aecurities,  and 
remove  impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system;  and  (3)  in 
general,  protect  Investors  and  the  public 
interest.  In  addition,  the  proposed  rule 
change  is  consistent  with  section 
15A(bMll). "  whidi  requires  that  the 
Assodation's  rules  relating  to 
quotations  be  designed  to  produce  fair 
and  informative  ouotaticms.  Indeed,  the 
proposal  also  furtners  Congressional 
expectations  in  enacting  the  Securities 
Acts  Amendments  of  1975  which  were 
intended,  in  part,  "to  assure  the  prompt 
and  accurate,  reliable  and  fair  *  •  * 
publication  of  (quotation  and 
transaction  information]  and  the 
fairness  and  usefulness  of  the  form  and 
content  of  information  with  respect  to 
quotationis]  and  transactions."  ** 
The  Commission  believes  that 
requiring  all  NASDAQ  Small-Cap 
market  makers  to  display  minimum  size 
in  their  quotations  will  eliminate  certain 
inequities  imder  the  current  display 
requirements.  In  the  NASDAQ  Small- 
Cap  market,  the  requirement  to  display 
a  SOO-share  size  currently  applies  only 
to  market  makers  that  voluntarily 
participate  in  SOES.  In  addition  to 
executing  SOES  orders  at  a  minimum 
size  of  500  shares,  these  participating 
SOES  market  makers  must  also  honor 
incoming  non-SOES  orders  at  their 
displayed  size  of  500  shares  because  of 
SEC  Rule  llAcl-1,  the  "firm  quote 
rule." »»  NASDAQ  Small-Cap  maritet 
makers  that  participate  in  SOES, 
therefore,  are  disadvantaged  by  the 
current  rule  because  they  must  honor 
500-shara  orders  from  competing  market 
makers,  but  may  only  get  executions  of 
100  shares  from  those  same  market 
makers  who  do  not  participate  in  SOES 
and  who  display  size  of  only  100  shares. 
The  Commissicm  believes  that  extending 
the  minimum  display  size  requirement 
to  all  market  makers,  regardless  of 
whether  they  participate  in  SOES. 
reduces  certain  inequities  among  market 
makers." 


"IS  U.S.C  7So-3(bNS)  (IMS). 
"  IS  VSXU  78o-3(b)(ll)  (1988). 
•<S.  Raf .  No.  9*-n,  MIfa  Cong..  l«t  Seas.  104. 
r»prinl«d  in  1975  VS.  Cod*  Coos,  and  Mmm. 

•*Sm  Rdo  llAct-l(cN».  17  cm  240.11AC1-1 

"It  U  iaipotl^  to  note  that  undw  the  rule 
dMMwa.  Wl  NASDAQ  Soull-Cup  aecuritiea  w<U  ttill 
be  mli|etl  Id  •  100  riiwri  SOES  wawinnwii  ordar 
six*  Markat  Makan  partictpoliiig  in  SOES  far 
mcuiMm* *l%iU*  iortk*  lOlMuf* dtepUy  iin  wUI 
be  nibtact  10  SOES  aoMCtttioas  ol  «n>  *»  SCO 


The  Commission  believes  that  if 
administwed  effectively,  the  proposed 
rule  could  will  also  increase  the 
liquidity  and  depth  of  the  NASDAQ 
Small-Cap  market.  In  particular,  for 
those  NASDAQ  Small-Cap  securities 
that  are  designated  for  500-share 
minimum  display  size— approximately 
95%  of  all  NASDAQ  Small-Cap  issues— 
the  rule  will  assure  investors  of  trade 
executions  up  to  that  size,  instead  of  the 
current  100-shara  size.  As  discussed 
above,  maricet  makers  who  do  not 
participate  in  SOES  will  thus  be  subject 
to  greater  affirmative  obligations. 
Therefore,  to  the  extent  that  the  500- 
share  size  requirement  will  not  require 
such  market  maken  to  effect 
transactions  in  SOO-share  lots,  the 
proposed  rule  will  have  the  e%ct  of 
enhancing  market  liquidity.*'  Moreover, 
to  the  extent  that  NASDAQ  Small-Cap 
market  makera  not  participating  in 
SOES  are  now  subiect  to  the  same 
obligations,  vis  a  vis  non-SOES  orders, 
as  participating  market  makers,  the  rule 
change  may  encourage  more  NASDAQ 
Small-Cap  market  makers  to  participate 
in  SOES. 

The  Commission  believes  that  display 
of  size  in  quotations  also  reflects  a  more 
realistic  picture  of  the  actual  size  of 
executions  available  and  the  depth  of 
the  market  in  each  security.  Display  of 
realistic  size  enhances  investor 
knowledge  and  is  also  beneficial  to 
issuers  by  publicizing  the  liquidity  and 
depth  of  the  market  for  their  securities. 
Increased  investor  knowledge  and 
market  liquidity  generally  further 
investor  protection,  whidi  serves  to 
enhance  participation  in  the  market. 

The  Commission  is  satisfied  that  the 
proposed  criteria  represent  an 
appropriate  balance  between  the 
interests  of  market  and  investors.  The 
NASD  has  indicated  that  it  intends  to 
review  semi-annually  which  securities 
meet  its  criteria  for  the  lOO-share 
minimum  display  size,  and  whether  the 
criteria  for  this  classification  of 
NASDAQ  securities  are  adequate.  Any 
change  in  the  NASD's  criteria,  of  course. 
will  be  sut^ect  to  further  Commission 
review  under  the  Act 

For  these  reasons,  and  for  the  reasons 
stated  above,  the  Commission  finds  that 
the  proposed  rule  change  is  consistent 
with  the  requirements  of  the  Act  and  the 
rules  and  regulations  thereunder 
applicable  to  the  NASD  and.  in 


but  will  only  have  to  honor  non-SOES  orders  of  100 
aharae. 

<' While  this  rule  change  pote*  a  risk  that  aome 
oawket  mAtn  will  withdraw  bom  aoaking  markets 
in  aooM  stocks,  the  Commiasioa  baUawes  uat 


balMce.  the  risk  is  minimal  and  is  outweighed  by 
Ih*  beoadts  to  inreetors  of  increased  market 
infonnaiioo  and  Hquidiiy. 


particular,  the  requirements  of  Section 
ISA  and  the  rules  and  regulations 
thereunder. 

IV.  Accelerated  Approval  of  Rule 
Ckange  as  Aoiended 

By  letter  dated  December  29, 1992, 
the  NASD  requests  that  the  Commission 
approve  the  rule  change  as  amended  by 
Amendments  Nos.  1,  2,  and  3,  prior  to 
the  30th  day  after  publication  of  notice 
of  the  three  amendments  in  the  Federal 
Register.  The  NASD  maintains  that  such 
accelerated  approval  is  warranted 
because  investors  and  the  marketplace 
will  benefit  fixim  the  added  liquidity 
resulting  from  the  mandatory  display  of 
quotation  size. 

The  Commission  finds  good  cause  for 
approving  the  rule  change  and  the  three 
amendments  on  an  accelerated  basis.  As 
indicated  above,  the  Commission 
recognizes  that  the  rule  change  will 
provide  important  benefits  to  the 
NASDAQ  market  in  terms  of  enhanced 
market  liquidity  an  depth,  enhanced 
investor  knowledge,  and  the  elimination 
of  certain  inequities  among  NASDAQ 
market  makers.  The  NASD,  which  needs 
approximately  one  month  to  notify  its 
members  of  their  new  obligations,  is 
currently  prepared  to  have  the  rule 
change  become  effective  on  February  1. 
1993.  The  Commission  believes  that 
accelerated  approval  will  avoid 
unnecessary  delay  in  requiring  the 
display  of  minimum  quote  size  for 
NASDAQ  Small-Cap  securities. 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  Amendments 
Nos.  1,  2.  and  3.  Persons  making  written 
submissions  should  file  six  copies 
thereof  with  the  Secretary.  Securities 
and  Exchange  Commission.  450  Fifth 
Street,  NW..  Washington.  DC  20549. 
Copies  of  the  submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  frt>m  the 
public  in  accordance  with  the 
provisions  of  S  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission's  Public  Reference 
Room.  Copies  of  the  filing  will  also  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  NASD.  All 
submissions  should  refer  to  the  file 
number  in  the  caption  above  and  should 
be  submitted  January  29. 1993. 

/( is  therefore  ordered.  Pursuant  to 
section  19(b)(2)  of  the  Act.  that  the 
proposed  rule  change,  SR-NASD-91- 
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44,  be,  and  hereby  is,  approved  effisctive 
February  1, 1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation  pursuant  to  delegated 
authority." 

Marsaiel  H.  McFarUad, 
Deputy  Secretary. 

IFR  Doc.  93-330  Filed  1-7-93;  8:45  am] 
BiLUHQ  CODE  W10-01-M 

[ReiMM  No.  34-31676;  File  Na  SR-NASO- 
92-«71 

Self-Regulatory  Organizations;  Filing 
and  Immediate  Effectiveness  of 
Proposed  Rule  Change  by  Mational 
Association  of  Securities  Dealers,  Inc. 
Resting  to  the  CredH  Against  the 
Annual  Assessment  on  Gross  Income 

December  31, 1992. 

Pursuant  to  section  IQfC))!!)  of  the 
Securities  Exchange  Act  of  1934 
("Act"),  15  U.S.C.  78s(b)(l).  notice  is 
jiereby  given  that  on  IDecember  18, 1992, 
the  National  Association  of  Securities 
Dealers.  Inc.  ("NASD"  or  "Association") 
filed  with  the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
the  proposed  rule  change  as  described 
in  Items  1, 11,  and  III  below,  which  Items 
have  been  prepared  by  the  NASD.  The 
NASD  has  designated  this  proposal  as 
one  establishing  pr  changing  an 
assessment  imposed  exclusively  on  its 
members  under  section  19(b)(3)(A)(ii)  of 
the  Act,  which  renders  the  rule  effective 
upon  the  Commission's  receipt  of  this 
filing.  The  Commission  is  publishing 
this  notice  to  solicit  comments  on  the 
proposed  rule  change  from  interested 
persons. 

I.  Seif-ReguUtory  Or:ganization's 
Statement  of  the  Terms  of  Substance  of 
the  PropoMd  Rule  Change 

The  NASD  is  amending  section  1. 
Sdiedule  A  to  the  NASDs  By-Laws  to 
change  the  effective  period  of  the  credit 
from  calendar  year  1992  to  calendar 
year  1993;  and  hereby  advising  that  the 
NASD,  during  1993,  may  amend  the 
amount  of  the  credit  to  members 
provided  under  section  1,  Schedule  A  to 
the  NASD's  By-Laws,  such  amendment 
to  be  applicable  to  the  entire  calendar 
year  1993. 

Below  is  the  text  of  the  proposed  rule 
change.  Proposed  new  language  is  in 
italics,  proposed  deletions  are  in 
brackets. 

Schedule  A 

Assessment  and  fees  pursuant  to  the 
provisions  of  Article  VI  of  the  By-Laws 
of  the  Corporation,  shall  be  detennined 
on  the  following  basis. 


<"  17  CFR  20a3O-3(aXl2). 


Section  1— Assessments 

(d)  During  calendar  year  January  1, 
199(2)3  through  December  31, 199[2]S 
each  member  shall  receive  a  credit  of 
59%  against  the  amount  of  its  annual 
assessment  on  gross  income  stated  in 
paragraph  (b)  above;  provided,  however 
that  the  minimtun  pajmient  shall  be 
$350.00. 

n.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Pn^oeed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
NASD  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  disc\issed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  The  NASD  has 
prepared  summaries,  set  forth  in 
Sections  (A).  (B).  and  (C)  below,  of  the 
most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of  and 
Statutory  Basisfor,  the  Proposed  Rule 
Change 

In  accordance  with  the  NASD's  shift 
from  a  fiscal  to  a  calendar  budget  year 
in  1991,  the  NASD  determined  that 
member  assessments  should  be  based 
upon  gross  income  reported  for  the 
calendar  or  fiscal  year  immediately 
preceding  the  NASD's  calendar  budget 
year.  Because  assessment  invoices  are 
sent  to  NASD  members  prior  to  the 
receipt  of  final  gross  income  reports,  the 
invoices  will  be  based  upon  the  most 
recent  gross  income  reports  available. 
After  final  gross  income  reports  for  1992 
are  received  from  the  members, 
subsequent  assessment  invoices  will  be 
adjusted  so  that  the  1993  assessment  is 
based  upon  1992  gross  income.  The 
NASD  may  determine,  however,  after 
receipt  of  final  gross  income  reports  for 
1992.  that  it  is  necessary  to  amend  the 
amount  of  the  credit  set  forth  in  Section 
1(d)  of  Sdiedule  A  to  the  By-Laws 
which  is  currently  fifty-nine  percent 
(59%).  Any  amendment  to  the  credit 
would  be  applicable  to  the  entire 
calendar  year  1993. 

The  NASD  is  also  proposing  to  amend 
Section  1(d)  of  Schedule  A  to  change 
the  effiective  period  of  the  credit  from 
calendar  year  1991  to  calendar  year 
1992. 

The  NASD  believes  that  the  proposed 
rule  change  is  consistent  with  the 
provisions  of  section  15A(b)(5)  of  the 
Act.  which  requires  that  the  rules  of  the 
Assodati(Hi  provide  for  the  equitable 


allocation  of  reasonable  dues,  fiaes,  and 
other  diarges  among  issuers  and  other 
persons  using  any  facility  or  system 
which  the  Association  operates  or 
controls. 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  NASD  does  not  believe  that  the 
proposed  rule  change  will  result  in  any 
burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act,  as  amended. 

C.  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

m.  Date  crfEflFectiTeneas  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  foregoing  rule  change  has  become 
effective  upon  filing  pursuant  to  section 
19(b)(3)(A)(ii)  of  the  Act  and 
subparagraph  (e)  of  Rule  19b-4 
thereimder  in  that  it  establishes  or 
changes  an  assessment  imposed 
exclusively  on  the  NASD's  members. 

At  any  time  within  60  days  of  the 
filing  of  a  rule  change  pursuant  to 
Section  19(b)(3)(A)  of  the  Act,  the 
Commission  may  summarily  abrogate 
the  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission.  450  Fifth  Street,  NW.. 
Washington.  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  m 
the  Commission's  Public  Reference 
Room.  Copies  of  such  filing  will  also  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  NASD.  All 
submissions  should  refer  to  the  file 
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niunber  in  the  caption  above  and  should 
be  submitted  by  January  29. 1993. 

For  the  Commission,  oy  the  Division 
of  Market  Regulation,  pursuant  to 
delegated  authority.  17  CFR  20O.3a-3(a) 
(12). 

Margam  H.  McFarland, 
Deputy  Secntary. 

(FR  Doc.  93-332  Pilad  1-7-93;  8:45  ami 
■LUNO  cooe  wio-at^ 


(Ratoaaa  No.  34-316S2:  FUa  Nee.  Sa-OCC- 
§1-12: 8n-ICC-«2-03] 

S«lf.ftogulatory  Organlzationa;  The 
Options  ClMrlng  Corp.;  The 
Intormartwt  a—ring  Corp.;  Order 
Approving  Propo««d  Rul«  CtiangM 
Relating  to  Modification  of  tlw  Short 
Option  Adiuatmonl 

Dec8mber31,1992. 

On  June  20. 1991.  the  Options 
Qearing  Corporation  ("OCC")  filed  with 
the  Securities  and  Exchange 
Commission  ("Commission")  a 
proposed  rule  change  (File  No.  SR- 
OCC-91-12)  pursuant  to  section  19(b)  of 
the  Sectirities  Exchange  Act  of  1934 
("Act").*  and  on  May  8. 1992,  The 
Intermarket  Clearing  Corporation 
("ICC")  filed  with  the  Commission  a 
similar  proposed  rule  change  (File  No. 
SR-ICC-92-03).  The  proposed  rule 
changes  allow  OCC  and  ICC  to  modify 
the  short  option  adjustment  in  their 
margin  calculations.  Notice  of  the 
proposals  appeared  in  the  Federal 
Ra^alar  on  July  25, 1992,'  and 
September  22. 1992.^  The  Commission 
received  one  letter  commenting  on 
OCC's  proposal.*  This  order  approves 
the  proposals. 

I.  Deacription 

The  proposals  will  decrease  the 
number  of  short  option  positions  to 
which  the  short  option  adjustment '  is 
applied  by  allowing  OCC  and  ICC  ("the 
clearing  corporations")  to  pair  open  net 


short  positions*  with  open  net  long 
positions  '  on  the  same  underlying 
interest  on  a  contract-by-contract  basis. ' 

Any  short  contracts  remaining  after 
the  pairing  in  which  the  additional 
margin  requirement  is  less  than  25%  of 
the  applicable  margin  interval  will  be 
subject  to  the  short  option  adjustment." 
Consistent  with  the  clearing 
corporations'  current  procedures,  the 
short  option  adjustment,  where  applied, 
will  increase  the  clearing  member's 
additional  margin  deposit  for  open  short 
positions.'" 

A.  OCC  and  ICC  Margin  Systems 

OCC  and  ICC  use  the  Theoretical 
Intermarket  Margin  System  ("TIMS")  to 
project  the  cost  of  Uquidating  a  clearing 
member's  option  positions  assuming  a 
change  in  the  price  of  the  imderlying 
securities  equal  to  the  margin  interval 


'  15  U.SC  7H(\)). 

>  SacuritiM  Exchange  Act  Rai«aM  No.  29445  (July 
17.  1991),  56  FR  34083  IFile  No.  SR-OCX;-91-12l. 

>  Securities  Exchange  Act  RelMM  No.  31181 
(September  14. 1992).  57  FR  43759  (File  No.  SR- 
KX-92-031. 

*  The  Coounission  racaived  a  letter  from  Irvin  R. 
KecsJer.  Co-Chainnan.  Kawler  Ajher  aearing. 
supporting  the  proposed  modifications  to  the  short 
option  adjustment  based  on  the  r— loning  that  the 
current  short  opbon  adjustment  imposes  a 
minimum  margin  requinaieat  for  short  positions  in 
exceas  of  the  risk  presaotad  by  those  positions. 
Letter  from  Irvin  R.  Keasler.  Co<3tairman.  Kessler 
Ashei  Clearing,  to  Jonathan  G.  Katz.  Secretary. 
Commission  (]uJy  17, 1991). 

'  The  short  option  adjustment  i*  the  component 
of  the  additional  margin  calculation  that  imposes  a 
minimum  margin  amount  of  25%  of  the  applicable 
margin  interval  on  deep  out-of-the-money  short 
optiooa. 


•  The  clearing  corporations'  margin  systems  are 
multi-step  processes  in  which  the  clearing 
corporations  offset  gross  long  positions  in  the  same 
option  series  at  the  Tint  step  of  the  process.  See  text 
at  Section  l.A,  infra.  The  terms  "net  short  positions 
remaining  in  a  class  group  after  offsetting  gross  long 
positions  against  gross  short  positions  within  the 
same  series.  For  definitioiu  of  the  terms  "class 
group"  and  "option  seriea".  see  notes  11  and  13, 
infra. 

'  Proposed  rule  changes  apply  to  unsegregated 
long  positions,  i.e..  positions  carried  in  a  clearing 
member's  firm,  market  maker,  or  specialist 
accounts.  Long  positions  carried  in  customers'  and 
firm  non-lien  accounts  are  segregated,  and  the 
proposed  rule  changes  do  not  apply  to  such 
positions. 

*  OCC  margin  requirements  apply  only  to  OCC 
clearing  members,  i.e..  clearing  margin.  These 
clearing  margin  requireaienls  do  not  involve  either: 
(1)  Minimum  margin  requirements  for  customer 
accounts  as  set  forth  in  Regulation  T  of  the  Board 
of  Governors  of  the  Federal  Reserve  System.  12  CFR 
part  220,  and  in  Chicago  Board  Options  Exchange 
Rule  12.3:  or  (2)  minimum  net  capital  requirements 
for  broker-dealers  as  set  forth  in  Rule  lSc3-l  under 
the  Act,  17  CFR  240.15c3-l  (1990). 

The  ICC  margin  requirements  affected  by  the 
proposed  rule  change  refer  to  margin  requirements 
on  options  cleared  by  OCC  pursuant  to  a  cross- 
margining  program  between  OCC  and  ICC 
Secxirities  Exchange  Ad  Release  No.  26153  (October 
3,  1988).  53  FR  39567. 

Commodity  options  and  futures  held  in  cross- 
margin  accounts,  market  baskets,  and  index 
participabons  would  be  included  in  the  contract 
pairing.  These  products  are  subject  to  margin  at 
OCC  because  of  a  cross-margining  program  with  a 
commodity  exchange.  Securities  Exchange  Act 
Release  No.  29991  (November  26. 1991).  56  FR 
61458. 

•The  "margin  Interval"  is  the  assumed  upward  or 
downward  change  in  price  of  the  underlying 
securities  that  OCC  and  ICC  seek  to  protect  against. 
The  "margin  interval"  is  designed  to  protect  against 
99%  of  daily  price  changes  in  underlying  assets 
during  the  previous  three  months  and  one  year.  See 
OCC  Rule  601  (bK8). 

"•Volatile  markets  may  cause  deep  out-of-the- 
money  (i.e..  Car  below  the  strike  price  in  the  case 
of  a  call,  or  Car  above  the  strike  price  in  the  case 
of  a  put)  short  positions  to  become  in-the-money 
and  thereby  increase  risk  of  those  positions.  The 
clearing  corporations  impose  a  minimum  margin 
requirement  on  such  positions  to  help  protect 
against  that  risk. 


and  set  clearing  member  margin 
requirements  to  cover  that  projected 
cost.  The  margin  calculation  takes  into 
consideration  all  short  option  positions 
and  all  long  option  positions  over  which 
the  clearing  corporations  are  entitled  to 
assert  a  lien  in  tne  event  of  a  clearing 
member  default. 

Clearing  member  daily  margin 
requirements  have  two  components: 
"Premium  margin"  and  "additional 
margin."  "  "Premium  margin"  is 
designed  to  mark-to-the-market  the 
option  position  (i.e.,  to  account  for  any 
change  in  the  closing  price  of  the  option 
from  the  previous  day.)  "Additional 
margin"  is  designed  to  cover  the 
projected  incremental  cost  of  liquidating 
an  option  position  in  the  event  of  an 
adverse  change  in  the  price  of  the 
underlying  stocks.  In  general,  the 
clearing  corporations  calculate 
"premium  margin"  and  "additional 
margin"  for  each  class  group  "  and  sum 
up  the  margin  requirement  for  each 
class  group  to  arrive  at  the  margin 
requirement  for  the  product  group." 

The  first  step  in  calculating  margin  is 
to  net  offsetting  long  and  short  positions 
in  each  option  series  within  each  class 
group.**  Second,  premium  margin  is 
calculated  for  the  net  long  or  short 
position  in  each  series  of  the  class  group 
to  arrive  at  a  premium  margin 
requirement  or  credit  for  the  class 
group.'*  Third,  additional  margin  is 
determined  by  comparing  the 
liquidating  value  of  the  options 
positions  at  several  predetermined 
underlying  asset  prices.  The  clearing 
corporations  use  options  pric»  theory  to 
calculate  theoretical  liquidating  values. 
Theoretical  liquidating  values  for  the 
class  group  are  calculated:  (1)  For  an 
upside  price.  (2)  for  a  downside  price, 
and  (3)  at  intermediate  points  between 
the  upside  price  and  the  downside 
pric^e."  The  variation  between  each  of 


"The  proposed  rule  changes  involve  a  special 
adjustment  in  the  calculation  of  additional  margin 
for  deep  out-of-the-money  short  positions  and  will 
not  affect  the  way  the  clearing  corporation  calculate 
premium  margin. 

"A  "class  group"  consists  of  all  put  and  call 
options  relating  to  the  same  underlying  interest. 

"The  term  "product  group"  means  two  or  more 
class  groups  whose  underlying  assets  have  been 
determined  by  the  clearing  corporations  to  exhibit 
sufficient  price  correlation  to  wanant  the  margining 
of  options  thereon  on  a  combined  basis.  OCC  Rule 
602A(bK3).  All  equity  options  would  form  a  single 
"product  group."  Securities  Exchange  Act  Release 
NO.  28928  (March  1,  1991).  56  FR  9995. 

'*  An  option  "series"  consists  of  option  contracts 
within  the  same  class  with  the  same  exercise  price, 
expiration  date,  and  unit  of  trading. 

"In  calculating  premium  margin,  (XX  uses  the 
previous  day's  closing  asked  prices  for  the  option 
series. 

"Securibes  and  Exchange  Act  Release  No.  31631 
(December  22, 1992),  57  FR  62411  [File  Nos.  .SR- 
CXX-92-21  and  SR-KX-92-041  (order  approving 
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theM  liquidating  values  and  the 
applicable  premium  margin  requiremwit 
or  credit  is  determined.  "Hie  lai^est 
variation,  vdiether  representing  a 
margin  credit  or  requirement,  in  the 
event  of  a  rise  in  the  market  value  of 
underlying  interest  ("upside  variation") 
and  the  largest  variation,  whether 
representiiig  a  margin  credit  or 
requirement,  in  the  event  of  a  decline  in 
the  market  value  of  the  underlying 
interest  ("downside  variation")  are 
identifieid.  For  a  product  group 
comprised  of  only  one  class  group,  the 
additional  margin  requirement  is  equal 
to  whichever  of  the  upside  variation,  the 
downside  variation,  or  the  alternative 
minimum  additional  margin 
requirement  *'  represents  the  largest 
margin  requirement. 

For  a  product  group  comprised  of  two 
or  more  class  groups,  TIMS  currently 
calculates  additional  margin  as  follows. 
Any  class  group  upside  variation  or 
downside  variation  that  represents  a 
margin  credit  is  reduced  by  a  percentage 
specified  by  the  clearing  corporations.^' 
The  upside  variations  in  the  product 
group  are  added  together  to  produce  a 
net  upside  variation  and  the  downside 
variations  in  the  product  group  are 
added  together  to  produce  a  net 
downside  variation.  The  additional 
margin  requirement  for  the  product 
group  is  an  amount  equal  to  whichever 
of  the  total  upside  variation,  the  total 
downside  variation,  or  the  alternative 
minimum  additional  margin 
requirement  represents  the  largest 
margin  requirement.  Unlike  premium 
margin,  which  can  be  either  a 
requirement  or  a  credit,  additional 
margin  is  always  either  a  margin 
requirement  or  sEero  (i.e..  never  a  margin 
credit  against  premium  margin 
requirements).  The  total  margin 
requirement  or  credit  for  the  product 
group  is  an  amount  equal  to  the  sum  of: 
(1)  The  net  premium  margin 
requirement  (or  credit,  if  applicable) 


propoaed  lule  dkaoge*  rdating  lo  the  cakuUtioii  of 
ad(£tioiMl  mafgln). 

*'The  altamative  aiiaimum  additionai  matgin 
reqtiiremeal  eMentially  astuTM  that  TIMS  requiiM 
a  minimum  amount  of  additiooal  margin  even  in 
situatioos  where  accounla  are  folly  bwdgad  (L*., 
accounts  in  which  the  value  of  tbe  short  poritkwt 
are  fully  offset  by  tbe  value  of  long  positions).  The 
aliemativa  minimum  addittonal  maigin  caiotlatioa 
is  dBtcribed  in  SecvoiUat  Exdiange  Act  RelaM*  Na 
29990  (November  26. 1991).  56  FR  61455  (File  ftos. 
SR-OCC-91-18  and  SR-lCC-91-Oll  (order 
approving  propowd  rule  d>«nges  which  provide  lor 
an  illwiialiiii  ■Minimum  additional  margin 
reqHireoMnt). 

**Thit  percentage  is  determined  on  the  basis  of 
slitdtea  of  liM  price  CMietations  of  the  underlying 
intareal  in  tikm  product  group.  For  example.  OCC 
cumndy  baa  MlabUahad  the  parcealaga  for  tbe 
stock  opUon  product  group  at  70%  and  has 
eetablishad  percaolagaa  that  range  from  5%  to  30% 
tor  the  various  noc-equlty  option  product  granpt. 


and  (2)  the  additional  margin 
requirement. 

For  net  short  positions  in  deep  out-of- 
the-money  options  that  experienoe  little 
or  no  change  in  value  given  a  change  in 
value  of  the  imderlying  interest,  TAfS 
will  calculate  additional  margin 
amounts  of  zero  or  close  to  zero. 
Volatile  markets,  however,  may  cause 
these  positions  to  become  in-the-money 
or  nearly  so,  creating  increased  risk  to 
the  clearing  corporations.  Hie  clearing 
corporations  protect  against  such  risk  by 
incorporating  into  the  additional  margin 
calculation  of  TIMS  a  margin  cushion  in 
the  form  of  the  short  option  adjustment. 

fi.  The  Short  Option  Adjustment 

The  short  option  adjustment  currently 
is  activated  and  applied  to  all  net  short 
positions  without  consideration  to 
spreads  between  net  short  and  long 
positions.  The  clearing  corporations, 
therefore,  believe  that  the  short  optimi 
adjustment  may  require  clearing 
members  to  deposit  margin  in  excess  of 
the  risk  presented  by  certain  net  short 
positions.  Under  the  proposed  rule 
(dianges,  the  clearing  corporations  will 
pair  open  net  short  positions  with 
unsegregated  open  net  long  positions  on 
the  same  underljring  interest  on  a 
contract-by-contract  basis  at  the  class 
group  level.  The  additional  margin 
requirement  for  net  shc»t  contracts 
having  an  additional  margin 
requirement  of  less  than  25%  of  the 
applicable  margin  interval  will  be 
subject  to  the  ^ort  option  adjustment 
(i.e.,  the  additional  margin  requirement 
would  be  increased  to  25%  of  the 
applicable  margin  interval). 

To  illustrate  how  the  modified  short 
option  adjustment  would  be  applied, 
assiune  a  clearing  member  maintains  in 
its  firm  atxount  the  following  net 
options  positions  on  the  same 
underlying  hypothetical  equity 
security.^*  Furthermore,  assume  that 
underlying  equity's  current  market 
value  is  $115. 


Can* 

Puis 

NoMfflbar  130: 4  choit ... 
November  100: 4  •hort  ... 
Nowntef  12Si  2  flonQ  >... 
No¥«nbar  1ia  21000..- 

Fabnaty  110: 1  rtton 
Febnwry  100: 1  ihort. 
Fabnaiy  130: 2  tong. 
FabruMy  IIS:  41000. 

Net4ihoM 

N«4lona 

••The  exampie  1*  based  oo  infonnatkNi  provided 
by  OCC.  Letter  from  )ean  Cawley.  Assodaia 
Counsel  OOC.  to  Sonla  C.  Burnett.  Attoraay. 
Division  of  Market  Regulation  {liMaiaB"]. 
(2offlntis*ioa  (inky  31. 1901)  and  talephona 
coovenation  betwaan  |aan  Cawley,  Asaodala 
Counsel.  OOC.  Timothy  F.  Hinkas,  Asaistant  Vice 
President  Economic  Raaearch.  OOC  and  Jerry  W. 
Carpeotar.  Branch  dilaf.  Division.  Conunisaiaa 
(December  30. 1992). 


Under  the  current  methodology,  TIMS 
would  view  all  short  positions  as 
uncovered  and  woula  impose  a  short 
option  adjustment  Under  the  propoaed 
methodology,  net  long  calls  would  be 
paired  against  net  short  calls  and  net 
long  puts  would  be  paired  against  net 
short  puts.*"  Four  short  call  contracts 
would  be  unpaired  since  there  are  four 
more  short  call  contracts  than  long  call 
contracts.  OCC  would  review  the 
additional  margin  calculations  made  by 
TIMS,  and  if  TIMS  calculates  a  margin 
amount  of  lest  than  25%  of  the 
applicable  margin  interval,  the  short 
option  adjustment  would  be  applied  to 
those  four  short  contracts  for  which 
TIMS  calculates  the  lowest  amounts  of 
additional  margin.  In  the  above 
example,  the  diort  option  adjustment 
would  be  applied  to  the  four  short 
November  130  call  contracts  since  they 
are  the  deepest  out  of  the  money.  No 
short  put  contracts  would  be  sut^ect  to 
the  modified  short  option  adjustment 
since  all  put  ccmtracts  are  paired. 

ILDiaciaeioa 

Section  17A(bM3){F)  of  the  Act 
provides  that  the  rules  of  a  clearing 
agency  must  be  designed  to  assure  the 
safiegiiarding  of  securities  and  fimds  in 
the  custody  or  control  of  the  clearing 
agency  or  for  which  the  clearing  agency 
is  responsible.'*  That  Section  also 
requires  that  the  rules  of  a  clearing 
agency  be  designed  to  bcilitate  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions. 
Additionally,  section  17A(a)  of  the  Act 
mcourages  the  adoption  of  safer  and 
more  efficient  clearance  and  settlement 
procedures  that  are  less  costly  to 
investors,'* 

The  Commission  believes  that  the 
proposed  rule  changes  will  assist  the 
clewing  corporations  in  accurately 
identifying  the  risk  created  by  clearing 
member  positions  and  in  setting  maif^ 
levels  to  cover  that  risk  without 
"overmargining."  By  allowing  long 
contracts  to  ofbet  the  short  contracts  <m 
the  same  underlying  interest,  the 
clearing  corporations  will  reduce  the 
number  of  snort  contracts  that  are 
subject  to  the  short  option  adjustment 


"A  pair  cooslsting  of  a  net  short  contract  and  a 
net  long  contiaci  will  poae  no  risk  to  the  clearing 
oorpor^ioas  if  the  axardae  price  of  the  short 
poeitioo  is  higher  (in  Iha  caae  of  a  call  option)  or 
lower  (in  tbe  caae  of  a  put  opUon)  than  the  eKarclse 
price  of  the  long  poaltlon.  Conversely,  if  tba 
OMRiaa  prioa  of  dM  riiart  poaiboB  U  Jowar  (in  Ifaa 
caaa  of  a  caU  opdon)  or  hi^iar  (in  Iha  caaa  of  a  Mt 
optioa)  tha  ilA  to  the  clearing  corpoiatiaH  U  the 
diffwaaoa  batwav  the  OTardaa  prtea  of  Iha  Aort 
and  lai«  poattktiu  ■ttlttpUad  by  the  appUcabta  mU 
of  Hading  CuMTHi  pairing^ 

"  IS  U.S.C  78i|-Kb)0)(F). 

»15U.S.C7a<)-t(a). 
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This  will  eliminste  over<»llateralizing 
oerUin  short  positions  whsre  the  risk  of 
such  positions  is  offMt  by  long  positions 
on  the  same  undwlying  interest. 

The  pairing  of  net  short  contracts  with 
net  long  contracts  should  not  impose 
any  significant  increase  in  risk  because 
as  the  risk  created  by  the  net  short 
position  increases  the  value  of  the 
ofiisetting  long  position  also  increases. 
The  clearing  corporations  will  continue 
to  apply  the  short  option  adjustment  to 
truly  "naked"  deep  out-of-the-money 
options  for  which  TIMS  generates 
additional  margin  of  less  than  25%  of 
the  applicable  margin  interval.  The 
clearing  corporations'  protection  with 
respect  to  such  positions  will  not  be 
reduced.  Thus,  the  Commission  believes 
that  the  proposals  will  allow  OCC  and 
ICC  to  tailor  their  option  methodologies 
to  provide  a  more  accurate  measure  of 
the  risk  presented  by  clearing  member 
positions. 

In  some  cases,  the  clearing 
corporations  will  pair  short  contracts 
with  long  contracts  even  if  the  exercise 
price  of  the  short  contract  is  lower  (in 
the  case  of  a  call)  or  higher  (in  the  case 
of  a  put)  than  that  of  the  long  contract. 
While  this  lueven  pairing  may  impose 
some  risk,  the  Commission  is  satisfied 
that  the  risks  is  very  limited.*^  Moreover 
OCC  has  provided  examples  that  show 
that  as  of  March  12. 1992,  had  the 
modified  short  option  adjustments  been 
in  effiect,  the  margin  required  from 
clearing  raembera  would  have  been 
reduced  by  only  $450,000.  or  .015%  of 
the  marfiin  controlled  by  OCC.** 

In  admtion,  the  clearing  corporations 
have  represented  that  their  existing 
back-up  systems  are  capable  of 
identifying  any  additional  risk.*'  OCC 
and  ICC  routinely  employ  Concentration 
Monitoring  ("Con  Mon")  procedures  to 
identify  clearing  memben  that  impose 
high  levels  of  risk  relative  to  their 
capital  base.'"  The  Commission  believes 
these  procedures  enable  OCC  and  ICC  to 
safeguard  seciirities  and  funds  and  to 
promote  prompt  and  efficient  clearance 
and  settlement  securities  transactions 


consistent  with  their  statutwy 
obligations. 

m.  Conclusioo 

For  the  reasons  discussed  above,  the 
Commission  believes  that  the  modified 
short  option  adjustment  should  not 
impose  any  significant  increase  in  risk 
to  the  clearing  corporations.  The 
Commission  believes  that  the  proposals 
are  consistent  with  the  requirements  of 
the  Act,  particularly  with  section  17A  of 
the  Act,  and  the  rules  and  regulations 
thereunder. 

It  is  therefore  ordered.  Pursuant  to 
section  19(b)(2)  of  the  Act."  that  the 
prop(»ed  rule  changes  (File  Nos.  SR- 
OCC-91-12  and  SR-ICC-92-03)  be,  and 
hereby  are,  approved. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.*" 

Margaret  H.  McFarUnd. 
Depu  ty  Secretary. 
IFR  Doc.  93-327  Filed  1-7-93;  8:45  am) 

WUJNG  COOC  SnO-OI-M 


*>  As  ptwrioutly  noted.  If  Um  eKflrdM  prica  of  Um 
•hart  contract  U  lower  (in  tb«  cms  of  •  call  option) 
or  li^«r  (in  the  ca*«  of  ■  put  option),  tb«  rl«k  to 
Iha  daarittg  coiporMion  U  tfa*  (Uffar«nc«  batwwn 
th*  curoM  pric*  of  th*  tbort  and  long  potition* 
multipiiad  t^  tha  appUcdbia  unit  of  trading. 

**Ltttar  from  )aan  M.  Camrlay.  AMOdata  Counsal. 
OCC  to  Eslar  Sturmtoa,  ]t..  Branch  Chiaf. 
Commiaaion  (March  20. 1992). 

»W. 

»Con  Mon  twcaduiaa  ■•  daatpiad  to  quantify 
Iba  potaotial  risk  for  aach  claaring  mambar  g>  van 
"aboormaUy"  iary  ptica  ntovaaaaats  and  to  ralate 
that  riak  to  tha  riaaring  ■nanbar'a  Hnancial 
cooditlait.  Baaad  on  thia  natural*,  tha  daaring 
corporatlona  nay  laqoira  a  bulbar  OMfgin  dapoait 
btMi  a  nambar  that  trlggara  tba  ooocanlration  riak 
paramelars. 
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TlM  Alliance  Fund,  Inc.,  •!  al.; 
Application 

December  31. 1992. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

ACTION:  Notice  of  application  for 

exemption  under  the  Investment 

Company  Act  of  1940  (the  "Act"). 

APPUCANT8:  The  Alliance  Fund,  Lie. 
AlUance  Balanced  Fund.  Inc..  Alliance 
Bond  Fund.  Inc..  Alliance  Global  Small 
Cap  Fund.  Inc..  Alliance  Growth  and 
Income  Fund.  Inc..  Alliance 
International  Fund,  Inc..  Alliance 
Mortgage  Securities  Income  Fimd.  Inc., 
Alliance  Mortgage  Strategy  Trust,  Inc.. 
Alliance  Multi-Market  Sti«tegy  Trust. 
Inc.,  Alliance  New  Europe  Fund.  Inc.. 
Alliance  North  American  Government 
Income  Trust.  Inc..  Alliance  Premier 
Fund,  Inc..  Alliance  Quasar  Fund.  Inc., 
Alliance  Growth  Short-Term  Multi- 
Market  Trust,  Inc.,  and  other  registered 
open-end  investment  companies  (a) 
whose  investment  adviser  is  the  Adviser 
(as  defined  below)  or  an  investment 
adviser  that  is  under  common  control 
with  the  Adviser,  (b)  whose  principal 
underwriter  is  the  Distributor  (as 
defined  below)  or  a  principal 
underwriter  that  is  under  common 
control  with  the  Distributor,  (c)  which 
hold  themselves  out  to  investors  as 
being  related  for  ptuposes  of  investment 


*MS  U.S.C  78i(bM2). 
"17  CFR  200.3O-3(aXl2). 


and  investor  services,  and  (d)  whose 
shares  are  divided  into  up  to  three 
classes  of  securities  whose  sales  load, 
contingent  deferred  sales  charge 
("CDSC"),  rate  of  distribution  fees, 
exchange  privileges,  conversion  feature 
and  differences  in  voting  rights  are 
identical  to  those  applicable  to  one  or 
more  of  the  Class  A,  Class  B  and/or 
Class  C  shares  as  described  in  the 
application  (the  "Funds");  Alliance 
Capital  Management  L.P.  (the 
"Adviser");  and  Alliance  Fund 
Distributors,  Inc.  (the  "Distributor"). 

RELEVANT  ACT  SECTIONS:  Order  requested 
pursuant  to  section  6(c)  of  the  Act  to 
amend  a  previous  order  which  granted 
applicants  exemptive  relief  from  the 
provisions  of  sections  2(a)(32),  2(a)(35), 
18(f).  18(g).  18(i).  22(c).  and  22(d)  of  the 
Act  and  rule  22c-l  thereiuider. 

SUMMARY  OF  APPUCATION:  Applicants 
seek  to  amend  a  prior  order  (the  "Prior 
Order")  to  permit  the  Fimds  and  other 
registered  open-end  investment 
companies  in  the  same  group  of 
investment  companies  to  issue  a  third 
class  of  securities  representing  interests 
in  the  same  portfolio  of  securities  and 
to  assess  a  CDSC  on  redemptions  of  the 
shares  of  one  of  the  classes  and  to  waive 
the  CDSC  in  certain  cases. 

FMJNG  DATE:  The  application  was  filed 
on  November  4. 1992  and  amended  on 
December  30. 1992. 

HEARING  on  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  ihe  SEC's 
Secretary  and  serving  applicants  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
January  25, 1993.  and  should  be 
accompanied  by  proof  of  service  on  the 
applicants,  in  the  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  the 
date  of  a  hearing  may  request 
notification  by  writing,  to  the  SEC's 
Secretary. 

ADDRESSES:  Secretary,  SEC.  450  Fifth 
Street  NW..  Washington.  DC  20549. 
Applicants,  1345  Avenue  of  the 
Americas,  New  York.  New  York  10105. 

FOR  FURTHER  MFORMATION  CONTACT: 
James  E.  Anderson,  Staff  Attorney,  at 
(202)  272-7027,  or  C.  David  Messman, 
Branch  Chief,  at  (202)  272-3018 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 
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SUPPLBeiTARV  MRWMATKM:  The 
foUo«tring  Is  a  siunmary  of  the 
application.  The  complete  application  is 
available  for  a  fee  from  the  SECs  Public 
Reference  Branch. 

Applicants'  RepreseBtations 

1.  Each  Fund  is  an  open-end 
management  investment  company 
registered  imder  the  Act.  The  Adviser 
serves  as  each  Fund's  investment 
adviser  and  the  Distributor  acts  as 
principal  imderwriter  of  the  Funds' 
shares.  Each  Fund  presently  ofiers  a 
class  of  shares  sub|ect  to  a  front-end 
sales  load  and  a  rule  12b-l  plan 
distribution  fee  at  an  annual  rate  of  up 
to  0.50%  of  the  average  daily  net  asset 
value  of  such  shares  ("Class  A  Shares") 
and  a  class  of  shares  subject  to  a  CDSC 
and  a  rule  12b-l  plan  distribution  fee  at 
an  annual  rate  of  up  to  1%  of  the 
average  daily  net  asset  value  of  such 
shares  ("Class  B  Shares").* 

2.  Applicants  propose  to  modify  their 
present  dual  distribution  system  to 
establish  a  triple  distribution  system 
(the  "Triple  Distribution  System")  to 
enable  the  Funds  to  offer  investors  the 
option  of  purchasing  a  third  class  of 
shares  ("Class  C  Shares").  Class  C 
Shares  will  be  sold  subject  to  a  rule 
I2b-1  plan  distribution  fee  at  an  annual 
rate  of  up  to  0.75%  and  a  service  fee  at 
an  annual  rate  of  up  to  0.25%.  but 
without  either  a  front-end  sales  load  or 
a  CDSC.  In  addition,  applicants  seek  to 
amend  the  Prior  Order  to  impose  a  rule 
12b-l  service  fee  on  the  Class  A  Shares 
and  the  Class  B  Shares  at  an  annual  rate 
of  up  to  0.25%. 

3.  Under  the  Triple  Distribution 
System,  Class  A  Shares  will  be  sold  at 
net  asset  value  plus  a  front-end  sales 
load.  As  is  currently  the  case,  the  sales 
load  will  be  subject  to  reductions  for 
larger  purchases,  under  a  combined 
purchase  privilege,  under  a  right  of 
accumulation,  or  under  a  statement  of 
intent.  The  sales  load  also  will  be 
subject  to  other  reductions  permitted  by 
section  22(d)  of  the  Act  and  set  forth  in 
the  registration  statement  of  each  Fund. 
Each  Fund  will  pay  the  Distributor  a 
distribution  fee  at  an  aimual  rate  of  up 
to  0.50%,  and  a  service  fee  at  an  annual 
rate  of  up  to  0.25%,  of  the  average  daily 
net  asset  value  of  the  Gass  A  Shares, 
rather  than  the  cxirrent  distribution  fee 
at  an  annual  rate  of  up  to  0.50%. 

4.  Under  the  Triple  Distribution 
System,  Class  B  Shares  will  be  sold  at 


*  Applicants  offer  two  cUsaM  of  shares  and 
impose  a  CDSC  punuanl  to  the  Prior  Order, 
Investment  Company  Act  Relaese  No*.  17295  (Jan. 
8, 1990)  (notice)  and  17330  (Fab.  2. 1990)  (order). 
as  amended.  Investment  Company  Act  Release  Nos. 
18734  (May  27, 1992)  (notice)  and  18S0S  Oune  23, 
1992)  (order). 


net  asset  value  without  the  imposition 
of  a  sales  load  at  the  time  of  purchase. 
Each  Fund  will  pay  the  Distributor  a 
distributiim  fee  at  an  annual  rate  of  up 
to  0.75%.  and  a  service  fee  at  an  annual 
rate  of  up  to  0.25%,  of  the  average  daily 
net  asset  value  of  the  Class  B  Shares, 
rather  than  the  current  payment  of  a 
distribution  fe«  at  an  annual  rate  of  up 
to  1%.  In  additicm.  an  investor's 
proceeds  from  a  redemption  of  Class  B 
Shares  made  within  a  specified  period 
of  years  of  their  purchase  (typically  the 
length  of  such  period  will  range  6cm 
threia  to  six  years)  generally  wdll  be 
subject  to  a  CDSC  The  CDSC  is 
expected  to  range  from  3%  to  5%  (but 
can  be  higher  or  lower)  on  shares 
redeemed  during  the  first  year  after 
purchase  and  to  be  reduced  at  a 
specified  rate  (usually  at  a  rate  of  1%) 
per  year  over  the  applicable  CDSC 

Eeriod,  so  that  redemptions  of  shares 
eld  after  that  period  will  not  be  subject 
to  a  CDSC. 

5.  The  Funds  propose  to  offer  Class  C 
Shares  at  net  asset  value  per  share 
without  the  imposition  of  a  sales  load  at 
the  time  of  purchase  or  a  CDSC  at  the 
time  of  redemption.  Each  Fund  will  pay 
to  the  Distributor  a  distribution  fee  at  an 
aimual  rate  of  up  to  0.75%,  and  a 
service  fee  at  an  annual  rate  of  up  to 
0.25%,  of  the  average  daily  net  asset 
value  of  the  Class  C  Shares.  Unlike  Class 
B  Shares,  Class  C  Shares  will  not  be 
subject  to  a  conversion  feature; 
accordingly,  such  shares  will  continue 
to  be  subject  to  a  distribution  fee  at  a 
rate  that  is  approximately  the  same  as 
the  rate  on  the  Class  B  Shares  for  an 
indefinite  period  of  time.  Proceeds  bom 
this  he  will  be  used  by  the  Distributor 
primarily  to  pay  trail  or  maintenance 
sales  commissions  to  financial 
intermediaries  and  to  the  Distributor  for 
other  expenses  of  distribution.  Class  C 
Shares  of  a  Fund  generally  will  be 
exchangeable  at  net  asset  value  for  Class 
C  Shares  of  other  Funds. 

6.  The  three  classes  will  each 
represent  interests  in  the  same  portfolio 
of  securities  of  a  Fund  and  will  be 
identical  except  that:  (a)  The 
distribution  (ees  payable  by  the  Fund  to 
the  Distributor  will  be  higher  for  Class 
B  and  Class  C  than  they  will  be  for  Class 
A  Shares:  (b)  the  service  fees  payable  by 
the  Fimd  to  Distributor  may  differ 
among  the  Class  A,  Class  B  and  Class  C 
Shares;  (c)  the  agency  costs  attributable 
to  each  of  the  Class  A,  Class  B  and  Class 
C  Shares  may  differ;  (d)  each  class  will 
bear  any  other  incremental  expenses 
subsequently  identified  that  should  be 
properly  allocated  to  the  class  which 
shall  be  approved  by  the  Commission 
pursuant  to  an  amended  order;  (e)  the 
three  classes  will  have  diffisTent 


exchange  piivilagas;  (f)  only  Class  B 
Shares  wiU  have  a  conversion  feature; 
and  (g)  each  class  will  vote  separatdy  as 
a  class  with  respect  to  the  Fund's  ruie 
12b-l  distribution  plan  and  other 
matters  for  which  separate  class  voting 
is  appropriate  under  applicable  law, 
provided  that,  if  the  Fund  submits  to  a 
vote  of  both  the  Class  A  shareholders 
and  the  Class  B  shareholders  an 
amendment  to  the  Fimd's  rule  12b-l 
distribution  plan  that  would  materially 
increase  the  amount  to  be  paid 
thereunder  with  respect  to  the  Class  A 
Shares,  the  Class  A  shareholders  and  the 
Class  B  shareholders  will  vote 
separately  by  class. 

7.  The  service  fees  paid  by  each  Fund 
will  be  used  by  the  Distributor  for 
personal  services  and/or  the 
maintenance  of  shareholder  accounts. 
Each  Fund's  distribution  plan  will 
provide  that  the  distribution  fee  paid 
out  of  the  assets  of  the  Class  A,  CUass  B, 
and  Class  C  Shares  will  be  used  in  its 
entirety  by  the  Distributor  to  defray  its 
expenses  in  providing  distribution- 
related  services  (including,  in  the  case 
of  Class  B  and  Class  C  Shjures, 
commission  expenses).  Each  Fund  will 
accrue  and  pay  the  distribution  fee  at  a 
rate  fixed  by  the  Fund's  Directors/ 
Trustees  (but  not  in  excess  of  the 
applicable  maximum  percentage  rate). 
Such  rate  is  intended  to  result  in 
payments  that  will  not  exceed  the 
amounts  actually  expended  for 
distribution  by  the  Distributor  on  b^ialf 
of  the  Fund. 

8.  Following  the  implementation  of 
the  Triple  Distribution  System,  a  Fimd 
may  amend  its  rule  12b-l  distribution 
plan  with  respect  to  a  class  of  shares  to 
structure  the  rule  12b-l  plan  so  that  it 
will  obligate  the  Fund  to  pay  the 
distribution  fee  attributable  to  the  class 
to  the  Distributor  as  compensation  for 
the  Distributor's  distribution-related 
services  with  respect  to  the  class,  and 
not  as  reimbursement  for  specific 
expenses  incurred.  The  amount  of 
distributed  services  fees  payable  by  the 
Fund  with  respect  to  a  class  of  shares 
would  not  be  related  directly  to  the 
amoimt  of  distribution  services 
expenses  incurred  by  the  Distributor 
with  respect  to  such  class.  Thus,  under 
such  a  compensation  structure,  if  the 
Distributor's  expenses  with  respect  to  its 
distribution  related  services  with 
respect  to  the  class  were  less  than  the 
distribution  fee,  the  Distributor  would 
receive  the  full  fee  and  realize  a  profit. 

9.  The  Distributor  will  furnish  the 
Directors/Trustees  of  each  Fund  with 
quarterly  and  annual  statements  of 
distribution  revenues  and  expenditures, 
in  accordance  with  the  requirements  of 
paragraph  (b)(3)(ii)  of  rule  12b-l,  to 
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enable  the  Diractots/Trusteee  to  make 
the  fiodk^  requind  by  paragraphs  (d) 
and  (e)  of  rule  12b-l.  Oaly  distribution 
expenditures  properly  attributable  to  the 
sale  of  a  particular  class  will  b«  used  to 
justify  the  distribution  fee  charged  to 
that  class.  Distribution  expenses 
attributable  to  the  sale  of  each  class  of 
shares  will  be  allocated  annually  to  each 
class  based  upon  the  ratio  in  which  the 
sales  of  each  class  beare  to  the  sales  of 
all  tlie  shares  of  the  Fund. 

10.  The  decision  as  to  whether  a 
particular  distribution  expenditure  or 
category  of  distribution  expenditures  is 
properly  attributable  to  the  sale  of  a 
particular  class  or  to  the  sale  of  both 
classes  of  shares  (and  thus  allocated  to 
each  class  of  shares  in  accordance  with 
the  method  described  above)  will  be 
subject  to  the  review  and  approval  of 
the  Directors/Trustees.  Each  Fund's 
Directors/Trustees  have  determined  all 
distribution  expenditures  will  continue 
to  be  attributable  to  the  sale  of  each 
class  of  shares  except  (a)  commission 
expenses  relatnd  to  the  sale  of  the  Class 
B  Shares  and  (b)  trail  or  maintenance 
payments  (which  will  be  separately 
calculated  with  respect  to  each  class).  In 
the  future,  however,  the  Directors/ 
Trustees  may  determine  that  a  particular 
distribution  expenditure  or  class  of 
distribution  expenditures,  in  addition  to 
the  two  categories  listed  in  the 
immediately  preceding  sentence,  are 
attributable  to  the  sale  of  a  particular 
class. 

11.  All  Class  B  Shares  of  the  Funds, 
other  than  those  purchased  through  the 
reinvestment  of  dividends  and 
distributions,  will  automatically  convert 
to  Class  A  Shares  in  a  certain  number 
of  yean  after  the  end  of  the  calendar 
month  in  which  the  shar^older's  order 
to  purchase  was  accepted,  in  the 
circumstances  and  suoject  to  the 
qualifications  described  below.  Such 
ntunber  of  yean,  which  will  be  the  same 
with  respect  to  all  Class  B  Shares  of  a 
Fimd.  may  be  up  to  eight  The  purpose 
of  the  conversion  feature  is  to  relieve 
the  holdera  of  Class  B  Shares  that  have 
been  outstanding  for  a  period  of  time 
sufficient  for  the  Distributor  to  have 
been  compensated  for  distribution 
expenses  related  to  such  shares  from 
most  of  the  burden  of  additional 
distribution  expenses. 

12.  Shares  purchased  through  the 
reinvestment  of  dividends  and  other 
distributions  in  respect  of  Class  B 
Shares  will  be  treated  as  Qass  B  Shares 
except  that,  for  purposes  of  convenion 
to  Oass  A.  all  such  shares  that  have  not 
already  converted  into  Class  A  Shares 
will  be  considned  held  in  a  separate 
subhaccount.  Each  time  any  Class  B 
Shares  in  the  shareholder's  account 


(other  than  those  in  the  sub-account) 
convert  to  Class  A,  an  equal  pro  rata 
portion  of  tha  Class  B  Shares  in  the  sub- 
account also  will  convert  to  Class  A. 

13.  Tlie  Funds  have  obtained  an 
opinon  of  Goimsel  that  the  assessment  of 
the  higher  distribution  fee  and  transfer 
agency  costs  and  any  other  special 
allocations  described  above  with  respect 
to  Class  B  Shares  does  not  result  in  any 
dividends  or  distributions  constituting 
"preferential  dividends"  under  the 
Internal  Revenue  Code  of  1986,  as 
amended  ("IRC"],  and  that  the 
conversion  of  Class  B  Shares  to  Class  A 
Shares  does  not  constitute  a  taxable 
event  under  current  federal  income  tax 
law.  The  conversion  of  Class  B  Shares 
to  Class  A  Shares  may  be  suspended  if 
such  an  opinion  is  no  loiter  available. 

14.  Currently.  Class  A  Shares  of  the 
Funds  are  exchangeable  for  the  Class  A 
Shares  of  other  Funds,  for  shares  of  the 
other  funds  in  the  Adviser's  mutual 
fund  complex  that  are  sold  subject  to  a 
front-end  sales  load,  for  money  market 
fund  shares,  and  for  shares  of  Alliance 
World  Income  Trust.  Inc.  ("AWTT').  a 
non-money-market  fund  sold  without 
the  imposition  of  a  sales  load  or  CDSC 
but  subject  to  a  rule  12b-l  distribution 
plan.  In  addition,  a  holder  of  shares  of 
any  fund  in  the  Adviser's  mutual  fund 
complex  that  is  sold  subject  to  a  frtint- 
end  sales  load  (or  a  holder  of  money 
market  fund  shares  or  shares  of  AWTT 
acquired  through  an  exchanos  of  such 
shares)  may  exchange  his  or  oer  shares 
for  Class  A  Shares  of  a  Fund  without  the 
payment  of  any  sales  or  service  charge. 
The  Class  B  shareholders  of  a  Fund  have 
the  ability  to  exchange  their  Class  B 
Shares  for  Gass  B  Shares  of  certain 
other  Funds. 

15.  It  is  contemplated  that:  (a)  Class 

C  Shares  of  a  Fund  will  be  exchangeable 
for  Class  C  Shares  of  other  Funds,  for 
money  market  fund  shares,  and  shares 
of  AWIT;  (b)  certain  Class  B 
shareholders  will  have  the  ability  to 
exchange  their  shares  for  Class  C  Shares 
without  the  imposition  of  a  CDSC;  and 
(c)  certain  Class  B  or  Class  C 
shareholders  of  a  Fund  holding  shares 
of  that  Fund  and  other  mutual  funds 
sponsored  by  the  Adviser  with  a  value 
equal  to  the  minimum  amount  at  which 
an  investor  may  purchase  Qass  A  shares 
of  a  Fund  without  the  imposition  of  a 
front-end  sales  load  ("Minimum  N.A.V. 
Purchase  Amount")  may  exchange  their 
Class  B  or  Class  C  Shares  for  Qass  A 
Shares  of  the  Fund  without  the  payment 
of  a  &t)nt-end  sales  charge  or  CDSC. 

16.  Except  for  the  diflerences 
described  above,  the  Class  A.  Class  B 
and  Class  C  Shares  of  a  Fxind  will  have 
identical  voting,  dividend,  liquidation 
and  other  ri^ts,  preferences,  powen. 


restrictions,  Umitations,  qualifications, 
designations,  and  terms  and  conditions. 
All  expmises  incurred  by  a  Fund  will  be 
allocated  daily  among  the  classes  of 
shares  based  on  the  relative  percentage 
of  net  assets  attributable  to  each  class 
except  for  any  differing  expenses  of  the 
distribution  plan,  service  fees,  and 
transfer  agency  costs  that  will  be  home 
by  the  classes.  Because  of  the  differing 
expenses  that  wrill  be  home  solely  by 
each  of  the  Qass  A,  Class  B,  and  Class 
C  shares,  the  net  income  attributable  to 
and  the  dividends  peyable  on  such 
shares  will  differ  by  class.  The  net  asset 
value  of  the  Gass  A  Shares  initially  will 
be  higher  than  the  net  asset  value  of  the 
Class  B  and  Class  C  Shares,  and  the  net 
asset  value  per  share  of  the  three  classes 
will  continue  to  diverge  over  time. 

17.  Pursuant  to  the  Prior  Order,  the 
Applicants  assess  a  CDSC  on  certain 
redemptions  of  Class  B  Shares  of  the 
Funds  and  waive  the  CDSC  with  respect 
to  certain  types  of  redemptions.  The 
Applicants  seek  to  amend  the  Prior 
Order  to  permit  the  Funds  (a)  to  waive 
the  CDSC  on  redemptions  in  connection 
with  the  exdiange  of  Class  B  Shares  of 
each  Fund  that  had  been  purchased  by 
qualified  money  purchase  pension  and 
profit-sharing  plans,  includiivg  section 
401  (k)  plans  ("Qualified  Plans"), 
through  the  Alliance  Premier 
Retirement  Program  prior  to  the  creation 
of  the  Class  C  Shares  for  Gass  C  Shares 
of  the  Fund,  and  (b)  to  waive  the  CDSC 
on  redemptions  in  connection  with  the 
exchange  of  Gass  B  Shares  of  each  Fund 
that  had  been  purchased  by  a  Qualified 
Plan  for  Class  A  Shares  if  the  aggregate 
net  asset  value  of  shares  of  all  the  Funds 
held  by  the  Qualified  Plan  reaches  the 
Minimum  N.A.V.  Purchase  Amount 
level  or  more  on  or  before  December  15 
in  any  year. 

18.  Currently,  the  CDSC  on  Class  B 
Shares  is  not  imposed  on  redemptions 
of  shares  which  were  purchased  more 
than  a  specified  period  of  up  to  six  years 
(the  "CDSC  Period")  prior  to  their 
redemption  or  shares  derived  from  the 
reinvestment  of  distributions. 
Furthermore,  no  CDSC  is  imposed  on  an 
amoimt  which  represents  an  increase  in 
the  value  of  the  shareholder's  account 
resulting  frt>m  capital  appreciation 
above  th^  amount  paid  for  shares 
purchased  during  the  CDSC  Period.  In 
determining  whether  a  CDSC  is 
applicable,  it  is  assumed,  unless  the 
shareholder  otherwise  specifically 
directs,  that  a  redemption  is  made  first 
of  any  Class  A  Shares  in  the 
shareholder's  Fund  account,  second  of 
shares  derived  from  reinvestment  of 
distributions,  third  of  shares  held  for  a 
period  longer  than  the  CDSC  Period. 
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and  fourth  of  shares  bald  lor  a  period 
not  longer  than  the  CDSC  Period. 

19.  In  addition,  pursuant  to  the  Prior 
Order,  each  Fund  has  the  ability  to 
waire  the  CDSC  on  redemptions:  (a) 
Fallowing  the  death  or  disability,  as 
defined  in  section  72(m)(7l  of  the  IRC. 
of  B  shareholder;  (b)  in  connection  with 
certain  distributions  from  an  individual 
retirement  account,  e  custodial  account 
maintained  pursuant  to  IRC  section 
403tbK7),  or  a  qoalified  pension  or 
proHt-riiaring  plan  ("Retirement 
Plans"),  as  described  below;  (c)  of 
shares  purchased  by  present  or  ibnner 
Director/Trustees  of  uie  Fund,  by  the 
Feletives  of  any  such  person,  by  any 
trust,  individual  retirement  account  or 
retirement  plan  acco\mt  for  the  benefit 
of  any  sudi  person  or  relative,  or  by  the 
estate  of  any  such  person  or  relative; 
and  (d)  in  connection  with  Ae  exdiange 
of  Class  B  Shares  of  a  Fund  for  Class  B 
Shares  of  another  Fund. 

20.  If  a  Fund  waives  or  reduces  the 
CDSC.  sui^  waiver  or  reduction  will  be 
uniformly  applied  to  all  offerees  in  the 
class  specified.  Also,  in  waiving  or 
reducing  a  CH^SC,  the  Funds  will 
comply  with  the  requirements  of  rule 
22d-l  under  the  Investment  Company 
Act  as  if  such  CDSC  were  a  sales  load. 
If  the  Directors/Trustees  of  a  Fund 
determine  to  discontinue  the  waiver  of 
the  CDSC,  the  disclosure  in  the  Fund's 
prospectus  will  be  appropriately 
revised.  Also,  any  Claiss  B  Shares 
purchased  prior  to  the  termination  of 
such  waiver  will  be  able  to  have  the 
cose  waived  as  provided  in  the  Fund's 
prospectus  at  the  time  of  the  purchase 
of  such  shares.  Applicants  will  comply 
with  Section  26  of  the  Rules  of  Fair 
Practice  of  the  National  Association  of    - 
Securities  Dealers. 

Applicaal's  Legal  CoacluaioiW 

1.  Applicants  request  an  exempli ve 
order  to  the  extent  that  the  proposed 
issuance  and  sale  of  Class  A,  Class  B. 
and  Class  C  Shares  represeoting 
interests  in  the  Funds  mi^t  be  deemed: 
(a)  To  result  in  the  issuance  of  a  "senior 
security"  within  the  meaning  of  section 
1 8(g)  of  the  Act  and  thus  be  prohibited 
by  section  18(fHlJ  of  the  Act;  and  (b)  to 
violate  the  equal  voting  provisions  of 
section  18(i)  of  the  Act. 

Z.  The  proposed  Triple  IXstiibution 
System  does  not  create  the  potential  far 
the  abuses  that  section  18  was  desigaed 
to  redress.  The  proposed  arrangement 
will  not  increase  the  speculative 
character  of  the  shares  of  any  Fund.  The 
proposal  does  not  involve  borrowing, 
and  all  shares  will  bear,  based  on  the 
relative  net  assets  of  each  class,  all  of 
tha  Fund's  axpenses  except  the  difierii^ 


rule  I2l>-1  distributioo  fses.  servioa  fees 
and  transfer  agency  ooets. 

3.  All  daaaee  of  shares  will  be 
redeemable  at  all  times  and  no  class  of 
shares  will  have  distributkia  or 
Uquidation  prefuenoas  with  respect  to 
particular  assets.  No  dass  will  lunre  any 
right  to  require  that  lapsed  dividends  he 
paid  before  dividends  are  dedarad  on 
the  other  class,  and  no  class  will  be 
protected  by  any  reserve  or  other 
account  Since  the  similarities  (and. 
with  respect  to  the  distribution  fees, 
service  fees,  voting  rights,  Clasa  B 
conversian  feature,  transfer  agency 
costs,  and  exchange  jwivileges,  the 
dissimilarities)  of  the  Class  A,  Class  B 
and  Class  C  Shares  will  be  fully 
disdosed  in  the  Fund's  prospectus  and 
statement  of  additional  infonnation, 
investors  will  not  be  ^ven  ousleading 
impressions  as  to  the  safiaty  or  risk  of 
the  Class  A,  Class  B  and  Class  C  Shares 
and  the  Class  A,  Class  B  and  Qass  C 
Shares  will  not  be  rendered  speculative. 

4.  The  interests  of  the  three  clesses  of 
shares  as  to  the  advisory  fees  of  each 
Fund  are  the  same  and  are  not  in 
conflict  because  these  fees  are  used 
solely  to  compensate  the  Adviser  for 
providing  man^ement  and  advisory 
services  diat  are  common  to  all 
invastois.  regardless  of  the  class  of 
shares  held.  Further.  the-Directors/ 
Trustees  must  analyze  the 
reasonableness  of  the  advisory  fee.  die 
distribution  fee  and  the  service  fee 
under  the  standards  defined  by  section 
36(b)  oithe  Act.  Thus,  the  interests  of 
eech  dass  of  darehokiers  will  be 
adequately  protected. 

5.  The  proposed  allocation  of 
expenses  and  voting  rights  relating  to 
the  rule  12b-l  distribution  plan  is 
equitable  and  will  not  discriminate 
against  any  group  of  shareholders. 
Investocs  purchaidng  Class  A  Shares 
will  bear  a  proportionately  lower  share 
of  the  Funds'  distributioo  expenses  than 
holders  of  the  Class  B  and  Class  C 
Shares.  Hoiwever,  each  class  vrill  vote 
sepwately  as  a  dass  with  respect  to  the 
Fund's  rule  12b-l  distribution  plen. 
except  that,  if  the  Fund  submits  to  a 
vote  of  both  the  Class  A  shareholdera 
and  the  Class  B  shareholders  an 
amendment  to  the  Fund's  rule  lZb-1 
distribution  plan  that  would  materially 
increase  the  amount  to  be  paid 
thereunder  with  respect  to  the  Cless  A 
Shares,  the  Class  A  shareholders  and  the 
Class  B  shar^olders  will  vote 
separately  by  class  with  regard  to  sudi 
amendment. 

Applicants'  Conditions 

Applicants  ^ree  that  any  order 
granting  the  requested  relief  shaU  be 
subject  to  the  foUowing  conditions: 


1 .  The  Class  A,  Class  B  and  dass  C 
Shares  wiU  represent  interests  in  die 
same  portfolio  of  investments  of  a  Fund, 
and  be  identical  in  all  respects,  except 
as  set  foidi  below.  The  only  differences 
among  the  Class  A,  dass  B  and  Class  C 
Shares  of  a  Fund  will  relate  solely  to:  (a) 
The  impact  of  the  disproportionate 
distribution  fees  and  service  fees 
allocated  to  eadi  of  the  Class  A 
shardiolders,  Class  B  shareholders,  and 
Class  C  shareholders  of  tha  Fimd,  the 
disproportionate  transfer  agency  costs 
attribTrtable  to  each  of  the  Class  A.  Class 
B,  and  Class  C  Shares  of  the  Fund,  and 
any  other  incremental  expenses 
subsequently  identified  that  should  be 
properly  allocated  to  one  class  whidi 
shall  be  approved  by  the  Commission 
pursuant  to  an  amended  order;  (1^  the 
fed  that  each  class  will  vote  separately 
as  a  class  with  resped  to  the  Fund's  rule 
12b-l  distribution  plan  and  other 
matters  for  which  separate  class  voting 
is  appropriate  under  applicable  law. 
provided  that,  if  the  Fund  submits  to  a 
vote  of  both  the  Class  A  shareholders 
and  the  Class  B  sharriiolders  an 
amendment  to  the  Fund's  rule  12b-l 
distribution  plan  that  would  matwially 
increase  the  amount  to  be  paid 
thereunder  with  resped  to  the  Class  A 
Shares,  the  Class  A  shareholders  and  the 
Class  B  shareholders  will  vote 
separately  by  class;  (c)  the  different 
exchange  privileges  of  the  Class  A.  Class 
B,  and  Class  C  Sharea;  (d)  the  feet  that 
only  Class  B  Shares  will  have  a 
conversion  feature:  and  (e)  the 
desi^wtion  of  each  class  of  shares  of  die 
Fund. 

2.  If  a  Fund  implements  any 
amendment  to  its  rule  12b-l  plan  (or,  if 
presented  to  shareholders,  adopts  or 
implements  any  amendment  of  a  non- 
rule  12b-l  shaieholder  services  plan) 
that  would  increase  materially  the 
amount  that  may  be  bone  by  the  Qaas 
A  Shares  under  the  plm,  existing  Qess 
B  Shares  will  stop  con  verting  into  Class 
A  unless  the  Class  B  sharehc^ders. 
voting  separately  as  a  dass,  approve  die 
ptopoaal.  The  fXredors/Trustees  riiall 
take  such  edion  as  is  neoesssry  to 
Misure  that  existing  Class  B  Shares  are 
exchanged  or  converted  into  a  new  class 
of  shares  ("New  Class  A"),  identical  in 
all  material  respects  to  Class  A  as  it 
existed  prior  to  implementation  of  the 
proposal,  no  later  than  such  shares 
previously  wrere  sdieduled  to  convert 
into  Class  A.  If  deemed  advisable  by  the 
Diredors/Tnistees  to  implement  the 
foregoing,  such  action  may  indude  die 
exdiange  of  all  existing  Class  B  Shares 
for  a  new  dass  ("New  Class  B"), 
idmtical  to  existing  Class  B  Shares  in 
all  material  i  aspects  except  diat  New 
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Class  B  will  convert  into  New  Qass  A. 
New  Class  A  or  New  Class  B  may  be 
fbnned  without  further  exemptivs  relief. 
Exchanges  ot  conversions  described  in 
this  condition  shall  be  efiiacted  in  a 
manner  that  the  Directors/Trustees 
reasonably  believe  will  not  be  subject  to 
federal  taxation.  In  accordance  with 
condition  4,  any  additional  cost 
associated  with  the  creation,  exchange, 
or  conversion  of  New  Class  A  or  New 
Class  B  shall  be  haroe  solely  bv  the 
Adviser  and  the  Distributor.  Class  B 
Shares  sold  after  the  implementation  of 
the  prop<MMl  may  convert  into  Class  A 
Shares  subject  to  the  higher  maximum 
payment,  provided  that  the  material 
features  of  the  Class  A  plan  and  the 
relationship  of  such  plan  to  the  Class  B 
Shares  are  disclosed  in  an  effective 
registration  statement 

3.  The  Directors/Trustees  of  each  of 
the  Funds,  including  a  majority  of  the 
independent  Directors/Trustees,  shall 
have  approved  the  Triple  Distribution 
System  prior  to  the  implementation  of 
the  Triple  Distribution  System  by  a 
particular  Fund.  The  minutes  of  the 
meetings  of  the  Directors/Trustees  of 
each  of  the  Funds  regarding  the 
deliberations  of  the  Directors/Trustees 
with  respect  to  the  approvals  necessary 
to  implement  the  Triple  Distribution 
System  will  reflect  in  detail  the  reasons 
for  determining  that  the  Triple 
Distribution  Systmn  is  in  the  best 
interests  of  both  the  Funds  and  their 
respective  shareholdos. 

4.  On  an  ongoing  basis,  the  Directors/ 
Trustees  of  the  Funds,  pursuant  to  their 
fiduciary  responsibilities  under  the 
Investment  Company  Act  and 
otherwise,  will  monitor  each  Fund  for 
the  existence  of  any  material  conflicts 
among  the  interests  of  the  three  classes 
of  sh^es.  The  Directors/Trustees, 
including  a  majority  of  the  independent 
Director^rustees,  shall  take  such 
action  as  is  reasonably  necessary  to 
eliminate  any  such  confUcts  that  may 
develop.  The  Adviser  and  the 
Distributor  will  be  responsible  for 
reporting  any  potential  or  existing 
conflicts  to  the  Directors/Trustees.  If  a 
conflict  arises,  the  Adviser  and  the 
Distributor  at  their  own  cost  will 
remedy  such  conflict  up  to  and 
including  establishing  a  new  registered 
management  investment  company. 

5.  Tne  Directors/Trustees  of  the  Funds 
will  receive  qiiarterly  and  annual 
statements  complying  with  paragraph 
(b)(3)(ii)  of  rule  12b-l,  as  it  may  be 
amended  from  time  to  time.  In  the 
statements,  only  distribution 
expenditures  prop«-ly  attributable  to  the 
sara  of  a  particular  class  will  be  used  to 
justify  the  distribution  fee  charged  to 
that  class.  Expenditures  not  related  to 


the  sale  of  a  particular  class  will  not  be 
presented  to  the  Directors/Trustees  to 
support  the  distribution  foe  attributable 
to  that  class.  The  statements,  including 
the  allocations  upon  which  they  are 
based,  will  be  subject  to  the  review  and 
approval  of  the  independent  Directors/ 
Trustees  in  the  exercise  of  their 
fiduciary  duties. 

6.  Dividends  paid  by  a  Fund  with 
respect  to  its  Class  A  Shares.  Class  B 
Shares  and  Class  C  Shares,  to  the  extent 
any  dividends  are  paid,  will  be 
calculated  in  the  same  maimer  at  the 
same  time  on  the  same  day  and  will  be 
in  the  same  amo\mt,  except  that 
distribution  fee  payments  relating  to 
eech  respective  class  of  shares  will  be 
borne  exclusively  by  that  class  and  any 
incremental  transfer  agency  costs 
relating  to  the  Class  A,  Class  B  or  Qass 
C  Shares  will  be  borne  exclusively  by 
that  class. 

7.  The  methodology  and  procedures 
for  calculating  the  net  asset  value  and 
dividends  and  distributions  of  the  Class 
A.  Class  B.  and  Class  C  Shares,  and  the 
proper  allocation  of  expenses  among  the 
classes,  have  been  reviewed  by  an 
expert  (the  "EJcpert").  The  Expert  has 
rendered  a  report  to  the  Applicants, 
which  has  been  provided  to  the  staff  of 
the  Commission  as  an  exhibit  to  the 
application,  stating  that  such 
methodology  and  procediues  are 
adequate  to  ensure  that  such 
calculatians  and  allocations  will  be 
made  in  an  appropriate  manner,  subject 
to  the  conditions  and  limitations  in  that 
report.  On  an  ongoing  basis,  the  Expert, 
or  an  appropriate  su^titute  Expert,  will 
monitor  the  manner  in  which  the 
calculations  and  allocations  are  being 
made  under  the  Triple  Distribution 
System  and.  based  upon  such  review, 
will  render  at  least  annually  a  report  to 
the  Funds  that  the  calculations  and 
allocations  are  being  made  properly. 
The  reports  of  the  Ebcpert  shall  be  filed 
as  part  of  the  periodic  reports  filed  with 
the  Commission  pursuant  to  sections 
30(a)  and  30(b)(1)  of  the  Act.  The  work 
papers  of  the  Expert  with  respect  to 
such  reports,  following  request  by  the 
Funds,  (which  the  Funds  agree  to 
provide),  will  be  available  tor  inspection 
by  the  SEC  staff  upon  the  written 
request  to  the  Funds  for  such  work 
papers  by  a  senior  member  of  the 
Division  of  Investment  Management, 
limited  to  the  Director,  an  Associate 
Director,  the  Chief  Accountant,  the 
Chief  Financial  Analyst,  an  Assistant 
Director,  and  any  Regional 
Administrators  or  Associate  and 
Assistant  Administrators.  The  initial 
report  of  the  Expert  will  be  a  "Special 
Purpose"  report  on  the  "Design  of  a 
System"  and  the  ongoing  reports  have 


been  and  will  continue  to  be  "Special 
Purpose"  reports  on  the  "Design  of  a 
System  and  Certain  Compliance  Tests" 
as  defined  and  described  in  SAS  No.  44 
of  the  AlCPA,  as  it  may  be  amended 
fiY>m  time  to  time,  or  in  similar  auditing 
standards  as  may  be  adopted  by  the 
AICPA  from  time  to  time. 

8.  The  Applicants  have  adequate 
fedlities  in  place  to  ensure 
implementation  of  the  methodology  and 
procedures  for  calculating  the  new  asset 
value  and  dividends  and  distributions 
of  the  three  classes  of  shares  and  the 
proper  allocation  of  expenses  among  the 
three  classes  of  shares.  This 
representation  will  be  concurred  with 
by  the  Expert  in  the  initial  report 
referred  to  in  condition  7  above,  and 
will  be  concurred  with  by  the  Expert  or 
an  appropriate  substitute  Expert,  on  an 
ongoing  basis  at  least  annually  in  the 
ongoing  reports  referred  to  in  condition 
7  above.  The  Applicants  will  take 
immediate  corrective  measures  if  the 
Expert  or  appropriate  Substitute  Expert 
does  not  so  concur  in  the  ongoing 
reports. 

9.  The  prospectuses  of  the  Fxinds 
relating  to  the  Class  A.  Class  B,  and 
Class  C  Shares  will  contain  a  statement 
to  the  effect  that  a  salesperson  and  any 
other  person  may  receive  different 
levels  of  compensation  for  selling  one 
particular  class  of  shares  over  another  in 
a  Fund. 

10.  The  Distributor  will  adopt 
compliance  standards  as  to  when  Class 
A,  Class  B,  and  Class  C  Shares  may 
appropriately  be  sold  to  particular 
investore.  The  Applicants  will  require 
all  persons  selling  shares  of  the  Funds 
to  agree  to  conform  to  such  standards. 

11.  llie  conditions  pursuant  to  which 
the  exemptive  order  is  granted  and  the 
duties  and  responsibilities  of  the 
Directors/Trustees  of  the  Funds  with 
respect  to  the  Triple  Distribution 
System  will  be  set  forth  in  guidelines 
which  will  be  furnished  to  the 
Directors/Trustees  as  part  of  the 
materials  setting  forth  the  duties  and 
responsibilities  of  the  Directors/ 
Tnistees. 

12.  Each  Fund  will  disclose  in  its 
prospectus  the  respective  expenses, 
performance  data,  distribution 
arrangements,  services,  fees,  sales  loads, 
deferred  sale  loads,  and  exchange 
privileges  applicable  to  each  class  of 
shares  ofiieied  through  the  prospectus. 
Class  A,  Class  B  and  Class  C  Shares  will 
be  offered  and  sold  through  a  single 
prospectus.  The  shareholder  reports  of 
each  Fimd  will  disclose  the  respective 
expenses  and  performance  data 
applicable  to  eech  class  of  shares.  The 
shareholder  reports  will  contain,  in  the 
statement  of  assets  and  liabilities  and 
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t  of  opamtioBS,  infonnedaa 
relded  to  the  Fimd  as  •  whole  gpnaraUy 
and  not  am  ■  per  doas  tesia.  Each 
Fund's  per  ahan  <tata,  howevw.  wiU  be 
prepared  on  a  sar  class  basis  with 
respect  to  all  classes  of  shares  of  such 
Fund  To  the  extent  any  advertiaament 
or  sales  literature  describes  the  expenses 
or  performance  data  applicable  to  Class 
A.  Class  B.  or  Class  C  Shares,  it  will 
disclose  the  expeoaet  and/or 
performance  data  appUoable  to  the  three 
classes,  The  infonnatioa  provided  fajr 
the  Applicants  for  publication  m  may 
newspaper  or  similar  listing  of  the 
Funds'  net  asset  values  and  public 
ofiaring  prkee  will  present  tapantahf 
dan  A.  OasB  B,  and  Class  C  Shares. 

13.  The  Appiinairta  acknowiedge  that 
the  grant  of  the  esaamptiiw  order 
requested  bjr  the  appucation  will  not 
imply  SEC  approval,  authorixation  or 
acquiesoenos  in  any  particular  level  of 
payments  that  the  Funds  may  make 
pursuant  to  their  rule  12b-l  distributiiMn 
pkns  in  relianoe  on  the  exemptrve 
order. 

14.  Qass  B  Shares  will  convert  into 
Qaaa  A  Sharaa  on  the  ba«s  of  tha 
relative  aat  asaet  values  of  the  two 
ciasaas.  withoitf  the  imposition  of  any 
sales  load,  fae  or  other  diarga. 

Condition  KeUti^g  to  the  CDSC 

Applicants  will  ocanply  with  the 
provisions  of  proposed  Rule  6c-10 
under  the  Act,  Investment  Company  Act 
Release  Na  16169  (Nov.  2. 1968),  as 
such  luk  bourrently  proposed  and  as 
it  may  be  rspropoaed,  edited,  or 
amended. 

For  the  SBC,  by  tha  DivisioD  of  Investment 
Managemaot.  undar  delected  authority. 
Mafsaret  H.  McFarlatuL 
DeputjrSacntmy, 
fFX  Doc  9S-32«  Filed  1-7-03;  •.45  am] 


DEPARTMENT  OF  STATE 
[Public  Notiee  17S2] 

Shlp|4ii9  CowdbwUnQ  CommlMaa; 
SubcommlttM  on  Safity  of  LNa  M  Sea, 
Working  GfOM|>  on  Ship  Design  and 
Equipment;  r 


The  Woiting  (koup  on  Ship  Desif^ 
and  Equipment  of  the  Subooimnittae  on 
Saiiaty  of  LiCs  at  Sea  (SOLAS)  will 
conduct  ma  open  meeting  oo  |ana«y  29. 
1993  at  0:30  a.m.  in  room  4315  et 
United  States  Coast  Guard 
Headquaitacs,  2100  2d  Street  SW.. 
Washington,  DC. 

The  purpose  of  the  meeting  urail  fae  to 
prepeie  for  the  36th  Session  of  the 
International  Maritiaie  OiBanlsatioB 


(IMO)  Sufaoomaittee  on  Ship 
end  fiqnipmant  (DE)  scfaedukd  for 
Fabnmly  22  to  26. 1993.  Hams  off 
discussion  wiJl  iadude  the  iolloertag: 
Uae  on  faoerd  riiips  of  oaone-depletiag 
substMoas  other  than  haions;  guidrfines 
on  standard  calculations  lor  ancfaor 
positioning  systama  for  molule  ellthore 
driliii^  imits  (UCOUs):  gmdeUnas  far 
djmamic  positioning  systems  for 
MODUs  and  ships  engaged  in  similar 
operations;  maneuverability  of  ships 
and  maneuvaring  standards;  helicopter 
facilities  ofbhore  and  on  ships; 
aKtansion  of  tha  code  on  alanas  and 
indicalaa;  ventilation  of  vdiida  dadcs 
during  loading  and  unloading: 
consideration  of  the  introduction  of  the 
Harmonized  Syetsm  of  Surveys  and 
ceitificatioA  into  the  MODU  Code; 
revision  of  the  Code  of  Safrty  for 
Oynamicaily  Supported  Ckaft;  fuel  line 
failures;  reduction  of  secondary  sources 
of  pollution  by  minimizing  the  source  of 
gwneiai  lloodii^  and  by  improving 
control  of  equipment  vital  to  safia 
operation  of  the  vessel;  development  of 
safety  standards  for  combined  pusher 
tug-baiger,  striictural  integrity  of  tankers 
and  buK  carriers;  review  of  existing 
ships'  safety  standards;  requirements  for 
ships  intended  for  operation  in  polar 
waters;  guidelines  for  standardization  of 
the  tqnDOt  of  essential  instrumentsftion 
on  the  bridge  and  in  the  engine  room; 
feasibility  stiidy  on  voyage  data 
recorders*,  coating  requirements  for 
ballaift  tanks;  Tevision  of  towing 
requirements — resolution  A.535lX!Bn: 
safety  of  passenger  submersibles: 
introduction  of  a  standard  for  Aip 
conslniction  into  SOLAS  1974;  and,  the 
role  of  the  bvman  element  in  maritiflie 
casualtiec. 

The  AfO  DE  Subcommittee  works  to 
develop  intemationel  agreements, 
guidelines,  and  standards  for 
machinery,  equipment,  and  systems  as 
theee  relate  to  the  marine  industry.  In 
moat  cases,  these  international 
agreements,  guidriines,  and  standards 
form  the  basis  for  national  standards/ 
regulations  and  dass  society  rules.  The 
US.  SOLAS  Working  Group  supports 
the  US,  Representative  to  the  IMO  DE 
SubcoauBiltee  in  developii^  the  U.S. 
poeition  on  thoae  issues  raised  at  the 
IMO  DE  subcommittee  meetings. 
Becauae  of  the  impact  on  domestic 
regulations  throu^  development  of 
ttwaa  iadamational  guidelines, 
standards,  and  regulations,  the  U.S. 
SOLAS  Working  Group  serves  as  en 
'excellent  fontm  iar  the  US.  maritime 
ittdnstry  to  express  their  ideea.  AU 
shipping  ooaapanies.  ^pyards.  <  ~ 
firms,  naval  architects,  marine 
engineers,  and  consultants  are 


enooungad  to  aand  lepieeetttotieas  to 
paiticipBto  in  the  devetopmaat  of  U.S. 
posttiotts  on  then  ianMB  eSscting  yoor 
maritime  indualiy  and  lemain  afanest  of 
all  adivitiea  ongoing  wi^in  IliO  Oe. 
Since  these  meetings  are  open  to  the 
puUic.  ^ifone  may  etland  up  to  the 

seating  capacity  of  the  room.  

For  hirthar  infonnatinn  contact  LCDR 
Michael  L.  Blair  et  (202)  267-2206.  U.S. 
Coest  Guard  Heedqowters  (G-MT1i-2t 
2100  Second  Street  SW..  Waahii^ilon. 
DC  20593-0001. 

Dated.  )mauarf  S.  199S. 
Brace  Cartw, 
Emcutiv9  Sucntaiy,  Shipping  Coonhnatmg 

CuillHll'IIWfl 

(FR  Doc  93-390  Piled  1-7-93;  B:4S  aed 
aaxsM  cooc  <n»-sr4i 


DEPAFITMENT  OF  TRANSPORTATION 

Federal  Aviation  AdmMstrafion 
[Summary  Nodoe  Ne.  PE-M-1] 

PMMone  for  Emnpdon;  Summwy  elf 
Petitione  Received;  DIapoallkNieal 


AGENCY:  Federal  Aviation 
Administration  (FAA).  DOT. 
ACnON:  Notice  of  petitions  for 
exemption  received  and  of  dispositions 
of  prior  petitions. 


r:  Pursuant  to  FAA's  rulmnaking 
provisions  governing  the  application, 
processing,  and  disposition  of  petitions 
for  exemption  (14  CFR  part  11).  this 
notice  contains  a  summary  of  certain 
petitions  seeking  relief  from  specified 
requirements  of  the  Federal  Aviation 
Regulations  (14  CFR  chapter  I), 
dispositions  of  certain  petitions 
previoiisly  received,  and  coirections. 
The  purpose  of  this  notice  is  to  improve 
the  public's  awareness  of,  and 
participation  In,  this  aspect  of  FAA's 
regulatory  activities.  Neither  puUlcallon 
of  this  notice  nor  the  inclusion  or 
omission  of  information  in  the  summary 
is  intended  to  affect  the  legal  status  of 
any  petition  or  its  final  disposition. 
OtAIES:  Comments  on  petitions  received 
must  identify  the  petition  docket 
number  involved  and  must  be  reoeivad 
on  or  hefoie  January  28. 1993. 
ADOWCBBCt.  Send  comments  on  any 
petition  in  triplicato  to:  Fedenl 
Aviation  Administration.  Office  of  the 
CUef  Couneel  Attn:  Rule  Docket  (AGC- 

10).  Petition  Oodcet  No. , 

800  Independence  Avenue.  SW.. 
Washington,  DC  20591. 

The  petition,  any  commertts  leoaived. 
and  a  copy  of  any  final  dispoaition  era 
filed  in  Ihie  assigned  ragul^ocy  docket 
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and  ara  available  for  examination  in  the 
Rules  Docket  (AGC-10).  room  915G. 
FAA  Headquarters  Building  (FOB  lOA), 
800  Independence  Avenue,  SW.. 
Wasliington,  DC  20591;  telephone  (202) 
267-3132. 

FOR  RIRTHCn  MFOMIATION  COHTACT: 
Mrs.  Jeanne  Trapani.  Office  of 
Rulemaking  (ARM-1).  Federal  AviaUon 
Administration.  800  Independence 
Avenue,  SW..  Washington,  DC  20591; 
telephone  (202)  267-7624. 

This  notice  is  published  pursuant  to 
paragraphs  (c).  (e).  and  (g)  of  S 11-27  of 
part  11  of  the  Federal  Aviation 
RegulaUons  (14  CFR  part  11). 

Issued  in  Washington,  DC,  on  December 
30. 1992. 

InlMdAbdaMUqq. 
Acting  Assistant  Chief  Counsel  for 
Begulations. 

Petitions  for  Exemption 

Docket  No:  23656 

Petitioner:  Allison  Gas  Turbine 
Division.  CMC  

SecUons  of  the  FAR  Affected:  14  CFR 
34.7  (a)  and  (b) 

Description  of  Relief  Sought:  To  extend 
the  termination  date  of  Exemption 
5383.  which  expires  March  31. 1993, 
and  which  allows  Allison  Gas 
Turbine  Division,  CMC  (Allison)  to 
produce  a  very  low  number  of  engines 
that  do  not  meet  EPA  emission 
standards,  and  which  allows  Allison 
to  produce  twelve  501-D22A  engines 
for  installation  on  Lockheed  L-lOO 
aircraft  to  be  exported  from  the 
United  States. 

DocietNo.:  27051 

Petitioner:  Coastal  Air  Service.  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
141.27(c)(2) 

Description  of  Relief  Sou^t:  to  relieve 
Coastal  Air  Service.  Inc..  from  the 
requirement  for  a  provisional  pilot 
school  certificate  holder  to  wait  at 
least  180  days  after  the  certificate 
expires  before  reapplying. 

Di^KMitions  of  Petitions 

Docket  No.:  2e617 

Petitioner:  Barry  F.  Clause 

Sections  of  the  FAR  Affected:  14  CFR 
61.10l(b)(l)(iii) 

Description  of  Relief  Sou^t/ 
Disposition:  To  allow  Mr.  Clause  to 
operate  a  UH-12C  Hiller  helicopter, 
which  has  a  powerplant  of  more  than 
180  horsepower,  which  only  a 
recreational  pilot  certificate.  Denial, 
December  22, 1992.  Exemption  No. 
5580 

Docket  No:  2b9M 

Petitioner.  L.IL  Services 

Sections  of  the  FAR  Affected:  14  CFR 
135.165  (6)  and  (7).  and  91.511(a) 


Description  of  Relief  Sought/ 
Disposition:  A  permanent  exemption 
to  allow  L.R.  Services  to  operate  its 
aircraft  in  extended  overwater 
operations  equipped  with  one  high- 
frequency  communication  system. 
Partial  grant.  December  18.  1992, 
Exemption  No.  5579 

(FR  Doc.  93-370  Filed  1-7-93: 8:45  am] 
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[Summary  Notice  No.  PE-93-21 

Pvtttlons  for  Exemption;  Summery  of 
PeWlone  Received;  Dieposttlone  of 
Pelttione  leeued 

AGENCY:  Federal  Aviation 
Administration  (FAA).  DOT. 
ACTION:  Notice  of  petitions  for 
exemption  received  and  of  dispositions 
of  prior  j)etitions.   

SUMMARY:  Pursuant  to  FAA's  rulemaking 
provisions  governing  the  application, 
processing,  and  disposition  of  petitions 
for  exempUon  (14  CFR  part  11),  this 
notice  contains  a  summary  of  certain 
petitions  seeking  relief  from  specified 
requirements  of  the  Federal  Aviation 
Regulations  (14  CFR  chapter  I), 
dispositions  of  certain  petitions 
previously  received,  and  corrections. 
The  purpose  of  this  notice  is  to  improve 
the  public's  awareness  of.  and 
participation  in.  this  aspect  of  FAA's 
regulatory  activities.  Neither  publication 
of  this  notice  nor  the  inclusion  or 
omission  of  information  in  the  summary 
is  intended  to  affect  the  legal  status  of 
any  petition  or  its  final  disposition. 
DATES:  Comments  on  petitions  received 
must  identify  the  petition  docket 
number  involved  and  must  be  received 
on  or  before  January  28, 1993. 
ADDRESSES:  Send  comments  on  any 
petition  in  triplicate  to:  Federal 
Aviation  Administration,  Office  of  the 
Chief  Counsel,  Attn:  Rule  Docket  (AGC- 
10),  Petition  Docket  No . 

800  Independence  Avenue,  SW., 
Washington.  DC  20591. 

The  petition,  any  comments  received, 
and  a  copy  of  any  final  disposition  are 
filed  in  the  assigned  regulatory  docket 
and  are  available  for  examination  in  the 
Rules  Docket  (AGC-10).  room  915G. 
FAA  Headquarters  Building  (FOB  lOA). 
800  Independence  Avenue.  SW.. 
Washington.  DC  20591;  telephone  (202) 
267-3132. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mrs.  Jeanne  Trapani.  Office  of 
Rulemaking  (ARM-1),  Federal  Aviation 
Administration,  800  Independence 
Avenue.  SW..  Washington.  DC  20591; 
telephone  (202)  267-7624. 


This  notice  is  published  pursuant  to 
paragraphs  (c).  (e).  and  (g)  of  §  11.27  of 
part  11  of  the  Federal  Aviation 
Regulations  (14  CFR  part  11). 

Issued  in  Washington,  Dt,  on  December 
30, 1992. 

Inhad  Abdal-HMiq. 
Acting  Assistant  Chief  Counsel  for 
Regulations. 

Petitions  for  Exemption 

DocJcet  No.  22558 

Petitioner:  Boeing  Commercial  Airplane 
Group  

Sections  of  the  FAR  Affected:  14  CFR 
47.69(b) 

Description  of  Relief  Sought:  To  extend 
the  termination  date  of  Exemption  No. 
3513.  which  expires  May  1. 1993.  and 
which  allows  operation  of  aircraft 
outside  the  United  States  using  a 
Dealer's  Aircraft  Registration 
Certificate,  subject  to  limits  and 
conditions. 

DocJcef  No.  26734 

Petitioner:  Shannon  Engineering.  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
91.9U)  and  91.531(a)(1) 

Description  of  Relief  Sought:  To  amend 
Condition  3  of  Exemption  No.  5517. 
which  expires  September  30. 1994.  to 
reduce  the  500  hours  required  as  pilot 
in  command  or  copilot  of  turbojet 
airplanes  in  exchange  for  turbo- 
powered  flight  time. 

Diqiositions  of  Petitions 

DocJcet  No.  17681 

Petitioner:  Kenmore  Air  Harbor,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
135.203(a)(1) 

Description  of  Relief  Sought/ 
Disposition:  To  extend  the 
termination  date  of  Exemption  No. 
2528,  which  permits  Kenmore  Air 
Harbor,  Inc.,  to  conduct  operations 
under  visual  flight  rules  (VFR)  outside 
of  controlled  airspace,  overwater.  at 
an  altitude  below  500  feet.  Grant, 
December  11. 1992.  Exemption  No. 
2528H 

Docket  No.  24671 

Petitioner:  Bell  Helicopter  Textron.  Inc. 

SecUons  of  the  FAR  Affected:  14  CFR 
21.231(a)(3) 

Description  of  Relief  Sought/ 
Disposition:  To  extend  the 
termination  date  of  Exemption  No. 
5257,  which  allows  Bell  Helicopter 
Textron.  Inc..  to  apply  for  a  delegation 
option  authorization  for  the  tjrpe. 
production,  and  airworthiness 
certification  of  transport  category 
helicopters.  Grant.  December  1 7, 
1992,  Exemption  No.  5257 A 

Dodcet  No.  25628 

Petitioner  Moody  Aviation 

Sections  of  the  FAR  Affected:  14  CFR 
part  141,  Appendix  A 
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Description  of  Relief  Sougftt/ 
Disposition:  To  extend  the 
termination  date  of  Exemption  No. 
S032,  and  to  amend  it  to  allow  Moody 
Aviation  to  graduate  a  part  141 
student  with  a  "night  fiyinB 
prohibited"  limitation  on  the  private 
pilot  certificate,  and  to  modify 
Condition  4  to  read.  "Moody  shall 
amend  its  Private  Pilot  Training 
Course  curriculum  to  delete  the  night 
flying  requirements."  Grant, 
December  11, 1992,  Exemption  No. 
S032B 

Docket  No.  2M59 

Petitioner:  Federal  Express  Corpwation 

Sections  of  the  FAR  Affected:  14  CFR 
121.623(a) 

Description  of  Relief  Sougfit/ 
Disposition:  To  extend  the 
termination  date  of  Exemption  No. 
S264,  which  expires  on  December  31, 
1992,  and  to  amend  the  exemption  to 
allow  Federal  Express  Corporation  to 
comply  with  the  alternate  airport  and 
hiel  requirements  for  domestic  air 
carriers,  and  to  include  McDonnell 
Douglas  MD-11  and  Airbus  A-300 
airplanes.  Grant,  December  11, 1992, 
Exemption  No.  5264B 

Docket  No.  268S9 

Petitioner:  Precision  Airlines,  Inc^ 

Sections  of  the  FAR  Affected:  14  CFR 
93.123, 93.125,  and  93.129 

Description  of  Relief  Sougfit/ 
Disposition:  To  allow  Precision 
Airlines,  Inc.,  to  conduct  additional 
Separate  Access  Landing  System 
commuter  operations  at  John  F. 
Kennedy  International  Airport  using 
short  takeoff  and  landing  aircraft  and 
special  procedures.  Grant,  December 
16,  1992.  Exemption  No.  5577 

Docket  No.  26982 

Petitioner:  Captain  David  M.  Warner 

Sections  of  the  FAR  Affected:  Section 
501  (b)  of  the  Federal  Aviation  Act  of 
1958 

Description  of  Relief  Sought/ 
Disposition:  To  allow  Captain  Warner 
to  register  a  U.S.  dvil  aircraft  in  his 
name,  even  though  he  is  neither  a 
U.S.  citizen  nor  a  resident  alien  who 
has  been  lawfully  admitted  for 
permanent  residence  into  the  United 
States.  Denial,  December  11, 1992, 
Exemption  No.  5575 

Docket  No.  27031 

Petitioner  Temsco  Helicoptere.  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
133.19(a)(3)  and  133.51 

Description  of  Relief  Sou^t/ 
Disposition:  To  allow  Temsco  to 
perform  certain  rotorcraft  external- 
load  operations  (i.e.,  logging)  in  the 
United  States  using  a  Canadian- 
registered  S-61  Sikorsky  helicopter. 
Grant,  December  16. 1992,  Exemption 
No.  5576 


Docket  No.  27908 

Petitioner:  Hartzell  Propeller,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
21.231(a) 

Description  «^  Relief  Sought/ 
Disposition:  To  extend  the 
termination  date  of  Exemption  Na 
5266,  which  expires  December  31, 
1992,  and  which  allows  Hartzell 
Propeller,  Inc,  to  apply  for  a 
delegation  option  authorization  for 
the  type,  pr(>duction,  and 
airworthiness  certification  of 
propellera  manufactiired  for  use  on 
turbopropeller  and  reciprocating 
engines  of  not  mora  than  1,500  brake 
horsepower.  Grant,  December  18. 
1992.  Exemption  No.  5266 A 

Docket  No.  lllCE 

Petitioner  Air  Tractor,  Inc  ' 

Sections  of  the  FAR  Affected:  14  CFR 
23.49(b)(1) 

Description  of  Relief  Sou^t/ 
Disposition:  To  allow  certification  of 
the  Air  Tractor  model  AT-802A  with 
stall  speeds  greater  than  the  61  knot 
requirement.  Grant,  December  11, 
1992,  Exemption  No.  5574 

|FR  Doc  93-371  Filed  1-7-93;  8:45  am] 
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Intent  to  Rule  on  Application  to  use  the 
revenue  from  a  pessenger  facility 
charge  (PFC)  at  Southwest  Florida 
Regional  Airport,  Fort  Myers,  FL 

AGENCY:  Fedwal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Notice  of  intent  to  rule  on 
application. 

StJMMARY:  The  FAA  proposes  to  rule  and 
invites  public  comment  on  the 
application  to  use  the  revenue  bom  a 
PFC  at  Southwest  Florida  Regional 
Airport  under  the  provisions  of  the 
Aviation  Safety  and  Capacity  Expansion 
Act  of  1990  (Title  IX  of  the  Omnibus 
Budget  Reconciliation  Act  of  1990) 
(Pub.  L.  101-508)  and  part  158  of  the 
Federal  Aviation  Regulations  (14  CFR 
part  158). 

DATES:  Comments  must  be  received  on 
or  before  February  8, 1993. 
ADDRESSES:  Comments  on  this 
application  may  be  mailed  or  delivered 
in  triplicate  to  the  FAA  at  the  following 
address:  Orlando  Airports  District 
Office,  9677  Tradeport  Drive,  suite  130, 
Orlando,  Florida  32827-5397. 
In  addition,  one  copy  of  any 
comments  submitted  to  the  FAA  must 
be  mailed  or  delivered  to  Mr.  Paul 
Doherty,  Executive  Director  of  the  Lee 
County  Port  Authority  at  the  following 
address:  16000  Chamberlain  Parkway, 
suite  8671,  Fort  Myera,  Florida  33913- 
8899. 


Air  carriers  and  foreign  air  carriers 
may  submit  copies  of  written  comments 
previously  provided  to  the  Lee  County 
Port  Authority  under  §  158.23  of  part 
158. 

FOR  HjfmiEft  ivoraiATiON  contact: 
Mr.  Bart  Vemaoe,  Airport  Plans  k 
Programs  Manager,  Orlando  Airports 
District  Office,  9677  Tradeport  Drive, 
suite  130.  Orlando,  Florida  32827-5397, 
(407)  648-6583.  The  application  may  be 
reviewed  in  person  at  this  same 
location. 

SUPPI.EIIENTARY  MFORMATION:  The  FAA 
proposes  to  rule  and  invites  public 
comment  on  the  application  to  use  the 
revenue  from  a  Prc  at  Southwest 
Florida  Regional  Airport  under  the 
provisions  of  the  Aviation  Safety  and 
Capacity  Expansion  Act  of  1990  (title  DC 
of  the  Omnibus  Budget  Reconciliation 
Act  of  1990)  (Pub.  L.  101-508)  and  part 
158  of  the  Federal  Aviation  regulations 
(14  CFR  part  158). 

On  December  28, 1992,  the  FAA 
determined  that  the  application  to  use 
the  revenue  from  a  PFC  submitted  by 
the  Lee  County  Port  Authority  was 
substantially  complete  within  the 
requirements  of  %  158.25  of  part  158. 
The  FAA  will  approve  or  disapprove  the 
application,  in  whole  or  in  part,  no  later 
than  April  21, 1993. 

The  tol  lowing  is  a  brief  overview  of 
the  application. 

Level  of  the  approved  PFC:  $3.00 
Actual  charge  effective  date:  November 

1.1992 
Estimated  charge  expiration  date:  June 

1.  2015 
Tofa7  estimated  PFC  revenue: 

257,673,262.00 
Brief  description  of  proposed  projects: 

Project  1103— Commuter  Terminal, 

Project  1201-^unway  6/24 

Extension.  Project  1204— Commutw 

Aircraft  Ramp 
Class  or  classes  of  air  carriers  which  the 

FAA  has  approved  exemption  from 

collection  ofPFCs:  Air  Taxi/ 

Commercial  Operaton  filing  FAA 

Form  1800—31. 

Any  person  may  inspect  the 
application  in  person  at  the  FAA  office 
listed  above  under  FOR  RIRTHER 
MFORMATION  CONTACT. 

In  addition,  any  person  may,  upon 
request,  inspect  the  application,  notice 
and  other  documents  germane  to  the 
application  in  person  at  the  Lee  Coimty 
Port  Authority. 

Issued  in  Atlanta.  Georgia  on  Decemlier  28, 
1992. 

Slqthen  A.  BriU, 

Manager.  Airports  Division.  Southern  Region. 
IFR  Doc  93-372  Filed  1-7-93;  8:45  am] 
BHJJNO  CODE  4»ie-t»-« 
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FEOCRAL  OfHMir  MSWUNCC 

CORPORATION 

Notice  of  Agsnqf  Meeting 

Pursuant  to  tlM  provisions  of  the 
"Government  in  the  Sunshine  Act"  (5 
U.S.C  552b(eM2)).  notice  is  hereby 
given  that  at  10:05  a-m.  on  Tuesday. 
January  5. 1993,  the  Boerd  of  Directors 
of  the  Federal  Deposit  faisurance 
Corporation  met  in  closed  session  to 
consider  matters  relating  to 
administrative  enforcement  proceedings 
and  to  the  Corporation's  corporate 
activities. 

In  calling  the  meeting,  the  Boerd 
determined,  on  motion  of  Director  C.C 
Hope.  Jr.  (Appointive),  seconded  by 
Director  Stephen  R.  Steinbiink  (Acting 
Comptroller  of  the  Currency),  concurred 
in  by  Director  Jonathan  L.  Fiechter 
(Acting  Director.  Office  of  Thrift 
Supervision)  and  Acting  Chairman 
Andrew  C  Hove,  Jr.,  that  Corporation 
business  required  its  ccmsideTation  of 
the  matters  on  less  than  seven  days' 
notice  to  the  public;  that  no  earlier 
notice  of  the  meeting  was  practicable; 
that  the  public  interest  dia  not  require 
consideration  of  the  matters  in  a 
meeting  open  to  puUic  observation;  and 
that  the  matters  could  be  considered  in 
8  closed  meeting  by  authority  of 
subsections  (c)(2),  (cK4).  (cX6),  (c)(8), 
(c)(9)(A)(ii),  (cM9)(B).  and  (cMlO)  of  the 
"Government  in  the  Sunshine  Act"  (5 
U.S.C  552b(c)(2),  (c)(4).  (c)(6).  (cM8), 
(c)(9XAMii).  (cM9)(B).  and  (cKlO)). 

The  meeting  was  held  in  the  Board 
Room  of  the  FDIC  Building  located  at 
550— 17th  Street.  NW..  Washington.  DC 

Datod:  )anuary  S.  1003. 
Federal  Deposit  Insuxance  Coqianticii. 
Robeit  E.  FeldiMkB. 
Deputy  Executive  Secretary. 
|FR  Doc  03-457  Piled  l-S-«3: 4:48  pm) 
I  OOSK  tn4-«l-« 


STATUS:  Closed. 

MATTERS  TO  BC  C0N8»ERE0: 

1.  Penonoel  actions  (appointments, 

promotioiu.  assignnMBls.  rsanignments. 
and  salary  actiou)  Involving  individual 
Federal  Reserve  System  employees. 

2.  Any  itenu  carried  forward  from  a 

previously  announced  meeting. 

CONTACT  PERSON  POR  MORE  MFORMATKm: 
Mr.  Joseph  R.  Coyne,  Assistant  to  the 
Board;  (202)  452-3204.  You  may  call 
(202)  452-3207.  beginning  at 
approximately  5  pjn.  two  business  days 
before  this  meeting,  for  a  recorded 
announcement  of  bank  and  bank 
holding  company  applicati<His 
scheduled  for  the  meeting. 

Dated:  January  5. 1003. 
Jeanifcr  ).  Joliaeaa, 
Associate  Secretary  of  the  Board 
IFR  Doc.  93-458  Piled  1-5-03;  4:51  pmj 
BKJJNa  COM  «»•-•«-« 

NATIONAL  CREDIT  UMON  AOMMBTRATION 

Notice  of  Meetings 

THE  AND  DATE:  0:30  a.m..  Thursday. 

January  14. 1993. 

PLACE:  Filene  Board  Room.  7th  Floor, 

1776  G  Street.  NW..  Washington,  DC 

20456. 

STATUS:  Open. 
BOARD  BRCFMGS: 

1.  Central  Liquidity  Facility  Report  and 

Report  on  CLP  Lending  Rate. 

2.  Insurance  Fund  Report. 

3.  Report  on  Regulatory  Review. 

MATTERS  TO  BE  CONSOERED: 

1 .  Approval  of  Minutes  of  Previous  Open 

Meeting. 

2.  Interest  Rate  Ceiling  on  Oedit  Union 


FOERAL  RESERVE  SYSTEM  BOARD  OP 
GOVERNORS. 

TBK  AND  DATE:  lOKX)  a.m..  Wednesday, 
January  13. 1993. 
MACE:  Marriner  S.  Eccles  Federal 
Reserve  Board  Building.  C  Street 
entrance  between  20th  and  21st  Streets. 
NW..  Washington.  DC  20551. 


PLACE:  Filene  Board  Room.  7th  Floor, 

1776  G  Street.  NW..  Washington.  DC 

20456. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSOEREO: 

1.  Approval  of  Minutes  of  Previous  Closed 

MostiiuL 

2.  Administrative  Actions  under  Section  206 

of  the  FCU  AcL  Closed  pursuant  to 
exemptions  (8).  (OXAKii).  ud  (ONB). 

3.  Request  by  Gtedit  Union  for  Waivers  from 

Part  704.  NCUA's  Rules  and  Regulatians. 
Qosed  pursuant  to  exemptioo  (8). 

4.  Appeal  under  Parte  700  and  745.  NCUA's 

Rules  and  Regulations.  Closed  pursuant 
to  exemptions  (6)  and  (8). 

5.  Appeal  under  Part  700.  NCUA's  Rules  and 

Regulations.  Qosed  pursuant  to 
exemptions  (6),  (8),  and  (0)(B). 

6.  Personnel  Actions.  Qoeed  pursuant  to 

exemption  (2). 

FOR  MORE  ttfK)RMATK>N  CONTACT: 

Becky  Baker,  Secretary  of  the  Board, 

Telephone  (202)  682-9600. 

Becky  Baker, 

Secretary  of  the  Board. 

(PR  Doc  93-524  Piled  1-6-93;  12:23  pm) 

BNXSMOOOC 


3.  Proposed  Charter  for  Central  Brooklyn 

Federal  Credit  Union.  Brooklyn.  New 
York. 

4.  Proposed  Rule:  Amendment  to  Part  703, 

NCUA's  Rules  and  Regulatioas. 
Investment  and  Deposit  Authority. 

5.  Final  Rule:  Amendment  to  Part  741. 

NCUA's  Rules  and  Regulations. 
Requirements  for  Insurance. 

6.  Proposed  Rule:  Amendment  to  Section 

748.1(c),  NCUA's  Rules  and  Regulations, 
Criminal  Referral  Forms. 

7.  Appeal  by  Luke  Federal  Credit  Union  of 

Regional  Director's  Denial  of  Field  of 
Membership  Expansion. 

RECESS:  10:45  SJn. 

vmt  AND  DATE:  ll.-QO  ajn..  Thursday. 

January  14. 1993. 


NUCLEAR  REGUUTORY  COMMIgSION 

DATE:  Weeks  of  January  11. 18.  25,  and 
February  1, 1993. 

PLACE:  Commissioners'  Conference 
Room,  11555  Rockville  Pike,  Rockville, 
Maryland. 

STATUS:  Open  and  Closed. 

MATTERS  TO  BE  CONSIDERED: 
Week  of  January  11 
Monday,  January  i  t 

11:30  a.m. 
Afllimation/Discussion  and  Vote  (Public 
Meeting)  (if  needed) 

Week  of  lannaiy  IS— Tentative 

Tbufsdoy.  January  2t 

11:30  aon. 
AfRimation/Discussion  and  Vole  (Public 
Meeting)  (if  needed) 
2K)0pjn. 
Briefing  by  NUMARC  on  Industry  Review 
of  NRC  Regulations  and  Regulatory 
Process  (Public  Meeting)  (Contact: 
NUMARC-Hoe  Colvin.  202-872-1280) 

Friday,  January  22 

2K)0pjn. 
Briefing  on  Status  of  Medical  Use 
Activities  (Public  Meeting)  (Contact: 
YAra  Greeves.  301-504-3334) 

Week  ofJaBuaiy  25— Tentativa 
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Friday,  fanutuy  29 

10:00  ajn. 
Briefing  on  Implementing  Guklsoce  fcr  the 
Maintenance  Rul*  aad  ladiHtiy 
Verification  and  Validatian  Bffiirt  (Public 
NIeeting)  (Contact:  William  Rutaell.  301- 
504-1274) 
11:30  a.m. 
Affinnatioa/DiscuwioD  and  Vote  (PnbHc 
Meeting)  (if  newied) 
2:00  p.m. 
Briefing  by  A^vement  State*  on  Their 
Activities  in  Medical  Uaa  Are*  (PvbUc 
Meeting)  (Contact:  Carlton  Kammerer, 
301-504-2321) 


Wedi  arPabraanr 

Wednesday  Februarys 
11:30  a.m. 


Affinnation/Discussion  and  Vote  (Public 
Meeting)  (if  needed) 
Note. — Affirmation  sessions  are  initially 
scheduled  and  announced  to  the  pi^Uc 
on  a  time-reserved  basis.  Supplementary 
notice  is  provided  in  aocoKhnoe  with 
the  Sunshine  Act  as  specific  items  are 
identified  and  added  to  dw  aaaling 
agenda.  If  there  is  no  nedfic  subject 
listed  for  affimation,  ttils  maans  tfiat  no 
Men  has  yal  been  identHiea  as  recjulring 
any  Commiesfcm  vols  oo  tUa  date. 

TO  VEMFV  THE  STATUS  or  MKTMQ  CALL 
(RCCOWXNG):  (301)  504-1292. 

CONTACT  PER80M  RM  MONC  MF0INM11QN: 
William  Hill  (301)  504-1661. 

Dated:  January  6. 1993. 
WUliamM.Hill.|r.. 
SECY  Tracking  Officer.  Offtce<^  the 
Secretary. 

IFR  Doc.  03-482  Piled  1-6-93;  10:48  am) 
MUJNO  COOC  7f*0-«(-« 


3330 


Corrections 


Faderal  Kcgiitar 

VoL  58.  No.  5 

Friday.  Januaiy  8.  1993 


This  sMion  of  tw  FEDERAL  REGISTER 
oonWm  •dNotM  oonwiQfW  of  pf*vkK«ty 
pJbUhmi  PiMidwilW.  Ruto.  PropoMd  Rulo. 
«id  Noic*  documonli.  ThoM  oorrediont  ar* 
praparad  by  th*  (Moo  of  9m  FodMri 
Ragislw.  Agoncy  praparad  corodlom  ara 
issuad  aa  aignad  documaniB  and  appaar  in 
tt>a  mpcopriata  documant  calagortat 
olsawhera  In  Iha  laaua. 


DEPARTMENT  OF  COMMERCE 

National  OcMnic  and  Atmospharic 
Administration 


f  642.7    [Corraclad] 

1.  On  page  58154.  in  the  second 
column,  in  S  642.7(a).  in  the  first  line, 
"coast"  should  read  "coastal". 

1642.21    (Corradsd] 

2.  On  page  58155.  in  the  first  coliunn. 
in  §  642.21(b).  in  the  sixth  line, 
"(25"40.4'N.  latitude)"  should  read 
"(25"20.4TJ.  latitude)". 

aiujNQ  cooc  isos-*i-o 


50  CFR  Part  633 

(Docket  No.  920776-22631 

RiN0646-AO63 

PacMc  Coast  Groundfish  Rshary 

Correction 

In  rule  document  92-27718  beginning 
on  page  54001  in  the  issue  of  Monday, 
November  16. 1992.  make  the  following 
corrections: 

1.  On  page  54005.  in  the  first  column, 
in  the  second  paragraph,  in  the  first 
line,  "The"  should  read  "Three". 

f663JS    [Corraclad] 

2.  On  page  54009,  in  the  first  column, 
in  §  663.35(a)(3).  in  the  seventh  line, 
"my"  should  read  "may". 

1663.36    [Corractad] 

3.  On  page  54010.  in  the  first  column, 
in  §663. 36(a)(2).  in  the  seventh  line, 
"not"  should  read  "no". 

aa^MQCooc  tsas-oi-o 

DEPARTMENT  OF  COMMERCE 

National  Ocaanic  and  Atmospharic 
Administration 

50  CFR  Part  642 

[Docket  (to.  920610-2304] 

R1N0646-AE23 

Coastal  Migratory  Pelagic  Resources 
of  tha  GuH  of  Mexico  and  South 
Atlantic 

Correctjo/i 

In  rule  document  02-29747  beginning 
on  page  58151  in  the  issue  of 
Wednesday.  December  9. 1992.  make 
the  following  corrections: 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Cantors  for  Disaaaa  Control  and 
Prevantion 

Infury  Rasaarch  Grant  Raviaw 
Commlttaa:  Meeting 

Correction 

In  notice  document  92-30957 
appearing  on  page  60816  in  the  issue  of 
Tuesday,  December  22, 1992,  in  the 
second  column,  under  Status:,  in  the 
first  line.  "9  p.m.,"  should  read  "9:30 
p.m.". 
aajJNQCooc  isos-m-o 


DEPARTMENT  OF  THE  INTERIOR 
Buraau  of  Land  Managemant 

[MT-070-03-4210-04:  M61796] 
Realty  Action:  Exchange,  MT 
Correction 

In  notice  document  92-30244 
beginning  on  page  59120  in  the  issue  of 
Monday.  December  14, 1992,  make  the 
following  corrections: 

1.  On  page  59120,  in  the  second 
column,  in  the  lan(}  description  for 
Gallatin  County.  T.  1  S.  Jl.  2  E.,  in  Sec. 
33,  "SWV4SEV4"  should  read 
"SEV4SEV4". 

2.  On  page  59121,  in  the  first  column, 
in  the  land  description  for  Powell 
County,  under  T.  11  N.,  It  9  W...  "Sec 
34:  SV4,  SWV4.  NEV4"  should  read  "Sec. 
34:  S'ASWV.,  NEV4". 

3.  On  the  same  page,  in  the  same 
column,  in  the  same  land  description, 
under  T.  12  N..  R  10  W.,  "Sec.  3: 
WV2SWV4SEV4"  should  read  "Sec.  3: 
WViEV.SWV4SEV4". 

SHAJNGCooc  tsas-et-o 


NATIONAL  FOUNDATION  ON  THE 
ARTS  AND  THE  HUMANITIES 

DacMnad  Qanaral  AppllcaUona  lor 
Fadaral  Asslstanca 

Correctjon 

In  notice  document  92-29661 
beginning  on  page  58031  in  the  issue  of 
Tuesday,  December  8. 1992,  make  the 
following  corrections: 

1.  On  page  58031,  in  the  third 
column,  in  the  fifth  paragraph,  in  the 
first  line,  "The  Circular"  should  read 
"This  Circular". 

2.  On  the  same  page,  in  the  same 
column,  in  the  same  paragraph,  in  the 
14th  line,  "direction"  should  read 
"discretion". 

BiuiNQ  cooc  ins-at-o 


NUCLEAR  REGULATORY 
COMMISSION 

Correction 

In  Sunshine  Act  meeting  notice 
document  92-30484  appearing  on  page 
59378  in  the  issue  of  Tuesday. 
December  15, 1992,  make  the  following 
corrections: 

1.  On  page  59378,  in  the  2nd  column, 
under  the  heading  "Week  of  December 
21-Tentative",  the  13th  and  14th  lines 
should  be  removed. 

2.  On  the  same  page,  in  the  third 
column,  the  first  through  sixth  lines 
should  be  removed. 

BIUJNOCOOE  isss-ei-o 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenua  Sarvica 

26  CFR  Part  1 

[TDe4491 

RIN  1S4S-AE26 

Election,  Revocation,  Termination,  and 
Tax  Effect  of  Subchapter  S  Statua 

Correction 

In  rule  document  92-28193  beginning 
on  page  55445  in  the  issue  of 
Wednesday,  November  25, 1992,  make 
the  following  correction: 

11.1362-0    [Correclad] 

On  page  55448.  in  the  third  column, 
in  S  1.1362-0.  in  the  table  of  contents 
entry  for  $  1.1362-3(c)(6).  in  the  second 
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line,  "includable"  should  read 
"includible". 

BIUMO  COM  1Mt-«t-0 


DEPARTMENT  OF  THE  TREAf  URY 
Internal  Revenue  Servloe 
26  CFR  Part  301 

[QL-70»-a8] 
RM 1S45-AIII70 

Levy  and  Distraint 

Correction 

In  proposed  rule  document  92-29633 
beginning  on  page  58760  in  the  issue  of 
Friday,  December  11. 1992.  make  the 
following  corrections: 

{301.6331-1    [Corrected] 

1.  On  page  58762,  in  the  2nd  column, 
in  §  301.6331-l(b)(l),  in  the  11th  line, 
"They"  should  read  "The". 

2.  On  the  same  page,  in  the  3rd 
column,  in  the  same  section,  in 
paragraph:  (b)(1).  in  the  11th  line, 
"make"  should  read  "made". 

flOI.6331-2    [Con«ctMll 

3.  On  page  58763,  in  the  second 
column,  in  §  301.6331-2(c),  in  the  tenth 
line,  "the"  should  read  "that". 

MLUNQ  OOOC  t60S-0t-O 
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Environmental 
Protection  Agency 


40  CFR  Part  81 

Air  Quality  Designations  and 

Classifications;  Amendments;  Rnai  Rule 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  81 
[AI>-FRL-415S-4] 
RIN  NO.  20C0-AC56 

Rec«aMificatk>n  of  Moderate  PM-10 
Nonattaininant  Areas  to  SerioM  Araaa 

agency:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Funl&l  rule. 


SUMMARY:  Under  section  188(b)(1)  of  the 
Clean  Air  Act.  EPA  is  reclassifying  as 
serious  four  areas  in  California  and  one 
area  in  Nevada  which  were  initially 
classified  as  moderate  nonattainment 
areas  for  PM-10  (particles  with  an 
aerodynamic  diameter  less  than  or  equal 
to  a  nominal  10  micrometers). 
EFfCCnVE  DATE:  This  action  will  become 
efiiactive  on  February  8, 1993. 
AOORESSCS:  The  technical  reports 
referenced  in  today's  document  can  be 
found  in  Public  Docket  No.  A-91-53. 
The  docket  is  located  at  the  U.S.  EPA 
Air  Docket.  Rm.  M-1500,  Waterside 
Mall.  LE-131.  401  M  St.,  SW.. 
Washington.  DC  20460.  The  docket  may 
be  inspected  from  8:30  a.m.  to  12  noon 
and  from  1:30  p.m.  to  3:30  p.m.  on 
weekdays  except  for  legal  hoUdays.  and 
a  reasonable  fee  may  be  charged  for 
copying. 

FOR  RJRTMER  MFORMA110N  CONTACR  Kllc 
Ginsbuig.  Air  Quality  Management 
Division,  Mail  Drop  IS.  Ofllce  of  Air 
Quahty  Pfenaing  md  Standards.  U.S. 
Environmental  Protection  Agency. 
Research  Triangle  Park.  NC  27711.  (91t) 
541-0877. 

SUPPLEMENTARY  MFORMATION: 
ELCCTMOMC  AVMLAMUTV:  Thte  dooaOKOt 

is  available  as  an  electronic  file  on  The 
Federal  Bulletin  Board  at  9  a.m.  the  day 
of  publication  in  the  Federal  Register. 
By  modem  dial  202-512-1387  or  call 
202-512-1530  for  disks  or  paper  copies. 
This  file  is  available  in  Postscript. 
WordPerfect  5.1.  and  ASCII. 

I.  Backgroond 

On  the  date  of  enactment  of  the  1990 
Clean  Air  Act  Am«idments,  PM-10 
areas  meeting  the  qualificatitHis  of 
section  107(d)(4)(B)  of  the  Act  were 
designated  nonattainment  by  operation 
of  law  (see  generally.  42  U.S.C. 
7407(d)(4)(B)  of  the  Act;  references  in 
this  notice  to  "the  Act"  or  "the  Qean 
Air  Act"  are  to  the  Clean  Air  Act.  as 
amended.  42  U.S.C  7401  et  «eq.).  Theee 
areas  included  all  former  Ooup  I  arras 
identified  in  52  FR  29383  (August  7, 
1987)  and  clarified  in  55  FR  45799 
(October  31. 1990).  and  any  other  areas 


violating  the  FM-10  standards  prior  to 
lanuary  1«  1089  (many  of  thsM  aiaas 
were  identified  by  footnote  4  la  ttw 
October  31, 1990  Federal  Bifti^li 
document).  A  Federal  RegiHw 
document  aimoundng  all  of  the  coaas 
designated  nonattainment  far  PM-IO  at 
enactment  and  classified  as  n  '  '^' 
was  published  in  56  FR  11101 
15. 1991).  A  foUowup  notiosc 
some  of  these  areas  was  publiriiad 
August  8. 1991  (56  FR  37654).  Tliese 
nonattainment  designations  and 
moderate  area  classifications  weca 
codified  in  40  CFR  part  81  in  a  Fadsnd 
Register  dociunent  published  on 
November  6. 1991  (56  FR  56694).  AH  of 
the  areas  in  the  Nation  not  designstad 
nonattainment  at  enactment  wan 
designated  unclassifiable  {see  sectian 
107(d)(4)(B)(iii)oftheActl. 

OncB  an  area  is  designated 
nonattainment,  section  188  of  die  Act 
outlines  the  process  for  classificatioB  of 
the  area  and  estabUshes  the  area's 
attainment  date.  In  accordance  with 
section  188(a)  of  the  Act.  at  the  time  of 
designation,  all  PM-10  nonattainment 
areas  are  initially  classified  as  tatdatata 
by  operation  of  laiv. 

A  moderate  area  can  subsaquenUy  be 
reclassified  as  serious  either  befara  (ha 
appUcabla  aioderate  area  attainmairt 
date  if  EPA  determines  the  area  cannot 
"practicably"  attain  the  PM-10  NAAQS 
by  this  attainment  date,  or  following  the 
jiasssgB  ot  the  q»licable  moderate  area 
attaianaat  date  it  EPA  detetmines  tha 
area  has  failed  to  attain  the  standard. 

Undar  the  plain  meaning  of  Um  lacms 
of  aaClion  188(b)(1)  of  die  Act  EPA  has 
general  euAority  to  reclassify  at  any 
tiflM  before  the  qjplicable  Sttainmaat 
date  any  area  EPA  determines  cannot 
practicably  attain  the  standard  hf  such 
data,  Aficonhngly.  section  188(b)(1)  of 
the  Act  is  a  general  expresslaa  «f 
delegated  rulemaking  authoiiljr.  In 
addition,  subparagraphs  (A)  and  (9  of 
section  188(b)(1)  of  the  Act  aisnriiia 
that  EPA  reclassify  "appropriate"  FM-10 
nonattainment  areas  at  specified  tiase 
frames  (i.e..  by  December  31, 1911  far 
the  initial  PM-10  nonattainanot  ■ 
and  within  18  months  after  teSP 
submittal  due  date  for  subsequaat 
nonattainment  areas).  These 
Mibparagraphs  do  not  restrict  EPA't 
general  autnority  but  simply 
that,  at  a  minimum,  it  must  I 
at  certain  times. '  Any  dedsion  hy  BRA 
to  reclassify  an  area  as  serioaabafaaste 
applicable  attainment  date  arill  be  based 


on  facts  specific  to  the  nonattainment 
area  at  issue,  and  will  only  be  made 
after  providing  notice  in  the  Federal 
Register  and  an  opportunity  for  public 
comment  on  the  basis  for  EPA's 
proposed  decision. 

In  those  cases  where  EPA  determines 
that  an  area  has  failed  to  attain  the 
NAAQS  by  the  applicable  attainment 
dale,  the  area  is  reclassified  as  serious 
by  operation  of  law  (see  section 
188(b)(2)  of  die  Act].  The  EPA  must 
pubUsh  a  notice  in  the  Federal  Register 
of  such  determinations  and  consequent 
reclassifications  within  6  months 
following  the  applicable  attainment 
data. 

fci  accordance  with  section 
188(b)(1)(A)  of  the  Act.  EPA  is 
announcing  the  reclassification  of  those 
initial  moderate  nonattainment  areas 
which  EPA  has  determined  at  this  time 
cannot  "practicably"  attain  the  PM-10 
NAAQS  by  December  31. 1994.  the 
applicable  attainment  date  [see  section 
188(c)(1)  of  the  Act).  As  explained 
further  below,  today's  action  discharges 
EPA's  statutory  obligation  under  section 
188(b)(1)(A)  of  the  Act  which  required 
EPA  to  reclassify  appropriate  initial 
moderate  PM-10  nonattainment  areas  as 
serious  by  December  31. 1991. 

EL  Determining  That  an  Area  Cannot 
Practicably  Attain 

Generally,  EPA  will  rely  on 
information  in  the  State's  SIP  submittal, 
anchas  the  control  strategy,  attainment 
demonstration,  and  compliance 
sdiedule  to  determine  whether  it  is 
practicable  to  attain  the  NAAQS  in  that 
area  by  the  applicable  attainment  date. 
The  SEP's  which  were  due  on  November 
15. 1991  for  the  initial  PM-10  moderate 
nonattainment  areas  were  required  to 
contain,  among  other  requirements,  a 
control  strategy  based  upon  the  use  of 
reasonably  available  control  measmes 
(RACM)  which  includes  reasonably 
available  control  technology  (RACT) 
{see  sections  172(c)(1)  and  189(a)(lMQ 
of  the  Act].^  The  States  were  also 
required  to  demonstrate  that  the  SIP's 
pravide  for  timely  implementation  of 
mCM  and  attainment  of  die  NAAQS. 
The  RACM  must  be  implemented  in  the 
initial  PM-10  nonattainment  arees  by 
December  10. 1993,  and  die  areas  most 
attain  the  standard  as  expeditiously  as 
practicable,  but  no  later  than  December 
31. 1994.  unless  an  area  can 
demonstrate  that  attainment  by  that  date 


■  Th*  SPA'S  tatwpratattoB  of  dM 
provtslaas  In  awtiM  lM(bKl)  of  Ike  Att  «■§ 
(UKusMd  in  the  propoMi  for  todqr^lMlai 
in  tfa*  X«n«nl  PrMmb)«  10  TltU  I  tf  *e 
Act  AaModimnta  of  IMO."  97  FR  1 
(AprU  la.  1992). 


^    IkeJtACrtaaMAMtoftlMOMntchlneftACM 
wqiBb— wil  (•«•  MCtlon  l72(cMl)  of  tfao  Acti.  Th* 
•SGTiMMrally  nltn  to  onW  the  tachnolo|ical 
oMaMBMSUTM «rfalch apply  to lai^ (lalionafy 
WiLui  Any  lobrenco  lo  RACM  haraln  Implicitly 
indadM  RACT. 


\i^i    cfl    Kir.   i;  /  Fridau   tai.iiarv  R.  1Q9.1  /  Rnles  and  ReeuIati(Mis 
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is  impracticable  (see  sections  188(c)(1) 
and  189(a)(1)(C)  of  the  Act). 

There  are  at  least  three  reasons  why 
an  area  may  not  practicably  attain  the 
standards  by  the  applicable  attainment 
date.  First,  implementation  of  the  SIP 
control  strategy,  including  RACM,  may 
not  create  sufficient  emissions 
reductions  to  bring  the  area  into 
attainment.  The  State  will  have 
demonstrated  that  an  initial  PM-10 
nonattainment  area  cannot  practicably 
attain  the  NAAQS  by  the  applicable 
attainment  date  if  the  implementation  of 
RACM  by  December  10. 1993  will  not 
achieve  sufficient  emissions  reductions 
to  attain  the  standards  by  December  31, 
1994.  The  EPA  has  interpreted  RACM. 
including  RACT,  to  be  those  emission- 
reduction  measures  which  EPA  believes 
are  generally  reasonable  considering 
technological  feasibility  and  costs  of 
control.  The  State  should  prepare  a 
reasoned  justification  to  show  that  a 
particular  control  measure  for  an 
existing  source  is  infeasible  or  otherwise 
unreasonable  and,  therefore,  would  not 
constitute  RACM.'  Otherwise,  the  SIP 
should  include  implementation  of  all 
available  emission  reduction  measures 
that  have  not  been  demonstrated  to  be 
unreasonable. 

Second,  nonanthropogenic  sources 
which  cannot  reasonably  be  controlled 
may  contribute  significantly  to  the 
violation  of  the  PM-10  NAAQS  in  the 
area.  Moreover,  section  188(f)  of  the  Act 
authorizes  the  Administrator  to  waive  a 
specific  attainment  date  for  an  area 
where  the  Administrator  determines 
that  nonanthropogenic  sources 
contribute  significantly  to  the  violation 
of  the  PM-10  standard  in  the  area. 
Section  188(f)  of  the  Act  also  provides 
that  the  Administrator  may.  on  a  case- 
by-case  basis,  waive  certain 
requirements  applicable  to  serious  areas 
where  the  Administrator  determines 
that  anthropogenic  sources  of  PM-10  do 
not  contribute  significantly  to  violation 
of  the  PM-10  standard  in  the  area.*  Note 
that  an  area  is  reclassified  if  EPA 
determines  that  it  cannot  practicably 
meet  the  applicable  attainment  date  or 
that  it  has  failed  to  meet  such  date. 
Thus,  reclassification  is  keyed  to  a 
specific  date.  If  that  date  is  waived,  the 
area  would  not  be  subject  to 
reclassification  because  there  simply 
would  be  no  date  that  the  area  cannot 
practicably  meet  or  that  the  area  fails  to 


'  See  the  "General  Preamble  to  Title  I  of  the  Qean 
Air  Act  Amendments  of  1990."  57  FR  13540-13544 
and  13560-13561  (April  16.  1992). 

'The  EPA  has  made  available  to  the  public  draft 
guidance  on  the  application  of  the  waiver 
provisions  under  section  188(f)  of  the  Act  (see  57 
FR  31477  (July  16. 1992)]  and  will  finalize  that 
niidance  at  a  later  date. 


meet.  Thus,  while  nonanthropogenic 
sources  which  cannot  be  reasonably 
controlled  may  be  a  reason  an  area 
cannot  practicably  attain,  if  such  area 
qualifies  for  a  waiver  of  the  attainment 
date  under  section  188(f)  of  the  Act,  it 
may  also  be  a  basis  for  not  reclassifying 
the  area.  Note  that  in  today's  action,  in 
order  not  to  undermine  the  waiver 
provision,  EPA  has  given  some 
consideration  to  Spokane's  potential 
exclusion  bom  reclassification  under 
section  188(f)  of  the  Act  in  determining 
whether  it  is  "appropriate"  to  reclassify 
that  area  at  this  time. 

Third,  the  area  may  be  significantly 
impacted  by  PM-10  emissions 
emanating  from  outside  the  United 
States.  In  the  latter  case,  the  State  may 
demonstrate  that  the  area  qualifies  for 
treatment  under  section  179B(d)  of  the 
Act,  which  provides  that  areas  which 
would  have  attained  the  NAAQS  by  the 
applicable  attainment  date  but  for 
emissions  emanating  from  outside  the 
United  States  shall  not  be  subject  to 
reclassification  requirements  under 
section  188(b)(2)  of  the  Act  (see  56  FR 
58662).  In  such  cases  of  international 
transport,  the  State  will  be  expected  to 
demonstrate  and  quantify  the 
international  contribution  of  PM-10  in 
the  affected  area.  Any  State  containing 
an  area  which  may  qualify  for  treatment 
under  this  provision  still  must  timely 
submit  a  moderate  area  SIP  for  such 
area.  In  order  to  have  its  moderate  PM- 
10  SIP  approved  under  section  179B(a) 
of  the  Act  in  addition  to  demonstrating 
that  it  would  have  timely  attained  the 
PM-10  NAAQS  but  for  international 
emissions,  the  State  must  submit  a 
moderate  SIP  meeting  all  requirements 
applicable  to  moderate  PM-10 
nonattainment  areas  other  than  the 
requirement  that  it  demonstrate  timely 
attainment. 

The  EPA  may  also  consider 
reclassifying  moderate  areas  for  which  a 
SIP  has  not  been  submitted  whenever  it 
becomes  apparent,  e.g..  because  of  an 
extensive  delay  in  submitting  the  SIP, 
that  the  area  cannot  practicably  attain 
the  standards  by  the  end  of  1994.  The 
EPA  also  may  determine  that  an  area 
cannot  practicably  attain  the  PM-10 
NAAQS  by  the  applicable  date  when  the 
State  submits  an  incomplete  or 
otherwise  inadequate  SIP  for  the  area, 
which  would  not  assure  timely 
attainment  and  the  State  does  not  act 
expeditiously  to  correct  such 
deficiencies.  The  EPA  has  notified 
certain  States  of  their  failure  to  submit 
PM-10  SIP  revisions  for  the  initial  areas 
by  the  November  15, 1991  deadline  and 
has  notified  some  States  that  their  SEP's 
are  incomplete  (see,  e.g.,  57  FR  19906 
(May  8, 1992)].  These  actions 


constituted  determinations  xmder 
section  179(a)(1)  of  the  Act  and  were 
communicated  in  letters  to  affected 
State  Governors.  As  provided  under 
section  179(a)  of  the  act.  States 
containing  areas  for  which  EPA  has 
made  such  determinations  have  up  to  '*8 
months  from  EPA's  determination  to 
submit  the  plan  or  plan  revision  before 
EPA  is  required  to  impose  either  the 
highway  funding  sanction  or  the 
requirement  to  provide  two-to-one  new 
source  offsets  described  in  section 
179(b)  of  the  Act.  The  EPA's 
determination  also  triggered  the 
requirement  for  EPA  to  impose  a 
Federal  implementation  plan  as 
provided  under  section  110(c)(1)  of  the 
Act.  In  conjunction  with  the  possible 
imposition  of  sanctions.  EPA  may 
propose  or  issue  a  final  determination  to 
reclassify  the  area  as  serious. 
Reclassification  of  an  area  as  serious 
does  not  obviate  the  legal  requirement 
to  implement  a  moderate  area  SIP.' 

in.  Determination  for  Reclassificatioii 

As  noted,  the  PM-10  reclassification 
provisions  contain  a  general  delegation 
of  authority  to  the  Administrator 
indicating  that  he  "may"  reclassify  as 
serious  "any"  moderate  nonattainment 
area  that  he  determines  "cannot 
practicably  attain"  the  PM-10  NAAQS 
by  the  applicable  statutory  deadline  [see 
section  188(b)(1)  of  the  Act).  By  its  plain 
terms,  this  provision  confers  broad 
discretionary  authority  on  the 
Administrator  (hereafter  referred  to  as 
the  "discretionary"  reclassification 
authority).  As  a  subset  of  that  broad 
authority,  section  188(b)(1)(A)  of  the  Act 
mandates  that  the  Administrator 
propose  to  reclassify  "appropriate" 
initial  moderate  nonattainment  areas  as 
serious  by  June  30, 1991  and  take  final 
action  by  December  31, 1991.* 

As  described  above,  initial  moderate 
area  SIP's  were  due  November  15, 1991. 
Thus,  EPA  did  not  have  the  benefit  of 
these  required  SIP  submittals  before 
developing  and  issuing  the 
reclassification  proposal  required  under 
section  188(b)(1)(A)  of  the  Act.  In  the 
absence  of  better  information,  EPA  used 
surrogate  criteria  as  evidence  of  an 
area's  ability  to  timely  attain  and 
proposed  to  reclassify  14  areas  relying 
on  Uiat  criteria.  However,  in  its 
proposal,  EPA  also  contemplated  that  it 
may  get  better  information  about  an 
area's  ability  to  attain  in,  for  example. 


'  See  56  FR  58658  (November  21. 1991).  note  3. 

•This  directive  does  not  restrict  EPA's  general 
authority,  but  simply  specifies  that  it  must  be 
exercised,  at  a  minimum,  in  accordance  with 
certain  dates  for  areas  designated  nonattainment 
under  section  107(d)' M(b)  of  the  Act. 
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the  form  of  the  required  SIP  submittak.' 
Thus.  EPA  entertained  the  possibility  of 
receiving  inibrmatioii  which  rebutted 
the  indicators  (56  FR  58658;  Nov.  21. 
1991):  Thu*.  while  EPA  believes  the 
indicators  for  assessing  an  area's  ability. 
or  inability,  to  attain  area  reasonable, 
they  are  r^ttabfe  on  a  case-by-case 
basis. 

Since  this  proposal.  EPA  has  received 
SIP'S  for  some  of  the  14  areas  identified 
and  has  received  other  information 
bearing  oa  the  determination  of  whether 
it  is  appropriate  to  reclassify  such  areas 
at  this  time.  For  example.  EPA  has 
received  SIP  submittals  and  detailed  SIP 
work  plans  for  some  of  the  areas 
identified  in  EPA's  proposal  which 
purport  to  provide  for  timely 
attainment.  As  noted,  EPA  is  directed  by 
the  statute  to  make  a  final  decision  to 
reclassify  appropriate  areas  by  a  dale 
certain  and  that  date  has  already  passed. 
Due  to  these  lime  constraints,  EPA 
cannot  ftilly  review  the  SIP's  or  wait  for 
SlP"s  which  have  not  yet  been 
submitted.  On  the  other  hand,  EPA 
believes  this  information  is  relevant  and 
should  be  given  at  least  some 
consideration.  The  EPA  has  reconciled 
this  dilemma  by  preliminarily  reviewing 
the  SIP  submittals  and  other  relevant 
information  (including  the  public 
comments  submitted  in  response  to 
EPA's  proposal).  To  the  extent  such 
information  indicates,  contrary  to  the 
criteria  identified  in  EPA's  proposal, 
that  the  area  may  be  able  to  j>racticably 
attain  by  the  end  of  1994.  EPA  is 
determining  that  it  is  not  appropriate  to 
reclassify  the  area  at  this  time  and. 
hence,  has  declined  to  take  final  action 
on  such  area  in  today's  rulemaking. 

Nevertheless.  EPA  may  conclude  at  a 
later  date  that  one  of  these  areas  cannot 
practicably  attain.  For  example,  a  fuH 
review  of  the  required  SIP  submittal 
may  reveal  that  the  area  cannot 
practicably  attain.  In  addition,  the 
delays  in  developing  and  submitting  the 
required  November  15, 1991  SIP 
submittal  may  become  so  prolonged  tha» 
the  area  cannot  practicably  attain.  In 
"uich  instances.  EPA  would  exercise  its 
discretionary  authority  under  section 
ISlKbMl)  of  the  Act  to  reclassify  the 
area. 

Note  that  EPA's  decision  not  to 
reclassify  these  areas  at  this  time  does 
not  mean  that  any  SIP  relied  on  in 


making  such  determinatioa  will  be 
approved.  If  a  SIP  ptuports  to 
demonstrate  attainment,  that  is  simply 
strong  evidence  contradicting  EPA'* 
criteria  and  militating  against 
reclassifying  the  area  at  that  time.  The 
EPA  may  conclude  after  a  full  review  of 
the  SIP  that  it  has  deficiencies  that 
warrant  less  than  full  approval.  Further, 
if  such  deficiency  would  preclude  an 
area  from  timely  attaining,  then  EPA 
may  exercise  its  discretionary  authority 
to  reclassify  the  area.  In  any  case,  no 
binding  EPA  decision  about  the 
approvability  of  any  such  SIP  will  be 
made  until  the  public  has  had  an 
opportunity  to  comment  on  such 
decision. 

In  some  instances.  EPA's  prehminary 
review  of  the  SIP  for  an  area  revealed 
that  the  area  could  not  practic^ly  attain 
by  the  required  date  and  should  be 
reclassified.  These  are  the  areas 
reclassified  in  today's  action. 
Specifically,  in  today's  action.  EPA  is 
reclassifying  five  areas  (listed  in  Table 
1  and  discussed  below)  which  EPA  has 
determined,  at  this  time,  cannot 
practicably  attain  by  December  31. 1994. 
The  EPA  has  not  received  public 
comments  or  other  information  during 
the  public  comment  period  in 
opposition  to  EPA's  decision  to 
reclassify  these  areas. 

Note  tnat.  as  indicated  in  EPA's 
proposal,  reclassification  of  an  area  in 
no  manner  obviates  the  obligation  to 
submit  a  moderate  area  SIP  (56  FR 
58658;  Nov.  21. 1991).  Thus,  those  areas 
reclassified  in  today's  action  must, 
among  other  things,  submit  provisions 
to  assure  that  reasonably  available 
control  measures  (iiKiluding  reasonably 
available  control  technology)  are 
implemented  no  later  than  December 
10. 1993  and  submit  a  demonstration 
that  attainment  by  December  31. 1994  is 
impracticable. 

'Two  areas  identified  in  EPA's 
proposal  have  requested  treatment 
under  the  International  Border 
provision  (see  section  179B  of  the  Act). 
While  EPA  has  not  yet  received  a  PM- 
10  SIP  for  either  of  these  areas.  EPA  has 
significant  information  suggesting  that 
the  areas  may  qualify  for  treatment 
under  section  179B  of  the  Act.  including 
an  exclusion  from  reclassification  under 
section  179B(d)  of  the  Act*.  Because 


EPA  has  information  indicating  that 
these  areas  are  significantly  impacted  by 
emissions  emanating  from  Mexico,  but 
insiiffident  infonnatioa  to  determine 
whether  they  would  qualify  for 
treatmeot  under  section  179B  of  the  Act 
EPA  is  declining  to  reclassify  these 
areas  at  this  time.  This  represents,  in 
some  fashion,  a  change  in  position  from 
EPA's  proposal  in  that  EPA  believes  the 
information  currently  available  to  EPA. 
standing  alone,  is  a  sufficient  basis  upon 
which  to  conclude  that  these  areas 
should  not  be  reclassified  at  this  time. 
So  as  not  to  undermine  section  179B  of 
the  Act,  EPA  believes  it  is  reasonable  to 
conclude  that  it  is  not  "appropriate"  to 
reclassify  these  areas  at  this  time  where 
there  is  some  significant  evidence 
suggesting  that  these  areas  may  qualify 
for  an  exclusion  frtwn  reclassification 
under  that  provision. 

However,  EPA  may  reclassify  these 
areas  using  its  discretionary 
reclassification  authority  should  EPA  at 
some  time  in  the  future  determine,  fix 
example,  that  the  areas  cannot 
practicably  attain  and  do  not  qualify  lor 
exclusion  ftt)m  reclassification  under 
section  179B(d)  of  the  Act.  For  example, 
prolonged  delays  in  submitting  the 
required  SIP  for  these  areas  may  lead 
EPA  to  conclude  at  some  future  time 
that  these  areas  cannot  practicably 
attain  by  the  end  of  1994. 

In  sum,  in  today's  final  rulemakii^ 
EPA  is  reclassifying  those  areas  whidi 
EPA  has  determined  at  this  time  cannot 
practicably  attain  the  PM-10  NAA(^  by 
the  applicable  statutory  attainment  date. 
Today's  action  wholly  discharges  EPA's 
statutory  duty  to  reclassify 
"appropriate"  moderate  areas  as  serious 
by  December  31, 199  (see  section 
188(b)(1)(A)  of  the  Act).  Hovrever,  EPA 
also  reserves  the  right  to  use  its  broad 
discretionary  authority  under  section 
188(b)(1)  of  the  Act  to  reclassify  at  a 
later  date  the  nine  areas  EPA  declined 
to  reclassify  in  today's  action.  If.  at 
times  in  the  future  before  the  applicable 
attainment  data.  EPA  determines  that 
such  areas  cannot  practicably  attain  the 
PM-10  NAAC^.  EPA  will  take  final 


''The  Mala**  doas  DBl  tp«cif]rwhal  infomtfian 
EPA  mmt  oaoji4w  in  exMcising  the  authority 
delegated  to  it  t>y  section  iaa(b)(l)  of  the  Act  Since 
the  statute  doe*  not  address  this  precise  <yie»tien. 
EPA— y>ai>«daci«anlht  —  awc«mo« 
pm  til-  aW|  iBito  by  tlw  aypiicabta  date  cb  my 
relevant  MianaatioB.  vdiich  may  inlcada  SB* 
suboiittali.  ■n^aiat  d—onattationa.  or  etkw 
fg:iiiiaaMi  iwiamiallnB  iChevnm  VS^  Inc.  v 

MPoa  467  US.  tar.  mt-ati  (i9B«u. 


•Sactioa  \7VB(A)  of  the  Act  sUlaatfaati 
demonstrating  anoinaieal  ol  the  NAAQS  tatt  lor 
emissions  emanating  from  outside  the  United  States 
shall  not  Iw  nibi^  to  section  l«8(b)(2)  of  the  Act 
(redassificatiaa  for  faihKS  to  attain).  By  analogy  to 
thte  ptovijon  and  applying  mlMvf  MatiAary 
cocLSimctiaa.  EPA  will  not  reclasstfy  halate  Um 
appUcaUe  attaiiunenl  dale  areas  which  can 
demonstrate  attainment  of  the  NAAQS  but  for 
amiaatoMaawBating  fioai  outside  the  United  States 
Isee  section  iaa(b)(l)  of  tha  Acti.  Fim.  tection  17M 


of  the  Act  evinces  a  general  congresMonal  intent  DM 
to  penalize  areas  where  emissions  emanating  froaa 
outside  the  country  are  the  biittor  case  of  the  PM- 
10  attainment  problems.  Further,  if  ETA  ware  to 
reclassify  stich  aroas  before  the  applicable 
attainneni  date,  EPA.  in  aRiict  would  be  reading 
section  1 79(dJ  ol  the  Act  out  of  the  statute 
SpecincaUy.  if  EPA  proceeded  to  reclassify  before 
the  applicable  attainment  date  those  areas 
qoidifymg  for  treatment  under  section  179B  of  the 
Act.  an  area  »ro«ld  never  be  aubiect  to  the  provision 
in  section  179B(d)  of  the  Act  «rhich  prohibits  EPA 
from  reclassifying  such  areas  after  iIm  appUcflUa 
attainment  data.  Cannes  of  aiatutory  constioctioa 
couBsai  agalast  intarprattng  tha  law  such  that 
language  i*  Te*dared  man  lurphiiiy  (see  S8  FR  at 
50662:  Nov.  21, 19«1,  note  12). 


IK t— & t    if_l      eo     VT.'k      e     /    C..t/lnir     Tomiarv 
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action  to  reclassify  these  areas.  Note  that    areas  not  reclassified  today  wilLremain 
the  materials  in  the  rulemaking  docket       in  force  as  part  of  the  ongoing 
for  today's  action  pertaining  to  the  nine 


rulemaking  record  for  any  future 
decision  to  reclassify  these  areas 
utilizing  EPA's  discretionary  authority. 


Table  t.— Areas  Which  EPA  Is  RECiAssiFYtNG  At  This  Time^ 


EPAiHten 

AfMCf  COfCSNI 

SOIMOM 

K 

SMiJiMquinValtaKCA 

FO*.a8eondwyPM.Pe* 

M 

0»m»  Vaney.  CA 

FO 

IX 

S«i»>  Coast  Air  BacK  CA 

Sacandaiy  PM.  FO 

K 

CMCheila  VaOay.  CA 

FO 

tx 

LasVagaSwNV 

FD 

'n>>FuglE**MiL 
'PB.  -^~ 


fti  lodiy't  docuHMnl  w  twitiiwl  ti  90 


»  4S  cm  pM  SI  «  •«•  «nd  ot  Mt  4ecMn«nt 


IV.  Areas  Wkkh  EPA  !•  iKiaaBifyiiig  at 
This  Time 

Coachella  Valley.  Cotifomia.  The  EPA 
is  reclassifying  the  Coachella  VaUey 
nonattaioment  area  at  this  time  because 
the  SIP  for  the  area  submitted  to  EPA  by 
the  State  of  California  on  November  15. 
1991  suggests  that  it  is  not  practicable 
to  provide  for  attainment  of  the  annual 
and  24-hour  PM-10  NAAQS  until 
December  31. 1995. 1  yewaflerthe 
moderate  area  attainment  date.  The  PM- 
10  SIP  for  the  Coadiella  Valley  indicates 
that  97  percent  of  the  PM-10  emissions 
are  due  to  fugitive  chist  sources.  The 
most  significant  of  these  sources  are 
construction  activities,  reentrained  dust 
from  paved  roads,  and  windblown  dust 
from  agricultural  and  disturbed  lands. 

Las  Vegas.  Nevada.  The  EPA  is 
reclassif^^g  the  Las  Vegas 
nonattainment  area  due  to  the  hcX  thai 
the  PM-10  SIP  submitted  to  EPA  by  the 
State  of  Nevada  on  December  6. 1991 
suggests  that  implementation  of  the 
control  measures  omtained  in  the  SIP 
will  resuh  in  suEBdent  emissiosia 
reductions  to  attain  the  annual  PM-10 
NAAQS  by  December  31. 1994.  btit  that 
it  will  not  be  practicd>le  to  timely  attain 
the  24-hour  PM-10  NAAQS.  A  1989 
valley-wide  emissions  inventory 
suggests  that  a  substantial  amount  of 
PM-10  emissions  ne  due  to  fugitive 
dust  sources.  Microinventories  indicate 
that  significant  sources  of  ft^tive  dust 
include  construction  activities,  paved 
and  xmpaved  roads,  and  wriixtt^owa 
dust  from  disturbed  vacant  land 
including  disturbed  desert.* 


'Th«  EPA  us«4  lb*  occMion  of  th*  poUicMiaa 
of  tbe  PM-lO  ractassiflcttlM  voroMt  l»nqpH« 
public  input  on  Usum  raUlM  to  Us  ywHwriiwiy 
efforts  to  d«v«lop  a  BonbiiMiiBg  policy  xMraMing 
the  MCtioci  isatO  of  A*  Ad  PM-ie  wrtvw 

prawisiaM  isa  PR  5aaBt-9asa2;  New.  21.  tsei).  rht 

aark  County  HmM»  Dtsertd  MbBittad  CMBOMM* 
sattlag  owt  »oii>«  ol  iH  wiCTMllnni  nayd1n|  th» 
imptementatioii  of  1S8(I)  of  the  Act  Cbrk  Cotinty 't 
comm«ot«  •ddraM  EPA'a  faMvpnlMlae  of 
aaltiropnpwfc  tai  iMMDlki«po|aiic  oadv  Mctioa 
18S(f>  of  itM  Act  m4  4a  not  NfMct  itMl  EPA  aUar 
■U  proposed  dedsioo  lo  radaMify  this  stm. 
Moreover.  Clarfc  County  doM  snbstaati*(e  to  what 


Oweiis  VioUe^,  CaJU^Dsnia  TbeEPA  is 
reclassifying  the  Owens  VaUey 
nonattainment  area  at  this  time  based 
upon  the  fact  that  the  PM-10  SP 
submitted  to  EPA  by  the  State  of 
dhfomia  on  January  A.  1992  suggests 
that  the  area  cannot  practicabfy  attain 
the  PM-10  standarda  b?  Daoenber  31, 
1994.  Ambiwit  PM-10  levels  in  Owens 
Valley  are  among  the  highest  in  the 
country.  In  1989,  for  instance,  the 
highest  24-hour  PM-10  concentration 
ol^erved  in  the  area  was  1861 
micrograms  per  cubic  meter  (ug/m').  in 
ccmtrast  to  the  NAAQS  of  150  ug/m^. 
The  PM-10  SIP  ftjr  Owens  Valley 
includes  an  analysis  of  wind  direction^ 
and  wind  speed  on  days  when  PM-10 
levels  are  high,  which  indicates  that  the 
major  source  causing  violations  of  the 
PM-10  NAAQS  in  this  area  is  Owens 
Dry  Lake.  Owexk&I^  Lake  covcts 
af^roximately  110  square  aailes  near  the 
south  end  of  the  planning  area. 
Appnudmatefy  60  square  miles  of  the 
lake  Is  diy.  The  Great  Basin  Unified  Air 
Pollution  Control  District  is  currently 
developing  and  evahiating  a  variety  of 
mitigation  measures.  The  final 
mitigation  {Hrogram  is  scheduled  for 
implementation  in  1995.  The  Great 
Basin  Unified  PoUution  Control  District 
submitted  commrats  to  EPA  supporting 
the  reclassification  of  this  area. 

San  Jooauin  VaUey.  California.  The 
EPA  is  reclassifying  the  San  Joaquin 
nonattainment  area  due  to  the  fact  that 
the  PM-10  SIP  for  San  Joaquin  Valley 


•xteBl  tha  Octob*  2S.  IM^axcaerfanco  axainpto 
w«s  in  iKi  alMbalafals  to  aonarfkrapoganic 
iawm.Umfmmai,A»tmmtfttammwnl»hn» 
no  twsfiag  CO  today's  octtwiwfcid^,  OS  Indtcamt. 
ultimatoty  WM  bassd  on  th*SV  drfstopod  fat  that 
araa.  Pinany.  EPA  lacantly  mada  a  diaft  of  Its 
s«ction1S8(f)  of  aM  Act  poifc7  availiUa  to  dw 
p«AI»caadhaldapwbBctoaaaagtopfg»<daft» 

Its  contentt  (57  PR  31477:  Yah/  IS.  isazl  T^al  draft 
incUcatas  thai  a  dadsioD  to  radassiN  so  araa  as 
sarioM  wiH  not  aUsd  SD  ana's  difibfltty  for  « 
wai«ar.  TW  EPA  wfll  caesldar  Ika  Oask  Corny 
comMoto  addnasiH  sscttoM  ias(f)  of  Ifaa  Act 
issuaa  aa  it  tavlsas  its  draft  sactkn  iaa(f)  of  aia  Act 
pohcy  tn  tight  of  the  various  commeots  racoived. 


Sttbaaitted  to  EPA  by  the  Stole  of 

California  en  Deceiaber  24. 1991 
suggests  that  the  area  cannot  practicably 
attain  the  PM-10  NAAQS  by  December 
31. 1994.  Moreover,  the  area  has  not 
projected  attainment  before  tha 
December  31, 2001  serious  area 
attainraent  date.  Violations  of  the  PM-10 
NAAQS  in  the  San  Joaquin  Valley  are 
dominated  by  two  soiirce  categories:  (l) 
primary  PM-10  sources,  including 
veentrained  roed  dust,  construction 
activities,  and  fanning  operations;  and 
(2)  secondariiy-fbrmed  PM-10. 
including  ammonium  nitrate  end 
ammonium  sulfete.  On  days  wbm 
primary  PM-10  emissioos  dominate, 
fugitive  dust  emiaatena  aocooat  for 
neerfy  80  percent  of  die  PM-10  mass.  On 
days  when  secondary  PM-10  dominates, 
nitrates  and  sulfatea  account  for  63 
percent  of  tha  PM-10  mass.  Tha 
attainment  stral^y  for  tba  San  Joaquin 
Valley  vdll  rely  heavily  on  tha  control 
of  widespread  fugitive  dust  sources  and 
the  cootrol  of  precursors  of  PM-10. 
including  nitrogen  dioxide,  sulfur 
dioxide,  and  vtuatile  organic 
compounds. 

South  Coast  Air  Basin.  Ctdifomia.  Tha 
EPA  is  reclassifying  the  Sotrth  Coast  Air 
Basin  at  this  time  because  the  SIP  for 
the  South  Coest  Air  Basin  projects  that 
it  is  not  pracdoMe  to  attain  dbe  24-hour 
PM-10  NAAQS  until  the  year  2000  and 
attainment  of  the  annual  PM-10  NAAQS 
by  ^  year  2006.  Tbeae  dates  are  w^ 
beyond  the  Dacentber  31. 1994  moderate 
area  attainment  date.  The  basin-wide 
emissions  imreotory  for  the  area  covers 
approximatdy  6600  square  miles  md 
indiortes  that  91  pesoent  of  primary  PM- 
10  emissioos  are  due  to  area  sources, 
primarily  reentraiDed  road  dust  With 
projected  increases  is  population  (31 
percent)  and  increases  in  vehicle  miles 
travelled  (62  peroent).  PM-10  emissions 
associated  with  reentrained  road  dust 
are  expected  to  increase  from  663  tons/ 
day  in  1087  to  1025  tons/day  in  2010. 
In  addition  to  the  widespread  sources  of 
primary  PM-10  emissions,  source 
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contribution  estimates  indicate  that 
secondarily-formed  particles  (nitrates 
and  sulfates)  can  contribute  as  much  as 
52  percent  of  the  24-hour  PM-10  mass 
and  as  much  as  37  percent  of  the  annual 
PM-10  mass.  Therefore,  the  attainment 
strategy  for  the  South  Coast  Air  Basin 
will  a^  rely  heavily  on  the  control  of 
im{>ortant  precursors  to  PM-10 
including  nitrogen  dioxide,  sulfur    . 
dioxide,  and  volatile  organic 
hydrocarbons. 

V.  Aims  Whidi  EPA  is  not 
Reclassifying  at  This  Time 

While  EPA  is  taking  final  action  to 
reclassify  the  five  areas  described  above. 
EPA  is  not  reclassifying  the  nine  areas 


Usted  in  Table  2  at  this  time,  including 
those  areas  which  EPA  has  determined, 
in  its  preliminary  assessment,  to  be 
affected  by  international  transport. 
Generally,  EPA  has  information  for 
these  areas  indicating  that  they  may 
practicably  be  able  to  attain  the  PM-10 
NAAQS  or  may  be  excluded  from 
reclassification  due  to  international 
transport  (see  section  17gB(d)  of  the 
Act).  Thus.  EPA  believes  it  is  premature 
to  reclassify  these  areas  at  this  time. 
However,  as  noted.  EPA  holds  open  the 
possibility  of  reclassifying  these  areas 
using  its  discretionary  authority  under 
section  188(b)(1)  of  the  Act.  This  will 
permit  EPA  to  undertake  a 


comprehensive  review  of  eadi  area's 
control  strategy.  The  EPA  anticipates 
that  it  will  take  final  action  on  its 
proposal  to  reclassify  these  areas 
because  they  caimot  practicably  attain  at 
the  time  it  takes  rulemaking  action  on 
each  area's  SIP.  Note  also  that  if  a  PM- 
10  SIP  control  strategy  and 
demonstration  have  not  yet  been 
submitted  for  an  area,  EPA  may 
conclude  at  some  future  date  that  the 
area  cannot  practicably  attain  due  to 
protracted  delays  in  making  such 
submittal.  A  more  specific  discussion 
follows  below  for  each  of  these  nine 
areas,  including  the  significant  public 
comments  which  EPA  has  received. 


Table  2.— Areas  Which  EPA  Is  Not  Reclassifying  At  This  Time  ' 
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IX 
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Sou«oet 


PoW 

Point 

FD*,  RWC*,  PB» 

Point* 

PoinLFD 

FD.  International,  PB 
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•Mwnainntf  •  imsmattonal  nMpOT  d  PM-10. 
•Po*tt  •  Dominani  poirt  touro*  impael. 


Liberty  Borough.  Pennsylvania.  The 
EPA  has  determined  that,  at  this  time, 
it  is  not  appropriate  to  reclassify  the 
Liberty  Borou^  nonattainment  area  to 
serious.  This  decision  is  based  on 
comments  and  information  received 
during  the  public  comment  period 
regarding  the  ability  of  Allegheny 
County  to  attain  and  maintain  the  PM- 
10  standard  by  December  31, 1994.  The 
decision  is  also  based  on  the 
commitment  by  the  Allegheny  County 
Bureau  of  Air  Pollution  Control  to 
submit  an  applicable  implementation 
plan  which  demonstrates  the  attainment 
of  the  PM-10  NAAQS  by  the  moderate 
area  attainment  date  (i.e.,  December  31, 
1994). 

The  Liberty  Borough  nonattainment 
area  is  comprised  of  Liberty,  Lincoln, 
Port  Vue,  Glassport  Boroughs,  and  the 
aty  of  Clairton  in  Allegheny  County. 
Pennsylvania  (56  FR  56823;  Nov.  6. 
1991).  The  area  is  heavily  industrialized 
with  a  diverse  mix  of  sources  including 
steel  manufacturing,  utilities,  and 
industrial  boilers.  "These  sources 
generate  both  point  source  PM-10 
emissions  and  fugitive  dust.  In  1989  and 
1990.  emissions  control  measures  were 
implemented  in  the  nonattainment  area 


in  addition  to  those  measures  which 
had  been  installed  previously. 

However,  EPA  has  not  received  a  PM- 
10  SIP  for  the  Liberty  Borough 
nonattainment  area.  On  December  16, 
1991.  the  EPA  Regional  Administrator 
sent  a  letter  notifying  the  Governor  of 
Pennsylvania  of  EPA's  determination 
that  the  State  had  failed  to  submit  the 
PM-10  SIP  for  Allegheny  County  by  the 
statutory  submittal  date  of  November 
15. 1991  (see.  e.g..  57  FR  19906,  May  8. 
1992).  This  determination  started  the 
18-month  timeclock  for  the  imposition 
of  sanctions  and  the  2-year  timeclock  for 
promulgation  of  a  Federal 
implementation  plan. 

The  EPA  did  receive  a  'TM-IO  work 
plan"  from  the  Allegheny  County 
Health  Department  on  March  26, 1992. 
The  work  plan  commits  to  attainment  of 
the  PM-10  NAAQS  by  the  statutory 
attainment  date  of  December  31, 1994. 
It  summarizes  the  procedures  to  be 
followed  for  the  developmmit  of  the  SIP 
submittal,  including  modeling  and 
monitoring  air  quality  in  the  area, 
conducting  an  emissions  inventory,  and 
producing  a  control  strategy.  The  work 
plan  also  establishes  a  schedule  for  SIP 
submittal,  indicating  that  the  schedule 
will  be  met  through  a  cooperative  effort 


with  EPA.  The  schedule  projects  that 
the  SIP  will  be  submitted  to  EPA  by 
June  15. 1993. 

The  EPA  received  more  detailed 
comments  on  its  proposal  to  reclassify 
the  Liberty  Boroi^  nonattainment  area 
than  on  its  proposed  action  on  other 
areas.  Rather  than  discuss  those 
comments  and  EPA's  responses  in  detail 
here.  EPA  has  placed  a  docimient  in  the 
docket  accompanying  this  notice  which 
describes  those  comments  and  explains 
further  the  rationale  for  EPA's  decision 
not  to  reclassify  the  Liberty  Borough 
nonattainment  area  as  serious  at  this 
time. 

Comments  were  received  &t>m  the 
local  air  pollution  control  agency,  the 
Commonwealth  of  Pennsylvania, 
affected  industries,  local  citizens,  and 
public  interest  groups.  Those 
commenters  opposing  reclassification 
based  their  views  on  assertions  that 
recent  improvements  in  air  quality  are 
the  result  of  locally-instituted  controls, 
that  EPA  did  not  adequately  consider 
the  air  quality  impact  of  those  controls 
in  its  decision  to  propose 
reclassification  of  this  area,  and  that  the 
PM-10  work  plan  provides  evidence  of 
the  State's  commitment  to,  and  the 
practicability  of,  attaining  the  PM-10 
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NAAQS  by  December  31. 1904.  For 
tkese  peasons.  some  elths  oonoienten 
indicated  that  it  would  be  inematute  for 
EPA  to  reclassify  this  area.  Comments 
favoring  reclassification  were  based 
primarily  on  omcems  about  poor  air 
quality  in  the  area,  on  dis^reement  as 
to  the  cause  of  reoentty-obfierved 
improvements  in  air  quality,  on     - 
assertions  that  the  State's  lailure  to 
submit  a  SIP  by  the  November  15, 1991 
due  date  precludes  the  area's  atRlity  to 
timely  attain  the  NAAQS,  and  on  the 
belief  that  reclassification  would  best 
advance  the  goal  of  expeditious 
attainment  of  the  NAAOS. 

Briefly,  EPA  has  besed  its  decision  en 
the  evidence  provided  in  the  Allegboty 
County  iiealth  Department's  work  plan 
in  support  of  that  area's  commitment  to 
attain  the  NAAQS  by  December  31, 
1994.  The  EPA  has  further  based  its 
decision  on  the  fact  that  commenters 
favoring  redassiftcation  have  not 
provided  any  evidence  which  rebuts  the 
State's  and  county's  assertions  that 
attainment  by  December  31, 1994  is 
practicable.  The  EPA  notes  in  response 
to  those  favoring  reclassification  that 
reclassifying  the  area  at  this  time  would 
resuh  in  the  requirement  that  the  area 
implement  additional  control  measures, 
but  would  also  permit  the  State  to 
postpone  attainment  potentiany  up  to 
the  statutory  serious  area  attainment 
date  of  December  31.  2001.  »<*  By  not 
reclassifying  the  area  as  serious.  EPA 
intends  to  enforce  the  statutory 
moderate  area  requirement  for  the  State 
to  adopt  a  plan  which  provides  for 
attainment  of  the  NAAQS  as 
expeditiously  as  practicable,  but  not 
later  than  December  31, 1994.  The  EPA 
believes  that  the  principal  concerns 
expressed  by  the  comnienters  favoring 
reclassification — the  need  to  promote 
near-term  improvements  in  air  quality — 
are  better  served  by  not  taking  final 
action  to  reclassify  an  area  at  this  time 
where  there  is  some  reasonable 
evidence  that  the  area  may  practicably 
attain  by  December  31, 1994. 

Spokane,  Washington.  The  EPA  is  not 
taking  final  action  to  reclassify  the 
Spokane  nonattainment  area  at  this 
time,  but  will  make  a  final  decision  at 
the  time  the  Agency  takes  rulemaking 
action  on  the  SIP.  This  will  permit  EPA 
the  opportunity  to  comprehensively 
review  the  SIP  and  to  assess  the  claims 
that  ncmattainment  in  the  area  is 
attributable,  at  least  in  part,  to 
nonanthropogenic  dust  storms,  and  that 
the  area  is  potentially  eligible  for  a 


"'Section  188(bH3)  of  dM  Aef  reqniTM  that  snch 
serious  Don^tainnMnt  anu  sttaiii  th«  NAAQS  as 
exp«Jjtio«»ly  a*  piacticabte.  tHif  not  later  than 
Decamberai,  200T. 


waiver  of  the  December  31. 1994 
aMainmeiU  date  vs^dmrnsHoo  lM(f)  of 
the  Act.  The  EPA  cannot  i^act  or  accept 
these  claims  at  the  preseat  time.  The 
Agency  is  ctmently  reviewiag  the  SIP 
for  SpokaiM.  giving  particular 
consideration  to  any  anthropogenic 
contributions  to  emissions  that  may  be 
reentrained  during  the  area's  dust 
storms.  The  EPA  will  determine 
Spokane's  eligibility  for  a  waiver  of  the 
moderate  area  attainment  date  under 
section  188(f}  of  the  Act  and  will  make 
a  final  decision  on  reclassification  when 
the  Agency  has  completed  its  review  of 
the  area's  SIP. 

Comments  received  from  14  private 
citizens  and  government,  industry,  and 
environmental  groups  attribute 
Spokane's  ncmattaininent  status  to 
nonanthropogenic  dust  storms.  One 
commenter  asserted  that  these  dust 
storms  emanate  from  the  approximately 
100,000  acres  of  undeveloped,  untilled 
land  southwest  of  Spokane,  and  to 
approximately  500.000  acres  of 
fannland  vulnerable  to  soil  erosion  due 
to  high  winds.  According  to  the 
Spokane  County  Conservation  District, 
such  soil  erosion  is  especially  prevalent 
after  harvest  and  pricff  to  the  emergence 
of  the  new  crop,  stating  that  it  is  not 
possible  to  prevent  windblown  dust 
during  this  vulneraUe  period.  They  add 
that,  when  compounded  by  high  winds, 
preventing  this  windblown  dust  is 
"beyond  tihe  realm  of  legislation  or 
regulation.""  One  conservation  farmer 
indicated,  however,  that  farmers  have 
been  working  closely  with  the  Soil 
Conservation  Service  to  mitigate  the 
erosion  to  their  cropland. 

In  addition  to  comments  regarding 
nonanthropogenic  sources  of  PM-10  in 
Spokane  County,  3  elected  oHicials  in 
Washington  State,  the  Intermountain 
Crass  Growers  Association.  3  Spokane 
County  public  agencies,  and  1  private 
corporation  contended  that  the  severe 
duststorms  in  the  Spokane 
nonattainmrait  area  should  be  treated  as 
"exceptional  events,"  as  discussed  in  40 
CFR  part  50.  Appendix  K,  section  2.4. 
As  such,  the  commonters  believe  that 
contributions  from  these  dust  storms 
should  be  discounted  when  measuring 
exceedances  of  the  PM-10  NAAQS. 
Because  the  State  has  measured  7  such 
occurrences  during  the  3-year  reportiiig 
period,  there  is  reason  to  believe  that 
these  events  happen  with  a  regularity 
which  would  disqualify  them  from 
treatment  as  excepticmal  events.  Again, 
EPA  will  make  a  final  determination 
regarding  this  claim  following  a 
comprehensive  review  of  the  SIP 


subnittal.  One  comaMoter  uigad  EPA  to 
cbniff  Ihis  are*  at  Mrifluft,  but  did  nol 
substantively  eddrets  whether  the  area 
cannot  practicably  attain  by  the 
aofkltcaole  attainmeftt  date  or  the 
likelihood  <J  the  are*  qualifying  for  a 
waiver  of  its  moderate  area  attainment 
date  under  section  188(f)  of  the  Act. 

Available  information  indicates  that 
both  Imperial  Valley.  California,  and 
Nc^ales,  Arizona,  may  qualify  for. 
treatment  under  the  International 
Transport  provisi(»  in  section  1790  of 
the  Act  doe  to  {>erticulate  matter 
emanating  from  Mexico.  While  the 
Agency  has  sufficient  data  at  this  time 
to  verify  that  PM-10  originating  in 
Mexico  contributes  to  nonattainment  in 
these  areas,  additional  monitoring  and 
air  quality  anafysia  are  necessary  to 
quantify  the  international  contribution 
so  that  the  SlP's  for  Nogales  and 
Imperial  Valley  may  accurately  discount 
international  transport  from  their 
attainment  demonstrations,  and  EPA 
can  correapondingly  determine  whether 
the  SIP's  for  the  areas  would  be 
adequate  to  attain  and  maintain  the  n4- 
10  NAAQS  but  for  emissions  emanating 
from  Mexico  (see  section  179B  of  the 
Act).  The  following  is  a  more  detailed 
discussion  of  the  areas  affected  by 
international  transport: 

Imperial  Valley,  Califomia.  The  EPA 
is  not  reclassifying  the  Imperial  Valley 
nonattainment  aree  at  this  time. 
Although  the  State  of  Califomia  has  not 
yet  submitted  a  PM-10  SIP  for  Imperial 
Valley,  previous  rep<»ts  indicate  that 
transport  from  Mexicali,  Mexico,  may 
significantly  contribute  to  elevated  FM- 
10  levels  in  the  Valley."  As  such,  the 
area  may  qualify  for  exclusion  from 
reclassification  to  serious  under  section 
179B(d)oftheAct. 

On  December  16, 1991,  the  EPA 
Regional  Administrator  for  Region  IX 
sent  a  letter  to  the  Governor  of 
CaUfomia  notifying  him  of  the  State's 
failure  to  submit  a  SIP  for  the  Imperial 
Valley.  "This  notification  started  the  18- 
month  timedock  which  will  result  in 
the  imposition  of  sanctions  if  EPA  does 
not  receive  a  SIP  [see  section  179(a)  of 
the  Act).  The  Imperial  County  Air 
Pollution  Control  District  is  currently 
working  writh  the  Califomia  Air 
Resources  Board  (CAUB)  to  develc^  a 
PM-10  ^P  for  this  aree.  The  SIP  is 
scheduled  to  be  submitted  to  EPA  by  the 


■>  Lanar  froM  Spokona CoHOly  Conaervatioo 
District  to  Ken  Woodard.  December  17.  I9et. 


" -*Oraft  Anaiysia  of  Ike  Ivpariat  Coonty, 
California  Rural  Fugitive  Diut  Area."  prepared  by 
PH  Associates.  Jamiary  tW9:  "Example  Level  One 
Air  QnaHty  Aimtysls  far  Particulata  Matter  Stale 
ImpleMenintion  Pla«  Kifhtioat  (bBportet  Valley, 
Califomia)."  Sute  of  Califomia  Air  Reaourcea 
Board.  March  \9M.  "DcafI  Program  Plan  for  the 
Imperial  Valley/MexicaU  Particulate  Matter  SoMfcea 
Apportionment  Study,"  Deaeit  Reaearch  huUtuta, 
December  20, 1991. 
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end  of  1992.  In  addition,  EPA  and  CARB 
will  be  conducting  a  PM-10  source 
apportionment  study  in  the  Imperial 
Valley/Mexicali  air  basin  in  cooperation 
with  the  Imperial  County  Air  Pollution 
Control  District  and  the  Secretary  of 
Social  Development  in  Mexico.  The 
objectives  of  the  study  are  to:  (1) 
estimate  the  spatial  and  temporal 
distributions  of  PM-10  concentrations  in 
the  Imperial  Valley  and  Mexicali;  (2) 
apportion  PM-10  concentrations  to 
source  emissions:  and  (3)  estimate  cross- 
border  transport  of  PM-10.  The 
monitoring  portion  of  the  study  began 
on  March  10, 1992. 

Nogales.  Arizona.  The  EPA  is  not 
taking  final  action  to  reclassify  the 
Nogafes  nonattainment  area  at  this  time. 
Despite  the  fact  that  the  State  of  Arizona 
has  not  yet  submitted  a  PM-10  SDP  for 
Nogales,  previous  studies  by  the 
Arizona  Department  of  Environmental 
Quality  indicate  that  transport  from 
Nogales.  Mexico,  may  significantly 
contribute  to  elevated  PM-10  levels  in 
the  nonattainment  area."  As  such,  the 
area  may  qualify  for  exclusion  from 
reclassification  as  serious  under  section 
179B(d). 

On  December  16.  1991.  the  EPA 
Regional  Administrator  for  Region  IX 
sent  a  letter  to  the  Governor  of  Arizona 
notifying  him  of  the  State's  failure  to 
submit  a  SIP  for  Nogales.  This 
notification  started  the  18-month 
timeclock  which  will  result  in  the 
imposition  of  sanctions  if  EPA  does  not 
receive  a  SIP  (see  section  179(a)  of  the 
Act).  The  Arizona  Department  of 
Environmental  Quality  intends  to 
submit  a  SIP  by  the  end  of  1992.  They 
also  planned  to  initiate  a  project  in  the 
summer  of  1992  to  provide  additional 
emissions  inventory  data  and  source 
contribution  estimates  for  the  Nogales 
area. 

The  SIP'S  submitted  for  the  remaining 
5  areas  contain  control  strategy 
demonstrations  purporting  to  show  that 
the  NAAQS  will  be  attained  by 
December  31. 1994.  The  Agency  is 
reviewing  the  public  comments  received 
for  these  areas,  as  wefl  as  the  SIP  control 
strategies  and,  as  stated  previously,  will 
make  a  determination  concerning 
reclassification  upon  taking  rulemaking 
action  on  the  SIP's.  Further  discussion 
of  these  areas  follows  below. 

Klamath  Falls.  Oregon.  Based  upon 
EPA's  preliminary  review  of  the  PM-10 
SIP  submitted  in  response  to  the 
November  15. 1991  SIP  requirement. 
EPA.  at  this  time,  supports  the  State's 


»  "Praliminary  iBvMtlgalioa  of  Causes  and  Extent 
of  the  roogales.  Arizona  PM-10  Probleoi,"  Arizona 
Department  of  EnviroooMolal  Quality,  September 
1990 


determination  that  the  nonattainment 
area  will  practicably  attain  the  NAAQS 
by  December  31. 1994.  One  comment 
was  received  from  the  Oregon 
Department  of  Environmental  Quality 
opposing  reclassification.  The 
commenter  asserted  that  the  PM-10  SIP 
submittal  includes  the  necessary  air 
pollution  control  provisions  and  a 
demonstration  that  attainment  of  the 
NAAQS  by  December  31, 1994. 

Libby.  Montana.  Based  upon  EPA's 
preliminary  review  of  the  area's  PM-10 
SIP  submitted  in  response  to  the 
November  15, 1991  SIP  requirement. 
EPA.  at  this  time,  supports  Montana's 
determination  that  the  Libby 
nonattainment  area  will  practicably 
attain  the  NAAQS  by  December  31. 
1994.  The  Montana  Department  of 
Health  and  Environmental  Sciences 
submitted  comments  opposing 
reclassification.  The  commenter 
contended  that  the  SIP  contains  an 
adequate  control  strategy,  including 
point  source  permit  modification,  and 
that  it  would  be  premature  to  reclassify 
at  this  time. 

Oglesby.  Illinois.  Based  upon  EPA's 
preliminary  review  of  the  PM-10  SIP  for 
this  area,  EPA  at  this  time  supports  the 
State's  determination  that  the 
nonattainment  area  will  practicably 
attain  the  NAAQS  by  December  31. 
1994.  The  EPA  is  currently  evaluating 
the  SIP  and  will  make  a  final 
determination  about  reclassifying  the 
area  because  it  cannot  practicably  attain 
when  EPA  takes  formal  action  on  the 
submittal. 

Paul  Spur,  Arizona.  Based  upon 
EPA's  preliminary  review  of  the  SIP 
submitted  for  this  area,  EPA.  at  this 
time,  supports  Arizona's  determination 
that  the  nonattainment  area  will 
practicably  attain  the  NAAQS  by 
December  31, 1994.  The  Arizona 
Department  of  Environmental  Quality 
opposes  reclassification  based  upon 
EPA's  design  value  criteria  [see  56  FR 
58658:  Nov.  21. 1991]  and  its  belief  that 
EPA  should  review  the  SIP  before 
deciding  to  reclassify  the  area.  One 
comment  received  from  a  private 
corporation  adds  that  significant 
improvements  to  air  quality  have 
already  been  made  with  the  imposition 
of  control  measures  as  indicated  by  the 
data  from  1988  through  the  third  quarter 
of  1901.  Further  control  measures,  the 
commenter  claims,  are  outlined  in  the 
SIP  revision. 

Utah  County.  Utah.  Following  EPA's 
preliminary  review  of  the  PM-10  SIP 
submitted  for  this  area  in  response  to 
the  November  15. 1991  SIP  requirement. 
EPA.  at  this  time,  supports  Utah's 
determination  that  the  nonattainment 
area  will  practicably  attain  the  NAAQS 


by  December  31, 1994.  The  State  of 
Utah's  Department  of  Environmental 
Quality  opposes  reclassification  based 
on  its  belief  that  the  PM-10  SIP  revision 
provides  for  emissions  reductions 
sufficient  to  demonstrate  attainment  by 
December  31, 1994.  The  commenter 
states  that  EPA  should  be  fair  in  giving 
Utah  County  the  opportunity  to  show 
such  attainment. 

VI.  Effect  of  Reclassification 

Additional  SIP  revisions  are  required 
under  section  189(b)  of  the  Act  for  the 
nonattainment  areas  that  are  reclassified 
to  serious.  First,  regulations  requiring 
the  use  of  best  available  control 
measures  (BACM),  including  "the 
application  of  best  available  control 
technology  (BACT)  to  existing  stationary 
sources,"  must  be  adopted  and 
submitted  to  EPA  within  18  months 
after  the  area  is  reclassified  to  serious 
(section  189(b)(2)  of  the  Act).'*  The 
BACM  requirement  must  be 
implemented  within  4  years  after  the 
area  is  reclassified  (section  189(b)(1)(B) 
of  the  Act).  Second,  the  State  must 
submit  a  SIP  revision  within  4  years 
after  reclassification  of  the  area  (within 
18  months  after  reclassification  for 
failure  to  attain)  that  includes  a 
demonstration  that  the  plan  will  attain 
the  PM-10  NAAQS  by  December  31, 
2001  (see  sections  188(c)(2), 
189(b)(l)(A)(i),  and  189(b)(2)  of  the 
Act)."  Third,  section  189(b)(3)  of  the 
Act  provides  that  "for  any  Serious  Area, 
the  terms  'major  source'  and  'major 
stationary  source'  include  any  stationary 
source  or  group  of  stationary  sources 
located  within  a  contiguous  area  and 
under  common  control  that  emits,  or 
has  the  potential  to  emit,  at  least  70  tons 
per  year  of  PM-10."  This  provision 
requires,  among  other  things,  smaller 
new  and  modified  sources  (those  with 
the  potential  to  emit  70  tons  per  year  or 
greater,  rather  than  100  tons  per  year  or 


'*  As  with  RACM  and  RACT.  BACT  is  a  subset  of 
the  overarching  BACM  requirement.  The  BACT 
generally  refers  to  the  technological  control 
measure*  which  apply  to  large  stationary  sources. 
Thus,  any  reference  to  BACM  herein  implicitly 
includes  BACT. 

■>  Alternatively,  the  State  must  demonstrate  thai 
attainment  by  December  31.  2001.  is  impracticable, 
that  the  plan  provides  for  attainment  by  the  most 
expeditious  alternative  dale  practicable  (but  no 
more  than  S  years  after  the  serious  area  attainment 
date),  and  that  the  section  lS8(e)  of  the  Act 
requirements  for  receiving  an  extension  of  the 
attainmei  date  have  been  satisfied  (i.e..  the  plan 
includes  the  most  stringent  measures  that  are 
Included  in  the  implementation  plan  of  any  State 
or  are  achieved  In  practice  in  any  State  and  can 
feasibly  be  Implemented  In  the  area)|see  section  189 
(bKlMAKll)  of  the  Actl.  Areas  that  are  reclassified 
under  section  lS8(bM2)  of  the  Act  following  failure 
to  attain  must  submit  attainment  demoostarations 
within  18  months  after  reclassification  to  serious 
(see  section  lB9(bM2)  of  the  Act). 
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greater)  to  obtain  section  172,(c)(5)of  the 
Act  construction  permits  which  include 
requirements  to  comply  with  lowest 
achievable  emission  rates  and  to  obtain 
emission  offsets  [see  sections  172(c)(5) 
and  173  of  Act). 

Where  an  area  is  being  reclassified  to 
serious,  it  may  be  reasonable  for  States 
to  consider  the  relationship  of  RACM  to 
BACM  for  the  affected  sources.  The  EPA 
discussed  this  relationship  in  the 
proposal  for  today's  action  (see  56  FR 
58660-58661;  Nov.  21.  1991).  The  EPA 
anticipates  that  BACM  for  area  sources 
will  generally  be  additive  to  or  not 
significantly  incompatible  with  RACM 
for  these  sources.'*  Therefore,  the 
moderate  area  SIP's  for  the  areas  which 
EPA  is  reclassifying  should  continue  to 
implement  the  requirements  for  the 
application  of  RACM  to  appropriate 
sources.  After  reclassification  to  serious, 
additional  regulations  which  require 
BACM  must  be  adopted  and  submitted 
within  18  months  and  implemented 
within  4  years,  as  stated  above. 

Vn.  Miscellaneous 

A.  Executive  Orders 

Under  Executive  Order  12291.  EPA 
has  determined  that  this  action  is  not 
"major"  because  reclassification  of  the 


areas  does  not  have  an  annual  effect  on 
the  economy  of  $100  million  or  more, 
would  not  cause  a  major  increase  in 
prices,  and  would  not  have  a  significant 
adverse  impact  on  competition  or  the 
ability  of  United  States  enterprises  to 
compete  with  foreign  enterprises.  This 
notice  and  the  November  21, 1991 
proposal  were  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  as 
required  by  Executive  Order  12291.  Any 
written  comments  from  OMB  and 
written  EPA  resp<Mases  to  those 
comments  are  included  in  the  docket. 
Similarly,  any  written  comments  from 
OMB  regarding  today's  final  action,  and 
any  written  responses,  have  been  placed 
in  the  docket.  'This  action  does  not 
contain  any  information  collection 
requirements  subject  to  OMB  review 
under  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C.  sections  3501  et  seq.). 
A  federalism  assessment  vmder 
Executive  Order  12612  is  not  required 
for  this  action  since  this  action  was 
directed  under  section  188(b)(1)(A)  of 
the  Act. 

B.  Reguhtory  Flexibility  Act 

Under  5  U.S.C.  section  605(b).  the 
Administrator  has  certified  that 
redesignations  do  not  have  a  significant 
economic  impact  on  a  substantial 


number  of  small  entities  (see  46  FR 
8709).  Because  the  regulatory  impact  of 
reclassifications  \mdm  section  188(b)  of 
the  Act  is  no  different  substantively 
from  that  associated  with  designations, 
such  actions  are  also  not  expected  to 
have  significant  impacts  on  small 
entities. 

List  of  SubjecU  in  40  CFR  Part  81 

Air  pollution  control.  National  parks. 
Wilderness  areas. 

Dated:  November  18. 1992. 

William  ILReiUy, 

Administrator. 

PART  81— [AMENDED] 

1.  The  authority  citation  for  part  81 
continues  to  read  as  follows: 

Autfiority:  42  U.S.C  7407,  7501-7515. 
7601. 

2.  Section  81.305  is  amended  by 
revising  the  table  for  California— PM-10, 
to  read  as  follows: 

181.305    Callfomla. 


Caufornia.— Pf*-10.  Nonattainment  Areas 


Oaslgnated  area 


oaii  d 

1  Smi 
I      H, 

Mono* 


InyoCoufTty 

Owens  Valley  planntng  area  _...... ; — 

Hydfologk:  Unit  •16090103 
San  Bernardino.  Inyo,  and  Kem  Counties 

Seartes  Valley  pinrtng  area 

Hydrologic  Unit  •18090205 
County 

Mammoth  Lake  planning  area - 

Includes  the  (oAowing  sections: 

a.  Secdora  1-12, 17.  and  18  o(  Township  T4S.  R28E: 

b.  Sections  25-36  of  Township  T3S.  R28E: 
c  Sections  25-36  ol  Township  T3S.  R27E: 

d.  Sections  1-18  o<  Township  T4S.  R27E:  and 
a.  Sections  25  and  36  ol  Township  T3S.  R26E 
Fresno.  Kem.  Mngs.  Tutara.  San  Joaquin.  Stanisiaus.  Madera  Counties 

San  Joequin  Valey  planning  area  • 

niverside.  Los  Angeles.  Orange,  and  San  Bernardino  Counties 

South  Coast  Air  Basin •"• 

Riverside  County  * 

Coachella  VaHey  planning  area „ — 

Impertai  County 

Impertai  VaMey  planning  area ™. — r 

Rest  of  Stale 


Deslgnadon 


Data 


11/16/90 


11/15/90 


11/15/90 


11/15/90 

11/1S«0 

11/15/90 

11/16/90 
11/15m> 


Type 


Nonattainment 


Nonattainment 


Nonattainment 


Nonattainment 

Nonattainment 

Nonattainment 

Nonattainment 
Undassiflabie 


ciaiiinritinn 


Data 


11/16A0 
11/16«0 


os/oam 

02^06/93 
02/OMa 
11/16/90 


Typa 


Sarioua. 

Modarale. 


SaitouB. 
Sarioua. 
Saitoua. 


'*Thfl  EPA  also  discussed  the  relatfonship 
batween  RACM  ssd  BACM  in  die  "Gvianl 
Preamble  to  TitU  I  of  the  1990  Qesn  Air  Act 
AmendmenU."  S7  FR  13544  (April  16. 1992). 
Specifically.  EPA  indicated  that  it  may  be' 
reasonable  for  Sutes  containing  areas  that  will  be 


radassified  as  sarious  to  consider  the  compatibility 
of  RACM  and  RACT  with  BACM  and  BACT  thai 
ultimately  «rill  be  implemented  under  the  sarious 
area  plans  for  these  areas.  The  EPA  indicated  that 
States  containing  such  areas  need  not  require  m^r 
(Ganges  to  control  systems  for  specific  stack  and 


process  sources  in  the  aflKtad  moteate  ana  SIP'S 
where  they  demonstrate  dtal  such  ichmgas  will  be 
significantly  incompatible  «*ith  the  appUcatiaa  of 
BACT-leval  control  tystams. 


UMI 
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3.  Section  81.329  Is  anwndwl  by  §»1JM    HvmOm. 

revising  the  table  for  Nevade-^'M-10,        •        •        •        « 
to  read  as  follows: 


I  ss 


OeslgnaMd  aiM 


Wa 


Rano  planning  arse 

HydrograpNc  area  87 

Claik  County 
Las  Vegaa  planning  aiM 
HydrogtapWc  Afaa  212 
Rea  o«  Stale ; — 


NEVADA.— PU-10  NONATTAINMENT  AREAS 


11/tsm 

11ATS/90 


Type 


Nonattammeni 


UndassMabta 


OaaaMcaDon 


Data 


11/TV90 


02OV93 


Type 


Modamte 


Seilous. 


IFR  Dw:.  81-375  Filad  1-7-63;  •:45  ami 
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DEPARTMENT  OF  TRANSPORTATION 

Research  and  Special  Programs 
Administration 

49  CFR  Parte  172  ar>d  173 

(Doctat  No.  HI»-198A:  Amdl  Nos.  172-12S 
■f«d173-227] 

RIN  2137-AB31 

Elevated  Temperature  Meteriale; 
Revieiona  artd  Reaponae  to  Petltiona 
for  Reconeideration 

AGENCY:  Research  and  Special  Programs 
Administration  (RSPA).  DOT. 
ACTION:  Final  rule;  revisions  and 
response  to  petitions  for 
reconsideration.         

jUMMfinY-  In  response  to  petitions  for 
reconsideration,  this  final  rule  provides 
regulatory  relief  from  the  final  rule  for 
materials  posing  a  hazard  due  to  their 
being  offered  for  transportation  or 
transported  at  elevated  temperatures.  It 
offers  exceptions  from  packaging 
requirements  for  asphalt  kettles  and 
authorizes  continued  use  of  certain 
packaging  now  in  service  for  the 
transportation  of  elevated  temperature 
materials.  In  addition,  this  fmal  rule 
contains  editorial  and  technical 
corrections  to  the  final  rule. 
EFFECTIVE  DATE:  January  8. 1993. 
FOR  FURTHER  MfORMATION  CONTACT: 
Beth  Romo.  Office  of  Hazardous 
Materials  Standards.  (202)  365-44WI. 
lames  K.  O'Steen.  or  William  Cramer. 
Office  of  Hazardous  Materials 
Technology.  (202)  366-^545.  U.S. 
Department  of  Transportation.  400 
Seventh  Street  SW..  Washington.  DC 
20590-0001. 

SUPPLEMENTARY  MPORMATION: 
I.  Background 

On  October  2. 1991  (56  FR  49980).  the 
Research  and  Special  Programs 
.Administration  (RSPA)  published  a 
tlnal  rule  under  Docket  HM-198A 
entitled  "Elevated  Temperature 
Materials".  Under  this  final  rule.  RSPA 
adopted  regulations  for  materials  which 
pose  a  hazard  due  to  their  being  offered 
for  transportation  or  transported  at 
elevated  temperatiu«s.  Included  were 
materials  in  a  liquid  phase  having 
temperatures  at  or  above  100  °  C  (212  " 
F)  and  materials  in  a  solid  phase  having 
temperatures  at  or  above  240 "  C  (464 " 
F).  Also  subject  to  the  new  regulations, 
as  flammable  liquids,  were  materials  in 
a  liquid  phase  with  flash  points  at  or 
above  37.8°  C  (100  *  F)  which  are 
intentionally  heated  and  offered  for 
transportation  or  transported  in  bulk 
quantities  at  or  above  their  flash  points. 


The  new  regulations  imposed  hazard 
communicatioQ.  classificatim.  and 
performance  packaging  requirements  on 
materials  in  bulk  packagings  which  are 
intentionally  heated  before  or  during 
transportation.  The  final  rule  authorized 
existing  equipment  to  be  used  for 
significant  periods  of  time  if  in 
compliance  with  certain  minimum 
performance  standards.  Certain 
exceptions  were  provided  for 
environmentally-heated  materials, 
materials  in  non-bulk  packagings.  solid 
elevated  temperature  materials,  and 
molten  metals  and  molten  glass 
transported  in  rail  cars. 

RSPA  received  numerous  petitions  for 
reconsideration  requesting  a  delay  in 
the  compUance  dates  contained  in  the 
final  rule  to  allow  affected  entities 
sufficient  time  to  come  into  compliance 
with  the  new  requirements.  On 
December  31. 1991  (56  FR  67542).  RSPA 
published  a  delay  of  compliance  dates 
for  certain  packaging  provisions.  RSPA 
also  clarified  that  transition  dates 
provided  in  §  171.14(b)(3)  and  (b)(4).  as 
adopted  under  Docket  HM-lBl 
(December  20. 1991;  56  FR  66124)  for 
compliance  with  new  hazard 
communication  and  classification 
requirements,  also  apply  to  elevated 
temperature  materials.  Therefore, 
although  the  Docket  HM-198A  final 
rule  was  effective  March  30, 1992.  the 
transitional  provisions  of  §  171.14(b)(3) 
and  (b)(4)  allow  a  delay  of  compliance 
dates  for  classification  and  hazard 
communication  requirements  for 
elevated  temperature  materials  until 
October  1. 1993,  except  for  placarding 
requirements  which  are  not  mandatory 
until  October  1. 1994. 

n.  Petitions  for  Kaconsideratioo 

RSPA  received  seventeen  petitions  for 
reconsideration  to  the  final  rule.  Each 
petition  requested  revisions  to  the 
packaging  requirements,  especially  for 
asphalt  and  bitumen.  All  petitions  for 
reconsideration  have  been  considered  in 
preparing  this  document.  Based  on  the 
merit  of  petitions.  RSPA  is  revising 
certain  provisions  of  the  regulations. 
These  revisions  are  discussed  in  detail 
in  the  section-by-section  review. 

Except  as  adopted  herein,  all  petitions 
for  reconsideration  received  by  RSPA 
regarding  issues  addressed  in  the  final 
rule  published  on  October  2.  1991 
(Docket  HM-198A)  are  hereby  denied. 
Any  subsequent  submission  regarding 
issues  relating  to  this  rulemaking  must 
be  filed  as  petitions  for  rulemaking  in 
conformance  to  49  CFR  106.31. 

These  amendments  clarify  and  correct 
certain  provisions  of  the  final  rule  in 
response  to  petitions  for 
reconsideration.  These  changes  impose 


no  new  regulatory  burden  on  any  person 
and  provide  relief  frbm  existing 
requirements;  therefore,  notice  and 
public  comment  are  unnecessary  and 
good  cause  exists  to  make  these 
amendments  effective  less  than  30  days 
following  publication. 

m.  Regulatory  Review  Issues 

In  response  to  the  President's  January 
28. 1992  announcement  of  a  federal 
regulatory  review.  DOT  published  a 
notice  on  February  7, 1992  (57  FR  4744) 
soliciting  public  comments  on  the 
Department's  regulatory  programs. 
RSPA  received  three  comments 
concerning  Docket  HM-198A.  Two  of 
the  comments  reiterated  earlier  petitions 
requesting  revisions  to  venting 
requirements  and  exemption  of  asphalt 
and  bitumen  from  the  regulations. 
RSPA's  response  to  these  comments  is 
discussed  in  the  section-by-section 
review.  The  third  comment  requested 
that  consistency  be  maintained  between 
domestic  and  international  provisions. 
RSPA  has  and  will  continue  to 
harmonize  regulatory  requirements  with 
international  requirements  as  much  as 
possible.  International 
recommendations  for  the  transportation 
of  elevated  temperature  materials  are 
under  consideration  by  the  UN 
Committee  of  Experts  on  the  Transport 
of  Dangerous  Goods.  A  U.S.  paper 
patterned  after  the  RSPA's  regulations 
on  elevated  temperature  materials  is  the 
basis  for  UN  consideration  of 
international  regulations  of  ETMs. 

Section-by-Section  Review 

The  following  section-by-section 
review  addresses  revisions  to  the 
October  2, 1991  final  rule. 

Section  172101 

Editorial  corrections  are  made  to  two 
entries  in  the  Hazardous  Materials 
Table.  Because  §  173.247  was 
restructured  for  consistency  with  other 
bulk  packaging  sections,  the  entry 
"Elevated  temperature  material,  solid. 
n.o.s."  is  revised  to  reference  the 
redesignated  paragraph.  The 
identification  number  for  the  entry 
"Flammable  liquid,  elevated 
temperature  material,  n.o.s."  is  revised 
to  read  "NA9276".  The  previous 
identification  number  "NA9275"  was 
assigned  to  regulated  medical  waste. 
Because  of  the  earlier  hazard 
communication  transition  dates 
required  for  regulated  medical  waste. 
"NA9275"  is  being  continued  as  the 
identification  number  assi^ed  to 
regulated  medical  waste. 


Section  1 7'* 


Section  1 7i 


Section  17 
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Section  172.203 

Paragraph  (g)(3)  is  revised  to  correct  a 
section  reference. 

Section  172.325 

The  requirement  for  each  bulk 
package  containing  an  elevated 
temperature  material  (ETM)  to  be 
marked  "HOT"  (or  "MOLTEN 
ALUMINUM"  or  "MOLTEN  SULFUR") 
on  each  side  and  each  end  is  revised  to 
require  the  marking  only  on  two 
opposing  sides.  This  revision  is 
consistent  with  additional  marking 
requirements  for  other  materials,  such 
as  materials  poisonous  by  inhalation. 

A  fmal  rule  issued  October  1, 1992 
under  Dockets  HM-181  and  HM-189 
added  a  domestic  exception  from  the 
Class  9  placarding  requirements.  Under 
this  exception,  placards  are  not  required 
on  bulk  packagings  containing  elevated 
temperature  materials  in  Class  9  if  the 
package  is  marked  on  each  side  and 
each  end  with  the  appropriate 
identification  number  on  an  orange 
panel  or  a  white-square-on-point 
display  configimition.  The  adoption  of 
this  domestic  exception  from  Class  9 
placarding  requirements  provides 
economic  and  regulatory  relief. 

In  this  document,  a  new  paragraph  (cj 
is  added  to  allow  the  word  "HOT"  to  be 
displayed  in  the  upper  comer  of  the 
same  white-square-on-jjoint  display 
configuration  used  for  the  identification 
number.  The  50  mm  (2  inches) 
minimum  height  prescribed  for  the 
letters  in  the  word  "HOT"  applies  to  all 
bulk  peu::kagings,  including  rail  cars, 
under  this  provision.  However,  the  100 
mm  (3.9  inches)  minimum  height  for 
rail  car  markings,  as  specified  in 
§  172.302.  still  applies  if  the  word 
"HOT"  is  marked  on  the  rail  car  itself 
or  on  a  plain  white-square-on-point 
display  configuration. 

Section  173.247 

The  format  of  this  section  is 
restructured  for  consistency  with  the 
bulk  packaging  sections  adopted  in  a 
final  rule  issued  December  20, 1991 
under  Docket  HM-181.  The 
introductory  text  clarifies  that,  on  or 
after  October  1, 1993.  bulk  packagings 
must  meet  all  requirements  in  ptuagraph 
(g)  unless  otherwise  excepted. 

The  packaging  authorizations  in 
paragraphs  (a)  and  (c)  remain 
ui>changed.  but  the  paragraphs  are 
restructured.  In  paragraph  (b).  RSPA  is 
providing  an  exception  to  permit  the 
use  of  hat  shaped  or  open  channel 
stiffening  rings  on  carbon  steel  tanks 
used  to  transport  ETMs  because  the 
elevated  temperatures  prevent 
accumulation  of  moisture  which  can 


cause  corrosion  xmder  the  hat  shaped  or 
open  channel  stiffening  rings. 

Several  petitioners  requested 
clarification  whether  cargo  tanks  must 
conform  to  the  current  MC  300  series 
specifications  and  then,  after  September 
30, 1993,  DOT  400  soies  specifications. 
Until  September  30, 1993,  non- 
specification  cargo  tanks  intended  for 
ETM  service  may  be  built  either  to  the 
accident  damage  resistance  and 
structural  integrity  levels  of  the  MC  306. 
MC  307  or  MC  312  series  tanks  or  the 
DOT  400  series  tanks.  Tanks  built  after 
that  date  must  meet  both  accident 
damage  resistance  and  structural 
integrity  requirements  specified  for  DOT 
400  series  cargo  tank  motor  vehicles. 
Specification  packagings  that  are  being 
manufactured  for  the  transport  of  ETMs 
must  be  authorized  for  current 
construction. 

Petitioners  also  asked  RSPA  to 
confirm  that  self-closing  stop  valves  and 
gauging  devices  on  packages  containing 
viscous  materials  such  as  asphalt  and 
molten  sulfur  do  not  have  to  conform  to 
requirements  for  MC  300  or  DOT  400 
series  cargo  tanks.  This  is  correct  for  a 
non-specification  packaging  built  with 
structural  design  and  accident  damage 
resistance  equivalent  to  specification 
packaging. 

Petitioners  stated  that  most  asphalt 
and  bitumen  kettles  have  a  capacity 
between  400  and  600  gallons  (2086  and 
3129  L).  According  to  petitioners, 
imposing  current  closure  requirements 
on  these  packagings  would  cause  great 
expense.  Petitioners  stated  that  kettles 
carry  smaller  quantities  of  asphalt  and 
bitiunen  and  thus  do  not  pose  a 
significant  transportation  hazard.  RSPA 
agrees  that  smaller  quantities  of  asphalt 
and  bitumen  pose  a  lesser  potential 
hazard  and.  dheie  to  a  wide  usage  of  this 
type  of  packaging  in  transportation,  it  is 
important  to  recognize  the  unique 
characteristics  of  asphalt  and  bitumen 
kettles.  Therefore,  RSPA  is  providing 
specific  packaging  exceptions  for 
kettles.  These  exceptions  may  be 
broadly  categorized  as  imposing  certain 
minimal  requirements  on  existing 
kettles  and  providing  incentives  for 
future  construction  of  kettles  with  high 
overturn  stability. 

Paragraph  (e)  contains  new  packaging 
requirements  for  asphalt  and  bitumen 
kettles  and  provides  exceptions  for 
kettles  manufactiued  to  certain  stability 
and  capacity  requirements.  A  kettle,  as 
defined  by  ^e  National  Roofing 
Contractors  Association  (NRCA),  is  a 
portable  heating  apparatus  used  for 
melting  various  bituminous  products, 
such  as  asphalt,  used  in  the  roofing  and 
paving  industries.  It  is  designed  to  be 
loaded  through  an  opening  on  its  top. 


which  is  covered  by  a  metal  lid.  Burner 
imits  are  typically  fueled  by  LP  gas, 
kerosene,  or  diesel  fuel.  Kettles  typfcally 
range  in  capacity  for  132  to  5678  L  (35 
to  1500  gallons)  and,  depending  on  the 
size  of  the  kettle,  can  have  up  to  three 
axles.  Kettles  may  be  trailer  or  skid 
mounted  for  truck  transport  to  job  sites 
or  for  use  during  road  and  highway 
construction  and  repair. 

The  NRCA  also  provided  an  analysis 
of  the  center  of  gravity  of  a  half-filled 
"typical  kettle  model"  having  high 
overturn  stability.  Overturn  stability  can 
be  analytically  represented  by 
calculating  the  ratio  of  kettle  track- 
width  to  loaded  center  of  gravity  (CG) 
height.  Track-width  is  the  distance 
measured  between  the  outer  edge  of  the 
kettle  tires.  CG  height  is  measured 
perpendiciilarly  fit>m  the  road  surface. 
For  this  model  the  ratio  was  3:4. 
Because  this  ratio  is  simple  to  calculate 
and  provides  an  objective  way  to 
compare  overturn  stability  of  various 
kettle  designs.  RSPA  is  adopting  this 
ratio  as  a  guide  for  determining 
exceptions  from  the  packaging 
requirements  of  paragraph  (g)  for  kettles. 
The  NRCA  petition  also  stated  that 
"larger  kettles"  of  similar  design  are 
even  more  stable.  RSPA  agrees  that 
kettles  with  a  high  overturn  stability 
have  a  reduced  probability  of  single 
vehicle  accidents  due  to  overturn  and 
should  be  excepted  from  the  overturn 
requirements.  In  view  of  this,  RSPA 
encoiu-ages  future  construction  of  kettles 
having  a  ratio  of  track-width  to  fully 
loaded  CG  height  greater  than  2:5  and  is 
-  providing  certain  exceptions  trom  the 
requirements  in  paragraphs  (g)(2)  and    . 

(g)(6). 

In  paragraph  (e)(1),  low  stability 
kettles  with  a  ratio  of  track- width  to 
fully  loaded  CG  height  of  less  than  2:5 
must  meet  all  packing  requirements  of 
paragraph  (g).  This  insures  that  kettles 
manufactured  on  or  after  October  1, 
1993  having  a  higher  probability  of 
overturn  must  meet  the  overturn 
protection  requirements.  Paragraph 
(e)(1)  also  explains  the  method  to  be 
used  to  measure  track-width  and  center 
of  gravity  height  in  order  to  calculate 
the  roll  stability  ratio. 

In  paragraph  (e)(2)(i),  high  stability 
kettles  of  less  than  2650  L  (700  gallons) 
which  have  a  ratio  of  track-width  to 
fully  loaded  CG  height  of  2:5  or  more 
are  excepted  from  all  requirements  of 
paragraph  (g)(2),  and  rollover  protection 
requirements  of  paragraph  (g)(6), 
provided  closures  are  securely  closed 
during  transport  and  designed  to 
prevent  opening  and  expulsion  of  the 
lading  in  a  rollover  accident.  RSPA  is 
granting  this  exception  to  encourage 
future  manufacture  of  kettles  which 
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have  a  lower  probability  of  overturn 
and.  therefore,  less  need  for  overturn 
protection  and  closure  requirements. 
Paragraph  (e)(2)(ii)  provides  larger 
kettles  having  a  capacity  of  2650  L  (700 
gallons)  or  more  and  a  ratio  of  track- 
width  to  hilly  loaded  CG  height  of 
greater  than  2:5  an  exception  from  the 
requirements  for  leak  tightness  in 
paragraph  (g)(2)  and  the  rollover 
protection  requirements  of  paragraph 

teJ<6).  u  u  ,u 

Paragraph  (0  reqmres  that  any  bulk 
packaging  intendwi  for  ETM  service, 
which  is  not  authorized  in  paragraphs 
(a)  through  (e),  meet  the  packaging 
requirements  of  paragraph  (g)  on  or  after 
October  1. 1993.  The  revised  packaging 
standards  for  ETMs  are  contained  in 
paragraph  (g). 

Petitioners  expressed  concern  over 
whether  pressure  or  vacuum  control 
devices  or  vents  are  required  on  all  ETM 
packagings.  Such  devices  are  required 
only  under  certain  conditions,  as 
clarified  in  paragraph  (g)(1).  When  such 
devices  are  required,  they  must  be  of  a 
self-reclosing  natiire. 

One  petitioner  asked  RSPA  to  allow 
tanks  with  no  vents  if  they  are 
constructed  to  withstand  any  vacuum  or 
pressure  which  might  occur  under 
extreme  circumstances.  The  provisions 
in  the  final  rule  for  pressure  and 
vacuum  control  equipment  do  not 
require  venting  if  the  pressure  within 
the  tank  increases  or  decreases  less  than 
10%  or  if  the  tank  was  built  to 
withstand  a  full  vacuum  (i.e.  100  kPa. 
14.5  psig  external  pressure).  RSPA  is 
reducing  the  pressxire  of  14.7  psig  to 
14.5  psig  to  conform  to  the  accepted 
values  for  an  atmosphere  of  pressure  as 
found  in  §171.10. 

Paragraphs  (g)(l)(i)  and  (g)(l)(ii) 
prescribe  general  requirements  and 
exceptions  for  pressure  and  vacuum 
control  equipment.  Absolute  pressures 
should  be  used  to  calculate  changes  in 
order  to  obtain  meaningful  differences. 
Paragraph  (g)(l)(i)  is  revised  to  clarify 
what  temperature  range  must  be  used  to 
determine  eligibility  for  an  exception 
from  installing  pressure  control 
equipment  on  packagings  transporting 
ETMs.  The  final  rule  requires  that  such 
equipment  must  "prevent  rupture  *  •  • 
from  heating,  including  fire 
engulfmenf;  however,  because  no 
specific  temperature  range  would  apply 
in  all  situations,  a  specific  pressure  rise 
cannot  be  calculated.  Under  this 
exception,  packagings  containing 
elevated  temperature  materials  having 
low  vapor  pressure  at  high  temperatures 
(including  temperatures  encountered  in 
a  fire  engulfment  scenario)  may  be 
excepted  from  pressure  control 
equipment  because  of  the  low  risk  of 


packaging  rupture  due  to  vapor  pressure 
rise  of  the  laaing  in  a  fire  engulfrnent 
scenario.  Hierafore.  a  specific 
temperatvire  range,  extending  from  the 
lowest  designed  operating  temperatxire 
to  the  temperature  encountered  in  a  fire 
engulfment  scenario,  is  provided  to 
calculate  if  an  exception  from  pressure 
control  equipment  is  authorized. 

A  corresponding  revision  in 
paragraph  (g)(l)(ii)  clarifies  the 
temperature  range  to  be  used  in 
determining  any  exception  from 
installing  vacuum  control  equipment. 
Again,  because  no  specific  temperature 
range  for  cooling  is  required  in  the  final 
rule,  a  specific  pressure  decrease  cannot 
be  calculated.  Revised  paragraph 
(g)(l)(ii)  clarifies  that  if  pressure  in  a  .. 
packaging  decreases  less  than  10 
percent  due  to  a  lading  temperature 
drop  from  the  highest  designed 
operating  temperatxire  to  the  lowest 
temperature  expected  during  transport, 
no  vacuum  control  eouipment  is 
required.  Therefore,  tne  largest  pressure 
change  expected  during  a  shipment 
must  be  considered  before  an  exception 
from  vacuum  control  equipment  is 
authorized. 

hi  paragraph  {g)(l)(iii).  RSPA  is 
authorizing  the  use  of  permanent 
openings  and  frangible  safety  vents  for 
transport  by  hi^way  and  safety  vents 
for  transport  by  rail  if  viscous  lading 
will  cause  fouling  of  the  reclosing 
valves.  The  maximum  size  allowed  for 
a  permanent  opening  on  pressure  and 
vacuum  control  devices  is  increased 
from  a  diameter  of  38  mm  (1.5  inches) 
to  a  maximum  effective  area  of  22  cm^ 
(3.4  in^).  This  diange  is  the  equivalent 
of  increasing  the  maximum  diameter 
allowed  for  a  circular  permanent 
opening  to  53  cm  (2.08  inches)  and 
permits  greater  flexibility  fb  use  opening 
shapes  other  than  circular  openings. 
This  increase  is  based  on  the  merit  of 
petitions  citing  the  current  industry 
practice  of  using  two-inch  nominal  pipe 
(two-inch  nominal  pipe  has  a  2.0625- 
inch  diameter)  as  a  means  of  venting 
ETM  vapors  during  transport.  Further, 
for  bulk  packagings  transporting  asphalt 
and  bitumen.  RSPA  is  authorizing  an 
opening  with  a  maximum  effective  area 
of  46  cm^  (7.4  in^).  which  is  the 
equivalent  of  increasing  the  maximum 
diameter  allowed  for  a  circular 
permanent  opening  to  7.8  cm  (3.07 
inches),  allows  an  opening  with  a  three- 
inch  nominal  pipe  diameter  (three-inch 
nominal  pipe  has  a  3.068-inch 
diameter).  This  accommodates  certain 
tanks  having  three-inch  nominal  pipe 
vents  and  provides  consistency  with  the 
National  Fire  Protection  Association 
(NFPA)  385  recommendation  that  "at 
least  2  inch  nominal  pipe"  be  used  for 


venting  asphalt  and  bitumen  tanks.  A 
three-inch  diameter  opening  will  allow 
sufficient  venting  of  vapors  during 
transport  and  will  prevent  large 
amounts  of  ETM  from  being  released 
suddenly  in  an  overturn.  However. 
RSPA  is  not  adopting  the  NFPA's  open- 
ended  minimum  of  "at  least  two 
inches."  If  no  maximum  opening  size  is 
specified,  potentially  large  permanent 
openings  would  be  authorized, 
conflicting  with  RSPA's  intent  to 
prevent  significant  release  of  lading  in 
an  overturn. 

The  provision  for  installing  frangible 
safety  vents  instead  of  permanent 
openings  is  based  on  the  merit  of  a 
petition  from  the  Sulphur  Institute.  All 
pressure  and  vacuum  control  devices 
must  prevent  release  of  lading  during 
normal  transport  conditions  due  to 
splashing  or  surging  of  the  lading. 

The  final  rule  required  marking  the 
manufacturer's  name,  date  of 
manufactiu^.  design  temperature  range, 
and  maximum  product  weight  on  eacn 
packaging  used  to  transport  ETMs  and 
specified  the  size  of  the  markings  to  be 
at  least  9.5  mm  (0.375  inches).  RSPA 
received  several  petitions  requesting  a 
reduction  in  the  minimum  size  of  the 
characters  to  4.8  mm  (Via  inch)  for 
consistency  with  the  size  of  characters 
required  on  manufacturer  identification 
plates  for  certain  DOT  specification 
packagings.  RSPA  agrees  and  is 
reducing  the  minimum  size  requirement 
to  4.8  mm  (Vio  inch). 

The  requirement  to  mark  "nominal 
capacity"  is  removed,  and  a  provision  to 
mark  "volumetric  capacity"  as  an 
alternative  to  maximum  product  weight 
is  added.  In  response  to  a  petition  from 
the  Sulphur  Institute,  paragraph  (g)(5) 
also  is  revised  to  provide  an  alternative 
marking  "load  limit"  instead  of 
"maximum  product  weight"  for  tank 
cars.  "Load  limit"  means  the  maximum 
allowable  weight  on  rail  minus  the  tare 
weight  of  the  tank  car.  For  example,  if 
the  maximum  allowable  weight  on  rail 
is  263.000  pounds  and  if  the  tank 
weighs  63.000  pounds,  the  load  limit  is 
200,000  poimds. 

The  exception  in  paragraph  (g)(l).(iii) 
allowing  permanent  openings  is 
repeated  in  paragraph  (g)(2).  Paragraph 
(g)(3)  is  revised  for  clarification,  and 
paragraph  (g)(4)  is  unchanged.  One 
petitioner  questioned  whether  bottom- 
fired  kettles  having  a  spray  wand  and 
similar  road  oil  application  equipment 
used  to  seal  cracks  would  be  considered 
as  sprayers.  RSPA  considers  this 
equipment  to  be  spraying  equipment; 
therefore,  such  equipment  is  excepted 
from  accident  damage  protection 
requirements.  Parag^ph  (g)(6)  is  revised 
to  clarify  that  spraying  equipment  and 
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road  oil  application  equipment  are  not 
raqniied  to  be  protected;  however,  other 
applicable  parts  of  the  packaging  must 
be  appropriately  protected. 

New  paragraph  (g)(7]  is  added  to 
claiify  tnat  tne  continued  manufacture 
of  packagings  listed  in  paragraphs  (a) 
through  (c)  is  not  authorized  if 
construction  of  those  packagings  is 
prohibited  elsewhere  in  the  HMR. 

Many  of  the  petitioners  asked  RSPA 
to  extend  its  grandfothering  provisions 
for  continued  use  of  existing  equipment 
from  20  years  to  up  to  40  years,  while 
others  a^ed  for  unUmited  hfe. 
Petitioners  representing  the  asphalt 
industry  claimed  that,  because  asphalt 
is  traiuported  short  distances  only  three 
to  six  months  of  the  year,  the  usable  life 
of  an  asphalt  packaging  is  greater  than 
20  vears. 

Asphalt  industry  petitioners  cited  an 
exemplary  safety  record  as  the  basis  for 
requesting  relief  horn  the  retrofit  and 
Hmited  grandfathering  provisions  of  the 
final  rule.  One  petitioner  claimed  that 
retrofitting  existing  asphalt  and  bitumen 
packagings  to  meet  accident  damage 
protection  requirements  would  cost  as 
much  as  $10,000  per  unit.  Another 
petitioner  stated  that  of  the 
approximately  10.000  asphalt  cargo 
taiiks  in  service,  only  a  small  fraction 
are  built  to  MC  306  specifications.  The 
majority  of  these  cargo  tanks  are  used  to 
transport  previously  unregulated 
asphalt.  One  petitioner  estimated  that 
up  to  9.000  taJoks  would  require  a 
partial  retrofit  to  serve  out  their  20-year 
lives,  presenting  serious  difficulties  for 
the  road  construction  industry  and 
resulting  in  higher  roadway 
construction  and  maintenance  costs. 
Asphalt  industry  petitioners  asked 
RSPA  to  allow  cargo  tanks  built  prior  to 
March  1993  to  be  used  without  retrofit 
for  the  duration  of  their  20-year  service 
lives  and,  further,  to  consider  extending 
the  service  lives  for  these  tanks  to  up  to 
40  years. 

RSPA  believes  the  petitions  are  of 
sufficient  merit  to  allow  the  continued 
use  of  packagings  in  elevated 
temperature  material  service  which 
were  manufactured  before  October  1. 
1993,  if  the  packagings  meet  the  general 
packaging  requirements  of  subparts  A 
and  B  of  part  173.  In  addition.  RSPA  is 
removing  the  marking  and  accident 
damage  retrofit  requirements  for  asphalt 
and  bitumen  packagings.  However,  to 
promote  safety.  RSPA  encourages  the 
cargo  tank  owners  to  add  accident 
damage  protection  whenever 
practicable,  such  as  when  a  packaging  is 
undergoing  major  repair  or 
reconditioning. 

Paragraph  (h)  provides  exceptions 
from  certain  packaging  requirements. 


The  Truck  Trailer  Manufacturers 
AssodatJrai  asked  whether  existing 
cargo  tanks  designed  for  the 
transportation  of  molten  sulphur, 
dimethyl-terephthalate  and  {^thalic 
anhydride  may  continue  in  service  if  in 
compliance  only  with  the  closure 
requirement  by  March  30, 1995.  This  is 
correct.  RSPA  realizes  that  many 
packagings  currently  in  ETM  service 
will  not  be  authorized  for  new 
construction  on  or  after  October  1. 1993. 
However,  paragraph  (h)(1)  is  revised  to 
clarify  that  such  packagiiigs  may 
continue  in  ETM  service  if  the  closxire 
requirements  of  paragraph  (gK2)  are  met 
by  March  30, 1995,  and  if  the  packaging 
conforms  to  the  general  packaging 
requirements  in  subparts  A  and  B  of 
part  173. 

As  mentioned  earlier,  petitioners 
stated  that  most  asplialt  and  bitumen 
kettles  have  a  capacity  between  400  and 
600  gallons  (1515  and  2270  L).  RSPA 
believes  that  smaller  quantities  of 
asphalt  and  bitumen  pose  a  lesser 
potential  hazard  and,  due  to  a  wide 
usage  of  this  type  of  packaging  in 
transportation,  it  is  important  to 
recognize  the  unique  diaracteristics  of 
asphalt  and  bitumen  kettles.  Therefore, 
in  this  document,  RSPA  is  providing 
specific  packaging  exceptions  for  kettles 
which  will  result  in  economic  relief  to 
industry.  These  exceptions  may  be 
broadly  categorized  as  imposing  certain 
minimal  requirements  on  existing 
kettles  and.  as  discussed  earlier, 
providing  incentives  for  future 
construction  of  kettles  with  high 
overturn  stability. 

Paragraph  (h)[2)  provides  exceptions 
for  asphalt  or  bitumen  kettles 
manufactured  before  October  1, 1993. 
Kettles  transporting  asphalt  and 
bitumen  and  having  less  than  2650  L 
(700  gallons)  total  capacity  are  excepted 
in  paragraph  (h)(2)(i)  from  general 
packaging  requirements  of  this  section 
except  for  securing  closures  during 
transport.  Lids,  closures,  and  covere  on 
these  packagings  must  be  secured  by 
March  30, 199S  in  such  a  way  as  to 
resist  opening  in  the  event  of  overturn. 
By  this  date,  all  other  ETM  packagings 
in  service  before  October  1. 1993  must 
be  retrofitted  with  closures  which  fully 
meet  the  requirements  of  paragraph 

(g)(2). 

Under  paragraph  (h)(2)(il),  kettles 
having  a  capacity  of  2650  L  (700 
gallons)  or  greater  and  in  service  before 
October  1, 1993  must  meet  certain 
closure  requirements  in  paragraph  (g)(2) 
by  October  1, 1995.  These  packagings 
may  continue  in  service  for  as  long  as 
they  conform  to  the  general  packaging 
requirements  in  subparts  A  and  B  of 
part  173. 


The  exceptions  in  patagrapha  (hM3) 
and  (h)(4)  for  molten  metals  and  moHan 
glass  by  rail,  and  aolid  elevated 
temperature  materiels  remain 
imchanged  from  the  final  rule. 

49App.  U.S.C.  1804(a)(4)  (A)  and  (B) 

In  February  28. 1991  final  rule  (56  FR 
8616).  RSPA  added  this  new 
preenq)tion  standard  to  §  107.202  to 
minor  the  sUtute?  Section  105(aU5)  of 
the  HMTA.  as  amended  by  the 
HMTUSA.  provides  that  if  DCTT  issues 
a  regulation  concerning  any  of  the 
covered  subjects  after  the  date  of 
enactment  of  the  HMTUSA  (November 
16. 1990),  DOT  must  determine  and 
publish  in  the  Federal  Register  the 
effective  date  of  the  Federal  preemption. 
That  effective  date  may  not  be  earlier 
than  the  90th  day  following  the  date  of 
issuance  and  not  later  than  two  years 
after  the  date  of  issuance. 

To  the  extent  that  the  requirements  of 
Docket  HM-198A  involve  covered 
subjects.  States,  political  subdivisions, 
or  Indian  tribes  may  only  establish, 
maintain,  and  enforce  laws,  regulations, 
or  other  requirements  concerning  such 
subjects  if  they  are  substantively  the 
same  as  the  requirements  In  Docket 
HM-198A.  In  a  May  13, 1992  final  rule 
(57  FR  20424).  RSPA  defined  the  phrase 
"substantively  the  same".  RSPA  has 
determined  that  the  effective  date  of 
Federal  preemption  for  these 
requirements  will  be  October  1. 1993. 

IV.  Regulatory  Anal]rses 

A.  Executive  Order  12291  and  DOT 
Regulatory  Policies  and  Procedures 

This  final  rule  has  been  reviewed 
imder  the  criteria  specified  in  §  1(b)  of 
Executive  Order  12291  and  (1)  is 
determined  not  to  be  a  major  rule  under 
Executive  Order  12291;  (2)  does  not 
require  a  Regulatory  Impact  Analysis; 
and  (3)  is  not  "significant"  under  DOT'S 
regulatory  policies  and  procedures  (44 
FR  11034).  This  final  rule  does  not 
impose  additional  requirements  and,  in 
fact,  provides  regulatory  and  economic 
relief  in  some  areas.  The  net  result  is 
that  costs  imposed  under  the  final  rule 
published  in  the  Federal  Register  on 
October  2, 1991  (56  FR  49980)  are 
reduced,  but  without  a  reduction  in 
safety.  The  original  regulatory 
evaluation  of  the  final  rule  has  been 
reexamined  but  not  modified.  The 
changes  made  under  this  rule  provide 
relief  and  will  not  result  in  an  advene 
economic  impact  on  industry. 

B.  Executive  Order  12612 

This  action  has  been  analyzed  in 
accordance  with  Executive  Order  12612 
("Federalism").  The  HMTA  contains  an 
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express  preemption  provisions  which 
RSPA  is  implementing  at  the  minimum 
level  necessary  to  achieve  the  objectives 
of  the  statute.  Therefore,  preparation  of 
a  Federalism  Assessment  is  not 
warranted. 

C.  Impact  on  Small  Entities 

Based  on  limited  information 
concerning  size  and  nature  of  entities 
likely  to  be  affected  by  this  rule.  I  certify 
that  this  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 


D.  Paperwork  Beduction  Act 

This  amendment  imposes  no  changes 
to  the  information  collection  and 
recordkeeping  reqiiirements  contained 
in  the  October  2. 1991  final  rule  for 
§§  172.201  and  172.203.  which  were 
approved  by  the  Office  of  Management 
and  Budget  (OMB)  under  the  provisions 
of  44  U.S.C.  chapter  35. 

E.  Regulation  Identifier  Number  (RIN) 

A  regulation  identifier  number  (RIN) 
is  assigned  to  each  regulatory  action 
listed  in  the  Unified  Agenda  of  Federal 
Regulations.  The  Regulatory  Information 
Service  Center  publishes  the  Unified 
Agenda  in  April  and  October  of  each 
year.  The  RIN  number  contained  in  the 
heading  of  this  document  can  be  used 
to  cross-reference  this  action  with  the 
Unified  Agenda. 

F.  National  Environmental  Policy  Act 

This  rule  has  been  reviewed  under  the 
National  Environmental  Poli(^  Act  (42 


U.S.C.  4321  et  seq.)  and  does  not  require 
an  environmental  impact  statement. 

List  of  Subjects 

49  CFR  Part  172 

Hazardous  materials  transportation. 
Hazardous  waste.  Labeling.  Packaging 
and  containere.  Reporting  and 
recordkeeping  reqmremenls. 

49  CFR  Part  173 

Hazardous  materials  transportation. 
Packaging  and  containers.  Radioactive 
materials.  Reporting  and  recordkeeping 
requirements.  Uranium. 

In  consideration  of  the  foregoing,  49 
CFR  parts  172  and  173  are  amended  as 
follows: 

PART  172— HAZARDOUS  MATERIALS 
TABLE,  SPECIAL  PROVISIONS, 
HAZARDOUS  MATERIALS 
COMMUNICATIONS.  EMERGENCY 
RESPONSE  INFORMATION,  AND 
TRAINING  REQUIREMENTS 

1.  The  authority  citation  for  part  172 
continues  to  read  as  follows: 

Authority:  49  App.  U.S.C  1803. 1804. 
1805.  and  1808;  49  CFR  part  1.  unless 
otherwise  noted. 

1172.101    [Amended] 

2.  In  §  172.101.  the  Hazardous 
Materials  Table  is  amended  as  follows: 

a.  For  the  entry,  "Elevated 
temperature  material,  solid,  n.o.s.  (see 
§173.247(d)(2)r.  in  column  (2).  the 
reference  •'§173.247(dX2r'  is  revised  to 
nad"§173.247(h)(4r. 

b.  For  the  entry  "Flammable  liquid, 
elevated  temperature  material,  n.o.s.". 


in  column  (4).  the  identification  number 
"NA9275"  is  revised  to  read  "NA9276" 

1172.203    [AmwKlMq 

3.  In  8 172.203.  in  paragraph  (g)(3). 
the  reference  "8 173.247(d)"  is  revised 
to  read  "8 173.247(h)(3)". 

4.  Section  172.325  is  revised  to  read 
as  follows: 

f172.32S    Etovaled  tMnperatur*  malartals. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  a  bulk  packaging 
containing  an  elevated  temperature 
material  must  be  marked  on  two 
opposing  sides  with  the  word  "HOT"  in 
black  or  white  Gothic  lettering  on  a 
contrasting  background.  The  marking 
must  be  displayed  on  the  packaging 
itself  or  in  black  lettering  on  a  plain 
white  square-on-point  configuration 
having  uie  same  outside  dimensions  as 
a  placard.  (See  8 172.302(b)  for  size  of 
markings  on  bulk  packagings.) 

(b)  Bulk  packagings  containing  molten 
aluminum  or  molten  sulfur  must  be 
marked  "MOLTEN  ALUMINUM"  or 
"MOLTEN  SULFUR",  respectively,  in 
the  same  manner  as  prescribed  in 
paragraph  (a)  of  this  section. 

(c)  If  5»e  identification  number  is 
displayed  on  a  white-square-on-point 
display  configuration,  as  prescribed  in 
8 172.336(b).  the  word  "HOT"  maybe 
displayed  in  the  upper  comer  of  the 
same  white-square-on-point  display 
configuration.  The  word  "HOT'  must  be 
in  black  lettere  having  a  height  of  at 
least  50  mm  (2.0  inches).  Except  for 
size,  these  markings  shall  be  as 
illustrated  for  an  Elevated  temperature 
material.  liquid,  n.o.s.: 


-   «  --»■  —     ■  - 
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PART  173-SHIPPERS— GENERAL 
REQUIREMENTS  FOR  SHIPMENTS 
AND  PACKAGINGS 

S.  The  authority  citation  for  part  173 

Ttntinues  to  read  as  follows: 
Authorit]r:  49  App.  U.S.C  1803. 1804, 
180S.  1806, 1807, 1806, 1817;  49  CFR  part  1, 
unless  otherwise  noted. 


6.  Section  173.247  is  revised  to  read 
as  follows: 

1173^7    Bulk  packaging  for  certain 
•levatad  tamparature  matariala  (Ctaaa  9) 
and  certain  flammaUe  aievaiad  temperature 
matariala  (Claaa  3). 

When  §172.101  of  this  subchapter 
specifies  that  a  hazardous  material  be 
packaged  under  this  section,  only  the 


following  bulk  packagings  are 
authorized,  subject  to  the  requirements 
of  subparts  A  and  B  of  part  173  of  this 
subchapter  and  the  special  provisions  in 
Column  7  of  the  §  172.101  Table.  On  or 
after  October  1. 1993.  authorized 
packagings  must  meet  all  requirements 
in  paragraph  (g)  of  this  section,  unless 
otherwise  excepted. 
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Ca)  Aai/  con.  Class  DOT  103. 104. 105. 
109.  111.  112. 114. 115  tank  car  tanks; 
Class  DOT  106. 110  multi-unit  tank  car 
tanks:  AAR  Class  203W.  206W.  211W 
tank  car  tanks;  and  non-DOT 
spedGcation  tank  car  tanks  equivalent 
in  structural  design  and  accident 
damage  resistance  to  specification 
packagings. 

(b)  Cargo  tanks:  ^)eciScation  MC  300, 
MC  301.  MC  302.  MC  303.  MC  304.  MC 
305.  MC  306.  MC  307.  MC  310,  MC  311. 
MC  312.  MC  330.  MC  331  cargo  tank 
motor  vehicles;  DOT  406.  DOT  407. 
DOT  412  cargo  tank  motor  vehicles;  and 
non-DOT  specification  cargo  tank  motor 
vehicles  equivalent  in  structural  design 
and  accident  damage  resistance  to 
specification  packagings.  A  non-DOT 
specification  cargo  tank  motor  vahicto 
constructed  of  cnbon  steel  which  is  is 
elevated  temperature  material  servk*  is 
excepted  from  §  178.345-7(d)C5)  olthis 
subchapter. 

(c)  Portable  tanks:  SpecificaCian  51. 
52.  53.  56,  57.  60  portable  tanks:  Dtf  101. 
102  portable  tanks;  marine  portable 
tanks  conftmning  to  46  CFR  Part  84;  aiMl 
non-specification  portable  tanks 
equivalent  in  structural  design  and 
accident  damage  resistance  to 
^pacification  packagings. 

(d)  Crucibles:  Nonspedficatioii 
crucibles  designed  and  constructed  such 
that  the  stress  in  the  packaging  does  not 
exceed  one  fourth  (0.25)  of  the  ultimate 
strength  of  the  packaging  material  at  any 
temperatiire  within  the  design 
lem(>erature  range.  Stress  is  determined 
under  a  load  equal  to  the  sum  of  the 
static  or  working  pressure  in 
combination  with  the  loads  developed 
from  accelerations  and  decelerations 
Incident  to  normal  transportation.  For 
hi^way  transportation,  these  forces  are 
assumed  to  be  "1.7g"  vertical.  "0.75g" 
kmgitudinal.  and  "0.4g"  transverse,  in 
reference  to  the  axes  of  the  transport 
vehicle.  Each  accelerative  or 
decelerative  load  may  be  considered 
separately. 

(e)  Kettles:  A  kettle,  for  the  purpose  of 
this  section,  is  a  bulk  packaging 
(portable  tank  or  cargo  tank)  having  a 
capacity  not  greater  than  5678  L  (1500 
gallons)  with  an  integral  heating 
apparatus  used  for  melting  various 
bituminous  products  such  as  asphalt. 
Kettles  used  for  the  transport  of  asphalt 
or  bitumen  are  sub^  to  the  fbUowicg 
requirements: 

(1)  Low  stability  kettles.  Kettles  with 
a  ratio  of  track- width  to  fully  loaded 
canter  of  gravity  (CG)  hei^  less  than 
2.5  must  meet  al)  lequiienients  of 
pwagraph  ^  of  this  section  (tradi- 
wMtb  is  th«  (fistaaca  naasarad  between 
the  outer  edge  of  the  kettle  tkes;  CG 


height  is  measured  perpendicular  from 
the  road  sur&ce). 

(2)  High  stabilitr  ketties.  (i)  Kettles 
with  a  total  capacity  of  less  than  2650 
L  (700  gallons)  and  a  ratio  o<  track- 
width  to  fuHy  loaded  CG  height  of  2.5 
or  more  are  excepted  from  all 
requirements  of  paragraph  (g)(2)  of  this 
section  and  the  rollover  protection 

section,  ff  closuns  meet  the 
requireoients  offparagrapk  (e)(2)(iii)  of 
this  section. 

(ii)  Kettles  with  a  total  oapMitv  of 
2650  L  C700  gaBons)  or  awre  and  a  ratio 
of  track-width  to  fcUly  loaded  CG  hei^ 
of  2.5  or  more  are  excepted  from  the 
"substantially  leak  tight"  requirements 
of  paragraph  (g)(2)  of  this  section  and 
(ho  roUovor  pratactioA  laquiromaots  of 
paragraph  (|^)  of  this  sectkn  if 
closures  aoat  the  Mquiremanls  of 
poao^ph  (e)(2)(iii)of  thissection. 

6n)  Closures  moat  be  securely  ckwed 
deling  transportation.  CSosures  also 
imMt  be  deri^^ied  lo  prevent  opening 
■id  the  aoipulsion  el  lading  in  a  rollover 
•ccideaL 

(f)  Otter  bulk  packagings:  BvJk 
paickagiags.  other  then  those  specified 
ia  parapaiths  (a)  tltfough  (e)  of  this 
section ,  wUck  are  ased  ior  the  transport 
of  elevated  fenqierature  meteriels,  most 
conform  to  all  requirements  of 
paragraph  (g)  of  this  section  on  or  after 
October  1,  1993. 

(g)  General  requirements.  Bulk 
packagings  authorized  or  used  for 
transport  of  elevated  temperature 
materials  must  conform  to  the  following 
requirements: 

U)  Pressure  and  vacuum  control 
equipment.  When  pressure  or  vacuum 
control  equipment  is  required  on  a 
packaging  authorized  in  this  section, 
such  equipment  must  be  of  a  self- 
reclosing  design,  must  prevent  package 
rupture  or  collapse  due  to  pressure, 
must  prevent  significant  release  of 
lading  due  to  packaging  overturn  or 
splashing  or  surging  during  normal 
transport  conditions,  and  may  be 
external  to  the  packaging. 

(i)  Pressure  controlequipment  is  not 
required  if  pressure  in  the  packaging 
would  increase  less  than  10  percent  as 
a  result  of  heating  the  lading  from  the 
lowest  design  operating  temperature  to 
a  temperature  likely  to  be  encountered 
if  the  packaging  were  eagulfad  in  a  fire. 
When  pressure  control  equipment  is 
required,  it  must  prevent  rupture  of  the 
packaging  from  beating,  inchidiag  fire 
engulfrBanL 

Mi)  Vacuuai  cootrol  equtpnent  is  ao« 
required  if  the  packaging  is  designed  to 
withstand  an  eixtamal  pressure  oi  100 
Kpe  (14.5  p^  or  if  pfassure  in  the 
packaging  would  decraeae  less  than  10 


percent  as  a  result  of  the  lading  cooling 
from  the  highest  design  operating 
temperature  to  the  lowest  temperature 
incurred  in  transport.  When  vacuum 
control  eqidpment  is  required,  it  must 
prevent  collapse  of  the  packaging  bom 
a  cooling-induced  pressure  differential. 

(iii)  When  the  regulations  require  a 
reclosing  pressure  relief  device,  the 
lading  must  not  render  the  devices 
kioperable  (i.e.  from  clogging,  freezing, 
or  fouling).  If  the  lading  affects  the 
proper  operation  of  the  device,  the 
packaging  must  have: 

(A)  A  safety  relief  device 
incorporating  a  frangible  disc  or  a 
permanent  op>ening,  each  having  a 
maximum  effective  area  of  22  cm*  (3.4 
in.*),  for  transportation  by  highway: 

(B)  For  transportation  of  asphalt  by 
hi^neay,  a  safety  relief  device 
iaoarporating  a  frangible  disc  or  a 
permanent  opening,  each  having  a 
maximum  effsctive  area  of  46  cm*  (7.1 

in.*);  or 

(C)  For  tnasportation  by  rail,  a  safety 
■^ef  device  Incorporating  a  frangible 
due  BMOting  the  requirements  of 

§  179.200-18  of  this  subchapter. 

(iv)  Reclosing  pressiuw  relief  devices, 
frangible  discs  or  permanent  openings 
amat  not  allow  the  release  of  lading 
dnriag  aormal  transportation  conditions 
(i.e.,  due  to  splashing  or  surging). 

(2)  Closures.  All  openings,  except 
permanent  vent  openings  authorized  in 

Earagraph  (g)(l)(iii)  of  this  section,  must 
e  securely  closed  during 
transportation.  Packagings  must  be 
substantially  leak-tight  so  as  not  to 
allow  any  more  than  dripping  or 
trickling  of  a  non-continuous  flow  when 
overturned.  Closures  must  be  designed 
and  constructed  to  withstand,  without 
exceeding  the  yield  strength  of  the 
packaging,  twice  the  static  loading 
produced  by  the  lading  in  any 
packaging  orientation  and  at  all 
operating  temperatures. 

(3)  Strength.  Each  packaging  must  be 
designed  and  constructed  to  withstand, 
without  exceeding  the  yield  strength  of 
the  packaging,  twice  the  static  loading 
produced  by  the  lading  in  any 
orientation  and  at  all  operating 
temperatures. 

(4)  Compatibility.  The  packaging  and 
lading  must  be  compatible  over  the 
entire  operating  temperature  range. 

(5)  Marking^.  In  aoditioa  to  any  other 
markings  required  by  this  subchapter, 
each  packaging  must  be  durably  marked 
in  a  place  readily  accessible  for 
inspection  in  characters  at  least  4.8  mm 
(3/16  inch)  with  the  nianufoctxtrer's 
name,  date  of  mamti!K:ture,  design 
temperatuze  range,  and  BModmnm 
product  wei^  (or  "knd  limir  for  tank 
cars)  or  volumetric  capacity. 
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(6)  Accident-damage  protection.  For 
transportation  by  hi^way,  external 
loading  and  unloading  valves  and 
closures  must  be  protected  from  impact 
damage  resulting  from  collision  or 
overturn.  Spraying  equipment  and  the 
road  oil  application  portion  of  a 
packaging  are  excepted  from  this 
requirement. 

(7)  New  construction.  Specification 
packagings  that  are  being  manufactured 
for  the  transport  of  elevated  temperature 
materials  must  be  authorized  for  current 
construction. 

(h)  Exceptions. 

(1)  General.  Packagings  manufactured 
for  elevated  temperature  materials 
service  prior  to  October  1, 1993,  which 
are  not  in  full  compliance  with  the 
requirements  in  paragraph  (g)  of  this 
section,  may  continue  in  service  if  they 
meet  the  applicable  requirements  of 
subparts  A  and  B  of  this  part  and  meet 
the  closure  requirements  in  paragraph 
(g)(2)  of  this  section  by  March  30. 1995. 

(2)  Kettles.  Kettles  in  service  prior  to 
October  1, 1993,  which  are  used  to 


transport  asphalt  or  bitumen,  are 
excepted  from  specific  provisions  of  this 
section  as  follows: 

(i)  Kettles  with  a  total  capacity  of  less 
than  2650  L  (700  gallons),  which  are  not 
in  full  compliance  with  the 
requirements  of  paragraph  (g)  of  this 
section,  may  continue  in  elevated 
temperature  material  service  if  they 
meet  the  applicable  requirements  of 
subparts  A  and  B  of  this  part  and  if,  after 
March  30, 1995,  closures  are  secured 
during  transport  to  resist  opening  in  an 
overtimi. 

(ii)  Kettles  with  a  total  capacity  of 
2650  L  (700  gallons)  or  more,  which  are 
not  in  full  compliance  with  the 
requirements  of  paragraph  (g)  of  this 
section,  may  continue  in  elevated 
temperatvue  material  service  if  they 
meet  the  applicable  requirements  of 
subparts  A  and  B  of  this  part  and  if,  after 
March  30, 1995,  closures  are  secured 
during  transport  to  resist  opening  in  an 
overturn  and  no  opening  exceeds  46 
cm»  (7.1  in*). 


(3)  Molten  metals  and  molten  g^ass. 
This  section  does  not  apply  to 
packagings  used  for  transpioitation  of 
molten  metals  and  molten  glass  by  rail 
when  movement  is  restricted  to 
operating  speeds  less  than  15  miles  per 
hour.  (See  §  172.203(g)(3)  of  this 
subchapter  for  shipping  paper 
requirements.) 

(4)  Solid  elevated  temperature 
materials.  A  material  which  meets  the 
definition  of  a  solid  elevated 
temperature  material  is  excepted  bom 
all  requirements  of  this  subchapter 
except  §  172.325  of  this  subchapter. 

Issued  in  Washington.  DC,  on  January  4, 
1993  under  authority  delegated  in  49  CFR 
part  1. 
Douglas  B.  Ham, 

Acting  Administrator,  Research  and  Special 
Programs  Administration. 
(FR  Doc.  93-339  Piled  1-7-93;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 

Agricultural  Martietlng  Sarvica 

7  CFR  Part  1210 
[AllS-fV-«1-2751 

RIN  0581-AA32 

Watarmalon  Research  and  Promotion 
Plan;  Amandmanto  to  Procaduraa  for 
Nominating  Producer  and  Handler 
Members  to  ttw  National  Watermelon 
Promotion  Board,  and  Amendments  to 
ttie  Rules  and  Regulations  Issued 
Ttiereunder 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION;  Final  rule. 

SUMMARY:  This  action  amends  the 
procedures  for  nominating  producer  and 
handler  members  to  the  National 
Watermelon  Promotion  Board  (Board). 
These  amendments:  simplify  voting 
procedures  used  at  nomination 
conventions,  set  a  date  by  which 
nominee  qualification  forms  must  be 
received  by  the  Department  of 
Agriculture  (Department),  and  clarify 
that  nominees  are  responsible  for 
submitting  their  qualification  statements 
to  the  Board  for  forwarding  to  the 
Department.  Additionally,  changes  are 
made  to  clarify  the  definition  of  a 
handler  and  to  update  OMB  control 
numbers. 

EFFECTIVE  DATE:  February  8, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Sonia  N.  Jimenez.  Research  and 
Promotion  Branch.  F4V,  AMS.  USDA, 
Room  2535-South.  P.O.  Box  96456. 
Washington,  DC  20090-6456;  telephone 
(202)  720-9917. 

SUPPt^MENTARY  INFORMATION:  This  final 
rule  is  issued  under  the  Watermelon 
Research  and  Promotion  Plan  (7  CFR 
part  1210),  hereinafter  referred  to  as  the 
Plan.  The  Plan  is  effective  under  the 
Watermelon  Research  and  Promotion 
Act  (7  use.  4901-4916). hereinafter 
referred  to  as  the  Act. 

This  rule  has  been  reviewed  by  the 
Department  in  accordance  with 
Departmental  Regulation  No.  1512-1 
and  the  criteria  contained  in  Executive 
Order  12291  and  has  been  determined 
to  be  a  "non-major"  rule. 

This  rule  has  been  reviewed  under 
Executive  Order  12778,  Civil  Justice 
Reform.  It  is  not  intended  to  have 
retroactive  effect.  This  rule  will  not 
preempt  any  state  or  local  laws, 
regulations,  or  policies,  unless  they 
present  an  irreconcilable  conflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 


parties  may  file  suit  in  court.  Under 
section  1650  of  the  Act.  a  person  subject 
to  a  plan  may  file  a  petition  with  the 
Secretary  stating  that  such  plan,  any 
provision  of  such  plan  or  any  obligation 
imposed  in  connection  with  such  plan 
is  not  in  accordance  with  law;  and 
requesting  a  modification  of  the  plan  or 
an  exemption  fit)m  the  plan.  Such 
person  is  afforded  the  opportunity  for  a 
hearing  on  the  petition.  After  the 
hearing,  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  such  person  is  an 
inhabitant,  or  has  principal  place  of 
business,  has  jurisdiction  to  review  the 
Secretary's  ruling  on  the  petition, 
provided  that  a  complaint  is  filed 
within  20  days  after  the  date  of  entry  of 
the  ruling. 

Pursuant  to  requirements  set  forth  in 
the  Regulatory  Flexibility  Act  (RFA).  the 
Administrator  of  the  Agricultural 
Marketing  Service  (AMS)  has 
considered  the  economic  impact  of  this 
rule  on  small  entities.  The  purpose  of 
the  RFA  is  to  fit  regulatory  actions  of  the 
scale  of  businesses  subject  to  such 
actions  in  ordef  that  small  businesses 
will  not  be  imduly  or  disproportionately 
burdened. 

There  are  approximately  750 
watermelon  handlers  and  5,000 
watermelon  producers  subject  to 
regulation  under  the  Plan.  Small 
agricultiual  service  firms  are  defined  by 
the  Small  Business  Administration  (13 
CFR  121.601)  as  those  having  annual 
receipts  of  less  than  $3,500,000,  and 
small  agricultural  producers  are  defined 
as  those  having  annual  receipts  of  less 
than  $500,000.  The  majority  of 
watermelon  handlers  and  producers 
may  be  classified  as  small  entities. 
During  1991,  shipments  of  U.S. 
watermelons  totalled  more  than  21.5 
billion  poimds. 

This  action  will  not  have  significant 
economic  impact  on  small  producers  or 
handlers.  TlWs  action  benefits  producers 
and  handlers  by  simplifying  the  voting 
procedures  employed  at  nomination 
conventions.  Producers  and  handlers 
also  benefit  from  this  action  through  the 
further  clarification  of  who  is  a  handler 
for  the  purposes  of  paying  assessments. 

In  accordance  with  the  Paperwork 
Reduction  Act  (PRA)  of  1980  (44  U.S.C. 
chapter  35)  and  Office  of  Management 
and  Budget  (OMB)  regulations  [5  CFR 
part  1320],  the  information  collection 
and  recordkeeping  requirements 
contained  in  this  action  were  submitted 
to  the  OMB  and  approved  under  OMB 
control  numbers  0518-0093  and  0505- 
0001.  These  OMB  control  numbers 
expire  on  March  31. 1994. 


The  Act  and  Plan  provide  that 
handlers  are  responsible  for  collecting 
and  submitting  both  producer  and 
handler  assessments  to  the  Board,  for 
reporting  their  handling  of  watermelons, 
and  for  maintaining  records  necessary  to 
verify  their  reportings.  This  action  adds 
no  additional  reporting  burden. 

In  the  September  15. 1989.  issue  of 
the  Federal  Register  (54  FR  38202),  the 
Department  published  an  interim  final 
rule  with  a  request  for  comments 
establishing  the  procedures  for 
nominations  of  producer  and  handler 
members  to  the  Board.  One  comment 
was  received  by  the  November  14. 1989, 
deacUine.  The  commenter  recommended 
electing  both  nominees  for  each 
available  position  simultaneously  rather 
than  by  voting  for  each  nominee 
separately.  The  two  nominees  receiving 
the  greatest  number  of  votes  and  at  least 
a  simple  majority  of  the  votes  cast 
would  be  the  two  nominees  forwarded 
to  the  Department  for  the  Secretary  of 
Agriculture's  (Secretary)  selection  for 
appointment  to  the  Board.  Additionally, 
nominees  would  no  longer  be  ranked  as 
either  the  first  or  second  choice  of  the 
nominating  body. 

This  comment  was  deemed  to  have 
merit.  Therefore,  rather  than  finalizing 
the  September  15. 1989,  interim  final 
rule,  the  Department  issued  a  proposed 
rule  to  revise  the  interim  final  rule.  The 
proposed  rule  was  published  in  the 
January  31. 1992.  issue  of  the  Federal 
Register  (57  FR  3727).  It  included  the 
revision  recommended  by  the 
commenter  as  well  as  additional 
revisions  which  were  deemed  necessary 
by  the  Department.  The  additional 
revisions  included  further  changes  to 
the  nomination  procedures,  clarification 
of  the  definition  of  a  handler,  and 
updated  OMB  control  numbers.  Twenty- 
two  comments  on  the  proposal  were 
received  from  producers,  handlers,  and 
one  person  commenting  on  behalf  of  the 
Board.  Two  additional  comments,  one 
from  a  dietitian  and  one  from  a  person 
representing  the  National  Watermelon 
Association,  were  received  after  the 
March  2. 1992,  deadline.  All  comments 
received,  including  those  received  late, 
favored  the  amendments  to  the 
nominating  procedures  and  to  the  rules 
and  regulations  as  they  were  published 
in  the  proposed  rule.  Therefore,  these 
revisions,  as  described  below,  are 
adopted  by  this  final  rule. 

Tne  nominating  procedures  as 
originally  set  forth  in  paragraph  (f)  of 
§  1210.401  required  that  the  chairperson 
of  each  nominating  meeting  submit  the 
nominee's  qualifications  statements. 
Information  in  such  statements  is 
confidential,  and  having  the  chairperson 
responsible  for  their  submission  poses  a 
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risk  of  vi<rfadng  nominee's 
confideottality.  To  bettu'  ensure  that  the 
coaGdentiality  of  information  supplied 
by  nominees  for  Board  membership  is 
maintained,  paragraph  (f)  of  §  1210.401 
is  hereby  amended  to  require  that  each 
nominee  bear  the  responsibility  for 
completing  his  or  her  qualifications 
statement  and  forwarding  it  to  the 
Board's  office  for  submission  to  the 
Departaaent  The  chairperson  will  be 
responsible  for  submitting  the 
nominating  meeting  report  and  In' 
assuring  the  nominees  complete  and 
submit  their  statements  in  a  timely 
fafliion.  This  amended  paragraph  also 
includes  time  frames  in  which 
qualifications  statements  and  meeting 
reports  must  be  submitted  to  the  Board 
and  to  the  Department.  The  chairperson 
must  submit  meeting  reports  and 
arrange  for  the  completion  and 
submission  of  qualifications  statements 
to  the  Board's  office  within  14  days  of 
the  meeting's  completion,  but  no  later 
than  July  8  for  appointments  to  become 
effective  on  January  1.  The  Board's  staff 
must  forward  such  information  to  the 
Department  within  21  days  of  the 
meeting,  but  no  later  than  July  15  for 
appointments  to  become  effective  on  the 
following  January  1. 

Paragraph  (h)  of  §  1210.403  is  also 
amended  by  revising  the  voting 
procedure  used  at  nomination  meetings. 
The  two  nominees  receiving  the  greatest 
nmnber  of  votes  and  at  least  a  simple 
majority  of  the  votes  cast  will  be  the  two 
nominees  forwarded  to  the  Department 
for  the  Secretary's  selection  for 
appointment  to  the  Board.  Additionally, 
nominees  would  no  longer  be  ranked  as 
either  the  first  or  second  choice  of  the 
nominating  body.  Revising  the 
nominating  procedures  in  this  manner 
simplifies  and  shortens  the  nominating 
process.  It  also  has  the  added  benefit  of 
encouraging  each  nominee  to  submit  his 
or  her  qualifications  statement  in  a 
timely  fashion  since  neither  nominee 
would  have  reason  to  believe  that  one 
has  preference  ever  the  other  in  the 
appointment  process.  Presently, 
nominees  who  are  elected  as  the  second 
choice  for  a  position  do  not  feel  they 
will  receive  consideration  by  the 
Secretary  for  appointment  and. 
therefore,  do  not  have  a  great  incentive 
to  complete  and  submit  their 
qualifications  statements.  Revising  the 
procedures  is  also  expected  to  reduce 
the  number  of  disqualifications  of 
nominees  who  do  not  complete  and 
si^mit  their  qualifications  statements. 

Section  1201.404  is  removed  and 
reserved  in  order  to  have  all  the  0MB 
numbers  in  one  section.  Section 
1210.540  will  contain  all  the  required 
OMB  numbers. 


SectioB  1210517  of  the  rules  and 
regulations  deals  with  the  dafiaitioD  of 
a  handier  (at  die  purpose  of  pejnnent  of 
assessments  to  the  Board.  TUs  action 
adds  a  new  paragrqih  (aX3)  to 
§  1210^17  in  order  to  darify  that  a 
producer  who  purchases  watermelons 
from  one  or  more  producers  in  any 
amount  and  for  whatever  reason 
becomes  a  handler.  As  a  first  handler, 
this  producer  is  therefore  respondble 
for  the  pajrment  of  assessments.  tUs 
change  is  necessary  to  improve 
operations  imder  the  Plan.  Therefore. 
§  1210.517  is  revised  by  redesignMii^ 
paragraphs  (a)(3)  through  (aXll)  as 
paragraphs  (ai(4J  through  (aKl2). 
respectively,  and  a  new  paragraph  (aK3) 
is  added  to  §1210.517. 

Further,  the  Board  recommended 
inserting  the  vrords  "/Commission 
House"  after  the  word  "Broker"  or 
"Brokers"  each  time  they  occur  in 
existing  paragraphs  (a}(8)  and  (a)(9|  of 
§  1210.517  (redesignated  paragraphs 
(a)(9)  and  (a)(10).  respectively).  This 
addition  clarifies  that  commisaon 
houses  are  treated  the  same  as  brokers 
for  assessment  purposes  under  the  Plan. 

Section  1210.540  of  the  rules  and 
regulations  issued  under  the  Plan 
contains  the  same  OMB  control  number 
for  information  collection  referred  to  in 
§  1210.404.  However,  since  the  initial 
issuance  of  section  1210.404,  a  new 
nominee  backgroimd  information  form 
has  been  developed  which  received 
OMB  approval  and  assignment  of  a 
control  number.  In  addition,  the 
information  collection  provisions  of  the 
Plan  have  been  reapproved  and  the 
OMB  control  number  revised.  Therefore, 
section  1210.540  is  hereby  amended  to 
add  the  new  OMB  Control  Number 
0505-0001  for  the  nominee  background 
information  form  and  0581-0093  for 
other  information  collections  imder  the 
Plan. 

In  addition,  editorial  changes  have 
been  made  to  the  following  regulatory 
text  for  the  purpose  of  clarity. 

Based  on  the  above,  the  Administrator 
of  the  AMS  has  determined  that  the 
issuance  of  this  final  rule  will  not  have 
a  significant  economic  effect  on  a 
substantial  number  of  small  entities. 

After  consideration  of  all  relevant 
material  presented,  it  is  found  that  this 

X'  ition,  as  set  forth  herein,  tends  to 
uate  the  declared  policy  of  the  Act 
This  final  rule  will  become  effective 
30  days  following  the  date  of 
publication  in  the  Federal  Register. 

List  of  Subjects  in  7  CFR  Part  1210 

Administrative  practice  and 
procedure.  Advertising,  Agricultural 
research.  Marketing  agreonents, 


RoptMting  and  recordkeeping 
requirements.  Watermelons. 

For  the  reasons  set  forth  in  the 
preamble,  part  1210,  chapter  XI  of  title 
7  is  amendied  to  read  as  follows: 

PART  1210-WATERMELJON 
RESEARCH  AND  PROMOnOH  PLAM 

1.  The  authority  citation  for  7  CFVL 
part  1210  continues  to  read  as  follows; 

Aathoflijr:  7  U.SX1 4901-4916. 

2.  Section  1210.401  is  amended  by 
revising  the  concluding  text  of 
paragraph  (f)  to  read  as  follows: 

11210401    Ptotrtctoeiwamiona. 

(0  •  •  • 

This  information  must  be  provided  by 
the  chairperson  to  the  Board  staff  in  a 
manner  that  will  ensure  receipt,  at  the 
address  specified  in  the  call  for  the 
district  convention,  within  14  calendar 
days  of  the  district  convention's 
completion,  but  not  later  than  July  8  for 
appointments  to  become  effective  on  the 
following  January  1.  The  Board  staff 
must  forward  such  information  to  the 
Secretary,  in  a  maimer  that  will  ensure 
receipt,  within  21  calendar  days  of 
completion  of  the  district  convention, 
but  not  later  than  July  15  for 
appointments  to  become  effective  on  the 
following  January  1.  Further,  the 
diairperson  will  immediately  arrange 
for  completion  of  qualification 
statements  and  other  specified 
information  by  each  nominee,  and  each 
nominee  shall  qualify  by  forwarding 
such  information  to  die  Board's  office 
vnthin  14  calendar  days  of  completion 
of  the  district  convention,  but  not  later 
than  July  8  for  appointments  to  become 
effective  on  the  following  January  1.  The 
Board  staff  must  forward  the  completed 
qualification  statem«its  and  other 
specified  information  to  the  Secretary, 
in  a  manner  that  will  ensiu«  receipt 
within  21  calendar  days  of  completion 
of  the  district  convention,  but  not  later 
than  July  15  for  appointments  to  become 
effoctive  on  the  following  January  1. 

3.  Section  1210.403  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

|12ia403    Voting  proceduraa. 

(h)  Two  nominees  shall  be  elected  for 
each  of  the  producer  and  handler 
positions  from  each  district  on  the 
Board.  The  two  nominees  for  each 
position  shall  be  elected 
simultaneously.  The  convention 
chairperson  will  open  the  floor  to  the 
nomination  of  candidates  for  possible 
election  as  a  Board  member  nominee  for 


3356  Federal  Register  /  Vol.  58.  No.  5  /  Friday.  January  8.  1993  /  Rules  and  Regulations 


each  available  position.  Each  position 
will  be  dealt  with  separately  (i.e., 
candidates  for  one  position  will  be 
nominated  and  then  elected  before  the 
convention  moves  on  to  the  next 
available  position).  Each  eligible  voter 
may  vote  for  two  of  the  nominees  on 
one  ballot.  The  two  nominees  receiving 
the  greatest  number  of  votes  and  at  least 
a  simple  majority  of  the  votes  cast  will 
be  elected  as  the  district's  Board 
member  nominees  for  the  position.  No 
individual  elected  as  a  nominee  for 
Board  membership  may  be  a  candidate 
on  subsequent  Board  member  nominee 
ballots  {i.e..  two  different  producer 
names  and  two  different  handler  names 
must  be  submitted  as  nominees  for  each 
producer  and  handler  position  from 
each  district  to  the  Secretary  of 
Agriculture).  There  shall  be  no 
designation  of  first  and  second  choice 
nominees. 

S12ia404    [Reeerved] 

4.  Section  1210.404  is  removed  and 
reserved. 


5.  Section  1210.517  is  amended  by 
redesignating  paragraphs  (a)(3)  through 
(a)(ll)  as  paragraphs  (a)(4)  through 
(a)(12)  respectively,  adding  a  new 
paragraph  (a)(3),  and  revising 
redesignated  paragraphs  (a)(9)  and 
(a)(10)  to  read  as  follows: 

f12ia517    Determinetlon  e(  handier. 

•        •        •        •        • 

(a)*  •  • 

(3)  Producer  purchases  watermelons 
from  another  producer.  The  producer 
purchasing  the  watermelons  is  the  first 
handler. 

(9)  Broker/Commission  House 
receives  watermelons  from  a  producer 
and  sells  such  watermelons  in  the 
Broker's/Commission  House's  name.  In 
this  instance,  the  Broker/Commission 
House  is  the  first  handler,  regardless  of 
whether  the  Broker/  Commission  House 
took  title  to  such  watermelons. 

(10)  Broker/Commission  House, 
without  taking  title  or  possession  of 
watermelons,  sells  such  watermelons  in 


the  name  of  the  producer.  In  this 
instance,  the  producer  is  the  first 
handler. 

•       •       •       •       • 

6.  Section  1210.540  is  revised  to  read 
as  follows: 


11210.540 

The  information  collection  and 
recordkeeping  requirements  contained 
in  this  part  have  been  approved  by  the 
Office  of  Management  and  Budget 
(C^4B)  under  the  provisions  of  44  U.S.C. 
chapter  35  and  have  been  assigned  OMB 
Control  Number  0581-0093.  except  that 
Board  member  nominee  background 
information  sheets  are  assigned  OMB 
Control  Number  0505-0001. 

Dated:  December  29. 1992. 
Robert  C  Kecney, 

Deputy  Diiector,  Fruit  and  Vegetable  Division. 
[FR  Doc.  93-200  Filed  1-7-93;  8.45  am) 
WLUNG  CODE  3410-(B-M 
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DEPARTMENT  OF  AGfNCULTURE 

Agricuttural  Markattng  S«rwk« 

7  CFR  Part  1207 

(AIIS-FV-«1-23SA] 

RM0581-AA47 

Potato  na— arch  and  Promotion  Plan; 
Tennination  of  OtMOlata  Proviaiona  of 
tha  Plan  and  AmandmanU  to  tha  Ruiaa 
and  Ragulattona  laauad  Tharaundar 

AGENCY:  Agricultural  Mari^eting  Service. 

USDA. 

ACnow;  Final  rule. 

summary:  The  U.S.  Department  of 
Agriculture  is  adopting  with  change  as 
a  final  rule  an  interim  final  rule  which: 
Terminated  obsolete  provisions  in  the 
Potato  Research  and  Promotion  Plan 
(Plan)  that  provided  for  the  one-time 
refund  of  assessmwits  and  provided  the 
Harmonized  Tariff  Schedule  (HTS) 
categories,  the  assessment  rates  for 
imported  tablestock  potatoes,  frozen  or 
processed  potatoes,  and  seed  potatoes, 
and  the  applicable  factors  for  converting 
processed  potatoes  to  fresh  potato 
wei^t  equivalents. 
DATES:  This  final  rule  is  effective 
January  8. 1993. 

FOR  FURTHER  MFORMATION  CONTACT: 
Georgia  C.  Abraham,  Research  and 
Promotion  Branch.  F&V,  AMS.  USDA, 
room  2535-So..  P.O.  Box  96456. 
Washington.  DC  20090-6456;  telephone 
(202) 720-5057. 

SUPPLEMENTARY  INFORMATION:  Thesa 
amendments  to  the  Plan  are  issued 
pursuant  to  the  Potato  Research  and 
Promotion  Act,  as  amended  on 
ftovember  28, 1990  (104  Stat.  3865,  7 
U.S.C.  2611  et  seq.),  hereinafter  refamd 
to  as  the  Act. 

This  final  rule  lias  htmt  ievM%ir«d  by 
the  U.S.  Department  of  Agricuhure 
(Department)  in  accordance  with 
Departmental  Regulation  1512-1  and 
the  criteria  contained  in  Executive 
Order  12291  and  has  been  determined 
to  be  a  "non-major"  rule. 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778.  Civil 
Justice  Reform.  It  is  not  intended  to 
have  retroactive  effect.  This  rule  will 
not  preempt  any  state  or  local  laws, 
regulations,  or  policies  unless  they 
present  an  irreconcilable  conflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  sxiit  in  court.  Under 
section  311  of  the  Act,  a  person  subject 
to  a  plan  may  file  a  petition  with  the 
Secretary  stating  that  such  plan,  any 
provision  of  such  plan  or  any  obligation 


imposed  in  connection  with  such  plan 
ta  not  in  acccvdanoe  with  la*;  ana 
fwjuastlog  8  Rwdification  al  Am^tm  m 
an  exemption  from  the  plat  &iai 
person  is  afforded  the  oppcttonity  far  a 
hearing  on  the  petition.  After  the 
hearing,  the  Secretary  wa«kl  rule  on  tha 
petition.  The  Act  provides  that  the 
district  court  of  the  United  Slalas  in  my 
district  in  which  such  pecam  is  an 
inhabitant,  or  has  principal  plaoa  of 
business,  has  jurisdiction  to  raview  the 
Secretary's  ruling  on  the  patitioii, 
provided  that  a  complaint  is  fUad 
within  20  days  after  the  date  of  antry  of 
the  ruling. 

Pursuant  to  the  requiretaants  set  forth 
in  the  Regulatory  Flexibility  Ad  (RFA). 
the  Administrator  of  the  AgncuHurd 
Mariceting  Service  (AMS}  has 
considered  the  ecooonic  ioBpact  of  this 
action  on  small  entities. 

There  are  an  estimated  2.000 
handlers,  6,000  produceis,  tO  importars 
of  potatoes  and  potato  psoducts  far 
human  consumption,  and  25  importars 
of  seed  potatoes  who  are  subject  to  the 
provisions  of  the  Plan.  The  loajarity  of 
these  persons  may  be  classifiad  as  small 
agricultural  producers  and  small 
agricultural  swvice  firms.  Small 
agricultural  producers  ara  defined  by 
the  Small  Business  Admiaistralion  (13 
CFR  121.601)  as  those  having  annual 
receipts  of  less  than  $500,000,  and  small 
agricultural  service  firms  are  defined  as 
those  whose  annual  receipts  are  less 
than  S3.500.000.  The  majority  of  potato 
handlers,  producers,  and  importers  may 
be  dssaified  ts  small  entities.  Chiring 
the  1991  crop  year.  417.6  oiillion 
hundredweight  of  potatoea  were 
produced  in  the  United  States.  Imports 
of  potatoes  for  1991,  as  reported  by  the 
Foreign  Agricultural  Service,  were 
6.160,596  hundredweight  Of  this  total. 
4.373.525  hundredweight  of  tablestodi 
potatoes.  1.7874)71  huudiedwei^t  of 
seed  potatoes,  and  1.628.712 
hundredweight  of  frozen  potatoes 
products  were  imported  from  Canada. 
Potato  chip  imports  from  Mexico 
accounted  for  35,935  hundrsdwei^  of 
total  potato  and  potato  products 
imports. 

Domestic  potato  producers  are  no 
longer  able  to  apply  for  and  receive 
refunds  of  assessments.  Importers  are 
subject  to  the  Act's  Drovisioas  inquiring 
importers  to  share  the  cost  of  the 
program  with  domestic  potato 

Producers  on  an  equal  basis.  Tliia 
urden  is  not  considered  significant  in 
light  of  the  benefits  all  potato  producers 
and  importers  receive  from  dl^ 
program. 

In  accordance  with  the  Pqpar«rarii 
Reduction  Act  (PRA)  of  igm(44  U&C 
chapter  35)  and  Office  of  Management 


and  Budget  (OMB)  regiilations  (5  CFR 
part  1320),  the  information  collection 
and  recordkeeping  reqmrements 
contained  in  this  action  were  submitted 
to  the  OMB  and  approved  under  OMB 
control  numbers  0581-0093  and  0505- 
0001. 

The  reporting  burden  for  domestic 
potato  producers  and  importers  has 
decreased  since  they  are  no  longer 
laquired  to  complete  the  forms 
necessary  to  receive  the  one-time  refund 
of  assessments  paid.  The  reporting 
burden  on  importers  requires 
approximately  6  hours  per  year  for  each 
importer  of  potatoes,  potato  products, 
and  seed  potatoes. 

The  Plan,  as  amended  in  the  August 
14, 1991,  issue  of  the  Federal  Register 
(56  FR  40226),  authorizes  the  National 
Potato  Promotion  Board  (Board)  to 
collect  assessments  on  potatoes,  potato 
products,  and  seed  potatoes  imported 
into  the  United  States  bom  foreign 
countries.  Importers  of  such  potatoes, 
potato  products,  and  seed  potatoes  are 
required  to  submit  such  reports  to  the 
Board  as  it  deems  necessary  to 
administer  the  provisions  of  the  Plan. 
However,  ho  immediate  reporting 
requirements  by  importers  are 
contemplated  at  this  time  since  the  U.S. 
Customs  Service  (Customs  Service)  of 
the  Department  of  the  Treasury  will 
collect  assessments  on  imported 
potatoes,  potato  products,  and  seed 
potatoes  begiiming  on  November  2, 
1992.  Importers  are  required  to  maintain 
records,  and  such  records  will  be 
subject  to  inspection.  Records  are 
required  to  be  maintained  for  2  years 
beyond  the  close  of  the  fiscal  year  in 
which  they  were  created. 

It  is  estimated  that  approximately  105 
importers  are  subject  to  these 
requirements.  Because  the  assessment  is 
levied  at  the  time  of  importation  or 
withdrawal  for  consumption  into  the 
United  States,  there  are  no  added 
reporting  requirements  on  importers. 
An  interim  final  rule  was  published 
in  the  September  2, 1992,  issue  of  the 
Federal  Register  (57  FR  40081).  The 
interim  final  rule:  (1)  Terminated 
obsolete  provisions  in  the  Potato 
Research  and  Promotion  Plan  (Plan)  and 
tha  Rules  and  Regulations  issued 
thereunder  that  provided  for  the  one- 
time refund  of  assessments;  and  (2) 
provided  the  Harmonized  Tariff 
Schedule  (HTS)  categories,  assessment 
rates  for  imported  tablestock  potatoes, 
for  frozen  or  processed  potatoes,  and  for 
seed  potatoes,  and  the  applicable  factors 
for  converting  processea  potatoes  to 
fresh  potato  weight  equivalents.  That 
action  was  based  on  the  vote  in  the 
infsrendum  conducted  tmm  August  19 
to  September  6. 1991.  In  the 
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referendum,  domestic  potato  producers 
and  importers  favored  levying 
assessments  on  imported  potatoes,  seed 
potatoes,  and  frozen  or  processed  potato 
products  and  terminating  the  Plan's 
refund  provisions. 

Section  315  of  the  Act  provides  the 
Secretary  the  authority  to  terminate 
provisions  of  the  Plan  which  do  not 
tend  to  effectuate  the  declared  policy  of 
the  Act.  Paragraph  (k)  of  §  1207.328  and 
§  1207.343  of  the  Plan  and  §  1207.514  of 
the  rules  and  regulations  which, 
respectively,  established  an  escrow 
account  and  permitted  the  one-time 
refund  of  assessments  if  producers  and 
importers  did  not  fevor  continuance  of 
the  amendments  as  stated  in  the  above 
paragraph,  were  rendered  obsolete  by 
the  results  of  the  referendum  conducted 
in  August  and  September  1991. 
Therefore,  the  interim  final  rule 
terminated  paragraph  (k)  of  S  1207.328 
and  S  1207.343  of  the  Plan  and 
§  1207.514  of  the  rules  and  regulations. 

The  interim  final  rule  incorporated 
the  HTS  codes  of  the  Customs  Service, 
provided  for  assessment  rates  for 
imports,  and  added  conversion  factors 
by  revising  §  1207.510.  Conversion 
factors  are  needed  to  compute 
assessment  rates  for  frozen  or  processed 
potato  products  that  equal  fresh  weight 
equivalents  of  potatoes. 

The  interim  final  rule  provided  that 
interested  persons  could  file  written 
comments  through  October  2, 1992.  No 
written  comments  were  received. 
However,  several  interested  parties 
telephoned  the  Department  regarding 
the  assessment  of  imported,  edible 
potato  starch. 

In  revising  §  1207.510,  the  HTS  code, 
conversion  factor,  and  assessment  rate 
for  potato  starch  were  inadvertently 
omitted.  Therefore,  paragraph  (b)  of 
§  1207.510  is  further  revised  by  this 
final  rule  to  include  the  HTS  code,  the 
conversion  factor,  and  the  assessment 
rate  for  potato  starch.  The  HTS  code  for 
potato  starch  is  1108.13.000,  the 
conversion  factor  is  .1111,  and  the 
assessment  rate  is  18.0018  cents  per 
hundredweight  or  0.3969  cents  per 
kilogram. 

In  addition,  miscellaneous  changes 
are  made  for  clarity  in  this  final  rule. 

The  1990  amendments  to  the  Act 
provide  that  all  imported  potatoes  for 
human  consumption  (fresh  or 
processed)  and  seed  potatoes  be 
assessed  at  rates  equivalent  to  that 
levied  on  domestic  potato  production. 
In  some  cases,  Customs  Service's  HTS 
codes  do  not  differentiate  between 
potatoes  and  potato  products  that  are 
intended  for  human  consumption  and 
those  intended  for  non-huinan 
consumption.  Therefore,  the  Customs 


Service  will  collect  assessments  on  all 
imported  tablestock.  processed  potato 
products,  and  seed  potatoes  identified 
by  the  HTS  codes  in  paragraph  (b)  of 
§  1207.510.  As  previously  established  in- 
paragraph  (b)(2)  of  $  1207.513  of  the 
rules  and  regulations,  importers  may 
apply  to  the  Board  for  refund  of 
assessments  paid  on  exempted  imported 
potatoes  and  processed  potato  products. 
As  also  previously  stated  in  §  1207.501, 
communications  with  the  Board  may  be 
addressed  to:  The  National  Potato 
Promotion  Board.  1385  South  Colorado 
Boulevard.  Suite  512,  Denver,  Colorado 
80222. 

Based  on  the  above,  the  Administrator 
of  the  AMS  has  determined  that  the 
issuance  of  this  final  rule  will  not  have 
a  significant  economic  effect  on  a 
substantial  number  of  small  entities. 

After  consideration  of  all  relevant 
material  presented,  it  is  found  that  the 
amendments  to  the  rules  and 
regulations,  as  set  forth  in  the 
September  2  interim  final  rule  and 
adopted  with  change  by  this  final  rule, 
will  tend  to  effectuate  the  declared 
policy  of  the  Act.  With  regard  to  the 
termination  of  provisions  in  the  Plan 
and  the  rules  and  regulations,  as  set 
forth  in  the  September  2  interim  final 
rule  and  finalized  by  this  rule,  it  is 
found  that  these  provisions  no  longer 
tend  to  effectuate  the  declared  policy  of 
the  Act. 

Pursuant  to  the  provisions  in  5  U.S.C 
553,  it  is  foimd  and  determined  that 
good  cause  exists  for  not  postponing  the 
effective  date  of  this  action  until  30  days 
after  publication  in  the  Federal  Register 
because: 

(1)  This  action  is  required  by  the  1990 
amendments  to  the  Act  and  the  1991 
amendments  to  the  Plan; 

(2)  The  interim  final  rule  provided  a 
30-day  period  to  allow  interested  parties 
to  comment  prior  to  this  action; 

(3)  Section  1207.510(b)  became 
effective  November  2, 1992; 

(4)  Importers  are  notified  of  this 
action  through  Customs  Service's 
Automated  Commercial  System's 
Automated  Broker  Interface;  and 

(5)  No  useful  purpose  would  be 
served  by  a  delay  ot  the  effective  date. 

List  <tf  Sublects  in  7  CFR  Part  1207 

Advertising,  Agricultural  research. 
Marketing  agreements,  Potatoes, 
Reporting  and  recordkeeping 
requirements. 

Accordingly,  the  interim  final  rule 
amending  7  CFR  part  1207  which  was 
pubUshed  at  57  FR  40081  on  September 
2, 1992,  is  adopted  as  a  final  rule  with 
the  following  changes: 


PART1207— POTATO  RESEARCH 
AND  PROMOTION  PLAN 

1.  The  authority  citation  for  7  CFR 
part  1207  continues  to  read  as  follows: 

Authority:  Potato  Research  and  Promotion 
Act,  as  aip.ended,  7  U.S.C  2611  M  seq. 

2.  Section  1207.510  is  amended  by 
revising  paragraphs  (b)  (1),  (2),  and  (3) 
and  (c)  to  read  as  follows: 

11207.510    UvyofasseewiMfils. 

(b)  Assessments  on  imports.  (1)  An 
assessment  rate  of  2  cents  per 
hundredweight  shall  be  levied  on  all 
tablestock  potatoes  imported  into  the 
United  States  for  ultimate  consumption 
by  humans  and  all  seed  potatoes 
imported  into  the  United  States.  An 
assessment  rate  of  2  cents  per 
hundredweight  shall  be  levied  on  the 
fi«sh  weight  equivalents  of  imported 
6t)zen  or  procMsed  potatoes  for 
ultimate  consumption  by  himians.  The 
importer  of  imported  tablestock 
potatoes,  potato  products,  or  seed 
potatoes  shall  pay  the  assessment  to  the 
Board  through  the  U.S.  Customs  Service 
at  the  time  of  entry  or  withdrawal  for 
consumption  of  such  potatoes  and 
potatoproducts  into  the  United  States. 

(2)  The  following  conversion  factors 
shall  be  used  to  determine  the  fi^sh 
weight  eouivalents  of  frozen  and 
processea  potato  products: 

Frozen  potato  products 50 

Canned  potatoes 636 

Potato  cnips  and  shoestring  pota- 
toes   245 

Dehydrated  potato  products 14 

PoUto  starch  1111 

(3)  The  Harmonized  Tariff  Schedule 
(HTS)  categories  and  assessment  rates 
on  imported  tablestock  potatoes  and 
frozen  or  processed  potatoes  for 
ultimate  consumption  by  humans  and 
on  imported  seed  potatoes  are  as 
follows: 


Tablestock  potatoes,  frozen 
or  processed  potatoes,  and 

seed  potatoes 

ceniatewl 

oanliAio 

0701.10.OOA> 

2.00 

0.0441 

0701.10.0040 

2.00 

0.0441 

0701.90.1000 

^00 

0.0441 

0701.90.5010 

2.00 

a0441 

0701.90.5020 

2.00 

0.0441 

0701.90.50» 

^00 

0.0441 

0701.90.5040 

2.00 

0.0441 

0710.10.0000 

4.00 

0.0882 

2004.10.4000  ......i- 

4.00 

0.0882 

2004.10a020 

4.00 

0.0882 

2004.10a040 

4.00 

0.0882 

2005.20.6060 

ai446 

0.0683 

0712.10.0000 

14.2857 

a3149 

1105.10.0000 

14.2867 

0.3149 

1105.20.0000 . 

14.2867 

0.3149 

2005.20.6040 

14.2867 

0.3149 

2005.20.2000 

8.1633 

0.1800 

1108.13.0000 

18.0018 

0.3969 
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DEPARTMENT  OF  AGRICULTURE 

AgricuKural  Marketing  Service 

7  CFR  PART  1211 
IFV-91-a77] 
RIN  0581-AA50 

Pecan  Promotion  and  Research  Plan; 
Subpart  C— Rulee  of  Practice 
Governing  Proceedirtgs  on  Petitions 
To  Modify  or  To  Be  Exempted  From  a 
Plan 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

action:  Final  rule. 

SUMMARY;  The  U.S.  Department  of 
Agriculture  is  adopting  with  a  minor 
modification  as  a  ^nal  rule  an  interim 
final  rule  which  specifies  rules  of 
practice  governing  proceedings  on 
petitions  to  modify  or  to  be  exempted 
from  the  Pecan  Promotion  and  Research 
Plan  (Plan).  This  action  is  needed  to 
provide  persons  subject  to  the  Plan  with 
rules  of  practice  for  such  proceedings. 
EFFECTIVE  DATE:  February  8, 1992. 
FOR  FURTHER  INFORMATION  CONTACT:  Jim 
Wendland,  Research  and  Promotion 
Branch,  Fruit  and  Vegetable  Division, 
AMS.  USDA.  P.O.  Box  96456,  room 
2535-S,  Washington,  DC  20090-6456, 
telephone  (202)  720-9916. 
SUPPt^MENTARY  INFORMATION:  This  final 
rule  is  issued  pursuant  to  the  Pecan 
Promotion  and  Research  Act  of  1990  (7 
U.S.C  6001  et  seq.),  hereinafter  referred 
to  as  the  Act. 

This  final  rule  has  been  reviewed  by 
the  U.S.  Department  of  Agriculture 
(Department)  in  accordance  with 
Departmental  Regulation  1512-1  and 
the  criteria  contained  in  Executive 
Order  No.  12291  and  has  been 
determined  to  be  a  "non-ma)or"  rule. 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  It  is  not  intended  to 
have  retroactive  effect.  This  final  rule 
will  not  preempt  any  state  or  local  laws, 
regulations,  or  poUcies,  unless  they 
present  an  irreconcilable  conflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  suit  in  court.  Under 
section  1913  of  the  Act,  a  person  subject 
to  a  plan  may  file  a  petition  with  the 
Secretary  stating  that  such  plan,  a 
provision  of  such  plan,  or  an  obligation 
imposed  in  connection  with  such  plan 
is  not  in  accordance  with  law  and 
requesting  a  modification  of  the  plan  or 
an  exemption  fit)m  the  plan.  Such 
person  is  afforded  the  opportimity  for  a 
hearing  on  the  petition.  After  the 


hearing,  the  Secretary  woxild  rule  on  the 
petition.  The  Act  provides  that  the 
district  courts  of  tne  United  States  in 
any  district  in  which  such  person 
resides  or  carries  on  business  has 
jurisdiction  to  review  the  Secretary's 
ruling  on  the  petition,  if  a  complaiiat  is 
filed  within  20  days  after  the  date  of  the 
entry  of  a  ruling  by  the  Secretary. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA). 
the  Administrator  of  the  A^cultural 
Marketing  Service  (AMS)  has 
considered  the  economic  impact  of  this 
action  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
biisiness  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  imduly 
or  disproportionately  burdened. 

Growers,  grower-snellera.  and 
importers  of  pecans  are  subject  to 
assessment  imder  the  Plan  for  pecans 
produced  in  or  imported  into  the  50 
States  of  the  United  States,  the  District 
of  Columbia,  and  the  Commonwealth  of 
Puerto  Rico.  The  Plan  provides  that  first 
handlers,  grower-shellera,  and  importera 
are  responsible  for  payment  of 
assessments.  Appropriate  reporting  and 
recordkeeping  requirements  are  also 
provided  for  in  the  Plan. 

The  most  recent  available  census  of 
agricultural  producers  indicates  that 
over  21,000  rarms  in  the  United  States 
reported  having  pecan  trees.  The 
majority  of  these  producers  are  subject 
to  \he  provisions  under  the  Plan  and  are 
classified  as  small  businesses.  Producers 
or  growers  engaged  in  the  production 
and  sale  of  pecans  are  subject  to  being 
assessed  under  the  Plan.  Small 
agricultural  producers  have  been 
defined  by  the  Small  Business 
Administration  (13  CFR  121.601]  as 
those  having  annual  receipts  of  less  than 
$500,000,  and  small  agricultural  service 
firms,  which  include  pecan  handlers, 
shellers,  grower-shellers,  and  im{>orters, 
have  been  defined  as  those  having 
annual  receipts  of  less  than  $3,500,000. 
Also,  there  are  approximately  2.000 
pecan  handlera,  115  shellera.  and  25 
importers  who  will  be  subject  to  the 
provisions  of  the  Plan,  the  majority  of 
whom  are  also  classified  as  small 
entities. 

Pecan  production  increased  sharply 
between  the  early  1970's  and  the  1980's, 
with  most  of  the  increase  in  improved 
varieties.  Average  production  of 
improved  varieties  increased  fitim  109 
milHon  pounds  in  1970-74  to  173 
million  pounds  in  1981-88,  a  59  percent 
increase.  For  the  same  periods  all  pecan 
production  increased  from  199  million 
pounds  to  268  million  pounds  or  33 
percent.  The  industry  still  has  the 
capacity  to  produce  large  crops,  such  as 


those  in  the  1980's.  Consequently,  the 
research  and  promotion  program  is 
needed  to  help  to  bring  aemand  in  line 
with  current  production  capacity. 

During  the  1990-91  crop  year,  299 
million  poimds  of  pecans  were 
produced  in  the  United  States, 
according  to  the  revised  final  crop 
figures  in  USDA's  July  1992  report 
Pecan  imports  reported  by  the  Foreign 
Agricultural  Service  for  1990-91 
reached  approximately  66  million 
poimds  (in-shell  weight). 
Approximately  90  percent  of  these 
imports  were  from  Mexico  and  the 
remaining  10  percent  were  frx)m 
Australia. 

This  action  finalizes  rules  of  practice 
governing  proceedings  on  petitions  filed 
by  pereons  subject  to  the  Plan  to  modify 
or  be  exempted  bom  the  Plan  or  any 
provision  thereof.  Section  1913  of  the 
Act  provides  that  any  person  subject  to 
the  Plan  may  file  a  written  petition  with 
the  Secretary  stating  that  the  Plan  or  any 
provision  of  the  Plan,  or  any  obligation 
imposed  in  connection  with  such  Plan, 
is  not  in  accordance  with  law.  The 
person  may  request  a  modification  of 
the  Plan  or  an  exemption  fit)m  certain 
provisions  or  obligations  of  the  Plan. 
The  Act  further  provides  that  the 
petitioner  shall  be  given  an  opportunity 
for  a  hearing  on  the  petition,  in 
accordance  with  regulations  prescribed 
by  the  Secrete^. 

An  interim  final  rule  providing 
procedures  whereby  a  person  subject  to 
the  Plan  may  file  a  petition  to  modify 
or  to  be  exempted  from  the  Plan  was 
issued  on  Jime  17, 1992.  and  published 
in  the  Federal  Register  (57  FR  27898)  on 
June  23, 1992. 

The  interim  final  rule  provided  that 
interested  persons  could  file  written 
comments  through  July  23. 1992.  No 
comments  were  received. 

However,  a  minor  modification  is 
necessary.  Section  1211.2Sl(h),  the 
definition  of  the  term  "decision"  should 
refer  to  the  judge's  "initial  decision" 
rather  than  the  judge's  "report  to  the 
Secretary."  Therefore,  this  action  adopts 
the  June  23  interim  final  rule  with 
change. 

Based  on  available  information,  the 
Administrator  of  the  AMS  has 
determined  that  the  issuance  of  this  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  niunber  of  small 
entities. 

It  is  found  that  this  action  will  tend 
to  effectuate  the  declared  policy  of  the 
Act. 

List  of  Subjects  in  7  CFR  Part  1211 

Administrative  practice  and 
procedure.  Advertising,  Agricultural 
research.  Imports,  Marketing 
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agreements.  Pecans.  Reporting  and 
recordkeeping  requirements. 

Accordingly,  the  interim  final  rule 
amending  7  CFR  part  1211  which  was 
published  at  57  FR  27898  on  June  23, 
1992.  is  adopted  as  a  final  rule  with  the 
following  change: 

PART  1211— PECAN  PnOMOTION  AND 
RESEARCH  PLAN 

1.  The  authority  citation  for  part  1211 
continues  to  read  as  follows: 


Amhoritjr:  The  Pecan  Promotion  and 
Researdi  Act  of  1990;  7  U.S.C  6001  et  seq. 

2.  Section  1211.2Sl(h)  introductory 
text  is  revised  to  read  as  follows: 

11211^1    OefinMona. 


Dated:  December  29, 1992. 
Daniel  Haky. 
Administrator. 

|PR  Doa  93-199  Filed  1-7-93;  8:45  am] 
BMJJNQ  COOC  M10-09-H 


(h)  Decision  means  the  judge's  initial 
decision  and  includes  the  judge's: 


VOL 
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1993 
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DEPARTMENT  OF  AGRICULTURE 

Agiiculturai  Marketing  Service 

7  CFR  Part  1212 

[FV-91-4251 

RIN0581-AA48 

Ume  Research,  Promotion,  and 
Consumer  Information  Order;  Petition 
Procedures 

AQCNCY:  Agricultural  Mariceting  Service, 

USDA. 

ACTION:  Final  rule. 


SUMMARY:  The  U.S.  Department  of 
Agriculture  is  adopting  with  a  minor 
modification  as  a  nnal  rule  an  interim 
final  rule  which  specifies  rules  of 
practice  governing  proceedings  on 
petitions  to  modify  or  to  be  exempted 
from  the  Lime  Research,  Promotion,  and 
Consumer  Information  Order  (Order). 
This  action  is  needed  to  provide  persons 
subject  to  the  Order  with  rules  of 
practice  for  such  proceedings. 
EFFECTIVE  DATE:  February  8, 1993. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Jim  Wendland,  Research  and  Promotion 
Branch.  Fruit  and  Vegetable  Division, 
AMS.  USDA.  P.O.  Box  96456,  room 
2535-S,  Washington,  DC  20090-6456. 
telephone  (202)  720-9916. 
SUPPLEMENTARY  INFORMATION:  This  final 
rule  is  issued  pursuant  to  the  Lime 
Research,  Promotion,  and  Consumer 
Information  Act  of  1990.  as  enacted  by 
the  Food.  Agricultiire.  Conservation  and 
Trade  Act  of  1990  (Pub.  L  101-624; 
Title  XK). 

This  final  rule  has  been  reviewed  by 
the  U.S.  Department  of  Agriculture 
(Department)  in  accordance  with 
Departmental  Regulation  1512-1  and 
the  criteria  contained  in  Executive 
Order  No.  12291  and  has  been 
determined  to  be  a  "Don-major"  rule. 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778.  Civil 
Justice  Reform.  It  is  not  intended  to 
have  retroactive  effect.  This  final  rule 
will  not  preempt  any  state  or  local  laws. 


regulations,  or  policies,  unless  they 
present  an  irreconcilable  conflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  befote 
parties  may  file  suit  in  court  Under 
section  1957  of  the  Act,  a  p«son  subject 
to  an  order  may  file  a  petition  with  the 
Secretary  stating  that  such  order,  a 
provision  of  such  order,  or  an  obligation 
imposed  in  connection  with  such  order 
is  not  in  accordance  with  law  and 
requesting  a  modification  of  the  ordw  or 
an  exemption  from  the  order.  Such 

E arson  is  afforded  the  opportunity  for  a 
earing  on  the  petition.  After  the 
hearing,  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  courts  of  the  United  States  tn 
any  district  in  which  such  person 
resides  or  carries  on  business  has 
jurisdiction  to  review  the  Secretary's 
ruling  on  the  petition,  if  a  complakit  is 
filed  within  20  days  after  the  date  of  the 
entry  of  a  ruling  by  the  Secretary. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA). 
the  Administrator  of  the  Agricultural 
Marketing  Service  (AMS)  has 
considered  the  economic  impact  of  this 
action  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  unduly 
or  disproportionately  burdened. 

Under  section  1957  of  the  Act.  a 
.  person  subject  to  an  order  may  file  a 
petition  with  the  Secretary  stating  that 
such  order,  a  provision  of  sadb.  order,  or 
an  obligation  imposed  in  connection 
with  such  order  is  not  in  accordance 
with  law  and  requesting  a  modification 
of  the  order  or  an  exemption  from  the 
order.  An  interim  final  rule  providing 
procedures  whereby  a  person  subject  to 
the  Order  may  file  such  a  petition  was 
issued  on  May  15. 1992.  and  piiblished 
in  the  Federal  Register  (57  FR  21591)  on 
May  21. 1992. 

Tlie  interim  final  rule  provided  that 
interested  persons  could  file  written 
comments  through  June  22. 1992.  No 
comments  were  received. 


However,  a  minor  modification  is 
necessary.  Section  1212.251(1).  the 
definition  of  the  term  "decision." 
should  refer  to  the  judge's  "initial 
decision"  rather  than  the  judge's  "report 
to  the  Secretary."  Therefore,  this  action 
adopts  the  May  21  interim  final  rule 
with  change. 

Based  on  available  information,  the 
Administrator  of  the  AMS  has 
determined  that  the  Issuance  of  this  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities. 

It  is  found  that  this  action  will  tend 
to  effectuate  the  declared  policy  of  the 
Act 

List  of  Subjects  in  7  CFR  Part  1212 

Administrative  practice  and 
procedure.  Advertising.  Agricultural 
research,  Imports,  Limes,  Marketing 
agreements.  Reporting  and 
recordkeeping  requirements. 

Accordingly,  the  interim  final  rule 
amending  7  CFR  part  1212  which  was 
published  at  57  FR  21591  on  May  21, 
1992.  is  adopted  as  a  final  rule  with  the 
following  change: 

PART  1212-LIME  RESEARCH, 
PROMOTION,  AND  CONSUMER 
INFORMATION  ORDER 

1.  The  authority  citation  for  part  1212 
continues  to  read  as  follows: 

Aalhority:  The  Lime  Research.  Promotion, 
and  Consumer  Infonnation  Act  of  1990;  7 
U.S.Q  6201  et  seq. 

2.  Section  1212.251(1)  introductory 
text  is  revised  to  read  as  follows: 

11212^1    DeflnWona.. 


(1)  Decision  means  the  judge's  initial 
decision  and  includes  the  judge's: 

Dated:  December  29. 1992. 
Kmiedi  C  CUytoB. 
Acting  Administrator. 
IFR  Doc  93-198  Filed  1-7-93;  8:45  am) 
sauNQ  COM  Mie-oa-M 


UMI 


Friday 
January  8,  1993 


Part  VIII 


Office  of 
Management  and 


I-  kj      Budget 


Budget  Rescissions  and  Deferrals;  Notice 


3368 


Federal  Regjgter  /  Vol.  58.  No.  5  /  Friday.  January  8.  1993  /  Notices 


OFFICE  OF  MANAGEyENT  AND 
BUDGET 

Budget  Reedeslone  and  Detorrale 

Decamber  30. 1992. 

The  Hononbto  Thomu  S.  Foley,  Speaker  of 

the  House  of  RepraaenUtive*,  Washington. 

DC  20515. 

Dear  Mr.  Speaker  In  accordance  «rith  the 
Congressional  Budgst  and  Impoundment 
Control  Act  of  1974. 1  herewith  report  three 
revised  and  two  new  defiBrrals  of  budget 
authority,  totaling  $3.7  billion. 

These  defsnals  affect  International 
Seciirity  Assistance  programs  and  the 
Departments  of  Agriculture  and  State.  The 
details  of  these  deferrals  are  contained  in  the 
attached  report 
Sincerely, 
George  Bush, 
The  White  House. 
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DEFERRAL 
NO. 


D93-1A 

D93-8 

D93-9 


D93-4A 


D93-7A 
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CONTENTS  OF  SPECIAL  MESSAGE 
(in  thousands  of  dollars) 


• ITEM 

Funds  Appropriated  to  the  President: 

International  Security  Assistance: 

Economic  support  fund 

Foreign  military  financing  grants 

Foreign  military  financing  program 

Department  of  Agriculture: 

Forest  Service: 
Expenses,  bmsh  disposal 

Department  of  State: 
Bureau  of  Refugee  Programs: 
United  States  emergency  refugfee  and 
migration  fund ..... 

Total,  deferrals 


BUDGET 
»  AUTHORITY 


1.985,511 

1,487,000 

149,200 


46,076 


57.884 


3.725.671 
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Deferral  No.  D93-1A 


Supplemental  Report 
Report  Pursuant  to  Section  1014(c)  of  Public  Law  93-344 


This  report  updates  Deferral  No.  D93-1,  which  was  transmitted  to 
Congress  on  October  1,  1992. 

This  revision  increases  by  $1/492,774,491  the  previous  deferral 
of  $492,736,396  in  the  Economic  support  fund,  resulting  in  a 
total  deferral  of  $1,985,510,887.   The  increase  results  from:  (1) 
a  greater-than-anticipated  level  of  unobligated  funds  being 
carried  over  from  FY  1992;  and  (2)  the  Foreign  Operations,  Export 
Financing,  and  Related  Programs  Appropriations  Act,  1993. 
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Deferral  rto.  93-1 A 


DEFERRAL  OF  BUDGET  AUTHORITY 
Report  Pursuant  to  Section  1013  of  P,L  93-344 


AGENCY: 

FufKte  Appropriated  to  the  President 

BUREAU: 

Intematiof^al  Security  Asslstar>ce 


Appropriation  title  and  symtMl: 

Economic  support  fund  U 


112/31037 
11X1037 


*113/41037 


OMB  identification  code: 

11-1037-0-1-152 


Grant  program: 
Yes 


No 


Type  of  account  or  furul: 


D 
E 


Ar>nuai 


Muiti-year 


No- Year 


September  30, 1993 
•September  30. 1994 
(expiration  date) 


New  budget  authority *       $  2.689.704.000 

(P.L  102-391) 

Other  budgetary  resources.....*      $     534.287.081 

Total  budgetary  resources......*      $  3.223.991 .081 

Amount  to  be  deferred: 
Part  of  year ....*       $  1.985.510.887  2/ 

Entire  year 

Legal  authority  On  addition  to  sec.  1013): 

|X    I     AntideficiencyAct 

I       I     Other      , 


Type  of  budget  authority: 


Appropriation 
Contract  authority 
Other 


Coverage: 


Appropriation 


Economic  support  fund. 
Economic  supjsort  fund. 
Economic  support  fund. 


Account 
Symbol 

11X1037 
112/31037 
113/41037 


OMB 
Identification 
Code 

11-1037-0-1-152 
11-1037-0-1-152 
11-1037-0-1-152 


Deferred 
Amourrt  Reported 

53.269587 

462.240.900 

'    1.470.000.000 

'    1,985,510.887 


JUSTIFICATION:  This  account  provides  economic  and  countemarcotics  assistance  to  selected  countries  in 
support  of  U.S.  efforts  to  promote  stability  and  U.S.  security  interests  in  strategic  regions  of  the  wortd.  This 
account  also  includes  contributions  to  the  Intemjttional  Fund  for  Ireland.  This  action  defers  funds  pending  review 
and  approval  of  specific  loans  and  grants  to  eligible  countries.  This  interagency  review  process  win  ensure  that 
each  approved  transaction  is  consistent  with  the  foreign  and  financial  policies  of  the  United  States  and  wiBnot 
exceed  the  limits  of  available  funds.  This  action  is  tal<en  pursuant  to  the  Antideficiency  Act  (31  U.S.C.  1512). 

I 

Estimated  Program  Effect:    None 

Outlay  Effect:    None 


f 


,     Revised  from  previous  report. 

1/  This  account  was  the  subject  of  a  similar  deferral  in  FY  1992  (D92-1A). 

2/  This  deferred  amount  has  been  reduced  to  $1 .771 .082.965  due  to  subsequent  releases. 


/ 
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Deferral  No.  93-8 


DEFERRAL  OF  BUDGET  AUTHORITY 
Report  Pursuant  to  Section  1013  of  P.L.  93-344 


^     AGENCY: 

Funds  Appropfiated  to  the  President 


BUREAU: 

International  Security  Assistance 


Appropruoion  title  and  symbol: 

Foreign  military  financing  grants 
(FMF)  1/ 

1131082 


OMB  identification  code: 
11-1082-0-1-152 


Grant  program: 

\T2     Yes 


No 


New  budget  authority $       3.300.000.000 

(PL  102-391) 
Other  budgetary  resources $   

Total  tMJdgetary  resources $       3.300.000.000 

Amount  to  t>e  deferred: 
Part  of  year $        1.487.000.000 

Entire  year.... 

Legal  authority  (in  addition  to  sec.  1013): 

[X    I     Antideficiency Act 

I       I     Other 


Type  of  account  or  fund: 


Annual 


Multi-year: 


I       I     No-Year 


(expiration  date) 


Type  of  tMJdget  authority: 


Appropriation 


I       I     Contract  authority 

I       I     Other  


JUSTIFICATION:  The  President  is  authorized  by  the  Arms  Export  Control  Act  to  sell  or  finance  by  grant, 
credit,  or  guarantee  articles  and  defense  services  to  friendly  countries  to  facilitate  the  common  defense. 
Under  Section  2  of  the  Act.  the  Secretary  of  State,  under  the  direction  of  the  President,  is  responsible  for  sales 
made  under  the  Act,  including  determining  whether  there  shall  be  a  sale  to  a  country  and  the  amount  thereof. 
Executive  Order  No.  1 1 958  further  requires  the  Secretary  of  State  to  obtain  the  prior  concurrence  of  the 
Secretaries  of  Defense  and  Treasury,  respectively,  regarding  standards  and  criteria  for  credit  transactions  that 
are  t>ased  upon  national  security  and  financial  policies. 

These  funds  have  been  deferred  pending  the  approval  of  the  Departments  of  State.  Defense,  and  Treasury  for 
specific  programs  to  eligible  countries.  Consultation  among  these  Departments  will  ensure  that  each  approved 
program  is  consistent  with  the  foreign,  national  security,  and  financial  policies  of  the  United  States  and  will  not 
exceed  the  limits  of  available  funds.  This  action  is  taken  pursuant  to  the  Antideficiency  Act  (31  U.S.C.  1512). 


Estimated  Program  Effect:    None 
Outlay  Effect:   None 


UMI 


1/  This  account  was  the  subject  of  a  similar  deferral  in  FY  1992  (D92-8). 
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Deferral  No.  93-9 


DEFERRAL  OF  BUDGET  AUTHORITY 
Report  Pursuant  to  Section  1013  of  P.L.  93-344 


AGENCY: 

Funds  Appropriated  to  the  President 


BUREAU: 

International  Security  Assistance 


Appropriation  title  and  symt>ol: 

Foreign  military  fmaricing  program 

1131085 


0MB  identification  code: 
11-1085-0-1-152 


Grant  program: 

I       I     Yes 


No 


Type  of  account  or  fund: 

Annual 
Multi-year: 


(expiration  date) 


No-Year 


New  budget  authority $    149.200.000 

(P.L  102-391) 

Other  txjdgetary  resources $   

Total  txidgetary  resources $     149.200.000 

Amount  to  be  deferred: 
Part  of  year $     149.200.000 

Entire  year.... ; 

Legal  authority  (m  addition  to  sec.  1013): 

IT]     Antideficiency  Act 

I     Other  


Type  of  budget  authority: 

I   X  I     Appropriation 
1     Contract  authority 


I       I     Other 


JUSTIFICATION:  The  President  is  authorized  by  the  Arms  Export  Control  Act  to  sefl  or  finance  by  credit, 
loan  guarantees,  and  grants,  articles  and  defense  services  to  friendly  countries  to  facilitate  the  common 
defense.  Under  Section  2  of  the  Act,  the  Secretary  of  State,  under  the  direction  of  the  President,  is 
responsible  for  sales  made  under  this  Act.  Executive  Order  1 1958  further  requires  the  Secretary  of  State  to 
obtain  prior  concurrence  of  the  Secretaries  of  Defense  and  Treasury,  respectively,  regarding  consistency 
of  transactions  with  national  security  and  financial  policies. 

As  required  by  the  Federal  Credit  Reform  Act  of  1990.  this  account  records  the  subsidy  costs  associated 
with  the  direct  loans  obligated  and  loan  guarantees  for  foreign  military  financing  committed  in  FY  1993  and 
beyond.  The  foreign  military  financing  credit  program  provides  loans  that  finance  sales  of  defense  articles, 
defense  services,  and  design  and  construction  services  to  foreign  countries  and  intemationai 
organizations.  The  subsidy  amounts  are  estimated  on  a  preserrt  value  t>asis. 

This  action  defers  funds  pending  review  of  specific  loans  to  eligible  countries  by  the  Departments  of  State, 
Treasury,  and  Defense.   The  review  process  will  ensure  that  In  each  projxwed  program  the  proposed 
recipients  are  qualified  and  that  the  limits  of  available  funds  are  not  exceeded.  This  action  is  taken  pursuant 
to  the  Antideficiency  Act  (31  U.S.C.  1512). 

Estimated  Program  Effect:   None 

Outlay  Effect:   None 
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Deferral  No.  n91-4A 


Supplemental  Report 
Report  Pursuant  to  Section  1014(c)  of  Public  Law  93-344 


This  report  updates  Deferral  No.  D93-4,  which  was  transmitted  to 
Congress  on  October  1,  1992. 

This  revision  increases  by  $5,835,250  the  previous  deferral  of 
$40,241,029  in  the  Department  of  Agriculture,  Forest  Service, 
Expenses,  brush  disposal  account,  resulting  in  a  total  deferral 
of  $46,076,279.   The  increase  results  from  a  greater-than- 
anticipated  level  of  unobligated  funds  being  carried  over  from  FY 
1992.  ,  - 
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Deferral  No.  93-4A 


DEFERRAL  OF  BUDGET  AUTHORITY 
Report  Pursuant  to  Section  1013  of  P.L  93-344 


AGENCY: 

Department  of  Agriculture 

BUREAU: 

Forest  Service 


Appropriation  tKle  and  symt>ol: 

Expenses,  l)rush  disposal  1/ 

12X5206 


OMB  identification  code: 

J  2-9922-0-2-302 
Grant  program: 

~1     Yes 


No 


Type  of  account  or  fund: 

[       I     Annual 

[  j     Multi-yean 

n     No-Year 


(expiration  date) 


New  budget  authority $      27.278.000 

(16U.S.C.490) 

Other  budgetary  resources.....*  $      87.810.279 

Total  budgetary  resources *  $     115.088.279 

Amoum  to  be  deferred: 
Part  of  year 

Entire  year ...*  $      46.076.279 

Legal  authority  fin  addition  to  sec.  1013): 

|X    I     AntideficiencyAct 

I       I     Other '. 


Type  of  budget  authority: 

Appropriation 
Contract  authority 

Other 


JUSTIFICATION:  Purchasers  of  National  Forest  timber  are  required  to  deposit  with  the  Forest  Service  the 
established  cost  for  disposing  of  bmsh  and  other  debris  resulting  from  timber  cutting  operations  authorized 
by  16  U.S.C.  490.  The  deposits  becoming  available  in  the  current  year  are  estimated,  and  the  related 
disposal  operations  are  planned  for  the  following  year.  Efficient  program  planning  and  accomplishment 
is  facilitated  by  operating  a  stable  program  weM  within  the  funds  available  in  any  one  year  for  this  purpose. 
Much  of  the  brush  disposal  wortc  for  which  fees  are  collected  cannot  be  done  in  the  same  year  because 
of  weather  conditions  or  because  hawesting  is  not  completed.  The  Forest  Service  is  planning  for  a  stable 
year-to-year  program,  which  will  require  $69  million  m  1993.  The  current  fiscal  year  reserve  Is  established 
pursuant  to  the  provisions  of  the  Antideficiency  Act  (31  U.S.C.  1512)  as  a  reserve  for  contingencies. 


Estimated  Program  Effect:     None 
Outlay  Effect:     None 


*   Revised  from  previous  report. 

1/  This  account  was  the  subject  of  a  similar  deferral  in  FY  1992  (092-10). 
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Deferral  No.  D93-7A 


Supplemental  Report 
Report  Pursuant  to  Section  1014(c)  of  Public  Law  93-344 


This  report  updates  Deferral  No.  D93-7,  which  was  transmitted  to 
Congress  on  October  1,  1992. 

This  revision  to  a  deferral  of  the  Department  of  State's 
Emergency  refugee  and  migration  assistance  fund  increases  the 
amount  previously  reported  as  deferred  from  $10,123,000  to 
$57  884,000.   This  increase  of  $47,761,000  reflects  the  funds 
made  available  by  the  Foreign  Operations,  Export  Financing,  and 
Related  Programs  Appropriations  Act,  1993. 
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Deferral  No.  93-7A 


DEFERRAL  OF  BUDGET  AUT>K>RrrY 
Report  Pursuant  to  Section  1013  of  P.L.  93-344 


AGENCY: 

Depaftment  of  State 


BUREAU: 

Bureau  of  Refugee  Programs 


Appropriation  title  and  syrntx)!: 

United  States  emergency  refugee 
and  migration  assistance 

fund  1/ 

11X0040 


OMB  identification  code: 
11-0040-0-1-151 


Grant  program: 
Yes 


No 


Type  of  account  or  fund: 

Annual 
Multi-year 


No-Year 


(expiration  date) 


New  budget  ajtfiortty..... *    $    49.261.000 

(P.L  102-391) 

Ottier  budgetary  resources $     10.126.000 

Total  budgetary  resources. *  $     59.387.000 

Amount  to  be  deferred: 
Part  of  year. *   $    57.884.000 

Entire  year 

Legal  auttiority  (in  addition  to  sec.  1013): 

[X    I     Antideficiency Act 

I       I     Other  


Type  of  budget  auttiority: 

|X    I     Appropriation 
I       I     Contract  autfx)rity 
I       I     Other  _ 


JUSTIFICATION:  Section  501  (a)  of  the  Foreign  Relations  Authorization  Act  of  1976  (Public  Law  94-141)  and 
Section  414(b)  (1)  of  the  Refugee  Act  of  1980  (Public  Law  96-212)  amended  Section  2(c)  of  the  Migration 
and  Refugee  Assistance  Act  of  1962  (22  U.S.C.  2601)  by  authorizing  a  fund  to  enable  the  President  to 
provide  emergency  assistance  for  unexpected  urgent  refugee  and  migration  needs. 

The  Foreign  Operations,  Export  Financing,  and  Related  Programs  Appropriations  Act,  1993  waives  the 
provisions  placing  a  limit  on  the  amounts  in  the  funds.  * 

Executive  Order  No.  1 1922  of  June  16, 1976,  allocated  all  funds  appropriated  to  the  President  for  ttie 
Emergency  Fund  to  the  Secretary  of  State  txjt  reserved  for  the  President  ttie  determination  of  assistance 
to  be  fumisfied  and  the  designation  of  refugees  to  be  assisted  by  the  Fund. 

These  funds  have  t)een  deferred  pending  Presiderttial  decisions  required  t)y  Executive  Order  No.  1 1922. 
Funds  will  be  released  as  the  President  determines  assistance  to  be  fumistied  and  designates  refugees 
to  be  assisted  by  the  Fund.  This  deferral  action  is  talten  under  the  proviMons  of  ttie  Antideficiency  Act 
(31  U.S.C.  1512). 

Estimated  Program  Effect:    None 

Outlav  Effect:     None 


*   Revised  from  previous  report. 

1/  This  account  was  the  subject  of  a  similar  deferral  in  FY  1992  (D92-6^. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  85  and  86 
[FRL-4S51-2] 

Control  of  Air  Pollution  From  Naw 
Motor  Vahiclaa  and  Naw  Motor  Vahicia 
Engines:  Gaseous  and  Particulate 
Emiasion  Regulations  for  1994  and 
Later  Model  Year  Ught-Outy  Vehicles 
and  Ught-Duty  Trucks,  and  Revised 
Performance  Warranty  Regulations 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

AcnON:  Notice  of  proposed  rulemaking 
(NPRM). 


SUMMARY:  This  notice  proposes  the 
addition  of  "short  test"  standards  and 
procedures,  referred  to  as  the 
Certification  Short  Test  (CST).  to  current 
regulations  for  certification,  audit,  and 
recall  of  new  light-duty  vehicles  (LDVs) 
and  light-duty  trucks  (LDTs). 
Promulgation  of  the  CST  is  necessary  to 
protect  owners  of  LDVs  and  LDTs  from 
incurring  unnecessary  repair  expenses 
on  Inspection/Maintenance  (I/M) 
pattern  failures,  and  is  required  by 
section  208(a)  of  the  Qean  Air  Act 
Amendments  of  1990.  The  intent  of  the 
CST  is  to  ensure  that  properly 
maintained  LDVs  and  LDTs  have  no 
elements  of  design  that  would  cause 
pattern  failure  in  an  actual  I/M  program. 
The  Agency  is  also  proposing 
replacements  for  all  six  of  the  current 
aean  Air  Act  section  207(b)  procedures, 
which  are  used  in  basic  I/M  programs 
for  performance  warranty  purposes. 
These  proposed  procedures  more 
precisely  define  the  steps  executed  by 
both  the  I/M  emissions  analyzer  and  the 
emissions  inspector,  and  ensure  that 
vehicles  are  properly  preconditioned 
during  testing.  The  improvements 
would  serve  to  reduce  the  occurrence  of 
I/M  failures  that  would  not  benefit  from 
repair  efforts  and  to  make  the 
performance  warranty  procedures 
compatible  with  computerized 
emissions  analyzers.  This  proposal  also 
includes  several  technical  amendments 
to  the  procedures  used  to  test  vehicles 
and  engines  for  compliance  with 
emission  standards. 

DATES:  Written  comments  on  this  NPRM 
must  be  submitted  on  or  before  March 

15.  1993. 

EPA  will  conduct  a  public  hearing  on 
this  NPRM  on  February  12. 1993. 
Additional  information  on  the 
submission  of  comments  and  the  public 
hearing  can  be  found  in  ADDRESSES  and 
under  "Public  Participation"  in  the 
SUPPLEMENTARY  INFORMATION  section  of 
today's  notice. 


ADDRESSES:  Interested  parties  may 
submit  written  comments  (In  duplicate 
if  possible)  for  EPA  consideration  by 
addressing  them  as  follows:  EPA  Air 
Docket  LE-131.  Attention:  Docket  No. 
A-91-21.  U.S.  Environmental 
Protection  Agency,  room  M-1500.  401 
M  Street,  SW..  Washington,  DC  20460. 
The  hearing  will  be  held  at  9:30  a.m. 
at  the  EPA  National  Vehicle  and  Fuel 
Emissions  Laboratory.  2565  Plymouth 
Road,  Ann  Arbor,  Michigan,  48105, 
telephone  (313)  668-4200. 

Material  relevant  to  this  proposed 
rulemaking  is  available  for  inspection  in 
Docket  No.  A-91-21,  located  at  the 
above  M  Street  address  on  the  first  floor 
of  Waterside  Mall,  from  8:30  a.m.  to  12 
noon  and  from  1:30  to  3:30  p.m. 
weekdays.  A  reasonable  fee  may  be 
charged  by  EPA  for  copying  docket 
materials. 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
M.  Snapp.  Certification  Division,  U.S. 
Environmental  Protection  Agency, 
Motor  Vehicle  Emission  Laboratory. 
2565  Plymouth  Road,  Ann  Arbor, 
Michigan  48105.  Telephone  (313)  668- 
4282. 
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VII.  Statutory  Authority 

I.  Background  of  Proposed  Rule 

On  November  15, 1990.  the  Clean  Air 
Act  Amendments  of  1990  (hereafter 
referred  to  as  "the  1990  Amendnients") 
were  signed  into  law  by  the  President. 
Section  208(a)  of  the  Amendments 
modified  section  206(a)  of  the  Clean  Air 
Act  (CAA  or  "the  Act")  to  require  the 
addition  of  "test  procedures  capable  of 
determining  whether  model  year  1994 
and  later  model  year  light-duty  vehicles 
(LDVs)  and  light-duty  trucks  (LDTs), 
when  properly  maintained  and  used, 
will  pass  the  inspection  methods  and 
procedures  established  under  207(b)  for 
that  model  year,  under  conditions 
reasonably  likely  to  be  encountered  in 
the  conduct  of  inspection  and 
maintenance  (I/M)  programs,  but  which 
those  programs  cannot  reasonably 
influence  or  control."  Congress 
specifically  required  that  the  variety  of 
field  1/M  test  conditions  to  be  addressed 
by  the  new  certification  test  procedures 
include  ranges  of  fuel  characteristics, 
ambient  temperature,  and  short  waiting 
periods  prior  to  emission  testing.  These 
new  test  procedures,  referred  to  as  the 
Certification  Short  Test  (CST)/ will  be  a 
necessary  step  in  the  certification 
process  for  new  LDVs  and  LDTs 
beginning  with  the  1994  model  year. 

The  207(b)  procedures  referred  to  in 
the  Amendments  form  the  basis  for 
implementation  of  the  207(b)  or 
emissions  performance  warranty.  Where 
a  State  or  local  I/M  program  has  adopted 
one  of  the  207(b)  procedures,  failure  of 
the  procedure  is  the  first  important  step 
towards  triggering  performance 

warranty  protection  for  a  vehicle 
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owner.  ^  Performance  warranty 
regulations  were  first  promulgated  by 
EPA  in  1980  and  underwent  revision  in 
1984.2  Six  207(b)  procedures  and 
associated  emission  standards  for 
hydrocarbons  (HC)  and  carb(Mi 
monoxide  (CO)  are  currently  in  force. 
These  procedures  and  standards  may  be 
found  in  part  85,  subpart  W,  of  the  Code 
of  Federal  Regulations. 

The  purpose  of  the  performance 
warranty  is  to  protect  individual  vehicle 
owners  from  incurring  repair  expenses 
prompted  by  failure  of  an  I/M  short  test 
due  to  conditions  beyond  the  owner's 
control.  Through  adoption  of  the 
performance  warranty,  Congress 
recognized  that  vehicle  manufacturers, 
rather  than  vehicle  owners,  might  bear 
responsibility  for  a  given  I/M  test  failure 
of  an  in-use  vehicle.  Vehicle  owners,  on 
the  other  hand,  would  be  liable  once  the 
age  and  mileage  limits  for  a  vehicle 
were  surpassed,  or  for  I/M  repairs 
prompted  by  malmaintenance, 
misfueling,  or  tampering.  With  the 
manufacturers  and  vehicle  owners  each 
paying  for  emission  repairs  for  which 
they  were  responsible,  short  tests  would 
be  an  effective  and  efficient  means  to 
achieve  emission  reductions  from 
individual  vehicles. 

This  assumption  has  not  been 
completely  borne  out  by  experience, 
however,  since  specific  groups  of 
vehicles  have  shown  consistent  patterns 
of  I/M  failure,  and  neither  the  emission 
performance  warranty  nor  vehicle 
owner  action  has  adequately  addressed 
the  failures.  For  the  most  part,  the 
Agency  has  become  aware  of  these 
"pattern  failures"  as  I/M  program 
officials  have  sought  technical  support 
or  assistance  in  obtaining  Federal 
emission  performance  warranty 
coverage  for  owners  of  the  failed 
vehicles.  Once  the  existence  of  pattern 
failures  was  recognized,  the  Agency  also 
undertook  analysis  of  I/M  program  data 
to  identify  vehicle  groups  with 
unusually  high  failure  rates,  implying 
some  likelihood  of  additional  pattern 
failure  problems.  On  occasion,  the 
Agency  has  compiled  the  available 
information  and  has  published 
summaries  listing  vehicles  suspected  of 
pattern  failure  behavior,  describing  the 
causes  of  the  known  failures,  and 


1 A  second  Federal  emiuioiu  warranty,  the  207(a) 
or  emissions  defect  warranty,  is  triggered  not  by  a 
test  failure,  but  by  the  discovery  of  a  part  that  is 
defective  in  materials  or  workmanship.  The  207(a) 
emissions  defect  warranty  is  available  to  all  vehicle 
owners  (subject  to  age,  mileage,  and  maintenance 
requirements),  while  the  207(b)  performance 
warranty  is  only  available  to  vehicle  owners  that 
fail  a  Federally  approved  207(b)  short  test 
procedure. 

'45  FR  34802  (May  22, 1960)  and  49  PR  24320 
(June  12. 1984). 


recommending  approaches  for  handling 
the  vehicles  in  I/M  programs.  In  March 
1988,  for  example,  the  Agency 
distributed  summaries  of  38  pattern 
failure  problems,  ranging  in  scope  from 
a  few  thousand  affected  vehicles  to 
several  million.' 

Pattern  failures  arise  for  a  variety  of 
reasons.  In  some  cases,  the  cause  of  the 
pattern  failure  is  the  malfimction  of  a 
particular  component  on  some  or  all  of 
the  vehicles  within  an  engine  family.* 
In  other  pattern  failures,  the  vehisle 
performs  as  designed  with  no  apparent 
malfunction;  instead,  the  vehicle  design 
is  not  compatible  with  the  steps  of  the 
short  test  procedure  or  the  conditions 
under  which  the  test  is  performed."  In 
either  case,  the  pattern  railure  vehicles 
may  be  errors  of  commission  by  the 
short  test."niat  is,  the  presence  of  the 
short  test  pattern  failure  does  not 
guarantee  that  the  same  vehicles  would 
also  fail  a  full  Federal  Test  Procedure 
(FTP) .  In  part  this  is  so  because  the 
short  test  measures  emissions  on  an 
instantaneous  basis,  while  the  FTP  is 
based  on  emission  levels  averaged  over 
an  extended  period.  Whether  pattern 
failures  arise  from  malfunctions  or 
incompatibility  of  a  design  with  the  test 
procedures,  however,  responsibility  for 
such  failures  cannot  normally  be 
attributed  to  the  vehicle  owner. 

The  Agency  recognizes  five 
characteristics  of  vehicle  design  that 
account  for  the  bulk  of  those  pattern 
failures  where  incompatibilities  exist 
between  the  vehicle  design  and  an  I/M 
procedure.  First,  the  fuel  control 
systems  on  some  vehicles  are  slow  to 
accommodate  the  abrupt  transitions 
between  idle  and  2500  rpm  modes  in 
the  I/M  procedures,  thereby  generating 
HC  or  CO  emission  spikes  that  are 
longer  than  the  norm  of  five  to  seven 
seconds  or  are  more  gradual  in  their  rate 
of  decline.  Such  designs  may  fail  I/M 
tests  based  on  the  higher  emissions  of 
the  spike,  when  passing  levels  might 
have  occurred  with  more  extended 
sampUng. 

The  second  important  vehicle 
characteristic  is  use  of  air  injection  or 
fuel  metering  timers.  These  timers  have 
been  employed  by  some  manufacturers 
(notably.  Ford  Motor  Company)  to 
disable  secondary  air  injection  during 
extended  idles.  The  intent  was  to ' 
prevent  excess  catalyst  temperatures  in 
vehicles  designed  to  operate  with 
enriched  (usually,  open-loop)  fuel 


=>  I/M  Pattern  Vehicle  Summaries,  USEPA  OfBce 
of  Mobile  Sources,  28  Mar  1988:  available  in  the 
puUic  docket  for  review. 

*  See,  for  example,  summary  no.  88-04  in  UM 
Pattern  Vehicle  Summaries,  op  cH. 

*  See,  for  example,  summary  no.  88-25  in  I/M 
Pattern  Vehicle  Summaries,  op  cit. 


metering  at  idle.  Most  manufacturers 
significantly  alter  their  fuel  metering  or 
air  injection  strategies  following  a 
restart,  and  some  employ  fuel  metering 
or  air  injection  timers  triggered  by  any 
keyoff/restart  sequence.  Some  such 
strategies  increase  the  chance  the 
vehicle  will  pass  I/M  testing;  others  can 
lead  directly  to  I/M  failure.  Pattern 
failures  traced  to  timers  were  the  major 
factor  behind  EPA's  1984  warranty 
rulemaking  cited  above. 

The  third  design  characteristic  is 
cooldown  of  the  catalyst  or  oxygen 
sensor  below  nominal  operating 
temperatures,  particularly  during  idle 
operation,  when  reduced  volumes  of 
exhaust  gas  pass  across  the  sensor  or 
react  in  the  catalyst.  During  the 
extended  idles  that  vehicles  may 
occasionally  encounter  while  waiting  to 
be  tested  in  I/M  queues,  catalyst 
efficiencies  may  drop  or  fuel  metering 
systems  may  switch  to  open  loop  as  tne 
vehicle  computer  detects  sluggish 
oxygen  sensor  response.  Failure  of  the 
subsequent  I/M  test  may  result. 

The  fourth  characteristic  of 
significance  is  the  strategy  for 
evaporative  system  purge.  Many  current 
vehicles  are  designed  for  little  or  no 
evaporative  purge  during  idle,  in  part 
because  the  vapor  could  constitute  a 
significant  portion  of  the  fuel  flow, 
affiecting  idle  quality.  Such  vehicles 
tend  to  Toad  the  canister  while  waiting 
in  I/M  lanes,  only  to  discharge  the  vap^r 
during  any  off-idle  modes  in  the 
subsequent  I/M  test.  Discharge  of 
canister  vapor  in  this  manner  can  cause 
fuel  enrichment  that  exceeds  the  range 
of  authority  programmed  into  a  closed- 
loop  fuel  control  system,  resulting  in 
incomplete  combustion  and,  hence,   . 
higher  instantaneous  emissions.  Pxirge 
failures  during  2500  rpm  testing  may 
rise  dramatically  with  higher  ambient 
temperatures  or  with  hi^er  fuel 
volatility. 

Finally,  there  are  some  vehicles  that 
do  not  actually  fail  the  numerical 
standards  of  the  I/M  test,  but  instead  fail 
to  properly  complete  the  test  procedure. 
Most  significant  among  thef  e  cases  are 
vehicles  that  require  specialized 
equipment  in  oider  to  obtain  a  valid 
measure  of  engine  speed.  Emission 
analyzers  use  engine  speed  to  monitor 
progress  and  direct  the  inspector 
through  the  modes  of  the  I/M  test,  to 
determine  the  proper  point  to  sample 
emissions,  and  to  detect  certain  fault 
conditions.  The  I/M  test  procedures 
define  ranges  of  acceptable  engine  speed 
for  idle  and  off-idle  test  modes.  Until 
the  mid-1980s,  most  I/M  analyzers 
detected  engine  speed  signals  using 
conventional  tachometers,  which 
employ  an  inductive  pickup  clamped 
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around  one  of  the  Moondary  ignition 
cablaa.  In  1983,  one  manufacturer 
introduced  an  isnition  system  where  the 
pulae  count  in&  aecoodary  cables  wrae 
double  the  count  in  conventional 
systems.  Later  systems  deleted  the 
secondary  cabkic  entirely  or  limited 
•ooess  to  parts  ot  the  igniticn  system.  In 
response.  1/M  analyzer  manufacturers 
patched  their  software  and  hardware  to 
prevent  aborted  tesU  or  sampling  at 
incorrect  speeds.  However,  the  variety 
of  unconventional  ignition  systems  and 
the  speed  with  which  they  were 
introduced  led  to  a  hodgepodge  of  lest- 
than-comprehensive  solutions. 

Pattern  failures  like  those  described 
above  are  problematic  for  a  number  of 
reasons.  If  the  failure  is  of  the  type 
where  the  vehicle  is  actuallv  performing 
as  designed,  no  repair  may  be  available. 
Owners  face  increosed  risk  of  paying  for 
unnecessary  repairs,  which  may  leave 
emission  performance  unchanged  or 
even  degraded  and  the  owner 
vubierable  to  further  I/M  failures  and 
unproductive  repair  visits.  Some  owmers 
may  receive  information  from  the  repair 
sector  on  how  to  operate  their  vehicles 
during  testing  to  increese  the  chance  of 
obtaining  passing  scores,  yet  program 
officials  may  be  imable  or  unwilling  to 
accept  such  operation  as  consistent  with 
their  I/M  program  regulations. 
Determining  owner  eligibility  for 
emission  performance  warranty 
coverage  can  be  more  complex.  Each  of 
these  situations  can  contribute  to 
frustration  for  the  vehicle  owner  and  a 
loss  of  credibility  for  the  I/M  program 
and  the  vehicle  manufacturer. 
While  resolving  the  cases  of 
individual  owners  is  of  immediate 
concern  to  I/M  programs  and  the 
manufacturen.  the  long  run  solution  to 
the  pattern  failure  problem  is 
prevention  of  future  pattern  failure 
groups.  Future  liability  for  warranty 
claims  and  owner  dissatisfaction  are 
incentives  for  manufacturers  to  weed 
out  pattern  failure  designs  prior  to 
production.  On  this  basis,  one 
manufacturer  has  voluntarily  added  its 
own  I/M  simulations  to  vehicle 
development  testing.  Where  a 
manufacturer  chooses  not  to  take  this 
approach  or  where  their  efforts  are  not 
sufficiently  comprehensive  to  identify 
pattern  failure  problems,  each  owner  of 
a  pattern  failure  vehicle  must  negotiate 
the  repair  attempt  and  warranty  claim 
process  individually,  where  an  up-frtmt 
solution  to  the  problem  group  as  a 
whole  might  have  been  more  efficient. 
The  Agency's  Certirication,  Selective 
Enforcement  Audit  (SEA),  and  Recall 
programs  might  seem  to  be  viable 
mechanisms  to  address  patterns  of 
emission  test  failure.  However,  such 


programs  are  currently  based  upon  the 
FTP;  they  contain  no  direct  simulations 
of  I/M  procedures  and  field  test 
conditions  such  as  extended  idles, 
hi^ier  ambient  temperatxues,  and 
higher  fiiel  volatility.*  As  pointed  out 
above,  pattern  failure  vehicles  may  be 
errora  of  commission  by  the  short  tests. 
Thus,  pattern  failures  that  might  be  of 
great  concern  and  impact  in  the  field 
might  pass  the  FTP  in  current 
certification,  SEA,  or  recall  testing.  The 
current  motor  vehicle  emission  control 
program  therefore  does  not  adequately 
prevent  the  introduction  of  pattern 
failure  vehicles. 

With  this  in  mind,  some  I/M  programs 
have  previously  suggested  (and  EPA  has 
considered)  the  addition  of  I/M  short 
test  requirements  to  the  new  vehicle 
certification  procedures.'  With  passage 
of  the  1990  Amendments,  this  approach 
has  become  a  statutory  requirement.  The 
addition  of  the  CST  implies  a  judgment 
by  Congress  that  manufacturers,  not 
vehicle  ownen  or  the  I/M  programs, 
must  bear  the  responsibility  for 
addressing  confiicts  between  vehicle 
designs  and  federally  approved  l/M  test 
procedures.  Implementing  the  new  CST 
statutory  requirement  is  the  primary 
purpose  of  this  rule. 

Tne  CST  is  intended  to  be  an 
indicator  of  vehicle  performance  on  the 
207(b)  test  procedures  in  place  at  the 
time  each  model  year  1994  and  later 
LDV  and  LDT  is  certified.  The 
effectiveness  of  the  indicator  test  is  thus 
determined  to  a  large  extent  by  the 
clarity  with  which  the  "targets  "  (i.e..  the 
207(b)  tests)  are  defined.  Absent  any 
action  on  the  part  of  EPA  to  change 
them,  the  ciurent  207(b)  procedures 
would  apply  in  the  1994  model  year. 
The  Agency  believes  a  preferable  course 
is  to  also  amend  the  207(b)  tests. 

Indeed,  for  at  least  two  reasons,  EPA 
was  pursuing  207(b)  improvements 
prior  to  adoption  of  the  Amendments. 
First,  significant  improvements  in 
analyzer  technology  have  taken  place 
since  adoption  of  the  original 
performance  warranty  tests.  Manual 
analyzen  with  analog  readouts  have 
given  way  to  automated  units  that  place 
much  of  the  test  sequence,  sampling 
algorithm,  and  pass/fail  determination 


•Sine* ommM  ymt  1984.  Ixxh  hMvynhiiy  and 
H(thi<hity  tradu  hmn  Ckw)  a  0.5%  CO  ai  ldl« 
tUncUrd  (or  cartificMion  and  rwsll  (4S  t-H  63734. 
S«p«erobar  2S.  IMO) .  Thii  rec)«iiraiiMnl  sotighl 
•mission  reductions  in  localired  areas  of  congested 
trafCc  ratbar  than  reduction  in  1/M  pallem  failur**. 
The  fanpad  of  the  new  CST  requirement  on  iha 
truck  idle  CO  last  will  be  discujsed  in  tlie  Issuai  ■ 
•eclion  to  follow. 

'  See.  for  example,  leiler  lo  Charles  Cray  from 
Richard  joy  (Fairbanks  North  Star  Doroiigh)  dated 
May  30. 1946.  Available  in  the  public  docket  for 


under  computer  control.  These 
Improvements  permit  EPA  to  define  the 
207(b)  procedures  much  mora 
rigorously. 

Second.  I/M  programs  now  have  a 
decade  of  experience  in  testing  vehicles 
equipped  with  computer-controlled 
engines  and  emission  control  systems. 
This  experience,  together  with 
substantial  research  testing,  has  shown 
EPA  and  the  manufacturen  that  errora 
of  commission  on  I/M  tests  can  be 
significantly  reduced  by  changes  to  the 
test  modes,  the  emissions  sampling 
algorithm,  and  improvements  in  vehicle 
preconditioning.* 

Following  discussions  with  I/M 
programs,  vehicle  manufacturen,  and 
the  analyzer  manufacturen,  EPA  issued 
a  technical  report  in  January  1991 
suggesting  six  alternatives  to  the  current 
207(b)  procedures.*  The  pass/fail  mode 
types  in  the  six  tests  were  the  same  as 
those  in  the  current  procedures:  Idle, 
unloaded  2500  rpm,  and  steady-state 
loaded.  All  six  procedures  included 
new  sampling  algorithms  and  test 
procedure  specifications  appropriate  for 
use  with  computerized  emission 
analyzen  and  consistent  with  the 
objective  of  reducing  errore  of 
commission.  All  five  of  the  unloaded 
procedures  provided  failed  vehicles 
with  an  immediate  "second  chance"  to 
pass  the  I/M  test  before  triggering  an 
I/M  repair  requirement.  Tlie  second 
chance  tests  incorporated  new  or 
extended  2500  rpm  vehicle 
preconditioning  modes  and  improved 
sampling  algorithms. 

The  Agency  determined  its  strategy 
for  the  C^  proposal  against  this 
backdrop  of  the  statutory  CST 
requirement,  experience  with  the 
pattern  failure  problem,  and  ongoing 
efforts  to  improve  the  existing 
performance  warranty  procedures.  The 
Agency  has  concluded  that  the  intent  of 
Congress  is  best  served  by  proposing 
Improvements  to  the  207(b)  procedures 
themselves  as  part  of  the  CST  proposal, ' 
though  promulgation  of  the  CST  alone 
was  specifically  required  by  the 
Amendments. 

Further,  the  Agency  has  concludnd 
that  the  optimum  CST  would  not 
necessarily  require  the  broad  range  of 
testing  that  the  statute  could  be  read  to 
allow.  The  sheer  number  of  currently 


•  See.  for  example,  EPA  technical  report*  EPA 
4C0/3-SS-008.  "Variability  of  1/M  Test  Scores  Over 
Time.-  and  liPA-AA-TSS-l/M-«7-2.  "l/M  Tart 
Variability."  Available  In  th«  public  docket  tor 
review. 

•Tlemey.  Eugene  J..  Haraog.  Erik  W..  and  Snapp. 
Lisa  M.,  "Recommended  l/M  Short  Test  Procedurea 
for  the  1990s:  Six  Allenialives, "  USH'A  Otncaof 
Air  and  Radiation.  EPA-AA-TSS-l/M-90-3. 
Available  in  the  public  docket  for  review 
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approved  207tb)  tests,  the  range  of  field 
conditions  in  the  variables  called  out  by 
Congress,  and  the  diverse  vehicle 
conditions  that  can  trigger  pattern 
failure  behavior  combine  to  form  a 
potential  complex  CST  test  matrix  that 
could  be  quite  lengthy  and  expensive. 
On  this  b^is,  the  Agency  has  chosen  to 
propose  a  CST  that  (1)  includes  each  of 
the  pass/fail  mode  types,  but  not 
necessarily  all  six  revised  I/M  tests;  (2) 
targets  those  pattern  failure  causes  that 
are  of  greatest  policy  concern  or  largest 
scope:  (3)  reduces  the  complexity  of  the 
certification  test  and  the  manufacturer 
data  submission  requirements,  in  favor 
of  confirmatory  and  recall  test  liability; 
and  (4)  still  retains  the  flexibility  for 
.  future  CST  revisions  to  address  other 
pattern  failure  types  or  changes  to  the 
207(b)  procedures. 

Although  this  proposal  includes 
revisions  to  the  existing  207(b) 
procedures  that  will  help  eliminate 
many  pattern  failure  problems, 
additional  types  of  I/M  tests  may  be 
necessary  to  address  air  quality  issues  in 
regions  where  National  Ambient  Air 
Quality  Standards  continue  to  be 
exceeded.  Thus,  in  a  separate  action,  the 
Agency  has  promulgated  a  performance 
standard  to  establish  a  minimum 
emission  reduction  requirement  for 
areas  that  must  implement  enhanced 
I/M  programs  under  the  1990 
Amendments.'**  The  Agency's  adoption 
of  a  stringent  performance  standard  for 
enhanced  I/M  will  result  in  the 
adoption  by  many  States  of  transient 
loaded  procedures  for  exhaust  testing 
and  functional  tests  for  evaluation  of 
evaporative  control  systems.  Separate 
EPA  rulemakings  will  incorporate  such 
procedures  into  regulation  as  available 
performance  warranty  tests  and 
components  of  the  CST.  Therefore, 


transient  loaded  procedures  are  not 
included  in  today's  proposal. 

The  remainder  of  this  preamble  will 
describe  in  more  detail  the  proposed 
207(b)  test  procedure  revisions  and  the 
proposed  CST  regulations  (section  II), 
provide  the  rationale  for  the  proposed 
regulations  and  identify  issues  for 
comment  from  interested  parties 
(section  m),  and  execute  certain 
administrative  requirements. 

n.  Proposed  Regulations 

A.  Performance  Wanvnty  Regulations 

1.  Introduction 

This  notice  proposes  six  new 
performance  warranty  short  tests:  three 
idle  tests,  a  pair  of  unloaded  two-speed 
tests,  and  a  steady-state  loaded  test 
Incorporated  in  the  new  procedures  is  a 
new  "first  passing  reading"  emissions 
sampling  algorithm.  The  algorithm  also 
requires  that  preconditioning  be 
performed  in  a  controlled  manner.  Also 
proposed  are  new  specifications  for  the 
equipment  used  to  perform  I/M  testing. 

The  proposed  procedures  and  the 
associated  regulations  are  intended  to 
eventually  replace  the  current  menu  of 
performance  warranty  procedures 
available  to  I/M  programs.  The 
advantages  of  the  new  procedures  for 
vehicle  manufacturers  as  well  as  for 
I/M  programs  prompt  EPA  to  propose 
that  they  be  made  available  to  I/M 
programs  with  the  minimum  legal 
delay,  which  is  thirty  days  following 
promulgation  of  the  final  rule.  Once  a 
program  subsequently  adopts  any  of  the 
new  procedures,  owners  of  failed 
vehicles  would  then  be  eligible  for  the 
performance  warranty  remedy.  As  with 
the  existing  performance  warranty 
procedures,  I/M  programs  may  also 
choose  to  employ  the  procedures  on 
vehicles  that  have  exceeded  the  age  or 


mileage  criteria  for  performance 
warranty  coverage. 

In  order  to  provide  for  a  cost-effective 
transition  to  use  of  the  new  procedures 
and  for  penetration  of  analyzers  meeting 
the  new  equipment  requirements,  the 
Agency  proposes  that  tne  existing 
performance  warranty  test  procedures 
and  the  new  procedures  that  are  being 
proposed  in  this  notice  be  concurrently 
available  to  all  I/M  programs  for  use  on 
all  vehicles  through  31  December  1993. 
In  addition,  EPA  proposes  that  I/M 
program  areas  may  continue  to  use  the 
current  performance  warranty 
procedures  for  model  year  1993  and 
earlier  vehicles  through  31  December 
1995,  if  approved  by  Uie  Administrator 
as  part  of  a  State  Implementation  Plan 
revision  as  part  of  an  expeditious 
transition  to  more  sophisticated 
inspection  equipment  or  high  volume, 
test-only  inspection  netwoiic.  Approval 
of  the  request  would  be  based  on 
evidence  that  earlier  adoption  of  the 
new  procedures  or  the  associated 
equipment  requirements  would  be 
impractical  or  unreasonably  costly.  An 
example  of  such  a  circumstance  might 
be  a  program  that  has  recently  upgraded 
its  emission  analyzers,  but  not  to  the 
extent  proposed  in  this  Notice.  Of 
course,  the  revised  207(b)  tests  being 
proposed  today  would  be  available  for 
I/M  program  use  thirty  days  after 
publication  of  the  final  rule. 

2.  Sequence  of  the  Test  Modes 

Table  1  provides  basic  information  on 
the  sequence  of  the  test  modes  in  the  six 
new  I/M  short  tests  proposed  in  this 
notice  as  well  as  in  the  six  tests  already 
contained  in  current  regulations.  The 
complete  procedures  are  contained  in 
part  85,  subpart  W  of  the  proposed 
regulations. 


Table  1.— Comparison  of  I/M  Test  Procedures 
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Table  1.— Comparison  of  l/M  Test  procedures— Continued 
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The  table  illustrates  some  of  the 
similarities  and  differences  between  the 
new  and  old  procediires.  The  proposed 
tests  continue  to  rely  entirely  on 
conventional  idle,  unloaded  2500  rpm, 
and  steady-state  loaded  operation,  both 
for  preconditioning  modes  and  for 
sampling  (pass/fail)  modes.  On  the  other 
hand,  the  new  tesU  have  a  greetw 
emphasis  on  "second  chance"  test 
modes."  Each  of  the  five  new  imloaded 
procedures  includes  second-chance 
modes;  in  the  current  procedures,  oaly 
the  Two-Speed  Idle  Test  Incorporates 
second-chance  testing.  The  second 
chance  modes  of  the  proposed 
procedures  are  generally  of  longer 
duration  than  the  first  chance  modes  (an 
aspect  reflected  in  the  regulations  but 
not  in  Table  1),  and  show  an  increased 
reliance  on  preconditioning. 

Each  of  the  first  chance  tests 
contained  within  the  six  proposed 
procedures  has  a  direct  analog  in  the 
current  procedures.  For  example,  the 
first-chance  portion  of  the  new 
Preconditioned  Idle  Test  consists  of  a 
2500  rpm  preconditioning  mode  and  an 
idle  sampling  mode;  the  same  modes  are 
employed  in  the  current  Idle  Test  with 
optional  preconditioning.  None  of  the 
proposed  tests  is  exclusively  a  "restart" 

Procedure,  that  is.  one  that  requires  a 
eyoff/restart  step  for  all  vehicles:  the 
two  restart  procedures  from  the  current 
regulations  have  been  absorbed  as 
options  within  the  new  procedures.** 
The  three  proposed  idle  tests  differ 
only  in  their  use  of  preconditioning. 


<  >  Sacond  ciMDca  ImUds  is  tiM  UM  of  an 
immediate  second  l/M  taal  oa  tailed  vabiclaa; 
second  chance  test  scores  supersede  first  chance 
scons.  The  second  chance  teat  sequence  may 
include  diffsrent  preconditioning  or  sampling 
modes  than  the  Rrst  chance  test  A  second  chance 
test  U  diOerent  than  a  retast.  which  is  the  I/M  test 
performed  following  a  repair  attempt.  Ralasts  may 
duplicate  the  entire  initial  I^M  test  procedure  (first 
and  second  chance). 

« In  order  to  avoid  timer-related  pattern  (ailuras, 
EPA  has  already  required  a  maximua  ten-second 
keyofT  and  engine  restart  during  seoond-chance 
testing  of  soma  alreedy-produced  vakicles  (model 
1981-8«  Ford  producU  and  model  year  19»4-«5 
Hooda  Preludes). 


The  proposed  "standard"  Idle  Test 
retains  the  simple  idle  pass/fail  mode  of 
its  older  namesake,  but  adds  a  second- 
chance  idle  test  with  three  minutes  of 
controlled  2500  rpm  preconditioning. 
The  proposed  Idle  Test  with  Loaded 
Preconditioning  is  very  similar  to  the 
new  Idle  Test,  but  uses  30  seconds  of 
loaded  preconditioning  in  the  second- 
chance  test  instead  of  three  minutes  at 
2500  rpm.  The  third  new  idle-only  test, 
the  Preconditioned  Idle  Test,  is  the 
proposed  Idle  Test  with  a  short  2500 
rpm  preconditioning  inserted  at  the 
beginning. 

The  proposed  unloaded  two-speed 
tests  are  also  closely  related.  The  first 
chance  portion  of  the  Two  Speed  Test 
consists  of  an  idle  sampling  mode 
followed  by  a  2500  rpm  sampling  mode; 
the  Preconditioned  Two  Speed  Test 
simply  reverses  the  order.  Both  of  these 
tests  employ  second  chance  modes  at 
2500  rpm  and  idle. 

The  sampling  modes  of  the  proposed 
Loaded  Test  are  required  modes:  in  the 
existing  test  of  the  same  name,  one  or 
the  other  of  the  modes  could  be 
optional.  The  existing  option  to  use  the 
loaded  mode  for  preconditioning  only 
has  been  absorbed  in  this  proposal  into 
the  Idle  Test  with  Loaded 
Preconditioning. 

3.  Sampling  Algorithm 

The  sampling  algorithm  is  the 
calculation  method  used  to  monitor  and 
^  control  progress  through  the  modes  of 
the  test  and  to  determine  emission 
scores  and  pass/fail  status  based  on  the 
information  provided  by  the  optical 
bench  of  the  emissions  analyzer. 
Elements  of  the  sampling  algorithm  can 
include  (1)  the  frequency  at  which  the 
analog  emission  signal  from  the  bench 
is  sampled.  (2)  the  method  used  to 
"bundle"  the  sampled  values,  (3)  the 
criteria  for  initiating  and  terminating 
test  modes.  (4)  the  criteria  for  selecting 
a  score  and  then  determining  pass/fail 
status  for  each  mode  based  on  the 
standards  for  each  pollutant.  (5)  the 
criteria  for  the  detection  of  fault 


conditions  during  both  preconditioning 
and  sampling  modes,  and  (6)  the 
decision  criteria  to  be  employed  when 
fault  conditions  are  detected. 

Because  the  current  performance 
warranty  test  procedure  regulations 
were  written  before  the  development  of 
low-cost  computerized  analyzers  with 
digital  samplbig  capabilities,  most 
aspects  of  the  sampling  algorithm  were 
left  under  the  inspector's  subjective 
control.  For  example,  the  instruction  In 
current  regulations  to  "record  exhaust 
concentrations  after  stabilized  readings 
are  obtained  or  at  the  end  of  30  seconds, 
whichever  occurs  first"  was  written  to 
accommodate  inspectors  monitoring 
emission  values  on  analog  gauges." 
The  Agency  developed  improved 
analyzer  specifications  in  1980,  but  the 
improvements  were  issued  as  guidance 
rather  than  revisions  to  the  performance 
warranty  regulations,'*  and  further 
improvements  have  since  been 
identified.  The  Agency  proposes  at  this 
time  to  adopt  such  improvements  as 
part  of  the  regulations  for  each  new 
proposed  performance  warranty 
procedure. 

The  proposed  algorithm  samples  the 
stream  of  emission  data  from  the 
analyzer's  sampling  system  at  a 
minimum  frequency  of  two  hertz:  these 
samples  are  continuously  grouped  into 
five-second  running  average  bundles. 
Mode  initiation  occurs  for  unloaded 
modes  when  the  inspector  prompts  the 
analyzer  to  begin  and  the  engine  speed 
has  been  within  specified  bounds  for 
ten  seconds:  700  rpm  ±  400  rpm  for  an 
idle  mode  or  2500  rpm  ±  300  rpm  for 
a  2500  rpm  mode.  Vehicle  speed  criteria 
are  similarly  specified  for  loaded 
modes:  22  mph  to  25  mph  for  vehicles 
with  up  to  four  cylinders,  29  mph  to  32 
mph  for  five  and  six  cylinder  vehicles, 
and  32  mph  to  35  mph  for  vehicles  with 


•'See.  for  example.  40  CFR  85.2209(b)(4). 

"45  FR  34802.  op  cit  and  "BAR  90  Analyzer 
System  Specifications."  State  of  California 
Department  of  Consumer  Affairs.  Bureau  of 
Automotive  Repair.  June  1989.  Availabie  In  the 
public  docket  for  review. 
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Sevan  or  more  cylinders.  Tlie  delay  in 
mode  initiation  provides  time  for 
stabilization  of  emission  spikes 
following  mode  transitions  and  for 
tiaBq}ort  of  the  sample  through  the 
exhaust  analytical  S3r8tem. 

A  software  timer  that  monitors  the 
elapsed  time  is  the  mode  is  tii^ered  by 
mode  initiation.  Termination  of  the 
mode  occun  when  either  the  vdiicle 
has  passed  and  a  score  has  been 
determined,  the  mode  time  limit  has 
been  reached  without  the  vehicle 
passing,  or  a  fault  condition  has 
occurred. 

The  software  searches  throughout  the 
sampling  period  for  a  set  of  passing 
values  and  if  one  is  foimd.  the  vehicle 
passes.  Thus,  rather  than  selecting 
scares  when  the  emission  readings  have 
either  "stylized"  or  a  specified  time 
has  elapsed,  the  algorithm  searches  for 
the  "firet  passing  reading"  of  a  five- 
second  buntfle  in  which  both  the  HC 
and  CO  values  ere  irt  or  below  the 
standards  of  220  parts  per  miUirai  (ppm) 
HC  and  1^%  CO.  If  the  mode  reaches 
a  predefined  maximiim  duration 
without  passing,  the  vehicle  fails  and 
the  mode  terminates.  The  maximum 
mode  length  varies  from  ninety  seconds 
to  three  minutes,  depending  on  the  t3rpe 
of  mode  and  whether  it  is  part  of  an 
initial  or  second-chance  test. 

There  are  also  minimum  mode 
durations  (generally,  30  seconds).  If  the 
pass  determiiution  is  made,  the  mode 
continues  until  the  minimum  dilation 
has  elapsed.  This  permits  any 
preconditioning  benefits  of  the  mode  to 
be  achieved,  and  also  allows  the 
algorithm  to  report  the  best  passing 
reading  over  the  length  of  the  mode, 
rather  than  always  reporting  a  bundle 
that  is  a  borderline  passing  reading  (see 
below).  A  clean-vel^e  "early  out" 
option,  however,  allows  for  immediate 
mode  termination  if  a  bundle  does  not 
exceed  100  ppm  HC  and  0.5%  CO. 
Therefore,  a  very  clean  vehicle  could 
pass  a  mode  in  es  little  as  fifteen 
seconds  (the  ten  second  sampling  delay 
plus  one  five  second  bundle).  Similarly, 
a  dirty-vehicle  early  out  option  is 
provided  for  vehicles  with  no  HC 
exhaust  concentration  less  than  1800 
ppm  over  the  course  of  any  sampling 
mode.  This  option  protects  analyzers 
from  excessive  HC  hangup  and 
contamination  of  the  particulate  trap. 

Once  a  pass/fail  determination  is 
made,  the  algorithm  must  select  the 
simultaneous  pair  of  emission  scores 
that  is  to  be  reported;  the  bundle  on 
which  a  pesang  status  was  assigned 
vkdll  in  many  cases  be  just  below  the 
standard,  which  could  erroneously 
indicate  that  the  vehicle  is  only  capable 
of  marginally  passing.  Therefore,  the 


mode  score  reporting  algorithm  instead 
selects  the  pair  of  emission  values  with 
the  lowest  weighted  score  by  continuing 
to  analyse  emission  values  until  the 
mode  terminates  and  reporting  that 
bundle  for  which  the  combinetion  of  HC 
+  (151  *  CO)  is  a  minimum.  The 
weighting  fiactor  of  151  is  based  on  the 
relative  magnitude  of  the  two  standards 
and  of  the  two  units  of  meas\ire,**  and 
also  minimizes  the  occurrence  of  non- 
unique  combined  values  to  simplify  the 
score  selection  process. 

A  mode  can  be  terminated  or 
prevented  from  initiating  as  a  result  of 
a  fault  condition,  such  as  excess  exhaust 
dilution  or  engine  or  vehicle  speed 
exciirsions  (including  engine  stalls). 
Specifically,  a  dilution  check  is 
continuously  performed  for  each  pass/ 
£ul  mode  to  guard  against  leaks  in  the 
analyzer  sampling  train  or  failure  of  the 
inspector  to  insert  the  probe  to  a 
minimum  depth  of  ten  inches.  A  mode 
may  not  initiate  or  continue  if  the  sum 
of  CO  and  caibon  dioxide  (CO2) 
concentrations  falls  below  six  percent. 
The  test  is  aborted  and  the  results 
voided  if  die  dilution  chedc  is  failed  or 
the  vehicle  stalls.  In  addition,  vehicle  or 
engine  speed  must  remain  within  the 
bounds  specified  previously:  excursions 
beyond  the  specified  limits  for  an  idle 
mode  result  in  the  mode  timer  resetting 
to  zero  and  the  mode  resuming. 
Excursions  beyond  the  specified  limits 
for  2500  rpm  and  loaded  modes  are 
limited  to  two  seconds  for  any  single 
excursion  and  six  seconds  total  during 
testing  modes,  and  five  seconds  for  any 
single  excursion  and  15  seconds  total 
during  preconditioning  modes. 
Exceedances  result  in  the  mode  timer 
resetting  to  zero  and  the  mode 
resuming. 

A  maximum  time  is  established  for 
the  entire  test  in  order  to  prevent 
unlimited  mode  timer  resettings.  A  test 
timer  is  initiated  at  the  start  of  the  first 
preconditioning  or  pass/fail  mode  and 
runs  continuotisly  until  the  test  is 
completed,  voided,  or  the  maximum  test 
duration  is  reached.  The  shortest 
maximum  test  time  is  145  seconds 
(occurring,  far  example,  in  the  initial 
test  portion  of  the  IcUe  Test):  the  longest 
maximum  test  time  is  425  seconds  (see, 
for  example,  the  initial  test  portion  of 
the  Two-Speed  Idle  Test).  If  the 
maximum  test  time  is  reached  before  all 
modes  can  be  completed,  the  test  is 
terminated  and  the  test  is  rendered 
invalid. 


4.  Test  Pass/Fail  Determination 

The  pass/fiail  status  of  a  vehicle  for 
the  test  as  a  whole  is  determined  by  its 
pass/fail  status  on  the  individual 
sampling  modes  of  the  test.  If  a  second 
chance  test  has  been  performed,  &e 
pass/fail  determination  is  made  on  the 
basis  of  its  sampling  modes:  otherwise, 
the  first  diance  test  values  are  used. 
Each  sampling  mode  in  the  applicable 
first  chance  or  second  chance  test  must 
have  a  simultaneous  pair  of  passing  HC 
and  CO  emission  values  for  the  overall 
test  to  be  passed.  Scores  are  reported  for 
each  mode  individually  as  described  in 
the  previous  section. 

5.  Equipment  SpedficatiaQS 

In  addition  to  the  changes  in  the 
performnce  warranty  test  procedures, 
this  proposal  v^>grades  equipment 
sp>ecifications  to  reflect  the  current 
capabilities  of  the  analyzer 
manufacturing  industry.^*  The  proposed 
requirements  define  the  physical 
components  of  the  emissions  analyzer 
more  precisely,  refine  and  tighten 
analyzer  accurcury  requirements  for  HC 
and  CO.  include  spedfications  for  other 
gases  of  interest  (CO3  and,  optionally. 
nitrogen  oxide  (NO)),  and  codify  the 
ranges  of  ambient  conditions  under 
which  the  analyzer  must  be  ^le  to 
perform  acciuetely.  Furthennore.  the 
proposal  defines  equipment  calibrations 
and  adjustments  in  more  detail. 

The  current  description  of  the  basic 
components  of  the  emissions  analyzer, 
which  merely  includes  a  sample  probe, 
water  removal  system,  and  W^  and  00 
analyzers,  is  expanded  to  include  a  CO2 
analyzer,  a  particulate  trap,  a  sample 
pump,  flow  control  components,  a 
tachometer,  digital  displays  for  HC,  00, 
and  CO2,  and  a  digital  display  for 
dynamometer  speed  and  load  if  tasting 
utilizes  loaded  operation  (see  proposed 
§  85.2225(b)).  The  revised  specifications 
would  require  that  materials  coming  in 
contact  with  the  sample  not 
contaminate  or  change  the  character  of 
the  gases  to  be  analyzed. 

Response  time  requirements  for  HC 
and  CO  would  become  more  stringent, 
and  the  proposal  would  add  response 
time  requirements  for  the  optional  NO 
analyzer.  In  most  cases,  accuracy 
.  tolerances  would  be  defined  for  three 
successive  ranges  for  each  of  the 
measured  gases,  including  the  new  CO2 
channel  (see  proposed  §  85.2225(c)):  in 
current  regulations,  acciiracy  is  only 
defined  for  a  sin^  range  spanning  a 
small  interval  below  and  including  the 


"  HC  mMSOTBd  ai  Iraxana  in  parts  par  mJlHon 
and  CX}  mmmmA  in  paroant  coocaotraUon. 


>*Tba  proposed  tpadficatiofu  »n  also  conritlaot 
in  all  m«jor  respacts  with  tha  BAR  90  tpacificailoat 
employed  by  the  Stata  ttCtUAaiAA  VM  propam. 
opcit. 
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standard.  The  revised  accuracy 
requirements  would  be  somewhat  more 
stringent  at  levels  near  the  standards, 
and  would  extend  to  one  or  two 
additional  ranges  exceeding  the 
standards  so  that  the  magnitude  of  the 
exceedance  can  more  reliably  be 

Analyzer  noise  and  repeatability  are 
other  aspects  that  are  new  in  the 
proposal  (see  also  proposed 
§  8S.222S(c)).  The  proportion  of 
readings  of  a  midrange  calibration  gas 
recorded  over  a  20  second  period  that 
can  exceed  150%  of  the  average  reading 
level  would  be  limited  to  five  percent, 
and  the  variance  of  the  readings  over 
that  period  would  be  restricted  to  a 
specified  noise  limit  dependent  upon 
pollutant  and  range. 

The  proposed  specifications  also  add 
ranges  for  environmental  conditions 
within  which  the  analyzer  must  meet 
the  accuracy,  noise,  and  repeatability 
specifications  just  presented  (see 
proposed  §  85.2225(c)).  These  ranges 
inchide  ambient  temperature  (41°F- 
llO'F).  humidity  (up  to  at  least  80% 
relative  humidity  throughout  the 
required  temperatxire  range),  barometric 
pressure  (the  analyzer  must  compensate 
for  pressure  effects  for  altitudes  up  to 
6000  feet),  electromagnetic  isolation 
from  interiference,  and  vibration  and 
shock  protection.  These  ranges 
represent  minimum  requirements.  I/M 
programs  may  specify  more  stringent 
requirements  if  local  conditions  warrant 
them  in  order  to  ensure  test  accuracy. 

Other  specifications  proposed  for 
adoption  that  are  not  included  in 
current  regulations  are  the  display 
refiedi  rate  (twice  per  second 
minimum),  limitations  on  interference 
effects  from  gases  not  sampled,  a  readily 
visible  display  of  the  propane 
equivalency  factor,  a  provision  for 
lockout  of  the  sampling  unit  imtil 
warm-up  requirements  are  met,  a 
slightly  different  basis  for  the 
determination  of  equal  flow  for  vehicles 
with  dual  exhaust  pipes  (see  proposed 
S  85.2225(b)),  and  an  analyzer  display 
resolution  requirement  standardizing 
emissions  reporting  at  the  same  level  of 
precision  as  app)ears  in  the  accuracy 
requirements  for  each  channel.  In 
addition,  the  analyzer  must  have  the 
hardware  and  software  capable  of 
implementing  the  sampling  algorithm 
discitssed  in  a  previous  subsection. 

Some  improvements  to  the  analyzer 
calibration  requirements  are  also 
proposed  (see  proposed  §  85.2233). 
System  checks  would  lock  out  the 
analyzer  if  HC  readings  taken  through 
the  probe  when  sampling  ambient  air 
exceed  20  ppm.  Lockout  would  also 
occur  if  the  automatic  zero  and  span 


checks  (newly  automated)  Indicate  that 
drift  has  caused  the  signal  levels  to 
move  beyond  the  adjustment  range  of 
the  analyzer.  A  system  leak  check, 
formerly  weekly,  would  now  be 
required  on  a  daily  basis.  Gas 
calibration  would  automatically  occur 
every  72  hours,  and  would  utilize  two 
span  points.  Failure  to  pass  the 
calibration  would  lock  the  system  out 
from  testing. 

Additionally,  revised  dynamometer 
specifications  are  proposed  based  on  the 
specifications  ciurently  being  applied  to 
loaded-mode  testing  in  the  State  of 
Arizona  I/M  program  (see  proposed 
§§  85.2230  and  85.2233).  Different 
vehicle  speeds  woxild  be  dictated  for 
loaded  operation  based  upon  engine 
size  (number  of  cylinders).  The 
repeatability  criterion  for  power 
absorption  at  a  constant  speed  and  drift 
during  any  single  test  mode  are  also 
proposed  to  be  more  adequately 
defined. 

B.  Certification  Short  Test  Regulations 
1.  Overview 

The  vehicle  manufacturer's  obligation 
under  this  proposal  is  to  design  vehicles 
that  pass  each  of  the  new  performance 
warranty  test  procedures  described  in 
the  previous  section,  without  benefit  of 
the  second-chance  segments  of  those 
procediues,  imder  conditions, 
reasonably  expected  to  be  encountered 
during  in-use  testing.  The  Agency 
proposes  to  implement  and  enforce  this 
obligation  by  incorporating  a  new  test 
procedure,  the  CST.  into  existing  EPA 
regulations  governing  new  vehicle 
certification.  SEA  testing,  and  emissions 
recalls.  The  proposed  CST  regulations 
include  new  test  procedures,  test 
conditions,  equipment  requirements, 
emission  standards,  |nd  associated 
regulations. 

The  proposed  CST  procedure  is  a 
laboratory  simulation  of  field  I/M  short 
test  procedures.  Vehicle  operation 
during  a  run  of  the  procedure  consists 
of  at  most  two  different  first-chance 
tests  from  the  proposed  new 
performance  warranty  procedures,  in 
specific  combination  with  modes  that 
simulate  vehicle  warmup  and  "wait 
time"  operation  in  I/M  lanes.  In  order  to 
predict  vehicle  performance  under  field 
I/M  conditions,  the  proposal  defines  an 
envelope  of  vehicle  test  conditions 
based  on  ambient  temperature,  fuel 
characteristics,  and  prior  vehicle 
operation,  within  which  the  new  CST. 
procedure  is  to  be  performed.  The 
Agency's  selection  of  ranges  for  these 
parameters  reflects  the  statutory 
mandate  and  the  current  knowledge  of 


pattern  failure  triggering  conditions 
discussed  in  section  I. 

As  proposed,  neither  the  vehicle 
manufocturers  nor  EPA  must  perform  all 
possible  combinations  of  the  simulated 
I/M  tests  and  the  points  in  the  test 
envelope.  The  manufacturer  must 
certify  compUance  with  the  complete 
range  of  CST  tests  and  conditions,  but 
need  only  submit  data  to  the  Agency  on 
a  small  subset  of  those  possibilities.  The 
Agency  has  the  authority  to  perform 
certification  confirmatory  tests.  SEA 
tests,  and  recall  tests  throughout  the 
range  of  CST  procedures  and  test 
conditions,  yet  it  may  choose  to  focus 
on  only  one  1/M  procedure  at  a  specific 
point  in  the  test  envelope. 

The  Agency  is  also  proposing  a 
second  approach  to  the  test  envelope 
that  relies  on  an  evaporative  canister 
loading  procedure  rather  than  hidi 
ambient  test  temperature  and  high  fuel 
volatility  to  generate  the  high  vapor 
volumes  characteristic  of  purge-related 
pattern  failures.  Regulatory  language  is 
proposed  for  the  first  approach  only; 
however,  both  approaches  are  discussed 
in  detail  later  in  this  section  of  the 
preamble.  The  Agency  solicits 
comments  on  both  approaches  to  the 
test  envelope,  but  proposes  to  adopt 
only  one  approach  in  the  final  rule. 

The  proposed  CST  equipment 
requirements,  like  the  CST  procedures, 
are  based  on  the  new  field  I/M 
requirements  proposed  in  this  Notice. 
Thus,  emission  scores  on  the  CST 
procedures  are  obtained  using 
computerized,  nondispersive  infrared 
(NDIR)  analyzers  measuring  undiluted 
tailpipe  exhaust  on  an  instantaneous 
basis.  The  analyzers  must  meet  or 
exceed  the  new  design  specifications  for 
I/M  analyzers  outlined  in  section  II.A. 
The  sampling  algorithm  proposed  for 
the  CST  is  the  algorithm  proposed  for  1/ 
M  testing  in  the  field. 

The  scores  obtained  for  each  samphng 
mode  in  a  run  of  the  CST  procedure  are 
compared  to  CST  emission  standards  to 
determine  the  passing  or  failing  status  of 
the  vehicle  for  that  mode.  Vehicles  must 
pass  each  individual  sampling  mode  of 
the  procedure  to  pass  the  CST  as  a 
whole.  The  CST  standards  proposed  for 
undeteriorated  vehicles  (including 
certification  EDVs  and  SEA  test 
vehicles)  are  0.2  percent  CO  and  50  ppm 
NC.  For  deteriorated  vehicles  (such  as 
recall  test  vehicles),  the  proposed 
standards  are  identical  to  the  field  I/M 
standards:  1.2  percent  CO  and  220  ppm 
NC.  Because  separate  standards  are 
proposed  for  deteriorated  and 
undeteriorated  test  vehicles,  the 
evaluation  of  CST  compliance  differs 
bom  the  evaluation  of  FTP  compUance. 
The  CST  emission  scores  for 
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certification  EDVs  are  not  adjusted  by  a 
deterioration  factor  before  comparison 
to  the  (undeteriorated)  emission 
standard,  and  thus  no  CST  procedures 
need  be  performed  on  certification 
durability  data  vehicles. 

The  balance  of  this  section  clarifies 
the  proposed  CST  compliance 
requirement  and  manufecturer  data 
submission  requirements  by  describing 
in  greater  detail  the  proposed  CST  test 
procedures  and  test  condition  envelope. 
Also  presented  is  an  alternative 


approach  to  the  test  envelope  that 
employs  an  evaporative  canister  loading 
procedure  to  replace  portions  of  the 
observed  ranges  of  field  ambient 
temperature  and  fuel  properties. 
Comments  from  interested  parties  are 
solicited  on  all  aspects  of  the  proposal. 

2.  EPA  Compliance  Testing  Pathways 

The  EPA  compliance  testing  pathways 
that  together  make  up  the  proposed  C^ 
procedure  are  illustrated  in  Figure  1. 
The  procedure  consists  of  three 


pathways  for  test  preparation,  fneding 
either  of  two  pathways  for  vehicle 
testing:  thus,  there  are  six  overall 
compliance  pathways.  The  Agency  may 
choose  among  the  six  pathways  for  the 
purpose  of  compliance  testing  to 
determine  if  a  manufocturer  has 
conformed  to  the  design  requirement 
stated  at  the  beginning  of  the  overview 
above. 

•NXINQ  COOe  WM-SO-M 
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Figure  1 :    EPA  Compliance  Testing  Pathways 
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The  proposed  range  for  CST  test  cell 
temperature  is  IS'F  to  95°F.  The  three 
test  preparation  pathways  are  named 
after  three  contiguous  subsets  of  this 
overall  range:  cold  (IS'F  to  65T). 
moderate  (65»F  to  75"F),  and  hot  (75'F 
to  95"?)  temperature. 

The  test  cell  ambient  temperature  in 
turn  determines  the  test  fiiel 
characteristics.  There  are  two  proposed 
CST  test  hiels,  differing  only  in  their 
maximum  volatility.  The  fuel  for  cold 
and  moderate  temperature  testing  may 
have  a  Reid  vapor  pressure  (RVP)  no 
higher  than  14.1  lbs;  the  CST  fiiel  for 
hot  temperature  testing  must  be  at  or 
below  9.0  RVP.  The  complete 
specifications  for  the  two  fuels  are 
provided  in  Table  2  below  and  in 
§  86.1413  of  the  proposed  regulations. 

Table  2.— Fuel  SPEOFicATtoN 


Ambient  Test  Tempanture 

RVP  (pal) ..._ 

Octane  (HON) 

T90  ..■■■■■■■ 

%  arofiMict _„__.„. 

%oieflns  

%  MTBE  ..... 

Wt%  suHur  .„ 


SpecHleaUon 


S75^    76T-95*F 
$14.1        £9.0 
293 

238 

SOI 
20.06 


No  vehicle  operation  is  prescribed  or 
excluded  prior  to  the  fuel  drain  and  fill 
step.  Once  the  vehicle  has  been 
refueled,  however,  EPA  must  perform 
operation  to  warm  up  the  vehicle  before 
entering  either  of  the  two  vehicle  testing 
pathways.  The  test  cell  ambient 
temperature  determines  the  type  of  this 
warm-up  operation.  In  compliance 
testing  along  the  cold  temperature 
pathway,  EPA  would  perform  a 
transient  loaded  warm-up  cycle  of  at 
least  505  seconds  duration.  Examples  of 
such  cycles  are  the  full  FTP  and  its 
component  cycles  (the  Cold  505  and  the 
LA4l .  For  either  moderate  or  high 
temperature  testing.  EPA  would 
perform,  at  minimum,  unloaded 
operation  at  2500  rpm  for  90  seconds, 
steady-state  loaded  operation  at  or 
above  30  mph  for  30  seconds,  or  any 
transient  loaded  operation  for  30 
seconds. 


Normally,  EPA  would  exped  to 

Jiroceed  directly  into  vehicle  testing 
bllowing  the  warm-up  step.  If  the 
Agency  chooses  to  perform  a  loaded 
warm-up  but  no  loaded  short  testing,  it 
may  be  desirable  to  firee  up  the         t 
dynamometer  after  the  warm-up  is 
completed  and  to  perform  The  emission 
testing  modes  elsewhere.  In  such  a  case. 
EPA  is  proposing  to  allow  up  to  seven 
minutes  of  imcontroUed  vekicle 
operation  (including  keyoff  time)  from 
the  close  of  a  loaded  warm-up  step  to 
the  beginning  of  vehicle  testing.  TTie 
Agency  believes  that  the  limited 
duration  of  this  imcontroUed  operation 
is  not  likely  to  significantly  afiiect  test 
results. 

As  proposed,  the  vehicle  testing 
portion  of  the  procedure  begins  with  the 
v^icle  at  curb  idle  for  between  three 
and  thirty  minutes.  This  "wait  time" 
mode  simulates  the  operation  of  the 
vehicle  once  it  has  been  queued  for 
testing  at  an  I/M  site.  The  wait  time 
mode  is  proposed  to  include  keyoCE/ 
restart  events  at  intervals  no  smaller 
than  five  minutes,  with  no  idle  interval 
to  be  less  than  three  minutes.  Thus,  the 
maximum  wait  time  mode  of  thirty 
minutes  could  contain  six  keyoff/restart 
events,  at  maximum. 

As  shown  in  Figure  1.  the  two 
proposed  vehicle  testing  pathways 
divide  at  the  first  emission  testing  step. 
In  the  first  pathway,  the  wait  time  mode 
is  followed  immediately  by  the  first- 
chance  modes  of  any  single  procedure 
from  among  the  proposed  new 
performance  warranty  procedures.*'  In 
the  second  pathway,  the  firet-chance 
modes  of  two  specific  performance 
warranty  tests — the  Two-Speed  Idle  Test 
and  the  Loaded  Test — are  performed  in 
order,  with  a  second  wait  time  mode  in 
between.  This  second  pathway  provides 
data  on  each  of  the  sampling  mode 
types  (idle,  2500  rpm,  steady-state 
loaded)  using  one  compact  sequence. 

This  proposal  does  not  limit  the 
Agency's  authority  to  perform  multiple 


*' Because  the  new  207(b)  Loaded  Test  has  no 
second-chance  option,  all  modes  of  the  Loaded  Test 
procedure  are  considered  to  be  first-chance  modes 
for  purposes  of  the  CST. 


CSTs  in  its  certification,  audit,  or 
enforcement  testing  programs.  A  second 
CST  run  cm  the  same  vehicle  might 
employ  a  different  selection  from  among 
the  six  available  pathways,  might 
otherwise  set  conditions  at  a  different 
point  (temperature,  fuel,  wait  time)  in 
the  test  envelope,  or  might  focus  on  a 
different  performance  warranty  short 
test.  However,  the  Agency  may  not 
bypass  the  test  preparation  steps  for 
successive  runs  of  the  C^ST;  each  run 
must  include  the  appropriate  warm-up 
operations. 

If  a  manufacturer's  EDV  fails  a  run  of 
Ae  CST  procedure  under  this  proposal, 
the  Agency  will  retest  the  vehicle  using 
the  identical  CIST  compliance  pathway, 
iiuJuding  the  precise  points  in  the  test 
envelope  and  the  same  targeted 
performance  warranty  procedure. 
Vehicles  that  fail  such  a  retest  would 
then  be  inehgible  for  certificates  of 
conformity. 

3.  Minimum  Certification  Data 
Submittal  Requirement 

Under  this  proposal,  a  vehicle 
manufacturer  must  submit  emissions 
data  derived  fit>m  a  subset  of  the  CST 
compliance  pathways  as  a  requirement 
of  vehicle  certification.  The  proposed 
manufacturer  minimum  testing 
requirement  is  illustrated  in  Figure  2. 
Once  again,  there  are  three  test 
preparation  pathways  based  on  the  test 
cell  ambient  temperature  (cold, 
moderate,  hot):  however,  the 
manufacturer  need  only  choose  one  of 
the  three  paths  for  its  certification  EDV 
testing.  In  each  case,  the  warm-up  step 
is  optional  for  the  manufacturers  during 
CST  certification  testing,  while  it  ^s 
required  for  EPA  compliance  testing.  All 
three  paths  feed  the  same  actual  test 
sequence,  consisting  of  the  first-chance 
modes  of  the  newly  proposed  Two- 
Speed  Idle  Test  and  the  Loaded  Test, 
each  preceded  by  a  wait  time  mode. 
Except  for  the  duration  of  the  wait  time 
modes,  this  is  identical  to  the  second 
EPA  compliance  testing  pathway  shown 
earlier  in  Figure  1. 
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Rgure  2:    Manufacturer  Certification  Testing  Pattiways 
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llie  ranges  for  the  variables  of  the  test 
envelope  are  more  restricted  for 
manufacturer  certification  testing  than 
for  EPA  testing;  the  rationale  for  this 
approach  is  presented  in  section  m,  as 
part  of  the  separate  discussions  on  test 
complexity  tradeoRis  and  the  proposed 
manufacturer  data  submission 
requirement.  The  ambient  temperatures 
for  the  three  options  are  proposed  to  fall 
in  bands  of  width  10°F,  centered  on 
20°?.  70*F,  and  90»F,  respectively.  As 
proposed,  the  fuel  volatility  in  the  hot 
temperature  test  must  fall  in  a  0.5  RVP 
band  that  peaks  at  9.0  RVP;  the 
volatility  of  the  other  two  opticHis  must 
fall  in  a  0.5  RVP  band  with  a  mnirimiiin 
of  14.1  RVP.  For  all  three  options,  the 
fuel  must  conform  in  all  other  respects 
to  the  same  fuel  specification  as  for  EPA 
testing.  The  duration  of  the  wait  time 
modes  in  each  case  must  be  between  25 


and  30  minutes.  The  choice  for  the 
number  and  duration  of  restart  events 
during  the  wait  time  modes  is  in  the 
manufacturer's  hands,  being  mindful  of 
EPA's  right  to  perform  compliance  tests 
across  the  ranges  of  these  variables. 

The  aggregate  effect  of  these  proposals 
is  to  focus  the  manufacturer's  attention 
on  three  points  in  the  compliance  test 
envelope:  A  cold-temperature,  high-RVP 
case;  a  moderate-temperature,  hi^-RVP 
case,  and  a  wann-temperature, 
moderate-RVP  case,  llie  manufacturer 
must  pick  its  certification  test  condition 
from  among  the  three. 

4.  Alternative  Approach  to  the  CST 
Envelope 

Figure  3  illustrates  an  alternative 
proposal  for  implementing  the  CST  test 
condition  envelope.  In  this  alternative, 
only  the  test  preparation  pathways, 


including  the  test  cell  8nd}ient 
temperature  options,  are  different  from 
the  proposal  outlined  earlier  in  Figures 
1  and  2.  As  mentioned  in  the  overview 
above,  the  essential  difference  between 
the  two  approaches  to  defining  the 
envelope  is  the  xise  of  an  evaporative 
canister  loading  procedure  in  place  of 
fuel  and  temperature  factors  for 
generating  purge  vapor  volume.  The 
result  is  only  two  test  preparation 
pathwajrs  (referred  to  in  Figure  3  as  cold 
temperature  and  warm  temperature) 
instead  of  three.  In  the  alternative 
approach,  as  with  the  non-canister 
procedure  discussed  previously,  each 
test  preparation  pathway  would  be 
available  to  both  EPA  and  the 
manufacturers. 
BHUNacooe 
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Figur*  3:    Alternative  EPA  and  Manofacturar  Preparation  Pathways 
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Tlie  unbient  tempenturs  mtges  ami 
fuel  specifications  of  the  cold  and  vrann 
temperature  pathways  are  dellbentely 
set  to  coindoe  with  those  of  the  cold  CO 
rula  *•  and  conventional  FTP  testiiM. 
Thus,  as  shown  in  Figure  3,  the  amment 
temperature  portion  m  the  test  envelope 
consists  of  two  disjoint  ranges  that 
reasonably  minor  occurring  real-world 
conditions:  15^  to  2S"F  for  the  cold 
pathway,  and  68*T  to  86F"  foe  the  vnrm 
pathway.  Associated  with  these 
temperatiue  ranges  are  the  complete 
fuel  specifications  for  cold  CO  and  FTP 
testing,  respectively.  Figure  3  includes 
just  the  RVP  portion  of  the  fuel 
specifications;  the  complete 
specifications  iat  the  two  fuels  are 
provided  in  Table  3.  As  in  the  basic 
proposal  outlined  in  Figures  1  and  2,  no 
vehicle  operation  is  qMdfically 
prescribed  or  excludM  before  Vba  fuel 
drain  and  fill  step. 

Table  3— Fuel  Speorcation  for  the 
Alternative  Envelope 
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As  shown  in  Figure  3,  artificial 
loading  of  the  evaporative  canister 
applies  only  to  vehicles  in  the  warm 
temperature  pathway,  since  the  vapw 
generation  that  causes  canister  loading 
is  more  likely  to  occur  in  the  field  under 
warm  than  imder  cold  temperature 
conditions. 

The  Agency  proposes  that  the  canister 
loading  procedures  to  be  promulgated 
by  the  Agency  in  the  evaporative 
emissions  rulemaking  currently  in 
progress  **  or  the  similar  procedures 
adopted  by  GARB  for  evaporative  testing 
of  Oalifomia  vehicles  be  applicable  for 
this  purpose.  In  both  the  CST  and  the 
evaporative  emissions  rulemaking,  the 
Agency  seeks  to  put  the  canister  in  a 
worst-case  condition.  There  are  no 
different  logistical  considerations  in  the 
two  rules  that  should  dictate  difiiaratt 
canister  loading  protocols,  while 
conversely,  reeources  could  be  saved  by 


"See  S7  PR  31SS8  Quly  14. 1982). 
**$••  S5  FR  1914  Oanuary  19. 1990). 


using  the  sanoe  procedure  for  both 
purposes.  For  similar  reasons,  vrtdele 
manufiactureK  would  be  expected  to 
likewise  seek  consist«it  EPA 
approaches  to  its  canister  loading 
procedures. 

Any  level  of  artificial  loading  would 
be  permitted  in  Agency  or  manufacturer 
testing,  firasn  no  loading  up  to  the 
maximum  achievri)le  by  toe  bench 
procedures  permitted  in  the  new  EPA 
and  CAKB  evaporative  regulations. 

The  Agency  s  rationale  for  permitting 
a  range  of  canister  loading  is  twofold. 
First,  EPA  proposes  that  the  canista* 
loading  p(Hti(ni  of  the  CST  be  allowed 
to  be  completely  by-passed  if  the 
manufecturer  or  the  Agency  has  reason 
to  believe  that  the  vehicle  system  design 
will  not  permit  any  purge  during  the 
specific  operating  modes  of  I/M  testing. 
Any  conclusions  regarding  the  purge 
behavior  of  an  engine  family,  however, 
may  be  the  subject  of  EPA  confirmatory, 
SEA,  and/or  recall  testing.  Second,  EPA 
wishes  to  preserve  the  aUlity  to  test 
with  a  less  than  fully  loaded  canister  if 
there  is  an  indication  in  particular 
situations  that  a  lesser  loading  will 
suffice  to  conclusively  demonstrate  a 
vehicle's  CST  pass/fail  status.  This 
ability  is  particularly  important  if  the 
canister  loading  procedures  finalized  in 
the  evaporative  rulemaking  include  reel 
time  methods  such  as  extended  diurnals 
where  resource  ctmstraints  may  be  a 
concern. 

The  methods  tm  maximizing  canister 
loading  currently  being  considered  in 
the  course  of  the  evaporative  emissions 
rulemaking  are  filling  the  canister  with 
a  fixed  volume  of  vapor  (based  on  the 
working  capacity  of  the  canister)  or 
loading  until  a  specified  volume  of 
vapor  is  measiu«d  exiting  the  canister 
(breakthrough).  In  the  latter  option,  the 
definition  of  breakthrough  depends 
upon  the  method  by  whidi  HC 
emissions  from  the  canister  are 
measured.  If  the  canister  loading  is 
carried  out  in  a  sealed  enclosxire,  then 
breakthrough  may  be  defined  as  a 
certain  amoimt  of  cumulative  HC 
emitted  into  the  enclosure  as  measured 
by  a  flame  ionization  detector  (FID).  An 
equivalent  method  might  be  to  measure 
the  local  concentration  of  HC  at  the 
canister;  this  case  breakthrough  would 
be  defined  as  a  specified  volume 
percent  increase  in  the  local 
concentration  of  hydrocarbons.  A  third 
method  might  be  to  collect  emissions 
from  the  vehicle's  evaporative  system  in 
an  additional  canister  and  base  the 
determination  of  breakthrough  on  a 
specified  gain  in  mass  of  the  additional 
canister. 

Following  the  canister  loading  step, 
the  ve^cle  proceeds  directly  into  warm- 


up  operation  and  dien  into  vehicle 
testing.  The  ahemative  proposal  i 
to  dinet  from  the  basic  proposal 
beginning  with  the  vehicle  warm-up 
step.  As  bdc»e,  waim-up  is  required  for 
EPA  testing  but  is  optional  for  the 
manufacturen.  In  this  alternative,  EPA 
might  choose  to  employ  actual  cold  CO 
or  FTP  testing  as  the  warm-up  operation 
step,  then  proceeding  directly  into  the 
CST  vshicto  testing.  Theee  cycles  would 
meet  the  minimuqp  requirements  for 
warm-up  in  either  the  cold  or  the  warm 
temperature  pathvray,  and  the  matched 
fuel  spedfications  would  predude  the 
need  for  a  refueling  step.  The 
manufacturen  also  might  choose  this 
warm-up  approach,  although  EPA's 
right  to  choose  a  leas  stringent  warm-up 
□light  dictate  that,  similarlv,  use  of  a 
worst-case  warin-up  cyde  by 
manufadurers  would  be  man  prudent 

5.  Equipment  Requirements 

The  CST  procedures  and  tpst 
envelope  proposed  here  were  ocmceived 
so  that  manuladurer  and  EPA  testing 
could  occur  in  the  same  test  calls  as  FTP 
testing  or  in  the  cells  that  will  be 
necessary  for  testing  under  the  cold 
temperature  CO  and  evaporative 
procedures  required  by  the  1990 
Amendments.  Thus,  the  CST  will  not 
require  the  replacement  of 
dynamometers  or  new  equipment  for 
the  control  of  test  cell  ambinat 
conditicms.  Ihiring  loaded  warm-up 
operation  modes  in  the  CST,  the  setting 
of  dynamometer  inmtia  weights  and  the 
assignment  of  power  abscnption  unit 
(PAU)  settings  would  occur  in  exadly 
the  same  manner  as  for  FTP  testing. 
During  the  Idle  Test  with  Loaded 
Preconditioning  or  the  Loaded  Test  (the 
only  207(b)  prcwedures  to  require 
steady-state  loaded  operation),  the 
dynamometer  would  be  set  to  simulate 
the  single-curve  dynamometers  used  for 
I/M  testing  in  the  field,  rather  than  the 
variable  curve  units  used  for 
conventional  certification  testing.  This 
is  accomplished  by  decoupling  aJl 
inertia  weights  from  the  dynamometer 
drive  rolls  and  fixing  the  variable  PAU 
settings  to  match  the  power  absorption 
curve  proposed  in  the  new  performance 
warranty  procedures  for  field  use.** 


*°B«caiiM  toiM  o«tificatiaa  dyiMMomatan 
employ  "'"t™'""  iiMrtla  wainhli  that  an  not 
•quif^ad  with  dutch  dacamuag  (jFataau.  dta 
propoaed  laguUttona  idlow  for  •  raddual  inertia 
weight  of  1000  lbs.  The  atbct  of  tbU  aUowanca 
should  ba  to  provida  aooiaaddHiaMl. 
pteoonditioDing  durias  aLtalaalhim  and 
deceleratiotu.  but  no  impact  on  the  tiaady-atata 
modee  thamaelves.  The  Agency  conuden  the 
amission  impact  of  this  option  to  ba  inaignificant 

**  Tba  power  afaaorptian  cnnra.  «*liidi  is  the 
borsapowar  naadad  ior  a  vaUda  to  drive  tha  loUa 
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The  intent  of  the  proposed  regulations 
is  that  the  CST  emission  analyzers 
should  employ  the  same  sampling  train. 
NDIR  analyzers,  sampling  algorithms, 
and  repeatability  and  reliability  criteria 
as  the  analyzers  used  for  I/M  testing  in 
the  field.  Thus,  the  proposed  CST 
regulations  specify  use  of  emission 
analyzers  that  in  most  significant 
respects  meet  the  new  field  analyzer 
requirements  proposed  for  inclusion  in 

subpart  W. 

Tne  Agency  anticipates  that  the  most 
straightforward  and  cost-effective 
approach  will  be  for  both  EPA  and  the 
vehicle  manufacturers  to  purchase 
actual  I/M  analyzers  that  meet  the  new 
subpart  \V  analyzer  specification,  but 
have  been  modified  to  meet  the 
particular  data  acquisition  and  operator 
interface  needs  of  the  individual 
purchaser.  Nevertheless,  provision  is 
made  for  manufacturers  to  petition  for 
use  of  equivalent  or  superior 
alternatives  to  the  specified  hardware 
and  software  configurations.  However, 
calculation  or  interpretation  of  mean 
emission  scores  from  bagged  emission 
data  (currently  permitted  for  truck  idle 
CO  testing)  will  not  be  allowed,  because 
it  is  precisely  the  sensitivity  of  pattern 
failures  to  instantaneous  fluctuations  in 
the  emission  scores  that  can  lead  to 
pattern  failures.  Replacement  of  NDIR 
HC  analyzers  with  FIDs  is  also 
precluded,  because  of  the  difficulty  in 
translating  FID  values  into  analogous 
NDIR  readings  that  could  be 
meaningfully  compared  to  NDIR-based 
pass/fail  standards. 

A  final  CST  equipment  requirement  of 
note  is  the  specification  proposed  for  40 
CFR  86.1437-94  that  requires  each 
vehicle  to  have  an  engine  rpm  signal 
readable  via  the  onboard  diagnostics 
lead,  by  a  conventional  inductive 
tachometer,  or  by  a  dedicated  in-line 
lead  with  a  standardized  connector. 
This  requirement  has  been  added  to  the 
regulations  to  prevent  certification  of 
vehicles  that  could  not  complete  the 
207(b)  test  procedures  in  the  field  due 
to  inaccessible  engine  speed  signals. 

C.  Selective  Enforcement  Auditing 

Pursuant  to  CAA  section  206(b).  the 
Administrator  is  authorized  to  test  new 
motor  vehicles  in  order  to  determine 
whether  vehicles  being  manufactured 
do  in  fact  conform  to  the  regulations 
with  respect  to  which  a  certificate  of 
conformity  was  issued.  Therefore, 
vehicles  certified  to  meet  the  CST 
standards  are  subject  to  such  standards 
in  an  SEA. 


at  various  speeds,  is  horsepower  as  a  cubic  function 
of  speed.  The  specific  load-speed  relationship*  for 
field  use  are  proposed  in  §85  2216  and  $85.2219. 


As  with  EPA  certification 
confirmatory  testing.  SEA  testing  may 
include  any  combination  of  ambient 
temperatures,  test  fuel  variables,  prior 
vehicle  operation,  and  vehicle  wait 
times  as  well  as  any  other  test  variables 
allowed  by  the  regulations.  Thus.  SEA 
testing  of  a  given  engine  family  is  not 
constrained  by  the  particular  points  in 
the  test  envelope  or  vehicle  testing 
pathways  that  were  employed  by  the 
manufacturer  for  the  certification  data 
submission  on  the  family  or  by  EPA  in 
earlier  certification  confirmatory  testing 
of  the  family.  In  furtherance  of  the 
underlying  purposes  of  the  CST.  a  pass/ 
fail  decision  will  be  based  on  the  CST 
in  its  entirety  rather  than  on  a  per 
pollutant  basis,  as  would  be  the  case 
with  conventional  SEA  testing  using  the 
FTP.  Basing  pass/fail  decisions  on  all 
pollutants  simultaneously  is  consistent 
with  the  pass/ fail  decision  methodology 
used  in  FTP  confirmatory  testing  and  in 

I/M  testing. 

Certain  technical  revisions  are 
proposed  to  the  SEA  regulations  at  part 
86.  subparts  G  and  K.  to  incorporate  the 
CST  procedures  into  Selective 
Enforcement  Audits. 

D.  Imported  Motor  Vehicle  Testing 
Certain  straightforward  revisions  are 

proposed  to  incorporate  the  CST 
procedures  into  the  regulations  at  part 
85,  subpart  P.  that  govern  the 
importation  of  nonconforming  motor 
vehicles  and  motor  vehicle  engines. 

E.  Recall 

In  addition  to  promulgating  the  CST 
procedures  under  the  amended  section 
206  of  the  Clean  Air  Act.  EPA  is 
proposing  to  use  the  CST  in  recall 
testing,  as  discussed  later  in  section 
m.B.12.  "Recall  Authority".  This  action 
subjects  the  vehicle  manufacturers  to 
potential  recall  liability  under  section 
207(c)  in  the  event,  for  example,  that 
pattern  failure  vehicle  problems  not 
evident  on  certification  emission  data 
vehicles  arise  in  actual  field  I/M  testing. 

For  CST  recall  testing,  EPA  would 
target  for  further  scrutiny  only  those 
vehicle  groups  whose  field  I/M 
performance  indicated  a  potential 
pattern  failure  problem.  Any  CST  recalls 
would  not  rely  solely  on  actual  field  1/ 
M  data,  but  would  be  confirmed  with 
laboratory  testing  using  the  CST.  Any 
CST  recall  testing  conducted  in  the 
laboratory  would  be  conducted  using 
only  properly  used  and  maintained 
vehicles  and  recalls  would  only  be 
ordered  if  a  substantial  number  of  any 
class  or  category  of  vehicles  were  found 
to  be  failing. 

CST  recalls  would  be  based  on  field 
I/M  performance  and  data  from  recall 


testing  performed  by  EPA  using  the  CST 
procedures.  The  specific  test  protocol 
employed  for  the  recall  testing  might 
not  be  the  same  as  that  used  by  the 
manufacturer  or  the  Agency  during 
certification  of  that  family.  As  with  SEA 
testing,  recall  testing  may  include  any 
combination  of  ambient  temperatures, 
test  fuel  variables,  prior  vehicle 
operation,  and  vehicle  wait  times  as 
well  as  any  other  test  variables  allowed 
by  the  regulations.  Thus,  recall  testing 
of  a  given  engine  family  is  not 
constrained  by  the  particular  points  in 
the  test  envelope  or  vehicle  testing 
pathways  that  were  employed  by  the 
manufacturer  for  the  certification  data 
submission  on  the  family  or  by  EPA  in 
earlier  certification  confirmatory  testing 
of  the  family.  The  EPA  will  exercise 
reasonable  judgment  in  selecting 
conditions  for  recall  laboratory  testing 
in  order  to  reflect  appropriate  in-use 
conditions.  Since  recall  testing,  like  I/M 
testing,  occurs  on  in-use  vehicles,  the 
standards  employed  in  recall  testing 
would  be  those  utilized  for  207(b) 
procedures:  220  ppm  HC  as  hexane,  and 
1.2%  CO.  Failure  to  meet  the  pollutant 
standard  in  any  mode  of  the  test 
procedure  would  be  considered  to  be 
failure  of  the  CST.  However,  EPA  would 
not  expect  to  recall  vehicles  luiless  it 
also  had  an  indication  that  the  problem 
was  actually  resulting  in  pattern  failures 
in  actual  I/M  programs. 

In  addition,  the  Agency  recognizes 
that  I/M  test  procedures  and  vehicle 
designs  may  interact  to  create  pattern 
failures.  In  order  to  reach  an  equitable 
solution  to  the  pattern  failure  problem, 
adjustments  may  need  to  be  made  to 
either  the  vehicle  designs  shown  to 
interact  poorly  with  I/M  procedures 
and/or  to  shortcomings  in  the 
prt)cedures  themselves.  The  Agency  is 
prepared  to  continue  to  evaluate  test 
procedure  shortcomings.  The  Agency 
expects  that,  as  in  the  past,  I/M 
programs  will  submit  information  , 
indicating  apparent  pattern  failure 
designs  as  well  as  test  procedure 
shortcomings,  and  anticipates  that 
manufacturers  will  similarly  keep  the 
Agency  informed.  The  Agency  is  fully 
prepared  to  consider  rulemakings  to 
revise  test  procedures  in  response  to 
information  provided  by  I/M  programs 
as  well  as  manufacturers  outside  the 
context  of  a  particular  enforcement 
action. 

F.  Previous  EPA  Proposal  for  an 
Alternative  Loaded-Mode  Test 
Procedure 

This  rulemaking  action  proposes  to 
add  a  new  Loaded  Test  procedure  to  the 
emission  performance  warranty 
regulations,  in  addition  to  preserving 
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the  existing  Loaded  Test  (40  CFR 
85.2215).  The  test  and  chassis 
dynamometer  requirements  associated 
with  the  loaded-mode  portion  of  this 
new  short  test  procedure  are  similar  to 
those  proposed  in  a  separate  rulemaking 
by  EPA  for  incorporation  into  the 
existing  Loaded  Test.  As  a  result  of  this 
close  connection  between  the  two 
rulemakings,  the  Agency  is  taking  this 
opportunity  to  announce  its  intention 
concerning  the  disposition  of  the 
previous,  outstanding  proposal. 

On  January  3, 1989,  the  State  of 
Arizona  began  loaded-mode  testing  with 
somewhat  different  equipment  and 
procedures  than  speciHed  in  the  current 
Loaded  Test  requirement.  Just  prior  to 
that  date,  on  December  23, 1988,  EPA 
published  a  Notice  of  Proposed 
Rulemaking  to  revise  the  dynamometer 
speed/load  speciHcations  of  the  Loaded 
Test  to  accommodate  Arizona's 
testing.*^  (Other  less  significant  test 
p?bcedure  changes  were  also  contained 
in  the  propKJsal.)  The  comment  period 
on  the  proposed  rulemaking  Was 
extended  several  times  to  allow 
interested  parties  an  opportunity  to 
comment  on  new  test  data  bom  the 
Arizona  inspection  and  maintenance 
program.  The  last  comment  period 
closed  on  February  13, 1990." 

The  Agency  currently  intends  to  take 
final  action  on  the  December  23,  1988 
Notice  of  Proposed  Rulemaking  at  the 
same  time  final  action  is  taken  on  this 
proposal.  EPA  is  not  reopening  the 
comment  period  On  the  former  action, 
due  to  the  extensive  comment  period    , 
that  has  already  been  provided.  The 
Agency's  decision  on  modifying  the 
existing  Loaded  Test  will  be  published 
in  the  Federal  Register  in  conjunction 
with  the  final  action  on  today's 
proposal. 

G.  Technical  Amendments 

The  technical  amendments  contained 
in  this  rulemaking  constitute 
nonsubstantive  changes  to  subparts  B, 
D,  F,  and  N  of  part  86  of  the  regulations. 
The  proposed  changes  are  the  only 
changes  proposed  to  these  subparts  at 
this  time,  and  they  are  unrelated  to  the 
proposed  changes  to  I/M  regulations  or 
to  promulgation  of  the  CST. 

One  set  of  proposed  amendments 
concern  reducing  the  frequency  of  the 
nitrogen  oxides  (NO.)  analyzer 
converter  efficiency  check  applicable  to 
all  vehicle  classes.  The  regulations 
presently  state  that  the  NO,  converter 
efficiency  shall  be  checked  at  least 
weekly  or  after  any  maintenance  which 
could  alter  calibration.  The  amendments 


propose  to  change  the  weekly 
requirement  to  a  monthly  one,  because 
experience  has  shown  that  the  monthly 
interval  is  adequate  for  the  intended 
purpose  of  the  check.  This  change 
applies  to  testing  of  light-duty  vehicles, 
light-duty  trucks,  heavy-duty  engines, 
and  motorcycles. 

The  Agency  also  proposes  to 
reorganize  some  of  the  existing  language 
in  §  86.142-90  of  subpart  B  and  to 
clarify  and  update  certain  requirements 
of  that  section  for  recording  and 
reporting  data  during  testing  of  light- 
duty  vehicles  and  light-duty  trucks. 

With  the  exception  of  the  NO, 
converter  check  the  amendments  would 
not  cause  changes  to  the  actual 
procedure  as  presently  performed,  but 
merely  define  by  regulation  what  good 
engineering  practice  already 
necessitates.  For  example,  the  proposed 
revisions  specify  that  ambient 
temperature  be  recorded  throughout 
testing,  rather  than  merely  stating  that 
ambient  temperature  must  be  recorded. 

IIL  Rationale  and  Discussion  of  Issues 

A.  Performance  Warranty  Regulations 

The  Agency  has  undertaken  revisions 
to  the  subpart  W  procedures  at  this  time 
for  three  reasons:  to  create  a  more 
precisely  defined  benchmark  for  the 
CST,  to  reduce  the  number  of  errors  of 
commission  in  I/M  testing,  and  to 
legitimize  and  promote  the  use  of 
computerized  I/M  emission  analyzers 
with  digital  sampling  technology. 
Althou^  the  new  procedures  have 
direct  ancestors  in  the  existing 
performance  warranty  tests,  they  were 
developed  by  the  Agency  to  incorporate 
improvements  identified  by  vehicle 
manufacturers,  analyzer  manufacturers, 
the  I/M  programs,  and  EPA's  own 
testing.  These  improvements,  cited  in 
the  background  and  detailed  in  the 
previous  section,  include  controlled 
preconditioning,  extended  test  modes,  a 
computerized  sampling  algorithm,  and 
broad  use  of  second  chance  testing. 

Each  of  the  new  procedures  was  first 
presented  by  the  Agency  in  the  January 
1991  technical  report,  "Recommended 
I/M  Short  Test  Procedures  For  the 
1990's:  Six  Alternatives.""  Proposal  of 
the  new  tests  at  this  time  fulfills  EPA's 
commitment  in  that  report  to 
incorporate  EPA-recom  mended 
improvements  into  the  performance 
warranty  regulations.  Release  of  the 
technical  report  corresponded  with 
distribution  of  a  letter  by  the  Motor 


Vehicle  Manufacturers  Association 
(MVMA)  encouraging  I/M  programs  to 
adopt  the  recommended  procedures,^' 
and  some  programs  have  already  taken 
steps  in  that  direction. 

One  important  consequence  of  the 
proposed  new  mode  length  criteria  and 
the  expanded  availability  of  second- 
chance  testing  is  that  every  vehicle  that 
fails  one  of  the  procedures  must  have 
either  undergone  minimum  levels  of 
preconditioning  and  sampling  or  failed 
due  to  the  "dirty  vehicle"  early  out 
option.  Thus,  for  example,  for  the  last 
idle  mode  to  be  recorded  as  a  foilure 
under  any  of  the  six  test  procedures,  the 
vehicle  must  have  been  exposed  to 
either  three  minutes  at  2500  rpm  or  30 
seconds  of  steady-state  loaded  operation 
prior  to  the  idle  mode.  Failures  at  2500 
rpm  will  occur  only  after  three  minutes 
at  2500  rpm  have  elapsed.  Loaded-mode 
failures  will  have  been  operated  under 
load  for  90  seconds.  The  objective  of 
these  changes  is  to  prevent  I/M  failures 
of  vehicles  that  would  produce  limited 
benefit  from  attempts  at  repair. 

The  Agency  anticipates  that  many,  if 
not  most,  vehicles  will  complete  the  test 
at  or  shortly  after  the  minimum  test  time 
as  a  result  of  the  clean  vehicle  early  out 
option.  This  factor  should  compensate 
for  the  longer  test  times  required  for  the 
low  percentage  of  failing  or  borderHne 
vehicles.  The  applicable  cutpoints  for 
this  option  are  designed  to  reduce  test 
times  for  very  clean  vehicles  while  still 
providing  vehicle  owners  and  program 
managers  with  important  information 
on  the  emission  levels  of  the  vehicles. 

The  Agency  recognizes  that  the  new 
procedures  present  both  advantages  and 
tradeoffs  for  I/M  programs.  Performing  a 
preconditioning  step  prior  to  the  first 
pass/fail  mode,  for  example,  may  lower 
the  failure  rate  on  the  first  chance  test 
but  at  the  cost  of  a  longer  test  time.  The 
shorter  loaded  preconditioning  times 
may  be  preferred  to  those  for  unloaded 
preconditioning,  but  loaded  modes 
require  a  dynamometer.  Centralized  I/M 
programs  in  particular  may  wish  to 
compare  the  different  procedures  in 
light  of  their  lane  volume  and  station 
capacity  concerns.  In  balance,  EPA 
believes  that  the  increased  time  devoted 
to  some  vehicles  on  their  first  I/M  visit 
with  some  of  the  new  procedures  will 
be  more  than  offset  by  the  reduced  need 
for  post-repair  retests.  Moreover,  the 
benefits  to  vehicle  owners  who  would 
have  undergone  unnecessary  and 
potentially  counterproductive  repairs 
must  also  be  considered. 


'*See  53  FR  SI  956  (December  23, 1988). 
"See  55  FR  3073  {]anaarf  30, 1990). 


=*Tiemey.  Eugene  J..  Herzog,  Erik  W.,  and  Snapp, 
Lisa  M.,  "Recommended  I/M  Short  Test  Procedures 
for  the  1990s:  Six  Alternatives."  USEPA  Office  of 
Air  and  RadUtion.  EPA-AA-TSS-I/M-9&-3. 
Available  in  the  public  docket  for  review. 


''  Letter  regarding  vehicle  preconditioning  prior 
to  I/M  testing,  from  Marcel  L  Haiberstadt.  Motor 
Vehicle  Manufacturers  Association,  to  EPA  and 
SUte  Agency  officials  (February  12, 1991). 
Available  in  the  public  docket  for  review. 
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The  Agency  expects  the  proposed 
revisions  to  the  VM  equipment 
specifications  to  be  noncontroversial. 
Such  requirements  are  consistent  with 
the  most  advanced  specifications  and, 
in  fact,  these  units  are  cxinently  in 
production.  Therefore,  the  hardware 
and  most  software  aspects  of  these 
analyzers  are  already  in  conformance 
with  the  proposal. 

New  software  will  be  necessary  to 
accommodate  some  aspects  of  the  EPA- 
proposed  sampling  algorithm,  but  the 
production  of  new  analyzers  for  I/M 
programs  always  necessitates  tailoring 
the  software  to  the  test  procedures  and 
regulations  of  the  individual  program, 
and  the  algorithm  changes  can  be 
incorporated  concxirrently.  The  effect  of 
the  new  analyzer  requirements  would 
be  to  force  the  eventual  retirement  of 
analyzers  with  lesser  capacity  and  with 
greater  uncertainty  in  the  emission 
scores  produced.  As  noted  in  the 
previous  section,  the  proposal  makes 
allowances  for  an  orderly  penetration  of 
analyzers  meeting  the  new 
specifications. 

The  action  to  promulgate  revisions  to 
the  current  performance  warranty  test 
procedures  is  taken  under  authority  of 
section  207(b)  of  the  Clean  Air  Act.  42 
U.S.C.  7541(b).  which  provides  in 
pertinent  part: 

If  the  Administrator  determines  that: 

(i)  There  are  available  testing  methods  and 
procedures  to  ascertain  whether  when  in 
actual  use  each  vehicle  complies  with 
(applicable)  emission  standards; 

(ii)  Such  methods  and  procedures  are  in 
accordance  with  good  engineering  practices; 
and 

(iii)  Such  methods  and  procedures  are 
reasonably  capable  of  being  correlated  with 
(certification  tests),  then  he  shall  establish 
such  methods  and  procedures  by  regulation. 

The  first  criterion  requires  that  the 
methods  and  procedures  be  "available." 
that  is.  that  the  procedures  are  defined 
with  reasonable  rigor,  can  be  executed 
using  equipment  that  can  be  readily 
obtained,  and  can  reasonably  be 
employed  for  the  intended  purpose  of 
identifying  noncomplying  vehicles. 
Given  that  the  procedures  and 
equipment  are  straightforward 
improvements  on  existing  performance 
warranty  short  tests  and  equipment  and 
that  the  necessary  equipment  is  already 
available  in  the  field,  the  proposed 
regulations  meet  this  requirement. 

The  second  criterion  requires  that  the 
procedures  be  designed  in  accordance 
with  good  engineering  practice,  which 
is  satisfied  if  the  tests  can  be  conducted 
within  the  reasonable  capability  of 
personnel  and  equipment.  Again,  this 
requirement  is  satisfied,  in  that  the 
proposals  represent  improvements  to 


already  approved  performance  warranty 
procedures.  The  proposals  Include  no 
new  mode  types  that  might  affect  the 
ability  of  personnel  to  execute  the  tests. 
The  proposed  sampling  algorithm  is 
well  within  the  capabilities  of  existing 
analyzers  and  it  removes  ambiguity  for 
the  inspector  in  the  conduct  of  the 
procedures. 

The  correlation  criterion  is  satisfied 
because  the  proposed  procedtires  are  in 
fact  modifications  of  the  existing 

Eerformance  warranty  tests,  which  tests 
ave  already  been  held  to  provide  an 
adequate  degree  of  correlation.*"  and  the 
modifications  are  specifically  designed 
to  reduce  errors  of  commission  and 
therefore  improve  correlation.  The 
ability  of  1/M  tests  to  perform  their 
intended  function  is  enhanced. 

The  Agency  finds  that  the  three 
statutory  criteria  have  been  satisfied; 
accordingly,  this  notice  proposes  that 
the  procedures  be  adopted  as 
performance  warranty  short  tests. 

B.  Certification  Short  Test 

1.  Policy  Objectives  and  Considerations 

The  Agency  considered  a  number  of 
factors  in  developing  this  proposal  for 
the  CST.  Four  policy  objectives  were 
established.  First  among  these  was  the 
objective  that  all  vehicles  should  be 
designed  to  pass  the  first-chance  portion 
of  the  207(b)  performance  warranty 
tests.  Second,  and  by  implication  from 
the  first,  was  the  objective  that  the 
second-chance  portions  of  the  207(b) 
tests  should  only  be  available  during 
field  testing,  where  the  intention  should 
be  to  provide  coverage  of  an  anomalous 
individual  vehicle  or  for  the  anomalous 
combination  of  test  variables.  The  third 
and  fourth  policy  objectives  were  based 
on  the  strategy  of  addressing  knowm, 
significant  causes  of  pattern  failures: 
Purge  systems  must  be  controlled 
during  all  sampling  modes  of  the  207(b) 
tests,  and  feedback  or  aftertreatment 
systems  must  not  be  rendered 
inoperative  during  conditions 
reasonably  likely  to  be  encoimtered 
during  actual  I/M  testing. 

In  addition  to  the  policy  objectives, 
several  practical  considerations  arose, 
such  as  the  possible  need  for  specialized 
test  cells  or  test  fuels  under  some 
proposals,  and  the  duration  of  any 
proposed  procedure.  The  Agency 
considered  the  burden  each  option 
might  place  on  the  manufacturers,  both 
in  terms  of  their  development  testing 
and  their  certification  data  submission 
requirement.  Less  burdensome 
manufacturer  data  submission 
requirements  were  considered,  but  at 


"Motor  Vehicle Manufaduten  Association  v. 
Buckleshaus.  719  F.2d  1159  (D.C  Or.  1983). 


the  cost  of  greater  EPA  reliance  on 
confirmatory  testing  during 
certification,  or  later  in-use 
vulnerability  to  emission  recalls. 

The  paragraphs  that  follow  analyze 
EPA's  proposal,  given  the  above 
objectives. 

2.  Test  Complexity  Tradeoffs  in  the 
Basic  Proposal 

Under  the  statute.  EPA  could  have 
proposed  a  requirement  that 
manufacturers  submit  certification  data 
at  every  point  in  an  array  of  CST 
procedures  that  incorporated  all  six 
approved  207(b)  field  I/M  test     ' 
procedures,  each  one  conducted  using  a 
menu  of  possible  fuel  characteristics, 
ambient  temperature  ranges,  and  vehicle 
wait  times.  Obviously  such  an  approach 
would  be  quite  complex;  for  example, 
the  protocol  would  involve  numerous 
fuel  changes,  vehicle  soaks  and 
emission  tests  conducted  at  multiple 
temperatures,  and  repeated 
dynamometer  operation  to  return  the 
vehicle  to-a  baseline  condition  prior  to 
each  emission  test.  It  would  also  be 
inefficient,  because  a  manufacturer's 
own  evaluation  of  its  designs  would 
normally  be  sufficient  for  it  to  correctly 
conclude  that  the  vast  majority  of  the 
test  points  in  the  array  would  not 
generate  pattern  failures  of  its  vehicles. 
The  Agency  has  proposed  a  minimum 
CST  certification  data  requirement:  The 
manufacturer  must  submit  data  from  a 
single  procedure  (the  manufacturer's 
testing  pathway  presented  earlier  in 
Figure  2),  incorporating  two 
performance  warranty  tests  (the 
proposed  new  Two-Speed  Idle  Test  and 
the  Loaded  Test),  at  one  of  three  specific 
points  in  the  total  envelope  of  possible 
CST  test  conditions.  The  set  of 
conditions  selected  is  proposed  to  be 
the  one  that,  in  tlie  manufacturer's  best 
judgment,  represents  the  worst  case, 
meaning  the  highest  probability  that  the 
test  vehicle  would  fail. 

These  two  I/M  tests  provide  data  firom 
one  compact  procedure  on  all  three  I/M 
sampling  modes  (curb  idle,  2500  rpra, 
and  steady-state  loaded)  included  in  the 
six  proposed  performance  warranty 
tests.  The  proposed  new  Two-Speed 
Idle  Test  duplicates  the  90-second  idle 
mode  in  the  firet  chance  portion  of  all 
of  the  revised  performance  warranty 
tests  as  well  as  the  high-idle  sampling 
modes  of  the  two  2500  rpm  pass/ fail 
tests.  The  order  of  the  proposed  Two- 
Speed  Test  is  also  the  best  for 
prompting  idle-mode  pattern  failures, 
because  the  2500  rpm  mode  comes 
second,  and  any  extra  preconditioning 
effects  of  that  operation  will  be  lost  to 
the  idle  mode.  The  presence  of  the 
second  wait  time  returns  the  vehicle  to 
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a  condition  reflecting  time  in  an  I/M 
queue,  without  the  need  for  refueling  or 
new  warmup  operation,  before  the 
Loaded  Test  commences. 

As  mentioned  in  section  H,  the  ranges 
for  the  test  envelope  are  more  restricted 
for  the  manufactiirer  data  submittal 
requirement  than  for  EPA  testing.  The 
Agency  selected  the  three  points  firom 
the  test  envelope  to  mimic  field 
conditions  that  are  worst-case 
conditions,  in  that  they  are  the  most 
likely  to  (1)  elevate  canister  vapor 
volumes  during  I/M  testing;  (2)  trigger 
the  operation  of  fuel  metering  and  air 
injection  timers,  and  (3)  exacerbate  the 
cooldown  of  catalysts  and  oxygen 
sensors  during  I/M  tests,  which  were 
pattern  failure  triggering  conditions 
identified  in  section  I  as  being  of 
particular  concern. 

The  Agency  only  views  the  above 
approach  as  fulfilling  the  statutory 
mandate  if  the  Agency  has  the  authority 
to  conduct  compliance  testing  using  any 
approved  performance  warranty  test 
under  any  set  of  conditions  that  can 
reasonably  be  expected  to  be 
encountered  in  actual  I/M  testing,  and 
not  just  using  the  exact  procedure  and 
conditions  chosen  by  the  manufacturer 
firom  among  the  proposed  options.  This 
provides  protection  against  the 
introduction  of  pattern  failures  due 
either  to  known  or  currently 
unidentified  causes. 

Thus,  the  proposal  presented  in 
section  II  of  this  preamble  and  in  the 
regulations  defines  an  envelope  of  test 
conditions  within  which  EPA  may 
conduct  compliance  testing.  The 
variables  that  define  the  boundaries  of 
the  envelope  are  proposed  to  be  the  test 
cell  ambient  temperature,  the  fuel 
volatility,  and  the  vehicle  wait  time 
before  entering  the  formal  I/M  test 
procedure.  The  Agency  believes  that 
vehicles  designed  to  pass  the  I/M  tests 
throughout  this  envelope  will  pass  I/M 
tests  under  the  range  of  conditions 
likely  to  be  encoimtered  in  the  field. 

Even  with  this  authority,  however,  the 
Agency  is  in  no  better  position  than  a 
manufacturer  to  conduct  certification 
testing  using  all  of  the  I/M  procedures 
under  all  possible  field  conditions.  The 
Agency  therefore  expects  to  focus  its 
certification  confirmatory  test  resources 
on  those  I/M  tests  and  conditions  of 
concern  given  factors  like  the  control 
strategy  of  a  particular  engine  or  the 
manufacturer's  record  of  pattern  failure 
performance  as  indicated  by  in-use  data. 
[   Because  the  certification  process 
typically  uses  only  two  emission  data 
vehicles  to  represent  subsequent 
production  for  the  entire  family,  the 
Agency  acknowledges  that  limited 
certification  testing  using  CST 


procedures  still  would  not  guarantee 
that  manufactvu^rs  must  design  vehicles 
so  as  to  prevent  I/M  pattern  failures 
from  occurring  in  the  field.  The 
proposal  therefore  places  emphasis  on 
audit  and  recall  testing  in  lieu  of  a  much 
more  complex  marginally  more  effective 
certification  compliance  testing  program 
or  manufacturer  aata  submittal 
requirement.  This  emphasis  is 
consistent  with  the  Agency's  general 
approach  to  the  Federal  motor  vehicle 
emission  compliance  program,  which 
seeks  to  minimize  the  burden  of 
certification  data  submittals,  preserve 
reasonable  manufacturer  options,  and 
rely  on  enforcement  testing  as  an 
incentive  for  manufacturer  compliance. 

As  noted  in  section  II,  this  proposal 
does  not  limit  the  Agency's  authority 
within  its  certification,  audit,  or  recall 
programs  to  perform  multiple  nms  of 
the  CST  procedure,  employing  different 
combinations  of  the  allowable 
performance  warranty  tests  and 
conditions  from  within  the  test 
envelope.  Since  some  vehicles  are 
pattern  failures  under  multiple  sets  of 
conditions  and  procedures  while  others 
have  patterns  of  failure  only  imder  a 
single  narrow  set  of  conditions, 
assurance  that  all  appropriate 
conditions  and  procedures  are 
considered  in  the  vehicle  design  can 
only  be  accomplished  if  the  EPA  is  able 
to  test  under  a  variety  of  combinations. 
This  aspect  of  the  proposal  would 
impose  an  additional  burden  only  on 
the  Agency,  since  the  manufacturer's 
obligation  is  to  design  its  vehicles  to 
pass  all  of  the  new  performance 
warranty  procedures  at  any  point  within 
the  envelope  of  conditions  and  perform 
development  tests. 

The  manufacturer's  data  submittail 
requirement,  EPA  audit  testing,  and 
EPA  recall  testing,  are  also  discussed  as 
individual  topics  below. 

3.  Targeting  First-Chance-Pass  on  the 
CST 

The  Agency  has  incorporated  second 
chance  testing  in  the  revised 
performance  warranty  procedures  to 
address  the  failure  of  individual 
vehicles  with  essentially  clean 
emissions  that  fail  due  to  abnormal 
combinations  of  test  conditions  or  due 
to  one  time  anomalies  that 
coinddentally  occur  during  the  modes 
of  the  I/M  test.  The  second  chance  to 
pass  should  prevent  these  single 
vehicles  from  receiving  unnecessary  and 
potentially  unproductive  repairs. 

The  Agency  contends,  however,  that 
manufacturers  should  design  their 
vehicles  to  pass  the  first-chance  portion 
of  the  revised  performance  warranty 
procedures  under  the  range  of 


conditions  reasonably  likely  to  be 
encoimtered  during  I/M  testing.  If  the 
second-chance  poilion  of  the  test  were 
to  become  the  design  target,  the  I/M 
testing  load  would  increase  as  more  and 
more  vehicles  would  require  the  second 
chance  to  pass;  ultimately  a  third 
chance  could  eventually  be  necessary  to 
accommodate  abnormal  combinations  of 
test  conditions  or  the  coincidental 
failures. 

The  Agency  is  therefore  proposing 
that  vehicles  imdergoing  certification, 
SEA,  or  recall  testing  be  able  to  pass  the 
first  chance  portion  of  the  revised 
performance  warranty  procedures 
within  the  two  envelopes  of  test 
conditions  described  in  section  D. 
Failing  certification  vehicles  would  be 
denied  a  certificate  of  conformity; 
failing  audit  or  recall  vehicles  could  be 
subject  to  enforcement  action. 

As  noted  in  section  n,  manufacturers 
would  be  provided  a  repeat  test  of  any 
CST  failure  of  an  emission  data  vehicle 
(EDV)  on  a  certification  confirmatory 
test,  as  a  protection  against  operator 
error  and  test-to-test  variability.  Such  a 
repeat  test  would  be  conducted  using 
the  same  first  chance  modes  and  using 
the  same  point  in  the  test  envelope  that 
were  employed  when  the  original  EDV 
failure  occurred;  this  is  therefore  not  the 
same  as  a  second  chance  I/M  test.  Both 
the  original  and  the  retest  would  have 
to  be  failed  before  a  certificate  of 
conformity  would  be  denied.  Provision 
for  repeat  CST  tests  during  certification 
is  consistent  with  current  practice  for 
failures  using  other  test  procedures  (e.g., 
the  FTP)  during  certification. 

4.  General  Aspects  of  the  Two  Test- 
Envelope  Approaches 

Section  n  contains  both  a  basic 
proposal  and  an  alternative  proposal  for 
defining  the  envelope  of  test  conditions 
applicable  during  CST  testing.  Only  the 
basic  proposal  is  reflected  in  the  draft 
regulations.  This  section  addresses 
general  considerations  in  the  design  of 
the  two  approaches;  more  detailed 
comments  on  ambient  temperature 
ranges,  fuel  characteristics,  and  vehicle 
wait  time  follow  in  the  succeeding  three 
subsections. 

The  Agency  believes  that  both  the 
basic  approach  and  the  alternative 
approach  to  the  test  envelope  can 
adequately  identify  vehicles  that  will 
pass  the  UM  tests  imder  conditions 
reasonably  likely  to  be  encoimtered  in 
use.  Both  approaches  are  predicated  ob 
the  idea  that  the  envelope  can  be 
defined  to  permit  testing  for  three  of  the 
most  troublesome  pattern  failure 
triggers — evaporative  canister  purge, 
fuel  metering  and  air  injection  timers, 
and  catalyst  cooldown.  Both  approaches 
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check  lor  the  impacts  of  timer*  through 
identical  wait  time  modes  that  may 
incorporate  keyoff/restart  events.  Both 
increase  the  chance  for  catalyst 
cooldown  by  conducting  the  wait  time 
in  one  option  at  low  temperature.  The 
two  approaches  differ  primarily  in  the 
methods  used  to  test  for  evaporative 
purge  failures  and  in  the  presumed 
impact  of  in-use  fuel  variables. 

The  proposed  envelope  in  the  basic 
approach  is  restricted  to  continuous 
ranges  of  ambient  temperatures,  fuel 
characteristics,  and  vehicle  wait  times 
derived  from  actual  in-use  data  or 
required  by  the  statute.  The  bounds  on 
the  ambient  temperature  axis  of  the 
envelope  are  further  restricted  to  the 
capabilities  of  test  sites  projected  to  be 
available  due  to  two  other  CAA- 
mandated  rules — the  cold  CO  rule  and 
the  evaporative  emissions  rule. 
Certification  test  fuels,  including  the 
cold  CO  test  fuel,  would  not  be 
acceptable  for  CST  testing  under  this 
approach.  The  basic  approach  uses  real- 
world  fuel  volatility  (Reid  Vapor 
Pressure,  or  RVP)  and  ambient 
temperatures  to  generate  the  fuel  vapor 
necessary  to  test  for  purge-related 
pattern  failures. 

The  hallmark  of  the  alternative 
approach  is  the  use  of  a  canister  loading 
procedure,  rather  than  high  RVP  or  high 
ambient  temperature,  to  generate  the 
fuel  vapor  necessary  to  test  for  purge- 
related  failures.  The  vehicle  wait  time 
range  is  the  same  as  that  in  the  basic 
approach.  The  ranges  of  the  other 
variables  are  discontinuous.  Ambient 
temperature  for  cold  temperature  testing 
is  constrained  by  the  lower  bound  of  the 
cold  CO  rule,  and  for  warm  temperature 
testing,  by  the  current  range  of 
certification  testing  with  the  FTP.  The 
approach  presumes  use  of  current 
certification  test  fuels,  including  the 
cold  CO  test  fuel. 

Of  the  two,  the  basic  approach  is 
therefore  a  more  direct  reflection  of 
actual  in-use  conditions.  However,  it 
requires  specialized  test  fuels,  and  the 
likely  use  of  specialized  hot  temperature 
test  cells  as  well.  The  alternative 
approach  is  simpler  because  it  provides 
fewer  options,  and  it  would  promise  to 
place  lesser  fuel  and  facility  demands 
on  the  manufacturers.  The  tradeoff  in 
the  alternative,  however,  comes  in  the 
form  of  a  test  that  could  be  more 
stringent,  since  the  Agency  always  has 
the  option  to  perform  confirmatory 
testing  with  the  canister  in  a 
breakthrough  condition.  Artificial 
loading  to  breakthrough  mirrors  the 
worst  case  I/M  lane  scenario,  and  the 
EPA  thus  believes  that  the  alternative 
approach  is  as  effective  as  the  basic 


approadi  in  detecting  pattern  failures 
caused  by  canister  pui^. 

The  Agency  requests  comment  on  the 
desirability  of  one  approach  versus  the 
other,  and  any  enviroimient*],  vehicle 
design  or  test  burden  impacts  that  may 
be  imposed  by  each  approach.  This 
information  will  aid  in  the  selection  of 
a  single  approach  for  the  final  rule. 

Unless  a  manufacturer  has 
incorporated  prohibited  defeat  devices, 
the  catalysts,  purge  systems,  and  other 
emission  control  components  will  not 
cease  to  function  simply  because  a  test 
variable  falls  just  beyond  the  bounds  of 
the  test  envelope.  Thus,  in  most  cases. 
a  vehicle  adequately  designed  to  pass 
each  fwrformance  warranty  test 
throughout  either  of  the  two  proposed 
test  envelopes  will  also  pass  I/M  tests 
conducted  in  imusual  circumstances 
outside  the  envelope.  In  the  field, 
second  chance  testing  available  for  the 
unloaded  tests  is  designed  to  address 
those  cases  of  imusual,  individual 
failure. 

The  Agency  recognizes,  however,  that 
some  pattern  failures  may  theoretically 
occur  that  are  triggered  solely  by 
conditions  outside  the  proposed  test 
envelopes.  Such  pattern  failure  types 
would  therefore  not  be  detected  by 
certification,  audit,  or  recall  testing  with 
the  CST  as  proposed.  The  Agency 
considered  establishing  manufacturer 
liability  for  certification,  audit,  and 
recall  testing  to  cover  such  cases,  but 
including  the  second-chance  portions  of 
the  performance  warranty  procedures 
when  this  testing  occurred  outside  the 
test  envelopes  proposed  today.  This 
would  essentially  require  all  vehicle 
designs  to  pass  the  I/M  procedures, 
given  second-chance  testing,  under  all 
combinations  of  conditions  that  could 
ever  occur  in  the  field.  The  Agency 
concluded  that  this  was  an  unjustified 
extension  of  the  legislative  mandate  to 
cover  reasonable  field  conditions  in  the 
CST,  and  thus  is  proposing  to  limit 
manufacture  liability  for  certification, 
audit,  and  recall  testing  to  the  bounds 
of  the  proposed  envelopes.  If  pattern 
failures  do  occur  under  conditions, 
beyond  the  limits  of  the  chosen 
envelope,  that  come  to  be  recognized  as 
reasonable  field  conditions,  EPA  has  the 
authority  under  the  statute  to  revise  the 
conditions  of  the  CST  with  a  future 
rulemaking.  In  the  meantime,  the 
performance  warranty  remedy  remains 
available  to  individual  vehicle  owners 
as  a  protection  against  individual  I/M 
failures  under  any  test  conditions. 

Comments  are  nevertheless  solicited 
on  the  approach  that  would  extend 
manufacturer  CST  recall  liability 
beyond  the  envelopes  proposed,  with  or 
without  the  addition  of  second  chance 


testing.  EPA  is  particularly  interested  in 
comments  pertaining  to  the  ability  of 
the  envelopes  proposed  in  section  II  to 
prompt  manufacturer  designs  that  will 
eliminate  pattern  failures  both  inside 
and  outside  the  envelopes. 

5.  Ambient  Temperature  Conditions 

Temperature  data  compiled  in  the 
1990  Statistical  Abstract  of  the  United 
States  *'  served  as  the  basis  for 
determining  "reasonably  likely  to  be 
encountered"  ambient  temperature 
conditions  for  the  purposes  of  this 
proposal.  Based  on  those  data,  EPA 
found  that  the  monthly  average  of  the 
daily  high  temperatures  and  the 
monthly  average  of  the  daily  low 
temperatures  for  the  United  States 
routinely  differ  by  100  "F  in  a  given 
year.  For  example,  the  1990  Statistical 
Abstract  reports  an  average  daily 
minimum  in  Minneapolis  throughout 
January  of  2.4  °F  and  an  average  daily 
maximum  in  Phoenix  throughout  July  of 
105  "F.  Both  of  these  cities  have 
centralized  I/M  programs  where 
conditions  in  the  test  bays  are 
essentially  outdoor  ambient  conditions, 
and  both  cities  maintain  testing  under 
these  conditions. 

These  conditions  may  be  considered 
to  reflect  the  extremes  of  temperature 
under  which  I/M  testing  may  occur. 
However,  the  range  of  conditions  that  is 
feasible  to  replicate  in  CST  testing  while 
maintaining  the  obvious  need  for 
reliable  data  is  somewhat  less  severe. 
The  Agency  examined  this  question  in 
the  light  of  the  cold  CO  regulations  " 
and  the  proposed  evaporative  emission 
regulations  ^^  which  have  likewise 
sought  to  define,  respectively, 
reasonable  lower  and  upper  temperature 
bounds  for  compliance  testing  facilities. 

For  the  above  reasons,  the  Agency  is 
proposing  a  test  cell  ambient 
temperature  range  of  15  °F  to  95  "F.  The 
lower  limit  of  15  "F  is  consistent  with 
the  requirements  of  the  cold  CO 
regulations;  the  95  °F  upper  limit  is 
consistent  with  the  proposed  revisions 
to  the  evaporative  emission  regulations. 
If  the  alternative  test  envelope  also 
proposed  in  section  II  is  adopted,  the 
cold  temperature  portion  of  the  disjoint 
temperature  range  would  be  15  °F  to 
25  °F.  which  would  again  be  achieved 
through  the  site  requirements  of  the 
cold  CO  regulations;  the  warm 
temperature  portion  of  the  range  would 


2'  U.S.  Bureau  of  ihe  Censui.  Statistical  Abstract 
of  the  United  States.  1990  (llWh  ediUon.) 
Washington.  DC.  1990. 

'"See  57  FR  31888  (July  17. 1992). 

"See  55  FR  1914  (January  19, 1990);  see  also  a 
supplemental  workshop  notice  on  the  same  topic. 
55  FR  49914  (Decemtier  3. 1990). 
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be  68  "F  to  86  °F,  which  is  simply  the 
range  permitted  for  current  FTP  testing. 

6.  Fuel  Characteristics 

As  mentioned  previously,  EPA  is 
uired  when  designing  the  CST  to 
consider  fuel  characteristics  as  part  of 
the  list  of  conditions  "reasonably  likely 
to  be  encountered"  in  I/M  testing.  The 
Agency  has  consequently  proposed  a 
CST  fuel  specification  in  section  II  of 
this  preamble  and  in  sections  86.1413 
and  86.1430(b)  of  the  regulations  that 
addresses  a  number  of  fuel  variables: 
fuel  volatility  (RVP),  octane  (Researdi 
Octane  Number,  or  RON),  the  90  percent 
temperature  point  on  the  distillation 
curve  (T90),  percent  aromatics,  percent 
olefins,  percent  MTBE,  and  weight 
percent  sulfur. 

The  proposed  specification  was 
developed  in  the  following  manner.  The 
Agency  identified  fuel  characteristics 
where  there  was  evidence  of  an  impact 
on  tailpipe  emissions.  Histograms  were 
generated  showing  the  frequency 
distribution  of  each  fuel  variable  in  in- 
use  fuel  samples.  Then,  90th  percentile 
values  were  determined  from  the 
histograms  in  the  direction  that  was 
judged  to  be  more  likely  to  generate 
high  emissions.  Fuels  with  a  given 
variable  at,  or  worse  than,  eadi  90th 
percentile  value  would  be  considered 
acceptable  for  use  in  the  CST.  Since 
octane  is  not  known  to  have  a 
significant  impact  on  tailpipe  emissions, 
the  50th  percentile  value  was  used;  this 
value  also  corresponds  to  that  specified 
for  current  certification  test  fuel.  The 
results  were  rounded  and  aggregated 
into  a  specification.  The  specification 
was  then  checked  for  mutual 
consistency  of  the  variables  under 
scrutiny  and  adjusted  for  the  impacts  of 
other  EPA  rulemakings. 

As  noted  in  section  I,  increases  in 
vapor  volumes  related  to  increased  fuel 
RVP  are  a  significant  contributor  to  the 
problem  of  evaporative  purge  related 
pattern  failures.  For  this  reason,  RVP 
was  a  focus  of  EPA  attention  when 
developing  the  proposed  CST  fuel 
specification. 

With  the  exception  of  RVP,  the 
Agency  currently  possesses  few  data  on 
the  direct  impact  of  most  fuel  variables 
on  I/M  emissions.  However,  technical 
bulletins  of  the  Auto/Oil  Air  Quality 
Improvement  Research  Program 
(AQIRP)  do  show  significant  adverse 
effects  on  FTP  tailpipe  emissions  due  to 
high  levels  of  fuel  aromatics,  T90,  and 
sulfur,  and  low  levels  of  MTBE  and 
olefins.^" 


The  AQIRP  Technical  Bulletin  No.  1 
indicated  that  "the  largest  single  effect" 
on  HC  emissions  was  attributable  to 
reducing  T90  from  360  "F  to  280  "F.  This 
reduction  caused  a  decrease  in  HC 
emission  levels  of  nearly  22  percent  on 
average  for  all  fuels  tested.  In  addition, 
a  high  T90  also  increased  the  relative 
impact  on  HC  and  CO  emissions  caused 
by  both  aromatic  and  olefin  levels. 

This  study  also  found  that  higher 
levels  of  aromatics  tended  to  produce 
higher  HC  and  CO  emissions.  A 
reduction  in  aromatics  from  45  percent 
to  20  percent  produced  a  6.3  percent 
reduction  in  HC  emissions  and  a  13.6 
percent  drop  in  CO  emissions.  As 
indicated  above,  the  strength  of  this 
effiect  is  somewhat  dependent  on 
whether  T90  is  high  or  low. 

The  effect  of  olefins  on  HC  emissions 
was  found  to  be  the  opposite  of  that  of 
aromatics.  Lowering  olefins  from  20 
percent  to  5  percent  resulted  in  a  6.1 
percent  increase  in  HC  emissions, 
though  it  had  no  statistically  significant 
impact  on  CO.  This  study  also  found 
that  adding  MTBE  always  lowered 
emissions  of  both  HC  and  CO.  It  found 
that  an  increase  of  MTBE  from  0  percent 
to  15  percent  resulted  in  statistically 
significant  decreases  in  HC  emissions  of 
5.1  percent  and  in  CO  of  11.2  percent. 

The  effects  of  fuel  sulfur  content  on 
emissions  were  presented  in  the  AQIRP 
Technical  Bulletin  No.  2,  which 
detailed  a  statistically  significant 
decrease  in  HC  emissions  of  16.1 
percent  and  in  CO  of  12.9  percent  when 
the  sulfur  content  was  lowered  from  466 
ppm  to  49  ppm.  This  has  been  shown 
to  be  due  to  sulfur's  effect  on  the 
conversion  efficiency  of  the  vehicle 
catalyst. 

The  Agency's  source  of  in-use  fuel 
data  was  the  1990  MVMA  National  Fuel 
Survey. 3'  Data  on  775  samples  were 
compiled,  and  separate  90th  percentile 
values  were  calculated  for  summer  and 
winter  fuels,  for  each  fuel  variable  cited 
above.  When  rounding  was  taken  into 
account,  however,  the  distinction 
between  the  summer  and  winter  values 
was  judged  to  be  insignificant  for  each 
variable  except  RVP,  and  a  single 
specification  for  the  non-RVP  variables 
was  chosen. 

For  RVP,  the  maximum  CST  cold 
temperature  fuel  volatility  of  14.1  psi 


>"Auto/Oil  Air  Quality  Improvement  Research 
Program,  Technical  Bulletin  No.  1:  "Initial  Mass 
Exhaust  Emissions  Results  from  Reformulated 


Gasolines,"  December,  1990,  and  Auto/Oil  Air 
Quality  Improvement  Research  Program,  Technical 
Bulletin  No.  2:  "Effects  of  Fuel  Sulfur  Levels  on 
Mass  Exhaust  Emissions,"  February,  1991. 

"  Motor  Vehicle  Manufacturers  Association  of 
the  United  States,  Inc.,  "Natioival  Fuel  Surveys, 
Gasoline  and  Diesel  Fuel,  Summer  1990"  and 
"National  Fuel  Surveys,  Gasoline  and  Diesel  Fuel, 
Winter  1990."  Available  in  the  public  docket  for 


was  based  on  the  90th  percentile  winter 
fuel  RVP,  derived  from  the  MVMA 
National  Fuel  Survey  Data  in  the 
manner  just  described.  The  fuel  RVP  for 
moderate  and  hot  temperature  CST 
testing  was  derived  in  a  different 
manner.  Beginning  in  1992,  fuel 
volatility  during  May  through 
September  will  be  controlled 
nationwide  by  the  EPA  through  the 
Phase  n  RVP  Control  regulations 
promulgated  in  June  1990.'^  These 
regulations  specify  maximum  allowable 
nationwide  summertime  commercial 
gasoline  RVP  values  that  vary  by  state 
and  by  month.  The  regulations  were 
partially  superseded  by  a  new  volatility 
control  program  mandated  by  the 
Amendments,  but  the  impacts  on  this 
proposal  of  the  differences  between  the 
two  programs  are  minor. 

Both  the  Amendments  and  the  Phase 
II  regulations  specify  a  maximum 
allowable  summertime  RVP  of  9.0  psi, 
with  a  more  stringent  RVP  standard  of 

7.8  psi  required  for  areas  that  are 
designated  non-attainment  for  the  ozone 
National  Ambient  Air  Quality  Standard 
(NAAQS).  According  to  the  data 
collected  by  the  1990  MVMA  National 
Fuel  Survey,  summertime  RVP  across 
the  country  ranged  from  a  minimum  of 

6.9  psi  to  a  maximum  of  10.7  psi,  with 
a  mean  of  8.6  psi.  Obviously,  the  90th 
percentile  of  the  1990  fuel  survey  data 
will  be  an  inappropriate  measure  of  the 
fuels  reasonably  likely  to  be 
encoimtered  in  I/M  testing  in  1994,  due 
to  implementation  of  a  maximum 
summer  RVP  of  9.0  psi  in  most  regions 
of  the  United  States.  On  the  other  hand, 
not  all  I/M  areas  will  be  implementing 
the  most  stringent  RVP  limits. 
Consequently,  EPA  has  chosen  to 

.specify  a  maximum  of  9.0  psi  for  the 
CST  hot  temperature  fuels. 

In  determining  the  CST  fuel 
specification,  the  Agency  accounted  for 
the  fact  that  some  ozone  non-attainment 
areas  will  be  subject  to  the  reformulated 
gasoline  regulations  required  by  the 
Amendments,  currently  undergoing  the 
rulemaking  process.  These  regulations 
will  require  reformulated  gasoline  to  be 
used  in  gasoline-fueled  vehicles  in 
severe  and  extreme  ozone  non- 
attainment  areas.  Additional  ozone  non- 
attainment  areas  m^H  have  the  option  of 
joining  the  reformulated  fuels  program. 
However,  EPA  has  identified  a 
significant  number  of  metropolitan  areas 
that  conduct  I/M  testing,  yet  are  not 
ozone  non-attainment  areas.  The 
implication  is  that  these  regions  will 
continue  to  perform  I/M  tests  on 
vehicles  in  the  field  using  fuels  similar 
to  those  ourrently  available,  since  they 


"See  55  FR  23658  (June  11, 1990). 
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are  unlikely  to  be  afliected  by  the 
refonnubti4  fuel*  regulation*.  With  this 
in  mind.  EPA  has  chosen  to  propose 
fuel  specifications  for  the  CST  based  on 
currently  available  fuels.  If  it  becomes 
the  case  in  the  future  that  all  or  a 
significant  majority  of  I/M  areas  are 
using  reformulated  or  otherwise  cleaner 
fuels,  or  fuel  composition  in  these  areas 
changes  considerably.  EPA  has  the 
option  to  adjust  the  CST  fuel 
specifications  accordingly.  The  Agency 
solicits  comment  on  the  proposed  fiiel 
specification.  In  particular,  comment  is 
requested  on  the  ease  with  which  this 
fuel  can  be  blended  and  its  effectiveness 
at  providing  in-use  I/M  emissions 
information  beyond  that  which  could  be 
obtained  with  standard  certification  test 

fuel.  ^        ^ 

In  the  ahemative  approach  to  the  test 
envelope  presented  in  section  11  of  this 
preamble,  the  Agency  has  proposed  use 
of  cold  CO  fuel  for  cold  temperature 
CST  testing  and  conventional  FTP 
certification  fuel  for  warm  temperature 
CST  testing.  The  cold  CO  fuel 
specification  is  based  on  a  sales- 
weighted  average  of  vrinter  fuel  samples 
derived  from  a  joint  in-use  database  of 
1990  MVMA  Fuel  Survey  data  and 
Southwest  Research  Institute  data,  with 
tolerances  applied  to  permit  production 
of  a  practical  and  cost-effective  test 
fuel.'^  The  Agency's  intent  in  the  CST 
under  the  alternative  approach  to  the 
test  evelope  is  that  CST  testing  be 
permitted  immediately  following  cold 
CO  testing,  without  a  fuel  change.  Thus. 
the  fuel  adopted  in  the  cold  CO 
regulation  would  be  incorporated  by 
reference  in  the  CST  portion  of  the 
regulations. 

TTie  Agency  recognizes  that  current 
certification  test  fuel  is  unrepresentative 
of  in-use  fuels  with  respect  to  RVP.  the 
distillation  curve,  and  several 
compositional  elements.  If  the 
alternative  CST  test  envelope  were  to  be 
adopted  and  certification  fuel 
consequently  used  as  the  warm 
temperature  CST  hiel.  the  canister 
loading  step  is  intended  to  supersede 
any  impacts  of  the  difference  between 
certification  and  in-use  fuel  RVP  on  CST 
test  results.  The  Agency  currently 
possesses  insufficient  information  to 
confidently  predict  an  adverse  impact 
on  CST  results  at  warm  temperature 
from  the  remaining  differences  between 
the  certification  and  in-use  fuels. 
Consequently,  the  Agency  solicits 
comments  bom  interested  parties  on  the 
wisdom  of  incorporating  current 


certification  fuel  as  the  warm 
temperature  CST  fuel. 

7.  Vehicle  Wait  Times  and  Prior  Vehicle 
Operation 

The  Agwicy  has  selected  a  range  of 
three  to  30  minutes  for  vehicle  wait 
time.  The  upper  end  was  determined  by 
the  statute,  which  states  that  "short  (30 
minutes  or  less)  waiting  periods  before 
tests  are  conducted"  are  an  in-use 
condition  that  is  to  be  included  in  the 
conduct  of  the  CST.  As  a  confirmation 
of  the  validity  of  this  wait  time,  the 
Agency  reviewed  wait  time  siirveys 
recently  conducted  by  several  I/M 
programs;  these  surveys  indicated  that  a 
30  minute  wait  in  an  I/M  lane  is  not 
unusual  in  some  programs,  particularly 
at  peak  periods  (e.g..  Saturdays  near  the 
end  of  the  month).** 

A  long  queue  in  an  I/M  lane,  in  which 
the  vehicle  idles  or  imdergoes  a  series 
of  idle  and  keyoff  conditions,  can  trigger 
pattern  failures  related  to  evaporative 
canister  purge,  air  injection  timers,  fuel 
metering  timers,  and  catalyst  cooldown. 
Thus,  in  many  situations,  long  wait 
times  are  worst  case  situations.  The 
lower  end  of  three  minutes  was  also 
selected  on  the  basis  of  the  wait  time 
survey  information,  which  indicated 
that  in  some  programs  wait  times  are 
predominantly  shorter  than  five 
minutes. 

The  potential  for  wait  times  as  short 
as  three  minutes  affected  the  Agency's 
proposal  for  the  warm-up  step  that 
concludes  each  vehicle  preparation 
pathway.  Current  performance  warranty 
regulations  require  that  vehicles  be  at 
normal  operating  temperature  entering 
the  1/M  test  procedures.  The  regulations 
do  not  prescribe  a  specific  type  or 
duration  of  vehicle  operation  to  achieve 
this  condition.  In  centralized  I/M 
programs,  vehicles  are  normally 
presumed  to  have  achieved  normal 
operating  temperature  as  they  are  driven 
to  the  test  site  shortly  before  testing. 
Decentralized  programs,  on  the  other 
hand,  may  test  vehicles  that  have  been 
soaking  for  extended  periods,  and  in 
order  to  meet  the  requirements  of  the 
performance  warranty  regulations, 
inspectors  must  warm  up  vehicles  prior 
to  the  test. 

In  order  for  the  CST  to  replicate  an 
I/M  test  performed  in  accordance  with 
the  performance  warranty  regulations. 


"  Motor  Vehicle  Manufacturers  Auodation  of 
the  United  States.  Inc..  '•National  Fuel  Surveys. 
Osoline  and  Diesel  Fuel.  Winter  1990."  Available 
in  the  public  docket  for  review. 


*•  See.  for  example,  Illinois  Environniental 
Protection  Agency  I/M  Status  Report  memorandtims 
(September  7, 19«9-Seplember  14, 1990);  Graphics 
and  data  describing  custuoier  wait  times  for  the 
Wisconsin  Vehicle  Inspection  Program  from  Ed 
Hammer.  Wisconsin  Department  o(  Transportation, 
to  Mary  Walsh.  EPA.  Office  of  Mobile  Sourc«s 
(January  29. 1991).  Available  in  tha  docket  tor 
public  review. 


the  Agency  proposes  to  include  a 
limited  amount  of  ¥r»rm-up  operation 

immediately  before  the  wait  time  to 
bring  vehicles  to  normal  operating 
temperature.  The  proposal  incorporates 
90  seconds  of  2500  rpm  operation  at  30 
seconds  of  loaded  operation  under 
warm  ambient  c»nditions.  or  transient 
loaded  operation  such  as  a  cold  505 
cycle  under  cold  ambient  temperature 
conditions.  For  the  cold  temperature 
condition,  a  longer  cycle,  such  as  a  cold 
CO  sequence,  may  be  used  in  place  of 
the  cold  505  cycle.  Manufacturere  may, 
at  their  discretion,  eliminate  the  prior 
operation  for  development  or  data 
submittal  testing;  the  Agency,  however, 
is  proposed  to  be  required  to  perform 
such  operation  for  confirmatory.  SEA,  or 
recall  testing. 

This  notice  proposes  that  the  wait 
time  modes  may  be  punctuated  with 
vehicle  keyofe  occurring  at  a  maximum 
rate  of  one  per  five  minutes,  and  each 
stretch  at  idle  during  the  wait  time  must 
exceed  three  minutes.  This  reflects  the 
fact  that  some  owners  tend  to  keep  their 
vehicle  idling  throughout  a  long  wait 
period  in  an  1/M  lane,  while  others  turn 
their  vehicle  off.  restarting  only  long 
enough  to  creep  forward  in  line. 
Operator  behavior  can  also  depend  on 
the  ambient  temperature,  use  of  air 
conditioning,  the  vehicle's  procUvity  to 
overheat  or  stall,  and  the  length  of  the 

queue.  „,   .      . 

No  single  type  of  keyoff  behavior, 
however,  can  be  considered  worst  case 
for  emission  control.  Manufacturers 
have  historically  employed  timers  for 
fuel  metering  and  .air  injection  control  of 
widely  varying  durations  and  impacts 
on  instantaneous  emission  levels.  Some 
vehicles  have  been  designed  so  that  they 
may  not  pass  unless  restarted,  because 
the  restart  reinitiates  injection  of 
secondary  air  into  the  exhaust.  Others 
have  been  designed  so  that  they  may  not 
pass  if  they  are  restarted,  because  the 
restart  triggere  short  durations  of  open- 
loop  operation  with  fuel  enrichment, 
coupled  with  characteristically  low 
catalyst  activity  at  idle.  Other  designs 
have  required  the  vehicle  to  remain  off 
for  some  number  of  seconds  before  air 
injection  timers  are  reset.  However, 
most  vehicle  designs  are  able  to  provide 
sufficient  catalyst  protection  and  idle 
quality  without  such  timers,  indicating 
that  they  are  not  a  necessary  component 
of  current  vehicle  technolom?- 

The  objective  of  the  keyoff  provision 
is  to  protect  the  consumer  from  keyoff/ 
restart  designs  that  could  result  in 
pattern  failures  while  providing  little  or 
no  benefit  to  the  manufacturer.  Given 
the  range  of  possible  designs,  however, 
it  is  not  possible  to  specify  a  single 
keyoff  protocol  that  would  adequately 
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protect  the  consiuner.  For  these  reasons, 
the  Agency  is  not  defining  a  specific  set 
of  idle/keyoff  actions  with  a  defined 
waii  time  for  all  CST  compliance 
testing,  but  has  instead  defined  a  range 
of  wait  times  and  a  varying  set  of 
vehicle  operations  that  EPA  may 
employ.  The  Agency  solicits  comment 
on  this  provision. 

The  emissions  impact  of  a  restart 
varies  depending  on  the  control  logic  of 
the  vehicle.  Some  vehicles  show 
increased  emissions  because  they  enter 
timed  open-loop  operation  folIoMring  a 
restart;  others  show  cleaner  emissions 
because  secondary  air  is  routed  to  the 
catalyst  for  a  timed  interval  follownng  a 
restart.  Clearly,  the  Agency  could  be 
expected  to  choose  the  %vait  time 
conditions  in  compliance  testing  that 
would  be  most  likely  to  increase 
emissions  and  reveal  a  pattern  failure  in 
the  particular  design  being  tested. 

8.  Manufacturer  Certification  E>ata 
Submittal  Requirements 

In  requiring  manufacturers  to  submit 
certification  CST  data  at  only  one  point 
in  the  test  envelope  and  for  only  one 
combination  of  two  performance 
warranty  tests,  the  /^ency  has  reached 
two  concliisions.  The  first  is  that  vehicle 
designs  that  take  into  account  likely 
worst-case  conditions  and  eliminate  the 
vehicle-based  contributions  to  pattern 
failures  under  those  conditions  will  also 
eliminate  pattern  failures  xmder  less 
extreme  conditions.  Second,  if  EPA  has 
the  authority  to  perform  compliance 
testing  throughout  the  test  envelope, 
then  manufacturers  will  address  all 
relevant  pattern  failure  types  in  their 
development  testing  and  design 
decisions,  not  just  the  ones  addressed 
by  the  chosen  certification  test  point. 

Since  the  combinations  of  conditions 
that  are  the  worst  case  for  a  given 
vehicle  design  %vill  depend  on  the 
pattern  failure  type  that  is  most  likely  to 
occur  with  that  vehicle,  the  Agency  is 
proposing  several  combinations  from 
which  the  manufacturer  must  choose  for 
data  submittal  testing.  Under  the 
proposal,  manufacturers  will  be 
required  to  select  the  set  of  conditions 
for  CST  testing  of  their  EDVs  that 
represents  the  worst  case  fiom  among 
the  three  designated  points  in  the  test 
envelope. 

For  instance,  a  manufacturer  might 
conclude  that  a  vehicle  design  was  most 
susceptible  to  purge-related  pattern 
failures  during  2500  rpm  operation. 
These  failures  will  occur  more 
frequently  when  conditions  favor  vapor 
generation  and  accumulation — that  is, 
high  ambient  temperature,  high 
volatility  fuel,  and  extended  idle  times 
on  vehicles  designed  to  purge  only 


during  off-idle  operaticm.  Since  the 
highest  ambient  temperatures  do  not 
normally  occur  in  conjuncticm  wdth  the 
highest  volatility  fiiels,  two  worst-case 
"reasonably  likely"  combinations  of 
these  variables  are  possible— moderate 
ambient  temperature  with  high-RVP  fuel 
and  high  ambient  temperaturo  with  low- 
RVP  fuel.  In  the  basic  proposal  for  the 
test  envelope  presented  in  section  II, 
these  two  combinations  are  proposed  as 
the  "moderate"  and  "hot"  pathways  of 
Figure  2.  The  moderate  temperature 
option  specifies  an  ambient  temperatuj« 
range  of  70'F  ±  5°F  and  a  fuel  RVP  of 
13.6  psi  to  14.1  psi,  while  the  hot 
temperature  option  specifies  ambient 
temperatures  of  QCF 1 5°F  and  a  fuel  of 
8.5  psi  to  9.0  psi. 

In  conjunction  with  fuel  and 
temperature  variables,  long  idle  times 
contribute  to  the  accumulation  of  vapor 
in  the  canister.  Thus,  to  create  the  set  of 
worst-case  conditions  reasonably 
expected  to  occur  for  purge  pattern 
failure  vehicles,  the  maximum  wait  time 
allowed  by  the  statute — 25-30 
minutes — is  proposed  for  manufiacturer 
data  submittal  testing  under  warm 
temperature  conditions.  As  noted 
previously,  the  alternative  approach  to 
the  test  envelope  targets  purge  failures 
by  replacing  high-RVT  fuel  or  high 
ambient  temperature  testing  with  an 
artificial  canister  loading  procedure, 
allowing  manufacturer  certification 
testing  to  take  place  with  normal  FTP 
fuels  and  temperatures.  The  remaining 
piurge-related  variable,  wait  time,  is 
again  specified  to  be  25-30  minutes. 

A  manufacturer  may  conclude, 
however,  that  a  certain  vehicle  design  is 
more  prone  to  pattern  fisilure  due  to 
catalytic  converter  or  oxygen  sensor 
cooldown  rather  than  to  canister  purge. 
Catalyst  cooldown  to  below  light-off 
temperature  is  likely  to  occur  when 
mass  flow  through  the  catalyst  is  low. 
This  is  the  case  on  vehicles  with  small 
displacement  engines  during  extended 
idles;  the  problem  is  presumably 
exacerbated  by  low  ambient 
temperatures.  A  likely  worst  case 
scenario  for  vehicles  sensitive  to  this 
problem  would  be  cold  ambient 
temperatures  and  long  I/M  lane  wait 
times;  thus,  the  Agency  is  proposing  a 
cold  ambient  temperature  of  20±5'F, 
again  coupled  wiih  the  maximum 
allowable  wait  time  of  25-30  minutes, 
as  the  cold  temperature  CST  test  option 
for  manufacturers. 

A  third  example  illustrating  the 
choice  of  worst -case  conditions  by  the 
manufacturer  would  be  pattern  failures 
related  to  a  vehicle  restart.  Although 
each  of  the  manufacturer  certification 
data  submittal  pathways  reqtiires  use  of 
25  to  30  minute  wait  time  modes,  the 


manufecturer  may  select  up  to  six 
restarts  in  this  period.  As  pointed  out  in 
the  above  discussion  of  the  CST  wait 
time  mode,  restarts  can  either  avoid  or 
trigger  higher  emissions,  and  thus,  the 
manufacturer  may  wish  to  pick  the 
number  of  restarts  and  the  duration  of 
the  keyoff  times  to  reflect  a  worst-case 
situation  for  the  given  design. 

The  Agency  is  not  proposing  a 
specific  enforcement  mechanism  for 
violations  of  the  requirement  that  the 
manufacturer  select  the  worst-case 
scenario  bom  among  the  prescribed 
three  alternatives.  Comments  are 
solicited  on  the  ease  with  which  the 
selection  of  the  worst-case  scenario  may 
be  achieved  and  how  this  factor  may 
appropriately  determine  the  Agency's 
enforcement  response. 

Although  the  proposed  certification 
data  submittal  requirement  is  limited  to 
testing  under  a  single  set  of  conditions 
as  described  above,  each  manufacturer 
may  clearly  see  advantages  in  testing 
under  different  sets  of  conditions  inside 
or  outside  the  limits  of  the  proposed  test 
envelope.  This  additional  testing  will 
allow  the  manufacturer  to  ensure  that 
the  vehicle  can  pass  confirmatory 
testing  imder  the  range  of  conditions 
that  may  be  selected  by  the  Agency,  and 
can  be  as  extensive  or  limited  as  each 
manufacturer  sees  fit. 

9.  "Inability  To  Test"  Vehicles 

The  Agency  proposes  that  all  vehicles 
be  required  to  be  designed  such  that 
they  are  able  to  be  tested  on  all  six  of 
the  revised  section  207(b)  test 
procedures.  An  inability  to  perform  the 
CST — caused,  for  instance,  by  a 
permanent  four-wheel  drive 
configuration  that  cannot  be  tested  on 
an  I/M  dynamometer  designed  fat  two- 
wheel  drive  vehicles,  or  by  a  spark 
distribution  system  that  will  not  allow 
engine  speed  to  be  measured  in  a 
standardized  fashion — is  proposed  to 
result  in  the  vehicle  failing  its 
certification  requirements,  and  a 
certificate  of  conformity  would  be 
denied.  This  requirement  is  being 
proposed  in  order  to  prevent  vehicles 
that  cannot  be  I/M  tested  in  the 
conventional  manner  fiom  being 
introduced  into  commerce,  thus 
relieving  I/M  programs  fiom  the 
responsibility  of  determining  which 
models  require  specialized  treatment 
and  the  form  such  treatment  should 
take.  Special  ccnsideration  in  the  form 
of  individualized  test  procedures  or 
equipment  or  in  the  form  of  waivers  of 
the  I/M  testing  requirement  itself  would 
result  in  longer  I/M  lane  queues  and 
inequitable  treatment  of  vehicles,  and  is 
therefore  not  desirable. 
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However,  the  Agency  recognizes  that 
vehicles  that  cannot  be  tested  on  certain 
1/M  procedures  may  continue  to  enter 
the  marketplace,  and  it  does  not  wish  to 
deny  certification  for  such  vehicles  if 
advance  provisions  have  been  made  to 
allow  for  alternative  I/M  test 
procedures.  The  Agency  is  proposing  to 
not  deny  a  certificate  of  conformity  as 
a  result  of  a  vehicle's  inability  to  be 
tested  on  the  standard  procedures  if  the 
manufacturer  has  petitioned  for  and 
been  granted  an  alternative  test 
procedure  as  provided  in  the 
performance  warranty  regulations.  For 
example,  in  the  case  of  permanent  four- 
wheel  drive  vehicles,  such  an 
alternative  could  be  the  substitution  of 
unloaded  2500  rpm  operation  for  loaded 
steady-state  operation.  Such 
alternatives,  however,  must  be  arranged 
for  each  of  the  six  performance  warranty 
procedures  on  which  the  vehicle  is 
unable  to  be  tested  in  order  for  a 
certificate  of  conformity  to  be  granted. 
The  Agency  recognizes  that  vehicle 
manufacturers  are  moving  away  from 
vehicle  designs  that  allow  use  of  a 
conventional  induction  tachometer  to 
determine  engine  speed.  Such  designs 
have  made  it  difficult  for  I/M  programs 
to  obtain  the  engine  speed  readings 
needed  to  determine  compliance  with 
the  rpm  requirements  of  each  test  mode 
and  thus  advance  the  test  through  its 
steps.  In  order  to  allow  such  design 
innovations  to  occur  while  providing  for 
a  convenient  method  to  measure  engine 
speed,  this  proposal  includes  a 
requirement  for  each  vehicle  to  include 
an  electrical  lead  carrying  an  accessible 
engine  rpm  signal.  One  option  to 
provide  this  signal  takes  advantage  of 
the  upcoming  requirement  that  onboard 
diagnostic  (ODD)  system^'  be  included 
on  model  year  1994  and  later  light-duty 
vehicles  and  light-duty  trucks.  The  OBD 
systems  will  monitor  the  functioning  of 
emission  control  systems  and  alert  the 
vehicle  operator  when  a  fault  is 
detected.  Engine  speed  signals  will  be 
available  over  the  standardized  OBD 
connector  with  a  standardized  scan  tool 
as  part  of  the  fauU  diagnosis  procedure. 
However,  manufacturers  may  be  waived 
from  meeting  the  full  requirements  of 
OBD  for  model  years  1994  and  1995. 
Therefore,  it  is  proposed  that  those 
vehicles  whose  engine  rpm  signals 
cannot  be  read  by  either  an  OBD  readout 
device  or  a  conventional  inductive 
tachometer  be  required  to  have  an 
engine  rpm  signal  available  on  a 
dedicated  underhood  lead  with  a 
standardized  connector  and  signal.  This 
would  provide  I/M  programs  with  a 
standardized  method  to  obtain  the 


'  S«e  S6  FR  48272  (September  24. 1991). 


engine  rpm  signals  necessary  for 
performance  of  the  I/M  test.  Vehicles 
not  furnishing  an  engine  rpm  signal 
through  one  of  these  three  methods 
would  be  considered  unable  to  be 
tested,  and  thus  would,  under  this 
proposal,  be  denied  a  certificate  of 
conformity. 

The  Agency  solicits  comment  on  the 
ability  of  the  alternative  test  procedure 
provision  to  allow  design  innovations 
while  disallowing  testing  alternatives 
for  pattern  failure  issues  that  would 
more  appropriately  be  addressed 
through  a  design  change. 

10.  Derivation  of  Standards 

A  vehicle's  ability  to  pass  an 
emissions  test  procedure  is  a  function 
both  of  the  procedure  design  and  the 
applicable  emission  standards.  For  I/M 
testing  in  the  field,  the  Agency  is 
proposing  improved  performance 
warranty  procedures  and  retention  of 
the  current  performance  warranty 
emission  standards  of  1.2  percent  (X) 
and  220  ppm  HC.  The  purpose  of  the 
CST  as  prescribed  by  the  Amendments 
and  proposed  in  this  rule  is  to 
determine  whether  properly  maintained 
LDVs  and  LDTs,  when  tested  in  I/M 
with  these  standards  and  procedures, 
will  pass  under  conditions  reasonably 
likely  to  be  encountered  in  the  field. 

An  EDV  that  would  fail  the  CST 
procedure  at  the  performance  warranty 
culpoints  would  be  expected  to  fail  at 
the  same  cutpoints  in  actual  I/M  testing. 
That  design  is  in  all  likelihood  destined 
to  be  a  pattern  failure,  and  the  statutory 
purpose  of  the  CST  is  to  prevent  the 
vehicle  from  being  certified.  Thus,  CST 
standards  at  least  as  stringent  as  the 
performance  warranty  cutpoints  are 
clearly  justified. 

While  the  Agency  has  incorporated 
several  field  test  conditions  into  the 
proposed  CST  procedure,  an  additional 
condition  of  I/M  testing  that  must  be 
accounted  for  in  the  selection  of  the 
CST  standards  is  the  fact  that  I/M 
vehicles  are  in-use  vehicles;  They  have 
accumulated  age  and  mileage,  and  thus, 
their  emission  systems  are  subject  to 
deterioration.  Similarly.  CST  recall  test 
vehicles  would  be  recruited  directly 
from  vehicle  owners,  and  thus  would  be 
subject  to  deterioration.  Utilizing  the 
1/M  cutpoints  for  CST  recall  testing  is 
therefore  appropriate.  However,  neither 
certification  EDVs  nor  selective 
enforcement  audit  vehicles  represent  in- 
use  vehicles.  The  EDVs  are 
preproduction  vehicles,  and  SEA 
vehicles  are  taken  directly  from  the 
production  line.  The  effects  of  age  and 
mileage  on  such  vehicles  must  be 
simulated. 


This  is  one  reason  that  emission  data 
vehicles  that  register  scores  below  the 
performance  warranty  cutpoints  may 
also  become  pattern  failures  in  actual 
I/M  testing.  Increases  in  I/M  emissions 
due  to  deterioration  might  cause  a 
vehicle  to  fail  at  the  207(b)  cutpoints, 
where  the  undeteriorated  vehicle  with 
the  pattern  problem  alone  might  pass 
those  same  cutpoints.  The  Agency 
beUeves  the  statutory  intent  would  not 
be  achieved,  were  such  vehicles  to  be 
certified. 

In  addition,  there  may  be  significant 
variation  within  an  engine  family  in  the 
emissions  increases  caused  by  a  given 

Eattem  emissions  problem,  even  if  the 
ehavior  of  a  single  vehicle  is 
reasonably  repeatable.  In  the  field,  a  40 
percent  failure  rate  is  high  enough  to  be 
considered  a  serious  pattern  failure.  If 
such  a  vehicle  passed  the  CST  during 
certification  because  the  two  test  cars 
happened  to  fall  in  the  60  percent  that 
could  pass  the  performance  warranty 
standards,  yet  tighter  cutpoints  would 
have  flagged  the  problem,  then  again  the 
procedure  would  not  have  performed  its 

function. 

Thus,  EPA  finds  it  appropriate  to 
apply  tighter  standards  to  CST  test 
results  for  certification  or  audit  vehicles 
than  are  applied  to  recall  test  vehicles 
and  to  vehicles  in  actual  I/M  testing. 

In  developing  this  proposal,  the 
Agency  considered  methods  by  which 
the  contribution  from  I/M  emissions 
deterioration  might  be  accounted  for. 
Conventional  FTP  certification 
procedures  rely  on  a  durability  testing 
program  to  simulate  the  emissions 
effects  of  accumulated  mileage.  Under 
the  durability  regulations,  the  actual 
emission  levels  of  low-mileage  EDVs  are 
multiplied  by  deterioration  factors 
(DFs),  and  the  results  are  compared  to 
the  appropriate  emission  standards  to 
determine  compliance.  The  DF 
quantifies  the  rate  of  change  in  the 
vehicle's  emissions  for  a  given  pollutant 
as  a  function  of  mileage.  The  DF  is 
derived  through  regression  of  emissions 
data  obtained  from  a  durability  data 
vehicle  (DDV)  which  undergoes 
emissions  testing  with  the  FTP  at  period 
mileage  intervals.  Mileage  accumulation 
on  DDVs  is  accomplished  through  use  of 
a  standardized  durability  driving  cycle. 

The  Agency  considered  but  rejected 
the  idea  of  simulating  the  effects  of  age 
andmileage  on  certification  and  audit 
CST  test  vehicles  through  a  similar 
process.  Unlike  the  FTP.  the  CST  test 
envelope  includes  a  broad  range  of 
conditions  of  fuel,  ambient  temperature, 
and  prior  operation  of  the  vehicle.  The 
Agency  has  no  reason  to  project  that  the 
DF  that  might  be  obtained  from  periodic 
testing  of  a  DDV  at  one  point  in  the  test 
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envelope  should  be  the  same  as  the  OF 
derived  from  testing  at  another  point.  In 
theory,  a  laige  femily  of  DP  lines  might 
be  the  approprirte  descriptor  of  the 
mileage-related  behavior  of  a  vehicle  on 
the  CST.  It  would  be  unreasimable  in 
the  Agency's  view  to  require 
manufacturers  to  generate  DFs  by 
inoorporating  the  CST  procedure  in 
some  or  all  of  its  permutations  into  the 
many  periodic  test  points  of  a  DDV's 
lifetime.  In  fact,  addition  of  the  CST  at 
a  single  point  in  the  test  envelope  over 
the  course  of  DDV  testing  would 
constitute  a  significant  cost,  in  the  likely 
event  that  fuel  switches  and  extended 
wait  time  modes  were  required.  A  far 
simpler  approach  has  becni  proposed. 

The  Agency  believes  that  the  baseline 
performance  of  current  vehicle  designs 
on  the  performance  warranty  short  tests 
yields  emission  scores  far  below  the 
performance  warranty  cutpoints.  This  is 
so  even  without  the  improvements  to 
the  procedures  proposed  in  this  rule, 
and  without  reductions  that  might  occiir 
in  pending  model  years  owing  to  tighter 
tailpipe  requirements  like  the  Tier  1 
standards.  The  current  performance 
warranty  standards  are  designed  to 
capture  gross  emitters,  the  dirtiest  of 
I/M  vehicles,  because  these  are  the  ones 
that  will  benefit  the  most  from  repair. 
Vehicle  performance  has  also  improved 
overall  since  the  standards  were 
established  in  1980. 

Supporting  this  contention  is  Agency 
analysis  of  436  1983  through  1988 
model  year  in-use  vehicles  from  EPA's 
Emission  Factors  (EF).^  The  same 
database  was  used  to  develop  the  CST 
standards  proposed  in  this  notice. 
Vehicles  in  the  EF  sample  receive  a 
battery  of  the  current  performance 
warranty  tests;  the  database  provides 
emission  scores  for  three  idle  sampling 
modes  (one  unpreconditiohed,  and  the 
other  two  preconditioned  with  30- 
second  2500  rpm  modes)  and  two  2500 
rpm  sampling  modes  (one  follows  a 
restart;  the  other  follows  an  idle  mode). 

For  each  vehicle  in  the  EF  subsample, 
the  best  scores  of  the  three  idles  and  the 
best  scores  of  the  two  2500  rpm  modes 
were  determined.  Four  ranked  lists  of 
the  entire  vehicle  sample  were  created, 
one  each  for  HC  at  idle.  HC  at  2500  rpm. 
CO  at  idle,  and  CO  at  2500  rpm.  An 
iterative  process  was  pursued  where 
first  a  set  of  possible  emission  standards 
was  selected,  the  vehicles  that  exceeded 
the  standards  were  identified  from  the 
ranked  lists,  and  the  proportion  of 
faihng  vehicles  was  determined. 


Excluded  from  the  list  of  failures  were 
known  pattern  iailuies  and  vehicles 
with  passing  cotmterparts 
(manufacturer,  vehicle  type, 
displacement,  fuel  metering  system,  and 
feedback  strategy)  elsewhere  in  the 
ranked  hst  The  ciiosen  target  was  a  set 
of  emission  standards  where  at  least  05 
percent  of  the  vehicles  in  the  sample 
could  either  pass  the  standards  or  had 
counterparts  in  the  sample  that  could 
pass  the  standards.  This  target  was 
achieved  %rith  the  proposed  standards  of 
50  ppm  HC  and  0.2  percent  CO;  at  those 
levels,  the  iteration  showed  97  percent 
compliance  for  HC  and  98  percent 
compliance  for  CO. 

The  ability  of  current  designs  to 
achieve  even  lower  levels  was  in  strong 
evidence  in  the  EF  sample.  If  the 
compliance  target  was  lowered  to  90 
percent,  the  iteration  yielded  standards 
at  half  the  proposed  levels.  Sixty 
percent  of  the  vehicles  in  the  sample 
registered  CO  emission  scores  of  0.00% 
on  at  least  one  of  the  three  idle  modes 
in  the  EF  testing  protocol;  39  percent 
registered  no  detectable  HC  score  on  at 
least  one  idle  mode. 

Data  from  the  Nevada  I/M  program 
also  demonstrate  the  capability  of 
current  designs  to  routinely  achieve  I/M 
scores  ht  below  the  performance 
warranty  cutpoints.^'  In  order  to  isolate 
vehicles  with  a  low  probability  of 
owner-introduced  malfunctions  and  to 
mimic  the  performance  of  low-mileage 
EDVs,  data  for  3278  model  year  1989 
vehicles,  each  with  less  than  10,000 
accumulated  miles,  were  analyzed.  The 
average  odometer  reading  for  the  group 
was  of  6500  miles.  The  sample  showed 
average  HC  and  CO  scores  during  idle 
of  23  ppm  and  0.04%,  respectively. 
Average  scores  in  the  sample  were  even 
lower  for  testing  using  the  2500  rpm 
mode.  In  addition,  more  than  68%  of 
these  vehicles  achieved  scores  of  0.00% 
CO  during  idle  and  2500  rpm  modes, 
and  about  30%  achieved  scores  of  0 
ppm  HC  during  both  modes. 

EPA  sohcits  comment  on  the  level  of 
standards  proposed  for  certiHcation, 
SEA,  and  recall  testing.  The  Agency  is 
particularly  interested  in  information 
supporting  claims  that  the  levels  of 
standards  proposed  would  require 
technology  changes  on  vehicles  beyond 
those  that  are  required  to  eliminate 
pattern  failure  behavior.  If  other 
standards  are  suggested,  information 
supporting  the  ability  of  such  standards 
to  identify  pattern  failures  is  requested. 


11.  Altemative-Fuded  Vehides 

Because  no  performance  warranty 
regulations  exist  for  dedicated 
alternative  fuel  vehicles,  EPA  is  not 
proposing  CST  procedures  for  such 
vehicles  at  this  time. 

12.  Recall  Authority 

The  Agency  believes  that  the 
appropriate  response  to  a  widespread 
failure  of  the  CST  standards  performed 
by  EPA  on  in-use  vehicles  would  be  to 
recall  the  failing  vehicles.  The  CST 
standards  as  applied  only  in 
certification  would  partially  accomplish 
Congress'  intended  goal  of  reducing  the 
number  of  vehicles  that,  by  design,  both 
pass  the  traditional  202(a)  standards  as 
measiued  by  the  FTP  and  fail  the  207(b) 
tests.  However,  to  identify  pattern 
failures  throughout  the  range  of 
reasonably  likely  field  conditions,  the 
CST.  if  performed  only  in  certification, 
would  need  to  utilize  an  unduly 
cumbersome  battery  of  tests  in  an  efibrt 
to  simulate  most  of  these  potential 
situations  arising  during  I/M  testing. 
The  interests  of  both  the  industry  and 
the  Agency  would  be  served  by 
foregoing  this  extensive  array  of 
certification  procedures  in  favor  of  a 
recall  program. 

In  addition,  without  recall  liabiUty, 
there  would  be  no  mechanism  for 
collectively  remedying  I/M  failures  that 
occur  in  an  identifiable  class  that  does 
not  fail  the  traditional  202  standards  as 
measured  by  the  FTP.  If  vehicles  were 
not  buih  to  meet  the  CST  standards  in 
use  and  no  mechanism  existed  to 
remedy  widespread  nonconformity  with 
these  standards  in  use,  Congress' 
ohiedive  in  enacting  section  206(a)(4] — 
to  eliminate  pattern  failures  and  the 
disaffection  with  I/M  programs  such 
fail  "res  breed — would  not  be  achieved. 

The  .Agency  believes  that  section 
202;a)(l)  authorizes  promulgation  of  the 
CST  standards  Under  that  subsection 
since  they  are  applicable  to  the  emission 
of  any  air  pollulant  from  any  classes  of 
new  motor  vehicles  which  contribute  to 
air  pollution  which  may  reasonably  be 
anticipated  to  endanger  public  health  or 
welfare.'*  These  standards  do  not 
incrt^ase  the  stringency  of  the  existing 
202(a}  standards  in  the  traditional  sense 
of  limiting  emission  levels  as  measured 
by  the  FTP.  but  rather  restrict 
manufacturer  design  options  in  meeting 


'"Memorandum  from  Roberts  Francfa  to  Robart 
Maxwell,  "Analysis  of  Potential  CST  Emission 
Standards  Based  on  (he  EF  Database."  EPA,  Office 
of  Mobile  Sources  (hiovember  22. 1991).  Available 
in  the  p«ibtic  docket  for  iwvicw 


"  Memorandum  from  Roberts  French  to  Rol>ert 

Maxwell,  "Analysis  of  Low-Mileage  i/M 
Performance  of  Late  Model  Vehicles  in  the  Nevada 
I/M  Program,"  EPA.  Office  of  Mobile  Sources 
(November  22, 1991).  Available  in  the  public  docket 
for  review. 


"  The  Agency  is  aware  of  legislative  history 
indicating  that  the  certification  short  tests  are  not 
lo  be  viewed  as  section  202  standards.  See  136 
Cong  Rec.  H  12697  (daily  ed.  October  26. 1990) 
(statement  of  Rep.  Bruce).  The  Agency  does  not 
believe  this  statement  of  a  single  legislator  binds  the 
Agency.  See.  e.g..  Chemical  S4anufoctaren 
Associalion  v.  EPA,  919  F.  2d  158. 164  n.  10  (D.C 
Or.  1990). 
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such  standards  by  requiring 
conformance  as  measured  both  by  the 
FTP  and  b\'  I/M-type  tests. 

The  CST  standards,  by  improving 
public  confidence  in.  and  thus  the 
effectiveness  of.  I/M  programs,  have  the 
effect  of  controUing  emissions  that 
contribute  to  air  pollution  that  has  long 
been  acknowledged  as  endangering 
public  health  or  welfare,  and  the  CST 
numerical  limitations  thus  provide  an 
air  quality  benefit  in  addition  to  that 
provided  by  the  other  202(a)  standards 
governing  the  same  pollutants.  This 
benefit  will  be  derived  from  the 
increased  effectiveness  of  I/M  programs, 
which  programs  have  been  shown  to 
significantly  improve  air  quality. 

Specifically,  implementation  of  the 
CST  standards,  by  improving  the  ability 
of  vehicles  to  pass  I/M  procedures  and 
thus  reducing  errors  of  commission  in 
I/M  lanes  will,  in  turn,  avoid  consumer 
dissatisfaction  and  skepticism  of  I/M 
programs  that  pattern  failures  can  cause. 
For  any  program  requiring  consumer 
cooperation  to  achieve  its  ends, 
consumer  confidence  in  the  integrity 
and  efficacy  of  the  program  is  essential, 
as  greater  public  satisfaction  can 
provide  a  political  climate  that  will 
allow  states  and  regions  to  select  the 
more  stringent  I/M  program  options.  In 
addition,  consumer  acceptance  of  the 
validity  of  a  program  will  reduce  the 
incentives  for  fraud.  Finally,  the  Agency 
believes  that  reducing  the  number  of 
errors  of  commission  will  have  the 
effect  of  encouraging  proper  repair  of 
vehicles  identified  as  failures  in  I/M 
lanes,  by  making  more  accurate  the 
assumption  that  an  I/M  failure  indicates 
an  FTP.  failure  and  that,  therefore,  a 
repair  is  necessary;  an  increase  in  the 
frequency  of  proper  repairs  will  thereby 
reduce  motor  vehicle  emissions  overall. 
The  CST  standards  and  tests  are 
important  to  gaining  such  public 
confidence  and  thereby  improving  the 
functioning  of  the  state  I/M  programs. ^^ 

An  additional  basis  for  recalling 
vehicles  that  in  significant  numbers  fail 
the  CST  during  the  in-use  period  arises 


'"The  EPA  does  not  however,  intend  that  the 
proposed  cartification  test  be  considered  to  fulfill 
tbe  requirements  of  amended  section  206(h)  of  the 
Act.  which  requires  the  Agency  to  modify 
certification  and  production-line  tests  "to  insure 
that  vehicles  are  tested  under  circumstances  which 
reflect  actual  c\irrent  driving  conditions  *  *   *". 
The  legislative  history  to  the  provision  (as  well  as 

the  provision's  title)  indicate  that  Congress       

intended  for  the  Agency  to  amend  the  existing  FTP 
to  better  reflect  in-use  driving  conditions.  The 
certiflcation  short  test  proposed  today  would  be 
used  in  addition  to  the  FTP  However,  by  testing  in 
modes  not  presently  used  in  the  FTP.  such  as  an 
idle  mode,  the  certiflcation  short  test  is  consistent 
with  the  goals  of  section  206(h).  The  Agency  plans 
10  develop  the  section  206(h)  FTP  amendments  in 
a  separate  rulemaking. 


directly  from  the  statutory  structure. 
Section  206(a)(4)  requires  that  tests 
capable  of  determining  whether  in-use 
vehicles  will  pass  section  207(b)  I/M 
tests  be  added  to  the  certification  test 
procedures  promulgated  and  applied 
under  section  206(a).  Section  206(a)(1) 
provides  for  test  procedures  that 
determine  whether  a  vehicle  conforms 
with  the  standards  promulgated  under 
section  202(a). 

Section  207(c)  authorizes  the 
Administrator  to  recall  vehicles  if  (8)he 
finds  that  a  substantial  number  of  any 
class  or  category  of  them  fail  to  conform 
to  section  202(a)  standards  in  use.  While 
pattern  failure  vehicles  do  not 

necessarily  violate  section  202(a) 

standards  when  measured  by  the  FTP, 
they  do  by  definition  fail  I/M  tests  and, 
in  that  sense,  fail  as  in-use  vehicles 
202(a)  standards  as  measured  by  the 
CST.  As  section  202  standards,  failure  of 
a  significant  number  of  vehicles  to 
comply  with  these  standards  during  the 
in-use  period  could  trigger  a  recall 
pursuant  to  section  207(c)(1).  In  short, 
by  requiring  certification  to  include  a 
new  set  of  tests.  Congress  specified  an 
additional  way  to  measure  compliance 
with  202(a)  standards,  and  this  new 
means  of  measuring  the  202(a) 
standards  is  necessarily  available  for 
recall  as  well. 

Recalling  vehicles  that  fail  the  CST 
during  the  in-use  period  is  also 
consistent  with  the  Congressionally 
devised  relationship  between  warranty 
liability  and  recall  liability.  Warranty 
liability  under  section  207(b)  is 
triggered  by  failure  of  a  federally 
approved  I/M  test  during  the  in-use 
period.  The  manufacturer  is  charged 
with  the  task  of  remedying  the 
nonconformity  as  measured  by  the  I/M 
short  tests.  Therefore,  warranty 
addresses  essentially  the  recall  and 
repair  of  vehicles  on  an  individual 
basis.  Alternatively,  where  the  Agency 
discovers  a  systematic  nonconformity  in 
"substantial  number(s)."  the  Agency 
may  charge  the  manufacturer  with  \he 
recall  and  repair  of  an  entire  class  of 
vehicles  as  defined  by  the 
Administrator.  Recall  of  vehicles  failing 
the  CST  would  permit  vehicles  to  be 
identified  and  remedied  as  a  group 
rather  than  on  an  individual  basis.  The 
Agency  believes  this  would  improve  the 
cost  effectiveness  as  well  as  the 
environmental  benefit  available  from 
what  had  been  an  ad  hoc  solution  to 
systematic  I/M  failures. 

In  conclusion,  using  the  CST  in  recall 
testing  serves  the  Congressional  purpose 
of  providing  incentive  to  manufacturers 
to  prevent  I/M  pattern  failures  from 
reaching  the  field  by  subjecting 
manufacturers  to  the  significant 


deterrent  effect  of  the  recall  remedy.  In 
addition,  using  the  CST  in  recall  testing 
serves  the  interests  of  both  the 
automotive  indtistry  and  the  Agency  by 
avoiding  the  need  to  utilize  an  unduly 
cumbersome  battery  of  tests  at 
certification.  Moreover,  since  the  CST 
does  not  increase  the  stringency  of 
cxirrent  requirements  but  simply  limits 
the  design  options  available  for  vehicle 
control  systems,  the  Agency  does  not 
anticipate  that  new  control  hardware 
will  be  needed  to  pass  the  CST  but, 
rather.  onW  recalibration  of  existing 
systems.  Thus,  it  will  be  feasible  to  pass 
the  CST  at  both  certification  and  in  use 
at  low  cost,  thereby  improving  the 
ability  of  I^  programs  to  prompt 
proper  repairs  and  their  attendant  air 
quality  improvements.  The  legally 
available  option  of  utilizing  the  CST  in 
recall  thus  well  serves  the  public 
interest  and  is  consistent  with 
Congressional  intent  by  reducing  the 
incidence  of  pattern  failures  in  use. 

13.  Truck  Idle  Carbon  Monoxide 
Procedure 

Gasoline-fueled  trucks  are  currently 
subject  to  testing  for  the  control  of 
carbon  monoxide  at  vehicle  idle  imder 
procedures  set  forth  in  subpart  P  of  part 
86.  The  apphcable  standard  is  contained 
in  part  86.  subpart  A.  §  86.091- 
9(a)(l)(ii)(B).  and  is  expressed  in  terms 
of  raw  exhaust  concentration. 

The  idle  CO  regulations  were 
promulgated  with  the  primary  intent  of 
reducing  or  eliminating  CO  "hot  spots" 
created  in  areas  where  traffic  is 
consistently  in  a  stop  and  go  or  idle 
situation.  These  areas  are  believed  by 
EPA  to  pose  potential  health  problems 
due  to  the  fact  that  they  often  occur  in 
populated  areas  such  as  busy 
intersections  and  parking  garages.  The 
idle  CO  standard  and  testing  procedures 
also  serve  the  purpose  of  ensuring  that 
idle  CO  emissions  are  not  lefl  behind 
while  other  gains  in  emission  control 
are  accomplished. 

The  0.5  percent  idle  CO  standard 
applies  to  both  certification  (the 
certification  emission  values  must 
incorporate  a  deterioration  factor)  as 
well  as  to  in-use  testing.  Thus,  the 
standard  is  potentially  more  stringent 
than  the  CO  standard  for  idle  pass/fail 
modes  in  the  CST.  although  differences 
in  the  test  procedures  that  generate 
emission  scores  may  overshadow  the 
differences  in  the  standards.  The 
Agency  is  not  proposing  to  delete  the 
current  idle  CO  standard  as  it  applies  to 
LDTs.  However.  EPA  solicits  comments 
on  whether  the  CST  proposal,  if  adopted 
as  proposed  here,  would  make  the 
existing  idle  CO  procedure  unnecessary 
for  light-duty  trucks.  In  any  case,  it  is 
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not  the  Agency's  intention  to  revisit  the 
applicability  of  the  idle  CX)  procedure  to 
heavy-duty  trucks  in  this  rulemaking. 

14.  Model  Year  of  Applicability 

I  In  conformance  with  the 
Amendments,  this  proposal  would 
require  compliance  with  the 
Certification  Short  Test  for  the  1994 
model  year.  However,  leadtime 
ix)nstraints  suggest  that  it  would  be 
impracticable  for  many  manufacturers 
to  assure  compliance  with  all  aspects  of 
this  proposal.  At  this  time,  most 
manufa(t:turers  have  completed  design 
and  development  work  for  the  1994 
model  year;  in  fact,  some  have  initiated 
vehicle  certification  procedures.  While 
manufacturers  are  generally  aware 
which  engine  families  are  pattern 
failures  and  could  have  made 
compensating  design  changes,  it  is 
unlikely  that  all  such  changes  would 
have  been  made  in  the  absence  of  a  final 
rule.  In  addition,  lacking  specific 
knowledge  of  the  proposed  test 
procedure,  manufacturers  could  not 
have  been  assured  that  their  designs 
were  adequate. 

Because  of  the  possibility  that 
compliance  may  not  be  feasible  for  all 
1994  model  year  vehicles,  the  Agency 
requests  comment  on  the  practicalities 
of  implementing  the  requirements  of  the 
Certification  Short  Test  midway  through 
the  model  year.  Comment  is  also 
requested  on  the  legal  and  practical 
implications  of  delaying  the  model  year 
of  appIicabiUty. 

IV.  Economic  Impacts 

A.  Certification  Short  Test  and 
Performance  Wannnty  Proposals 

The  Agency's  economic  analysis  of 
le  CST  rulemaking  takes  into  account 
3th  the  promulgation  of  the  CST  and 
le  revisions  to  the  207(b)  performance 
Warranty  test  procediu-es  as  proposed. 
Because  the  two  actions  address 
difl'erent  causes  of  the  same  symptom — 
vehicles  improperly  failing  I/M  tests — 
most  of  the  costs  can  be  clearly 
attributed  to  either  the  CST  or  the  207(b) 
revisions,  while  the  benefits  are  difficult 
to  separate  between  the  two  programs. 

In  addition,  this  proposal  presents 
two  different  approaches  to  the 
envelope  of  CST  test  conditions  (see 
section  n.B).  Some  costs  are  equivalent 
regardless  of  the  approach  taken,  but 
others  can  be  separately  attributed  to  - 
one  approach.  For  example,  the 
alternative  approach  presented  in 
section  II.B.4  includes  a  canister  loading 
procedure  in  the  vehicle  preparation 
pathway,  but  becomes  identical  to  the 
basic  approach  following  the  loading  of 
the  canister.  Because  the  two 


approaches  are  expected  to  be  equally 
effective  and  accomplish  the  same 
result,  however,  the  benefits  are 
expected  to  be  equivalent. 

The  Agency  is  also  including  several 
amendments  of  a  technical  nature  in  the 
proposal  (see  section  n.C);  the  economic 
impacts  of  these  amendments  are  also 
presented  below.  The  detailed  analysis 
of  the  economic  impacts  of  this 
rulemaking  siunmarized  in  this  proposal 
is  presented  in  full  in  a  separate 
technical  memorandum.*" 

This  rulemaking  is  projected  by  EPA 
to  have  a  net  benefit  of  approximately 
$183  milUon.  This  projected  benefit 
arises  from  the  aggregate  costs  and 
benefits  to  the  three  affected  parties — 
the  automobile  manufacturers,  state  I/M 
programs,  and  individual  vehicle 
owners. 

The  total  annual  cost  to  the 
automotive  industry  is  estimated  to  be 
approximately  $3.7  million,  or  about 
$0.26  per  production  vehicle.  These 
costs  are  incurred  as  a  result  of 
increased  vehicle  testing  for  pattern 
failure  characteristics,  implementation 
of  minor  design  changes  on  vehicles 
exhibiting  sudi  characteristics,  and 
certification  of  all  engine  families  to  the 
requirements  of  the  CST. 

Vehicle  testing  by  manufacturers  for 
pattern  failure  characteristics  is  likely  to 
occur  at  several  different  points.  First, 
manufacturers  will  perform 
development  testing  on  their  vehicles 
prior  to  conducting  the  actual 
certification  tests.  The  Agency  assumes 
that  a  basic  vehicle  design  has  a  lifetime 
of  approximately  five  model  years;  that 
is,  manufacturers  will  recertify  (usually 
through  carryover)  the  same  basic 
vehicle  for  four  additional  years  past  its 
initial  certification.  Manufacturers  will 
need  to  verify  CST  compliance  of  each 
new  engine  family  in  the  year  that  it  is 
first  certified.  In  the  1994  model  year, 
when  the  CST  first  becomes  effective, 
manufacturers  will  also  need  to  verify 
CST  compliance  with  the  portions  of 
their  fleets  that  are  in  the  middle  of 
their  product  cycle  and  would  normally 
have  been  carryover  vehicles.  Finally, 
the  implementation  of  the  Tier  1 
emission  standards  on  a  phase-in  basis 
beginning  with  the  1994  model  year  will 
affect  the  manufacturers  introduction  of 
new  designs.  Taking  all  these  factors 
into  account,  EPA  projects  that  an 
annual  average  of  146  engine  families 
will  be  undergoing  CST  development 
testing  at  manufacturer  facilities  over 
the  model  years  1994  through  1999. 


*oTechnical  Memorandum,  "Economic  Impact 
Analysis  of  Proposed  Certification  Short  Test 
Regulations,"  U.S.  Environmental  Protection 
Agency,  Certification  Division.  November  22. 1991. 
Available  in  the  public  docket  for  review. 


Manufacturers  are  also  Ukely  to  verify 
continued  compliance  with  the  CST,  at 
a  reduced  testing  level,  after  each  engine 
recalibration,  which  is  assumed  to  take 
place  annually.  A  similar  confirmation 
of  compliance  might  be  desired  after 
each  emission-related  running  change. 
Finally,  manufacturers  will  be  required 
to  perform  tests  and  submit  data  for  the 
purpose  of  certification  lasting. 

Tne  Agency  has  calculated  a  worst- 
case  cost  per  CST  test  of  $258  per 
vehicle  and  has  projected  that 
manufacturers  will  on  average  need  to 
run  six  such  tests  on  two  vehicles  each 
in  order  to  verify  compliance  on  an 
appropriate  range  within  the  CST  test 
envelope.  On  the  basis  of  these 
projections,  the  total  cost  of 
manufacturer  testing  is  projected  to  be 
approximately  $1.2  million  annually  for 
the  entire  industry. 

In  addition  to  testing  impacts,  there 
are  associated  costs  of  recalibrating  and 
modifying  engine  families  identified  as 
potential  pattern  failure  problems.  The 
most  likely  modifications  are 
adjustments  to  the  Electronic  Control 
Module  (ECM)  in  order  to  address 
failures  caused  by  inappropriate  vehicle 
timer  operation  and  purge  control 
strategies.  Based  on  nistorical 
experience  with  the  frequency  with 
which  pattern  failures  occur,  the 
Agency  has  estimated  that  this  will 
involve  approximately  15  engine 
families  annually,  at  an  annual  cost  to 
the  industry  of  $247,000.  Once  the 
manufacturer's  primary  designs 
accommodate  the  CST  and  original 
designs  do  not  incoiporate  the  triggering 
elements,  this  cost  should  become 
negligible. 

Manufacturers  will  also  incur  two 
other  costs  related  to  the  CST 
requirement.  First,  there  is  an  associated 
cost  of  producing,  checking,  and 
reporting  to  EPA  the  results  of 
certification  testing.  The  Agency  has 
estimated  that  these  requirements  will 
increase  industry  costs  by 
approximately  $1.7  million  annually. 
Siecond,  some  manufacturers  and 
independent  contractore  will  have  to 
purc:hase  one  or  more  exhaust  gas 
analyzer  systems  compatible  with  the 
Sfvecifications  outlined  in  this  Notice. 
Based  upon  an  average  cost  of  $10,000 

Eer  analyzer  and  the  projected  five-year 
fetime  of  such  an  instrument,  the 
maximum  annual  expenditiue  by 
manufacturers  for  new  analyzers  is 
projected  to  be  approximately  $500,000. 

Althou^  many  state  I/M  programs 
already  have  equipment  that  is 
compatible  with  the  proposed  new  l/M 
equipment  regulations,  others  will  be 
required  to  purchase  new  raw  gas 
analyzers  to  meet  the  requirements  of 
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the  revi«ions  to  the  207(b)  perfonnance 
warranty  procedures  proposed  in  this 
Notice.  However,  the  rule  contains 
provisions  to  accomplish  an  orderly 
phase-in  of  this  equipment  to  coincide 
with  the  normal  turnover  in  the  existing 
equipment.  The  Agency  has  estimated 
that  these  purchases  will  have  an 
incremental  cost  over  the  normal 
analyzer  replacement  cost  of  up  to  $6.5 
million  annually. 

The  calculated  benefits  of  the 
proposed  regulations  will  be  related  to 
a  reduction  in  the  number  of  I/M-related 
repair  attempts  and  I/M  retests.  These 
reductions  will  be  caused  both  by 
improvements  to  the  207(b) 
performance  warranty  test  procedures  to 
ensure  proper  operation  of  the  vehicle  at 
(he  time  of  emission  sampling,  and  by 
the  addition  of  the  CST  to  ensure  a 
vuhicle  design  compatible  with  the 
207(b)  procedures.  The  Agency 
estimates  that  nearly  two  million  repair 
attempts  will  be  avoided  in  this  manner, 
at  an  average  cost  pet  repair  visit  of  $75, 
for  a  total  savings  of  $149  million.  Most 
of  these  benefits  will  accrue  to  vehicle 
owners,  although  some  portion  will 
probably  accrue  to  vehicle 
manufacturers  because  of  reductions  in 
warranty  claims.  The  Agency  currently 
lacks  data  that  would  allow  the  savings 
to  be  accurately  divided  among  the 
recipients,  although  the  net  resuh 
remains  the  same,  regardless  of  the 
beneficiaries. 

Stale  and  local  I/M  programs  stand  to 
benefit  from  this  proposal  in  a  labor 
savings  associated  with  the  reduced 
volume  of  retests  because  of  fewer  errors 
of  commission  on  the  initial  tests.  The 
Agency  projects  that  savings  to  be 
approximately  $9.19  per  test,  on  two 
million  vehicles,  or  a  total  of  $18.3 
million.  The  combined  effects  in  the 
proposed  performance  warranty 
regulations  of  the  early-out  provision  for 
very  clean  vehicles  and  the  reduced 
number  of  retests  as  a  result  of  the 
second-chance  provision  for  failing 
vehicles  is  a  reduction  in  the  mean  test 
time  per  vehicle  of  approximately  six 
percent,  which  will  translate  into 
reduced  labor  costs  per  test  of  $0.55,  or 
a  total  of  $26  million  as  a  consequence 
of  the  rule. 

Other  benefits  to  the  1/M  programs  are 
likely  to  result  from  this  proposal; 
however,  they  are  not  quantified  in  this 
analysis.  Program  resources  currently 
expended  for  identifying  and  resolving 
pattern  failures  will  be  greatly  reduced 
or  eliminated.  Improved  credibility  for 
the  I/M  programs  should  result  from 
j^reater  confidence  on  the  part  of  the 
owners  and  the  repair  sector  in  the 
rosults  of  the  I/M  tests.  This  improved 
;:r»jdibility  should  translate  into  a 


reduced  need  for  enforcement  against 
owners  who  might  seek  to  avoid  I/M 
testing  requirements  aiui  a  greater  focus 
by  repair  technicians  on  finding  and 
remedying  real  emission-related 
mal  performance. 

The  Agency  notes  that  promulgation 
of  the  CST  was  mandated  by  the  1990 
/^endments  and  thus,  certain  cost 
impacts  of  this  rule  are  unavoidable. 
However,  by  combining  die  CST  rule 
with  improvements  in  the  performance 
warranty  procedures,  EPA  believes  it 
has  developed  a  proposal  that  improves 
the  quality  of  the  CST  rule  as  well  as  the 
field  procedures,  while  generating  the 
potential  for  significant  cost  savings  as 
well. 
B.  Technical  Amendments 

The  economic  impacts  of  the 
proposed  technical  amendments  are 
expected  to  be  negligible,  with  the 
exception  of  the  proposal  to  change  the 
frequency  of  the  calibration  of  the  NO, 
converter  from  weekly  to  monthly.  The 
process  for  this  calibration  currently 
takes  about  75  minutes  per  check  per 
converter.  Reduction  in  the  frequency  of 
this  check  will  reduce  by  36  the  number 
of  checks  performed  on  each  analyzer  in 
a  year.  If  both  manufacturer  and  EPA 
sites  institute  the  change  for  all 
analyzers,  the  total  savings  will  be 
approximately  $525,000. 

V.  Public  Participation 

A.  Comments 

EPA  welcomes  comments  on  all 
t»pects  of  this  proposed  rulemaking. 
Commenters  are  especially  encouraged 
to  provide  suggestions  for  modification 
of  any  aspects  of  the  proposal  that  they 
find  objectionable.  All  comments,  with 
the  exception  of  proprietary 
information,  should  be  directed  to  the 
EPA  Air  Docket  LE-131,  Attention: 
Docket  No.  A-91-21  (see  ADDRESSES 
above). 

Commenters  desiring  to  submit 
proprietary  information  for 
consideration  should  clearly  distinguish 
such  information  from  other  comments 
to  the  greatest  possible  extent  and  label 
it  as  "Confidential  Business 
Information."  Submissions  containing 
such  proprietary  information  should  be 
sent  directly  to  the  contact  person  (see 
"For  Further  Information  Contact"),  and 
not  to  the  public  docket.  This  will  help 
ensure  that  proprietary  information  is 
not  inadvertently  placed  in  the  docket. 
If  a  commenter  wants  EPA  to  use  a 
submission  labeled  as  confidential 
business  information  as  part  of  the  basis 
for  the  final  rule,  then  a  nonconfidential 
version  of  the  document  which 


summarizes  the  key  data  or  information 
should  be  placed  in  the  public  docket 

Information  covered  by  a  claim  of 
confidentiality  will  be  disclosed  by  EPA 
only  to  the  extent  allowed  and  by  the 
procedures  set  forth  in  40  CFR  part  2. 
If  no  claim  of  confidentiality 
accompanies  the  submission  when  it  is 
received  by  EPA.  it  may  be  made 
available  to  the  public  writhout  further 
notice  to  the  commtmters. 

B.  Public  Hearing 

Any  person  desiring  to  testify  at  the 
public  hearing  {see  "DATES")  should 
notify  the  contact  person  listed  above  of 
such  intent  at  least  7  days  before  the 
hearing  date.  Persons  wishing  to  testify 
at  the  hearing  should  also  provide  an 
estimate  of  the  time  required  for  the 
presentation  of  the  testimony  and 
notification  of  any  need  for  audio/visual 
equipment.  It  is  suggested  that  sufficient 
copies  of  the  statement  or  material  to  be 
presented  be  brought  to  the  hearing  for 
distribution  to  the  audience  (suggested 
number  of  200).  In  addition,  a  sign-up 
sheet  will  be  available  at  the  registration 
table  the  morning  of  the  hearing  for 
scheduling  of  the  order  of  testimony. 

The  official  record  of  the  hearing  will 
be  kept  open  for  30  days  following  the 
hearing  to  allow  submission  of  rebuttal 
and  supplementary  testimony.  All  such 
submittals  should  be  directed  to  the 
EPA  Air  Docket  No.  A-91-21  (see 
"ADDRESSES"). 

The  hearing  will  be  conducted 
informally,  and  technical  rules  of 
evidence  will  not  apply.  Written 
transcripts  of  the  hearing  will  be  made 
and  a  copy  thereof  placed  in  the  docket. 
Anyone  desiring  to  purchase  a  copy  of 
the  transcript  should  make  individual 
arrangements  with  the  court  reporter 
recording  the  proceedings. 

VI.  Administrative  Requirements 

A.  Administratix'e  Designation  and 
Fegulatory  Impact  Analysis 

Under  Executive  Order  12291,  EPA 
has  determined  that  this  regulation  is 
minor  and  does  not,  therefore,  require 
the  preparation  of  a  Regulatory  Impact 
Analysis. 

This  regulation  was  submitted  to  the 
Office  of  Management  and  Budget 
(0MB),  for  review  as  required  by 
Executive  Order  12291.  The  OMB 
completed  its  review  on  December  4. 
1992,  and  returned  the  proposal  to  the 
EPA  for  reconsideration,  asking  that  the 
Agency  respond  in  accordance  with 
sections  3(0  and  8(a)  of  Executive  Order 
12291.  Accordingly,  the  Agency  is 
publishing  this  proposal  without  final 
agreement  with  the  OMB.  OMB's 
written  comments,  including  its 
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December  4, 1992  letter  to  the  EPA,  and 
any  EPA  response  to  those  comments 
are  in  the  public  docket  for  this 
rulemaking. 

B.  Reporting  and  Recordkeeping 
Requirements 

The  infonnation  collection 
requirements  in  this  proposed  rule  have 
been  submitted  for  approval  to  the 
OfBce  of  Management  and  Budget 
(OMB)  imder  the  Paperwork  Reduction 
Act,  44  U.S.C.  3501  et  seq.  An 
Information  Collection  Request 
document  has  been  prepared  by  EPA 
(ICR  No.  783.17)  and  a  copy  may  be 
obtained  from  Sandy  Farmer, 
hiformation  Policy  Branch;  EPA;  401  M 
St..  SW.  (PM-223Y);  Washington,  DC 
20460  or  by  calling  (202)  260-2740. 

Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
be  an  increase  of  560  hours  per  response 
annually,  including  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 

Send  comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  the  burden,  to 
Chief.  Information  Policy  Branch;  EPA; 
401  M  St.,  SW.  (PM-223Y);  Washington, 


DC  20460  and  to  the  Office  of 
Information  and  Regulatory  Affairs; 
Office  of  Management  and  Budget, 
Washington,  DC  20503,  and  marked 
"Attention:  Desk  Officer  for  EPA."  The 
final  rule  will  respond  to  any  OMB  or 
public  comments  on  the  information 
collection  requirements  contained  in 
this  proposal. 

C.  Impact  on  Small  Entities 

The  Regulatory  Flexibility  Act  of  1980 
requires  federal  agencies  to  identify 
potentially  adverse  impacts  of  faderal 
regulations  upon  small  entities.  In 
instances  where  significant  impacts  are 
possible  on  a  substantial  number  of 
these  entities,  agencies  are  required  to 
perform  a  Regulatory  FlexibiUty 
Analysis  (RFA). 

The  Agency  has  determined  that  the 
regulations  proposed  today  will  not 
have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
This  regulation  will  affect  only 
manufacturers  of  motor  vehicle  engines, 
a  group  which  does  not  contain  a 
substantial  number  of  small  entities. 
Further,  small  motor  vehicle 
manufacturers  typically  purchase 
emission  control  components  developed 
by  larger  organizations. 

Therefore,  as  required  under  section 
605  of  the  Regulatory  Flexibility  Act,  5 


U.S.C.  601  et  seq.,  I  certify  that  this 
regulation  does  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities. 

Vn.  statutory  Authority 

The  promulgation  of  these  regulations 
is  authorized  by  sections  202,  203,  205, 
206,  207.  208,  215,  216,  and  301(a)  of 
the  Clean  Air  Act  as  amended  by  the 
Clean  Air  Act  Amendments  of  1990  142 
U.S.C.  7521,  7522,  7524,  7525, 7541, 
7542,  7549,  7550,  and  7601(a)). 

LtstofSub)ect8 

40  CFR  Part  85 

Confidential  business  infonnation. 
Imports,  Labeling,  Motor  vehicle 
pollution.  Reporting  and  recordkeeping 
requirements.  Research,  Warranties. 

40  CFR  Part  86 

Administrative  practice  and 
procedure.  Air  pollution  control. 
Confidential  business  information, 
Environmental  protection.  Gasoline, 
Imports,  Incorporation  by  reference, 
Labehng,  Motor  vehicles.  Motor  vehicle 
pollution.  Reporting  and  recordkeeping 
requirements. 

Dated:  December  16, 1992. 
WiUiun  K.  Reilly, 
Administrator. 


APPENDIX  TO  Preamble.— Table  of  Changes  Made  to  Various  Subparts 


Section 


1.  Authority:  Pari  85  . 

2.  §85  1502  


3,  §85.1505 

4.  §85.1507 


5.  §85.1508  

6.  §85.1509  

7.  §85.1513  

8.  Subpart  W  Table  ol  Contents  . 

9.  §85.2201  


10.  §85.2203 

11.  §85.2204 

12.  §85.2208 

13.  §85.2209 

14.  §85.2210 


15.  §85.2211 

16.  §85.2212 

17.  §85.2213 

18.  §65.2214 


19.  §85.2215 


Change 


None. 

Redesignate  paragraphs  (5)  through  (15)  as  paragraphs 

(6)  through  (16)  and  add  new  paragraph  (5). 
Revise     paragraphs     (a)(2)(ii).     {a)(3).     (a)(3Xi)(A). 

(a)(3)(ii)(A).  (a)(3)(ii)(B).  (a)(3Hv).  (a)(3MvJ).  (a)(5).  (b). 
Revise  (a)(5)  • 

Revtse  (a) 

Revise  (g)(2),  (g)(3).  (g)(4).  (h),  (h)(2) , 

Revise  (e)(1),  (e)(2)(i).  (e)(3)(iiMB)  

Revise  

Replace  paragraph  (b)  and  add  new  paragraph  (c) 


Redesignate  §85.2203-81  as  §85.2203.  revise  para- 
graph (a),  add  new  paragraph  (b). 

Redesignate  §85.2204-81  as  §85.2204,  revise  para- 
graph (a),  add  new  paragraph  (b). 

Redesignate  paragraph  (c)  as  (c)(1).  add  new  para- 
graph (c)(2). 

Rename  and  redesignate  paragraphs  (a)  and  (b)  as  (b) 
and  (c).  add  new  paragraph  (a),  revise  (c)(6). 

Rename  and  redesignate  paragraphs  (a)  and  (b)  as  (b) 
and  (c).  add  new  paragraph  (a),  revise  paragraph 
(cKT). 

Rename  and  redesignate  paragraphs  (a)  and  (b)  as  (b) 
and  (c).  add  new  paragraph  (a). 

Rename  and  redesignate  paragraphs  (a)  and  (b)  as  (b) 
and  (c),  add  new  paragraph  (a). 

§85.2213  Is  redesignated  as  §85.2214,  and  a  new 
§85.2213  Is  added. 

Redesignate  §85.2214  as  §85.2216.  and  redesignate 
paragraphs  (a)  through  (c)  as  (b)  through  (d).  add 
new  paragraiph  (a),  revise  paragraphs  (c)(4).  (c)(5). 
and  (c)(6)  o«  the  newty  designated  §85.2214. 

§85.2215  is  redesignated  as  §85.2224  and  a  new 
§85.2215  is  added. 


Reason 


Add  definition  for  CST. 

Incorporate  CST  as  condition  required  for  certificate  ap- 
proval for  Imported  vehicles. 

Certificate  holder  must  maintain  documents  demonstrat- 
ing that  each  vehicle  was  CST  tested. 

Generalize  paragraph  so  as  to  indude  CST. 

Incorporate  CST  as  a  requirement. 

Adds  CST  as  requirement  for  certificate. 

Revise  to  include  CST  standards  and  procedures. 

Paragraph  (b)  states  that  certain  test  procedures  may 
have  calendar  and  model  year  applicability  limitations; 
pinayfapTi  (c)  describes  some  of  those  limitations. 

State  standards  tor  Hght-duty  vehicles  tor  different  test 
procedures. 

State  standards  for  HgM-duty  trucks  for  dWerent  lest 
procedures. 

Umlts  model  year  applicability  tor  alternative  short  test 
procedures  or  standards. 

Add  calendar  and  model  year  applicab«ty  Irtormatlon 
for  the  2500rpmrtdle  test. 

Add  calendar  and  rrwdel  year  appHcabitty  mformation 
tor  the  Engine  restart  2500rpfTi'ldle  test. 

Add  calendar  and  model  year  appHcabUlty  intormatlon 

lor  the  Engine  restart  Idle  test. 
Add  calendar  and  irxxlel  year  appHcablllty  mtorrtiation 

lor  tf>o  kAfi  tost. 
New  section  called  ■Idle  test-EPA  91"  describes  new 

test  procedure. 
Section  renamed  Tiwo  speed  Idle  tes^-EPA  81",  add 

Information  on  appUcability. 


New  section  called  Two  speed  Idle  test— EPA  91"  de- 
scribes new  test  procedure. 
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PREAMBLE.-TABLE  OF  CHANGES  MADE  TO  VARCUS  SU8PARTS-Co<<inued 


APPeNOKTO 


8««on 


20.  §85  2216  .. 

21.  585.2217  _ 

22  §e&2rt«  _ 

23  §85^18  _ 
24.  §85.2220  .. 
25  §85.2224  - 

26.  §85.2225  - 

27  §85.2229  . 

28  §85.2230  . 

29  §855232  . 

30  §85.2233 

31  §85.2237 

32  §85  2238 


33.  Authortiy:  Part  86 

34  §96  094-2  

35  §86.094-3  

36.  §86.094-8  

37  §86-094-9  — 

38.  §86  094-24  


33.  §86i)95-24 


40  §86.096-8  ... 
41.  §86.097-9  ... 
42  §86.116-90 

43.  §86.123-78 

44  §80.142-80 


45.  Sutipart  0 

46  §86  319-79  .... 

47  §86  332-79  .... 
48.  §86.516-90  .... 
49  §86  523-78  _. 

50.  §86.606-90  ... 

51.  §86  609-94  ... 

52  §86610-94  ... 

53.  §88.708-94  ... 

54.  §86  708-98  ... 

55.  §86  709-94  _ 

56.  §86.709-99  .. 

57.  §861006-94 

58.  §861009-94 

59.  §86  1010-94 


60.  §86  1316-90 


RwlaakMM  §85.2216  m  §85.2229  and  redMignale 
paragraphs  (a)  mrouflh  (c)  ~ jWttwoghJd^  add 
r»w  paragraph  (a),  and  iwtae  pwagraphs  (c)(6)  and 
(c)(7)  o« »» tm*i  Oeatgilad  §85.2214. 

§85.2217  la  tadailgnalKJ  a«  §85.2232  and  a  n«ir 
§85.2217  Is  add«d. 

§85.2218  Is  redesignated  as  §85.2237  and  a  new 
§85.2218  Is  added. 

rtow  sactloo  — " 


Reaaoa 


Section  renamed  "Loaded  te«-€PA  81' 
tlon  on  appVcaWMy. 


,  add  ir4om«- 


dasotoes 


Mew  section 


Redesignate  parafiaphs  (a)  through  (c)  as  (b)  through 
(d),  add  new  pangr^  (a)  to  the  newly  designaled 
§85.2224. 

New  section  added - 

Redeswrwte  parsgraphs  (a)  through  (b)  as  (b)  through 
(c).  add  new  paragraph  (a)  to  the  newly  deslgnsted 
§M2229 

New  sectton  added  

Redesignate  paragraphs  (a)  through  (e)  as  (b)  Vmug^ 
(t).  add  new  pamgraph  (a),  and  revise  paragraph 
(f)(1)  o«  the  newly  designated  §855232. 

New  section  added  - 


Renumber  §855218,  rename,  redesignale  paragiaplw 
(a)  through  (c)  as  (b)  »>rough  (d).  add  new  paragraph 

(a). 
New  section  added  - - - 


None. 

Add  delinrtion  ol  Certification  Short  Teat  .. 

Revise  paragraph  (b)  

Add  new  paragraphs  (a)(1)(l«)  and  (a)(3) 
Add  new  paragraphs  (a)(i)(v)  and  (a)(3) 
Add  new  paragraph  {b)(1)()dl) 


Add  new  paragraph  (b)(l)()dl) 


Add  new  paragraphs  (a)(l)(l«)  and  (a)(3) 

Add  new  paragraphs  (a)(i)(lv)  and  (a)(3) 

Add  new  paragraph  (cK5),  remove  and  resenra  (d)(1) 


Revise  paragraph  (a) 


Revise  paragraphs  (d),  (e).  (0.  and  (o).  replace  para- 
graphs (g).  (h).  (I),  (k).  (I),  (m).  (p).  remove  and  re- 
serve paragraphs  (q)  and  (r). 

Revise  heading  — 

Revise  paragraph  (b)  - — 


Revise  paragraph  (a) 

(d)  and  (e). 
Add  new  paragraph  (c)(3) 

graph  (dKi). 
Revise  paragraph  (a)  


remove  and  rasenra  paragraphs 


remove  and  reseoM  para- 


Revise  paragr^>hs  (a),  (a)(1).  (a)(3KiiO  ' 
Add  new  section  „ - 


New  section 


Add  new  paragraphs  (i){^m  and  (aK3) 

Add  new  paragraphs  (a)(l)(iii)  and  (a)(3) 

Add  new  paragra«ih6  (a)(lKv)  and  (aK3)  - 

Add  new  paragraphs  (aMi)(iv)  and  (a)(3) - 

Revse  paragraph  (aK2).  add  paragraphs  (a)(4) 

and  (g)(3). 
Revise  paiagnphs  (a)  and  (b)  radesi^iale  (cK3) 

(c)(4),  add  paiagtaph  (c)(3). 
New  section  - 


(aK6). 


New  section  called  "LowJad  »b«I-€PA  Si- 
new last  procedure. 

New  section  called  -PracondMoned  Idle  test-EPA  91 
descrties  new  test  procertere. 

New  section  crtled -K«e  iMt  w«h  tolled  precondWon- 

Ing— EPA  91"  deacftiM  «••  la*  procedure. 
New  sectton  catad  "PwoondWoned  two  speed  Idte 

test— EPA  91"  daacrtoea  new  test  procedtwe. 
Section  lenemed  "Exhaust  analysis  system-EPA  81". 

add  miormatlon  on  apptlcabWy. 

New  section  called  -StawJy  ftata  «dmat  anrtysis  k/It 
tarn— EPA  91"  deaofcee  mm  leal  prooadure. 

Section  renamed  -Dyna«aomi«a>  EPA  81".  add  Ww- 
mation  on  appacabWy. 

New  section  called  "Steady  state  leet  dywnometer— 

EPA  91"  daacrtbes  dynaraomater  reguhemerts. 
Section  renamed  "CaHKafcna,  ad|MStmente-EPA  81". 

add  mtomBlion  on  apptcabilty  and  gas  span  check 

requirements. 
New  section  a«ed  "Steady  state  test  equlpmer*  cai- 

bratlons.  adjuatrrwrta-EPA  91"  deeoties  raquhwl 

checks  and  caHbcaMon  procaduras. 
Section  ra»«ned  Teat  raport-EPA  81".  add  Worma- 

tk>n  on  applicability. 

New  sectkjn  caled  "Teat  raport-EPA  91"  deacrfces  re- 
quired comentt  of  teat  report. 


Add  new  abbreviations. 

IrxjhKle  CST  emissiorw  standards. 

Inckjde  CST  emissions  standards. 

Add  selection  ol  vehcles  lor  CST  exhaust  emission 

compliance  testing. 
Add  selection  o<  vehicles  lor  CST  exhaust  emission 

coiTiplianca  testing. 
Include  CST  emissions  standards. 
Include  CST  emissions  standards. 
Change  the  "check  the  oxides  of  nitrogen  converter  e«i- 

ctency"  requirement  Ifom  weeWy  to  monthly. 
Change  the  check  ol  oxides  ol  nitrogen  analyzer  from 

weekly  to  monthly. 
Change  some  of  the  Intomtatton  required  to  be  re- 

coTOed  for  each  test. 

Add  "-fueled"  after  the  word  Diesel. 

Change  the  check  ol  NOx  converter  efficiency  from 

weekly  to  at  least  monthly. 
Change  the  check  of  NOx  converter  efficiency  from 

weekly  to  at  least  monthly. 
Change  the  check  o«  NOx  converter  efficiency  from 

weekly  to  at  least  monthly. 
Change  the  check  of  NOx  converter  efficiency  from 

weekly  to  at  least  mortfhiy. 
InckJde  CST  as  a  test  proceAire. 
Describes  cafculBtton  and  reporting  of  test  resJts  lor 

CST. 
mcorporate  CST  into  crlterta  for  Selective  Entoicemefl* 

Audit. 
Include  CST  standanjs. 
InckJde  CST  standards. 
Inckide  CST  standards. 
Include  CST  standards. 
InckJde  CST  procedures. 


Add  paragraphs  (b)(3), 
(cHD 


remove  and  reserve  paragraph 


InckJde  CST  procedure  m  descriplton  of  cakailating  end 

reporting. 
Incorporate  CST  Into  crtterla  tor  Selective  Enforcement 

Audits. 
Change  ct>eck  of  oxUaa  of  nfcogen  convwter  *llcia.Ky 

from  weekly  to  at  least  monthly. 
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Appenow  to  Preamble.— Table  of  Changes  Made  to  Varkxjs  Subparts— Contmued 


Section 


Change 


Reaeon 


61.  §88.1323-64 

62.  Subpart  0 


Revise  paragraph  (a) 
New  subpart 


Change  check  of  (uddea  of  nHrogen  corwerter  eflldency 
from  waeMy  to  at  leaat  monMy. 

Add  new  subpart,  'Subpart  O— Emisaton  ReguMlona 
for  New  Gasolne-l=ue«ed  Oao-cyde  Ughi-Outy  Vehi- 
cles and  New  QasoNne^ueled  Otto<yde  Ughi-Outy 
Tnida;  Certncaion  Short  Test  Procaduree". 


For  the  reasons  set  out  in  the 
preamble,  parts  85  and  86  of  title  40  of 
the  Code  of  Federal  Regulations  are 
proposed  to  be  amended  as  follows: 

PART  85— COffTROL  OF  AIR 
POLLUTION  FROM  MOTOR  VEHICLES 
AND  MOTOR  VEHICLE  ENGINES 

1.  The  authority  citation  for  part  85 
continues  to  read  as  follows: 

Authority:  Sees.  202.  203.  205.  206.  207, 
208,  212.  and  301(a].  Qean  Air  Act  as 
amended;  42  U.S.C  7521.  7522, 7524,  7525, 
7341,  7542,  7546,  and  7601(a),  unless 
otherwise  noted. 

Subpart  P—{Ainefi<tod] 

2.  Section  85.1502  is  proposed  to  be 
amended  by  redesignating  paragraphs 
(5)  through  (15)  as  paragraphs  (6) 
through  (16)  and  adding  a  new 
paragraph  (5)  to  read: 

§85.1502    Deflnitione. 


(5)  CST.  The  Certification  Short  Test 
proc»dure  at  part  86. 

•        •        «        •        * 

3.  Section  85.1505  is  proposed  to  be 
amended  by  revising  paragraphs 
(a)(2)(ii),  (a)(3)  introductory  text,  (a)(3)(i) 
introductory  text  and  (A),  (a)(3)(ii)(A), 
(a)(3)(ii)(B).  (a)(3)(v),  (a){3)(vi).  (a)(5). 
and  (b)  to  read  as  follows: 

Final  admiseion  of  certified 


§85.1505 

vehiclee. 

(a)  •  •  • 

(2)  •  •  • 

(ii)  Through  an  attestation  by  the 
certificate  holder  that  the  vehicle  or 
engine  has  been  modified  in  accordance 
with  the  provisions  of  the  certificate 
holder's  certificate  of  conformity  and 
that  the  certificate  holder  has  conducted 
an  FTP  test  and,  if  a  vehicle,  a  CST,  at 
a  laboratory  within  the  United  States, 
that  demonstrates  compliance  with 
Federal  emission  requirements  on  every 
third  vehicle  or  third  engine  imported 
under  that  certificate  within  120  days  of 
entry,  with  sequencing  of  the  tests  to  be 
determined  by  the  date  of  importation  of 
each  vehicle  or  engine.  Should  the 
certificate  holder  have  exceeded  a 
threshold  of  300  vehicles  or  engines 
imported  under  the  certificate  without 
adjustments  or  other  changes  in 


accordance  with  paragraph  (a)(3)  of  this 
section,  the  amount  of  required  FTP 
and/or  CST  testing  may  be  reduced  to 
every  fifth  vehicle  or  engine.  The 
Administrator  may  select  and  prescribe 
the  sequence  of  the  individual  test 
procedures  comprising  the  CST.  In 
order  to  make  a  demonstration  under 
paragraph  (a)(2)(i)  of  this  section,  a 
certificate  holder  must  have  received 
permission  from  the  Administrator  to  do 

so;  

(3)  The  results  of  every  FTP  test  and 
CST  which  the  certificate  holder 
conducted  on  the  vehicle  or  engine. 
Should  a  subject  vehicle  or  engine  have 
failed  an  FTP  and/or  a  CST  at  any  time, 
the  following  procedures  are  applicable: 
(i)  The  certificate  holder  may  either: 
(A)  Conduct  a  retest  in  accordance 
with  the  test  procedure  that  the  vehicle 
or  engine  failed  with  no  adjustment  of 
the  vehicle  or  engine  from  the  previous 
test  (e.g.,  adjusting  the  RPM,  timing,  air- 
to-fuel  ratio,  etc.)  other  than 
adjustments  to  adjustable  parameters 
that,  upon  inspection,  were  found  to  be 
out  of  tolerance.  When  such 
adjustments  are  made,  the  parameter 
may  be  reset  only  to  the  specified  (i.e., 
nominal)  value  (and  not  any  other  value 
within  the  tolerance  band).  If  the 
allowable  adjustments  above  are 
performed  on  a  vehicle,  conduct  a  retest 
in  accordance  with  the  test  procedure 
that  the  vehicle  did  not  fail  also;  or 


(ii)  •  •  • 

(A)  Such  retests  must  be  completed 

no  later  than  five  working  days     

subsequent  to  the  first  applicable  FTP 
test  or  CST; 

(B)  Should  the  subject  vehicle  or 
engine  fail  the  second  FTP  and/or  CST, 
then  the  certificate  holder  must  initiate 
a  change  in  production  (a  running 
change)  imder  the  provisions  of 

§  86.064-14(c)(13)  of  this  chapter  that 
causes  the  vehicle  to  meet  Federal 
emission  requirements. 
•        •        •        •        • 

(v)  Commencing  with  the  first  vehicle 
or  engine  receiving  the  nmning  change, 
every  third  vehicle  or  engine  imported 
under  the  certificate  must  be  FTP  tested 
and,  if  a  vehicle,  CST  tested  to 
demonstrate  compliance  with  Federal 
emission  requirements  until,  as  in 


paragraph  (a)(2)(ii)  of  this  section,  a 
threshold  of  300  vehicles  or  engines 
imported  tmder  the  certificate  is 
exceeded,  at  which  time  the  amount  of 
reouired  FTP  and/or  CST  testing  may  be 
reduced  to  every  fifth  vehicle  or  engine. 
(vi)  Reports  concerning  these  running 
changes  shall  be  made  to  both  the 
Manufacturers  Operations  and 
Certification  Divisions  of  EPA  within 
ten  working  days  of  initiation  of  the 
running  change.  The  cause  of  any 
failure  of  an  FTP  and/or  a  CST  shall  be 
identified,  if  known; 

(5)  The  required  CST  results  and/or 
the  FTP  results,  adjusted  by  the 
deterioration  factor,  if  appUcable; 

(b)  EPA  approval  for  final  admission 
of  a  vehicle  or  engine  under  this  section 
shall  be  presumed  not  to  have  been 
granted  if  a  vehicle  or  engine  has  not 
been  properly  modified  to  be  in 
conformity  in  all  material  respects  with 
the  description  in  the  appUcation  for 
certification  or  has  not  complied  with 
the  provisions  of  paragraph  (a)(2)  of  this 
section,  or  if  its  final  FTP  results,  or  in 
the  case  of  a  vehicle,  its  final  CST 
results,  adjusted  by  the  deterioration 
factor  (if  appUcable)  do  not  comply  with 
applicable  emission  standards. 
•        •        *        •        • 

4.  Section  85.1507  is  proposed  to  be 
amended  by  revising  paragraph  (a)(5)  to 
read  as  follows: 

§85.1507    Maintananceofcertificata 
holder's  records. 

(a)  •  •  • 

(5)  Dociunents  demonstrating  that, 
where  appropriate,  each  vehicle  or 
engine  was  emissions  tested  in 
accordance  with  the  Federal  Test 
Procedure  and,  if  a  vehicle,  the  CST; 

5.  Section  85.1508  is  proposed  to  be 
amended  by  revising  paragraph  (a)  to 
read  as  follows: 

§85.1508    "In  Uae"  inapectiona  and  rMMll 
ra(|uirantants. 

(a)  Vehicles  or  engines  which  have 
been  imported,  modified  and/or  tested 
by  a  certificate  holder  piu^uant  to 
§  85.1505  or  §  85.1509  may  be  inspected 
and  emission  tested  by  EPA  throughout 
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the  useful  lives  of  the  vehicles  or 
engines. 

,        •        •        •        • 

6.  Section  85.1509  is  proposed  to  be 
amended  by  revising  paragraphs  (g)(2). 
(g)(3).  (8){4).  (h).  and  (k)(2)  to  read  as 
follows: 

§85.1509    FkMl  admlulon  of  mocliftcatfon 

and  tMt  vchiclM. 

•        •        •        •        • 

(2)  An  attestation  by  the  certificate 
holder  that  the  vehicle  or  engine  has 
been  modified  and/emission  tested  in 
accordance  with  the  FTP  and.  if  a  ' 
vehicle,  the  CST  at  a  laboratory  within 
the  United  States.  The  Administrator 
may  select  and  prescribe  the  sequence 
of  any  CSTs; 

(3)  The  results  of  any  required  FTP 
and/or  CST; 

(4)  The  applicable  deterioration  factor 
assigned  by  EPA; 

(h)  EPA  approval  for  final  admission 
of  a  vehicle  or  engine  under  this  section 
shall  be  presumed  not  to  have  been 
granted  if  its  final  FTP  results  and.  if  a 
vehicle,  its  final  CST  results,  adjusted 
by  the  deterioration  factor,  if  applicable, 
do  not  comply  with  applicable  emission 
standards. 
«        «        •        ■        • 

(k)'  •  • 

(2)  Individual  vehicles  or  engines 
which  fail  an  FTP  and/or  a  CST  retest 
or  inspection  must  be  repaired  and 
retested  to  demonstrate  compliance 
with  emission  requirements  before  final 
admission.  If  no  adjustments  are  made 
to  the  vehicles  prior  to  the  subject  retest, 
the  certificate  holder  is  only  required  to 
retest  in  accordance  with  the  test 
procedure(s)  that  the  vehicle  failed 

earlier. 

•        •        •        •        • 

7.  Section  85.1513  is  proposed  to  be 
amended  by  revising  paragraphs  (e)(1) 
introductory  text,  (e)(2)(i).  and 
(e)(3)(ii)(B)  to  read  as  follows: 

S  85. 1 51 3    ProMbhad  acts;  penaltl«a. 

(e)(1)  A  certificate  holder  whose 
vehicles  or  engines  imported  under 
§  85.1505  or  §  85.1509  fail  to  conform  to 
Federal  emission  requirements  after 
modification  and/or  testing  under  the 
Federal  Test  Procedure  (FTP)  and/or  the 
Certification  Short  Test  (CST)  or  who 
fails  to  comply  with  applicable 
provisions  of  this  subpart,  may  in 
addition  to  any  other  applicable 
sanctions  and  penalties  be  subject  to 
any.  or  all,  of  the  following  sanctions: 
*        *        •        •        • 

(2)'    •    • 


(i)  Action  or  inaction  by  the  certificate 
holder  or  the  laboratory  performing  the 
FTP  and/or  the  CST  on  behalf  of  the 
certificate  holder  which  results  in 
fraudulent,  deceitful  or  grossly 
inaccurate  representation  of  any  fact  or 
condition  which  affects  a  vehicle's  or 
engine's  eligibility  for  admission  to  the 
U.S.  under  this  subpart; 

•  •        •        •        • 

(3)*   •  * 

(ii)  •  •  • 

(B)  Demonstrate  that  the  vehicles  or 
engines  do  in  fact  comply  with 
applicable  regulations  in  this  chapter  by 
retesting  such  vehicles  or  engines  in 
accordance  with  the  FTP  and,  if 
vehicles,  the  CST.  If  no  adjustments  are 
made  to  the  vehicles  prior  to  the  retest, 
the  certificate  holder  is  only  required  to 
retest  in  accordance  with  the  test 
procedure(s)  that  the  vehicles  failed 
earlier. 

•  •        •        •        • 

8.  The  table  of  contents  of  subpart  VV 
is  revised  to  read  as  follows: 

Sub|>art  W— Emission  Control  System 
Performance  Warranty  Short  Tests 

Sec. 

85.2201  Applicability. 

85.2202  General  provisions. 

85.2203  Short  test  standards  for  1981  and 
later  model  year  light-duty  vehicles. 

85.2204  Short  lest  standards  for  1981  and 
later  model  year  light-duty  trucks. 

85.2205  through  §  85.2207    (Reserved) 

85.2208  Alternative  Standards  and 
procedures. 

85.2209  2500  rpm/idle  test— EPA  81. 

85.2210  Engine  restart  2500  rpm/idle  test— 
EPA  81. 

85.2211  Enginerestart  idle  test— EPA  81. 

85.2212  Idle  lest— EPA  81. 

85.2213  Idle  lest— EPA  91. 

85.2214  Two  Speed  Idle  test— EPA  81. 

85.2215  Two  Speed  Idle  lest— EPA  91. 

85.2216  Loaded  lest— EPA  81. 

85.2217  Loaded  lest— EPA  91. 

85.2218  Preconditioned  idle  test— EPA  91. 

85.2219  Idle  lest  with  loaded 
preconditioning— EPA  91. 

85.2220  Preconditioned  two  speed  idle 
lest— EPA  91. 

85.2221  through  §  85.2223     [Reserved). 

85.2224  Exhaust  analysis  syslem — EPA  81. 

85.2225  Steady  slate  test  exhaust  analysis 
syslem— EPA  91. 

85.2226  through  §  85.2228    IReserved). 

85.2229  Dynamometer— EPA  81. 

85.2230  Steady  state  test  dynamoroeler— 
EPA  91. 

85.2231  (Reserved). 

85.2232  Calibrations,  adjustments— EPA  81 

85.2233  Steady  stale  test  equipment 
calibrations,  adjustments — EPA  91. 

85.2234  through  §  85.2236    (Reserved). 

85.2237  Test  report— EPA  81. 

85.2238  Test  report— EPA  91. 

9.  Section  85.2201  is  proposed  to  be 
amended  by  revising  paragraph  (b)  and 


adding  a  new  paragraph  (c)  to  read  as 
follows: 

185.2201    AppUcebility. 


(b)  Calendar  and  model  year 
limitations.  Certain  test  procedures 
contained  in  this  subpart  are  subject  to 
calendar  and  model  year  limitations. 
Otherwise,  unless  specifically  indicated, 
the  provisions  of  this  subpart  may  be 
used  to  establish  warranty  eligibility  for 
any  1981  and  latw  model  year  light- 
duty  vehicle  and  light-duty  truck  when 
tested  during  Its  useful  life  as  prescribed 
under  the  Emissions  Performance 
Warranty,  in  subpart  V  of  this  part. 

(c)  Special  recommendations  for  Ford 
Motor  Company  and  Honda  Prelude 
vehicles.  Due  to  unique  emission 
control  systems,  1981  through  1986 
model  year  vehicles  manufactured  by 
Ford  Motor  Company  and  1984  through 
1985  model  year  Honda  Preludes  should 
be  tested  with  procedures  that  either 
incorporate  a  special  engine  restart 
feature  or  utilize  a  dynamometer  to 
simulate  a  road  load.  The  Agency  has 
included  short  tests  with  the  special 
engine  restart  feature  in  this  subpart 
even  though  these  vehicles  are  no  longer 
eligible  for  the  Emissions  Performance 
Warranty,  to  ensure  they  are  properly 
tested  by  State  or  other  I'M  authorities. 
Short  tests  incorporating  the  restart 
feature  are  the  Engine  Restart  2500  rpm/ 
Idle  Test— EPA  81  (§  85.2210).  Engine 
Restart  Idle  Test— EPA  81  (§  85.2211). 
Idle  Test— EPA  91  (§85.2213).  Two 
Speed  Idle  Test— EPA  91  (§  85.2215), 
Preconditioned  Idle  Test— EPA  91 

(§  85.2218).  Idle  Test  with  Loaded 
Preconditioning— EPA  91  (§  85.2219). 
and  Preconditioned  Two  Speed  Idle 
Test— EPA  91  (§85.2220).  Short  tests 
utilizinq  a  dynamometer  are  the  Loaded 
Test— EPA  81  (§85.2214)  and  Loaded 
Test— EPA  91  (§85.2217).  This 
recommendation  does  not  apply  to  tests 
conducted  at  altitudes  above  4000  feet. 
Any  of  the  short  test  procedures  may  be 
used  for  other  vehicles  which  are 
similarly  no  longer  eligible  for 
performance  warranty  coverage. 

10.  Section  §85.2203-81  is  proposed 
to  be  redesignated  as  §  85.2203  and 
revised  to  read  as  follows: 

{85.2203    Short  test  standards  for  1981 
and  later  modal  year  light-duty  vehicles. 

(a)  For  light-duty  vehicles  for  which 
the  test  procedures  described  in 
§§  85.2209.  85.2210.  85.2211,  85.2212, 
85.2214.  or  85.2216  are  used  to  establish 
Emissions  Performance  Warranty 
eligibility  (I.e.,  1981  and  later  model 
year  li^t-duty  vehicles  at  low  altitude 
and  1982  and  later  model  year  vehicles 
at  high  altitude  to  which  high  altitude 
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certification  standards  of  1.5  g/mile  HC 
and  15  g/mile  CO  or  less  apply),  short 
test  emissions  shall  not  exceed: 

(1)  2500  rpm/idle  test— EPA  81,  high- 
speed mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(2)  2500  rpm/idle  test— EPA  81,  idle 
mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(3)  Engine  restart  2500  rpm/idle  test— 
EPA  81.  highspeed  mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide;  1.2%. 

(4)  Engine  restart  2500  rpm/idle  test — 
EPA  81.  idle  mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(5)  Engine  restart  idle  test— EPA  81. 
(i)  Hydrocarbons;  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(6)  Idle  test— EPA  81. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide;  1.2%. 

(7)  Two  speed  idle  test— EPA  81,  idle 
mode.  The  lowest  readings  from  the  two 
idle  modes  shall  be  used  to  determine 
compliance. 

(i)  Hydrocarbons:  200  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.0%. 

(8)  Two  speed  idle  test— EPA  81, 
high-speed  mode. 

(i)  Hydrocarbons;  200  ppm  as  hexane. 
(ii)  Carbon  monoxide;  1.0%. 

(9)  Loaded  test— EPA  81,  idle  mode, 
(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(10)  Loaded  test— EPA  81,  loaded 
mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 

(ii)  Carbon  monoxide:  1.2%. 

(b)  For  1981  and  later  model  year 
light-duty  vehicles  for  which  any  of  the 
test  procedures  described  in  §§85.2213, 
85.2215,  85.2217.  85.2218.  85.2219.  or 
85.2220  are  utilized  to  establish 
Emissions  Performance  Warranty 
eligibility  (i.e.,  1981  and  later  model 
year  light-duty  vehicles  at  low  altitude 
and  1982  and  later  model  year  vehicles 
at  high  altitude  to  which  high  altitude 
certification  standards  of  1.5  g/mile  HC 
and  15  g/mile  CO  or  less  apply),  short 
test  emissions  for  all  tests  and  test 
modes  shall  not  exceed: 

(1)  Hydrocarbons:  220  ppm  as  hexane. 

(2)  Carbon  monoxide;  1.2%. 

11.  Section  85.2204-81  is  proposed  to 
be  redesignated  as  §  85.2204  and  revised 
to  read  as  follows; 

§  85.2204    Short  test  standards  for  1 981 
and  later  mod«l  year  light-duty  trucks. 

(a)  For  light-duty  trucks  for  which  the 
test  procedures  described  in  §§  85.2209. 
85.2210.  85.2211.  85.2212,  85.2214.  or 
85.2216  are  used  to  establish  Emissions 
Performance  Warranty  eligibility  (i.e., 


1981  and  later  model  year  light-duty 
trucks  at  low  altitude  and  1982  and  later 
model  year  trucks  at  high  altitude  to 
which  high  altitude  certification 
standards  of  2.0  g/mile  HC  and  26  g/ 
mile  CO  or  less  apply),  short  test 
emissions  shall  not  exceed: 

(1)  2500  rpm/idle  test— EPA  81.  high- 
speed mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(2)  2500  rpm/idle  test-^PA  81.  idle 
mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(3)  Engine  restart  2500  rpm/idle  test— 
EPA  81.  highspeed  mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(4)  Engine  restart  2500  rpm/idle  test — 
EPA  81,  idle  mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(5)  Encine  restart  idle  test— EPA  81. 
(i)  Hyorocarbons:  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(6)  Idle  test— EPA  81. 

(i)  Hydrocarbons;  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(7)  Two  speed  idle  test— EPA  81.  idle 
mode.  The  lowest  readings  from  the  two 
idle  modes  shall  be  used  to  determine 
compliance. 

(i)  Hydrocarbons:  200  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.0%. 

(8)  Two  speed  idle  test— EPA  81, 
high-speed  mode. 

(i)  Hydrocarbons:  200  ppm  as  hexane. 
(ii)  Carbon  monoxide;  1.0%. 

(9)  Loaded  test— EPA  81,  idle  mode, 
(i)  Hydrocarbons;  220  ppm  as  hexane. 
(ii)  Carbon  monoxide:  1.2%. 

(10)  Loaded  test— EPA  81,  loaded 
mode. 

(i)  Hydrocarbons:  220  ppm  as  hexane. 

(ii)  Carbon  monoxide:  1.2%. 

(b)  For  1981  and  later  model  year 
light-duty  trucks  for  which  any  of  the 
test  procedures  described  in  §§  85.2213, 
85.2215,  85.2217,  85.2218,  85.2219.  or 
85.2220  are  utilized  to  establish 
Emissions  Performance  Warranty 
eligibility  (i.e..  1981  and  later  model 
year  light-duty  trucks  at  low  altitude 
and  1982  and  later  model  year  trucks  at 
high  altitude  to  which  high  altitude 
certification  standards  of  2.0  g/mile  HC 
and  26  g/mile  CO  or  less  apply),  short 
test  emissions  for  all  tests  and  test 
modes  shall  not  exceed; 

(1)  Hydrocarbons:  220  ppm  as  hexane. 

(2)  Carbon  monoxide;  1.2%. 

12.  Section  85.2208  is  proposed  to  be 
amended  by  redesignating  paragraph  (c) 
as  (c)(1),  and  adding  a  new  paragraph 
{c)(2)  to  read  as  follows; 

§85.2208    Alternative  standards  and 
procedures. 


(c)(1)*  '   • 

(2)  Model  year  applicability.  The  State 
or  I/M  authority  allowance  for  an 
alternative  short  test  standard  or  short 
test  procedure  as  specified  in  paragraph 
(c)(1)  of  this  section  shall  be  restricted 
to  1993  and  earlier  model  year  vehicles 
or  engines. 

13.  The  section  heading  for  §  85.2209 
is  proposed  to  be  revised  as  set  forth 
below  and  the  section  is  amended  by 
redesignating  paragraphs  (a)  and  (b)  as 
(b)  and  (c).  adding  a  new  paragraph  (a), 
and  revising  newly  designated  (c)(6)  to 
read  as  follows: 

185.2209    2S00rpm/kM«tMl-€PAS1. 

(a)  General  calendar  year 
applicability.  (1)  The  test  procedure 
described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eligibility  through  December 
31. 1993,  except  as  allowed  in 
paragraph  (a)(2)  of  this-section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 
procedure  described  in  this  sectior  may 
be  used  to  establish  Emissions 
Performance  Warranty  eligibility  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  the 
implementation  no  later  than  December 
31, 1995  of  any  test  procedure  contained 
in  §§85.2213,  85.2215,  85.2217, 
85.2218.  85.2219.  or  85.2220  as  part  of 
an  expeditious  transition  to  more 
sophisticated  inspection  equipment  or  a 
high-volume  test  only  inspection 
network. 

(ii)  The  extended  applicability 
described  in  paragraph  (a)(2)(i)  of  this 
section  shall  be  restricted  to  1993  and 
earlier  model  year  vehicles  or  engines.  - 

•  •        •        *        • 

(c)  •  •  • 

(6)  For  vehicles  with  multiple  exhaust 
pipes,  the  separate  results  from  each 
pipe  for  each  mode  (as  specified  in 
paragraphs  (c)(4)  and  (c)(5)  of  this 
section)  shall  be  numerically  averaged 
for  each  pollutant,  unless  hardware 
which  is  capable  of  simultaneously 
sampling  multiple  exhaust  pipes  has 
been  used. 

*  •        •        •        * 

14.  The  section  heading  for  §  85.2210 
is  proposed  to  be  revised  as  set  forth 
beiow  and  the  section  is  amended  by 
redesignating  paragraphs  (a)  and  (b)  as 
(b)  and  (c).  adding  a  new  paragraph  (a), 
and  revising  newly  designated  (c)(7)  to 
read  as  follows: 

§  85 .22 1 0    Engine  restart  2500  rpn^dle 
test— EPA  81. 

(a)  General  calendar  year 
applicability.  (1)  The  test  procedure 
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described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eligibility  through  December 
31, 1993,  except  as  allowed  in 
paragraph  (a)(2)  of  this  section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 
procedure  described  in  this  section  may 
be  used  to  establish  Emissions 
Performance  Warranty  eligibility  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  the 
implementation  no  later  than  December 
31.  1995  of  any  test  procedure  contained 
in  §§85.2213,  85.2215,  85.2217, 
85.2218,  85.2219.  or  85.2220  as  part  of 
an  expeditious  transition  to  more 
sophisticated  inspection  equipment  or  a 
high-volume  test  only  inspection 
network. 

(ii)  The  extended  applicability 
described  in  paragraph  (a)(2)(i)  of  this 
section  shall  be  restricted  to  1993  and 
earlier  model  year  vehicles  or  engines. 
•        •        •        •        • 

(c)*   •   • 

(7)  For  vehicles  with  muhiple  exhaust 
pipes,  the  separate  results  from  each 
pipe  for  each  mode  (as  specified  in 
paragraphs  (c)(5)  and  (c)(6)  of  this 
section)  shall  be  numerically  averaged 
for  each  pollutant,  unless  hardware 
which  is  capable  of  simultaneously 
sampling  multiple  exhaust  pipes  has 
been  used. 

15.  The  section  heading  for  §  85.2211 
is  proposed  to  be  revised  as  set  forth 
below  and  the  section  is  amended  by 
redesignating  paragraphs  (a)  and  (b)  as 
(b)  and  (c).  and  adding  a  new  paragraph 
(a)  to  read  as  follows: 

§  85.221 1    Engine  restart  Idle  test— EPA  81 . 

(a)  General  calendar  year 
.    applicability.  (1)  The  test  procedure 
described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eligibility  through  December 
31, 1993,  except  as  allowed  in 
paragraph  (a)(2)  of  this  section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 
procedure  described  in  this  section  may 
be  used  to  establish  Emissions 
Performance  Warranty  eligibility  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  the 
implementation  no  later  than  December 
31,  1995  of  any  test  procedure  contained 
in  §§85.2213,  85.2215,  85.2217, 
85.2218,  85.2219,  or  85.2220  as  part  of 
an  expeditious  transition  to  more 
sophisticated  inspection  equipment  or  a 


high-volume  test  only  inspection 
network. 

(ii)  The  extended  applicability 
described  in  paragraph  (a)(2)(i)  of  this 
section  shall  be  restricted  to  1993  and 
model  year  vehicles  or  engines. 
•        •        •        •        • 

16.  The  section  heading  for  §  85.2212 
is  proposed  to  be  revised  as  set  forth 
below  and  the  section  is  amended  by 
redesignating  paragraphs  (a)  and  (b)  as 
(b)  and  (c),  and  adding  a  new  paragraph 
(a)  to  read  as  follows: 

185^12    Idle  tMt— EPA  81. 

(a)  General  calendar  year 
applicability.  (1)  The  test  procediwe 
described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eUgibility  through  December 
31, 1993,  except  as  allowed  in 
paragraph  (a)(2)  of  this  section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 
procedure  described  in  this  section  may 
be  used  to  establish  Emissions 
Performance  Warranty  eligibility  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  implementation 
no  later  than  December  31, 1995  of  any 
test  procedure  contained  in  §§  85.2213, 
85.2215,  85.2217,  85.2218,  85.2219.  or 
85.2220  as  part  of  an  expeditious 
transition  to  more  sophisticated 
inspection  equipment  or  a  high-volume 
test  only  inspection  network. 

(ii)  The  extended  applicability 
described  in  paragraph  (a)(2)(i)  of  this 
section  shall  be  restricted  to  1993  and 
earlier  model  year  vehicles  or  engines. 

16a.  The  following  sections  in  subpart 
\V  are  redesignated  as  set  forth  in  the 
table  below. 


Ohj  section 


85.2213 
85.2214 
85.2215 
85.2216 
85.2217 
85.2218 


New  section 


85.2214 
85.2216 
85.2224 
85.2229 
85.2232 
85.2237 


17.  A  new  §  85.2213  is  proposed  to  be 
added  to  read  as  follows: 

$85.2213    Idle  test— EPA  91. 

(a)  General  requirements — (1)  Exhaust 
gas  sampling  algorithm.  The  analysis  of 
exhaust  gas  concentrations  shall  begin 
10  seconds  after  the  applicable  test 
mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
minimum  rate  of  two  times  per  second. 
The  measured  value  for  pass/fail 
determinations  shall  be  a  simple 
running  average  of  the  measurements 
taken  over  five  seconds. 


(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  test  standards 
contained  in  §§85.2203  and  85.2204. 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous 
measured  values  for  HC  and  CO  are 
below  or  equal  to  the  applicable  short 
test  stand^s.  A  vehicle  shall  fail  the 
test  mode  if  the  values  for  either  HC  or 
CO,  or  both,  in  all  simultaneous  pairs  of 
values  are  above  the  applicable 
standards. 

(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measurements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  CO2 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhaust 
gas  concentrations  from  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  a  first-chance 
test  and  a  second-diance  test  as  follows: 

(i)  The  first-chance  test,  as  described 
under  paragraph  (c)  of  this  section,  shall 
consist  of  an  idle  mode. 

(ii)  The  second-chance  test  as 
described  under  paragraph  (d)  of  this 
section  shall  be  performed  only  if  the 
vehicle  fails  the  first-chance  test. 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requirements  are 

met: 

(i)  The  vehicle  shall  be  tested  in  as- 
received  condition  with  the 
transmission  in  neutral  or  park  and  all 
accessories  timied  off.  The  engine  shall 
be  at  normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(ii)  The  tachometer  shall  be  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions. 

(iii)  The  sample  probe  shall  be 
inserted  into  the  vehicle's  tailpipe  to  a 
minimum  depth  of  10  inches.  If  the 
vehicle's  exhaust  system  prevents 
insertion  to  this  depth,  a  tailpipe 
extension  shall  be  used. 

(iv)  The  measured  concentration  of 
CO  plus  CO2  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  First-chance  test.  The  test  timer 
shall  start  (tt=0)  when  the  conditions 
specified  in  paragraph  (b)(2)  of  this 
section  are  met.  The  first-chance  test 
shall  have  an  overall  maximum  test  time 
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of  145  seconds  (ttsl4S).  The  first-chance 
test  shall  consist  of  an  idle  mode  only. 

(1)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  engine 
speed  exceeds  1100  rpm  or  falls  below 
350  rpm,  the  mode  timer  shall  reset  to 
zero  and  resume  timing.  The  minimum 
mode  length  shall  be  determined  as 
described  under  paragraph  (c)(2)  of  this 
section.  The  maximum  mode  length 
shall  be  90  seconds  elapsed  time 
(mt=90). 

(2)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(rat=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(i)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(ii)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt=30).  if  prior  to  that  time  the  criteria 
of  paragraph  (c)(2)(i)  of  this  section  are 
not  satisfied  and  the  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  as  described  in 
paragraph  (a)(2)  of  this  section. 

(iii)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90),  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(iv)  The  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(c)(2)(i),  (ii)  and  (iii)  of  this  section  is 
satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

(v)  Optional.  The  vehicle  may  fail  the 
first-chance  test  and  the  second-chance 
test  shall  be  omitted  if  no  exhaust  gas 
concentration  lower  than  1800  ppm  HC 
is  found  by  an  elapsed  time  of  30 
seconds  (mt=30). 

(d)  Second-chance  test.  If  the  vehicle 
fails  the  first-chance  test,  the  test  timer 
shall  reset  to  zero  (tt=0)  and  a  second- 
chance  test  shall  be  performed.  The 
second-chance  test  shall  have  an  overall 
maximum  test  time  of  425  seconds 
(tt=425).  The  test  shall  consist  of  a 
preconditioning  mode  followed 
immediately  by  an  idle  mode. 

(1)  Preconditioning  mode.  The  mode 
timer  shall  start  (mt=0)  when  the  engine 
speed  is  between  2200  and  2800  rpm. 
The  mode  shall  continue  for  an  elapsed 
time  of  180  seconds  (mt=180).  If  engine 
speed  falls  below  2200  rpm  or  exceeds 


2800  rpm  for  more  than  five  seconds  in 
any  one  excursion,  or  15  seconds  over 
all  excursions,  the  mode  timer  shall 
reset  to  zero  and  resume  timing. 

(2)  Idle  mode.— (i)  Ford  Motor 
Company  and  Honda  vehicles.  The 
engines  of  1981-1986  Ford  Motor 
Company  vehicles  and  1984-1985 
Honda  Preludes  shall  be  shut  off  for  not 
more  than  10  seconds  and  restarted. 
This  procedure  should  not  be  used  for 
other  vehicles.  The  probe  may  be 
removed  from  the  tailpipe  or  the  sample 
pump  turned  oft  if  necessary  to  reduce 
analyzer  fouling  during  the  restart 
procedure. 

(ii)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  engine 
speed  exceeds  1100  rpm  or  falls  below 
350  rpm,  the  mode  timer  shall  reset  to 
zero  and  resume  timing.  The  minimum 
idle  mode  length  shall  be  determined  as 
described  in  paragraph  (d)(2)(iii)  of  this 
section.  The  maximum  idle  mode  length 
shall  be  90  seconds  elapsed  time 
(mt=90). 

(iii)  The  pass/ fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
idle  mode  shall  be  terminated  as 
follows; 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt=30).  if  prior  to  that  time  the  criteria 
of  paragraph  (d)(2)(iii)(A)  of  this  section 
are  not  satisfied  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90),  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  described  in 
paragraph  (a)(2)  of  this  section. 

(Djlne  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(d)(2)(iii)(A).  (d){2)(iii)(B).  and 
(d)(2)(iii)(C)  of  this  section  is  satisfied 
by  an  elapsed  time  of  90  seconds 
(mt=90). 

18.  The  newly  designated  §  85.2214  is 
proposed  to  be  amended  by  revising  the 
section  heading,  redesignating 
paragraphs  (a)  through  (c)  as  (b)  through 
(d),  adding  a  new  paragraph  (a),  and 


revising  newly  designated  paragraph" 
(c)(4),  (c)(5).  (c)(6).  and  (d)  to  read  as 
follows: 

185.2214    TwospMdMtotMt— EPAS1. 

(a)  General  calendar  year 
applicability.  (1)  The  test  procedure 
described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eligibility  through  December 
31. 1993.  except  as  allowed  in 
paragraph  (a)(2)  of  this  section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 
procedure  described  in  this  section  may 
be  used  to  establish  Emissions 
Performance  Warranty  eUgibiUty  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  the 
implementation  no  later  than  December 
31. 1995  of  any  test  procedure  contained 
in  §§85.2213,  85.2215,  85.2217, 
85.2218,  85.2219,  or  85.2220  as  part  of 
an  expeditious  transition  to  more 
sophisticated  inspection  equipment  or  a 
high-volume  test  only  inspection 
network. 

(ii)  The  extended  applicability 
described  in  paragraph  (a)(2)(i)  of  this 
section  shall  be  restricted  to  1993  and 
earlier  model  year  vehicles  or  engines. 

(c)  *  •  • 

(4)  The  engine  speed  shall  be 
increased  to  2500±  300  rpm,  with 
transmission  in  neutral.  Record  exhaust 
concentrations  after  stabilized  readings 
are  obtained  or  at  the  end  of  30  seconds, 
whichever  occurs  first.  Repeat  as 
specified  in  paragraph  (c)(3)  of  this 
section  for  multiple  exhaust  pipes,  if 
necessary. 

(5)  The  engine  speed  shall  be  reduced 
to  free  idle  with  transmission  in  neutral. 
Record  exhaust  concentrations  after 
stabilized  readings  are  obtained  or  at  the 
end  of  30  seconds,  whichever  occurs 
first.  Repeat  as  specified  in  paragraph 
(c)(3)  of  this  section  for  multiple 
exhaust  pipes,  if  necessary. 

(6)  For  vehicles  with  multiple  exhaust 
pipes,  the  separate  results  from  each 
pipe  for  each  mode  (as  specified  in 
paragraphs  (c)(3),  (c)(4).  and  (c)(5)  of 
this  section)  shall  be  numerically 
averaged  for  each  pollutant,  imless 
hardware  which  is  capable  of 
simultaneously  sampling  multiple 
tailpipe  vehicles  has  been  used. 

*        *        *        •        • 

(d)  Exhaust  concentration 
measurements  from  both  the  idle  mode 
and  the  high  speed  mode  are  not 
required.  The  short  test  may  be  used  to 
evaluate  emissions  ftom  either  mode 
alone  or  fi'om  both  modes,  the  choice 
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being  made  by  the  jurisdiction 
implementing  the  inspection  program.  If 
exhaust  concentrations  are  not 
measured  on  a  given  mode,  the  vehicle 
shall  be  operated  at  the  specified  test 
condition  for  15  to  30  seconds.  The  final 
idle  mode,  paragraph  (c)(5)  of  this 
section,  may  be  omitted  if  only  high- 
speed mode  exhaust  concentrations  are 
to  be  measured  or  If  the  vehicle  is  below 
idle  standards  on  the  first  measurement, 
paragraph  (c)(3)  of  this  section.  The 
high-speed  mode  may  be  omitted  if  only 
idle  mode  exhaust  concentrations  are  to 
be  measured  and  if  the  vehicle  is  below 
idle  standards  on  the  first  measurement. 

19.  A  new  §  85.2215  is  added  to  read 
as  follows: 

§35.2215    Two«pMdidl*tMt-€PA91. 

(a)  General  requirements.  (1)  Exhaust 
g'ls  sampling  algorithm.The  analysis  of 
exhaust  gas  concentrations  shall  begin 
10  seconds  after  the  applicable  test 
mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
rate  of  two  times  per  second.  The 
measured  value  for  pass/fail 
determinations  shall  be  a  simple 
running  average  of  the  measiuements 
taken  over  five  seconds. 

(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  tesi  standards 
contained  in  §§85.2203  and  85.2204, 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous  values 
for  HC  and  CO  are  below  or  equal  to  the 
applicable  short  test  standards.  A 
vehicle  shall  fail  the  test  mode  if  the 
values  for  either  HC  or  CO.  or  both,  in 
all  simultaneous  pairs  of  values  are 
above  the  applicable  standards. 

(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measurements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  CO2 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhaust 
gas  concentrations  fi-om  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  a  first-chance 
test  and  a  second-chance  test  as  follows: 

(i)  The  first-chance  test,  as  described 
under  paragraph  (c)  of  this  section,  shall 
consist  of  an  idle  mode  followed  by  a 
high-speed  mode. 

(ii)  The  second-chance  high-speed 
mode,  as  described  under  paragraph  (c) 


of  this  section,  shall  immediately  follow 
the  first-chance  high-speed  mode.  It 
shall  be  performed  only  if  the  vehicle 
fails  the  first-chance  test.  The  second- 
chance  idle  mode,  as  described  under 
paragraph  (d)  of  this  section,  shall 
follow  tne  second-chance  high-speed 
mode  and  be  performed  only  if  the 
vehicle  fails  the  idle  mode  of  the  first- 
chance  test.  .    „u     .        I 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requirements  are 

met: 

(i)  The  vehicle  shall  be  tested  In  as- 
received  condition  with  the 
transmission  in  neutral  or  park  and  all 
accessories  turned  off.  The  engine  shall 
be  at  normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(ii)  The  tachometer  shallbe  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions 

(iii)  The  sample  probe  shall  be 
inserted  into  the  vehicle's  tailpipe  to  a 
minimum  depth  of  10  inches.  If  the 
vehicle's  exhaust  system  prevents 
insertion  to  this  depth,  a  tailpipe 
extension  shall  be  used. 

(iv)  The  measured  concentration  of 
CO  plus  CO2  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  First-cnance  test  and  second- 
chance  high-speed  mode.  The  test  timer 
shall  start  (tt=0)  when  the  conditions 
specified  in  paragraph  {b)(2)  of  this 
section  are  met.  The  first-chance  test 
and  second-chance  high-speed  mode 
shall  have  an  overall  maximum  test  time 
of  425  seconds  (tt=425).  The  first-chance 
test  shall  consist  of  an  idle  mode 
followed  immediately  by  a  high-speed 
mode.  This  is  followed  immediately  by 
an  additional  second-chance  high-speed 
mode,  if  necessary. 

(1)  First-chance  idle  mode,  (i)  The 
mode  timer  shall  start  (mt=0)  when  the 
vehicle  engine  speed  is  between  350 
and  1100  rpm.  If  engine  speed  exceeds 
1100  rpm  or  falls  below  350  rpm,  the 
mode  timer  shall  reset  to  zero  and 
resume  timing.  The  minimum  idle  mode 
length  shall  he  determined  as  described 
in  paragraph  (c)(l)(ii)  of  this  section. 
The  maximum  idle  mode  length  shall  be 
90  seconds  elapsed  time  (mt=90). 

(ii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  mode  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  {mt=30), 
measured  values  are  less  than  or  equal 
to  100  ppm  HC  and  0.5  percent  CO. 


(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  mode  shall  be  terminated 
at  the  end  of  an  elapsed  time  of  30 
seconds  (mt=30)  if.  prior  to  that  time, 
the  criteria  of  paragraph  (c)(lMii)(A)  of 
this  section  are  not  satisfied,  and  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
sodion 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  mode  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  90  seconds  (mt=90),  the 
measured  values  are  less  than  or  emial 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(D)  The  vehicle  shall  fail  the  idle 
mode  and  the  mode  shall  be  terminated 
if  none  of  the  provisions  of  paragraphs 
{c)(l)(ii)  (A).  (B),  and  (C)  of  this  section 
is  satisfied  by  an  elapsed  time  of  90 
seconds  {mt=90). 

(E)  Optional.  The  vehicle  may  fail  the 
first-chance  test  and  the  second-chance 
test  shall  be  omitted  if  no  exhaust  gas 
concentration  less  than  1800  ppm  HC  is 
found  by  an  elapsed  time  of  30  seconds 

(mt=30).  J  J    u 

(2)  First-chance  and  second-chance 
high-speed  modes.  This  mode  includes 
both  the  first-chance  and  second-chance 
high-speed  modes,  and  follows 
immediately  upon  termination  of  the 
first-chance  idle  mode. 

(i)  The  mode  timer  shall  reset  (mt=0) 
when  the  vehicle  engine  speed  is 
between  2200  and  2800  rpm.  If  engine 
speed  falls  below  2200  rpm  or  exceeds 
2800  rpm  for  more  than  two  seconds  in 
one  excursion,  or  more  than  six  seconds 
over  all  excursions  within  30  seconds  of 
the  final  measured  value  used  In  the 
pass/fail  determination,  the  measured 
value  shall  be  invalidated  and  the  mode 
continued.  If  any  excursion  lasts  for 
more  than  ten  seconds,  the  mode  timer 
shall  reset  to  zero  (mt=0)  and  timing 
resumed.  The  minimum  high-speed 
mode  length  shall  be  determined  as 
described  under  paragraphs  (c)(2)  (ii) 
and  (iii)  of  this  section.  The  maximum 
high-speed  mode  length  shall  be  180 
seconds  elapsed  time  (mt=180). 

(ii)  Ford  Motor  Company  and  Honda 
vehicles.  For  1981-1986  model  year 
Ford  Motor  Company  vehicles  and 
1984-1985  model  year  Honda  Preludes, 
the  pass/fail  analysis  shall  begin  after  an 
elapsed  time  of  10  seconds  (mt=10) 
using  the  following  procedure.  This 
procedure  should  not  be  used  for  other 
vehicles. 

(A)  A  pass  or  fail  determination,  as 
described  below,  shall  be  used,  for 
vehicles  that  passed  the  idle  mode,  to 
determine  whether  the  high-speed  test 
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should  be  terminated  prior  to  or  at  the 
end  of  an  elapsed  time  of  180  seconds 
(mt=180). 

(1)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  (mt=30),  the 
measured  values  are  less  than  or  equal 
to  lOOjppm  HC  and  0.5  percent  (X). 

(2)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
terminated  at  the  end  of  an  elapsed  time 
of  30  seconds  (mt=30)  if,  prior  to  that 
time,  the  criteria  of  paragraph 
(c)(2)(ii)(A)(l)  of  this  section  are  not 
satisfied,  and  the  measured  values  are 
less  than  or  equal  to  the  applicable  short 
test  standards  as  described  in  paragraph 
(a)(2)  of  this  section. 

(3)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  180  seconds  (mt=180),  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(4)  Restart.  If  at  an  elapsed  time  of  90 
seconds  {mt=90)  the  measured  values 
are  greater  than  the  applicable  short  test 
standards  as  described  in  paragraph 
(a)(2)  of  this  section,  the  vehicle's 
engine  shall  be  shut  off  for  not  more 
than  10  seconds  after  returning  to  idle 
and  then  shall  be  restarted.  The  probe 
may  be  removed  fit)m  the  tailpipe  or  the 
sample  pump  turned  off  if  necessary  to 
reduce  analyzer  fouling  during  the 
restart  procedure.  The  mode  timer  will 
stop  upon  engine  shut  off  (mt=90)  and 
resume  upon  engine  restart.  The  pass/ 
fail  determination  shall  resume  as 
follows  after  100  seconds  have  elapsed 
(mt=100). 

(i)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  100  seconds 
(rat=100)  and  180  seconds  (mt=180).  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards 
described  in  paragraph  (a)(2)  of  this 
section. 

(/;■)  The  vehicle  shall  fail  the  high- 
speed mode  and  the  test  shall  be 
terminated  if  paragraph  (c)(2)(ii)(A)(4)(j) 
of  this  section  is  not  satisfied  by  an 
elapsed  time  of  180  seconds  (mt=180). 

(B)  A  pass  or  fail  determination  shall 
be  made  for  vehicles  that  failed  the  idle 
mode  and  the  high-speed  mode 
terminated  at  the  end  of  an  elapsed  time 
of  180  seconds  (mt=180)  as  follows: 

(1)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  mode  shall  be 
terminated  at  an  elapsed  time  of  180 
seconds  (mt=180)  if  any  measured 
values  of  HC  and  CO  exhaust  gas 


concentrations  during  the  high-speed 
mode  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(2)  Restart.  If  at  an  elapsed  time  of  00 
seconds  (mt=90)  the  measured  values  of 
HC  and  CO  exhaust  gas  concentrations 
during  the  high-speed  mode  are  greater 
than  the  applicable  short  test  standards 
as  described  in  paragraph  (a)(2)  of  this 
section,  the  vehicle's  engine  shall  be 
shut  off  for  not  more  than  10  seconds 
after  retiuning  to  idle  and  then  shall  be 
restarted.  The  probe  may  be  removed 
from  the  tailpipe  or  the  sample  pump 
turned  off  if  necessary  to  reduce 
analyzer  fouling  during  the  restart 
procedure.  The  mode  timer  will  stop 
upon  engine  shut  off  (mt=90)  and 
resume  upon  engine  restart.  The  pass/ 
fail  determination  shall  resume  as 
follows  after  100  seconds  have  elapsed 
(mt=100). 

(i)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  mode  shall  be 
terminated  at  an  elapsed  time  of  180 
seconds  (mt=180)  if  any  measured 
values  of  HC  and  CO  exhaust  gas 
concentrations  during  the  high-speed 
mode  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(ij)  The  vehicle  shall  fail  the  high- 
speed mode  and  the  test  shall  be 
terminated  if  paragraph  (c)(2)(ii)(B)(2)(i) 
of  this  section  is  not  satisfied  by  an 
elapsed  time  of  180  seconds  (mt=180). 

(iii)  All  Other  Light-Duty  Motor 
Vehicles.  The  pass/fail  analysis  for 
vehicles  not  specified  in  paragraph 
(c)(2)(ii)  of  this  section  shall  begin  after 
an  elapsed  time  of  10  seconds  (mt=10) 
using  the  following  procedure. 

(A)  A  pass  or  fail  determination,  as 
described  below,  shall  be  used  for 
vehicles  that  passed  the  idle  mode,  to 
determine  whether  the  high-speed  mode 
should  be  terminated  prior  to  or  at  the 
end  of  an  elapsed  time  of  180  seconds 
(mt=180). 

[1]  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  (mt=30),  any 
measured  values  are  less  than  or  equal 
to  100  ppm  HC  and  0.5  percent  CO. 

[2)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
terminated  at  the  end  of  an  elapsed  time 
of  30  seconds  (mt=30)  if,  prior  to  that 
time,  the  criteria  of  paragraph 
(c)(2)(iii)(A)(y)  of  this  section  are  not 
satisfied,  and  the  measured  values  are 
less  than  or  equal  to  the  applicable  short 
test  standards  as  described  in  paragraph 
(a)(2)  of  this  section. 


[3]  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  180  seconds  {mt=180),  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

[4]  The  vehicle  shall  fail  the  high- 
speed mode  and  the  test  shall  be 
terminated  if  none  of  the  provisions  of 
paragraphs  (c)(2)(iii)(A)(I).  (2).  and  [3] 
of  this  section  is  satisfied  by  an  elapsed 
time  of  180  seconds  (mt=180). 

(B)  A  pass  or  fail  determination  shall 
be  made  for  vehicles  that  failed  the  idle 
mode  and  the  high-speed  mode 
terminated  at  the  end  of  an  elapsed  time 
of  180  seconds  (mt=180)  as  follows: 

(1)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  mode^hall  be 
terminated  at  an  elapsed  time  of  180 
seconds  (mt=180)  if  any  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(2)  The  vehicle  shall  fail  the  high- 
speed mode  and  the  test  shall  be 
terminated  if  paragraph  {c)(2)(iii)(B)(l) 
of  this  section  is  not  satisfied  by  an 
elapsed  time  of  180  seconds  (mt=180). 

(d)  Second-chance  idle  mode.  If  the 
vehicle  fails  the  first-chance  idle  mode 
and  passes  the  high-speed  mode,  the 
test  timer  shall  reset  to  zero  (tt=0)  and 
a  second-chance  idle  mode  shall 
commence.  The  second-chance  idle 
mode  shall  have  an  overall  maximum 
test  time  of  145  seconds  (tt=145).  The 
test  shall  consist  of  an  idle  mode  only. 

(1)  The  engines  of  1981-1986  Ford 
Motor  Company  vehicles  and  1984- 
1985  Honda  Preludes  shall  be  shut  off 
for  not  more  than  10  seconds  and 
restarted.  The  probe  may  be  removed 
from  the  tailpipe  or  the  sample  pump 
turned  off  if  necessary  to  reduce 
analyzer  fouling  during  the  restart 
procediue.  This  procedure  should  not 
be  used  for  other  vehicles. 

(2)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  the 
engine  speed  exceeds  1100  rpm  or  falls 
below  350  rpm  the  mode  timer  shall 
reset  to  zero  and  resume  timing.  The 
minimum  second-chance  idle  mode 
length  shall  be  determined  as  described 
in  paragraph  (d)(3)  of  this  section.  The 
maximum  second-chance  idle  mode 
length  shall  be  90  seconds  elapsed  time 
(mt=90). 

(3)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
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second-chance  idle  mode  shall  be 
terminated  as  follows: 

(i)  The  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  (mt=30),  any 
measured  values  are  less  than  or  equal 
to  100  ppm  HC  and  0.5  pocent  CO. 

(ii)  The  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
terminated  at  the  end  of  an  elapsed  time 
of  30  seconds  (mts30)  if,  prior  to  that 
time,  the  criteria  of  paragraph  (d)(3)(i)  of 
this  section  are  not  satisfied,  and  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(iii)  The  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
immediately  terminated  if.  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  90  seconds  (mt=90).  the 
measured  values  are  less  than  or  equal 
to  the  appUcable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(iv)  The  vehicle  shall  fail  the  second- 
chance  idle  mode  and  the  test  shall  be 
terminated  if  none  of  the  provisions  of 
paragraphs  (d)(3)(i),  (ii),  and  (iii)  of  this 
section  is  satisfied  by  an  elapsed  time  of 
90  seconds  (mt=90). 

20.  The  newly  designated  §  85.2216  is 
proposed  to  be  amended  by  revising  the 
section  heading,  by  redesignating 
paragraphs  (a)  through  (c)  as  (b)  through 
(d),  revising  newly  designated 
paragraphs  (c)(6)  and  (cK7),  and  adding 
a  new  paragraph  (a)  to  read  as  follows: 

%  85.221 6    Loaded  test— EPA  SI 

(a)  General  calendar  year 
applicability.  (1)  The  test  procedure 
described  in  this  section  may  be  used  to 
establish  Emissions  Performance 
Warranty  eligibility  through  December 
31, 1993,  except  as  allowed  in 
paragraph  (a)(2)  of  this  section. 

(2)  Special  calendar  and  model  year 
applicability,  (i)  For  1993  and  earlier 
model  year  vehicles  or  engines,  the  test 

£rocedure  described  in  this  section  may 
e  used  to  establish  Emissions 
Performance  Warranty  eligibility  in  a 
State  for  which  the  Administrator  has 
approved  a  State  Implementation  Plan 
revision  providing  for  the 
implementation  no  later  than  December 
31. 1995  of  any  test  procedure  contained 
in  §§85.2213,  85.2215.  85.2217. 
85.2218,  85.2219.  or  85.2220  as  part  of 
an  expeditious  transition  to  more 
sophisticated  inspection  equipment  or  a 
high-volimie  test  only  inspection 
network. 

(ii)  The  extended  appUcabiUty 
described  in  paragraph  (a)i2Mi)  of  this 


section  shall  be  restricted  to  1993  and 
earUer  model  year  vehicles  or  engines. 

(c)  •  •  • 

(6)  The  vehicle  shall  be  idled  with 
transmission  in  neutral.  Record  exhaust 
concentrations  after  stabilized  readings 
are  obtained  or  at  the  end  of  30  seconds, 
whichever  occurs  first.  Repeat  as 
specified  in  paragraph  (c)(5)  of  this 
section  for  multiple  exhaust  pipes,  if 
necessary. 

(7)  For  vehicles  with  multiple  exhaust 
pipes,  the  separate  results  from  each 
pipe  for  each  mode  (as  specified  in 
paragraphs  (c)(5)  and  (c)(6)  of  this 
section)  shall  be  numerically  averaged 
for  each  pollutant,  unless  hardware 
which  is  capable  of  simultaneously 
sampling  multiple  tailpipe  vehicles  has 
been  used. 

«        •        •        ■        • 

21.  A  new  §  85.2217  is  proposed  to  be 
added  to  read  as  follows: 

S  85.2217    LosdMJ  test— EPA  91. 

(a)  General  requirements — (1)  Exhaust 
gas  sampling  algorithm.  The  analysis  of 
exhaust  gas  concentrations  shall  begin 
10  seconds  after  the  applicable  test 
mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
minimum  rate  of  two  times  per  second. 
The  measured  value  for  pass/fail 
determinations  shall  be  a  simple 
running  average  of  the  measurements 
taken  over  five  seconds. 

(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  test  standards 
contained  in  §§85.2203  and  85.2204. 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous  values 
for  HC  and  OD  are  below  or  equal  to  the 
applicable  short  test  standards.  A 
vehicle  shall  fail  the  test  mode  if  the 
values  for  either  HC  or  CO,  or  both,  in 
all  simultaneous  pairs  of  values  are 
above  the  applicable  standards. 

(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measiuements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  OO2 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhausi 
gas  concentrations  from  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  a  loaded  mode 


using  a  chassis  dynamometer  followed 
immediately  by  an  idle  mode  as 
described  xinder  paragraphs  (c)(1)  and 
(2)  of  this  section. 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requirements  are 
met; 

(i)  The  dynamometer  shall  be  warmed 
up,  in  stabilised  operating  condition, 
adjusted,  and  calibrated  in  accordance 
with  the  procedures  of  §  85.2233.  Prior 
to  each  test,  variable-curve 
dynamometers  shall  be  checked  for 
proper  setting  of  the  road-load  indicator 
or  road-load  controller. 

(ii)  The  vehicle  shall  be  tested  in  as- 
received  condition  with  all  accessories 
turned  off.  The  engine  shall  be  at 
normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(iii)  The  vehicle  shall  be  operated 
during  each  mode  of  the  test  with  the 
gear  selector  in  the  following  position: 

(A)  In  drive  for  automatic 
transmissions  and  in  second  (or  third  if 
more  appropriate)  for  manual 
transmissions  for  the  loaded  mode; 

(B)  In  park  or  neutral  for  the  idle 
mode. 

(iv)  The  tachometer  shall  be  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions. 

(v)  The  sample  probe  shall  be  inserted 
into  the  vehicle's  tailpipe  to  a  minimum 
depth  of  10  inches.  If  the  vehicle's 
exhaust  system  prevents  insertion  to 
this  depth,  a  tailpipe  extension  shall  be 
used. 

(vi)  The  measured  concentration  of 
CO  plus  COj  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  Overall  test  procedure.  The  test 
timer  shall  start  (tt=0)  when  the 
conditions  specified  in  paragraph  (b)(2) 
of  this  section  are  met  and  the  mode 
timer  initiates  as  specified  in  paragraph 
(c)(1)  of  this  section.  The  test  sequence 
shall  have  an  overall  maximum  test  time 
of  240  seconds  (tt=240).  The  test  shall 
be  immediately  terminated  upon 
reaching  the  overall  maximum  test  time. 

(1)  Loaded  mode.  (i)(A)  The  mode 
timer  shall  start  (mt^O)  when  the 
djmamometer  speed  is  within  the  limits 
specified  for  the  vehicle  engine  size 
according  to  the  following  schedule: 

Dynamometer  Test  Scheix)le 


Gasodne  anglrw 
size  (cylndem) 

R0«^M«1 

(mph) 
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(l)nihe 
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4  Of  Ism 
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7  Of  more 

22-2S 

20-32 
32-36 
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(B)  If  the  dynamometer  speed  &lls 
outside  the  limits  for  more  than  five 
seconds  in  one  excursion,  or  IS  seconds 
over  all  excursions,  the  mode  timer 
shall  reset  to  zero  and  resume  timing. 
The  minimum  mode  length  shall  be 
determined  as  described  in  paragraph 
(c)(l)(ii)  of  this  section.  The  maximimi 
mode  length  shall  be  90  seconds  elapsed 
time  (mt=90). 

(ii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  detennination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  loaded 
mode  and  the  mode  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  90  seconds  (mt=90). 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards 
described  in  paragraph  (a)(2)  of  this 
section. 

(B)  The  vehicle  shall  fail  the  loaded 
mode  and  the  mode  shall  be  terminated 
if  paragraph  {c)(l)(ii)(A)  of  this  section 
is  not  satisfied  by  an  elapsed  time  of  90 
seconds  (mat=90). 

(C)  Optional  The  vehicle  may  fail  the 
loaded  mode  and  any  subsequent  idle 
mode  shall  be  omitted  if  no  exhaust  gas 
concentration  less  than  1800  ppm  HC  is 
found  by  an  elapsed  time  of  30  seconds 
(mt*30). 

(2)  Idle  mode,  (i)  The  mode  timer 
shall  start  (mt=0)  when  the 
dynamometer  speed  is  zero  and  the 
vehicle  engine  speed  is  between  350 
and  1100  rpm.  If  engine  speed  exceeds 
1100  rpm  or  falls  below  350  rpm,  the 
mode  timer  shall  reset  to  zero  and 
resume  timing.  The  minimum  idle  mode 
length  shall  be  determined  as  described 
in  paragraph  (c)(2)(ii)  of  this  section. 
The  maximum  idle  mode  length  shall  be 
90  seconds  elapsed  time  (mt=90). 

(ii)  the  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mte30)  if,  prior  to  that  time,  the  criteria 
of  paragraph  (c)(2)(ii)(A)  of  this  sectipn 
are  not  satisfied,  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 


(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  Immediately 
terminated  if.  at  any  point  between  an 
elapsed  time  of  30  seconds  (mts30)  and 
90  seconds  (mts90),  measured  values 
are  less  than  or  equal  to  the  appUcabk 
short  test  standards  described  in 
paragraph  (a)(2)  of  this  section. 

(D)  The  v^cle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(c)(2)(ii)(A).  (c)(2)(iiKB).  and  (c)(2)(ii)(C) 
of  this  section  is  satisfied  by  an  elapsed 
time  of  90  seconds  (mts90). 

22.  A  new  §  85.2218  is  proposed  to  be 
added  to  read  as  follows: 

185.2218    PrecondMonsd  Idle  test— EPA 
81. 

(a)  General  requirements. — (1) 
Exhaust  gas  sampling  algorithm.  The 
analysis  of  exhaust  gas  concentrations 
shall  begin  10  seconds  after  the 
applicable  test  mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
minimum  rate  of  two  times  per  second. 
The  measured  value  for  pass/fail 
determinations  shall  be  a  simple 
nmning  average  of  the  measiiraments 
taken  over  five  seconds. 

(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  test  standards 
contained  in  §§85.2203  and  85.2204. 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous  values 
for  HC  and  CO  are  below  or  equal  to  the 
applicable  shcMl  test  standards.  A 
vehicle  shall  fail  the  test  mode  if  the 
values  for  either  HC  or  CO,  or  both,  in 
all  simultaneous  pairs  of  values  are 
above  the  applicable  standards. 

(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measurements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  CO2 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhaust 
gas  concentrations  from  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  an  first-chance 
test  and  a  second-chance  test  as  follows: 

(i)  The  first-chance  test,  as  described 
under  paragraph  (c)  of  this  section,  shall 
consist  of  a  preconditioning  mode 
followed  by  an  idle  mode. 

(ii)  The  second-chance  test  as 
described  under  paragraph  (d)  of  this 


section  shall  be  performed  only  if  the 
vehicle  fails  the  first-chance  test. 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requiremoits  are 
met: 

(i)  The  vdbide  shall  be  tested  in  as- 
received  condition  with  the 
transmissicm  in  neutral  or  park  and  all 
accessories  turned  off.  The  engine  shall 
be  at  normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(ii)  The  tachometer  shallbe  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions. 

(iii)  The  sample  probe  shall  be 
inserted  into  the  vehicle's  tailpipe  to  a 
minimimi  depth  of  10  inches.  If  the 
vehicle's  exhaust  system  prevents 
insertion  to  this  depth,  a  tailpipe 
extension  shall  be  used. 

(iv)  The  measured  concentration  of 
CO  plus  CO2  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  First-chance  test.  The  test  timer 
shall  start  (tt=0)  when  the  conditions 
specified  in  paragraph  (b)(2)  of  this 
section  are  met.  "The  test  shall  have  an 
overall  maximum  test  time  of  200 
seconds  (tt=200).  The  first-chance  test 
shall  consist  of  a  preconditioning  mode 
followed  immediately  by  an  idle  mode. 

(1)  Preconditioning  mode.  The  mode 
timer  shall  start  (mt=0)  when  the  engine 
speed  is  between  2200  and  2800  rpm 
TTie  mode  shall  continue  for  an  elapsed 
time  of  30  seconds  (mt=30).  If  engine 
speed  falls  below  2200  rpm  or  exceeds 
2800  rpm  for  more  than  five  seconds  in 
any  one  excursion,  or  15  seconds  over 
all  excursions,  the  mode  timer  shall 
reset  to  zero  and  resume  timing. 

(2)  Idle  mode,  (i)  The  mode  timOT 
shall  start  (mt=0)  when  the  vehicle 
engine  speed  is  between  350  and  1100 
rpm.  If  engine  speed  exceeds  1100  rpm 
or  falls  below  350  rpm,  the  mode  timer 
shall  reset  to  zero  and  resume  timing. 
The  minimum  idle  mode  length  shall  be 
determined  as  described  in  paragraph 
(c)(2)(ii)  of  this  section.  The  maximum 
idle  mode  length  shall  be  90  seconds 
elapsed  time  (mt=90). 

(li)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=l0).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CX). 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  termiiuted  at 
the  end  of  an  elapsed  time  of  30  seconds 


3418 


Federal  Register  /  Vol.  58.  No.  5  /  Friday.  January  8.  1993  /  Proposed  Rules 


(int=30)  If,  prior  to  that  time,  the  criteria 
of  paragraph  (c)(2)(ii)(A)  of  this  section 
are  not  satisfied,  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  Immediately 
terminated  if.  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90),  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  as  described  in 
paragraph  (a)(2)  of  this  section. 

P)  The  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(c)(2)(ii)  (A),  (B),  and  (C)  of  this  section 
is  satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

(E)  Optional.  The  vehicle  may  fail  the 
first-chance  test  and  the  second-chance 
test  shall  be  omitted  if  no  exhaust  gas 
concentration  less  than  1800  ppm  HC  is 
found  at  an  elapsed  time  of  30  seconds 
(mt=30). 

(d)  Second-chance  test.  If  the  vehicle 
fails  the  first-chance  test,  the  test  timer 
shall  reset  to  zero  and  a  second-chance 
test  shall  be  performed.  The  second- 
chance  test  shall  have  an  overall 
maximum  test  time  of  425  seconds.  The 
test  shall  consist  of  a  preconditioning 
mode  followed  immediately  by  an  idle 
mode. 

(1)  Preconditioning  mode.  The  mode 
timer  shall  start  (mt=0)  when  engine 
speed  is  between  2200  and  2800  rpm. 
The  mode  shall  continue  for  an  elapsed 
time  of  180  seconds  (mt=180).  If  the 
engine  speed  falls  below  2200  rpm  or 
exceeds  2800  rpm  for  more  than  five 
seconds  in  any  one  excursion,  or  15 
seconds  over  all  excursions,  the  mode 
timer  shall  reset  to  zero  and  resume 
timing. 

(2)  Idle  mode— (i)  Ford  Motor 
Company  and  Honda  vehicles.  The 
engines  of  1981-1986  Ford  Motor 
Company  vehicles  and  1984-1985 
Honda  Preludes  shall  be  shut  off  for  not 
more  than  10  seconds  and  then  shall  be 
restarted.  The  probe  may  be  removed 
from  the  tailpipe  or  the  sample  pump 
turned  off  if  necessary  to  reduce 
analyzer  fouling  during  the  restart 
procedure.  This  procedure  should  not 
be  used  for  other  vehicles. 

(ii)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  the 
engine  speed  exceeds  1100  rpm  or  falls 
below  350  rpm.  the  mode  timer  shall 
reset  to  zero  and  resume  timing.  The 
minimum  idle  mode  length  shall  be 
determined  as  described  in  paragraph 
(d)(2)(iii)  of  this  section.  The  maximum 


idle  mode  length  shall  be  90  seconds 
elapsed  time  (mt=9t). 

(iii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if.  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt=30)  if,  prior  to  that  time,  the  criteria 
of  paragraph  (d)(2)(iii)(A)  of  this  section 
are  not  satisfied,  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90),  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  described  in 
paragraph  (a)(2]  of  this  section. 

(D)  The  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(d)(2)(iii)  (A).  (B).  and  (C)  of  this  section 
is  satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

23.  A  new  §  85.2219  is  proposed  to  be 
added  to  read  as  follows: 

§85.2219    WIe test wtthloaded 
precoeHlitloning— EPA  91. 

(a)  General  requirements. — (1) 
Exhaust  gas  sampling  algorithm.  The 
analysis  of  exhaust  gas  concentrations 
shall  begin  10  seconds  after  the 
applicable  test  mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
minimum  rate  of  two  times  per  second. 
The  measured  value  for  pass/fail 
determinations  shall  be  a  simple 
running  average  of  the  measurements 
taken  over  five  seconds. 

(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  test  standards 
contained  in  §§85.2203  and  85.2204, 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous  values 
for  HC  and  CO  are  below  or  equal  to  the 
applicable  short  test  standards.  A 
vehicle  shall  fail  the  test  mode  if  the 
values  for  either  HC  or  CO.  or  both,  in 
all  simultaneous  pairs  of  values  are 
above  the  applicable  standards. 


(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measurements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  CO2 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhaust 
gas  concentrations  from  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  a  first-chance 
test  and  a  second-chance  test  as  follows: 

(i)  The  first-chance  test,  as  described 
under  paragraph  (c)  of  this  section,  shall 
consist  of  an  idle  mode. 

(ii)  The  second-chance  test  as 
described  under  paragraph  (d)  of  this 
section  shall  be  performed  only  if  the 
vehicle  fails  the  first-chance  test. 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requirements  are 
met: 

(i)  The  dynamometer  shall  be  warmed 
up.  in  stabilized  operating  condition, 
adjusted,  and  calibrated  in  accordance 
with  the  procedures  of  §  85.2233.  Prior 
to  each  test,  variable-curve 
dynamometers  shall  be  checked  for 
proper  setting  of  the  road-load  indicator 
or  road-load  controller. 

(ii)  The  vehicle  shall  be  tested  in  as- 
received  condition  with  all  accessories 
turned  off.  The  engine  shall  be  at 
normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(iii)  The  vehicle  shall  be  operated 
during  each  mode  of  the  test  with  the 
gear  selector  in  the  following  position: 

(A)  In  drive  for  automatic 
transmissions  and  in  second  (or  third  if 
more  appropriate)  for  manual 
transmissions  for  the  loaded 
preconditioning  mode; 

(B)  In  park  or  neutral  for  the  idle 

mode. 

(iv)  The  tachometer  shall  be  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions. 

(v)  The  sample  probe  shall  be  inserted 
into  the  vehicle's  tailpipe  to  a  minimum 
depth  of  10  inches.  If  the  vehicle's 
exhaust  system  prevents  insertion  to 
this  depth,  a  tailpipe  extension  shall  be 
used. 

(vi)  The  measured  concentration  of 
CO  plus  CO2  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  First-chance  test.  The  test  timer 
shall  start  (tt=0)  when  the  conditions 
specified  in  paragraph  (b)(2)  of  this 
section  are  met.  The  test  shall  have  an 
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overall  maximum  test  time  of  155 
seconds  (tt=155).  The  first-chance  test 
shall  consist  of  an  idle  mode  only. 

(1)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  the 
engine  speed  exceeds  1100  rpm  or  falls 
below  350  rpm,  the  mode  timer  shall 
reset  to  zero  and  resume  timing.  The 
minimum  mode  length  shall  be 
determined  as  described  in  paragraph 
(c)(2]  of  this  section.  The  maximum 
mode  length  shall  be  90  seconds  elapsed 
time  (mt=90). 

(2)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(ratal  0).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(i)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(ii)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt«30)  if,  prior  to  that  time,  the  criteria 
of  paragraph  {c)(2)(i)  of  this  section  are 
not  satisRed,  and  the  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  as  described  in 
paragraph  (a)(2)  of  this  section. 

(iii)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90).  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(iv)  The  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(c)(2)  (i),  (ii),  and  (iii)  of  this  section  is 
satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

(v)  Optional.  The  vehicle  may  fail  the 
first-chance  test  and  the  second-chance 
test  shall  be  omitted  if  no  exhaust  gas 
concentration  less  than  1800  ppm  HC  is 
found  at  an  elapsed  time  of  30  seconds 
(mt=30). 

(d)  Second-chance  test.  If  the  vehicle 
fails  the  first-chance  test,  the  test  timer 
shall  reset  to  zero  (tt=0)  and  a  second- 
chance  test  shall  be  performed.  The 
second-chance  test  shall  have  an  overall 
maximum  test  time  of  200  seconds 
(tt3200).  The  test  shall  consist  of  a 
preconditioning  mode  using  a  chassis 
dynamometer,  followed  immediately  by 
an  idle  mode. 

(1)  Preconditioning  mode,  (i)  The 
mode  timer  shall  start  (mt=0)  when  the 
dynamometer  speed  is  within  the  limits 


specified  for  the  vehicle  engine  size  in 
accordance  with  the  following  schedule: 

Dynamometer  Test  Schedule 


GasoOna  angina  sl2« 
(cytlndars) 


4  or  teas  .. 

5-6 

7  or  mora 


Normal 

kMdmo 

(biaka 

horsapower) 


2.8-4.1 

6>-S.4 

8.4-10.8 


(ii)  The  mode  shall  continue  for  a 
minimum  elapsed  time  of  30  seconds 
(mts30) .  If  the  dynamometer  speed  falls 
outside  the  limits  for  more  than  five 
seconds  in  one  excursion,  or  15  seconds 
over  all  excursions,  the  mode  timer 
shall  reset  to  zero  and  resume  timing. 

(2)  Idle  mode,  (i)  The  mode  timer 
shall  start  (mt=0)  when  the 
dynamometer  speed  is  zero  and  the 
vehicle  engine  speed  is  between  350 
and  1100  rpm.  If  the  engine  speed 
exceeds  1100  rpm  or  falls  below  350 
rpm,  the  mode  timer  shall  reset  to  zero 
and  resume  timing.  The  minimum  idle 
mode  length  shall  be  determined  as 
described  in  paragraph  (d)(2)(ii)  of  this 
section.  The  maximum  idle  mode  length 
shall  be  90  seconds  elapsed  time 
(mt=90). 

(ii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 

.  are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CX). 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt=30)  if.  prior  to  that  time,  the  criteria 
of  paragraph  (d)(2)(ii)(A)  of  this  section 
are  not  satisfied,  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
tern»inated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  (mt=90),  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  described  in 
paragraph  (a)(2)  of  this  section. 

(DlTne  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(d)(2)(ii)(A),  (B).  and  (C)  of  this  section 
is  satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

24.  A  new  §  85.2220  is  proposed  to  be 
added  to  read  as  follows: 


fSS.2220    Praeonditionad  hvo  tpMd  kNa 
tMt— EPA91. 

(a)  General  requirements — (1)  Exhaust 
gas  sampling  algprithm.  The  analysis  of 
exhaust  gas  concentrations  shall  begin 
10  seconds  after  the  applicable  test 
mode  begins.  Exhaust  gas 
concentrations  shall  be  analyzed  at  a 
minimum  rate  of  two  times  per  second. 
The  measured  value  for  pass/fail 
determinations  shall  be  a  simple 
running  average  of  the  measurements 
taken  over  five  seconds. 

(2)  Pass/fail  determination.  A  pass  or 
fail  determination  shall  be  made  for 
each  applicable  test  mode  based  on  a 
comparison  of  the  short  test  standards 
contained  in  §§85.2203  and  85.2204, 
and  the  measured  value  for  HC  and  CO 
as  described  in  paragraph  (a)(1)  of  this 
section.  A  vehicle  shall  pass  the  test 
mode  if  any  pair  of  simultaneous  values 
for  HC  and  c5o  are  below  or  equal  to  the 
applicable  short  test  standards.  A 
vehicle  shall  fail  the  test  mode  if  the 
values  for  either  HC  or  CO,  or  both,  in 
all  simultaneous  pairs  of  values  are 
above  the  applicable  standards. 

(3)  Void  test  conditions.  The  test  shall 
immediately  end  and  any  exhaust  gas 
measurements  shall  be  voided  if  the 
measured  concentration  of  CO  plus  COj 
falls  below  six  percent  or  the  vehicle's 
engine  stalls  at  any  time  during  the  test 
sequence. 

(4)  Multiple  exhaust  pipes.  Exhaust 
gas  concentrations  from  vehicle  engines 
equipped  with  multiple  exhaust  pipes 
shall  be  sampled  simultaneously. 

(5)  The  test  shall  be  immediately 
terminated  upon  reaching  the  overall 
maximum  test  time. 

(b)  Test  sequence.  (1)  The  test 
sequence  shall  consist  of  a  first-chance 
test  and  a  second-chance  test  as  follows: 

(i)  The  first-chance  test,  as  described 
under  paragraph  (c)  of  this  section,  shall 
consist  of  a  first-chance  high-speed 
mode  followed  immediately  by  a  first- 
chance  idle  mode. 

(ii)  The  second-chance  test  as 
described  under  paragraph  (d)  of  this 
section  shall  be  performed  only  if  the 
vehicle  fails  the  first-chance  test. 

(2)  The  test  sequence  shall  begin  only 
after  the  following  requirements  are 
met: 

(i)  The  vehicle  shall  be  tested  in  as- 
received  condition  vfith  the 
transmission  in  neutral  or  park  and  all 
accessories  turned  off.  The  engine  shall 
be  at  normal  operating  temperature  (as 
indicated  by  a  temperature  gauge, 
temperature  lamp,  touch  test  on  the 
radiator  hose,  or  other  visual 
observation  for  overheating). 

(ii)  The  tachometer  shall  be  attached 
to  the  vehicle  in  accordance  with  the 
analyzer  manufacturer's  instructions. 


3420 


Federal  Register  /  Vol.  58.  No.  5  /  Friday,  January  8.  1993  /  Proposed  Rules 


(iii)  The  sample  probe  shall  be 
inserted  into  the  vehicle's  tailpipe  to  a 
minimum  depth  of  10  inches.  If  the 
vehicle's  exhaust  system  prevents 
insertion  to  this  depth,  a  tailpipe 
extension  shall  be  used. 

(iv)  The  measured  concentration  of 
CO  plus  CCh  shall  be  greater  than  or 
equal  to  six  percent. 

(c)  First<hance  test.  The  test  timer 
shall  start  (tt=0)  when  the  conditions 
specified  in  paragraph  (b)(2)  of  this 
section  are  met.  The  test  shall  have  an 
overall  maximum  test  time  of  290 
seconds  (tta290).  The  first-chance  test 
shall  consist  of  a  high-speed  mode 
followed  immediately  by  an  idle  mode. 

(1)  First-chance  high-speed  mode,  (i) 
The  mode  timer  shall  reset  {mt*0)  when 
the  vehicle  engine  speed  is  between 
2200  and  2800  rpm.  If  the  engine  speed 
fells  below  2200  rpm  or  exceeds  2800 
rpm  for  more  than  two  seconds  in  one 
excursion,  or  more  than  six  seconds 
over  all  excursions  within  30  seconds  of 
the  final  measured  value  used  in  the 
pass/fail  determination,  the  measured 
value  shall  be  invalidated  and  the  mode 
continued.  If  any  excxirsion  lasts  for 
more  than  ten  seconds,  the  mode  timer 
shall  reset  to  zero  (mt=0)  and  timing 
resumed.  The  high-speed  mode  length 
shall  be  90  seconds  elapsed  time 
(mt=90). 

(ii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  foil  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  mode  shall  be 
terminated  at  an  elapsed  time  of  90 
seconds  (mt=90)  if  any  measured  values 
are  less  than  or  equal  to  the  applicable 
short  test  standards  as  described  in 
paragraph  (a)(2)  of  this  section. 

(B)  The  vehicle  shall  fail  the  high- 
speed mode  and  the  mode  shall  be 
terminated  if  the  requirements  of 
paragraph  (c)(l)(ii)(A)  of  this  section  are 
not  satisfied  by  an  elapsed  time  of  90 
seconds  (mt=90). 

(C)  Optional.  The  vehicle  shall  fail  the 
first-chance  test  and  any  subsequent  test 
shall  be  omitted  if  no  exhaust  gas 
concentration  lower  than  1800  ppm  HC 
is  found  at  an  elapsed  time  of  30 
seconds  (mt=30). 

(2)  First-chance  idle  mode,  (i)  The 
mode  timer  shall  start  (mtsO)  when  the 
vehicle  engine  speed  is  between  350 
and  1100  rpm.  If  the  engine  speed 
exceeds  1100  rpm  or  falls  below  350 
rpm,  the  mode  timer  shall  reset  to  zero 
and  resume  timing.  The  minimum  first- 
chance  idle  mode  length  shall  be 
determined  as  described  in  paragraph 
(c)(2)(ii)  of  this  section.  The  maximum 


first-chance  idle  mode  length  shall  be  90 
seconds  elapsed  time  (mt=90). 

(li)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  prior  to  an  elapsed  time 
of  30  seconds  (mt=30),  measured  values 
are  less  than  or  equal  to  100  ppm  HC 
and  0.5  percent  CO. 

(B)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  terminated  at 
the  end  of  an  elapsed  time  of  30  seconds 
(mt=30)  if,  prior  to  that  time,  the  criteria 
of  paragraph  (c)(2)(ii)(A)  of  this  section 
are  not  satisfied,  and  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(C)  The  vehicle  shall  pass  the  idle 
mode  and  the  test  shall  be  immediately 
terminated  if,  at  any  point  between  an 
elapsed  time  of  30  seconds  (mt=30)  and 
90  seconds  {mt=90).  the  measured 
values  are  less  than  or  equal  to  the 
applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(D)  The  vehicle  shall  fail  the  idle 
mode  and  the  test  shall  be  terminated  if 
none  of  the  provisions  of  paragraphs 
(c)(2)(ii)  (A).  (B),  and  (C)  of  this  section 
is  satisfied  by  an  elapsed  time  of  90 
seconds (mt=90) 

(d)  Second-chance  test.  (1)  If  the 
vehicle  fails  either  mode  of  the  first- 
chance  test,  the  test  timer  shall  reset  to 
zero  (tt=0)  and  a  second-chance  test 
shall  commence.  The  second-chance 
test  shall  be  performed  based  on  the 
first-chance  tesi  failure  mode  or  modes 
as  follows: 

(i)  If  the  vehicle  failed  only  the  first- 
chance  high-speed  mode,  the  second- 
chance  test  shall  consist  of  a  second- 
chance  high-speed  mode  as  described  in 
paragraph  (d)(2)  of  this  section.  The 
overall  maximum  test  time  shall  be  280 
seconds  (tt=280). 

(ii)  If  the  vehicle  failed  only  the  first- 
chance  idle  mode,  the  second-chance 
test  shall  consist  of  a  second-chance 
pre-conditioning  mode  followed 
immediately  by  a  second-chance  idle 
mode  as  described  in  paragraphs  (d)  (3) 
and  (4)  of  this  section.  The  overall 
maximum  test  time  shall  be  425  seconds 
(tt=425). 

(iii)  If  both  the  first-chance  high-speed 
mode  and  first-chance  idle  mode  were 
failed,  the  second-chance  test  shall 
consist  of  the  second-chance  high-speed 
mode  followed  immediately  by  the 
second-chance  idle  mode  as  described 
in  paragraphs  (d)  (2)  and  (4) .  However, 


if  during  this  second-chance  procedure 
the  vehicle  foils  the  second-oiance 
high-speed  mode,  then  the  second- 
chance  idle  mode  may  be  eliminated. 
The  overall  maximum  test  time  shall  be 
425  seconds  (tt=425). 

(2)  Second-chance  high-speed  mode. 
(i)  Ford  Motor  Company  and  Honda 
vehicles.  The  engines  of  1981-1986 
Ford  Motor  Company  vehicles  and 
1984-1985  Honda  Preludes  shall  be 
shut  off  for  not  more  than  10  seconds 
and  then  shall  be  restarted.  The  probe 
may  be  removed  from  the  tailpipe  or  the 
sample  pump  turned  off  if  necessary  to 
reduce  analyzer  fouling  during  the 
restart  procedure.  This  procedure 
should  not  be  used  for  other  vehicles. 

(ii)  The  mode  timer  shall  reset  (mt=0) 
when  the  vehicle  engine  speed  is 
between  2200  and  2800  rpm.  If  the 
engine  speed  falls  below  2200  rpm  or 
exceeds  2800  rpm  for  more  than  two 
seconds  in  one  excureion,  or  more  than 
six  seconds  over  all  excursions  within 
30  seconds  of  the  final  measured  value 
used  in  the  pass/fail  determination,  the 
measured  value  shall  be  invalidated  and 
the  mode  continued.  The  minimum 
second-chance  high-speed  mode  length 
shall  be  determined  as  described  in 
paragraphs  (d)(2)  (iii)  and  (iv)  of  this 
section.  If  any  excureion  lasts  for  more 
than  ten  seconds,  the  mode  timer  shall 
reset  to  zero  {mt=0)  and  timing  resumed. 
The  maximum  second-chance  high,- 
speed  mode  length  shall  be  180  seconds, 
elapsed  time  (mtsl80). 

(iii)  In  the  case  where  the  second- 
chance  high-speed  mode  is  not  followed 
by  the  second-chance  idle  mode,  the 
pass/fail  analysis  shall  begin  after  an 
elapsed  time  of  10  seconds  (rat=10).  A 
pass  or  fail  determination  shall  be  made 
for  the  vehicle  and  the  mode  shall  be 
terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  (mt=30), 
measured  values  are  less  than  or  equal 
to  100  ppm  HC  and  0.5  percent  CO. 

(B)  "nie  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
terminated  if  at  the  end  of  an  elapsed 
time  of  30  seconds  (mt=30)  if,  prior  to 
that  time,  the  criteria  of  paragraph 
(d)(2)(iii)(A)  of  this  section  are  not 
satisfied,  and  the  measured  values  are 
less  than  or  equal  to  the  applicable  short 
test  standards  as  described  in  paragraph 
(a)(2)  of  this  section. 

(C)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  test  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  180  seconds  (mt=180),  the 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
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described  in  paragraph  (a)(2)  of  this 

section. 

(D)  The  vehicle  shall  fail  the  hi^- 
speed  mode  and  the  test  shall  be 
terminated  if  none  of  the  provisions  of 
paragraphs  (d)(2)(iii)  (A),  (B).  and  (C)  of 
this  section  is  satisfied  by  an  elapsed 
time  of  180  seconds  (mt=180). 

(iv)  In  the  case  where  the  second- 
chance  high-speed  mode  is  followed  by 
the  second-chance  idle  mode,  the  pass/ 
fail  analysis  shall  begin  after  an  elapsed 
time  of  10  seconds  (mt=10).  A  pass  or 
fail  determination  ^all  be  made  for  the 
vehicle  and  the  mode  shall  be 
terminated  as  follows: 

(A)  The  vehicle  shall  pass  the  high- 
speed mode  and  the  mode  shall  be 
terminated  at  the  end  of  an  elapsed  time 
of  180  seconds  (mt=180)  if  any 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards  as 
described  in  paragraph  (a)(2)  of  this 
section. 

(B)  The  vehicle  shall  fail  the  high- 
speed mode  and  the  mode  shall  be 
terminated  if  paragraph  (d)(2)(iv)(A)  of 
this  section  is  not  satisfied  by  an 
elapsed  time  of  180  seconds  (mt=180). 

(3)  Second-chance  preconditioning 
mode.  The  mode  timer  shall  start  (mt=0) 
when  engine  speed  is  between  2200  and 
2800  rpm.  The  mode  shall  continue  for 
an  elapsed  time  of  180  seconds 
(mt=180) .  If  the  engine  speed  falls 
below  2200  rpm  or  exceeds  2800  rpm 
for  more  than  five  seconds  in  any  one 
excursion,  or  15  seconds  over  all 
excursions,  the  mode  timer  shall  reset  to 
zero  and  resume  timing. 

(4)  Second-chance  idle  mode,  (i)  Ford 
Motor  Company  and  Honda  vehicles. 
The  engines  of  1981-1986  Ford  Motor 
Company  vehicles  and  1984-1985 
Honda  Preludes  shall  be  shut  off  for  not 
more  than  10  seconds  and  then  shall  be 
restarted.  The  probe  may  be  removed 
from  the  tailpipe  or  the  sample  pump 
turned  off  if  necessary  to  reduce 
analyzer  fouling  during  the  restart 
procedure.  This  procedure  should  not 
be  used  for  other  vehicles. 

(ii)  The  mode  timer  shall  start  (mt=0) 
when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  If  the 
engine  speed  exceeds  1100  rpm  or  falls 
below  350  rpm  the  mode  timer  shall 
reset  to  zero  and  resume  timing.  The 
minimum  second-chance  idle  mode 
length  shall  be  determined  as  described 
in  paragraph  (d)(4)(iii)  of  this  section. 
The  maximum  second-chance  idle  mode 
length  shall  be  90  seconds  elapsed  time 
(mt=90). 

(iii)  The  pass/fail  analysis  shall  begin 
after  an  elapsed  time  of  10  seconds 
(mt=10).  A  pass  or  fail  determination 
shall  be  made  for  the  vehicle  and  the 
mode  shall  be  terminated  as  follows: 


(A)  The  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
immediately  terminated  if,  prior  to  an 
elapsed  time  of  30  seconds  (mts30), 
measured  values  are  less  than  or  equal 
to  lOOppm  HC  and  0.5  percent  CO. 

(B)  llie  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
terminated  at  the  end  of  an  elapsed  time 
of  30  seconds  (mt=30)  if,  prior  to  that 
time,  the  criteria  of  paragraph 
(d)(4)(iii)(A)  of  this  section  are  not 
satisfied,  and  the  measvired  values  are 
less  than  or  equal  to  the  applicable  short 
test  standards  as  described  in  paragraph 
(a)(2)  of  this  section. 

(C)  The  vehicle  shall  pass  the  second- 
chance  idle  mode  and  the  test  shall  be 
immediately  terminated  if,  at  any  point 
between  an  elapsed  time  of  30  seconds 
(mt=30)  and  90  seconds  (mt=90), 
measured  values  are  less  than  or  equal 
to  the  applicable  short  test  standards 
described  in  paragraph  (a)(2)  of  this 
section. 

(D)  The  vehicle  shall  fail  the  second- 
chance  idle  mode  and  the  test  shall  be 
terminated  if  none  of  the  provisions  of 
paragraphs  (d)(4)(iii)  (A),  (B),  and  (C)  of 
this  section  is  satisfied  by  an  elapsed 
time  of  90  seconds  (mt=90). 

25.  The  newly  designated  §  85.2224  is 
proposed  to  be  amended  by  revising  the 
section  heading  by  redesignating 
paragraphs  (a)  through  (b)  as  paragraphs 
(b)  through  (c)  and  adding  a  new 
paragraph  (a)  to  read  as  follows: 

§85.2224    Exhaust  snalysls  system— EPA 
81. 

(a)  Applicability.  The  requirements  of 
this  subsection  shall  apply  to  short  tests 
conducted  under  Emissions 
Performance  Warranty  through 
December  31, 1993.  The  requirements  of 
§85.2225  shall  apply  concurrently  until 
December  31, 1993,  except  for  1993  and 
earlier  model  year  vehicles  or  engines  in 
a  state  where  the  Administrator  has 
approved  a  SIP  revision  providing  for 
implementation  of  test  procedures  as 
described  in  §§  85.2213,  85.2215, 
85.2217,  85.2218,  85.2219,  or  85.2220  as 
of  a  later  date  (not  to  exceed  December 
31, 1995)  as  part  of  an  expeditious 
transition  to  more  sophisticated  testing 
equipment  or  a  high-volume  test  only 
inspection  network,  after  which  the 
requirements  of  §  85.2225  shall  solely  be 
in  effect. 


26.  A  new  §  85.2225  is  proposed  to  be 
added  to  read  as  follows: 

185.2225    Steady  state  test  exhaust 
analysis  system— EPA  91. 

(a)  Applicability.  (1)  General  calendar 
year  applicability.  The  requirements  of 
this  section  shall  apply  to  short  tests 


conducted  under  Emission  Performance 
Warranty.  The  req\iiiements  of 
$  85.2224  shall  apply  concurrently 
through  December  31. 1093,  except  as 
allowed  under  paragraph  (a)(2)  of  this 
section,  after  which  the  requirements  of 
this  section  shall  solely  be  in  effect. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of 
§85.2224  shall  apply  concurrently  for 
tests  conducted  under  Emission 
Performance  Warranty  on  1993  and 
earlier  model  year  vehicles  or  engines  in 
states  where  the  Administrator  has 
approved  a  SIP  revision  providing  for 
imolementation  of  test  procedures  as 
described  in  §§85.2213,  85.2215, 
85.2217,  85.2218,  85.2219,  or  85.2220 
no  later  than  December  31, 1995,  as  part 
of  an  expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network,  after  which  the  requirements 
of  this  section  shall  solely  be  in  effect. 

(b)  Sampling  System — (1)  General 
requirements.  The  sampling  system  for 
steady  state  short  tests  shall,  at  a 
minimum,  consist  of  a  tailpipe  probe,  a 
flexible  sample  Une,  a  water  removal 
system,  particulate  trap,  sample  pump, 
flow  control  components,  tachometer  or 
dynamometer,  analyzers  for  HC,  CO, 
and  CO2,  and  digital  displays  for 
exhaust  concentrations  of  HC,  CO,  and 
CO2  and  engine  rpm.  Materials  that  are 
in  contact  with  the  gases  sampled  shall 
not  contaminate  or  change  the  character 
of  the  gases  to  be  analyzed,  including 
gases  from  alcohol  fueled  vehicles.  The 
probe  shall  be  capable  of  being  inserted 
to  a  depth  of  at  least  ten  inches  into  the 
tailpipe  of  the  vehicle  being  tested,  or 
into  an  extension  boot  if  one  is  used.  A 
digital  display  for  dynamometer  speed 
and  load  shall  be  included  if  the  test 
procedures  described  in  §  85.2217  or 
§  85.2219  are  conducted.  Minimum 
specifications  for  optional  NO  and  O2 
analyzers  are  also  described  in  this 
section.  The  analyzer  system  shall  be 
able  to  test,  as  specified  in  §  85.2213.  - 
§85.2215,  §85.2217,  §85.2218, 
§85.2219,  and  §85.2220  all  model 
vehicles  in  service  at  the  time  of  sale  of 
the  analyzer. 

(2)  Temperature  Operating  Range. 
The  sampling  system  and  all  associated 
hardware  shall  be  of  a  design  certified 
to  operate  within  the  performance 
specifications  described  in  paragraph  (c) 
of  this  section  in  ambient  air 
temperatures  ranging  fix)m  41  to  110 
degrees  Fahrenheit.  The  analyzer  system 
shall,  where  necessary,  include  features 
to  keep  the  sampling  system  within  the 
specified  range. 

(3)  Humidity  Operating  Range.  The 
sampling  system  and  all  associated 
hardware  shall  be  of  a  design  certified 
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to  operate  within  the  perfbrmanca 
specincations  described  in  paragraph  (c) 
of  this  section  at  a  minimum  of  80 
percent  relative  humidity  throughout 
the  required  temperature  range. 

(4)  Barometric  Pressure 
Compensation.  Barometric  pressure 
compensation  shall  be  provided. 
Compensation  shall  be  made  for 
elevations  up  to  6000  fieet  (above  mean 
sea  level) .  At  any  given  altitude  and 
ambient  conditions  spedGed  in 
paragraphs  (b)  (2)  and  (3)  of  this  section, 
errors  due  to  barometric  pressure 
changes  of  ±2  inches  of  mercury  shall 
not  exceed  the  accuracy  limits  specified 
in  paragraph  (c)  of  this  section. 

(5)  Dual  Sample  Probe  Requirements. 
When  testing  a  vehicle  with  dual 
i-xhaust  pipes,  a  dual  sample  probe  of  a 
design  certified  by  the  analyzer 
manufacturer  to  provide  equal  flow  in 
each  leg  shall  be  used.  The  eaual  flow 
requirement  is  considered  to  be  met  if 
the  flow  rate  in  each  leg  of  the  probe  has 


been  measured  under  two  sample  pump 
flow  rates  (the  normal  rate  and  a  rate 
equal  to  the  onset  of  low  flow),  and  if 
the  flow  rates  in  each  of  the  legs  are 
found  to  be  equal  to  each  other  (within 
15%  of  the  flow  rate  in  the  leg  having 
lower  flow). 

(6)  System  Lockout  During  Warm-up. 
Functional  operation  of  the  gas 
sampling  unit  shall  remain  disabled 
through  a  system  lockout  until  the 
instrument  meets  stability  and  warm-up 
requirements.  The  instrument  shall  be 
considered  "warmed-up"  when  the  zero 
and  span  readings  for  HC,  CO,  and  CX)} 
have  stabilized,  within  ±3%  of  the  full 
range  of  low  scale,  for  five  minutes 
without  adjustment. 

(7)  Electromagnetic  Isolation  and 
Interference.  Electromagnetic  signals 
found  in  an  automotive  service 
environment  shall  not  cau.se 
malfunctions  or  changes  in  the  accuracy 
in  the  electronics  of  the  analyzer 
system.  The  instrument  design  shall 


ensure  that  readings  do  not  vary  as  a 
result  of  electromagnetic  radiation  and 
induction  devices  normally  found  in  the 
automotive  service  environment, 
including  high  energy  vehicle  ignition 
systems,  radio  frequency  transmission 
radiation  sources,  and  building 
electrical  systems. 

fa)  Vibration  and  Shock  Protection. 
System  operation  shall  be  unaffected  by 
the  vibration  and  shock  encountered 
under  the  normal  operating  conditions 
encoiuitered  in  an  automotive  service 
environment. 

(9)  Propane  Equivalency  Factor.  The 
PEP  shall  be  displayed  in  a  manner  that 
enables  it  to  be  viewed  conveniently, 
while  permitting  it  to  be  altered  only  by 
personnel  speciBcally  authorized  to  do 
so. 

(c)  Analyzers — (1)  i4ccuracy.  The 
analyzers  shall  be  of  a  design  certified 
to  meet  the  following  accuracy 
requirements  when  calibrated  to  the 
span  points  specified  in  §  85.2233(e)(2): 


Ownnet 


HC,  ppm  as  hexane  . 

CO.  %  

CO:.  % 

NO.  ppm 


Range 


(MOO 

401-1000 

1001-2000 

0-2.00 

2.01-5.00 

5.01-9.99 

0-4.0 

4.1-14.0 

14.1-16.0 

0-1000 

1001-2000 

2001-400 


Accuracy 


±12 

tao 

±80 

10.06 

±0.15 

±0.40 

±0.6 

±0.5 

±0.6 

±32 

±60 

±120 
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RapaaMXmy 

6 

8 

10 

15 

20 

30 

0.02 

003 

0.06 

0.08 

0.10 

0.15 

0.2 

0J3 

0.2 

03 

0.2 

OJ 

16 

20 

25 

30 

50 

60 

(2)  Minimum  Analyzer  Display 
Resolution.  The  analyzer  electronics 
shall  have  sufncient  resolution  to 
achieve  the  following: 

HC    1  ppm  HC  as  hexane 
CO    0.01%  CO 
CO:    0.1%  CO2 
NO    1  ppm  NO 
RPM    1  rpm 

(3)  Response  Time.  The  response  time 
from  the  probe  to  the  display  for  HC, 
CO,  and  CO2  analyzers  shall  not  exceed 
eight  seconds  to  90%  of  a  step  change 

in  input.  Por  NO  analyzers,  the  response 
time  shall  not  exceed  twelve  seconds  to 
90%  of  a  step  change  in  input. 

(4)  Display  Refresh  Rate.  Dynamic 
information  being  displayed  shall  be 
refreshed  at  a  minimum  rate  of  twice 
per  second. 

(5)  Interference  Effects.  The 
hiterference  effects  for  noninterest  gases 
shall  not  exceed  ±10  ppm  for 
hydrocarbons,  ±0.05  percent  for  carbon 
monoxide,  ±0.20  percent  for  cairbon 
dioxide,  ^d  -f  20  ppm  for  oxides  of 
nitrogen. 


(6)  Low  Flow  Indication.  The  analyzer 
shall  provide  an  indication  when  the 
sample  flow  is  below  the  acceptable 
level.  The  sampling  system  shall  be 
equipped  with  a  flow  meter  (or 
equivalent)  that  shall  indicate  sample 
flow  degradation  when  meter  error 
exceeds  three  percent  of  full  scale,  or 
cau.ses  system  response  time  to  exceed 
13  seconds  to  90  percent  of  a  step 
change  in  input,  whichever  is  less. 

(7)  Engine  Speed  Detection.  The 
analyzer  shall  utilize  a  tachometer 
capable  of  detecting  engine  speed  in 
revolutions  per  minute  (rpm)  with  a  0.5 
second  response  time  and  an  accuracy 
of  ±3%  of  the  true  rpm. 

(8)  Test  and  mode  timers.  The 
analyzer  shall  be  capable  of 
simultaneously  determining  the  amount 
of  time  elapsed  in  a  test,  and  in  a  mode 
within  that  test. 

(9)  Sample  rate.  The  analyzer  shall  be 
capable  of  measuring  exhaust 
concentrations  of  gases  specified  in  this 
section  at  a  minimum  rate  of  twice  per 
second. 


(d)  Demonstration  of  conformity.  The 
analyzer  shall  be  demonstrated  to  meet 
the  requirements  of  this  section  and  to 
be  capable  of  being  maintained  as 
required  in  §  85.2233  to  the  satisfaction 
of  the  inspection  program  manager, 
through  acceptance  testing  procedures. 

27.  The  newly  designated  §  85.2229  is 
proposed  to  be  amended  by  revising  the 
section  heading,  by  redesignating 
paragraphs  (a)  through  (b)  as  paragraphs 
(b)  through  (c)  and  adding  a  new 
paragraph  (a)  to  read  as  follows: 

§85.2229    DynamomeUf-CPA  81. 

(a)  Applicability— {1)  General 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  under  Emission 
Performance  Warranty  through 
December  31, 1993,  except  as  allowed 
under  paragraph  (a)(2)  of  this  section. 
The  requirements  of  §  85.2230  shall 
apply  concurrently. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of  this 
section  shall  apply  to  tests  conducted 
under  Emission  Performance  Warranty 
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on  1993  and  earlier  model  year  vehicles 
or  engines  in  states  where  the 
Administrator  has  approved  a  SIP 
revision  providing  for  implementation 
of  test  procedure?  as  described  in 
§§85.2213.  85.2215.  85.2217.  85.2218. 
85.2219,  or  85.2220  no  later  (hen 
December  31. 1995,  as  part  of  an 
expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network.  The  requirements  of  §  85.2230 
shall  apply  concurrently. 

28.  A  new  §  85.2230  is  proposed  to  be 
added  to  read  as  follows: 

§85.2230    Steady  Stats  test 
dynamometsr — EPA  91. 

(a)  Applicability— {"i^)  General 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  under  Emission 
Performance  Warranty.  The 
requirements  of  §  85.2229  shall  apply 
concurrently  through  December  31, 
1993.  except  as  allowed  under 
paragraph  (a)(2)  of  this  section,  after 
which  the  requirements  of  this  section 
shall  solely  be  in  effect. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of 
§  85.2229  shall  apply  concurrently  for 
tests  conducted  imder  Emission 
Performance  Warranty  on  1993  and 
earlier  model  year  vehicles  or  engines  in 
states  where  the  Administrator  has 
approved  a  SIP  revision  providing  for 
implementation  of  test  procedures  as 
described  in  §§85.2213.  85.2215. 
85.2217.  85.2218.  85.2219.  or  85.2220 
no  later  than  December  31. 1995.  as  part 
of  an  expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network,  after  which  the  requirements 
of  this  section  shall  solely  be  in  effect. 

(b)  The  chassis  dynamometer  for 
steady  state  short  tests  shall  provide  the 
following  capabilities: 

(1)  Power  absorption.  The 
dynamometer  shall  be  capable  of 
applying  a  load  to  the  vehicle's  driving 
tire  surfaces  at  the  horsepower  and 
speed  levels  specified  in  paragraph  (c). 

(2)  Short-term  stability.  Power 
absorption  at  constant  speed  shall  not 
drift  more  than  ±0.5  horsepower  (hp) 
during  any  single  test  mode. 

(3)  Roll  weight  capacity.  The 
dynamometer  shall  be  capable  of 
supporting  a  driving  axle  weight  up  to 
four  thousand  (4.000)  pounds  or  greater. 

(4)  Between  roll  wheel  lifts.  These 
shall  be  controllable  and  capable  of 
lifting  a  minimum  of  four  thousand 
(4,000)  pounds. 

(5)  Roll  brakes.  Both  rolls  shall  be 
locked  when  the  wheel  hft  is  up. 


(6)  Speed  indications.  The 
dynamometer  speed  display  shall  have 
a  range  of  0-60  mph.  and  a  resolution 
and  accuracy  of  at  least  1  mph. 

(7)  Safety  interlock.  A  roll  speed 
sensor  and  safety  interlock  circuit  shall 
be  provided  which  prevents  the 
application  of  the  roll  brakes  and 
upward  lift  movement  at  any  roll  speed 
above  O.S  mph. 

(c)  The  dynamometer  shall  produce 
the  load  speed  relationships  specified  in 
§85.2216  and  §85.2219. 

29.  The  newly  designated  §  85.2232  is 
proposed  to  be  amended  by  revising  the 
section  heading,  redesignating 
paragraphs  (a)  through  (e)  as  paragraphs 
(b)  through  (f),  adding  a  new  paragraph 
(a),  and  revising  paragraph  (f)(1)  to  read 
as  follows: 

S  85.2232    Calibrations,  adjustments— EPA 
81. 

(a)  Applicability— {1)  General 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  under  Emission 
Performance  Warranty  through 
December  31, 1993.  except  as  allowed 
under  paragraph  (a)(2)  of  this  section. 
The  requirements  of  §  85.2233  shall 
apply  concurrently. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of  this 
section  shall  apply  to  tests  conducted 
under  Emission  Performance  Warranty 
on  1993  and  earlier  model  year  vehicles 
or  engines  in  states  where  the 
Administrator  has  approved  a  SIP 
revision  providing  for  implementation 
of  test  procedures  as  described  in 
§§85.2213.  85.2215.  85.2217.  85.2218. 
85.2219.  or  85.2220  no  later  than 
December  31. 1995.  as  part  of  an 
expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network.  The  requirements  of  §  85.2233 
shall  apply  concurrently. 
•        •        •        •        ■ 

(fl*   •  ' 

(1)  Gas  span  check.  Within- one  week 
of  the  test,  the  analyzers  shall  have  been 
spanned  using  calibration  gases  which 
met  the  requirements  in  paragraph  (e)(4) 
of  this  section  and  shall  not  have  been 
readjusted  since  to  a  non-conforming 
gas.  If  the  analyzer  reads  the  span  gas 
within  2%  of  the  span  gas  value  or 
within  .05%  of  the  CO  and  6  ppm  HC 
(use  the  larger  of  the  two  tolerances), 
then  no  adjustment  of  the  analyzer  is 
needed.  For  this  check  the  span  gas  may 
be  introduced  either  through  the 
calibration  port  (if  so  equipped)  or 
through  the  probe.  This  paragraph  does 
not  prevent  those  who  wish  to  always 


adjust  the  analyzer  to  the  exact  span 
value  from  doing  so. 

•        •        •        •        • 

30.  A  new  §  85.2233  is  proposed  to  be 
added  to  read  as  follows: 

S85.2233    Staady  state  tsstsqutpmant 
eatlbrationa,  adiustn>ants— EPA  91. 

(a)  Applicability — (1)  Geneml 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  under  Emission 
Performance  Warranty.  The 
requirements  of  §  85.2232  shall  apply 
concurrently  through  December  31, 
1993.  except  as  allowed  under 
paragraph  (a)(2)  of  this  section,  after 
which  the  requirements  of  this  section 
shall  solely  be  in  effect. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of 
§85.2232  shall  apply  concurrently  for 
tests  conducted  under  Emission 
Performance  Warranty  on  1993  and 
earlier  model  year  vehicles  or  engines  in 
states  where  the  Administrator  has 
approved  a  SIP  revision  providing  for 
implementation  of  test  procedures  as 
described  in  §§85.2213,  85.2215. 
85.2217.  85.2218.  85.2219.  or  85.2220 
no  later  than  December  31. 1995.  as  part 
of  an  expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network,  after  which  the  requirements 
of  this  section  shall  solely  be  in  effect. 

(b)  Equipment  shall  be  calibrated  in 
accordance  with  the  manufacturers' 
instructions. 

(c)  Prior  to  each  test — (1) 
Hydrocarbon  Hang-up  Check. 
Immediately  prior  to  each  test  the 
analyzer  shall  automatically  perform  a 
hydrocarbon  hang-up  check.  If  the  HC 
reading,  when  the  probe  is  sampling 
ambient  air,  exceeds  20  ppm.  the  systen. 
shall  be  purged  with  clean  air  or  zero 
gas.  If  HC  hang-up  does  not  drop  below 
20  ppm  within  150  seconds  the  analyzer 
shall  lock  out  from  testing. 

(2)  Automatic,  Zero  and  Span.  The 
analyzer  shall  conduct  an  automatic 
zero  and  span  check  prior  to  each  test. 
The  span  check  shall  include  the  HC, 
CO.  and  CO2  channels,  and  the  NO  and 
O2  channels,  if  present.  If  zero  and/or 
span  drift  cause  the  signal  levels  to 
move  beyond  the  adjustment  range  of 
the  analyzer,  it  shall  lock  out  from 
testing. 

(3)  Low  Flow.  The  system  shall  lock 
out  from  testing  if  sample  flow  is  below 
the  acceptable  level  as  defined  in 

§  85.2225(c)(6) 

(d)  Daily  Checks.  A  system  leak  check 
shall  be  performed  within  twenty-four 
hours  before  the  test  and  may  be 
performed  in  conjunction  with  the  gas 
calibration  described  in  paragraph  (e)(1) 
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of  this  section.  If  a  leak  check  i«  not 
performed  within  the  preceding  twenty- 
four  hours,  or  if  the  analyzer  fails  the 
leak  check,  the  aoalyxer  shall  lock  out 
from  testing.  The  leak  check  shall  be  a 
procedure  demonstrated  to  effectively 
check  the  sample  hose  and  probe  for 
leaks  and  shall  be  performed  in 
accordance  with  good  engineering 
practices.  An  error  of  mora  than  ±3%  of 
the  reading  using  low  range  span  gas 
shall  cause  the  analyzer  to  lock  out  from 
testing  and  shall  require  repair  of  leaks. 

[ey  Every  Seventy  Two  Wours— <1)  Gas 
Cahbration.  The  analyzer  shall 
automatically  require  and  successfully 
pass  a  jias  calibration  for  HC,  CX),  and 
CO2  wiinin  seventy-two  hours  before 
the  test.  Gas  calibration  shall  be 
accomplished  by  introducing  gas  that 
meets  the  requirements  of  paragraph 
(e)(3)  of  this  section  into  the  analyzer 
through  the  calibration  port.  If  the 
analyzer  reads  the  span  gas  within  the 
allowable  tolerance  range  (i.e..  the 
square  root  of  the  sum  of  the  span  gas 
tolerance  described  in  paragraph  (e)(3) 
of  this  section  and  the  calibration 
tolerance,  which  shall  be  equivalent  to 
the  accuracy  specifications  set  forth  in 
§  85.2225(c)(1)  at  both  of  the  required 
span  points),  no  adjustment  of  the 
analyzer  is  necessary.  The  gas 
calibration  procedure  shall  correct 
readings  that  exceed  the  allowable 
tolerance  range  to  the  center  of  the 
allowable  tolerance  range.  The  pressure 
in  the  sample  cell  shall  be  the  same 
With  the  calibration  gas  flowing  during 
calibration  as  with  the  sample  gas 
flowing  during  sampling.  If  the  system 
is  not  calibrated,  or  the  system  fails  the 
calibration  check,  the  analyzer  shall 
lock  out  from  testing. 

(2)  Span  Points.  A  two  point  gas 
calibration  procedure  shall  be  followed. 
The  span  shall  be  accomplished  at  one 
of  the  following  pairs  of  span  points: 

(i)  300  ppm  propane  (HC) 
1.0%  carbon  moncxide  (CO) 
6.0%  carbon  dioxide  (COJ 
1000  ppm  nitric  oxide  (if  equipped 

with  NO) 
1200  ppm  propane  (HC) 
4.0%  carbon  monoxide  (CO) 
12.0%  carbon  dioxide  (CO2) 
3000  ppm  nitric  oxide  (if  equipped 

with  NO) 
(ii)  0  ppm  propane 
0.0%  carbon  monoxide 
00%  carbon  dioxide 
0  ppm  nitric  oxide  (if  equipped  with 

NO) 
600  ppm  propane  (HQ 
1.6%  carbon  monoxide  (CO) 
11.0%  carbon  dioxide  (CO2) 
1200  ppm  nitric  oxide  (if  equipped 

with  NO) 


(3)  Span  Gases.  The  span  gases  used 
for  tlie  gas  calibration  shall  be  traceable 
to  National  Institute  of  Standards  and 
Technology  (NIST)  standards  ±2%.  and 
shall  be  within  two  percent  of  the  span 
points  specified  in  paragraph  (e)(2)  of 
this  section.  Zero  gases  shall  conform  to 
the  specifications  given  in  §  86.114- 
79(a)(5)  of  this  chapter. 

(f)  Monthly  Check.  Within  one  month 
preceding  each  loaded  test,  the  accuracy 
of  the  roU  speed  indicator  shall  be 
verified  ana  the  dynamometer  shall  be 
checked  for  proper  power  absorber 
settings. 

(g)  Semi-annual  Check.  Within  six 
months  preceding  each  loaded  test,  the 
road-load  response  of  the  vanable-curve 
dynamometer  or  the  frictional  power 
absorption  of  the  dynamometer  shall  be 
checked  by  a  coastdown  procedure 
similar  to  that  described  in  §86.138-78. 
The  check  shall  be  done  at  30  mph.  and 
a  power  absorption  load  setting  to 
generate  a  total  horsepower  of  4.1  hp. 
The  actual  coastdown  time  from  45  mph 
to  15  mph  shall  be  within  ±1  second  of 
the  time  calculated  by  the  following 
equation: 


Coast  Down  Tiine= 


0.0508*' 
HP 


where  W  is  the  total  inertia  weight  as 
represented  by  the  weight  of  the  rollers 
(excluding  free  rollers),  and  any  inertia 
flywheels  used,  measured  in  pounds.  If 
the  coastdown  time  is  not  within  the 
specified  tolerance  the  dynamometer 
shall  be  taken  out  of  service  and 
corrective  action  shall  be  taken. 

(h)  Other  Checks.  In  addition  to  the 
above  periodic  checks,  these  shall  also 
be  used  to  verify  system  performance 
under  the  following  special 
circumstances. 

(1)  Gas  Calibration.  Each  time  the 
analyzer  electronic  or  optical  systems 
are  repaired  or  replaced,  a  gas 
calibration  shall  be  performed  prior  to 
returning  the  unit  to  service. 

(2)  Leak  Checks.  Each  time  the  sample 
line  integrity  is  broken,  a  leak  check 
shall  be  performed  prior  to  testing. 

31.  The  newly  designated  §  85.2237  is 
proposed  to  be  amended  by  revising  the 
section  heading,  by  redesignating 
paragraphs  (a)  through  (c)  as  paragraphs 
(b)  through  (d)  and  adding  a  new 
paragraph  (a)  to  read  as  follows: 

i  85.223  Teat  report— EPA  81 . 

(a)  Applicability— {I)  General 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  under  Emission 
Performance  Warranty  through 
December  31, 1993,  except  as  allowed 


under  paragraph  (a)  (2)  of  this  section. 
The  requirements  of  S  85.2238  shall 
apply  concurrently. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  oi^this 
section  shall  apply  to  tests  conducted 
under  Emission  Performance  Warranty 
on  1993  and  earlier  model  year  vehicles 
or  engines  in  states  where  tiie 
Administrator  has  approved  •  SIP 
revision  providing  for  implementation 
of  test  procedures  as  described  in 
§§85.2213,  85.2215,  85.2217,  85.2218, 
85.2219,  or  85.2220  no  later  than 
December  31, 1995,  as  part  of  an 
expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network.  The  requirements  of  §  85.2238 
shall  apply  concurrently. 

32.  A  new  §  85.2238  is  proposed  to  be 
added  to  read  as  follows: 

f  85.2238    Test  report— EPA  91. 

(a)  Applicabihty — (1)  General 
calendar  year  applicability.  The 
requirements  of  this  section  shall  apply 
to  short  tests  conducted  \mder  Emission 
Performance  Warranty.  The 
requirements  of  §  85.2237  shall  apply 
concurrently  through  December  31, 
1993,  except  as  allowed  under 
paragraph  (a)  (2)  of  this  section,  after 
which  the  requirements  of  this  section 
shall  solely  be  in  effect. 

(2)  Special  calendar  and  model  year 
applicability.  The  requirements  of 
§85.2237  shall  apply  concurrently  for 
tests  conducted  under  Emission 
Performance  Warranty  on  1993  and 
earlier  model  year  vehicles  or  engines  in 
states  where  the  Administrator  Las 
approved  a  SIP  revision  providing  for 
implementation  of  test  procedures  as 
described  in  §§85.2213, 85.2215, 
85.2217,  85.2218,  85.2219,  or  85.2220 
no  later  than  December  31, 1995,  as  part 
of  an  expeditious  transition  to  more 
sophisticated  testing  equipment  or  a 
high-volume  test  only  inspection 
network,  after  which  the  requirements 
of  this  section  shall  solely  be  in  effect. 

(b)  Upon  failure  of  a  short  test,  the 
vehicle's  owner  or  operator  shall  be 
furnished  with  a  test  report  containing: 

(1)  Vehicle  description,  including 
license  plate  number,  vehicle 
identification  number,  weight  class,  and 
odometer  reading. 

(2)  Date  and  time  of  test. 

(3)  Name  or  identification  number  of 
the  individual  performing  the  test  and 
the  location  of  the  test  station  and  lane. 

(4)  Type  of  emission  test  performed. 

(5)  Applicable  emission  test 
standards. 

(6)  Test  results,  including  exhaust 
concentrations  for  each  mode  measured. 
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(i)  The  reported  exhaval 
conceDttations  shall  be  that  paix  of 
passing  exhaust  concentialions  or,  if 
none  are  obtained,  that  pair  of  failing 
WK^awrt.  cflocentrationo,  foe  wkiek  tka 
product  of  UC><>4lSl*COl  is  a  mwrinHiM. 

lii)  If  •  sscond-ckaac*  tast  is 
conducted  the  repoKted  ffxhawirt 
concentrations  shall  be  those  obtained 
from  the  sacand-chanc*  DasL 

C7)  A  stafeBonDt  tadicatag  dw 
availability  of  warranty  oovwags  as 
provided  in  section  207  of  the  Claaa  Air 
Act. 

(c)  The  test  report  shalT  certify  that  the 
short  test  was  performed  in  accordance 
with  tlMS»  reguIati<R)S  and,  in  th»  case 
of  servie»  statioR  based  pmgrann,  it 
shall  be  signed  by  the  hidiividaal  who 
performed  the  test. 

PART  86— CONTROL  OF  AIR 
POLLUTION  FROU  NEW  AND  W4JSE 
MOTOR  VEHICLES  AND  NEW  AND  IN- 
USE  MOTOR  VEHICLE  ENGINES: 
CERT1FICATI0M  AND  TEST 
PROCEDURES 

33.  The  authority  citatioa  for  part  8& 
continue&to  read  as  follows: 

Aatkorily:  Sks.  202.  203.  306. 206,  2€7,. 
20S,  215,  216.  217,  301(a)  of  tha  Clean  Air 
Act  as  amended;  42  U.S.C.  7521.  7522. 7524, 
7525.  7541.  7542.  7549,  7550,  7552,  and 
7601;  and  sec.  9701  of  the  Independent 
Offices  Appropriations  Act  (3t  U.S.C  9701). 

Subpart  A— {Amended] 

34.  Section  86.094-2  is  proposed  to  be 
amendad  by  adding  the  foUovriog 
deSnitiam  in  alpbabetiral  order: 

S86J0M-2    OafinMona. 

*  *        *        *        • 

Certification  Short  Test  means  the 
test,  fbf  ligikf-duty  vehiclw  aud  K0Jt- 
duty  trucks,  performed  in  accordmice 
with  the  procedures  contained  in  40 
CFR  part  86  subpart  0. 

35.  Section  86.094-3  is- amended  by 
revising  paragraph  (b)  to  read  as  follows: 

§86.094-3    AbbreMiattooa. 

•  •        •        •        • 

Q]  J  The  abbieviatioiu  ia  this  section 
apply  to  tins  su^Mit..  asd  also,  to 
subparts  B,  C,  E,  F,  G,  K,  M,  N,  O,  and 
P  ai  du  pait.  Mid  haw  Umi.  foBewng 
meanings: 

ALVW— Adjusted  Loe<fed  Vehide  Weight. 
CST— Cartlficatioa  Short  Taat 
OMNMHCE— CrgaaicMrtviat  Nba-MMfaaaa 

HjMlmcarfaeK  E^pavdaoiL 
nA— Particulate  MaHar. 
THO-Totei  Hydiscarboasi. 

3S.  SectioB  &Si.09*-9  is  proposed  to  be 
amended  by  adding  new  povgraphs 
(a)(l)(iii)  and  (a)(3)  to  read  as  follows: 


and  later  modal  year  light-duty  \ 

•  •        • 

(aXD*  • 

(iii)  CST  emissions  from  i 
fueled  Otto-c^de  li^-duty  vehicies 
measurad  and  c^cuWed  a%  acccvdanca 
wi&  aibport  O  of  this  pait  shall  not 
exceed: 

(A)  Hydrocarbons:  50  ppm  as  hexane. 
(B>  CacboB  aoBaaddar.  OJk%. 

(3)  The  standacda  sat  fovds  is 
paragraph  UNDU^^  of  tkis  sedios  taAir 

to  Are  esikanat  amittBd  diuing  die  CST 
as  sat  fozth  iit  subpart  O  of  tUs  part  and 
measured  and  calculated  ia  accovdoKa 
with  those  provisions 

•  •        •        •        • 

37.  Sectkn  86.004-9^18  proposed  to  be 
amended  by  adding  new  paragraphe 
(a)(l)^>  and  faK3)  to  reed  as  follows: 

186.094-9    EiNiaaieii8tan4ar^fer1M4 
and  later  modal  year  Ught-duty  trucka. 

(a)(1)*  •  • 

(v)  CST  emissions  from  gasoliae- 
fueled  Otto-cycle  li^t-duty  trucks 
measured  and  calculated  in  accocdanca 
widk  sul^Mzt  O  ol  this  pact  shall  aot 
exceed: 

(A)  Hydrocaifaonsr  50  ppoi  asbexane, 

(B)  CarboD  moDOxida:  0.2%. 

(3)  The  standards  set  forth  in 
paragraph  (aHt)(v)  of  this  section  refer 
to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpart  O  of  this  part  and 
measured  ami  calculated  in  accordasce 
with  those  pcovisions. 

38.  Section  86.094-24  is  proposed  to 
be  amended  by  adding  a  new  para^ph 
(b)(l)fxn)  to  read  as  follows: 

§86.094-24    Taat  vehicles  and  angkaa. 

•  •        •        •        • 

fil  •  •  • 

(xii)  For  CST  exhaast  eimssscm 
compliance  for  each  engine  faraily,  the 
Admmistratar  will  select  for  testing  one 
vehicla  from  among  tlw  vehiclee 
selected  in  accordance  with  pwa^aphs 
(b)(1)  (i)  througll  (iv)  of  t&is  section. 
This  vahida  skaH  be  tasted  by  die 
mamttfartiirBT  in  acccgdance  with  tW 
teat  piocBi^iras  sat  forth  in  subpart  O  of 
this  part. 

•  •       •        *       • 

39.  Section  §86.095-24  irprt^iasedeo 
be  amended  by  adding  a  new  paragraph 
(b)(lX»i>to  read  as  foQows: 

§86.09G-M   Ta 

•  •        • 

(b)«  •  • 
(D*  •  * 


(xii)  For  CST  exhaust  emission 
compliance  for  each  engine  fmaSiy,  die 
Administrator  will  select  for  testing  one 
Tchicie  from  amcmg  th«  vahiclas 
seloctsd  in  acoordaacs  with  paragraphs 
(b)(l}  fU  throng  (hr)  of  this  sactiste. 
This  vehicle  shall  be  tested  by  the 
manufacturer  in  accordance  with  tlw 
test  procedures  set  forth  in  subpart  O  of 
this  part. 

40.  Section  86.096-8  is  proposed  to  be 
amended  by  adding  new  paiagEapfaa 
(a)(l)(iri)  and  (a)(3]  to  read  as  follows: 


f».09«-8t   Emisa»si» 

and  later  modal  year  light-daly  ¥aWriss> 

(»»1)  •  '  • 

(iii)  CST  aBiasions  from  gasoHne- 
fucied  Otto-cyds  light-duty  vabicles 
measured  and  calculated  in  accordance 
with  sobpart  O  of  this  part  slull  not 
exceed: 

(A)  Hydrocarbons:  50  ppmi  as  hexane. 

(B)  Carbon  monoxide:  0.2%. 
•        •        •        •        • 

(3)  The  startdards  set  forth  in 
paragraph  (a)(l)(iii)  of  this  section  refer 
to  the  exhaust  emitted  dining  the  CST 
as  set  forth  in  subpart  O  of  this  part  and 
measured  6uid  calculated  in  accordance 
with  those  provisions. 

41.  Section  86.097-9  is  pireposed  to  be 
amended  by  adding  new  paragraphs 
(a)(l)tiv)  and  la)(3)  to  read  as  follows; 

§86JII7-9    Emiaetonatandar4afart9f7 
and  later  rkmM  year  HgM^My  tradia. 

(«)(1)  •  *  • 

(ir)  CST  emissioBS  from  gasolina- 
fueded  Ods>cycIe  ti^t-doty  trucks 
maasored  and  cakrulated  in  accordance 
with  subpart  O  of  this  pot  shafi  net 
exceed: 

(A)  Hydrocarbons  50  ppm  as  hexane. 

(&)  Cuban  monoxida:  0.2%. 

(3)  The  standards  set  forlb  b» 
paragraph  (a)(lKiv)  of  this  section  refer 
to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpvt  O  of  this  part  and 
measitfed  and  calcvleted  in  accordance 
with  those  provisions. 


Subpart  B — [Ainandedl 

42.  Section  86.116-90  is  proposed  t» 
be  amended  by  adding  parsfisph  (cX9) 
and  removing  and  reserving  paisyaph 
(d)(1)  to  read  as  follows: 


§86.1i6-«» 
overview. 


CaNbratians»  ftOQuancy  and 


(cl  •  •  • 

(S)  Qteek  the  oxidies  of  nitrogen 
converter  efficiency. 
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(d)  •  •  • 
(1)  {Reserved] 

•  •        •        •        • 

43.  Section  86.123-78  is  proposed  to 
be  amended  by  revising  paragraph  (a) 
introductory  text  to  read  as  follows: 

S  86.1 23-78    Oxide*  of  nitrogen  analyzer 
calibration. 

•  •        •        •        * 

(a)  Prior  to  introduction  into  service 
and  at  least  monthly  thereafter  the 
chemiluminescent  oxides  of  nitrogen 
analyzer  shall  be  checked  for  NOj  to  NO 
converter  efficiency.  Figure  B78-9  is  a 
reference  for  paragraphs  (a)(2)  through 
(11)  of  this  section. 

44.  Section  86.142-90  is  proposed  to 
be  amended  by  revising  paragraphs  (d), 
(e).  (f):  (g).  (h).  (i).  (k).  (1).  (m).  (o)  and 
(p),  and  removing  and  reserving 
paragraphs  (q)  and  (r)  to  read  as  follows: 

§86.142-90    Racords  raquirad. 

•  •         •         •        * 

(d)  Test  results. 

(e)  Driver  and  equipment  operator 
IDs. 

(f)  Vehicle:  ID  number,  manufacturer, 
model  year,  standards,  engine  family, 
evaporative  emissions  family,  basic 
engine  description  (including 
displacement,  number  of  cylinders, 
turbo-Zsupercharger  used,  and  catalyst 
usage],  fuel  system  (including  number 
of  carburetors,  number  of  carburetor 
barrels,  fuel  injection  type,  and  fuel 
tank(s)  capacity  and  location),  engine 
code,  gross  vehicle  weight  rating,  inertia 
weight  class,  actual  curb  weight  at  zero 
miles,  actual  road  load  at  50  mph  (80 
kph),  transmission  configuration,  axle 
ratio,  car  line,  system  miles,  idle  rpm, 
and  drive  wheel  tire  pressure,  as 
applicable. 

(gi  Dynamometer:  Dynamometer  ID, 
inertia  weight  setting,  indicated  power 
absorption  setting,  records  to  verify 
compliance  with  the  vehicle  speed 
versus  time  requirements  of  the  test,  and 
driving  distance  for  each  of  the  three 
phases  of  the  test,  calculated  from  the 
measured  roll  or  shaft  revolutions. 

(h)  Gas  analyzers:  Analyzer  bench  ID, 
analyzer  ranges,  recordings  of  analyzer 
output  during  zero,  span,  and  sample 
readings. 

(i)  Recorder  charts:  Test  number,  date, 
vehicle  ID,  operator  ID,  and 
identification  of  the  measurements 
recorded. 
•        •        •        •        * 

(k)  Temperatures:  Records  to  verify 
compliance  with  the  ambient 
temperature  requirements  throughout 
the  test  procedure  and  recordings  of 
vehicle  fuel  temperature(s)  during  the 
diurnal  test  and  of  the  enclosure 


temperatures  during  the  diurnal  and  hot 

oQoLr  tOStS. 

(1)  CFV  CVS:  Total  dilute  exhaust 
volume  (VnriO  for  each  phase  of  the 
exhaust  test. 

(m)  PDP  CVS:  Test  measurements 
required  to  calculate  the  V^i,.  Total 
dilute  exhaust  volume  (V™,)  for  each 
phase  of  the  exhaust  test. 
•       •        •        •        • 

(o)  Additional  required  records  for 
petroleum-fueled  and  methanol-fueled 
diesel  vehicles.  (1)  Pressure  and 
temperature  of  the  dilute  exhaust 
mixture  (and  background  air  if  sampled) 
at  the  inlet  to  the  gas  meter  used  for 
particulate  sampling. 

(2)  The  temperature  of  the  dilute 
exhaust  mixture,  inside  the  dilution 
tunnel  near  the  inlet  of  the  particulate 
probe. 

(3)  The  temperature  of  the  gas  flowing 
in  the  heated  sample  line  before  the 
heated  filter,  and  also  before  the  HFID, 
and  the  temperature  of  the  control 
system  of  the  heated  hydrocarbon 
detector. 

(4)  Gas  meter  or  flow  measurement 
instrumentation  readings  at  the  start  of 
each  sample  period  and  at  the  end  of ' 
each  sample  period. 

(5)  The  stabilized  pre-test  weight  and 
post-test  weight  of  each  particulate 
sample  and  back-up  filter. 

(6)  Continuous  temperature  and 
humidity  recording  of  the  ambient  air  in 
which  the  particulate  filters  were 
stabilized. 

(p)  Additional  required  records  for 
methanol-fueled  vehicles.  (1) 
Specification  of  the  methanol  fuel  used 
during  the  test. 

(2)  Volume  of  sample  passed  through 
the  methanol  sampling  system  and  the 
volume  of  deionized  water  in  each 
impinger. 

(3)  The  methanol  concentration  in  the 
reference  sample  and  the  peak  area  from 
the  GC  analyses  of  the  reference  sample. 

(4)  The  peak  area  of  the  GC  analyses 
of  the  test  samples  (methanol). 

(5)  Volume  of  the  sample  passed 
through  the  formaldehyde  sampling 
system,  and  the  volume  of  DNPH 
solution  in  each  impinger. 

(6)  The  formaldehyde  concentration 
in  the  reference  sample  and  the  peak 
area  from  the  HPLC  analysis  of  the 
reference  sample. 

(7)  The  peak  area  from  the  HPLC 
analysis  of  the  test  sample 
(formaldehyde). 

(8)  The  temperature  of  the  sample 
lines  before  the  HFID  and  the  impingers, 
and  the  temperature  of  the  control 
system  of  the  heated  hydrocarbon 
detector. 

(q)  [Reserved] 


(r)  [Reserved] 

45.  The  heading  for  subpart  D  is 
revised  to  read  as  follows: 

Subpart  D— Emiasion  Regulationa  for 
Naw  Qaaollna-Fualad  and  Diaaal- 
Fualad  Heavy-Outy  Enginaa;  Gaaaoua 
Exhauat  Taat  Procaduraa 

46.  Section  86.319-79  is  proposed  to 
be  amended  by  revising  paragraph  (b)  to 

read  as  follows: 

186.319-79    Analyxar  check*  and 
calitM-ation*:  frequency  and  overview. 

•        •        •        •        * 

(b)  At  least  monthly  during  testing, 
check  the  NO,  converter  efficiency,  as 
described  in  §86.332. 

47.  Section  86.332-79  is  proposed  to 
be  amended  by  revising  paragraph  (a) 
and  removing  and  reserving  paragraphs 
(d)  and  (e)  to  read  as  follows: 


S  86.332-79 

calibration. 


Oxide*  of  nibogan  analyzer 


(a)  At  least  monthly  during  testing, 
perform  a  converter  efficiency  check  as 
described  in  paragraph  (b)  of  this 
section.  Perform  a  monthly  linearity 
check  as  described  in  paragraph  (c)  of 
this  section. 

•  •        •        *        • 

(d)  [Reserved] 

(e)  [Reserved] 

Subpart  F— {Amended] 

48.  Section  86.516-90  of  subpart  F  is 
proposed  to  be  amended  by  adding  a 
new  paragraph  (c)(3)  and  removing  and 
reserving  paragraph  (d)(1)  to  read  as 
follows: 

S86.516-90.    CaHbrationa,  frequency  and 
overview. 

•  •        •        •        • 

(c)  *  •  • 

(3)  Check  the  oxides  of  nitrogen 
converter  efficiency. 

(d)  *  •  • 

(1)  [Reserved] 

49.  Section  86.523-78  is  proposed  to 
be  amended  by  revising  paragraph  (a) 
introductory  text  to  read  as  follows: 


186.523-78 
calibration. 


Oxidae  of  nitrogen  analyzer 


(a)  Prior  to  introduction  into  service 
and  at  least  monthly  thereafter,  if  oxides 
of  nitrogen  are  measured,  the 
chemiluminescent  oxides  of  nitrogen 
analyzer  shall  be  checked  for  NO2  to  NO 
converter  efficiency.  Figure  F78-8  is  a 
reference  for  paragraphs  (a)(1)  through 
(11)  of  this  section. 
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Subpart  G-jAmandaJl 

50.  Section  86.608-94  is  proposed  to 
be  added  to  read  a*  Miewsr 


SectioB  aB.60ft-M  iaaudsatnt  ti»( 

§  86.608-90.  Whoa  •  ptn^afh  in 
§  86.608-90  is  identic^  and  applicable 
to  §  86.608-94,  this  may  be  indicated  by 
specifying  the  coiiaip<«tlingpiin§iii|ih 
and  the  statement  "IReservedf.  For 
gmdance  see  §86.609-90."  Where  a 
corresponding  paragraph  of  5  85.60S-90 
is  not  applicabk.thiftMiadiBatodby-tbe 
statomeoL  "IRaservedL." 

[al  The  prescribed  test  procaduna  aia 
the  FTP  as  described,  in  subpeit  B  eCtkis 
pert,  the  cold  temperatura  CO  tasi 
procedure  as  described  in  sirf}part  C  af 
this  part,  aad  the  CST  as  described  ia 
subpart  O  of  this  part.  For  purposas  of 
Selective  En£i3rcemeiit  Audit  tasting.  ^ 
manufacturer  shall  not  pertotm  any  of 
the  test  procedures  in  subpart  E  of  this 
part  relating  to  evaporative  amission 
testing,  except  as  specified  in  paragraph 
(a)(2)  of  §  86.608-90. 

U)  The  Administrator  nuy  select  and 
prescribe  the  sequence  of  any  CSTs. 
Further,  the  Administrator  may.  oa  the 
basis  of  a  >ArTittea  application  by  a 
manufacturer,,  approve  optional  test 
pEQcadures  other  thaa  those  in  subparts 
B,  C  and  O  of  this  part  for  any  motor 
vahicla  wthich  be  datanniBea  is  not 
susceptible  to  satisfactory  testing  using 
the  proceduros  in  subparts  B,  C,  and  O 
of  this  part. 

(a)(Z)  through  (aKa>  LRasarvedl.  For 
guidance  see  §  86.608-90. 

(a)(4)  The  exceptions,  to  the  test 
procedures  in.  subpart  O  of  this  part  acd' 
applicable  to  Selective  Enfoccement 
Audit  testing  are  hsted  in  paragraphs 
(aU4)(i)  and  (ii)  of  this  section. 

(i)  The  manufacturer  need  not  comply 
with  §  86. 1442,  since  the  records 
required  therein  are  provided  under 
other  provisions  of  subpart  G  of  this 
part. 

(ii)  In  addition  to  the  requiramants  of 
subpart  O  of  this  part  the  manufacturer 
shall  prepare  vehicles  as  in  paragiaphs 
(aj(4)(ii)  (A)  through  (Q  prior  to  exhaust 
emission  testing. 

(A)  The  manufacturer  shall  inspect 
the  fuel  system  to  iasure  tha  absence  of 
any  leaks  of  liquid  or  vapor  to  the 
atmosphere  by  applying  a  pressure  of 
14.5±Q.5  inches  of  water  to  the  fuel 
system,  allowing  the  pcessura  to 
stahilize.^  aiui  isolatiog^tha  &iai  system 
ht)m  the'  prassuca  souaca,  prassura  BUtst 
not  drop  more  thaa  2.0  inches  of  vuaier 
in  five  miautes.  If  required,  the 
raaiuifacturer  shall  parCorm  corrective 
action  in  accordance  with  this  section 


andrapofi^ia 
with§86.fia9. 

(i^  Wkaa  pevfaimiBgtfaia  pi 
checi:,  the  manufacttHW  aballi  i 
care  to  neither  purge  nor  load  th» 
evaporative  systam. 

(Q  The  manufadurar  shaB  not  modily 
the  test  vehicle's  evaporativa  eauaeion 
control  system  by  component  addition, 
diiii>i«w,  er  aaLitihition. 

(14  thnni^  &>  [Raaanradi.  Foa 
guidance  see  $  86.608-90. 

51.  A  new  §  86.609-94  is  proposed  to 
be  added  to  read  as  follows: 

fS&sas-M   Ca>ctilattan,awd  rapartiag  el 
tMtraauRa. 

SectioB  8fL609p-94  ioclxkdes  taoct  thai 
specifies  requirements  that  diffier  from 
§  86.609-84.  Where  a  paca^spb  in 
§  86.609-84  is  identical  and  appUcahla 
to  §  86.609^-94,  this  noay  be  indicatad  by 
specifying  the  corresponding  paragraph 
and  the  statement  "[RaservedJ.  For 
guidance  see  §  86.609-84."  Where  a 
conaapoitding  paragraph,  of  §.86.609-84 
ia  not  applicable,  this  is  indicatad  hy  the 
statement  "(EeservedJ." 

(a)  Initial  test  results  are  calculated 
following  the  Federal  Test  Procedure 
and  the  CST  specified  in  paragraph 

§  86.608(a).  Round  tha  initial  test  results 
to  the  Btimber  of  decimal  places 
contained  in  the  applicable  emission 
standard  expressed  to  one  add^ianal 
sigmficaBt  figure,  in,  accocdance  with 
ASTM  E  29t-90  ("Standard  practice  for 
using  significant  digits  in  test  data  to 
determine  conformance  with 
specifications."  Aararican  Society  for 
Testing  and  Materials.  1990).  Copies 
may  ba  obtained  from  Americas  Society 
for  Testing  and  Materials,  1916  Race  St, 
Philadelphia,  PA  19103.  Copies  n»ay  be 
inspected  at  the  EPA  Docket  Office, 
Room  M-1500, 401  M  Street  SW., 
Washington,  DC  20460. 

(b)  Final  test  results  for  each  test 
vehicle  shall  be  calculated  by  somming 
the  initial  test  results  within  a  specific 
CST  or  FTP  derived  in  paragraph  (a)  of 
this  section  for  each  test  vehicla, 
dividing  by  the  number  of  times  that 
specific  CST  or  FTP  has  been  conducted 
on  the  vehicle,  and  rounding.,  in 
accordance  with  ASTM  E  29-90  (as 
referenesd  in  paragraph  (al  of  this 
section),  to  the  same  number  of  decimal 
places  to  the  tight  of  tha  dacimai  ptnal 
as  the  initial  tast  resuks. 

(c)  Final  deteriorated  test  results.  (1) 
The  final  deteriorated  test  resalts  for 
each  li^t-duty  vehicle  tasted  in 
accordaDca  with  subpart  B  of  this  i>art 
aia  calculated  by  laultiplying  tha  final 
test  results  by  thaappzopriate 
deterioration  factor  derived  ftom  tha 
certification  process  for  tha  aogiBe 
family  and  model  year  to  which  the 


salactad  Qm)figaralia»  balanga  and 
■ookdad  in  accosdMK*  wilb  ASTM  F 
29-96  iaa  laiaruicad  is  pvagiMk  (a>  of 
this  aacticR)  to  tw»  ngpificaat  igajas. 
For  tJM  purpoaa  ei  Ikis  parapapti.  If  a 
datariaaition  hcter  as  coaamrterf  dnriBg 
the  certification  procaas  is  lesa  than  ona, 
that  datanorakian  kctor  thetl  ba  ona^ 

(2)  Tlura  aca  no  datanoratieD  iadan 
for  h^ft-duty  wakidaa  tasted  in 

with  subpart  O  oi  thta  past 
far  tfia  CST  tha  tnm  "insl 
detariaiatad  tast  results"  shattraaaas  tte 
final  test  results  derived  ia  paiapaph 
(b)  of  tlkia  aactioo  for  each  laat  vdndflw 
rounded  to  tha  same  number  of 
significant  figures  coatainad  is  tba 
applicable  stasidard  m  atcardanca  vridk 
ASTM  E  29-90  (as  rafarancad  in 
pasagraph  (a^  of  this  section). 

(dJlRasarvad].  For  guidance  sea 
§86.609-84. 

52.  A  new  §86.610-94  is  propoeed  to 
ha  added  to  reed  as  follows: 

i86.«tO-04    CoiapUanca  wW)  accairtaMa 
qoatNy  level  and  paaaing  and  falling  criteria 
for  Salaefiva  Entoreamant  Audita. 

(a)*  The  prescribed  acceptable  quality 
level  is  4Q  percent. 

(b)  A  foiled  vehicle  is  one  whose  final 
deteriorated  test  results  pursuant  to 
paragraph  §  86.609fc).  for  one  or  mow  of 
the  appIieaUe  e^dianst  pollutants, 
exceed  the  applicable  emission 
standard.  For  the  CST  as  described  in 
subpart  O  of  this  part,  a  vehicle  foil 
determination  is  made  if  the  final 
deteriorated  test  resuhs  for  HC  and/or 
CO  emissions  from  any  CST  exceed  the 
applicable  emission  standard. 

fc)  Ptiss/fail  criteria.— {1)  FTP  criteria. 
The  raanufecturer  shall  test  vehicles 
comprising  tha  test  sample  until  a  pass 
decision  is  reached  for  all  pwlhitants,  or 
a  fail  decision  is  reached  for  one 
pollutant.  A  pass  decision  is  reached 
when  the  cumulative  number  of  failed 
vehicles,  as  defined  in  paragraph  (b)  of 
this  section,  for  each  pollatant  is  (esa 
than  or  equal  to  the  hil  decision 
number  appropriate  to  tha  cumuladv* 
number  of  vehicles  tested.  A  fail 
decision  is  reached  when  the 
cumulative  number  of  failed  vehicles  foi 
one  pollutant  is  greater  than  or  equal  to 
the  fail  decision  number  appropriate  to 
the  cumulative  number  of  vehicles 
tested.  The  pass  and  fail  decision 
numbers  associated  with  the  cumulatire 
number  of  vehicles  tested  are 
determmed  by  use  of  the  Tables  in 
Appendix  XI  to  this  part  appropriate  for 
the  annual  projected  safes  as  made  by 
the  manufacturer  in  its  report  submitted 
under  40  CFR  60O.207-8O(aK2)  (the 
Automobile  Fuel  Economy  Regulations^. 
In  the  TaUas  ia  Appendix  XI,  sauiplkig 
plei  "Aaga"  lafats  to  tbe  cumulakiw 
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number  of  vehicles  tested.  Once  a  pass 
decision  has  been  made  for  a  particular 
pollutant,  the  number  of  vehicles  whose 
final  deteriorated  test  results  exceed  the 
emission  standard  for  that  pollutant 
shall  not  be  considered  any  further  for 
purposes  of  the  audit. 

(2)  CST  criteria.  The  manufacturer 
shall  test  vehicles  comprising  the  test 
sample  until  a  pass  or  fail  decision  is 
reached  for  the  CST.  A  pass  decision  is 
reached  when  the  cumulative  number  of 
failed  vehicles,  as  defined  in  paragraph 
(b)  of  this  section,  for  the  CST  is  less 
than  or  equal  to  the  pass  decision 
number  appropriate  to  the  cumulative 
number  of  vehicles  tested.  A  fail 
decision  is  reached  when  the 
cumulative  number  of  failed  vehicles  for 
the  CST  is  greater  than  or  equal  to  the 
fail  decision  number  appropriate  to  the 
cumulative  number  of  vehicles  tested. 
The  pass  and  fail  decision  numbers 
associated  with  the  cumulative  number 
of  vehicles  tested  are  determined  by  use 
of  the  Tables  in  Appendix  XI  to  this  part 
appropriate  for  the  annual  projected 
sales  as  made  by  the  manufacturer  in  its 
report  submitted  under  40  CFR 
600.207-80(a)(2)  (the  Automobile  Fuel 
Economy  Regulations).  In  the  Tables  in 
Appendix  XI,  sampling  plan  "stage" 
refers  to  the  cumulative  number  of 
vehicles  tested.  Once  a  pass  decision 
has  been  made  for  the  CST,  the  number 
of  vehicles  whose  final  deteriorated  test 
results  exceed  the  emission  standard  for 
the  CST  shall  not  be  considered  any 
further  for  purposes  of  the  audit. 

(d)  Passing  or  failing  of  an  SEA  occurs 
when  the  decision  is  made  on  the  last 
vehicle  required  to  make  a  decision 
under  paragraph  (c)  of  this  section. 

(e)  The  Administrator  may  terminate 
testing  earlier  than  required  in 
paragraph  (c)  of  this  section. 

Subpart  H — [Amended] 

53.  Section  86.708-94  is  proposed  to 
be  amended  by  adding  new  paragraphs 
(a)(1)  (iii)  and  (a)(3)  to  read  as  follows: 

|686.70a-94    In-UM  wniMion  staiHtords 
for  1994  and  later  modal  yaar  light  duty 
vehiclea. 


(a)(1)*  *  * 

(iii)  CST  emissions  from  gasoline- 
fiieled  Otto-cycle  light-duty  vehicles 
measured  and  calculated  in  accordance 
with  subpart  0  of  this  part  shall  not 
exceed: 

(A)  Hydrocarbons:  220  ppm  as 
hexane. 

(B)  Carbon  monoxide:  1.2%. 

(3)  The  standards  set  forth  in 
paragraph  (a)(l)(iii)  of  this  section  refer 


to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpart  0  of  this  part  and 
measured  and  calculated  in  accordance 
with  those  provisions. 

54.  Section  86.708-98  is  proposed  to 
be  amended  by  adding  new  paragraphs 
(a)(l)(iii)  and  (a)(3)  to  read  as  follows: 

S  686.708-08    ln-ua«  amiaalon  atandarda 
for  1998  and  latar  modal  yaar  light  duty 
vehldaa. 

•  •        •        •        • 

(a)(1)*  *  * 

(iii)  CST  emissions  from  gasoline- 
fueled  Otto-cycle  light-duty  vehicles 
measured  and  calculated  in  accordance 
with  subpart  0  of  this  part  shall  not 
exceed: 

(A)  Hydrocarbons:  220  ppm  as 
hexane. 

(B)  Carbon  monoxide:  1.2%. 

•  •        •        •        * 

(3)  The  standards  set  forth  in 
paragraph  (a)(l)(iii)  of  this  section  refer 
to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpart  O  of  this  part  and 
measured  and  calculated  in  accordance 
with  those  provisions. 

55.  Section  86.709-94  is  proposed  to 
be  amended  by  adding  new  paragraphs 
(a)(l)(iv)  and  (a)(3)  to  read  as  follows: 

S  86.709-94    kt-uaa  amiaalon  atandarda  for 
1994  and  latar  modal  yaar  light-duty  trucka. 

(a)(1)*  *  * 

(v)  CST  emissions  from  gasoline- 
fueled  Otto-cycle  light-duty  trucks 
measured  and  calculated  in  accordance 
with  subpart  O  of  this  part  shall  not 
exceed: 

(A)  Hydrocarbons:  220  ppm  as 
hexane. 

(B)  Carbon  Monoxide:  1.2%.     < 

(3)  The  standards  set  forth  in 
paragraph  (a)(l)(v)  of  this  section  refer 
to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpart  O  of  this  part  and 
measured  and  calculated  in  accordance 
with  those  provisions. 

56.  Section  86.709-99  is  proposed  to 
be  amended  by  adding  new  paragraphs 
(a)(lHiv)  and  (a)(3)  to  read  as  follows: 

186.709-99    kv-uaa  amiaalon  atandarda  for 
1999  and  latar  modal  yaar  light-duty  truelca. 

(a)(1)  *  *  * 

(iv)  CST  emissions  from  gasoline- 
fueled  Otto-cycle  light-duty  trucks 
measured  and  calculated  in  accordance 
with  subpart  O  of  this  part  shall  not 
exceed: 

(A)  Hydrocarbons:  220  ppm  as 
hexane. 


(8)  Carbon  monoxide:  1.2%. 

•        •        •        •        • 

(3)  The  standards  set  forth  in 
paragraph  (a)(l)(iv)  of  this  section  refer 
to  the  exhaust  emitted  during  the  CST 
as  set  forth  in  subpart  O  of  this  part  and 
measured  and  calculated  in  accordance 
with  those  provisions. 


Subpart  K— {Amended] 

57.  A  new  §  86.1008-94  is  proposed 
to  be  added  to  read  as  follows: 

186.1008-84    Taat  procaduraa. 

Section  86.1008-94  includes  text  that 
specifies  requirements  that  differ  from 
§86.1008-90.  Where  a  paragraph  in 
§  86.1008-90  is  identical  and  applicable 
to  §  86.1008-94,  this  may  be  indicated 
by  specifying  the  corresponding 
paragraph  and  the  statement 
"(Reserved).  For  guidance  see 
§  86.1008-90."  Where  a  corresponding 
paragraph  of  §  86.1008-90  is  not 
applicable,  this  is  indicated  by  the 
statement  "(Reserved)." 

(a)(1)  For  heavy-duty  engines,  the 
prescribed  test  procedure  is  the  Federal 
Test  Procedure  as  described  in  subparts 
N.  Land  P  of  this  part. 

(2)  For  light-duty  trucks,  the 
prescribed  test  procedures  are  the  FTP 
as  described  in  subparts  B.  C.  and  P  of 
this  part  and  the  CST  as  described  in 
subpart  O  of  this  part.  The  manufacturer 
shall  not  perform  the  evaporative 
emission  test  procedure  contained  in 
subpart  B.  The  Administrator  may. 
based  on  advance  application  by  a 
manufacturer,  approve  optional  test 
procedures  for  use  in  Selective 
Enforcement  Audit  Testing. 

(a)(3)  (Reserved).  For  guidance  see 
§86.1008-90. 

(a)(4)  When  testing  light-duty  trucks 
the  following  exception  to  the  test 
procedures  in  subpart  O  is  applicable: 

(i)  The  manufacturer  need  not  comply 
with  §  86.1442,  since  the  records 
required  therein  are  provided  under 
other  provisions  of  subpart  K  of  this 
part. 

(ii)  In  addition  to  the  requirements  of 
subpart  O  of  this  part  the  manufacturer 
shall  prepare  vehicles  as  described  in 
paragraphs  (a)(4)(ii)  (A)  through  (C)  of 
this  section  prior  to  exhaust  emission 
testing. 

(A)  The  manufacturer  shall  inspect 
the  fuel  system  to  insure  the  absence  of 
any  leaks  of  liquid  or  vapor  to  the 
atmosphere  by  applying  a  pressure  of 
14.5  ±0.5  inches  of  water  to  the  fuel 
system,  allowing  the  pressure  to 
stabilize,  and  isolating  the  fuel  system 
from  the  pressure  soiuce.  pressure  must 
not  drop  more  than  2.0  inches  of  water 
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in  five  minutes.  If  leqiured,  the 
manufacturer  shall  perfonn  corrective 
action  in  accordance  with  this  section 
and  report  this  action  in  accordance 
with  §86.1009. 

(B)  When  performing  this  pressure 
check,  the  manufacturer  shall  exercise 
care  to  neither  purge  nor  load  the 
evaporative  system. 

(C)  The  manufacturer  shall  not  modify 
the  test  vehicle's  evaporative  emission 
control  system  by  component  addition, 
deletion,  or  substitution. 

(a)(5)  (Reserved).  For  guidance  see 
§86.1008-90. 

(a)(6)  The  Administrator  may  select 
and  prescribe  the  sequence  of  any  CSTs. 
Further,  the  Administrator,  may  on  the 
basis  of  a  written  application  by  a 
manufacturer,  prescribe  minor  test 
procedure  variations  from  those  set 
forth  in  paragraphs  (a)(1)  and  (a)(2)  of 
this  section  for  any  heavy-duty  engine 
or  light-duty  truck. 

(b)  throu^  {g)(2)  [Reservedl.  For 
guidance  see  §  86.1008-90. 

(g)(3)  Light-duty  truck  manufacturers 
shall  complete  emission  testing  at  their 
facility  on  a  minimum  of  four  vehicles 
per  24-hour  period,  including  each 
voided  test. 

(g)(4)  through  (i)  [Reserved).  For 
guidance  see  §  86.1008-90. 

58.  A  new  §86.1009-94  is  proposed 
to  be  added  to  read  as  follows: 

§86.1009-^    Calculation  and  reporting  of 
t«st  rasults. 

Section  86.1009-94  includes  text  that 
specifies  requirements  that  differ  from 
§  86.1009-84.  Where  a  paragraph  in 
§86.1009-84  is  identical  and  applicable 
to  §  86.1009-94,  this  may  be  indicated 
by  specifying  the  corresponding 
paragraph  and  the  statement 
"(Reservedl.  For  guidance  see 
§  86.1009-84."  Where  a  corresponding 
paragraph  of  §  86.1009-84  is  not 
appiicable,  this  is  indicated  by  the 
statement  "(Reserved)." 

(a)  Initial  test  results  are  calculated 
following  the  FTP  and  the  CST  specified 
in  paragraph  §  86.1008(a).  Round  these 
results  to  the  number  of  decimal  places 
contained  in  the  applicable  emission 
standard  expressed  to  one  additional 
significant  figure,  in  accordance  with 
ASTM  E  29-90  ("Standard  practice  for 
using  significant  digits  in  test  data  to 
determine  conformance  with 
specifications,"  American  Society  for 
Testing  and  Materials.  1990) .  Copies 
may  be  obtained  from  American  Society 
for  Testing  and  Materials,  1916  Race  St.. 
Philadelphia,  PA  19103.  Copies  may  be 
inspected  at  the  EPA  Docket  Office, 
room  M-1500.  401  M  Street.  SW.. 
Washington,  DC  20460. 


(b)  Final  test  results  are  calciilated  by 
simiming  the  initial  test  results  within 
a  specific  CST  or  FTP  derived  in 
paragraph  (a)  of  this  section  for  each  test 
engine  or  vehicle,  dividing  by  the 
number  of  times  that  specific  CST  or 
FTP  has  been  conducted  on  the  engine 
or  vehicle,  and  rounding  in  accordance 
with  ASTM  E  29-90  (as  referenced  in 
paragraph  (a)  of  this  section)  to  the  same 
number  of  decimal  places  contained  in 
the  applicable  stanoard  expressed  to 
one  additional  significant  figure. 

(c)  Introductory  text  through  (c)(2) 
(Reserved).  For  guidance  see  §  86.100d- 
84. 

(c)(3)  There  are  no  deterioration 
factors  for  U^t-duty  vehicles  tested  in 
accordance  with  subpart  O  of  this  part. 
Accordingly,  for  the  CST  the  term  "final 
deteriorated  test  results"  shall  mean  the 
final  test  results  derived  in  paragraph 
(b)  of  this  section  for  each  test  vehicle. 

(4)  The  final  deteriorated  test  results 
are  rounded  to  the  same  number  of 
significant  figures  contained  in  the 
applicable  standard  in  accordance  with 
ASTM  E  29-90  (as  referenced  in 
paragraph  (a)  of  this  section). 

(dnReservedj.  For  guidance  see 
§86.1009-64. 

59.  A  new  §  86.1010-94  is  proposed 
to  be  added  to  read  as  follows: 

186.1010-94  Compliance  with  acceptable 
quality  level  and  passing  and  falling  criteria 
for  Selective  Enforcement  Audits. 

(a)  The  prescribed  acceptable  quality 
level  is  40  percent. 

(b)  A  failed  engine  or  vehicle  is  one 
whose  final  deteriorated  test  results 
pursuant  to  paragraph  §  86.1009(c),  for 
one  or  more  of  the  applicable  exhaust 
pollutants,  exceed  the  applicable 
emission  standard  or  compliance  level. 
For  the  CST  as  described  in  subpart  O 
of  this  part,  a  vehicle  fail  determination 
is  made  if  the  final  deteriorated  test 
results  for  HC  and/or  CO  emissions  from 
any  CST  exceed  the  applicable  emission 
standard. 

(c)  Pass/fail  criteria — (1)  FTP  criteria. 
The  manufacturer  shall  test  heavy-duty 
engines  or  light-duty  trucks  comprising 
the  test  sample  until  a  pass  decision  is 
reached  for  all  pollutants,  or  a  fail 
decision  is  readied  for  one  pollutant.  A 
pass  decision  is  reached  when  the 
cumulative  number  of  failed  engines  or 
vehicles,  as  defined  in  paragraph  (b)  of 
this  section,  for  each  pollutant  is  less 
than  or  equal  to  the  past  decision 
number  appropriate  to  the  cumulative 
number  of  engines  or  vehicles  tested.  A 
fail  decision  is  reached  when  the 
cumulative  number  of  failed  engines  or 
vehicles  for  one  or  more  pollutants  is 
greater  than  or  equal  to  the  fail  decision 
number  appropriate  to  the  cumulative 


number  of  engines  or  vehicles  tested. 
The  pass  and  fail  decision  numbers 
associated  with  the  cumulative  number 
of  engines  or  vehicles  tested  are 
determined  by  use  of  the  Tables  in 
Appendix  X  to  this  part  appropriate  to 
the  projected  sales  as  made  by  the 
heavy-duty  engine  manufacturer  in  its 
Application  for  Certification  or  as  made 
by  the  Ught-duty  truck  manufacturer  as 
made  in  its  report  submitted  under  40 
CFR  600.207-80(a)(2)  (the  Automobile 
Fuel  Economy  Regulations).  In  the 
Tables  in  Appendix  X  to  this  part. 
sampling  plan  "stage"  refers  to  the 
cumulative  number  of  engines  or 
vehicles  tested.  Once  a  pass  or  fail 
decision  has  been  made  for  a  particular 
pollutant,  the  number  of  engines  or 
vehicles  whose  final  deteriorated  test 
results  exceed  the  emission  standard  or 
compliance  level,  if  applicable,  for  that 
pollutant  shall  not  be  considered  any 
further  for  purposes  of  the  audit. 

(2)  CST  criteria.  The  manufacturer 
shall  test  vehicles  comprising  the  test 
sample  until  a  pass  or  fail  decision  is 
reached  for  the  CST.  A  pass  decision  is 
reached  when  the  cumulative  number  of 
failed  vehicles,  as  defined  in  paragraph 
(b)  of  this  section,  for  the  CST  is  less 
than  or  equal  to  the  pass  decision 
number  appropriate  to  the  cumulative 
number  of  vehicles  tested.  A  fail 
decision  is  reached  when  the 
cumulative  number  of  failed  vehicles  for 
the  CST  is  greater  than  or  equal  to  the 
fail  decision  number  appropriate  to  the 
cumulative  number  of  vehicles  tested. 
The  pass  and  fail  decision  numbers 
associated  with  the  cumulative  number 
of  vehicles  tested  are  determined  by  use 
of  the  Tables  in  Appendix  XI  to  this  part 
appropriate  for  the  annual  projected 
sales  as  made  the  manufacturer  in  its 
report  submitted  under  40  CFR 
600.207-80(a)(2)  the  Automobile  Fuel 
Economy  Regulations).  In  the  Tables  in 
Appendix  XI,  sampling  plan  "stage" 
refers  to  the  cumulative  number  of 
vehicles  tested.  Once  a  pass  decision 
has  been  made  for  the  CST,  the  number 
of  vehicles  whose  final  deteriorated  test 
results  exceed  the  emission  standard  for 
the  CST  shall  not  be  considered  any 
further  for  purposes  of  the  audit 

(d)  Passing  or  failing  of  an  SEA  occurs 
when  the  decision  is  made  on  the  last 
vehicle  required  to  make  a  decision 
under  paragraph  (c)  of  this  section. 

(e)  The  Administrator  may  terminate 
testing  earlier  than  required  in 
paragraph  (c)  of  this  section. 

Subpart  N— {Amended] 

60.  Section  86.1318-90  is  proposed  to 
be  amended  by  adding  a  new  paragraph 
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(b)(3)  and  removing  and  reserving 
paragraph  (c)(1)  to  read  as  follows: 


186.1316-90 
ovwvtow. 


CaHbralions;  fraqusncy  end 


(3)  Check  the  oxides  of  nitrogen 
converter  efficiency, 
(c)  •  •  • 
(1)  (Reserved) 

61.  Section  86.1323-«4  is  to  be 
amended  by  revising  paragraph  (a) 
introductory  text  to  read  as  follows: 


$86,132^-84 
calibration. 


OxtdM  of  nMrogan  anatynr 


(a)  Prior  to  introduction  into  service 
and  at  least  monthly  thereafter,  the 
chemiluminescent  oxides  of  nitrogen 
analyzer  shall  be  checked  for  NO2  to  NO 
converter  efficiency.  Figure  N84-9  is  a 
reference  for  paragraphs  (a)  (1)  through 
(11)  of  this  section. 

62.  A  new  subpart  O  is  proposed  to 
be  added  to  read  as  follows: 

Subpart  O    Cmiaaton  Reguiationa  for  Naw 
GaaoHna^iMlad  OtIoCycta  UgtiKOaty 
VaMdas  and  Naw  Gaadina-Fualad  OOo- 
Cycia  Ughl-Outy  Trucks;  Cantflcation  Short 
Taat  Procaduf  as 


86.1401-94 
86.1402-94 
86.1403-94 
86.1404-94 


Scope;  applicability. 
Deflnitions. 
Abbreviations. 
Section  numbering: 
coQstructioD. 
86.1405-94    Introduction;  structure  of 

subpart. 
86.1406-94    Equipment  required  and 

specifications;  overview. 
B6. 1407-94    IReservedl 
86.1408-94    Dy-namometer. 
86.1409-94  through  §  86.1410-94 

[Reserved  I 
86.1411-94    Exiiaust  gas  analysis  system 
66.1412-94    [Reserved] 
86.1413-94    Fuel  specifications. 
86.1414-94  through  §  86.1415-94 

[Reserved] 
86.1416-94    CaIil>ration:  frequency  and 

overview. 
86.1417-94  through  S  86.1421-94 

(Reservedl 
86.1422-94    Anal3rzer  calibration. 
86.1423-94  through  $  86.1425-94 

jReserved] 
86.1426-94    Calibration  of  other  equipment. 
86.1427-94    Certification  Short  Test 

procedure;  overview. 
86.1428-94  through  $  86.1429-94 

[Reserved] 
86.1430-94    Test  saqusnca:  general 

requirements. 
86.1431-94    [Reservedl 
86.1432-94    Vehicle  preparation. 
86.1433-94  through  5  86.1436-94 

[Reserved] 
86.1437-94    Test  nm— manu&ctiuw. 


86.1438-94    Test  run— EPA. 
86.1439-94  through  5  86.1441-94 

[Reserved] 
86.1442-94    Information  required. 

Subpart  O— Emlsalon  RaguiaUona  for 
Naw  GaaoNna-Fualad  Otto-Cyda  \J^- 
Duty  Vahidas  and  Naw  GUwoUna- 
Fuaiad  Otto-Cyda  Ught-Outy  Trucka; 
Cartlflcatlon  Short  Taat  Procaduraa 

86.1401-44    Scope;  appHcabHity. 

This  subpart  contains  CST  procedures 
for  gasoline-fueled  Otto-cycle  light-duty 
vehicles,  and  for  gasoline-fueled  Otto- 
cycle  lig^t-duty  trucks.  It  applies  to 
1994  and  later  model  years. 

686.1402-04    DaRnitiona. 

The  definitions  in  §  86.094-2  of 
subpart  A  of  this  part  apply  to  this 
subpart. 

686.1403-94    Abbraviationa. 

The  abbreviations  in  §  86.094--3  of 
subpart  A  of  this  part  apply  to  this 
subpart 

686.1404-94    Section  numbaring; 
conatruction. 

(a)  The  model  year  of  first-chance 
applicability  is  indicated  by  the  section 
number.  The  two  digits  following  the 
hyphen  designate  the  first  model  year 
for  which  a  section  is  effective.  A 
section  remains  effective  until 
superseded. 

Example:  Section  86.1411-94  applies  to 
the  1994  and  subsequent  model  years  until 
superseded.  If  §86.1411-96  is  promulgated, 
it  ivould  take  effect  beginning  with  the  1996 
model  year.  Section  86.1411-94  would  apply 
to  model  years  1994  through  1995. 

(b)  A  section  reference  without  a 
model  year  suffix  refers  to  the  section 
applicable  for  the  appropriate  model 
year. 

(c)  All  provisions  in  this  subpart 
apply  to  gasoline-fueled  Otto-cycle 
light-duty  vehicles  and  to  gasoline- 
fueled  Otto-cycle  light-duty  trucks. 

i86.140S-04    Introduction;  atructura  of 
subpart. 

(a)  This  subpart  describes  equipment 
and  the  procedures  required  to  perform 
the  CST  on  gasoline- fueled  Otto-cycle 
light-duty  vehicles  and  gasoline-fueled 
Otto-cycle  light-duty  trucks.  Subpart  A 
of  this  part  sets  forth  the  testing 
requirements,  reporting  requirements 
and  test  intervals  necessary  to  comply 
with  EPA  certification  procedures, 
subpart  H  of  this  part  sets  forth  the 
standards  for  in-use  testing,  and  part  85, 
subpart  W  of  this  chapter  sets  forth  the 
testing  requirements  for  inspection  and 
maintenance  testing  (which  also  may  be 
utilized  as  part  of  the  CST  as  defined  in 
this  subpart). 


(b)  Three  topics  are  addressed  in  diis 
subpart  Sections  86.1406  through 
86.1413  sat  forth  specifications  and 
equipment  requirements;  §§  86.1416 
through  86.1426  discuss  calibration 
methods  and  fi^quency;  and  test 
procedures  and  data  requirements  are 
listed  in  §§86.1427  through  86.1442. 

186.1406-84    Equipmanlraquiradand 
apaeWcadooa;  oMarHaw. 

(a)  This  subpart  contains  procedures 
for  performing  the  CST  on  gasoline- 
fueled  Otto-cycle  light-duty  vehicles 
and  gasoline-fueled  Otto-cycle  light- 
duty  trucks.  Equipment  reauired  and 
specifications  are  as  described  in 
paragraphs  (a)(1)  and  (2)  of  this  section. 

(1)  Exhaust  emission  tests.  All 
vehicles  subject  to  this  subpart  are 
tested  for  exhaust  emissions.  Necessary 
equipment  and  specifications  appear  in 
§§  86.1408  and  86.1411. 

(2)  Fuel  and  analytical  tests.  Fuel 
requirements  for  the  CST  are  specified 
in  §86.1413. 

(b)  (Reserved) 

586.1406-84    Dynamomatar. 

(a)  When  a  CST  employs  steady-state 
loaded  operation,  the  dynamometer 
must  be  adjusted  to  the  lowest  inertial 
weight  setting.  When  a  CST  employs 
transient  loaded  warm-up  operation,  the 
dynamometer  shall  be  adjusted  to  the 
setting  as  described  in  §  86.129-94. 

(b)  All  other  requirements  of  this 
section  are  set  forth  in  paragraphs  (b) 
and  (c)  of  §  85.2230  of  this  chapter. 

§86.1411-84    Exhauat  gaa  anaiyaia 
aystam. 

The  requirements  of  this  section  are 
set  forth  in  §  85.2225  (b)  and  (c)  of  this 
chapter,  except  that  the  NO  and  O2 
channels  are  optional.  Other  procedures 
and  equipment  may  be  used  if  shown  to 
yield  equivalent  or  superior  results  if 
approved  in  advance  by  the 
Administrator. 

§86.1413-94    Fuel  apadficatlona. 

(a)  In  addition  to  the  Reid  Vapor 
Pressure  (RVP)  requirements  for  each 
testing  option  as  specified  in  Table  O- 
94-1  of  §  86.1430(b),  the  test  fuel  to  be 
used  for  testing  options  shall  conform  to 
the  specifications  listed  in  paragraphs 
(a)(1)  through  (6)  of  this  section. 

(1)  MTBE  and  other  oxygenates  shall 
not  exceed  0.1%  by  volume. 

(2)  The  octane  content  shall  not  be 
less  than  89  RON. 

(3)  The  distillation  temperature 
corresponding  to  a  90%  dfistilled 
volume  rreo)  shall  not  be  less  than  351° 
F. 

(4)  The  aromatic  content  shall  not  be 
less  than  38%  by  volume. 
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(5)  The  olefin  content  shall  not  be 
greater  than  3%  by  volume. 

(6)  The  sulfur  content  shall  not  be  less 
than  0.06%  by  weight. 

(b)  [Reserved] 

186.1416-94    Calibration:  frequency  and 
overview. 

(a)  Calibrations  shall  be  performed  as 
specified  in  paragraphs  (b)  through  (h) 
of  §  85.2233  of  this  chapter,  with  the 
exception  that  the  caUbrations 
performed  at  seventy-two  hoiir  intervals 
in  §  85.2233(e)  of  this  chapter  shall 
instead  be  performed  prior  to  each  CST. 

(b)  At  least  monthly  or  after  any 
maintenance  which  could  alter 
calibration,  the  calibration  of  the 
analyzer  shall  be  checked.  The  analyzer 
shall  be  adjusted  or  repaired  as 
necessary. 

(c)  Water  traps,  filters,  and 
conditioning  columns  shall  be  checked 
before  each  test,  and  adjusted,  repaired 
or  replaced  as  necessary. 

186.1422-94    Analyzer  calibration. 

(a)  Determine  that  the  analyzer  has 
met  the  acceptance  criteria  specified  in 
§  85.2225(c)  of  this  chapter  in 
accordance  with  the  specifications  and 
procedures  described  in  the  BAR  90 
Test  Analyzer  System  Specifications 
(available  from  the  California 
Department  of  Consumer  Affairs, 
Bureau  of  Automotive  Repair,  10240 
Systems  Parkway,  Sacramento,  CA 
95827),  sections  6  and  8  (with  the 
exception  of  section  6.19,  which  may  be 
omitted). 

(b)  Initial  and  periodic  check.  Prior  to 
its  introduction  into  service  and  at 
specified  periods  thereafter,  the 
analyzer  shall  receive  calibration  in 
accordance  with  paragraphs  (b)  through 
(h)  of  §  85.2233  of  this  chapter  and  with 
good  engineering  practice. 

186.1426-94    Calibration  of  other 
equipment 

Other  test  equipment  used  for  testing 
shall  be  calibrated  as  often  as  necessary 
in  accordance  with  good  engineering 
practice. 

f  86.1 427-94    Certification  Short  Test; 
overview. 

(a)  The  test  procedure  described  in 
this  subpart  is  designed  to  measure  raw 
concentrations  of  CO  (percent)  and  HC 
(parts  per  million)  in  the  exhaust  flow 
under  conditions  and  test  modes 
encountered  in  the  conduct  of  the 
Emission  Control  System  Performance 
Warranty  Short  Tests,  described  in  part 
85.  subpart  W  of  this  chapter.  Emission 
sampling  may  occur  during  idle,  2500 
rpm.  and  loaded  modes.  Specific 
conditions  defined  by  this  test 
procedure  include  fuel  characteristics. 


ambient  temperature,  and  waiting 
periods  prior  to  being  tested. 

(b)  Testing  by  the  manufacturer  for 
certification  data  submittal.  (1)  The 
options  provided  for  testing  under  this 
subpart  include  a  cold  temperature  test 
with  high  RVP  winter  grade  fuel,  a  hot 
temperature  test  with  a  low  RVP 
summer  grade  fuel,  and  a  moderate 
temperature  test  with  high  RVP  fuel,  as 
described  in  Table  0-94-1  of  §  86.1430. 
The  manufacturer  shall  complete  testing 
for  the  data  submittal  in  accordance 
with  the  provisions  of  §  86.094-23  of 
subpart  A,  part  86  under  a  minimum  of 
one  of  these  scenarios.  The  scenario 
selected  shall  be  the  one  that,  in  the 
manufacturer's  best  judgment, 
represents  the  worst  case,  meaning  the 
highest  probability  that  the  test  vehicle 
would  fail. 

(2)  In  addition  to  testing  under  one  of 
the  sets  of  conditions  specified  in  this 
subpart,  the  manufacturer  may 
optionally  test  under  conditions  outside 
the  ranges  specified  in  this  subpart. 

(c)  Testing  by  the  Administrator.  The 
Administrator  reserves  the  right  to 
conduct  testing  in  accordance  with  the 
test  procedures  described  in  this  subpart 
and/or  the  first  chance  test  portions  of 
the  test  procedures  described  in  part  85, 
subpart  W  of  this  chapter  under  test 
conditions  within  the  ranges  specified 
in  this  subpart.  In  order  for  an  engine 
family  to  be  eligible  for  certification, 
each  of  its  test  vehicles  that  is  subjected 
to  one  or  more  CSTs  must  obtain  a 
passing  result  for  each  combination  of 
fuel,  temperature,  and  test  procedure 
employed  in  those  CSTs,  subject  to  the 
Administrator's  discretion. 

(d)  Alternative  procedures.  (1)  If  a 
vehicle  cannot  be  tested  using  any  of  the 
six  test  procedures  described  in 
§§85.2213,  85.2215,  85.2217,  85.2218, 
85.2219,  and  85.2220  of  this  chapter,  the 
manufacturer  may  request  alternative 
test  procedures.  The  alternative  test 
procedures  shall  be  those  which  have 
been  approved  in  advance  by  the 
Administrator  in  accordance  with  the 
provisions  of  §  85.2208  of  this  chapter. 

(2)  The  emission  control  information 
label  for  any  vehicle  for  which  approval 
has  been  granted  regarding  alternative 
test  procedure(s)  must  note  such 
approval  in  order  for  the  approval 
procedvires  to  be  effective  for  that 
vehicle. 

§86.1430-94    Certification  Short  Test 
sequence;  general  requirements. 

(a)  The  following  sequence  lists  the 
major  steps  encountered  during  the 
CST.  These  steps  are  described  in 
paragraph  (b)  of  this  section  and  in 
§§86.1432,  86.1437,  and  86.1438. 
Testing  conducted  for  the 


manufacturer's  data  submittal  shall  be 
in  accordance  with  the  provisions  of 
§  86.094-23. 

(1)  Test  conditions  and  procedures,  (i) 
Manufacturer's  data  submittal.  Test 
conditions  shall  be  selected  from  Table 
G-94-1  of  paragraph  (b)  of  this  section. 
Further,  the  vehicle  preparation  and  test 
run  shall  be  those  described  in 
§§86.1432  and  86.1437. 

(ii)  Testing  by  the  Administrator.  Test 
conditions  shall  be  selected  from  among 
the  set  of  conditions  in  Table  0-94-2  of 
paragraph  (b)  of  this  section.  Further, 
one  or  more  CST  shall  be  performed  in 
accordance  with  the  provisions  of 
§§86.1432  and  86.1438. 

(2)  Drain  and  fill,  as  specified  in 
§  86.1432(b). 

(3)  Engine  start. 

(4)  Warm-up  operation,  (i)  Optionally 
for  the  manufacturer's  data  submittal, 
warm-up  operation  is  allowed  to  be 
performed  as  specified  in  §  86.1432(c). 

(ii)  Testing  by  the  Administrator. 
Warm-up  operation  is  required  to  be 
performed  as  specified  in  §  86.1432(c). 

(5)  Wait  time,  (i)  Manufacturer's  data 
submittal.  A  25  to  30  minute  vehicle 
wait  time  of  free  idle  with  optional 
keyoffs  and  restarts  shall  be  required. 

(ii)  Testing  by  the  Administrator.  A 
three  to  30  minute  vehicle  wait  time  of 
free  idle  with  optional  keyoffs  and 
restarts  shall  be  required. 

(6)  Test  procedure,  (i)  For  the 
manufacturer's  certification  data 
submittal: 

(A)  The  test  procedure  begins  with  the 
Two  Speed  Idle  Test— EPA  91,  which 
shall  be  performed  as  specified  in 

§  85.2215  of  this  chapter  and 

§  86.1437(g)  (first-chance  test  only). 

followed  by; 

(B)  A  25  to  30  minute  vehicle  wait 
time  of  free  idle  with  optional  keyoffs 
and  restarts,  as  specified  in  §  86.1437(h). 
followed  by; 

(C)  The  Loaded  Test— EPA  91  as 
specified  in  §  85.2217  of  this  chapter 
and§86.1437(i). 

(ii)  For  testing  by  the  Administrator: 

(A)  The  Administrator  may  select 
from  among  the  procedures  described  in 
paragraph  (a)(6)(i)  of  this  section,  except 
that  the  wait  time  defined  in  paragraph 
(a)(6)(i)(B)  of  this  section  shall  be  three 
to  30  minutes.  Alternatively,  the 
Administrator  may  select  the  first- 
chance  test  of  one  or  more  test 
procedures  described  in  §§85.2213, 
85.2215,  85.2217,  85.2218.  85.2219,  or 
85.2220  of  this  chapter.  For  recall 
program  testing,  in-use  vehicles  will  be 
set  to  the  manufacturer's  specifications. 

(B)  Mu/fip/e  CSTs.  If  the 
Administrator  elects  to  conduct  more 
than  one  CST  on  a  test  vehicle  in  cases 
other  than  failure  or  voiding. 
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subsequent  CSTs  shall  initiate  at  the 
point  described  in  paragraph  (a)(l)(>i)  of 
this  section.  A  drain  and  fill  may  be 
performed  in  accordance  with  Ae 
provisions  of  §  86.1432(b) 

(b)  The  sets  of  test  conditions 
identified  in  this  subpart  are  based  on 
specified  ranges  of  test  fiiel  RVP  present 


in  the  vriiicle  fuel  tank  and  ambient 
temperature  during  the  test.  Tables  O- 
94-1  and  0-94-2  outline  the  specific 
ranges  of  conditions  to  be  employed  in 
the  CST.  The  manufacturer  must  nm  the 
CST  described  in  this  subpart  under  at 
least  one  of  the  three  sets  of  conditions 
shown  in  Table  0-94-1  for  data 


submittal  under  the  provisions  of 
§  86.094-23.  The  set  of  conditions 
selected  shall  be  the  one  that,  in  the 
manufacturer's  best  judgment, 
represents  the  worst  case,  meaning  Ae 
hi^est  probability  th^  the  test  v^iide 
would  fail. 


Table  0-94-1.— Sets  of  Conditions  To  Be  Employed  for  Manufacturers  Data  Submittal  in  the  CST 

Option  •Z: 


Fuel  RVP 

Ambient  temperature 


Option  *1 


Cdd  lamperature 


13.6-14.1  psi 
20 •F±  5f 


km 


13.6-14.1  pal 
70  "F  *  5  -F 


Option  tS: 


Warnt  tempendure 


e.5-9Xipai 
00  "F  *  5T 


Table  0-94-2.— Sets  of  Conditions  To  Be  Employed  by  the  Administrator  in  the  CST 


Fuel  RVP  

Ambtent  lemperatum 


Op«on«l 


Cold  temperature 


$14.1  pal 

iS'F-eS'F 


Option  tt: 


Moderate  tempera- 
ture 


S14.1  pel 

eS'F-TS'F 


option  f3: 


Warm  temperature 


^.Opel 
TS'F-OS-F 


(c)  Before  the  warm-up  operation 
described  in  §  86.1432(c)  may  begin,  the 
ambient  test  cell  temperature  shall  be 
within  the  range  specified  in  the 
selected  set  of  test  conditions.  If  the 
ambient  test  cell  temperature  falls 
outside  the  specified  range  during  the 
warm-up  operation  or  the  test  run,  the 
CST  shall  abort. 

(d)  If  the  engine  stalls  at  any  time 
during  the  test  run.  the  CST  shall  abort 
unless  the  stall  occurs  during  the  wait 
times  described  in  paragraphs  (b)  and 
(d)  of  §  86.1437  and  paragraph  (d)(l)(i) 
of  §  86.1438  and  falls  within  the 
guidelines  for  keyo^  time  as  described 
in  these  paragraphs. 

§8S.1432-«4    VaMdaandequipnMnl 
preparation. 

(a)  The  test  conditions  to  be  employed 
in  the  CST  procedure  shall  be  selected 
from  the  applicable  options  specified  in 
Table  O-04-1  or  Table  0-94-2  of 

§  86.1430(b). 

(b)  The  fuel  tank(s)  shall  be  filled  to 
approximately  the  prescribed  "tank  fuel 
volume"  as  defined  in  §  86.082-2  with 
the  specified  test  fuel.  The  temperature 
of  the  fuel  prior  to  its  dehvery  to  the 
fuel  tank  shall  be  between  45  and  60°F 
(7.2  and  16"C).  If  the  existing  fuel  in  the 
fuel  tank(s)  does  not  meet  the 
specifications  contained  in  §86.1413 
and  §  86.1430(b),  the  existing  fuel  must 
be  drained  prior  to  the  fuel  fill  as 
specified  above.  Refueling  during  a  CST 
shall  not  be  performed.  I>aining  and 
refueling  between  successive  CSTs  is 
allowed  and  is  required  prior  to  any 
CST  for  which  the  specified  fuel  is 


different  than  that  existing  in  the 
tank(s). 

(c)  Warm-up  operation.  (1)  Optionally 
for  the  manufacturer's  data  submittal, 
warm-up  operation  to  bring  the  vehicle 
to  normal  operating  temperature  is 
allowed  in  accordance  with  the 
procedures  described  in  paragraph  (c)(2) 
of  this  section. 

(2)  For  testing  by  the  Administrator, 
warm-up  operation  to  bring  the  vehicle 
to  normal  operating  temperature  is 
required.  Warm-up  operation  shall  take 
place  in  the  test  cell  at  the  specified 
ambient  temperature  for  the  procedure 
to  be  performed. 

(i)  If  option  #1  of  Table  0-94-1  or 
Table  0-94-2  of  §  86.1430(b)  is 
selected,  warm-up  operation  shall 
consist  of,  at  a  minimum,  loaded 
operation  over  the  first  505  seconds  of 
the  Urban  Dynamometer  Ehiving 
Schedule  (in  accordance  with  §  86.115 
and  Appendix  I  to  this  part).  If  no 
loaded  test  procedure  is  to  be  performed 
and  loaded  warm-up  operation  occurs, 
up  to  seven  minutes  of  uncontrolled 
vehicle  operation  shall  be  allowed  fi'om 
the  close  of  a  loaded  warm-up  operation 
step  until  the  beginning  of  the  test 
procedure  as  described  in  §  86.1438(d). 
(ii)  If  opUon  #2  or  #3  of  Table  0-94- 
1  or  Table  0-«4-2  of  §86. 1430(b)  is 
selected,  warm-up  operation  shall 
consist  of  steady-state  loaded  operation 
at  a  minimum  of  30  mph  for  at  least  30 
seconds,  or  unloaded  operation  at  2500 
±300  rpm  for  at  least  90  seconds,  or  any 
transient  loaded  operation  for  at  least  30 
seconds. 


(d)  Equipment  preparation. 
Immediately  pricv  to  the  wait  time 
portion  of  the  test  run  described  in 
§§  86.1437  and  86.1438,  or  immediately 
prior  to  warm-up  operation,  the  steps 
described  in  paragraphs  (d)  (1)  through 
(4)  of  this  section  must  be  performed. 

(1)  Check  the  device(s)  for  removing 
water  fixim  the  exhaust  sample  and  the 
sample  filter(s).  Remove  any  water  irom 
the  water  trap(s).  Clean  and  replace  the 
filters)  as  necessary. 

(2)  Set  the  zero  and  span  points  of  the 
analyzer  with  the  electrical  spanning 
network  or  with  analytical  gases. 

(3)  Attach  the  tachometer  to  the 
vehicle  in  accordance  with  the  analyzer 
manufacturer's  instructions.  Hie 
manufacturer  must  assure,  for  all  test 
and  production  vehicles  and  engines, 
that  the  rpm  signal  is  capable  of  being 
read  by  an  exhaust  eas  analyzer  via: 

(i)  A  conventional  inductive 
tachometer,  or 

(ii)  The  onboard  diagnostics  (OBD) 
connector,  as  described  iinder  the 
provisions  of  §  86.094-17.  or 

(iii)  A  dedicated  electrical  lead, 
marked  "rpm"  and  located  under  the 
hood,  with  a  female-type,  quarter-inch 
spade  terminal.  The  digital  transistor- 
transistor  logic  (TTL)  signal  shall  span 
the  0V-5V  range  at  a  rate  of  one  pulse 
per  engine  revolution,  synchronized  to 
the  top  dead  c»nter  position. 

(4)  The  sample  probe  shall  be  inserted 
into  the  tailpipe  to  a  minimiun  depth  of 
10  indies.  If  the  vehicle's  exhaust 
system  prevents  insertion  to  this  depth, 
a  tailpipe  extension  shall  be  used,  or  the 
probe  may  be  inserted  into  the  tailpipe 
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to  CVS  connector  through  an  apertvire 
provided  for  this  purpose. 

fW.1 437-94    T—trun    manufactum. 

(a)  This  section  descnbes  the  test  mn 
perfomad  by^  the  msnu^acturar  for  its 
data  submittal  pursuant  to  obtaining  a 
certific^a  o{  confarmity  under  die 
provisions  of  §  86.094-23.  The  test  mn 
consists  of  the  wait  time  aad  the 
selected  test  procedure.  The  entire  test 
rue  shall  be  performed  in  accordance 
with  the  conditions  in  the  option 
selected  from  Table  0-94-1  of 
§86.1430-94. 

(b)  If  the  vehicle  is  not  i&  the  test  cell 
with  an  ambient  teraperatere  of  Hoe 
option  selected  from  Table  O  04  1  of 

§  86.1430-94,  the  vehicle  shall  be 
moved  to  the  call  at  this  time.  The 
vehicle  shall  be  started  and  allowed  to 
idle  freely  with  the  transmission  in 
neutral.  The  vehicle  wait  time  shall 
begin  when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  Following 
the  first  three  minutes  of  idle,  this  wait 
time  may  be  interrupted  by  vehicle 
keyoffs  and  restarts  occurring  no  more 
frequently  than  every  five  minutes,  with 
each  keyoff  having  a  maximum  duration 
of  two  minutes.  Each  period  of  idle 
following  a  restart  must  be  a  minimum 
of  three  minutes  in  diuation.  During 
each  idle  period,  if  the  engine  speed 
exceeds  1100  rpm  or  falls  below  350 
rpm  for  more  than  five  seconds  in  any 
one  excursion  the  CST  shall  abort.  The 
total  duration  of  the  wait  time, 
including  time  at  idle  and  time  at 
keyoff,  shall  be  25  to  30  minutes. 

(c)  Immediately  following  the  wait 
time  described  in  paragraph  (b)  of  this 
section,  the  first-chance  test  of  the  Two 
Speed  Idle  Test  procedure  as  specified 
in  §  85.2215(c)  of  this  chapter  shall  be 
performed  on  the  test  vehicle,  with  the 
requirements  described  in  paragraphs 
(c)  (1)  through  (4)  of  this  section. 

(1)  The  general  requirements  of 
§  85.2215(a)  (1).  (3),  and  (4)  of  this 
chapter  shall  apply  to  this  test 
procedure. 

(2)  For  the  purposes  of  this  subjpart, 
the  maximum  mode  time  for  the  first- 
chance  high-speed  mode  of  the  Two 
Speed  Idle  Test  (as  described  in 

§  85.2215  of  this  chapter)  shall  be  90 
seconds  (mt=90) 

(3)  A  pass  or  fail  determination  shall 
be  made  as  in  §  85.2215(a)  (2)  of  this 
chapter,  except  that  the  applicable 
standards  shall  be  the  CST  standards 
contained  in  §  86.094-8(a)  for  Ught-duty 
vehicles  and  in  §  86.094-9(a)  for  light- 
duty  trucks. 

(4)  Paragraphs  (c)  (1)  (ii)  (A)  and  (c) 
(2)  (ii)  of  §  85.2215  of  this  chapter  shall 
not  apply. 


(d)  Immedlataly  upon  completion  of 
the  fiist-chance  teat  of  the  Two  Speed 
Idle  Test  procedure  the  engine  speed 
shall  be  reduced  to  free  idle  with  the 
transmission  in  neutral.  The  vehicle 
wait  McoB  shall  begin  when  the  v^cle 
engine  speed  is  between  350  and  1100 
rpm.  Follo%ving  the  first  three  minutes 
of  idle,  this  wait  time  may  be 
interrupted  by  vehicle  kayoBs  aad 
restarts  occurring  no  more  frequandy 
than  every  five  minutes,  with  each 
keyoff  having  a  maximum  duration  of 
two  minutes.  Each  period  of  idle 
following  a  restart  must  be  a  minimum 
of  three  minutes  in  duration.  During 
each  idle  period,  if  the  engine  q)eed 
exceeds  1100  rpm  ot  Calls  below  350 
rpm  for  more  than  five  seconds  in  any 
one  excursion  the  test  shall  abort.  The 
total  duration  of  the  wait  time, 
including  time  at  idle  and  time  at 
keyoff.  shall  be  25  to  30  minutes. 

(e)  Immediately  following  the  wait 
time  described  in  paragraph  (d)  of  this 
section,  the  Loaded  Test  procedure  as 
specified  in  §  85.2217(b)  through  (c)  of 
this  chapter  shall  be  performed  on  the 
test  vehicle,  with  the  requirements 
Usted  in  paragraphs  (e)  (1)  through  (3) 
of  this  section. 

(1)  The  general  requirements  of 

§  85.2217(a)  (1),  (3).  (4).  and  (5)  of  this 
chapter  shall  apply  to  this  test 
procediue. 

(2)  A  pass  or  fail  determination  shall 
be  made  as  in  §  85.2217(a)(2)  of  this 
chapter,  except  that  the  applicable 
standards  shall  be  the  CST  standards 
contained  in  §  86.094-8(a)  for  light-duty 
vehicles  and  in  §86.094-9(a)  for  light- 
duty  trucks. 

(3)  Paragraph  §  85.2217(c)  (2)  (ii)  (A) 
of  this  chapter  shall  not  apply. 

186.1438-^    Test  run— EPA. 

(a)  This  section  describes  the  test  run 
performed  by  the  Administrator  for 
confirmatory  testing  pursuant  to  issuing 
a  certificate  of  conformity  under  the 
provisions  of  §  86.091-29.  The  test  nm 
consists  of  the  wait  time  and  the 
selected  test  procediue.  The  entire  test 
run  shall  be  performed  in  accordance 
with  the  conditions  in  the  option 
selected  from  Table  0-94-2  of 

§  86.1430-94.  The  Administrator  may 
also  employ  this  procedure  for  Selective 
Enforcement  Audit  and  recall  purposes. 
For  recall  program  testing,  in-use 
vehicles  will  be  set  to  manufacturer's 
specifications  prior  to  conduct  of  the 
CST.  The  entire  test  run  shall  be 
performed  in  accordance  with  the 
conditions  in  the  option  selected  bom 
Table  0-94-2  of  §  86.1430-94. 

(b)  If  the  vehicle  is  not  in  the  test  cell 
with  an  ambient  temperature  of  the 
option  selected  from  Table  0-94-2  of 


§  86.1430-94.  the  vehicle  shall  be 
moved  to  the  cell  at  this  time.  The 
vehicle  shall  be  started  and  allowed  to 
idle  freely  with  the  transmission  in 
neutral  The  vehicle  wait  time  shall 
begin  when  the  vehicle  engine  speed  is 
between  350  and  1100  rpm.  Following 
the  first  three  minutes  of  idle,  this  wait 
time  may  be  interrupted  by  vehicle 
keyoffs  and  restarts  occurring  no  man 
frequently  than  every  five  minutes,  with 
each  keyoff  having  a  maximum  (hintion 
of  two  minutes.  Each  period  of  idle 
following  a  restart  must  be  a  minimum 
of  three  minutes  in  duration.  During 
each  idle  period,  if  the  engine  speed 
exceeds  1100  rpm  or  falls  below  350 
rpm  for  more  than  five  sacends  in  any 
one  excursicm  the  test  shall  abort.  The 
total  duration  of  the  wait  time, 
including  time  at  idle  and  time  at 
keyoff,  shall  be  three  to  30  minutes, 
(c)  Immediately  following  the  wait 
time,  the  selected  test  procedure  shall 
be  performed  on  the  test  vehicle,  with 
the  requirements  described  in  (c)  (1)  and 
(2)  of  this  section. 

(1)  A  test  procedure  shall  be 
performed  in  accordance  with  the 
conditions  prescribed  in  Table  0  04  2 
in  §  86.1430(b),  and  in  accordance  with 
one  of  the  test  procedures  described  in 
paragraphs  (c)(1)  (i)  and  (ii)  of  this 
section. 

(i)  If  the  test  procedure  described  in 
paragraphs  (c)  through  (e)  of  §  86.1437 
is  performed,  the  allowable  wait  time 
described  in  §  86.1437(d)  shall  be 
changed  to  have  a  total  duration  of  three 
to  30  minutes.  If  the  vehicle  does  not 
pass  the  applicable  standards  during  all 
the  applicable  modes  of  the  first-chance 
test  portion  of  the  selected  test 
procedure,  it  fails  the  CST,  and  the  CST 
is  terminated. 

(ii)  If  the  Administrator  selects  a  test 
procedure  from  among  the  six  revised 
tests  described  in  §§  85.2213,  85.2215, 
85.2217,  85.2218,  85.2219,  and  85.2220 
of  this  chapter,  the  portion  of  the 
selected  procedure  designated  as 
"second-chance"  shall  not  apply.  For     ^ 
the  purposes  of  this  subpart,  the 
maximum  mode  time  for  the  first- 
chance  portion  of  the  2500  rpm 
sequence  of  the  two  speed  idle  test — 
EPA  91  (§  85.2215)  shall  be  90  seconds 
(mt=90). 

(2)  A  pass  or  fail  determination  shall 
be  made  as  in  the  first-chance  test 
portion  of  the  selected  test  procedure 
described  in  part  85,  subpart  W  of  this 
chapter,  except  that  the  applicable 
standards  shall  be,  for  certification  and 
Selective  Enforcement  Audit  purposes, 
the  CST  standards  contained  in 

§  8e.094-8(a]  for  light-duty  vehicles  and 
in  §  86.094-9(a)  for  hght-duty  trucks 
and.  for  recall  purposes,  the  CST 
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standards  contained  in  §  86.708(a)  for 
light-duty  vehicles  and  §  86.709(a)  for 
light-duty  trucks. 

{86.1442-^4    Information  r«qulr«<L 

(a)  General  data.  The  information 
listed  in  paragraphs  (a)  (1)  through  (12) 
of  this  section  shall  be  recorded  with 
respect  to  each  CST. 

(1)  Test  number. 

(2)  Vehicle  description,  including 
vehicle  identification  number,  weight 
class,  engine  family  code,  and  odometer 
reading. 

(3)  Date  and  time  of  day  for  the  test. 

(4)  Driver  and  equipment  operator 

ros. 

(5)  Vehicle:  ID  number,  manufacturer, 
model  year,  standards,  engine  family, 
evaporative  emissions  family,  basic 
engine  description  (including 
displacement,  number  of  cylinders. 
turbo-Zsupercharger  used  and  catalyst 
usage),  fuel  system  (including  number 
of  carburetors,  number  of  carburetor 


barrels,  fuel  injection  type  and  fuel 
tank(s)  capacity  and  location),  engine 
code,  gross  vehicle  weight  rating,  inertia 
weight  class  and  transmission 
conBgiiration,  as  applicable. 

(6)  Gas  analyzers:  Analyzer  bench  ID. 
analyzer  ranges,  recordings  of  analyzer 
output  during  zero,  span,  and  sample 
readings. 

(7)  Recorder  charts  or  computer 
printouts:  Test  number,  date,  vehicle  ID. 
operator  ID,  and  identification  of  the 
measurements  recorded. 

(8)  Test  cell  ambient  temperature  and. 
if  applicable,  barometric  pressure  and 
humidity.  (A  central  laboratory 
barometer  may  be  used,  provided  that 
individual  test  cell  barometric  pressures 
are  shown  to  be  within  ±0.1  percent  of 
the  barometric  pressure  at  the  central 
barometer  location.) 

(9)  CST  test  procedure  type(s). 

(10)  Test  fuel  specifications,  including 
RVP  (psi),  T90  CF).  percent  volume  of 
aromatics,  percent  volume  of  olefins. 


percent  volume  of  MTBE  and  other 
oxygenates,  and  percent  sulfur  by 
weight. 

(iD'Wait  time  characteristics, 
including  total  time  and  key-off  and 
restart  schedule. 

(12)  Warm-up  operation  performed. 

(b)  CST  emission  data.  For  each  CST, 
the  information  listed  in  paragraphs  (b) 
(1)  through  (3)  of  this  section  shall  be 
recorded  with  respect  to  each  sampling 
mode. 

(1)  The  reported  exhaust 
concentrations,  i.e.  the  pair  of  exhaust 
concentrations  for  which  the  product  of 
HC+(151  *C0)  is  at  a  minimum. 

(2)  The  test  time  and  mode  time  at 
which  the  reported  exhaust 
concentrations  are  at  a  minimum. 

(3)  Minimum  CO+COj  concentration 
(if  applicable).. 

IFR  Doc.  93-299  Filed  1-7-93;  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  878 

[DoctwtNo.91N-028l] 

General  and  Plastic  Surgery  Devices; 
Effective  Date  of  Requirement  for 
Premarket  Approval  of  Silicone 
lnflatat>le  Breast  Prostliesis 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Proposed  rule;  opportunity  to 

request  a  change  in  classification. 


SUllMARY:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
amend  its  regulations  to  require  the 
filing  of  a  premarket  approval 
application  (FMA)  or  a  notice  of 
completion  of  a  product  development 
protocol  (PDP)  for  the  silicone  inflatable 
breast  prosthesis,  a  medical  device.  The 
agency  is  also  summarizing  its  proposed 
findings  regarding:  (1)  The  degree  of  risk 
of  illness  or  injury  designed  to  be 
eliminated  or  reduced  by  requiring  the 
device  to  meet  the  approval 
requirements  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (the  act):  and  (2)  the 
benefits  to  the  public  from  the  use  of  the 
device.  In  addition,  FDA  is  announcing 
an  opportunity  for  interested  persons  to 
request  that  the  agency  change  the 
classification  of  the  device  based  on 
new  information.  This  action  is  a 
followup  to  FDA's  notice  of  intent 
published  in  the  Federal  Register  of 
January  6. 1989  (54  FR  550). 
DATES:  Written  comments  by  March  9. 
1993:  requests  for  a  change  in 
classification  by  January  25, 1993.  FDA 
intends  that,  if  a  final  rule  based  on  this 
proposed  rule  is  issued,  PMA's  will  be 
required  to  be  submitted  within  90  days 
of  the  effective  date  of  the  final  rule. 
AOORESSES:  Submit  written  comments 
or  requests  for  a  change  in  classification 
to  the  Dockets  Management  Branch 
(HFA-305).  Food  and  Drug 
Administration,  rm.  1-23.  12420 
Parklawn  Dr..  Rockville.  MD  20857. 
FOn  FURTHER  INFORMATION  CONTACT: 
Thomas  J.  Callahan.  Center  for  Devices 
and  Radiological  Health  (HFZ-410). 
Food  and  Drug  Administration,  1390 
Piccard  Dr.,  Rockville.  MD  20850.  301- 
427-1036. 

SUPPt^MENTARY  INFORMATION: 

I.  Background 

Section  513  of  the  act  (21  U.S.C.  360c) 
requires  the  classification  of  medical 
devices  into  one  of  three  legulatory 
classes:  Class  I  (general  controls),  class 


n  (special  controls),  and  class  III 
(premarket  approval).  Generally,  devices 
that  were  on  the  market  before  May  28. 
1976,  the  date  of  enactment  of  the 
Medical  Device  Amendments  of  1976 
(the  amendments)  (Pub.  L.  94-295),  and 
devices  marketed  on  or  after  that  date 
that  are  substantially  equivalent  to  such 
devices,  have  been  classified  by  FDA. 
For  the  sake  of  convenience,  this 
preamble  refers  to  both  the  devices  that 
were  on  the  market  before  May  28. 1976. 
and  the  substantially  equivalent  devices 
that  were  marketed  on  or  after  that  date 
as  "preamendments  devices." 

Section  515(b)(1)  of  the  act  (21  U.S.C. 
360e(b)(l))  estabhshes  the  requirement 
that  a  preamendment  device  that  FDA 
has  classified  into  class  III  is  subject  to 
premarket  approval.  A  preamendments 
class  in  device  may  be  commercially 
distributed  without  an  approved  PMA 
until  90  days  after  FDA's  promulgation 
of  a  final  rule  requiring  premarket 
approval  for  the  device,  or  30  months 
after  final  classification  of  the  device 
under  section  513  of  the  act,  whichever 
is  later.  Also,  a  preamendments  device 
is  not  required  to  have  an  approved 
investigational  device  exemption  (IDE) 
(21  CFR  part  812)  until  the  date 
identified  by  FDA  in  the  final  rule 
requiring  the  submission  of  a  PMA  for 
the  device  and  during  the  period  when 
a  PMA  for  the  device  is  under  FDA 
review. 

Section  515(b)(2)(A)  of  the  act 
provides  that  a  proceeding  for  the 
promulgation  of  a  final  rule  to  reqtiire 
premarket  approval  shall  be  initiated  by 
publication  in  the  Federal  Register  of  a 
notice  of  proposed  rulemaking 
containing:  (1)  The  proposed  rule;  (2) 
proposed  findings  with  respect  to  the 
degree  of  risk  of  illness  or  injury 
designed  to  be  eliminated  or  reduced  by 
requiring  the  device  to  have  an 
approved  PMA  or  a  declared  completed 
PDP  and  the  benefit  to  the  public  from 
the  use  of  the  device;  (3)  an  opportunity 
for  the  submission  of  comments  on  the 
proposed  rule  and  the  proposed 
findings;  and  (4)  an  opportunity  to 
request  a  change  in  the  classification  of 
the  device  based  on  new  information 
relevant  to  the  classification  of  the 

device. 

Section  515(b)(2)(B)  of  the  act 
provides  that,  if  FDA  receives  a  request 
for  a  change  in  the  classification  of  the 
device  within  15  days  of  the  publication 
of  the  notice.  FDA  shall,  within  60  days 
of  the  publication  of  the  notice,  consult 
with  the  appropriate  FDA  advisory 
committee  and  publish  a  notice  denying 
the  request  for  change  of  classification 
or  announcing  its  intent  to  initiate 
reclassification  of  the  device  under 
section  513(e)  of  the  act. 


Under  section  515(b)(3)  of  the  act. 
FDA  shall,  after  the  close  of  the 
comment  period  on  the  proposed  rule 
and  consideration  of  any  comments 
received,  promulgate  a  final  rule  to 
require  premarket  approval  or  publish  a 
notice  terminating  tha  proceeding.  If 
FDA  terminates  the  proceeding.  FDA  is 
required  to  initiate  reclassification  of 
the  device  under  section  513(e)  of  the 
act.  unless  the  reason  for  termination  is 
that  the  device  is  a  banned  device  under 
section  516  of  the  act  (21  U.S.C.  360fl. 

If  the  proposed  rule  to  require 
premarket  approval  for  a 
preamendments  device  is  made  final, 
section  501(f)(2)(B)  of  the  act  (21  U.S.C. 
351(0(2)(B))  requires  that  a  PMA  or  a 
notice  of  completion  of  a  PDP  for  any 
such  device  be  filed  within  90  days  of 
the  date  of  promulgation  of  the  final 
rule  or  30  months  af^er  final 
classification  of  the  device  under 
section  513  of  the  act.  whichever  is 
later.  If  a  PMA  or  a  notice  of  completion 
of  a  PDP  is  not  filed  by  the  later  of  the 
two  dates,  commercial  distribution  of 
the  device  is  required  to  cease.  The 
device  may.  however,  be  distributed  for 
investigational  use  if  the  manufacturer, 
importer,  or  other  sponsor  of  the  device 
comphes  with  the  IDE  regulations.  If  a 
PMA  or  a  notice  of  completion  of  a  PDP 
is  not  filed  by  the  later  of  the  two  dates 
and  no  IDE  is  in  effect,  the  device  is 
deemed  to  be  adulterated  within  the 
meaning  of  section  501(f)(1)(A)  of  the 
act  (21  U.S.C.  351(f)(1)(A)).  Adulterated 
devices,  including  those  that  have  been 
distributed  but  remain  unused,  are 
subject  to  seizure  and  condemnation 
under  section  304  of  the  act  (21  U.S.C. 
334).  FDA  has  in  the  past  requested  that 
manufacturers  take  action  to  prevent  the 
further  use  of  devices  for  which  no  PMA 
was  filed  and  may  determine  that  such 
a  request  is  appropriate  for  silicone 
inflatable  breast  prostheses.  In  addition, 
shipment  of  the  device  in  interstate 
commerce  would  be  subject  to 
injunction  under  section  302  of  the  act 
(21  U.S.C.  332),  and  the  individuals 
responsible  for  such  shipment  would  be 
subject  to  prosecution  under  section  303 
ofthe  act  (21  U.S.C.  333). 

The  act  does  not  permit  an  extension 
of  the  90-day  period  after  promulgation 
of  a  final  rule  within  which  an 
application  or  a  notice  is  required  to  be 
filed.  The  House  Report  on  the 
amendments  states  that: 

the  thirty  month  'grace  period'  afforded  after 
classification  of  a  device  into  class  III  *  *  * 
is  sufficient  time  for  manufactiirers  and 
importers  to  develop  the  data  and  conduct 
the  investigations  necessary  to  support  an  . 
application  for  premarket  approval. 
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(H.  Kept.  853,  94th  Cong.,  2d  sess.  42 

(1976)). 

On  November  28, 1990,  the  President 
signed  into  law  the  Safe  Medical 
Devices  Act  of  1990  (the  SMDA)  (Pub. 
L.  101-629),  which  amended  the  act  (21 
U.S.C.  301  et  seq.).  The  act  as  amended 
by  the  SMDA  adds,  among  other 
provisions,  a  new  postmarket 
surveillance  section  that  grants  FDA 
authority  to  require  manufacturers  to 
conduct  postmarket  surveillance  for  any 
device  that  the  manufacturer  first 
introduced  or  delivered  for  introduction 
into  interstate  commerce  alter  January  1, 
1991,  that:  (1)  Is  a  permanent  implant 
the  failure  of  whidi  may  cause  serious 
adverse  health  consequences  or  death; 
(2)  is  intended  for  use  in  supporting  or 
sustaining  human  Ufe;  or  (3)  potentially 
presents  a  serious  risk  to  human  health. 
In  addition,  under  the  new  provisions  of 
the  act,  FDA  may,  at  its  discretion, 
require  a  manufacturer  of  any  device  to 
conduct  postmarket  surveillance  if  FDA 
determines  that  postmarket  surveillance 
of  the  device  is  necessary  to  protect  the 
public  health  or  to  provide  safety  or 
effectiveness  data  for  the  device.  When 
reviewing  PMA's,  PDP's,  or  a  petition  to 
reclassify  this  device,  FDA  will  also 
determine  whether  the  silicone 
inflatable  breast  prosthesis  is  a  device 
subject  to  the  mandatory  postmarket 
surveillance  provisions  of  the  act  as 
amended  by  the  SMDA,  or  whether  FDA 
should  require  postmarket  surveillance 
to  protect  the  public  health  or  provide 
safety  and  effectiveness  data  for  the 
device. 

Section  522  of  the  act  as  amended  by 
the  SMDA  grants  FDA  the  authority  to 
require  manufacturers  of  medical 
devices  to  conduct  postmarket 
surveillance  studies.  The  intended 
purpose  of  section  522  of  the  act  is  to 
create  an  early  warning  system  that 
allows  for  the  early  identification  of 
potential  problems  with  medical 
devices  within  a  reasonable  time  of  their 
first  marketing  by  collecting  useful  data 
or  other  information  necessary  to 
protect  the  public  health,  and  by 
providing  safety  and  effectiveness 
information  for  the  devices.  The  new 
provision  of  the  act  applies  to 
manufacturers  and  those  persons  whose 
devices  are  cleared  for  marketing  under 
section  515(e)  of  the  act  (21  U.S.C. 
360e(e)),  or  under  section  510(k)  of  the 
act  (21  U.S.C.  360(k)).  For  the  sake  of 
convenience,  this  notice  of  proposed 
rulemaking  refers  to  devices  cleared  for 
marketing  under  section  515(e)  of  the 
act.  Manufacturers  or  persons  required 
to  conduct  postmarket  surveillance  of  a 
device  must  submit  a  protocol  for  the 
required  surveillance.  The  agency  will 


supply  as  much  guidance  as  possible  to 
the  manufacturer  regarding  the  content, 
preparation,  and  submission  of 
protocols. 

The  agency  is  aware  that  postapproval 
studies  are  required  in  $  814.82  (21  CFR 
814.82)  of  the  PMA  regulation  for 
certain  class  ni  devices.  In  such  cases, 
the  manufacturer  will  be  subject  to  both 
the  postapproval  study  requirements 
imder  §  814.82  and  the  postmarket 
surveillance  requirements  of  section  522 
of  the  act.  In  some  instances,  the 
requirements  for  postapproval  studies 
may  satisfy  the  postmarxet  surveillance 
requirements.  Under  appropriate 
circumstances,  FDA  will  allow 
manufactiirers  to  combine  the 
requirements  for  postapproval  studies 
with  those  for  postmarket  surveillance 
studies. 

A.  Classification  of  the  Silicone 
Inflatable  Breast  Prosthesis 

In  the  Federal  Register  of  June  24, 
1988  (53  FR  23856  at  23873),  FDA 
issued  a  final  rule  classifying  the 
silicone  inflatable  breast  prosthesis  into 
class  m  (21  CFR  878.3530).  The 
preamble  to  the  proposal  to  classify  the 
device  (47  FR  2810  at  2819,  January  19, 
1982)  included  the  recommendation  of 
the  General  and  Plastic  Surgery  Devices 
Panel  (the  Panel),  an  FDA  advisory 
panel,  which  met  on  March  24  and  July 
6, 1978,  regarding  the  classification  of 
the  device.  The  Panel  recommended 
that  the  device  be  placed  in  class  n,  but 
identified  certain  risks  to  health 
presented  by  the  device.  FDA  disagreed 
with  the  Panel's  recommendation  and 
proposed  that  the  silicone  inflatable 
breast  prosthesis  be  classified  into  class 
ni.  In  the  proposal  the  agency  stated 
that  it  beheved  that  insufficient 
information  existed  to  determine  that 
general  controls  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  or  to 
estabhsh  a  performance  standard '  to 
provide  this  assurance.  The  proposal 
stated  that  premarket  approval  is 
necessary  for  this  device  because  it 
presents  a  potential  imreasonable  risk  of 
injury  due  to  the  possibiUty  of  leakage 
of  the  contents  of  the  silicone  shell  and 
subsequent  collapse  or  deformity  of  the 
breast,  and  contraction  of  the  fibrous 
tissue  capsule  that  forms  aroimd  the 
implanted  prosthesis,  which  can  lead  to 
marked  asymmetry  in  breast  contour 
and  other  potentially  painful  and 
disfiguring  complications.  In  support  of 


■  The  SMDA  changed  the  definition  of  a  daM  n 
device  in  section  513(a)(1)(B)  from  a  device  for 
which  a  performance  standard  is  necessary  to 
provide  reaMnatde  assurance  of  safety  and 
effectiveness  to  one  for  which  special  controU  are 
sxiffident  to  provide  such  assurance. 


its  proposal  to  strengthen  regulatory 
siuveillance  of  the  device,  FDA  dted 
numerous  references  supporting  the 
proposed  classification  and  identified 
ongoing  scientific  debates  on  the  mfoty 
of  breast  prostheses. 

The  preamble  to  the  final  rule 
classifying  the  device  advised  that  the 
earliest  date  by  which  PMA's  for  the 
device  could  be  reqiiired  was  December 
31, 1990,  or  90  days  after  promulgation 
of  a  rule  requiring  premarket  approval 
for  the  device,  whichever  occurs  later. 

In  the  Federal  Register  of  January  6. 
1989  (54  FR  550),  FDA  pubUshed  a 
notice  of  intent  to  initiate  proceedings 
to  require  premarket  approval  of  31 
preamendments  class  III  devices 
assigned  a  high  priority  by  FDA  for  the 
application  of  premarket  approval 
requirements,  including  the  siUcone 
inflatable  breast  prosthesis.  Among 
other  things,  the  notice  described  the 
factors  FDA  takes  into  accoimt  in 
establishing  priorities  for  proceedings 
under  section  515(b)  of  the  act  for 
promulgating  final  rules  requiring  that 
preamendments  class  III  devices  have 
approved  PMA's.  Using  those  factors. 
FDA  assigned  a  high  priority  to  the 
initiation  of  a  proceeding  to  require 
premarket  approval  for  the  silicone 
inflatable  breast  prosthesis  identified  in 
§878.3530. 

Accordingly,  FDA  is  commencing  a 
proceeding  under  section  515(b)  of  the 
act  to  require  that  the  silicone  inflatable 
breast  prosthesis  have  an  approved 
PMA. 

fl.  Dates  New  Requirements  Apply 

In  accordance  with  section  SlS(b)  of 
the  act,  FDA  is  proposing  to  require  that 
PMA's  or  a  notice  of  completion  of  a 
PDF  be  filed  with  the  agency  for  silicone 
inflatable  breast  prostheses  within  90 
days  after  promulgation  of  any  final  rule 
based  on  this  proposal.  Under 
§  814.42(a)  (21  CFR  814.42(a)).  FDA  will 
make  a  filing  decision  on  a  PMA  within 
45  days  of  its  receipt.  FDA  will  accept 
a  PMA  for  filing  only  after  making  a 
threshold  determination  that  the  PMA  is 
sufficiently  complete  to  permit  a 
substantive  review.  An  applicant  whose 
device  was  in  commercial  distribution 
before  May  28. 1976,  or  has  been  found 
by  FDA  to  be  substantially  equivalent  to 
such  a  device,  will  be  permitted  to 
continue  marketing  the  silicone 
inflatable  breast  prosthesis  during 
FDA's  review  of  the  PMA  or  notice  of 
completion  of  the  PDF.  FDA  intends  to 
review  any  PMA  for  the  device  within 
180  days  of  the  date  of  filing  and  a 
notice  of  completion  of  a  PDF  within  90 
days.  FDA  cautions  that,  under  section 
515(d)(l)(B)(i)  of  the  act.  FDA  may  not 
enter  into  an  agreement  to  extend  the 
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review  period  for  a  n4A  unless  the 
agency  finds  that  "the  continued 
availability  of  the  device  is  necessary  for 
the  public  health." 

FDA  intends  that  the  preamble  to  any 
final  rule  based  on  this  proposal  *vill 
state  that,  under  §  812.2(d)  (21  CFR 
812.2(d)).  the  exemptions  from  the 
requirements  of  the  IDE  regulations  in 
§812.2  (c)(1)  and  (c)(2)  will  cease  to 
apply  to  clinical  investigations  of  the 
silicone  inflatable  breast  prosthesis  on 
the  date  on  which  a  PMA  or  notice  of 
completion  of  a  PDP  is  required  to  be 
filed.  If  a  PMA  or  notice  of  completion 
of  a  PDP  for  the  silicone  inflatable  breast 
prosthesis  is  not  filed  with  FDA  within 
90  days  after  the  date  of  promulgation 
of  any  final  rule  requiring  premarket 
approval  for  the  device,  commercial 
distribution  of  the  device  must  cease.  A 
device  for  which  a  PMA  or  notice  is  not 
filed  may  be  distributed  for 
investigational  use  only  if  the 
requirements  of  the  IDE  regulations 
regarding  significant  risk  devices  are 
met.  The  requirements  for  significant 
risk  devices  include  submitting  an  IDE 
application  to  FDA  for  its  review  and 
approval.  An  approved  IDE  is  required 
to  be  in  effect  before  an  investigation  of 
the  device  may  be  initiated  or 
continued.  FDA  cautions  therefore,  that 
IDE  apphcations  should  be  submitted  to 
FDA  at  least  30  days  before  the  end  of 
the  90-day  period  to  avoid  interrupting 
investigations. 

C.  Description  of  the  Device 

A  silicone  inflatable  breast  prosthesis 
is  a  silicone  rubber  shell  made  of 
polysiloxane(s).  such  as 
polydimethylsiloxane  and 
polydiphenylsiloxane,  that  is  inflated  to 
the  desired  size  with  sterile  isotonic 
saline  before  or  after  implantation.  The 
device  is  intended  to  be  implanted  to 
augment  or  reconstruct  the  female 
breast. 

The  proposed  rule  to  require 
premarket  approval  of  silicone  inflatable 
breast  prostheses  applies  only  to  the 
sihcone  inflatable  breast  prostheses 
identified  above  that  were  being 
commercially  distributed  before  May  28, 
1976,  and  to  devices  introduced  or 
proposed  for  introduction  into 
commercial  distribution  since  that  date 
that  are  substantially  equivalent  to  the 
silicone  inflatable  breast  prostheses. 

D.  Proposed  Findings  With  Respect  to 
Risks  and  Benefits 

As  required  by  section  515(b)  of  the 
act,  FDA  is  publishing  its  proposed 
findings  regarding:  (1)  The  degree  of  risk 
of  illness  or  injury  designed  to  be 
eliminated  or  reduced  by  requiring  the 
silicone  inflatable  breast  prosthesis  to 


have  an  approved  PMA  or  PDP;  and  (2) 
the  benefiu  to  the  public  from  the  use 
of  the  device. 

E.  Degree  of  Risk 

On  January  26  and  27, 1983,  the  Panel 
met  to  review  and  consider  all 
commoits  that  were  submitted  to  FDA 
on  the  proposed  regulation  to  classify 
silicone  inflatable  breast  implants  into 
class  in,  including  comments  submitted 
by  the  American  Society  of  Plastic  and 
Reconstructive  Surgeons  (ASPRS)  and 
breast  prosthesis  manufacturers.  The 
Panel  also  reviewed  additional 
manufacturing  data  which  had  been 
requested  by  FDA  from  all 
manufacturers  of  breast  prostheses.  At 
the  portion  of  the  meeting  that  was  open 
to  the  public,  FDA  presented  to  the 
Panel  an  overview  of  its  reasons  for 
issuing  the  proposed  regulation. 
Members  of  ASPRS  and  representatives 
of  one  of  the  manufacturers,  Dow 
Coming  Corp.  (Dow  Coming),  also  made 
presentations.  The  Panel  also  met  in 
closed  session  to  review  confidential 
documents  on  silicone,  including  data 
furnished  by  Dow  Coming.  During  this 
meeting,  the  Panel  unanimously 
recommended  that  FDA  classify  the 
silicone  inflatable  breast  prosthesis  into 
class  in  as  proposed. 

The  Panel  met  on  November  22. 1988, 
and  recommended  that,  from  that  date 
until  1990,  FDA  and  ASPRS  conduct  a 
review  of  all  existing  national  and 
international  registries  of  breast 
implants  to  gather  long-term  data  on  all 
known  clinical  and  preclinical  risks 
related  to  mammary  implants,  including 
carcinogenesis/teratogenesis  and 
immune  disorders.  Quantitative  long- 
term  risk  information  was  not 
uncovered  in  this  review.  (See  transcript 
of  the  Panel  meeting,  January  26, 1989.) 
The  Panel  also  recommended  that  a 
national  mandatory  informed  consent 
program  be  implemented  to  educate 
prosj>ective  patients  about  the  risks 
associated  with  augmentation 
mammaplasty.  On  September  26, 1991, 
FDA  issued  a  Federal  Register  notice 
requiring  dissemination  of  information 
on  risks  associated  with  silicone  gel- 
filled  and  silicone  inflatable  breast 
prostheses  (56  FR  49098). 

Based  on  all  of  the  Panel's 
recommendations,  FDA  has  evaluated 
the  risks  associated  with  the 
implantation  of  silicone  inflatable  breast 
prostheses.  Much  of  the  documentation 
of  the  risks  referred  to  in  paragraphs  1 
through  9  below  is  specific  to  the 
silicone  inflatable  breast  prostjiesis. 
Where  there  is  no  documentation 
specific  to  this  device,  but  there  is 
documentation  of  risks  associated  with 
materials  which  may  be  used  in  the 


device,  or  to  another  similar  device, 
such  as  another  device  made  from 
silicone  materials,  this  is  so  indicated. 
FDA  now  believes  that  the  following  are 
significant  risks  associated  with  the  use 
of  silicone  inflatable  breast  prostheses: 

1.  Fibrous  Capsular  Contracture 

Fibrous  capsular  contracture,  the 
formation  of  a  constricting  fibrous  layer, 
around  the  prosthesis,  is  the  most 
common  risk  associated  with  breast 
augmentation  and  reconstruction. 
Capsular  contracture  may  result  in 
excessive  breast  firmness,  discomfort, 
pain,  disfigurement,  and  displacement 
of  the  implant  This  condition  occurs 
most  commonly  within  the  first  few 
months  following  surgery  (Refs.  1 
through  4.  6,  and  7).  Degrees  of  capsular 
contracture  have  not  been  quantitatively 
defined.  The  rate  of  clinically 
significant  contracture  has  been  cited  as 
between  approximately  3  and  45 
percent  (Rels.  1,  4,  6,  and  7). 

Although  several  etiological  facttvs 
have  been  suggested,  including 
hematoma,  infection,  foreign  body 
reaction,  and  radiation,  no  single  factor 
has  been  demonstrated  to  be  the  sole 
cause  of  contracture.  The  etiology  of 
contracture  is  not  understood  (Rels.  5,  7 
through  10,  and  49). 

2.  Deflation 

Deflation  of  the  device  results  from 
partial  or  total  loss  of  the  contents  due 
to  puncture,  rupture  or  other  failure  of 
the  shell,  or  a  faulty  valve.  Deflation 
results  in  the  loss  of  shape  of  the 
prosthesis,  which  may  cause  deformity 
of  the  breast  and  require  surgical 
intervention  to  correct  (Refs.  2,  3,  and 
11  through  17). 

3.  Infection 

Infection,  a  risk  of  any  surgical 
implant  procedure,  is  associated  with 
the  use  of  silicone  inflatable  breast 
implants  (Refs.  8,  9,  and  18  through  20) 
As  in  any  implantation  procedure, 
compromised  device  sterility  and 
surgical  techniques  may  be  major 
contributing  factors  to  this  risk.  Other 
factors  specifically  related  to  breast 
implants  have  been  identified  which 
may  increase  the  risk  of  infection 
associated  with  this  device.  Burkhardt 
et  al.  have  concluded  from  their  studies 
that  Staphylococcus  epidermidis,  which 
has  be«i  cultured  from  uninfected 
breast  glands,  may  cause  subclinical 
infections  of  the  periprosthetic  area  if 
the  ductal  system  is  disrupted  during 
the  surgical  procedure.  It  has  been 
suggested  that  this  may  also  contribute 
to  the  early  development  of  capsular 
contracture  (Refa.  7  through  9, 18,  and 
19). 
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4.  Interference  With  Early  Tumor 
Detection 

Several  reports  have  suggested  that    . 
the  presiance  of  silicone  inflatable  breast 
implants  may  interfere  with  standard 
mammography  procedures  used  to 
screen  patients  for  breast  cancer.  The 
presence  of  the  implemt  can  produce  a 
shadow  on  the  radiograph  that  may 
reduce  visual  clarity  of  a  significant 
portion  of  the  breast  (Ref.  21). 
Furthermore,  there  is  greater  reduction 
of  transmission  of  X-rays  through  .the 
saline  filler  than  through  tissue  (Ref. 
22).  In  addition,  the  presence  of  the 
implant  compresses  overlying  breast 
tissue,  particularly  fat,  creating  a  denser 
organ  with  less  radiographic  contrast. 
Compression  obliterates  the  fine 
trabecular  pattern  of  the  breast,  making 
architectural  distortions  difficult  to  see 
in  a  radiograph  (Ref.  23). 

The  risk  of  interference  with  early 
tumor  detection  could  potentially  affect 
a  large  number  of  patients,  because  most 
recent  predictions  indicate  that 
approximately  10  percent  of  women  in 
the  United  States  will  develop  breast 
cancer  during  their  lifetime. 

5.  Human  Carcinogenicity 

Carcinogenesis  has  been  widely 
discussed  as  a  reputed  risk  secondary  to 
implantation  of  any  material.  Evidence 
from  the  literature  indicates  that,  in 
animal  studies,  different  forms  of 
silicone  have  been  associated  with 
various  types  of  cancer  (Refs.  28  through 
32).  Cases  of  several  types  of  cancer  in 
humans  have  been  reported  in 
association  with  various  forms  of 
implanted  silicone  (Refs.  24  through 
27). 

6.  Human  Teratogenicity 


Teratogenesis  includes  the  origin  or 
mode  of  production  of  a  malformed 
fetus  and  the  disturbed  growth 
processes  involved  in  the  production  of 
a  malformed  fetus.  Studies  using 
silicone  fluid  in  animals  have  been 
minimal,  and  yield  contradictory  and 
inconclusive  results  (Refs.  33  through 
35).  Prolonged  contact  with  the  silicone 
membrane  and  its  components  might 
present  a  potential  risk  of  teratogenicity 
in  humans. 

7.  Adverse  Immunological  Effects  and/ 

1r  Connective  Tissue  Disorders 
Adverse  immunological  effects  and/or 
connective  tissue  disorders  may  be  a 
serious  risk  associated  with  the 
implantation  of  a  silicone  inflatable 
breast  prosthesis.  These  problems  have 
been  discussed  related  to  the  use  of 
silicone  gel-filled  prostheses  and 
silicone  injections  in  augmentation 
mammaplasty.  There  are  clinical  reports 


of  several  patients  who  have  undergone 
augmentation  mammaplasty  with 
silicone  gel-filled  breast  prostheses  and 
who  have  presented  with  connective 
tissue  disorders  (Ref.  36).  Because  the 
silicone  inflatable  breast  prosthesis  may 
contain  a  similar  elastomer  rubber  shell, 
prolonged  contact  writh  this  prosthesis 
presents  a  potential  risk  of  adverse 
immunological  effects  and/or 
connective  tissue  disorders  in  humans. 

8.  Calcification 

Calcification  of  the  fibrous  capsule 
surrounding  the  implant  involves  the 
deposition  of  mineral  salts  in  the 
capsule  and  may  compromise 
interpretation  of  mammographic  films 
and  contribute  to  diagnostic  errors  or 
delays  in  diagnosis  of  cancerous  lesions. 
(Refs.  3,  37,  and  38). 

9.  Biological  Effects  of  SiUca 

Amorphous  (fumed)  silica  is  bound  to 
the  silicone  in  the  shell  and  may  be 
fibrogenic.  Fumed  silica  and  the 
silicone  shell  each  elicit  cellular 
responses  in  rats  (Ref.  39).  The 
biological  effects  of  silica  present  a 
potential  risk. 

F.  Benefits  of  the  Device 

Silicone  inflatable  breast  prostheses 
are  intended  to  reconstruct  or  augment 
the  female  breast.  Whether  performed 
for  reconstruction  or  augmentation 
purposes,  breast  implantation  is  a 
discretionary  elective  surgical 
procedure  performed  for  its 
psychological  benefits. 

Reconstructive  breast  implantation 
most  often  follows  cancer  surgery.  In 
addition  to  the  burden  of  knowing  that 
they  have  cancer,  it  is  reported  that 
women  facing  mastectomy  may 
experience  depression  that  accompanies 
any  degenerative  change  in  body  image. 
Shame  and  feelings  of  inadequacy  are 
common,  as  are  anxiety  and  fear  of 
sexual  rejection  (Refs.  40  and  41). 
Reconstruction  of  the  breast  may  help  to 
alleviate  such  feelings  as  well  as 
provide  these  women  with  a  more 
hopeful  outlook  toward  their  disease 
(Refs.  41  through  43). 

Some  studies  have  shown  that  women 
seeking  breast  enlargement  are 
individuals  who  feel  physically 
inadequate,  with  doubts  concerning 
their  femininity  and  desirability  (Refs. 
44  and  45).  Inner  concerns  about 
lowered  self-esteem  and  a  poor  self- 
concept  are  expressed  as  depression, 
lack  of  self-confidence,  and  some  degree 
of  sexual  inhibition  (Refs.  44  and  45). 

Changes  in  outlook,  personality,  and 
behavior  have  been  observed  following 
breast  augmentation  (Refs.  41.  46,  and 
47).  Published  studies  of  augmentation 


mammaplasty  show  psychological 
improvement  in  the  majority  of  patients 
(Refs.  16.  40,  41,  and  44  through  48). 
One  study,  which  involved  an  in-depth 
psychiatric  study  of  10  patients  and  a 
questionnaire  completed  by  132 
patients,  showed  enhancement  of  self- 
image,  improved  self-esteem,  and  a  high 
level  of  satisfaction  with  the  end  result 
of  the  implant  procedure  experienced 
by  all  10  patients  evaluated 
psychiatrically,  and  by  most  of  the 
group  of  132  patients  (Ref.  47). 

However,  tnese  studies  are  not  totally 
reliable  because  they  did  not  use 
objective  and  standardized  recording/ 
measurement  of  the  psychological 
benefit  of  the  device.  The  principal 
requirements  for  an  acceptable  scientific 
documentation  of  psychological  benefits 
of  the  device  are  provided  under  the 
section  II  of  this  document. 

G.  Need  for  Information  for  Risk/Benefit 
Assessment  of  the  Device 

As  indicated  above,  there  is 
reasonable  knowledge  of  the  risks  and 
benefits  associated  with  the  silicone 
inflatable  breast  prosthesis.  There  is. 
however,  insufficient  valid  scientific 
data  to  permit  FDA  to  perform  a  risk/ 
benefit  analysis.  Therefore,  FDA  is  now 
seeking  further  information  on  the 
following  safety  and  effectiveness  issues 
associated  with  the  silicone  inflatable 
breast  prosthesis: 

(1)  Clinical  data  in  the  form  of  valid 
scientific  evidence  are  needed  to  show 
the  rate  of  contracture  for  any  specific 
silicone  inflatable  breast  prosthesis,  i.e., 
for  each  substantive  external  surface 
modification.  In  addition,  it  is  not  clear 
how  various  approaches  to  the 
prevention  and  treatment  of  capsular 
contracture  may  reduce  the  risks 
associated  v^ath  use  of  this  device  and. 
consequently,  these  approaches  should 
be  studied.  Such  methods  have 
included  the  use  of  various  implant 
types,  submuscular  positioning  of  the 
implant,  use  of  manual  compression 
exercises,  external  capsulotomy,  and       i 
open  capsulotomy  or  capsulectomy. 

(2)  The  potential  long-term  adverse 
effects  of  silicone  inflatable  breast 
implants,  such  as  cancer,  adverse 
immunological  effects,  connective  tissue 
disorders,  calcification,  and 
teratogenicity,  are  unknown  and  require 
study.  The  agency  notes  that  neither 
particles,  which  may  be  shed  from  the 
shell  (Refs.  49  and  50),  nor  the  chemical 
forms  of  silicone  monomers  or  other 
additives,  which  may  leach  from  the 
shell,  have  been  characterized,  and  their 
metabolic  fates  are  not  known  (Ref.  33). 
Furthermore,  no  satisfactory 
independent  study  has  thoroughly 
evaluated  the  chronic  long-term 
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toxicology  of  cross-linked  silicone 
p>olym«TS  of  different  molecular  sizes. 
Because  young  women  are  the 
recipients  of  a  significant  percentage  of 
these  implants,  information  regarding 
the  chronic  toxic  effects  or  possible 
teratogenic  effects  of  silicone  could  be 
of  substantial  importance  in 
determining  the  risk  to  these  patients. 

(3)  Data  demonstrating  the  effect  of 
the  device  on  the  ability  of 
mammograms  to  detect  tumors  in  the 
breast  are  needed.  It  is  predicted  that 
approximately  10  percent  of  American 
women  will  develop  breast  cancer. 
Mammography  of  the  breast  is  one 
method  to  detect  early  tumors.  Data  are 
needed  that  demonstrate  whether  the 
presence  of  a  breast  prosthesis  may 
interfere  with  mammographic 
procedures  to  screen  patients  for  breast 
cancer. 

(4)  Studies  demonstrating  the 
incidence  and  extent  of  risk  of 
calcification  of  the  fibrous  tissue  around 
breast  prostheses  and  its  impact  on  the 
correct  and  timely  detection  of  breast 
tumors  by  mammography  are  needed. 

(5)  Data  from  both  long-term  clinical 
studies  and  mechanical  testing  are 
needed  to  determine  the  incidence  of 
deflation  and  its  relationship  to  the 
physical  characteristics  of  the  device, 
e.g.,  tensile  strength,  valve  performance, 
and  compressive  cyclic  fatigue  strength. 

(6)  Long-term  effectiveness  data  for 
the  device  are  needed.  The  incidence  of 
infection,  implant  failure  and  attendant 
causes,  as  well  as  the  incidence  of 
reoperations  required  as  a  result,  have 
not  been  clearly  identified.  This 
information  is  necessary  in  order  to 
perform  an  appropriate  risk/benefit 
analysis. 

(7)  The  presurgical.  immediate 
postsurgical,  and  long-term 
psychological  benefits  of  the  device 
after  breast  reconstruction  and 
augmentation  need  to  be  examined  and 
quantified.  In  order  to  document  the 
benefits  of  breast  reconstruction  and 
augmentation  with  silicone  inflatable 
breast  prostheses,  such  factors  as  patient 
satisfaction,  improved  self-image,  and 
improved  psychological  outlook  need  to 
be  studied  using  well-established 
standardized  tests. 

FDA  believes,  therefore,  that  the 
silicone  inflatable  breast  prosthesis 
should  undergo  premarket  approval  to 
determine  whether  the  risks  of  using  the 
device  are  adequately  balanced  by  its 
benefits. 

IL  PMA  Content* 

Any  PMA  for  the  device  must  include 
the  information  required  by  section 
515(c)(1)  of  the  act.  Such  a  PMA  should 
also  include  a  detailed  discussion  of  the 


risks  and  benefits  identified  above,  with 
results  of  preclinical  and  clinical 
studies,  of  the  device  for  which 
premarket  approval  is  sought.  In 
addition,  the  PMA  should  include  all 
data  and  information  on:  (1)  Any  risks 
known  to  the  applicant  that  have  not 
been  identified  in  this  document,  (2)  the 
effectiveness  of  the  specific  silicone 
inflatable  breast  prosthesis  that  is  the 
subiect  of  the  application,  and  (3) 
summaries  of  all  existing  preclinical 
and  clinical  data  from  investigations  on 
the  safety  and  effectiveness  of  the 
device. 

Section  515(b)  of  the  act  does  not 
require  FDA  to  provide  guidance  for 
tests  for  PMA's  prior  to  issuing  a  call  for 
PMA's.  Nevertheless,  FDA  is  providing 
the  following  discussion  of  tests  and  test 
methods  in  order  to  assist  potential 
applicants  in  developing  th6ir  PMA 
submissions.  This  discussion  is 
intended  to  suggest  the  content  of  a 
PMA  and  is  not  intended  to  bind  a  PMA 
applicant  or  the  agency  to  any  specific 
study  or  set  of  studies.  FDA  is  prepared 
to  consider  any  and  all  valid  scientific 
evidence  in  its  evaluation  of  the  safety 
and  effectiveness  of  the  silicone 
inflatable  breast  prosthesis. 

A.  Manufacturing  Data 

The  manufacture  of  the  device  should 
be  described  in  detail.  Information 
provided  should  include,  but  not 
necessarily  be  limited  to,  chemical 
formulation  and  manufacturing 
procedures,  presented  as  a  step-by-step 
process,  from  the  starting  materials  to 
the  finished  products,  including,  but  not 
limited  to,  all  nonreactants  and 
reactants  (including  intermediate 
precursors)  for  the  outer  shell,  patch, 
and  injection  port  materials.  A  complete 
master  list  of  common  chemical  names 
and  alternate  names  (company,  trade, 
and  code)  for  all  nonreactants,  reactants 
(including  intermediate  precursors),  and 
products  should  be  provided.  Chemical 
characterization  of  the  elastomer 
intermediates,  outer  shell,  patch,  and 
injection  port  sufficient  to  demonstrate 
control  of  chemical  processing  of  the 
device  materials  should  be  provided. 
This  should  be  based  on  lot-to-lot 
comparisons  of  the  following 
information:  (1)  The  molecular  weight 
distribution,  expressed  as  weight 
average  molecular  weight,  number 
average  molecular  weight,  peak 
molecular  weight,  Z  average  molecular 
weight,  polydispersity,  and  viscosity 
average  molecular  weight  of  these 
precursors;  (2)  analyses  for  residual 
levels  of  volatile  and  nonvolatile  cyclic 
compoimds;  and  (3)  comparison  of 
viscosity,  number  average  molecular 
weight,  and  percent  volatiles  on  a  single 


graph.  Information  providing 
documentation  establishing  the  extent 
of  crosslinkirtg  in  the  shell  material  or 
silicone-hydride  and  vinyl  content  of 
crosslinked  shell  material,  as  well  as 
particle  size  of  the  silica  if  present  in 
the  shell,  patch,  or  injection  port, 
should  be  provided.  Copies  of  the 
sterility  and  material  qualification 
standard  operating  procedures  should 
also  be  provided. 

B.  Preclinical  Data 

All  physical  and  chemical  properties 
of  the  device  should  be  completely 
characterized.  Theee  should  include, 
but  not  necessarily  be  limited  to,  tensile, 
fatigue,  and  shear  strengths,  elastic 
modulus,  and  chemical  properties  of  the 
finished  and  sterilized  device.  Data 
should  also  include  frequency  of  device 
failure,  failure  mechanism,  and  specific 
components  that  caused  failure  of  the 
finished  and  sterilized  device.  Tests 
should  include  the  following  specific 
methods  or  their  equivalent:  The 
American  Society  of  Testing  and 
Materials  (ASTM)  Test  Method  D412  to 
measure  ultimate  elongation  and  total 
energy  to  rupture  of  shells,  patches,  and 
other  elastomeric  components  that 
comprise  a  lumen  of  the  finished 
product:  ASTM  Test  Method  D624  to 
determine  tear  resistance  of  patches  and 
other  elastomeric  components;  abrasion 
resistance  test  of  the  shell;  finished 
device  fatigue  characteristic  curve  (S/N 
curve)  in  the  form  of  applied  external 
pressure  (to  simulate  pressures  applied 
by  patient  lying  on  her  chest)  versus 
number  of  cycles  to  failure  performed  in 
air  at  1  Hertz;  and  ASTM  Test  Method 
F763  (section  7.2)  to  test  the  integrity  of 
adhered  or  fused  joints. 

Complete  identification  and 
quantification  of  all  chemicals, 
including  residual  cyclics  and 
oligomers,  extractable  from  each  of  the 
individual  structural  components  (shell 
and  other  materials)  as  they  are  found 
in  the  final  sterilized  device,  should  be 
reported.  The  solvents  used  for 
extraction  should  have  varying 

Eolarities  and  should  include,  but  not 
B  limited  to.  dichloromethane.  The 
selected  solvents  and  extraction  method 
should  be  documented  to  show  that 
they  can  solubilize  potential  leachables. 
Laboratory  test  methods  and  animal 
experiments  used  in  the 
characterization  of  the  physical, 
chemical,  and  mechanical  properties  of 
the  device  should  simulate  the  intended 
use  of  the  device  in  humans.  Data 
relevant  to  the  distribution  and 
metabolic  fate  of  silicone  used  in  the 
manufacturing  of  the  device  should  be 
supplied. 
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Phannacokinetic/biodegradation 
studies  of  all  materials  contained  in  the 
Hnished  device  should  be  reported.  Of 
special  ccmcem  are  questions  regarding 
the  ultimate  fate,  quantities,  sites/organs 
of  deposition,  routes  of  excretion,  and 
potential  clinical  significance  of  silicone 
retention  and  migration. 

Toxicological  eRects  (e.g., 
cytotoxicity,  mutagenicity,  suppression 
of  the  immune  system,  allergenidty, 
and  reproductive  and  development 
organ  damage]  should  be  identified. 
Complete  mutagenicity  testing  of  each 
chemical  extracted  from  the  finished, 
sterilized  components  of  the  device 
should  include  the  following  tests: 
Bacterial  mutagenicity,  mammalian 
mutagenicity,  deoxyribonucleic  add 
damage,  and  cell  transformation  assay. 

Acute,  subchronic,  and  chronic 
toxicity  in  vitro  and  in  vivo  studies 
using  the  chemicals  recovered  by  the 
above  extraction  processes  should  be 
provided  in  the  evaluation  of  long-term 
biocompatibility  of  the  device, 
including  dose  response  and  time  to 
response,  as  well  as  histopathological 
findings  in  tissues  both  surroimding 
implants  and  distal  to  implant  sites 
Oymph  nodes,  liver,  kidney,  lungs,  etc.). 
Animal  studies  of  chronic  toxidty, 
carcinogenicity,  teratogenidty,  and 
reproductive  toxidty  should  be 
performed  in  accordance  with  methods 
such  as  those  described  in 
'Toxicological  Principles  for  the  Safety 
Assessment  of  Direct  Food  Additives 
and  Color  Additives  Used  in  Food"  (Ref. 
51).  Animal  testing  of  the  individual 
compounds  extracted  from  the  final 
sterilized  device  should  be  performed 
for  those  that  qualify  for  Concern  Level 
ni,  as  described  in  Ref.  51.  These 
studies  should  utilize  subcutaneous 
injection  to  administer  individual 
compounds  to  the  animals. 
Appropriately  conducted  studies  have 
been  described  in  several  publications 
(e.g.,  "Guidance  Document  for  the 
Preparation  of  Investigational  Device 
Exemption  Applications  for 
IntraArticular  Prosthetic  Knee  Ligament 
Devices,"  1987).  Teratology/ 
reproductive  testing  of  the  final 
sterilized  silicone  elastomer  and 
extractables  bom  the  final  sterilized 
shell  should  be  performed  in  commonly 
used  species,  such  as  the  rabbit. 

C.  Clinical  Data 

Valid  scientific  evidence  submitted  in 
I PMA  should  include  information  from 
well-controlled  clinical  studies,  with 
detailed  long-term  followup,  suffident 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  silicone 
inflatable  breast  prosthesis.  For  each 
clinical  investigation  of  this  device,  a 


complete  description  of  all 
randomizaticm  techniques  used  to 
minimize  potential  sources  of  bias 
should  be  given.  Such  studies  should 
include  time  coiuse  presentations  of 
dinical  data  demonstrating  the  presence 
or  absence  of  fibrous  capsular 
contracture,  caldfication,  infection,  or 
any  other  adverse  health  event, 
including  any  effects  on  the  immune 
system,  both  local  to  the  device  and 
systemic,  without  regard  to  the  device- 
relatedness  of  the  event.  The  diagnostic 
criteria  for  each  tjrpe  of  immunological 
and  allergic  phenomenon  should  be 
defined  at  the  beginning  of  the  study 
'  and  cases  should  be  well  documented 
utilizing  these  criteria.  Data 
demonstrating  the  effect  of  this  device 
on  the  ability  of  mammograms  to  detect 
timiors  in  the  breast  tissue,  time  course 
presentations  of  patient  satisfaction 
with  and  psychological  benefit  from  the 
implantation  of  this  device,  and  the 
anatomical  effect  of  this  device  as 
shown  by  matched  tables  of  before  and 
after  bra  and  cup  sizes  should  be 
provided.  Full  patient  accounting, 
including  theoretical  followup  (the 
number  of  patients  that  would  have 
been  examined  if  all  patients  were 
examined  according  to  their  followup 
schedules),  time  course  of  revisions,  and 
time  course  of  deaths  should  be 
reported.  As  pari  of  this,  each  cUnical 
report  should  clearly  state  the  date  that 
the  data  base  was  closed  to  the  addition 
of  new  information.  A  statistical 
demonstration,  based  on  the  number  of 
patients  who  complete  the  required 
study  period,  should  show  that  the 
sample  size  is  adequate  to  provide 
accurate  measures  of  the  safety  and 
effiactiveness  of  this  device.  The 
statistical  demonstration  should  identify 
the  effect  criteria,  statistical  error 
tolerances  of  a  and  p,  anticipated 
variances  of  the  response  variables,  and 
should  provide  any  assumptions  or 
statistical  formulas  with  copies  of  any 
references  and  all  calculations  used. 
Statistical  justifications  for  pooling 
across  several  variables  such  as 
investigational  site,  device  usage 
(augmentation  versus  reconstruction 
versus  revision),  type  of  device,  types  of 
device  surfeces,  device  placement,  and 
indsion  site,  should  be  provided. 

Epidemiological  studies  designed  to 
determine  the  risk  of  such  ocoirrences 
should  contain  enough  subjects  to 
detect  S  small  but  significant  increase  in 
one  or  more  connective  tissue  disorders 
(especially  sderoderma)  that  may  be 
associated  with  the  use  of  the  device. 

The  agency  believes  that  insuffident 
time  has  elapsed  to  permit  a  direct 
evaluation  of  the  risk  of  cancer  posed  by 
the  presence  of  silicone  in  the  human 


body  and  that  sufficient  epidemiological 
data  or  experimental  aniinal  data  are  not 
available  to  make  a  reasonable  and  fail 
judgment  of  this  risk.  Therefore,  the 
agency  will  require  long-term, 
postapproval  followup  for  any  silicone 
inflatable  l»east  prostnesis  permitted  to 
continue  in  or  to  enter  commerdal 
distribution.  Well-designed  clinical 
prospective  studies  with  long-term 
followup,  tog^er  with  experimental 
animal  studies,  will  be  considered 
essentied  in  detennining  the  safiety  and 
effectiveness  of  the  device.  Additional 
well-designed  retrospective  and 

{>rospective  clinical  studies  to  collect 
ong-term  data  on  teratogenic/ 
reproductive  effects  of  the  device 
should  be  initiated. 

FDA  recognizes  that  the  implantation 
of  a  silicone  inflatable  breast  prosthesis 
is  an  elective  surgical  procedure.  FDA 
understands  that  evaluation  of  the 
degree  of  benefit  involves  an  assessment 
of  patient  satisfaction  and  psychological 
well-being,  particularly  in  light  of  the 
function  of  the  device.  Such  evaluation 
relates  to  patient  expectations  and 
includes  subjective  fadors,  which  may 
be  transient  in  nature. 

The  level  of  the  device's  benefit  may 
depend  on  whether  breast  implants  are 
used  for  augmentation  mammaplasty, 
correction  of  congenital  breast 
anomalies,  or  reconstruction  after  tumor 
ablation,  llierefore,  the  evaluation 
parameters  for  this  portion  of  the 
clinical  study  should  be  stnidured  for 
an  objective  and  standardized 
recording/measiu«ment  of  the 
psychological  benefit  of  the  device.  The 
primary  requirements  for  an  acceptable 
scientific  documoitation  of 
psydiological  benefits  of  the  device  are 
the  use  of:  (1)  Prospective  research 
designs,  including  presurgical  and 
postsiu^cal  repeated  measures;  (2) 
appropriate  control/comparison  groups; 
and  (3)  standardized  test  instruments 
rather  than  informal,  nonvalidated 
questionnaires.  FDA  also  strongly 
recommends  that  the  following  criteria 
be  included  in  the  study:  (1) 
Stratification  of  data  according  to 
augmentation  versus  reconstruction 
mammaplasty;  (2)  quantitative 
assessment  of  the  level  and  duration  for 
each  of  the  various  parameters 
evaluated  (for  example,  a  numerical 
score  should  be  assigned  to  evaluate  the 
level  and  duration  of  the  preoperative 
and  postoperative  satisfaction  and 
psycnological  improvement  of  treated 
compared  to  untreated  control  patients); 
(3)  basehne  level  for  each  psychological 
parameter  evaluated;  (4)  correlation  of 
the  psychological  data  with  other 
dinical  outcomes  of  the  implant 
procedure;  and  (5)  adequate  followup 
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time.  The  benefit  assessment  (and  the 
entire  PMA)  must  be  based  on  valid 
scientific  evidence  as  defined  in 
§  860.7(c)(2)  (21  CFR  860.7(c)(2))  and 
well-controlled  studies  as  described  in 
§  B60.7(f),  in  order  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness 
of  the  silicone  inflatable  breast 
prosthesis  in  reconstruction  and 
augmentation  mammaplasty. 

Applicants  should  submit  any  PMA 
in  accordance  with  FDA's  "Premarket 
Approval  (PMA)  Manual."  which  is 
available  upon  request  from  the 
Division  of  Small  Manufacturere 
Assistance  (HFZ-220).  Center  for 
Devices  and  Radiological  Health,  Food 
and  Drug  Administration.  5600  Fishers 
Lane.  Rockville.  MD  20850.  800-443- 
2041.  or  301-443-6597. 

m.  Request  for  Comments 

Interested  persons  may.  on  or  before 
March  9. 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  docimient.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday.  Comments 
should  discuss  all  aspects  of  the 
proposed  findings  and  the 
recommended  PMA  contents. 

IV.  Opportunity  To  Request  a  Change  in 
Qassification 


Before  requiring  the  filing  of  a  PMA 
or  PDP  for  a  device.  FDA  is  required  by 
section  515(b)(2)(A)(iv)  of  the  act  to 
provide  an  opportimity  for  interested 
persons  to  request  a  change  in  the 
classification  of  the  device  based  on 
new  information  relevant  to  its 
classificaUon.  (See  8860.132  (21  CFR 
860.132).)  Any  proceeding  to  reclassify 
the  device  will  be  under  the  authority 
of  section  513(e)  of  the  act. 

A  request  for  a  change  in  the 
classification  of  the  silicone  inflatable 
breast  prosthesis  is  to  be  in  the  form  of 
a  reclassification  petition  containing  the 
information  required  by  §860.123  (21 
CFR  860.123),  including  new 
information  relevant  to  the  classification 
of  the  device,  and  shall,  under  section 
515(b)(2)(B)  of  the  act.  be  submitted  by 
January  25. 1993. 

The  agency  advises  that,  to  assure 
timely  filing  of  any  such  petition,  any 
request  should  be  submitted  to  the 
Dockets  Management  Branch  (address 
above)  and  not  to  the  address  provided 
in  §  860.123(b)(1).  Petitions  should  be 
identified  by  the  docket  number  found 


in  brackets  in  the  heading  of  this 
document.  Petitions  may  be  seen  in  the 
Dockets  Management  Branch  (address 
above)  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

If  a  timely  request  for  a  change  m  the 
classification  of  the  siUcone  inflatable 
breast  prosthesis  is  submitted,  the 
agency  wll  by  March  9. 1993.  after 
consultation  with  the  appropriate  FDA 
advisory  committee  and  by  an  order 
published  in  the  Federal  Register,  either 
deny  the  request  or  give  notice  of  its 
intent  to  initiate  a  change  in  the 
classification  of  the  device  in 
accordance  with  section  513(e)  of  the 
act  and  8  860.130  (21  CFR  860.130). 
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VI.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(8)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VII.  Economic  Impact 

FDA  has  examined  the  economic 
consequences  of  this  proposed  rule  in 
accordance  with  the  criteria  in  section 
1(b)  of  Executive  Order  12291  and  finds 
that  this  proposal  would  not  be  a  major 
rule  as  specified  in  the  Order.  The 
agency  believes  that  only  a  small 
number  of  firms  will  be  affected  by  this 
proposed  rule,  and  the  agency  certifies 


under  the  Regulatory  Flexibility  Act 
(Pub.  L  96-354)  that  the  proposed  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  unall 
entities.  An  assessment  of  the  economic 
impact  of  any  final  rule  based  on  this 
proposal  has  been  placed  on  file  in  the 
Dockets  Management  Branch  (address 
above)  and  may  be  seen  by  interested 
persons  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Subjects  in  21  CFK  Part  878 

Medical  devices. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  part  878  be  amended  as  follows: 

PART  87fr-GENERAL  AND  PLASTIC 
SURGERY  DEVICES 

1.  The  authority  citation  for  21  CFR 
part  878  continues  to  read  as  follows: 

Authority:  Sees.  501,  510,  513,  515,  520, 
701  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  351,  360,  360c,  360e.  360j, 
371). 

2.  Section  878.3530  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 


§878.3530 
prosthesis. 


Silicon*  infiatabie  br«a«t 


(c)  Date  premarket  approval 
application  (PMA)  is  required.  A  PMA 
or  a  notice  of  completion  of  a  PDP  is 
required  to  be  filed  with  the  Food  and 
Drug  Administration  on  or  before  (insert 
date  90  days  after  the  effective  date  of 
a  final  rule  based  on  this  proposed  rule), 
for  any  silicone  inflatable  breast 
prosthesis  that  was  in  commercial 
distribution  before  May  28. 1976.  or  that 
has  on  or  before  (insert  date  90  days 
after  the  effective  date  of  a  final  rule 
based  on  this  proposed  rule),  been 
found  to  be  substantially  equivalent  to 
the  silicone  inflatable  breast  prosthesis 
that  was  in  commercial  distribution 
before  May  28, 1976.  Any  other  silicone 
inflatable  breast  prosthesis  shall  have  an 
approved  PMA  or  a  declared  completed 
PDP  in  effect  before  being  placed  into 
commercial  distribution. 

Dated:  December  15, 1992. 
Michael  R.  Taylor, 

Depu  ty  Commissioner  for  Policy. 

(FR  Doc.  93-449  Filed  1-5-93;  4:26  pm) 
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Muehroom  Promotton,  Reeeerch,  and 
Coneumer  InformaUon  Order 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACnow;  Final  rule. 

summary:  This  action  establishes  a 
Mushroom  Promotion.  Research,  and 
Consumer  Information  Order  (Order) 
which  is  authorized  by  the  Mushroom 
Promotion.  Research,  and  Consumer 
Inftmnation  Act  of  1990.  The  program 
will  be  funded  by  assessments  collected 
from  producers  and  importers  who 
produce  or  import,  on  average,  over 
500,000  pounds  of  mushrooms  annually 
that  are  marketed  or  imported  for  fresh 
use.  The  program  will  be  administered 
by  a  Mushroom  Coxmcil  consisting  of  at 
least  four  but  no  more  than  nine 
producer  and  importer  members.  From 
August  24. 1992.  through  September  28. 
1992.  the  Department  of  Agriculture 
(Department)  conducted  a  referendum 
among  eligible  producers  and  importers 
to  determine  whether  the  Order  would 
go  into  effect.  The  Order  was  approved 
by  a  majority  of  those  voting  in  the 
referendum  with  such  majority,  on 
average,  annually  producing  and 
importing  more  than  50  percent  of  the 
mushrooms  annually  produced  and 
imported  by  all  those  voting  in  the 
refjBrendum. 

DATES:  This  Hnal  rule  is  effective 
January  8. 1993. 

ADDRESSES:  Richard  Schultz,  Research 
and  Promotion  Branch,  Fruit  and 
Vegetable  Division,  Agricultural 
Marketing  Service,  U.S.  Department  of 
Agriculture,  room  2535-S,  P.O.  Box 
96456,  Washington.  DC  20090-6456. 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  Schultz  at  the  above  address  or 
telephone  (202)  720-5976. 
SUPPt-EMENTARY  INFORMATION:  Prior 
documents  in  this  proceeding:  Proposed 
Rule  published  in  the  October  4,  1991. 
issue  of  the  Federal  Register  (56  FR 
50283):  Proposed  Rule  and  Meeting 
Notice  published  in  the  January  15. 
1992,  issue  of  the  Federal  Register  (57 
FR  1666);  Proposed  Rule  and 
Referendum  Order  published  in  the 
June  10. 1992.  issue  of  the  Federal 
Register  (57  FR  24719);  Amendment  to 
Referendum  Order  published  in  the 
August  14. 1992.  issue  of  the  Federal 
Register  (57  FR  36610);  and  further 


Amendment  to  Referendum  Order 
published  in  the  September  23. 1992. 
issue  of  the  Federal  Register  (57  FR 

43943). 

This  final  rule  is  issued  pursuant  to 
the  Mushroom  Promotion,  Research, 
and  Consumer  Information  Act  of  1990 
(Subtitle  B  of  title  XIX  of  the  Food. 
Agriculture.  Conservation,  and  Trade 
Act  of  1990.  Pub.  L.  101-624,  November 
28. 1990.  7  U.S.C.  6101-6112).  as 
amended,  hereinafter  referred  to  as  the 
Act. 

This  rule  has  been  reviewed  by  the 
Department  in  accordance  with 
Departmental  Regulation  1512-1  and 
the  criteria  contained  in  Executive 
Order  12291  and  has  been  determined 
to  be  a  "non-maior"  rule. 

This  rule  has  been  also  reviewed 
under  Executive  Order  12778.  Civil 
Justice  Reform.  It  is  not  intended  to 
have  retroactive  effect.  Section  1930  of 
the  Act  provides  that  nothing  in  the  Act 
may  be  construed  to  preempt  or 
supersede  any  other  program  relating  to 
mushroom  promotion,  research, 
consumer  information,  or  industry 
information  organized  or  operated 
under  the  laws  of  the  United  States  or 

any  State. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  suit  in  court.  Under 
section  1927  of  the  Act.  a  person  subject 
to  an  order  may  file  a  petition  with  the 
Secretary  of  Agriculture  (Secretary) 
stating  that  the  Order,  a  provision  of  the 
Order,  or  an  obUgation  imposed  in 
connection  with  the  Order  is  not  in 
accordance  with  law;  and  requesting  a 
modification  of  the  Order  or  an 
exemption  from  the  Order.  Such  person 
is  afforded  the  opportunity  for  a  hearing 
on  the  petition.  After  the  hearing,  the 
Secretary  will  rule  on  the  petition.  The 
Act  provides  that  the  district  court  of 
the  United  States  in  the  district  in 
which  such  person  resides  or  does 
business  has  jurisdiction  to  review  the 
Secretary's  ruling  on  the  petition,  if  a 
complaint  is  filed  within  20  days  after 
the  date  of  the  entry  of  a  ruling  by  the 
Secretary. 

Regulatory  Flexibility  Act 

Pursuant  to  requirements  set  forth  in 
the  Regulatory  Flexibility  Act  (5  U.S.C. 
601  et  seq.)  (RFA).  the  Administrator  of 
the  Agricultural  Marketing  Service 
(AMS)  has  considered  the  economic 
impact  of  this  final  action  on  small 
entities. 

The  most  recent  Department  estimate 
of  mushroom  growers  in  the  United 
States  indicates  that  there  are  390 
growers.  Between  100  and  150  growers 
would  fall  under  the  definition  of 
producer  as  defined  in  the  Act  and  be 


subject  to  the  provisions  of  the  Order.  A 
majority  of  these  producers  are  engaged 
in  the  production  of  Agaricus 
mushrooms,  also  referred  to  as  button 
mushrooms.  A  minority  of  these 
producers  would  be  classified  as  small 
entities.  Small  agricultural  producers 
have  been  defined  by  the  Small 
Business  Administration  (13  CFR 
'  121.601)  as  those  having  annual  receipts 
of  less  than  $500,000,  and  small 
agricultural  service  firms,  which 
include  mushroom  handlers  and 
importers,  have  been  defined  as  those 
having  annual  receipts  of  less  than 
$3,500,000.  There  are  approximately 
100  handlers,  including  producers  who 
are  also  handlers,  who  would  be  subject 
to  the  provisions  of  the  Order.  A 
majority  of  these  handlers  would  be 
classified  as  small  entities.  There  are  no 
more  than  3  importers,  out  of 
approximately  30  importers,  who  would 
be  subject  to  the  provisions  of  the  Order. 
A  majority  of  these  importers  would  be 
classified  as  small  entities. 

During  the  period  from  July  1, 1991, 
through  June  30. 1992.  Department 
statistics  indicate  that  approximately 
743  million  pounds  of  mushrooms  were 
produced  in  the  United  States.  Of  this 
total  production.  498  million  pounds 
(67  percent)  were  for  the  fresh  market 
and  245  million  pounds  (33  percent) 
were  for  the  processed  market.  During 
this  period,  me  volume  of  sales  for  fr«sh 
market  Agaricus  or  button  mushrooms 
totaled  493  million  pounds,  while  the 
volume  of  sales  for  specialty 
mushrooms  totaled  approximately  5 
million  pounds.  Virtually  all  specialty 
mushrooms,  which  include  Shiitake, 
Oyster  and  others,  were  sold  on  the 
fresh  market. 

During  this  same  period,  Department 
statistics  indicate  that  approximately  4.6 
million  pounds  of  fresh  mushrooms 
were  imported  into  the  United  States. 
Major  exporting  countries,  as  a 
percentage  of  total  fresh  mushroom 
imports,  were  Canada  (95.2  percent), 
Japan  (1-3  percent),  Spain  (1.0  percent) 
and  Singapore  (0.8  percent).  Department 
statistics  for  January  1, 1992,  through 
June  30, 1992,  indicate  that  cumulative 
imports  of  fresh  mushrooms  were 
approximately  2.1  million  pounds. 
Major  exporting  countries,  as  a 
percentage  of  cumulative  fresh 
mushroom  imports,  were  Qmada  (95.5 
percent),  Japan  (1.7  percent),  Singapore 
(0.8  percent),  and  China  (0.7  percent). 
The  Order  provides  for  the  payment 
of  assessments  by  producers  and 
importers  who  produce  or  import,  on 
average,  over  500,000  pounds  of 
mushrooms  annually  that  are  marketed 
or  imported  for  fresh  use.  In  the  first 
year  that  the  Order  is  in  effect  the  rate 
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of  assessment  cannot  exceed  one-quarter 
of  one  cent  per  pound  of  mushrooms. 
This  rate  of  assessment  can  be  increased 
incrementally  in  the  second  and  third 
year  of  the  Order,  but  cannot  exceed  one 
cent  per  pound  in  subsequent  years.  The 
rate  of  assessment  would  be 
recommended  by  the  Mushroom 
Council  (Council)  and  approved  by  the 
Secretary.  The  Order  requires  an 
estimated  100  first  handlers  of  fresh 
mushrooms,  a  majority  of  whom  would 
be  classified  as  small  entities,  to  collect 
and  remit  such  assessments  to  the 
Council. 

In  the  first  year  of  the  Order,  an 
assessment  rate  of  one-quarter  of  one 
cent  per  pound  of  fresh  mushrooms 
marketed  or  imported  could  result  in  a 
total  assessment  collection  of  $1.1 
million.  Beginning  in  the  fourth  year  of 
the  Order,  a  maximum  assessment  rate 
of  one  cent  per  pound  of  fresh 
mushrooms  marketed  or  imported  could 
result  in  a  total  assessment  collection  of 
$4.5  million.  The  economic  impact  of  a 
one  cent  or  less  assessment  per  pound 
of  fresh  mushrooms  on  producers  and 
importers  will  not  be  significant  relative 
to  the  potential  benefits  to  be  gained 
from  such  a  program  of  promotion, 
research,  consumer  information,  and 
industry  information. 

The  Order  also  imposes  a  reporting 
and  recordkeeping  burden  on 
producers,  first  handlers,  and  importers. 
This  burden  is  expected  to  average 
approximately  seven  hours  per  year  and 
its  economic  impact  will  not  be 
significant  relative  to  the  potential 
benefits  to  be  gained  from  such  a 
program. 

Such  a  program  of  promotion, 
research,  consumer  information,  and 
industry  information  is  expected  to 
benefit  producers,  handlers,  and         ' 
importers  by  strengthening  the 
mushroom  industry's  position  in  the 
marketplace;  maintaining  and 
expanding  existing  markets  and  uses  for 
fresh  mushrooms;  and  developing  new 
markets  and  uses  for  fresh  mushrooms. 
The  benefits  derived  from  the  program 
are  expected  to  outweigh  the  costs  of  the 
program.  Therefore,  the  Administrator 
of  the  AMS  has  determined  that  this 
action  will  not  have  a  significant 
er:onomic  impact  on  a  substantial 
number  of  small  entities. 

Paperwork  Reduction 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C. 
chapter  35),  the  information  collection 
requirements  contained  in  this  action 
have  been  approved  by  the  Office  of 
Management  and  Budget  (OMB)  and 
assigned  OMB  number  0581-0093, 
except  for  the  Mushroom  Council 


nominee  background  statement  form 
which  is  assigned  OMB  number  0505- 
0001.  This  Order  sets  forth  the 
provisions  of  a  nationwide  program  for 
mushroom  promotion,  research, 
consumer  information,  and  industry 
information  funded  by  mushroom 
producers  and  importers.  Information 
collection  requirements  that  are 
included  in  the  Order  include: 

(1)  A  requirement  that  each  first 
handler  and  importer  of  fresh 
mushrooms  must  file  reports  at 
specified  intervals.  The  estimated 
number  of  first  handlers  and  importers 
filing  such  reports  is  103,  each 
submitting  a  maximum  of  12  reports  per 
year,  with  an  estimated  average 
reporting  burden  of  30  minutes  per 
report.  These  persons  may  alternatively 
prepay  assessments  annually  which 
would  require  filing  an  initial  report  of 
anticipated  assessments  and  a  final 
report  of  actual  handling: 

(2)  An  exemption  application  for 
persons  who  produce  or  import,  on 
average,  500,000  pounds  or  less  of  fresh 
mushrooms  annually  concerning 
exemptions  from  assessments  and 
recordkeeping  requirements.  The 
estimated  number  of  persons  filing  this 
application  is  340,  each  submitting  one 
application  per  year,  with  an  estimated 
average  reporting  burden  of  15  minutes 
per  application; 

(3)  A  referendum  ballot  which  was 
used  in  the  recent  referendum  to 
determine  whether  eligible  voters  were 
in  favor  of  implementing  the  program. 
The  ballot  will  also  be  used  periodically 
hereafter  to  indicate  whether  producers 
and  importers  favor  continuance  or 
amendment  of  the  Order.  The  estimated 
number  of  eligible  voters  completing 
this  ballot  is  153,  each  submitting  one 
ballot  approximately  every  five  years, 
with  an  estimated  average  reporting 
burden  of  6  minutes  per  ballot. 

(4)  A  nominee  background  statement 
form  for  Mushroom  Council 
membership.  The  estimated  number  of 
individuals  completing  this  form  is  18 
during  the  first  year  of  the  Order  and 
approximately  6  per  year  thereafter. 
Two  eligible  individuals  will  be 
nominated  for  each  open  position  on  the 
Council,  each  of  these  individuals  will 
have  an  estimated  average  reporting 
burden  of  6  minutes  per  form;  and 

(5)  A  requirement  to  maintain  records 
sufficient  to  verify  reports  submitted 
under  the  Order.  The  estimated  number 
of  persons  required  to  comply  with  this 
requirement  is  203,  each  of  these 
persons  will  have  an  estimated  average 
recordkeeping  burden  of  7  minutes  per 
year. 


Background 

The  Act  authorizes  the  Secretary  to 
establish  a  national  mushroom 
promotion,  research,  consiuner 
information,  and  industry  information 

grogram.  This  program  will  be  funded 
y  an  assessment  on  producers  and 
importers  who  produce  or  import,  on 
average,  over  500,000  pounds  of 
mushrooms  annually  that  are  marketed 
or  imported  for  fresh  use.  The  maximiun 
assessment  rate  cannot  be  realized  until 
the  fourth  year  of  the  Order  and  cannot 
exceed  one  cent  per  pound  of 
mushrooms. 

The  Act  provides  for  the 
establishment  of  such  a  national 
program  through  the  issuance  of  an 
order  by  the  Secretary.  The  Act  further 
provides  that  an  order  contain  certain 
specified  terms  and  conditions.  Such 
terms  and  conditions  include  provisions 
concerning  the  establishment  of  and 
composition  of  a  Council  and  the 
powers  and  duties  of  such  a  Council. 
Also  included  under  terms  and 
conditions  are  provisions  concerning 
plans  and  budgets,  contracts  and 
agreements,  books  and  records  of  the 
Council,  assessments,  prohibitions, 
books  and  records  of  first  handlers  and 
importers,  and  other  terms  and 
conditions. 

The  Act  provides  that  the  Council 
will  be  composed  of  at  least  foiu-  and 
not  more  than  nine  members.  There  will 
be  four  geographic  regions  established, 
representing  the  geographic  distribution 
of  mushroom  production  throughout  the 
United  States,  with  one  member  who  is 
a  producer  nominated  and  appointed 
from  each  region  that  produces,  on 
average,  at  least  35,000,000  pounds  of 
inushrooms  annually.  There  will  also  be 
a  fifth  region  established,  representing 
importers  throughout  the  United  States, 
with  one  member  who  is  an  importer 
nominated  and  appointed  from  such 
region  importing,  on  average,  at  least 
35,000,000  poimds  of  mushrooms 
annually.  Subject  to  the  nine-member 
limit  on  the  number  of  Council 
members,  the  Secretary  will  appoint  an 
additional  member  to  the  Council  from 
a  region  for  each  additional  50,000,000 
pounds  of  production  or  imports  per 
year,  on  average,  within  the  region. 
Should,  in  the  aggregate,  regions  be 
entitled  to  levels  of  representation  that 
exceed  the  nine-member  limit  on  the 
Council,  then  those  regions  entitled  to 
representation  in  excess  of  the  basic 
quantity  use  in  establishing 
representation  on  the  Council  will  have^ 
representation  allocated  among  them 
based  on  production  or  importation  so 
that  the  Council  does  not  exceed  its 
nine-member  limit. 
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In  response  to  an  invitation  to  submit 
proposals  in  the  January  30. 1991.  issue 
of  the  Federal  Register  (56  FR  3425).  the 
Department  received  one  proposal  for  a 
Mushroom  Promotion.  Research,  and 
Consumer  Information  Order  from  the 
American  Mushroom  Institute  (AMI),  a 
national  trade  association,  and  several 
proposed  Order  provisirais  from  United 
Foods.  Inc.  (United),  a  mushroom 
producer.  The  Department  reviewed  and 
considered  the  proposals,  and  then 
issued  a  proposed  rule  which  separately 
contained  the  provisions  of  both 
proposals,  insofar  as  they  were 
practicable  and  consistent  with  the  Act, 
in  the  October  4, 1991,  issue  of  the 
Federal  Register  (56  FR  50283). 

After  reviewing  and  considering  the 
comments  received  on  the  October  4, 
proposed  rule,  the  Department  then 
issued  a  proposed  rule  and  meeting 
notice  in  the  January  15. 1992,  issue  of 
ihe  Federal  Register  (57  FR  1666).  This 
rule  incorporated  the  proposed  Order 
provisions  submitted  by  AMI  and 
United  into  a  single  proposed  Order, 
addressed  comments  received  by 
interested  persons  on  the  October  4 
proposed  rule,  and  announced  the 
holding  of  a  pubUc  meeting  at  the 
Department  of  Agriculture  in 
Washington.  DC.  February  5. 1992. 

The  Department  received  23 
comments  on  the  January  15  proposed 
rule.  Comments  were  received  from  the 
AMI;  United;  the  Office  for  Advocacy  of 
the  U.S.  Small  Business  Administration; 
the  American  Farm  Bureau  Federation; 
the  Pennsylvania  Farmers'  Association; 
the  National  Customs  Brokers  & 
Forwarders  Association  of  America. 
Inc.;  the  Geode  Shiitake  Producers 
Association;  Kitchen  Pride  Mushroom 
Farms;  Blue  Mountain  Mushroom 
Company,  Inc.;  Ostroms  Farms;  Mt. 
Baker  Mushroom  Farms;  Homestead 
Mu^rooms,  Inc.;  James  H.  Paxson  & 
Sons.  Inc.;  Hastings  Mushrooms;  Mr. 
T.H.  Bonifocino;  Mr.  Elmer  Blosser; 
Forest  Mushroom  Farms;  Pictsweet 
Mushroom  Farms;  Sun  Rise  Mushroom 
Company;  B  &  C  Fresh  Sales;  P.  k  V. 
D'Amico  Mushrooms;  John  R.  Stinson  & 
Sons.  Inc;  Sun  Rise  Mushroom  Co.;  and 
Kubla  Khan  Food  Company. 

The  comments  were  discussed  in  the 
proposed  rule  and  referendum  order 
which  were  pubhshed  in  the  June  10, 
1992,  issue  of  the  Federal  Register  (57 
FR  24719).  The  referendum  was  held 
from  August  24  through  September  28. 
In  the  referendum,  the  Order  was 
approved  by  a  majority  of  the  producers 
and  importers  voting  in  the  referendum 
with  such  majority,  on  average. 
annually  producing  and  importing  more 
than  50  percent  of  the  mushrooms 


annually  produced  and  imported  by  all 
those  voting  in  the  referendum. 

The  Order  provisions  as  proposed  by 
the  Department  and  approved  in  the 
referendum  are  summarized  as  follows: 
Sections  1209.1-1209.20  of  the  Order 
define  certain  terms  which  are  used  in 
the  Order. 

Sections  1209.30-1209.39  of  the 
Order  concern  the  establishment, 
membership,  nominations, 
appointment,  term  of  office,  vacancies, 
procedure,  compensation  and 
reimbursement,  powers  and  duties  of 
the  Mushroom  GQuncil,  which  will  be 
the  body  organized  to  administer  the 
Order  subject  to  oversight  by  the 
Secretary. 

Section  1209.40  of  the  Order 
authorizes  the  Council  to  receive, 
develop,  and  evaluate  programs,  plans, 
and  projects  for  promotion,  research, 
consumer  information,  and  industry 
information  with  respect  to  fresh 
mushrooms.  The  Secretary  shall 
approve  such  programs,  plans  or 
projects  prior  to  their  implementation. 

Section  1209.50  of  the  Order 
authorizes  the  Council  to  incur 
expenses  necessary  for  the  performance 
of  its  duties  and  to  recommend  an 
annual  budget.  Section  1209.51  of  the 
Order  provides  for  the  collection  of 
assessments.  The  maximum  assessment 
rate  would  be  one  cent  per  pound  of 
fresh  mushrooms  produced  in  or 
imported  into  the  United  States.  This 
section  also  contains  the  procedures  to 
be  followed  by  first  handlers  and 
importers  when  remitting  assessments; 
the  procedures  to  be  followed  by 
producers  and  importers  seeking 
exemption  from  assessments;  the 
establishment  of  a  late  payment  charge 
and  interest  charges  for  unpaid  or  late 
assessments;  the  collection  of 
assessments  through  approved  third- 
party  organizations;  and  the  prepayment 
of  assessments.  Section  1209.52  of  the 
Order  authorizes  exemption  from 
assessment  provided  that  certain  criteria 
are  satisfied.  Section  1209.53  of  the 
Order  prohibits  funds  received  under 
this  program  from  influencing 
governmental  action,  with  specified 
exceptions. 

Sections  1209.60-1209.62  of  the 
Order  contain  reporting  and 
recordkeeping  requirements  for  persons 
subject  to  the  Order,  and  provide  that  all 
information  obtained  by  the  Council  or 
the  Department  from  books  and  reports 
required  by  the  Order  will  be  kept 
confidential.  Sections  1209.70-1209.77 
of  the  Order  concern  miscellaneous 
provisions  which  include  the  right  of 
the  Secretary;  procedures  for  the 
suspension  or  termination  of  the  Order, 
proceedings  after  the  termination  of  the 


Order,  effect  of  termination  or 
amendment  of  the  Order;  personal 
liability  of  Council  members:  handling 
of  intellectual  property  arising  from 
funds  collected  by  the  Council; 
amendments  to  the  Order;  and 
separability  of  Order  provisions. 

General  Findings 

The  Department  conducted  a 
referendum  among  mushroom 
producers  and  importers  from  August 
24,  1992,  through  September  28, 1992, 
to  determine  whether  the  Order  would 
become  effective.  The  representative 
period  for  establishing  voter  eligibility 
was  fix)m  July  1, 1990.  through  June  30, 
1992.  Only  producers  and  importers 
who  produced  or  imported,  on  average, 
over  500,000  pounds  of  mushrooms 
annually  for  fresh  use  during  this  period 
were  eligible  to  vote. 

It  is  determined  that  a  majority  of 
those  who  voted  favored  the 
implementation  of  the  Order  and  that 
those  voters  favoring  implementation 
represented  a  majority  of  the 
mushrooms  produced  and  imported  by 
all  voters  in  the  referendum.  To  become 
effective  the  Order  had  to  be  approved 
by  a  majority  of  producers  and 
importers  voting  in  the  referendum, 
which  majority,  on  average,  annually 
produced  and  imported  into  the  United 
States  more  than  50  percent  of  the 
mushrooms  annually  produced  and 
imported  by  all  those  voting  in  the 
referendum. 

After  consideration  of  all  relevant 
material  presented,  including  the  initial 
proposals,  comments  received,  the 
referendum  results,  and  other  available 
information,  it  is  found  that  the  Order, 
and  all  of  the  terms  and  conditions 
thereof,  tends  to  effectuate  the  declared 
poHcy  of  the  Act. 

Additional  Findings 

Pursuant  to  5  U.S.C.  553.  it  is  also 
found  and  determined  that  good  cause 
exists  for  not  postponing  the  effective 
date  of  this  action  until  30  days  after 
publication  in  the  Federal  Roister 
because  (1)  the  Act  requires 
implementation  of  the  Order  if  the 
Order  is  approved  by  the  mushroom 
industry;  (2)  the  industry  approved  the 
Order  in  a  recent  referendum;  (3)  the 
Order  cannot  be  fully  implemented 
until  this  rule  becomes  effective  and  the 
Mushroom  Council  is  appointed;  and  (4) 
no  useful  purpose  would  be  served  by 
delaying  the  effective  date  of  this  action. 

List  of  SubJecU  in  7  CFR  Part  1209 

Administrative  practice  and 
procedure.  Advertising.  Agricultural 
research.  Marketing  agreements. 


Soc. 
1209.1 
120B.2 
1209.3 
1209.4 
1209.5 
1209.6 
1209.7 
1209.8 
1209.9 
1209.10 
1209.11 
■  1209.12 
1209.13 
1209.14 
1209.15 
1209.16 
1209.17 
1209.18 
1209.19 
1209.20 
1209.21 


1209. 
1209. 
1209. 
1209. 
1209. 
1209. 
1209. 
1209 
1209. 
1209, 


30 
31 

32 
33 
34 
35 
36 
37 
38 
39 


1209.40 


MisceUanci 

1209.70  f 

1209.71  S 

1209.72  F 

1209.73  1 
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'Mushrooms,  Reporting  and 
recordkeeping  requirements. 

For  the  reasons  set  forth  in  the 
preBmble.  7  CFR  part  1209  is  amended 
as  follows: 

PART  120»-MUSHROOM  PfiOMOTlON, 
RESEARCH,  AND  CONSUMER 
INFORMATION 

1.  The  authority  citation  for  part  1209 
continues  to  read  as  fallows: 

Authority:  7  U.S.C.  6101-6112. 

2.  Subpart  A  is  added  to  read  as 

follows: 

Subpart  A— Mushroom  Promotion, 
Research,  and  Consumer  Information  Order 

Definitions 

Soc. 
1209.1 
1209.2 
1209.3 
1209.4 
1209.5 
1209.6 
1209.7 
1209.8 
1209.9 
1209.10 
1209.11 
■  1209.12 
1209.13 
1209.14 
1209.15 
1209.16 
1209.17 
1209.18 
1209.19 
1209.20 
1209.21 


Act. 

Commerce. 

Consumer  information. 

Council. 

Department. 

First  handler. 

Fiscal  year. 

Importer. 

Industry  information. 

Marketing. 

Mushrooms. 

On  average. 

Part  and  subpart. 

Person. 

Producer. 

Programs,  plans,  and  projects. 

Promotion. 

Region. 

Research. 

Secretary. 

State  and  United  States. 


Mushroom  (Council 

1209.30  Establishment  and  membership. 

1209.31  Nominations. 

1209.32  Acceptance. 

1209.33  Appointment. 

1209.34  Term' of  office. 

1209.35  Vacancies. 

1209.36  Procedure. 

1209.37  Compensation  and  reimbursement. 

1209.38  Powers. 

1209.39  Duties. 

Promotion,  Besearch.  Consumer  Information, 
and  Industry  Information 

1209.40  Programs,  plans,  and  projects. 
Expenses  and  Assessments 

1209.50  Budget  and  expenses. 

1209.51  Assessments. 

1209.52  Exemption  from  assessment. 

1209.53  Influencing  governmental  action. 

Reports,  Books,  and  Records 

1209.60  Reports. 

1209.61  Books  and  records. 

1209.62  Confidantial  treatment. 

Miscellaneous 

1 209.70  Right  of  the  Secretary. 

1209.71  Susj)ension  or  termination. 

1209.72  Proceedings  after  termination. 

1209.73  "Effect  of  termination  or 
amendment. 


1209.74  Personal  liability. 

1200.75  Patents,  copyrif^,  inventions, 
publications,  and  product  fjarmulations. 

1209.76  Amendments. 

1209.77  Separability. 

PART  1209-4IIUSHROOM 
PROMOTION.  RESEARCH,  AND 
CONSUMER  MFORMIATION 

Subpart  H-Mushroom  Promotion, 
Reaaardi,  and  Conaumar  Information 
Ordar 

Definitions 

§1209.1     Act 

Act  means  the  Mushroom  Promotion, 
Research,  and  Consumer  Information 
Act  of  1990,  subtitle  B  of  title  XIX  of  the 
Food,  Agriculture,  Conservation,  and 
Trade  Act  of  1990.  Pub.  L.  101-624,  7 
U.S.C  6101-6112,  and  any  amendments 
thereto. 

§1209.2    Commerot. 

Commerce  means  interstate,  foreign, 
or  intrastate  commerce. 

§  1209.3    Consumer  information. 

Consumer  information  means 
information  and  programs  that  will 
assist  consumers  and  other  persons  in 
making  evaluations  and  decisions 
regarding  the  purchase,  preparation,  and 
use  of  mushrooms. 

§1209.4    Council. 

Council  means  the  administrative 
body  referred  to  as  the  Mushroom 
Council  established  under  §  1209.30  of 
this  subpart. 

§1209.5    Department 

Department  means  the  United  States 
Depantment  of  Agriculture. 

§1209.6    First  handler. 

First  handier  means  any  person  who 
receives  or  otherwise  acquires 
mushrooms  from  a  producer  and 
prepares  for  marketing  or  markets  such 
mushrooms,  or  who  prepares  for 
marketing  or  markets  mushrooms  of  that 
person's  own  production. 

§1209.7    Fiscal  year. 

Fiscal  year  means  the  12-month 
period  from  January  1  to  December  31 
eadi  year,  or  such  other  period  as 
recommended  by  the  Coimcil  and 
approved  by  the  Secretary. 

§1209.4    Imporlar. 

Importer  means  any  person  who 
imports,  on  average,  over  500,000 
pounds  of  mushrooms  annually  from 
outside  the  United  States. 

§1209  J    Industry  information. 

Industry  information  means 
information  and  programsihat  will  lead 


to  the  development  of  new  markets  and 
marketing  strategies,  increased 
efficiency,  and  activities  to  erdiance  the 
image  of  the  mushroom  industry. 


§1208.10 

(a)  Marketing  means  the  sale  or  oflrar 
disposition  of  mushrooms  in  any 
chaimel  of  commerce. 

(b)  To  market  means  to  sell  or 
otherwise  dispose  of  mushrooms  in  any 
channel  of  commerce. 

§1209.11    Mushrooms. 

Mushrooms  means  all  veriaties  of 
cultivated  mushrooms  grown  within  the 
United  States  and  marketed  for  the  fradi 
market,  or  imparted  into  the  United 
States  and  muketed  for  the  firash 
market,  except  such  term  shall  not 
include  mushrooms  that  are 
commercially  marinated,  canned, 
frozen,  cooked,  blanched,  dried, 
packaged  in  brine,  or  otherwise 
processed  in  such  manner  as  the 
Council,  with  the  approval  of  the 
Secretary,  may  determine. 

§  1209.12    On  average. 

On  average  means  a  rolling  average  of 
production  or  imports  during  the  last 
two  fiscal  years,  or  such  other  period  as 
may  be  determined  by  the  Secretary. 

§1209.13    Part  and  subpart 

Part  means  this  mushroom  promotian 
and  research  order  and  all  rules  and 
regulations  and  supplemental  orders 
issued  thereunder,  and  the  term  subpart 
means  the  mushroom  promotion  and 
research  order. 

§1209.14    Person. 

Person  means  any  individual,  group 
of  individuals,  partnership,  corporation, 
association,  cooperative,  or  any  other 
legal  entity. 

§1209.15    Producar. 

Producer  means  any  person  engaged 
in  the  production  of  mushrooms  who 
owns  or  shares  the  ownership  and  risk 
of  loss  of  such  mushrooms  and  who 
produces,  on  average,  over  500,000 
pounds  of  mushrooms  per  year. 

§1209.16    Programa,  plana,  and  proiacts. 

Programs,  plans,  and  projects  means 
promotion,  research,  consumer 
information,  and  industry  information 
plans,  studies,  projects,  or  programs 
conducted  pursuant  to  this  part. 

§1209.17    Promotion. 

Promotion  means  any  action 
determined  by  the  Secretary  to  enhance 
the  image  or  desirability  of  mushrooms, 
including  paid  advertising. 
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Region  means  one  of  the  described 
geographic  subdivisions  of  the 
production  areas  described  in  §  1209.30 
(b)  or  as  later  realigned  or  reapportioned 
pursuant  thereto,  or  the  import  region 
described  in  §  1209.30(c). 

§1209.19    RMMfCh. 

Research  means  any  type  of  study  to 
advance  the  image,  desirability,  safety, 
marketability,  production,  product 
development,  quality,  or  nutritional 
value  of  mushrooms. 

11209.20    SMrelary. 

Secretary  means  the  Secretary  of 
Agriculture  of  the  United  States  or  any 
officer  or  employee  of  the  Department  to 
whom  authority  has  heretofore  been 
delegated,  or  to  whom  authority  may 
hereafter  be  delegated,  to  act  in  the 
Secretary's  stead. 

f  1209.21    Stat*  and  Unitad  Stata*. 

(a)  State  means  any  of  the  several 
States,  the  District  of  Columbia,  and  the 
Commonwealth  of  Puerto  Rico. 

(b)  United  States  means  collectively 
the  several  States  of  the  United  States  of 
America,  the  District  of  Columbia,  and 
the  Commonwealth  of  Puerto  Rico. 

Mushroom  Council 

S 1 209.30    Eatablishmant  anr'  TtamtMrahip. 

(a)  There  is  hereby  established  a 
Mushroom  Council  of  not  less  than  four 
or  more  than  nine  members.  The 
Council  shall  be  composed  of  producers 
appointed  by  the  Secretary  under 

§  1209.33,  except  that,  as  provided  in 
paragraph  (c),  importers  shall  be 
appointed  by  the  Secretary  to  the 
Council  under  §  1209.33  once  imports, 
on  average,  reach  at  least  35,000,000 
pounds  of  mushrooms  annually. 

(b)  For  purposes  of  nominating  and 
appointing  producers  to  the  Council,  the 
United  States  shall  be  divided  into  four 
geographic  regions  and  the  number  of 
Council  members  from  each  region  shall 
be  as  follows: 

(1)  Region  1:  including  Maine. 
Vermont,  New  Hampshire, 
Massachusetts.  Rhode  Island, 
Connecticut,  New  York,  Ohio, 
Kentucky,  Indiana,  Michigan, 
Wisconsin,  Illinois.  Missouri,  Iowa, 
Nebraska,  Kansas,  Minnesota,  North 
Dakota.  South  Dakota.  Montana. 
Colorado,  and  Wyoming — 2  Members. 

(2)  Region  2:  including  Pennsylvania. 
Delaware,  New  Jersey,  the  District  of 
Columbia.  West  Virginia,  Virginia,  and 
Maryland — 3  Members. 

(3J  Region  3.  including  Washington, 
Oregon,  Idaho,  Utah,  Arizona, 
Califomia,  Nevada,  Alaska,  and 
Hawaii — 3  Members. 


(4)  Region  4:  including  New  Mexico, 
Texas,  Oklahoma.  Arkansas,  Louisiana. 
Alabama.  Mississippi.  Georgia, 
Tennessee,  North  Carolina.  South 
Carolina,  Florida,  and  the 
Commonwealth  of  Puerto  Rico — 1 
Member. 

(c)  Importers  shall  be  represented  by 
a  single,  separate  region,  referred  to  as 
Region  5,  consisting  of  the  United  States 
as  defined  in  8 1209.21(b)  when 
imports,  on  average,  equal  or  exceed 
35,000,000  pounds  of  mushrooms 
annually. 

(d)  At  least  every  five  years,  and  not 
more  than  every  three  years,  the  Council 
shall  review  changes  in  the  geographic 
distribution  of  mushroom  production 
volume  throughout  the  United  States 
and  import  volume,  using  the  average 
annual  mushroom  production  and 
imports  over  the  preceding  four  years, 
and,  based  on  such  review,  shall 
recommend  to  the  Secretary 
reapportionment  of  the  regions 
established  in  paragraph  (b),  or 
modihcation  of  the  number  of  members 
firom  such  regions,  as  determined  under 
the  rules  established  in  paragraph  (e),  or 
both,  as  necessary  to  best  reflect  the 
geographic  distribution  of  mushroom 
production  volume  in  the  United  States 
and  representation  of  imports,  if 
applicable. 

(e)  Subject  to  the  nine-member 
maximum  limitation,  the  following 
procedure  will  be  used  to  determine  the 
number  of  members  for  each  region  to 
serve  on  the  Council  under  paragraph 
(d): 

(1)  Each  region  that  produces,  on 
average,  at  least  35,000.000  pounds  of 
mushrooms  annually  shall  be  entitled  to 
one  representative  on  the  Council. 

(2)  As  provided  in  paragraph  (c), 
importers  shall  be  represented  by  a 
single,  separate  region,  which  shall  be 
entitled  to  one  representative,  if  such 
region  imports,  on  average,  at  least 
35.000.000  pounds  of  mushrooms 
annually. 

(3)  Each  region  shall  be  entitled  to 
representation  by  an  additional  Council 
member  for  each  50.000,000  pounds  of 
annual  production  or  imports,  on 
average,  in  excess  of  the  initial 
35,000.000  pounds  required  to  qualify 
the  region  for  representation. 

(4)  Should,  in  the  aggregate,  regions 
be  entitled  to  levels  of  representation 
under  paragraphs  (e)  (1),  (2)  and  (3)  that 
would  exceed  the  nine-member  limit  on 
the  Council  under  the  Act,  the  regions 
shall  be  entitled  to  representation  on  the 
Council  as  follows: 

li)  Each  region  first  shall  be  assigned 
one  representative  on  the  Council 
pursuant  to  paragraphs  (e)  (1)  and  (2). 


(ii)  Then,  each  region  with  50,000.000 
pounds  of  annual  production  or 
imports,  on  average,  in  excess  of  the 
initial  35,000,000  pounds  required  to 

Sualify  the  region  for  representation 
ball  be  assigned  one  additional 
representative  on  the  Council,  except 
that  if  under  such  assignments  all  five 
regions,  counting  importere  as  a  region, 
if  applicable,  would  be  entitled  to 
additional  representatives,  that  region 
with  the  smallest  on-average  volume,  in 
terms  of  production  or  imports,  will  not 
be  assigned  an  additional 
representative. 

(iii)  After  members  are  assigned  to 
regions  under  paragraphs  (e)(4)  (i)  and 
(ii),  if  less  than  the  entire  nine  seats  on 
the  Council  have  been  assigned  to 
regions,  the  remaining  seats  on  the 
Coimcil  shall  be  assigned  to  each  region 
for  each  50,000,000  poimd  increment  of 
annual  production  or  import  volume,  on 
average,  in  excess  of  85,000.000  pounds 
until  all  the  seats  are  filled.  It  for  any 
such  50,000,000  pound  increment,  more 
regions  are  eligible  for  seats  than  there 
are  seats  available,  the  seat  or  seats 
assigned  for  such  increment  shall  be 
assigned  to  that  region  or  those  regions 
with  greater  on-average  production  or 
import  volume  than  the  other  regions 
otherwise  eligible  at  that  increment 
level. 

(f)  In  determining  the  volume  of 
mushrooms  produced  in  the  United 
States  or  imported  into  the  United 
States  for  purposes  of  this  section,  the 
Council  and  the  Secretary  shall: 

(1)  only  consider  mushrooms 
produced  or  imported  by  producers  and 
importers,  respectively,  as  those  terms 
are  defined  in  §§  1209.8  and  1209.15; 

and 

(2)  use  the  information  received  by 
the  Council  under  §  1209.60,  and  data 
published  by  the  Department. 

(g)  For  purposes  of  the  provisions  of 
this  section  relating  to  the  appointment 
of  producers  and  importers  to  serve  on 
the  Council,  the  term  producer  or 
importer  refers  to  any  individual  who  is 
a  producer  or  importer,  respectively,  or 
if  the  producer  or  importer  is  an  entity 
other  than  an  individual,  an  individual 
who  is  an  officer  or  employee  of  such 
producer  or  importer. 

§  1 209.31    Nominationa. 

All  nominations  for  appointments  to 
the  Council  under  §  1209.33  shall  be 
made  as  follows: 

(a)  As  soon  as  practicable  after  this 
subpart  becomes  effective,  nominations 
for  appointment  to  the  initial  Council 
shall  be  obtained  from  producere  by  the 
Secretary.  In  any  subsequent  year  in 
which  an  appointment  to  the  Council  is 
to  be  made,  nominations  for  positions 
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whose  tenns  will  expiae  at  the  end  of 
that  year  shall  be  obtained  from 
producers,  and  as  appropriata, 
impoiters,  and  earthed  by  the  Council 
and  submitted  to  the  Secretary  by 
August  1  of  such  year,  or  such  oUier 
date  as  approved  by  the  Secretary. 

(b)iMofninations  shall  be  made  at 
regional  caucuses  of  producers  or 
importers,  or  by  mail  ballot  as  provided 
in  paragraph  (e),  in  accordance  with 
procedures  prescribed  in  this  aection. 

(c)  Except  for  initial  Coimcil 
members,  whose  nomination  process 
will  be  initiated  by  the  Secretary,  the 
Council  shall  issue  a  call  for 
nominations  by  February  1  of  each  year 
in  which  nominations  for  an 
appointment  to  the  Ck>imcil  is  to  be 
made.  The  call  shall  include,  at  a 
mmimum,  the  following  information: 

(1)  A  hst  by  region  of  the  vacancies 
for  which  nominees  may  be  submitted 
and  qualifications  as  to  producers  and 
importers. 

(2)  The  date  by  which  the  names  of 
nominees  shall  be  submitted  to  the 
Secretary  for  consideration  to  be  in 
compliance  with  paragraph  (a)  of  this 
section. 

(3)  A  list  of  those  States,  by  region, 
entitled  to  participate  in  the  nomination 
process. 

(4)  The  date,  time,  and  location  of  any 
next  scheduled  meeting  of  the  Council, 
and  national  and  State  producer  or 
importer  associations,  if  known,  and  of 
the  regional  caucuses,  if  any. 

(d)(1)  Except  as  provided  in  paragraph 
(e),  nominations  for  each  position  shall 
be  made  by  regional  caucus  in  the 
region  entitled  to  nominate  for  such 
.  position.  Notice  of  such  caucus  shall  be 
pubhcized  to  all  producers  or  importers 
within  the  region,  and  to  the  Secretary, 
at  least  30  days  prior  to  the  caucus,  llie 
notice  shall  have  attached  to  it  the  call 
for  nominations  from  the  Council  and 
the  Department's  equal  opportimity 
pohcy.  Except  wi\h  respect  to 
nominations  for  the  initial 
appointments  to  the  Council,  the 
responsibility  for  convening  and 
publicizing  the  regional  caucus  shall  be 
that  of  the  Council. 

(2)  AU  producers  or  importers  within 
the  region  may  participate  in  the 
caucus.  However,  if  a  producer  is 
engaged  in  the  production  of 
mushrooms  in  more  than  one  region  or 
is  also  an  importer,  such  person's 
participation  within  a  region  shall  be 
limited  to  one  vote  and  shall  only  reflect 
the  volume  of  such  person's  production 
or  imports  within  the  applicable  region. 

(3)  The  regional  caucus  shall  conduct 
the  selection  process  for  the  nominees 
in  accordance  with  procedures  to  be 


adopted  at  the  caucus  subject  to  the 
following  requiiements: 

(i)  There  shall  be  two  individuals 
nominated  for  each  open  position. 

(ii)  Each  nominee  shall  meet  the 
qualifications  set  forth  in  the  call. 

(iii)  If  a  producer  nominee  is  engaged 
in  the  production  of  mushrooms  in 
more  than  one  region  or  is  also  an 
importer,  such  individual  shall 
participate  within  the  region  that  such 
indiviaual  so  elects  in  wniting  to  the 
Council  and  such  election  shall  remain 
controlling  until  levoked  in  writing  to 
the  Cotmcil. 

(e)  After  the  regional  caucuses  for  the 
initial  Council,  the  Council  may 
conduct  the  selection  of  nominees  by 
mail  ballot  in  lieu  of  a  regional  caucus. 

(f)  When  producers  or  importers  are 
voting  for  nominees  to  the  Council, 
whether  through  a  regional  caucus  or  a 
mail  ballot,  the  following  conditions 
shall  apply: 

(1)  Voting  for  any  open  position  shall 
be  on  the  basis  of: 

(i)  one  vote  per  eligible  voter;  and 
(ii)  volume  of  on-average  production 

or  imports  of  the  eligible  voter  "within 

that  region. 

(2)  Whenever  the  producers  or 
importers  in  a  region  ere  choosing 
nominees  for  one  open  position  on  the 
Council,  the  proposed  nominee  with  the 
highest  number  of  votes  cast  and  the 
proposed  nominee  with  the  highest 
volume  of  production  or  importers 
voted  shall  be  the  nominees  submitted 
to  the  Secretary.  If  a  proposed  nominee 
receives  both  the  highest  number  of 
votes  cast  and  the  highest  volume  of 
production  or  imports  voted,  then  the 

Eroposed  nominee  with  the  second 
ighest  niunber  of  votes  cast  shall  be  a 
nominee  submitted  to  the  Secretary 
along  with  such  proposed  nominee 
receiving  both  the  highest  number  of 
votes  cast  and  the  hi^est  volume  of 
production  or  imports  voted. 

(3)  Whenever  the  producers  or 
importers  in  a  region  are  choosing 
nominees  for  more  than  one  open 
position  on  the  Council  at  the  same 
time,  the  niunber  of  the  nominations 
submitted  to  the  Secretary  shall  equal 
twice  the  number  of  such  open 
positions,  and  for  each  open  position 
shall  consist  of  the  proposed  nominee 
with  the  highest  number  cf  votes  cast 
and  the  proposed  nominee  with  the 
highest  volume  of  production  or  imports 
voted  vtrith  respect  to  that  position, 
subject  to  the  rule  set  out  in  paragraph 
(f)(2].  An  individual  shall  only  be 
nominated  for  one  such  open  position. 

(4)  Voters  shall  certify  on  their  ballots 
as  to  their  on-average  production  or 
import  volume  within  the  region 


involved.  Such  certification  may  fae 
subject  to  verification. 

(g)(1)  The  Secretary  may  cejact  any 
nominee  submitted.  If  there  are 
insufficient  nominees  firom  which  to 
appoint  membera  to  the  Connril  as  a 
result  of  the  Secretary's  rejecting. such 
nominees,  additional  nominaeB  shall  be 
submitted  to  the  Secretary  trndar*^ 
procedures  set  out  in  this  section. 

(2)  Whenever  producers  or  importars 
in  a  region  cannot  agree  on  nominees  for 
an  open  position  on  the  Council  under 
the  preceding  provisions  of  this  aection, 
or  whenever  they  fail  to  nominate 
individuals  for  appointment  to  the 
Council,  the  Secretary  may  appoint 
members  in  such  manner  as  \he 
Secretary,  by  regulation,  determines 
appropriate. 

11209.32    Acceptance. 

Each  individual  nominated  for 
membership  on  the  Coimcil  shall 
qualify  by  filing  a  written  acceptance 
with  the  Secretary  at  the  time  of 
nomination. 

§1209.33    Appointmant 

Prom  the  nominations  made  pursuant 
to  §  1209.31,  the  Secretary  shall  apooint 
the  members  of  the  Coimcil  on  the  oasis 
of  representation  provided  for  in 
§  1209.30,  except  that  no  more  dian  one 
member  may  be  appointed  to  the 
Council  from  nominations  submitted  by 
any  one  producer  or  importer. 

f1209J4    Tann  of  office. 

(a)  The  members  of  the  Coimcil  ihall 
serve  for  terms  of  three  years,  except 
that  the  members  appointed  to  die 
initial  Council  shall  serve, 
proportionately,  for  terms  of  one,  two, 
and  three  years. 

(b)  Memoers  of  the  initial  Council 
shall  be  designated  for,  and  shall  serve, 
terms  as  follows:  One  producer  member 
each  from  regions  1,  2  and  3  ^all  be 
appointed  for  an  initial  term  of  one  )rear; 
one  producer  member  each  from  regions 
1,  2,  and  3  shall  be  appointed  for  an 
initial  term  of  two  years;  and  one 
producer  member  each  from  regions  2, 
3,  and  4  shall  be  appointed  for  an  initial 
term  of  three  years.  Because  current 
imports  of  fresh  mushrooms  are  less 
than  35,000,000  pounds,  the  minimum 
established  far  representation  on  die 
Council,  importers  will  not  initially 
have  a  member  appointed  to  the 
Council. 

(c)(1)  Except  with  respect  to  terms  of 
office  of  the  initial  Council,  the  term  of 
office  for  each  member  of  the  Council 
shall  begin  on  January  1  or  such  other 
date  that  may  be  approved  by  the 
Secretary. 

(2)  The  term  of  office  for  the  initial 
Council  shall  begin  immediately 
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following  appointment  by  the  Secretary, 
except  that  time  in  the  interim  period 
from  appointment  until  the  following 
January  1,  or  such  other  date  that  is  the 
generally  applicable  beginning  date  for 
terms  under  paragraph  (c)(1)  approved 
by  the  Secretary,  shall  not  count  toward 
the  initial  term  of  office. 

(d)  Council  members  shall  serve 
during  the  term  of  office  for  which  they 
are  appointed  and  have  qualified,  and 
until  their  successors  are  appointed  and 
have  qualified. 

(eKD  No  member  shall  serve  more 
than  two  successive  three-year  terms, 
except  as  provided  in  paragraph 
{e)(2)(ii).  ^  , 

(2)(i)  Those  members  servmg  mitial 
terms  of  two  or  three  years  may  serve 
one  successive  three-year  term. 

(ii)  Those  members  serving  initial 
terms  of  one  year  may  serve  two 
successive  three-year  terras. 

11209.35    Vacancies. 

(a)  To  fill  any  vacancy  occasioned  by 
the  death,  removal,  resignation,  or 
disqualification  of  any  member  of  the 
Coimcil.  the  Secretary  may  appoint  a 
successor  from  the  most  recent 
nominations  submitted  for  open 
positions  on  the  Council  assigned  to  the 
region  that  the  vacant  position 
represents,  or  the  Secretary  may  obtain 
nominees  to  fill  such  vacancy  in  such 
maimer  as  the  Secretary,  by  regulation, 
deems  appropriate.  Each  such  successor 
appointment  shall  be  for  the  remainder 
of  the  term  vacated.  A  vacancy  vrill  not 
be  reqmred  to  be  filled  if  the  xmexpired 
term  is  less  than  six  months. 

(b)(1)  No  successor  appointed  to  a 
vacated  term  of  office  shall  serve  more 
than  two  successive  three-year  terms  on 
the  Council,  except  as  provided  in 
paragraph  (b)(2)(ii). 

(2)(i)  Any  successor  serving  longer 
than  one  year  may  serve  one  successive 
three-year  term. 

(ii)  Any  successor  serving  one  year  or 
less  may  serve  two  successive  three-year 
terms. 

(c)  If  a  member  of  the  Council 
consistently  refuses  to  perform  the 
duties  of  a  member  of  the  Council,  or  if 
a  member  of  the  Council  is  known  to  be 
engaged  in  acts  of  dishonesty  or  willful 
misconduct,  the  Council  may 
recommend  to  the  Secretary  that  the 
member  be  removed  from  office.  If  the 
Secretary  finds  the  recommendation  of 
the  Coimcil  shows  adequate  cause,  the 
Secretary  shall  remove  such  member 
from  office.  F\iither,  without 
recommendation  of  the  Council,  a 
member  may  be  removed  by  the 
Secretary  upon  showing  of  adequate 
cause,  including  the  failure  by  a 
member  to  submit  reports  or  remit 


assessments  required  imder  this  part,  if 
the  Secretary  determines  that  such 
member's  continued  service  would  be 
detrimental  to  the  achievement  of  the 
purposes  of  the  Act. 

11209.36    Procedure. 

(a)  At  a  properly  convened  meeting  of 
the  Council,  a  majority  of  the  members 
shall  constitute  a  quonmi. 

(b)  Each  member  of  the  Council  will 
be  entitled  to  one  vote  on  any  matter  put 
to  the  Council,  and  the  motion  will 
carry  if  supported  by  a  simple  majority 
of  those  voting.  At  assembled  meetings 
of  the  Council,  all  votes  will  be  cast  in 
person. 

(c)  In  lieu  of  voting  at  a  properly 
converix.i  meeting  and,  when  In  the 
opinion  of  the  chairperson  of  the 
Council  such  action  is  considered 
necessary,  the  Coimcil  may  take  action 
upon  the  concurring  votes  of  a  majority 
of  its  members  by  mail,  telephone, 
telegraph,  or  any  other  means  of 
communication,  but  «ny  such  action 
shall  be  confirmed  promptly  in  writing. 
In  that  event,  all  members  must  be 
notified  and  provided  the  opportunity 
to  vote.  Any  action  so  taken  shall  have 
the  same  force  and  effect  as  though  such 
action  had  been  taken  at  a  property 
convened  meeting  of  the  Council.  All 
votes  shall  be  recorded  in  Council 
minutes. 

(d)  Meetings  of  the  Council  may  be 
conducted  by  electronic 
communications,  provided  that  each 
member  is  given  prior  notice  of  the 
meeting  and  has  an  opportimity  to  be 
present  either  physically  or  by 
electronic  connection. 

(e)  The  organization  of  the  Council 
and  the  procedures  for  conducting 
meetings  of  the  Council  shall  be  in 
accordance  with  its  bylaws.which  shall 
be  established  by  the  Council  and 
approved  by  the  Secretary. 

11209.37    CompenMtion  and 
reknburaenient 

The  members  of  the  Council  shall 
serve  without  compensation  but  shall  be 
reimbursed  for  necessary  and  reasonable 
expenses,  including  a  reasonable  per 
diem  allowance,  as  approved  by  the 
Council  and  the  Secretary,  incurred  by 
such  members  in  the  performance  of 
their  responsibiUties  under  this  subpart. 


11209.38 

The  Council  shall  have  the  following 
powers: 

(a)  To  receive  and  evaluate  or,  on  its 
own  initiative,  develop  and  budget  for 
proposed  programs,  plans,  or  projects  to 
promote  the  use  of  mushrooms,  as  well 
as  proposed  programs,  plans,  or  projects 
for  research,  consumer  information,  or 


industry  information,  and  to  make 
recommendations  to  the  Secretary 
regarding  such  proposals; 

(b)  To  administer  the  provisions  of 
this  subpart  in  accordance  with  its 
terms  and  provisions; 

(c)  To  appoint  or  employ  such 
individuals  as  it  may  deem  necessary, 
define  the  duties,  and  determine  the 
compensation  of  such  individuals; 

(d)  To  make  rules  and  regulations  to 
effectuate  the  terms  and  provisions  of 
this  subpart; 

(e)  To  receive,  investigate,  and  report 
to  the  Secretary  for  action  complaints  of 
violations  of  the  provisions  of  this 
subpart; 

(0  To  disseminate  information  to 
producers,  importers,  first  handlers,  or 
industry  organizations  through 
programs  or  by  direct  contact  using  the 
public  postal  system  or  other  systems; 

(g)  To  select  committees  and 
subcommittees  of  Council  members, 
including  an  executive  committee 
whose  powers  and  membership  shall  be 
determined  by  the  Council,  subject  to 
the  approval  of  the  Secretary,  and  to 
adopt  such  bylaws  and  other  rules  for 
the  conduct  of  its  business  as  it  may 
deem  advisable; 

(h)  To  establish  committees  which 
may  include  individuals  other  than 
Council  members,  and  pay  the 
necessary  and  reasonable  expenses  and 
fees  for  the  members  of  such 
committees; 

(i)  To  recommend  to  the  Secretary 
amendments  to  this  subpart; 

(j)  With  the  approval  of  the  Secretary, 
to  enter  into  contracts  or  agreements 
with  national,  regional,  or  State 
mushroom  producer  organizations,  or 
other  organizations  or  entities,  for  the 
development  and  conduct  of  programs, 
plans,  or  projects  authorized  under 
§  1209.40  and -with  such  producer 
organizations  for  other  services 
necessary  for  the  implementation  of  this 
subpart,  and  for  the  payment  of  the  cost 
thereof  with  funds  collected  and 
received  pursuant  to  this  subpart.  The 
Council  shall  not  contract  with  any 
producer  or  importer  for  the  purpose  of 
mushroom  promotion  or  research.  The 
Council  may  lease  physical  facilities 
from  a  producer  or  importer  for  such 
promotion  or  research,  if  such  an 
arrangement  is  determined  to  be  cost 
effective  by  the  Council  and  approved 
by  the  Secretary.  Any  contract  or 
agreement  shall  provide  that: 

(1)  the  contractor  or  agreeing  party 
shall  develop  and  submit  to  the  Coimcil 
a  program,  plan,  or  project  together  with 
a  budget  or  Dudgets  that  shall  show  the 
estimated  cost  to  be  incurred  for  such 
program,  plan,  or  project; 
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(2)  any  such  program,  plan,  or  project 
shall  become  effective  upon  approval  of 
the  Secretary; 

(3)  the  contracting  or  agreeing  party 
shall  keep  acciirate  records  of  till  of  its 
transactions  and  make  periodic  reports 
to  the  Council  of  activities  conducted, 
submit  accountings  for  funds  received 
and  expended,  and  make  such  other 
reports  as  the  Secretary  or  the  Council 
mav  require;  and  the  Secretary  may 
audit  the  records  of  the  contracting  or 
agreeing  party  periodically;  and 

(4)  any  subcontractor  who  enters  into 
a  contract  with  a  Council  contractor  and 
who  receives  or  otherwise  uses  funds 
allocated  by  the  Council  shall  be  subject 
to  the  same  provisions  as  the  contractor; 

(k)  With  the  approval  of  the  Secretary, 
to  invest,  pending  disbursement 
pursuant  to  a  program,  plan,  or  project, 
funds  collected  through  assessments 
provided  for  in  §  1209.51,  and  any  other 
funds  received  by  the  Council  in,  and 
only  in,  obligations  of  the  United  States 
or  any  agency  thereof,  in  general 
obligations  of  any  State  or  any  political 
subdivision  thereof,  in  any  interest* 
bearing  account  or  certificate  of  deposit 
of  a  bank  that  is  a  member  of  the  Federal 
Reserve  System,  or  in  obligations  fully 
guaranteed  as  to  principal  and  interest 
by  the  United  States; 

(1)  Such  other  powers  as  may  be 
approved  by  the  Secretary;  and 

(m)  To  develop  and  propose  to  the 
Secretary  voluntary  quality  and  grade 
standards  for  mushrooms,  if  the  Coimcil 
determines  that  such  quality  and  grade 
standards  would  benefit  the  promotion 
of  mushrooms. 

{1209.39    Duties. 

The  Coimcil  shall  have  the  following 
duties: 

(a)  To  meet  not  less  than  annually, 
and  to  organize  and  select  horn  among 
its  members  a  chairperson  and  such 
other  officere  as  may  be  necessary; 

(b)  To  evaluate  or  develop,  and 
submit  to  the  Secretary  for  approval, 
promotion,  research,  consumer 
information,  and  industry  information 
programs,  plans,  or  projects; 

(c)  To  prepare  for  each  fiscal  year,  and 
submit  to  the  Secretary  for  approval  at 
least  60  days  prior  to  liie  beginning  of 
each  Rscal  year,  a  budget  of  its 
anticipated  expenses  and  disbursements 
in  the  administration  of  this  subpart,  as 
provided  in  §  2109.50. 

(d)  To  maintain  such  books  and 
record's,  which  shall  be  available  to  the 
Secretary  for  inspection  and  audit,  and 
to  prepare  and  submit  such  reports  from 
time  to  time  to  the  Secretary,  as  the 
Secretary  may  prescribe,  and  to  make 
appropriate  accounting  with  respect  to 


the  receipt  and  disbursement  of  all 
funds  entrusted  to  it; 

(e)  To  prepare  and  make  public,  at 
least  annually,  a  report  of  its  activities 
carried  out,  and  an  accounting  for  funds 
received  and  expended; 

(f)  To  cause  its  financial  statements  to 
be  prepared  in  conformity  with 
generally  accepted  accoimting 
principles  and  to  be  audited  by  an 
independent  certified  public  accountant 
in  accordance  with  generally  accepted 
auditing  standards  at  least  once  each 
fiscal  year  and  at  such  other  times  as  the 
Secretary  may  request,  and  siibmit  a 
copy  of  each  such  audit  to  the  Secretary; 

(gj  To  give  the  Secretary  the  same 
notice  of  meetings  of  the  Council  as  is 
given  to  members  in  order  that  the 
Secretary,  or  a  representative  of  the 
Secretary,  may  attend  such  meetings; 

(h)  To  submit  to  the  Secretary  such 
information  as  may  be  requested 
pursuant  to  this  subpart; 

(i)  To  keep  minutes,  books,  and 
records  that  clearly  reflect  all  the  acts 
and  transactions  of  the  Council.  Minutes 
of  each  Council  meeting  shall  be 
promptly  reported  to  the  Secretary; 

(j)  To  act  as  intermediary  between  the 
Secretary  and  any  producer  or  importer; 

(k)  To  follow  the  Department's  equal 
opportunity/civil  rights  policies;  and 

(1)  To  work  to  achieve  an  effective, 
continuous,  and  coordinated  program  of 
promotion,  research,  consumer 
information,  and  industry  information 
designed  to  strengthen  the  mushroom 
industry's  position  in  the  marketplace, 
maintain  and  expand  existing  markets 
and  uses  for  mushrooms,  develop  new 
markets  and  uses  for  mushrooms,  and  to 
cany  out  programs,  plans,  and  projects 
designed  to  provide  maximum  benefits 
to  the  mushroom  industry. 

Promotion,  Research,  Consumer 
Information,  and  Industry  Information 

f  1 209.40    Programs,  plans,  and  projects. 

(a)  The  Council  shall  receive  and 
evaluate,  or  on  its  own  initiative 
develop,  and  submit  to  the  Secretary  for 
approval  any  program,  plan,  or  project 
authorized  under  this  subpart.  Such 
programs,  plans,  or  projects  shall 
provide  for 

(1)  The  estabUshment,  issuance, 
effectuation,  and  administration  of 
appropriate  programs  for  promotion, 
research,  consumer  information,  and 
industry  information  with  respect  to 
mushrooms;  and 

(2)  The  establishment  and  conduct  of 
research  with  respect  to  the  sale, 
distribution,  marketing,  and  use  of 
mushrooms  and  mushroom  products, 
and  the  creation  of  new  products 
thereof,  to  the  end  that  marketing  and 


use  of  mushrooms  may  be  encouraged, 
expanded,  improved  or  made  more 
acceptable.  However,  as  prescribed  by 
the  Act,  nothing  in  this  subpart  may  be 
construed  to  authorize  mandatory 
requirements  for  quality  control,  grade 
standards,  supply  management 
programs,  or  other  programs  that  would 
control  production  or  otherwise  limit 
the  right  of  individual  producers  to 
produce  mushrooms. 

(b)  No  program,  plan,  or  project  shall 
be  implemented  prior  to  its  approval  by 
the  Secretary.  Once  a  program,  plan,  or 
project  is  so  approved,  the  Council  shall 
take  appropriate  steps  to  implement  it 

(c)  Each  programs,  plan,  or  project 
implemented  under  this  subpart  shall  be 
reviewed  or  evaluated  periodically  by 
the  Coimcil  to  ensure  tnat  it  contributes 
to  an  effective  program  of  promotion, 
research,  consumer  information,  or 
industry  information.  If  it  is  found  by 
the  Council  that  any  such  program, 
plan,  or  project  does  not  contribute  to 
an  effective  program  of  promotion, 
research,  consumer  information,  or 
industry  information,  then  the  Council 
shall  terminate  such  program,  plan,  or 
project. 

(d)  In  carrying  out  any  program,  plan, 
or  project,  no  reference  to  a  brand  name, 
trade  name,  or  State  or  regional 
identification  of  any  mushrooms  or 
mushroom  product  shall  be  made.  In 
addition,  no  program,  plan,  or  project 
shall  make  use  of  unfair  or  deceptive 
acts  or  practices  with  respect  to  the 
quality,  value,  or  use  of  any  competing 
product. 

Expenses  and  Assessments 

%  1 209.50    Budget  and  Expenses. 

(a)(1)  At  least  60  days  prior  to  the 
beginning  of  each  fiscal  year,  and  as 
may  b^  necessary  thereafter,  the  Council 
shall  prepare  and  submit  to  the 
Secretary  a  budget  for  the  fiscal  year 
covering  its  anticipated  expenses  and 
disbursements  in  administering  this 
subpart.  Each  such  budget  shall  include: 

(i)  a  statement  of  objectives  and 
strategy  for  each  program,  plan,  or 
project; 

(ii)  a  summary  of  anticipated  revenue, 
with  comparative  data  for  at  least  one 
preceding  year, 

(iii)  a  summary  of  proposed 
expenditures  for  each  program,  plan,  or 
project;  and 

(iv)  staff  and  administrative  expense 
breakdowns,  with  comparative  data  for 
at  least  one  preceding  year. 
Each  budget  shall  include  a  rate  of 
assessment  for  such  fiscal  year 
calculated,  subject  to  §  1209.Sl(b),  to 
provide  adequate  funds  to  defray  its 
proposed  expenditures  and  to  provide 
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The  Council  aay  chngf*  ndL  rata  ifc 
anj- tte«  M  providv^  «■  §  ^2Ml51(MS^ 

C2)tk>  SobiKt  to  puacpapb  UXaXiUi 
any  aiBHidoMit  or  tflmtiWD  to  ttk 
appMwad  bvdgat  anit  bo  apprawod  h^ 
the  Secralwy,  iachiding  abil^ag  of 
Kiods  ban  oao  pnpan,.  plia 

tOMoHMT. 

(ii)  Skift*  of  fatdt  wkidi  do  not 
an  increase  in  the  Cramrifa  upptond 
bttd^Bt  tmi  wkkk  are  conmltnt  wUk 
gowoming  taylows  nnd  Do<  hovo 

appnwol  br  dw  Secrotvy. 

(W  Tho  CouBdl  is  MiAoriaod  to 
such  expansas,  iachiding  pMrnsioa  for 
a  mawiabbB  raaarro;  aa  dM  Seczatary 
finds  ar*  zaaacnabla  aiul  bkaly  to  ba 
incunad  b^  tke  Coaacil  lor  ili 
iiniiiriaianfa  and  functiaruBg.  and  to 
enabts  A  to  aseicisa  its  ftowws  ami 
perform  its  duties  in  accoidance  witb 
the  piomions  of  ibis  subpart.  Sacfa 
expeosas  shall  be  paid  from  funds 
received  by  the  Council. 

(c)  The  CoQDcil  sbaU  not  use  Smds 
collected  orracafvad  und«r  this  subpart 
to  retmbotse,  defray,  or  make  paymenf 
of  expasditures  incurred  in  deveioptng, 
drafting,  studying,  lobbying  on  or 
praowtiog  the  Icgistatiaa  aatltorning 
this  subpart  Such  prohibition  inchHlBS 
reimburseroeDt.  defraymenl,  or  payment 
to  moshroom  industry  associations  or 
orgaaizaboos,  prodacevs  or  importers, 
lavryers,  law  finns,  or  consukaots. 

(d>  The  Council  may  accept  voluntary 
contributions,  but  these  shall  only  be 
used  to  pay  expenses  incurred  in  the 
conduct  of  programs,  plans,  and 
projects.  Such  contributi£>BS  shall  be 
free  from  any  encumbrance  by  the  donor 
and  the  Council  shall  retain  comfrieCa 
control  of  their  US44.  The  donor  tnay 
recommend  that  the  whole  oc  »  portion 
of  the  cootiibutioo  be  apf^ied  to  an 
ongoing  progEsai,  plan,  or  proiecL 

(e)  The  Council  shall  rMinburse  the 
Secretary,  from  foods  received  by  the 
Council,  for  administrative  costs 
incurred  by  the  Secretary  in 
implementing  and  administeriiig  this 
subpart,  except  for  the  scenes  of 
Department  employees  incurred  in 
condvtrting  reiererHki. 

U>  The  Council  nay  establish  an 
operating  monetary  reserve  tad  may 
carry  over  to  stkMaqxient  fiscal  periods 
eatceas  funds  in  any  laaorno  so 
established,  except  that  the  fnnds  is  the 
reaerve  shall  not  aoccaed  appeoadmatefy 
one  fiscal  year's  axpenaaai  Suchraaarva 
funds  may  be  used  to  defray  any 
expenses  authoriied  under  this  subpart, 
(g]  With  the  approval  of  the  Secretary, 
the  Council  may  bonoMi  inQaey  for  the 
payment  of  administrative  axpensea. 
subject  to  the  same  fisscal.  bttogat.  and 
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oilhe 


|12Ba5t 

(a)  Aay  first  handler  initially 
purchasing,  or  otherwise  plackof  into 
Iha  cunant  of  rnaMnarrr  m-t-r^^"""* 
produced  in  the  Ihulid  StMea  shall.  iB 
the  manner  aa  pseaciihad  by  the  Cowncil 
and  approved  by  the  Secrataiy,  cf^leci 
nn  MBeiumTr*  ^""~*  "r*^  **^  n»— hf 
of  pounds  ol  muahrooaaa  marketed  in 
the  United  States  for  the  aceoont  oi  the 
produces.  umI  remit  the  asaeas merit  to 
theCoundL 

Cb)  The  tats  ol  assessment  effective 
during  any  fiscal  year  shall  be  the  rate 
specified  in  the  bndg^  for  such  fiscal 
year  approved  by  the  Seoetasy,  axc^ 

that: 

(ll  The  rate  of  asaessmoot  during  the 
first  year  this  suhpait  isia  afiact  shall 
be  one-fpiarter  of  oite  cent  pec  pound  of 
mushrooms  marketed,  or  the  equivalent 

thereoL 

C2)  The  rate  of  assessment  during  the 
sbcqimI  year  this  subpart  i&  in  effect 
shall  not  axcead  one-third  of  one  cant 
per  pound  of  mushrooms  marketed,^  or 
the  equivalent  thereof. 

(3)  The  rate  of  assessment  during  the 
third  year  this  subpart  is  in  e&ct  shall 
not  exceed  one-haff  of  one  cent  per 
pound  of  mushrooms  marketed,  or  the 
equivalent  thereol 

(4)  The  rate  of  assessment  during  each 
of  the  fourth  and  foUovdng  years  this 
subpart  is  in  effect  shalT  not  exceed  one 
cent  per  pound  of  mushrooms  marketed, 
or  the  equivalent  thereof. 

(5)  The  Council  may  change  the  rate 
of  assessment  for  a  fiscal  year  at  any 
time  with  the  approval  of  tfie  Secretary 
as  necessary  to  reflect  changed 
circumstances,  except  that  any  such 
changed  rate  may  not  exceed  the  level 
of  assessaaent  specified  in  paragraphs 
(bKlX  (2K  t3J.  or  W,  whichever  is 
applicable. 

fc)  Any  person  marketing  mushrooms 
of  that  person's  own  production  to 
consumers  in  the  United  States,  either 
directly  or  through  retail  or  wholesale 
outlets,  shall  be  considered  a  first 
handier  and  ^lall  remit  to  the  Council 
an  assessaaent  on  suck  mu^rooBS  at 
the  rate  per-pound  then  in  effect,  and  in 
such  fonn  and  manner  prescribed  by  &e 
Council. 

(d)  Only  one  assessment  diall  be  paid 
on  each  imit  ol  mushrooms  marketed. 

(eHl)  Each  importer  oi  raoshrooms 
shall  pay  an  assessment  to  the  Cowfncil 
on  mushrooms  imported  ior  BMakatinc 
in  the  United  States,  throng  &e  U.S 
Customs  Service  or  in  suck  other 
manner  as  may  be  established  by  mlae 
and  regulations  approved  by  the 
Secretary. 


t^TbeparywtaiiaaJBiwit  rate  for 
tapoflad  mnsAreoaw  sh^  be  the  I 
as  the  rate  provided  for  muskn 
prodwad  m  the  Udlad  SMaa. 

13)  The  impart  ( 
uaikanly  appked  tn  i 
muateooBa  thai  am  idantiftad  by 
niBBkar,  070831  .OOOIX  in  tke 

HanMBoad  Tariff  Sckaduln  of  Ik* 

UnttndSlalaaaB 

to  identify  korii] 

M  The  aaaeflSOMBto  dme  OB  J 
mushrooma  shell  be  paid ' 
mushrooms  are  entered  or  withdraef 
tot  coosumptioo  ia  the  United  Statas.  ce 
lit  ytrh.  othat  time  as  may  be  aatahUihed 
hy  rules  and  regulatioBS  preecribed  by 
the  Council  acd  approved  hy  the 
Secretary  and  under  such  pBooadarea  as 
are  provided  in  such  rules  and 
regjilations.  ' 

TsjOnly  one  asaessmertf  shall  be  paid 
on  each  unit  of  mushrooms  imported. 

(1^  The  collection  of  assessments 
under  this  section  shall  commence  on 
all  mushrooms  marketed  in  oi  imported 
into  the  United  Stataa  on  or  after  the 
date  established  by  the  Secretary,  aad 
shall  continue  until  terminated  by  the 
Secretary.  If  the  Council  is  not 
constituted  on  the  date  the  first 
assessments  are  to  be  collected,  the 
Secretary  shall  have  the  authority  to 
receive  assessments  on  behalf  of  the 
Council  and  may  hold  such  assessments 
until  the  Council  is  constituted,  then 
remit  such  assessments  to  the  Cbunci!. 

CgKl)  Each  person  responsible  for 
rerartting  assessments  under  parag^phs 
(a),  M,  or  fe)  shell  remit  Ae  amotmts 
due  from  assessments  to  the  Council*  on 
a  monthly  basis  no  later  than  the 
fifteenth  day  of  the  month  following  the 
month  in  which  the  mushrooms  were 
marketed,  in  such  manner  as  prescribed 
by  the  Council. 

(2Ki)  A  late  payment  charge  shall  be 
imposed  on  any  person  that  fails  to 
remit  to  the  Council  the  total  amotmt  for 
which  the  person  is  liable  on  or  befare 
the  payment  due  date  established  tindter 
this  section-  The  amount  of  the  late 
payment  tharge  riiall  be  prescribed  in 
rules  and  regulations  as  approved  by  die 
Secretary. 

(ii)  An  additional  charge  shell  be 
imposed  on  any  person  mbject  to  a  lete 
paymmit  charge,  in  the  fom  of  interest 
on  the  outstanding  portion  of  Miy 
amount  for  which  the  person  is  liabfe. 
The  rate  o#  interest  shall  be  prescribed 
in  rules  and  regulations  as  approved  by 

the  Secretary. 
(3)  Any  assesaraant  ttiat  ia  dalermiaed 

to  be  owing  at  a  date  later  Aan  tile 
payment  dne  estabhakad  under  diie 
section,  daa  to  a  person's  Whixa  to 
submit  a  repent  to  the  Council  by  tke 
payment  dae  date,  shall  be  coaaidarad 
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to  have  been  payable  on  the  payment 
due  date.  Under  such  a  situation, 
paragraphs  (g)(2)(i)  and  (g)(2)(ii)  of  this 
section  shall  be  applicable. 

(h)  The  Council,  with  the  approval  of 
the  Secretary,  may  enter  into  agreements 
authorizing  other  organizations  to 
collect  assessments  in  its  behalf.  Any 
such  organization  shall  be  required  to 
maintain  the  confidentiality  of  such 
information  as  is  required  by  the 
Ck>uncil  for  collection  purposes.  Any 
reimbursement  by  the  Council  for  such 
services  shall  be  based  on  reasonable 
charges  for  services  rendered. 

(i)  The  Council  is  hereby  authorized 
to  accept  advance  payment  of 
assessments  for  the  fiscal  year  by  any 
person,  that  shall  be  credited  toward 
any  amount  for  which  such  person  may 
become  liable.  The  Council  shall  not  be 
obligated  to  pay  interest  on  any  advance 
payment. 

§  1 209.S2    Exemption  from  SMescment 

(a)  Persons  that  produce  or  import,  on 
average,  500,000  pounds  or  less  of 
mushrooms  annually  shall  be  exempted 
from  assessment. 

(b)  To  claim  such  exemption,  such 
persons  shall  apply  to  the  Council,  in 
the  form  and  manner  prescribed  in  the 
rules  and  regulations. 

(c)  Mushrooms  produced  in  the 
United  States  that  are  exported  are 
exempt  horn  assessment  and  are  subject 
to  such  safeguards  as  prescribed  in  rules 
and  regulations  to  prevent  improper  use 
of  this  exemption. 

(d)  Domestic  and  imported 
mushrooms  used  for  processing  are 
exempt  from  assessment  and  are  subject 
to  such  safeguards  as  prescribed  in  rules 
and  regulations  to  prevent  improper  use 
of  this  exemption. 

§  1 209.53    Influencing  govwnmantal  action. 

No  funds  received  by  the  Council 
under  this  subpart  shall  in  any  manner 
be  used  for  ^e  purpose  of  influencing 
legislation  or  governmental  policy  or 
action,  except  to  develop  and 
recommend  to  the  Secretary 
amendments  to  this  subpart,  and  to 
submit  to  the  Secretary  proposed 
voluntary  grade  and  quality  standards 
for  mushrooms. 

Reports,  Books  and  Records 

§1209.60    Reports. 

(a)  Each  producer  marketing 
mushrooms  of  that  person's  own 
production  directly  to  consumers,  and 
each  first  handler  responsible  for  the 
collection  of  assessments  under 
§  1209.51(a)  shall  be  required  to  report 
monthly  to  the  Council,  on  a  form 
provided  by  the  Council,  such 
information  as  may  be  required  under 


this  subpart  or  any  rules  and  regulations 
issued  thereunder.  Such  information 
shall  include,  but  not  be  limited  to,  the 
following: 

(1)  The  first  handler's  name,  address, 
and  telephone  number, 

(2)  Date  of  report,  which  is  also  the 
date  of  payment  to  the  Council: 

(3)  Period  covered  by  the  report; 

(4)  The  number  of  pounds  of 
mushrooms  purchased,  initially 
transferred,  or  that  in  any  other  manner 
are  subject  to  the  collection  of 
assessments,  and  a  copy  of  a  certificate 
of  exemption,  claiming  exemption 
under  §  1209.52  from  those  who  claim 
such  exemptions; 

(5)  The  amount  of  assessments 
remitted;  and 

(6)  The  basis,  if  necessary,  to  show 
why  the  remittance  is  less  than  the 
number  of  pounds  of  mushrooms 
determined  under  paragraph  (a)(4) 
multiplied  by  the  applicable  assessment 
rate. 

(b)  If  determined  necessary  by  the 
Council  and  approved  by  the  Secretary, 
each  importer  shall  file  with  the  Council 
periodic  reports,  on  a  form  provided  by 
the  Council,  containing  at  least  the 
following  information: 

(1)  The  importer's  name,  address,  and 
telephone  number: 

(2)  The  quantity  of  mushrooms 
entered  or  withdrawTi  for  consumption 
in  the  United  States  during  the  period 
covered  by  the  report;  and 

(3)  The  amount  of  assessments  paid  to 
the  U.S.  Customs  Service  at  the  time  of 
such  entry  or  withdrawal. 

(c)  The  words  final  report  shall  be 
shown  on  the  last  report  at  the  end  of 
each  fiscal  year. 

f  1209.61    Boolu  and  records. 

Each  persons  who  is  subject  to  this 
subpart  shall  maintain  and  make 
available  for  inspection  by  the  Council 
or  the  Secretary  such  books  and  records 
as  are  deemed  necessary  by  the  Council, 
with  the  approval  of  the  Secretary,  to 
carry  out  the  provisions  of  this  subpart 
and  any  rules  and  regulations  issued 
hereunder,  including  such  books  and 
records  as  are  necessary  to  verify  any 
reports  required.  Such  books  and 
records  shall  be  retained  for  at  least  two 
years  beyond  the  fiscal  year  of  their 
applicability. 

{1209.62    Confidential  treatment 

All  information  obtained  from  books, 
records,  or  reports  under  the  Act,  this 
subpart,  and  the  rules  and  regulations 
issued  thereunder  shall  be  kept 
confidential  by  all  persons,  including  all 
employees  and  former  employees  of  the 
Council,  all  officers  and  employees  and 
former  officers  and  employees  of  the 


Department,  and  all  officers  and 
employees  and  former  officers  and 
employees  of  contracting  and 
subcontracting  agencies  or  agreeing 
parties  having  access  to  such 
information.  Such  information  shall  not 
be  available  to  Council  members, 
producers,  importers,  or  first  handlers. 
Only  those  persons  having  a  specific 
need  for  such  information  to  effectively 
administer  the  provisions  of  this  subpart 
shall  have  access  to  such  information. 
Only  such  information  so  obtained  as 
the  Secretary  deems  relevant  shall  be 
disclosed  by  them,  and  then  only  in  a 
suit  or  administrative  hearing  brought  at 
the  direction,  or  on  the  request,  of  the 
Secretary,  or  to  which  the  Secretary  or 
any  officer  of  the  United  States  is  a 
party,  and  involving  this  subpart. 
Nothing  in  this  section  shall  be  deemed 
to  prohibit: 

(a)  The  issuance  of  general  statements 
based  upon  the  reports  of  the  number  of 
persons  subject  to  this  subpart  or 
statistical  data  collected  therefrom, 
which  statements  do  not  identify  the 
information  furnished  by  any  person;    '- 
and 

(b)  The  publication,  by  direction  of 
the  Secretary,  of  the  name  of  any  person 
who  has  been  adjudged  to  have  violated 
this  subpart,  together  with  a  statement 
of  the  particular  provisions  of  this 
subpart  violated  by  such  person. 

Miscellaneous 

SI 209.70    Right  of  ttte  Secretary. 

All  fiscal  matters,  programs,  plans,  or 
projects,  rules  or  regulations,  reports,  or 
other  substantive  actions  proposed  and 
prepared  by  the  Council  shall  be 
submitted  to  the  Secretary  for  approval. 

§  1 209.71    Suspension  or  termination. 

(a)  Whenever  the  Secretary  finds  that 
this  subpart  or  any  provision  thereof 
obstructs  or  does  not  tend  to  effectuate 
the  declared  policy  of  the  Act,  the 
Secretary  shall  terminate  or  suspend  the 
operation  of  this  subpart  or  such 
provision  thereof. 

(b)(1)  Five  years  after  the  date  on 
whicli  this  subpart  becomes  efi^ective, 
the  Secretary  shall  conduct  a 
referendum  among  producers  and 
importers  to  determine  whether  they 
favor  continuation,  termination,  or 
suspension  of  this  subpart. 

(2)  Effective  beginning  three  years 
after  the  date  on  which  this  subpart 
becomes  effective,  the  Secretary,  on 
request  of  a  representative  group 
comprising  30  percent  or  more  of  the 
number  of  mushroom  producers  and 
importers,  may  conduct  a  referendum  tu 
determine  whether  producers  and 
importers  favor  termination  or 
suspension  of  this  subpart. 
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(3)  Whenever  tbe  SecseUry 
deteraiines  thai  suspension  of 
termination  of  this  subpart  is  favored  by 
a  ms^Qiity  of  the  mushroom  producers 
and  importers  voting  in  a  refarendiim 
under  paragraphs  (b)  (H  ot  (2)  who. 
during  a  representative  period 
determined  by  the  Secretary,  have  been 
engaged  in  producing  and  importing 
mushrooms  and  who.  on  average, 
annually  produced  and  imported  roon 
than  SO  percent  of  the  volume  of 
mushrooms  produced  and  imported  by 
all  those  producers  and  importers  voting 
in  the  referendum,  the  Secrataxy  shalk 

(i)  suspend  or  terminate,  as 
appropriate,  collection  of  assessments 
within  six  months  after  making  such 
determination;  and 

(ii)  suspend  or  terminate,  as 
appropriate,  all  activities  under  this 
subpart  in  an  orderly  manner  as  soon  as 
practicable. 

(4)  Referenda  conducted  under  this 
subsection  shall  be  conducted  in  such 
manner  as  the  Secretaiy  may  prescribe. 


the  trustees,  to  sudi  persona  as  the 
Secretary  may  direct;  and 

(4)  Upon  the  request  of  the  Secretary, 
execute  such  assignments  or  othec 
instruments  necessary  or  appiopriate  to 
vest  in  such  persona  nili  title  aiid  li^ 
to  ^  of  the  funds,  property,  and  daims 

vested  in  the  Qmnol  or  the  trusteaa 
under  this  subpart. 

(c)  Any  peiaon  to  whom  funds, 
property,  qr  claima  have  been 
tnn&ferred  or  delivered  under  this 
subpart  shall  be  subject  to  the  same 
obli^Uons  imposed  upon  the  Council 
and  upon  the  trustee*. 

(dl  Any  re&idual  funds  not  required  to 
defray  the  necessary  expenses  of 
liquidation  shall  be  turned  over  to  the 
Secretary  to  be  used,  to  the  extent 
practicable,  in  the  interest  of  continuing 
one  or  more  of  the  promotion,  research, 
consumer  information,  or  industry 
information  programs,  plans,  or  projects 
authorized  under  this  subpart 

11209.73    Effect  of  tennination  or 


§1208172 

(a)  Upon  the  termination  of  this 
subpart,  the  Council  shall  recommend 
not  more  than  five  of  its  members  to  the 
Secretary  to  serve  as  trustees  for  the 
purpose  of  Kquidating  the  afhirs  of  the 
Council.  Such  persons,  upon 
designation  by  the  Secretary,  shall 
become  trustees  of  all  the  funds  and 
property  owned,  in  the  possession  of.  oi 
under  the  control  of  the  Council, 
including  any  claims  \mpaid  or  property 
not  delivered,  or  any  other  claim 
existing  at  the  time  erf  such  tennination. 

(b)  The  trustees  dull:  i1)  Contimw  in 
such  capacity  until  discharged  by  the 
Secretary; 

(2)  Carry  out  the  obligations  of  the 
Council  under  any  contract  or 
agreem«it  entered  into  by  it  under  this 
subpart; 

(3)  From  time  to  time  account  for  all 
receipts  and  disbursements,  and  deliver 
all  property  on  band,  together  with  all 
books  and  records  of  the  Council  and  of 


Unless  otherwise  expressly  provided 
by  the  Secretary,  the  termination  of  d»is 
subpart  or  of  any  rule  and  regulation 
issued  under  this  subpart,  or  the 
issuance  of  any  amendment  to  such 
provisions,  shall  not: 

(a)  Affect  or  waive  any  ri^t,  duty, 
obligation,  or  Kability  that  shall  have 
arisen  or  may  hereafter  arise  in 
connection  with  any  provision  of  this 
subpart  or  any  such  rules  or  regulations; 

fW  Release  or  extinguish  any  violation 
of  this  subpart  or  any  such  rules  or 
regulations;  or 

Tc)  Affiact  or  impair  any  rights  or 
remedies  of  the  United  States,  the 
Secretary,  or  any  person  with  respect  to 
any  such  violation. 


Siao«.74   PetsefMtlli 

No  member  or  employee  of  the 
Council  shall  be  held  personally 
reeponsiMe.  either  individually  or 
)ointly,  in  any  way  whatsoever,  to  any 
person  lor  errors  in  judgment,  mistakes, 


or  other  acts  ol  either  commiaaioB  or 
omission  of  such  mmnber  or  en^>loyaa 
under  this  sobpart.  except  {ot  adsof 
dishonesty  or  vvillful  misconduct 

ft20».75    Pslsrits,eopyrtgMs,im«nttofM» 
pubHcaHcws.  and  product  HuimuMlsns. 

Any  padflDts,  copyzi^its.  iBiiSBlinni» 
publicatioDS.  or  product  famdbtioaB 
developed  tbroo^  tbe  oaa  of  fcmds 
received  by  the  Council  under  this 
subpart  ahsU  be  the  propoty  of  ttt* 
United  States  Government  as 
repressnted  by  the  Council  a^  riiaU. 
along  with  any  rents,  royalties,  rssidnsl 
payments,  or  other  income  from  die 
rental,  sale,  leasing,  franchisiae.  or  othsr 
uses  ai  such  patents,  oopyri^tts. 
inventioBS,  publicatioDS,  or  {voduct 
formulations  inure  to  the  benefit  of  the 
Council  and  be  cocksidered  inconie 
subject  to  the  same  fiscaU  budget,  and 
audit  controls  as  other  funds  of  dw 
Council.  Upon  termination  of  this 
subpart,  §  1209.72  shall  apply  to 
determine  disposition  of  all  such 
property. 

1 1 209.76    Amendments. 

Amendments  to  this  subpart  may  be 
proposed,  from  time  to  time,  by  the 
Council  or  by  any  interested  person 
affected  by  the  provisions  of  the  Act. 
including  the  Secretary. 

iia06w77   SepsrabMy. 

If  any  provision  of  this  sxibpart  is 
declared  invalid,  or  the  applicability 
thereof  to  any  person  or  circumstances 
is  held  invalid,  the  validity  o<  the 
remainder  of  this  subpart  or  the 
applicability  thereof  to  other  persons  <x 
circumstances  shall  not  be  a&ctsd 

thereby. 

Dated:  December  31. 1992. 
Jo  Ana  R.  South, 

Assistant  Secretaiy,  Marketing  and  Inspection 
Services. 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  RedemeUon 
end  Enforcement 

30  CFR  Parte  779, 780, 783,  end  784 
RtN1029-AB57 

Surface  Coel  Mining  and  Reclamation 
Operatlone;  Permanent  Regulatory 
Program;  Land  Uee  Information 

ACaCV:  Office  of  Surface  Mining 
Reclamation  and  Enforcement.  Interior. 

ACnOM;  i*ropo8ed  rule. 


summary:  The  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  of 
the  United  States  Department  of  the 
Interior  (DOI)  proposes  to  amend  its 
regulations  on  Surface  mining  permit 
applications — minimum  requirements 
for  information  on  environmental 
resources;  Surface  mining  permit 
applications — minimum  requirements 
for  reclamation  and  operation  plan; 
Underground  mining  permit 
application — minimum  requirements  for 
informaticH)  on  environmental 
resources:  and  Underground  mining 
permit  application — minimum 
requirements  for  reclamation  and 
operation  plan.  Central  to  this 
rulemaking  is  a  proposed  rule 
(Reclamation  plan:  Land  use 
information)  which  will  simplify  and 
reduce  the  permit  applicant's  regulatory 
reporting  burden  by  eliminating 
duplicative  and/or  unnecessary 
informational  requirements. 
DATES:  Written  comments:  OSM  will 
accept  written  comments  on  the 
proposed  rule  until  5  p.m.  Eastern  time 
on  March  9, 1993. 

Public  hearings:  Upon  request,  OSM 
will  hold  public  hearings  on  the 
proposed  rule  in  Washington,  E)C;  in 
Denver,  Colorado,  and  in  ICnoxville, 
Tennessee  on  March  4, 1993.  Upon 
request,  OSM  will  also  hold  public 
hearings  at  times  and  on  dates  and 
locations  to  be  announced  in  the 
Federal  Register  prior  to  the  hearings. 
OSM  will  accept  requests  for  public 
hearings  until  S  p.m.  Eastern  time  on 
February  8, 1993.  Individuals  wishing  to 
attend  but  not  testify  at  any  hearing 
should  contact  the  person  identified 
under  "FOR  FURTHER  WFORMATIOH 
COWTACr*  beforehand  to  verify  that  the 
hearing  will  be  held. 
AOORESSES:  Written  comments:  Hand- 
deliver  to  the  OSM,  Administrative 
Record,  suite  660;  800  North  Capitol  St.. 
NW..  Washington,  DC:  or  mail  to  the 
OSM.  Administrative  Record.  1951 
Constitution  Avenue,  suite  660  NC. 
NW.,  Washington,  DC  20240. 


Public  hearings:  Department  of  the 
Interior  Auditorium,  18th  and  C  Streets. 
NW..  Washington.  DC;  Brooks  Towers. 
2nd  Floor  Conference  Room.  1020  15th 
St..  Denver.  Colorado;  and  the  Hyatt. 
500  Hill  Avenue.  SE..  Knoxville. 
Tennessee.  The  addresses  for  any 
hearings  scheduled  will  be  announced 
prior  to  the  hearings. 

Bequest  for  public  hearings:  Submit 
orally  or  in  writing  to  the  person  and 
address  specified  under  "FOR  FURTHER 
MFORMATIOM  CONTACT." 
FOR  FURTHER  ^FORMATION  COHTACT: 
Archana  Kohli.  1951  Constitution 
Avenue,  suite  640  NC.  Washington.  DC. 
20240;  Telephone:  (202)  343-3871 
commercial  or  FTS. 
SUPPLEMENTARY  MFORMATXM: 

I.  Public  Conunent  Procedures 

II.  Background 

III.  Discussion  of  Proposed  Rule 

IV.  Procedural  Matters 

L  Public  Comment  Procedures 


Written  Comments 

Written  comments  submitted  on  the 
proposed  rule  should  be  specific. 
should  be  confined  to  issues  pertinent 
to  the  proposed  rule,  and  should 
explain  the  reason  for  any 
recommended  change.  Where 
practicable,  commenters  should  submit 
three  copies  of  their  comments. 
Comments  received  after  the  close  of  the 
comment  period  (see  "DATES")  or 
delivered  to  an  address  other  than  those 
listed  above  (see  "ADDRESSES")  may  not 
necessarily  be  considered  or  included  in 
the  Administrative  Record  for  the  final 
rule. 

Public  Hearings 

OSM  will  hold  public  hearings  on  the 
proposed  rule  by  request  only.  The 
addresses  for  the  bearings  at  three 
locations  are  sp>ecified  previously  in  this 
noUce  (see  "DATES"  and  "AOORESSES"). 

Any  person  interested  in  participating 
at  a  hearing  at  a  particular  location 
should  inform  Archana  Kohli,  (see  FOR 
FURTHER  INFORMATION  CONTACT)  either 
orally  or  in  writing  of  the  desired 
hearing  location  by  5  p.m.  Eastern  time 
February  8, 1993.  If  no  one  has 
contacted  Ms.  Kohli  to  express  an 
interest  in  participating  in  a  hearing  by 
that  date,  the  hearing  will  not  be  held. 
If  only  one  person  expresses  an  interest, 
a  public  meeting  rather  than  a  hearing 
may  be  held  and  the  results  included  in 
the  Administrative  Record. 

If  a  hearing  is  held,  it  will  continue 
until  all  persons  wishing  to  testify  have 
been  heard.  To  assist  the  transcriber  and 
ensure  an  accurate  record.  OSM 
requests  that  persons  who  testify  at  a 
hearing  give  the  transcriber  a  copy  of 


their  testimony  to  assist  OSM  in 
preparing  appropriate  questions.  OSM 
also  requests  that  persons  who  plan  to 
testify  submit  to  OSM.  at  the  address 
previously  specified  for  the  submission 
of  written  comments,  (see  ADDRESSES) 
an  advance  copy  of  the  testimony. 

n.  Bacliground 

On  March  13. 1979,  OSM 

f>romulgated  permanent  program  rules 
44  FR 14902)  as  required  by  section 
501  (b)  of  the  Surface  Mining  Control 
and  Reclamation  Act  of  1977  (SMCRA 
or  the  Act).  30  U.S.C.  1201  et  seq.  In  the 
rules.  30  CFR  part  779  establishes  the 
minimum  permit  application 
requirements  for  information  on  existing 
environmental  resources  that  may  be 
impacted  by  the  conduct  and  location  of 
proposed  surface  mining  activities.  (Part 

783  for  underground  mining)  (44  FR 
15026). 

Thirty  CFR  part  780  establishes  the 
minimum  permit  application 
requirements  for  surface  mining 
operation  and  reclamation  plans.  (Part 

784  for  underground  mining)  (44  FR 
15047).  The  information  requirements  of 
parts  779/783  and  780/784  accord  with 
the  prescriptions  of  sections  507,  508. 
515.  and  516  of  the  Act  in  two  ways: 
First,  the  permit  application  submitted 
pursuant  to  these  parts  must  contain 
sufficient  information  to  meet  the  public 
disclosure  requirements  of  the  Act. 
Second,  the  permit  application  must 
also  contain  sufficient  information  for 
the  regulatory  authority  to  be  able  to 
find  in  writing  on  the  basis  of  that 
information  and  information  otherwise 
available  whether  the  proposed 
operation  should  be  permitted.  The 
level  of  detail  and  scope  of  information 
required  in  the  permit  application  will 
vary  depending  on  the  needs  of  the 
regulatory  authority  to  fulfill  its 
responsibility  to  make  sound  approval 
decisions  under  section  510(b)  of 
SMCRA  and  30  CFR  773.15(c).  The 
required  information  is  intended  to 
assist  the  regulatory  authority  in 
determining  whether  the  appUcant  can 
comply  with  the  performance  standards 
for  surface  and  underground  mining  and 
whether  reclamation  of  these  areas  is 

feasible. 

The  information  requirements  of  parts 
779  and  780  impose  a  significant 
reporting  b'urden  on  permit  applicants 
to  obtain,  analyze,  and  present 
information  to  both  the  regulatory 
authority  and  the  public  when  seeking 
to  permit  a  surface  coal  mining 
operation.  Under  the  Paperwork 
Reduction  Reauthorization  Act  of  1986. 
OSM  is  responsible  for  ensuring  that  its 
rules  do  not  impose  any  unnecessary 
reporting  burden  on  the  permit 
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applicant.  (44  U.S.C.  3507(a)(l)(b}).  In 
1987,  OSM  established  a  wvA  group  to 
review  the  permitting  rules  andother 
regulations.  One  purpose  of  tte  review 
was  to  determine  whether  changee  to 
these  information  requireraaDta  could  be 
made  to  reduce  the  reporting  burden  on 
the  permit  applicant  without 
compromising  their  implementation  of 
the  purposes  and  provisions  of  the  Act. 

After  reviewing  the  woridng  group's 
recommendations  regarding  raw 
chances,  OSM  identified  four  dianges 
whicn  are  the  subject  of  this 
rulemaking.  While  OSM  recognizes  its 
obligation  under  the  Paperwork 
Reduction  Reauthorization  Act  of  1986 
to  ensure  that  public  reporting  burden 
be  minimized,  the  office  also  recognizes 
the  need  to  maintain  a  stable  regulatory 
program  implementing  the  purpose  and 
provisions  of  the  Act.  On  this  basis,  the 
balance  of  the  work  group's 
recommended  rule  utanges  were 
rejected  because  OSM  felt  the 
insignificant  reduction  in  reporting 
burden  which  they  would  afford  did  not 
justify  the  potential  disruption  to  the 
regulatory  program  which  would  be 
caused  by  such  changes. 

This  rulemaking  consolidates  two 
land  use  information  rules,  30  CFR 
779.22/783.22  and  30  CFR  780.23/ 
784.15  into  proposed  30  C7R  780.23/ 
784.15.  OSM  also  proposes  to  delete  two 
other  rales  which  provide  for  the 
collection  of  premining  environmental 
resource  information,  30  CFR  779.19/ 
783.19  regarding  the  collection  of 
supplemental  information  on 
vegetation,  and  30  CFR  779.25(aHll)/ 
783,25(a)(ll)  regarding  the  presentation 
of  premining  slopes. 

Consistent  witn  its  findings  when 
promulgating  the  1979  rales.  OSM  has 
not  identified  any  differences  between 
surface  and  underground  mines  that 
would  appear  to  necessitate  different 
regulatory  provisions  imder  this 
proposed  rulemaking.  Therefore,  the 
proposed  permitting  rale  applicable  to 
surface  mining  activities  at  30  CFR 
780.23  and  the  proposed  permitting  rale 
applicable  to  imderground  mining 
activities  at  30  CFR  784.15  are  identical. 
Likewise  the  rales  for  surface  mining 
activities  at  30  CFR  779.19, 779.22,  and 
779.25(a)(ll)  are  identical  to  the  rules 
for  underground  mining  activities  at  30 
CFR  783.19.  783.22.  and  783.25(a)(ll). 
respectively.  Thus,  the  disoission  of 
changes  or  deletions  to  30  CFR  779.19. 
779.22.  779.25(a)(ll)  and  780.23  «rill 
also  apply  to  30  CFR  783.19.  783.22. 
783.25(a)(ll)  and  784.15. 

A.  Land  Use  lafonaation  Rales 

Section  30  CFR  779.22  identifies  the 
premining  land  use  information 


required  in  a  permit  application.  (March 
13, 1979.  44  PR  15040). 

Section  779.22(a)  requires  that  the 
application  contain  a  statement  of  the 
condition,  capability,  and  productivity 
of  the  land  within  the  proposed  permu 
area.  Section  779.22(a)(1)  requires  the 
application  contain  a  map  and  a 
narrative  that  describes  the  use  of  the 
proposed  permit  area  at  the  time  of 
filing  and  the  premining  land  use  if  its 
use  was  chan^sd  within  five  years 
before  the  date  of  application.  The  map 
is  used  to  compare  premining  land  uses 
with  proposed  postmining  land  uses. 
Section  77g.22(aKl)  implements  section 
508(a)(2)(A)  of  the  Act. 

Section  779.22(a)(2)  requires  that  the 
permit  application  include  a  narrative  of 
the  capaoility  and  productivity  of  the 
land  to  support  a  number  of  uses  to  be 
used  in  analyzing  the  land  use 
description  contained  in  §  779.22(a)(1). 
Environmental  information  fix)m 
§  77g.22(a)(2)  together  vn\h  land  use 
information  from  $  779.22(a)(1)  provide 
a  foundation  for  the  reclamation  plan 
required  by  section  30  CFR  780.23 
(Reclamation  plan:  Postmining  land 
uses).  Section  779.22(a)(2)  and  its  two 
subsections,  (i)  and  (ii),  implement 
sections  508(a)(2)  (B)  and  (C)  of  the  Act. 

Section  779.22(b)  requires  a 
description  of  premining  land  use 
conditions  for  previously  mined  areas. 
These  regulations  provide  that  an 
application  for  a  previously  mined  area 
identify  the  type  of  mining  method 
used,  the  coal  seams  or  other  mineral 
strata  mined,  the  extent  of  coal  or 
minerals  removed,  the  approximate 
dates  of  past  mining,  and  the  uses  of  the 
land  preceding  mining.  Information 
from  this  section  is  used  by  the 
regulatory  authority  both  to  assess 
whether  the  mining  operation  wiU  be 
conducted  in  a  manner  which  mitigates 
the  environmental  damage  caused  by 
the  previous  operations  and  to  establish 
reclamation  criteria  based  on  the 
present  condition  of  the  land.  This 
information  is  not  specifically  required 
by  the  Act. 

Section  779.22(c)  requires  that  the 
application  describe  the  proposed 
mining  area's  existing  land  uses  and 
their  classifications  under  local  law. 
Information  from  this  section  is  used  by 
the  regulatory  authority  to  evaluate  the 
proposed  post  mining  land  uses  and'to 
assess  the  compatibiUty  of  the  proposed 
land  use  with  the  existing  land  use 
policies  and  plans.  The  information 
required  by  this  section  is  essentially 
the  same  information  required  by 
exisUng  §  78a23(b).  Section  77eJ22(c) 
implements  section  508(a)(3)  of  the  Act. 

Section  30  CFR  780.23  establishes  the 
criteria  used  to  approve  a  postmining 


land  use  analysis  and  plan.  Sectkm 
780.23  implements  section  508(a)  (3) 
and  (4)  of  the  Act  (March  13. 1979. 44 
PR  15057). 

Section  780.23(a)  requires  that  the 
applicant's  reclamation  plan  describe 
the  proposed  postmining  land  use. 
Included  must  be  a  discussion  of  the 
utility  and  capacity  of  the  reclaimed 
land  to  support  a  variety  of  alternative 
uses  which  must  conform  to  the  existing 
land  use  policies  and  plans.  Section 
780.23(a)  implements  section  508(a)(3) 
of  the  Act. 

Section  780.23(a)(1)  requires  a 
description  of  the  proposed  postmining 
land  use  and  the  metluxi  in  which  the 
proposed  postmining  land  use  is 
attained.  Section  780L23(a)(l) 
implements  section  508(a)(4)  of  the  Act 

Section  780.23(a)(2)  requires  specific 
management  plans  when  range  and 
grazing  is  proposed  as  a  postmining 
land  use.  Range  or  grazing  man^ement 
plans  are  not  specifically  required  by 
the  Act. 

Section  780.23(aH3)  requires 
information  needed  to  support  approval 
for  an  alternative  postmining  land  use 
when  requested  under  §  816.133. 

Section  780.23(aK4)  requires  that 
consideration  be  given  to  making 
proposed  mining  activities  consistent 
with  the  existing  surfiace  owner  plans 
and  applicable  State  and  local  luid  use 
plans  and  programs.  Section 
780.23(a)(4]  implements  section 
508(a)(3)  of  the  Act 

Section  780.23(b)  provides  the 
reclamation  plan  include  a  copy  of  the 
comments  on  the  proposed  land  use  by 
the  legal  or  equitable  owner  of  record  of 
the  surface  of  the  proposed  permit  area 
and  the  applicable  State  and  local 
government  agency.  Section  780.23(b) 
implements  section  508(e)(3)  of  the  Act 

B.  Vegetation  Infonnation 

Thirty  CFR  779.19  authorizes  the 
regulatory  authority  to  require  a  permit 
applicant  to  supplement  vegetation 
information  by  submitting  a  map  or  an 
aerial  photo  delineating  the  existing 
types  of  vegetation  with  a  written 
description  of  the  existing  plant 
communities  within  the  proposed 
permit  area  and  within  any  proposed 
reference  area.  This  data  is  designed  to 
help  the  regulatory  authority  to 
complete  the  land  use  analysis  required 
by  existing  §  779.22  (Land  use 
information),  to  assist  in  evaluating  the 
applicant's  ability  to  meet  the 
performance  standards  in  §S  816.45- 
816.46,  816.97. 816.111-816.117  and 
816.133  of  subchapter  K,  to  establish 
premining  site  conditions  for  wildlife 
and  fish  habitat,  to  establish  seed 
sources  used  for  ravegetating  the  land. 
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to  identify  tpecies  of  vegetation  that 
may  contribute  to  impcntant  postmining 
land  use  values  of  the  pennit  area,  to 
quantitatively  characterize  vegetative 
communities  later  used  to  establish  a 
baseline  for  comparing  premining  with 
postmining  success  in  revegetation.  and 
to  help  evaluate  the  present  and  the 
potential  productivi^  of  the  proposed 
site.  (March  13. 1979. 44  FR  15036). 

C.  Slope  Measurement 

Thirty  CFR  779.25  (Cross  sections, 
maps,  and  plans)  requires  slope 
measurements  against  which  new 
mining  effects  can  be  compared.  Section 
779.25(a)(ll)  requires  the  applicant  to 
include  the  existing  slopes  of  the 
proposed  mine  site.  The  1979  preamble 
indicates  that  slope  can  be  derived  from 
either  a  topographic  map  or  frtim  field 
calculations.  (March  13. 1979.  44  FR 
15045).  These  slope  measurements  are 
to  be  used  by  the  regulatory  authority  to 
evaluate  the  applicant's  ability  to 
achieve  approximate  original  contour. 
There  is  no  specific  requirement  in  the 
Act  to  provide  preexisting  slope 
measurements. 

m.  Discussion  of  Proposed  Rule 

The  proposed  rulemaking  simplifies 
the  current  regulations  by  proposing  a 
single,  new  rule.  30  CFR  780.23  (Land 
use  information),  to  replace  the  two 
existing  land  use  information  rules. 
Proposed  §  780.23  combines  sections 
from  exisUng  §§  780.23  (Reclamation 
plan:  Postmining  land  use)  and  779.22 
(Land  use  information).  This  rulemaking 
would  delete  §  779.22  in  its  entirety. 
Paragraphs  from  existing  §  779.22 
needed  to  implement  prescriptions  of 
the  Act  will  be  relocated  to  the  new 
§  780.23.  The  proposed  rule  also  deletes 
§  779.19  (Vegetation  information)  and 
§779.25(a)(ll)  (Cross  sections,  maps, 
and  plans)  in  their  entirety. 

A.  Land  Use  Information 

Listed  below  is  an  outline  of  the 
informational  requirements  that  would 
be  incorporated  into  proposed  30  CFR 
780.23  (Reclamation  plan:  Land  use 
information). 

1.  Proposed  §  780.23(a)  would  require 
that  the  applicant  provide  a  statement  of 
the  condition,  capability,  and  the 
productivity  of  the  land  within  the 
proposed  j>ermit  area  as  required  by 
section  508(a)(2)  of  the  Act.  Proposed 
§  780.23(a)  is  existing  section  779.22(a). 

2.  Proposed  §  780.23(a)(1)  would 
require  Oiat  the  applicant  provide  a  niap 
and  a  narrative  of  the  current  and 
historic  land  uses.  This  provision 
implements  section  508(a)(2)(A)  of  the 
Act.  Under  existing  $  779.22(a)(1).  OSM 
originally  set  up  a  specific  time  frame  of 


five  years  to  indicate  how  Car  back  the 
historical  land  use  description  must 
extend.  Proposed  S  780.23(a)(1)  is 
identical  to  exisUng  §  779.22(a)(1)  with 
the  exception  that  the  latter  five  year 
Umit  is  replaced  by  a  historical  land  use 
description.  The  regulatory  authority 
will  determine  on  a  case  by  case  basis 
the  length  of  the  period  for  information 
on  historical  land  use. 

3.  Proposed  §  780.23(a)(2)  would 
require  Uiat  the  applicant  provide  a 
narrative  of  the  land  capability  and 
productivity,  which  analyzes  the  land 
use  description  in  conjunction  with 
other  environmental  resource 
information.  These  provisions  currently 
appear  as  §  779.22(a)(2).  No  changes 
have  been  made  to  provisions  under 
§  779.22(a)(2)  other  than  their  new 
location  in  the  rules.  Proposed 
§  780.23(a)(2)(i)  implements  section 
508(a)(2)(B)  of  the  Act  and  proposed 
§  780.23(a)(2)(ii)  implements  section 
508(a)(2)(C)  of  the  Act. 

4.  Proposed  §  780.23(b)  would  require 
a  statement  on  the  utility  and  capacity 
of  the  reclaimed  land  to  support  a 
variety  of  alternative  uses.  These 
provisions  currently  appear  in  the  rules 
as  §  780.23(a).  Proposed  §  780.23(b) 
implements  section  508(a)(3)  of  the  Act. 

5.  Proposed  §  780.23(b)(1)  would 
require  that  the  applicant  discuss  how 
the  proposed  postmining  land  use  will 
be  achieved.  Proposed  §  780.23(b)(1) 
currently  appears  as  §  780.23(a)(1). 
Proposed  §  780.23(b)(1)  implements 
section  508(a)(4)  of  the  Act. 

6.  Proposed  §  780.23(b)(2)  would 
require  Uiat  the  applicant  include  a 
detailed  description  of  proposed 
postmining  land  uses  that  are  different 
from  the  premining  land  uses.  Proposed 
§  780.23(b)(2)  currently  appears  as 
§  780.23(a)(3).  This  section  implements 
sections  508(a)(2)(A)  and  508(a)(3)  of 

the  Act. 

7.  Proposed  §  780.23(c)  would  require 
that  the  applicant  describe  comments  by 
the  legal  or  equitable  owner  of  record  of 
the  surface  of  the  proposed  permit  area 
and  the  State  and  local  government 
agencies  which  would  have  to  initiate, 
implement,  approve,  or  authorize  the 
proposed  use  of  the  land  following 
reclamation.  Proposed  §  780.23(c)  is 
identical  to  existing  §§  780.23(a)(4)  and 
(b).  Section  508(a)(3)  of  the  Act 
mandates  that  the  any  owners  of  the 
surface.  State,  and  local  governments  or 
agencies  be  given  the  opportunity  to 
comment  on  the  proposed  land  use  and 
that  these  comments  be  incorporated 
into  the  permit  application.  Section 
508(a)(8)  of  the  Act  requires  the 
reclamation  plan  include  a  statement  of 
the  consideration  which  has  been  given 
to  making  the  surface  mining  and 


reclamation  operations  consistent  with 
surface  owner  plans,  and  applicable 
State  and  local  land  use  plans  and 
programs.  , .  .  , 

1.  This  rulemaking  would  delete 
existing  30  CFR  779.22(b).  Section 
779.22(b)  requires  that  if  specific 
information  about  mining  activities  at 
previously  mined  areas  is  available, 
such  information  must  be  included  in 
the  permit  application.  As  will  be 
discussed  below,  if  the  information 
required  under  this  section  is  even 
available,  it  is  either  provided  elsewhere 
by  the  applicant  in  their  permit 
application  or  available  from  prior 
program  permitting  records  and 
therefore,  more  accessible  to  the 
regulatory  authority  than  to  the 
applicant. 

a.  Existing  §  779.22(b)(1)  requires  a 
description  of  the  type  of  mining 
method  used  at  the  previously  mined 
area.  To  the  extent  that  information 
required  by  30  CFR  779.25(a)(5)  and  (8) 
(Cross  sections,  maps,  and  plans)  is 
available  to  the  regulatory  authority 
regarding  the  previously  mined  area,  the 
maps  and  plans  would  show  the  type  of 
mining  methods  used. 

b.  Existing  §§  779.22(b)  (2)  and  (3) 
require  a  statement  of  the  coal  seams  or 
other  mineral  strata  mined  and  the 
extent  of  coal  or  other  minerals  removed 
from  the  previously  mined  area.  This 
information  can  easily  be  calculated  by 
the  regulatory  authority  from  other 
information  required  to  be  submitted  by 
the  applicant  under  30  CFR  779.25(a)(3). 
(4),  (8).  and  30  CFR  780.11(a). 

c.  Existing  §  779.22(b)(4)  requires  a 
statement  of  the  approximate  dates  of 
previous  mining.  This  open-ended 
informational  requirement  is 
unnecessary.  The  only  time  that  a  date 
is  significant  for  remining  purposes  is 
when  the  applicant  intends  to  reclaim 
in  accordance  with  the  requirements  of 
30  CFR  816.106.  In  order  to  reclaim  to 
such  standards,  30  CFR  773.15(c)(12) 
requires  that  the  applicant  must 
affirmatively  establish  that  the  intended 
site  of  operations  is  a  previously  mined 
area.  Requiring  the  applicant  to  submit 
a  statement  of  this  cessation  date  again 
under  §  779.22(b)(4)  serves  no  useful 

Tlatory  purpose. 
Existing  8  779.22(b)(5)  requires  a 
statement  of  the  uses  of  the  land 
preceding  previous  mining  operations. 
This  information  will  be  provided  by 
the  applicant  under  proposed 
§  780.23(a)(1)  (Reclamation  plan:  Land 
use  information)  which  requires  the 
submission  of  a  map  and  a  supporting 
narrative  of  the  historic  uses  of  the  land. 

2.  Existing  §  779.22(c)  requires  a 
description  of  the  existing  land  uses  and 
land  use  classifications  imder  local  law 
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of  the  proposed  pennit  area  and 
adjacent  areas.  While  OSM  considers 
information  required  by  this  provision 
to  be  important  land  use  information, 
existing  §§  780.23(a)(4)  and  (b) 
(proposisd  §  780.23(c))  reouires  the 
applicant's  submission  of  essentially  the 
same  information. 

This  rulemaking  would  also  delete 
existing  §  780.23(a)(2)  which  requires 
the  submission  of  a  detailed 
management  plan  where  range  or 
grazing  was  the  proposed  postmining 
land  use.  In  1979,  OSM  rejected 
comments  to  delete  this  section.  At  that 
time,  OSM  stated  its  beUef  that  a 
detailed  management  plan  was 
necessary  to  determine  the  feasibility  of 
a  proposed  range/grazing  post  mining 
land  use.  (March  13, 1979,  44  FR 
15058).  Since  then.  OSM  has 
reconsidered  the  utility  of  requiring 
such  detailed  plans.  For  legitimate 
economic  and/or  ecological  reasons,  the 
actual  management  plan  implemented 
for  a  reclaimed  area  may  often  vary 
greatly  from  the  detailed  plan  submitted 
under  §  780.23(a)(2).  The  uncertain 
benefit  which  may  be  derived  from  the 
submission  of  these  plans  does  not 
)u5tify  the  burden  of  their  preparation. 
Accordingly,  OSM  is  proposing  to 
delete  the  requirements  of  30  CFR 
780.23(a)(2).  The  provisions  of  existing 
§  780.23(a)(1)  (proposed  §  780.23(b)(1)) 
should  allow  for  the  level  of  detail 
necessary  to  determine  the  feasibility  of 
the  proposed  land  range/grazing  land 
use. 

B.  Vegetation  Information 

Existing  §  30  CFR  779.19  (Vegetation 
information)  is  proposed  for  deletion. 
This  section  authorizes  a  regulatory 
authority  to  require  a  map  and  a 
description  of  the  plant  communities 
within  the  proposed  permit  area  and 
within  any  proposed  reference  area. 
OSM  originally  envisioned  that  this 
detailed  information  could  be  helpful  in 
completing  the  vegetative  land  use 
analysis  required  by  S  779.22  (land  use 
information).  (March  13, 1979. 44  FR 
15037). 

In  revisiting  this  issue.  OSM  has 
concluded  that  §  779.19  is  redimdant. 
30  CFR  779.22(a)  (proposed  §§  780.23(a) 
(Reclamation  plan:  Land  use 
information)).  773.15(c)  (Review  of 
permit  applications).  780.16  (Fish  and 
Wildlife  informaUon),  and  780.18(b)(5) 
(Reclamation  plan:  General 
requirements)  provide  sufficient 
authority  for  the  regulatory  authority  to 
require  the  level  of  detailed  information 
necessary  to  complete  the  vegetative 
land  use  analysis  required  by 
§  779.22(a).  loe  regulatory  authority 
may.  if  needed,  craft  its  own  vegetation 


requirements  on  a  permit  by  permit 
basis.  In  additicm.  no  pennit  can  be 
approved  imless  the  regulatory 
authority  is  satisfied  that  the  approved 
permit  will  be  sufficient  to  comply  writh 
the  revegetation  performance  standards 
of  30  CFR  816.111/817.111.  and 
816.116/817.116  of  the  rules. 

C.  Slope  Measurement 

Existing  section  30  CFR  77e.25(a)(ll) 
(Cross  sections,  maps,  and  plans) 
requiring  slope  measurements  is 
proposed  to  be  deleted.  OSM  recognizes 
that  premining  slope  measurements  are 
needed  to  ensure  that  restored  contours 
meet  approximate  original  contour 
conditions.  The  present  rule  is. 
however,  redimdant  as  it  provides  no 
additional  information  beyond  that 
already  available  to  the  regulatory 
authority  under  30  CFR  777.14(a)  and 
OSM's  technical  information  processing 
system  (TIPS).  In  the  1979  preamble  to 
§  779.25,  OSM  acknowledged  that  the 
required  slope  measurements  could  be 
derived  from  existing  topographic  maps 
or  from  measurements  taken  in  the 
fields  (March  13, 1979.  44  FR  15045). 
Since  that  time,  OSM  has  found  most 
permit  applicants  would  rather  derive 
the  required  measurements  fiom  a 
topographic  map  rather  than  from  field 
measurements.  Existing  §  777.14(a) 
requires  a  permit  applicant  to  submit  a 
topographic  map  of  the  permit  area 
which  includes  U.S.  Geological  Survey 
topographic  features.  Therefore,  it 
makes  no  difl^erence  as  to  whether  the 
applicant  measures  the  slope  from  a 
topographic  map  in  fulfillment  of  the 
requirements  under  §  779.25(a)(ll)  or 
the  regulatory  authority  measures  the 
slope  from  the  same  or  similar 
topographic  map  submitted  under 
$  779.14(a)  so  long  as  the  regulatory 
authority  has  adequate  information  on 
the  slope  of  the  proposed  permit  area  to 
assiire  that  approximate  original  contour 
will  be  achieved.  Subsequent  to  the 
1979  promulgation  and  issuance  of 
§  77g.25(a)(ll),  OSM  has  also  made 
available  to  regulatory  authorities  the 
TIPS  software  and  data  analysis 
capabilities  which  allows  both 

Eremining  slopes  and  cross  sections  to 
a  computed. 

IV.  Procedural  Matters 

Federal  Paperwork  Reduction  Act 

The  reductions  to  the  information 
collection  requirements  resulting  from 
this  proposed  rule  have  been  submitted 
to  the  Office  of  Management  and  Budget 
for  approval  as  required  by  44  U.S.C. 
3501  et  seq. 


Executive  Order  12291  and  Begaiotory 
Flexibility  Act 

The  DOI  has  determined  that  this 
document  is  not  a  ma)or  rule  under  the 
criteria  of  Executive  Order  12291 
(February  17. 1981),  and  that  it  will  not 
have  a  significant  effect  on  a  substantial 
number  of  small  entities  under  the 
Regulatory  Flexibility  Act.  S  U.S.C  601 
et  seq.  The  rule  does  not  distinguish 
between  small  and  large  entities.  No 
negative  incremental  economic  effects 
are  anticipated  as  a  result  of  the  rule 
whose  chief  purpose  is  to  relieve  rather 
than  impose  new  biuden  on  businesses. 

National  Environmental  Policy  Act 

OSM  prepared  a  draft  environmental 
assessment  (EA).  and  has  made  a 
tentative  finding  that  the  proposed  rule 
would  not  significantly  anect  the 
quality  of  the  human  environment 
under  section  102(2)(C)  of  the  National 
Environmental  Policy  Act  of  1969 
(NEPA),  42  U.S.C  4332(2)(C).  The  draft 
EA  is  on  file  in  the  OSM  Administrative 
Record  at  the  address  specified 
previously  (see  "ADDRESSES").  An  EA  of 
the  final  rule  will  be  completed  and  a 
final  finding  made  on  the  significance  of 
any  impacts  prior  to  promulgation  of  the 
final  rule. 

Executive  Order  12778  on  Civil  Justice 
Reform 

This  proposed  rule  has  been  reviewed 
under  the  applicable  standards  of 
Section  2(b)(2)  of  Executive  Order 
12778.  Qvil  Justice  Reform  (56  Fed. 
Reg.  55195).  In  general,  the 
requirements  of  Section  2(b)(2)  of 
Executive  Order  12778  are  covered  by 
the  preamble  discussion  of  this 
proposed  rule.  Additional  remarks 
follow  concerning  individual  elements 
of  the  Executive  Order 

A.  What  is  the  preemptive  effiact.  if 
any.  to  be  given  to  the  regulation? 

To  the  extent  that  the  proposed  rule 
would  relieve,  rather  thui  impose, 
regulatory  requirements,  the  proposed 
rule  would  have  no  preemptive  effect 

B.  What  is  the  effect  on  existing 
Federal  law  or  regulation,  if  any. 
including  all  provisions  repealed  or 
modified? 

This  rule  modifies  the 
implementation  of  SMCRA  as  described 
herein,  and  is  not  intended  to  modify 
the  implementation  of  any  other  Federal 
statute.  The  preceding  discussion  of  this 
rule  specifies  the  Federal  regulatory 
provisions  that  are  affscted  by  tnis  rule. 

C.  Does  the  rule  provide  a  clear  and 
certain  legal  standard  for  affected 
conduct  rather  than  a  general  standard, 
while  promoting  simplification  and 
burden  reduction? 
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The  ctaD4ai«b  established  by  thi«  nAe 
are  as  clear  and  certain  as  patXicMm, 
given  the  caofirndty  af  the  topics 
covwed  and  the  naodatee  of  SMCRA. 

D.  What  is  the  retroactive  efiact.  if 
any.  to  be  given  to  the  ragulation? 

This  rule  is  not  intended  to  have 
retroactive  efiiBCt 

E.  Axe  administrative  prooeedings 
required  before  parties  m^  file  suit  in 
court?  Which  proceedings  apply?  Is  the 
exhaustion  of  administrative  remedies 
required? 

No  administrative  proceedings  are 
required  before  parties  may  file  suit  in 
court  diaHenging  the  provisions  of  ttiis 
rule  under  section  S2fiU)  of  SMCRA.  38 

U.S.C  127B(a). 

Prior  to  any  judicial  chaUenge  to  the 
application  of  the  rule,  however, 
administrative  procedures  must  be 
exhausted.  In  situations  involving  OSM 
application  of  the  rule,  applicable 
administrative  procedures  may  be  found 
at  43  CFK  part  4.  In  situations  involving 
State  regulatory  authority  application  of 
provisions  equivalent  to  those  contained 
in  this  rule,  applicable  administrative 
procedures  are  set  forth  in  the  particular 
Stateprogram. 

F.  Does  the  rule  define  key  terms, 
either  explicitly  or  by  reference  to  other 
regulations  or  statutes  that  explicitly 
define  tfaoee  items? 

Terms  which  are  important  to  the 
understanding  of  this  rule  are  set  forth 
in  30  CFR  700.5  and  701.5. 

G.  Does  the  rule  address  otiier 
important  issues  a&cting  clarity  and 
general  draftsmanship  of  regulations  set 
forth  by  the  Attorney  General,  with  the 
concurrence  of  tiie  Director  of  the  Office 
of  Management  and  Budget,  that  are 
determined  to  be  in  accordance  with  the 
purposes  of  the  Executive  Order? 

As  of  January  8. 1993,  the  Attorney 
General  and  the  Director  of  die  Office  of 
Management  and  Budget  have  not 
issued  any  guidance  on  this 
requirement. 

Author 

The  principal  author  of  this  rule  is 
Ms.  Archaaa  Kohli,  Gvil  Engineer, 
Division  of  Technical  Services,  Office  of 
Surface  Mining,  1051  Constitution 
Avenue,  NW..  Washington,  DC  20240. 
Ms.  Kohli 's  telephone  number  is  (202) 
343-3871  commercial  or  FTS. 

List  of  Subjects 

30CFnPtut779 

Environmental  protection.  Reporting 
and  recordkeeping  requirements. 
Surface  mining. 

30CFRPaii7aO 

Reporting  and  recorcBieeping 
requirements.  Surface  muiing. 


30CFRPma7U 

Environmental  protection.  Reporting 
and  recordkeeping  requirements. 
Underground  mining. 

30CniPait7B4 

Reporting  and  recordkeeping 
requirements.  Underground  mining. 

Accordingly  it  is  proposed  to  amend 
30  CFR  parts  779.  780.  783.  and  784  set 
forth  below. 

Dated:  Oolober  29. 1B92. 
Richard  RoMan. 

Deputy  Assistant  Secretary.  Land  and 
Mmerals  Management. 

PART  779--SURFACE  MNING  PERMIT 
APPUCATIONS-MWIMUM 
REQUIREMENTS  FOR  MFORMATION 
ON  ENVIRONMENTAL  RESOURCES 

1.  The  auAority  citation  for  part  779 
continues  to  read  as  follows: 

Authority:  30  U.S.C  1201  et  aeq.;  sec  115 
of  Put).  L.  »»-146.  (30  U.S.C  1257).  and  16 
U.S.C  470  et  seq. 


2.  Section  779.19  is  removed. 

1779^    [Reffloved] 

3.  Section  779.22  is  removed. 

f779.2S    [Amended] 

4.  In  section  779.25,  paragraph  (a)(ll) 
is  removed. 

PART  780-SURFACE  MINING  PERMIT 
APPLICATIONS— MINIMUM 
REQUIREMENT  FOR  RECLAMATION 
AND  OPERATION  PLAN 

5.  The  authority  citation  for  part  780 
continues  to  read  as  follows: 

AidttMTtr-  Pub.  L.9&-*7, 30  U.S.C  1201 
et  seq.,  as  ameoded:  lac  115  of  Pub.  L.  98- 
146.  30  U.S.C  1257;  16  U.S.C  470  et  seq.: 
and  Pub.  L  100-34. 

6.  Section  780.23  is  revised  to  read  as 
follows: 

1780.23    Redsmation  plan:  Land  use 
Information. 

(a)  The  plan  shall  contain  a  statement 
of  the  condition,  capability,  and 
productivity  of  the  land  within  the 
proposed  permit  area,  including — 

(1)  A  map  and  supporting  narrative  of 
the  uses  of  the  land  existing  at  the  time 
of  the  filing  of  the  application.  The 
historic  use  of  the  land  shall  also  be 
described. 

(2)  A  narrative  of  land  capability  and 
productivity,  which  analyzes  the  land- 
use  description  under  parageaph  (a)  of 
this  section  in  conjunctioa  with  oAer 
environmental  resources  information. 
The  narrative  ah^  prewide  analyses  of: 

(i)  The  capability  <rf  the  land  before 
any  mining  to  support  a  variety  of  uses. 


giving  cansidecatioB  io  soil  and 
foundation  characteristics,  topography^ 
vegetative  cover  an  d  the  hydrology  of 
the  proposed  pomit  araa;  and 

(ii)  The  productivity  of  the  prt^xwed 
permit  area  before  mining,  expressed  as 
average  yield  of  food,  fiber,  forage,  or 
wood  products  from  sudi  lands 
obtained  under  high  levels  of 
management.  The  productivity  shall  be 
determined  by  yield  data  or  estimates 
for  similar  sites  based  on  current  data 
from  the  U.S.  Department  of 
Agriculture.  State  agricultural 
universities  or  appropriate  State  natiual 
resource  or  «griautural  agencies. 

(b)  Each  plan  shall  contain  a  detailed 
description  of  the  proposed  use. 
following  reclamation,  of  the  land 
within  the  proposed  permit  area 
includii^  a  discussion  of  the  utility  and 
capacity  of  the  reclaimed  land  to 
support  a  variety  of  alternative  uses,  and 
the  rektiondup  of  the  proposed  use  to 
existing  Imd  use  policies  and  plans. 
This  description  shall  explatn— 

(1)  How  the  proposed  postmining 
land  use  is  to  be  achieved  and  the 
necessary  support  activities  which  may 
be  needed  to  achieve  the  proposed  land 
use;  and 

(2)  Where  a  land  use  different  from 
the  premining  land  use  is  proposed,  all 
materials  needed  for  approval  of  the 
alternative  use  under  30  CFR  816.133. 

(c)  The  consideration  which  has  been 
given  to  making  all  of  the  proposed 
surface  mining  activities  consistent  with 
surface  owner  plans  and  applicable 
State  aad  local  land  use  plans  and 
programs.  The  description  shall  be 
accompanied  by  a  copy  of  the  comments 
concerning  the  proposed  use  by  the 
legal  or  equitable  owner  of  record  of  the 
surface  of  the  proposed  permit  area  and 
the  State  and  local  government  agencies 
which  would  have  to  initiate, 
implement,  approve,  or  authorize  the 
proposed  use  of  the  land  following 
reclamation. 

PART  783-UNDERGROUND  MMMfi 
PERMIT  APPLICATIONS-MINIMUM 
REQUIREMENTS  FOR  INFORMATION 
ON  ENVIRONMENTAL  RESOURCES 

7.  The  authority  citation  for  part  783 
continues  to  read  as  follows: 

Aolhority:  30  U.S.C  1201  et  seq.;  sec.  118 
of  Pub.  L.  96-146,  (30  U.S.C  1257},  and  W 
U.S.C470etsaf. 

f7t3.19    [RemevM4 

8.  Sectioii  783.19  is  nrnoved. 
§783^    pismowadl 

9.  Section  783.22  is  femoved. 
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§783.25    [AmwtdMq 

10.  In  §  783.25.  paragraph  (a)(ll)  is 
removed. 

PART  784— UNDERGROUND  MINING 
PERMIT  APPUCATIONS— MINIMUM 
REQUIREMENTS  FOR  RECLAMATION 
AND  OPERATION  PLAN 

11.  The  authority  dtation  for  part  784 
continues  to  read  as  follows: 

Authority:  Pub.  L  95-87, 30  U.S.C  1201 
et  seq.,  as  amended;  sec.  115  of  Pub.  L  98- 
146,  30  U.S.C  1257;  16  U.S.C  470  et  seq.; 
and  Pub.  L  100-34. 

12.  Section  784.15  is  revised  to  read 
as  follows: 

{784.15    Redanurtlon  plan:  Land  UM 
Information. 

(a)  The  plan  shall  contain  a  statement 
of  the  condition,  capability,  and 
productivity  of  the  land  within  the 
proposed  permit  area,  including — 

(1)  A  map  and  supporting  narrative  of 
the  uses  of  the  land  existing  at  the  time 
of  the  filing  of  the  application.  The 
historic  use  of  the  land  shall  also  be 
described. 

(2)  A  narrative  of  land  capability  and 
productivity,  which  analyzes  the  land- 


use  description  imder  paragraph  (a)  of 
this  section  in  conjunction  with  other 
environmental  resources  information. 
The  narrative  shall  provide  analyses  of: 

(i)  The  capability  of  the  land  before 
any  mining  to  support  a  variety  of  uses, 
giving  consideration  to  soil  and 
foimdation  characteristics,  topography, 
vegetative  cover  and  the  hydrology  of 
the  proposed  permit  area;  and 

(ii)  The  productivity  of  the  proposed 
permit  area  before  mining,  expressed  as 
average  yield  of  food,  fiber,  forage,  or 
wood  products  from  such  lands 
obtained  imder  high  levels  of 
management.  The  productivity  shall  be 
determined  by  yield  data  or  estimates 
for  similar  sites  based  on  current  data 
from  the  U.S.  Department  of 
Agriculture.  State  agricultural 
universities  or  appropriate  State  natural 
resources  or  agricultural  agencies. 

(b)  Each  plan  shall  contain  a  detailed 
description  of  the  proposed  use. 
following  reclamation,  of  the  land 
within  the  proposed  permit  area 
including  a  discussion  of  the  utility  and 
capacity  of  the  reclaimed  land  to 
support  a  variety  of  alternative  uses,  and 
the  relationship  of  the  proposed  use  to 


existing  land  use  policies  and  plans. 
This  description  shall  explain — 

(1)  How  the  proposed  postmining 
land  use  is  to  be  achieved  and  the 
necessary  support  activities  which  may 
be  needed  to  achieve  the  proposed  land 
use:  and 

(2)  Where  a  land  use  different  from 
the  premining  land  use  is  proposed,  all 
materials  needed  for  approval  of  the 
alternative  use  under  30  CFR  817.133. 

(c)  The  consideration  which  has  been 
given  to  making  all  of  the  proposed 
surface  mining  activities  consistent  with 
surface  o%vner  plans  and  applicable 
State  and  local  land  use  plans  and 
programs.  The  description  shall  be 
accompanied  by  a  copy  of  the  comments 
concerning  the  prop<Med  use  by  the 
legal  or  equitable  owner  of  record  of  the 
surface  of  the  proposed  permit  area  and 
the  State  and  local  government  agencies 
which  would  have  to  initiate, 
implement,  approve,  or  authorize  the 
proposed  use  of  the  land  following 
reclamation. 

(FR  Doc  93-389  Filed  1-7-93;  8:45  ami 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

30  CFR  Parte  701  and  785 

mN1029-AB45 

Surface  Coal  Mining  and  Reclamation 
Operations;  Permanent  Regulatory 
Program;  Definitions;  Requirements 
for  Permtts  and  Permit  Processing 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  Interior. 
ACTWW;  Final  rule. 

SUHUMARY:  The  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  of 
the  United  States  Department  of  the 
Interior  (DOI)  is  amending  its 
permanent  program  regulations  by 
revising  the  definition  of  "previously 
mined  area"  and  by  clarifying  the 
requirements  governing  off-site  coal 
preparation  plants.  OSM  is  taking  this 
action  in  response  to  two  U.S.  District 
Court  decisions  affecting  OSM's 
permanent  program  regulations. 
Specifically.  OSM  is  revising  the 
definition  of  "previously  mined  area"  to 
include  only  those  lands  affected  by 
surface  coal  mining  operations  prior  to 
August  3. 1977.  the  date  of  enactment  of 
the  Surface  Mining  Control  and 
Reclamation  Act  (SMCRA).  that  have 
not  been  reclaimed  to  the  performance 
standards  of  30  CFR  chapter  VII.  OSM 
is  also  clarif>'ing  the  extent  to  which 
geographic  proximity  to  a  mine  is  an 
appropriate  factor  in  evaluating  whether 
an  off-site  coal  preparation  plant 
operates  in  connection  with  a  mine  and 
is  thus  subject  to  regulation  under 
SMCRA. 

EFFECTIVE  DATE:  February  8. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Suzanne  Hudak.  Office  of  Surface 
Mining  Reclamation  and  Enforcement, 
U.S.  Department  of  the  Interior.  1951 
Constitution  Avenue.  NW..  Washington. 
DC  20240;  Telephone  (202)  208-2700 
(Commercial)  or  268-2700  (FTS). 
SUPPLEMENTARY  INFORMATION: 

1.  Background 

il.  Discussion  of  Final  Rule  and  Response  to 

Public  Comments  on  Proposed  Rule 
III.  Procedural  Matters 

I.  Background 

The  Surface  Mining  Control  and 
Reclamation  Act  of  1977.  30  U.S.C.  1201 
et  seq.  (SMCRA  or  the  Act),  sets  forth 
general  regulatory  requirements 
governing  surface  coal  mining 
operations  and  the  surface  effects  of 
underground  coal  mining.  OSM  has  by 
regulation  implemented  or  clarified 
many  of  the  general  requirements  of  the 


Act  and  set  performance  standards  to  be 
achieved  by  surface  coal  mine 
operations.  See  30  CFR  chapter  VII. 

A.  Definition  of  Previously  Mined  Area 

On  September  16. 1983.  OSM 
promulgated  performance  standards  at 
30  CFR  816.106  and  817.106 
(Backfilling  and  grading:  Previously 
mined  areas)  for  remining  operations  on 
previously  mined  areas,  for  surface  and 
underground  coal  mining,  respectively 
(48  FR  41720).  These  performance 
standards  provide  for  partial  highwall 
elimination  in  situations  where  the 
previous  operator  had  not  reclaimed  the 
remined  area  to  the  standards  of  the  Act. 
Under  sections  816.106  and  817.106. 
such  pre-existing  highwalls  must  be 
ehminated  to  the  maximum  extent 
technically  practical  using  all 
reasonably  available  spoil. 

The  September  1983  rulemaking 
defined  "previously  mined  area"  at  30 
CFR  701.5  as  "land  disturbed  or  affected 
by  earlier  coal  mining  operations  that 
was  not  reclaimed  in  accordance  with 
the  requirements  of  this  chapter."  This 
definition,  which  was  challenged  as 
being  too  broad  and  contrary  to  SMCRA. 
was  remanded  to  the  Secretary  in  In  Re: 
Permanent  Surface  Mining  Regulation 
Utigation  (H).  No.  79-1144  Slip  Op.  at 
122,  (D.D.C.  July  15.  1985). 

On  May  8. 1987.  OSM  promulgated  a 
new  definition  which  limited  the  scope 
of  "previously  mined  area"  to  those 
lands  on  which  there  were  no  surface 
coal  mining  operations  subject  to  the 
standards  of  the  Act  (52  FR  17526). 
The  National  Wildlife  Federation. 
Kentucky  Resources  Council,  and  other 
environmental  organizations 
(collectively  "NWF")  challenged  the 
1987  definition  on  the  grounds  that  it 
improperly  expanded  the  scope  of  the 
definition  to  include  lands  mined 
subsequent  to  SMCRA's  enactment 
(NWFv.  Lujan,  Civil  Action  Nos.  87- 
1051,  87-1814,  and  88-2788  (D.D.C. 
1990)).  The  court  remanded  the 
definition  of  "previously  mined  area"  to 
the  Secretary  for  revision,  finding  that  a 
definition  using  a  date  other  than  the 
date  of  SMCRA's  enactment  (August  3. 
1977)  does  not  conform  to  the  Act.  The 
court  also  ruled  that  the  definition  must 
be  rewritten  to  eliminate  the  possibility 
that  it  could  be  in  interpreted  to  allow 
a  previously  mined  area  that  had  been 
fully  and  satisfactorily  reclaimed,  to  be 
remined  and  then  reclaimed  to  the 
lesser  standards  applicable  to  remining 
operations. 

On  September  25. 1991.  pursuant  to 
the  court's  ruling  in  NWFv.  Lujan.  OSM 

proposed  a  new  definition  of    

"previously  mined  area"  at  30  CFR 
701.5  to  include  land  affected  by  surface 


coal  mining  operations  prior  to  August 
3. 1977.  that  has  not  been  reclaimed  to 
the  performance  standards  of  30  CFR 
chapter  VH  (56  FR  48714).  The  Federal 
Register  notice  announced  a  30  day 
comment  period  ending  on  October  25, 
1991.  On  October  16. 1991,  OSM 
published  a  notice  in  the  Federal 
Register  extending  the  comment  period 
on  the  proposed  rule  through  November 
25. 1991  (56  FR  51861). 

B.  Off-site  Coal  Preparation  Plants: 
Geographic  Proximity;  Information 
Collection  Requirements  for  30  CFR  Part 
785 

On  March  13. 1979.  OSM  nrhlished 
regulations  implementing  the 
permanent  regulatory  program  rtT'ired 
by  Title  V  of  SMCRA  (44  FR  14902  6f 
seq.).  Permitting  requirements  and 
permanent  program  performance 
standards  for  coal  processing  plants  and 
support  facilities  not  within  the  permit 
area  for  a  mine,  were  codified  at  30  CFR 
785.21  and  30  CFR  Part  827, 
respectively. 

On  November  22. 1988,  OSM 
promulgated  a  final  rule  amending  the 
language  in  30  CFR  785.21  and  827.1 
concerning  the  permit  requirements  and 
the  scope  of  the  perforrflance  standards 
for  off-site  coal  preparation  plants,  to 
clarify  that  those  sections  apply  only  to 
such  facilities  that  operate  "in 
connection  with"  a  coal  mine  (53  FR 
47384).  The  preamble  to  the  final  rule 
explained  that  "the  element  of 
geographic  proximity,  along  with  the 
element  of  hmctional  relationship 
described  in  this  preamble,  are  proper 
factors  to  consider  in  evaluating 
whether  an  off-site  coal  preparation 
plan  is  subject  to  regulation  under 
SMCRA  " 

NWF  challenged  the  regulation, 
particularly  the  use  of  proximity  as  a 
factor  in  determining  which  off-site  coal 
preparation  plants  would  be  subject  to 
SMCRA  regulation.  The  District  Court 
did  not  object  to  the  language  of  the 
regulation,  noting  that  "in  connection 
with"  is,  "after  all.  the  language  of  the 
statute."  The  court  did.  however,  object 
to  "the  Secretary's  explanation  of  his 
rule"  on  the  grounds  that  it  appeared  to 
make  proximity  to  a  mine  "the  decisive 
factor  in  determining  whether  to 
regulate  an  off-site  processing  plant" 
and  that  this  appeared  "to  mean  that  the 
Secretary  would  not  regulate  off-site 
plants,  except  in  comparatively  rare 
instances."  The  court  reaffirmed  its 
earlier  rulings  that:  "(1)  the  Secretary 
must  regulate  off-site  processing  plants: 
and,  (2)  the  language  of  the  Act  clearly 
indicates  that  crushing,  screening,  and 
sizing  coal  are  covered  by  SMCRA  as 
processing  activities  •  *  '"noting  that 
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"(t)he  Court  of  Appeals  has  upheld  the 
former  ruling,  and  the  tetter  is  now 
settled  law"  and  that  "(t)o  that  extent. 
the  regulation  CQniIi€;ts  with  the  law." 
The  court  remanded  the  regidation  to 
the  Se3«tary  to  clarify  that  proximity 
may  n  ot  be  the  decisive  factor  in 
decidmg  to  regulate  an  off-site 
processing  plant  The  court  instructed 
the  Secretary  to  "tailor  his  action  to  this 
Court's  and  the  Court  of  Appeals' 
consistent  statements  that  the  Act 
requires  regulation  of  off-site  processing 
and  preparation  plants."  NWFv.  Lujan, 
31  E.R.C.  2034  (D.D.C  August  30. 1990), 
hereafter.  "NWF.  Round  UL"  The 
Secretary  chose  not  to  prosecute  his 
appeal  of  that  decision. 

On  March  22, 1991.  the  U.S.  Court  of 
Appeals  considered  the  issue  of  the 
effective  date  of  regulation  of  off-site 
physical  processing  facilities, 
specifically  the  appeal  of  an  August 
1990  district  court  ruling  in  NWF  v. 
Lujan.  733  F.Supp  419  (D.D.C  1990).  In 
that  decision,  the  district  court  had 
ruled  that  the  Secretary  may  not  decline 
to  regulate  any  off-site  crushing, 
screening,  and  sizing  facilities  from  the 
effisctive  date  of  the  Act  because  the  Act 
requires  the  Secretary  to  regulate  all  of 
those  facilities.  The  appellate  court 
disagreed  stating  that  "the  Act  permits, 
but  does  not  require  the  Secretary  to 
regulate  off-site  facilities  that  crush, 
screen,  and  size  coal."  Thus,  the  district 
court  "erroneously  held  that  the 
Secretary  violated  the  Act  by  declining 
to  regulate  all  off-site  physical 
processing  plants  that  operated 
subsequent  to  enactment  of  the  Act." 
The  appeals  court  noted  that  "the  fact 
that  the  Secretary  may  regulate  these 
facilities  does  not  mean  that  he  must 
regulate  them"  and  that  "(a)s  long  as  the 
Secretary  gives  vaUd  reasons  for 
declining  to  regutete  these  facilities,  his 
decision  must  be  upheld."  NWFv. 
Luian,  928  F.2d  453  (D.C  Cir.  1991). 

On  September  25. 1991,  OSM 
proposed  to  clarify  that  geographic 
proximity  should  not  be  the  decisive 
factor  in  determining  whether  or  not  an 
off-site  coal  preparation  plant  operates 
in  connection  with  a  mine,  and  that 
absent  considerations  of  proxinuty,  such 
determinations  would  rely  instead  on 
other  considerations  offered  by  OSM  in 
earUer  preamble  discussions.  The  reader 
is  referred  to  the  September  25, 1991, 
Federal  Register  notice  at  56  FR  48716 
for  a  non-exhaustive  listing  of 
applicable  preamble  dtatioas.  The 
proposed  clarification  conovned  the 
1988  final  rule  preamble  language  only, 
and  involved  no  changes  to  regulatory 
text.  OSM  also  requested  public 
comment  on  the  effect  that  the  appeals 
court  dedsion  in  NWFv.  Lujan  had 


upon  the  basis  of  the  Distxict  Court 
remand  in  NWF,  Round  nitnd  the 
appropriateness  of  removing  geographic 
proximity  as  a  factor  in  deteimining 
whether  or  not  an  ofEnte  coal 
preparation  plant  operataa  in 
connection  with  a  mine. 

OSM  also  proposed  in  the  September 
25, 1991,  Fedwal  Registar  notice,  to 
update  and  amend  the  infiarmation 
collection  requiremmts  pertaining  to  30 
CFR  Part  785 — Requirements  for  Permits 
for  Special  Categories  of  Mining, 
codified  at  30  CFR  78S.ia 

The  comment  period  on  the  proposed 
preamble  clarification  concwning 
proximity  and  the  proposed  amendment 
to  30  CFR  785.10  closed  on  November 
25, 1991. 

n.  Discussion  of  Final  Rule  and 
Response  to  Public  Conuncnts  on 
Proposed  Rule 

During  the  comment  period.  OSM 
received  comments  on  the  proposed 
rule  and  clarification  from  two  coal 
industry  trade  associations,  one 
enviroiunental  group,  and  <me  State 
agency.  OSM  has  reviewed  each 
comment  carefully  and  has  considered 
the  commenters'  suggestions  and 
remarks  in  preparing  the  final  rule. 

Comments  on  the  previously  mined 
area  definition  and  on  the  clarification 
of  requirements  governing  off-site  ooal 
preparation  plants  are  analyzed 
separately  in  the  two  sections  that 
follow. 

A.  Definition  of  Previousfy  kSned  Area 
and  Comments 

The  September  25, 1991,  rulemaking 
proposal  contained  a  revised  definition 
of  "previously  mined  area"  as  "land 
affected  by  siuface  coal  mining 
operations  prior  to  August  3, 1977,  that 
has  not  been  reclaimed  to  the  standards 
of  30  CFR  chapter  VII."  OSM  is 
adopting  the  revised  definition  in  this 
final  rule. 

OSM  received  two  comments  on  the 
proposed  definition.  One  conunenter 
objected  to  the  proposed  definition  on 
the  grounds  that  it  would  discourage 
initiatives  by  the  public  and  private 
sectors  to  promote  remining  and 
reclamation  of  unbtHided  or 
underbonded  areas  that  were 
inadequately  reclaimed  and/or 
abandoned  between  August  3. 1977,  and 
the  date(s)  of  State  primacy.  The 
conunenter  reccMnmended  that  OSM 
withdraw  the  proposed  definition  and 
issue  a  revised  definition  that  defines 
previously  mined  areas  as  abandoned 
mine  landte,  regardless  of  when 
abandonment  occurred,  and  that  any 
area  subject  to  bond  for  fbrMture  due  to 
inadequate  reclamation  or  diandonment 


should  also  be  "excluded"  from  the 
definition. 

OSM  recognizes  that  die  definition 
excludes  those  areas  abandoned  after 
August  3, 1077,  from  qualifying  for  the 
less  stringent  remining  provisions  of  30 
CFR  81&106  and  817.106  which  allow 
for  partial  elimination  of  pre-existing 
hignwalls  under  certain  circiunstances. 
However,  the  August  3, 1077,  cut-off 
date  is  consistent  with  the  district  court 
decision  in  NWFv.  Lujan,  which  held 
that  using  a  date  other  than  SMCRA's 
enactment  date  to  define  previously 
mined  areas  is  contrary  to  SMCRA. 

Another  commenter  supported  the 
proposed  definition  insorar  as  it 
estaohshes  August  3, 1977,  as  the  cut- 
off date  for  defining  previously  mined 
areas,  but  maintaizMa  that  the  proposed 
definition  is  otherwise  ambiguo\is  in 
that  it  could  be  construed  to  include 
areas  mined  both  before  and  after 
August  3, 1977.  The  commenter 
requested  that  OSM  issue  a  revised 
definition  to  include  only  those  areas 
where  mining  occurred  and  terminated 

{>rior  to  August  3, 1977,  and  which  were 
eft  in  an  \mreclaimed  status. 

OSM  disagrees  that  the  definition  is 
ambiguous,  and  does  not  accept  the 
commenter's  recommended  dianges. 
The  definition  clearly  states  that  only 
those  lands  affected  oy  mining  prior  to 
August  3, 1977,  quaUfy  aa  previously 
mined  areas,  and  only  when  those  lands 
have  not  been  reclaimed  to  the 
standards  of  OSM's  regulations  at  30 
CFR  chapter  Vn.  It  is  tibus  readily 
inferred  from  the  definition  that  a  parcel 
of  land  reaffected  by  mining  after 
August  3, 1977,  would  not  qualify  as  a 
previously  mined  area. 

The  definition  achieves  its  Intended 
effect  in  that  it  limits  the  applicability 
of  30  CFR  816.106  and  817.106  to  those 
areas  mined  prior  to  August  3, 1977, 
that  are  either  imreclaimed  or  reclaimed 
to  lesser  standards  than  those  prescribed 
by  SMOIA,  while  also  ensuring  that 
areas  mined  prior  to  that  date  that  have 
been  fully  and  satisfactorily  reclaimed 
pursuant  to  SMCRA's  standards  will  not 
be  redistuibed  and  then  reclaimed 
under  the  less  stringent  requirements  of 
30  CFR  816.106  and  617.106.  Undw  the 
definition,  unreclaimed  or  partially 
reclaimed  areas  mined  prior  to  August 
3. 1977,  vrould  continue  to  quaUfy  for 
the  partial  highwall  elimination 
exemption  of  30  CFR  816.106  and 
817.106,  but  would  be  otherwise  held  to 
ful]  compliance  with  the  reclamation 
standards  of  30  CFR  chapter  VIL  In  sudi 
instances,  operators  would  be  required 
to  eliminate  the  hi^%rall  to  the 
maximum  extent  technically  practical. 
and  to  demonstrate  tiie  stability  of  the 
remaining  highwall  remnant.  Remining 
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of  such  areas  is  consistent  with 
SMCRA's  stated  goal  at  section  102(h)  of 
promoting  the  reclamation  of  mined 
areas  left  without  adequate  reclamation 
prior  to  SMCRA's  enactment  and  is 
dually  beneficial  that  it  results  both  in 
generally  improved  environmental 
conditions  and  enhanced  coal  recovery. 

B.  Amendment  to  Information 
Collection  Requirements  at  30  CFR 
785.10 

Section  785.10    Information  Collection 

Section  785.10  contains  a  list  of  the 
information  collection  requirements 
included  in  30  CFR  Part  785— 
Requirements  for  Permits  for  Special 
Categories  of  Mining,  and  the  Office  of 
Management  and  Budget  (OMB) 
clearance  number  indicating  OMB 
approval  of  the  requirements.  The  rule 
adopted  today  updates  the  data 
contained  in  section  785.10  by  listing 
the  estimated  reporting  burden  per 
respondent  for  complying  with  the 
information  collection  requirements 
contained  in  part  785  and  the  addresses 
for  OSM  and  OMB  where  comments  on 
the  information  collection  requirements 
of  part  785  may  be  sent 

No  comments  were  received  on  the 
proposed  revisions  to  section  785.10. 

C.  Clarification  of  Preamble  to 
Regulations  Governing  Off-Site  Coal 
Preparation  Plants  and  Comments 

The  September  25, 1991.  proposed 
rule  included  a  clarification  that 
geographic  proximity  should  not  be  the 
decisive  factor  in  determining  whether 
or  not  an  off-site  coal  preparation  plant 
operates  in  connection  with  a  mine  and 
is  thus  subject  to  regulation  under 
SMCRA.  The  proposed  clarification  was 
intended  to  supersede  1988  final  rule 
preamble  language,  without  changing 
regulatory  text.  It  was  required  pursuant 
to  the  district  court's  August  30. 1990. 
ruling  in  NWF.  Round  III  discussed 
earlier  in  this  preamble.  OSM  solicited 
public  comment  on  the  proximity  issue, 
specifically  on  the  appropriateness  of 
removing  proximity  as  a  factor  in 
regulatory  determinations  of  whether  or 
not  a  coal  preparation  plant  oj)erates  in 
connection  with  a  mine. 

OSM's  position  on  the  proximity 
issue,  as  clarified  today  in  this  final 
rule,  is  that  surface  mining  regulatory 
authorities  may  consider  geographic 
proximity  as  a  factor  in  determining 
whether  off-site  coal  processing 
facilities  operate  in  connection  with  a 
mine  as  long  as  proximity  is  not  the 
decisive  factor.  "To  allow  proximity  to  be 
the  decisive  factor  would  render  "in 
connection  with"  equivalent  to  "at  or 
near".  That  is  not  the  Secretary's  intent. 


Instead,  the  Secretary's  intent  is  to 
provide  regulatory  authorities 
appropriate  guidance  and  discretion  in 
deciding  which  off-site  coal  processing 
plants  to  regulate.  Thus,  this 
clarification  supplements  the 
interpretative  regulatory  guidance 
contained  in  the  preamble  to  the 
November  22. 1988.  final  rule  on  off-site 
coal  preparation  plants  (53  FR  47384) 
and  provides  that  guidance  while 
preserving  discretion. 

OSM  received  three  comments  on  the 
proposed  clarification,  one  of  which 
included  a  petition  for  rulemaking 
requesting  OSM  to  promulgate  rule 
changes  to  codi^  proximity  language 
into  OSM's  regulations  governing  off- 
site  coal  preparation  plants.  Although 
OSM  has  considered  the  petition  in 
developing  this  final  rule,  OSM  is 
separately  publishing  its  notice  of 
decision  on  the  petition. 

One  commenter  objected  to  the 
proposed  deletion  of  proximity  as  a 
factor  in  determining  the  applicability 
of  SMCRA  to  off-site  coal  preparation 
plants,  as  exceeding  the  district  court's 
holding  in  NWF,  Round  III  that 
proximity  could  not  "serve  as  the 
decisive  factor"  in  such  decisions.  The 
commenter  argued  that  the  ruling  thus 
merely  required  OSM  to  clarify  that 
geographic  proximity  to  a  mine  is  one 
of  several  factors  to  be  weighed  by  the 
regulatory  authority  in  determining 
whether  a  processing  facility  operates  in 
connection  with  a  mine.  The  commenter 
further  maintained  that  the  district  court 
ruling  was  inconsistent  with  the  1988 
appellate  court  ruling  in  NWF  v.  Hodel. 
which  the  commenter  viewed  as  an 
endorsement  of  the  use  of  proximity  as 
a  consideration  in  regulating  processing 
facilities,  and  was  also  incorrect  in  its 
premise  that  "the  Secretary  must 
regulate  off-site  processing  plants."  The 
commenter  cited  both  the  1988  NWF  v. 
Hodel  decision,  and  the  March  1991 
ruling  in  NWF  v.  Lujan,  to  support  the 
view  that  the  Secretary  has  broad 
discretion  in  matters  concerning  the 
regulation  of  off-site  coal  preparation 
plants. 

OSM  has  examined  the  various  court 
decisions  cited  by  the  commenter  in 
relation  to  the  proposed  clarification  on 
proximity  contained  in  the  September 
25. 1991.  rulemaking  proposal.  OSM 
agrees  that  the  1988  appeals  court 
decision  in  NWF  v.  Model  can 
reasonably  be  construed  as  an  implicit 
endorsement  of  the  Secretary's 
discretion  in  regulating  off-site  coal 
preparation  plants,  and  that  that 
discretion  was  made  explicit  in  NWF  v. 
Lujan  wherein  the  appellate  court  said 
that  "the  Act  permits,  but  does  not 
require  the  Secretary  to  regulate  off-site 


{acilities  that  crush,  screen,  and  size 
coal."  Implicit  in  that  discretion  is  the 
power  to  use  proximity  as  a 
jurisdictional  factor  in  determining 
whether  eff-site  processing  facilities  are 
subject  to  regulation  under  SMCRA  and 
provided  "the  Secretary  gives  valid 
reasons  for  declining  to  regulate  these 
facilities."  [NWF  v.  Lujan,  No.  90-5118 
(D.C.  Cir.  1991)).  OSM  notes  that  the 
coiul  in  NWF  v.  Hodel  acknowledged 
that,  "the  legislative  history  suggests 
that  Congress  was  specifically 
concerned  about  coal  processing 
facilities  and  stored  coal  materials,  and 
not  necessarily  only  those  within  the 
immediate  proximity  of  an  operating 
surface  coal  mine."  Id.  at  744.  OSM 
believes  that  it  is  not  appropriate  for 
proximity  to  be  the  decisive 
jurisdictional  bctor,  but  it  can  be  a 
contributing  factor  when  regulatory 
authorities  exercise  their  discretion  over 
whether  to  regulate  an  off-site  plant. 

Finally.  OSM  notes  that  in  rendering 
its  decision  in  NWF,  Round  III,  the  court 
stated  that  the  appellate  court  in  NWF 
V.  Hodel  endorsed  the  use  of  proximity 
only  in  the  context  of  support  facilities 
such  as  office  buildings,  and  held  that 
it  does  not  necessarily  follow  that 
proximity  is  an  appropriate  defining 
factor  for  processing  plants.  The  court 
remanded  the  matter  to  the  Secretary  for 
clarification  "that  proximity  may  not  be 
the  decisive  factor  in  deciding  to 
regulate  an  off-site  processing  plant." 
The  court  based  its  decision  on  its 
earlier  rulings  that  "the  Secretary  must 
regulate  off-site  processing  plants" 
noting  that  the  "Court  of  Appeals  has 
upheld  the  former  ruling."  NWF,  Round 
UI,  31  E.R.C.  2034,  2050  (D.D.C  August 
30. 1990).  However,  as  noted  earlier,  the 
appeals  court  subsequently  stated  in 
NWFv.  Lujan  that  this  position  was 
partially  rejected  in  NWFv.  Hodel  "in 
which  we  held  that  the  Act  does  not 
require  the  Secretary  to  regulate  all  coal 
processing  or  preparation  facilities"  and 
that  the  District  court's  holding  to  the 
contrary  was  erroneous.  928  F.2d  at  462. 
The  appeals  court  further  held  that 
SMCRA  permits  but  does  not  require  the 
Secretary  to  regulate  off-site  coal 
processing  plants  provided  the 
Secretary  gives  valid  reasons  for 
declining  to  regulate  such  facilities. 
This  statement  demonstrates  the 
Secretary's  considerable  discretion  in 
this  area. 

OSM  does  not  believe  that  the  district 
court's  ruling  in  NWF.  Round  III, 
compels  the  Secretary  to  eliminate 
geographic  proximity  to  a  mine  as  a 
factor  in  regulatory  determinations  of 
whether  an  off-site  processing  facility 
operates  in  connection  with  a  mine,  but 
merely  suggests  that  course  of  action  to 
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the  Secretary  as  an  option  for 
oonsideration.  The  court  was,  however, 
dearly  concerned  that  proximity  should 
not  be  decisive  or  overriding  factor  in 
such  decisions.  Accordingly,  OSM 
reiterates  that  surface  mining  regulatory 
authorities  are  not  precludea  from 
considering  the  element  of  geographic 
proximity  in  decidingnvhether  an  off- 
site  processing  or  preparation  facility 
operates  in  connection  with  a  mine 
provided  that  proximity  is  not  the 
decisive  factor  and  that  due 
consideration  is  also  given  to  other 
relevant  factors  such  as  the  processing 
plant's  functional  relationship  to  a 
mine. 

Two  commenters  objected  to  OSM's 
request  for  public  comment  on  the 
appropriate  use  of  proximity  as  a 
limiting  factor  in  deciding  whether  a 
coal  preparation  plant  operates  in 
connection  with  a  mine,  maintaining 
that  the  March  1991  appeals  court 
decision  in  NWF  v.  Lujan  provided  no 
basis  for  failure  to  comply  with  the 
district  court's  August  1990  ruling  on 
proximity  in  NWF,  Round  m.  The 
commenters  asserted  that  the  Secretary, 
having  failed  to  prosecute  the  proximity 
issue  on  appeal,  is  boimd  by  the  district 
court's  decision  and  that  OSM  cannot 
now  reimpose  proximity  as  a  limiting 
factor  in  oefining  "in  connection  with." 

OSM  disagrees  with  these 
commenters.  The  Secretary's  obligations 
with  regard  to  the  district  court's 
decision  are  satisfied  by  this  rulemaking 
clarifying  that  proximity  cannot  be  the 
decisive  factor  in  determining 
jurisdiction  over  off-site  preparation 
plants.  OSM's  failure  to  appeal  the 
district  court's  decision  does  not 
preclude  the  Secretary  from  considering 
in  this  rulemaking  subsequent 
statements  of  the  D.C.  Circuit  Court  of 
Appeals  concerning  the  Secretary's 
discretion  in  this  area. 

One  commenter  further  maintained 
that  OSM  had  merely  solicited  public 
comment  on,  but  not  actually  proposed 
proximity,  and  was  thus  barred  from 
incorporating  such  a  consideration  into 
this  final  rule,  but  must  instead 
reintroduce  proximity  through  a 
separate  rulemaking.  The  commenter 
also  asserted  that  sound  legal  and  policy 
reasons  to  reject  the  concept  of 

!)roximity  as  a  regulatory  factor  could  be 
bund  in  legal  briefe  filed  by  the 
plaintiffs  in  NMFv.  Lujan,  and  in  public 
comments  submitted  to  OSM  on  the 
1988  rulemaking  concerning  the 
regulation  of  off-site  coal  preparation 
plants,  and  incorporated  by  reference 
those  documents. 

OSM  has  reviewed  all  relevant 
material  and  agrees  to  some  extent  with 
the  commenter  that,  often,  sound  policy 


I 


reasons  do  exist  for  exercising 
regulatory  jurisdiction,  regardless  of 
proximity,  over  off-site  coal  preparation 
plants.  However,  OSM  disagrees  that 
these  reasons  require  OSM  to  reject 
proximity  entirely  as  a  factor,  so  long  as 
other  factors  weigh  in  factor  of  declining 
jurisdiction.  The  Secretary  has 
discretion  to  consider  all  factors, 
including  proximity. 

OSM  also  disagrees  with  the 
commenters'  objections  to  OSM's 
request  for  public  comment  concerning 
the  effect  of  the  March  1991  appellate 
court  ruling  in  NWF  v.  Lujan,  on  the 
August  1990  district  court  decision  in 
NWF,  Round  i27.  In  so  doing,  OSM  was 
not  seeking  to  avoid  compUance  with 
the  district  court's  ruUng  on  proximity, 
but  merely  to  invite  meaningful 
comment  on  the  issue.  Nor  does  OSM 
agree  that  a  separate  rulemaking  on 
proximity  is  required  as  the  proposed 
clarification  and  accompanying 
preamble  discussion  contained  in  the 
September  25, 1991,  rulemaking 
roposal  provided  ample  opportunity 
'or  public  comment  on  the  proximity 
issue. 

m  Procedural  Matters 

Effect  of  the  Rule  on  State  Programs 

Following  promulgation  of  the  final 
rule,  OSM  will  evaluate  permanent 
State  regulatory  programs  approved 
under  section  503  of  SMCRA  to 
determine  whether  any  changes  in  these 
programs  will  be  necessary.  If  OSM 
determines  that  certain  State  program 
provisions  should  be  amended  in  order 
to  be  made  no  less  effective  than  the 
revised  Federal  rules,  the  individual 
States  will  be  notified  in  accordance 
with  the  provisions  of  30  CFR  732.17. 

Effect  of  the  Rule  in  Federal  Program 
States  and  on  Indian  Lands 

The  rules  under  30  CFR  parts  701  and 
785  apply  through  cross-referencing  in 
the  following  States  with  Federal 
programs:  Cahfomia,  Georgia,  Idaho, 
Massachusetts,  Michigan,  North 
Carolina,  Oregon,  Rhode  Island,  South 
Dakota,  "Tennessee  and  Washington.  The 
Federal  programs  for  these  States  appear 
at  30  CFR  parts  905,  910,  912,  921,  922, 
933,  937,  939,  941,  942  and  947, 
respectively.  The  rules  also  apply 
through  cross-referencing  to  Indian 
lands  under  the  Federal  program  for 
Indian  lands  as  provided  in  30  CFR  part 
750. 

Federal  Paperwork  Reduction  Act 

This  final  rule  does  not  contain  any 
new  information  collection 
requirements  which  require  approval  by 


the  Office  of  Management  and  Budget 
(0MB)  under  44  U.S.C.  3501  et  se^. 

The  existing  information  collection 
requirements  contained  in  part  785  were 
previously  approved  by  OMB  and 
assimed  clearance  number  1029-0040. 

OSM  is  amending  the  information 
collection  statement  located  in  section 
785.10  by  listing  the  estimated  reporting 
burden  per  respondent  for  complying 
with  the  information  collection 
requirements  and  also  by  listing  the 
addresses  for  OSM  and  OMB  where 
comments  on  the  information  collection 
requirements  contained  in  part  785  may 
be  sent.  The  listed  burden  hours  are  for 
existing  requirements  and  should  not  be 
mistakeo  for  new  requirements. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

The  U.S.  Department  of  the  Interior 
(DOI)  has  determined  that  this  rule  is 
not  a  major  rule  imder  the  criteria  of 
Executive  Order  12291  (February  17, 
1981)  and  certifies  that  this  rule  will  not 
have  a  significant  economic  effect  on  a 
substantial  number  of  small  entities 
imder  the  Regulatory  Flexibility  Act,  5 
U.S.C.  601  et  seq.  The  economic  effects 
of  this  rule  are  not  estimated  to  be 
significant  because  of  the  Umited 
number  of  previously  mined  sites  that 
will  be  affected  and  because  the  cost  of 
obtaining  permits  for  o^ite  coal 
preparation  plants  will  be  minor 
compared  to  the  overall  cost  of 
operating  such  plants.  The  rule  does  not 
distinguish  between  small  and  large 
entities. 

National  Environmental  Policy  Act   . 

OSM  has  prepared  an  environmental 
assessment  (EA),  and  has  made  a 
finding  that  this  rule  will  not 
significantly  affect  the  quality  of  the 
human  environment  under  section 
102(2)(C)  of  the  National  Environmental 
PoUcy  Act  of  1969.  42  U.S.C.  4332(2)(q. 
The  environmental  assessment  and 
finding  of  no  significant  impact  are  on 
file  in  the  OSM  Administrative  Record, 
Room  660,  800  North  Capitol  Street, 
NW.,  Washington,  DC. 

Executive  Order  12778  on  Civil  Justice 
Reform 

This  rule  has  been  reviewed  under  the 
applicable  standards  of  section  2(b)(2)  of 
Executive  Order  12778,  Civil  Justice 
Reform  (56  FR  55195).  In  general,  the 
requirements  of  section  2(b)(2)  of 
Executive  Order  12778  are  covered  by 
the  preamble  discussion  of  this  rule. 
Ad(Utional  remarks  follow  concerning 
individual  elements  of  the  Executive 
Order 

A.  What  is  the  preemptive  effect,  if 
any,  to  be  given  to  the  regulation? 
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The  rule  will  have  the  same 
preemptive  effect  as  other  standards 
adopted  pursuant  to  SMCRA.  To  retain 
primacy.  States  have  to  adopt  and  apply 
standards  for  their  regulatory  programs 
that  are  no  less  effective  than  those  set 
forth  in  OSM's  rules.  Any  State  law  that 
is  inconsistent  with  or  that  would 
preclude  implementation  of  this  rule 
would  be  subject  to  preemption  under 
SMCRA  section  505  and  implementing 
regulations  at  30  CFR  730.11.  To  the 
extent  that  the  rule  would  result  in 
preemption  of  State  law,  the  provisions 
of  SMCRA  are  intended  to  preclude 
inconsistent  State  laws  and  regulations. 
This  approach  is  established  in  SMCRA. 
and  has  been  judicially  affirmed.  See 
Model  V.  Virginia  Surface  Mining  and 
Reclamation  Ass'n,  452.  U.S.  264 
(1981). 

B.  What  is  the  effect  on  existing 
Federal  law  or  regulation,  if  any, 
including  all  provisions  repealed  or 
modified? 

This  rule  modifies  the 
implementation  of  SMCRA  as  described 
herein,  and  fs  not  intended  to  modify 
the  implementation  of  any  other  Federal 
statute.  The  preceding  discussion  of  this 
rule  specifies  the  Federal  regulatory 
provisions  that  are  affected  by  this  rule. 

C.  Does  the  rule  provide  a  clear  and 
certain  legal  standard  for  affected 
conduct  rather  than  a  general  standard, 
while  promoting  simplification  and 
burden  reduction? 

The  standards  established  by  this  rule 
are  as  clear  and  certain  as  practicable, 
given  the  complexity  of  the  topics 
covered  and  the  mandates  of  SMCRA. 

D.  What  is  the  retroactive  effect,  if 
any,  to  be  given  to  the  regulation? 

This  rule  is  not  intended  to  have 
retroactive  effect. 

E.  Are  administrative  proceedings 
required  before  parties  may  file  suit  in 
court?  Which  proceedings  apply?  Is  the 
exhaustion  of  administrative  remedies 
required? 

No  administrative  proceedings  are 
required  before  parties  may  file  suit  in 
court  challenging  the  provisions  of  this 
rule  under  section  526(a)  of  SMCRA,  30 
U.S.C.  1276(a). 


Prior  to  any  judicial  challenge  to  the 
application  of  the  rule,  however, 
administrative  procedures  must  be 
exhausted.  In  situations  involving  OSM 
application  of  the  rule,  applicable 
administrative  procedures  may  be  found 
at  43  CFR  part  4.  In  situations  involving 
State  regulatory  authority  application  of 
provisions  equivalent  to  those  contained 
in  this  rule,  applicable  administrative 
procedures  are  set  forth  in  the  particular 
State  programs. 

F.  Does  the  rule  define  key  terms, 
either  explicitly  or  by  reference  to  other 
regulations  or  statutes  that  explicitly 
define  those  items. 

Terms  which  are  important  to  the 
understanding  of  this  rule  are  set  forth 
in  30  CFR  700.5  and  701.5. 

G.  Does  the  rule  address  other 
important  issues  affecting  clarity  and 
general  draftsmanship  of  regulations  set 
forth  by  the  Attorney  General,  with  the 
concurrence  of  the  Director  of  the  Office 
of  Management  and  Budget,  that  are 
determined  to  be  in  accordance  with  the 
purposes  of  the  Executive  Order? 

As  of  January  8, 1993  the  Attorney 
General  and  the  Director  of  the  Office  of 
Management  and  Budget  have  not 
issued  any  guidance  on  this 
requirement. 

Author 

The  principal  author  of  this  rule  is 
Suzanne  Hudak,  Office  of  Surface 
Mining  Reclamation  and  Enforcement, 
1951  Constitution  Avenue  NW., 
Washington.  DC  20240;  Telephone: 
(202)  208-2700  (Commercial)  or  (FTS). 

List  of  Subjects 

30  CFR  Part  701 

Law  enforcement.  Surface  mining. 
Underground  mining. 

30  CFR  Part  785 

Reporting  and  recordkeeping 
requirements,  Surface  mining. 
Underground  mining. 

Accordingly,  30  CFR  parts  701  and 
785  are  amended  as  set  forth  below: 


Dated:  November  5, 1992. 
Richard  Soldan, 

Deputy  Assistant  Secretary,  Land  and 
Minerals  hdanagBOient. 

PART  701-PERMANENT 
REGULATORY  PROGRAM 

1.  The  authority  citation  for  part  701 
is  revised  to  read  as  follows: 

AuthwUy:  30 U.S.C  1 201  etseq.as 
amended:  and  Pub.  L.  100-34. 

2.  Section  701.5  is  amended  by 
revising  the  definition  of  "previously 
mined  area"  to  read  as  follows: 

fTOI.S    Dafinitiona. 

Previously  mined  area  means  land 
affected  by  surfece  coal  mining 
operations  prior  to  August  3, 1977,  that 
has  not  been  reclaimed  to  the  standards 
of  30  CFR  (Aapter  vn. 

PART  785— REQUIREMENTS  FOR 
PERMITS  FOR  SPECIAL  CATEGORIES 
OF  MINING 

3.  The  authority  citation  for  part  785 
is  revised  to  read  as  follows: 

Authority:  30  U.S.C  1201  et  seq..  as 
amended:  and  Pub.  L.  100-34. 

4.  Section  785.10  is  revised  to  read  as 
follows: 

1785.10    Information  collactlon. 

The  collections  of  information 
contained  in  30  CFR  785.13(e),  (f),  (g). 
and  (h)  785.14,  785.15,  785.16. 
785.17(b),  785.18(c),  785.19.  785.20, 
785.21  and  785.22  have  been  approved 
by  the  Office  of  Management  and 
Budget  under  44  U.S.C.  3507  and 
assigned  clearance  number  1029-0040. 
The  information  is  being  collected  to 
meet  the  requirements  of  sections  711 
and  515  of  Pub.  L.  95-87,  which  require 
applicants  for  special  types  of  mining 
activities  to  provide  descriptions,  maps, 
plans  and  data  of  the  proposed  activity. 
This  information  will  be  used  by  the 
regulatory  authority  in  determining  if 
the  applicant  can  meet  the  applicable 
performance  standards  for  the  specijsl 
type  of  mining  activities.  The  obligation 
to  respond  is  required  to  obtain  a  benefit 
in  accordance  with  Pub.  L.  95-87. 
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Public  reporting  burden  for  this 
information  is  estimated  to  average  29 
hours  per  response,  including  the  time 
for  reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information.  Send  comments 


regarding  the  burden  estimate  or  any 
other  aspect  of  this  collection  of 
information,  including  suggestions  for 
reducing  the  burden  to:  Information 
Collection  Clearance  Officer,  Office  of 
Surface  Mining,  1951  Constitution 
Avenue,  NW.,  rm.  640NC,  Washington, 
DC  20240;  and  to  the  Office  of 


Management  and  Budget,  Paperwork 
Reduction  Project  1029-0040, 
Washington,  DC  20503. 

IFR  Doc.  93-388  Filed  1-7-93;  8:45  ami 
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FEDERAL  ELECTION  COMMISSION 

11  CFR  Part  110 
[Notice  199»-1] 

Transfers  of  Funds  From  State  to 
Federal  Campaigns 

AGENCY:  Federal  Election  Commission. 
ACTION:  Final  rules  and  retransmittal  of 
regulations  to  Congress. 

SUMMARY:  The  Commission  has  revised 
its  regulations  regarding  the  transfer  of 
Kinds  from  state  to  federal  campaigns. 
This  revision  comes  in  response  to  a 
Petition  for  Rulemaking  filed  by 
Congressman  William  Thomas.  56  FR 
66866  (Dec.  26. 1991).  Congressman 
Thomas'  Petition  alleges  that  the  current 
regulations  are  ineffective,  because  they 
fail  to  prevent  the  indirect  use  of 
impermissible  funds  in  federal 
elections.  The  new  rule  prohibits  the 
transfer  of  funds  from  state  to  federal 
campaign  committees.  The  Commission 
originally  transmitted  this  rule  to 
Congress  on  August  7, 1992.  57  FR 
36344  (August  12. 1992).  However. 
Congress  adjoumed  before  the 
expiration  of  thirty  legislative  days. 
Therefore,  the  Commission  is 
retransmitting  the  rule  in  identical  form. 
Further  information  is  provided  in  the 
supplementary  information  which 
follows. 

DATES:  Further  action,  including 
announcement  of  an  effective  date,  will 
be  taken  after  these  regulations  have 
been  before  Congress  for  30  legislative 
days  pursuant  to  2  U.S.C.  438(d).  A 
document  announcing  the  effective  date 
will  be  published  in  the  Federal 
Register. 

FOR  FURTHER  MFORMATION  CONTACT: 
Ms.  Susan  E.  Propper.  Assistant  General 
Counsel,  999  E  Street.  NW., 
Washington.  DC  20463.  (202)  219-3690 
or  (800) 424-9530. 
SUPPIEMENTARY  MFORMATION:  The 
Commission  is  publishing  today  the  text 
of  revisions  to  its  regulations  at  11  CFR 
110.3  regarding  the  transfer  of  funds 
from  state  to  federal  campaigns. 

The  Commission  published  a  Notice 
of  Prop<»ed  Rulemaking  ("NPRM")  on 
April  15. 1992.  in  which  it  sought 
comments  on  pro(>osed  revisions  to 
these  regulations.  57  FR  13054  (Apr.  15. 
1992).  llie  Commission  received 
Uiirteen  comments  in  response  to  the 
NPRM. 

Section  43a(d)  of  title  2.  United  States 
Code,  requires  that  any  rule  of 
regulation  prescribed  by  the 
Commission  to  carry  out  the  provisions 
of  title  2  of  the  United  States  Code  be 
transmitted  to  the  Speaker  of  the  House 


of  Representatives  and  the  President  of 
the  Senate  30  legislaUve  days  before 
they  are  finally  promulgated. 

TTie  Commission  ori^nally  approved 
these  revisions  on  August  6, 1992,  and 
transmitted  them  to  Congress  on  August 
7. 1992  for  legislative  review.  57  FR 
36344  (August  12. 1992).  However, 
Congress  adioumed  before  the 
expiration  of  thirty  legislative  days.  The 
Commission  retransmitted  these 
revisions  to  Congress  in  identical  form 
on  January  5, 1993. 

After  the  thirty  legislative  days  have 
expired,  the  Commission  will  publish 
an  effective  date  for  this  rule  in  the 
Federal  Register.  The  Commission 
plans  to  include  in  its  annoimcement  of 
effective  date  a  statement  of  how  the 
rule  will  apply  to  transfers  made  during 
the  1994  election  cycle.  This  statement, 
and  the  Commission's  plans  for 
announcing  an  effective  date,  are 
discussed  hirther  below. 

Explanation  and  Justification 

The  Federal  Election  Campaign  Act, 
as  amended.  2  U.S.C  431  et.  seq. 
C'FECA"  or  "the  Act"),  places  certain 
limitations  and  prohibitions  on  the 
sources  and  amounts  of  contributions  to 
federal  election  campaigns.  Section 
441a  limits  the  dollar  amoimt  of 
contributions  by  individuals  and 
multicandidate  political  committees. 
Section  441b.  in  general,  prohibits 
contributions  by  corporations  and  labor 
organizations.  The  FEC  has  promulgated 
regulations  to  implement  these  statutory 
provisions.  See  11  CFR  parts  110  and 

114. 

In  contrast,  many  states  impose  fewer 
restrictions  on  contributions  to 
campaigns  for  state  elective  offices. 
Many  states  allow  individuals  to  make 
contributions  to  state  candidates  that 
would  exceed  FECA  limits  if  they  were 
directed  to  a  federal  candidate.  Many 
states  also  allow  corporations  and  labor 
organizations  to  make  contributions  to 
state  candidates,  in  some  cases  without 
any  dollar  limit.  Contributions  to  state 
candidates  that  would  be  impermissible 
if  given  to  a  federal  candidate  are  often 
referred  to  as  "soft  money" 
contributions. 

In  many  instances,  candidates  for 
federal  office  who  were  once  candidates 
for  state  office  have  state  campaign 
committees  with  funds  leftover  from  a 
state  campaign.  These  candidates  often 
wish  to  transfer  these  funds  to  their 
federal  campaign  committees  for  use  in 
the  federal  campaign.  Until  now,  the 
Commission  has  allowed  nonfederal 
campaign  committees  to  transfer  funds 
to  an  authorized  federal  committee  of 
the  same  candidate,  so  long  as  the  funds 
transferred  do  not  contain 


impermissible  or  "soft  money" 
contributions.  11  CFR  110.3(c)(6).  This 
policy  can  be  traced  to  a  series  of 
advisory  opinions  that  date  back  to  the 
Commission's  inception.  Advisory 
Opinions  1975-66, 1980-117, 1982-52, 
1983-34. 1984-3, 1984-46. 1985-1, 
1987-12, 1990-16.  See  Explanation  and 
JustificaUon  of  Final  Rule,  54  FR  34098. 
34104  (Aug.  17, 1989). 

On  December  5, 1991,  Congressman 
William  Thomas  filed  a  Petition  for 
Rulemaking  urging  the  Commission  to 
revise  its  r^uiations  regarding  the 
transfer  of  funds  from  nonfederal 
campaign  oonunittees  to  federal 
campaign  committees.  The  Petition 
alleges  that  the  ourent  regulations  are 
ineffective,  because  they  allow 
nonfederal  committees  to  use  soft 
money  to  finance  the  soUcitation  of 
"hard  money"  contributions  that  would 
be  permissible  under  the  Act.  These 
permissible  contributions  can  then  be 
transferred  to  a  federal  committee  for 
use  in  the  federal  campaign.  The 
petition  argues  that  this  amounts  to  an 
indirect  use  of  impermissible 
contributions  in  federal  elections. 

The  Commission  published  a  Notice 
of  Availability  on  December  26. 1991. 
which  sought  public  comments  on  the 
petition.  See  56  FR  66866  (Dec.  26. 
1991).  The  Commission  received  three 
comments  supporting  the  petition.  An 
additional  comment  sought 
clarification. 

On  April  15. 1992.  the  Commission 
published  a  Notice  of  Proposed 
Rulemaking.  57  FR  13054  (Apr.  15, 
1992).  The  Notice  proposed 
amendments  to  11  CFR  110.3(c)(6)  that 
would  prohibit  the  transfer  of  funds 
raised  using  contributions  that  would  be 
impermissible  under  the  Act.  The 
Notice  also  contained  an  alternative 
proposal,  whidi  would  reverse  the 
Commission's  existing  policy  and  ban 
all  transfera  from  state  campaigns  to 
federal  campaigns.  The  Notice  sought 
comments  on  whether  such  a 
prohibition  would  be  preferable  to  the 
proposed  rule. 

Toe  Commission  anticipates  that 
certain  practical  problems  could  occur 
should  the  proposed  rule,  rather  than 
the  alternative,  be  implemented.  Under 
the  proposed  rule,  committees  must  be 
able  to  demonstrate  that  the  funds  they 
wish  to  transfer  were  raised  with  fundis 
that  are  permissible  under  the  Act. 
Linking  specific  funds  to  be  transferred 
to  particular  fundraising  disbursements 
will  be  difficult  for  committees  in  the 
best  of  drcurostances.  This  process 
would  also  be  difficult  for  the 
Commission  to  monitor  and  enforce. 

"The  difficulty  of  this  process  would 
often  be  compounded  in  several  ways. 
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For  example,  most  state  campaigns  are 
sub}ect  ta  less  stringent  rectmikeepiBg 
and  reporting  requiremaits  than  tnose 
imposed  by  federal  law.  In  addition, 
state  campaigns  often  make  fundraising 
disbursements  from  accounts  containing 
a  constantly  varying  mixture  of 
permissible  and  impermissible  funds. 
Finally,  fundraising  activities  are  often 
paid  for  with  multiple  disbursements 
over  the  course  of  several  days. 
If  fundraising  is  paid  for  with 
multiple  disbursements  that  come  from 
accounts  containing  a  mixture  of  funds, 
linking  the  contributions  received  to 
fiinds  disbursed,  and  then  Umiting  the 
transfer  to  those  contributions  that  can 
be  linked  to  permissible  disbursements, 
would  present  significant  practical 
difficulties.  In  addition,  the  NPRM 
noted  that  some  campaign  committees 
might  choose  to  set  up  separate 
accounts  for  permissible  and 
impermissible  funds  in  order  to  simplify 
the  recordkeeping  process  for  future 
transfers.  This  practice  could  raise 
questions  about  federal  regulation  of 
state  campaign  activity  and  about  the 
possible  onset  of  federal  candidate 
status  during  a  state  campai^. 

It  was  because  of  these  anticipated 
difficulties  that  the  Commission 
included  the  alternative  proposal  in  the 
Notice  of  Proposed  Rulemaking.  The 
alternative  proposal  would  prohibit  all 
transfers  from  state  to  federal  campaign 
committees.  The  Notice  sought 
comments  on  whether  this  would  be 
preferable  to  the  proposed  rule. 
The  Commission  received  13 
comments  in  response  to  the  Notice  of 
Proposed  Rulemaking.  Most  of  the 
commenters  endorsed  the  alternative 
proposal  in  some  form,  and  rejected  the 
more  limited  ban  on  transfers  of 
contributions  raised  with  soft  money. 
Seven  commenters  urged  the 
Commission  to  prohibit  all  transfers 
from  "commingled"  state  campaign 
accounts.  Three  commenters  spoke 
more  generally  in  sup>port  of  a 
prohibition  on  all  transfers  from  state  to 
federal  cam[>aigns.  All  of  the 
commenters  who  expressed  support  for 
the  promulgation  of  new  rules  in  this 
area  preferred  the  total  ban. 

Almough  the  Commission  is  reluctant 
to  reverse  long-standing  policy,  it  is  also 
concerned  about  the  indirect  use  of 
impermissible  funds  in  federal 
elections.  This  is  an  area  in  which  the 
Commission  has  engaged  in  closer 
regulation  in  recent  years.  See,  e.g., 
Methods  of  Allocation  Between  Federal 
and  Non-Federal  Accounts,  55  FR  26058 
(June  26, 1990).  Consequently,  the 
Commission  has  decided  to  promulgate 
new  rules  that  would  more  effectively 
prevent  the  indirect  use  of 


impermissible  funds  in  federal 
elections. 

However,  in  light  of  the  comments 
received  and  the  difficulties  presented 
by  the  proposed  rule,  the  Commission 
believes  tlut  the  alternative  proposal,  a 
prohibition  on  all  transfers  from  state  to 
federal  campaigns,  is  the  best  way  to 
address  the  concerns  raised  in  the 
Petition  for  Rulemaking.  Choosing  the 
alternative  proposal  will  avoid  the 
issues  raised  by  a  rule  that  could  lead 
to  the  segregation  of  funds  in  separate 
state  campaign  accounts,  and  will  also 
obviate  the  need  for  additional 
complicated  recordkeeping. 

The  final  rule  prohibits  transfers  of 
cash  or  other  assets  from  state  campaign 
committees  to  federal  campaign 
committees.  The  rule  also  prohibits 
transfers  from  the  bank  account  of  a 
state  campaign  in  order  to  address  those 
situations  where  there  is  no  recognized 
state  campaign  committee.  However,  the 
rule  should  not  be  read  to  proscribe  the 
sale  of  assets  by  the  state  campaign 
committee  to  the  federal  campaign 
committee,  so  long  as  those  assets  are 
sold  at  fair  market  value.  Committees 
may  look  to  the  valuation  mechanism 
contained  in  11  CFR  9034.5(c)(1)  for 
guidance  in  determining  foir  market 
value. 

Nor  should  this  rule  be  read  to  limit 
the  federal  campaign  committee's  right 
to  solicit  contributions  from  those  who 
made  contributions  to  the  state 
campaign.  The  federal  campaign  is 
permitted  to  solicit  contributions  from 
the  same  contributors.  However,  if  the 
federal  campaign  committee  intends  to 
use  a  mailing  list  compiled  by  the  state 
campaign,  the  federal  campaign  must 
purchase  the  Ust  at  fair  market  value. 
The  mailing  list  is  an  asset  of  the  state 
campaign,  and  any  transfer  for  less  than 
fair  market  value  would  violate  the  rule 
announced  in  this  Notice. 

Effective  Date 

When  the  Commission  first  approved 
this  new  rule  and  transmitted  it  to 
Congress  in  August  of  1992,  it  intended 
to  make  the  rule  effective  immediately 
after  the  November  3, 1992  general 
election.  The  Commission  had  hoped  to 
have  the  rule  in  place  at  the  beginning 
of  the  1 994  election  cycle. 

Since  the  required  thirty  legislative 
days  did  not  elapse  before 
Congressional  adjournment,  the 
Commission  was  unable  to  make  the 
rule  effective  immediately  after  the 
election.  The  Commission  is  now 
resubmitting  the  rule  for  legislative 
review,  and  will  publish  an  effective 
date  in  the  Federal  Register  after  it  has 
been  before  Congress  for  thirty 
legislative  days.  However,  the 


Commission  is  aware  that  preparations 
for  the  1994  election  campaign  may 
already  be  underway.  In  addition,  some 
special  elections  may  be  scheduled  in 
early  1993.  Therefore,  the  Commission 
plans  to  include  in  its  announcement  of 
effiactive  date  a  statement  of  how  this 
rule  will  apply  to  transfer  made  during 
the  1994  election  cycle. 

Assuming  the  thirty  legislative  days 
expire  before  the  end  of  March,  1903, 
the  statement  will  indicate  that  this  rule 
prohibits  all  transfers  from  state 
campaigns  made  in  anticipation  of  any 
federal  election  held  after  April  1, 1993 
regardless  of  when  those  transfers  take 
place.  The  statement  will  also  say  that, 
if  a  committee  makes  a  transfer  of  funds 
before  the  effective  date  of  this  rule  to 
finance  an  election  held  after  April  1. 
1993,  the  committee  will  be  required  to 
return  those  funds  to  the  state  campaign 
committee  within  thirty  days  of  this 
rule's  effective  date. 

However,  the  statement  will  also 
indicate  that  this  rule  will  not  apply  to 
transfers  of  funds  for  use  in  special 
elections  held  before  April  1, 1993. 
Transfers  for  these  elections  will  remain 
subject  to  the  current  regulations  at  11 
CFR  110.3(c)(6). 

Certification  of  No  Effiect  Pursuant  to  S 
U.S.C  605(b)  (Regulatory  Flexibility 
Act) 

I  certify  that  the  attached  final  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  basis  of  this  certification  is 
that  the  rule  would  bar  transfers  of 
funds  from  a  state  campaign  to  a  federal 
campaign  for  use  in  federal  election 
activity,  This  does  not  impose  a 
significant  economic  burden,  because 
any  small  entities  affected  are  already 
required  to  comply  with  the  Act's 
requirements,  including  those  on 
permissible  sources  of  funds,  if  they 
engage  in  activity  designed  to  influence 
a  federal  election. 

List  of  Subjects  in  11  CFR  Part  110 

Campaign  funds,  Political  candidates. 

Note:  The  following  amendment  is  a 
republication  of  the  regulatory  text  that 
appeared  at  57  FR  36345,  August  12, 1992. 

For  the  reasons  set  out  in  the 
preamble,  subchapter  A.  chapter  I  of 
Title  11  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  1 1 0-COffraiBUnON  AND 
EXPENDITURE  UMiTATIONS  AND 
PROHIBITIONS 

1.  The  authority  citation  for  part  100 
continues  to  read  as  follows: 
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Aalkwity:  2  U.S.C  431(8).  431(9).  432(cX2. 
437d(a)(8).  438(aX8).  441«.  441b.  441d,  441e, 
441f.441gaiid441h. 

2.  Section  110.3  is  amended  by 
revising  the  heading  of  paragraph  (c),  by 
removing  and  reserving  paragraph  (c)(6). 
and  l^  adding  paragraph  (d),  to  read  as 
follows: 

11103    Contribution  imitslione  for 
•ffllialMl  committMS  and  political  party 
commHfsa;  Tranafara  (2  UAC  441a(a)(5)b 
441a(a)(4)). 


I  SS 


(c)  Permissible  transfers.  •  •  • 
•        •        •        •        • 

(d)  Transfers  from  nonfederal  to 
federal  campaigns.  Transfers  of  funds  or 
assets  from  a  candidate's  campaign 
committee  or  account  for  a  nonfederal 
election  to  his  or  her  principal 
campaign  committee  or  other  authorized 
committee  for  a  federal  election  are 
prohibited.  However,  at  the  option  of 
the  nonfederal  committee,  the 
nonfederal  committee  may  refund 
contributions,  and  may  coordinate 
arrangements  with  the  candidate's 


principal  campaign  committee  or  other 
authorized  committee  for  a  solicitation 
by  such  committee(8)  to  the  same 
contributors.  The  fuU  cost  of  this 
solicitation  shall  be  paid  by  the  Federal 
committee. 

Dated:  January  5. 1993. 
Soolt  E.TlMHBas. 

Chairman,  Federal  Election  Commissiott. 
PH  Doc  93-422  Filed  1-7-93;  8:45  am] 
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Executive  Order  12829  of  January  6,  1993 
National  Industrial  Security  Program 


This  order  establishes  a  National  Industrial  Security  Program  to  safeguard 
Federal  Government  classified  information  that  is  released  to  contractors, 
licensees,  and  grantees  of  the  United  States  Government.  To  promote  our 
national  interests,  the  United  States  Government  issues  contracts.  Ucenses, 
and  grants  to  nongovernment  organizations.  When  these  arrangements  require 
access  to  classified  information,  the  national  security  requires  that  this  infor- 
mation be  safeguarded  in  a  manner  equivalent  to  its  protection  within  the 
executive  branch  of  Government.  The  national  security  also  requires  that 
our  industrial  security  program  promote  the  economic  and  technological 
interests  of  the  United  States.  Redundant,  overlapping,  or  unnecessary  re- 
quirements impede  those  interests.  Therefore,  the  National  Industrial  Security 
Program  shall  serve  as  a  single,  integrated,  cohesive  industrial  security  pro- 
gram to  protect  classified  information  and  to  preserve  our  Nation's  economic 
and  technological  interests. 

Therefore,  by  the  authority  vested  in  me  as  President  by  the  Constitution 
and  the  laws  of  the  United  States  of  America,  including  the  Atomic  Energy 
Act  of  1954,  as  amended  (42  U.S.C.  2011-2286),  the  National  Security  Act 
of  1947,  as  amended  (codified  as  amended  in  scattered  sections  of  the 
United  States  Code),  and  the  Federal  Advisory  Committee  Act,  as  amended 
(5  U.S.C.  App.  2),  it  is  hereby  ordered  as  follows: 

PARTI.  ESTABLISHMENT  AND  POLICY 

Section  101.  Establishment,  (a)  There  is  established  a  National  Industrial 
Security  Program,  The  purpose  of  this  program  is  to  safeguard  classified 
information  that  may  be  released  or  has  been  released  to  current,  prospective, 
or  former  contractors,  licensees,  or  grantees  of  United  States  agencies.  For 
the  purposes  of  this  order,  the  terms  "contractor,  licensee,  or  grantee"  means 
current,  prospective,  or  former  contractors,  licensees,  or  grantees  of  United 
States  agencies.  The  National  Industrial  Security  Program  shall  be  applicable 
to  all  executive  branch  departments  and  agencies. 

(b)  The  National  Industrial  Security  Program  shall  provide  for  the  protec- 
tion of  information  classified  pursuant  to  Executive  Order  No.  12356  of 
April  2,  1982,  or  its  successor,  and  the  Atomic  Energy  Act  of  1954,  as 
amended. 

(c)  For  tiie  purposes  of  tiiis  order,  the  term  "contractor"  does  not  include 
individuals  engaged  under  personal  services  contracts. 

Sec.  102.  Policy  Direction,  (a)  The  National  Security  Council  shall  provide 
overall  policy  direction  for  the  National  Industrial  Security  Program. 

(b)  The  Director  of  die  Information  Security  Oversight  Office,  established 
under  Executive  Order  No.  12356  of  April  2,  1982,  shall  be  responsible 
for  implementing  and  monitoring  the  National  Industrial  Security  Program 
and  shall: 

(1)  develop,  in  consultation  vdth  the  agencies,  and  promulgate  subject 
to  the  approval  of  the  National  Security  Council,  directives  for  tiie  implemen- 
tation of  this  order,  which  shall  be  binding  on  the  agencies; 

(2)  oversee  agency,  contractor,  licensee,  and  grantee  actions  to  ensure 
compliance  with  this  order  and  implementing  directives; 
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(3)  review  all  agesqr  implementing  regulations,  internal  nilee.  or  gui^ 
lines.  The  Director  shall  require  any  regulation,  rule,  or  guideline  to  be 
changed  if  it  is  not  consistent  with  this  order  or  implementing  directives. 
Any  such  decision  by  the  Director  may  be  appealed  to  the  Naticma!  Security 
Council  The  agency  r^ulation,  r\Ue,  or  guideline  sh^l  remain  in  effect 
pending  a  prompt  decision  on  the  appeal; 

(4)  have  the  authority,  pursuant  to  terms  of  applicable  contracts,  li- 
censes, grants,  or  regulations,  to  conduct  on-site  reviews  of  the  implementar 
tion  of  the  National  Industrial  Security  Program  by  each  agency,  contractor, 
licensee,  and  grantee  that  has  access  to  or  stores  classified  information 
and  to  require  of  each  agency,  contractor,  licensee,  and  grantee  those  reports, 
information,  and  other  cooperation  that  may  be  necessary  to  fulfill  the 
Director's  responsibilities.  If  these  reports,  inspections,  or  access  to  specific 
classified  information,  or  other  forms  of  cooperation,  would  pose  an  excep- 
tional national  security  risk,  the  affected  agency  head  or  the  senior  official 
designated  under  section  203(a)  of  this  order  may  request  the  National 
Security  Council  to  deny  access  to  the  Director.  The  Director  shall  not 
have  access  pending  a  prompt  decision  by  the  National  Security  Council; 

(5)  report  any  violations  of  this  order  or  its  implementing  directives 
to  the  head  of  the  agency  or  to  the  senior  official  designated  under  section 
203(a)  of  this  order  so  that  corrective  action,  if  appropriate,  may  be  taken. 
Any  such  report  pertaining  to  the  implementation  of  the  National  Industrial 
Security  Program  by  a  contractor,  Ucensee,  or  grantee  shall  be  directed 
to  the  agency  that  is  ratercising  operational  oversight  over  the  contractor, 
licensee,  or  grantee  under  section  202  of  this  order; 

(6)  consider  and  take  action  on  complaints  and  suggestions  fi'om  per- 
sons within  or  outside  the  Government  with  respect  to  the  administration 
of  the  National  Industrial  Security  Program; 

(7)  consider,  in  consultation  with  the  advisory  committee  established 
by  this  order,  affected  agencies,  contractors,  licensees,  and  grantees,  and 
recommend  to  the  President  through  the  National  Security  Council  changes 
to  this  order;  and 

(8)  report  at  least  annually  to  the  President  through  the  National 
Security  Council  on  the  implementation  oi  the  National  Industrial  Security 
Program. 

(c)  Nothing  in  this  order  shall  be  construed  to  supersede  the  authority 
of  the  Secretary  of  Energy  or  the  Nuclear  Regulatoiy  Commission  imder 
the  Atomic  Energy  Act  of  1954,  as  amended,  or  the  authority  of  the  Director 
of  Central  Intelligence  under  the  National  Security  Act  of  1947,  as  amended, 
or  Executive  Order  No.  12333  of  December  8, 1981. 

S«c.  103.  National  Industrial  Security  Program  Policy  Advisory  Committee. 
(a)  Establishment.  There  is  established  the  National  Industrial  Security  Pro- 
gram Policy  Advisory  Committee  ("Committee").  The  Director  of  the  Informa- 
tion Security  Oversight  Office  shall  serve  as  Chairman  of  the  Committee 
and  appoint  the  members  of  the  Committee.  The  members  of  the  Committee 
shall  be  the  representatives  of  those  departments  and  agencies  most  affected 
by  the  Nation^  Industrial  Security  Program  and  nongovernment  representa- 
tives of  contractors,  licensees,  or  grantees  involved  with  classified  contracts, 
licenses,  or  grants,  as  determined  by  the  Chairman. 

(b)  Functions.  (1)  The  Committee  members  shall  advise  the  Chairman 
of  the  Committee  on  all  matters  concerning  the  policies  of  the  National 
Industrial  Security  Program,  including  recommended  changes  to  those  poli- 
cies as  reflected  in  this  order,  its  implementing  directives,  or  the  operating 
manual  established  under  this  order,  and  serve  as  a  forum  to  discuss  policy 
issues  in  dispute. 

(2)  The  Committee  shall  meet  at  the  request  of  the  Chairman,  but 
at  least  tvnce  during  the  calendar  year. 
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(c)  Adxainistntion.  (1)  Mambets  of  the  Committee  shall  serve  without 
corapensation  fiat  their  work  oa  the  Committee.  However,  nongovermnent 
members  may  ba  allowed  travel  axpaases,  including  per  diem  in  lieu  of 
subsistence,  as  authorized  by  law  for  persons  serving  intermittently  in  the 
Government  service  (5  U.S.C.  5701-5707). 

(2)  To  the  extent  permitted  bv  law  and  subject  to  the  availability 
of  funds,  the  Administrator  of  General  Services  shall  provide  the  Committee 
with  administrative  services.  Ivdlities.  staff,  and  other  support  services  nec- 
essary for  the  perforaunoe  of  i\a  functions. 

(d)  Ceneml  Notwithstandinfl  any  other  Executive  order,  the  functions 
of  ^e  President  tmi^r  die  Federal  Advisory  Committee  Act,  as  amended, 
except  that  of  reporting  to  the  Congress,  which  are  applicable  to  the  Commit- 
tee, shall  be  performed  l^  the  Administrator  of  General  Services  in  accord- 
Mice  with  the  guidelines  and  procedures  established  by  the  General  Services 
Administration. 


PART  2.  OPERATIONS 

Sec.  201.  National  Industiial  Seciaky  Program  Operating  Manual,  (a)  The 
Secretary  ojf  DeJEense,  in  consultation  with  all  affected  agencies  and  with 
the  concurrence  of  the  Secretary  of  Energy,  the  Nuclear  Regulatory  Commis- 
sion, and  the  Director  of  Central  Intelligence,  shall  issue  and  maintain  a 
National  Industrial  Security  Program  Operating  Manual  ("Manual").  The 
Secretary  of  Energy  and  the  Nuclear  Regulatory  Commission  shall  prescribe 
and  issue  that  portion  of  the  Manual  tl^  pertains  to  information  classified 
under  the  Atomic  Energy  Act  of  1954,  as  amended.  The  Director  of  Central 
Intelligence  shall  prescribe  and  issue  that  portion  of  the  Manual  that  pertains 
to  intelligence  sources  and  methods,  including  Sensitive  Compartmented 
Information. 

(b)  The  Manual  shall  prescribe  specific  requirements,  restrictions,  and 
other  safegiiards  that  are  necessary  to  preclude  unauthorized  disclosure  and 
control  authorized  disclosure  of  classified  information  to  contractors,  licens- 
ees, tx  grantees.  The  Manual  sl»ll  apply  to  the  release  of  classified  informa- 
tion during  all  phases  of  the  amtracting  process  including  bidding,  negotia- 
tion, a%vard,  performance,  and  termination  of  contracts,  the  licensing  process, 
or  the  grant  process,  with  or  undw  the  control  of  departments  or  agencies. 

(c)  The  Manual  shall  also  prescribe  requirements,  restrictions,  and  other 
safeguards  that  are  necessary  to  protect  special  classes  of  classified  informa- 
tion, including  Restricted  Data,  Formerly  Restricted  Data,  intelligence  sources 
and  methods  information.  Sensitive  Compartmented  Information,  and  Special 
Access  Program  information. 

(d)  In  establishing  particular  requirements,  restrictions,  and  other  safe- 
guards within  the  Manual,  the  Secretary  of  Defense,  the  Secretary  of  Energy, 
the  Nuclear  Regulatory  Commission,  and  the  Director  of  Central  Intelligence 
shall  take  into  account  these  factors:  (i)  the  damage  to  the  national  security 
that  reasonably  could  be  expected  to  result  fit>m  an  unauthorized  disclosure; 
(ii)  the  existing  or  anticipated  threat  to  the  disclosure  of  information;  and 
(iii)  the  short-  and  long-term  costs  of  the  requirements,  restrictions,  and 
other  safeguards. 

(e)  To  the  extent  that  is  practicable  and  reasonable,  the  requirements, 
restrictions,  and  safeguards  tnat  the  Manual  establishes  for  the  protection 
of  classified  information  by  contractors,  licensees,  and  grantees  shall  be 
consistent  with  the  requirements,  restrictions,  and  safeguards  that  directives 
implementing  Executive  Order  No.  12356  of  April  2,  1982,  or  the  Atomic 
Energy  Act  of  1954,  as  amended,  establish  for  the  protection  of  classified 
information  by  agencies.  Upon  request  by  the  Chairman  of  the  Committee, 
the  Secretary  of  Defense  shall  provide  an  explanation  and  justification  for 
any  requirement,  restriction,  or  safeguard  that  results  in  a  standard  for 
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the  protection  of  classified  information  by  contractors,  licensees,  and  grantees 
that  differs  from  the  standard  that  applies  to  agencies. 

(f)  The  Manual  shall  be  issued  no  later  than  1  year  from  the  issuance 
of  this  order. 

Sec  202.  Opemtional  Oversight,  (a)  The  Secretary  of  Defense  shall  serve 
as  Executive  Agent  for  inspecting  and  monitoring  the  contractors,  licensees, 
and  grantees  who  require  or  will  require  access  to,  or  who  store  or  will 
store  classified  information;  and  for  determining  the  eligibility  for  access 
to  classified  information  of  contractors,  licensees,  and  grantees  and  their 
respective  employees.  The  heads  of  agencies  shall  enter  into  agreements 
with  the  Secretary  of  Defense  that  establish  the  terms  of  the  Secretary's 
responsibilities  on  behalf  of  these  agency  heads. 

(b)  The  Director  of  Central  Intelligence  retains  authority  over  access  to 
Intelligence  sources  and  methods,  including  Sensitive  Compartmented  Infor- 
mation. The  Director  of  Central  Intelligence  may  inspect  and  monitcr  contrac- 
tor, licensee,  and  grantee  programs  and  facilities  that  involve  access  to 
such  information  or  may  enter  into  written  agreements  with  the  Secretary 
of  Defense,  as  Executive  Agent,  to  inspect  and  monitor  these  programs 
or  facilities,  in  whole  or  in  part,  on  the  Director's  behalf. 

(c)  The  Secretary  of  Energy  and  the  Nuclear  Regulatory  Commission  retain 
authority  over  access  to  information  under  their  respective  programs  classi- 
fied under  the  Atomic  Energy  Act  of  1954,  as  amended.  The  Secretary 
or  the  Commission  may  inspect  and  monitor  contractor,  licensee,  and  grantee 
programs  and  facilities  that  involve  access  to  such  information  or  may 
enter  into  written  agreements  with  the  Secretary  of  Defense,  as  Executive 
Agent,  to  inspect  and  monitor  these  programs  or  facilities,  in  whole  or 
in  part,  on  behalf  of  the  Secretary  or  the  Commission,  respectively. 

(d)  The  Executive  Agent  shall  have  the  authority  to  issue,  after  consultation 
with  affected  agencies,  standard  forms  or  other  standardization  that  will 
promote  the  implementation  of  the  National  Industrial  Security  Program. 

Sec  203.  Implementation,  (a)  The  head  of  each  agency  that  enters  into 
classified  contracts,  licenses,  or  grants  shall  designate  a  senior  agency  official 
to  direct  and  administer  the  agency's  implementation  and  compliance  with 
the  National  Industrial  Security  Program. 

(b)  Agency  implementing  regulations,  internal  rules,  or  guidelines  shall 
be  consistent  with  this  order,  its  implementing  directives,  and  the  Manual. 
Agencies  shall  issue  these  regulations,  rules,  or  guidelines  no  later  than 
180  days  from  the  issuance  of  the  Manual.  They  may  incorporate  all  or 
portions  of  the  Manual  by  reference. 

(c)  Each  agency  head  or  the  senior  official  designated  under  paragraph 
(a)  above  shall  take  appropriate  and  prompt  corrective  action  whenever 
a  violation  of  this  order,  its  implementing  directives,  or  the  Manual  occurs. 

(d)  The  senior  agency  official  designated  under  paragraph  (a)  above  shall 
account  each  year  for  the  costs  within  the  agency  associated  with  the  imple- 
mentation of  the  National  Industrial  Security  Program.  These  costs  shall 
be  reported  to  the  Director  of  the  Information  Security  Oversight  Office, 
who  shall  include  them  in  the  reports  to  the  President  prescribed  by  this 
order. 

(e)  The  Secretary  of  Defense,  with  the  concurrence  of  the  Administrator 
of  General  Services,  the  Administrator  of  the  National  Aeronautics  and  Space 
Administration,  and  such  other  agency  heads  or  officials  who  may  be  respon- 
sible, shall  amend  the  Federal  Acquisition  Regulation  to  be  consistent  with 
the  implementation  of  the  National  Industrial  Security  Program. 

(f)  All  contracts,  licenses,  or  grants  that  involve  access  to  classified  informa- 
tion and  that  are  advertised  or  proposed  following  the  issuance  of  agency 
regulations,  rules,  or  guidelines  described  in  paragraph  (b)  above  shall  comply 
with  the  National  Industrial  Security  Program.  To  the  extent  that  is  feasible, 
economical,  and  permitted  by  law,  agencies  shall  amend,  modify,  or  convert 
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preexisting  contracts,  licenses,  or  grants,  or  previously  advertised  or  proposed 
contracts,  licenses,  or  grants,  that  involve  access  to  classified  information 
for  operation  under  the  National  Industrial  Security  Program.  Any  direct 
inspection  or  monitoring  of  contractors,  licensees,  or  grantees  specified  by 
this  order  shall  be  carried  out  pursuant  to  the  terms  of  a  contract,  license, 
grant,  or  regulation. 

(g)  Executive  Order  No.  10865  of  February  20,  1960.  as  amended  by 
Executive  Order  No.  10909  of  January  17.  1961,  and  Executive  Order  No. 
11382  of  November  27, 1967,  is  hereby  amended  as  follows: 

(1)  Section  1(a)  and  (b)  are  revoked  as  of  the  effective  date  of  this 
order. 

(2)  Section  1(c)  is  renumbered  as  Section  1  and  is  amended  to  read 
as  follows: 

"Section  1.  When  used  in  this  order,  the  term  'head  of  a  department' 
means  the  Secretary  of  State,  the  Secretary  of  Defense,  the  Secretary 
of  Transportation,  the  Secretary  of  Energy,  the  Nuclear  Regulatory 
Commission,  the  Administrator  of  the  National  Aeronautics  and 
Space  Administration,  and,  in  section  4,  the  Attorney  General.  The 
term  'head  of  a  department'  also  means  the  head  of  any  department 
or  agency,  including  but  not  limited  to  those  referenced  above  with 
whom  the  Department  of  Defense  makes  an  agreement  to  extend 
regulations  prescribed  by  the  Secretary  of  Defense  concerning  author- 
izations for  access  to  classified  information  pursuant  to  Executive 
Order  No.  12829." 

(3)  Section  2  is  amended  by  inserting  the  words  "pursuant  to  Executive 
Order  No.  12829"  after  the  word  "information." 

(4)  Section  3  is  amended  by  inserting  the  words  "pursuant  to  Executive 
Order  No.  12829"  between  the  words  "revoked"  and  "by"  in  the  second 
clause  of  that  section. 

(5)  Section  6  is  amended  by  striking  out  the  words  "The  Secretary 
of  State,  the  Secretary  of  Defense,  the  Administrator  of  the  National  Aero- 
nautics and  Space  Administration,  the  Secretary  of  Transportation,  or  his 
representative,  or  the  head  of  any  other  department  or  agency  of  the  United 
States  with  which  the  Department  of  Defense  makes  an  agreement  under 
section  (l)(b),"  at  the  beginning  of  the  first  sentence,  and  inserting  in  their 
place  "The  head  of  a  department  of  the  United  States  .  .  .  ." 

(6)  Section  8  is  amended  by  striking  out  paragraphs  (1)  through  (7) 
and  inserting  in  their  place  ".  .  .  the  deputy  of  that  department,  or  the 
principal  assistant  to  the  head  of  that  department,  as  the  case  may  be." 

(h)  All  delegations,  rules,  regulations,  orders,  directives,  agreements,  con- 
tracts, licenses,  and  grants  issued  under  preexisting  authorities,  including 
section  1(a)  and  (b)  of  Executive  Order  No.  10865  of  February  20,  1960. 
as  amended,  by  Executive  Order  No.  10909  of  January  17, 1961,  and  Executive 
Order  No.  11382  of  November  27,  1967.  shall  remain  in  full  force  and 
effect  until  amended,  modified,  or  terminated  pursuant  to  authority  of  this 
order. 

(i)  This  order  shall  be  effective  immediately. 
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laws,  telephone  numbers,  and  finding  aids,  appears 
in  the  Reader  Aids  section  at  the  end  of  this  issue. 


Elaclronlc  BulMin  Board 
Free  ElMtroak  Bolkda  Board  senrica  for  Public 
Law  Numbers  and  Federal  Ragistar  finding  aids  is 
available  on  202-27S-1538  or  275-0920. 
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Presidential  Documents 


Title  3— 

The  President 


[FR  Doc.  93-617 
Filed  1-7-93;  3:21  pm] 
Billing  code  319&-01-M 


Memorandiun  of  December  30,  1992 

Prescription  of  the  Conditions  Under  Which  Commissioned 
Officers  of  the  Public  Health  Service  May  Be  Awarded  Mili- 
tary Ribbons,  Medals,  and  Decorations 


Memorandum  for  the  Secretary  of  Defense,  the  Secretary  of  Health  and 
Human  Services 

The  authority  of  the  President  under  section  212(b)  of  the  Public  Health 
Service  Act  (42  U.S.C.  213(b))  is  hereby  delegated  to  the  Secretary  of  Defense. 
In  the  exercise  of  that  authority,  the  Secretary  of  Defense  shall  ensure 
that  no  military  ribbon,  medal,  or  decoration  is  awarded  to  an  officer  of 
the  Public  Health  Service  without  the  approval  of  the  Secretary  of  Health 
and  Human  Services. 

The  Secretary  of  Defense  shall  ensure  the  publication  of  this  memorandum 
in  the  Federal  Register. 


THE  WHITE  HOUSE. 
Washington.  December  30.  1992. 
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Rules  and  Regulations 


Federal  Register 

Vol.  58.  No.  6 

Monday.  January  11,  1993 


This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect.  rTX)st  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  tfHes  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  JUSTICE 

Immigration  and  Naturalixation  Service 

8  CFR  Part  100 
[INS  No.  1349-92] 
RIN1115-AC95 

Statement  of  Organization;  Name 
Change  for  Border  Patrol  Sector 
Numt>er  3 

AGENCY:  Immigration  and  Naturalization 
Service,  Justice. 
ACTION:  Final  rule. 

SUMMARY:  This  rule  amends  8  CFR  100.4 
by  changing  the  name  of  sector 
headquarters  number  3  from 
"Mayaguez,  Puerto  Rico"  to  "Ramey, 
Puerto  Rico".  This  change  is  necessary 
to  avoid  confusion,  since  sector  number 
3  is  physically  located  in  Ramey,  Puerto 
Rico. 

EFFECTIVE  DATE:  January  11, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Marion  E.  Moody,  Assistant  Chief  Patrol 
Agent,  Border  Patrol,  Immigration  and 
Naturalization  Service,  425  I  Street, 
NW.,  room  7227,  Washington,  DC 
20536,  telephone  (202)  514-1109. 
SUPPI.EMENTARY  INFORMATION:  Originally 
the  Immigration  and  Naturalization 
Service  intended  to  install  a  Sector 
Headquarters  and  station  in  Mayaguez, 
Puerto  Rico,  along  with  maintaining  a 
station  in  Ramey,  Puerto  Rico.  As  a 
result  of  budget  constraints  and  lack  of 
suitable  space,  the  Service  no  longer 
plans  to  open  a  Sector  office  in 
Mayaguez.  Therefore  8  CFR  100.4  is 
being  amended  to  change  the  name  of 
sector  headquarters  number  3  from 
"Mayaguez,  Puerto  Rico"  to  "Ramey, 
Puerto  Rico",  since  the  sector  niunber  3 
headquarters  is  physically  located  in 
Ramey,  Puerto  Rico. 

The  Service's  implementation  of  this 
rule  as  a  final  rule  is  based  upon  5 
U.S.C  553(b)(A)  as  it  is  a  rule  of  agency 


organization.  The  immediate 
implementation  of  this  final  rule  is 
based  upon  the  "good  cause"  exception 
found  at  5  U.S.C.  553(d)  in  that  the 
usual  notice  provisions  are  imnecessary 
because  the  rule  will  benefit  the  public 
by  showing  the  actual  city  in  which  the 
sector  headquarters  is  physically 
located. 

In  accordance  with  5  U.S.C.  605(b). 
the  Commissioner  of  the  Immigration 
and  Naturalization  Service  certifies  that 
this  rule  does  not  have  a  significant 
adverse  economic  impact  on  a 
substantial  nimiber  of  small  entities. 
This  rule  is  not  considered  to  be  a  major 
rule  within  the  meaning  of  section  1(b) 
of  E.0. 12291,  nor  does  this  rule  have 
Federalism  implications  warranting  the 
preparation  of  a  Federalism  Assessment 
in  accordance  with  E.0. 12612. 

List  of  Subjects  in  8  CFR  Part  100 

Authority  delegation  (Government 
agencies).  Organization  and  functions 
(Government  agencies). 

Accordingly,  part  100  of  chapter  I  of 
title  8  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  100— STATEIMENT  OF 
ORGANIZATION 

1.  The  authority  citation  for  part  100 
continues  to  read  as  follows: 

Authority:  8  U.S.C.  1103;  8  CFR  part  2. 

1100.4   {AmendMl] 

2.  In  section  100.4.  paragraph  (d)  is 
amended  by  changing  the  name  of 
Sector  niunber  3  from  "Mayaguez, 
Puerto  Rico",  to  "Ramey,  Puerto  Rico". 

Dated:  December  9, 1992. 
Gene  McNary, 

Commissioner,  Immigration  and 
Naturalization  Service. 
[PR  Doc.  93-461  Filed  1-8-93;  8:45  am] 

NLUNQ  CODE  4410-10-M 


FEDERAL  HOUSING  RNANCE  BOARD 

12CFRPart932 

[No.  92-749] 

Eligibility  of  Federal  Home  Loan  Bank 
Directors 

AGENCY:  Federal  Housing  Finance 

Board. 

ACTION:  Interim  rule. 


SUMMARY:  The  Federal  Housing  Finance 
Board  (Board)  is  amending  its 
regulations  to  revise  the  dates  by  which 
all  incumbent  directors  of  the  Federal 
Home  Loan  Banks  (FHLBanks)  must 
submit  Personal  Certification  and 
Disclosure  forms  to  the  Board.  The 
amendments  also  clarify  the  date  by 
which  nominees  for  elective  director 
must  submit  Personal  Certification  and 
Disclosure  forms  to  the  Board.  The 
amendments  also  change  the  date  by 
which  the  Board  must  aimounce  the 
results  of  the  election  for  FHLBank 
directors.  These  date  changes  are 
intended  to  apportion  the  submission  of 
forms  over  a  longer  period  in  order  to 
enable  the  Board  to  devote  more  time  to 
the  review  of  the  forms.  The 
amendments  also  define  more  precisely 
the  period  during  which  a  director  or 
officer  of  a  member  of  the  FHLBank 
System  who  was  formerly  ineligible  tQ 
be  a  FHLBank  elective  director  may 
once  again  be  eligible  to  hold  that  office. 
DATES:  Interim  rule  efiiactive  on  January 
11, 1993.  Comments  must  be  received 
on  or  before  March  12, 1993. 
ADDRESSES:  Comments  may  be  mailed 
to:  Executive  Secretariat,  Federal 
Housing  Finance  Board,  1777  F  Street, 
NW.,  Washington,  DC  20006.  Comments 
vfill  be  available  for  public  inspection  at 
this  address. 

FOR  FURTHER  MFORMATKM  CONTACT: 
Patricia  L.  Sweeney,  Program  Analyst, 
District  Banks  Directorate,  (202)  408- 
2872;  Brandon  Straus,  Attorney- 
Advisor,  Office  of  Legal  and  External 
Affairs.  (202)  408-2589,  Federal 
Housing  Finance  Board,  1777  F  Street, 
NW..  Washington.  DC  20006. 

SUPPI.EMENTARY  INFORMATION: 

L  Statutory  and  Regulatory  Background 

Section  7  of  the  Federal  Home  Loan 
Bank  Act  (Bank  Act),  12  U.S.C  1421  et 
seq.  (Supp.  1 1989).  vests  the 
management  of  each  FHLBank  in  a 
board  of  elective  and  appointive 
directors.  Id.  sec.  1427(a).  Bank  Act 
subsection  7(d)  authorizes  the  Board  to 
prescribe  rules  for  the  nomination  and 
election  of  elective  FHLBank  directors. 
Id.  sec.  1427(d).  The  Board  has  authority 
to  prescribe  rules  governing  the 
appointment  of  appointive  FHLBank 
directors  pursuant  to  its  general 
rulemaking  authority  in  Bank  Act 
subsection  2B(a).  See  id.  sec. 
1422b(a)(l). 
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The  current  Board  regulations  on 
appointive  director  eligibility  and 
elective  director  eligibility  set  forth 
dates  by  which  incumbent  directors, 
nominees  for  elective  director  (director 
nominees),  and  candidates  for 
appointive  director  (director  candidates) 
must  submit  to  the  Board  a  certification 
that  they  meet  certain  statutory  and 
regulatory  eligibility  requirements  as 
well  as  a  statement  of  disclosure  of 
certain  financial  relationships.  See  12 
CFR  932.18(f),  932.21(g).  These 
certifications  and  disclosures  must  be 
made  by  completing  Personal 
Certification  and  Disclosure  Forms 
(Forms),  denominated  A-1.  A-2.  E-1,  or 
E-2.  These  forms  have  been  approved 
by  the  Office  of  Management  and 
Budget  (OMB)  and  have  been  assigned 
OMB  control  number  3069-0002. 
Satisfactory  completion  of  the  Forms  is 
a  prerequisite  for  incumbent  elective 
and  appointive  directors  to  remain 
eligible  to  serve  on  a  FHLBank  board. 
Satisfactory  completion  of  the  Forms  is 
also  a  prerequisite  to  the  ratification  of 
the  election  of  director  nominees  and 
the  appointment  of  director  candidates 
by  the  Board. 

Under  the  current  regulations, 
incumbent  appointive  directors  must 
submit  their  Forms  annually  by 
November  15.  and  incumbent  elective 
directors  must  do  by  December  1. 
However,  during  the  months  of  October 
through  December,  the  Board  also  must 
review  Forms  submitted  by  director 
candidates  and  director  nominees. 
Director  candidates  are  required  to 
submit  their  Forms  "Iplrior  to  the  initial 
appointment."  Id.  §932.18(0.  Most 
director  appointments  are  made  near  the 
end  of  the  year  because  the  four  year 
terms  of  appointive  directors  expire  on 
December  31.  However,  some 
appointments  are  made  other  than  at 
year  end  in  order  to  fill  appointive 
directorships  that  have  been  vacated  at 
mid-term. 

Director  nominees  must  submit  their 
Forms  "(plrior  to  each  election."  Id. 
§  932.21(g).  The  process  of  election  of 
director  nominees  takes  place  from 
September  25  to  October  25  of  each 
year.  /d.  §932. 14(a).  (c).  The  Board  must 
announce  the  results  of  the  election  by 
November  15.  Id.  §  932.14(d).  As  a  result 
of  this  series  of  deadlines  set  forth  in  the 
current  regulations,  the  Board  is 
required  to  review  the  incoming  Forms 
of  approximately  110  incumbent 
directors  while  at  the  same  time 
reviewing  Forms  from  up  to  sixty 
director  nominees  in  time  for  the  Board 
to  ratify  the  election  of  those  nominees 
by  November  15. 


II.  Analysis  of  Interim  Rule 

A  New  Date  For  Submission  of  Personal 
Certification  and  Disclosure  Forms  by 
Incumbent  Directors 

In  order  to  allow  the  Board  more  lime 
to  review  the  Forms  of  director 
candidates  and  director  nominees. 
which  are  submitted  to  the  Board  in  the 
final  months  of  the  calendar  year,  the 
Board  is  amending  §932.18  and 
§  932.21  of  its  regulations  to  provide 
that  incumbent  elective  and  appointive 
directors  must  submit  Forms  E-2  and 
A-2,  respectively,  annually  by  March  1. 
This  change  is  intended  to  apportion  the 
submission  of  Forms  over  a  longer 
period  so  that  the  Board  has  more  time    * 
to  review  individual  Forms. 

In  order  to  avoid  duplicative 
certification  and  disclosure 
requirements  for  certain  new  directors, 
the  interim  rule  creates  some  exceptions 
to  the  requirements  for  submission  of 
Forms  E-2  and  A-2.  Newly  elected 
elective  directors,  who  were  required  to 
submit  a  Form  E-1  in  the  year  in  which 
they  were  elected,  would  be  exempt 
from  submitting  a  Form  E-2  in  the 
following  year.  Similarly,  appointive 
directors  who  submitted  a  Form  A-1  in 
October,  November,  or  December  of  the 
year  prior  to  the  year  in  which  their 
appointment  took  effect  would  be 
exempt  from  submitting  a  Form  A-2  by 
March  1  of  the  following  year. 

As  a  consequence  of  these  exceptions, 
newly  elected  directors  will  not  be 
required  to  submit  Forms  for  up  to  a 
fifteen  month  period:  from  late  October 
of  the  year  in  which  they  were  elected 
to  March  1  of  the  second  year  of  their 
tern's.  In  addition,  appointive  directors 
who  submitted  Form  A-1  in  October. 
November,  or  December  of  the  year 
prior  to  the  year  in  which  their 
appointment  took  effect  will  not  be 
required  to  submit  a  Form  for  up  to  a 
seventeen  month  period:  from  October  1 
of  the  year  prior  to  the  year  in  which 
their  appointment  was  effective  to 
March  1  of  the  second  year  of  their 
terms. 

The  Board  believes  that  allowing  first- 
year  directors  to  serve  several  added 
months  before  they  are  required  to  meet 
the  certification  and  disclosure 
requirements  as  incumbent  directors 
poses  minimal  risk  to  the  FHLBanks  and 
the  FHLBank  System  because  all 
incumbent  directors  are  required  by 
regulation  to  report,  on  their  own 
initiative,  any  ineligibility  or  suspected 
ineligibility  to  the  Board  within  thirty 
days  of  occurrence.  See  id. 
§§  932.18(f)(2).  932.21(g)(2). 


B  New  Dates  for  Submission  of  Personal 
Certification  and  Disclosure  Forms  By 
Elective  Director  Nominees 

The  current  regulation  governing  the 
nomination  of  director  nominees 
requires  each  director  nominee  to 
complete  a  "questionnaire"  and  return 
it  to  the  Board  prior  to  August  20  in 
order  for  the  director  nominee's  name  to 
be  placed  on  the  ballot  for  the  next 
election.  W.  §932. 13(c)(3).  In  practice, 
the  Board  now  requires  that  director 
nominees  fill  out  and  return  to  the 
Board  by  August  20  that  portion  of  Form 
E-1  in  which  director  nominees  certify 
that  they  meet  all  statutory  and 
regulatory  eligibility  requirements  for 
election.  The  Board  no  longer  uses  a 
"questionnaire."  Therefore,  the  interim 
rule  changes  the  language  of 
§  932.13(c)(3)  to  reflect  this  practice. 

The  current  elective  director 
eligibility  regulations  require  that 
"(plrior  to  each  election."  director 
nominees  must  certify  in  Form  E-1  that 
they  meet  certain  statutor>'  and 
regulatory  eligibility  requirements  and 
must  disclose  to  the  Board  certain 
financial  relationships.  See  id. 
§  932.21(g)(1).  (3).  However,  it  is  the 
current  Board  practice  to  wait  until  after 
the  ballots  have  been  opened  to  require 
those  director  nominees  with  the 
highest  number  of  votes  for  each 
directorship  to  complete  a  Form  E-1. 
The  Board  must,  by  regulation,  wait 
until  5  p.m.  on  October  25  before 
opening  ballots.  Id.  §  932.14(c).  The 
reason  for  this  practice  is  that  the  Board 
wishes  to  require  disclosure  of  personal 
financial  relationships  only  by  director 
nominees  whose  election  has  some 
likelihood  of  being  ratified  by  the  Board 

The  interim  rule  therefore  replaces 
the  phrase  "(plrior  to  each  election"  in 
subparagraphs  (g)(1)  and  (g)(3)  of 
§932.21  with  "(plrior  to  the  ratification 
of  the  election  results  by  the  Board." 
This  change  is  intended  to  make  clear 
that  director  nominees  are  not  required 
to  disclose  their  financial  relationships 
to  the  Board  on  Form  E-1  until  after 
members  cast  their  ballots  and  after  the 
results  are  tabulated.  See  id.  §932  14(c). 
However,  director  nominees  must 
submit  the  completed  Form  E-1  before 
the  Board  will  ratify  their  election  and 
declare  the  election  results.  The  change 
made  by  the  interim  rule  is  intended  to 
reflect  this  practice. 

The  Board  recognizes  that  those 
director  nominees  who  must  fill  out 
Form  E-1  prior  to  ratification  of  their 
election  by  the  Board  will  have  filled 
out  the  certification  section  of  Form  E- 
1  twice:  once  by  August  20  in  order  to 
have  his  or  her  name  placed  on  the 
ballot  and  again  after  the  election  when 
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disclosing  his  or  her  financial 
relationships.  The  purpose  of  requiring 
director  nominees  to  again  certify 
eligibility  after  the  election  is  to  ensure 
that  director  nominees  are  still  eligible 
to  be  FHLBank  directors  at  the  time  the 
Board  ratifies  their  election.  Further,  by 
certifying  their  eligibility  after  they  are 
elected,  director  nominees  are  exempted 
from  submitting  a  Form  E-2  during  the 
following  year. 

C  New  Date  for  Declaration  of  Election 
Results 

The  current  Board  regulation 
governing  the  election  of  FHLBank 
elective  directors  provides  that  the 
Board  will  determine  and  annoimce  the 
winners  of  the  election  by  November  15, 
W,  §932. 14(d).  However,  director 
r.ominees  are  not  required  to  complete 
Form  E-1  until  after  they  have  been 
elected.  Therefore,  the  November  15 
date  allows  only  tliree  weeks  for 
director  nominees  to  submit  their  Forms 
and  for  the  Board  to  review  the  Forms 
before  the  election  results  must  be 
announced.  Section  932.14(c)  of  the 
interim  rule  changes  the  announcement 
date  to  December  31.  This  change  is 
intended  to  ensure  that  the  Board  will 
have  sufficient  time  to  review  Forms  of 
director  nominees  and  ratify  their 
election,  should  director  nominees  wait 
until  mid-  or  late  December  to  submit 
their  Forms.  The  Board  does  not  intend 
to  delay  the  announcement  of  election 
results  until  December  31,  if  the  Board 
can  ratify  the  results  prior  to  that  date. 

D  Clarification  of  Eligibility 
Requirement  For  Elective  Directors 
Whose  Institution  Fails  To  Meet  Its 
Capital  Requirements 

The  Board  is  also  amending  the 
regulation  governing  eligibility  of  a 
person  who  was  formerly  ineligible  to 
be  an  elective  director  due  to  non- 
compliance with  minimum  regulatory 
capital  requirements  by  the  member 
institution  that  the  person  serves  as  an 
officer  or  director.  See  id.  §  932.21(d)(2). 
The  current  regulation  provides  that  a 
"director"  who  was  formerly  ineligible 
is  once  again  eligible  in  the  succeeding 
calendar  year  if  the  member  meets  the 
minimum  regulatory  capital 
requirements  during  each  phase  of  the 
election  process  for  the  succeeding 
calendar  year.  Id. 

The  interim  rule  clarifies  the 
regulation  by  expressly  making  it 
applicable  to  a  "person"  who  was 
formerly  ineligible  rather  than  a 
"director"  who  was  formerly  ineligible. 
This  change  is  intended  to  clarify  the 
Board's  intent  and  to  reflect  current 
Board  practice  of  applying  the 
regulation  not  only  to  incumbent 


elective  directors  but  also  to  director 
nominees  and  prospective  director 
nominees.  This  change  is  also  intended 
to  make  the  regulation's  language 
parallel  the  language  of  paragraph  (d)(1) 
of  §  932.21,  which  defines  the  period 
during  which  a  "person"  who  is  an 
officer  or  director  of  a  member  that  fails 
to  meet  minimum  regulatory  capital 
requirements  is  ineligible  to  be  an 
elective  director.  Id.  §  932.21(d)(1). 

The  interim  rule  further  amends  the 
regulation  goveming're-eligibihty  by 
rephrasing  the  time  frame  during  which 
a  member  must  meet  minimum 
regulatory  capital  requirements  in  order 
for  a  formerly  ineligible  person  to  once 
again  be  eligible  to  be  an  elective 
director.  The  interim  rule  does  not 
change  the  time  frame,  but  it  defines  the 
time  frame  in  terms  of  the  calendar  year 
rather  than  in  terms  of  a  "phase  of  the 
election  process." 

III.  Notice  and  Public  Participation 

A.  General  Notice  of  Proposed 
Rulemaking 

The  Board  is  requesting  public 
comment  on  this  interim  rule,  although 
it  is  not  required  by  the  Administrative 
Procedure  Act  (APA),  5  U.S.C.  551  et 
seq.,  to  publish  a  general  notice  of 
proposed  rulemaking.  Publication  of 
notice  of  a  proposed  rulemaking  is  not 
required  because  the  Board  finds  that 
there  is  good  cause  that  notice  and 
comment  procedure  is  unnecessary  and 
contrary  to  the  public  interest  in  this 
instance.  See  id.  sec.  553(b)(3)(B). 
Compliance  with  the  public  procedure 
requirements  of  APA  section  553  is 
unnecessary  because  the  interim  rule 
makes  minor  technical  amendments  to 
the  director  eligibility  regulations.  The 
amendments  do  not  impose  any  new 
substantive  requirements  on  FHLBank 
directors  and  therefore  do  not  involve 
matters  of  public  interest  or  concern. 

Implementation  of  the  interim  rule 
without  prior  public  notice  will  not 
create  a  hardship  for  those  people  who 
are  subject  to  the  rule.  The  deadlines  set 
forth  in  the  new  rule  will  allow 
incumbent  directors  an  extra  three 
months  in  which  to  comply  with  the 
certification  and  disclosure 
requirements.  Director  nominees  will 
also  have  more  time  to  comply  with  the 
certification  and  disclosure 
requirements  because  the  interim  rule 
makes  clear  that  the  deadline  for 
submission  of  their  Forms  is  no  longer 
prior  to  the  election,  but  prior  to 
ratification  of  the  election  results  by  the 
Board,  which  takes  place  after  the 
election.  Public  notice  and  comment  is 
therefore  unnecessary  in  the 
promulgation  of  the  interim  rule. 


Although  the  content  of  the  interim 
rule  does  not  involve  matters  of  the 
public  interest,  delaying  the  effect  of  the 
interim  rule  would  be  contrary  to  the 
public  interest.  The  deadline  changes  in 
the  interim  rule  allow  the  Board  more 
time  in  which  to  review  the  Forms  of 
FHLBank  directors  diuing  the  election 
process.  It  is  in  the  public  interest  for 
the  Board  to  have  more  time  in  which 
to  review  the  qualifications  of  FHLBank 
directors  because  the  safe  and  efficient 
operation  of  the  FHLBank  System  is 
dependent  upon  the  selection  of 
qualified  FHLBank  directors.  Delaying 
the  effect  of  the  interim  rule  in  order  to 
follow  the  notice  and  comment 
procedures  would  cause  the  rule  to 
become  effective  after  the  deadlines  that 
are  changed  by  the  rule  have  passed. 
This  would  deprive  the  Board  of  the 
benefit  of  the  rule  in  the  ciurent  election 
cycle.  Therefore,  delaying 
implementation  of  the  interim  rule 
would  be  contrary  to  the  public  interest 

The  Board  therefore  finds  good  cause 
that  compliance  with  notice  and 
comment  procedures  in  adoption  of  this 
interim  rule  is  xmnecessary  and  contrary 
to  the  public  interest.  Fiulher,  the 
interim  rule  comes  within  the  exception 
to  the  notice  and  comment  requirement 
for  rules  of  agency  procedure,  under 
section  553(b)(3)(A)  of  the  APA.  See  id. 
section  553(b)(3)(A). 

B.  Effective  Date 

The  Board  finds  that  section  553(d)  of 
the  APA.  which  generally  requires 
publication  of  a  substantive  rule  at  least 
thirty  days  before  the  rale's  effective 
date,  is  not  applicable  to  this  interim 
rule.  The  interim  rule  makes  changes  in 
the  Board's  procedure  for  accepting 
certification  and  disclosure  Forms  from 
FHLBank  directors.  The  interim  rule  is 
not  a  substantive  rule  because  it  does 
not  change  any  of  the  substantive 
requirements  for  director  eligibility. 
Therefore,  the  requirement  of  a  thirty- 
day  delay  in  the  effective  date  of  a 
substantive  rule  does  not  apply  to  this 
interim  rule,  which  is  procedural. 

Thd  Board  also  finds  that  under  APA 
subsection  553(d)(3),  there  is  good  cause 
that  the  interim  rule  be  effective  upon 
publication  for  the  reasons  stated  in 
section  III.A. 

Although  this  interim  rule  is  effective 
immediately,  the  Board  requests  public 
comment.  The  Board  considers 
comments  from  the  public  helpful  in " 
formulating  clear  and  effective 
regulations.  Therefore,  the  Board  will 
consider  public  comments  on  this 
interim  rule  in  developing  a  final  rule. 
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IV.  Regulatory  Flexibility  Act 

The  Board  is  not  required  by  the 
Regulatory  Flexibility  Act  (Reg  Flex 
Act).  5  U.S.C.  601  et  seq.,  to  prepare  a 
regulatory  flexibility  analysis  for  this 
interim  rule.  The  Reg  Flex  Act  requires 
that  a  regulatory  flexibility  analysis  be 
prepared  whenever  an  agency 
promulgates  a  proposed  or  final  rule 
after  being  required  by  the  APA  to 
publish  a  general  notice  of  proposed 
rulemaking  pursuant  to  section  553  of 
the  APA.  See  5  U.S.C.  603(a).  604(a). 
The  Board  is  not  required  to  publish  a 
general  notice  of  proposed  rulemaking 
for  this  interim  rule  because  the  Board 
has  found  good  cause  that  notice  and 
comment  is  unnecessary  and  contrary  to 
the  public  interest  in  the  adoption  of 
this  interim  rule.  See  id.  sec. 
553(b)(3)(B).  Further,  the  rule  comes 
within  the  exception  to  the  notice  and 
comment  requirement  for  rules  of 
agency  procedure,  under  APA 
subsection  553(b)(3)(A).  See  id.  sec. 
553(b)(3)(A). 

The  interim  rule  does  not  impose  any 
new  reporting  requirements.  It  merely 
changes  the  deadlines  by  which  existing 
requirements  must  be  met.  The  interim 
rule  therefore  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

List  of  Subjects  in  12  CFR  Part  932 

Banks,  Banking.  Conflicts  of  interest. 
Elections,  Ethical  conduct.  Federal 
home  loan  banks.  Financial  disclosure. 
Reporting  and  recordkeeping 
requirements. 

Accordingly,  chapter  IX,  title  12.  part 
932.  Code  of  Federal  Regulations,  is 
hereby  amended  as  follows: 

PART  932— ORGANIZATION  OF.  THE 
BANKS 

1.  The  authority  citation  for  part  932 
is  revised  to  read  as  follows: 

Authority:  12  U.S.C  1422a.  1422b,  1426. 
1427. 1464;  18  U.S.C  207.  42  U.S.C  8101  et 
seq. 

2.  Section  932.13  is  amended  by 
revising  the  first  two  sentences  of 
paragraph  (c)  concluding  text  to  read  as 
follows: 

§  932. 1 3    DMignation  and  nomination  of 
elective  directorship. 


in  section  7  of  the  Act  and  this  part. 


3.  Section  932.14  is  amended  by 
revising  the  first  sentence  of  paragraph 
(d)  to  read  as  follows: 

S932.14    Election  of  diractors. 

(d)  By  December  31,  the  Board  will 
declare  elected  the  candidate  receiving 
the  highest  number  cf  votes  cast,  and 
where  two  or  more  directorships  are  to 
be  filled  from  the  ballot,  the  Board  will 
declare  elected  each  candidate  receiving 
the  next  succeeding  highest  number  of 
votes  until  the  number  of  candidates 
declared  elected  equals  the  number  of 
directorships  to  be  filled.  •  •  • 

•  •        •        •        • 

4.  Section  932.18  is  amended  by 
revising  paragraphs  (f)(1)  and  (f)(3) 
introductory  text  to  read  as  follows: 

§  932.1 8    Appointive  director  eligibility. 

•  •         •         •         • 

(f)  Certification  and  reporting.  (1) 
Prior  to  the  initial  appointment,  each 
director  candidate  for  appointive 
director  shall  certify  in  writing  to  the 
Board  on  Form  A-1  that  he  or  she  meets 
all  applicable  eligibility  qualifications 
for  his  or  her  appointment  set  forth  in 
section  7(a)  of  the  Act  and  this  part.  By 
March  1  of  each  year  during  the  term  of 
the  directorship,  each  appointive 
director  shall  certify  in  writing  to  the 
Board  on  Form  A-2  that  he  or  she  meets 
all  applicable  eligibility  qualifications 
for  his  or  her  appointment  set  forth  in 
section  7(a)  of  the  Act  and  this  part, 
except  that  any  appointive  director  who 
submitted  Form  A-1  to  the  Board  in 
October.  November,  or  December  of  the 
year  prior  to  the  year  in  which  his  or  her 
appointment  took  effect  is  not  required 
to  submit  Form  A-2  by  March  1  of  the 
year  in  which  the  appointment  took 
effect. 


November,  or  December  of  the  year 
prior  to  the  year  in  which  his  or  her 
appointment  took  effect  is  not  required 
to  submit  Form  A-2  by  March  1  of  the 
year  in  which  the  appointment  took 
effect. 

5.  Section  932.21  is  amended  by 
revising  paragraphs  (d)(2).  (g)(1),  and 
(g)(3)  to  read  as  follows: 

S  932.21    Elective  director  aliglbilfty. 


(£)••• 

With  such  letter  will  be  sent  a  list  of 
nominees  and  a  copy  of  Form  E-1.  Each 
nominee  must  certify  to  the  Board  on 
Form  E-1  by  August  20  that  such 
nominee  meets  all  applicable  eligibility 
qualificatiois  for  his  election  set  forth 


(3)  Prior  to  the  initial  appointment, 
each  director  candidate  for  appointive 
director  shall  fully  disclose  in  writing  to 
the  Board  on  Form  A-1  the  financial 
relationships  (as  defined  in  §931.30  of 
this  chapter)  set  forth  in  paragraphs 
{f)(3)  (i).  (ii).  (iii).  and  (iv)  of  this  section 
of  such  director  candidate.  By  March  1 
of  each  year  during  the  term  of 
directorship,  each  appointive  director 
shall  fully  disclose  in  writing  to  the 
Board  on  Form  A-2  the  financial 
relationships  (as  defined  in  §  931.30  of 
this  chapter)  set  forth  in  paragraphs 
(f)(3)  (i),  (ii),  (iii),  and  (iv)  of  this  section 
of  such  appointive  director,  except  that 
any  appointive  director  who  submitted 
a  Form  A-1  to  the  Board  in  October, 


•  • 


(d) 

(2)  A  person  who  is  ineligible 
pursuant  to  paragraph  (d)(1)  of  this 
section  shall  once  again  be  eligible  for 
election  in  the  next  succeeding  calendar 
year  in  which  the  member(s)  he  or  she 
serves  as  an  officer  or  director  meet(s) 
the  applicable  minimum  regulatory 
capital  requirements  throu^out  the 
entire  calendar  year.  Such  compliance 
with  applicable  minimum  regulatory 
capital  requirements  shall  not  be 
satisfied  by  the  granting  of  an 
exemption  or  exception  to  such  capital 
requirements  by  the  appropriate  federal 
regulatory  agency. 

•  •        •        •        • 

(g)  Certification  and  reporting.  (1) 
Prior  to  the  ratification  of  the  election 
results  by  the  Board,  each  director 
nominee  for  elective  director  shall 
certify  in  writing  to  the  Board  on  Form 
E-1  that  he  or  she  meets  all  applicable 
eligibility  qualifications  for  his  or  her 
election  set  forth  in  section  7  of  the  Act 
and  this  part.  By  March  1  of  each  year 
during  the  term  of  directorship,  each 
elective  director  who  was  not  elected  in 
the  immediately  preceding  year  shall 
certify  in  writing  to  the  Board  on  Form 
E-2  that  he  or  she  meets  all  applicable 
eligibility  qualifications  for  his  or  her 
election  set  forth  in  section  7  of  the  Act 
and  this  part. 

•  •        •        •        • 

(3)  Prior  to  the  ratification  of  the 
election  results  by  the  Board,  each 
director  nominee  for  elective  director 
shall  fully  disclose  in  writing  to  the 
Board  on  Form  E-1.  and  by  March  1  of 
each  year  thereafter  during  the  term  of 
the  directorship  each  elective  director 
who  was  not  elected  in  the  immediately 
preceding  year  shall  fully  disclose  in 
writing  to  the  Board  on  Form  E-2,  any 
financial  relationships  (as  defined  in 
§  931.30  of  this  chapter)  set  forth  in 
§  932.18(f)(3)  of  this  part  of  such 
director  nominee  or  elective  director. 

•  •        •        •        • 

By  the  Federal  Housing  Finance  Board 
Daniel  F.  Evans.  Jr., 
Chairman. 
|FR  Doc.  93-537  Filed  l-«-93:  8:45  ami 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 

14  CFR  Part  39 

[Doclm  No.  S2-ANE-61 ;  AfiModnMnt  39- 
8445] 

AlPMOrthiness  Directives;  Garrett 
Engine  Division,  Allied-Signal 
Incorporated,  INodel  TFE731-5BR 
Turtiofan  Engines 

AGENCY:  Federal  Aviation 
Administration,  DOT. 
ACTION:  Final  rule,  request  for 
cominents. 

SUMMARY:  This  document  publishes  in 
the  Federal  Register  an  amendment 
adopting  Airworthiness  Directive  (AD) 
priority  letter  92-02-18  that  was  sent 
previously  to  all  known  U.S.  owners 
and  operators  of  Garrett  Engine 
Division,  Allied-Signal  Incorporated, 
Model  TFE731-5BR  turbofan  engines  by 
individual  letters.  This  AD  requires 
discontinuation  of  inflight  operation  of 
certain  engines.  This  amendment  is 
prompted  by  two  reports  of  inflight 
shutdowns  due  to  fan  gearbox  failures. 
The  actions  specified  by  this  AD  are 
intended  to  prevent  multiple  inflight 
engine  failures. 

DATES:  Effective  February  10, 1993,  to 
all  persons  except  those  persons  to 
whom  it  was  made  immediately 
effective  by  priority  letter  AD  92-02-18, 
issued  January  14, 1992.  which 
contained  the  requirements  of  this 
amendment. 

Comments  for  inclusion  in  the  Rules 
Docket  must  be  received  on  or  before 
February  10, 1993. 
ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA).  New  England 
Region,  Office  of  the  Assistant  Chief 
Counsel,  Attention:  Rules  Docket  No. 
92-ANE-61, 12  New  England  Executive 
Park,  Burlington,  Massachusetts  01803- 
5299. 

FOR  FURTHER  INFORMATION  CONTACT: 
Joseph  Costa,  Propulsion  Branch,  ANM- 
140L,  Los  Angeles  Aircraft  Certification 
Office,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service,  FAA. 
3229  East  Spring  Street^  Long  Beach, 
California,  90806-2425;  telephone  (310) 
988-5246:  fax  (310)  988-5210. 
SUPPLEMENTARY  INFORMATION:  On 
January  14, 1992.  the  FAA  issued 
priority  letter  AD  92-02-18.  applicable 
to  Garrett  Engine  Division.  Allied-Signal 
Incorporated,  Model  TFE731  series 
turbofan  engines,  which  requires 
discontinuation  of  inflight  operation  of 
certain  engines.  That  action  was 


prompted  by  reports  of  two  recent 
inflight  engine  shutdowns  due  to  fan 
gearbox  failures  that  occurred  within  8 
hours  time  in  service  following 
conversion  of  the  engines  from  Garrett 
Model  TFE731-5AR  to  Garrett  Model 
TFE731-5BR  engines.  Preliminary 
investigation  has  revealed  fatigue  cracks 
originating  from  the  aft  damper  ring 
groove  of  the  sun  gear.  These  cracks 
progressed  until  the  gear  cracked  along 
the  gear  tooth  root,  which  caused  a 
vibration  and  fragmentation  of  the  sun 
gear.  This  condition,  if  not  corrected, 
could  result  in  multiple  inflight  engine 
failures. 

Since  the  unsafe  condition  described 
is  likely  to  exist  or  develop  on  other 
engines  of  the  same  type  design,  the 
FAA  issued  priority  letter  AD  92-08-18 
to  prevent  multiple  inflight  engine 
failures.  The  AD  requires 
discontinuation  of  further  flight  of 
certain  engines. 

Since  it  was  found  that  immediate 
corrective  action  was  required,  notice 
and  opportunity  for  prior  public 
comment  thereon  were  impracticable 
and  contrary  to  the  public  interest,  and 
good  cause  existed  to  make  the  AD 
effective  immediately  by  individual 
letters  issued  on  January  14, 1992,  to  all 
known  U.S.  owners  and  operators  of 
Garrett  Engine  Division,  AUied-Signal 
Incorporated.  Model  TFE731-5BR 
turbofan  engines.  These  conditions  still 
exist,  and  the  AD  is  hereby  published  in 
the  Federal  Register  as  an  amendment 
to  §  39.13  of  part  39  of  the  Federal 
Aviation  Regulations  (FAR)  to  make  it 
effective  as  to  all  persons. 

Comments  Invited 

Although  this  action  is  in  the  form  of 
a  final  rule  that  involves  requirements 
affecting  flight  safety  and.  thus,  was  not 

{(receded  by  notice  and  an  opportunity 
or  public  comment,  comments  are 
invited  on  this  rule.  Interested  persons 
are  invited  to  comment  on  this  rule  by 
submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Communications  should  identify  the 
Rules  Docket  number  and  be^ubmitted 
in  triplicate  to  the  address  specified 
under  die  caption  "ADDRESSES."  All 
communications  received  on  or  before 
the  closing  date  for  comments  will  be 
considered,  and  this  rule  may  be 
amended  in  light  of  the  comments 
received.  Factual  information  that 
supports  the  commenter's  ideas  and 
suggestions  is  extremely  helpful  in 
evaluating  the  effectiveness  of  the  AD 
action  and  determining  whether 
additional  rulemaking  action  would  be 
needed. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 


environmental,  and  energy  aspects  of 
the  rule  that  might  suggest  a  need  to 
modify  the  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report  that 
summarizes  each  FAA-public  contact 
concerned  with  the  substance  of  this  AD 
will  be  filed  in  the  Rules  Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-ANE-61."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  FederaUsm  Assessment. 

The  FAA  has  determined  that  this 
regulation  is  an  emergency  regulation 
and  that  it  is  not  considered  to  be  major 
under  Executive  Order  12291.  It  is 
impracticable  for  the  agency  to  follow 
the  procedures  of  Order  12291  with 
respect  to  this  rule  since  the  rule  must 
be  issued  immediately  to  correct  an 
unsafe  condition  in  aircraft.  It  has  been 
determined  further  that  this  action 
involves  an  emergency  regulation  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26.  1979).  If  it 
is  determined  that  this  emergency 
regulation  otherwise  would  be 
significant  under  DOT  Regulatory 
Policies  and  Procedures,  a  final 
regulatory  evaluation  will  be  prepared 
and  placed  in  the  Rules  Docket.  A  copy 
of  it,  if  filed,  mfly  be  obtained  from  the 
Rules  docket  at  the  location  provided 
under  the  caption  "ADDRESSES." 

List  of  Subjecte  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety.  Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  14  CFR  part  39 
of  the  Federal  Aviation  Regulations  as 
follows: 
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PART  3»-AIRWORTHINE$S 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1354(a).  1421 
and  1423: 49  U.S.C  106(g):  and  14  CFR 
11.89. 

139.13    [AmandMfl 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

92-02-18:  Garrett  Bngiaa  Dirisioa.  Allied- 
Signal  Incorporated:  Amendment  39- 
8445.  Docket  No.  92-ANE-61. 

AppUcability.  Garrett  Engine  Division, 
Allied-Signal  Incorporated.  Model  TFB731- 
5BR  turbofan  engines  Installed  on  but  not 
limited  to  Dassault  Aviation  Model  Mystere 
Falcon  20  and  900  series  airplanes. 

Compliance:  Required  prior  to  further 
flight,  tmless  accomplished  previously. 

To  prevent  multiple  inflight  engine 
failures,  accomplish  the  following: 

(a)  For  engines  identified  on  the  data  plate 
as  Part  Number  (P/N)  3075330-2  or  P/N 
3075370-1,  discontinue  inflight  operation. 

(b)  This  AD  is  an  Interim  directive  until 
approved  corrective  action  is  available. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safiBty  may  be 
used  if  approved  by  the  Manager,  Los 
Angeles  Aircraft  Certification  Office.  The 
request  should  be  forwarded  through  an 
appropriate  FAA  Maintenance  Inspector, 
who  may  add  comments  and  then  send  it  to 
the  Manager,  Los  Angeles  Certification 
Office. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  airworthiness  directive, 
if  any,  may  be  obtained  from  the  Los  Angeles 
AGO. 

(d)  Special  flight  permits  may  be  Issued  In 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

(e)  liiis  amendment  becomes  effective  on 
February  10. 1993.  to  all  persons  except  those 
persons  to  whom  It  wras  made  Immediately 
effective  by  priority  letter  AD  92-02-18, 
issued  January  14, 1992.  which  contained  the 
requirements  of  this  amendment 

Issued  in  Burlington.  Massachusetts,  on 
December  16, 1992. 
lay ).  Pardee, 

Acting  Manager,  Engine  and  Propeller 
Directorate,  Aircraft  Certification  Service. 
IFR  Doc  93-476  Filed  1-8-93;  8:45  am) 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 
[MA-«B-01-6383:  A-1-FRL-«53»-71 

Approval  and  Promulgation  of  Air 
Quality  Implamantatlon  Plana; 
Maaaachuaatu;  Raviaad  Ragulatlona 
Controliing  Volatila  Organic 
Compound  Emisalona  * 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Final  rule. 


SUMMARY:  EPA  is  approving  portions  of 
the  State  Implementation  Plan  (SIP) 
revisions  submitted  by  the 
Ck)mmonwealth  of  Massachusetts  whldi 
amend  its  volatile  organic  compound 
(VOC)  regulations.  The  intended  effect 
of  this  ac^on  is  to  approve  portions  of 
the  Massachusetts  revised  SIP  for  ozone. 
This  action  is  being  taken  in  accordance 
with  section  110  and  part  D  of  the  Clean 
Air  Act  (CAA). 

EFFECTIVE  DATE:  This  rule  will  become 
effective  on  February  10. 1993. 
ADDRESSES:  Copies  of  the  documents 
relevant  to  this  action  are  available  for 
public  inspection  during  normal 
business  hours,  by  appointment  at  the 
Air,  Pesticides  and  Toxics  Management 
Division,  U.S.  Environmental  Protection 
Agency,  Region  I,  One  Congress  Street. 
10th  floor.  Boston,  MA;  Public 
Information  Reference  Unit,  U.S. 
Environmental  Protection  Agency,  401 
M  Street.  SW..  Washington.  DC  20460; 
and  Department  of  Environmental 
Protection.  One  Winter  Street.  7th  Floor, 
Boston,  MA  02108. 
FOR  FURTHER  MFORMATKW  CONTACT: 
Emanuel  Souza.  Jr.,  (617)  565-3248. 
SUPPIXMENTARY  VIFORMATION:  On 
February  3, 1983  (48  FR  5044),  June  1. 
1987  (52  FR  20422)  and  May  29. 1990 
(55  FR  21755).  EPA  pubhshed  Notices 
of  Proposed  Rulemakings  (NPR)  for  the 
Commonwealth  of  Massachusetts.  The 
February  3. 1983  NPR  proposed 
approval  of  Massachusetts'  1982  SIP. 
The  June  1. 1987  NPR  proposed 
approval  of  Massachusetts'  generic 
bubble  regulations.  310  CMR  7.18(2)(b) 
and  310  CMR  7.00:  Appendix  B.  EPA's 
May  29, 1990  NPR  proposed  approval  of 
an  August  17, 1989  SIP  revision  of  VOC 
regulations.  Massachusetts  submitted 
the  formal  SIP  revisions  on  August  27, 
1982.  June  27. 1984.  March  6. 1985. 
April  12. 1985,  August  17. 1989  and 
June  7, 1991.  Additionally,  the  state 
submitted  a  letter  on  December  17, 1991 
withdrawing  portions  of  the  June  7, 
1991  submittal  because  of  typographical 
errors. 


Backgroand 

On  August  27. 1982.  Massachusetts 
submitted  its  1982  SIP  to  EPA  for 
approval.  On  February  3, 1983.  EPA 
published  an  NPR  for  Massachusetts' 
1982  SIP.  However,  in  the  final 
rulemaking  notice  for  Massachusetts' 
1982  SIP  (48  FR  51480),  EPA  stated  that 
all  the  issues  regarding  the  bubble 
regulations  (310  CMR  7.18(2)(b)  and  310 
CMR  7.00:  Appendix  B)  were  not 
resolved,  and  that.  EPA  would  take  final 
action  on  the  two  bubble  regulations  at 

On  Jime  27, 1984.  March  6. 1985  and 
April  12. 1985.  Massachusetts  submitted 
revisions  to  its  g^eric  bubble 
regulations.  310  CMR  7.18(2)(b)  and  310 
CMR  7.00:  Appendix  B  to  EPA  for 
approval.  On  June  1. 1987,  EPA 
published  an  NPR  for  Massachusetts' 
generic  bubble  regulations.  In  that 
notice  EPA  listed  14  conditions  that 
Massachusetts  had  to  satisfy  before  EPA 
would  take  final  action  on  tiiese 
regulations. 

On  May  25, 1988.  EPA  sent  a  letter  to 
the  Governor  of  Massachusetts  notifying 
him  that  the  Massachusetts  SIP  was 
substantially  inadequate  to  achieve  the 
National  Ambient  Air  Quality  Standard 
(NAAQS)  for  ozone  in  the  entire  State. 
EPA  requested  the  State  to  respond  to 
that  letter  in  two  phases — the  first  in  the 
near  future  and  the  second  following 
EPA's  issuance  of  a  final  policy  on  how 
the  States  should  correct  their  SIPs.  One 
of  the  requirements  of  the  first  phase  of 
the  State's  response  was  to  correct  the 
deficiencies  identified  by  EPA  in  the 
existing  SIP's  VOC  regulations. 

On  June  16. 1988.  EPA  sent  a  letter  to 
the  Acting  Director  of  the  Massachusetts 
Department  of  Environmental  Protection 
(DEP)  Division  of  Air  Quality  Control 
outlining  the  corrections  that  needed  to 
be  made  to  Massachusetts'  existing 
regulations  in  order  to  eliminate  the 
identified  deficiencies  and 
inconsistencies  in  the  regulations  as 
compared  to  EPA's  national  guidance. 

"The  Commonwealth  of  Massachusetts 
made  changes  to  its  VOC  regulations  as 
required  by  EPA's  May  25  and  June  16, 
1988  letters,  and  submitted  the  revised 
adopted  VOC  regulations  as  a  formal  SIP 
revision  on  August  17. 1989. 

EPA  proposed  approval  of  the  August 
17, 1989  submittal  in  two  notices.  The 
automobile  surface  coating  regulation 
was  published  separately  as  a  proposed 
partial  disapproval  and  proposed  partial 
approval.  1^  notice  was  published  in 
the  Federal  Re^ster  on  October  12. 
1990  (55  FR  41553).  EPA  acted  on  the 
automobile  surface  coating  regulation 
separately  because  a  portion  of  the 
submittal,  the  compliance  dates  for  the 
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topcoat  and  final  repair  applications, 
had  already  been  disapproved  by  EPA 
on  September  16, 1988  (53  FR  36011). 

The  remainder  of  the  regulations 
submitted  on  August  17, 1989  were 
published  as  a  proposed  approval.  EPA 
proposed  approval  of  the  remaining 
VOC  regulations  submitted  on  August 
17, 1989,  in  an  NPR  on  May  29, 1990 
(55  FR  21755).  That  notice  proposed 
approval  of  all  of  Massachusetts'  August 
17, 1989  submittal  with  the  exception  of 
the  automobile  surface  coating 
regulation. 

On  November  15, 1990,  the  Clean  Air 
Act  Amendments  of  1990  (CAAA)  were 
enacted.  In  section  182(a)(2)(A)  of  the 
amended  Act,  Ck}ngress  codified  the 
requirement  that  states  revise  their  SIPs 
for  ozone  nonattainment  areas  so  that 
they  conform  with  EPA's 
preamendment  guidance. 

On  June  7, 1991,  Massachusetts 
submitted  revisions  to  its  VOC 
regulations  pursuant  to  the  changes 
requested  in  the  NPRs  published  in  the 
Federal  Register.  Today's  action 
approves  only  certain  portions  of  that 
submittal.  Other  portions  of  the  Jime  7, 
1991  submittal  dealing  with  gasoline 
marketing,  solvent  metal  degreasing  and 
surface  coating  of  miscellaneous  parts 
and  products  are  being  proposed  for 
approval  in  a  separate  action  because 
n>A  never  proposed  them  for  public 
comment.*  In  addition,  EPA  finally 
approved  as  a  separate  action,  revisions 
to  Massachusetts'  automobile  surface 
coating  regulation  in  the  Federal 
Refwter  on  October  8, 1992  (57  FR 
46313). 

On  December  17, 1991  the  DEP 
submitted  a  letter  to  EPA  withdrawing 
certain  portions  of  the  June  7, 1991 
submittal  due  to  typographical  errors. 
This  letter  does  not  affect  the 
enforceabiUty  or  approval  of  today's 
action  because  it  anects  separable  rules 
that  are  not  the  subject  of  today's  action. 

EPA  is  taking  final  action  beicause  this 
action  is  consistent  with  the  guidance 
that  existed  at  the  time  of  the  proposal 
and  because  it  strengthens  the  SIP. 
Additionally,  these  amendments, 
although  submitted  in  response  to  the 
SEP  call  letter,  also  fulfill  part  of  the 
RACT  fix-up  requirement. 

Summary  of  Amendments  Made  To 
Secure  Final  EPA  Approval 

EPA's  NPR  published  on  June  1, 1987, 
for  Massachusetts'  generic  bubble 
regulations,  required  that  IS  issues  be 
addressed  prior  to  final  rulemaking.  In 
response  to  these  conditions, 
Massachusetts'  August  17, 1989  SIP 
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revision  included  an  amendment  in  310 
CMR  7.00:  Appendix  B:  (l)(a)7.  stating: 
"The  Department  will  not  issue  any  new 
approval  for  alternative  emission 
limitations  to  any  facility  that  did  not 
apply  in  writing  for  approval  prior  to 
May  25, 1988  imtil  these  regulations  are 
amended  to  be  consistent  with  the 
National  Emissions  Trading  Policy 
issued  on  December  4, 1986  and 
approved  into  the  SIP  by  EPA."  This 
amendment  to  Massachusetts'  bubble 
regulation  eliminates  the  State's 
authority  to  issue  generic  bubbles. 
Therefore,  all  issues  listed  in  the  June  1, 
1987  NPR  have  been  resolved. 
EPA's  NPR  published  on  May  29, 

1990  for  its  revised  VOC  regulations 
required  that  10  issues  be  addressed 
prior  to  final  rulemaking.  In  the  June  7. 

1991  submittal,  Massachusetts  made  the 
following  changes  to  satisfy  the 
requirements  as  Usted  in  NPR: 

1.  Several  definitions  were  revised  to 
correct  deficiencies  and  typographical 
errors  specifically  outlined  in  the  NPR. 

2.  The  May  29, 1990  NPR  hsted 
corrections  Massachusetts  needed  to 
make  to  310  CMR  7.24,  "organic 
material  storage  and  distribution,"  310 
CMR  7.18(8).  "solvent  metal 
de^sing"  and  310  CMR  7.18(11), 
"miscellaneous  metal  parts  and 
products  regulations."  Massachusetts 
made  changes  to  these  regulations  and 
submitted  mem  on  Jvme  7, 1991. 
Revisions  to  regulation  310  CMR  7.24, 
portions  of  310  CMR  7.18(8)  and 
portions  of  310  CMR  7.18(11)  are  being 
proposed  in  another  notice  since  the 
changes  submitted  on  June  7, 1991  were 
more  significant  than  those  required  by 
EPA  in  the  Federal  Register  on  May  29. 
1990. 

3.  Massachusetts  made  a  clarification 
to  310  CMR  7.18(2)(c).  Additionally, 
EPA  Usted  a  requirement  in  the  NPR 
stating  that  additional  language  was 
needMl,  which  specifically  said  that 
soiuces  applying  for  an  alternative 
RACT  would  be  subject  to  the 
imderlying  SIP  until  EPA  anproves  an 
alternative  RACT  for  that  soiree. 
Massachusetts  has  explained  that  no 
exemption  exists  in  the  regulations 
relieving  sources  bom  complying  with 
the  SIP,  therefore,  additional  language  is 
not  warranted.  EPA  accepts  this 
explanation  and  concurs  with  DEP's 
response. 

4.  An  addition  was  made  to  310  CMR 
7.18(2)(e)  to  include  monitoring 
requirements  for  emission  captxire  and 
control  equipment. 

5.  The  oennition  of  halogenated 
organic  compound  was  not  officially 
removed  from  the  submittal.  However, 
the  presence  of  this  definition  does  not 
afiect  the  enforceability  of  310  CMR 


7.18  because  no  regulations  referencing 
this  definition  have  been  submitted  as 
part  of  the  SIP.  Therefore,  EPA  is 
approving  this  definition. 

6.  The  typographical  error  in  310 
CMR  7.18(12)  was  corrected. 

7.  An  addition  was  made  to  310  CNtR 
7.18(3)(a).  (4)(a).  (5)(a).  (6)(a).  (10)(a). 
(14)(a),  (15)(a),  (16)(a)  and  (18)(a)  to 
include  the  language  "before 
application  of  air  pollution  control 
equipment." 

8.  A  change  was  made  to  310  CMR 
7.18(1 7)(a)  to  clarify  the  applicability  of 
the  regulation.  The  State  also  clarified 
310  CMR  7.18(17)(f),  so  that  any  RACT 
determination  made  pursuant  to  310 
CMR  7.18(17)(a)-(e)  must  be  approved 
by  EPA. 

A  more  detailed  description  of  these 
revisions  and  EPA's  rationale  for 
approving  them  was  provided  in  the 
NPR  and  will  not  be  restated  here.  For 
additional  details  of  each  portion  of 
Massachusetts'  regulations,  see  the 
Technical  Support  Document  prepared 
on  the  revision  available  at  the  locations 
Usted  in  the  ADDRESSES  section  of  this 
notice. 

Response  to  Public  Comments 

EPA  received  8  letters  of  pubUc 
comment:  7  letters  were  submitted  on 
NPR  pubUshed  on  Jxuie  1, 1987  on  the 
proposed  approval  of  the  generic  bubble 
rule  and  1  mter  on  the  NPR  published 
on  May  29, 1990.  Consequentially,  since 
Massachusetts  has  recognized  that  its 
generic  bubble  was  not  consistent  with 
EPA  guidance,  Massachusetts  has 
amended  its  generic  bubble  regulation 
so  that  no  additional  "bubbles"  wiU  be 
issued.  Accordingly,  EPA  has  not 
prepared  a  response  to  the  comments 
submitted  on  June  1, 1987  because  the 
State  revised  its  regulation  to  disallow 
emission  trading.  Furthermore,  the  letter 
submitted  on  the  May  29. 1990  NPR  by 
the  MA  DEP  will  be  addressed  when 
EPA  pubUshes  a  final  rulemaking  notice 
for  those  actions  proposed  on 
September  22, 1992  (57  FR  43651)  since 
that  letter  addresses  revisions  to 
Massachusetts'  regulations  which  were 
proposed  by  EPA  on  September  22. 
1992. 

Final  Action 

EPA  is  approving  the  SIP  revisions 
submitted  oy  the  Ck>mmonwealth  of 
Massachusetts  on  August  27, 1982,  June 
27. 1984,  March  6, 1985,  April  12, 1985, 
August  17. 1989.  and  portions  of  the  SIP 
revision  request  submitted  on  June  7. 
1991.  These  revisions  amend 
Massachusetts'  VOC  regulations.  For  the 
reasons  described  here  and  in  the 
Technical  Support  Document,  EPA  Is 
approving  the  additions  and/or 
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revisions  made  to  the  Massediusetts 
vex:  regulations. 

Under  the  Regulatory  Flexibility  Act. 
5  U.S.C  600  et  seq..  EPA  must  prepare 
a  legulatoiv  flexibility  analysis 
assessing  the  imfMct  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C  603 
and  604.  Alternatively.  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises,  and  government  entities 
with  jurisdiction  ovw  populations  of 
less  than  50.000. 

SIP  approvals  under  section  110  and 
subchapter  I,  part  D  of  the  CAA  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
State  is  already  imposing.  Therefore, 
because  the  Federal  SIP-approval  does 
not  impose  any  new  requirements,  I 
certify  that  it  does  not  have  a  significant 
impact  on  any  small  entities  affected. 
Moreover,  due  to  the  nature  of  the 
Federal-state  relationship  under  the 
CAA.  preparation  of  a  regulatory 
flexibility  analysis  would  constitute 
Federal  inquiry  into  the  economic 
reasonableness  of  state  action.  The  CAA 
forbids  EPA  to  base  ita  actions 
concerning  SIPs  on  stich  grounds. 
Union  Electric  Co.  v.  US.  E.PA..  427 
U.S.  246.  25&-66  (S.a.  1976);  42  U.S.C 
7410  (a)(2). 

In  addition,  although  portions  of  these 
submittals  preceded  the  date  of 
enactment  of  the  CAAA,  EPA  is 
approving  the  submittals  as  meeting 
part  of  the  requirements  of  section 
182(a)(2)(A)  of  the  amended  Act.  Areas 
designated  nonattainment  before 
enactment  of  the  Amendments  and 
which  retained  that  designation  and 
were  classified  as  marginal  or  above  as 
of  enactment  are  required  to  meet  the 
RACT  fix-up  requirement.  Under 
section  182(a)(2)(A).  thooe  areas  were 
required  by  May  15. 1991.  to  correct 
RACT  as  it  was  required  under 
preamended  section  172(b)  as  that 
requirement  was  interpreted  in 
preamendment  guidance.'  The  SIP  call 
letters  interpreted  that  guidance  and 
indicated  corrections  necessary  for 
specific  nonattainment  areas.  The  entire 
state  of  Massachusetts  is  classified  as  a 
serious,  ozone  nonattainment  area  and 
is.  therefore,  subject  to  the  RACT  fix-up 
requirement.  The  portions  of 


»  Among  othar  tttiagk  the  pteMnwiflnMinl 
guidanca  coosUU  of  dM  VOC  RACT  porttons  of  the 
Potl-S7  policy.  52  PR  49044  (No*.  24. 1967);  "Imum 
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Massachusetts'  revised  regidationa  that 
were  submitted  in  response  to  the  SIP 
call  letter,  therefore,  also  fulfill  part  of 
the  RACT  fix-up  requirement 

Because  Q>A  proposed  approval  of 
this  submittal  prior  to  enactment.  EPA 
did  not  propose  approval  based  on  the 
requirements  of  new  section 
182(a)(2KA).  However,  EPA  believes 
that  the  good  cause  exception  to  notice- 
and-comment  rulemaking  applies  and 
that  the  Agency,  therefore,  is  no* 
required  to  repropose  approval  of  the 
submittal  as  meeting  section 
182(a)(2)(A).  The  Agency's  action  oo  a 
SIP  or  SIP  elements  is  rulemaking  that 
is  subject  to  the  procedural 
requirements  of  the  Administrative 
Piticedure  Act  (APA).  Section  SS3(bKB) 
of  the  APA  provides  that  the  Agency 
need  not  provide  notice  and  an 
opportunity  for  comment  if  the  Agency 
for  good  cause  determines  that  notice 
and  comment  are  "impracticable, 
unnecessary,  or  contrary  to  the  public 
interest." 

Notice  and  comment  are 
impracticable  and  unnecessary  in  the 
present  circumstance.  Section 
182(a)(2)(A)  does  not  impose  new 
requirements  on  the  subject 
nonattainment  areas.  Rather,  section 
182(a)(2)(A)  codifies  the  corrections 
certain  nonattainment  areas  needed  to 
make  subject  to  the  EPA  SIP  call  letters 
issued  in  1987  and  1988.  Because  the 
Massachusetts  SIP  submittal  meets  the 
SIP  call  requirements  and.  therefore,  is 
consistent  tvith  the  applicable  pre- 
amendment guidance,  EPA  believes  that 
the  submittal  also  necessarily  meets  the 
requirements  of  section  182(a)(2)(A)  of 
the  amended  Act  In  EPA's  earlier 
proposed  approval  of  the  Massachusetts 
SIP.  EPA  provided  notice  and  an 
opportunity  for  comment  on  the 
consistency  of  the  state's  rules  with 
EPA's  pre-enactment  guidance.  Since 
notice  and  an  opportunity  for  comment 
have  been  provided  on  that  set  of  issues, 
and  section  182(a)(2XA)  does  not 
expand  those  requirements,  it  is 
unnecessary  10  repeat  that  process.  In 
addition,  it  is  impracticable  for  the 
Agency  to  take  such  action  because  in 
light  of  the  statutory  time  constraints  on 
acting  on  SIPs,  such  a  process  would 
divert  valuable  agency  resources  from 
action  on  the  large  number  of  SIPs 
addressing  new  substantive 
requirements. 

This  action  has  been  classified  as  a 
Table  2  action  by  the  Regional 
Administrator  under  \ba  procedures 
published  in  the  Federal  Register  on 
January  19. 1989  (54  FR  2214-2225). 

On  January  6. 1989,  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  2  and  Table  3  revisions  (54  FR 


2222)  from  the  reouirements  of  Section 
3  of  Executive  Order  12291  for  a  period 
of  two  years.  EPA  has  submitted  a 
request  for  a  permanent  waiver  for  Table 
2  and  Table  3  SIP  revisions.  OMB  has 
agreed  to  continue  the  temporary  waiver 
until  such  time  as  it  niles  on  EPA's 
request 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  foture 
request  for  revision  to  any  State 
implementation  plan.  Each  request  for 
revision  to  the  State  implementation 
plan  shall  be  considered  separately  in 
Ught  of  specific  technical,  economic 
and  environmental  foctors  and  in 
relation  to  relevant  statutory  and 
regulatory  requirements. 

Under  section  307(bMl)  of  die  CAA. 
petitions  for  judicial  review  of  this 
action  must  be  filed  in  the  United  States 
Court  of  Appeals  for  the  appropriate 
circuit  by  March  12. 1993.  Filing  a 
petition  for  reconsideration  by  the 
Administrator  of  this  final  rule  does  not 
affect  the  finality  of  this  rule  for  the 
purposes  of  judicial  review  nor  does  it 
extend  the  time  within  which  a  petition 
for  judicial  review  may  be  filed,  and 
shall  not  postpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
be  challenged  later  in  proceedings  to 
enforce  its  requirements  (See  section 
307(bK2).) 
List  of  Subjects  in  40  CFR  Part  52 

Air  pollution  control.  Hydrocarbons, 
Incorporation  by  reference. 
Intergovernmental  relations.  Ozone. 
Reporting  and  recordkeeping 
requirements. 

Note:  locorporatloa  by  reference  of  the 
State  Implementation  Plan  for  the 
Common%veaIth  of  Massachusetts  was 
approved  1^  the  Director  of  the  Federal 
Register  on  July  1, 1992. 

Dated:  November  12, 1992. 
luUeBelaga, 
Beghnal  Administralor,  Region  L 

Part  52  of  chapter  I.  tiUe  40  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

PART52— CAMENOEO] 

1.  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Subpart  W    MaiiwihtiMiWa 

Authority:  42  U.S.C.  7401-7671q. 

2.  Section  52.1120  i*  amended  by 
adding  paragraph  (cM93)  to  read  aa 
follows: 

152.1120   MenlMcallefiefplan.     - 

(c)  •  •  • 
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(93)  Revisions  to  the  State 
Implementation  Plan  submitted  by  the 
Massachusetts  Etopartment  of 
Environmental  Protection  on  August  27. 
1982.  June  27, 1984,  March  6. 1985, 
April  12, 1985,  August  17, 1989,  June  7, 
1991  and  December  17, 1991. 

(i)  Incorporation  by  reference. 

(A)  Letters  firom  the  Massachusetts 
Department  of  Environmental  Protection 
dated  August  27. 1982.  April  12, 1985, 
August  17, 1989.  and  June  7, 1991, 
submitting  revisions  to  the 
Massachusetts  State  Implementation 
Plan. 

OB)  Amendment  to  310  CMR  7.18(2)(b) 
submitted  on  August  27, 1982  and 
effective  on  September  16, 1982. 

(C)  Addition  of  310  CMR  7.00: 
Appendix  B  submitted  on  April  12, 
1965  and  efliactive  on  September  30, 
1984. 

(D)  Amendments  to  portions  of  310 
CMR  7.00  submitted  on  August  17, 1989 
and  effective  September  15. 1989. 


(E)  Amendments  to  portions  of  310 
CMR  7.00  submitted  on  June  7. 1901 
and  effective  on  April  12. 1991. 

(F)  Amendments  to  portions  of  310 
CMR  7.00  submitted  on  June  7, 1991 
and  effsctive  on  June  21, 1991. 

(ii)  Additional  materials. 

(A)  A  letter  from  the  Massachusetts 
Department  of  Environmental  Quality 
Engineering  dated  June  27, 1984 
submitting  310  CMR  7.00:  Appendix  B. 

(B)  A  letter  from  the  Massadiusetts 
Department  of  Environmental  Quality 
Engineering  dated  March  6, 1985 
submitting  additional  information  on 
310  CMR  7.00:  Appendix  B  and 
referencing  310  CMR  7.18(2)(b). 

(C)  A  letter  dated  December  17. 1991 
from  the  Massachusetts  Department  of 
Environmental  Protection  withdrawing 
the  emission  limit  for  the  Primer- 
surfacer  application  in  310  CMR 
7.18{7){b)  from  the  June  7, 1991 
submittal. 


(D)  Nonregulatoty  portions  of  state 
submittal. 

3.  In  §  52.1167  Table  52.1167  is 
amended  by  adding  new  entries  to 
existing  state  citations  for  "310  CMR 
7.00".  "310  CMR  7.18(3)".  "310  CMR 
7.18(4)".  "310  CMR  7.18(5)".  "310  CMR 
7.18(6)"."310  CMR  7.18(8)"."310  CMR 
7.18(9)".  "310  CMR  7.18(10)".  "310 
CMR  7.18(11)",  "310  CMR  7.18(12)", 
"310  CMR  7.18(13)".  "310  CMR 
7.18(14)".  "310  CMR  7.18(15)",  "310 
CMR  7.18(16)",  "310  CMR  7.18(17)",- 
and  "310  CMR  7.18(18)":  and  by  adding 
new  state  citations  for  "310  CMR 
7.02(12)",  "310  CMR  7.18(1)",  "310 
CMR  7.18(2)"  and  "310  CMR  7.00: 
Appendix  B"  to  read  as  follows: 


f52.1167    EPi 
regulationt. 


'A-approved  ItassechuMttt 


Table  52.1167.— EPA-Approved  Rules  and  Regulations 


stale  dtaUon         TMa/subiect  0«e^|^edby       oale  approved  t>y  EPA    ^*'^K?'**      52.1120(c)  Convi«««s^jnepprwed  secttone 


310  CMR 
7)00 


DeAnWons 


August  17. 1969:  June 
7.1991 


Januafy  11, 1993 


(tnseri  FR  dia- 
tion  from  pub- 
lished date). 


310  CMR 
7,02(12) 


U  Organic  Matertal    August  17. 1989 


January  11, 1993 


(Insed  FR  cita- 
Uon  from  put>- 
ishaddalB). 


31G 

CMR 

U  AppdcaMty  and 

August  17,  1989 

January  11. 1993 

pnMitFRcte- 

7 

18(1) 

Handing  Re- 
Qu^omonts 

^ 

■ 

Uon  fcom  put^ 
llst«ed  date). 

93  Approving  ttw  toUowitng  amended  or  ad- 
ditional definitions:  Application  area, 
asphalt.  automobUe,  bottom  fttng. 
bulk  terminal,  coaling  line(s).  commis- 
sioner, condensate,  continuous  com- 
pHarce.  crude  oil.  departntent  end 
sealing  compound,  exterior  t>ase  coat, 
extreme  erwirorvnental  corxJitions, 
flashoff  area,  freeboard  height 
freeboard  ratio,  halogenated  onganic 
compourtd,  bUertor  base  coal  kuertor 
body  spray,  knNe  ooaimg.  lease  cus- 
tody tianafer,  light  duty  tnjck.  manu- 
(acttMlng  plaint,  mlacaHaneous  metal 
parts  and  products,  overvamish,  paper 
surface  coating,  penetrating  prima 
coat  petroleum  liquids,  prime  coat, 
publicttlon  rotogravure  p<tnHng, 
quertch  area,  rafrtgecaled  chiHer,  Reld 
vapor  pressuTB,  id<  printing,  roll  coat- 
ing, single  coat.  soUds.  specialty  print- 
ing, splash  NWrtg,  standard  conditions. 
submerged  NNing,  three  piece  can  side 
seam  spray,  topcoat,  transfer  sMI- 
dency,  Mro  pleoe  can  exMitor  end 
coatirig,  vinyl  aurtaoa  coating,  volatile 
organic  coinpound,  waxy,  heavy  pour 
crude  oH.  The  definiUone  of  "coating 
appiicatton  system"  and  tHA  piantt 
and  terminer  have  been  deleted. 


93  310  CMR  7:02(12)  has  been  tecodmed 
and  rstocated  m  310  CMR  7^4,  "U 
Organic  Material  Storage  and  Oistrlxh 
tion."  Al  subsactlotw  and  reieronces 
m  310  CMR  7J0^^^^i  have  bean  i»- 
codWed  accordingly. 


03    Approval  of  310  CMR  CMR  7.18(1).  (a). 
(0,  (d)  and  (e). 
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StswdiaOon        VMiMui  ^JT^  Date  ijiprovwJ  by  EPA  cWrtlow  a*"*^; 


310  CMR         UComp(tanc6*«h     August  27. 1982;  Au-       January  11. 1993  '"^fllf?: 

'5.18(2,  EjrJstooLW..-        ^^^^^''^^'^  Si^SiT 


93    Approval  of  310  CMR  7.18(2),  (2Xa). 
(2)(b).  (2HC)  and  (2)(e). 


310  CMR         UMefaJFunmure       Aogu*  17. 1989;  June     January  11. 1993  •"^,^'=Siy 

7.18(3)  Sunace  coating         7.1991  S^^S^ 


93    Reptacemeni  oi  310  CMR  7.18(3). 


310  CMR 

7.18(4) 


U  Metal  Can  Sur-       August  17. 1989;  June     January  11. 1993 
lace  Coating  7. 1991 


[Insert  FR  ctta- 
iion  from  put>- 
usned  date]. 


93    Replacamant  o«  310  CMR  7.18(4). 


310  CMR         U  Large  Appliance     August  17. 1989;  June     January  11. 1993 
7.18(5)  Suftace  Coatmg        7. 1991 


[Insert  FR  dta- 
tton  from  pub- 
lished date]. 


M    Reptacenoem 0(310 CMR 7.18(5). 


310  CMR         U  Magnet  \WhBln-     August  17. 1989;  June     January  11. 1993  ''^,^'=^" 

7.18(8)    gs;"'^  '■''''  Ki^r" 


93    Replacement  o(  310  CMR  7.18(6). 


310  CMR 
7.18(8) 


U  Soiveni  Metal 
Degreasing 


August  17. 1968  January  11. 1993 


310  CMR         U  Cutback  Aspha     August  17. 1989  January  11. 1993 

7.18(9) 


[Insert  FR  cita- 
tion from  pub- 
lished date). 


(Insert  FR  cita- 
tion Irom  pub- 
Ishedd^e]. 


93    Appttwal  ol  310  CMR  7.18(8).  (8)(d), 
(8Kd)1..(8M*).(8)0«««(8)(fl)- 


93    Replacemanl  01310  CMR  7.18(9). 


40CFRPar 
[FRL-4507-1 

Rnal  Authc 
Waste  Man 


310  CMR         U  Metal  Co«  Coat-     August  17. 1989;  June     January  11. 1993 
7.10  mg  y.  i»i 


(Insert  FR  dta- 
Hontrompub- 
Isbeddatel. 


93    Repiacament  ol  310  CMR  7.18(10). 


310  CMR        U  Surface  Coaflng     August  17. 1989 
7.18(11)  of  Mtocelaneous 

Metal  Parts  and 
Products 


January  11. 1993 


(Insert  FR  dta- 
ltonfrompub- 
lahaddata). 


93    Approval  of  310  CMR  7.18(11).  (11X14. 
(11)(c).(11K<J)«nO(11X«)- 


310CMR         UGr^)f*!Arts  August  17. 1989;  June     January  11, 1983 

7.18(12)  7. 1901 


(Insert  FR  cita- 
tion from  pub- 
lished dale). 


03    Replac8me(«  of  310  CMR  7.18(12). 


310  CMR         U  Dry  Cleaning 
7.18(13)  Systarns- 

Parclwiof'alh)^ 


August  17. 1969 


January  11. 1993 


imaart  FR  dta- 
Monfrompub- 
Mtaddaia). 


83  Approval  of  310  CMR  7.18(13),  (13Mc). 
(i3Xd)  and  (i3Xe).  310  CMR 
7.18(l3Xa)  8.  has  I 


310  CMR         UPioerSurtaca       August  17.  I960:  June     January  11. 1903  •'^S-'1?lL 

7.18(14)  Coaling  7.1991  «onlrompU)- 


«3    Replacement  of  310  CMR  7.18(14). 


310  CMR         U  Fabric  Surlaca 
7.18(15)  Coaling 


August  17, 1900:  June     January  11. 1903 

7,ioai 


[tnseftFRdla- 
tlontrompub- 
lahoddaie). 


93    Replacameni  of  310  CMR  7.18(16). 


UMI 


310  CMR        U  vmyl  Surface 
7 16(16)  Coaang 


August  17, 1089;  June    January  11, 1883 
7,1981 


(Insert  FR  dla- 
Hon  from  pu^ 
Isheddaiel. 


93    Rapl«»m«nl  of  310  CMR  7.18(16). 
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StntedUMon        TMataAiacI  OmBS^nmabf       Date  •«)*«(«»  by  EPA    '^*'*^fcn°**'"      52.1120(c)  CammanlMiMppnwwt 


310  CMR         UReesonabto  August  17, 1969;  June     Januaiy  11, 1993 

7.18(17)  AMlabie  Control       7,1901 

Ta 


PntanFRcta- 
MonfRMputh 


93    AppioMrf  o(  310  CMR  7.18(17).  (ITKa), 
(iTKb).  (17X0.  {VrW.  (i7Xe>  and 


310  CMR         UPotyatyrarw  AuguM  17. 1988;  Jun»^    Janutfy  11. 1983 

7.18(18)  Rasin  Manufao-  7, 1991 

turtngTodt- 
nology 


310  CMR         AKomttIv*  Emit-       Aprt  12. 1965;  August     January  11, 1993 
7.00:  Ap-  tlon  Umtaltona  17,1968 

pandixB  (Bubble)  for 

VoMHe  Organic 
I  Compounda 


[laaail  FR  cMth 
Hon  liom  pub- 
lihed  data). 


llnaartFRdHh 
Hon  from  pub- 
Hatwddaie). 


93 


01310  CMR  7.18(18). 


83    Ad(Monof310CMR7jOO:Appandb(& 


[FR  Doc.  93-534  Filed  l-»-93;  8:45  am) 
BIUJNQ  C006  KtO-BO-H 


40  CFR  Part  272 
[FRL-4507-1] 

Rnal  Authorization  of  State  Hazardoua 
Waate  Management  Program:  Missouri 

AGENCY:  EnvircHunental  Protection 

Agency  (EPA). 

AClXm:  Immediate  final  rule. 

SUMMARY:  The  Resource  (Conservation 
and  Recovery  Act  of  1976.  as  amended 
(RCRA).  provides  for  the  U.S. 
Environmental  Protection  Agency  (EPA) 
to  grant  authorization  to  State  agencies 
to  operate  their  hazardous  waste 
management  programs  in  lieu  of  the 
Federal  program.  The  State  of  Missouri 
has  applied  for  authorization  of 
revisions  to  its  previously  authcmzed 
hazardous  waste  management  program 
under  RCRA.  EPA  has  reviewed 
Missouri's  application  and  has  made  a 
decision,  subject  to  public  review  and 
comment,  that  Missouri's  hazardous 
waste  management  program  revision 
satisfies  all  of  the  requirements 
necessary  to  qualify  for  final 
authorization.  Thus.  EPA  is  approving 
Missouri's  hazardous  waste 
management  program  revisions. 
DATES:  Final  authorization  for  the 
Missouri  program  revisions  shall  be 
effective  March  12, 1993,  unless  EPA 
publishes  a  prior  Federal  Register 
action  withdrawing  this  immediate  final 
rule.  All  comments  on  Missouri's 
program  revision  application  must  be 
received  by  the  close  of  business 
February  10, 1993.  The  incorporation  by 
reference  of  certain  Missouri  statutes 
and  regulations  was  approved  by  the 


Director  of  the  Federal  Register  as  of 
March  12. 1993,  in  accordance  with  5 
U.S.C.  552(a)  and  1  CFR  part  51. 
ADDRESSES:  (Dopies  of  Missouri's 
program  revision  application  are 
available  for  inspection  and  copying 
during  normal  business  hours  at  the 
following  addresses:  Hazardous  Waste 
Program,  Missouri  Department  of 
Natural  Resoiuces,  Jefferson  Building. 
205  Jefferson  Street,  Jefferson  City, 
Missouri  65102.  Phone:  314-751-3176; 
U.S.  EPA  Region  VII  library.  726 
Minnesota  Avmiue,  Kansas  City,  Kansas 
66101,  Phone:  913-551-7241.  Written 
comments  should  be  sent  to  Gary 
Bertram,  U.S.  EPA  Region  VII,  RCRA 
Branch,  726  Minnesota  Avenue.  Kansas 
City,  Kansas  66101. 
FOR  FURTHER  MFORMATION  CONTACT:  Gary 

Bertram,  U.S.  EPA  Region  VII,  ROIA 
Branch,  726  Minnesota  Avenue,  Kansas 
City,  Kansas  66101;  913-551-7533. 

SUPPtEMENTARY  INFORMATION: 

A.  Background 

Authorization  Process 

Section  3006  of  RC31A,  42  U.S.C  6926 
et  seq.,  allows  EPA  to  authorize  State 
hazardous  waste  management  programs 
to  operate  in  the  states  in  lieu  of  the 
Federal  hazardous  waste  program.  This 
is  done  when  a  state  submits  to  EPA  a 
request  for  authorization  demonstrating 
that  the  state  program  is  equivalent  to 
the  Federal  program. 

In  addition,  as  an  interim  measure, 
the  Hazardous  and  Solid  Waste 
Amendments  of  1984  (Pub.  L.  96-616. 
November  8. 1984,  hereinafter  referred 
to  as  "HSWA")  allows  States  to  revise 
their  programs  to  become  substantially 
equivalent  instead  of  equivalent  to 
RCRA  requirements  promulgated  under 


HSWA  authority.  States  exercising  the 
latter  option  receive  "interim 
authorization"  for  the  HSWA 
requirements  under  section  3006(g)  of 
RCRA.  42  U.S.C  6g26(g],  and  later 
apply  for  final  authorization  for  the 
HSWA  requirements. 

Revisions  to  State  hazardous  waste 
programs  are  necessary  whenever 
Federal  or  State  statutory  or  regulatory 
authority  is  modified  or  when  certain 
other  changes  occur.  This  is  because 
states  with  final  authorization  under 
section  3006(b)  of  RCXA  have 
continuing  obligations  to  maintain  state 
programs  that  are  equivalent  to, 
consistent  with,  and  no  less  stringent 
than  the  Federal  hazardous  waste 
management  program.  Most  commonly. 
State  program  revisions  are  necessitated 
by  changes  to  D>A'8  regulations  in  40 
CFR  parts  260-266  and  124  and  270  that 
require  corresponding  dianges  in  the 
state  program  in  order  for  the  state  to 
maintain  its  authorization. 

EPA  Approval  of  State  Programs 

EPA  codifies  its  approval  of  State 
programs  in  part  272  of  title  40,  (Code  of 
Federal  Regulations  (C7R)  and 
incorporates  by  refermce  in  part  272  the 
State  statutes  and  regulations  that  EPA 
will  enforce  under  section  3008,  3013 
and  7003  of  RCRA.  The  purpose  of 
incorporation  by  refisrence  is  to  provide 
clear  notice  to  the  public  of  the  scope 
of  the  authorized  program  in  eadi  State. 
Such  notice  is  particularlv  Important  In 
view  of  the  HSWA  amendments  and  the 
changes  in  authorized  State  programs 
required  to  reflect  these  new  Federal 
requirements.  By  incorporating  by 
reference  authorized  State  programs  and 
by  amending  the  Code  of  Federal 
Regulations  whenever  a  new  or  diffiarent 
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set  of  requirements  is  authorized,  the 
status  of  federally  approved 
requirements  in  each  State  will  be 
readily  discernible.  Thus.  EPA  is  today 
incorporating  by  reference  the  Missouri 
authorized  program  in  40  CFR  part  272. 
(See  50  FR  28702.  July  15. 19B5.  for  a 
full  discussion  of  the  codification 
process.  For  further  information,  contact 
EPA  Office  of  Solid  Waste.  State  & 
Regional  Programs  Branch,  401  M    . 
Street.  SW..  Washington.  DC  20460. 
Mail  Code  5303W.) 

The  Agency  will  only  incorporate  by 
reference  for  enforcement  purposes 
those  provisions  of  the  Missouri 
hazardous  waste  management  program 
for  which  authorization  approval  has 
been  granted  by  EPA.  Concerning 
HSWA,  some  state  requirements  may  be 
similar  to  HSWA  requirements  that  are 
in  effect  under  Federal  statutory 
authority  in  that  state.  However,  a 
state's  HSWA-type  requirements  are  not 
authorized  and  will  not  be  included  in 
the  CFR  until  the  Regional 
Administrator  publishes  his  final 
decision  to  authorize  the  state  for 
specific  HSWA  reauirements.  Until 
such  time.  EPA  will  enforce  the  HSWA 
requirements  and  not  the  state 
analogues. 

B.  Missouri 

On  November  20.  1985,  EPA 
published  a  Federal  Register  notice 
announcing  its  decision  to  grant  final 
authorization  for  the  RCRA  base 
program  to  the  State  of  Missouri  (50  FR 
47740).  EPA's  decision  to  grant 
authorization  for  revisions  to  the 
Missouri  hazardous  waste  program  was 
published  on  February  27. 1989  (54  FR 
8190). 

As  noted  above,  a  State  with  final 
authorization  has  a  continuing 
obligation  to  maintain  a  hazardous 
waste  program  that  is  equivalent  to. 
consistent  with,  and  no  less  stringent 
that  the  Federal  hazardous  waste 
program.  To  meet  its  obligation, 
Missouri  submitted  a  request  for 
additional  program  approvals.  The 
Missouri  request  was  submitted  to  EPA 
on  March  8, 1991.  The  State  is  seeking 
approval  of  its  program  revision  in 
accordance  with  40  CFR  271.21(b)(3). 

EPA  has  reviewed  Missouri's 
application,  and  determined  that 
Missouri's  hazardous  waste  program 
revision  satisfies  all  of  the  requirements 
necessary  to  qualify  for  final 
authorization.  Consequently.  EPA  is 
granting  final  authorization  for  the 
additional  program  modifications  to 
Missouri.  Today's  decision  is  being 
published  as  an  "immediate  final"  rule 
in  accordance  with  the  provisions  of  40 
CFR  271.21  (b)(3).  The  public  may 


submit  written  comments  on  this 
immediate  final  decision  until  the  date 
noted  in  the  "DATES  "  section  of  this 
document.  Approval  of  Missouri's 
program  revision  shall  become  effective 
60  days  from  today  unless  an  adverse 
written  comment  pertaining  to  the 
State's  revision  discussed  in  this  notice 
is  received  by  the  end  of  the  comment 
period.  If  an  adverse  comment  is 
received.  EPA  will  publish  either  (1)  a 
withdrawal  of  the  immediate  final 
decision,  or  (2)  a  notice  containing  a 
response  to  comment  which  either 
affirms  that  the  immediate  final 
decision  takes  effect  or  reverses  the 
decision. 

The  State  has  adopted  and  applied  for 
authorization  of  the  program  provisions. 
For  a  full  discussion  of  each  of  the 
provisions,  the  reader  is  referred  to  the 
Federal  Register  promulgation  of  that 
provision.  The  provisions  are: 
Radioactive  Mixed  Waste  (July  3. 1986. 

51  FR  24504),  Standards  for  Hazardous 
Waste  Storage  and  Treatment  Tank 
Systems  (July  14. 1986),  Revised  Manual 
SW-846  (March  16, 1987).  Closure/Post- 
Closure  Care  for  Interim  Status  Surface 
Impoundments  (March  19, 1987,  52  FR 
8704),  Definition  of  Solid  Waste  (June  5, 
1987,  52  FR  21306).  Amendments  to 
Part  B  Information  Requirements  for 
Land  Disposal  Facilities  (June  22. 1987, 

52  FR  23447),  List  (Phase  1)  of 
Hazardous  Constituents  for  Ground- 
Water  Monitoring  Quly  9. 1987.  52  FR 
25942).  Identification  and  Listing  of  ' 
Hazardous  Waste  (July  10, 1987,  52  FR 
26012),  Liability  Requirements  for 
Hazardous  Waste  Facilities;  Corporate 
Guarantee  (November  18, 1987,  52  FR 
44314).  Hazardous  Waste  Miscellaneous 
Units  (December  10, 1987,  52  FR 
46946),  Technical  Correction; 
Identification  and  Listing  of  Hazardous 
Waste  (April  22. 1988,  53  FR  13382), 
Identification  and  Listing  of  Hazardous 
Waste;  Treatability  Studies  Sample 
ExempUon  (July  19, 1988,  53  FR  27290), 
Hazardous  Waste  Management  System; 
Standards  for  Hazardous  Waste  Storage 
and  Treatment  Tank  Systems 
(September  2. 1988,  53  FR  34079). 
Identification  and  Listing  of  Hazardous 
Waste;  and  Designation,  Reportable 
Quantities,  and  Notification  (September 
13. 1988.  53  FR  35412).  Statistical 
Methods  for  Evaluating  Ground-Water 
Monitoring  Data  from  Hazardous  Waste 
Facilities  (October  11. 1988,  53  FR 
39720),  Identification  and  Listing  of 
Hazardous  Waste;  Removal  of  Iron 
Dextran  from  the  List  of  Hazardous 
Wastes  (October  31. 1988. 53  FR  43878). 
Identification  and  Listing  of  Hazardous 
Waste:  Removal  of  Strontium  Sulfide 
from  the  List  of  Hazardous  Wastes 


(October  31. 1988.  53  FR  43881). 
Hazardous  Waste  Miscellaneous  Units; 
Standards  Applicable  to  Owners  and 
Operators  (January  8. 1989,  54  FR  615), 
Amendment  to  Requirements  for 
Hazardous  Waste  Incinerator  Permits 
(January  30, 1989,  54  FR  4286),  and 
Changes  to  Interim  Statiis  Facilities  for 
Hazardous  Waste  Management  Permits; 
Modifications  of  Hazardfous  Waste 
Management  Permits;  Procedures  for 
Post-Closure  Permitting  (March  7. 1989. 
54  FR  9596). 

In  addition  to  the  seventeen  non- 
HSWA  provisions,  the  State  has  adopted 
and  requested  authorization  for  the 
following  HSWA  provisions:  HSWA 
Codification  Rule  (With  the  exception  of 
Delisting  and  Corrective  Action)  (July 
15, 1985.  50  FR  28702),  Burning  of 
Waste  Fuel  and  Used  Oil  Fuel  in  Boilers 
and  Industrial  Furnaces  (November  29, 

1985,  50  FR  49164).  Listing  of  Spent 
Solvents  (December  31. 1985,  51  FR 
2702),  Generators  of  100  to  1000  kg 
Hazardous  Waste  (March  24, 1986.  51 
FR  10146),  Codification  Rule.  Technical 
Correction  (May  28, 1986.  51  FR  19176). 
Biennial  Report;  Correction  (August  8, 

1986.  51  FR  28556).  Exports  of 
Hazardous  Waste  (August  8. 1986,  51  FR 
28664),  Standards  for  Generators- 
Waste  Minimization  Certifications 
(October  1. 1986.  51  FR  35190).  Usting 
of  EBDC  (October  24. 1986.  51  FR 
37725).  Land  Disposal  Restrictions 
(November  7. 1986,  51  FR  4Q572), 
HSWA  Codification  Rule  2  (With  the 
exception  of  Corrective  Action  for 
Injection  Wells)  (December  1. 1987.  52 
FR  45788),  and  Identification  and 
Listing  of  Hazardous  Waste;  Technical 
Correction  Quly  19, 1988,  53  FR  27162). 

EPA  has  reviewed  the  State  program 
in  light  of  current  and  proposeid 
activities  and  has  determined  that 
authorizing  these  new  provisions  will 
not  have  a  profound  effect  on  the  ability 
of  the  State  to  carry  out  the  program. 

"The  State  requested  authorization  for 
Direct  Action  Against  Insurers 
(November  8, 1984,  HSWA  section 
3004  (t)),  however.  EPA  has  determined 
this  to  be  a  non-delegable  authority. 
Reference  to  this  provision  remains  in 
the  State  Authorization  Request, 
however,  authorization  for  the  provision 
is  not  granted. 

The  State  is  not  oirrently  requesting 
Corrective  Action  authority.  Any 
reference  to  Corrective  Action  in  the 
State  Authorization  Request  is  not 
authorized  by  this  notice. 

The  State  will  assume  lead 
responsibility  for  issuing  permits  for 
those  program  areas  authorized  today. 
For  those  HSWA  provisions  for  which 
the  State  is  not  authorized,  EPA  will 
retain  lead  responsibility.  For  those 
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permits  which  will  now  change  to  State 
lead  from  EPA,  EPA  will  transfer  copies 
of  any  pending  applications,  completed 
permits  or  pertinent  file  information  to 
the  State  within  thirty  days.  EPA  will  be 
responsible  for  enforcing  the  terms  and 
conditions  of  federally  issued  permits 
while  they  remain  in  force.  EPA  will 
also  be  responsible  for  enforcing  the 
terms  and  conditions  of  ROIA  permits 
regarding  HSWA  provisions  that  the 
State  does  not  have  the  authority  to 
address.  The  State  has  agreed  to  review 
all  State  issued  permits  and  to  modify 
or  reissue  them  as  necessary  to  require 
compliance  with  the  ciirrently  approved 
Stptn  law  and  regulations.  When  the 
State  reissues  federally  issued  permits 
as  State  permits,  EPA  will  rely  on  the 
State  to  enforce  them,  with  the 
exception  of  those  HSWA  provisions 
not  yet  authorized. 

C.  Decision 

I  conclude  that  Missouri's  application 
for  program  revisions  meets  all  of  the 
statutory  and  regulatory  requirements 
established  by  RCRA.  Accordingly, 
Missouri  is  granted  final  authorization 
to  operate  its  hazardous  waste 
management  program,  as  revised. 
Missouri  now  has  responsibility  for  the 
permitting  of  treatment,  storage  and 
disposal  facilities  within  its  borders  and 
carrying  out  other  aspects  of  the  RCRA 
program,  subject  to  the  limitation  of  its 
revised  program  application  and 
previously  approved  authorities. 
Missouri  also  has  primary  enforcement 
responsibilities,  although  EPA  retains 
the  right  to  conduct  inspections  under 
sections  3007,  3013,  and  7003  of  RCRA. 

D.  Missouri  Authorized  Hazardous 
Waste  Program 

As  noted  above,  EPA  is  incorporating 
by  reference  for  enforcement  purposes 
those  provisions  of  the  Missouri 
hazardous  waste  management  program 
for  which  authorization  approval  has 
been  granted  by  EPA. 

The  Missouri  authorized  hazardous 
waste  program  is  incorporated  by 
reference  in  subpart  AA  to  part  272  title 
40  of  the  CFR.  The  State  statutes  and 
regulations  are  incorporated  by 
reference  at  §  272.1301(a)  and  the 
Memorandum  of  Agreement,  the 
Attorney  General's  Statement  and  the 
Program  Description  are  referenced  at 
§  272.1301(b),  (c)  and  (d),  respectively. 

The  Agency  retains  the  authority 
under  sections  3008,  3013  and  7003  of 
RCRA  to  undertake  enforcement  actions 
in  authorized  states.  With  respect  to 
such  an  enforcement  action,  the  Agency 
will  rely  on  Federal  sanctions,  Federal 
inspection  authorities  and  the  Federal 
Administrative  Procedure  Act  rather 


than  the  State  authorized  analogues  to 
these  requirements.  Therefore,  the 
Agency  does  not  intend  to  codify  for 
purposes  of  enforcement  such 
particular,  authorized  Missouri 
enforcement  authorities.  S^tion 
272.1301(a)  lists  those  Missouri 
authorities  that  are  part  of  the 
authorized  program  but  are  not  codified. 
The  pubUc  also  needs  to  be  aware  that 
some  provisions  of  the  State's  hazardous 
waste  management  program  are  not  part 
of  the  Federally  authorized  State 
program.  These  non-authorized 
provisions  are  not  part  of  the  RCRA 
subtitle  C  program  because  they  are 
"broader  in  scope"  than  RCRA  subtitle 
C.  As  a  result.  State  provisions  which 
are  "broader  in  scope"  than  the  Federal 
program  are  not  incorporated  by 
reference  for  purposes  of  enforcement  in 
part  272.  Section  272.1301(a)  Hsts  for 
reference  and  clarity  the  statutory  and 
regulatory  provisions  which  are 
"broader  in  scope"  than  the  Federal 
program  and  which  are  therefore  not 
part  of  the  authorized  program  being 
incorporated  by  reference.  "Broader  in 
scope"  provisions  will  not  be  enforced 
by  EPA;  the  State,  however,  will 
continue  to  enforce  such  provisions. 

E.  HSWA  Provisions 

As  noted  above,  the  Agency  is  not 
amending  part  272  to  include  many 
HSWA  requirements  and  prohibitions 
that  are  immediately  effective  in  all 
States.  Section  3006(g)  of  RCRA 
provides  that  any  requirement  or 
prohibition  of  HSWA  (including 
implementing  regulations)  takes  effect 
in  authorized  states  at  the  same  time 
that  it  takes  effect  in  non-authorized 
states.  Thus,  EPA  has  immediate 
authority  to  implement  a  HSWA 
requirement  or  prohibition  once  it  is 
effective.  A  HSWA  requirement  or 
prohibition  supersedes  any  less 
stringent  or  inconsistent  State  provision 
which  may  have  been  previously 
authorized  by  EPA.  (See  50  FR  28702. 
July  15. 1985.)  Because  of  the  vast 
number  of  HSWA  statutory  and 
regulatory  requirements  taking  effect 
over  the  next  few  years,  EPA  expects 
that  many  previously  authorized  and 
incorporated  by  reference  State 
provisions  will  be  affected.  The  States 
are  required  to  revise  their  program  to 
adopt  the  HSWA  requirements  and 
prohibitions  by  the  deadlines  set  forth 
in  40  CFR  271.21.  and  then  to  seek 
authorization  for  those  revisions 
pursuant  to  part  271.  EPA  expects  that     ' 
the  States  will  be  modifying  their 
program  substantially  and  repeatedly. 
Instead  of  amending  part  272  every  time 
a  new  HSWA  provision  takes  affect 
under  the  authority  of  RCRA  section 


3006(g),  EPA  will  wait  until  the  state 
receives  authorization  for  its  analog  to 
the  new  HSWA  provision  before 
amending  the  state's  part  272 
incorporation  by  reference.  In  the 
interim,  persons  wanting  to  know 
whether  a  HSWA  requirement  or 
prohibition  is  in  effiact  should  refer  to  40 
CFR  271. l(j),  as  amended,  which  lists 
each  such  provision. 

The  incorporation  by  reference  of 
State  authorized  programs  in  the  CFR 
should  substantially  enhance  the 
public's  ability  to  discern  the  current 
status  of  the  authorized  State  program 
and  clarify  the  extent  of  Federal 
enforcement  authority.  This  will  be 
particularly  true  as  more  State  program 
revisions  to  adopt  HSWA  provisions  are 
authorized. 

Certification  Under  the  Regulatory 
Flexibility  Act 

Pursuant  to  the  provisions  of  4  U.S.C. 
605(b).  I  hereby  certify  that  this 
authorization  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  This 
authorization  effectively  suspends  the 
applicability  of  certain  Federal 
regulations  in  favor  of  Missouri's 
program,  thereby  eliminating 
duplicative  requirements  for  handlers  of 
hazardous  waste  in  the  State.  It  does  not 
impose  any  new  burdens  on  small 
entities.  This  rule,  therefore,  does  not 
require  a  regulatory  flexibility  analysis. 

Compliance  With  Executive  Order 
12291 

The  Office  of  Management  and  Budget 
has  exempted  this  rule  from  the 
requirements  of  Section  3  of  Executive 
Order  12291. 

List  of  Subjects  in  40  CFR  Part  272 

Administrative  practice  and 
procedure.  Confidential  business 
information.  Hazardous  waste. 
Hazardous  waste  transportation. 
Incorporation  by  reference. 
Intergovernmental  relations.  Penalties. 
Reporting  and  recordkeeping 
requirements. 

Dated:  August  31, 1992. 
Morris  Kay. 

Regional  Administrator. 

For  the  reasons  set  forth  in  the 
preamble.  40  CFR  part  272  is  amended 
as  follows: 

PART  272— APPROVED  STATE 
HAZARDOUS  WASTE  MANAGEMENT 
PROGRAMS 

1.  The  authority  citation  for  part  272 
continues  to  read  as  follows: 

Authority:  Sees.  2002(a),  3006,  and  7004(b) 
of  the  Solid  Waste  Disposal  Act,  as  amended 
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by  the  Resource  Conservation  and  Recovery 
Act.  as  amended.  42  U.S.C  6912(a),  6926, 
and  6974(b). 

2.  Section  272.1  is  revised  to  read  as 
follows: 

1272.1    Purpose  and  scope. 

This  part  sets  forth  the  applicable 
State  hazardous  waste  management 
programs  under  section  3006(b)  of  the 
Resource  Conservation  and  Recovery 
Act  (RCRA).  42  U.S.C  6926.  and  40  CFR 
260.10.  "State"  is  defined  in  42  U.S.C 
1004(31)  as  "any  of  the  several  States, 
the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the 
Virgin  Islands,  Guam,  American  Samoa, 
and  the  Commonwealth  of  the  Northern 
Mariana  Islands." 

3.  Section  272.2  is  added  to  read  as 
follows: 

f  272.2    Incorporation  by  reference. 

Material  listed  as  incorporated  by 
reference  in  part  272  was  approved  for 
incorporation  by  reference  by  the 
Director  of  the  Federal  Register  in 
accordance  with  5  U.S.C  552(a)  and  1 
CFR  part  51.  Material  is  incorporated  as 
it  exists  on  the  date  of  the  approval,  and 
notice  of  any  change  in  the  material  will 
be  published  in  the  Federal  Register. 
Copies  may  be  obtained  or  inspected  at 
EPA  Waste  Management  Rules  Docket, 
401  M  Street,  SW..  Washington.  DC 
20460  and  at  the  appropriate  EPA 
Regional  Office.  Ck>pies  may  be 
inspected  at  the  Office  of  the  Federal 
Register.  800  North  Capitol  Street.  NW., 
suite  700,  Washington.  DC.  For  an 
informational  listing  of  the  State  and 
local  requirements  incorporated  in  part 
272.  see  appendix  A  to  this  part. 

4.  Section  272.1301  is  amended  by 
revising  the  introductory  text  and 
paragraphs  (a),  (b)  and  (c)(2)  to  read  as 
follows: 

f  272. 1 301    Stat».adfninister«d  program; 
Final  authorization. 

Pursuant  to  section  3006(b)  of  RCRA. 
42  U.S.C.  6926(b).  Missouri  has  final 
authorization  for  the  following  elements 
as  submitted  to  EPA  in  Missouri's 
program  application  for  final 
authorization  which  was  approved  on 
November  20. 1985.  Subsequent 
program  revision  applications  were 
approved  on  February  27. 1989.  and 
March  12. 1992.  Copies  may  be  obtained 
from  the  Hazardous  Waste  Program, 
Missouri  Department  of  Natural 
Resources.  P.O.  Box  176.  Jefferson  City, 
Missouri  65102. 

(a)  State  statutes  and  regulations.  (1) 
The  Missouri  statutes  and  regulations 
cited  in  this  paragraph  are  incorporated 
by  reference  as  part  of  the  hazardous 
waste  management  program  under 


subtitle  C  of  RCRA,  42  U.S.C  6921  et 

(ij  Missouri  Statutory  Requirements 
Applicable  to  the  Hazardous  Waste 
Management  Program,  1990. 

(ii)  Missouri  R^ulatory  Requirements 
Applicable  to  the  Hazardous  Waste 
Management  Program,  December  31, 

1990. 

(2)  The  following  statutes  and 
regulations,  although  not  incorporated 
by  reference  for  enforcement  purposes, 
are  part  of  the  authorized  State  program. 
The  statutory  provisions  include: 
260.360(4),  260.360(20}-260.377, 
260.393-260.394.  260.400.  260.410- 
260.420.  260.425-260.430.  The 
regulatory  provisions  include 
3.260(1)(A)24-3.260(1)(A)25, 
3.260(1)(B)-3.260(1)(D).4.261(2)P)3. 
5.262(2)(B)2.  5.262(2)(a2.  5.262(2)(D)1, 
6.263(2)(A)10.D-6.263(2)(A)10.I, 
6.263(2)(D)3,  7.264(2)(B)1.  7.265(2)(B), 
7.266(2)(E>-7.266(2){E)3.  7.268(2)(A)1, 
7.268(2)(A)3.  7.268(2)(E).  7.270(2)(B)12- 
7.270(2)(B)13,  7.270(2)(B)18. 
7.270(2)(C)1.D.  7.270(2)(C)3, 
7.270(2)(D}4. 

(3)  The  following  statutory  and 
regulatory  provisions  are  broader  in 
scope  than  the  Federal  program,  and  are 
not  part  of  the  authorized  State  program. 
The  statutory  provisions  include: 
260.360(13),  260.379,  260.380-1.(10), 
260.385(1).  260.390(8).  260.391. 
260.395-1-260.295-5.260.395-7.(5)- 
260.395-7.(6).  260.396.  260.405, 
260.423-260.424.  260.431-260.434.  The 
regulatory  provisions  include: 
3.260(1)(A)21.  4.261(2)(A)6- 
4.261(2)(D)2.  5.262(2)(I).  6.263(2)(A)3- 
6.263(2)(A)4,  7.264(2)(P),  7.266(2)(C)- 
7.266(2)(D),  7.266(2)(E)4-7.266(2)(G). 
7.270(2)(B)7-7.270(2)(B)8, 
7.270(2)(B)10,  7.270(2)(C)1J\. 
7.270(2)(H).  ^ 

(b)  Memorandum  ofAffwment.  The 
Memorandum  of  Agreement  between 
EPA  Region  VII  and  the  Missouri 
Department  of  Natural  Resources, 
signed  by  the  EPA  Regional 
Administrator  on  August  30, 1988,  and 
the  subsequent  Agreement  signed  on 
August  31, 1992  are  referenced  as  part 
of  the  authorized  hazardous  waste 
management  program  under  subtitle  C 
of  RCRA,  42  U.S.C  6921  et  seq. 

(2)  "Attorney  Generars  Statement  for 
Final  Authorization  of  Changes  to  the 
Federal  RCRA  Program,"  signed  by  the 
delegated  Assistant  Attorney  General  of 
Missouri  on  December  1, 1987.  and  the 
subsequent  Statement  signed  on 
February  28, 1992,  are  referenced  as  part 
of  the  authorized  hazardous  waste 
management  pit^ram  under  subtitle  C 
of  RCRA:  42  U.S.C  6921  et  seq. 


5.  Appendix  A  to  part  272  is  added 
to  read  as  follows: 

Appendix  A  to  ?ait  272 

The  {oUowing  is  an  informational  listing  of 
the  State  and  local  requirements  incorporated 
in  part  272  of  the  Code  of  Federal 
Regulations: 

The  statutory  provisions  Include:  260.350- 
260.360(3),  260.360{5)-260.360(12). 
260.360(14)-260.360(19).  260.380-1.- 
260.380-1.(9).  260.380-2.,  260.385(2>- 
260.390(7).  260.390(9),  260.39S-6.-260.395- 
7.(4).  260.395-7.(7>-260.395-18. 

The  regulatory  provisions  include:  3.260- 
3.260(1)(A)20,3.260(1KA)22-3.260(1)(A)23, 
3.260(2).  4.261-4.261(2MA)5,  5.262- 
5.262{2)(B)1..5.262(2MB)3.-5.262(2)(qi.. 
5.262(2)(C)2.A.-5.262(2)(D),5.262(2)P)2.- 

5.262t2){H),  6.263-6.263(2)(A)2.. 
6.263(2)(A)5.-6.263(2)(A)10.C.6.263(2)(B)- 
6.263(2)(D)2..  7.264-7.264(2)(A)2.. 
7.264(2)(B)2.-7.284(2)(0).  7.264(2)(X),  7.265- 
7.265(2)(A).  7.265(2)(E)-7.265(2KK).  7.266- 
7.266(2).  7.268-7.268(2).  7.268(2)(A).. 
7.268(2){A)4.-7.268(2)(Q.  7.27(>- 
7.270(2)(B)6..  7.270(2)(B)9.,  7.270(2)(B)11.. 
7.270(2XB)14.-7.270(2KB)17.,7.270(2MC)- 
7.270(2KC)1..7.270(2)(C)l.B.-7.27O(2)(ai.C.. 
7.270(2)(C)2.-7.270(2)(C)2.C.7.270(2)(C)2.E.. 
7.270(2)(D}-7.270(2)(D)3.,7.270(2)(E)- 
7.270(2)(G). 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Part  571 
[Docket  No.  87-«:  Notfee  S] 
RtN  2127-ADe4 

Federal  Motor  Vehicle  Safety 
Standards  Lantps,  Reflective  Devices, 
and  Associated  Equipment 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
action:  Final  rule. 


SUMMARY:  This  final  rule  facilitates  the 
introduction  of  daytime  running  lamps 
(DRLs)  as  an  item  of  optional  motor 
vehicle  lighting  equipment.  The 
purpose  of  the  rule  is  to  ensure  that 
manufacturers  may  offer  DRLs  in  all  50 
States,  and  that  specifications  are 
adopted  so  that  DRLs  do  not  reduce  the 
current  level  of  highway  safety.  Any 
pair  of  lamps  that  Standard  No.  108 
requires  on  the  front  of  a  vehicle  (other 
than  parking  lamps),  or  ether  lamps 
(except  for  fog  lamps)  with  lenses 
marked  "DRL".  may  serve  as  DRLs  by 
automatically  operating  during  daylight, 
provided  that  the  minimum  candela 
output  of  eadi  lamp  exceeds  500  at  test 
point  H-V.  and  that  the  maximum 
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candela  output  does  not  exceed  3,000  at 
any  location  (or  7,000  at  test  point  H- 
V  if  the  lamp  is  mounted  no  higher  than 
864  mm  (34  in.),  and  that  steps  are  taken 
to  prevent  their  light  from  masking  turn 
and  hazard  warning  signals. 
DATES:  Effective  date  of  the  final  ruT^  is 
February  10, 1993. 

ADDRESSES:  Petitions  for  reconsideration 
should  refor  to  Docket  87-6;  Notice  5,  be 
addressed  to  the  Administrator,  and  be 
submitted  to:  E)ocket  Section,  room 
5109.  Nassif  Building,  400  Seventh 
Street,  SW..  Washington,  DC  20590. 
FOR  FURTHER  INFORMATKNI  CONTACT: 
Jere  Medlin,  Office  of  Rulemaking, 
NHTSA.  Washington.  DC  [202-366- 
5276). 

SUPPLEMErfTARY  INFORMATION:  On  March 
24, 1987.  NHTSA  opened  Docket  87-6, 
to  receive  comments  on  a  notice  of 
proposed  rulemaking  (NPRM)  under 
which  Motor  Vehicle  Safety  Standard 
No.  108  would  be  amended  to  permit 
daytime  running  lights  (DRLs)  as 
optional  front  lighting  equipment  on 
passenger  cars,  multipurpose  passenger 
vehicles,  trucks,  and  buses  (Notice  1).  In 
1988,  NHTSA  announced  that  it  was 
terminating  rulemaking  on  the  subject 
without  an  amendment  (Notice  2),  and 
later  that  year  it  denied  a  petition  for 
reconsideration  of  the  termination 
(published  without  docket  or  notice 
number,  but  referred  to  as  Notice  3).  The 
agency  reopened  rulemaking  in  1991, 
and  published  a  proposal  (Notice  4) 
upon  which  this  final  rule  is  based.  The 
reader  is  referred  to  these  notices  for 
background  information  on  this  topic 
(52  FR  8316,  53  FR  23673,  53  FR  40921. 
and  56  FR  38104). 

Rulemaking  Petition  for  DRLs 

Notice  4  implemented  the  grant  of  a 
petition  for  rulemaking  submitted  by 
General  Motors  Corporation  (CM).  The 
petitioner  asked  the  agency  to  facilitate 
the  introduction  of  motor  vehicles  to  be 
equipped  with  DRLs.  In  GM's  view, 
such  an  amendment  "would  allow 
manufacturers  to  install  DRLs  on  new 
vehicles  without  being  in  violation  of 
the  multitude  of  state  laws  which 
currently  have  the  unintended  effect  of 
prohibiting  them."  However,  CM  did 
not  believe  that  there  is  justification  for 
mandating  DRLs  as  standard  equipment 
because  there  is  not  yet  evidence  of  a 
"national  safety  need"  in  the  United 
States.  Because  DRLs  are  more  effective 
in  Northern  latitudes  where  ambient 
daytime  light  levels  differ  from  those  of 
the  South,  they  appear  to  have  a  greater 
likelihood  of  assisting  in  crash 
prevention  in  Alaska  or  Maine,  instead 
of  Florida  or  Hawaii.  Further,  as  GM 
had  noted  in  1987,  fuel  economy  may  be 


reduced  by  as  much  as  a  quarter  mile 
per  gallon  when  some  DRLs  are  used. 
The  petitioner  argued  that  the  abiUty  to 
test  DRLs  on  vehicles  in  the  U.S.  could 
enable  it  to  assess  the  potential  safety 
benefits  of  DRLs  in  this  country,  and  at 
the  same  time,  their  limited  use  would 
minimize  the  penalty  of  overall  fleet 
fuel  economy. 

In  response  to  Notice  4.  comments 
were  submitted  from  the  following  27 
respondents,  Usted  in  the  order  * 
received:  John  W.  Koiuik,  P.E..  Virginia 
State  Police  (Virginia),  American 
Motorcycle  Association,  Department  of 
California  Highway  Patrol  (California). 
Navistar  International,  Carter  Hart, 
Ontario  Ministry  of  Transport,  Mack 
Trucks,  Inc.  (Mack),  Hino  Motors  Inc. 
(Hino).  Saab  Cars  USA,  Inc..  Truck-Lite 
Co.  Inc.,  Volkswagen  of  America.  Inc. 
(VW).  University  of  Michigan  Transport 
Research  Institute.  Hella  KG,  American 
Honda  Motor  Co.,  General  Electric 
Lighting  (GE).  C.R.  Blydenburgh. 
National  Automobile  Dealers 
Association.  Volvo  Cars  of  North 
America.  Motor  Vehicle  Manufacturers 
Association  (MVMA),  General  Motors 
Corporation  (GM),  Advocates  for 
Highway  and  Auto  Safety  (Advocates), 
Chrysler  Corporation,  American 
Automobile  Association,  Ford  Motor 
Company,  Insurance  Institute  for 
Highway  Safety  (miS),  and  Ohio 
Department  of  Public  Safety  (Ohio). 

Existing  State  Laws  That  Could  Prohibit 
DRLs 

NHTSA  was  not  aware  of  any  State 
laws  that  prohibit  DRLs  per  se. 
However,  GM  brought  to  the  agency's 
attention  State  laws  requiring  pre- 
approval  of  supplemental  lifting 
devices,  and  the  fact  that  there  is 
currently  no  SAE  standard  for  DRLs  on 
which  such  approval  could  be  based. 
Further.  GM  found  a  variety  of  State 
laws  that  might  affect  DRLs.  35  States 
have  regulations  prohibiting 
supplemental  lighting  from  projecting 
light  that  strikes  the  roadway  at  a 
specified  distance  in  front  of  the 
vehicle.  In  addition,  there  appeared  to 
be  State  laws  which  prohibit  the  use  of 
lights  in  tunnels,  the  use  of  the  parking 
lamps  without  headlamps  when  the  car 
is  being  driven,  and  the  illumination  of 
fog  lamps  without  the  headlamps.  GM. 
which  offers  DRLs  in  Canada  as 
mandated  by  that  country's  lighting 
standard,  stated  that  it  was  impossible 
to  determine  whether  a  particular  DRL 
design  that  it  uses  there  would  be 
prohibited  under  this  array  of  State 
laws.  It  concluded  that  DRLs  are 
potentially  affected  by  the  laws  of  40  to 
45  States. 


GM  also  argued  that  the  trend  in  State 
lighting  laws  is  towards  increasing  the 
daytime  conspicuity  of  vehicles,  and 
that  allowing  DRLs  would  be  consistent 
with  this  trend.  Several  jurisdictions 
(Cape  Cod  and  the  State  of  Washington 
are  referenced)  now  require  24-hour  a 
day  headlamp  use  on  some  roads. 
Legislation  to  mandate  DRLs  has  been 
introduced  in  Connecticut.  California 
now  specifically  regulates  DRLs,  but 
only  those  that  are  optionally  installed. 
Thus,  GM  argued  that  adding  a  DRL 
provision  to  Standard  No.  108,  thereby 
preempting  under  15  U.S.C.  1392(d) 
State  laws  prohibiting  DRLs,  would  not 
contravene  the  spirit  of  Executive  Order 
12612  (Federalism). 

NHTSA  reviewed  these  arguments.  It 
believes  that  manufacturers  who  wish  to 
offer  this  option  should  not  be 
precluded  from  doing  so,  provided  that 
their  DRLs  do  not  derogate  frtim  existing 
levels  of  highway  safety.  For  example, 
the  agency  believes  that  it  is  necessary 
to  amend  Standard  No.  108  in  a  way 
that  ensures  the  States  do  not  allow 
DRLs  having  an  intensity  that  may  cause 
excessive  glare.  Therefore,  NHTSA 
issued  an  NPRM  to  achieve  these 
objectives. 

In  drafting  the  proposal,  the  agency 
took  careful  note  of  tne  Executive  Order 
on  Federalism  which  seeks  to  limit 
preemption  of  State  laws,  but  recognizes 
the  ri^t  of  a  Federal  agency  to  preempt 
a  State  where  Congress  has  provided 
express  preemption  authority,  such  as 
exists  in  15  U.S.C.  1392(d).  NHTSA 
sought  to  minimize,  to  the  extent 
consistent  with  safety,  the  preemptive 
effect  of  the  NPRM  in  accordance  with 
the  regulatory  philosophy  behind  the 
Executive  Order.  It  beueved  that  the 
Executive  Order  on  Federalism  is 
primarily  concerned  with  Federal 
preemption  of  State  laws  that  differ  in 
a  fundamental  manner  bom  Federal 
requirements.  In  this  instance,  there  is 
no  State  law  that  prohibits  DRLs  per  se. 
Thus,  a  Federal  standard  whose  effect  is 
to  allow  DRLs  would  not  be  directly 
preemptive  of  existing  State  laws,  since 
there  is  no  existing  State  law  that 
expressly  prohibits  DRLs. 

The  Executive  Order  requires  NHTSA 
to  examine  the  indirect,  as  well  as  the 
direct,  preemptive  effect  of  its 
regulations  as  well.  NHTSA  considered 
the  issue  of  whether  an  amendment 
allowing  DRLs  would,  as  a  matter  of 
law.  preempt  State  laws  that  do  not  deal 
with  DRLs,  but  whose  provisions  might 
be  construed  to  prohibit  them.  The 
agency  concluded  that  its  preemption 
authority  addresses  this  possibility  as 
well.  Under  section  1392(d),  NHTSA's 
safety  standards  preempt  those  State 
standards  covering  "the  same  aspect  of 
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perfonnaiice".  This  is  a  broad  phrase. 
and  is  to  be  interpreted  broadly  in  the 
fulfillment  of  the  agency's  mission. 
Therefore,  to  the  extent  that  any  State 
standard  might  affect  the  operation  and 
performance  of  front  lamps  used  as 
DRLs.  NHTSA  considers  that,  to  the 
same  extent,  such  a  State  standard  may 
be  viewed  as  covering  the  same  aspect 
of  performance  as  NITTSA's  DRL 
specifications.  For  example,  if  Standard 
No.  108  allows  lamps  to  be  wired  to 
operate  automatically  as  DRLs,  and  to  be 
specifically  marked  "DRL".  the 
performance  of  that  lamp  is  no  longer 
subject  to  State  restrictions  on  daytime 
use.  As  a  further  example,  if  the  DRL 
that  would  be  allowed  under  this 
rulemaking  were  provided  by  a  pair  of 
new  lamps,  and  not  by  the  existing 
lamps  required  by  Standard  No.  108, 
NHTSA  believes  that  such  a  lamp 
system  would  be  covered  by  Standard 
No.  108.  instead  of  being  considered 
supplementary  hghting  devices  subject 
to  stale  approval  programs  for 
supplemental  equipment.  Given  the 
apparent  trend  in  the  States  toward 
promoting  greater  daytime  conspicuity 
for  motor  vehicles.  NHTSA  argued  that 
preempting  the  indirect  effects  of  Slate 
regulations  would  be  acceptable  under 
the  regulatory  philosophy  of  Executive 
Order  12612. 

However,  NHTSA  did  not  wish  to 
proceed  to  a  final  rule  without  offering 
Slates  an  opportimity  to  conunent  on 
the  safety  rationale  of  statutes  and 
regulations  that  might  be  preempted  by 
NHTSA  action.  For  example,  comments 
were  invited  on  the  effects  that  might  be 
attendant  to  overriding  a  state 
prohibition  against  headlight  use  in 
timnels,  or  against  use  of  parking  lamps 
alone. 

California  appeared  to  be  the  only 
state  with  a  DRL  law  that  would  be 
preempted  by  a  Federal  specification.  Its 
more  stringent  regulation  establishes  a 
minimum  intensity  of  500  candela  for 
DRLs,  the  effect  of  which  is  to  prohibit 
the  use  of  parking  lamps  for  this 
purpose,  since  the  maximum  intensity 
permitted  for  these  lamps  is  only  250 
candela.  In  its  comments,  CaUfomia 
urged  that  the  States  be  allowed  to 
continue  to  regulate  DRLs.  While 
NHTSA  has  decided  to  adopt  its 
proposal  to  regulate  DRLs,  it  has.  in 
response  to  California's  comment, 
adopted  a  500  candela  minimum  in  the 
final  rule.  The  agency  notes  that  this 
minimum  requirement  also  exists  in  the 
Canadian  standard  for  certain  non- 
headlamp  DRLs.  A  proposal  to  adopt 
such  a  minimum  appeared  in  an  earlier 
notice  in  this  series  of  notices  on  DRL. 

The  responses  to  Notice  4  did  not 
note  any  State  laws  that  would  be 


inadvertently  preempted  by  Federal 
DRL  requimnanU.  Those  states  that 
commented  did  so  in  relation  to  the 
effects  on  enforcement  of  other  State 
laws.  The  NPRM  proposed  a  maximum 
DRL  mounting  height  of  83  inches  (the 
maximum  permissible  for  turn  signal 
lamps),  far  higher  than  the  maximum  of 
42-inches  allowed  for  auxiliary  lamps  in 
Minnesota,  Mississippi,  and  Iowa.  "The 
final  rule  limits  DRLs  that  are  not 
combined  with  other  required  lighting 
equipment  to  a  moimting  height  of 
1.067  m  (42  inches)  in  recognition  of  the 
laws  of  these  States. 

Virginia  requires  taillamps  to  be 
activated  when  fog  lamps  are  used,  but 
commented  that  taillamp  use  would  not 
be  desirable  when  DRLs  are  used. 
California  requires  that  fog  lamps  be 
coimected  to  the  headlamp  circuit 
Thus,  in  California,  if  DRLs  were 
combined  with  fog  lamps,  the 
headlamps  would  have  to  be  on. 
NHTSA  has  reviewed  these  comments 
and  imderstands  how  the  States 
perceive  that  a  DRL  specification  might 
appear  to  preempt  their  laws.  NHTSA 
does  not  believe  that  having  a  DRL 
within  a  fog  lamp  actually  preempts  a 
State  law;  however,  it  might  make  it 
more  difficult  for  a  State  to  enforce  its 
law.  Thus,  to  avoid  any  question  of 
express  or  implied  preemption.  NHTSA 
has  decided  to  exclude  fog  lamps  from 
use  as  DRLs. 

Front  Lamps  Likely  To  Be  Used  at 
DRLs 

With  a  few  exceptions,  the  final  rule 
permits  the  use  of  any  front  lamps, 
whether  required  by  Standard  No.  108 
or  not,  as  DRLs.  For  the  reasons 
discussed  above,  neither  parking  lamps 
nor  fog  lamps  may  be  used  as  DRLs.  On 
some  vehicles,  the  DRL  may  be  optically 
combined  with  a  headlamp,  i.e., 
provided  by  the  lower  headlamp  beam 
at  full  or  reduced  intensity,  and,  on 
others,  by  the  upper  headlamp  beam  at 
a  reduced  intensity.  DRLs  may  be 
optically  combined  with  the  turn  signal 
lamps  and  used  at  the  same  operational 
intensity.  DRLs  may  also  be  provided  by 
a  pair  of  front  lamps  specifically 
designed  for  this  purpose. 

The  NPRM  did  not  address  the  use  of 
the  lower  beam  headlamps  as  DRLs, 
either  at  full  or  lower  intensity.  Both  are 
permitted  in  Canada.  No  commenter 
addressed  this  issue.  There  appears  to^ 
be  no  reason  to  prohibit  use  of  the  lower 
beam  at  full  intensity  as  a  DRL.  If  the 
lower  beam  were  used  for  DRLs,  one 
might  expect  the  side  and  taillamps  to 
be  activated  when  the  DRLs  are 
activated  just  as  the  side  and  taillamps 
are  when  the  lower  beam  is  used  for 
road  illumination  piirposes;  in  fact,  this 


is  a  requirement  in  Canada.  Hovrever. 
Canada  does  not  require  illumination  of 
the  side  and  taillamps  when  the  lower 
beam  is  used  at  a  reduced  intensity. 
NHTSA  is  concerned  about  this.  Tlie 
intensity  of  the  lower  beam  is  reduced 
to  about  70  percent  of  full  intensity, 
creating  the  possibility  that  vehicles  so 
equipped  will  be  driven  in  the  DRL 
mode  at  night  without  side  and  rear 
marking,  instead  of  with  their 
headlamps  at  full  loww  beam  intensity. 
Although  the  final  rule  allows  use  of  a 
lower  intensity  of  a  lower  beam  without 
activation  of  side  and  rear  lamps. 
NHTSA  will  consider  proposing 
simultaneous  activation,  or  a  "DRL  on" 
indicator  should  accident  or  complaint 
records  show  an  emerging  problem. 

See  the  furtho-  discussion  of  lower 
beam  photometries  in  the  section  of  this 
notice  on  "Lamp  Intensity." 

Appropriate  Peifbtinaiioa 
Reqairemenls  fior  DRL»<iM's 
Recommendation 

GM  called  the  agency's  attention  to 
three  possible  models  on  which  to  base 
the  agency's  DRL  requirements.  These 
were  the  requirements  adopted  by 
Canada,  those  proposed  by  NHTSA  in 
Notice  1,  and  those  currently  under 
consideration  by  the  SAE  in  its  draft 
Recommended  Practice  J2087  Daytime 
Running  Lamps  for  Use  on  Motor 
Vehicles.  GM  strongly  supported 
adoption  of  the  Canadian  requirements 
because  it  would  facilitate  transfer  of 
existing  DRL  designs  in  Canada  to  U.S. 
production  with  minimum  cost  and 
delay,  and  that  the  U.S.  standard  should 
harmonize  with  the  Canadian  one.  With 
respect  to  the  agency's  proposal  in 
Notice  1.  GM  asked  NHTSA  to  consider 
the  remarks  it  made  in  response  to  it,  as 
the  company  continued  to  have 
reservations  about  the  proposal.  Finally 
it  had  no  fundamental  objections  to  the 
SAE  document  and  believed  that  the 
design  criteria  contained  therein  are 
sufficiently  flexible  to  accommodate 
many  of  the  DRL  designs  presently  used 
in  Canada. 

NHTSA's  1991  NPRM 

Notice  4  and  this  final  rule  are  based 
upon  several  considerations.  First,  some 
regulation  of  DRLs  is  necessary  to 
ensure  that  they  perform  in  a  manner 
that  does  not  detract  bom  existing  levels 
of  highway  safety.  The  two  chief  goals 
in  this  re^rd  are  ensuring  that  the 
lamps  do  not  create  excessive  glare,  and 
that  their  use  does  not  mark  the  ability 
of  the  front  turn  signal  to  send  its 
message.  To  address  these  issues,  the 
NPRM  set  forth  some  very  simple 
proposals.  It  would  establish  a 
maximum  candela  limitation,  a 
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minimum  spacing  requirement  affecting 
the  distance  of  a  DRL  from  the  turn 
signal  lamp,  and  a  requirement  that  the 
lens  of  any  lamp  used  as  a  DRL.  other 
than  a  headlamp,  be  marked  "DRL".  It 
would  also  specify  a  range  of 
permissible  colors,  and  that  DRLs  be 

t>rovided  in  pairs,  instead  of  a  single 
amp.  The  specific  characteristics  of  a 
DRL  system  are  discussed  below. 

A.  Number  of  DRLs 

For  some  years,  the  single  headlamp 
on  a  great  majority  of  motorcycles  has 
been  wired  to  light  when  the  ignition  is 
on.  This  design  has  provided  a  DRL  for 
motorcycles.  In  order  to  avoid  possible 
misidentification  of  four-wheeled 
vehicles  as  motorcycles,  which  are 
much  narrower  than  other  vehicles, 
NHTSA  tentatively  concluded  that  the 
DRL  "signature"  for  vehicles  other  than 
motorcycles  should  be  comprised  of  two 
symmetrically  located  lamps.  No 
commenter  opposed  the  proposal,  or 
suggested  any  benefits  accruing  from  the 
provisions  of  a  single  DRL  on  4-wheeled 
vehicles.  Therefore,  the  DRL  system  that 
will  be  required  for  vehicles  other  than 
motorcycles  will  consist  of  a  pair  of 
front  lamps. 

B.  Lamp  Color 

Required  lighting  equipment  under 
Standard  No.  108  may  be  red,  white,  or 
yellow  (paragraph  S5.1.5)  as  defined  by 
SAE  Standard  )578c,  February  1977. 
Standard  No.  108  reserves  the  use  of  red 
to  rear  Ughting  devices.  In  addition,  red 
(and  blue)  are  used  by  States  to  denote 
emergency,  police,  or  towing  vehicles. 
NHTSA  tentatively  concluded  in  the 
NPRM  that  the  color  of  a  DRL  should  be 
one  that  the  motoring  public  associates 
with  the  front  of  a  vehicle,  that  is  to  say, 
either  white  or  yellow.  Thus,  if  a 
headlamp  or  turn  signal  lamp  were  used 
as  a  DRL,  the  light  from  the  DRL  would 
be  the  same  color  as  the  light  from  that 
lamp.  If  a  front  lamp  other  than  one  of 
these  were  used  as  a  DRL. 
manufacturers  would  be  required  to 
choose  among  the  following  color  range: 
white,  white  to  yellow,  white  to 
selective  yellow,  yellow,  or  selective 
yellow,  as  defined  in  SAE  Standard  JS87 
MAY88. 

Comments  varied  on  the  proposal. 
Virginia,  Michigan,  and  GM  opted  for 
white,  a  color  associated  with  the  front 
of  motor  vehicles,  while  Ohio  and 
Advocates  wanted  a  color  with  yellow 
in  it  because,  in  adverse  lighting 
conditions,  the  amber  spectrum  is  more 
visible  than  white.  Others,  such  as 
Chrysler,  supported  the  NPRM  as 
written.  NHTSA  has  reviewed  these 
comments,  and  finds  no  safaty 
disbenefit  to  allovdng  any  of  the  colors 


proposed.  Therefore,  the  color 
requirements  are  adopted  as  proposed. 

C.  Lamp  Intensity 

The  eCfoctiveness  of  interior  and 
exterior  rear  view  mirrors  is  essential  for 
safe  vehicle  operation  in  traffic  at  all 
times  of  day.  It  is  important,  therefore, 
to  ensure  that  DRL  operation  does  not 
interfere  with  mirror  use.  NHTSA  has 
completed  three  research  programs  to 
determine  acceptable  limits  of  DRL 
intensity.  The  most  recent,  "Evaluation 
of  Glare  from  Daytime  Running  Lights", 
October  1989  (DOT-HS-807-502).  is  the 
basis  for  NHTSA 's  proposal.  (See  also 
"Evaluation  of  the  Conspicuity  of 
Daytime  Running  Lights",  April  1990 
(DOT-HS-807-613).  and  "A  Study  of 
Daytime  Running  Light  Design  Facton", 
August  1987  (DOT-HS-807-193). 
Copies  of  the  three  Reports  are  available 
in  NHTSA 's  Technical  Reference 
Library.) 

The  1989  Report  addresses  driver 
perceived  glare  increases  bom  a 
succession  of  increasingly  intense  DRLs. 
Separate  experiments  covered  by  this 
Report  provided  subjective  data  which 
indicated  that  approximately  2,800 
candela  can  be  tolerated  before  the  "Just 
Acceptable"  rating  on  the  De  Boer  glare 
scale  is  exceeded.  Under  Standard  No. 
108,  the  maximum  allowable  intensity 
of  glare  test  points  of  a  complying  lower 
beam  is  2,700  candela.  The  effect  of  the 
proposal  was  that  a  lower  beam  that 
provides  the  maximum  allowable 
candela  could  not  function  as  a  DRL. 
For  these  reasons,  NHTSA  tentatively 
conc^ud^d  that  2,600  candela  appeared 
to  be  an  appropriate  value  regardless  of 
how  a  DRL  is  provided,  and  that  a 
maximum  for  the  DRL  compatible  with 
the  maximum  for  glare  of  the  U.S.  lower 
beam  should  be  acceptable  to  U.S. 
drivers. 

Commenters  disagreed  with  NHTSA. 
Vehicle  manufacturere  and  IIHS  urged 
the  agency  to  allow  7.000  candela  at  test 
point  H-V  as  a  maximum  intensity  for 
two  reasons.  The  simplest  DRL  is  an 
upper  beam  headlamp  operating  at  half 
the  voltage  %vith  a  maximum  output  at 
H-V  of  about  7,000  candela.  Canada 
allows  a  maximum  of  7,000  candela  at 
H-V  for  a  DRL  provided  by  a  reduced 
intensity  upper  beam  headlamp,  even 
though  the  intensity  could  be  higher 
elsewhere.  Fiulher,  Ford,  Chrysler,  GM, 
and  MVMA  questioned  the  agency's 
research  that  led  to  the  proposed  limit 
of  2,600  candela.  This  limit, 
nevertheless,  was  supported  by  Virginia, 
Ohio,  Advocates,  John  Kourik,  VW.  and 
by  GE  with  respect  to  certain  test  points 
above  the  horizontal. 

There  are  two  kinds  of  glare:  That 
which  discomforts  and  that  which 


disables.  The  agency  proposed  2,600 
candela  to  limit  discomfort  from  glare 
from  rear  view  mirrors  caused  by 
vehicles  with  DRLs  following  closely 
behind.  Canada,  however,  has  adopted  a 
maximum  value  of  7,000  candela  at  test 
point  H-V,  which  was  supported  by 
some  commenters,  and  NKTSA 
reexamined  its  position  on  this  issue. 

In  its  reexamination,  NHTSA 
proceeded  with  the  assumption  that  the 
most  likely  DRL  would  be  an  upper 
beam  headlamp  operated  at  low  voltage 
(the  type  of  DIU.  found  on 
approximately  53  percent  of  Canadian 
DRL-equipped  vehicles).  The  second 
assumption  was  that  it  was  unlikely  that 
the  greater  percentage  of  DRLs  would  be 
mounted  at  an  exterior  height  near  the 
height  of  an  interior  rear  view  mirror  so 
that  they  would  project  light  directly 
upon  it.  Higher  mounted  DRLs  appeared 
most  likely  to  be  on  a  comparatively 
small  part  of  the  vehicle  population, 
larger  trucks  and  multipurpose 
passenger  vehicles.  The  intensity  of  the 
upwardly  directed  Ught  rays  of  upper 
beams  diminishes  rapidly  as  the  angle 
above  the  horizontal  increases. 
NHTSA 's  calculations  show,  for 
example,  that  only  220  to  350  candela 
would  be  directed  into  the  rear  view 
mirror  of  a  Honda  Civic  CRX  (mirror 
height  44  inches)  by  DRLs  of  6,600 
candela  on  a  Ford  Taurus  or  Buick  Regal 
(headlamp  height  25.5  inches)  about  one 
car  length  (20  feet)  behind.  The  steady 
intensity  of  Ught  in  the  mirron  of  cars 
being  followed  by  cars  with  DRLs  of 
7,000  candela  at  test  point  H-V  would 
be  only  about  one  eighth  of  the  level 
considered  to  be  discomforting.  The 
driver  of  a  small  car  would  not  be 
exposed  to  an  intensity  greater  than 
2,600  candela  unless  the  mounting 
height  of  the  DRL  of  the  vehicle  behind 
exceeded  34  inches.  This  conclusion 
takes  into  consideration  the  imperfectly 
centered  pattern  of  an  actual  headlamp 
(the  maximum  intensity  is  not  always 
located  at  H-V)  as  well  as  one  half 
degree  upward  misaim  of  the  lamp. 
NHTSA  has  therefore  concluded  that 
DRLs  with  a  maximum  intensity  of 
7,000  at  H-V  candela  may  be  allowed  as 
long  as  they  are  mounted  at  a  height  that 
does  not  exceed  34  inches,  and  has  so 
stated  in  the  final  rule. 

This  leaves  the  question  of  the 
appropriate  maximum  value  for  DRLs 
mounted  higher  than  34  inches. 
Manufacturere  commenting  to  Notice  4 
stated  that  the  proposed  2,600  candela 
was  not  practicable.  For  the  reasons  set 
forth  below,  NHTSA  has  chosen  3,000 
candela  as  the  maximum  beam 
intensity. 

The  lower  limit  in  Canada  for  the 
upper  beam  operated  at  low  voltage  is 
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2,000  candela.  Standard  No.  108 
establishes  a  limit  of  75.000  candela  at 
test  point  H-V  for  the  upper  beam. 
Sealed  beam  headlamps  designed  to 
conform  to  SAE  J579c  achieve  50.000  to 
75,000  candela  in  NHTSA  tests.  If  a 
manufacturer  were  to  design  an  upper 
beam  headlamp  to  operate  as  a  DRL.  it 
would  need  to  provide  an  intensity 
reducing  device  that  achieves  only  4 
percent  of  the  nominal  intensity  to  give 
a  range.  Chrysler  of  Canada  uses  similar 
devices  to  achieve  reduced  intensities 
below  4,500  candela.  NHTSA  believes 
that  it  is  possible  to  adjust  these  devices 
to  provide  lower  intensities,  and  that 
this  is  likely  to  be  the  most  practicable 
means  in  the  range  necessary  to 
minimize  discomfort  glare,  2,000  to 
3,000  candela.  If  a  manufacturer  is 
unable  to  achieve  this  limitation  by  use 
of  upper  beam  headlamps,  it  may  still 
use  lower  beam  headlamps,  either  at  full 
or  reduced  intensity. 

Finally,  under  the  NPRM,  DRL 
photometry  would  be  tested  in 
accordance  with  SAE  J575  DEC88.  when 
a  test  voltage  of  12.8V  +/-  20  mV  is 
appUed  to  the  input  terminals  of  the 
DRL  lamp  switch  module  or  voltage- 
reducing  equipment,  whichever  is 
closer  to  the  electrical  source  on  the 
vehicle.  The  test  distance  from  the  DRL 
to  the  photometer  would  be  not  less 
than  18.3  meters  (60  feet)  if  the  DRL  is 
optically  combined  with  a  headlamp,  or 
3  meters  (10  feet)  if  the  DRL  is  a  lamp, 
or  is  optically  combined  with  a  lamp 
■other  tnan  a  headlamp. 

CM  commented  that  it  did  not 
understand  the  reference  to  SAEJ575 
and  recommended  deletion.  The  final 
rule  clarifies  that  NHTSA  intended  to 
refer  only  to  the  photometric  test 
procedures.  The  NPRM  erroneously 
referenced  S5.5.11(b)  as  the  criteria  to 
be  met  in  the  photometric  test,  and  the 
rule  corrects  that  provision  so  that  it 
refers  to  S5.5.11(a). 

D.  Turn  Signal  Masking  Effect 

Notice  1  would  have  prohibited 
operation  of  a  DRL  when  a  turn  signal 
or  hazard  warning  signal  is  activated  if 
the  distance  from  the  lighted  edge  of  the 
DRL  to  the  optical  axis  of  the  turn  signal 
lamp  were  less  than  4  inches.  Notice  4 
reproposed  this  prohibition.  However, 
the  spacing  requirement  would  not 
apply  if  the  turn  signal  lamp  complies 
with  the  increased  intensity 
specifications  of  S5.3.1.7  of  Standard 
No.  108,  or  if  the  DRL  is  deactivated 
when  the  turn  or  hazard  warning  signal 
is  on. 

CM  stated  that  the  spacing 
requirement  is  an  unnecessary 
impediment  to  DRLs  combined  %vith 
upper  beam  headlamps,  and  is 


inconsistent  with  the  Canadian 
standard.  It  provided  data  from  an  SAE 
Committee  test  in  which  observers  were 
asked  if  they  could  detect  a  turn  signal 
of  250  candela  located  3/8ths  of  an  inch 
bom  a  DRL  of  5.000  candela  at  a 
distance  of  500  feet.  Although  CM 
stated  that  performance  was  acceptable, 
the  data  that  it  submitted  indicate  that 
only  46.9  percent  of  the  observers  could 
see  the  turn  signal.  This  is  far  below  the 
80  percent  that  the  SAE  considers  the 
minimum  acceptable  for  incorporation 
into  its  standards. 

Contrary  to  GM's  assertion.  NHTSA's 
proposal  and  the  Canadian  requirements 
for  DRL-tum  signal  spacing  are 
identical.  Additionally,  the  data 
provided  by  CM  contradicts  its  assertion 
that  a  spacing  requirement  is 
unnecessary.  After  submitting  its  data, 
CM  supplemented  its  submission, 
saying  that  the  data  implied  that  the 
turn  signals  would  have  been  more 
visible  at  distances  less  than  the  test 
distance  of  500  feet,  and  that  turn  signal 
visibility  is  not  necessary  beyond  200 
feet.  Since  the  stopping  distance  of 
trucks  from  60  mph  is  200  to  300  feet, 
NHTSA  does  not  consider  that  200  feet 
is  an  adequate  distance.  At  least  one 
state,  Indiana,  requires  turn  signal  use 
for  at  least  200  feet  before  turning  or 
changing  lanes,  unless  the  speed  limit  is 
50  mph,  in  which  case  the  distance  is 
300  feet. 

NHTSA  conducted  its  own 
demonstration  for  9  members  of  the 
agency  staff.  The  test  distance  was  300 
feet.  The  test  DRL  intensities  were 
2.600.  5,000,  and  7,000  candela.  The 
turn  signal  intensities  were  250  and  500 
candela.  The  turn  signal/DRL  snadngs 
were  2  and  4  inches.  At  a  2-incn 
spacing,  70  to  80  percent  of  the 
ODservers  could  detect  turn  signals 
adjacent  to  a  DRL  of  2,600  candela.  At 
the  higher  DRL  intensities,  only  10  to  25 
percent  of  the  ob»ervers  could  detect  the 
turn  signals  (which  were  masked  almost 
equally,  whether  of  250  or  500  candela). 
However,  about  80  to  90  percent  of  the 
observers  saw  the  250  candela  turn 
signal  at  a  4-inch  spacing.  This 
demonstration  suggests  that  spacing  is 
effective,  and  that  an  increase  in  turn 
signal  brightness  does  not  compensate 
for  inadequate  spacing.  Thus,  GM's 
request  for  the  agency  not  to  adopt  a 
spacing  requirement  does  not  appear  to 
be  in  the  interest  of  safety  if  DRLs 
substantially  brighter  than  2.600 
candela  are  permitted.  The  alternative  of 
brighter  (500  candela)  turn  signals  does 
not  resolve  the  issue.  The  only  effective 
alternative  to  prevent  turn  signal 
masking  would  be  to  extingiiish  the 
DRLs  during  signaling.  Therefore,  the 
final  rule  adopts  the  proposed  4-inch 


minimum  spacing  requirement,  with  its 
exception  of  temporary  DRL 
deactivation.  However,  the  4-inch 
spacing  requirement  will  continue  to 
apply  even  if  a  higher  candela  turn 
signal  is  used. 

E.  Lens  Marking 

Under  Notice  1.  there  would  have 
been  no  requirement  to  identify  the 
lamps  used  as  DRLs.  However,  in 
commenting  on  that  proposal,  States 
asked  for  a  lens  marking  reqxiirement.  In 
their  view,  State  enforcement  and 
vehicle  inspection  officials  would  be 
unable  to  distinguish  between  legal  and 
illegal  lamps  and  lamp  combinations  in 
the  absence  of  marking.  NHTSA 
tentatively  concluded  that  those 
arguments  had  merit,  and,  further,  that 
resolution  of  preemption  questions 
would  be  assisted  by  a  clear  designation 
of  the  lamps  used  as  DRLs.  Under 
Notice  4,  the  agency  proposed  that  these 
lamps  would  be  marked  "DRL"  in 
letters  not  less  than  4  mm  high.  A  lamp 
that  optically  combines  a  DItt.  with  a 
headlamp  would  be  excluded  frtira  this 
requirement. 

GM  and  Ford  suggested  that  the  lamps 
be  marked  with  the  SAE  identification 
code,  "YZ".  To  be  consistent  with  the 
marking  procedure  specified  in  the  SAE 
specification  on  marking  of  lighting 
equipment,  SAE  J759,  GM  also 
requested  that  the  size  of  the  lettering  be 
3  mm.  The  agency  has  adopted  the  latter 
suggestion  in  the  final  rule,  but  is 
requiring  the  "DRL"  maA.  The  SAE 
specifications  and  Federal  ones  differ. 
To  adopt  the  SAE  designation  would  be 
inaccurate  and  confusing  because  it 
would  signify  adoption  of  the  SAE 
requirements,  instead  of  the  difiiarent 
ones  that  NHTSA  is  promulgating. 

Other  Issues  on  Which  Comnieiit  Was 
Requested  or  Received 

The  agency  proposed  that  DRLs  be 
activated  when  the  transmission  is  in 
any  position  other  than  "park"  or 
"neutral",  and  deactivated  when  the 
headlamp  control  is  in  the  "headlamp 
on"  position.  Ford.  Mack.  Hino.  and  VW 
requested  that  the  wording  be 
compatible  if  not  identical  to  the 
Canadian  requirement.  After 
consideration  of  the  comments,  and 
because  the  rule  does  not  mandate 
DRLs,  NHTSA  has  decided  to  adopt  a 
final  rule  that  is  more  flexible  than 
either  the  Canadian  requirement  or  the 
one  tliat  NHTSA  originally  proposed,  h 
simply  requires  automatic  activation  of 
the  system  under  circumstances  to  be 
determined  by  the  vehicle 
manufacturer,  e.g..  when  the 
transmission  is  in  any  position  other 
than  park  or  neutral,  as  NHTSA 
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orlginaUy  proposed,  or  operatioo  of  the 
en^e  wiUu>ut  opmatiOD  of  the 
headUmp  switdi.  the  Canadian 
requirament.  The  DRL  would  be 
deactivated  when  the  headlamp  control 
is  in  any  "on"  position,  and  as 
otherwise  determined  by  the  vehicle 
manufacturer,  such  as  deactivation  of 
the  engine. 

Standard  No.  108  presently  requires 
the  taillamps  and  side  marker  lamps  to 
be  activated  simultaneously  with  tne 
headlamps.  The  question  arises 
whether,  when  a  DRL  is  optically 
combined  with  a  headlamp,  the 
taillamps  and  side  marker  lamps  must 
also  be  activated  «^en  the  DRL  is.  Since 
there  is  a  fuel  economy  penalty 
associated  with  side  and  rear  lamp  use, 
it  is  possible  that  manufacturers 
combining  DRLs  with  heedlamps  will 
not  wish  to  activate  simultaneously  the 
side  and  rear  lamps.  Further,  data  exist 
from  some  studies  conducted  on  hi^ 
mounted  stop  lamps  that  indicate  a 
negative  safety  effect  can  exist  on  the 
vehicle's  required  pair  of  lower 
mounted  stop  lamps  when  the  taillamps 
are  activated.  This  occurred  becaxue  the 
stop  lamps  were  not  as  reedily 
perceived  on  some  cars  when  the 
taillamps  were  on  during  the  day. 

NHTSA  requested  comments  on 
whether  a  prohibition  against  activation 
of  the  taillamps  and  side  marker  lamps 
is  appropriate  when  a  DRL  is  optically 
combined  with  a  headlamp.  Notice  4 

f>ropo8ed  that  the  use  of  side  and  rear 
amps  with  the  DRL  be  a  manufacturer's 
option.  Chrysler  and  VW  concurred 
with  allowance  as  an  option.  CM  was 
concerned  lest  the  use  become  a 
requirement,  a  concern  also  of  West 
Virginia  in  response  to  Notice  1. 
Michigan  in  its  comment  to  Notice  1.  on 
the  other  hand,  favors  simultaneous 
activation  of  the  taillamps  with  DRLs  so 
that  the  rear  of  the  vehicle  will  be 
marked  in  the  event  that  headlamps  are 
not  activated  during  periods  in  which 
visibility  is  reduced.  PACCAR 
recommended  that  taillamps  not  be 
used  with  DRLs  to  avoid  confusion  with 
stop  lamps.  After  reviewing  the 
comments,  the  agency  finds  no 
compelling  reason  to  prohibit  the  use  of 
side  and  rear  lamps  with  DRLs. 

NHTSA  was  al^  concerned  about  the 
possible  increases  in  rear  crashes  fix>m 
the  effect  of  daytime  taillamp  operation 
upon  the  efficacy  of  the  stop  lamp 
signal.  The  presence  of  the  CHMSL 
ought  to  provide  a  distinguishable 
signal  even  if  the  taillamps  and  other 
stop  lamps  are  combined  in  the  same 
lamp  housing.  However,  the  NHTSA 
Report  "An  Evaluation  of  Center  High 
Mounted  Stoplamps"  (D0T-4iS- 
807442)  showed  that  the  greatest 


accident  reduction  benefit  occurred 
during  daylight  (a  20  percent  reduction, 
compared  with  an  8  percent  reduction 
during  dusk,  nighttime,  and  dawn).  The 
CHMSL  may  provide  greater  benefits 
when  the  taillamps  are  ofL  Thus. 
NHTSA  requested  that  commentera 
address  the  issue  of  whether  daytime 
taillamp  operation  could  also  lessen  the 
effectiveness  of  the  center  stop  lamp. 

Commenters  did  not  address  this 
issue.  NHTSA  assumes  that  because  the 
center  highmounted  stop  lamp  is 
dedicated  to  a  single  function,  while  a 
stop  and  taillamp  may  be  combined  in 
a  shigle  housing,  the  center 
highmounted  stop  lamp  will  not  be 
masked  by  taillamp  operation. 
Beginning  September  1, 1093,  all  new 
motor  vehicles  with  a  CVWR  of  10,000 
pounds  or  less  will  be  equipped  with 
the  third  stop  lamp  which  mitigates 
against  any  long  term  masking  problem 
concerning  the  other  two  stop  lamps. 
NHTSA  does  not  believe  that  larger 
trucks  without  the  center  lamp  are 
likely  to  be  designed  so  that  the  rear 
lamps  are  activated  during  DRL 
operation  because  of  high  maintenance 
costs.  For  the  foregoing  reasons.  NHTSA 
has  found  no  safety  need  to  prohibit 
manufacturers  bom  simultaneous 
activation  of  DRLs  and  taillamps. 

The  rule  indirectly  affects  States 
which  now  have  or  are  considering 
enacting  laws  to  require  operation  of  the 
headlamps  when  the  windshield  wipers 
are  activated.  Some  operators  of 
vehicles  with  DRLs  may  not.  because  of 
the  operation  of  their  DRLs.  activate  the 
headlamp  switch  when  the  wripers  are 
activated.  The  intent  of  these  laws  is  to 
improve  vehicle  detection  in  low  Ught 
levels,  an  intent  that  may  be  fulfilled  by 
DRLs.  NHTSA  wants  to  encourage 
States  to  allow  DRLs  as  an  alternative  to 
headlamps  in  their  wiper  use  laws. 
However,  this  rule  does  not  change 
normal  headlamp  functioning.  Drivers 
can  still  use  the  master  headkmp 
switch  to  actuate  the  headlamps  when 
state  laws  or  driver  vision  requires  it. 

Finally,  this  rule  will  ensure  that 
DRLs  are  allowed  on  vehicles 
throughout  the  United  States.  This  will 
afford  an  opportimity  to  evaluate  DRL 
performance  under  the  broad  geographic 
and  road  conditions  that  exist 
throughout  the  country.  However,  past 
DRL  studies  indicate  that  unless 
evaluation' studies  are  carefully 
controlled,  the  results  are  likely  to  be 
misleading  or  inconclusive.  NHTSA  is 
interested  in  evaluating  the 
effectiveness  of  DRLs  in  the  U.S.  and 
requested  that  commenters  submit 
suggestions  as  to  how  this  might  best  be 
accomplished. 


C^  believes  that  the  most  effective 
study  can  be  accomplished  through  the 
implementation  of  a  harmonised  rule 
between  the  U.S.  and  Canada.  In  Its 
opinion,  this  would  allow  a  data  base  of 
a  large  volume  of  vehicles  all  meeting 
the  same  reqtiirements.  However,  the 
suggestion  contained  no  spedfics.  and 
no  commenter  offered  more  than 
cursory  thou^ts  on  how  an  evaluation 
might  be  done.  NHTSA  is  interested  in 
the  ability  of  manufacturers  to  identify 
DRL-equipped  vehicles,  and  suggests 
that  such  information  be  available,  at 
least  for  make  and  model  of  vehicles  if 
it  is  standard  equipment,  or  by  VIN  if 
installed  specially,  such  as  on  fleet 
ptuchases. 

CM,  Ford,  and  MVMA  stated  that  the 
NPRM  was  not  consistent  with  the  goal 
of  international  harmonization  of 
regulations  within  the  North  American 
Free  Trade  Agreement  NHTSA  has 
taken  this  into  account  in  fti«>i<ftn<ng  the 
final  rule.  Harmonization  does  not 
require  that  regulations  be  identical 
The  final  rule  permits  a  wide  range  of 
Canadian  DRLs  to  be  used,  and 
estabUshes  a  window  of  harmonization 
that  permits  a  common  design  to  meet 
the  requirement  of  both  countries. 

UHS  commented  that  DRLs  should 
not  be  limited  to  newly  manufactured 
vehicles,  and  it  urged  that  Standard  No. 
108  apply  to  aftermarket  DRLs  as  weU. 
Since  the  agency  is  not  mandating 
DRLs,  it  had  given  no  thought  to  issues 
of  retrofit,  and,  in  any  event,  the  subject 
was  beyond  the  scope  of  the  NPRM  and 
not  a  pari  of  the  petition  upon  which 
the  rulemaking  was  based. 

NHTSA  does  not  believe  that  the  lade 
of  a  regulation  covering  vehicles-in-use 
that  were  originally  manufactured 
without  DRLs  will  result  in  aftermarket 
DRLs  that  are  contrary  to  the  final  rule. 
State  lighting  laws  for  vehicles-in-use 
are  generally  identical  to  Standard  Na 
108's  requirements  for  new  vehides. 

This  final  rule  does  not  have  any 
retroactive  effect  Under  15  U.S.C 
1392(d),  whenever  a  Federal  motor 
vehicle  safety  standard  is  in  effect,  a 
state  may  not  adopt  or  maintain  a  safety 
standard  appUcable  to  the  same  aspect 
of  performance  which  is  not  identical  to 
the  Federal  standard.  IS  U.S.C  1394 
sets  forth  a  procedure  for  judidal  review 
of  final  rules  establishing,  amending  or 
revoking  Federal  motor  vehicle  safety 
standards.  That  section  does  not  require 
submission  of  a  petition  fcv 
reconsideration  or  othw  administrative 
proceedings  before  parties  may  file  suit, 
in  court. 
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Shifk  to  Expression  of  MaasuraiiMiits  in 
Metrics 

In  implementation  of  the 
Department's  policy  to  use  the 
international  metric  system  wherever 
possible  in  rulemakings,  the  values  that 
are  adopted  are  expressed  in  metrics. 
This  shift  will  resuU  temporarily  in 
Standard  No.  108  using  the 
conventional  system  of  measurement  in 
some  sections  and  the  metric  system  in 
others.  However,  eventually.  Standard 
No.  108  will  be  converted  entirely  to 
metric  terms,  in  accordance  with  a 
NHTSA  timetable. 


jurisdictions  and  organizations. 
Accordingly,  no  regulatory  flexibility 
analysis  has  been  prepared. 

Executive  Order  12612  (Federalism) 

This  rule  has  also  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  NHTSA  has  determined  that 
it  does  not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  FederaUsm  Assessment. 

List  of  Subiects  in  49  C7R  Part  571 

hnports.  Motor  vehicle  safety.  Motor 


Rulemaking  Analyses 

Executive  Order  12291  (Federal 
Regulation)  and  DOT  Regulatory 
Policies  and  Procedures 

NHTSA  has  considered  the  economic 
impacts  of  this  rule  and  has  made  a ' 
determination  that  it  is  not  major  within 
the  meaning  of  E.0. 12291  nor 
significant  under  Department  of 
Transportation  policies  and  procedures. 
The  rule  is  not  mandatory  upon  persons 
otherwise  regulated  by  Standard  No. 
108,  therefore  there  is  no  cost  impact 
upon  any  manufacturer  who  does  not 
choose  to  offer  a  DRL.  NHTSA  has  no 
information  on  whether  manufacturers 
other  than  GM  will  avail  themselves  of 
the  option.  Because  DRL's  are  not 
required,  any  cost  from  implementing 
them  will  be  at  the  manufacturer's 
choice.  There  may  be  a  small 
incremental  increase  over  some 
standard  Canadian  DRL  models  for  the 
purpose  of  limiting  possibly  negative 
safety  effects,  but  NHTSA  has  not 
quantified  these  costs  as  DRL's  are  not 
required.  Therefore,  preparation  of  a  full 
regulatory  evaluation  is  not  warranted. 

National  Environmental  Policy  Act 

NHTSA  has  analyzed  this  rule  for  the 
purposes  of  the  National  Environmental 
Policy  Act.  It  will  not  have  a  significant 
eH'ect  upon  the  environment  because 
there  is  no  requirement  that  a 
manufacturer  provide  DRLs.  As  noted 
previously  in  this  notice,  there  could  be 
a  fuel  economy  penalty  of  up  to  one 

auarter  mile  per  gallon,  depending  on 
le  type  of  DRL. 

Regulatory  Flexibility  Act 

The  agency  has  also  considered  the 
impacts  of  this  rule  in  relation  to  the 
Regulatory  Flexibility  Act.  I  certify  that 
this  rule  will  not  have  a  significant 
economic  impact  upon  a  substantial 
number  of  small  entities,  because  its 
adoption  will  not  establish  a  mandatory 
requirement  on  regulated  persons. 
Further,  the  rule  will  not  afi^ect  the  price 
of  vehicles  purchased  by  small 


vehicles. 

PART  571-{AMENDED] 

1571.108    [Amended] 

In  consideration  of  the  foregoing.  49 
CFR  571.108,  Motor  Vehicle  Safety 
Standard  No.  108,  Lamps,  Reflective 
Devices,  and  Associated  Equipment  is 
amended  as  follows: 

1.  The  authority  citation  for  part  571 
continues  to  read  as  follows: 

Authority:  15  U.S.C  1392. 1401. 1403. 
1407;  delegation  of  authority  at  49  CFR  1.50. 

2.  Paragraph  S5.5.3  is  revised  to  read 
as  follows: 

S5.5.3  The  taillamps  on  each  vehicle 
shall  be  activated  when  the  headlamps 
are  activated  in  a  steady-burning  state, 
but  need  not  be  activated  if  the 
headlamps  are  activated  at  less  than  full 
intensity  as  permitted  by  paragraph 
S5.5.11(a). 

3.  New  paragraph  S5.5.11  is  added  to 
read  as  follows: 

SS.5. 11(a)  Any  pair  of  lamps  on  the 
front  of  a  passenger  car,  multipurpose 
passenger  vehicle,  truck,  or  bus, 
whether  or  not  required  by  this 
standard,  other  than  parking  lamps  or 
fog  lamps,  may  be  wired  to  be 
automatically  activated,  as  determined 
by  the  manufacturer  of  the  vehicle,  in  a 
steady  burning  state  as  daytime  running 
lamps  (DRLs)  and  to  be  automatically 
deactivated  when  the  headlamp  control 
is  in  any  "on"  position,  and  as 
otherwise  determined  by  the 
manufacturer  of  the  vehicle,  provided 
that  each  such  lamp: 

(1)  Has  a  luminous  intensity  not  less 
than  500  candela  at  test  point  H-V,  nor 
more  than  3,000  candela  at  any  location 
in  the  beam,  when  tested  in  accordance 
with  Section  Sll  of  this  standard, 
imless  it  is: 

(i)  A  lower  beam  headlamp  intended 
to  operate  as  a  DRL  at  full  voltage,  or  at 
a  voltage  lower  than  used  to  operate  it 
as  a  lower  beam  headlamp;  or 

(ii)  An  upper  beam  headlamp 
intended  to  operate  as  a  DRL,  whose 
luminous  intensity  at  test  point  H-V  is 
not  more  than  7,000  candela,  and  which 


is  mounted  not  higher  than  864  mm 
above  the  road  surface  as  measured  from 
the  center  of  the  lamp  with  the  vehicle 
at  curb  weight; 

(2)  Is  permanently  merited  "DRL"  on 
its  lens  in  letters  not  less  than  3  mm 
high,  imless  it  is  optically  combined 
with  a  headlamp; 

(3)  Is  designed  to  provide  the  same 
color  as  the  other  lamp  in  the  jpair,  and 
that  is  one  of  the  following  colors  as 
defined  In  SAE  Standard  J578  MAY88: 
White,  white  to  yellow,  white  to 
selective  yellow,  selective  yellow,  or 
yellow; 

(4)  If  not  optically  combined  with  a^ 
turn  signal  lamp,  is  located  so  that  the 
distance  from  the  edge  of  the 
illuminated  surface  of  its  lens  to  the 
optical  axis  (filament  center)  of  the 
nearest  turn  signal  lamp  is  not  less  than 
100  mm,  unless  its  luminous  intensity 
as  a  DRL  is  not  more  than  2.600  candela 
at  any  location  in  the  beam,  or  unless  it 
is  deactivated  when  the  turn  signal 
lamp  is  activated;  and 

(5)  If  optically  combined  with  a  turn 
signal  lamp,  is  automatically 
deactivated  as  a  DRL  when  the  turn 
signal  lamp  or  hazard  warning  lamp  is 
activated,  and  automatically  reactivated 
as  a  DRL  when  the  turn  signal  lamp  or 
hazard  warning  lamp  is  deactivated. 

(b)  Any  pair  of  lamps  that  are  not 
required  by  this  standard  and  are  not 
optically  combined  with  any  lamps  that 
are  required  by  this  standard,  ana  which 
are  used  as  DRLs  to  fulfill  the 
specifications  of  S5.5.11(a),  shall  be 
mounted  at  the  same  height,  which  shall 
be  not  more  than  1.067  m  above  the 
road  surface  measured  bom  the  center 
of  the  lamp  on  the  vehicle  at  curb 
weight,  and  shall  be  symmetrically 
disposed  about  the  vertical  centerline  of 
the  vehicle. 

4.  New  paragraph  Sll  is  added  to 
read  as  follows: 

Sll.  Photometric  Test.  A  lamp  that  is 
wired  in  accordance  with  paragraph 
S5.5.11  of  this  standard,  shall  be  tested 
for  compliance  with  S5.5. 11(a)(1)  in 
accordance  with  the  test  method 
specified  for  photometric  testing  in  SAE 
Standard  1575  DEC88  when  a  test 
voltage  of  12.8V  ♦/20  mV  is  applied  to 
the  input  terminals  of  the  lamp  switch 
module  or  voltage-reducing  equipment, 
whichever  is  closer  to  the  electrical 
source  on  the  vehicle.  The  test  distance 
from  the  lamp  to  the  photometer  shall 
be  not  less  than  18.3  m,  if  the  lamp  is 
optically  combined  with  a  headlamp,  or 
is  a  separate  lamp,  and  not  less  than  3 
m,  if  the  lamp  is  optically  combined 
with  a  lamp,  other  than  a  headlamp, 
that  is  required  by  this  standard. 


Issued  on:  Jan 
Marion  C  Blaki 
Administrator. 
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Monday.  Januaiy  11.  1993 


TNs  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  puWic  of  the  proposed 
issuance  of  rules  and  reguJations.  The 
purpose  of  these  notices  is  to  give  Interested 
persons  an  opportunity  to  participate  in  the 
rule  maldng  prior  to  the  adoption  of  the  final 
rules. 


OFFICE  OF  PERSONNEL 
MANAGEMENT 

5  CFR  Part  410 
RIN  3206-AF05 

Training 

AGENCY:  Office  of  Personnel 

Management. 

ACTION:  Proposed  rulemaking. 


summary:  The  Office  of  Personnel 
Management  (0PM)  is  proposing  to 
amend  its  regulations  governing  the 
training  of  Federal  employees  in  areas 
described  in  OPM's  Memorandimi  for 
Heads  of  Departments  and  Independent 
Agencies.  January  10, 1992,  Subject: 
Human  Resources  Development  Policy 
Initiatives.  The  Policy  Initiatives  outline 
a  series  of  actions  to  strengthen  human 
resources  development  in  the  Federal 
Government.  Federal  agencies  are 
increasingly  dependent  on  the  skills  and 
capabilities  of  their  workforce  to 
enhance  productivity  and  ensure  quality 
service  to  the  American  public.  The 
Policy  Initiatives  provide  broad 
direction  and  support  to  agencies  in  the 
management  of  training  resources  and 
programs.  The  proposed  regulatory 
change  is  seen  as  a  key  element  in 
building  responsive,  cost-effective,  and 
sustained  human  resource  development 
programs  in  Federal  agencies. 
Regulations  on  training  needs 
assessment  will  require  each  agency  to 
establish  a  process  that  systematically 
links  its  training  and  development  plans 
and  resources  to  the  agency's  mission, 
strategic  plans,  performance  goals,  and 
priorities. 

DATES:  Written  comments  will  be 
considered  if  received  no  later  than 
February  10. 1993. 
ADDRESSES:  Send  or  deliver  written 
comments  to  Dona  Wolf.  Director. 
Human  Resources  Development  Group, 
U.S.  Office  of  Personnel  Management, 
room  5554. 1900  E  Street,  NW., 
Washington.  DC  20415. 
FOR  FURTHER  MFORMATION  CONTACT: 
Barbara  Smith.  (202)  376-6804. 


SUPPLEMENTARY  INFORMATION:  The  major 
objective  of  human  resource 
management  in  the  Federal  Government 
is  to  attract,  develop,  and  retain  a 
quality,  balanced  workforce.  In  its 
leadership  capacity.  OPM,  in 
partnership  with  the  agencies,  has 
developed  Human  Resources 
Development  Policy  Initiatives  as  part  of 
its  plan  to  address  this  important 
objective.  The  initiatives  outline  critical 
areas  for  poUcy  direction  and  program 
guidance  and  focus  on  a  planned, 
balanced,  and  continuotis  approach  to 
the  growth  and  development  of 
Government  employees  at  all  levels.  In 
accordance  with  its  authority  under  5 
U.S.C.  4118.  OPM  plans  to  issue 
regulatory  changes  as  described  below. 

Training  Needs  Assessment 

OPM  proposes  to  amend  its 
regulations  in  subpart  B  of  part  410. 
Determining  Training  Needs.  Needs 
assessment  is  the  critical  first  step  in  a 
systematic  approach  for  developing 
plans  and  programs  designed  to 
improve  organizational  and  individual 
performance.  The  well-planned  and 
timely  assessment  of  needs  ensures  that 
organizational  training  and 
development  resources  are  committed  to 
the  highest  priority  needs  and  provides 
the  most  cost  effective  basis  for  an 
agency's  expenditure  of  training  dollars. 

Through  extensive  studies.  OPM  has 
found  that  training  needs  assessment 
practices  vary  widely  from  agency  to 
agency.  Some  have  very  sophisticated 
needs  assessment  processes, 
encompassing  formal  task  analyses  of 
key  occupations  followed  by  systematic 
comparisons  of  employee  skill  levels  to 
occupational  requirements,  while  other 
agencies  assess  needs  randomly  and 
haphazardly.  Some  agencies  assess 
employee  needs  on  an  annual  basis, 
while  others  assess  needs  only 
sporadically.  The  variations  and 
inconsistencies  in  needs  assessment 
practices  are  further  documented  by  the 
Volcker  Commission  Report,  Leadership 
for  America:  Rebuilding  the  Public 
Service  (Washington  1989).  The 
Commission  found  that  at  both  the 
career  and  non-career  levels,  training  is 
frequently  ad  hoc  and  self  initiated. 
Further,  the  Commission  found  agencies 
are  not  certain  what  they  should  train 
for  (short-  or  long-term),  which 
employees  should  receive  the  greatest 
training  emphasis  (entry,  mid-  or  senior- 


level),  or  when  or  how  often  employees 
need  additional  education.  The 
Commission  also  found  that  career  ■ 
paths  are  not  well  planned  or  designed 
and,"*  •  *  with  a  few  exceptions, 
most  Federal  training  is  voluntary, 
individually  focused,  and  job-specific 
and  bears  little  discernible  relation  to 
major  agency  objectives  and  missions. 
Nor  is  training  tied  to  any  performance 
goals,  leaving  agencies  unable  to  justify 
costs  in  an  era  of  tight  budgets." 

Based  on  these  findings  and  the 
results  of  its  studies  on  practices  in  both 
the  private  and  public  sectors,  OPM 
proposes  to  regulate  needs  assessment 
to  ensure  that  agency  practices  are 
comprehensive,  uniform,  and  ongoing. 
The  regulations  will  increase  the 
likelihood  that  budget  and  program 
resources  committed  to  training  relate 
directly  to  agency  mission  and 
performance  priorities.  Needs 
assessment  based  on  the  identification 
of  agency  mission  needs  and  critical 
occupational  and  individual 
performance  requirements  can  help 
agencies  eUminate  redundant  training 
efforts,  substantially  reduce  the 
unnecessary  expenditure  of  training 
dollars,  and  assist  managers  in 
identifying  performance  requirements 
that  can  best  be  satisfied  by  training  and 
other  developmental  strategies. 

The  proposed  regulations  will  require 
agencies  to  describe  desired  levels  of 
organizational,  occupational,  and 
individual  periformance.  Through  its 
needs  assessment  process,  an  agency 
will  determine  the  difference  between 
actual  and  desired  performance  levels.  If 
a  gap  fsxists,  an  agency  will  identify  the 
imderlying  cause{s)  for  the  difference.  If 
training  is  determined  to  be  appropriate, 
an  agency  will  use  information 
furnished  by  the  needs  assessment  to 
identify  who  needs  training  and  when 
and  how  it  can  best  be  provided. 

The  regulations  propose  a  systematic 
approach  to  planning  career 
development  strategies  for  Government 
employees.  They  focus  on  the  use  of 
training  and  other  development  to 
maintain  and  improve  organizational, 
occupational,  and  individual 
performance.  Further,  the  regulations 
reflect  the  importance  of  a  well-trained, 
fully  developed,  and  balanced 
workforce  in  which  needs  are  assessed 
fairly  and  equitably  for  all  employees. 
To  assist  agencies  in  implementing 
these  regulations,  OPM  wUl  prepare 
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guida:-.ce  through  the  Federal  Personnel 
Manual  Chapter  410  (Training)  that 
illustrates  performance  models,  best 
practices,  and  useful  needs  assessment 
techniques  and  tools. 

Other  Development 

The  proposed  regulations  provide  for 
consideration  of  developmental  options 
(e.g.,  apprenticeships,  reassignments, 
details,  rotational  assignments,  etc.)  in 
determinations  covered  by  subparts  B 
and  C  of  part  410.  This  reflects  OPM's 
view  that  these  options  should  be 
considered  in  establishing  priorities  for 
meeting  developmental  needs.  In  some 
situations,  a  developmental  option 
could  be  a  more  appropriate  mechanism 
for  skills  development  and  less  costly 
than  formal  training. 

Training  of  Persons  With  Disabilities 

The  proposed  regulations  insert  a 
reference  to  "persons  with  disabilities" 
in  the  sections  dealing  with  "using 
needs  assessment  to  manage  human 
resources"  and  "selection  and 
assignments"  to  ensure  that  agencies' 
procedures  provide  safeguards  against 
unjustified  denial  of  developmental 
opportunities  for  persons  with 
disabilities. 

E.0. 12291,  Federal  Regulation 

I  have  determined  that  this  is  not  a 
major  rule  as  defined  in  E.0. 12291, 
Federal  Regulation. 

Regulatory  Flexibility  Act 

I  certify  that  these  regulations  will  not 
have  significant  economic  impact  on  a 
substantial  number  of  small  entities 
because  they  affect  only  Federal 
employees  and  agencies. 

List  of  Subjects  in  S  CFR  Part  410 

Authority  delegation.  Education, 
Government  employees,  Manpower 
training  programs,  Personnel 
Management  OfBce. 

Office  of  Personnel  Management. 
Douglas  A.  Brook. 
Acting  Director. 

Accordingly,  the  Office  of  Personnel 
Management  proposes  to  amend  5  CFR 
part  410  as  follows: 

PART  41  &-TR  AIMING 

1.  The  authority  citation  for  part  410 
continues  to  read  as  follows: 

Authority:  5  U.S.C.  4101,  et  seq.;  E.0. 
11348,  3  CFR,  1967  Comp.,  p.  275.  §410.503 
also  issued  under  5  U.S.C.  5364.  §  410.506, 
§  410.511.  and  §  410.602  also  issued  under  5 
U.S.C  1104.  $410,902  also  issued  under  42 
U.aa  4746. 


2.  Subpart  B,  consisting  of  §  §  410.201 
and  410.202,  is  revised  to  read  as 
follows: 

Subpart  B — Planning  for  Human  Rasourca 
Davalopmant 

Sec. 

410.201  Assessment  of  needs. 

410.202  Using  needs  assessment  to  manage 
human  resources  and  plan  human 
resource  development  programs. 

Subpart  B — Planning  for  Human 
Resource  Development 

S410.201    Aaaaaamant  of  naada. 

(a)  General.  To  prepare  human 
resources  to  accomplish  agency  goals 
and  program  objectives  effectively  and 
efficiently,  the  head  of  an  agency  shall 
establish  and  maintain  a  system  to 
assess  training  and  other  developmental 
needs  and  set  priorities  for  meeting 
identified  needs.  Training  needs 
assessment  shall  be  an  ongoing  activity 
and  incorporated  within  the  agency's 
overall  human  resources  planning 
process.  Assessing  training  needs  is  a 
collaborative  effort  requiring  the 
support  and  involvement  of  agency 
management.  Agency  policies  on 
conducting  needs  assessment  shall  be 
set  forth  in  writing  and  incorporated 
into  poUcies  established  under 

§  410.301(a)  of  this  part. 

(b)  Needs  Assessment  System,  hi 
conducting  the  reviews  of  training 
needs  required  by  section  4113  of  title 
5,  United  States  Code,  and  by  Executive 
Order  11348,  an  agency  shall  identify 
training  and  other  developmental  needs 
using  the  criteria  in  paragraphs  (c),  (d), 
(e),  and  (f)  of  this  section. 

(1)  Organizational  assessment  will 
identify  broad  priorities  and  objectives 
established  to  maintain  and  improve  the 
performance  of  the  agency  and  its  work 
units.  Organizational  assessment 
ensures  that  the  budget  and  program 
resources  committed  to  training  and 
other  development  will  directly  support 
the  mission,  goals,  and  performance 
reouirements  of  the  agency. 

(2)  Occupational  assessment  will 
identify  short-  and  long-term  job 
requirements  that  are  essential  to 
achieve  operational  goals  and  objectives 
for  each  major  occupation  within  the 
agency  including  executive,  managerial, 
and  supervisory  positions. 

(3)  Individual  assessment  will 
identify  particular  knowledge,  skills, 
and  abilities  required  of  employees  to 
perform  their  jobs.  Individual  employee 
needs  will  be  assessed  to  ensure 
professional  growth  and  development  of 
employees  within  career  paths, 
particularly  during  periods  of 
organizational  and  technological  change 
to  maintain  desired  levels  of 


performance.  At  a  minimum,  needs  of 
individuals  will  be  assessed  at  critical 
career  stages,  including: 

(i)  Initial  entry  to  the  agency; 

(ii)  Progression  from  one  level  of  job 
responsibility  to  another  within  a  career 
path,  as  from  entry  to  journey  level  to 
supervisory  level;  and 

(iii)  Transition  to  a  new  career  or  job 
as  fit)m  one  occupation  to  another, 
technical  expert  to  team  leader, 
supervisor  to  manager,  and  manager  to 
executive. 

(d)  Performance  Requirements.  Needs 
assessment  will  focus  on  the  required  or 
desired  performance  of  the  agency,  the 
organizational  unit,  or  the  individuals 
being  assessed.  Needs  assessment  will 
be  conducted  to  determine  the 
difference  between  required  or  desired 
and  actual  performance  levels.  The 
agency  will  determine  if  the  required  or 
desired  level  of  performance  should  be 
attained  through  training  or  through 
other  methods,  such  as  modifying 
systems  and  procedures,  changing 
working  conditions,  or  improving 
communications. 

(e)  Needs  Assessment  Planning.  In 
planning  and  conducting  needs 
assessments,  an  agency  shall  design  and 
develop  an  assessment  plan  that: 

(1)  Identifies  the  goal,  purpose,  and 
level  (organizational,  occupational,  or 
individual)  of  the  particular  assessment; 

(2)  Uses  relevant  documents  such  as 
productivity  reports,  work  studies, 
evaluations,  trend  analyses,  and  other 
data  sources,  including  needs 
assessment  instruments,  to  provide 
accurate  and  reUable  information  on 
organizational,  occupational,  and 
individual  performance;  and 

(3)  Incorporates,  as  needed,  other 
systems  to  retrieve  information  on 
organizational,  occupational,  and 
individual  performance  such  as 
performance  appraisal  processes, 
succession  planning  strategies,  and 
career  planning  systems. 

(f)  Management  Involvement. 
Managers  and  supervisors  will  actively 
support  the  agency's  needs  assessment 
process.  Management  actions  shall 
include  setting  human  resources  goals, 
establishing  training  and  other 
development  priorities,  making 
decisions  about  the  investment  of 
resources  and  assessing  the  performance 
of  individuals  and  occupational  groups. 

(g)  Needs  Assessment  Implementation 
and  Evaluation.  At  least  annually,  an 
agency  shall: 

(1)  Analyze  findings  on  new  or 
previously  identified  needs  to: 

(i)  Assure  they  are  accurate  and 
provide  reliable  information  on  the 
present  and  projected  critical  skill 
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requirements  of  the  organization  and 
individuals;  and 

(ii)  Determine  whether  the  findings 
are  being  used  effectively  by  the  agency 
to  close  identified  gaps  between  desired 
and  actual  levels  of  performance 
assessed  for  the  organization, 
occupational  groups  and  individual 
employees;  and 

(2)  Analyze  the  effectiveness  and 
efficiency  of  their  documented  needs 
assessment  system  and  procedures  to 
determine: 

(i)  If  they  generate  relevant 
information: 

(ii)  If  they  are  practical  to  conduct; 
and 

(iii)  How  needs  assessment  findings 
are  used  by  the  agency,  including  how 
they  are  used  in  decisions  to  allocate 
agency  training  resources. 

1410202    Using  n««d«aM«Mm«nt  to 
manage  human  raaourcM  and  plan  human 
resource  devetopmant  programs. 

(a)  An  agency  shall  evaluate 
information  derived  from 
organizational,  occupational,  and 
individual  assessments  and  use  these 
findings  to  make  decisions  on  training 
resource  allocations  and  plan  human 
resources  development  programs. 

(b)  Organizational  assessment 
findings  shall  be  used  by  agency 
officials  as  the  basis  for: 

(1)  Establishing  human  resources 
development  goals  and  priorities; 

(2)  Integrating  human  resources 
development  planning  with  work 
planning,  budgeting,  and  other 
personnel  management  systems; 

(3)  Making  short-  and  long-term 
decisions  on  investment  of  resources  to 
plan  for  training  and  other 
developmental  activities  within  the 
agency; 

(4)  Designing,  developing, 
conducting,  and  evaluating  training, 
new  employee  orientation  programs, 
and  other  development  programs  and 
activities  for  the  agency  through  internal 
and  external  resources;  and 

(5)  Assessing  agency  plans  to  ensure 
consistency  with  the  merit  system 
principles  set  forth  in  5  U.S.C.  230ltb) 
(1)  and  (2),  taking  into  consideration  the 
need  to  maintain  a  diversified  workforce 
in  which  women,  minorities,  and 
persons  with  disabilities  are 
appropriately  represented  and 
developed  in  the  agency. 

(c)  Occupational  assessment  findings 
shall  be  used  as  the  basis  for: 

(1)  Evaluating  workforce  trends  and 
occupational  forecasts  to  determine 
what  short-  and  long-term  strategies  will 
be  undertaken  to  attain  the  future  skill 
requirements; 


(2)  Developing  strategies  to  address 
recruiting  and  retention  issues  for 
mission-critical  occupations; 

(3)  Identifying  and  tracking  career 
paths,  where  feasible,  and  the  training 
needs  of  employees  on  those  paths, 
including  needs  for  continuing 
technical/professional  development, 
based  on  an  analysis  of  the  occupation's 
tasks  and  an  identification  of  the 
competencies  associated  with  various 
stages  of  advancement  in  that 
occupation; 

(4)  Establishing  training  and  other 
development  programs  to  meet  the 
knowledge  and  skill  needs  of  employees 
in  key  occupations;  and 

(5)  Ensuring  that  budget  and  program 
resources  allocated  for  mission-related 
training  and  other  development  in  key 
occupations  are  supportive  of 
organizational  or  agencywide  priorities. 

(d)  Individual  assessment  findings 
shall  be  used  as  the  basis  for: 

(1)  Developing  plans  for  career  and 
personal  growth  and  to  improve 
individual  performance; 

(2)  Identifying  areas  where  training 
and  other  development  could  improve 
the  performance  of  an  employee  rated  at 
a  level  below  "Fully  Successful"  ot 
enhance  the  competencies  of  an 
employee  already  performing  at  a  "Fully 
Successful"  or  higher  level  to  achieve 
the  highest  level  of  proficiency  and  to 
help  prepare  for  future  assignments  on 
his/her  career  path  or  for  occupational 
change. 

(3)  Selecting  training  and  other 
developmental  activities  for  employees; 
and 

(4)  Ensuring  that  resources  allocated 
for  individual  training  and  other 
development  are  linked  to 
organizational  human  resources 
development  priorities. 

3.  Subpart  C,  consisting  of  §§  410.301 
through  410.304.  is  revised  to  read  as 
follows: 

Sut>part  C— Establishing  human  rasourca 
development  programs 

410.301  Scope  and  general  conduct  of 
programs. 

410.302  Selection  and  assignment  of 
employees  for  development. 

410.303  Utilization  of  trainees. 

410.304  Evaluation  of  training. 

Subpart  C— Establishing  Human 
Resource  Development  Programs 

§410301    Scopa  and  general  conduct  cf( 
programs. 

(a)  The  head  of  an  agency  shall 
determine  the  policies  which  are  to 
govern  the  development  of  the  agency's 
workforce.  These  policies  shall  be  set 
forth  in  writing  and  include  a  statement 


of  the  broad  purposes  for  which  training 
and  other  development  will  be  given 
and  of  the  assignment  of  responsibilities 
for  seeing  that  these  piuposes  are 
achieved. 

(b)  The  head  of  an  agency  also  shall 
take  such  administrative  action  as  is 
necessary  to  assure  that: 

(1)  Plans  and  programs  are  developed 
to  meet  the  short-  and  long-range 
training  and  other  developmental  needs 
within  the  agency; 

(2)  Priorities  are  established  for 
training  and  other  developmental 
prooams  of  the  agency; 

(3)  Provision  is  made  for  the  use  of 
funds  and  staff  hours  in  accordance 
with  established  priorities  for  training 
and  other  developmental  programs  of 

the  agency; 

(4)  Employee  self-development  is 
fostered  through  a  work  environment  in 
which  self-development  is  encouraged, 
self-study  materials  are  reasonably 
available,  and  self-initiated 
improvement  in  performance  is 
recognized;  and 

(Sjlnformation  with  respect  to  the 
general  conduct  of  the  training  program 
of  the  agency  is  availabled  to  enable  the 
Office  of  Personnel  Management,  the 
President,  and  Congress  to  discharge 
their  respective  responsibilities  under 
chapter  41  of  title  5.  United  States  Code. 

(c)  Training  programs  established  by 
the  agencies  under  chapter  41  of  title  5, 
United  States  Code,  shall  to  the 
maximum  extent  feasible: 

(1)  Be  based  on  short-  or  long-range 
needs,  existing  or  reasonably 
foreseeable; 

(2)  Meet  as  many  of  these  needs  as 
possible,  with  priorities  considered; 

(3)  Use  work  assignment  flexibility  to 
provide  experience  to  promote 
employee  growth  for  the  purpose  of 
increasing  the  quality  and  quantity  of 
work  produced;  and 

(4)  Be  integrated  with  other  personnel 
management  and  operating  activities. 

(d)  As  provided  in  subsection  (b)  of 
section  4103  of  title  5.  United  States 
Code,  an  agency  may  train  any 
employee  of  the  agency  to  prepare  the 
employee  for  placement  in  another 
agency  when  the  following  conditions 
are  met: 

(1)  The  head  of  the  agency  must 
determine  that  the  employee  will 
otherwise  be  separated  under  conditions 
which  would  entitle  the  employee  to 
severance  pay  imder  section  5595  of 
title  5,  United  States  Code; 

(2)  Before  undertaking  any  training 
under  this  section,  the  head  of  the 
agency  shall  obtain  verification  bom  the 
Office  of  Personnel  Management  that 
there  exists  a  reasonable  expectation  of 
placement  in  another  agency;  and 
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(3)  In  selecting  an  employee  for 
training  under  this  section,  the  heed  of 
the  agency  shall  consider 

(i)  The  extent  to  ^*^ch  the  cunent 
skills,  knowledge,  and  abilities  of  the 
employee  may  be  used  in  the  new 
position; 

(ii)  The  employee's  capability  to  learn 
skills  and  acquire  knowledge  and 
abilities  needed  in  the  new  position; 
and 

(iii)  The  benefits  to  the  Government 
%^ich  would  resuh  from  retaining  the 
employee  in  the  Federal  service. 

§410.302    Selection andaaelgninent of 
employee  ■  tar  deveiopmenL 

(a)(1)  Except  as  provided  by 
paragraph  (a)(2)  oi  this  section,  an 
agency  must  follow  its  merit  promotion 
procedures  when  selecting  a  career  or 
career-conditional  employee  for  training 
or  other  development  which  is: 

(i)  Part  of  an  authorized  training 
agreement; 

(ii)  Part  of  a  promotion  program;  or 

(iii)  Required  before  an  employee  may 
be  considered  for  a  promotion. 

(2)  Paragraph  (a)(1)  of  this  section 
does  not  apply  if: 

(i)  The  agency's  merit  promotion 
procediires  have  already  been  applied; 

or 

(ii)  The  development  is  associated 
with  an  action  not  covered  by  or 
excepted  from  those  procedures. 

(bf  With  respect  to  selection  and 
assignment  of  employees  to  training  by, 
in,  or  through  n<m-Govemment 
facilities,  the  head  of  an  agency  shall 
provide  that  each  assignment  of  an 
employee  who  is  stationed  within  the 
continental  limits  of  the  United  States  to 
training  outside  these  limits  be 
approved  by  a  specifically  designated 
official  at  the  headquarters  level  of  the 
agency. 

(c)  The  head  of  an  agency  shall 
prescribe  such  procedures  as  are 
necessary  to  assure  that  the  selection  of 
employees  for  development  is  made 
without  regard  to  race,  color,  religion, 
sex,  national  origin,  age,  disability,  or 
other  factors  unrelated  to  the  need  for 
employee  deveiopmenL 

§410.303    tmiization  of  trainees. 

An  agency,  in  effecting  position 
changes,  shall  consider  significant 
training  and  other  developmental 
activities  imdertaken  by  employees. 

§410.304    Evaluation  of  training. 

An  agency  shall  evaluate  the  results 
and  effects  of  training  programs  and 
other  developmental  activities  in  such 
manner  and  with  such  frequency  as  the 
agency  bead  considers  appropriate. 

(FR  Doc  d3-397  Filed  l-S-93: 8:45  am) 
BIUJN0  00ei( 


DEPARTMENT  OF  AGRICULTURE 

Federal  Grain  Inapactlon  Sarvic* 
7GFRPBrt68 

Ur>Ned  States  Standard*  for  Ric* 

AGENCY:  Federal  Ckain  Inq>ection 
Service,  USDA.* 
ACTION:  Proposed  rule. 

SUMMARY:  In  compliance  with  the 
requirements  for  pwriodic  review  of 
regulations,  the  Federal  Grain 
Inspection  Service  (FGIS)  is  proposing 
to  revise  the  United  States  Standards  for 
Rice.  Specifically.  FGIS  proposes  to 
revise  the  United  States  Standards  for 
Rough  Rice.  Brown  Rice  for  Processing, 
and  Milled  Rice  by  establishing  a 
special  grade  for  aromatic  (scented)  rice 
and  eliminating  the  reqmrement  that 
rough  rice  or  brown  rice  for  processing 
must  contain  more  than  25  percent  of 
whole  kernels  in  order  to  be  classed  as 
Long  grain.  Medium  grain.  Short  grain, 
or  Mixed  rough  rice  or  brown  rice  for 
processing. 

DATES:  Comments  must  be  submitted  on 
or  before  April  12, 1993. 
ADDRESSES:  Written  comments  must  be 
submitted  to  George  Wollam,  PGIS, 
USDA,  Room  0632  South  Building.  P.O. 
Box  96454.  Washington.  DC,  20090- 
6454;  FAX  (202)  720-4628.  All 
comments  received  will  be  made' 
available  for  public  inspection  in  Room 
0632  USDA  South  Building.  1400 
Independence  Avenue  SW., 
Washington.  DC,  during  regular 
business  hours  (7  CFR  1.27(b)). 
FOR  FURTHER  INFORMATION  CONTACT: 
George  Wollam,  address  as  above, 
telephone  (202)  720-0292. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  12291 

This  proposed  rule  has  been  issued  in 
conformance  with  Executive  Order 
12291  and  Departmental  Regulation 
1512-1.  This  action  has  been  classified 
as  nonmajor  because  it  does  not  meet 
the  criteria  for  a  major  regulation 
established  in  the  Order. 

Executive  Order  12778 

This  fnoposed  rule  has  been  reviewed 
under  Executive  Order  12778.  Civil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroactive  effect.  This 


'  The  anthority  to  sKerciM  the  functions  of  th« 
Secretary  of  Agricultxire  contained  in  the 
Agricultural  Marketing  Act  at  194«.  as  anModed  t7 
U.SXX  1&21-1627),  concerning  inspectioii  and 
standardization  activities  related  to  grain  and 
similar  commodities  and  products  thereof  has  bean 
delegated  to  the  Administrator.  Federal  Gnia 
Inspecliaa  Service  (7  U.S.C  79a;  7  CFR  sas). 


proposed  rule  will  not  {veempt  any 
State  or  local  laws,  regulations,  or 
policies,  unless  they  present  an 
irreconcilable  conflict  with  this  rule. 
There  are  no  administrative  procedures 
which  must  be  exhausted  prior  to  any 
judicial  challenge  to  the  provisions  of 
this  rule. 

Regul^ory  Flexibility  Act  Certificatiaa 

John  C.  Foltz.  Administrator,  FQS, 
has  determined  that  this  proposed  rule 
will  not  have  a  significant  economic 
impact  on  a  substantia)  number  of  small 
entities  because  those  persons  who 
apply  the  standards  and  most  users  of 
the  inspection  services  do  not  meet  the 
requirements  iot  small  entities  as 
defined  in  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601  et  seq).  Further,  the 
standards  are  applied  equally  to  all 
entities. 

Review  of  Standarda 

On  January  22. 1992.  FGIS  pubUshed 
in  the  Federal  Register  (57  FR  2482)  a 
request  for  pubUc  comment  on  the 
review  of  the  United  States  Standards 
for  Rice.  The  objective  of  the  review  is 
to  ensure  that  the  standards  continue  to 
serve  the  needs  of  the  marketplace  to 
the  greatest  extent  possible.  In  keeping 
with  this  objective.  FGIS  requested 
comments  on  the  need  for  revising 
various  sections  of  the  standards,  the 
potential  for  improvements,  and 
language  clarity.  Specifically,  FGIS  has 
focused  on  reviewing  the  need  to: 

1.  Establish  standards  for  edible 
brown  rice, 

2.  Establish  a  special  grade  for 
aromatic  rice, 

3.  Increase  the  limits  for  broken 
kernels  removed  by  a  5  plate  for  U.S. 
Nos.  1  and  2  milled  rice, 

4.  Eliminate  the  class  Screenings 
milled  rice, 

5.  Revise  the  definitions  of  the  classes 
of  rough  rice  by  eliminating  the 
requirement  that  these  classes  must 
contain  more  than  25  percent  whole 
kernels,  and 

6.  Revise  the  definitions  of  the  classes 
Second  Head,  Screenings,  and  Brewers 
milled  rice  by  eliminating  the  southern 
production  criteria  and  adopting  the 
western  production  criteria  for  rice 
grown  in  all  areas  of  production. 

Interested  parties  were  invited  to 
participate  in  the  rulemaking  process  by 
submitting  written  comments  and/ or 
recommendations  on  the  suggested 
changes  to  the  official  standards.  Ehiring 
the  90-day  comment  period,  a  total  of 
nine  comments  were  received  from 
private  companies,  governmental  and 
educational  organizations,  and  groups 
representing  rice  growers  and  millen. 


3512 


Federal  Register  /  Vol.  58.  No.  6  /  Monday,  January  11.  1993  /  Proposed  Rules 


Establishing  Standards  for  Edible 
Brown  Rice 

Presently,  there  are  no  U.S.  standards 
for  edible  brown  rice;  i.e.,  brown  rice 
that  is  intended  to  be  consumed  without 
being  milled.  The  cxirrent  U.S. 
Standards  for  Brown  Rice  for  Processing 
were  developed  solely  for  brown  rice 
intended  to  be  processed  into  milled 
rice.  Most  edible  brown  rice  is  marketed 
on  private  specifications.  For  this 
reason.  FGIS  sought  to  determine 
whether  there  was  a  need  to  develop 
U.S.  standards  specifically  for  edible 
brown  rice. 

Four  groups  representing  rice 
growers,  millers,  and  processors 
commented  on  the  need  to  establish 
standards  for  edible  brown  rice.  It  was 
the  view  of  two  of  those  groups  that 
standards  for  edible  brown  rice  are  not 
needed.  One  other  group  commented 
that  they  would  not  oppose  standards 
for  edible  brown  rice,  "but  question  the 
industry's  desire  or  need  for  edible 
brown  rice  standards  at  this  time.  "Only 
one  commenter  expressed  any  support 
for  the  establishment  of  standards 
provided  that  "standards  do  not  allow 
the  inclusion  of  white  milled  broken 
rice." 

From  the  comments  received,  FGIS 
has  determined  that  a  majority  of  the 
market  would  not  use  U.S.  standards  for 
edible  brown  rice  if  they  were  available. 
Consequently,  FGIS  will  not  propose 
establishing  standards  for  edible  brown 
rice  at  this  time. 

Establishing  a  Special  Grade  for 
Aromatic  Rice 

The  amount  of  aromatic  or  scented 
rice  produced  in  the  United  States  has 
grown  steadily  in  the  last  decade,  as  has 
the  demand  for  relevant  standards  of 
quality.  In  response,  FGIS  requested 
comments  on  the  need  to  establish  a 
special  grade  for  aromatic  rice.  The 
present  U.S.  Standards  for  Rough  Rice, 
Brown  Rice  for  Processing,  and  Milled 
Rice  are  being  applied  to  aromatic  rice. 
But,  the  current  standards  do  not 
provide  for  grading  or  otherwise 
identifying  such  rice  as  "Aromatic." 

Groups  representing  rice  growers, 
millers,  and  processors  commented  that 
aromatic  rice  has  the  potential  to  greatly 
expand  both  production  and 
consumption  beyond  current  levels. 
Establishing  a  special  grade  for  aromatic 
rice  could  facilitate  this  expansion  and 
assist  consumers.  Therefore,  FGIS,  is 
proposing  to  revise  the  U.S.  Standards 
for  Rough  Rice,  Brown  Rice  for 
Processing,  and  Milled  Rice  to  establish 
a  special  grade  for  aromatic  rice. 


Increasing  Limits  on  Broken  Kernels 
Removed  by  a  5  Plate 

A  5  plate  is  a  laminated  metal  plate 
with  rows  of  perforated  round  holes  that 
are  %4  inch  in  diameter.  "Broken 
kernels  removed  by  a  5  plate"  consist  of 
very  smcill  particles  of  broken  rice  that 
become  trapped  In  the  plate's  holes 
when  a  50  gram  sample  is  poured  over 
the  plate.  According  to  the  U.S. 
Standards  for  Milled  Rice,  the 
maximum  limit  for  "broken  kernels 
removed  by  a  5  plate"  in  U.S.  Nos.  1 
and  2  milled  rice  is  0.04  percent  and 
0.06  percent,  respectively. 

FGIS  sought  comments  on  whether 
the  limits  for  "broken  kernels  removed 
by  a  5  plate"  should  be  increased  to  0.1 
percent  for  both  U.S.  Nos.  1  and  2 
milled  rice.  This  action  would 
compensate  for  the  normal  variability  of 
the  scales  used  to  determine  the  amoimt 
of  this  material  in  a  sample.  The  scales 
used  by  FGIS  to  determine  the  amount 
of  "broken  kernels  removed  by  a  5 
plate"  in  a  50  gram  sample  of  milled 
rice  are  accurate  fo  plus  or  minus  0.02 
gram.  Therefore,  the  results  of  any 
"broken  kernels  removed  by  a  5  plate" 
determination  may  vary  by  as  much  as 
plus  or  minus  0.04  percent. 

Several  of  the  groups  that  commented 
on  this  suggestion  expressed  deep 
concerns  about  changing  the  current 
levels.  These  commentors  felt  that 
allowing  a  greater  amount  of  small 
broken  kernels  in  high-quality  U.S.  rice 
would  reduce  the  marketability  of  U.S. 
Nos.  1  and  2  milled  rice.  FGIS  beUeves 
that  a  slight  increase  in  the  limits  would 
not  have  a  noticeable  effect  on  rice 
quality  or  appearance.  But,  FGIS  is 
concerned  that  any  loosening  of  grade 
limits  may  inadvertently  harm  the 
United  States'  reputation  for  producing 
and  marketing  high-quality  rice.  To 
avoid  any  such  negative  consequences, 
FGIS  plans  to  investigate  other 
alternatives  (e.g.,  use  more  accurate 
scales  or  increase  the  sample  size  to  100 
grams),  rather  than  increasing  the 
"broken  kernels  removed  by  a  5  plate" 
limit. 

Eliminating  the  Class  Screenings  Milled 
Rice 

Broken  milled  rice,  rice  that  contains 
less  than  25  percent  of  whole  kernels,  is 
ciurently  classed  as  either  Second 
Heads,  Screenings,  or  Brewers  milled 
rice,  depending  on  the  size  of  the 
broken  kernels.  FGIS  suggested  that 
consideration  be  given  to  eliminating 
the  class  Screenings  milled  rice  because 
there  was  no  known  price  discount  or 
premium  for  this  class  of  rice. 

Most  commenters  stated  that 
Screenings  milled  rice  is  still  a  viable 


and  useful  classification  and  that  the 
elimination  of  it  could  have  a 
potentially  significant  negative  impact 
on  trade.  As  a  result,  FGIS  has 
determined  that  further  review  would 
be  necessary  before  FGIS  would  propose 
any  change  in  the  classification  of 
broken  milled  rice. 

Revising  the  Class  Definitions  for 
Rough  Rice  and  Brown  Rice  for 
Processing 

FGIS  suggested  that  the  definitions  of 
the  classes  Long  grain,  Medium  grain. 
Short  grain,  and  Mixed  rough  rice  may 
need  to  be  revised  by  eliminating  the 
requirement  that  these  classes  must 
contain  more  than  25  percent  whole 
kernels.  Rough  rice  and  brown  rice  for 
processing  that  contains  less  than  25 
percent  whole  kernels  cannot  be 
identified  by  a  class  name.  As  a  result, 
this  rice  cannot  be  graded.  Milled  rice, 
on  the  other  hand,  that  contains  less 
than  25  percent  whole  kernels  can  be 
identified  by  class  name  (e.g..  Second 
Head,  Screenings,  or  Brewera  milled 
rice)  and  can  be  graded. 

Elimination  ofthe  25  percent  whole 
kernel  requirement  for  classing  rough 
rice  and  brown  rice  for  processing  is 
supported  by  rice  grower  and  miller 
groups  who  believe  that  this  change  will 
facilitate  the  marketing  of  rice  and 
benefit  both  farmers  and  rice  mills. 
Therefore,  FGIS  is  proposing  to  revise 
the  U.S.  Standards  for  Rough  Rice  and 
Brown  Rice  for  Processing  by 
eliminating  the  requirement  that  rice  in 
the  classes  Long  grain.  Medium  grain. 
Short  grain,  and  Mixed  rough  rice  or 
brown  rice  for  processing  must  contain 
more  than  25  percent  whole  kernels. 

Eliminating  the  Southern  Production 
Criteria  for  Qassing  Second  Head, 
Screenings,  and  Brewers  Milled  Rice 

FGIS  evaluated  the  need  to  revise  the 
definitions  of  the  classes  Second  Head, 
Screenings,  and  Brewere  Milled  Rice  by 
eliminating  the  Southern  production 
method  and  adopting  the  Western 
production  method  for  rice  grown  in  all 
areas.  FGIS  found  that  adopting  one 
method  for  all  rice  would  eliminate 
buyer  confusion  and  provide 
nationwide  uniformity.  Also,  sieves 
(Western  production  equipment)  are 
less  expensive  and  more  portable  than 
sizing  plates  (Southern  production 
equipment). 

Six  groups  commented  on  this 
suggestion.  Two  private  companies  and 
one  State  governmental  organization 
supported  eliminating  the  Southern 
proauction  method  and  using  the 
Western  production  method  for  all  rice. 
But,  a  group  that  represents  rice  millers 
and  two  groups  that  represent  rice 
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growers  were  stroogly  oppoMd  to 
adopting  the  Western  prodnctioD 
method  for  rice  grown  in  all  areas.  They 
stated  that  the  Western  production 
method  wouUi  be  costly  and 
cumbersome  for  Southern  mills.  They 
also  stated  that  "because  of  the  shape  of 
the  kernel,  Long  grain  does  not  size  well 
on  sieves.  Therefore,  to  be  tested  foirly, 
a  sizing  separation  using  plates  is 
needed."  Long  grain  rice  is 
predominately-grown  in  the  South. 
There  organizations  also  stated  that 
there  is  insufficient  data  to  support  the 
elimination  of  the  Southern  production 
method  and  that  another  method  should 
be  developed  that  replaces  both  the 
Southern  and  the  Western  production 
methods.  After  due  considwation,  FGIS 
has  determined  that  further  review 
would  be  necessary  before  FGIS  would 
propose  the  elimination  of  either  the 
Southern  or  Western  production 
methods. 

Proposed  Action 

Based  on  current  market  needs,  FGIS 
is  proposing  to  revise: 

1.  Section  6a.202(c)(l)  by  removing 
"which  contains  mora  than  25  percent 
of  whole  kernels  and." 

2.  Section  68.202(c)(2)  by  removing 
"which  contains  mora  than  25  percent 
of  whole  kernels  and." 

3.  Section  68  202(c)(3)  by  removing 
"which  contains  more  than  25  percent 
of  whole  kernels  and." 

4.  Section  68.202(c)(4)  by  removing 
"which  contains  more  than  25  percent 
of  whole  kernels  and." 

5.  Section  68.212  by  adding  a  new 
paragraph  (e),  that  defines  aromatic 
rough  rice. 

6.  Section  68.213  by  adding  a  special 
grade  designation  for  aromatic  rough 
rice. 

7.  Section  68.252(d}(l}  by  removing 
"more  than  25.0  percent  of  whole 
kernels  of  brown  rice  and." 

8.  Section  68.252(d)(2)  by  removing 
"more  than  25.0  percent  of  whole 
kernels  of  brown  rice  and." 

9.  Section  68.252(d)(3)  by  removing 
"more  than  25.0  percent  of  whole 
kernels  of  brown  rice  and." 

10.  Section  68.252(d)(4)  by  removing 
"more  than  25.0  percent  of  whole 
kernels  of  brown  rice  and." 

11.  Section  68.263(d)(2)  by  adding  a 
new  paragraph  (d),  that  defines  aromatic 
brown  rice  for  processing. 

12.  Section  68.264  by  adding  a  special 
grade  designation  for  aromatic  brown 
rice  for  processing  rice. 

13.  Section  68.315  by  adding  a  new 
paragraph  (f),  that  defines  aromabc 
milled  rice. 

14.  Section  68.316  by  adding  a  special 
grade  designation  for  aromatic  milled 
rice. 


The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  intarssL 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
the  public  to  imderstand,  use  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 

List  of  SobiecU  in  7  CFR  Fart  68 

Administrative  practice  and 
procedures,  Agricultural  commodities. 
Rice. 

For  reasons  set  forth  in  the  preamble, 
7  CFR  part  68  is  proposed  to  be 
amended  as  follows: 

PART  68— REGULATIONS  AND 
STANDARDS  FOR  INSPECTION  AND 
CERTIFICATION  OF  CERTAIN 
AGRICULTURAL  COMMODITIES  AND 
THEIR  PRODUCTS 

1.  The  authority  citation  for  part  68 
continues  to  read  as  follows: 

Authority:  Sees.  202-208. 60  Stat  1087,  as 
amended  (7  U.S.C  1621  et  seq). 

Subpwl  C— United  States  Standards  for 
Rough  Rice 

Subpart  D— United  Stats*  Standards  for 
Brown  Rics  for  Proc«ssing 

Subpart  E— United  Ststos  Standards  for 
Milled  Rice 

2.  Section  68.202(c)  (1)  through  (4)  are 
revised  to  read  as  follows: 


§68.202    Dsflnidon  of  other 


(c)*  •  • 

(1)  "Long  grain  rough  rice"  shall 
consist  of  rcmgh  rioe  vduch,  after 
milling  to  a  well-milled  degree,  cobtoins 
not  more  than  10.0  percent  of  whole  or 
broken  kernels  of  medium  or  sh<»t  grain 
rice. 

(2)  ''Medium  grain  rough  rice"  shall 
consist  of  rough  rice  which,  after 
milling  to  a  well-milled  degree,  contains 
not  more  than  10.0  percent  of  whole  w 
large  broken  kernels  of  long  grain  rice  or 
whole  kernels  of  short  grain  rice. 

(3)  "Short  grain  rough  rice"  shall 
consist  of  rough  rice  which,  afier 
milling  to  a  well-milled  degree,  contains 
not  more  than  10.0  percent  of  whole  or 
large  broken  kernels  of  long  grain  rice  or 
whole  kernels  of  medium  grain  rice. 

(4)  "Mixed  rough  rice"  shall  consist  of 
rough  rice  which,  after  milling  to  a  well- 
milled  degree,  contains  mora  than  10.0 
percent  of  "other  types"  as  defined  in 
paragraph  (h)  of  this  section. 

3.  Section  68.212(e)  is  added  after  the 
note  to  reed  as  follows: 

f  68.212    Special  grades  and  requkemsnls. 

(e)  Awnuitjc  mugh  rice.  Aromatic 
rough  rice  shall  be  special  varieties  of 
rice  (Oryza  sativa  L.  scented)  that  have 
a  distinctive  and  characteristic  aroma; 
e.g.,  basmati  and  jasmine  rice. 

4.  Section  68.213  is  revised  to  read  as 
follows: 

§68.213    Special  grade  designation. 

The  grade  designation  for  infested, 
parboiled,  smutty,  glutinous,  or 
aromatic  rough  rice  shall  include, 
following  the  class,  the  word(s) 
"Infested."  "Parboiled  Ught," 
"Parboiled."  "Parboiled  Dark." 
"Smutty."  "Glutinous,"  or  "Aromatic." 
as  warranted,  and  all  other  information 
prescribed  in  §68.211. 

5.  Section  68.252(d)  (1)  through  (4) 
are  revised  to  read  as  follows: 

§68.252    OeOnMon  Cottar  terms. 

*        •        •        *  ^     • 

(d)*  •  • 

(1)  "Long  grain  brown  rice  for 
processing"  shall  consist  of  brown  rice 
for  processing  which  contains  not  more 
than  10.0  percent  of  whole  or  broken 
kernels  of  mediiun  or  short  grain  rice. 

(2)  "Medium  grain  brown  rice  for 
processing"  shall  consist  of  brovm  rice 
for  processing  which  contains  not  more 
than  10.0  percent  of  whole  or  large 
broken  kernels  of  long  grain  rice  or 
whole  kernels  of  short  grain  rice. 

(3)  "Short  grain  brown  rice  for 
processing"  shall  consist  of  brown  rice 
for  processing  which  contains  not  more 
than  10.0  percent  of  whole  or  large 
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broken  kernels  of  long  grain  rice  or 
whole  kernels  of  medium  grain  rice. 

(4)  "Mixed  brown  rice  for  processing" 
shall  consist  of  brown  rice  for 
processing  which  contains  more  than 
10.0  percent  of  "other  types"  as  defined 
in  paragraph  (i)  of  this  section. 

6.  Section  68.263(d)  is  added  after  the 
note  to  read  as  follows: 

§  68.263    Special  grades  and  special  grade 
requirements. 


(d)  Aromatic  brown  rice  for 
processing.  Aromatic  brown  rice  for 
processing  shall  be  special  varieties  of 
nee  (Oryza  sativa  L.  scented)  that  have 
a  distinctive  and  characteristic  aroma; 
e.g.,  basmati  and  jasmine  rice. 

7.  Section  68.264  is  revised  to  read  as 
follows: 

§  68.264    Special  grade  designation. 

The  grade  designation  for  parboiled, 
smutty,  glutinous,  or  aromatic  brown 
rice  for  processing  shall  include 
following  the  class,  the  word(s) 
"Parboiled,"  "Smutty."  "Glutinous,"  or 
"Aromatic."  as  warranted,  and  all  other 
information  prescribed  in  §68.262. 

8.  Section  68.315(f)  is  added  after  the 
note  to  read  as  follows: 

§68.315    Special  grades  and  special  grade 
requirements. 


(f)  Aromatic  milled  rice.  Aromatic 
milled  rice  shall  be  special  varieties  of 
rice  (Oryza  sativa  L.  scented)  that  have 
a  distinctive  and  characteristic  aroma; 
e.g..  basmati  and  jasmine  rice. 

9.  Section  68.316  is  revised  to  read  as 
follows: 

§  68.31 6    Special  grade  designation. 

The  grade  designation  for  coated, 
granulated  brewers,  parboiled, 
undermilled,  glutinous,  or  aromatic 
milled  rice  shall  include,  following  the 
class,  the  word(s)  "Coated." 
"Granulated,"  "Parboiled  Light." 
"Parboiled,"  "Parboiled  Dark." 
"Undermilled,"  "Glutinous,"  or 
"Aromatic,"  as  warranted,  and  all  other 
information  prescribed  in  §  68.314. 

Dated:  December  14. 1992. 
|ohn  C  Foltz, 
Administrator. 
IFR  Doc.  93-399  Filed  1-8-93;  8:45  am) 
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Commodity  Credit  Corporation 

7  CFR  Part  1446 
RIN  0560-AC89 

Peanuts 

AGENCY:  Commodity  Credit  Corporation, 

USDA. 

ACTION:  Proposed  Rule. ■ 

SUMMARY:  This  proposed  rule  would 
amend  regulations  with  respect  to  the 
"disaster  transfer"  of  peanuts  for  pricing 
purposes  from  an  additional  loan  pool 
to  a  quota  loan  pool.  The  proposed 
change  would  exclude  any  peanut 
poundage  quota  transferred  to  a  farm 
under  the  "fall  transfer"  provision  from 
the  poundage  quota  available  to  that 
farm  to  effect  a  transfer  under  the 
"disaster  transfer"  provision.  This 
change  is  needed  to  prevent  the 
possibility  of  increased  cost  to  the 
peanut  program  and  related  increases  in 
the  public  debt.  This  action  is  necessary 
to  provide  applicable  rules  for  1993 
through  1995  crops  of  peanuts  with 
respect  to  transfer  restrictions. 
DATES:  Comments  must  be  received  on 
or  before  February  10, 1993  in  order  to 
be  assured  of  consideration. 
ADDRESSES:  Send  comments  to  the 
Director,  Tobacco  and  Peanuts  Division, 
Agricultural  Stabilization  and 
Conservation  Service  (ASCS),  United 
States  Department  of  Agriculture 
(USDA),  P.O.  Box  2415,  Washington,  DC 
20013-2415,  or  deliver  to  room  5750, 
South  Building,  14th  Street  and 
Independence  Avenue.  SW.. 
Washington.  DC.  All  written  comments 
received  in  response  to  this  request  will 
be  made  available  for  public  inspection 
in  room  5750.  South  Building,  USDA, 
between  the  hours  of  8:15  a.m.  and  4:45 
p.m.,  on  regular  workdays. 
FOR  FURTHER  INFORMATION  CONTACT: 
Jack  S.  Forlines,  Deputy  Director, 
Tobacco  and  Peanuts  Division.  ASCS. 
USDA.  P.O.  Box  2415.  Washington.  DC 
20013-2415,  telephone  202-720-0156. 
SUPPLEMENTARY  INFORMATKW: 

Executive  Order  12291 

This  proposed  rule  has  been  reviewed 
under  USDA  procedures  established  in 
accordance  with  Executive  Order  12291 
and  has  been  classified  not  major 
because  it  does  not  meet  any  of  the  three 
criteria  identified  under  the  Executive 
Order.  This  action  will  not  have  an 
annual  effect  on  the  economy  of  $100 
million  or  more,  nor  will  it  result  in 
major  increases  in  costs  or  prices  for 
consumers,  individual  industries, 
Federal.  State,  or  local  government 
agencies,  or  geographical  regions. 


Furthermore,  it  will  not  have  significant 
adverse  effects  on  competition, 
emplo)rment.  investment,  productivity, 
innovation,  or  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

Federal  Assistance  Program 

The  title  and  number  of  the  Federal 
assistance  program,  as  found  in  the 
Catalog  of  Federal  Domestic  Assistance, 
to  which  this  proposed  rule  applies  are: 
Commodity  Loans  and  Purchases — 
10.051. 

Regulatory  Flexibility  Act 

It  has  been  determined  that  the 
Regulatory  Flexibility  Act  is  not 
applicable  to  this  proposed  rule  since 
the  Commodity  Credit  Corporation 
(CCC)  and  ASCS  are  not  required  by  5 
U.S.C.  553  or  any  other  provision  of  law 
to  publish  a  notice  of  proposed 
rulemaking  with  respect  to  the  subject 
matter  of  this  rule. 

Executive  Order  12372 

This  program/activity  is  not  subject  to 
the  provisions  of  Executive  Order  12372 
which  requires  intergovernmental 
consultation  with  State  and  local 
officials.  See  the  notice  related  to  7  CFR 
part  3015,  subpart  V,  published  at  48  FR 
29115  (June  24, 1983). 

Paperwork  Reduction  Act 

The  information  collection 
requirements  contained  in  the 
regulations  in  7  CFR  part  1446  for  the 
peanut  price  support  program  were 
approved  by  the  Office  of  Management 
and  Budget  (0MB),  as  required  by  44 
U.S.C.  chapter  35,  and  assigned  0MB 
control  numbers  0560-0006,  0560-0014. 
and  0560-0033.  This  proposed  rule  does 
not  change  the  information  collection  as 
approved  by  0MB.  Send  comments 
regarding  this  burden  estimate  or  any 
other  aspect  of  this  collection  of 
information,  including  suggestions  for 
reducing  this  burden,  to  Department  of 
Agriculture.  Clearance  Officer,  OIRM. 
room  404W,  Washington,  DC  20250;  and 
to  the  Office  of  Management  and 
Budget,  Paperwork  Reduction  Project 
(OMB  #0506-0006),  Washington,  DC 
20503. 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

USDA  is  committed  to  canying  out  its 
statutory  and  regulatory  mandates  in  a 
manner  that  best  serves  the  public 
interest.  Therefore,  where  legal 
discretion  permits,  USDA  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
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the  public  to  understand,  use  or  comply 
with.  In  short,  USDA  is  committed  to 
issuing  regulations  that  maximize  net 
bene^ts  to  society  and  minimize  costs 
imposed  by  those  regulations.  This 
principle  is  articulated  in  President 
Bush's  January  28, 1992,  memorandum 
to  agency  heads,  and  in  Executive 
Orders  12291  and  12498.  USDA  applies 
this  principle  to  the  full  extent  possible, 
consistent  with  law. 

USDA  has  developed  and  reviewed 
this  regulatory  proposal  in  accordance 
with  these  principles.  Nonetheless, 
USDA  believes  that  public  input  from 
all  interested  persons  can  be  invaluable 
to  ensuring  that  the  final  regulatory 
product  is  minimally  burdensome  and 
maximally  efficient.  Therefore,  USDA 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  Notice. 

Background 

Under  section  3 5 8-1  (b)(8)(D)  of  the 
Agricultural  Adjustment  Act  of  1938,  as 
amended,  any  increase  in  the  farm 
poundage  quota  for  a  farm  for  a 
marketing  year  may  be  used  during  the 
marketing  year  for  the  transfer  of 
additional  peanuts  produced  on  the 
farm  to  the  quota  loan  pool  for  pricing 
purposes  on  such  basis  as  the  Secretary 
of  Agriculture  shall  by  regulation 
prescribe.  Such  transfers  for  pricing 
purposes  are  commonly  known  as 
"disaster  transfers." 

Section  1446.307  of  the  peanut 
regulations  provides  the  conditions  for 
approving  a  "disaster  transfer"  of 
Segregation  2  and  Segregation  3  peanuts 
from  an  additional  loan  to  a  quota  loan. 
Generally,  such  transfer  may  be 
approved  to  the  extent  the  effective  farm 
poundage  quota  exceeds  the  sum  of  the 
amount  of  peanuts  retained  on  the  farm 
for  seed  or  other  uses  and  the 
production  of  Segregation  1  peanuts  on 
the  farm. 

The  purpose  of  the  disaster  transfer  is 
to  prevent  an  economic  disaster  to  the 
producer  who  has  a  poundage  quota  and 
plants  peanuts  with  the  expectation  of 
marketing  the  peanuts  as  quota  peanuts 
but,  because  of  conditions  beyond  the 
producer's  control,  is  prevented  from 
marketing  some  of  the  peanuts  as  quota 
peanuts  because  the  peanuts  are  graded 
as  Segregation  2  or  Segregation  3 
peanuts  that  are  ineligible  for  marketing 
as  quota  peanuts.  The  current  difference 
between  an  additional  loan  and  a  quota 


loan  is  more  than  $500  per  ton  of 
peanuts. 

Under  the  "fall  transfer"  provision  of 
7  CFR  part  729,  peanut  poimdage  quota 
may  be  transferred  to  a  farm  by  lease, 
owner,  or  operator  to  the  extent  needed 
to  market  the  entire  production  of 
peanuts  on  the  farm  as  quota  peanuts. 
If  the  harvest  of  peanuts  has  not  been 
completed,  the  quantity  of  peanut 
poundage  quota  that  may  be  transferred 
is  determined  on  the  basis  of  estimated 
production.  When  peanuts  are  graded  as 
Segregation  2  or  Segregation  3  after  a 
fall  transfer  of  poundage  quota  has  been 
approved,  the  poundage  quota  that  has 
been  transferred  to  the  farm  may  be 
used  to  effect  a  disaster  transfer  with 
resulting  loss  to  CCC.  Generally, 
§  1446.307  of  the  peanut  regulations 
permits  the  transfer  of  Segregation  2  or 
3  peanuts  from  an  additional  loan  to  a 
quota  loan  for  pricing  purposes,  since 
Segregation  2  and  Segregation  3  peanuts 
are  not  eligible  for  a  quota  loan  at  time 
of  marketing.  Under  current  rules,  such 
transfers  are  allowed  to  the  extent  the 
effective  farm  poundage  quota  exceeds 
the  sum  of  peanuts  retained  on  the  farm 
for  seed  or  other  uses  and  the 
production  of  Segregation  1  peanuts  on 
the  farm,  unless  the  producer  has  been 
indemnified  for  such  peanuts  by  the 
Federal  Crop  Insurance  Corporation. 
Except  for  offsets  from  any  pool  profits 
otherwise  earned  by  the  producer, 
"disaster  transfers"  result  in  a  loss  to 
CCC  of  $350  to  $550  per  ton  for  each  ton 
transferred. 

Permitting  disaster  transfers  without 
adjustment  for  fall  transfers  provided 
greater  flexibility  to  farmers  and  has 
been  permitted  before  for  that  reason, 
subject  to  additional  review.  However, 
while  that  flexibility  has  value,  it 
appears  on  further  review  that  the  value 
of  that  flexibility  may  not  overweigh  the 
potential  of  increased  program  cost  and 
that  the  issue  should  be  the  subject  of 
further  comment.  Accordingly,  in  order 
to  allow  for  minimizing  the  potential 
cost  of  the  peanut  program,  this 
proposed  rule  would  amend  §  1446.307 
to  limit  a  disaster  transfer  to  the  amount 
by  which  the  poundage  quota,  that  was 
in  effect  on  the  farm  before  the  "fall 
transfer"  of  quota,  is  greater  than  the 
sum  of  peanuts  retained  on  the  farm  for 
seed  or  other  purposes  and  the 
production  of  Segregation  1  peanuts  on 
the  farm.  In  the  event  the  farm  has 
Segregation  2  or  Segregation  3  peanuts, 
however,  it  may  be  that  the  farm  will 
qualify  as  having  undermarketings 
which  can  be  carried  forward. 

List  of  Subjects  in  7  CFR  Part  1446 

Loan  programs — Agriculture,  Peanuts, 
Price  support  programs.  Reporting  and 


recordkeeping  requirements. 
Warehouses. 

Accordingly,  it  is  proposed  that  7  CFR 
part  1446  be  amended  as  follows: 

PART  1446— PEANUTS 

1.  The  authority  citation  for  7  CFR 
part  1446  continues  to  read  as  follows: 

Authority:  7  U.S.C  1359a,  1375, 1421  et 
seq.;  15  U.S.C.  714b  and  714c. 

2.  In  §  1446.307,  paragraph  (b)  is 
revised  to  read  as  follows: 

11446.307    Disaster  transfer  of 
Segregation  2  or  Segregation  3  peanuts 
from  additional  toan  to  quota  loan. 


(b)  Limitation  of  amount  eligible  for 
transfer.  The  araoimt  of  such  transfer 
made  in  accordance  with  this  section 
may  not  exceed  the  effective  farm 
poundage  quota  minus  the  sum  of: 

(1)  Peanuts  retained  on  tlie  farm  for 
seed  or  other  uses, 

(2)  Production  of  Segregation  1 
peanuts  on  the  farm,  and 

(3)  Amount  of  peanuts  equal  to  the 
amount  of  quota  transferred  to  the  farm 
through  a  fall  transfer  pursuant  to  part 
729  of  this  title. 


Signed  at  Washington,  DC,  on  January  5, 
1993. 

John  A.  Stevenson, 

Acting  Executive  Vice  President,  Commodity 
Credit  Corporation. 
[PR  Doc.  93-450  Filed  1-8-93;  8:45  am) 
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NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Parts  30, 40. 50.  70. 72 
RIN3150-AE16 

Self-Guarantee  as  an  Additional 
Financial  Assurance  Mechanism 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  is  proposing  to  amend  its 
regulations  for  decommissioning 
licensed  facilities  to  allow  certain  non- 
electric utility  licensees  to  use  self- 
guarantee  as  a  means  of  financial 
assurance.  The  proposed  rule  would 
reduce  the  cost  burden  of  financial 
assurance  while  providing  NRC  with 
sufficient  assurance  that 
decommissioning  costs  will  be  funded. 
This  proposed  rule  responds  to  a 
petition  for  rulemaking  (PRM-30-59) 
from  General  Electric  Company  and 
Westinghouse  Electric  Corporation. 
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DATES:  Comment  period  expires  March 
29.  1993.  Comments  received  after  this 
date  will  be  considered  if  it  is  practical 
to  do  so.  but  the  Commission  is  able  to 
assure  consideration  only  for  comments 
received  on  or  before  this  date. 
ADDRESSES:  Mail  written  comments  to: 
Secretary.  U.S.  Nuclear  Regulatory 
Commission,  Washington.  DC,  20555, 
Attention:  Docketing  and  Service 
Branch. 

Deliver  comments  to:  11555  Rockville 
Pike.  Rockviile.  Maryland,  between  7:45 
a.m.  and  4:15  p.m.  Federal  workdays. 

Copies  of  the  regulatory  analysis  and 
comments  received  may  be  examined  at: 
The  NRC  Public  Document  Room,  2120 
L  Street,  NW.  (Lower  Level). 
Washington,  DC. 

FOn  FWTHER  INFOqMAT)ON  COffTACT: 
Clark  Prichard,  Office  of  Nuclear 
Regulatory  Research,  U.S.  Nuclear 
Regulatory  Commission,  Washington. 
DC  20555,  telephone  (301)  492-3734. 
SUPPLEMENTARY  INFORIIATION: 


Background 

On  September  25, 1991  (56  FR  48445), 
the  hiRC  published  a  notice  of  receipt  of 
a  petition  for  rulemaking  from  the 
General  Electric  Company  (GE)  and  the 
Westinghouse  Electric  Corporation 
(Westinghouse).  The  petitioners 
requested  that  the  NRC  amend  its 
decommissioning  regulations  contained 
in  10  CFR  parts  30,  40,  50,  70,  and  72 
to  provide  a  means  for  self-guarantee  of 
decommissioning  funding  costs  by 
certain  NRC  licensees  who  meet 
stringent  financial  standards  and  related 
reporting  and  oversight  requirements. 
The  petitioners  proposed  that  electric 
utility  reactor  licensees  under  10  CFR 
part  50  not  be  aftected  by  the  proposals 
in  the  petition. 

On  June  27, 1988  (53  FR  24018),  the 
NRC  published  a  final  rule  that 
established  general  requirements  for 
decommissioning  nuclear  facilities. 
These  requirements  provide  assurance 
that  licensed  facilities  will  be 
decommissioned  in  a  safe  and  timely 
manner  and  that  adequate  funds  wall  be 
available  for  decommissioning.  Under 
the  present  decommissioning 
regulations,  licensees  are  permitted  to 
provide  financial  assurance  for 
decommissioning  funding  through 
prepa>Tnent,  insurance,  a  surety  bond,  a 
letter  of  credit,  a  parent  company 
guarantee,  or  for  electric  utihties,  the 
establishment  of  an  external  sinking 

fund. 

In  1990.  GE  and  Westinghouse 
requested  exemptions  from  the  financial 
assurance  requirements  for 
decommissioning.  The  requested 
exemptions  would  have  permitted  GE 


and  Westinghouse  to  demonstrate 
financial  assurance  for 
decommissioning  by  submitting  a  self- 
guarantee  that  otherwise  met  or 
exceeded  the  criteria  for  qualifying 
parent  company  guarantees  under 
appendix  A  to  10  CFR  part  30.  The 
Commission  denied  the  requests  for 
exemption.  Later  in  1990.  GE  and 
Westinghouse  each  submitted  a  petition 
for  reconsideration  of  their  requests  for 
exemption.  These  requests  for 
reconsideration  were  also  denied. 
However,  in  informing  GE  and 
Westinghouse  of  the  denial,  the 
Commission  indicated  a  willingness  to 
consider  a  petition  for  rulemaking  from 
GE  and  Westinghouse. 

The  GE/Westinghouse  petition  was 
docketed  on  July  11, 1991  (PRM-30-59). 
The  petition  requested  that  parts  30. 40, 
50.  70.  and  72  be  amended  to  allow 
corporate  self-guarantee  as  an  additional 
method  of  complying  with  financial 
assurance  for  decommissioning 
requirements  in  those  parts.  The    . 
petition  proposed  criteria  for  corporate 
self-guarantee  which  would  assure  that 
only  very  strong  financial  entities  could 
qualify.  The  financial  criteria  which 
were  proposed  are:       ,     ,     , 

(1)  Tangible  net  worth  of  at  least  $1 

(2)  Tangible  net  worth  at  least  10 
times  the  ciirrent  decommissioning  cost 
estimate,  or  the  current  amoimt  required 
if  certification  is  used. 

(3)  Assets  located  in  the  United  States 
amounting  to  at  least  90  percent  of  total 
assets  or  at  least  10  times  the  current 
decommissioning  cost  estimate,  or  the 
current  amount  required  if  certification 

is  used.  ,  ,  .  A    A  A 

(4)  A  current  bond  rating  of  AAA,  AA, 

or  A  as  issued  by  Standard  and  Poore 

(SAP),  or  Aaa,  Aa.  or  A  as  issued  by 

Moodys. 
A  number  of  procedural  requirements 

were  also  proposed: 

(1)  The  company  must  have  at  least 
one  class  of  equity  securities  registered 
under  the  Securities  Exchange  Act  of 

1934.  _,     , 

(2)  The  company  will  provide  the 
Commission  with  copies  of  all  reports 
filed  with  the  Securities  and  Exchange 
Commission  imder  section  13  of  the 
Securities  Exchange  Act  of  1934. 

(3)  The  company's  independent 
certified  public  accounlant  must 
compare  the  data  used  by  the  company 
in  the  financial  test  with  the  company's 
independently  audited  yearend 
financial  statements. 

(4)  The  company  must  repeat  passage 
of  the  test  within  90  days  after  the  close 
of  each  succeeding  fiscal  yeM. 

(5)  The  company  must  notify  NRC 
within  90  days  of  any  matters  coming  to 


the  attention  of  the  auditor  that  cause 
the  auditor  to  believe  that  the  data 
specified  in  the  financial  test  should  be 
adjusted  and  that  the  company  no 
longer  passes  the  test. 

•file  self-guarantee  would  be  available 
only  for  an  applicant  or  licensee  having 
no  parent  company  holding  majority 
control  of  its  votirig  stock. 


Basis  Cor  Petitioo 

The  petitionere  believed  that  they 
have  been  adversely  and  imreasonably 
affected  by  limitations  in  the  current 
decommissioning  regulations. 
Companies  such  as  the  petitioners  are 
imable  to  guarantee  decommissioning 
funding  if  they  themselves  are  the 
licensee.  However,  relatively  weaker 
financial  institutions,  such  as  banks, 
insurance  companies,  and  savings  and 
loans,  are  permitted  to  guarantee 
decommissioning  fimding  for  licensees 
without  providing  any  evidence  of 
financial  strength. 

Furthermore,  licensees  without  the 
financial  strength  of  the  petitioners  may 
provide  qualifying  parent  company 
guarantees  solely  because  these  parent 
companies  are  legal  entities  distinct 
from  the  subsidiary  licensees  whose 
decommissioning  funding  they 

guarantee. 

The  petitioners  asserted  that  the  lack 
of  an  internal  decommissioning  funding 
method  imposes  unwarranted 
compliance  costs  upon  them.  The 
current  regulations  compel  the 
petitioners  to  either  restructure  their 
licensed  activities  into  less  financially 
secure  subsidiaries  for  which  they  could 
then  provide  a  parent  company 
guarantee,  or  to  purchase  outside 
financial  assurance. 

Public  Conunents 

The  Commission  received  five 
comment  letters  in  response  to  the 
publication  of  the  notice  of  receipt  of 
the  petition.  Most  of  the  letters 
supported  a  revision  of  the 
Commission's  regulations  to  allow  self 
guarantee.  Three  large  materials 
licensees  supported  self  guarantee, 
although  they  favored  less  stringent 
financial  criteria  for  self  guarantee  so 
that  a  wider  range  of  licensees  could 
qualify  to  use  self  guarantee.  One  large 
materials  licensee  prefers  that  the 
tangible  net  worth  requirement  should 
be  ten  times  the  estimated 
decommissioning  costs,  or  in  the  case  of 
licensees  with  multiple  facilities 
requiring  decommissioning,  $500 
million  to  $1  billion  depending  on  the 
number  of  such  facilities.  Another  large 
materials  licensee  suggests  that  NRC  use 
the  same  financial  requirements  now 

applicable  to  parent  company 
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guarantees.  It  does  not  see  any  need  to 
make  the  tangible  net  worth  criterion 
any  higher  than  $50  million.  The 
minimum  bond  rating  requirement 
should  be  BBB  or  Baa,  the  lowest  rating 
still  considered  investment  grade.  Also, 
in  their  opinion,  the  financial  ratio  tests 
in  appendix  A  to  10  CFR  part  30  should 
be  retained  as  an  alternative  to  the  bond 
rating  criterion.  Finally,  this  cpmmenter 
does  not  believe  that  the  more 
restrictive  tangible  net  worth/ 
decommissioning  cost  ratio  proposed  in 
the  petition  is  justified.  Another  large 
materials  licensee  asserts  that  there  is 
no  rational  basis  for  establishing  criteria 
for  a  company  self-guarantee  which 
differ  significantly  from  existing  criteria 
for  the  parent  company  guarantee.  In 
either  instance,  the  adequacy  of  the 
financial  assurance  requirement 
provided  is  based  on  the  value  of  the 
assets  securing  the  decommissioning 
obligation.  According  to  this 
commenter,  if  the  assets  are  held  in  two 
separate  pools,  each  technically  ovimed 
by  a  different  but  related  company,  the 
level  of  financial  security  provided  does 
not  increase  in  any  significant  measure. 
In  virtually  all  instances  where  the 
parent  guarantee  is  utilized,  the 
subsidiaries  are  wholly  or  substantially 
owned  by  the  parent  such  that  the 
financial  and  other  elements  of  the  two 
entities  are  substantially  the  same.  As 
an  alternative,  this  commenter 
recommends  that  the  NRC  adopt  the 
petitioners'  proposal,  modified  by 
reducing  the  minimum  tangible  net 
worth  requirement  to  at  most  $100 
million,  and  requiring  a  bond  rating  not 
lower  than  BBB  or  Baa. 

An  electric  utility  licensee  opposes 
the  petition's  exclusion  of  the  electric 
utility  reactor  licensees  under  10  CFR 
part  50.  Its  position  is  that 
decommissioning  regulations  should 
apply  to  all  licensees  equally  and  that 
compliance  alternatives  contingent  on 
licensee  financial  status  and  size  should 
also  be  available  to  utilities. 

A  commenter  opposed  self-guarantee, 
citing  the  potential  for  takeover  and 
breakup  of  large  corporations.  This 
would  mean  that  a  company  initially 
allowed  to  use  a  self  guarantee  by 
meeting  the  criteria,  subsequently  could 
be  substantially  weakened  through 
restructuring.  "The  ability  of  the 
restructured  company  to  meet 
decommissioning  costs  could  be  in 
doubt. 

Response  to  Comments 

Several  commenters  favored  the  self 
guarantee  concept  but  argued  for  less 
stringent  financial  criteria.  The 
Commission  is  interested  in  alternative 
financial  criteria  which  would  permit 


more  licensees  to  use  the  proposed  self- 
guarantee,  yet  would  maintain  a  high 
level  of  financial  assurance.  The 
Commission  is  asking  for  public 
comments  on  a  possible  alternative  to 
the  proposed  financial  criteria  (see 
Alternative  Criteria). 

Regarding  the  comment  concerning 
the  exclusion  of  electric  utilities  from 
the  scope  of  the  proposed  self- 
guarantee,  the  Commission  allows 
electric  utilities  to  accumulate 
decommissioning  funds  in  an  external 
sinking  fund.  Unlike  other  licensees 
subject  to  financial  assiu-ance 
requirements,  electric  utilities  do  not 
have  to  provide  financial  assurance  "up 
front."  Thus,  electric  utilities  already 
are  permitted  a  cost-reducing  financial 
assurance  mechanism. 

In  response  to  the  comment  that  self- 
guarantee  should  not  be  allowed 
because  of  the  potential  for  takeover  and 
breakup  of  large  companies,  the 
Commission  believes  that  the 
requirements  for  annual  re-certification, 
combined  with  timely  bond  rating 
reviews,  will  be  adequate  to  maintain 
the  level  of  financial  assurance  of  the 
proposed  self-guarantee. 

Basis  for  the  Commission's  Decision 

The  Commission  has  carefully 
reviewed  the  arguments  in  the  petition, 
as  well  as  the  public  comments.  For  the 
reasons  outlined  below,  it  has  decided 
to  initiate  this  rulemaking,  which,  if 
promulgated  as  final,  would  grant  the 
petition. 

Stringent  Financial  Criteria 

The  financial  criteria  proposed  for 
self-guarantee  are  exceptionally 
stringent.  The  Commission  is  confident 
that  licensees  able  to  meet  the  financial 
criteria  provide  the  necessary 
reasonable  assurance  that  funding  will 
be  available  to  meet  decommissioning 
costs.  The  regulatory  analysis  estimates 
that  only  approximately  20  present  NRC 
licensees  could  meet  the  criteria. 

The  criterion  for  tangible  net  worth, 
$1  billion,  far  exceeds  that  required  for 
the  NRC  parent  company  guarantee  ($10 
million).  In  addition  to  the  $1  billion 
tangible  net  worth  requirement,  the 
proposed  rule  would  require  that  a 
licensee  must  have  tangible  net  worth  at 
least  ten  times  the  total  current 
decommissioning  cost  estimate  for  all 
decommissioning  activities  for  which 
the  company  is  responsible  as  self- 
guaranteeing  licensee  and  as  parent- 
guarantor,  or  the  current  amount 
required  if  certification  is  used.  To 
assure  that  assets  are  within  reach  of  the 
Commission's  authority,  90  percent  of 
total  assets  or  at  least  ten  times  total 
decommissioning  cost  estimates  for  all 


decommissioning  activities  for  which 
the  company  is  responsible  as  self- 
guaranteeing  Ucensee  and  as  parent- 
guarantor,  or  the  current  amount  if 
certification  is  used,  would  need  to  be 
in  the  United  States. 

In  addition  to  tangible  net  worth 
criteria,  the  financial  criteria  include  a 
bond  rating  of  A  or  above.  This  bond 
rating  is  above  that  required  to  classify 
debt  securities  as  "investment  grade." 
The  principal  debt  rating  services, 
Moodys  and  Standard  and  Poors, 
classify  bonds  with  a  rating  of  Baa  and 
BBB  respectively,  as  "investment  grade 
as  opposed  to  bonds  with  a  lesser  rating 
which  are  classified  as  "speculative 
grade."  Bond  ratings  are  reviewed  often, 
and  changed  in  response  to  changes  in 
the  issuer's  financial  condition.  A  bond 
rating  of  A  or  better  assures  that  the 
financial  strength  of  a  licensee  offering 
a  self-guarantee  has  been  independenUy 
reviewed  and  affirmed.  It  provides  an 
excellent  guide  to  the  ability  of  a 
company  to  meet  its  obligations. 
According  to  Moodys,  default  rates 
associated  with  companies  whose  bonds 
are  rated  A  or  above  in  1  of  3  years  prior 
to  default  are  0.13  percent  annually.* 

There  could  be  concern  that  a  self- 
guaranteeing  licensee's  financial 
condition  could  deteriorate  over  time, 
jeopardizing  decommissioning  funding. 
The  proposed  rule  has  the  following 
safeguards  against  this  possibility:  (1)  A 
licensee  using  self-guarantee  would  - 
need  to  be  re-certified  each  year  as 
meeting  the  financial  criteria,  (2)  Copies 
of  all  current  financial  reports  filed  with 
the  Securities  and  Exchange 
Commission  would  also  need  to  be 
provided  to  the  Commission,  (3)  The 
company  would  need  to  notify  NRC 
within  90  days  of  any  matters  which 
could  prevent  the  company  from  any 
longer  passing  the  financial  criteria,  and 
(4)  The  company  would  need  to  notify 
NRC  vdthin  20  days  if  its  bonds  are  no 
longer  rated  A  or  better. 

Cost  Savings 

The  objective  of  this  proposed  rule  is 
to  reduce  the  licensee's  cost  burden 
vsrithout  adverse  effects  on  public  health 
and  safety.  The  draft  regulatory  analysis 
developed  for  this  proposed  rule 
estimates  that  annual  total  cost  savings 
would  be  approximately  $600,000  for  all 
Ucensees  using  the  self-guarantee.  This 
estimate  is  based  on  rather  conservative 
assumptions  (i.e.,  $750,000  total 
decommissioning  cost  per  license);  the 
actual  cost  savings  may  be  considerably 
greater.  Both  the  petition  for  rulemaking 


*  Corporate  Bond  Defaults  and  Default  Rates, 
Moody's  Special  Report.  January  1991.  p.  32. 
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and  several  public  comment  letters 
assert  much  greater  cost  savings. 

The  cost  savings  would  result  from 
the  elimination  of  the  cost  of  third  party 
financial  assurance  for  licensees 
qualifying  to  use  the  proposed  self- 
guarantee.  Annual  fees  for  letters  of 
credit,  surety  bonds,  and  other  forms  of 
third  party  financial  assurance  typically 
are  approximately  1.5  percent  of  the 
amount  of  financial  assurance  provided. 

Comparison  With  Parent  Guarantee 

The  NRC  currently  allows  licensees  to 
comply  with  his  financial  assurance 
regulations  by  means  of  a  parent 
company  guarantee.  The  parent 
company  of  a  licensee,  if  it  meets  the 
financial  criteria  in  10  CFR  part  30, 
appendix  A,  may  guarantee  that  funds 
will  be  available  to  decommission  the 
facility  of  its  subsidiary  licensee.  The 
parent  company  guarantee  allowed  in 
NRC  regulations  does  not  provide  a 
greater  degree  of  financial  assurance 
than  self-guarantee  for  a  company 
meeting  the  criteria  proposed  here. 
Under  current  regulations,  there  is  no 
explicit  regulatory  requirement  that 
licensees  using  the  parent  company 
guarantee:  (1)  Be  wholly  independent  of 
the  parent  company  who  provides  the 
guarantee  and  (2)  demonstrate  financial 
qualifications  in  itself  that  are 
comparable  to  those  required  of  a  parent 
company  guarantor  under  current 
regulations  or  those  proposed  for  self- 
guarantee  in  the  petition. 
A  company  which  meets  the  financial 

'  criteria  for  the  proposed  rule  could 

readily  pass  the  financial  test  in  10  CFR 
part  30.  appendix  A,  and  would  thus  be 
eligible  to  provide  a  parent  company 
guarantee  for  a  subsidiary.  It  is 
anomalous  for  NRC  regulations  to 
permit  a  large,  financially  strong 
company  to  provide  a  parent  company 
guarantee,  but  not  allow  that  same 
company  to  provide  a  self-guarantee. 
Moreover,  a  large,  financially  strong 
company  could  carry  out  a  corporate 
restructuring  to  create  a  licensee 
subsidiary  which  could  then  be  covered 
by  a  parent  company  guarantee. 

EPA  Precedent 

The  Environmental  Protection  Agency 
(EPA)  allows  self-guarantee  as  a 
mechanism  for  meeting  its  financial 
assurance  regulations  for  hazardous 
waste  facilities  (40  CFR  parts  264  and 
265).  The  objective  of  EPA  and  NRC 
financial  assurance  regulations  is  the 
same;  to  ensure  that  adequate  funds  are 
available  to  safely  decommission 
facilities.  EPA  has  about  10  years  of 
experience  with  self-guarantee  to  date 
(the  final  rule  was  promulgated  on  April 
7,  1982,  47  FR  15033),  and  self- 


guarantee  has  been  an  effective  financial 
assurance  mechanism. 

Alternative  Criteria 

The  Commission  notes  that  a  majority 
of  commenters  on  the  petition 
questioned  the  need  for  the  financial 
criteria  for  self-guarantee  to  be  as 
stringent  as  proposed  here.  Allowing 
less  stringent  criteria  would  permit 
additional  licensees  to  use  self- 
guarantee  and  thus  reduce  the  costs  of 
complying  with  the  Commission's 
regulations.  The  draft  regulatory 
analysis  indicates  that  one  approach 
which  could  widen  the  range  of  eligible 
licensees  would  be  to  delete  the  $1 
billion  tangible  net  worth  criterion.  A 
company's  tangible  net  worth  is  an 
important  factor  comprising  its  bond 
rating,  and  the  rating  itself,  combined 
with  the  other  criteria,  may  be  a 
sufficient  indicator  of  financial  stability. 
Since  all  firms  qualifying  would  need 
an  A  or  better  bond  rating,  this 
alternative  may  not  be  riskier  in  terms 
of  financial  assurance  than  the  proposed 
mle.  The  draft  regulatory  analysis 
examines  the  effects  of  deleting  the  $1 
billion  tangible  net  worth  requirement 
from  the  fiiiancial  criteria  in  the 
proposed  rule,  all  other  criteria 
remaining  constant.  The  conclusion  is 
that  this  alternative,  if  adopted,  would 
allow  an  additional  7  firms,  holding  11 
licenses,  to  use  the  proposed  self- 
guarantee.  The  Commission  is 
especially  interested  in  public 
comments  on  this  alternative  financial 
criteria — the  criteria  in  this  proposed 
rule  without  the  $1  billion  tangible  net 
worth  requirement. 

Administrative  Conforming  Changes 

Sections  30.8(b),  40.8(b)  and  50.8(b) 
are  being  revised  to  list  all  the 
regulatory  provisions  of  these  parts  that 
contain  information  collections. 

Environmental  Impact:  Categorical 
Exclusion 

The  NRC  has  determined  that  this 
proposed  regulation  is  the  type  of  action 
described  as  a  categorical  exclusion  in 
10  CFR  51.22(c)(10)(i).  Therefore, 
neither  an  environmental  impact 
statement  nor  an  environmental 
assessment  has  been  prepared  for  this 
proposed  regulation. 

Paperwork  Reduction  Act  Statement 

This  proposed  rule  amends 
information  collection  requirements  that 
are  subject  to  the  Paperwork  Reduction 
Act  of  1980  (44  U.S.C.  3501.  et  seq.]. 
This  rule  has  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  and  approval  of  the  paperwork 
requirements. 


The  public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  19  hours  per  response, 
including  the  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 
Send  comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
the  Information  and  Records 
Management  Branch  (MNBB-7714), 
U.S.  Nuclear  Regulatory  Commission, 
Washington.  DC  20555.  and  to  the  Desk 
Officer.  Office  of  Information  and 
Regulatory  Affairs.  NEOB-3019.  (3150- 
0017.  -0020,  -0011,  -0009.  -0132). 
Office  of  Management  and  Budget. 
Washington.  DC  20503. 


Regulatory  Anals^sis 

The  Commission  has  prepared  a  draft 
regulatory  analysis  on  this  proposed 
regulation.  The  analysis  examines  the 
costs  and  benefits  of  the  alternatives 
considered  by  the  Commission.  The 
draft  analysis  is  available  for  inspection 
in  the  NRC  Public  Document  Room. 
2120  L  Street.  NW.  (Lower  Level). 
Washington.  DC.  Single  copies  of  the 
draft  analysis  may  be  obtained  from 
Clark  W.  Prichard.  Office  of  Nuclear 
Regulatory  Research.  U.S.  Nuclear 
Regulatory  Commission.  Washington. 
DC,  20555  telephone  (301)  492-3734. 

The  Commission  requests  public 
comment  on  the  draft  regulatory 
analysis.  Comments  on  the  draft 
analysis  may  be  submitted  to  the  NRC 
as  indicated  under  the  ADDRESSES 
hearing. 

Regulatory  Flexibility  Certification 

In  accordance  with  the  Regulatory 
FlexibiUty  Act.  5  U.S.C.  B05(b),  the 
Commission  certifies  that,  if 
promulgated,  this  proposed  rule  will  not 
have  a  significant  economic  impact 
upon  a  substantial  number  of  small 
entities.  The  proposed  rule  would  affect 
only  entities  with  a  tangible  net  worth 
of  $1  billion.  The  licensees  affected  by 
this  proposed  rule  do  not  fall  within  the 
scope  of  the  definition  of  "small 
entities"  set  forth  in  the  Regulatory 
Flexibility  Act  or  the  size  standards  of 
the  NRC  applicable  to  a  small  business 
(56  FR  56671;  November  6. 1991). 

Backfit  Analysis 

The  NRC  has  determined  that  the 
backfit  rule,  10  CFR  50.109.  does  not 
apply  to  this  proposed  rule  and.    ^ 
therefore,  that  a  backfit  analysis  is  not 
required  for  this  proposed  rule,  because 
these  amendments  do  not  involve  any 
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provisions  which  would  impose  backfits 
as  defined  in  10  CFR  50.109(a)(1). 


List  of  Subjects 

lOCFFPartao 

Byproduct  material,  Civil  penalty, 
Government  contracts. 
Intergovernmental  relations.  Isotopes, 
Nuclear  material.  Radiation  protection, 
Reporting  and  recordkeeping 
requirements. 

JO  on  Part  40 

Criminal  penalty.  Government 
contracts.  Hazardous  materials- 
transport.  Nuclear  materials.  Reporting 
and  recordkeeping  requirements.  Source 
material,  Uraniiun. 

10  CFR  Part  50 

Antitrust,  Classified  information. 
Criminal  penalty.  Fire  protection, 
Incorporation  by  reference. 
Intergovernmental  relations.  Nuclear 
power  plants  and  reactors,  Radiation 
protection.  Reactor  siting  criteria. 
Reporting  and  recordkeeping 
requirements. 

JO  CFR  Part  70 

Criminal  penalty,  Hazardous 
materials-transportation.  Material 
control  and  accounting,  Nuclear 
materials.  Packaging  and  containers. 
Penalty,  Radiation  protection,  Reporting 
and  recordkeeping  requirements. 
Scientific  equipment.  Security 
measures.  Special  nuclear  material. 

JO  CFR  Part  72 

Manpower  training  programs,  Nuclear 
materials.  Occupational  safety  and 
health,  Reporting  and  recordkeeping 
requirements,  Security  measures.  Spent 
fuel. 

For  the  reasons  set  out  in  the 
preamble  and  under  the  authority  of  the 
Atomic  Energy  Act  of  1954,  as  amended, 
the  Energy  Reorganization  Act  of  1974, 
as  amended,  and  5  U.S.C.  553,  the  NRC 
is  proposing  to  adopt  the  follovting 
amendments  to  10  CFR  parts  30,  40.  50. 
70.  and  72. 

PART  30— RULES  OF  GENERAL 
APPLICABILITY  TO  DOMESTIC 
LICENSING  OF  BYPRODUCT 
MATERIAL 

1.  The  authority  citation  for  part  30 
continues  to  read  as  follows: 

Authority:  Sees.  81,  82. 161, 182, 183, 186, 
68  Stat.  935,  948,  953,  954,  955.  as  amended, 
sec.  234,  83  Stat.  444,  as  amended  (42  U.S.C 
2111,  2112,  2201.  2232,  2233,  2236.  2282); 
sacs.  201,  as  amended,  202.  206,  88  Stat. 
1242,  as  amended,  1244, 1246  (42  U.S.C 
5341,  5842,  5846). 

Section  30.7  also  issued  under  Pub.  L  95- 
601,  sec.  10,  92  Stat.  2951  (42  U.S.C  5851). 


Section  30.34(b)  also  issued  under  toe.  184, 
68  Stat.  954.  as  amended  (42  U.S.C.  2234). 
Section  30.61  also  issued  under  sec  187, 68 
Stat.  955  (42  U.S.C  2237). 

For  the  purposes  of  sec.  223,  68  Stat  958, 
as  amended  (42  U.S.C  2273);  §§30.3,  30.10, 
30.34  (b),  (c),  (0,  (g)  and  (i).  30.41  (a)  and  (c), 
and  30.53  are  issued  under  sec.  161b,  68  Stat. 
948,  as  amended  (42  U.S.C  2201(b));  §  30.10 
is  issued  under  sec.  161i,  68  Stat.  949,  as 
amended  (42  U.S.C.  2201(i));  and  §§  30.6, 
30.9.  30.34(g).  30.36,  30.50,  30.51,  30.52, 
30.55,  and  30.56  (b)  and  (c)  are  issued  under 
sec.  1610, 68  Stat  950,  as  amended  (42 
U.S.C  2201  (o)). 

2.  In  §  30.8  paragraph  (b)  is  revised  to 
read  as  follows: 

S  30.8    Information  eollaction 
requirements:  0MB  approvaL 

•        *        •        •        • 

(b)  The  approved  information 
collection  requirements  contained  in 
this  part  appear  in  §§  30.15.  30.19. 
30.20.  30.32.  30.34.  30.35.  30.36.  30.37, 
30.39,  30.50,  30.51,  30.55,  30.56,  and 
appendix  A  and  B. 

3.  In  §  30.35,  the  introductory  text  of 
paragraph  (0(2)  is  revised  to  read  as 
follows: 

§  30.35    Rnancial  assurance  and 
recordkeeping  (or  deconuniaeionlng. 

***** 

(0  *  *  • 
(1)  *  '  * 

(2)  A  surety  method,  insurance,  or 
other  guarantee  method.  These  methods 
guarantee  that  decommissioning  costs 
will  be  paid.  A  surety  method  may  be 
in  the  form  of  a  surety  bond,  letter  of 
credit,  or  line  of  credit.  A  parent 
company  guarantee  of  funds  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  A  of  this  part.  A  parent 
company  guarantee  may  not  be  used  in 
combination  with  other  financial 
methods  to  satisfy  the  requirements  of 
this  section.  A  guarantee  of  funds  by  the 
applicant  or  licensee  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  B  of  this  part.  A  guarantee  by 
the  applicant  or  licensee  may  not  be 
used  in  combination  with  any  other 
financial  methods  to  satisfy  the 
requirements  of  this  section  or  in  any 
situation  where  the  applicant  or 
licensee  has  a  parent  company  holding 
majority  control  of  the  voting  stock  of 
the  company.  Any  surety  method  or 
insurance  used  to  provide  financial 
assurance  for  decommissioning  must 
contain  the  following  conditions: 


4.  A  new  appendix  B  is  added  to  part 
30  to  read  as  follows: 

Appendix  B  to  Part  30— Criteria 
Relating  to  Use  of  Financial  Tests  and 
Self  Guarantees  for  Providing 
Reasonable  Assurance  of  Funds  for 
Deconunissioning 

I.  Introduction 

An  applicant  or  licensee  may  provide 
reasonable  assurance  of  the  availabiUty 
of  funds  for  decommissioning  based  on 
furnishing  its  own  guarantee  that  funds 
will  be  available  for  decommissioning 
costs  and  on  a  demonstration  that  the 
company  passes  the  financial  test  of 
section  II  of  this  appendix.  The  terms  of 
the  self-guarantee  are  in  section  III  of 
this  appendix.  This  appendix 
establishes  criteria  for  passing  the 
financial  test  for  the  self  guarantee  and 
establishes  the  terms  for  a  self- 
guarantee. 

II.  Financial  Test 

A.  To  pass  the  financial  test,  a 
company  must  meet  all  of  the  following 
criteria: 

(1)  Tangible  net  worth  of  at  least  $1 
billion. 

(2)  Tangible  net  worth  at  least  10 
times  the  total  current  decommissioning 
cost  estimate  for  all  decommissioning 
activities  for  which  the  company  is 
responsible  as  self-guaranteeing  licensee 
and  as  parent-guarantor,  or  the  current 
amount  required  if  certification  is  used. 

(3)  Assets  located  in  the  United  States 
amounting  to  at  least  90  percent  of  total 
assets  or  at  least  10  times  the  total 
current  decommissioning  cost  estimate 
for  all  decommissioning  activities  for 
which  the  company  is  responsible  as 
self-guaranteeing  licensee  and  as  parent- 
guarantor,  or  the  current  amount 
required  if  certification  is  used. 

(4)  A  ciu-rent  rating  for  its  most  recent 
bond  issuance  of  AAA,  AA,  or  A  as 
issued  by  Standard  and  Poors  (S&P).  or 
Aaa,  Aa,  or  A  as  issued  by  Moodys. 

B.  To  pass  the  financial  test,  a 
company  must  meet  all  of  the  following 
additional  requirements: 

(1)  The  company  must  have  at  least 
one  class  of  equity  securities  registered 
under  the  Securities  Exchange  Act  of 
1934. 

(2)  The  company's  independent 
certified  public  accountant  must  have 
compared  the  data  used  by  the  company 
in  the  financial  test  which  is  derived 
&x)m  the  independently  audited, 
yearend  financial  statements  for  the 
latest  fiscal  year,  with  the  amounts  in 
such  financial  statement.  In  connection 
with  that  procedure,  the  licensee  shall 
inform  NRC  within  90  days  of  any 
matters  coming  to  the  attention  of  the 
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auditor  that  cause  the  auditor  to  believe 
that  the  data  sj)ecified  in  the  financial 
test  should  be  adjusted  and  that  the 
company  no  longer  passes  the  test. 

(3J  After  the  initial  financial  test,  the 
company  must  repeat  passage  of  the  test 
within  90  days  afler  the  close  of  each 
succeeding  fiscal  year. 

ni.  Company  Self-Guarantee 

The  terms  of  a  self-guarantee  which 
an  applicant  or  licensee  furnishes  must 
provide  that: 

A.  The  guarantee  will  remain  in  force 
unless  the  licensee  sends  notice  of 
cancellation  by  certified  mail  to  the 
Commission.  Cancellation  may  not 
occxir,  however,  during  the  120  days 
begiiming  on  the  date  of  receipt  of  the 
notice  of  cancellation  by  the 
Commission,  as  evidenced  by  the  return 
receipt. 

B.  The  licensee  will  provide 
alternative  financial  assurance  as 
specified  in  the  Commission's 
regulations  within  90  days  following 
receipt  by  the  Commission  of  a  notice  of 
cancellation  of  the  guarantee. 

C.  The  guarantee  and  financial  test 
provisions  must  remain  in  effect  until 
the  Commission  has  terminated  the 
license  or  until  another  financial 
assurance  method  acceptable  to  the 
Commission  has  been  put  in  effect  by 
the  licensee. 

D.  The  licensee  will  promptly  forward 
to  the  Commission  and  the  licensee's 
independent  auditor  all  reports  covering 
the  latest  fiscal  year  filed  by  the  licensee 
with  the  Securities  and  Exchange 
Commission  pursuant  to  the 
requirements  of  section  13  of  the 
Securities  and  Exchange  Act  of  1934. 

E.  If.  at  any  time,  the  licensee's  most 
recent  bond  issuance  ceases  to  be  rated 
in  any  category  of  "A"  or  above  by 
either  Standard  and  Poors  or  Moodys. 
the  licensee  wilt  provide  notice  in 
wTiting  of  such  fact  to  the  Commission 
within  20  days  after  publication  of  the 
change  by  the  rating  service. 

PART  40— DOMESTIC  UCENSING  OF 
SOURCE  MATERIAL 

5.  The  authority  citation  for  part  40 
continues  to  read  as  follows: 

Authority:  Sees.  62, 63, 64. 65. 81, 161, 
182, 183, 186.  68  Stat.  932,  933,  935,  948, 
953.  954. 955,  as  amended,  sees.  lle(2),  83. 
84.  Pub.  L.  95-604,  92  Stat.  3033,  as 
amended,  3039,  sac.  234,  83  Stat.  444.  as 
amended  (42  U.S.C  2014(o)(2),  2092,  2093. 
2094.  2095,  2111,  2113,  2114.  2201,  2232. 
2233.  2236.  2282):  sec.  274,  Pub.  L.  86-373. 
73  Stat.  688  (42  U.S.C  2021):  sees.  201,  as 
amended,  202,  206.  88  Stat.  1242.  as 
amended,  1244, 1246  (42  U.S.C  5841.  5842. 
5846);  sec.  275,  92  Stat.  3021,  as  amended  by 
Pub.  L.  97-415,  96  Stat.  2067  (42  U.S.C 
2022). 


Section  40.7  also  issued  under  Pub.  L.  95- 
601.  sec.  10.  92  Stat.  2951  (42  U.S.C  5851). 
Section  40.31(g)  also  issued  under  sec  122. 
68  StaL  939  (42  U.S.C  2152).  Section  40.46 
also  issued  under  sec  184. 68  Stat.  954,  as 
amended  (42  U.S.C  2234).  Section  40.71  also 
issued  under  sec.  187. 68  Stat.  955  (42  U.S.C 
2237). 

For  the  purposes  of  sec  223. 68  Stat.  958. 
as  amended  (42  U.S.C.  2273);  §§40.3. 
40.25(d)  (l)-{3).  4035  (aHd)  and  (f),  40.41 
(b)  and  (c).  40.46, 40.51  (a)  and  (c).  and  40.63 
are  issued  under  see.  161b,  68  Stat.  948,  as 
amended  (42  U.S.C.  2201(b));  §40.10  is 
issued  under  see.  161i,  68  Stat.  949,  as 
amended  (42  U.S.C.  2201{i));  and  §§40.5. 
40.9.  4025  (c).  (d)  (3)  and  (4).  40.26(c)(2). 
40.35(e).  40.42.  40.60  40.61.  40.62.  40.64.  and 
40.65  are  issued  under  sec.  161o.  68  Stat. 
950,  as  amended  (42  U.S.C  2201(o)). 

6.  In  §  40.8  paragraph  (b)  is  revised  to 
read  as  follows: 


§40.8    Information  colleetion 
requirements:  0MB  approval. 

•        *        •        •        • 

(b)  The  approved  information 
collection  requirements  contained  in 
this  part  appear  in  §§  40.25.  40.26, 
40.31.  40.35.  40.36.  40.42.  40.43,  40.44. 
40.60.  40.61.  40.64.  40.65.  and  appendix 
A. 

7.  In  §  40.36  the  introductory  text  of 
paragraph  (e)(2)  is  revised  to  read  as 
follows: 

§  40.36    Financial  asturanc*  and 
reeordkaaping  for  dacommiaaionlng. 

(e)  '  *  ' 

(2)  A  surety  method,  insurance,  or 
other  guarantee  method.  These  methods 
guarantee  that  decommissioning  costs 
will  be  paid.  A  surety  method  may  be 
in  the  form  of  a  surety  bond,  letter  of 
credit,  or  line  of  credit.  A  parent 
company  guarantee  of  funds  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  A  of  10  CFR  part  30.  A  parent 
company  guarantee  may  not  be  used  in 
combination  with  other  financial 
methods  to  satisfy  the  requirements  of 
this  section.  A  guarantee  of  funds  by  the 
applicant  or  licensee  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  B  of  10  CFR  part  30.  A 
guarantee  by  the  applicant  or  licensee 
may  not  be  used  in  combination  with 
any  other  financial  methods  to  satisfy 
the  requirements  of  this  section  or  in 
any  situation  where  the  applicant  or 
licensee  has  a  parent  company  holding 
majority  control  of  the  voting  stock  of 
the  company.  Any  surety  method  or 
insurance  used  to  provide  financial 


assurance  for  decommissioning  must 
contain  the  following  conditions: 


PART  SO-DOMESTIC  UCENSING  OF 
PROTECTION  AND  UTILIZATION 
FACtLITIES 

8.  The  authority  citation  for  part  50 
continues  to  read  as  follows: 

Authority:  Sees.  102. 103, 104. 105. 161, 
182, 183. 186, 189,  68  Stat.  936,  937,  938, 
948.  953.  954.  955,  956,  as  amended,  sec 
234. 83  Stat.  1244.  as  amended  (42  U.S.C 
2132,  2133.  2134.  2135.  2201.  2232.  2233. 
2236.  2239.  2282);  sees.  201.  as  amended. 
202.  206.  88,  Stat.  1242.  as  amended.  1244. 
1246  (42  U.S.C  5841,  5842.  5846). 

Section  50.7  also  issued  under  Pub.  L.  95- 
601.  sec.  10. 92  Stat.  2951  (42  U.S.C.  5851). 
Section  50.10  also  issued  under  sees.  101. 
185, 68  Stat.  936,  955,  as  amended  (42  U.S.C 
2131.  2235);  see.  102,  Pub.  L.  91-190.  83  Stat. 
853  (42  U.S.C  4332).  Sections  50.13. 
50.54(dd).  and  50.103  also  issued  under  sec 
108. 68  Stat.  939.  as  amended  (42  U.S.C 
2138).  Sections  50.23,  50.35.  50.55.  and  50.56 
also  issued  under  sec  185. 68  Stat.  955  (42 
U.S.C.  2235).  Sections  50.33a.  50.55a  and 
Appendix  Q  also  issued  under  sec  102.  Pub. 
L  91-190,  83  Stat.  853  (42  U.S.C  4332). 
Sections  50.34  and  50.54  also  issued  under 
sec  204,  88  Stat.  1245  (42  U.S.C.  5844). 
Sections  50.58,  50.91.  and  50.92  also  issued 
under  Pub.  L.  97-415,  96  Stat.  2073  (42 
U.S.C  2239).  Section  50.78  also  issued  under 
sec.  122. 68  Stat  939  (42  U.S.C  2152). 
Sections  50.80-50.81  also  issued  under  sec. 
184. 68  Stat.  954,  as  amended  (42  U.S.C 
2234).  Appendix  F  also  issued  under  sec. 
187,  68  Stat.  955  (42  U.S.C  2237). 

For  the  purposes  of  sec.  223, 68  Stat.  958. 
as  amended  (42  U.S.C.  2273);  §  §  50.5,  50.46 
(a)  and  (b).  and  50.54(c)  are  issued  under  sec 
161b,  68  Stat.  948.  as  amended  (42  U.S.C 
2201(b));  §§50.5,  50.7(a).  50.10  (a)-(c).  50.34 
(a)  and  (e).  50.44  (a)-{c).  50.46  (a)  and  (b). 
50.47(b).  50.48  (a),  (c).  (d),  and  (e).  50.49(a). 
50.54(a).  (i).  (i)(l),  dHn).  (p).  (q).  (t).  (v).  and 
(y),  50.55(f),  50.55a  (a),  (c)-{e),  (g),  and  (h), 
50.59(c).  50.60(a),  50.62(b),  50.64(b),  50.65. 
and  50.80  (a)  and  (b)  are  issued  under  sec 
161i.  68  Stat.  949,  as  amended  (42  U.S.C 
2201(i));  and  §  §  50.9.  50.49  (d).  (h).  and  (j). 
50.54  (w).  (z).  (bb).  (cc).  and  (dd).  50.55(e). 
50.59(b).  50.61(b).  50.62(b).  50.70(a). 
50.71(a)-(c)  and  (e).  50.72(a).  50.73  (a)  and 
(b).  50.74.  50.78.  and  50.90  are  issued  under 
sec  1610, 68  Stat.  950.  as  amended  (42 
U.S.C  2201(o)). 

9.  In  §  50.8  paragraph  (b)  is  revised  to 
read  as  follows: 

150.8    Infonnation  eollaction 
raqulrantants:  0MB  approval 

•        •        •        •        • 

(b)  The  approved  infonnation 
collection  requirements  contained  in 
this  part  appear  in  §  §  50.30.  50.33, 
50.33a,  50.34.  50.34a,  50.35.  50.36^ 
50.36a.  50.48.  50.49,  50.54,  50.55, 
50.55a,  50.59,  50.60,  50.61,  50.63.  50.64, 
50.65.  50.71,  50.72,  50.75,  50.80.  50.82. 
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50.90,  50.91,  and  appendices  A,  B,  E,  G, 
H.  I,  J,  K.  M,  N,  O,  a  and  R. 

10.  In  §  50.75  the  introductory  text  of 
paragraph  (e)(l)(iii]  and  paragraph 
(e)(2)(iii}  are  revised  to  read  as  follows: 

iSO.75    Reporting  and  recordkeeping  for 
decoiTMniasioning  ptarmlrtg. 

(e)  •  •  • 

(1)  •  *  * 

(iii)  A  siuety  method,  insurance,  or 
other  guarantee  method.  These  methods 
guarantee  that  decommissioning  costs 
vvill  be  paid.  A  surety  method  may  be 
in  the  form  of  a  surety  bond,  letter  of 
credit,  or  line  of  credit.  Any  surety 
method  or  insurance  used  to  provide 
financial  assurance  for 
decommissioning  must  contain  the 
following  conditions: 

(2)  •  •  ' 

(iii)  A  surety  method,  insurance,  or 
other  guarantee  method.  A  parent 
c(nnpany  guarantee  of  funds  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  A  of  10  CFR  part  30.  A  parent 
company  guarantee  may  not  be  used  in 
combination  with  other  financial 
methods  to  satisfy  the  requirements  of 
this  section.  A  guarantee  of  funds  by  the 
applicant  or  licensee  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  B  of  10  CFR  part  30.  A 
guarantee  by  the  applicant  or  the 
licensee  may  not  be  used  in 
combination  with  any  other  financial 
methods  to  satisfy  the  requirements  of 
tliis  section  or  in  any  situation  where 
the  applicant  or  licensee  has  a  parent 
company  holding  majority  control  of  the 
voting  stock  of  the  company. 


I 


(RT  70— DOMESTIC  UCENSING  OF 
SPECIAL  NUCLEAR  MATERIAL 

11.  The  authority  citation  for  part  70 
continues  to  read  as  follows: 

Autliority:  Sees.  51,  53. 161, 182, 183, 68 
Stat.  929.  930,  948,  953.  954,  as  amended, 
sec  234, 83  Stat.  444,  as  amended  (42  U.S.C 
2071.  2073,  2201,  2232,  2233.  2282):  sees. 
201.  as  amended,  202,  204,  206, 88  Stat. 
1242,  as  amended,  1244, 1245. 1246  (42 
U.S.C  5841,  5842.  5845,  5846). 

Sections  70.1(c)  and  70.20a(b)  also  issued 
under  sees.  135, 141.  Pub.  L.  97-425, 96  Stat. 
2232,  2241  (42  U.S.C.  10155, 10161).  Section 
70.7  also  issued  under  Pub.  L  9S-601,  sec. 
10,  92  Stat  2951  (42  U.S.C  5851).  Section 
70.21(g]  also  issued  under  sec.  122,  68  Stat 
930  (42  U.S.C  2152).  SecUon  70.31  also 
issued  under  sec.  S7d,  Pub.  L  93-377,  88 
Stat.  475  (42  U.S.C  2077).  Sections  70.36  and 


70.44  also  issued  under  sec  184. 68  Stat  954, 
as  amended  (42  U.S.C  2234).  Section  70.61 
also  issued  under  sees.  186, 187, 66  Stat  955 
(42  U.S.C  2236,  2237).  Section  70.62  also 
issued  under  sec.  108, 68  Stat.  939,  as 
amended  (42  U.S.C  2138). 

For  the  purposes  of  sec  223, 68  Stat  958, 
as  amended  (42  U.S.C  2273);  SS  70.3,  70.10, 
70.19(c),  70.21(c),  70.22  (a),  (b),  (d)-(k).  70.24 
(a)  and  (b),  70.32  (a)  (3),  (5),  (6).  (d),  and  (i), 
70.36,  70.39  (b)  and  (c),  70.41(a),  70.42  (a) 
and  (c),  70.56.  70.57  (b).  (c),  and  (d),  70.58 
(a)-(g)(3)  and  (h)-())  are  issued  under  sec. 
161b,  68  Stat  948,  as  amended  (42  U.S.C 
2201(b]):  §§  70.7,  70.10,  70.20a  (a)  and  (d), 
70.2(ft>  (c)  and  (e),  70.21(c),  70.24(b),  70.32 
(a),  (b),  (c).  (d).  (e),  and  (g),  70.36,  70.51  (c)- 
(g),  70.56,  70.57  (b)  and  (d).  and  70.58  (a)- 
(g)(3)  and  (h)-{j)  are  issued  under  sec.  161i, 
68  Stat  949,  as  amended  (42  U.S.C  2201(i)): 
and  §S  70.5. 70.9.  70.20b  (d)  and  (e),  70.38. 
70.50,  70.51  (b)  and  (i),  70.52.  70.53.  70.54, 
70.55.  70.58  (g)(4),  (k),  and  (1).  70.59  and 
70.60  (b)  and  (c)  are  issued  under  sec.  161o. 
68  Stat.  950.  as  amended  (42  U.S.C.  2201(o)). 

12.  In  §  70.25,  the  introductory  text  of 
paragraph  (f)(2)  is  revised  to  read  as 
follows: 

S  70.25    Financiel  aeeuranoe  and 
recordlieeping  for  decommieeioning. 


(f)*  •  • 

(2)  A  surety  method,  insiuance,  or 
other  guarantee  method.  These  methods 
guarantee  that  decommissioning  costs 
will  be  paid.  A  surety^method  may  be 
in  the  form  of  a  surety  bond,  letter  of 
credit,  or  line  of  credit.  A  parent 
company  gtiarantee  of  funds  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  A  of  10  CFR  part  30.  A  parent 
company  guarantee  may  not  be  used  in 
combination  with  other  financial 
methods  to  satisfy  the  requirements  of 
this  section.  A  guarantee  of  funds  by  the 
applicant  or  licensee  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  B  of  10  CFR  part  30.  A 
guarantee  by  the  applicant  or  the 
licensee  may  not  be  used  in 
combination  with  any  other  financial 
methods  to  satisfy  the  requirements  of 
this  section  or  in  any  situation  where 
the  applicant  or  licensee  has  a  parent 
company  holding  majority  control  of  the 
voting  stock  of  the  company.  Any  surety 
method  or  insiuBUce  used  to  provide 
financial  assiuence  for 
decommissioning  must  contain  the 
following  conditions: 


PART  72— UCENSING 
REQUIREMENTS  FOR  THE 
INDEPENDENT  STORAGE  OF  SPENT 
NUCLEAR  FUEL  AND  HIGH-LEVEL 
RADIOACTIVE  WASTE 

13.  The  authority  citation  for  part  72 
continues  to  read  as  follows: 

Anthority:  Sees.  51,  S3,  57,  62,  63, 65,  69, 
81, 161, 182, 183. 184, 186, 187, 189, 68  Stat. 
929,  930,  932,  933,  934,  935,  948,  953,  954, 
955.  as  amended,  sec  234,  83  Stat.  444,  as 
amended  (42  U.S.C  2071.  2073.  2077,  2092. 
2093.  2095,  2099,  2111.  2201.  2232,  2233. 
2234.  2236,  2237,  2238.  2282);  sec  274.  Pub. 
L  86-373,  73  Stat.  688,  as  amended  (42 
U.S.C  2021):  sec.  201,  as  amended,  202.  206, 
88  Stat  12«2,  as  amended,  1244. 1246  (42 
U.S.C  5841.  5842,  5846);  Pub.  L  95-601.  sec. 
10.  92  Stat  2951  (42  U.S.C  5851);  sec.  102. 
Pub.  L  91-190,  83  Stat  853  (42  U.S.C  4332); 
Sees.  131, 132, 133, 135, 137. 141,  Pub.  L 
97-425,  96  Stat  2229.  2230.  2232,  2241,  sec 
148.  Pub.  L.  100-203. 101  Stat  1330-235  (42 
U.S.C  10151. 10152. 10153. 10155, 10157, 
10161, 10168). 

Section  72.44(g)  also  issued  under  sees. 
142(b)  and  148  (c),  (d),  Pub.  L  100-203. 101 
Stat.  1330-232, 1330-236  (42  U.S.C 
10162(b),  10168  (c),  (d)).  Section  72.46  also 
issued  under  sec.  189,  68  Stat.  955  (42  U.S.C 
2239);  sec.  134,  Pub.  L.  97-425,  96  Stat  2230 
(42  U.S.C.  10154).  Section  72.96(d)  also 
issued  under  sec.  145(g),  Pub.  L  100-203, 
101  SUt  1330-235  (42  U.S.C  1016S(g)). 
Subpart )  also  issued  under  sees.  2(2).  2(15). 
2(19),  117(a),  141(h),  Pub.  L  97-425,  96  Sut 
2202,  2203,  2204.  2222,  2244  (42  U.S.C 
10101, 10137(a),  10161(b)).  Subparts  K  and  L 
are  also  issued  under  see.  133,  96  Stat.  2230 
(42  U.S.C.  10153]  and  sec  218(a),  96  Stat. 
2252  (42  U.S.C  10198). 

For  the  purposes  of  see.  223,  68  Stat.  958. 
as  amended  (42  U.S.C  2273);  §972.6,  72.12. 
72.22,  72.24,  72.26.  72.28(d).  72.30.  72.32, 
72.44  (a),  (b)  (1).  (4).  (5).  (c).  (d)  (1).  (2).  (e). 
(f),  72.48(a),  72.50(a).  72.S2(b).  72.72  (b).  (c), 
72.74  (a),  (b),  72.76.  72.78.  72.104.  72.106. 
72.120,  72.122.  72.124.  72.126,  72.128, 
72.130,  72.140  (b),  (c).  72.148,  72.154.  72.156. 
72.160,  72.166,  72.168,  72.170,  72.172. 
72.176.  72.180,  72.184.  72.186  are  issued 
under  sec  161b,  68  Stat.  948,  as  amended  (42 
U.S.C  2201(b));  §§  72.10  (a),  (e).  72.12,  72.22, 
72.24.  72.26,  72.M,  72.30,  72.32.  72.44  (a), 
(b).  (1),  (4).  (5).  (e),  (d)  (1).  (2).  (e).  (f).  72.48 
(a).  72.50(a).  72.52(b).  72.90  (a)-(d),  (f).  72.92. 
72.94,  72.98,  72.100,  72.102  (c),  (d),  (fl. 
72.104,  72.106,  72.120,  72.122.  72.124, 
72.126,  72.128,  72.130,  72.140  (b),  (c).  72.142. 
72.144,  72.146,  72.148,  72.150,  72.152, 
72.154,  72.156,  72.158.  72.160.  72.162. 
72.164,  72.166,  72.168.  72.170.  72.172. 
72.176,  72.180,  72.182,  72.184,  72.188. 
72.190.  72.192,  72.194  are  issued  under  sec 
161i.  68  Stat  949,  as  amended  (42  U.S.C 
2201(i));  and  §§  72.10(e).  72.11.  72.16.  72.22. 
72.24,  72.26,  72.28,  72.30,  72.32.  72.44  (b)(3). 
(c)(5),  (d)(3),  (e),  (0.  72.48  (b),  (c).  72.50(b). 
72.54  (a),  (b),  (c),  72.56,  72.70,  72.72,  72.74 
(a),  (b).  72.76(a).  72.78(a),  72.80,  72.82. 
72.92(b).  72.94(b).  72.140  (b).  (c),  (d). 
72.144(a),  72.146.  72.148.  72.150,  72.152. 
72.154  (a),  (b).  72.156.  72.160,  72.162,  72.168, 
72.170.  72.172.  72.174.  72.176.  72.180, 
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72.184.  72.186.  72.192.  72.212(b).  72.216. 
72  218.  72.230,  72.234  (e)  and  (g)  are  issued 
under  sec.  161o.  68  Stat.  950.  as  amended  (42 
U.S.C.  2201(o)). 

14.  In  §  72.30  the  introductory  text  of 
paragraph  (c)(2)  is  revised  to  read  as 
follows: 

§72.30    Decommissioning  Planning 
including  financing  and  racordkaeping. 

(c)*   •   • 

(2)  A  surety  method,  insurance,  or 
other  guarantee  method.  These  methods 
guarantee  that  decommissioning  costs 
will  be  paid.  A  surety  method  may  be 
in  the  form  of  a  surety  bond,  letter  of 
credit,  or  line  of  credit.  A  parent 
company  guarantee  of  funds  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  A  of  10  CFR  part  30.  A  parent 
company  guarantee  may  not  be  used  in 
combination  with  other  financial 
methods  to  satisfy  the  requirements  of 
this  section.  A  guarantee  of  funds  by  the 
applicant  or  licensee  for 
decommissioning  costs  based  on  a 
financial  test  may  be  used  if  the 
guarantee  and  test  are  as  contained  in 
appendix  B  of  10  CFR  part  30.  A 
guarantee  by  the  applicant  or  the 
licensee  may  not  be  used  in 
combination  with  any  other  financial 
methods  to  satisfy  the  requirements  of 
this  section  or  in  any  situation  where 
the  applicant  or  Hcensee  has  a  parent 
company  holding  majority  control  of  the 
voting  stock  for  the  company.  Any 
surety  method  or  insurance  used  to 
provide  financial  assurance  for 
decommissioning  must  contain  the 
following  conditions: 
•        *        •        •        * 

Dated  at  Rocltville.  Mar>land.  this  5th  day 
of  )anuar>".  1993. 

For  the  Nuclear  Regulatory  Commission. 
Samuel  |.  ChUk, 
Secretary  of  the  Commission. 
iFK  Dim:.  93-473  Filed  1-8-93.  8:45  ami 

SILUMG  CODE  7S90-01-M 


ACTION:  Cancellation  of  notice  of  public 
hearing  on  proposed  regulations. 


SUMMARY:  This  document  provides 
notice  of  cancellation  of  a  public 
hearing  on  proposed  regulations  that 
provide  rules  for  determining  whether 
stock  issued  for  indebtedness  is  nominal 
or  token  under  section  108(e)(8)(A)  and 
rules  for  applying  the  proportionality 
test  of  section  108(e)(8)(B). 
DATES:  The  public  hearing  originally 
scheduled  for  Tuesday,  January  12. 
1993,  beginning  at  10  a.m.  is  cancelled. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mike  Slaughter  of  the  Regulations  Unit, 
Assistant  Chief  Counsel  (Corporate). 
202-622-7190.  (not  a  toll-free  number). 
SUPPLEMENTARY  INFORMATION:  The 
subject  of  the  public  hearing  is  proposed 
regulations  under  section  108(e)(8)  of 
the  Internal  Revenue  Code  of  1986.  A 
notice  of  public  hearing  appearing  in 
the  Federal  Register  for  Monday, 
November  30.  1992  (57  FR  56534). 
announced  that  the  public  hearing  on 
proposed  regulations  under  section 
108(e)(8)  of  the  Internal  Revenue  Code 
of  1986  would  be  held  on  Tuesday. 
January  12, 1993.  beginning  at  1  p.m. 
the  IRS  Commissioner's  Conference 
Room,  room  3313.  Internal  Revenue 
Building.  1111  Constitution  Avenue. 
NW..  Washington.  DC. 

The  public  hearing  scheduled  for 
Tuesday.  January  12.  1993.  has  been 
cancelled. 
Cynthia  E.  Grigsby, 

Alternate  Federal  Register  Liaison  Officer, 
Assistant  Chief  Counsel  (Corporate). 
[FR  Doc.  93-646  Filed  1-7-93;  2:33  ami 
BILUNO  COOE  4U0-01-W 


DEPARTIWENT  OF  THE  TREASURY 
Interna!  Revenue  Service 
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Regulations  Under  Section  108  of  the 
Internal  Revenue  Code;  Discharge  of 
Indebtedness;  Hearing  Cancellation 
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47  CFR  Chapter  I 

[CO  Docket  No.  90-337,  Phaaa  II;  FCC  92- 
496] 

International  Accounting  Rates:  in  the 
Matter  of  Regulation  of 

agency:  Federal  Communications 

Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  On  November  5, 1992,  tiie 
Commission  adopted  a  Second  Further 
Notice  of  Proposed  Rulemaking  in  Phase 
II  of  the  Regulation  of  International 
Accounting  Rates  proceeding  seeking 
comment  on  whether  conditioning 
section  214  authorizations  or  modifying 
its  nondiscriminatory  accounting  rate, 
equal  division  of  tolls  or  proportionate 
return  requirements  might  be  an 


appropriate  means  of  achieving  lower 
accounting  rates  as  facihties-based 
competition  is  introduced  in  foreign 
countries. 

DATES:  Comments  on  the  Second 
Further  Notice  of  Proposed  Rulemaking 
are  due  February  5, 1993;  Reply 
Comments  are  due  March  B,  1993. 
ADDRESSES:  Federal  Communications 
Commission,  1919  M  Street,  NW., 
Washington.  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
Teresa  Marrero,  Attorney,  Common 
Carrier  Bureau.  (202)  632-3214. 
SUPPLEMENTARY  INFORMATION:  This  is  a 
summary  of  the  Commission's  Second 
Further  Notice  of  Proposed  Rulemaking 
adopted  November  5. 1992,  and  released 
-November  27. 1992.  The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  Federal 
Communications  Commission  Reference 
Center.  Room  239. 1919  M  Street.  NW.. 
Washington,  DC.  The  complete  text  of 
this  decision  also  may  be  purchased 
from  the  Commission's  copy  contractor. 
Downtown  Copy  C-enter.  (202)  452- 
1422. 1114  21st  Street.  NW.. 
Washington.  DC  20036. 

Paperwork  Reduction  Act 

The  proposals  will  not  create  any 
undue  burden  on  the  public. 

Initial  Regulatory  Flexibility  Act 

Pursuant  to  the  Regulatory  Flexibility 
Act  of  1980,  the  FCC's  initial  analysis  is 
as  follows: 

Need  and  Purpose  of  This  Action 

The  proceeding  is  initiated  to  obtain 
comment  regarding  possible 
modification  of  the  Commission's 
nondiscriminatory  accounting  rate, 
equal  division  of  tolls  or  proportionate 
return  traffic  requirements,  and/or 
conditioning  of  section  214 
authorizations,  where  facilities-based 
competition  for  international  services  is 
available  in  foreign  countries.  The 
Commission  seeks  recommendations  on 
the  most  appropriate  methods  of 
implementing  any  such  modifications 
that  might  be  adopted. 

Summary  of  Second  Further  Notice  of 
Proposed  Rulemaking 

The  Second  Further  Notice  of 
Proposed  Rulemaking  requests  comment 
on  whether  allowing  some  flexibility  in 
our  nondiscriminatory  accounting  rate, 
division  of  tolls,  or  proportionate  return 
policy  might  be  an  appropriate  means  of 
achieving  lower  accounting  rates  as 
facilities-based  competition  is 
introduced  in  foreign  countries. 
Specifically,  the  Commission  invites 
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suggestions  on  what  modifications  to  its 
International  Settlements  Policy  (ISP) 
might  best  achieve  this  goal.  It  also 
requests  comment  on  whether 
conditioning  Section  214  authorizations 
where  a  competitive  environment  exists 
in  a  foreign  country  might  help  to 
reduce  accounting  rates,  and,  if  so,  how 
this  goal  might  be  achieved. 

Public  Benefits 

The  Commission  is  open  to  the 
possibility  that,  where  there  is  a 
competitive  market  in  a  foreign  country, 
its  ISP  requirements  may  be  relaxed  in 
an  effort  to  facilitate  lower  accounting 
rates  and  ultimately  lower  outpayments 
to  foreign  correspondents,  which  could 
ultimately  result  in  lower  collection 
rates  for  U.S.  consumers. 

Ordering  Clauses 

Accordingly,  It  is  Ordered  that  notice 
is  hereby  given  of  the  proposed 
regulatory  action  described  above,  and 
that  comment  is  sought  on  these 
proposals. 

For  further  information  on  this  item 
contact  Teresa  Marrero,  Attorney, 
Common  Carrier  Bureau,  (202)  632- 
3214. 

Federal  Communications  CommissJon. 
Donna  R.  Searcy, 
Secretary. 
IFR  Doc.  93^47  Filed  1-8-93;  8:45  am) 
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47  CFR  Part  76 

[MM  Docket  No.  92-264,  FCC  92-542] 

Cable  Television  Services; 
Implementation  of  the  Cable  Television 
Act,  Horizontal  and  Vertical  Ownership 
Limits,  Cross-Ownership  Limitations 
and  Anti-Trafflcldng  Provisions 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Commission,  by  this 
Notice  of  Proposed  Rule  Making  and 
Notice  of  Inquiry  (Notice),  seeks  to 
implement  sections  11  and  13  of  the 
Cable  Television  Consumer  Protection 
and  Competition  Act  of  1992  (1992 
Cable  Act).  In  this  Notice,  the 
Commission  solicits  comment  on  the 
interpretation  and  implementation  of 
the  cross-ownership  and  anti-trafficking 
provisions  of  the  1992  Cable  Act.  The 
Commission  also  solicits  comment  on 
the  adoption  of  limits  on  horizontal 
concentration  and  vertical  integration  in 
the  cable  industry.  The  action  is  taken 
in  order  to  comply  with  the  1992  Cable 
Act. 


DATES:  Comments  are  due  by  February 
9, 1993,  and  reply  comments  are  due  by 
March  3, 1993. 

ADDRESSES:  Federal  Communications 
Commission,  Washington,  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACT: 
Jacqueline  Chomey,  Mass  Media 
Bureau,  Policy  and  Rules  Division  (202) 
632-7792. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Making  and  Notice  of 
Inquiry  in  MM  Docket  No.  92-264.  FCC 
92-542,  adopted  December  10, 1992, 
released  December  28, 1992.  The 
complete  text  of  this  docimient  is 
available  for  inspection  and  copying 
during  normal  business  hours  in  the 
FCC  Reference  Center,  1919  M  Street, 
NW.,  room  239,  Washington,  DC,  and 
also  may  be  purchased  h'om  the 
Commission's  copy  contractor. 
Downtown  Copy  Center,  at  (202)  452- 
1422. 1990  M  Street.  NW..  room  640, 
Washington  DC  20554. 

Synopsis  of  the  Notice  of  Proposed  Rule 
Making 

1.  The  Commission,  in  accordance 
with  the  1992  Cable  Act,  considers  the 
interpretation  and  implementation  of 
the  cross-ownership  and  anti-trafficking 
provisions  of  the  1992  Cable  Act.  The 
Commission  also  considers  adoption  of 
limits  on  horizontal  concentration  and 
vertical  integration  in  the  cable 
industry. 

2.  Section  13  of  the  1992  Cable  Act 
adds  a  new  section  617  to  the 
Communications  Act  of  1934,  as 
amended,  which  establishes  a  three-year 
holding  requirement  for  cable  systems. 
Section  11  of  the  Cable  Act  of  1992 
establishes  several  restrictions  on  the 
ownership  and  sale  of  cable  systems. 
First  it  modifies  section  613(a)  of  the 
Communications  Act  of  1934.  as 
amended,  to  prohibit  the  common 
ownership  of  a  cable  system  and  a 
multichannel  multipoint  distribution 
service  ("MMDS")  or  a  cable  system  and 
a  satellite  master  antenna  television 
service  ("SMATV"),  apart  from  the 
franchised  cable  service,  within  a 
franchise  area.  Section  11  of  the  new 
Act  also  amends  section  613  of  the 
Communications  Act  of  1934  by  adding 
a  new  subsection  (0(1).  which  requires 
the  Commission  to  conduct  a 
proceeding: 

(1)  To  prescribe  reasonable  limits  on 
the  number  of  cable  subscribers  a 
person  can  reach  through  cable  systems 
owned  by  such  person  ("subscriber 
limits"): 

(2)  To  prescribe  reasonable  limits  on 
the  number  of  cable  channels  that  can 
be  occupied  by  a  video  programmer  in 


which  a  cable  operator  has  an 
ownership  interest  ("channel  occupancy 
limits"):  and 

(3)  To  consider  the  necessity  and 
appropriateness  of  imposing  limitations 
on  the  degree  to  which  "multichannel 
video  programming  distributors"  may 
participate  in  the  creation  or  production 
of  video  programming. 

3.  The  MMDS  and  SMATV  cross- 
ownership  restrictions  and  the  anti- 
trafficking  rule  contain  no  specific 
effective  date  and,  therefore,  became 
effective  on  December  4, 1992  (the 
effective  date  of  the  1992  Cable  Act). 
However,  the  provision  of  the  anti- 
trafficking  rule  which  establishes  a  120- 
day  limit  on  the  amount  of  time  that  a 
franchise  authority  has  to  disapprove  a 
request  to  transfer  a  cable  system,  will 
not  become  effective  until  the 
Commission  adopts  regulations 
regarding  the  information  required  in 
connection  with  such  requests.  In  this 
proceeding,  the  Commission  seeks  to 
identify  the  proper  interpretation  of  the 
anti-trafficking  rule  and  to  establish  an 
appropriate  system  of  implementation. 

4.  "nie  1992  Cable  Act  and  its 
legislative  history  demonstrate 
Congress'  concern  regarding  horizontal 
concentration  and  vertical  integration  in 
the  cable  television  industry.  Congress, 
through  the  vertical  and  horizontal 
limits  required  by  section  11  of  the  1992 
Cable  Act,  sought  to  prevent  large, 
vertically  integrated  cable  systems  from 
creating  barriers  to  entry  of  new 
programmers  and  from  causing  a 
reduction  in  the  number  of  media  voices 
available  to  consumers  through  cable 
television.  In  addition,  the  1992  Cable 
ACt  indicates  Congress'  conclusion  that 
increasing  vertical  integration  provides 
cable  operators  with  both  the  incentive 
and  the  ability  to  favor  their  affiliated 
programmers  over  other  programming 
services,  and  that  vertically  integrated 
program  suppliers  have  the  incentive 
and  ability  to  favor  their  affiliated  cable 
operators  over  other  cable  operators  and 
programming  distributors  using 
alternative  technologies.  In  establishing 
the  subscriber  limits  and  channel 
occupancy  restrictions  required  by  the 
1992  Cable  Act,  the  Commission  must 
balance  these  concerns  expressed  by 
Congress  with  the  efficiencies  and 
benefits  to  be  gained  by  increased 
concentration  and  integration. 

Sales  of  Cable  Systems 

5.  Section  13  of  the  1992  Cable  Act 
establishes  a  three-year  holding  period 
for  cable  systems.  Under  the  cable  anti- 
trafficking  rule,  with  certain  exceptions, 
"no  cable  operator  may  sell  or  otherwise 
transfer  ownership  in  a  cable  system 
within  a  36-month  period  following 
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cither  the  acquisition  or  initial 
construction  of  such  system  by  such 
operator."  For  purposes  of  this 
provision,  multiple  system  transfers 
wiiich  provide  for  the  subsequent 
traTisfer  of  one  or  more  such  s^'Stems 
shell  be  considered  part  of  the  initial 
transaction. 

6.  Jurisdiction  and  Enforcement. 
Because  local  franchising  authorities  are 
responsible  for  awarding  cable 
franchises,  and  for  approving  sales  and 
transfer  of  such  franchises,  the 
Commission  tentatively  concludes  that 
local  franchising  autboriiies  can  most 
efficiently  mouiior  and  enforce 
compliance  with  the  onli-trafficking 
restriction.  The  Commission  propofses  to 
require  cable  operators  seeking  to 
transfer  ovTjffrship  in  cable  system  to 
certify  to  the  franchise  authority  that  the 
proposed  transfer  sa  isfies  the  three-year 
holding  requiremert  or  is  exempt  under 
one  of  the  exceptions  contained  in  the 
rule.  If  the  terms  of  the  franchise 
agreement  do  not  require  approval  of 
the  franLhjse  authority  for  transfer  or 
assignment  of  a  cable  system,  the  cable 
operator  should  nonetheless  certify  to 
the  franchising  authority  that  such 
transfer  is  not  in  violation  of  the  three- 
year  holding  requirement.  Operators 
making  such  a  certification  will  be 
presumed  to  be  in  compliance  with  the 
anti-trafficking  rule  unless  the  local 
franchise  auiiiori^y  f^nds  to  the  contrary. 
AJtematively,  a  cable  operator  may  seek 
a  waiver  of  the  anti-trafficking  rule  from 
the  Commission  in  appropriate 
circumstances.  Commenters  are  asked  to 
address  whether  these  procedures  are 
suitable  for  enforcing  the  anti-trafficking 
rule.  The  Commission  also  invites 
comment  regarding  how  these 
procedures  could  best  be  crafted. 
7.  Transfer  cf  Ownership.  The 
Commission  seeks  comment  on  the 
appropriate  interpretation  of  "transfer  of 
ownership  in  a  cable  system"  for 
purposes  of  applying  the  three-year 
holding  period.  The  Commission  also 
asks  conunenters  to  identify  the  types  of 
transactions  Congress  sought  to  include 
within  the  anti  trafficking  rule.  Ln 
commenting  on  this  matter,  parties  are 
asked  to  consider  existing  Commission 
rules  restricting  the  transfer  of  broadcast 
licenses  and  constnaction  permits. 
.Specifically,  note  the  Commission's 
one-year  holding  requirement 
c'pplicable  to  broadcast  licenses 
obtained  through  the  comparative 
hearing  process  or  pursuant  to  the 
Minority  Ownership  Policy.  See  47  CFR 
73.3597(a)(4).  Pursuant  to  section  310(d) 
of  the  pommunications  Act  of  1934.  this 
one-year  holding  requirement  does  not 
opply  to  transfers  to  ownership  interests 
v\ .-. iiJi  do  not  result  in  a  transfer  of 


control  or  assignment  of  license. 
Commenting  parties  are  asked  to 
address  whether  "transfer  of  ownership 
in  a  cable  system"  should  be  defined  by 
references  to  the  broadcast  transfer  of 
control  standards  implemented 
pursuant  to  section  310(d)  of  the 
Communications  Act  of  1934. 

8.  The  Commission  tentatively 
concludes  that  its  broadcast  transfer  of 
control  standards  are  appropriate  to 
implement  the  cable  anti-trafficking 
rule.  Commenters  are  asked  to  indicate 
whether  those  f  tandards  will  provide 
cable  operators  and  franchise  authorities 
with  sufficient  guidance  regarding 
application  of  the  anti-trafficking 
restriction,  and  encompass  the  types  of 
transfers  that  Congres.s  intended  to 
restrict.  Alternatively,  it  may  be 
preferable  to  establish  a  fixed  transfer  of 
ownership  threshold  encompassing  only 
changes  in  who  controls  50%  or  more 
of  the  outstanding  equity  in  a  cable 
system.  The  Commission  invites 
,  commenters  to  indicate  whether  this 
definition  would  be  consistent  with  the 
objectives  of  the  anti-trafficking  rule  or 
whether  a  standard  based  on  some 
lesser  percentage  of  ownership  (e.g.. 
25%.  30%,  40%)  would  be  more 
appropriate.  Finally,  the  attribution 
criteria  contained  in  §  73.3555  (Notes)  of 
the  Commission's  F.uies  could  also  be 
used  to  define  ownership  interests 
subject  to  the  anti-trafficking  rule.  The 
Commission  invites  comment  regarding 
which  of  these  standards  would  be  most 
appropriate  in  implementing  the  cable 
anti-trafficking  provision  in  accordance 
with  Congressional  intent. 

9.  The  Commission  also  invites 
comment  regarding  what,  if  any. 
procedures  should  be  established  for 
resolution  of  complaints  arising  from 
determinations  under  this  provision. 
Commenters  should  indicate  whether 
the  Commission  or  the  federal  or  state 
courts  should  resolve  complaints 
involving  the  application  of  the  anti- 
trafficking  rule  to  a  particular 
transaction.  Preliminarily,  the 
Commission  believes  that  such 
complaints  should  be  resolved  at  the 
local  level,  either  according  to  relevant 
procedures  contained  in  the  franchise 
agreement  or  by  commencement  of  an 
action  in  the  state  or  federal  courts. 
Alternatively,  commenters  are  asked  to 
indicate  whether  the  Commission 
should  establish  specific  procedures  to 
be  followed  in  resolving  disputes 
regarding  application  of  the  anti- 
trafficking  rule  to  ensure  consistency  in 
the  interpretation  of  the  rule  and  to 
allow  for  participation  by  all  interested 
parties.  If  such  procedures  are 
appropriate,  commenters  should 
indicate  whether  the  provisions  of 


§  76.7  of  the  Commission's  Rules  (the 
special  reUef  rules),  or  some  modified 
form  of  these  procedures,  would  be 
acceptable.  Commenters  should  also 
address  what,  if  any.  sanctions  would  be 
appropriate  for  transfers  in  violation  of 
the  anti-trafficking  rule.  The 
Commission  notes  that  although  some 
sanctions  such  as  forfeiture  may  be 
applicable  (via  section  503  of  the 
Communications  Act),  the  Commission 
does  not  interpret  the  anti-trafficking 
provision  as  necessarily  requiring 
reversal  of  transfers  of  ownership  based 
on  good  faith  interpretation  of  the  rule, 
where  such  transfers  are  subsequently 
found  to  violate  the  rule. 

10.  Regarding  computation  of  the 
three-year  holding  period,  commenters 
are  requested  to  specify  what  dates 
should  be  used  when  calculating  the 
period  between  initial  construction  and 
transfer  or  assignment  of  a  cable  system. 
Commenters  should  also  specify  what 
dates  should  apply  when  calculating  the 
period  between  initial  acquisition  of  a 
cable  system  and  transfer  of  assignment 
of  such  system.  The  Commission  further 
seeks  comment  regarding  the 
appropriate  treatment  of  multiple 
system  owner  (MSO)  transfers  under 
this  provision.  Commenters  should 
indicate  what  procedures  the 
Commission  should  establish  for 
determining  compliance  with  the  anti- 
trafficking  provision  for  transfers  or 
assignments  of  MSOs. 

11.  Exceptions.  The  Cable  Act  of  1992 
establishes  three  exceptions  to  the  anti- 
trafficking  restriction.  The  Commission 
seeks  to  clarify  implementation  of  these 
exceptions,  and  asks  commenters  to 
indicate  what  types  of  transactions  are 
contemplated  by  each  exception.  The 
first  exception  excludes  any  transfer  or 
assignment  of  a  cable  system,  which  is 
not  subject  to  Federal  income  tax 
liability.  The  Commission  tentatively 
finds  that  this  exemption  appUes  to  (a) 
transactions  involving  tax  certificates 
issued  by  the  Commission  pursuant  to 
section  1071  of  the  Internal  Revenue 
Code  ("Code"),  which  allows  deferral  of 
gains  taxes  for  businesses  acquired  by 
minorities,  (b)  so-called  "tax  free" 
exchanges  of  assets  under  section  1031 
of  the  Code,  and  (c)  "tax  free" 
reorganizations  under  section  368  of  the 
Code.  The  Commission  invites  comment 
regarding  whether  the  payment  of  cash 
or  other  taxabfe  consideration,  to 
equalize  the  value  of  assets  in  like 
system  exchanges,  should  render  sucn  a 
transaction  ineligible  for  this  exception. 
Commenters  are  requested  to  address 
these  tentative  conclusions  and  to 
identify  any  other  transactions  that  may 
qualiiy  for  this  exception. 
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12.  The  second  exception  excludes 
any  sale  required  by  operation  of  any 
law,  or  by  any  act  of  any  Federal  agency, 
any  state  or  political  subdivision 
thereof,  or  any  franchising  authority. 
The  Commission  believes  that  this 
exception  was  intended  primarily  to 
enable  franchise  authorities  or  other 
government  entities  to  require  the 
transfer  of  a  cable  system  that  is  in 
violation  of  its  franchise  agreement  or 
that  is  otherwise  providing  inadequate 
service.  This  exception  may  also  be 
interpreted  to  include  transfers  of  cable 
systems  in  the  context  of  bankruptcy 
proceedings  or  other  types  of 
receivership.  Tlie  Commission  seeks 
comment  on  these  interpretations  and 
on  any  other  types  of  transactions  that 
may  be  contemplated  by  this  exception. 
The  Commission  further  asks 
commenters  to  indicate  whether  sales  of 
municipally  operated  cable  systems 
were  also  intended  to  be  exempt  from 
the  anti-trafficking  rule  pursuant  to  this 
exception. 

13.  Third,  the  1992  Cable  Act  exempts 
any  sale,  assignment  or  transfer  to  one 
or  more  purchasers,  assignees  or 
transferees  controlled  by.  controlling,  or 
under  common  control  with  the  seller, 
assignor  or  transferor.  The  Commission 
believes  that  this  exception  was 
intended  to  apply  to  pro  forma  transfers 
as  defined  in  §73.3540(0  of  the 
Commission's  Rules.  The  Commission 
asks  commenters  to  indicate  what  other 
inter-company  transfers  should  be 
included  within  this  exception.  The 
Commission  does  not  interpret  this 
provision  as  requiring  a  new  three-year 
holding  period  to  commence  following 
each  transfer  to  an  affiliate  entity.  The 
Commission  also  tentatively  concludes 
that  the  acquisition  date  following  a 
transfer  between  affiliated  entities 
should  relate  back  to  the  original  date 
such  system  was  constructed  or 
acquired  by  the  affiliated  transferor. 

14.  Finally,  the  Commission  initially 
finds  that  cable  operators  seeking  to 
transfer  ownership  of  a  cable  system 
prior  to  the  expiration  of  the  statutory 
three-year  holding  period  should  submit 
to  the  franchise  authority  all 
information  necessary  to  support  a 
certification  that  the  proposed  transfer 
satisfies  one  of  the  stated  exceptions. 
Commenters  are  asked  to  indicate  what 
types  of  information  should  be  required 
in  order  to  establish  eligibility  under 
each  of  these  exceptions. 

15.  Waivers.  The  1992  Cable  Act 
empowers  the  Commission,  consistent 
with  the  public  interest,  to  waive  the 
three-year  holding  requirement.  In 
connection  with  the  general  waive 
authority  granted  by  this  provision, 
comment  is  solicited  on  whether  to 


establish  specific  waiver  criteria  and,  if 
specific  waiver  criteria  are  adopted, 
what  types  of  showing  should  be 
required.  The  1992  Cable  Act  directs  the 
Commission  to  use  its  waiver  authority 
to  permit  "appropriate  transfers  in  cases 
of  default,  foreclosure,  or  other  financial 
distress,"  but  it  does  not  define  the  term 
"financial  distress."  The  Commission 
invites  comment  on  whether  criteria 
contained  in  §  73.3597(a)(4)  of  the 
Commission's  Rules  should  be  used  to 
define  "financial  distress"  or  whether 
some  other  standard  would  be  more 
appropriate  in  this  context. 

16.  If  approval  of  the  franchise 
authority  is  required  in  connection  with 
the  transfer  of  a  cable  system,  the  1992 
Cable  Act  provides  that  the  Commission 
shall  not  waive  such  requirements 
unless  the  franchise  authority  has 
approved  the  proposed  transfer.  The 
Commission  proposes  that  in  such 
circumstances,  waivers  may  nonetheless 
be  granted  prior  to  franchise  authority 
consideration,  provided  such  waivers 
are  contingent  upon  ultimate  approval 
by  the  franchising  authority.  The 
Commission  seeks  comment  on  whether 
such  conditional  waivers  would  be 
appropriate  under  the  1992  Cable  Act 
and  on  whether  franchise  authority 
approval  should  create  a  presumption 
that  the  Commission  will  grant  a  waiver 
authorizing  a  particular  transfer. 

17.  Limitation  on  Duration  of 
Franchise  Authority  Power  to 
Disapprove  Transfers.  Subsection  (e)  of 
the  anti-trafficking  rule  limits  the 
amount  of  time  that  a  franchising 
authority  has  to  disapprove  a  transfer  of 
a  cable  system  and  also  indicates  that 
the  Commission  will  establish 
regulations  indicating  the  information 
that  will  be  required  in  connection  with 
such  a  request  for  transfer.  The 
Commission  seeks  comment  regcrding 
what  type  of  informational  requirements 
to  establish  in  connection  with  transfer 
requests.  The  Commission  seeks  to 
establish  a  minimum  standard  for  such 
informational  requirements  and  allow 
franchise  authorities  to  request  any 
additional  information  that  may  be 
necessary  to  evaluate  a  particular 
transfer. 

MMDS/SMATV  Cross-Ownership 
Prohibition 

18.  Section  11  of  the  1992  Cable  Act 
amends  section  613(a)  of  the 
Communications  Act  of  1934  to  add  a 
prohibition  against  common  ownership 
of  a  cable  system  and  either  an  MMDS 
or  a  SMATV  service  in  its  franchise 
area.  The  provision  is  intended  to 
address  Congress'  concern  that  common 
ownership  of  different  means  of  video 


distribution  may  reduce  service 
competition. 

19.  The  Commission  has  already 
adopted  regulations  implementing  a 
cable/MMDS  cross-ownership 
prohibition  in  a  recently  concluded 
rulemaking  initiated  to  facilitate  the 
provision  of  "wireless  cable"  service  to 
the  public'  The  recently  adopted  rules 
"prohibit,  directly  or  indirectly, 
ownership  interests  in.  control  of,  or 
leasing  of  "  "  •  MMDS  •  •  *  by  cable 
television  companies  in  geographic 
areas  which  overlap  the  •  •  •  MMDS 
protected  service  areas  *  *  *  for  cable 
franchise  areas  lacking  two  or  more 
competing  cable  television  companies." 
The  Commission's  Rules  include  the 
attribution  rules  and  definitions  of 
"control,"  "areas"  and  "overlap" 
necessary  to  effectuate  this  prohibition. 
47  CFR  21.912.  The  Commission's  Rules 
also  provide  for  limited  exceptions  to 
the  general  prohibition  which  the 
Commission  has  already  determined 
will  be  in  the  public  interest,  i.e.,  a  rural 
exception  (47  CFR  21.912(d)(1)  and  a 
local  programming  exception  (47  CFR 
21.912(e)). 

20.  The  Commission  believes  these 
recently  adopted  rules  are  consistent 
with  and  effectively  implement  the 
cross-ownership  prohibitions  of  the 
1992  Cable  Act  as  regards  the  MMDS 
service  and  that  the  same  rules  and  their 
implementing  criteria  are  appropriate 
for  the  cross-ownership  prohibitions  as 
they  relate  to  SMATV.*  Commenters  are 
invited  to  address  these  tentative 
conclusions. 

21.  The  1992  Cable  Act  provides  for 
the  grandfathering  of  existing  cross- 
ownership  situations  that  existed  on 
October  5, 1992.  Note  that  the  current 
Commission  Rules  grandfathered  those 
cable/MMDS  cross-ov«iership  interests 
that  existed  on  their  effective  date.  In 
view  of  the  Commission's  tentative 
position  that  the  exiting  Rules  fulfill  the 
1992  Cable  Act's  mandate  with  respect 
to  MMDS,  the  Commission  proposes  to 
continue  to  grandfather  only  those 
cable/MMDS  cross-ownership  interests. 
No  additional  cable/MMDS  cross- 
ownership  relationships  would  be 
grandfathered  pursuant  to  the  terms  of 


'  Report  and  Order  in  Gen.  Docket  No*.  90-54 
and  80-113,  55  FR  46000.  October  31, 1990;  Order 
on  Reconsideration  in  Gen.  Docket  Nos.  90-54  and 
80-113,  56  FR  57596.  Noveml)er  13. 1991;  Second 
Report  and  Order  in  Gen.  Docket  No.  90-54,  56  FR 
57808,  November  4, 1991. 

'The  Commission  has  not  determined  whether, 
and  to  what  extent,  the  existing  cable/MMDS  cross- 
ownership  rules  and  the  1992  Cable  Act  cross- 
ownership  restriction  apply  to  Local  Multipoint 
Distribution  Service  C'LMDS").  This  issue  is 
addressed  more  fully  and  comments  are  requested 
in  the  Notice  of  Proposed  Rulemaking  m  CC  Docket 
92-297,  released  December  10, 1902. 
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the  1992  Cable  Act  in  any  event.  CabW 
SMATV  cross-ownership  interests  will 
be  grandfathered  as  of  October  5. 1992. 
Furthermore,  the  1992  Cable  Act 
permits  the  Commission  to  waive  the 
statutory  prohibition  against  cable/ 
MMDS  and  cable/SMATV  cross- 
ownership  to  the  extent  that  it  is 
determined  that  cross-ownership  is 
needed  to  ensure  that  all  significant 
portions  of  a  franchise  area  are  able  to 
obtain  video  programming.  Comment  is 
requested  on  wtiether  the  existing 
public  interest  waiver  standard  for 
cable/MMDS  situations  is  sufficient  or 
whether  additional  rules  or  criteria  for 
such  waivers  in  the  context  of  this 
proceeding  should  be  established.  If  the 
Commission  adopts  such  criteria,  what 
types  of  information  would  be  needed  to 
indicate  that  cross-owned  systems 
serving  the  same  franchise  area  provide 
the  only  means  to  distribute 
multichannel  video  program  service  to 
the  public?  Finally,  the  Commission 
notes  that  the  rules  and  procedures 
specified  in  §  76.7  are  applicable  for  the 
fihng  of  most  requests  for  waiver  of  the 
cable  television  rules.  Should  waivers  of 
these  cross-ownership  rules  also  be 
subjec-t  to  these  provisions?  Are  there 
any  modifications  needed  to  implement 
these  specific  cross-ownership  waiver 
requests? 

22.  With  respect  to  enforcement  of  the 
cross-ownership  provision,  the 
Commission  believes  it  appropriate  to 
establish  procedures  for  consideration 
of  complaints.  The  Commission  seeks 
comment  regarding  what  procedures 
should  be  adopted  to  allow 
participation  by  all  interested  parties, 
and  on  whether  to  apply  the  provisions 
of  §  76. 7  of  the  Commission's  Rules  (the 
special  relief  rules),  or  some  modified 
form  of  these  procedures,  in  such  cases. 
Alternatively,  cable  operators  could  be 
required  to  provide  information 
regarding  ownership  of  MMDS  services 
or  SMATV  systems  in  filings  required  of 
cable  systems,  such  as  the  annual  Form 
325  or  on  CARS  license  applications. 
The  Commission  asks  commenters  to 
consider  whether  this  type  of  reporting 
requirement  is  necessary.  In  this  regard, 
commenters  are  asked  to  suggest  the  sort 
of  specific  information  that  would  be 
useful. 
Subscriber  Limits 

23.  In  order  to  enhance  competition. 
sccUon  11  of  the  1992  Cable  Act 
requires  the  Commission  within  one 
year  to  conduct  a  proceeding  intended 
to  "prescribe  reasonable  limits  on  the 
number  of  cable  subscribers  a  person  is 
authorized  to  reach  through  cable 
.systems  ov^Tied  by  such  person  or  in 


which  such  person  has  an  attributable 

24.  Commenters  are  asked  to  consider, 
in  commenting  on  Section  11,  the 
public  interest  objecUves  delineated  in 
the  1992  Cable  Act: 

(A)  To  ensure  that  no  cable  operator 
or  group  of  cable  operators  can  unfairiy 
impede  the  flow  of  video  programming 
from  the  programmer  to  the  consumer; 

(B)  To  ensure  that  cable  operators  do 
not  favor  affiliated  video  programmers 
in  determining  carriage  and  do  not 
unreasonably  restrict  the  flow  of  video 
programming  of  unaffiliated  video 
programmers  to  other  video  distributors; 

(C)  To  take  account  of  the  market 
structure,  ownership  patterns,  and  other 
relationships  of  the  cable  industry, 
including  the  market  power  of  the  local 
ft-anchise.  joint  ownership  of  cable 
systems  and  video  programmers,  and 
the  various  types  of  non-equity 
controUing  interests; 

(D)  To  take  into  account  any 
efficiencies  and  other  benefits  that 
might  be  through  increased  ownership 
or  control;  . 

(E)  To  ensure  that  such  rules  and 
regulations  reflect  the  dynamic  nature  of 
the  communications  marketplace; 

(F)  To  impose  limitations  that  will  not 
prevent  cable  operators  from  serving 
previously  unserved  rural  areas;  and 

(G)  To  impose  limitations  that  will 
not  impair  the  development  of  diverse 
and  high  quality  programming. 

25.  In  prescribing  subscriber  hmits. 
the  Commission  must,  as  a  preliminary 
matter,  determine  the  markets  in  which 
such  subscriber  limits  should  be 
established.  Horizontal  concentration 
may  be  measured  on  a  local,  regional  or 
national  basis.  The  Commission  asks 
commenters  to  indicate  whether 
regional  concentration  in  any  market  is 
sufficient  to  allow  MSOs  to  exercise 
undue  market  power  in  competing  for 
program  acquisition  or  advertising. 
Commenters  should  also  describe  any 
efficiencies,  economies  of  scale,  and 
otlier  benefits  which  result  from 
regional  and  national  concentration. 
Commenters  are  asked  to  indicate 
whether  both  regional  and  national 
subscriber  limits  are  necessary  or 
appropriate  to  execute  the  objectives  of 
the  1992  Cable  Act.  Commenters  are 
also  asked  to  indicate  whether  it  would 
be  appropriate  in  calculating 
compliance  with  the  national  subscriber 
limits  to  subtract  the  number  of 
subscribers  reached  or  homes  passed  by 
cable  systems  in  areas  where  effective 
competition  is  established. 

26.  Under  the  1992  Cable  Act,  the 
Commission  may  prescribe  subscriber 
hmits  either  as  a  share  of  cable 
subscribers  or  as  a  share  of  homes 


passed.  Commenters  should  address 
which  of  these  measures  should  be  used 
to  implement  the  subscriber  limits 
established  in  this  proceeding.  The 
Commission  recognizas  that  subscriber- 
based  measures  have  tradiUonally  been 
used  for  purposes  of  analysis. 
Nonetheless,  the  Commission  beheves 
that  homes  passed  may  be  a  more 
appropriate  and  practical  measure  for 
this  purpose,  since  it  encompasses  all 
television  households  for  which  a 
particular  cable  operator  provides 
access  to  cable  programming.  For  this 
reason  and  to  provide  consistency  in  the 
interpretation  of  our  rules,  the 
Commission  proposes  to  use  a  homes 
passed  measure  to  implement  the  cable 
subscriber  limits  established  in  ^^ 
proceeding  and  seeks  comment  on  this 
proposal. 

27.  Commenters  are  also  asked  to 
indicate  what  percentage  of  homes 
passed  nationally  would  constitute  a 
reasonable  limit  on  horizontal 
concentration.  In  this  regard, 
commenters  should  indicate  at  what 
percentage  of  homes  passed  a  single 
MSO  could  preclude  the  success  of  a 
new  cable  service.  Are  there  recent 
examples  of  this  type  of  conduct?  How 
many  subscribers  must  be  cleared 
nationally  to  launch  and  sustain  a  new 
cable  programming  service?  Does  the 
number  of  subscribers  needed  vary 
depending  on  the  type  of  programming 
involved?  Is  it  relevant  that  the 
Commission's  broadcast  multiple 
ownership  rules  limit  the  audience 
reach  of  television  stations  in  which  a 
person  can  hold  an  attributable  interest 
to  25%  of  television  households 
nationwide?  It  should  also  be  noted  that 
Commission  Rules  also  provide  for 
increased  ownership  of  broadcast 
stations  representing  up  to  30%  of  the 
television  households  nationwide  if  th« 
additional  stations  are  minority  owned. 
The  Commission  seeks  comment  on 
whether  to  adopt  a  similar  provision  m 
the  cable  context.  The  Commission  also 
notes  that,  under  its  rules,  national 
television  networks  are  also  permitted 
to  own  cable  systems  which  reach  10% 
of  the  homes  passed  nationally.  Should 
this  figure,  which  takes  into 
consideration  the  national  audience 
reach  and  ability  to  control 
programming  associated  with  a 
broadcast  network,  8er\'e  as  a  guide  m 
crafting  national  ownership  limits  for 
cable  systems?  Finally,  commenters  are 
asked  to  indicate  whether  divestiture 
should  be  required  for  any  MSO  which 
exceeds  the  Umit  ultimately  adopted  on 
the  number  of  homes  passed  natiorially. 
28.  liie  attribution  criteria  contained 
in  §  73.3555  of  the  Commission's  Rules 
may  be  useful  for  determining 
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ownership  in  connection  with  the 
subscriber  limits  ultimately  established. 
It  should  b«  noted,  however,  that  these 
attribution  criteria  were  intended  to 
include  ownership  thresholds  which 
may  impart  the  ability  either  to 
influence  or  control  management  or 
programming  decisions  of  a  broadcast 
licensee,  and  consequently  these  criteria 
may  not  be  appropriate  to  address  the 
concerns  at  issue  in  this  proceeding. 
The  Commission  seeks  comment 
regarding  whether  these  attribution 
criteria  (or  a  modified  version  thereof) 
are  appropriate  for  implementing  cable 
subscriber  limits  or  whether  some  other 
attribution  criteria  would  be  more 
suitable.  Commenters  should  also 
indicate  if  there  are  other  types  of 
ownership  interests,  such  as  non-equity 
interests,  that  should  be  cognizable  for 
purposes  of  determining  ownership 
under  this  provision. 

29.  Jurisaiction  and  Enforcement.  The 
Commission  tentatively  concludes  that 
reporting  requirements  may  be 
unnecessary  in  connection  with 
enforcing  the  subscriber  limits 
ultimately  adopted.  In  the  alternative, 
the  Commission  believes  that  a  system 
of  certification  may  be  an  appropriate 
means  of  enforcing  the  subscriber  limits 
imposed.  The  Commission  may,  for 
example,  require  cable  operators  upon 
transfer  or  assignment  of  a  cable  system 
to  certify  that  such  transfer  will  not 
result  in  ownership  of  cable  systems 
exceeding  the  subscriber  limits 
established  by  the  Commission. 
Comment  is  invited  on  whether  such  a 
certification  should  be  made  to  the  local 
franchise  authority  having  jurisdiction 
over  the  cable  system  being  acquired,  or 
to  the  Commission.  If  a  system  of 
certification  is  appropriate,  comment  is 
requested  on  whether  all  cable  systems 
should  be  required  to  make  the  requisite 
certification  or  only  the  five  or  ten 
largest  cable  systems.  The  Commission 
also  requests  comment  on  whether  such 
a  certification  is  necessary  at  all,  or 
whether,  in  the  alternative,  the 
Commission  should  enforce  the 
subscriber  limits  on  a  complaint  only 
basis.  Commenters  should  also  indicate 
if  there  are  other  more  appropriate 

[)rocedures  to  enforce  the  subscriber 
imits.  The  Commission  further  seeks 
comment  on  whether  waivers  or 
exceptions  to  the  subscriber  limits 
should  be  obtainable  in  appropriate 
circumstances. 

30.  The  Commission,  in  compliance 
with  the  legislative  history  of  the  1992 
Cable  Act,  proposes  to  institute  a  review 
of  the  subscriber  limits  every  five  years 
to  ensure  that  they  continue  to 
accurately  reflect  the  objectives  of  the 
legislation  and  are  reasonable  under  the 


prevailing  market  conditions. 
Commenters  are  asked  to  indicate 
whether  such  review  procedures  are 
adequate  to  ensure  that  subscriber  limits 
continue  to  serve  the  objectives  for 
which  they  were  established. 

Chaimel  Occupancy  Limits 

31.  Section  11  of  the  1992  Cable  Act 
requires  the  Commission  within  one 
year  to  "prescribe  reasonable  limits  on 
the  number  of  channels  on  a  cable 
system  that  cpn  be  occupied  by  a  video 
programmer  in  which  a  cable  operator 
has  an  attributable  interest." 

32.  Although  the  1992  Cable  Act  does 
not  indicate  the  ownership  standard 
that  should  be  applied  in  connection 
with  channel  occupancy  limits,  the 
Senate  Report  indicates  that  the 
Committee  intended  for  the  Commission 
to  use  the  attribution  criteria  set  forth  in 
§  73.3555,  or  such  other  criteria  as  the 
Commission  may  deem  appropriate  in 
implementing  channel  occupancy 
limits.  Comment  is  requested  on 
whether  the  attribution  criteria 
contained  in  §  73.3555  of  the 
Commission's  Rules,  which  are 
designed  to  identify  ownership  interests 
that  afford  influence  or  control  over 
station  operations  or  programming,  are 
appropriate  for  this  purpose.  Should 
any  modifications  be  made  for  purposes 
of  determining  ownership  affiliations 
between  cable  operators  and  program 
services?  In  the  event  that  the 
Commission  increases  the  attribution 
threshold  or  otherwise  modifies  the 
attribution  criteria  as  proposed  in  MM 
Docket  No.  92-51,  7  FCC  Red  2654 
(1992),  commenters  should  indicate 
whether  the  Conunission  should 
similarly  modify  those  criteria  for 
purposes  of  the  cable  ownership  rules. 
Commenters  are  asked  to  address  how 
application  of  these  attribution  rules 
would  affect  investment  by  cable 
operators  in  new  cable  programming 
services.  Parties  also  are  asked  to 
indicate  whether  higher  attribution 
thresholds  are  warranted  in  connection 
with  this  restriction  in  order  to  provide 
cable  operators  with  the  flexibility  to 
continue  investing  in  new  cable 
programming  services. 

33.  The  Commission  seeks  comment 
on  the  procedures  that  should  be  used 
in  calculating  the  cable  channel 
occupancy  limits  ultimately  adopted. 
The  1992  Cable  Act  and  its  legislative 
history  are  unclear  on  this  issue.  The 
Senate  Report  suggests  that  the 
Commission  may  establish  such  limits 
based  on  the  number  of  activated 
channels,  less  the  number  of  over-the- 
air  broadcast  channels,  public, 
educational,  governmental  and  leased 
access  channels  carried.  Under  this 


approach,  using  a  hypothetical  20% 
diannel  occupancy  limit,  a  system  with 
54  channels,  14  of  which  are  over-tbe- 
air  channels,  would  have  a  channel 
occupancy  limit  of  8  channels  for  MSO 
affiliated  programming.  Parties  are 
requested  to  comment  on  whether  these 
procedures  for  calculating  channel 
capacity  are  appropriate  and  reasonably 
serve  the  objectives  of  the  legislation. 

34.  In  addressing  this  issue, 
commenters  should  consider  that  one  of 
the  objectives  of  vertical  ownership 
limits  was  to  ensure  that  unaffiliated 
cable  programmers  have  a  reasonable 
opportunity  to  gain  access  to  vertically 
integrated  cable  systems.  In  this  regard, 
the  Commission  questions  whether  it  is 
appropriate  to  subtract  the  over-the-air 
broadcast  channels,  and  public, 
educational,  governmental  and  leased 
access  channels  in  calculating  a 
system's  channel  capacity.  Broadcast 
channels  contain  programming  that  is 
competitive  with  cable  programming, 
and  leased  access  channels  provide 
alternative  outlets  for  unaffiliated  video 
programmers.  In  addition,  the 
commercial  and  educational  broadcast 
channels  are  subject  to  must-carry 
requirements,  pursuant  to  section  4  of 
the  1992  Cable  Act.  To  the  extent  that 
carriage  of  these  signals  is  mandatcMy, 
the  Commission  questions  whether  it  is 
appropriate  for  such  channels  to  be 
subtracted  from  the  total  number  of 
channels  in  calculating  channel 
occupancy  limits.  Comments  are  invited 
to  address  how  such  a  procedure  would 
ser\'e  the  statutory  objectives  of 
increasing  diversity  and  expanding  the 
number  of  cable  choices  available  to 
consumers.  The  Commission  further 
seeks  comment  regarding  how  pay 
channels,  such  as  HBO,  Showtime  and 
pay-per-view  channels,  should  be 
treated  for  purposes  of  calculating  the 
channel  occupancy  limits,  since  not  all 
subscribers  receive  these  channels.  In 
addition,  what  provisions  should  be 
made  for  "multiplexing"  of  pay 
channels,  where  the  same  programming 
is  shown  on  several  different  chaimels 
at  different  times?  Commenters  should 
also  indicate  whether  channel 
occupancy  limits  apply  only  to 
vertically  integrated  national 
programming  networks,  or  whether  such 
limits  should  also  apply  to  vertically 
integrated  regional  programming 
networks. 

35.  It  is  unclear  from  the  statutory 
language  and  the  legislative  history  bow 
Congress  intended  such  channel 
occupancy  limits  to  be  applied.  For 
example,  it  is  unclear  whether  such 
limits  were  meant  to  apply  only  to  video 
programmers  affiliated  with  the 
particular  cable  operator  or  whether 


3528 


Federal  Register  /  Vol-  58.  No.  6  /  Monday,  January  11.  1993  /  Proposed  Rules 


such  limits  were  intended  to  apply  to 
any  cable  affiliated  video  programmer.  It 
is  similarly  unclear  if  the  latter 
interpretation  is  used,  whether  the 
channel  occupancy  limit  should  be 
applied  so  that  a  total  of  eight  channels 
could  be  occupied  by  all  vertically 
integrated  programming  combined  or 
whether  such  a  limit  should  be  applied 
so  that  the  programming  of  each  MSO 
could  occupy  up  to  the  maximum  of 
eight  channels  on  such  a  system.  The 
Senate  Report  could  be  read  to  suggest 
that  the  channel  occupancy  limits 
should  apply  to  the  number  of  channels 
that  any  cable  operator  can  devote  to 
any  vertically  integrated  programming, 
regardless  of  whether  a  programmer  is 
affiliated  with  that  particular  cable 
operator.  Commenters  are  asked  to 
indicate  how  the  channel  occupancy 
limits  we  ultimately  adopt  should  be 
applied  to  most  effectively  address 
Congress'  concerns. 

36.  Given  the  uncertainty  surrounding 
the  application  of  the  channel 
occupancy  limits,  the  Commission 
believes  that  the  more  reasoned 
approach  is  to  apply  such  limits  only  to 
video  programmers  affiliated  with  the 
particular  cable  operator.  The 
Commission  notes  that  such  an 
interpretation  would  be  consistent  with 
Congress'  objectives  of  increasing 
diversity  and  expanding  the  number  of 
voices  available  to  consumers. 
Moreover,  such  an  interpretation 
addresses  Congress'  goal  of  reducing  the 
ability  and  the  incentive  of  cable 
operators  to  favor  their  own  affiliated 
video  programmers.  Commenters  are 
asked  to  indicate  whether  this  proposal 
is  appropriate.  In  considering  this  issue, 
commenters  should  consider  whether 
vertically  integrated  programing  has  an 
adverse  ieffect  on  diversity. 

37.  The  Commission  also  seeks 
comment  en  how  to  determine  what 
constitutes  a  reasonable  channel 
occupancy  limit.  What  criteria  should 
be  used  to  estabUsh  such  limits?  Are 
there  other  regulatory  analogies  that 
would  be  useful  in  determining  what 
percentage  of  a  cable  system's  channels 
should  be  occupied  by  vertically 
integrated  program  services?  In 
addressing  this  issue,  commenters  are 
asked  to  consider  the  vertical 
relationships  and  ownership  patterns 
that  were  reported  in  appendix  G  to  the 
1990  Cable  Report.  Commenters  are 
asked  to  provide  relevant  information, 
such  as  the  average  number  of  channels 
occupied  by  vertically  integrated 
program  services.  Commenters  are  also 
requested  to  address  how  the 
availability  of  leased  access  channels 
should  affect  the  establishment  of 
channel  occupancy  limits.  Commenters 


are  asked  to  indicate  the  degree  to 
which  vertical  integration  threatens  the 
abihty  of  rival  programming  services  to 
obtain  cable  carriage.  It  is  the 
Commission's  intention  to  establish  a 
channel  occupancy  limit  that  maximizes 
the  number  ot  voices  that  are  available 
to  cable  viewers  without  impairing  the 
ability  or  incentive  of  cable  operators  to 
invest  in  new  and  existing  prograrnming 
services.  In  this  regard,  the  Commission 
notes  that  MSO  investment  has  been 
essential  to  the  development  and 
continuation  of  many  of  the  most 
popular  and  innovative  programming 

services.  . 

38.  The  Commission  tentatively 
concludes  that  it  should  establish  a 
percentage  limit  on  the  number  of 
channels  that  can  be  occupied  by 
vertically  integrated  programming 
services.  Commenters  are  asked  to 
indicate  what  percentage  of  cable 
channels  would  be  most  appropriate  to 
prevent  competitive  abuses  without 
discouraging  investment  relationships 
between  cable  operators  and  program 
services.  In  suggesting  the  appropriate 
percentage  limit,  commenters  are  asked 
to  consider  the  other  structural  and 
behavioral  restrictions  included  in 
sections  12  and  19  of  the  1992  Cable 
Act.  Moreover,  commenters  should 
consider  the  must-carry  and  leased 
access  requirements  applicable  to  cable 
systems  in  commenting  on  this  issue. 

39.  The  Commission  also  seeks 
comment  on  what  effect  emerging 
technologies  such  as  digital  signal 
compression  and  fiber  optic  cable 
should  have  on  the  channel  occupancy 
limits.  The  Commission  proposes  to 
establish  a  threshold  beyond  which  the 
channel  occupancy  limits  would  not  be 
applicable,  and  asks  commenters  to 
indicate  the  appropriate  number  of 
channels  for  establishing  such  a 
threshold.  The  Commission  suggests 
that  the  channel  occupancy  limits 
would  apply  only  for  channels  up  to 
this  threshold,  with  no  limits  applicable 
for  channels  in  excess  of  the  threshold. 

40.  Finally,  the  Commission  seeks 
comment  on  whether  channel 
occupancy  limits  should  be  phased  out 
in  communities  where  effective 
competition  has  developed.  Once 
effective  competition  has  been 
established  and  a  cable  operator  no 
longer  occupies  a  program  access 
bottleneck  position,  channel  occupancy 
limits  may  no  longer  be  necessary  or 
desirable.  With  such  developments,  the 
incentive  and  ability  of  a  cable  system 
to  favor  its  own  programming  over 
unaffiliated  programming  is  diminished, 
and  alternative  outlets  for  programming 
should  be  available  to  the  public.  In 
seeking  comment  on  this  issue,  we  ask 


whether  phasing  out  channel  occupancy 
limits  under  these  conditions  is 
consistent  with  Congressional  intent.  In 
addition,  we  ask  whether  channel 
occupancy  limits  should  be  lifted  for 
any  cable  system  that  meets  the  effective 
competition  criteria,  or  whether  only 
certain  of  those  criteria  would  justify 
removing  the  limits. 

41.  Jurisdiction  and  Enforcement.  Tbe 
Commission  proposes  that  the  local 
franchise  authorities  have  primary 
responsibility  for  enforcement  of  the 
channel  occupancy  limits,  as  they  are 
most  familiar  with  the  channel  capacity 
and  programming  services  carried  on 
the  systems  within  their  jurisdiction. 
Because  the  Commission  seeks  to 
minimize  the  burden  imposed  on  local 
franchise  authorities  and  cable  operators 
by  these  restrictions,  it  is  proposed  that 
such  channel  occupancy  limits  should 
be  enforced  by  certification. 
Accordingly,  cable  operators  would  be 
required  to  certify  annually  to  the 
franchise  authority  that  they  are  in 
compliance  with  the  channel  occupancy 
limits  ultimately  adopted.  In  order  to 
ensure  continuous  compUance.  cable 
operators  would  be  obligated  to  notify 
the  franchise  authority  within  30  days 
of  any  changes  during  the  course  of  the 
year  which  would  affect  compliance 
with  the  channel  occupancy 
restrictions.  In  addition,  a  franchise 
authority  would  be  entitled  to  request 
any  additional  information  it 
determined  was  reasonably  necessary  to 
establish  the  accuracy  of  a  system's 
certification,  if  such  certification  was 
challenged.  The  Commission  also 
proposes  to  grandfather  any  existing 
vertical  relationships  whidi  exceed  the 
channel  occupancy  limits  at  the  time 
such  limits  are  adopted.  Comment  is 
invited  on  this  proposal  and  on  whether 
these  procedures  are  appropriate  to 
ensure  compliance  with  the  channel 
occupancy  limits. 
Participation  in  Program  Productioii 

42.  Section  11  of  the  1992  Cable  Act 
also  requires  the  Commission  to 
consider  the  necessity  and 
appropriateness  of  imposing  limits  on 
the  degree  to  which  multichannel  video 
programming  distributors 
("multichannel  distributore")  may 
engage  in  the  creation  or  production  of 
video  programming.  As  previously 
stated  in  this  Notice,  the  1992  Cable  Act 
mandates  that  the  Commission  establish 
certain  structural  limits  on  the 
development  of  horizontal  and  vertical 
Integration  in  the  cable  industry.  In 
addition  to  the  structural  limits 
addressed  in  this  prtfceeding,  the  1992 
Cable  Act  estabfisnes  certain  behavioral 
restrictions  which  prohibit 
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anticompetitive  conduct  by  cable 
operators  in  the  acquisition  of 
programming.  la  view  of  the  structiuttl 
and  behavioral  restrictions  already 
required  under  the  1992  Cable  Act,  the 
Commission  seeks  comment  on  whether 
additional  restrictions  on  the  ability  of 
multichani]^^  distributors  to  engage  in 
the  creation  or  production  of  video 
programming  aie  warranted.  The 
Commission  believes  that  at  the  present 
time  the  objectives  of  such  a  restriction 
may  be  fully  addressed  by  the  other 
provisions  of  section  11,  section  12,  and 
section  19  of  the  1992  Cable  Act. 
Commenters  who  believe  that  further 
restrictions  are  warranted  should 
indicate  what,  if  any,  additional  benefits 
would  be  achieved  by  imposing  such 
additional  restrictions  and  what  effect 
they  would  have  on  the  growth  and 
development  of  new  programming 
services. 

Administrative  Matters 

Initial  Regulatory  Flexibility  Analysis 

Pursuant  to  the  Regulatory  Flexibility 
Act  of  1980,  the  Commission  finds: 

43.  Reason  for  the  Action:  The 
purpose  of  this  Notice  is  to  establish 
rules  and  regulations  in  accordance 
with  the  Cable  Television  Consumer 
Protection  and  Competition  Act  of  1992 
relating  to  the  development  of 
horizontal  and  vertical  ovwiership  limits 
and  implementation  of  cross-ownership 
and  anti-trafficldng  provisions. 

44.  Objective  of  This  Action:  The 
1992  Cable  Act  and  the  subsequent 
actions  to  implement  it  are  intended  to 
encourage  competition  in  the  cable 
industry  and  prevent  the  exercise  of 
undue  market  power  by  horizontally  or 
vertically  integrated  cable  systems.  This 
action  is  meant  to  clarify  and  the 
interpretation  and  implementation  of 
sections  11  and  13  of  the  1992  Cable 
Act.  This  proceeding  will  codify  the 
statutory  anti-trafficking  restriction  and 
the  cross-ownership  restriction.  This 
proceeding  will  also  establish  subscriber 
limits  and  channel  occupancy  limits 
required  by  the  1992  Cable  Act. 

45.  Legal  Basis:  Authority  for  the 
actions  proposed  in  this  Notice  may  be 
foimd  in  sections  4  and  303,  613,  and 
617  of  the  Communications  Act  of  1934. 
as  amended,  47  U.S.C.  154  and  303,  533 
and  537. 

46.  Reporting,  Recordkeeping,  and 
Other  Compliance  Requirements 
Inherent  in  the  Proposed  Rule:  This 
Notice  proposes  to  implement  new 
certification  and  filing  requirements 
applicable  to  cable  systems,  in  order  to 
ensure  compliance  with  the  proposed 
rules. 


47.  Federal  Rules  Which  Overlap. 
Duplicate,  or  Conflict  With  the 
Proposed  Rule:  None. 

48.  [)escription,  Potential  Impact  and 
Number  of  Small  Entities  Involved: 
Approximately  11,000  existing  cable 
systems  of  all  sizes  may  be  affected  by 
the  proposals  contained  in  the  Notice. 
In  addition,  an  unknowm  number  of 
video  programming  sources  may  be 
affected. 

49.  Any  Significant  Alternatives 
Minimizing  the  Impact  of  Small  Entities 
and  Consistent  Witn  the  Stated 
Objectives:  The  purpose  of  this  Notice  is 
to  seek  comment  on  issues  including 
alternatives  that  would  minimize  the 
impact  on  small  entities. 

50.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act,  the  FCC  has 
prepared  an  initial  regulatory  flexibility 
analysis  (IRFA)  of  the  expected  impact 
of  these  proposed  policies  and  rules  on 

.  small  entities.  Written  public  comments 
are  requested  on  the  IRTA.  These 
comments  must  be  filed  in  accordance 
with  the  same  filing  deadlines  as 
comments  on  the  rest  of  the  Notice  of 
Proposed  Rule  Making  and  Notice  of 
Inquiry,  but  they  must  have  a  separate 
and  distinct  heading  designating  them 
as  responses  to  the  regulatory  flexibility 
analysis.  The  Secretary  shall  cause  a 
copy  of  this  Notice  of  Proposed  Rule 
Making  and  Notice  of  Inquiry,  including 
the  initial  regulatory  flexibility  analysis, 
to  be  sent  to  the  Chief  Counsel  for 
Advocacy  of  the  Small  Business 
Administration  in  accordance  with 
section  603(a]  of  the  Regulatory 
Flexibility  Act,  Public  Law  96-354,  94 
Stat.  1 164,  5  U.S.C.  section  601  ef  seq. 
(1981). 

Ex  Parte 

51.  This  is  a  non-restricted  notice  and 
comment  rule  making  proceeding.  Ex 
parte  presentations  are  permitted, 
except  during  the  Sunshine  Agenda 
period,  provided  they  are  disclosed  as 
provided  in  the  Commission's  Rules. 
See  generally  47  CFR  1.1202, 1.1203. 
and  1.1206(a). 

Comments 

52.  Pursuant  to  applicable  procedures 
set  forth  in  §§  1.415  and  1.419  of  the 
Commission's  Rules,  47  CFR  1.415  and 
1.419,  interested  parties  may  file 
comments  on  or  before  February  9, 
1993,  and  reply  comments  on  or  before 
March  3, 1993.  To  file  formally  in  this 
proceeding,  you  must  file  an  original 
plus  four  copies  of  all  comments,  reply 
comments,  and  supporting  comments.  If 
you  want  each  Commissioner  to  receive 
a  personal  copy  of  your  comments,  you 
must  file  an  original  plus  nine  copies. 
You  should  send  comments  and  reply 


comments  to  Office  of  the  Secretary, 
Federal  Communications  Commission, 
Washington.  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  FCC  Raference 
Center,  room  239.  Federal 
Communications  Commission,  1919  M 
Street,  NW.,  Washington,  DC  20554. 

Ordering  Clauses 

53.  Authority  for  this  Notice  of 
Proposed  Rule  Making  is  contained  in 
sections  4(i)  and  (j),  303,  613  and  617  of 
the  Communications  Act  of  1934,  as 
amended. 

List  of  Subjects  in  47  CFR  Part  76 

Cable  television. 
Federal  Communications  Commission. 
Donna  R.  Seucy, 
Secretary. 
[FR  Doc.  93-448  Filed  1-8-93;  8:45  am] 

MLLMO  CODE  «712-01-M 


INTERSTATE  COMMERCE 
COMMISSION 

49  CFR  Part  1312 
[ExPart«No.MC-211] 

Revision  of  Tariff  Regulations— 
Indexes 

AGENCY:  Interstate  Commerce 

Commission. 

ACTION:  Advance  notice  of  proposed 

rulemaking. 

SUIMMARY:  The  Commission  is 
considering  whether  there  is  a  need  to 
reimpose  requirements  for  tariff 
indexes,  and  if  so,  what  kinds  of 
indexes  should  be  required.  Because 
many  tariffs  now  on  file  contain 
thousands  of  pages  but  no  indexes,  the 
rates  applicable  to  particular  shipments 
can  be  difficult  to  determine.  Indexes 
may  improve  the  public's  abiUty  to 
determine  the  rates  which  are  contained 
in  the  tariffs  and  which  are  therefore 
applicable  by  law. 

DATES:  Comments  are  due  on  March  8, 
1993. 

ADDRESSES:  Send  comments  (an  original 
and  10  copies)  referring  to  Ex  Parte  No. 
MC-211  to:  Interstate  Commerce 
Commission,  Office  of  the  Secretary. 
Case  Control  Branch,  Washington,  DC 
20423. 

FOR  FURTHER  INFORMATION  CONTACT: 
Larry  Herzig,  (202)  927-5180.  (TDD  for 
hearing  impaired  (202)  927-5721). 
SUPPLEMENTARY  INFORMATION:  In 
Revision  of  Tariff  Regulations,  All 
Carriers,  1 1.C.C.2d  404  (1984),  the 
Commission  adopted  new  tariff 
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publishing  rules.  In  so  doing,  the 
Commission  decided  to  remove  the  rule 
requiring  indexing.  First,  the 
Commission  believed  that  carriers 
would  continue  to  publish  indexes  if 
they  were  necessary  for  marketing 
reasons.  Second,  a  high  volume  of 
change  in  tariff  matter  would  make 
indexes  difficuh  to  maintain.  Finally, 
the  requiring  of  indexes  seemed 
unnecessary  and  burdensome  because  if 
indexes  were  useful  competition  would 
force  carriers  to  provide  them.  It  now 
appears  that  indexes  may  be  important 
and  useful  but  that  carriers  are  not 
providing  them.  The  purpose  of  this 
proceeding,  initiated  in  part  because  of 
a  request  from  Congress  that  we  do  so.' 
is  to  determine  if  there  is  a  need  for 
reimposing  requirements  for  tariff 
indexes,  and  if  so.  what  kinds  of 
indexes  we  should  require. 

Tlie  primary  purpose  behind  tariffs  is 
to  inform  all  interested  parties  of  the 
services,  practices  and  rates  offered  to 
the  public  by  common  carriers.  A 
secondary  purpose  is  to  protect  shippers 
by  insuring  that  any  rates  and  related 
provisions  negotiated  with  carriers  are 
honored.  In  order  to  implement  these 
purposes,  a  shipper  must  be  able  to 
locate  a  given  rate  in  a  carrier's  tariff, 
not  only  the  rate  covering  the  shipper's 
own  traffic  but  also  the  rates  and 
provisions  covering  a  competitor's 
traffic.  It  would  appear  to  be  an  undue 
burden  on  tariff  users  for  carriers  to 
construct  tariffs  without  affording  users 
the  means  for  determining  where  they 
can  obtain  all  information  required  to  be 
on  file  under  the  statute  and  our 
regulations. 

Our  files  indicate  that  many  carriers 
have  not  found  it  in  their  interest  to 
publish  and  maintain  indexes  in  their 


•  Senate  Report  No.  102-351.  dated  luly  30  1992, 
and  accompanying  the  U.S.  Department  of 
Transportation  and  Related  Agencies 
Appropriations  Bill.  1993 


tariffs.  Moreover,  there  are  tariffs  on  file 
with  this  Commission  which  contain 
well  over  100.000  pages,  without 
indexes,  which  are  not  arranged  in  any 
logical  order.  Needless  to  say.  it  is  very 
difficult  to  locate  provisions  contained 
in  these  tariff  publications.  While 
maintaining  comprehensive  indexes 
may  indeed  be  a  burden  on  carriers,  the 
present  circumstances  suggest  that 
reimposing  the  indexing  requirement 
would  be  in  the  public  interest. 

While  indexes  may  well  be  necessary 
for  commodity  rate  tariffs  and  tariffs 
naming  specific  discounts,  they  would 
appear  not  to  be  necessary  for  other 
types  of  tariffs  which  are  arranged  in  a 
manner  which  allows  a  tariff  user  to 
easily  find  information.  For  example,  in 
certain  class  rate  tariffs  the  origin  and 
destination  points  are  listed 
alphabetically  or  geographically.  Also, 
the  classification  assigning  class  ratings 
to  all  commodities  has  an  index. 
Historically,  the  Commission's  tariff 
publishing  regulations  indexes  only  for 
commodity  rate  tariffs,  because 
discounts  were  not  a  usual  form  of  tariff 
publication.  At  the  time  discounts  were 
beginning  to  proliferate,  the 
Commission  removed  the  requirement 
for  indexes. 

After  receipt  of  comments,  we  may 
propose  regulations  whicii  would 
require  that  tariffs  contain  indexes  when 
they  are  arranged  in  a  manner  which 
does  not  allow  a  tariff  user  to  find 
information  quickly,  accurately,  and 
completely.  In  the  past  our  regulations 
have  required  every  filed  common 
carrier  tariff  to  contain  indexes  of 
contents,  commodities,  origin  points, 
and  destination  points.  It  has  now 
become  apparent  that  some  sort  of  index 
may  also  be  needed  for  tariffs  which 
contain  service,  practices,  or  rate 
information  vyhich  is  applicable  only  to 
individual  customers  or  accounts. 
Further,  it  may  be  appropriate  to  require 


that  all  carriers  file  an  index  listing  the 
tariffs  they  have  filed  with  the 
Commission  and  which  also  lists  the 
rate  bureau  tariffs  that  the  carriers 
participate  in. 

However,  before  we  make  proposals 
we  would  like  to  consider  the  views  of 
all  parties  which  may  be  interested  in 
this  issue.  Comments  concerning  the 
need  to  reimpose  a  requirement  of 
indexing,  as  well  as  the  types  of  indexes 
which  are  needed  in  today's  competitive 
environment  are  solicited. 

Regulatory  Flexibility 

Because  this  not  a  notice  of  proposed 
rulemaking  within  the  meaning  of  the 
Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq.),  we  need  not  make,  at  this  time, 
the  small  business  impact  examination 
required  by  that  Act.  Nevertheless,  we 
welcome  any  comments  regarding  the 
small  entities  considerations  embodied 
in  that  Act.  If  we  decide  to  issue  a  notice 
of  proposed  rulemaking,  we  will 
conduct  an  appropriate  Regulatory 
Flexibility  Act  examination  at  that  time. 

Environmental  Statement 

This  action  v>rill  not  significantly 
affect  either  the  quality  of  the  human 
environment  or  the  conservation  of 
energy  resources. 

Authority:  49  U.S.C  10761(a)  and  10762. 
Ust  of  Subjects  in  49  CFR  Part  1312 

Motor  carriers.  Moving  of  household 
goods.  Pipelines. 

Decided:  December  23, 1992. 

By  the  Commission,  Chaimian  Philbin. 
Vice  Chairman  McDonald.  Commissioners 
Simmons  and  Phillips. 
Sidney  L.  Strickland,  Jr.. 
Secretary 
IFR  Doc.  93-488  Filed  1-8-93: 8:45  ami 
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DEPARTMENT  OF  COMMERCE 

Bureau  of  Export  Admirtittration 
[Docket  No.  921246-2346] 

Foreign  Availability  Assessment: 
Advanced  High  Speed  Modems 

AGENCY:  Office  of  Foreign  Availability, 

Bureau  of  Export  Administration, 

Commerce. 

ACTION:  Notice  of  Initiation  of  an 

Assessment  and  Request  for  Comments. 

SUMMARY:  The  Office  of  Foreign 
Availability  (OF A)  is  providing  notice 
that  it  has  initiated  an  assessment  of 
foreign  availability  of  advanced  high 
speed  modems  operating  above  the 
current  control  level  of  9,600  bits  per 
second  to  both  noncontrolled  and 
controlled  countries.  OFA  will  assess 
foreign  availability  under  part  791  of  the 
Export  Administration  Regulations 
(EAR).  OFA  is  seeking  public  comments 
on  the  foreign  availability  of  these  items 
worldwide. 

DATES:  The  period  for  submission  of 
information  will  close  on  February  10, 
1993. 

ADDRESSES:  Submit  information  relating 
to  this  foreign  availability  assessment  to: 
Steven  C.  Goldman,  Office  of  Foreign 
AvailabiUty,  Bureau  of  Export 
Administration,  U.S.  Department  of 
Commerce,  room  1087, 14th  Street  and 
Pennsylvania  Avenue,  NW., 
Washington,  DC  20230. 

The  public  record  concerning  this 
notice  will  be  maintained  in  the  Bureau 
of  Export  Administration's  Freedom  of 
Information  Record  Inspection  Facility, 
room  4518,  U.S.  Department  of 
Commerce,  14th  Street  and. 
Pennsylvania  Avenue,  N\V., 
Washington,  DC  20230. 
FOR  FURTHER  INFORMATION  CONTACT: 
Laure  Ferguson,  Office  of  Foreign 
Availability,  Department  of  Commerce, 
Washington,  DC  20230,  Telephone: 
(202)  482-5953. 


SUPPLEMENTARY  INFORMATION:  Although 
the  Export  Administration  Act  (EAA) 
expired  on  September  30, 1990,  the 
President,  invoking  the  International 
Emergency  Economic  Powers  Act, 
continued  in  effect  the  powers  of  the 
EAA  and  the  Export  Acuninistration 
Regulations  (EAR),  to  the  extent 
permitted  by  law,  in  the  Executive 
Order  12730  of  September  30, 1990. 

Part  791  of  the  EAR  (15  CFR  730  et 
seq.)  establishes  the  procedures  and 
criteria  for  determining  the  foreign 
availability  of  goods  and  technology 
whose  export  is  controlled  and 
controlled  destinations.  This  equipment 
is  controlled  for  national  security 
reasons. 

On  December  7, 1992,  OFA  initiated 
a  foreign  availability  assessment 
pursuant  to  §  791.4  of  the  EAR  relating 
to  the  decontrol  of  advanced  high  speed 
modems  using  the  "bandwidth  of  one 
voice  channel"  with  a  "data  signalling 
rate"  exceeding  the  current  control 
parameter  of  9,600  bits  per  second  to 
both  noncontrolled  for  national  security 
reasons  under  paragraph  (c)(1)  Export 
Control  Classification  Number  (ECCN) 
5A02A  of  the  Commerce  Control  List 
(CCL)  (15  CFR  799.1.  Supp.  1): 
"Telecommunications  transmission 
equipment". 

By  May  7, 1993,  the  Department 
intends  to  submit  for  publication  in  the 
Federal  Register  its  determination  of  the 
foreign  availability  of  the  item. 

To  assist  OFA  in  assessing  such 
foreign  availabiUty,  any  person  may 
submit  relevant  information  to  OFA  at 
the  above  address. 

The  following  information  would  be 
especially  useful: 
— ^Product  names  and  model 

designations  of  the  U.S.  and  non-U.S. 

items; 
— ^Names  and  locations  of  non-U.S. 

sources; 
— Key  performance  elements,  attributes, 

and  characteristics  of  the  items  on 

which  quality  comparisons  may  be 

made; 
— ^Non-U.S.  sources'  production 

quantities  and/or  sales  of  any 

allegedly  comparable  item; 
— ^An  estimate  or  market  demand  and 

the  potential  economic  impact  of  the 

control  on  the  U.S.  item; 
—Extent  to  which  any  allegedly 

comparable  item  is  based  on  U.S. 

technology; 
— ^Product  names,  model  designations, 

and  value  of  U.S.  controlled  parts  and 


components  incorporated  in  any 
allegedly  comparable  item;  and 
— ^Information  supporting  the 
proposition  that  the  foreign  item  is  in 
fact  available  to  the  country  or 
coimtries  for  which  foreign 
availability  is  alleged. 

Evidence  supporting  such  relevant 
information  may  include,  but  is  not 
limited  to:  Foreign  manufacturers' 
catalogs,  brochures,  or  operations  or 
maintenance  manuals;  articles  from 
reputable  trade  publications; 
photographs;  and  depositions  based 
upon  eyewitness  accounts.  Supplement 
No.  1  to  Part  791  of  the  EAR  provides 
additional  examples  of  evidence  that 
would  be  helpful  to  the  investigation. 

OFA  will  also  accept  comments  or 
information  accompanied  by  a  request 
that  part  or  all  of  the  material  be  treated 
confidentially  because  of  its  proprietary 
nature  or  for  any  other  reason,  llie 
information  for  which  confidential 
treatment  is  requested  should  be 
submitted  to  OFA  separately  fiom  any 
non-confidential  information.  The  top  of 
each  page  should  be  marked  with  the 
term  "Confidential  Information." 
Confidential  submissions  must  include 
a  statement  from  the  submitter  that  the 
material  is  conunercial  or  financial 
information  which  the  submitter  does 
not  customarily  release  to  the  public.  If 
OFA  will  not  accept  the  submission  in 
confidence,  it  will  retuim  it.  A  non- 
confidential summary  must  accompany 
any  submission  of  confidential 
information.  OFA  will  make  the 
simimary  available  for  pubUc 
inspection. 

Regardless  of  whether  the  submitter 
has  requested  confidential  treatment, 
OFA  will  maintain  the  confidentiaUty  of 
any  information  exempt  fi-om  disclosure 
under  the  Freedom  of  Information  Act 
(5  U.S.C.  552).  This  may  include 
communications  from  agencies  of  the 
United  States  Goverrunent  and  foreign 
govenmients  which  are  exempt  from 
disclosure  imder  the  Freedom  of 
Information  Act. 

All  other  information  received  in 
response  to  this  notice  will  be  a  matter 
of  public  record  and  will  be  available 
for  public  inspection  and  copying.  In 
the  interest  of  acciiracy  and 
completeness,  the  Department  requires 
written  comments.  Oral  comments  must 
be  followed  by  written  memoranda, 
which  also  will  be  a  matter  of  public 
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record  and  will  be  available  for  public 
review  and  copying. 

The  public  record  of  information 
received  in  response  to  this  notice  will 
be  maintained  in  the  Bureau  of  Export 
Administration's  Freedom  of 
Information  Records  Inspection  Facility, 
room  4525,  Department  of  Commerce. 
14th  Street  and  Pennsylvania  Avenue 
NW..  Washington.  DC  20230.  Records  in 
this  facility,  including  written  public 
comments  and  memoranda 
summarizing  the  substance  of  oral 
communications,  may  be  inspected  and 
copied  in  accordance  with  regulations 
published  in  part  4  of  title  15  of  the 
Code  of  Federal  Regulations. 

Information  about  the  inspection  and 
copying  of  records  at  the  facility  may  be 
obtained  from  Margaret  Comejo,  Bureau 
of  Export  Administration,  Freedom  of 
Information  Officer,  at  the  above 
address  or  by  calling  (202)  482-5653. 

Due  to  the  strict  statutory  time 
limitations  in  which  Commerce  must 
make  its  determination,  the  period  for 
submission  of  relevant  information  will 
close  on  February  10. 1993.  The 
Department  will  consider  all 
information  received  before  the  close  of 
the  comment  period  in  developing  the 
assessment.  Information  received  after 
the  end  of  the  period  will  be  considered 
if  possible,  but  its  consideration  cannot 
be  assured. 

Accordingly,  the  Department 
encourages  persons  wno  wish  to 

f)rovide  information  related  to  this 
oreign  availability  submission  to  do  so 
at  the  earliest  possible  time  to  permit 
the  Department  the  fullest  consideration 
of  the  information. 

Dated:  January  5, 1993. 
(uDM  M.  LeMunyon. 
Acting  Assistant  Secmtaryfor  Export 
Administration. 
IFR  Doc.  93-468  Filed  1-8-93;  8:45  ami 
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Whereas,  Trade  Zone  Operations.  Inc.. 
operator  of  FTZ  64.  Jacksonville, 
Florida,  has  requested  authority  under 
S  400.32(b)(1)  of  the  Board's  regulations 
on  behalf  of  General  Moton 
Corporation.  Chevrolet  Motor  Division, 
to  use  lone  procediu«s  for  the 
installation  of  foreign  auto  audio 
components  into  automobiles  assembled 
abroad  for  CM  (filed  10/29/92,  A(32bl)- 
6-92;  Doc.  39-92.  assigned  12/22/92); 

Whereas.  Pursuant  to  <i  400.32(b)(1). 
the  Commerce  Department's  Assistant 
Secretary  for  Import  Administration  has 
authority  to  act  for  the  Board  itr  making 
such  decisions  on  new  manufacturing/ 
processing  activity  under  certain 
circumstances,  including  situations 
where  the  proposed  activity  is  the  same 
in  terms  of  products  involved,  to 
activity  recently  approved  by  the  Board 
under  similar  circumstances 
(§400.32(b)(l)(i));and. 

Whereas,  the  FTZ  Staff  has  reviewed 
the  proposal,  taking  into  account  the 
criteria  of  §  400.31.  and  the  Executive 
Secretary  has  recommended  approval: 

Now,  therefore,  the  Assistant 
Secretary  for  Import  Administration, 
Acting  for  the  Board  pursuant  to 
§  400.32(b)(1),  concurs  in  the 
recommendation  and  hereby  approves 
the  request  subject  to  the  Act  and  the 
Board's  Regulations  (as  revised,  56  FR 
50790-50808. 10/8/91).  including 
§  400.28. 

Signed  at  Washington.  DC.  this  30th  day  of 
December,  1992,  pursuant  to  Order  of  the 
Board. 

AUn  M.  Dunn, 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman,  Committee  of 
Alternates.  Foreign-Trade  Zones  Board. 

Attest: 
|ohn  J.  Da  Ponte,  ]t.. 

Executive  Secretary. 

(FR  Doc.  93-544  Filed  1-8-93;  8:45  am) 
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Foreign-Trade  Zones  Board 
(Orcter  No.  624] 

Approval  for  Processing  Activity  (Auto 
Audio  Components)  Within  Foreign- 
Trade  Zone  64;  Jacksonville,  PL 

Pursuant  to  its  authority  imder  the 
Foreign-Trade  Zones  Act  of  June  18, 
1934.  as  amended  (19  U.S.C.  81a-81u) 
(the  Act),  and  the  Foreign-Trade  Zones 
(FTZ)  Board  Regulations  (15  CFR  part 
400),  the  Foreign-Trade  Zones  Board 
(the  Board)  adopts  the  following  order 

Whereas.  %  400.28(a)(2)  of  the  Board's 
regulations,  requires  approval  of  the 
Beard  prior  to  commencement  of  new 
manufacturing/processing  activity 
within  existing  zone  facilities; 


[Docket  A(28«3h2-92] 

Foreign-Trade  Subzone  290,  General 
Electric  Company,  Louisville,  KY; 
Compressors  for  Refrigerators  and 
Room  Air  Conditioners 

The  Foreign-Trade  Zones  Board  (the 
Board)  has  been  notified  pursuant  to 
§  400.28(a)(3)  of  the  Board's  regulations 
by  the  General  Electric  Company  (GE), 
operator  of  Foreign-Trade  Subzone  29C, 
Louisville,  Kentucky,  with  additional 
information  as  to  the  use  of  zone 
procedures  for  foreign-sourced 
compressors  used  in  the  manufacture  of 
refrigerators  and  room  air  conditioners 
at  the  GE  home  appliance 


manufacturing  plant  In  Louisville, 
Kentucky. 

The  Board  authorized  subzone  status 
for  the  GE  plant  in  December  1985 
(Board  Order  321.  50  FR  52180, 12/27/ 
85).  Manufacturing  authority  involves 
the  production  of  large  home  appliances 
including  refrigeratora.  dishwashere, 
dryers,  electric  ranges,  and  room  air 
conditioners  for  the  U.S.  market  and  for 
export  using  certain  materials  and 
components  sourced  from  abroad. 

The  original  application  listed  certain 
components  sourced  frtjm  abroad  to  be 
admitted  to  the  subzone  in  foreign 
status.  While  compressors  are  among 
the  items  sourced  abroad,  they  were 
now  included  in  that  list.  GE  has  not 
notified  the  Board  that  it  wishes  to 
admit  the  compressors  (HTSUS 
#8414.30.  duty  rate:  3.4%)  sourced 
abroad  into  the  subzone  in  foreign 
status.  The  manufacturing  activity 
otherwise  remains  imchanged. 

Zone  procedures  would  exempt  GE 
from  Customs  duty  payments  on  the 
foreign  components  used  in  production 
for  export.  On  domestic  sales,  the  firm 
would  be  able  to  choose  the  duty  rate 
for  finished  refrigerators  and  air 
conditioners  (2.9%  and  2.2%)  to  apply 
to  the  foreign-origin  compressors  (duty 
rate  3.4%). 

Public  comment  is  invited  bom 
interested  parties.  Submissions  (original 
and  3  copies)  shall  be  addressed  to  the 
Board's  Executive  Secretary  at  the 
address  below.  The  closing  period  for 
their  receipt  is  February  10, 1993.  A 
copy  of  the  request  will  be  available  for 
public  inspection  at  the  following 
location:  Office  of  the  Executive 
Secretary.  Foreign-Trade  Zones  Board, 
U.S.  Department  of  Commerce,  room 
3716, 14th  Street  and  Pennsylvania 
Avenue,  NW..  Washington,  DC  20230. 

Dated:  December  31, 1992. 
John  ).  Da  Ponle,  Jr., 
Executive  Secretary. 
(FR  Doc.  93-547  Filed  1-8-93;  8:45  ami 
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[Docket  No.  38-«2] 

Foreign-Trade  Zone  84;  Harris  County, 
TX;  Application  for  Expanaion 
(Houston  Port  of  Entry).  Zone  Site 
#11— Oiltanklng  of  Houston,  Inc^ 
Houston,  TX 

An  application  has  been  submitted  to 
the  Foreign-Trade  Zones  Board  (the 
Board)  by  the  Port  of  Houston 
Authority,  grantee  of  FTZ  84,  requesting 
authority  to  expand  Zone  Site  11  at  the 
liquid  bulk  storage  facilities  of 
Oiltanking  of  Houston,  Inc.  (Oiltanking) 
(formerly  Oiltanking  of  Texas,  Inc.) 


[Order  No.  6: 
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located  in  Houston,  Texas.  The 
application  was  submitted  pursuant  to 
the  provisions  of  the  Foreign-Trade 
Zones  Act,  as  amended  (19  U.S.C.  81a- 
81u),  and  the  regulations  of  the  Board 
(15  CFR  part  400).  It  was  formally  filed 
on  December  22,  1992.  

The  FTZ  Board  approved  FTZ  84  in 
1983  (Board  Order  214.  48  FR  34792,  8/ 
1/83),  and  the  zone  project  currently 
includes  12  sites  in  Harris  County, 
Texas.  Zone  Site  11  (50  acres)  covers  a 
portion  of  the  Oiltanking  facility.  It  was 
authorized  by  the  Board  for  the  storage 
of  liquid  bulk  products  in  1988  (Board 
Order  409,  53  FR  53042, 12/30/88).  The 
facility  is  located  at  15602  Jacintoport 
Blvd.  in  Houston,  Texas. 

The  application  requests  authority  to 
expand  Site  11  to  cover  the  entire 
Oiltanking  facility  (269  Acres).  The 
expansion  would  include  new  storage 
facilities  constructed  since  1988,  adding 
6  million  barrels  of  liquid  bulk  storage 
capacity  to  the  3.1  million  barrels  at 
existing  site  11.  All  limitations  (e.g.,  no 
blending,  processing)  stated  in  Board 
Order  409  authorizing  the  original  site 
would  apply  to  the  expanded  site. 

In  accordance  with  the  Board's 
regulations,  a  member  of  the  FTZ  Staff 
has  been  designated  examiner  to 
investigate  the  application  and  report  to 
the  Board. 

Public  comment  is  invited  from 
interested  parties.  Submissions  (original 
and  3  copies)  shall  be  addressed  to  the 
Board's  Executive  Secretary  at  the 
address  below.  The  closing  period  for 
their  receipt  is  March  12, 1993.  Rebuttal 
comments  in  response  to  material 
submitted  during  the  subsequent  15-day 
period  is  March  29, 1993. 

A  copy  of  the  application  will  be 
available  for  public  inspection  at  each  of 
the  following  locations: 
U.S.  Department  of  Commerce  District 

Office.  #1  Allen  Center.  500  Dallas. 

Suite  #1160,  Houston,  Texas  77002. 
Office  of  the  Executive  Secretary, 

Foreign-Trade  Zones  Board,  U.S. 

Department  of  Commerce,  Room 

3716, 14th  &  Constitution  Avenue. 

NW.,  Washington,  DC  20230. 

Dated:  December  30, 1992. 
Joha  J.  Da  Ponte,  Jr., 

Executive  Secretary. 

[FRDoc.  93-546  Filed  1-8-93;  8:45  am) 
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[Order  No.  620] 

Expan$ion  of  Foreign-Trade  Zone  94 
Laredo,  TX 

Pursuant  to  its  authority  under  the 
Foreign-Trade  Zones  (FTZ)  Act  of  June 
18. 1934,  as  amended  (19  U.S.C.  81a- 


81u)  (the  Act),  and  the  FTZ  Board 
Regulations  (15  CFR  part  400),  the  FTZ 
Board  (the  Board)  adopts  the  following 
Resolution  and  Order: 

Whereas,  an  application  from  the  City 
of  Laredo.  Texas,  grantee  of  Foreign- 
Trade  Zone  No.  94,  for  authority 
(subject  to  an  activation  limit)  to  expand 
its  general-purpose  zone  to  include  a 
site  at  the  International  Commerce 
Center  in  Laredo,  Texas,  within  the 
Laredo  Customs  port  of  entry,  was  filed 
by  the  Board  on  November  6. 1991,  and 
notice  inviting  public  comment  was 
given  in  the  Federal  Register  on 
December  2, 1991  (Docket  77-91,  56  FR 
61228); 

Whereas,  an  examiners  committee  has 
investigated  the  application  in 
accordance  with  the  Board's  regulations 
and  recommends  approval; 

Whereas,  the  expansion  is  necessary 
to  improve  and  expand  zone  services  in 
the  Laredo  area;  and, 

Whereas,  The  Board  has  foimd  that 
the  requirements  of  the  Act  and  the 
Board's  regulations  are  satisfied,  and 
that  approval,  subject  to  an  activation 
limit,  is  in  the  public  interest; 

Now,  Therefore,  the  Board  hereby 
orders:  That  the  grantee  is  authorized  to 
expand  its  zone  in  accordance  with  the 
application  filed  on  November  6,  1991, 
subject  to  the  Act  and  the  Board's 
regulations  (as  revised,  56  FR  50790- 
50808, 10-8-91)  including  §  400.28,  and 
subject  to  the  condition  that  fiuther 
Board  approval  is  required  prior  to 
activation  at  the  International 
Commerce  Center  site  beyond  1 ,500 
acres. 

Signed  at  Washington,  DC,  this  29th  day  of 
December,  1992. 
Alan  M.  Dunn. 

Assistant  Secretary  of  Commerce  for  Import 
Administration,  Chairman,  Committee  of 
Ahemates  Foreign-Trade  Zones  Board. 

Attest: 
John  |.  Da  Ponte,  Jr., 

Executive  Secretary. 

[FR  Doc.  93-545  Filed  1-8-93;  8:45  am) 
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International  Trade  Administration 
[A-351-813] 

Preliminary  Determination  of  Sales  at 
Less  Than  Fair  Value:  Certain  Alloy 
and  Cart}on  Hot-Roiled  Bars,  Rods, 
and  Semifinished  Products  of  Special 
Bar  Quality  Engineered  Steel  From 
Brazil 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 
EFFECTIVE  DATE:  January  11. 1993. 


FOR  FURTHER  INFORMATION  CONTACT: 
Cherrie  L.  Rusnak  or  Linda  L.  Pasden. 
Office  of  Agreements  Compliance, 
Import  Administration,  International 
Trade  Administration,  U.S.  Department 
of  Commerce,  14th  Street  and 
Constitution  Avenue,  NW.,  Washington, 
DC  20230;  telephone:  (202)  482-3793. 
PRELIMINARY  DETERMINATION:  We 
preliminarily  determine  that  certain 
alloy  and  carbon  hot-rolled  bars,  rods, 
and  semifinished  products  of  special  bar 
quality  engineered  steel  from  Brazil  are 
being,  or  are  likely  to  be.  sold  in  the 
United  States  at  less  than  fair  value,  as 
provided  in  section  733  of  the  Tariff  Act 
of  1930,  as  amended  (the  Act).  The 
estimated  margins  are  shown  in  the 
"Suspension  of  Liquidation"  section  of 
this  notice. 

Case  History 

Since  the  initiation  of  this 
investigation  on  June  29. 1992  (57  FR 
29703.  July  6, 1992),  the  following 
events  have  occurred. 

On  July  24,  1992.  the  U.S. 
International  Trade  Commission  (ITC) 
issued  an  affirmative  preliminary  injury 
determination. 

On  August  14, 1992,  the  Department 
presented  questionnaires  to  Industries 
Villares,  S.A.  and  its  related  companies 
(Villares)  with  regard  to  finished  bars 
and  rods,  and  to  Aco  Mines  Gerais  S.A. 
(ACOMINAS)  with  regard  to 
semifinished  products.  These 
companies  accounted  for  the 
overwhelming  majority  of  imports  of  the 
subject  merchandise  from  Brazil  during 
the  period  of  investigation.  Responses  to 
the  questionnaires  were  originally  due 
on  August  27, 1992  and  September  14. 

1992.  At  Villares'  request,  Uie 
Department  granted  extensions  imtil 
September  3, 1992  for  section  A  and 
September  28, 1992  for  sections  B  and 
C  of  its  response.  At  the  request  of 
ACOMINAS,  the  Department  granted 
extensions  until  September  1, 1992  for 
section  A  and  September  28, 1992  for 
sections  B  and  C  of  its  response.  Villares 
and  ACOMINAS  submitted  their 

auestionnaire  responses  on  the 
eadlines  specified. 
On  September  21, 1992  and 
September  22, 1992,  petitioners 
provided  comments  on  the  section  A 
responses  of  ACOMINAS  and  Villares, 
respectively.  Petitioners  requested,  on 
October  6, 1992,  a  postponement  of  the 
preliminary  determination  from 
November  16, 1992  until  January  5, 

1993.  The  postponement  was  granted  on 
October  15, 1992  (57  FR  48356,  October 
23,  1992).  On  October  7,  1992, 
petitioners  alleged  that  ACOMINAS  and 
Villares  sold  the  subject  merchandise  in 
the  home  market  below  its  cost  of 
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production  (COP).  Petitioners  submitted 
comments  on  the  sections  B  and  C 
responses  of  both  ACOMINAS  and 
Villares  on  October  15. 1992.  Additional 
comments  were  provided  by  petitioners 
on  October  19. 1992  regarding 
A(X)MINAS'  sections  B  and  C 
responses.  We  issued  a  supplemental 
questionnaire  and  the  constructed  value 
questionnaire  to  ACOMINAS  on 
October  22, 1992.  Villares  was  issued  a 
supplemental  questionnaire  and  a 
constructed  value  questionnaire  on 
October  23, 1992.  The  supplemental 
questionnaire  responses  were  received 
from  ACOMINAS  and  Villares  on 
November  5. 1992  and  November  13, 
1992,  respectively. 

On  October  30, 1992,  a  COP 
questionnaire  was  presented  to  Villares. 
ACOMINAS,  on  November  9, 1992. 
requested  an  extension  of  time  to 
respond  to  the  constructed  value 
questionnaire  until  December  4, 1992. 
The  Department  issued  revised  model 
match  instructions  on  November  13. 
1992,  concerning  changes  in  the 
methodology  used  by  the  Department  to 
compensate  for  the  effects  of 
hyperinflation.  Also  on  November  13, 
1992,  Villares  requested  an  extension 
until  December  7, 1992.  for  submission 
of  the  revised  product  concordance, 
U.S.  sales  listing,  and  constructed 
value/COP  information.  On  November 
17, 1992.  the  Department  granted  both 
ACOMINAS'  and  Villares'  reqrasts  for 
extension  and  issued  a  second 
supplemental  questionnaire  to 
ACOMINAS. 

A  COP  questionnaire  was  presented  to 
ACOMINAS  on  November  18. 1992, 
which  was  due  and  received  on 
December  18. 1992.  Also  on  November 
18, 1992.  ACOMINAS  requested  an 
extension  for  submission  of  the  second 
supplemental  questionnaire  response 
until  November  24. 1992.  and  requested 
an  additional  extension  of  time  until 
December  4, 1992,  to  prepare  the 
constructed  value  response  and  to 
prepare  a  new  product  concordance  in 
accordance  witn  the  Department's 
November  13, 1992  revised  model 
match  instructions.  The  Department 
granted  this  request  on  November  20, 
1992. 

On  December  2. 1992.  the  Department 
met  with  counsel  for  ACOMINAS  to 
allow  them  to  explain  several 
discrepancies  the  Department  found  in 
the  home  market  sales.  U.S.  sales,  and 
difi^erences-in-merchandise  datdbases 
submitted  on  November  25. 1992. 
During  this  meeting,  counsel  stated  that 
the  product  concordance,  which  was 
due  to  the  Department  on  December  4. 
1992.  had  not  been  done  in  accordance 
with  the  Department's  November  13. 


1992  revised  model  match  instructions. 
They  stated  that  ACOMINAS  would  be 
revising  the  concordance  and 
submitting  a  new  one  along  with  the 
cost  of  proiduction  data  on  December  18. 
1992.  However,  a  request  for  extension 
was  never  received  from  ACOMINAS 
regarding  the  product  concordance. 
Upon  receipt  of  the  December  4, 1992 
submission,  the  Department  confirmed 
that  the  product  concordance  was  not 
completed  in  accordance  with  the 
Instructions  issued  on  November  13, 

1992. 

On  December  2, 1992,  the  Department 
issued  a  second  deficiency  letter  to 
Villares.  The  response  was  due,  and  was 
subsequently  received,  on  December  7. 
1992.  On  December  3, 1992. 
ACOMINAS  submitted  revised  total 
home  market  sales  volume  and  value 
information.  Petitioners  filed  comments 
regarding  legal  and  factual  issues 
pertinent  to  the  Department's 
preliminary  determination  on  December 
7. 1992. 

On  December  15. 1992.  Villares 
submitted  comments  on  the 
Department's  change  in  its  methodology 
concerning  difference  in  merchandise 
adjustments  for  price-to-price 
comparisons.  On  December  16. 1992. 
Villares  submitted  revisions  to  its  U.S. 
sales  listing  and  cost  of  production 
information.  Villares  submitted  further 
revisions  on  December  18, 1992  to  both 
the  cost  of  production  and  constructed 
value  databases.  On  December  22. 1992. 
Villares  again  submitted  revised 
calculations  to  both  the  cost  of 
production  and  the  constructed  value 
databases,  along  with  printouts  and  a 
revised  computer  tape. 

On  December  18. 1992,  petitioners 
submitted  comments  regarding  the 
constructed  value  responses  fued  by 
ACOMINAS  and  Villares  on  December 
4.  and  December  7. 1992,  respectively. 
On  this  same  date.  ACOMINAS 
submitted  its  cost  of  production 
response  along  with  a  revised  product 
concordance.  ACOMINAS  filed,  on 
December  22. 1992,  a  Ust  of  corrections 
to  its  December  4, 1992  constructed 
vahie  information,  and  to  the  December 
18, 1992  cost  of  production  and  product 
concordance. 

Scope  of  Investigation 

The  products  covered  in  this 
investigation  are: 

•  Hot-finished  alloy  and  carbon  bars 
and  rods  of  special  bar  quality 
engineered  steel. 

•  Semifinished  products  of  special 
bar  quality  engineered  steel. 

The  term  "hot-finished  alloy  and 
carbon  bars  and  rods  of  sftecial  bar 
quality  engineered  steel"  covers  certain 


hot-finished  carbon  and  alloy  steel 
(other  than  stainless  steel,  high-speed 
steel,  sibco-manganese  steel,  and  tool 
steel)  bars  and  rods,  other  than  forged, 
whidi  have  a  uniform  solid  cross- 
section  along  their  whole  length  and  are 
in  the  shape  of  circles,  segments  of 
circles,  ovals,  rectangles,  triangles,  or 
other  convex  polygons,  and  do  not 
conform  to  the  definitions  for 
semifinished  steel,  flat-rolled  products, 
hot-rolled  bars  and  rods  in  irregularly 
wound  coils,  reinforcing  bars  and  rods, 
and  wire.  The  subject  ban  and  rods  are 
of  special  bar  quality  engineered  steel 
that  is  described  in  Society  of 
Automotive  Engineers  (SAE)  1403,  J404, 
1411,  J1081,  J1249,  J1268,  and 
modifications  thereof,  whether  they  be 
domestic  or  foreign,  of  other  than 
merchant  quality  grades  M  1000  through 
M  1044,  not  containing  by  weight  0.03 
percent  or  more  of  lead  or  0.05  percent 
or  more  of  bismuth,  as  classifiable  under 
the  following  subheadings  of  the 
Harmonized  Tariff  Schedule  of  the 
United  States  (HTS):  7214.30.0000, 
7214.40.0010,  7214.40.0030, 
7214.40.0050.  7214.50.0010. 
7214.50.0030,  7214.50.0050, 
7214.60.0010.  7214.60.0030. 
7214.60.0050,  7228.30.8005,  and 
7228.30.8050. 

The  term  "semifinished  products  of 
special  bar  quality  engineered  steel" 
covers  certain  alloy  steel  ingots  (other 
than  stainless  steel,  high-speed  steel, 
silico-manganese  steel,  tool  steel,  and 
high-nickel  alloy  steel),  and 
semifinished  products  of  carbon  and 
alloy  steel  (other  than  stainless  steel, 
high-speed  steel,  silico-manganese  steel, 
tool  steel,  and  hi^-nickel  alloy  steel)  of 
circular  or  rectangular  (including 
square)  cross-section  with  a  width 
measuring  less  than  four  times  the 
thickness,  of  special  bar  quality 
engineered  steel  that  is  described  in 
Society  of  Automotive  Engineers  (SAE) 
J403. J404. J411. J1081. J1249. 11268. 
and  modifications  thereof,  whether  they 
be  domestic  or  foreign,  not  containing 
by  weight  0.03  percent  or  more  of  lead " 
or  0.05  percent  or  more  of  bismuth,  as 
classifiable  under  the  following 
subheadings  of  the  Harmonized  Tariff 
Schedule  of  the  United  States  (HTS): 
7207.11.0000.  7207.12.0010. 
7207.19.0030.  7207.20.0025. 
7207.20.0075.  7224.10.0075, 
7224.90.0045.  and  7224.90.0065. 

Although  the  HTS  subheadings  are 
provided  for  convenience  and  customs 
purposes,  our  written  description  of  the 
scope  of  this  proceeding  is  dispositive.' 

Class  or  Kind  of  Merchandise 

When  the  Department  initiated  this 
investigation  on  June  29. 1992  (57  FR 
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29703),  we  provisionally  accepted 
petitioners'  claim  that  the  subject 
merchandise  comprised  one  class  or 
kind.  However,  we  also  noted  our 
reservations  regarding  petitioners' 
claim,  and  allowed  for  a  14-day  period 
during  which  interested  parties  were 
requested  to  comment  on  the  scope  of 
this  proceeding.  The  Department 
summarized  its  concerns  regarding  the 
class  or  kind  issue  in  more  detail  in  a 
memorandum  to  the  file  dated  July  17, 
1992. 

During  the  comment  period,  the 
Department  received  comments  from 
petitioners  and  respondents  and  from 
one  importer  of  the  subject 
merchandise.  Department  staff  also 
toured  petitioners'  steelmaking  facilities 
on  July  28, 1992,  to  gain  more  detailed 
knowledge  about  the  production  process 
and  channels  of  trade  of  the  subject 
merchandise. 

In  considering  whether  the 
merchandise  subject  to  investigation 
comprised  one  or  several  classes  or 
kinds  of  merchandise,  the  Department 
applied  the  criteria  used  to  evaluate 
class  or  kind  of  merchandise  established 
in  Diversified  Products  versus  United 
S/o<es,  6  Cm55  (1983),  and 
incorporated  into  our  examination  an 
analysis  of  the  comments  received  and 
of  the  information  collected  during  the 
steel  plant  tours,  Based  on  our 
examination,  we  determined  in  a 
decision  memorandum  of  August  12, 
1992,  that  the  subject  merchandise  of 
this  investigation  constitutes  two 
distinct  classes  or  kinds:  Alloy  and 
carbon  hot-rolled  bars  and  rods  of 
special  bar  quality  engineered  steel,  and 
semifinished  products  of  special  bar 
quality  engineered  steel. 

In  our  August  12  decision 
memorandum,  we  noted  that  there  are 
distinct  differences  in  physical 
characteristics  between  semifinished 
products  and  hot-rolled  bars  and  rods  of 
special  bar  qyality  engineered  steel.  We 
explained  that  semifinished  products 
have  a  larger  grain  structure,  a  rough 
appearance,  and  relatively  inexact 
tolerances,  while  hot-rolled  bars  and 
rods  have  smaller  grains  and  a  much 
smoother  surface  condition  with  few  or 
no  surface  imperfections,  and  tolerances 
that  are  significantly  more  exacting  than 
those  for  semifinished  products.  We 
also  noted  that  semifinished  products 
and  hot-rolled  bars  and  rods  of  special 
bar  quality  engineered  steel  have 
different  ultimate  uses,  in  that 
semifinished  products  are  usually 
further  hot-rolled  by  steel  companies 
(although  they  are  forged  in  a  minority 
of  instances),  while  hot-rolled  bars  and 
rods  have  numerous  ultimate  uses, 
including  machining,  forging,  and  hot- 


and  cold-forming.  We  concluded  that 
the  expectations  of  the  ultimate 
purchasers  of  semifinished  products 
and  hot-rolled  bars  and  rods  of  special 
bar  quality  engineered  steel  are 
different.  Specifically,  consumers  of 
hot-rolled  bars  and  rods  expect  a 
product  which  meets  relatively  exacting 
tolerances,  while  consumers  of 
semifinished  products  do  not  require 
such  exacting  specifications.  We 
observed  that  semifinished  products 
and  hot-rolled  bars  and  rods  of  special 
bar  quality  engineered  steel  have 
different  channels  of  trade,  as  most 
semifinished  products  are  consumed 
internally  by  steelmakers  and  generally 
cannot  be  used  by  outside  customers, 
while  hot-rolled  bars  and  rods  are 
normally  sold  to  outside  customers  who 
perform  various  operations  on  the 
product.  Finally,  we  noted  that 
semifinished  products  and  hot-rolled 
bars  and  rods  of  special  bar  quality 
engineered  steel  are  advertised 
differently,  as  semifinished  products  are 
not  generally  sold  to  outside  customers 
and  therefore  are  not  generally 
advertised,  while  hot-rolled  bars  and 
jods  generally  are  sold  and  advertised  to 
producers  of  end-user  products. 

Period  of  Investigation 

The  period  of  investigation  (POI)  is 
January  1. 1992  through  June  30, 1992. 

Use  of  Best  Information  Available 

ACOMINAS 

As  stated  above,  the  product 
concordance  submitted  by  ACOMINAS 
on  December  4, 1992  was  not  done  in 
accordance  with  the  Department's 
revised  model  match  instructions  issued 
on  November  13, 1992.  A  request  for 
extension  to  revise  and  resubmit  this 
information  was  never  received  from 
ACOMINAS.  However,  this  respondent 
did  in  fact  file  a  revised  product 
concordance  on  December  18. 1992  and. 
on  December  22, 1992,  submitted 
corrections  to  be  made  to  the 
concordance. 

In  its  December  23, 1992  submission. 
ACOMINAS  argued  that  the  Department 
should  use  home'market  prices  or 
constructed  value  as  the  basis  for 
foreign  market  value  in  its  preliminary 
determination.  Respondent  further 
argued  that  the  Department  had 
sufficient  time  to  incorporate  the 
December  18, 1992  cost  of  production 
data  into  its  prefiminary  determination. 
However,  no  mention  was  made  of  the 
new  product  concordance  which  was 
also  submitted  on  December  18, 1992. 

ACOMINAS  is  incorrect  in  its  claim 
that  the  Department  had  sufficient  time 
to  use  the  information  submitted  on 


December  18, 1992  in  making  its 
preliminary  determination.  Because 
respondent  did  not  submit  a  complete 
and  accurate  response  in  a  timely 
manner,  the  Department  was,  in  fact, 
unable  to  perform  a  complete  and 
accurate  analysis  of  ACOMINAS'  selling 
practices  in  time  for  its  preliminary 
determination.  The  best  information 
rule  prevents  a  respondent  from 
controlling  the  results  of  the 
investigation  by  providing  partial 
information  or  by  delaying  or  otherwise 
hindering  the  investigation.  The 
Department  is  not  required  to  use 
selected  portions  of  an  incomplete 
response,  and  is  thus  justified  in  relying 
on  information  supplied  by  petitioners 
as  the  "best  information  otherwise 
available."  Pistachio  Group  of  the  Ass'n 
of  Food  Indus,  v.  United  States,  11  OT 
668,  679,  671  F.  Supp.  31.  40  (1987). 
However,  because  ACOMINAS  has 
submitted  a  revised  product 
concordance  on  the  record  which  will 
be  reviewed  for  possible  consideration 
for  use  in  the  final  determination,  and 
has  been  cooperative  throughout  this 
proceeding,  we  used  the  average  margin 
(of  the  1992  sales)  alleged  in  the  petition 
for  semifinished  products,  which  is 
19.67%.  as  best  information  available 
for  the  preliminary  determination. 

Villares 

The  Department  reviewed  the  cost  of 
production  and  constructed  value 
information  submitted  by  Villares  on 
December  7, 1992  and  found  several 
fundamental  flaws  which  the 
Department  was  unable  to  correct. 

For  example,  Villares'  submitted 
material  costs,  which  are  a  significant 
component  of  the  cost  of  manufacture 
for  special  bar  quality  engineered  steel, 
were  based  on  standard  yield  rates,  i.e.. 
the  theoretical  quantity  of  consumption 
of  each  type  of  material  for  each  stage 
of  production,  instead  of  actual  usage. 
In  addition,  respondent  computed 
average  acquisition  "at  sight"  prices  for 
each  raw  material  type  by  reducing  the 
gross  unit  price  recorded  on  invoices  by 
an  imputed  financing  amount,  claiming 
that  the  gross  unit  prices  are  inclusive 
of  financing  charges  for  extended 
payment  terms.  However,  no 
doomientation  was  submitted  to 
support  this  claim,  and  it  does  not 
appear  that  Villares'  normal  accounting 
system  adjusts  for  payment  terms.  In 
addition,  adjusting  for  payment  terms 
appears  to  double  coimt  the  benefit 
received  from  delayed  payment  since 
the  Department  already  reduces  COP 
and  constructed  value  by  short  term 
interest  income  (see  Memorandum  to 
Marie  E.  Parker.  Office  of  Accounting, 
dated  December  28. 1992).  The 
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computer  tapes  submitted  by  Villares 
reflected  only  the  "at  sight"  figures,  and 
not  the  gross  unit  prices.  Therefore,  the 
Department  was  itself  unable  to  revise 
the  computer  program  to  reflect  gross 
unit  input  prices. 

Because  all  of  the  pertinent 
information  was  not  provided  on  the 
computer  tapes  (i.e..  the  gross  prices  for 
raw  material  inputs),  because  certain 
requested  data  were  not  provided  at  all 
(i.e..  actual  yields),  and  because  there 
were  various  incorrect  calculations,  the 
Department  determined  that  this 
information  could  not  be  used  to  reflect 
accurately  the  production  costs  for  the 
POI.  See  Rhone  Poulenc.  Inc.  v.  United 
States.  13  OT  218.  710  F.Supp.  341. 
(1989).  Therefore,  in  accordance  with 
section  353.37(a)(1)  of  the  Department's 
regulations,  we  have  resorted  to  the  best 
information  available  for  the 
preliminary  determination. 

However,  because  a  deficiency  letter 
has  not  yet  been  issued  regarding  the 
COP  and  constructed  value  data  and. 
like  ACOMINAS.  Villares  has  been 
cooperative  throughout  this  proceeding, 
we  used  the  average  margin  (of  the  1992 
sales)  alleged  in  the  petition  for  finished 
bars  and  rods,  which  was  57.00%,  as  the 
best  information  available  for  the 
preliminary  determination  (see 
§  353.37(b)). 

Verification 

As  provided  in  section  776(b)  of  the 
Act.  we  will  verify  the  information  used 
in  making  our  final  determination. 


Suspension  ofLiquidation 

In  accordance  with  section  733(d)(1) 
of  the  Act.  we  are  directing  the  Customs 
Service  to  suspend  liquidation  of  all 
entries  of  certain  alloy  and  carbon  hot- 
rolled  bars.  rods,  and  semifinished 
products  of  special  quality  engineered 
steel  from  Brazil  that  are  entered,  or 
withdrawn  from  warehouse,  for 
consumption  on  or  after  the  date  of 
publication  of  this  notice  in  the  Federal 
Register.  The  Customs  Service  shall 
require  a  cash  deposit  or  posting  of  a 
bond  equal  to  the  estimated  preliminary 
dumping  margins,  as  showm  below.  This 
suspension  of  liquidation  wrill  remain  in 
effect  until  further  notice.  The  average 
dumping  margins  are  as  follows: 


rrC  Notification 

In  accordance  with  section  733(f)  of 
the  Act.  we  have  notified  the  ITC  of  our 
determination.  If  our  final 
determination  is  affirmative,  the  ITC 
will  determine  before  the  later  of  120 
days  after  the  date  of  this  preliminary 
determination  or  45  days  after  our  final 
determination  whether  these  imports 
are  materially  injuring,  or  threatening 
material  injury  to.  the  U.S.  industry. 

Public  Comment 

In  accordance  with  19  CFR  353.38, 
case  briefs  or  other  written  comments, 
in  at  least  ten  copies,  must  be  submitted 
to  the  Assistant  Secretary  for  Import 
Administration  no  later  than  March  3, 
1993.  Rebuttal  briefs  must  be  submitted 
no  later  than  March  8. 1993.  In 
accordance  with  19  CFR  353.38(b).  we 
will  hold  a  public  hearing,  if  requested, 
to  afford  interested  parties  an 
opportunity  to  comment  on  arguments 
raised  in  case  or  rebuttal  briefs. 
Tentatively,  the  hearing  will  be  held  on 
March  10. 1993.  at  the  U.S.  Department 
of  Commerce.  14th  Street  and 
Constitution  Avenue.  NW..  Washington. 
DC  20230.  Parties  should  confirm  by 
telephone  the  time,  date,  and  place  of 
the  hearing  48  hours  before  the 
scheduled  date. 

Interested  parties  who  wish  to  request 
a  hearing,  or  to  participate  if  one  is 
requested,  must  submit  a  written 
request  to  the  Assistant  Secretary  for 
Import  Administration.  U.S.  Department 
of  Commerce,  room  B-099.  within  ten 
days  of  the  publication  of  this  notice. 
Requests  should  contain:  (1)  The  party's 
name,  address,  and  telephone  number; 
(2)  the  number  of  participants;  and  (3) 
a  list  of  issues  to  be  discussed.  In 
accordance  with  19  CFR  353.38(b).  oral 
presentations  will  be  limited  to  issues 
raised  in  the  briefs. 
This  determination  is  published 
*  pursuant  to  section  733(0  of  the  Act  and 
19  CFR  353.15(a)(4). 

Dated:  January  5, 1992. 
Alan  M.  Dunn, 
Assistant  Secretary  for  Import 
Administration. 
IFR  Doc.  93-542  Filed  1-8-93;  8;45  am) 
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Special  Export  Permit  Determination: 
Certain  Machining  Center  Frames  and 
Machining  Centers 

AGENCY:  Import  Administration/ 

International  Trade  Administration. 

Commerce. 

ACTION:  Notice  of  determination  denying 

authorization  of  special  export  permits 


for  certain  machining  center  frames  and 
machining  centers. 

SUMMARY:  The  Department  of  Commerce 
("Department")  hereby  denies  a  request 
for  special  export  permits  for  400-450 
machining  center  frames  for  1992  and 
1993.  and  50  machining  centers  for 
July-December  1992,  imder  Paragraph  9 
of  the  Understanding  Between  the 
Coordination  Council  for  North 
American  Affairs  and  the  American 
Institute  in  Taiwan  Concerning  Trade  in 
Certain  Machine  Tools. 
FOR  FURTHER  INFORMATION  CONTACT: 
Joseph  A.  Spetrini,  Import 
Administration.  U.S.  Department  of 
Commerce,  room  3069A,  14th  Street  k 
Constitution  Avenue.  NW..  Washington. 
DC  20230  (202) 482-2104. 
SUPPLEMENTARY  INFORMATION:  Pargraph  9 
of  the  Understanding  Between  the 
Coordination  Council  for  North 
American  Affairs  (CCNAA)  and  the 
American  Institute  in  Taiwan  (AIT) 
Concerning  Trade  in  Certain  Machine 
Tools  (Understanding)  provides  for  the 
authorization  of  special  export  permits. 
Such  permits  allow  the  importation  of 
machine  tools  from  the  territory 
represented  by  CCNAA  to  the  territory 
represented  by  AIT  in  excess  of  the 
applicable  export  limit  provided  for  in 
the  Understanding  when  we  determine 
that:  (a)  Approval  would  serve  a  unique 
national  security  need;  (b)  approval 
would  directly  lead  to  an  increase  in 
U.S.  machine  tool  manufacturing 
capacity;  and/or  (c)  comparable  tools  are 
not  available  from  U.S.  manufacturers  or 
suppliers.  Special  export  permits  are 
authorized  for  a  limited  time  period  and 
for  a  specified  number  of  machines,  on 
a  product-by-product  basis. 

On  June  26. 1992.  Hurco  Companies. 
Inc.  (Hurco)  submitted  a  special  export 
permit  authorization  request  for  400- 
450  cast  iron  frames  for  machining 
centers  for  1992  and  1993.  and  50 
machining  centers  without  numerical 
controls  for  July-December  1992  under 
Paragraph  9  of  the  Understanding.  The 
requested  products  are  considered  to  be 
substantially  complete  machine  tools 
subject  to  the  quantitative  export  limits 
of  the  Understanding. 

On  July  2.  -1992.  the  Department 
published  a  notice  which  announced 
Hurco's  request  in  the  Federal  Register 
and  provided  an  opportunity  for  public 
comments  (57  FR  29628).  Initial 
comments  were  to  be  submitted  no  later 
than  July  6. 1992.  with  replies  to  those 
comments  due  no  later  than  July  10. 
1992.  A  public  record  of  these 
comments  is  on  file  in  the  Central 
Records  Unit,  room  B-099.  Import 
Administration.  U.S.  Department  of 
Commerce,  at  the  above  address. 
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The  Department  received  a  total  of  35 
comments  to  the  Federal  Register 
notice.  Included  in  these  comments 
were  three  submissions  (Met-Coil 
Systems  Corporation,  The  National 
Acme  Company,  and  Deputy  Assistant 
Secretary  of  Defense  David  Berteau) 
supporting  Hurco's  request,  and  rebuttal 
comments  by  Hurco.  The  two 
companies  that  supported  Hurco's 
request  did  not  address  the  criteria 
specifically,  but  rather  submitted  brief, 
general  statements  of  support.  The 
remaining  31  comments  objected  to 
Hurco's  request. 

Analysis 

The  Department  analyzed  Hurco's 
request,  and  the  comments  received,  in 
the  context  of  the  criteria  for  authorizing 
special  export  permits  outlined  above. 
Each  criterion  is  addressed  below. 

Unique  National  Security  Need 

In  its  request,  Hurco  notes  that  it  is  a 
"leader  in  research  and  development  of 
critical  computer  numerical  control  and 
software  technology"  and  that  special 
permits  are  needed  to  save  highly 
skilled  employment,  production 
capability,  and  ensure  continued 
development  of  essential  technology. 
David  Berteau,  Principal  Deputy 
Assistant  Secretary  of  Defense,  writes  in 
a  letter  that  "Hurco  is  a  leader  in  open 
architecture  control  and  software 
technology  and  has  extensively 
participated  in  the  National  Center  for 
Manufacturing  Sciences  (NCMS) 
sponsorship  of  the  development  of  this 
technology.  The  Department  believes 
such  (favorable)  consideration  will 
enhance,  rather  than  impair,  the 
domestic  machine  tool  industrial  base, 
with  commensurate  benefits  for  national 
security." 

Most  comments  received,  however, 
question  whether  Hurco's  contribution 
with  regard  to  controls  and  software  is 
in  fact  unique  and  whether  it  serves  a 
unique  national  security  need.  Several 
parties  note  that  the  open  architecture 
concept  is  not  new  or  unique  to  any  one 
supplier.  Three  com.panies  (Bridgeport 
Machines,  Anilam  Electronics 
Corporation,  and  Fadal  Engineering  Co. 
Inc.)  stated  that  they  have  introduced 
PC-based  open  architecture  control 
systems.  They  also  note  that  other  U.S. 
companies  (e.g.,  Tbermwood 
Corporation  and  Automation 
Intelligence)  also  manufacture  PC-based 
open  architecture  machine  tool  controls. 
Cincinnati  Milacron  and  Giddings  & 
Lewis  claim  to  have  added  open 
architecture  features  to  their  own 
control  systems.  Giddings  &  Lewis 
f'lrther  notes  that  Hurco  "controls  and 
software  technology  are  not  used  on  the 


advanced  CNC  machine  tools  and 
flexible  manufacturing  systems  used  to 
manufactiue  today's  advanced  weapon 
systems.  Over  the  years,  Giddings  & 
Lewis  has  been  and  will  continue  to  be 
a  leading  supplier  of  advanced  controls 
and  software  technology  needed  to 
make  sophisticated  weapon  systems." 
Giddings  &  Lewis  also  noted  that  several 
firm.s  other  than  Hurco  (including 
Giddings  k  Lewis,  Allen-Bradley, 
Cinciimati  Milacron  and  Automation 
Intelligence)  have  also  been 
participating  in  the  Next  Generation 
Control  project  sponsored  by  NCMS. 

Although  Hurco  states  its  position  as 
that  of  a  leader  in  research  and 
development  of  critical  computer 
numerical  control  and  software 
technology,  no  evidence  was  provided 
by  any  party  that  Hurco  has  made  a 
unique  contribution  to  machine  tool 
control  and/or  software  development. 
Hence,  we  have  no  basis  to  believe  that 
Hurco's  control  is  more  oj>en  or  more 
technologically  advanced  than  other 
systems  produced  domestically. 

As  a  result,  the  Department 
determines  that  this  criterion  has  not 
been  met.  Information  on  the  record 
indicates  that  several  U.S.  companies 
have  made  significant  advances  in  both 
PC-based  and  other  forms  of  open 
architecture  control  and  software 
technology  and  are  producing  machine 
tool  computer  numerical  controls  (CNC) 
using  this  technology,  and  no  other 
information  on  the  record  demonstrates 
that  authorizing  Hurco's  request  would 
serve  a  unique  national  security  need. 

Increase  in  U.S.  Machine  Tool 
Manufacturing  Capacity 

Hurco  states  that  it  has  requested 
special  export  permits  to  maintain  its 
domestic  supply  base  of  over  1,600  U.S. 
suppliers  and  purchases  of  over  $3 
millionc  Approval  of  this  request,  Hurco 
argues,  would  allow  it  to  "maintain 
viable  manufacturing  operations  in  the 
United  States  and  continue  the 
important  research  and  development  in 
critical  CNC  and  software  technology." 
Hurco  argues  that  the  effect  of  cast  iron 
imports  on  the  domestic  industry  would 
be  minimal. 

Various  parties  state  that  granting  this 
request  will  have  a  negative  effect  on 
U.S.  machine  tool  manufacturing 
capacity.  The  Association  of 
Manufacturing  Technology  (AMT)  notes 
that  granting  diis  request  would  result 
in  "decreased  (domestic)  manufacturing 
capacity."  Several  domestic  machine 
tool  producers  claim  that  granting  this 
request  would  result  in  their  losing 
market  share  to  Hurco.  Haas 
Automation  Inc.  states  "an  open 
exception  to  the  Hurco  Companies  will 


allow  them  to  flood  the  market  with 
cheap  iron  from  Taiwan  harming  the 
companies  who  actually  build 
equipment  in  the  USA."  Fadal  writes 
that  "granting  this  request  will  do 
nothing  for  national  secxirity  and  will 
have  a  negative  effect  on  U.S.  machine 
tool  manufacturing 
capacity  •  •  •  Hurco  has  targeted 
Fadal"  and  "the  impact  of  your  gnmting 
this  request  will  be  Dom[e]  primarily  by 
Fadal.  We  sincerely  doubt  that  Hurco's 
imported  machine  tools  will  displace 
many  other  imports."  Bridgeport 
indicates  that  if  this  request  is 
approved,  "Bridgeport  Machines  would 
find  itself  in  the  unfortunate  position  of 
losing  mailiet  share  [to  Hutco]." 
Another  company  states  that  "Hurco 
cannot  contend  that  these  licenses  will 
ultimately  expand  U.S.  manufacturing 
capacity  *  •  •  Even  in  their  own 
statement,  Hxux:o  claims  to  be  an 
'assembler'  of  machine  tools.  'Assembly' 
is  not,  of  course,  manufactiuing." 

Haas  argues  that  approval  of  Hurco's 
request  would  adversely  affect  the  U.S. 
machine  tool  supplier  base.  "If  our 
company  is  harmed,  so  to[o]  will  all  of 
QUI  suppliers  including  the  foundries 
who  provide  us  with  our  American 
made  parts."  Cast-Fab  Technologies, 
Inc.,  a  major  U.S.  foundry,  notes  that 
granting  Hurco's  request  would 
imdermine  the  investments  and  quality 
improvements  made  by  U.S.  machine 
tool  suppliers. 

In  discussing  the  impact  approval 
would  have  on  U.S.  capacity,  Hurco 
argues  that  some  other  domestic  firms 
import  complete  machining  centers. 
However,  Hurco  overstates  the  extent  to 
which  this  practice  is  occurring.  Hiutx) 
fails  to  mention  that  Fadal  and  Haas — 
two  of  Hurco's  major  domestic 
competitors — produce  machining 
centers  and  controls  exclusively  in  the 
United  States.  One  company  dted  by 
Hurco  imports  only  one  model  from  an 
overseas  subsidiary,  producing  all  other 
machining  center  models  and  controls 
in  the  United  States.  In  any  event,  these 
imports  are  from  non-VRA  countries 
and  thus  are  not  relevant  to  a 
determination  under  the  Understanding. 

Mr.  Berteau  of  the  Department  of 
Defense  suggests  that  favorable 
consideration  of  Hurco's  current  request 
would  be  similar  to  that  received  by 
Hurco  prior  to  1991  under  the  original 
machine  tool  agreement  with  CCNAA. 
However,  the  original  VRA  negotiated 
with  CCNAA  in  1986  contained  a 
transitional  provision  to  facilitate 
transfer  of  input  sourcing  and  machine 
tool  manufacturing  from  Taiwan  to  the 
United  States  and  non-VRA  coimtries, 
which  the  current  Understanding  does 
not  contain.  We  note  that  after  an 
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extended  transition  period  toward 
domestic  sourdng.  Hurco  advised  the 
Department  that  this  process  would  be 
complete  in  1991.  On  March  25. 1991. 
Hurco  wrote  to  the  Department  as 
follows:  "We  ask  the  Department  to 
assist  Hurco  Companies  in  completing 
its  transition  to  domestic  sourdng  and 
machining  of  certain  castings  for 
machining  centers  by  authorizing  the 
Taiwan  authorities  to  issue  special 
licenses  for  the  export  to  Hurco 
Companies  of  14  substantially  complete 
machining  centers  •  •  *  These 
machines  are  ready  for  shipment  and 
are  intended  to  tide  us  over  until  we 
receive  the  (domestic)  castings  we  have 
ordered.  After  the  export  of  the  14 
substantially  complete  machining 
centers  under  spedal  licenses,  Hurco 
will  satisfy  the  Criteria  for  Substantially 
Complete  Machining  Centers  for  all 
subsequent  imports  from  Taiwan  of 
machining  center  components  or  obtain 
regular  export  licenses."  The 
Department  granted  this  request.  Since 
mid-1991,  Hurco  has  been  sourcing  and 
machining  certain  castings 
domestically.  Approving  Hurco 's 
request  thus  would  amount  to 
facilitating  a  reversal  of  the  changes 
Hurco  made  to  comply  with  the 
machine  tool  program's  overall 
objectives.  Hurco  has  failed  to 
demonstrate  how  returning  to  importing 
such  components  from  Taiwan  would 
benefit  domestic  manufacturing 
capacity. 

In  summary,  there  is  no  evidence  on 
the  record  to  indicate  that  approval  of 
this  request  would  lead  to  an  increase 
in  U.S.  machine  tool  manufacturing 
capacity.  Hurco  is  requesting 
permission  to  import  all  major  castings 
from  Taiwan,  with  all  machining  of 
these  castings  performed  in  Taiwan. 
Hurco  is  currently  sourcing  and 
machining  certain  castings  in  the  United 
States,  and  assembling  them  at  its 
Indianapolis  facility.  Approval  would 
allow  Hurco  to  import  substantially 
complete  machining  centers,  not 
individual  castings,  and  thus  would  not 
lead  to  increased  U.S.  machine  tool 
manufacturing  capadty.  Since  the 
record  does  not  indicate  that  an  increase 
in  machine  tool  manufactxmng  capacity 
would  occur  if  Hurco's  request  was 
authorized,  this  criterion  has  not  been 
met. 

Comparable  Tools  Are  Not  Available 
From  U.S.  Manufacturers  or  Suppliers 

Hurco  does  not  claim  that  there  is  a 
shortage  of  machining  centers  or 
castings  in  the  United  States  or  that  its 
machines  are  unique.  Rather,  Hurco 
states  that  it  needs  a  single  castings 
source  and  that  it  cannn  "mix  and 


match"  castings  from  different  foundries 
since  "multiple  suppliers  of  machined 
cast  iron  components  has  deteriorated 
our  ability  to  compete." 

Various  parties  argue  that  there  is  no 
shortage  of  the  machining  centers  Hurco 
sells.  Chie  company  refers  to  its  low 
capacity  utilization  rates.  Haas  states 
"there  is  not  a  shortage  of  machine  tools 
in  the  U.S.  at  this  time.  We  feel  that 
there  is  a  considerable  excess  in 
capacity  in  our  industry."  Several 
parties  also  note  that  there  is  no 
shortage  of  high-quality  U.S.  castings.  In 
fact.  Giddings  4  Lewis  offered  to  supply 
Hurco  with  castings  from  its  Wisconsin 
foundry.  The  American  Foundrymen's 
Society  offered  to  work  with  Hurco  "to 
identify  foundries  that  are  very  capable 
of  supplying  their  machine  bases  in  a 
timely  manner  and  at  the  desired 
quality  level." 

While  Hurco  states  that  it  cannot 
"mix  and  match"  castings  from  multiple 
sources,  domestic  machine  tool  builders 
routinely  do  just  that.  Hurco's  desire  for 
a  single  casting  source  does  not  form  the 
basis  for  concluding  that  the  requested 
products  are  unavailable  from  U.S. 
machine  tool  manufacturers  and 
suppliers.  Satisfying  this  criterion 
entails  a  demonstration  that  domestic 
suppliers  cannot  provide  or  produce  the 
requested  products.  There  is  no 
information  on  the  record  that  such  a 
situation  exists. 

In  fact,  the  preponderance  of  the 
information  submitted  to  the 
Department  establishes  that  the 
machining  centers  and  castings  Hurco 
wishes  to  import  in  excess  of  the 
Understanding's  limits  are  available 
from  domestic  sources.  Therefore,  we 
determine  that  Hurco  has  failed  to  meet 
the  criterion  that  comparable  products 
are  not  available  from  U.S. 
manufacturers  or  suppliers. 

Conclusion 

The  Department  has  determined  that 
authorization  of  spedal  export  permits 
for  Hurco  would  not  serve  a  unique 
national  secxirity  need.  While  Hurco  and 
Defense  claim  that  Hurco  is  a  leader  in 
open  architecture  control  systems,  other 
U.S.  companies  produce  open 
architecture  PC-based  controls.  The 
record  does  not  contain  any  information 
indicating  that  Hurco's  control  is  more 
open  or  technologically  advanced  than 
those  produced  by  others.  Further, 
Hurco  has  not  indicated  how  approval 
of  permits  would  lead  directly  to  an 
increase  in  U.S.  machine  tool 
manufaduring  capadty;  in  fad,  others 
in  the  industry  claim  that  approval 
would  work  to  the  detriment  of  the 
industry  as  a  whole.  Finally,  the  record 
demonstrates  that  there  is  no  shortage  of 


domestic  machining  centers  and  that 
domestic  sources  are  available  for  the 
castings  Hurco  seeks  authorization  to 
import  from  Taiwan. 

Because  Hurco  has  not  demonstrated 
that  its  request  for  special  export 
permits  satisfies  the  criteria  for  the 
authorization  of  such  permits,  the 
Department  denies  its  request  in  its 
entirety. 
Alan  M.  Dunn, 
Assistant  Secretary  for  Import 
Administration. 

[FR  Doc.  93-543  Filed  1-8-93;  8:45  ami 
BILUNG  COOC  3610-06-M 


National  Telecommunications  and 
Information  Administration 

National  Endowment  for  Children's 
Educational  Television,  Advisory 
Council  on  Children's  Educational 
Television;  Open  Meeting 

AGENCY:  National  Telecommunications 
and  Information  Administration  (NTIA). 
DOC. 

ACTION:  Notice  is  hereby  given  of  the 
second  meeting  of  the  Advisory  Council 
on  Children's  Educational  Television, 
created  pursuant  to  the  National 
Endowment  for  Children's  Educational 
Television  Ad  of  1990. 

SUMMARY:  Congress  established  the 
National  Endowment  for  Children's 
Educational  Television  under  the 
direction  of  the  Secretary  of  Commerce. 
Authority  to  administer  this  program  is 
further  delegated  to  the  National 
Telecommunications  and  Information 
Administration.  Congress  mandated 
creation  of  the  Advisory  Council  to 
advise  on  the  making  of  contrads  and 
grants  to  aid  in  the  creation  and 
production  of  television  programming 
specifically  direded  toward  the 
development  of  fundamental 
intelledual  skills. 

AUTHORrTY:  Public  Law  101-437, 104 
Stat.  997,  approved  Odober  18, 1990. 
codified  at  47  U.S.C.  394. 
DATES:  The  meeting  will  be  held  on 
Wednesday,  January  27. 1993.  from  10 
a.m.  to  4:30  p.m. 

ADDRESSES:  The  meeting  will  take  place 
in  room  6800  of  the  Herbert  C.  Hoover 
Commerce  Building.  14th  Street  and 
Constitution  Avenue.  NW..  Washington. 
DC  20230. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Heather  Bimie;  Acting  Diredor. 
National  Endowment  for  Children's 
Educational  Television  (NECET); 
National  Telecommunications  and 
Information  Administration  (NTIA); 
U.S.  Department  of  Commerce,  room 
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iiinications 
tion  (NTIA). 


4625.  14th  Street  and  Constitution 
Avenue,  NVV.;  Washington.  DC  20230. 
Telephone:  202/482-5802. 
SUPPLEMEffTARY  INFORMATION:  The 
Council  was  chartered  on  September  13, 
1991  pursuant  to  47  U.S.C.  394  to  advise 
the  Secretary  of  Commerce  on  matters 
related  to  the  making  of  contracts  and 
grants  that  would  enhance  the 
education  of  children  through  the 
creation  and  production  of  television 
programming  specifically  directed 
toward  the  development  of  fundamental 
intellectual  skills. 

AGENDA. 

1.  Opening  Introductions  and  Remarks  by 
participants  from  the  National 
Telacommunications  and  Information 
Administration  (NTIA)  and  the  National 
Endowment  for  Children's  Educational 
TelfTv-ision  (NECET). 

2.  Discussion  of  Draff  NECET  Notice  of 
Availability  of  Funds,  the  public 
announcement  of  the  availability  of  funding 
for  the  creation  and  production  of  children's 
educational  television  programming. 

3.  Future  Meeting  Dates  and  Agenda  Items. 

4.  Other  Items  for  Discussion. 

PUBLIC  participation:  The  meeting  will 
be  open  to  the  public,  with  limited 
seating  available  on  a  first-come,  first- 
served  basis. 
Gregory  F.  Chapados, 

Assistant  Secretary  for  Communications  and 
Information. 
IFR  Doc.  93-480  Filed  1-8-93.  8:45  ami 

BILUNG  CODE  3S10-«0-M 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Announcing  Settlement  on  Import 
Limits  and  a  Guaranteed  Access  Level 
for  Certain  Wool  Textile  Products 
Produced  or  Manufactured  in  the 
Dominican  Republic 

]iinuar>-5, 1993. 

AGBiCY:  Committee  for  the 

Implementation  of  Textile  Agreements 

(CITA). 

ACTION:  Issuing  a  directive  to  the 

Commissioner  of  Customs  establishing  a 

limit  and  announcing  a  guaranteed 

access  level. 

EFFECTIVE  DATE:  January  12.  1993. 
FOR  FURTHER  INFORMATION  CONTACT: 

Naomi  Freeman,  International  Trade 
Specialist,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-4212.  For  information  on  the 
quota  status  of  this  limit,  refer  to  the 
Quota  Status  Reports  posted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-5850.  For  information  on 


embargoes  and  quota  re-openings,  call 
(202)  482-3715. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Executive  Order  11651  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C.  1854). 

In  a  Memorandum  of  Understanding 
(MOU)  dated  December  22, 1992, 
between  the  Governments  of  the  United 
States  and  the  Dominican  Republic 
agreement  was  reached  agreement  to 
establish  a  limit  for  wool  textile 
products  in  Category  443  for  the  periods 
September  30, 1992  through  January  31, 
1993,  February  1,  1993  through 
December  31, 1993,  and  January  1, 1994 
through  December  31, 1994. 

Also,  the  two  governments  agreed  to 
establish  a  guaranteed  access  level 
(GAL)  for  Category  443  for  the  periods 
February  1.  1993  through  December  31, 
1993,  and  January  1, 1994  through 
December  31, 1994. 

Beginning  on  January  15, 1993,  the 
U.S.  Customs  Service  will  start  signing 
the  first  section  of  the  form  ITA-370P 
for  shipments  of  U.S.  formed  and  cut 
parts  in  Category  443  that  are  destined 
for  the  Dominican  Republic  and  subject 
to  the  GAL  established  for  Category  443 
for  the  period  beginning  on  February  1. 
1993  and  extending  through  December 
31, 1993.  These  products  are  governed 
by  Harmonized  "Tariff  item  number 
9802.00.8010  and  chapter  61  Statistical 
Note  5  and  chapter  62  Statistical  Note 
3  of  the  Harmonized  Tariff  Schedule. 
Interested  parties  should  be  aware  that 
shipments  of  cut  parts  in  Category  443 
must  be  accompanied  by  a  form  ITA- 
370P,  signed  by  a  U.S.  Customs  officer, 
prior  to  export  from  the  United  States 
for  assembly  in  the  Dominican  Republic 
in  order  to  qualify  for  entry  under  the 
Special  Access  Program. 

In  the  letter  published  below,  the 
Chairman  of  CITA  directs  the 
Commissioner  of  Customs  to  establish  a 
limit  for  Category  443  for  the  period 
beginning  on  September  30, 1992  and 
extending  through  January  31, 1993  and 
to  begin  signing  the  first  section  of  form 
ITA-370P. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  56  FR  60101, 
published  on  November  27, 1991;  and 
57  FR  54976,  published  on  November 
23,  1992).  Also  see  57  FR  47328, 
published  on  October  15, 1992. 

Requirements  for  participation  in  the 
Special  Access  Program  are  available  in 
Federal  Register  notices  51  FR  21208, 


published  on  June  11,  1986;  52  FR  6594, 
published  on  March  4,  1987;  52  FR 
26057,  published  on  July  10, 1987;  and 
54  FR  50425,  published  on  December  6. 
1989. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  the  MOU,  but  are 
designed  to  assist  only  in  the 
implementation  of  certain  of  its 
provisions. 
).  Hayden  Boyd, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 
Agreements 

January  5, 1993. 

Commissioner  of  Customs, 
Department  of  the  Treasury,  Washington,  DC 
20229. 

Dear  Commissioner:  Under  the  terms  of 
section  204  of  the  Agricultural  Act  of  1956, 
as  amended  (7  U.S.C.  1854),  and  the 
Arrangement  Regarding  International  Trade 
in  Textiles  done  at  Geneva  on  December  20, 
1973,  as  further  extended  on  July  31. 1991; 
pursuant  to  the  Memorandum  of 
Understanding  (MOU)  dated  December  22. 
1992  lietween  the  Governments  of  the  United 
States  and  the  Dominican  Republic;  and  in 
accordance  with  the  provisions  of  Executive 
Order  11651  of  March  3, 1972,  as  amended, 
you  are  directed  to  prohibit,  effective  on 
January  12, 1993,  entry  into  the  United  States 
for  consumption  and  withdrawal  from 
warehouse  for  consiunption  of  wool  textile 
products  in  Category  443,  produced  or 
manufactured  in  the  Dominican  Republic 
and  exported  during  the  four-month  period 
beginning  on  September  30, 1992  and 
extending  through  January  31. 1993,  in 
excess  of  49,352  numbers '. 

The  limit  set  forth  above  is  subject  to 
adjustment  in  the  future  pursuant  to  the 
provisions  of  the  MOU  dated  December  22, 
1992  between  the  Governments  of  the  United 
States  and  the  Dominican  Republic. 

For  the  import  period  Septemt)er  30, 1992 
through  Octot)er  31, 1992,  you  are  directed  to 
charge  14,992  numbers  to  the  limit 
established  in  this  directive  for  Category  44  J. 

Beginning  on  January  15. 1993,  the  U.S. 
Customs  Service  is  directed  to  start  signing 
the  first  section  of  the  form  ITA-370P  for 
shipments  of  U.S.  formed  and  cut  parts  in 
Category  443  that  are  destined  for  the 
Dominican  Republic  and  re-exported  to  the 
United  States  on  and  after  February  1, 1993. 

In  carrying  out  the  above  directions,  the 
Commissioner  of  Customs  should  construe 
entry  into  the  United  States  for  consumption 
to  include  entry  for  consumption  into  the 
Commonwealth  of  Puerto  Rico. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  afiairs 
exception  of  the  rulemaking  provisions  of  5 
U.S.C.  553(a)(1). 


■  The  limit  has  not  been  adjusted  to  account  foi 
any  imports  exported  after  Septeml>er  29. 1992. 
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Sincerely. 
J  Hayden  Boyd, 

Acting  Chairman.  CommiUee  for  the 
ln:p!en}entation  of  Textile  Agreements. 
IFR  Doc.  93-467  Filed  l-»-93:  8:45  ami 

BH.IJKG  COOe  3810-OW-F 


DEPARTMEMT  OF  DEFENSE 

Department  o*  the  Army 

Board  of  Visitors,  United  Stales 
Military  Academy;  Open  Meeting 

In  accordance  with  section  10(a)  (20) 
of  the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463),  announcement  is 
made  of  the  following  meeting: 

Name  of  Committee:  Board  of  Visitors. 
United  Slates  Military  Academy 

Dofe  of  Meetings:  24  February  1993 

Piace  ofS4eeting:  Washington.  DC 

Start  Time  of  Meeting:  H  a.m. 

Proposed  Agenda:  Election  of  ofTicers; 
selection  of  Executive  Committee,  scheduling 
of  meetings  for  remainder  of  year;  and 
identification  of  areas  of  interest  for  1993. 

All  proceedings  are  open.  For  further 
information  contact  Lieutenant  Colonel 
Stephen  R.  Furr,  United  States  Military 
Academy.  West  Point.  New  York  10996- 
5000.  (914)  938-5870. 
KeniMth  L.  Denton. 
Army  Federal  Register  Liaison  Officer 
IFR  Doc.  93-466  Filed  l-«-93:  845  am) 

BILUNC  COOC  371(M)»-M 


ATTN:  JALSIP  (Earl  T.  Reichert).  901 

North  Stuart  Street.  Arlington,  VA 

22203-1837. 

FOR  FUHTMCT  momAVOH  CONTACT:  Earl 

T.  Reichert.  (703)  696-8113. 

Kenneth  L.  Denton. 

Army  Federal  Begfster  Uaison  Office. 

IFR  Doc.  93-464  Filed  1-8-93.  8:45  ami 

BILLMO  COOe  371»-<»-M 


Intellectual  Property  Law  Division.  901 
North  Stuart  Street,  suite  400.  A.-llngton. 
VA  22203-1837. 

FOR  FURTHER  INFORilATIOM  COWTACT: 
Mr.  Earl  T.  Reichert.  (703)  696-8113. 

Kenneth  L.  Denton, 

Army  Federal  Register  Uaison  Officer. 
IFR  Doc.  93-465  Filed  1-8-93;  8:45  am) 
BiLUNG  COOf  WIO-Oe-M 


Imposition  of  Secrecy  Orders  on 
Patent  Applications  Under  Secrecy  Act 

agency:  OfTice  of  the  Army  Judge 

Advocate  General,  DOD. 

ACTION:  Notice  of  proposed  action. 


Intent  To  Grant  an  Exclusive  License 
to  Elan  Pharmaceutical  Research  Corp. 

agency:  Office  of  the  Army  Judge 
Advocate  General,  DOD. 
ACTION:  Notice  of  intent. 


In  compliance  with  37  CFR  404  el 
seq..  the  Department  of  the  Army  hereby 
gives  notice  of  its  intent  to  grant  to  Elan 
Pharmaceutical  Research  Corporation,  a 
corporation  having  its  principal  place  of 
business  at  1300  Gould  Drive, 
Gainesville,  GA  30504.  an  exclusive 
license  under  U.S.  Patent  Application 
SN  07,779/744,  entitled  "Composition 
and  Method  for  Therapy  and  Prevention 
of  Cancer.  AIDS,  and  Anemia."  Anyone 
wishing  to  object  to  the  grant  of  this 
license  has  60  days  from  the  date  of  this 
notice  to  file  written  objections  along 
with  supporting  evidence,  if  any. 
EFFECTIVE  DATE:  This  grant  of  exclusive 
license  becomes  effective  on  the  61st 
day  after  the  publishing  date  in  the 
Federal  Register  unless  otherwise 
rescinded  or  changed. 
ADDRESSES:  Send  or  objectives  to 
Intellectual  Property  Law  Division. 
Office  of  the  Judge  Advocate  General. 


SUMMARY:  Section  181  of  title  35  U.S. 
Code  provides  that  the  Commissioner  of 
Patents,  upon  being  notified  by  an 
interested  agency  that  the  publication  of 
an  invention  by  the  grant  of  a  patent  on 
a  pending  patent  application  might,  or 
would,  be  detrimental  to  the  national 
security,  shall  order  that  the  invention 
be  kept  secret  and  shall  withhold  the 
issuance  of  a  patent  for  such  period  as 
the  national  interest  requires  by  the 
issuance  of  Secrecy  Orders. 

By  Chapter  of  28  September  1953,  ttie 
Secretaries  of  the  Army,  Navy  and  Air 
Force  delegated  to  the  Armed  Services 
Patent  Advisory  Board  (ASPAB).  a  joint 
agency  of  the  three  military 
departments,  the  authority  to 
recommend  the  imposition  of  such 
Security  Orders. 

In  1985,  ASPAB  began  recommending 
the  imposition  of  Secrecy  Orders  on 
unclassified  patent  applications  which 
may  be  export  controlled  based  on  the 
guidelines  contained  in  the  Military 
Critical  Technologies  List  (MCTLl. 

A  report  issued  by  the  Advisory  Panel 
on  the  National  Defense  Authorition  Act 
in  July  1992.  and  a  report  issued  in 
August  1992  by  the  Advisory 
Commission  on  Patent  Law  Reform, 
have  both  questioned  the  practice  of 
using  the  MCTL  to  implement  unilateral 
export  controls  in  a  manner  inconsistent 
with  criteria  established  for  export  of 
technical  data  by  the  Departments  of 
State  and  Commerce. 

At  a  meeting  on  26  October  1992 
ASPAB  adopted  the  following  motion: 
Members  of  ASPAB  will  discontinue  the 
use  of  the  MCTL  or  export  control  regulations 
as  a  basis  to  impose  or  renew  secrecy  orders 
on  U.S.  patent  applications.  They  will  rely 
primarily  on  classification  guides  in 
determining  whether  publication  or 
disclosure  by  the  grant  of  a  patent  on  an 
invention  contained  in  a  U.S.  patent 
application  would  be  detrimental  to  the 
national  security. 

ADDRESSES:  Forward  written  comments 
within  30  days  to:  ASPAB.  U.S.  Army 


DEPAFTTMENT  OF  EDUCATION 

Educational  Research  Grant  Program: 
improved  Assessments  of  K-12 
Student  Pertormance  arnl  Slate 
Systemic  Educatior»al  Raforms 

AGENCY:  Department  of  Education. 
ACTION:  Withdrawal  of  notices  of 

proposed  priorities. 


SUMMARY:  The  Secretary  withdraws 
notices  of  proposed  priorities  for 
Educational  Research  Grant  Program; 
Improved  Assessments  of  K-12  Student 
Performance  published  on  August  3. 
1992  (57  FR  34170)  and  Educational 
Research  Grant  Program:  State  Systemic 
Educational  Reforms  published  on 
August  11, 1992  (57  FR  35956).  The 
Secretary  withdraws  these  proposed 
priorities  because  no  funds  are  available 
for  fiscal  year  1993  to  .support  awards 
under  these  priorities. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Joseph  Conaty.  U.S.  Department  of 
Education.  Office  of  Educational 
Research  and  Development.  555  New 
Jersey  Avenue,  NW..  room  610. 
Washington,  DC  20208-5573. 
Telephone:  (202)  219-2079.  Deaf  and 
hearing  impaired  individuals  may  call 
the  Federal  Dual  Party  Relay  Service  at 
l-flOO-877-8339  (in  the  Washington. 
DC  202  area  code,  telephone  708-9300) 
between  8  a.m.  and  7  p.m..  Eastern  time. 

Dated:  December  31 .  1992. 
Lamar  Alexander, 
Secretary  of  Education. 
(Catalog  of  Federal  Domestic  Assistance 
Number  84.117.  Educational  Research  Grant 
Program) 
|FK  Doc.  93-460  Filed  1-8-93;  8:45  am) 

BILUNG  COOe  «Q00-01-I» 


National  Assessment  Governing 
Board;  Meetings 

AGENCY:  National  As.sessment 
Governing  Board;  Education. 
ACTION:  Notice  of  closed  meetings. 

summary:  This  notice  sets  forth  the 
schedule  and  proposed  .igenda  of 
forthcoming  meetings  of  the 
Achievement  Levels  Committee, 


Executive  C 
National  As 
This  notice 
of  the  Board 
is  required  i 
Federal  Ad\ 
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Usistance 
Research  Grant 


Executive  Committee,  and  the  full 
National  Assessment  Governing  Board. 
This  notice  also  describes  the  ftinctions 
of  the  Board.  Notice  of  these  meetings 
is  required  under  section  10(a)(2)  of  the 
Federal  Advisory  Committee  Act. 

Date:  Janifary  12,  January  13,  and  January 
14,  1993. 

Time.  January  12, 1993 — Achievement 
Levels  Committee,  noon  to  4  p.m.  (closed); 

January  13. 1993 — Executive  Committee,  3 
p.m.  to  4:30  p.m.  (closed); 

January  14, 1993 — Full  Board,  1  p.m.  to  3 
p.m.  (closed). 

LOCATION:  January  12,  Phoenix  Park 
Hotel.  Washington,  DC;  January  13  and 
14,  teleconferences.  National 
Assessment  Governing  Board,  800  North 
Capitol  Street,  NVV.,  Suite  825. 
Washington.  DC. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mary  Ann  Wilmer,  Operations  Officer, 
National  Assessment  Governing  Board, 
Suite  825,  800  North  Capitol  Street, 
NW.,  Washington,  DC.  20002-4233. 
Telephone:  (202)  357-6938. 
SUPPLEMENTARY  INFORMATION:  The 
National  Assessment  Governing  Board 
was  establislied  under  section  406(i)  of 
the  General  Education  Provisions  Act 
(GEPA)  as  amended  by  section  3403  of 
the  National  Assessment  of  Educational 
Progress  Improvement  Act  (NAEP 
Improvement  Act),  Title  III-C  of  the 
Augustus  F.  Hawkins — Robert  T. 
Stafford  Elementary  and  Secondary 
School  Improvement  Amendments  of 
1988  (Pub.  L.  100-297).  (20  U.S.C. 
1221e-l). 

The  Board  is  established  to  formulate 
policy  guidelines  for  the  National 
Assessment  of  Educational  Progress. 
The  Board  is  responsible  for  selecting 
subject  areas  to  be  assessed,  developing 
assessment  objectives,  identifying 
appropriate  achievement  goals  for  each 
grade  and  subject  tested,  and 
establishing  standards  and  procedures 
for  interstate  and  national  comparisons. 

On  January  12, 1993,  the 
Achievement  Levels  Committee  of  the 
National  Assessment  Governing  Board 
will  meet  from  noon  until  4  p.m.  This 
meeting  will  be  closed  to  the  public  to 
permit  the  Committee  to  review 
preliminary,  unreleased  data  from  the 
1992  reading  assessment.  Upon  the 
completion  of  the  review  of  this  data, 
the  Committee  will  formulate  a 
recommendation  for  action  by  the 
Executive  Committee. 

On  January  13  at  3  p.m.,  a  joint 
teleconference  of  the  Achievement 
Levels  Committee  and  the  Executive 
Committee  will  be  held  in  closed 
session.  During  the  joint  meeting,  the 
Executive  Committee  will  review  the 
recommendations  from  the 


Achievement  Levels  Committee 
regarding  the  setting  of  "cut  scores"  for 
the  1992  reading  assessment.  The 
Executive  Committee  will  discuss  these 
recommendations  and,  if  appropriate, 
formulate  a  final  recommendation  for 
action  by  the  full  Board.  Discussions 
during  these  two  meetings  will  include 
references  to  specific  items  from  the 
assessment,  the  disclosure  of  which 
would  significantly  frustrate 
implementation  of  the  NAEP. 

The  results  of  the  assessment  must  be 
presented  in  closed  session  because 
reference  may  be  made  to  data  which 
may  be  incorrect,  incomplete,  or 
misinterpreted.  Premature  disclosure  of 
this  data  might  significantly  frustrate 
implementation  of  a  proposed  agency 
action.  Such  matters  are  protected  by 
exemption  9(B)  of  section  552b(c)  of 
title  5  U.S.C. 

The  full  Board  will  convene  via 
telephone  conference  in  closed  session 
from  1  p.m.  to  3  p.m.  on  January  14, 
1993,  to  review  the  recommendation 
from  the  joint  Achievement  Levels  and 
Executive  Committee  meeting,  and  to 
take  final  action  on  the  achievement 
levels  for  the  1992  reading  assessment. 
The  meeting  will  be  closed  to  the  public 
because  the  Board's  deliberations  will 
involve  the  review  of  preliminary 
unreleased  data  from  the  1992  reading 
assessment.  The  discussion  will  include 
references  to  specific  items  from  the 
assessment,  the  disclosure  of  which 
would  significantly  ft^strate 
implementation  of  the  NAEP.  The 
results  of  the  assessment  must  be 
presented  in  closed  session  because 
reference  may  be  made  to  data  which 
may  be  incorrect,  incomplete,  or 
misinterpreted.  Premature  disclosure  ef 
these  data  might  significantly  fiiistrate 
implementation  of  a  proposed  agency 
action.  Such  matters  are  protected  by 
exemption  9(B)  of  section  552b(c)  of 
title  5  U.S.C. 

The  public  is  being  given  less  than 
fifteen  days  notice  of  this  meeting  since 
the  committees'  schedules  and  project 
timeliness  did  not  allow  the  meeting  to 
be  set  earlier. 

A  summary  of  the  activities  at  the 
closed  portion  of  the  meeting  and 
related  matters,  which  are  informative 
to  the  pubic  consistent  with  the  policy 
of  5  U.S.C.  will  be  available  to  the 
public  within  fourteen  days  after  the 
meeting. 

Records  are  kept  of  all  Board 
proceedings  and  are  available  for  public 
inspection  at  the  U.S.  Department  of 
Education,  National  Assessment 
Governing  Board,  suite  825,  800  North 


Capitol  Street,  NW..  Washington,  DC. 
from  8:30  a.m.  to  5  p.m. 
Roy  Truby. 

Executive  Director,  National  Assessment 
Governing  Board. 

[FR  Doc.  93-589  Filed  1-6-93;  8:45  am] 

BILUNC  CODE  4000-01 -H 


DEPARTMENT  OF  ENERGY 

Secretary  of  Energy  Advieory  Board 
Task  Force  on  Radioactive  Wacte 
Management;  Opportunity  to  Review 
and  Comment  on  Draft  Taak  Force 
Report 

Pursuant  to  the  Charter  of  the 
Secretary  of  Energy  Advisory  Board, 
notice  is  hereby  given  of  the 
opportunity  to  review  and  comment  on 
the  draft  report  of  the  Secretary  of 
Energy  Advisory  Board  Task  Force  on 
Radioactive  Waste  Management.  The 
draft  report  contains  the  Task  Force's 
recommendations  to  the  Secretary  of 
Energy  on  measures  the  Department  of 
Energy  might  take  to  strengthen  public 
trust  and  confidence  in  its  radioactive 
waste  management  activities. 

The  draft  report  will  be  available  for 
review  and  copying  in  the  Public 
Reading  Room,  lE-190  Forrestal 
Building,  1000  Independence  Avenue, 
SW.,  Washington,  DC,  between  9  a.m. 
and  4  p.m.  Monday  through  Friday, 
except  Federal  Holidays.  Single  copies 
of  the  report  will  be  available  upon 
request  by  calling  (202)  586-7092. 

Persons  wishing  to  submit  written 
comment  on  the  report  should  forward 
them  to  the  individual  listed  below  by 
Thursday,  March  11, 1993,  in  order  to 
receive  full  consideration. 

Contact:  Dr.  Daniel  Metlay, 
Designated  Federal  Officer,  Secretary  of 
Energy  Advisory  Board,  AC-1, 1000 
Independence  Avenue,  SW., 
Washington  DC.,  20585.  (202)  586-7092. 

Issued:  Washington,  DC.  on:  January  6, 
1993. 

Marcia  L.  Morris, 

Deputy  Advisory  Committee  Management 
Officer. 
[FR  Doc.  93-548  Filed  1-8-93;  8:45  am) 

MLUNQ  CODE  e460-01-M 


Office  of  Energy  Reaearch 

Energy  Reaearch  Fiiuincial  Aaaistance 
Program  Notice  9^-06:  Mid-lortltude 
Atmoapheric  Ozone/UV-B  Survey: 
Trenda,  Diatributiona,  and  Chemical 
Determlnanta 

AGENCY:  Department  of  Energy  (DOE). 
ACTION:  Notice  inviting  grant 
applications. 
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summary:  The  Office  of  Health  and 
Environmental  Reseerch  (OHER)  of  the 
Department  of  Energy  (IX)E)  hereby 
announces  its  interest  in  receiving 
applications  to  support  EXDE's 
evaluation  of  atmospheric  ozone  trends 
and  distributions,  the  chemical 
determinants  of  atmospheric  ozone 
concentrations,  and  the  resulting 
perturbations  of  surface  UV-B  fluxes. 
The  research  activities  conducted  under 
this  solicitation  will  focus  specifically 
on  mid-latitude  phenomena,  and  will 
include  analysis  of  ozone  in  the  remote 
free  troposphere  as  well  as  in  the 
stratosphere.  The  remote  free 
troposphere  is  defined  for  this  program 
as  that  portion  of  the  troposphere  that 
exists  above  the  planetary  boundary 
layer  and  at  extended  distances  from 
concentrated  anthropogenic  pollution 
sources,  such  as  urban  areas  and 
industrial  complexes. 
DATES:  Formal  applications  submitted  in 
response  to  this  notice  must  be  received 
by  the  Acquisition  and  Assistance 
Management  Division  by  4:30  p.m.. 
March  2, 1993.  to  be  accepted  for  a 
merit  review  in  April  1993  and  to 
permit  timely  coordination  for  award  in 
fiscal  year  1993. 

ADDRESSES:  The  application  kit  and 
guide  for  the  ER  Special  Research  Grant 
Program  is  available  from  the  U.S. 
Department  of  Energy,  Office  of  Health 
and  Environmental  Research. 
Environmental  Sciences  Divisicin,  ER- 
74.  Washington.  DC  20585.  Telephone 
requests  may  be  made  by  calling  (301) 
903-4208.  Formal  apphcations 
referencing  Program  Notice  93-06 
should  be  forwarded  to:  U.S. 
Department  of  Energy.  Office  of  Energy 
Research,  Acquisition  and  Assistance 
Management  Division,  ER-64, 
Washington,  DC  20585.  ATTN:  Program 
Notice  93-06.  The  following  address 
must  be  used  when  submitting 
applications  by  U.S.  Postal  Service 
Express,  any  commercial  mail  delivery 
service,  or  when  hand  carried  by  the 
applicant:  U.S.  Department  of  Energy. 
Office  of  Energy  Research.  Acquisition 
and  Assistance  Management  Division, 
ER-64. 19901  Germantown  Road. 
Germantown.  MD  20874. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Michael  Riches.  Office  of  Health 
and  Environmental  Research, 
Environmental  Sciences  Division,  ER- 
74.  Washington,  DC  20585,  (301)  903- 
3264  or  by  C»<NET  at  M.  RICHES. 
SUPfLEMENTARY  MFORMATION:  This 
solicitation  is  funded  under  the  Ozone 
Project  of  the  DOE  Atmospheric 
Chemistry  Program  (ACP).  (Supporting 
documentation  for  the  Ozone  Project  is 
available  in  the  draft  report  entitled 


Overview  of  the  ACP's  Ozone  Project, 
December  1992,  and  is  available  upon 
request  from  the  office  listed  in 
"AOOncSSES"  section  of  this  notice.)  The 
research  is  divided  into  two 
components,  the  first  addressing  ozone 
and  UV-B  trends,  and  the  second 
dealing  with  reaction  chemistry. 
Applications  directed  towards  the  first 
research  component  must  address  one 
or  more  of  the  following  general 
questions: 

(1)  How  reliable  are  the  data  currently 
used  to  evaluate  vertical  ozone 
distributions,  ozone  column  loadings, 
and  their  trwids?  , 

(a)  What  are  the  errors  associated  with 
existing  instnunentation.  especially 
those  involving  altitude  dependencies, 
chemical  interferents,  data-reduction 
algorithms,  and  physical  interferents 
(e.g.  clouds  and  aerosols)? 

(b)  What  are  the  probable  errors 
associated  with  measurement 
procedures  and  their  changes? 

(c)  What  are  the  statistical  (sampling) 
errors  associated  with  the  sparse 
existing  data  set? 

(2)  How  can  the  existing  ozone  data 
base  be  applied,  possibly  in  conjunction 
with  concurrent  data  tMses  for  other 
atmospheric  properties,  to  maximize 
reliable  information  regarding 
distributions,  column  loadings,  and 

trends? 

(3)  What  modifications  to  existing 
techniques  and  procedures  can  be  made 
to  increase  the  value  of  future  data 
regarding  ozone  distributions  and 

trends? 

(4)  How  reliable  are  the  data  currently 
used  to  evaluate  surface-level  UV-B 
fluxes  and  their  trends? 

(a)  What  are  the  errors  associated  with 
existing  instrumentation,  especially 
those  involving  physical  and  chemical 
interferents,  sensitivity  drift,  and 
wavelength  resolution? 

(b)  What  are  the  probable  errors 
associated  with  procedural  activities? 

(c)  What  are  the  statistical  (sampling) 
errors  associated  wfth  the  sparse 
existing  data  set? 

(5)  How  can  this  exisfmg  UV-B  data 
base  be  applied,  possibly  in  conjunction 
with  concurrent  observations  of  other 
atmospheric  properties,  to  maximize 
reliable  information  regarding  surface 
fluxes  and  their  trends? 

(6)  What  modifications  to  existing 
techniques  and  procedures  can  be  made 
to  increase  the  value  of  future  data 
regarding  UV-B  surface  fluxes  and 

trends? 

Although  individual  research 
applications  are  expected  to  deal  with 
subsets  of  these  questions,  the  goal  is 
that  the  funded  applications  will 
provide  a  complete  as  possible 


evaluation  of  all  primary  surface  L'V-B 
and  ozone  measurement  methods, 
including  surface-based  and  satellite 
remote  sensing,  balloon  platforms,  and 
rocket-based  measurement  systems. 
Total  ozone  column  measurements,  as 
well  as  ozone  profiling  measnrements 
will  be  included.  The  application  of 
combined  data  sets  (e.g.  for  co-existing 
pollutants,  clouds,  etc.)  for  interpretive 
analyses  is  encouraged. 

The  second  component  of  this 
research  addresses  sensitivities  and 
uncertainties  associated  with  chemical- 
kinetics  parameterizations  currently 
being  used  for  simulating  ozone 
formation/destruction  chemistry  in 
global  models.  In  essence  this 
component  is  intended  to  examine 
existing  kinetics  parameterizations 
under  various  temperature,  pressure, 
pollutant-mix.  and  radiative  conditions 

to  evaluate: 

•  Sensitivities  of  predicted  ozone 
concentrations  (or  reaction  rates)  to  rate- 
coefficient  values  for  each  of  the 
reactions  simulated  in  a  chosen 
parameterization; 

•  Sensitivities  of  predicted  ozone 
concentrations  (or  reaction  rates)  to 
temperature,  pressure,  pollutant-mix, 
and  radiative  conditions; 

•  Uncertainties  associated  with  the 
values  of  these  parameters;  and 

•  The  collective  uncertainty  in  ozone 
concentration  (or  reaction  rate) 
corresponding  to  these  individual 
sensitivity/uncertainty  values. 

This  second  research  component  Is 
not  intended  to  involve  the  use  of 
multidimensional  transport  models.  It 
focuses,  rather,  on  the  reaction-kinetics 
components  of  these  models,  which  can 
be  executed  essentially  as  zero- 
dimensional,  time-variant  simulations, 
using  state-of-the-art  sensitivity  analysis 
techniques.  Applications  addressing 
this  component  should  explicitly  state 
the  scientific  approach  to  be  followed, 
including  the  reaction-kinetics 
parameterizations  to  be  investigated, 
parameters  and  parameter  ranges  to  be 
scrutinized,  the  statistical  basis  for  the 
parametric  experiment  design,  the 
sensitivity-analysis  technique  to  be 
applied,  and  the  techniques  to  be  used 
for  aggregating  individual  imcertainties 
to  obtain  composite  values. 

It  is  anticipated  that  three  to  five 
grants  will  be  awarded  for  a  3-year 
period  during  FY  1993.  Contingent 
upon  availability  of  appropriated  funds, 
approximately  $1M  per  year  is 
expected. 

Information  about  submission  of 
applications,  eligibility,  limitations, 
evaluation  and  selection  processes,  and 
other  policies  and  procedures  may  be 
found  in  the  ER  Special  Research  Grant 
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Application  Kit  and  Guide  and  10  CFR 
Part  605. 

The  Catalog  of  Federal  Domestic 
Assistance  Number  for  this  program  is 
81.049. 

Issued  in  Washington,  DC,  on  December 
30. 1992. 
D.D.  Mayhew, 

Director,  Office  of  Management,  Office  of 
Energy  Research. 
|FR  Doc.  93-549  Filed  l-a-93;  8:45  ami 

BILLING  CODE  MSO-OI-M 


Federal  Energy  Regulatory 
Commission 

[Project  Nos.  10395, 10646, 11053  lUntucky] 

The  City  of  Augusta,  et  al.;  Availability 
of  Environmental  Assessment 

January  5, 1993 

In  accordance  with  the  National 
Environmental  Policy  Act  of  1969  and 
the  Federal  Energy  Regulatory 
Commission's  (Commission's) 
regulations,  18  CFR  part  380  (Order  No. 
486,  52  FR  47897).  the  Office  of 
Hydropower  Licensing  has  reviewed  the 
competing  applications  for  major 
license  for  the  proposed  Meldahl 
Hydroelectric  Project  located  on  the 
Ohio  River  in  Bracken  County,  near  the 
City  of  Augusta,  Kentucky,  and  has 
prepared  a  Comparative  Environmental 
Assessment  (CEA)  for  the  proposed 
project.  In  the  CEA.  the  Commission's 
staff  has  analyzed  the  potential 
environmental  impacts  of  the  proposed 
project  and  has  concluded  that  approval 
of  the  proposed  project,  with 
appropriate  mitigative  measures,  would 
not  constitute  a  major  Federal  action 
significantly  affecting  the  quality  of  the 
human  enviroment. 

Copies  of  the  CEA  are  available  for 
review  in  the  Public  Reference  Branch, 
room  3308,  of  the  Commission's  offices 
at  941  North  Capitol  Street,  NE., 
Washington,  DC  20426. 
LinwDod  A.  Watson,  Jr., 
Acting  Secretary. 
|FR  Doc.  93-504  Filed  1-8-93;  8:45  ami 

BILUNG  CODE  8717-01-M 


[Docket  No.  TM-3-9-20-000] 

Algonquin  Gas  Transmission  Co.; 
Proposed  Changes  in  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that  Algonquin  Gas 
Transmission  Company  ("Algonquin") 
on  December  30, 1992,  tendered  for 
frline  proposed  changes  in  its  FERC  Gas 
Tariff,  Third  Revised  Volume  No.  1,  as 


set  forth  in  the  following  revised  tariff 
sheets: 

Proposed  to  be  e£fective  December  1 ,  1992 

1  Rev  12  Rev  Sheet  No.  41 

1  Rev  12  Rev  Sheet  No.  42 

Algonquin  states  that  the  revised  tariff 
sheets  flow  through  rate  changes  in 
Texas  Eastern  Transmission 
Corporation's  ("Texas  Eastern's")  Rate 
Schedules  SS-2  and  SS-3,  which 
underlie  Algonquin's  Rate  Schedule 
STB  and  SS-III,  respectively.  Pursuant 
to  section  10  of  Rate  Schedule  STB  and 
section  9  of  Rate  Schedule  SS-m  in 
Algonquin's  FERC  Gas  Tariff,  Third 
Revised  Volume  No.  1,  Algonquin  is 
hereby  filing  the  above  sheets  to  track 
the  latest  changes  filed  by  Texas  Eastern 
on  October  28, 1992. 

Algonquin  further  states  that  Texas 
Eastern  made  its  October  28  filing  to 
comply  with  the  terms  and  conditions 
of  the  Commission  approved  Stipulation 
and  Agreement  ("S&A")  in  Docket  No. 
RP88-067  Phase  II  (PCB's).  The 
Commission  found  the  tariff  sheets  to  be 
in  satisfactory  compliance  with  the  S&A 
and  approved  them  on  December  16, 
1992. 

Algonquin  notes  that  copies  of  this 
filing  were  served  upon  each  affected 
party  and  interested  state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington. 
E>C  20426,  in  accordance  with  sections 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Lin  wood  A.  Watson,  Jr., 
Acting  Secretary. 
(FR  Doc.  93-507  Filed  1-8-93;  8:45  ami 

BILLING  CODE  (TIT-OI-M 


[Docket  No.  RPS3-68-000] 

ANR  Pipeline  Co.;  Proposed  Changes 
in  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that  ANR  Pipeline 
Company  ("ANR"),  on  December  30, 
1992  tendered  for  filing  as  part  of  its 
First  Revised  Volume  No.  1-A  of  its 


FERC  Gas  Tariff,  six  copies  of  First 
Revised  Sheet  Nos.  67  and  68. 

ANR  states  that  the  referenced  tariff 
sheets  are  being  submitted  to  reflect  a 
change  in  ANR's  Order  No.  497 
Electronic  Bulletin  Board  access 
procedures.  ANR  has  requested  that  the 
Commission  accept  the  tendered  tariff 
sheets  to  become  effective  January  4. 
1993. 

ANR  states  that  all  of  its  Volume  No. 
1-A  customers  and  interested  State 
Commission  have  been  apprised  of  this 
filing. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the 
Commission,  825  N.  Capitol  Street,  NE., 
Washington,  DC  20426  by  January  12, 
1993,  in  accordance  with  Rules  211  and 
214  of  the  Commission's  Rules  of 
Practice  and  Procedure  18  CFR  385.211 
and  385.214.  Protests  will  be  considered 
by  the  Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  application  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
[FR  Doc.  93-508  Filed  1-8-93;  8:45  am] 

BILUNG  CODE  1717-01-M 


[Docket  No.  TQ93-3-21-000;  TM93-8-21- 
000] 

Columbia  Gas  Transmission  Corp.; 
Proposed  Changes  in  FERC  Gas  Tariff 

January  5. 1993. 

Take  notice  that  Columbia  Gas 
Transmission  Corporation  (Columbia) 
on  December  31. 1992.  tendered  for 
filing  the  following  proposed  changes  to 
its  FERC  Gas  Tariff,  First  Revised 
Volume  No.  1  to  be  effective  February 
1, 1993. 

Thirty-first  Revised  Sheet  No.  26 
Twenty-fourth  Revised  Sheet  No.  26.1 
Twenty-ninth  Revised  Sheet  No.  26A 
Twenty-fourth  Revised  Sheet  No.  26A.1 
Twenty-fifth  Revised  Sheet  No.  268 
Twentieth  Revised  Sheet  No.  26B.1 
Twenty-seventh  Revised  Sheet  No.  26C 
Fourteenth  Revised  Sheet  No.  26C.1 
Twenty-first  Revised  Sheet  No.  26D 
Twenty-eight  Revised  Sheet  No.  163 

Columbia  states  the  sales  rates  set 
forth  on  Twenty-fourth  Revised  Sheet 
No.  26.1  reflect  a  decrease  of  13.16(  per 
Dth  in  the  commodity  rate  and  an 
overall  increase  of  $0,485  per  Dth  in  the 
total  demand  rate  when  compared  with 
the  total  CDS  rates  filed  in  Columbia's 
January  1, 1993  Interim  PGA  which  wai. 
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filed  on  December  30, 1992  in  Docket 
No.  TF93-3-21.  The  transportation  rates 
set  forth  on  Fourteenth  Revised  Sheet 
No.  26C.1  and  Twenty-first  Revised 
Sheet  No.  260  reflect  a  decrease  of  0.38C 
per  Dth  in  the  Fuel  Change  component. 

Columbia  states  that  copies  of  the 
filing  were  served  upon  Columbia's 
jurisdictional  customers  and  interested 
state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  Union 
Center  Plaza  Building,  825  North 
Capitol  Street,  NE..  Washington,  DC 
20426,  in  accordance  with  rules  211  and 
214  of  the  Commission's  Rules  of 
Practice  and  Procedure.  All  such 
motions  or  protests  should  be  filed  on 
or  before  January  12, 1993.  Protests  will 
be  considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  Columbia's  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
[PR  Doc.  93-509  Filed  l-«-93,  8:45  ami 

BtUJNG  C00€  •ri7-01-M 


[Docket  No.  TM93-3-33-0001 

El  Paso  Natural  Gas  Co.;  Tariff  Rling 

January  5. 1993 

take  notice  that  on  December  31, 
1992  El  Paso  Natural  Gas  Company  ("El 
Paso"),  gave  notice,  pursuant  to  part  154 
of  the  Federal  Energy  Regulatory 
Commission  ("Commission") 
Regulations  under  the  Natural  Gas  Act. 
of  a  revision  to  El  Paso's  Throughput 
Surcharge  subject  to  section  22,  Take-or- 
Pay  Buyout  and  Buydown  Cost 
Recovery,  contained  in  the  General 
Terms  and  Conditions  of  El  Paso's  First 
Revised  Volume  No.  1-A  Tariff.  El  Paso 
requests  that  the  tendered  tariff  sheets 
be  accepted  for  filing  and  permitted  to 
become  effective  February  1. 1993. 

El  Paso  stales  that  on  July  31, 1992  at 
Docket  No.  RP92-214-000.  El  Paso  filed 
a  general  rate  case  to  become  effective 
September  1. 1992.  In  the  filing.  El  Paso 
included  an  illustrative  Thoughput 
Surcharge  rate  of  $0.0450  per  dth  based 
upon  buyout  and  buydown  cost 
recovery  filings  made  up  to  such  filing 
date  and  an  annual  throughput 
underlying  El  Paso's  proposed  rates  of 
1,107.542.022  per  dth. 

El  Paso  stales  that  on  August  31. 1992 
at  Docket  No.  TM93-1-33-000.  El  Paso 


filed,  among  other  things,  a  revision  to 
its  Throughput  Surcharge  effective 
October  1. 1992.  In  such  filing  El  Paso 
revised  the  Throughput  Surcharge  to 
$0.0349  per  dth  and  stated  that  it  had 
used  throughput  levels  for  purposes  of 
the  filing  based  upon  the  throughput 
levels  underlying  its  currently  effective 
rates  at  Docket  No.  RP9 1-1 88-000. 
Additionally.  El  Paso  stated  in  such 
filing  that  it  would  file,  with 
appropriate  notice  as  required  by  the 
Commission's  Regulations,  a 
Throughput  Surcharge  rate  to  reflect  the 
throughput  levels  underlying  the  rates 
at  Docket  No.  RP92-214-000  to  be 
effective  upon  the  date  such  rates  are 
placed  into  effect.  By  order  issued 
September  30. 1992  at  Docket  No. 
TM93_1_33_000.  the  Commission 
accepted  El  Paso's  proposed 
Throughput  Surcharge  of  $0.0349  per 
dth  effective  October  1. 1992,  which  rate 
is  currently  in  effect. 

El  Paso  further  states  that  the 
tendered  tariff  sheets,  when  accepted  by 
the  Commission  and  permitted  to 
become  effective,  serve  to  update  the 
Throughput  Surcharge  based  on  the 
throughput  levels  underlying  El  Paso's 
proposed  rates  at  Docket  No.  RP92-214- 
000  which,  upon  motion,  will  become 
effective  February  1, 1993. 

El  Paso  states  that  copies  of  the  filing 
are  being  served  upon  all  of  El  Paso's 
interstate  pipeline  transportation  and 
sales  customers  and  all  interested  state 
regulatory  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street.  NE.,  Washington, 
DC  20426.  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
|FR  Doc.  93-510  Filed  1-8-93;  8:45  am) 

BU-UNG  CODE  «717-01-« 


[Docket  No.  RP93-57-000] 

El  Paso  Natural  Gas  Co.;  Tariff  Filing 

January  5. 1993 

Take  notice  that  on  December  30. 
1992,  El  Paso  Natural  Gas  Company  ("El 
Paso")  tendered  for  filing,  pursuant  to 
part  154  of  the  Federal  Energy 
Regulatory  Commission's 
("Commission")  Regulations  Under  the 
Natural  Gas  Act  certain  tariff  sheets 
which  reflect  revisions  to  the  existing 
creditworthiness  provisions  contained 
its  First  Revised  Volume  No.  1-A  Tariff 
and  add  a  creditworthiness  provision  to 
its  Second  Revised  Volume  No.  1  Tariff. 
El  Paso  states  that  by  order  issued  July 
2. 1992  at  Docket  No.  RP92-185-000, 
the  Commission,  among  other  things, 
rejected  certain  tariff  sheets  containing 
creditworthiness  provisions  without 
prejudice  to  El  Paso  refiling  them 
consistent  with  the  Commission's 
discussion  in  the  text  of  the  order.  El 
Paso  and  El  Paso  Electric  Company  filed 
requests  for  rehearing  of  the  July  2.  1992 
order. 

El  Paso  states  that  on  December  3, 
1992  at  Docket  Nos.  RP92-185-000,  001 
and  002,  the  Commission  issued  an 
order  which,  among  other  things, 
granted  in  part  and  denied  in  part 
requests  for  rehearing  and  directed  El 
Paso  to  refile  certain  currently  effective 
tariff  sheets  containing  creditworthiness 
provisions.  Said  order  also  permitted  El 
Paso  to  refile.  as  its  option,  certain 
modified  tariff  sheets  consistent  with 
Commission  precedent  and  El  Paso's 
explanation  of  certain  terms  and 
conditions  set  forth  in  its  request  for 
rehearing. 

El  Paso  states  that  as  to  the  revisions 
directed  by  the  Commission,  it  is 
refiling  its  creditworthiness  provisions 
to  clarify  that  El  Paso  will  not  suspend 
service  to  a  bankrupt  customer  in  a 
manner  that  is  inconsistent  with  the 
Federal  Bankruptcy  Code.  El  Paso  is 
also  providing  appropriate  clarification 
within  certain  sections  of  the  same 
creditworthiness  provisions  of  the 
tendered  tariff  sheets  based  on  El  Paso's 
explanation  set  forth  in  its  request  for 
rehearing.  In  addition,  El  Paso  is 
tendering  for  its  Volume  No.  1  Tariff  a 
revised  tariff  sheet,  which  adds  a  new 
Section  6.5.  Creditworthiness,  and 
incorporates  the  revisions  described 
therein. 

El  Paso  has  requested  that  the  tariff 
sheets  be  accepted  for  filing  and 
permitted  to  become  effective  February 
1, 1993,  which  is  not  less  than  thirty 
(30)  days  afler  the  date  of  filing. 

El  Paso  states  that  copies  of  the  filing 
are  being  served  upon  all  of  El  Paso's 
interstate  pipeline  transportation  and 
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sales  customers  and  all  interested  state 
regulatory  commissions. 

Any  person  desiring  to  be  beard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  witb  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  wiU 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  fiUng  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
IFR  Doc.  93-511  Filed  l-*-93;  8:45  am] 

BILUNG  CODE  t717-01-H 

[Docket  No.  TQ93-3-34-000] 

Florida  Cas  Transmission  Co.; 
Proposed  Changes  in  FERC  Gas  Tariff 

January  5, 1993. 

Take  notice  that  on  December  30, 
1992  Florida  Gas  Transmission 
Company  (FGT)  tendered  for  filing  as 
part  of  its  FERC  Gas  Tariff,  Second 
Revised  Volume  No.  1,  the  following 
tariff  sheets  to  be  effective  February  1, 
1993: 

Thirty-Sixth  Revised  Sheet  No.  8 
Seventh  Revised  Sheet  No.  222 
Eighth  Revised  Sheet  No.  223 
Eighth  Revised  Sheet  No.  228 

FGT  states  that  Thirty-Sixth  Revised 
Sheet  No.  8  is  being  filed  in  accordance 
with  §  154.308  of  the  Commission's 
Regulations  and  pursuant  to  Section  15 
of  FGT's  FERC  Gas  Tariff,  Second 
Revised  Volume  No.  1  to  reflect  a 
decrease  in  FGT's  jurisdictional  rates 
due  to  a  decrease  in  its  average  cost  of 
gas  purchased  ft-om  that  reflected  in  its 
Quarterly  PGA  filing,  Docket  No.  TQ93- 
2-34-000,  effective  November  1, 1992. 

FGT  further  states  that  its  projected 
purchase  cost  of  gas  for  the  period 
February,  1993  through  April,  1993, 
shown  in  detail  on  Schedule  Ql, 
represents  a  decrease  from  $3.0677/ 
MMBtu  saturated,  as  reflected  in  FGT's 
Quarterly  PGA  filing  in  Docket  No. 
TQ93-2-34-000,  effective  November  1, 
1992  to  $2.8014/MMBtu  saturated  in  the 
instant  filing. 

FGT  is  required  to  update  its  Index  of 
Entitlements  concurrently  with  its 
Quarterly  PGA  filing  pursuant  to 


Section  9  of  the  General  Terms  and 
Conditions  of  its  Tariff  and  has  included 
such  changes  in  Seventh  Revised  Sheet 
No.  222,  and  Eighth  Revised  Sheet  Nos. 
223  and  228. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426  in  accordance  with  §§  385.211 
and  385.214  of  the  Commission's  Rules 
and  Regulations.  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  12, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene. 

Copies  of  this  fifing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
[FR  Doc.  93-512  Filed  1-8-93;  8:45  amj 

BIUJNC  CODE  (Tir-OI-M 


[Docket  No.  RP93-62-000] 

Equitrans,  Inc.;  Notice  of  Proposed 
Changes  in  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that  on  December  31, 
1992,  Equitrans,  Inc.  ("Equitrans") 
tendered  for  filing  proposed  changes  in 
its  FERC  Gas  Tariff  reflecting  a  rat 
change  from  currently  effective  rates 
and  other  changes  in  its  tariff.  The 
proposed  changes  would  increase 
revenues  from  jurisdictional  services  by 
$5,178,837  based  on  costs  for  the  twelve 
(12)  month  period  ending  August  31, 
1992,  as  adjusted.  Equitrans  states  that 
this  rate  increases  is  necessitated  by 
increases  in  costs  necessary  to  operate 
and  maintain  its  pipeline. 

Equitrans  submits  primary  tariff 
sheets  which  it  proposes  to  implement 
in  coordination  with  its  restructuring 
compliance  filing  in  Docket  No.  RS92- 
15,  and  its  certificate  application  filing 
in  Docket  No.  CP93-44-OG0.  The  rates, 
terms  and  conditions  reflected  in  the 
primary  sheets  reflect  various  new  or 
expanded  services  including  no-notice 
transportation  service  and  open  access 
firm  and  interruptible  storage  service, 
which  are  required  by  Order  No.  636.  In 
addition,  Equitrans  proposes  to  apply 
the  cost  allocation  and  rate  design 
principles  directed  by  Order  No.  636, 
including  the  adoption  of  straight  fixed- 
variable  rate  design,  removal  of  costs 
related  to  Equitrans'  merchant  function 
from  the  cost  of  service,  and  the 


reallocation  of  storage  costs  among 
services. 

In  accordance  with  Order  No.  636, 
Equitrans  proposes  to  recover 
$40,629,504  in  transition  costs  related  to 
stranded  production  and  gathering 
facilities  and  products  extraction. 
Equitrans  proposes  to  amortize  these 
costs  over  a  four-year  period  and  to 
collect  these  costs  through  a  demand 
surcharge  applied  to  all  Part  284 
transportation. 

Equitrans  is  requesting  that  the 
primary  tariff  sheets  under  which  open 
access  storage  service  will  be  rendered 
be  made  effective  on  April  1. 1992,  the 
beginning  of  the  traditional  storage 
injection  season,  and  that  the  balance  of 
the  primary  tariff  sheets  become 
effective  on  July  1, 1993,  the  date  that 
Equitrans  contemplates  its  Order  No. 
636  Compliance  Filing  will  become 
effective.  Equitrans  requests  whatever 
waivers  may  be  necessary  for  the 
Commission  to  make  the  tariff  sheets 
effective  on  the  dates  requested  subject 
to  refund. 

Equitrans  states  that  copies  of  the 
filing  were  served  upon  Equitrans 
jurisdictional  customers  and  interested 
state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  petition 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capital  Street,  Washington,  DC 
20426  in  accordance  with  Rule  211  and 
214  of  the  commission's  Rules  of 
Practice  and  Procedures.  All  such 
petitions  or  protests  should  be  filed  on 
or  before  January  12, 1993.  Protests  will 
be  considered  by  the  Commission  in 
determining  appropriate  action,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filings  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 

(FR  Doc.  93-502  Filed  1-8-93;  8:45  ami 
BtLUNG  COM  •n7-«1-M 


[Docket  Nos.  TM93-«~4-000  end  RP91-164- 
008] 

Granite  State  Gas  Tranamission,  Inc.; 
Notice  of  Proposed  Changes  in  Rates 
and  Tariff  Provisions 

January  5, 1993. 

Take  notice  that  on  December  29, 
1992,  Granite  State  Gas  Transmission, 
Inc.  (Granite  State),  300  Fribei^ 
Parkway,  Westborough,  Massachusetts 
01581  filed  the  revised  tariff  sheets 
listed  below  in  its  FERC  Cas  Tariff,  First 
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Revised  Volume  No.  2.  containing 
changes  in  rates  and  tariff  provisions  for 
effectiveness  on  the  dates  indicated: 

Proposed  Effective  Date:  July  1.  1992 

Second  Revised  Sheet  No.  5 
Second  Revised  Sheet  No.  15 
Second  Revised  Sheet  No.  25 
Second  Revised  Sheet  No.  26 
Second  Revised  Sheet  No.  36 

Proposed  Effective  Date:  January  1,  1993 

Third  Revised  Sheet  No.  8 
Fourth  Revised  Sheet  No.  18 
Sixth  Revised  Sheet  No.  28 
Fourth  Revised  Sheet  No.  39 
Second  Revised  Sheet  No.  39A 
Third  Revised  Sheet  No.  62 
Third  Revised  Sheet  No.  63 
Third  Revised  Sheet  No.  72 
Third  Revised  Sheet  No.  73 

According  to  Granite  State,  all  of  the 
above  listed  revised  tariff  sheets  reflect 
either  rate  changes  or  changes  in  the 
tariff  provisions  in  its  Rate  Schedules 
T-1  through  T-6  pursuant  to  which 
Granite  State  provides  transportation 
services  for  its  affiliated  distribution 
company  customers.  Bay  State  Gas 
Company  and  Northern  Utilities,  Inc. 
Granite  State  further  states  that 
Tennessee  Gas  Pipeline  Company 
(Tennessee)  provides  the  transportation 
services  for  Granite  State's  account  and 
Granite  State's  transportation  rfite 
schedules  are  modelled  on  Tennessee's 
underlying  rate  schedules.  It  is  further 
stated  that  Granite  State  is  authorized  to 
track  changes  in  Tennessee's  underlying 
rate  schedules. 

According  to  Granite  State,  the 
revised  tariff  sheets  listed  above  for 
effectiveness  on  July  1, 1992  reflect  a 
change  in  the  Fuel  Use  percentages  in 
its  Rate  Schedules  T-1  through  T-4  to 
track  changes  in  the  Fuel  Use 
percentages  which  Tennessee  filed  in 
the  underlying  rate  schedules  as  part  of 
its  compliance  filing  in  Docket  Nos. 
RP8fr-119  and  RP88-229.  et  al.,  for 
effectiveness  on  July  1. 1992. 

Granite  State  further  states  that  the 
revised  tariff  sheets  listed  above  for 
effectiveness  on  January  1. 1993  reflect: 
(1)  Tracking  Tennessee's  filings  in  the 
underlying  rate  schedules  to  include  the 
demand  charge  component  of  the 
interim  Gas  Research  Institute  (GRI) 
funding  unit  for  1993  approved  by  the 
Commission  in  Docket  No.  RP92-133- 
000  (Phase  I]  and  (2)  compliance  with 
the  requirements  of  Granite  State's  rate 
settlement  in  Docket  No.  RP91-164- 
000,  approved  by  the  Commission  on 
June  29.  1992.  According  to  Granite 
State,  the  demand  component  of  the 
interim  GRI  funding  unit  is  applicable 
to  its  firm  Rate  Schedules  T-4,  T-5  and 
T-6.  It  is  further  stated  that  the  rate 
revisions  in  compliance  with  the 


settlement  in  Docket  No.  RP91-164-000 
establish  lower  "Seller's  System 
Charges"  in  all  of  Granite  State's 
transportation  rate  schedules  as 
prescribed  for  the  Phase  2  rate  period. 

Granite  State  further  states  that  copies 
of  its  filing  were  served  upon  its 
customers  and  the  regulatory 
commissions  of  the  states  of  Maine, 
Massachusetts  and  New  Hampshire. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE..  Washington, 
DC  20426  in  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214.  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  12, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
to  the  proceeding  or  to  participate  as  a 
party  in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 
the  Commission's  Rules.  Copies  of  this 
filing  are  on  file  with  the  Commission 
and  are  available  for  public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
[FR  Doc.  93-513  Filed  1-8-93;  8:45  am) 

BHJJNO  COM  1717-01-M 


[Docket  No.  RP93-69-000] 

High  Island  Offshore  System; 
Proposed  Changes  In  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that  on  December  31, 
1992,  High  Island  Offshore  System 
("HIOS")  filed,  pursuant  to  section  4  of 
the  Natural  Gas  Act,  for  a  general 
increase  in  its  transportation  rates, 
proposing  an  effective  date  of  February 
1, 1993. 

According  to  the  filing,  HIOS 
attributes  the  need  for  an  increase  in 
rates  to  increases  in  operating  and 
maintenance  expenses  and  other 
increases  in  its  cost  of  service  as  well  as 
declining  levels  of  firm  service  contracts 
and  transportation  volumes  on  its 
system.  HIOS  states  that  the  increase 
reflects  the  inclusion  of  the  ACA  charge 
as  an  operating  and  maintenance 
expense  in  lieu  of  such  charge's  past 
recovery  as  a  rate  surcharge. 

HIOS  states  that,  based  upon  volumes 
transported  during  the  base  period,  as 
adjusted,  the  proposed  rates  will  result 
in  an  increase  in  annual  revenues  to 
HIOS  of  approximately  $11.5  million 
when  compared  to  the  annual  revenues 


generated  by  currently  effective  rates  in 
effect  subject  to  refund  in  Docket  No. 
RP92-50.  However,  HIOS  also  states 
that  the  proposed  rates  reflect  a  decrease 
of  approximately  $2.8  million  in  HIOS' 
cost  of  service  underlying  its  currently 
effective  rates  being  collected  subject  to 
rehind  in  Docket  No.  RP92-50. 

HIOS  requests  the  removal  of  the 
100%  load  factor  rate  design  condition 
for  designing  its  rate,  which  was 
imposed  in  Docket  Nos.  CP75-104,  et  al. 

HIOS  also  requests  removal  of  the 
biennial  rate  filing  requirement  that  was 
imposed  in  Docket  Nos.  CP75-104.  et  al. 

HIOS  states  that  copies  of  the  filing 
have  been  served  on  all  affected 
shippers. 

Any  person  desiring  to  protest  said 
filing  should  file  a  motion  to  intervene 
or  protest  with  the  Federal  Energy 
Regulatory  Commission,  825  Nonh 
Capitol  Street,  NE.,  Washington,  DC 
20426,  in  accordance  with  Rule  211  and 
Rule  214  of  the  Commission *s  Rules  of 
Practice  and  Procedures,  18  CFR 
385.211  and  385.214.  All  protests  and 
motions  to  intervene  should  be  filed  on 
or  before  January  12, 1993.  Protests  will 
be  considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection  in  the  Public  Reference 
Room. 

Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
(FR  Doc.  93-514  Filed  1-8-93;  8:45  am) 

BILUNG  CODE  (717-01-11 


[Dockst  No.  TQ93-5-25-000] 

Mississippi  River  Transmission  Corp.; 
Notice  of  Rate  Change  Filing 

January  5, 1993 
Take  notice  that  on  December  30, 

1992,  Mississippi  River  Transmission 
Corporation  (MRT)  tendered  for  filing 
Fifth  Revised  Eighty-Third  Revised 
Sheet  No.  4  and  Fifth  Revised  Forty- 
Second  Revised  Sheet  No.  4.1  to  its 
FERC  Gas  Tariff,  Second  Revised 
Volume  No.  1  to  be  effective  January  1, 

1993.  MRT  states  that  the  purpose  of  the 
instant  filing  is  to  reflect  an  out-of-cycle 
purchase  gas  cost  adjustment  (PGA). 

MRT  states  that  Fifth  Revised  Eighty- 
Third  Revised  Sheet  No.  4  and  Fifth 
Revised  Forty-Second  Revised  Sheet  No. 
4.1  reflect  a  decrease  of  17.79  cents  per 
MMBtu  in  the  commodity  cost  of 
purchased  gas  from  PGA  rates  filed  on 
November  30, 1992  to  be  effective 
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December  1. 1992.  in  Docket  No.  TQ93- 
4-25-000.  MRT  also  states  that  since  the 
November  30, 1992  filing  date,  MRT  has 
experienced  changes  in  purchase  and 
transportation  costs  for  its  system 
supply  that  could  not  have  been 
refiected  in  that  filing  under  current 
Commission  regulations.  MRT  states 
that  the  revised  tariff  sheets  also  contain 
the  1993  GAs  Research  Institute  (GRI) 
surcharges  previously  submitted  by 
MRT  in  Docket  No.  TM93-4-25-000. 

MRT  states  that  a  copy  of  this  filing 
has  been  served  on  all  of  MRT's 
jurisdictional  sales  customers  and  to  the 
State  Commissions  of  Arkansas,  Illinois 
and  Missouri. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with 
§§  385.211  and  385.214  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and  385.214. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
[FR  Doc.  92-503  Filed  1-8-93;  8:45  am] 

eiLLmC  CODE  6717-01-M 

[I}ocket  No.  CP93-9a-000] 

Gas  Company  of  New  Mexico,  A 
Division  of  Public  Service  Company  of 
New  Mexico;  Application  for  a 
Presidential  Permit  for  the 
Construction,  Operation  and 
Maintenance  and  Connection  at  the 
United  States/Mexico  international 
Boundary  of  Facilities  for  the  Export  of 
Natural  Gas 

January  5, 1993. 

Take  notice  that  on  December  7, 1992, 
Gas  Company  of  New  Mexico,  a 
Division  of  Public  Service  Company  of 
New  Mexico  (GCNM),  Alvarado  Square, 
Albuquerque,  New  Mexico  87158,  filed 
an  application  pursuant  to  section  3  of 
the  Natural  Gas  Act  (NGA),  as  amended, 
15  U.S.C.  717(b);  Sections  153.1  et  seq. 
and  153.10  et  seq.  of  the  Commission's 
Regulations,  18  CFR  153.1  and  153.10, 
Executive  Order  Nos.  10485  and  12038, 
and  the  Secretary  of  Energy's  Delegation 
Order  No.  0204-112,  for  a  Presidential 


Permit  authorizing  construction  of 
certain  facilities  at  the  international 
border  with  Mexico.  GCNM  requests 
authority  to  construct,  coimect,  operate 
and  maintain  facilities  for  the  purpose 
of  exporting  natural  gas  to  Mexico,  all 
as  more  hilly  set  forth  in  the  application 
on  file  with  the  Commission  and  open 
to  public  inspection. 

GCNM  indicates  that  it  has 
contemporaneously  filed  an  application 
with  the  Department  of  Energy's  Office 
of  Fossil  Energy  (DOE/FE)  requesting 
authority  to  export  natural  gas  to 
Mexico.  GCNM  states  that  Uie  proposed 
facilities  will  be  constructed  under  an 
agreement  with  Petroleos  Mexicanos, 
S.A.  (PEMEX),  or  its  designee.  GCNM 
^tates  that  the  proposed  facilities  will 
permit  the  interconnection  of  GCNM's 
distribution  facilities  with  the 
transmission  system  of  PEMEX  or 
PEIviEX's  designee  at  a  point  on  the 
international  boundary  at  the  Santa 
Teresa  Port  of  Entry.  GCNM  further 
states  that  Commission  approval  of  the 
proposed  construction  willjiot  involve 
a  major  federal  action  significantly 
affecting  the  quality  of  the  human 
environment  within  the  meaning  of  the 
National  Environmental  Policy  Act  of 
1969  (NEPA),  42  U.S.C.  4332(2)(c). 
GCNM  also  states  that  it  includes  a 
detailed  Environmental  Assessment 
which  elaborates  on  the  proposed 
construction  and  operation  of  the 
proposed  facilities. 

GCNM  states  that  it  plans  to  extend 
additional  natural  gas  service  into  the 
region  northwest  and  west  of  Sunland 
Park  by  constructing  two  pipelines  and 
a  Meter  Station.  One  pipeline,  the 
Chamberino-Foamex  Gas  Line,  will 
interconnect  with  the  El  Paso  Natural 
Gas  California  Main  Line  (EPNG)  near 
Chamberino,  NM,  and  transport  gas 
from  EPNG  to  the  Foamex  Regulator 
Station  located  at  the  Rail-Air  Industrial 
Park.  This  pipeline  will  be 
approximately  17.5  miles  long,  and  8- 
inches  in  diameter.  This  pipeline  will 
provide  additional  capacity  to  the  Rail- 
Air  Industrial  Park  and  to  die  ' 
distribution  trunk  line  between  the 
industrial  Park  and  Sunland  Park,  NM. 
The  second  pipeline,  the  Foamex-Santa 
Teresa  Gas  Line,  and  the  Meter  Station 
will  be  constructed  to  supply  gas  to 
customers  in  the  Santa  Teresa 
International  Center  area.  This  pipeline 
will  be  an  8-inch  diameter  underground 
gas  transmission  pipe  approximately 
1800  feet-long. 

Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  reference  to  said 
application  should  on  or  before  January 
26. 1993,  file  writh  the  Federal  Energy 
Regulatory  Commission,  825  North 
Capitol  Street,  NE.,  Washington,  DC 


20426,  a  motion  to  intervene  or  a  protest 
in  accordance  with  the  requirements  of 
the  Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.214  or  385.211). 
All  protests  filed  Mdth  the  Commission 
will  be  considered  by  it  in  determining 
the  appropriate  action  to  be  taken  but 
will  not  serve  to  make  protestants 
parties  to  the  proceeding.  Any  person 
wishing  to  become  a  party  to  a 
proceeding  or  to  participate  as  a  party 
in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with' 
the  Commission's  Rules. 
Liswood  A.  Watson,  Jr., 
Acting  Secretary. 
[FR  Doc.  93-505  Filed  1-8-93;  8:45  am) 

BILUNO  CODC  C717-01-H 

[Docket  No.  TA93-1-S9-000] 

Northern  Natural  Gas  Co.,  Notice  of 
Purchased  Gas  Cost  Annual  Rling 

January  5, 1993. 

Take  notice  that  on  December  31, 
1992  Northern  Natural  Gas  Company. 
(Northern),  tendered  for  filing,  as  part  of 
Northern's  F.E.R.C.  Gas  Tariff  its  1993 
Annual  PGA  Filing,  pursuant  to  Section 
154.305  of  the  Commission's 
Regulations  and  as  required  by 
Commission  Order  Nos.  483  and  483-A. 
This  filing  is  substantially  different  than 
previous  Annual  PGA  filings  as  a  result 
of  the  Commission's  Order  Approving 
Settlement  with  Modifications  issued 
June  26, 1992.  In  Docket  Nos.  RP88-259 
and  RP89-1227,  et.  al.,  approving  the 
New  Service  Settlement  (Settlement). 
Northern  states  that  in  accordance  with 
the  Settlement,  this  Annual  PGA  filing 
reflects  fourteen  months  of  data  (August 
1991  through  October  1992). 

In  the  Settlement,  Northern 
unbundled  its  sales  from  its  throughput 
capacity  and  provided  that  it  will 
establish  its  monthly  commodity  price 
by  means  of  a  Monthly  Declared  Price 
(MDP)  which  includes  tlie  R,  N,  and  C 
structure  similar  to  what  was  in  effect 
in  the  Interim  Gas  Inventory  Charge 
mechanism.  However,  effective 
November  1. 1992,  Northern's  MDP  is 
determined  in  conjunction  with  a 
marker  price. 

On  December  2, 1992  the  Commission 
issued  an  Order  in  TA92-1-59-O02. 
003,  005  relating  to  the  1992  Annual 
PGA  filing.  In  that  Order,  the 
Commission  required  Northern  to  refile, 
within  60  days,  certain  revisions  to 
correct  the  carrying  charge  calculations. 
Northern  states  that  its  instant  filing 
does  not  incorporate  the  effect  of  those 
required  change,  if  any.  However,  when 
Northern  files  its  compliance  with  the 
December  2, 1992  Order,  Northern 
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expounds  that  it  will  also  refile.  if 
necessary,  any  schedules  within  its 
1993  Annual  PGA  filing. 

Northern  states  that  wiAin  its  1993 
Annual  PGA  filing: 

(1)  Northern  is  not  proposing  to 
change  its  currently  effective  Canadian- 
As-Billed  (CAB)  demand  charge  of 
$ai39.  which  was  approved  by  the 
Commission  on  October  29.  1992. 

(2)  Northern  will  u«e  the  flex  PGA 
process  and  the  Marker  Price  structure 
to  establish  rates  for  1993  pursuant  to 
the  terms  of  the  New  Service 
Settlement. 

(3)  No  adjustment  is  made  for  the 
Reconciliation  Adjustment  (Surcharge). 
In  the  Compliance  filing  for  New 
Services  and  Docket  No.  RP92-228. 
Northern  received  approval  of  the 
Reconciliation  Adjustment  and 
simultaneously  filed  to  defer  the 
increase  effective  January  1. 1993. 

(4)  Northern's  actual  gas  purchase 
costs  for  each  assessment  interval  of  the 
Purchased  Gas  Assessment  Test  were 
less  than  103%  of  the  computed 
projected  purchased  gas  costs. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  petition 
to  Intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington. 
DC  20426.  In  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR 
385.211.  385.214).  All  such  petitions  or 
protests  should  be  filed  on  or  before 
January  21. 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  petition  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Lw%*ood  A.  M,  dtson.  Jr., 
Acting  Sec^'jn. 
IFR  Doc.  93-51 5  Filed  l-*-93;  845  am) 

eiLUNG  COOe  C717-«1-M 


(Docket  Na  CP93-11 7-000] 

San  Diego  Gas  and  Electric  Co.; 
Application  for  a  Presidential  Permit 
and  Section  3  Authorization  to 
Construct  and  Operate  an  Export  Point 
at  the  United  States/Mexican  Border, 
and  Also  for  a  Blanket  Certificate 

January  5. 1993 

Take  notice  that  on  December  16. 
1992,  San  Diego  Gas  and  Electric 
Company  (SDG&E),  Post  Office  Box 
1831.  San  Diego.  California  92112,  filed 
in  Docket  No.  CP93-117-000  for  (1)  an 


application  pursuant  to  section  3  of  the 
Natural  Gas  Act  and  under  part  153  of 
the  Commission's  Regulations  for 
approval  to  construct,  connect,  operate, 
and  maintain  certain  pipeline  and 
metering  facilities  in  San  Diego  County. 
CaUfomia.  in  the  vicinity  of  the 
International  Boundary  between  the 
United  States  and  the  Republic  of 
Mexico,  and  (2)  an  application  for  a 
blanket  certificate  for  certain 
transportation,  sales,  and  assignments 
pursuant  to  part  284  of  the 
Commission's  Regulations. 

Sactioa  3  and  Presideotial  Permit 

In  particular  SDG&E  proposes  to 
construct  an  operate  the  following 
facilities  (the  Otay  Mesa  Extension): 

(1)  2.1  miles  of  36-inch  diameter 
pipeline  extending  from  SDGiE's 
existing  local  distribution  system  in  San 
Diego  County.  California  to  the 
International  Boundary  and; 

(2)  A  metering  station  near  the 
International  Boundary. 

The  proposed  facilities  would  have  a 
capacity  of  500  MMcf  per  day.  SDG&E 
estimates  that  the  facilities  will  cost 
about  $3,640,000  and  will  be  financed 
with  internally  generated  funds  and/or 
new  debt  or  equity. 

SDG&E  states  that  the  Otay  Mesa 
Extension  will  be  used  to  provide,  in 
conjimction  with  Southern  California 
Gas  Company  (SoCal),  a  transportation 
service  from  receipt  points  on  the  SoCal 
system  to  the  border  under  §  284.224  of 
the  Commission's  Regulations.  A 
connecting  pipeline,  will  be  built  on  the 
Mexican  side  of  the  border  and  be 
operated  by  Petroleos  Mexicanos. 
SDGAE  states,  this  will  link  its  facilities 
with  a  power  plant  at  Rosarito,  Baja 
California. 

Blanket  Certificate  -^ 

SDG&E  states  that  it  is  exempt  fitjm 
the  Commission's  jurisdiction  under 
section  1(c)  of  the  Natural  Gas  Act.  It 
proposes  to  transport  certain  volumes  of 
natural  gas  produced  outside  of 
California  to  a  point  at  the  International 
Boundary  between  the  United  States 
and  the  Republic  of  Mexico.  SDG&E 
seeks  a  blanket  certificate  under 
§  284.224  of  the  Commissions 
Regulations  to  perform  such 
transportation.  SDG&E  further  states 
that  it  may  from  time  to  time  engage  in 
other  sales,  transportation,  or  exchanges 
authorized  by  the  blanket  certificate  that 

it  sGcks. 

SDG&E  states  that  it  and  SoCal  will 
offer  the  transportation  service  on  an 
open  access  basis.  The  rates  for  that 
service  will  be  on  file  with,  and 
approved  by.  the  California  Public 
Utilities  Commission.  Shippers  will  be 


required  to  obtain  the  proper  export 
authorization  from  the  Department  of 
Energy.  Office  of  Foaail  Energy. 

SIX;&£  and  SoCal  have  jointly  filed  a 
related  Joint  Petition  for  Declaratory 
Order  whidi  is  being  noticed  separately. 
Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  reference  to  said 
application  should  on  or  before  January 
26. 1993,  file  with  the  Federal  Energy 
Regulatory  Commission,  Washington, 
DC  20426,  a  motion  to  intervene  or  a 
protest  in  accordance  with  the 
requirements  of  the  Commission's  Rules 
of  Practice  and  Procedure  (18  CFR 
385.211  or  385.214)  and  the  Regulations 
under  the  Natural  Gas  Act  (18  CFR 
157.10).  All  Protests  filed  with  the 
Commission  will  be  considered  by  it  in 
determining  the  appropriate  action  to  be 
taken  but  will  not  serve  to  make  the 
protestants  party  to  the  proceeding.  Any 
person  wishing  to  become  a  party  to  a 
proceeding  or  to  participate  as  a  party 
in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 
the  Commission's  Rules. 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject  to 
jurisdiction  conferred  upon  the  Federal 
Energy  Regulatory  Commission  by 
sections  3,  7,  and  15  of  the  Natural  Gas 
Act  and  the  Commission's  Rules  of 
Practice  and  Procedure,  a  hearing  will 
be  held  without  further  notice  before  thr 
Commission  or  its  designee  on  this 
application  if  no  motion  to  intervene  is 
filed  within  the  time  required  herein,  if 
the  Commission  on  its  own  review  of 
the  matter  finds  that  a  grant  of  the 
certificate  is  required  by  the  public 
convenience  and  necessity.  If  a  motion 
to  intervene  is  timely  filed  or  if  the 
Commission  on  its  own  motion  believes 
that  a  formal  hearing  is  required,  furtlier 
notice  of  such  hearing  will  be  duly 
given. 

Under  the  procedure  herein  provided 
for,  unless  otherwise  advised,  it  will  be 
unnecessary  for  Applicant  to  appear  or 
be  represented  at  the  hearing. 
Linwood  A  Watson,  Jr.. 
Acting  Secretary. 
(FR  Doc.  93-506  Filed  1-8-93;  8:45  am) 

BILUNG  CODE  «717-«1-l» 


(Docket  No.  CP93-1 38-000] 

Sea  Robin  Pipeline  Co.;  Notice  of 
Application 

January  5. 1993. 

Take  notice  that  on  December  30, 
1992,  Sea  Robin  Pipeline  Company  (Sea 
Robin),  P.O.  Box  2563,  Birmingham. 
Alabama  35202-2563,  filed  in  Docket 
No.  CP93-138-000  an  application 
pursuant  to  Section  7(b)  of  the  Natural 
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Gas  Act  for  permission  and  approval  to 
abandon  a  transportation  service  it 
performs  for  Tennessee  Gas  Pipeline 
Company  (Tennessee),  all  as  more  fully 
set  forth  in  the  application  on  file  with 
the  Commission  and  open  to  public 
inspection. 

Sea  Robin  proposes  to  abandon  a 
transportation  service  performed  for 
Tennessee  under  a  September  29, 1971, 
agreement,  as  amended,  on  file  as  Sea 
Robin's  Rate  Schedule  X-4.^  Sea  Robin 
states  that  it  is  authorized  to  transport 
up  to  10,050  Mcf  of  gas  per  day  from 
various  locations  offshore  Louisiana  to 
an  interconnection  with  Columbia  Gulf 
Transmission  Company  at  the  terminus 
of  Sea  Robin's  pipeline  near  Erath, 
Vermilion  Parish,  Louisiana.  Sea  Robin 
advises  that,  although  the  primary  term 
of  the  agreement  expired  on  March  12, 
1992,  the  agreement  has  continued  in 
effect  under  the  provisions  of  an 
evergreen  clause.  Further,  Sea  Robin 
advises  that  it  is  willing  to  waive  the  six 
month  notice  provision  otherwise 
required  for  cancellation  of  the 
agreement.  Sea  Robin  proposes  that  the 
abandonment  authorization  become 
effective  Efecember  31, 1992,  stating  that 
Tennessee  has  requested  the 
abandonment  of  service  under  the  X-4 
Rate  Schedule  in  order  that  replacement 
service  may  be  implemented  under  new 
agreements  with  Sea  Robin  for  IT  and 
FT  service  under  Sea  Robin's  part  284 
tariff. 

Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  reference  to  said 
application  should  on  or  before  January 
26, 1993,  file  with  the  Federal  Energy 
Regulatory  Commission,  Washington, 
DC  20426,  a  motion  to  intervene  or  a 
protest  in  accordance  with  the 
requirements  of  the  Commission's  Rules 
of  Practice  and  Procedure  (18  CFR 
385.214  or  385.211)  and  the  Regulations 
under  the  Natural  Gas  Act  {18  CFR 
157.10).  All  protests  filed  with  the 
Commission  will  be  considered  by  it  in 
determining  the  appropriate  action  to  be 
taken  but  will  not  serve  to  make  the 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
to  a  proceeding  or  to  participate  as  a 
party  in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 
the  Commission's  Rules. 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject  to 
the  jurisdicUon  conferred  upon  the 
Federal  Energy  Regulatory  Commission 
by  sections  7  and  15  of  the  Natural  Gas 
Act  and  the  Commission's  Rules  of 
Practice  and  Procedure,  a  hearing  will 
be  held  without  further  notice  before  the 
Commission  or  its  designee  on  this 


'  See  51  FPC  645.  and  52  FSRC 1 62,157. 


application  if  no  motion  to  intervene  is 
filed  within  the  time  required  herein,  if 
the  Commission  on  its  own  review  of 
the  matter  finds  that  permission  and 
approval  for  the  proposed  abandonment 
are  required  by  the  public  convenience 
and  necessity.  If  a  motion  for  leave  to 
intervene  is  timely  filed,  or  if  the 
Commission  on  its  own  motion  believes 
that  a  formal  hearing  is  required,  further 
notice  of  such  hearing  will  be  duly 
given. 

Under  the  procedure  herein  provided 
for,  unless  otherwise  advised,  it  will  be 
unnecessary  for  Sea  Robin  to  appear  or 
be  represented  at  the  hearing. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 

IFR  Doc.  93-500  Filed  1-8-93;  8:45  am] 
WLUNG  CODE  tTir-OI-M 

[Docket  No.  CP93-11»-000] 

Southern  California  Gas  Co.  and  San 
Diego  Gas  and  Electric  Co.;  Notice  of 
Joint  Petition  for  Declaratory  Order 

January  5, 1993. 

Take  notice  that  on  December  16, 
1992,  Southern  California  Gas  Company 
(SoCalGas),  555  West  Fifth  Street,  Los 
Angeles,  California  90013-7011  and  San 
Diego  Gas  and  Electric  Company 
(SDG&E),  P.O.  Box  1831,  San  Diego, 
California  92112  filed  a  joint  petition 
pursuant  to  Rule  207  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.207).  They  are 
requesting  that  the  Commission  issue  an 
order  declaring  that  certain  facilities  to 
be  built  by  SoCalGas  and  SDG&E  are  not 
subject  to  the  Commission's  jurisdiction 
under  the  Natural  Gas  Act,  all  as  more 
fully  set  forth  in  the  petition  which  is 
on  file  with  the  Commission  and  open 
to  public  inspection. 

SoCalGas  and  SDG&E  state  that 
SDG&E  is  concurrently  seeking  in 
Docket  No.  CP93-1 17-000  authorization 
under  Section  3  of  the  Natural  Gas  Act 
and  a  Presidential  Permit  to  construct 
and  operate  facilities  in  San  Diego 
County,  California  to  export  up  to  500 
MMcf  per  day  of  gas  to  the  Republic  of 
Mexico  and  SDG&E  is  also  seeking  a 
blanket  certificate  under  §  284.224  of 
the  Commission's  Regulations.  In 
addition  to  SDG&E's  export  facilities 
SoCalGas  and  SDG&E  state  in  this 
docket  (Docket  No.  CP93-1 19-000)  that 
the  gas  to  be  transported  to  Mexico  will 
flow  primarily  through  existing 
facilities.  However  both  SoCalGas  and 
SDG&E  are  building  facilities  upstream 
of  the  proposed  export  point. 

SoCalGas  and  SDG&E  state  that  the 
new  facilities  will  become  integral  parts 
of  their  distribution  systems  serving 


both  native-load  customers  and  the  new 
export  point.  Thus  they  say  the  facilities 
should  remain  under  the  jurisdiction  of 
the  California  Public  Utilities 
Commission  (CPUC)  and  should  not  be 
regulated  by  the  Commission.  SoCalGas 
and  SDG&E  seek  a  declaratory  order 
from  the  Commission  affirming  their 
view  of  the  jurisdictionality  of  the  new 
facilities. 

SoCalGas  and  SDG&E  state  that  the 
transportation  services  through  the 
facilities  described  in  this  docket  will  be 
authorized  under  §  284.224  of  the 
Commission's  Regulations.  SoCalGas 
was  issued  a  Blai^et  Certificate  in  41 
FERC 1  61,173.  SDG&E  is  requesting  a 
Blanket  Certificate  in  Docket  No.  CP93- 
117-000. 

Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  reference  to  said 
petition  should  on  or  before  January  26, 
1993.  filawith  the  Federal  Energy 
Regulatory  Commission,  Washington  DC 
20426,  a  motion  to  intervene  or  a  protest 
in  accordance  with  the  requirements  of 
the  Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.214  or  385.211). 
All  protests  filed  with  the  Commission 
will  be  considered  by  it  in  determining 
the  appropriate  action  to  be  taken  but 
will  not  serve  to  make  the  protestants 
parties  to  the  proceeding  Any  person 
wishing  to  become  a  par^y  to  a 
proceeding  or  to  participate  as  a  party 
in  any  hearing  therein  must  file  a 
motion  to  intervene  in  accordance  with 
the  Commission's  Rules. 
Linwood  A.  Watson,  )r.. 
Acting  Secretary. 

(FR  Doc.  93-516  Filed  1-8-93;  8:45  am) 
WLUNG  CODE  snr-oi-M 


[Docket  No.  RP33-54-000] 

Texas  Eastern  Transmission  Corp.; 
Notice  of  Proposed  Changes  In  FERC 
Gas  Tariff 

January  5. 1993. 

Take  notice  that  Texas  Eastern 
Transmission  Corporation  ("Texas 
Eastern")  on  December  30, 1992, 
resubmitted  for  filing  as  part  of  its  Gas 
Tariff,  Fifth  Revised  Volume  No.  1,  six 
copies  of  the  following  tariff  sheets: 

Proposed  to  be  Effective  November  1, 1992 

Sub  Revised  Twenty-sixth  Revised  Sheet  No. 

51 
Sub  Revised  Sixteenth  Revised  Sheet  No.  SlB 
Sub  Revised  Sixteenth  Revised  Sheet  No. 

51D 

Proposed  to  be  Effective  December  1,  J  992 

Sub  Twenty-eighth  Revised  Sheet  No.  51 
Sub  Eighteenth  Revised  Sheet  No.  SlB 
Sub  Eighteenth  Revised  Sheet  No.  51D 
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Pnpoaed  to  be  Effective  fanuary  1. 1993 
SnbTwrnity-niDtli  Revised  Sheet  No.  51 

Texas  Eastern  states  that  this 
resubmission  is  made  pursuant  to  the 
Commission's  November  30. 1992  Letter 
Order  entitled  "Letter  Order  Pursuant  to 
§  375.307  (bni)  and  (b)(2).  OPPR 
Allocation  and  Rate  Design  Branch, 
Texas  Eastern  Transmission 
Corporation.  Docket  No.  GT93-6-000." 
In  its  Norember  30. 1992  Letter  Order 
the  Commission  rejected  the  tariff  sheets 
hsted  above  on  grounds  that  Texas 
Eastern  had  failed  to  file  the  appropriate 
supporting  schedules  required  by 
§  154.63(3)(b)  of  the  Commission's 
regulations.  The  Commission's  rejection 
was  without  prejudice  to  refiling  the 
sheets  in  accordance  with  the 
requirements  of  the  Commission's 
regulations. 

Texas  Eastern  states  that  the  tanff 
sheets  rejerted  by  the  Commission  were 
filed  in  accordance  with  prior  orders  of 
the  Commission  approving  the  CD-I 
Adjustment  Program  service  in  Dodcet 
Na  CP8S-180.  In  particular,  in  such 
orders  the  Commission  approved  initial 
rates  ha  the  CD-I  Adjustment  Program 
service  which  included  an  incremental 
demand  surcharge  to  cover  the  cost  of 
constructing  the  facilities  to  provide  the, 
service.  Texas  Eastern  asserts  that  the 
resubmitted  tariff  sheets  reflect  such 
approved  surcharge,  pursuant  to  the 
Commission's  June  21, 1991  order  in 
Docket  No.  CP88-180-009.  Accordingly, 
there  is  no  rate  change  involved.  Rather, 
tlie  tariff  sheets  implement  the 
Commission's  orders  by  applying  the 
incremental  demand  surcharge  to  the 
firm  transportation  service  to  which 
customers  have  converted  as  certificated 
by  the  Commission  in  Docket  No.  CP88- 
180.  In  light  of  the  foregoing,  Texas 
Eastern  believes  that  good  cause  exists 
to  permit  the  attached  tariff  sheets  to 
become  effectiv?  on  November  1, 1992 
and  December  1, 1992  as  set  forth  above. 
The  surcharge  effective  December  1, 
1992  reflects  adjustments  for  PCB 
related  costs  and  was  approved 
pursuant  to  the  Commission's  order 
dated  Decen^r  16. 1992  in  Docket  No. 
RP88-067-061  Phase  II  (PCBs).  In  this 
connection,  Texas  Eastern  is  filing 
contemporaneously  herewith  a 
protective  request  for  Rehearing  with 
respect  to  the  November  30. 1992  order. 
In  addition,  Texas  Eastern  states  that 
on  December  1, 1992.  in  Docket  No. 
TM9 3-3-1 7-000.  Texas  Eastern  filed  as 
a  part  of  its  FERC  Gas  Tariff,  Fifth 
Revised  Volume  No.  1,  Twenty-ninth 
Revised  Sheet  No.  51  as  one  of  the  tariff 
sheets  necessary  to  reflect  an  interim 
funding  mechanism  for  the  Gas 
Research  Institute  (  GRI")  in  Section  25 


of  the  General  Terms  and  Conditions 
(•*GRI  Filing") .  The  tan  ff  sheets  were 
submitted  pursuant  to  the  Commission's 
orders  epproving  an  interim  GRI 
funding  mechanism  for  1993.  Gas 
Reserach  Institute,  Order  on  Proposed 
Funding  Mechanism.  60  F.E.R.C. 
Paragraph  61,203  (August  28, 1992). 
Order  Denying  Rehearing,  issued 
October  28. 1992. 

Texas  Eastern  asserts  that  in 
conjunction  with  the  cujrent  filing,  it 
submitted  Sub  Twenty-ninth  Revised 
Sheet  No.  51 .  whidi  reflects  the 
incremental  demand  surcharge  for  the 
CD-I  Adjustment  Program  service  as 
approved  in  Docket  No.  CP88-180.  to 
replace  the  Twenty-ninth  Revised  Sheet 
No.  51  included  in  the  GRI  Filing. 

The  proposed  effective  dales  of  the 
tariff  sheets  are  November  1.  1992, 
December  1. 1992,  and  January  1, 1993. 
as  indicated. 

Texas  Eastern  states  that  copies  of  the 
filing  were  served  on  Texas  Eastern's 
jurisdictional  customers  and  interested 
state  commissions.  Copies  of  this  filing 
have  also  been  served  on  all  parties  on 
the  service  list  in  Docket  No.  CP88-180. 
Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure.  All  such 
motions  or  protests  should  be  filed  on 
or  before  January  12,  1993.  Protests  will 
be  considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Unwood  A.  Watson,  Ir^ 
Acting  Secretary. 
(FRDoc.  93-517  Filed  l-»-93;  B:4S  amj 

etUJNO  COOE  •717-«1-ll 


Transportation  Cost  Adjustment 
provisions  contained  in  section  32  of  its 
FERC  G«s  Tariff  Original  Volume  No.  1  ■ 
and  section  27  of  its  FERC  Gas  Tariff 
First  Revised  Volume  No.  2-A,  and  are 
proposed  to  be  effective  Febmaiy  1 , 
1993. 

Texas  Gas  states  that  copies  of  the 
filing  were  served  on  Texas  Gas' 
juri^ictional  sales  customers,  all 
parties  on  the  Commission's  official 
restricted  service  list  in  the  consolidated 
proceedings,  and  interested  slate 
commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington, 
DC  20426.  in  accordance  with 
§§385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  protests  or  motions  should  be 
filed  on  or  before  January  12. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  Uie 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parlies  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Linwood  A.  Walton.  Ir.. 
Acting  Secretary. 
(PR  Doc  93-518  Filed  1-8-93;  8:45  am) 

BILUNa  COOC  fn7-01-M 


[Dockst  Mo.  TM93-a-1 8-000] 

Texas  Gas  Transmission  Corp.;  Notice 
of  Proposed  Changes  in  FERC  Gas 
Tariff 

January  5. 1993. 

Take  notice  that  on  December  31, 
1992,  Texas  Gas  Transmission 
Corporation  (Texas  Gas)  tendered  for 
fiHng  the  revised  tariff  sheets  contained 
in  appendix  A  to  the  filing. 

Texas  Gas  states  that  the  proposed 
tariff  sheets  reflect  changes  to  its  Base 
Tariff  Rates  pursuant  to  the 


[Docket  No.  RP93-55-0001 

Trailbiazer  Pipeline  Co^  Notice  of 
Proposed  Changes  in  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that  on  December  30. 
1992,  Trailblazer  Pipeline  Company 
(Trailblazer)  tendered  for  filing  as  part 
of  its  FERC  Gas  Tariff,  the  tariff  sheets 
listed  in  appendices  A  and  B.  attached 
to  the  filing,  to  become  effective 
February  1. 1993.  Trailblazer  states  that 
this  filing  is  a  general  rate  case 
submitted  principally  to  comply  with 
the  terms  of  Trailblazer's  last  settlement 
at  Dockot  No.  RP84-94. 

Trailblazer  states  that  the  filing 
reflects  a  base  period  encompassing  the 
twelve  months  ended  August  31. 1992. 
adjusted  for  known  end  measurable 
changes  anticipated  to  occur  during  the 
nine  raonth  period  ended  May  31, 1993 
Trailblazer  notes  that  its  filing  also 
rer.ects  a  straight  fixed-variable  rate 
design,  an  equity  return  allowance  of 
15%.  a  higher  depreciation  rate,  and 
reduced  operation  and  maintenance 
expenses  when  compared  to  the  level 


Acting  Secret 
|FR  Doc.  93-; 
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[Docket  No.  ( 

Transweste 
Proposed  C 

January  5, 19! 
Take  notii 
1992,  Trans 
(Transweste 
part  of  its  Fl 
Revised  Vol 
tariff  sheets: 


Effective  Apn 

lOOfhRevisec 
Original  Shee 
65th  Revised 
10th  Revised 
1st  Revised  S 
7th  Revised  S 
13  th  Revised 
2nd  Revised  i 
lOfh  Revised 
3rd  Revised  S 

Alternate  Tar 

Effective  Apr 

Alfemate  100 
6th  Revised  S 
2nd  Revised  I 
2nd  Revised  I 
2nd  Revised ! 
2nd  Revised  i 
1st  Revised  S 
4th  Revised  S 
Alternate  lOtl 
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established  in  Trailblazer's  last  rate  case 
settlement  at  Docket  No.  RP84-94. 

Trailblazer  states  that  copies  of  the 
filing  were  served  upon  all  of 
Traiu)lazer's  jurisdictional  customers 
and  interested  state  regulatory  agencies. 

Any  person  desiring  to  be  heard  c;  to 
protest  said  Hling  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington, 
DC  20426.  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available,  for  public  inspection  in  the 
public  reference  room. 
Linwood  A.  Watson,  |r.. 
Acting  Secretary. 
|FR  DcK.  93-519  Filed  1-8-93;  8:45  ami 

BILUNC  CODE  6717-01-M 


[Docket  No.  RP93-56-000] 

Transwestern  Pipeline  Co.;  Notice  of 
Proposed  Changes  in  FERC  Gas  Tariff 

January  5, 1993 

Take  notice  that,  on  December  30. 
1992,  Transwestern  Pipeline  Company 
(Transwestern)  tendered  for  filing  as 
part  of  its  FERC  Gas  Tariff,  Second 
Revised  Volume  No.  1.  the  following 
tariff  sheets: 
Primary  Tariff  Sheets 

Effective  April  1.  1993: 

100th  Revised  Sheet  No.  5 
Original  Sheet  No.  5E(v) 
65th  Revised  Sheet  No.  6 
lOfh  Revised  Sheet  No.  6C 
1st  Revised  Sheet  No.  6D 
7th  Revised  Sheet  No.  87 
13th  Revised  Sheet  No.  89 
2nd  Revised  Sheet  No.  89A 
lOth  Revised  Sheet  No.  90 
3rd  Revised  Sheet  No.  92 

Alternate  Tariff  Sheets 

Effective  April  1, 1993: 

Alternate  100th  Revised  Sheet  No.  5 

6th  Revised  Sheet  No.  5A 

2nd  Revised  Sheet  No.  5A.01 

2nd  Revised  Sheet  No.  5A.02 

2nd  Revised  Sheet  No.  SA.03 

2nd  Revised  Sheet  No.  5A.04 

1st  Revised  Sheet  No.  5A.05 

4th  Revised  Sheet  No.  SB 

Alternate  10th  Revised  Sheet  No.  90A 

The  above  referenced  tariff  sheets  are 
being  filed  by  Transwestern  to  modify 


its  take-or-pay.  buy-out  and  buy-down 
mechanism  ("Transition  Cost  Recovery" 
or  "TCR"  mechanism)  in  order  to 
recover  certain  take-or-pay  settlement, 
buy-out.  buy-down,  and  contract 
reformation  costs  ('Transition  Costs") 
which  amounts  it  paid  subsequent  to 
the  implementation  date  of  its  Gas 
Inventory  Charge  ("QIC").  October  1. 
1989,  and  which  do  not  qualify  under 
the  Litigation  Exception  provision  of  its 
tariff. 

Transwestern  has  paid  an  additional 
$5,454,449.38  in  Transition  Costs  ("TCR 
Amount  Eleven")  and  is  revising  certain 
tariff  sheets  and  requesting  authority  to 
begin  recovery  of  such  amounts  under 
the  tariff  sheets. 

Under  the  tariff  sheets,  Transwestern 
proposes  to  absorb  twenty-five  percent 
(25%)  of  the  additional  Transition  Costs 
it  has  incurred  and  to  recover  the 
remaining  seventy-five  percent  (75%) 
through  an  exit  point,  volumetric 
surcharge  which  includes  a 
reconciliation  or  "true-up"  mechanism 
that  complies  with  Order  Nos.  528-A 
and  528-B. 

Transwestern  respectfully  requests 
that  the  Commission  grant  any  and  all 
waivers  of  its  rules,  regulations,  and 
orders  as  may  be  necessary  so  as  to 
permit  the  above  listed  tariff  sheets  to 
become  effective  April  1, 1993. 

Transwestern  states  that  copies  of  the 
filing  have  been  mailed  to  eadi  of  its 
jurisdictional  customers  and  interested 
state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  petition 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington. 
DC  20426.  in  accordance  with  Rules  214 
and  211  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.214 
and  385.211).  All  such  petitions  or 
protests  must  be  filed  on  or  before 
January  12, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding.' 
Any  person  wishing  to  become  a  party 
must  file  a  petition  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 

[FR  Doc.  93-520  Filed  1-8-93;  8:45  am] 
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[Dockaft  No.  RP93-61-000] 

U-T  Offshore  System;  Notice  of 
Proposed  Changes  In  FERC  Gas  TartfT 

January  5, 1993. 

Take  notice  that  on  December  31. 
1992.  U-T  Offshore  System  ("U-TOS") 
filed,  pursuant  to  section  4  of  the 
Natural  Gas  Act,  for  a  general  increase 
in  its  transp>ortation  rates,  proposing  an 
effective  date  of  February  1, 1993. 

According  to  the  filing.  U-TOS 
attributes  the  need  for  an  increase  in 
rates  to  increases  in  operating  and 
maintenance  expenses  and  other 
increases  in  its  cost  of  service  (including 
its  negative  salvage  rate)  as  well  as 
declining  levels  of  firm  service  contracts 
and  transportation  volumes  on  its 
system.  U-TOS  states  that  the  increase 
reflects  the  inclusion  of  the  ACA  charge 
as  an  operating  and  maintenance 
expense  in  lieu  of  such  charge's  past 
recovery  as  a  rate  surcharge. 

U-TOS  states  that,  based  upon 
volumes  transported  during  the  base 
period,  as  adjusted,  the  proposed  rates 
will  result  in  an  increase  in  annual 
revenues  to  U-TOS  of  approximately 
$1.8  million  when  compared  to  the 
annual  revenues  generated  by  currently 
effective  rates  in  effect  subject  to  refund 
in  Docket  No.  RP92-47. 

U-TOS  requests  the  removal  of  the 
100%  load  factor  rate  design  condition 
for  designing  its  rate,  whidi  was 
imposed  in  Docket  Nos.  CP76-118,  et  al. 

U-TOS  also  requests  removal  of  the 
biennial  rate  filing  requirement  that  was 
imposed  in  Docket  Nos.  CP76-118,  et  al. 

U-TOS  states  that  copies  of  the  filing 
have  been  served  on  all  affected 
shippers. 

Any  person  desiring  to  be  beard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE.,  Washington, 
DC  20426,  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  12. 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  Protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 

Linwood  A.  Watson.  Jr., 

Acting  Secretary. 

[FR  Doa  93-501  Filed  l-«-93;  8:45  ami 
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WMtam  Area  Power  Admlnlatratlon 

Transition  from  Guidellnee  and 
Acceptance  Criterta  to  Integrated 
RMOurce  Planning 

AQENCV:  Western  Area  Power 
Administration,  DOE. 
action:  Notice  of  Transition  to 
Integated  Resource  Planning. 


SUMMARY:  In  recognition  of  the  intent  of 
Congress  in  superseding  title  11  of  the 
Hoover  Power  Plant  Act  of  1984  through 
enactment  of  the  Energy  Policy  Act  of 
1992.  and  in  anticipation  of  the  Western 
Area  Power  Administration's  (Western) 
development  of  the  Energy  Planning 
and  Management  Program  (Program). 
Western  will  no  longer  require  customer 
comphance  with  the  Guidehnes  and 
Acceptance  Criteria  for  Customer 
Conservation  and  Renewable  Energy 
Programs  in  order  to  facilitate  the 
preparation  of  integrated  resource  plans 
by  Western's  long-term  firm  power 
customers. 

FOfl  FURTHER  INFORMATION  COWTACT: 
Robert  C.  FuUerton.  Western  Area 

Power  Administration,  P.O.  Box  3402. 

Golden.  CO  80401-3398.  (303)  231- 

1679.  ^_ 

James  D.  Davies.  Billings  Area  Office. 

Western  Area  Power  Administration, 

P.O.  Box  35800.  Billings.  MT  59107- 

5800.  (406)  657-6532. 
Stephen  A.  Fausett.  Loveland  Area 

Office.  Western  Area  Power 

Administration,  P.O.  Box  3700. 

Loveland.  CO  8053^-3003.  (303)  490- 

7201.  „„ 

Thomas  A.  Hine,  Phoenix  Area  Office. 

Western  Area  Power  Administration. 

P.O.  Box  6457.  Phoenix.  AZ  85005- 

6457.  (602)  352-2453. 
David  G.  Coleman,  Sacramento  Area 

Office.  Western  Area  Power 

Administration.  1825  Bell  Street. 

Suite  105,  Sacramento.  CA  95825- 

1097.  (916)  649-4418. 
Lloyd  Greiner.  Salt  Lake  Qty  Area 

Office.  Western  Area  Power 

Administration.  P.O.  Box  11606.  Salt 

Lake  City.  UT  84147-0606.  (801)  524- 

6372. 
SUPPLEMENTARY  INFORMATION:  On 
October  24. 1992.  the  Energy  Policy  Act 
of  1992  became  law.  Section  114  of  that 
legislation  requires  the  preparation  of 
integrated  resource  plans  by  the  long- 
term  firm  power  customers  of  Western. 
Section  114  also  supersedes  title  n  of 
the  Hoover  Plant  of  1984  in  its  entirety. 
The  Hoover  Power  Plant  Act  of  1984 
was  the  statutory  basis  for  Western's 
Guidehnes  and  Acceptance  Criteria  for 
Customer  Conservation  and  Renewable 
Energy  Programs.  50  FR  33892  (August 
21, 1985).  To  replace  the  Guidelines  and 


Acceptance  Criteria.  Western  is 
developing  a  Program  that  includes  a  ^ 
requirement  for  all  Western  firm  power 
customers  to  prepare  an  integrated 
resource  plan  consistent  with  the 
provisions  of  the  Energy  Policy  Act.  In 
recognition  of  the  action  of  Congress. 
Western  will  no  longer  require  customer 
compliance  with  the  existing  Guidelines 
and  Acceptance  Criteria  so  that 
customers  can  begin  to  focus  their 
resources  on  the  transition  to 
preparation  of  quality  integrated 
resource  plans. 

Issued  in  Golden.  Colorado.  December  29. 
1992. 

William  H.  Qagatt. 
Administrat<M: 
[FR  Doc.  93-550  Filed  1-8-93;  8:45  ami 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[WH-FRL-4553-8] 

State  and  Local  Aaalatance;  Grants  for 

State  Water  Pollution  Control 

Revolving  Funds  (Title  VI)  Under  the 

Clean  Water  Act 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTKM):  Notice  of  allotment. 


205(c)(3)  of  the  CWA.  Congress  has 
given  the  Agency  no  instruction 
regarding  the  allotment  of  fiscal  year 
1993  funds.  In  the  absence  of 
Congressional  action,  the  Agency  will 
allot  the  fiscal  year  1993  funds  in 
accordance  with  the  table  in  section 
205(c)(3)  except  as  described  below. 

Indian  Tribes  Adjustment 

The  Act  authorizes  the  Administrator 
to  reserve  up  to  one  half  on  one 
percentum  of  fiscal  year  1993  title  VI 
funds  for  making  grants  to  Indian  Tribes 
and  Alaska  Native  Villages  for 
construction  of  wastewater  treatment 
facilities.  The  full  amount  is  hereby 
reserved  to  be  administered  under  the 
Indian  Set-Aside  Program  authorized  by 
secUon  518(c)  of  the  CWA.  These  funds 
will  be  allotted  to  the  Indian  Tribes  and 
Alaska  Native  Villages  based  on  the 
1990  Indian  Set-Aside  Project  Priority 
Ust  published  in  the^  Federal  Register 
December  21. 1990.  Projects  were 
ranked  on  this  Priority  List  based  on 
water  quahty  and  public  health  criteria. 


SUMMARY:  The  Departments  of  Veterans 
Affairs  and  Housing  and  Urban 
Development,  and  Independent 
Agencies  Appropriations  Act.  1993.  (the 
Act)  provides  $1,927,500,000  to 
capitalize  State  Revolving  Fund  (SRF) 
programs  authorized  by  title  VI  of  the 
Clean  Water  Act  (CWA).  This  notice  sets 
forth  the  State  allotments  for  fiscal  year 
1993  for  their  SRF  programs.  It  also 
provides  notice  that  one-half  of  one 
percentum  of  the  appropriation, 
$9,637,500,  is  reserved  for  grants  to 
Indian  Tribes  and  Alaska  Native 
Villages  to  construct  sewage  treatment 
facilities. 

FOR  FURTHER  INFORMATION  CONTACT. 
Mr.  Leonard  B.  Fitch,  Program 
Management  Branch,  Municipal 
Support  Division,  Office  of  Wastewater 
Enforcement  and  Compliance.  (202) 
260-5858. 

SUPPLEMENTARY  ^FORMATION:  Public 
Law  102-389,  the  Departments  of 
Veterans  Affairs  and  Housing  and  Urban 
Development,  and  Independent 
Agencies  Appropriations  Act,  1993, 
provides  $1,927,500,000  to  capitalize 
SRF  programs  authorized  by  title  VI  of 
the  CWA.  Section  604(a)  of  the  CWA 
requires  that  funds  appropriated  for  title 
VI  for  fiscal  years  1987-1990  be  allotted 
in  accordance  with  the  table  in  section 


Trust  Territory  Adjustment 

In  Public  Law  99-658.  Congress 
approved  a  Compact  of  Free  Association 
for  the  Trust  Territories'  members.  Two 
entities,  the  Federated  States  of 
Micronesia  and  the  Republic  of  the 
Marshall  Islands  have  implemented 
Compacts  and  are  no  longer  eligible  for 
grants  xmder  title  VI.  At  the  effective 
date  of  this  allotment  the  Republic  of 
Palau  has  yet  to  implement  a  Compact 
of  Free  Association,  and.  under  Public 
Law  99-239,  section  105(h)(2),  remains 
eligible  for  Utle  VI  grants.  Funds  that 
otherwise  would  have  been  allotted  to 
the  Federated  States  of  Micronesia  and 
the  Republic  of  the  Marshall  Islands  are 
redistributed  to  the  States  and 
Territories  by  proportionally  increasing 
their  respective  shares  of  the 
appropriation  as  shown  in  the  colunm 
titled  "Allotment  Formula  After  Trust 
Territory  Adjustments."  The  actual 
allotments  resulting  fi-om  the  adjusted 
allotment  shares  are  shown  in  (he 
column  titled  "fiscal  year  1993  State 
Allotment."  The  table  at  the  end  of  this 
notice  lists  the  amount  of  funding  made 
available  to  each  State.  These  fimds  are 
available  for  obligation  until  September 
30. 1994.  Grants  from  the  allotments 
may  be  awarded  as  of  the  date  that  the 
funds  were  issued  to  the  Regional 
Administratore  by  the  Comptroller  of 
EPA. 

Dated:  January  4, 1993. 
William  K.  Reilly, 
Administrator. 


[FR  Doc.  93- 
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state 


Arizona 


CaWomia  .... 

CokMBdo  

Connacticut 


DMtlct  ol  CokMTtta  . 

Floftda  

Gaoigia 


Idaho  ~ 
Ittnoto  .. 
mdana 

kMM  — 


KanHicky 

Louiaiana ~ 

Mama 

Mafytend 

Massachusetts 

Michigan 

Minnesota 

Mississippi 

Missouri 


Nebraaiia 
Nevada  ... 


NewHampshira , 
New  Jersey  ._-. 

New  Mexico 

New  Yoi1< 

Noftti  Carolina  ... 
North  Oalcola  ..... 

Ohio 

Oldahoma 

OfaQon  .»...«..».. 

Penneytwania 

Rhode  Mand  .„. 
South  Caroiina  . 
South  Dakota  ... 

Tennesaee — 

Texas „ 

Utah „.. 

Vemtont _.. 

Virginia  

Washington 
West  Virginia 

Wisoonsin 

WyonUng 


MRiiniani  RXireaa 


Ameiican  Samoa ... 

Guam  .._ 

Northern  Marianas . 

Puerto  Rico  _.. 

PacHic  Trust  Terr  .„ 
Virgin  Islanda 


Subtotal 

Indian  Set-Aside 
Total  „ 


0.01 130» 

0.006053 

0.006831 

0.006616 

0.072333 

0.006060 

0.012390 

0.004966 

0.004966 

0.034130 

a017100 

0.007833 

0.004965 

0.04574) 

0.024374 

0.013688 

0.006129 

0.012872 

0.011116 

0.007829 

0.024461 

0.034338 

0.043487 

0.018680 

0.009112 

0.028037 

0.004965 

0.005173 

0.004965 

0.010107 

0.041329 

0.004965 

0.111632 

0.018253 

0.00496S 

0.056936 

0.006171 

0.011425 

0.040062 

0.006791 

0.010361 

0.004965 

0.014692 

0046226 

0.006329 

0.004966 

C02069e 

0.017586 

0  015766 

0.027342 

0.004965 

0000908 

0000657 

0.000422 

0C13191 

0.00^295 

0.000527 


Alkittnant  fomMjia 
atlar  trust  tarr. 


1.000000 


0.011320 

0.006069 

0006837 

0006622 

a072400 

0.008086 

0.012402 

0.004970 

0004970 

0.034171 

0.017116 

0.007840 

0.004970 

0.045783 

0.024397 

0.013701 

0.009137 

0.012884 

0.011128 

0007836 

0.024484 

0.034370 

0.043627 

0.018606 

0.009120 

0.028063 

0.004970 

0.005178 

0004970 

0.010116 

0.041367 

0.004970 

0.111736 

0.018270 

0.004970 

0.066888 

0.008179 

0.011436 

0.040099 

0.006797 

0.010371 

0.004970 

0.014706 

0.046266 

0.005334 

0.004870 

0020717 

0.017604 

0.015781 

0.027367 

0.004970 

0.000909 

0.000658 

0.000422 

0.013203 

0.001367 

0.000527 


FY  1903 1 


1000000 


$21.7081300 

11,619.600 

13,113,100 

12.700,400 

138J63.e0O 

15.5a9jB0O 

23.784,400 

9,531,000 

9.531,000 

66,534.700 

32.825,900 

15.036J00 

9,531,000 

87306,400 

46,780,400 

26,278.100 

17,524,400 

24,700,700 

21,342.600 

15,028,900 

46.966,400 

66.916,700 

83,479.600 

36,684,300 

17,491,800 

53.821,100 

9,531.000 

9.930.300 

9.531.000 

19,401,800 

79,337,000 

9,531,000 

214,293,900 

35,039,300 

9,531,000 

109,296J00 

15,665.400 

21.931.900 

76,904,800 

13,036,300 

19389,400 

9,531,000 

28,203,400 

88,737,500 

10,229,800 

9,531.000 

39,732,800 

33,762.700 

30,265,100 

52,486,900 

9,531,000 

1,743.000 

1,261,200 

810,200 

25,322,000 

704,500 

1.011,700 


$1,817,862,500 

$8,637,500 

$1,927,500,000 


[FR  Doc.  93-525  Filed  1-8-93;  8:45  a.m.1 
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PuMic  MMting  of  the  Phoaphoric  Acid 
Production  Waata  DMoguo  Committee 

AGENCY:  Environmental  Protection 
Agency. 


ACTION:  Federal  Advisory  Committee 
meeting. 


SUMMARY:  As  required  by  the  Federal 
Advisory  Committee  Act,  we  are  giving 
notice  of  the  January  meeting  of  the 
Phosphoric  Acid  Waste  Dialogue 
Committee.  The  meeting  is  open  to  the 
public  without  advance  registration. 

The  purpose  of  the  meetings  is  to 
continue  to  review  information  on  the 


issue  of  pollution  prevention  in  the 
production  of  phosphoric  add. 

DATES:  The  Committee  meeting  will  be 
held  on  January  29, 1993  from  8:30  a.m. 
to  4  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Marriott  Airport  Hotel,  7499 
Augusta  National  Drive,  Orlando, 
Florida. 

FOR  FURTHSt  MFORMATION  CONTACT. 
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Persons  needing  further  information  on 
the  technical  or  scientific  matters 
related  to  phosphoric  add  wastes 
should  contact  Dr.  Daniel  R.  Bushman, 
Office  of  Pollution  Prevention  and 
Toxics,  Economics.  Exposure  and 
Technology  Division,  TS  779, 
Environmental  Protection  Agency, 
Washington,  DC  20460;  phone  (202) 
260-6700.  Persons  needing  further 
information  on  the  committee's 
procedural  and  logistical  matters  should 
call  Deborah  Dalton,  Consensus  and 
Dispute  Resolution  Program,  (202)  260- 
5495.  or  the  Committee's  facilitator, 
Greg  Bourne.  SouAeast  Negotiation 
Network,  Georgia  Institute  of 
Technology,  Atlanta,  GA  (404)  853- 
9846. 
Dated:  January  5, 1993. 

Deborah  Dalton, 

Designated  Federal  Official.  Office  of 
Regulatory  Management  and  Evaluation, 
Office  of  Policy.  Planning  and  Evaluation. 

|FR  Doc  93-523  Filed  l-a-93;  8:45  am] 
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Proposed  Administrative  Settlemant 
Under  Section  122(h)  of  the 
Comprehensive  Environmental 
Response.  Compensation,  and  Liability 
Act;  Hooper  Sands,  South  Berwick,  ME 

AGENCY:  U.S.  Environmental  Protection 
Agency. 

ACTION:  Notice  of  proposed 
administrative  settlement  and  request 
for  public  comment 


SUMMARY:  The  U.S.  Environmental 
Protection  Agency  (EPA)  is  proposing  to 
enter  into  an  administrative  settlement 
to  address  claims  under  the 
Comprehensive  Environmental 
Response,  Compensation  and  Liability 
Act  of  1980.  as  amended  (CERCLA),  42 
U.S.C.  9601.  Notice  is  being  published 
to  inform  the  pubhc  of  the  proposed 
settlement  and  of  the  opportunity  to 
comment.  The  settlement  is  intended  to 
resolve  the  liability  under  CERCLA  of 
the  United  States  Department  of  the 
Navy  for  unrecovered  costs  incurred  by 
EPA  in  conducting  response  actions  at 
or  in  connection  vn\h  the  Hooper  Sands 
Superfund  Site  in  South  Berwick.  Maine 
through  and  including  May  12, 1992. 

DATES:  Comments  must  be  provided  on 
or  before  February  10, 1993. 

ADDRESSES:  Comments  should  be 
addressed  to  the  Docket  Qerk.  U.S. 
Environmental  Protection  Agency. 


Region  I,  JFK  Federal  Building-«CG, 
Boston,  Massachusetts  02203,  and 
should  refer  to:  In  the  Matter  of  Hooper 
Sands  Superfund  Site,  South  Bervwck. 
Maine.  U.S.  EPA  Docket  No.  1-92-1082. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kathleen  Woodward,  U.S. 
Environmental  Protection  Agency, 
Office  of  Regional  Counsel.  RCV.  J.F.K. 
Federal  Building,  Boston.  Massachusetts 
02203.  (617)  565-3687. 

SUPPt^MENTARY  »4F0RMATX>N:  In 
accordance  with  section  122(i)(l)  of  the 
Comprehensive  Environmental 
Response.  Compensation  and  Liability 
Act  of  1980.  as  amended  (CERCLA),  42 
U.S.C  9622(i)(l),  notice  is  hereby  given 
of  a  proposed  administrative  settlement 
concerning  the  Hooper  Sands 
Superfund  Site  in  South  Berwick,  ME. 
The  settlement  was  approved  by  EPA 
Region  I  on  December  4. 1992.  subject 
to  review  by  the  public  pursuant  to  this 
Notice.  The  United  States  Department  of 
the  Navy,  the  SetlUng  Party,  has 
executed  a  signature  page  committing  it 
to  participate  in  the  settlement.  Under 
the  proposed  settlement,  the  Settling 
Party  is  required  to  pay  $728,209.81  to 
the  Hazardous  Substances  Superfund. 
EPA  believes  the  settlement  is  fair  and 
in  the  public  interest. 

EPA  is  entering  into  this  agreement 
imder  the  authority  of  section  122(h)  of 
CERCLA.  Section  122(h)  of  CERCLA 
provides  EPA  with  authority  to 
consider,  compromise,  and  settle  a 
claim  under  section  107  of  CERCLA  for 
costs  incurred  by  the  United  States  if 
the  claim  has  not  been  referred  to  the 
U.S.  Department  of  Justice  for  further 
action.  The  U.S.  Department  of  Justice 
approved  this  settlement  in  writing  on 
November  17, 1992. 


Dated:  December  4, 1992. 
Paul  Keoagh, 

Acting  Regional  Administrator 
(FR  Doc  93-526  Filed  1-8-93;  8:45  ami 
MLUNQCOOe 


[FRL-4S53-5] 

Proposed  Administrative  Settlement 
Under  Section  122(h)  of  the 
Comprehenaive  Environmental 
Rosponse,  Compensation,  and  Liability 
Act;  LE.  MacNaIr  Building  Superfund 
Site.  Houlton,  ME 

AGENCY:  U.S.  Environmental  Protection 
Agency. 

ACnON:  Notice  of  proposed 
adminisrative  settlement  and  request  for 
public  comment. 


EPA  will  receive  written  comments 
relating  to  this  settlement  for  thirty  (30) 
days  from  the  date  of  publication  of  this 
Notice. 

A  copy  of  the  proposed  administrative 
settlement  may  be  ci)tained  in  person  or 
by  mail  from  the  Docket  Clerk,  U.S. 
Environmental  Protection  Agency, 
Office  of  Regional  Counsel,  JFK  Federal 
Building— RCG.  Boston,  Massachusetts 
02203,  (617)  565-3351. 

The  Agency's  response  to  any 
comments  received  will  be  available  for 
pubhc  inspection  with  the  Docket  Clerk, 
U.S.  Environmental  Protection  Agency, 
Region  I,  JFK  Federal  Building— RCG, 
Boston.  Massachusetts  02203  (U.S.  EPA 
Docket  No.  1-92-1082). 


SUMMARY:  The  U.S.  Environmental 
Protection  Agency  (EPA)  is  proposing  to 
enter  into  an  administrative  settlement 
to  address  claims  imder  the 
Comprehensive  Environmental 
Response.  Compensation  and  Liability 
Act  of  1980.  as  amended  (CERCLA),  42 
U.S.C.  9601.  Notice  is  being  published 
to  inform  the  public  of  the  proposed 
settlement  and  of  the  opportimity  to 
comment.  The  settlement  is  intended  to 
resolve  the  liability  under  CERCLA  of 
Bangor  and  Aroostook  Railroad 
Company,  G.  Milton  Carter,  G.M. 
Nicholas  Carter,  L.E.  MacNair  Creditor 
Trust  (David  Edgar  and  John  Rogers. 
Trustees;  AFCO  Credit  Corporation, 
Bemis  Company,  and  Stanford 
Holdings,  Ltd.,  Beneficiaries),  and 
Maine  Potato  Growers,  Inc.  for  costs 
incurred  by  EPA  in  conducting  response 
actions  at  the  L.E.  MacNair  Building 
Superfund  Site  in  Houlton,  Maine. 

DATES:  Comments  must  be  provided  on 
or  before  February  10, 1993. 

ADDRESSES:  Comments  should  be 
addressed  to  the  Docket  Clerk,  U.S. 
Environmental  Protection  Agency, 
Region  I,  JFK  Federal  Building— RCG, 
Boston,  Massachusetts  02203,  and 
should  refer  to:  In  the  matter  of  L.E. 
MacNair  Building  Superfund  Site, 
Houlton.  ME.  U.S.  EPA  Docket  No.  I- 
92-1100. 

FOR  FURTHER  INFORMATION  CONTACT: 
Andrew  Raubvogel,  U.S.  Environmental 
Protection  Agency,  Office  of  Regional 
Counsel.  RCV.  J.F.K.  Federal  Building. 
Boston.  Massachusetts  02203.  (617) 
565-3169. 

SUPPt.EMENTARY  MFORMATION:  In 
accordance  with  section  122(iKl)  of  the 
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Comprehensive  Environmental 
Response.  Compensation  and  Liability 
Act  of  1980.  as  amended  (CERCLA).  42 
U.S.C.  9622(i)(l).  notice  is  hereby  given 
of  a  proposed  administrative  settlement 
concerning  the  L.E.  MacNair  Building 
Superfund  Site  in  Houiton,  ME.  The 
settlement  was  approved  by  EPA  Region 
I  on  December  16, 1992  subject  to 
review  by  the  public  pursuant  to  this 
Notice.  Bangor  and  Aroostook  Railroad 
Company,  G.  Milton  Carter,  CM. 
Nicholas  Carter,  the  L.E.  MacNair 
Creditor  Trust  (David  Edgar  and  John 
Rogers,  Trustees;  AFCO  Credit 
Corporation,  Bemis  Company,  and 
Stanford  Holdings.  Ltd.,  Beneficiaries), 
and  Maine  Potato  Growers,  Inc.,  the 
Settling  Parties,  have  executed  signature 
pages  committing  it  to  participate  in  the 
settlement.  Under  the  proposed 
settlement,  the  Settling  Parties  are 
required  to  pay  $875,000  to  the 
Hazardous  Substances  Superfund.  EPA 
believes  the  settlement  is  fair  and  in  the 
public  interest. 

EPA  is  entering  into  this  agreement 
under  the  authority  of  section  122(h)  of 
CERCLA.  Section  122(h)  of  CERCLA 
provides  EPA  with  authority  to 
consider,  compromise,  and  settle  a 
claim  under  section  107  of  CERCLA  for 
costs  inciured  by  the  United  States  if 
the  claim  has  not  been  referred  to  the 
U.S.  Department  of  Justice  for  further 
action.  The  U.S.  Department  of  Justice 
approved  this  settlement  in  writing  on 
December  16, 1992. 

EPA  will  receive  written  comments 
relating  to  this  settlement  for  thirty  (30) 
days  from  the  date  of  publication  of  this 
Notice. 

A  copy  of  the  proposed  administrative 
settlement  may  be  obtained  in  person  or 
by  mail  from  Andrew  Raubvogel,  U.S. 
Environmental  Protection  Agency, 
Office  of  Regional  Counsel,  JFK  Federal 
Building — ^RCV,  Boston,  Massachusetts 
02203,  (617)  565-3169. 

The  Agency's  response  to  any 
comments  received  will  be  available  for 
public  inspection  with  the  Docket  Clerk, 
U.S.  Environmental  Protection  Agency, 
Region  I.  JFK  Federal  Building— RCG, 
Boston,  Massachusetts  (U.S.  EPA  Docket 
No.  1-92-1100). 

Dated:  December  16, 1992. 

Panl  G.  Kaough, 

Acting  Fegional  Administrator. 

|FR  Doc  93-527  Filed  1-8-93;  8:45  am] 
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Proposed  Admlnlstnrtlv*  Settlement 
Pursuant  to  the  Comprehensive 
Environmental  Response. 
Compensation,  and  LtabUlty  Act,  as 
Amended  by  the  Superfund 
Amendments  and  Reeuthorization  Act 

AGENCY:  Environmental  Protection 

Agency. 

ACTION:  Notice;  request  for  public 

comment. 

SiAMARY:  In  accordance  vdth  section 
122(i)  of  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act.  as 
amended  by  the  Superfund 
Amendments  and  Reauthorization  Act 
("CERCLA").  notice  is  hereby  given  that 
a  proposed  administrative  cost  recovery 
settlement  concerning  the  Route  52  Site 
in  Bluefield,  West  Virginia  was  issued 
by  the  Agency  on  September  24. 1992. 
The  settlement  resolves  an  EPA  claim 
undes  Section  107  of  CERCLA  against 
Joy  Technologies  Inc.  The  settlement 
requires  Joy  Technologies  Inc.  to  pay 
$200,000,000  to  the  Hazardous 
Substances  Superfund. 

For  thirty  (30)  days  following  the  date 
of  publication  of  this  notice,  the  Agency 
will  receive  vtrritten  comments  relating 
to  the  settlement.  The  Agency's 
response  to  any  comments  received  will 
be  available  for  public,  inspection  at  the 
U.S.  Environmental  Protection  Agency, 
Region  m.  Regional  Docket  Clerk 
(3RC00),  841  Chestnut  Building. 
Philadelphia,  PA,  19107. 
DATES:  Comments  must  be  submitted  on 
or  before  February  10. 1993. 
ADDRESSES:  The  proposed  settlement 
and  additional  background  information 
relating  to  the  settlement  are  available 
for  public  inspection  at  U.S.  EPA, 
Region  IH,  841  Chestnut  Building. 
Philadelphia,  PA,  19107.  A  copy  of  the 
proposed  settlement  may  be  obtained 
from  Suzanne  Canning  (3RC00), 
Regional  Docket  Clerk,  U.S.  EPA,  Region 
m,  841  Chestnut  Building,  Philadelphia. 
PA.  19107.  Comments  should  reference 
the  Route  52  Site.  Bluefield.  WVA  and 
EPA  Docket  No.  ffl-92-09-DC.  and 
should  be  addressed  to  Suzanne 
Canning  (3RC00),  Regional  Docket 
Clerk,  at  the  above  address. 
FOR  FURTHER  MFORMATION  CONTACT: 
Heather  Torres  (3RC21),  Associate 
Regional  Counsel,  U.S.  EPA,  Region  m, 
841  Chestnut  Building,  Philadelphia, 
PA,  19107.  (215)  597-0376. 

December  10, 1992. 
Ahfin  R.  Morris.. 

Acting  Regional  Administrator,  United  States 
Environmental  Protection  Agency,  Region  Ul. 
IFR  Doc  93-528  Filed  1-8-93;  8:45  am] 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

DEPARTMENT  OF  DEFENSE 

Army  Corps  of  Engineers 
[FRL-4553-91 

Basis  for  the  Advanced  Identification 
of  Wetlanda  in  New  Jersey's 
Hackensack  Meedowtands 

agency:  United  States  Environmental 
Protection  Agency,  United  States  Army. 
Corps  of  Engineers,  DOD. 
ACTION:  Notice  of  completion. 

SUMMARY:  The  United  States 
Environmental  Protection  Agency 
(EPA),  Region  n  office,  and  (the  United 
States  Army  Corps  of  Engineers 
(USAGE).  New  York  District  office,  have 
completed  the  "Basis  for  the  Advanced 
Identification  of  Wetlands  in  New 
Jersey's  Hackensack  Meadowlands". 
The  repKjrt  may  be  acquired  at  the  EPA 
Region  n  office,  26  Federal  Plaza,  New 
York,  New  York,  or  the  Hackensack 
Meadowlands  Development 
Commission  offices,  One  DeKorte  Park 
Plaza,  Lyndhurst,  New  Jersey;  or  may  be 
received  upon  request  to  EPA  Region  II, 
Marine  and  Wetlands  Protection 
Branch.  26  Federal  Plaza,  New  York,  NY 
10278,  (212)  264-5170. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mr.  Mario  Del  Vicario,  Chief,  Marine 
and  Wetlands  Protection  Branch,  U.S. 
Environmental  Protection  Agency 
Region  H,  26  Federal  Plaza,  New  York. 
NY  10278.  (212)  264-5170. 
SUPPt.EMENTARY  INFORMATION:  The  New 
Jersey  Department  of  Environmental 
Protection  and  Energy  (NJDEPE).  Bureau 
of  Revenue,  Maps  and  Publications 
Section  will  serve  as  a  repository  for  the 
"Basis  for  the  Advanced  Identification 
of  Wetlands  in  New  Jersey's  Hackensack 
Meadowlands".  Copies  are  available  for 
purchase  by  contacting  NJDEPE,  Bureau 
of  Revenue,  Maps  and  Publications 
Section.  CN  402.  Trenton,  New  Jersey 
08625,  (609)  777-1038  or  1039.  The  cost 
is  $2.00  per  figiue  and  approximately 
$1.25  for  the  text  Pre-payment  to  the 
Treasurer,  State  of  New  Jersey,  Bureau 
of  Revenue,  CN  402.  Trenton.  NJ  08625 
is  required. 

For  the  Environmental  Protection  Agency. 

Dated:  December  7, 1992. 
Constantiiie  Sidamon-ErMtoff^ 
Regional  Administrates. 

For  the  Army  Corps  of  Engineers. 

Dated;  December  9, 1992. 
Thomas  A.  York, 
District  Engineer. 

[PR  Doc.  93-533  Filed  1-8-93;  8:45  am] 
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FEDERAL  MARITIME  COMMISSION 

Ocean  Freight  Forwarder  License; 
Reissuance 

Notice  is  hereby  given  that  the 
following  ocean  freight  forwarder 
licen.se  has  been  reissued  by  the  Federal 
Maritime  Commission  pursuant  to 
section  19  of  the  Shipping  Act  of  1984 
(46  U.S.C.  app.  1718)  and  the 
regulations  of  the  Commission 
pertaining  to  the  licensing  of  ocean 
freight  forwarders.  46  CFR  Part  510. 


License 
No. 


2477-n 


Name/addreas 


MOR  EmwDrices. 
Inc..  7377  Pa- 
cihcStreeJ. 
#219,  Omaha, 
NE68114. 


Data  raissused 


Octot)ar21.1992. 


Bryant  L.  VanBrakle, 

Director.  Bureau  of  Tariffs.  Certification  and 

Licensing. 

|FR  Doc.  93-491  Filed  l-»-93;  8:45  am] 
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Ocean  Freight  Forwarder  License; 
Revocations 

Notice  is  hereby  given  that  the 

following  ocean  freight  forwarder 

licenses  have  been  revoked  by  the 

Federal  Maritime  Commission  pursuant 

to  section  19  of  the  Shipping  Act  of 

1984  (46  U.S.C.  app.  1718)  and  the 

regulations  of  the  Commission 

pertaining  to  the  licensing  of  ocean 

freight  forwarders,  46  CFR  part  510. 

License  No;  311. 

Name:  John  V.  Carr  ft  Sun.  Ltd. 

Address:  1600    West    Lafayette.    De- 
troit. MI  48216. 

Date  Revoked:     September  1 .  1992. 

Reason:  Surrerdered  license  volun- 
tarily. 

License  Num-      2269. 
ber: 

Name:  Customs  Clearance   ft    Dis- 
patch. Inc. 

Address:  6300  NW  74th  Ave..  Miami. 

PL  33166. 

Dale  Revoked:     September  19. 1992. 

Reason:  Failed   to   furnish    a   valid 

surety  Iwnd. 

License  Num-      2706. 
ber 

Name:  B.V.T.  America.  Inc. 

Address:  55    Armstrong    Road.    Des 

Moines.  IL  60018. 

Date  Revoked:      November  12.  1992. 

Reason:  Surrendered  license  volun- 
tarily. 

License  Num-      266. 
ber: 

.Name:  E.A.  |asper.  Inc. 

A«Jdr»!.ss:  711  Brush  Ave..  Bronx.  NY 

10465. 

DHte  Revoked:     Docember  2.  1992. 


Reason:  Failed   to   furnish   a   valid 

surety  bond. 
License  Num-      3481. 
l)er. 

Name:  Jinco.  Inc. 

Address:  1101  Ellis  Drive. 

Bensenville.  IL  60106. 
Date  Revoked:     December  2. 1992. 

Reason:  Failed    to    furnish   a   valid 

surety  l)ond. 
license  Num-      2493-R. 
ber: 

Name:  Universal       Transportation 

Systems.  Ltd. 

Address:  1695  Woodward,  Ste.  200. 

Bloomfield       Hills.       MI 
48302. 
Date  Revoked:     December  3. 1992. 
Reason:  Surrendered  license  volun- 
tarily. 
License  Num-      1309. 
ber: 

Name:  Taub  ft  Cannel.  Inc. 

Address:  33  Rector  Street.  New  York. 

NY  10006. 
Dale  Revoked:     December  9. 1992. 

Reason:  Failed    to   furnish    a   valid 

surety  bond. 
License  Num-      2238. 
t)er 

Name:  Genuine  International 

Freight  Forwarders.  Inc. 

Address:  183    Milkweed    Q..    Three 

Bridges.  NJ  08887. 
Date  Revoked:     December  12.  1992. 

Reason:  Failed   to   furnish   a   valid 

surety  bond. 
License  Num-      3547. 
ber: 

Name:  BMA  International  Traders 

and  Forwarders.  Inc. 

Address:  250  South  Maple  Ave..  »B, 

So.    San    Francisco.    CA 
94080. 
Date  Revoked:      December  20.  1992. 

Reason:  Failed    to   furnish   a   valid 

surety  bond. 

Bryant  L.  VanBrakle, 

Director.  Bureau  of  Tariffs.  Certification  and 

Licensing. 

jFR  Doc.  93-490  Fued  1-8-93;  8:45  ami 

BILUNO  COOC  fTlO-OI-M 


DATES:  Comments  must  be  submitted  to 
the  address  in  AOOAESSES  by  February  3, 
1993. 

ADDRESSES:  Requests  for  copies  of  and 
comments  at>out  the  proposed  Aquatic 
Nuisance  Species  Program  or  draft 
environmental  assessment  should  be 
sent  to  Robert  A.  Peoples,  U.S.  Fish  and 
Wildlife  Service  (820  ARLSCi). 
Department  of  the  Interior.  1849  C 
Street.  NW.,  Washington,  DC  20240. 
FOR  FURTHER  INfORMATION  CONTACT: 
Robert  A.  Peoples  at  (703)  358-1718. 
SUPPLEMENTARY  INFORMATION:  The 
proposed  Program  was  prepared  by  the 
Aquatic  Nuisance  Species  Task  Force  in 
accordance  with  section  1202  of  the 
Nonindigenous  Aquatic  Nuisance 
Prevention  and  Control  Act  of  1990 
(Pub.  L.  101-646.  16  U.S.C.  4701  et 
seq.).  Comments  received  will  be 
considered  in  completing  the  final 
Program  that  will  become  the  basis  for 
Federal  participation  in  cooperative 
responses  to  aquatic  nuisance  species. 

The  November  18, 1992.  notice  and 
the  six  public  meetings  announced  at 
that  time  and  held  in  December  1992 
have  generated  substantial  interest  in 
the  proposed  Program  among  diverse 
interests.  To  provide  adequate  time  for 
interested  parties  to  review  and 
comment  on  the  proposed  Program,  the 
comment  period  is  extended  30  days  to 
February  3, 1993. 

Dated:  January  4, 1993. 
Gary  Edwards, 

Co-Chair.  Aquatic  Nuisance  Species  Task 
Force. 
IFR  Doc.  93-494  Filed  1-6-93;  8:45  am) 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

Availability  of  Proposed  Aquatic 
Nuisance  Species  Program 

AGENCY:  U.S.  Fish  and  Wildlife  Service. 

Intenor. 

ACTION:  Notice  of  extension  of  comment 

period. 

SUMMARY:  The  due  date  for  comments 
on  the  proposed  Aquatic  Nuisance 
Species  Program  (Program)  and  draft 
environmental  assessment  is  extended 
to  February  3. 1993.  The  notice 
announcing  the  availability  of  these 
documents  was  published  on  November 
18. 1992  (57  FR  54408). 


INTERNATIONAL  TRADE 
COMMISSION 

pnvestigationa  Nos.  731-TA-«32-635 
(Preilmlnary)] 

Certain  Cordage  Products  From  Costa 
Rica,  Korea,  Mexico,  and  Portugal; 
Withdrawal  of  Petition  in  Antidumping 
Investigations 

AGENCY:  International  Trade 

Commission. 

ACTION:  Notice  of  withdrawal  of  petition 

in  antidumping  investigations. 

SUMMARY:  On  January  4, 1993,  the  U.S. 
Department  of  Commerce  and  the  U.S. 
International  Trade  Commission 
received  a  letter  from  petitioner  in  the 
subject  investigations  (the  Cordage 
Institute.  Hingham,  MA)  vdthdrawing 
its  petition.  Commerce  has  not  initiated 
investigations  as  provided  in  section 
732(c)  of  the  Tariff  Act  of  1930  (19 
U.S.C.  1673a(c)).  Accordingly,  the 
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Commission  gives  notice  that  its 
antidumping  investigations  concerning 
certain  cordage  products  from  Costa 
Rica,  Korea.  Mexico,  and  Portugal 
(investigations  Nos.  731-TA-632-635 
(Preliminary))  are  discontinued. 

EFFECTIVE  DATE:  January  4, 1993. 

FOR  FURTHER  INF0RMATK3N  CONTACT: 
Robert  Carpenter  (202-205-3172), 
Office  of  Investigations,  U.S. 
International  Trade  Commission,  500  E 
Street  SW.,  Washington,  DC  20436. 
Hearing-impaired  individuals  are 
advised  that  information  on  this  matter 
can  be  obtained  by  contacting  the 
Commission's  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 

By  order  of  the  Commission. 


Issued:  January  6, 1993. 
Paul  R.  Bardos, 
Acting  Secretary. 
[FR  Doc.  93-492  Filed  1-8-93;  8:45  am) 
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INTERSTATE  COMMERCE 
COMMISSION 

Intent  to  Engage  In  Compensated 
Intercorporate  Hauling  Operations 

This  is  to  provide  notice  as  required 
by  49  U.S.C.  10524(b)(1)  that  the  named 
corporations  intend  to  provide  or  use 
compensated  intercorporate  hauling 
operations  as  authorized  in  49  U.S.C. 
10524(b). 

A.l.  Parent  corporation  and  address  of 
principal  office:  Kraft  General  Foods. 
Inc..  Three  Lakes  Drive.  Northfield,  IL 
60093-2758. 

2.  Wholly  owned  subsidiaries  which 
will  participate  in  the  operations,  and 
State(s)  of  incorporation: 


a.  Tombstone  Pizza  Corporation,  a 
Delaware  corporation. 

b.  National  Dairy  Products  Corp.,  a 
Delaware  corporation. 

B.l.  Parent  Corporation:  Louis 
Dreyfus  Energy  Corp.,  10  Westport 
Road,  P.O.  Box  810,  Wilton.  CT  06897- 
0810. 

2.  Wholly  owned  subsidiaries  which 
will  participate  in  the  operations,  and 
states  of  incorporation:  Louis  Dreyfus 
Energy  Heating  Oil  Inc.,  a  Delaware 
corporation  and  Louis  Dreyfus  Energy 
Heating  Oil  Company  of  Delaware,  a 
Delaware  corporation. 

C.I.  The  parent  corporation  is  Ryder 
System,  Inc.  a  Florida  corporation.  Its 
address  is  3600  NW.  82d  Avenue, 
Miami,  FL  33166. 

2.  The  names  of  all  wholly  owned 
subsidiaries  which  will  participate  in 
the  operations,  and  the  state  of 
incorporation,  are  as  follows: 


Aeronautical  Improvements  Corporation Florida. 

Airplane  Things,  Inc  • Texas. 

APS  Technical  Specialities,  Inc  ~ • California. 

ATE  Management  &  Service  Company,  Inc ~- Delaware. 

ATE  Management  of  Duluth,  Inc  - Minnesota. 

Automotive  Rail  Handling,  Inc Michigan. 

Avian  Far  East.  Inc ; • „"a 

Aviation  Sales  Company,  Inc ~ - pi  "j** 

Aviation  Sales  Leasing  Company.  Inc  Flonda. 

B8tC,  Inc - • Michigan. 

Blazer  Truck  Lines,  Inc - Michigan. 

F.  J.  Boutell  Driveaway  Co..  Inc • - Michigan. 

Cape  Area  Transportation  System,  Inc Massachusetts. 

Carrier  Support,  Inc Delaware. 

Central  Virginia  Transit  Management  Company.  Inc Virginia. 

Commercial  Carriers.  Inc  Michigan. 

Complete  Auto  Transit.  Inc  rwf       * 

Consolidated  Convoy  Company  — • R!I*°°' 

Convoy  Company  " J*®8o°- . 

E/H  Service  Corporation -•  Wisconsin. 

Far  East  Freight,  Inc  — F?      v    v 

Fleet  Carrier  Corporation  ~ - New  York. 

Fleet  Carrier  Dealers  Service,  Inc - • ~ Michigan. 

H.N.S.  Management  Company,  Inc  ~ •• -" Connecticut 

Inventory  Locator  Service,  Inc =  Tennessee. 

Jackson  Public  Transportation  Company,  Inc • Mississippi. 

Janesville  Auto  Transport  Company  «... ? Delaware. 

M&G  Convoy.  Inc JxfJ* 

Managed  Logistics  System,  Inc  : ~ - Delaware. 

Merrimack  Valley  Area  TransportaUon  Co..  Corp Massachusetts. 

Metro  Service  Corp  ~........~.~ 

Mid-South  Transportation  Management.  Inc  ; — 

Muny  Recon,  Inc • J^r 

National  Trucking  Company - »• ~ Delaware. 

Network  Sales.  Inc  ,. Tennessee. 

Network  Vehicle  Central.  Inc  - Vi°^a 

9755  S.W.  67  Avenue.  Inc  r.'°".   . 


Wisconsin. 
Tennessee. 


Old  Dominion  Transit  Management  Company 

OSHCO,  Inc  

Parking  Management  of  Southwest  Virginia,  Inc 

Port  Terminal  Transport,  Inc 

QAT,  Inc 


RMX,  Inc 

RSI  Acquisition  Corp 

RSI  Aviation,  Inc 

RSI  Purchase  Corp 


Virginia. 

Florida. 

Virginia. 

California. 

Florida. 

Delaware. 

Delaware. 

Florida. 

Delaware. 
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~" Delaware. 

Ryder  Airline,  Inc !3!.!!!i Delaware. 

Ryder  Airline  Services.  Inc _ ^.    Florida. 

Ryder  Automotive  Carrier  Group.  Inc _....~....~.     ^ ^ ^._..^„..    Florida. 

Ryder  Automotive  Operations,  Inc  -- - "...Z-IL- Florida. 

Ryder  Aviall.  Inc  •••■• - '"'"'^ ^ „ ^..,.    Florida. 

Ryder  Aviation  Sales  International.  Inc  ...» Florida. 

Ryder  Capital  Corp.,  Inc  " ;"" Florida. 

RYDERCORP - Delaware. 

RYDERCORP,  Inc  - Tennessee. 

Ryder  Dedicated  Capacity,  Inc  - ^ Delaware. 

Ryder  Distribution  Resources,  Inc " ^ Florida. 

Ryder  Driver  Leasing,  Inc  • ZZZ Florida. 

Ryder  Energy  Distribution  Corporation  — "'""'.Z'.!""!"""*.".! - Nevada. 

Ryder  Equity.  Inc " .."."',".!.!!....". - - Florida. 

Ryder  Finance.  Inc  •• " _ Virginia. 

Ryder  Freight  Broker,  Inc  - - '""" Oregon. 

Ryder  Move  Management.  Inc - - Delavran. 

Ryder  Realty,  Inc  - Florida. 

Ryder  Relocation  Services.  Inc - ••"•" ZZZZZ Florida. 

Ryder  Services  Corporation  ~ " " ^ Missouri. 

Ryder  St.  Louis  Redevelopment  Corporation - - ~ ~ ".*".■■■"""."". Rhode  Island. 

Ryder  Student  Assistance  Fund.  Inc ■"■" _ Florida. 

Ryder  Student  Transportation  Services.  Inc • " """ZZZZZZZ Florida. 

Ryder  Support.  Inc  • Z''"'""'"""""Z. Florida. 

Ryder  Truck  Rental,  Inc " "'  Delaware. 

Ryder  Truck  Rental— One  Way,  Inc ZZZZZZZZZZZZ. Florida. 

Ryder  Truckstops,  Inc  ZZZZ. Florida. 

South  Florida  Mortgage  Group,  Inc  .- •• — ""*     ■""■ Virginia. 

Southwestern  Virginia  Transit  Management  Co.,  Inc  - - Delaware. 

Summit  Industries,  Inc  'ZZZ!ZZ"ZZZ!ZZZZZZZ. Washington. 

Terminal  Service  Co ^ California. 

Transit  Contractors.  Inc  •"•;;; Texas. 

Transit  Management  Company  of  Laredo """•'• Virginia. 

Transit  Management  of  Alexandria,  Inc  " !."!!!"."".!""..!"- North  Carolina. 

Transit  Management  of  Charlotte,  Inc  ZZZZZZZ.Z. Connecticut 

Transit  Management  of  Connecticut,  Inc !!""""...'""..' Illinois. 

Transit  Management  of  Danville,  Inc •• " ZZZZZZZ". Illinois. 

Transit  Management  of  Decatur,  Inc - - ZZZZZZZZl North  Carolina. 

Transit  Management  of  Durham,  Inc  : ' !!,!.!..".!!!..!.! Montana. 

Transit  Management  of  Great  Falls,  Inc - "ZZZZZZ... Ohio. 

Transit  Management  of  Hamilton,  Inc  • ' .3.""'..!!!.".....".. New  York. 

Transit  Management  of  Jamestown,  Inc I!!!"""!!'.....".!.. .••    Michigan. 

Transit  Management  of  Monroe  Coimty,  Inc • ZZZZZZZZZ.. Missouri. 

Transit  Management  of  St.  Joseph,  Inc  ~ ZZZZZZZZ. South  Carolina. 

Transit  Management  of  Spartanburg,  Inc  ZZZZZZZZ.. ;..    Arizona. 

Transit  Management  of  Tucson,  Inc  - • Z.ZZZ...Z...Z..Z.... Nevada. 

Transit  Management  of  Washoe.  Inc ".!"1""!'.".".."!"'.. Wisconsin. 

Transit  Management  of  Waukesha,  Inc !"!,!...!!!!![!!.".!.!.!!!!!.!!!!«""" Delaware. 

Transport  Support,  Inc "' Tennessee. 

Transportation  Management  of  Tennessee,  Inc ]".!".]!!.! Florida. 

Westside  Corporate  Center,  Inc  


Sidney  L.  Strickland,  )r.. 

Secretary. 

IFR  Doc.  93-489  Filed  1-8-93;  8:45  am) 

MJJNQ  COM  7036-01-M 


[No.  40888] 

R«conski«ration  of  Special  Tariff 
Authontiea  Authorizing  th«  Publication 
of  Customer  Account  Codes  in  Tariffs 

agency:  Interstate  Commerce 

Commission. 

ACnON:  Notice  of  proposal  to  reconsider 

outstanding  Special  Tariff  Authorities. 


summary:  The  Commission  plans  to 
reconsider  all  outstanding  Special  Tariff 
Authorities  that  allow  carriers  to 
publish  tariff  rates  for  shippers 
identified  only  through  the  means  of 


account  codes  listed  in  the  tariffs. 
Questions  have  been  raised  regarding 
whether  the  publication  of  rates  in  this 
manner  complies  with  the  rate 
disclosure  requirements  of  the  Interstate 
Commerce  Act.  and  Congress  has 
requested  the  Commission  to  initiate  a 
proceeding  to  reconsider  the  matter. 
After  consideration  of  the  comments 
received  and  the  issues  involved,  the 
Commission  expects  to  determine 
whether  tlie  Special  Tariff  Authorities 
should  be  continued,  modified  or 
revoked. 

DATES:  Comments  are  due  on  March  8. 
1993. 

ADDRESSES:  Send  comments  (an  original 
and  10  copies)  referring  to  Docket  No. 
40888  to:  Interstate  Commerce 
Commission.  Office  of  the  Secretary, 


Case  Control  Branch.  Washington.  DC 
20423. 

FOn  FURTHER  »IFOHMATIOH  CONTACT: 
James  W.  Greene  (202)  927-5597,  or 
Ronald  A.  Hall  (202)  927-5595.  ITDD 
for  hearing  impaired  (202)  927-57211. 
SUPPLEMENTARY  INFORMATION:  On 
January  30, 1985,  the  Commission 
approved  a  motor  carrier's  request  to 
restrict  the  apphcation  of  tariff  rates  to 
specific  customers  by  the  use  of  imique 
customer  code  numbers.^  The  reason 
advanced  by  the  carrier  in  support  of  its 
request  was  primarily  to  facilitate  the 
computerization  of  rating  and  billing 
processes.  Subsequently,  numerous 
similar  authorizations  were  granted  to 
other  motor  and  water  carriers,  and,  on 


'  Special  Tariff  Authority  No.  84-9408. 
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April  29, 1986,  the  Commission's 
Suspension/Special  Permission  Board, 
acting  on  its  own  motion,  granted  a 
Special  Tariff  Authority  '  which 
allowed  all  motor  carriers  and  freight 
forwarders  to  make  use  of  shipper 
account  codes  in  tariffs  filed  by  them  or 
on  their  behalf.  (A  complete  listing  of  all 
outfitanding  Special  Tariff  Authorities 
allowing  the  publication  of  shipper 
codes  is  contained  in  appendix  A.) 

The  Commission  agam  addressed  the 
issue  of  customer  account  codes  in  Pet. 
for  Declar.  Order-Discounts  and 
Customer  Acct.  Codes,  8 1.C.C.2d  47 
(1991).  In  that  proceeding,  the 
Commission  declined  to  find  customer 
account  code  tariffs  unlawful,  per  se. 
but  indicated  its  willingness  to  consider 
such  tariffs  on  a  case-by-case  basis.  As 
the  Commission  there  stated  (8  I.C.C.2d 
at  54): 

If  a  tariff  lacks  any  of  the  essential 
information  concerning  the  commodities, 
service  points,  and  rate  information,  it  is  not 
the  use  of  a  customer  code  that  would 
invalidate  the  tariff.  Conversely,  mere  use  of 
shipper  codes  does  not  mean  necessarily  that 
the  tariff  lacks  any  necessary  information, 
(fbofnote  omitted) 

Based  on  Congress'  request  that  we  do 
so.'  we  are  instituting  this  proceeding  to 
reconsider  whether  the  Special  Tariff 
Authorities  that  allow  carriers  to 
publish  tariff  rates  for  shippers 
identified  only  through  the  means  of 
account  codes  should  be  continued, 
modified,  or  revoked. 

Comments  are  invited  from  interested 
parties  regarding  the  lawfulness  of 
publishing  rates  through  the  use  of 
shipper  account  codes  that  are  not 
explained  in  the  rates  tariff  or  in  a 
governing  tariff.  Comments  are  also 
invited  as  to  whether  the  Commission 
should  continue  or  revoke  the  existing 
Special  Tariff  Authorities,  the  Ukely 
impact  of  such  action,  and  any 
modifications  the  Commission  should 
consider  with  respect  to  such 
Authorities.  We  are  well  aware  that 
dipper  codes  may  be  used  in 
connection  with  other  methods  of  tariff 
publication  which  are  alleged  to  fail  the 
disclosure  requirements  such  as  the 
range  and  trigger  tariff  provisions  being 
considered  in  Docket  Nom.  40887. 
Range  Tariffs  of  All  Motor  Common 
Carriers — Show  Cause  Proceeding,  show 
cause  order  served  concurrenfly  with 
the  notice  here.  Parties  are  requested  to 
hmit  their  comments  in  this  proceeding 


to  the  question  of  whether  a  tariff  that 
in  all  other  respects  satisfies  disclosure 
requirements  should  be  deemed  to  be 
invalid  simply  because  it  is  published 
utilizing  undisclosed  shipper  codes. 

Decided:  December  23, 1992. 

By  the  Commission,  Chairman  Philbin, 
Vice  Chairman  McDonald,  Commissioners 
Simmons  and  Phillips. ' 
Sidney  L.  Strickland,  Jr.. 
Secretary. 

Outstanding  Special  TariflT  Authorities 

Authorizing  the  Publication  of  Customer 

Account  Codes  in  Tarifib 


*  Special  Tariff  Authority  86-639.  amended  April 
29. 1986,  (o  provide  for  numerical  and/or 
alphabetical  codes. 

>  Senate  Report  No.  102-351.  dated  luly  30. 1992. 
and  accompanying  the  U.S.  Department  of 
Transportation  and  Related  Agencies 
Appropriations  Bill.  1993. 


84-9406 

85-144 

85-547 

85-1455 

•5-1507 

85-1 SOS 

85-1594 

85-1619 

85-1620 

85-1648 

85-1665 

85-1666 

85-1668 

85-1671 

85-1672 

85-1677 

85-1683 

85-1695 

85-1703 

85-1715 

85-1725 

85-1730 

85-1731 

85-1773 

85-1777 

85-1779 

85-1780 

85-1805 

85-1808 

85-1809 

85-1823 

85-1834 

85-1857 

85-1860 

85-1866 

85-1873 

85-1876 

85-1879 

85-1888 

85-1895 

85-1927 

85-1928 

85-1929 

85-1935 

85-1937 

85-1943 

85-1952 

85-1957 

85-1960 

85-1969 

85-1986 

85-1988 

85-1989 

85-1990 

85-2004 

85-2016 

85-2033 

85-2039 

85-2040 

85-2042 

85-2047 

85-2056 

85-2067 

85-2093 

85-2103 

85-2104 


85-2105 

85-2106 

85-2107 

85-2108 

85-2115 

85-2125 

85-2132 

85-2136 

85-2155 

85-2156 

85-2160 

85-2164 

85-2192 

85-2195 

85-2196 

85-2206 

85-2209 

85-2232 

85-2257 

85-2261 

85-2264 

85-2275 

85-2282 

85-2318 

85-2344 

85-2345 

85-2350 

85-2352 

85-2353 

85-2358 

85-2362 

85-2398 

85-2399 

85-2413 

85-2424 

85-2429 

85-2438 

85-2439 

85-2458 

85-2460 

85^2461 

85-2488 

85-2509 

85-2538 

85-2544 

85-2576 

85-2577 

85-2578 

85-2600 

85-2663 

85-2690 

85-2715 

86-1 

86-35 

86-41 

86-48 

86-78 

66-129 

86-132 

86-152 

86-155 

86-195 

86-247 

86-265 

86-275 

86-294 


86-314 
86-318 
86-325 
86-340 
86-344 
86-351 
86-398 
86-404 
86-440 
86-448 
86-470 
86-479 
66-482 
86-483 
86-467 
86-492 


•6-531 

•6-547 
•6-558 

BD    9D3 

86-591 

86-603 

•6-607 

86-638 

86-639 

•7-198 

••-26 

•6-43 

•8-48 

•8-60 

89-30 


IFR  Doa  93-487  Filed  1-8-93;  8:45  am) 
nUJNO  CODE  703i-0t-ll 


[No.  40687] 

Range  Tariffs  of  All  Motor  Common 
Carriers— Show  Cause  f>roceeding 

In  Docket  Nos.  40843  ("Ranges  of 
Rates")'  and  ("Ranges  of  Discounts")  * 
we  ordered  certain  tariff  publishing 
agents  and  motor  common  carriers  to 
show  cause  why  we  should  not  order 
particular  "range"  tariffs  canceled  for 
failure  to  comply  with  the  rate 
disclosure  requirements  of  49  U.S.C. 
10762.  We  are  now  requiring  all 
publishers  and  motor  common  carrier 
users  of  range  tariffs  likewise  to 
demonstrate  why  their  tariffs  should  not 
be  ordered  canceled.  Because  the 
proceeding  will  be  of  interest  to  many 
shippers,  we  are  also  inviting  the  public 
to  comment.  A  consolidated  decision 
will  then  be  issued  for  the  three 
proceedings. 

We  decided  to  Institute  this  industry- 
wide proceeding  principally  ^  because 
the  comments  received  in  the  two 
pending  show  cause  proceedings  do  not 
persuade  us  at  this  point  that  the  range 
tariffs  which  they  address  meet  the 
disclosure  requirements  of  the  Interstate 
Commerce  Act  (Act).  Range  tariffs  are 
clearly  useful  to  certain  segments  of  the 


'  Docket  No.  40843,  Tariffs  of  Certain  Motor 
Common  Carriers  Containing  "Ranges  of  Rates" — 
Show  Cause  Proceeding  (not  printed),  show  cause 
order  served  August  20, 1992. 

^  Docket  No.  40848,  Tariffs  of  Certain  Motor 
Conunon  Carriers  Containing  "Ranges  of 
Discounts" — Show  Cause  Proceedmg  (not  printed), 
served  September  8,  1992. 

'  A  second  consideration  was  that  a  number  of 
comments  state  that  almost  all  motor  common 
carriers  now  use  similar  range  tariffs,  and  that  it  is 
unfair  and  ineffectual  to  single  out  individual, 
mostly  small  carriers  for  show  cause  proceedings. 
We  agree.  Third,  the  Senate  Committee  on 
Appropriations  has  instructed  us  "to  initiate,  as 
soon  as  possible,  an  industrywide  proceeding  to 
eliminate  motor  tariff  Slings  that  fail  to  explicitly 
state  actual  rates  applied  by  carriers  or  that  use  so- 
called  "range"  or  "write-in"  provisions.""  See  Senate 
Report  No.  102-351,  dated  July  30, 1992,  and 
accompanying  the  U.S.  Department  of 
Transportation  and  Related  Agencies 
Appropriations  Bill,  1993. 
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industry  and  may  also  further  certain 
goals  of  the  national  transportation 
policy.  However.  Congress  has  not 
repealed  the  rate-filing  requirement  of 
the  antidiscrimination  requirement*  of 
the  Act.  Therefore,  our  primary  focus 
must  be  on  whether  such  tariffs  disclose 
their  rates  sufficiently  to  satisfy  the 
mandates  of  sections  10761(a)  and 
10762.  as  elucidated  in  Regular 
Common  Carrier  Conference  v.  United 
States.  793  F.2d  376  {D.C.  Qr.  1986). 
Comments  are  requested  to  address  this 
issue  in  particular. 

Additional  information  is  contained 
in  the  Commission's  decision.  To  obtain 
a  copy  of  the  full  decision,  write  to,  call, 
or  pick  up  in  person  from:  Office  of  the 
Secretary,  room  2215.  Interstate 
Commerce  Commission.  Washington. 
DC  20423.  Telephone;  (202)  927-7428. 
[Assistance  for  the  hearing  impaired  is 
available  through  TDD  services  (202) 
927-5721.) 

Comments  are  due  March  8. 1993. 
Send  comments  (an  original  and  10 
copies)  referring  to  Docket  No.  40887  to: 
Interstate  Commerce  Commission, 
Office  of  the  Secretary,  Case  Control 
Branch.  Washington.  DC  20423. 

Decided.  December  23. 1992. 

By  the  Commission.  Chairman  Philbin. 
Vice  Chairman  McDonald.  Commissioners 
Simmons  and  Phillips. 
Sidney  L.  Strickland,  Jr., 
Secretary. 
IFR  Doc.  93-486  Filed  1-8-93;  8:45  ami 

BILUNC  COOe  703fr-01-M 


[Docket  No.  AB-290  (Sub-No.  119X)] 

Norfolk  and  Western  Railway  Co.; 
Abandonment  Exemption;  Delphos, 
OH 

Norfolk  and  Western  Railway 
Company  (NW)  has  filed  a  notice  of 
exemption  under  49  CFR  part  1152 
subpart  F — Exempt  Abandonments  to 
abandon  its  0.54-mile  line  of  railroad 
between  mileposts  AY-0.00  and  AY- 
0.14  and  between  AY-1.36  and  AY-1.76 
at  Delphos.  OH.  in  Allen  and  Putnam 
Counties.  OH. 

NW  has  certified  that:  (1)  No  local 
traffic  has  moved  over  the  line  for  at 
least  2  years;  (2)  there  is  no  overhead 
traffic  on  the  line;  and  (3)  no  formal 
complaint  filed  by  a  user  of  rail  service 
on  the  line  (or  a  State  or  local 
government  entity  acting  on  behalf  of 
such  user)  regarding  cessation  of  service 
over  the  line  either  is  pending  with  the 
Commission  or  with  any  U.S.  District 
Court  or  has  been  decided  in  favor  of 


the  complainant  within  the  2-year 
period.  NW  also  certified  that  it  has 
complied  with  the  requirements  at  49 
CFR  1105.7  and  1105.8.  49  CFR  1105.12 
(newspaper  publication),  and  49  CFR 
1152.50(d)(1)  (notice  to  government 
agencies). 

As  a  condition  to  the  use  of  this 
exemption,  any  employee  affected  by 
the  abandonment  shall  be  protected 
under  Oregon  Short  Line  R.  Co. — 
Abandonment— Goshen,  360 1.C.C.  91 
(1979).  To  address  whether  this 
condition  adequately  protects  affected 
employees,  a  petition  for  partial 
revocation  under  49  U.S.C.  10505(d) 
must  be  filed. 

Provided  no  formal  expressions  of 
intent  to  file  an  offer  of  financial 
assistance  (OFA)  has  been  received,  this 
exemption  will  be  effective  on  February 
10. 1993.  unless  stayed  pending 
reconsideration.  Petitions  to  stay  that  do 
not  involve  environmental  issues.' 
formal  expressions  of  intent  to  file  an 
OFA  under  49  CFR  1152.27(c)(2).'  and 
trail  use/rail  banking  statements  under 
49  CFR  1152.29  must  be  filed  by  January 
21. 1993.^  Petitions  to  reopen  or 
requests  for  public  use  conditions  under 
49  CFR  1152.28  must  be  filed  by 
February  1. 1993.  with:  Office  of  the 
Secretary,  Case  Control  Branch. 
Interstate  Commerce  Commission. 
Washington.  DC  20423. 

A  copy  of  any  petition  filed  with  the 
Commission  should  be  sent  to 
applicant's  representative:  F.  Blair 
Wimbush.  Norfolk  Southern 
Corporation.  Three  Commercial  Place. 
Norfolk.  VA  23510-2191. 

If  the  notice  of  exemption  contains 
false  or  misleading  information,  use  of 
the  exemption  is  void  ab  initio. 

Applicant  has  filed  an  environmental 
report  which  addresses  the 
abandonment's  effect,  if  any,  on  the 
environmental  or  historic  resources. 

The  Section  of  Energy  and 
Environment  (SEE)  will  issue  an 
environmental  assessment  (EA)  by 
January  16. 1993.  Interested  persons 
may  obtain  a  copy  of  the  EA  from  SEE 
by  writing  to  it  (room  3219.  Interstate 


Commerce  Commission,  Washington, 
DC  20423)  or  by  calling  Elaine  Kaiser, 
Chief.  SEE  at  (202)  927-6248. 
Comments  on  environmental  and 
historic  preservation  matters  must  be 
filed  within  1 5  days  after  the  EA 
becomes  available  to  the  public. 

Environmental,  historic  preservation., 
public  use,  or  trail  use/rail  banking 
conditions  will  be  imposed,  where 
appropriate,  in  a  subsequent  decision. 

Decided:  December  28. 1992. 

By  the  Commission,  Julia  Parr,  Acting 
Director,  Office  of  Proceedings. 
Sidney  L.  Strickland,  Jr.. 
Secretary. 
IFR  Doc.  93-485  Filed  1-8-93;  8:45  ami 

BtUJNGCOOC  703S-01-M 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Application 

Pursuant  to  §  1301.43(a)  of  title  21  of 
the  Code  of  Federal  Regulations  (CFR). 
this  is  notice  that  on  December  1. 1992, 
Johnson  Matthey  Inc.,  Custom 
Pharmaceuticals  Department,  2002 
Nolle  Drive,  West  Deptford,  New  Jersey 
08066,  requested  by  application  to  the 
Drug  Enforcement  Administration 
(DEA)  for  registration  as  a  bulk 
manufacturer  of  the  basic  classes  of 
controlled  substances  listed  below: 


«49  use  10741;  SM  also  th«  policy  expressed 
in  10101(a)(1)(D)  that  rates  be  reasonable  and 
"without  unreasonabia  discrimination". 


'  A  stay  will  be  routinely  issued  by  the 
Commission  in  those  proceedings  where  an 
informed  decision  on  environmental  issues 
(whether  raised  by  a  party  or  by  the  Section  of 
Energy  and  Environment  in  its  independent 
investigation)  cannot  be  made  prior  to  the  effective 
dale  of  the  notice  of  exemption.  See  Exemption  of 
Out-of-Service  Rail  Lines.  5  I  C.C.2d  377  (1989). 
Any  entity  seeking  a  stay  involving  environmental 
concerns  U  encouraged  to  file  lU  request  as  soon 
as  possible  in  order  to  permit  this  Commission  to 
review  and  act  on  the  request  before  the  effective 
date  of  this  exemption. 

»  See  Exempt,  of  Rail  Abandonment — Offers  of 
Finan.  Assist.,  4  I.CC.Zd  164  (1987). 

•The  Commission  will  accept  a  late-filed  trail  use 
statement  as  long  as  it  retains  jurisdiction  to  do  so. 


Drug 


MetttylphenUate  (1724) 

Artertanil  (9737) 

SutefiunM  (9740)  — 

Feotanyt(9801) ~ 


Scned- 

Uifl 


Any  other  such  applicant  and  any 
person  who  is  presently  registered  with 
DEA  to  manufacture  such  substances 
may  file  comments  or  objections  to  the 
issuance  of  the  above  application  and 
may  also  file  a  written  request  for  a 
hearing  thereon  in  accordance  with  21 
CFR  1301.54  and  in  the  form  prescribed 
by  21  CFR  1316.47. 

Any  such  comments,  objections,  or 
requests  for  a  hearing  may  be  addressed 
to  the  Deputy  Assistant  Administrator, 
Office  of  Diversion  Control,  Drug 
Enforcement  Administration.  United 
States  Department  of  Justice. 
Washington.  DC  20537,  Attention:  DEA 
Federal  Register  Representative  (CCR). 
and  must  be  filed  no  later  than  30  days 
from  publication. 
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Dated:  December  28, 1992. 
Gene  R.  Haislip, 

Deputy  Assistant  Administrator,  Office  of 
Diversion  Control.  Drug  Enforcement 
Administration. 
IFR  Doc.  93-493  Filed  l-»-93;  8:45  am] 

BlUma  CODE  4410-«MI 


Office  of  Justice  Programs;  Office  for 
Victims  of  Crime 

Children's  Justice  Act  Discretionary 
-  Grant  Program  for  Native  Americans 
and  Application  Kit  for  Fiscal  Year 
1993 

AGENCY:  Office  of  Justice  Programs, 
Office  for  Victims  of  Crime,  Justice. 
ACTtON:  Public  announcement  of  the 
availability  of  Fiscal  Year  1993  grant 
funds  and  Application  Kit  for  the 
Children's  Justice  Act  Discretionary 
Grant  Program  for  Native  Americans. 

SUMMARY:  The  Office  for  Victims  of 
Crime  (OVC)  is  pubUshing  this 
announcement  of  the  availability  of 
Fiscal  Year  1993  grant  funds  and  the 
Application  Kit  for  the  Children's 
Justice  Act  Grant  Program  for  Native 
Americans  (CJA).  The  purpose  of  this 
grant  program  is  to  develop  model 
projects  in  Native  American 
communities.for  the  purpose  of 
improving  the  investigation, 
prosecution  and  handling  of  cases  of 
child  sexual  abuse  and  serious  child 
physical  abuse  in  a  manner  that 
increases  support  for  and  reduces 
trauma  to  child  victims. 
DATES:  The  Application  Kit  specifies  the 
due  date  for  applications.  All 
applications  responding  to  the 
announcement  must  be  received  by 
OVC  by  the  close  of  business  on  the 
specified  due  date  indicated  in  the 
Application  Kit.  Applications  received 
after  the  deadline  will  not  be 
considered. 

ADDRESSES:  Office  for  Victims  of  Crime, 
Federal  Crime  Victims  Division,  633 
Indiana  Avenue,  NW.,  Washington.  DC 
20531. 

FOR  FURTHER  INFORMATION  CONTACT: 
Cathy  Sanders  or  Bill  Brantley,  Federal 
Crime  Victims  Division,  Office  for 
Victims  of  Crime,  at  the  above  address. 
Telephone  (202)  514-6445  for  hulher 
information  and  to  obtain  a  copy  of  the 
Application  Kit. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  1402(g)  of  the  Victims  of 
Crime  Act  (VOCA)  of  1984,  Public  Law 
98-473.  as  amended,  42  U.S.C.  10601(g), 
the  Attorney  General,  acting  through  the 
Director  of  OVC,  is  authorized  to  make 
grants  for  the  purpose  of  assisting 
Uidian  tribes  in  developing,  estabUshing 


and  operating  programs  designed  to 
improve  the  handling,  investigation  and 
prosecution  of  child  abuse  cases, 
especially  child  sexual  abuse  cases. 

The  goal  of  this  program  is  to 
strengthen  existing  Native  American 
CJA  programs  and/ or  develop  new 
programs  that  improve  the  handling  of 
child  physical  and  sexual  abuse  cases 
during  the  investigation,  prosecution, 
and  treatment  phases.  The  objectives  are 
to  make  systemic  improvements  and  to 
develop  effective  programs  that  address 
serious  child  abuse  cases.  Once  projects 
are  in  place,  they  will  serve  as  models 
for  other  tribes  seeking  to  make  similar 
improvements.  Each  program  must 
address  coordination  with  Federal  and 
State  authorities  as  well  as  coordination 
within  the  tribe. 

The  program  focuses  on  handling 
serious  cases  of  child  abuse  that  would 
be  handled  in  criminal  court  from  the 
initial  report  and  the  first  stages  of 
intervention  and  investigation  through 
the  resolution  of  the  case,  in  a  manner 
that  increases  support  for  the  child 
victim  and  lessens  the  trauma.  Desired 
results  are  improved  investigative  and 
prosecutorial  practices,  better  case 
coordination,  and  improved  services  for 
child  victims  and  their  families. 

The  Office  for  Victims  of  Crime 
published  a  Notice  in  the  Federal 
Register  (57  FR  52639.  November  4. 
1992)  announcing  the  FY  1993 
Discretionary  Program  Plan.  The  Grant 
Application  Kit  for  the  Children's 
Justice  Act  Discretionary  Grant  Program 
for  Native  Americans  expands  upon 
information  provided  in  the  program 
plan  and  defines  specific  application 
requirements  and  deadlines. 
John  E.  Dawson. 

Acting  Deputy  Director,  Office  for  Victims 
of  Crime. 
Olga  R.  Trujiilo, 
Acting  General  Counsel. 
(PR  Doc.  93-442  Filed  1-8-93;  8:45  am] 

BILLINO  CODE  441»-1»-«l 


DEPARTMENT  OF  IJkBOR 

Labor  Advisory  Committee  for  Trade 
Negotiations  and  Trade  Policy; 
Meeting 

Pursuant  to  the  provisions  of  the 
Federal  Advisory  Committee  Act  (Pub. 
L.  92-463  as  amended),  notice  is  hereby 
given  of  a  meeting  of  the  Labor  Advisory 
Committee  for  Trade  Negotiations  and 
Trade  Policy. 

Date,  time  and  place:  February  10, 1993, 10 
ain-12  noon,  Rm.  S-4215  A&B,  Department 
of  Labor  Building,  200  Constitution  Ave., 
NW..  Washington,  DC  20210. 


Purpose:  to  discuss  trade  negotiations  and 
trade  policy  of  the  United  States. 

This  meeting  will  be  closed  imder  the 
authority  of  section  10(d)  of  the  Federal 
Advisory  Committee  Ac*  and  5  U.S.C 
552(c)(1).  The  Committee  will  hear  and 
discuss  sensitive  and  confidential  matters 
concerning  U.S.  trade  negotiations  and  trade 
policy. 

For  further  information,  contact: 
Femand  Lavallee,  Director,  Trade 
Advisory  Group,  Phone:  (202)  523- 
2752. 


Signed  at  Washington,  DC.  this  6tb  day  of 
lanuary,  1993. 
Shellyn  G.  McCaflErey. 

Deputy  Under  Secretary  International  Affairs. 
(FR  Doc.  93-535  Filed  1-8-93;  8:45  am] 
MLUNO  cooe  4S1l>-a»-M 

Pension  and  Welfare  Benefits 
Administration 

[ProhibHad  Transaction  ExwnpthMi  93-2; 
Exemption  Applioation  No*.  D-8243  and 
D-83231 

Class  Exemption  for  Vtw  Receipt  of 
Certain  Services  by  Individuals  for 
Whose  Benefit  individual  Retirement 
Accounts  or  Retirement  Plans  for  Self- 
Employed  Individuals  Have  Been 
Established  or  Maintained 

AGENCY:  Pension  and  Welfare  Benefits 

Administration,  U.S.  Department  of 

Labor. 

ACTION:  Grant  of  class  exemption. 


SUMMARY:  This  document  contains  a 
final  exemption  from  certain  prohibited 
transaction  restrictions  of  the  Internal 
Revenue  Code  of  1986  (the  Code).  The 
exemption  permits  the  receipt  of 
services  at  reduced  or  no  cost  by  an 
individual  for  whose  benefit  an 
individual  retirement  account  (IRA),  or, 
if  self-employed,  a  Keogh  Plan,  is 
established  or  maintained,  or  by 
members  of  his  or  her  family,  from  a 
bank,  provided  the  conditions  of  the 
exemption  are  met.  The  exemption 
affects  certain  individuals  with  a 
beneficial  interest  in  the  IRAs  or  Keogh 
Plans  who  receive  such  services,  as  well 
as  the  banks  that  provide  the  services. 
EFFECTIVE  DATE:  May  11. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Allison  K.  Padams,  Office  of  Exemption 
Determinations,  Pension  and  Welfare 
Benefits  Administration,  U.S. 
Department  of  Labor,  (202)  523-«971 
(this  is  not  a  toll-free  number);  or  Susan 
E.  Rees,  Plan  Benefits  Seoirity  Division, 
Office  of  the  Solicitor.  U.S.  Department 
of  Labor,  (202)  523-9141  (this  is  not  a 
toll-free  number). 

SUPPtXMENTARY  INFORMATION:  On 
February  28, 1991,  the  Department  of 
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Labor  (the  Department)  published  a 
notice  in  the  Federal  Recister  (56  FR 
8365)  of  the  pendency  of  a  proposed 
class  exemption  from  the  sanctions 
resulting  ftt)m  the  application  of 
sections  4975(a)  and  (b).  4975(c)(3)  and 
408(e)(2)  of  the  Code  by  reason  of 
section  4975(c)(1)(D).  (E)  and  (F)  of  the 
Code.*  The  Department  proposed  the 
class  exemption  in  response  to 
applications  filed  on  behalf  of  the 
American  Bankers  Association  (the 
ABA)  on  November  14, 1989  and  the 
Consumer  Bankers  Association  on 
February  20. 1990.  The  appUcations 
were  filed  under  section  4975(c)(2)  of 
the  Code,  and  in  accordance  with  the 
procedure  set  forth  in  ERISA  Procedure 
75-1  (40  FR  18471,  April  28, 1975). 

The  notice  of  pendency  gave 
interested  persons  an  opportunity  to 
comment  on  the  proposal.  Twenty-three 
public  comments  were  received 
pursuant  to  the  provisions  of  section 
4975(c)(2)  of  the  Code  and  in 
accordance  with  the  procedures  set 
forth  in  ERISA  Procedure  75-1.  Upon 
consideration  of  all  the  comments 
received,  the  Department  has 
determined  to  grant  the  proposed  class 
exemption  subject  to  certain 
modifications.  These  modifications  and 
the  major  comments  are  discussed 
below. 

Discussion  of  Comments  Received 

1.  Scope 

The  proposed  exemption  limited 
relief  to  transactions  involving  IRAs  and 
Keogh  Plans  which  are  not  "employee 
benefit  plans"  covered  by  title  1  of 
ERISA.*  The  ABA  and  a  number  of 


>  Section  102  of  Reorganization  Plan  No.  4  of 
1978  (43  FR  47713,  October  17,  1978)  generally 
transferred  the  authority  of  the  Secretary  of  the 
Treasury  to  Issue  administrative  exemptions  under 
taction  4975(cU2)  of  the  Code  to  the  Secretary  of 
Ubor. 

>  29  CFR  2510.3-2(d)  explains  that  IRAs 
described  in  section  406(a)  of  the  Code  will  not  be 
considered  pension  plans  subject  to  title  I  of  ERISA, 
provided  that:  (1)  No  contributions  to  the  plan  are 
made  by  the  employer  or  employee  associabon;  (2) 
participation  is  completely  voluntary  for  aoiployaas 
or  members;  (3)  the  sole  involvemeol  of  the 
employer  or  employee  organiiatioii  is  without 
endorsement  to  permit  the  sponsor  to  publicize  the 
program,  to  collect  contributions  on  behalf  of  the 
sponsor  through  payroll  deductions  or  dues 
checkoffs  and  to  remit  them  to  the  sponsor:  and  (4) 
the  employer  or  employee  organization  receives  no 
consideration  in  the  form  of  cash  or  otherwise  other 
than  reasonable  compensation  for  services  actually 
rendered  in  cormection  with  payroll  deductions  or 
dues  checkoffs. 

29  CFR  2510.3-3(b)  explains  that  for  purposes  of 
title  I  of  ERISA,  "•mployea  baoefit  plan"  shall  not 
include  a  Keogh  Plan  under  which  no  employees 
are  covered  under  the  plan.  In  this  regard.  29  CFR 
2Sl0.3-3(c)  sutes  that  for  purposaa  of  the  above 
referenced  section:  (1)  An  individual  and  his  or  her 
spouse  shall  not  be  deemed  to  be  employees  with 
reaped  to  a  trade  or  bMSiness.  whether  incorporated 


Other  commenters  urged  the  Department 
to  expand  the  exemption  to  provide 
relief  for  transactions  involving 
simplified  employee  pensions  (SEPs)  as 
defined  under  section  408  (k)  of  the 
Code.  According  to  the  comments.  SEP 
arrangements  are.  for  all  practical 
purposes,  no  different  than  other  IRAs 
covered  by  the  proposed  exemption.  On 
the  basis  of  the  comments  received,  the 
Department  has  decided  that  it  may  be 
appropriate  to  provide  administrative 
relief  from  sections  406(a)(1)(D)  and 
406(b)  of  the  Employee  Retirement 
Income  Security  Act  of  1974  (ERISA)  for 
transactions  involving  SEPs. 

However,  the  Department  did  not 
propose  relief  from  section  406(b)  of 
ERISA  at  the  time  the  class  exemption 
was  proposed,  and  pursuant  to  the 
requirements  of  section  408(a)  of  ERISA, 
the  Department  is  required  to  offer 
interested  persons  an  opportunity  to 
present  their  views  and  an  opportunity 
for  a  hearing  before  granting  an 
exemption  from  section  406(b). 
Therefore,  in  order  not  to  delay  the 
exemption  from  section  4975(c)(1)  (D), 
(E)  and  (F)  of  the  Code  for  transactions 
involving  IRA  and  Keogh  Plans  not 
covered  by  title  I  of  ERISA,  the 
Department  has  decided  to  grant  the 
exemption  described  herein,  and  to 
simultaneously  publish  elsewhere  in 
this  issue  of  the  Federal  Register,  a 
notice  of  proposed  class  exemption  from 
sections  406(a)(1)(D)  and  406(b)  of 
ERISA  for  transactions  involving  the 
receipt  of  services  at  reduced  or  no  cost 
by  a  participant  covered  under  a  SEP. 

Other  commenters  requested  that 
relief  be  extended  to  include  all  IRAs 
and  Keogh  Plans  covered  by  title  I  of 
ERISA.  As  noted  above,  the  extension  of 
relief  to  all  title  I  IRAs  and  Keogh  Plans 
is  beyond  the  scope  of  this  proceeding. 
Moreover,  the  Department  does  not 
agree  that,  on  the  basis  of  current 
information,  an  exemption  should  be 
proposed  to  extend  relief  to  IRAs  and 
Keogh  Plans  covered  by  title  I  other  than 
SEPs.  Accordingly,  the  Department  has 
not  made  the  requested  modification. 

Finally,  the  ABA  urged  the 
Department  to  modify  the  final 
exemption  to  provide  relief  from  all  of 
section  4975(c)(1)  of  the  Code  in  order 
to  avoid  uncertainty  as  to  the  scope  and 
effect  of  the  exemption.  The  Department 
is  not  persuaded  that  additional  relief  is 
necessary  for  the  transactions  covered 
by  the  exemption.  Consequently,  the 
exemption  has  not  been  revised  in  this 
regard. 


or  unincorporated,  which  Is  wholly  owned  by  the 
individual  and  his  or  her  spouse;  and  (2)  a  partner 
in  a  partnership  and  his  or  her  spouse  shall  not  be 
deemed  to  be  employee*  with  respect  to  the 
partnarahlp. 


2.  Conditions 

Section  11(b)  of  the  proposed 
exemption  conditioned  relief  on  the 
services  being  of  the  type  which  the 
bank  itself  could  offer  consistent  with 
applicable  federal  and  state  banking 
law.  Two  commenters  suggested  that  the 
Department  modify  this  condition  to 

Eermit  banks  to  offer  services  provided 
y  affiliates  of  the  bank  which  are  not 
of  the  type  that  the  bank  itself  could 
provide  to  customers  directly  (e.g., 
brokerage  services).  Other  commenters 
requested  that  the  Department  broaden 
section  11(b)  to  include  services 
provided  by  third  parties.  The 
Department  is  not  persuaded  by  the 
commenters  that  such  an  expansion  of 
the  exemption  would  be  appropriate. 
The  Department,  however,  recognizes 
that  banks  typically  contract  with  third 
parties  to  provide  customers  with 
products  of  a  de  minimis  value  such  as 
checkbooks  which  are  directly  related  to 
the  provision  of  customary  banking 
services.  The  Department  believes  that 
the  provision  of  such  incidental 
products  is  consistent  with  the 
safeguards  embodied  in  the  exemption. 
To  clarify  this  matter,  the  final 
exemption  includes  a  new  section  111(g) 
which  defines  the  term  "services". 

Under  section  11(c)  of  the  proposed 
exemption,  the  services  were  required  to 
be  provided  by  the  bank  in  the  ordinary 
course  of  the  bank's  business  to 
customers  who  do  not  qualify  for 
reduced  or  no  cost  banking  services. 
Two  commenters  urged  the  Department 
to  modify  section  11(c)  to  allow  banks  to 
offer  some  services  exclusively  to 
relationship  banking  customers  (e.g.. 
consolidated  accoimt  summaries  or 
special  teller  lines).  The  commenters 
noted  that  these  banking  services  are 
part  of  established  and  legitimate 
business  practices.  The  Department 
finds  merit  in  these  comments. 
However,  the  Department  believes  that 
the  limitation  on  relationship  banking 
services  to  services  that  the  bank 
provides  to  relationship  banking 
customers  who  do  not  maintain  IRAs  or 
Keogh  Plans  with  the  bank  is  an 
important  safeguard  under  the 
exemption.  Accordingly,  section  11(c) 
has  been  revised  to  require  that  the 
'  reduced  or  no  cost  banking  services 
must  be  offered  by  the  bank  to 
customers  other  than  those  who  qualify 
for  such  services  by  reason  of  IRAs  and 
Keogh  Plans  maintained  with  the  bank. 
In  this  regard,  the  Department  notes  that 
this  condition  would  preclude  the 
provision  of  services  that  specifically 
relate  to  the  establishment  or 
maintenance  of  IRAs  or  Keogh  Plans. 
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Another  commenter  requested  that 
the  final  exemption  clarify  that  services 
provided  in  the  ordinary  course  of  an 
affiliate's  business  are  also  covered  by 
the  exemption.  The  Department  wishes 
to  note  that  relief  is  available  under  the 
exemption  for  services  provided  by  an 
affiliate  of  the  bank  if  such  services  are 
of  the  type  that  the  bank  itself  could 
offer  consistent  with  applicable  banking 
law  and  are  offered  by  the  bank  on  a 
regular  basis  to  customers  who  do  not 
maintain  IRAs  and  Keogh  Plans  with  the 
bank.  To  the  extent  that  the  commenter 
is  requesting  additional  relief,  the 
Department  does  not  believe  that  it  is    ■ 
appropriate  to  further  revise  this 
condition. 

Section  II{d)  of  the  proposal  required 
that,  for  the  purpose  of  determining 
eligibility  to  receive  services  at  reduced 
or  no  cost,  the  deposit  balance  in  the 
IRA  or  Keogh  Plan  be  treated  in  the 
same  manner  as  account  balances  of  the 
same  dollar  amount,  other  than  those  in 
IRAs  or  Keogh  Plans,  which  are 
maintained  by  customers  of  the  bank.  A 
number  of  commenters  suggested  that 
this  condition  was  inconsistent  with  the 
current  practice  of  the  banking  industry 
because  the  economics  of  banking 
require  price  discrimination  by  account 
type.  The  commenters  urged  the 
Department  to  modify  this  condition  to 
permit  banks  to  establish  different 
minimum  balances  for  each  type  of 
account  according  to  the  bank's  own 
rate  of  return  earned  on  each  type  of 
account.  The  Department  recognizes 
that  the  exemption  as  proposed  may  be 
inconsistent  with  the  existing  practices 
of  some  banks,  and,  therefore,  may 
discourage  banks  from  including  IRA 
and  Keogh  Plans  in  their  relationship 
banking  programs.  However,  the 
Department  is  concerned  that  a 
relationship  banking  program  which 
establishes  a  different  dollar  threshold 
amount  for  each  type  of  account  in 
order  to  qualify  for  reduced  or  no  cost 
services  could  have  an  adverse  impact 
on  IRA  and  Keogh  Plan  investments.  In 
light  of  this  concern,  but  in  recognition 
that  many  financial  institutions  do  not 
treat  all  banking  balances  as  fungible, 
the  Department  has  determined  to  revise 
section  11(d)  to  provide  that  a 
relationship  banking  program  would 
comply  with  this  condition  if  the 
deposit  balance  requirement  for  IRAs 
and  Keogh  Plans  is  equal  to  the  lowest 
balance  required  for  any  type  of  account 
which  is  counted  by  the  bank  in 
determining  eligibility  to  receive 
reduced  or  no  cost  services.  For 
example,  if  a  bank  establishes  a 
relationship  banking  program  under 
which  a  customer  will  be  eligible  for 


reduced  or  no  cost  services  if  he 
maintains  a  savings  account  balance  of 
$1,000  or  a  Certificate  of  Deposit  (CDs) 
balance  of  $5,000,  section  11(d)  would  be 
satisfied  if  the  minimum  balance 
required  for  IRAs  or  Keogh  Plans  to 
receive  services  under  this  program  is 
$1,000  regardless  of  whether  a  savings 
account  or  CD  investment  is  selected  for 
the  IRA  or  Keogh  Plan. 

In  this  regard,  the  Department  notes 
that  relief  would  not  be  available  under 
the  exemption  for  programs  that 
determine  eligibility  on  the  basis  of  an 
aggregate  balance  of  different  types  of 
account  balances,  unless  the  dollar 
amount  of  the  IRA  or  Keogh  Plan 
balance  is  weighted  in  the  same  manner 
as  the  dollar  amount  in  the  type  of 
account  with  the  lowest  minimum 
balance  eligible  to  participate  in  the 
program.  For  example,  section  11(d)  will 
not  be  satisfied  if  a  bank  offers  a 
package  of  services  under  a  program 
which:  (1)  Requires  customers  to 
maintain  an  aggregate  balance  of 
$10,000  or  more;  (2)  counts  only  those 
accounts  with  a  minimum  balance  of 
$1000;  and  (3)  counts,  for  purposes  of 
aggregation.  CDs  and  checking  account 
balances  on  a  dollar  for  dollar  basis,  and 
passbook  accounts.  IRAs  and  Keogh 
Plans  on  the  basis  of  50  cents  for  each 
dollar  in  such  accounts.  This  type  of 
program  does  not  satisfy  section  11(d) 
because  the  IRA  and  Keogh  Plan 
balances  are  not  weighted  in  the  same 
manner  as  the  balances  of  either  CDs  or 
checking  accounts. 

The  Department  further  notes  that, 
under  the  rule  contained  in  section  11(d). 
if  banks  offer  different  packages  of 
services  depending  on  the  amount  of  the 
customers'  balances,  the  IRA  or  Keogh 
Plan  customer  must  be  eligible  to 
receive  the  same  services  that  non-IRA 
and  non-Keogh  Plan  customers  are 
eligible  to  receive  under  the  particular 
relationship  banking  package.  For 
example,  if  a  bank  establishes  a  multi- 
level relationship  banking  program, 
under  which  a  Level  I  customer  is 
eligible  for  reduced  or  no  cost  services 
if  he  maintains  a  savings  account 
balance  of  $1,000  or  a  CD  balance  of 
$5,000,  the  minimum  balance  required 
under  section  11(d)  for  IRAs  or  Keogh 
Plans  would  be  $1,000,  and  the  IRA  or 
Keogh  Plan  customer  must  be  eligible  to 
receive  the  same  Level  I  services  as  non- 
IRA  and  non-Keogh  Plan  customers. 
Similarly,  if  a  Level  11  customer  is 
eligible  to  receive  additional  services  if 
he  maintains  a  savings  account  balance 
of  $5,000  or  a  CD  balance  of  $10,000  the 
minimum  balance  required  for  the  IRA 
or  Keogh  Plan  would  be  $5,000.  and  the 
IRA  or  Keogh  Plan  customer  must  be 
eligible  to  receive  the  same  Level  n 


services  as  non-IRA  and  non-Keogh  Plan 
customers. 

The  Department  also  notes  that 
relationship  banking  programs  which 
treat  all  banking  balances  as  fungible 
would  continue  to  satisfy  section  n(d)  as 

revised. 

Under  section  n(e)  of  the  proposal, 
the  receipt  of  services  would  have  been 
covered  if  the  rate  of  return  on  the  IRA 
or  Keogh  Plan  investment  was  no  less 
favorable  than  the  rate  of  return  on  an 
identical  investment  that  could  have 
been  made  at  the  same  time  by  a 
customer  of  the  bank  who  is  not  eligible 
for  (or  who  does  not  receive)  reduced  or 
no  cost  services.  Several  commenters 
urged  the  Department  to  delete  section 
11(e).  Other  commenters  requested  that 
the  Department  clarify  that  section  11(e) 
only  requires  that  the  rate  of  return 
earned  on  an  IRA  or  Keogh  Plan 
investment  of  a  relationship  banking 
customer  be  identical  to  that  of  an  IRA 
or  Keogh  Plan  investment  of  a  non- 
relationship  banking  customer.  In  this 
regard,  the  Department  wishes  to  note 
that  section  11(e)  of  the  proposal  was  not 
limited  by  its  terms  to  a  comparison  of 
IRA  and  Keogh  Plan  investments  by 
relationship  banking  customers  with 
IRA  and  Keogh  Plan  investments  by 
non-relationship  banking  customers. 
The  Department  believes  that  a  separate 
condition  which  requires  that  identical 
investments  be  offered  to  non-plan 
customers  assures  that  the  IRAs  and 
Kec^  Plans  are  afforded  the  same 
investment  opportunities  which  are 
available  to  other  customers  of  the  bank 
who  do  not  receive  reduced  or  no  cost 
services.  Therefore,  the  Department 
cannot  conclude  that  deletion  or 
modification  of  this  section  is 
warranted. 

Two  commenters  requested  that  the 
Department  substitute  the  word 
"similar"  for  the  word  "identical"  with 
respect  to  this  condition.  Since  the 
adoption  of  this  suggestion  would 
necessitate  a  subjective  determination, 
the  Department  does  not  believe  that  it 
would  be  appropriate  to  revise  section 
11(e)  in  this  regard. 

Two  commenters  urged  the 
Department  to  limit  section  11(e)  to  those 
investments  made  at  the  same  branch  of 
a  bank  because  banks  often  offer 
different  rates  of  return  at  different 
branches  of  the  bank  according  to  the 
market  conditions  of  that  geographic 
area.  The  Department  sees  merit  in  these 
comments  and  has  limited  this  section 
to  each  branch  of  the  bank. 

Finally,  in  response  to  several 
comments,  the  Department  notes  that 
section  11(e)  does  not  preclude  a  bank 
from  offering  a  more  favorable  rate  of 
return  on  an  IRA  or  Keogh  Plan 
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iavmtmnt  v^iich  is  Qtbarwise  identical 
to  an  investment  available  to  othar 
customers  of  sudi  bank,  ragardlesa  of 
partidpadon  in  tka  ralatioBship  banking 
program. 

3.  Effective  Date 

As  proposed,  the  final  axaoiption 
would  be  affective  as  of  die  data  of 
publication  in  the  Fedwal  Register.  The 
ABA  requMted  that  the  final  exemption 
provide  three  types  of  transitional  relief: 

(1)  A  delayed  effective  date  of  IZO  days: 

(2)  the  exemption  of  binding 
arrangements:  and  (3)  the  exemption  of 
binding  investments.  The  ABA  stated 
that  banks  will  need  120  days  to  make 
the  transition  from  Announcement 
90-1'  since  it  contains  conditions 
which  are  diffwent  than  those  in  the 
proposed  exemption.  The  Department 
concurs  with  this  comment  and  believes 
that  a  delayed  effective  date  of120  days 
is  a  reasonable  period  of  time  for  banks 
to  accomplish  this  transition.* 

The  second  type  of  tnmsitional  relief 
requested  is  the  exemption  of  binding 
arrangements  involving  reduced  or  no 
cost  services  entered  into  prior  to  the 
effective  date  of  the  exemption  which 
comply  with  Announcement  90-1. 
Lastly,  the  ABA  requested  that  the 
Department  modify  the  exemption  to 
permit  banks  to  consider,  for 
relationship  banking  purposes,  binding 
IRA  and  Keogh  Plan  investments  made 
prior  to  the  exemption's  effective  date 
that  complied  with  that  Announcement. 
The  ABA  argued  that  these 
arrangements  and  investments  may  not 
meet  the  conditions  of  the  final 
exemption,  and  that  banks  would  be 
required  to  disregard  them. 

The  Department  is  not  persuaded  by 
the  commenter's  argument  regarding  the 
provision  of  additional  transitional 
relief.  Under  Announcement  90-1,  the 
Service  stated  that  the  Announcement 
would  be  eRiactive  until  the 
Department's  final  determination 
regarding  the  exemption.  In  this  regard, 
the  Department  notes  that  banks  were 
fully  aware  of  the  temporary  nature  of 
the  Announcement,  and  had  the 
opportunity  to  develop  or  alter  their 
relationship  banking  packages 


'The  Service  issued  a  nonenforcement  poliqr 
which  providm  that  the  S«rric«  will  not  raise  issues 
concaming  th*  Uk  wOacm  rwulUng  fcom  poMibi* 
prohifailad  Imnflinin  arising  fraat  carttin  cash, 
ptopafly  or  tarvicss  oQered  by  Pinanriat  instiiutions 
to  individuals  fox  whom  the  nnancial  institution 
maintains  catlain  IRAs  and  Kaogh  Plans.  Sea 
Announcement  90-1. 199e-Z  ULR  31.  Oaaoary  1. 
1990). 

*  In  this  ia«ird.  tb»  DapattiMnl  Im*  conswlted 
wftth  tha  Sarvica  regarding  the  applicaticai  of 
Announcement  90-1  The  Service  has  indicated 
that  the  Ameuncement  will  continue  to  Im  in  effect 
during  this  128  day  pahod. 


accordingly,  bi  addition,  the 
Department  believes  that  the  safeguards 
contained  in  tha  final  exemption  wottld 
be  diminished  if  the  exemption  were  to 
provide  relief  lor  these  binding 
arrangements  and  investments. 
Accordingly,  the  Department  believes 
that  a  delayed  affective  date  of  120  days 
adequately  addtesaes  the  commenter's 
concerns  regarding  the  need  for 
transitiooal  relief.  This  effective  date 
provides  sufficient  time  for  banks  to 
conform  their  relationship  banking 
programs  and  policies  to  the  conditions 
of  the  final  exemption. 

4.  Definitions 

The  term  bank  is  d^ned  under  the 
proposal  as  a  bank  described  in  section 
408(n)  of  the  Code.  One  commenter 
requested  that  the  Department  modify 
the  definition  of  bank  to  include 
institutions  which  qualify  as  trustees  of 
IRAs  under  section  408{a){2)  of  the 
Code.  Another  commenter  urged  the 
Department  to  include  bank  affiliates 
which  offer  IRAs  to  customers.  In  the 
absence  of  any  showing  regarding  how 
the  safeguards  contained  in  the 
exemption  would  apply  to  financial 
institutions  described  in  Code  section 
408(a)(2)  or  bank  affiliates,  the 
Department  is  unable  to  conclude  that 
such  modification  is  warranted. 

The  proposed  exemption  defined  the 
term  deposit  balance  as  having  the  same 
meaning  as  the  term  deposits  which  is 
contained  in  section  408(b)(4)  of  ERISA 
and  defined  under  29  CFR  2550.408b- 
4(c)(3).  Thus,  deposit  balance  includes 
any  account  upon  which  a  reasonable 
rate  of  interest  is  paid,  including  a 
certificate  of  deposit  issued  by  a  bank  or 
similar  financial  institution.  The  ABA 
urged  the  Department  to  broaden  the 
definition  of  deposit  balance  to 
encompass  all  investments  made  by 
IRAs  and  Keogh  Plans  including  those 
available  only  to  IRAs  and  Keogh  Plans. 
One  of  the  Department's  concerns  in 
developing  this  exemption  was  to  assure 
that  the  rate  of  return  earned  on  an  IRA 
or  Keogh  Plan  investment  is  not 
sacrificed  in  favor  of  a  customer's 
receipt  of  reduced  or  no  cost  services.  In 
light  of  the  Department's  discussion 
above  regarding  the  requirement  under 
section  11(b)  that  identical  investments 
be  o^ered  to  plan  and  non-plan 
customers,  the  Department  does  not 
believe  that  further  reUef  is  warranted. 

One  commenter  was  concerned  about 
the  Department's  decision  to  include 
brothers,  sisters  and  spouses  of  brothers 
or  sisters  within  the  definition  of 
"member  of  his  or  her  femily."  In  this 
regard,  the  Department  notes  that  this 
definition  does  not  preclude  a  bank 
from  limiting  the  numbw  of  femily 


members  entitled  to  receive  relalionshiD 
banking  servicee  under  its  program. 
Two  other  commeirters  urged  the 
Department  to  expand  this  definition  to 
include  "domestic  partners."  The 
Department  has  determined  not  to  make 
this  revision  because  the  scope  of  tha 
term  "domestic  i)aztn«s"  has  not  been 
sufficiently  defined. 

Miscellaneous 

1.  Two  commenters  sou^t 
clarification  from  the  Department 
regarding  who  is  eligible  to  receive 
relationship  banking  services  under  the 
exemption.  In  response  to  the  comments 
the  Department  has  added  language  to 
the  exemption  to  clarify  that  relief  is 
limited  under  the  exemption  to  the 
receipt  of  services  by  the  individual 
covered  under  the  IRA  or  Keogh  Plan 
and  his  or  her  beneficiaries  who  are 
members  of  the  family  within  the 
meaning  of  section  in(f)  of  the  final 
exemption. 

2.  Two  commenters  raised  the 
question  whether  banks  can  include 
services  which  are  available  to  all 
customers  at  no  cost  in  their 
relationship  banking  programs.  The 
Department  notes  that  the  exemption 
does  not  preclude  banks  fi'om  ofHaring 
free  services  to  customers  participating 
in  a  relationship  banking  program. 

3.  A  commenter  requested  that  the 
Department  clarify  that,  for  purposes  of 
the  exemption,  the  term  "service" 
includes  the  provision  of  life  insurance 
by  a  credit  union  to  its  members.  The 
Department  directs  the  commenter  to 
the  Grant  of  Class  Exemption  for  Certain 
Transactions  Involving  Persons  for 
Whose  Benefit  an  Individual  Retirement 
Account  or  Retirement  Plan  for  Self- 
Employed  Individuals  is  Established 
which  the  Department  is  also  publishing 
in  today's  Federal  Register. 

4.  Certain  commenters  expressed 
concern  whether  banks  may  include 
credit  based  products  as  a  method  of 
qualifying  for  a  bank's  relationship 
banking  program.  In  this  regard,  the 
Department  notes  that  the  preamble  to 
the  proposed  exemption,  in  explaining 
the  application  of  section  n(d), 
contained  an  example  of  a  relationship 
banking  program  wdiich  included  loan 
balances  in  determining  eligibility  to 
receive  services  at  reduced  or  no  cost.' 

5.  In  response  to  one  commenter,  the 
Department  notes  that  the  exemption 
does  not  require  banks  to  include  either 
or  both  IRAs  and  Keogh  Plans  in  their 
relationship  banking  programs. 


General  Ini 
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General  Information 


The  attention  of  interested  persons  is 
directed  to  the  following; 

(1)  In  accordance  with  section 
4975(c)(2)  of  the  Code,  and  based  upon 
the  entire  record,  the  Department  finds 
that  the  exemption  is  administratively 
feasible,  in  the  interests  of  the  WAs  and 
Keogh  Plans  and  of  their  participants 
and  beneficiaries  and  protective  of  the 
rights  of  participants  and  beneficiaries 
of  such  plans. 

(2)  The  exemption  is  supplemental  to, 
and  not  in  derogation  of  the  Code, 
including  statutory  or  administrative 
exemptions  and  transitional  rules. 
Furthermore,  the  fact  that  a  transaction 
is  subject  to  an  administrative  or 
statutory  exemption  is  not  dispositive  of 
whether  the  transaction  is  in  foct  a 
prohibited  transaction. 

(3)  The  exemption  is  applicable  to  a 
transaction  only  if  the  conditions 
specified  in  tlie  exemption  are  met. 

Exemption 

Accordingly,  the  following  exemption 
is  granted  under  the  authority  of  section 
4975(c)(2)  of  the  Code  and  in 
accordance  with  the  procedures  set 
forth  in  ERISA  Procedure  75-1  (40  FR 
18471,  April  28, 1975). 

Section  I:  Covered  Transaction 

Effective  May  11, 1993,  the  sanctions 
resulting  from  the  application  of  section 
4975  of  the  Code,  including  the  loss  of 
exemption  of  an  individual  retirement 
account  (IRA)  pursuant  to  section 
408(e)(2)(A)  of  the  Code,  by  reason  of 
section  4975(c)(1)  (D),  (E)  and  (F)  of  the 
Code,  shall  not  apply  to  the  receipt  of 
services  at  reduced  or  no  cost  by  an 
individual  for  whose  benefit  an  IRA  or, 
if  self-employed,  a  Keogh  Plan,  is 
established  or  maintained,  or  by 
members  of  his  or  her  family,  from  a 
bank  pursuant  to  an  arrangement  in 
which  the  deposit  balance  in  the  IRA  or 
Keogh  Plan  is  taken  into  account  for 
purposes  of  determining  eligibility  to 
receive  such  services,  provided  that 
each  condition  of  section  II  of  this 
exemption  is  satisfied. 

Section  II:  Conditions 

(a)  The  IRA  or  Keogh  Plan,  the  deposit 
balance  of  which  is  taken  into  account 
for  purposes  of  determining  eligibility  to 
receive  services  at  reduced  or  no  cost, 
is  established  and  maintained  for  the 
exclusive  benefit  of  the  participant 
covered  imder  the  IRA  or  Keo^  Plan, 
his  or  her  spouse  or  their  beneficiaries. 

(b)  The  services  must  be  of  the  type 
that  the  bank  itself  could  offer 
consistent  with  applicable  federal  and 
state  banking  law. 


(c)  The  services  are  provided  by  the 
bank  (or  an  affiliate  of  the  bank)  in  the 
ordinary  course  of  the  bank's  business 
to  customers  who  qualify  for  reduced  or 
no  cost  banking  services  but  do  not 
maintain  IRAs  or  Keogh  Plans  with  the 
bank. 

(d)  For  the  purpose  of  determining 
eUgibility  to  receive  services  at  reduced 
or  no  cost,  the  deposit  balance  required 
by  the  bank  for  the  IRA  or  Keogh  Plan 
is  equal  to  the  lowest  balance  required 
for  any  other  type  of  accoimt  which  the 
bank  includes  to  determine  eligibility  to 
receive  reduced  or  no  cost  services. 

(e)  The  rate  of  return  on  the  IRA  or 
Keogh  Plan  investment  is  no  less 
favorable  than  the  rate  of  return  on  an 
identical  investment  that  could  have 
been  made  at  the  same  time  at  the  same 
branch  of  the  bank  by  a  customer  of  the 
bank  who  is  not  eligible  for  (or  who 
does  not  receive)  reduced  or  no  cost 
services. 

Section  III:  Definitions 

The  following  definitions  apply  to 
this  exemption: 

(a)  The  term  bank  means  a  bank 
described  in  section  408(n)  of  the  Code. 

(b)  The  term  IRA  means  an  individual 
retirement  account  described  in  Code 
section  408(a).  For  purposes  of  this 
exemption,  the  term  IRA  shall  not 
include  an  IRA  which  is  an  employee 
benefit  plan  covered  by  titie  I  of  ERISA. 

(c)  The  term  Keogh  Plan  means  a 
pension,  profit  sharing,  or  stock  bonus 
plan  qualified  imder  Code  section 
401(a)  and  exempt  firom  taxation  under 
Code  section  501(a)  under  which  some 
or  all  of  the  participants  are  employees 
described  in  section  401(c)  of  the  Code. 
For  purposes  of  this  exemption,  the 
term  Keogh  Plan  shall  not  include  a 
Keogh  Plan  which  is  an  employee 
benefit  plan  covered  by  title  I  of  ERISA. 

(d)  The  term  deposit  balance  means 
deposits  as  that  term  is  defined  under 
29  CFR  2550.408b-4(c)(3). 

(e)  An  affiliate  of  a  bank  includes  any 
person  directly  or  indirectly  controlling, 
controlled  by,  or  under  common  control 
with  the  hank.  The  term  control  means 
the  power  to  exercise  a  controlling 
influence  over  the  management  or 
poUcies  of  a  person  other  than  an 
individual. 

(f)  The  term  members  of  his  or  her 
family  refers  to  beneficiaries  of  the 
individual  for  whose  benefit  the  IRA  or 
Keogh  Plan  is  established  or 
maintained,  who  would  be  members  of 
the  family  as  that  term  is  defined  in 
Code  section  4975(e)(6).  or  a  brother,  a 
sister,  or  spouse  of  a  brother  or  a  sister. 

(g)  The  term  service  includes 
incidental  products  of  a  de  minimis 
value  provided  by  third  persons. 


pursuant  to  an  arrangement  with  the 
bank,  which  are  directiy  related  to  the 
provision  of  banking  services  covered 
by  the  exemption. 

Signed  at  Washington.  DC,  this  5th  day  of 
January  1993. 
Alan  D.  Lebowitz, 

Deputy  Assistant  Secretary  of  Program 
Operations,  Pension  and  Welfare  Benefits 
Administration,  U.S.  Department  of  Labor. 
(FR  Doc.  93-539  Filed  1-8-93;  8:45  am) 
nUJNQ  CODE  4C10-3a-M 
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Proposed  Amendment  to  Prohibited 
Transaction  Exemption  93-2  (PIE  93- 
2)  for  the  Receipt  of  Certain  Services 
by  Individuals  for  Whose  Benefit 
Individual  Retirement  Accounts  or 
Retirement  Plans  for  Self-Employed 
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Maintained 

AGENCY:  Pension  and  Welfare  Benefits 

Administration,  U.S.  Department  of 

Labor. 

action:  Notice  of  Proposed  Amendment 

to  PTE  93-2. 


summary:  This  document  contains  a 
notice  of  pendency  before  the 
Department  of  Labor  of  a  proposed 
amendment  to  PTE  ^3-2.  PTE  93-2  is  a 
class  exemption  that  permits  the  receipt 
of  services  at  reduced  or  no  cost  by  an 
individual  for  whose  benefit  an 
individual  retirement  accoimt  (IRA)  or, 
if  self-employed,  a  Keough  Plan,  is 
established  or  maintained,  or  by 
members  of  his  or  her  family,  from  a 
bank,  provided  the  conditions  of  the 
exemption  are  met.  The  proposed 
amendment,  if  adopted,  would  affect 
individuals  with  a  beneficial  interest  in 
the  IRAs  who  receive  such  services  as 
well  as  the  banks  that  provide  such 
services. 

DATES:  If  adopted,  the  proposed 
amendment  would  be  effective  as  of 
May  11, 1993,  the  effective  date  of  PTE 
93-2.  Written  comments  and  requests 
for  a  public  hearing  should  be  received 
by  the  Department  on  or  before  February 
25, 1993. 

ADDRESSES:  All  written  comments  and 
requests  for  a  public  hearing  (preferably 
three  copies)  should  be  addressed  to  the 
U.S.  Department  of  Labor,  Office  of 
Exemption  Determinations,  Pension.and 
Welfare  Benefits  Administration,  room 
N-5649,  200  Constitution  Avenue,  NW., 
Washington.  DC  20210,  (ATTN:  I>- 
9124). 
FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Allison  K.  Padams,  Office  of  Exemption 
Determinations,  Pension  and  Welfare 
Benefits  Administration,  U.S. 
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DepaitnMBt  of  Lrixir.  (202)  S23-8»71 
(this  is  not  a  toll-frM  number);  or  Ms. 
Susan  E.  THees,  Pian  BmefiU  Sacuhty 
Division.  Office  of  the  SoUcikK.  II.S. 
Department  of  Labor.  (202)  523r-9141 
(this  is  not  a  toll-free  number). 
SUPf>l£MENTARY  INFORMATION:  Notice  is 
hereby  given  of  the  pendency  before  the 
Department  of  a  proposed  amendment 
to  PTE  93-2.  The  amendment  would 
provide  relief  from  the  iMtiictiQns  of 
sections  406(a)(1)(D)  and  406  (b)  of  the 
Employee  Retirement  Income  Security 
Act  of  1974  the  (ERISA)  and  the 
sanctions  resulting  from  th«  «pf>)icadan 
of  sections  4975(a)  and  (b).  4975(c)(3) 
and  408(e)(2)  of  the  bitemal  Revenue 
Code  of  1986  (the  Code)  by  reason  of 
section  4975(c)(1)  (D).  (E)  and  (F)  of  the 
Code. 

By  notice  appearing  elsewhere  in  this 
issue  of  the  Fe<)enl  Reentor.  the 
Department  has  granted  PTE  «3-2  to 
permit  the  receipt  of  services  at  reduced 
or  no  cost  by  an  individual  for  whose 
benefit  an  IRA  or  Kaough  Plan  is 
established  or  maintained,  or  by 
members  of  his  or  her  family,  from  a 
bank  pursuant  to  an  arrangement  in 
which  the  deposit  balance  in  the  IRA  or 
Keough  Plan  is  taken  into  account  for 
purposes  of  determining  aligttulity  to 
receive  such  services,  provided  that  the 
conditions  of  the  exemption  are  met.^ 
PTE  93-2  provides  an  exemption  from 
the  "mrytinna  resulting  from  the 
application  of  sections  4975(a)  and  (b). 
4975(cM3)  and  408(e)(2)  of  the  Code  by 
reason  of  section  4975(c)(1)  (D),  (E)  and 
(F)  of  the  Code* 

In  response  to  the  proposed 
exemption  for  the  receipt  oi  relationship 
banking  services.^  a  tmmber  of 


1  Pn:  33-2  appliu  only  to  I&A*  dascrifaed  in 
section  408(a)  oi  ihe  Code  which  are  not  "employee 
benefit  piens"  cx>T<ai«d  by  tide  I  of  ERISA. 

29  CPR  2S)0  3-2rd)  ■«p'«*it  tlM(  IRA*  deMSibwl 
in  section  40S(a)  of  the  Code  will  not  be  coHidaMd 
pension  plans  subject  to  title  I  at  ERISA,  provided 
that:  (1)  No  contitbattOM  to  the  plan  an  made  by 
the  amployar  of  aaiptoyeeaeMciatiaa;  (3) 
partkripatioo  ia  conpleieiy  volaatary  tar  anployeaa 
or  menbars;  (3)  the  sola  iavolvamacl  oi  the 
employer  or  employee  organization  is  without 
endonameni  to  permit  the  spoBsor  to  pabKciaa  the 
pinpan.  ID  coUact  oontribntiooa  ca  bataaif  of  the 
sponsor  through  payroll  deductioiu  or  duea 
checkoffs  and  to  remit  them  to  the  sponsor:  and  (4) 
the  aaipioyar  of  anpioyee  oftaiiixatiao  recerrea  no 
conaMantian  in  Dm  font  of  caah  or  olharwiaa  other 
than  lenanntihla  campanaatian  far  sarricaa  actually 
rendered  in  conneclion  with  payroll  daductions  or 
dues  checkoffii. 

*SactioD  lOZ  of  Reoi|Mi»tioa  Plan  No.  4  of 
197a  (43  FR  47713.  OctaiMi  17. 187»)  (MvaUy 
liiiirfwiiiillliiiiilliiiillj  nflfci'iiiiilwj  nfttii 
TiMCory  to  itaua  adniniatratiM  wMipliaiu  under 
section  497S(cK2)  of  tke  Code  to  the  Secretwy  of 
Labor. 

>  Se*  PwpoaaA  daaa  ftMMBlias  fariha  lacaipt 
of  Certain  Sarvicaa  by  ladiriduaUlMaMiahing  or 
Maintainitig  bidividual  Ratiranianl  Accounts  or 
Ratowsint  Plana  far  SaMBwptoyd  tedhrkhiaU  (se 
FR  U65.  Feiiruaiy  2*.  ttit). 


commentars  (die  Commaotsn)  uigad  tha 
Depaitmant  to  e^qiand  \hm  exaniption  to 
provide  relief  for  transactioaa  involving 
individuals  for  whose  benefit  a 
simplified  employee  plan  (SEP),  as 
defrned  under  section  408(k)  of  the 
Code,  is  established  or  maintained. 
Since  the  Dapartmant  did  not 
previously  propose  rebef  from  sections 
406(a)(1)(D)  and  406(b).  it  would  not  be 
appropriate  to  grant  such  reUef  aa  pwt 
of  the  final  exemption  becauaa  the 
proposed  exemption  did  not  ofiier 
interested  persona  an  opportunity  to 
present  their  views  with  respect  to  the 
Department's  contemplated  action. 
Because  the  Department  was  desirous  <A 
not  delaying  tha  grant  of  relief  from 
section  4975(cKl)(D).  (E).  and  (F)  of  the 
Code  for  transactions  involving  IRAs 
and  Keogh  Plans  not  covered  by  title  I 
of  ERISA,  the  Department  decided  to 
adopt  PTE  93-2,  and  to  propose  an 
amendment  which  would  extend  the 
relief  provided  pursuant  to  PTE  93-2  to 
individuals  for  whose  benefit  SEPs  have 
been  established  or  maintained.  The 
Department  is  proposing  this  relief  on 
its  own  motion,  pursuant  to  section 
408(a)  of  ERISA  and  section  4975(c)(2) 
of  the  Code  and  in  accordance  with  the 
procedures  set  forth  in  29  CFR  part 
2570.  subpart  B  (55  FR  32836.  August 
10, 1990). 

According  to  the  Commenters.  SEP 
arrangements  are,  for  all  practical 
purposes,  no  different  than  other  IRAs 
covered  by  PTE  93-2,  and  the  banking 
industry  makaa  no  distinction  between 
a  SEP-IRA  and  any  other  IRA.  In  this 
regard,  the  Commenters  indicated  that  a 
SEP  is  an  IRA  which  is  funded  by 
employer  contributions.  Qnoe  an 
employer  makes  the  required 
contributions  to  a  participant's  SEP,  the 
employer's  rola  with  respect  to  the  SEP 
is  limited.  A  participant  owns  and 
controls  his  SEP  like  any  other  IRA. 
Thus,  participants  generally  are  free  to 
transfer  the  employer  contributions  to 
other  IRAs  or  withdraw  them  at  any 
time. 

Based  on  the  argujn«xts  preswited  by 
the  Commenters  and  the  aoditional 
protections  already  embodied  in  PTE 
93-2.  it  appears  to  the  Department  that 
the  safeguards  of  PTE  93-2  would  not 
be  diminished  by  the  proposed 
amendment.  However,  the  Department 
is  of  the  view  that  the  exemption  should 
not  be  available  to  SEP  arrangements 
which  restrict  the  participant's  ability  to 
transfer  asaets  from  the  SEP  to  an  IRA 
maintained  at  a  financial  institution  of 
the  participant's  choice.  Therefore,  the 
Department  has  decided  to  propose 
relief  for  SEPs  that  provide  participants 
with  tha  unrestricted  authority  to 
transfer  the  assets  to  IRAssponsaradby 


different  financial  institiitiona.  In  this 
regard,  the  Department  requests  that 
interested  persons,  in  addition  to  other 
comments,  describe  how  a  relationship 
banking  program  would  operate  with 
respect  to  SEPs,  and  whether  additional 
safeguards  are  necessary  in  order  to 
protect  the  interests  of  the  participants 
and  beneficiaries  of  SEPs. 

The  Department  notes  that  tha 
exemption  will  not  be  available  for  the 
receipt  of  services  by  third  persons 
other  than  those  described  in  the 
exemption.  Thus,  for  example,  no  relief 
would  be  available  under  the  exemption 
for  the  receipt  of  services  by  the 
employer  establishing  or  maintaining 
the  SEP  on  behalf  of  its  employees. 

Notice  to  Intareated  Person* 

Because  many  participants  in  SEPs 
and  financial  institutions  sponsoring 
SEPs  could  conceivably  be  considered 
interested  persons,  the  only  practical 
form  of  notice  is  publication  in  the 
Federal  Register. 

General  Information 

The  attention  of  interested  persons  i» 
directed  to  the  following: 

(1)  Before  an  exemption  may  be 
granted  under  section  408(a)  of  ERISA 
and  section  4975(c)(2)  of  the  Code,  the 
Department  must  find  that  the 
exemption  is  administratively  feasible, 
in  the  interests  of  the  IRAs  and  their 
participants  and  beneficiaries  and 
protective  of  the  rights  of  participants 
and  beneficiaries  of  such  plans. 

(2)  The  proposed  amendment,  if 
granted,  will  be  supplemental  to,  and 
nt>t  in  derogation  of,  any  oibOT 
provisions  of  ERISA  and  the  Code, 
including  statutory  or  administrative 
exemptions  and  transitional  rules. 
Furthermore,  the  bcX  that  a  transaction 
is  subject  to  an  administrative  or 
statutory  exemption  is  not  dispositive  of 
whether  the  tnmsaction  is  in  feet  a 
prohibited  transaction. 

(3)  If  granted,  the  proposed 
amendment  will  be  applicable  to  a 
transaction  only  if  the  conditions 
specified  in  the  class  exemption  are 
met. 

Written  Comments  and  Hearing 
Request 

All  interested  persons  are  invited  to 
submit  vmtten  comments  or  requests  for 
a  public  hearing  on  the  proposed 
exemption  to  tbe  addrasa  and  within  the 
time  period  set  forth  above.  All 
comments  vrill  be  made  a  part  (^  the 
record.  Cooiraents  and  requests  for  a 
hearing  dK>uld  state  the  reastms  for  the 
writer's  interest  in  die  proposed 
exemption.  Comments  received  vrill  be 
available  for  public  inspection  with  the 


Signed  at  \ 
January,  199 
Alan  D.  Lebc 
Deputy  Assis 
Operations,  j 
Administrati 
|FR  Doc.  93- 

BtLUNG  CODE 


Class  Cxer 
Transactio 
Benefit  ind 
or  Retirem 
Individuaij 
Maintained 


Federal  Regiater  /  Vol.  58,  No.  6  /  Monday,  January  11,  1993  /  Notices 


3587 


referenced  application  at  the  above 
address. 

Proposed  Amendment 

Under  section  408(a)  of  ERISA  and 
section  4975(c)(2)  of  the  Code  and  in 
accordance  with  the  procedures  set 
forth  in  29  CFR  Part  250,  Subpart  B  (55 
FR  32836,  August  10. 1990).  the 
Department  proposes  to  amend  PTE  93- 
2  as  set  forth  below: 

(1)  Section  I  is  amended  to  read: 
•'Effective  May  11, 1993,  the  restrictions 
of  sections  406(a)(1)(D)  and  406(b)  of 
ERISA  and  the  sanctions  resulting  from 
the  application  of  section  4975  of  the 
Code,  including  the  loss  of  exemption  of 
an  JRA  pursuant  to  section  408(e)(2)(A) 
of  the  Code,  by  reason  of  section 
4975(c)(1)  (D),  (E)  and  (F)  of  the  Code, 
shall  not  apply  to  the  receipt  of  services 
at  reduced  or  no  cost  by  an  individual 
for  whose  benefit  an  IRA  or  Keogh  Plan 
is  established  or  maintained,  or  by 
members  of  his  or  her  family,  from  a 
bank,  pursuant  to  an  arrangement  in 
which  the  deposit  balance  in  the  IRA  or 
Keogh  Plan  is  taken  into  account  for 
purposes  of  determining  eligibility  to 
receive  such  services,  provided  that 
each  condition  of  section  II  of  this 
exemption  is  satisfied." 

(2)  Section  111(b)  is  amended  to  read: 
The  term  IRA  means  an  individual 
retirement  account  described  in  Code 
section  408(a).  For  purposes  of  this 
exemption,  the  term  IRA  shall  not 
include  an  IRA  which  is  an  employee 
benefit  plan  covered  by  title  I  or  ERISA, 
except  for  a  Simplified  Employee 
Pension  (SEP)  described  in  section 
408(k)  of  the  Code  which  provides 
participants  with  the  unrestricted 
authority  to  transfer  their  SEP  balances 
to  IRAs  sponsored  by  different  financial 
institutions. 

Signed  at  Washington.  DC.  this  5th  day  of 
January.  1993. 
Alan  D.  Lebomtz, 

Deputy  Assistant  Secretary  for  Program 
Operations.  Pension  and  Welfare  Benefits 
Administration,  U.S.  Department  of  Labor 
IFR  Doc.  93-540  Filed  1-8-93;  8:45  am] 
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[Prohibited  Transaction  Exemption  93-1; 
Application  Number  D-4064] 

Class  Exemotion  for  Certain 
Transactions  by  Individuals  for  Whose 
Benefit  individual  Retirement  Accounts 
or  Retirement  Plans  for  Self-Employed 
Individuals  Have  Been  Established  or 
Maintained 

AGENCY:  Pension  and  Welfare  Benefits 
Administration,  U.S.  Department  of 
Labor. 


ACTION:  Grant  of  class  exemption. 

SUMMARY:  This  document  contains  a 
final  exemption  from  certain  prohibited 
transaction  restrictions  of  the  Internal 
Revenue  Code  of  1986  (the  Code).  The 
class  exemption  permits  the  receipt  of 
certain  cash,  premiums  or  other 
consideration  paid  to  an  individual  in 
connection  with  a  transaction  involving 
an  individual  retirement  account  (IRA) 
or  a  retirement  plan  for  a  self-employed 
individual  (Keogh  Plan),  provided  that 
the  conditions  of  the  exemption  are  met. 
The  exemption  aflacts  individuals  with 
a  beneficial  interest  in  the  IRAs  or 
Keogh  Plans  who  receive  such 
premiums  or  gifts,  as  well  as  the 
financial  institutions  which  provide  the 
payments. 

EFFECTIVE  DATE:  January  1. 1975. 
FOR  FURTHER  INFORMATION  CONTACT: 
Allison  K.  Padams,  Office  of  Exemption 
Determinations,  Pension  and  Welfare 
Benefits  Administration,  U.S. 
Department  of  Labor.  (202)  523-8971 
(this  is  not  a  toll-free  number;  or  Susan 
E.  Rees,  Plan  Benefits  Security  Division, 
Office  of  the  Solicitor,  U.S.  Department 
of  Labor,  (202)  523-9141  (this  is  not  a 
toll-free  number). 
SUPPLEMENTARY  INFORMATION:  On 
February  1, 1983,  the  Department  of 
Labor  (the  Department)  and  the  Internal 
Revenue  Service  (the  Service)  published 
a  notice  of  proposed  class  exemption 
(48  FR  4592)  from  the  sanctions 
resulting  from  the  application  of 
sections  4975  (a)  and  (b),  4975(c)(3)  and 
408(e)(2)  of  the  Code  by  reason  of 
section  4975(c)(1)  of  the  Code.*  The 
transactions  involve  the  payment  of 
cash,  premiums  and  other  consideration 
to  individuals  in  connection  with 
establishment  of,  or  contribution  to  an 
IRA  or  Keogh  Plan  by  organizations 
authorized  to  sponsor  IRAs  or  Keogh 
Plans.  Because  of  the  apparent 
prevalence  of  this  type  of  transaction, 
the  Department  and  the  Service 
propo.sed  the  class  exemption  on  their 
own  motion  pursuant  to  section 
4975(c)(2)  of  the  Code,  and  in 
accordance  with  the  procedures  set 
forth  in  Rev.  Proc.  75-26  (1975-1  C.B. 
722)  and  ERISA  Procedure  75-1  (40  FR 
1P471,  April  28,  1975). 

The  notice  of  pendency  invited 
interested  persons  to  submit  written 
comments  or  request  that  a  public 
hearing  be  held  on  the  proposed 
exemption.  Over  twenty  public 


comments  and  requests  for  a  public 
hearing  with  regard  to  the  proposed 
class  exemption  were  received  pursuant 
to  section  4975(c)(2)  of  the  Code  and  in 
accordance  with  the  procediues  set 
forth  in  Rev.  Proc.  75-26  and  in  QUSA 
Procedure  75-1.  Notice  of  a  public 
hearing  was  published  on  July  1, 1983 
(48  FR  30510),  and  the  public  hearing 
was  held  on  August  17, 1983.  To  date, 
the  Department  has  not  granted  relief  for 
the  transactions  described  in  the 
proposed  exemption. 

Recently,  it  came  to  the  attention  of 
the  Department  that  many  financial 
institutions  may  no  longer  offer 
premiums  as  incentives  for  their 
customers  to  establish  IRAs  or  Keogh 
Plans  with  their  particular  institutions. 
Rather,  it  appeared  that  financial 
institutions  were  offering  banking 
services  at  reduced  or  no  cost  as  an 
inducement  to  customers  to  begin  or 
expand  banking  relationships. 
Consequently,  the  Department 
published  a  notice  in  the  Federal 
Register  (56  FR  8368,  February  28, 
1990)  in  which  it  requested  comments 
from  interested  persons  regarding  the 
disposition  of  the  proposed  class 
exemption  (the  Notice  to  Solicit 
Comments).' 

The  Notice  to  Solicit  Comments  gave 
interested  persons  an  opportunity  to 
submit  written  comments  to  be 
considered  by  the  Department  in 
deciding  whether  or  not  to  provide 
exemptive  reUef  for  the  receipt  of  cash, 
premiums,  or  other  consideration  by  an 
individual  in  connection  with  the 
establishment  of.  or  contribution  to,  an 
IRA  or  Keogh  Plan.  Specifically,  the 
Department  requested  that  interested 
persons  provide  current  information  on 
the  extent  of  the  need  for  exemptive 
relief  for  transactions  of  this  type  and 
the  standards  and  safeguards  upon 
which  exemptive  relief  should  be 
conditioned.  Ten  comments  were 
received  pursuant  to  the  Notice  to 
Solicit  Comments. 

Upon  consideration  of  the  entire 
record  in  this  matter,  including  all  the 
comments  received  and  testimony 
offered  at  the  public  hearing,  the 
Department  has  determined  to  grant  the 
proposed  class  exemption  subject  to 
certain  modifications. 

Description  of  the  Proposal 

The  1983  Proposal  provided 
retroactive  and  prospective  relief  from 
the  sanctions  resulting  from  the 


>  Section  102  of  Reorganization  Plan  No.  4  of 
1978  (43  FR  47713.  Ocmber  17,  1976)  genorally 
transferred  the  autnority  of  the  Secretary  of  the 
Treasury  to  issue  administrative  exemptions  under 
section  4975(c)(2)  of  the  Code  of  the  Secretary  of 
).jtbor. 


*  By  notice  appearinR  elsewhere  in  this  issue  of 
the  Federal  KeRirter,  the  Dnpartment  has  Kranted  a 
condilionai  class  exemption  which  permits  tne 
receipt  of  certain  services  at  reduced  or  no  co»i  by 
an  individual,  for  whose  benefit  an  IRA  or  Kiwgb 
Plan  is  established  or  mainiaincd,  from  ■  bank. 
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application  of  4975  of  the  Code, 
including  the  loss  of  exemption  of  an 
IRA  pursuant  to  section  408(e)(2)(A)  of 
the  Code,  by  reason  of  section  4975(c)(1) 
of  the  Code,  for  the  payment  of  cash, 
property  or  other  consideration  by  an 
organization  authorized  to  sponsor  IRAs 
or  Keogh  Plans,  to  an  individual 
establishing  or  contributing  to  an  IRA  or 
Keogh  Plan  or  to  members  of  his  or  her 
family  as  defined  by  section  4975(e)(6) 
of  the  Code. 

The  proposal  contained  specific 
conditions  designed  to  instire  that  the 
transactions  did  not  conflict  with  the 
basic  purpose  of  such  plans  which  is  to 
provide  retirement  savings  for 
participants  and  their  beneficiaries. 
Thus,  the  IRA  or  Keogh  Flan  must  be 
established  solely  to  benefit  the  person 
receiving  the  cash,  property  or  other 
consideration,  his  or  her  spouse,  and 
their  beneficiaries.  The  fair  market  value 
of  the  property  or  other  consideration 
which  may  be  measured  by  its  cost  to 
the  financial  institution,  or  the  cash 
received,  must  not  exceed  $10  for  a 
deposit  of  less  than  $5,000  and  $20  for 
a  deposit  of  $5,000  or  more.  The 
conditions  of  the  proposed  exemption 
did  not  specifically  limit  the  form  the 
:  premium  or  other  consideration  may 

take. 

The  Department  also  noted  in  the 
preamble  to  the  proposal  that  the 
exemption  would  nol.be  available  for 
transactions  involving  IRAs  or  Keogh 
Plans  which  are  subject  to  title  I  of 
ERISA.'  Nor  would  the  exemption  be 
available  to  exempt  the  receipt  of  cash, 
property  or  other  consideration  by  third 
persons  other  than  those  described  in 
the  exemption. 


'  29  CFR  25i0.3-2(d)  wplains  that  IRAs 
described  in  section  408(a)  of  the  Code  will  not  be 
considered  pension  plans  subject  to  title  I  of  ERISA, 
provided  that:  (1)  No  contributions  to  the  plan  are 
made  by  the  employer  or  employee-association;  (2) 
participation  is  completely  voluntary  for  employees 
or  members;  (3)  the  sole  involvement  of  the 
employer  or  employee  organization  is  without 
endorsement  to  permit  the  sponsor  to  publicize  the 
program,  to  collect  contributions  on  behalf  of  the 
sponsor  through  payroll  deductions  or  dues 
checkoffs  and  lo  remit  them  to  the  sponsor;  and  (4) 
the  employer  or  employee  organization  receive*  no 
consideration  in  the  form  of  cash  or  otherwise  other 
than  reasonable  compensation  for  services  actually 
rendered  in  connection  with  payroll  deductions  or 
duel  checkoffs. 

29  CFR  2510.3-3(b)  explains  that  for  purposes  of 
title  I  of  ERISA,  "employee  benefit  plan"  shall  not 
include  a  Keogh  Plan  under  which  no  employees 
are  covered  under  the  plan.  In  this  regard.  29  CFR 
2510.3-3(c)  sUtes  that  for  purposes  of  the  above 
referenced  section:  (1)  An  individual  and  his  or  her 
spouse  shall  not  be  deemed  to  be  employees  with 
respect  to  a  trade  or  l)usiness,  whether  incorporated 
or  unincorporated,  which  is  wholly  owned  by  the 
individual  and  bis  or  her  spouse:  and  (2)  a  partner 
in  a  partnership  and  his  or  her  spouse  shall  not  be 
deemed  to  tie  employees  with  respect  to  the 
partnership. 


The  Department  proposed  the  class 
exemption  based  upon  its 
understanding  that  it  was  common 
practice  for  financial  institutions  to  offer 
premiums  in  connection  with  the 
estabUshment  of.  or  the  additional 
contribution  to,  an  IRA  or  Keogh  Plan. 
The  Department  also  recognized  that  the 
apparent  prevalence  of  this  type  of 
transaction  could  result  in  adverse 
consequences  to  a  large  number  of 
individuals  estabUshing  IRAs  and 
Keogh  Plans. 

Discussion  of  the  Commeots 

/.  Major  Issues  Raised  in  Response  to  the 
1983  Notice  of  Proposed  Exemption  and 
Public  Hearing 

Several  commenters  suggested  that  no 
exemption  was  necessary  because  the 
transactions  described  in  the  proposed 
exemption  are  not  prohibited 
transactions  under  section  4975(c)(1)  of 
the  Code.  In  this  regard,  section 
4975(c)(1)  of  the  Code  prohibits,  in 
relevant  part,  the  transfer  to,  or  use  by 
or  for  the  benefit  of,  a  disqualified 
person  of  the  income  or  assets  of  a  plan 
(4975(c)(1)(D));  an  act  by  a  disquafified 
person  who  is  a  fiduciary  whereby  he 
deals  with  the  income  or  assets  of  a  plan 
in  his  own  interest  or  for  his  own 
account  {4975(c)(1)(E));  and  the  receipt 
of  any  consideration  for  his  own 
personal  account  by  a^iy  disqualified 
person  who  is  a  fiduciary  from  any 
party  deaUng  with  the  plan  in 
connection  with  a  transaction  involving 
the  income  or  assets  of  plan 
(4975(c)(1)(F)).  The  Department 
disagrees  with  these  comments.  The 
term  "disqualified  person",  as  defined 
in  Code  section  4975(e)(2),  includes  a 
fiduciary  and  a  person  providing 
services  to  the  plan.  Persons  who 
exercise  discretionary  authority  or 
control  over  the  assets  of  a  plan, 
including  IRAs  and  Keogh  Plans,  are 
fiduciaries  subject  to  the  restrictions 
imposed  by  section  4975(c)(1)  of  the 
Q>de.*  Thus  the  receipt  of  cash, 
premiums  or  other  consideration  by 
such  individuals  in  connection  widi  the 
investment  of  his  or  her  IRA  or  Keogh 
Plan  assets  is  a  transaction  prohibited 
under  section  4975(c)(1)  of  the  Code,'  hi 
the  absence  of  an  exemption,  the 
individual  who  receives  such  cash, 
premiums  or  other  consideration  and 
the  plan  involved  may  be  subject  to  the 
sanctions  applied  under  section 
408(e)(2)  and  4975(c)(1)  of  the  Code.  To 
clarify  the  Department's  position,  the 
final  exemption  now  specifies  the 


*  See  section  497S(eX3)  of  the  Code. 

"See  Advisory  Opinion  89-12A  (July  14. 1989) 


subsections  of  section  4975(c)(1)  from 
which  rehef  is  provided. 

A  number  of  commenters  expressed 
concern  that  the  exemption  would 
discourage  financial  institutions  from 
providing  IRA  and  Keogh  Plan 
participants  with  customary  financial 
services,  such  as  free  checking  accounts 
and  free  check-cashing  privileges  which 
have  traditionally  been  based  on 
account  balances  maintained  by  a 
customer  at  the  financial  institution.  It 
was  represented  that  these  services, 
imlike  such  premiums  as  toasters  and 
radios,  caimot  readily  be  valued  because 
their  cost  varies  greatly  among 
institutions  and  recipients.  In  this 
regard,  the  Department  notes  that  a 
separate  exemption  for  the  receipt  of 
certain  services  buy  individuals  covered 
under  individual  retirement  accounts  or 
retirement  plans  for  self-employed 
individuals  is  pubhshed  in  today's 
Federal  Register.  Consequently,  the 
Department  has  determined  not  to 
revise  the  subject  exemption  in  this 

Several  commenters  recommended 
that  institutions  be  permitted  to  pay 
premiums  with  respect  to  an  IRA  or 
Keogh  Plan  on  an  annual  or  more 
frequent  basis  without  regard  to  whether 
additional  contributions  have  been 
made.  The  Department  is  not  persuaded 
by  the  commenters  that  such  an 
expansion  would  be  appropriate. 
Another  commenter  urged  the 
Department  to  permit  the  payment  of 
premiums  with  respect  to  each 
contribution  made  to  an  IRA  or  Keogh 
Plan.  The  commenters  suggested  that 
failure  to  allow  such  payments  may 
result  in  IRA  and  Ke(^  Plan  assets 
being  transferred  to  another  financial 
institution  solely  to  obtain  additional 
premiums.  The  Department  generally 
believes  that  most  plan  participants  are 
more  concerned  with  their  future 
retirement  income  and  the  terms  and 
conditions  of  the  various  investment 
options  offered  at  particular  financial 
institutions  than  with  the  de  minimis 
premiums  permitted  by  this  exemption. 
Nevertheless,  the  Department  recognizes 
that  some  IRA  and  Keogh  funds  may  be 
transferred  from  institution  to 
institution  in  order  to  receive  a 

Eremium.  Accordingly,  the  Department 
as  determined  to  modify  the  final 
exemption  to  permit  the  payment  of 
cash,  premiums  or  other  consideration 
in  connection  with  the  making  of 
additional  contributions  to  an 
established  IRA  or  Keogh  Plan, 
including  the  transfer  of  assets  from 
another  plan. 

A  number  of  commenters  urged  the 
Department  to  delete  or  modify  the  $10 
and  $20  limits  under  the  proposed 
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exemption.  Several  commenters 
suggested  that  the  exemption  permit 
m^et  forces  to  establisn  the  dollar 
limitations.  Another  commenter 
suggested  a  "rule  of  reaBonableness"  or 
a  maximum  limit  set  as  a  percentage  of 
the  total  IRA  (or  Keogh  Plan) 
investment.  The  Department  beUeves 
that  deleting  or  increasing  the  dollar 
limits,  or  substituting  a  maximum  limit 
set  as  a  percentage  of  total  plan 
investment,  could  have  an  adverse 
impact  on  IRAs  and  Keogh  Plans  by 
creating  an  incentive  for  individuals  to 
make  IRA  or  Keogh  Plan  investments  at 
a  particular  financial  institution  for 
reasons  imrelated  to  the  purposes  for 
which  such  plans  are  established,  i.e.  to 
provide  retirement  income.  Regarding 
the  other  suggested  modiBcations  to  the 
dollar  limits,  the  Department  does  not 
believe  it  would  be  appropriate  to  revise 
these  limits  in  this  regard  since 
adoption  of  these  suggestions  would 
necessitate  a  subjective  determination  of 
the  appropriate  limit. 

A  number  of  commenters  suggested 
that  the  relief  provided  by  the  class 
exemption  should  be  given  retroactive 
application  without  any  dollar 
limitation  on  the  amount  of  the 
premiums  and  that  the  dollar 
limitations  should  only  apply 
prospectively.  The  Department  is  not 
persuaded  by  the  commenters' 
arguments  regarding  additional 
retroactive  relief.  In  this  regard,  the 
Department  notes  that  financial 
institutions  were  aware  of  the  dollar    , 
limitations  found  in  the  Notice  of     "^ 
Proposed  Exemption,"  and  had  the 
opportimity  to  alter  their  banking 
programs  accordingly.  Additionally,  the 
Department  wishes  to  note  that  on 
January  8, 1990,  the  Service  issued  an 
IRA  nonenforcement  policy  (the  IRA 
Nonenforcement  Policy),'  which 
provides  that  the  Service  will  not  raise 
issues  concerning  the  tax  effects 
resulting  ht)m  possible  prohibited 
transactions  arising  from  certain  cash, 
property  or  services  offered  by  financial 
institutions  described  in  section  408(n) 
of  the  Code  to  individuals  for  whom  the 
financial  institution  maintains  certain 
IRAs  and  Keogh  Plans.  The  IRA 
Nonenforcement  Policy  applies  to  the 
cash,  property  or  other  consideration 
described  in  the  1983  Proposal. 

Several  commenters  urged  the 
Department  to  clarify  that  the 
exemption  provides  relief  for  the 
provision  by  a  credit  union  of  life 
insurance  coverage  to  members  who 
maintain  or  establish  IRAs  and  Keogh 


Plans  at  such  credit  imion."  According 
to  the  commenters,  it  is  a  long 
established  and  customary  practice  for  a 
credit  union  to  provide  Ufe  insurance, 
in  an  amount  equal  to  the  balance  of  the 
savings  of  its  members,  including  IRA 
and  Keogh  Plan  accounts.  Each  credit 
imion  determines  the  maximum  level  of 
insurance  coverage  that  it  will  furnish 
its  members.  One  commenter  stated  that 
99%  of  all  credit  unions  currently  limit 
life  insurance  coverage  to  $5,000  per 
member.  The  insurance  is  provided  by 
credit  unions  through  the  purchase  of 
group  term  life  insurance  policies  with 
coverages  in  an  amount  equal  to  each 
membOT's  total  account  balance  up  to 
the  maximum  amount  established  by 
the  particular  credit  union. 

According  to  the  conmienters,  in 
calculating  the  dollar  amoimt  of 
insurance  coverage,  a  credit  union 
generally  considers  the  relevant 
accounts  maintained  by  an  individual  in 
the  order  in  which  they  are  established. 
Since  the  value  of  the  insurance 
attributable  to  the  IRA  or  Keogh  Plan 
balance  may  differ  from  member  to 
member  depending  upon  the  nimiber  of 
other  accounts  maintained  by  the 
member,  the  maximum  level  of  coverage 
selected  by  the  credit  union,  and  the 
order  in  which  each  account  is  opened. 
the  commenter  argued  that  it  would  be 
difficult  for  the  financial  institutions  to 
comply  with  the  dollar  limitations  witb 
regard  to  these  insurance  programs. 
Additionally,  because  the  nature  of  Ufa 
insurance  contemplates  that  coverage  be 
maintained  from  year  to  year,  it  would 
raise  administrative  problems  for  the 
financial  institutions,  and  prove 
disadvantageous  to  members,  if 
additional  contributions  were  required 
in  order  to  maintain  insurance  coverage 
from  year  to  year.  On  the  basis  of  these 
comments,  the  Department  has 
determined  that  it  would  be  appropriate 
to  modify  the  final  exemption  to  permit 
the  provision  of  group  term  life 
insurance  by  a  financial  institution. 

Accordingly,  we  have  revised  the 
exemption  to  provide  additional  relief 
for  the  provision  of  life  insurance 
subject  to  a  requirement  limiting  the 
amount  of  coverage  that  may  be 
provided.  Thus,  under  the  final 
exemption,  where  a  financial  institution 
takes  into  account  an  IRA  or  Keogh  Flan 
balance  in  determining  eligibility  for  life 


"See 4a  FR  4592,  at4993. 
'Announcement  90-1. 1990-2  LR.B.  31  (lanucry 
8.  1990). 


*The  Credit  Union  National  Association  Inc., 
(CUNA)  was  among  the  commenters  who  raised  this 
issue.  Additionally,  CUNA  provided  comments  on 
the  proposed  exemption  for  the  receipt  of  certain 
services  by  individuals  establishing  or  maintaining 
Individual  Retirement  Accounts  or  Retirement 
Plans  for  Seif-Employed  Individuals  (56  FR  8365, 
Februar>'  28, 1991),  and  filed  an  individual 
exemption  request  to  permit  credit  unions  to 
provide  members  with  such  life  iiuurance  coverage. 


insurance,  the  amount  of  insurance  that 
is  attributable  on  a  dollar  frar  dollar  basis 
to  the  IRA  or  Keogh  Plan  deposit 
balance  may  not  exceed  $5,000. 

U.  Major  Issues  Raised  in  Response  to 
the  1991  Notice  to  Solicit  Comments 

Nine  conunenters  urged  the 
Department  to  finalize  the  proposed 
exemption.  These  commenters  indicated 
that  financial  institutions  may  still  offer 
premiums  to  attract  customers.  One 
commenter  requested  that  the 
Department  writhdraw  the  proposed 
exemption. 

Several  of  these  commenters 
requested  that  the  Department  increase 
the  dollar  limitations  on  the  value  of  the 
cash,  premiums  or  other  consideration 
to  account  for  inflation.  The  Department 
is  not  persuaded  by  the  comments 
submitted  in  favor  for  this  modification. 
The  Department  continues  to  believe 
that  the  value  of  the  cash,  premiimis  or 
other  consideration  allowed  under  the 
exemption  must  be  de  minimis  to  assure 
that  such  transactions  do  not  conflict 
with  the  basic  purpose  of  IRAs  and 
Keogh  Plans  which  is  to  provide 
retirement  savings  for  participants  and 
their  beneficiaries. 

III.  Miscellaneous 

For  purposes  of  clarification,  the 
Department  has  defined  the  terms 
"IRA"  and  "Keogh  Plan"  under  the  final 
exemption.  In  addition,  the  definition  of 
"members  of  his  or  her  family"  has  been 
modified  to  make  it  consistent  with  the 
definition  contained  in  the  class 
exemption  for  the  receipt  of  certain 
services  at  reduced  or  no  cost  by  an 
individual  for  whose  benefit  an  IRA  or 
a  Keogh  is  established  and  maintained 
from  a  bank  which  is  pubhshed  in  this 
issue  of  the  Federal  Register. 

General  Information 

The  attention  of  interested  persons  is 
di^ec+ed  to  the  following: 

(1)  The  fact  that  a  transaction  is  the 
subject  of  an  exemption  under  section 
4975(l)(2)  of  the  Code  does  not  relieve 
a  fiduciary  or  other  disqualified  person 
from  certain  other  provisions  of  the 
Code.  These  provisions  include  any 
prohibited  transaction  provisicms  in 
section  4975(c)(1)  to  which  the 
exemption  does  not  expressly  apply:  nor 
does  the  exemption  affect  the 
requirement  of  section  408(a)  of  the 
Code  that  an  IRA  must  operate  for  the 
exclusive  benefit  of  the  individual  for 
whose  benefit  the  IRA  is  maintained 
and  his  or  her  beneficiaries,  or  the 
requirement  of  section  401(a)  of  the 
Code  that  a  plan  must  operate  for  the 
exclusive  benefit  of  the  employees  of 


4  r\r\*%     I    KTj^fi^Ac 


3571 


3570 


Federal  Register  /  Vol.  58,  No.  6  /  Monday.  January  11.  1993  /  Notices 


the  employer  maintaining  the  plan  and 
their  beneficiaries. 

(2)  This  exemption  is  supplemental 
to,  and  not  in  derogation  of,  any  other 
provisions  of  the  Code,  including 
statutory  or  administrative  exemptions 
and  transitional  rules.  Furthermore,  the 
fact  that  a  transaction  is  subject  to  an 
administrative  or  statutory  exemption  is 
not  dispositive  of  whether  the 
transaction  is  in  fact  a  prohibited 
transaction. 

(3)  The  class  exemption  is  applicable 
to  a  particular  transaction  only  if  the 
transaction  satisfies  the  conditions 
specified  in  the  class  exemption. 

(4)  In  accordance  with  section 
4975(c)(2)  of  the  Code  and  the 
procedures  set  forth  in  ERISA  Procedure 
75-1  (40  FR  18471.  April  28. 1975).  and 
based  upon  the  entire  record,  the 
Department  has  made  tha  following 
determinations: 

(i)  The  exemption  is  administratively 
feasible: 

(ii)  It  is  in  the  interest  of  the 
individuals  for  whose  benefit  the  IRA 
and  Keogh  Flans  are  maintained;  and 

(iii)  It  w  protective  of  the  rights  of 
those  individuals  and  their 
beneficiaries. 

Exemption 

Accordingly,  the  following  exemption 
is  granted  imder  the  authority  of  section 
4975(c)(2)  of  the  Code,  and  in 
accordance  with  the  procedures  set 
forth  in  ERISA  Procedure  75-1. 

I.  Effective  January  1, 1975.  the 
sanctions  resulting  from  the  application 
of  section  4975  of  the  Code,  including 
the  loss  of  exemption  of  an  IRA 
pursuant  to  section  408(e)(2)(A)  of  the 
Code,  by  reason  of  section  4975(c)(1) 
(D).  (E)  and  (F)  of  the  Code,  shall  not 
apply  to  the  payment  of  cash,  property, 
or  other  consideration  by  an 
organization  authorized  to  sponsor  IRAs 
or  Keogh  Plans,  to  an  individual  for 
whose  benefit  an  IRA  or  Keogh  Plan  is 
established  or  maintained,  or  to 
members  of  his  or  her  family  provided 
that: 

(a)  The  IRA  or  Keogh  Plan  in 
connection  with  which  cash,  property 
or  other  consideration  is  given,  is 
established  solely  to  benefit  the 
participant,  his  or  her  spouse  and  their 
beneficiaries; 

(b)  The  cash,  property  or  other 
consideration  is  given  only  in 
connection  with  the  establishment  of 
the  IRA  or  Keogh  Plan  or  the  making  of 
an  additional  contribution,  including 
the  transfer  of  assets  from  another  plan, 
to  an  existing  IRA  or  Keogh  Plan. 

(c)  During  any  taxable  year,  the  total 
of  the  fair  market  value  of  the  property 
or  other  consideration  to  the  sponsor  of 


the  IRA  or  Keogh  Plan,  and  the  cash 
received  is  not  more  than: 

(1)  $10  for  deposits  to  the  IRA  or 
Keogh  Plan  of  less  than  $5,000;  and 

(2)  $20  for  deposits  to  the  IRA  or 
Keogh  Plan  of  $5,000  or  more. 

(d)  In  any  case  where  the 
consideration  provided  by  a  financial 
institution  to  an  individual  for  whose 
benefit  an  IRA  or  Keogh  Plan  is 
established  or  maintained,  is  groujp  term 
life  insurance,  the  limitations  set  forth 
in  conditions  (b)  and  (c)  shall  not  apply 
to  the  provision  of  such  insurance  if. 
during  any  taxable  year,  no  more  than 
$5,000  of  the  face  value  of  the  insurance 
is  attributable  on  a  dollar  for  dollar  basis 
to  the  assets  of  the  IRA  or  Keogh  Plan. 

n.  Definitions 

(a)  The  term  "taxable  year"  means  the 
taxable  year  of  the  individual.  In 
determining  the  taxable  year  for 
payments  in  connection  with  transfers 
of  assets  from  previously  established 
plans,  the  calendar  year  in  which  the 
transfer  is  received  by  the  organization 
is  deemed  to  be  the  taxable  year  of  the 
individual. 

(b)  The  "fair  market  value  of  the  cash, 
property  or  other  consideration"  given 
may  be  measured  by  the  cost  to  the 
financial  institution. 

(c)  The  term  "members  of  his  or  her 
family"  refers  to  beneficiaries  of  the 
individual  for  whose  benefit  the  IRA  or 
Keogh  Plan  is  established  or 
maintained,  who  would  be  members  of 
the  family  as  that  term  is  defined  in 
Code  section  4975(e)(6).  or  a  brother,  a 
sister,  or  spouse  of  a  brother  or  a  sister. 

(d)  The  term  "IRA"  means  an 
individual  retirement  account  described 
in  Code  section  408(a).  For  purposes  of 
this  exemption,  the  term  IRA  shall  not 
include  an  IRA  which  is  an  employee 
benefit  plan  covered  by  title  I  of  ERISA. 

(e)  The  term  "Keogh  Plan"  means  a 
pension,  profit  sharing  or  stock  bonus 
plan  qualified  under  Code  section 
401(a)  and  exemption  from  taxation 
under  Code  section  501(a)  imder  which 
some  or  all  of  the  participants  are 
employees  described  in  section  401(c)  of 
the  Code.  For  purposes  of  this 
exemption  the  term  Keogh  Plan  shall 
not  include  a  Keogh  Plan  which  is  an 
employee  benefit  plan  covered  by  title 

I  or  ERISA. 

Signed  at  Washington.  DC.  this  5th  day  of 
January  1993. 
AUn  D.  Labowitz, 

Deputy  Assistant  Secretary  for  Program 
Operations,  Pension  and  Welfare  Benefits 
Administration.  U.S.  Department  of  Labor. 
IFR  Doc.  93-541  Filed  1-8-93;  8:45  am] 
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NATIONAL  ADVISORY  COUNCIL  ON 
THE  PUBLIC  SERVICE 

NACPS  to  Hold  Public  HMring,  Friday. 
February  5, 1993 

summary:  The  National  Advisory 
Council  on  the  Public  Service  will  hold 
a  public  hearing  on  the  Federal 
government  as  an  employer.  The 
hearing  is  scheduled  for  Friday, 
February  5. 1993,  in  the  hearing  room  of 
the  Nuclear  Regulatory  Commission, 
11555  Rockville  Pike.  Rockville. 
Maryland  from  9:30  a.m.  to  12  noon. 

Invited  witnesses  will  give  testimony 
to  the  Council  on  such  issues  as 
recruiting  and  retention,  model  human 
resources  programs,  career  development 
programs,  women  in  the  Federal 
workforce  and  family-friendly  policies. 

The  hearing  will  be  open  to  the 
public.  Time  will  be  allotted  to  those 
persons  wishing  to  make  comment  to 
the  Council  concerning  the  Federal 
Employment.  Any  person  or 
organization  wishing  to  reserve  time  to 
make  public  comment  during  the 
hearing  should  pre-register  by  calling 
the  Council  at  202-724-0796  before 
February  1.  Those  persons  who  do  not 
pre-register  to  make  comments  cannot 
be  guaranteed  an  opportunity  to  do  so. 
The  Council  also  welcomes  written 
comments  on  Federal  workforce  issues, 
which  should  be  sent  to  the  Council 
office  at  420  National  Press  Building. 
529  14th  Street.  NW.,  Washington.  DC 
20045. 

For  more  Information  and  for  media 
coverage,  contact  Rhea  Farberman  at 
202-724-0796. 

Issued  January  6. 1993. 
Jean  M.  Caitis, 

Executive  Director,  National  Advisory 
Council  on  the  Public  Service. 
(FR  Doc.  93-462  Fjled  1-8-93;  8:45  am] 
BILUNG  COOE  7S-2S-01 


NATIONAL  COMMISSION  ON 
AMERICAN  INDIAN.  ALASKA  NATIVE. 
AND  NATIVE  HAWAIIAN  HOUSING 

Meeting 

AGENCY:  The  National  Commission  on 
American  Indian,  Alaska  Native,  and 
Native  Hawaiian  Housing. 
ACTION:  Meeting  notice. 


summary:  In  accordance  with  the 
Federal  Advisory  Committee  Act.  Public 
Law  92-463.  as  amended,  the  National 
Commission  on  American  Indian, 
Alaska  Native,  and  Native  Hawaiian 
Housing  announces  the  forthcoming 
meeting  of  the  Commission. 
DATES:  January  26. 1993.  9  a.m.  to  5  p  m. 
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mission  on 
ative.  and 


ADDRESSES:  Holiday  Inn  Downtown. 
The  Governor's  House.  17th  &  Rhode 
Island,  NW.,  Washington.  DC..  (202) 
296-2100. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lois  V.  Toliver.  Administrative  Officer. 
(202)  275-0045. 
SUPPLEMENTARY  INFORMATION: 

Type  of  Meeting:  Open. 

Agenda:  Call  to  Order,  Roll  Call. 
Chairman's  Message,  Update  of 
Commission  Activities,  Committee 
Reports,  Commission  Strategy  Session. 
Lois  V.  Toliver. 
Administrative  Officer. 
[FR  Doc.  93-444  Filed  1-8-93;  8:45  ami 

BILLMG  CODE  M2O-07-H 


NATIONAL  COMMISSION  ON 
MANUFACTURED  HOUSING 

Meeting 

AGENCY:  National  Commission  on 

Manufactured  Housing. 

ACTION:  Notice  of  meeting. 


or  events  that  the  Commission 
determines  are  significant  from  the 
standpoint  of  public  health  and  safety). 
During  the  third  quarter  of  CY  1992.  the 
following  incidents  at  NRC  licensees 
were  determined  to  be  abnormal 
occurrences  (AOs)  and  are  described 
below,  together  with  the  remedial 
actions  taken.  The  events  are  also  being 
included  in  NUREG-0090.  Vol.  15.  No. 
3  ("Report  to  Congress  on  Abnormal 
Occurrences:  July— September  1992"). 
This  report  will  be  available  at  the 
NRC's  Public  Document  Room,  2120  L 
Street  NW.  (Lower  Level),  Washington, 
DC  20555  about  three  weeks  after  the 
publication  date  of  this  Federal  Register 
Notice. 
Other  NRC  Licensees 

(Industrial  Radiographers,  Medical 
Institutions,  Industrial  Users,  etc.) 


SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act,  Public 
Law  101-625,  as  amended,  the  National 
Commission  on  Manufactured  Housing 
announces  a  forthcoming  meeting  of  the 
Commission. 

DATES:  January  7, 1993.  9  a.m-5  p.m.; 
January  8,  1993.  9  a.m.-5  p.m. 
ADDRESSES:  Hyatt  Regency,  400  New 
Jersey  Avenue,  Washington.  DC  20001. 
Bryce  Room. 

FOR  FURTHER  INFORMATION  CONTACT: 
Carmelita  R.  Pratt,  Administrative 
Officer,  The  National  Commission  on 
Manufactured  Housing,  (GSA)  7th  &  D 
Street.  SW.,  #7109,  Washington.  DC 
20407  (202). 708-5702. 
TYPE  OF  MEETING:  Open. 

Due  to  scheduling  difficulties,  this 
notice  could  not  be  published  15  days 
prior  to  this  meeting  as  required  by 
Federal  Advisory  Committee  Act. 
Carelita  R.  Pratt. 
Administrative  Officer. 
|FR  Doc.  93^55  Filed  1-8-93;  8:45  am) 

BILUNC  CODE  6S30-CA-M 


NUCLEAR  REGULATORY 
COMMISSION 

Abnormal  Occurrences  for  Third 
Quarter  CY  1992;  Dissemination  of 
Information 

Section  208  of  the  Energy 
Reorganization  Act  of  1974.  as 
amended,  requires  the  NRC  to 
disseminate  information  on  abnormal 
occurreiices  (i.e..  unscheduled  incidents 


92-9  Medical  Therapy 
Misadministration  at  Cooper  Hospital/ 
University  Medical  Center  in  Camden, 
New  Jersey 

One  of  the  AO  reporting  guidelines 
notes  that  a  therapeutic 
misadministration  affecting  two  or  more 
patients  at  the  same  facility  can  be 
considered  an  abnormal  occurrence. 

Date  and  P/ace— November  11, 1991 
to  January  7. 1992;  Cooper  Hospital/ 
University  Medical  Center;  Camden, 
New  Jersey. 

Nature  and  Probable  Consequences— 
On  January  27. 1992,  the  NRC  Region  I 
office  was  notified  by  telephone  that 
five  therapeutic  misadministrations 
involving  Iridium-192  (Ir-192)  wire 
occurred  at  Cooper  Hospital/University 
Medical  Center  at  Camden.  New  Jersey 
from  November  11, 1991  to  January  7, 
1992.  The  licensee  had  discovered  the 
error  on  January  24, 1992,  after  the 
review  of  patient  charts  in  preparation 
for  the  Quality  Management  Program 
submittal.  The  error  caused  a  12.2 
percent  underdosing  of  the  patients. 

Four  patients  received  external  beam 
therapy  (Linear  Accelerator)  in  addition 
to  the  radiation  received  from  the  Ir-192 
implants.  Patient  A  was  to  receive  1043 
rads  from  an  Ir-192  intracavitary 
bronchial  implant  for  the  treatment  of 
lung  cancer  and  received  916  rads  on 
November  11. 1991.  Patient  A  later 
received  5576  rads  from  external  beam 
therapy.  Patient  B  was  to  receive  1266 
rads  to  the  head  and  neck  from  an  Ir-192 
interstitial  implant  for  the  treatment  of 
cancer  and  received  1112  rads  on 
November  12, 1992.  Patient  B  later 
received  4600  rads  from  external  beam 
therapy.  Patient  C  was  to  receive  2150 
rads  from  an  Ir-192  interstitial  implant 
for  the  treatment  of  breast  cancer  and 
received  1888  rads  on  December  2, 


1991.  Patient  C  later  received  5940  rads 
from  external  beam  therapy.  Patient  D 
was  to  receive  2000  rads  to  the  tongue 
for  the  treatment  of  cancer  from  an  Ir- 
192  interstitial  implant  and  received 
1756  rads  on  January  7. 1992.  Patient  D 
later  received  5940  rads  from  external 
beam  therapy.  The  licensee  has 
determined  that  the  above  patient's 
treatment  were  not  compromised  by  the 
small  decrease  in  the  total  dose  received 
when  the  external  beam  therapy 
treatment  is  factored  into  the 
assessment. 

One  patient  did  not  receive  external 
beam  therapy.  On  November  21. 1991. 
Patient  E  was  prescribed  to  receive  4628 
rads  to  the  pelvis  for  the  treatment  of 
cancer  from  an  Ir-192  interstitial 
implant  and  received  4063  rads.  Patient 
E's  attending  physician  had  originally 
calculated  a  desired  dose  between  4000 
and  4500  rads  and  wanted  to  include 
hyperthermia  treatment.  Hyperthermia 
treatment  required  insertion  of 
interstitial  microwave  antennae  so  that 
heat  treatment  was  terminated  within 
one  hour  before  the  implants  were 
inserted  and  was  initiated  within  one 
hour  after  the  implants  were  removed. 
The  attending  physician  was  informed 
by  the  licensee's's  staff  that  the  implants 
would  have  to  be  removed  at 
unreasonable  times  in  order  to  fall 
within  the  attending  physician's  desired 
dose  range.  The  attending  physician 
then  agreed  to  give  4628  rads  so  that  the 
second  hyperthermia  treatment  could  be 
given  at  a  more  reasonable  time.  Since 
the  actual  delivered  dose  fell  within  the 
attending  physician's  initial  range,  the 
licensee  does  not  foresee  any  adverse 
effects  for  Patient  E. 

Cause  or  Causes— It  was  determined 
that  the  cause  of  the  misadministration 
was  an  input  error  into  the  treatment 
planning  computer.  Specifically,  the 
source  calibration  factor  was  in  non- 
Systeme  Internationale  (SI)  units  (non- 
metric),  however,  the  computer  was  set 
to  receive  the  data  in  SI  units  and  the 
setting  was  not  changed. 
Actions  Taken  to  Prevent  Recurrence 
Licensee— The  licensee's  corrective 
action  was  to  include  the  calibration 
factor  that  is  used  during  treatments  in 
their  records  for  Implant  Source 
Inventory— Source  Type  Characteristics 
so  that  the  licensee  can  verify  that  the 
proper  factors  are  used. 

NRC— An  NRC  Region  I  inspector 
conducted  an  inspection  of  the  incident 
on  August  5. 1992.  to  determine  the 
circumstances  associated  with  the 
misadministration.  The  inspector's 
findings  were  in  agreement  with  the 
licensee  concerning  the  cause  of  the 
misadministration.  The  inspector 
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determined  that  the  licensee's  corrective 
actions  were  adequate  to  prevent 
recurrence.  Inspection  findings 
regarding  the  misadministratian  are 
documented  in  Inspection  Field  Notes 
approved  September  9. 1992. 

92-]  0    Extremity  Overexposure  of  a 
Radiographer  at  MQS  Inspection.  Inc.. 
Field  Stte  in  Trenton,  Michigan 

One  of  the  AO  reporting  guidelines 
notes  that  an  exposure  of  tfa«  feet. 
ankles,  hands,  or  forearms  of  any 
individual  to  375  rem  or  more  of 
radiation  can  be  considered  an 
abnormal  occurrence. 

Date  and  Place— ]u\y  6. 1992;  a 
temporary  radiography  field  site  in 
Trenton,  Michigan. 

Nature  and  Probable  Consequences — 
On  July  6, 1992.  a  licensee  radiographer 
was  assigned  to  radiograjA  various 
pipes  at  a  construction  site. 
Radiography  is  a  non-destructive  testing 
technique  which  uses  a  sealed  radiation 
source  to  make  X-ray-like  images  of 
heavy  metal  objects. 

The  configuration  of  this  job  required 
that  the  radiography  exposure  device 
(camera)  be  suspended  20  feet  above  the 
floor.  The  radiation  source  is  exposed 
using  a  remote  (^ble  to  make  the  film 
image  and  then  is  retracted  into  the 
shielded  camera.  After  an  exposure,  the 
radiographer  used  an  aerial  platform  to 
reach  the  camera.  He  performed  a 
radiation  siuvey  as  be  approached  to 
a:.suiB  that  the  source  was  in  the  shield. 
The  radiographer  was  wearing  his 
audible  alarm  radiation  measuring 
device,  but  it  was  turned  off. 

The  radiographer  then  moved  the 
camera  to  reach  the  camera  port  to  lock 
the  radiation  source  inside.  When  he 
removed  the  tube  which  guides  the 
source,  he  discovered  the  radiation 
source  was  exposed  about  4  inches 
outside  the  camera.  The  source  had 
apparently  shifted  into  the  unshielded 
position  when  the  radiographer  moved 
the  camera  to  lock  it.  The  source  was 
locked  into  place  in  its  exposed 
condition.  The  radiographer 
immediately  returned  to  ground  level, 
but  later  returned  to  the  camera  to 
unlock  it  so  that  the  radiation  source 
would  be  retracted  into  its  shield. 

The  incident  was  subsequently 
reenacted  by  the  licensee's  Radiation 
Safety  Officer  and  NRC  inspectors  to 
evaluate  the  radiation  exposure  received 
by  the  radiographer.  The  calculation  by 
the  Radiation  Safety  Officer,  based  on  a 
series  of  reenactments,  indicated  a 
minimum  440  rem  expostire  to  the 
individual's  hand.  NRC  inspectors 
estimated  that  the  dose  was  about  880 
rem.  The  radiation  measuring  device 


worn  by  the  worker  indicated  a  whole 
body  radiation  exposure  of  about  250 
milUrsm. 

The  worker's  hand  was  evaluated  and 
monitored  by  medical  radiation 
specialists  at  an  area  medical  center.  No 
short-term  physical  changes  to  the  skin 
of  the  hand  were  observed. 

The  NRC  limit  was  extremitv 
exposures  is  18.75  rem  in  a  calendar 

auarter.  Therefore,  the  reenactment 
iio%ved  that  the  exposure  received  was 
substantially  over  the  limit.  The  whole 
body  radiation  exposure  was  within  the 
NRC  limit  of  3  rem  in  a  calendar 
quarter. 

Cause  or  Causes— The  overexposure 
occurred  as  a  result  of  the  failure  of  the 
radiographer  to  use  an  audible  alarm 
exposure  measuring  device  as  required 
by  NRC  regulations.  The  locking 
mechanism  allowed  the  source  to  be 
locked  in  place  while  it  was  still 
exposed. 

The  radiographer  was  wearing  an 
audible  alarm  device  required  by  the 
NRC  for  radiography  work,  but  tiie 
device  was  turned  off.  The  device  had 
been  turned  off  to  conserve  battery 
power  while  the  radiographer  was  doing 
paperwork,  but  had  not  been  turned 
back  on  for  the  remainder  of  the  day. 
Use  of  an  op>erable  alarm  device  could 
have  avoided  or  minimized  the 
overexposure. 

y4ctJons  Taken  to  Prevent  Recurrence 

Licensee — ^The  licensee  alerted  its 
staff  to  the  potential  problem  with  the 
locking  mechanism  of  this  type  of 
radiography  camera.  It  also  provided 
additional  training  on  the  use  of  the 
required  audible  alarm  radiation  devices 
and  included  verifying  that  the  devices 
are  turned  on  during  routine  internal 
audits  of  radiography  activities.  The 
radiographer  was  restricted  indefinitely 
from  further  work  with  radioactive 
materials. 

Ni?C— The  NRC  Region  III  conducted 
a  special  inspection  of  the  licensee's 
activities  on  July  8-10. 1992.  The 
inspection  identified  three  violations  of 
NRC  requirements  associated  with  the 
overexposure  incident:  (1)  The 
extremity  exposure  in  excess  of  the 
18.75  rem  Umit  for  a  calendar  quarter; 
(2)  failure  of  the  radiographer  to  wear  an 
operable  audible  radiation  monitoring 
device;  and  (3)  failure  to  perform  an 
adequate  radiation  survey  of  the 
radiography  camera  in  that  the 
radiographer  did  not  survey  the  full 
circumference  of  the  camera.  The  first 
two  violations  were  classified  as  a 
Severity  Level  1  problem,  and  the  third 
as  a  Level  FV  violation  (on  a  scale  in 
which  Severity  Levels  I  through  V  are 
the  most  and  least  significant. 


respectively).  On  October  9, 1992.  a 
$5,000  fine  was  proposed  for  the  first 
two  violations.  No  fine  was  proposed  for 
the  third  violation.  On  November  2, 
1992,  the  licensee  paid  the  dvil  penalty 

92-1 1    Medico]  Therapy 
Misadministration  at  the  Medical  Center 
of  Delaware,  Incorporated,  in 
Wilmington,  Delaware 

One  of  the  AO  reporting  guidelines 
notes  that  a  therapeutic  exposure  to  a 
part  of  the  body  not  scheduled  to 
received  radiation  can  be  considered  an 
abnormal  occurrence. 

Date  and  P/ace— August  11. 1992; 
The  Medical  Center  of  Delaware, 
Incorporated;  Wilmington,  Delaware. 

Nature  and  Probable  Consequence — 
On  August  12, 1992,  the  NRC  Region  I 
office  was  notified  by.  telephone  by  the 
licensee's  radiation  safety  office  that  a 
therapeutic  misadministration  involving 
a  cobalt-60  teletherapy  unit  occurred  on 
August  11.  1992. 

The  physician's  written  directive 
called  for  3015  rads  in  15  fractions  to  be 
delivered  to  the  central  area  of  the 
pelvic  region  with  the  teletherapy 
machine  set  up  in  a  fixed  modality. 
During  the  14th  fraction,  the  radiation 
therapy  technologist  (RTT)  did  not 
ensure  that  the  teletherapy  machine  was 
set  in  the  fixed  modaUty  and  started  the 
treatment.  The  previous  patient  had 
received  treatment  in  the  rotational 
modality  and  the  setting  of  the  machine 
was  not  changed.  The  patient  received 
a  total  of  160  rads  to  the  pelvic 
treatment  area  instead  of  the  prescribed 
200  rads.  In  addition,  the  licensee 
estimates  that  the  patient  received  an 
estimated  dose  of  80  to  110  rads  to  the 
left  side  of  the  pelvis  outside  of  the 
treatment  area  and  between  60  to  70 
rads  to  the  right  side  of  the  pelvis 
outside  of  the  treatment  area.  The 
licensee  has  determined  that  the  patient 
will  not  suffer  any  adverse  effects  in  the 
areas  that  received  an  unintended 
radiation  dose.  The  licensee  will 
increase  the  prescribed  dose  for  the  15th 
fraction  to  make  up  for  the  underdosing 
during  the  14th  fraction. 

Cause  or  Causes — It  was  determined 
that  the  cause  of  the  misadministration 
was  the  failure  of  the  licensee  to  follow 
the  department's  Quality  Management 
(QM)  Program.  The  licensee's  QM 
Program  calls  for  two  RTTs  to  be  present 
when  a  patient  is  being  set  up  to  ensure 
that  the  setup  is  done  properly.  The  first 
RTT  did  not  ensure  that  the  setup  was 
done  correctly  and  the  second  RTT  was 
out  of  the  department  geUing  another 
patient. 


Actions  Tc 
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cal  Center 


Actions  Taken  to  Prevent  Recurrence 

Licensee — ^The  licensee's  corrective 
action  was  to  provide  a  training  session 
to  all  RTTs  on  the  requirements  of  the 
Quality  Management  Program. 

M?C— An  NRC  Region  I  inspector 
conducted  an  inspection  on  November 
19, 1992,  to  determine  the 
circumstances  associated  with  the 
misadministration.  The  inspection 
findings  are  still  under  review  by  the 
NRC,  and  enforcement  action  is  under 
consideration. 
•        •        *        •        • 

Dated  at  Rockville,  MD  this  5th  day  of 
January,  1993. 

For  the  Nuclear  Regulatory  Conunission. 

Samuel  J.  ChUk, 

Secretary  of  the  Commission. 

|FR  Doc.  93-474  Filed  1-8-93;  8:45  am] 

»LUNG  COOE  7S90-01-M 


Documents  Containing  Reporting  or 
Recordkeeping  Requirements:  Office 
of  Management  and  Budget  Review 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTION:  Notice  of  the  Office  of 

Management  and  Budget  review  of 

information  collection. 

SUMMARY:  The  Nuclear  "Regulatory 
Commission  (NRC)  has  recently 
submitted  to  the  Office  of  Management 
and  Budget  (0MB)  for  review  the 
following  proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35). 

1.  Type  of  submission,  new,  revision, 
or  extension:  Extension. 

2.  The  title  of  the  information 
collection:  10  CFR  part  33— Specific 
Domestic  Licenses  of  Broad  Scope  for 
Byproduct  Material. 

3.  The  form  number  if  applicable:  Not 
applicable. 

4.  How  often  the  collection  is 
required:  New  applications  may  be 
submitted  at  any  time.  Renewal 
applications  are  submitted  every  five 
years. 

5.  Who  will  be  required  or  asked  to 
report:  Persons  applying  for  or  holding 
an  NRC  license  for  broad  scope  use  of 
radioactive  byproduct  material. 
Applicants  and  licensees  are  primarily 
medical  institutions,  colleges, 
universities,  government  agencies,  and 
large  private  companies  engaged  in 
broad  educational,  research,  and 
development  activities. 

6.  An  estimate  of  the  number  of 
responses:  120. 

7.  An  estimate  of  the  total  number  of 
hours  needed  to  complete  the 


requirement  or  request:  Twenty  hours 
per  submittal.  The  total  industry  burden 
is  2,400  hours. 

8.  An  indication  of  whether  section 
3504(h),  Public  Law  96-511  applies:  Not 
applicable. 

9.  Abstract:  10  CFR  part  33  specifies 
requirements  for  applying  for  and  being 
granted  licenses  authorizing  broad 
scope  use  of  radioactive  byproduct 
material.  The  information  submitted  is 
reviewed  by  NRC  to  determine  whether 
the  applicant  has  adequate  equipment, 
facilities,  procedures,  training,  and 
experience  to  safely  use  radioactive 
material. 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  fee  from  the 
NRC  Public  Document  Room,  2120  L 
Street.  NW.  (Lower  Level),  Washington, 
DC. 

Comments  and  questions  may  be 
directed  by  mail  to  the  OMB  reviewer: 
Ronald  Minsk,  Office  of  Information  and 
Regulatory  Affairs  (3150-0015),  NEOB- 
3019,  Office  of  Management  and  Budget, 
Washington,  DC  20503. 

Comments  may  also  be  communicated 
by  telephone  at  (202)  395-3084. 

The  NRC  Clearance  officer  is  Brenda 
Jo.  Shelton,  (301)  492-8132. 

Dated  at  Bethesda,  Maryland,  this  30th  day 
ofE>eceroberl992. 

For  the  Nuclear  Regulatory  Commission. 
Gerald  F.  Cranford. 

Designated  Senior  Official  for  Information 
Resources  Management. 
[FR  Doc.  93-472  Filed  1-8-93;  8:45  am) 

BttXINO  COOE  7S90-ei-M 


OFFICE  OF  MANAGEMENT  AND 
BUDGET 

Pssuance  of  Policy  Letter  92-5] 

Office  of  Federal  Procurement  Policy; 
Past  Performance  Information 

agency:  Executive  Office  of  the 
President,  Office  of  Management  and 
Budget,  Office  of  Federal  Procurement 
Policy  (OFPP). 

action:  Final  Issuance  of  OFPP  Policy 
Letter  92-5. 

summary:  PoUcy  Letter  92-5  establishes 
policies  that  require  Executive  agencies 
to  prepare  evaluations  of  contractor 
performance  on  all  contracts  over 
$100,000  and  to  specify  past 
perfoiinance  as  an  evaluation  factor  in 
solicitations  for  offers  for  all 
competitively  negotiated  contracts 
expected  to  exceed  $100,000.  The  Policy 
Letter  also  provides  requirements  to 
help  assure  that  confidentiality  and 
fairness  concerns  are  addressed  in  the 
collection  and  use  of  past  performance 
information  (PPI). 


FOR  FURTHER  INFORMATION  CONTACT: 
Charles  W.  Clark,  OFPP,  Office  of 
Management  and  Budget,  Washington. 
DC  20503,  (202)  395-6805. 
SUPPLEMENTARY  INFORMATION:  A  draft  of 
Policy  Letter  92-5  was  published  in  the 
Federal  Register  for  review  and  public 
comment  on  December  6, 1991  (56  FR 
63988).  Comments  were  received  in 
response  to  the  Federal  Register  notice 
from  23  Government  and  22  private 
organizations.  All  comments  were 
reviewed  and,  where  warranted, 
changes  have  been  made  in  the  final 
Policy  Letter.  The  main  issues  and 
concerns  raised  during  the  comment 
period  are  summarized  below: 

1.  Purpose.  Comments  from  one 
Federal  agency  recommended  that  the 
Policy  Letter  be  expanded  to  include  the 
use  of  past  performance  information  for 
"general  procurement  management 
purposes."  Comments  from  several 
private  organizations  requested  that  the 
Policy  Letter  be  limited  to  addressing 
the  use  of  Past  Performance  Information 
(PPI)  in  responsibility  determinations 
and  sources  selections.  This  latter 
recommendation  was  accepted.  If 
agencies  continue  to  believe  after  the 
issuance  of  this  Policy  Letter  that 
further  policy  guidance  is  needed  on 
PPI,  OFTP  will  consider  supplementing 
the  Policy  Letter.     '>■' 

2.  Definitions.  A  definition  of 
"contractor"  was  added  at  the  request  of 
several  private  organizations,  and  an 
expanded  definition  of  PPI  has  been 
provided.  The  definition  of  PPI  was 
taken,  in  part,  from  Defense  Logistic 
Agency  (DLA)  Solicitation  No.  DLA 
200-91-R-O068,  March  29, 1991.  DLA's 
actions  imder  this  soUcitation  were 
protested  to  the  General  Accounting 
Office  (GAO).  The  Comptroller  General 
upheld  DLA's  actions  in  CORVAc,  Inc.. 
B-244766,  91-2,  CPD,  1  454.  This 
decision  and  the  DLA  solicitation 
provide  useful  background  information 
on  the  use  of  past  performance. 

3.  Distinction  Between  Responsibility 
Determinations  and  Evaluation  Factors. 
Several  Federal  agencies  recommended 
that  the  Policy  Letter  made  a  clear 
distinction  between  using  PPI  for 
responsibility  determinations  versus  as 
a  source  selection  factor.  The  Policy 
Letter  provides  that  PPI  is  to  be 
considered  (a)  in  responsibility 
determinations  pursuant  to  Federal 
Acquisition  Regulation  (FAR)  9.1;  and 
(b)  in  source  selections  for 
competitively  negotiated  contracts 
expected  to  exceed  $100,000  (except 
where  the  contracting  officer  determines 
that  such  use  is  not  appropriate). 
CORVAC,  referenced  in  Paragraph  2 
above,  and  the  cases  cited  therein 
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discuss  the  distinctioD  between 
"technical  acceptatnlity"  (as  an 
evaluation  factor)  and  "responsibility." 

4.  FP/ S>^ems.  Many  Federal 
agencies  commented  that  the  provisions 
in  the  draft  Policy  Letter  that  would 
have  required  agendas  to  establish 
"formal  systems"  for  compiling  and 
using  PPI  were  unnecessary  and 
impractical.  The  provision  was 
generally  interpreted  as  reqtiiring 
agencies  to  fund  the  establishment  of 
automated  systems  and  central  data 
banks.  The  agencies  indicated  in  their 
comments  that  they  did  not  have  funds 
for  this  purpose.  While  automated 
systems  may  be  appropriate  for  major 
contracting  centers  or  in  some  agencies, 
the  Policy  Letter  has  been  changed  to 
only  require  that  PPI  be  used  and  that 
existing  systems  be  reviewed  to 
determine  if  they  can  be  consolidated. 
Agency  procedures  for  obtaining  and 
using  PPI  (including  systems,  if  any) 
must  still  comply  with  the  fairness  and 
openness  provisions  of  Paragraph  7.  of 
the  Policy  Letter. 

5.  Gownunent/Industry  Data 
Exchange  Program  (GIDEP).  Two 
agencies  stated  that  it  was  not  necessary 
to  issue  the  Policy  Letter  as  it 
duplicated  OFPP  Policy  Letter  91-3, 
Reporting  Nonforming  Products,  April 
15. 1991  (56  FR  15108).  Policy  Letters 
91-3  and  92-5  are  not  duplicative. 
Policy  Letter  91-3  requires  agencies  to 
exchange  information  about 
nonconforming  products  through 
GIDEP.  Policy  Letter  92-5  requires 
contracting  officers  to  (a)  evaluate  a 
contractor's  performance  on  contracts 
over  $100,000,  and  (b)  use  past 
performance  informaticm  in  making 
responsibility  determinations  and, 
where  feasible,  as  a  source  evaluation 
factor  in  competitively  negotiated 
procurements  over  $100,000.  GIDEP 
helps  eliminate  instances  where 
agencies  or  contractors  acquire  products 
and  materials  previously  identified  as 
nonconforming  by  other  agencies.  The 
use  of  PPI  helps  eliminate  instances 
where  agencies  might,  unknowingly, 
hire  a  contractor  with  a  poor 
performance  record. 

6.  De  Facto  Suspensions  or 
Debarments.  Some  agencies  said  that 
the  compilation  and  use  of  past 
performance  infonnation  would  lead  to 
the  de  facto  suspension  or  debarment  of 
contractors.  Policy  LeUer  92-5  specifies, 
in  Paragraph  4..  that  the  Policy  Letter  is 
not  intended  to  supplant  contracting 
officials'  judgments  in  initiating  or 
conducting  debarment  and  suspensicm 
proceedings  linder  FAR  9.4.  Even 
though  PPI  may  be  used  in  debarment 
or  suspension  proceedings,  the  Policy 
Letter  does  not  waive  or  change  any  of 


the  due  process  requirements  presently 
provided  with  suspension  and 
debarment  proceedings.  To  the  contrary, 
the  contractor  notification  and  other 
provisions  contained  in  Paragraph  7,  as 
well  as  other  parts  of  the  Policy  Letter, 
should  help  prevent  de  facto 
suspensions  and  debarments. 

7.  Specification  of  Evaluation  h'octors. 
Several  private  organizations  suggested 
that  OFPP  specify  in  the  Policy  Letter 
the  specific  performance  evaluation 
factors  and  subfactors  that  agencies 
would  be  required  to  consider  in 
evaluating  contracton.  Several  Federal 
agencies  recommended  that  OFPP  not 
define  rating  factors.  Rating  factors  have 
not  been  denned  as  evaluations  will 
vary  depending  upon  the  nature  of  the 
contract  and  the  circumstances 
surrounding  the  contractor's 
performance.  Evaluation  factors  under 
fixed  price  supply  contracts  will  be 
different,  for  example,  than  factors 
under  a  cost-type  service  contract. 
Instead  of  listing  the  evaluation  factors, 
the  Policy  Letter  specifies  in  Paragraph 
6.C.  that  past  performance  should  be 
used  as  an  evaluation  factor  in 
solicitations  for  competitively 
negotiated  contracts.  It  is  within  the 
agency's  discretion  to  determine  what 
aspects  of  performance  are  important  for 
a  particular  contract  and  the  relative 
weight  that  these  factors  will  be  givrai. 

8.  Confidentiality  of  PPI.  The  most 
frequent  comment  received  on  the 
proposed  Policy  Letter  was  that  OFPP 
should  make  a  determination  in  the 
Policy  Letter  that  past  performance 
information  should  not  be  released  to 
any  private  party  without  a  contractor's 
consent.  Several  private  organizations  as 
well  as  Government  agencies  asked 
OFPP  to  make  a  determination  in  the 
Policy  Letter  that  past  performance 
information  is  not  susceptible  to  being 
released  under  a  Freedom  of 
Information  Act  (FOIA)  request. 
Agencies  and  private  sector  individuals 
alike  view  past  performance  information 
as  "privileged"  or  "pre-decisional,"  and 
therefore  not  subject  to  FOIA  requests. 
OFPP  cannot  make  a  general 
determination  that  PPI  is  exempt  from 
FOL\  inquiries.  Each  FOL\  inquiry  must 
be  evaluated  on  its  own  merits  and 
considerations  must  be  given  to  the 
nature  of  the  information  to  be  released 
as  well  as  the  purpose  for  which  the 
informaticHi  is  currently  being  used. 
9.  Newly  Established  Firm.  Several 
commentors  requested  that  OFPP  define 
newly  established  firm  in  the  Policy 
Letter.  This  suggestion  was  not  adopted, 
as  there  are  no  criteria  that  would  be 
generally  applicable.  In  some  fields,  for 
example,  a  newly  established  firm  may 
have  been  in  existence  for  three  years 


and  completed  very  little  business.  In 
other  situations,  a  new  firm  could  have 
been  in  business  for  only  one  year  and 
completed  several  contracts.  The  intent 
of  the  Policy  Letter  with  respect  to 
newly  established  firms  is  to 
specifically  state  that  a  firm  cannot  be 
prohibited  from  competing  for  a 
Government  contract  policy  because  of 
a  lack  of  performance  history, 
particularly  if  the  firm  is  adequately 
funded  and  has  experienced,  reputable 
key  personnel.  However,  if  past 
performance  is  specified  in  the 
solicitation  for  offers  as  an  award  factor, 
a  firm  with  a  proven  performance 
history  generally  would  be  preferred 
over  a  firm  without  a  performance 
history,  if  all  other  factors  were  equal. 

10.  Review  Process.  Many  Federal 
agencies  stated  that  the  requirement  in 
the  Policy  Letter  to  provide  copies  of 
contractor  evaluations  to  the  contractors 
would  lead  to  disputes  and  lengthen  the 
contracting  process.  These  agencies 
indicated  Uiat  if  performance 
evaluations  were  shared  with 
contractors,  the  evaluators  would  not  be 
candid  and  the  evaluations  would  be 
bland  and  not  very  meaningful.  OFPP 
believes  that  this  is  a  problem  with  the 
evaluators  and  not  with  the  requirement 
to  share  evaluations.  Candid  discussions 
between  Government  contracting 
officials  and  contractors  will  serve  to 
improve  both  contractor  performance 
and  administration  of  the  contracts  by 
Government  contracting  officials.  There 
is  no  requirement  in  the  Policy  Letter 
that  contracting  officials  obtain  the 
concurrence  or  approval  of  the 
contractor  regarding  the  content  of  the 
evaluation.  The  ultimate  content  of  the 
evaluation  lies  within  the  discretion  of 
the  contracting  agency  and  normally 
would  not  be  subject  to  dispute,  unless 
the  evaluation  were  to  form  the  basis  for 
a  contract  claim  as  defin»itd  by  the 
Contract  Disputes  Act  and  FAR 
implementing  regulations. 

11.  Evaluation  of  Subcontractor 
Performance.  Several  private  concerns 
stated  that  a  contractor's  performance  is 
often  related  to  subcontractor 
performance  and  the  prime  contractor 
should  not  receive  a  poor  performance 
evaluation  because  of  the  failure  of  a 
subcontractor  to  perform.  Provisions  to 
this  effect  were  not  included  in  the 
Policy  Letter.  The  Government  lacks 
privity  of  contract  with  the 
subcontractor.  Moreover,  the 
Government  generally  looks  to  the 
prime  contractor  to  assure  that 
subcontractore  perform.  A  prime 
contractor's  ability  to  select 
subcontractors  that  perform  is  indicative 
of  the  contractors'  management  dnhty. 
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12.  Relationship  to  OFPP  Policy  Letter 
91-2,  Service  Contracting.  Two  private 
organizations  reauested  that  the 
relationship  be  clarified  between  this 
Policy  Letter  (Policy  Letter  92-5)  and 
Policy  Letter  91-2  (56  FR 15116,  April 
15, 1991).  "Performance-based 
contracting"  as  defined  in  Policy  Letter 
91-2  means,  "structuring  all  aspects  of 
an  acquisition  around  the  purpose  of  the 
work  to  be  performed  as  opposed  to 
either  the  manner  by  which  the  work  is 
to  be  performed  or  broad  and  imprecise 
statements  of  work."  One  of  the 
purposes  of  performance-based 
contracting  is  to  permit  the  quantitative 
and  qualitative  measurement  of  the 
tasks  performed  under  a  contract.  PoUcy 
Letter  92-5  compliments  this  purpose 
by  requiring  that  written  evaluations  be 
made  of  a  contractor's  performance  and 
that  PPI  be  used  in  source  selections.  A 
major  difference  between  the  policy 
letters  is  that  91-2  pertains  only  to 
service  contracting  while  92-5  covers 
contracts  for  both  services  and  supplies. 

13.  General.  Other  comments 
accommodated  in  the  Policy  Letter 
include: 

— Deletion  of  the  word  "transparency." 
A  number  of  commentors  said  they 
did  not  understand  the  meaning  of  the 
word.  Accordingly,  "transparency" 
has  been  replaced  by  "pubUc  notice" 
in  Paragraph  7.a.(2)  of  the  Policy 
Letter. 

— Deletion  of  the  reference  to  "routine 
reference  checks."  These  words  were 
deleted  from  Paragraph  7.a.(4)  in 
response  to  comments  that  stated  that 
PPI  should  not  be  provided  to  third 
parties  without  the  contractor's 
consent. 

— Lengthening  the  time  (from  three 
years  to  six  years)  that  PPI  should  be 
retained  without  being  disposed  of  or 
updated.  Several  commentors  noted 
that  some  contracts  run  longer  than 
three  years,  and  the  retention  period 
should  exceed  the  length  of  the 
contract. 

— Clarifying  that  PPI  is  not  limited  to 
prior  performance  on  Government 
contracts  but  also  includes  work 
performed  for  private  firms.  This 
clarification  was  made  in  Paragraph 
7.a.(7). 
J  Allan  V.  Buiman, 

Administrator. 

Policy  Letter  No.  92-5 

To  The  Heads  of  Executive  Departments  and 
Establishments 

Subject:  Past  Performance  Information 

1.  Purpose.  This  Policy  Letter  establishes 
requirements  for  evaluating  contractor 
performance  and  for  using  past  performance 
information  in  the  contractor  selection 


process.  The  Policy  Letter  is  intended  to 
further  the  exercise  of  good  business 
judgment  and  improve  contractor 
performance. 

2.  Authority.  The  Policy  Letter  ia  issued 
pursuant  to  Section  6(a)  of  the  Office  of 
Federal  Procurement  Policy  (OFPP)  Act.  as 
amended,  41  U.S.C  405. 

3.  Definitions. 

a.  Executive  Agency.  Means  an  Executive 
department,  and  an  independent 
establishment  within  the  meaning  of  5  U.S.C 
101, 102, 103(1)  and  104(1),  respectively. 

b.  Contractor.  A  contractor  is  an  entity,  or 
in  a  large  company  a  specific  division  or 
unit,  identified  by  a  Contractor  Establishment 
Code  pursuant  to  the  Federal  Acquisition 
Regulation  (FAR)  4.6. 

c.  Past  Performance  Information.  Past 
performance  information  is  relevant 
information  regarding  a  contractor's  actions 
under  previously  awarded  contracts.  It 
includes  the  contractor's  record  of 
conforming  to  specifications  and  to  standards 
of  good  workmanship;  the  contractor's  record 
of  containing  and  forecasting  costs  on  any 
previously  performed  cost  reimbursable 
contracts;  the  contractor's  adherence  to 
contract  schedules,  including  the 
administrative  aspects  of  performance;  the 
contractor's  history  for  reasonable  and 
cooperative  behavior  and  commitment  to 
customer  satisfaction;  and  generally,  the 
contractor's  business-like  concern  for  the 
interest  of  the  customer. 

d.  Past  Performance  Information  System.  A 
past  p>erfonnance  information  system  is  an 
ongoing  effort  to  collect  and  record  past 
performance  information  for  subsequent  use 
in  determining  contractor  eligibility  and 
selection. 

4.  Scope.  This  Policy  Letter  pertains  to  past 
performance  information  as  defined  above. 
The  Policy  Letter  does  not  pertain  to 
procedures  used  by  agencies  in  assessing 
performance  for  purposes  of  determining  fees 
under  award  or  incentive  fee  contracts. 
Similarly,  the  Policy  Letter  is  not  intended  to 
supplant  contracting  officials'  judgments  in 
initiating  or  conducting  debarment  and 
suspension  proceedings  under  Federal 
Acquisition  Regulation  (FAR)  9.4.  The  PoUcy 
Letter  is  applicable  to  direct  Federal 
procurements,  it  is  not  applicable  to 
procurements  under  grants  or  cooperative 
agreements  or  to  procurements  made  by 
Government  contractors. 

5.  Background.  A  contractor's  past 
performance  record  is  a  key  indicator  for 
predicting  future  performance.  A  satisfectory 
performance  record  is  a  prerequisite  to  being 
determined  a  "responsible  source"  pursuant 
to  41  U.S.C  403.  In  addition,  FAR  15.605 
requires  that  quality  be  addressed  in  every 
source  selection  and  recognizes  past 
performance  as  a  factor  in  assessing  quality. 
Several  agencies  have  established  policies 
and  procedures  for  collecting,  recording  and 
using  past  performance  information.  These 
practices  are  extremely  important  to  both  the 
Government  and  to  contractors,  and 
requirements  are  necessary  to  help  ensure 
their  integrity  and  fairness.  This  Policy  Letter 
provides  such  requirements. 

6.  Policy.  It  is  the  policy  of  the  Federal 
Government  that  Executive  agencies  shall; 


a.  Prepare  evaluations  of  contractors' 
performance  on  all  new  contracts  over 
$100,000.  Evaluations  shall  be  made  during 
contract  performance,  as  required  for  contract 
administration  purposes,  and  at  the  time  the 
work  under  the  contract  is  completed. 

b.  Use  past  performance  information  in 
making  responsibility  determinations  in  both 
sealed  bid  and  competitively  negotiated 
procurements.  Performance  Infcffmation  is 
one  factor,  among  many,  that  must  be 
considered  In  making  such  a  determination 
(see  FAR  9.1). 

c.  Specify  past  performance  as  an 
evaluation  factor  in  solicitations  for  offers  for 
all  competitively  negotiated  contracts 
expected  to  exceed  $100,000  except  where 
the  contracting  office  determines  that  such 
action  is  not  appropriate.  Such 
determinations  shall  be  in  writing  and 
included  in  the  contract  file.  As  an 
evaluation  factor,  past  performance  should  be 
used  to  assess  the  relative  capabilities  of 
competing  offerors  and  to  help  assure 
greatest  value  soiutx  selections. 

d.  Allow  newly  established  firms  to 
compete  for  contracts  even  though  they  lack 
a  history  of  past  performance. 

7.  Responsibilities. 

a.  Heads  of  Executive  Agencies.  In 
implementing  the  policies  in  Paragraph  6, 
above.  Executive  agencies  shall  comply  with 
the  following: 

(1)  Agency  Regulations.  Heads  of 
departments  and  agencies  are  responsible  for 
taking  all  necessary  actions  to  assure 
effective  implementation  of  these  policies, 
such  as  disseminating  this  Letter  to 
appropriate  program  and  other  staff, 
developing  implementation  strategies  and 
initiating  stafi  training.  Since  these  policies 
must  be  implemented  in  the  FAR,  agencies 
should  not  duplicate  the  development  of 
implementing  procurement  regulations  being 
undertaken  by  the  Federal  Acquisition 
Regulatory  Councils.  However, 
implementation  of  these  policies  in  the  FAR 
must  be  accomplished  within  the  time  period 
specified  in  Paragraph  8  below,  with 
inclusion  in  agency  solicitations  and 
resulting  contracts,  as  appropriate,  to  occur 
immediately  thereafter. 

(2)  Public  Notice.  Regulations  developed  to 
implement  provisions  of  this  PoUcy  Letter 
must  conform  to  the  publication 
requirements  of  Section  22  of  the  Office  of 
Federal  Procurement  Policy  Act  (41  U.S.C 
418(b))  and  FAR,  Part  1.5. 

(3)  Notification  to  Contractors.  Contractor 
evaluations  shall  \)e  provided  to  the 
contractor  at  the  time  they  are  completed. 
Contractors  shall  be  given  a  minimum  of  30 
days  to  discuss  any  evaluation  with  the 
contracting  officer  or  if  the  contracting  officer 
does  the  evaluation  v.'itb  the  head  of  the 
contracting  activity.  While  the  ultimate 
conclusion  and  content  of  an  evaluation  is  a 
decision  of  the  contracting  agency,  the 
contractor  may  submit  rebutting  statements 
or  additional  information  at  any  time.  Copies 
of  any  such  statements  shall  be  appended  to 
the  evaluation  and  included  in  the  contract 
file. 

(4)  Confidentiality  of  Information.  Upon 
request,  past  performance  information  should 
be  made  available  to  other  Federal 


3576 


Federal  Register  /  Vol.  58.  No.  6  /  Monday.  January  11,  1993  /  NoUces 


procurement  activities.  However,  past 
perfonnance  infonnation  about  a  contractor 
shall  not  be  provided,  without  the 
contractor's  consent,  to  any  private  party, 
except  where  the  agency  determines  that 
such  information  must  be  released  pursuant 
to  a  Freedom  of  Information  Act  request. 
Additionally,  because  of  the  sensitive  nature 
of  contractor  histories,  appropriate 
management  and  technical  controls  should 
be  made  a  part  of  any  automated  system  used 
for  tracking  contractor  performance  to  assure 
that  only  authorized  personnel  have  access  to 
the  data. 

(5)  Pennanency  of  Information. 
Performance  information  should  not  be 
considered  a  permanent  indicator  of  a 
contractor's  capability.  The  age  and 
relevancy  of  the  information  should  be 
considered  at  the  time  it  is  used.  It  should 
not  be  maintained  for  more  than  6  years 
without  being  disposed  of  or  updated. 

(6)  Preservofjon  of  Contracting  Officer's 
ludgment.  Information  about  a  contractor's 
performance  shall  not  be  used  to  supplant 
the  judgment  of  contracting  officers  in  their 
selection  of  contractors.  Past  performance 
information  is,  in  part,  subjective  and  must 
be  interpreted  and  considered  by  the 
contracting  officer  within  the  context  of  all 
other  available  data. 

(7)  (Staining  Past  Performance 
Information.  Data  on  a  contractor's 
performance  may  be  obtained  from  a  variety 
of  sources.  Information  on  prior  agency 
contracts  should  be  available  from  within  the 
agency.  Information  on  contracts  outside  the 
agency  may  be  obtained  from  past 
performance  assessments  made  by  other 
contracting  activities  including  private  firms. 
The  methods  used  to  obtain  past  performance 
information  should  be  tailored  to  focus  on 
information  that  demonstrates  the  quality  of 
performance  relative  to  the  size,  content,  and 
complexity  of  the  requirements  for  the 
instant  procurement. 

(8)  Using  Past  Performance  Information. 
Past  performance  information  should  be  used 
to  assess  risk.  Each  performance  evaluation 
and  risk  assessment  should  consider  the 
number  and  severity  of  a  contractor's 
problems,  the  effectiveness  of  corrective 
actions  taken,  and  the  contractor's  overall 
work  record.  The  assessment  of  performance 
risk  should  consider  the  relative  merits  of  the 
contractor's  prior  experience  and 
performance  as  compared  to  that  of  other 
competing  offerors. 

(9)  flevjew  of  Existing  Systems.  Existing 
past  performance  information  systems  shall 
be  reviewed  to  determine  if  multiple  systems 
can  be  consolidated,  and  to  ensure 
compliance  with  this  Policy  Letter.  Agencies 
considering  the  establishment  of  a  past 
performance  information  system  shall  first 
consider  the  use  of  an  existing  system. 

(a)  Special  Requirements  for  Architect/ 
Engineer  (A/E)  and  Construction  Contracts. 
Agencies  shall  evaluate  construction 
contractor  performance  in  accordance  with 
FAR  36.201  and  A/E  contractor  performance 
in  accordance  with  FAR  36.604.  Rather  than 
establishing  independent  systems  for 
maintaining  performance  evaluation  forms — 
Standard  Forms  1420  (Construction 
Contracts)  and  1421  (Architect  Engineer 


Contracts) — agencies  are  encouraged  to  use 

the  following  existing  systems  operated  by 

the  Corps  of  Engineers: 

—The  Construction  Contract  Appraisal 
Support  System  (CCASS)  which  contains 
over  15,000  performance  appraisals 
covering  approximately  7000  construction 
firms. 

—The  A/E  Contract  Administration  Support 
System  (ACASS)  which  contains  18.000 
performance  appraisals  covering 
approximately  4.000  A/E  firms. 
The  present  point  of  contact  for  ACASS  is 

Ms.  Judy  McGinnis.  (503)  326-4910,  and  for 

CCAS,  Ms.  Kem  Morrow  at  the  same 

telephone  number. 

8.  Federal  Acquisition  Regulatory  Councils. 
Pursuant  to  Subsection  6(a)  of  the  Office  of 
Federal  Procurement  Policy  Act,  as  amended, 
(41  U.S.C.  401  et  seq.),  the  Federal 
Acquisition  Regulatory  Councils  shall  ensure 
that  the  policies  established  herein  are 
incorporated  in  the  FAR  within  210  days 
from  the  date  this  Policy  Letter  is  published 
in  final  form  in  the  Federal  Register. 
Promulgation  of  final  FAR  regulations  within 
that  210  day  period  shall  be  considered 
issuance  in  a  "timely  manner"  as  prescribed 
in  41  U.S.C.  405(b)." 

9.  Effective  Date.  This  Policy  Letter  is 
effective  upon  issuance. 

10.  Information.  Questions  or  inquiries 
about  this  Policy  Letter  should  be  directed  to 
Charles  W.  Qark.  Office  of  Federal 
Procurement  Policy.  725  17th  Street.  NW.. 
Washington.  DC  20503.  telephone  (202)  395- 
6803. 

Allan  V.  Burman, 

Administrator. 

IFR  Doc.  93-443  Filed  1-8-93;  8:45  ami 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Rciaas*  No.  34-31684;  File  No.  SR-NASD- 
92-35] 

Self-Regulatory  Organizations;  Filing 
of  Proposed  Rule  Change  by  National 
Association  of  Securities  Dealers,  Inc. 
Relating  to  Margin  Requirements 

January  4, 1993. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act").  15  U.S.C.  78s(b)(l).  notice  is 
hereby  given  that  on  August  20. 1992.' 
the  National  Association  of  Securities 
Dealers,  Inc.  ("NASD"  or  "Association") 
filed  with  the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
a  proposed  rule  change.  The  NASD 
subsequently  filed  on  December  4. 1992, 
Amendment  No.  1  to  the  filing  which 
replaced  in  its  entirety  the  original 


^  Simultaneously  with  the  Tiling  of  this  proposed 
rule  change,  the  NASD  withdrew  its  Tiling  SR- 
NASD-aa-SO.  which  was  originally  proposed  to 
conform  the  NASDs  margin  rules  with  those  of  the 
^4•w  York  Slock  Exchange  ("NYSE  ").  See 
discussion  infra  at  Item  U. 


filing.  The  proposal  as  amended  is 
described  in  Items  1. 11.  and  III  below, 
which  have  been  prepared  by  the 
NASD.  The  Commission  is  publishing 
this  notice  to  solicit  comments  on  the 
proposed  rule  change  from  interested 
persons. 

I.  Self-Regulatory  Organization's 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  NASD  is  herewith  filing  a 
proposed  rule  change  to  amend 
Appendix  A  of  Article  HI.  Section  30  of 
the  Rules  of  Fair  Practice  by  replacing 
in  its  entirety  the  current  Appendix  A. 
A  summary  discussion  of  the  proposed 
rule  change  follows.  Interested  persons 
may  obtain  a  copy  of  the  complete  rule 
filing  and/or  the  text  of  the  proposed 
rule  change  by  request  to  the  Office  of 
General  Counsel,  National  Association 
of  Securities  Dealers,  Inc..  1735  K  Street, 
NW..  Washington.  DC  20006. 

Description  of  Proposed  Rule  Change 

Section  1 

The  NASD  is  proposing  to  amend 
section  1  of  appendix  A  to  provide  that 
members  of  the  NASD  designated  to 
another  self-regulatory  organization 
("SRO ')  for  oversight  of  the  member's 
compliance  with  applicable  securities 
laws,  rules  and  regulations,  and  SRO 
rules  under  SEC  Rule  17d-2  are  exempt 
from  the  provisions  of  appendix  A. 
Under  the  current  provisions  of  section 
1,  members  of  any  other  national 
securities  exchange  are  exempt  from 
appendix  A.  The  proposed  amendment 
to  section  1  will  permit  the  designated 
examining  authority  to  apply  its  own 
margin  rules  rather  than  the  rules  of 
another  self-regulatory  organization, 
significantly  simplifying  examinations. 

Section  2 

Proposed  new  section  2  consists  of 
definitions  relating  to  options 
transactions  substantially  the  same  as 
NYSE  Rule  700.  The  definitions  will 
apply  to  the  margin  requirements  for 
options  transactions  set  forth  in 
proposed  subsection  3(f)(2).  NYSE  Rule 
431(f)(2)  (the  NYSE's  options  margin 
rules)  references  the  definitions  in 
NYSE  Rule  700  (part  of  the  NYSE's 
general  options  rules).  There  are  no 
comparable  definitions  in  current 
Section  4.  Current  section  2  relating  to 
initial  margin  requirements  will  be 
replaced  by  proposed  Subsection  3(b). 

Section  3 

Unless  stated  below,  the  language  of 
the  proposed  new  section  3  is  the  same 
as  NYSE  Rule  431  in  all  material 
respects.  Current  section  3  is  being 
replaced  by  proposed  subsection  3(f)(1) 
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with  respect  to  valuation  of  securities: 
however,  the  provision  in  current 
Section  3  permitting  the  NASD  to 
require  additional  margin  in  the  event  of 
undue  concentration  is  not  being 
replaced.  The  following  describes  the 
provisions  of  proposed  new  section  3, 
and,  where  applicable,  those  current 
provisions  of  Schedule  A  which  will  be 
replaced: 

Subsection  3(a) 

Proposed  subsections  3(a)  (1)  through 
(8)  are  definitions  of  general 
applicability  to  the  new  margin  rule. 
There  are  no  comparable  de&iitions  in 
current  Section  4. 

Subsection  3(b)  and  3(c) 

Proposed  new  subsections  3(b)  and 
3(c]  establish  initial  and  maintenance 
margin  requirements  and  replace 
section  2,  and  subsections  4(a)  (1) 
through  (3)  and  4(a}  (5)  of  current 
appendix  A.  Proposed  new  subsection 
3(c]  (5)  establishes  margins  for 
American  Stock  Exchange  ("AMEX") 
Emerging  Company  Marketplace 
securities  as  approved  by  the  SEC  in 
SR-NASD-92-10.* 

Subsection  3(d) 

Proposed  new  subsection  3(d) 
requires  members  to  establish 
procedures  for  evaluating  customer 
credit  and  imposing  higher  margin  than 
required  by  the  other  provisions  of 
proposed  section  3.  Current  subsection 
4(b)(3}  permits  the  NASD  to  require 
100%  margin  for  certain  securities  in 
certain  circumstances;  otherwise,  there 
is  no  comparable  provision  in  Section  4. 

Subsection  3(e)(J) 

Proposed  new  subsection  3(e)(1)  sets 
margins  at  10%  of  current  market  value 
for  convertible  securities  carried  long 
offset  against  a  short  position  in  the 
resulting  security,  and  5%  of  current 
market  value  for  long  securities  when 
the  same  security  is  carried  long  and 
short  in  the  same  account.  Current 
subsections  4(b)  (1)  and  (2)  require  10% 
in  each  case. 

Subsection  3(e)(2)(A) 

Proposed  new  subsection  3(e)(2)(A) 
requires  margins  on  obligations  of  the 
United  States  ranging  from  1%  to  6%, 
based  on  times  to  maturity  ranging  from 
less  than  1  year  to  20  years  or  more, 
respectively.  Current  subsection  4(8)(i) 
imposes  margins  ranging  from  ^Ai%  to 
3%  for  maturities  of  less  than  1  year  up 
to  10  years,  respectively,  and  current 
Subsection  4(7)  requires  margin  at  5% 
for  maturities  greater  than  10  years. 


'■'  SecuritiM  Exchange  Act  lUlatM  No.  30703  (May 
14. 1992).  57  FR  21684  (May  21. 1992). 


Subsection  3(e)(2)(B) 

Proposed  new  subsection  3(e)(2)(B) 
sets  margins  for  "all  other  exempted 
securities"  other  than  obligations  of  the 
United  States  at  the  greater  of  15%  of 
the  current  market  value  or  7%  of  the 
principal  amount  of  the  obligation. 
Current  Subsection  4(6)  requires  25% 
and  15%  respectively,  whichever  is 
lower. 

Subsection  3(e)(2)(C) 

Proposed  new  subsection  3(e)(2)(C) 
sets  margins  for  "nonconvertible 
corporate  debt  securities"  at  the  greater 
of  20%  of  the  current  market  value  or 
7%  of  the  principal  amount,  except  for 
certain  mcntgage  related  securities  for 
which  the  margin  is  5%  of  the  ciurent 
market  value  There  is  no  comparable 
provision  in  section  4  currently. 
However,  subsection  4(a)  requires 
margin  of  25%  of  the  market  value  of  all 
securities  long  in  the  account,  and 
subsection  4(a)(8)(ii)  permits  the 
Association  to  establish  lower 
requirements  upon  application. 

Subsection  3(e)(2)(D) 

Proposed  new  subsection  3(e)(2)(D) 
permits  members  to  clear  and  carry 
"basket  transactions"  for  members  who 
are  market  makers  at  margin  rates 
satisfactory  to  the  p>arties,  provided  the 
margin  is  adequate  to  cover  all  real  and 
potential  risks.  This  Subsection  also 
permits  the  carrying  member  to  take  a 
charge  to  net  worth  when  computing  net 
capital  for  any  margin  deficiency  in  the 
account.  This  provision  differs  slightly 
from  the  NYSE's  rule  because  the  NYSE 
requires  the  computation  of  net  capital 
under  this  Rule  325,  while  the  NASD's 
proposed  rule  specifies  the  computation 
of  net  capital  under  SEC  Rule  15c3-l. 
This  provision  replaces  current  section 
12. 

Subsection  3(e)(2)(E)(i) 

Proposed  new  subsection  3(e)(2)(E)(i) 
permits  members  to  use  accrued  interest 
as  an  offset  against  maintenance  margin 
requirements.  This  provision  will 
replace  current  Section  15  which  limits 
the  crediting  of  accrued  interest  to 
interest  in  government  securities. 

Subsection  3(e)(2)(E)(U) 

ftoposed  new  subsection  3(e)(2)(E)(ii) 
provides  that  the  NASD  may  permit 
lower  margin  requirements  upon 
written  application.  This  provision  will 
replace  current  Subsection  4(a)(8)(ii). 

Subsection  3(e)(2)(F) 

Proposed  new  subsection  3(e)(2)(F) 
provides  that  in  cash  transactions  with 
customers  for  issued  exempted 
securities  in  a  cash  account,  full 


payment  must  be  made  promptly; 
otherwise,  a  deposit  shall  be  required  as 
if  it  were  a  margin  transaction. 
Transactions  with  members  or  non- 
member  broker/dealov  in  issued 
exempted  securities  however,  do  not 
require  margin.  This  provision  replaces 
current  Subsection  6(a). 

Subsection  3(e)(3) 

Proposed  new  subsection  3(e)(3) 
permits  accounts  in  which  a  partner  or 
stockholder  of  the  carrying  organization 
has  an  interest,  to  maintain  margin 
according  to  section  3  for  all  other 
participants  in  the  account  with  respect 
to  such  interest  as  if  such  interest  were 
in  a  separate  account.  There  is  no 
comparable  provision  in  currant 
appendix  A. 

Subsection  3(e)(4) 

Proposed  new  subsection  3(e)(4) 
exempts  international  arbitrage  accounts 
of  non-member  foreign  broker/dealers 
from  the  requirements  of  appendix  A; 
however,  any  deficiency  between  equity 
and  required  margin  under  appendix  A 
must  be  charged  against  the  member's 
net  capital,  lliere  is  no  comparable 
provision  in  current  appendix  A. 

Subsection  3(eXS) 

Proposed  new  subsection  3(e)(S) 
permits  a  member  to  carry  the  accoimt 
of  a  market  maker  or  specialist  on  the 
margin  provided  for  imder  the  rule,  or, 
as  an  option,  on  a  margin  basis 
satisfactory  to  both  parties,  provided  the 
carrying  member  takes  a  deduction 
against  net  capital  for  any  deficit  below 
the  required  margin.  This  provision, 
along  with  proposed  subsection 
3(e)(2)(D)  and  3(e)(6),  replaces  current 
Section  12. 

Subsection  3(e)(6) 

Proposed  new  subsection  3(e)(6) 
permits  a  member  to  carry  the 
proprietary  account  of  another  broker/ 
dealer  on  a  margin  basis  satisfactory  to 
the  parties  and  in  compliance  with 
Federal  Reserve  Board  Regulaticm  T. 
The  provision  also  permits  the  member 
to  take  a  deduction  against  net  capital 
rather  than  require  margin  bom  the 
broker/dealer,  provided,  the  account  is 
not  in  deficit  on  equity  positions.  This 
provision,  along  with  proposed  new 
subsection  3(e)(2)(D)  and  3(e)(5) 
replaces  current  Section  12. 

Subsection  3(e)(7) 

Proposed  new  subsection  3(eK7) 
permits  members  to  establish  "non- 
purpose  credit"  accounts  fat  customers. 
The  term  "non-purpose  credit"  is 
defined  by  reference  to  §  220.2(u)  of 
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Regulation  T.  There  is  no  comparable 
provision  in  cxiirent  appendix  A. 

Subsection  3(e)(8) 

Proposed  new  subsection  3(e)(8) 
establishes  margin  requirements  for 
"shelf  registered,"  "control"  and 
"restricted"  securities.  There  is  no 
comparable  provision  in  current 
appendix  A. 

Subsection  3(f)(1) 

Proposed  new  subsection  3(f)(1) 
provides  that  active  securities  are  to  be 
valued  at  current  market  prices,  and 
other  securities  are  to  be  valued  after 
considering  liquidation  value,  price 
volatiUty  and  market  liquidity.  This 
provision  replaces  crirrent  section  3. 

Subsection  3(f)(2XD)(i)  through 

3(f)(2)(K) 

Proposed  new  subsections  3(f)(2)(D)(i) 
through  3(n(2)(K)  establish  margin 
requirements  for  options.  These 
provisions  typically  require  margin  in 
excess  of  100%  of  the  current  market 
value  of  any  short  option.  These 
provisions  replace  cxirrent  subsection 
4(a)(4).  4(a)(8)(vi)  and  section  7. 

Subsection  3(f)(3) 

Proposed  new  subsection  3(f)(3) 
provides  that  the  margin  required  for 
securities  "when  issued"  is  the  same  as 
if  the  security  were  issued.  This 
provision  replaces  current  section  5. 

Subsections  3(f)(4)  and  3(f)(5) 

Proposed  new  subsections  3(f)(4)  and 
3(f)(5)  permit  the  consolidation  of  any 
guaranteed  account  with  another 
account,  or  the  consolidation  of  any  two 
accounts  of  a  customer,  for  margin 
purposes,  provided  the  guarantee  or 
consolidation  is  agreed  to  in  writing. 
These  provisions  replace  current 
sections  8  and  9 

Subsections  3(f)(6)  and  3(f)(7) 

Proposed  subsections  3(f)(6]  and 
3(f)(7)  provide  that  members  should 
collect  required  margin  as  quickly  as 
possible  and  not  permit  customers 
routinely  to  meet  Regulation  T  margin 
calls  through  the  liquidation  of  account 
positions.  These  provisions  replace 
current  sections  10  and  13. 

Subsection  3(f)(8) 

Proposed  new  subsection  3(f)(8) 
provides  that  the  Association  may 
establish  higher  margin  requirements 
than  otherwise  required  by  proposed 
new  section  3.  Current  subsection 
4(b)(3)  is  comparable  to  this  provision. 
Proposed  new  subsection  3(f)(8)  also 
establishes  margin  requirements  for 
"day  traders." 


Subsection  3(f)(9) 

Proposed  new  subsection  3(f)(9) 
provides  that  members  may  not  permit 
customers  to  "free  ride"  by  effecting 
transactions  in  cash  accoimts  where  the 
cost  of  the  security  is  met  by  the  sale  of 
the  same  securities.  There  is  no 
comparable  provision  in  cxirrent  section 
4. 

Other  Changes 

Current  sections  11  and  14,  relating  to 
recordkeeping  requirements  and  the 
definition  of  "margin  account," 
respectively,  are  being  eliminated  as 
redundant  of  other  provisions. 
Recordkeeping  requirements  are 
adequately  covered  by  the  current  SEC 
rules  and  the  proposed  new  NASD  rules 
adequately  define  the  terms  necessary 
for  interpretation  of  the  rule. 

n.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for.  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
NASD  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  The  NASD  has 
prepared  summaries,  set  forth  in 
sections  (A).  (B).  and  (C)  below,  of  the 
most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

The  NASD  is  proposing  to  amend 
Article  III,  Section  30.  Sdbedule  A  of  the 
Rules  of  Fair  Practice  to  closely  conform 
the  NASD's  margin  rules  to  those  of  the 
NYSE  by  deleting  the  current  provisions 
of  appendix  A  and  replacing  them  with 
rule  language  substantially  identical  to 
the  NYSE  margin  rules. 

In  November  1988  the  NASD  filed  a 
proposed  rule  change,  SR-NASD-88-50 
("88-50").  with  the  SEC  to  amend 
appendix  A  to  Article  m.  section  30  of 
the  Rules  of  Fair  Practice  ("Appendix 
A")  in  order  to  make  it  consistent  with 
the  then-recently  approved  amendments 
to  the  NYSE's  margin  rules  (NYSE  Rule 
431).  While  the  proposed  rule  change 
was  pending  at  the  SEC.  the  NYSE  again 
amended  its  margin  rules.  The  NASD 
determined  to  further  amend  appendix 
A  to  closely  conform  the  provisions  of 
appendix  A  to  the  amended  NYSE 
margin  rules.' 


Currently,  sections  2  and  4  of 
appendix  A  provide  for  initial  and 
minimum  margin  to  be  deposited  and 
maintained  imder  rules  and  formulas 
which  are  similar  to  those  of  the  NYSE, 
but  which  differ  in  several  respects.  For 
instance,  current  section  4  does  not 
require  members  to  evaluate  the  credit 
of  customers  or  to  establish  higher 
margin  requirements  for  securities  or 
customers  based  on  such  evaluation.  In 
addition,  cvirrent  Section  4  permits 
lower  margins  to  be  maintained  on  U.S. 
Government  securities.  Finally,  current 
section  4  does  not  permit  membere  to 
establish  "non-purpose  credit"  accounts 
for  customers,  does  not  establish  margin 
requirements  for  shelf  registered, 
control  or  restricted  securities,  or  for 
"day  tradere."  Each  of  these  differences, 
as  well  as  the  others,  are  addressed  in 
the  proposed  amendment  to  appendix  A 
by  conforming  the  NASD's  margin  rules 
to  those  of  the  NYSE. 

The  NASD  believes  that  the  proposed 
rule  change  is  consistent  with  the 
provisions  of  section  15A(b)(6)  of  the 
Act*  in  that  making  the  NASD's  margin 
rules  consistent  with  those  of  the  NYSE 
will  foster  coordination  in  regulating, 
clearing,  settling  and  facilitating 
transactions  in  securities  by  providing 
for  a  single  uniform  margin  scheme  and 
reducing  confusion  among  customers 
dealing  with  NYSE  and  non-NYSE- 
member  firms. 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  NASD  does  not  believe  that  the 
proposed  rule  change  will  result  in  any 
burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act.  as  amended. 

C.  Self-Regulatory  Organization's 
Statement  of  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 


*  In  addition,  on  April  1. 1992.  the  Executive 
Conunittee  of  the  NASD  Board  of  Governors 


approved  an  amendment  to  the  current  Appendix 
A  to  provide  margin  rules  for  securities  which  m 
listed  on  "incubator"  or  "emerging  company" 
exchanges  such  as  the  AKffiX's  Emerging  Company 
Marketplace.  SR-NASD-92-iO  vras  filed  %vith  the 
SEC  on  April  2. 1992.  and  approved  by  the  SEC  on 
May  14. 1992.  The  proposed  amendments  to 
Appendix  A  includie  the  provisions  approved  by  the 
SEC  in  SR-NASD-92-10. 
«15U.S.C7Bo-3(198«).  . 
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longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

A.  By  order  approve  such  proposed 
rule  change,  or 

B.  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  arid 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission.  450  Fifth  Street,  NW.. 
Washington  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission's  Public  Reference 
Room.  Copies  of  such  filing  will  also  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  NASD.  All 
submissions  should  refer  to  the  file 
number  in  the  caption  above  and  should 
be  submitted  by  [insert  date  21  days 
from  the  date  of  publication]. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.  17  CFR  200.30-3(a)(12). 
Margaret  H.  McFarland, 
Depu  ty  Secretary. 
jFR  Doc.  93-495  Filed  1-6-93;  8:45  ami 
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[Release  No.  34-31688;  File  No.  SR-NYSE- 
92-31] 

Stif-Regulatory  Organizations;  Filing 
of  Proposed  Rule  Change  by  the  New 
York  Stock  Exchange,  Inc.  Relating  to 
Organizations  Controlled  or 
Guaranteed  by  Members  or  Member 
Organizations 

January  5, 1993. 

Pursuant  to  section  19(b)(1)  of  the 
Seoirities  Exchange  Act  of  1934 
("Act"),  15  U.S.C.  78s(b)(l),  notice  is 
hereby  given  that  on  October  16, 1992, 
the  New  York  Stock  Exchange,  Inc. 
("NYSE"  or  "Exchange")  filed  with  the 
Securities  and  Exchange  Commission 
("Commission")  the  proposed  rule 
change  as  described  in  Items  I,  II  and  in 


below,  which  Items  have  been  prepared 
by  the  self-regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

L  Self-Regulatory  Organization's 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  changes  consist  of  the 
amendment  of  Rule  321  ("Formation  of 
Corporate  Affiliates"),  rescission  of 
Rules  322  ("Guaranteed  Corporate 
Subsidiaries")  and  324  ("Formation  of 
Associated  Partnerships");  adoption  of 
new  Rule  322  ("Guarantees  by,  or  Flow 
Through  Benefits  for  Members  or 
Member  Organizations");  and 
amendments  to  Rules  113  ("Specialists' 
Public  Customers"),  122  ("Orders  With 
More  Than  One  Broker"),  342 
("Offices — Approval,  Supervision  and 
Control"),  346  ("Limitations- 
Employment  and  Association  with 
Members  and  Member  Organizations"), 
416  ("Questionnaires  and  Reports")  and 
476  ("Disciplinary  Proceedings 
Involving  Charges  Against  Members, 
Member  Organizations,  Allied  Members, 
Approved  Persons,  or  Employees"). 

II.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
sections  A,  B,  and  C  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Bale 
Change 

(a)  Purpose 

Current  NYSE  Rules  321,  322  and  324 
prescribe  the  requirements  which  must 
be  followed  by  a  member  or  member 
organization  in  order  to  obtain  Exchange 
approval  to  form  and  operate  any  entity 
(corporate  affiliate,  guaranteed 
subsidiary  or  associated  partnership) 
which  they  will  control  that  is  engaged 
in  a  securities  or  kindred  business. 

The  rules  were  originally  adopted  in 
the  late  1960s  in  a  very  different 
environment,  e.g.,  before  public 
ownership  of  securities  firms  and  the 
advent  of  sophisticated  corporate 
structures,  diversification  of  product 


and  business  lines  and  the 
internationalization  of  our  business. 
Rule  321  was  intended  to  protect 
member  organizations'  capital  by 
segregating  out  what  were  then  deemed 
more  risky  or  speculative  activities  such 
as  underwriting,  advisory,  and 
securities  brokerage  dealings  on  a 
principal  basis.  Under  this  Rule, 
member  organizations  are  required, 
among  other  things,  to  own  40  percent 
of  the  total  capitalization,  own  all  of  the 
voting  stock  and  are  prohibited  from 
guaranteeing  the  liabilities  and 
obligations  of  these  corporate  affiliates. 
Directors  and  key  officers  of  the  entity 
must  be  associated  with  the  member 
organization  and  together  with 
registered  representatives  must  be 
approved  by  the  Exchange. 

Corporate  entities  controlled  by 
member  organizations  formed  to  do 
what  were  considered  more  traditional 
brokerage  activities  (foreign  and 
domestic)  are  required  to  be  wholly- 
owned  and  guaranteed  subsidiaries 
under  Rule  322.  Such  entities  and  their  . 
associated  persons  are  subject  to  the 
Constitution  and  Rules  of  the  Exchange 
to  the  same  extent  as  are  member 
organizations.  Such  entities  may  engage 
in  an  agency  business  only  (may  not 
transact  business  on.a  principal  basis). 
Entities  formed  under  Rule  324  are 
subject  to  virtually  the  same  provisions 
as  entities  formed  under  Rule  322 
except  that  Rule  324  applies  to 
associated  partnerships.  Broker-dealers 
required  to  be  formed  under  these  Rules 
321,  322  and  324  must  introduce 
customer  accounts  to  their  parent 
member  organizations  as  they  are  not 
permitted  to  carry  customer  accounts  on 
their  books. 

The  original  concept  of  these  rules 
and  many  of  their  restrictive 
requirements  are  outdated  and  no  longer 
serve  a  valid  regulatory  purpose.  The 
rules'  requirements  inhibit  member 
organizations  management  of  their 
assets,  organizational  structure  and 
business  activities  and  impose 
significant  impediments  to  their  pursuit 
of  legitimate  business  activities.  In 
addition,  the  existing  rules,  by  their 
terms,  apply  only  to  direct  subsidiaries. 
Member  organizations  having  a  holding 
company  structure  have  been  able  to 
avoid  the  rules'  restrictions.  According 
to  the  NYSE,  member  organizations, 
however,  should  not  be  forced  to  choose 
between  forming  a  holding  company 
and  incurring  the  attendant  expenses  or 
refraining  fi-om  engaging  in  legitimate 
business  activities. 

The  proposed  rule  changes  will  allow 
member  organizations  the  flexibility  to 
structure  their  affiliates  in  a  manner  that 
would  permit  diversification  and  keep 
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pace  with  the  competitive  environment 
within  the  industry,  while  also 
maintaining  appropriate  regulatory 

safeguards. 

Proposed  amended  Rule  321  will 
require  prior  written  approval  whenever 
a  member  or  member  organization 
controls  another  person,  within  the 
meaning  of  Rule  2,*  who  Is  engaged  as 
a  broker  or  dealer  in  securities.  In 
addition,  the  proposed  rule  change 
deletes  many  provisions  relating  to 
capitalization,  structure  [e.g.,  classes  of 
stock;  fixed  interest  by  members  and 
allied  members)  and  content  and 
submission  of  documents  (e.g.,  charter, 
certificate  of  incorporation  and  bylaws) 
by  affiliates  which  are  outdated  and/or 
are  not  currently  required  of  member 
organizations.  Current  Rules  322  and 
324  are  proposed  to  be  rescinded  in 
view  of  proposed  amendments  to  Rule 
321  and  proposed  adoption  of  new  Rule 
322. 

With  intent  to  protect  members  and 
member  organizations'  financial 
integrity  and  provide  the  Exchange  with 
the  means  to  monitor  impact  upon 
capital,  proposed  new  Rule  322  will 
require  prior  written  notice  whenever  a 
member  or  member  organization 
guarantees  or  assumes  or  endorses  the 
obligations  and/or  liabilities  of  another 
person.  The  written  notice  must  include 
a  statement  with  respect  to  financial  and 
operational  impact  upon  the  member  or 
member  organization.  Fiulher,  members 
and  member  organizations  will  be 
required  to  provide  the  Exchange  with 
access  to  books  and  records  whenever 
requested.  Broker-dealers  subject  to 
Rule  322  will  have  to  file  FOCUS 
reports  and  non-broker-dealers  would 
submit  other  financial  statements 
specified  by  the  Exchange. 

In  order  to  effect  these  proposed  rule 
changes,  and  to  provide  for  consistency 
in  the  rules,  changes  are  necessary  to 
other  rules  (Rules  113  "Specialists' 
Public  Customers."  122  "Orders  With 
More  Than  One  Broker"  and  416 
"Questionnaires  and  Reports")  that  also 
apply  to  affiliates  of  members  and 
member  organizations.  Further, 
amendments  to  Rule  342  will  define  the 
term  foreign  branch  office  and  provide 
that  all  foreign  branch  office  personnel 
of  member  organizations  will  be  subject 
to  the  Exchange  Constitution  and  Rules 
to  the  same  extent  as  personnel  of 
member  organizations.  Amended  Rule 
342  also  provides  that  a  foreign  branch 
office  shall  continue  to  be  treated  as  any 


<  Rule  2  deBne*  "control."  in  pertinent  part,  at 
the  power  to  direct  or  cause  direction  of  the 
maniigaaiant  or  policies  of  a  person.  There  is  a 
presumption  of  control  where  a  person  (i)  has  the 
right  to  vole  2S%  or  more  of  the  voting  sacuritiee, 
or  (ii)  is  entitled  lo  25%  or  more  of  the  net  profits. 


other  branch  of  the  member 
organization  for  regulatory  purposes  and 
that  all  obligations  and  liabilities  shall 
continue  to  be  assumed  or  guaranteed 
by  the  i>arent  member  or  member 
organization.  Proposed  amendments  to 
Rule  476  clarify  and  codify  the 
Exchange's  authority  to  Impose 
sanctions  against  all  persons  subject  to 
Exchange  jiu'isdiction  (including 
affiliates)  upon  a  finding  of  guilt  in  a 
prtx»eding  under  Rule  476. 

(b)  Statutory  Basis 

The  proposed  rule  changes  are 
consistent  with  the  reqiiirements  of  the 
Act  and  the  rules  and  regulations 
thereunder  applicable  to  the  Exchange 
in  that  they  are  designed,  in  accordance 
with  section  6(b)(1)  of  the  Act.  to 
enhance  the  Exdiange's  capacity  to 
carry  out  the  purposes  of  the  Act  and  to 
compel  and  enforce  compliance  by  its 
members  and  member  organizations  and 
their  associated  persons  with  the 
provisions  of  the  Act.  the  rules  and 
regulations  thereunder  and  the  rules  of 
the  Exchange. 

B.  Self-Begulatory  Organization's 
Statement  on  Burden  on  Competition 

The  Exchange  believes  that  the 
proposal  does  not  impose  any  burden 
on  competition  that  is  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 

C.  Self-Begulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Bale  Change  Beceived  From 
Members.  Participants  or  Others 

Comments  were  neither  solicited  nor 
received. 

m.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  publication  of 
this  notice  in  the  Federal  Register  or 
within  such  other  period  (i)  as  the 
Commission  may  designate  up  to  90 
days  of  such  date  if  it  finds  such  longer 
period  to  be  appropriate  and  publishes 
its  reasons  for  so  finding  or  (ii)  as  to 
which  the  self-regulatory  organization 
consents,  the  Commission  will: 

(A)  By  order  approve  the  proposed 
rule  change,  or 

(B)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 


Commission.  450  Fifth  Street.  NW.. 
Washington.  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C  552.  will  be 
available  for  inspection  and  copying  at 
the  Commission's  Public  Reference 
Section.  450  Fifth  Street.  NW.. 
Washington.  DC  20549.  Copies,  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  NYSE.  All  submissions 
should  refer  to  File  No.  SR-NYSE-92- 
31  and  should  be  submitted  by  February 
1.  1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarland, 
Deputy  Secretary. 

(FR  Doc.  93-484  Filed  1-8-93;  8:45  ami 
nujNa  cooc  wis-oi-m 


Self-Regulatory  Organizations; 
Midwest  Stock  Exchenge,  inc.; 
Application  for  Unlisted  Trading 
Privileges  in  one  Over-the-Counter 
Issue  and  to  Withdraw  Unlisted 
Trading  Privileges  in  an  Over-the- 
Counter  Issue 

January  4. 1993. 

On  December  22, 1992.  the  Midwest 
Stock  Exchange.  Inc.  ("MSE")  submitted 
an  application  for  unlisted  trading 
privileges  ("UTP")  pursuant  to  section 
12(f)(1)(C)  of  the  Securities  Exchange 
Act  of  1934  ("Act")  in  the  following 
over-the-coimter  ("OTC")  security,  i.e., 
a  security  not  registered  under  Section 
12(b)  of  the  Act. 


File  No. 

Symtx)! 

Issuer 

7-9668  

MTCEF 

MTC  Electronic  Tech- 
nologies Co.  LTD. 
Common  Stock 
No  par  value 

The  above-referenced  issue  is  being 
.  applied  for  as  a  replacement  for  the 
following  security,  which  forms  a 
portion  of  the  Exchange's  program  in 
which  OTC  securities  are  being  traded 
pursuant  to  the  granting  of  UTP. 

The  MSE  also  applied  to  withdraw 
UTP  pursuant  to  section  12(0(4)  of  the 
Act  for  the  following  issue: 
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rH6  No. 

Symbol 

iMuer 

7-M66 ....... 

FOFF 

SO-OtI  SKMBS,  Inc. 
Convnon  Stock. 
$.01  pv  VSkM. 

FDeNa 


Withdrawal  of  the  Common  Stock  of 
50-Off  Stores,  Inc.  is  requested  due  to 
lack  of  trading  activity. 

Comments 

Interested  persons  are  invited  to 
submit,  on  or  before  January  25, 1993, 
written  comments,  data,  views  and 
arguments  concerning  this  application. 
Persons  desiring  to  make  written 
comments  should  file  three  copies  with 
the  Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  NW., 
Washington,  DC  20549. 

Commentators  are  asked  to  address 
whether  they  believe  the  requested  grant 
of  UTP  as  well  as  the  withdrawal  of 
DTP  would  be  consistent  with  section 
12(0(2),  which  requires  that,  in 
considering  an  application  for  extension 
or  withdrawal  of  UTP  in  an  OTC 
security,  the  Commission  consider, 
among  other  matters,  the  public  trading 
activity  in  such  security,  the  character 
of  such  trading,  the  impact  of  such 
extension  on  the  existing  markets  for 
such  security,  and  the  desirabiUty  of 
removing  impediments  to  and  the 
progress  that  has  been  made  toward  the 
development  of  a  national  market 
system. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarland, 
Depu  ty  Secretary. 
IFR  Doc.  93-496  Filed  1-8-93;  8:45  am) 

HLUNQ  COOe  801(M>1-M 


Self-Regulatory  Organizations; 
Midwest  Stock  Exchange,  Inc.; 
Application  for  Unlisted  Trading 
Privileges  in  one  Over-the-Counter 
Issue  and  to  Withdraw  Unlisted 
Trading  Privileges  In  an  Over-the- 
Counter  Issue 

January  4, 1993. 

On  November  17, 1992,  the  Midwest 
Stock  Exchange,  Inc.  ("MSE")  submitted 
an  application  for  unlisted  trading 
privileges  ("UTP")  pursuant  to  section 
12(f)(1)(C)  of  the  Securities  Exchange 
Act  of  1934  ("Act")  in  the  following 
over-the-covmter  ("OTC")  secxirity,  i.e., 
a  security  not  registered  under  section 
12(b)  of  the  Act. 


File  No. 


7-9866. 


Symbol 


NNCXF 


Issuer 


NeM>f1dge  Network 
Corporatloa 


Symbol 


Common  stock 
NopwwBhM 


The  above-referenced  issue  is  being 
applied  for  as  a  replacement  for  the 
following  security,  which  forms  a 
portion  of  the  Exchange's  program  in 
which  OTC  securities  are  being  traded 
pursuant  to  the  granting  of  UTP. 

The  MSE  also  applied  to  withdraw 
UTP  pursuant  to  section  12(f)(4)  of  the 
Act  for  the  following  issue: 


FtoNa 

Symbol 

Issuer 

7-9667 

CUBA 

Compusatna 
No  par  value 

Self-Regulatory  Organizations; 
Midwest  Stock  Exchange.  Inc.; 
Application  for  Unlisted  Trading 
Privileges  in  Seven  Over^the-Counler 
Issues  and  to  Withdraw  Unlisted 
Trading  Privileges  In  Seven  Over-the> 
Counter  Issues 

January  4, 1993. 

On  December  22. 1992,  the  Midwest 
Stock  Exchange,  Inc.  ("MSE")  submiUed 
an  application  for  unlisted  trading 
privileges  ("UTP")  pursuant  to  section 
12(f)(1)(C)  of  the  Securities  Exchange 
Act  of  1934  ("Act")  in  the  following 
over-the-counter  ("OTC")  securities,  i.e., 
securities  not  registered  under  section 
12(b)  of  the  Act. 


A  replacement  issue  is  being 
requested  as  the  common  stock  of 
Compusa  Inc.  has  been  listed  on  the 
NYSE,  rendering  it  ineUgible  for  the 
OTC/UTP  program. 

Comments 

Interested  persons  are  invited  to 
submit,  on  or  before  January  25, 1993, 
written  comments,  data,  views  and 
arguments  concerning  this  application. 
Persons  desiring  to  make  written 
comments  should  file  three  copies  with 
the  Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street  NW., 
Washington,  DC  20549. 

Commentators  are  asked  to  address 
whether  they  believe  the  requested  grant 
of  UTP  as  well  as  the  withdrawal  of 
UTP  would  be  consistent  with  section 
12(f)(2),  which  requires  that,  in 
considering  an  application  for  extension 
or  withdrawal  of  UTP  in  an  OTC 
security,  the  Commission  consider, 
among  other  matters,  the  public  trading 
activity  in  such  security,  the  character 
of  such  trading,  the  impact  of  such 
extension  on  the  existing  markets  for 
such  security,  and  the  desirabiHty  of 
removing  impediments  to  and  the 
progress  that  has  been  made  toward  the 
development  of  a  national  market 
system. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarland, 
Depu  ty  Secretary. 

(FR  Doc.  93-497  Filed  1-8-93;  8:45  am] 
mUJNO  CODE  WIO-OI-M 


File  No. 

Symbol 

Issuer 

7-9870  

APei 

Apptod  Biosdenoe, 
International,  Inc., 
Common  Stock,  101 
parvakj*. 

7-9871  

BSTN 

Boston  Tocnotogy.  Inc., 
Common  Stock, 
$.001  par  value. 

7-9872  

U3NT 

Legem  Corp.,  Common 
Stock.  $.01  pv 
vahM. 

7-9873  

CGNE 

Caigena,  Inc..  Common 
Stock,  $.001  par 
vafcM. 

7-9874  

CLCOF 

Clearty  Canadian  Bev- 
erage Coip.,  Com- 
mon Stock,  No  par 
vahM. 

7-9875  

TKOS 

Tnkns  Mwlcal  Corp. 
(Oalewara),  Common 
Stock,  $.001  par 
.vabe. 

7-9876  

TOPP 

Topps  Co.,  Inc.  (THE), 
Common  Stock,  $.01 
par  value. 

The  above-referenced  issues  are  being 
applied  for  as  replacements  for  the 
following  securities,  which  form  a 
portion  of  the  Exchange's  program  in 
which  OTC  securities  are  being  traded 
pursuant  to  the  granting  of  UTP. 

The  MSE  also  applied  to  withdraw 
UTP  pursuant  to  section  12(f)(4)  of  the 
Act  for  the  following  issues: 


FUeNo. 

Symbol 

Issuer 

7-9877  

BEa 

Baa  Bancorp,  Inc., 
Common  Stock,  $.01 
par  value. 

7-8878 . — 

CtMC 

Cantnal  DistfftMJtion, 
kK.,  Common  Stock, 
Noparvakis. 

7-9879  

OBRL 

nt)rel  BrottMCi.  In&, 
Common  Stock, 
$1X10  par  vakia. 

7-9680  

IRIC 

Inc.,  Common  Stock, 
101  par  vakM. 

7-9881  

MAFB 

MAF  Banooip,  kw.. 
Common  S'xk.  101 
parvakie. 
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FitoNa 

Symbol 

iMuer 

7-9682  

7-9883  

NSai 
spec 

N.S.  Banooip.  Inc.. 
Connnon  Stock.  $.01 

Si  Paul  Banco«p.  tnc.. 
Conwnon  Slock.  $.01 
parvaiM. 

Replacement  issues  are  being 
requested  due  to  a  lack  of  trading 
activity  in  these  issues. 

Commeats 

Interested  perrsons  are  Invited  to 
submit,  on  or  before  January  25, 1993, 
written  comments,  data,  view  and 
arguments  concerning  this  application. 
Persons  desiring  to  make  written 
comments  should  file  three  copies  with 
the  Secretary,  Securities  and  Exchange 
Commission,  450  Filth  Street,  NW„ 
Washington,  DC  20549. 

Commentators  are  asked  to  address 
whether  they  believe  the  requested  grant 
of  UTP  as  well  as  the  withdrawal  of  . 
UTP  would  be  consistent  with  section 
12(f)(2),  which  requires  that,  in 
considering  an  application  for  extension 
or  withdrawal  of  UTP  in  an  OTC 
security,  the  Commission  consider, 
among  other  matters,  the  public  trading 
activity  in  such  security,  the  character 
of  such  trading,  the  impact  of  such 
extension  on  ^e  existing  markets  for 
such  security,  and  the  desirability  of 
removing  impediments  to  and  the 
progress  that  has  been  made  toward  the 
development  of  a  national  market 
system. 

For  the  Comroission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarUnd. 
Deputy  Secretary. 

|FR  Doc  93-498  Filed  l-S-93;  8:45  am] 
nujNO  cooe  wio-oi-m 


and  Communications  Policy  (ICCP)  of 
the  Organization  for  Economic 
Cooperation  and  Development  (OECD) 
on  issues  currently  before  the  ICCP  and 
its  various  working  parties  and  experts 
groups.  Also,  ideas  will  be  solicited  to 
propose  to  the  OECD  for  inclusion  in 
the  ICCP's  1994  work  program  to  be 
determined  at  its  next  meeting  in 
March,  1993. 

Ms.  Cathy  Slesinger  and  Mr.  Kenneth 
Leeson,  co-chairs  of  the  Subcommittee, 
will  chair  the  meeting.  Mr.  Richard  C. 
Beaird,  Deputy  U.S.  Coordinator  and 
Deputy  Director,  Bureau  of  International 
Communications  and  Information 
PoUcy,  U.S.  Department  of  State,  and 
Chairman  of  the  ICCP,  will  participate 
in  the  meeting. 

Members  of  the  general  public  may 
attend  the  meeting  and  join  in  the 
discussion,  subject  to  the  instructions  of 
the  co-chairs.  Admittance  of  public 
members  will  be  limited  to  seating 
available.  In  that  regard,  entrance  to  the 
Department  of  State  building  is 
controlled  and  individual  passes  are 
required  for  each  attendee.  Entry  will  be 
facilitated  if  arrangements  are  made  in 
advance  of  the  meeting. 

Prior  to  the  meeting,  persons  who 
plan  to  attend  should  so  advise  the 
office  of  Mr.  Timothy  C  Finton, 
Department  of  State,  Washington,  DC.; 
telephone  (202)  647-5220.  They  must 
provide  Mr.  Finton  with  their  name, 
title,  company  name,  social  security 
number,  and  date  of  birth.  All  attendees 
must  use  the  "C"  Street  entrance  to  the 
building. 

Dated:  December  24, 1992. 
Timothy  C  Finton, 

Chairman.  U.S.  Delegation  to  the  ICCP. 
|FR  Doc.  93-446  Filed  l-«-93;  8:45  am] 

BILUNO  COOC  4710-4i-M 


FOR  FURTHER  INFORMATION  CONTACT:  Jill 
Nevius,  Committee  Management  Officer, 
Thrift  Depositor  Protection  Oversight 
Board,  1777  F  Street,  NW..  Washington, 
DC  20232,  202/786-9675. 

Dated:  December  5, 1993. 
Jill  Nevius, 

fommittee  Management  Officer 
IfR  Doc.  93-445  Filed  1-8-93;  8:45  am] 
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DEPARTMENT  OF  STATE 
[Public  Notlc*  1751] 

Advisory  CommHtee  on  intemattonal 
Communicatione  and  Information 
Policy;  SutKommittee  on  Industrialized 
Country  Policy;  Meeting 

The  Department  of  State  annoimces 
that  the  Subcommittee  on  Industrialized 
Country  Policy  of  the  Committee  on 
International  Communications  and 
Information  Policy  will  hold  an  open 
meeting  on  Tuesday.  January  26, 1993. 
from  10  a.m.-12  noon  in  Room  6909, 
Department  of  State,  2201  "C"  Street, 
NW.,  Washington,  DC  20520. 

At  the  meeting,  there  will  be  a  report 
from  the  U.S.  Delegation  to  the 
Committee  for  Information,  Computer 


THRIFT  DEPOSITOR  PROTECTION 
OVERSIGHT  BOARD 

Region  1  Adviaory  Board 

AGENCY:  Thrift  Depositor  Protection 
Oversight  Board. 

ACTION:  Change  of  meeting  date  and 
location.         

SUMMARY:  This  is  to  announce  a  change 
in  date  and  location  for  the  Region  1 
Advisory  Board  meeting  scheduled  for 
January  21  as  published  in  the  Federal 
Register,  December  24. 1992,  page 
61468.  The  new  meeting  date  is  January 
19  at  the  Sheraton  River  House  in 
Miami. 

DATES:  January  19.  9  a.m.  to  12:30  p.m. 
ADDRESSES:  Sheraton  River  House, 
Miami  International  Airport.  3900 
Northwest  21st  Street,  Miami,  Florida. 


DEPARTMENT  OF  THE  TREASURY 

Office  of  ttie  Secretary 

[Department  Circuiar— Pubiie  D«M 
Na  2-93] 

Treasury  Notee  of  January  15, 2000. 
Seriea  E-2000  (CUSIP  No.  912827  J3  7) 

Washington,  January  6. 1993. 
1.  Invitation  for  Tenders 

1.1  The  Secretary  of  the  Treasury, 
under  the  authority  of  chapter  31  of  title 
31.  United  States  Code,  Invites  tenders 
for  United  States  securities,  as  described 
above  and  in  the  offiering 
announcement,  hereafter  referred  to  as 
Notes.  The  Notes  will  be  sold  at  auction, 
and  bidding  will  be  on  a  yield  basis. 
Payment  will  be  required  at  the  price 
equivalent  of  the  yield  of  each  accepted 
bid.  The  interest  rate  on  the  Notes  and 
the  price  equivalent  of  each  accepted 
bid  will  be  determined  in  the  manner 
described  belqw.  Additional  amounts  of 
the  Notes  may  be  issued  to  Federal 
Reserve  Banks  for  their  own  account  in 
exchange  for  maturing  Treasury 
securities.  Additional  amounts  of  the 
Notes  may  also  be  issued  at  the  average 
price  to  Federal  Reserve  Banks,  as 
agents  for  foreign  and  international 
monetary  authorities. 

2.  Description  of  Securities 

2.1.  The  issue  date  and  maturity  date 
of  the  Notes  are  stated  in  the  offeiicg 
announcement.  The  Notes  will  accrue 
interest  from  the  issue  date.  Interest  will 
be  payable  on  a  semiannual  basis  as 
described  in  the  offering  announcement 
through  the  date  that  the  principal 
becomes  payable.  The  Notes  will  not  be 
subject  to  call  for  redemption  prior  to 
maturity.  In  the  event  any  payment  date 
is  a  Saturday,  Sunday,  or  other 
nonbusiness  day,  the  amount  due  will 
be  payable  (without  additional  interest) 
on  the  next  business  day. 

2.2.  The  Notes  will  be  issued  only  in 
book-entry  form  in  the  minimum  and 
multiple  amounts  stated  in  the  offering 
announcement  They  will  not  be  issued 
in  registered  definitive  or  in  bearer 
form. 
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2.3.  The  Department  of  the  Treasury's 
general  regulations  governing  United 
States  securities,  i.e..  Department  of  the 
Treasury  Circular  No.  300,  current 
revision  (31  CFR  part  306).  as  to  the 
extent  applicable  to  marketable 
securities  issued  in  book-entry  form, 
and  the  regulations  governing  book- 
entry  Treasury  Bonds,  Notes,  and  Bills, 
as  adopted  and  published  as  a  final  rule 
to  govern  securities  held  in  the 
TREASURY  DIRECT  Book-Entry 
Securities  System  in  Department  of  the 
Treasury  Circular,  Public  Debt  Series, 
No.  2-86  (31  CFR  part  357),  apply  to  the 
Notes  offered  in  this  circular. 

3.  Sales  Procedures 

3.1.  Tenders  will  be  received  at 
Federal  Reserve  Banks  and  Branches 
and  at  the  Bureau  of  the  Public  Debt, 
Washington,  DC  20239-1500.  The 
closing  times  for  the  receipt  of 
noncompetitive  and  competitive  tenders 
are  specified  in  the  offiering 
announcement.  Noncompetitive  tenders 
will  be  considered  timely  if  postmarked 
(U.S.  Postal  Service  cancellation  date) 
no  later  than  the  day  prior  to  the  auction 
and  received  no  later  than  close  of 
business  on  the  issue  day. 

3.2.  The  par  amount  of  Notes  bid  for 
must  be  stated  on  each  tender.  The 
minimum  bid  is  stated  in  the  offering 
announcement,  and  larger  bids  must  be 
in  multiples  of  that  amount. 

3.3.  Competitive  bids  must  also  show 
the  yield  desired,  expressed  in  terms  of 
an  annual  yield  with  two  decimals,  e.g., 
7.10%.  Fractions  may  not  be  used.  A 
single  bidder,  as  defined  in  Treasury's 
single  bidder  guidelines  contained  in 
Attachment  A  to  this  circular,  may 
submit  bids  at  more  than  one  yield. 
However,  at  any  one  yield,  the  Treasiiry 
will  not  recognize  any  amount  tendered 
by  a  single  bidder  in  excess  of  35 
percent  of  the  public  offering  amount.  A 
competitive  bid  by  a  single  bidder  at 
any  one  yield  in  excess  of  35  percent  of 
the  public  offering  will  be  reduced  to 
that  amount. 

3.4.  Noncompetitive  tenders  do  not 
specify  a  yield.  A  single  bidder  should 
not  submit  a  noncompetitive  tender  for 
more  than  $5,000,000.  A 
noncompetitive  bid  by  a  single  bidder  in 
excess  of  $5,000,000  will  be  reduced  to 
that  amoimt.  A  bidder,  whether  bidding 
directly  or  through  a  depository 
institution  or  a  government  sectirities 
broker/dealer,  may  not  submit  a 
noncompetitive  bid  for  its  own  account 
in  the  same  auction  in  which  it  is 
submitting  a  competitive  bid  for  its  own 
account.  A  bidder  may  not  submit  a 
noncompetitive  bid  if  the  bidder  holds 

a  position,  in  the  Notes  being  auctioned, 
in  "when-issued"  trading,  or  in  futures 


or  forward  contracts.  A  noncompetitive 
bidder  may  not  enter  into  any  agreement 
to  purchase  or  sell  or  otherwise  dispose 
of  the  security  being  auctioned,  nor  may 
it  commit  to  sell  the  security  prior  to  the 
designated  closing  time  for  receipt  of 
competitive  bids. 

3.5.  The  following  institutions  may 
submit  tenders  for  accounts  of 
customers:  depository  institutions,  as 
described  in  section  19(b)(1)(A), 
excluding  those  institutions  described 
in  subparagraph  (vii),  of  the  Federal 
Reserve  Act  (12  U.S.C  461(b)(1)(A)); 
and  government  securities  broker/ 
dealers  that  are  registered  with  the 
Securities  and  Exchange  Commission  or 
noticed  as  government  securities  broker/ 
dealers  pursuant  to  Section  15C(a)(l)  of 
the  Securities  Exchange  Act  of  1934. 
Others  are  permitted  to  submit  tenders 
only  for  their  own  account.  A 
submitted,  if  bidding  competitively  for 
customers,  must  include  a  customer  list 
with  the  tender  giving,  for  each 
customer,  the  name  of  the  customer  and 
the  amount  bid.  A  separate  tender  and 
customer  list  should  oe  submitted  for 
each  competitive  yield.  For 
noncompetitive  bids,  the  customer  list 
must  provide,  for  each  customer,  the 
name  of  the  oistomer  and  the  amount 
bid.  For  mailed  tenders,  the  customer 
list  must  be  submitted  with  the  tender. 
For  other  than  mailed  tenders,  the 
customer  list  should  accompany  the 
tender.  If  the  customer  list  is  not 
submitted  with  the  tender,  information 
for  the  list  must  be  complete  and 
available  for  review  by  me  deadline  for 
submission  of  noncompetitive  tenders. 
The  customer  list  should  be  received  by 
the  Federal  Reserve  Bank  on  auction 
day.  All  competitive  and 
noncompetitive  bids  submitted  on 
behalf  of  trust  estates  must  provide,  for 
each  trust  estate,  the  name  or  title  of  the 
trustee(s),  a  reference  to  the  document 
creating  the  trust  with  the  date  of 
execution,  and  the  employer 
identification  number  of  the  trust. 
Customer  bids  may  not  be  aggregated  on 
the  customer  list.  The  customer  Ust 
must  include  customers  and  customers 
of  those  customers,  where  applicable. 

3.6.  A  competitive  single  bidder  must 
report  its  net  long  position  if  the  total 
of  all  its  bids  for  the  security  being 
offered  and  its  net  position  in  the 
security  equals  or  exceeds  $2  billion, 
with  the  position  to  be  determined  as  of 
one  half-hour  prior  to  the  closing  time 
for  the  receipt  of  competitive  tenders.  A 
net  long  position  includes  positions,  in 
the  security  being  auctioned,  in  "when- 
issued"  trading,  and  in  futures  and 
forward  contracts.  Bidders  who  meet 
this  reporting  requirement  and  are 
customers  of  a  depository  institution  or 


a  government  securities  broker/ dealer 
must  report  their  positions  through  the 
institution  submitting  the  bid  on  their 
behalf. 

3.7.  Tenders  from  bidders  who  are 
making  payment  by  charge  to  a  funds 
account  at  a  Federal  Reserve  Bank  and 
tenders  from  bidders  who  have  an 
approved  autocharge  agreement  on  file 
at  a  Federal  Reserve  Bank  will  be 
received  without  deposit.  In  addition, 
tenders  from  States,  and  their  political 
subdivisions  or  instrumentalities;  public 
pension  and  retirement  and  other  public 
funds;  international  organizations  in 
which  the  United  States  holds 
membership;  foreign  central  banks  and 
foreign  states;  and  Federal  Reserve 
Banks  will  be  received  without  deposit 
Tenders  from  all  others,  including 
tenders  submitted  for  Notes  to  be 
maintained  on  the  book-entry  records  of 
the  Department  of  the  Treasury,  must  be 
accompanied  by  full  payment  for  the 
amoimt  of  Notes  appUed  for,  or  by  a 
guarantee  from  a  commercial  bank  or  a 
primary  dealer  of  5  percent  of  the  par 
amoimt  applied  for. 

3.8.  After  the  deadline  for  receipt  of 
competitive  tenders,  there  will  be  a 
public  announcement  of  the  amount 
and  yield  range  of  accepted  bids. 
Subject  to  the  reservations  expressed  in 
section  4,  noncompetitive  bicu  will  be 
accepted  in  fiiU,  and  then  competitive 
bids  will  be  accepted,  starting  with 
those  at  the  lowest  yields,  through 
successively  higher  yields  to  the  extent 
required  to  attain  the  amount  offered. 
Bids  at  the  highest  accepted  yield  will 
be  prorated  if  necessary.  After  the 
determination  is  made  as  to  which  bids 
are  accepted,  an  interest  rate  will  be 
established,  at  a  Vh  of  one  percent 
increment,  which  results  in  an 
equivalent  average  accepted  price  close 
to  100.000  and  a  lowest  accepted  price 
above  the  original  issue  discount  limit. 
That  stated  rate  of  interest  will  be  paid 
on  all  of  the  Notes.  Based  on  such 
interest  rate,  the  price  on  each 
competitive  tender  allotted  will  be 
determined  and  each  successful 
competitive  bidder  will  be  required  to 
pay  the  price  equivalent  to  the  yield  bid. 
Those  submitting  noncompetitive  bids 
will  pay  the  price  equivalent  to  the 
weignted  average  yield  of  accepted 
competitive  bids.  Price  calculations  will 
be  carried  to  three  decimal  places  on  the 
basis  of  price  per  hundred,  e.g.,  99.923, 
and  the  determinations  of  the  Secretary 
of  the  Treasury  shall  be  final.  If  the 
amount  of  noncompetitive  bids  received 
would  absorb  all  or  most  of  the  ofiiaring, 
competitive  bids  will  be  accepted  in  an 
amount  sufficient  to  provide  a  fair 
determination  of  the  yield.  Bids 
received  from  Federal  Reserve  Banks 
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will  Iw  accepted  at  the  price  equivalent 
to  the  weighted  average  yield  of 
accepted  competitive  Dids. 

3.9.  No  single  bidder  will  be  awarded 
securities  in  an  amount  exceeding  35 
percent  of  the  public  offering.  The 
determination  of  the  maximum  award  to 
a  single  bidder  will  take  into  account 
the  bidder's  net  long  position,  if  the 
bidder  has  been  obliged  to  report  its 
position  per  the  requirements  outlined 
in  section  3.6. 

3.10.  Notice  of  awards  will  be 
provided  by  a  Federal  Reserve  Bank  or 
Branch  or  the  Bureau  of  the  Public  Debt 
to  bidders  who  have  submitted  accepted 
competitive  bids,  whether  for  their  own 
account  or  for  the  account  of  customers. 
Those  submitting  non-competitive  bids 
will  be  notified  only  if  the  bid  is  not 
accepted  in  full,  or  when  the  price  at  the 
average  yield  is  over  par.  No  later  than 
12:00  noon  local  time  on  the  day 
following  the  auction,  the  appropriate 
Federal  Reserve  Bank  will  notify  each 
depository  institution  that  has  entered 
into  an  autocharge  agreement  with  a 
bidder  as  to  the  amount  to  be  charged 
to  the  institution's  funds  account  at  the 
Federal  Reserve  Bank  on  the  issue  date. 
Any  customer  that  is  awarded  $500 
million  or  more  of  securities  must 
furnish,  no  later  than  10  a.m.  local  time 
on  the  day  following  the  auction, 
written  confirmation  of  its  bid  to  the 
Federal  Reserve  Bank  or  Branch  where 
the  bid  was  submitted.  A  depository 
institution  or  government  securities 
broker/dealer  submitting  a  bid  for  a 
customer  is  responsible  for  notifying  its 
customer  of  this  requirement  if  the 
customer  is  awarded  $500  million  or 
more  of  securities  as  a  result  of  bids 
submitted  by  the  depository  institution 
or  government  securities  broker/dealer. 

4.  Reservations 

/4.I.  The  Secretary  of  the  Treasury 
expressly  reserves  the  right  to  accept  or 
reject  any  or  all  bids  in  whole  or  in  part, 
to  allot  more  or  less  than  the  amount  of 
Notes  specified  in  the  offering 
announcement,  and  to  make  different 
percentage  allotments  to  various  classes 
of  applicants  when  the  Secretary 
considers  it  in  the  public  interest.  The 
Secretary's  action  under  this  section  is 
final. 

5.  Payment  and  Delivery 

5.1.  Settlement  for  the  Notes  allotted 
must  be  made  timely  at  the  Federal 
Reserve  Bank  or  Branch  or  at  the  Bureau 
of  the  Public  Debt,  wherever  the  tender 
was  submitted.  Settlement  on  Notes 
allotted  will  be  made  by  a  charge  to  a 
funds  account  or  pursuant  to  an 
approved  autocharge  agreement,  as 
provided  in  section  3.7.  Settlement  on 


Notes  allotted  to  institutional  investors 
and  to  others  whose  tenders  are 
accompanied  by  a  guarantee  as  provided 
in  section  3.7.  must  be  made  or 
completed  on  or  before  the  issue  date. 
Payment  in  full  must  accompany 
tenders  submitted  by  all  other  investors. 
Payment  must  be  in  cash;  in  other  funds 
immediately  available  to  the  Treasury; 
in  Treasury  notes  or  bonds  maturing  on 
or  before  the  settlement  date  but  which 
are  not  overdue  as  defined  in  the 
general  regulations  governing  United 
States  securities;  or  by  check  drawn  to 
the  order  of  the  institution  to  which  the 
tender  was  submitted,  which  must  be 
received  from  institutional  investors  by 
the  time  stated  in  the  oRering 
announcement.  When  payment  has  been 
submitted  with  the  tender  and  the 
purchase  price  of  the  Notes  allotted  is 
over  jwr.  settlement  for  the  premium 
must  be  completed  timely,  as  specified 
above.  When  payment  has  been 
submitted  wiUi  the  tender  and  the 
purchase  price  is  under  par,  the 
discount  will  be  remitted  to  the  bidder. 

5.2.  In  every  case  where  full  payment 
has  not  been  completed  on  time,  an 
amount  of  up  to  5  percent  of  the  par 
amount  of  Notes  allotted  may,  at  the 
discretion  of  the  Secretary  of  the 
Treasury,  be  forfeited  to  the  United 
States. 

5.3.  Registered  definitive  securities 
tendered  in  payment  for  the  Notes 
allotted  and  to  be  held  in  TREASURY 
DIRECT  are  not  required  to  be  assigned 
if  the  inscription  on  the  registered 
definitive  security  is  identical  to  the 
registration  of  the  Note  being  purchased. 
In  any  such  case,  the  tender  form  used 
to  place  the  Notes  allotted  in 
TREASURY  DIRECT  must  be  completed 
to  show  all  the  information  required 
thereon,  or  the  TREASURY  DIRECT 
account  number  previously  obtained. 

6.  General  Provisions 

6.1.  As  fiscal  agents  of  the  United 
States,  Federal  Reserve  Banks  are 
authorized,  as  directed  by  the  Secretary 
of  the  Treasury,  to  receive  tenders,  to 
make  allotments,  to  issue  such  notices 
as  may  be  necessary,  to  receive  payment 
for.  and  to  issue,  maintain,  service,  and 
make  payment  on  the  Notes. 

6.2.  The  Secretary  of  the  Treasury 
may  at  any  time  supplement  or  amend 
provisions  of  this  circular  if  such 
supplements  or  amendments  do  not 
adversely  affect  existing  rights  of 
holders  of  the  Notes.  Public 
announcement  of  such  changes  will  be 
promptly  provided. 

6.3.  Tne  Notes  issued  under  this 
circular  shall  be  obligations  of  the 
United  States,  and,  therefore,  the  faith  of 
the  United  States  Government  is 


pledged  to  pay,  in  legal  tender, 
principal  and  interest  on  the  Notes. 

6.4.  Attachment  A  and  the  offering 
announcement  are  incorporated  as  part 
of  this  circular. 
Gerald  Murphy. 
Fiscal  Assistant  Secretary. 

Attachment  A— Treaauiy'a  Single  Bidder 
Guidelines  for  Noncompetitive  Bidding  in 
All  Treasury  Security  Auctions 

The  investor  categories  listed  below  define 
what  constitutes  a  single  noncompetitive 
bidder. 

(1)  Bank  Holding  Companies  and 
Subsidiaries — 

A  bank  holding  company  (includes  the 
company  andVor  one  or  more  of  its 
subsidiaries,  whether  or  not  organized  as 
separate  entities  under  applicable  law). 

(2)  Banks  and  Branches— 

A  parent  bank  (includes  the  parent  and/or 
one  or  more  of  its  branches,  whether  or  not 
organized  as  separate  entities  under 
applicable  law). 

(3)  Thrift  Institutions  and  Branches— 

A  thrift  institution,  such  as  a  savings  and 
loan  association,  credit  union,  savings  banks. 
or  other  similar  entity  (includes  the  principal 
or  parent  office  and/or  one  or  more  of  its 
branches,  whether  or  not  organized  as 
separate  entities  under  applicable  law). 

(4)  Corporations  and  Subsidiaries — 

A  corporation  (includes  the  corporation 
and/or  one  or  more  of  its  majority-owned 
subsidiaries,  i.e.,  any  subsidiary  more  than 
50  percent  of  whose  stock  is  owned  by  the 
parent  corporation  or  by  any  other  of  its 
majority-owned  subsidiaries). 

(5)  Familes — 

A  married  person  (includes  his  or  her 
spouse,  and  any  unmarried  adult  children, 
having  a  common  address  and/or  household). 

Note:  A  minor  child,  as  defined  by  the  law 
of  domicile,  is  not  permitted  to  submit 
tenders  individually,  or  jointly  with  an  adult 
bidder.  (A  minor's  parent  acting  as  natural 
guardian  is  not  recognized  as  a  separate 
bidder.) 

(6)  Partnerships- 
Each  partnership  (includes  a  partnership  or 

individual  partner(s),  acting  together  or 
separately,  who  own  the  majority  or 
controlling  interest  in  other  partnerships, 
corporations,  or  associations). 

(7)  Guardians,  Custodians,  or  other 
Fiduciaries — 

A  guardian,  custodian,  or  similar  fiduciary, 
identified  by  (a)  the  name  or  title  of  the 
fiduciary,  (b)  reference  to  the  document, 
court  order,  or  other  authority  under  which 
the  fiduciary  is  acting,  and  (c)  the  taxpayer 
identifying  number  assigned  to  the  estate. 

(8)  Trusts — 

A  trust  estate,  which  is  identified  by  (a)  the 
name  or  title  of  the  trustee,  (b)  a  reference  to 
the  document  creating  the  trust,  e.g.,  a  trust 
indenture,  with  date  of  execution,  or  a  will, 
(c)  the  IRS  employer  identification  number 
(not  social  security  account  number). 

(9)  Political  Subdivisions — 

(a)  A  state  government  (any  of  the  50  states 
and  the  District  of  Columbia). 

(b)  A  unit  of  local  government  (any  county, 
city,  municipality,  or  township,  or  other  unit 
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the  50  states 

(any  county, 
or  other  unit 


of  general  government,  as  defined  by  the 
Bureau  of  the  Census  for  statistical  purposes, 
and  includes  any  trust,  investment,  or  other 
funds  thereof). 

(c)  A  commonwealth,  territory,  or 
possession. 

l\0)  Mutual  Funds— 

A  mutual  fund  (includes  all  funds  that 
comprise  it,  whether  or  not  separately 
administered). 

(11)  Money  MaHcet  Funds — 

A  money  market  fund  (includes  all  funds 
that  have  a  common  management). 

(12)  Investment  Agents/Money  Managers — 
An  individual,  firm,  or  association  that 

undertakes  to  service,  invest,  and/or  manage 
funds  for  others. 

(13)  Pension  Funds — 

A  pension  fund  (includes  all  funds  that 
conprise  it,  whether  or  not  separately 
administered). 

Notes:  The  definitions  do  not  reflect  all 
bidder  situations.  "Single  bidder"  is  not 
necessarily  synonymous  with  "single  entity". 

Questions  concerning  the  guidelines 
should  be  directed  to  the  Office  of  Financing, 
Bureau  of  the  Public  Debt,  Washington,  DC 
20239  (telephone  202/219-3350). 

Asction  of  7-Year  Notes  Totaling  $9,750 
Million 

The  Treasury  will  auction  $9,750  million 
of  7-year  notes  to  refund  S6,195  million  of  7- 
year  notes  maturing  January  IS,  1993,  and  to 
raise  about  $3,550  ndllion  new  cash.  The 
S6.195  million  of  maturing  7-year  notes  are 
those  held  by  the  public,  including  $528 
million  currently  held  by  Federal  Reserve 
Banks  as  agents  for  foreign  and  international 
monetary  authorities. 

The  $9,750  million  Is  being  offered  to  the 
public,  and  any  amounts  tendered  by  Federal 
Reserve  Banks  as  agents  for  foreign  and 
international  monetary  authorities  will  be 
added  to  that  amount.  Tenders  for  such 
accounts  will  be  accepted  at  the  average  price 
of  accepted  competitive  tenders. 

In  addition  to  the  public  holdings.  Federal 
Reserve  Banks  for  their  own  accounts  hold 
$320  million  of  the  maturing  securities  that 
may  be  refunded  by  issuing  additional 
amounts  of  the  new  notes  at  the  average  price 
of  accepted  competitive  tenders. 

Details  about  the  new  security  are  given  in 
the  attached  highlights  of  the  offering  and  in 
the  official  offering  circular. 
Attachment 

Highlights  of  Treasury  Offsriiig  to  the 
Pablic  of  7>Year  Notes  To  Be  Issued 
January  15, 1993 

January  6, 1993 
Amount  Offered: 

To  the  public 

Description  of  Secu- 

rity: 

Term  and  type  of 
security. 
Series  and  CUSIP 

designation 

Maturity  date 

Interest  rate 


$9,750  million 


7-year  notes. 

E-2000  (CUSIP  No. 
912827  J3  7). 

January  15,  2000. 

To  be  determined 
based  on  the  aver- 
age of  accepted 
bids. 


Investment  yield  ... 

Premium  or  dis- 
count. 

Interest  payment 
dates. 

Minimum  denomi- 
nation available. 
Terms  of  Sale: 

Method  of  sale 

Competitive 
tenders. 


Noncompetitive 
tenders. 

Accrued  interest 
payable  by  in- 
vestor. 
Key  Dates: 
Receipt  of 
tenders. 

(a)  noncompeti- 
tive. 

(b)  competitive  .. 

Settlement  (final 
payment  due 
from  institu- 
tions): 

(a)  funds  imme- 
diately avail- 
able to  the 
Treasury. 

(b)  readily-col- 

'   lectible  check. 


To  be  determined  at 

auction. 
To  be  determined 

after  auction. 
July  15  and  January 

15. 
$1,000. 


Yield  auction. 

Must  be  expressed  as 
an  annual  yield, 
with  two  decimab, 
e.g..  7.10%. 

Accepted  in  full  at 
the  average  price 
up  to  $5,000,000. 

None. 


Wednesday,  January 

13, 1993. 
Prior  to  12:00  noon. 

EST. 
Prior  to  1:00  p.m.. 

EST. 


Friday,  January  15. 
1993. 


Wednesday,  January 
13, 1993. 


[FR  Doc  93-578  Filed  1-7-93;  8:45  am] 
BHJJNQ  CODE  4S10-40-U 


Put)lic  infonnation  Collection 
Requirements  Submitted  to  0MB  for 
Review 

Date:  January  5, 1993. 

The  Department  of  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
0MB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-511.  Copies  of  the 
submissionCs)  may  be  obtained  by 
calling  the  Treastiry  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  0MB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer.  Department  of  the 
Treasiuy,  room  3171  Treasury  Annex, 
1500  Pennsylvania  Avenue.  NW., 
Washington,  DC  20220. 

Financial  Management  Service 

0MB  Number:  New 

Form  Number:  None 

Type  of  Review:  New  collection 

Title:  Green  Book  Survey 

Description:  The  data  collected  will  be 
used  to  determine  the  effectiveness  of 
the  Green  Book  and  identify  areas 
which  need  improvement. 


Respondents:  Businesses  or  other  for- 
profit,  Small  businesses  or 
organizations 

Estimated  Number  of  Respondents: 
9,000 

Estimated  Burden  Hours  Per  Response: 
IS  minutes 

Frequency  of  Response:  Other  (One-time 
siuvey) 

Estimated  Total  Reportingfiurden: 
2,250  hours 

Qearance  Officer  Jacqueline  R.  Perry 
(301)  344-«577.  Financial 
Management  Service.  336 1-L  75th^--^' 
Avenue,  Landover,  MD  20785       ^\ 

0MB  Reviewer:  Milo  Sunderhauf  (202)0' 
395-6880.  Office  of  Management  and 
Budget,  room  3001,  New  Executive 
Office  Building.  Washington.  DC 
20503 

Lois  K.  Holland, 

Departmental  Reports  Management  Officer. 

(FR  Doc  93-529  Filed  l-8-«3;  8:45  am] 
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Public  Information  Collection 
Requirementa  SulMnitted  to  0MB  for 
Review 

Date:  January  5, 1993. 

The  Department  of  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
0MB  for  review  and  clearance  under  the 
Paperworic  Reduction  Act  of  1980. 
Pubhc  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  0MB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer.  Department  of  the 
Treasury.  Room  3171.  Treasury  Annex, 
1500  Pennsylvania.  NW..  Washington. 
DC  20220. 

Department  Offices 

OMB  Number:  1505-0118 

Fonn  Number;  TD  F  90-22.39 

Type  of  Review:  Extension 

Title:  Travel  to  Cuba,  U.S.  Department 
of  the  Treasury.  Office  of  Foreign 
Assets  Control.  Declaration 

Description:  Declarations  to  be 
completed  by  persons  traveling  from 
the  U.S.  to  Cuba  will  provide  the  U.S. 
Government  information  to  be  tised  in 
administering  and  enforcing 
economic  sanctions  imposed  against 
Cuba  pursuant  to  31  CFR  part  515 

Respondents:  Individual  or  nouseholds, 
Businesses  or  other  for-profit.  Federal 
agencies  or  employees.  Non-profit 
institutions.  Small  business  or 
organizations 

Estimated  Number  of  Respondents: 
26.000 


1993 
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Estimated  Burden  Hours  Per  Response: 
5  minutes 

Frequency  of  Response:  On  occasion 

Estimated  Total  Reporting  Burden: 
2.166  hours 

Ctearance  Officer:  Lois  K.  Holland  (202) 
622-1563.  Departmental  Offices, 
Room  3171,  Treasury  Annex.  1500 
Pennsylvania  Avenue.  NW.. 
Washington.  DC  20220 

OMB  Reviewer:  Milo  Sunderhauf  (202) 
395-6880,  Office  of  Management  and 
Budget,  Room  3001.  New  Executive 
Office  Building.  Washington.  DC 
20503 

Lois  K.  Holland, 

Departmental  Reports  Management  Officer 

|FR  Doc.  93-530  FUed  l-«-93;  8:45  am] 

BtUJNC  COOE  MIO-aS-M 


Customs  Service 

n-J>.93-«] 

Revocation  of  Individual  Broker 
License  No.  4063;  Kerwieth  A. 
Anderson,  Jr. 

agency:  U.S.  Customs  Service. 
Department  of  the  Treasury. 
ACTION:  General  notice. 


SUMMARY:  Notice  is  hereby  given  that 
the  Secretary  of  the  Treasury,  pursuant 
to  section  641.  Tariff  Act  of  1930.  as 
amended  (19  U.S.C.  1641),  and  part  _ 
111.74  of  the  Customs  Regulations,  as 
amended  (19  CFR  111.74).  revoked  the 
individual  broker  license  no.  4063 
issued  to  Kenneth  A.  Anderson.  Jr.  This 
action  having  been  upheld  by  the 
United  States  Court  of  International 
Trade  (Court  No.  90-11-00617);  and, 
under  appeal,  by  the  Court  of  Appeals 
for  the  Federal  Qrcuit  (Appeal  No.  92- 
1444)  is  effective  as  of  November  28. 
1992. 

Dated:  lanuary  5, 1993. 
Thomu  P.  Banner, 

Acting  Deputy  Director.  Officeof  Trade 
Operations. 

[FR  Doc.  93-469  Filed  1-8-93;  8:45  am) 
BiuJNG  CODE  aafr-oa-M 


Office  of  Thrift  Supervision 

(AC-1:OTSN0.3404] 

Rrst  Federal  Savings  Banic  of 
Maryviile,  Maryviile,  IN;  Approval  of 
Conversion  Application 

Notice  is  hereby  given  that  on 
December  28. 1992.  the  Deputy 


Assistant  Director,  Corporate  Activities 
Division,  Office  of  Thrift  Supervision,  or 
her  designee,  acting  pursuant  to 
delegated  authority,  approved  the 
application  of  First  Federal  Savings 
Bank  of  Maryviile,  Maryviile.  Tennessee 
for  permission  to  convert  to  the  stock 
form  of  organization.  Copies  of  the 
application  are  available  for  inspection 
at  the  Information  Services  Division, 
Office  of  Thrift  Supervision.  1776  G 
Street.  NW..  Washington,  DC  20552.  and 
the  Central  Regional  Office,  Office  of 
Thrift  Supervision.  Ill  East  Wacker 
Drive.  Suite  800,  Chicago,  Illinois 

60601. 
Dated:  January  6, 1993. 
By  the  Office  of  Thrift  Supervision. 

Nadine  Y.  Washington, 

Corporate  Secretary. 

(PR  Doc.  92-552  Filed  1-8-92;  8:45  ami 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  of  meetings  publtehed  under 
the  "Govemnient  in  the  Sunshine  AcT  (Pub. 
L  94-409)  5  U.S.C.  552t>(e)(3). 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory  Commission 

Notice 

(January  6, 1993) 

The  following  notice  of  meeting  is 
published  pursuant  to  Section  3(a)  of 
the  Government  in  the  Sunshine  Act 
(Pub.  L.  No.  94-409),  5  U.S.C.  552b: 

DATE  AND  TIME:  January  13, 1993. 10  a.m. 

PUkCE:  825  North  Capitol  Street  NE., 
Room  9306,  Washington,  DC  20426. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  Agenda. 

*Note. — Items  listed  on  the  agenda  may  be 
deleted  without  further  notice. 

CONTACT  PERSON  FOR  MORE  MFORMATION: 
Lois  D.  Cashell,  Secretary,  Telephone 
(202)  208-0400.  For  a  recording  Usting 
items  stricken  from  or  added  to  the 
meeting,  call  (202)  208-1627. 

This  is  a  list  of  matters  to  be 
considered  by  the  Commission.  It  does 
not  include  a  listing  of  all  papers 
relevant  to  the  items  on  the  agenda; 
however,  all  public  docxmients  may  be 
examined  in  the  Reference  and 
Information  Center. 

Consent  Agenda — Hydro,  971at  Meeting — 
January  13, 1993,  Regnlar  Meeting  (10:00 
ajn.) 

CAH-1. 

Project  No.  8835-017,  Dewey  B.  Smith 
CAH-2. 
Project  No.  2614-018.  City  of  Hamilton, 
Ohio 
CAH-3. 
Project  Nos.  1953-006  and  008, 
Consolidated  Water  Power  Company 
CAH-4. 
Project  No.  1957-004.  Wisconsin  Public 
Service  Corporation 
CAH-5. 
Project  No.  11080-001.  Eagle  Mountain 
Energy  Company 
CAH-6. 

Omitted 
CAH-7. 
Project  No.  1417-042,  Central  Nebraska 

Public  Power  and  Irrigation  District 
Project  No.  1835-080,  Nebraska  Public 
Power  District 
CAH-8. 
Project  No.  7270-012.  Northern  Wasco 
County  People's  Utility  District 
CAH-9. 


Project  Nos.  2110-002,  2192-005.  2256- 
002  and  2S9(M)02,  Consolidated  Water 
Power  Company 
CAH-10. 
Project  No.  2523-002,  Wisconsin  Electric 
Power  Company 
CAH-11. 
Project  Nos.  9885-027, 032  and  033, 
Marysville  Hydro  Partners 

Conamt  Electric  Agenda 

CAB-1. 
Docket  No.  ER92-533-000,  Louisville  Gas 
and  Electric  Company 
CAE-2. 
Docket  No.  EL92-24-001.  The  Algoma 
Group  V.  Wisconsin  Public  Service 
Corporation 
CAB-3. 
Docket  No.  RM92-3-000,  Annual  Update 
of  Commission  Piling  Fees 
CAE-4. 
Docket  No.  EL92-22-000,  Qty  of  Lebanon. 
Ohio  v.  Cincinnati  Gas  &  Electric 
Company 
CAE-5. 
Docket  No.  EL92-42-000,  UNTTIL  Power 
Corporation  v.  Public  Service  Company 
of  New  Hampshire  and  Northeast 
Utilities 
CAE-6. 

Omitted 
CAB-7. 
Docket  No.  EL91-36-000,  Northeast 
Utilities  Service  Company 
CAE-8. 
Docket  No.  ER92-809-001,  Illinois  Power 
Company 
CAE-9. 
Docket  No.  EC88-2-009.  Utah  Power  ft 
Light  Company,  PacifiCorp,  and  PC/ 
UPftL  Merging  Corporation 

Consent  Miscellaneous 

CAM-1. 
Docket  No.  RM93-6-000,  Repeal  of  Certain 

Standards  of  Conduct  Provisions  in  Part 

3c 
CAM-2. 

(A)  Docket  No.  RO86-13-000,  Merit 
Petroleiun,  Inc. 

(B)  Docket  No.  RO87-6-000,  Petrade 
International,  Inc. 

(C)  Docket  No.  R088-1 1-000.  Port 
Petroleum,  Inc.,  Morris  M.  James.  T. 
Michael  Howell,  and  C  Geogory  Crafts 

P)  Docket  No.  R0d8-1-O00,  Leonard  O. 
Rice  d/b/a  Rice  Oil  Company  and  Rice- 
Lindquist,  Inc. 

Content  Oil  and  Gas  Agenda 

CAG-1. 

Omitted 
CAG-2. 

Docket  Nos.  TM93-2-24-000, 001  and  002, 
Equitrans,  Inc. 
CAG-3. 


Docket  Nos.  RP93-31-O00  and  CP88-328- 
000,  Transcontinental  Gas  Pipe  Line 
Corporation 
CAG-«. 

Omitted 
CAG-5. 
Docket  No.  TA92-1-28-008,  Panhandle 
Eastern  Pipe  Line  Company 
CAG-6. 

Docket  Nos.  RP92-215-000  and  001, 
Columbia  Gas  Transmission  Corporation 
CAG-7. 

Docket  Nos.  RP88-228-039,  040,  CP87- 
115-008,  009,  RP88-24»-009,  010, 
RP86-119-027,  030.  RP92-206-001. 
RP88-191-030.  RP89-30-006.  RP90- 
122-009.  RP91-167-008,  RP89-29-013, 
RPe9-149-009,  RP89-242-008,  CP89- 
470-006.  TA84-2-9-022,  TA85-1-9- 
014,  TA89-1-9-004.  TA90-1-9-008. 
TA91-1-4-006,  RP91-16-004,  005. 
CP87-103-011,  CP91-3135-005.  RP91- 
210-013  and  RP92-220-003.  Tennessee 
Gas  Pipeline  Company 
CAG-8. 
Docket  No.  RP92-132-008.  Tennessee  Gas 
Pipeline  Company 
CAG-9. 
Docket  No.  RP92-132-009,  Tennessee  Gas 
Pipeline  Company 
CAG-10. 
Docket  No.  RP92-165-007,  Trunkline  Gas 
Company 
CAG-11. 
Docket  Nos.  RP93-4-001  and  RS92-43- 
001,  Mississippi  River  Transmission 
Corporation 
CAG-12. 
Docket  No.  RP89-185-O07.  Panhandle 
Eastern  Pipe  Line  Company 
CAQ-13. 
Docket  Nos.  RP87-3(>-000  (Phase  11)  and 
RP90-69-000  (Phase  A),  Colorado 
Interstate  Gas  Company 
CAG-14. 
Docket  No.  RP91-143-000,  Great  Lakes  Gas 
Transmission  Limited  Partnership 
CAG-15. 
Docket  No.  RM87-17-004,  Natural  Gas 
Data  Collection  System 
CAG-16. 

Omitted 
CAG-17. 
Docket  No.  GP91-8-001,  Jack  J.  Grynbeig, 
Individually  and  as  General  Partner  for 
the  Greater  Green  River  Basin  Drilling 
Program:  72-73  v.  Rocky  Mountain 
Natural  Gas  Company,  a  division  of  KN 
Energy,  Inc. 
Docket  No.  GP91-10-001,  Rocky  Mountain 
Natural  Gas  Company  v.  Jack  J.  Grynberg, 
Individually  and  as  Genoral  Partner  for 
the  Greater  Green  River  Basin  Drilling 
Program:  72-73 
CAG-18. 
Docket  No.  GP89-54-000,  Amoco 
Production  Company 
CAG-19. 
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Docket  No.  RS92-«7-002.  TnuiswertBrn 
Pipeline  Company 
CAG-20. 
Docket  Nos.  RP93-5-002  and  RS92-6»- 
001.  Northwest  Pipeline  Corporation 
CAG-21. 
Docket  Nos.  RS92-60-005  and  RP92-214- 
003,  El  Paso  Natural  Gas  Compmy 

CAG-22. 
Docket  Nos.  CP93-57-000.  RS92-82-000 
and  CP92-1 89-001.  Superior  Offshore 
Pipeline  Company 
Docket  No.  CP93-47-000.  United  Gas  Pipe 

Line  Company 
Docket  No.  CP76-304-000, 
Transcontinental  Gas  Pipe  Line 
Corporation 
CAG-23. 

Docket  No.  CP92-504-001.  Arkla  Energy 
Resources,  a  Division  of  Arkla.  Inc.  and 
Arkla  Energy  Resources  Company 
CAG-24. 
Docket  No.  CP92-498-001.  Trunkllne  Gas 
Company 
CAG-25. 
Docket  No.  CP90-21 55-001.  Southern 
Natural  Gas  Company 
CAG-26. 
Docket  No.  CP9O-1249-001.  Colorado 
Interstate  Gas  Company 
CAG-27. 
Docket  No.  CP92-441-001,  National  Fuel 
Gas  Supply  Corporation  and  Tennessee 
Gas  Pipeline  Company 
CAG-28. 

Omitted 
CAG-29. 

Docket  No.  CP92-472-001.  Equitrans.  Inc. 
CAG-30. 

Omitted 
CAG-31. 

(A)  Docket  Nos.  CP89-80O-000  and  001. 
Panhandle  Eastern  Pipe  Line  Company 

(B)  Docket  No.  CP92-1 90-000.  Panhandle 
Eastern  Pipe  Line  Company 

Docket  No.  CP92-203-0O0,  KN 
WattenbuTgh  Transmission  Limited 
Liability  Company 
Docket  No.  CP92-208-000.  KN  Front 
Range  Gathering  Company 
CAG-32. 

Omitted 
CAG-33. 

Omitted 
CAG-34. 
Docket  No.  CP92-351-000,  William* 
Natural  Gas  Company 


Docket  No.  CP92-41&-000.  Trident  NGL. 
Inc.  and  Oryx  Energy  Company 
CAG-35. 
Docket  No.  CP89-216S-002,  Algonquin 
Gas  Transmission  Company 
CAG-36. 
Docket  No.  RM90-7-003.  Revisions  to 
Regulations  Governing  Transportation 
under  SecUon  311  of  the  Natural  Ga« 
Policy  Act  of  1978  and  Blanket 
Transportation  Certificates 
Docket  Nos-  CP93-1 1-000  and  CP93-83- 
000.  El  Paso  Natural  Gas  Company 
CAG-37. 
Docket  Nos.  CP92-44-000  and  001 ,  El  Paso 
Natural  Gas  Company 
CAG-38. 

Docket  No.  CP92-273-000.  West  Texas 
Gas,  Inc. 
CAG— 39. 
Docket  No.  CP92-592-000,  United  Gas 
Pipe  Line  Company 
CAG-40. 
Docket  No.  CP91-2904-O00,  Mississippi 
River  Transmission  Corporation 
CAG-41. 
Docket  Nos.  RP88-259-060.  059,  CP89- 
1227-000.  RP90-124-000,  RP90-161- 
000.  RP92-228-O00  and  RP92-1-008, 
Northern  Natural  Gas  Company 
CAG— 42. 
Docket  Nos.  RP91-187-007,  CP91-2448- 
000  and  FA91-23-001,  Florida  Gas 
Transmission  Company 

Hydro  Agnada 

H-1. 
Reserved 

Electric  Agenda 

E-1. 
Docket  No.  ER92-280-000,  Public  Service 
Electric  and  Gas  Company.  Order  on 
transmission  rate  filing. 
E-2. 
Docket  Nos.  ER92-317-001  and  ER92- 
456-001,  Public  Service  Company  of 
Colorado.  Order  on  rehearing  regarding 
transmission  rate  filing. 
E— 3 
Docket  Nos.  BC92-21-000  and  ER92-806- 
000,  Entergy  Services,  Inc.  and  Gulf 
States  Utilities  Company.  Order  on  rate 
filing  and  request  far  merger 
authorization. 
E-4. 
Omitted 


AgBDd* 

M-1. 

Reserved 

Oil  and  Gaa  Agenda 

/.  Pipeline  Rate  Matters 

PR-1. 

(A)  Docket  No.  RP91-143-005.  Great  Lakes 
Gas  Transmission  Limited  Partnership. 
Order  on  rehearing. 

(B)  Docket  Nos.  RP89-1 86-008  and  RP90- 
20-005,  Great  Lakes  Gas  Transmission 
Limited  Partnership.  Order  on  rehearing. 

//.  nestructuring  Matters 

RS-1. 
Docket  No.  RS92-11-000,  Texas  Eastern 
Transmission  Corporation.  Order  on 
Order  No.  636  compliance  filing. 

ni.  Pipeline  Certificate  Matters 

PC-1. 
Docket  Nos.  CP92-184-000  and  001.  Texas 

Eastern  Transmission  Corporation 
Docket  Nos.  CP92-185-000  and  001, 
Algonquin  Gas  Transmission  Company. 
Application  to  construct  facilities  and  to 
provide  firm  transportation  for  six 
shippers. 
PC-2. 
Docket  Nos.  CP91-732-003  and  CP88- 
332-024,  Indicated  Shippers  v.  El  Paso 
Natural  Gas  Company.  Order  on 
rehearing. 
PC-3. 
Docket  No.  CP80-34-009,  Panhandle 

Eastern  Pipe  Line  Company 
Docket  No.  CP80-35-009,  Colorado 
Interstate  Gas  Company.  Application  to 
amend  existing  exchange/transportation/ 
sales  agreement. 
PC-4. 
Docket  Nos.  CP92-182-O00, 001  and  002, 

Florida  Gas  Transmission  Company 
Docket  No.  CP92-415-000, 
Transcontinental  Gas  Pipe  Line 
Corporation  and  Florida  Gas 
Transmission  Company.  Application  to 
construct  Phase  III  facilities  and 
application  for  expansion  of  Mobile  Bay 
facilities. 
Linwood  A.  Watson,  |r.. 
Acting  Secretary. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  72, 73, 75, 77  and  78 
[FRL-454»-«] 

Acid  Rain  Program:  General 
Provisions  and  Permita,  Allowance 
System,  Continuous  Emissions 
Monitoring,  Excess  Emissions  and 
Adminiatratlve  Appeala 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACnow:  Final  rule. . 

SUMMARY:  Title  IV  of  the  Clean  Air  Act 
(the  Act),  as  amended  November  15, 
1990,  requires  the  Environmental 
Protection  Agency  (EPA  or  Agency)  to 
establish  an  Acid  Rain  Program  to 
reduce  the  adverse  effects  of  acidic 
deposition.  To  implement  this  statutory 
mandate,  the  Acid  Rain  Program 
requirements  will  be, codified  in  seven 
regulations.  This  action  delineates  all  or 
portions  of  five  final  regulations  that 
were  initially  proposed  December  3, 
1991:  General  Provisions  and  Permits: 
the  Allowance  System;  Continuous 
Emissions  Monitoring:  Excess  Emissions 
Penalties:  and  Administrative  Appeals. 
(The  administrative  appeals  procedures 
were  originally  proposed  as  a  subpart  of 
the  permits  rule;  EPA  has  decided  to 
remove  it  from  part  72  and  place  it  in 
a  separate  part  78.) 

In  addition  to  the  final  rules,  this 
action  includes  a  brief  overview  of  the 
acid  rain  problem,  summaries  of  major 
provisions  of  the  proposed  rules,  the 
public's  comments  on  these  proposals, 
and  summaries  of  the  major  changes 
that  have  been  made  in  this  final  rule. 
DATES:  These  rules  become  effective 
February  10, 1993.  The  incorporation  by 
reference  of  certain  pubUcations  listed 
in  the  regulations  is  approved  by  the 
Director  of  the  Federal  Register  as  of 
February  10, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Brian  McLean,  Director,  Acid  Rain 
Division  (6204J),  U.S.  Environmental 
Protection  Agency,  401  M  Street,  SW., 
Washington,  DC  20460.  (617)  674-7377. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Background 

The  burning  of  fossil  fuels, 
particularly  coal  and  oil,  releases 
emissions  of  sulfur  dioxide  (SO2)  and 
nitrogen  oxid'>  (NO,)  into  the 
atmosphere.  Once  in  the  air,  SO2  and 
NO,  may  undergo  various  chemical 
reactions,  resulting  in  transformation  of 
the  emissions  into  sulfates,  nitrates, 
sulfuric  acid  and  nitric  acid.  These 
compounds  can  fall  to  earth  near  the 
emission  sources  of  SO2  and  NO,  or  be 


transported  hundreds  of  miles.  Referred 
to  as  acidic  deposition  or  acid  rain, 
these  compounds  can  be  either  dry 
(gases,  aerosols,  and  particles)  or  wet 
(precipitation  such  as  rain,  fog,  or 
snow).  SO2.  and  NO,  emissions  and 
their  byproducts  damage  ecosystems 
and  man-made  materials,  are  suspected 
of  posing  a  threat  to  human  health  at 
current  levels,  and  reduce  visibility. 

Of  the  approximately  23  milhon  tons 
of  SO2  ana  19  million  tons  of  NO, 
emitted  annually  &t)m  all  sources  in  the 
United  States  in  1985,  about  16  million 
tons  of  SO2  and  7  million  tons  of  NO, 
were  emitted  by  electric  utilities.  Title 
IV  of  the  Act  requires  EPA  to  esUblish 
an  Acid  Rain  Program  and  a  national 
emissions  cap  of  8.95  million  tons  per 
year  on  electric  utility  SO2  emissions  to 
be  implemented  in  two  phases.  Phase  I 
(beginning  in  1995)  requires  the  110 
highest-emitting  utility  plants  to  meet 
an  intermediate  SO2  emissions 
limitation.  By  the  year  2000  (in  which 
Phase  II  begins)  virtually  all  other  utility 
units  with  output  capacity  greater  than 
25  megawatts  and  all  new  utility  units 
will  be  required  to  meet  emissions 
limitations  as  well.  Total  annual  SO2 
emissions  will  be  reduced  by  10  million 
tons  below  1980  levels  beginning  in  the 
year  2000,  a  reduction  of  total  SO2 
emissions  of  approximately  40%.  Title 
IV  also  requires  that  certain  coal-fired 
electric  utility  boilers  reduce  their 
emissions  of  NO,  through  installation  of 
low  NO,  burner  technologies  at  the 
same  time  they  are  required  to  comply 
with  the  SO2  limitations.  However, 
these  rules  do  not  address  the  NO, 
reduction  provisions  of  the  Act. 

The  centerpiece  of  the  Acid  Rain 
Program  is  a  unique  trading  system  in 
which  allowances  (each  authorizing  the 
emission  of  up  to  one  ton  of  SO2)  are 
bought  and  sold  at  prices  determined  in 
a  free  market.  Existing  utility  sources 
are  allocated  allowances  based  on  their 
historic  fuel  use  and  the  emissions 
limitations  specified  in  the  Act.  Utility 
units  are  required  to  limit  SO2 
emissions  to  the  number  of  allowances 
they  hold,  but  since  allowances  are  fully 
transferrable,  utilities  may  meet  their 
emissions  control  requirements  in  the 
most  cost-effective  manner  possible.  For 
instance,  a  utility  may  decide  to  (1) 
switch  to  a  lower  sulfur  fuel,  (2)  install 
flue  gas  desulfurization  equipment 
(scrubbers)  and  bank  unused  allowances 
or  sell  them  to  other  utilities/ 
individuals,  (3)  forego  emissions   , 
reductions  and  buy  additional 
allowances  (if  necessary)  or  (4) 
implement  energy  efficiency  measiu«s 
at  the  plant  or  by  encouraging  customers 
to  undertake  them.  Other  ofrtions  and 
combinations  of  options  are  possible. 


providing  an  unusually  high  degree  of 
flexibility  for  affected  sources  to  comply 
with  the  law.  The  procedures  for 
transferring  and  tracking  allowances  are 
codified  in  40  CFR  part  73. 

In  order  to  operate,  each  affected 
source  must  apply  for  a  permit  in  which 
the  source  certifies  that  it  will  hold  a 
sufficient  number  of  allowances  to  cover 
its  SO2  emissions,  and  specifies  the 
source's  planned  method  of  compliance. 
The  permit  regulation  is  codified  in  40 
CFR  part  72. 

In  order  to  ensure  that  source 
compliance  results  in  achieving 
nationally  mandated  reductions  in  SOj 
and  NO,  emissions,  each  affected  source 
must  install  a  system  to  continuously 
monitor  the  emissions  and  to  collect, 
record,  and  report  emissions  data.  The 
continuous  emissions  monitoring  rule  is 
codified  in  40  CFR  part  75. 

If  an  affected  unit  exceeds  its 
emissions  limitation  for  either  SO2  or 
NO,,  the  Aci  requires  the  affected 
source  to  pay  penalties  and,  for  SO2.  to 
submit  a  plan  detailing  how  the  excess 
SO2  emissions  will  be  offset  and  when. 
These  requirements  act  as  a  strong 
incentive  for  compliance  with  the 
mandated  emissions  reductions  of  the 
Acid  Rain  Program.  Excess  emissions 
penalty  requirements  are  codified  in  40 
CFR  part  77. 

Finally,  should  there  be  disputes  over 
decisions  by  the  Administrator 
regarding  any  aspect  of  the  Acid  Rain 
Program,  administrative  appeals 
pro^dures  are  defined  in  40  CFR  part 
78. 

II.  Acid  Rain  Rulemaking  Overview 

Prior  to  the  publication  of  the 
proposed  acid  rain  regulations,  EPA 
solicited  comments  and  ideas  from 
many  individuals  and  organizations  that 
would  be  affected  by  such  rules.  The 
Acid  Rain  Advisory  Committee  (.\RAC) 
was  formed  for  that  purpose,  and 
included  44  members  representing 
various  stakeholder  groups,  including 
utilities,  emissions  control  equipment 
vendors,  State  Public  Utility 
Commissioners,  academicians,  coal 
companies.  State  air  pollution  control 
agencies,  labor,  and  environmental 
groups.  In  addition  to  the  Committee 
members,  hundreds  of  people  attended 
the  six  ARAC  public  meetings  and 
participated  in  varying  degrees  in  the 
discussions.  Input  from  these 
stakeholders  and  others  was  extremely 
helpful  in  drafting  the  proposed  acid 
rain  rules. 

To  date,  the  Agency  has  proposed 
three  rulemaking  padcages  pursuant  to 
title  IV  of  the  Act  and  finalized  one.  The 
first,  proposed  on  May  23, 1991  and 
finalized  December  17, 1991.  was 
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subpart  E  of  40  CFR  part  73  which 
governs  the  auction  and  sale  of 
allowances  under  the  Add  Rain 
Program.  Recently,  on  July  7. 1992, 
subparts  B  and  G  of  40  CFR  part  73  were 
proposed  for  public  comment.  These 
subparts  address  the  allocation  of 
allowances  to  electric  utilities  and  small 
diesel  refineries. 

The  most  extensive  of  the  add  rain 
proposals  (hereafter  referred  to  as  the 
"core  rules")  were  proposed  in  the 
Federal  Register  on  December  3, 1991. 
That  proposal  addressed  the  add  rain 
I>ennitting  procedures  for  electric 
utilities,  including  administrative 
appeals  (part  72);  the  operation  of  the 
allowance  system,  including  the 
conservation  and  renewable  energy 
reserve  (subparts  A.  C,  D,  and  F  of  part 
73);  installation  and  operation  of 
continuous  emission  monitors  (part  75); 
and  penalty  procedures  if  emissions 
exceed  allowances  held  or  emissions 
limitations  (part  77).  The  core  rules  are 
finalized  in  today's  rulemaking. 

Between  January  6  and  10, 1992,  EPA 
conducted  public  hearings  in 
Washington,  DC,  Chicago,  and  San 
Francisco  on  the  core  rules.  Testimony 
was  given  by  33  individuals, 
representing  industry,  State  regulatory 
organizations,  and  environmental 
groups.  A  full  record  of  both  written  and 
oral  comment  is  available  in  the  EPA 
docket  on  this  rulemaking. 

During  the  public  comment  period, 
which  closed  on  February  12, 1992,  the 
Agency  received  3249  letters, 
documents,  and  telephone 
communications  from  a  wide  variety  of 
interested  parties.  The  general  public 
submitted  2576  letters;  private  industry, 
434;  local  governments,  131;  state 
agencies  and  governors,  42;  Congress, 
32;  and  environmental  groups,  31. 
These  commimications  contained  over 
7800  individual  comments  focused  on 
over  850  major  and  minor  issues. 
Approximately  80%  of  the  comments 
were  focused  on  14  major  issue  areas. 
These  issue  areas  are  addressed  in  the 
preamble  that  follows,  along  with  other 
issues  that  received  feww  comments  but 
are  judged  by  the  Agency  to  be  of 
sufficient  importance  to  discuss  here. 
All  public  comments  and  the  Agency's 
response  to  each  are  available  at  the 
docket  established  for  this  rule  at  EPA 
Headquarters,  Air  Docket,  room  M- 
1500, 1st  floor,  401  M  Street,  SW., 
Washington,  DC,  20460,  between  the 
hours  of  8:30  a.m.  and  noon,  and  1:30 
p.m.- to  3:30  p.m..  Monday  through 
Friday. 

Structural  Changes  to  Today's  Rules 

Althou^  the  final  rules  published  in 
today's  notice  remain  consistent  in 


contentand  relatively  similar  in  form 
with  those  proposed  in  Decembo'  1991. 
some  structural  changes  have  been 
made  to  improve  the  cogency  and 
general  readability  of  the  rutos.  In 
drafting  the  final  rules.  B'A  has 
endeavored  to  simplify  and  streamline 
the  text  wherever  possible;  sections 
have  been  relocated  to  improve  the  flow 
of  information,  redundancies 
eliminated,  and  many  sections  rewritten 
to  enhance  clarity.  Kiajor  changes  are 
noted  below.  More  spedfic  structural 
changes  that  are  unique  to  each  rule  are 
addressed  in  the  preamble  section  for 
that  rule. 

Definitions  and  Abbreviations 

The  proposed  rules  included 
definitions  and  abbreviations  sectioas 
and  other  general  provisions  within  the 
body  of  each  part.  This  resulted  in  both 
redundancies  and  inconsistendes  across 
rules.  In  response  to  public  comment  on 
this  issue,  the  Agency  has  placed  all 
definitions,  abbreviations.  State  and 
Federal  authorities,  and  other  general 
provisions  for  parts  72-78  in  subpart  A 
of  part  72. 

EPA  has  also  revised  a  number  of 
term  definitions  to  improve  clarity, 
others  whose  meanings  were  analogous 
to  common  English  usage  have  been 
deleted.  Some  definitions  have  been 
removed  because  they  explain  terms 
that  were  more  appropriately  delineated 
in  substantive  i}ortions  of  the  rules. 
Composite  term  definitions  that 
incorporate  expressions  defined 
separately  have  been  eliminated,  as  well 
as  definitions  of  terms  no  longer  used  in 
the  rules. 

All  of  these  steps  are  intended  to  ease 
the  task  of  referencing  and 
understanding  terms  for  the  reader  and 
ensure  that  term  definitions  are  now 
consistent  across  all  rules.  Changes 
made  to  individual  terms  based  on 
public  comment  cm  the  term  itself,  on 
issues  that  impad  the  term,  or  new 
terms  and  definitions  suggested  by  the 
public,  are  discussed  in  the  appropriate 
sedion  of  the  preamble. 

Opt-ins  Provisions 

The  proposed  core  rules  contained 
various  provisions  concerning  opt-in 
sources  under  section  410  of  the  Ad. 
Because  the  Agency  is  still  developing 
regulations  on  opt-ins,  virtually  all 
provisions  and  references  to  opt-ins 
have  been  removed  in  the  final  rule. 
These  mattera  will  be  addressed  in 
upcoming  rulemakings. 

Appeals  Procedures 

The  proposed  core  rules  included  an 
appeals  section  in  part  72  that  applied 
only  to  permits.  Piiblic  comment  was 


specifically  solicited  to  determine  if  a 
broader  appeals  process  located  in  a 
separate  part  would  enhance  the  Add 
R£un  Program  core  regulations.  In 
response  to  comments  affirming  the  idea 
of  both  a  separate  and  broadened  rule  to 
address  appeals  Issues,  part  72,  subpart 
H,  has  been  revised  and  relocated  to 
part  78.  This  rule  now  addresses 
administrative  appeals  procedures  for 
the  entire  Add  Rain  Program. 

Forms 

In  the  proposed  core  rules,  EPA 
introduced  the  concept  of  using 
standard  forms  to  submit  required 
applications  and  to  report  data  and 
inlormation  for  all  parts  of  the  Add 
Rain  Program.  EPA  proposed  a  number 
of  forms  for  the  regulated  community  to 
use  in  submittals  regarding  allowance 
transactions,  compliance  plans,  and 
continuous  emission  monitors.  The 
primary  rationale  for  including  these 
forms  in  the  proposal  was  to  solidt 
public  comment  on  the  overall  forms 
approach  to  information  transfer  and  to 
gather  opinion  on  spedfic  data  elements 
requesteid  on  the  forms.  During  the 
public  comment  period,  EPA  also  held 
a  special  public  meeting  regarding  these 
forms  to  obtain  additional  feedback. 

The  Agency  received  many  public 
comments  supporting  the  concept  of 
standard  form  utilization;  none  received 
were  opposed  to  the  recomnriendation. 
Commentere  indicated  that  the  forms 
and  instructions  were  generally  sound 
as  proposed,  but  numerous  specific 
recommendations  were  offered 
suggesting  how  forms  and  instructions 
could  be  improved  to  eliminate 
redundancy  and  increase  clarity  and 
consistency.  Some  commenters  stated 
that  improved  versions  of  the  forms 
could  be  developed  as  experience  is 
gained  through  their  use.  Other 
commenters  questioned  the  need  and 
usefulness  of  some  data  elements,  and 
pointed  out  that  some  of  the  information 
requests  by  EPA  were  "nice-to-know" 
information  or  data  that  the  Agency 
already  had  in  its  possession.  Comments 
-about  data  elements  were  carefully 
considered  as  the  final  substantive 
sedions  of  today's  rule  were  developed, 
and  are  discussed  throughout  the 
preamble,  as  appropriate. 

As  in  December's  proposed  rule,  EPA 
will  itemize  in  the  final  rule  each  of  the 
information  and  data  elements  that  must 
be  submitted  by  the  owners  and 
operators  of  an  affeded  source  to  a 
permitting  authority.  While  spedfic 
forms  are  not  part  of  the  rule,  form 
content  will  continue  to  be  governed  by 
the  rule,  which  enumerates  information 
requirements. 
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Commentera  and  EPA  agreed  that 
forms  should  be  removed  from  the  final 
rule.  Not  doing  so  would  mean  even 
simple  revisions  to  forms  would  require 
rule  changes.  Since  many  of  these  forms 
will  be  used  throughout  the  life  of  the 
program  (and  some  not  utilized  until 
Phase  n),  the  opportimity  to  easily 
incorporate  the  experiences  of  Phase  I 
permit  issuances  could  significantly 
benefit  implementation  of  the  Add  Rain 
Program  in  Phase  II.  Commenters  also 
stressed  that  future  developments  in  the 
field  of  electronic  reporting  would  more 
easily  be  incorporated  into  the  program 
if  forms  were  not  made  a  part  of  the 
rulemaking. 

No  later  than  the  effective  date  of  this 
rule,  EPA  will  direct  mail  packages  of 
standard  forms  to  the  owners  of  all 
Phase  I  sources.  These  packages,  with 
instructions,  contain  permit  forms, 
monitoring  plan  forms,  and  certificates 
of  representation.  The  certificates  of 
representation  will  be  sent  to  owners  of 
Phase  n  sources  in  the  event  they  wish 
to  certify  their  representative  now. 
Owners  and  operators  are  encouraged  to 
certify  as  soon  as  possible  in  order  to 
fully  participate  in  allowance  activities 
such  as  auction  and  sale  (see  the 
Discussion  of  Changes  to  part  73  for 
further  discussion).  The  form  for  an 
application  for  a  Phase  I  extension  will 
be  sent  to  those  owners  who  have 
indicated  interest  in  this  compliance 
option.  Any  other  interested  party  may 
obtain  the  packages  of  forms  and 
instructions  by  calling  the  Add  Rain 
Hotline. 

The  preamble  that  follows  outlines 
the  major  changes  that  the  proposed 
rules  have  undergone  since  their 
publication  in  December  1991  and 
discusses  public  comment. 

ni.  Changes  to  Part  72— Permits 

A.  Structural  Changfis 


(1)  Introduction 

EPA  received  a  large  number  of  pubUc 
comments  regarding  part  72.  The 
general  thrust  of  many  of  these  was  that 
the  proposed  rule  needed  to  be  simpler 
and  more  coherent.  In  response  to  these 
suggestions,  EPA  has  made  many 
revisions  to  part  72  that  are  designed  to 
enhance  readability  and  understanding. 
Because  a  substantial  number  of  the 
changes  made  to  this  rule  are  structural 
and  not  substantive,  the  preamble 
addressing  part  72  is  divided  into  two 
sections,  the  first  summarizing 
structural  changes  (streamlining  efforts, 
relocations  of  sections,  deletions,  etc.) 
and  the  second  addressing  substantive 
revisions  made  to  the  rule. 


(2)  General  Provisions 

The  general  provisions  section  in 
proposed  8ubp>art  A  of  part  72,  which 
formerly  applied  only  to  the  permits 
rule,  has  been  modified  and  now 
applies,  for  the  most  part,  to  the  entire 
Acid  Rain  Program.  Provisions 
regarding  Add  Rain  Program 
definitions,  measurements, 
abbreviations  and  acronyms,  federal 
authority,  state  authority,  applicabiUty. 
standard  requirements.  availabiUty  of 
information,  and  computation  of  time 
that  were  located  in  various  places  in 
the  proposed  rule  have  been 
consolidated  and  are  now  induded 
under  this  subpart.  This  modification 
promotes  consistency  among  the  parts 
of  the  rule  and  eUminates  unwarranted 
redundancies. 

(3)  Definitions 

Definitions  for  the  Add  Rain  Program 
have  been  combined  into  a  single 
definitions  section  (§  72.2)  for  40  CFR 
parts  72,  73,  75,  77,  and  78.  Some 
definitions  have  also  been  revised  to 
enhance  the  clarity  of  the  regulatory 
text.  Terms  whose  definitions  did  not 
differ  from  common  English  usage  (e.g., 
"calendar  year")  have  been  deleted. 
Conversely,  some  terms  whose 
definitions  include  a  common  meaning 
but  that  possess  spedfic  connotations 
regarding  the  Acid  Rain  Program  have 
been  clarified  or  removed  fitjm  the 
definitions  sedion  when  the  textual 
context  of  the  rule  suffices  in  conveying 
the  meaning  of  the  term. 

A  number  of  definitions  have  also 
been  eliminated  or  streamlined  because 
they  articulated  substantive 
requirements  that  were  more 
appropriately  denoted  in  pertinent 
sedions  of  the  rules.  Definitions 
redundant  with  substantive  provisions 
of  the  rules  have  been  deleted.  The 
following  table  lists  terms  removed  from 
the  proposed  rules  glossary  and.  where 
applicable,  their  location  within  the  text 
of  the  final  rules. 


Continuous §72.2  (definitions  of 

CEMSaCOMS) 

Control  unit Stremnllned  defini- 
tion, tee  also 
$72.42 
Streamlined  defini- 
tion, see  also 
$72.20 
$$72.61  and 
72.72(b)(1) 


Designated  represent- 
ative. 

Determination  of 
completeness. 


Add  rain  compli- 
ance option. 

Acid  Rain  permit  ap- 
plication. 

Administrative  per- 
mit amendment. 

Alternate  autliorized 
account  represent- 
ative. 

Alternate  designated 
representative. 

Applicable  require- 
ment of  the  Act. 

Approved  compli- 
ance plan. 

Automatic  permit 
amendment. 

Complete  permit  ap- 
plication. 


part  72.  subpart  D 
part  72,  subpart  C 
part  72,  subpart  H 
$  73.33(d) 

$72.22 

Title  V,$  70.2 

part  72,  subpart  D 

part  72,  subpart  H 

$72.50 


Dual  span  system part  75 

Energy  conservation      S$  72.43  and  73.81 


measure. 

Fast  track  modifica- 
tion. 

First-ln,  first-out  ac- 
counting iMsis. 

Load  management  .., 

Monitor  data  avail- 
ability. 

Non-utility  unit section  402(25)  of 

the  Act 


part  72,  subpart  H 

$  73.35(c)(2) 

$73.81(bM4) 
part  75 


Path  continuous 
emission  monitor- 
ing system. 

Permit  modification  . 

Phase  I  extension 
unit. 

Proposed  compliance 
plan. 

Ranking  application  . 

Reduced  utilization 
through  energy 
conservation. 

Reduced  utilization 
through  improved 
unit  efficiency. 

Renewable  energy 
generation. 

Renewable  energy 
input. 

Repowering  exten- 
sion penod. 

Sulfur-tree  generator 


part  75 


part  72,  subpart  H 
part  72.  subpart  D 

part  72.  subpart  D 

$72.42 
$72.43 


$72.43 


$  73.81(c) 

$  73.82(a)  (12)  and 

(13) 
$73.44 

$  72.2  (definition  of 
sulfur-free  genera- 
tion) 
part  73,  subpart  D 
part  73,  subpart  D 
part  73,  subpart  D 


$72.42  and  part  75 


Transferee  account  . 

Transferror  account 

Transferror  unit  ac- 
count. 

Uncontrolled  emis- 
sions rate. 

Use  allowances $73.35 

The  definitions  portion  of  the  final 
rules  no  longer  includes  separate 
definitions  for  terms  that  are  composites 
of  separately  defined  terms.  For 
example,  the  proposed  definition  for 
"existing  affeded  unit"  was  deleted 
ttom  the  final  rule  since  the  terms 
"existing  unit"  and  "affeded  tmit"  are 
defined  se{>arately. 

One  commenter  asked  that  the  rules 
include  all  statutory  definitions 
applicable  to  the  Program.  Although 
8oiut»s  should  continue  to  refer  to  those 
definitions,  S  72.2  lists  statutory 
definitions  only  for  those  statutwy 
terms  utilized  within  the  rules. 

Some  rule  and  terminology  revisions 
have  necessitated  the  redefinition  of 
certain  terms.  For  example,  the  term 
"Phase  I  affeded  tmit"  has  been  revised 
to  read  'Thase  I  unit"  throughout  the 


sedion  wai 
requiremen 
have  been  i 
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rules  since  all  Phase  I  units  are  a£EBCted 

units. 

(4)  Deletions  and  Relocations 

A  number  of  the  provisions  proposed 
in  this  subpart  have  been  deleted  or 
moved  to  other  sections.  For  example, 
the  provisions  of  the  prohibitions  (§  72.8 
in  the  proposed  rule)  and  signatory 
requirements  (§  72.9  in  the  proposed 
rule)  sections  are,  for  the  most  part,  now 
located  in  §  72.9  (standard 
requirements),  §  72.20  (authorization 
and  responsibilities  of  the  designated 
representative),  and  §  72.21 
(submissions)  of  this  rule. 

(a)  Common  stacks.  Section  72.50  of 
the  proposed  rule  described  special 
provisions  for  units  with  common 
stacks.  Because  common  stacks  are  also 
addressed  in  part  75  of  this  chapter,  this 
section  was  deleted  from  part  72; 
requirements  that  are  not  redundant 
have  been  incorporated  into  the 
common  stack  provisions  of  part  75. 
The  portion  of  the  preamble  covering 
part  75  discusses  public  comment  on 
and  changes  made  to  the  common  stack 
provisions  of  that  rule. 

(b)  Appendices  A&B.  Part  72  as 
proposed  contained  two  lists  of  affiected 
units:  Proposed  Appendix  A  (which 
listed  all  Phase  I  units,  had  a  blank 
column  for  their  Phase  I  allocations,  and 
stated  the  units'  1988  and  1989  SOj 
emissions)  and  proposed  Appendix  B 
(which  catalogued  Phase  11  units  and 
allocations).  Both  have  been  removed 
from  the  rule. 

Proposed  Appendix  A  was  removed 
because  the  list  of  Phase  I  units  and 
their  allocations  has  now  been 
promulgated  in  Table  1  of  §  73.10(a)  of 
this  chapter  with  some  corrections.  In 
addition,  some  commenters  objected  to 
the  figures  for  1988  and  1989  SO2 
emissions.  Those  Bgures  are  needed 
only  for  those  Phase  I  units  involved  in 
a  Phase  I  extension  plan  and.  under  the 
final  rule,  must  be  submitted  as  part  of 
the  early  ranking  application  or  Phase  I 
extension  plan.  Comments  concerning 
1988  and  1989  SO2  emissions  are 
addressed  in  section  B(5)(cKii)  of  the 
part  72  preamble,  and  any  remaining 
comments  on  proposed  Appendix  A 
will  be  addressed  in  the  rulemaking  on 
subpart  B  of  part  73  of  this  chapter. 

Proposed  Appendix  B  was  removed 
from  the  final  rule  because  a  large 
number  of  requests  for  revisions  to 
proposed  Appendix  B  were  received.  A 
more  comprehensive  and  accurate  list  of 
existing  Phase  II  units  and  allocations 
was  proposed,  and  will  be  finalized,  in 
Table  2  of  subpart  B  of  part  73.  All 
com.ments  on  the  inclusion  or  exclusion 
of  specific  units  in  proposed  Appendix 
B  will  be  considered  in  that  rulemaking. 


See  57  FR  29940. 29965-30024,  July  7. 
1992. 

It  should  be  noted  that  the  final  rule 
contains  new  appendices  that  are 
unrelated  to  proposed  Appendices  A 
and  B.  Final  App«adix  A  contains  the 
methodology  for  annualizing  emissions 
limitations.  Final  Appendix  B  contains 
the  methodology  for  converting  SO3 
emissions  limitations  to  Ib/mmBtu. 
Final  Appendix  C  contains  the 
methodology  for  calculating  annual 
tonnage  of  SO2  emissions.  The 
methodologies  in  these  final  appendices 
are  from  the  NADB  Version  2.1 
Technical  Support  Document 

Ic)  Reproposals.  EPA  has  determined 
that  further  consideration  is  needed  in 
order  to  properly  draft  some  provisions 
originally  prop<«ed  in  the  applicability 
portion  of  the  rule.  These  provisions 
concern  cogeneration  units,  new 
independent  power  production 
facilities,  and  quaUfying  fadUties.  The 
reproposals  were  included  in  the 
proposed  rules  for  allowance  allocations 
and  reserves  (parts  72  and  73).  See  57 
FR  29940,  29944-47  July  7, 1992. 

The  reproposed  provisions  will  be 
incorporated  into  this  part  when 
promulgated  in  final  form.  Public 
comments  received  in  response  to  the 
December  3, 1991  proposal  will  be 
addressed  in  the  final  rulemaking  for 
these  provisions. 

(d)  Addresses.  Addresses  for 
submissions  to  the  Add  Rain  Program 
have  been  eliminated  fmtn  the  rule  so 
that  changes  to  the  addresses  will  not 
require  a  rule  change.  Appropriate 
addresses  for  submissions  will  be 
communicated  in  guidance,  forms 
packages,  or  separate  Federal  Register 
notices  as  the  need  arises.  EPA 
headquarters  and  regional  addresses  are 
listed  and  updated  in  40  CFR  1.7. 

(5)  Combined  Subparts  and  Sections 

EPA  has  removed  two  subparts  of 
proposed  part  72.  As  mentioned  in  the 
overview,  subpart  H  (appeals)  has  been 
removed  and  is  now  part  78.  In 
addition,  the  provisions  of  proposed 
subparts  F  and  G  have,  in  large  part, 
been  combined  in  the  final  rule  in 
subpart  F.  This  should  not  be 
interpreted  as  a  substantive  change 
since  both  proposed  subparts  addressed 
essentially  the  same  subject,  i.e.,  federal 
permit  issuance  procedures  in  Phase  I. 
All  procedures  for  issuance  or  denial  of 
a  Phase  I  Acid  Rain  permit  are  now 
located  in  subpart  F  of  the  final  rules. 
Some  of  the  few  requirements  that  were 
not  redundant  have  been  moved  to  other 
sections  in  subpart  A  or  subpart  C  of  the 
final  rule. 

Prof>osed  subpart  I  has  been  renamed 
subpart  G.  but  still  governs 


implementation  of  Phase  II  of  the  Add 
Rain  Program.  Subpart  G  sets  out 
criteria  for  State  operating  permit 
program  approval  under  title  V  of  the 
Act,  which  augment  or  replace  critwia 
set  forth  at  40  CFR  part  70. 

Proposed  subpart  J  is  now  subpart  H. 
In  addition  to  clarifying  and 
streamlining  changes,  two  major 
substantive  rfumges  have  been  made  to 
proposed  subpart  J.  First,  the  Agency 
has  eliminated  proposed  Option  1  imder 
the  fast-track  modification  procedure 
from  the  final  rule.  Second,  the  Agency 
has  eliminated  the  requirement  that 
notice  be  given  to  interested  persons  of 
all  administrative  amendments  that 
occur  under  the  Acid  Rain  Program. 

Proposed  subpart  K,  rmamed  subpart 
I  in  the  final  rule,  still  describes 
compliance  certifications  that  a 
designated  representative  must  submit 
for  each  affected  unit.  Because  EPA 
believes  that  compliance  certifications 
are  critical  to  the  smooth  operation  of 
the  Acid  Rain  Program,  this  subpart  was 
reorganized  to  promote  darity.  while 
some  certifications  have  been 
eliminated  or  made  more  spedfic. 
Comments  concerning  certifications  for 
underutilization.  Phase  I  extensions, 
and  repowering  and  any  major  changes 
to  provisions  for  such  certifications  are 
addressed  in  the  respective  portions  of 
this  preamble  dealing  with  those 
compliance  options. 

B.  Major  Issues 

(1)  Exemptions  (Subpart  D) 

(a)  New  units  exemption.  The 
proposed  rule  asked  for  comment  on  the 
possibility  of  providing  an  exemption 
from  the  Add  Rain  Program  for  small 
new  units.  Many  commenters  requested 
that  the  Agency  provide  some  kind  otde 
minimis  exemption  for  new  units  from 
permitting  and  all  other  requirements  of 
title  IV.  Suggestions  included  size 
cutoffs  ranging  from  5  to  25  MWe. 
emission  tonnage  cutofEs  such  as  those 
for  Prevention  of  Significant 
Deterioration  programs,  and  exemptions 
based  on  boiler  or  engine  type.  These 
recommendations  relied  heavily  on  the 
argument  that  monitoring  costs  would 
be  overly  burdensome  to  small  utilities 
and  small  communities,  that  emissions 
from  such  units  are  very  small  and  have 
negligible,  if  any,  effiect  on  the 
environment,  and  that  the  burden  on 
sources  and  the  Agency  of  permitting  all 
such  units  would  outweigh  the  benefit 
of  such  permitting. 

Response:  Although  the  Act  does  not 
explidtly  provide  for  a  de  minimis 
exemption  for  new  units,  the  Agency 
agrees  with  the  commenters  that  such 
an  exemption  is  appropriate.  The 
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Agency  believes  that  provision  of  a 
limited  exemption  is  within  its 
discretion  in  administering  the  Act.  See 
Alabama  Power  Co.  v.  CosUe,  636  F.  2d 
323.  360-61  (D.C  Cir.  1979). 
Accordingly.  EPA  has  included  a 
provision  allovving  permitting 
authorities  to  grant  a  de  minimis 
exemption  in  the  new  §  72.7  of  the  rule. 
The  Agency  reserves  the  right  to 
reconsider  this  provision  in  future 
years,  however,  if  the  total  emissions 
from  all  exempt  units  is  signi5cantly 
higher  than  projected.  The  rule  provides 
an  exemption  firom  most  title  IV 
requirements  (including  the 
requirement  to  monitor  emissions,  hold 
allowances  to  cover  emissions,  and  have 
an  Acid  Rain  permit)  for  all  new  utility 
units  that  serve  one  or  more  generators, 
the  nameplate  capacities  of  which  total 
25  MWe  or  less,  and  that  use  fuels  with 
a  sulfur  content  less  than  or  equal  to 
0.05%  by  weight. 

The  exemption  for  these  units  is 
based  on  the  Agency's  belief  that 
emissions  from  such  units  will  be  de 
minimis.  The  vast  majority  of  units  of  25 
MWe  or  less  that  use  clean  fuels  are 
peaking  diesel  and  dual-fuel  (natural 
gas/diesel  fuel)  internal  combustion 
engines  or  peaking  combustion  turbines 
(primarily  natural  gas).  These  units 
combust  low  sulfur  fuels,  such  as 
natural  gas  and  diesel  fuel.  In  the  near 
future,  diesel  fuel  sulfur  content 
requirements  for  motor  vehicles  will  be 
reduced  to  0.05%  sulfur  by  weight,  in 
accordance  with  the  Act.  This  fuel  will 
also  be  available  for  diesel-fired  units 
and.  indeed,  may  be  the  only  fuel 
available  to  them  in  the  future.  The 
sulfur  content  of  natural  gas  is 
signiHcantly  less  than  that  of  diesel  fuel. 
Based  on  utility  projections  provided  to 
the  Department  of  Energy  and  EPA. 
approximately  170  new  units  under  25 
MWe  (including  22  combustion  turbines 
and  148  diesel-  or  distillate-fired  or  dual 
fuel  units)  are  expected  to  come  on  line 
between  1990  and  2000.  All  of  these 
will  likely  be  peaking  units.  Based  on 
average  heat  input  for  units  of  this  size 
and  type  in  the  NADB  and  AP42 
emission  factors,  the  projected  new 
units  will  have  total  annual  emissions 
in  the  year  2000  of  approximately  4  tons 
of  SO2  and  800  tons  of  NO,  for  the  gas- 
fired  units  and  134  tons  of  SO2  and 
1.134  tons  of  NO,  for  the  diesel-  or 
distillate-fired  units.  Because  of  the 
higher  cost  per  MWe  of  operating  a  unit 
of  this  size  and  type  rather  than  a  larger 
unit  burning  less  expensive  fuels,  it  is 
extremely  unlikely  that  these  units  will 
operate  more  hours  than  units  of  similar 
size  and  type  have  historically. 
Consequently.  EPA  has  determined  that 


the  total  SO3  and  NO,  emissions  from 
new  units  under  the  exemption  will  be 
de  minimis.  EPA  made  this 
determination  in  light  of  the  national 
cap  of  8.95  million  tons  of  SO2  and  the 
fact  that  these  units  have  no  NO,  Umits 
under  title  IV  and  will  provide 
information  about  their  NO,  emission 
under  title  I. 

This  exemption  will  be  of  primary 
benefit  to  the  small  peaking  diesel  and 
dual  fuel  units  that  are  operated  by 
many  small  communities  and  will  also 
apply  to  small  combustion  turbines  of 
the  same  size,  which  also  have 
extremely  low  emission  levels.  EPA 
rejected  the  option  of  exempting  units 
by  engine  type,  rather  than  by  size  and 
fuel,  because  a  unit  may  switch  to 
higher  sulfur  fuels.  In  addition,  larger 
units  will  not  necessarily  have  low 
emission  levels.  EPA  also  rejected  the 
idea  of  exempting  units  on  a  case-by- 
case  basis  using  predicted  emissions 
because  of  the  greater  confusion, 
uncertainty,  and  regulatory  burden  that 
could  result. 

Although  the  statutory  exemption  for 
existing  units  tnat  serve  only  generators 
with  nameplate  capacities  of  25  MWe  or 
less  does  not  sum  the  nameplate 
capacities  of  all  the  generators  served  by 
the  unit  and  require  the  total  to  be  25 
MWe  or  less,  the  exemption  for  new 
units  does  sum  in  this  manner.  The 
Agency  believes  that  since  the  new 
units  exemption  is  based  on  a 
determination  that  emissions  from 
exempt  units  are  de  minimis,  a  stricter 
standard  is  justified  to  ensure  that  the 
emissions  reductions  foregone  are  truly 
de  minimis.  Also,  many  of  the  units  are 
reciprocating  engines  rather  than  boilers 
and  therefore  do  not  serve  multiple 
generators.  The  Agency  does  not  want  to 
encourage  future  use  of  multiple 
generators  with  such  units  as  a  means 
of  avoiding  the  requirements  of  title  IV 
and  therefore  has  applied  the  exemption 
based  on  the  capacity  of  individual 
generators. 

To  obtain  an  exemption  for  a  unit,  the 
designated  representative  must  submit  a 
petition  stating  that  the  unit  meets  the 
criteria  for  the  exemption,  that  the 
sulfur  content  of  the  fuel  deliveries  will 
be  tested  and  information  on  the  sulfur 
content  of  the  fuel  will  be  kept  on  site, 
and  that  the  unit  will  comply  with  all 
requirements  of  the  Acid  Rain  Program 
if  operations  change  so  that  it  no  longer 
meets  the  exemption  criteria.  In 
addition,  the  designated  representative 
must  agree  to  surrender  any  allowances 
that  the  unit  would  otherwise  be 
allocated  under  the  Act  for  any  years  for 
which  the  unit  will  be  exempted.  Using 
the  same  procedures  as  those  for  issuing 
an  Acid  Rain  permit,  the  permitting 


authority  will  then  issue  a  written 
exemption  delineating  the  exemption 
and  the  requirements  applicable  to  the 
unit.  The  permitting  authority's  actions 
on  exemptions  are  subject  to  the  same 
right  of  appeal  as  actions  on  permit 
applications. 

Because  the  Acid  Rain  Program  is 
based  on  the  calendar  year  (e.g..  the 
program  Umits  total  annual  emissions  to 
allowances  held  at  the  end  of  the  year), 
the  exemption  is  effective  on  a  calendar 
year  basis.  The  exemption  takes  eSiact 
on  January  1  of  the  year  after  the 
exemption  is  approved.  An  exempt  new 
unit  will  not  have  to  submit  any  mrther 
information  or  compliance  certifications 
so  long  as  it  meets  tne  exemption 
criteria.  However,  the  xmit  must  comply 
with  any  requirements  of  the  Acid  Rain 
Program  that  relate  to  the  period  during 
which  the  unit  was  not  exempted.  The 
exemption  will  have  to  be  renewed 
every  5  years,  as  is  an  Acid  Rain  permit. 
This  approach  of  requiring  a  renewal 
submission  every  5  years  and  no  annual 
certifications  reduces  the  burden  on  the 
unit  and  the  permitting  authority  while 
preserving  the  permitting  authority's 
ability  to  keep  track  of  the  unit's 
compliance  status. 

The  exemption  will  apply  unless  and 
until  operations  at  the  unit  change  so 
that  the  requirements  are  no  longer  met. 
Should  the  unit  no  longer  qualify  for  the 
exemption,  the  owners  and  operators 
must  comply  with  all  requirements  of 
the  Acid  Rain  Program,  including  the 
requirement  to  submit  a  permit 
application.  Monitoring  requirements 
will  take  effect  as  for  new  units,  except 
that  the  date  on  which  the  unit  no 
longer  qualifes  for  the  exemption  will  be 
treated  as  the  date  of  commencement  of 
commercial  operation.  Although  the 
permitting  authority  may  not  be  able  to 
issue  an  Acid  Rain  permit  for  such  units 
by  the  time  the  unit  is  required  to  begin 
accounting  for  emissions,  the  permit 
application,  once  deemed  complete, 
will  be  binding  until  issuance  of  a 
permit. 

(b)  Retired  Units  Exemption.  The 
proposed  permit  rule  did  not  discuss 
units  that  retire  prior  to  their 
compliance  deadline.  Commenters, 
however,  requested  that  the  Agency 
provide  relief  from  monitoring  and 
permitting  requirements  for  units  that 
will  be  retired  before  the  date  that  they 
must  comply  with  Acid  Rain  Program 
requirements. 

Response:  The  Agency  agrees  that  full 
permitting  is  not  necessary  for  retired 
units  under  certain  circumstances.  The 
Agency  has  therefore  added  a  new 
§  72.8,  which  provides  an  exemption 
from  some  Phase  II  permitting 
requirements  for  any  imit  that  retires 
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before  the  issuance,  or  the  renewal,  of 
a  Phase  II  permit,  llie  designated 
representatives  of  units  that  are  affected 
during  Phase  I  and  tliat  retire  before 
issuance  of  a  Pliase  I  permit  are  not 
exempted  from  the  requirement  to 
submit  a  Phase  I  permit  application  for 
the  imit.  A  Phase  I  permit  is  necessary 
because,  if  the  unit  is  underutilized  as 
compared  to  its  baseline  (e.g.,  by  being 
shut  down),  it  must  meet  the 
requirement  of  this  part  that  the 
underuUlization  be  accounted  for. 
Moreover,  a  reduced  utilization  plan 
may  have  to  be  submitted  for  the  unit. 

The  owners  and4>perators  of  a  vnii 
retired  under  this  section  must  appoint 
a  designated  representative.  A 
designated  representative  is  necessary 
not  only  because  a  petition  for  an 
exemption  must  be  submitted,  but  also 
because  allowances  will  continue  to  be 
allocated  to  the  unit's  account  in 
accordance  with  40  CFR  part  73. 

To  obtain  an  exemption,  the 
designated  representative  must  submit  a 
petition  by  not  later  than  the  deadline 
for  submission  of  a  Phase  II  permit 
application  or.  if  the  unit  already  has  a 
Phase  U  permit,  for  reapplication  for  an 
Acid  Rain  permit.  The  petition  must 
contain  a  statement  that  the  unit  is  or 
will  be  retired  and  a  requirement  that 
the  designated  representative  will 
submit  a  permit  application  for  the  xmit 
before  it  may  recommence  operation.  As 
suggested  by  a  commenter,  the 
application  deadline  is  24  months 
before  the  unit  recommences  operation. 
This  deadline  was  chosen  because  it  is 
consistent  with  the  statutory  deadline 
for  new  units  to  submit  permit 
applications. 

The  permitting  authority  will  act  on 
the  petition  and  issue  a  written 
exemption  for  the  retired  imit  using  the 
same  procedures  as  those  for  issuing  an 
Acid  Rain  permit.  As  vnth  the  new  units 
exemption,  the  retired  units  exemption 
takes  effect  January  1  of  the  year  after 
the  exemption  is  approved.  The  unit 
must  comply  with  all  requirements  of 
the  Acid  Rain  Program  related  to  the 
period  before  it  was  exempted.  No 
annual  submissions  or  certifications  are 
required  so  long  as  the  unit  qualifies  for 
the  exemption,  but  the  exempticxi  will 
have  to  be  renewed  every  S  years.  Both 
the  retired  units  and  new  imits 
exemptions  will  be  handled  by  the 
States,  upon  approval  of  their  operating 
permit  programs  under  subpart  G  of  this 
part  and  part  70  of  this  chapter.  The 
costs  of  issuance  and  administration  of 
the  exemptions  are  indirect  costs  of  the 
operating  permit  program. 

This  section  addresses  exemptions 
from  permitting  requirements  only  and 
does  not  specify  the  conditions  under 


which  a  retired  unit  may  be  exempt 
bom  monitoring  requirements.  Those 
conditions  are  discussed  in  the  portion 
of  the  preamble  covering  part  75  of  this 
chapter. 

(2)  Definitions  (Subpart  A) 

(a)  Fuels  terminology.  Several 
comments  were  submitted  concerning 
the  categorization  of  units  by  fuel  type. 
Because  of  the  crosscutting  nature  of 
these  issues,  they  deserve  discussion 
here. 

As  many  of  the  commenters  noted, 
the  fuels  terminology  used  in  the  Act 
and  the  rules  (e.g.,  "coal-fired",  "gas- 
fired",  and  "oil-fired",  "fossil  hiel". 
"fossil  ftiel-fired",  "coal",  "coal- 
derived",  "natural  gas",  and  "fuel  oil") 
affect  the  applicabiUty  of  a  wide  range 
of  Acid  Rain  Program  requirements  to 
affected  units.  For  example,  the 
repowering  extension  provisions  in  part 
72  of  the  rules,  and  the  NO, 
requirements  in  section  407  of  the  Act, 
apply  to  "coal-fired"  boilers  only. 
Monitoring  requirements  can  also  vary 
depending  on  whether  a  xmit  is 
classified  as  "coal-fired",  "gas-fired",  or 
"oil-fired."  Other  provisions,  such  as  a 
unit's  baseline  and  allowance 
allocations,  are  dependent  on  the  "fossil 
fuel"  consumed. 

Coal-derived  fuel.  Numerous 
commenters  asked  that  the  definition  of 
"coal-fired"  be  revised  by  deleting  the 
reference  to  "coal-derived"  fuel.  "ITiey 
noted  that  the  reference  would  result  in 
oil-  or  gas-fired  units  that  bum  any 
amount  of  coal-derived  gas  or  liquid 
fuel  being  treated  as  "coal-fired"  for 
purposes  of  the  monitoring 
requirements  of  the  Add  Rain  Program. 
Several  commentere  noted  that  coal  gas, 
although  not  in  widespread  use, 
"should  bum  cleanly"  and  should  be 
treated  as  natural  gas  or  methane. 
Others  noted  that  coal  gases  and  coal 
liquids  are  likely  to  be  used  in  the 
future  as  supplemental  fuels  for  gas-  and 
oil-fired  units  that  consume  no  solid 
coal.  They  argue  that  the  regulation  of 
such  imits  as  "coal-fired"  would 
inadvertently  inhibit  advances  in 
important  coal-derived  fuels  technology. 

The  statute  does  not  define  "coal"  or 
"coal-fired",  although  both  terms  are 
used  throughout  title  IV  (e.g.,  definition 
of  "repowering",  NO,  applicabiUty). 
The  legislative  history,  however,  makes 
clear  that  "coal"  fuel  includes  coal- 
derived  fuels  such  as  washed  coal, 
liquified  or  gasified  coal,  and  other 
conversions  of  coal.  For  example,  the 
original  Administration  bill  limited 
repoweringto  imits  burning  "pulverized 
coal"  (i.e.,  the  conventional  method  of 
burning  coal).  This  wording  was 
changed  to  the  more  general  term  "coal- 


fired",  thus  implicitly  expanding  the 
universe  of  units  potentially  eligible  for 
repowering  extensions.  As  evidenced, 
for  example,  in  the  Senate  and  House 
committee  reports  accompanying  S. 
1630  and  H.R.  3030  (Senate  Rep.  No. 
101-228  at  292-Q3  (1989)  and  House 
Rep.  No.  101-490  at  363  (1990)), 
Congress  was  aware  that  coal-firing 
options  included  a  variety  of  coal- 
derived  fuels. 

Although  some  of  the  coal  derivatives 
mentioned  in  the  comments  are 
expected  to  be  cleaner  than  pulverized 
coal,  it  is  unclear  whether  the 
developing  technologies  will  become  so 
standardized  as  to  guarantee  the 
removal  of  all  sulfur  components  from 
these  new  fuel  forms.  Thus,  whether  a 
particular  unit  burning  gasified  or 
hqmfied  coal  will  or  will  not  emit 
substantial  amounts  of  SO2  or  NO,  can 
only  be  determined  with  certainty  by 
rigorous  continuous  emissions 
monitoring.  Sources  relying  on  such 
fuel  in  the  future  will  be  able  to  avail 
themselves  of  the  authority  in  the  Act 
and  the  rules  to  petition  for  approval  of 
an  altemative  monitoring  system.  The 
state  of  the  technology  is  not,  however, 
so  well  established  or  tmiform  as  to 
warrant  a  broad  reclassification  of  such 
fuels  and  consequent  exceptions  to,  for 
example,  the  monitoring  requirements 
of  the  Acid  Rain  Program. 

This  rule,  therefore,  preserves  the 
"coal-derived"  reference  in  the 
definition  of  "coal-fired."  In  addition, 
the  terms  "coal"  and  "coal-derived"  are 
defined  to  add  clarity  to  the  rule.  The 
definition  of  "coal"  is  based  on  the 
definition  in  40  CFR  60.41(f),  the  new 
source  performance  standards  for  coal- 
fired  uUlity  boilere.  (The  NSPS 
definition  has  been  revised  slightly  to 
cite  the  correct  ASTM  and  the 
incorporation  by  reference  section.)  The 
term  "coal-derived"  is  defined  in 
accordance  with  the  legislative  history 
references  to  include  solid  coal 
derivatives,  liquified  coal,  gasified  coal, 
and  several  other  known  coal 
derivatives. 

The  definition  for  the  term  "coal- 
fired"  has  also  been  revised  to  reflect 
the  different  characterizations  that  will 
apply  under  diffierent  parts  of  the  Add 
Rain  Program.  Thus,  while  for  purposes 
of  the  part  75  monitoring  requirements, 
any  unit  that  bums  any  amount  of  coal 
or  coal-derived  fuel  is  "coal-fired",  the 
classification  for  purposes  of  other  parts 
of  the  Add  Rain  Program  is  limited  to 
units  burning  coal  or  coal-derived  fuel 
as  the  primary  fuel. 

Gas-  and  oil-fired.  One  commenter 
asked  that  the  rules  address  whether  a 
"gas-fired"  unit  forced  to  convert  to  foel 
oil  due  to  a  catastrophic  interruption  or 
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gat  curtailment  would  be  unavoidably 
held  in  violation  of  the  monitoring 
requirements  of  the  nile.  The 
commenter  suggested  EPA  adopt  a  five- 
year  averaging  approach  for 
reclassification  to  avoid  sudb  forced 
non-compliance.  EPA  does  not  believe  a 
specific  rule  provision  is  the  best  way 
to  address  such  incidents.  EPA  has 
adopted  an  approach  based  on  both  the 
average  and  tne  annual  figures  over 
three  years.  In  addition,  the  Agency  has 
ample  enforcement  discretion  in 
addressing  violations  caused  by 
catastropUc  events  beyond  the  control 
of  a  unit. 

Several  commenters  asked  that  the 
term  "natural  gas"  (used  in  the 
definition  of  "gas-fired")  be  defined  and 
that  it  include:  Propane,  landfill  gas. 
digester  gas,  and  methane:  biomass;  and 
coal-gasification.  The  final  rules  include 
a  definition  for  "natural  gas."  The 
Agency,  howevw,  rejects  the  broad 
interpretation  suggested  by  the 
commenters  since  it  would  not  be 
consistent  with  the  general  scientific 
understanding  of  the  term,  nor  with  the 
Acid  Rain  Program's  limited 
applicability  to  fossil  fuel-fired  imits. 
The  definition  of  "natural  gas"  does  not, 
therefore,  include  landfill  gas,  digester 
gas,  biomass,  or  gasified  coal. 

However,  the  definition  of  "gas-fired" 
was  revised  to  include  coal-derived 
gaseous  fuel  with  a  sulfur  content  no 
greater  than  that  of  natural  gas,  along 
with  natural  gas.  Further,  the  definitions 
of  both  "gas-fired"  and  "oil-fired"  have 
been  revised  so  as  not  to  preclude  the 
use  of  non-fossil  gas  and  liouid  fuels  as 
supplonental  fuels  for  gas-fired  and  oil- 
fired  imits.  These  changes  will  allow 
essentially  s\dfur-free  fiiels.  such  as 
natiual  gas.  landfill  methane,  or 
synthetic  propane,  but  will  exclude 
•olid  fuels  siich  as  wood  or  municipal 
waste  since  such  fuels  could  not  be 
monitored  using  the  excepted  methods 
of  appendix  D  of  part  75. 

One  commenter  asked  that  the  words 
"if  any"  be  added  at  the  end  of  the 
definitions  for  "gas-fired"  and  "oil- 
fired",  to  indicate  that  units  do  not  have 
to  bum  more  than  one  type  of  fuel.  EPA 
agrees  that  the  change  would  clarify  the 
definition,  and  have  revised  the 
definitions  accordingly. 

The  rules  also  include  new 
definitions  for  "fossil  fuel-fired",  "fuel 
oil",  "diesel  fiiel".  "primary  hiel"  or 
"primary  fuel  supply". 

In  addution  to  uia  new  fiiels 
definitions,  the  final  rules  clarify  tha 
fuels  treatment  in  tha  applicability  and 
other  provisions  of  aara  part  of  the  rule, 
particulariy  in  so  fiu  as  a  unit  midit  be 
reclassified  due  to  cfaangaa  in  fuel 
usage.  For  example,  an  existing  unit's 


allowance  allocations,  based  on 
historical  data,  will  not  change  if  the 
unit  changes  from  coal-fired  to  gas-fired; 
a  new  unit  could  not  avoid  becoming 
affected  by  burning  something  other 
than  a  fossil  fuel  when  commencing 
operation  and  subsequently  switching  to 
a  fossil  fuel;  and  the  continued 
availabiUty  of  a  monitoring  exception  ^ 
can  change  should  a  gas-fired  unit  begin 
combusting  coal.  For  greater  detail 
concerning  fual  classifications,  see  the 
applicable  portions  of  the  preamble 
bolow 

(b)  Utility  units.  The  proposed 
applicability  section  identified  afiiscted 
imits  by  referring  to  units  as  existing 
units  or  new  units,  or  by  describing  the 
specific  circumstances  under  which 
various  imits  serve  generators.  Several 
commentera  suggested  changes  to  these 
terms  to  clarify  that  only  utility  units 
rather  than  all  units  are  subject  to  the 
requirements  of  the  Add  Rain  Program. 

Response:  TTie  term  "utility"  as 
defined  in  the  Act  specifies  that  only 
those  units  that  currently  produce,  or  at 
various  times  in  the  past  produced, 
electricity  for  sale  are  utility  units. 
Because  the  definitions  of  the  terms 
"existing"  and  "new"  used  in  the 
proposal  and  in  the  Act  both  include 
reference  to  serving  a  generator  that 
produces  electricity  for  sale,  any  imit 
that  is  not  a  utiUty  unit  would  by 
definition  be  excluded  by  the  proposed 
language.  The  requested  clarification  is. 
therefore,  not  a  substantive  change.  The 
rule  now  includes  the  term  "utility"  in 
conjunction  with  the  terms  "existing" 
and  "new"  to  clarify  this  point  for  the 
reader. 

The  proposal  repeated  the  statutory 
definition  of  the  term  "utility  unit"  with 
a  few  minor  changes.  Paragraph  (B)  of 
the  statutory  definition  was  repeated  in 
the  proposal  as  follows: 

"*  *  *  a  unit  that  was  In  commercial 
operation  during  19S5,  but  did  not.  during 
1985,  lerve  a  generator  that  produced 
electricity  for  sale,  shall  not  be  a  utility  unit 
for  purposes  of  the  Add  Rain  Program." 

Commenters  pointed  out  that  this 
paragraph  of  the  proposed  definition 
needed  clarification  because  the 
statutory  language,  read  literally, 
describes  a  situation  that  on  its  face 
seems  impossible.  Since,  under  section 
402(22)  of  the  Act.  "commence 
commercial  operation"  means  "to  have 
begun  to  generate  electricity  for  sale."  it 
is  difficult  to  see  how  a  unit  that  did  not 
generate  any  electricity  for  sale  in  1085 
could  be  considered  in  commercial 
operation. 

Response:  EPA  agrees  and  this 
paragraph  of  the  definiticm  has, 
therefore,  been  clarified  in  the 


definitions  in  today's  rule  and  in  the 
appUcability  section  at  §  72.6(bK3).  The 
Agmcy  has  interpreted  this  latter 
provision  to  meen  that  units  that  served 
self-generatore  in  1985  (i.e..  did  not 
generate  electricity  for  sale)  are  not 
utility  units  as  long  as  they  continue  to 
serve  self-generatore  (i.e.,  do  not 
currently  generate  electricity  for  sale). 
Thus,  for  example,  an  industrial  boiler 
transmitting  steam  to  a  generate  to 
produce  electricity  for  public  sale  is  a 
utility  unit. 

(c)  Combined  Cycle  Units.  The 
proposed  rules  requested  comment  on 
the  treatment  of  existing  combined  cycle 
units.  The  proposal  included  combined 
cycle  units  wiuiout  auxiliary  firing  in 
the  definition  of  "simple  combustion 
turbine,"  causing  these  units,  if  they 
commenced  commercial  operation 
before  November  15, 1990,  to  be  exempt 
from  the  requirements  of  the  Add  Rain 
Program.  Combined  cycle  units  with 
auxiliary  firing  were  not  exempted  firom 
the  Acid  Rain  Program  in  the  proposal. 
Some  commentera  disagreed  with  the 
Agency's  position  and  reouested  that 
combined  cycle  units  with  auxiliary 
firing  also  be  exempted,  besed  on  the 
sulfur  content  of  the  fiiel  used.  Other 
commentera  supported  the  Agency's 
decision. 

Response:  The  Agency  has  retained 
the  proposed  definition  of  "simple 
combustion  turbine"  because  it  is  based 
on  equipment  configuration  rather  than 
operations.  The  complex  amy  of 
operating  scenarios  undm  wUch 
combined  cycle  imits  operate  and  the 
relative  ease  with  which  operations  can 
be  adjusted  would  make  a  definition 
based  on  operations  complex  and 
difficult  to  implement.  This  rule, 
therefore,  provides  that  existing 
combined  cycle  txubines  that  did  not 
use  auxiliary  firing  for  commercial 
power  generation  in  the  baseline  period 
(1985-1987)  will  be  treeted  as  simple 
combustion  turbines  and  ara  exempt 
ftom  the  requirements  of  the  Add  Rain 
Program  under  §  72.6  of  the  final  rule. 
However,  if  such  a  unit  after  November 
15, 1990.  utilired  firing.  EPA  will  treat 
that  unit  as  a  new  unit,  subject  to  the 
Add  Rain  Program.  Such  a  unit  will 
receive  no  allowances. 

(d)  Owner  or  operator.  The  definition 
of  "owner  or  op<nretor"  has  been  revised 
to  delete  the  words  "designated 
representative."  The  proposed  rule 
interpreted  the  statutory  authorities, 
responsibilities,  and  duties  of  the 
designated  representative  as 
establishing  a  spedfic  category  of  the 
"operator"  role.  See  56  FR  63009 
(December  3. 1991).  EPA  solidted 
comment  on  an  altamative  reading  of 
the  statutory  language  that  woiild 
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exclude  "designated  representative" 
from  the  definition  of  "owner  or 
operator"  in  all  cases.  See  id. 

The  Agency  today  reaffirms,  with 
some  refinements,  the  statutory 
interpretation  set  forth  in  the  preamble. 
In  most  cases,  the  responsibilities  of  a 
designated  representative  will  be 
narrower  than  those  of  an  operator. 
Accordingly,  based  upon  comments  of 
the  Department  of  Energ>'  and  others, 
EPA  has  determined  that  it  would  be 
inappropriate  to  broadly  sweep  all 
designated  representatives  into  the 
definition  of  "owner  or  operator"  as 
provided  in  the  rulemaking  proposal. 

In  some  cases,  however,  the  scope  of 
the  designated  representative's 
responsibilities,  as  provided  in  the  final 
regulations,  would  in  fact  be 
coextensive  with  those  of  an  operator, 
and  in  those  cases  he  or  she  would  still 
be  an  operator.  As  discussed  below,  one 
such  case  is  where  there  is  a  common 
designated  representative  for  multiple 
sources  lacking  a  common  owner  and 
operator  and  participating  in  a 
substitution  plan.  Thus,  the  definition 
has  been  revised  to  more  accurately 
reflect  the  varied  nature  of  the  role  of 
designated  representatives  under  the 
Acid  Rain  Program  by  effectively 
providing  that  a  designated 
representative  is  an  operator  only  when 
his  or  her  duties  and  responsibilities 
bring  him  or  her  within  the  ambit  of  that 
term. 

(3)  Designated  Representative 

Title  IV  of  the  Clean  Air  Act  requires 
the  owners  and  operators  of  each 
affected  source  to  appoint  a  designated 
representative  to  act  as  a  liaison 
between  the  source  and  EPA  on  matters 
concerning  the  Acid  Rain  Program. 

(a)  Designated  representative 
requirements,  (i)  Universal  requirement. 
In  the  proposal,  EPA  required  that  all 
sources  have  a  designated 
representative.  Several  commenters 
suggested  that  EPA  eliminate  the 
requirement  to  have  a  designated 
representative  where  there  is  only  one 
owner/operator  at  a  source.  The 
commenters  argue  that  a  designated 
representative  is  not  needed  in  those 
situations  and  that  the  certification 
requirements  are  unnecessary  and 
burdensome  where  there  is  a  single 
owner/operator. 

Response:  The  Agency  disagrees.  The 
designated  representative  is  needed  to 
simplify  the  Agency's  administration  of 
the  Acid  Rain  Program  and  to  ensure  the 
accountability  of  an  owner  or  operator 
for  actions  governed  by  the  program  by, 
inter  alia,  reducing  the  likelihood  of 
inconsistent  submissions  by  a  source.  In 
addition,  requiring  the  source  to  interact 


with  the  Agency  exclusively  through 
one  designated  representative  will 
permit  the  regulated  community  to 
exercise  the  flexibility  in  compliance 
provided  under  the  Acid  Rain  Program 
while  being  assured  that  EPA  will  only 
act  on  a  submission  (e.g.,  an  allowance 
transfer)  that  is  authorized  by  the 
source.  Thus,  no  matter  how  many 
owners  or  operators  there  are  at  a 
source,  having  a  single  designated 
representative  will  benefit  both  the 
regulated  community  and  the  Agency. 

The  Agency  agrees,  however,  that  one 
of  the  certification  requirements  in  the 
proposed  rules  was  unnecessarily 
burdensome  on  sources  with  single 
owners  and  operators.  For  sources  with 
a  single  owner  and  operator,  the  Agency 
has  eliminated  the  requirement  that  the 
designated  representative  send  written 
notice  of  the  agreement  under  which  he 
or  she  is  selected  to  that  owner  and 
operator,  who  undoubtedly  already 
knows  of  the  agreement.  In  the  final 
rules,  this  requirement  only  applies  to 
sources  with  multiple  owners  and 
operators. 

(ii)  Designation  by  source  or  unit. 
Several  commenters  objected  to  EPA's 
proposal  requiring  that  each  source  have 
only  one  designated  representative. 
These  commenters  argued  that  the 
language  in  sections  408(a)  and  402(26) 
of  the  Act  specify  that  designated 
representatives  should  be  appointed  by 
unit.  The  commenters  also  claimed  that 
units,  not  sources  are  accountable  for 
allowance  transactions,  compliance 
plans,  monitoring  reports,  and  excess 
emission  penalties. 

Response:  The  Agency  agrees  that 
most  compliance  requirements  under 
the  Acid  Rain  Program  are  imposed  on 
a  unit,  rather  than  a  source,  basis. 
Nonetheless,  the  Agency  believes  that  it 
is  appropriate  to  require  one  designated 
representative  per  source.  While  units  at 
a  source  may  have  some  different 
owners  and  operators,  there  is  generally 
one  operator  who  coordinates 
operations  of  all  the  units  and  v/hose 
decisions  concerning  one  unit  may  have 
consequences  for  the  operation  of  other 
units.  The  requirement  of  a  single 
designated  representative  per  source 
reflects  this  operating  reality.  If  units  at 
a  source  were  to  have  different 
designated  representatives,  the 
designated  representative  of  a  unit  that 
was  out  of  compliance  might  claim  that 
the  violation  was  caused  by  actions  at 
another  unit,  whose  separate  designated 
representative  might  dispute  the  claim. 
The  Agency  does  not  believe  that  it 
should  become  involved  in  these  kinds 
of  disputes  among  units  when  it 
assesses  compliance  with  the  Acid  Rain 
Program.  Therefore,  the  Agency  is 


requiring  that  only  one  designated 
representative  be  certified  per  source. 
Under  this  approach,  the  designated 
representative  will  resolve  such 
disputes  and  will  balance  the  needs  of 
all  of  the  imits  at  the  source  in  order  to 
facilitate  compliance  by  all  units 
whenever  possible.  This  also  minimizes 
the  possibility  of  inconsistent 
submissions  concerning  the  different 
imits  at  the  source. 

(Hi)  Daily  notice  requirement.  Some 
commenters  objected  to  the  requirement 
that  the  designated  representative  give 
daily  notice  for  two  weeks  by 
publication  in  a  journal  of  national  and 
general  circulation  of  the  agreement  by 
the  owners  and  operators  appointing 
him  or  her,  particularly  where  there  is 
only  a  single  owner  or  operator. 

Response:  Despite  these  comments, 
the  Agency  believes  that  this 
requirement  is  necessary  to  ensure  that 
all  persons  that  might  consider 
themselves  to  be  owners  and  operators 
of  a  source  have  the  opportunity  to  learn 
of  the  selection  of  the  designateid 
representative.  Without  public  notice, 
only  those  persons  whom  the 
designated  representative  believes  are 
owners  or  operators  will  get  notice  of 
the  selection,  i.e.,  through  written  notice 
by  the  designated  representative.  In 
order  to  reduce  the  potential  cost  of 
providing  public  notice,  the  Agency 
modified  the  rule  to  require  notice  for 
7  days  in  a  newspaper  of  general 
circulation  in  the  area  where  the  soiut» 
is  located  or  in  a  State  publication 
designed  to  give  general  notice.  The 
provisions  concerning  the  type  of 
publications  to  be  used  parallel  certain 
public  notice  requirements  in  40  CFR 
part  70.  The  Agency  believes  that,  in 
light  of  the  significant  financial 
consequences  potentially  at  stake  in  the 
selection  of  a  designated  representative, 
this  requirement  is  not  unduly 
burdensome. 

(b)  Designated  representative's 
responsibiiitiKS.  Several  commenters 
suggested  that  EPA  allow  sources  to 
delegate  responsibility  for  non- 
allowance  related  submissions  to  a 
responsible  official  of  the  company, 
rather  than  requiring  the  designated 
representative  to  make  all  submissions 
under  the  Acid  Rain  Program.  The 
commenters  argued  that  this  would 
provide  them  with  more  flexibility  and 
would  ensure  the  integrity  of  the 
submissions,  by  allowing  the  source  to 
delegate  responsibility  to  someone  with 
personal  knowledge  about  the  particular 
information. 

Response:  The  Agency  has  attempted 
to  provide  sources  with  maximum 
flexibility  in  the  Acid  Rain  Program 
while  ensuring  accountability,  but  does 
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not  agree  that  submissions  may  he  made 
by  someone  other  than  the  designated 
representative  without  adversely 
affecting  the  integrity  of  the  program. 
Under  section  402(26)  of  the  Act.  the 
designated  representative  represents  the 
owners  and  operators  in  matters  under 
the  Acid  Rain  Program  concerning  the 
source,  and.  as  disciissed  above,  there 
are  important  reasons  for  limiting  each 
source  to  a  single  representative. 
Interposing  another  person  between  him 
or  her  and  the  Agency  would  dilute  his 
or  her  responsibility  and  in  effect  create 
multiple  designated  representatives  for 
a  source.  Fiurdier,  by  leaving  the 
responsibility  to  make  submissions  with 
the  designated  representative,  the  final 
rule  has  the  salutary  effect  of  making  it 
clear  that  the  designated  representative 
should  be  aware  of  all  submissions  and. 
before  submitting  them,  should  inquire 
of  persons  with  personal  knowledge  of 
the  information  in  those  submissions. 
Within  these  parameters  the  designated 
representative  has  flexibility  to  delegate 
duties  (such  as  the  preparation  of 
submissions).  However,  under  the  final 
rule,  the  designated  representative 
retains  responsibility  imder  the  program 
for,  and  must  sign  and  certify,  all 
submissions. 

(c)  Minority  ownership  issues,  (i) 
Unanimous  agreement  on  selection  of 
designated  representative.  The  Agency 
received  niunerous  comments  on 
whether  the  designated  representative 
should  be  selectM  by  xmanimous 
agreement  of  all  of  the  owners  and 
operators.  Opponents  of  that  approach 
claim  that  requiring  unanimous  consent 
would  result  in  EPA  improperly 
interfering  in  existing  commercial 
relationships  and  contracts.  These 
commenters  believe  that  existing 
contractual  agreements  provide  the 
means  of  resolving  potential 
disagreements  among  multiple  owners 
of  a  unit  and  that  it  would  be  counter- 
productive to  require  unanimous 
consent  because  it  would  embroil  EPA 
in  commercial  disputes  and,  contrary  to 
EPA  policy,  would  supersede  existing 
agreements  in  some  cases. 

Other  commenters  claim  that 
requiring  unanimous  agreement  is 
necessary  to  protect  minority  owners 
from  "tyranny  of  the  majority." 
Minority  owners  are  concerned  that 
they  will  be  frozen  out  of  the  choice  of 
the  designated  representative,  who  will 
then  have  control  over  allowances  that 
belong  in  part  to  the  minority  owners 
and  who  will  exercise  this  control  in  a 
manner  adverse  to  the  interests  of  the 
minority  owners.  Minority  owners  are 
also  concerned  that  the  designated 
representative  will  be  chosen  over  their 
objections  and  that  the  actions  of  the 


designated  representative,  over  which 
they  have  no  control,  will  res\ilt  in 
noncompliance  for  which  the  minority 
owners  will  be  Uable. 

Response:  The  Agency  does  not 
believe  that  it  should  require  the 
designated  representative  to  be  certified 
by  unanimous  consent.  Title  IV  does  not 
explicitly  authorize  EPA  to  impose  such 
a  requirement.  EPA  does  not  believe 
that  it  should  alter  existing  commercial 
arrangements  absent  express 
authorization  from  Congress  to  do  so. 
(Some  existing  agreements  among 
source  owners,  of  course,  may  require 
xmanimous  consent).  EPA's  position  is 
consistent  with  the  approach  taken  in 
the  Sanford  amendment,  which 
included  what  became  sections  402(26) 
(designated  representative  definition) 
and  408(i)  of  the  Act  and  which  was 
aimed  at  "ensur(ingl  that  the  existing 
relationship  between  the  various  parties 
with  legal  interests  in  an  affected  unit 
are  Isic)  preserved."  (136  Cong.  Rec. 
S3378.  daily  ed..  March  28. 1990 
(Senator  Sanford)).  In  addition, 
requiring  unanimous  consent  of  all 
owners  could  give  leverage  to 
dissidents,  allowing  them  to  force 
majority  owners  into  unreasonable 
concessions  (which  may  or  may  not  be 
related  to  the  Acid  Rain  Program) 
simply  to  remove  the  objections. 
(ii)  Unanimous  agreement  on 
allowance  decisions.  Several  of  the 
commenters  who  supported  imanimous 
consent  in  choosing  the  designated 
representative  recommended  that,  at  a 
minimum,  EPA  require  that  co-owners 
of  a  unit  explicitly  discuss  and  decide 
how  to  hold,  use,  and  distribute 
allowances  or  apportion  liabilities  that 
might  be  incurred  by  the  source.  These 
commentera  claimed  that  existing 
agreements,  negotiated  before 
allowances  were  created,  do  not  confer 
adequate  authority  on  the  designated 
representative  to  handle  allowances. 
These  commenters  assert  that  the 
Sanford  amendment  was  designed  to 
protect  minority  owners  and  that,  under 
it,  only  a  unanimous,  new  agreement, 
negotiated  expressly  to  reallocate 
allowances,  should  be  allowed  to 
override  the  provision  in  section  408(i) 
that  allowances  otherwise  be  held  and 
distributed  in  accordance  with  the 
ovmership  interests  in  the  unit. 

Response:  The  Agency  agrees  that 
section  408(i)  was  introduced  to  provide 
protection  for  minority  owners  without 
burdening  EPA  "with  the  responsibility 
of  using  scarce  resources  to  rigorously 
examine  the  relationship  between 
various  parties  whenever  there  are 
muhiple  holders  in  a  unit."  (136  Cong. 
Rec.  S3379.  daily  ed..  March  28. 1990 
(Senator  Sanford)).  Since  the  section 


408(i)  protections  are  to  be  applied  by 
the  parties  and.  if  necessary,  the  courts, 
the  Agency  has  decided  not  to  go 
beyond  the  specific  requirements  of 
section  408(i).  Instead,  the  final  rules 
incorporate  the  statutory  language 
reqiriring  allowances  to  be  distributed  m 
proportion  to  legal,  equitable,  leasehold, 
or  contractual  reservation  or  entitlement 
in  the  absence  of  a  contract  expressly 
providing  for  a  different  distribution. 
EPA  will  leave  it  to  the  parties  involved 
to  apply  this  provision  and  determine 
whether  and  under  what  circumstances 
a  unanimous,  new  agreement  is 
appropriate.  The  Agency  believes  that 
this  approach  gives  minority  owners  the 
protection  that  they  were  granted  in  the 
Act.  while  preventing  EPA  from 
becoming  embroiled  in  ownership 
disputes. 

iiii)  Limiting  designated 
representative's  discretion.  Several 
commenters  also  suggested  limiting  the 
discretion  of  the  designated 
representative  in  certain  matters  in 
order  to  protect  minority  owner 
interests.  For  example,  commenters 
suggested  that  EPA:  Require  an  agency 
relationship  to  be  established  between 
the  designated  representative  and  all  co- 
owners;  limit  the  ability  of  the 
designated  representative  to  use 
allowances  belonging  to  the  joint 
owners  or  to  sell  allowances  without 
express  authorization  from  co-owmers; 
require  co-owners  to  enter  into 
agreements  concerning  the  holding  and 
distribution  of  allowances;  and  take  a 
more  active  role  in  oversight  of  the 
actions  of  the  designated  representative. 

Response:  The  Agency  has  rejected 
these  suggestions  because  they  would 
require  EPA  to  review  and  alter  existing 
commercial  arrangements,  and  oversee 
new  arrangements,  in  the  utility 
industry,  a  role  for  which  EPA  has 
neither  the  necessary  expertise  nor 
express  statutory  authority.  The 
Agency's  approach  concerning  section 
408(i)  of  the  Act  preserves  the  minority 
owner  protection  granted  under  the  Act. 
(iv)  Freezing  allowance  accounts.  EPA 
asked  for  comment  on  whether  it  should 
freeze  allowance  accounts  in  the  event 
of  a  dispute  over  the  actions  of  the 
designated  representative.  Numerous 
commenters  objected  to  EPA's  proposal 
not  to  freeze  allowances,  claiming  that 
a  freeze  would  better  protect  against  the 
trading  of  co-owner's  allowances 
without  their  express  authorization  and 
would  further  ensure  compliance.  Other 
commenters  supported  EPA's  proposed 
approach  of  not  freezing  allowances 
because  it  avoids  having  EPA  become 
embroiled  in  private  disputes  among 
joint  owners.  These  commenters  believe 
that  aggrieved  multiple  owners  have 
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adequate  protection  thnnigh  their 
commercial  agreements  and  through  the 
courts. 

Response:  The  Agency  has  decided 
not  to  include  in  the  final  rule  any 
provision  requiring  the  freezing  of 
allowance  accounts  in  the  event  of  an 
allowance  dispute,  The  Agency  beUeves 
that  such  a  provision  would  undermine 
the  functioning  of  the  allowance  market, 
which  depends  on  the  ahility  of  third 
parties  to  rely  on  the  full  effectiveness 
of  the  recordation  of  an  allowance 
transfer. 

Freezing  accounts  automatically 
whenever  any  owner  or  operator 
claimed  there  was  an  allowance  dispute 
would  be  extremely  disruptive  to  the 
allowance  market.  Allowance  trading 
could  be  disrupted  frequently  and  at 
any  time.  Any  majority  or  minority 
owner  or  operator  could  use  such 
"claims"  to  force  iinable  concessions. 
Providing  for  routine  freezing  of 
accounts  where  a  claimed  dispute  seems 
meritorious  would  require  EPA  to 
evaluate  the  merits  of  disputes.  Such 
routine  evaluation  of  disputes  is  beyond 
the  expertise  of  the  Agency. 

However,  in  §  72.4  of  the  final  rule, 
the  Agency  reserves  the  right  to  take 
action  (e.g.,  with  regard  to  the 
Allowance  Tracking  System)  in 
extraordinary  circimistances  that  require 
action  to  ensure  the  orderly  and 
competitive  functioning  of  the 
allowance  system.  In  addition,  of 
course,  parties  may  obtain  injimctive 
relief,  where  appropriate,  from  the 
courts. 

(v)  Liability  of  owners  and  operators. 
Many  commenters  objected  to 
provisions  in  the  proposed  rule  that 
imposed  liability  on  all  owners  and 
operators  of  a  source  or  unit  for 
violations  of  title  IV  of  the  Act  and  the 
regulations.  The  commenters  pointed  to 
language  in  the  proposal  concerning 
joint  and  several  Uability  for  owners  and 
operators  for  violations  of  title  IV 
requirements.  They  argued  that  the  Act 
does  not  give  the  Agency  authority  to 
impose  joint  and  several  liability.  In 
addition,  commenters  also  objected  to 
the  preamble  discussion  of  shared 
liability  as  an  attempt  to  impose  joint 
and  several  Uability  without  authority. 

In  particular,  the  commenters  argued 
that  under  title  IV,  habiiity  for 
violations  could  only  arise  for  persons 
who  exercised  operaticmal  control  over 
the  affected  source  or  unit.  Many  utility 
units  subject  to  Acid  Rain  Program 
requirements  are  owned  by  several 
entities,  some  of  which  possess  minority 
owiiership  interests  in  the  unit  or 
source.  They  argue  that  existing 
contractual  arrangements  often  cede 
responsibility  for  operational  control. 


including  compliance  with 
environmental  laws,  to  the  majority 
owners.  Due  to  these  pre-existing 
contractual  arrangements,  commenters 
contend  they  lack  any  operational 
control  sufficient  to  exert  any  influence 
on  compUance  with  title  IV 
requirements.  In  addition,  commenters 
claimed  the  Agency  imlawfully  reUed 
on  section  40U(i)  of  the  Act  to  impose 
responsibiUty  for  compUance  witn  title 
rv  requirements  on  mhiority  owners. 
These  commenters  suggested  that  EPA 
should  amend  the  proposal  to  exempt 
minority  owners  from  liabiUty. 

Response:  The  Agency  does  irot  agree 
that  the  final  rule  should  exempt 
minority  owners  from  iiabiUty  but  does 
agree  that  all  provisions  in  the  proposal 
that  expressly  establish  joint  and  several 
liability  on  the  owners  and  operators  of 
an  affected  source  or  affected  unit 
should  be  removed.  The  question  of  the 
liability  of  a  specific  owner  and  operator 
is  best  left  to  case-by-case  determination 
in  the  context  of  enforcement  against 
specific  violations,  rather  than  being 
resolved  in  the  abstract  in  a  rulemaking. 

On  one  hand,  various  sections  of  title 
rv  impose  obUgations  on  owners  and 
operators  without  distinguishing 
between  majority  and  minority  owners 
or  owners  that  are  not  operators.  (See 
sections  408(h),  409(f),  411,  and  412(e) 
of  the  Act).  Moreover,  by  virtue  of  an 
ownership  interest  in  a  business  or 
property,  an  owner  may  exercise 
influence  over  operation  of  a  faciUty 
and  help  foster  compliance  with 
environmental  laws.  This  may  be  true 
even  if  the  owner  cannot  exercise 
unilateral  authority  or  significant 
control  over  operations.  It  is  important 
to  encourage  oversight  of  activities  at 
one's  business  or  property  and 
discourage  tacit  approval  or  willful 
ignorance  of  illegal  activities  that 
threaten  the  environment. 

On  the  other  hand,  the  Agency  does 
not  blindly  enforce  against  all  parties 
regardless  of  their  level  of  awareness, 
control,  and  responsibiUty  for  violations 
of  the  Act.  EPA  focuses  enforcement 
efforts  on  those  parties  most  truly 
culpable  for  violations.  EPA  and  the 
courts  look  to  the  culpabiUty  of  parties 
in  determining  Uability  and  assessing 
civil  penalties. 

The  Agency,  therefore,  has  removed 
bom  the  final  rule  language  that 
expressly  imposes  joint  and  several 
Uability  on  all  owners  and  operators  and 
is  leaving  the  question  of  IiabiUty  to 
cas8-by-case  determination  in 
proceedings  before  the  Agency  and, 
ultimately,  the  courts. 

(vi)  Liability  of  designated 
representative.  Several  commenters 
expressed  concern  that  a  designated 


representative  would  be  Uahle,  under 
the  proposal,  for  violations  by  owners 
and  curators. 

Response:  As  a  general  matter,  EPA 
expects  that  its  civil  and  administrative 
enforcement  actions  under  the  Add 
Rain  Program  usually  will  focus  on  the 
owners  and  operators  of  affected  units 
that  do  not  adhere  to  emission 
limitation  requirements  under  the 
program  (sections  404  and  405  of  the 
Act).  Designated  representatives  also 
have  responsibilities  under  the  Act  and 
would  be  Uable  for  violations  of  those 
responsibilities.  T^e  Act,  at  section 
402(26),  defines  the  designated 
representative  as  a  responsible  person 
authorized  by  the  owner  or  operator  to 
represent  the  owner  or  operator  as  to 
certain  matters,  including,  for  example, 
holding  and  transfer  of  allowances 
(section  403)  and  submission  of  and 
compliance  with  permits  and 
compliance  plans  and  related 
documents  (sections  408(c)(1)  and  408 
(h)(1)). 

It  is  EPA's  statutory  interpretation 
that  a  designated  representative  is  not 
liable  for  acts  or  omissions  that  are  not 
within  the  scope  of  his  responsibility  as 
designated  representative.  Under  the 
Act,  owners  and  operators  shall  be  fidly 
liable  for  the  emission  limitations 
(sections  404(a)  and  405(a))  and 
monitoring  requirements  (section  412) 
for  an  afiected  unit  and  are  responsible 
for  operating  the  imit  in  compliance 
with  those  requirements.  A  designated 
representative  would  not  be  subject  to 
Utility  for  a  unit  s  noncompliance  with 
those  requirements,  except  to  the  extent 
that  the  designated  representative  is  an 
owner,  an  operator,  or  has  control  over 
the  operaUon  of  the  affected  unit,  or  has 
been  authorized  by  the  owner  or 
operator  to  ensure  compliance  with 
those  provisions.  Accordingly,  where  a 
particular  violation  resulted  from  acts  or 
omissions  that  are  within  the  8Cop>e  of 
the  designated  representdtive  s 
responsibilities,  he  will  be  subject  to 
liability  for  that  violation. 

(4)  Phase  I  Substitution  Plans  (Subpart 
D) 

Section  72.41  of  this  regulation 
implements  section  404  (b)  and  (c)  of 
the  Act,  which  give  the  designated 
representative  the  option  ot  submitting 
a  substitution  plan.  Under  a  substitution 
plan,  the  designated  representative  of  a 
Phase  I  unit  identifies  affected  units 
(i.e.,  Phase  II  units)  that  would  not 
otherwise  be  subject  to  Phase  I 
requirements  and  requests  that  they 
become  Phase  I  units  subject  to  these 
requirements.  Since  the  substitution 
units  will  then  receive  allowances  in 
Phase  I.  this  approach  may  enable  the 
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designated  representative  to  achieve 
compliance  with  the  sulfur  dioxide 
emissions  limitations  required  during 
Phase  I  in  a  more  cost-eSective  manner. 

(a)  Common  owner  or  operator. 
Section  404(b)  of  the  Act  allows  the 
owner  or  operator  of  a  Phase  I  unit  to 
designate,  as  a  substitution  unit,  a  unit 
"under  the  control  of  such  owner  or 
operator."  In  interpreting  this  statutory 
language,  the  proposed  rule  stated  that 
a  designated  representative  is  an 
operator  and  that  a  common  designated 
representative  for  all  units  in  a 
suWitution  plan  would,  therefore, 
fulfill  the  statutory  requirement  that  the 
original  Phase  1  unit  and  the 
substitution  unit  be  \mder  the  control  of 
the  same  owner  or  operator.  The 
proposed  rule  also  required  that  the 
imits  have  the  same  designated 
representative  regardless  of  any  other 
common  control. 

Many  commenters  supported  the 
proposed  interpretation  of  the 
substitution  provision  and  commended 
the  Agency  for  providing  flexibility. 
Some  of  these  commenters  also  asked 
for  clarification  that  a  common 
designated  representative  would  not  be 
required  if  the  units  in  a  substitution 
plan  had  another  owner  or  operator  in 
common. 

A  few  commenters  disagreed  with  the 
Agency's  interpretation.  They  felt  that 
sm>stitution  plans  should  be  limited  to 
one  operating  companv.  They  argued 
that  Qingress  intended  Phase  I 
reductions  to  be  achieved  in  the 
geographical  areas  of  the  country  where 
the  environmental  effects  of  acid  rain 
are  most  extreme  (i.e..  the  eastern  U.S. 
where  most  Phase  I  units  are  located). 
Response:  The  Agency  has  upheld  the 

t)roposed  interpretation  of  the  statute  on 
egal  and  policy  grounds.  In  general,  a 
designated  representative  is  not 
considered  to  be  an  operator.  However, 
in  some  cases,  his  or  her  duties  and 
level  of  responsibiUty  can  be  equivalent 
to  that  of  an  operator.  For  example,  in 
cases  where  the  designated 
representative  represents  multiple 
sources  without  a  common  owner  or 
operator  that  are  participating  in  a  Phase 
I  substitution  plan,  the  designated 
representative  is  responsible  for 
coordination  among  the  sources  for 
purposes  of  submitting  permit 
applications  and  compliance  plans.  In 
that  case,  the  designated 
representative's  responsibiUties  would 
be  Ivoad  enou^  to  bring  him  or  her 
within  the  definition  of  operator 
because  he  or  she  would  be  responsible 
not  only  for  determining  that  the 
compUanoe  plans  fat  the  multiple  imits 
accurately  reflect  the  provisions  in  the 
substitution  plan,  but  also  that  the  imita 


comply  with  the  substitution  plan.  See 
section  404(b)  of  the  Act.  The 
regulations  provide  (§  72.41(b)(l)(i))  that 
the  owners  and  operators  of  the  units 
must  act  through  a  common  owner, 
operator  or  designated  representative, 
l^ese  types  of  important  coordination 
activities  and  responsibilities  make  it 
appropriate  to  deem  the  designated 
representatives  who  perform  them  the 
equivalent  of  an  "operator,"  and  assiire 
that  the  statutory  concern  regarding 
accountability  will  be  met.  See  56  FR 
63015  (December  15, 1991). 
Accordingly,  the  statutory  requirement 
in  section  404(b)  that  a  substitution  plan 
involve  a  common  owner  or  operator  is 
satisfied. 

Moreover,  this  aoproach  offers 
utilities,  particularly  small  utilities, 
flexibility  to  pursue  least  cost 
compliance.  Small  utilities  would 
effectively  be  denied  the  flexibility 
available  to  larger  utilities  under  the 
substitution  provisions  if  participation 
were  limited  to  a  single  operating 
company.  A  small  operating  company  is 
less  likely  to  have  its  own  Phase  II  unit 
to  designate  as  a  substitution  unit. 
Although  most  Phase  I  units  are 
located  in  the  eastern  U.S.,  Congress  did 
not  explicitly  target  a  geographical  area 
in  identifying  Phase  I  units,  but  instead 
used  size  and  emissions  rate  as  the 
criteria  for  identifying  Phase  I  units.  The 
Add  Rain  Program  clearly  calls  for 
nationwide  reductions  of  sulfur  dioxide 
without  explicit  requirements  that  the 
reductions  be  restricted  to  a  specific 
geographical  area.  See  136  Cong.  Record 
S17244,  daily  ed.,  October  26, 1990  and 
S16979,  daily  ed.,  October  27. 1990. 

This  rule  also  clarifies  that  units  with 
different  designated  representatives  will 
be  acceptable  in  a  single  substitution 
plan,  provided  that  they  have  another 
owner  or  operator  in  common.  This 
approach  is  consistent  with  the  Act, 
which  does  not  require  more  than  a 
common  owner  or  operator.  The  rule 
clarifies  that  if  an  owner,  operator,  or 
designated  representative  is  changed 
after  a  substitution  plan  is  approved,  the 
requirement  to  have  a  common  owner  or 
operator  must  continue  to  be  met.  If  it 
is  not,  the  substitution  plan  must  be 
terminated  beginning  January  1  of  the 
calendar  year  during  which  the  change 
was  made. 

(b)  "Unnecessary"  substitutions.  The 
proposed  rule  required  calculations  in  a 
proposed  substitution  plan  showing  that 
the  SO2  emissions  reductions  obtained 
by  all  units  in  the  plan  would  be  greater 
than  or  equal  to  the  SO3  emissions 
reductions  that  would  have  been 
obtained  by  all  such  units  without  the 
plan.  On  iu  face,  the  proposed  rule 
allowed  calculations  showing,  under  the 


plan,  the  substitution  imit  using  all  its 
allocated  allowances  and  making  no 
reductions  and  the  original  unit  making 
100%  of  expected  reductions.  The  rule 
did  not  explicitly  state  whether  such  a 
situation,  where  no  real  substitution  of 
emissions  reductions  was  proposed, 
would  be  acceptable.  Several 
commenters  recommended  that  the 
Agency  clarify  that  it  will  accept  a 
suDstitution  plan  under  which  no 
transfer  of  reductions  is  proposed. 

Response:  The  Agency  has  clarified  in 
§  72.41(c)  (3)  and  (4)  of  this  rule  to 
require  that  the  total  number  of 
allowances  allocated  \mder  a 
substitution  plan  not  exceed  the 
maximum  amount  allowed  to  be 
allocated  to  the  substitution  units  imder 
the  rule;  the  allowances  do  not  have  to 
be  allocated  to  or  used  at  the  original 
Phase  I  Mnii.  This  means  that  a 
substitution  plan  can  be  used  solely  for 
the  purpose  of  making  a  Phase  II  unit 
subject  to  Phase  1  requirements.  The 
Agency  has  taken  this  position  because 
the  alternative,  i.e.,  allowing  only  those 
substitution  plans  that  project  a  transfer 
of  reduction  obligations  to  the 
substitution  unit,  could  be 
circumvented  by  the  submission  of 
plans  projecting  that  one  ton  of  SO2 
reductions  be  transferred.  Since  there  is 
no  obligation  under  the  Act  to  actually 
carry  out  the  projected  transfer  of 
emissions  reduction  obligations  once 
the  allowances  are  allocated  under  the 
plan  and  since  the  same  total  niunber  of 
allowances  will  be  allocated  under  a 
plan  whether  the  transfer  was  to  be  one 
ton,  5000  tons,  or  zero  tons,  the  Agency 
sees  no  reason  to  implement  the 
substitution  provisions  in  a  manner  that 
would  require  artificial  projections  and 
would  lead  to  more  burdensome 
paperwork  requirements. 

(c)  Substitution  plan  allowance 
calculation.  The  proposal  calculated  the 
allowances  allocated  under  each 
substitution  plan  based  on  the 
substitution  unit's  baseline  multiplied 
by  the  lesser  of  the  unit's  1985  actual 

502  emissions  rate,  its  1985  allowable 

503  emissions  rate,  or  its  most  stringent 
federally  enforceable  allowable 
emissions  rate  at  the  time  of  application. 
Commenters  presented  opposing  views 
on  this  requirement.  Several 
commenters  svLggested  that  the  Agency 
has  no  authority  to  limit  substitution 
allowances  to  current  federally 
enforceable  emissions  rates  and  that 
Congress  was  concerned  about  reducing 
emissions  from  1980  or  1985  levels  and 
not  firom  current  levels.  Other 
commenters  suggested  that  the  Agency 
use  current  utilization  at  substitution 
units  rather  than  their  historical 
baseline  in  the  calculation  of 
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allowances.  They  argued  that  using  this 
methodology  would  provide 
substitution  imits  with  allowances  to 
account  for  growth  at  those  units  since 
1985  and  that  credit  for  growth  is 
justified. 

Other  commenters  argued  the 
opposite  extreme,  saying  that  any 
reduction  required  by  law,  State  or 
Federal,  should  be  considered  a 
reduction  that  would  have  occurred  in 
the  absence  of  a  substitution  plan. 

Response:  The  manner  in  which 
allowances  for  a  substitution  plan  are 
calculated  has  been  revised. 
Consideration  of  the  most  stringent 
federally  enforceable  emissions  rate  at 
the  time  of  application  has  been 
eliminated  in  today's  rulemaking.  Only 
1985  emissions  rates  will  be  included  in 
the  calculation. 

The  Agency's  position  on  this  issue 
hinges  on  interpretation  of  the 
requirement  in  section  404(b)(5)  of  the 
Act  that  emissions  reductions  under  the 
plan  be  no  less  than  without  the  plan. 
Section  404(b)(3)  requires  a  proposed 
substitution  plan  to  include  the  1985 
actual  or  allowable  SO2  emissions  rate 
and  makes  no  mention  of  the  current 
allowable  rate  or  current  utilization.  The 
Agency  believes  that  this  language  in 
section  404(b)(3)  strongly  implies  that 
the  allowances  allocated  under  a 
substitution  plan  are  to  be  based  upon 
the  substitution  imit's  baseline 
multiplied  by  the  lesser  of  its  1985 
actual  or  allowable  SO2  emissions  rate. 
This  interpretation  assumes  that  the 
reductions  contemplated  under  the 
substitution  plan  are  to  be  measiu«d 
from  1985  levels  and  is  generally 
consistent  with  the  approach  in  sections 
404  and  405  of  achieving  emissions 
reductions,  by  allocating  allowances, 
from  1985-1987  levels.  Any  reductions 
in  emissions  rate  made  at  a  substitution 
unit  since  1985  will  not  have  resulted 
from  title  IV  and  will,  thus,  not  be 
counted  as  reductions  that  would  have 
occurred  without  the  plan.  The 
elimmation  of  current  allowable  rates 
from  the  calculation  of  substitution 
allowances  is  also  responsive  to  the 
many  commenters  who  were  strongly 
opposed  to  EPA's  proposal  to  annualize 
current  allowable  emissions  rates  using 
the  procedures  by  which  1985  allowable 
rates  were  annualized  for  NADB. 

Moreover,  consistent  with  this 
interpretation,  the  1985,  not  the  current, 
utilization  level  of  a  substitution  unit 
will  be  used  in  the  calculation  of 
allowances.  Applying  the  concept  of  a 
1985  starting  point  for  both  factors 
(emissions  rate  and  utilization  level) 
used  to  calculate  reductions  lis 
internally  consistent  and  follows  the 
language  of  section  404(b)(3)  of  the  Act. 


The  Agency  finds  that  the  use  of  current 
data  for  utilization  would  not  provide 
the  overall  reductions  contemplated  by 
the  Act  because  it  would  provide 
allowances  for  growth  at  Phase  II  units. 
Finally,  the  use  of  well-estabUshed 
1985-87  data  not  only  provides  more 
certainty  that  reductions  will  actually  be 
achieved,  but  also  facilitates 
implementation  of  the  provision. 

(d)  Demonstration  requirements.  The 
proposal  specifies  procedures  for 
demonstrating  that  a  substitution  plan 
meets  the  requirement  of  section 
404(b)(5)  of  the  Act  that  the  plan 
"achieve  the  same  or  greater  emissions 
reductions  than  would  have  been 
achieved  by  the  original  affected  unit 
and  the  substitute  unit  or  units  without 
such  substitution."  The  proposed 
procedures  required  the  calculation  of 
projected  annual  emissions  reductions 
from  each  unit  in  the  plan  and  the 
comparison  of  these  reductions  to  those 
that  would  be  achieved  without  the 
plan.  Some  commenters  pointed  out 
that  the  total  number  of  allowances 
allocated  under  a  substitution  plan 
determines  whether  the  total  emissions 
reductions  achieved  under  the  plan  will 
be  adequate  and  that  the  distribution  of 
the  requested  allowances  among  the 
original  and  substitution  units  is,  thus, 
incidental. 

The  commenters  suggested  that  the 
Agency  should  simply  require 
calculation  of  the  total  allowances 
available  under  the  plan  and  eliminate 
the  requirement  to  calculate  reductions 
to  be  obtained  by  each  unit. 

Response:  The  Agency  agrees  that 
calculation  of  the  unit-by-unit 
reductions  is  unnecessary  and  has 
streamlined  the  procedures  for 
demonstrating  the  section  404(b)(5) 
requirement  accordingly.  The  rule  limits 
the  total  number  of  substitution 
allowances  allocated  under  the  plan  to 
the  maximum  number  calculated  to  be 
available  under  the  plan,  i.e.,  an  amount 
equal  to  the  total  tonnage  the 
substitution  units  could  have  emitted  if 
they  were  not  under  the  plan  and  so  did 
not  have  to  make  any  emission 
reductions.  This  requirement  fulfills  the 
demonstration  requirement  because 
total  reductions  for  the  original  and 
substitution  units  will  equal  what  total 
reductions  would  be  without  the  plan: 
100%  of  expected  reductions  by  the 
original  unit  and  no  reductions  by  the 
substitution  unit  under  title  IV.  llie  rule 
then  provides  the  designated 
representative  the  option  to  choose  to 
have  some  or  all  of  Uiese  allowances 
redistributed  from  the  substitution  units 
to  the  original  Phase  I  units  in  the  plan. 
If  no  redistribution  is  chosen,  the 
designated  representatives  must  simply 


indicate  this  in  the  application.  The 
streamlined  approadi  to  this 
demonstration  greatly  reduces  the 
biuden  of  preparing  a  substitution  plan. 
Allowances,  of  course,  may  always  be 
transferred  after  they  are  allocated 
under  the  plan. 

To  further  simplify  the  substitution 
plan,  the  Agency  does  not  require  that 
the  original  Phase  I  unit  report  its 
baseline,  its  1985  actual  and  allowable 
SO2  emissions  rates,  and  its  allowance 
allocation.  This  information  has  already 
been  collected  and  appears  in  NAOB 
and  Table  1  of  §  73.10(a).  The  Agency, 
therefore,  has  no  need  to  require  the 
source  to  report  it  Further,  althotigh 
required  to  be  reported  imder  section 
404(b)(4)  of  the  Act.  the  substituticm 
unit's  proposed  emissions  rate  \mder 
the  plan  is  not  required  in  the  rule. 
Similarly,  the  substitution  unit's 
projected  emissions  without  the  plan — 
a  figure  that  is  not  mentioned  in  section 
404(b)(3) — is  no  longer  required. 
Because  allocation  of  allowances  under 
the  plan  is  based  on  historical  data, 
proposed  or  projected  rates  are  not 
needed. 

(e)  NO„  applicability.  The  proposed 
rule  stated  that  each  substitution  unit  is 
affected  for  NOi  on  the  date  that  it 
becomes  affected  for  SO2.  The  final  rule 
states  only  that  each  substitution  unit 
will  be  affected  for  NO,  and  defers 
specification  of  the  deadlines  and 
conditions  to  the  future  rulemaking  oo 
NO.  regulations  to  implement  section 
407  of  the  Act.  Because  substitution 
plans  provide  a  lot  of  flexibility  for 
sources  to  bring  Phase  II  units  into  the 
program  during  Phase  I,  the 
implications  for  NO.  emissions  could  be 
significant.  For  this  reason  and  because 
many  related  issues  concerning  NO. 
requirements  have  not  been  finalized, 
the  details  of  NO.  applicabiUty  for 
substitution  units  have  been  deferred. 

(f)  Termination  of  plans.  Under  the 
proposal,  substitution  plans  may  be 
terminated  through  an  administrative 
permit  amendment,  provided  that  the 
designated  representative  surrenders  the 
allowances  allocated  under  the 
substitution  plan  for  the  yeara  of  the 
termination.  The  final  rule  clarifies  this 
provision  to  specify  that  notification  to 
terminate  a  substitution  plan  must  be 
submitted  to  the  Administrator  by  at 
least  60  days  before  the  allowance 
transfer  deadline  applicable  to  the  first 
year  for  which  the  termination  is  to  be 
in  effect.  This  should  allow  the  revision 
of  the  permit  and  the  deduction  of 
allowances  to  take  place  by  the 
allowance  transfer  deadline.  The 
Agency  believes  that  retroactive 
terminations  limited  in  this  way  should 
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be  allowed  in  order  to  maximize 
flexibility  in  compliance. 

(5)  Phase  I  extension  plans  (subpart 
D).  Section  72.42  of  this  regulation 
implements  section  404(d)  of  the  Act.  A 
Phase  I  extension  plan  allows  the 
designated  representatives  of  units  that 
commit  to  install  technologies  achieving 
90%  reduction  of  sulfur  dioxide  to 
obtain  a  two-year  extension  of  the 
deadline  for  meeting  Phase  I  emissions 
reduction  requirements  by  applying  for 
additional  allowances  from  a  special 
allowance  reserve.  The  designated 
representatives  of  units  that  will  transfer 
their  emissions  reduction  obligations  to 
the  units  installing  control  technologies 
may  also  request  reserve  allowances. 

(a)  Early  ranking  procedure.  Prior  to 
the  proposal,  the  Agency  determined,  in 
consultation  with  the  regulated 
community,  that  the  3.5  million 
allowance  reserve  for  Phase  I  extensions 
was  likely  to  be  oversubscribed.  Because 
the  Act  specifies  that  the  Administrator 
must  act  on  each  application  in  the 
"order  of  receipt."  some  applicants 
would,  therefore,  not  receive  reserve 
allowances.  The  appropriate  method  for 
distribution  of  Phase  I  extension  reserve 
allowances  thus  became  one  of  the  most 
controversial  issues  encountered  in  this 
rulemaking.  Faced  with  the  nrospect  of 
a  drawn  out  debate,  the  regulated 
community  advised  EPA  that  certainty 
regarding  the  chances  of  receiving  Phase 
I  extension  reserve  allowances  at  the 
earliest  possible  date  was  important.  For 
this  reason,  the  Agency  proposed  an 
early  ranking  procedure  to  determine 
the  order  of  receipt  of  Phase  I  extension 
apphcations  prior  to  submission  of  a 
Phase  I  permit  application.  A  telephone 
queuing  procedure  was  proposed  as  the 
method  for  ranking  these  applications. 

The  Agency  received  extensive 
comment  on  this  issue  &t>m  the 
regulated  community,  high  sulfur  coal 
interests,  low  sulfur  coal  interests, 
equipment  vendors,  Congressmen  and 
Senators,  and  a  few  environmental 
groups.  Almost  all  commenters  urged 
the  Agency  to  abandon  telephone 

Sueuing.  Even  those  commenters  who 
isagreed  on  what  the  alternative 
should  be  agreed  on  this  point.  The 
most  frequently  cited  reasons  for 
eliminating  telephone  queuing  were 
cost  to  industry  and  the  Agency  and 
concerns  about  the  security  of  the 
queuing  system. 

On  one  nand.  commenters  who 
favored  a  pro  rata  distribution  of  Phase 
1  extension  reserve  allowances  to  all 
qualified  applicants,  argued  that 
telephone  queuing  or  any  other  first- 
come,  first-served  procedure  fails  to 
implement  the  intent  of  the  Phase  I 
extension  provision.  They  argued  that 


the  provision  was  meant  to  buffer  the 
economic  impact  of  title  IV  on  those 
utilities  and  States  that  are  most 
dependent  on  high  sulfur  coal.  The 
intent,  they  claimed,  was  to  encourage 
the  installation  of  control  technology.  A 
pro  rata  approach  would  ensure  that  all 
qualified  utiUties  would  receive  at  least 
some  share  of  the  reserve  allowances 
and  would,  thus,  allow  more  of  them  to 
proceed  with  the  installation  of 
controls. 

On  the  other  hand,  low  sulfur  coal 
interests  argued  that  the  language  of 
section  404(d)  of  the  Act  does  not  allow 
for  pro  rata  distribution  and  supported 
the  Agency's  proposal  to  act  on 
applications  one  at  a  time  on  a  first- 
come,  first-served  basis  until  the 
allowances  rxin  out.  These  commenters 
did  not  argue,  however,  that  the 
proposed  telephone  queuing  procedure 
was  the  best  way  to  implement  their 
recommended  approach.  Some  of  the 
first-come,  first-served  supporters 
suggested  a  lottery  drawing  instead, 
pointing  out  that  the  effect  would  be  the 
sapie  as  that  of  a  telephone  queue,  at 
much  less  cost  to  sources  and  the 
Agency  and  with  fewer  security 
concerns.  Some  commenters  who 
supported  a  pro  rata  approach  also 
indicated  that  a  lottery  drawing  would 
be  satisfactory  if  the  Agency  decided 
against  pro  rata. 

Response:  The  Agency  has  considered 
all  of  these  comments  carefully  and  has 
determined  that  a  lottery  drawing  is 
consistent  with  the  statutory  language 
and  will  be  the  least  burdensome  and 
most  expeditious  method  to  provide  an 
early  ranking  of  Phase  I  extension 
applications.  A  lottery  is  also  the  only 
approach  that  commenters  from  both 
points  of  view  seemed  willing  to  accept. 
This  was  an  important  factor  in  the 
Agency's  decision  since  litigation  on 
this  provision  would  only  delay  the 
certainty  that  is  so  important  to  the 
regulated  community. 

The  rule  specifies  that  the 
Administrator  wall  begin  receiving  early 
ranking  applications  on  the  40th  day 
after  promulgation  of  this  rule.  Forty 
days  have  been  provided  so  that  sources 
will  have  adequate  time  to  obtain  and 
read  the  rule  and  to  appoint  a 
designated  representative.  All  early 
ranking  applications  received  on  the 
same  day  will  be  deemed  to  be  received 
simultaneously.  If  the  applications 
received  on  any  one  day  result  in  the 
reserve  to  be  oversubscribed,  a  public 
lottery  drawing  will  be  held  to 
determine  the  order  in  which  to  act  on 
each  application  received  on  each  such 
day.  About  two  weeks  will  elapse 
between  the  time  that  the  source  is 
notified  of  the  lottery  and  the  day  on 


which  the  lottery  is  to  be  held  so  that 
applicants  will  have  the  opportunity  to 
negotiate  among  themselves  or  to  drop 
their  applications  if  desired. 

The  conditions  on  the  rank  order, 
once  it  is  determined,  remain  the  same 
as  those  proposed.  Several  commenters 
did,  however,  ask  for  clarification  that 
an  application  would  not  lose  its  place 
in  the  rank  order  if  the  information 
originally  submitted  requires 
adjustments.  Only  complete  early 
ranking  applications  will  be  given  a 
rank  order.  An  application  that  contains 
all  of  the  requested  information  is 
considered  complete  and  is  not 
rendered  incomplete  by  the  need  to 
correct  later  any  of  the  information. 
Once  a  complete  application  is  given  a 
rank  order,  adjustments  can  be  made 
without  changing  the  rank  order  of  the 
application.  The  addition  of  new  control 
units  will  not.  however,  be  considered 
an  adjustment.  Similarly,  the  inclusion 
or  exclusion  of  transfer  units  will  be 
allowed  as  an  adjustment  but  the  total 
number  of  Phase  I  extension  allowances 
requested  will  not  be  increased.  The 
addition  of  new  control  units  or 
additional  requested  allowances  to  an 
existing  application  would  have  the 
same  effect  as  permitting  submission  of 
a  new  application  ahead  of  other 
existing  applications.  Allowing  such 
changes  to  existing  applications  would 
therefore  contradict  tne  requirement 
that  applications  be  considered  in  order 
of  receipt. 

Allowances  will  be  awarded  to  each 
unit  based  on  the  information  in  the 
early  ranking  application.  The 
allowances  will  not  actually  be 
allocated  (i.e.,  they  will  not  appear  in 
each  unit's  subaccount)  until  a  full 
permit  application  containing  a  Phase  I 
extension  plan  has  been  acted  upon  by 
the  Administrator  and  each  unit's 
permit  has  been  issued. 

It  must  be  noted  that  one  utility  has 
filed  suit  against  the  Agency  seeking 
court  intervention  requiring  EPA  to  rank 
its  request  for  allowances  based  on  the 
March  1991  submission  date  of  the 
request.  Monongahela  Power  Co.,  et  al. 
V.  neiily.  Qv.  No.  91-137-C  (N.D. 
W.Va).  While  the  case  remains 
unresolved,  the  possibility  exists  that 
EPA  may.  at  some  later  date,  be  required 
to  revise  the  ranking  procedures. 

(b)  Qualifying  Phase  I  technology 
contract.  The  proposal  required  a  fully 
executed  contract  for  construction  of 
qualifying  Phase  I  technology 
contingent  only  on  the  receipt  of  Phase 
I  extension  reserve  allowances. 

Several  commenters  foiind  the 
proposed  rule  language  specifying 
requirements  for  the  qualifying  Phase  I 
technology  contract  to  be  unduly 
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restrictive.  Commenters  pointed  out  that 
section  404(d)(2)(B)  of  the  Act  states 
that  the  contract  "may  be  contingent 
upon  the  Administrator  approving  the 
proposal"  and  does  not  restrict  the 
contract  to  a  single  contingency.  Many 
commenters  also  siiggested  that  the 
proposed  requirement  for  a  single 
contract  for  qualifying  Phase  I 
technology  does  not  reflect  the 
bomplexities  of  such  agreements. 

Response:  The  rule  language  has  been 
modifled  to  reflect  more  closely  the 
statutory  language.  Other  contingencies 
are,  thus,  permissible.  However,  the 
contract  must  be  a  binding  agreement 
between  the  parties  for  installation  of 
equipment  capable  of  at  least  90% 
reduction  of  SO3. 

The  rule  language  has  also  been 
modiHed  to,  consistent  with  the 
language  in  section  4G4(d)(2)(B),  allow 
for  multiple  contracts.  The  rule  still 
requires  contracts  covering  activities  up 
to  and  including  construction  of  the 
main  scrubber  module  or,  in  the  case  of 
precombustion  or  combustion 
technologies,  construction  of  the 
primary  components  of  the  removal 
system. 

In  addition,  the  rule  specifies  that 
submission  of  full  contracts  for 
qualifying  Phase  I  technology  with  the 
early  ranking  application  and  with  the 
Phase  I  extension  plan  will  not  be 
required.  Instead,  a  source  may  submit, 
for  each  contract,  a  letter  agreement  that 
includes:  (1)  Identification  of  the 
qualifying  Phase  I  technology  to  which 
the  contract  applies,  (2)  the  parties  to 
the  contract.  (3)  the  date  eadi  party 
executed  the  contract,  (4)  identification 
of  the  luiits  to  which  the  contract 
applies,  (S)  a  list  identifying  each 
provision  of  the  contract,  (6)  any  dates 
to  which  the  parties  agreed,  (7)  the  total 
dollar  amount  of  the  contract,  and  (8) 
the  signature  of  each  party  and  the  date 
that  each  party  signed.  The  listed 
information  is  needed  to  review  the 
Phase  I  extension  and  early  ranking 
applications.  Condensing  this 
information  into  a  brief,  but  binding 
summary  will  streamline  EPA's  review 
and  will  reduce  significantly  the  volume 
of  documentation  required  to  be 
submitted  by  each  applicant. 

The  rule  also  specifies  that  a  copy  of 
the  actual  contract  must  be  kept  on  file, 
and  must  be  sent  to  the  Administrator 
upon  request.  This  requirement  is 
necessary  because  section  404(d)(2)(B) 
of  the  Act  requires  that  each  extension 
proposal  provide  a  copy  of  an  executed 
contract  for  the  design  engineering,  and 
construction  of  the  qualifying  Phase  I 
technology.  Since  all  permit 
applications  are  placed  in  a  public 
docket,  the  statutory  provision  has  the 


effect  of  requiring  the  ccmtract  to  be 
available  to  the  public.  The  opportimity 
for  public  examination  of  the  contract 
must,  therefore,  be  preserved. 
Elimination  of  the  requirement  to 
submit  the  entire  contract  reduces  the 
paperwork  burden  on  the  source  and  on 
EPA  while  maintaining  the  opportunity 
for  public  review. 

(c)  Calculation  of  reserve  allowances, 
(i)  General  concept.  The  proposal  asked 
for  comment  on  the  Agency's 
interpretation  of  the  procedures  for 
allowance  awards  to  each  unit  under  a 
Phase  I  extension  plan.  The  proposal 
provides  that  each  control  imit  may 
receive  reserve  allowances  based  on  the 
lesser  of  the  unit's  average  annual 
emissions  for  1988  and  1989  or  the 
unit's  projected  imcontroUed  emissions 
for  1995  and  1996  regardless  of  when 
during  the  extension  period  the  control 
technology  is  actually  installed.  The 
Agency  asked  for  comment  on  ah 
alternative  interpretation  whereby  the 
control  unit  would  receive  allowances 
based  on  uncontrolled  emissions  only  if 
the  control  technology  was  not  yet 
installed.  Under  this  scenario,  the 
control  unit  would  still  get  reserve 
allowances,  but  the  number  would  be 
based  on  the  difference  between  their 
basic  allowances  and  the  number  of  tons 
they  would  emit  with  the  controls 
installed. 

Most  commenters  supported  the 
proposed  interpretation,  although  some 
commenters  preferred  the  alternative 
interpretation  because  it  ties  reserve 
allowances  more  closely  to  the  actual 
operations  at  a  unit.  Many  commenters 
also  requested  that  the  final  rule  clarify 
that  reserve  allowances  for  transfer  units 
are  to  be  calculated  using  the  same 
principles  as  applied  to  control  units. 

Response:  The  rule  maintains  the 
interpretation  for  calculating  reserve 
allowances  that  was  proposed.  The 
Agency  believes  that  the  intent  of  the 
Phase  I  extension  provision  was  to 
allow  qualifying  utilities  to  operate, 
during  the  extension  period,  as  they 
would  have  been  able  to  operate 
without  title  TV  and  to  bank  that  amount 
of  allowances  if  they  installed  control 
technology  prior  to  January  1, 1997.  See 
136  Cong.  Record,  S2532,  daily  ed., 
(March  9, 1990)  (Senator  Bond).  Under 
this  interpretation,  all  units  receiving 
the  extension  are  treated  in  the  same 
manner  throughout  the  extension 
period,  regardless  of  whether  they 
install  controls  earlier  than  required  by 
the  Act. 

The  rule  also  clarifies  that  reserve 
allowances  for  transfer  units  are 
calculated  using  the  same  principles  as 
applied  to  control  units.  This  means 
that  transfer  units  also  receive  reserve 


allowances  based  on  the  lesser  of  their 
average  annual  emissions  for  1988  and 
1989  or  their  projected  imcontrolled 
emissions,  i.e.,  what  emissions  would 
have  resulted  from  operation  of  the  imit 
in  the  absence  of  title  IV. 

(ii)  1988  and  1989  average  annual 
emissions.  The  proposal^  specified  the 
1988  and  1989  emissions  to  be  used  for 
each  unit  in  the  calculation  of  Phase  I 
extension  allowances  in  proposed 
Appendices  A  and  B.  These  figures  were 
ba^  on  data  reported  on  ELA  Form  767 
filed  in  those  years.  The  EIA  data  was 
analyzed  by  EPA  using  the  methodology 
in  the  NADB  Version  2.1  Technical 
Support  Document,  Appendix  D  at  2. 

Some  commenters  oisagreed  with  the 
figures  published  in  the  proposal. 

Response:  The  Agency  has  removed 
proposed  Appendices  A  and  B,  with  the 
1988  and  1989  sulfur  dioxide  emissions 
data,  from  the  rule.  Individual  figures 
therefore  can  be  revised  without 
revising  the  rule.  EPA,  in  reviewing 
Phase  I  extension  applications,  will 
generally  rely  on  the  designated 
representative's  certification  that  the 
data  is  correct.  If  a  dispute  over  the  data 
arises  during  the  permit  issuance 
process,  EPA  will  rely  on  whatever  data 
EIA  reports  to  EPA  for  the  unit  in 
question  and  will  convert  this  data  to  an 
annual  tonnage  figiue  using  the 
methodology  in  the  document  cited 
above,  whiai  methodology  is  now 
contained  in  the  final  Appendix  C  of 
this  part. 

The  proposal  also  stated  that 
allowances  for  control  and  transfer  units 
would  be  limited  not  only  to  the  average 
annual  emissions  for  1988  and  1989,  but 
also  to  the  most  stringent  federally 
enforceable  allowable  emissions 
limitation  for  those  years.  Thus,  if  a  unit 
had  been  out  of  compliance  in  those 
years,  it  would  not  receive  reserve 
allowances  for  the  emissions  above  the 
compliance  level.  Commenters  on  this 
issue  questioned  both  the  Agency's 
authority  to  impose  this  restriction  and 
the  procedures  that  were  proposed  for 
the  annualization  of  allowable 
emissions  rates.  Commenters  from  the 
regulated  community  argue  that  the 
Agency  has  no  authority  to  consider 
allowable  emissions  in  this  context 
since  section  404(d)(4)  specifically 
provides  for  consideration  of  average 
annual  emissions  and  makes  no 
mention  of  allowable  emissions.  This 
contrasts  with  other  sections  of  the  Act 
(e.g.,  section  409(c))  that  expressly  refer 
to  allowable  emissions.  Commenters 
also  claim  that  the  Agency  lacks 
authority  to  use  the  annualization 
procedures  specified  in  the  Act  for 
allowable  1985  emissions  rates  for  the 
annualization  of  other  emissions  rates. 
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RaqMOte:  Because  lectiaa  404(d)(4) 
expressly  limits  reserve  aUowances  by 
only  the  average  annual  emissions  ior 
1988  and  1989.  the  requirement  to  limit 
reserve  allowanoas  to  1988  and  1989 
allowable  rates  has  bean  eliminated 
altoaBther. 

(iTi)  Projected  emisskms  for  1 995 
through  1999.  The  proposed  rule 
specified  that  {voiected  emissions  for 
1995  through  1999  at  control  and 
transfer  units  be  based  on  projected 
annual  utilization  »»  reported  on  EIA 
Form  767  and  projacteo  emissions  rate 
for  each  year.  This  emissi(Hi  rate  could 
not  exceed  the  most  stringent  federally 
enforceable  allowable  emissions  rate  in 
Ibs/mmBtu. 

Commentera  objected  to  the  use  of  the 
EIA  form  as  a  source  of  projected 
utilization  data,  both  becauae  it  does  not 
provide  annual  projections  for  the 
appropriate  years  and  becauae  using 
previously  reported  projections  does  not 
provide  sources  enough  flexibility. 
Commenters  suggested  that  EPA  simply 
require  "good  faith"  utilization 
projections  and  asked  EPA  to  clarify 
that  becauae  these  projecticms  are  used 
to  calculate  Phase  I  extension  reserve 
allowances,  they  would  not  need  to  be 
revised  once  the  Phase  I  extension  plan 
bad  been  approved  and  the  allowances 
allocated. 

Sane  commMiters  objected  to 
restricting  projected  rates  to  the  most 
stringent  faderally  mibroaable  allowable 
emissions  rate.  In  addition,  although 
neither  the  proposed  rule  nor  the 
propoaed  preamble  explicitly  stated  that 
the  most  stringent  faderally  enforceable 
rate  used  for  comparison  to  the 
projected  rate  would  be  annualized, 
some  commentera  ialt  that 
annualization  was  implied.  They 
disagreed  with  the  requirement  to 
express  an  allovrable  rate  in  annualized 
form  rather  than  in  the  format  in  which 
it  is  enforced. 

Response:  The  Agency  agrees  with  the 
majority  of  commentera  that  the  use  of 
EIA  Form  767  as  a  source  for  projected 
utilization  figures  is  not  workable.  The 
final  rule  simply  requires  projected 
annual  utilization  for  1995  through 
1999.  EPA  intends  that  these  projections 
be  good  faith  projectiona.  In  addition,  as 
commentera  suggssted.  these  projections 
need  not  be  reriaed  oooe  the  Phase  I 
extension  plan  is  approved. 

The  final  rule  similarly  requires 
projected  uncontrolled  or  controUad 
emission  rates  for  1995  through  1999  (as 
applicable),  and  EPA  intenda  that  they 
be  good  faith  projections.  EPA 
maintains  that  any  projadad  emisaiona 
rate  that  exceeds  the  unit'a  moat 
ttringaot  faderally  anfarcaabla 
emiasiona  rata  promulgrtad  aa  of  the 


filing  of  the  Phase  I  extension  plan  will, 
on  its  face,  not  be  good  faith.  As  with 
the  1988  and  1989  actual  emissions. 
EPA  will  generally  rely  on  the 
certification  of  the  designated 
representative.  Should  a  dispute  arise 
during  the  permit  issuance  process.  EPA 
will  convert  the  unit's  most  stringent 
federally  enforceable  emissions  rate  at 
the  time  of  application  to  Ibs/mmBtu 
using  the  conversion  methodology  in 
the  NADB  Version  2.1.  Technical 
Support  Dociunent.  Appendix  D  at  2. 
This  methodology  is  now  set  forth  in  the 
Appendix  B  of  the  final  rule.  If  there  are 
two  or  more  applicable  federally 
enforceable  rates,  the  rates  %vill  be 
converted  to  Ibs/mmBtu,  but  not 
Annualized,  and  the  lowest  rate  will  be 
compared  with  the  projected  emission 

(d)  NCK  applicability.  The  proposal 
stated  that  control  units  must  comply 
with  nitrogen  oxides  reduction 
requirements  on  the  date  that  the  unit 
shuts  down  to  install  the  control 
equipment  and  that  transfer  units  are 
subject  to  nitrogen  oxides  reduction 
requirements  on  January  1, 1995. 

Many  commenters  pointed  out  that 
the  proposal  seems  inconsistent  with 
section  407(a)  of  the  Act.  providing  that 
a  Phase  I  extension  unit  is  subject  to 
NO,  requirements  when  it  must  meet 
SOj  reduction  requirements,  and  section 
404(d)(1).  postponing  SO2  reduction 
requirements  for  such  units  for  two 

years. 

Response:  The  Agency  agrees.  The 
rule  states  that  both  control  and  transfer 
units  are  subject  to  nitrogen  oxides 
requirements  on  January  1. 1997  in 
accordance  with  section  407  of  the  Act 
and  regulations  implementing  section 
407. 

The  only  caveat  to  this  provision  la 
that  transfer  units  not  transferring  the 
total  number  of  emissions  possible  (i.e.. 
the  lesser  of  average  annual  emissions 
for  1988-1989  or  projected  uncontrolled 
emissions  during  the  extension)  to  a 
control  unit  will  not  be  exempt  fiom 
nitrogen  oxides  requirements  during 
those  yeare  that  the  transfer  is  partial, 
unless  the  transfer  unit  is  the  last  unit 
allocated  allowances  under  the  Phase  I 
extension  plan.  If  the  designated 
representative  is  not  requesting  the  full 
amount  of  reserve  allowances  for  which 
a  transfer  unit  might  be  eligible,  then 
the  unit  is  subject  at  least  in  part  to  the 
SO2  reduction  requirements  under  title 
IV  (section  407(a))  and  so  is  subject  to 
applicable  nitrogen  oxides  emissions 
limitationa  on  January  1, 1995.  Thia 
interpratatioo  was  necessary  to  prevent 
gaming  whereby  numerous  transfer 
units  would  be  attached  to  each  control 
unit,  only  requesting  a  few  reserve 


allowances  for  each  and  thereby  making 
them  all  exempt  from  nitrogen  oxides 
requirements.  The  Agency  does  not 
believe  such  widespread  exemption 
from  nitrogen  oxides  reductions  was 
contemplated  under  this  provision  and 
has,  therefore,  explicitly  prevented  it. 
However,  if  a  transfer  unit  is  the  last 
unit  allocated  allowances  under  a  Phase 
I  extension  plan  and  caimot  receive  all 
of  the  aUowances  for  which  it  is  eligible, 
e.g..  because  the  Phase  I  extension 
reserve  is  depleted,  the  imit  will  be 
exempt  from  nitrogen  oxides 
requirements  until  1997.  In  the  latter 
case,  the  partial  transfer  is  unavoidable 
and  so  should  not  disadvantage  the 
transfer  unit. 

(e)  Demonstration  of  90%  removal 
efficiency.  The  proposal  required 
control  units  to  demonstrate  90% 
removal  efficiency  for  quaUfying  Phase 
I  Technology  on  an  average  aimual  basis 
begiiming  upon  commencement  of 
operation  of  the  technology.  A 
requirement  to  perform  a  30-day  start- 
up test  was  also  proposed. 

The  Agency  received  many  comments 
on  this  provision.  Many  commenters 
claimed  that  the  average  annual 
demonstration  was  unnecessary  since 
under  secUon  404(dK7)  of  the  Act. 
control  units  must  not  exceed  the 
projected  tonnage  emissions  of  sulfur 
dioxide  in  their  permit  application. 
Many  commentera  also  suggested  that 
the  demonstration  not  be  required 
beginning  upon  oommeooement  of 
operation  of  the  qualifying  I%ase  I 
technology.  They  sug^sst  that  since, 
with  the  2-year  extension,  the  deadline 
for  operation  of  the  technology  is 
January  1, 1997,  the  requirammit  to 
demonstrate  90%  removal  should  not 
begin  until  that  date.  In  addition, 
commentera  argued  that  if  90%  removal 
is  to  be  determined  on  an  annual 
average  basis,  as  proposed,  a  start-up 
test  that  can  be  repeated  until  the  end 
of  the  calendar  year  is  meaningless  and 

redimdant.  .  .  ._» 

Response:  Section  404(dK2ME)  states 
that  the  control  unit  must  project  the 
number  of  allowances  expected  to  be 
necessary  for  annual  operation  after  the 
qualifying  Phase  I  technology  has  been 
installed.  Ho%vever.  the  requirement  not 
to  exceed  projected  tonnage  amissions 
does  not  ensure  that  90%  control  will  be 
achieved  since  the  limitation  could  be 
met  by  reducing  load  or  by  using  a 
lower  sulfur  fuel.  Becauae  the  statutory 
definition  of  qualifying  phaae  I 
technology  requires  that  the  technology 
achieves  90  percent  reduction  and 
because  this  requiremant  is  a  condition 
for  awarding  raaarve  allowancaa  that 
provide  a  substantial  aconomic  benefit 
at  the  expense  of  other  unite,  the 


requiremen 
up  test.  Th« 
commenter 
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Agency  does  not  agree  with  the 
commenters  who  suggested  that  the 
provisions  based  on  section  404(d)(7)  of 
the  Act  provide  adequate  demonstration 
and  that  the  proposed  additional 
demonstration  be  removed.  The  Agency 
does  agree  that  the  requirement  to 
demonstrate  90%  removal  should  not 
begin  until  January  1, 1997  and  has 
revised  the  rule  accordingly. 

The  proposed  demonstration  has  also 
been  revised  to  eliminate  the 
requirement  to  perform  a  30-day  start- 
up test.  The  Agency  agrees  with 
commenters  that  both  tests  are  not 
necessary.  The  rule  does,  however, 
require  the  designated  representative  to 
submit,  for  informational  purposes,  a 
copy  of  the  start-up  test  results  upon 
which  the  vendor  is  released  from 
liability  for  providing  a  technology 
through  which  90%  sulfur  dioxide 
reduction  is  achievable. 

(f)  Failure  to  meet  90%  removal 
efficiency.  The  proposal  specified  that 
Phase  I  extension  reserve  allowances 
would  be  allocated  conditionally  until 
90%  removal  was  demonstrated. 
Following  the  demonstration  each  year, 
that  year's  reserve  allowances  would  be 
allocated.  Failure  to  achieve  90% 
removal  efficiency  would  result  in  the 
allocation  of  fewer  reserve  allowances 
than  had  been  set  aside  for  that  unit. 
This  failure  to  receive  reserve 
allowances  would  be  in  addition  to  any 
allowances  that  the  Agency  would 
deduct,  under  section  404(d)(7)  of  the 
Act,  for  failure  to  meet  the  projected 
tonnage  limit  specified  in  the  permit. 

Several  commenters  argued  that  the 
Administrator  does  not  have  the 
authority  to  withhold  reserve 
allowances  in  this  manner  and  that  if 
the  Agency  chooses  to  keep  the  90% 
removal  demonstration,  reserve 
allowances  should  not  be  affected  by 
failure  to  meet  the  requirement.  In 
addition,  several  commenters  have 
argued  that  the  "conditional"  allocation 
and  subsequent  removal  of  some  reserve 
allowances  for  failure  to  meet  the 
demonstration  requirements  would 
unreasonably  limit  the  utility's  ability  to 
realize  the  economic  incentives  that 
reserve  allowances  were  meant  to 
provide. 

Response:  Section  404(d)(6)  of  the  Act 
authorizes  the  Administrator  to  allocate 
reserve  allowances  to  each  control  unit 
with  qualifying  Phase  I  technology  (i.e., 
technology  that  achieves  90% 
reduction)  for  the  years  in  which  the 
technology  is  required.  The  Act  does  not 
specify  the  timing  of  this  allocation.  The 
Agency^  therefore,  has  the  discretion  to 
withhold  allocation  until  all 
requirements  are  met,  e.g.,  until  the 
technology  achieves  90%  reduction. 


However,  the  Agency  has  revised  the 

Eroposal  so  that  reserve  allowances  will 
a  allocated  when  the  Phase  I  extension 
plan  is  approved,  but  the  failure  to 
demonstrate  90%  removal  efficiency  in 
a  particular  year  will  result  in  an 
appropriate  deduction  of  allowances 
after  the  end  of  the  year.  The  Agency 
has  made  this  revision  to  provide  those 
utilities  granted  a  Phase  I  extension 
with  more  flexibility.  However,  if  the 
Agency  could  not  require  such  a 
deduction  after  the  end  of  each  year,  the 
Agency  believes  that  the  statute  would 
require  the  alternative  approach  of 
delaying  allocation  of  reserve 
allowances  each  year  until  the  annual 
90%  removal  requirement  had  been 
demonstrated.         i 

(g)  Reallocation  of  returned 
allowances.  The  proposal  did  not 
explicitly  address  the  issue  of  reserve 
allowances  that  might  be  returned  to  the 
Administrator.  Several  commenters 
asked  the  Agency  for  clarification  on 
how  these  allowances  would  be  used. 

Response:  The  final  rule  specifies  that 
any  reserve  allowances  made  available 
at  any  time  will  be  allociited  in  rank 
order  to  the  next  application  that  still 
meets  the  requirements  for  a  Phase  I 
extension. 

(6)    Phase  I  Reduced  Utilization  Plans 
and  Underutilization  Requirements 

The  reduced  utilization  provisions 
arise  fi-om  a  statutory  requirement  in 
section  40B(c)(l)(B)  of  the  Act.  This 
paragraph  prevents  a  Phase  I  unit  from 
circumventing  its  emissions  reduction 
requirements  by  shifting  load  to  units 
that  are  not  subject  Phase  I 
requirements.  The  statute  requires  an 
up-front  plan  when  a  unit  is  planning  to 
shift  its  load  in  order  to  reduce  its 
emissions. 

Section  72.43  of  the  final  rule  outlines 
the  requirements  of  a  reduced 
utilization  plan  and  describes  the 
circumstances  that  dictate  its  submittal. 
Subpart  I  delineates  the  procedures  that 
are  required  by  all  Phase  I  units  at  the 
end  of  each  year  in  Phase  I.  Specifically, 
§72.91  contains  formulas  that  each 
Phase  I  unit  must  use  to  (i)  calculate  its 
"adjusted  utilization"  to  determine 
whether  it  was  underutilized  and  (ii) 
calculate  the  extent  to  which  it 
accounted  for  underutilization  through 
a  reduced  utilization  plan.  A  unit  is 
underutilized  if  its  "adjusted 
utilization"  is  greater  than  zero.  Section 
72.92  contains  a  sequence  of  accounting 
steps  that  are  mandatory  for  any  unit 
that  cannot  fully  account  for 
underutilization  through  a  plan.  These 
steps  involve  a  series  of  formulas  used 
to  determine  the  number  of  allowances, 
if  any,  that  must  be  surrendered  as  a 


result  of  a  shift  in  load  that  resulted  in 
increased  emissions  at  a  unit  not  subject 
to  an  emissions  limitation  in  Phase  L 

As  a  result  of  public  comment, 
changes  were  made  to  the  proposed 
regulations.  \\'hile  the  intent  of  this 
section  remains  basically  the  same,  the 
Agency  believes  that  the  changes  more 
effectively  carry  out  this  intent. 

(a)  Reduced  utilization  planning 
requirement.  The  Agency  does  not 
believe  that  section  408(i)  of  the  Act 
requires  a  unit  to  file  a  reduced 
utilization  plan  in  all  circumstances 
involving  underutilization  and  load 
shifting.  As  discussed  in  the  preamble 
of  the  proposal,  this  interpretation  of 
section  408(c)(1)(B)  is  contingent  on  the 
Agency's  ability  to  require  a  unit  to 
surrender  allowances  under  section 
403(d)  to  account  for  the  emissions 
resulting  from  certain  load  shifting.  In 
the  absence  of  the  ability  to  require  such 
surrender,  the  Agency  believes  that  the 
statute  would  require  application  of 
section  408(c)(1)(B)  to  virtually  all  cases 
of  underutilization  in  orderto  ensure 
that  the  emissions  reductions  mandated 
by  the  statute  are  achieved.  See  Senate 
Rep.  No.  101-228  at  334  (1989).  The 
Agency  continues  to  reject  this  latter 
interpretation  of  section  408(c)(1)(B)  of 
the  Act. 

Commenters  presented  different    ■ 
scenarios  in  which  they  argued  that  it 
was  unclear  whether  the  planning 
requirement  applied.  The  majority  of 
them  involved  utilities  that  were 
planning  to  comply  by  a  means  other 
than  reducing  utilization.  As  a  result  of 
this  alternative  method,  the  utilities' 
Phase  I  units  would  be  underutilized. 

Response:  Section  408(c)(1)(B) 
requires  an  up-front  plan  where  the 
owner  or  operator  proposes  to  meet  the 
requirements  of  that  section  by  reducing 
utilization  of  the  unit  as  compared  with 
its  baseline  or  by  shutting  down  the 
unit.  In  applying  this  section,  the 
Agency  is  distinguishing  between 
knowing  that  incidental 
underutilization  may  happen  and 
making  it  happen  for  the  purpose  of 
compliance.  Under  the  Agency's 
interpretation,  it  is  only  those  utihties 
that  underutilize  for  the  purpose  of 
compliance  that  are  obligated  to  file  a 
reduced  utilization  plan,  provided  that 
all  other  underutilization  is  subject  to 
the  allowance  surrender  requirement. 

(b)  Economic  dispatching.  Of 
particular  concern  to  the  commenters 
was  the  uncertainty  as  to  whether 
underutilization  caused  by  economic 
dispatching  will  require  a  reduced 
utilization  plan.  Under  the  proposal,  if 
a  utility  did  not  fall  under  one  of  the 
listed  safe  harbors  (which  could  cover  a 
utility  that  carried  out  economic 
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f}ifpfftf4iing)  and  had  bctorad  in  the 
value  of  allowance*  avoided,  saved,  or 
banked  into  its  economic  dispatching. 
EPA  could  deem  the  utility  to  be  in 
violation  of  the  planning  requirement 
llie  use  of  a  dispatdi  oider  based  only 
on  operating  coats,  and  not  the  cost  of 
emitting  SOz.  could  exempt  a  unit  from 
the  section  406(cXlKB)  planning 
requirement.  However,  this  approach 
would  defeat  the  purpose  of  title  IV. 
which  is  to  create  an  allowance  market 
that  assigns  SO2  emissions  a  value  and 
thereby  enables  utilities  to  consider  the 
value  of  allowances  needed  or  saved, 
along  with  other  operating  costs,  in 
making  dispatching  decisions. 

Response:  EPA  has  therefore  modified 
its  approach  by  explicitly  includi^ 
economic  dispatching  as  a  safe  haroor 
from  the  planning  reouirement.  This 
safe  harbor  appUes  whether  the  unit 
obtains  compensating  generation  from 
within  or  outside  the  unit's  dispatch 
system.  It  also  applies  where 
underutilization  is  caused  by  an  order  of 
a  utiUty  regulatory  authority  issued  to 
achieve  economic  dispatching.  In 
addition,  the  Agency  has  eliminated 
regulatory  language  suggesting  that 
consideration  of  the  value  of  allowances 
in  dispatching  indicates  that  there  was 
an  unlawful  failure  to  plan.  There  will 
be  no  retrospective  determination  of 
violation  of  the  planning  requirement 
under  S  72.43  if  a  unit  is  underutilized 
due  to  economic  dispatch  and 
surrend^v  allowances  as  prescribed  in 
§72.92. 

(c)  Indicators.  The  Agency  received 
comments  addressing  the  indicators  that 
should  be  considered  to  determine  on  a 
case-by-case  basis  the  applicability  of 
the  planning  requirement  in  section 
408(cMl)(B).  ^        ,    .^  ^ 

Response:  The  Agency  has  clarified 
.  that  these  indicators  wiU  be  used  when 
a  utiUty  is  not  operating  under  a 
reduced  utilization  plan  and  cannot 
fully  account  for  its  underutilization 
under  any  of  the  safe  harbors.  In  that 
situation,  the  Agency  will  consider  the 
indicators  and  any  relevant  evidence 
and  determine  on  a  case-by-<ase  basis 
whether  there  was  a  planning  violation. 
In  addition,  as  discussed,  the  indicators 
have  been  modified,  consistent  with  the 
Agency's  approach  concerning 
economic  dispatch. 

(d)  Nitrogen  oxides  requirements. 
Under  the  proposal,  compensating  imits 
would  not  be  subject  to  nitrogen  oxide 
requirements  of  section  407  of  the  Act. 
EPA  received  comments  both 
supporting  an  interpretation  of  section 
40d(c)(l)(B)  that  would  result  in  only 
SO2  requirements  applying  to 
compensating  units,  not  NO, 
requirements,  and  supporting  an 


interpretation  under  which  both  SO2 
and  NO.  requirements  would  apply. 
The  comments  reiterated  the  argiunents 
set  forth  in  the  preamble  on  the 
proposal. 

Response:  Like  the  proposed  rule,  the 
final  rule  provides  that  designated 
compensating  xrnits  that  would  not 
otherwise  be  subiect  to  Phase  I  of  the 
Acid  Rain  Program  are  not  subject  to  the 
Phase  I  NO,  limitations.  As  the  Agency 
stated  in  the  preamble  to  the  proposed 
rule,  EPA  considered  two  opposing 
views  on  this  issue,  and  noted  that 
textual  arguments  can  be  made  from  the 
statutory  language  to  support  either 
view.  (For  a  discussion  of  these 
opposing  views,  see  the  preamble  to  the 
proposed  rule  at  56  FR  63022-63023 
December  3, 1991).  After  OMisidering 
the  comments  on  this  issue,  EPA  has 
determined  to  adopt  in  its  final  rule  the 
interpretation  that  EPA  proposed, 
because  the  Agency  has  concluded  that 
this  interpretation  best  implements 
Congressional  intmt.  See  Chevron, 
U.S.A.  V.  Natural  Resources  Defense 
Council.  467  U.S.  837.  843.  865  (1984). 

EPA  readied  this  conclusion  based  on 
its  belief  that,  in  enacting  the  reduced 
utilization  provision  of  section 
408(c)(1)(B),  Congress  was  concerned 
with  compliance  with  SO2  emission 
tonnage  limitations  in  Phase  I.  In 
enacting  section  408(c)(1)(B).  Congress 
was  not  addressing  compliance  with 
NO,  emission  rate  limitations.  This  is 
shown  by  the  phrase  in  section 
408(c)(1)(B)  expressly  providing  that  an 
otherwise  unaffected  compensating  unit 
is  to  be  deemed  an  affected  unit  under 
section  404,  but  omitting  any  mention  of 
section  407. 

Moreover,  the  legislative  history  is 
clear  that  Congress'  concern  in  enacting 
section  408(c)(1)(B)  was  to  prevent 
circumvention  of  SO2  emission  tonnage 
limitations.  S.  Rep.  No.  228. 101st 
Cong.,  1st  Sess.  334  (1989).  Section 
408(c)(1)(B)  does  not  refer  to  just  any 
utilization  reduction  at  a  unit,  which 
could  also  apply  to  the  NO,  provisions 
of  section  407.  but  only  to  a  unit's 
utilization  reduction  as  compared  with 
its  baseline.  Reducing  utilization  below 
the  baseline  level  is  germane  only  to 
compliance  with  the  SO2  tonnage 
limitations  and  allowances.  It  is  not  a 
method  of  compliance  with  the  NO» 
limitations  of  section  407,  which  are 
emission  rate  limitations. 

With  regard  to  the  SO2  requirements, 
the  baseline  is  the  utilization  level  that 
the  statute  multiplies  by  2.5  IbsymmBtu 
to  determine  the  SO3  allowance 
allocations.  Thus,  a  unit  could  seek  to 
comply  with  Phase  I  SO2  requirements 
by  keeping  its  emission  rate  above  2.5 


Ibs/mmBtu  and  reducing  its  utilization 
below  its  baseline. 

The  baseline  utilization  level  has  no 
Mich  significance  for  compliance  with 
the  NO,  rate  limitations  of  section  407, 
since  a  unit's  emission  rate  is 
independent  of  whether  it  operates  at. 
above,  or  below  its  baseline  utilization 
level.  Furthermore,  utilization 
reductions  below  baseline  are  not 
relevant  with  respect  to  compliance 
with  the  Btu-weighted  average  annual 
emission  rate  under  a  section  407(e) 
Phase  I  NO.  averaging  plan.  Nor  are 
such  reducticHis  relevant  with  respect  to 
the  calculation  of  penalties  under 
section  411  for  the  nundier  of  tons 
emitted  in  excess  of  a  unit's  NO, 
emissions  limitation  requirement  Both 
of  those  provisions  are  concerned  with 
the  total  amount  of  tons  emitted  during 
the  past  year,  boused  on  a  unit's  actual 
utilization  during  that  year. 

In  summary.  Congress'  use  of  the 
baseline  as  the  utilization  reduction 
trigger  for  section  408(c)(1)(B)  indicates 
that  the  provision  is  aimed  only  at 
utilization  reductions  for  compliance 
with  the  SO2  tonnage  limitations,  and 
consequently,  that  the  NO, 
requirements  do  not  apply  to 
compensating  units. 

(ej Sulfur-Jree  generators,  (i) 
Conversion  ofKwh  to  nunBtus.  In  the 

Eroposal,  EPA  requested  comment  on 
ow  to  convert  kilowatt  hours  of  sulfur- 
free  generation  into  mmBtu.  The 
converaion  factor  is  used  to  calculate 
the  amount  of  sulfur-free  generation  that 
accounts  for  underutilization  (which  is 
in  mmBtus)  at  the  Phaee  I  unit.  Several 
commenters  suggested  using  10,000 
Btu/kwh  as  an  average  heat  rate. 

Response:  Given  the  wide  range  of 
variation  in  heat  rates  among  Phase  I 
units.  EPA  rejects  this  approach  as  being 
unacceptably  inaccurate.  The  more 
accurate  method,  which  the  Agency  has 
adopted,  is  to  use  the  heat  rate  of  the 
unit  reducing  utilization.  The  same 
conversion  method  is  used  to  convert 
Kwh  savings  from  energy  conservation 
to  mmBtus  and  to  determine  how  much 
load  is  shifted  to  a  reducing  unit  by  a 
compensating  unit. 

(ii)  Benchmark  year.  Under  the 
proposal,  in  order  to  receive  credit  for 
sulfiir-free  generation,  the  designated 
representative  of  the  reducing  unit  had 
to  demonstrate  an  increase  in  generation 
at  that  generator  as  compiired  to  the 
previous  year.  The  Agency  received 
comments  requesting  a  change  in  the 
benchmark  year  used  to  demonstrate 
that  increase.  All  commenters  objected 
to  comparing  the  ciuront  year's 
generation  with  the  previous  year's 
generation.  The  commenten 
recommended  using  1985-87  average 
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geaeration  for  comparison  in  a  manner 
analogous  to  the  use  of  baselines  under 
title  IV. 

Response:  The  Agency  agrees  that  the 
recommended  approach  is  reasonable, 
considering  that  tnere  is  no  intent  under 
section  408(c)(1)(B)  to  penalize  utilities 
that  have  shifted  to  sulfiir-free 
generation  since  1987.  Therefore,  under 
the  final  rule,  a  Phase  I  unit  vrill  not 
have  to  surrender  allowances  to  the 
extent  that  it  can  demonstrate  an 
increase  in  generation  at  a  sulfur-free 
generator  above  the  1985-€7  average 
generation  and  above  any  sales  growth 
in  the  Phase  I  imit's  dispatch  system.. 
Sales  growth  in  the  Phase  I  imit's 
dispatch  system  is  used  as  a  proxy  for 
sales  growth  in  the  sulfur-free  unit's 
system,  which  data  may  not  be 
available. 

(f)  Energy  Conservation,  (i) 
Verification  of  energy  conservation  and 
improved  unit  efficiency  measures.  The 
proposal  outlined  a  procedure  under 
which  a  utility  using  energy 
conservsLtion  or  improved  unit 
efficiency  measures  would  verify  actual 
reductions  for  three  quarters  of  a  year. 
An  estimate  of  fourth  quarter  savings 
would  be  added  to  the  actual  reductions 
to  determine  the  amount  to  be  claimed 
in  the  annual  compliance  certification 
report.  Within  90  days  of  the  end  of  the 
year,  a  verification  of  the  fourth  quarter 
savings  was  to  be  submitted.  This 
approach  required  separate  verification 
of  the  first  three  quarters  and  the  last 
quarter.  Moreover,  commenters  asserted 
that  the  proposed  rule  may  not  provide 
sufficient  time  for  accurate  verification. 
In  addition,  EPA  received  comment  on 
the  lack  of  rigor  in,  and  consistency 
among.  States'  verification  methods  of 
verifying  savings  from  energy 
conservation. 

Response:  In  light  of  these  comments 
and  in  order  to  be  consistent  with  the 
6-month  verification  period  allowed  in 
connection  with  applications  for 
allowances  in  the  Energy  Conservation 
and  Renewable  Energy  Reserve  under 
part  73,  the  Agency  has  made  some 
changes  to  the  verification  procedure. 
To  promote  accurate  and  economical 
verification,  utilities  using  energy 
conservation  and  improved  uAit 
efficiency  will  make  a  good  faith 
estimate  of  savings  for  the  entire  year  in 
the  annual  compliance  certification 
report.  A  confirmation  report  showing 
verified  annual  savings  is  not  due  to 
EPA  until  July  1  of  the  following  year. 
Further,  because  of  inconsistencies 
among  States'  verification  methods, 
savings  from  energy  conservation  must 
be  verified  in  accordance  with 
requirements  in  the  final  part  73 
(concerning  verification  for  purposes  of 


obtaining  allowances  from  the  Energy 
Conservation  and  Renewable  Energy 
Reserve),  which  have  been  strmigthened 
in  light  of  this  problem.  See  the  portion 
of  the  preamble  addressing  part  73  for 
further  discussion  of  this  issue. 

(ii)  Return  of  allowances.  The 
proposal  required  deduction  of 
allowances  where  heat  input  savings 
resulting  from  the  use  of  energy 
conservation  or  improved  unit 
efficiency  measures  were  overestimated 
for  the  fourth  quarter.  Commenters 
requested  that  EPA  return  allowances 
surrendered  when  the  aimual 
compliance  certification  report 
underestimated  energy  conservation 
savings  under  a  reduced  utilization 
plan.  Commenters  argued  that 
deducting  allowances  for  overestimates 
while  not  returning  allowances  for 
underestimates  was  unfair  and  would 
inevitably  lead  to  consistent 
overestimation  of  conservation  savings. 

Response:  The  Agency  has  provided 
in  the  final  rule  for  the  return  of 
allowances  in  the  case  of 
underestimated  energy  savings  for  the 
year  as  well  as  allowance  deduction  for 
overestimates.  The  final  rule  contains  a 
procedure  for  determining  whether 
differences  between  the  estimated  and 
verified  savings  result  in  the  deduction 
or  return  of  allowances  and  in  a  change 
in  the  compliance  status  of  the  unit 
(e.g.,  excess  emissions)  for  the  year  for 
which  savings  were  estimated. 

(g)  Definition  of  "dispatch  system". 
Utility  system  is  defined  as  a  unit's 
utility  operating  company  as  listed  in 
the  NADB.  In  the  proposed  reduced 
utilization  provisions,  utility  system 
was  used  as  the  universe  of  units  for 
establishing  parameters  such  as  system- 
wide  sales  decline,  the  Phase  I  aggregate 
utilization  test  (i.e.,  the  calculation  of 
the  net  utilization  of  a  group  of  Phase 
I  units),  and  savings  from  energy 
conservation  and  improved  unit 
efficiency  measures.  Commenters 
opposed  the  proposed  definition  of 
utility  system,  claiming  that  it  does  not 
consider  the  manner  by  which  sources 
are  centrally  dispatched.  Some 
comments  suggested  broadening  the 
definition  to  include  holding  company, 
while  others  suggested  a  definition  as 
broad  as  power  pool. 

Response:  The  Agency  has  adopted  a 
new  term,  "dispatch  system",  and 
defined  it  in  §  72.2  to  include,  at  the 
discretion  of  the  designated 
representative  with  certain  conditions, 
an  operating  company,  holding 
company,  or  power  pool  if  they  are 
centrally  dispatched.  Although  the 
Agency  is  adopting  this  broad 
definition,  this  flexibility  brings  many 
complications.  It  must  be  understood 


that  for  verification  purposes  and  to 
prevent  double  counting,  all  units 
within  a  given  dispatdi  system  must  all 
apply  the  same  definition  of  dispatch 
system  and  use  consistent  data  for 
purposes  of  compliance  with  reduced 
utilization  and  allowance  surrender 
requirements.  If  a  group  of  units  wants 
to  adopt  a  definition  ot  dispatch  system 
that  is  broader  than  utiUty  system,  the 
designated  representatives  of  those  units 
that  will  be  in  the  dispatch  system  must 
jointly  submit  an  identification  of  that 
dispatch  system,  listing  all  units  that 
agree  to  be  treated  as  such  a  group.  In 
addition,  a  dispatch  system  may  tw 
reqiured  at  the  end  of  the  year  to  submit 
a  report  with  certain  dispatch  system 
data.  In  order  to  ensure  the  use  of 
consistent  values,  all  the  designated 
representatives  of  imits  in  a  dispatch 
system  must  certify  together  that  the 
data  is  accurate  and  that  their 
submissions  for  their  respective  imits 
yfiW  be  consistent  with  this  data. 

The  Agency  reserves  the  right  to  reject 
a  unit's  assignation  of  a  dispatch  system 
broader  than  the  utility  system  if  the 
submissions  of  all  imits  claimed  to  be  in 
that  dispatch  system  are  not  consistent. 
For  example,  if  two  designated 
representatives  of  units  in  the  same 
dispatch  system  submit  annual 
compliance  certification  reports  with 
difiierent  values  for  dispatch  system 
sales  decline,  all  annual  compliance 
certification  reports  received  fiom  any 
unit  in  that  system  will  be  rejected.  At 
that  time,  each  designated 
representative  will  be  required  to 
resubmit  the  annual  compliance 
certification  report  with  its  dispatch 
system  defined  as  the  utility  system. 
The  Agency  is  adopting  this  approach 
because  the  most  efliactive  way  of 
ensuring  consistent  submissions  by  all 
units  in  a  dispatch  system  is  to  put  the 
burden  of  ensuring  consistency  on  those 
units. 

Consistent  with  the  approach  of 
increasing  fiexibility  by  basing  the 
reduced  utilization  provisions  on  the 
"dispatch  system,"  the  Agency  has 
determined  that  a  unit  with  multiple 
owners  that  is  dispatched  into  more 
than  one  system  should  also  have  more 
flexibility.  Each  Unit  has  one  utiUty 
system,  i.e.,  the  system  of  the  utility  that 
operates  the  unit,  and  without  further 
flexibility,  only  that  system  (or  a 
dispatch  system  of  which  the  utility 
system  is  a  part)  could  be  considered  for 
purposes  ofapplying  the  reduced 
utilization  provisions.  Under  the  final 
rule,  the  designated  representative  of  a 
multi-owned  unit  may  petition  the 
Administrator  to  apportion  the  imit  so 
that  an  owner's  portion  of  the  unit  is 
treated  as  part  of  the  dispatdi  system 
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into  which  it  is  dispatched.  An  owner's 
portion  of  the  unit  is  its  percentage 
ownership  interest  in  the  capacity  of  the 
unit.  The  apportionment  is  only  tor 
purposes  of  calculating  a  unit's  adjusted 
utilization  and  the  number  of 
allowances  that  must  be  surrendered. 
The  designated  representative  of  the 
unit  remains  responsible  for 
surrendering  allowances  for  the  entire 
unit,  and  the  deduction  of  allowances  is 
still  from  the  Allowance  Tracking 
System  account  of  the  unit. 

If  the  petition  is  approved,  an  owner's 
portion  of  the  unit  will  be  treated  as  a 
separate  unit  from  the  rest  of  the 
original  unit  solely  for  such 
calculations.  Adjusted  utilization  will 
be  calculated  separately  under  S  72.91 
for  the  owner's  portion  and  for  the 
remaining  portion  of  the  original  imit. 
Most  of  the  data  used  in  the  calculation 
will  be  apportioned  based  on  ownership 
in  the  unit's  capacity.  Plan  reductions 
will  be  treated  in  a  manner  determined 
by  the  Administrator  on  a  case-by-case 
basis.  This  is  because  the  specific  facts 
of  each  case  may  affect  how  such  plan 
reductions  should  be  handled. 

Similarly,  where  the  petition  is 
approved,  the  allowance  surrender 
formula  in  §  72.92  will  be  applied 
treating  the  owner's  portion  of  the  unit 
as  a  separate  unit  from  the  rest  of  the 
original  unit.  The  designated 
representatives  of  the  unit  and  of  all 
dispatch  systems  that  include  any 
portion  of  the  unit  must  submit  all 
reports  required  luider  §§  72.91  and 
72.92  and  demonstrate  that  they  are 
using  properly  api>ortioned  data  that 
does  not  result  in  any  undercounting  or 
double-counting.  Where  the  designated 
representatives  fail  to  meet  their  burden, 
the  Administrator  may  require  them  to 
resubmit  all  reports  and  return  to 
treating  the  entire  unit  as  a  single  unit. 
(h)  Annual  compliance  certification 
report,  (i)  Basic  approach  of  allowance 
surrender  formulas.  Under  the  proposal, 
generation  compensating  for 
underutilization  of  a  Phase  I  unit  was 
segregated  according  to  whether  the 
generation  could  be  attributed  to  a 
known  unit  in  order  to  determine  how 
many  allowances  the  Phase  I  unit 
should  surrender.  To  the  extent  load 
was  shifted  to  other  Phase  I  units  in  the 
same  utility  system,  no  allowances 
would  be  surrendered  for  the  imit's 
share  of  such  a  shift.  If  load  were  shifted 
to  undesignated  but  known  non-Phase  I 
units,  that  utilization  would  be 
multiplied  by  the  weighted  emission 
rates  of  those  known  units.  The  product 
would  be  used  to  determine  the  number 
of  allowances  to  be  surrendered  for 
those  shifts.  If  the  load  was  shifted  to 
unknown  non-Phase  I  units,  the  Agency 


proposed  the  use  of  a  proxy  for 
establishing  an  emissions  rate,  i.e..  a 
current  weighted  average  emissions  rate 
for  all  non-Phase  I  uniU  in  the  ^4ERC 
region  in  which  the  Phase  I  unit  was 
located.  The  Agency  believed  this  to  be 
a  reasonable  approach,  considering  that 
the  NERC  region  was  the  most  probable 
universe  of  sources  from  which 
compensating  generation  would  be 
obtained. 

Much  of  the  public  comment 
addressed  issues  concerning  the 
allowance  surrender  formula  and  stated 
that  the  formula  was  confusing  and 
unworkable  as  proposed. 

Response:  In  light  of  these  public 
comments,  the  Agency  has  determined 
that  the  basic  approach  in  the  proposal 
should  be  modified.  Under  the  proposal, 
multiple  Phase  I  units  could  claim 
compensating  generation  from  a  low- 
emitting,  off  system,  non-designated 
unit.  There  would  be  no  means  of 
requiring  all  these  units  to  agree  on  how 
to  divide  up  such  generation  or  of 
preventing  double  counting  of  such 
generation. 

The  final  rule  distinguishes 
compensating  generation  within  a 
defined  dispatch  system  from  that 
provided  from  outside  the  dispatch 
system.  Of  course,  a  unit  may  adopt  an 
expansive  definition  of  its  dispatch 
system.  For  a  unit  to  be  credited  for 
compensating  generation  frt)m  a  specific 
unit  or  sulfur-free  generator  (whether 
from  within  or  outside  the  dispatch 
system),  the  compensating  unit  or 
sulfur-free  generator  must  be 
designated.  Otherwise,  the  unit 
surrenders  allowances  based  on  an 
appropriate  weighted  average  emission 
rate.  The  total  amount  of 
underutilization  for  the  dispatch  system 
will  be  multiplied  by  an  emissions  rate 
that  is  the  weighted  average  of  the 
current  dispatch  system  emissions  rate 
and  the  1985  NERC  region  emissions 
rate.  These  emissions  rates  are  averages 
based  on  the  emissions  rates  of  Phase  II 
units  in  the  dispatch  system  and  of  non- 
foreign  and  non-Phase  I  units  in  the 
NERC  region  respectively.  This  is 
explained  in  detail  below.  The  result  is 
the  number  of  allowances  to  be 
surrendered,  reflecting  certain 
adjustments  for  other  Phase  I  units, 
dispatch  system  sales  decline,  and 
foreign  sources. 

(ii)  Verification  of  compensating 
generation.  Under  the  proposal, 
increased  generation  at  designated 
compensating  units  in  a  utility  system 
was  counted  in  the  Phase  I  aggregate 
utilization  test  for  calculating  the  net 
underutilization  of  Phase  I  units  in  the 
system.  Phase  I  units  with 
underutilization  would  surrender 


allowances  for  their  share  of  the  net 
underutilization  for  the  system.  Under 
that  approach,  however,  if  there  were 
more  than  one  underutilization  Phase  I 
imit  in  the  utility  system,  all  such  units 
would  be  credited  with  a  portion  of  the 
generation  at  any  designated 
compensating  unit  within  that  system. 
The  Phase  I  unit  that  designated  it 
would  still  surrender  allowances  based 
on  its  share  of  the  net  underutilization 
for  the  utility  system.  It  was  therefore 
necessary  to  devise  a  method  whereby 
the  Phase  I  imit  designating  a 
compensating  imit  would  receive  credit 
for  all  of  the  increase  in  generation  at 
that  compensating  imit. 

In  the  final  rule,  the  designated 
representatives  of  the  Phase  I  unit 
reducing  its  utilization  and  the 
compensating  unit  must  certify  that  the 
amount  of  generation  (in  Kwhs)  to  be 
credited  (after  conversion  to  mmBtus 
based  on  the  reducing  unit's  heat  rate) 
to  the  reducing  unit  will  be  reRected 
(after  conversion  based  on  the 
compensating  unit's  heat  rate)  in 
calculating  the  utilization  of  the 
compensating  unit.  By  adjusting  each 
unit's  utilization  before  determining  net 
underutilization  of  the  dispatch  system, 
the  designated  compensating  generation 
is  attributed  to  the  unit  that  designated 
it.  This  also  prevents  double  counting  of 
the  compensating  generation. 

Compensating  generation  from  sulfur- 
free  generators  designated  by  the 
reducing  unit  requires  a  different 
approach  because  these  generators  are 
not  regulated  under  the  Acid  Rain 
Program.  If  a  sulfur-free  generator  is  in 
the  same  dispatch  system  as  the 
reducing  unit,  then  the  reducing  unit 
must  demonstrate  an  increase  in 
generation  at  that  generator  above  any 
increase  that  resulted  from  sales  growth 
in  the  dispatch  system.  This  method 
essentially  attributes  all  increases  at  the 
sulfur-free  generator  to  the  Phase  I  unit 
that  designated  it.  If  a  Phase  I  unit  has 
designated  a  sulfur-&«e  generator 
outside  of  its  dispatch  system,  the  Phase 
I  unit  must,  in  addition,  provide 
documentation  showing  that  an  amount 
of  electrical  energy  at  least  equal  to  the 
amount  of  claimed  compensating 
generation  was  actually  purchased  by 
the  unit's  dispatch  system  from  the 
sulfur-free  generator. 

If  the  sulfur-free  generator  is 
providing  compensating  generation  for 
more  than  one  Phase  I  unit,  inside  or 
outside  of  the  dispatch  system,  it  is  the 
responsibility  of  those  Phase  I  units  to 
claim  in  total  only  the  amount  of  the 
increased  generation  at  that  sulfur-fr^e 
generator  and  apportion  that  amount 
among  themselves. 
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(in)  NERC'Wide  gtneration  and 
emissions  data.  Under  the  proposal. 
NERC-wide  informaUon  would  have 
been  used  to  calculate  two  fBotors  in  the 
allowance  surrender  fonnulaa.  First,  the 
formulas  used,  as  a  proxy  emissions 
rate,  a  current  NERC-wide  average 
emissions  rata  calculated  using  the 
annual  average  emissions  rate  lor  all 
non-Phase  I  units  within  a  given  NERC 
region.  In  addition,  in  response  to 
industry  input  in  tlie  proposed 
rulemaking,  it  was  agreed  that  diere 
should  he  no  allowance  surrender  to  the 
extent  that  Phase  1  units  might  have 
compensated  for  a  portion  of  the 
underutilization.  In  order  to 
approximate  this  portion,  a  unit  would 
establish  what  percent  of  its 
compensating  generation  came  firom 
unknown  sources  and  what  percent  of 
total  current  NERC  generation  was 
produced  by  Phase  I  units.  Multiplying 
the  two  percentages  would  approximate 
the  fraction  of  emissions  that  should  not 
be  subject  to  allowance  surrender.  EPA 
requested  comment  on  the  feasibility  of 
compiling  this  NERC-wide  data  for  a 
given  calendar  year  by  the  allowance 
transfer  deadline  for  that  year. 

Several  commenters  stated  that 
current,  annual  NERC-wide  data  could 
not  be  compiled  within  that  time  frame. 
Because  of  this  problem,  some 
commenters  suggested  that  NERC-wide 
data  for  other  periods  (e.g.,  September 
1-August  31  of  the  prior  calendar  year) 
be  used. 

Response:  EPA  now  recognizes  that, 
whatever  period  is  used,  it  would  be 
unduly  burdensome  to  require  that  each 
unit  calculate  NERC-wide  data  on  its 
own.  Moreover,  such  an  approach  could 
well  result  in  utilities  within  a  given 
NERC  region  arriving  at  different 
calculations  and  data.  To  facilitate 
consistency  within  each  NERC  region, 
information  for  each  region  could  be 
compiled  by  one  impartial  source.  EPA 
-considered  acting  as  the  clearing  house 
for  these  yearly  calculations.  However, 
this  approach  was  rejected  as  a  result  of 
experience  gained  in  establishing 
baselines  for  the  NAOB.  It  has  taken 
several  years  to  resolve  disputes  over 
the  data  and  publish  final  data. 

In  the  final  rule,  the  Agency  has  taken 
an  approach  that  solves  the  timing, 
burden,  and  consistency  problems.  EPA 
has  included  in  the  rule  the  NERC-wide 
non-foreign  and  non-Phase  I  emissions 
rate  and  percent  of  non-foreign  and  non- 
Phase  I  generation  for  each  NERC  region 
for  1985,  which  are  derived  from  the 
extensively  reviewed,  final  data  in  the 
NADB.  This  NERC-wide  data  will  be 
used  to  approximate  the  emissions 
resulting  from,  and  tharafoia  to 
determine  tba  number  of  allowances 


surrendered  for,  compensating 
generation  by  units  outside  of  the 
dispatch  system.  The  methodokmr  used 
to  calculate  these  values  is  availabia  la 
the  docket. 

(iv)  Sulfur-fne  gpneraton. 
Commenters  requested  that  EPA  expand 
the  Phase  I  aggregate  utilization  teat 
under  the  proposal  to  include  non> 
designated  sumur-free  generators  in 
calculating  net  underutilization  for  the 
utility  system. 

Response:  The  Agency  agrees  in 
principle  that  there  shouldbe  no 
allowance  surrender  to  the  extent  that  a 
unit  can  demonstrate  that  compensating 
generation  was  provided  by  a  sulfru^free 
generator.  Including  sulfur-free 
generators  when  determining  the  net 
underutilization  for  the  dispatch  system 
would  require  a  showing  that  such 
generators  increased  their  generation 
above  average  annual  1985-1987 
generation  and  after  accounting  for 
system- wide  growth.  In  addition, 
designated  representatives  would  be 
required  to  agree,  before  submitting 
their  annual  reports,  on  how  to  divide 
sulfur-free  generation  into  designated 
and  undesignated  categories.  Tnese 
demonstrations  would  essentially 
duplicate  those  reauired  at  the  end  of 
the  year  where  a  plan  is  submitted.  The 
burden  of  completing  and  submitting  a 
plan  designating  a  sulfur-free  generator 
is  minimal,  and  the  plan  can  be 
submitted  or  activated  any  time  at  least 
90  or  60  days  respectively  before  the 
allowance  transfer  deadline.  Therefore, 
to  avoid  unnecessary  complexity  ip  the 
rule  and  the  implementation  of  the  rule, 
the  Agency  requires  in  the  final  rule  that 
to  receive  credit  for  increased 
generation  at  sulfur-free  generators,  a 
unit  must  designate  the  generatcvs  in 
the  reduced  utilizationplan. 

(v)  Forced  outages.  The  Agency 
wishes  to  clarify  the  confusion  arising 
as  a  result  of  a  typographical  error  in 
proposed  §  72.409.  Subsection  (e)  of 
proposed  §  72.409  should  have  read. 
"To  the  extent  the  demonstrations 
required  by  paragraphs  (a)(lH2)  of  this 
section  do  not  account  for  the  entire 
amount  of  unplanned  underutilization," 
allowances  must  be  surrendered 
consistent  with  the  allowance  surrender 
formula  (emphasis  added).  Shifts  in 
generation  due  to  forced  outage — like 
generation  shifts  resulting  from 
economic  dispatch — may  result  in 
increased  SO2  emissions  at  units  not 
subject  to  the  Add  Rain  emissions 
limitations  during  Phase  I  and  therefore 
must  be  subject  to  allowance  surrender. 
This  correction  is  reflected  in  the  final 
rule. 

Under  the  proposal,  units  would  be 
required  to  submit  information  about 


every  forced  outage.  This  infbnnatioa 
included,  but  was  not  limited  to,  the 
causa  of  the  outage,  what  stape  wen 
being  taken  to  tedtiSv  the  situation,  and 
the  extant  of  the  underutilization  that 
was  attrilHaable  to  that  outage. 
Commenters  claimed  that  the  reporting 
requirements  in  the  event  of  a  forced 
outage  were  too  burdensome. 

Response:  EPA  is  under  a  statutory 
obligation  to  require  a  Pbaae  I  unit  to 
file  a  raducad  utilization  plan  when  the 
unit  is  ^ut  down  for  purposes  of 
compliance  and  so  is  underutilized.  Tba 
Agency  maintains  that  the  reporting 
requirements  in  the  event  of  a  forced 
outage  are  necessary  to  prevent  the 
circumvention  of  the  section 
408(c)(1)(B)  planning  requirement  For 
this  reason,  th»  information  req«iired 
imder  the  rule  to  be  reported  concerning 
a  forced  outage  is  the  same  as  in  the 
proposed  rule. 

However,  the  Agency  has  modified 
the  reporting  requirements  so  that  they 
apply  to  a  smaller  universe  of  forced 
outages.  A  given  outage  will  trigger  the 
reporting  requirement  only  if  the  outage 
will  be  identified  in  the  annual 
compliance  certification  report  as  a 
justification  for  unaccounted-for 
underutilization  or  if  the  outage  is 
continuing  and  is  expected  to  last  longer 
than  4  months.  This  approach  will 
reduce  the  reporting  burden  and 
provide  information  necessary  to 
identify  instances  of  potential 
circumvention.  In  all  cases, 
underutilization  resulting  from  a  forced 
outage  will  be  compensated  for  by 
allowance  surrender  according  to  the 
formulas  in  §  74.92. 

(vi)  Treatment  of  foreign  generation. 
The  preamble  of  the  proposal  stated  that 
underutilization  resulting  in  generation 
being  shifted  to  foreign  sources  would 
be  excluded  from  allowance  surrender. 
However,  the  allowance  surrender 
formulas  did  not  actually  deduct  load 
from  foreign  sources  in  calculating 
emissions  for  which  surrender  was 
required.  Therefore,  in  the  proposal,  the 
practical  result  would  have  been 
allowance  surrender  for  these  shifts. 

The  Agency  requested  comment  on 
the  treatment  of  foreign  generaticm. 
Several  commenters  claimed  that  the 
intent  of  title  IV  is  to  regulate  sources 
within  the  United  States.  Therefore, 
Phase  I  units  that  shift  generation  to 
foreign  sources  are  allegedly  under  no 
obligation  to  surrender  allowances  for 
those  shifts. 

Response:  The  Agancy  believes  that 
there  should  be  no  allowanoe  surrender 
for  shifts  to  foreign  sources  (i.e., 
Canadian  sources),  but  for  reasons 
different  from  those  suggested  in  public 
comment.  As  a  result  of  tba  US.-Canada 
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Air  Quality  Agreement,  Canadian 
sources  will  be  subject  to  an  annual 
national  sulfur  dioxide  emissions  cap.  If 
a  Canadian  source  chooses  to  increase 
its  output  in  order  to  sell  to  the  U.S.,  it 
will  have  to  account  for  those  emissions 
in  Canada.  The  resulting  costs  will 
presumably  be  reflected  in  the  price  the 
U.S.  utility  pays  for  the  Canadian 
generation.  Requiring  allowance 
surrender  by  the  U.S.  utility  would 
result  in  double  counting  of  the  costs  of 
emitting  SO2  in  Canada.  Consequently, 
the  final  rule  does  not  require  allowance 
surrender  for  such  shifts. 

(7)  Phase  n  Repowering  Extensions 

Repowering  is  the  only  optional 
compliance  method  available  for 
compliance  with  sulfur  dioxide 
emissions  limitations  during  Phase  II  of 
the  Acid  Rain  Program.  A  repowering 
extension  provides  a  qualifying  utility 
the  extra  allowances  needed  to  cover  its 
emissions  during  the  time  required  to 
install  a  qualified  repowering 
technology.  Congress  created  this 
extension  to  encourage  certain  types  of 
new,  innovative  clean  coal  technologies. 
In  §  72.44  of  the  final  rule,  the  Agency 
has  clarified  certain  provisions  and 
some  inconsistencies  between  the 
proposed  rule  and  preamble.  While 
many  comments  were  received 
concerning  the  repowering  extension, 
they  addressed  the  same  issues  and 
presented  many  of  the  arguments 
discussed  in  the  proposal.  As  a  result, 
the  Agency  made  few  substantive 
changes  to  the  original  proposal. 
(a)  Definitions.  Ji)  "Qualifying 
repowering  technology .  According  to 
the  proposal,  a  "qualifying  repowering 
technology"  must  involve  boiler 
replacement.  While  most  commenters 
addressed  this  issue,  they  presented  the 
same  arguments  as  those  discussed  in 
the  preamble  of  the  proposed  rule. 

Response:  EPA  still  maintains  that  the 
statute  clearly  mandates  boiler 
replacement  as  a  prerequisite  for 
approval  as  a  qualifying  technology.  The 
Agency  reiterates  that  the  failure  to 
qualify  for  a  repowering  extension  does 
not  preclude  a  utility  from  employing  a 
clean  coal  technology  or  other  method 
of  complying  with  Phase  II  emissions 
limitations. 

(ii}  "Replacement." In  the  proposal, 
the  Agency  stated  that  it  would 
determine  whether  a  technology 
involved  boiler  replacement  on  a  case- 
by-case  basis,  using  the  test  in  40  CFR 
60.15  for  "reconstruction"  as  general 
guidance.  EPA  requested  comment  on 
this  approach.  Several  commenters 
objected  to  the  proposed  40  CFR  60.15 
test — which  requires  that  new 
components  cost  over  50  percent  of  total 


cost  to  construct  a  comparable  new 
facility— as  too  strict  for  innovative 
technologies.  Other  commenters 
claimed  that  the  40  CFR  60.15  test  is  not 
strict  enough  because  it  would  not 
require  100%  boiler  replacement. 

Commenters  from  environmental 
groups  and  one  utility  agreed  with  the 
Agency's  proposed  definition.  They 
argue  that  the  broader  the  definition  of 
repowering,  the  greater  the  number  of 
allocated  bonus  allowances  breaking  the 
8.95  million  ton  cap  during  2000-2010 
and  the  larger  the  ratchet  reducing  non- 
repowering  units'  allowance  allocations 
in  Phase  II. 

Response:  The  Agency  continues  to 
believe  that  a  case-by-case  approach  is 
warranted  by  the  complex  and  intensely 
factual  nature  of  the  determination  of 
whether  a  technology  involves  boiler  • 
replacement.  Moreover,  the  40  CFR 
60.15  test  strikes  a  balance  between  an 
overly  broad  interpretation  that  would 
increase  overall  emissions  and  an  overly 
narrow  interpretation  that  would  limit 
the  incentives  under  section  409  of  the 
Act  for  innovative  technology,  and  the 
test  will  therefore  be  used  as  guidance. 

lb)  Treatment  of  failed  projects.  The 
proposal  mirrored  section  409(b)(2)  of 
the  Act,  which  provides  that  if  the 
repowering  technology  has  been 
properly  constructed  and  tested  on  such 
unit  but  fails  to  meet  emission  reduction 
limitations  and  is  economically  or 
technologically  infeasible,  the  unit  will 
continue  to  receive  its  extension 
allowances.  This  would  permit  the  unit 
to  be  retrofitted  or  repowered  with 
another  control  technology.  Once  the 
extension  ended  on  December  31,  2003, 
the  repowered  unit  would  be  limited  to 
the  standard  Phase  II  allowance 
allocation.  The  Agency  requested 
comment  on  the  treatment  of 
repowering  projects  that  fail  before  they 
are  completed  and  tested  and  whether 
and  under  what  conditions  a  unit  that 
did  not  complete  construction  should 
continue  to  get  extension  allowances. 
Those  commenters  who  maintained 
that  a  unit  need  not  complete 
construction  in  order  to  continue  to  get 
such  allowances  suggested  that,  based 
on  legislative  history,  EPA  has  the 
discretion  to  grant  utilities  extension 
allowances  when  a  technology  falls,  or 
a  utility  decides  to  terminate  the  project, 
before  construction  and  testing  is 
completed.  Commenters  argued  that 
EPA  should  use  this  discretion  to  allow 
utilities  to  continue  to  receive  extension 
allowances  when  there  has  been  a  good 
faith  effort  to  try  to  complete  a  project. 
Otherwise,  these  utilities  would  be 
forced  to  spend  large  sums  of  money  to 

finish  the  project,  which  is  doomed  to 


failure,  in  order  to  receive  the 
allowances. 

Response:  The  Agency  believes  that 
"proper"  construction  and  testing  to 
determine  if  a  project  has  failed  does 
not  necessarily  require  "completion"  of 
construction.  Thus,  consistent  with  the 
legislative  history.  EPA  has  discretion  to 
make  case-by-case  judgments  of  whether 
there  was  proper  construction  and 
testing  of  a  given  project.  However, 
because  repowering  extensions  will 
break  the  Phase  II  emissions  cap,  the 
Agency  is  under  a  statutory  mandate  to 
be  frugal  in  granting  the  full  repowering 
extension  where  the  repowered  unit  is 
not  completed.  The  final  rule  provides 
that  to  be  considered  properly 
constructed  and  tested,  the  project  must 
be  constructed  at  leastto  the  extent  to 
permit  direct  testing  of  the  multiple 
combustion  emissions  from  the 
operation  of  the  repowering  technology 
at  nameplate  capacity. 

(c)  Treatment  of  unused  allowances. 
While  section  409(c)(1)  of  the  Act  states 
that  allowances  are  not  transferable  to 
any  other  source,  this  does  not  preclude 
a  unit  from  transferring  unused 
allowances  to  another  unit  at  the  same 
source.  However,  several  commenters 
believe  that  a  unit  granted  repowering 
extension  allowances  cannot  transfer 
those  allowances  to  any  other  units  and 
should  be  required  to  return  any  unused 
extension  allowances. 

Response:  Extension  allowances  are 
transferable  between  units  at  the  same 
source.  Nothing  bars  a  transferee  from 
transferring  any  allowances,  freed  up  by 
that  transfer,  to  other  units  at  any 
source.  Because  there  is  no  express 
statutory  authority  for  EPA  to  require 
the  surrender  of  unused  allowances  and 
any  surrender  requirement  could  be  so 
easily  circumvented,  the  Agency  has 
rejected  the  commenters'  approach. 

However,  the  Agency  has  clarified  the 
meaning  of  the  bar  on  transferring 
allowances  to  other  sources.  The  final 
rule  bars  the  transfer  of  the  extension 
allowances  to  any  Allowance  Tracking 
System  account  other  than  unit 
accounts  of  other  units  at  the  same 
source.  Since  allowances  cannot  be  used 
for  compliance  unless  they  are  recorded 
in  the  Allowance  Tracking  System,  the 
bar  on  transfers  should  focus  on 
transfers  among  Allowance  Tracking 
System  accounts.  The  language  in  the 
final  rule  will  prevent  direct  use  of  the 
extension  allowances  by  units  at  other 
sources. 

(d)  Repowering  application  deadlines. 
Section  403(a)  of  the  Act  requires  the 
Agency  to  issue  final  Phase  II  allowance 
allocations  (reflecting  repowering 
extension  allowances)  by  June  1, 1998. 
Under  section  408(d).  the  Phase  II 
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permit  application,  including  the 
repowering  extension,  must  be 
submitted  by  January  1. 1096  and  the 
Phase  n  permit  must  be  issued  by  no 
later  than  December  31, 1997.  Under 
section  409(a),  the  owner  or  operator  of 
an  existing  unit  must  demonstrate  by 
December  31, 1997  that  it  meets  the 
requirements  for  a  repowering 
extension.  Reflecting  these  constraints, 
EPA  proposed  a  January  1, 1996 
deadline  for  submitting  the  repowering 
extension  plan.  If  conditional  approval 
was  sought,  the  approved  plan  could  be 
activatedany  time  on  or  before 
December  31, 1997.  Further,  the 
proposal  sets  a  June  1, 1997  deadline  for 
submitting  the  petition  for  approval  of 
a  repowering  technology  in  order  to 
allow  the  Agency  6  months  to  review 
and  act  on  the  petition  before  the 
E)ecember  31, 1997  deadline  for  action 
on  the  permit  application.  The  Agency 
requested  comment  on  the  proposed 
deadlines.  Several  commenters  claimed 
that  certain  non-statutory  deadlines  in 
the  proposal  were  not  justified. 

Response:  The  Agency  maintains  that 
the  proposed  deadlines  are  consistent 
with  the  statute  and  necessary  for  the 
smooth  and  timely  implementation  of 
the  repowering  extension.  In  particular, 
if  the  repowering  technology  petition 
were  not  submitted  until  the  end  of 
1997.  the  statutory  deadline  for  permit 
issuance  would  be  missed.  For  these 
reasons  and  the  reasons  stated  in  the 
preamble  for  the  proposal,  the  deadlines 
are  retained  in  the  final  rule. 

(8)  Acid  Rain  Permit  Application  and 
Acid  Rain  Permit  (Subparts  C  and  E) 

Under  section  408  of  the  Act,  the 
designated  representative  of  each 
affected  source  must  submit  a  permit 
application,  including  a  compliance 
plan  that  sets  forth  the  methods  to  be 
used  to  comply  with  the  requirements  of 
the  Acid  Rain  Program.  The  permitting 
authority  reviews  such  applications, 
approves  or  disapproves  the  compliance 
plans,  and  issues  or  denies  permits. 

0.  Permit  application  information 
available  from  other  data  sources.  In  the 
preamble  to  the  proposed  rule.  EPA 
requested  comments  on  whether  the 
Agency  should  request  information  that 
could  be  obtained  from  other  data 
sources.  Commenters  agreed  that  EPA 
should  require  all  the  information 
needed  to  issue  the  permit  to  be 
submitted  on  one  permit  application 
form,  rather  than  attempting  to  obtain 
this  information  from  other  data 
sources. 

Response:  The  Agency  therefore  will 
require  all  needed  information  to  be 
submitted  by  the  applicant.  The  Agency 
has.  however,  attempted  to  simplify  and 


clarify  the  information  requirements  for 
the  permit  application.  The  final  rule 
asks' only  for  me  information  that  is 
needed  to  write  the  permit;  the  Agency 
will  not  ask  for  extraneous  information. 
The  Agency  beUeves  that  having  clear 
and  simplified  permit  application 
requirements  will  facilitate  compliance 
by  all  affected  units. 

b.  Data  no  longer  required  in  permit 
application,  (i)  Project  annual 
utilization.  Several  commenters 
objected  to  the  requirement  to  provide 
projected  annual  utilization,  as  reported 
on  ElA  form  767,  for  units  covered  by 
the  permit  application.  They  pointed 
out  that  EIA  form  767  data  will  not  be 
available  at  the  time  the  permit 
applications  are  due  and  will  not 
provide  all  of  the  required  projections. 
Furthermore,  commenters  questioned 
what  EPA  would  do  with  the 
information. 

Response:  The  Agency  has 
reconsidered  the  need  for  this 
information  and  decided  that  there  was 
no  statutory  basis  for  requiring  that 
these  projections  be  met.  The  Agency 
has  therefore  deleted  this  requirement 
as  being  unnecessary  and  burdensome 
on  the  regulated  community. 

(ii)  Most  stringent  federally 
enforceable  emissions  limitation. 
Several  commenters  objected  to  the  fact 
that  EPA  was  requiring  the  most 
stringent  federally  enforceable 
emissions  limitations  to  be  annualized 
(in  accordance  with  a  formula  used  in 
the  NADB)  and  provided  on  the  permit 
application.  Commenters  claimed  that 
this  was  an  inappropriate  use  of 
annualization  factors. 

Response:  The  Agency  has 
reconsidered  this  information 
requirement  and  determined  that  it  is 
not  necessary.  While  under  the  proposal 
the  information  was  necessary  for 
substitution  plans  and  Phase  I 
extensions  plans,  the  Agency  has 
decided  not  to  use  the  information  in 
the  case  of  substitution  plans  and  has 
limited  its  use  in  Phase  I  extension 
plans.  The  reasons  for  the  changes  are 
discussed  in  the  preamble  sections  of 
these  plans.  There  is  no  need  to  require 
this  information  for  all  units.  Fiulher, 
while  holding  allowances  under  the 
Acid  Rain  Program  does  not  exempt  a 
unit  from  the  requirement  to  comply 
with  any  other  applicable  limitation 
under  the  Act,  the  Agency  believes  that 
the  Acid  Rain  permit  application  is  not 
the  appropriate  place  to  record  other 
limitations.  Operating  permits  issued 
under  title  V  will  address  the 
reouirements  of  other  programs. 

(jjjV  Monitoring  information.  The 
Agency  received  several  comments  on 
the  proposed  requirement  to  submit 


certain  monitoring  hifcmnation  with  the 
permit  application,  including  the 
monitoring  plan  and  the  monitoring 
certification.  Some  commenters 
supported  this  provision,  signing  for 
concurrent  review  of  the  application 
and  the  monitoring  plan.  Otners  argued 
that  no  formal  approval  of  the 
monitoring  plan  should  be  required  and 
that  the  timing  of  submitting  monitoring 
plans  nine  months  before  monitor 
certification  is  due  would  be 
burdensome  on  80im»s. 

One  commenter  was  also  concerned 
that  if  monitoring  plans  and  monitor 
certifications  became  part  of  the  permit, 
the  permit  would  need  frequent 
revisions  as  changes  to  the  monitoring 
plan  were  made  and  as  monitoring 
recertification  became  necessary. 
Instead,  the  commenter  recommended 
that  EPA  allow  the  soim»  to  certify  that 
it  will  comply  with  the  monitor 
certification  requirements  in  part  75. 

Response:  In  the  final  rules,  the 
Agency  is  not  requiring  that  any 
monitoring  information  be  submitted 
with  the  permit  application.  This 
decision  is  motivated  principally  by  the 
timing  of  the  permit  application  and 
monitoring  requirements.  In  Phase  I, 
permit  applications  are  due  February 
15. 1993  (see  section  408(c)  of  the  Act), 
while  monitors  need  not  be  certified 
imtil  November  15, 1993  (section 
412(b)).  The  Agency  believes  that  it 
would  be  unnecessarily  burdensome  on 
sources  to  require  monitoring 
submissions  to  be  made  so  long  before 
monitor  certification  is  required.  The 
timing  problem  is  reversed  in  Phase  II, 
where  monitors  must  be  certified  by 
January  1, 1995  (section  412(c))  but 
permit  applications  are  not  due  until 
January  1, 1996  (section  408(d)(2)).  For 
the  same  reasons,  the  Agency  has  also 
deleted  the  requirement  that  monitoring 
plans  and  monitor  certifications  be  a 
part  of  the  permit.  Instead,  each  Add 
Rain  permit  will  contain  a  standard 
requirement  that  the  source  must 
comply  with  part  75  (see  S  72.9(b)(1)). 
Thus,  a  violation  of  any  requirement  in 
part  75  will  be  a  violation  of  the  permit 
(see  the  portion  of  the  preamble  for  part 
75). 

(c)  Conditional  approval  of 
compliance  plans,  (i)  Enforceable 
milestones.  Section  72.40(c)  (proposed 
§  72.32(g))  allows  sources  to  obtain 
conditional  approval  for  compliance 
options.  Thus,  when  the  source  submits 
its  application,  it  may  submit  one  or 
more  compliance  options  for 
conditional  approval.  These  compliance 
options  will  go  through  public  notice 
and  comment  with  the  proposed  permit. 
They  will  be  approved  conditionally, 
and  the  source  may  activate  the  options 
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by  notifying  the  Agency.  The  activation 
of  a  conditionally  approved  compliance 
option  is  an  administrative  amendment. 

One  commenter  objected  that  the 
provision  that  compliance  options  are 
not  effective  until  activated  by  the 
designated  representative  could  be  used 
to  evade  the  Act's  requirement  for 
enforceable  compliance  schedules  for 
sources  that  employ  certain  optional 
methods  of  compliance.  The  commenter 
stated  that  a  source  that  intended  to  rely 
on  an  optional  method  of  compliance 
could  identify  the  proposed  method  as 
conditionally  approved  and  thereby 
prevent  enforcement  of  interim 
milestones  in  its  approved  compliance 
schedule  for  that  option  by  failing  to 
activate  the  option  until  after  the 
milestones  have  passed. 

Response:  The  Agency  believes  that 
such  a  situation  is  not  likely  to  occur. 
However,  the  Agency  does  not  want  to 
allow  conditional  approval  to  be  used  as 
a  vehicle  to  escape  from  otherwise 
enforceable  requirements.  The  Agency 
therefore  has  included  a  provision  in 
the  final  rule  that  states  tnat  compliance 
options  with  enforceable  interim 
milestones  must  be  activated  prior  to 
the  interim  steps  set  forth  in  the 
compliance  option  or  else  not  activated 
at  all. 

(ii)  Notification  of  activation.  Another 
commenter  stated  tnat  EPA  should  not 
require  notification  of  activation  of  a 
conditionally  approved  compliance 
option  since  the  option  has  already  been 
reviewed  and  approved  by  the  Agency. 

Response;  The  Agency  disagrees.  EPA 
needs  notification  of  activation  of  the 
conditionally  approved  compliance 
option  in  order  to  modify  the  allowance 
allocations  based  on  the  compliance 
option.  For  example,  the  source  may 
have  a  conditionally  approved 
substitution  plan;  upon  activation,  the 
Phase  n  substitution  imit  becomes  a 
Phase  I  unit  eligible  for  allowances. 
Unless  EPA  receives  notice,  it  cannot 
allocate  allowances  to  the  unit.  In  fact, 
because  of  the  need  to  amend  the  unit's 
permit  and  allocate  allowances,  the  final 
rule  clarifies  that  conditionally 
approved  substitution  or  reduced 
utilization  plans  must  be  activated  no 
later  than  60  days  before  the  allowance 
transfer  deadline  applicable  to  the  year 
in  which  the  plan  is  to  take  effect. 
However,  the  notice  does  not  give  the 
Agency  the  opportunity  to  revisit  the 
merits  of  the  previously  approved 
compliance  option. 

The  need  for  notification  is  amplified 
where  the  conditionally  approved 
compliance  option  involves  two  or  more 
imits  that  have  different  designated 
representatives.  Under  such 
circumstances,  the  compliance  option 


cannot  be  implemented  unless  all  the 
designated  representatives  agree  to  the 
activation.  The  prior  notification 
requirement  ensures  that  all  the 
designated  representatives  will  be  aware 
of,  and  act  in  accordance  with,  the 
activation.  Moreover,  the  final  rule 
clarifies  that  all  designated 
representatives  of  units  involved  in  the 
compliance  option  must  sign  the 
activation  notice. 

(d)  Interaction  between  permit  and 
compliance  plan.  In  the  proposal,  EPA 
asked  for  comment  on  whether 
compliance  plans  should  be  included  in 
the  permit  (and  possibly  renamed 
"alternative  operating  scenarios")  or 
should  remain  separate  documents  that 
are  incorporated  in  the  permit  by 
reference  to  the  compliance  plan.  There 
was  no  consensus  among  the 
commenters  who  addressed  this  issue, 
and  none  addressed  the  renaming  issue. 
All  of  the  commenters,  however,  were 
concerned  with  ensuring  that  sources 
have  the  maximum  flexibility  possible 
to  make  minor  operational  changes 
without  being  subject  to  a  time 
consuming  permit  revision  procedure. 

Response:  On  reconsideration,  the 
Agency  believes  that  there  is  no 
practical  or  legal  difference  between 
including  the  compliance  plan  in  the 
permit  and  treating  the  compliance  plan 
as  a  separate  document  incorporated  by 
reference  in  the  permit.  The  Agency  is 
adopting  the  approach  of  treating  the 
compliance  plan  as  part  of  the  permit  in 
order  to  make  it  clear  that  the  plan,  like 
the  other  permit  provisions,  is  binding. 
Since  the  Act  uses  the  term 
"compliance  plan"  and  no  commenters 
expressed  any  interest  in  changing  the 
term  used  in  the  regulations,  the  final 
rule  continues  to  use  the  statutory  term. 

(e)  Permit  shield.  The  permit  shield 
provisions  in  proposed  §  72.53(b)  were 
supported  by  some  commenters  and 
opposed  by  others.  Supporters  stated 
that  the  permit  shield  would  provide 
affected  sources  with  certainty  that 
compliance  with  the  terms  of  the  permit 
would  shield  the  source  from 
enforcement  action.  Opponents  objected 
that  the  proposed  shield  was  too  narrow 
because  the  shield  would  not  apply 
unless  the  permit  conditions  were 
clearly  in  compliance  with  title  IV  and 
the  Acid  Rain  Proeram. 

Response:  EPA  Has  retained  in  its 
final  rule  language  similar  to  that  in  the 
proposed  permit  shield.  The  language  in 
the  proposal  and  in  the  final  rule  is  very 
similar  to  the  language  in  section 
408(h)(2)  of  the  Act.  which  provides 
that  compliance  with  a  permit  issued 
under  title  V  which  complies  with  this 
title  for  sources  subject  to  this  title  shall 
be  deemed  in  compliance  with  the 


requirement  to  operate  in  compliance 
with  an  operating  permit 

However,  the  Agency  modified  the 
language  in  the  permit  shield  to  clarify 
it  and  make  it  consistent  with 
provisions,  originally  in  the  proposal 
and  retained  in  the  final  rule, 
concerning  the  Uabifity  of  the  ownen 
and  operators  of  units  involved  in 
multi-unit  compliance  options  or  units 
with  a  common  stack.  Under  these 
provisions,  the  owners  and  operators  of 
one  such  unit  are  liable  for  violations  of 
the  plan  by  the  other  units.  The  permit 
shield  in  the  final  rule  specifically  refers 
to  these  provisions  in  onier  to  clarify 
that  such  owners  and  operators 
continue  to  bear  such  potential  liability. 
As  discussed  above,  EPA's  enforcement 
efforts  will  focus  on  the  truly  culpable 
parties. 

(9)  Federal  Permit  Issuance  Procedures 
(Subpart  F) 

Under  section  408  of  the  Act,  EPA  is 
the  permitting  authority  in  Phase  I  and. 
for  geographic  areas  not  covered  by  an 
approved  State  operating  permit 
program,  in  Phase  II.  As  the  permitting 
authority,  EPA  is  responsible  for  review 
of  permit  applications  and  issuance  of 
permits.  Section  408  requires  EPA  to 
develop  regulations  to  establish  permit 
issuance  procedures. 

(a)  Denial  of  permit  application.  The 
Agency  deleted  proposed  §  72.61(cHe) 
although  these  provisions  do  not  appear 
elsewhere  in  the  rules.  These  provisions 
concerned  the  denial  of  Acid  Rain 
permit  applications  and  Acid  Rain 
permits  and  the  procedure  for  correcting 
denied  applications. 

Response:  The  Agency  believes  that 
these  sections  are  unnecessary  and 
merely  add  confusion  to  the  permit 
issuance  process.  The  proposed  and 
final  rules  already  provide  that  if  an 
application  is  incomplete,  the  Agency 
will  issue  a  notice  of  incompleteness. 
Further,  under  these  rules,  the  Agency 
may  request  supplemental  information 
even  where  the  application  is  complete. 
Moreover,  where  uhe  permit  application 
fails  to  meet  the  requirements  of  the 
Act.  the  Agency  may  issue  a  draft 
permit  (called  a  "proposed"  permit  in 
the  proposal)  that  disapproves 
compliance  options  requested  in  the 
permit  application  or  may  deny  a  draft 
permit.  The  Agency  will  provide  a 
statement  of  bii.sis  explaining  its  action. 
In  all  of  these  circumstances,  the 
designated  representative  may  make 
necessary  changes  to  the  permit 
application.  Thus,  the  Agency  deleted 
the  provisions  in  the  proposal 
addressing  denial  cuid  correction  of 
permit  applications  and  denial  of 
permits  because  the  provisions 
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duplicated,  and  to  some  extent 
contradicted,  procedures  already 
provided  in  the  rule. 

(b)  EPA  approval/denial  timeframe. 
One  commenter  objected  to  proposed 
§  72.70(b)(3),  which  stated  that  even 
though  an  application  was  deemed 
complete,  the  6-month  period  for  EPA 
action  on  the  application  would  not 
begin  to  run  where  the  designated 
representative  subsequently  failed  to 
submit  any  requested  supplemental 
information  in  a  timely  manner.  The 
commenter  stated  that  this  provision  is 
inconsistent.with  section  408(c)(2)  of 
the  statute,  which  requires  EPA  to  act 
on  compliance  plans  within  6  months 
and  with  proposed  §  72.72(b)(2)(ii), 
which  states  that  failure  to  provide 
supplemental  information  shall  result  in 
a  aenial  of  the  permit. 

Response:  The  Agency  agrees  that 
proposed  §  72.72(b)(3)  was  inconsistent 
with  the  Act  and  has  therefore  deleted 
the  provision.  Under  the  final  rules, 
where  an  applicant  fails  to  submit 
supplemental  information  in  a  timely 
manner,  the  portion  of  the  permit  for 
which  the  information  was  necessary 
may  be  denied. 

Ic)  Criteria  for  completeness.  Several 
commenters  requested  that  EPA  clearly 
state  the  criteria  it  will  use  to  determine 
whether  a  permit  application  is 
complete. 

Response:  The  Agency  reviewed 
proposed  §  72.72(b)(3),  which  simply 
repeated  or  cross-referenced  the 
requirements  for  permit  applications.  In 
the  interests  of  clarity,  the  Agency  has 
deleted  this  section  and  arfiended 
§  72.31  to  set  forth  the  information 
required  in  a  "complete"permit 
application.  The  Agency  believes  that 
the  information  requirements  set  forth  at 
§  72.31  are  clear  and  straightforward 
and  that  sources  will  not  have  difficulty 
understanding  and  complying  with  the 
requirement  to  submit  a  complete 
application.  In  addition,  the  Agency 
will  publish  standard  application  forms 
that  the  sources  can  use.  These  forms, 
if  filled  out  completely,  will  help  ensure 
that  the  source  submits  a  complete 
application. 

(d)  Proposed  permits  binding  on  a 
source.  One  commenter  objected  to 
proposed  §  72.73(e),  which  makes 
proposed  permits  (called  "draft" 
permits  in  the  final  rule  to  be  consistent 
with  the  part  70  regulations  under  title 
V)  binding  on  the  source  until  a  final 
permitting  decision  is  issued.  The 
commenter  argued  that  "it  would  be 
extraordinarily  unfair  to  impose  on  any 
source  the  terms  of  a  mere  proposed 
permitting  decision  that  has  not  been 
subjected  to  proper  procedures  to 
ensure  consistency  with  the  Act."  The 


commenter  also  stated  that  there  is  no 
statutory  support  for  making  the 
proposed  permit  binding  on  the  source. 
Response:  The  Agency  agrees.  Upon 
reconsideration  of  this  issue,  the  Agency 
believes  that  a  draft  permit  (formerly 
called  a  "proposed  permit")  should  not 
be  binding  on  the  source  since  such  a 
permit  has  not  yet  gone  through  notice 
and  comment  procedures  giving  the 
applicant  and  other  parties  the 
opportunity  to  address  its  consistency 
with  the  Act  and  with  Agency  policy. 
The  Agency,  therefore,  has  eliminated 
the  requirement  that  the  draft  permit  be 
binding  on  the  source  in  lieu  of  a  permit 
until  the  permit  is  issued.  Instead,  a 
complete  permit  application  and 
compliance  plan  will  be  binding  on  the 
source  until  a  permit  is  issued,  as 
provided  in  section  408(c)(1)(A)  and 
(d)(3)  of  the  Act. 

(e)  Public  comment  period,  (i)  Permits 
and  monitoring  plan.  EPA  received 
several  comments  on  the  public 
comment  provisions  of  its  proposal. 
Several  commenters  supported  the 
public  comment  provisions  as  proposed, 
but  recommended  that  EPA  allow 
comments  on  monitoring  plans  during 
permit  review  to  minimize  the 
possibility  of  redundant  public 
comment  periods. 

Response:  The  Agency  agrees  that 
redundant  public  comment  periods  are 
a  waste  of  time  and  resources  for  the 
Agency,  the  public,  and  the  affected 
source.  However,  as  discussed  above, 
the  final  rules  eliminate  the  requirement 
for  a  monitoring  plan  as  part  of  the 
permit  because  of  timing  differences 
between  permitting  and  monitor 
certification.  Thus,  in  general,  there  will 
be  no  reason  to  make  comment  on  the 
monitoring  plan  in  the  context  of  permit 
review. 

(ii)  Need  for  public  comment.  One 
commenter  suggested  that  EPA 
eliminate  the  requirement  for  a  public 
comment  period  for  Acid  Rain  permits. 
The  commenter  states  that  utilities  will 
either  purchase  allowances,  add 
controls,  or  switch  fuels  and  that  since 
the  Act  gives  sources  the  choice  of 
which  option  to  pursue,  there  is  no  need 
for  public  comment. 

Response:  The  Agency  disagrees. 
Section  408(a)  of  the  statute  mandates 
that  title  IV  be  implemented  by  permits 
issued  in  accordance  with  title  V,  as 
modified  by  title  IV.  A  fundamental 
requirement  of  title  V  (set  forth  in 
section  502(b)(6))  is  provision  of  an 
opportunity  for  the  public  to  comment 
on  the  proposed  permit.  Furthermore, 
title  IV  gives  sources  the  opportunity  to 
request  certain  optional  methods  of 
compliance,  such  as  substitution.  Phase 
I  extension,  repowering  extension,  and 


reduced  utilization  plans.  Before  the 
Agency  approves  these  optional 
methods  of  compliance,  ue  public 
should  have  an  opportunity  to  comment 
on  the  source's  proposal  and  whether  it 
meets  the  requirements  of  the  Act.  In 
addition,  the  comment  period  gives  the 
source  an  opportunity  to  object  to  the 
draft  permit  that  EPA  proposes  to  issue 
in  final. 

(f)  Fast-track  modifications,  (i) 
General.  The  Agency  received 
numerous  comments  supporting  the 
fast-track  modification  approach. 
Commenters  supported  promulgating 
Option  1,  Option  2,  or  both.  Several  of 
the  commenters  who  supported  both 
options,  however,  stated  that  if  EPA 
were  to  promulgate  only  one,  it  should 
promulgate  Option  2.  Several 
commenters  who  supported  Option  1 
also  requested  clarification  from  EPA  on 
what  it  meant  by  "significant 
objections"  to  a  fast-track  modification 
that  would  require  the  source  to  shift  to 
the  regular  modification  procedure.  The 
Agency  received  comments  fit>m 
environmental  groups  stating  that  they 
need  at  least  30  days  to  comment 
adequately  on  permit  conditions. 

Response:  The  Agency  considered  all 
of  these  comments  and  determined  that 
Option  2  best  addresses  the  concerns  of 
the  commenters.  Option  1  provides  only 
15  days  for  public  comment  while 
Option  2  provides  30  days.  The  Agency 
believes  that  it  is  critical  that  interested 
persons  be  given  an  opportunity  to 
comment  adequately  on  significant 
changes  in  permit  conditions.  Option  1 
does  not  allow  adequate  opportunity  for 
comment.  In  addition,  the  Agency 
believes  that  proposed  Option  1  could 
prove  to  be  less  expeditious  than  Option 
2.  Option  1  requires  that  the  permit 
modification  procedures  be  followed  if 
significant  objections  are  received 
during  the  15-day  comment  period. 
Thus,  to  effect  the  change,  two  different 
permit  revision  procedures  might  have 
to  be  implemented.  Under  Option  2, 
there  is  a  30-day  opportunity  for 
comment.  The  Agency  then  has  30  days 
to  review  and  act  on  the  application  and 
all  comments.  In  many  cases.  Option  2 
will  prove  to  be  more  expeditious.  For 
these  reasons,  the  Agency  has  decided 
to  promulgate  only  Option  2  in  its  final 
rule  and  clarify  that  fast-track 
procedures  may  be  used,  for  any  of  the 
listed  revisions,  at  the  option  of  the 
designated  representative  submitting  the 
permit  revision. 

(ii)  Notice  to  interested  persons. 
Numerous  commenters  also  stated  that, 
as  proposed,  only  people  who 
commented  on  the  proposed  permit 
would  receive  written  notice  of  a  fast- 
track  modification.  These  commenters 
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objected  to  this  limitation,  stating  that 
any  person  who  asked  to  be  put  on  a 
mailing  list  should  receive  notice  of  any 
fast-track  modifications.  One 
commenter  pointed  out  that  this 
limitation  was  inconsistent  with 
proposed  §  72.77  (public  comments). 
which  allows  interested  persons  to  put 
their  names  on  a  mailing  list  at  any  time 
and  to  receive  notice  of  future  actions 
affecting  that  permit. 

Response:  The  Agency  agrees  with 
these  commenters  and  has  clarified  in 
the  final  rule  that  written  notice  must  be 
given  to  any  interested  person.  Under 
§  72.2,  an  interested  person  is  someone 
who  either  comments  on  the  draft 
permit,  testifies  at  a  public  hearing  on 
a  draft  permit,  or  requests  to  have  his  or 
her  name  put  on  a  mailing  list  to  receive 
notice  of  any  future  actions  on  that 
permit. 

(g)  Minor  permit  modifications.  In  the 
proposal,  the  Agency  asked  for 
comment  on  whether  some  of  the 
changes  to  the  permit  that  were 
proposed  as  modifications  or  fast-track 
modifications  could  be  accomplished 
using  the  minor  permit  modification 
(originally  referred  to  as  "minor  permit 
amendment")  procedure  proposed  in 
part  70  of  this  chapter.  The  Agency 
received  several  comments  on  this 
issue.  One  commenter  agreed  with  EPA 
that  the  fast-track  modification  will  be 
expeditious  enough  for  approval  of  a 
new  compliance  option.  Several  other 
commenters  stated  that  permit  revisions 
should  not  be  required  for  replacement 
of  equipment  but  implied  that  if  a 
revision  were  required,  the  minor 
permit  modification  would  be 
appropriate. 

Response:  The  Agency  is  not 
requiring  notification  or  a  permit 
revision  for  changes  to  equipment.  In 
fact,  permits  will  not  include  detailed 
information  about  how  the  source  is 
going  to  operate  or  comply  unless  the 
source  applies  for  an  optional  method  of 
compliance.  For  example,  if  a  source 
initially  chooses  to  comply  by  switching 
to  low  sulfur  coal  but  decides  in  1997 
to  install  a  scrubber,  neither  the  initial 
compliance  decision  nor  the  change  will 
be  included  in  the  permit.  This  is 
because  these  approaches  do  not  require 
approval  of  an  option  compliance 
method  but  rather  require  only  that  the 
source  undertake  to  hold  sufficient 
allowances  to  cover  its  emissions.  Thus, 
the  minor  permit  modification 
procedure  is  not  needed  for  these  types 
of  changes.  Moreover,  since  no 
commenters  recommended  that  changes 
now  covered  by  fast-track  modifications 
be  accomplished  using  the  minor  permit 
modification  procedure,  the  Agency  has 
decided  not  to  promulgate  a  minor     -^ 


permit  modification  for  changes  to  Acid 
Rain  permits.  The  Agency  believes  that 
this  revision  procedure  is  unnecessary 
for  the  Acid  Rain  Program  because  the 
program  requires  notification  only  of 
changes  in  compliance  options  and  of 
certain  relatively  minor  permit  changes, 
which  can  be  accomplished  through 
fast-track  modifications  and 
administrative  amendments 
respectively. 

(h)  Administrative  amendments. 
Generally,  commenters  supported  the 
Agency's  proposed  administrative 
permit  amendment  provisions.  These 
commenters  beUeved  that  the  changes 
included  in  this  section  could  be 
accomplished  without  public  notice  and 
comment. 

Response:  The  Agency  agrees  and  has 
eliminated  the  requirement  in  the 
proposed  rule  that  notice  be  given  to 
interested  persons  of  every 
administrative  amendment  to  the 
permit.  The  Agency  believes  that 
interested  persons  should  have  access  to 
current  information  about  changes  in 
permits  and  permit  conditions. 
However,  the  Agency  does  not  believe 
that  the  burden  of  providing  notice  is 
justified  in  this  case  because 
administrative  permit  amendments  are 
relatively  minor  or  noncontroversial  and 
become  effective  without  any 
opportunity  for  public  comment.  One 
example  of  such  an  administrative 
amendment  is  the  adoption  of  or  a 
change  in  a  reduced  utilization  plan  that 
does  not  involve  designation  of  a 
compensating  unit  (e.g.,  a  plan  relying 
on  energy  conservation  or  sulfur-free 
generation).  The  Agency  notes  that  the 
permits  will  be  publicly  available  at 
EPA  Headquarters  and  the  Regional 
Office  in  the  region  where  the  source  is 
located.  In  Phase  II.  permits  will  also  be 
available  at  the  office  of  the  State 
permitting  authority. 

(10)  State  Permit  Program  Approval 
Criteria  (Subpart  G) 

Under  section  408(d)  of  the  Act,  each 
State  must  submit,  for  EPA's  approval, 
a  permit  program,  in  accordance  with 
title  V,  under  which  the  State  will  issue 
Acid  Rain  permits  for  Phase  II.  The 
permit  program  must  meet  certain 
criteria  in  order  to  be  approved  by  EPA. 
If  the  State  program  is  approved  by  July 
1, 1996,  EPA  will  cease  issuing  Phase  II 
Acid  Rain  permits.  Under  title  V.  State 
permit  programs  must  also  meet  criteria 
concerning,  and  provide  for,  issuance  of 
operating  permits  implementing  other 
requirements  of  the  Act  in  addition  to 
those  under  title  IV.  The  permit 
programs  must  be  submitted  by 
November  15. 1993. 


(a)  Complexity  of  acid  rain  pmgram 
requirements.  Some  commenters  were 
concerned  about  the  complexity  of  the 
proposed  Acid  Rain  regulations  and  the 
effect  that  complexity  would  have  on 
States'  ability  to  develop  their  permit 
programs  under  title  V  by  the  statutory 
deadline  of  November  15. 1993.  One 
commenter  suggested  that  EPA  review 
separately  State  submissions  under  title 
V  and  title  IV  and  give  States  longer  to 
develop  and  submit  their  title  IV  permit 
programs. 

Response:  EPA  believes  that  adoption 
of  the  commenter's  suggestion  is  not 
warranted  at  this  time.  Both  section 
4G8(a)  and  section  502(a)  of  the  Act 
require  that  title  IV  be  implemented 
through  title  V.  as  modified  by  title  IV, 
Thus,  the  Acid  Rain  Program  will  be  an 
integral  part  of  a  State's  title  V  operating 
permit  program.  Furthermore,  the 
Agency  believes  that  State  regulations 
needed  to  implement  the  Acid  Rain 
Program  will  not  be  particularly 
complex  since  many  of  the  more 
complex  aspects  of  the  program  {e.g., 
allowance  allocations)  will  be 
implemented  by  EPA.  The  Acid  Rain 
portion  of  the  title  V  operating  permit 
will  be  considerably  less  complex  than 
the  portion  implementing  the  State 
implementation  plan  (SIP)  and  other 
requirements  of  the  Act. 

(b)  Interference  with  allowance 
market.  The  Agency  received  numerous 
comments  on  proposed  §  72.202(a), 
which  bars  a  State  operating  permit 
program  ht)m  interfering  with  the 
allowance  market.  The  majority  of  the 
commenters  supported  §  72.202(a)  as 
proposed,  saying  that  State  interference 
with  the  allowance  program  would 
frustrate  a  crucial  objective  of  title  IV: 
The  achievement  of  nationwide 
emissions  reductions  at  the  least  cost  to 
utilities.  However,  a  significant  minority 
of  the  commenters  opposed  this  section, 
claiming  that  it  would  limit  a  State's 
ability  to  protect  legitimate  interests, 
such  as  limiting  the  total  deposition 
within  the  State  and  protecting  national 
parks  and  forests. 

Response:  The  Agency  has  retained 
this  provision  in  its  final  rules.  The 
Agency  believes  that  these  restrictions 
on  State  action  are  necessary  to  ensure 
that  a  national  allowance  market  has  an 
opportunity  to  develop  and  that  sources 
are  allowed  to  comply  with  the  Acid 
Rain  Program  in  the  most  cost-effective 
manner  possible.  The  Agency  realizes 
that  States  have  a  legitimate  interest  in 
protecting  ambient  air  quality  and  that 
they  therefore  may  want  to  limit 
emissions  by  restricting  allowance 
trading.  Nonetheless,  the  Acid  Rain 
Program  is  a  national  program  designed 
to  reduce  substantially  total  national 
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loadings  of  add  depa«ition  precursors. 
The  national  transrar  of  aUowances  was 
clearly  contemplated  by  the  drafters  of 
the  Act.  Geographical  limitations  on 
allowance  transfers  were  included  in 
early  Senate  and  House  versions  of  the 
bill,  but  later  rejected  in  Cavor  of 
national  transfers.  Congress  was  aware 
that  failure  of  a  nation-wide  allowance 
market  would  create  significant 
problems  for  new  power  plants 
(particularly  those  constructed  by 
independent  power  producers)  that  are 
not  allocated  allowances  by  EFA  but 
must  purchase  enough  to  cover  their 
emissions.  Report  of  the  Committee  on 
Energy  and  Commerce,  House  Report 
No.  490,  at  366-67  (1990).  In  fact,  prior 
versions  of  the  bill  that  became  the 
Clean  Air  Act  Amendments  of  1990 
divided  the  country  into  two  regions 
and  permitted  allowance  transfers  only 
within  those  regions.  That  restriction 
was  removed  in  the  final  bill.  See,  e.g., 
id.  at  372.  Moreover,  the  active  trading 
of  allowances  will  enable  utilities  to 
adopt  the  least-cost  approach  to  achieve 
their  required  SO2  emissions  reductions. 
The  allowance  market  would  likely  fail 
if  State  or  local  permitting  authorities 
had  the  ability  to  restrict  the  transfer  of 
allowances. 

Furthermore,  imder  the  Act.  States 
have  authority  to  protect  local  air 
quality  concerns  through  requiring 
compliance  with  the  SIP  and  with 
applicable  National  Ambient  Air 
Quality  Standards,  rather  than  through 
restrictions  on  allowance  trading. 
Section  403(f)  provides  that  compliance 
with  the  Acid  Rain  Program  wrill  not 
excuse  compliance  with  other 
applicable  Clean  Air  Act  requirements. 
The  Agency  realizes  that  a  SIP  will  not 
allow  a  State  to  influence  compliance 
decisions  of  utilities  in  neighboring 
States,  which  may  have  less  stringent 
emissions  requirements  in  their  SIPs, 
and  that  emissions  may  travel  across 
State  lines  and  afiisct  air  quality  or  acid 
deposition  in  other  States.  Nonetheless, 
States  had  limited  authority  to  influence 
compliance  decisions  of  sources  in 
neignboring  States  prior  to  enactment  of 
the  1990  Amendments  to  the  Clean  Air 
Act,  and  the  Agency  does  not  believe 
title  rV  was  intended  to  expand  such 
authority.  If  Congress  had  intended  to 
expand  States'  authority  in  this  regard, 
it  would  have  expressly  said  so. 

(c)  EPA  intervention  in  appeals. 
Section  72  .202(i)(3)  of  the  proposed 
rule  required  that  the  Administrator  be 
given  authority  to  intervene  as  a  matter 
of  right  in  any  State  administrative  or 
judicial  permit  appeals  involving  an  . 
Add  Ram  permit  provision.  This 
provision  was  proposed  in  order  to 
ensure  national  consistency  in  State 


interpretations  of  Acid  Rain  permit 
requirements.  One  commenter 
considered  this  provision  too  intrusive 
on  the  rights  of  States  to  administer  a 
delegated  title  V  program. 

Response:  The  Agency  agrees  only  in 
part.  For  the  rest  of  the  tiUe  V  program. 
EPA's  oversight  role  through  review  and 
possible  veto  of  permits  will  suffice. 
However,  national  consistency  is 
needed  in  the  Acid  Rain  Program  more 
than  in  the  rest  of  the  title  V  program 
in  order  to  ensure  that  a  national 
allowance  market  has  an  opportunity  to 
develop.  To  ensure  that  States  do  not 
adopt  inconsistent  interpretations  of 
Acid  Rain  provisions  that  would 
adversely  affect  the  allowance  market, 
the  Agency  must  have  the  opportunity 
to  participate  in  State  proceedings 
affecting  Acid  Rain  permits.  When  there 
is  an  administrative  appeal  of  an  Acid 
Rain  portion  of  a  title  V  permit,  there  is 
a  chance  for  inconsistent  interpretations 
of  Acid  Rain  provisions.  The  Agency 
needs  to  be  assured  that  it  will  nave  an 
opportunity,  before  such  interpretations 
are  adopted,  to  present  its  interpretation 
of  the  Acid  Rain  Program  in  any  State 
administrative  appeal  of  an  Acid  Rain 
permit.  However,  by  intervening  In  the 
State  administrative  proceeding,  EPA 
may  participate  as  a  party  in  any 
subsequent  State  judicial  appeal.  In  the 
unlikely  case  that  EPA  has  no 
involvement  until  the  judicial  appeal, 
the  Agency  believes  the  courts  will 
likely  permit  its  participation  as  an 
amicus.  Thus,  the  final  rule  requires  a 
right  of  intervention  only  in  State 
administrative  appeals. 

(11)  Compliance  Certifications 
(Subpart  I) 

Proposed  subpart  K,  renamed  subpart 
I  in  the  final  rule,  described  the 
compliance  certifications  that  the 
designated  representative  would  need  to 
submit  for  each  affected  unit. 

These  compliance  certifications 
included:  Quarterly  reports  concerning 
emissions  data  and  quality  assurance 
information  and  the  unit's  compliance 
status  with  regard  to  deadlines  and 
increments  of  progress;  and  annual 
reports  concerning  the  requirement  to 
hold  allowances  not  less  than  total 
annual  emissions,  to  submit  a  reduced 
utilization  plan  and  surrender 
allowances  for  underutilization  of  Phase 
I  units,  and  to  meet  nitrogen  oxides 
emissions  limitations.  In  addition,  there 
were  a  number  of  periodic  certifications 
required  under  the  various  compliance 
options. 

Simplification  and  Beduction  of  Burden 

A  number  of  commenters  found  the 
subpart  to  be  confusing  in  general  and 


claimed  that  there  was  a  need  to  reduce 
the  regulatoiy  burd«i  imposed  by  the 
certi£ucation  requirements. 

Response:  Th<B  AgMicy  has 
endeavored  to  simphfy  and  clarify  the 
certification  requirements  and  reduce 
the  regulatory  burden,  while 
recognizing  that  compliance 
certification  plays  an  important  role  in 
the  Acid  Rain  Program.  First,  the  annual 
requirements  that  all  units  certify  to 
their  total  tons  of  emissions  for  the  year 
and  the  total  number  of  allowances  held 
in  the  unit's  compliance  subaccount  as 
of  the  allowance  transfer  deadline  have 
been  deleted.  The  Agency  will  already 
get  quarterly  emissions  data  from  the 
imits  and  will  keep  track,  on  an  ongoing 
basis,  of  the  allowances  in  eadi  unit's 
account.  There  is  no  need  to  require 
submissions  duplicating  this  dirta. 

Also  removed  are  the  requirements  to 
file  quarterly  certifications  of  each  unit's 
compliance  status  with  regard  to 
scheduled  deadlines  or  increments  of 
progress  (proposed  $  72.401),  periodic 
certifications  to  change  certain 
deadlines  under  specified  compliance 
options  or  to  give  notice  of  the  failure 
to  meet  certain  deadlines  and  reporting 
or  submission  requirements  (proposed 
§  72.403),  and  certifications  of  any 
nonscheduled  event  that  affects 
compliance  (proposed  §  72.403). 

Annual  Compliance  Certifications  and 
Other  Submissions 

In  contrast  to  the  proposal,  the  final 
rule  requires  each  unit  to  provide 
annual  and  quarterly  compliance 
certifications  limited  to  certain  key 
aspects  of  the  Add  Rain  Program.  The 
annual  compliance  certification  report 
must  include  certifications  concerning 
the  requirements  to  meet  Add  Rain 
emissions  limitations,  maintain  an  up- 
to-date  monitoring  plan,  and  monitor 
and  account  for  all  emissions.  Any 
changes  in  the  facts  that  form  the  basis 
for  monitor  certification  or  for  using 
excepted  or  alternative  monitoring 
methods  must  be  certified.  In  addition, 
quarterly  submissions  of  monitoring 
data  are  still  required  under  40  CFR  pari 
75.  Tliese  submissions  must  be 
accompanied  by  a  certification  that  the 
data  was  obtained  or  derived  as  required 
under  part  75.  (See  §  7S.64(c)).  These 
certification  requirements  are  consistent 
with  the  certification  requirements 
imder  part  70  of  this  chapter. 

Finally,  some  reports  related  to 
spedfic  compliance  options  are  retained 
in  the  final  rule.  Submissions 
'  concerning  reduced  utilization  and  the 
surrender  of  allowances  are  required. 
(The  comments  addressing  those 
submissions  are  addressed  above  in  the 
portion  of  the  preamble  on  reduced 
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utilization).  Only  those  periodic  reports 
that  the  Agency  found  to  be  necessary 
to  administer  Phase  I  extension  plans 
and  repowering  extension  plans  are  still 
required.  Some  new  information  for 
which  a  periodic  report  is  no  longer 
required  still  reouires  a  permit  revision 
(e.g.,  to  change  the  date  of 
commencement  of  operation  of  qualified 
Phase  I  technology).  See  §  72.83 
(administrative  permit  amendment). 

The  Agency  believes  that  reducing  the 
number,  and  clarifying  the  information 
requirements,  of  reports  and 
certifications  in  this  way  will  reduce  the 
regulatory  burden  while  meeting  the 
statutory  comphance  certification  and 
reporting  requirements  of  title  V  that  are 
applicable  to  title  IV.  Section  504(c)  of 
the  Act  and  the  part  70  regulations 
implementing  title  V  require 
compliance  certifications  at  least 
annually  that  contain  statements  of  the 
methods  of  determining  compliance, 
such  as  monitoring,  recordkeeping,  and 
reporting  requirements  and  test 
methods.  See  40  CFR  70.5(c)(a). 
However,  under  the  Add  Rain  Program, 
unlike  other  programs  under  the  Act, 
the  Agency  already  receives  a  large 
volume  of  highly  reliable  data  on  unit 
operation,  emissions,  and  monitor 
calibration.  Consequently,  the  scope  of 
compliance  certification  needed  under 
the  Acid  Rain  Program  is  less  than 
imder  other  programs  under  the  Act  and 
can  be  limited  to  what  is  set  forth  in  the 
final  rule. 

IV.  Discussion  of  Changes  to  Part  73 — 
Allowance  S]rstem 

There  are  three  main  structural 
changes  to  part  73.  First,  the  definitions 
are  being  moved  to  part  72.  All 
definitions  for  the  Acid  Rain  Program 
will  be  in  part  72.  Second,  in  subpart  D, 
§  73.52  Submission  of  Transfers  was 
merged  with  §  73.50  Scope  of  Transfers. 
Finally,  also  in  subpart  D,  §  73.55  Non- 
Recordation  of  Transfers  was  merged 
with  §  73.53  Notification.  In  addition, 
§§73.3  (Definitions)  and  73.4 
(Deadlines),  which  were  previously 
published  with  subpart  E— "Auctions, 
Direct  Sales,  and  Independent  Power 
Producers  Written  Guarantee",  on 
December  17, 1991,  pages  65592-65607, 
are  recodified  at  §§  72.2  and  72.12, 
respectively.  This  recodification  is  being 
performed  in  order  to  locate  all  the 
definitions  for  the  Acid  Rain  Program  in 
one  place,  solely  for  the  ease  and 
convenience  of  the  reader.  In  addition, 
the  definitions  that  are  being  recodified 
were  already  subject  to  notice  and 
comment  under  subpart  E  of  this  part. 
Any  changes  made  to  the  definitions 
were  made  to  reconcile  all  the 
provisions  of  the  Add  Rain  Program 


and  are  not  for  the  most  part  substantive 
changes.  To  the  extent  that  there  are  any 
substantive  changes,  these  changes  were 
made  in  response  to  public  comment  on 
the  definitions  imder  other  proposed 
subparts  of  the  Acid  Rain  Program  rules 
■(since  in  many  cases  the  same 
definitions  appeared  in  various  different 
subparts  of  the  rules).  Thus,  EPA  finds 
that  for  all  these  reasons,  additional 
public  notice  and  comment  on  this 
recodification  is  impracticable, 
unnecessary,  and  contrary  to  the  public 
interest,  pursuant  to  5  U.S.C.  553(b)(B). 
42  U.S.C.  7607(d)(1). 

This  section  of  the  preamble  discusses 
the  four  issues  that  were  of  most  interest 
to  the  public,  a  number  of  additional 
significant  issues,  and  any  changes 
made  to  the  rule  as  a  result  of  comments 
on  these  issues.  The  section  also 
clarifies  the  procedure  EPA  will  use  to 
return  proceeds  from  the  auction  and 
direct  sale  to  each  unit.  Other  issues  and 
comments  are  addressed  in  the 
Response  to  Comments  Document. 

On  July  7, 1992,  EPA  proposed  the 
Phase  I  allowance  allocations;  Phase  I 
Extension  Reserve,  and  establishment  of 
the  Special  Allowance  Reserve  (57  FR 
29939).  To  facilitate  trading  and  Phase 
I  compliance  planning,  as  well  as  the 
first  auction  of  allowances  from  the 
Special  Allowance  Reserve,  EPA  is 
choosing  to  finalize  the  Phase  I 
allocations  and  reserves  today,  rather 
than  promulgate  them  with  the  rest  of 
the  Phase  II  allocation  rules.  Only  one 
comments  was  received  on  the  Phase  I 
allocations,  and  EPA  has  modified  the 
allocations  for  the  Sunbury  plant  in 
response  to  that  comment.  Five 
comments  were  made  regarding  the 
calculation  of  the  Phase  I  Extension 
Reserve.  Four  of  the  comments 
supported  EPA's  calculation 
methodology  and  one  requested  a 
modification.  EPA  has  chosen  to 
maintain  its  calculation  methodology 
and  discusses  the  requested  method  in 
the  docket.  No  comments  were  received 
on  the  establishment  of  the  Spedal 
Allowance  Reserve  for  the  Phase  I 
period,  so  the  proposed  language  has 
been  adopted. 

A.  Allowance  Transfer  Deadline 

The  "allowance  transfer  deadline"  is 
the  last  day  on  which  allowance 
transfers  may  be  submitted  to  EPA  for 
recordation  in  a  compliance  subaccount 
for  use  in  meeting  a  unit's  SO2 
emissions  limitation  requirements  for 
the  year.  EPA  proposed  to  establish 
January  30  of  the  calendar  year 
following  the  year  for  which  compliance 
is  being  established  as  the  "allowance 
transfer  deadline." 


EPA  received  a  total  of  122  comments 
on  the  issue  of  the  allowance  transfer 
deadline.  The  majority  of  commenters 
requested  a  45-day  (or  February  14) 
allowance  transfer  deadline.  A 
significant  number  of  commenters 
supported  at  least  the  proposed  January 
30  deadline,  a  few  commentera 
requested  a  60-day  (or  March  l) 
deadline,  and  some  commenters 
supported  a  December  31  deadline. 
Those  supporting  a  December  31 
allowance  transfer  deadline  claim  that 
an  allowance  transfer  deadline  after 
December  31  establishes  a  bad 
precedent  for  a  market-based  program. 
They  believe  that  companies  should  be 
able  to  plan  for  the  transfers  needed  for 
compliance  well  in  advance  of 
December  31,  and  thus  should  not  need 
an  extended  deadline.  They  also  believe 
that  companies  should  maintain 
prudent  contingency  reserves  to  allow 
them  to  meet  the  requirements  on 
December  31.  In  addition,  the 
commenters  are  concerned  that  such  an 
extension  or  "book  closing  period"  is 
inconsistent  with  the  intent  of  the  Act 
and  its  enforcement  and  compliance 
provisions.  Finally,  they  believe  a 
January  30  deadline  makes  it  difficult  to 
complete  the  steps  required  for 
development  of  excess  emission  offset 
plans,  due  by  March  1.  on  a  timely 
basis. 

Other  commenters  felt  that  the 
proposed  30-day,  or  January  30,  transfer 
deadline  is  appropriate.  They  argue  that 
30  days  are  needed  to  provide  units 
with  sufficient  time  to  transact  and 
submit  allowance  transfers.  They  also 
comment  that  the  January  30  deadline 
affords  units  one  month  fi^m  the 
submission  of  transfers  to  complete  and 
submit  excess  emissions  offset  plans,  if 
necessary,  and  EPA  one  month  to  record 
final  transfers  and  resolve  any 
associated  errors. 

The  commenters  supporting  a  45-day. 
or  February  14,  allowance  transfer 
deadline  state  that  such  a  deadline  is  in 
line  with  Congress'  intent  and  has  no 
effect  on  the  emission  reduction  goals  of 
the  program.  In  addition,  they  argue  an 
extra  15  days  will  result  in  fewer 
transfer  errors,  and  reduce  the 
likelihood  that  any  utility  will  actually 
be  out  of  compliance  and  have  to  file  an 
excess  emission  offset  plan. 
Commenters  supporting  a  longer 
transfer  deadline  also  claim  that  EPA 
should  not  need  30  days  after  the 
transfer  deadline  for  recording 
allowance  transfers  and  handling  claims 
of  error,  especially  with  an  electronic 
Allowance  Tracking  System.  They  argue 
that  additional  time  for  compliance 
procedures  is  important  for  small 
utilities  that  do  not  have  the  staff  or 
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expeitiM  to  promptly  complete  their 
compliance  certification  retorts  and 
locate  allowences.  if  needed.  A  number 
of  utilities  commented  that  extending 
the  transfer  deadline  by  18  days  still 
leaves  them  enough  time  to  prepare  and 
submit  their  excess  emission  ofnet  plan 
by  the  statutoiy  deadline  of  March  1. 
Finally,  they  claim  that  allowing  more 
time  to  negotiate  allowance  transactions 
for  compliance  helps  minimize  the 
overall  compliance  costs  of  the  program. 

A  number  of  commenters  favored  a 
January  30  or  February  14  allowance 
transfer  deadline  for  its  accommodation 
of  utilities  in  power  pools  or  those 
seeking  to  create  allowance  pools.  For 
such  power  and  allowance  pools,  they 
argue  an  extended  allowance  transfer 
deadline  would  enable  member  units  to 
arrange  for  allowances  to  be  transferred 
after  the  designated  representatives  have 
fully  collected  and  assessed  the  final 
emissions  data  for  the  year  on  a  system- 
wide  or  pool  basis.  At  that  point,  since 
compliance  is  determined  on  a  unit-by- 
unit  basis  rather  than  on  an  aggregate 
basis,  surplus  allowances  from  certain 
units  could  be  transferred  during  the 
extended  allowance  transfer  i>eriod  to 
any  units  in  the  pool  that  needed  them. 
These  commenters  assert  that  a 
December  31  transfer  deadline, 
coinciding  with  the  calendar  year 
compliance  requirements  mandated  bv 
the  Act,  could  inhibit  the  creation  ana 
operation  of  such  power  and  allowance 
pools. 

Several  commenters  suggest  a  60-day, 
or  March  1,  allowance  transfer  deadline. 
They  claim  that  such  a  deadline  is  in 
the  interest  of  a  viable  and  flexible 
emission  trading  system,  and  that  it 
provides  adequate  time  for  the  staffs  of 
small  utilities  to  comply  with  the 
complex  rules. 

Response:  As  stated  in  the  preamble 
to  the  proposed  rule.  EPA  believes  the 
additional  flexibility  of  an  extended 
allowance  transfer  period  is  important 
to  the  Acid  Rain  program  and  is  also 
consistent  with  Coneressional  intent. 

The  final  rule,  in  $  73.35(a),  sets 
January  30  as  the  date  of  the  allowance 
transfer  deadline.  EPA  continues  to 
believe  that  a  January  30  deadline 
provide?  units  with  ample  time  to 
transact  and  submit  allowance  transfers, 
and  in  the  case  of  units  virith  excess 
emissions,  to  submit  offset  plans  within 
60  days  after  the  end  of  the  year. 

Through  continuous  emissions 
monitoring  under  part  75,  units  will  be 
able  to  estimate  their  emissions  during 
the  year  and  determine  their  exact 
annual  emissions  within  hours  of  year- 
end.  This  capability  will  allow 
allowance  or  power  pools  as  well  as 
individual  units  plenty  of  time  to 


transact  and  transfer  allowances  before 
January  30. 

A  February  14  allowance  transfsf 
deadline  would  compress  the  amount  of 
time  for  both  EPA  and  the  authorized 
account  representatives  to  complete 
several  time-consuming  activities  which 
must  occur  before  Mardi  1.  First,  EPA 
will  have  to  record  transfers  and  notify 
the  authorized  account  representatives 
as  to  whether  the  trades  are  recorded.  If 
a  large  volume  of  transfers  are  submitted 
at  once,  there  may  be  a  delay  between 
submission  and  recordation  for  any 
given  transfer.  Second,  the  authorized 
account  representatives  will  need  to 
determine  the  accuracy  of  any 
recordations  and,  if  necessary,  to  submit 
error  claims  to  EPA.  Finally,  EPA  wrill 
have  to  resolve  each  error  claim.  EPA 
believes  that  the  period  from  February 
15  to  March  1  does  not  offer  sufficient 
time  to  carry  out  these  activities 
reliably,  especially  in  Phase  II  of  the 
Acid  Rain  program  when  the  number  of 
affected  units  will  increase  to  over 
2,000. 

Extending  the  allowance  transfer 
deadline  to  March  1,  as  several 
commenters  suggested,  would  leave  no 
time  for  these  activities  and  is  therefore 
not  a  viable  option. 

Because  of  all  the  activities  that  must 
take  place  between  the  January  30 
allowance  transfer  deadline  and  the 
March  1  deadline  for  submission  of 
excess  emissions  penalties  and  offset 
plans,  EPA  strongly  encourages  utilities 
to  submit  allowance  transfers  before  the 
January  30  deadline.  Designated 
representatives  should  try  to  submit 
compliance-related  transfers  prior  to  the 
allowance  transfer  deadline  because  if 
an  error  is  made  on  the  transfer  form, 
there  would  still  be  time  to  resubmit  the 
transfer  before  the  January  30  deadline. 
Under  the  final  rule,  resubmission  of  the 
transfer  after  January  30  would  be  too 
late  to  use  these  allowances  for 
compliance  purposes  in  the  previous 
calendar  year.  An  additional  incentive 
to  submit  transfers  early  is  that  it 
provides  more  time  to  file  a  claim  of 
error  regarding  an  allowance  transfer 
and  to  have  the  claim  resolved  (see  next 
section).  Resolution  of  a  claim  of  error 
could  be  of  critical  importance  if  the 
trade's  outcome  determined  whether  the 
unit  was  in  compliance. 

B.  Serialization 

In  §  73.34(d)  EPA  proposed  to  assign 
a  unique  identification  number  to  each 
allowance.  Most  commenters  suppcnrted 
EPA's  proposal  because  it  provides  a 
method  for  establishing  a  cost  basis  for 
allowances  and,  therefore,  greater 
flexibility  for  tax  and  compliance 
planning  purposes.  A  few  commenters. 


however,  disagreed  with  the  need  for 
serialization,  except  to  indicate  the 
comphance  use  date  for  each  allowance. 
One  commMitar  aigued  that  the 
compliance  us«  dale  was  nacaasary  to 
establish  the  cost  basis  for  an  allowance, 
but  that  the  assignment  of  a  unique 
number  would  destroy  the  humility  of 
allowances.  Another  said  that  EPA's 
assignment  of  a  imique  number  was 
unnecessajy  because  a  utility  would 
probably  assign  its  own  unique  oumbeis 
that  are  consistent  with  its  internal 
accounting  svstsm.  A  third  commeoter 
argued  that  the  administrative  burden  of 
assigning  a  unique  identification 
number  to  each  allowance  outwM^ied 
any  possible  benefits.  Still  another 
commenter  claimed  that  only  an 
identifier  of  the  year  for  which  the 
allowances  are  valid  and  the  attachment 
of  a  transaction  number  when 
allowances  are  transferred  are  necessary 
for  tracking  purposes. 

One  commenter  recommended  that, 
in  addition  to  the  compliance  use  date, 
an  allowance's  unique  identification 
number  include  a  means  of  identifying 
the  source  of  the  allowance's  original 
allocation.  This  would  enable  utilities 
and  their  regulators  to  distinguish 
between  allocated  and  acquired 
allowances  for  tax  and  accounting 
purposes. 

Response:  EPA  continues  to  believe 
that  the  assignment  of  unique  serial 
numbers  to  allowances  will  provide 
significant  flexibility  to  the  market's 
participants  in  their  financial,  tax,  and 
compliance  planning  efforts. 
Furthermore,  because  such  numbers 
would  be  usefiil  to  most  companies  for 
their  internal  recordkeeping  purposes, 
EPA  decided  that  the  aggregate  benefit 
of  providing  a  standard  numbering 
system  outweighs  the  administrative 
cost  to  EPA  of  generating  and  tracking 
the  identification  numbers. 

In  response  to  the  comments,  EPA 
will  assign  a  unique  number  to  each 
allowance  that  will  include  the 
compliance  use  date  and  that  will 
enable  utilities  to  differentiate  between 
allocated  and  purchased  allowances. 
EPA  is  including  the  compliance  use 
date  as  part  of  the  unique  number  to 
further  enhance  the  establishment  of  a 
cost  basis  for  each  allowance.  EPA 
agrees  that  it  will  be  useful  to  readily 
identify  compliance  dates  and  to 
distinguish  allocated  from  acquired 
allowances  using  serial  numbers  since  it 
is  important  to  utilities  and  regulators 
for  establishing  a  cost  basis  for 
allowances. 

EPA  is  not  providing,  by  regulation, 
the  exact  format  of  the  serial  numbers 
for  the  allowance  system.  In 
implementing  the  system,  EPA  will 
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limit  the  use  of  soiuce  codes  to  those 
cases  where  such  identification  is 
necessary. 

C.  Verification  of  Energy  Savings 

Section  404(f)(2){B)(ii)  of  the  Act 
requires  an  applicant  to  the 
Conservation  and  Renewable  Energy 
Reserve  (CRER)  to  quantify  its  estimates 
of  avoided  emissions  according  to 
regulations  promulgated  by  the 
Administrator.  EPA  propcMed  to  defer 
conservation  verification  to  State 
regulators  in  cases  where  the  State  has 
regulatory  oversight.  EPA's  rationale  for 
this  approach  was  that  regulatory 
scrutiny  for  conservation  savings 
applied  for  under  the  Reserve  is  likely 
to  be  fairly  rigorous  because  utilities 
applying  for  the  program  must  be 
subject  under  the  Act  to  "net  income 
neutrality"  ratemaking  structures.  EPA 
also  reasoned  that  with  the  complexity 
and  multitude  of  verification  methods 
for  energy  savings,  verification 
guidelines  must  be  flexible  enough  to 
allow  States  to  develop  procedures  that 
best  suit  the  circumstances  of  their 
utilities.  In  cases  of  non-State-regulated 
utilities,  EPA  proposed  to  require  the 
use  of  an  EPA  Conservation  Verification 
Protocol  (CVP),  to  be  published  at  a  later 
date. 

Some  commenters  questioned  EPA's 
approach  for  deferring  verification  of 
energy  savings  to  States.  It  was  noted 
that  some  methods  of  net  income 
neutrality  rate-making  do  not  link  the 
revenues  awarded  to  the  utility  with  the 
amount  of  verified  energy  savings.  For 
example,  ratemaking  structures  that 
decouple  a  utility's  revenues  from  sales 
volumes  do  not  require  verification  of 
savings  from  conservation  programs. 
Several  commenters  also  noted  that 
State  verification  methods  vary  widely 
in  their  accuracy  and  rigor.  For 
example,  some  States  base  their 
verification  of  savings  solely  on 
engineering  estimates,  which  may  be 
grossly  inaccurate. 

Commenters  gave  a  number  of 
suggestions  for  revising  the  criteria  for 
deferring  conservation  verification  to 
States,  including  (1)  requiring  all 
applicants  to  the  Reserve  to  use  the  CVP 
or  some  other  verification  standards  that 
EPA  would  promulgate,  which  might 
include  region-specific  engineering 
estimates  for  conservation  measures;  (2) 
having  EPA  adopt  State  estimates  of 
energy  savings  only  in  cases  in  which 
the  State  requires  "measured"  energy 
savings,  i.e.,  savings  that  are  verified  in 
statistically  valid  studies  using  billing 
data  or  data  collected  by  electricity  end- 
use  sub-meters;  and  (3)  having  EPA 
defer  to  States  only  if  the  State  uses 
evaluation  of  energy  savings  to 


determine  performance-based  financial 
awards  for  energy  conservation 
programs  and  these  performance  based 
awards  are  subject  to  adjustment  to 
reflect  periodic  evaluation  of  energy 
savings. 

Response:  EPA  has  decfded  to  adopt 
this  last  approach  with  one 
modification.  Section  73.82(c)  of  today's 
rule  allows  States  to  perform 
verification  of  energy  savings  if  they  use 
evaluation  of  energy  savings  to 
determine  any  type  of  performance 
based  rate  adjustment,  rather  than  just 
performance  based  financial  awards,  as 
suggested  by  the  commenter.  EPA 
believes  that  allowing  this  broader 
category  of  performance  based 
mechanisms  is  more  consistent  with 
today's  definition  of  net  income 
neutrality,  which  allows  both 
performance-based  financial  awards 
(i.e.,  "shared  savings  mechanisms")  and 
"lost  revenue  adjustment  mechanisms." 
For  both  of  these  types  of  mechanisms, 
regulators  must  evaluate  energy  savings 
achieved  by  utility  conservation 
programs  in  order  to  determine  the 
proper  adjustment  to  a  utility's  rates 
necessary  to  recover  lost  revenues  or  to 
provide  a  financial  award. 

EPA  has  adopted  this  approach  for 
several  reasons.  First,  the  Agency 
believes  it  is  representative  of  EPA's 
original  rationale  of  deferring  to  State 
regulators  where  verification  is  likely  to 
be  fairly  rigorous.  The  Agency  believes 
that  there  is  an  incentive  for  rigorous 
verification  when  evaluation  of  energy 
savings  is  used  to  determine  how  much 
of  the  ratepayer's  money  will  go  towards 
conservation  incentives.  In  contrast, 
without  this  tie  to  performance  based 
rate  adjustments.  States  might  have  an 
incentive  to  overestimate  savings  to 
obtain  the  largest  number  of  Reserve 
allowances. 

Second,  although  the  use  of 
engineering  estimates  would  still  be 
allowed,  the  requirement  to  periodically 
modify  performance-based  rate 
adjustments  through  the  evaluation  of 
energy  savings  would  help  ensure  that 
the  State  is  committed  to  good 
evaluation  practices.  EPA  notes  that 
evaluation  of  energy  savings  is  a  new 
and  rapidly  evolving  field  and  that 
States  often  begin  their  evaluation 
programs  solely  with  engineering 
estimates.  Most  evaluation  experts 
agree,  however,  that  while  engineering 
estimates  are  useful,  they  should  be 
supplemented  with  a  statistically  valid 
measurement  of  the  change  in  energy 
use  resulting  fiom  installation  of 
conservation  measures. 

Finally,  EPA  believes  that  this 
approach  is  more  consistent  with  the 
fundamental  approach  of  the  Acid  Rain 


program,  which  encourages  flexibility 
but  insists  upon  appropriate 
measurement  standards.  Thus,  while 
today's  regulations  provide  a  minimum 
standard  for  deferring  conservation 
verification  to  States,  EPA  is  not 
prescribing  verification  methods  or 

Procedures.  States  will  still  have  the 
exibility  to  design  their  o%vn 
verification  approaches.  Because  of  the 
diversity  of  evaluation  methodologies 
and  the  ongoing  evaluation  activities  of 
States,  EPA  believes  that  this  approach 
will  be  more  effective  than  mandating 
specific  methods  or  requiring  imiversal 
use  of  the  CVP. 

EPA  also  notes  that  it  has  modified 
the  proposed  verification  requirement 
for  applicants  that  do  not  qualify  to 
have  verification  performed  by  their 
State  commissions.  The  proposal 
required  such  applicants  to  use  the  CVP. 
The  final  rule  requires  applicants  to 
demonstrate  to  the  satisfaction  of  the 
Administrator  that  energy  savings  have 
been  secured  and  allows  applicants  to 
do  so  through  use  of  the  CVP. 

D.  Appropriate  Biomass  Categories 

EPA  proposed  to  allow  the  biomass 
component  of  municipal  solid  waste 
(MSW)  to  be  considered  as  biomass 
resources  for  purposes  of  the  Reserve. 
The  Agency  noted  in  the  proposal  that 
inclusion  of  MSW  was  consistent  with 
the  definition  of  biomass  in  the  Public 
Utility  Regulatory  Policies  Act  of  1978 
(PURPA).  EPA  also  proposed  to  limit 
the  total  number  of  allowances  that  may 
be  allocated  in  connection  with  any  one 
of  the  four  categories  of  renewable 
resources — biomass,  solar,  geothermal, 
and  wind — to  no  more  than  10%  of  the 
Reserve,  or  30,000  allowances.  This 
reflected  EPA's  concern  that  biomass, 
which,  in  the  aggregate,  represents  more 
than  90%  of  the  combustible  MSW 
stream,  could  absorb  a  disproportionate 
share  of  the  Reserve. 

Twenty-five  commenters  opposed 
EPA's  proposal  to  allow  the  biomass 
components  of  MSW  to  be  considered  a 
biomass  resource  for  purposes  of  the 
Reserve.  One  set  of  commenters  stated 
that  the  goals  of  PURPA  and  the  Clean 
Air  Act  are  entirely  different;  PURPA 
was  intended  to  stimulate  energy 
production,  while  the  Clean  Air  Act  was 
designed  to  promote  clean  air. 
Moreover,  these  commenters  argued  the 
CRER  was  created  to  accelerate  the 
development  of  conservation  measures 
and  renewable  energy  technologies  that 
meet  two  standards:  (1)  They  enhance 
the  goals  of  the  Act  to  improve  air 
quality,  and  (2)  they  are  in  greatest  need 
of  an  additional  Federal  incentive.  The 
commenters  argued  that  while 
incineration  of  MSW  may  be  a  suitable 
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method  of  solid  waste  disposal  in  some 
cases,  it  does  not  meet  these  two 
standards. 

Fifteen  additional  commentere  noted 
that  MSW  waste-to-energy  projects  are 
not  environmentally  benign  or 
beneficial,  and  they  emit  a  number  of 
pollutants  including  SO2.  NO., 
particulates,  and  a  variety  of  toxics. 
Commenters  also  contended  that  MSW 
waste-to-energy  generation  is  a  well 
developed  technology  that  does  not 
need  additional  incentives.  Finally, 
several  commenters  argued  that  the 
additional  incentive  for  incineration  of 
MSW  provided  by  Reserve  allowances 
could  disadvantage  more 
environmentally  beneficial  solid  waste 
disposal  options  such  as  source 
reduction  and  recycling. 

Only  one  commenter  unequivocally 
supported  EPA's  proposal  to  allow  the 
biomass  components  of  MSW  to  be 
considered  a  biomass  resource  for 
purposes  of  the  Reserve.  The  commenter 
argued  that  all  renewable  technologies 
covered  by  PURPA  should  be 
considered  qualified  renewable  energy 
technologies  for  purposes  of  the  CRER. 

One  additional  commenter  argued 
that  before  receiving  allowances  from 
the  CRER,  waste-to-energy  projects 
should  obtain  certification  from  the 
Department  of  Energy  (EKDE)  that  the 
project  was  operating  in  full  compliance 
with  an  approved  integrated  solid  waste 
management  plan.  The  commenter 
stated  that  this  plan  should  include 
recycling  to  the  maximum  extent 
practicable. 

Response:  EPA,  having  considered 
these  comments,  finds  that  there  is  no 
policy  or  statutory  basis  for  excluding 
the  biomass  component  of  MSW  as  a 
biomass  resource  for  purposes  of  the 
Reserve.  While  commenters  are  correct 
in  noting  that  MSW  waste-to-energy 
(WTE)  projects  emit  a  number  of 
pollutants,  EPA  has  already 
promulgated  regulatory  standards  that 
mandate,  reductions  in  these  emissions 
to  acceptable  levels  (FA  Vol.  56,  No.  28, 
February  11, 1991,  p.  5488).  Moreover, 
WTE  plants  often  yield  certain 
environmental  benefits  in  addressing 
solid  waste  management  concerns.  In 
any  event,  the  Act  does  not  contemplate 
an  environmental  ranking  of  renewable 
energy  technologies. 

EPA  agrees  with  the  comment  that 
WTE  technology  is  both  mature  and 
geographically  dispersed.  The  number 
of  WTE  projects  has  grown  substantially 
in  recent  years — 65  WTE  projects  began 
operation  in  the  years  between  1980  and 
1989,  and  75  additional  projects  are 
planned  or  have  recently  begun 
operations.  However,  the  exclusion  of  a 
particular  renewable  technology  from 


access  to  the  Reserve  merely  because  it 
is  highly  cost-effective  would  be  totally 
inconsistent  with  the  thrust  of  the 
emissions  allowances  system,  which 
uses  a  flexible  market-based  system 
rather  than  a  command-and-control 
approach  precisely  because  the  former 
can  elicit  the  most  cost-effective 
responses  to  meet  environmental 
objectives  and  energy  needs.  Finally, 
Congress  explicitly  considered  the 
definition  of  "qualified  renewable 
energy"  in  the  Act  and,  while  expUdtly 
excluding  hydropower,  did  not  exclude 
WTE  biomass.  Thus,  on  legal  as  well  as 
policy  groimds,  it  would  be 
inappropriate  for  the  Agency  to  impose 
such  a  restriction.  Accordingly,  after 
considering  the  comments  received,  the 
Agency  has  determined  that  MSW  will 
remain  on  the  list  of  qualified  renewable 
energy  technologies  in  Appendix  (A)(3) 
of  today's  rule. 

The  proposed  rule  assured  that  no 
single  technology  would  absorb  a 
disproportionate  share  of  the  Reserve  by 
limiting  to  30,000  the  amount  of 
allowances  that  can  be  allocated  fixim 
the  Reserve.  This  same  limitation  is 
included  in  the  final  rule. 

E.  Other  Changes  to  Part  73 

(1)  Allowance  Accounts 

In  §  73.31(a)  of  the  proposed  rule, 
EPA  specified  that  the  allowance 
account  for  an  existing  affected  imit 
would  be  established  in  the  Allowance 
Tracking  System  no  later  than  January 
30, 1993.  Accounts  for  new  units  would 
be  established  upon  receipt  of  a  valid 
certification  of  representation  for  a  new 
unit  pursuant  to  part  72. 

Upon  review,  EPA  is  eliminating  the 
specification  that  EPA  establish 
Allowance  Tracking  System  accounts  by 
no  later  than  January  30, 1993.  Because 
EPA  imposed  this  specification  upon 
itself  and  it  was  not  a  statutory 
requirement,  EPA  believes  its  inclusion 
is  unnecessary. 

(2)  Freezing  of  Accounts 

hi  §  73.50(a)(4)  EPA  proposed  to 
prohibit,  or  give  the  Administrator  the 
discretion  to  prohibit,  EPA  from 
executing  any  transfers  of  allowances 
from  a  compliance  subaccount  if  the 
imit  had  excess  emissions  in  the 
previous  calendar  year  and  the 
Administrator  had  not  yet  deducted 
allowances  or  approved  the  unit's  offset 
plan.  In  such  cases,  EPA  would  have 
allowed  a  transfer  if  the  number  of 
allowances  in  the  compliance 
subaccount  equaled  or  exceeded  the 
sum  of  the  number  of  allowances 
subject  to  the  transfer  and  the  unit's 
excess  emissions  in  the  previous  year. 


Several  commenters  questioned  the 
purpose  of  giving  EPA  authority  to 
"freeze"  an  affected  unit's  subaccounts 
in  the  ATS  under  these  conditions. 
Specifically,  they  requested  EPA  to 
delete  these  proposed  provisions 
(§  73.50(a)  and  §  73.55(b)). 

Response:  On  reexamining  this  issue, 
EPA  has  decided  to  delete  these 
provisions  and  has  revised  the  rule 
accordingly.  EPA  reasons  that  even  if  a 
unit's  offset  plan  to  cover  its  excess 
emissions  in  the  previous  year  has  not 
yet  been  approved  and  allowances  have 
not  yet  been  deducted  for  excess 
emissions,  EPA  should  allow  transfers 
of  allowances  out  of  the  current  year's 
compliance  account.  Once  the  offset 
plan  is  approved,  EPA  could  deduct 
allowances  frx>m  the  current  compliance 
subaccount  as  the  plan  requests.  If  a 
unit  fails  to  abide  by  its  of^t 
requirements  and  lacks  sufficient 
allowances  in  its  current  compliance 
subaccount  to  cover  its  excess 
emissions,  EPA  has  the  authority  in 
accordance  with  §  77.4  to  automatically 
deduct  allowances  fitjm  the  current 
compliance  subaccount  whenever  more 
allowances  are  recorded  in  the 
compliance  subaccount.  The  only 
situation  in  which  allowances  would  be 
unavailable  to  EPA  would  be  if  the  unit 
transferred  all  allowances  bom  its 
account  and  ceased  operation,  which 
could  be  done  before  an  offset  plan  is 
even  submitted  to  EPA.  In  such  a  case, 
EPA  could  pursue  enforcement  actions. 
Therefore,  EPA  agrees  that  the  proposed 
provisions  concerning  freezing  an 
affected  imit's  subaccoimt  are 
diiplicative  and  unnecessary. 

'The  final  rule  contains  language 
iinder  the  general  requirements  of  part 
72.  subpart  A  that  allows  EPA  to  take 
action  to  protect  the  orderly  and 
competitive  functioning  of  the 
allowance  system.  This  is  to  ensure  that 
EPA  is  able  to  protect  the  allowance 
system  and  participants  from  fraud  or 
misrepresentation. 

(3)  Account  Error  and  Dispute 
Resolution 

As  proposed  in  §  73.37,  EPA  required 
that  all  claims  of  error  be  submitted 
within  20  business  days  following  the 
date  of  submission  of  the  recordation 
notice  or  within  10  business  days  of  the 
date  of  EPA's  notification  of  the 
recordation.  Only  one  additional  appeal 
to  the  Administrator's  decision  of  the 
submitted  claim  would  be  considered. 
No  appeals  provision  was  made  for 
EPA's  corrections  and  the 
Administrator's  discretion  to  waive 
deadlines. 

Commenters  requested  that  such 
appeals  procedures  be  extended  to 
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apply  also  to  corrections  made  at  EPA's 
own  discretion  and  the  Administrator's 
right  to  waive  deadlines.  Other 
commenters  supported  having  a  more 
formal  administrative  appeals 
procedure,  similar  to  the  one  proposed 
in  part  72,  to  cover  any  action  by  the 
Administrator  under  part  73. 

Response:  EPA  reviewed  its  proposed 
claim  of  error  procedures  to  ensure  that 
adequate  response  time  for  accoxmt 
holders  is  provided  consistently 
throughout  the  compUanca  period.  EPA 
is  modifying  the  claim  of  error  process 
so  that  only  properly  documented 
claims  submitted  %vithin  15  business 
days  following  the  date  mark  of 
notiflcation  of  the  transfer's  recordation 
will  be  considered,  subject  to  the  waiver 
of  deadlines  process  §  73.37. 

As  defined  in  §  73.37,  a  properly 
submitted  claim  consists  of  (1)  a 
description  and  complete 
documentation  of  an  error  allegedly 
made  by  EPA,  (2)  a  proposed  correction, 
and  (3]  certification  by  the  authorized 
account  representative.  Any  appeal  of 
the  decision  made  by  the  Administrator 
in  response  to  the  submitted  claim  of 
error  will  be  handled  through  the 
administrative  api>eals  procedure 
contained  in  part  78.  The  deadline  and 
process  will  not  be  altered  for  claims 
submitted  near  or  after  the  Allowance 
Transfer  Deadline.  This  means  that 
unless  EPA  uses  its  discretion  to  waive 
the  deadlines,  EPA  would  have  20 
business  days  to  respond  in  writing  to 
a  claim  of  error  received  on  the 
allowance  transfer  deadline.  Thus,  the 
designated  representative  might  not 
know  the  outcome  of  the  claim  until 
after  March  1.  This  could  present  a 
problem  to  the  designated 
representative  where  the  outcome  of 
this  claim  of  error  is  of  critical 
importance  in  determining  whether  the 
unit  was  in  compliance.  However,  if 
EPA  made  an  error  in  recordation  that 
appeared  to  put  the  unit  out  of 
compliance,  EPA  will  correct  the  error 
and  acknowledge  that  the  unit  was  in 
compliance. 

Based  on  supporting  comments 
received.  EPA  is  extending  the  claim  of 
error  process  to  cover  EPA  corrections, 
and  the  administrative  appeals  process 
described  in  part  78  %vill  extend  to 
appeals  of  the  Administrator's 
discretion  to  waive  deadlines  contained 
in  8  73.37(f). 

hi  addition  to  the  claim  of  error 
process  for  allowance  transfers,  the 
administrative  appeals  procedure  in 
part  78  can  be  applied  to  any  decision 
or  action  by  the  Administrator  under 
part  73. 


(4)  Authorized  Account  Representative 
Notification  of  SubmissioDS 

In  part  72.  EPA  proposed  that  the 
designated  representative  provide  each 
owner  and  operator  with  a  copy  of  any 
Acid  Rain  program  submission.  EPA  did 
not  propose  in  part  73  that  the 
authorized  account  representative  notify 
all  persons  who  have  an  ownership 
interest  in  the  account  of  any  Acid  Rain 
Program  submissions.  This  meant  that 
non-unit  accoimt  holders  may  be 
unaware  of  submissions  made  by  their 
authorized  account  representative. 

One  commenter  suggested  that  where 
the  designated  representative  is 
engaj^ing  in  a  transfer  that  violates  the 
binding  agreement  to  represent  the 
owners.  EPA  should  temporarily  halt 
the  transfer  for  a  period  of  time 
sufficient  to  obtain  a  temporary 
injunction  pending  resolution  of  the 
conflict. 

Response:  Under  part  72  the 
designated  representative  is  required  to 
notify  all  owners  and  operators  of  any 
Acid  Rain  program  submissions.  In 
addition,  §  73.33(b)  of  the  final  rule 
requires  the  authorized  account 
representative  to  notify  all  persons  who 
have  an  ownership  interest  with  respect 
to  the  allowances  held  in  the  account  of 
any  part  73  or  part  78  Acid  Rain 
Program  submissions  by  the  date  of  the 
submission. 

EPA  is  requiring  such  notification  for 
all  account  holders  for  two  reasons. 
First,  where  a  transfer  violates  the 
binding  agreement,  requiring  the 
notification  will  give  an  owner  or  a 
person  with  an  ownership  interest  at 
least  the  period  of  time  that  it  takes  EPA 
to  process  and  record  the  transfer  to 
obtain  a  temporary  injunction  from  a 
court.  Second,  because  in  some  cases 
utilities  will  set  up  non-unit  accounts  to 
pool  allowances,  EPA  believes  this 
notification  requirement  is  necessary  to 
ensure  that  the  owners  and  operators  of 
the  units  in  the  allowance  pool  are 
notified.  EPA  is  hmiting  this 
notification  requirement  to  part  73  and 
part  78  submissions  because  the  other 
parts  are  not  relevant  to  non-unit 
accounts. 

(5)  Allowance  Deductions  for  Units 
Sharing  a  Common  Stack 

In  §  73.35(0  of  the  proposed  rule.  EPA 
planned  to  aggregate  the  allowances  in 
the  compliance  subaccounts  for  all  units 
governed  by  a  common  stack  plan  for 
purposes  of  deducting  allowances  to 
meet  SO3  emissions  limitation 
requirem«Qts.  Following  the  deductions, 
EPA  would  return  any  remaining 
aggregated  allowances  to  each  unit's 
account  on  a  per  capita  basis. 


EPA  received  one  comment 
supporting  the  proposal.  However,  the 
commMiter  noted  that  the  importance  of 
this  aggregation  will  be  less  if  EPA 
proceeds  with  its  non-unit  accoiuit 
proposal. 

Response:  EPA  reviewed  and  decided 
to  modify  the  manner  in  which 
allowances  are  deducted  for  imits 
sharing  a  common  stack.  Instead  of 
aggregating  allowances,  §  73.35(e)  of  the 
final  rule  allows  the  designated 
representative  to  identify  the  percentage 
of  allowances  to  be  deducted  from  each 
unit's  compliance  subaccount.  In  the 
absence  of  such  an  identification,  EPA 
will  deduct  an  equal  percentage  from 
each  unit's  compUance  subaccount  Of 
course,  the  designated  representative 
still  has  the  option  to  identify,  by  serial 
number,  the  specific  allowances  to  be 
deducted.  These  specific  allowances 
would  be  deducted  first;  then,  if  more 
allowances  need  to  be  deducted,  the 
percentage  would  be  applied. 

EPA  is  making  this  change  to  conform 
to  the  unit-by-unit  allocation  and 
compliance  provisions  of  the  Act  and 
the  Acid  Rain  program.  By  aggregating 
the  allowances  as  in  the  proposal,  if  one 
unit  is  in  violation  for  excess  emissions, 
then  all  are.  However,  this  rule  enables 
compliance  and  excess  emissions 
violations  to  be  determined  on  a  unit- 
by-\u)it  basis  by  applying  a  percentage 
for  allowances  to  be  deducted  from  each 
unit's  compliance  subaccount.  Also, 
since  EPA  is  proceeding  with  the  non- 
unit  account  proposal.  EPA  agrees  with 
the  commenter  that  aggregating 
allowances  is  less  important. 

(6)  Transfer  Recordation— Non- 
recordation  of  Transfers 

Four  commenters  requested  EPA 
consider  the  date  of  recordation  of  a 
transfer  to  be  the  date  it  was  originally 
received  by  EPA.  They  also  requested 
that  any  subsequent  claim  procedures  to 
correct  the  recordation  of  a  transfer  not 
affect  the  original  date  of  recordation, 
which  would  be  the  original  date  of  its 
receipt  by  EPA. 

Response:  Although  EPA  understands 
the  commenters'  concern  that  the 
original  date  of  submission  be 
acknowledged,  EPA  does  not  believe  the 
date  of  recordation  will  have  substantial 
impact  on  the  effectiveness  of  any 
transfer  agreements.  The  buyer  and 
seller  can  arrange  the  date  their 
agreement  takes  effect  for  legal  purposes 
separately  from  the  actual  date  of 
transfer  of  allowances  by  EPA. 
Therefore,  EPA  has  not  changed  the 
rule,  and  the  date  of  recordation  will  be 
the  date  EPA  enters  the  Information  into 
the  Allowance  Tracking  System.  Any 
incomplete  or  inaccurate  transfer  forms 
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will  be  returned  to  the  senders  and  will 
not  be  recorded.  Resubmitted  transfers 
will  be  treated  as  if  they  are  a  new 
transfer  and  the  date  of  recordation  vdll 
be  the  date  EPA  enters  the  information 
into  the  ATS.  The  original  date  of 
submission  is  not  considered  to  be  the 
date  of  recordation  because  resubmitted 
transfers  are  considered  to  be  new 
transfers. 

(7)  Collection  of  Market  Information 

EPA  proposed  not  to  collect  price  and 
other  terms  of  allowance  transactions, 
and  the  rule  is  not  changed  from  the 
proposal,  despite  some  comments 
expressing  concern  on  this  issue. 

Response:  While  EPA  is  not  collecting 
information  on  price  and  other  terms  of 
allowance  transfers,  EPA  is  providing 
some  market  information  by  publishing 
the  results  of  the  annual  auction  and 
sale  and  by  making  the  information 
contained  in  each  allowance  account 
available,  in  summary  form,  for  public 
review.  EPA  recognizes  that  there  are 
concerns  about  the  availability  of 
market  information  on  allowances.  EPA 
continues  to  believe  that  market 
information  on  allowances  will  be 
available  through  other  public  and 
private  channels  such  as  the  Federal 
Energy  Regulatory  Commission  (FERC) 
and  hitures  exchanges.  However,  to 
address  these  concerns  EPA  will 
evaluate  the  allowance  market  and  the 
availability  of  market  information  prior 
to  Phase  II  to  determine  what  action,  if 
any,  may  be  needed. 

(8)  Least  Cost  Planning 

(a)  Section  404(f)(2)(B)(iii)(II)  of  the 
Act  requires  qualified  energy 
conservation  measures  or  qualified 
renewable  energy  generation  to  be 
consistent  with  the  applicant's  least  cost 
plan.  Although  this  requirement  was 
included  in  §  73.82(a)(5)  of  the  proposal, 
it  was  inadvertently  omitted  from 
§  73.81(c)(2)  of  the  proposal,  which 
listed  the  requirements  for  approval  of 
qualified  renewable  energy  technologies 
not  already  listed  in  Appendix  (B)(1)  of 
the  rule.  Section  73.81(c)(2)(i)  of  today's 
rule  has  been  corrected  to  include  this 
requirement. 

(o)  One  commenter  questioned  the 
relevance  of  the  proposed  rule's  least 
cost  planning  requirement  for 
independent  power  producers  (IPPs) 
that  make  use  of  renewable  energy. 
Generally,  these  units  sell  wholesale 
power  to  other  utilities  and  are  not 
subject  to  least  cost  planning 
requirements.  The  commenter  suggested 
that  it  would  be  more  meaningful  to 
require  these  types  of  applicants  to 
demonstrate  that  the  renewable  energy 
generation  was  purchased  pursuant  to 


the  purchasing  utility's  least  cost  plan, 
which  should  be  approved  or  accepted 
by  the  appropriate  regulators  authority. 

Response:  EPA  agrees  with  the 
commenter  and  has  adopted  the 
suggested  change  in  §  73.82(a)(8).  The 
Agency  believes  that  this  approach  is 
more  consistent  with  the  actual 
operation  of  IPPs  and  with  the  intent  of 
the  Act. 

(c)  EPA  proposed  that  if  an  applicant 
to  the  Reserve  is  not  subject  to  the 
ratemaking  jurisdiction  of  a  State 
regulatory  authority,  its  least  cost  plan 
must  be  approved  and  certified  by  the 
entity  with  rate-making  authority  for  the 
applicant.  The  Agency  also  proposed 
that  applicants  not  subject  to  the  rate- 
making  jurisdiction  of  an  entity  with 
ratemaking  authority  must  apply  to  the 
Administrator  for  approval  of  the  plan. 
Five  commenters  suggested  that  the  rule 
language  be  clarified  to  specify  that 
public  power  utilities  not  subject  to 
State  ratemaking  authority  have  their 
plans  approved  by  the  appropriate  local 
ratemaking  authorities.  In  addition, 
several  commenters  noted  that  all 
utilities  are  subject  to  the  rate-making 
jurisdiction  of  an  entity  with  rate- 
making  authority.  These  commenters 
suggested  that  EPA  clarify  that  a  least 
cost  plan  could  be  approved  by  any 
entity  with  rate-making  authority. 

Response:  EPA  agrees  with  the 
commenters'  suggestion  and  has  revised 
language  in  §  73.82(a)(6)  and 
§  73.82(a)(7)  of  the  final  regulations  to 
clarify  that  the  least  cost  plan  may  be 
approved  by  any  entity  that  regulates 
the  rates  of  the  applicant. 

(d)  EPA  also  received  comments 
urging  the  Agency  to  revise  the 
proposed  rule  so  that  the  definition  of 
an  "approved"  least  cost  energy  plan 
includes  least  cost  plans  that  are 
"accepted"  by  the  State  regulatory 
authority.  The  commenters  suggest  the 
change  because  some  State  regulatory 
authorities  are  unwilling  to  approve  a 
utility's  least  cost  plan  out  of  concern 
that  such  approval  will  tie  the  hands  of 
future  State  regulatory  bodies.  However, 
these  State  authorities  will  accept  a 
least  cost  plan  if  it  complies  with  the 
State  regulatory  authority's 
requirements. 

One  commenter  also  suggested  that 
where  States  implement  ratemaking  and 
planning  processes  that  are  consistent 
with  least  cost  planning  principles,  they 
should  not  need  to  have  a  formal 
"plan." 

Response:  The  final  rule  contains  two 
changes  regarding  the  requirements  for 
regulatory  oversight  of  a  utility's  least 
cost  plan.  The  first,  in  §  73.82(a)(6)  and 
§  73.82(a)(7),  would  allow  a  commission 
to  "accept"  a  least  cost  plan  in  addition 


to  "approving"  a  least  cost  plan.  The 
second  change,  in  §  73.82(a)(4),  would 
allow  a  utility  to  meet  the  least  cost 
planning  requirement  if  it  has  a  least 
cost  plan  or  a  "least  cost  planning 
process." 

(e)  One  commenter  questioned  EPA's 
requirement  that  least  cost  plans  be 
subject  to  public  notice  and  comment. 
The  commenter  stated  that  EPA  should 
allow  States  to  use  alternative  public 
participation  procedures  such  as 
collaborative  processes  that  allow 
public  participation  from  interested 
groups. 

Response:  Section  73.82(a)(4)  of  the 
rule  has  been  revised  to  require  public 
notice  and  comment  on  a  least  cost  plan 
or  a  comparable  public  participation 
process. 

(9)  Net  Income  Neutrality 

EPA  received  comments  on  several 
issues  related  to  the  net  income 
neutrality  provision.  The  Agency  has 
addressed  these  comments  in 
consultation  with  the  Department  of 
Energy  (DOE),  which  is  responsible  for 
certifying  that  an  applicant's  State 
regulatory  authority  has  implemented 
provisions  that  meet  net  income 
neutrality  requirements. 

(a)  Six  commenters  stated  that  the 
definition  of  and  the  requirements  for 
net  income  neutrality  should  state 
explicitly  that  they  only  apply  to 
investor-owned  utilities  (lOU).  The 
commenters  noted  that  public  power 
utilities  are  non-profit  and  do  not  have 
"net  income." 

Response:  EPA  and  DOE  agree  with 
the  commenters  and  have  added 
language  to  §  73.82(a)(9)  of  today's 
regulations  that  specifies  that  this 
reouirement  only  applies  to  lOUs. 

(b)  One  commenter  argued  that  the 
three  compliance  approaches  for  net 
income  neutrality  specified  in 

§  73.82(a)(g)  do  not,  in  and  of 
themselves,  constitute  net  income 
neutrality. 

Response:  EPA  and  DOE  believe  that 
the  mere  existence  of  one  of  these  three 
mechanisms  does  not  necessarily  meet 
the  net  income  neutrality  requirement 
and  that  the  specifics  of  each  rate- 
making  mechanism  must  be  reviewed 
by  the  Secretary  of  Energy  before  a 
determination  of  net  income  neutrality 
can  be  made.  Accordingly, 
§73.82(a)(9)(ii)  of  today's  regulations 
clarify  this  point. 

(c)  Three  commenters  stated  that  the 
proposal's  definition  of  net  income 
neutrality  implies  that  utilities  must  use 
a  "rate  basing"  accounting  mechanism 
for  recovering  the  costs  of  conservation  * 
programs.  The  commenten  contend  that 
the  term  "net  income  on  book  value" 
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used  in  the  definition  suggests  that 
conservation  expenditures  must  be 
treated  as  a  capital  expense  that  should 
be  included  in  the  utility's  ratebase. 
These  commenters  noted  that  many 
utilities  nse  an  "expensing"  mechanism 
to  recover  conservation  expenditures,  a 
mechanism  that  does  not  add  to  utility 
book  value. 

Response:  It  was  not  the  intent  of  the 
proposal  to  prescribe  the  type  of  cost 
recovery  mechanisms  that  may  be  used 
for  conservation  expenditiKes.  EPA  and 
DOE  believe  that  the  choice  of  cost 
recovery  mechanisms  should  be  left  to 
the  discretion  of  utilities  and  their 
economic  regulators.  Therefore,  the  term 
"book  value"  has  been  deleted  from  the 
deHnition  of  net  income  neutrality  in 
§  72.2  of  today's  regulations. 

(d)  Five  commenters  argued  that  the 
definition  of  net  income  neutrality 
should  not  imply  that  ratemaking 
procedures  should  guarantee  that  utility 
incomes  will  be  no  lower  if  investments 
in  conservation  are  made.  Rather, 
ratemaking  procedures  should  provide 
the  opportunity  for  utilities  to  earn  a  net 
income  comparable  to  that  which  it 
would  have  achieved  without  the 
conservation  programs.  The  commenters 
noted  that  under  some  shared  savings 
incentive  mechanisms  the  return 
received  by  some  utilities  depends  upon 
the  verified  performance  of  their 
conservation  investments. 

Response:  EPA  and  DOE  agree  that 
providing  an  opportunity  for  net  income 
neutrality  is  consistent  with  the  intent 
of  the  net  income  neutrality 
requirement.  These  regulations  modify 
the  definition  of  net  income  neutrality 
in  §  72.2  to  include  State  ratemaking 
approaches  that  provide  for  this 
opportunity  based  on  performance- 
based  results  of  conservation  programs. 

(10)  Qualified  Conservation  Measiues 

(a)  Three  commenters  stated  that  EPA 
should  clarify  or  delete  the  requirement 
that  there  be  no  net  increase  in  sulfur 
dioxide  from  qualified  conservation 
measures.  For  example,  one  commenter 
noted  the  difficuHy  of  determining  the 
exact  type  and  amount  of  fuel  that  might 
be  avoided  by  the  marginal  energy 
savings  of  a  particular  conservation 
measure. 

Response:  EPA  notes  that  it  was  not 
the  intent  of  the  proposed  regulations  to 
require  such  a  detailed  evaluation  of  the 
emissions  impacts  of  given  conservation 
measures.  Rather,  the  requirement  was 
directed  towards  measures  that  increase 
energy  efficiency  by  utilizing  industrial 
waste  gases  containing  sulfur.  EPA 
believes  that  where  utilization  of  these 
waste  gases  does  not  lead  to  a  net 
increase  in  sulfur  dioxide  (i.e..  cases 


where  the  gas  is  already  being  flared), 
these  measures  should  be  considered 
qualified  energy  conservation  measures. 
The  Agency  has  modified  language  in 
§  73.81(a)  and  §  73.81(b)  of  the 
regulations  to  better  reflect  the  intent  of 
this  provision. 

(b)  EPA  received  a  comment  that 
supported  EPA's  criteria  for  approving 
qualifying  DSM  measures  not  explicitly 
listed  in  the  appendix  to  the  regulations. 
However,  the  commenter  explained  that 
requiring  specific  approval  of  qualified 
conservation  measures  by  the  applicable 
State  regulatory  authority  or  by  the 
Administratnr  may  stifle  flexibility  to 
install  innovative  measures. 

Response:  The  final  rule,  therefore, 
states  in  §  73.81(a)(2)  that  EPA  will 
deem  as  qualified  each  conservation 
measure  installed  pursuant  to  a 
conservation  program  and  approved  by 
the  relevant  authority,  as  long  as  it 
meets  the  criteria  listed  in  §  73.81(a)  and 
is  not  an  exclud.ed  measure  under 
§  73.81(b). 

(11)  Applicability  for  CRER 

(a)  EPA  proposed  that  an  applicant 
would  be  eligible  to  apply  to  the 
Reserve  if  "any  subsidiary  of  the 
applicant"  owns  or  operates  an  exacted 
unit.  One  commenter  argued  that 
eligibility  should  also  extend  to  any 
subsidiary  of  the  applicant's  holding 
company  that  owns  or  operates  an 
affected  unit,  either  in  whole  or  in  part. 

Response:  EPA  agrees  that  this  change 
reflects  the  language  and  intent  of  the 
Act.  and  §  73.82(a)(2)  of  today's 
regulations  reflect  this  change. 

(b)  EPA  also  proposed  that  an 
applicant  would  be  eligible  to  apply  for 
the  CRER  if  it  is  a  utility  or  an  industrial 
customer  that  purchases  power  from  an 
affected  unit  under  a  "life-of-the-unit" 
firm  power  contract. 

Response:  The  Agency  now  believes, 
however,  that  it  would  be  contrary  to 
the  intent  of  the  Act  to  allow  industrial 
customers  that  purchase  power  from 
affected  units  to  qualify  for  the  Reserve. 
Section  404(f)(2)(A)  clearly  requires  that 
an  applicant  to  the  Reserve  be  an 
"electric  utility",  which  is  defined  in 
section  404(f)(1)(C)  as  any  person.  State 
agency,  or  Federal  agency,  which  sells 
electric  energy.  Since  industrial 
customers  with  a  life-of-the-unit 
contract  buy  electricity,  rather  than  sell 
electricity,  they  would  generally  not 
meet  the  definition  of  an  electric  utility. 
Consequently.  §  73.82(aM2)  of  these 
regulations  deletes  industrial  customers 
from  the  language  describing  the  types 
of  eligible  applicants  to  the  Reserve. 


(12)  Application  Requirements 

(a)  EPA  proposed  that  applicants  to 
the  Reserve  must  pay  in  whole  or  In  part 
for  qualified  conservation  measures  or 
qualified  renewable  energy  generation, 
either  directly  or  through  payment  to 
another  person.  The  Agency  also 
propc^ed  that  the  applicant  must 
specify  the  amount  spent  on  the 
conservation  measure  or  renewable 
energy  generation.  One  commenter 
argued  that  in  the  case  of  renewable 
energy  generation  produced  by 
independent  power  producers,  these 
expenditures  are  proprietary 
information  that  should  not  be 
disclosed. 

Response:  EPA  now  believes  that 
information  on  expenditures  of  both 
renewable  energy  generation  and 
qualified  conservation  measures  are 
unnecessary.  Rather,  EPA  will  require  in 
§  73.82(a)(3)  that  applicants  to  the 
Reserve  certify  that  they  have  paid  for 
the  qualified  conservation  measures  or 
qualified  renewable  energy  generation. 

(b)  EPA  proposed  to  allocate 
allowances  from  the  Reserve  for 
qualified  renewable  energy  generation 
purchased  or  generated  by  an  applicant. 
One  commenter  stated  that  EPA  should 
allocate  allowances  for  qualified 
renewable  energy  generation  only  to 
utilities  purchasing  such  generation, 
rather  than  to  the  generating  utilities. 
The  commenter  argued  that  such  a 
policy  would  provide  the  strongest 
incentive  for  the  development  of 
renewable  energy. 

Response:  EPA  believes  that  the 
commenter's  suggestion  would  be 
contrary  to  section  404{0(2)(F)  of  the 
Act,  which  clearly  provides  for 
allocation  of  Reserve  allowances  to  both 
purchasers  and  generators  of  qualified 
renewable  energy  generation.  However. 
EPA  has  added  language  to  §  73.84(g)  of 
these  regulations  that  would  prevent  the 
generator  and  the  purchaser  of  the  same 
renewable  energy  generation  bom 
receiving  allowances  from  the  Reserve 
based  on  the  same  kilowatthours  of 
electricity  generation  and  the  same 
avoided  emissions.  These  regulations 
provide  that  these  applications  would 
be  processed  and  approved  in  order  of 
the  date  of  receipt.  If  applications  based 
on  the  same  renewable  electric 
generation  are  received  on  the  same 
date,  allowances  awarded  will  be 
divided  evenly  between  all  the  relevant 
applicants  unless  the  Administrator  is 
otherwise  directed  by  all  applicants, 
EPA  strongly  encourages  qualified 
generators  and  purchasers  of  the  same 
electricity  generated  by  qualified 
renewable  energy  technologies  to 
coordinate  their  applications  to  the 
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Reserve  to  avoid  confusion  over 
allowance  aMrards. 

(c)  EPA  proposed  that  applicatians  to 
the  CRER  be  submitted  to  the 
Administrator  beginning  on  Jamiary  1, 
1993.  Eleven  commenters  suggested  that 
EPA  delay  this  date  to  allow  time  for 
more  accurate  verification  of 
conservation  savings.  Commenters  had  a 
variety  of  suggestions  for  how  long  to 
delay  the  appUcation  date,  ranging  from 
three  to  twenty  months.  Three 
commenters  supported  the  January  1 
date  or  suggested  minor  modifications. 

A  number  of  commenters  argued  that 
since  the  allowances  from  the  Reserve 
are  allocated  on  a  first-come-first-served 
basis,  there  will  be  pressxire  to  send  in 
applications  to  the  Administrator  before 
complete  and  accurate  verification  of 
conservation  savings  can  be  fully 
assured.  Commenters  noted  that 
verification  of  conservation  savings  is 
time  consuming,  particularly 
verification  of  savings  resulting  from 
complex  conservation  programs.  The 
commenters  also  noted  that  a  January  1 
application  date  leaves  too  little  time  for 
verification  of  savings  by  State 
regulatory  authorities. 

Several  commenters  ai^ed  that  an 
early  application  deadline  penalizes 
utilities  that  use  more  rigorous  (and 
time  consuming)  verification  methods 
such  as  metering,  bill  analysis,  and 
statistical  models.  Utilities  that  use 
simpler  and  potentially  less  accurate 
engineering  estimates  would  be  able  to 
apply  for  allowances  sooner.  Several 
commenters  also  noted  that  an  earlier 
application  date  would  give  an  imfair 
advantage  to  publicly  owned  utilities, 
which  are  not  required  to  go  through 
state  review  and  verification  processes 
before  submitting  their  applications  to 
EPA. 

Response:  EPA  believes  that  delaying 
the  application  date  will  encourage 
good  verification  of  energy  savings.  The 
Agency  recognizes  that  evaluation  of 
energy  savings  requires  time  for  data 
collection  and  analysis.  Although  States 
are  not  required  to  file  their  appUcations 
on  the  application  date,  there  would  be 
an  advantage  to  filing  earlier  because 
allowances  are  awarded  from  the 
Reserve  on  a  first-come-first-served 
basis.  Moreover,  because  EPA  is  not 
mandating  a  single  verification 
methodology,  there  could  be  an  unfair 
advantage  for  utilities  in  States  that 
allow  verification  methodologies  that 
take  less  time  to  implemmit 

The  Agency  believes  that  a  delay  of 
the  application  date  by  six  months 
would  provide  a  reasonable  amoimt  of 
time  for  States  and  utilities  to  complete 
verification  of  energy  savings. 
Therefore.  §  73.82(g)  of  these  regulations 


allow  utilities  to  submit  applications 
beginning  July  1. 1993.  and  on  July  1  of 
each  subsequent  year  for  the  savings 
achieved  in  the  previous  year.  (For 
example,  an  appUcant  could  apply  far 
savings  achieved  in  1993  on  July  1, 
1994.) 

Because  these  rules  delay  the  annual 
application  date  by  six  months  to  allow 
more  time  for  verification  of  savings, 
EPA  believes  it  is  now  mora  likely  that 
the  Reserve  will  become  oversubscribed 
by  more  than  one  appUcant  on  a  single 
day  than  was  anticipated  ujider  the 
proposal.  (EPA  does  not  anticipate  that 
an  oversubscription  will  occur  during 
the  first  several  yem  of  applicaticxu.)  A 
January  1  application  date  would  have 
led  to  a  more  gradual  stream  of 
applications  over  the  first  part  of  the 
year  as  utilities  and  their  State 
commissions  completed  verification  of 
the  previous  year's  energy  savings  at 
different  times. 

Accordingly,  §  73.84(f)(1)  of  the  final 
rule  provides  that  in  the  event  that  the 
Reserve  becomes  oversubscribed  by 
more  than  one  applicant  on  a  single  day, 
the  allowances  remfiining  in  the  Reserve 
will  be  distributed  on  a  pro  rata  basis. 
EPA  believes  that  this  method  for 
allocating  allowances  is 
administratively  simple  and  is 
appropriate  for  the  Reserve.  EPA  also 
considered  other  methods,  such  as  a 
lottery,  for  allocating  allowances  from 
the  Reserve  when  it  is  oversubscribed. 
However,  unlike  the  Phase  I  extension 
provision  where  100  percent  of  the 
incentive  allowances  are  expected  to  be 
claimed  on  the  first  day  of  application. 
EPA  expects  that  a  relatively  small 
portion  of  the  Reserve  allowances  will 
remain  when  it  becomes 
oversubscribed.  Thus,  because  of  the 
relatively  few  allowances  at  stake.  EPA 
does  not  believe  that  the  extra 
administrative  burden  of  a  public  lottery 
would  be  merited. 

F.  Return  of  Auction  and  Direct  Sale 
Proceeds  Under  Subpart  E 

Under  subpart  E,  which  was 
previously  published  as  40  CFR  part  73. 
in  56  FR  65592-65607,  December  17. 
1991,  EPA  must  return  the  proceeds 
from  the  auction  and  direct  sale  within 
90-days  of  the  conclusion  of  the  auction 
or  sale.  EPA  is  planning  to  return  the 
proceeds  by  sending  a  proceeds  check  to 
the  designated  representative  for  each 
unit.  Until  the  unit  has  filed  a  certificate 
of  representation  for  the  designated 
representative  under  subpart  B  of  part 
72,  EPA  will  not  know  the  person  to 
whom  the  proceeds  check  must  be  sent. 
Therefore.  EPA  will  bold  the  proceeds 
check  until  a  certificate  of 
representation  is  filed  with  EPA. 


Because  EPA  will  be  seUing  allowancaa 
in  the  advance  auctian  that  are  taken 
from  Phase  II  units,  and  because  EPA 
cannot  pay  any  interest  on  the  prooeeds. 
Phase  II  units  are  encouraged  to  submit 
a  certification  of  representatioo  for  die 
designated  representative  before  the  first 
auction  in  March  1993. 

V.  Discussion  of  Changes  to  Part  75— 
Continuous  Emissions  Monitoring 

This  part  of  this  final  rule  explains 
the  major  changes  made  to  part  75,  the 
proposed  Continuous  Emissions 
Monitoring  (CEM)  rule,  in  response  to 
public  comment 

Some  structural  changes  are 
incorporated  into  the  final  CEM  rule. 
Firat,  many  of  the  general  provisions 
contained  in  subpart  A  of  the  proposed 
CEM  rule,  such  as  definitions  and 
abbreviations,  have  been  consolidated 
for  the  Acid  Rain  Program  in  subpart  A 
of  part  72.  Second,  the  proposed  rule 
had  only  two  subparts  (A — General  and 
B — Standards);  the  final  rule  recognizes 
that  many  of  the  provisions  can  be 
grouped  functionally  into  several 
subparts:  subpart  B--^onitoring 
Provisions,  incorporates  §§  75.11-75.16 
from  the  proposed  rule;  subpart  C — 
Operation  and  Maintenance 
Requirements,  incorporates  $S  75.18- 
75.20,  as  well  as  the  procedures  for 
proposing  alternatives  to  the  ASTM 
methods  that  were  originally  contained 
in  §  75.21  in  the  propoiwd  rule;  subpart 
D — ^Missing  Data  Substitution 
Provisions,  consolidates  the  missing 
data  procedures  that  were  located 
throughout  the  monitoring  provisions, 
§§  75.12-75.18  in  the  proposed  rule; 
subpart  E— Alternative  Monitoring 
Systems,  incorporates  the  provisions 
originally  contained  in  $  75.21  in  the 
proposal;  subpart  F— Recordkeeping 
Requirements,  incorporates  the 
provisions  originally  contained  in 
S  75.22;  and  subpart  G — Reporting 
Requirements,  contains  the  provisions 
in  §75.23. 

While  the  Appendices  have  not  been 
reformatted,  two  new  appendices  have 
been  added:  A  new  Appendix  E 
(Optional  NO,  Emissions  Estimation 
Protocol  for  Gas-  and  Oil-Fired  Peaking 
Units),  as  well  as  Appendix  G  (Optional 
determination  of  CO3  Emissions).  These 
appendices  were  created  for  this  final 
rule,  in  response  to  comments.  As  a 
result,  the  old  Appendix  E  frtxn  the 
proposed  rule  (Conversion  Procedures) 
nas  been  moved  in  the  final  rule  to 
Appendix  F. 

In  the  final  rule  the  term  "designated 
representative"  now  often  appean  in 
places  where  the  term  "owner  or 
operator"  appeared  in  the  proposed 
rule.  As  the  official  responsible  lor 
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meeting  the  reporting  requirements 
under  the  Add  Rain  Program,  the 
designated  representative  represents  the 
owner  and  operator  when  reporting  is  ^^ 
required.  The  term  "owner  or  operator" 
is  used  in  the  final  rule  when  action  is 
specifically  required  at  the  source. 
Overall,  the  proposed  CEM  rule 
received  more  than  2,700  comments,  or 
approximately  35  percent  of  the  total 
number  of  comments  received  on  the 
proposed  core  rulemaking  package. 
Approximately  70  percent  of  the 
comments  received  on  the  proposed 
CEM  rule  fell  into  eight  major  issue 
categories:  certification  and 
recertification.  relative  accuracy  and 
Relative  Accuracy  Test  Audits,  bias  test 
and  bias  adjustment  fiactor.  flow 
monitoring,  alternative  monitoring 
systems,  missing  data  procedure, 
exceptions  to  monitoring  with  CEMS, 
and  Quality  Assurance/Quality  Control 
issues  (including  calibration  testing). 
Responses  to  public  comment  on  these 
major  CEM  rule  issues  are  discussed 
below. 

A.  Certification  and  Recertification 
Issues 

There  were  numerous  comments 
related  to  the  certification  and 
recertification  of  CEM  systems.  The 
comments  fell  into  rou^ly  two  broad 
comment  categories:  notification  and 
Administrator  response  requirements, 
and  recertification.  The  EPA's  intent  is 
to  foster  a  cooperative  environment 
where  the  sources  seek  to  initiate,  and 
work  through,  the  process  of 
certification  as  soon  as  possible  with  the 
appropriate  certifying  Authorities.  The 
EPA  believes  that  this  cooperative  effort 
involving  frequent  and  open 
communication  between  sources 
seeking  certification  and  the  certifying 
authorities  will  facilitate  the  start  up  of 
the  program. 

(1)  Notification  Requirements  and 
Administrator  Response 

Issues:  A  number  of  commenters 
indicated  that  the  time  needed  for  the 
Administrator  to  respond  to  a 
certification  request  coupled  with  a  30 
day  notification-of-testing  requirement 
along  with,  at  a  minimum,  a  7  day 
certification  test  would  force  sources  to 
initiate  a  CEM  certification  almost  6 
months  in  advance  of  the  deadline  by 
which  the  Act  states  a  CEM  must  be 
certified.  Commenters  also  indicated 
that  it  was  unclear  as  to  the  procedures 
a  source  could  follow  if,  during  the 
course  of  a  certification  test,  a  unit  was 
determined  to  be  failing  that  test  or 
what  to  do  in  the  event  certification  test 
dates  need  to  be  adjusted  after  notifying 
the  appropriate  authorities. 


Furthermore,  commenters  had  concerns 
with  the  requirements  placed  on  new 
units  that  would  be  coming  online  in 

the  future.  ^   . .     . 

Response:  EPA  has  clarified  m  the 
accompanying  rule  when  a  new  unit 
would  need  to  be  certified.  This 
requirement  is  based  upon  an  analysis 
of  the  intent  of  the  Act  to  account  for 
all  emissions  from  affected  sources  in  a 
two  phased  approach  and  with  the 
recognition  that  not  all  affected  sources 
will  be  operating  prior  to  January  1. 
1995.  Furthermore,  this  rule  takes  into 
account  the  comment  that  some  types  of 
units  that  will  be  affected  can  be 
brought  online  and  turned  over  to  the 
dispatcher  in  a  relatively  short  period  of 
time  and  that  units  typically  need  to 
bum  some  fuel  prior  to  a  time  when  a 
CEM  system  can  be  in  and  certified. 

EPA  analyzed  the  reporting, 
notification,  and  approval  procedures, 
time  frames,  and  burdens  on  the  sources 
and  governmental  resources  in  response 
to  the  comments  received.  EPA  has 
modified  the  certification  forms  and 
process  to  include  more  interaction 
between  sources  and  agencies,  however 
the  overall  time  that  this  rule  is 
reserving  for  notification  of  testing  and 
review  of  completed  certification 
submittals  has  been  reduced  relative  to 
the  statutorily  mandated  deadlines  for 
units  to  have  certified  CEM  systems 
operational.  EPA  analysis  indicates  that 
the  new  procedures  and  forms  will 
require  45  days  to  properly  review  at  a 
minimum  and  should,  therefore,  be 
submitted  at  least  that  far  in  advance  of 
the  commencement  of  certification 
testing.  However,  EPA  believes  that  (and 
actively  encourages)  the  cooperative 
procedures  developed  will  actually  be 
initiated  far  in  advance  of  45  days  and 
proceed  in  a  series  of  logically  derived 
steps  that  will  culminate  in  a  fully 
successful  certification. 

This  cooperative,  multi-step  process 
also  leads  the  agency  to  believe  that 
monitors  can  be  provisionally  certified 
upon  the  successful  completion  of 
certification  testing  and  that  if  a  unit  is 
determined  to  be  failing  a  certification 
test  that  a  new  series  of  tests  can  be 
commenced  immediately  as  part  of  the 
certification  effort.  The  Administrator 
will  still  need  to  reserve  the  full  120 
days  from  receipt  of  a  complete 
certification  request  to  perform  analysis 
of  test  results  before  a  final  notice  of 
certification  can  be  served  to  a 
particular  CEM  system;  however,  all 
data  collected  from  a  provisionally 
certified  system  that  is  subsequently 
fully  certified  is  valid  data  and 
provisional  certification  meets  the 
requirements  of  the  Act  with  respect  to 
the  dates  by  which  units  must  install 


and  operate  GEMS,  guality  assure  the 
data  and  keep  records  and  reports. 

For  this  reason.  EPA  has  determined 
that  the  certification  testing  must  be 
completed  and  the  system(s)  must  have 
initiated  full,  quality  assiued  operation 
by  the  statutory  deadlines.  However,  the 
unit  may  submit  its  certification  request 
complete  with  the  required  test  reports 
up  to  30  days  thereafter.  This  change 
accommodates  the  time  normally 
necessary  to  prepare  those  reports  and 
the  request.  The  Administrator's  review 
will  t^e  place  within  120  days  of 
receipt  of  the  complete  package. 
Additionally,  if  a  future  audit  of  the 
system  (a  certification  report)  uncovers 
a  discrepancy  or  poor  performance  that 
requires  recertification  of  the  CEMS,  the 
emissions  will  be  determined  using  the 
appropriate  missing  data  procedures, 
prospectively,  upon  receipt  by  the 
owner  or  operator  of  the  Agency's 
determination  until  the  recertification 
testing  is  successfully  completed. 

EPA  believes  that  these  modifications 
fully  address  the  commenters  concerns 
while  addressing  the  legislative 
mandates  and  insuring  the  integrity  of  a 
CEM  system  certification. 

(2)  Recertification 

Issues:  A  number  of  issues  were 
raised  by  commenters  related  to 
recertification.  Among  the  issues  raised 
was  that  it  was  unclear  as  to  what 
actually  triggered  the  need  for  a 
recertification.  the  time  needed  to  notify 
of  recertification  testing,  approval  time 
needed,  recertification  time-frames  in 
the  event  of  an  emergency,  and  the 
types  and  numbers  of  tests  required  for 
recertification. 

Response:  EPA  has  further  clarified 
the  sentence  in  the  proposal  that 
indicated  when  recertification  becomes 
necessary.  Essentially  any  change,  other 
than  routine  maintenance  or  quality 
assurance  activities,  that  affects  the 
monitors  measuring  systems  or  analysis 
systems  in  such  a  way  that 
measurements  or  calculations  have 
changed,  or  potentially  could  have 
changed  significantly,  triggers  a 
recertification.  The  EPA  continues  to 
feel  Uiat  the  nature  of  Title  IV  and  its 
reliance  on  strict  accountability  of  all 
emissions  necessitates  a  reliance  on 
certified  measurement  devices  and 
calculation  methodologies,  hence, 
forcing  the  agency  to  require 
recertification  whenever  either  or  both 
of  these  items  are  significantly  modified 
in  any  particular  C^  system. 

EPA  IS  persuaded  by  public  comment 
and  analysis  that  the  notification  of 
recertification  testing  dates  should  be 
shortened  to  7  business  days  prior  to  the 
commencement  of  a  scheduled 
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recertincation  testing  period  and  that  in 
the  event  of  emergency  testing  (e.g. 
testing  due  to  signiHcant  repairs  after  a 
lightning  strike  or  tornado  damage  to  a 
CEM)  notiHcation  should  be  made  to  the 
appropriate  authorities  no  later  than  2 
working  days  following  the  emergency 
and  indicating  when  testing  is  expected 
to  be  completed.  EPA  believes  that  this 
compromise  addresses  the  commenters 
concerns  about  monitor  availability  and 
the  long  lead  times  that  would  put  data 
obtained  during  this  time  into  an 
uncertain  state  as  to  acceptability  while 
also  preserving  the  needs  of  the 
regulating  authorities  to  be  aware  and 
available  for  a  cooperative  effort  to 
recertify  as  quickly  as  possible  while 
preserving  the  intent  of  the  Act  to 
account  for  all  emissions. 

B.  Relative  Accuracy  and  RATA  Testing 

(1)  Relative  Accuracy  Standards  for  SO2 
and  NO. 

(a)  Normal  emitters.  The  proposed 
rule  required  SO2  monitors  and  NO. 
monitoring  systems  to  meet  a  10  percent 
relative  accuracy  (RA)  standard  in 
Phases  I  and  II  of  the  Acid  Rain 
Program.  Some  commenters  argued  that 
the  10  percent  standard  was,  at  best, 
premature  and,  at  worst,  too  stringent, 
and  that  it  would  result  in  high  failure 
rates  due  to  the  variability  of  the 
reference  method,  leading  to  wasted 
resources  for  retesting.  They  proposed 
that  the  standard  should  be  set  initially 
at  15  percent.  Other  commenters 
indicated  that  the  standards  were  either 
achievable  or  not  sufUciently  stringent. 

Response:  The  EPA  analyzed  data 
from  relative  accuracy'test  audits 
(RATAs),  conducted  during  1984-1990 
at  non-low-emitting  subpart  Da  units. 
("Subpart  Da"  units  refer  to  electric 
utility  fossil  fuel  steam  generators, 
covered  under  40  CFR  part  60,  subpart 
Da  of  the  New  Source  Performance 
Standards  (NSPS).)  This  analysis 
indicates  that  SO2  CEMS.  measured  in 
ppm,  achieved  the  10  percent  standard 
in  89  percent  of  the  RATAs,  even 
though  meeting  a  10  percent  relative 
accuracy  standard  was  not  required. 
Extensive  Held  tests  at  one  unit 
confirmed  these  results.  In  relative 
accuracy  testing  performed  over  a  9 
week  period,  the  installed  SO2  CEMS, 
measuring  in  ppm,  passed  the  10 
percent  RA  standard  in  98.2  percent  of 
the  RATAs  constructed  from  176  runs 
conducted  at  the  test  site.  These  results 
were  cAitained  by  moving  a  12-run 
window  through  the  176  runs  and 
applying  the  test  procedures  prescribed 
in  the  proposed  regulations.  For  each 
incrementing  of  the  window,  relative 
accuracy  results  were  computed, 


producing  a  total  of  163  RATA  tests  for 
the  entire  data  stream.  This  procedure 
revealed  that  95.8  percent  of  the  RATAs 
achieved  RA  <7.5  percent,  and  82.4 
percent  of  the  RATAs  achieved  RA  S5 
percent.  Comparable  results  for  the  NOs 
CEMS  measured  in  Ibs/MMBtu  were 
100  percent  achieving  RA  ^10  percent; 
97.6  percent  achieving  RA  S7.5  percent; 
and  86.7  percent  achieving  RA  <5 
percent.  EPA  believes  that  these  test 
results  support  the  proposed  10  percent 
RA  standards  for  both  SO2  and  NO,, 
which  are  retained  in  the  final  rule. 

(b)  Low  emitters.  For  SO2 
concentrations  less  than  or  equal  to 
250.0  ppm,  the  proposed  rule  allowed 
use  of  an  alternative  accuracy  standard: 
The  mean  of  the  CEMS  measurements 
had  to  be  within  ±15.0  ppm  of  the 
reference  method  mean.  Commenters 
pointed  out  that  low  emitting  units 
should  have  the  option  of  using  either 
the  normal  relative  accuracy  standard  or 
the  alternative  standard.  They  also 
noted  that  the  low  emitter  accuracy 
provision  should  be  added  to  the  "out- 
of-control"  provisions  in  appendix  B. 

Respon.se:  EPA  agrees.  For  units 
whose  monitor  measurements  of  SO2 
during  the  RATA  are  close  to  250.0 
ppm,  the  ±15  ppm  specification  could 
repre.sent  a  more  stringent  standard  than 
the  10  percent  RA  specification.  This  is 
not  intended.  Therefore,  the  final  rule 
clarifies  that  either  the  low  SO2  emitter 
accuracy  standard  or  the  normal  SO2  RA 
standard  can  be  used.  As  the 
commenters  recommended,  the  low  SO2 
emitter  accuracy  standard  has  been 
added  to  the  "out-of-control"  provisions 
in  appendix  B. 

Tne  proposed  rule  also  allowed  use  of 
an  alternative  accuracy  standard  for  NO, 
emissions  less  than  or  equal  to  0.50  lb/ 
MMBtu:  The  monitoring  system  mean 
had  to  be  within  ±0.05  Ib/MMBtu  of  the 
reference  method  mean.  A  number  of 
commenters  noted  that  the  low  NO, 
emitter  threshold  of  0.50  Ib/MMBtu 
must  be  in  error,  becau.se  it  is  the  same 
level  as  the  statute's  presumptive  NO, 
limit  for  wall-fired  boilers  and  is  higher 
than  the  0.45  Ib/MMBtu  limit  for  T-fired 
units.  The  proposed  low  NO,  emitter 
threshold  would,  in  effect,  define  all 
units  affecied  by  the  NO,  emission 
limits  as  low  NO,  emitters. 

Response:  Clearly,  this  was  in  error. 
In  the  final  rule  the  low  NO,  emitter 
accuracy  standard  is  revised  as  follows: 
For  units  emitting  less  than  or  equal  to 
0.20  Ib/MMBtu  NO,,  the  NO, 
monitoring  system  mean  must  be  within 
±0.02  Ib/MMBtu  of  the  reference 
method  mean  value.  This  is  analogous 
to  the  low-emitter  accuracy  standard  for 
SO2.  Similarly,  the  low  NO,  emitter 
accuracy  standard  has  been  added  to  the 


"out-of-control"  provisions  in  appendix 
B. 

(2)  SO2  and  NO,  RATA  Frequency 

For  SO2  and  NO,  CEMS,  the  proposed 

role  required  semiannual  RATAs, 
except  when  an  SO2  monitor  or  NO, 
monitoring  system  achieves  a  RA  of  less 
than  or  equal  to  7.5  percent.  In  such 
cases,  the  proposal  extended  the  time 
period  for  the  next  RATA  to  12  months 
instead  of  six.  Many  commenters 
supported  the  proposed  RATA 
frequency  incentive  system,  which 
linked  decreased  RATA  frequency  to 
superior  RA  test  results.  These 
commenters  suggested  expanding  the 
incentive  system  to  include  low 
emitters.  There  were,  however,  a 
number  of  commenters  who 
categorically  opposed  requiring  a  RATA 
more  often  than  annually,  whether  there 
was  an  incentive  system  or  not.  They 
maintained  that  more  frequent  RATAs 
would  not  improve  the  accuracy  of 
CEMS  data  and  would  be  unnecessarily 
costly.  Still  other  commenters  proposed 
basing  RATA  frequency  on  results  of 
daily  calibration  error  tests  rather  than 
on  RATA  results. 

Other  commenters  supported 
requiring  quarterly  RATAs  until  test 
results  justified  less  frequent  RATAs. 
One  group  maintained  that  RATA  tests 
were  snapshots  and  that  a  series  of  tests, 
over  four  quarters,  showing  consistent 
or  steadily  improving  results  was  a 
better  indicator  of  CEMS  performance 
than  one  RATA  per  year.  This 
commenter  supported  a  phased 
approach  that  would  require  quarterly 
RATAs  for  all  Phase  I  affected  units 
with  less  frequent  testing  in  Phase  II, 
pending  Phase  I  results.  This 
commenter  also  recommended  adoption 
of  an  incentive-based  system  that  would 
credit  and  debit  allowances,  based  on  a 
unit's  performance  compared  to  the  best 
performers  in  the  industry. 

Response:  Alter  considering  the  range 
of  comments,  EPA  has  decided  to  retain 
the  RATA  frequency  and  incentive 
system  as  proposed  and  to  provide  an 
analogous  incentive  system  for  low- 
emitters.  Extending  the  incentive  system 
to  units  where  SO2  concentrations  are 
low  should  stimulate  improved  RA, 
while  reducing  the  frequency,  and 
hence  cost,  of  performing  RATAs  at 
these  units.  As  designed,  the  low  SO2 
emitter  incentive  system  should  yield 
the  same  proportion  of  less  frequent 
RATAs  as  the  incentive  system  for 
normal  SO2  emitters.  If  a  unit's  mean 
SO2  concentration  is  less  than  or  equal 
to  250.0  ppm  and  within  ±8.0  ppm  of 
the  reference  method  mean,  the  next 
required  RATA  test  would  be  required 
in  12  months  rather  than  six. 
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The  Agency  decided  not  to  base  the 
RATA  frequency  on  the  daily 
calibration  error  test  results,  as 
suggested,  because  calibration  error  tests 
do  not  test  CEMS  for  many  potential 
sources  of  error,  making  them  an 
inappropriate  basis  for  determining 
RATA  frequency.  EPA  also  rejected  the 
suggestion  of  universal  or  phased-in 
quarterly  RATAs,  as  imposing  a  greater 
financial  and  regulatory  burden  on 
industry  than  necessary,  without 
significantly  improving  the  accuracy  of 
the  emissions  data.  Finally,  the 
allowance-based  incentive  system 
proposed  by  one  commenter  appears  to 
be  a  promising  approach  but  would  be 
too  complex  and  difficuh  to  implement, 
particularly  considering  the  time 
requirements  imposed  by  statutory 
deadlines. 

(3)  Combined  SO2-FI0W 

The  proposed  rule  stipulated  that-, 
starting  on  January  1,  2000.  the 
combined  SOz-flow  monitoring  systems 
would  have  to  meet  a  10  percent  RA 
standard.  Many  commenters  criticized 
this  proposed  combined  relative 
accuracy  test.  These  commenters  stated 
that  because  each  monitor  is  required  to 
also  pass  QA/QC  tests  individually,  the 
combined  RA  is  merely  a  mathematical 
exercise,  which,  judging  from  existing 
data,  is  technically  insupportable  and 
likely  to  yield  erratic  and  meaningless 
results.  These  commenters  also 
maintained  that  the  combined  RA  test 
was  redundant,  unnecessary,  and  could 
lead  to  expensive  and  needless  re- 
tesling.  Others  argued  that  the  10 
percent  combined  RA  standard  may  not 
be  achievable  in  light  of  measurement 
errors  associated  with  reference  method 
procedures  and  that  any  future 
combined  SOj/flow  RA  standard  should 
not  be  less  than  20  percent.  One 
commenter  stated  that  the  proposed  7- 
day  certification  test  for  the  combined 
SOa/flow  system  would  be  costly  and 
impossible  to  pass.  Several  other 
commenters  recommended  that  EPA 
defer  promulgating  a  combined  SO2/ 
flow  RA  standard  until  more  data  was 
obtained. 

However,  supporters  of  the  combined 
RA  test  were  numerous.  These 
commenters  maintained  that  the 
combined  standard  would  result  in 
more  accurate  data.  Among  their 
proposals  were  starting  the  requirement 
in  1995  rather  than  in  2000.  requiring  a 
combined  S02/flow  RA  standard  more 
stringent  than  10  percent  in  Phase  I  so 
that  the  allowance  system  would  not  be 
compromised,  requiring  a  Ib/hr  RA  for 
SO2  and  a  Ib/MMBtu  RA  standard  for 
NO,,  rather  than  individual  monitor 


RA's.  and  establishing  an  alternative 
combined  standard  for  low  emitters. 
Response:  EPA  believes  that  both 
individual  SO2  and  How  monitor 
measurements  and  combined  Ib/hr  SO2 
values  derived  from  those 
measurements  should  meet  explicit  and 
verifiable  accuracy  standards.  Flow 
monitor  data  should  meet  accuracy 
standards  because,  in  addition  to  Ib/hr 
calculations,  it  is  used:  (1)  In  calculating 
heat  input  (for  reduced  utilization),  (2) 
for  missing  data  procedures,  and  (3)  for 
calculating  NO,  penalties.  SO2  monitor 
data  should  meet  accuracy  standards 
because,  in  addition  to  Ib/hr 
calculations,  it  is  used  for  missing  data 
procedures.  The  Ib/hr  values  should 
meet  accuracy  standards  because  they 
are  the  ultimate  measure  of 
environmental  impact  and  the  basis  for 
determining  compliance  with 
allowances  held. 

At  the  same  time.  EPA  agrees  with 
comments  noting  that  there  is  currently 
insufficient  data  to  establish  a  definitive 
combined  SOz/flow  relative  accuracy 
standard.  Therefore.  EPA  is  deferring 
promulgation  of  a  specific  combined 
relative  accuracy  standard  in  the  final 
rule,  while  reserving  a  section  in  part  75 
for  future  promulgation  of  this  standard 
once  sufficient  data  has  been 
accumulated.  EPA  believes  that  a 
combined  SOz/fiow  RA  requirement  is 
an  important  additional  indicator  of 
system  performance. 

Twenty  percent  relative  accuracy  is 
widely  acknowledged  as  an  achievable 
baseline  standard  for  combined  relative 
accuracy  performance,  that  is  in  keeping 
with  the  combined  standard  established 
in  EPA's  Performance  Specification  6 
(Appendix  B.  40  CFR  part  60). 
Preliminary  test  data  from  state 
programs  employing  Performance 
Specification  6  indicate  that  combined 
relative  accuracies  below  10  percent  are 
routinely  achieved.  In  addition, 
simulation  analysis  .shows  that  units 
whose  fiow  and  pollutant  concentration 
monitors  individually  achieve  relative 
accuracies  of  10  percent  or  better  almost 
invariably  will  meet  a  relative  accuracy 
standard  of  15  percent  on  the  combined 
test.  The  EPA  is  fully  committed  to 
promulgating  a  combined  standard  once 
sufficient  data  has  been  obtained  and 
evaluated  under  Phase  I  of  the  Acid 
Rain  Program. 

(4)  Bypass  Flues  and  Peaking  Units 

The  proposed  rule  would  have 
subjected  CEMS  on  bypass  flues  and 
peaking  units  to  the  same  RATA 
frequency  (quarterly,  semiannual  or 
annual)  as  those  on  normal  stacks  and 
baseload  units.  Several  commenters 
argued  that  CEMS  on  bypass  stacks 


should  only  have  to  perform  annual 
RATAs.  These  commenters  also 
suggested  defining  RATA  testing 
frequency  in  terms  of  unit  operating 
hours,  rather  than  calendar  time,  and 
postponing  RATAs  until  the  bypass 
stack  was  next  called  into  regular 
operation.  Another  commenter  stated 
that  the  final  rule  should  not  require  a 
unit  to  be  operated  or  a  pollution 
control  system  to  be  bypassed  just  to 
conduct  a  RATA,  since  this  would 
result  in  unnecessary  emissions  and  loss 
of  allowances  and  might  cause  a  unit  to 
violate  its  operating  permit. 

The  same  commenters  and  several 
others  noted  that  it  would  be  very 
expensive  and  create  needless  pollution 
to  run  low  capacity  factor  "peaking" 
units  just  to  conduct  RATA  tests.  These 
commenters  recommended  basing  a 
peaking  unit's  RATA  frequency  on  unit 
operating  hours  and  performing  RATAs 
on  peaking  units  every  two  operating 

years. 

Response:  EPA  agrees  that  it  is  not 
desirable  to  require  a  pollution  control 
system  to  be  bypassed  solely  to  perform 
a  RATA.  However,  the  statute  requires 
monitoring  of  emissions  from  all 
affected  units  and  enforcement  of 
performance  standards  that  guarantee 
accurate  emissions  measurement. 

To  reduce  the  overall  time  required  to 
perform  RATAs  on  monitors  at  peaking 
units  and  bypass  stacks,  the  final  rule 
requires  only  a  one-level  RATA  to  be 
performed  on  flow  monitors  on  peaking 
units  and  bypass  flues  instead  of  the 
usual  3-level  RATA.  EPA  believes  that 
it  should  be  possible  to  schedule  RATAs 
during  the  normal  operation  of  peaking 
units  and  bypass  stacks  through  careful 
advanced  planning. 
C.  Bias  Test  and  Bias  Adjustment  Factor 

Accuracy  in  emissions  measurements 
is  essential  to  the  complete  accounting 
of  all  SO2  and  NO,  emissions 
reductions,  stipulated  in  the  Clean  Air 
Act  Amendments,  and  to  the  effective 
functioning  of  SO2  allowance  Uading. 
Consequently,  the  acid  rain  regulations 
proposed  that  each  CEMS  satisfy  two 
complementary  statistical  tests  for 
accuracy  both  at  initial  certification  and 
during  periodic  quality  assurance 
performance  evaluations:  (1)  A  relative 
accuracy  test  to  ensure  that  all  sources 
of  monitor  error  (both  random  and  non- 
random)  fall  below  a  specified 
percentage  of  the  average  reference 
method  measurements;  (2)  a  bias  test  to 
determine  if  a  monitor  is  measuring 
consistently  low.  These  two  tests  are 
applied  to  emissions  data  obtained 
during  the  relative  accuracy  test  audit 
(RATA),  a  field  test  procedure  that 
compares  at  least  nine  monitor 
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measurements  to  contemporaneous 
measurements  by  an  EPA  specified 
monitoring  reference  method. 

To  determine  whether  a  CEMS  is 
measuring  consistently  low,  the  bias  test 
relies  on  the  well-established  t-test  at 
95-percent  confidence  level,  applied 
here  to  low  bias  only.  The  t-test, 
specified  in  these  regulations,  is 
constructed  to  ensure  that  there  is  at 
most  a  2.5  percent  probability  of 
mistakenly  detecting  low  bias  during 
the  RATA  test. 

When  low  bias  is  detected,  operators 
have  two  options:  they  can  remedy  the 
causes  of  the  low  bias  by  fixing  a  faulty 
monitor,  correcting  installation 
problems,  or  improving  operator 
practices  that  may  be  contributing  to  the 
consistently  low  measurements. 
Alternatively,  they  can  elect  to  apply  a 
bias  adjustment  factor  to  subsequent 
emissions  measurements  reported  to 
EPA.  The  bias  adjustment  factor  is  a 
multiplier,  calculated  h'ora  RATA  data, 
whose  magnitude  is  directly 
proportional  to  the  degree  of  low  bias 
detected  during  the  RATA  performance 
test. 

(1)  Bias  Test 

(a)  Overview.  The  EPA  received 
comments  both  supporting  and 
criticizing  the  proposed  bias  test. 
Numerous  commenters  supported  the 
proposed  bias  test  as  an  essential 
element  of  a  monitoring  program.  Many 
others  proposed  dropping  the  bias  test, 
arguing  that  daily  quality  control 
procedures  offered  sufficient  safeguards 
against  monitor  bias.  Still  others 
supported  a  t-test  for  bias,  but  advocated 
that  it  be  based  on  data  from  the  daily 
calibration  error  test  rather  than  from 
the  RATA  test.  Some  of  the  commenters, 
who  either  opposed  the  bias  test  entirely 
or  proposed  basing  it  on  calibration 
data,  also  advocated  applying  the 
RATA-based  bias  test  only  at  initial 
monitor  certification.  Subsequently, 
they  would  rely  exclusively  on  quality 
control  procedures  or  the  calibration- 
based  bias  test  to  prevent  low  bias. 
Another  proposal,  by  the  commenters 
advocating  the  calibration-based  bias 
test,  was  to  drop  all  bias  testing 
requirements  when  relative  accuracy 
test  results  fell  below  some  threshold 
value. 

Response:  After  carefully  evaluating 
each  commenter's  proposal,  data 
provided  by  the  commenters,  data 
independently  collected  by  EPA,  and 
statistical  *heory.  EPA  has  decided  to 
retain  the  proposed  t>test  for  bias  and 
the  bias  adjustment  fector.  The  EPA's 
analysis  of  the  specific  comments  on  the 
bias  test  is  summarized  below. 


(b)  Long-term  validity  of  bias  test. 
Some  commenters  challenged  the  ability 
of  a  t-test,  based  on  a  4-8  hour  RATA, 
to  determine  whether  a  CEMS  was 
producing  consistently  low 
measurements  (i.e.,  bias)  over  the  long 
run.  They  maintained  that  a  bias  test, 
based  on  RATA  data,  was  only  a 
snapshot  that  would  produce 
inconsistent  results  if  performed  on  the 
same  monitor  on  successive  days.  To 
support  their  argument,  they  provided 
bias  test  results  from  two  plants. 

Response:  The  EPA  found  one  of  the 
commenter's  data  sets  inadequate.  EPA 
believes  that  the  data  was  not 
sufficiently  extensive  to  support  the 
commenter's  argument,  since  it 
consisted  only  of  a  total  of  six  RATAs: 
Two  successive  RATAs  conducted  on 
August  18-19. 1987,  May  26-27, 1988, 
and  September  20,  22. 1988.  Further, 
there  was  insufficient  documentation  to 
determine  whether  the  variability  in  the 
test  results  was  due  to  the  test 
procedure  or  factors  that  may  have 
introduced  bias  into  the  system.  To 
analyze  the  long-term  variability  of  bias 
test  results,  the  factors  subject  to 
variation  must  be  strictly  controlled  or, 
at  least,  documented.  If  factors  such  as 
monitor  location,  operating  procedures, 
and  unusual  interventions  (e.g., 
lightning  strikes)  vary  from  test  to  test, 
then  variations  in  test  results  may  not 
refiect  variability  inherent  in  the 
statistical  test  but  variability  in  the 
monitoring  environment  that  may  have 
produced  systematic  error  reflected  in 
the  bias  test  results.  Without  additional 
documentation  it  is  not  possible  to 
determine  whether  changes  may  have 
occurred  that  could  have  introduced 
bias  into  the  system. 

The  second  set  of  bias  test  results 
cited  by  the  commenter  contradicts  the 
commenter's  contention:  the  same  flow 
monitor  consistently  failed  the  bias  test 
in  RATAs  performed  on  four  successive 
days.  While  the  commenter  argues  that 
the  test  results  show  that  the  bias 
adjustment  factor  is  "unstable,"  the 
results  clearly  do  not  support  the 
commenter's  position  on  the  variability 
of  bias  test  results. 

The  t-test  is  a  well  established  and 
widely  accepted  statistical  procedure  for 
detecting  bias.  As  noted  above,  the 
statistical  premises  underlying  the  form 
of  the  t-test  specified  in  the  regulations 
limit  the  likelihood  of  mistakenly 
detecting  low  bias  to  no  more  than  a  2.5 
percent  probability.  Thus,  a  high  degree 
of  assurance  is  built  into  the  test  itself 
that,  over  the  long  run,  this  statistical 
test  will  detect  bias  that  is  actually 
present  in  the  system,  not  "random 
measurement  error"  as  the  commenter 
claims. 


In  the  preamble  to  the  proposed  rule, 
it  was  noted  that  EPA  collected  and 
analyzed  data  from  RATAs  performed 
between  1984  and  1990  primarily  at 
units  subject  to  Subpart  Da 
requirements  and  found  that  70  percent 
of  the  SOz  RATAs,  measured  in  ppm, 
passed  the  proposed  t-test  for  bias. 
These  results  were  obtained  from 
RATAs  performed  at  a  time  when  CEMS 
technology  and  operational  experience 
were  in  an  earlier  stage  of  development 
than  they  are  today. 

An  extended  field  test  at  one  unit  also 
refiected  consistency  in  the  bias  test 
results.  Following  the  calculation 
procedures  prescribed  in  the  proposed 
regulations  and  moving  a  12-run 
window  through  a  176-run  data  stream. 
165  RATAs  were  produced  for  the  9- 
week  testing  period.  The  bias  test  pass 
rate  was  73.3  percent  for  the  SO2  CEMS. 
measured  in  ppm,  and  99.4  percent  for 
the  N0«  CEMS.  measured  in  lbs/ 
MMBtu.  Bias  test  failures  were 
clustered,  not  randomly  distributed, 
along  the  data  stream,  providing  a 
further  indication  that  the  t-test  was 
detecting  actual  systematic  error,  not 
random  measurement  error.  It  is  also 
noteworthy  that  98.2  percent  of  the  SO2 
CEMS  and  100  percent  of  the  NO, 
CEMS  passed  the  10  percent  relative 
accuracy  test. 

In  the  preamble  to  the  proposed  rule, 
EPA  noted  that  "it  can  be  assumed  that 
subsequent  improvements  in  monitor 
technology  will  yield  even  better 
performance  on  the  bias  test."  RATA 
data,  submitted  to  EPA  for  a  new  CEMS 
technology,  based  on  ultraviolet/ 
differential  optical  absorption 
spectroscopy,  convincingly  supports 
this  prediction  and  displays  consistency 
in  the  bias  test  results.  Of  the  16  RATAs 
performed  on  this  monitoring  system, 
87.5  percent  passed  the  bias  test,  while 
achieving  an  average  relative  acciiracy 
of  6.9  percent. 

Thus,  EPA  believes  that  both 
statistical  theory  and  field  test  results 
show  that  the  bias  test  is  a  sound  and 
effective  statistical  procedure  for 
detecting  consistent  measurement  error 
in  the  long-term  operation  of  a  CEMS. 

It  should  be  noted,  however,  that  EPA 
is  sympathetic  to  the  commenter's 
concern  that  data  used  in  the  bias  test 
be  "sufficiently  representative  of  long- 
term  monitor  performance."  From  a 
strictly  statistical  standpoint,  the  larger 
the  sample  size,  i.e..  the  longer  and 
more  frequent  the  RATA,  the  more 
representative  the  RATA  will  be  of  long- 
term  monitor  performance.  For  this 
reason,  EPA  considered  requiring 
quarterly  RATAs  in  all  cases.  However, 
the  agency  chose  to  balance  statistical 
considerations  against  the  burden 
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imposed  on  the  regulated  community. 
The  agency  believes  the  9-run  RATA 
supports  statisticallv  credible  results  at 
the  least  cost  to  society. 

(c)  Impact  of  reference  method 
variability  on  the  bias  determination. 
Some  commentators  argued  that 
inherent  variability  in  the  reference 
method  performance  could 
inapproprialely  cause  CEMS  to  fail  the 
bias  test  even  when  the  CEM 
measurements  were  not  biased  relative 
to  the  true  emissions  concentration. 
They  argued  that  the  variability  among 
reference  monitors  should  be  accounted 
for  by  adjusting  the  t-test.  The  potential 
for  a  CEMS  to  fail  the  bias  test  by  being 
compared  to  a  certified  reference 
monitor  was  investigated  in  the  above 
referenced  field  study.  In  this  study,  RM 
measurements  were  taken 
simultaneously  by  four  laboratory  test 
teams,  and  compared  with  an  operating 
plant  CEM.  The  field  results 
demonstrated  that  the  low  bias  test 
results  were  consistent,  regardless  of  the 
particular  reference  monitor  cluDsen. 
Further,  the  variation  associated  with 
RM-to-RM  comparisons  exhibited  good 
reproducibility,  suggesting  that 
laboratory  variabihty  did  not 
inappropriately  influence  the  bias 
determination.  This  result  is 
encouraging,  and  strongly  supports  the 
choice  of  the  RMs  and  its  use.  However, 
detailed  review  of  the  RM  data 
produced  some  troublesome  results  that 
warrant  concern.  While  the  variance 
across  RMs  relative  to  the  mean 
diReience  in  RM  readings  was  low.  bias 
could  be  calculated  between  the 
different  refereoce  monitors  (in  as  many 
as  50%  of  the  comparisons).  Concern 
has  been  expressed  that  the  high 
frequency  of  bias  in  comparisons  among 
reference  monitors  occurred  despite  the 
reproducibility  of  results  among 
reference  monitors  noted  above  because 
of  low  variance  in  reference  method  test 
data.  Additionally,  some  commenters 
expressed  concern  that  bias  was 
triggered  at  lower  emissions  levels 
(below  200  ppm). 

While  the  Agency  currently  supports 
the  bias  test,  the  data  suggest  that 
further  study  is  appropriate.  The 
Agency,  in  consultation  with  the 
Department  of  Energy,  will  initiate 
additional  field  studies  as  soon  as 
possible  to  determine  whether  there  are 
statistically  signifix:ant  variances  in  the 
reference  monitors.  These  field  studies 
will  attempt,  among  other  things,  to 
distinguish  between  the  variability  in 
the  reference  momtor  reading 
attributable  to  measuxement  error  and 
the  variability  due  to  tb«  choice  of 
lefenence  moritas  Mnona  those  certified 
by  the  agency.  Tba  stumes  will  also 


assess  whether  any  adjustments 
indicated  are  technically  unnecessary  or 
infeasible  to  properly  determine  bias. 
Finally,  the  field  studies  will  also 
investigate  possible  differences  in  bias 
test  failure  rates  by  emissions 
concentration  levels.  The  Agency  will 
initiate  the  field  studies  as  soon  as 
possible  to  determine  whether  the  bias 
test  should  be  adjusted  to  compensate 
for  statistical  variances  in  the  reference 
method.  These  studies  will  be 
completed  by  October  31, 1993.  Within 
90  days  of  the  completion  of  the  studies, 
the  Administrator  shall  publish  by 
notice  of  proposed  rulemaking  In  the 
Federal  Register  his  determination  of 
whether  there  should  be  an  adjustment 
of  the  bias  test.  The  rulemaking  shall  be 
completed  within  9  months  thereafter, 
EPA  will  also  adjust  the  t-test  used  to 
certify  alternative  monitoring  systems  if 
a  bias  t-test  adjustment  is  made. 
(d)  Statiitically  significant  vs. 
practically  significant  measurement 
differences.  Some  commenters  argued 
that  the  paired  t-test  may  identify 
measurement  differences  between  the 
CEMS  and  reference  method  that  are 
statistically  significant  but  that  are  not 
necessarily  practically  significant. 
Response:  The  fact  that  the  bias 
adjustment  factor  is  directly 
proportional  to  the  magnitude  of  the 
measurement  differences  ensures  that 
sources  will  not  be  unfairly  penalized 
for  differences  that  are  not  practically 
significant.  If.  as  the  commenter 
contends,  the  measurement  differences 
are  not  practically  significant,  then  it 
follows  directly  from  the  commenter's 
argument  that  the  bias  adjustment  factor 
will  not  be  practically  significant,  and, 
consequently,  the  adjustment  of 
subsequent  measurements  will  also  not 
be  significant. 

(e)  Bias  test  results  for  volumetnc  flow 
monitors.  Several  comments  specifically 
questioned  the  application  of  the  bias 
test  to  flow  monitors.  They  maintained 
that  the  proposed  bias  test  was  beyond 
the  current  capabilities  of  volumetric 
flow  monitors.  They  noted  that  less  than 
30  percent  of  the  RATAs  in  EPA's  pre- 
proposal  flow  monitor  database  passed 
the  bias  test. 

Response:  A  number  of  utilities  have 
subsequently  provided  EPA  with  field 
test  results  from  56  additional  flow 
momtor  RATAs,  bringing  the  total 
number  of  RATAs  in  the  database  up  to 
73  from  the  original  17.  In  evaluating 
the  tests  included  in  this  database, 
several  considerations  are  relevant  The 
flow  monitors  in  this  dHtabase  were  not 
long-standiiu  installations,  but  wmb 
still  in  a  shakiB^wn  phase  whera 
various  util'*'***  were  evaluating 
competing  brands  in  anticipation  of 


purchasing  one  of  them.  Thus,  several 
competing  flow  monitors  were  Installed 
on  a  single  stack  and  put  through  their 
paces  under  extreme  testing  conditions, 
without  the  benefit  of  Installation  fine- 
tuniiic  that  would  accompany  an  actual 
instauiation.  Shake-down  testing  of  this 
kind  produces  poorer  test  results  than 
can  be  expected  when  the  selected 
monitor  is  finally  installed  and  many  of 
the  problems  that  emerged  during 
shake-down  are  corrected.  Furthermore, 
because  gas  stratification  is  so  important 
in  measuring  volumetric  flow  ana  each 
site  has  a  unique  stratification  profile, 
flow  monitor  performance  tends  to  be 
very  installation  specific.  As  a  result,  it 
Is  not  uncommon  that  one  monitoring 
technology  performs  well  at  one  unit, 
while  a  different  technology  is  better 
suited  for  another  unit. 

With  this  in  mind,  it  is  noteworthy 
that  at  each  utility  unit  where  multiple 
brands  of  flow  monitors  were  tested,  at 
least  one  flow  monitor  modal  had  a  bias 
test  pass  rate  of  better  than  80  percent. 
In  fact,  at  four  of  the  five  utilities  testing 
multiple  brands  of  flow  monitors,  at 
least  one  monitor  model  bad  a  100 
percent  pass  rate  on  the  bias  test. 
Excluding  one  manufacturer's  monitor 
that  appears  to  have  had  recurring 
difficulty  eliminating  low  bias,  65.1 
percent  of  the  remaining  43  RATAs 
passed  the  bias  test. 

These  teet  results  provide  additional 
support  for  EPA's  conclusion  that  the 
bias  test  performance  standard  is  within 
the  technical  capabilities  of  curreiU  Raw 
monitoring  technology. 

If)  Exemption  from  oias  test.  Some 
commenters  proposed  retaining  the  bias 
test  but  exempting  units  that  achieve 
excellent  results  on  the  relative 
accuracy  tast. 

Response:  EPA  does  not  support  this 
suggested  exemption.  Under  the 
proposed  regulations,  units  were 
already  rewarded  for  excellent  relative 
accuracy  results  by  being  allowed  to 
perform  less  frequent  RATAs.  Because 
bias  represents  systematic  rather  than 
random  wror,  it  is  correctable  and, 
therefore,  should  ba  eliminated  to 
ensure  that  the  monitoring  program 
provides  the  level  of  accuracy  required 
for  compliance  with  the  emissions 
standards  mandated  by  the  Clean  Air 
Act  Amendments  and  for  effective 
functioning  of  the  allowance  trading 
program. 

Furthermore,  waiving  the  test  for  low 
bias  could  have  serious  environmental 
consequences  even  when  relative 
accuracy  is  vary  low.  As  its  name 
implies,  relative  accuracy  reveals  the 
proportional  iBlationship  between 
iaaaauacy  in  tha  CEMS  and  the  avarafis 
emissions  level  of  tba  unit  being  tastad. 
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For  high  emitters,  e.g.,  units  whose 
mean  SO2  emissions  concentration 
could  measure  as  high  as  3000  ppm,  the 
absolute  magnitude  of  the  inaccuracy 
may  be  environmentally  significant, 
even  though  its  relative  size  (i.e.,  the 
relative  accuracy)  is  small.  Thus, 
excellent  relative  accuracy  can  obscure 
the  presence  of  environmentally 
consequential  and  operationally 
correctable  inaccuracy  that  only  the  bias 
test  will  reveal. 

(g)  Daily  calibration  error  test  and 
periodic  quality  control  (QC)  instead  of 
the  bias  test.  One  commenter  called  for 
replacing  the  proposed  bias  test  with 
"the  daily  calibration  error  test  and 
periodic  QC." 

Response:  EPA  supports  the  use  of  the 
calibration  error  test  and  periodic  QC  as 
important  components  of  a 
comprehensive  quality  assurance/ 
quality  control  (QA/QC)  program. 
However,  by  themselves  QA/QC 
procedures  and  calibration  testing  can 
neither  detect  nor  eliminate  many 
important  sources  of  bias.  For  example, 
calibration  testing  is  luilikely  to  detect 
bias  attributable  to  incorrect  calibration 
gas  values,  uncorrected  sensitivity  to 
pressure  and  temperature,  non- 
representative  sampling,  interferences 
from  flue  gas  constituents,  or  scrubbing 
by  precipitates  on  the  particulaite  filter. 
Without  a  means  to  detect  these  sources 
of  bias.  QA/QC  procedures  would  be 
blind  to  their  presence  and  would  be 
unlikely  to  correct  the  problem.  Only 
the  RATA-based  bias  test,  which 
compares  the  installed  GEMS  to  an 
independent  reference  monitoring 
method  under  actual  operating 
conditions,  can  detect  all  major  sources 
of  systematic  measurement  error  that 
constitutes  bias.  If  the  calibration  and 
QA/QC  procedures  proposed  by  the 
commenter  are  conscientiously 
implemented  in  concert  with  periodic 
RATA-based  bias  and  relative  accuracy 
tests,  monitor  accuracy  as  required  by 
the  Clean  Air  Act  Amendments  should 
be  achieved. 

(h)  Calibration-based  bias  test  and 
adjustment  factor.  As  an  alternative  to 
the  RATA-based  bias  test,  some 
commenters  proposed  retaining  the  one- 
tail  t-test  but  applying  it  to  data 
obtained  from  the  daily  calibration  test 
instead  of  data  from  the  periodic  RATA. 
They  supported  their  proposal  by  noting 
that  the  pass-fail  rates  on  the  two  tests 
are  comparable.  In  addition,  they  noted 
that  the  bias  adjustment  resulting  from 
their  alternative  bias  test  was 
substantially  lower  on  average  than  that 
adjustment  factor  derived  from  the 
RATA-based  test. 

Response:  The  suggested  calibration- 
based  bias  test  is  flawed  on  engineering 


and  statistical  grounds.  Two  problems 
with  a  cal-gas  based  bias  test  from  an 
engineering  standpoint  are  its  lack  of  an 
independent  test  procedure  and  failure 
to  detect  all  sources  of  bias.  First,  to 
objectively  quantify  GEMS  accuracy 
requires  an  independent  test.  That  is, 
the  standard  against  which  the  CEMS  is 
checked  should  share  no  components  in 
common  with  the  CEMS.  For  the  RATA 
test,  where  the  reference  method  shares 
no  components  with  the  installed 
CEMS,  this  condition  holds.  In  contrast, 
the  calibration  test  is  not  an 
independent  test,  since  the  same  CEMS 
u^ed  to  perform  emissions 
measurements  is  also  used  to  measure 
calibration  gas  concentration.  Second, 
the  cal-based  bias  test  is  capable  of 
detecting  only  a  few  of  the  potential 
sources  of  CE^S  bias.  The  cal-based  test 
should  be  able  to  detect  bias  caused  by 
electronic/optical  drift,  improper 
interfacing  of  the  analyzer  and  the  data 
acquisition  system,  and  loss  of  gas  by 
absorption  or  adsorption.  It  may  be  able 
to  detect  bias  caused  by  system  leaks 
and  plugging  and  by  improper 
microprocessor  corrections.  However,  it 
is  unlikely  to  be  able  to  detect  bias 
caused  by  incorrect  calibration  gas 
values,  uncorrected  sensitivity  to 
pressure  and  temperature,  non- 
representative  sampling,  interferences 
from  flue  gas  constituents,  or  scrubbing 
by  precipitates  on  the  particulate  filter. 
In  essence,  the  cal-based  bias  test 
simply  detects  consistent  daily 
electronic/optical  drift  and  operator 
introduced  error,  not  full  system  bias. 

From  a  statistical  perspective,  there 
are  several  serious  drawbacks  to  use  of 
the  cal-gas  based  bias  test.  First,  because 
the  calibration  procedure  adjusts  the 
CEMS  based  on  the  previous  day's  drift, 
the  test  procedure  itself  introduces  time 
dependencies  into  the  data,  possibly 
limiting  the  applicability  of  the  t-test. 
This  contrasts  with  the  RATA-based 
bias  test.  While  the  process  being 
measured  may  display  time 
dependencies,  the  RATA-based  test 
procedure  is  unlikely  to  introduce  time 
dependencies  into  the  data. 

Second,  if  the  calibration  procedure  is 
not  completely  automated  and  an 
operator  adjusts  the  CEMS  each  time  a 
calibration  is  performed,  it  is  difficult  to 
determine  whether  the  t-test  is  picking 
up  bias  in  the  installed  CEMS  or 
systematic  error  introduced  by  the 
operator's  role  in  the  test  procedure. 
Unlike  the  RATA-based  bias  test,  where 
the  test  protocol  and  reliance  on  an 
independent  reference  method 
minimize  the  chance  of  systematic  error 
being  introduced  by  the  tester,  there  are 
no  such  inherent  procedural  safeguards 
in  the  cal-gas  bias  test.  An  operator's 


intervention  in  the  calibration  test  also 
raises  the  possibility  of  obscuring  of  bias 
through  over-adjustments  of  the  daily 
measurements  on  which  the  bias  test 
depends.  For  example,  if  an  operator 
repeatedly  over-adjusts  up  one  day  and 
over-compensates  low  the  next  day.  the 
presence  of  bias  is  likely  to  be  hidden 
by  the  oscillating  over-adjustments. 

Besides  these  problems  with  the  cal- 
based  bias  test,  the  commenter's 
observation  that  the  cal-based  test's 
pass/fail  rate  is  close  to  the  pass/fail  rate 
on  the  RATA-based  bias  test  is 
irrelevant.  The  two  tests  are  measuring 
two  different  phenomenon,. which  are 
not  necessarily  correlated.  Any 
closeness  of  pass/foil  rates  is  tnerefore 
likely  to  be  purely  coincidental. 

(i)  Performing  RATA-based  bias  test 
only  at  initial  certification.  Some 
commenters  proposed  that  the  RATA- 
based  bias  test  only  be  performed  at 
initial  certification  of  the  CEMS.  Some 
of  these  commenters  proposed  using  a 
bias  test  based  on  daily  calibration  data 
after  certification;  others  proposed  using 
the  calibration  error  test  and  routine 
quality  control  procedures  to  prevent 
bias. 

Response:  While  it  is  particularly 
important  to  perform  the  RATA-based 
bias  test  at  initial  certification  of  the 
monitor,  when  many  installation-related 
sources  of  bias  can  be  detected  and 
overcome,  periodic  RATA-based  bias 
testing  is  equally  important  after 
installation,  because  it  represents  the 
only  reliable  way  to  detect  and  correct 
bias  that  can  arise  once  the  CEMS 
begins  operation.  Routine  occurrence 
(like  precipitate  buildup  on  the  probe) 
and  impredictable  events  (like  lightning 
strikes)  can  cause  installation  and 
operating  conditions  to  change  over 
time,  and  these  changes  can  cause 
monitor  bias  which  could  go  undetected 
without  periodic  RATA-based  bias 
testing.  As  explained  above,  neither 
calibration  error  testing  nor  bias  testing 
based  on  calibration  data  can  detect 
many  of  the  major  sources  of  bias  that 
arise  during  initial  installation  or 
extended  operation.  EPA  believes  that 
periodic  RATA-based  bias  testing  is  the 
most  reliable  way  to  determine  whether 
bias  has  developed  in  the  monitoring 
system. 

(2)  Bias  Adjustment  Factor:  Comments 
and  Responses 

Comments  for  and  against  the 
proposed  bias  adjustment  factor  were 
about  evenly  divided.  Many 
commenters  supported  the  adjustment 
as  an  important  element  in  an  efi'ective, 
yet  flexible,  monitoring  program.  Many 
others  recommended  dropping  the  bias 
adjustment  factor  and  emphatically 
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stated  that  bias  test  failure  should  not 
result  in  the  monitor  being  desi^ated 
"out  of  control,"  as  was  once 
contemplated,  but  not  subsequently 
proposed,  as  an  alternative  to  the  bias 
adjustment.  A  number  of  commenters 
proposed  variations  on  how  the 
adjustment  should  be  computed  and 
when  it  should  be  applied. 

(a)  Technical  justifiability  of  the 
adjustment  factor.  Some  commenters 
contended  that  the  bias  adjustment, 
based  on  the  RATA  test,  is  technically 
insupportable.  In  part,  their  position 
rests  on  the  argument,  summarized 
above,  that  the  RATA-based  t-test  itself 
is  not  an  appropriate  measure  of  bias. 
Furthermore,  the  conunenters 
maintained  that  an  adjustment  factor 
derived  from  a  nine-run  RATA  "would 
result  in  an  artificial  inflation  of 
reported  emissions  that  would  remove 
SO2  allowances  from  the  marketplace." 
Response:  It  should  be  noted  that  the 
adjustment  factor  is  a  regulatory 
mechanism  intended  to  add  flexibility 
to  the  performance  testing  program.  The 
adjustment  factor  gives  units  an 
alternative  to  eliminatinR  the  sources  of 
bias,  while  minimiring  the  likelihood 
that  emissions  measurements  will  be 
under-reported.  When  low  bias  is 
detected  by  the  t-test.  a  source  can 
choose  either  to  find  the  cause  of  the 
problem  and  fix  it  or  to  adjust 
subsequent  emissions  measurements  by 
a  factor  commensurate  with  the  extent 
of  bias  detected  at  the  time  of  the  RATA. 
Deriving  the  bias  adjustment  factor 
directly  from  the  RATA  results  means 
that  there  is  no  "artificial  yiflation," 
over-compensation,  or  conservativeness 
involved,  because  it  reflects  conditions 
exactly  as  they  are  at  the  time  of  the 
RATA.  ^      ^ 

EPA's  analysis  indicates  that  the 
average  bias  adjustment  factor  is  likely 
to  be  below  5  percent.  In  the  SO2  lbs/ 
KIMBtu  RATA  database,  the  average 
bias  adjustment  factor  was  4.4  percent 
for  RATAs  that  met  the  RA<10  percent 
relative  accuracy  requirement  but  failed 
the  bias  test.  For  these  RATAs  the 
adjustments  ranged  fet)m  0.89  percent  to 
6.99  percent.  Thus,  the  bias  adjustment 
factor  would  appear  to  provide  utilities 
with  a  reasonable  and  practical 
alternative  to  repair  a  low  biased  CEMS. 

(b)  Bias  adjustment  factor  for  high 
bias  as  well  as  low  bias.  Some 
commenters  proposed  that  the  bias 
adjustment  factor  should  not  only  be 
applicable  to  monitors  that  measure 
consistently  low  (i.e.,  low  biased 
CEMS),  but  also  to  those  that  measure 
consistently  high  (i.e.,  higji  biased 
CEMS). 

Response:  EPA  believes  this 
modification  is  neither  necessary  nor 


desirable.  As  proposed  in  the 
regulations,  the  bias  adjustment  factor 

(irovides  an  incentive  for  eliminating 
ow  bias,  comparable  to  the  financial 
incentive  that  the  allowance  market 
gives  to  eliminating  high  bias.  In 
tandem,  these  twin  incentives  will 
provide  a  self-enforcing  mechanism, 
virtually  bee  of  regulatory  intervention, 
for  minimizing  monitor  bias— both  high 
and  low.  An  adjustment  for  high  bias 
would  remove  the  self-enforcing  market 
incentive  for  eUminating  high  bias  and 
require  the  imposition  of  a  more 
burdensome  administrative  procedure 
for  controlling  high  bias.  There  is  also 
no  environmental  justification  for  an 
adjustment  factor  for  high  bias. 

(c)  Bias  adjustment  for  flow  monitors. 
A  number  of  flow  monitor  vendors 
expressed  concern  that  bias  test  results 
and  the  corresponding  bias  adjustment 
are  likely  to  vary  substantially  at  the 
three  different  load  levels  required  for 
the  flow  monitor  RATA  test.  It  was 
feared  that  requiring  a  bias  adjustment 
factor  to  be  derived  only  at  the  normal 
load  level  might  inadvertently  distort 
monitor  accuracy  at  other  load  levels. 

Response:  The  bias  adjustment  factor 
specified  in  the  proposed  regulations  is 
not  a  mechanism  for  calibrating  the  flow 
monitor  to  the  reference  method  over 
the  load  range.  Such  a  calibration 
procedure  can  be  incorporated  into  a 
manufacturer's  proprietary 
instrumentation,  for  example,  by  means 
of  a  regression  ciuve,  as  suggested  by 
one  vendor.  Rather,  the  bias  adjustment 
factor  is  simply  a  regulatory  n^echanism. 
giving  sources  an  alternative  to 
eliminating  the  causes  of  bias,  while 
minimizing  the  likelihood  that  flow 
measurements  will  be  under-reported. 
EPA  requires  the  flow  monitor  bias  test 
to  be  computed  only  on  the  RATA  data 
collected  at  the  normal  operatine  level. 
However,  if  the  bias  test  is  failed,  at 
normal  load,  the  bias  adjustment  to  be 
applied  to  subsequent  data  are  the 
largest  of  the  adjustments  derived  from 
the  low,  normal,  and  high-load  RATAs. 
This  should  avert  under-reporting  of 
flow  measurements,  in  light  of  the 
commenters'  contention  that  the 
magnitude  of  the  bias  adjustment  factor 
may  not  be  uniform  across  load  levels. 
In  addition,  during  Phase  I  of  the  Acid 
Rain  Program.  EPA  will  analyze  data 
from  the  low-  and  high-load  RATA  tests 
to  see  if  bias  test  results  at  these  loads 
would  have  diverged  substantially  from 
those  obtained  at  the  currently  required 
normal  load  level  and  will  continue  to 
evaluate  the  bias  test  requirements  for 
flow  monitors. 

The  extensive  analysis  of  comments 
on  bias  described  here  has  led  EPA  to 
conclude  that  the  RATA-based  bias  test 


and  the  bias  adjustment  factor  are  sound 
and  essential  elements  in  a  performance 
testing  program  for  assuring  the 
accuracy  of  CEMS.  Unlike  other 
alternatives  proposed,  the  RATA-based 
bias  test  provides  a  procedure  for 
detecting  systematic  error  that  tests  the 
full  system  against  an  independent 
reference  method  monitoring  system 
under  actual  operating  conditions.  In 
tandem  with  the  bias  adjustment  factor, 
this  procedure  represents  a  cost 
effective  and  self-enforcing  mechanism 
for  eliminating  systematic  error  from 
monitoring  systems. 

D.  Flow  Monitors 

Commenters  raised  seven  major  issues 
related  to  flow  monitoring.  Three 
pertained  to  the  RATA  (relative 
accuracy  test  audit)  for  flow  monitors: 
Proposed  changes  to  the  relative 
accuracy  standard;  the  requirement  that 
RATAs  be  performed  at  three  load 
levels;  and  the  required  frequency  of 
RATAs.  In  addition,  commenters 
charged  that  there  was  not  a  "level 
playing  field"  for  all  flow  monitor 
technologies,  asserting  that  the 
proposed  calibration  test  for  flow 
monitors  was  discriminatory  against 
specific  technologies.  Commenters  also 
questioned  the  n^d  for  an  orientation 
sensitivity  test.  There  were  also 
comments  on  the  proposed  definition  of 
"span"  for  flow  monitors.  Finally,  there 
was  a  comment  on  the  petition  process 
for  alternative  monitoring  locations  for 
flow  monitors. 

(1)  Relative  Accuracy  Standards 

The  proposed  rule  required  that  flow 
monitors  meet  a  15  percent  relative 
accuracy  (RA)  standard  through 
December  31, 1999  and  a  10  percent  RA 
standard  thereafter.  Because  the 
mathematical  structure  of  the  RA 
statistic  makes  it  very  difficult  to 
achieve  the  10  percent  RA  standard 
when  the  flow  rate  is  low,  the  proposed 
rule  would  have  allowed  flow  monitors 
to  be  within  ±1  foot  per  second  (^s)  of 
the  reference  value,  rather  than 
achieving  10  percent  RA,  when  the  flow 
rate  was  less  than  or  equal  to  10  ^s. 

EPA  received  many  comments 
regarding  the  proposed  flow  monitor  RA 
standards.  Some  commenters 
maintained  that  the  proposed  flow 
monitor  RA  standards  were  too  stringent 
and  could -not  be  supported  with  EPA's 
limited  database.  Some  of  these 
commenters  also  claimed  that  the 
proposed  RA  standards  were  beyond  the 
capabilities  of  current  flow  monitoring 
technology.  Several  commenters 
suggested  extending  the  15  percent  RA 
standard  through  Hiase  H;  two  other 
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commenters  proposed  a  20  percent  RA 
standard  throughout  Phases  I  and  n. 

However,  other  commenters  stated 
that  the  proposed  flow  monitor  RA 
standards  were  not  stringent  enough. 
They  asserted  that  a  10  percent  standard 
for  Phase  I  was  clearly  achievable  based 
on  the  evidence  cited  in  the  preamble  to 
the  proposed  rule.  One  commenter 
stated  that  a  15  percent  RA  standard 
was  very  liberal,  while  another  claimed 
that  the  flow  monitor  Phase  I  RA 
standard  could  be  tightened  to  better 
than  5  percent. 

Response:  Eighty-two  percent  of  the 
73  RATAs  now  in  the  EPA  database 
pass  a  15  percent  RA  standard,  and  70 
percent  pass  a  10  percent  standard.  The 
EPA  believes  that  these  test  results 
justify  retention  of  the  proposed  RA 
standards  in  the  final  rule,  except  the 
low  flow  standard,  which  is  discussed 
below. 

Some  commenters  urged  EPA  to 
change  the  low  flow  accuracy  standard 
from  ±1  fps  to  ±2  fps  and  to  clarify  that 
a  unit  with  low  flow  conditions  may 
apply  either  the  low  flow  accuracy  test 
or  the  standard  RA  test. 

Response:  Upon  further  consideration 
of  the  measurement  capabilities  of  flow 
monitors,  EPA  has  decided  to  accept  the 
commenters'  suggestion  to  change  the  * 
low  flow  accuracy  standard  to  ±2  fps  for 
flows  less  than  or  equal  to  10  fps.  The 
final  rule  will  also  make  it  clear  that  in 
low  flow  situations,  imits  can  satisfy 
their  relative  accuracy  requirements  by 
achieving  either  the  ±2  fjps  specification 
or  the  applicable  RA  standard.  The  EPA 
believes  that  this  change  better 
accommodates  the  low  flow  thresholds 
of  current  flow  monitoring  technologies 
and  should  prevent  unwarranted  RATA 
failures. 

(2)  Three-Level  Relative  Accuracy  Test 

The  proposed  regulations  would  have 
required  the  operator  to  perform 
separate  relative  acciuracy  tests  on  flow   . 
monitors  at  low,  normal,  and  high  flow 
rates  or  at  low,  normal,  and  high  unit 
operating  levels.  The  three-level  relative 
accuracy  tests  were  to  be  conducted  at 
the  initial  certification  of  the  flow 
monitor  and  annually  thereafter  as  part 
of  the  quality  assiu-ance  performance 
requirements  for  flow  monitors. 

Two  commenters  supported  the 
concept  of  an  annual  3-level  audit  for 
flow  monitors.  Others  stiggested  that  the 
3-level  flow  monitor  RATA  not  be 
performed  annually,  but  only  (1)  at 
certification  and  (2)  when  a  change  in 
stack/duct  configuration  necessitated 
recertification  of  the  monitor.  To 
support  their  position,  these 
conunoiters  dted  the  additional  testing 
costs  of  multiple  RATAs,  the  small 


likelihood  that  the  flow  profile  would 
change  absent  stack/duct  changes,  and 
the  potential  interference  of  the  multi- 
level requirement  with  the  economic 
dispatch  of  electricity. 

Response:  EPA's  analysis  shows  that 
numerous  conditions  may  arise  after 
siting,  installation,  and  certification  of  a 
flow  monitor  to  change  a  flow  profile. 
These  include:  in-leakages  or  out- 
leakages  in  ducts  or  stacks,  complete  or 
partial  disintegration  of  dampers  or 
straightening  vanes,  stack  or  duct 
blockages  due  to  caking,  and  changes  in 
fan  performance.  These  changes  can 
occur  without  necessarily  trimering 
recertification,  yet  can  afiect  flow 
monitor  performance.  The  EPA  believes 
that  only  the  annual  3-level  audit  can 
determine  whether  monitor 
performance  has  been  significantly 
adversely  affected  by  sudi  changes 
since  certification. 

While  EPA  expects  that  the  cost  of  3- 
level  relative  accuracy  tests  will  be 
somewhat  higher  than  a  1-level  test,  the 
marginal  cost  of  performing  the  two 
additional  RATAs  should  be  modest  if 
all  three  tests  are  performed 
consecutively.  This  vdll  ensure  that  two 
major  costs  will  remain  one-time 
expenditures  for  all  three  RATAs:  the 
cost  to  transport  the  test  team  to  the  site 
and  the  cost  of  setting  up  and  breaking 
down  the  test  equipment.  Annual  RATA 
tests  can  be  planned  months  in  advance 
and  scheduled  t»  integrate  into 
economic  electric  dispatch.  Thus.  EPA 
anticipates  that  utilities  should  be  able 
to  maintain  adequate  electrical 
generation  in  the  affected  area  during 
the  3-level  testing  through  planned 
dispatching  arrangements. 

Based  on  this  assessment,  the  final 
rule  retains  the  annual  3-level  flow 
monitor  RATA  requirement.  However,  it 
broadens  and  increases  the  flexibility  in 
defining  each  of  the  3  test  levels  and 
clarifies  the  RATA  testing  requirements 
for  flow  monitors  installed  on  common 
stacks. 

(3)  RATA  Frequency 

The  proposed  rule  specified  quarterly, 
semiannual  and/or  annual  RATA 
&«quency.  depending  on  whether  the 
flow  monitor  performed  a  daily 
electronic  drift  test  or  a  calibration  error 
test  and  on  the  relative  accuracy  level 
achieved.  Monitors  that  performed  a 
daily  drift  test,  instead  of  a  daily 
calibration  error  test,  and  obtained 
relative  accuracy  results  greater  than  10 
percent  were  required  to  perform 
quarterly  RATAs. 

(a)  Quarterly  RATAs.  Some 
commenters  stated  that  quarterly 
RATAs  were  unreasonable  and 
excessive  for  any  flow  monitor  that  is 


checked  daily.  Other  commenters 
favored  the  calibration  error  test  over 
the  electronic  drift  test,  argtiing  that  the 
calibration  error  test  viras  more 
meaningful.  One  commenter 
recommended  dropping  the  electronic 
drift  test  option  entirely.  Nevertheless, 
most  commenters  supported  the 
proposal  to  reduce  RATA  fivquency  for 
flow  monitors  achieving  superior 
relative  accuracy  and  stated  that  the 
proposed  reduced  fi^quency  reward 
system  woidd  provide  an  incentive  to 
maintain  and  improve  CEMS 
performance.  In  contrast,  one 
commenter  opposed  reducing  RATA 
frequency  to  less  than  quarterly  and 
suggested  an  incentive-based  system 
that  would  credit  and  debit  allowances 
by  indexing  the  relative  accuracy 
standard  to  the  best  industry 
performere. 

Response:  After  carefully  considering 
the  range  of  comments  on  RATA 
frequency  and  criticisms  of  the 
electronic  drift  test,  EPA  has  decided  to 
delete  the  proposed  requirement  of 
quarterly  RATAs  and  the  option  of 
performing  an  electronic  drift  test  in 
place  of  the  calibration  error  test.  At  the 
same  time,  as  discussed  in  section  4 
below,  the  final  rule  expands  the 
allowable  procedures  that  can  be 
followed  in  performing  calibration  tests 
en  flow  monitors.  Field  studies  and 
equipment  specifications  show  that  all 
major  flow  monitor  technologies  should 
now  be  able  to  perform  the  calibration 
tests  as  specified  in  the  final  rule.  The 
EPA  beheves  that  the  elimination  of  the 
electronic  drift  test  and  the  addition  of 
expanded  calibration  test  procedures 
should  assure  daily  indication  of  proper 
operation  of  all  flow  monitors  as 
intended  in  the  proposed  regulations. 
Therefore,  because  of  thfe  deletion  of  the 
less  credible  electronic  drift  test,  which 
needed  quarterly  RATA  fi«quency,  EPA 
believes  semi-annual  RATA  frequency 
is  now  sufficient. 

EPA  rejected  the  proposal  to  credit 
and  debit  allowances.  Although  the 
proposal  has  merit  in  encouraging  better 
RATA  performance,  EPA  believes  it 
would  be  administratively  complex  and 
difficult  to  implement. 

(b)  Frequency  incentive  under  low 
flow  conditions.  Other  comments  on 
RATA  frequency  pertained  specifically  - 
to  low  flow  situations.  Commenters 
argued  that  under  low  flow  conditions 
the  RATA  fi«quency  incentive  system 
was  inapplicable  because  of 
technological  limits  on  achievable 
accuracy  when  flow  rates  drop  below  10 
fps.  The  commenters  proposed  that 
under  low  flow  conditions,  regardless  of 
the  accuracy  achieved,  RATAs  should 
be  performed  on  the  least  frequent  basis 
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required  for  that  type  of  flow  monitor, 
i.e.,  annually  for  those  performing  a 
calibration  error  test  and  semiannually 
for  those  performing  an  electronic  drift 

test.  ^      . 

Response:  EPA  believes  that  the* 
proposed  reduce^  RATA  frequency 
incentive  system  is  practical  at  low  flow 
rates  because  of  the  new  low  flow 
accuracy  standard  of  ±2  fps,  described 
above.  Consequently.  EPA  is  extending 
the  RATA  frequency  incentive  system  to 
low  flow  rate  conditions.  Under  such 
conditions,  flow  monitors  will  qualify 
for  reduced  RATA  frequency  when  the 
flow  monitor  mean  is  within  ±1.5  ^s  of 
the  reference  method  mean.  Thus,  if  a 
flow  monitor  meets  this  standard  and 
corresponding  incentive  thresholds  on 
the  other  levels  of  the  3-level  RATA,  it 
may  perform  its  next  RATA  in  12 
months  rather  than  six  months. 
Manufacturer  specifications  for  many 
flow  monitors  indicate  that  they  are 
capable  of  meeting  the  1.5  fps  standard. 

EPA  believes  that  extending  the 
incentive  system  to  low  flow  conditions 
will  provide  the  same  incentive  for 
improved  accuracy  xrnder  low  flow 
conditions  as  under  normal  flow 
conditions.  It  should  also  reduce  the 
required  frequency,  and  hence  the  cost, 
of  performing  RAT  As. 

(4)  Level  Playing  Field 

At  the  time  the  proposed  rule  was 
drafted  only  ultrasonic  flow  monitors 
were  known  to  be  performing 
calibration  error  tests  on  the  entire  flow 
monitoring  system —  from  sampling 
point  through  and  including  the  data 
acquisition  and  handling  system.  Thus, 
in  the  proposed  regulations,  only 
ultrasonic  monitors  were  required  to 
perform  the  calibration  error  test,  while 
non-ultrasonic  monitors  could  either 
perform  this  test  or  conduct  an 
electronic  drift  test.  However,  if  they 
chose  the  latter,  which  only  checks  the 
stability  of  the  monitor's  electronics,  not 
the  full  system,  they  were  required  to 
perform  more  frequent  RATAs.  In 
addition,  the  preamble  requested 
comments  on  a  proposal  for  a  modified 
calibration  test  procedure  for 
differential  pressxire  monitors,  which 
would  be  allowed  to  test  from  a  point 
outside  the  stack,  rather  than  from  the 
probe  tip,  through  the  data  acquisition 
and  handling  system. 

The  proposed  flow  monitor 
calibration  error  test  was  seen  as 
discriminatory  by  several  commenters, 
particularly  vendors  of  thermal  and 
differential  pressure  flow  monitors, 
lliese  vendors  stated  that  the  proposed 
requirements  were  detrimental  to  their 
competitive  positions  and  could  drive 
them  out  of  the  market  imless  the 


calibration  error  test  were  changed. 
Several  ultrasonic  and  thermal  flow 
monitor  vendors  supported  the 
calibration  error  test  as  proposed. 
Differential  pressure  flow  monitor 
vendors  supported  the  modified 
calibration  error  test  procediue, 
performed  from  a  point  outside  the 
stack,  rather  than  from  the  probe  tip, 
provided  that  the  probe  is  regularly, 
backpurged. 

Response:  The  final  rule  dehneates 
two  acceptable  procedures  that  can  be 
used  in  performing  the  calibration  error 
test  on  any  flow  monitor:  (1)  A  system 
check  from  and  including  the 
transducer/transceiver  through  and 
including  the  data  acquisition  and 
handling  system  in  combination  with 
daily  or  more  frequent  backpurge/probe/ 
transceiver  cleaning,  or  (2)  a  full  system 
test  from  and  including  the  sampling 
point,  through  and  including  the  data 
acquisition  and  handling  system. 
Whichever  of  these  procedures  is 
employed,  all  monitors  are  also  required 
to  perform  an  interference  check  no  less 
frequently  than  every  24  hours.  The 
interference  check  is  a  means  to  detect 
and  correct  plugging,  fouling,  and 
malfunctions  that  could  interfere  with 
the  cahbration  test.  Field  studies  and 
equipment  specifications  show  that 
each  of  the  three  main  types  of  flow 
monitors  (thermal,  differential  pressure, 
and  ultrasonic)  are  capable  of 
performing  the  calibration  error  test, 
promulgated  in  today's  rule. 

(5)  Orientation  Sensitivity  Test 

To  ensure  that  flow  monitors  would 
be  properly  oriented  in  the  gas  stream, 
the  proposed  regulations  included  an 
orientation  sensitivity  test.  Several 
commenters  stated  that  the  orientation 
sensitivity  test  was  uimecessary  and 
difficult  to  perform  for  multi-port  or 
array-type  systems.  These  commenters 
also  suggested  that  the  periodic  RATA 
would  detect  flow  monitor  orientation 
problems. 

Response:  EPA  agrees  with  the 
commenters  that  proper  orientation  of  a 
flow  monitor  would  be  ensured  by 
periodic  RATAs.  Performing  an 
orientation  sensitivity  test  on  installed 
multi-port  or  array-type  flow  monitors 
may  be  problematic  because  of  the  size 
and  complexity  of  the  installation.  Out 
of  these  considerations,  the  orientation 
sensitivity  test  requirement  has  been 
deleted  firom  the  final  rule. 

(6)  Instrument  Span 

Commenters  urged  EPA  to  delete  or 
modify  the  proposiad  requirement  that 
the  span  of  the  flow  monitor  be  set  so 
that  average  measured  monthly 
volumetric  flow  fell  between  40-75 


percent  of  span.  They  maintained  that 
the  proposed  span  requirement  might 
not  serve  the  purpose  of  ensuring  more 
accurate  measurements  at  the 
predominant  flow  rates,  because  a  unit 
might  spend  half  its  time  at  full  load 
(e.g.,  during  the  day)  and  half  of  its  time 
at  low  load  (e.g.,  at  night)  and  thereby 
meet  the  monthly  average  40-75  percent 
requirement,  while  rarely  ever  actually 
measuring  at  40-75  percent  of  span. 
One  commenter  suggested  that  EPA 
change  the  span  requirement  to  an 
annual  average. 

Response:  EPA  agrees  that  diurnal 
changes  in  load  and  flow  rates 
commonly  occur,  making  it  possible  for 
a  flow  monitor  to  meet  the  proposed 
monthly  average  40-75  percent  of  spnn 
requirement,  but  only  infrequently 
actually  measure  flow  rates  at  40-75 
percent  of  span.  The  purpose  of  the 
proposed  span  requirement  was  to  (a) 
ensure  that  flow  monitors  would 
measure  the  predominant  flow  rates  in 
the  middle  third  of  the  monitor's  span, 

(b)  minimize  full-scale  exceedances,  and 

(c)  prevent  artificially  high  spans  that 
might  diminish  the  monitor's  accuracy 
at  low  flow  rates. 

To  meet  these  goals  and,  at  the  same 
time,  be  responsive  to  public  comment, 
the  final  rule  drops  the  proposed 
requirement  that  average  monthly 
volumetric  flow  fall  within  40-75 
percent  of  span.  Instead,  the  final  rule 
defines  a  "maximum  potential  flow" 
value,  which  is  derived  from  the  cross 
sectional  area  of  the  stack  or  duct  where 
the  monitor  is  located,  the  maximum 
heat  input  of  all  units  feeding  into  that 
stack  or  duct,  and  the  amount  of 
combustion  air.  This  value  equals  the 
maximum  flow  possible  for  a  given 
stack  or  duct  configuration,  assuming  all 
units  feeding  into  the  stack  or  duct  are 
operating  at  their  maximum  heat  input. 
The  7-day  calibration  error  test, 
performed  at  initial  certification,  and 
the  daily  calibration  error  test  calibrate 
the  monitor  on  reference  values  set  at  0- 
20  percent  and  50-70  percent  of  the 
span.  In  addition,  the  final  rule  requires 
the  span  of  a  flow  monitor  to  be  set  at 
125  percent  of  the  maximum  potential 
flow  value.  This  requirement  should 
prevent  full-scale  exceedances. 

E.  Alternative  Monitoring  Systems 

Section  412(a)  of  the  Clean  Air  Act 
Amendments  of  1990  requires  that 
alternative  monitoring  systems  provide 
information  with  "the  same  precision, 
reliability,  accessibility,  and  timeliness 
as  that  provided  by  GEMS."  The 
proposed  regulations  designated 
certified  CEMS  as  the  benchmark  for 
evaluating  an  alternative's  performance. 
Thus,  to  demonstrate  equivalent 
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precision,  an  alternative  was  required  to 
pass  three  statistical  tests  evaluating  the 
CEMS  and  alternative  method  in  terms 
of  their  respective  systematic  error, 
random  error,  and  correlation.  To  meet 
the  reliability  criterion,  the  alternative 
was  required  to  match  a  certified  CEMS 
in  terms  of  annual  availability  and 
ability  to  achieve  performance 
speciHcations  and  quality  assurance 
requirements.  Finally,  to  meet  the 
accessibility  and  timeliness  criteria,  an 
alternative  had  to  match  the  CEMS' 
ability  to  record  requisite  emissions  data 
on  an  hourly  basis  and  report  results 
within  24  hours. 

(1)  Overview 

There  were  three  major  lines  of 
comments  oh  the  alternative  monitoring 
system  requirements.  One  commenter 
strongly  supf>orted  the  proposed 
requirements  for  alternative  monitoring 
systems  as  a  way  to  ensure  strict 
adherence  to  requirements  of  the  Clean 
,  Air  Act  Amendments.  Another 
commenter  thought  the  requirements 
needed  to  be  strengthened  by  not  only 
stipulating  that  alternative  monitoring 
systems  provide  information  equivalent 
to  CEMS,  but  also  that  the  alternatives 
meet  the  same  certification  and 
performance  test  requirements  as  a 
CEMS  (e.g.,  in  terms  of  relative 
accuracy).  A  third  set  of  commenters 
criticized  the  applicability  of  the 
statistical  tests  for  precision,  the 
stringency  of  these  tests,  the 
requirement  that  the  alternative  be 
compared  to  a  CEMS,  and  the  timeliness 
requirement.  Another  commenter 
objected  to  subjecting  an  alternative 
monitoring  procedure  to  all  of  the 
Appendix  B  "Quality  Assurance  and 
Quality  Control  Procedures,"  noting  that 
"meeting  this  criterion  may  be 
impossible." 

Response:  EPA  agrees  with  the  first 
commenter's  position  and  notes  that  the 
second  commenter's  concerns  were 
accommodated  in  the  proposed 
regulations.  An  approved  alternative 
monitoring  would  be  subject  to  all  the 
relevant  Part  75  requirements  as  a 
CEMS,  including  initial  certification 
and  periodic  performance  testing 
requirements.  As  stated  in  the  proposed 
regulations,  alternative  monitoring 
systems  must  satisfy  all  "the  applicable 
requirements  of  appendix  B"  unless  the 
owner  or  operator  can  demonstrate  to 
the  agency's  satisfaction  that  meeting 
the  requirements  is  physically  or 
technologically  impossible  and  can 
document  equivalent  or  superior 
performance  on  comparable  quality 
assurance  and  quality  control 
performance  standards.  The  agency 
.believes  that  these  provisions  will 


ensure  equivalency  %vith  a  certified 
CEMS  while  leaving  room  for  new 
technologies  that  may  employ 
innovative  monitoring  methods. 

The  remainder  of  this  section  on 
alternative  monitoring  systems  presents 
the  agency's  response  to  the  concerns 
raised  by  the  third  group  of 
commenters. 

(2)  Applicability  of  Statistical  Tests 

Some  commenters  argued  that  the 
three  proposed  statistical  tests  for 
precision  were  often  inappropriate, 
because  they  depended  on  statistical 
assumptions  that  were  often  not  met, 
namely,  that  the  data  are  normally 
distributed  and  independent  over  time. 

(a)  Normality  assumption.  One 
commenter  cited  several  studies  that 
found  emissions  data  to  be  loKnormally 
distributed  rather  than  normally 
distributed  and  to  exhibit  time 
dependency  (also  called 
autocorrelation).  To  support  their 
argument,  the  commenter  presented  22 
paired  hourly  data  points  obtained 
simultaneously  at  the  same  monitoring 
location  by  two  separate  test  teams, 
using  EPA  designated  Reference  Method 
6  for  measuring  SO2  concentration.  The 
commenters'  analysis  found  that  the 
data  did  not  support  the  assumptions  of 
normality  and  statistical  independence. 

Response:  "The  EPA's  own  statistical 
analysis,  conducted  to  evaluate  these 
comments,  contradicts  the  claim  that 
emissions  data  are  frequently  not 
normally  distributed.  To  evaluate 
normality,  EPA  applied  two  standard 
tests  (Shapiro- Wilk  test  and  Kolmogorov 
test)  in  conjunction  with  visual 
inspections  of  Quantile-Quantile  plots 
and  histograms  of  the  data.  These  were 
applied  to  the  commenter's  two  data 
sets  and  13  other  emissions  data  sets, 
containing  from  62  to  16,081  data 
points.  All  the  data  sets,  except  the  data 
from  the  commenter's  Test  Team  B, 
were  found  to  be  normally  distributed 
as  evidenced  by  their  yielding  extreme 
values  of  the  test  statistics,  unimodal 
symmetric  histograms,  and  straight 
diagonal  Quantile-Quantile  plots. 

"Tne  dispcirity  in  the  distributional 
form  of  Test  Team  A's  and  B's  data  may 
indicate  a  problem  in  one  or  both  team's 
implementation  of  Method  6.  Two  test 
teams  carrying  out  exactly  the  same 
reference  method  procedure 
concurrently  at  the  same  location  will 
obtain  different  measurement  values, 
but  they  should  not  obtain  data  with 
different  distributions,  unless  the  testing 
procedure  was  inconsistently  applied  or 
some  other  unrecognized  problem 
occurred. 

While  EPA's  analysis  does  not 
support  the  commenter's  contention 


about  the  distributional  form  of 
emissions  data,  the  regulations  have 
nevertheless  been  modified  to 
accommodate  the  possible  situation, 
highlighted  by  the  commenter,  where 
emissions  data  are  lognormally 
distributed.  If  such  a  case  does  arise,  the 
regulations  now  allow  using  a 
logarithmic  transformation  to  normalize 
the  data  before  the  three  statistical  tests 
are  applied. 

(bj  Independence  assumption.  The 
commenter  also  notes  that  the  validity 
of  the  statistical  tests  that  are  applied  to 
alternative  monitoring  systems  depends 
on  the  data  being  statistically 
independent  over  time.  The  commenter 
maintains  that  the  assumption  of 
independence  is  often  violated. 

Response:  EPA  finds  that  the 
commenter's  point  merits  attention. 
When  data  are  not  independent  over 
time,  its  variance  tends  to  be 
understated  by  standard  statistical 
procedures.  An  underestimated  variance 
could  distort  the  results  obtained  on 
some  of  the  proposed  statistical  tests. 
An  accepted  and  theoretically 
substantiated  way  to  compensate  for 
variance  underestimation  is  to  multiply 
the  variance  by  an  inflation  factor 
derived  from  an  autocorrelation  analysis 
of  the  data.  This  autocorrelation- 
adjusted  variance  is  then  used  in 
statistical  tests  that  are  premised  on  data 
independence.  The  EPA  has  augmented 
the  statistical  tests  for  alternative 
monitoring  systems  with  a  procedure  for 
computing  the  variance  inflation  factor. 
The  final  rule  identifies  the  conditions 
under  which  the  factor  would  be 
applied. 

(3)  Stringency  of  Statistical  Tests 

Besides  maintaining  that  the 
statistical  tests  were  inappropriate,  the 
commenter  also  argued  that  they  were 
so  stringent  that  "no  alternative 
monitoring  system  will  likely  ever  be 
certified."  This  claim  rests  mainly  on 
two  arguments. 

(a)  Argument  1 :  Two  reference 
methods  fail  the  test.  The  commenter 
applied  the  three  proposed  statistical 
tests  to  the  paired  data  from  the 
concurrently  run  Reference  Methods  6 
discussed  above.  The  side-by-side 
reference  methods  failed  the  tests, 
leading  the  commenter  to  conclude  that 
"If  two  identical,  concurrently  run 
Reference  Methods  *  *  •  cannot  pass 
the  alternatives  testing,  it  is  highly 
unlikely  that  any  alternative  system 
evaluated  against  a  Reference  Method 
(or  certified  monitor)  would  ever  pass." 

Response:  EPA  discounts  the 
credibility  of  the  commenter's  analysis, 
because  the  underlying  data  are  suspect 
and  the  sample  size  too  limited.  As 
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noted  earlier,  concurrent  measurements 
by  two  duplicate  reference  methods  at 
the  same  test  location  should  not 
produce  data  with  different  statistical 
distributions:  Test  Team  A's  data  was 
normally  distributed,  while  Test  Team 
B's  was  non-normal.  This  disparity 
suggests  a  flaw  in  one  or  both  of  the  test 
team's  implementation  of  the  reference 
method.  Drawing  conclusions  from  such 
data  are  questionable,  particularly  when 
the  conclusions  are  premised  on 
statistical  procedures  that  require  the 
two  data  sets  to  be  normally  distributed. 
In  addition.  EPA  believes  that  the 
sample  size  of  22  points  is  too  small  to 
support  the  commenter's  conclusion. 
(b)  Argument  2:  The  bias  test  is  so 
sensitive  to  "incredibly  small" 
measurement  differences  between  two 
data  sets  that  it  is  impossible  to  pass  the 
t-test.  The  commenter  maintains  that  the 
t-test  is  not  practically  useful  because  it 
detects  statistically  significant 
differences  that  are  not  practically 
significant. 

Response:  EPA  believes  that 
inconsistencies  in  the  underlying 
premises  render  this  argument 
unconvincing.  On  the  one  hand,  the 
commenter  asserts  that  the  t-test  cannot 
be  applied  to  the  cited  Reference 
Method  6  data,  because  the  paired 
differences  are  not  normally  distributed. 
Then,  ignoring  this  very  stricture,  the 
commenter  assumes  normality  and 
extrapolates  the  t-test  results  from  the 
cited  22  hours  of  data  to  720  hours  of 
hypothesized  data,  concluding  that  a 
mere  2  ppm  measurement  difference 
would  have  caused  failure  on  the  t-test 
at  the  larger  sample  size.  If  absence  of 
normality  made  it  inappropriate  to 
apply  the  t-test  to  the  22  hours  of  actual 
data,  as  the  commenter  claims,  then 
extrapolating  these  t-test  results  to  720 
hours  of  hypothetical  data  seems  even 
more  questionable. 

To  further  evaluate  the  commenter's 
concerns  about  the  stringency  of  the 
alternative  monitoring  statistical  tests, 
EPA  analyzed  30-60  days  of  houriy 
field  test  data  from  four  CEMS  installed 
on  a  common  duct  at  a  coal-fired  utility 
that  was  assessing  various  brands  of 
monitors  as  part  of  their  procurement 
process.  While  the  CEMS  were  not 
certified  and  this  was  not  a  controlled 
experiment  that  ensured  uniformity  in 
the  operation  of  the  four  CEMS,  the  data 
was  adequate  to  assess  the  stringency  of 
the  three  alternative  monitoring  system 
statistical  tests  in  a  situation  where  no 
deliberate  attempt  was  being  made  to 
meet  the  test  criteria.  Forty-one  separate 
data  subsets,  containing  30  or  more 
successive  days  of  paired  hourly  CEMS- 
CEMS  measurements  were  extracted 
from  the  field  data.  Of  these.  26  passed 


the  bias  test  and  20  passed  all  three 
statistical  tests  simultaneously.  Had  this 
been  a  controlled  experiment,  it  could 
be  expected  that  the  pass  rate  would 
have  been  even  higher.  In  any  case,  the 
analysis  demonstrates  that  the  three 
tests  are  not  impossibly  stringent,  as  the 
commenter  claims. 

While  EPA's  analysis  does  not 
corroborate  the  commenter's  claim  that 
the  proposed  standards  are  unattainable, 
the  data  screening  and  adjustment 
procedures,  discussed  in  the  preceding 
section  should  ensure  that  the  statistical 
tests  are  fully  applicable  even  vvhen  the 
data  are  not  independent  over  time. 
Together  with  the  issues  discussed 
above,  these  additions  to  the  final  rule 
should  address  the  commenter's 
concerns  about  the  achievability  of  the 
alternative  monitoring  system 
requirements.  Moreover,  EPA  believes 
that  by  clearly  articulating  the  standards 
that  will  be  used  in  evaluating  proposed 
alternatives  and  by  basing  these 
standards  on  objective  and  widely 
accepted  statistical  tests,  the  proposed 
alternative  monitoring  system 
requirements  should  reduce  the 
uncertainty  that  might  otherwise 
impede  technological  development. 

(4)  Testing  Against  a  Reference  Method 
Instead  of  a  CEMS 


Several  commenters  objected  to 
having  to  install  a  certified  CEMS  in 
order  to  perform  the  tests  needed  to  gain 
approval  for  an  alternative  method. 
They  pointed  out  that  there  were  sites 
where  an  alternative  was  being 
requested  because  it  was  not  possible  to 
install  a  CEMS.  They  proposed  that 
alternative  methods  be  certified  by 
testing  them  against  EPA  Reference 
Methods. 

Response:  The  Clean  Air  Act 
Amendments  specifically  stipulate  that 
alternative  monitoring  systems  provide 
information  with  the  same  precision, 
reliabihty.  accessibility,  and  timeliness 
as  that  provided  by  CEMS.  The  EPA 
interprets  this  as  requiring  comparison 
to  an  actual  CEMS.  Nevertheless,  since 
the  CEMS  must  be  certified  prior  to  and 
during  operation  by  comparison  to  the 
Reference  Method,  EPA  agrees  with  the 
commenters  that  a  reference  method 
may  be  used  whenever  they  are 
operated  to  provide  the  same  hourly 
data  that  would  form  the  basis  of  the 
CEMS  to  alternative  comparison  on 
which  the  criteria  are  based. 
Specifically,  the  reference  method 
would  have  to  produce  720  hourly 
emission  rates.  However,  many  EPA 
approved  reference  methods,  like  the 
manual  wet  chemistry  Method  6  for 
SO2.  are  completely  unsuitable  for  the 
round-the-clock  testing  required  to 


demonstrate  long-term  operational 
equivalency  to  a  CEMS.  Often  labor 
intensive,  the  reference  methods  were 
designed  to  provide  a  measurement 
standard  for  short-term  performance 
tests  like  the  Relative  Accuracy  Test 
Audit.  EPA  believes  they  are  not 
practical  for  long-term  equivalency 
testing.  Nevertheless,  today's  final  rule 
allows  for  the  generation  of  the  required 
hourly  emission  rate  data  through  the 
use  of  reference  method  testing  as  well 
as  an  actual  CEMS  to  be  compared  with 
an  alternative  monitoring  system  as 
specified  in  the  rule. 

(5)  Timeliness  Requirements 

Arguing  that  it  is  "legally  unnecessary 
and  unreasonable  as  a  practical  matter." 
one  commenter  objected  to  defining 
timeliness  as  the  ability  to  provide 
hourly  data  and  issue  a  record  of  the 
data  for  the  previo\is  day  within  24 
hours. 

Response:  EPA  disagrees  with  the 
commenter.  The  market-based 
regulatory  process  demands  an 
unprecedented  degree  of  accuracy  in  the 
emissions  totals  that  are  used  to 
calculate  allowances.  The  more 
aggregated  the  measurements,  the  less 
verification  is  possible,  and  the  less  will 
be  the  assurance  of  accurate  allocation 
of  allowances.  Both  CEMS  and 
approved  alternative  monitoring 
systems  must  be  able  to  provide  data  in 
hourly  increments  and  report  data 
within  24  hours  if  the  Acid  Rain 
Program  is  to  implement  effective 
quality  assurance  and  control 
procedures,  validate  emissions  data,  and 
correct  problems  before  the  end  of  year 
allowance/emissions  reconciliation.  The 
timeliness  requirements  are  also 
necessary  for  the  proper  functioning  of 
the  missing  data  procedure,  which 
depends  on  hourly  values  to  ensure  that 
substituted  values  are  derived  from 
verifiable,  quality  assured  historical 
data.  EPA  believes  that  the  requirements 
are  practically  justified  and 
technologically  feasible,  as  discussed 
above.  In  addition,  the  requirements  are 
not  unduly  burdensome  for  the 
regulated  community,  being  equivalent 
to  those  mandated  by  the  Clean  Air  Act 
Amendments  for  CEMS. 

F.  Afiss/ng  Data  Procedure 

Section  412(d)  of  the  Clean  Air  Act 
requires  EPA  to  prescribe  a  method  for 
calculating  emissions  when  valid  data 
are  not  being  supplied  by  a  unit's 
continuous  emissions  monitoring 
system  (CEMS)  or  by  an  approved 
alternative  monitoring  system.  To  meet 
this  requirement,  the  proposed 
regulations  established  a  missing  data 
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substitution  procedure,  designed  to 
achieve  five  major  goals: 

•  To  encourage  ue  use  of  CEMS  as 
the  primary  method  for  determining 
emissions  and,  at  the  same  time,  foster 
effective  operations  and  maintenance 
programs  by  putting  in  place  strong 
incentives  for  minimizing  monitor 
downtime  and  maximizing  data  capture 
rates. 

•  To  replace  missing  values  with 
modest  estimates  when  monitor 
availability  has  been  good  and  missing 
data  periods  have  been  short. 

•  To  replace  missing  values  with 
mora  conservative  estimates  when 
monitor  availability  has  been  poor  and 
missing  data  periods  have  been  long. 

•  To  establish  a  procedure  that  is 
automatic  in  its  execution,  relying  only 
on  the  CEMS-generated  emissions 
database,  thereby  minimizing  the  need 
for  enforcement  actions  and  supporting 
the  smt)oth  and  unambiguous  operation 
of  the  program. 

•  To  establish  a  procedure  that  is 
readily  implementable  by  all  affected 
units  and  not  administratively 
burdensome  for  units  or  EPA. 

The  missing  data  procedure, 
established  to  achieve  these  goals,  is  a 
multi-tiered  computational  routine  for 
deriving  a  substitution  value  from  the 
values  previously  recorded  by  the 
monitor.  The  procedure  is  based  on  the 
premise  that  the  longer  the  gap  in 
recorded  data  and/or  the  lower  the 
annual  monitor  availability,  the  more 
conservative  the  value  to  be  substituted. 
In  concert,  two  trigger  conditions 
determine  the  conservativeness  of  the 
substituted  value.  The  first  trigger 
condition  is  annualized  availability,  i.e., 
the  percentage  of  the  immediately 
preceding  8760  unit  operating  hours  in 
which  valid,  quality  assured  data  was 
obtained.  (Note  that  for  the  purposes  of 
the  missing  data  procedure,  there  are 


8760  hours  in  a  year,  2160  hoius  in  a 
quarter,  and  720  hours  in  a  month.)  The 
annualized  availability  determines  the 
calculation  tier  that  applies:  Monitors 
whose  annualized  availability  has  been 
good  (i.e.,  95  percent  or  better)  would 
employ  the  calculation  options  on  the 
top  tier  where  the  resulting  substitution 
values  are  likely  to  be  least 
conservative.  Qa  the  other  hand, 
monitors  whose  annualized  availability 
has  been  poor  (i.e.,  below  90  percent) 
would  use  the  calculation  options  on 
the  lowest  tier  where  the  resulting 
substitution  values  would  be  most 
conservative. 

Within  each  of  these  tiers,  the  second 
trigger  condition,  the  length  of  the 
current  outage,  determines  the  elements 
of  the  calculation  routine  that  will  be 
combined  to  derive  the  substitution 
value.  The  calculation  routine  consists 
of  three  elements:  A  calculation  method, 
e.g.,  average,  percentile,  or  maximum 
value;  a  lool;back  period,  e.g.,  the 
preceding  720  monitor  operating  hours 
or  the  hour  before  and  the  hour  after  the 
outage;  and  an  indicator,  known  as  a 
"bin,"  of  whether  the  substituted  value 
will  be  chosen  from  a  pre-defined  subset 
or  from  all  of  the  values  that  were 
recorded  during  the  lookback  period. 
Longer  outages  trigger  combinations  of 
calculation  elements  that  are  likely  to 
yield  conservative  substitution  values  to 
ensure  that  actual  emissions  will  not  be 
underestimated.  Thus,  a  short  outage 
(e.g.,  4  hours)  might  trigger  a  calculation 
routine  employing  the  average  (method) 
of  the  monitored  values  in  the  hour 
before  and  hour  after  the  outage 
(lookback),  using  all  the  recorded  data 
(i.e.,  no  bins  are  used).  On  the  other 
hand,  a  long  outage  (e.g.,  30  hours) 
might  trigger  the  maximum  (method)  of 
the  monitored  values  in  the  preceding 
720  hours  (lookback)  for  the  subset  of 
the  previously  recorded  values  falling 


within  the  same  load  range  as  occuired 
when  the  monitor  was  "down"  (i.e., 
bins  are  employed). 

Tables  1  and  2  summarize  the  missing 
data  procedure  for  SO2,  NO.,  and  flow 
as  modified  in  the  final  rule.  The 
crossed  out  entries  in  these  tables  show 
elements  of  the  proposed  procedure  that 
were  changed  in  response  to  public 
comments  that  EPA  received.  For 
example.  Table  1  shows  that  the 
proposed  sulfur  content  bins  have  been 
deleted  fi-om  the  missing  data  procedure 
for  SO2  CE^^  in  response  to  many 
comments  indicating  that  the 
requirement  would  be  very  burdensome 
on  affected  units.  It  may  be  helpful  to 
refer  to  these  tables  when  reading  the 
following  detailed  discussion  of  the 
public  comments  and  the  changes 
produced  in  response  to  them. 

EPA  received  more  than  400 
comments  on  various  aspects  of  the 
proposed  missing  data  procedure.  To 
help  evaluate  these  comments  and 
verify  earlier  analyses,  EPA  developed  a 
sophisticated  computer  simulation 
model  for  testing  the  likely  impact  of 
variations  of  the  trigger  conditions  and 
calculation  routines  in  the  missing  data 
procedure.  The  model  was  applied  to 
historic  SO2  and  NO^  emissions  data 
from  imits  both  with  and  without 
emissions  controls.  Each  individual  data 
set  contained  approximately  10,000 
hourly  emissions  measurements. 
Sensitivity  analysis  was  [>erformed 
using  both  "worst  case"  and  "most 
likely"  scenarios  for  outage  occurrences. 

(Note:  EPA  has  requested  that  Table  1  be 
printed  as  shown  below.  Crossed  out  entries 
in  this  table  represent  items,  originally  in  the 
proposed  regulations,  that  were  changed  in 
the  final  version  of  the  regulations.) 


Table  1.— Missing  Data  Procedure  for  SO2  CEMS 


Trigger  conditions 


Calculation  routtrtes 


ArwHialized  availability  (percent) 


Duration  (N) 

of  ootage 

(tv>urs) 


Mettxxl 


l.ookt>ack  period 


Bins'? 


95%  Of  more 


90%  or  mora,  txit  t)elow  95% 


Below  90%  ... 


NS24  .... 
N>24  .... 

NS&8... 

N>e4-8. 

N>0 


Average 

Max  oi  Average 

Max  of  90th  percentile 

Average 

Max  of 
MMKef- 

Max  of  Average 

Max  of  96(h  95lti  percentile  . 


Maxl- 


Moil  tt  BOWl  perce 
mum'. 


HB/HA 

HB/HA 

720  operatir«g  hours 

HB/HA 

MfUHA- 

HB/HA 

-6769-720  operating  hours 

■0780-720  operating  hixHB 


No. 
No. 


No. 
No. 


No. 


HB/HA>hour  b«tor«  and  hour  •tier  the  ouUge. 

■  For  SO]  CEMS,  th«  bin*  war*  dsfnad  on  tullur  coitm* 
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(N.IK  EPA  h»  laquMfd  tht  Trtrf.  2  be  printed  ..  .how»  below.  Go«.d  out  eatrie.  in  thU  table  lepi^ent  Hem..  origin-Uy 
in  the  propowd  regulationi.  that  were  chwiged  in  the  final  version  of  the  regulation*.) 


TABLE  2.-WlSS«NG  DATA  PBOCEDURi  FOR  NO.  and  FlOW  CEMS 


TrtQflW 


•««ilat)«liy  (paRseni) 


96%orm(M 


90%  or  more,  but  ImIow  95% 


Below  90% 


Ou>aion(N) 

ofoutaqe 

(houre) 

M24 

N>24 

HS&9 

N>a*^8 

N>0 


CatcUeHon  fominee 


Awerege  ...._.~.~ — 

Max  ol  Aweno* 

MaKOf90ttipMoer«ie 

Average 

ol 
Max  ol  Average 
Max  oi-9e«^96»i  peroertHe 

Max  ol  ooei  aereeHMe  Maxt- 
mum. 


LooHbaok  period 


HeMA2ieO  operaMng  houie 

Ha«A 

■rm  2l«)  opemHng  houm 

-HGmA^ZIflO  opeoMlng  hom 


pfiiwr^^ 

to^Maxi-|-ewe-21 


UB/MA  

■•M»  aiin  opeiiiiing  tauie 


Bina'7 


Ye*. 

Na 

Ye*. 

Me; 

Ye*. 

NO; 


No. 
Ye*. 


2160  operating  houm  . —  I  Ya*. 


HBMWwur  baton  and  hour  iMtr  • 

>  For  NO.  and  Flow  CEUS.  tw  bin*  WW*  (Mn«d  on  loMl  ranflM. 


Tb«  maior  isniet.  raised  by 
commenters  and  analyzed  by  EPA.  ware 
the  following: 

(1)  Underlying  Concepts 

In  general,  commenters  supported  the 
basic  underlying  concept,  on  the  one 
band,  of  substituting  an  interpolated 
value  derived  from  the  average  of  the 
hour  before  and  hour  after  when  outages 
were  short  and  annualized  availability 
was  above  some  threshold  and,  on  the 
other  band,  substituting  a  more 
conservative  historical  value  when 
outages  were  longer  or  annualized 
availability  dropped  below  some 
threshold.  It  should  be  noted,  however. 
EPA  does  not  agree  with  those 
commenters  who  seem  to  view 
interpolated  values,  like  the  average  of 
the  hour  before  and  the  hour  after,  as 
comparable  to  CEMS  data.  Interpolated 
values  provide  a  satisfactory  substitute 
for  CEMS  data  only  when  outages  are 
relatively  short  in  duration  and 
infirequent  in  occurrence.  More 
extensive  use  of  interpolated  values 
increases  the  likelihood  of  incorrectly 
estimating  emissions  for  individual 
monitors.  To  function  effectively,  the 
allowance  trading  component  of  the 
Acid  Rain  Program  requires  a  complete 
and  accurate  accounting  of  emissions.  It 
cannot  rely  on  interpolated  values  for 
such  an  accounting.  The  EPA  believes 
that  high  monitor  availability,  made 
possible  by  a  missing  data  procedure 
that  discourages  outages,  is  the  only 
effective  guarantee  thai  emissions  will 
not  be  underestimated,  as  required  by 
section  412(d)  of  the  Qean  Air  Act. 


(2)  Trigger  Conditions 

(a)  Annualized  availability.  A  number 
of  commenters  expressed  concern  about 
the  ability  of  CEMS  to  attain 
availabilities  of  95  percent  or  more, 
particularly  with  monitors  that  would 
have  to  be  retrofitted  to  meet  the 
requirements  of  the  Acid  Rain  Program. 
It  was  asserted  that  unsatisfactory 
results  were  experienced  in 
Pennsylvania,  where  the  average 
annualized  availability  for  monitors 
retrofitted  to  meet  the  requirements  of 
the  State  Implementation  Plan  was 
below  95  percent  in  the  early  phase  of 
the  program. 

Response:  A  study  of  186  retrofitted 
monitors  during  198a-00  did  not  lend 
support  to  the  commenters'  concern. 
The  study  showed  that  approximately 
75  percent  of  monitors  at  existing  units, 
including  units  that  will  be  covered 
under  Phase  I  of  the  Acid  Rain  Program, 
have  consistently  attained  availabilities 
above  95  percent.  In  addition,  the  most 
recent  data  on  CEMS  availability, 
obtained  from  the  Commonwealth  of 
Pennsylvania,  indicates  that,  on  average, 
annualized  availability  was  96  percent. 
This  leads  EPA  to  conclude  that  95 
percent  availability  is  readily 
achievable,  even  by  retrofitted  monitors 
that  are  required  to  meet  strict  quality 
assurance  and  data  validation  standards 
in  order  to  qualify  as  "available".  It  is 
also  important  to  note  that  a  monitor 
could  be  inoperative  for  a  full  18  days 
each  year  and  still  have  an  annualized 
availability  of  more  than  95  percent. 
The  EPA  believes  that  18  days  is  more 
than  enough  time  to  accommodate  both 
routine  and  unexpected  outages  for  a 
properly  maintained  and  operated 
CEMS. 


Another  commenter  proposed 
indexing  the  top  tier  annualized 
availability  tri^er  to  the  performance  of 
the  best  monitors.  It  was  argued  that  this 
would  create  an  incentive  for 
continuing  improvement  in  monitor 
availability  across  the  whole  regulated 
community. 

Response:  While  EPA  encourages 
continuing  Improvement  in  availability, 
the  agency  believes  the  indexing 
approach  might  introduce  an  element  of 
uncertainty  into  the  emissions 
monitoring  program  that  could  be 
reflected,  in  turn,  in  the  allowance 
market.  The  indexing  approach  would 
also  present  serious  administrative 
difficulties  both  for  EPA  and  sources. 
Therefore.  EPA  rejected  this  proposal. 

Still  another  commenter  argtied  that 
the  bottom  tier  should  be  deleted  and 
the  second  tier's  trigger  conditions  and 
calculation  routines  should  apply  when 
annualized  availability  drops  below  95 
percent. 

Response:  EPA  did  not  accept  this 
proposal  for  several  reasons.  First,  it 
would  encourage  the  proliferation  of 
short  outages  (6  hours  or  less,  using  the 
structure  in  the  proposed  missing  data 
procedure),  because  values  derived 
using  the  average  of  the  hour  before  and 
the  hour  after  an  outage  could  be 
substituted  for  these  short  outages  no 
matter  how  low  the  monitors 
annualized  availability  dropped.  This 
would  reduce  confidence  in  the 
monitor's  emissions  accounting. 
Furthermore,  the  proposed  chuige 
would  remove  virtually  all  Incentives  to 
repair  a  monitor  with  poor  annualized 
availability.  Accordingly,  the  Agency 
did  not  accept  this  commentsr's 
proposal,  instead  preserving  the 
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proposed  separate  lower  tier,  which  is 
triggered  by  annualized  availabilities 
below  90  percent  and  where 
conservative  values  are  always 
substituted  for  missing  data. 

In  summary,  the  final  rule  retains  the 
three-tier  structure  of  the  earlier 
proposal,  with  the  top  tier  still  triggered 
by  annualized  availabilities  95  percent 
or  better,  and  the  bottom  tier  triggered 
by  annualized  availabilities  below  90 
percent. 

(b)  Duration  of  outages.  Commenters 
made  several  proposals  for  modifying 
the  length  of  outages  that  trigger  various 
calculation  routines.  A  number  of 
commenters  argued  that  the  most 
conservative  calculation  routines  should 
not  be  triggered  by  outages  exceeding  24 
hours  but  by  outages  exceeding  48 
hours.  The  commenters  maintained  that 
a  48-hour  trigger  condition  would 
provide  a  more  reasonable  length  of 
time  to  repair  monitors  rendered 
inoperative  by  freak  events  beyond  the 
operator's  control. 

Response:  EPA  rejected  this  proposal 
on  three  grounds.  First,  moving  to  a  48- 
hour  trigger  condition  would  remove  an 
important  incentive  for  quickly 
repairing  monitors,  even  when  the  cause 
of  the  failure  is  easily  fixed.  Second,  the 
commenters'  proposal  would  mean  that 
the  calculation  method  based  on 
averaging  measurements  taken  the  hour 
before  and  the  hour  after  an  outage 
would  be  used  for  outages  as  long  as  48 
hours.  Using  the  hour  before  and  the 
hour  after  approach  on  such  long 
periods  of  missing  data  are  likely  to 
produce  appreciable  underestimations 
of  emissions.  Third,  the  argument  for 
changing  the  trigger  condition  cutoff  to 
48  hours  to  allow  more  time  for  repairs 
was  based  on  anecdotal  evidence  of 
repairs  requiring  more  than  24  hours 
and  did  not  convincingly  demonstrate 
that  24  hours  was  insufficient  for  most 
repairs.  The  commenter's  rationale 
could  just  as  easily  have  been  used  for 
lengthening  the  cutoff  to  any  duration 
longer  than  24  hours. 

Many  commenters  requested  that  the 
average  hour-before/hour-after 
calculation  procedure  apply  for  outages 
longer  than  6  hours  when  annualized 
availabilities  ranged  from  90  percent  up 
to  95  percent  (i.e.,  on  the  middle 
availability  tier).  Some  proposed 
moving  the  trigger  condition  up  to  8 
hours;  others  proposed  12  and  24  hours. 
They  argued  that  more  repairs  could  be 
completed  in  8, 12,  or  24  ho"rs  than  in 
6. 

Response:  After  weighing  the 
possibility  that  extending  the  use  of  the 
average  of  the  hour  before  and  the  hour 
after  might  reduce  the  incentive  for 
quidc  repairs  and  increase  the  ' 


variabiUty  of  substitution  values 
produced  by  the  missing  data 
procedure,  the  agency  has  decided  to 
adopt  the  proposal  to  extend  the  trigger 
condition  frtsm  6  to  8  hours  in  the  final 
rule.  The  EPA  believes  that  this  change 
should  allow  more  time  for  monitor 
repairs  without  significantly  impairing 
the  acciiracy  and  consistency  of 
emissions  accounting.  Along  with  this 
modification,  only  one  trigger  condition 
(N>8)  will  now  apply  to  outages  longer 
than  8  hours  in  the  middle  availability 
tier,  whereas  two  trigger  conditions 
(6<N<24  and  N>24)  applied  to  outages 
longer  than  6  hours  in  the  original 
proposed  regulations.  Together,  these 
modifications  simplify  and  support  a 
truly  graduated  system  of  increasing 
incentives  for  improvements  in 
annualized  availability. 

(3)  Calculation  Routines 

(a)  Calculation  method.  Commenters 
expressed  strong  views  on  the 
appropriate  calculation  method  to 
employ  in  the  missing  data  procedure. 
A  diverse  array  of  commenters  argued 
that  only  by  substituting  the  maximum 
previously  recorded  value  could  EPA 
effectively  meet  the  requirement  in 
section  412(d)  of  the  Clean  Air  Act, 
stipulating  that  a  unit  should  be 
considered  as  operating  "in  an 
uncontrolled  manner"  during  periods 
when  "the  owner  or  operator  cannot 
provide  information,  satisfactory  to  the 
Administrator,  on  emissions  during  that 
period."  These  commenters  considered 
the  maximum  value  as  the  only  effective 
deterrent  to  deliberate  shutdowns  of 
CEMS  during  periods  of  high  emissions. 

Many  commenters  supported  using  a 
percentile  of  previously  recorded  values 
to  calculate  substitution  values.  Most 
thought  the  90th  percentile  provided  an 
adequate  incentive  for  high  CEMS 
availability  without  producing  an  undue 
overestimation  of  emissions  and  a 
concomitant  inappropriate  loss  of 
allowances.  Some  proposed  using  the 
70th  percentile  when  annualized 
availability  exceeded  90  percent. 

The  proposed  rule  requested 
comment  on  the  advisability  of  using 
the  average  of  the  five  highest 
previously  recorded  values  as  a 
calculation  method.  Almost  all 
commenters  rejected  this  proposal. 

Response:  EPA  has  incorporated  into 
the  revised  missing  data  procedure 
calculation  methods  that  it  believes 
reflect  a  reasonable  compromise  of  the 
extremes  proposed  by  the  commenters. 
The  final  rule  contains  a  balanced, 
graduated  approach  with  the 
substitution  of  progressively  more 
conservative  values  for  periods  of 
missing  data.  Those  monitors  attaining 


the  target  annualized  availabiUty  of  95 
percent  or  better  will  substitute  the  90th 
percentile  value  during  outages 
exceeding  24  hours.  Monitors  whose 
annualized  availabiUty  falls  in  the 
middle  tier  (from  90  percent  up  to  95 
percent)  wiU  substitute  the  slightly 
higher  95th  percentile  value  during 
outages  exceeding  8  hours.  Finally, 
monitors  whose  poor  annualized 
availabilities  place  them  on  the  third 
tier  (below  90  percent  annualized 
availability)  will  substitute  the 
maximum  recorded  value  for  any 
outage.  This  should  provide  a 
substantial  incentive  to  improve 
monitor  availabiUty.  Combined  with  the 
use  of  imiform  and  shortened  lookback 
periods,  described  below,  this  graduated 
approach  will  result  in  a  more 
consistent  incentive  to  maintain  high 
operating  availabilities  than  the 
proposed  procedures. 

(b)  Lookback  period.  In  the  proposed 
rule,  percentile  calculations  were 
performed  on  either  30  or  365  operating 
days  of  previously  recorded  data. 
Commenters  objected  to  the  365-day 
lookback  period,  particularly  for  SO2 
concentration  CEMS.  They  were 
concerned  that  a  unit  that  reduced  its 
SO2  emissions  could  still  be  "stuck" 
with  outdated  high  substitution  values 
for  a  full  year.  This  could  prove 
particularly  troublesome  in  the  initial 
year  of  allowance  accounting  when 
substituted  values  might  be  derived 
from  periods  prior  to  the  required 
implementation  of  SO2  emissions 
reductions. 

Response:  The  final  rule  drops  the 
365-day  lookback  period  and  adopts  a 
30-day  lookback  (i.e.,  720  monitor 
operating  hours)  for  all  percentile  and 
maximum  value  calculations  employed 
in  the  missing  data  procedure  for  SO2 
CEMS.  Moving  to  a  single  30-day 
lookback  addresses  the  commenters' 
concerns  without  reducing  the  incentive 
for  increased  monitor  availability.  One 
commenter  noted  and  EPA's  analysis 
indicates  that  the  90th  percentile  of  365 
days  of  data  did  not  yield  consistently 
higher  substitution  values  than  the  90th 
percentile  of  30  days  of  data.  Shortening 
the  lookback  period  from  365  to  30  days 
also  substantially  reduces  data  storage 
requirements  for  the  missing  data 
procedure. 

On  the  same  grounds,  a  single  90-day 
lookback  (i.e.,  2160  monitor  operating 
hours)  will  be  employed  for  NO.  and 
flow  CEMS.  instead  of  the  30-  and  365- 
day  lookback  periods  originally 
proposed.  A  90-day  lookback,  rather 
than  a  30-day  lookback,  is  required  for 
NO.  and  flow,  in  order  to  increase  the 
likelihood  that  appropriate  load  "bins" 
will  contain  at  least  some  previously 
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recorded  CEMS  values.  As  explained 
below,  "bins"  are  retained  in  the 
missing  data  procedure  for  NO,  and 
flow  CEMS,  but  dropped  for  SO2  CEMS. 

(c)  Bins.  Many  commenters  objected 
to  the  expense  of  the  proposed 
requirement  for  fuel  sampling  and 
analysis,  which  were  needed  in  order  to 
use  SO2  bins  in  the  missing  data 
procedure.  Other  commenters  noted  that 
it  is  inappropriate  to  mix  coal  sampling 
and  CEMS  data  because  coal  sampling 
data  are  less  precise  and  reliable.  Data 
provided  by  one  utility  showed  a  daily 
variability  of -10  percent  to  +45  percent 
in  the  difference  between  the  SO2  values 
derived  from  coal  sampling  and  the  SOj 
CEMS  measurements. 

Response:  Based  on  this  data,  EPA 
agrees  that  it  is  inappropriate  to 
compare  coal  sulfur  content  with  CEMS 
values,  either  by  correlation  with 
contemporaneous  CEMS  readings  or  by 
direct  substitution.  Therefore,  the  final 
rule  drops  the  fuel  sulfur  "bins" 
requirement  from  the  missing  data 
procedure  for  SOj  CEMS.  That  is,  SO2 
concentration  will  not  need  to  be 
correlated  with  fuel  sulfur  content  when 
performing  percentile  calculations  of 
SO2  substitution  values.  An  added 
benefit  of  removing  the  fuel  sulfur  bin 
requirement  is  that  the  cost  of 
implementing  the  missing  data 
procedure  for  SOj  CEMS  will  be 
reduced  substantially,  because  utilities 
will  not  be  required  to  perform  coal 
sampling  and  analysis  in  order  to 
implement  the  missing  data  procedure. 
The  Agency  also  considered  dropping 
the  load  "bins"  requirement  from  the 
missing  data  procedures  for  NO,  and 
flow  CEMS.  However,  many 
commenters  supported  the  use  of  load 
ranges  when  calculating  substitution 
values  for  NO,  and  flow,  arguing  that 
this  would  produce  more  accurate 
substitution  values.  Commenters  who 
opposed  the  NO,/load  or  flow/load 
correlations,  embodied  in  "bins,"  cited 
either  the  unnecessary  complexity  of 
correlating  operating  data  and  monitor 
data,  or  the  more  accurate  correlations 
that  could  be  obtained  using  regression 

analysis. 

Response;  Using  a  uniform  90-day 
lookback  in  the  missing  data  procedure 
for  NO,  and  flow  CEMS  and  a  smaller 
number  of  uniformly  sized  bins  should 
reduce  the  complexity  noted  by  some 
commenters.  Althou^i  the  regression 
analysis  could  provide  satisfactory 
correlations,  the  method  would  require 
site-by-site  analysis  of  extensive 
amounts  of  flow  and  load  data.  EPA 
believes  that  this  approach  would 
impose  too  great  an  administrative 
burden  both  on  the  industry  and  EPA. 
Thus.  EPA  has  decided  to  retain  the 


load  bins  for  NO,  and  flow  CEMS  and 
adopt  a  uniform  90-day  lookback  period 
in  the  NO,  and  flow  missing  data 
procedures.    ( 

(4)  Other  Missing  Data  Issues 

(a)  Definition  of  missing  data.  The 
Agency  reiterates  that  data  from  a 
certified  backup  monitor  or  an  approved 
alternative  monitoring  system  is  not 
considered  to  be  "missing."  When  such 
methods  are  operating  in  accordance 
with  the  regulations,  data  are 
considered  to  be  "available,"  as 
required  under  section  412(d)  of  the 
Act.  Correspondingly,  when  quality 
assured  hourly  data  are  not  available 
from  the  certified  CEMS  or  from  one  of 
these  methods,  then  the  missing  data 
procedure  must  be  used. 

(b)  Alternative  missing  data 
procedures.  Several  commenters 
requested  that  an  administrative 
mechanism  be  established  to  allow 
sources  to  employ  alternative  missing 
data  procedures  in  place  of  those 
specified  in  the  regulations. 

Response:  The  proposed  regiJations 
included  provisions  that  would  allow 
units  with  emissions  controls  that  are 
independent  of  the  combustion  process 
(e.g..  scrubbers)  to  use  parametric 
substitution  methods  for  missing  data, 
instead  of  the  standard  missing  data 
procedure.  However,  this  "alternative" 
procedure  is  applicable  only  under 
clearly  prescribed  circumstances:  it  was 
designed  to  address  anomalies  that 
could  result  if  the  standard  missing  data 
procedure  were  applied  to  one  specific 
class  of  units,  those  with  independent 
emissions  controls.  In  this  case,  the 
standard  missing  data  procedure  could 
seriously  overestimate  emissions.  If  the 
CEMS  failed  to  report  an  hourly  value 
but  the  emissions  control  equipment 
was  functioning  properly,  the  standard 
missing  data  procedure  could  substitute 
an  inappropriately  high  uncontrolled 
emissions  value,  seriously 
overestimating  emissions.  The  option  of 
using  a  parametric  substitution  method 
at  these  units  provides  a  greater  level  of 
consistency  in  emissions  accounting 
between  controlled  and  uncontrolled 
units. 

The  final  rule  includes  distinct 
missing  data  procedures  for  oil-  and  gas- 
fired  peaking  units  that  quaUfy  for 
exceptions  to  the  SO2  CEMS 
requirements,  as  described  in  Appendix 
D  of  the  regulations.  These  procedures 
are  adaptations  of  the  standard  missing 
data  procedure,  tailored  to  the  specific 
characteristics  of  the  excepted 
monitoring  method. 

EPA  does  not  consider  alternative 
missing  data  procedures  to  be  justified 
for  types  of  units  other  than  those 


discussed  above.  The  EPA  is 
particularly  concerned  that  a 
multiplicity  of  alternative  missing  data 
procedures  could  seriously  jeopardize 
the  national  consistency  of  emissions 
accounting. 

(c)  Maximum  controlled  emission 
rate.  Several  commenters  requested  that 
EPA  allow  an  affected  unit  equipped 
v^rith  add-on  emission  controls  to 
substitute  something  more  reasonable 
than  the  maximum  recorded  value, 
which  may  have  occurred  when  the 
add-on  emission  control3  were  not 
functioning  properly,  if  the  owner  or 
operator  can  show  tnat  the  add-on 
emission  controls  were  in  fact  operating 
properly  during  the  current  monitor 

outage. 

Response:  EPA  agrees,  and  has 
modified  the  final  rule  to  allow  for  a 
petition  to  the  Administrator; 
specifically,  if  the  owner  or  operator  can 
demonstrate  that  (1)  the  affected  unit's 
monitor  data  availability  is  below  90% 
availability  and  (2)  the  add-on  emission 
controls  were  operating  properly  for  the 
time  period  (or  data  gap)  during  which 
the  affected  unit  experienced  the 
monitor  outage  that  would  result  in  the 
substitution  of  an  uncontrolled 
maximum  value  under  the  standard 
missing  data  procedures,  then  the  owner 
or  operator  may  submit  the  list  of  the 
average  hourly  values  for  the  previous 
720  quality-assured  monitor  operating 
hours,  highlighting  both  the  maximum 
recorded  value  and  the  value 
corresponding  to  the  maximum 
controlled  emission  rate.  The 
Administrator  will  automatically 
approve  the  use  of  the  maximum 
controlled  emission  rate,  if  the  petition 
adequately  demonstrates  that  all  of 
these  requirements  have  been  met. 

G.  Calibration  Testing 

Comments  on  the  proposed 
calibration  testing  requirements  for 
pollutant  concentration  monitors 
touched  upon  four  major  issues: 
terminology,  the  definition  of 
instrument  span,  test  specifications,  and 
test  procedures.  Calibration  issues 
related  to  flow  monitors  were  discussed 
in  the  section  on  flow  monitors  above. 

(1)  Terminology 

In  the  proposed  rule  the  term 
"calibration  error  test"  was  used  to  refer 
to  three  separate  calibration  testing 
requirements,  i.e..  those  required  daily, 
quarterly,  and  at  initial  certification. 
The  use  of  a  single  name  created 
confusion  because  the  purposes  and 
procedures  of  the  tests  differed.  The 
EPA  received  many  comments  that  lack 
of  clarity  in  the  terminology  caused 
uncertainty  about  the  intent,  timing,  and 
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procedures  of  the  tests.  Commenters 
also  noted  that  the  proposed  7-day 
calibration  error  test  at  initial 
certiHcation  was  really  a  hybrid  of  two 
tests:  (1)  A  linearity  check  to  ensure  that 
CEMS  responses  were  within  tight 
tolerances  of  the  calibration  gases  and 
that  deviations  remained  relatively 
linear  over  the  entire  measurement 
range;  and  (2)  a  drift  test  to  detect  and 
limit  day-to-day  drift  in  the  calibration 
curve  of  the  monitoring  instrument  and 
to  keep  the  instrument  within  range  of 
high-  and  zero-level  calibration  gases. 
Commenters  suggested  that  not  only 
were  the  hybrid  requirements  confusing, 
but  that  using  the  tight  standards  of  a 
linearity  check  in  a  calibration  drift  test 
could  render  the  hybrid  test  needlessly 
difficult  to  pass  without  achieving  the 
implicit  goals  of  the  calibration 

[irocedure.  It  was  also  noted  that  the 
inearity  component  of  the  hybrid  test 
was  equivalent  to  the  proposed 
quarterly  3-point  calibration  error  test 
and  the  drift  test  component  was 
equivalent  to  the  proposed  daily 
calibration  error  test. 

Response:  In  the  final  rule  the 
calibration  procedure  performed  at 
initial  certiHcation  is  disaggregated  into 
its  two  component  tests:  a  linearity 
check  performed  for  one  day  only  and 
a  7-day  calibration  error  test.  The  term 
"daily  calibration  error"  test  has  not 
been  changed  in  the  final  rule. 

The  linearity  check  is  a  3-point  test  in 
which  the  permissible  deviation  of  the 
CEMS  response  from  the  calibration 
gases  is  defined  as  a  percent  of  the  "tag" 
value  of  the  gases.  The  "tag"  value  is  the 
vender  certified  concentration  specified 
on  the  label  of  a  cylinder  of  calibration 
gas.  What  was  referred  to  as  the 
"quarterly  calibration  error  test"  in  the 
proposed  rule  is  now  called  a  "quarterly 
linearity  check"  to  indicate  that  it  is  the 
same  test  as  the  linearity  check 
performed  at  initial  certification. 

The  daily  calibration  error  test, 
specified  in  today's  regulations,  is  a  2- 
point  drift  test,  comparable  to  the 
calibration  drift  test  required  under 
NSPS  (40  CFR  60,  Appendix  B)  except 
that  it  requires  using  Protocol  1 
calibration  gases.  Unlike  the  daily 
calibration  error  test  in  the  proposed 
regulations,  the  permissible  day-to-day 
drift  in  the  CEMS  measurements  is  now 
defined  as  a  percent  of  the  span  of  the 
instrument  rather  than  as  a  percent  of 
the  calibration  gas  value.  The  7-day 
calibration  error  test  performed  during 
certification  is  the  same  2-point  drift 
test  as  the  daily  calibration  error  test. 

(2)  Instrument  Span 

The  proposed  regulations  stipulated 
that  the  CEMS  span  should  be  set  to 


ensure  that  the  average  concentration 
would  fall  between  40  and  75  percent  of 
the  span  of  the  instrument.  Whenever 
the  monthly  average  emissions 
concentration  fell  outside  these 
boundaries,  the  operator  was  required  to 
adjust  the  span  to  bring  it  back  into 
compliance.  The  regulations  also  stated 
that  "full-scale  exceedances  shall  not 
occur." 

A  majority  of  commenters  stated  that 
the  40-75  percent  span  requirement 
would  be  too  difficult  to  maintain  and 
that  the  proposed  monthly  adjustments 
of  span  were  not  practical.  They 
suggested  that  the  boundaries  on 
monthly  concentration  be  expanded 
from  40-75  percent  to  10-90  percent  or 
that  the  span  requirement  be  completely 
redefined  to  be  compatible  with 
definition  of  span  under  subpart  Da  of 
the  New  Source  Performance  Standards 
(NSPS). 

Response:  EPA  continues  to  believe 
that  the  best  way  to  define  span  for  the 
purposes  of  the  Acid  Rain  Program  is  to 
base  it  on  boundaries  that  ensure  that 
the  predominant  monitor  readings  fall 
in  the  middle  third  of  the  span,  as  was 
done  in  the  proposed  rule.  However,  in 
light  of  many  negative  comments  and  in 
order  to  make  the  calibration  procedures 
under  the  Add  Rain  Program  as 
compatible  as  possible  with  current 
practices  under  subpart  Da  of  NSPS, 
EPA  has  modified  the  span 
requirements  in  the  final  rule. 

Under  the  final  rule,  every  unit  is 
required  to  set  the  span  of  its  SO2  and 
NC5x  pollutant  concentration  CEMS  at 
125  percent  of  the  "maximum  potential 
concentration."  Fg|f  SO2  CEMS,  a  unit's 
maximum  potential  concentration  is 
determined  by  the  sj)ecific 
characteristics  of  the  fuel  that  the  unit 
is  capable  of  burning.  In  particular,  the 
maximum  potential  concentration  is 
calculated  from  the  maximum 
percentage  sulfur  content  and  the  gross 
calorific  value  of  the  fuel,  using  a 
conversion  factor  that  assumes  complete 
combustion  (see  Equation  1.2.1. a  in 
Appendix  A  to  part  75).  The  monitor 
range  defined  on  the  maximum 
potential  concentration  is  knovim  as  the 
"high-scale"  of  the  monitor. 

For  SO2  CEMS  on  units  with  emission 
control  equipment,  the  monitor  must 
not  only  be  capable  of  meeting  the 
above  requirements,  it  must  also  be  able 
to  perform  and  pass  the  calibration  tests 
using  low,  mid,  and  high  calibration 
gases  whose  concentrations  are  defined 
by  the  unit's  "maximum  expected 
concentration."  For  these  units,  the 
"maximum  expected  concentration"  is 
the  maximum  concentration  that  would 
occur  if  the  unit's  control  equipment  is 
operating  at  its  fractional  design 


removal  efficiency.  It  is  calculated  by 
multiplying  the  maximum  potential 
concentration  by  one  minus  the  design 
removal  efficiency.  The  monitor  range  is 
set  at  125  percent  of  the  maximum 
expected  concentration  and  is  known  as 
the  "low-scale"  of  the  monitor. 

The  operator  of  any  unit  may  also 
elect  to  establish  "maximum  expected 
concentration"  levels  in  order  to 
determine  additional  sets  of  low.  mid, 
and  high  SO2  calibration  gas 
concentrations  to  be  used  in  cahbrating 
on  spans  other  than  the  one  defined  on 
the  "maximum  potential 
concentration."  This  option  should 
accommodate  situations,  identified  by 
commenters,  where  the  most  prevalent 
emission  concentrations  fall  into  one  or 
more  discrete  bands,  not  necessarily  in 
the  center  of  the  span  range  established 
using  the  maximum  potential 
concentration.  This  rule  allows  sources, 
under  such  circumstances,  to  employ 
multi-span  monitors,  each  span  being 
calibrated  on  its  own  set  of  calibration 
gases. 

As  in  NSPS,  the  span  of  NO.  and 
diluent  gas  CEMS  is  explicitly  specified 
in  the  final  rule:  For  boilers  without 
emissions  controls,  the  maximum 
potential  concentration  for  NO, 
pollutant  concentration  is  assigned  a 
value  of  1,600  ppm  at  coal-fired  units 
and  480  ppm  at  oil-fired  and  gas-fired 
units.  For  boilers  with  emissions 
controls,  the  maximum  expected 
concentration  is  assigned  a  value  of  800 
ppm  at  coal-fired  units  and  400  ppm  at 
oil-fired  and  gas-fired  units.  For  other 
units  electing  to  set  a  low-scale  for  their 
NOx  pollutant  concentration  monitor, 
the  maximum  expef:ted  concentration  is 
assigned  a  value  of  320  ppm  at  coal- 
fired  units  and  160  ppm  at  oil-fired  and 
gas-fired  units.  The  span  of  the  diluent 
gas  monitor  would  be  set  at  25  percent 
O2  or  CO2,  as  applicable.  Based  on  NSPS 
experience,  this  approach  to  defining 
the  span  of  NO.  and  diluent  gas  CEMS 
is  effective  without  being  eitlier 
restrictive  or  burdensome. 

Operators  at  all  units  are  required  to 
perform  the  quarterly  and  initial 
certification  linearity  checks  on  the 
high-scale  of  their  instruments.  In 
addition,  operators  of  units  with 
emission  controls  and  other  units  that 
choose  to  use  additional  spans  must 
also  perform  the  quarterly  and  initial 
linearity  checks  on  the  low-scale  of  their 
instruments.  Finally,  operators  need 
only  perform  the  daily  calibration  error 
test  on  the  monitor  ranges  that  were 
actually  used  for  one  hour  or  more  since 
the  previous  daily  calibration  error  test. 

Tnis  new  approach  for  defining  the 
span  of  CEMS  responds  to  commenters' 
concern  that  the  earlier  40-75  percent 
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approach  in  the  proposed  regulations 
would  inevitably  lead  to  violations  of 
the  stricture  that  "hill-scale  exceedances 
shall  not  occur."  The  EPA  believes  that 
under  the  new  requirement  full-scale 
exceedances  should  not  occur.  At  the 
same  time,  the  agency  encourages 
operators  to  set  the  span  of  their 
instruments,  where  practicable,  so  that 
the  majority  of  readings  occur  within 
25-75  percent  of  the  instrument  span. 
The  modified  approach  to  defining 
the  span  of  CEMS  closely  resembles  that 
used  in  NSPS.  although  it  cannot 
exactly  coincide  due  to  differing 
program  standards  and  emissions 
characteristics  of  the  regulated  units. 
Coordination  of  the  definitions  of  span 
should  reduce  needless  disparities  in 
requirements  on  units  affected  by  both 
NSPS  and  the  Acid  Rain  Program.  It 
should  also  facilitate  implementation, 
since  CEMS  operators  will  find  the  new 
requirements  to  be  familiar. 

At  the  same  time,  the  new  approach 
addresses  the  commenters"  two  major 
concerns  regarding  the  originally 
proposed  method  for  defining  span.  It 
eliminates  the  uncertainty  engendered 
by  basing  span  adjustments  on  the 
previous  month's  average  emissions 
concentration,  and  it  prevents  full-scale 
exceedances. 


(3)  Performance  Specifications 

The  proposed  rule  required  that 
pollutant  concentration  monitors  be 
calibrated  to  within  a  performance 
specification  of  ±2.5  percent  of  the  gas 
concentration  when  measuring 
calibration  gases  whose  concentration 
was  above  250  ppm  and  to  within  a 
performance  specification  of  the  greater 
of  ±5.0  percent  or  ±8  ppm  when 
measuring  calibration  gases  whose 
concentration  was  250  ppm  or  lower. 
For  diluent  gas  monitors  the 
specification  was  set  at  ±0.5  percent  of 
the  calibration  gas.  In  all  three 
calibration  tests— daily,  quarterly,  and 
initial  certification — the  specification 
applied  to  the  monitor's  measurement  of 
a  reference  Protocol  1  gas.  On  the  daily 
and  quarterly  calibration  tests,  the 
monitor  would  be  considered  "out  of 
control"  if  the  percentage  deviation  of 
the  monitor  measurement  from  the 
"tag"  value  of  the  calibration  was  more 
than  twice  the  performance 
specification.  However,  on  the  initial 
certification  test,  if  the  percentage 
deviation  simply  exceeded  the 
performance  specification,  the  monitor 
would  fail  and  have  to  repeat  the  7-day 
calibration  error  test. 

A  majority  of  commenters  stated  that 
it  would  be  practically  impossible  to 
meet  the  specifications  when  using  low- 
level  concentration  gases  having 


concentrations  between  zero  and  20 
percent  of  the  instrument  span. 
Commenters  suggested  that  the 
specification  should  not  be  applied  to 
the  "tag"  value  of  the  calibration  gas. 
but  to  the  full  span  of  the  instrument. 

Response:  EPA  is  making  two 
substantive  modifications  of  the 
proposed  regulations  to  respond  to  the 
commenters'  concerns.  First,  the 
definitions  of  the  low-  and  mid-level 
concentration  gases  used  in  the  linearity 
checks  performed  during  initial 
certification  and  quarterly  thereafter 
have  been  changed  in  the  final  rule.  The 
low-level  concentration  is  now 
designated  as  20-30  percent  of  span 
instead  of  O-20  percent  of  span;  mid- 
level  will  be  50-60  percent,  not  40-60 
percent,  and  high-level  will  remain  at 
80-100  percent.  Separate  sets  of 
calibration  gases  are  determined 
separately  for  the  high-  and  low-scale  of 
the  monitor,  based  on  their  respective 
span  values.  The  revised  concentration 
ranges  are  consistent  with  requirements 
under  NSPS.  which  defines  the 
concentration  levels  in  this  manner.  As 
a  result  of  these  modifications  and  the 
change  in  the  definition  of  the  span  of 
the  instrument,  the  low-level  gas.  which 
was  of  greatest  concern  to  commenters. 
is  likely  to  be  of  higher  concentration 
than  it  would  have  been  under  the 
proposed  requirements.  Therefore, 
monitors  will  more  easily  meet  the 
linearity  check  performance 
specifications  at  the  low  calibration  gas 
concentration.  In  addition,  if  the  CEMS 
response  is  within  ±  5  percent  of  the 
calibration  gas  value,  the  specification 
will  be  considered  to  l^met. 

Second,  in  the  daily  calibration  error 
test,  the  specification  for  the  SOj  and 
NO,  pollutant  concentration  monitors 
will  be  applied  to  the  span  of  the 
instrument  and  not  the  "tag  value"  of 
the  calibration  gas.  as  had  originally 
been  proposed.  At  both  the  zero-level 
(0-20  percent)  and  high-level  (80-100 
percent)  calibration  gas.  the  pollutant 
concentration  monitor's  response  will 
be  required  not  to  deviate  from  the 
calibration  gas  by  more  than  twice  the 
specification  times  the  span  of  the 
instrument.  For  SO2  and  NO,  CEMS  this 
means  that  the  monitor  and  the 
calibration  gas  must  not  differ  by  more 
than  5  percent  of  the  instrument  span 
(either  the  high-scale  or  low-scale  span, 
as  applicable).  For  diluent  gas.  the 
monitor  response  and  the  calibration  gas 
must  not  differ  by  not  more  than  1 
percent  CO2  or  O2.  In  Pennsylvania, 
where  similar  standards  have  been  in 
place,  the  failure  rate  on  comparable 
daily  calibration  tests  over  several  years 
has  been  below  1.5  percent. 


Though  EPA  is  making  these  changes 
in  response  to  comments,  the  agency  is 
concerned  that  basing  the  calibration 
specification  on  the  span  of  the 
instrument  may  allow  a  large  and 
potentially  detrimental  margin  of  error 
when  calibrating  on  zero-level 
concentration  gases.  Therefore,  the 
agency  will  continue  to  analyze  the 
daily  calibration  error  test  data  obtained 
under  the  Acid  Rain  Program  and 
evaluate  the  effectiveness  of  the 
calibration  error  test. 

In  the  linearity  checks,  both  at  iniUal 
certification  and  during  the  quarterly 
calibration  audits,  the  performance 
specification  will  continue  to  be  applied 
to  the  calibration  gas  value.  This 
approach  is  necessary  to  ensure  the 
accuracy  of  the  monitoring  program  and 
is  consistent  with  standard  practice  for 
linearity  tests.  Data  horn  periodic 
cylinder  gas  audits  performed  under 
NSPS  and  under  Pennsylvania's  State 
Implementation  Plan  indicate  that  the 
required  performance  specifications  for 
linearity  checks  are  attainable. 

(4)  Test  Procedures 

(a)  For  initial  certification.  As  part  of 
the  initial  certification  requirements,  the 
proposed  rule  required  the  calibration 
error  test  to  be  performed  once  a  day  for 
seven  consecutive  days  with  the  unit 
operating  at  50  percent  or  more  of 
maximum  load.  Each  day,  a  three-point 
test,  using  low-,  mid-,  and  high-level 
gases,  was  to  be  performed  with  the 
monitor  being  challenged  3  times  at 
each  concentration.  Comments  on  this 
test  requirement  focused  on  three  main 
issues:  Many  commenters  felt  the 
requirement  to  operate  at  50  percent  or 
more  of  maximum  load  was 
unnecessarily  burdensome  and  could 
force  some  units  to  operate  above  their 
planned  dispatch  levels.  Others  objected 
to  having  to  challenge  the  monitor  three 
times  at  each  gas  concentration,  saying 
that  so  much  time  would  be  spent  on 
calibration  that  the  monitor's  ability  to 
measure  actual  emissions  would  be 
impaired.  Still  others  thought  that  a  7- 
day.  3-point  test  was  redundant  and 
unnecessary. 

Response:  In  agreement  with  the 
commenters'  concerns,  the  final  rule 
drops  the  load  stipulation  for  the 
calibration  tests  performed  at  initial 
certification.  However,  the  unit  is 
required  to  be  operating  during  the 
period  of  testing,  because  calibration  of 
the  instrument  is  affected  by 
temperature,  pressure,  and  moisture 
conditions  of  the  sampled  gas  as 
encountered  under  actual  operating 
conditions.  The  final  rule  retains  the 
requirement  to  challenge  a  monitor 
three  times  at  each  concentration  level. 
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Under  the  final  regulations  a  3-point 
linearity  check  must  be  performed  only 
for  one  day  during  certincation.  In  this 
test  three  gas  concentrations  are  needed 
to  ensure  Unearity  over  the  range  of 
monitor  measurements.  The  7-aay  test  is 
now  a  2-point  calibration  error  test.  It  is 
the  same  as  the  daily  calibration  error 
test  that  will  be  performed  once  the 
certified  monitor  begins  operation. 

The  EPA  believes  that  comprehensive 
and  thorough  calibration  testing  at 
certification  is  particularly  important, 
because  it  will  allow  detection  and 
correction  of  problems  before  the 
monitor  becomes  operational  under  the 
Add  Rain  Program.  Meticulous  testing 
at  certification  can  pay  large  rewards 
over  the  life  of  the  monitoring  program, 
enabling  units  to  eliminate  prcolems 
early  that  would  have  been  much  more 
costly  and  disruptive  to  correct  later. 

(bjQuarteHy  assessment.  The 
proposed  regulations  required  a  three- 
point  calibration  error  test  to  be 
performed  each  calendar  quarter.  Using 
low,  mid,  and  high  concentration  gases, 
the  monitor  would  be  challenged  three 
times  at  each  concentration.  Dual  range 
monitors  would  perform  a  separate  3- 
point  test  at  each  range.  Commenters 
expressed  some  conhision  about  the 
purpose  and  requirements  of  this  test. 

Response:  The  final  rule  retains  the 
quarterly  assessment  essentially  as 
originally  proposed.  As  noted  above,  to 
help  clarify  the  nature  and  purpose  of 
the  quarterly  assessment,  its  name  has 
been  changed  to  "linearity  check" 
instead  of  "three-point  calibration  error 
test."  The  quarterly  test  is  intended  to 
serve  as  a  periodic  "spot  check"  to  ^ 
ensure  that  CEMS  measurements  do  not 
deviate  from  the  "tag"  value  of  each  of 
the  three  calibration  gases  by  more  than 
±  S.Q  percent.  In  addition,  as  a  linearity 
chedt,  it  will  ensure  that  deviations 
from  the  calibration  gas  values  are 
relatively  uniform  over  the  full 
measurement  range  of  the  monitor. 

(c)  Daily  assessments.  The  proposed 
rule  required  calibration  error  tests  to  be 
performed  at  least  once  every  24  hours 
using  a  low  and  high  concentration 
reference  gas.  When  performing  this 
test,  the  operator  was  to  make  no 
adjustments  for  low-level  concentration 
measurements  before  completing  the 
high-level  calibration  checks. 
Commenters  expressed  concern  that  this 
requirement  would  prevent  an  operator 
from  correcting  the  drift  at  the  high- 
level  gas  (known  as  span  drift)  by  the 
drift  measured  at  the  zero-level  gas 
(known  as  zero  drift).  Another  major 
concern  focused  on  the  ability  of  a 
CEMS  to  meet  a  performance 
specification  based  on  the  "tag  value"  of 
the  low  concentration  gas. 


Response:  This  test  remains  as 
propcKsed.  except  that  the  performance 
specification  will  be  apphed  to  the  span 
of  the  instrument  instead  of  to  the 
reference  gas  values,  as  discussed  in 
detail  above  under  "Performance 
Specifications."  This  change  should 
address  the  concern  about  the 
achievability  of  the  perfbnnance 
specification.  The  final  regulations 
retain  the  restrictions  on  adjustments  for 
drift.  However,  the  agency  notes  that  an 
operator  may  OHnputationally  correct 
span  drift  for  zero-drift,  but  cmly  after 
both  zero-  and  span-drift  have  been 
documented.  This  is  comparable  to  the 
requirements  under  Performance 
Specification  2  (40  CFR  part  60. 
Appendix  B). 

Exceptions  to  CEMS  Requirement 

EPA  received  more  than  1,000 
comments  on  proposed  exceptions  to 
monitoring  requirements  for  SO3,  NO., 
and  opacity,  as  well  as  on  a  general 
exception  to  the  Add  Rain  Program's 
emission  reduction,  permitting,  and 
monitoring  requirements  for  dean, 
small  new  units. 

(1)  For  SO2  CEMS 

In  the  proposed  regulations, 
exceptions  from  the  CEMS  requirements 
for  SO2  were  proposed  for  two 
categories  of  units:  Oil-fired  units,  in 
general,  and  combined  gas/ml-fired 
units  that  derived  90  percent  or  more  of 
their  heat  input  during  the  year  from 
natural  gas.  In  the  following  discussion, 
the  latter  units  will  be  referred  to  as 
"90-percent  gas-fired  units." 

The  first  exception  would  allow  oil- 
fired  imits  to  monitor  their  oil  flow  rate 
using  a  fuel  flow  meter,  analyze  the 
sulfur  content  of  either  continuous  drip 
or  "flow  proportional"  samples  of  the 
oil,  and,  then,  calculate  hourly  SO2 
emissions  from  the  corresponding 
hourly  flow  rate  and  sulftur  content 
measurements.  "Flow  proportional" 
sampling  refers  to  an  automated  process 
whose  frequency  of  sampling  is  not  tied 
to  the  time  elapsed  but  rather  is 
proportional  to  the  amount  of  fluid 
passing  the  monitoring  location.  For 
example,  samples  mi^t  be  taken  every 
ten  barrels  or  every  100  gallons  or  every 
50  pounds  of  fluid.  Under  this  proposed 
exception,  houxly  SO2  emissions  had  to 
be  reported  within  24  hours  of  their 
occurrence. 

The  exception  for  90  percent  gas-fired 
units  was  similar.  However,  these  units 
were  required  only  to  take  daily  manual 
grab  samples  of  the  oil,  calculate  daily 
SO2  emissions,  and  report  results  within 
24  hours.  By  implicaticm,  units  burning 
natural  gas  exclusively  were  completely 


exempted  from  the  SO2  CEMS 
reouirements. 

Some  commenters  supported  the 
proposed  SO3  monitoring  exceptions: 
some  recommended  a  longer  tiunaround 
time  for  oil  analysis:  and  some  proposed 
a  less  frequent  sampUng  requirement  for 
oil-fired  imits.  One  organization 
opposed  less  freouent  oil  sampling. 
Othera  supported  allowing  a  luel  flow 
meter  combined  with  a  diluent  monitor 
to  be  used  in  place  of  a  volumetric  flow 
monitor. 

Response:  The  two  exceptions 
included  in  the  proposed  regulations  ara 
retained  in  the  final  rule.  In  addition, 
based  on  the  public  comments  that  were 
received  and  an  analysis  of  SO2 
emissions  data  in  the  National  Utility 
Reference  File  (NURF)  emission 
inventory,  EPA  is  extending  the 
exception  for  90  percent  gas  fired  units 
to  all  oil-fired  units  and  lengthening  th« 
required  turnaround  time  for  oil  sample 
analysis  imder  this  exception  frt>m  24 
houra  to  thirty  days.  No  other  changes 
to  the  originally  proposed  exceptions 
from  SO2  monitoring  have  been  made. 
In  general,  the  exceptions  granted  to 
gas-  and  oil-fired  units  were  based  on 
substantial  evidence  showing  that  the 
excepted  monitoring  methods 
performed  extremely  well  for  these 
types  of  fuels  with  respect  to  the 
statutory  criteria  for  equivalency  to 
CEMS,  as  spedfied  in  secrtion  412(a)  of 
the  Act.  EPA  believes  that  these 
exceptions  are  within  its  discretion  in 
administering  the  Act.  See  Alabama 
Power  Co.  v.  Costh.  636  F.  2d  323,360- 
61  (P.C  Qr.  1979).  Details  of  EPA's 
positicm  are  ^ven  below. 

(a)  Exception  for  oil-fired  units.  As 
noted  in  the  preceding  paragraph, 
today's  rule  provides  an  exception  in 
Appendix  D  of  Pari  75  for  monitoring 
SO2  emissions  at  oil-fired  units  based  on 
the  performance  of  the  excepted 
monitoring  methods.  The  first  excepted 
method  roues  on  automatic  fuel 
sampling,  v^ose  sampling  frequency  is 
proportional  to  the  fuel  flow,  with  a 
minimum  of  one  sample  drawn  each 
hour.  In  addition,  the  "continuous"  and 
flow-proportional  oil  samples  are 
required  to  be  aggregated  and  analyzed 
for  sulfur  content  on  a  daily  basis,  using 
American  Society  for  Testing  and 
Materials  (ASTM)  standard  laboratory 
procediu^s.  Finally,  the  rule  requires 
that  oil  flow  metere  be  calibrated 
annually. 

Since  SO2  emissions  frt>m  this  class  of 
unit  can  be  significant,  the  rules  have 
designed  the  method  to  ensure  accurate 
information,  representative  of  each  hour 
of  unit  operation,  thus  ensuring 
equivalence  to  CEMS.  The  method  has 
three  main  features:  accurate  metering 
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of  oil  flow,  as-fired  oil  sampling  (i.e.. 
actual  fuel  samples  taken  in  proportion 
to  fuel  consumption  as  measured  by  the 
fuel  flow  meters),  and  accurate  accepted 
procedures  specified  by  ASTM  for 
analyzing  the  sulfur  content  and  density 
of  the  oil  samples. 

As  is  explained  further  below,  the 
evidence  available  indicates  that  the  oil 
sampling  and  analysis  method  compares 
favorably  to  the  statutory  criteria  for 
"sameness"  in  section  412(a)  of  the  Act: 
(1)  It  is  as  precise  as  CEMS;  (2)  it  is  no 
less  reliable  than  CEMS;  (3)  the 
information  generated  from  the 
method— calculations  of  actual  hourly 
emissions  based  on  representative 
samples  and  measurements — is  as 
accessible  and  useful  as  that  reported  by 
CEMS;  and  (4)  it  compares  acceptably  to 
the  CEMS  requirements  with  regard  to 
the  timeliness  of  measurements  and 
data  verification.  In  short,  the  only 
relevant  distinction  between  the  CEMS 
requirements  and  the  flow-proportion 
continuous  oil  ^mpling  and  analysis 
method  approved  today  is  the 
measurement  method. 

The  following  is  an  elaboration  of 
EPA's  response  to  two  aspects  of  this 
exception  that  attracted  specific  public 

comments: 

(i)  Accuracy  of  fuel-flow  metering. 
The  final  rule  preserves  the  proposed 
fuel  flow  meter  accuracy  specification  of 
±2  percent.  The  EPA  clarifies  that  this 
specification  is  ±2  percent  of  the 
maximum  flow  that  can  be  measured  by 
the  meter,  known  as  the  "upper  range 
value".  Several  commenters  asked  that 
EPA  set  a  more  relaxed  accuracy  limit. 
This  proposal  may  have  been  prompted 
by  confusion  over  whether  the  accuracy 
specification  was  to  be  applied  to  the 
actual  flow  or  the  upper  range  value. 
The  EPA  evaluated  this  request  and 
decided  not  to  alter  the  accuracy 
requirement,  based  on  two 
considerations:  First,  information 
available  to  EPA  indicates  that  the  ±2 
percent  accuracy  specification  is 
achievable  by  commonly-used  types  of 
flow  meters,  including  coriolis-type 
mass  flow  meters,  positive  displacement 
flow  meters,  and  square-orifice 
differential-pressure  flow  meters,  and 
some  other  less  expensive  flow  meters. 
Second,  the  ±2  percent  accuracy  limit  is 
necessary  given  the  variations  in 
accuracy  inherent  in  the  ASTM  fuel 
sample  analysis  methods.  Maintaining 
the  ±2  percent  accuracy  limit  is 
particularly  important,  because  the  final 
rule  adds  flexibility  by  allowing  the  use 
of  numerous  apphcable  ASTM 
analytical  methods. 

(if)  As-fired  oil  sampling.  The  CEMS 
requirements  call  for  continuous 
measurements  of  emissions  (i.e..  hourly 


averages  based  on  measurements  taken 
at  fifteen  minute  intervals  with  no  fewer 
than  2  measurements  in  any  hoxir) 
followed  by  data  verification  within  24 
hours.  The  excepted  method  for  oil-fired 
units  requires  automatic  sampling  on  an 
hourly  (or  more  frequent)  basis  in 
proportion  to  the  rate  of  oil  flow.  In  the 
oil  fuel  sampling  and  analysis  method, 
fuel  sample  grabs  are  taken  in 
proportion  to  the  fuel  used,  with  sample 
grabs  required  at  least  once  each  hour, 
and  sample  analyses  required  each  day. 
This  provides  samples  that  are  truly 
representative  of  each  hour  of  unit 
operation.  Thus,  both  methods  result  in 
measured  hourly  values. 

Commenters  suggested  a  number  of 
ways  that  the  frequency  of  oil  sampling 
could  be  reduced,  including  procedures 
that  account  for  changes  in  the  sulfur 
content  upon  the  arrival  of  each  new  oil 
delivery.  EPA  rejected  these  suggestions 
because  they  would  have  resulted  in 
less  ft^quent  sampling,  which  would 
have  increased  the  potential  to 
underestimate  the  sulfur  content  of  the 
oil  combusted  by  this  category  of  unit, 
and  would  not  have  assured  that  the 
reported  emissions  represented  the 
actual  emissions  for  the  reported  point 
in  time. 

(b)  Exception  for  oil-fired  and  gas- 
fired  units.  The  final  rule  retains  the 
previously  proposed  excepted  method 
for  calculating  SO2  emissions  at  gas- 
fired  units  that  bum  natural  gas  for  no 
less  than  90  percent  of  their  total  heat 
input  during  the  year  and  bum  oil — 
including  diesel  oil— as  their  backup 
fuel  for  the  remaining  heat  input.  See  56 
FR  at  63089.  In  addition,  as  noted 
above,  the  final  rale  extends  this 
exception  as  an  option  to  oil-fired  units. 
These  imits  are  not  required  to  use  this 
excepted  method  for  SO2  monitoring. 
Rather,  they  may  install  a  CEMS  or 
employ  the  continuous  oil  fuel  sampling 
method  described  above  and  in 
appendix  D  of  part  75. 

(i)  De  minimis  exemption  from  SOj 
monitoring  when  units  burn  100  percent 
natural  gas.  Gas-fired  units  would  only 
be  required  to  monitor  SO2.  when  they 
are  actually  burning  oil.  This  is 
appropriate  due  to  the  de  minimis 
nature  of  the  SO2  emissions  from 
refined  natural  gas  fuel.  See  discussion 
of  de  minimis  exceptions  in  the 
preamble  to  part  72,  Permits. 
Specifically,  units  that  exclusively  use 
natural  gas  emit  only  a  small  amount  of 
SO2  each  year.  Based  on  the  typical 
amount  of  sulfur  found  in  natural  gas, 
as  measured  by  ASTM  analysis 
methods,  a  typical  exclusively  gas-fired 
unit  emits  less  than  100  kg  of  SO2 
annually  while  combusting  natural  gas. 


See  discussion  of  de  minimis  exceptions 
in  the  preamble  to  part  72.  Permits. 

While  emissions  are  also  relatively 
small  from  gas-fired  units  that  use  oil, 
including  diesel.  as  a  back-up  fuel  for 
no  more  than  10  percent  of  their  heat 
input,  the  emissions  are  not  completely 
negligible.  According  to  the  National 
Allowances  Database,  there  are  525 
existing  90-percent  gas-fired  units.  This 
category  of  unit  emitted  7.600  tons  of 
SO2  in  1985.  yielding  per  unit  average 
emissions  of  less  than  15  tons  annually. 
Six  of  the  525  units  emitted  more  than 
100  tons  in  1985.  the  cut-off  under  title 
V  of  the  Act  for  "major"  sources.  Thus, 
the  final  regulations  stipulate  that  when 
a  90-percent  gas-fired  unit  combusts  oil. 
it  is  required  to  use  an  in-line  oil  flow 
meter  to  continuously  monitor  the 
amount  of  oil  consumed  and  to  use  the 
highest  sulfur  value  from  a  series  of 
daily  fuel  samples  in  calculating  the 
SO2  mass  emissions  in  units  of  pounds 
pefhour. 

(ii)  Comparison  of  the  excepted 
method  to  CEMS.  As  with  the  excepted 
continuous  fuel  sampling  method,  this 
exception  for  90  percent  gas-fired  and 
oil-fired  units  compares  well  to  CEMS 
with  regard  to  precision,  reliability,  and 
accessibility.  The  method  differs  from 
the  flow-proportional  "continuous"  oil 
fuel  sampling  method— and  thus  fttjm 
CEMS— only  with  regard  to  the 
measurement  method.  As  was  discussed 
above,  the  CEMS  and  the  flow- 
proportional  continuous  oil  fuel 
sampling  method  call  for  continuous 
measurements  of  emissions.  In  contrast, 
the  alternate  excepted  method  for  90 
percent  gas-fired  and  oil-fired  units 
requires  daily  manual  oil  samples. 
Furthermore,  SO2  emissions  are 
required  to  be  calculated  using  the 
highest  measured  fuel  sulfur  content, 
recorded  in  the  previous  30  daily 
samples. 

EPA  believes  that  differences  between 
this  method  and  CEMS  with  regard  to 
measurement  and  verification  frequency 
are  not  critical  to  the  exception's 
methodology.  Specifically,  as  discussed 
in  greater  detail  below,  the 
measurement  frequency,  applicable  to 
CEMS.  is  not  needed  in  the  case  of  gas- 
fired  units  and  oil-fired  units  in  order  to 
generate  representative  calculations  of  a 
unit's  actual  SO2  emissions  on  an  hour 

by  hour  basis. 

Measurement  frequency.  EPA 
considered  several  factors  in  concluding 
that  the  specified  measurement 
frequency  is  sufficiently  timely  for  gas- 
fired  units  and  oil-fired  units.  First,  due 
to  the  homogeneity  of  this  particular 
fuel  source,  the  sulfur  content  of  the 
daily  oil-fuel  supply  used  by  these 
categories  of  units  is  unlikely  to  vary 
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signiHcantly  during  a  day.  CNl  fuel 
typically  has  a  highly  homogeneous 
sulfur  content  as  compared  to  coal  and 
coal-derived  fuels.  Moreover,  even  day- 
to-day  variation  in  sulfur  content  will  be 
very  limited,  since  the  two  source 
categories  which  will  use  this  method 
typically  purchase  and  consume  batches 
of'^oil  fuel  infrequently.  In  addition,  fuel 
usage  at  gas-  and  oil-fired  units  can  be 
measured  accurately,  and  virtually 
instantaneously,  using  a  flow  meter. 

Finally,  the  approved  daily  sampling 
method  requires  that  SO2  emissions  be 
calculated  using  the  highest  measured 
sulfur  content  of  the  previous  30  daily 
samples.  This  prevents  any  possible 
underestimation  in  the  unlikely  event 
that  a  daily  sample  had  a  lower  sulfur 
content  than  the  average  for  the  entire 
day.  It  is,  thus,  highly  improbable  that 
any  emissions  would  not  be  accounted 
for  using  this  method. 

Verification  frequency.  Although  the 
"timeliness"  criterion  in  section  412(a) 
of  the  Act  does  not  unequivocally 
mandate  exactly  the  same  tum-around 
time  in  measurement  verifications  for 
CEMS  and  excepted  methods  that 
involve  collection  of  actual 
measurement  samples,  EPA  believes 
that  the  verification  frequency  for  any 
monitoring  method  should  be  as  short 
as  is  practical.  This  is  important  in 
order  to  provide  up-to-date  emissions 
information  to  the  allowance  market 
and  to  meet  regulatory  deadlines  for 
quarterly  emissions  reports  and  the  end- 
of-year  allowance/emissions 
reconciliation.  Nevertheless,  as 
numerous  comraenters  pointed  out,  a 
"next  day"  tum-around  ngquirement 
would  be  particularly  impractical  for 
units  covered  by  this  exception.  They 
are  frequently  located  in  remote  areas 
and,  due  to  their  size  and  the 
infrequency  of  their  burning  oil,  they 
typically  must  send  their  oil  samples  to 
outside  commercial  laboratories  for 
analysis.  Many  commenters  suggested 
that  seven  days  would  be  the  minimum 
reasonable  amount  of  time  to  send  out 
oil  samples  for  analysis  and  receive 
results  while  others  suggested  a  15  or  30 
day  turnaround.  Concern  was  expressed 
that  it  would  be  administratively 
impractical  to  conduct  a  24  or  even  7 
day  turnaround  thus  making  this  option 
unattractive  to  most,  if  not  all,  of  the  oil 
fired  units  for  which  this  option  is 
intended.  As  proposed,  those  selecting 
this  option  would  be  driven  to 
inefficiently  analyzing  single  or  small 
batch  samples.  Concern  was  also 
expressed  that  this  approach  could 
inadvertently  encourage  the 
development  of  on-site,  less  accurate, 
lab  analysis.  Thus,  EPA  does  not 
consider  a  seven  day  turnaround 


practical  for  small  or  remotely  located 
units.  Further,  in  situations  where  the 
information  is  needed  more  quickly  for 
end  of  year  true-up  or  enforcement 
purposes,  the  sample(s)  could  be 
analyzed  more  quickly  on  a  case  by 
case,  as  needed,  basis.  Thus,  EPA  has 
decided  to  promulgate  a  30  day 
turnaround  period. 

(Hi)  Other  considerations.  EPA's 
analysis  also  indicates  that  this 
exception  represents  an  appropriate  way 
to  reduce  the  particularly 
disproportionate  financial  burden  that 
requiring  SO2  GEMS  would  impose  on 
oil-fired  units.  Total  emissions  from  all 
oil-fired  units  represent  approximately  4 
percent  of  the  SO2  emissions  from  all 
affected  units.  Nevertheless,  monitoring 
costs  under  the  Acid  Rain  Program  for 
small  oil-fired  units  can  range  as  high  as 
$490-$49,000  per  ton  of  SOj  emitted. 
The  proposed  exception  will  provide  a 
viable,  more  cost  effectiA'e  option  for 
such  sources. 

Another  concern,  raised  by 
commenters,  was  that  units  qualifying 
for  this  exception  might  subsequently 
change  their  proportion  of  oil  usage, 
thereby  increasing  the  level  of  emissions 
not  being  monitored  by  CEMS.  To« 
address  this  concern,  the  definition  of 
"gas-fired"  has  been  revised  in  the  final 
rule  to  include  a  cap  on  the  amount  of 
oil  that  qualifying  imits  could  use  in 
any  one-year  or  3-year  period.  Further, 
by  extending  the  option  to  all  oil-fired 
units,  the  decision  to  install  an  SO2 
CEM  system  will  not  be  capacity  factor 
driven.  The  result  is  a  simplified  set  of 
requirements  that  provide  additional 
operational  flexibility  to  units  that 
experience  atypical  increases  in 
utilization  in  any  given  year. 

(c)  Other  suggested  methods  for 
calculating  SO2  emissions  considered. 
Commenters  proposed  several  other 
methods  for  determining  SO2  emissions. 
EPA  rejected  these  approaches  because 
they  represented  clear  departures  fi'om 
the  statutory  criteria  for  evaluating 
alternative  monitoring  methods  and 
because  of  concerns  about  their 
administration  and  enforceability. 

Permit  limit  proxy.  One  proposal  for 
oil-fired  units  was  to  always  use  the 
"maximum  permitted"  oil  sulfur 
content  as  a  default  sulfur  value  for 
units  with  such  permit  limitations.  The 
EPA  rejected  the  proposal  because  a 
fuel's  permitted  sulfur  content  bears  no 
relationship  to  physical  measurement 
and  verification  procedures,  based  on 
actual  operations,  that  are  implicit  in 
the  word  "monitoring,"  as  mandated  in 
the  Act. 

"F-factor"/fuel  flow  method.  Other 
commenters  proposed  allowing  a 
diluent  monitor,  an  "F-factor,"  and  a 


fuel  flow  meter  to  be  used  as  an 
alternative  to  a  CEMS  volumetric  flow 
monitor.  (An  "F-factor"  is  a  fuel-specific 
constant  that  relates  the  heat  content  of 
a  fuel  and  the  amount  of  gases  given  off 
upon  combustion.  It  is  used  to  convert 
diluent  gas  concentration  and  pollutant 
concentration  into  a  value  of  pounds  of 
pollutant  per  million  British  thermal 
units  of  heat  input.)  In  a  four-day 
experiment  performed  by  one 
commenter,  the  method  appears  to  have 
produced  measiu«ments  that  track  those 
generated  by  a  combined  SO2,  CEMS 
and  volumetric  flow  monitor.  However, 
EPA  does  not  believe  that  four 
consecutive  days  of  data  are  sufficient  to 
support  a  conclusive  equivalency 
determination  at  this  time.  To  be 
approved,  this  method  would  have  to 
meet  the  criteria  for  alternative  methods 
in  a  thirty-day  trial  as  required  by  the 
provisions  of  §  75.40  of  the  rule.  If 
approved,  this  alternative  method 
would  be  promulgated  as  an  excepted 
monitoring  method  in  appendix  I  and 
would  apply  categorically  to  oil-fired 
and  gas-fired  boilers. 

Cooy  fuel  sampling:  EPA  also 
considered  coal  fuel  sampling  as  a 
method  of  monitoring  SO2  emissions. 
As  with  other  methods  suggested,  EPA 
evaluated  the  method's  ability  to  obtain 
accurate  and  representative  samples  and 
evaluated  the  practicality  of  using  the 
method  to  obtain  sam.ple8,  determine 
the  amount  of  fuel  used,  and  calculate 
emissions  for  any  given  hour.  Whereas 
flow-proportional  continuous  oil  fuel 
sampling  yields  extremely  accurate 
information  on  which  to  base  actual 
emissions  calculations,  such  accuracy 
cannot  be  consistently  achieved  by  coal ' 
fuel  sampling.  Oil  fuels  have  highly 
homogeneous  sulfur  content  as 
compared  to  coal  and  coal-derived  fuels. 
Comparisons  of  oil  fuel  sampling  to 
CEMS  have  shown  variations  in 
contemporaneous  readings  of  0  to  ±5 
percent  on  an  hourly  basis.  Similar 
comparisons  of  coal  sampling  to  CEMS 
have  shown  variations  in 
contemporaneous  readings  ranging  fiom 
±10  to  145  percent  on  a  daily  basis,  vnih 
significantly  greater  variations  on  an 
hourly  basis. 

These  results  are  not  unexpected 
since  the  physical  composition  of  coal 
makes  it  extremely  difficult  to  specify 
and  use  a  standardized  process  for 
taking  representative  fuel  samples. 
Because  coal  characteristically  can 
contain  large,  but  irregular, 
concentrations  of  impurities,  the  sulfur 
content  of  coal  can  vary  greatly  within 
a  single  shipment.  Consequently,  two 
adjoining  chunks  of  coal  may  differ 
dramatically  from  each  other.  EPA  does 
not  consider  that  units  performing  coal 
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fuel  sampling  and  analysis  qualiiy  for 
an  exoeptioo  to  the  CEMS  monitoring 
requiremants  for  SOi- 

(2)  For  NO,  CEMS 

The  proposad  regulations  included  no 
exceptions  to  the  NO,  CEMS 
requirements. 

Throiigh  the  public  comment  process, 
EPA  received  numerous  proposals  for 
exemptions  from  the  NO,  monitoring 
reqiiirements.  The  comments  focused 
primarily  on  the  category  of  affected 
units  that  are  not  coal-fired  and  are  not, 
therefore  sub)ect  to  NO.  emission 
limitations  under  section  407  of  the 
Add  Rain  Program.  Some  commenters 
asked  that  such  units  be  exempt  from 
the  title  IV  N0«  emissions  monitoring 
obagatioos  in  their  entirety.  Others 
recammended  an  alternative  method  for 
infrequently  operated  (i.e  ,  "peaking") 
units,  such  as  diesel-  and  dual-fuel 
reciprocating  internal  combustion 
engine  units,  combustion  turbines,  and 
other  oil-  and  gas-Bred  imits  with  a 
capacity  factor  below  some  stipulated 

level. 

Response:  EPA  disagrees  with  those 
proposing  a  total  exemption  from  NO, 
monitoring  njquireroents  for  imits  that 
do  not  have  a  NO,  emission  reduction 
obligation  under  section  407  of  the  Act. 
Section  412  of  the  Act  clearly  requires 
all  units  with  emissions  limitations 
undor  title  IV.  not  just  those  with  NO, 
Umitations.'  to  monitor  NO,  emissions. 
This  fnformation  is  important  to  Acid 
Rain  Program  implementation, 
particularly  with  regard  to  the  various 
studies  and  report*  mandated  by  the 
Act,  which  specifically  identifies  NO,  as 
a  key  acidic  deposition  pieciirsor 
pollutant 

EPA  agrees,  however,  that  it  is 
appropriate  to  craft  a  limited  exception 
to  the  NO,  CEMS  reqmrements, 
applicable  only  to  gas-  and  oil-fired 
"peaking"  units  having  a  capacity  of  10 
perctnt  or  less  over  the  previous  three 
years.  See  discussion  of  de  minimis 
exceptions  in  the  preamble  to  part  72, 
Permits.  These  two  categories  of  peaking 
units  have  extremely  low  emissions 
both  collectively  and  individually.  Total 
NO.  emissions  from  this  category  of  unit 
is  estimated  at  40,000  tons  per  year.  At 
the  same  time,  the  cost  of  monitoring 
NO,  emissions  using  CEMS  could  be 
several  hundred  dollars  per  ton  of  NO, 
monitored  In  addition,  a  large  number 
of  sources  thst  fall  into  these  two 
categories  are  located  in  small 
municipalities.  wbeT«  the  cost  of 
■  installing,  operating,  and  maintaining 
CEMS  would  be  particularly 
burdensome. 

ETA  believes  that  these 
cc.isideratioB*.  and  the  fact  that  these 


catogodet  of  units  are  not  subject  to  NO, 
eaussi<»  reduction  requirements  under 
title  IV.  are  pertiawit.  The  EPA  beUeves 
that  exceptioiis  to  monitoring 
requirements  are  appropriate  to 
consider  in  cases  where  insignificant 
annual  emissions  are  involved  and  the 
statutory  objectives  can  be  mk. 
Specifically,  the  primary  concern 
imderlying  the  statutory  em^iasis  on 
CEMS  as  the  mandated  monitoring 
method  is  the  need  for  precise,  reliable 
and  timely  information  indicating  the 
exact  emissions  of  each  unit  in  order  to 
detename  whether  a  source  or  anit  has 
met  its  anissions  limitations,  (emphasis 
added).  S.  Rep.  No.  427, 101st  Cong.,  1st 
Sess.  336-337  (1989).  In  short  given  the 
^»senoe  of  a  comphance  oUigation  for 
these  two  categories  of  unit*,  and  the 
high  costs  of  instalUng  and  operating 
CEMS  at  the  units,  a  reliable  exception 
method  would  seem  justified. 

(o)  Approved  method.  The  final 
regulations  allow  gas-  and  oil-fired 
"peaking"  units  to  account  for  their  NO, 
emissions  using  site-specific  NO, 
emission  factor  correlations  at  various 
unit  loads.  The  term  'peaking  unit"  is 
typically  used  by  industry  to  describe  a 
unit  that  is  operated  at  a  capacity  fador 
of  10  percent  or  less.  See.  for  example, 
the  Electrical  Power  Research  ln.stitute's 
Technical  Assessment  Guidelines 
(1991),  which  classifies  units  on  the 
basis  of  load.  The  term  "capacity  factor" 
refers  to  the  ratio  of  the  unit's  actual 
electrical  or  steam  output  (in  MWehr)  to 
the  output  if  the  unit  ran  continuously 
for  8760  hours  a  year  at  the  unit's  rated 
nameplate  capacity.  A  capacity  factor  of 
10  percent  would  be  typical  of  a  unit 
that  operates  400  hours  a  year.  A  "low 
capacity  factor"  unit  typically  refers  to 
a  unit  that  is  operated  at  a  capacity 
factor  of  30  percent  or  less.  The  term 
encompasses  both  "intermediate  load" 
and  "peaking"  units.  A  "high  capacity 
factor"  or  "base  loaded"  imit  refers  to 
units  operated  at  a  capacity  factor  of  50 
to  70  percent. 

Any  unit  using  this  method  will  be 
required  to  develop  a  historical  record 
of  NO,  emissions  at  various  loads  to 
establish  the  correlations.  The  site- 
specitic  derivation  of  correlations,  based 
on  historical  emissions  data,  is 
necessary,  because  NO,  fonna'aon  is 
uniquely  dependent  on  the  particular 
operating  ciiaracteristics  and  equipment 
used  at  a  unit.  Once  the  correleLiuns  are 
derived,  th^  are  applied  to  the  unit's 
actual  load  data  in  order  to  calculate  the 
unit's  NO,  emissions  for  the  year.  In 
addition,  periodic  NO,  emissions  stack 
testing  is  required  to  verify  the 
continued  representativeness  of  the 
correlation*.  The  EPA  beheves  these 
procedures  will  ensure  that  the 


correlations  produce  sufficiently 
representative  data  on  actual  emissions 
for  this  limited  class  of  units.  Tliis 
approach  is  consistent  with  the 
reoommafMiatioas  of  many  ctf  the 
commenters  who  identified  the  need  for 
an  exception  to  NO.  CEMS  for  gas-  and 
oil-fired  peaking  unit*. 

It  is  important  to  note  that  the 
approved  emissions/load  exception 
does  not  meet  the  criteria  for  an 
alternative  monitorii^  system,  as 
specified  in  section  412(a)  of  the  Act.  As 
such,  it  is  only  approved  for  use  in  a 
very  limited  dass  of  units.  To  date,  no 
continuous  akemative  NO,  monitoring 
system  has  been  field  tested  alongside  a 
certified  NO,  CEMS  and  shown  to  nieet 
the  equivalency  critaria  specified  in  the 
Act.  Thus,  there  is  no  exception  to  NO, 
GEMS  reqiiirementa  beyond  the 
exception  for  oil-  and  gas-fired 
"peaking"  units. 

Some  commenters  expressed  concern 
that  a  unit,  once  qualified  for  an 
exception  to  the  NO,  CEMS 
requirement,  could  then  change  from  a 
low  capacity  factor  to  a  high  capacity 
factor  unit,  or  change  its  fuel  usage  and 
thereby  undermine  the 
representativeness  of  the  emissions/load 
correlations.  To  prevent  this,  the  final 
rule  includes  a  definition  for  "peaking 
unit"  that  Unks  the  continued 
availability  of  the  NO,  monitoring 
exception  to  a  unit's  mode  of  operation 
during  the  previous  three  years.  It 
provides  additional  operational 
flexibility  in  the  case  of  atypical  end-of- 
year  increased  utiliration.  while  ststting 
limits  on  a  source's  ability  to  qualify  for 
an  exception  to  the  NO,  CEMS 
requirements.  The  regulations  also 
include  procedures  for  determining  if 
unit*  with  fewer  than  three  years  of   . 
operating  experienca  quaUfy  as  peaking 
units.  If  a  unit's  utilization  changes  so 
that  it  is  no  longer  a  "peaking"  unit,  it 
would  become  subject  to  the  CEMS 
monitoring  requirements  in  the 
following  calendar  year.  Similarly,  if  a 
unit  changes  its  fuel  usage  and  therrf)y 
changes  its  emission  diaracteristics.  the 
owner  or  operator  would  'oe  required  to 
revise  the  unit's  correlations  or  install  a 
CEMS  for  NO,  by  the  end  of  the 
following  calendar  veer. 

(b)  Other  methods  considered  for  NO^ 
exceptions:  AP-42.  A  number  of 
commenters  promoted  an  approach, 
similar  to  the  emissions/load  correlation 
approach  appro\'ed  today,  but  based  on 
the  EPA-developed  emission  estimation 
factor  known  as  AP-42.  Despite 
superficial  similarities,  that  approach 
would  rely  on  emission  factors  derived 
from  industry-wide  average  (i.e., 
generic)  estimates  of  emissions  fai 
different  fuel  and  boiler  types.  The  EPA 
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rejects  such  an  approach,  because  its 
estimates  are  not  based  on  the  actual 
historical  operating  experience  of  the 
units  to  which  the  estimates  would  be 
applied.  Generic  estimation  would  be 
especially  detrimental  in  calculating 
NOa  emissions,  because  of  wide 
variations  in  emissions  formation 
characteristics  from  unit  to  unit. 

The  unit-specific  NO,  emissions/load 
correlation  approach  approved  today 
provides  a  more  representative 
calculation  of  the  actual  emissions  at  a 
particular  unit  than  the  generic  AP— 42 
emission  estimation  factors.  This  is 
especially  true  for  combustion  turbines 
and dieseland  dual-fuel  reciprocating 
internal  combustion  engines,  which 
tend  to  have  relatively  steady  and 
predictable  NO»  emissions. 

(c)  Other  capacity  factor  cut-offs.  As 
discussed  above,  the  exception  to  the 
NO»  CEMS  requirement  applies  to 
"peaking  units,"  defined  as  units  with 
a  capacity  factor  of  10  percent  or  less 
over  the  previous  three  years  and  20 
percent  or  less  in  each  of  those  years. 
The  EPA  received  proposals  for  NO, 
CEMS  exceptions  based  on  other 
capacity  factor  cut-offs.  Some 
commenters  suggested  that  oil-  and/M' 
gas-fired  units  with  a  capacity  factor  of 
30  percent  or  less  should  be  able  to 
determine  NO.  emissions  by  an 
excepted  method.  The  EPA  has  rejected 
this  suggestion  since  it  considers  the 
NO»  emissions  from  existing  units 
operating  at  a  capacity  factor  between 
the  approved  10  percent  cut-off  and  the 
proposed  30  percent  cut-off  to  be  not  de 
minimis,  either  individual^  or  as  a 
group.  Such  units  can  emit  more  NO, 
than  many  coal-fired  units  affected  in 
Phase  I  of  the  program.  According  to  the 
NURF  database,  the  entire  category  of  30 
percent  or  less,  gas-  and  oil-fired  units 
emitted  approximately  400,000  tons  of 
NO,  in  1985. 

(3)  For  Opacity  Monitoring 

The  proposed  rule  contained  two 
classes  of  exemptions  to  the  part  75 
requirement  that  affected  units  install 
continuous  opacity  monitors.  Gas-fired 
units  that  derived  no  less  than  90 
percent  of  their  total  annual  heat  input 
from  natural  gas  were  exempt  as  were 
wet  scrubbed  units.  These  and  all  other 
affected  units  would  still  be  required  to 
meet  any  other  appficable  federal,  state, 
and  local  opacity  monitoring 
requirements. 

Some  commenters  suggested  that  the 
opacity  monitoring  requirements  under 
the  Acid  Rain  Program  should  not  go 
beyond  other  existing  federal,  state,  and 
local  requirements. 

Response:  EPA  cannot  adopt  this 
proposal,  since  section  412  of  the  Clean 


Air  Act  Amendments  requires  the 
installation  of  continuous  opacity 
monitors  at  all  affected  units.  There 
appear  to  be  a  substantial  number  of 
affected  units  combusting  residual  oil 
which  exhibit  significant  opacity  levels, 
yet  are  not  subject  to  opacity  monitoring 
requirements  in  every  state.  The  opacity 
data,  obtained  imder  part  75  of  these 
regulations,  is  to  be  sent  to  state  and 
local  air  control  agencies. 

However,  the  Agency  is  using  its 
discretionary  authority  to  provide  class 
exemptions  for  imits  that  do  not  have 
significant  opacity  levels  and  for  units 
that  may  not  be  able  to  provide 
meaningful  opacity  information.  Thus, 
in  the  interest  of  meshing  the  Acid  Rain 
Program  opacity  monitoring 
requirements  with  those  of  pre-existing 
federal.  State,  and  local  air  quality 
programs,  the  final  rule  exempts  gas- 
fired  units  that  combust  natural  gas  for 
no  less  than  90  percent  of  their  total 
heat  input  during  the  previous  three 
calendar  years  and  diesel  and  dual-fuel 
reciprocating  internal  combustion 
engine  units.  As  noted  in  the  preamble 
to  the  proposed  rule,  gas-fired  units 
have  very  low  opacity  levels,  and 
extremely  few  of  them  (less  than  5 
percent  of  the  90-percent  gas-fired  units 
in  the  National  Allowances  Database) 
are  required  to  monitor  for  opacity 
under  other  federal.  State,  or  local 
regulations.  Likewise,  states  such  as 
Indiana,  Iowa,  and  Kansas  with  many 
diesel  and  dual-fuel  reciprocating 
internal  combustion  engines  do  not 
require  the  monitoring  of  opacity 
because  of  low  opacity  levels  (e.g.  below 
10  percent  opacity,  even  dining  startup). 
Nevertheless,  where  such  requirements 
exist,  this  exception  for  title  TV  purposes 
has  no  effect  on  a  imit's  obligation  to 
comply  with  other  provisions  of  the  Act. 
See  Alabama  Power  Co.  v.  Costle,  636  F. 
2d  323,  360-61  (D.C  Cir.  1979). 

One  commenter  remarked  that  many 
wet  scrubbed  imits  successfully  monitor 
for  opacity  under  state  programs  and 
suggested  that  it  would  be  appropriate 
for  EPA  to  require  opacity  monitors  on 
wet  scrubbed  units. 

Response:  EPA  acknowledges  that  it  is 
sometimes  possible  to  monitor  opacity 
in  the  stack  or  at  the  inlet  of  wet 
scrubbed  imits,  depending  on  site- 
specific  conditions  such  as  the 
temperature  of  the  flue  gas.  Therefore, 
under  the  final  rule,  only  wet  scrubbed 
units  where  condensed  water  is  present 
are  exempted  from  opacity  monitoring 
for  acid  rain  purposes.  Nevertheless,  if 
the  State,  local,  and  other  federal 
programs  require  monitoring  of  opacity, 
then  compliance  with  those  regulations 
is  still  required. 


Another  commenter  expressed 
concern  that  the  opacity  monitoring 
requirements  might  be  avoided  by  units 
whose  classification  changes  from  "gas- 
fired"  to  "oil-fired,"  due  to  their  using 
a  higher  proportion  of  oil  for  their  heat 
input. 

Response:  The  Agency  has  revised  its 
definition  of  a  "gas-fired"  unit  to  allow 
units  to  use  a  three  year  period  in 
calculating  the  proportion  of  their  heat 
input  derived  firom  natural  gas.  This 
will  reduce  the  hkelihood  of  a  unit's 
being  accidentally  reclassified  without 
significantly  changing  the 
characteristics  of  its  emissions. 
However,  if  a  unit  should  still  exceed 
the  specified  proportion  of  oil  in  its  fuel 
blend  and  thereby  change  its  emission 
diaracteristics,  the  owner  or  operator  is 
required  to  install  and  certify  a 
continuous  opacity  monitor  within  365 
days  of  the  occurrence  of  the  change  in 
classification. 

(4)  For  Clean,  Small  New  Units 

In  the  proposed  rule,  EPA  requested 
comment  on  whether  exceptions  to 
some  or  all  of  the  Acid  Rain  Program 
requirements  should  be  extended  to 
small  new  units,  based  on  the  relative 
insignificance  of  their  total  emissions. 
Existing  units  of  less  than  25MWe 
capacity  are  exempt  from  the  title  IV  by 
virtue  of  the  statutory  definition  for 
"existing  unit,"  but  there  is  no  explicit 
exemption  for  small  new  units. 
Specifically,  EPA  asked  whether  small 
generators  that  only  incidentally  supply 
power  to  the  grid  should  be  subject  to 
the  full  range  of  Add  Rain  Program 
requirements.  The  overwhelming 
majority  of  those  who  commented  on 
the  issue  believed  that  some  form  of 
relief  would  be  appropriate  for  small 
new  units  with  low  emissions.  Various 
demarcations  were  suggested  by  the 
commenters  for  defining  the  categories 
of  units  that  would  qualify  for  such  an 
exception.  They  include:  A  size  cutoff 
in  MWe,  with  commenters  suggesting 
sizes  ranging  from  5  to  25  MWe;  a 
tonnage  emissions  cutoff  such  as  that 
used  in  EPA's  Prevention  of  Significant 
Deterioration  air  pollution  control 
progTan\s;  and  exceptions  based  on 
boiler  or  engine  type.  Two  related 
concerns,  particularly  noted  by  the 
commenters,  were  the  relatively  high, 
per-unit  cost  of  monitoring  extremely 
small  sources  (i.e.,  those  emitting  in  the 
range  of  one-ton  of  SO2  per  year),  and 
the  unusual  burden  these  costs  would 
impose  on  small  generators  and  small 
communities.  Commenters  also  drew 
attention  to  the  heavy  burden,  both  to 
sources  and  to  EPA,  that  would  result 
from  having  to  issue  add  rain  permits 
to  all  such  units. 
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Response:  As  is  discnissed  more  fully 
in  the  preamble  to  part  72,  the  Agency 
agrens  with  the  commenters  that  a 
conditional  de  mhiimis  exception  to  the 
emissions  reduction,  permitting,  and 
monitoring  requirements  of  the  Acid 
Rain  Program  is  appropriate  for  small, 
nt-w,  -clean"  units.  Specifically,  units 
having  a  nameplate  capacity  of  25  MWe 
or  less  and  coinbusting  fuels  with  a 
sulfur  content  not  greater  than  .05 
percent  by  weight  would  be 
conditionally  excepted  from  all  Acid 
Rain  Program  emission  reduction, 
permitting  and  monitoring 
requirements,  subject  to  a  continuing 
requiiement  to  certify  their  eligibility 
:  for  this  exception.  EPA's  analysis 
indicates  that  the  sulfur  ccmtent 
standard  of  this  exception  would  be  met 
by  units  condauting  natural  gas  and  by 
units  combusting  diesel  fuel  refined  to 
meet  requireawnts  in  the  Clean  Air  Act 
Amendments  for  on-road  vehicles. 
Those  units  that  do  not  meet  the 
nameplate  capacity  and  fuel  sulfur 
content  criteria  will  be  required  to  meet 
all  title  rv  Acid  Rain  Program 
requirements.  Moreover.  EPA  will 
reconsider  the  exception  if  significant 
increases  in  emissions  from  this 
cjitegory  are  found  to  occur  in  the 
future.'EPA  believes  that  this  exception, 
and  the  safeguards  associated  with  it. 
are  in  keeping  with  the  Administrator's 
authority  to  grant  de  minimis 
e.xceptions. 

VL  Discussion  of  Changes  to  Part  77 — 
Excess  Emissions 

Part  77  sets  forth  the  requirements  for 
units  that  have  sulfur  dioxide  or 
nitrogen  oxide  emissions  in  excess  of 
their  emissions  limitations.  Units  with 
excess  emissions  of  sulfur  dioxide  must 
submit  offset  plMis  providing  for  the 
deduction  of  allowances  equal  to  the 
tonnage  of  excess  emissions  and  must 
pay  $2,000  (as  adjusted  by  the 
Consumer  Price  Index)  per  ton  of  excess 
emissions.  Units  w^ilh  excess  emissions 
of  nitrogen  oxides  also  must  pay  a 
S2.000  per  ton  penalty.  In  addition, 
interest  is  owed  for  late  penalty 
payments. 

A.  Bestructuring  Changes 

In  response  to  general  comments 
encouraging  streamlining  of  the  rules, 
portions  of  part  77  have  been 
reorganized  and  simplified.  First,  like 
all  the  definitions  of  terms  in  other  parts 
of  the  rule,  definitions  from  part  77  have 
been  consolidated  in  §  72.2.  Further, 
provisions  that  were  redundant  with 
generally  applicable  provisions  in  part 
72  were  deleted.  These  include 
applicability,  federal  and  state 
authority,  signatory  requirements,  and 


recordkeeping.  The  substance  of  these 
provisions  (including  the  reservation  of 
federal  authority)  was  not  altered  by  this 
organizational  diange.  Finally, 
Appendix  A  was  deleted.  It  duplicated 
certain  provisions  already  in  the  rule 
and  provided  information,  showing  the 
calculation  of  the  excess  emission 
penalty,  that  is  more  appropriately  left 
for  guidance  materials. 

B.  Besponse  to  Comment 

(1)  Offset  Plans  for  Excess  Emissions  of 
Sulfur  Dioxide 

Section  77.2  of  the  proposed  rule 
required  that  each  offset  plan  contain 
specific,  detailed  information  about 
©very  unit  with  excess  emissions.  For 
example,  the  proposed  rule  required 
that  the  plan  explain  how  and  why 
excess  emissions  occurred  at  the  unit, 
what  corrective  actions  had  been  taken, 
and  the  schedule  and  increments  of 
progress  for  offsetting  the  emissions  in 
the  futxn^.  A  unit  wishing  to  use  a  new 
compliance  option  to  obtain  allowances 
for  offsetting  had  to  include  the 
planning  requirements  for  that  option  in 
the  offset  plan. 

The  Agency  received  numerous 
comments  on  this  section  of  the  rule.  In 
general,  the  commenters  thought  the 
offset  planning  process  was 
unnecessarily  lengthy,  burdensome,  and 
complicated.  Moreover,  they  strongly 
supported  eliminating  most  of  the  offset 
information  and  scheduling 
requirements,  especially  for  cases  where 
an  offset  plan  simply  calls  for  deduction 
of  allowances  from  the  excess  emitting 
unit's  account  in  the  year  after  the 
excess  emissions  occurred.  In  addition, 
a  few  commenters  questioned  the 
Agency's  authority  to  impose  certain 
information  requirements. 

Response:  Section  411  of  the  Act 
requires  the  owners  and  operators  of  a 
unit  with  excess  emissions  to  submit  "a 
proposed  plan  to  achieve  the  required 
offsets,"  which  plan  the  Administrator 
will  approve  "as  submitted,  modified, 
or  conditioned."  This  provision  gives 
EPA  the  discretion  to  require 
information  deemed  necessary  to  revie-w 
offset  plans  and  to  determine  what 
conditioiK  to  require.  Further,  Congress 
intended  that  offset  plans  could  be 
broader  than  simply  a  statement  of 
when  allowances  would  be  deducted. 
See  136  Cong.  Rec.  S 16969. 16982,  daily 
ed..  October  27. 1990  (stating  that  the 
offset  plan  should  show  how  source  will 
reduce  its  emissions  to  achieve  the 
requirements  of  title  IV,  including  a 
plan  to  achieve  required  offeets). 
Nevertheless,  in  Ught  of  the  comments 
supporting  an  easing  of  the  regulatory 
burden,  the  Agency  has  reconsidered  its 


approach  for  cwrying  out  section  411 
and  has  simplified  the  requirements  for 
offs^  plans. 

Information  requirements  have  been 
tailored  to  fit  the  type  of  offeet  plan  that 
is  submitted  and  the  compliance  status 
of  the  unit  involved.  In  general,  if  a  plan 
specifies  an  immediate  deduction  of 
allowances  to  offeet  excess  emissions, 
no  additional  information  is  required. 
Only  if  the  imit  has  had  excess 
emissions  far  two  years  in  a  row  must 
tfie  plan  include  information  on  how 
the  excess  emissions  occurred  and  what 
measures  are  being  taken  to  prevent 
excess  emissions  in  the  future.  If  a  plan 
specifies  a  deduction  of  allowances  at  a 
date  after  the  year  following  the  year  in 
which  excess  emissions  occurred,  the 
plan  must  in  addition  demonstrate  that 
deducting  the  allowances  earlier  would 
interfere  with  electric  reliability. 
However,  compliance  options  are  no 
longer  tied  to  offset  plans  and  are 
submitted  separately  as  permit 
revisions. 

There  are  several  reasons  for  these 
changes.  First,  the  .\gency  believes  that 
by  simplifying  the  proposed  rule,  it  can 
ease  the  regulatory  burden  on  sources 
and  on  the  Agency  without  any  adverse 
environmental  impact.  The  Agency 
believes  that  in  most  cases  an  offset  plan 
that  simply  requires  immediate 
surrender  of  allowances  to  offset  excess 
emissions  will  be  sufficient  Such  a 
plan,  coupled  with  the  automatic 
penalty  of  $2,000  per  ton  of  excess 
emissions  and  the  enforcement 
remedies  uiyier  other  sections  of  the 
Act,  provides  a  strong  incentive  for 
owners  and  operators  to  be  in 
compliance.  However,  a  more  detailed 
plan,  including  compliance  schedules, 
may  be  needed  in  unusual  cases,  e.g.,  to 
ensure  immediate  and  appropriate  steps 
are  taken  to  bring  a  xmit  with  recurring 
and  egregious  violations  back  into 
compliance.  The  Agency  believes  that, 
in  cases  of  repeated  excess  emissions, 
information  on  the  cause  of  the  excess 
emissions  and  measures  to  prevent 
future  excess  emissions  will  assist  in 
determining  whether  a  more  detailed 
offset  plan  is  necessary.  The  Agency  has 
reserved  the  authority  to  require 
detailed  schedules  of  compliance  on  a 
case-by-case  basis  and  intends  to  use 
this  authority  only  in  extraordinary 
cases. 

Second,  even  though  some  of  the 
upfront  information  requirements  have 
been  deleted,  the  Agency's  ability  to 
obtain  information  about  the  unit  has 
not  been  compromised.  The 
Administrator  still  retains  the  discretion 
to  ask  for  supplemental  information 
under  this  part  and  also  has  the  broad 
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authority  to  demand  information  under 
sections  114  and  307  of  the  Act. 

Finally,  while  a  compliance  option 
(such  as  substitution  or  reduced 
utilization)  may  no  longer  be  approved 
as  part  of  the  ofTset  plan,  units  retain  the 
flexibility  that  they  had,  under  the 
proposal,  to  use  compliance  options  to 
accomplish  the  offsets.  Under  the  final 
rule,  a  unit  may  still  use  the  permit 
revision  procedures  in  part  72  to  obtain 
approval  for  a  compliance  option. 
Depending  on  whether  the  unit  obtains 
approval  for  an  offset  plan  with  delayed 
deductions  of  offset  allowances,  newly 
available  allowances  under  an  approved 
compliance  option  can  be  used  directly 
to  make  offsets  or  to  replenish  the  unit's 
account  after  offset  allowances  have 
already  been  deducted.  Under  this 
approach,  a  compUance  option  is 
approved  under  the  same  procedures  in 
part  72  regardless  of  whether  the  unit 
involved  had  excess  emissions  in  the 
prior  year.  Of  course,  the  choice  of  a 
compliance  option  will  not  alter  or  stay 
the  requirements  of  the  offset  plan. 

(2)  Administrator's  Action  on  Proposed 
Offset  Plans 

The  proposed  rule  required  each 
proposed  offset  plan,  regardless  of  how 
simple  or  complex  it  was,  to  undergo 
the  same  approval  process.  This  process 
included  a  public  notice  end  public 
comment  period  and  was  to  be 
completed  within  six  months  of  the 
proposed  offset  plan's  submission. 
Several  commenters  questioned  the 
Agency's  authority  to  provide  public 
notice  and  comment  and  recommended 
shortening  the  approval  process  for  at 
least  the  simplest  kinds  of  offset  plans. 
The  six-month  approval  process  was 
viewed  as  serving  only  to  delay 
expeditious  compliance  with  the  offset 
requirements. 

Response:  The  Agency  believes  that  it 
has  the  same  authority  to  provide  for 
notice  and  comment  for  an  offset  plan, 
which  conditions  a  permit,  as  it  has 
with  regard  to  the  permit  itself. 
Nonetheless,  in  light  of  these  comments 
and  the  simplified  approach  the  Agency 
has  taken  to  offset  planning,  the  Agency 
has  decided  to  shorten  the  process  for 
approving  most  offset  plans. 

Accordingly,  the  Agency  has  divided 
offset  plans  into  two  categories:  Those 
that  specify  deducting  allowances 
immediately  and  those  that  specify 
deducting  allowances  at  a  later  date.  In 
the  latter  case,  the  offset  plan  will  still 
go  through  the  up-to-six-month 
approval  process  described  in  §  77.4  of 
the  final  rule.  This  is  essentially  the 
same  process  that  was  laid  out  in  the 
proposal.  When  a  unit  wants  allowances 
deducted  later  in  the  year  or  in  a 


subsequent  year,  the  public  should  have 
-the  opportunity  to  comment,  e.g.,  on 
why  allowances  are  not  being 
immediately  deducted  or  whether  a 
more  detailed  plan  is  appropriate. 

The  Agency  will  generally  deal  with 
the  first  category  of  offset  plans  in  a 
much  simpler  way.  If  a  proposed  offset 
plan  specifies  deducting  allowances 
immeaiately  and  the  allowances  are  in 
the  unit's  account,  the  plan  may  be 
approved  without  further  review  as  an 
automatic  amendment  to  the  permit. 
The  Agency  believes  that,  in  general,  a 
public  notice  and  comment  period  in 
such  a  case  would  serve  no  purpose.  In 
requiring  the  soonest  possible  deduction 
of  allowances,  the  offset  plan  already 
meets  the  requirement,  under  section 
411(b]  of  the  Act.  that  allowances  be 
deducted  from  those  allocated  for  the 
source.  Notice  and  comment  would  only 
delay  the  offsetting  of  emissions  that 
would  otherwise  occur  soon  after 
submission  of  the  proposed  offset  plan. 
However,  in  those  exceptional  cases 
where,  despite  the  submission  of  a  plan 
calling  for  immediate  deductions,  the 
Agency  determines  that  a  more  detailed 
offset  plan  with  compUance  schedules 
is  necessary,  the  public  should  have  an 
opportunity  to  comment  on  the 
schedules.  Therefore,  the  six-month 
approval  process  will  apply. 

(3)  Interest  on  Penalties  for  Excess 
Emissions 

The  proposal  required  the  owners  and 
operators  to  pay  interest  on  the 
automatic  $2,000  penalty  for  each  ton  of 
excess  emissions  if  the  penalty  payment 
was  late.  The  Agency  received 
numerous  comments  concerning  the 
interest  requirement.  In  general, 
commenters  questioned  whether  the 
Agency  had  the  authority  to  collect 
interest  on  the  penalties.  Furthermore, 
they  strongly  argued  that  at  a  minimum, 
if  a  penalty  payment  was  late,  interest 
should  accrue  from  the  due  date  of  the 
penalty,  not  January  1. 

Response:  The  Agency  clearly  has  the 
authority  to  collect  interest  on  penalties. 
That  authority  comes  from  the  Debt 
Collection  Act,  31  U.S.C.  3717,  which 
allows  the  head  of  an  executive  agency 
to  charge  a  minimum  annual  rate  of 
interest  on  an  outstanding  debt  on  a 
United  States  government  claim. 
However,  the  Debt  Collection  Act 
provides  that  interest  accrues  from  the 
date  on  which  notice  of  the  amount  due 
is  first  mailed  to  the  debtor.  Therefore, 
the  Agency  has  revised  the  rule  to 
require  that,  for  any  penalty  payment 
not  made  in  full  within  60  days  of  the 
end  of  the  year  in  which  excess 
emissions  occurred,  interest  accrues 
from  the  date  on  which  a  demand  notice 


from  the  Agency  is  mailed.  Consistent 
with  the  Debt  Collection  Act,  interest 
will  not  be  charged  if  the  claim  is  paid 
within  30  days  after  the  date  that  notice 
of  the  amoimt  due  is  mailed  to  the 
d^or. 

VII.  Discussion  of  Changes  to  Part  78 — 
Administrative  Appeals 

Proposed  subpart  H  of  part  72 
(renamed  part  78)  provided  the 
procedures  im  administrative  appeals  of 
certain  decisions  of  the  AdministiatcH' 
under  the  Add  Rain  Program.  The  basic 
approach  to  administrative  appeals 
taken  in  the  final  part  78  rule  is  the 
same  as  that  in  the  proposal,  with  a  few 
changes.  References  in  the  proposal  to 
the  Administrator  have  been  changed  to 
refer,  in  the  final  rule,  to  the 
Environmental  Appeals  Board.  In  the 
past,  appeals  to  the  Administrator  wne 
delegated  to  the  Chief  Judicial  Officer  or 
decided  by  the  Administrator.  On 
February  13,  1992,  the  Agency 
established  the  Environmental  Appeals 
Board  of  three  members  who  will  take 
over  the  appellate  functions  formerly 
exercised  by  the  Chief  Judicial  Officer 
and  the  Administrator.  (See  57  FR  5320. 
February  13, 1992.) 

Further,  references  to  "submit"  or 
"submissions"  have  been  changed  to 
refer  to  "file"  or  "filing."  This  reflects 
the  fact  that,  for  purposes  of  applying 
the  filing  deadlines  set  forth  in  part  78, 
the  date  of  receipt  by  the  Administrator. 
Environmental  Appeals  Board. 
Presiding  Officer,  or  Hearing  Clerk  (as 
appropriate),  not  of  sending,  is 
determinative.  Also,  as  part  of  an  efibit 
to  streamhne  the  role,  some  provisions 
(e.g..  proposed  §§  72.101(c)(2)  and  (d)) 
were  deleted  as  unnecessary  or 
redundant  in  light  of  the  broad  authority 
of  the  Presiding  Officer  under  other 
provisions. 

A.  Expansion  of  Appeals  to  Allowance 
Rule  Decisions 

Proposed  part  72.  subpart  H  applied 
only  to  the  Administrator's  decisions 
concerning  Acid  Rain  permits  but  the 
Agency  stated  in  the  preamble  to  the 
proposal  that  it  was  considering 
whether  the  appeals  procedure  should 
cover  other  decisions  under  the  Acid 
Rain  Program.  The  Agency  received 
numerous  comments  requesting  that  the 
appeals  procedures  be  expanded  to 
cover  other  decisions.  In  particular, 
commenters  noted  the  account  error  and 
dispute  resolution  process,  proposed  in 
§  73.37,  applicable  to  allowance 
transfers  recorded  by  the  Administrator 
in  the  Allowance  Tracking  System. 
While  the  commenters  generally 
supported  that  process,  several 
commenters  suggested  that  the  appeals 
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procedure  in  part  72,  subpart  H  be 
expanded  to  cover  decisions  of  the 
Administrator  under  part  73.  as  a 
supplement  to  the  account  error  and 
dispute  resolution  process. 

Response:  The  Agency  agrees  that  the 
administrative  appeals  procedure 
should  be  available  for  decisions  of  the 
Administrator  under  part  73.  The  final 
rules  therefore  include  a  provision 
allowing  appeals  regarding  various 
decisions  on  the  transfer,  allocation, 
sale,  return,  or  deduction  of  allowances 
by  the  Administrator.  The 
adniinistrative  appeals  procedure  may 
not.  however,  be  used  to  challenge 
provisions  or  requirements  promulgated 
in  regulations,  including  part  73. 

Like  the  account  error  and  dispute 
resolution  procedure,  only  the 
authorized  account  representative  of  the 
account  involved  may  appeal  decisions 
under  part  73  (e.  g..  allowance 
allocations  under  compliance  options). 
This  minimizes  interference  with  the 
operation  of  the  Allowance  Tracking 
System  and  the  allowance  market. 
However,  decisions  under  part  72 
affecting  allowances  (e.g..  decisions  on 
compliance  options  resulting  in 
allowance  allocations)  may  be 
appealable  by  other  interested  persons. 

B.  Expansion  to  Monitoring  Rule 
Decisions 

Many  commenters  also  supported 
using  the  administrative  appeals 
procedure  for  decisions  of  the 
Administrator  under  part  75  because  of 
the  critical  role  that  monitoring  plays  in 
the  Acid  Rain  Program. 

Response:  The  Agency  agrees  and  the 
final  rules  allow  monitoring  decisions  of 
the  Administrator  to  be  appealed  under 
part  78,  including  the  following:  (1)  The 
decision  on  petition  for  approval  of  an 
alternative  monitoring  system;  (2)  the 
approval  or  disapproval  of  a  monitor 
certification  or  recertification:  (3) 
finalization  of  annual  emissions  data, 
including  retroactive  adjustments  based 
on  audits:  (4)  the  determination  of  the 
percentage  emissions  reduction 
achieved  by  Phase  I  extension 
technology;  and  (5)  the  determination 
on  the  acceptability  of  parametric 
missing  data  procedures.  The  Agency  is 
providing  for  appeal  of  these  decisions 
because  they  involve  judgement  and 
discretion  on  the  part  of  the 
Administrator,  rather  than  a  blanket 
application  of  the  regulations  in  part  75. 
These  administrative  appeals 
procedures  may  not  be  used  to 
challenge  the  part  75  regulations. 

C.  Other  Related  Changes 

Consistent  with  the  expansion  of  the 
scope  of  the  administrative  appeals 


procedures  in  the  final  rule,  the  final 
rule  applies  these  procedures  to  various 
decisions  (in  addition  to  the  issuance  or 
denial  of  permits)  under  the  permits 
rule,  including  the  issuance  or  denijal  of 
vsTitten  exemptions  for  new  and  retired 
units,  the  determination  of  the 
incompleteness  of  an  Acid  Rain  permit 
application,  and  the  deduction  or  return 
of  allowances  under  the  compliance 
options.  The  procedures  also  now  apply 
to  the  approval  or  disapproval  of  excess 
emissions  offset  plans  and  related 
allowance  deductions  under  part  77. 
Moreover,  the  significantly  Broader 
scope  of  Agency  decisions  subject  to 
administrative  appeal  is  likely  to 
impose  a  much  heavier  burden  on  the 
Environmental  Appeals  Board  and  the 
Administrative  Law  Judges  in  terms  of 
the  number  and  complexity  of  the  cases. 
Consequently,  certain  provisions  of  the 
proposal  have  been  changed  in  order  to 
ease  that  burden  and  ensure  sufficient 
time  for  reasoned  decision-making.  In 
particular,  under  the  final  rule,  the 
Presiding  OflRcer  in  an  evidentiary 
proceeding  must  issue  a  proposed 
decision  "within  a  reasonable  time" 
after  completion  of  the  hearing,  rather 
than  within  90  days  as  required  in  the 
proposal.  Similarly,  rulings  on  motions 
must  be  made  within  a  reasonable  time, 
rather  than  within  60  days. 

Finally,  the  expansion  of  the  appeals 
procedures  means  that  they  may  apply 
to  decisions  on  matters  concerning 
which  there  was  no  opportunity  to  file 
comments  or  claims  of  error  before  the 
appeal.  For  the  latter  decisions,  the  final 
rule  places  the  burden  of  going  forward 
on  the  Administrator.  Except  for  such 
cases,  the  petitioner  has  the  burden  of 
going  forward.  In  all  cases,  the 
petitioner  or.  where  the  issuance  or 
denial  of  an  Acid  Rain  permit  and  a 
written  exemption  is  involved,  the 
prospective  permittee  has  the  burden  of 
persuasion.  This  is  consistent  with  the 
discussion  of  burden  of  proof  in  the 
portion  of  the  preamble  for  the  proposed 
rule  addressing  appeals. 

VIII.  Impact  Analyses 


A.  Executive  Order  12291 

Under  Executive  Order  12291,  the 
Administrator  must  judge  whether  a 
regulation  is  "major"  and  therefore 
subject  to  the  requirement  to  conduct  a 
Regulatory  Impact  Analysis  (RIA).  This 
rule  package  is  "major"  as  defined  in 
1(b)  of  E.O.  12291  because  the  annual 
effect  on  the  economy  will  be  greater 
than  $100  million.  While  the  annual 
effect  on  the  economy  will  be  greater 
than  $100  million.  EPA  does  not 
anticipate  major  increases  in  prices, 
costs,  or  other  significant  adverse  effects 


on  competition,  investment, 
productivity,  or  innovation  or  on  the 
ability  of  United  States  enterprises  to 
compete  with  foreign  enterprises  in 
domestic  or  foreign  markets  due  to  the 
proposed  regulations. 

Title  IV,  on  its  owm  without  any 
implementing  regulations,  mandates 
extensive  emission  reductions  and 
imposes  continuous  emission 
monitoring  requirements  on  all  sources. 
The  reductions  basically  impose  a 
reduction  in  emissions  equal  to  the  limit 
of  allocated  "basic"  allowances.  Such  a 
program  costs  much  more  than  the 
program  assuming  allowance  trading, 
which  provides  for  flexible,  cost- 
effective  compliance,  the  permits 
program,  which  provides  for  special 
compliance  options  such  as  the  Phase  I 
technology  reserve  proraam,  and  the 
monitoring  program,  which  allows 
sources  to  implement  alternative 
monitoring  systems  if  they  are 
demonstrated  to  match  or  exceed  GEM 
systems. 

A  high  base  case  and  a  low  base  case 
scenario  were  used  in  the  analysis. 
These  two  cases  were  used  by  EPA  to 
estimate  the  impacts  of  the  legislation 
during  the  debate  in  Congress. 

EPA's  RIA  evaluates  the  effects  of  a 
set  of  three  regulations  termed  the 
"implementation  regulations."  These 
regulations  are  the  General  Provisions 
and  Permits  regulation;  the  Allowance 
System  regulation,  including  tracking, 
transfers,  auctions  and  sales,  and 
conservation  and  renewable  energy;  and 
the  Continuous  Emissions  Monitoring 
regulation.  CoUeetively,  this  set  of 
implementation  regulations  establishes 
and  implements  the  core  of  the  acid  rain 
program.  NO,  control  costs  were  not 
included  in  this  analysis. 

EPA  estimated  the  costs  of  achieving 
the  reductions  in  SO2  emissions  imder 
the  statute  and  the  implementation 
regulations  for  the  time  period  from 
1993  through  2010.  While  the  total  costs 
will  be  mudi  lower  in  Phase  I  than 
Phase  n.  this  analysis  annualized  the 
costs  over  the  entire  18-year  period.  The 
statute  without  the  implementation 
regulations  (absent  regulations  case) 
imposes  substantial  costs,  with  the  total 
annualized  costs  ranging  from  $1.6  to 
$2.5  billion  per  year.  The  costs  of  the 
implementation  regulations  (regulatory 
case),  with  total  annualized  costs 
ranging  from  $0.9  to  $1.5  biUion,  are 
substantially  less  than  the  costs  of  the 
statute  absent  the  implementation 
regulations.  Thus,  to  achieve  the 
mandated  SO2  emission  reductions,  the 
implementation  regulations  result  in 
annual  cost  savings  of  between  $0.7  and 
$1  billion  compared  to  the  statute 
absent  the  regulations. 
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While  these  costs  are  lai^ge  in  absolute 
tenns,  they  are  relatively  small 
compared  to  the  $200  billion  average 
annual  costs  of  generating  electricity. 
The  annualissed  costs  of  the 
implementation  regulations  are 
estimated  to  increase  the  annual  costs  of 
generating  electricity  by  0.5  to  1.2 
percent. 

For  permitting  under  the  regulatory 
case,  program  participants  will  incur 
administrative  costs  to  obtain  permits. 
The  administrative  cost  for  affected 
sources  to  obtain  permits  is  estimated  to 
be  $0.5  million  per  year  for  Phase  I 
(1995-1999)  and  $5.4  million  per  year 
for  Phase  11  (2000-2010).  Under  the 
absent  regulations  case,  no  permitting 
would  take  place,  so  there  would  be  no 
costs  associated  with  permits. 

In  the  regulatory  case,  EPA  estimates 
that  the  total  impact  for  participants  in 
the  allowance  trading  maricet  will  range 
between  $15  and  $30  million  per  year. 
This  estimate  includes  moAjBH 
evaluation  and  transactions  costs.  These 
costs  are  based  on  the  assumption  that 
transacticms  costs  vrill  average  1.5 
percent  of  the  value  of  trades,  which  is 
assumed  to  range  between  $1  and  $2 
billion  annually.  In  the  absent 
regulations  case,  no  trading  would 
occur,  so  there  would  be  no  transaction 
costs  in  that  case. 

Although  the  auction  and  direct  sale 
regulations  are  not  included  in  this 
rulemaking,  the  costs  are  presented  here 
for  completeness.  The  total  estimated 
annual  costs  to  auction  participants  are 
minor,  ranging  from  $13,600  to  $81,300. 
The  estimated  total  costs  for  direct  sale 
applicants  is  $13,500  over  2  years. 
Assuming  all  IPP  guarantee  applications 
occur  in  the  first  year,  the  total  cost  to 
IPP  guarantee  apphcants  is  estimated  to 
be  $225,000. 

The  conservation  and  renewable 
energy  reserve  is  an  optional  program 
intended  to  provide  additional  incentive 
for  utilities  to  conduct  conservation 
programs.  Affected  sources  that  choose 
to  participate  in  this  program  are  likely 
to  do  so  because  it  is  economically 
beneScial.  Under  the  regulatory  case, 
the  cost  to  affected  sources  that  choose 
to  participate  associated  with  obtaining 
allowances  from  the  conservation  and 
renewable  energy  reserve  is  estimated  to 
be  $100,000  to  $200,000  per  year.  These 
costs  include.the  burden  to  assemble 
and  submit  an  application  to  EPA  each 
year  in  order  to  receive  allowances  from 
the  reserve.  Under  the  absent 
regulations  case,  no  conservation  and 
renewable  energy  reserve  would  be 
established. 

For  monitoring,  the  costs  to  the 
regulated  community  imder  the  absent 
regulations  case  include  costs  associated 


with  the  installation  and  maintenance  of 
continuous  emissions  mcmitors  (CEMs). 
continuous  opacity  monitors  (COMs), 
and  flow  monitoring  systems,  if  they  do 
not  already  have  one  in  place.  No 
alternative  monitoring  methods  would 
be  allowed  azxi  no  data  reporting  costs 
would  be  incurred.  In  this  case  vxe 
estimated  cost  to  the  regulated 
community  is  $195  million  annually. 

The  analysis  considered  five 
monitoring  options  imder  the  regulatory 
case.  All  five  options  include  operation 
and  maintenance  requirements.  Option 
1  presents  the  most  stringent  regulatory 
case  and  has  an  estimated  annualized 
cost  to  electric  utilities  of  $239  million 
dollars.  Option  2  some  monitoring 
exceptions  and  is  estimated  to  cost  $211 
million  annually.  Option  3  exempts 
retiring  plants  from  all  monitoring 
requirements  and  has  an  estimated 
animalized  cost  of  $234  million.  Option 
4  requires  the  use  of  standardized  data 
reporting  and  recordkeeping 
requirements  and  is  estimated  to  cost 
$235  million  annually.  Finally,  EPA's 
proposed  option.  Option  5  has  an 
estimated  annualized  cost  of  $184 
million. 

Both  the  absent  regulation  and 
regulatory  cases  will  yield 
environmental  benefits  due  to  the  10 
million  ton  reduction  in  SO3  below 
1980  levels.  The  reductions  will  result 
in  less  acid  rain  and  sulfate  exposure, 
and  better  visibility  and  local  air 
quality.  The  implementation  regulations 
are  expected  to  generate  additional  long 
run  benefits  by  creating  incentives  for 
the  development  of  improved  pollution 
control  technology. 

The  analysis  is  contained  in  the 
Regulatory  Impact  Analysis  (RIA)  of  the 
Acid  Rain  Regulations,  July  1992.  EPA. 
Office  of  Atmospheric  and  Indoor  Air 
Programs. 

l%is  rule  and  RIA  were  submitted  to 
the  Office  of  Maitagement  and  Budget 
(0MB)  for  review  prior  to  publication  as 
required  by  E.0. 12291. 

B.  Regulatory  Flexibility  Act 

The  Regulatory  FlexibiUty  Act  of  1980 
requires  each  Federal  agency  to  perform 
a  Regulatory  Flexibility  Analysis  for  all 
rules  that  are  likely  to  have  a 
"significant  impact  on  a  substantial 
number  of  small  entities." 

For  the  purposes  of  this  analysis,  EPA 
used  the  Small  Business  Administration 
definition  that  a  small  electric  power 
utility  is  one  that  generates  a  total  of 
less  than  4  billion  kilowatt-hours  ptfr 
year.  Not  all  small  utilities  are  affected 
by  the  acid  rain  Title  of  the  Act.  Utilities 
will  be  unafiected  if  all  of  their  units 
are:  (1)  Exempt  (e.g.,  imits  use  non-fossil 
sources  of  energy  or  simple  gas 


turbines),  or  (2)  below  statutny 
minimunis  for  electric  eenerathig 
capacity  (e.g..  generate  less  than  25 
megawatts). 

To  examine  the  effiects  on  small 
entities,  EPA  constructed  six  model 
small  utilities  of  varying  fuel  type  and 
size  to  represent  most  of  the  small 
utility  population.  Costs  of  SO2 
reductions  are  the  incremental  costs  of 
add  rain  controls,  relative  to  the  pre- 
Statute  case,  under  the  absent 
regulations  and  regulatory  cases.  The 
implementation  regulations  lead  to  cost 
savings  (or  no  change)  relative  to  the 
absent  regulations  case  for  four  of  the 
six  model  utilities.  However,  even  after 
the  reductions  in  cost  provided  by  the 
implementation  regulations,  the  impacts 
on  some  small  coal-  and  oil-fired 
utilities  are  expected  to  be  significant 
In  the  worst  case,  the  regtilatory  cost  to 
these  utilities  could  represent  between  6 
to  7  percent  of  the  average  value  of 
electricity  produced  in  the  year  2000. 
About  36,  or  one-third,  of  the  105 
affiacted  small  utilities  could  face 
impacts  of  up  to  this  magnitude.  The 
other  two-thirds  have  regulatory 
impacts  that  are  comparable  to  or  less 
than  the  impacts  on  all  utilities  as  a 
group. 

EPA's  analysis  concludes  that 
virtually  all  of  the  impacts  on  small 
entities  are  caused  by  statutory 
provisions  of  the  Act.  Althou^  Q'A's 
regulations  are  intended  to  mitigate 
some  of  the  burden  on  small  businesses, 
the  statutory  provisions  restrict  the 
amount  of  relief  that  can  be  given.  Hie 
implementation  regulations  are  likely  to 
result  in  substantial  reductions  in  the 
costs  imposed  by  the  statute  on  small 
entities.  As  a  percentage  of  the  costs 
under  the  absent  regulations  case,  the 
savings  provided  by  the  regulations  may 
be  similar  to  the  savings  for  larger 
utilities.  In  addition,  the  rules  provide 
an  exemption  from  all  title  IV 
requirements  for  all  new  utility  units 
that  ser\'e  one  or  more  generators,  the 
nameplate  capacities  of  which  total  25 
MWe  or  less,  and  that  use  fuels  with  a 
sulfur  content  less  than  or  equal  to  .05% 
by  weight.  The  rules  also  provide  an 
exception  from  the  NO.  monitoring 
requirements  for  gas-fired  imits  with 
capacity  factors  of  10%  or  less. 
Therefore,  by  implementing  these 
regulations.  EPA  has  provided  all  the 
relief  available  under  the  statute  to  help 
the  most  affected  small  utihties.  Based 
on  this  analysis  and  pursuant  to  the 
provisions  of  5  U.S.C.  605(b),  I  hereby 
certify  that  this  attached  rule,  if 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  sultstantial 
number  of  small  entities. 
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C.  Paperwork  Reduction  Act 

The  infonnation  collection 
requirements  in  this  rule  have  been 
submitted  for  approval  to  the  Office  of 
Management  and  Budget  (OMBl  under 
the  Paperwork  Reduction  Act,  44  U.S.C. 
3501  et  seq.  These  requirements  are  not 
effective  until  OMB  approves  them  and 
a  technical  amendment  to  that  effect  is 
published  in  the  Federal  Register. 

The  total  public  reporting  burden  for 
these  regulations  is  estimated  to  range 
between  41.000  and  45.000  hours  in 
1993;  38,000  and  42,000  hours  in  1994; 
and  64.000  and  67,000  hours  in  the  first 
nine  months  of  1995.  In  order  to  obtain 
a  permit,  the  public  reporting  burden  to 
develop  a  permit  application  and 
compliance  plan  including  certification 
of  a  designated  representative  is 
estimated  to  average  a  total  of  370  hours 
per  application.  For  tracking  and 
transferring  allowances,  the  public 
reporting  burden  to  complete  and 
submit  an  allowance  tracking  system 
new  account  application  (if  necessary) 
and  an  allowance  transfer  form  is 
estimated  to  average  30  hours  and  2 
hours  respectively.  The  burden  for 
assembling  and  submitting  an 
application  to  obtain  allowances  from 
the  conservation  and  renewable  energy 
reserve  is  estimated  to  average  80  hours 
per  application.  Finally,  to  meet  the 
emissions  monitoring  requirements,  the 
public  reporting  burden  is  estimated  to 
average  40  hours  per  report  per  plant  for 
preparing  and  submitting  quarterly 
emissions  data  reports,  and  20  hours  per 
plant  for  submitting  a  one-time 
monitoring  plan.  These  burden 
estimates  include  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  the 
collection  of  information. 

Send  comments  regarding  these 
burden  estimates  or  any  other  aspect  of 
this  collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
Chief.  Information  Policy  Branch;  U.S. 
Environmental  Protection  Agency;  401 
M  St..  SW.  (PM-223Y);  Washington.  DC 
20460;  and  to  the  Office  of  Information 
and  Regulatory  Affairs,  Office  of 
Management  and  Budget.  726  Jackson 
Place  NW.  Washington.  DC  20503, 
marked  "Attention;  Desk  Officer  for 
EPA." 

IX.  Supporting  Infonnation 

List  of  Subjects 

40  CFR  Paris  72  and  75 

Air  pollution  control.  Compliance 
plans.  Continuous  emissions  monitors. 
Electric  utilities.  Incorporation  by 
reference.  Nitrogen  oxides,  Permits, 


Reporting  and  recordkeeping 
requirements,  and  Sulfur  dioxide. 

40  CFB  Parts  73.  77,  and  78 

Air  pollution  control.  Compliance 
plans.  Continuous  emissions  monitors. 
Electric  utilities,  Nitrogen  oxides. 
Permits,  Reporting  and  recordkeeping 
requirements.  Sulphur  dioxide. 

Dated:  October  26, 1992. 
William  K.  Reilly, 

Administrator,  U.S.  Environmental  Protection 
Agency. 

For  the  reasons  set  forth  in  the 
preamble  chapter  I  of  title  40  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

1.  Title  40  is  amended  by  adding  part 
72  to  read  as  follows: 

PART  72— PERMITS  REGULATION 

Subpart  A— Acid  Rain  Program  General 
Proviaiona 

72.1  Purpose  and  scope. 

72.2  Definitions. 

72.3  Measurements,  abbreviations,  and 
acronyms. 

72.4  Federal  authority. 

72.5  State  authority. 

72.6  Applicability. 

72.7  New  units  exemption. 

72.8  Retired  units  exemption. 

72.9  Standard  Requirements. 

72.10  Availability  of  information. 

72.11  Computation  of  time. 

72.12  Administrative  Appeals. 

72.13  Incorporation  by  Reference. 

Subpart  B— Dealgnated  Repreaantatlva 

72.20  Authorization  and  responsibilities  of 
the  designated  representative. 

72.21  Submissions. 

72.22  Alternate  designated  representative. 

72.23  Changing  the  designated 
representative,  alternate  designated 
representative;  changes  in  the  owners 
and  operators. 

72.24  Certificate  of  representation. 

72.25  Objections. 

Subpart  C— Acid  Rain  Applications 

72.30  Requirement  to  apply. 

72.31  Information  requirements  for  Acid 
Rain  permit  applications. 

72.32  Permit  application  shield  and  binding 
effect  of  pe.-mit  application. 

72.33  Identification  of  Dispatch  System. 

Subpart  D— Acid  Rain  Compliance  Plan  and 
Compliance  Options 

72.40  General. 

72.41  Phase  I  substitution  plans. 

72.42  Phase  I  extension  plans. 

72.43  Phase  I  reduced  utilization  plans. 

72.44  Phase  II  repowering  extensions. 

Suttpart  E— Acid  Rain  Permit  Contenta 

72.50  General. 

72.51  Permit  shield. 


Subpart  F— Fadaral  Add  Rain  ParmH 
Issuanca  Procaduraa 

72.60  General. 

72.61  Completeness. 

72.62  Draft  permit. 

72.63  Administrative  record. 

72.64  Statement  of  basis. 

72.65  Public  notice  of  opportunities  for 
public  comment. 

72.66  Public  comments. 

72.67  Opportunity  for  public  hearing. 

72.68  Response  to  comments. 

72.69  Issuance  and  effective  date  of  acid 
rain  permits. 

Subpart  G— Acid  Rain  Phasa  II 
Implementation 

72.70  Relationship  to  title  V  operating 
permit  program. 

72.71  Approval  of  state  programs— general. 

72.72  State  permit  program  approval 
criteria. 

72.73  State  issuance  of  Phase  n  permits. 

72.74  Federal  issuance  of  Phase  II  permits. 

Subpart  H— Permit  Ravlalona 

72.80  General. 

72.81  Permit  modifications. 

72.82  Fast-track  modifications. 

72.83  Administrative  permit  amendment. 

72.84  Automatic  permit  amendment. 

72.85  Permit  recpenings. 

Subpart  I— Compllanca  Certification 

72.90  Annual  compliance  certification 
report. 

72.91  Phase  I  unit  adjusted  utilization. 

72.92  Phase  I  unit  allowance  surrender. 

72.93  Units  with  Phase  I  extension  plans. 

72.94  Units  with  repowering  extension 
plans. 

72.95  Allowance  deduction  formula. 

72.96  Administrator's  action  on  compliance 
certifications. 

Appendix  A  to  Part  72— Methodology  for 
Annualization  of  Emissions  UmiU 

Appendix  B  to  Part  72— *«ethodology  lor 
Converaion  of  Emiaaiona  Limits 

Appendix  C  to  Part  72— Actual  1985  Yearly 
SO:  Emissions  Calculationa 
Authority:  42  U.S.C.  7651,  et  seq. 

Subpart  A— Acid  Rain  Program 
General  Provisions 

§  72.1    Purpoae  and  acope. 

(a)  Purpose.  The  purpose  of  this  part 
is  to  establish  certain  general  provisions 
and  the  operating  permit  program 
requirements  for  affected  sources  end 
affected  units  under  the  Acid  Rain 
Program,  pursuant  to  title  IV  of  the 
Clean  Air  Act.  42  U.S.C.  7401,  et  seq.. 
as  amended  by  Public  Law  101-549 
(November  15. 1990). 

(b)  Scope.  The  regulations  under  this 
part  set  forth  certain  generally 
applicable  provisions  under  the  Acid 
Rain  Program.  The  regulations  also  set 
forth  requirements  for  obtaining  three 
types  of  Acid  Rain  permits,  during 
Phases  I  and  n,  for  which  an  affected 
source  may  apply:  Acid  Rain  permits 
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issued  by  the  United  States 
Environmental  Protection  Agency 
during  Phase  I;  the  Acid  Rain  portion  of 
an  operating  permit  issued  by  a  State 
permitting  authority  during  Phase  II; 
and  the  Acid  Rain  portion  of  an 
operating  permit  issued  by  EPA  when  it 
is  the  permitting  authority  during  Phase 
n.  The  requirements  imder  this  part 
supplement,  and  in  some  cases  modif>', 
the  requirements  under  part  70  of  this 
chapter  and  other  regulations 
implementing  title  V  for  appro\ing  and 
implementing  State  operating  permit 
programs  and  for  federal  issuance  of 
operating  permits  under  title  V,  as  such 
requirements  apply  to  affected  sources 
under  the  Acid  Rain  Program. 

§72.2    Definitions.    . 

The  terms  used  in  this  part,  in  parts 
73,  75.  77  and  78  of  this  chapter,  and 
in  regulations  implementing  sections 
407  and  410  of  the  Act,  shall  have  the 
meanings  set  forth  in  the  Act,  including 
sections  302  and  402  of  the  Act,  and  in 
this  section,  as  follows: 

Account  number  means  the 
identification  number  given  by  the 
Administrator  to  each  Allowance 
Tracking  System  account  piusuant  to 
§  73.31(d)  of  this  chapter. 

Acid  Rain  compliance  option  means 
one  of  the  methods  of  compliance  used 
by  an  affected  unit  under  the  Acid  Rain 
Program  as  described  in  a  compliance 
plao  submitted  and  approved  in 
accordance  with  subpart  D  of  this  part 
or  regulations  implementing  section  407 
of  the  Act. 

Acid  Rain  emissions  limitation 
means: 

(1)  For  the  purposes  of  sulfur  dioxide 
emissions: 

(i)  The  tonnage  equivalent  of  the 
allowances  authorized  to  be  allocated  to 
an  affected  unit  for  use  in  a  calendar 
year  under  section  404  (a)(1)  and  (a)(3) 
of  the  Act,  or  the  basic  Phase  II 
allowance  allocations  authorized  to  be 
allocated  to  an  affected  unit  for  use  in 
a  calendar  year; 

(ii)  As  adjusted: 

(A)  By  allowances  allocated  by  the 
Administrator  pursuant  to  section  403, 
section  405  (a)(2),  (a)(3),  (b)(2).  (c)(4), 
(d)(3),  and  (h)(2),  and  section  406  of  the 
Act; 

(B)  By  allowances  allocated  by  the 
Administrator  pursuant  to  subpart  D  of 
this  part;  and  thereafter 

(C)  By  allowance  transfers  to  or  from 
the  compliance  subaccount  for  that  imit 
that  were  recorded  or  properly 
submitted  for  recordation  by  the 
allowance  transfer  deadline  as  provided 
in  §  73.35  of  this  chapter,  after 
deductiAis  and  other  adjustments  are 


made  pursuant  to  §  73.34(c)  of  this 
chapter;  and 

(2)  For  purposes  of  nitrogen  oxides 
emissions,  the  applicable  limitation 
established  by  regulations  promulgated 
by  the  Administrator  pursuant  to 
section  407  of  the  Act,  as  modified  by 
an  Acid  Rain  permit  application 
submitted  to  the  permitting  authority, 
and  an  Acid  Rain  permit  issued  by  the 
permitting  authority,  in  accordance  with 
regulations  implementing  section  407  of 
the  Act. 

Acid  Rain  emissions  reduction 
requirement  means  a  requirement  under 
the  Acid  Rain'  Program  to  reduce  the 
emissions  of  sulfur  dioxide  or  nitrogen 
oxides  from  a  unit  to  a  specified  level 
or  by  a  specified  percentage. 

Acid  Rain  permit  or  permit  means  the 
legally  binding  written  document,  or 
portion  of  such  document,  issued  by  a 
permitting  authority  under  this  part 
(following  an  opportunity  for  appeal 
pursuant  to  part  78  of  this  chapter  or 
any  State  administrative  appeals 
procedure),  including  any  permit 
revisions,  specifying  the  Acid  Rain 
Program  requirements  applicable  to  an 
effected  source,  to  each  affected  unit  at 
an  affected  source,  and  to  the  owners 
and  operators  and  the  designated 
representative  of  the  affected  source  or 
the  affected  unit. 

Acid  Rain  Program  means  the 
national  sulfur  dioxide  and  nitrogen 
oxides  air  pollution  control  and 
emissions  reduction  program 
established  in  accordance  with  title  IV 
of  the  Act,  this  part  and  parts  73,  75,  77, 
and  78  of  this  chapter,  and  regulations 
implementing  sections  407  and  410  of 
the  Act. 

Act  means  the  Clean  Air  Act,  42 
U.S. C.  §  7401,  et  seq.  as  amended  by 
Public  Law  No.  101-549  (November  15, 
1990). 

Actual  SO2  emissions  rate  means  the 
annual  average  sulfur  dioxide  emissions 
rate  for  the  unit  (expressed  in  lb/ 
mmBtu),  for  the  speciHed  calendar  year; 
provided  that,  if  the  unit  is  listed  in  the 
NADB,  the  "1985  actual  SO2  emissions 
rate"  for  the  unit  shall  be  the  rate 
specified  by  the  Administrator  in  the 
NADB  under  the  data  field  "S02RTE." 

Add-on  control  means  a  pollution 
reduction  control  technology  that 
operates  independent  of  the  combustion 
process. 

Additional  advance  auction  means 
the  auction  of  advance  allowances  that 
were  offered  the  previous  year  for  sale 
in  an  advance  sale. 

Administrator  means  the 
Administrator  of  the  United  States 
Environmental  Protection  Agency  or  the 
Administrator's  duly  authorized 
representative. 


Advance  allowance  means  an 
allowance  that  may  be  used  for 
purposes  of  compliance  with  a  imit's 
Acid  Rain  sulfur  dioxide  emissions 
limitation  requirements  beginning  no 
earlier  than  seven  years  following  the 
year  in  which  the  allowance  is  first 
offered  for  sale. 

Advance  auction  means  an  auction  of 
advance  allowances. 

Advance  sale  means  a  sale  of  advance 
allowances. 

Affected  source  means  a  source  that 
includes  one  or  more  affected  units. 

Affected  unit  means  a  unit  that  is 
subject  to  any  Acid  Rain  emissions 
reduction  requirement  or  Acid  Rain 
emissions  limitation. 

Affiliate  shall  have  the  meaning  set 
forth  in  section  2(a)(ll)  of  the  Public 
Utility  Holding  Company  Act  of  1935, 
15  use.  79b(a)(ll),  as  of  November  15. 
1990. 

Allocate  or  allocation  means  the 
initial  crediting  of  an  allowance  by  the 
Administrator  to  an  Allowance  Tracking 
System  unit  account  or  general  account. 

Allowable  SO2  emissions  rote  means 
the  most  stringent  federally  enforceable 
emissions  limitation  for  sulfur  dioxide 
(in  Ib/mmBtu)  applicable  to  the  imit  for 
the  specified  calendar  year,  or  for  such 
subsequent  year  as  determined  by  the 
Administrator  where  such  a  limitation 
does  not  exist  for  the  specified  year; 
provided  that,  if  the  unit  is  listed  in  the 
NADB,  the  "1985  allowable  SO2 
emissions  rate"  for  the  unit  shall  be  the 
rate  specified  by  the  Administrator  in 
the  NADB  under  the  data  field  "1985 
annualized  boiler  SO2  emission  limit." 

Allowance  means  an  authorization  by 
the  Administrator  under  the  Add  Rain 
Program  to  emit  up  to  one  ton  of  sulfur 
dioxide  during  or  after  a  specified 
calendar  year. 

Allowance  deduction,  or  deduct  when 
referring  to  allowances,  means  the 
permanent  withdrawal  of  allowances  by 
the  Administrator  from  an  Allowance 
Tracking  System  compliance 
subaccount  to  account  for  the  niunber  of 
the  tons  of  SO2  emissions  fit>m  an 
affected  unit  for  the  calendar  year,  for 
tonnage  emissions  estimates  calculated 
for  periods  of  missing  data  as  provided 
in  part  75  of  this  chapter,  or  for  any 
other  allowance  surrender  obligations  of 
the  Acid  Rain  Program. 

Allowances  held  or  hold  allowances 
means  the  allowances  recorded  by  the 
Administrator,  or  submitted  to  the 
Administrator  for  recordation  in 
accordance  with  §  73.50  of  this  chapter, 
in  an  Allowance  Tracking  System 
account. 

Allowance  reserve  means  any  bank  of 
allowances  established  by  the 
Administrator  in  the  Allowance 
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Tracking  System  purauant  to  sections 
404(a)(2)  (Phase  1  extension  reserve), 
404(g)  (energy  conservation  and 
reneweiile  energy  reserve),  or  416(b) 
(special  allowance  reserve)  of  the  Act, 
and  implemfflited  in  accordance  with 
part  73,  subpart  B  of  this  chapter. 

Allowance  Tracking  or  ATS  means 
the  Add  Rain  Program  system  by  which 
the  Administrator  allocates,  records, 
deducts,  and  tracks  allowances. 

Allowance  Tracking  System  account 
means  an  account  in  the  Allowance 
Tracking  System  established  by  the 
Administrator  for  purposes  of 
allocating,  holding,  transferring,  and 
using  allowances. 

Allowance  transfer  deadline  means 
midnight  of  January  30  or,  if  January  30 
is  not  a  business  day,  midni^t  of  the 
first  business  day  thereafter  and  is  the 
deadline  by  which  allowances  may  be 
submitted  for  recordation  in  an  affected 
imit's  compliance  subaccount  for  the 
purposes  of  meeting  the  imit's  Acid 
Rain  emissions  limitation  requirements 
for  sulfur  dioxide  for  the  previous 
calmdar  year. 

Alternative  monitoring  system  means 
a  system  or  a  component  of  a  system 
designed  to  provide  direct  or  indirect 
data  of  mass  emissions  per  time  period, 
pollutant  concentrations,  or  volumetric 
flow,  that  is  demonstrated  to  the 
Administrator  as  having  the  same 
precisian,  reliability,  accessibility,  and 
timeliness  as  the  data  provided  by  a 
certified  CEMS  or  certified  CEMS 
component  in  accordance  with  part  75 
of  this  chapter. 

As-fired  means  the  taking  of  a  fuel 
sample  just  prior  to  its  introduction  into 
the  unit  for  combustion. 

Auction  subaccount  means  a 
subaccount  in  the  Special  Allowance 
Reserve,  as  specified  in  section  416(b)  of 
the  Act,  which  contains  allowances  to 
be  sold  at  auction  in  the  amount  of 
150,000  pet  year  from  calendar  year 
1995  through  1999,  inclusive,  and 
200,000  j)er  year  for  each  year  begnning 
in  calendar  year  2000,  subject  to  the 
adjustments  noted  in  the  regulations  in 
part  73,  subpart  E  of  this  chapter. 

Authorized  account  representative 
means  a  responsible  natural  person  who 
is  authorized,  in  accordance  with  part 
73  of  this  chapter,  to  transfer  and 
otherwise  dispose  of  allowances  held  in 
an  Allowance  Tracking  System  general 
account;  or.  in  the  case  of  a  iwit 
account,  the  designated  representative 
of  the  owners  and  operators  of  the 
ejected  unit. 

Autaamted  data  acquisition  and 
handling  system  means  that  component 
of  the  CEMS,  CXDMS,  or  other  emissions 
monitoring  system  approved  by  the 
Administrator  for  use  in  the  Acid  Rain 


Program,  designed  to  interpret  Mid 
convert  individual  output  signals  from 
pollutant  concwitration  monitors,  flow 
monitors,  diluent  gas  monitors,  opacity 
monitorv,  and  other  component  parts  of 
the  monitoring  system  to  produce  a 
continuous  record  of  the  measxued 
parameters  in  the  measurement  units 
required  by  part  75  of  this  chapter. 

Award  means  the  conditionBl  set- 
aside  by  the  Administrator,  based  on  the 
submission  of  an  eariy  ranking 
application  pursuant  to  subpart  D  of  this 
part,  of  an  allowance  from  the  Phase  I 
extension  reserve,  for  possible  future 
allocation  to  a  Phase  I  extension 
applicant's  Allowance  Tracking  System 
unit  account. 

Baseline  means  the  annual  average 
quantity  of  fossil  fuel  consiuned  by  a 
imit.  measured  in  millions  of  British 
Thermal  Units  (expressed  in  mmBtu)  for 
calendar  years  1985  through  1987; 
provided  that  in  the  event  that  a  imit  is 
listed  in  the  NADB,  the  baseline  will  be 
calculated  for  each  unit-generator  pair 
that  includes  the  unit,  and  the  unit's 
baseline  will  be  the  sum  of  such  imit- 
generator  baselines.  The  unit-generator 
baseline  will  be  as  provided  in  the 
NADB  under  the  data  field 
"BASE8587",  as  adjusted  by  the  outage 
hours  listed  in  the  NADB  under  the  data 
field  "OUTAGEHR"  in  accordance  with 
the  following  equation: 
Baseline=BASE8587x{26280/(26280— 
OUTAGEHR)}x{36/(36  —months  not  on 
line)}xlO* 

"Months  not  on  line"  is  the  number 
of  months  during  January  1985  through 
December  1987  prior  to  the 
commencement  of  firing  for  units  that 
commenced  firing  in  that  jieriod,  i.e., 
the  number  of  months,  in  that  period, 
prior  to  the  on-line  month  listed  imder 
the  daU  field  "BLRMNONL"  and  the 
on-line  year  Usted  in  the  data  field 
"BLRYRONL"  in  the  NADB. 

Basic  Phase  U  allowance  allocations 
means: 

(1)  For  calendar  years  2000  through 
2009  inclusive,  allocations  of 
allowances  made  by  the  Administrator 
pursuant  to  section  403  and  section  405 
(b)(1).  (3).  and  (4);  (c)(1),  (2),  (3).  and  (5); 
(d)(1).  (2).  (4).  and  (5);  (e);  (f):  (g)(1).  (2). 
(3),  (4),  and  (5);  (h)(1);  (i);  and  (j). 

(2)  For  each  calendar  year  beginning 
in  2010,  allocations  of  allowances  made 
by  the  Administrator  piusuant  to 
section  403  and  section  405  (b)(1).  (3). 
and  (4):  (c)(1).  (2).  (3).  and  (5);  (d)(1).  (2). 
(4).  and  (5);  (e);  (f):  (g)(1).  (2).  (3).  (4). 
and  (5);  (h)(1)  and  (3);  (i);  and  (j). 

Bias  means  systematic  error,  resulting 
in  measurements  that  will  be  either 
consistently  low  or  high  relative  to  the 
reference  value. 


Boiler  means  an  enclosed  fossil  or 
other  fiiel-fired  combustion  device  used 
to  produce  heat  and  to  liansfer  heat  to 
recirculating  water,  steam,  or  any  other 
medium. 

By-pass  stack  means  any  duct,  stack, 
or  conduit  through  which  emissions 
from  an  affected  unit  may  or  do  pass  to 
the  atmosphere,  which  either  augments 
or  substitutes  for  the  principal  stack 
exhaust  system  or  ductwork  during  any 
portion  of  the  unit's  operation. 

Calibration  error  means  the  difference 
between; 

(1)  The  response  of  gaseous  monitor 
to  a  calibration  gas  and  the  known 
concentration  oif  the  calibration  gas; 

(2)  The  response  of  a  flow  monitor  to 
a  reference  signal  and  the  known  value 
of  the  reference  signal;  or 

(3)  The  response  of  a  continuous 
opacity  monitoring  system  to  an 
attenuation  filter  and  the  known  value 
of  the  filter  after  a  stated  period  of 
operation  during  which  no  unscheduled 
maintenance,  repair,  or  adjustmenttook 
place. 

Calibration  gas  means: 

(1)  A  standard  reference  material; 

(2)  A  NIST/EPA-approved  certified 
reference  material; 

(3)  A  Protocol  1  gas;  or 

(4)  Zero  ambient  air  material. 
Capacity  factor  means  the  ratio  of  a 

imit's  actual  annual  electric  output 
(expressed  in  Mwe  hr)  and  the  unit's 
nameplate  capacity  times  8.760  hours. 

CEMS  precision  orpr^ision  as 
applied  to  the  monitoring  requirements 
of  part  75  of  this  chapter,  means  the 
closeness  of  a  measurement  to  the  actual 
measured  value  expressed  as  the 
uncertainty  associated  with  repeated 
measurements  of  the  same  sample  or  of 
different  samples  from  the  same  process 
(e.g.,  the  random  error  associated  with 
simultaneous  measurements  of  a 
process  made  by  more  than  one 
instrument).  A  measurement  technique 
is  determined  to  have  increasing 
"precision"  as  the  variation  among  the 
repeated  measurements  decreases. 

Centroidal  area  mesms  a 
representational  concentric  area  that  is 
geometrically  similar  to  the  stack  or 
duct  cross  section,  and  is  not  greater 
than  1  percent  of  the  stack  or  duct  cross- 
sectional  area. 

Certificate  of  representation  means 
the  completed  and  signed  submission 
required  by  §  72.20,  for  certifying  the 
appointment  of  a  designated 
representative  for  an  affected  source  or 
a  group  of  identified  affected  sources 
authorized  to  represent  the  owners  and 
operators  of  such  source(s)  and  of  the 
affected  units  at  such  source(s)  with, 
regard  to  matters  under  the  Acid  Rain 
F*rogTam. 


an  owner  or 
undertaken 
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Certifying  official,  for  purposes  of  part 
73  of  this  chapter,  means: 

(1)  For  a  corporation,  a  president, 
secretary,  treasurer,  or  vice-president  of 
the  corporation  in  charge  of  a  principal 
business  function,  or  any  other  person 
who  performs  similar  policy  or 
decision-making  functions  for  the 
corporation; 

(2)  For  partnership  or  sole 
proprietorship,  a  general  partner  or  the 
proprietor,  respectively;  and 

(3)  For  a  local  government  entity  or 
State,  federal,  or  other  public  agency, 
either  a  principal  executive  officer  or 
ranking  elected  official. 

CooT means  all  solid  fuels  classified  as 
anthracite,  bituminous,  subbitununous, 
or  lignite  by  the  American  Society  for 
Testing  and  Materials  Designation 
ASTM  D38&-92  "Standard 
Qassification  of  Coals  by  Rank"  (as 
incorporated  by  reference  in  §  72.13). 

Coal-derivea  fuel  means  any  fuel, 
whether  in  a  solid,  liquid,  or  gaseous 
state,  produced  by  the  mechanical, 
thermal,  or  chemical  processing  of  coal 
(e.g.,  pulverized  coal,  coal  refuse, 
liqiiified  or  gasified  coal,  washed  coal, 
chemically  cleaned  coal,  coal-oil 
mixtures,  and  coke). 

Coal-fired  means  the  combustion  of 
fuel  consisting  of  coal  or  any  coal- 
derived  fuel  (except  a  coal-derived 
gaseous  fuel  with  a  sulfur  content  no 
greater  than  natiual  gas),  alone  or  in 
combination  with  any  other  fuel,  where; 

(1)  For  purposes  of  the  requirements 
of  part  75  of  this  chapter,  a  unit  is  "coal- 
fired"  independent  of  the  percentage  of 
coal  or  coal-derived  fuel  consumed  in 
any  calendar  year  (expressed  in 
mmBtu):  and 

(2)  For  all  other  purposes  under  the 
Acid  Rain  Program  (including  for 
calculating  allowance  allocations 
pursuant  to  part  73  of  this  chapter  and 
applicability  of  the  requirements  of 
section  407  of  the  Act),  a  unit  is  "coal- 
fired"  if  it  uses  coal  or  coal-derived  fuel 
as  its  primary  fuel  (expressed  in 
mmBtu);  provided  that,  if  the  unit  is 
Usted  in  the  NADS,  the  primary  fuel  is 
the  fuel  listed  in  the  NADB  under  the 
data  field  "PRIMEFUEL". 

Cogeneration  unit  means  a  unit  that 
has  equipment  used  to  produce  electric 
energy  and  forms  of  useful  thermal 
energy  (such  as  heat  or  steam)  for 
industrial,  commercial,  heating  or 
cooling  purposes,  through  the 
sequential  use  of  energy. 

Commence  commercial  operation 
means  to  have  begun  to  generate 
electricity  for  sale,  including  the  sale  of 
test  generation. 

Commence  construction  means  that 
an  owner  or  operator  has  either 
undertaken  a  continuous  program  of 


construction  or  has  entered  into  a 
contractual  obligation  to  undertake  and 
complete,  within  a  reasonable  time,  a 
continuous  program  of  construction. 

Commence  operation  means  to  have 
begim  any  mechanical,  chemical,  or 
electronic  process,  including  start-up  of 
an  emissions  control  technology  or 
emissions  monitor  or  of  a  unit's 
combustion  chamber. 

Common  stack  means  the  exhaust  of 
emissions  from  two  or  more  units 
through  a  single  flue. 

Compensating  unit  means  a  unit  that 
is  not  otherwise  subject  to  Acid  Rain 
emissions  limitation  or  Add  Rain 
emissions  reduction  requirements 
during  Phase  I  and  that  is  designated  as 
a  Phase  1  unit  in  a  reduced  utilization 
plan  under  §  72.43;  provided  that  a  unit 
that  is  not  an  affected  unit  under  the 
Acid  Rain  Program  shall  not  be  a 
compensating  unit. 

Compliance  certification  means  a 
submission  to  the  Administrator  or 
permitting  authority,  as  appropriate, 
that  is  required  by  this  part,  by  part  73, 
75,  77,  or  78.  or  by  regulations 
implementing  se<^ons  407  or  410  of  the 
Act  to  report  an  affected  source  or  an 
affected  unit's  compliance  or  non- 
compliance with  a  provision  of  the  Acid 
Rain  Program  anil  that  is  signed  and 
verified  by  the  designated  representative 
in  accordance  with  subparts  B  and  I  of 
this  part  and  the  Acid  Rain  Program 
regulations  generally. 

Compliance  plan,  for  purposes  of  the 
Acid  Rain  Program,  means  the 
document  submitted  for  an  affected 
source  in  accordance  with  subpart  C  of 
this  part,  specifying  the  method(s) 
(including  one  or  more  Acid  Rain 
compliance  options  under  subpart  D  or 
regulations  implementing  section  407  of 
the  Act)  by  which  each  affected  unit  at 
the  soim»  will  meet  the  applicable  Acid 
Rain  emissions  limitation  and  Acid  Rain 
emissions  reduction  requirements. 

Compliance  subaccount  means  the 
subaccount  in  an  affected  imit's 
Allowance  Tracking  System  account, 
established  pursuant  to  §  73.31  (a)  or  (b) 
of  this  chapter,  in  which  are  held,  from 
the  date  that  allowances  for  the  current 
calendar  year  are  recorded  under 
§  73.34(a)  until  December  31. 
allowances  available  for  use  by  the  unit 
in  the  current  calendar  year  and,  after 
December  31  until  the  date  that 
deductions  are  made  under  §  73.35(b), 
allowances  available  for  use  by  the  twit 
in  the  preceding  calendar  year,  for  the 
purpose  of  meeting  the  unit's  Acid  Rain 
emissions  limitation  for  sulfur  dioxide. 

Compliance  use  date  means  the  first 
calendar  year  for  which  an  allowance 
may  be  used  for  purposes  of  meeting  a 


unit's  Acid  Rain  emissions  limitation 
for  sulfur  dioxide. 

Conservation  Verification  Protect^ 
means  a  methodology  developed  by  the 
Administrator  for  calculating  the 
kilowatt  hour  savings  from  energy 
conservation  measures  and  improved 
unit  efficiency  measures  fat  the 
purposes  of  title  IV  of  the  Act. 

Construction  means  fabrication, 
erection,  or  installation  of  a  unit  or  any 
portion  of  a  unit. 

Consumer  Price  Index  or  CPI  means, 
for  purposes  of  the  Acid  Rain  Program, 
the  U.S.  Department  of  Labor,  Bureau  of 
Labor  Statistics  unadjusted  Consumer 
Price  Index  for  All  Urban  Consumers  for 
the  U.S.  city  average,  for  All  Items  on 
the  latest  reference  base,  or  If  such 
index  is  no  longer  published,  such  other 
index  as  the  Administrator  in  his  or  her 
discretion  determines  meets  the 
requirements  of  the  Clean  Air  Act 
Amendments  of  1990. 

(1)  CPI  (1990)  means  the  CPI  for  all 
urban  consumers  for  the  month  of 
August  1989.  The  "CPI  (1990)"  is  124.6 
(with  1982-1984=100).  Begiiming  in  the 
month  for  which  a  new  reference  base 
is  established.  "CPI  (1990)"  will  be  the 
CPI  value  for  August  1989  on  the  new 
reference  base. 

(2)  CPI  (year)  means  the  CPI  for  all 
urban  consumers  for  the  month  of 
August  of  the  previous  year. 

Continuous  emission  monitoring 
system  or  CEMS  means  the  equipment 
required  by  part  75  of  this  chapter  used 
to  sample,  analyze,  measure,  and 
provide,  by  readings  taken  at  least  once 
every  15  minutes,  a  permanent  record  of 
emissions,  expressed  in  pounds  per 
hour  (Ib/hr)  for  sulfur  dioxide  and  in 
pounds  per  million  British  thermal 
units  (Ib/mmBtu)  for  nitrogen  oxides. 
The  following  systems  are  component 
parts  included  in  a  continuous  emission 
monitoring  system: 

(1)  Sulfur  dioxide  pollutant 
concentration  monitor; 

(2)  Flow  monitor; 

(3)  Nitrogen  oxides  pollutant 
concentration  monitors; 

(4)  Diluent  gas  monitor  (oxygen  or 
carbon  dioxide); 

(5)  A  continuous  moisture  monitor 
when  such  monitoring  is  required  by 
part  75  of  this  chapter;  and 

(6)  A  data  acquisition  and  handling 
system. 

Continuous  opacity  monitoring 
system  or  COMS  means  the  equipment 
required  by  part  75  of  tliis  chapter  to 
sample,  measure,  analyze,  and  provide, 
with  readings  taken  at  least  once  every 
6  minutes,  a  permanent  record  of 
opacity  or  transmittance.  The  following 
systems  are  component  parts  included 
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in  a  continuous  opacity  monitoring 

system: 

(1)  Opacity  monitor;  and 

(2)  A  data  acquisition  and  handling 

system. 

Control  unit  means  a  unit  employing 
a  qualifying  Phase  I  technology  in 
accordance  with  a  Phase  I  extension 
plan  under  §72.42. 

Current  year  subaccount  means  the 
subaccount  in  an  Allowance  Tracking 
System  general  account.  estabUshed 
pursuant  to  §  73.31(c)  of  this  chapter,  in 
which  are  held  allowances  that  may  be 
transferred  to  a  xmit's  compliance 
subaccount  for  use  by  the  unit  for  the 
purpose  of  meeting  its  Acid  Rain  sulfur 
dioxide  emissions  limitation. 

Customer  means  a  purchaser  of 
electricity  not  for  purposes  of 
transmission  or  r^ale. 

Decisional  body  means  any  EPA 
employee  who  is  or  may  reasonably  be 
expected  to  act  in  a  decision-making 
role  in  a  proceeding  under  part  78  of 
this  chapter,  including  the 
Administrator,  a  member  of  the 
Environmental  Appeals  Board,  and  a 
Presiding  Officer,  and  any  staff  of  any 
such  person  who  are  participating  in  the 
decisional  process. 

Demand-side  measure  means  a 

measure: 
(1>  To  improve  the  efficiency  of 

consumption  of  electricity  from  a  utility 
by  customers  of  the  utility;  or 
(2)  To  reduce  the  amount  of 
consumption  of  electricity  from  a  utility 
by  customers  of  the  utility  without 
increasing  the  use  by  the  customer  of 
fuel  other  than:  Biomass  (i.e.. 
combustible  energy-producing  materials 
from  biological  sources,  which  include 
wood,  plant  residues,  biological  wastes, 
landfill  gas,  energy  crops,  and  eligible 
components  of  municipal  solid  waste), 
solar,  geothermal,  or  wind  resources;  or 
industrial  waste  gases  where  the  party 
making  the  submission  involved 
certifies  that  there  is  no  net  increase  in 
sulfur  dioxide  emissions  from  the  use  of 
such  gases.  "Demand-side  measure" 
includes  the  measures  Hsted  in  part  73. 
Appendix  A.  section  1  of  this  chapter. 

Designated  representative  means  a 
responsible  natural  person  authorized 
by  the  owners  and  operators  of  an 
affected  source  and  of  all  affected  units 
at  the  source,  as  evidenced  by  a 
certificate  of  representation  submitted 
in  accordance  with  subpart  B  of  this 
part,  to  represent  and  legally  bind  each 
owner  and  operator,  as  a  matter  of 
federal  law.  in  matters  pertaining  to  the 
Acid  Rain  Program.  Whenever  the  term 
"responsible  offidal"  is  used  in  part  70 
of  this  chaptM,  in  any  other  regulations 
implementing  title  V  of  the  Act.  or  in  a 
State  operating  permit  program,  it  shall 


be  deemed  to  refer  to  the  "designated 
representative"  with  regard  to  all 
matters  under  the  Acid  Rain  Prograrn. 

Diesel  fuel  means  a  low  sulfur  fuel  oil 
of  grades  1-D  or  2-D,  as  defined  by  the 
American  Society  for  Testing  and 
Matvials  ASTM  D975-91,  "StMidard 
Specification  for  Diesel  Fuel  Oils"  (as 
incorporated  by  reference  in  §  72.13). 

Diesel  reciprocating  engine  unit 
memis  an  internal  combustion  engine 
that  combusts  only  diesel  fuel  and  that 
thereby  generates  electricity  through  the 
operation  of  pistons,  rather  than  by 
heating  steam  or  water. 

Diluent  gas  means  a  major  gaseous 
constituent  in  a  gaseous  pollutant 
mixture,  which  in  the  case  of  emissions 
from  fossil  fuel-fired  vmits  are  carbon 
dioxide  and  oxygen. 

Diluent  gas  monitor  means  that 
component  of  the  continuous  emission 
monitoring  system  that  measures  the 
diluent  gas  concentration  in  a  unit's  flue 
gas 


Direct  Sale  Subaccount  means  a 
subaccount  in  the  Special  Allowance 
Reserve,  as  specified  in  section  416(b)  of 
the  Act.  which  contains  Phase  II 
allowances  to  be  sold  in  the  amount  of 
25,000  per  year,  fi-om  calendar  year 
1993  to  1999,  inclusive,  and  of  50,000 
per  year  for  each  year  beginning  in 
calendar  year  2000,  subject  to  the 
adjustments  noted  in  the  regulations  at 
part  73,  subpart  E  of  this  chapter. 

Dispatch  means  the  assignment 
within  a  dispatch  system  of  generating 
levels  to  specific  units  and  generators  to 
effect  the  reliable  and  economical 
supply  of  electricity,  as  customer 
demand  rises  or  falls,  and  includes: 

(1)  The  operation  of  high-voltage 
lines,  substations,  and  related 
equipment;  and 

(2)  The  scheduling  of  generation  for 
the  purpose  of  supplying  electricity  to 
other  utilities  over  interconnecting 
transmission  lines. 

Dispatch  svstem  means  either: 

(1)  A  specified  unit  and  generator  or 
specified  group  of  units,  and  portions  of 
units,  and  generators  that  are 
interconnected  and  centrally 
dispatched,  provided  that  the 
requirements  of  §  72.33  are  met;  or 

(2)  In  the  event  the  requirements 
specified  in  paragraph  (1)  of  this 
definition  are  not  met,  the  imit  and 
generator  or  group  of  units  and 
generators  that  make  up  one  utility 
system. 

Draft  Acid  Rain  permit  or  draft  permit 
means  the  vOTsion  of  the  Acid  Rain 
permit,  or  the  Acid  Rain  portion  of  an 
operating  permit,  that  a  permitting 
authority  offers  for  public  comment. 

Dual-fuel  reciprocating  engine  unit 
means  an  internal  combustion  engine 


that  combusts  any  combination  of 
natural  gas  and  diesel  fuel  fflid  that 
thereby  generates  electricity  throu^  the 
operation  of  pistons,  rather  than  by 
heating  steam  or  water. 

Emissions  means  air  pollutants 
exhausted  from  a  unit  or  source  into  the 
atmosphere,  as  measured,  recorded,  and 
reported  to  the  Administrator  by  the 
designated  representative  and  as 
determined  by  the  Administrator,  in 
accordance  with  the  emissions 
monitoring  requirements  of  part  75  of 

this  chapter. 

Environmental  Appeals  Board  means 
the  three-member  board  established 
pursuant  to  §  1.25(e)  of  this  chapter  and 
authorized  to  hear  appeals  ptirsuant  to 
part  78  of  this  chapter. 

EPA  means  the  United  States 
Environmental  Protection  Agency. 

EPA  trial  staff  means  an  employee  of 
EPA,  whether  temporary  or  permanent, 
who  has  been  designated  by  the 
Administrator  to  investigate,  litigate, 
and  present  evidence,  arguments,  and 
positions  of  EPA  in  any  evidentiary 
hearing  under  part  78  of  this  chapter. 
Any  EPA  or  permitting  authority 
employee,  consultant,  or  contractor  who 
is  called  as  a  witness  in  the  evidentiary 
hearing  by  EPA  trial  staff  shall  be 
deemed  to  be  "EPA  trial  staff'. 

Equivalent  diameter  means  a  value, 
calculated  using  the  equation  in 
paragraph  2.1  of  Method  1  in  part  60, 
Appendix  A  of  this  chapter,  and  used  to 
determine  the  upstream  and 
downstream  distances  for  locating 
CEMS  or  CEMS  components  in  flues  or 
stacks  with  rectangular  cross  sections. 
Ex  parte  communication  means  any 
communication,  written  or  oral,  relating 
to  the  merits  of  an  adjudicatory 
proceeding  under  part  78  of  this 
chapter,  tlwt  was  not  originally 
included  or  stated  in  the  administrative 
record,  in  a  pleading,  or  in  an 
evidentiary  hearing  or  oral  argument 
under  part  78  of  this  chapter,  between 
the  decisional  body  and  any  interested 
person  outside  EPA  or  any  EPA  trial 
staff.  Ex  parte  communication  shall  not 

include: 

(1)  Communication  between  EPA 
employees  other  than  between  EPA  trial 
staff  and  a  member  of  the  deciaonal 

body;  or 

(2)  Comm\mication  between  the 
decisional  body  and  interested  persons 
outside  the  Agency,  or  EPA  trial  staff, 
where  all  parties  to  the  proceeding  have 
received  prior  written  notice  of  the 
proposed  conununication  and  are  given 
an  opportunity  to  bo  present  and  to 
participate  therein. 

Excess  emissions  means; 
(1)  Any  tonnage  of  sulfur  dioxide 
emitted  by  an  affiacted  imit  during  a 
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calendar  year  that  exceeds  the  Acid 
Rain  emissions  limitaiion  for  sulfur 
dioxide  for  the  unit;  and 

(2)  Any  tonnage  of  nitrogen  oxide 
emitted  by  an  affected  unit  during  a 
calendar  year  that  exceeds  the  annual 
tonnage  equivalent  of  the  Acid  Rain 
emissions  limitation  for  nitrogen  oxides 
applicable  to  the  affected  unit  taking 
into  account  the  unit's  heat  input  for  the 
year. 

Existing  unit  means  a  unit  (including 
a  unit  subject  to  section  111  of  the  Act) 
that  commenced  commercial  operation 
before  November  15. 1990  and  that  on 
that  date  served  a  generator  with  a 
nameplate  capacity  of  greater  than  25 
MWe.  "Existing  unit"  does  not  include 
simple  combustion  turbines  or  any  unit 
that  on  November  15, 1990  served  only 
generators  with  a  nameplate  capacity  of 
25  MWe  or  less.  Any  "existing  unit" 
that  is  modified,  reconstructed,  or 
repowered  after  November  15, 1990 
shall  continue  to  be  an  "existing  unit." 

Fac;7ity  means  any  institutional, 
commercial,  or  industrial  structure, 
installation,  plant,  source,  or  building. 

File  means  to  send  or  transmit  a 
document,  information,  or 
correspondence  to  the  official  custody 
of  the  person  specified  to  take 
possession  in  accordance  with  the 
applicable  regulation.  Compliance  with 
any  "filing"  deadline  shall  be 
determined  by  the  date  that  person 
receives  the  document,  information,  or 
correspondence. 

Flow  meter  accuracy  moans  the 
closeness  of  the  measurement  made  by 
a  flow  meter  to  the  reference  value  of 
the  fuel  flow  being  measured,  expressed 
as  the  difference  between  the 
measurement  and  the  reference  value. 

Flow  monitor  means  a  component  of 
the  continuous  emission  monitoring 
system  that  measures  the  volumetric 
flow  of  exhaust  gas. 

Flue  means  a  conduit  or  duct  through 
which  gases  or  other  matter  are 
exhausted  to  the  atmosphere. 

Forced  outage  means  the  removal  of 
a  unit  from  service  due  to  an  unplanned 
component  failure  or  other  unplanned 
condition  that  requires  such  removal 
immediately  or  within  7  days  ft^om  the 
onset  of  the  unplanned  component 
failure  or  condition.  For  purposes  of 
§§  72.43.  72.91.  and  72.92.  "forced 
outage"  also  includes  a  partial  reduction 
in  the  heat  input  or  electrical  output 
due  to  an  unplanned  component  failure 
or  other  unplanned  condition  that 
requires  such  reduction  immediately  or 
within  7  days  from  the  onset  of  the 
unplanned  component  failure  or 
condition. 

Fossil  fuel  means  natural  gas, 
petroleum,  coal,  or  any  form  of  solid. 


liquid,  or  gaseous  fuel  derived  from 
such  material. 

Fossil  fuel-fired  means  the 
combustion  of  fossil  fuel  or  any 
derivative  of  fossil  fuel,  alone  or  in 
combination  with  any  other  fuel, 
independent  of  the  percentage  of  fossil 
fuel  consumed  in  any  calendar  year 
(expressed  in  mmBtu). 

Fuel  oil  means  any  petroleum-based 
fuel  (including  diesel  fuel  or  petroleum 
derivatives  such  as  oil  tar)  as  defined  by 
the  American  Society  for  Testing  and 
Materials  in  ASTM  D396-90a, 
"Standard  Specification  for  Fuel  Oils" 
(incorporated  by  reference  in  §  72.13). 
and  any  recycled  or  blended  petroleum 
products  OT  petroleum  by-products  used 
as  a  fuel  whether  in  a  liquid,  solid  or 
gaseous  state;  provided  that  for  purposes 
of  the  monitoring  requirements  of  part 
75  of  this  chapter,  "fuel  oil"  shall  be 
limited  to  the  petroleum-based  fuels  for 
which  applicable  ASTM  methods  are 
specified  in  Appendices  D,  E.  or  F  of 
part  75  of  this  chapter. 

Fuel  supply  agreement  means  a 
legally  binding  agreement  between  a 
new  IPP  or  a  firm  associated  with  a  new 
IPP  and  a  fuel  supplier  that  establishes 
the  tierms  and  conditions  under  which 
the  fuel  supplier  commits  to  provide 
fuel  to  be  delivered  to  the  new  IPP. 

Future  year  subaccount  means  a 
subaccount  in  an  Allowance  Tracking 
System  account,  established  by  the 
Administrator  pursuant  to  §  73.31  of 
this  chapter,  in  which  allowances  are  _ 
held  for  one  of  the  30  years  following 
the  later  of  1995  or  a  current  calendar 
year  following  1995. 

Gas-fired  means  the  combustion  of: 
Natural  gas.  or  a  coal-derived  gaseous 
fuel  with  a  sulfur  content  no  greater 
than  natural  gas,  for  at  least  90  percent 
of  the  average  annual  heat  input  during 
the  previous  three  calendar  years  and 
for  at  least  85  percent  of  the  annual  heat 
input  in  each  of  those  calendar  years: 
and  any  fuel  other  than  coal  or  any 
other  coal-derived  fuel  for  the  remaining 
heat  input,  if  ^ny;  prov/derf  that  for 
purposes  of  the  monitoring  exceptions 
of  part  75  of  this  chapter,  the 
supplemental  fuel  used  in  addition  to 
natural  gas.  if  any.  shall  be  limited  to 
gaseous  fuels  containing  no  more  sulfur 
than  natural  gas  or,  as  specified  in  the 
monitoring  exceptions,  fuel  oil. 

General  account  means  an  Allowance 
Tracking  System  account  that  is  not  a 
unit  account. 

Generator  means  a  device  that 
produces  electricity  and  was  or  would 
have  been  required  to  be  reported  as  a 
generating  unit  pursuant  to  the  United 
States  Department  of  Energy  Form  860 
(1990  edition). 


Hearing  clerk  means  an  EPA 
employee  designated  by  the 
Administrator  to  establish  a  repository 
for  all  books,  records,  documents,  and 
other  materials  relating  to  proceedings 
under  part  78  of  this  chapter. 

Heat  input  means  the  product 
(expressed  in  mmBtu/time)  of  the  gross 
calorific  value  of  the  fuel  (expressed  in 
Btu/Ib)  and  the  fuel  feed  rate  into  the 
combustion  device  (expressed  in  mass 
of  fuel/time)  and  does  not  include  the 
heat  derived  from  preheated  combustion 
air.  recirculated  flue  gases,  or  exhaust 
from  other  sources. 

Hybrid  generation  facility  means  a 
plant  that  generates  electrical  energy 
derived  from  a  combination  of  qualified 
renewable  energy  (wind,  solar,  biomass, 
or  geothermal)  and  one  or  more  other 
energy  resources. 

Independent  auditor  means  a 
professional  engineer  who  is  not  an 
employee  or  agent  of  the  source  being- 
audited. 

Interested  person  means  any  person 
who  submitted  written  comments  or 
testified  at  a  public  hearing  on  the  draft 
permit  or  other  matter  subject  to  notice 
and  comment  under  the  Acid  Rain 
Program  or  any  person  who  submitted 
his  or  her  name  to  the  Administrator  or 
the  permitting  authority,  as  appropriate, 
to  be  placed  on  a  list  of  persons 
interested  in  such  matter.  The 
Administrator  or  the  permitting 
authority  may  update  the  list  of 
interested  persons  from  time  to  time  by 
requesting  additional  written  indication 
of  continued  interest  from  the  persons 
listed  and  may  delete  from  the  list  the 
name  of  any  person  failing  to  respond 
as  requested. 

Investor-owned  utility  means  a  utility 
that  is  organized  as  a  tax-paying  for- 
profit  business. 

Kilowatthour  saved  or  savings  means 
the  net  savings  in  electricity  use 
(expressed  in  Kwh)  that  result  directly 
from  a  utility's  energy  conservation 
measures  or  programs. 

Least-cost  plan  or  least-cost  planning 
process  means  an  energy  conservation 
and  electric  power  planning 
methodology  meeting  the  requirements 
of  §  73.82(a)(4)  of  this  chapter. 

Life-of-the-unit,  firm  power 
contractual  arrangement  means  a  unit 
participation  power  sales  agreement 
under  which  a  utility  or  industrial 
customer  reserves,  or  is  entitled  to 
receive,  a  specified  amount  or 
percentage  of  nameplate  capacity  and 
associated  energy  generated  by  any 
specified  generating  unit  and  pays  its 
proportional  amount  of  such  unit's  total 
costs,  pursuant  to  a  contract: 

(1)  For  the  life  of  the  unit; 
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(2)  For  a  cumulative  term  of  no  less 
than  30  years,  including  contracts  that 
permit  an  election  for  early  termination; 
or 

(3)  For  a  period  equal  to  or  greater 
than  25  years  or  70  percent  of  the 
economic  useful  life  of  the  unit 
determined  as  of  the  time  the  unit  was 
built,  with  option  rights  to  purchase  or 
release  some  portion  of  the  nameplate 
capacity  and  associated  energy 
generated  by  the  unit  at  the  end  of  the 
period. 

Mail  or  serve  by  mail  means  to  submit 
or  serve  by  means  other  than  personal 
service. 

Maximum  potential  NO,  emission 
rate  means  the  emission  rate  of  nitrogen 
oxides  (in  Ib/mmBtu)  calculated  in 
accordance  with  section  3  of  appendix 
F  of  part  75  of  this  chapter,  using  the 
maximum  potential  nitrogen  oxides 
concentration  and  either  the  minimum 
oxygen  concentration  (in  %  O2)  or  the 
maximum  carbon  dioxide  concentration 
(in  %  CX32)  as  defined  in  section  2  of 
appendix  A  of  part  77  of  this  chapter. 

Missing  data  period  means  the  total 
number  of  consecutive  hours  during 
which  any  component  part  of  a  certified 
CEMS  or  approved  alternative 
monitoring  system  is  not  providing 
quahty-assured  data,  regardless  of  the 
reason. 

Monitor  accuracy  means  the  closeness 
of  the  measurement  made  by  a  CEMS  or 
by  one  of  its  component  parts  to  the 
reference  value  of  the  emissions  or 
volumetric  flow  being  measured, 
expressed  as  the  difference  between  the 
measurement  and  the  reference  value. 

Monitor  operating  hour  means  any 
hour  or  portion  thereof  over  which  a 
CEMS,  CC»4S,  or  other  monitoring 
system  approved  by  the  Administrator 
under  part  75  of  this  chapter  is 
operating  regardless  of  the  number  of 
measurements  (i.e.,  data  points) 
collected  during  the  hour. 

Afosf  stringent  federally  enforceable 
err.issions  limitation  means  the  most 
stringent  emissions  limitation  for  a 
given  pollutant  appUcable  to  the  unit, 
which  has  been  approved  by  the 
Adpiinistrator  under  the  Act,  whether  in 
a  State  implementation  plan  approved 
pursuant  to  title  I  of  the  Act.  a  new 
source  performance  standard,  or 
otherwise.  To  determine  the  most 
stringent  emissions  hmitation  for  sulfur 
dioxide,  each  limitation  shall  be 
converted  to  Ibs/mmBtu,  using  the 
appropriate  conversion  factors  in 
appendix  B  of  this  part;  pro\'ided  that 
for  determining  the  most  stringent 
emissions  limitation  for  sulfur  dioxide 
for  1985,  each  Hmitation  shall  also  be 
annualized,  using  the  appropriate 


annualization  factors  in  appendix  A  of 
this  part. 

Multi-header  generator  means  a 
generator  served  by  ductwork  from  more 
than  one  unit. 

Multi-header  unit  means  a  unit  with 
ductwork  serving  more  than  one 
generator. 

Nameplate  capacity  means  the 
maximum  electrical  generating  output 
(expressed  in  MWe)  that  a  generator  can 
sustain  over  a  specified  period  of  time 
when  not  restricted  by  seasonal  or  other 
deratings.  as  listed  in  the  NADB  under 
the  data  field  "NAMECAP"  if  the 
generator  is  listed  in  the  NADB  or  as 
measured  in  accordance  with  the  United 
States  Department  of  Energy  standards  if 
the  generator  is  not  Usted  in  the  NADB. 

National  Allowance  Data  flo^e  or 
NADB  means  the  data  base  established 
by  the  Administrator  under  section 
402(4)(C)  of  the  Act. 

Natural  gas  means  a  naturally 
occurring  fluid  mixture  of  hydrocarbons 
containing  little  or  no  sulfur  (e.g., 
methane,  ethane,  or  propane),  produced 
in  geological  formations  beneath  the 
Earth's  surface,  and  maintaining  a 
gaseous  state  at  standard  atmospheric 
tem{>erature  and  pressure  conditions 
under  ordinary  conditions. 

NEBC  region  means  the  North 
American  Electric  Reliability  Council 
region  or,  if  any,  subregion. 

Net  income  neutrality  means,  in  the 
case  of  energy  conservation  measitfes 
undertaken  by  an  investor-owned  utility 
whose  rates  are  regulated  by  a  State 
utility  regulatory  authority,  rates  and 
charges  established  by  the  State  utihty 
regulatory  authority  that  ensure  that  the 
net  income  earned  by  the  utility  on  its 
State-jxuisdictional  equity  investment 
will  be  no  lower  as  a  consequence  of  its 
expenditures  on  cost-effective  qualified 
energy  conservation  measures  and  any 
associated  lost  sales  than  it  would  have 
been  had  the  utility  not  made  such 
expenditures,  or  that  the  State  utility 
regulatory  autliority  has  implemented  a 
ratemaking  approach  designed  to  meet 
this  objective. 

New  independent  power  production 
facility  or  new  IPP  means  a  unit  that: 

(1)  Commences  commercial  operation 
on  or  after  November  15, 1990; 

(2)  Is  nonrecourse  project-financed,  as 
defined  in  10  CFR  part  715; 

(3)  Sells  80%  of  electricity  generated 
at  wholesale;  and 

(4)  Does  not  sell  electricity  to  any 
affiliate  or.  if  it  does,  demonstrates  it 
cannot  obtain  the  required  allowances 
from  such  an  aniliate. 

New  unit  means  a  unit  that 
commences  commercial  operation  on  or 
after  November  15. 1990,  including  any 
such  unit  that  serves  a  generator  with  » 


nameplate  capacity  of  25  MWe  or  less 
or  that  is  a  simple  combustion  turbine. 

Ninetieth  (90th)  percentile  means  a 
value  that  would  divide  an  ordered  set 
of  increasing  values  so  that  at  least  90 
percent  are  less  than  or  equal  to  the 
value  and  at  least  10  percent  are  greater 
than  or  equal  to  the  value. 

Ninety-fifth  (95th)  percentile  means  a 
value  that  would  divide  an  ordered  set 
of  increasing  values  so  that  at  least  95 
percent  of  the  set  are  less  than  or  equal 
to  the  value  and  at  least  5  percent  are 
greater  than  or  equal  to  the  value. 

NlST/EPA-opproved  certified 
reference  material  or  NlST/EPA- 
opproved  CRM  means  a  calibration  gas 
mixture  that  has  been  approved  by  EPA 
and  the  National  Institutes  of  Standards 
and  Technologies  (NIST)  as  haviiig 
specific  known  chemical  or  phjrsical 
property  values  certified  by  a ' 
tefihnically  valid  procedure  as 
evidenced  by  a  certificate  or  other 
documentation  issued  by  a  certifying 
standard-setting  body. 

Offset  plan  means  a  plan  pursuant  to 
part  77  of  this  chapter  for  offsetting 
excess  emissions  of  sulfur  dioxide  that 
have  occurred  at  an  affected  unit  in  any 
calendar  year. 

Oil-fired  means  the  combustion  of: 
fuel  oil  for  more  than  10  percent  of  the 
average  annual  heat  input  during  the 
previous  three  calendar  years  or  for 
more  than  15  percent  of  the  annual  heat 
input  in  any  one  of  those  calendar  years; 
and  any  solid,  liquid,  or  gaseous  fuel, 
other  than  coal  or  any  other  coal- 
derived  fuel  (except  a  coal-derived 
gaseous  fuel  virith  a  sulfur  content  no 
greater  than  natural  gas),  for  the 
remaining  heat  input,  if  any:  provided 
that  for  purposes  of  the  monitoring 
exceptions  of  part  75  of  this  chapter,  the 
supplemental  fuel  used  in  addition  to 
fuel  oil.  if  any,  shall  be  limited  to 
gaseous  fuels,  other  than  a  coal-derived 

fuel. 

Opacity  means  the  degree  to  which 
emissions  reduce  the  transmission  of 
light  and  obscure  the  view  of  an  object 
in  the  background. 

Operating  permit  means  a  permit 
issued  under  part  70  of  this  chapter  and 
any  other  regulations  implementing  title 
V  of  the  Act. 

Out-of-control  period  means  any 
period: 

(1)  Beginning  with  the  hour 
conesponding  to  the  completion  of  a 
daily  calibration  error,  linearity  check, 
or  quality  assurance  audit  that  indicates 
that  the  instrument  is  not  measuring 
and  recording  within  the  applicable 
performance  specifications;  and 

(2)  Ending  with  the  hour 
conesponding  to  the  completion  of  an 
additional  calibration  error.  linearity 
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check,  or  quality  assurance  audit 
following  corrective  action  that 
demonstrates  that  the  instrument  is 
measiuing  and  recording  within  the 
applicable  performance  specifications. 

Oversubscription  payment  deadline 
means  30  calendar  days  prior  to  the 
allowance  transfer  deadline. 

Owner  means  any  of  the  following 
persons: 

(1)  Any  holder  of  any  portion  of  the 
legal  or  equitable  title  in  an  a^ected 
unit;  or 

(2)  Any  holder  of  a  leasehold  interest 
in  an  affiected  unit;  or 

(3)  Any  piuchaser  of  power  from  an 
a^cted  unit  under  a  life-of-the-unit, 
firm  power  contractual  a^angement  as 
that  term  is  defined  herein  and  used  in 
section  408(i)  of  the  Act.  However, 
unless  expressly  provided  for  in  a 
leasehold  agreement,  owner  shall  not 
include  a  passive  lessor,  or  a  person 
who  has  an  equitable  interest  through 
such  lessor,  whose  rental  payments  are 
not  based,  either  directly  or  indirectly, 
upon  the  revenues  or  income  from  the 
affected  imit;  or 

(4)  With  respect  to  any  Allowance 
Tracking  System  general  accoxuit,  any 
person  identified  in  the  submission 
required  by  §  73.31(c)  of  this  chapter 
that  is  subject  to  the  binding  agreement 
for  the  authorized  account 
representative  to  represent  that  person's 
ownership  interest  with  respect  to 
allowances! 

OwTter  or  operator  means  any  person 
who  is  an  owner  or  who  operates, 
controls,  or  supervises  an  affected  unit 
or  affected  source  and  shall  include,  but 
not  be  limited  to,  any  holding  company, 
utility  system,  or  pl^t  manager  of  an 
effected  unit  or  affected  source. 

L  Peaking  unit  means  a  imit  that  has: 
(1)  an  average  capacity  factor  of  no 
ore  than  10  percent  during  the 
previous  3  calendar  years  and 

(2)  a  capacity  factor  of  no  more  than 
20  percent  in  each  of  those  calendar 
years. 

Permit  revision  means  a  permit 
modification,  fast  track  modification, 
administrative  permit  amendment,  or 
automatic  permit  amendment,  as 
provided  in  subpart  H  of  this  part. 

Permitting  authority  means  either 

(1)  the  Administrator  in  the  case  of 
ssuance  and  administration  of  Acid 
lain  permits  or 

(2}  the  State  air  pollution  control 
agency,  local  agency,  other  State  agency, 
or  other  agency  authorized  by  the 
Administrator  to  issue  proposed  Acid 
Rain  permits  under  subpart  G  of  this 
lart  and  the  other  regulations 
iromulgated  pursuant  to  titles  IV  and  V 
:-ftheAct 


Person  includes  an  individual, 
corporation,  partnership,  association. 
State,  municipality,  poUtical 
subdivisi<Hi  of  a  State,  any  agency, 
department,  or  instrumentality  of  the 
United  States,  and  any  officer,  agent,  or 
employee  thereoL 

Phase  I  means  the  Acid  Rain  Program 
period  be^nning  January  1. 1995  and 
ending  December  31, 1999. 

Phiue  I  unit  means  any  affected  unit 
that  is  subject  to  an  Acid  Rain  emissions 
radiu:tion  requirement  or  Acid  Rain 
emissions  limitation  beginning  in  Phase 
I. 

Phase  n  means  the  Acid  Rain  Program 
period  beginning  January  1,  2000.  and 
continuing  into  the  future  thereafter. 

Phase  II  unit  means  any  affected  imit 
that  is  subject  to  an  Acid  Rain  emissions 
reduction  requirement  or  Acid  Rain 
emissions  limitation  during  Phase  II 
only. 

Pollutant  concentration  monitor 
means  that  component  of  the 
continuous  emission  monitoring  system 
that  measures  the  concentration  of  a 
pollutant  in  a  unit's  flue  gas. 

Power  distribution  system  means  the 
portion  of  an  electricity  grid  owned  or 
operated  by  a  utility  that  is  dedicated  to 
delivering  electric  energy  to  customers. 

Power  sales  agreement  is  a  legally- 
binding  agreement  between  a  new  IPP 
or  a  firm  associated  with  a  new  IPP  and 
a  regulated  electric  utility  that 
establishes  the  terms  and  conditions  for 
the  sale  of  power  from  the  new  IPP  to 
the  utility. 

Presiding  Officer  means  an 
Administrative  Law  Judge  appointed 
under  5  U.S.C.  3105  and  designated  to 
preside  at  a  hearing  in  an  appeal  under 
part  78  of  this  chapter  or  an  EPA  lawyer 
designated  to  preside  at  any  such 
hearing  under  §  78.6{b)(3)(ii)  of  this 
chapter. 

Primary  fuel  or  primary  fuel  supply 
means  the  main  fuel  type  (expressed  in 
mmBtu)  consumed  by  an  affected  unit 
for  the  applicable  calendar  year. 

Proposed  Acid  Rain  permit  or 
proposed  permit  means,  in  the  case  of 
a  State  operating  permit  program,  the 
version  of  an  Acid  Rain  permit  that  the 
permitting  authority  submits  to  the 
Administrator  after  the  public  comment 
period,  but  prior  to  completion  of  the 
EPA  permit  review  period,  as  provided 
for  in  part  70  of  this  chapter. 

Protocol  1  gas  means  a  cafibration  gas 
mixture  prepared  and  analyzed 
according  to  the  "Procedure  for  NBS- 
Traceeble  Certification  of  Compressed 
Gas  Working  Standards  Used  for 
Caiibratioo  and  Audit  of  Continuous 
Emission  Monitors  ("Revised 
TracealMlity  Protocol  No.  1")."  Quality 
Assurance  Handbook  for  Air  Pollution 


Measurement  Systems,  Volume  m. 
Stationary  Soorca  Specific  Method*. 
Section  3.04,  EPA-600/4-77-027b,  June 
1987  (set  forth  in  Appendix  H  of  part  75 
of  this  chapter). 

Qualifying  Abase  /  ^chnology  means 
a  technological  system  of  continuous 
emission  reduction  that  is  demonstrated 
to  achieve  a  ninety  (90)  p>ercent  (or 
greater)  reduction  in  emissions  of  sulfur 
dioxide  from  the  emissions  that  would 
have  resulted  from  the  use  of  fossil  foels 
that  were  not  subject  to  treatment  prior 
to  combustion,  as  provided  in  §  72.42. 

Qualifying  repowering  technology 
means: 

(1)  Replacement  of  an  existing  coal- 
fired  boiler  with  one  of  the  folloMring 
clean  coal  technologies:  atmospheric  or 
pressurized  fluidized  bed  combustion, 
integrated  gasification  combined  cycle, 
magnetohydrodynamics,  direct  and 
indirect  coal-fired  turbines,  integrated 
gasification  fuel  cells,  or  as  determined 
by  the  Administrator,  in  consultation 
with  the  Secretary  of  Energy,  a 
derivative  of  one  or  more  of  these 
technologies,  and  any  other  technology 
capable  of  controlling  multiple 
combustion  emissions  simultaneously 
with  improved  boiler  or  generation 
efficiency  and  with  significantly  greater 
waste  redixction  relative  to  the        , 
performance  of  technology  in 
widespread  commercial  use  as  of  the 
date  of  enactment  of  the  Clean  Air  Act 
Amendments  of  1990:  or 

(2)  Any  oil-  or  gas-fired  unit  that  has 
been  awarded  clean  coal  technology 
demonstration  funding  as  of  January  1, 
1991,  by  the  £)epartment  of  Energy. 

Quality  assured  monitor  operating 
hour  means  any  hour  over  wiiicfa  a 
certified  CEMS,  COMS,  or  other 
monitoring  system  approved  by  the 
Administrator  under  part  75  of  this 
chapter,  is  operating:  in  accordaiu» 
with  §  75.10(e)  and  (f);  and  within  the 
perfomvance  specifications  set  forth  in 
part  75,  Appendix  A  of  this  chapter  and 
the  quality  control/quality  assurance 
procedures  set  forth  in  part  75, 
appendix  B  of  this  chapter,  without 
unscheduled  maintenance,  repair,  or 
adjustment. 

Receive  or  receipt  of  means  the  date 
the  Administrator  or  a  permitting 
authority  comes  into  possession  of 
information  or  correspondence  (whether 
sent  in  writing  or  by  authorized 
electronic  transmission),  as  indicated  in 
an  official  correspondence  log.  or  by  a 
notation  made  on  the  information  or 
correspondence,  by  the  Administrator  or 
the  permitting  authority  in  the  regular 
course  of  business. 

Recordation,  record,  or  recorded 
means,  with  regard  to  allowances,  the 
transfer  of  aUowoices  by  the 
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Administrator  from  one  Allowance 
Tracking  System  account  or  subaccount 
to  another. 

Reduced  utilization  means  a 
reduction,  during  any  calendar  year  in 
Phase  I,  in  the  heat  input  (expressed  in 
mmBtu  for  the  calendar  year)  at  a  Phase 

1  unit  below  the  unit's  baseline,  where 
such  reduction  subjects  the  unit  to  the 
requirement  to  file  a  reduced  utilization 
plan  under  §  72.43. 

Reference  method  means  any  direct 
test  method  of  sampling  and  analyzing 
for  an  air  pollutant  as  specified  in  part 
60,  Appendix  A  of  this  chapter. 

Reference  value  or  reference  signal 
means  the  known  concentration  of  a 
calibration  gas,  the  known  value  of  an 
electronic  calibration  signal,  or  the 
known  value  of  any  other  measurement 
standard  approved  by  the 
Administrator,  assumed  to  be  the  true 
value  for  the  pollutant  or  diluent 
concentration  or  volumetric  flow  being 
measured. 

Relative  accuracy  means  a  statistic 
designed  to  provide  a  measure  of  the 
systematic  and  random  errors  associated 
with  data  from  continuous  emission 
monitoring  systems,  and  is  expressed  as 
the  absolute  mean  difference  between 
the  pollutant  concentration  or 
vol^etric  flow  measured  by  the 
pollutant  concentration  or  flow  monitor 
and  the  value  determined  by  the 
applicable  reference  method(s)  plus  the 

2  5  percent  error  confidence  coefficient 
of  a  series  of  tests  divided  by  the  mean 
of  the  reference  method  tests  in 
accordance  with  part  75  of  this  chapter. 

Schedule  of  compliance  means  Bn 
enforceable  sequence  of  actions, 
measures,  or  operations  designed  to 
achieve  or  maintain  compliance,  or 
correct  non-compliance,  with  an 
applicable  requirement  of  the  Acid  Rain 
Program,  including  any  applicable  Acid 
Rain  permit  requirement. 

Secretary  of  Energy  means  the 
Secretary  of  the  United  States 
Department  of  Energy  or  the  Secretary's 
duly  authorized  representative. 

Serial  number  means,  when  referring 
to  allowances,  the  unique  identification 
number  assigned  to  each  allowance  by 
the  Administrator,  pursuant  to 
§  73.34(d)  of  this  chapter. 

Simple  combustion  turbine  means  a 
unit  that  is  a  rotary  engine  driven  by  a 
gas  under  pressure  that  is  created  by  the 
combustion  of  any  fuel.  This  term 
includes  combined  cycle  units  without 
auxiliary  firing  but  excludes  such  units 
with  auxiliary  firing. 

Site  lease,  as  usea  in  part  73.  subpart 
E  of  this  chapter,  means  a  legally- 
binding  agreement  signed  between  a 
new  IP?  or  a  firm  associated  with  a  new 
IPP  and  a  site  owner  that  establishes  the 


terms  and  conditions  under  which  the 
new  IPP  or  the  firm  associated  with  the 
new  IPP  has  the  binding  right  to  utilize 
a  specific  site  for  the  purposes  of 
operating  or  constructing  the  new  IPP. 

Source  means  any  governmental, 
institutional,  commercial,  or  industrial 
structure,  installation,  plant,  building, 
or  facihty  that  emits  or  has  the  potential 
to  emit  any  regulated  air  pollutant 
under  the  Act.  For  purposes  of  section 
502(c)  of  the  Act.  a  "source",  including 
a  "source"  with  multiple  units,  shall  be 
considered  a  single  "facility." 

Span  means  the  range  of  values  that 
a  monitor  component  is  required  to  be 
capable  of  measuring  under  part  75  of 
this  chapter. 

Spot  allowance  means  an  allowance 
that  may  be  used  for  purposes  of 
comphance  with  a  unit's  Acid  Rain 
sulfur  dioxide  emissions  hmitation 
requirements  beginning  in  the  year  in 
which  the  allowance  is  offered  for  sale. 

Spot  Auction  means  an  auction  of  a 
spot  allowance. 

Spot  Sale  means  a  sale  of  a  spot 
allowance. 

Stack  means  a  structure  that  includes 
one  or  more  flues  and  the  housing  for 
the  flues. 

Standard  conditions  means  68  'F  at  1 
atm  (29.92  in.  of  mercury). 

Standard  reference  material  or  SRM 
means  a  calibration  gas  mixture  issued 
and  certified  by  NIST  as  having  specific 
known  chemical  or  physical  property 
values. 

State  means  one  of  the  48  contiguous 
States  and  the  District  of  Columbia  and 
includes  any  non-federal  authorities, 
including  local  agencies,  interstate 
associations,  and  State-wide  agencies 
with  approved  State  operating  permit 
programs.  The  term  "State"  shall  have 
its  conventional  meaning  where  such 
meaning  is  clear  from  the  context. 

State  operating  permit  program  means 
an  operating  permit  program  that  the 
Administrator  has  approved  as  meeting 
the  requirements  of  titles  IV  and  V  of 
the  Act,  part  70  of  this  chapter,  and  this 
part,  including  subpart  G  of  this  part. 

Stationary  gas  turbine  means  a 
turbine  that  combusts  natural  gas,  coal- 
derived  gaseous  fuel  with  a  sulfur 
content  no  greater  than  natural  gas,  or 
fuel  oil  in  order  to  heat  inlet  combustion 
air  and  thereby  turn  a  turbine,  in 
addition  to  or  instead  of  producing 
steam  or  heating  water,  and  that  is  not 
self  propelled. 

Steam  sales  agreement  is  a  legally- 
binding  agreement  between  a  new  liPP 
or  a  firm  associated  with  a  new  IPP  and 
an  industrial  or  commercial 
establishment  requiring  steam  that  sets 
the  terms  and  conditions  under  which 


the  new  IPP  will  provide  steam  to  the 
establishment. 

Submit  or  serve  means  to  send  or 
transmit  a  document,  information,  or 
correspondence  to  the  person  specified 
in  accordance  with  the  applicable 
regulation; 

(1)  In  person; 

(2)  By  United  States  Postal  Service 
certified  mail  with  the  official  postmark 
or,  if  service  is  by  the  Administrator  or 
the  permitting  authority,  by  any  other 
mail  service  by  the  United  States  Postal 
Service;  or 

(3)  By  other  means  with  an  equivalent 
time  and  date  mark  used  in  the  regular 
course  of  business  to  indicate  the  date 
of  dispatch  or  transmission  and  a  record 
of  prompt  delivery.  Compliance  with 
any  "submission",  "service",  or 
"mailing"  deadline  shall  be  determined 
by  the  date  of  dispatch,  transmission,  or 
mailing  and  not  the  date  of  receipt. 

Substitute  data  means  emissions  or 
volumetric  flow  data  provided  to  assure 
100  percent  recording  and  reporting  of 
emissions  when  all  or  part  of  the 
continuous  emission  monitoring  system 
is  not  functional  or  is  operating  outside 
applicable  performance  specifications. 

Substitution  unit  means  an  affected 
unit,  other  than  a  unit  under  section  410 
of  the  Act,  that  is  designated  as  a  Phase 

1  unit  in  a  substitution  plan  under 
§72.41. 

Sulfur-free  generation  means;  the 
generation  of  electricity  by  a  process 
that  does  not  have  any  emissions  of 
sulfur  dioxide,  including  hydroelectric, 
nuclear,  solar  and  wind  generation.  A 
"sulfur-free  generator"  is  a  generator 
that  produces  such  "sulfur-free 
generation." 

Supply-side  measure  means  a 
measure  to  improve  the  efficiency  of  the 
generation,  transmission,  or  distribution 
of  electricity,  implemented  by  a  utility 
in  connection  with  its  operations  or 
facilities  to  provide  electricity  to  its 
customers,  and  includes  the  measures 
set  forth  in  part  73,  Appendix  A,  section 

2  of  this  chapter. 

Ton  or  tonnage  means  any  "short  ton" 
(i.e.,  2,000  pounds).  For  the  purpose  of 
determining  compliance  with  the  Acid 
Rain  emissions  limitations  and 
reduction  requirements,  total  tons  for  a 
year  shall  be  calculated  as  the  sum  of  all 
recorded  hoiu'ly  emissions  (or  the 
tonnage  equivalent  of  the  recorded 
hourly  emissions  rates)  in  accordance 
with  part  75  of  this  chapter,  with  any 
remaining  fraction  of  a  ton  equal  to  or 
greater  than  0.50  ton  deemed  to  equal 
one  ton  and  any  firaction  of  a  ton  less 
than  0.50  ton  deemed  not  to  equal  any 
ton. 

Transfer  unit  means  a  Phase  I  unit 
that  transfers  all  or  part  of  its  Phase  I 
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emission  reduction  obligations  to  a 
control  unit  designated  pursuant  to  a 
phase  I  extension  plan  under  §  72.42. 
j  Undenitilization  means  a  reduction, 
during  any  calendar  year  in  Phase  I,  of 
the  heat  input  (expressed  in  mmBtu  for 
the  calendar  year)  at  a  Phase  I  unit 

)elow  the  unit's  baseline. 
Unit  means  a  fossil  fuel-fired 

nmbustion  device. 

Unit  account  means  an  Allowance 
Tracking  System  account,  established  by 
the  Administrator  for  an  affected  unit 
pursuant  to  §  73.31  (a)  or  (b)  of  this 
chapter. 

Unit  load  means  the  total  (i.e.,  gross) 
output  of  a  unit  or  source  in  any 
calendar  year  (or  other  specified  time 
period)  produced  by  combusting  a  given 
heat  input  of  fuel,  expressed  in  terms  of: 

(1)  The  total  electrical  generation 
(MWe)  for  use  within  the  plant  and  for 
sale;  or 

(2)  In  the  case  of  a  unit  or  source  that 
uses  part  of  its  heat  input  for  purposes 
other  than  electrical  generation,  the  total 
steam  pressure  (psia)  produced  by  the 
unit  or  source. 

Unit  operating  hours  means,  when 
referring  to  the  availability  of  a 
monitoring  system,  the  number  of  hours 
(or  fraction  of  an  hour)  that  a  unit 
combusts  any  fuel;  and,  in  the  case  of 
a  COMS  availability,  includes  the 
number  of  hours  (or  fraction  of  an  hour) 
after  combustion  has  ceased  when  fans 
are  operating. 

Utility  means  any  person  that  sells 
electricity. 

I    Utility  competitive  bid  solicitation  is  a 
public  request  from  a  regulated  utility 
for  offers  to  the  utility  for  meeting  future 
generating  needs.  A  new  IPP  may  be 
regarded  as  having  been  "selected"  in 
such  solicitation  pursuant  to  section 
405{g)(6)(A)(iv)  of  the  Act  if  the  utility 
has  named  the  IPP  as  a  project  with 
which  it  intends  to  negotiate  a  power 

rles  agreement. 
Utility  regulatory  authority  means  an 
authority,  board,  commission,  or  other 
entity  (limited  to  the  local-.  State-,  or 
federal-level,  whenever  so  specified) 
re.sponsible  for  overseeing  the  business 
operations  of  utilities  located  within  its 
jurisdiction,  including,  but  not  limited 
to,  utility  rates  and  charges  to 
customers. 

Utility  system  means  all 
interconnected  units  and  generators 
controlled  by  the  same  utility  operating 
company,  as  reported  in  the  NADB 
under  the  data  field  "UTILNAME". 

Utility  unit  means  a  unit  owned  or 
operated  by  a  utility; 

(1)  That  serves  a  generator  in  any 
State  that  produces  electricity  for  sale. 
or 


(2)  That  during  1985.  served  a 
generator  in  any  State  that  produced 
electricity  for  sale. 

(3)  Notwithstanding  paragraphs  (1) 
and  (2)  of  this  definition,  a  unit  that  was 
in  operation  during  1985.  but  did  not 
serve  a  generator  that  produced 
electricity  for  sale  during  1985,  and  did 
not  commence  commercial  operation  on 
or  after  November  15, 1990  is  not  a 
utility  unit  for  purposes  of  the  Acid 
Rain  Program. 

(4)  Notwithstanding  paragraphs  (1) 
and  (2)  of  this  definition,  a  unit  that 
cogenerates  steam  and  electricity  is  not 
a  utility  unit  for  purposes  of  the  Acid 
Rain  Program,  unless  the  unit  is 
constructed  for  the  purpose  of 
supplying,  or  commences  construction 
after  November  15, 1990  and  supplies, 
more  than  one-third  of  its  potential 
electrical  output  capacity  and  more  than 
25  MWe  output  to  any  power 
distribution  system  for  sale. 

Utilization  means  the  heat  input 
(expressed  in  mmBtu/time)  for  a  unit. 

Volumetric  flow  means  the  rate  of 
movement  of  a  specified  volume  of  gas 
past  a  cross-sectional  area  (e.g.,  cubic 
feet  per  hour). 

Zero  ambient  air  material  means  a  gas 
that  consists  of  ambient  air  and  that  is 
vendor-certified  to  contain:  traceable 
concentrations  respectively  of  SO2,  NO,, 
and  THC  below  0.1  ppm;  a 
concentration  of  CX)  below  1  ppm;  and 
a  concentration  of  CO2  below  400  ppm. 

§  72.3    MMsuraments,  abbreviations,  and 
acronyms. 

Measurements,  abbreviations,  and 
acronyms  used  in  this  part  are  defined 
as  follows: 

acfh — actual  cubic  feet  per  hour, 
atm — atmosphere, 
bbl — barrel. 

Btu — British  thermal  unit. 
°C— degree  Celsius  (centigrade), 
cfm— cubic  feet  per  minute, 
cm — centimeter, 
dcf — dry  cubic  feet. 
DOE — Department  of  Energy, 
dscf — dry  cubic  feet  at  standard 

conditions, 
dscfh — dry  cubic  feet  per  hour  at 

standard  conditions. 
EIA— Energy  Information 

Administration, 
eq — equivalent. 
°F — degree  Fahrenheit, 
fps — feet  pet  second, 
gal — gallon, 
hr — hour, 
in — inch. 

°K — degree  Kelvin. 
Kwh — kilowatt  hour, 
lb — pounds, 
m — meter. 
mmBtu — million  Btu. 


min — minute. 

mol.  wt. — molecular  weight. 

MWe — megawatt  electrical. 

MWge— gross  megawatt  electrical. 

ppm — parts  per  million. 

psi — pounds  per  square  inch. 

"R — degree  Rankine. 

scf — cubic  feet  at  standard  conditions. 

scfh— <:ubic  feet  per  hour  at  standard 

conditions, 
sec — second. 

std — at  standard  conditions. 
CO2 — carbon  dioxide. 
NO, — nitrogen  oxides. 
O2 — oxygen. 

THC— total  hydrocarbon  content. 
SO2 — sulfur  dioxide. 

§72.4    Fe<teral  authority. 

(a)  The  Administrator  reserves  all 
authority  under  sections  112(r)(9),  113, 
114,  120,  301.  303.  304.  306,  and  307(a) 
of  tlie  Act.  including,  but  not  limited  to, 
the  authority  to: 

(1)  Secure  information  needed  for  the 
purpose  of  developing,  revising,  or 
implementing,  or  of  determining 
whether  any  person  is  in  violation  oT, 
any  standard,  method,  requirement,  or 
prohibition  of  the  Act,  this  part,  parts 
73,  75,  77,  and  78  of  this  chapter,  and 
regulations  implementing  sections  407 
and  410  of  the  Act: 

(2)  Make  inspections,  conduct  tests, 
examine  records,  and  require  an  owner 
or  operator  of  an  affected  unit  to  submit 
information  reasonably  required  for  the 
purpose  of  developing,  revising,  or 
implementing,  or  of  determining 
whether  any  person  is  in  violation  of. 
any  standard,  method,  requirement,  or 
prohibition  of  the  Act.  this  part,  parts 
73.  75.  77.  and  78  of  this  chapter,  and 
regulations  implementing  sections  407 
and  410  of  the  Act;  and 

(3)  Issue  orders,  call  witnesses,  and 
compel  the  production  of  documents. 

(b)  The  Administrator  reserves  the 
right  under  title  IV  of  the  Act  to  take  any 
action  necessary  to  protect  the  orderly 
and  competitive  functioning  of  the 
allowance  system,  including  actions  to 
prevent  fraud  and  misrepresentation. 

§72.5    State  authority. 

Consistent  with  section  116  of  the 
Act.  the  provisions  of  the  Acid  Rain 
Program  shall  not  be  construed  in  any 
manner  to  preclude  any  State  from 
adopting  and  enforcing  any  other  air 
quality  requirement  (including  any 
continuous  emissions  monitoring)  that 
is  not  less  stringent  than,  and  does  not 
alter,  any  requirement  applicable  to  an 
affected  unit  or  affected  source  under 
the  Acid  Rain  Program;  provided  that 
such  State  requirement,  if  articulated  in 
an  operating  permit,  is  in  a  portion  of 
the  operating  permit  separate  from  the 


3660  Fadenl  ^m^^tm  I  VoL  58.  Na.  6  /  Monday.  January  11.  1993  /  Rttle«  lid  Ragtthtfcmt 


portion  containing  the  Add  RAin 
Program  lequiTenMnts. 

1724    ApptteabUlty. 

(a)  Each  of  the  foUowing  units  shall  be 
an  affected  Bntt.  and  any  source  that 
includes  svich  a  unit  shall  be  «a  afiected 
source,  sttbfect  to  the  lequiremenU  of 
the  Acid  Rain  Program: 

(1)  A  unit  Usted  in  Table  1  of 
S  73.10(a)  of  this  chapter. 

(2)  An  existing  unit  that  is  identified 
as  Qualifying  for  an  allowmoe  allocatioD 
unoer  regulations  implemaDting 
sections  403  and  405  of  the  Act  and  any 
other  existing  utility  unit,  except  a  unit 
under  paragraph  (b)  of  dus  section. 

(3)  A  utiuty  unit,  except  a  unit  under 
paragraph  (b)  of  this  section,  that: 

(i)  Is  a  new  unit;  or 

(ii)  Did  not  serve  a  generator  with  a 
nameplate  capacity  greater  than  25 
MWe  <m  November  15. 1990  but  serves 
such  a  generator  after  November  15, 
1990. 

(b)  The  foHowix^  typ^  ^  "">*'  are 
not  affected  units  subject  to  the 
reouireramts  of  the  Add  Rain  Program: 

n)  A  simple  corabustioo  turbine  that 
comroenora  operation  before  November 
15, 1990. 

(2)  Any  unit  that  commenced 
commeidal  operation  before  November 
15, 1990  end  that  did  not.  as  of 
November  15, 1900.  and  does  not 
currently,  serve  a  generator  with  a 
nameplate  capacity  of  ^eater  than  25 
MWe. 

(3)  Any  unit  that,  during  1965.  did  not 
serve  a  generator  that  produced 
electridty  for  sale  and  that  did  not,  as 
of  November  15. 1990,  and  does  not 
currently,  serve  a  generator  that 
produces  electridty  for  sale. 

(4)  [Reserved:  cogeneration  units). 

(5)  (Reserved:  qualifying  fadlitiesj. 

(6)  [Reserved:  new  independent 
power  production  fadlities). 

(7)  (Reserved:  solid  waste 
indneratorsj. 

(8)  A  non-utility  unit. 

f72.7    New  units  exemption. 

(a)  Applicability.  This  sedion  applies 
to  any  new  utility  tinit  that  serves  one 
or  more  generators  with  total  nameplate . 
capadty  of  25  MWe  or  less  and  bums 
only  fuels  with  a  sulfur  content  of  0.05 
percent  or  less  by  weight,  as  determined 
in  accordance  with  paragraph  (d)(2)  of 
this  sedion. 

(b)  Petition  for  Written  Exemption. 
The  designated  representative, 
authorized  in  accordance  with  subpart  B 
of  this  part,  of  a  source  that  indudes  a 
unit  under  paragraph  (a)  of  this  section 
may  petition  the  permitting  authority 
for  a  written  exemption,  or  to  renew  a 
written  exemption,  for  the  unit  from 


certain  requixeoienta  of  the  Add  Rain 
Program.  Tba  petition  riiall  tnchidc  die 
following  elements  in  a  format 
prescribed  by  the  Administrator 

(1)  Identifteation  of  the  unit. 

(2)  The  nameplate  capacity  of  eadi 
generator  servea  by  the  unit 

(3)  A  list  of  all  fuels  currently  burned 
by  the  unit  and  their  pwoentaoe  sulfur 
content  by  weij^t  determined  in 
accordance  wridi  paragraph  (a)  of  this 
soctioD. 

(4)  A  list  of  all  fuels  that  are  expected 
to  be  burned  by  the  unit  and  their  sulfur 
content  by  we^L 

(5)  The  spedal  provisi<H>s  in 
paragraph  (d)  of  this  section. 

(c)  PermitiiRg  Aothority'M  Action. 

(l)(i)  Hie  parmtttiBg  authority  shall 
issue,  for  any  imit  nteeting  the 
requirements  of  poragraphii  (a)  and  (b)  of 
thiV  section,  a  written  exemption  from 
the  requirements  of  the  Add  Rain 
Program  except  for  the  requirements 
spedfied  in  this  section  and  $§  72.1 
through  72.6  and  §§  72.10  through 
72.13;  provided  that  no  unit  shall  be 
exempted  unless  allowances,  equal  in 
number  to,  and  with  the  same  or  earlier 
compliance  use  date  as,  all  of  those 
allocated  under  subpart  B  of  part  73  of 
this  chapter  for  any  year  fta  which  the 
unit  will  be  exempted,  are  deduded 
from  the  unit's  Allowance  Tracking 
System  account. 

(ii)  The  exemption  shall  take  effed  on 
January  1  of  the  year  immediately 
following  the  earlier  of  the  date  on 
which  the  written  exemption  is  issued 
subjed  to  administrative  appeal  under 
part  78  of  this  chapter  or  is  issued  as  a 
final  agency  action  subjed  to  judidal 
review,  in  accordance  with  paragraph 
(c)(2)  of  this  section:  provided  that  the 
ownera  and  operatora,  and.  to  the  extent 
applicable,  the  designated 
representative,  shall  comply  with  the 
requirements  of  the  Add  Rain  Program 
concerning  all  yeara  for  whidi  the  unit 
was  not  exempted,  even  if  sudi 
requirements  arise,  or  must  be  complied 
with,  after  the  exemption  takes  effed. 
The  exemption  shall  not  be  a  defense 
against  any  violation  of  such 
requirements  of  the  Add  Rain  Program 
whether  the  violation  occure  before  or 
after  the  exemption  takes  effed. 

(2)  In  considering  and  issuing  or 
denying  a  written  exemption  under 
paragraph  (c)(1)  of  this  section,  the 
permitting  authority  shall  apply  the 
procedures  in  subparts  F  and  G  of  this 
part  and  part  70  of  this  chapter,  as 
applicable,  by: 

(i)  Treating  the  petition  as  an  Add 
Rain  permit  application  under  such 
provisions; 

(ii)  Issuing  or  denying  a  draft  written 
exemption  that  is  treated  as  the  issuance 


or  denial  of  a  (frail  permit  under  sudi 
provisions:  and 

(iii)  Where  die  Administrator  is  the 
permitting  authority,  issuing  or  denying 
a  written  exemption  that  is  treated  as 
the  tfffi*"*^  or  denial  of  a  permit  imder 
subpart  F  of  this  part  or.  where  a  Sute 
is  the  permitting  authority,  issuing  or 
denying  a  proposed  written  exempdon 
that  is  treated  as  the  issuance  or  oenial 
of  a  proposed  pomit  under  subpart  G  of 
this  part  and  part  70  of  this  diapter. 
provided  that  no  provision  under 
subparts  P  and  G  of  this  part  and  pert 
70  of  this  chapter  concerning  the 
contmt.  effisdive  date,  or  term  of  an 
Add  Rain  permit  shall  apply  to  the 
written  exemption  or  proposed  writttti 
exemption  under  this  section. 

(3)  A  written  exemption  issued  under 
this  sedion  shall  have  a  term  of  5  yeare 
from  its  effective  date,  except  as 
provided  in  paragraph  (d)(4)  of  this 
sedion. 

(d)  Special  Pmvisions.  (1)  The  ownera 
and  operatora  of  each  unit  exempted 
under  this  section  shall  surrender 
allowances  equal  in  number  to,  and 
with  the  same  or  an  earlier  compliance 
use  date  as.  all  of  those  allocated  to  the 
unit  under  subpart  B  of  part  73  of  tMa 
chapter  for  any  vear  for  which  the  unit 
is  exempted  ana  shall  waive  the  right  to 
receive  any  allowances  to  be  allocated 
under  subpart  B  of  part  73  of  this 
chapter  for  any  year  for  which  the  imit 
is  exempted. 

(2)  The  owners  and  operatora  of  each 
unit  exempted  under  this  section  shall 
determine  the  sulfur  content  by  weight 
of  its  fuel  as  follows: 

(i)  For  petroleum  or  petroleum 
produds  that  the  imit  bums  starting  on 
the  first  day  on  which  the  exemption 
takes  effed  imtil  the  exemption 
terminates,  a  sample  of  each  delivery  of 
such  fuel  shall  be  tested  using  ASTM 
methods  ASTM  D4057-88  and  ASTM 
D129-91,  ASTM  D2622-92,  or  ASTM 
D4294-90  (all  methods  incorporated  by 
reference  under  §  72.13  of  diis  part.) 

(ii)  For  natural  gas  that  the  unit  bums 
starting  on  the  first  day  on  which  the 
exemption  takes  effed  until  the 
exemption  terminates,  the  sulfur 
content  shall  be  assumed  to  be  0.05  per 
cent  or  less  by  weidit. 

(iii)  For  gaseous  fuel  (other  than 
natural  gss)  that  the  unit  bums  starting 
on  the  first  day  on  which  the  exemption 
takes  effed  imtil  die  exemption 
terminates,  a  sample  of  each  delivery  of 
such  fuel  shall  be  tested  using  ASTM 
methods  ASTM  D1072-O0  and  ASTM 
Dl  265-^2  (incorporated  by  reference 
under  §  72.13  of  this  part);  provided  that 
if  the  gaseous  fuel  is  delivwed  by 
pipeline  to  the  unit,  a  sample  of  the  fuel 
shall  be  tested,  at  least  once  every 
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quarter  in  which  the  unit  operates 
during  any  year  for  which  the 
exemption  is  in  effect,  using  ASTM 
method  ASTM  D1072-90  (incorporated 
by  reference  under  §  72.13  of  this  part). 

(3)  The  owners  and  operators  of^each 
unit  exempted  under  this  section  shall 
retain  at  the  source  that  includes  the 
unit,  the  records  of  the  results  of  the 
tests  performed  under  paragraph  (d){2) 
(i)  and  (iii)  of  tiiis  section  and  a  copy  of 
the  purchase  agreements  for  the  fuel 
under  paragraph  (d](2)  of  this  section, 
stating  the  sulfur  content  of  such  fuel. 
Such  records  and  documents  shall  be 
retained  for  5  years  from  the  date  they 
are  created. 

(4)  On  the  earlier  of  the  date  the 
written  exemption  expires,  the  date  a 
unit  exempted  under  this  section  bums 
any  fuel  with  a  sulfur  content  in  excess 
of  0.05  percent  by  weight  (as 
determined  in  accordance  with 
paragraph  (d)(2)  of  this  section),  or  24 
months  prior  to  the  date  the  unit  first 
serves  one  or  more  generators  with  total 
nameplate  capacity  in  excess  of  25 
MWe,  the  unit  shall  no  longer  be 
exempted  under  this  section  and  shall 
be  subject  to  all  requirements  of  the 
Acid  Rain  Program,  except  that: 

(i)  Notwithstanding  §  72.30  (b)  and 
(c),  the  designated  representative  of  the 
source  that  includes  the  unit  shall 
submit  a  complete  Acid  Rain  permit 
application  on  the  later  of  January  1, 
199B  or  the  date  the  unit  is  no  longer 
exempted  under  this  section. 

(ii)  For  purposes  of  applying 
monitoring  requirements  under  part  75 
of  this  chapter,  the  unit  shall  be  treated 
as  a  new  unit  that  commenced 
commercial  operation  on  the  date  the 
unit  no  longer  meets  the  requirements  of 
paragraph  (a)  of  this  section. 

§72^    Retired  unitt  exemption. 

(a)  Applicability.  This  section  applies 
to  any  affected  unit  that  is  retired  prior 
to  the  issuance  (including  renewal)  of  a 
Phase  n  Acid  Rain  permit  for  the  imit 
as  a  final  agency  action. 

(b)  Petition  for  Written  Exemption.  (1) 
The  designated  representative, 
authorized  in  accordance  with  subpart  B 
of  this  part,  of  a  source  that  includes  a 
unit  under  paragraph  (a)  of  this  section 
may  petition  the  permitting  authority 
for  a  written  exemption,  or  to  renew  a 
vititten  exemption,  for  the  unit  from 
certain  requirements  of  this  part. 

(2)  A  petition  under  this  section  shall 
be  submitted  on  or  before: 

(i)  The  deadline  for  submitting  an 
Acid  Rain  permit  application  for  Phase 
II:  or 

(ii)  If  the  unit  has  a  Phase  II  Acid  Rain 
permit,  the  deadline  for  reapplying  for 
such  permit. 


(3)  The  petition  under  this  section 
shall  include  the  following  elements  in 
a  format  prescribed  by  the 
Administrator: 

(i)  Identification  of  the  unit. 

(ii)  The  applicable  deadline  under 
parara'aph  (b)(2)  of  this  section. 

(iii)  Tne  actual  or  expected  date  of 
retirement  of  the  unit. 

(iv)  The  following  statement:  "I  certify 
that  this  unit  ['is'  or  'will  be',  as 
applicable]  permanently  retired  on  the 
date  speciBed  in  this  petition  and  will 
not  emit  any  sulfur  dioxide  or  nitrogen 
oxides  after  such  date." 

(v)  A  description  of  any  actions  that 
have  been  or  will  be  taken  and  provide 
the  basis  for  the  certification  in 
paragraph  (b)(3)(iv)  of  this  section. 

(ivj  Tne  special  provisions  in 
paragraph  (d)  of  this  section. 

(c)  Permitting  Authority's  Action. 
(l)(i)  The  permitting  authority  shall 
issue,  for  any  unit  meeting  the 
requirements  of  paragraphs  (a)  and  (b)  of 
this  section,  a  written  exemption  &om 
the  requirements  of  this  part  except  for 
the  requirements  specified  in  this 
section  and  §§  72.1  through  72.6  and 
§§72.10  through  72.13. 

(ii)  The  exemption  shall  take  effect  on 
January  1  of  the  year  following  the 
earlier  of  the  date  on  which  the  written 
exemption  is  issued  subject  to 
administrative  appeal  under  part  78  of 
this  chapter  or  is  issued  as  a  final 
agency  action  subject  to  judicial  review, 
in  accordance  with  paragraph  (c)(2)  of 
this  section;  provided  that  the  ovtmers 
and  operators,  and,  to  the  extent 
applicable,  the  designated 
representative,  shall  comply  with  the 
requirements  of  this  part  concerning  all 
years  for  which  the  unit  was  not 
exempted,  even  if  such  requirements 
arise  or  must  be  complied  with  after  the 
exemption  takes  effect.  The  exemption 
shall  not  be  a  defense  against  any 
violation  of  such  requirements  of  the 
Acid  Rain  Program  whether  the 
violation  occurs  before  or  after  the 
exemption  takes  effect. 

(2)  In  considering  and  issuing  or 
denying  a  written  exemption  under 
paragraph  (c)(1)  of  this  section,  the 
permitting  authority  shall  apply  the 
procedures  in  subparts  F  and  G  of  this 
part  and  part  70  of  this  chapter,  as 
applicable,  by: 

(i)  Treating  the  petition  as  an  Acid 
Rain  permit  application  under  such 
provisions; 

(ii)  Issuing  or  denying  a  draft  written 
exemption  that  is  treated  as  the  issuance 
or  denial  of  a  proposed  permit  imder 
such  provisions;  and 

(iii)  Where  the  Administrator  is  the 
permitting  authority,  issuing  or  denying 
a  written  exemption  that  is  treated  as  a 


permit  under  subpart  F  of  this  part  or, 
where  a  State  is  the  permitting 
authority,  issuing  or  denjang  a  proposed 
written  exemption  that  is  treated  as  a 
proposed  permit  under  subpart  G  of  this 
part  and  part  70  of  this  chapter; 
provided  that  no  provision  under 
subparts  F  and  G  of  this  part  and  part 
70  of  this  chapter  concerning,  the 
content,  effective  date,  or  term  of  an 
Acid  Rain  permit  shall  apply  to  the ' 
written  exemption  or  proposed  vmtten 
exemption  under  this  section. 

(3)  A  written  exemption  issued  under 
this  section  shall  have  a  term  of  5  years, 
except  as  provided  in  paragraph  (d)(3) 
of  this  section. 

(d)  Special  Provisions.  (1)  A  unit 
exempted  under  this  section  shall  not 
emit  any  sulfur  dioxide  and  nitrogen 
dioxide  starting  on  the  date  it  is 
exempted. 

(2)  The  owrners  and  operators  of  a  unit 
exempted  under  this  section  shall 
comply  with  monitoring  requirements 
in  accordance  with  part  75  of  this 
chapter  and  will  be  allocated 
allowances  in  accordance  with  part  73 
of  this  chapter. 

(3)  A  unit  exempted  under  this 
section  shall  not  resume  operation 
unless  the  designated  representative  of 
the  source  that  includes  the  unit 
submits  an  Acid  Rain  permit 
application  for  the  unit  not  less  than  24 
months  prior  to  the  later  of  January  1, 
2000  or  the  date  the  imit  is  to  resiune 
operation.  On  the  earlier  of  the  date  the 
written  exemption  expires  or  the  date  an 
Acid  Rain  permit  application  is 
submitted  or  is  required  to  be  submitted 
under  this  paragraph,  the  unit  shall  no 
longer  be  exempted  under  this  section 
and  shall  be  subject  to  all  requirements 
of  this  part. 

f72.9    Standard  requirements. 

(a)  Permit  Requirements.  (1)  The 
designated  representative  of  each 
affected  source  and  each  affected  imit  at 
the  source  shall: 

(i)  Submit  a  complete  Acid  Rain 
permit  application  (including  a 
compliance  plan)  under  this  part  in 
accordance  with  the  deadlines  specified 
in  §  72.30; 

(ii)  Submit  in  a  timely  manner  a 
complete  reduced  utilization  plan  if 
required  under  §  72.43;  and 

(iii)  Submit  in  a  timely  manner  any 
supplemental  information  that  the 
permitting  authority  determines  is 
necessary  in  order  to  review  an  Acid 
Rain  permit  appUcation  and  issue  or 
deny  an  Acid  Rain  permit. 

(2)  The  ovmers  and  operators  of  each 
affected  source  and  each  affected  unit  at 
the  source  shall: 


3662  Federal  Register  /  Vol.  58,  No.  6  /  Monday.  January  11.  1993  /  Rules  and  Ragulations 


(i)  Operate  the  unit  in  compliance 
with  a  complete  Acid  Rain  permit 
application  or  a  superseding  Add  Rain 
permit  issued  by  the  permitting 
authority;  and 

(ii)  Have  an  Acid  Rain  Permit. 

(b)  Monitoring  Requinxaents.  (1)  The 
owners  and  operators  and,  to  the  extant 
applicable,  designated  representative  of 
each  affected  source  and  each  affected  * 
unit  at  the  source  shall  comply  with  the 
monitoring  requirements  as  provided  in 
part  75  of  this  chapter  and  section  407 

of  the  Act  and  regulations  implementing 
section  407  of  the  Act. 

(2)  The  emissions  measurements 
recorded  and  reported  in  accordance 
with  part  75  of  this  chapter  and  section 
407  of  the  Act  and  regulations 
implementing  section  407  of  the  Act 
shall  be  used  to  determine  compliance 
by  the  unit  with  the  Acid  Rain 
emissions  limitations  and  emissions 
reduction  requirements  for  sulfur 
dioxide  and  nitrogen  oxides  under  the 
Acid  Rain  Program. 

(3)  The  requirements  of  part  75  of  this 
chapter  and  regulations  implementing 
section  407  of  the  Act  shall  not  affect 
the  responsibility  of  the  owners  and 
operators  to  monitor  emissions  of  other 
pollutants  or  other  emissions 
characteristics  at  the  unit  under  other 
applicable  requirements  of  the  Act  and 
other  provisions  of  the  operating  permit 
for  the  source. 

(c)  Sulfur  Dioxide  Requirements.  (1) 
Hie  owners  and  operators  of  each 
source  and  each  affected  unit  at  the 
source  shall: 

(i)  Hold  allowances,  as  of  the 
allowance  transfer  deadline,  in  the 
unit's  compliance  subaccount  (after 
deductions  under  §  73.34(c)  of  this 
chapter)  not  less  than  the  total  annual 
emissions  of  sulfur  dioxide  for  the 
previous  calendar  year  from  the  unit; 
and 

(ii)  Comply  with  the  applicable  Acid 
Rain  emissions  limitation  for  sulfur 
dioxide. 

(2)  Each  ton  of  sulfur  dioxide  emitted 
in  excess  of  the  Acid  Rain  emissions 
limitations  for  sulfur  dioxide  shall 
constitute  a  separate  violation  of  the 
Act. 

(3)  An  affected  unit  shall  be  subject  to 
the  requirements  under  paragraph  (c)(1) 
of  this  section  as  follows: 

(i)  Starting  January  1. 1995,  an 
affected  unit  under  §  72.6(a)(1); 

(ii)  Starting  on  or  after  January  1. 1995 
in  accordance  with  §§  72.41  and  72.43. 
an  affected  unit  under  §  72.6(a)  (2)  or  (3) 
that  is  a  substitution  or  compensating 
unit; 

(iii)  Starting  January  1,  2000,  an 
affected  unit  under  §  72.6(a)(2)  that  is 


not  a  substitution  or  compensating  unit; 

or 

(iv)  Starting  on  the  later  of  January  1. 
2000  or  the  deadline  for  monitor 
certification  under  part  75  of  this 
chapter,  an  affected  unit  under 
§  72.6(a)(3)  that  is  not  a  substitution  or 
compensating  unit. 

(4j  Allowances  shall  be  held  in, 
deducted  from,  or  transferred  among 
Allowance  Tracking  System  accounts  in 
accordance  with  the  Axad  Rain  Program. 

(5)  An  allowance  shall  not  be 
deducted,  in  order  to  comply  with  the 
requirements  imder  {>aragraph  (c)(l)(i) 
of  this  section,  prior  to  the  calendar  year 
for  which  the  allowance  was  allocated. 

(6)  An  allowance  allocated  by  the 
Administrator  luder  the  Add  Rain 
Program  is  a  limited  authorization  to 
emit  sulfur  dioxide  in  accordance  with 
the  Add  Rain  Program.  No  provision  of 
the  Acid  Rain  Program,  the  Add  Rain 
permit  application,  the  Add  Rain 
permit,  or  the  written  exemption  under 
§§  72.7  and  72.8  and  no  provision  of  law 
shall  be  construed  to  limit  the  authority 
of  the  United  States  to  terminate  or  hmit 
such  authorization. 

(7)  An  allowance  allocated  by  the 
Administrator  under  the  Add  Rain 
Program  does  not  constitute  a  property 
right. 

(d)  Nitrogen  Oxides  Requirements. 
The  owners  and  operators  of  the  source 
and  each  affected  unit  at  the  source 
shall  comply  with  the  applicable  Add 
Rain  emissions  limitatitm  for  nitrogen 
oxides. 

(e)  Excess  Emissions  Requirements. 
(1)  The  designated  representative  of  an 
affected  unit  that  has  excess  emissions 
in  any  calendar  year  shall  submit  a 
proposed  offset  plan,  as  required  under 
part  77  of  this  chapter.  , 

(2)  The  owners  and  operators  of  an 
affected  unit  that  has  excess  emissions 
in  any  calendar  year  shall: 

(i)  Pay  without  demand  the  penally 
required,  and  pay  upon  demand  the 
interest  on  that  penalty,  as  required  by 
part  77  of  this  chapter;  and 

(ii)  Comply  with  the  terms  of  an 
approved  offset  plan,  as  required  by  part 
77  of  this  chapter. 

(f)  Recordkeeping  and  Reporting 
Requirements.  (1)  Unless  otherwise 
provided,  the  owners  and  operators  of 
the  source  and  each  affeded  unit  at  the 
source  shall  keep  on  site  at  the  source 
each  of  the  following  documents  for  a 
period  of  5  years  from  the  date  the 
document  is  created.  This  period  may 
be  extended  for  cause,  at  any  time  prior 
to  the  end  of  5  years,  in  waiting  by  the 
Administrator  or  permitting  authority. 

(i)  The  certificate  of  representation  for 
the  designated  representative  for  the 
source  and  each  affeded  unit  at  the 


source  and  all  documents  that 
demonstrate  die  truth  of  the  statements 
in  the  certificate  of  representation,  in 
accordance  with  §  72.24;  provided  that 
the  certificate  and  documents  shall  be 
retained  on  site  at  the  source  beyond 
such  5-year  period  until  such 
documents  are  superseded  because  of 
the  submission  of  a  new  certificate  of 
representation  changing  the  designated 
representative. 

(ii)  AU  emissions  monitoring 
information,  in  accordance  with  port  75 
of  this  chapter. 

(iii)  Copies  of  all  reports,  compliance 
certifications,  and  other  submissions 
and  all  records  made  or  required  under 
the  Acid  Rain  Proeram. 

(iv)  Copies  of  all  documents  used  to 
complete  an  Add  Rain  permit 
application  and  any  other  submission 
under  the  Add  Rain  Program  or  to 
demonstrate  compliance  with  the 
requirements  of  the  Add  Rain  Program. 

(2)  The  designated  representative  of 
an  affeded  soim»  and  each  affeded 
unit  at  the  source  shall  submit  the 
reports  and  compliance  certifications 
required  under  the  Add  Rain  Program, 
including  those  under  subpart  I  of  this 
part  and  part  75  of  this  chapter. 

(g)  LiabUity.  (1)  Any  person  who 
knowingly  violates  any  requirement  or 
prohibition  of  the  Add  Rain  Program,  a 
complete  Acid  Rain  permit  application, 
an  Acid  Rain  permit,  or  a  written 
exemption  under  S  72.7  or  §  72.8, 
including  any  requirement  for  the 
payment  of  any  penalty  owed  to  the 
United  States,  shall  be  subjed  to 
enforcement  pursuant  to  section  113(c) 
of  the  Act. 

(2)  Any  person  who  knovtdngly  makes 
a  false,  material  statement  in  any  record, 
submission,  or  report  imder  the  Add 
Rain  Program  shall  be  subjed  to 
criminal  enforcement  pursuant  to 
sedion  113(c)  of  the  Ad  and  18  U.S.C 
1001. 

(3)  No  permit  revision  shall  excuse 
any  violation  of  the  requirements  of  the 
Acid  Rain  Program  that  occurs  prior  to 
the  date  that  the  revision  takes  effed. 

(4)  Each  affected  source  and  each 
affeded  unit  shall  meet  the 
reguirements  of  the  Add  Rain  Program. 

(5)  Any  provision  of  the  Add  Rain 
Program  that  applies  to  an  affeded 
source  (including  a  provision  applicable 
to  the  designated  representative  of  an 
affeded  source)  shall  also  apply  to  the 
owners  and  operators  of  such  source 
and  of  the  affeded  units  at  the  source. 

(6)  Any  provision  of  the  Add  Rain 
Program  that  applies  to  an  affeded  unit 
(including  a  provision  applicable  to  the 
designated  representative  of  an  affeded 
unit)  shall  also  apply  to  the  owners  and 
operators  of  such  unit.  Except  as 
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{>rovided  under  §  72.41  .^ubsthuticm 
plans),  §  72.42  (Phase  I  extonsion  plans), 
§  72.43  (reduced  utilization  plans), 
§  72.44  (Phase  II  repowering  extension 
plans),  and  section  407  of  the  Act  and 
regulations  implementing  section  407  of 
the  Act,  and  except  with  regard  to  the 
requirements  apphcahle  to  units  with  a 
conunon  stack  under  part  75  of  this 
chapter  (inchiding  %%  75.16,  75.17,  and 
73.16),  the  owners  and  operators  and 
the  designated  rmrosantative  of  one 
ejected  unit  shall  not  be  liable  for  any 
violation  by  any  atiwr  effected  unit  of 
which  Aey  are  not  owners  or  op>eraftoTs 
or  the  designated  representative  and 
that  is  located  at  a  source  of  i«rhich  they 
are  not  owners  or  operators  or  the 
designated  representative. 

(7]  Each  violation  of  a  provision  of 
this  part,  parts  73,  75,  77,  and  78  of  this 
chapter,  and  regulations  implementing 
sections  407  and  410  of  the  Act  by  an 
affected  source  or  effected  unit,  or  by  an 
owner  or  operator  or  designated 
representative  of  such  source  or  unit, 
shall  be  a  separate  violation  of  fhe  Act. 

(h)  Effect  on  Other  Authorities.  No 
provision  of  the  Acid  Rain  Program,  an 
Acid  Rain  permit  application,  an  Acid 
Rain  permit,  or  a  written  exemption 
under  §§72.7  or  72.8  shall  be  construed 
as: 

(1)  Except  as  expressly  provided  in 
title  IV  of  the  Act,  exempting  or 
excluding  the  owners  and  operators 
and,  to  the  extent  applicable,  the 
designated  representative  of  an  aiffected 
source  or  affected  unit  h-ora  compUance 
with  any  other  provision  of  the  Act, 
including  the  provisions  of  title  I  of  the 
Act  relating  to  applicable  National 
Ambient  Air  Quality  Standards  or  State 
Implementation  Plans. 

(2)  Limiting  the  number  of  allowances 
a  unit  can  hold;  provided,  that  the 
number  of  allowances  held  by  the  unit 
shall  not  affect  the  source's  obligation  to 
comply  with  any  other  provisions  of  the 
Act. 

(3)  Requiring  a  change  of  any  kind  in 
any  State  law  regulating  electric  utility 
rates  and  charges,  affecting  any  State 
law  regarding  such  State  regulation,  or 
limiting  such  State  regulation,  including 
any  prudence  review  requirements 
under  such  State  law. 

(4)  Modifying  the  Federal  Power  Act 
or  affecting  the  authority  of  the  Federal 
Energy  Regulatory  Commission  under 

[le  Federal  Power  Act. 
(5)  Interfering  with  or  impairing  any 
rogram  for  competitive  bidding  for 
power  supply  in  a  State  in  which  such 
program  is  established. 

§  72.10    Availability  of  information. 

The  availability  to  the  public  of 
information  provided  to,  or  otherwise 


iftttained  by,  the  Administrator  nnder 
the  Acid  Rain  Program  shall  be 
governed  by  part  2  of  this  chapter. 

<i  72.11    Computation  of  tiim. 

(a)  Unless  otherwiBe  stated,  any  time 
period  scheduled,  under  die  Add  Rain 
Program,  to  begin  on  the  occiurence  of 
an  act  or  event  shall  begin  on  the  day 
the  act  or  event  occurs. 

(b)  Unless  otherwise  stated,  any  time 
period  sdieduled,  under  the  Acid  Rain 
Program,  to  begin  before  the  occurrence 
of  en  act  or  event  shall  be  computed  so 
that  the  period  ends  on  the  day  before 
the  act  or  event  occws. 

(c)  Unless  otherwise  stated,  if  the  Hnal 
day  of  any  time  period,  under  the  Acid 
Rain  Program,  falls  on  a  we^end  or  a 
federal  holiday,  the  time  period  shall  be 
extended  to  the  next  businera  day. 

(d)  Whenever  a  party  or  interested 
person  has  the  right,  or  is  required,  to 
act-under  the  Acid  Rain  Program  within 
a  prescribed  time  period  after  service  of 
notice  or  other  document  npon  him  or 
her  by  mail,  3  days  shall  be  added  to  the 
prescribed  time. 

§72.12    Administrative  Appeals. 

The  procedures  for  appeals  of 
decisions  of  the  Administrator  under 
this  part  are  contained  in  part  78  of  this 
chapter. 

§72.13    Incorporation  by  raferanca. 

The  materials  Usted  in  this  section  are 
incorporated  by  reference  in  the 
corresponding  sections  noted.  These 
incorporations  by  reference  were 
approved  by  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  These 
materials  are  incorporated  as  they 
existed  on  the  date  of  appu-oval,  and  a 
notice  of  any  change  in  these  materials 
will  be  published  in  the  Federal 
Register.  The  materials  are  available  for 
purchase  at  the  corresponding  address 
noted  below  and  are  available  for 
inspection  at  the  Office  of  the  Federal 
Register,  800  N.  Capitol  Street,  NW., 
Washington,  DC,  at  the  Public 
Information  Reference  Unit  of  the  U.S. 
EPA,  401  M  Street  SW.  Washington.  DC 
and  at  the  Library  (MD-35),  U.S.  EPA, 
Research  Triangle  Park,  North  Carolina. 

(a)  The  following  materials  are 
available  for  purchase  from  the 
following  addresses:  American  Society 
for  Testing  and  Material  (ASTM),  1916 
Race  Street,  Philadelphia,  Pennsylvania 
19103;  and  the  University  Microfilms 
International  300  North  Zeeb  Road,  Ann 
Arbor,  Michigan  48106. 

(1)  ASTM  D129-91.  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  (General  Bomb  Method),  for 
§  72.7  nf  this  chapter. 


(2)  ASTM  0388-92,  Standard 
Classification  of  Coals  by  Rank  for  $  72.2 
of  this  chapter. 

(3)  ASTM  D39&-90a.  Standard 
Specification  for  Fuel  Oils,  for  §  72.2  of 
this  chapter. 

(4)  ASTM  D975-91,  Standard 
Specification  for  Diesel  Fuel  Oils,  for 
§  72.2  of  this  chapter. 

(5)  ASTMD1072-90.  Standard  Test 
Method  for  Total  Sulfiu-  in  Puel  Gases, 
for  §  72.7  of  this  chapter. 

(6)  ASTMD1265-92.  Standard 
Practice  for  Sampling  Liquified 
Petroleum  .(LP)  Cases  (Manual  Method), 
for  §  72.7  of  this  chapter. 

(7)  ASTM  D2622-92.  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  by  X-Ray  Spectrometry,  for 
§72.7  of  this  chapter. 

(8)  ASTM  D  4057-88,  Standard 
Practice  for  Manual  Sampling  of 
Petroleum  and  Petroleum  Products,  for 
§  72.7  of  this  chapter. 

(9)  ASTM  D4294-90,  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  by  Energy-Disf>ersive  X-Ray 
Fluorescence  Spectroscopy,  for  §  72.7  of 
this  chapter. 

Subpart  B — Designated  Representative 

§72.20    Autttorbation  and  fwponaibliHlea 
of  th«  d«signatMl  rapraaantativa. 

(a)  Except  as  provided  under  §  72.22, 
each  ejected  soiuxw,  including  all 
affected  units  at  the  source,  shall  have 
one  and  only  one  designated 
representative,  with  regard  to  all  matters 
under  the  Acid  Rain  Program 
concerning  the  source  or  any  affected 
unit  at  the  source. 

(b)  Upon  receipt  by  the  Administrator 
of  a  complete  certificate  of 
representation,  the  designated 
representative  of  the  source  shall  , 
represent  and,  by  his  or  her  actions, 
inactions,  or  submissions,  legally  bind 
each  owner  and  operator  of  the  affected 
source  represented  and  each  a^ected 
unit  at  the  source  in  all  matters 
pertaining  to  the  Acid  Rain  Program,  not 
withstanding  any  agreement  between 
the  designated  representative  and  such 
owners  and  operators.  The  owners  and 
operators  shall  be  bound  by  any  order 
issued  to  the  designated  representative 
by  the  Administrator,  the  permitting 
authority,  or  a  court. 

(c)  The  designated  representative 
shall  be  selected  and  act  in  accordance 
with  the  certifications  set  forth  in 

§  72.24(a)  (4).  (5).  (7).  and  (9). 

(d)  No  Acid  Rain  permit  shall  ue 
issued  to  an  affected  source,  nor  shall 
any  allowance  transfer  be  recorded  for 
an  Allowance  Tracking  Sjrstem  account 
of  an  affected  unit  at  a  source,  xmtil  the 
Administrator  has  received  a  complete 
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certificate  of  representation  for  the 
designated  representative  of  the  source 
and  the  affiected  units  at  the  source. 

172.21    Submleeiona. 

(a)  Each  submission  under  the  Acid 
Rain  Program  shall  be  submitted, 
signed,  and  certified  by  the  designated 
representative  for  all  sources  on  behalf 
of  which  the  submission  is  made. 

(b)  In  each  submission  \inder  the  Acid 
Rain  Program,  the  designated 
representative  shall  certify,  by  his  or  her 
signature: 

(1)  The  following  statement,  which 
shall  be  included  verbatim  in  such 
submission:  "I  am  authorized  to  make 
this  submission  on  behalf  of  the  owners 
and  operators  of  the  affected  source  or 
affected  imits  for  which  the  submission 
is  made." 

(2)  The  following  statement,  which 
shall  be  included  verbatim  in  such 
submission:  "I  certify  under  penalty  of 
law  that  I  have  personally  examined, 
and  am  familiar  with,  the  statements 
and  information  submitted  in  this 
document  and  all  its  attachments.  Based 
on  my  inquiry  of  those  individuals  with 
primary  responsibility  for  obtaining  the 
information,  I  certify  that  the  statements 
and  information  are  to  the  best  of  my 
knowledge  and  belief  true,  accurate,  and 
complete.  I  am  aware  that  there  are 
significant  peiialties  for  submitting  false 
statements  and  information  or  omitting 
required  statements  and  information, 
including  the  possibility  of  fine  or 
imprisonment." 

(c)  The  Administrator  and  the 
permitting  authority  shall  accept  or  act 
on  a  submission  made  on  behalf  of 
owners  or  operators  of  an  aff^ected 
source  and  an  affected  unit  only  if  the 
submission  has  been  made,  signed,  and 
certified  in  accordance  with  paragraphs 
(a)  and  (b)  of  this  section. 

(d)  (1)  The  designated  representative 
of  a  source  shall  serve  notice  on  each 
owner  and  operator  of  the  source  and  of 
an  affected  unit  at  the  source: 

(i)  By  the  date  of  submission,  of  any 
Acid  Rain  Program  submissions  by  the 
designated  representative  and 

(iij  Within  10  business  days  of  receipt 
of  a  determination,  of  any  written 
determination  by  the  Administrator  or 
the  permitting  authority, 

(iii)  Provided  that  the  submission  or 
determination  covers  the  source  or  the 
unit. 

(Z)  The  designated  representative  of  a 
source  shall  provide  each  owner  and 
operator  of  an  affected  unit  at  the  source 
a  copy  of  any  submission  or 
determination  under  paragraph  id)(1)  of 
this  section,  unless  the  oMmer  or 
operator  expressly  waives  the  right  to 
receive  such  a  copy. 


(e)  The  provisions  of  this  section  shall 
apply  to  a  submission  made  under  parts 
73,  75,  77,  and  78  of  this  chapter  and 
under  regulations  implementing 
sections  407  and  410  of  the  Act  only  if 
it  is  made  or  signed,  or  required  to  be 
made  or  signed  in  accordance  with  parts 
73,  75,  77.  and  78  of  this  chapter  and 
regulations  implementing  sections  407 
and  410  of  the  Act,  by: 

(i)  The  designated  representative;  or 

(ii)  The  authorized  account 
representative  or  alternate  authorized 
account  representative  of  a  unit  account. 

172.22  Atlemate  deaignelMi 
repr—e nttlv. 

(a)  The  certificate  of  representation 
may  designate  one  and  only  one 
alternate  designated  representative,  who 
may  act  on  behalf  of  the  designated 
representative.  The  agreement  by  which 
the  alternate  designated  representative 
is  selected  shall  include  a  procedure  for 
the  owners  and  operators  of  the  source 
and  affected  units  at  the  source  to 
authorize  the  alternate  designated 
representative  to  act  in  lieu  of  the 
designated  representative. 

(b)  Upon  receipt  by  the  Administrator 
of  a  complete  certificate  of 
representation  that  meets  the 
requirements  of  §  72.24  (including  those 
applicable  to  the  alternate  designated 
representative),  any  action, 
representation,  or  failure  to  act  by  the 
alternate  designated  representative  shall 
be  deemed  to  be  an  action, 
representation,  or  failure  to  act  by  the 
designated  representative. 

(c)  In  the  event  of  a  conflict,  any 
action  taken  by  the  designated 
representative  shall  take  precedence 
over  any  action  taken  by  the  alternate 
designated  representative  if,  in  the 
Administrator's  judgement,  the  actions 
are  concurrent  and  conflicting. 

(d)  Except  in  this  section,  §  72.23,  and 
§  72.24,  whenever  the  term  "designated 
representative"  is  used  under  the  Acid 
Rain  Program,  the  term  shall  be 
construed  to  include  the  alternate 
designated  representative. 

1 72.23  Changing  the  designated 
reprM«ntati«*,  •Namet*  dveignated 
rapr«Mnt»thfe;  changa*  In  the  owntre  and 
operator*. 

(a)  Changing  the  designated 
representative.  The  designated 
representative  may  be  changed  at  any 
time  upon  receipt  by  the  Administrator 
of  a  superseding  complete  certificate  of 
representation.  Notwithstanding  any 
such  change,  all  submissions,  actions, 
and  inactions  by  the  previous 
designated  representative  prior  to  the 
time  and  date  when  the  Administrator 
receives  the  superseding  certificate  of 


representation  shall  be  binding  on  the 
new  designated  representative  and  on 
the  owners  and  operators  of  the  source 
represented  and  the  affected  units  at  the 
source. 

(b)  Changing  the  alternate  designated 
representative.  The  alternate  designated 
representative  may  be  changed  at  any 
time  upon  receipt  by  the  Administrator 
of  a  superseding  complete  certificate  of 
representation.  Notwithstanding  any 
such  change,  all  submissions,  actions, 
and  inactions  by  the  previous  alternate 
designated  representative  prior  to  the 
time  and  date  when  the  Administrator 
receives  the  superseding  certificate  of 
representation  shall  be  binding  on  the 
new  alternate  designated  representative 
and  on  the  owners  and  operators  of  the 
source  represented  and  the  affected 
vmits  at  the  source. 

(c)  Changes  in  the  owners  and 
operators.  (1)  In  the  event  a  new  owner 
or  operator  of  an  affected  source  or  an 
affected  unit  is  not  included  in  the  list 
of  owners  and  operators  submitted  in 
the  certificate  of  representation,  such 
new  owner  or  operator  shall  be  deemed 
to  be  subject  to  and  bound  by  the 
certificate  of  representation,  the 
submissions,  actions,  and  inactions  of 
the  designated  representative  and  any 
alternative  designated  representative  of 
the  source  or  unit,  and  the  decisions, 
actions,  and  inactions  of  the 
Administrator  and  permitting  authority, 
as  if  the  new  owner  or  operator  were 
included  in  such  list. 

(2)  Within  30  days  following  any 
change  in  the  owners  and  operators  of 
an  affected  unit,  including  the  addition 
of  a  new  owner  or  operator,  the 
designated  representative  or  any 
alternative  designated  representative 
shall  submit  a  revision  to  the  certificate 
of  representation  amending  the  list  of 
o%vners«nd  operators  to  include  the 
change. 

S  72.24    Certificate  of  rvprsewitation. 

(a)  A  complete  certificate  of 
representation  for  a  designated 
representative  or  an  alternate  designated 
representative  shall  include  the 
following  elements  in  a  format 
prescribed  by  the  Administrator: 

(1)  Identification  of  the  affected 
source  and  each  affected  unit  at  the 
source  for  which  the  certificate  of 
representation  is  submitted. 

(2)  The  name,  address,  and  telephone 
and  facsimile  numbers  of  the  designated 
representative  and  any  alternate 
designated  representative. 

{3j  A  list  ol^the  owners  and  operators 
of  the  affected  source  and  of  each 
affected  unit  at  the  source  and  all  State 
or  local  utility  regulatory  authorities 
with  jurisdiction  ovw  each  owner. 
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(4)Th«{snow^«tateinait:  "I  certify 
that  1  was  acAaotad  as  Iba  'desiignaled 
reprepontatmi'  -at  'altarnate  (knigmted 
>epKaeiitativa.''as  appKcable,  by  an 
agreement  bimlmg  on  the  owners  and 
Dpenrtort  sf  "fta  effiBCted  source  and 
BBch-eSSacted  unit  at  the  aource." 

(5)  Tbe  foUotwing  statement:  *T  certify 
that  1  have  given  notice  of  fhe 
agEaemest,  selecting  me  as  the 
^designated  Tepraaentative'  or  'alternate 
designated  Tepraaentative,'  as  applicable 
for  the  aRected  soorce  and  each  affected 
«init  at  the  source  identified  in  this 
certificate  of  lepreseHtation,  daily  for  a 
period  of  one  week  in  a  newspaper  of 
general  circulation  <in  the  area  where  the 
source  is  located  or  in  a  State 
publication  designed  to  give  general 
public  notice." 

(6)  The  following  statement:  'T  certify 
that  I  have  all  necessary  authority  to 
carry  out  my  duties  and  responsibilities 
under  the  Acid  Rain  Program  on  behalf 
of  the  owners  and  operators  of  the 
affected  source  and  of  eadi  affected  unit 
at  the  source  and  that  each  such  owner 
and  operator  shall  be  fully  bound  by  my 
actions,  inactions,  or  submissions." 

(7)  The  following  statement:  "I  certify 
that  I  shall  abide  by  any  fiduciary 
responsibilities  imposed  by  <he 
agreement  by  which  I  was  selected  as 
idesignated  representative'  or  'ahemate 
designated  representative',  as 
applicable." 

fa)  The  foUoMTing  statement:  "I  certify 
that  the  owners  and  operators  of  the 
affected  source  and  of  each  affected  unit 
at  flie  source  shall  bo  bound  by  any 
order  issued  to  me  by  the  Administrator, 
the  permitting  authority,  or  a  court 
recording  the  source  or  unit." 

(9)  The  following  statement:  "Where 
there  are  multiple  holders  of  a  legal  or 
equitable  title  to,  or  a  leasehold  interest 
in,  an  affected  unit,  or  where  a  utility  ■or 
industrial  customer  purchases  power 
from  an  affected  unit  under  life-of-the- 
unit,  firm  power  contractual 
arrangements.  I  certify  that: 

(i)  "I  have  given  a  written  notice  of 
my  selection  as  the  'designated 
representative'  or  'alternate  designated 
representative',  as  applicable,  and  of  the 
agreement  by  which  I  was  selected  to 
each  owner  and  operator  of  the  affected 
source  and  of  each  affected  unit  at  the 
source:  and 

(ii)  "Allowances  and  proceeds  of 
transactions  involving  allowances  will 
be  deemed  to  be  held  or  distributed  in 
proportion  to  each  holder's  legal, 
equitable,  leasehold,  or  contractual 
reservation  or  entitlement  or.  if  such 
multiple  holders  have  expressly 
provided  for  a  diffierent  distribution  of 
ailowanoes  by  contract,  that  allowances 
and  the  proceeds  of  transactions 


involving  allowances  -will  be  deamsd  to 
be  held  or  distributed  in  accordance 
witii  the  contract** 

(10)  ff  there  is  an  alternate  designated 
re^aesentative,  the  following  statement: 
"The  agreement  by  which  I  was  selected 
as  the  alternate  df«ignated 
representative  includes  a  procedure  for 
the  owners  and  operators  of  the  source 
and  afbcted  xmiXs  at  the  source  to 
authorize  the  alternate  designated 
representative  to  act  in  lieu  of  th« 
designated  Tepresentati  ve. " 

(11)  The  signature  of  tiie  designated 
representative  and  any  ahemate 
designated  representative  and  the  date 
signed. 

(b)  Unless  otherwise  required  by  the 
Administrator  or  the  permitting 
authority,  documents  of  agreement  or 
notice  Tefarred  to  in  the  certificate  of 
representation  shall  not  be  submitted  to 
the  Administrator  or  the  permitting 
authority.  "Neither  the  Administrator  nor 
the  permitting  authority  shall  be  under 
any  obligation  to  review  or  evaluate  tiie 
sufficiency  of  such  documents,  if 
submitted. 

iTMS   Olileeiiem. 

(a)  Once  a  complete  certificate  of 
repreaentation  has  been  submitted  in 
accordance  with  §  72.24,  the 
Administrator  will  rely  on  the  certificate 
of  representation  unless  and  imtil  a 
superseding  complete  certificate  is 
submitted  to  the  Administrator. 

(b)  Except  as  provided  in  §  72.23,  no 
objection  or  other  communication 
submitted  to  the  Administrator  or  the 
permitting  authority  concerning  the 
authorization,  or  any  submission,  action 
or  inaction,  of  the  designated 
representative  shall  affect  any 
submission,  action,  or  inaction  of  the 
designated  representative,  or  the  finality 
of  any  decision  by  the  Administrator  or 
permitting  authority,  under  the  Add 
Rain  Prograni.  In  the  event  of  such 
communication,  the  Administrator  and 
the  permitting  authority  are  not  required 
to  stay  any  allowance  transfer,  any 
submission,  or  the  effect  of  any  action 
or  inaction  under  the  Acid  Rain 
Program. 

(c)  Neither  the  Administrator  nor  any 
permitting  authority  will  adjudicate  any 
private  legal  dispute  concerning  the 
authorization  or  any  submission,  action, 
or  inaction  of  any  designated 
representative,  including  private  legal 
disputes  coDoeming  the  proceeds  Of 
allowance  'transfers. 


Sut<ptC    Addmn  Pwmit 
Appncvnoiw 


fTZJO 

fa)  Dutyie  apply.  The  designated 
representative  of  any  souroe  wlth«n 
affscted  unit  shall  submit  a  complete 
Acid  Rain  permit  application  by  the 
applicable  deadline  in  paragraphs  (b) 
and  (c)  of  this  section,  and  the  owners 
and  operators  of  such  aoiHce  and  any 
affected  unit  at  the  somroe  ^lall  not 
operate  the  source  or  unit  withoiit  a 
permit  that  states  its  Acid  Rain  j>rogram 
recnriToments. 

(b)  Deadlines.  (1)  Phase  1.  (i)  l^e 
designated  representative  shall  submit  a 
complete  Add  Rain  permit  application 
governing  an  affected  unit  during  Phase 
I  to  the  Admini^rator  on  or  before 
Fabruary  15, 1993  for 

(A)  Any  source  with  such  a  unit 
under  §  72.6(a)(1):  and 

(B)  Any  source  with  such  a  xmit  under 
§  72.e(a]  (2)  or  (3)  that  is  designated  a 
substitxitian  or  compensating  unit  in  a 
sui>stitutian  plan  or  reduced  utilization 
plan  submitted  to  the  Administrator  for 
approval  or  conditional  approval. 

(ii)  Notwithstanding  paragraph 
fb)(l)(i)  of  this  section,  if  a  unit  at  a 
source  not  previously  permitted  is 
designated  a  substitution  or 
compensating  imit  in  a  submission 
requesting  revision  of  an  existing  Add 
Rain  permit,  the  designated 
representative  of  the  unit  shall  submit  a 
complete  Add  Rain  permit  application 
on  the  date  that  the  submission 
requesting  die  revision  is  made. 

(2)  Phase  II.  For  any  source  with  an 
existing  unit  under  §  72.6(a)(2),  the 
designated  representative  shall  submit  a 
complete  Add  Rain  permit  appUcation 
governing  such  unit  during  Phase  II  to 
the  permitting  authority  on  or  before 
'January  1, 1996. 

(ii)  For  any  source  with  a  new  unit 
under  §  72.6(a)(3)(i),  the  designated 
representative  shall  submit  a  complete 
Acid  Rain  permit  application  governing 
such  xmit  to  the  permitting  authority  at 
least  24  months  oefore  the  later  of 
January  1,  2000  or  the  date  on  which  the 
unit  commences  operation. 

(iii)  For  any  source  with  a  unit  under 
§  72.6(a)(3)(ii),  the  designated 
representative  shall  submit  a  complete 
Acid  Rain  permit  apphcation  governing 
such  unit  to  the  permitting  authority  at 
least  24  months  before  the  later  of 
January  1,2000  or  the  date  on  which  the 
unit  begins  to  serve  a  generator  with  a 
namsplate  capacity  greater  than  25 
MWe. 

(3)  Acid  Rain  Compliance  Option 
Deadlines.  The  deadlines  for  applying 
for  approval  of  any  Add  Rain 
compliance  options  shall  be  the 
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deadlines  specified  in  the  relevant 
section  of  subpart  D  of  this  part  and  in 
section  407  of  the  Act  and  regulations 
implementing  section  407  pf  the  Act. 

(c)  Duty  to  Feapply.  The  designated 
representative  shall  submit  a  complete 
Add  Rain  permit  application  for  each 
source  with  an  affected  unit  at  least  6 
months  prior  to  the  expiration  of  an 
existing  Acid  Rain  permit  governing  the 
unit  during  Phase  n  or  such  longer  time 
as  may  be  approved  under  part  70  of 
this  chapter  that  ensures  that  the  term 
of  the  existing  permit  will  not  expire 
before  the  effective  date  of  the  permit 
for  which  the  application  is  submitted. 

(d)  TTie  original  and  three  copies  of  all 
permit  applications  for  Phase  I  and 
where  the  Administrator  is  the 
permitting  authority,  for  Phase  II.  shall 
be  submitted  to  the  EPA  Regional  Office 
for  the  Region  where  the  affected  source 
is  located.  The  original  and  three  copies 
of  all  permit  applications  for  Phase  U, 
where  the  Administrator  is  not  the 
permitting  authority,  shall  be  submitted 
to  the  State  permitting  authority  for  the 
State  where  the  affected  source  is 
located. 

fTZJI    information  requkwnenta  for  AcM 
Rain  peimil  applications. 

A  complete  Acid  Rain  permit 
application  shall  include  following 
elements  in  a  format  prescribed  by  the 
Administrator: 

(a)  Identification  of  the  affected 
source  for  which  the  permit  application 
is  submitted; 

(b)  Identification  of  each  Phase  1  unit 
at  the  source  for  which  the  permit 
application  is  submitted  for  Phase  I  or 
each  Phase  II  unit  at  the  source  for 
which  the  permit  application  is 
submitted  for  Phase  D; 

(c)  A  complete  compliance  plan  for 
each  unit,  in  accordance  with  subpart  D 
ofthispart; 

(d)  The  standard  requirements  under 
§72.9;  and 

(e)  If  the  Add  Rain  permit  application 
is  for  Phase  II  and  the  unit  is  a  new  unit, 
the  date  that  the  unit  has  commenced  or 
\ri\\  commence  operation  and  the 
deadline  for  monitor  certification. 

172.32    PannltapplleallonaMaMand 
Wndktg  alfact  of  paniitt  appNcMion. 

(a)  Once  a  designated  representative 
submits  a  timely  and  complete  Add 
Rain  permit  application,  the  owners  and 
operators  of  the  affected  source  and  the 
affected  units  covered  by  the  permit 
application  shall  be  deemed  in 
compliance  with  the  requirement  to 
have  an  Add  Rain  permit  under 
S  72.9(aM2)  and  S  72.30(a);  provided  that 
any  delay  in  issuing  an  Add  Rain 
permit  is  not  cauaed  by  the  failure  of  the 


designated  representative  to  submit  in  a 
complete  and  timely  fashion 
supplemental  information,  as  required 
by  the  permitting  authority,  necessary  to 
issue  a  permit. 

(b)  Pnor  to  the  earlier  of  the  date  on 
which  an  Acid  Rain  permit  is  issued 
subject  to  administrative  appeal  imder 
part  78  of  this  chapter  or  is  issued  as  a 
final  agency  action  subject  to  judidal 
review,  an  affected  unit  governed  by 
and  operated  in  accordance  with  the 
terms  and  requirements  of  a  timely  and 
complete  Add  Rain  permit  application 
shall  be  deemed  to  be  operating  in 
compliance  with  the  Acid  Rain 
Prowam. 

(c)  A  complete  Acid  Rain  permit 
application  shall  be  binding  on  the 
ovirners  and  operators  and  the 
designated  representative  of  the  affected 
source  and  the  affected  units  covered  by 
the  permit  application  and  shall  be 
enforceable  as  an  Add  Rain  permit  from 
the  date  of  submission  of  the  permit 
application  until  the  issuance  or  denial 
of  an  Add  Rain  permit  covering  the 
units  and  subject  to  administrative 
appeal,  where  the  Administrator  is  the 
permitting  authority,  or  the  issuance  or 
denial  of  such  permit  as  a  final  agency 
action  siibject  to  judidal  review,  where 
the  Slate  is  the  permitting  authority. 

172.33   Mantiftcationofdispalehsyatam. 

(a)  Every  Phase  I  unit  shall  be  treated 
as  part  of  a  dispatch  system  for  purposes 
of  §  72.92  in  atxordance  with  this 
section. 

(bND  The  designated  representatives 
of  all  affected  units  in  a  group  of  all 
units  and  generators  that  are 
interconnected  and  centrally  dispatched 
and  that  are  included  in  the  same  utility 
system,  holding  company,  or  power 
pool,  may  jointly  submit  to  the 
Administrator  a  complete  identification 
of  dispatch  system. 

(2)  Except  as  provided  in  paragraphs 
(d)  and  (0  of  this  section,  each  Phase  1 
unit  may  be  listed  in  only  one 
identification  of  dispatch  system. 

(3)  Any  identification  of  dispatch 
system  must  be  filed  by  January  30  of 
the  first  year  for  which  the 
identification  is  to  be  in  effect. 

(c)  A  complete  identification  of 
dispatch  system  shall  include  the 
following  elements  in  a  format 
prescribed  by  the  Administrator 

(1)  The  name  of  the  dispatch  system. 

(2)  The  list  of  all  units  and  sulrur-free 
generators  in  the  dispatch  system. 

(3)  The  first  calendar  year  for  which 
the  identification  is  to  be  in  effect. 

(4)  The  following  statement:  "I  certify 
that  the  units  listed  herein  are  and  will 
continue  to  be  interconnected  and 
centrally  dispatched,  and  will  be  treated 


as  a  dispatch  system  under  §  72.92. 
diiring  the  period  that  this  identification 
of  dispatch  system  is  in  effect.  During 
such  period,  all  information  concerning 
these  units  and  contained  in  any 
submissions  under  §  72.92  by  me  and 
the  other  designated  representatives  of 
these  units  shall  be  consistent  and  shall 
conform  with  the  data  in  the  dispatch 
system  data  reports  under  §  72.92(b)(2). 
I  imderstand  that  if  this  requirement  is 
not  met,  then  the  Administrator  will 
reject  all  such  submissions  and  treat 
each  unit's  utility  system  as  its  dispatch 
system.  In  such  an  event,  I  will  make 
the  submissions  required  imder  §  72.92 
(including  a  dispatch  system  data 
report),  treating  as  the  dispatch  system 
the  utility  system  of  each  unit  that  1 
represent." 

(5)  The  signatures  of  the  designated 
representative  for  each  affected  unit  in 
the  dispatch  system. 

(d)  In  order  to  change  a  unit's  current 
dispatch  system,  complete 
identifications  of  dispatch  system  shall 
be  submitted  for  the  unit's  current 
dispatch  system  and  the  unit's  new 
dispatch  system,  reflecting  the  change. 

(e)(1)  Any  Phase  I  unit  that  is  not 
listeid  in  a  complete  identification  of 
dispatch  shall  treat  its  utility  system  as 
its  dispatch  system. 

(2)  During  the  period  that  the 
identification  of  dispatch  system  is  in 
effiect,  all  information  that  concerns  the 
units  in  a  given  dispatch  system  and 
that  is  contained  in  wiy  submissions 
under  §  72.92  by  designated 
representatives  of  these  units  shall  be 
consistent  and  shall  conform  with  the 
data  in  the  di«>atch  system  data  reports 
under  §  72.92(b)(2).  If  this  requirement 
is  not  met.  the  Administrator  will  reject 
all  such  submissions,  and  the 
designated  representatives  shall  make 
the  submissions  under  §  72.92 
(including  the  dispatch  system  data 
report)  treating  the  utility  system  of 
each  unit  as  its  dispatch  system. 

(0(1)  Notwithstanding  paragraph 
(e)(1)  of  this  section  or  any  submission 
of  an  identification  of  dispatch  system 
under  paragraphs  (b).  (c).  or  (d)  of  this 
section,  the  designated  representative  of 
a  Fhase  I  unit  with  two  or  more  owners 
may  petition  the  Administrator  to  treat, 
as  the  dispatch  system  for  an  owner's 
portion  of  the  unit,  the  dispatdi  system 
of  another  unit.  For  purposes  of 
paragraphs  (f)(1)  through  (6)  of  this 
section,  the  owner's  portion  of  the  unit 
shall  equal  the  percentage  of  that 
owner's  ownerwip  interest  in  the 
capadty  of  the  unit. 

(2)  Tne  petition  shall  be  submitted  by 
January  30  of  the  first  year  for  which  the 
dispatch  system  proposed  in  the 
petition  will  take  effect,  if  approved. 
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The  petition  shall  include  the  following 
elements: 

(i)  The  owner's  portion  of  the  unit  and 
the  other  owners'  portion(s)  of  the  unit 
and  a  demonstration  that  the  sum  of  all 
owners'  portions  of  the  unit  equals  100 
percent: 

(ii)  Documentation  demonstrating  that 
the  owner's  portion  specified  in  the 
petition  equals  its  ownership  interest  in 
the  capacity  of  the  xmit; 

(iii)  The  name  of  the  proposed 
dispatch  system  and  documentation 
demonstrating  that  the  owner's  portion 
of  the  imit,  along  with  the  other  luiits 
in  the  proposed  dispatch  system,  are  a 
group  of  all  units  and  generators  that  are 
interconnected  and  centrally  dispatched 
and  that  are  included  in  the  same  utility 
system,  holding  company,  or  power 
pool. 

(iv)  The  following  statement,  signed 
by  the  designated  representatives  of  all 
units  in  the  proposed  dispatch  system: 
"I  certify  that  the  units  in  the  dispatch 
system  proposed  in  this  petition  are  and 
will  continue  to  be  interconnected  and 
centrally  dispatched,  and  will  be  treated 
as  a  dispatch  system  imder  §  72.92, 
during  the  period  that  this  petition,  as 
approved,  is  in  effiect." 

(v)  The  following  statement,  signed  by 
the  designated  representatives  of  all 
units  in  all  dispatch  systems  that  will 
include  any  portion  of  the  unit  if  the 
petition  is  approved:  "Ehiring  the  period 
that  this  petition,  if  approved,  is  in 
effect,  all  information  that  concerns  the 
units  in  any  dispatch  system  including 
any  portion  of  the  unit  apportioned 
under  the  petition  and  that  is  contained 
in  any  submissions  under  §§  72.91  and 
72.92  by  me  and  the  other  designated 
representatives  of  these  units  shall  be 
consistent  and  shall  conform  to  the  data 
in  the  dispatch  system  data  reports 
under  §  72.92(b)(2).  I  am  aware  of,  and 
will  comply  with,  the  requirements 
imposed  under  40  CFR  72.33(f)  (4)  and 
(5)." 

(3)  The  Administrator  will  approve  in 
whole,  in  part,  or  with  changes  or 
conditions,  or  deny  the  petition  within 
90  days  of  receipt  of  the  petition.  The 
Administrator  will  treat  the  petition,  as 
changed  or  conditioned  upon  approval, 
as  amending  any  identification  of 
dispatch  system  that  is  submitted  prior 
to  the  approval  and  includes  any 
portion  of  the  unit  for  which  the 
petition  is  approved. 

(4)  The  designated  representative  for 
the  unit  for  which  a  petition  is  approved 
and  the  designated  representatives  of  all 
other  units  included  in  all  dispatch 
systems  that  include  any  portion  of  the 
unit  shall  submit  all  annual  compliance 
certification  reports,  dispatch  system 
data  reports,  and  other  reports  required 


under  §§  72.91  and  72.92  treating,  as  a 
separate  unit,  each  portion  of  the  unit 
for  which  a  petition  is  approved  under 
paragraph  (f)(3)  of  this  section  and  the 
remaining  portion  of  the  unit.  The 
reports  shall  include  all  required 
calculations  and  demonstrations, 
treating  each  such  portion  of  the  unit  as 
a  separate  luiit;  provided  that  plan 
reductions  shall  be  treated  in  a  manner 
to  be  determined  by  the  Administrator 
on  a  case-by-case  basis.  The  designated 
representatives  shall  demonstrate  that 
the  data  in  all  the  reports  under  §§  72.91 
and  72.92  has  been  properly  attributed 
to  or  apportioned  among  the  owners' 
portions  of  the  unit  and  the  dispatch 
systems  and  that  there  is  no 
undercounting  or  double-counting  with 
regard  to  such  data. 

(5)  In  the  event  that  the  designated 
representatives  fail  to  make  all  the 
proper  attributions,  apportionments, 
calculations,  and  demonstrations,  the 
Administrator  may  require  that: 

(i)  All  portions  of  the  unit  be  treated' 
as  part  of  the  dispatch  system  of  the  unit 
in  accordance  with  paragraph  (e)(1)  of 
this  paragraph  and  any  identification  of 
dispatch  system  submitted  under 
paragraph  (b)  of  this  section;  and 

(ii)  The  designated  representatives 
make  all  submissions  under  §§  72.91 
and  72.92  (including  the  dispatch 
system  data  report)  in  accordance  with 
paragraph  (e)(1)  ofthis  paragraph  and  . 
any  identification  of  dispatch  system 
submitted  under  paragraph  (b)  ofthis 
section. 

(6)  Except  as  expressly  provided  in 
paragraphs  (f)  (1)  throu^  (5)  ofthis 
section  or  the  Administrator's  approval 
of  the  petition,  all  provisions  of  the 
Acid  Rain  Program  appUcable  to  an 
affected  source  or  an  affected  imit  shall 
apply  to  the  entire  unit  regardless  of 
whether  a  petition  has  been  submitted 
or  approved,  or  reports  have  been 
submitted,  under  such  paragraphs. 
Approval  of  a  petition  under  such 
paragraphs  shall  not  constitute  a 
determination  of  the  percentage 
ownership  in  a  unit  under  any  other 
provision  of  the  Acid  Rain  Program. 

Subpart  D— Acid  Rain  Compliance 
Plan  and  Compllanca  Optiona 

S  72.40    General. 

(a)  For  each  affected  unit  included  in 
an  Acid  Rain  permit  application,  a 
complete  compliance  plan  shall: 

(1)  For  sulfur  dioxide  emissions, 
certify  that,  as  of  the  allowance  transfer 
deadline,  the  designated  representative 
will  hold  allowances  in  the  unit's 
compliance  subaccoiuit  (after 
deductions  under  §  73.34(c)  of  this 
chapter)  not  less  than  the  total  annual 


emissions  of  sulfur  dioxide  from  the 
unit.  The  compliance  plan  may  also 
specify,  in  accordance  with  this  subpart, 
one  or  more  of  the  Add  Rain 
compliance  options. 

(2)  For  nitrogen  oxides  emissions, 
certify  that  the  unit  will  comply  with 
the  applicable  Umitation  established  by 
regulations  implementing  section  407  of 
the  Act  or  shall  specify  one  or  more 
Acid  Rain  compliance  options,  in 
accordance  with  section  407  of  the  Act 
and  regulations  implementing  section 
407. 

(b)  Multi-unit  compliance  options.  (1) 
A  plan  for  a  compliance  option,  under 
§  72.41,  72.42,  72.43,  or  72.44  of  this 
part  or  section  407  of  the  Act  and 
regulations  implementing  section  407, 
that  includes  units  at  more  than  one 
affected  source  shall  be  complete  only 
if: 

(i)  Such  plan  is  signed  and  certified 
by  the  designated  representative  for 
each  source  with  an  affected  unit 
governed  by  such  plan;  and 

(ii)  A  complete  permit  application  is 
submitted  covering  each  unit  governed 
by  such  plan. 

(2)  A  permitting  authority's  approval 
of  a  plan  under  paragraph  (b)(1)  ofthis 
section  that  includes  units  in  more  than 
one  State  shall  be  final  only  after  every 
permitting  authority  with  jurisdiction 
over  any  such  unit  has  approved  the 
plan  with  the  same  modifications  or 
conditions,  if  any. 

(c)  Conditional  Approval.  In  the 
compliance  plan,  the  designated 
representative  of  an  affected  unit  may 
propose,  in  accordance  with  this 
subpart,  any  Acid  Rain  compliance 
option  for  conditional  approval,  except 
a  Phase  I  extension  plan;  provided  that 
an  Acid  Rain  compliance  option  under 
section  407  of  the  Act  may  be 
conditionally  proposed  only  to  the 
extent  provided  in  regulations 
implementing  section  407  of  the  Act. 

(1)  To  activate  a  conditionally- 
approved  Acid  Rain  compliance  option, 
the  designated  representative  shall 
notify  the  permitting  authority  in 
writing  that  the  conditionally-approved 
compliance  option  will  actually  be 
pursued  beginning  January  1  of  a 
specified  year.  If  the  conditionally 
approved  compliance  option  includes  a 
plan  described  in  paragraph  (b)(1)  of 
this  section,  the  designated 
representative  of  each  source  governed 
by  the  plan  shall  sign  and  certify  the 
notification.  Such  notification  shall  be 
subject  to  the  limitations  on  activation 
under  subpart  D  of  this  part  and 
regulations  implementing  section  407  of 
the  Act. 

(2)  The  notification  under  paragraph 
(c)(1)  ofthis  section  shall  specify  the 
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first  calend«r  year  and  the  last  calendar 
year  for  which  the  amditionally 
approved  Add  Rain  compliance  opti<Mi 
is  to  be  activated.  A  conditionallv 
approved  compliance  option  shall  be 
activated,  if  at  all.  before  the  date  of  any 
enforceable  mileatone  applicable  to  the 
compliance  option.  The  date  of 
activation  of  tne  compliance  option 
shall  not  be  a  defense  against  niltire  to 
meet  the  requirements  applicable  to  that 
compliance  option  during  each  calendar 
year  for  which  the  compliance  option  is 
activated. 

(3)  Upon  si^mission  of  a  notification 
meeting  the  requiremeots  of  paragraphs 
(c)  (1)  and  (2)  of  this  section,  the 
conditionally-approved  Acid  Rain 
compliance  option  becomes  binding  on 
the  owners  and  operators  and  the 
designated  representative  of  any  unit 
governed  by  the  conditionally-approved 
comphanoe  option. 

(4)  A  notification  meeting  the 
requirements  of  paragraphs  (c)  (1)  and 
(2)  of  this  section  will  revise  the  unit's 
permit  in  accordance  with  $  72.83 
(administrative  permit  amMidment). 

(d)  Termination  of  Compliance 
ojftion.  (1)  The  designated 
representative  for  a  unit  may  twminate 
an  Acid  Rain  compliance  option  by 
notifying  the  pwmitting  authority  in 
writing  that  an  approved  compliance 
option  will  be  terminated  beginning 
January  1  of  a  specified  year.  If  the 
compliance  option  includes  a  plan 
described  in  paragraph  (bKD  of  this 
section,  the  oasignated  representative 
for  each  source  governed  by  the  plan 
shall  sign  and  certify  the  notification. 
Such  notification  shall  be  subject  to  the 
limitations  on  twminadon  under 
sulmart  D  of  this  part  and  regulations 
implementing  section  407  of  the  Act 

(2)  The  notification  under  paragraph 
(d)(1)  of  this  section  shall  specify  the 
calendar  year  for  which  the  termination 
will  take  efiiact. 

(3)  Upon  submission  of  a  notification 
meeting  the  requirements  of  paragraphs 
(d)  (1)  and  (2)  of  this  section,  the 
termination  becomes  binding  on  the 
owners  and  operators  and  the 
designated  representative  of  any  unit 
governed  by  tne  Acid  Rain  compliance 
option  to  be  terminated. 

(4)  A  notification  meeting  the 
requirements  of  paragraphs  (d)  (1)  and 
(2)  of  this  section  will  revise  the  unit's 
permit  in  accordance  with  §  72.83 
(administrative  permit  amendment). 

{73.41    Ptiaee  \  eubeMtuthm  plane. 

(a)  Aoplicahility.  This  section  shall 
apply  during  Phase  I  to  the  designated 
representative  of. 

(1)  Any  unit  listed  in  Table  1  of 
§  73.10(a)  of  this  diapter,  and 


(2)  Any  other  exlstiBg  utility  unit  that 
is  an  affected  unit  undn  this  part, 
provided  that  this  section  shall  not 
apply  to  a  unit  under  section  410  of  the 
Act. 

(b)(1)  The  designated  representative 
may  include,  in  the  Acid  Rain  permit 
applicalion  far  a  unit  under  paragraph 
(a)(1)  of  this  section,  a  substitution  plan 
tmder  whidi  one  or  more  units  under 
paragraph  (a)(2)  of  this  section  are 
designated  as  substitution  units, 
provided  that: 

(i)  Any  unit  under  paragraph  (aM2)  of 
this  section  has  the  same  owner  at 
operator  (which  includes,  for  purposes 
of  this  section,  a  desi^tated 
representative)  as  the  unit  under 
paragraph  (aMl)  of  this  section;  and 

(ii)  In  acccurdance  with  paragraph 
(c)(3)  ci  this  section,  the  mnissions 
reductions  achieved  under  the  plan 
shall  be  the  same  or  greater  than  would 
have  been  achieved  by  all  units 
governed  by  the  plan  vrithout  such  plan. 

12)  The  designated  representative  of 
each  source  with  a  unit  designated  as  a 
substitution  unit  in  any  plan  sulHnitted 
under  paragraph  (bMl)  of  this  section 
shall  incorporate  in  the  permit 
application  each  such  plan. 

(3)  The  designated  representative  may 
submit  a  sufaMrtitution  plan  not  later  than 
90  days,  or  a  notification  to  activate  a 
conditionally  approved  plan  in 
accordance  with  §  72.40(c)  not  later  than 
60  days,  before  the  alloMrance  transfer 
deadline  applicable  to  the  first  year  for 
which  the  plan  is  to  take  effect. 

(c)  Contents  of  a  Substitution  Plan.  A 
complete  substitxition  plan  shall  include 
the  following  elements  in  a  format 
prescribed  by  the  Administrator: 

(1)  Identification  of  each  imit  under 
paragraph  (a)(1)  of  this  section  and  each 
substitution  unit  to  be  govwned  by  the 
substitution  plan.  A  unit  shall  not  be  a 
substitution  unit  in  mora  than  one 
substitution  plan. 

(2)  Except  where  the  designated 
representative  requests  conditional 
approval  of  the  plan,  the  first  calendar 
year  and.  if  Imown,  the  last  calendar 
year  in  which  the  substitution  plan  is  to 
be  in  effect.  Unless  the  designated 
representative  specifies  an  earlier 
calendar  year,  the  last  calendar  year  will 
be  deemed  to  be  1999. 

(3)  Calculations  to  demonstrate  that 
the  total  emissions  reductions  achieved 
under  the  substitution  plan  will  be 
equal  to  or  greater  than  the  total 
emissions  reductions  that  would  have 
been  achieved  without  the  plan,  as 
follows: 

(i)  for  each  substitution  unit: 
(A)  the  unit's  baseline. 


(B)  the  lesser  of  the  unit's  1985  actual 
SO]  emissicms  rate  or  1985  allowable 
SOj  emissiooa  rata. 

(C)  the  product  of  the  baseline  in 
paragraph  (c)(3)(iKA)  of  this  section  and 
the  emissions  rate  in  paragraph 
(c)(3)(i)(B)  of  this  section,  divided  by 
2000  lbs/ton. 

(ii)  The  sum  of  the  amounts  in 
paragraph  (c)(3)(i)(C)  of  this  section  for 
all  substitution  units  to  be  governed  by 
the  plan.  This  sum  is  the  t<^  number 
of  aUowancea  available  each  year  under 
the  subctitntioo  plan. 

(4)  Distribution  of  substitution 
allowances. 

(i)  A  statement  that  the  allowances  in 
paragraph  (cM3Mii)  of  this  section  are 
not  to  be  distributed  to  any  units  under 
paragraph  (aMl)  of  this  section  that  are 
to  be  governed  by  the  plan;  or 

(ii)  A  list  showing  any  annual 
distribution  of  the  allowanoes  in 
paragraph  (cK3)(ii)  of  this  section  frmn 
a  substitution  unit  to  the  unit  undw 
paragraph  (aMl)  of  this  secticm  to  be 
governed  by  the  plan.  The  total  number 
of  such  allowances  allocated  among 
such  units  each  year  may  not  exceed  the 
number  calculated  under  paragraph 
(c)(3)(ii)  of  this  section. 

(5)  The  special  provisions  in 
paragraph  (e)  of  this  section. 

(dMdlimnistrator's  Action.  (1)  If  the 
Administrator  approves  a  substitution 
plan,  he  or  she  vrill  allocate  allowances 
to  the  Allowance  Traddng  System 
accounts  of  the  units  under  paragraf^ 
(aMl)  of  this  section  and  substitution 
units,  as  provided  in  the  approved  plan, 
upon  issuance  of  an  Add  Rain  permit 
containing  the  plan,  except  that  if  the 
substitution  plan  is  conditionally 
approved,  the  allowances  will  be 
allocated  upon  revision  of  the  permit  to 
activate  the  plan. 

(2)  In  no  event  shall  allowances  be 
allocated,  under  paragraph  (d)(1)  of  this 
section,  for  any  year  in  excess  of  the 
amoimt  in  para^ph  (c)(3)(ii)  of  this 
section,  as  adjusted  by  the 
Administrate  in  approving  the  plan. 

(e)  Special  Pmvisions. 

il)  Missions  Limitations,  (i)  Each 
substitution  unit  governed  by  an 
approved  substitution  plan  shall 
become  a  Phase  I  unit  from  January  1  of 
the'  year  for  which  the  plan  takes  effect 
until  January  1  of  the  year  for  which  the 
plan  is  no  longer  in  effect  or  is 
terminated. 

(ii)  Each  unit  under  paragraph  (aMl) 
of  this  section,  and  each  substitution 
unit,  governed  by  an  approved 
substitution  plan  shall  be  subject  to  the 
Add  Rain  emissions  limitations  for 
nitrogen  oxides  in  accordance  with 
section  407  of  the  Ad  and  regulations 
implementing  section  407  of  the  Act 
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(2)  Liability.  The  owners  and 
operators  of  a  unit  governed  by  an 
approved  substitution  plan  shall  be 
liable  for  any  violation  of  the  plan  or 
this  section  at  that  unit  or  any  other  unit 
that  is  the  first  unit's  substitution  unit 
or  for  which  the  first  unit  is  a 
substitution  unit  under  the  plan, 
including  liability  for  fulfilling  the 
obUgations  specified  in  part  77  of  this 
chapter  and  section  411  of  the  Act. 

(3)  Termination,  (i)  A  substitution 
plan  ^all  be  in  effect  only  in  Phase  I 
for  the  calendar  years  specified  in  the 
plan  or  until  the  calendar  year  for  which 
a  termination  of  the  plan  takes  effect, 
provided  that  no  substitution  plan  shall 
be  terminated,  and  no  unit  shall  be  de- 
designated  as  a  substitution  unit,  before 
the  end  of  Phase  I  if  the  substitution 
unit  serves  as  a  control  unit  luider  a 
Phase  I  extension  plan. 

(ii)  To  terminate  a  substitution  plan 
for  a  given  calendar  year  prior  to  the  last 
year  for  which  the  plan  was  approved: 

(A)  A  notification  to  terminate  in 
accordance  with  §  72.40(d)  shall  be 
submitted  no  later  than  60  days  before 
the  allowance  transfer  deadline 
applicable  to  the  given  year;  and 

(B)  In  the  notification  to  terminate, 
the  designated  representative  of  each 
unit  governed  by  the  plan  shall  state 
that  he  or  ^e  surrenders  for  deduction 
fi-om  the  unit's  Allowance  Tracking 
System  account  allowances  equal  in 
number  to,  and  with  the  same  or  an 
earlier  compliance  use  date  as,  those 
allocated  under  paragraph  (d)(1)  of  this 
section  for  all  calendar  years  for  which 
the  plan  is  to  be  terminated.  The 
designated  representative  may  identify 
the  serial  numbers  of  the  allowances  to 
be  deducted.  In  the  absence  of  such 
identification,  allowances  will  be 
deducted  on  a  first-in,  first-out  basis 
under  §  73.35(c)(2)  of  this  chapter. 

(iii)  If  the  requirements  of  paragraph 
(e)(2)(ii)  of  this  section  are  met  and 
upon  revision  of  the  permit  to  terminate 
the  substitution  plan,  the  Administrator 
will  deduct  the  allowances  specified  in 
paragraph  (e)(2)(ii)(B)  of  this  section.  No 
substitution  plan  shall  be  terminated, 
and  no  unit  shall  be  de-designated  as  a 
Phase  I  unit,  unless  such  deduction  is 
made. 

(iv)  Change  of  owner  or  operator.  If 
there  is  a  change  in  the  owners  or 
operators  (which  includes  for  purposes 
of  this  section  the  designated 
representative)  of  any  unit  governed  by 
an  approved  substitution  plan  and  the 
requirement  under  paragraph  (b)(l)(i)  of 
this  section  is  no  longer  met,  then  the 
designated  representatives  of  the  units 
governed  by  the  plan  shall  terminate  the 
plan  as  of  January  1  of  the  calendar  year 
during  wliich  the  change  was  made,  if 


thexlesignated  representatives  fail  to 
terminate  the  plan,  the  Administrator, 
on  his  own  motion,  shall  terminate  the 
plan  and  deduct  the  allowances 
required  to  be  surrendered  under 
paragraph  (e)(2)(ii)  of  this  section. 

172.42    PtMM  I  •xtonslon  piarw. 

(a)  Applicability.  (1)  This  section  shall 
apply  to  any  designated  representative 
seeking  a  2-year  extension  of  the 
deadline  for  meeting  Phase  I  sulfur 
dioxide  emissions  reduction 
requirements  at  any  of  the  following 
types  of  imits  by  applying  for 
allowances  fix}m  the  Phase  I  extension 
reserve: 

(i)  a  unit  listed  in  Table  1  of  §  73.10(a) 
of  this  chapter, 

(ii)  a  unit  designated  as  a  substitution 
unit  in  accordance  with.§  72.41;  or 

(iii)  a  imit  designated  as  a 
compensating  unit  in  accordance  with 
§  72.43,  except  a  compensating  imit  that 
is  a  new  imit. 

(2)  A  unit  for  which  a  Phase  I 
extension  is  sought  shall  be  either: 

(i)  A  control  imit,  which  shall  be  a 
vmit  under  paragraph  (a)(1)  of  this 
section  and  at  which  qualifying  Phase  I 
technology  shall  commence  operation 
on  or  after  November  15, 1990  but  not 
later  than  December  31, 1996;  or 

(ii)  A  transfer  unit,  which  shall  be  a 
unit  under  paragraph  (a)(l)(i)  of  this 
section  and  whose  Phase  I  emissions 
reduction  obligation  shall  be  transferred 
in  whole  or  in  part  to  one  or  more 
control  units. 

(3)  A  Phase  I  extension  does  not 
exempt  the  owner  or  operator  for  any 
unit  governed  by  the  Phase  I  extension 
plan  firom  the  requirement  to  comply 
vsrith  such  unit's  Acid  Rain  emissions 
limitations  for  sulfur  dioxide. 

(b)  To  apply  for  a  Phase  I  extension: 

(1)  The  designated  representative  for 
each  source  with  a  control  unit  may 
submit  an  early  ranking  application  for 
a  Phase  I  extension  plan  in  person, 
beginning  on  the  40th  day  after 
publication  of  this  subpart  in  the 
Federal  Register,  between  the  hours  of 
9  a.m.  and  5  p.m.  Eastern  Standard 
Time  at  Acid  Rain  Division,  Attn:  Early 
Ranking,  U.S.  Environmental  Protection 
Agency.  501  3rd  Street  NW.,  4th  floor, 
Washington.  DC;  or  send  the  appUcation 
by  regular  mail,  certified  mail,  or 
overnight  delivery  service  to  Acid  Rain 
Division,  Attn:  Early  Ranking,  U.S. 
Environmental  Protection  Agency,  6204 
J.  401  M  Street,  SW.,  Washington,  DC 
20460. 

(2)  By  February  15, 1993:  (i)  The 
designated  representative  for  each 
source  with  a  control  unit  shall  submit 
a  Phase  I  extension  plan  as  a  part  of  the 


Acid  Rain  permit  application  for  the 
source,  and 

(ii)  llie  designated  representative  for 
each  source  with  a  imit  designated  as  a 
transfer  unit  in  any  plan  submitted 
under  paragraph  (b)(2)(i)  of  this  section 
shall  incorporate  in  the  Acid  Rain 
permit  application  each  such  plan. 

(c)  Contents  of  Early  Ranking 
Application.  A  complete  early  ranking 
application  shall  include  the  following 
elements  in  a  format  prescribed  by  the 
Administrator: 

(1)  Identification  of  each  control  unit. 
All  control  units  in  an  application  must 
be  located  at  the  same  source.  If  the 
control  unit  is  not  a  unit  under 
paragraph  (a)(l)(i)  of  this  section,  a 
substitution  plan  or  a  reduced 
utilization  plan  governing  the  unit  shall 
be  submitted  by  the  deadline  for 
submitting  a  Phase  I  permit  application. 

(2)  Identification  of  each  transfer  unit. 
A  imit  shall  not  be  a  transfer  unit  in 
more  than  one  early  ranking 
application. 

(3)  For  each  control  and  transfer  unit, 
the  total  tonnage  of  sulfur  dioxide 
emitted  in  1988  plus  the  total  tonnage 
of  sulfur  dioxide  emitted  in  1989, 
divided  by  2.  The  1988  and  1989 
tonnage  figures  shall  be  consistent  with 
the  data  filed  on  EIA  form  767  for  those 
years  and  the  conversion  methodology 
specified  in  Appendix  B  of  this  part. 

(4)  For  eadi  control  and  transfer  unit: 
(i)  The  projected  annual  utilization  (in 

mmBtu)  for  1995  multiplied  by  the 
projected  uncontrolled  emissions  rate 
(i.e.,  the  emissions  rate  in  the  absence 
of  title  IV  of  the  Act)  for  1995  (in  lbs/ 
mmBtu),  divided  by  2000  lbs/ton. 

(ii)  The  projected  annual  utilization 
(in  mmBtu)  for  1996  multiplied  by  the 
projected  uncontrolled  emissions  rate 
(i.e.,  the  emissions  rate  in  the  absence 
of  title  IV  of  the  Act)  for  1996  (in  lbs/ 
mmBtu),  divided  by  2000  lbs/ton. 

(5)  For  each  control  and  transfer  unit, 
the  number  of  Phase  I  extension  reserve 
allowances  requested  for  1995  and  for 
1996,  not  to  exceed  the  difference 
between: 

(i)  The  lesser  of  the  value  for  the  unit 
under  paragraph  (c)(3)  of  this  section 
and  the  value  for  the  unit  for  that  year 
under  paragraph  (c)(4)  of  this  section, 
and 

(ii)  Each  unit's  baseline  multipUed  by 
2.5  Ib/mmBtu,  divided  by  2000  lbs/ton. 

(6)  Docimientation  that  the  annual 
emissions  reduction  obligations 
transferred  from  all  transfer  units  to  all 
control  units  do  not  exceed  those 
authorized  under  this  section,  as 
follows: 

(i)  For  each  control  unit,  the 
difference,  calculated  separately  for 
1995  and  1996,  between: 
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(A)  The  control  unit's  allowance 
allocaUon  in  Table  1  of  §  73.10(2)  of  this 
chapter,  the  allocatioa  iinder  S  72.41  if 
the  control  unit  is  a  substitution  unit,  or 
the  allocatioa  under  §  72.43  if  the 
control  unit  is  a  compensating  unit;  and 

(B)  The  proiectad  emissions  resulting 
from  90%  control  after  installing  the 
qualifying  Phase  I  technology,  i.e..  10% 
of  the  projected  uncontrolled  emissions 
for  the  control  unit  for  the  year  in 
accordance  with  paragraph  (cM4)  of  this 
section. 

(ii)  The  sum.  by  year,  of  the  restihs 
under  paragraph  (cK6Mi)  of  this  section 
for  all  control  units. 

(iii)  The  siun,  by  year,  of  Phase  I 
extension  reserve  allowances  requested 
for  all  transfiar  units. 

(iv)  A  showing  that,  for  each  year,  the 
sum  undbr  paragraph  (c)(6Hii)  of  this 
section  is  greater  than  or  equal  to  the 
sum  under  para^aph  (c)(6Miii)  of  this 
section. 

(7)  For  each  control  and  transfer  unit, 
the  projected  controlled  emissions  for 
1997,  fw  1998.  and  for  1999  calculated 
as  follows: 

Projected  annual  utilization  (in 
mmBtu)  multiplied  by  the  projected 
controlled  emission  rate  (in  Ibs/mmBtu). 
divided  by  2000  lbs/ton.* 

(8)  For  each  control  imit.  the  number 
of  Phase  I  extension  reserve  allowances 
requested  for  1997.  for  1998.  and  for 
1999,  calculated  as  follows: 

The  unit's  baseline  multiplied  by  1.2 
Ibs/mmBtu  and  divided  by  2000  lbs/ton, 
minus  the  projected  controlled 
emissions  (in  tons/yr)  under  paragraph 
(c)(7)  of  this  section  for  the  given  year. 

(9)  The  total  of  Phase  I  extension 
reserve  allowances  requested  for  all 
units  in  the  plan  for  1995  throu^  1999. 

(10)  With  regard  to  each  executed 
contract  for  the  design  engineering  and 
construction  of  qualifying  Phase  I 
technology  at  each  control  unit 
governed  by  the  early  ranking 
application,  either  a  copy  of  the  contract 
or  a  certification  that  the  contract  is  on 
site  at  the  source  and  will  be  submitted 
to  the  Administrator  upon  written 
request.  The  contract  or  contracts  may 
be  contingent  on  the  Administrator 
approving  the  Phase  I  extension  plan. 

(11)  For  each  contract  for  which  a 
certification  is  submitted  under 
paragraph  (cMlO)  of  this  section,  a 
binding  letter  agreement,  signed  and 
dated  by  each  party  and  specifying: 


'  Id  tb«  ca*«  of  a  tranitar  unit  thai  shares  a 
rsinmon  Mxk  with  a  anil  not  listod  In  Tab'.a  I  ol 
%  73.10(a)  of  tbi<  ciuptsr  and  wboM  eoiission*  of 
sulfur  dioxide  ara  not  monitored  separately  or 
apportioned  in  iMxardance  with  part  75  of  this 
chapter,  the  pruiactad  figuiM  fot  the  traiulOT  unit 
under  paiagrapk  (cX7)  of  thu  tection  must  b«  for 
the  units  coinbiDad. 


(i)  The  type  of  qualifying  Phase  I 
technology  to  which  the  contract 
applies; 

(ii)  The  parties  to  the  contract: 

(iii)  The  date  each  party  executed  the 
contracts; 

(iv)  The  unit  to  which  the  contract 
applies; 

(v)  A  brief  list  identifying  each 
provision  of  the  contract; 

(vi)  Any  dates  to  whidi  the  parties 
agree,  including  construction 
completion  date;  and 

(vii)  The  total  dollar  amount  of  the 
contract. 

(12)  A  vendor  oeitification  of  the 
sulfur  dioxide  removal  efficiency 
guaranteed  to  be  achievable  by  the 
qualifying  Phase  I  technology  for  the 
type  and  range  of  fossil  fuels  (before  any 
treatment  prior  to  combustion)  that  will 
be  used  at  the  control  unit;  provided 
that  a  vMidor  certification  shall  not  be 

a  defense  a^nst  a  control  unit's  failure 
to  achieve  90%  control  of  sulfur 
dioxide. 

(13)  The  date  (not  later  than  December 
31, 1996)  on  which  the  owners  and 
operators  plan  to  coounenca  operation 
of  the  qualifying  Phase  I  technology. 

(14)  The  spedal  provisions  of 
paragraph  (f)  of  this  section. 

(d)  Contents  of  Phase  I  Extension 
Plan.  A  complete  Phase  I  extension  plan 
shall  include  the  following  elements  in 
a  format  prescribed  by  the 
Administrator 

(1)  Identification  of  each  unit  in  the 
plan. 

(2)(i)  A  statement  that  the  elements  in 
the  Phase  I  extension  plan  are  identical 
to  those  in  the  previously  submitted 
early  ranking  application  for  the  plan 
and  that  such  early  ranking  application 
is  incorporated  by  reference;  or 

(ii)  All  elements  that  are  different 
fiom  those  in  the  previously  submitted 
early  ranking  application  for  the  plan 
and  a  statement  that  the  early  ranking 
application  is  incorporated  by  reference 
as  modified  by  the  newly  submitted 
elements:  provided  that  the  Phase  I 
extension  plan  shall  not  add  any  new 
control  units  or  increase  the  total  Phase 
I  extension  allowances  requested;  or 

(iii)  All  elements  required  for  an  early 
ranking  application  and  a  statement  that 
no  early  ranking  application  for  the  plan 
was  submitted. 

(e)  Administrator's  Action.  (1)  Early 
ranking  applications,  (i)  The 
Administrator  may  approve  in  whole  or 
in  part  or  with  changes  or  conditions,  as 
appropriate,  or  disapprove  an  early 
ranking  application. 

(ii)  "nie  Administrator  will  act  on 
each  early  ranking  application  in  the 
order  of  receipt. 


(ii)  The  Administrator  will  determine 
the  ordo-  of  receipt  by  the  following 
procedures: 

(A)  Hand-delivered  submissions  and 
mailed  submissions  will  be  deemed  to 
have  been  received  on  the  date  they  ara 
received  by  the  Administrator,  provided 
that  all  submissions  received  by  the 
Administrator  prior  to  the  40th  day  aftw 
publication  of  this  subpart  in  the 
Federal  P*gM*^  will  be  deemed 
received  on  the  40th  day. 

(B)  All  submissions  received  by  the 
Administrator  on  the  same  day  will  be 
deemed  to  have  been  received 
simultaneously. 

(C)  The  ordor  of  receipt  of  all 
submissioms  received  simultaneously 
will  be  determined  by  a  public  lottery 

if  allocation  of  Phase  I  extmsion  reserve 
allowances  to  each  of  the  simultaneous 
submissions  would  result  in 
oversubscription  of  the  Phase  I 
extension  reserve. 

(iv)  Based  on  the  allowances 
requested  under  paragraph  (c)(9)  of  this 
section,  as  adjusted  by  the 
Administrator  in  approving  the  early 
ranking  application,  the  Administrator 
will  award  Phase  I  extension  reserve 
allowances  for  each  complete  early 
ranking  application  to  the  extent  that 
allowances  that  have  not  been  awarded 
remain  in  the  Phase  I  extension  reserve 
at  the  time  the  Administrator  acts  on  the 
application.  The  allowanoes  will  be 
awarded  in  accordance  with  the 
procedures  set  forth  the  allocation  of 
reserve  allowances  in  paragraph  (eK3)  of 
this  section. 

(v)  The  Administrator's  action  on  an 
early  ranking  application  shall  be 
conditional  on  the  Administrator's 
action  on  a  timely  and  complete  Add 
.  Rain  permit  application  that  includes  a 
complete  Phase !  extension  plan  and. 
where  the  plan  indudes  a  unit  under 
paragraph  (a)(1)  (ii)  and  (iii)  of  this 
section,  a  complete  substitution  plan  or 
reduced  utilization  plan,  as  appropriate. 

(vi)  Not  later  than  15  days  after 
receipt  of  each  early  ranking 
application,  the  Administrator  will 
notify,  in  writing,  the  designated 
representative  of  eikch  application  of  the 
date  that  the  eerly  ranking  application 
was  received  and  one  of  the  following: 

(A)  The  award  of  allowances  if  the 
application  was  complete  and  the  Phase 
I  extension  reserve  as  not 
oversubscribed; 

(B)  A  determination  that  the 
application  was  incomplete  and  is 
disapproved;  or 

(C)  u  the  Phase  I  extension  reserve 
was  oversubscribed,  a  list  of  the 
applications  received  on  that  date,  the 
number  of  Phase  I  extension  allowances 
requested  in  each  application,  and  the 


issttanceo 
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date,  time,  and  Icxation  of  a  lottery  to 
determine  tbe  order  of  receipt  for  all 
applications  received  on  thad  date. 

(vii]  The  data  of  a  lattery  for  all 
applicatioas  received  on  a  given  day 
will  not  be  earKer  than  15  days  after  the 
Administrator  notifies  each  designated 
representative  whose  applications  were 
received  on  that  date. 

(viii]  Any  early  ranking  application 
may  be  withdrawn  &om  the  lottery  if  a 
letter  signed  by  tbe  designated 
representative  of  each  unit  governed  by 
the  application  and  requesting 
withdrawal  is  received  by  the 
Administrator  before  the  lottwry  lakes 
place. 

(2)  Phase  I  extensiim  plans,  (i)  The 
AdministratcH'  will  act  on  each  Phase  I 
extension  plan  in  the  order  that  the 
earl>'  ranking  application  for  that  plan 
was  received  or.  if  no  early  ranking 
appiication  was  received,  in  the  order 
that  the  Phase  I  extension  plan  was 
received,  as  determined  under 
paragraph  (e)(l)tiii)  of  this  section. 

(ii)  Based  on  the  allowances  requested 
under  par^raph  (cXd)  of  this  section,  as 
adjusted  under  paiagrapb  (d)  of  this 
section  and  by  the  AdministFatfW  in 
approvii^  the  Phase  I  extension  plan, 
the  Administrator  mil  allocate  Pbasm  I 
extension  reserve  allowances  to  the 
Allowance  Tracking  System  account  of 
each  coBtrat  and  transSBr  unit  upon 
issuance  of  an  Acid  Rain  permit 
containing  the  approved  Phase  I 
extension  ptan.  The  allowances  will  be 
allocated  using  the  procedures  set  forth 
in  paragraph  (e)0)  of  this  section. 

Uii)  TIm  Administratar  will  not 
approve  a  Phase  1  extension  plan,  even 
if  it  meets  &X9  requirements  of  this 
section,  unless  unallocated  allowances 
remain  in  the  Phase  I  extension  reserve 
at  the  time  the  Administrator  arts  on  the 
plan. 

(3)  Alhwance  Aihcations.  In  addition 
to  any  alknvances  aFlocated  in 
Accordance  with  Tai^e  1  of  §  73.10<a)  of 
this  chaptM'  and  other  approved 
compliance  options,  the  Administrator 
will  allocate  Phase  I  extension  reserve 
allowances  to  each  eligible  unit  in  a 
Phase  I  extension  plan  in  the  foHou'ing 
order. 

Ji)  For  1995,  to  each  control  unit  in 
the  order  in  which  it  is  listed  in  the  plan 
and  then  to  each  trmtsfer  unit  in  the 
order  in  which  it  is  listed. 

(ii)  For  1996.  to  each  control  unit  in 
the  order  in  which  it  is  listed  in  the  plan 
and  then  to  each  transfisr  unit  in  the 
order  in  which  it  ii  listed. 

(iii)  For  1997,  to  each  control  unit  in 
the  order  in  which  it  is  listed  in  the 
plan,  then  hkewise  for  1998.  and  then 
likewise  for  1999. 


(iv)  The  Administrator  will  allocrte 
any  Phase  I  extension  reserve 
allowances  returned  to  the 
Administrator  to  the  next  Phase  I 
extension  plan,  in  the  rank  order 
established  under  paragraph  (e)Cl)(iiil  of 
this  section,  that  continues  to  meet  the 
requirements  of  this  section  and  this 
part. 

(f)  Special  Prxjvisians.  (1)  Emissions 
limitations. 

(i)  Sulfur  Dioxide. 

(A)  If  a  control  or  transfer  unit 
governed  by  an  approved  Phase  I 
extension  plan  emits  in  1997, 1998.  or 
1999  sulfur  dioxide  in  excess  of  the 
projected  contnrfied  emissions  for  the 
unit  specified  for  the  year  under 
para^aph  {c'Wf)  of  this  section  as 
adjusted  under  paragraph  (d)  of  this 
section  and  by  the  Administrator  in 
approving  the  Hiase  I  extension  plan, 
the  Administrator  will  deduct 
allowances  equal  to  such  exceedence 
from  the  unit's  annual  allowance 
allocation  in  the  following  calendar 
year.* 

(B)  Failure  to  demonstrate  at  least  a 
90%  reduction  of  sulfur  dioxide  in 
1997. 1998.  or  1999  in  accordance  with 
part  75  of  this  chapter  at  a  control  unit 
governed  by  an  approved  Phase  I 
extension  plan  shall  be  a  violation  of 
this  section.  In  the  event  of  any  such 
violation,  in  addition  to  tmy  other 
liability  under  tbe  Act,  the 
Administiator  will  deduct  allowances 
from  tbe  auitrol  unit's  compliance 
subaccount  for  the  yeas  of  the  violation. 
The  deduction  will  be  calculated  as 
follows: 

Allowances  deducted={l-{percent 
reduction  achieved-^90%}}xPhase  I 
extension  reserve  allowances  received 
where; 

"Percent  reduction  achieved"  is  the 
percent  reduction  determined  in 
accordance  with  part  75  of  this  chapter. 
"Phase  I  erxtension  reserve  allowances 
received"  is  the  number  of  Phase  1 
extension  reserve  allowances  allocated 
for  the  year  under  paragraph  (e)(2)fii)  of 
this  section. 
(ii)  Nitrogen  Oxides. 

(A)  Beginning  on  January.  1, 1997, 
each  control  and  transfer  unit  shall  be 
.subject  to  the  Acid  Rain  emissions 
limitations  for  nitrogen  oxides. 

(B)  Notwithstanding  paragraph 
(f)(lHii}(A)  of  this  section,  a  transfer 
unit  shall  be  subject  to  the  Acid  Rain 


emissions  limitations  for  mtrogen 
oxides,  under  section  407  of  the  Act  and 
regulations  implementing  section  407  of 
the  Act.  beginning  on  January  1  of  any 
year  for  which  a  transfer  unit  is 
allocated  fewer  Phase  I  extension 
reserve  aliowances  than  the  maximum 
amount  that  the  designated 
representative  could  have  requested  in 
accordance  with  paragraph  (c)(5)  of  this 
section  (as  adjusted  under  paragraph  (d) 
of  this  section  and  by  the  AdministratiK 
in  approving  the  Phase  I  eodension  plan) 
unless  the  transfer  unit  is  the  last  unit 
allocated  Phase  I  extension  reserve 
allowances  under  the  |dan. 

(2)  Monitoring  Ae^utremen^  Each 
control  unit  shall  comply  with  the 
special  monitoring  requiremsEits  for 
Phase  I  extension  plans  in  accordance 
with  part  75  of  this  chapter. 

(3)  Reporting  Requirements.  Each 
control  and  transfer  unit  shall  comply 
with  the  special  reporting  requirements 
for  Phase  I  extension  plans  in 
accordance  with  §  72.93. 

(4)  Liability.  The  owners  and 
operators  of  a  control  or  transfer  unit 
governed  by  an  approved  Phase  I 
extension  plan  shall  be  liable  for  any 
violation  of  the  pUn  or  this  section  at 
that  or  any  other  unit  governed  by  the 
plan,  including  liabiUty  for  fulfilling  the 
obligations  specified  in  part  77  of  this 
chapter  and  section  41 1  of  the  Act. 

(5)  Termination.  A  Phase  I  extension 
plan  shall  be  in  effect  only  in  Phase  I.     . 
and  no  Phase  I  extension  plan  shall  be 
terminated  before  the  end  of  Phase  I. 
Tbe  designated  representative  may. 
however,  withdraw  a  Phase  I  extension 
plan  at  any  time  prior  to  issuance  of  the 
Phase  I  Acid  Rain  permit  that  includes 
the  Phase  1  extension  plan,  as  adjusted. 


'  In  tbe  case  of  •  toansfar  anrf  that  i<>apa»  • 
commoo  slack  with  a  mit  not  iistvd  ui  Tabic  1  of 
S  73.10(a)  of  thU  chapter  when  tha  uaiUaraaol 
monitored  separetely  or  apportioned  in  accordance 
with  part  75  ci  riiis  chapter,  the  cotnhtoed 
emintons  of  hoik  «iiiti  wtit  be  daeand  to  be  the 
transfar  unit'a  ■iitiiMuai  iar  pufpoaaa  of  apyiytog 
paragraph  (iUDU]  af  this  sactioo. 


172.43    Ptweeli 

(a)  AppIictAUity.  This  section  shall 
apply  to: 

(1)  Tbe  designated  representative  of 
any  Phase  I  uriit,  includme: 

(i)  Any  unit  listed  in  Taolc  1  of 
§  73.1D(a)  of  this  chapter;  and 

(ii)  Any  other  unit  that  becomes  a 
Phase  I  unit  (including  any  unit 
designated  as  a  compensating  unit 
under  this  section  or  a  substitution  unit 
under  §72.41). 

(b)(1)  The  designated  representative 
shell  include  in  the  Acid  Rain  permit 
application  for  a  Phase  I  unit  a  ruduced 
utilization  plen,  meeting  the 
requirem«its  of  ihis  section,  when  the 
owners  and  operators  of  the  unit  plan 
to: 

(i)  Reduce  utilization  of  tbe  unit 
below  the  unit's  baseline  to  achieve 
compliance,  in  wbofe  or  in  part,  witb 
the  unit's  Phase  I  Acid  Rain  emissions 
limitations  for  sulfur  dioxide;  and 
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(iij  Accomplish  such  reduced 
utilization  through  one  or  more  of  the 
following: 

(A)  Shifting  generation  of  the  unit  to 
a  compensating  unit  that  would  not 
otherwise  be  a  Phase  I  unit  or  to  a 
sulfur-free  generator:  or 

(B)  Using  one  or  more  energy 
conservation  measures  or  improved  unit 
efficiency  measures. 

(2)(i)  Energy  conservation  measures 
shall  be  either  demand-side  measures 
implemented  after  December  31, 1987  in 
the  residence  or  facility  of  a  customer  to 
whom  the  unit's  utility  system  sells 
electricity  or  supply-side  measures 
implemented  after  December  31. 1987  in 
facilities  of  the  unit's  utility  system. 

(ii)  The  utility  system  shall  pay  in 
whole  or  in  part  for  the  energy 
conservation  measures  either  directly 
or.  in  the  case  of  demand-side  measures, 
through  payment  to  another  person  who 
purchases  the  measure. 

(iii)  Energy  conservation  measures 
shall  not  include: 

(A)  Conservation  programs  that  are 
exclusively  informational  or  educational 
in  nature: 

(B)  Load  management  measures  that 
lead  to  reduction  of  electric  energy 
demands  during  a  utility's  peak 
generating  period,  unless  kilowatt  hour 
savings  can  be  verified  under  §  72.92; 

or 

(C)  Utilization  of  industrial  waste 
gases,  unless  the  designated 
representative  certifies  that  there  is  no 
net  increase  in  sulfur  dioxide  emissions 
from  such  utilization. 

(iv)  For  calendar  years  when  the 
unit's  utility  system  is  a  subsidiary  of  a 
holding  company  and  the  imit's 
dispatdi  system  is  or  includes  all  units 
that  are  interconnected  and  centrally 
dispatched  and  included  in  that  holding 
company,  then: 

(A)  Energy  conservation  measures 
shall  be  ei^ier  demand-side  measures 
implemented  in  the  residence  or  facility 
of  a  customer  to  whom  any  utility 
system  in  the  holding  company  sells 
electricity  or  supply-side  measures 
implemented  in  facilities  of  any  utility 
system  in  the  holding  company.  Such 
utility  system  shall  pay  in  whole  or  in 
part  for  the  measures  either  directly  or. 
in  the  case  of  demand-side  measures, 
through  pa>'ment  to  another  person  who 
purchases  the  measures. 

(B)  The  limitations  in  paragraph 
(b){2)(iii)  of  this  section  shall  apply. 

(3)(i)  Improved  unit  efficiency 
measures  shall  be  implemented  in  the 
unit.  Such  measures  shall  include 
supply-side  measures  listed  in 
Appendix  A.  section  2.1  of  part  73  of 
this  chapter. 


(ii)  The  utility  system  shall  pay  in 
whole  or  in  part  for  the  improved  unit 
efficiency  measures. 

(4)  The  requirement  to  submit  a 
reduced  utilization  plan  shall  apply  in 
the  event  that  the  owners  and  operators 
of  a  Phase  I  unit  decide,  at  any  time 
during  any  Phase  I  calendar  year,  to  rely 
on  the  method  of  compliance  in 
paragraph  (b)(1)  of  this  section.  In  that 
case,  the  designated  representative  shall 
submit  a  reduced  utilization  plan  not 
later  than  90  days,  or  a  notification  to 
activate  a  conditionally  approved  plan 
in  accordance  with  §  72.40(c)  not  later 
than  60  days,  before  the  allowance 
transfer  deadline  applicable  to  the  first 
year  for  which  the  plan  is  to  take  effect. 

(5)  The  designated  representative  of 
each  source  with  a  unit  designated  as  a 
compensating  unit  in  any  plan 
submitted  under  paragraphs  (b)  (1)  or  (4) 
of  this  section  shall  incorporate  by 
reference  in  the  permit  application  each 
such  plan. 

(c)  Contents  of  Reduced  Utilization 
Plan.  A  complete  reduced  utilization 
plan  shall  include  the  following 
elements  in  a  format  prescribed  by  the 
Administrator: 

(1)  Identification  of  each  Phase  I  unit 
for  which  the  owners  and  operators  plan 
reduced  utilization. 

(2)  Except  where  the  designated 
representative  requests  conditional 
approval  of  the  plan,  the  first  calendar 
year  and.  if  known,  the  last  calendar 
year  in  which  the  reduced  utilization 
plan  is  to  be  in  effect.  Unless  the 
designated  representative  specifies  an 
earlier  calendar  year,  the  last  calendar 
year  shall  be  deemed  to  be  1999. 

(3)  A  statement  whether  the  plan 
designates  a  compensating  unit  or  relies 
on  sulfur-free  generation,  any  energy 
conservation  measure,  or  any  improved 
unit  efficiency  measure  to  account  for 
any  amoimt  of  reduced  utilization. 

(4)  If  the  plan  designates  a 
compensating  unit,  or  relies  on  sulfur- 
free  generation,  to  account  for  any 
amount  of  reduced  utilization: 

(i)  Identification  of  the  compensating 
unit  or  sulfur-free  generator. 

(ii)  For  each  compensating  unit,  the 
allowance  allocation  calculated  as  the 
compensating  unit's  baseline  multiplied 
by  the  lesser  of  the  compensating  unit's 
1985  actual  SOz  emissions  rate  or  1985 
allowable  SO2  emissions  rate,  divided 
by  2000  lbs/ton.  If  the  compensating 
unit  is  a  new  unit,  it  shall  be  deemed 
to  have  a  baseline  of  zero  and  shall  be 
allocated  nO  allowances. 

(iii)  For  each  sulfur-free  generator, 
identification  of  any  other  Phase  I  units 
that  designate  the  same  sulfur-free 
generator  in  another  plan  submitted 


under  paragraphs  (b)  (1)  or  (4)  of  this 
section. 

(iv)  For  each  compensating  unit  or 
sulfur-free  generator  not  in  the  dispatch 
system  of  the  unit  reducing  utilization 
under  the  plan,  the  system  directives  or 
power  purchase  agreements  or  other 
contractual  agreements  governing  the 
purchase  of  the  electrical  energy  that  is 
generated  by  the  compensating  imit  or 
sulfur-free  generator  and  on  which  the 
plan  relies  to  accomplish  reduced 
utilization. 

(5)  The  special  provisions  in 
paragraph  (f)  of  this  section. 

[d]  Administrator's  Action.  If  the 
Administrator  approves  the  reduced 
utilization  plan,  he  or  she  will  allocate 
allowances,  as  provided  in  the  approved 
plan,  to  the  Allowance  Tracking  System 
accounts  for  any  designated 
compensating  unit  upon  issuance  of  an 
Acid  Rain  permit  containing  the  plan, 
except  that,  if  the  plan  is  conditionally 
approved,  tiie  allowances  will  be 
allocated  upon  revision  of  the  (>ennit  to 
activate  the  plan. 

(e)  Failure  to  Submit  a  Plan.  (1)  The 
designated  representative  of  a  Phase  I 
imit  will  be  deemed  not  to  violate, 
during  a  Phase  I  calendar  year,  the 
requirement  to  submit  a  reduced 
utilization  plan  imder  paragraph  (b)  (1) 
or  (4)  of  this  section: 

(i)  If  a  imit's  adjusted  utilization 
under  S  72.91(a)  for  the  year  is  less  than 
or  equal  to  zero. 

(ii)  If  the  unit's  adjusted  utilization 
under  §  72.91(a)  for  the  year  is  greater 
than  zero,  to  tlae  extent  diat  the 
designated  representative  complies  with 
the  allowance  surrender  and  other 
requirements  of  §  72.91  and  §  72.92  of 
this  chapter  and  demonstrates  one  or 
more  of  the  following: 

(A)  The  adjusted  utilization  was  offset 
by  adjusted  utilization  at  other  Phase  I 
imits  in  the  unit's  dispatch  system; 

(B)  The  adjusted  utilization  was 
caused  by  a  dispatch-system-wide  sales 
decline:  provided  that  to  the  extent  the 
percentage  of  adjusted  utilization 
exceeds  the  percentage  of  dispatch- 
system-wide  sales  decline,  the 
presumption  of  this  paragraph  will  be 
rebuttable  and  will  not  apply  to  the 
extent  the  Administrator  finds,  based  on 
clear  and  convincing  evidence,  that  the 
dispatch-system-wide  sales  decline  was 
not  the  cause; 

(C)  The  adjusted  utilization  was 
caused  by  a  forced  outage  at  the  unit;  or 

(D)  The  adjusted  utilization  was 
caused  by  economic  dispatching  that 
reflected  changes  in  the  imit's  dispatch 
order  in  the  dispatch  system  resulting 
frt>m  increases  in  the  relative  cost  of 
generation  at  the  unit  (including 
increases  due  to  the  installation  of 
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pollution  cootiol  equipment  or  other 
equipment  changes  at  the  unit,  the  vahie 
of  allowances  saved  or  avcMded,  or 
changes  in  fuel  supply)  or  by  an  order 
of  a  utihty  regulatory  authority,  vvith 
rate  jurisdiction  over  an  owmer  of  the 
unit,  issued  for  the  purpose  of  achieving 
such  •conomic  dispatching. 

(2)  If  a  Phase  I  unit'*  adjusted 
utilizatim  xinda  §  72.9lU)  for  a  IHiase 
I  calendar  year  is  greater  than  zero  and 
to  the  extent  the  demonstrations  (if  any) 
made  in  accordance  with  paragraph 
(e)(1)  of  this  section  fail  to  account  for 
any  of  the  adjusted  utilization,  the 
Administrator  shall  determine  on  a 
casa-fay-case  basis  whether  the 
designated  representative  of  the  unit 
violated  the  requirement  to  sukNnit  a 
reduced  utilisation  plan  undm 
paragraph  (b)  (1)  or  (4)  of  this  section. 

(i)  Where  measures  (e^g.,  the  use  of 
low-sulfur  coal)  were  taken  at  the  unit 
to  ratkice  its  emissions  rate  for  the  year 
to  2.5  Ibs/mmBtu  or  less,  this  will  be 
considered  an  indicator  that  the 
adjusted  utilization  was  not  due  to  a 
failure  to  plan. 

(ii)  Where  the  adjusted  utilization  was 
due  to  a  permanent  shutdown  of  the 
unit  or  the  owners  and  operators  of  the 
unit  did  not  pursue  methods  of 
compliance  suffidect  to  ensure 
compliance  without  reduced  utilization, 
this  will  be  considered  an  indicate  of 
a  failure  to  plan. 

(3)  Notwithstanding  any 
demonstration  at  determination  imder 
paragraphs  (e)  (1)  and  (2)  of  this  section. 
the  designated  rei»esentative  of  any 
Phase  I  unit  shall  surrender  allowances 
in  accordance  with  subpart  I  of  this  part. 

(0  Special  Provisions.  (1)  Emissions 
Limitations,  (i)  Any  compmsating  unit 
designated  under  an  approved  redutsd 
utilization  plan  shall  become  a  Phase  I 
unit  from  January  1  of  the  calendar  year 
in  which  the  plan  takes  effect  until 
January  1  of  the  year  for  which  the  plan 
is  no  longer  in  effect  or  is  tenninated. 
except  that  such  unit  shall  not  become 
subject  to  the  Acid  Rain  emissions 
limitations  for  nitrogen  oxides  in  Pheae 
I  under  section  407  of  the  Act  and 
regulations  implementing  section  407  of 
the  Act. 

(ii)  The  designated  representative  of 
any  Phase  I  unit  (inclucUng  a  unit 
governed  by  a  reduced  utilization  plan 
relying  on  energy  con8ervati(», 
improved  unit  efficiency,  sulfur-free 
generation,  or  a  compensating  unit) 
shall  surr«>der  allowancea,  and  the 
Administrator  will  deduct  or  return  '" 
allowances,  in  accordance  with  subpart 
I  of  this  part. 

(2)  Beporting  Requirements.  The 
designated  representative  of  any  Phase  I 
unit  (including  a  imit  governed  fay  a 


reduced  utilization  plan  relying  on 
energ}'  conservation,  improved  unit 
efficiency,  sulfur-free  generation,  at  a 
compensating  unit)  shall  ctmiply  with 
the  special  reporting  requirements 
under  §§  72.91  and  72.92. 

(3)  Liability.  The  owners  and 
operators  of  a  unit  governed  by  an 
approved  reduced  utilization  plan  shall 
be  liable  for  any  violation  of  the  plan  or 
this  section  at  diat  or  any  other  unit 
governed  by  the  plan,  including  liability 
for  fulfilling  the  obligations  specified  in 
part  77  of  this  chapter  and  section  411 
of  the  Act. 

(4)  Termination,  (i)  A  reduced 
utilization  plan  shall  be  in  ^act  only  in 
Phase  I  fcH-  the  calendar  years  specified 
in  the  plan  or  until  the  calendar  year  for 
which  a  termination  of  the  plan  takes 
effect;  provided  that  no  reduced 
utilization  plan  that  designates  a 
compensating  unit  that  serves  as  a 
control  unit  under  a  Phase  I  extension 
plan  shall  be  terminated,  and  no  siidi 
unit  shall  be  de-deaignated  as  a 
compensating  unit,  before  the  end  of 
Phaser. 

(ii)  To  terminate  a  reduced  utilizatian 
plan  for  a  given  calendar  year  prior  to 
its  last  3rear  for  which  the  plan  was 
approved: 

(A)  A  notification  to  terminate  in 
accordance  with  §  72.40(d)  shall  be 
submitted  no  latw  than  60  days  before 
the  allowance  transfer  deadline 
applicable  to  the  giv«i  year;  and 

(B)  In  the  notification  to  taminate, 
the  designated  representative  of  any 
compensating  unit  governed  by  the  plan 
shall  state  that  he  at  she  surrenders  for 
deduction  fitjm  the  unit's  Allowance 
Tracking  System  accoimt  allowances 
equal  in  number  to,  and  with  the  same 
or  an  earlier  compliance  use  date  as, 
those  allocated  under  paragraph  (d)  of 
this  section  to  eadi  compensating  unit 
for  the  calendar  years  for  wiiich  ttie  plan 
is  to  be  terminated.  The  designated 
representative  may  identify  &e  serial 
numbers  of  the  allowances  to  be 
deducted.  In  the  absence  of  such 
identification,  allowances  will  be 
deducted  on  a  first-in,  first-out  basis 
under  §  73.35{c)t2}  of  this  chapter. 

(iii)  if  the  requirements  of  paragraph 
(f)(3](ii)  are  met  and  upon  revision  of 
the  permit  to  terminate  the  reduced 
utilization  plan,  the  Administrator  will 
deduct  the  allowances  specified  in 
paragraph  (f)(3)(ii)(B)  of  this  section.  No 
reduced  utilization  plan  shall  be 
terminated,  and  no  unit  shall  be  de- 
designated  as  Phase  I  unit,  unless  such 
deduction  is  made. 


f 72.44    Pttaee  H  fepewerlng  i 

(a)  Applicability.  (1)  This  section  shall 
apply  to  the  designated  representative 
of: 

(i)  Any  existing  affiacted  unit  that  is  a 
coal-fired  unit  and  has  a  1985  actual 
SO2  emissions  rate  equal  to  or  greater 
than  1.2  Ibs/mmBtu. 

(ii)  Any  new  unit  that  will  be  a 
replacement  unit,  as  provided  in 
paragraph  (bK2)  of  this  section,  lor  a 
imit  meeting  the  requirements  of 
paragraph  (a)(l)(i)  of  this  section. 

(iii)  Any  oil  and/or  gas-fired  unit  that 
has  been  awarded  clean  coal  technology 
demonstration  funding  as  of  January  1, 
1991  by  the  Secretary  of  Energy. 

(2)  A  repowering  extension  does  not 
exempt  the  owner  or  operator  for  any 
unit  governed  by  the  repowering  plan 
from  the  requirement  to  ooraply  with 
such  unit's  Acid  Rain  emissions 
limitaticms  for  sulfur  dioxide. 

(b)  The  designated  representative  of 
any  unit  meeting  the  requirements  qf 
paragraph  (a)(lKi)  of  this  sectian  may 
include  in  the  unit's  Phase  D  Acid  Rain 
permit  application  a  repowering 
extension  plan  that  includes  • 
demmistratian  that: 

(1)  The  unit  will  be  repowered  with 
a  qualifying  repowering  technology  in 
order  to  comply  with  the  Miase  Q 
emissions  limitatians  for  sulfur  dioxide; 
or 

(2)  The  unit  will  be  replaced  by  a  new 
utility  unit  that  has  the  same  designated 
representative  and  that  is  located  at  a 
different  site  using  a  qualified 
repowering  technc^ogy  and  the  existing 
unit  will  be  permaneotly  retired  from 
service  on  or  before  the  date  on  which 
the  new  utility  unit  commences 
commercial  operation. 

(c)  In  order  to  apply  for  a  repowering 
extensicm,  the  designated  representativa 
of  a  unit  under  pera^ph  (a)  of  this 
secticm  shall: 

(1)  Submit  to  the  permitting  authority, 
by  January  1, 1996,  a  complete 
repowering  extension  plan; 

(2)  Submit  to  the  Aorninistrator. 
before  June  1, 1997,  a  complete  petition 
for  approval  of  repowering  technology; 
and 

(3)  If  the  repowering  extension  plan  is 
submitted  for  conditiimal  approval, 
submit  by  December  31, 1997,  a 
notification  to  activate  the  plan  in 
accoi  dance  with  §  72.40(c). 

(d)  Contents  and  Beview  of  Petition 
for  Approval  ofBepowering  TeckncJogy 
(1)  A  complete  petition  for  approval  of 
repowering  technoiogy  shall  include  the 
fohcwing  elements,  in  a  format 
prescribed  by  the  Administrator, 
concerning  the  tedinology  to  be  used  in 
a  plan  under  paragraph  (b)  of  this 
section  and  may  follow  the  repowering 
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technology  demonstration  protocol 
issued  by  the  Administrator: 

(j)  Identification  and  description  of 
the  technology 

(ii)  Vendor  certification  of  the 
guaranteed  performance  characteristics 
of  the  technology,  including: 

(A)  Percent  removal  and  emission  rate 
of  each  pollutant  being  controlled; 

(B)  Overall  generation  efficiency;  and 

(C)  Information  on  the  state,  chemical 
constituents,  and  quantities  of  solid 
waste  generated  (including  information 
on  land-use  requirements  for  disposal) 
and  on  the  availabihty  of  a  market  to 
which  any  by-products  may  be  sold. 

(iii)  If  the  repowering  technology  is 
not  listed  in  the  definition  of  a  qualified 
repowrering  technology  in  §  72.2.  a 
vendor  certification  of  the  guaranteed 
performance  characteristics  that 
demonstrate  that  the  technology  meets 
the  criteria  specified  for  non-listed 
technologies  in  S  72.2;  provided  that  the 
existence  of  such  guarantee  shall  not  be 
a  defense  against  the  failure  to  meet  the 
criteria  for  non-listed  technologies. 

(2)  The  Administrator  may  request 
any  supplemental  information  that  is 
deemed  necessary  to  review  the  petition 
for  approval  of  repowerinc  technology. 

(3)  The  Administrator  shall  review  the 
petition  for  approval  of  repowering 
technology  and,  in  consultation  with  the 
Secretary  of  Energy,  shall  make  a 
conditional  determination  of  whether 
the  technology  described  in  the  petition 
is  a  qualifying  repowering  technology. 

(4)  Based  on  the  petition  for  approval 
of  repowering  technology  and  the 
information  provided  under  paragraph 
(d)(2)  of  this  section  and  8  72.94(a).  the 
Administrator  will  make  a  final 
dbtermination  of  whether  the 
technology  described  in  the  petition  is 
a  Qualifying  repowering  technology. 

(e)  Contents  of  Repowering  Extension 
Plan.  A  complete  repowering  extension 
plan  shall  include  the  following 
elements  in  a  format  prescribed  by  the 
Administrator: 

(1)  Identification  of  the  existing  unit 
governed  by  the  plan. 

(2)  The  unit's  federally-approved 
State  Implementation  Plan  sulfur 
dioxide  emissions  limitation. 

(3)  The  imifs  1995  actual  SO2 
emissions  rate. 

(*)  \  schedule  for  construction, 
instA-    ''on.  and  commencement  of 
operatic"  -A  the  repowering  technology 
approved  or  submitted  for  approval 
under  paragraph  (d)  of  this  section,  with 
dates  for  the  foUovnng  milestones: 

(i)  Completion  of  design  engineering; 

(ii)  For  a  plan  under  paragraph  (b)(1) 
of  this  section,  removal  of  the  existing 
unit  from  operation  to  install  the 
qualified  repowering  technology: 


(iii)  Commencement  of  construction; 

(iv)  Completion  of  construction; 

(v)  Start-up  testing; 

(vi)  For  a  plan  under  paragraph  (b)(2) 
of  this  section,  shutdown  of  the  existing 
unit;  and 

(vii)  Commencement  of  commercial 
operation  of  the  repowering  technology. 

(5)  For  a  plan  under  paragraph  (b)(2) 
of  this  section: 

(i)  Identification  of  the  new  unit.  A 
new  unit  shall  not  be  included  in  more 
than  one  repowering  extension  plan. 

(ii)  Certification  that  the  new  unit  will 
replace  the  existing  imit. 

(iii)  Certification  that  the  new  unit  has 
the  same  designated  representative  as 
the  existing  unit. 

(iv)  Certification  that  the  existing  unit 
will  be  permanently  retired  from  service 
on  or  before  the  date  the  new  unit 
commences  commercial  operation. 

(6)  The  special  provisions  of 
paragraph  (h)  of  this  section. 

(f)  Permitting  Authority's  Action  on 
Repowering  Extension  Plan.  (1)  The 
permitting  authority  shall  not  approve  a 
repowering  extension  plan  imtil  the 
Administrator  makes  a  conditional 
determination  that  the  technology  is  a 
qualified  repowering  technology,  unless 
the  permitting  authority  conditionally 
approves  such  plan  subject  to  the 
conditional  determination  of  the 
Administrator. 

(2)  Permit  Issuance,  (i)  Upon  a 
conditional  determination  by  the 
Administrator  that  the  technology  to  be 
used  in  the  repowering  extension  plan 
is  a  qualified  repowering  technology 
and  a  determination  by  the  permitting 
authority  that  such  plan  meets  the 
requirements  of  this  section,  the 
permitting  authority  shall  issue  the  Acid 
Rain  portion  of  the  operating  permit 
including: 

(A)  The  approved  repowering 
extension  plan;  and 

(B)  A  schedule  of  compliance  with 
enforceable  milestones  for  construction, 
installation,  and  commencement  of 
operation  of  the  repowering  technology 
and  other  requirements  necessary  to 
ensure  that  Phase  II  emission  reduction 
requirements  under  this  section  will  be 
met. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (g)  of  this  section,  the 
repowering  extension  shall  be  in  effect 
starting  January  1,  2000  and  ending  on 
the  day  before  the  date  (specified  in  the 
Acid  Rain  permit)  on  which  the  existing 
unit  will  be  removed  from  operation  to 
install  the  qualifying  repowering 
technology  or  will  be  permanently 
removed  from  service  for  replacement 
by  a  new  unit  with  such  technology; 
provided  that  the  repowering  extension 


shall  end  no  later  than  December  31, 
2003. 

(iii)  The  portion  of  the  operating 
permit  specifying  the  repowering 
extension  and  ol^er  requirements  under 
paragraph  (f)(2)(i)  of  this  section  shall  be 
subject  to  the  Administrator's  final 
determination,  under  paragraph  (d)(4)  of 
this  section,  that  the  technology  to  be 
used  in  the  repowering  extension  plan 
is  a  qualifying  repowering  technology. 

(3)  Allowance  Allocation.  The 
AdministratCM'  will  allocate  allowances 
after  issuance  of  an  operating  permit 
containing  the  repowering  extension 
plan  (or,  if  the  plan  is  conditionally 
approved,  after  the  revision  of  the  Acid 
Rain  permit  under  §  72.40(c))  and  of  the 
Administrator's  final  determination, 
under  paragraph  (d)(4)  of  this  section, 
that  the  technology  to  be  used  in  such 
plan  is  a  qualifying  repowering 
technology.  Allowances  will  be 
allocated  (including  a  pro  rata  allocation 
for  any  fraction  of  a  year),  as  follows: 

(i)  To  the  existing  unit  under  the 
approved  plan,  in  accordance  with 
section  409(c)(1)  of  the  Act  and  part  73 
of  this  chapter  during  the  repowering 
extension  under  paragraph  (f)(2)(ii)  of 
this  section;  and 

(ii)  To  the  existing  unit  under  the 
approved  plan  under  paragraph  (b)U)  of 
this  section  or.  in  lieu  of  any  further 
allocations  to  the  existing  unit,  to  the 
new  unit  under  the  approved  plan 
under  paragraph  (b)(2)  of  this  section,  in 
accordance  with  section  409(c)  (2) 
through  (4)  of  the  Act  and  part  73  of  this 
chapter  after  the  repowering  extension 
under  paragraph  (f)(2)(ii)  of  this  section 

ends. 

(g)  Failed  Repowering  Projects.  (l)(i) 
If,  at  any  time  before  the  end  of  the 
repowering  extension  under  paragraph 
(f)(2)(ii)  of  this  section,  the  designated 
representative  of  a  unit  governed  by  an 
approved  repowering  extension  plan 
notifies  the  Administrator  in  writing 
that  the  owners  and  operators  have 
decided  to  terminate  efforts  to  properly 
design,  construct,  and  test  the 
repowering  technology  specified  in  the 
plan  before  completion  of  construction 
or  start-up  testing  and  demonstrates,  in 
a  proposed  permit  revision,  to  the 
Administrator's  satisfaction  that  such 
efforts  were  in  good  faith,  the  unit  shall 
not  be  deemed  in  violation  of  the  Act 
because  of  such  a  termination.  Where 
the  preceding  requirements  of  this 
paragraph  are  met,  the  permitting 
authority  shall  revise  the  operating 
permit  in  accordance  with  this 
paragraph  and  paragraph  (g)(l)(ii)  of  this 
section  and  §  72.81  (permit 
modification). 

(ii)  Regardless  of  whether  notification 
under  paragraph  (g}(l/(i)  of  this  section 
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'  notification 
this  section 


is  given,  the  ropowering  extension  will 
end  beginning  on  the  earlier  of  the  date 
of  such  notification  or  the  date  by  which 
the  designated  representative  was 
required  to  give  such  notification  under 
§  72.94(d).  The  Administrator  will 
deduct  allowances  (including  a  pro  rata 
deduction  for  any  fraction  of  a  year) 
bom  the  Allowance  Tracking  System 
account  of  the  existing  unit  to  the  extent 
necessary  to  ensure  that,  beginning  the 
day  after  the  extension  ends,  allowances 
are  allocated  in  accordance  with  section 
409(c)  (2)  through  (4)  of  the  Act  and  part 
73  of  this  chapter. 

(2)  If  the  designated  representative  of 
a  unit  governed  by  an  approved 
repowering  extension  plan  demonstrates 
to  the  satisfaction  of  the  Administrator, 
in  a  proposed  permit  revision,  that  the 
repowering  technology  specified  in  the 
plan  was  properly  constructiad  and 
tested  on  such  unit  but  was  imable  to 
achieve  the  emissions  reduction 
limitations  specified  in  the  plan  and 
that  it  is  economically  or 
technologically  infeasible  to  modify  the 
technology  to  achieve  such  limits,  the 
unit  shall  not  be  deemed  in  violation  of 
the  Act  because  of  such  failure  to 
achieve  the  emissions  reduction 
limitations.  In  order  to  be  properly 
constructed  and  tested,  the  repowering 
technology  shall  be  constructed  at  least 
to  the  extent  necessary  for  direct  testing 
of  the  multiple  combustion  emissions 
(including  sulfur  dioxide  and  nitrogen 
oxides)  from  such  unit  while  operating 
the  technology  at  nameplate  capacity. 
Where  the  preceding  requirements  of 
this  paragraph  are  met: 

(i)  The  permitting  authority  shall 
revise  the  Acid  Rain  portion  of  the 
operating  permit  in  accordance  with 
paragraphs  (g)(2)  (ii)  and  (iii)  and 
§  72.81  (permit  modification). 

(ii)  The  existing  unit  nuiy  be 
retrofitted  or  repowered  with  another 
clean  coal  or  other  available  control 
technology. 

(iii)  The  repowering  extension  will 
continue  in  effect  until  the  earlier  of  the 
date  the  existing  unit  commences 
commercial  operation  with  such  control 
technology  or  December  21.  2003.  The 
Administrator  will  allocate  or  deduct 
allowances  as  necessary  to  ensure  that 
allowances  are  allocated  in  accordance 
with  paragraph  (fK3)  of  this  section 
applying  the  repowering  extension 
imder  this  paragraph. 

(h)  Special  Provisions.  (1)  Emissions 
Limitations,  (i)  Sulfur  Dioxide. 
Allowances  allocated  during  the 
repowering  extension  under  paragraphs 
(f)(3)  and  ^(2)(iii)  of  this  section  to  a 
luiit  governed  by  an  approved 
repeweriiM  extension  plan  shall  not  be 
transferred  to  any  Allowance  Tracking 


System  account  other  than  the  imit 
accounts  of  other  imits  at  the  same 
source  as  that  unit 

(ii)  Nitrogen  Oxides.  Any  existing  unit 
governed  by  an  approved  repowering 
extension  plan  shaB  be  subject  to  the 
Acid  Rain  emissions  limitations  for 
nitrogen  oxides  in  accordance  with 
section  407  of  the  Act  and  regulations 
implementing  section  407  of  the  Act 
beginning  on  the  date  that  the  imit  is 
removed  bom  operation  to  install  the 
repowering  tedmology  or  is 
permanently  mnoved  frtim  service. 

(iii)  No  existing  unit  governed  by  an 
approved  repowering  extension  plan 
shall  be  eligible  for  a  waiver  under 
section  lll(j)  of  the  Act. 

(iv)  No  new  unit  governed  by  an 
approved  repowering  extension  plan 
shall  receive  an  exemption  from  the 
requirements  imposed  under  section 
111  of  the  Act. 

(2)  Reporting  Requirements.  Each  unit 
governed  by  an  approved  repowering 
extension  plan  shall  comply  %vith  the 
special  reporting  requirements  of 
§72.94. 

(3)  Liability,  (i)  The  owners  and 
operators  of  a  unit  governed  by  an 
approved  repowering  plan  shall  be 
liable  for  any  violation  of  the  plan  or 
this  section  at  that  or  any  other  unit 
governed  by  the  plan,  including  liability 
tat  fulfilling  the  obligations  specified  in 
part  77  of  this  chapter  an  section  411  of 
the  Act. 

(ii)  The  imits  governed  by  the  plan 
imder  paragraph  (b)(2)  of  this  section 
shall  continue  to  have  a  common 
designated  representative  until  the 
existing  unit  is  permanently  retired 
under  the  plan. 

(4)  Terminations.  Except  as  provided 
in  paragraph  (g)  of  this  section,  a 
repowering  extension  plan  shall  not  be 
terminated  after  December  31. 1099. 

Subpart  E— Acid  Rain  Parmlt  Contanta 

172.50    General. 

(a)  Each  Add  Rain  permit  (including 
any  draft  or  proposed  Acid  Rain  permit) 
will  contain  the  following  elements  in  a 
format  prescribed  by  the  Administrator: 

(1)  All  elements  required  for  a 
complete  Add  Rain  permit  application 
under  §  72.31  of  this  part,  as  approved 
or  adjusted  by  the  permitting  authority: 

(2)  The  applicable  Acid  Rain 
emissions  limitation  for  sulfur  dioxide; 
and 

(3)  The  applicable  Acid  Rain 
emissions  limitation  for  nitrogen  oxides. 

(b)  Each  Add  Rain  permit  is  deemed 
to  incorporate  the  definitions  of  terms 
under  S  72.2  of  this  part. 


172.51 

Each  affected  unit  operated  in 
accordance  with  the  Aidd  Rain  permit 
that  governs  the  unit  and  that  was 
issued  in  compliance  ivith  title  IV  of  the 
Act.  as  provided  in  this  part  and  parts 
73.  75,  77.  and  78  of  this  chapter,  and 
the  regulations  implementing  section 
407  of  the  Ad.  shall  be  denned  to  be 
operating  in  comphance  with  the  Add 
Rain  Program,  except  as  provided  in 
§  72.9(g)(6)  of  this  part. 

Subpart  F    Fadaral  Add  Rain  ParmH 
laatiianoa  Prooaduiw 

f72J0    General. 

(a)  Scope.  This  subpart  contains  the 
procedures  for  federal  issuance  of  Add 
Rain  permits  for  Phase  I  of  the  Add 
Rain  Program  and  Phase  II  for  sources 
in  States  or  geographic  areas  where  the 
Administrator  is  the  permitting 
authority  as  provided  under  regulations 
implementing  title  V  of  the  Act.  The 
procedures  in  this  subpart  do  not  apply 
to  the  issuance  of  Add  Rain  permits  by 
State  permitting  authorities  with 
operating  permit  programs  approved 
under  part  70  of  this  chapter,  except  as 
expressly  provided  in  subpart  G  of  this 
part. 

(b)  Permit  Decision  Deadlines.  The 
Administrator  will  issue  or  deny  an 
Add  Rain  permit  imder  §  72.69(a) 
Mrithin  6  months  of  receipt  of  a  complete 
Add  Rain  permit  application  submitted 
for  a  unit,  in  accordance  with  §  72.21,  at 
the  U.S.  EPA  Regional  Office  for  the 
Region  in  which  the  source  is  located. 

§72.61    Completenees. 

(a)  Determination  of  Completeness. 
The  Administrator  will  determine 
whether  the  Add  Rain  permit 
application  is  complete  within  30  days 
of  receipt  by  the  U.S.  EPA  Regional 
Office  for  the  Region  in  which  the 
source  is  located.  The  permit 
application  shall  be  deemed  to  be 
complete  if  the  Administrator  fails  to 
notify  the  designated  representative  to 
the  contrary  within  30  days  of  receipt. 

(b)  Supplemental  Information.  (1) 
R^gardleM  of  whether  the  Add  Rain 
permit  appbcation  is  complete  under 
paragraph  (a)  of  this  section,  the 
Administrator  may  require  submission 
of  any  additional  information  that  the 
Administrator  determines  to  be 
necessary  in  order  to  review  the  Add 
Rain  permit  application  and  issue  an 
Add  Rain  pennit. 

(2)(i)  The  desi^ated  representative 
shall  submit  the  information  required 
under  paragraph  (b)(1)  of  this  section 
within  30  days  after  he  or  she  is  notified 
of  the  requirement  for  supplemental 
information  unless  the  Administrator 
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allows  for  additional  tinw  to  cnHect  and 
submit  the  inJbnnation. 

(ii)  If  the  designated  reprssMitative 
fails  to  submit  the  supplemental 
informatioo  widun  the  required  time 
peri(>d.  the  Administrator  may 
disapprcyve  that  portion  of  the  Add  Rain 
permit  applicatioa  km  the  review  of 
which  the  information  was  necessary 
and  may  deny  the  source  an  Acid  Rain 
permit. 

f7Xfi2    Draft  perailL 

(a)  After  the  Adounistiataf  receives  a 
complete  Add  Rain  pwmit  application 
and  any  supplemental  information,  the 
Administrator  will  issue  a  draft  permit 
that  incorporates  in  whole,  in  part,  or 
with  changes  or  conditions  as 
appropriate,  the  permit  application  or 
deny  the  source  a  draft  permit. 

(b)  The  draft  permit  will  be  based  on 
the  information  submitted  by  the 
designated  representative  of  the  afiected 
source  and  other  relevant  information. 

(c)  The  Administrator  will  serve  a 
copy  of  the  draft  permit  and  the 
statement  of  basis  on  the  designated 
representative  of  die  afiscted  source. 

(d)  The  Administrator  will  provide  a 
SQhdiay  period  for  pubhc  comment,  and 
opportunity  to  request  a  public  bearing, 
on  the  draft  permit  or  denial  of  a  draft 
permit,  in  accordance  with  the  puUic 
notice  required  under  §  72.65(a}(lMi)  nf 
this  part. 

f  72.63    Adminisfraliva  record 

(a)  Contenti  of  the  AdministnAiva 
Record.  The  Administrator  will  prepare 
an  administrative  record  for  an  Acid 
Rain  permit  or  denial  of  an  Add  Rain 
permit  The  adroinistr^ve  record  will 
contain: 

(1)  The  permit  application  and  any 
supporting  or  supplsmental  data 
submitted  by  the  designated 
representative; 

(2)  The  draft  permit; 

(3)  The  statement  of  basis; 

(4)  Q^pies  of  any  documents  dted  in 
the  statement  of  basis  and  any  other 
documents  relied  on  by  the 
Administrator  in  issuing  or  denying  the 
draft  permit  (including  any  records  of 
discussions  or  confsrences  with  owners, 
operators,  or  the  designated 
representative  of  aOsctsd  units  at  the 
source  or  interested  persons  regarding 
the  draft  permit),  or.  for  any  siich 
documents  that  are  readily  availabl*.  a 
stateBMnt  of  their  location; 

(5)  Copies  of  all  written  puUic 
commsnls  submittad  on  this  draft  permit 
or  demal  of  a  draft  permit; 

(6)  llie  record  of  any  pubUc  hearing 
on  the  draft  permit  or  denial  of  a  draft 
permit; 

(7)  The  Add  Rain  penah;  and 


(8)  Any  rasponae  to  public  comments 
submitted  on  the  draft  permit  or  denial 
of  a  draft  permit  and  copies  of  any 
documents  dted  in  the  response  and 
any  other  documents  rehed  on  by  the 
AdmiAistrator  to  issue  or  deny  the  Add 
Rain  pwmit.  or,  for  any  such  documents 
that  are  readily  available,  a  statement  of 
their  location. 

(b)  IReservedl 

§72.64    Statsmant  of  basis. 

(a)  The  statement  of  basis  will  briefly 
set  forth  significant  factual,  legal,  and 
polic)'  considerations  on  which  the 
Administrator  relied  in  issuing  or 
denying  the  draft  permit. 

(b)  The  statement  of  basis  will 
include: 

(1)  The  leasons,  and  supporting 
authority,  for  approval  or  disapproval  of 
any  compliance  options  requested  in  Ae 
permit  application,  including  references 
to  applicable  statutory  or  regulatory 
provisions  and  to  the  administrative 
record;  and 

(2)  The  name,  address,  and  telephone, 
and  facsimile  numbers  of  the  EPA  office 
processing  the  issuance  or  denial  of  the 
draft  permit 

172.65    PubAc  notice  of  opportunities  of 
putMtc  comment 

(a)(1)  The  Administrator  will  give 
pi^lic  notice  of  the  following; 

(i)  The  draft  permit  or  denial  of  a  draft 
permit  and  the  opportunity  for  public 
review  and  comment  and  to  request  a 
public  hearing;  and 

(ii)  Date,  time,  location,  and 
procedures  for  any  scheduled  hearing 
on  the  draft  permit  or  denial  of  a  draft 
permit 

(2)  Any  public  notice  given  under  this 
section  may  \»  for  the  issuance  or 
denial  of  one  or  more  draft  permits. 

(b)  Methods.  The  Administrator  will 
give  the  pubKc  notice  required  by  this 
section  l^. 

(1)  Serving  written  notice  on  the 
following  persons  (except  where  such 
person  has  waived  his  or  her  ri^t  to 
receive  such  notice): 

(!)  The  designated  representative; 

(ii)  The  State  or  local  air  pollution 
agency  and  any  State  or  loc^  utility 
regulatory  authority  with  jurisdicticm 
over  the  owners  of  any  source  or  any 
unit  covered  by  the  Add  Rain  permit 
appHcation; 

(iii)  The  State  or  local  air  pollution 
agency  for  any  contiguous  S^ata  whose 
air  qinhty  may  be  affected  by,  or  for  any 
State  located  within  a  SO-mile  radius  of, 
any  source  coverad  hy  the  Add  Rain 
permit  appbcaUon;  and 
(iv)  Aaj  intaraakad  pavsoB. 
(2)  GM^  BoUca  by  pabUcatian  in  rtia 
Federal  Ragistar  Hid  in  a  nawspaper  of 


general  diculatkm  in  the  area  whoa  Aa 
source  covered  by  the  Add  Rain  permit 
apphcation  is  located  or  in  a  State 
publicatiao  designed  to  give  general 
public  Dotica. 

(c)  Contents.  All  pt^ilic  notices  issued 
under  this  section  will  contain  the 
following  information: 

(1)  Identification  of  the  EPA  office 
processing  the  issuance  or  denial  of  the 
draft  permit  Cor  which  the  notice  is 
being  given. 

(2)  IdentificatioB  of  ttie  designated 
representative  for  the  sBected  source. 

^)  Identification  of  each  unit  covered 
by  the  Add  Rain  permit  application  and 
the  draft  pwmit 

(4)  Any  compliance  options  proposed 
for  ^proval  in  the  draft  permit  or  for 
diaapfHoval  and  the  total  allowances 
(including  any  under  the  ctunplianca 
options)  allocated  to  each  unit  if  the 
Acid  Rain  permit  appticatioo  is 
approved. 

(5)  The  address  and  office  hours  of  a 
public  location  where  the 
administrative  record  is  available  for 
public  inspection  and  a  statement  that 
all  information  submitted  by  the 
designated  representative  and  not 
protected  as  confidential  undw  section 
114(c)  of  the  Act  is  available  for  public 
inspection  as  part  of  the  administrstive 
record. 

(6)  For  public  notice  under  paragn^ 
(a)(l)(i)  of  this  section,  a  brief 
description  of  the  public  comment 
procedures,  induoing: 

(i)  A  30-day  period  for  public 
comment  beginning  the  date  of 
publication  of  the  notice  or,  in  the  case 
of  an  extension  or  reopening  of  the 
public  comment  period,  sudi  period  as 
the  Administrator  deems  appropriate; 

(ii)  Tha  address  where  puolic 
comments  should  be  sent; 

(iii)  Required  formats  and  contents  for 
public  comment; 

(iv)  An  opportimity  to  request  a 
pubhc  hearing  to  occur  not  eariier  than 
15  days  after  puUic  notice  is  given  and 
the  location,  date,  time,  and  procedures 
of  any  sdieduled  public  hearing;  and 

(v>  Any  other  meaiu  by  which  the 
public  may  partidpate. 

(d)  Exteasioas  and  Reopeniags  of  the 
PuUic  Conuoeat  Pttiod.  On  the 
Administrator's  own  motion  or  on  tiie 
request  of  any  person,  the  Administrator 
may.  at  his  or  her  diaciatian.  extend  or 
reopen  the  public  coatimant  period 
where  ha  or  she  finda  that  doing  so  will 
contribute  to  the  decision-making 
process  by  datifying  one  or  more 
signi&ani  issnaa  afiactiBg  the  draft 
permit  or  denial  of  a  draft  parmiL 
Notice  of  any  such  eodsDSloB  or 
reonanteg  shall  ba  glyen  uadar 
parayaph  MIW)  of  this  aadkm. 
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f  72.66    PubHc  comments. 

(a)  General.  During  the  public 
comment  period,  any  person  may 
submit  written  comments  on  the  draft 
peirnit  or  the  denial  of  a  draft  permit. 

(b)  Form.  (1)  Comments  shall  be 
submitted  in  duplicate. 

(2)  The  submission  shall  clearly 
indicate  the  draft  permit  issuance  or 
denial  to  which  the  comments  apply. 

(3)  The  submission  shall  clearly 
indicate  the  name  of  the  person 
commenting,  his  or  her  interest  in  the 
matter,  and  his  or  her  affiliation,  if  any, 
to  owners  and  operators  of  any  unit 
covered  by  the  Add  Rain  permit 
application. 

(c)  Contents.  Timely  comments  on 
any  aspect  of  the  draft  permit  or  denial 
or  a  draft  permit  will  be  considered 
unless  they  concern: 

(1)  Any  standard  requirement  under 
§72.9; 

(2)  Issues  that  are  not  relevant,  such 
as: 

(i)  The  environmental  effects  of  acid 
rain,  acid  deposition,  sulfur  dioxide,  or 
nitrogen  oxides  generally;  and 

(ii)  Permit  issuance  procedures,  or 
actions  on  other  permit  applications, 
that  are  not  relevant  to  the  draft  permit 
issuance  or  denial  in  question. 

(d)  Persons  who  do  not  wish  to  raise 
issues  concerning  the  issuance  or  denial 
of  the  draft  permit,  but  who  wish  to  be 
notified  of  any  subsequent  actions 
concerning  such  matter  may  so  indicate 
in  writing  during  the  pubhc  comment 
period  or  at  any  other  time.  The 
Administrator  will  place  their  names  on 
a  list  of  interested  persons. 

1 72.67    Opportunity  for  pubUe  hearing. 

(a)  During  the  public  comment  period, 
any  person  may  request  a  public 
hearing.  A  request  for  a  public  hearing 
shall  be  made  in  writing  and  shall  state 
the  issues  proposed  to  he  raised  in  the 
hearing. 

(b)  On  the  Administrator's  own 
motion  or  on  the  request  of  any  person, 
the  Administrator  may,  at  his  or  her 
discretion,  hold  a  pubic  hearing 
whenever  the  Administrator  finds  that 
such  a  hearing  %vill  contribute  to  the 
decision-making  process  by  clarifying 
one  or  more  significant  issues  affecting 
the  draft  permit  or  denial  of  a  draft 
permit.  Public  hearings  will  not  be  held 
on  issues  under  §  72.66(c)  (1)  and  (2). 

(c)  During  a  public  hearing  under  this 
section,  any  person  may  submit  oral  or 
written  comments  concerning  the  draft 
permit  or  denial  of  a  draft  permit.  The 
Administrator  may  set  reasonable  limits 
on  the  time  allowed  for  oral  statements 
and  will  require  the  submission  of  a 
written  summary  of  each  oral  statement. 


(d)  The  Administrator  will  assure  that 
a  record  is  made  of  the  hearing. 

172.66    Heeponee  to  comments. 

(a)  The  Administrator  will  consider 
comments  on  the  draft  permit  or  denial 
of  a  draft  permit  that  are  received  during 
the  public  comment  period  and  any 
pubhc  hearing.  The  Administrator  is  not 
required  to  consider  comments 
otherwise  received. 

(b)  In  issuing  or  denying  an  Add  Rain 
permit,  the  Administrator  will: 

(1)  Identify  any  permit  provision  or 
portion  of  the  statement  of  basis  that  has 
been  changed  and  the  reasons  for  the 
change;  and 

(2)  Briefly  describe  and  respond  to 
relevant  comments  imder  paragraph  (a) 
of  this  section. 

172.69  Issusnee  end  effective  dsle  of  AcW 
Rein  permits. 

(a)  After  the  close  of  the  public 
comment  period,  the  Administrator  will 
issue  or  deny  an  Add  Rain  permit.  The 
Administrate  will  serve  a  copy  of  any 
Add  Rain  permit  and  the  response  to 
comments  on  the  designated 
representative  for  the  source  covered  by 
the  issuance  or  denial  and  serve  written 
notice  of  the  issuance  or  denial  on  any 
persons  who  are  entitled  to  written 
notice  under  §  72.65(b)(1)  (ii),  (iii),  and 
(iv)  of  this  part.  The  Administrator  will 
also  eive  notice  in  the  Federal  Register. 

(bill)  The  term  of  every  Acid  Rain 
permit  shall  be  5  years  commencing  on 
its  effective  date. 

(2)  Every  Add  Rain  permit  for  Phase 
I  shall  take  effect  on  January  1, 1995. 

Subpart  G— Acid  Rain  Phasa  II 
Impiamantation 

172.70  Relationship  to  titte  V  operating 
pormH  program. 

(a)  Scope.  This  subpart  sets  forth 
criteria  for  approval  of  State  operating 
permit  programs  and  the  requirements 
with  which  State  permitting  authorities 
with  approved  programs  shall  comply, 
and  with  which  the  Administrator  will 
comply  in  the  absence  of  an  approved 
State  program,  to  issue  Phase  n  Acid 
Rain  permits. 

(b)  Relationship  to  Operating  Permit 
Program.  Each  State  permitting 
authority  with  an  affected  source  shall 
act  in  accordance  with  this  part  and  part 
70,  and  part  78  of  this  chapter  for  the 
purpose  of  incorporating  Add  Rain 
Program  requirements  into  each  affected 
source's  operating  permit  or  for  issuing 
written  exemptions  under  §§  72.7  and 
72.8.  To  the  extent  that  any 
requirements  of  this  part  and  part  78  of- 
this  chapter  are  inconsistent  with  the 
requirements  of  part  70  of  this  chapter, 
this  part  and  part  78  of  this  chapter 


shall  take  precedence  and  shall  govern 
the  issuance,  denial,  revision, 
reoprening,  renewal,  and  appeal  of  the 
Add  Rain  portion  of  an  operating 
permit.  For  purposes  of  applying  this 
subpart,  the  provisions  of  this  subpart 
and  of  part  70  applicable  to  Add  Rain 
permit  applications  and  draft,  proposed, 
and  final  Add  Rain  permits  dull  also 
apply  to  petitions  for  exemption  and 
draft,  proposed,  and  final  written 
exemptions  respectively  for  new  or 
retired  imits  to  the  extent  consistent 
with  §§  72.7  and  72.8  of  this  chaptw. 

172.71    Approval  of  stste  programs 


(a)  Each  State  shall  submit,  to  the 
Administrator  for  approval,  a  proposed 
operating  permit  program  meeting  the 
requirements  of  this  subpart  and  part  70 
of  this  chapter. 

(b)  The  Administrator  will  ad  on 
State  submissions  of  an  operating 
permit  program  in  accordance  with  the 
schedule  and  procedures  set  forth  in 

%  70.4(e)  of  this  chapter.  The 
Administrator  will  approve  State 
programs  that  conform  to  the  applicable 
requirements  of  this  subpart  and 
§  70.4(b)  of  this  chapter. 

(c)(1)  After  approval  of  a  State 
operating  permit  program,  the 
Administrator  will  suspend,  in 
accordance  with  this  part  and  part  70  of 
this  chapter,  federal  issuance  of  Add 
Rain  permits  for  Phase  II  for  sources  and 
units  subjed  to  the  State  program. 

(2)  The  Administrates  will  issue  all 
Add  Rain  permits  for  Phase  I.  However. 
the  Administrator  reserves  the  right  to 
delegate  the  remaining  administration  of 
Add  Rain  permits  for  Phase  1  to 
approved  State  operating  permit 
programs. 

f  72.72    Stats  permll  progrsm  approval 


A  State  operating  permit  program 
shall  meet  the  follovring  criteria 
concerning  the  Add  Rain  Program.  Any 
aspect  of  the  State  program  or  any 
implementation  of  the  State  program 
that  is  inconsistent  with  these  criteria 
shall  be  grounds  for  disapproval  or 
withdrawal  of  approval  of  the  State 
program  by  the  Administrator: 

(a)  Non-interference  with  Acid  Fain 
Program.  The  State  operating  permit 
program  shall  not  include  or  implement 
any  measures  that  would  interfere  with 
the  Acid  Rain  Program.  In  particular, 
the  State  program  shall  not  restrid  or 
interfere  with  allowance  trading  and 
shall  not  interfere  with  the 
Administrator's  decision  on  an  offset 
plan.  Aspects  and  implementation  of 
the  State  program  that  would  constitute 
interference  with  the  Add  Rain 
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Program,  and  are  thus  prohibited, 
include  but  are  not  limited  to: 

(1)  Prohibitions,  inconsistent  with  the 
Acid  Rain  Program,  on  the  acquisition 
or  transfer  of  allowances  by  an  affected 
unit  und«r  the  jurisdiction  of  the  State 
permitting  authority: 

(2)  Restrictions,  inconsistent  with  the 
Acid  Rain  Program,  on  an  affected  unit's 
ability  to  sell  or  otherwise  obligate  its 
allowances; 

(3)  Requirements  that  an  affected  unit 
maintain  a  balance  of  allowances  in 
excess  of  the  level  determined  to  be 
prudent  by  any  utility  regulatory 
authority  with  jurisdiction  over  the 
owners  of  the  affected  unit; 

(4)  Failing  to  notify  the  Administrator 
of  any  State  administrative  or  judicial 
appeals  of.  or  decisions  covering.  Acid 
Rain  permit  provisions  that  might  affisct 
Acid  Rain  Program  requirements; 

(5)  Issuing  an  order,  inconsistent  with 
the  Acid  Rain  Program,  interpreting 
Acid  Rain  Program  requirements  as  not 
appUcable  to  an  afiected  source  or  an 
affected  unit  in  whole  or  in  part  or 
otherwise  adjusting  the  requirements; 

(6)  Withholding  approval  of  any 
compliance  option  that  meets  the 
requirements  of  the  Add  Rain  Program; 
or 

(7)  Any  other  aspect  of 
implementation  that  the  Administrator 
determines  would  hinder  the  operation 
of  the  Acid  Rain  Program. 

(b)  The  State  operating  permit 
program  shall  require  the  following: 

(1)  Acid  Bain  Permit  Issuance. 
Issuance  or  denial  of  Acid  Rain  permits 
shall  follow  the  procedures  under  this 
part  and  part  70  of  this  chapter 
including: 

(i)  Permit  Application.  (A) 
Requirement  to  Comply.  The  owners 
and  operators  and  the  designated 
representative  for  each  affected  source 
under  jurisdiction  of  the  State 
permitting  authority  shall  be  required  to 
comply  with  subparts  B,  C.  and  D  of  this 
part. 

(B)  Effect  of  an  Acid  Rain  Permit 
Application.  A  complete  Acid  Rain 
permit  application  shall  be  binding  on 
the  owners  and  operators  and  the 
designated  representative  of  the  affected 
source,  all  affected  units  at  the  source, 
and  any  other  unit  governed  by  the 
permit  application  and  shall  be 
enforceable  as  an  Acid  Rain  pennit. 
from  the  dale  of  submission  of  the 
permit  application  until  the  issuance  or 
denial  of  the  Acid  Rain  permit  under 
paragraph  (b)(lKvii)  of  this  section. 

[Q  Submission  to  the  Administrator. 
The  State  permitting  authority  shall 
submit  a  written  notice  of  application 
completeness  to  tha  Administrator 
within  10  woriung  days  following  a 


determination  by  the  State  permitting 
authority  that  the  Acid  Rain  permit 
application  is  complete. 

(ii)  Draft  Permit.  (A)  The  State 
permitting  authority  shall  prepare  the 
draft  Acid  Rain  permit  in  accordance 
with  subpart  E  of  this  part  or  deny  a 
draft  Add  Rain  permit. 

(B)  The  State  permitting  authority 
shall  prepare  a  statement  of  basis  in 
accordance  with  the  requirements  for  a 
statement  of  basis  under  §  72.64  of  this 
part. 

(iii)  Notice  to  Administrator.  The 
State  permitting  authority  shall  submit 
a  copy  of  the  draft  Acid  Rain  pennit  and 
the  statement  of  basis  to  the 
Administrator  and  all  other  relevant 
portions  of  the  operating  permit  that 
may  affect  the  draft  Acid  Rain  permit. 
This  submission  requirement  will  not  be 
waived. 

(iv)  Public  Notice  and  Comment 
Period.  Public  notice  of  the  issuance  or 
denial  of  the  draft  Acid  Rain  pennit  and 
the  opportunity  to  comment  and  request 
a  public  hearing  shall  be  given  by 
publication  in  a  newspaper  of  general 
drculation  in  the  area  where  the  source 
is  located  or  in  a  State  publication 
designed  to  give  general  public  notice. 
A  notice  shall  be  served  on  those 
persons  required  to  receive  notice  under 
§§  70.7(h)  and  70.8(b)  of  this  chapter. 

(v)  Proposed  Permit.  Following  the 
public  notice  and  comment  period  on  a 
draft  Acid  Rain  pennit.  the  permitting 
authority  shall  incorporate  all  changes 
necessary  and  issue  a  proposed  Add 
Rain  permit  in  accordance  with  subpart 
E  of  this  part  or  deny  a  proposed  Add 
Rain  permit. 

(vi)  Submittal  to  Administrator.  (A) 
The  State  permitting  authority  shall 
submit  the  proposed  Acid  Rain  permit 
or  denial  of  a  proposed  Acid  Rain 
permit  to  the  Administrator  in 
accordance  with  §  70.8(a)  of  this 
chapter,  the  provisions  of  which  shall 
be  treated  as  appl)nng  to  the  issuance  or 
denial  of  a  proposed  Acid  Rain  pennit. 

(B)  The  Administrator  will  review  die 
proposed  Add  Rain  permit  or  denial  of 
a  proposed  Acid  Rain  permit  in 
accordance  vrith  8  70.8(c)  of  this 
chapter,  the  provisions  of  which  shall 
be  treated  as  applying  to  the  issuance  or 
denial  of  a  proposed  Acid  Rain  pennit. 

(vii)  Acid  Rain  Permit  IssuaiKe. 
Following  the  Administrator's  review  of 
the  propped  Add  Rain  permit  or  denial 
of  a  proposed  Add  Rain  pennit.  the 
State  permitting  authority  shall  or. 
under  §  70.8(c)  of  this  chapter  (treated 
as  applying  to  the  issuance  or  denial  of 

an  Add  Rain  pennit).  the  Administrator 

will,  incorporate  any  nquirod  changes 

and  issue  or  deny  the  Add  Rain  pennit 


in  accordance  with  subpart  E  of  this 

part. 

(viii)  Effective  Date  of  Acid  Rain 
Permit.  Each  souics's  Add  Rain  permit 
issued  by  a  State  permitting  authori^ 
imder  this  sectioD  diall  be  effective  for 
a  period  of  5  years. 

(ix)  New  Owners.  An  Add  Rain 
permit  shall  be  binding  on  any  new 
owner  or  operator  or  dssignated 
representative  of  any  source  or  unit 
governed  by  the  pennit. 

(x)  Each  Add  Rain  permit  (including 
a  draft  or  proposed  pennit)  shall  contain 
all  applic^la  Add  Rain  requirements, 
shall  be  a  complete  and  s^regable 
portion  of  the  operating  permit,  and 
shall  not  incorporate  information 
contained  in  any  other  documents,  other 
than  documents  that  are  readily 
available. 

(xi)  Invahdation  of  the  Add  Rain 
portion  of  an  operating  permit  shall  not 
affect  the  continuing  validity  of  the  rest 
of  the  operating  permit,  nor  shall 
invalidation  of  any  other  portion  of  the 
operating  pennit  affect  the  continuing 
validity  of  the  Add  Rain  portion  of  the 
.  permit. 

(xii)  No  Acid  Rain  permit  (including 
a  draft  or  proposed  permit)  shall  be 
issued  unless  the  Administrator  has 
received  a  certificate  of  representation 
for  the  designated  representative  of  the 
source  in  accordance  with  subpart  B  of 
this  part. 

(xiii)  Notwithstanding  any  State  law 
providing  that  a  pennit  must  be  issued 
by  defauh  after  a  spedfied  time,  no 
Acid  Rain  permit  shall  be  issued  imtil 
the  Administrator  and  other  States  have 
had  an  opportunity  to  review  a 
proposed  Add  Rain  permit  as  provided 
in  this  section  and  $  70.8(b)  of  this 
chapter. 

(xiv)  Except  as  provided  in  §  72.73(b). 
the  State  permitting  authority  shall 
issue  or  diany  an  Acid  Rain  permit 
within  18  months  of  receiving  a- 
complete  Add  Rain  permit  application 
submitted  for  an  affiected  unit  in 
accordance  with  §  72.21  or  such  lesser 
time  approved  imder  part  70  of  this 
chapter. 

(2)  Permit  Revisions.  In  acting  on  any 
Acid  Rain  permit  revision,  the  State 
permitting  authority  shall  follow  the 
provisions  and  procedures  set  forth  at 
subpart  H  of  this  part. 

(3)  Permit  Renewal.  The  renewal  of  an 
Acid  Rain  pennit  fat  an  affiected  source 
shall  be  subject  to  all  the  requirements 
of  this  subpart  pertaining  to  the 
issuance  ofpermits. 

(4)  Acid  Rain  Program  Forms.  In 
developing  the  Add  Rain  portion  of  the 
operating  permit,  the  permitting 
authority  shall  use  tfie  applicable  forms 
or  other  formats  prescribed  by  the 


Fadaral  RegistOT  /  VoL  58,  No.  6  /  Monday,  January  11,  1993  /  Rules  and  Regulatioos  3679 


Administrator  under  the  Add  Rajn 
Program:  provided  that  ths 
Administrator  may  waive  this 
reauirement  in  whole  or  in  part. 

(5)  Acid  Rain  Appeal  Procedures,  (i) 
Appeals  of  the  Acid  Rain  portion  of  an 
operating  permit  issued  by  the  State 
permitting  authority  that  do  not 
challenge  or  involve  decisions  or 
actions  of  the  Administrator  under  this 
part,  parts  73,  75,  77  and  78  of  this 
chapter,  and  sections  407  and  410  of  the 
Act  and  regulations  implementing 
sections  407  and  410  shall  be  conducted 
according  to  procedures  established  by 
the  State  under  §  70.4(b)(3)(x)  of  this 
chapter.  Appeals  of  the  Add  Rain 
portion  of  such  a  permit  that  challenge 
or  involve  such  dedsioiu  or  actions  of 
the  Administrator  shall  follow  the 
procedures  under  part  78  of  this  chapter 
and  section  307  of  the  Act.  Such 
dedsions  or  actions  include,  but  are  not 
limited  to,  allowance  allocations, 
determinations  concerning  alternative 
monitoring  systems,  and  determinations 
of  whethor  a  technology  is  a  qualifying 
repawering  technology. 

(ii)  Under  no  drciunstances  shall  a 
State  administrative  appeal  or  judidal 
appeal  of  the  Add  Rain  portion  of  an 
operating  permit  be  allowed  more  than 
90  days  (or  such  shorter  period  as 
provided  by  the  applicable  State  appeals 
procedures)  following  respectively 
issuance  of  the  Add  Rain  portion  that 
is  subject  to  administrative  appeal  or 
issuance  of  the  final  agency  action 
subject  to  judicial  appeal. 

(iii)  The  State  permitting  authority 
shall  serve  written  notice  on  the 
Administrator  of  any  State 
administrative  or  judicial  appeal 
concerning  as  Acid  Rain  provision  of 
ai^y  operating  permit  or  denial  of  an 
Acid  Rain  portion  of  any  operating 
permit  vnthin  30  days  of  the  filing  of  the 
..ppeal. 

(iv)  Any  State  administrative  permit 
appeals  procedures  .shall  ensure  that  the 
Administrator  may  intervene  as  a  matter 
of  right  in  any  permit  appeal  involving 
an  Acid  Rain  permit  provision  or  denial 
of  an  Acid  Rain  permit. 

(v)  The  State  permitting  authority 
i.haU  serve  written  notice  on  the 
Administrator  of  any  determination  or 
order  in  a  State  administrative  or 
judicial  proceeding  that  interprets, 
modihes,  voids,  or  othervnse  relates  to 
any  portion  of  an  Add  Rain  permit. 
Following  any  such  determination  or 
order,  the  Administrator  will  have  an 
opportunity  to  review  and  veto  the  Acid 
Rain  permit  or  revoke  the  permit  for 
cause  in  accordance  with  §  70.8  of  this 
chapter. 

(vi)  A  failure  of  the  State  permitting 
authority  to  issue  an  Add  Rain  permit 


in  accordance  with  §  72.73(bHl)(i)  shall 
be  ground  for  filing  an  appeal. 

(vii)  No  appeal  concemmg  an  Acid 
Rain  requirement  shall  result  in  a  stay 
of  any  provision  of  the  Add  Rain  permit 
for  which  a  stay  is  barred  under  part  78 
of  this  chapter. 

(6)  Cooperation  with  Utility 
Regulatory  Authority.  In  considering 
any  Add  Rain  permit  apphcation,  the 
State  permitting  authority  shall  Misure 
coordination  with  any  utility  regulatmy 
authority  with  jurisdicticm  over  the 
owners  of  the  affected  unit 

(7)  New  Units  and  Retired  Units 
Exemptions.  The  State  permitting 
authority  shall  act  in  accordance  with 
§§  72.7  and  72.8  on  any  petition  for 
exemption  of  a  new  unit  or  retired  unit 
from  requirements  of  the  Acid  Rain 
Program. 

(d)  State  Permit  Evaluation.  The  State 
permitting  auth<Hity  shall  periodically 
evaluate  the  extent  to  which  its 
operating  jjermit  program  meets  the 
Acid  Rain  Program  reqiiirements  and 
supports  a  cost-effective 
implementation  of  the  program.  The 
permit  fee  rates  set  by  the  State 
permitting  authority  shall  be  adequate 
to  cover  such  evaluation. 

172.73    S(al*  leauwice  o(  Phaa*  ■  permits. 

(a)  State  Permit  Issuance.  (1)  A  State 
with  an  operating  permit  program  that 
has  been  approved  by  the  Administrator 
under  this  part  and  part  70  of  this 
chapter  on  or  before  July  1, 1996,  shall 
be  responsible  for  issuing  Add  Rain 
permits  for  Phase  II  to  all  affected 
sources  in  that  State. 

(2)  A  State  that  has  obtained  interim 
operating  permit  program  approval  (as 
defined  in  §  70.4(d)  of  this  chapter)  on 
or  before  July  1, 1996  shell  be 
responsible  for  issuing  Add  Rain 
permits  for  Phase  II  to  all  affected 
sources  in  that  State. 

(3)  A  State  tl)at  has  obtained  partial 
operating  permit  program  approval  (as 
defined  in  §  70.4(c)  of  this  chapter)  on 
or  before  July  1, 1996  shall  be 
responsible  for  issuing  Acid  Rain 
permits  for  Phase  II  to  all  affected 
sources  in  the  geographic  area  to  which 
the  partial  approval  applies. 

(4)  The  State  permittmg  authority 
shall  comply  with  the  procedures  for 
issuance,  revision,  renewal,  and  appeal 
of  Acid  Rain  permits  under  this  subpart. 

(b)  Permit  Issuance  Deadline.  (l)(ij  On 
or  before  December  31, 1997,  a  State 
with  an  approved  operating  permit 
program  shall  issue  an  Add  Rain  permit 
for  Phase  U  to  each  affected  source  in 
the  geographic  area  for  which  the 
program  is  approved  as  set  forth  in 
paragraph  (a)  of  this  section;  provided 
that  the  designated  representative  of  the 


source  submitted  a  timely  and  complete 
Acid  Rain  permit  apptication  in 
accordance  with  §  72^1  of  this  part  and 
meets  the  requirements  of  this  subpart 
and  part  70  of  this  chapter. 

(iij  Each  Add  Rain  permit  issued  in 
accordance  with  this  section  shall  have 
a  term  of  5  years  commencing  on  its 
effective  date.  Each  Add  Rain  permit 
issued  in  accordance  with  paragraph 
(b)(l)(i)  of  this  section. shall  take  e^lact 
by  the  later  of  January  1,  2000,  or.  where 
the  p>ermit  governs  a  unit  under 
S  72.6(a)(3)  of  this  part,  the  deadline  for 
monitor  certification  under  part  75  of 
this  chapter. 

(2)  Nitrogen  Oxides.  Not  later  than 
January  1 ,  1999,  the  State  permitting 
authority  shall  reopen  the  Acid  Rain 
permit  to  add  the  Add  Rain  Program 
nitrogen  oxides  requirements:  provided 
that  the  designated  representative  of  the 
affected  source  submitted  a  timely  and 
complete  Add  Rain  permit  applicaticm 
for  nitrogen  oxides  in  accordance  with 
§  72.21.  Such  reopening  shall  not  affect 
the  term  of  the  Add  Rain  portion  of  an 
operating  permit. 

f  72.74    Federal  Issuance  of  Phsss  M 
permits. 

(a)  The  Administrator  will  be 
responsible  for  issuing  Acid  Rain 
permits  for  Phase  II  for  any  affected  - 
sources  in  a  geographic  area  (including 
a  State)  that  does  not  have  an  operating 
permit  program  with  full,  partial,  or 
interim  approval  by  the  Administrator 
on  or  before  July  1, 1996,  under  part  70 
of  this  chapter.  After  approval  of  a  State 
program,  the  Administrator  will 
suspend,  in  accordance  with  this  part 
and  part  70  of  this  chapter,  fiederal 
issuance  of  such  permits  for  sources  in 
the  geographic  area  covered  by  the  State 
program  and  the  State  shall  be 
responsible  for  issuing  such  permits  in 
accordance  with  §  72.73  of  this  part. 

(b)  Permit  Issuance  Deadline.  (l){i)  On 
or  before  January  1.  1998,-  the 
Administrator  will  issue  an  Acid  Rain 
permit  for  Phase  II  governing  Add  Rain 
Program  sulfur  dioxide  requirements  to 
each  affected  source  in  a  geographic 
area  that,  on  July  1. 1996.  did  not  have 
an  approved  operating  permit  program 
under  part  70  of  this  chapter;  provided 
that  the  designated  repivsenlalive  for 
the  source  submitted  a  timely  and 
complete  Add  Rain  permit  application 
in  accordance  with  S  72.21  of  this  part. 
The  failure  by  the  Administrator  to 
issue  a  permit  in  accordance  with  this 
paragraph  shall  be  grounds  for  the  filing 
of  an  appeal  under  part  78  of  this 
chapter. 

(ii)  Notwithstanding  paragraph 
(b)(l)(i)  of  this  section,  the 
Administrator  may  delegate  to  any  State 
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that  obtains  operating  permit  program 
approval  after  July  1, 1996, 
responsibility  for  permit  review  and 
implementation. 

(iil)  Each  Acid  Rain  permit  issued  in 
acconlance  with  this  section  shall  have 
a  term  of  5  years  commencing  on  its 
effective  date.  Each  Acid  Rain  permit 
issued  in  accordance  with  paragraph 
(b)(1)  shall  take  effect  by  the  later  of 
January  1.  2000  or.  where  a  permit 
governs  a  under  §  72.6(a)(3)  of  this  part, 
the  deadline  for  monitor  certification 
under  ftaxi  75  of  this  chapter. 

(2)  Nitrogen  Oxides.  Not  later  than  6 
months  following  submission  by  the 
designated  representative  of  a  timely 
and  complete  Acid  Rain  permit 
application  for  nitrogen  oxides,  the 
Administrator  shall  reopen  the  Acid 
Rain  permit  for  Phase  11  to  add  the  Add 
Rain  Program  nitrogen  oxides 
requirements.  Such  reopening  shall  not 
affect  the  term  of  the  Acid  Rain  permit. 

(c)  Permit  Issuance.  The 
Administrator  will  issue  Acid  Rain 
permits  for  Phase  n  in  accordance  with 
subparts  E  and  F  of  this  part  and  the 
regulations  implementing  title  V  of  the 
Act. 

Subpart  H — Permit  Revisione 

172.80    GefMrai. 

(a)  This  subpart  shall  govern  revisions 
to  any  Acid  Rain  permit  issued  by  the 
Administrator  and  to  the  Acid  Rain 
portion  of  any  operating  j)ermit  issued 
by  a  State  with  an  approved  operating 
permit  program  under  part  70  of  this 
chapter. 

(b)  The  provisions  of  this  subpart 
shall  supersede  the  operating  permit 
revision  procedures  specified  in  part  70 
of  this  chapter  with  regard  to  revision  of 
any  Acid  Rain  Program  permit 
provision. 

(c)  A  permit  revision  may  be 
submitted  for  approval  at  any  time.  No 
permit  revision  shall  affect  the  term  of 
the  Acid  Rain  permit  to  be  revised.  No 
permit  revision  shall  excuse  any 
violation  of  an  Acid  Rain  Program 
requirement  that  occurred  prior  to  the 
effective  date  of  the  revision. 

(d)  The  terms  of  the  Acid  Rain  permit 
shall  apply  while  the  permit  revision  is 
pending. 

(e)  Any  determination  or 
interpretation  by  a  State  (including  a 
State  court)  modifying  or  voiding  any 
Acid  Rain  permit  provision  shall  be 
subject  to  review  by  the  Administrator 
in  accordance  with  8  70.8(c)  of  this 
chapter  as  applied  to  permit 
modifications,  unless  the  determination 
or  interpretation  is  an  administrative 
amendment  approved  in  accordance 
with  §  72.83  of  this  part. 


(f)  The  standard  requirements  of 

§  72.9  of  this  part  shall  not  be  modified 
or  voided  by  a  permit  revision. 

(g)  Any  permit  revision  involving 
incorporation  of  a  compliance  option 
that  was  not  submitted  for  approval  and 
comment  during  the  permit  issuance 
process,  or  involving  a  change  in  a 
compliance  option  that  was  previously 
submitted,  shall  meet  the  requirements 
for  applying  for  such  comphance  option 
under  subpart  D  and  section  407  of  the 
Act  and  regulations  implementing 
section  407  of  the  Act. 

(h)  For  permit  revisions  not  described 
in  §§  72.81  and  72.82  of  this  part,  the 
permitting  authority  ma  v.  in  its 
discretion,  determine  which  of  these 
sections  is  applicable. 

172.81    PennH  modHicationa. 

(a)  Permit  revisions  that  shall  follow 
the  permit  modification  procedures  are: 

(1)  Relaxation  of  an  excess  emission 
offset  requirement  after  approval  of  the 
offset  plan  by  the  Administrator; 

(2)  Incorporation  of  a  final  nitrogen 
oxides  alternative  emission  limitation 
following  a  demonstration  period; 

(3)  Determinations  concerning  failed 
repowering  projects  under 

§  72.44(g)(l)(i)  and  (2)  of  this  part. 

(b)  The  following  permit  revisions 
shall  follow,  at  the  option  of  the 
designated  representative  submitting  the 
permit  revision,  either  the  permit 
modification  procedures  or  the  fast- 
track  modification  procedures  under 

§  72.82  of  this  part: 

(1)  Consistent  vtrith  paragraph  (a)  of 
this  section,  incorporation  of  a 
compliance  option  that  the  designated 
representative  did  not  submit  for 
approval  and  comment  during  the 
permit  issuance  process;  except  that 
incorporation  of  a  reduced  utilization 
plan  that  was  not  submitted  during  the 
permit  issuance  process,  that  does  not 
designate  a  compensating  unit,  and  that 
meets  the  requirements  of  §  72.43  of  this 
part,  may  use  the  administrative  permit 
amendment  procedures  under  §  72.83  of 
this  part; 

(2)  Changes  in  a  substitution  plan  or 
reduced  utilization  plan  that  result  in 
the  addition  of  a  new  substitution  unit 
or  a  new  compensating  unit  under  the 
plan; 

(3)  Addition  of  a  nitrogen  oxides 
averaging  plan  to  a  permit;  and 

(4)  Changes  in  a  Phase  I  extension 
plan,  repowering  plan,  nitrogen  oxides 
averaging  plan,  or  nitrogen  oxides 
compliance  deadline  extension. 

(cf(l)  Permit  modifications  shall 
follow  the  permit  issuance  requirements 
of: 

(i)  Subparts  E.  F,  and  G  of  this  part, 
where  the  Administrator  is  the 
permitting  authority;  or 


(ii)  Subpart  G  of  this  part  and 
§  70.7(e)(4)(ii)  of  this  chapter,  where  the 
State  is  the  permitting  authority, 

(2)  For  purposes  of  applying 
paragraph  (c)(1)  of  this  section,  a  permit 
modification  shall  be  treated  as  an  Acid 
Rain  permit  applicdtion,  to  the  extent 
consistent  with  this  subpart. 

I72.S2    Fast-track  modiflcationa. 

The  following  procedures  shall  apply 
to  all  fast-track  modifications. 

(a)  The  designated  representative 
shall  serve  a  copy  of  the  fast-track 
modification  on  the  Administrator,  the 
permitting  authority,  and  any  person 
entitled  to  a  written  notice  under 

§  72.65(b)(1)  (ii),  (iii)  and  (iv)  of  this 
part.  Withda  5  business  days  of  serving 
such  copies,  the  designated 
representative  shall  also  give  public 
notice  by  publication  in  a  newspaper  of 
general  circulation  in  the  area  where  the 
source  is  located  or  in  a  State 
publication  designed  to  give  general 
public  notice. 

(b)  The  public  shall  have  a  period  of 
30  days,  commencing  on  the  date  of 
publication  of  the  notice,  to  comment 
on  the  fast-track  modification. 
Comments  shall  be  submitted  in  vmting 
to  the  permitting  authority  and  to  the 
designated  representative. 

(c)  The  designated  representative 
shall  submit  the  fast-track  modification 
to  the  permitting  authority  on  or  before 
commencement  of  the  public  comment 
period. 

(d)  Within  30  days  of  the  close  of  the 
public  comment  period,  the  permitting 
authority  shall  consider  the  fast-track 
modification  and  the  comments 
received  and  approve,  in  whole  or  in 
pcurt  or  with  changes  or  conditions  as 
appropriate,  or  disapprove  the 
modification.  A  fast-track  modification 
shall  be  effective  immediately  upon 
issuance,  in  accordance  with 

§  70.7(a)(l)(v)  of  this  chapter  as  applied 
to  significant  permit  modifications. 

f  72.83    Admlntatrative  permit  wnendmant 

(a)  Acid  Rain  permit  revisions  that 
shall  follow  the  administrative  permit 
amendment  procedures  are: 

(1)  Activation  of  a  compliance  option 
conditionally  approved  by  the 
permitting  authority;  provided  that  all 
requirements  for  activation  under 
subpart  D  of  this  part  are  met; 

(2)  Changes  in  the  designated 
representative  or  alternative  designated 
representative;  provided  that  a  new 
certificate  of  representation  is 
submitted; 

(3)  Correction  of  typographical  errors; 

(4)  Changes  in  names,  addresses,  or 
telephone  or  facsimile  numbers; 

(5)  Changes  in  the  owners  or 
operators:  provided  that  a  new 


Federal  Ragisttf  /  Vol.  58,  No.  6  /  Monday,  Jaauary  11,  1993  /  Rules  and  Regulations  3661 


certificate  of  representation  is  submitted 
within  30  days; 

(6)  Termination  of  a  compliance 
option  in  the  permit;  provided  that  all 
requirements  for  termination  under 
subpart  D  of  this  part  shall  be  met  and 
this  procedure  shall  not  be  used  to. 
terminate  a  repowenlng  plan  after 
December  31. 1999  or  a  Phase  I 
extension  plan; 

(7)  Changes  in  a  substitution  or 
reduced  utilization  plan  that  do  not 
result  in  the  addition  of  a  new 
substitution  imit  or  a  new  compensating 
unit  Tinder  the  plan; 

(8)  Changes  in  the  date,  specified  in 
a  unit's  Add  Rain  permit,  of 
commencement  of  operation  of 
qualifying  Phase  I  technology,  provided 
that  they  are  in  accordance  with  §  72.42 
of  this  part; 

(9)  Cnanges  in  the  date,  specified  in 
a  new  unit's  Add  Rain  permit,  of 
commencement  of  operation  or  the 
deadline  for  monitor  certification. 
provided  that  they  are  in  accordance 
with  §72.9  of  this  part; 

(10)  The  additicm  of  or  change  in  a 
nitrogen  oxides  altOTnative  emissions 
limitation  demonstration  period, 
provicMthat  the  requirements  of 
regulations  implementing  section  407  of 
the  Ad  are  met;  and 

(11)  Incorporation  of  changes  that  the 
Administrator  has  determined  to  be 
similar  to  those  in  paragraphs  (a)  (1) 
through  (10)  of  this  section. 

(b)  Administrative  amendments  shall 
follow  the  procedures  set  forth  at 
§  70.7(d)(3)  of  this  chapter.  Where  the 
State  is  the  permitting  authority,  the 
permitting  authority  shall  submit  the 
revised  portion  of  the  permit  to  the 
Administrator  within  10  working  days 
after  tlie  date  of  final  action  on  the 
request  for  an  administrative 
amendment 

172.14    Autwnattc  parmit  ■mendment 

The  following  permit  revisions  shall 
be  deemed  to  amend  automatically,  and 
become  a  part  of  the  affeded  unit's  Add 
Rain  permit  by  operation  of  law  without 
any  further  review: 

(a)  Upon  recordation  by  the 
Aclministrator  under  part  73  of  this 
chapter,  all  allowance  allocations  to. 
transfers  to,  and  deductions  from  an 
afieded  luiit's  Allowance  Tracking 
System  account;  and 

(b)  Incorporation  of  an  oflset  plan  that 
has  been  approved  by  the  Administrator 
undor  part  77  of  this  diapter. 

I72.S5    PennK  r«Of>eninge. 

(a)  As  provided  in  S  70.7(fl  of  this 
chapter,  the  permitting  authority  shall 
reopen  an  Acid  Rain  permit  for  c<(usa, 
including  whenever  additional 


requirements  become  apphcabie  to  any 
affected  unit  governed  by  the  permit. 

(b)  In  reopening  an  Acid  Rain  permit 
for  cause,  the  permitting  authority  shall 
issue  a  draft  permit  changing  the 
provisions,  or  adding  the  requirements, 
for  which  the  reopening  was  necessary. 
The  draft  permit  shall  be  subjed  to  the 
requirements  of  subparts  E,  F,  and  G  of 
this  part. 

(c)  As  provided  in  §§  72.73(b)(2)  and 
72.74(b)(2)  of  this  part,  the  permitting 
authority  shall  reopen  an  Add  Rain 
permit  to  incorporate  nitrogen  oxides 
requirements,  consistent  with  section 
407  of  the  Ad  and  regulations 
implementing  section  407  of  the  Ad. 

(d)  Any  reopening  of  an  Add  Rain 
permit  shall  not  affed  the  term  of  the 
permit. 

Subpart  I— Compliance  Certification 

f  72.90    AfWHiai  eomptonce  certlflcatiofi 
report 

(a)  Applicability  and  Deadline.  Par 
each  calendar  year  in  which  a  unit  is 
subjed  to  the  Add  Rain  emissions 
limitations,  the  designated 
representative  of  the  source  at  which  the 
unit  is  located  shall  submit  to  the 
Administratpr,  within  60  days  after  the 
end  of  the  calendar  year,  an  annual 
compliance  certification  Tspari  for  the 
unit. 

(b)  Contents  of  Report.  The  designated 
representative  shall  include  in  the 
annual  compliance  certification  report 
imder  paragraph  (a)  of  this  section  the 
following  elements,  in  a  format 
prescribed  by  the  Administrator, 
concerning  the  unit  and  the  calendar 
year  covered  by  the  report: 

(1)  Identification  of  the  unit; 

(2)  For  all  Phase  I  units,  the 
information  in  accordance  with 

§§  72.91(a)  and  72.92(a)  of  this  part; 

(3)  If  the  iinit  is  governed  by  an 
approved  Phase  I  extension  plan,  then 
the  information  in  accordance  with 
§72.93  of  this  part; 

(4)  At  the  designated  representative's 
option,  the  total  number  of  allowances 
to  be  deduded  for  the  year,  using  the 
formula  in  §  72.95  of  this  part,  and  the 
serial  numbers  of  the  allowances  that 
are  to  be  deduded; 

(5)  At  the  designated  representative's 
option,  far  units  that  share  a  commcm 
stack  and  whose  emissions  of  sulfur 
dioxide  are  not  monitored  separately  or 
apportioned  in  accordance  with  part  75 
of  this  chapter,  the  percentage  of  the 
total  number  of  allowances  under 
paragraph  (b)(4)  of  this  section  for  all 
such  units  that  is  to  be  deducted  from 
each  unit's  compliance  subaccount;  and 

(6)  The  compliance  certification 
under  paragraph  (c)  of  this  section. 


(c)  Annual  Compliance  Certification. 
In  the  annual  compliance  certification 
report  under  paragraph  (a)  of  this 
section,  the  designated  representative 
shall  certify,  based  on  reasonable 
inquiry  of  those  persons  with  primary 
re.sponsibility  for  operating  the  source 
and  the  affeded  imits  at  the  source  io 
compliance  with  the  Acid  Rain 
Program,  whether  each  affected  unit  for 
which  the  compliance  certification  is 
submitted  was  operated  during  the 
calendar  year  covered  by  the  report  in 
ONnpUance  with  the  requiremmts  of  the 
Add  Rain  Program  applicable  to  the 
unit,  induding: 

(1)  Whether  the  unit  was  operated  in 
compliance  with  the  applicable  Add 
Rain  emissions  limitations,  induding 
whether  the  unit  held  allowances,  as  of 
the  allowance  transfer  deadline,  in  its 
compliance  subaccount  (after 
accounting  fcv  any  allowance 
deductions  under  §  73.34(c)  of  this 
chapter)  not  less  than  the  unit's  total 
sulfor  dioxide  emissions  during  the 
calendar  year  covered  by  the  annual 
report; 

(2)  Whether  the  monitoring  plan  that 
governs  the  unit  has  been  maintained  to 
refled  the  actual  operation  and 
monitoring  of  the  unit  and  contains  all 
information  necessary  to  attribute 
monitored  emissions  to  the  tinit; 

(3)  Whether  all  the  emissions  from  the 
unit,  or  a  group  of  units  (including  the 
unit)  using  a  common  stack,  were 
monitored  or  accounted  for  through  the 
missing  data  procedures  and  reported  in 
the  quarterly  monitoring  reports; 

(4)  Whether  the  fads  that  form  the 
basis  for  certification  of  each  monitor  at 
the  unit  or  a  group  of  units  (including 
the  unit)  using  a  common  stack  or  for 
using  an  Acid  Rain  Program  excepted 
monitoring  method  or  approved 
alternative  monitoring  method,  if  any, 
has  changed;  and 

(5)  If  a  change  is  required  to  be 
reported  under  paragraph  (c)(4)  of  this 
sedion.  spedfy  the  nature  of  the 
change,  the  reason  for  the  change,  whan 
the  change  occurred,  and  how  the  unit's 
compliance  status  was  determined 
subsequent  to  the  change,  induding 
what  method  was  used  to  determine 
emissions  when  a  change  mandated  the 
need  for  monitor  recertification. 

172.91    PtMea  I  urttt  a<4u««ed  utilization. 

(a)  Annual  Compliance  Certification 
Beport.  The  designated  representative 
for  each  Phase  I  imit  shall  include  in  the 
annua!  compliance  certificaSion  report 
the  unit's  adjusted  utilization  for  the 
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calendar  year  c»vered  by  the  report, 
calculated  as  follows: 

Adjusted  utUization-baseline-actual 
utilization-plan  reductions-*- 
compensating  generation  provided  to 
other  units 

wttere: 

(1)  "Baseline"  is  as  defined  in  §  72.2 
of  this  part. 

(2)  "Actual  utilization"  is  the  actual 
annual  heat  input  (in  nrniBtu)  of  the 
unit  for  the  calendar  year  determined  in 
accordance  with  part  75  of  this  chapter. 

(3)  "Plan  reductions"  are  the 
reductions  in  actual  utilization,  for  the 
calendar  year,  below  the  baseline  that 
are  accounted  for  by  an  approved 
reduced  utilization  plan.  The  designated 
representative  for  the  unit  shall 
calculate  the  "plan  reductions"  (in 
mmBtu)  using  the  following  formula 
and  converting  all  values  in  Kwh  to 
mmBtu  using  the  actual  annual  average 
heat  rate  (Btu/Kwh)  of  the  unit 
(determined  in  accordance  with  part  75 
of  this  diapter)  before  the  employment 


of  any  improved  imit  efficiency 
measures  under  an  approved  plan: 

Plan  reductions=reduction  from  energy 
conservation-»-reduction  from  improved 
unit  efficiency  improvements-t-shifts  to 
designated  sulfur-fr»e  generators-f  shifts 
to  designated  compensating  units 

where: 

(i)  "Reduction  from  energy 
conservation"  is  a  good  faiA  estimate  of 
the  expected  kilowatt  hour  savings 
during  the  calendar  year  from  all 
conservation  measures  under  the 
reduced  utihzation  plan  and  the 
corresponding  reduction  in  heat  input 
(in  mmBtu)  resulting  from  those 
savings.  The  verified  amount  of  such 
reduction  shall  be  submitted  in 
accordance  with  paragraph  (b)  of  this 
section. 

(ii)  "Reduction  from  improved  unit 
efficiency"  is  a  good  faith  estimate  of 
the  expected  improvement  in  heat  rate 
during  the  calendar  year  and  the 
corresponding  reduction  in  heat  input 
(in  mmBtu)  at  the  Phase  I  unit  as  a  resuh 
of  all  improved  unit  efficiency  measures 
under  the  reduced  utilization  plan.  The 
verified  amount  of  such  reduction  shall 
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be  submitted  in  accordance  with 
paragraph  (b)  of  this  section. 

(iii)  "Shifts  to  sulfur-free  generators" 
is  the  reduction  in  utilization  (in 
mmBtu),  for  the  calendar  year,  that  is 
accounted  for  by  all  sulfur-free 
generators  designated  under  the  reduced 
utilization  plan  and  documented  under 
paragraph  (a)(6)  of  this  section.  This 
term  equals  the  sum,  for  all  such 
generators,  of  the  "shift  to  sulfur-free 
generator"  calculated  for  each  generator 
using  the  following  formula: 

Shift  to  sulfur-free  generator-actual  sulfur- 
free  utiliiation-Kaverage  1985-87  sulfur- 
free  annual  utilization)  (1-f  percentage 
change  in  dispatch  system  sales)l 

where: 

(A)  "Actual  sulfur-free  utilization"  is 
the  actual  annual  generation  (in  Kwh)  of 
the  designated  sulfur-free  generator  for 
the  calendar  year  converted  to  mmBtus. 

(B)  "Average  1985-87  sulfur-fiee 
utilization"  is  the  sum  of  annual 
generation  (in  Kwh)  for  1985, 1986,  and 
1987  for  the  designated  sulfur-free 
generator,  divided  by  three  and 
converted  to  mmBtus. 

(C)  "Percentage  change  in  dispatch 
system  sales"  is  calculated  as  follows: 


I^rcentage  change  in  dispatch  system  sales  =  (Sc  -  (    53  ^y     ^  ^^^  '  ^ 


where: 

S=dispatcfa  system  sales  (in  Kwh) 

c=calendar  year 

y=1985. 1986,  or  1987 

If  the  result  of  the  formula  for  percentage 
change  in  dispatch  system  sales  is  less  than 
or  equal  to  zero,  then  percentage  change  in 
dispatch  system  sales  shall  be  treated  as  zero 
only  for  purposes  of  paragraph  (a)(3)(iii)  of 
this  section. 

(D)  If  the  result  of  the  formula  for 
"shift  to  sulfur-free  generator"  is  less 
than  or  equal  to  zero,  then  "shift  to 
sulfur-free  generator"  is  zero. 

(iv)  "Shifts  to  designated 
compensating  units"  is  the  reduction  in 
utilization  (mmBtu)  that  is  accounted 
for  by  increased  generation  at 
compensating  units  designated  under 
the  reduced  utilization  plan.  This  term 
equals  the  heat  rate  (Bto/Kwh)  of  the 
unit  reducing  utilization  multiplied  by 
the  sum.  for  all  such  compensating 
units,  of  the  "generation  shifted  to 
designated  compensating  unit"  for  each 
compensating  unit.  "Generation  shifted 
to  designated  compensating  unit"  shall 
equal  the  amount  of  compensating 
generati<m  (in  Kwh)  that  the  designated 
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representatives  of  the  unit  reducing 
utilization  and  the  compensating  unit 
have  certified  (in  their  respective  annual 
compliance  certification  reports)  as  the 
amount  that  will  be  converted  to 
mmBtus  and  subtracted,  in  accordance 
with  paragraph  (a)(4)  of  this  section, 
from  the  adjusted  utilization  for  the 
compensating  unit. 

(4)  "Designated  compensating 
generation  provided  to  other  units"  is 
the  total  amount  of  utilization  necessary 
to  pro  /ide  the  generation  that  was 
shifted  to  the  unit  as  a  designated 
compensating  unit  under  any  other 
reduced  utilization  plans.  This  term 
equals  the  heat  rate  of  such  unit 
multiplied  by  the  sum  of  the  portion  of 
each  "generation  shifted  to  designated 
compensating  imits"  that  is  attributed  to 
the  unit  in  the  annual  compliance 
certification  reports  submitted  by  the 
Phase  1  units  under  such  other  plans 
and  that  is  certified  under  paragraph 
(a)(3)(iv)  of  this  section.  If  the  unit  filing 
the  report  is  not  a  designated 
compensating  unit  under  any  other 
plans,  this  term  is  zero. 

(5)  Notwithstanding  paragraphs  (a)(3) 
(i)  and  (iii)  of  this  section,  where  two  or 
more  Phase  I  units  include  in  "plan 
reductions",  in  their  annual  compliance 
certification  reports  for  the  calendar 
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year,  estimated  kilowatt  hour  savings 
from  the  same  specific  conservation 
measures  or  increased  utilization  of  the 
same  sulfur-free  generator: 

(i)  The  designated  representatives  of 
all  such  units  shall  submit  with  their 
annual  reports  a  certification  signed  by 
all  such  designated  representatives.  The 
certification  shall  apportion  the  total 
kilowatt  hour  savings  or  increased 
utilization  among  such  units. 

(ii)  Each  designated  representative 
shall  include  in  its  annual  report  only 
its  share  of  the  total  savings  or  total 
increased  utilization,  in  accordance 
with  the  certification  under  paragraph 
(a)(5)(i)  of  this  section. 

(6)  Where  a  unit  includes  in  "plan 
reductions"  under  paragraph  (a)(3)  of 
this  section  the  increase  in  utilization  of 
a  sulfur-free  generator  that  is  not  in  the 
unit's  dispatch  system,  the  designated 
representative  of  the  unit  shall  submit, 
with  its  annual  compliance  certification 
report,  documentation  demonstrating 
that  an  amount  of  electrical  energy  at 
least  equal  to  the  portion  of  the  "shift 
to  sulfur-free  generators"  attributed  to 
the  sulfur-fr«e  generator  in  the  annual 
report  was  actually  purchased  by  the 
unit's  dispatch  system  from  the  sulfur- 
free  generator. 

(bf  Confirmation  Report.  (1)  If  a  imit's 
annual  compliance  certification  report 
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estimates  any  expected  kilowatt  hour 
savings  or  improvement  in  heat  rate 
from  energy  conswvation  or  improved 
unit  efficiency  measures  under  a 
reduced  utilization  plan,  the  designated 
representative  shall  submit,  by  July  1  of 
the  year  in  which  the  annual  report  was 
submitted,  a  confirmation  report.  The 
Administrator  may  grant,  for  good  cause 
shown,  an  extension  of  the  time  to  file 
the  confirmation  report.  The 
confirmation  report  shall  include  the 
following  elements  in  a  fcvmat 
prescribed  by  the  Administrator 

(i)  The  verified  kilowatt  houi  savings 
from  each  such  energy  conservation 
measure  and  the  verified  corresponding 
reduction  in  the  unit's  heat  input 
resulting  firom  each  measure  during  the 
calendar  year  covered  by  the  annual 
report.  For  purposes  of  this  paragraph 
(b),  all  values  in  Kwh  shall  be  converted 
to  mmBtu  using  the  actual  annual  heat 
rate  (Btu/Kwh)  of  the  unit  (determined 
in  accordance  with  part  75  of  this 
chapter)  before  the  employment  of  any 
improved  unit  measures  under  an 
approved  reduced  utilization  plan. 

fii)  The  verified  reduction  in  the  heat 
rate  achieved  by  each  improved  unit 
efficiency  measure  and  the  verified 
corresponding  reduction  in  the  unit's 
heat  input  resulting  from  such  measure. 

(iii)  For  all  figures  under  paragraphs 
(b)(1)  (i)  and  (ii)  of  this  section: 

(A)  Documentation  (which  may 
follow  the  EPA  Conservation 
Verification  Protocol)  verifying 
specified  figures  to  the  satisfaction  of 
the  Administrator;  or 

(B)  Certification,  by  a  State  utility 
regulatory  authority  that  has  ratemaking 
jurisdiction  over  the  utility  system  that 
paid  for  the  measures  in  accordance 
with  §  72.43(b)(2)  of  this  part  and  over 
rates  reflecting  any  of  the  amount  paid 
for  such  measures  and  that  meets  the 
criteria  in  §  73.82(c)(1)  (i)  and  (ii)  of  this 
chapter,  that  such  authority  verified 
specified  figures  related  to  demand-side 
measures;  and 

(C)  Certification,  by  a  utility 
regulatory  authority  that  has  ratemaking 
jurisdiction  over  the  utility  system  that 
paid  for  the  measures  in  accordance 
with  §  72.43(b)(2)  of  this  part  and  over 
rates  reflecting  any  of  the  amount  paid 
for  such  measures,  that  such  authority 
verified  specified  figures  related  to 
supply-side  measures. 

(2)  Notwithstanding  paragraph 
(b)(l)(i)  of  this  section,  where  two  or 
more  Phase  I  imits  include  in  the 
confirmation  report  the  verified  kilowatt 
hour  savings  from  the  same  specific 
conservation  measures: 

(i)  The  designated  representatives  of 
all  such  units  shall  submit  with  their 
confirmation  reports  a  certification 


signed  by  all  such  designated 
representatives.  The  certification  shall 
apportion  the  total  kilowatt  hour 
savings  among  such  imits. 

(ii)  Each  designated  representative 
shall  include  in  its  confirmation  report 
only  its  share  of  the  total  savings  in 
accordance  with  the  certification  under 
paragraph  (b)(2)(i)  of  this  section. 

(3)  If  the  total,  included  in  the 
confirmation  report,  of  the  amounts  of 
verified  reduction  in  the  imit's  heat 
input  bom  «iergy  conservation  and  unit 
efficiency  measures  equals  the  total 
estimated  in  the  tmit's  annual 
compliance  certificaticm  report  from 
such  measures  for  the  calendar  year, 
then  the  designated  representatives 
shall  include  in  the  confirmation  report 
a  statement  indicating  that  is  true. 

(4)  If  the  total,  included  in  the 
confirmation  report,  of  the  amounts  of 
verified  reduction  in  the  units's  heat 
input  from  energy  conservation  and 
improved  unit  efficiency  measures  is 
greater  than  the  total  estimated  in  the 
unit's  annual  compliance  certification 
report  bom  such  measures  for  the 
calendar  year,  then  the  designated 
representative  shall  include  in  the 
confirmation  report  the  number  of 
allowances  to  be  credited  to  the  unit's 
compliance  subaccoimt  calculated  using 
the  following  formula: 

Allowances  CTedited=(verined  heat  input 
reduction-estimated  hear  input 
reduction)  x  emissions  rate  ■•■  2000  lbs/ 
ton 

where: 

(i)  "Verified  heat  input  reduction"  is 
the  total  of  the  amoimts  of  verified 
reduction  in  the  units'  heat  input  (in 
mmBtu)  bom  energy  conservation  and 
improved  unit  efficiency  measures 
included  in  the  confirmation  report. 

(ii)  "Estimated  heat  input  reduction" 
is  the  total  of  the  amounts  of  reduction 
in  the  unit's  heat  input  (in  mmBtu) 
accounted  for  by  energy  conservation 
and  improved  efficiency  measures  as 
estimated  in  the  unit's  annual 
compliance  certification  report  for  the 
calendar  year. 

(iii)  "Emissions  rate"  is  the 
"emissions  rate"  imder  §  72.92(c)(2)(v) 
of  this  part. 

(5)  If  the  total,  included  in  the 
confirmation  report,  of  the  amounts  of 
verified  reduction  in  the  imit's  heat 
input  from  energy  conservation  and 
improved  unit  efficiency  measures  is 
less  than  the  total  estimated  in  the  unit's 
annual  compliance  certification  report 
for  such  measures  for  the  calendar  year, 
then  the  designated  representative  shall 
include  in  the  confirmation  report  the 
number  of  allowances  to  be  deducted 
bom  the  unit's  compliance  subaccount. 


which  equals  the  absolute  value  of  the 
result  of  the  formula  far  allowances 
credited  imder  paragraph  (bM4)  of  this 
section. 

(6)  Unless  paragraph  (b)(3)  of  this 
section  applies,  the  designated 
representative  shall  include  in  the 
confirmation  report  the  adjusted  amount 
of  allowances  that  would  have  held  in 
the  unit's  compliance  subaccount  if  the 
deductions  made  under  §  73.35(b)  of 
this  chapter  had  been  based  on  the 
verified,  rather  than  the  estimated, 
reduction  in  the  unit's  heat  input  bom 
eneigy  conservation  and  improved 
efficiency  measures,  calculated  as 
follows: 

Adjusted  amount  of  allowancessallowances 
held  alter  deduction-excess  emissions  * 
alloMrances  cradited-allowanoes 
deducted 

where: 

(i)  "Allowances  held  after 
deduction^'  is  the  amoimt  of 
allowances  held  in  the  unit's 
compliance  subaccount  after  deductions 
were  made  under  §  73.35(b)  of  this 
chapter  based  on  the  annual  compliance 
certification  report. 

(ii)  "Excess  emission"  is  the  amoimt 
(if  any)  of  excess  emissions  determined 
under  §  73.35(b)  for  the  calendar  year 
based  on  the  annual  compliance 
certification  report. 

(iii)  "Allowances  credited"  is  the 
amoimt  of  allowances  calculated  under 
paragraph  (b)(4)  of  this  section. 

(iv)  "Allowances  deducted"  is  the 
amount  of  allowances  calculated  under 
paragraph  (b)(5)  of  this  section. 

(v)  If  the  result  of  the  formula  for 
"adjusted  amount  of  allowances"  is 
negative,  the  absolute  value  of  the  result 
constitutes  excess  emissions  of  sulfur 
dioxide.  If  the  result  is  positive,  there 
are  no  excess  emissions  of  sulfur 
dioxide. 

(7)  If  the  amoimt  of  excess  emissions 
of  sulfur  dioxide  calculated  under 
paragraph  (b)(6)  of  this  section  differs 
bom  the  amoimt  of  excess  emissions  of 
sulfur  dioxide  determined  under 

§  73.35(b)  of  this  chapter  based  on  the 
annual  compliance  certification  report, 
then  the  designated  representative  shall 
include  in  the  confirmation  report  a 
demonstration  of:  the  number  of 
allowances  that  should  be  deducted  to 
offset  any  increase  in  excess  emissions 
or  returned  to  account  for  any  decrease 
in  excess  emissions;  and  the  amount  of 
the  excess  emissions  penalty  (excluding 
interest)  that  should  be  paid  or  returned 
to  account  for  the  change  in  excess 
emissions.  The  Administrator  mil 
deduct  immediately  bom  the  unit's 
compliance  subaccount  the  amount  of 
allowances  that  he  or  she  determines  is 
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necessary  to  ofEset  any  increase  in 
excess  emissions  or  will  return 
immediately  to  the  unit's  compliance 
subaccount  the  amount  of  allowances 
that  be  or  she  determines  is  necessary 
to  account  for  any  decrease  in  excess 
emissions.  The  designated 
representative  may  identify  the  serial 
numbers  of  the  allowances  to  be 
deducted  or  returned.  In  the  absence  of 
such  identification,  the  deduction  will 
be  on  a  first-in,  first-out  basis  under 
§  73.35(cM2)  of  this  chapter  and  the 
return  wiU  be  at  the  Administrator's 
discretion. 

(8)  If  the  designated  representative  of 
a  imit  fails  to  submit  on  a  timely  basis 
a  confirmation  report  (in  accordance 
with  paragraph  (b)  of  this  section)  with 
regard  to  the  estimate  of  expected 
kilowatt  hour  savings  or  improvement 
in  heat  rate  from  any  energy 
conservation  or  improved  unit 
efficiency  meas\ire  under  the  reduced 
utilization  plan,  then  the  Administrator 
will  reject  such  estimate  and  correct  it 
to  equal  zero  in  the  unit's  annual 
compliance  certification  report  that 
includes  that  estimate.  The 
Administrator  will  deduct  immediately, 
on  a  Grst-in,  first-out  basis  under 
§  73.35(c)(2]  of  this  chapter,  the  amotmt 
of  allowances  that  he  or  she  determines 
is  necessary  to  offset  any  increase  in 
excess  emissions  of  sulfur  dioxide  that 
results  from  the  correction  and  require 
the  owners  and  operators  to  pay  an 
excess  emission  penalty  in  accordance 
with  part  77  of  this  chapter. 

§72.92    Phaa*  I  unit  aNowanoa  aurrendaf . 
(a)  Annuo/  Compliance  Certification 
Report.  If  a  Phase  I  unit's  adjusted 
utiUzation  for  the  calendar  year  under 
§  72.91(a)  is  greater  than  zero,  then  the 
designated  representative  shall  include 
in  the  annual  compliance  certification 
report  the  following  elements: 

(1)  The  number  of  allowances  that 
shall  be  surrendered  for  adjusted 
utihzation  using  the  formula  in 
paragraph  (c)  of  this  section  and  the 
calculations  that  were  performed  to 
obtain  that  numbw. 

(2)  Identification  of  the  amounts  of 
adjusted  utilization  that  were  caused  by 
a  dispatch-system-wide  decline  in  sales, 
a  forced  outage  at  the  unit,  or  economic 
dispatching  in  accordance  with 
§72.43(0)^1). 

(3)  If  tha  unit  experienced  a  forced 
outage  during  the  year  that  is  used  to 
account  for  aoy  adjusted  utihzation  of 
the  unit  under  paragraph  (a)(2)  of  this 
section  or  if  tha  unit  is  currently 
experiencing  a  forced  outage  that  is 
expected  to  last  kMigar  then  4  months: 

U)  A  statement  spediying  the  event 
•hat  caused  the  forced  outa§e; 


(ii)  The  amoimt  of  adjusted  utilization 
attributable  to  the  forced  outage  (in 
mmBtu  and  Kwh).  if  any; 

(iii)  The  duration  or  expjected 
duration  of  the  forced  outage; 

(iv)  If  the  unit  has  not  been  returned 
to  normal  service,  the  expected  date  on 
which  the  unit  will  be  returned  to 
normal  service;  and 

(v)  A  demonstration  of  the  measures 
taken  by  the  owners  and  operators  to 
restore  the  unit  to  normal  service  as 
expeditiously  as  practicable,  including 
any  measiu^s  taken  to  prevent  any 
similar  forced  outage  in  the  future. 

(b)  Other  Submissions. 

(1)  If  a  Phase  I  unit  experienced  a 
force  outage  during  the  calendar  year 
that  will  cause  the  imit  to  shut  down 
permanently  and  shift  generation  to  any 
unit  that  wmild  not  otherwise  be 
afiiacted  during  Phase  I,  the  designated 
representative  shall  submit  to  the 
Administrator  within  60  days  of  the 
determination  to  shut  down  the  unit 
permanently: 

(i)  A  reduced  utilization  plan  that 
designates  one  or  more  compensating 
units  to  which  the  unit  will  shift 
generation:  or 

(ii)  A  certification,  from  an 
independent  auditor  or  a  utility 
regulatory  authority  with  ratemaking 
jurisdiction  over  any  owner  of  tha  unit 
and  over  rates  reflecting  any  capital  or 
operating  costs  of  the  unit,  that  it  is  not 
possible  to  restore  the  unit  to  service  at 
a  reasonable  cost. 

(2)(i)  If  any  Phase  I  \mit  in  a  dispatch 
system  is  governed  during  the  calendar 
year  by  an  approved  reduced  utiUzation 
plan  relying  on  sulfur-free  generation, 
then  the  designated  representatives  of 
all  affected  units  in  such  dispatch 
system  shall  jointly  submit,  within  60 
days  of  the  end  of  the  calendar  year,  a 
dispatch  system  data  report  that 
includes  the  following  elements  in  a 
formatprescribed  by  the  Administrator: 

(A)  Tne  name  of  tne  dispatch  system 
as  reported  under  §  72.33; 

(B)  The  calculation  of  "percentage 
diange  in  dispatdi  system  sales"  luder 
§72.91(a)(3)(iii)(C); 

(C)  A  certification  that  each 
designated  representative  will  use  this 
figure,  as  appropriate,  in  its  annual 
compliance  certification  report  and  will 
submit  upon  request  the  data  supporting 
the  caKnilaUon;  and 

(D)  The  signatures  of  all  the 
design^ed  representatives. 

(iiTif  any  Pnase  I  unit  in  a  dispatch 

Ssftem  has  adjusted  utihzation  greater 
an  zero  for  the  calendar  year,  then  the 
dael^ated  representatives  of  all  Phase  I 
units  in  such  dispatch  system  diall 
jointly  submit  within  60  dajrs  of  the 
end  cif  the  calendar  year,  a  dispatdi 


system  data  report  that  includes  the 
following  elements  in  a  format 
prescribed  by  the  Administrator: 

(A)  The  name  of  the  dispatch  system 
as  reported  under  §  72.33; 

(B)  The  calculation  of  "percentage 
diange  in  dispatdi  system  sales"  under 
§72.91(a)(3)(iii)(C); 

(C)  The  calculation  of  "dispatch 
system  adjusted  utilization"  under 
paragraph  (c)(2)(i)  of  this  section: 

(D)  The  calcidation  of  "dispatch 
system  aggregate  baseline"  under 
paragraph  (c)(2)(ii)  of  this  section; 

(E)  The  calculation  of  "fraction  of 
generation  within  dispatch  system" 
under  paragraph  (c)(2)(v)(A)  of  this 
section; 

(F)  The  calculation  of  "dispatch 
system  emissions  rate"  under  paragraph 
(c)(2)(v)(C)  of  this  section; 

(G)  A  certification  that  each 
designated  representative  will  use  these 
figures,  as  appropriate,  in  its  annual 
compliance  certification  report  and  will 
submit  upon  request  the  data  supporting 
these  calculations;  and 

(H)  The  signatures  of  all  the 
designated  representatives. 

(c)  Allowance  Surrender  Formula.  (1) 
As  provided  under  the  allowance 
surrender  formula  in  paragraph  (c)(2)  of 
this  section: 

(i)  Allowances  are  not  surrendered  for 
deduction  for  the  portion  of  adjusted 
utilization  accounted  for  by: 

(A)  Shifts  in  generation  from  the  unit 
to  other  Phase  I  units; 

(B)  A  dispatch-system-wide  sales 
decline; 

(C)  Plan  reductions  under  a  reduced 
utiUzation  plan  as  calculated  under 
§72.91;  and 

(D)  Foreign  generation. 

(ii)  AUowances  are  surrendered  for 
deduction  for  the  portion  of  adjusted 
utilization  that  is  not  accounted  for 
undwoaragraph  (cKl)(i)  of  this  section. 

(2)  Tlie  designated  representative 
shall  surrender  for  deduction  the 
number  of  allowances  calculated  using 
the  following  formula: 

AlIowBDces  suirendered  « (dispatdi  system 
adjusted  utilization  ■*■  (dispatdi  system 
aggregate  basetina  x  percentage  diange 
in  dispatch  system  sales))  x  unit's  share 
X  amissions  rate  ♦  2000  Iba/ton. 

If  the  resuh  of  the  formula  for 
"aUowances  surrendered"  is  less  than  or 
equal  to  zero,  then  no  allowances  are 
surrendered. 

(i)  Calculating  IXspatch  System 
Adjusted  Utilixation.  "Dispatdi  system 
adjusted  utiUzation"  (in  mmBtu)  is  tha 
sum  of  the  adjusted  utiUzation  under 
§  72.91(a)  for  aU  Phase  I  units  in  the 
dispatdi  system.  If  "dispatch  system 
adjusted  utiHzstion"  is  less  than  or 


w 
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equal  to  zero,  then  no  allowances  are 
surrendered  by  any  unit  in  that  dispatch 
system. 

(ii)  Calculating  Dispatch  System 
Agg^gate  Baseline.  "Dispatdi  system 
aggregate  baseline"  is  the  sum  of  the 
baselines  (as  defined  in  §  72.2  of  this 
chapter)  for  all  Phase  I  units  in  the 
dispatch  system. 

(iii)  Calculating  Percentage  Change  in 
Dispatch  System  Sales.  "Percentage 
change  in  dispatch  system  sales"  is  the 
"percentage  diange  in  dispatch  system 
sales"  under  §  72.91  (a)(3)(iii)(C): 
provided  that  if  result  of  the  formula  in 
§  72  91(a)(3)(iii)(C)  is  greater  than  or 
equal  to  zero,  the  value  shall  be  treated 
as  rero  only  for  purposes  of  paragraph 
(c)(2)  of  this  section.   ' 

(iv)  Calculating  Unit's  Share.  "Unit's 
share"  is  the  unit's  adjusted  utilization 
divided  by  the  sum  of  the  adjusted 
utilization  for  all  Phase  I  units  within 
the  dispatch  system  that  have  adjusted 
utilization  of  greater  than  zero  and  is 
calculated  as  follows: 


Unit's  share- 


(/. 


m 


where: 

(A)  Uuoii  =  the  unit's  adjusted  utilization  for 
the  calendar  year; 

(B)  U,  =  the  adjusted  utilization  of  a  Phase 

I  unit  in  the  dispatch  system  for  the 
calendar  year;  and 
tC)  m  =  ail  Phase  I  units  in  the  dispatch 
system  having  an  adjusted.utilization 
greater  than  0  for  the  calendar  year. 

(v)  Calculating  Emissions  Rate. 
"Dnnissicns  rate"  (in  Ibs./mmBtu)  is  the 
weighted  average  emissions  rate  for 
sulhir  dioxide  of  all  units,  within  and 
outside  the  dispatch  system,  that 
contributed  to  the  dispatch  system's 
electrical  output  for  the  year,  calculated 
85  follows: 

Emissions  rate  =  (fraction  of  generation 
within  dispatch  system  x  dispatch 
system  emissions  rate)  ■¥  [fraction  of 
generation  outside  dispiatcb  system  x 
fraction  of  non-Phase  I  and  non-foreign 
generation  in  NERC  region  x  NERC 
region  average  emissions  rate) 

where: 

(A)  "Fraction  of  generation  within 
dispatch  system"  is  the  fraction  of  the 
dispatch  system's  total  sales  accounted 
for  by  generation  from  units  within  the 
dispatch  system.  This  term  equals  the 
total  generation  (in  Kwh)  by  all  units 
and  generators  within  the  dispatch 
system  for  the  calendar  year  divided  by 


the  total  sales  (in  Kwh)  by  the  dispatch 
system  for  the  calendar  year. 

(B)  "Fraction  of  generation  outside 
dispatch  system"  =  1  -  fraction  of 
generation  within  dispatch  system. 

(C)  "Dispatch  system  emissions  rate" 
is  the  weighted  average  rate  (in  lbs/ 
mmBtu)  for  the  dispatch  system 
calculated  as  follows: 

Eh^tch  system  emissions  rate  = 

l-l  l>l 

where: 


8< 


a  Phase  D  unit's  utilization  for  the 

calendar  year 
rt  =  a  Phase  II  unit's  emission  rate, 

determined  in  accordance  with  part  75  of 

this  chapter,  for  the  calendar  year 
k  =  numl>er  of  Phase  II  units  in  the  dispatch 

system 

(D)  "Fraction  of  non-Phase  I  and  non- 
foreign  generation  in  NERC  region"  is 
the  portion  of  the  NERC  region's  total 
sales  generated  by  units  other  than 
Phase  I  units  or  foreign  sources  in  the 
unit's  NERC  region  in  1985,  as  set  forth 
in  Table  1  of  this  section. 

(E)  "NERC  region  average  emissions 
rate"  is  the  weighted  average  emissions 
rate  (in  Ibs/mmBtu)  for  the  unit's  NERC 
region  in  1985,  as  set  forth  in  Table  1 
of  this  section. 

Table  1.— NERC  Regkdn  GENERATtON 
AND  Emissions  Rate  in  1965 


NERC  regioo 


WSCC  . 

SPP 

SERC  .. 
NPCC  .. 
MAPP  .. 
MAIN  ... 
MAAC  .. 
ERCOT 
ECAR  .. 


Fraction  ol 
non-phase  I 
andnoo-lw- 
elgngeoera- 
tlon  In 
NERC  re- 
gion 


1.000 
O.MO 
0.662 
0.864 
0.946 
0.577 
0683 
1.000 
0541 


NERC 
weighed 
average 

emissions 
rale  (IV 
mmBtu) 


0.466 
0.647 
1.315 
1058 
1.171 
1495 
1.599 
0491 
1564 


S  72.93    UnlU  with  Phasa  I  axtvosion  plana. 

Annual  Compliance  Certification 
Report.  The  designated  representative 
for  a  control  unit  governed  by  a  Phase 
I  extension  plan  shall  include  in  the 
unit's  annual  compliance  certi^cation 
report  for  calendar  year  1997,  the  start- 
up test  results  upon  which  the  vendor 
is  released  from  liability  under  the 
vendor  certification  of  guaranteed  sulfur 
dioxide  removal  efficiency  under 
§72.42(C)(12). 

S  72.94    Unit*  with  repowering  txtenalon 
plana. 

(a)  Design  and  Engineering  and 
Contract  Requirements.  No  later  than 


January  1,  2000,  the  designated 
representative  of  a  unit  governed  by  an 
approved  repowering  plan  shall  submit 
to  the  Administrator  and  the  permitting 
authority: 

(1)  Satisfactory  documentation  of  a 
preliminary  design  and  engineering 
effort. 

(2)  A  binding  letter  agreement  for  the 
executed  and  binding  contract  (or  for 
each  in  a  series  of  executed  and  binding 
contracts)  for  the  majority  of  the 
equipment  to  repower  the  unit  using  the 
technology  conditionally  approved  by 
the  Administrator  under  §  72.44(d)(3). 

(3)  The  letter  agreement  under 
paragraph  (a)(2)  of  this  section  shall  be 
signed  and  dated  by  each  party  and 
specify: 

(i)  Ine  parties  to  the  contract; 

(ii)  The  date  each  party  executed  the 
contract; 

(iii)  The  unit  to  which  the  contract 
«pplies; 

(iv)  A  brief  list  identifying  each 
provision  of  the  contract; 

(v)  Any  dates  to  which  the  parties 
agree,  including  construction 
completion  date; 

(vi)  The  total  dollar  amount  of  the 
contract;  and 

(vii)  A  statement  that  a  copy  of  the 
contract  is  on  site  at  the  soiuce  and  will 
be  submitted  upon  written  request  of 
the  Administrator  or  the  permitting 
authority. 

(b)  Removal  From  Operation  to 
Repower.  The  designated  representative 
of  a  unit  governed  by  an  approved 
repowering  plan  shall  notify  the 
Administrator  in  writing  at  least  60  days 
in  advance  of  the  date  on  which  the 
existing  unit  is  to  be  removed  from 
operation  so  that  the  qualified 
repowering  technology  can  be  installed, 
or  is  to  be  replaced  by  another  unit  with 
the  qualified  repowering  technology,  in 
accordance  with  the  plan. 

(c)  Commencement  of  Operation.  Not 
later  than  60  days  after  the  units 
repowered  under  an  approved 
repowering  plan  commences  operation 
at  full  load,  the  designated 
representative  of  the  unit  shall  submit  a 
report  comparing  the  actual  hourly 
emissions  and  percent  removal  of  each 
pollutant  controlled  at  the  unit  to  the 
actual  hourly  emissions  and  percent 
removal  at  the  existing  unit  under  the 
plan  prior  to  repowering,  determined  in 
accordance  with  part  75  of  this  chapter. 

(d)  Decision  to  Terminate.  If  at  any 
time  before  the  end  of  the  repowering 
extension  the  owners  and  operators 
decide  to  terminate  good  faith  efforts  to 
design,  construct,  and  test  the  qualified 
repowering  technology  on  the  unit  to  be 
repowered  under  an  approved 
repowering  plan,  then  the  designated 
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representative  shall  submit  a  notice  to 
the  Administrator  by  the  earlier  of  the 
end  of  the  repowering  extension  or  a 
date  within  30  days  of  such  decision, 
stating  the  date  on  which  the  decision 
was  made. 

§  72.95    AJIowanc*  daduction  formuta. 

The  following  formula  shall  be  used 
to  determine  the  total  number  of 
allowances  to  be  deducted  for  the 
calendar  year  from  the  allowances  held 
in  an  affected  unit's  compUance 
subaccount  as  of  the  allowance  transfer 
deadline  applicable  to  that  year: 

Total  allowances  deducted=Tons  emitted  ■*■ 

Allowances  surrendered  for 

underutilization-f  Allowances  deducted 

for  Phase  I  extensions 
wherp: 

(a)  "Tons  emitted"  is  the  total  tons  of 
sulfur  dioxide  emitted  by  the  unit 
during  the  calendar  year,  as  reported  in 
accordance  with  part  75  of  this  chapter. 

(b)  "Allowances  surrendered  for 
underutilization"  is  the  total  niunber  of 
allowances  calculated  in  accordance 
with  §  72.92  (a)  and  (c). 

(c)  "Allowances  deducted  for  Phase  I 
extensions"  is  the  total  number  of 
allowances  calculated  in  accordance 
with§72.42(f)(l)(i). 

§  72.96    Administrator'*  action  on 
compliance  certifications. 

(a)  The  Administrator  may  rtview. 
and  conduct  independent  audits 
concerning,  any  compliance 
certification  and  any  other  submission 
under  the  Acid  Rain  Program  and  make 
appropriate  adjustments  of  the 


information  in  the  compliance 
certifications  and  other  submissions, 
(b)  The  Administrator  may  deduct 
allowances  from  or  return  allowances  to 
a  imit's  Allowance  Tracking  System 
account  in  accordance  with  part  73  of 
this  chapter  based  on  the  information  in 
the  comphance  certifications  and  other 
submissions,  as  adjusted. 

Appendix  A  to  Part  72— Mathodology  for 
Annualization  of  Emissions  Limits 

For  the  purposes  of  the  Acid  Rain  Program, 
1985  emissions  limits  must  be  expressed  in 
pounds  of  SO]  per  million  British  Thermal 
Unit  of  heat  input  (Ib/mmBtu)  and  expressed 
on  an  annual  basis. 

Annualization  factors  are  used  to  develop 
annual  equivalent  SO2  limits  as  required  by 
§  402(18)  of  the  CAA.  Many  emission  limits 
are  enforced  on  a  shorter  term  liasis  (or 
averaging  period)  than  annually.  Because  of 
the  variability  of  sulfur  in  coal  and,  in  some 
cases,  scrubber  performance,  meeting  a 
particular  limit  with  an  averaging  period  of 
less  than  a  year  and  at  a  specified  statutory 
emissions  level  would  require  a  lower  annual 
average  SO2  emission  rate  (or  annual 
equivalent  SO2  limit)  than  would  the  shorter 
temi  statutory  limit.  EPA  has  selected  a 
compliance  level  of  one  exceedance  per  10 
years.  For  example,  an  SO3  emission  limit  of 
1.2  Ibs/MMBtu,  enforced  for  a  scrubbed  unit 
over  a  7-day  averaging  period,  would  result 
in  an  annualized  SO2  emission  limit  of  1.16 
Ibs/MMBtu.  In  general,  the  shorter  the  . 
averaging  period,  the  lower  the  annual 
equivalent  would  t>e.  Thus,  the  annualization 
of  limits  is  established  by  multiplying  each 
federally  enforceable  limit  by  an 
annualization  factor  that  is  determined  by  the 
averaging  period  and  whether  or  not  it's  a 
scrul>bed  unit. 


Table  A-1.— SO2  Emisson  Averaging 

PERIOOS  AND  At4NUAUZAT»0N  FACTORS 


Annualzadon  tador 

OsRnNfon 

Soubbad 

unacnititMd 

Unit 

UnK 

OWgat  unll 

<-1  day  

1  wssk            

1.00 
0.93 
0.97 
1.00 
1.00 
1.00 
0.93 
0.93 

1.00 

1.00 
0.89 
0.92 

X  day*  „        

90  days _.    —    — 

1  year 

Not  speciflad  ...     _    .-*..- 

At  all  timas 

Goal  unit:  No  Federal  NmN 

0.96 
1.00 
1.00 
039 
0.89 

1.00 

Appendix  B  to  Part  72— Methodology  for 
Convaision  of  Emissions  Limits 

For  the  pxirposes  of  tiie  Acid  Rain  Program, 
all  emissions  limits  must  he  expressed  in 
pounds  of  SOi  per  million  British  Thermal 
Unit  of  heat  input  (IWmmBtu). 

The  factor  for  converting  pounds  of  sulfur 
to  pounds  of  SOi  is  based  on  the  molecular 
weights  of  sulfur  (32)  and  SQj  (64).  Limits 
expressed  as  percentage  of  sulfur  or  parts  per 
million  (ppm)  depend  on  the  energy  content 
of  the  fuel  and  thus  may  vary,  depending  on 
several  factors  such  as  fuel  heat  content  and 
atmospheric  conditions.  Generic  conversions 
for  these  limits  are  based  on  the  assimied 
average  energy  contents  listed  in  Table  A-2. 
In  addition,  limits  in  ppm  vary  with  boiler 
operation  (eg.,  load  and  excess  air);  generic 
conversions  for  these  limits  assume, 
conservatively,  very  low  excess  air.  The 
remaining  factors  are  based  on  site-specific 
heat  rates  and  capacities  to  develop 
conversions  for  Btu  per  hour.  Standard 
conversion  factors  for  residual  oil  are  42  gal/ 
bbl  and  7.88  lbs/gal. 


Table  B-1  .—Conversion  Factors 

[Emission  KmRs  convened  lo  lbs  SO^MMBtu  by  multiplying  as  below] 


Plant  hiel  type 


Unit  measuremani 


Bituminous 
coal 


Subbltumlnous 
coiri 


Ugnfte 
coal 


Oil 


U«su«u.^M8tu  ™.. - -..- -.™... . ^0  W  ^0  ^0 

S^r" '^ • ■::::z:::::::zir:zi:=:     ooiS      o.o(S  .J.^.     o.o(iS 

'T"'  **-'J  - 0.00334 

IJ»  Soi^f .. ..'""■■■"■■••"■"""^  ^  ■000/(HEATRATE'SUMNDCAP'capaclty  lactor) ' 

"  ST »J3e!^e>nWTE^  »•  gmr«of  nx  ful  to«J  h««  r«»  rspoHM  on  Form  ElV«eO  and  "SUMNOCAP"  k  m*  Mmmar  nat  d«)WX5aW»  captmtf  of  tw  gwwtor  {h  WW*)  M 
raponad  on  Fomt  ElA  660. 


UMI 
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Table  B-2.— Assumed  Average  Energy 
Contents 


Fuatlyp* 


BAumlnous  Coat 

SubbttuminousCotf 

Upnito  Coal 

I  Od 


AMsrags  heat  oon- 


24MMBki/lon. 
ISMMBluAon. 
UMMBtWtan. 
e^MMBtVbbl. 


Appendix  C  to  Pact  72— Actual  1989  Yeariy 
SOz  Eminioaa  CaiculatioD 

The  equation  used  to  calculate  the  yearly 
SCh  emissiou  (S02)  is  as  foUovra: 

S02  =  (coal  SO2  emissions)  ■*■  (oil  SO2 
emissions)  (in  tons) 

If  gas  is  the  only  fuel,  gas  emissions  are 
dvbulted  to  0. 

Bich  fiiel  type  SO2  emissions  is  calculated 
on  a  yearly  l»sis,  using  the  equation: 

fuel  SO2  emissions  (in  tons)  =  (yrly  wtd.  av. 
fuel  sulftir  %)  X  (AP-42  fact.)  x  (1-scrb. 

IefHc.  %/100)  X  (units  conver.  fact)  x 
(yearly  fuel  burned) 

For  coal,  the  yearly  fuel  bumed  is  in  tons/ 
yr  and  the  AP-42  fector  (which  accounts  for 
the  ash  retention  of  sulfur  in  coal),  in  lbs  SO2 
ton  coal,  is  by  coal  type: 


Coat  type 

AfM2  factor 

Bluininous.  anthracila 

SutJtxtumlnous 

Ugnile _ _.. 

35 
30 

For  oil,  the  yearly  fuel  bumed  is  in  gal/yr. 
If  it  is  in  bbl/yr,  convert  using  42  gal/bbl  oil. 
The  AP-42  factor  (which  accounts  for  the  oil 
dVBsity),  in  lbs  SOj/thousand  gal  oil,  is  by  oil 


tjjpe: 


OHyoe 

AP-42  factor 

OMttale  (light)  

RaaUual  (heavy) 

142t>s/1,000gal 
157 

For  all  fuel,  the  units  conversion  fector  is 
1  ton/2000  lbs. 

2.  The  autluHity  citation  for  part  73 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  7651. 

3.  Part  73  is  amended  by  revising 
subpart  A  end  by  adding  subparts  B 
through  D  to  reaid  as  follows: 


FART  73--ALLOWANCE  SYSTEM 

Subpart  A    Background  and  Summary 

S«c. 

73.1  Purpose  and  scope. 

73.2  Applicability. 

73.3  General. 

suopart  B~~Aiiowanoa  AHocationa 

73.10    Initial  allocations  for  Phase  I. 
73.25    nan  I  extension  reserve. 
73.27    Special  allowance  reserve. 

Subpart  C— Allowanoa  Tracking  Syalam 

73.30  Allowance  tracking  system  accounts. 

73.31  Establishment  of  accounts. 

73.32  Allowance  account  contents. 

73.33  Authorized  account  representative. 

73.34  Recordation  in  accounts. 

73.35  Compliance. 

73.36  Banking. 

73.37  Account  error  and  dispute  resolution. 

73.38  Closing  of  accounts. 

Subpart  D— Altowanca  Tranafara 

73.50  Scope  and  submission  of  transfers. 

73.51  Prohibition. 

73.52  EPA  recordation. 

73.53  Notification. 

Subpart  A — Background  ar>d  Summary 

S73.t    Purpoaa  and  acopa. 

The  purpose  of  this  Part  is  to  establish 
the  requirements  and  procedures  for  the 
following: 

(a)  The  allocation  of  sulfur  dioxide 
emissions  allowances; 

(b)  The  tracking,  holding,  and  transfer 
of  allowances; 

(c)  The  deduction  of  allowances  for 
pioposes  of  compliance  and  for 
purposes  of  offsetting  excess  emissions 
pursuant  to  parts  72  and  77  of  this 
chaptw; 

(d)  The  sale  of  allowances  through 
EPA-sponsored  auctions  and  a  direct 
sale,  including  the  independent  power 
producers  written  guarantee  program; 
and 

(e)  The  application  for,  and 
distrUiution  of,  allowances  from  the 
Conservation  and  Renewable  Energy 
Reserve. 

173^    AppHcabilHy. 

The  following  parties  shall  be  subject 
to  the  jBDvisions  of  this  Part: 


(a)  Owners,  operators,  and  designated 
reurusuiitutivus  of  affected  sources  and 
affected  units  pursuant  to  §  72.6  of  this 
diapter; 

Cb)  Any  new  independent  power 
producer  as  defined  in  section  416  of 
the  Act  and  §  72.2  of  this  chapter, 
except  as  provided  in  section  405(gH6) 
of  the  Act; 

(c)  Any  owner  of  an  affected  unit  who 
may  apply  to  receive  allowances  under 
the  Energy  Conservation  and  Renewable 
Energy  Reserve  Program  established  in 
accordance  with  section  404(f)  of  the 
Act: 

(d)  Any  small  diesel  refinery  as 
defined  in  §  72.2  of  this  chapter,  and 

(e)  Any  other  person,  as  defined  in 
§  72.2  of  this  chapter,  who  chooses  to 
purchase,  hold,  or  transfier  allowances 
as  provided  in  section  403(b)  of  the  Art. 

§73.3    Ganaral. 

Part  72  of  this  chapter,  including 
§§  72.2  (definitions),  72.3 
(measurements,  abbreviations,  and 
acronyms),  72.4  (Federal  authority),  72.5 
(State  authority),  72.6  (applicability), 
72.7  (new  units  exemption),  72.8 
(retired  unit  exemption),  72.9  (standard 
requirements),  72.10  (availability  of 
information),  and  72.11  (computation  of 
time)  of  part  72,  subpart  A  of  this 
chapter,  shall  apply  to  this  part.  The 
procedures  for  appeals  of  decisions  of 
the  Administrator  under  this  part  are 
contained  in  part  78  of  this  chapter. 
Sections  73.3  (Definitions)  and  73.4 
(Deadlines),  which  were  previously 
published  with  subpart  E  of  this  part — 
"Auctions,  Direct  Sales,  and 
Independent  Power  Producers  Written 
Guarantee",  are  codified  at  §§  72.2  and 
72.12  of  this  chapter,  respectively. 

Subpart  B— Allowance  Allocationa 

§73.10    Initial  alkx^ationa  for  Phaaa  L 

(a)  Phase  I  Allowances.  The 
Administrator  will  allocate  allowances 
to  the  unit  account  for  each  unit  listed  ^ 
in  Table  1  of  this  section  in  the  amount 
listed  in  Column  A  to  be  held  in  each 
future  year  subaccount  for  the  years 
1995  through  1999. 


Tabl£  1.— P(K>posed  Phase  I  Allowance  Auocations 


State  name 


Plant  name 


Bolter 


Cotunm  A  final 

phase  1  allo- 

cadon 


ColumnB 

auction  and 

sales  ra- 

■enre 


Alabama 


CotMit 


E.C.  Gaston 


13213 
14907 
14995 
15005 
36202 
17824 
18062 
17828 


357 
403 
405 
405 
978 
476 
488 
482 


VOL 


I  SS 


1993 


UMI 


Table  i.— Proposed  Phase  I  Allowance  Auocations— Continued 

:>)lumnAnnal 

coiumnB 
auction  aivl 

Stata  nam« 

Ptontnama 

Boitar 

phase  1  atio- 
cation 

salasra- 
sana 

4 
5 

18773 
58265 

507 
1575 



B*B«id 

9601 

27662 
26387 
26036 

748 
713 
704 

fio»td»  - — 



■ 

BB02 
BB03 

• 

CrM  ....„ 

B 

18695 

505 

7 

30846 

834 

Bo«Mn  

IBLR 
2BLR 

54838 
53329 

1482 

G«org«  

*. « - 

1441 

38LR 

69862 

1888 

4BLR 

69852 

^888 

' 

Hammond  

1 
2 

8549 
8977 

231 
243 

* 

3 

8676 

234 

4 

36660 

990 

. 

iat^  luk:DonoiJOh     

MB1 
MB2 

19386 
20058 

524 

542 

' 

Wantiay           

1 
2 

68908 
63708 

1862 

1722 

• 

Yatss                     

YIBR 
YZBR 

7020 
6855 

190 

185 

Y3Bn 

6787 

183 

Y4Bfl 

8676 

234 

Y58H 

9162 

246 

Y6BR 

24108 

652 

Y7Bn 

20915 

565 

BaWtiHn 

1 

46052 
48695 
46644 

1245 
1316 
1261 

2 
3 

Coftaan         

01 
0? 

12925 
30102 

3«9 

1057 

Grand  Tbwaf ■■^^■— 

09 

6479 

175 

Hann«}in     

2 

1 
2 

20182 
12259 
10487 

545 

j/vioa  Steam    

331 

283 

3 

11947 

323 

4 

11061 

299 

5 

11119 

301 

e 

10341 

279 

Kincatd    

1 

2 

34565 
37063 

934 

1002 

Meredosla 

05 
2 

7 

15227 

9735 

12256 

411 

Vemttlion     

263 

BaiMy 

331 

India  " 

rm   

Braad 

8 
1 
1 
2 

17134 
20280 
36581 
37415 

463 
548 

Cavuoa         

989 

1011 

Cliftv  Craak        

1 
2 

19620 
19289 

530 

521 

3 

19873 

537 

4 

19552 

528 

5 

16851 

500 

e 

19844 

536 

ElmafW.  Stout  

50 
60 
70 

4253 

5229 

25883 

115 
141 
699 

. 

F.B.  Culley 

2 

4703 

127 

3 

18603 

503 

Frank  E.  Ratts 

1S61 

9131 

247 

2SG1 

9296 

251 

Qi{)9on      , 

1 

2 

44288 
44956 

1197 

1215 

3 

45033 

1217 

4 

44200 

1195 

H.T.  PrtcfairJ  

6 

6325 

171 

Mlchican  Crfv    

.12 

2556! 

661 

PetarstNirg 

1 
2 

18011 

35496 

467 

959 

R  Galtaoher  

1 

7115 

192 

2 

7980 

216 

3 

7158 

193 

4 

'   838C 

227 

TannAis  CrftAk     

U4 

2720J 

1                   735 

Watash  Rivar 

1 

438f 

.                   118 

2 

313! 

>                     85 

3 

4111 

1-1 

I 

5 

1                 402: 

1                   109 

1 

e 

1                1346S 

;              >>4i 

Himn  B 
liooand 

!i«S  r«- 
wrve 
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Slate  naai» 


507 
1575 
746 
713 
704 
505 
834 
1482 
1441 
1888 
1888 
231 
243 
234 
980 
524 
542 
1862 
1722 
190 
185 
183 
234 
248 
662 
565 
1245 
1316 
1261 
349 
1067 
175 
545 
331 
283 
323 
299 
301 
279 
934 
1002 
411 
263 
331 
463 
548 
989 
1011 
530 
521 
537 
528 
509 
536 
115 
141 
6W 
127 
503 
247 
251 
1197 
1215 
1217 
1195 
171 
681 
487 
959 
192 
216 
193 
227 
735 
118 
85 
1-1 
109 
>^ 


KaoMM  ... 
KMMucky 


Maiytand 


MicWgan 

MIfYiesota 


Mieaourt 


NawHampshim. 

Ham  Jeresy 

Htm  York 


Plant 


am 


Waiitck 

BmUnglon ........ 

Daa  Motnaa 

GaorgaNaal  „ 
MtNonLKapp  . 
PraMa  Creak... 

RIvarelda 

Quindaro 
Coiaman 


Coopar 

E.W.  Brown 

Elfnar  Smith 

Qhani 

Graan  Rivar 

H.L  Spurtock 

HMP&L  Statton  2 

Paradisa „ 

Shawnaa 

C.P.  Crana 

Chak  Point 

Morgantown 

J.H.  CampbeM  .... 

High  Brtdga 

Jack  Watson 

Asbury 

Jamee  Rivar .. 

LaBadia  ~ 

Montroaa 

^4«w  Madrid  

SWay 

SkMx 

Thoniaa  HW 

Manknack 

B.L  England 

Dunkbk  

GreanMga 

|yH|||(gn 

Northport  

Port  JaHareon 

Aahtabuia 

Avon  Laka 

Cardinal  

ConaavMa 


BoNer 


4 
1 

11 
1 
2 
4 
9 
2 
CI 
C2 
C3 
1 
2 
1 
2 
3 
1 
2 
1 
5 
1 

HI 
H2 
3 
10 
1 
2 
1 
2 
1 
^2 
1 
2 
6 
4 
S 
1 
5 
1 
2 
3 
4 
1 
2 
3 
1 
2 
3 
1 
2 
MB1 

1 

2 

1 

2 

3 

4 

6 

1 

2 

1 

2 

3 

3 

4 

7 

11 

12 

1 

2 

1 

2 

3 

4 

1 

2 

3 

4 


Cokjmn  Aflnal 

phaia  1  aRo- 

catk>n 


29577 

10428 

2250 

2S71 

13437 

7965 


4109 
10964 
12902 
12015 

72S4 
14917 

6823 
10623 
25413 

6348 
14031 
27862 

7814 
22161 
12988 
11966 
57613 

9902 
10058 

8987 
21333 
23690 
34332 
37467 
18773 
22453 

4158 
17439 
35734 
15764 

4722 
39055 
36718 
38249 
34994 

7196 

7984 

9824 
27497 
3162S 
15170 
21976 
23067 

9980 

9922 

21421 
8822 
11412 
12268 
13690 
7342 
10876 
12083 
19289 
23478 
2S783 
10194 
12006 


CokimnB 

aucttonand 

aaiaare- 

aarva 


799 
282 
61 
69 
363 
215 
106 
111 
296 
338 
325 
196 
403 
187 
287 
687 
172 
379 
748 
206 
596 
351 
324 

1557 
268 
272 
243 
577 
640 
928 

1013 
507 
607 
112 
471 
966 
426 
128 

1065 
902 

1061 
946 
194 
216 
266 
743 
855 
410 
504 
623 
270 
510 
268 
579 
238 
308 
332 
370 
198 
294 
327 
521 
634 
687 
276 
324 


18361 

486 

12771 

345 

33413 

903 

37S68 

1015 

42088 

1136 

4616 

12S 

6380 

145 

6029 

163 

53463 

1445 

8661 

231 

0471 

296 

10684 

287 

18606 

430 

3690  Ftderal  Ragbler 
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Table  1.— Proposed  Phase  I  Allowance  Auocations— Continued 


State  name 


EdgvMMr -.. 

QaaJ.M.  Gavin 

Kygar  Craah  — 


Miami  Fort. 


MuaMngum  Rivar 


Picway  

R.E.  Burger . 


Parawylvanla 


W.H.  Sammls . 


WaRer  C.  Beckiord 


Aimationg 


Brunner  Island 


ChenMck  .... 
Conemaugh 


Hatfield's  Feny 


5 
13 
1 
2 

1 

S 

9- 

4 

8 

$-1 

5-2 

e 

7 

1 

2 
3 

4   ' 

5 

1 

2 

9 

S 

6 

7 

8 

S 

6 

7 

5 

6 

1 

2 

1 

2 

3 

1 

1 

2 

1 

2 

3 

1 

2 


UMI 


CohimnAllnai 
ptaaalalo- 


CohimnB 


37349 

1009 

5536 

150 

86600 

2343 

86312 

2387 

16773 

507 

18072 

488 

17439 

471 

18218 

492 

18247 

493 

417 

11 

417 

11 

12475 

337 

42216 

1141 

16312 

441 

15533 

420 

15293 

413 

12914 

349 

44364 

1199 

7606 

206 

9975 

270 

5404 

146 

3371 

91 

3371 

91 

11818 

319 

13626 

368 

26496 

716 

43773 

1183 

47380 

1280 

9811 

266 

25235 

682 

14031 

379 

15024 

406 

27030 

730 

30282 

618 

52404 

1416 

38139 

1031 

58217 

1573 

64701 

1749 

36635 

995 

36338 

962 

39210 

1060 

12327 

333 

12483 

337 

5784 

156 

9961 

269 

10048 

272 

10048 

272 

13846 

374 

13700 

370 

8530 

230 

11149 

301 

14917 

403 

.16329 

441 

15258 

412 

84419 

2281 

92344 

2486 

17400 

470 

16855 

455 

19493 

527 

20701 

559 

7585 

205 

7351 

199 

7828 

212 

8189 

221 

7780 

210 

8023 

217 

7682 

208 

8744 

236 

8471 

229 

6894 

186 

11664 

316 

40496 

1094 

40116 

1064 

47341 

1279 

44936 

1214 

40408 

1092 

18247 

493 

18948 

512 

16832 

458 
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1009 

190 
2»IS 
tSKf 

807 

460 

471 

4oe 

403 
11 
11 

as7 

1141 

441 
420 
413 
349 
1199 
206 
270 
146 
01 
91 
319 
368 
716 
1183 
1280 
266 
682 
379 
406 
730 
818 
1416 
•  1031 
1573 
1749 
995 
982 
1060 
333 
337 
156 
269 
272 
272 
374 
370 
230 
301 
403 
441 
412 
2261 
2496 
470 
455 
527 
559 
206 
198 
212 
221 
210 
217 
200 
236 
229 
188 
316 
1094 
1084 
1279 
1214 
1092 
483 
512 
458 


Slate  name 


Wisconsin 


Ptantnafne 


MnchM 

M.T.  Stoun 

EdgswMtor 

Genoa »-... 

Nelson  Dewey  ... 

North  Oak  Creek 

Pulllam 

South  Oak  Creek 


BoNer 


Cotumn  Afinal 

phasel  aHo- 

catlon 


42823 

44312 

42570 

34644 

41314 

24009 

22103 

5852 

6504 

5063 

5005 

5229 

6154 

7312 

9416 

11723 

15754 

15375 


CotumnB 

auctkmand 

sales  m- 

secve 


1157 

1198 

1150 

836 

1116 
651 
567 
158 
176 
137 
135 
141 
166 
196 
254 
317 
426 
415 


(b)  (Reserved] 
f73.2S    Ph«M  I  •xtanslon  rMWV*. 

The  Administrator  will  initially 
allocate  3.5  million  allowances  to  the 
Phase  I  Extension  Reserve  account  of 
the  Allowance  Tracking  System. 
Allowances  from  this  Reserve  will  be 
allocated  to  units  under  §  72.42  of  this 
diapter.  Allowances  remaining  in  the 
Phase  I  Extension  Reserve  account 
following  allocation  of  all  extension 
allowances  under  §  72.42  of  this  chapter 
will  remain  in  the  Reserve. 

i  73.27    Special  allowance  raaarva. 

(a)  Establishment  of  Reserve.  (1)  The 
Administrator  will  allocate  150.000 
allowances  annually  for  calendar  years 
1995  through  1999  to  the  Auction 
Subaccoimt  of  the  Special  Allowance 
Reserve. 

(b)  Distribution  of  Proceeds.  Monetary 
proceeds  from  the  auctions  and  sales  of 
allowances  from  the  Special  Allowance 
Reserve  (under  subpart  E  of  this  part)  for 
use  in  calendar  years  1995  through  1999 
will  be  distributed  to  the  designated 
representative  of  the  unit  according  to 
the  following  equation: 

unit  proceeds=(Column  B  of  Table  1  of 
section  73.10/150.000)  x  total 
proceeds 

(c)  Reallocation  of  Allowances. 
Allowances  remaining  in  the  Special 
Allowance  Reserve  following  the  annual 
auctions  and  sales  (under  subpart  E  of 
this  part)  for  use  in  calendar  years  1995 
through  1999  will  be  reallocated  to  the 
unit's  Allowance  Tracking  System 
Account  according  to  the  following 
equation: 

unit  allowances  =  (Column  B  of  Table 
1  of  section  73.10/150.000)  x 
Allowances  remaining 


(d)  Calculation  Rounding.  All 
proceeds  under  this  section  shall  be 
distributed  as  whole  dollars.  All 
calculations  for  such  allowances  shall 
be  rounded  down  for  decimals  less  than 
.5  and  up  for  decimals  of  .5  or  greater. 

(e)  Achieving  Exact  Totals.  (1)  If  the 
sum  of  the  proceeds  to  be  distributed 
under  paragraph  (b)  of  this  section 
exceeds  the  total  proceeds  or  the 
allowances  to  be  reallocated  under 
paragraph  (c)  of  this  section  exceeds  the 
allowances  remaining,  then  the 
Administrator  will  withdraw  one  dollar 
or  allowance  from  each  unit,  beginning 
with  the  unit  receiving  the. largest 
number  of  dollars  or  allowances,  in 
descending  order,  until  the  distribution 
balances  with  the  proceeds  and  the 
reallocated  allowances  balance  with  the 
remaining  allowances. 

(2)  If  the  sum  of  the  proceeds  to  be 
distributed  under  paragraph  (b)  of  this 
section  is  less  than  the  total  proceeds  or 
the. allowances  to  be  reallocated  under 
paragraph  (c)  of  this  section  is  less  than 
the  allowances  remaining,  then  EPA 
will  distribute  one  dollar  or  allowance 
for  each  unit,  beginning  with  the  unit 
receiving  the  largest  number  of  dollars 
or  allowances,  in  descending  order, 
until  the  distribution  balances  with  the 
proceeds  and  the  reallocated  allowances 
balance  with  tlie  remaining  allowances. 

Subpart  C — Allowance  Tracking 
System 

§73.30    Allowanca  tracking  aystam 
accounts. 

(a)  Nature  and  function  of  unit 
accounts.  The  Administrator  will 
establish  accounts  for  all  affected  units 
pursuant  to  §  73.31  (a)  and  (b).  All 
allocations  of  allowances  pursuant  to 
subparts  B,  E,  and  F  of  this  part  and  part 
72  of  this  chapter,  transfers  of 


allowances  made  pursuant  to  subparts  C 
and  D,  and  deductions  of  allowances 
made  for  purposes  of  offsetting 
emissions  pursuant  to  §  73.35  (b)  and  (d) 
and  parts  72,  75,  and  77  of  this  chapter 
will  be  reordered  in  the  unit's 
Allowance  Tracking  System  account. 

(b)  Nature  and  function  of  general 
accounts.  Transfers  of  allowances  held 
for  any  person  other  than  an  affected 
unit,  made  pursuant  to  subparts  C.  D,  E. 
F.  and  G  of  this  part  will  be  recorded  in 
that  person's  Allowance  Tracking 
System  account  established  pursuant  to 
§  73.31(c). 

§  73.31    Eatabliahmant  o(  accounts. 

(a)  Existing  affected  units.  The 
Administrator  will  establish  an 
Allowance  Tracking  System  account 
and  allocate  allowances  for  each  unit 
that  is.  or  will  become,  an  existing 
affected  unit  pursuant  to  sections  404(a) 
or  405  of  the  Act  and  §  72.6  of  this 
chapter. 

(b)  New  units.  Upon  receipt  of  a 
complete  certificate  of  representation  for 
the  designated  representative  for  a  new 
unit  pursuant  to  part  72,  subpart  B  of 
this  chapter,  the  Administrator  will 
establish  an  Allowance  Tracking  System 
account  for  the  unit. 

(c)  General  accounts.  (1)  Any  person 
may  apply  to  op>en  an  Allowance 
Tracking  System  account  for  the 
purpose  of  holding  and  transferring 
allowances.  Such  application  shall  be 
submitted  to  the  Administrator  in  a 
format  to  be  specified  by  the 
Administrator  by  means  of  the  General 
Allowance  Account  Information  Form, 
or  by  providing  the  following 
information  in  a  similar  format: 

(i)  Name  and  title  of  the  authorized 
account  representative  and  alternate 


3692  Federal  Rgprter  /  Vol.  58.  No.  6  /  Monday.  January  11.  1993  /  Rules  and  Regulations 


authorized  account  representative  (if 
any)  pursuant  to  §  73.33; 

(ii)  Mailing  address,  telephone 
number  and  facsimile  transmission 
number  (if  any)  of  the  authorized 
account  representative  and  alternate 
authorized  account  representative  (if 

(iii)  Organization  or  company  name  lit 
applicable)  and  type  of  organization  (if 
applicable); 

(iv)  A  list  of  all  persons  subject  to  a 
binding  agreement  for  the  authorized 
account  repreeenlative  to  represent  their 
ownership  interest  with  respect  to  the 
allowances  held  in  the  general  account 
and  which  shall  be  amended  and 
resubmitted  within  30  days  foUowring 
any  transaction  giving  rise  to  any 
change  of  the  list  of  persons  subject  to 
the  binding  agreement; 

(v)  A  certification  statement  by  the 
authorized  account  representative  and 
alternate  authorized  account 
representative  (if  any)  that  reads  "I 
certify  that  I  was  selected  under  the 
tnrns  of  an  agreement  that  is  binding  on 
all  persons  who  have  an  ownership 
interest  Mrith  respect  to  allowances  held 
in  the  Allowance  Tracking  System 
account  I  certify  that  I  have  all 
necessary  authority  to  carry  out  my 
duties  and  responsibilities  on  behalf  of 
the  persons  with  an  ownership  interest 
and  that  they  shall  be  fully  bound  by  my 
actions,  inactions,  or  submissions  under 
40  CFR  part  73. 1  shall  abide  by  any 
fiduciary  responsibilities  assigned 
pursuant  to  the  binding  agreement.  I  am 
authorized  to  make  this  submission  on 
behalf  of  the  persons  with  an  ownership 
interest  for  whom  this  submission  is 
made.  I  certify  under  penalty  of  law  that 
I  have  personally  examined  and  am 
'amiliar  with  the  information  submitted 
n  this  document  and  all  its 
attachments.  Based  on  my  inquiry  of 
those  individuals  with  primary 
responsibility  for  obtaining  the 
information.  I  certify  that  the 
information  is  to  the  best  of  my 
knowledge  and  belief  true,  accurate,  and 
complete.  I  am  aware  that  there  are 
significant  penalties  for  submitting  false 
material  information,  or  omitting 
material  information,  including  the 
possibility  of  Rne  or  imprisonment  for 
violations."; 

(vi)  The  signature  of  the  authorized 
account  representative  and  the  alternate 
authorized  account  representative  (if 

any);  and 

(vii)  The  date  of  the  signature  of  the 
authorized  account  representative  and 
the  alternate  authorized  accoimt 
representative  (if  any). 

(2)  Upon  receipt  of  such  complete 
application,  the  Administrator  will 
establish  an  Allowance  Tracking  System 


account  for  the  person  or  persons 
identified  in  the  application. 

(3)  No  allowance  transfers  will  be 
recorded  for  a  general  account  until  the 
Administrator  has  established  the  new 
accoimt. 

(d)  Account  identification.  The 
Administrator  will  assign  a  unique 
identifying  number  to  each  account 
established  pursuant  to  this  section. 

|73^    AMowanoe  accovnt  eontsnts. 

Each  allowance  account  will  include, 
at  a  minimum,  the  following: 

(a)  The  name,  address,  telephone 
number  and  facsimile  transmission 
number,  if  any.  of  the  authorized 
account  representative;  and 

(1)  In  the  case  cf  a  unit  account,  a  list 
of  all  persons  identified  as  owners  of 
record  of  the  unit  in  §  72.25(a)(3)  of  this 
chapter,  or 

(2)  In  the  case  of  a  general  account,  a 
list  of  all  persons  subject  to  the  binding 
agreement  for  the  authorized  account 
representative  to  represent  their 
ownership  interest  with  respect  to 
allowances,  as  identified  in  accordance 
with  §73. 31(c); 

(b)  A  list  of  transfiers  of  allowances  to. 
and  from,  the  account,  including  the 
identity  of  the  transfarror  and  transferee 
accounts; 

(c)  In  the  case  of  a  unit  accoimt  for  an 
existing  affected  unit,  beginning  in 
1995.  a  compliance  subaccoimt; 

(d)  In  the  case  of  a  unit  account  for 
a  new  unit,  a  compliance  subaccount; 

(e)  In  the  case  of  a  general  account,  a 
current  year  subaccount; 

(0  Future  year  subaccounts  for  each  of 
the  30  calendar  years  following  the  later 
of  1995  or  the  current  calendar  year. 

(g)  In  the  case  of  a  unit  account,  the 
current  total  of  sulfur  dioxide  emissions 
in  tons  for  the  current  calendar  year  as 
reported  to  date  pursuant  to  part  75  of 
this  chapter. 

173.33    Aulhortaed  account  rapraeentalive. 

(a)  Following  the  establishment  of  an 
Allowance  Tracking  System  account,  all 
matters  pertaining  to  the  account, 
including,  but  not  limited  to,  the 
deduction  and  transfer  of  allowances  in 
the  account,  shall  be  undertaken  only  by 
the  authorized  account  representative. 

(b)  Authorized  account  representative 
identification.  The  Administrator  will 
assign  a  unique  identifying  number  to 
each  authorized  account  representative 
or  alterable  authorized  account 
representative  identified  pursuant  to 

§  73.31(c). 

(c)  Notification  of  parties  subject  to 
the  binding  agreement.  The  authorized 
account  representative  for  a  general 
account  shall  notify,  in  writing,  all 
persons  who  have  an  ownership  interest 


with  respect  to  the  allowances  held  in 
the  account  of  any  Acid  Rain  Program 
submission  required  by  this  part  or  in  a 
procedure  under  part  78  of  this  chapter, 
by  the  date  of  submission.  Each  person 
who  has  an  ownership  interest  with 
respect  to  the  allowances  held  in  the 
account  may  expressly  waive  his  or  her 
right  to  receive  such  notification. 

(d)  General  account  alternate 
authorized  account' representative.  Any 
application  for  opening  a  general 
account  may  designate  one  alternate 
authorized  account  representative  to  act 
on  behalf  of  the  certifying  authorized 
account  representative,  in  the  event  the 
authorized  account  representative  is 
absent  or  otherwise  not  available  to 
perform  actions  and  duties  under  this 
part.  The  alternate  shall  be  a  natural 
person  and  shall  be  authorized, 
provided  that  the  conditions  and 
procedures  specified  in  §  73.31(c)(1)  are 
met. 

(1)  The  alternate  authorized  account 
representative  may  be  changed  at  any 
time  by  the  authorized  account 
representative  upon  receipt  by  the 
Administrator  of  a  new  complete 
application  as  required  in  §  73.31(c); 

(2)  The  altemata  authorized  account 
representative  shall  be  subject  to  the 
provisions  of  this  part  applicable  to 
authorized  account  representatives; 

(3)  Whenever  the  term  "authorized 
account  representative"  is  used  in  this 
part  it  shall  be  construed  to  include  the 
alternate  authorized  account 
representative,  unless  such  a 
construction  would  be  illogical  fiwn  the 
context;  and 

(4)  Any  action,  representatirai  or 
failure  to  act  by  the  alternate  authorized 
account  representative  when  acting  fn 
that  capacity  shall  be  deemed  to  be  an 
action  of  the  authorized  account 
representative,  with  all  the  rights, 
duties,  and  responsibilities  pertaining 
thereto. 

(e)  Changes  to  the  gen&al  account 
authorized  ticcount  representative.  An 
authorized  account  representative  fat  a 
general  account  may  be  succeeded  by 
any  person  who  submits  an  application 
pursuant  to  §  73.31(c).  The  actions  of  an 
authorized  account  representative  for  a 
general  account  shall  be  binding  on  any 
successor. 

(f)  Objections  to  the  authorized 
account  representative.  Except  for  a 
certification  pursuant  to  paragraph  (e)  of 
this  section,  no  objection  or  other 
communication  submitted  to  the 
Administrator  concerning  any 
submission  to  the  Administrator  by  the 
authorized  account  representative  shell 
affect  the  recordation  of  transfers 
submitted  by  the  authorized  account 
representative  pursuant  to  si^part  D  cf 
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this  part.  Neither  the  United  States,  the 
Administrator,  nor  any  permitting 
authority  will  adjudicate  any  dispute 
between  and  among  persons  concerning 
any  submission  to  the  Administrator  by 
the  authorized  accoimt  representative; 
any  actions  of  the  authorized  accoimt 
representative:  or  any  other  matter 
arising  directly  or  indirectly  from  the 
certification,  actions  or  representations 
of  the  authorized  account 
representative. 

f  73M    Recordation  in  acoounta. 

(a)  Recordation  in  compliance 
subaccounts.  At  the  beginning  of  1995 
and,  in  the  case  of  each  year  thereafter, 
after  the  Administrator  has  made  all 
deductions  from  an  affected  unit's 
compliance  subaccoimt  pursuant  to 

§  73.35(b),  the  Administrator  will  record 
in  the  compUance  subaccount  the 
allowances  held  in  the  future  year 
subaccount  for  the  year  corresponding 
to  the  ciurent  calendar  year.  The  future 
year  subaccoimt  for  the  new  30th  year 
Mrill  be  established  at  the  same  time  and 
include  the  allowances  allocated  for  the 
unit  for  that  year  pursuant  to  subpart  B  * 
of  this  part. 

(b)  Recordation  in  current  year 
subaccounts.  At  the  beginning  of  1995 
and  each  year  thereafter,  the 
Administrator  will  record  in  the  current 
year  subaccoimt  the  allowances  held  in 
the  future  year  subaccount  for  the  year 
coiresponding  to  the  current  calendar 
year. 

(c)  Recordation  in  subaccounts. 
Allowances  in  each  compliance,  current 
year,  and  future  year  subaccounts  will 
reflect: 

(1)  All  allowances  allocated  or 
deducted  for  the  unit  for  the  year 
pursuant  to  subpart  B  of  this  part: 

(2)  All  allowances  allocated  or 
deducted  pursuant  to  §  72.41,  §  72.42. 
§  72.43.  and  §  72.44  of  this  chapter; 

(3)  All  allowances  allocated  piusuant 
to  subparts  F  and  G  of  this  part: 

(4)  Ail  allowances  recorded  as  a  result 
of  purchases  or  returns  from  the  annual 
auctions  or  direct  sale  pursuant  to 
subpart  E  of  this  part; 

(5)  All  allowances  recorded  or 
deducted  as  a  result  of  allowance 
transfers  recorded  pursuant  to  subpart  D 
ofthis  part:  and 

(6)  All  allowances  deducted  or 
returned  pursuant  to  §  73.35(d),  §§  72.91 
and  72.92,  and  part  77  ofthis  chapter. 

•  (d)  Serial  numbers  for  allocatea 
allowances.  Upon  the  allocation  of 
allowances  to  an  account,  including 
allowances  contained  in  reserves  as 
provided  in  subpart  B  of  this  part,  the 
Administrator  will  assign  each 
allowance  a  imique  identification 
number  that  will  include  digits 


identifying  the  allowance's  compliance 
use  date. 

173.35    Complianoa. 

(a)  Allowance  transfer  deadline.  No 
allowance  shall  be  deducted  for 
purposes  of  compliance  with  an  affected 
unit's  sulfur  dioxide  Acid  Rain 
emissions  limitation  requirements 
pursuant  to  title  IV  of  the  Act  and 
paragraph  (b)  of  this  section  unless: 

(1)  The  compliance  use  date  of  the 
allowance  is  no  later  than  the  year  in 
which  the  unit's  SO2  emissions 
occurred:  and 

(2)  Such  allowance  is  recorded  in  the 
compliance  subaccount,  or  its  transfer  to 
the  unit's  compliance  subaccount  is 
submitted  correctly  pursuant  to  subpart 
D  for  recordation  in  the  compliance 
subaccount  for  the  unit  by  not  later  than 
the  allowance  transfer  deadline  of 
January  30  of  the  calendar  year 
following  the  year  for  which  compliance 
is  being  established  in  accordance  with 
the  requirements  of  subpart  D  of  this 
part. 

(b)  Deductions  for  compliance.  (1) 
Except  as  provided  in  paragraph  (d)  of 
this  section,  following  the  recordation  of 
transfers  submitted  correctly  pursuant 
to  subpart  D  for  recordation  in  the 
compliance  subaccount  pursuant  to 
paragraph  (a)  ofthis  section  and  subpart 
D  of  this  part,  the  Administrator  will 
deduct  allowances  from  each  affected 
unit's  compliance  subaccount  in 
accordance  with  the  allowance 
deduction  formula  in  §  72.95  ofthis 
chapter  and  any  correction  made  under 
§  72.96  of  this  chapter. 

(2)  The  Administrator  will  make 
deductions  until  either  the  number  of 
allowances  deducted  is  equal  to  the 
amount  calculated  in  accordance  with 
§  72.95  of  this  chapter,  as  modified 
under  §  72.96  of  this  chapter  or  until  no 
more  allowances  remain  in  the 
compliance  subaccount. 

(c)(1)  Identification  of  allowances  by 
serial  number.  By  no  later  than  sixty 
days  after  the  end  of  the  calendar  year, 
the  authorized  account  representative 
for  each  unit  account  may  identify  by 
serial  number  the  allowances  to  be 
deducted  from  the  compliance 
subaccount  for  purposes  of  compliance 
with  the  unit's  sulhu  dioxide  emissions 
limitation  requirements.  Such 
identification  shall  be  made  pursuant  to 
part  72  ofthis  chapter. 

(2)  First-in,  first-out.  In  the  absence  of 
an  identification  or  in  the  case  of  a 
partial  identification  of  allowances  by 
serial  number,  as  provided  forin 
paragraph  (b)(1)  or  (d)  ofthis  section, 
the  Administrator  will  deduct 
allowances  on  a  first-in,  first-out  (FIFO) 
accounting  basis  begiiming  with  those 


allowances  with  the  earliest  compliance 
use  date  originally  allocated  for  the  unit 
and  recorded  in  its  compliance 
subaccount.  Following  the  deduction  of 
all  originally  allocated  allowances  from 
the  compUance  subaccount,  the 
Administrator  will  deduct  those 
allowances  that  were  transferred  and 
recorded  in  the  unit's  compliance 
subaccount  pursuant  to  subpart  D  ofthis 
part,  beginning  with  those  with  the 
earliest  date  of  recordation. 

(d)  Deductions  for  excess  emissions. 
Pursuant  to  §  77.4  ofthis  chapter,  and 
following  the  process  of  recordation  set 
forth  in  §  73.34(a)  ofthis  part,  the 
Administrator  will  deduct  allowances 
for  each  unit  with  excess  emissions  for 
the  preceding  calendar  year  in  an 
amount  equal  to  the  unit's  excess 
emissions  toimage. 

(e)  Deductions  for  units  sharing  a 
common  emission  stack.  In  the  case  of 
units  sharing  a  common  emission  stack 
and  have  emissions  that  are  not 
individually  monitored  pursuant  to  part 
75  of  this  chapter,  the  authorized 
account  representative  may  identify  the 
percentage  of  allowances  to  be  deducted 
from  each  unit's  compliance 
subaccount.  Such  identification  shall  be 
made  pursuant  to  part  72,  subpart  I  of 
this  chapter.  In  the  absence  of  an 
identification,  the  Administrator  will 
deduct  an  equal  percentage  of 
allowances  from  each  unit's  compliance 
subaccount. 

173.36  Baniiing. 

(a)  Unit  accounts.  ..\ny  allowance  in  a 
compliance  subaccount  not  deducted 
pursuant  to  §  73.35  will  remain  in  the 
compliance  subaccount. 

(b)  General  accounts.  In  the  case  of  a 
general  account,  any  allowances  in  the 
current  year  subaccount  at  the  end  of 
the  current  calendar  year  will  remain  in 
the  current  year  subaccount. 

173.37  Account  arror  and  disputa 
raaoiution. 

(a)  Claim  of  error  The  authorized 
accoimt  representati'.'e  may  notify  the 
Administrator  of  any  claim  that  the 
Administrator  made  an  error  in 
recording  transfer  information  that  was 
submitted  correctly  pursuant  to  subpart 
D  of  this  part,  provided  that  such  claim 
of  error  notification  is  submitted  to  the 
Administrator  by  no  later  than  15 
business  days  following  the  date  mark 
of  the  notification  by  the  Administrator 
pursuant  to  actions  taken  under 
§  73.37(d)  or  §  73.53.  Such  claim  of  error 
notification  shall  be  in  writing  and  shall 
include: 

(1)  A  description  of  the  error  alleged 
to  have  been  made  by  the 
Administrator; 
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(2)  A  proposed  correction  of  the 
alleged  error. 

(3)  Any  supporting  documentation  or 
other  information  concerning  the 
alleged  error  and  proposed  correction; 

and 

(4)  Certification  by  ^e  signature  of 
and  the  date  of  the  signature  of  the 
authorized  account  representative. 
The  Administrator  will  not  act  on  claim 
of  error  notifications  received  after  the 
stated  deadlines  (except  as  provided 
under  paragraph  (f)  of  this  section,  or 
that  do  not  contend  that  the 
Administrator  made  an  error  in 
recordation. 

(b)  EPA  action.  The  Administrator,  at 
the  Administrator's  sole  discretion 
based  on  documentation  provided,  will 
determine  what  changes,  if  any,  will  be 
made  to  the  accounts  subject  to  the 
alleged  error.  Not  later  than  20  business 
days  after  receipt  of  a  claim  of  error 
notification  pursuant  to  paragraph  (a)  of 
this  section,  the  Administrator  will 
submit  to  the  authorized  account 
representative  a  written  response 

stating: 

(1)  The  determination  made  and  any 
action  taken  hy,  the  Administrator:  and 

(2)  The  reasons  for  such  action. 

(c)  Administrative  Appeals  Procedure. 
Follomng  the  Administrator's  action 
pursuant  to  paragraph  (b)  of  this  section. 
the  authorized  account  representative 
may  appeal  the  Administrator's  action 
through  the  administrative  appeals 
procedure  pursuant  to  part  78  of  this 
chapter. 

[a)  EPA  corrections.  The 
Administrator  may,  without  prior  notice 
of  a  claim  of  error  and  in  the 
Administrator's  sole  discretion,  correct 
any  errors  in  any  account  on  his  or  her 
own  motion.  The  Administrator  will 
notify  the  authorized  account 
representative  by  no  later  than  20 
business  dav-s  following  any  such 
corrections. 

(e)  Excess  Emissions  Requirements. 
The  filing  of  a  claim  of  error  notification 
pursuant  to  paragraph  (a)  of  this  section, 
or  the  pendency  of  the  Administrator's 
action  pursuant  to  paragraph  (b)  of  this 
section,  shall  not  aHiect  a  unit's 
obligations  under  part  77  of  this 
chapter. 

(fj  Waiver  of  Deadline.  The 
Administrator  may.  in  his  or  her 
discretion,  accept  claim  of  error 
submissions  made  following  the 
deadlines  imposed  in  this  section  upon 
a  demonstration  by  the  authorized 
account  representative  of  good  cause  for 
the  delay.  The  finding  of  whether  good 
cause  exists  shall  be  hi  the  sole 
discretion  of  the  Administrator.  Appeals 
of  a  decision  by  the  Administrator 
under  this  paragraph  vrill  be  addressed 


pursuant  to  the  administrative  appeals 
process  in  part  78  of  this  chapter. 

173^    Cloeing  of  accognla. 

(a)  General  Account.  The  authorized 
account  representative  of  a  general 
account  may  instruct  the  Administrator 
to  close  the  general  account  by 
submitting  an  allowance  trans£ar, 
pursuant  to  §  73.50  and  $  73.52, 
requesting  the  transfar  of  all  allowances 
held  in  the  account  to  one  or  more  other 
accounts  in  the  Allowance  Tracking 
System,  and  by  submitting  in  writing, 
with  the  signature  of  the  authorized 
account  representative,  a  request  to 
delete  the  general  account  from  the 
Allowance  Tracking  System. 

(b)  Inactive  accounts.  If  a  genenl 
account  shows  no  activity  for  a  period 
of  a  year  or  more  and  does  not  contain 
any  allowances  in  its  subaccounts,  the 
Administrator  will  notify  the  account's 
authorized  account  representative  that 
the  account  will  be  closed  and 
eliminated  from  the  Allowance  Tracking 
System  following  20  business  days  from 
the  date  the  notice  is  sent.  The  account 
will  be  closed  following  the  20-day 
period,  unless  the  Administrator 
receives  and  records  a  request  for  the 
transfer  of  allowances  into  the  account 
pursuant  to  §  73.52  before  the  end  of  the 
20-day  period,  or  the  authorized 
account  representative  submits,  in 
writing,  demonstration  of  good  cause  as 
to  why  the  inactive  account  should  not 
be  closed.  The  finding  of  whether  good 
cause  exists  shall  be  in  the  sole 
discretion  of  the  Administrator. 

Subpart  D— AllowanM  Tranalers 

173.50    Scope  and  aubmiaalon  ol 
transtor*. 

(a)  Scope  of  transfers.  Except  as 
provided  in  §  73.51  and  §  73.52.  the 
Administrator  will  record  transfers  of  an 
allowance  to  and  from  Allowance 
Tracking  System  accounts,  including, 
but  not  limited  to,  transfers  of  an 
allowance  to  and  from 
contemporaneous  future  year 
subaccxjunts.  and  transfers  of  an 
allowance  to  and  torn  compliance 
subaccounts  and  current  year 
subaccounts,  and  transfers  of  all 
allowances  allocated  for  a  unit  for  each 
calendar  year,  in  per'petuity. 

{\))  Submission  of  transfers.  {\] 
Authorized  account  representatives 
seeking  recordation  of  an  allowance 
transfer  shall  request  such  transfer  by 
submitting  to  the  Administrator,  in  a 
format  to  be  specified  by  the 
Administrator,  an  Allowance  Transfiar 
Form.  To  be  considered  correctly 
submitted  the  request  for  transfer  shall 
include: 


(i)  The  numbers  identifying  both  the 
transferror  and  transferee  accounts; 

(ii)  A  specification  by  serial  number 
of  each  allowance  to  be  transferred,  or 
correct  indication  on  the  allowance 
transfm-  where  a  request  involves  the 
transfer  of  the  unit's  allowances  in 
perpetuity; 

(li)  Signatures  of  the  authorized 
account  representatives  of  both  the 
transferror  and  transferee  accounts: 

(iv)  "The  dates  of  the  signatures  of  the 
authorized  account  representatives; 

(v)  The  numbers  identifying  the 
authorized  account  representatives  for 
both  the  transferror  and  transferee 
account;  and 

(vi)  Where  the  transferee  account  has 
not  been  established,  information  as 
required  pursuant  to  §  73  31  (b)  or  (c). 

(2)  Transfws  of  allowances  to  or  from 
compliance  subaccounts  submitted  for 
recordation  following  the  allowance 
transfer  deadline  will  not  be  recorded 
until  after  completion  of  the  process  of 
recordation  set  forth  in  §  73.34ia). 

f7X51    ProhlbWon. 

Except  as  provided  in  §  73.34(a).  the 
Administrator  will  not  record  a  transfer 
of  allowances  from  a  future  year 
subaccount  to  a  subaccount  for  an 
earlier  year. 


17X52    EPA( 

(a)  General  recordation.  Except  as 

provided  in  §  73.50.  §  73.51,  and  this 
paragraph  (a),  the  Administrator  will 
record  an  allowance  transfer  by  no  later 
than  five  business  days  following 
receipt  of  an  allowance  transfer  request 
pursuant  to  §  73.50.  by  moving  each 
allowance  from  the  transferror  account 
to  the  transferee  account  as  specified  by 
the  request  pursuant  to  §  73.50, 
provided  that: 

(1)  The  information  submitted 
pursuant  to  S  73.50  is  complete; 

(2)  The  transferror  account  includes 
each  allowance  identified  by  serial 
number  in  the  allowance  transfer 
request  submitted  pursuant  to  §  73.50. 
except  when  a  request  for  transfer  of  the 
unit's  allowances  in  perpetuity  is 
indicated  correctly  on  the  allowarice 
transfer  submission; 

(3)  If  the  allowances  identified  by 
serial  number  specified  pursuant  to 
§  73.50(b)(lKii)  are  subject  to  the 
limitation  on  transfer  imposed  pursuant 
to  §  72.44(h){i).  of  this  chapter,  the 
transfer  is  in  accordance  with  such 
limitation;  and 

(4)  The  transfer  meets  all  applicable 
requirements  of  this  subpart. 

(d)  Where  en  allowance  transfer 
submitted  for  recordation  bils  to  meat 
the  requirements  of  this  subput,  the 
Administrator  will  not  record  such 
transfar. 


J 1 .— . 
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(a)  Notificatioit  of  ncordation.  The 
Administrator  will  notify  each  party  to 
an  allowance  transfer  within  five 
business  days  following  the  recordation 
of  the  bBnsfer.  Notice  will  be  given  in 
writing  or  in  a  fonnat  to  be  specified  by 
the  Administrator,  to  the  authorized 
account  repreaentatiivs  of  both  the 
tiansfeiTor  and  transferee  accounts. 

(b)  Notification  of  non-rKordatkm 
no  later  then  fiw  bosinese  days 
following  receipt  of  an  allowance. 


By 


5.  Part  73  is  amended  by  adding 
subpart  F  to  read  as  follows: 

Subpart  F— Cnargy  ConaarvaUon  and 
Renawabia  Enargy  Raaarva 

73.80  Oparatioa  of aUowance  ressrve 
pra^Bin  far  conservation  and  renewable 
energy. 

73.81  Qualified  conservation  measures  and 
renewable  eo8i<gy  generation. 

73.82  AppltcatioQ  Cor  allowancas  firom 
reserve  program. 

73.83  Secretary  of  Energy's  action  on  net 
income  neutrality  applications. 

73.M    Administntor's  action  on 
applications. 

73 .85  Administrator  review  of  the  reserve 
pcogram. 

73.86  State  logulatory  autooomy. 

Appwidlx  A  to  Subpart  F— Uat  Of 
Qualiflad  Enargy  Conaarvation 
Moaturaa 

Subpart  F— Cnargy  Conaarvation  and 


STxao 

program  for 


Operation  of  allowance  reeerve 


transfar  raquaet  by  die  Administrator, 
the  Adttioistrator  will  notify,  in  writing 
or  in  a  format  to  be  sped&ed  by  the 
Administrator,  the  authorized  account 
representatives  of  the  accounts  subject 
to  the  elkiwance  transfer  request 
submitted  for  recordation  of: 

(1)  A  decision  not  to  record  the 
transfer,  and 

(2)  The  reasons  for  such  non» 
recordation. 

(c)  Nothing  in  this  section  shall 
preclude  the  submission  of  an 


51,500  X 


( 


1  + 


CPI(ye«)-CPI(19go) 

cpi(i9eo) 


(a)  General.  The  Administrator  will 
allocate  allowances  firom  the 
Conservation  and  Rmiewable  Energy 
Reserve  (the  "Reserve")  established 
under  subpart  B  baeed  on  verified 
kilowatt  hours  saved  thro\igh  the  use  of 
one  or  more  qualified  enmgy 
conservation  measures  or  based  cm 
kilowatt  hours  generated  by  qualified 
renewable  energy  generation. 
Allowances  will  be  allocated  to 
applicants  that  maat  the  raquinments  at 
this  subpot  according  to  the  formulas 
specified  in  §  73.82(d).  and  in  the  oidar 
in  whidi  appiicationa  an  raceivad, 
except  whera  provided  for  in  §  73.84 
and  §  73.85,  until  a  total  at  300.000 
allowancas  hava  been  allocatad. 


(b)  Period  of  applicability.  Allowances 
will  be  allocated  under  this  subpart  for 
qualified  energy  coDservation  measures 
or  renewidile  energy  generaticm  sources 
that  are  operational  on  or  altar  January 
1. 1993,  and  before  the  date  on  which 
any  unit  owmed  or  operated  by  the 
applicant  becomes  a  Phase  I  unit  at  a 
Phase  n  unit 

(c)  Termination  of  the  Reserve.  The 
Administrator  will  reallocate  any 
allowances  remaining  in  the  Reserve 
after  January  2,  2010  to  the  affected 
units  firom  whom  allowances  were 
withheld  by  the  Administrator,  in 
accordance  with  section  404(g),  for 
purposes  of  establishing  the  ResMve. 
Ea^  unit's  allocation  imder  this 
paragraph  will  be  calculated  as  follows: 

Remaining  aUo%vances  in  the  Raserve  x 
Unit's  allowances  withheld 

Total  amount  in  Reserve 

(AUowaocas  will  be  rounded  to  the  nearest 
allowance) 


allowance  trmsfar  request  for 
recndation  following  notificatiaB  of 
non-reuirdatian. 

Subpart  E—(Ainandad] 

4.  Section  73.72    Direct  sales. 


173.81 

and  renMvatalo  enargy  generaaon. 

(a)  Qualified  energy  conservation 
measures.  A  qualified  energy 
conservation  measure  is  a  demand-side 
measure  not  operational  imtil  the  period 
of  applic^ility,  implemented  in  the 
residence  or  facility  of  a  customer  to 
whom  the  utility  sells  electrirnty,  that: 

(1)  Is  specified  in  appendix  A(l)  of 
this  subirart;  or 

(2)  In  the  case  of  a  device  or  material 
that  is  not  included  in  appendix  A(l)  of 
this  subpart, 

(i)  Is  a  co8t-e{fective  demand-«de 
measure  consistent  with  an  appiicri>Ie 
least-oost  pkm  or  least-cost  planning 
process  that  increases  the  efficiency  of 
the  customer's  use  of  electricity  (es 
meastuad  in  accordance  with  §  73.82(c)) 
without  incraesing  the  use  by  the 


(c)  Price.  Allowances  in  the  direct  sale 
will  be  sold  at  $1,500  per  allowance, 
adjusted  by  the  Constuner  Price  Index 
(CPI).  The  following  formula  will  be 
used  each  year  to  calculate  the  price: 


) 


customer  of  any  foel  other  than 
qualified  renewable  enwgy,  industrial 
waste  heat,  or.  (mrsuant  to  paragraph 
(bK5)  of  this  section,  indusbial  waste 


(ii)  Is  implemented  pursuant  to  a 
conservation  program  approved  by  the 
utility  regulatory  authority,  which 
certifies  that  it  meets  the  requirements 
of  paragraph  (a)(2)(i)  of  this  section  and 
is  not  exclutied  by  paragraph  (b)  of  this 
section;  and 

(iii)  Is  reported  by  the  applicant  in  its 
application  to  the  Reserve. 

(b)  Non-qualiped  energy  conservation 
measures.  The  following  energy 
conservation  measures  shall  not  qualify 
for  Allowance  Reserve  allocations: 

(1)  Demand-side  measures  that  wera 
operational  befcnre  January  1, 1992; 

(2)  Supply-side  measures; 

(3)  Conservation  programs  that  an 
exclusively  informational  or  educational 
in  nature; 

(4)  Loan  management  meesiires  that 
lead  to  economic  reduction  of  electric 
energy  demand  during  a  utility's  peak 
generating  pwiods,  tmless  kilowatt  hour 
savings  can  be  verified  by  the  utility 
pursuant  to  §  73.82(c);  or 

(5)  Utilization  of  industrial  waste 
gases,  imless  the  applicant  has  certified 
that  there  is  no  net  increase  in  sulfur 
dioxide  emissions  from  sudi  utilization. 

(c)  Qualified  renewable  energy 
generation.  Qualified  renewable  energy 
generation  is  electrical  energy 
generation,  not  operational  until  the 
period  of  applicMSility.  that: 

(1)  Is  specified  in  appenifix  A(3)  of 
this  subpiart;  or 

(2)  In  the  case  of  renewable  energy 
generation  that  is  not  included  in 
appendix  A(3)  of  this  subpart  is: 

(i)  Consistent  with  a  lettst  cost  plan  or 
a  least  cost  planning  process  and 
derived  from  biomass  (i.e.,  combustible 
energy-producing  materials  from 
biological  sources  which  include  wood. 
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plant  residues,  biological  wastes, 
landfill  gas,  energy  crops,  and  eligible 
components  of  municipal  solid  waste), 
solar,  geothermal,  or  wind  resources; 

(ii)  Implemented  pursuant  to  approval 
by  the  utility  regulatory  authority, 
which  certifies  that  it  meets  the 
requirements  of  paragraphs  (c)(2)(i)  and 
|c)(2)(ii)  of  this  section  and  is  not 
excluded  by  paragraph  (d)  of  this 
section;  and 

(iii)  Is  reported  by  the  applicant  in  its 
application  to  the  Reserve. 

(d)  Non-qualified  renewable  energy 
generation.  The  following  renewable 
energy  generation  shall  not  qualify  for 
Allowance  Reserve  allocations: 

(1)  Renewable  energy  generation  that 
was  operafional  before  January  1, 1992; 

(2)  Measures  that  reduce  electricity 
demand  for  a  utility's  customers 
without  providing  electric  generation 
directly  for  sale  to  customers;  and 

(3)  Measures  that  appear  on  the  list  of 
qualified  energy  conservation  measures 
in  Appendix  A(l)  of  this  subpart. 

173.82    Application  for  allowancM  form 
raaarva  program. 

(a)  Application  Requirements.  Each 
application  for  Conservation  and 
Renewable  Energy  Reserve  allowances. 

shall: 

(1)  Certify  that  the  applicant  is  a 

utility; 

(2)  Demonstrate  that  the  applicant, 
any  subsidiary  of  the  applicant,  or  any 
subsidiary  of  the  applicant's  holding 
company,  is  an  owner  or  operator,  in 
whole  or  in  part,  of  at  least  one  Phase 
I  or  Phase  n  unit  by  including  in  the 
application  the  name  and  Allowance 
Tracking  System  account  number  of  a 
Phase  I  or  Phase  D  imit  which  it  owns 
or  operates  and  for  which  it  is  listed  as 
an  owner  or  operator  on  the  certificate 
of  representation  submitted  by  the 
designated  representative  for  the  unit 
pursuant  to  S  72.20  of  this  chapter; 

(3)  Through  certification,  demonstrate 
that  the  applicant  is  paying  in  whole  or 
in  part  for  one  or  more  qualified  energy 
conservation  measures  or  qualified 
renewable  energy  generation  (that 
became  operational  during  the  period  of 
applicability)  either  directly  or  through 
payment  to  another  person  that 
purchases  the  qualified  energy 
conservation  measure  or  quaUfied 
renewable  energy  generation; 

(4)  Demonstrate  that  the  applicant  is 
subject  to  a  least  cost  plan  or  a  least  cost 
planning  process  that: 

(i)  provides  an  opportunity  for  public 
notice  and  conunent  or  other  public 
participation  processes; 

(ii)  evaluates  the  full  range  of  existing 
and  incremental  resources  in  order  to 
meet  expected  futiue  demand  at  lowest 
system  cost; 


(iii)  treats  demand-side  resources  and 
supply-side  resources  on  a  consistent 
and  integrated  basis; 

(iv)  taxes  into  account  necessary 
features  for  system  operation  such  as 
diversity,  reliability,  dispatchability, 
and  other  factors  of  risk; 

(v)  may  take  into  account  other 
factors,  including  the  social  and 
environmental  costs  and  benefits  of 
resource  investments;  and 

(vi)  is  being  implemented  by  the 
applicant  to  the  maximum  extent 
practicable. 

(5)  Demonstrate  that  the  quaUfied 
energy  conservation  measure  adopted  or 
qualified  renewable  energy  generated,  or 
both,  are  consistent  with  the  least  cost 
plan  or  least  cost  planning  process; 

(6)  If  the  applicant  is  suD)ect  to  the 
rate-making  jurisdiction  of  a  State  or 
local  utility  regulatory  authority,  its 
least  cost  plan  or  least  cost  planning 
process  has  been  approved  or  accepted 
by  the  utility  regulatory  authority  in  the 
State  or  locality  in  which  the  qualified 
conservation  measure(s)  are  adopted  or 
in  which  the  qualified  renewable  energy 
generation  is  utilized,  and  such  State  or 
local  utility  regulatory  authority 
certifies  that  the  least-cost  plan  or  least- 
cost  planning  process  meets  the 
requirements  of  paragraph  (a)(4)  of  this 
section; 

(7)  If  the  applicant  is  not  subject  to 
the  rate-making  jurisdiction  of  a  State  or 
local  regulatory  authority,  its  least  cost 
plan  or  least  cost  planning  process  has 
been  approved  or  has  been  accepted  by 
the  utility  regulatory  authority  with 
rate-making  jurisdiction  over  the 
applicant,  and  such  utility  regulatory 
authority  certifies  that  the  least  cost 
plan  or  least  cost  planning  process 
meets  the  requirements  of  paragraph 
(a)(4)  of  this  section: 

(8)  If  the  applicant  is  an  independent 
power  production  facility  that  sells 
qualified  renewable  energy  generation 
to  another  utility,  the  applicant  has 
enclosed  documentation  that  such 
qualified  renewable  energy  generation 
was  purchased  pursuant  to  the 
purchasing  utility's  least  cost  plan  or 
least  cost  planning  process,  which  has 
been  approved  or  accepted  by  the 
purchasing  utility's  utility  regulatory 
authority. 

(9)(i)  If  the  applicant  is  an  investor- 
owner  utiUty  subject  to  the  ratemaking 
jurisdiction  of  a  State  utihty  regulatory 
authority  and  is  submitting  an 
application  on  the  basis  of  one  or  more 
qualified  energy  conservation  measures, 
such  State  utility  regulatory  authority 
has  established  a  procedure  for 
determining  rates  and  charges  ensuring 
net  income  neutrality,  as  defined  in 
S  72.2  of  this  chapter,  including  a 


provision  that  the  utility's  net  income  is 
compensated  in  full  (considering  factors 
such  as  risk)  for  lost  sales  attributable  to 
the  utility's  conservation  programs, 
which  may  include: 

(A)  General  ratemaking  for  formulas 
that  decouple  utility  profits  from  actual 
utihty  sales; 

(B)  Specific  rate  adjustment  formulas 
that  allow  a  utility  to  recover  in  its  retail 
rates  the  full  costs  of  conservation 
measures  plus  any  associated  net 
revenues  lost  as  a  result  of  reduced  sales 
resulting  from  conservation  initiatives; 

or 

(C)  Conservation  incentive 
mechanisms  designed  to  provide 
positive  financial  rewards  to  a  utility  to 
encourage  implementation  of  cost- 
effective  measures; 

(ii)  Provided  that  the  existence  of  any 
one  of  the  categories  of  ratemaking  or 
rate  adjustment  formulas  or 
conservation  incentive  mechanisms 
specified  in  paragraph  (a){9)(i)  of  this 
section  shall  not  necessarily  constitute 
fulfillment  of  the  net  income  neutrality 
requirement  unless,  pursuant  to  §  73.83, 
the  Secretary  of  Energy  has  certified  the 
establishment  of  such  net  income 
neutrality; 

(10)  Demonstrate  that  the  applicant 
has  implemented  the  qualified  energy 
conservation  measures  or  used  the 
quahfied  renewable  energy  generation 
specified  in  the  application  during  the 
period  of  applicability; 

(11)  Demonstrate  the  extent  to  which 
installation  of  the  qualified  conservation 
measure(s)  has  achieved  actual  energy 
savings,  by  stating,  on  the  basis  of  the 
performance  of  the  measure(s)  following 
installation: 

(i)  The  amount  of  kilowatt  hour 
savings  resulting  from  the  measure(s)  in 
the  given  year(s): 

(iij  Pursuant  to  paragraph  (c)  of  this 
section,  the  methodology  used  to 
calculate  the  kilowatt  hour  savings;  and 

(iii)  The  name,  address,  and  phone 
number  of  the  person  who  performed 
the  calculation  of  kilowatt  hour  savings; 

(12)  Report  the  type  and  amount  of 
yearly  qualified  renewable  energy 
generation,  by  stating  (and  submitting 
documentation,  including  copies  of 
plant  operation  records,  supporting 
such  statements)  the  kilowatt  hours  of 
qualified  renewable  energy  generated 
during  a  previous  calendar  year  or 
years;  and 

(13)  Report  the  extent  to  which 
qualified  renewable  energy  generation 
was  produced  in  combination  with 
other  energy  sources  (hereafter  "hybrid 
generation")  by  stating  (and  submitting 
documentation,  including  copies  of 
plant  operation  records,  supporting 
such  statements)  the  heat  input  and  heat 
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rate  of  the  non-qualified  renawable 
geneiation,  the  total  annual  kilowatt 
noun  generated,  and  the  kilowatt  hours 
that  can  be  attributed  to  qu^ified 
renewable  ener^  generation; 

(14)  Demonstrate  the  extent  to  which 
the  implementation  of  qualified  energy 
conservation  measures  or  the  use  of 
qualified  renewable  energy  generation 
bas  resulted  in  avoided  tons  of  sulfur 
dioxide  emissions  by  die  utility  during 
the  period  of  applicability,  pursuant  to 
paragraph  (d)  of  this  section. 

(b)  Application  to  the  Secretary  of 
Energy.  For  purposes  of  paragraph  (aK9) 
of  this  section,  the  applicant  shall  fulfill 
the  following  requirements: 

(1)  If  a  utility  applying  for  allowances 
from  the  Reserve  has  not  received 
certification  of  net  income  neutrality 
from  the  Secretary  of  Energy  or  such 
certification  is  no  longer  applicable,  the 
applicant  shall  submit  to  the  Secretary 
of  Energy: 

(i)  A  copy  of  the  relevant  State  utility 
regulatory  authority's  final  order  or 
dM:ision  setting  forth  the  approved 
ratMnaking  mechanisms  that  ensure  that 
a  utility's  net  income  will  be  at  least  as 
high  upon  implementation  of  enei^gy 
conservation  measures  as  such  net 
income  would  have  been  if  the  energy 
conservation  measures  has  not  been 
implemented; 

(ii)  A  description  of  how  the  State 
utility  regulatory  authority's  order  or 
decision  meets  the  definition  of  net 
income  neutrality  as  defined  in  §  72.2; 
and 

(iii)  Any  additional  information 
necessary  for  Secretary  of  Energy  to 
certify  that  the  State  regulatory 
authority  has  established  rates  and 
charges  that  ensure  net  income 
neutrality. 

(2)  If  a  utility  applying  for  allowances 
from  the  Reserve  has  already  received 
certification  of  net  income  neutrality 
from  the  Secretary  of  Energy  in 
connection  with  a  previous  application 
for  allowances,  and  die  ratemaJcing 
methods  or  procedures  that  ensure  net 
income  neutrality  have  not  been  altered, 
the  appUcant  diail  certify  diat  the 
ratemaking  methods  and  procedures 
Aat  led  to  the  original  certificatlcm  are 
still  in  place. 

(c)  Verification  of  energy  savings 
methodology.  For  die  purposes  of 
paragraph  ^Kll)  of  this  section: 

(1)  AppBcants  sub)ect  to  the 
ratemddng  Jurisdiction  of  a  Stete  utifity 
regnlatory  authority  shall  use  the  eneiQr 
ctHiMTvation  verification  methodology 
approved  by  sodb  audiority  in  support 
of  energy  conservatiBa  appllcati<ms 
under  &s  subpart  and  part  72  of  this 
chapter,  provided  that 


(i)  The  authority  in  quastion  uses  this 
methodology  to  determine  the 
applicant's  entitlameot  to  performance- 
based  rate  adjustments,  which  pomit  a 
utility's  rates  to  be  adjusted  for 
additional  kilowatt  houra  saved  dua  to 
the  utility's  energy  conservation 
programs; 

(iU  Such  performance  based  rate 
adjustments  are  subject  to  modification 
either  prospectively  or  retrospectively  to 
reflect  periodic  evaluations  of  mergy 
savings  secured  by  the  appUcant;  and 

(iiifrhe  applicant  has  provided  the 
Administrator  with  a  description  of  the 
Stete  utility  re^ilatory  authority's 
verification  m^odology  and 
documentation  that  the  requiremente  of 
this  pengraph  (e)  have  been  met. 

UJAll  other  applicants,  including 
applicante  whose  rates  are  not  suited  to 
the  ratemaking  jurisdiction  of  a  Stete 
utility  regulatory  authority  shall 
demonstrate  to  the  satisfaction  of  the 
Administrator  through  submission  of 
documentation  that  savings  have  been 
achieved  and  may  use  the  EPA 
Conservation  Verification  Protocol 

(3)  All  records  of  verification  of 
energy  savings  shall  be  kept  on  file  by 
the  applicant  for  a  period  of  3  years.  The 
Administrator  may  extend  this  poiod 
for  cause  at  any  time  prior  to  the  end  of 
3  years  by  notifying  the  applicant  in 
writing. 

(4)  Toe  Administrator  reserves  the 
ri^t  to  conduct  independent  reviews, 
analyses,  or  audits  to  ascertain  that  the 
verification  is  valid  and  correct.  If  the 
AdministraUK  detramines  that  the 
verification  is  not  valid  or  correct,  the 
Administrate  may  revise  the  allocation 
of  allowances  to  an  applicant  or  require 
the  siirrender  of  allowances  from  the 
applicant's  Allowance  Tracking  ^rstom 
account. 

(d)  Calculation  of  allowances  to  be 
allocated. 

(1)  In  the  case  of  an  appUcation 
submitted  on  the  basis  of  quafified 
energy  conservation  measures,  tha 
sulfiur  dioxide  emissions  tonnage 
deemed  avoided  for  any  calendar  year 
shall  be  equal  to  the  product  of: 

(AixW 


renewable  energy  generation,  the  suUor 
dioxide  emissions  tonnage  deemed 
avoided  for  any  calendar  year  shall  be 
equal  to  the  product  of: 

(A)K(B) 


2000  Ibs-Aon 


(Rounded  to  tlie  neaiast  ton) 
When: 

(AHfaa  kilowatt  hours  that  wan  Dot,  but 
would  otherwise  have  been,  supplied  by  the 
utility  during  such  year  ia  the  absanca  of 
sudi  qualified  energy  conservatton  measDces. 

(B)^.004  ttaa.  of  snlAir  dioxide  per 
kilowatt  beer. 

(2)  In  tha  case  of  an  appIlcatiQa 
submitted  cm  die  basis  of  qualified 


2000  lbs./toa 


(Rounded  to  the  nsarest  ton) 

When: 

( A)=the  actual  kilowatt  houra  of  qualified 
renewable  energy  generated  or 
purchased  by  the  applicant  (based  on  tlie 
qualified  renewable  energy  generation 
poctioB  Cor  hyfirid  generation). 

(B)*0.004  Ibt.  of  sulfur  dioxide  per  kilowatt 
hour. 

(e)  Certification  by  Applicant's 
Certifying  Official. 

(1)  Certification  of  all  application 
requirements,  including  the  net  income 
neutrality  reqairements,  shall  be  made 
by  a  certifying  official  of  the  applicant 
upon  sudi  official's  verification  of  all 
information  and  documentetion 
submitted. 

(2)  The  applicant  shall  submit  a 
certification  stetement  signed  by  die 
applicant's  certifying  official  that  reads 
"I  certify  under  penalty  of  law  that  I 
have  personally  examined  and  am 
familiar  with  the  information  submitted 
in  this  document  and  all  iu 
attechments.  Based  on  my  inquiry  of 
those  individuals  with  primary 
responsibility  fat  obtaining  tha 
information.  I  certify  that  the 
information  is  to  tha  best  of  my 
knowledge  and  belief  true,  accurate,  and 
complete.  I  am  aware  that  there  are 
significant  penalties  for  submitting  blse 
material  information,  or  omitting 
material  information,  including  tha 
possibility  of  fine  or  imprisonment  for 
violations." 

(f)  Certification  by  State  milky 
Regulatory  Authority.  Applicants 
subject  to  the  ratemaking  jurisdiction  of 
a  State  utility  regulatory  authority  shall 
include*  in  their  applications  a 
certification  bv  the  Stete  utility 
regulatory  authoritr's  oartifyiag  official 
that  it  has  reviewed  the  applicaition. 
iiyliirfing  supportkig  documsntatioB. 
and  finds  it  to  be  accurate,  complete, 
and  consistent  with  all  appUcabla 
reauiraments  of  this  subpart 

(g)  Time  period  to  apply.  (1) 
Beginning  no  earlior  thaa  July  1. 1903. 
and  no  earlier  than  )aly  1  of  each 
subsequent  year,  apfdkaats  aiey  Sf^y 
to  the  Administrator  for  aliowaaoBS 
from  the  Reserve  for  emissioas  aviridad 
in  a  previous  year  or  yean  by  usa  of 
qualified  energy  coasarvatiaa  i 
at  qualified  rwiewable  anaigr 
BenflBstira  thatbecaa 
during  the  period  of  appflcahiii^.^  and 
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(2)  Beginning  no  earlier  than  lanuary 
1, 1993.  any  applicant  may  apply  to  the 
Secretary  of  Energy  fat  the  Secretary's 
certification  of  net  income  neutraUty 
where  the  application  is  hased  on  the 
use  of  one  or  more  qualified  energy 
conservation  measures. 

(3)  Applications  ¥rill  be  received  by 
the  Administrator  and  the  Secretary  of 
Energy  tmtil  January  2,  2010,  pursuant 
to  S  73.80(c),  or  until  no  allowances 
remain  in  the  Reserve. 

(h)  Submittal  location.  Applicants 
riiall  submit  one  copy  of  the  completed 
Reserve  application,  not  including  the 
net  income  neutrality  application,  via 
registered  mail  to  the  Administrator  at 
an  address  to  be  specified  in  later 
guidance.  Applicants  shall  submit  10 
copies  of  the  net  income  neutrality 
application  via  registered  mail  to  the 
Department  of  Energy  at  the  following 
address:  Department  of  Energy,  Office  of 
Conservation  and  Renewable  Energy. 
Mail  Stop  CE-10.  Room  6c-036, 1000 
Independence  Avenue.  SW.. 
Washington,  DC  20585,  Attn:  Net 
bcome  Neutrality  Certification. 


173.84    AdmMaMlor's  action  on 


173.89 


of  Enaf^y'a  action  on  net 


(a)  First  come,  first  served.  The 
Secretary  of  Energy  will  process  and 
certify  net  income  neutrality 
applications  on  a  "first-come,  first 
served"  basis,  according  to  the  order,  by 
date  and  time,  in  which  they  are 
received  from  either  the  applicant  or.  in 
the  case  of  an  application  submitted  to 
the  Administrator  and  then  forwarded 
to  the  Secretary,  from  the  Administrator. 

(b)  Deficient  applications.  If  the 
Secretary  of  Energy  determines  that  the 
net  income  neutrality  certification 
application  does  not  meet  the 
requirements  of  §  73.82  (a)(9)  and  (b). 
the  Secretary  will  notify  the  applicant 
and  the  Administrator  in  writing  of  the 
deficiency.  The  applicant  may  then 
supply  additional  information  or  a  new 
revised  application  as  necessary  for  the 
Secretary  to  make  a  determination  that 
the  applicant  meets  the  requirements  of 
S  73.28(aM9)  and  (b).  Additional 
infwmatian  at  revised  applications  will 
be  processed  according  to  the  date  of 
receipt  of  such  information  or  revisions. 

(c)  Notification  of  approval.  The 
Secretary  of  Energy  will  review  the  net 
income  neutrality  application  to 
determine  whetlrar  it  meets  the 
lequiremeats  of  §  73.82  (aX9)  and  (b) 
and  will  certify  this  findbsg  in  writing 
to  the  applicant  and  to  the 
Administrator  writhin  60  calendar  days 
of  racaipt  of  the  net  income  neutrality 
appUcatioo  or  a  revised  qypUcation. 
except  that  the  Secretary  may  specify  a 


(a)  First  come,  first  served.  The 
Administrator  will  process  and  approve 
Allowance  Reserve  applications,  in 
whole  or  in  part,  on  a  "first-come,  first- 
served"  basis  as  established  by  the  order 
of  date  of  receipt,  provided  that  the 
Administrate  shall  not  allocate  more 
than  a  total  of  30,000  allowances  in 
cormection  with  applications  based  on 
any  one  of  the  four  categories  of 
qualified  renewable  energy  generation 
enumerated  in  $  73.81(c)(2)(i)  and 
Appendix  A(3. 1-3.4). 

(o)  Deficient  applications.  An 
application  is  deficient  and  will  be 
returned  by  the  Administrator  if  it  fails 
to  meet  the  requirements  set  forth  in 
this  subpart,  including  those  set  faiih  in 
§  73.82.  A  revised  application  that  is 
submitted  after  being  returned  for 
failure  to  meet  the  requirements  of  this 
subpart  will  be  processed  according  to 
the  date  of  receipt  of  the  revised 
application. 

(c)  Notification  of  approval. 
Applications  that  tne  Administrator 
determines  to  be  complete  and  correct 
will  be  conditionally  approved,  subject 
to  notification  to  EPA  of  a  net  income 
neutrality  certification  from  the 
Department  of  Energy,  within  120 
calendar  days  of  receipt.  Allowances 
from  the  Reserve  will  be  awarded 
subject  to  the  Department  of  Energy 
certification,  or,  if  a  DOE  certification 
has  already  been  issued  to  the  applicant, 
allocated  to  applicants  from  such 
applications  depending  on  the 
availability  of  allowances  in  the 
Reserve.  In  the  event  the  initial 
application  approval  is  conditioned 
upon  the  Secretary  of  Energy's 
certification,  final  approval  will  be 
granted  upon  notification  of 
certification  by  the  Secretary  of  Energy 
pursuant  to  $  73.83.  The  Administrator 
will  notify  applicants  of  final  approval 
in  writing. 

(d)  Allocation  of  allowances. 
Beginning  in  1995,  the  Administrator 
will  allocate  allowances  from  the 
Reserve  for  eadi  approved  application 
into  the  applicant's  account  or  accounts 
in  the  Allowance  Tracking  System.  If 
the  applicant  does  not  have  an  accoimt 
in  the  Allowance  Tracking  System,  or 
wishes  to  open  a  new  account  for  the 
allowances  from  the  Reserve,  an 
appUcatlon  pursuant  to  $  73.31(c)  must 
accompany  the  application  for  Reserve 
allowances. 

(e)  Partial  fulfUljMnt  of  requests.  (1) 
In  the  event  that  the  allowances 
available  in  the  Reserve  are  less  than  the 
number  that  could  otherMnse  be 
allocated  to  an  approved  applicant's 
account  undw  the  application  as 


approved,  the  applicant  will  receive  the 
allowances  remaining  in  the  Reserve. 

(2)  In  the  event  that  a  subaccount  is 
established  by  EPA.  pursuant  to  §  73.85. 
and  the  applicant  is  making  a  request 
for  allowances  not  included  in  the 
subaccount,  the  Allowance  Reserve 
allocations  for  the  approved  applicant 
will  be  made,  in  addition  to  any  that 
may  be  allocated  pursuant  to  paragraph 
(f)(3)  of  this  section,  from  any 
allowances  remaining  in  the  Reserve 
that  are  not  contained  in  the 
subaccount. 

(f)  Oversubscription  of  the  Reserve. 

(1)  In  the  event  that  the  Reserve 
becomes  ovenubscribed  bv  more  than 
one  appUcant  on  a  single  day.  the 
allowances  remaining  in  the  Reserve 
will  be  distributed  on  a  pro  rata  basis  to 
applicants  meeting  the  requirements  of 
S  73.82. 

(2)  If  Reserve  applications  are 
received  by  the  Administrator  after  all 
allowances  from  the  Reserve  have  been 
allocated,  the  Administrator  will  so 
notify  the  applicant  within  5  business 
days  after  receipt  of  the  application. 

(3)  In  the  event  that  applications 
meeting  the  requirements  pursuant  to 
§  73.82  are  received  by  the 
Administrate  prior  to  February  1. 1998. 
and 

(i)  All  remaining  allowances  in  the 
Reserve  have  been  placed  in  a 
subaccount  pursuant  to  S  73.85;  and 

(ii)  The  applicant  is  not  eligible  for  an 
allocation  of  allowances  from  the 
subaccount;  the  application  will  be 
placed  on  a  waiting  list  in  order  of 
receipt. 

(iii)  The  Administrator  will  notify  the 
applicant  of  such  action  within  5 
business  days  after  receipt  of  the 
application. 

(4)  If  any  allowances  are  returned  to 
the  Reserve  after  February  1. 1998 
pursuant  to  $  73.85(c).  the 
Administrate  will  review  the  wait- 
listed applications  in  order  of  receipt 
and  allocate  any  remaining  allowances 
to  the  approved  applicants  in  the  order 
of  their  receipt  until  no  more 
allowances  remain  in  the  Reserve. 

(g)  Applications  for  allowances  based 
on  the  same  avoided  emissions  from  the 
same  energy  conservation  measures  or 
renewable  energy  generation. 

(1)  Hie  Administrator  will  not  award 
allowances  to  more  than  one  applicant 
for  the  same  avoided  emissions  from  the 
same  energy  ccmservation  measure  or 
the  same  qualified  renewable  energy 
generation,  and  will  process  and  act  on 
such  dupBcative  applications  on  a 
"first-come,  first-serve"  basis  as 
determined  by  the  order  of  date  of 
receipt. 
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(2)  Any  allowances  awarded  pursuant 
to  two  or  more  applications  received  on 
the  same  date  based  on  the  same 
avoided  emissions  from  the  same  energy 
conservation  measure  or  the  same 
renewable  electric  generation  will  be 
divided  equally  between  all  such 
applicants  imless  the  Administrator  is 
otherwise  directed  by  all  such 
applicants. 

§73.85    Administrator  r*vim*  Of  the  r*Mrv« 
program. 

(a)  Administrator  review  of  the 
Reserve  and  creation  of  a  subaccount.  In 
the  event  that  an  allocation  of 
allowances  from  the  Reserve  pursuant  to 
a  pending  application  would  bring  the 
total  number  of  allowances  allocated  to 
a  number  greater  than  240,000,  the 
Administrator  will  review  the 
distribution  of  all  allowances  allocated 

C|<  follows* 

(1)  If  at  least  60.000  allowances  have 
been  allocated  from  the  Reserve  for  each 
of 

(i)  Qualified  energy  conservation 
measures,  and 

(ii)  Qualified  renewable  energy 
generation,  allocations  of  allowances 
will  continue  pursuant  to  §  73.82,  \mtil 
no  more  allowances  remain  in  the 
Reserve. 

(2)  If  fewer  than  60.000  allowances 
have  been  allocated  for  either  qualified 
oiergy  conservation  measures  or 
qualified  renewable  energy  generation, 
the  Administrator  will  establish  a 
subaccount  for  the  allocation  of 
allowances  for  applications  based  on  the 
category  for  which  fewer  than  60,000 
allowances  have  been  allocated.  The 
subaccount  will  contain  allowances 
equal  to  60,000  less  the  number  of 
allowances  previously  allocated  for 
such  category. 

(b)  Allocation  of  allowances  from  the 
subaccount.  The  Administrator  will 
allocate  allowances  from  the  subaccount 
established  piusuant  to  paragraph  (a)  of 
this  section  to  approved  and  EKDE 
certified  applicants  that  fulfill  the 
requirements  of  this  subpart,  including 
§  73.82  and  §  73.83,  on  a  "first-come, 
first-served  basis",  pursuant  to 

§  73.84(a).  until  the  subaccount  is 
depleted  or  closed  pursuant  to 
paragraph  (c)  of  this  section. 

(c)  Closure  of  the  subaccount.  Unless 
all  allowances  in  the  subaccount  have 
been  previously  allocated,  the 
Administrator  will  terminate  the 
subaccount  not  later  than  February  1, 
1998  and  return  any  allowances 
remaining  in  the  subaccount  to  the 
general  accoimt  of  the  Reserve.  After  all 
Reserve  allocations  have  been  made  to 
applicants  with  approved  and  DOE 
certified  applications  subject  to 


§  73.84(f)(3).  the  Administrator  will 
allocate  any  remaining  allowances  to 
any  applicants  that  meet  the 
requirements  of  this  subpart,  including 
§  73.82  and  §  73.83,  on  a  "first-come, 
first-served"  basis,  pursuant  to  §  73.84. 

f73J6    Stale  ragulatory  autonomy. 

Nothing  in  this  Subpart  shall  preclude 
a  state  or  state  regulatory  authority  from 
providing  additional  incentives  to 
utilities  to  encourage  investment  in  any 
conservation  meastires  or  renewable 
energy  generation. 

Appendix  A  to  Subpart  F— Lkt  of  QuaUfied 
Energy  CoBnnralioa  MeamrM,  Qualified 
RonewaUo  Ganeratiaa.  and  Kfeanina 
Applicable  for  Kadoced  Utilization 

1.  Demand-side  Measures  Applicable  for  the 
Ck)nsetvation  and  Renewable  Energy  Reserve 
Program  or  Reduced  UtiliTation 

The  following  listed  measures  are 
approved  as  "qualified  energy  conservation 
measures"  for  purposes  of  the  Conservation 
and  Renewable  Energy  Reserve  Program  or 
reduced  utilization  qualified  energy 
conservation  plans  under  §  72.43  of  this 
chapter.  Measures  not  appearing  on  the  list 
may  also  be  qualified  conservation  measures 
if  they  meet  the  requirements  specified  in 
§  73.81(a)  of  this  part. 
1.1    Residential 
1.1.1    Space  Conditioning 

•  Electric  furnace  improvements 
(intennittent  ignition,  automatic  vent 
dampers,  and  heating  element  change-outs) 

•  Air  conditioner  (central  and  room) 
upgrades/replacements 

•  Heat  pump  (ground  source,  solar 
assisted,  and  conventional)  upgrades/ 
replacements 

•  Cycling  of  air  conditioners  and  heat 
pumps 

•  Natural  ventilation 

•  Heat  recovery  ventilation 

•  Clock  thermostats 

•  Setback  thermostats 

•  Geothermal  steam  direct  use 

•  Improved  equipment  controls 

•  Solar  assisted  space  conditioning 
(ventilation,  air-conditioning,  and  desiccant 
cooling) 

•  Passive  solar  designs 

•  Air  conditioner  and  heat  pump  clean 
and  tune-up 

•  Heat  pipes 

•  Whole  house  fiuis 

•  High  efficiency  fans  and  motors 

•  Hydronic  pump  insulation 

•  Register  relocation 

•  Register  size  and  blade  configuration 

•  Return  air  location 

•  Duct  sizing 

•  Duct  insulation 

•  Duct  sealing 

•  Duct  cleaning 

•  Shade  tree  planting 
1.1.2    Water  Heating 

•  Electric  water  heater  upgrades/ 
replacements 

•  Electric  water  heater  tank  wraps/blankets 

•  Low-flow  showerheads  and  fittings 

•  Solar  heating  and  pre-heat  units 


Geothennal  heating  and  pre-heat  units 
Heat  traps 

Water  heater  heat  pumps 
Recirculation  pumps 
Setback  thermostats 
Water  heater  cycling  control 
Solar  heating  for  swimming  pools 
Pipe  wrap  insulation 
1.1.3    Lighting 

Lamp  replacement 
Dimmers 

Motion  detectors  and  occupancy  sensors 
Photovoltaic  lighting 
Fixture  replacement 
Outdoor  lighting  controls 
I    Building  Envelope 
Attic,  basement,  ceiling,  and  wall 
insulation 

Passive  solar  building  systems 
Exterior  roof  insulation 
Exterior  wall  insulation 
Exterior  wall  insulation  bordering 
unheated  space  (e.g.,  a  garage) 
Knee  wall  insulation  in  attic 
Floor  insulation 
Perimeter  insulation 
Storm  windows/doors 
Caulking/weatherstripping 
Multi-glazed  inserts  for  sliding  glass 
doors 

Sliding  door  replacements 
Installation  of  French  doors 
Hollow  core  door  replacement 
Radiant  barriers 
Window  vent  conversions 
Window  replacement 
Window  shade  screens 
Low-e  windows 
Window  reduction 
Attic  ventilation 
Whole  house  fon 
Passive  solar  design 
5    Other  Appliances 
Refrigerator  replacements 
Freezer  replacements 
Oven/range  replacements 
Dishwasher  replacements 
Clothes  washer  replacements 
Clothes  dryer  replacements 
Customer  located  power  generation 
based  on  photovoltaic,  solar  thermal, 
biomass,  wind  or  geothermal  resources 
Swimming  pool  pump  replacements 
Gasket  replacements 
Maintenance/coil  cleaning 
1.2    Commercial 
1.2.1    Heating/Ventilation/Air  Conditioning 
(HVAC) 

•  Heat  pump  replacement 

•  Fan  motor  efficiency 

•  Resizing  of  chillers 

•  Heat  pipe  retrofits  in  air  conditioning 
units 

•  Dehumidifiers 

•  Steam  trap  insulation 

•  Radiator  thermostatic  valves 

•  Variable  speed  drive  on  fan  motor 

•  Solar  assisted  HVAC  including 
ventilation,  chillers,  heat  pumps,  and 
desiccants 

•  HVAC  piping  insulation 

•  HVAC  ductwork  insulation 

•  Boiler  insulation 

•  Automatic  night  setback 

•  Automatic  economizer  cooling 

•  Outside  air  control 
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•  Hot  and  cold  deck  autooMtic  reset 

•  Reheat  system  primary  air  optimiratton 

•  Process  heat  racowoty 

•  Deadband  theimoatat 

•  Tlmeclocks  on  circulating  pumpa 

•  Chiller  system 

•  Increase  raodansing  unit  efTicMDcy 

•  Separate  m<ike-up  air  for  exhaust  hoods 

•  Variable  air  volunie  system 

•  Direct  tower  cooling  (chiller  strainer 
cycle) 

•  Multiple  chiller  control 

•  Radiant  heating 

•  Evaporative  root  surface  cooling 

•  Cooling  tower  flow  control 

•  Ceiling  faot 

•  Evaporative  cooling 

•  Direct  expansion  cooling  system 

•  Heat  recovery  ventilation  (water  and  air- 
source) 

•  Set-back  controls  Ear  haaHngi'cooIing 

•  Make-up  air  control 

•  Manual  fiui  switches 

•  Energy  saving  exhaust  hood 

•  Night  flushing 

•  Spot  radiant  heating 

•  Terminal  regulated  air  volume  control 
scheme 

•  Variable  speed  motors  far  HVAC  system 

•  Waterside  economizers 

•  Airside  economizer 

•  Gray  water  systems 

•  Weil  water  far  cooling 

1.2.2  Building  envelope 

•  Insulation 

•  Wall  insulation 

•  Floor/slab  insulation 

•  Roof  insulation 

•  Window  and  door  upgrades, 
replacements,  and  films  (to  reduce  solar  heat 
gains) 

•  Passive  solar  design 

•  Earth  berming 

•  Shading  devices  and  tree  planting 

•  High  reflectivity  roof  coating 

•  Evaporative  cooling 

•  Infiltration  reductioD 

•  Weatherstripping 

•  Caulking 

•  Low-e  windows 

•  Multi-giaxed  windows 

•  Replan  glazing  with  insulated  walls 

•  Thennal  bnak  window  frames 

•  Tinted  glazing 

•  Vapor  barrier 

•  Vestibule  entry 

1.2.3  Lighting 

•  Elactranic  ballast  replaceroents 

•  Delamping 

•  Reflectors 

•  Occupancy  sensors 

•  Daylighting  with  controls 

•  Pholovoltaicligbting 

•  Efficient  exterior  lighting 

•  Manual  selective  switching 

•  Efficient  exit  signs 

•  Blighting  construction 

•  Cathode  cutout  ballasts 

•  High  intensity  discbarge  luminaries 

•  Outdoor  light  tiroeclock  and  photocell 

1.2.4  Re&igeration 

•  Refrigerator  replacement 

•  Freezer  replacement 

•  Optimize  heat  gains  to  refrigerated  space 

•  Optimize  defrost  cootrot 

•  Refrigeration  pressure  optimization 
control 


•  High  efQci«>cy  compressors 

•  Anti-condensate  heater  control 

•  Floating  head  pressure 

•  Hot  gas  defrost 

•  Parallel  unequal  compressors 

•  Variable  speed  compressors 

•  Water  cooler  controls 

•  Waste  heat  utilization 

•  Air  doors  on  refrigeration  equipment 
^.2.S    Water  Heating 

•  Electric  water  beating  upgrades/ 
replacements 

•  Electric  water  heater  wraps/blankets 

•  Pipe  insulation 

•  Solar  heating  and/or  pr»-heat  units 

•  Geotbermal  beating  and/or  pre-beatimits 

•  Circulating  pump  control 

•  Point-of-use  water  beater 

•  Heat  recovery  domestic  water  heater 
(DWHl  system 

•  Chemical  dishwashing  system 

•  End-uaa  reductioa  using  low-flow 
fittings 

1 . 2.6    Other  etMi-uses  and  misceUaneoua 

•  Energy  management  control  systems  for 
building  operations 

•  Customer  located  power  based  on 
photovoltaic,  solar  thermal,  biomass,  wind, 
and  geothermal  resources 

•  Energy  efficient  office  equipment 

•  Customer-owned  transformer  upgrades 
and  proper  sizing 

1.3    Industial 

1.3.1  Motors 

•  Retire  inefficient  motors  and  replace 
with  energy  efficient  motors,  including  the 
use  of  electronic  adjustable  speed  or  variable 
frequency  drives 

•  Rebuild  motors  to  operate  more 
efficiently  through  greater  contamination 
protection  and  improved  magnetic  materials 

•  Install  self-starters 

•  Replace  improperly  sized  motors 

1.3.2  Ughting 

•  Electronic  ballast  replacement/ 
improvement 

•  Electromagnetic  ballast  upgrade 

•  Installation  of  reflectors 

•  Substitution  of  lamps  with  built-in 
automatic  cathode  cut-out  switches 

•  Modify  ballast  circuits  with  additional 
impedance  devices 

•  Metal  halide  and  high  pressure  sodium 
lamp  retrofits 

•  High  pressure  sodium  retrofits 

•  Daylighting  with  controls 

•  Occupancy  sensors 

•  Delamping 

•  Photovoltaic  lighting 

•  Two  step  and  dimmable  high  intensity 
discharge  ballast 

1.3.3  Heating/Ventilalion/Air  Conditioning 
(HVAC) 

•  Heat  pump  replacement/upgrade 

•  Furnace  upgrade/replacement 

•  Fan  motor  efficiency 

•  Resizing  of  chillers 

•  Heat  pipe  retrofits  on  air  conditioners 

•  Variable  speed  drive  on  fan  motor   ' 

•  Solar  assisted  HVAC  inclbding 
ventilation,  chillers,  heat  pumps  and 
desiccants 

1.3.4  Industrial  Processes 

•  Upgrades  in  heat  transfer  equipment 

•  Insulation  and  burner  upgrades  far 
industrial  fumaces/ovensAioilen  to  reduce 
elertririty  loads  on  motors  and  fans 


•  Insulation  and  redesign  of  piping 

•  Upgrades/retrofits  in  condenser/ 
evaporation  equipment         _ 

•  Process  air  and  water  filtration  for 
improved  efficiency 

•  Upgrades  of  catalytic  combustors 

•  Solar  process  beat 

•  Customer  located  power  based  on 
photovoltaic  solar  thermal.  biooMss.  wind, 
and  geothermal  resources 

•  Power  factor  controllers 

•  Utilization  of  waste  gas  faels 

•  Steam  lin«  and  steam  trap  repairs/ 
upgrades 

•  Compressed  air  system  improvements/ 
repairs 

•  Industrial  process  beat  pump 

•  Optimization  of  eqnlpnient  FtAricatfon 
or  maintenance 

•  Resizing  of  process  equipment  for 
optimal  eneigy  efficiency 

•  Use  of  unique  tbennodynamic  power 

cycles 

1.3.5  Building  Envelopa 

•  Insulation  of  ceiling,  walls,  and  ducts 

•  Window  and  door  replacement/upgrade, 
inchiding  thermal  energy  barriers 

•  Cautking/weetberstripping 

1.3.6  Water  Heating 

•  Electric  water  beatH' upgrades/ 
replacements 

•  Electric  water  heatar  wraps/blankets 

•  Pipe  insulation 

•  Low-flow  showeifaeads  and  fittings 

•  Solar  beating  and  pra-heat  units 

•  Geothermal  heating  and  pre-heat  units 

1.3.7  Other  End-uses  and  miscellaneous 

•  Refrigeration  system  retrofit/replacement 

•  Energy  management  control  systems  and 
end  use  metering 

•  Customer-owned  transformer  retrofits/ 
replacements  and  proper  sizing 

1.4    Agricultural 

1 .4.1  Space  Conditioning 

•  Buildtng  envelope  measures 

•  Efficient  HVAC  equipment 

•  Heat  pipe  retrofit  on  air  conditioners 

•  System  and  control  measures 

•  Solar  assisted  HVAC  including 
ventilation,  chillers,  heat  pumps,  and 
desiccants 

•  Air-source  and  geothermal  heat  pumps 
replacemen  t/upgrades 

1.4.2  Water  heating 

•  Upgrades/replacements 

•  Water  heater  wraps/blankats 

•  Pip>e  insulation 

•  Low-flow  showeiheads  and  fittings 

•  Solart  heating  and/'or  pre-bear  units 

•  Geothermal  heating  and/or  {nv-heat  units 

1.4.3  Lighting 

•  Electronic  ballast  replacements 

•  Delamping 

•  Rer.ectors 

•  Occupancy  sensors 

•  Daylighting  with  controls 

•  Photovoltaic  Hghtiitg 

•  Outdoor  lighting  controls 

1.4.4  Pumping/'Jrrigation 

•  Pump  upgrades/retrofits 

•  Computerized  pump  control  systems 

•  Irrigation  load  management  strategies 

•  Irrigation  pumping  plants 

•  Computer  irrigation  control 

•  Saige  irrigation 

•  Computerized  scheduling  of  irrigation 


2.  Supply-sid 
Reduced  Utii 
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•  Drip  irrigation  systems 
1.4.S    Motors 

•  Retire  Inefficient  motors  and  replace 
with  energy  efficient  motors,  including  the 
use  of  electronic  adjustable  speed  and 
variable  frequenc>'  drives 

•  Rebuild  motors  to  operate  more 
efficiently  through  greater  contamination 
protection  and  improved  magnetic  materials 

•  Install  self-starters 

•  Replace  Improperly  sized  motors 
1 1 .4.6    Other  end  uses 

•  Ventilation  fens 

•  Cooling  and  refrigeration  system 
upgrades 

•  Grain  drying  using  unhealed  air 

•  Grain  diying  using  low  temperature 
electric 

•  Customer-owned  transformer  retrofits/ 
replacements  and  proper  sizing 

•  Programmable  controllers  for  electrical 
farm  equipment 

•  Controlled  livestock  ventilation 

•  Water  heating  for  production  agriculture 

•  Milk  cooler  heat  exchangers 

•  Direct  expansion/ice  bank  milk  cooling 

•  Low  energy  precision  application 
systems 

•  Heat  pump  crop  drying 

1.5    Government  Services  Sector 

1.5.1  Streetlighting 

•  Replace  incandescent  and  mercury  vapor 
lamps  with  high  pressure  sodium  and  metal 
halide 

1.5.2  Other 

•  Energy  efficiency  improvements  in 
motors,  pumps,  and  controls  for  water  supply 
and  waste  water  treatment 

•  District  heating  and  cooling  measures 
derived  for  cogeneration  that  result  in 
electricity  savings 

2.  Supply-side  Measures  Applicable  for 
Reduced  Utilization 

Supply-side  measures  that  may  be 
approved  for  purposes  of  reduced  utilization 
plans  under  S  72.43  include  the  following: 

2 . 1  Generation  efficiency 

■  Heat  rate  improvement  programs 

•  AvailabilitjT  improvement  programs 

•  Coal  cleaning  measures  that  improve 
l)oiler  efficiency 

•  Turbine  improvements 

•  Boiler  improvements 

•  Control  improvements,  including 
artificial  intelligence  and  expert  systems 

•  Distributed  control — local  (real-time) 
versus  central  (delayed) 

•  Equipment  monitoring 

•  Performance  monitoring 

•  Preventive  maintenance 

•  Additional  or  improved  heat  recovery 

•  Sliding/variable  pressure  operations 

•  Adjustable  speed  drives 

•  Improved  personnel  training  to  improve 
man/machine  interface 

2.2  Transmission  and  distribution 
efficiency 

•  High  efficiency  transformer  switchouts 
using  amorphous  core  and  silicon  steel 
technologies 

•  Low-loss  windings 

•  Innovative  cable  insulation 

•  Reactive  power  dispatch  optimization 

•  Power  factor  control 

•  Primary  feeder  reconfiguration 


•  Primary  distribution  voltage  upgrades 

•  High  efficiency  substation  transformers 

•  Controllable  series  capacitors 

•  Real-time  distribution  data  acquisition 
analysis  and  control  systems 

•  Conservation  voltage  regulation 

3.  Renewable  Energy  Generation  Measures 
Applicable  for  the  Conservation  and 
RenewaUe  Energy  Reserve  Progjam 

The  following  listed  measures  are 
approved  as  "qualified  renewable  energy 
generation"  for  purposes  of  the  Conservation 
and  Renewable  Energy  Reserve  Program. 
Measiires  not  appearing  on  the  list  may  also 
be  qualified  renewable  energy  generation 
measures  if  they  meet  the  requirements 
specified  in  $73.81. 

3.1  Biomass  resources 

•  Combustible  energy-producing  materials 
from  biological  sources  which  include:  wood, 
plant  residues,  biological  wastes,  landfill  gas, 
energy  crops,  and  eligible  components  of 
municipal  solid  waste. 

3.2  Solar  resources 

•  Solar  thermal  systems  and  the  non-fossil 
fuel  portion  of  solar  thermal  hybrid  systems 

•  Grid  and  non-grid  connected 
photovoltaic  systems,  including  systems 
added  for  voltage  or  capacity  augmentation  of 
a  distribution  grid. 

3.4  Geothermal  resources 

•  Hydrothermal  or  geopressurized 
resources  used  for  dry  steam,  flash  steam,  or 
binary  cycle  generation  of  electricity. 

3.5  Wind  resources 

•  Grid-connected  and  non-grid-connected 
wind  farms 

•  Individual  wind-driven  electrical 
generating  turbines 

(The  information  requirements  in  this 
subpart  have  been  approved  by  the  Office  of 
Management  and  Budget  under  the  control 
number  2060-0221.) 

6.  Title  40  is  amended  by  adding  part 
75  to  read  as  follows: 

PART  7&-CONTINUOUS  EMISSION 
MONITORING 

Subpart  A— General 

75.1  Purpose  and  scope. 

75.2  Applicability. 

75.3  General  Acid  Rain  Program  provisions. 

75.4  Cximpliance  dates. 

75.5  Prohibitions. 

75.6  Incorporation  by  reference. 

75.7  EPA  Study. 

75.8  (reserved]. 

Subpart  B— Monitoring  Proviaiona 

75.10  General  operating  requirements. 

75.11  Specific  provisions  for  monitoring 
SO2  emissions  (SO2  and  flow  monitors). 

75.12  Specific  provisions  for  monitoring 
NO.  emissions  (NOi  and  diluent  gas 
monitors). 

75.13  Specific  provisions  for  monitoring 
CO2  emissions. 

75.14  Specific  provisions  for  monitoring 
opacity. 

75.15  Specific  provisions  for  monitoring 
SO2  emissions  removal  by  qualifying 
Phase  I  technology. 


75.16  Specific  provisions  for  monitoring 
emissions  bam  conunon,  by-pasa,  and 
multiple  stacks  for  SO2  emissions  and 
heat  input  determinations. 

75.17  Specific  provisions  for  monitoring 
emissions  from  common,  by-pass,  and 
multiple  stacks  for  NO*  emission  rate. 

75.18  Specific  provisions  for  monitoring 
emissions  from  common  and  by-pass 
stacks  for  opacity. 

Subpart  C—Oparatton  and  Matntananca 
Raqulramanta 

75.20  Certification  and  recertification 
procedures. 

75.21  Quality  assurance  and  quality  control 
requirements. 

75.22  Reference  test  methods. 

75.23  Alternatives  to  ASTM  methods. 

75.24  Out-of-control  periods. 

Subpart  D— Mlaaing  Data  SubatMution 
Prooaduraa 

75.30  General  provisions. 

75.31  Initial  missing  data  procedures. 

75.32  Determination  of  monitor  data 
availability  for  standard  missing  data 
procedures. 

75.33  Standard  missing  data  procedures. 

75.34  Units  with  add-on  emission  controls. 

Subpart  E— AMamativa  Monitoring  Syatama 

75.40  General  demonstration  requirements. 

75.41  Precision  criteria. 

75.42  Reliability  criteria. 

75.43  Accessibility  criteria. 

75.44  Timeliness  criteria. 

75.45  Daily  quality  assurance  criteria. 

75.46  Missing  data  substitution  criteria. 

75.47  Criteria  for  a  class  of  affected  units. 

75.48  Petition  for  an  alternative  monitoring 
system. 

Subpart  F—Racordlwaping  Raquiramants 

75.50  General  recordkeeping  provisions. 

75.51  General  recordkeeping  provisions  for 
specific  situations. 

75.52  Certification,  quality  assurance  and 
quality  control  record  provisions. 

75.53  Monitoring  plan. 

Subpart  6— Raporling  Raqulramanta 

75.60  General  provisions. 

75.61  Notification  of  certification  and 
recertification  test  dates. 

75.62  Monitoring  plan. 

75.63  Certification  or  recertification 
applications. 

75.64  Quarterly  reports. 

75.65  Opacity  reports. 

75.66  Petitions  to  the  Administrator. 

75.67  Retired  units  petitions. 
Appendix  A  to  Part  75 — Specifications  and 

Test  Procedures 

Appendix  B  to  Part  75 — Quality  Assurance 
and  Quality  Control  Procedures 

Appendix  C  to  Part  75 — Missing  Data 
Statistical  Estimation  Procedures 

Appendix  D  to  Part  75— Optional  SO2 
Emissions  Data  Protocol  for  Gas-Fired 
Units  and  Oil-Fired  Units 

Appendix  E  to  Part  75— Optional  NO, 
Emissions  Estimation  Protocol  for  Gas- 
Fired  Peaking  Units  and  Oil-Fired 
Peaking  Units 

Appendix  F  to  Part  75— Conversion 
Procedures 
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Appendix  C  to  Put  7S— OatafmiBatiaa  of 

COj  Enussioos 
Appendix  H  to  Part  75— R»»i««l  Traceability 

Protocol  Na  1 
Appendix  1  to  Part  75— Optional  F-factor/ 

Fnsl  Flow  Method  \tmemA) 
AutbOTity:  42  U^C  7&51k  mnd  note. 

Subpart  A-GMMral 

f7S.1    PurpoM  and  acop*. 

(a)  Purpose.  The  purpose  of  this  part 
is  to  establish  requirements  for  the 
monitoring,  recordkeeping,  and 
reporting  of  sulfur  dioxide,  nitrogen 
oxides,  and  carbon  dioxide  emissions, 
volumetric  flow,  and  cecity  data  from 
affected  units  under  the  Acid  Rain 
Program  pursuant  to  Sections  412  and 
821  of  the  Clean  Air  Act,  42  U.S.C 
7401-7671q  as  amended  by  Public  Law 
101-549  (November  15, 19901  (the  Act]. 

(b)  Scope.  The  regulations  established 
under  this  part  include  general 
requirements  for  the  installation, 
certification,  operation,  and 
maintenance  of  continuoua  emission  or 
opacity  moDiloring  systems  and  speaBc 
requirements  for  the  monitoring  of  SO3 
emissions,  volumetric  flow,  NO, 
emissions,  opacity,  CO2  emissions  and 
SO3  emissions  removal  by  oualifying 
Phase  I  technologies.  Specifications  for 
the  installation  and  perfonxiance  of 
continuous  emission  monitoring 
systems,  cwtification  tests  and 
procedures,  and  quality  assurance  tests 
and  procedures  are  included  in 
Appendices  A  and  B  to  this  part. 
Qiteria  for  alternative  monitoring 
systems  and  pVovisions  to  account  for 
missing  data  from  certified  continuous 
emission  monitoring  systems  or 
approved  alfkmatiTe  monitoring 
systems  are  also  included  in  the 
regulation. 

Statistical  estimation  procedures  for 
missing  data  are  included  in  appendix 
C  to  this  part.  Optional  protocols  for 
estimating  SO2  mass  acnissions  from 
gas-fired  or  oil-fired  units  and  NO, 
emissions  from  gas-fired  peaking  or  oil- 
fired  peaking  imits  are  included  in 
appendices  D  and  E,  respectively,  to  this 
part.  Requirements  for  recording  and 
recordkeeping  of  monitoring  data  and 
for  quarterly  electronic  reporting  also 
are  specified.  Procedures  for  conversion 
of  monitoring  data  into  units  of  the 
standard  are  included  in  appendix  F  to 
this  part.  Procedures  for  the  monitoring 
and  calculation  of  CO2  emissions  are 
included  in  appendix  C  of  this  part. 

175.2    AppitcabiMy. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  the  provisions  of  this 
f>art  apply  to  each  affected  unit  subject 
to  Acid  Rain  wnission  limitations  or 
reduction  requirements  for  SO2  or  NO.. 


(b)  The  provisifBS  of  this  part  do  not 
apply  to: 

(1)  A  new  unit  lor  whidi  a  writtm 
exemption  has  been  issued  under  $  72.7 
of  this  chapter  (any  new  unit  diat  serves 
one  or  more  generators  with  total 
nameplate  capacity  of  25  MWe  or  lass 
and  bums  only  fuels  with  a  sulfur 
content  of  0.05  percent  or  less  by  weight 
may  apply  to  the  Administrator  for  an 
exemptirai);  or 

(2)  An  existing  utility  unit  which 
serves  a  generator  writh  nameplate 
capacity  not  greater  than  25  MWe;  or 

(3)  an  existing  simple  combustion 
turbine;  or 

(4)  An  afiected  unit  for  which  a 
written  exemption  has  been  issued 
under  §  72^  and  an  exception  granted 
under  %  75.67. 

1 75.3    Ganaral  Add  Rain  Program 
proviaiona. 

The  provisions  of  part  72.  including 
the  following,  shall  apply  to  this  part: 

(a)  §  72^    (Definitions): 

(b)  §  72.3    (Measurements, 
Abbreviations,  and  Acronyms); 

(c)  §  72.4    (Federal  Authorial: 

(d)  §  72.5    (State  Authority); 
(e)§72.6    (Applic^lity): 

(f)  §  72.7    (New  Unit  Exemption); 
(ri  S  72.8    (Retired  Units  Exemptionh 
(h)  $  72.9    (Standard  Requirements); 
(i)  §  72.10    (Availability  of 

Information);  and 
(j)  §  72.11    (Computation  of  Time). 

hi  addition,  the  procedures  for 
appeals  of  decisions  of  the 
Administrator  under  this  part  are 
contained  in  part  78  of  this  chapter. 

§75.4    Compiianca  dataai 

(a)  The  provisions  of  this  part  apply 
to  each  existing  Phase  I  and  Phase  11 
unit  on  February  10, 1993.  For 
substitution  or  compensating  units  that 
are  so  designated  under  the  acid  rain 
permit  which  governs  the  unit  and 
contains  the  approved  substitution  01 
reduced  utilization  plan,  piusuant  to 
§  72.41  or  §  72.43  of  this  chapter,  the 
provisions  of  this  part  beconte 
applicable  u{>on  the  issuance  date  of  the 
acid  rain  permit.  In  accordance  with 
§  75.20,  the  owner  or  operator  of  each 
existing  affected  unit  shall  ensure  that 
all  certification  te$t»  for  the  required 
continuous  emission  monitoring 
systems  and  continuous  opacity 
monitoring  systems  are  completed  not 
later  than  the  following  dates  (except  as 
provided  in  paragraphs  (d)  and  (e)  of 
this  section): 

(1)  For  Phase  I  imit,  November  15, 
1993. 

(2)  For  a  substitution  cur  a 
compensating  unit  that  is  designated 
under  an  approved  substitution  plan  or 


reduced  utilization  plan  pursuant  to 
$  72.41  or  §  72.43  of  this  chapter,  the 
later  of  the  following  dates: 
(i)  November  IS.  1993;  or 
(ii)  not  hrter  than  90  days  after  the 
issuance  date  (or  date  of  approval  of 
permit  revision)  of  the  add  rain  permit 
whidi  governs  the  unit  and  containa  the 
approved  substitution  or  reduced 
utilization  plan. 

(3)  For  a  Phase  II  unit,  January  1. 
1995. 

(b)  In  accordance  with  §  75.20.  the 
owner  or  operator  of  each  new  afiecfed 
unit  shall  ensure  that  all  certification 
tests  for  the  required  continuous 
emissi(xi  monitoring  systems  and 
continuous  opacity  monitoring  systems 
ara  completed  on  or  before  the  later  of 
the  following  dates: 

(1)  January  1, 1995;  or 

(2)  Not  later: than  90  days  after  the 
date  the  unit  Commences  commercial 
operation,  not  to  exceed  the  date  the 
unit  is  declared  commercial  in 
accordance  with  DOE  Form  ELA-«60 
instru(.-tions  (i.a.  the  date  the  unit  is 
turned  over  to  the  dispatcher). 

(c)  In  accordance  with  §  75.20.  the 
owner  or  operator  of  an  existing  unit 
that  did  not  serve  a  generator  with  a 
nameplate  capacity  greater  than  25 
MWe  on  November  15, 1990,  but  serves 
such  a  generator  after  November  15, 
1990,  shall  ensure  that  all  certification 
tests  for  the  required  continuous 
emission  monitoring  systems  and 
continuous  opacity  monitoring  systems 
ara  completed  on  or  before  the  later  of 
the  following  dates: 

(1)  January  1, 1995;  or 

(2)  Not  later  than  90  days  after  the 
date  the  imit  begins  to  serve  a  generator 
with  a  nameplate  capacity  greater  than 
25  MWe. 

(d)  In  accordance  with  §  75.20.  the 
owner  or  operator  of  an  existing  unit 
that  is  shut  down  and  is  not  vet 
operating  by  the  applicable  dates  listed 
in  paragraph  (a)  of  this  section,  shall 
ensure  that  all  certification  tests  kt  the 
required  continuous  emission 
monitoring  systems  and  continuous 
opacity  monitoring  systems  ara 
completed  not  later  than  90  days  after 
the  date  that  the  unit  recommencea 
commercial  operatitm  of  the  affected 
unit,  not  to  exceed  the  date  the  unit  is 
declared  commercial  in  acccvdanoe  with 
DOE  Form  EIA-860  instructions  (i.e.. 
the  date  the  unit  is  ttuned  over  to  the 
dispatcher). 

(e)  In  accordance  with  S  75.20,  the 
ovmer  or  operator  of  a  unit  wnth  a 
qualifying  Phase  I  technology  which 
requires  the  use  of  «n  inlet  SOz-diluent 
continuous  anis8i<»i  mooitoring  system 
for  the  purpose  of  monitoring  SQj 
emissions  removal  from  Jamnry  1, 1997 
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through  Deconfaer  31. 199S  AaH  i 
that  all  certification  tests  for  the  inlel 
and  outlet  SOz-diliwnt  continuous 
emisaion  monitoring  systems  are 
completed  no  later  thao  January  1, 1997. 

f7S.5   PfoMbMena. 

(a)  A  viokitian  td  any  a{^lic^Ie 
regidation  in  this  part  by  the  owners  or 
operators  or  the  designated 
represents ve  ol  an  afieded  source  or 
an  affected  tmit  is  a  violation  of  the  Act 

(b)  No  owner  or  c^>entor  of  an 
a^Bcted  unit  shall  operate  the  unit 
without  complying  writh  the 
requiremmts  of  §§  75.2  through  75.67 
and  appendioaa  A  through  G  ^this 
part. 

(c)  No  owner  or  <^»eratar  of  an 
a^Bcted  unit  shall  use  any  ahemative 
monhonng  system,  alternative  rdiarence 
method,  or  any  other  alternative  for  the 
required  continuous  emission 
monitoring  system  without  having 
obtained  £e  Administrator's  prior 
written  approval  in  accordance  with 

§§  73.23,  75.48  and  75.66. 

(d)  No  owner  or  operator  of  an 
affected  unit  shall  operrte  the  uidt  so  as 
to  discharge,  or  allow  to  be  discharged, 
emissions  of  SOa,  NO.,  or  OO2  to  the 
atmosphere  without  accounting  for  all 
such  emissions  in  accordance  wi\h  the 
provisions  of  §§  75.10  through  75.18. 

(e)  No  owaet  ex  operator  of  an 
a^BCted  unit  shall  disrupt  the 
continuous  emission  mmiitming  system, 
any  portion  there<rf,  or  any  other 
approved  emission  monitoring  method, 
and  thereby  avoid  mcmitoring  and 
recording  SO2,  NO.,  or  CO2  emissions 
discharged  to  the  atmosphwe.  except  for 
periods  when  maintenance  is  performed 
pursuant  to  §  75.21  and  appendix  B  of 
this  part. 

%  75.S    IncofporatMn  of  raferenca. 

The  materials  listed  in  this  section  are 
incorporated  by  reference  in  the 
corresponding  sections  noted.  These 
incorporations  by  reference  were 
approved  by  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.C 
552(a)  and  1  CFR  part  51.  These 
materials  are  inowporated  as  they 
existed  on  the  date  of  approval,  wd  a 
notice  of  any  change  in  uese  materials 
will  be  published  in  the  Federal 
Regiatar.  The  materials  are  available  for 
pundiase  at  the  corresponding  address 
noted  below  and  are  available  fw 
inspection  at  the  Office  of  the  Federal 
Register,  800  N.  Capitol  Street.  NW.. 
Washington,  DC.  at  the  PuUic 
Information  Reference  Unit  of  the  U.S. 
EPA,  401  M  Street,  SW.,  Wariiington, 
DC  and  at  the  LHwary  (MD-35),  U.S. 
EPA.  Research  Thangla  Park.  North 
Carolina. 


(a)  The  following  materials 
available  for  purchase  from  the 
following  addresses;  American  Sodety 
for  Testing  and  Malarial  (ASTM),  1916 
Race  Street,  Philadelphia,  Pennsylvania 
19103;  and  the  University  Microfilms 
International  300  North  Zeeb  Road,  Ann 
Arbor.  Michigan  48106. 

(1)  ASTM  D129-91,  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  (General  Bomb  Method),  for 
appendices  A  and  D  of  this  part. 

(2)  ASTM  D240-87  (Resraroved 
1991),  Standard  Test  Method  Ibr  Heat  at 
Combustion  of  Liquid  Hydrocarbon 
Fu^s  by  Bomb  Calorimeter,  for 
appendices  A,  D,  E  and  F  of  this  part. 

(3)  ASTM  D287-82  (Reapproved 
1987),  Standard  Test  Method  for  API 
Gravity  of  Crude  Petroleiim  and 
Petroleum  Products  (HydrtHseler 
Method),  for  app«)dix  O  of  this  part. 

(4)  ASTM  D388-92,  Standard 
Classification  of  Coals  by  Rank, 
incorporation  by  reference  fi»  appendix 
F  of  this  part. 

(5)  ASTM  D941-88,  Standard  Test 
Method  for  Density  and  Relative  Density 
(Specific  Gravity)  of  Liquids  by  Lipkin 
Bicspillary  Pycnometor,  fat  appendix  D 
of  this  part. 

{6}  ASTM  D1072-90,  Standard  Test 
Method  for  Total  Sulfur  in  Fuel  Gases, 
for  appendix  D  of  this  part. 

(7)  ASTM  D1217-91.  Standard  Test 
Method  for  Density  and  RelSva  Density 
(Specific  Gravity)  of  Liquids  by 
Bingham  Pycnometer,  for  appendix  D  of 
this  part. 

(8)  ASTM  Dl  250-80  (Reapproved 
1990),  Standard  Guide  for  Petroleiun 
Measurement  Tables,  for  appendix  D  of 
this  part 

{9J  ASTMD1298-85  (Reapproved 
1990),  Standard  Practice  for  Density, 
Relative  Density  (Specific  Gravity)  or 
API  Gravity  of  Crude  Petroleum  and 
Liquid  I^troleura  Products  by 
Hydrometer  Method,  for  appendix  D  of 
this  part. 

(10)  ASTM  D1480-91,  Standard  Test 
Method  for  Density  and  Relative  Density 
(Specific  Gravity)  of  Viscous  Materials 
by  Bingham  Pycnometer,  for  appendix  D 
of  this  part. 

(11)  ASTM  D1481-91.  Standard  Test 
Method  for  Density  and  Relative  Density 
(Specific  Gravity)  of  Viscous  Materials 
by  Lipkin  BicapiUary  Pycnometer.  for 
appendix  D  of  this  part. 

(12)  ASTM  D1552-90.  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  (High  Temperature  Method), 
for  appendices  A  and  D  of  the  part. 

(13)  ASTM  D182&-88.  Standard  Test 
Method  far  Calorific  (Heating)  Vahie  of 
Gases  m  Natural  Gas  Range  by 
Continuous  Recording  Calorimeter,  for 
appendicee  E  and  F  of  this  part. 


(14)  ASTM  Dl945-ei.  Standard  Test 
Method  for  Analysis  of  Natural  Gas  by 
Gas  Chromstogr^ihy,  for  appendices  F 
and  G  of  this  part 

(15)  ASTM  D1946-90,  Standard 
Practice  for  Analysis  of  Reformed  Gas 
by  Gas  Chromatogra|rfiy,  for  appendices 
F  and  G  of  this  part 

(16)  A^JM  D2013-8e,  Stffiidard 
Method  of  Preparing  Coal  Samples  for 
Analysis,  for  appendix  F  of  this  part 

(17)  ASTM  D2015-91,  Standard  Test    - 
Method  for  Gross  Calorific  Value  of  Coal 
and  Coke  by  the  Adiabatic  Bomb 
Calorimeter,  for  appendices.  A,  D,  E  and 
F  of  this  part 

(18)  ASTM  D2234-69.  Standard  Test 
Methods  for  Collection  of  a  Gross 
Sample  of  Coal,  for  appendix  F  of  this 
part. 

(19)  ASTM  D2382-88.  Standard  Test 
Method  for  Heat  of  Combustion  of 
Hydrocarbon  Fuels  by  Bomb 
Calorimeter  (High-Pradsion  Method), 
for  appendices  D.  E  and  F  of  this  part. 

(20)  ASTM  D2502-87.  Standard  Test 
Method  for  Estimation  of  Molecular 
Weight  (Relative  Molecular  Mass)  of 
Petroleum  Oils  from  Viscosity 
Measurements,  for  ^pendix  G  of  this 
part. 

(21)  ASTM  D2503-82  (Reap^voved 
1987).  Standard  Test  Method  for 
Molecular  Weight  (Relative  Molecular 
Mass)  of  Hydrocarb(X»  by 
Thermoelectric  Measurement  of  Vapor 
Pressuire,  for  appendix  G  of  this  pait 

(22)  ASTM  172622-92,  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  by  X-R«y  Spectrometry,  for 
appendices  A  and  D  of  this  pert. 

(23)  ASTM  D31 74-89.  Standard  Test 
Method  for  Ash  in  the  AneJysis  Sample 
of  Coal  and  Coke  From  Coal,  for 
appendix  G  of  this  part. 

(24)  ASTM  D31 76-89,  Standard 
Practice  for  Ultimate  Analysis  of  Coal 
and  Coke,  for  appendices  A  and  F  of 
this  part. 

(25)  ASTM  D3177-89,  Standard  Test 
Methods  for  Total  Sulfur  in  the  Analysis 
Sample  of  Codl  wd  Coka,  for  appendix 
A  of  this  part 

(26)  ASTM  D31 78-89.  Standard  Test 
Methods  for  Carbon  and  Hydrogen  in 
the  Analysis  Sample  of  Coal  and  Coke, 
for  appendix  G  of  this  pcut. 

(27)  ASTM  D3238-90,  Standard  Test 
Method  for  Calculation  of  Carbon 
Distribution  and  Structural  Group 
Analysis  of  Petroleum  Oils  by  the  n-d- 
M  Method,  for  appendix  G  of  this  part. 

(28)  ASTM  D4052-91,  Standard  Test 
Method  for  Density  and  Relative  Ctonsity 
of  Liqvtids  by  Digital  Density  Meter,  for 
appendix  D  of  this  part. 

(29)  ASTM  D4057-88.  Standard 
Practice  for  Manual  Sampling  of 
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Petroleum  and  Petroleum  Products,  for 
appendix  D  of  this  part. 

(30)  ASTM  D4177-82  (Reapproved 
1990).  Standard  Practice  for  Automatic 
Sampling  of  Petroleum  and  Petroleum 
Products,  for  appendix  D  of  this  part. 

(31)  ASTM  D4239-85.  Standard  Test 
Methods  for  Sulfur  in  the  Analysis 
Sample  of  Coal  and  Coke  Using  High 
Temperature  Tube  Furnace  Com"bustion 
Methods,  for  appendix  A  of  this  part. 

(32)  ASTM  D4294-90,  Standard  Test 
Method  for  Sulfur  in  Petroleum 
Products  by  Energy-Dispersive  X-Ray 
Fluorescence  Spectroscopy,  for 
appendices  A  and  D  of  this  part 

(b)  The  following  materials  ar 
available  for  purchase  from  the 
American  Society  of  Mechanical 
Engineers  (ASME).  22  Law  Drive.  Box 
2350.  Fairfield.  NJ  07007-2350. 

(1)  ASME  MFC-3M-1989  with 
September  1990  Errata.  Measurement  of 
Fluid  Flow  in  Pipes  Using  Orifice, 
Nozzle,  and  Venturi.  for  §  75.20  and 
appendices  D  and  E  of  this  part. 

(2)  ASME  MFC-4M-1986  (Reaffirmed 
1990).  Measurement  of  Gas  Flow  by 
Turbine  Meters,  for  §  75.20  and 
appendix  E  of  this  part. 

(3)  ASME  MFC-5M-1985. 
Measurement  of  Liquid  Flow  in  Closed 
Conduits  Using  Transit-Time  Ultrasonic 
Flowmeters,  for  §  75.20  and  appendices 
D  and  E  of  this  oart. 

(4)  ASME  KtFC-6M-1987  with  June 
1987  Errata.  Measurement  of  Fluid  Flow 
in  Pipes  Using  Vortex  Flow  Meters,  for 
§  75.20  and  appendices  D  and  E  of  this 

part.  ^ 

(5)  ASME  MFC-7M-1987  (Reaffirmed 
1992),  Measurement  of  Gas  Flow  by 
Means  of  Critical  Flow  Venturi  Nozzles, 
for  §  75.20  and  appendix  E  of  this  part. 

(6)  ASME  MFC-9M-1988  with 
December  1989  Errata.  Measurement  of 
Liquid  Flow  in  Closed  Conduits  by 
Weighing  Method,  for  §  75.20  and 
appendices  D  and  E  of  this  part. 

(7)  ASME  Power  Test  Code  4.1-1964 
(Reaffinned  1991).  Steam  Generating 
Units,  for  appendix  E  of  this  part. 

(8)  ASME  Performance  Test  Code  17- 
1973  (Reaffirmed  1991),  Reciprocating 
Internal  Combustion  Engines,  for 
appendix  E  of  this  part. 

(9)  ASME  Performance  Test  Code  22- 
1985,  Gas  Turbine  Power  Plants,  for 
appendix  E  of  this  part. 

S75.7    EPA  Study. 

The  Agency  will  initiate  rulemaking 
to  adjust  the  equations  in  the  bias  test 
by  an  amount  sufficient  to  compensate 
for  reference  monitor  variance  based  on 
a  study,  which  EPA  shall  complete  by 
October  31. 1993.  unless  the 
Administrator  determines  that 
adjustments  are  technically  unnecessary 
or  infeasible  to  properly  determine  bias. 


175.8    [ftoMomd] 

Subpart  B— Monitoring  Provisions 

§75.10    0»iwsl  op«rstlog  r«|utr«n«its. 

(a)  Primary  Measurement 
Requirement.  The  owner  or  operator 
shall  measure  opacity,  and  all  SOj.  NO,. 
and  COi  emissions  for  each  affected  unit 
as  follows: 

(1)  The  owner  or  operator  shall 
install,  certify,  operate,  and  maintain,  in 
accordance  with  all  the  requirements  of 
this  part,  a  SO2  continuous  emission 
monitoring  system  (consisting  of  an  SO2 
pollutant  concentration  monitor  and  a 
flow  monitor)  with  the  automated  data 
acquisition  and  handling  system  for 
measuring  and  recording  SO2 
concentration  (in  ppm),  voliunetric  gas 
flow  (in  scfh),  and  SO2  mass  emissions 
(in  Ib/hr)  discharged  to  the  atmosphere, 
except  as  provided  in  §§  75.11  and 
75.16  and  subpart  E; 

(2)  The  owner  or  operator  shall 
install,  certify,  operate,  and  maintain,  in 
accordance  with  all  the  requirements  of 
this  part,  a  NO»  continuous  emission 
monitoring  system  (consisting  of  a  NO, 
pollutant  concentration  monitor  and  an 
O2  or  CO2  diluent  gas  monitor)  with  the 
automated  data  acquisition  and 
handling  system  for  measuring  and 
recording  NO,  concentration  (in  ppm) 
and  NO,  emission  rate  (in  Ib/mmbtu) 
discharged  to  the  atmosphere,  except  as 
provided  in  §§  75.12  and  75.17  and 
subpart  E; 

(3)  The  owner  or  operator  shall 
determine  CO2  emissions  by  using  one 
of  the  following  options: 
.  (i)  The  owner  or  operator  shall  install, 
certify,  operate,  and  maintain,  in 
accordance  with  all  the  requirements  of 
this  part,  a  CO2  continuous  emission 
monitoring  system  (consisting  of  a  CO2 
pollutant  conrentration  monitor  and  a 
flow  monitor)  with  the  automated  data 
acquisition  and  handling  system  for 
measuring  and  recording  CO2 
concentration  (Jn  ppm  or  percent, 
volumetric  gas  flow  (in  scfh),  and  CO2 
mass  emissions  (in  tons/hr)  discharged 
to  the  atmosphere; 

(ii)  The  owner  or  operator  shall 
determine  CO2  emissions  based  on  the 
measured  carbon  content  of  the  fuel  and 
the  procedures  in  Appendix  G  of  this 
part  to  estimate  CO2  emissions  (in  ton/ 
day)  discharged  to  the  atmosphere;  or 

(iii)  The  owner  or  operator  shall 
install,  certify,  operate,  and  maintain,  in 
accordance  with  all  the  requirements  of 
this  part,  an  O2  concentration  monitor 
in  order  to  determine  CO2  emissions 
tising  the  procedures  in  appendix  F  of 
this  part  to  measure  CO2  emissions  (in 
tons/hr)  and  to  estimate  CO2  emissions 


(in  ton/day)  discharged  to  the 
atmosphere;  and 

(4)  The  owner  or  operator  shall 
install,  certify,  operate,  and  maintain,  in 
accordance  with  all  the  requirements  in 
this  part,  a  continuous  opacity 
monitoring  system  with  the  automated 
data  acquisition  and  handling  system 
for  measuring  and  recording  the  opacity 
of  emissions  (in  percent  opacity) 
discharged  to  the  atmosphere,  except  as 
provided  in  §§75.14  and  75.18. 

(b)  Primary  Equipment  Performance 
Requirements.  The  owner  or  operator 
shall  ensure  that  each  continuous 
emission  monitoring  system  required  by 
this  part  meets  the  equipment, 
installation,  and  performance 
specifications  in  Appendix  A  to  this 
part;  and  is  maintained  according  to  the 
quality  assurance  and  quality  control 
procedures  in  Appendix  B  to  this  part; 
and  shall  record  SO2  and  NO,  emissions 
in  the  appropriate  units  of  measurement 
(i.e..  Ib/hr  for  SO2  and  Ib/mmBtu  for 
NO.). 

(c)  Heat  Input  Measurement 
Requirement.  The  owner  or  operator 
shall  determine  and  record  the  heat 
input  to  each  affected  unit  for  every 
hour  or  part  of  an  hour  any  fuel  is 
combusted  following  the  procedures  in 
Appendix  F  to  this  part. 

(d)  Primary  Equipment  Houriy 
Operating  Requirements.  The  owner  or 
operator  shall  ensure  that  all  continuous 
emission  or  opacity  monitoring  systems 
required  by  this  part  are  in  operation  at 
all  times  that  the  affected  unit  combusts 
any  fuel  and  that  the  following 
requirements  are  met: 

(1)  The  owner  or  operator  shall  ensure 
that  each  continuous  emission 
monitoring  system  and  component 
thereof  is  capable  of  completing  a 
minimum  of  one  cycle  of  operation 
(sampling,  analyzing,  and  data 
recording)  for  each  successive  15-min 
interval.  The  owner  or  operator  shall 
reduce  all  SO2  concentrations, 
volumetric  flow,  SO2  mass  emissions. 
SO2  emission  rate  in  Ib/mmBtu  (if 
applicable),  CO2  concentration,  O2 
concentration.  CO2  mass  emissions  (if 
applicable),  NO,  concentration,  and 
NO,  emission  rate  data  to  1-hr  averages. 
The  owner  or  operator  shall  compute 
these  averages  from  four  or  more  data 
points  equally  spaced  over  each  1-hr 
period,  except  during  periods  when 
calibration,  quaUty  assurance,  or 
maintenance  activities  pursuant  to 
§  75.21  and  appendix  B  of  this  part  are 
being  performed.  During  these  periods, 
a  valid  hour  shall  consist  of  at  least  two 
data  points  separated  by  a  minimum  of 
15  minutes.  For  combined  monitoring 
systems  (NO,-diluent  and  SOrdiluent). 
the  hourly  average  emission  rate  is  valid 
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only  if  the  hoxirfy  average  concentrrtion 
from  each  of  the  component  monitors  is 
vaUd. 

(2)  The  owner  or  operator  shall  msure 
that  eadi  continuous  opacity  monitoring 
system  is  capable  of  completing  a 
minimum  of  one  cycle  of  sampling  and 
analyzing  for  each  successive  lO-sec 
period  and  one  cycle  of  data  recording 
for  each  successive  6-min  period.  The 
owner  or  operator  shall  reduce  all 
opacity  data  to  6-min  averages 
calculated  from  36  or  more  data  points 
equally  spaced  over  each  B-min  period, 
except  where  the  applicable  State 
implementation  plan  (pursuant  to  part 
51.  Appendix  M  of  this  chapter)  or 
operating  permit  requires  a  different 
averaging  period,  in  whidi  case  the 
Slate  requirement  shall  satisfy  this  Acid 
Rain  Prooram  req|uirement. 

(3)  Failure  of  an  SO2  pollutant 
concentration  monitor,  flow  monitor,  or 
NOx  continuous  emission  mcmitoring 
system  to  acquire  the  minimum  number 
of  data  points  comprising  a  valid  hour, 
as  specified  in  paragraph  (d)  of  this 
section  shall  result  in  the  loss  of  such 
component  data  for  the  entire  hour.  The 
owner  or  operator  shall  estimate  and 
record  emission  or  flow  data  for  the 
missing  hour  by  means  of  the  automated 
data  acquisition  and  handling  system,  in 
accordance  with  the  applicable 
procedure  for  missing  data  substitution 
in  subpart  D  of  this  pert. 

(e)  Optional  Backup  Monitor 
Requirements.  If  the  owner  or  operator 
chooses  to  certify  two  or  more 
continuous  emission  monitors  or  NO. 
continuous  emission  monitoring 
systems  that  are  each  capable  of 
monitoring  a  specific  affected  unit,  or 
group  of  units  using  a  common  stadc, 
then  the  owner  or  operator  shall 
designate  one  such  monitor  or 
monitoring  system  as  the  primary 
monitor  ot  monitoring  system,  and  shall 
record  this  information  in  the 
monitoring  plan,  as  provided  for  in 
§  75.53.  The  owner  or  operator  shall 
designate  the  other  certified  monitorfs) 
or  monitoring  system(s)  as  the  backup 
mcHiitorfs)  or  monitoring  system(s)  in 
the  monitoring  plan.  When  the  certified 
primary  monitor  or  certified  primary 
monitoring  system  is  operating  and  not 
out-of-contTol  as  defined  in  §  75.24,  only 
data  from  the  certified  primary  monitor 
or  certified  primary  monitoring  system 
shall  be  reported  as  valid,  quality- 
assured  data.  Thus,  data  &t>m  the 
certified  backup  monitor  or  cwtified 
backup  monitoring  system  may  be 
reported  as  valid,  quality-assured  data 
only  when  the  backup  is  operating  and 
not  out-of-control  as  defined  in  §  75.24 
and  when  the  certified  primary  monitor 
or  certified  primary  monitoring  system 


is  not  operating  (or  is  operating  but  out- 
of-control).  A  particular  monitor  may  be 
designated  both  as  a  certified  printary 
monitor  for  one  unit  and  as  a  certified 
backup  monitor  for  another  unit. 

(f)  Minimum  Measurement  Capability 
Requirement.  The  owner  or  operator 
shall  ensine  that  each  continuous 
emission  or  opacity  monitorine  system 
and  component  thereof  is  capable  of 
accurate^  measuring,  recording,  and 
reporting  data,  and  shall  not  incur  a  full 
scale  exceedance. 

(g)  Minimum  Recording  and 
Reporting  Requirements.  The  owner  or 
operator  shall  record  and  the  designated 
representative  shall  report  the  hourly, 
daily,  quarterly,  and  annual  information 
collected  under  the  requiremotts  of  this 
part  as  specified  in  subparts  F  and  G  of 
this  part. 

S75.11    SpecMcprovtoloneforinonterlna 

502  emiMkMta  (SO2  and  flow  monHora). 

(a)  Coal-fired  units.  The  owner  or 
operatOT  shall  meet  the  general 
operating  reqixirements  in  §  75.10  for  an 

503  continuous  «nission  monitormg 
system  for  eadi  affected  coal-lired  unit, 
except  as  provided  in  §  75.16  aiwl  in 
subpart  E  of  this  part. 

(b)  Moisture  correction.  Where  SOj 
concentration  is  measured  on  a  dry 
basis,  the  owner  or  operator  shall  either: 

(1)  Install,  operate,  and  maintain  a 
continuous  moisture  monitor  for 
measuring  and  recording  the  moistiue 
OHitent  of  the  flue  gases:  or 

(2)  Determine  the  moisture  content  of 
the  flue  gases  continuously  ( or  on  an 
hourly  basis)  and  correct  the  measured 
hourly  volumetric  flow  rates  for 
moisture  when  calculating  SO2  mass 
emissions  (in  Ib/hr)  using  the 
procedures  in  appendix  F  of  this  part. 

(c)  Unit  with  no  appropriate  location 
for  a  flow  monitor.  Where  no  location 
exists  that  satisfies  the  minimum 
physical  siting  criteria  in  appendix  A  to 
this  part  for  mstallation  of  a  fiOW 
monitor  in  either  the  stack  or  the  ducts 
serving  an  affected  unit  or  installation  of 
a  flow  monitor  in  either  the  stack  or 
ducts  is  demonstrated  to  the  satisfaction 
of  the  Administrator  to  be  technically 
infeasible,  the  owner  or  operator  must 
either: 

(1)  Petition  the  Administrator  for  an 
alternative  flow  monitor  location  or 
ahemative  method  for  monitoring 
volumetric  flow;  or 

(2)  Construct  a  new  stack  or  modify 
existing  ductwork  to  accommodate  the 
installation  of  a  fiow  monitor,  and 
petition  the  Administrator  for  an 
extension  to  the  required  certification 
date  given  iri  §  75.4  of  this  part.  Phase 
I  affacted  units  may  be  granted  an 
extension  to  January  1, 1995,  for  the 


submission  of  the  COTtification 
application  for  the  purpose  of 
constructing  a  new  stack  or  making 
substantial  modifications  to  ductwork 
for  installation  of  a  flow  monitor. 

(d)  Gas-fired  units  and  oil-fired  units. 
The  owner  or  operator  of  an  afFscted 
gas-fired  or  oil-fired  unit  shall  measxue 
and  record  SO2  emissions  using  one  of 
the  following  methods: 

(1)  Meet  the  general  c^>erating 
requirements  in  §  75.10  of  this  part  for 
an  SO2  continuous  emission  monitoring 
system.  When  the  owner  or  operator 
uses  an  SO2  continuous  emission 
monitoring  system  to  monitor  SO3  mass 
emissions  from  an  affected  unit,  the 
owner  or  operator  shall  comply  with 
applicable  monitoring  provisions  in 
paragraph  (a)  of  this  section;  or 

(2)  Provide  other  information 
satisfactory  to  the  Administrator  using 
the  procedure  specified  in  appendix  D 
to  this  part  for  estimating  hourly  SO2 
mass  emissions. 

(e)  Other  units.  The  owner  or  operator 
of  an  affected  unit  that  combusts  wood, 
refuse,  or  other  material  in  addition  to 
oil  or  gas  shall  comply  with  the 
monitoring  i»Y)visi(»s  for  coal-fired 
units  specified  in  paragraph  (a)  of  this 
section. 

175.12    SpedWc  provtelona  for  monttoriog 
NO.  •mtealone  (NO.  and  Mwent  gae 
(nonltoca). 

(a)  Coal-fired  units,  gps-fired 
nonpeaking  units  or  oil-fired 
nonpeaking  units.  The  owner  or 
o{>erator  shall  meet  the  general 
operating  requirements  in  §  75.10  of  this 
part  for  a  NO.  continuous  emission 
monitoring  system  for  each  affected 
coal-fired  unit,  gas-fired  nonpeaking 
unit,  or  oit-fired  nonpeaking  unit, 
except  as  provided  in  paragraph  (c)  of 
this  section,  §  75.17.  and  in  subpart  E  of 
this  part.  The  diluent  gas  monitor  in  the 
NOi  continuous  emission  monitoring 
system  may  measiire  either  O3  or  CO2 
concentration  in  the  flue  gases. 

(b)  Determination  ofNOx  emission 
rate.  The  owner  or  operator  shall 
calculate  hourly,  quarterly,  and  annual 
NO,  emission  rates  (in  Ib/mmBtu]  by 
combining  the  NO,  concentration  (in 
ppm)  and  diluent  concentration  (in 
percent  O2  or  OO2)  measurements 
according  to  the  procedures  in  appendix 
F  of  this  part. 

(c)  Gas-fired  peaking  units  or  oil-fired 
peaking  units.  The  owner  or  operator  of 
an  affected  gas-fired  peaking  unit  or  oil- 
fired  peaking  imit  shall  comply  with  the 
following: 

(1)  If  a  unit's  operations  in  the 
previous  three  calendar  years  are  no 
more  than  a  capacity  fact  or  of  20 
percent  in  each  calendar  year  and  no 
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more  than  an  average  capacity  factor  of 
10  percent,  then  the  owner  or  operator 
shall  measiire  and  record  NO,  emissions 
using  one  of  the  following  methods: 

(i)  Meet  the  general  operating 
requirements  in  §  75.10  of  this  part  for 
a  NO,  continuous  emission  monitoring 
system:  or 

(ii)  Provide  information  satisfactory  to 
the  Administrator  using  the  procedure 
specified  in  appendix  E  of  this  part  for 
estimating  hourly  NO,  emission  rate. 

(2)  If  a  unit's  operations  in  the 
previous  three  calendar  years  exceed  a 
capacity  factor  of  20  percent  in  any 
calendar  year  or  exceed  an  average 
capacity  factor  of  10  percent,  the  owmer 
or  operator  shall  install,  certify,  and 
operate  a  NO,  continuous  emission 
monitoring  system  by  December  31  of 
the  following  calendar  year. 

(3)  When  the  owner  or  operator  of  an 
affected  gas-fired  peaking  unit  or  oil- 
fired  pe^ng  unit  uses  a  NO, 
continuous  emission  monitoring  system 
to  monitor  the  NO,  emission  rate  from 
the  unit,  the  owner  or  operator  shall 
comply  with  the  applicable  monitoring 
provisions  in  paragraph  (a)  of  this 
section. 

(d)  Other  units.  The  owner  or  operator 
of  an  a^cted  imit  that  combusts  wood, 
refuse,  or  other  material  in  addition  to 
oil  or  gas  shall  comply  with  the 
monitoring  provisions  specified  in 
paragraph  (a)  of  this  section. 

f  75.13    SpecMe  prevWon*  for  monitoring 
CO2  MMeaions. 

(a)  COz  continuous  emission 
monitoring  system.  If  the  owner  or 
operator  chooses  to  use  the  continuous 
emission  monitoring  method,  then  the 
owner  or  operator  shall  meet  the  general 
operating  requirements  in  §  75.10  of  this 
part  for  a  CX)2  continuous  emission 
monitoring  system  for  each  affected 
unit.  The  o%vner  or  operator  shall 
comply  with  the  applicable  provisions 
specified  in  §  75.11  (a)  through  (e)  or 

§  75.16  of  this  part,  except  that  the 
phrase  "SO2  continuous  emission 
monitoring  system"  is  replaced  with 
"CXIh  continuous  emission  monitoring 
system."  the  term  "SO2  concentration" 
is  replaced  with  "CO2  concentration", 
and  the  phrase  "SO2  mass  emissions"  is 
replaced  with  "CO2  mass  emissions." 

(b)  Determination  of  CCh  emissions 
using  Appendix  G  of  this  part.  If  the 
owner  or  operator  chooses  to  use  the 
appendix  G  method,  then  the  owner  or 
operator  may  provide  information 
satisfactory  to  the  Administrator  for 
estimating  daily  CO2  mass  emissions 
based  on  the  measured  carbon  content 
of  the  fuel  and  the  amount  of  fuel 
combusted.  For  imits  with  wet  flue  gas 
desulfurization  systems  or  other  addK)n 


emissions  controls  generating  CO2.  the 
owner  or  operator  shall  use  the 
procedures  in  appendix  G  to  this  part  to 
estimate  both  combustion-related 
emissions  based  on  the  measured 
carbon  content  of  the  fuel  and  the 
amount  of  fuel  combusted  and  sorbent- 
related  emissions  based  on  the  amount 
of  sorbent  injected.  The  owner  or 
operator  shall  calculate  daily,  quarterly, 
and  annual  CO2  mass  emissions  (in 
tons)  in  accordance  with  the  procedures 
in  appendix  G  to  this  part. 

(c)  Deferminafion  0/CO2  mass 
emissions  using  appendix  F  of  this  part. 
If  the  owner  or  operator  chooses  to  use 
the  appendix  F  method,  then  the  owner 
or  operator  may  estimate  hourly  CO2 
mass  emissions  based  on  continuous  O2 
concentration  monitoring,  fuel  F  and  Fc 
factors,  and  where  Oj  concentration  is 
measured  on  a  dry  basis,  hourly 
corrections  for  the  moisture  content  of 
the  flue  gases,  using  the  methods  and 
procedures  specified  in  appendix  F  to 
this  part.  For  imits  using  a  common 
stack  the  owner  or  operator  may  use  the 
provisions  of  §  75.16  of  this  part,  except 
that  the  phrase  "SO2  continuous 
emission  monitoring  system"  is 
replaced  with  "COj  continuous 
emission  monitoring  system."  the  term 
"SO2  concentration"  is  replaced  with 
"CO2  concentration",  and  the  phrase 
"SO2  mass  emissions"  is  replaced  with 
"CO2  mass  emissions." 

I7S.14    SfWcMcprovWon*  for  monitoring 


(a)  Coal-fired  units  and  oil-fired  units. 
The  owner  or  operator  shall  meet  the 
general  operating  provisions  in  §  75.10 
of  this  part  for  a  continuous  opacity 
monitoring  system  for  each  anected 
coal-fired  or  oil-fired  wait,  except  as 
provided  in  paragraphs  (b),  (c),  and  (d) 
of  this  section  and  in  §  75.18.  Each 
continuous  opacity  monitoring  system 
shall  meet  the  design,  installation, 
equipment,  and  performance 
specifications  in  Performance 
Specification  1  in  appendix  B  to  part  60 
of  this  chapter.  Any  continuous  opacity 
monitoring  system  previously  certified 
to  meet  Performance  Specification  1 
shall  be  deemed  certified  for  the 
purposes  of  this  part. 

(b)  Unit  with  wet  flue  gas  pollution 
control  system.  If  the  owner  or  operator 
can  demonstrate  that  condensed  water 
is  present  in  the  exhaust  flue  gas  stream 
and  would  impede  the  accuracy  of 
opacity  measurements,  then  the  owner 
or  operator  of  an  affected  imit  equipped 
with  a  wet  flue  gas  pollution  control 
system  for  SO3  emissions  or  particulates 
is  exempt  from  the  opacity  monitoring 
requirements  of  this  part. 


(c)  Gas-fired  units.  The  owner  or 
operator  of  an  affected  gas-fired  unit  is 
exempt  bom  the  opacity  monitoring 
requirements  of  this  part.  Whenever  a 
unit  previously  categorized  as  a  gas- 
fired  unit  is  recategorized  as  another 
type  of  unit  by  changing  its  fuel  mix,  the 
owner  or  operator  shall  install,  operate, 
and  certify  a  continuous  opadW 
monitoring  system  as  required  by 
paragraph  (a)  of  this  section  by 
December  31  of  the  following  calendar 
year. 

(d)  Diesel-fired  units  and  dual-fuel 
reciprocating  engines  units.  The  owner 
or  operator  of  an  affected  diesel-fired 
imit  or  a  dual-fuel  reciprocating  engine 
imit  is  exempt  from  the  opacity 
monitoring  requirements  of  this  part. 

I7S.1S  SfwcHlc  proviaiona  for  monitoring 
SO2  wniMlona  ramovai  by  qualifying  Pftaaa 
Itoehnology. 

(a)  Additional  monitoring  provisions. 
In  addition  to  the  SO2  monitoring 
requirements  in  §  75.11  or  §  75.16.  for 
the  purposes  of  adequately  monitoring 
SO2  emissions  removal  by  qualifying 
Phase  I  technology  operated  pursuant  to 
§  72.42  of  this  chapter,  the  owner  or 
operator  shall,  except  where  specified 
below,  use  both  an  inlet  SO,-diluent 
continuous  emission  monitoring  and  an 
outlet  SOrdiluent  continuous  emission 
monitoring  system,  consisting  of  an  SO} 
pollutant  concentration  monitor  and  a 
diluent  CO3  or  Oj  monitor.  (The  outlet 
SOi-diluent  continuous  emission 
monitoring  system  may  consist  of  the 
same  SO2  pollutant  concentration 
monitor  that  is  required  under  §  75.11  or 
§  75.16  for  the  measurement  of  SO2 
emissions  discharged  to  the  atmosphere 
and  the  diluent  monitor  used  as  part  of 
the  NO,  continuous  emission 
monitoring  system  that  is  required 
under  S  75.12  or  §  75.17  for  the 
measiirement  of  NO,  emissions 
discharged  into  the  atmosphere.)  During 
the  period  when  required  to  measure 
emissions  removal  efficiency.  frt>m 
January  1. 1997  through  December  31. 
1991,  the  owner  or  operator  shall  meet 
the  general  operating  requirements  in 
§  75.10  of  this  part  for  both  the  inlet  and 
the  outlet  SOjAiiluent  continuous 
emission  monitoring  systems,  and  in 
addition,  the  owner  or  operator  shall 
comply  with  the  monitoring  provisions 
in  this  section.  On  January  1.  2000,  the 
owner  or  operator  may  cease  operating 
and/or  reporting  on  the  inlet  SO2- 
diluent  continuous  emission  monitoring 
system  results  for  the  purposes  of  the 
Acid  Rain  Program. 

(1)  Pre-comoustion  technology.  The 
owner  or  operator  of  an  affected  unit  for 
which  a  precombustion  technology  has 
been  employed  for  the  purpose  of 


rovisions. 
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meeting  qualifying  Phase  I  technology 
requirements  shall  use  Reference 
Method  19  in  appendix  A  to  part  60  of 
this  chapter  to  estimate,  daily,  the 
percentage  SO2  removal  efficiency  from 
such  tecl^olo^. 

(2)  Combustion  technology.  The 
owner  or  operator  of  an  affected  unit  for 
which  a  combustion  technology  has 
been  installed  and  operated  for  the 
purpose  of  meeting  qualifying  Phase  I 
technology  requirements  shall  use  the 
coal  sampling  and  analysis  procedures 
in  ap{>endix  F  to  this  part  and  Equation 
5  in  paragraph  (b)  of  this  section  to 
estimate  the  percentage  SO2  removal 
efficiency  from  such  technology. 

(3)  Post-combustion  technology.  The 
owner  or  operator  of  an  affected  unit  for 
which  a  post-combustion  technology 
has  been  installed  and  operated  for  the 
purpose  of  meeting  qualifying  Phase  I 
technology  requirements  shall  install, 
cwtify,  operate,  and  maintain  both  an 
inlet  and  an  outlet  SCh-diluent 
continuous  emission  monitoring  system. 

(i)  Both  inlet  and  outlet  SOz-diluent 
continuous  emission  monitoring 
systems  shall  consist  of  an  SO2 
pollutant  concentration  monitor  and  a 
diluent  gas  monitor  for  measxuing  the 
Oj  or  CO2  concentrations  in  the  flue  gas 
and  shall  measure  and  record  average 
hourly  SO2  emission  rates  (in  lb/ 
mmBtu). 

(ii)  The  SO^-diluent  continuous 
emission  monitoring  sj'stems  for 
measuring  and  recording  the  SO2 
emissions  removal  by  a  qualifying  Phase 
I  technolc^  shall  meet  all  the 
requirements  of  this  part  diuing  the 
period  when  required  to  measure 
emissions  removal,  from  January  1, 1997 
through  December  31, 1999,  and  shall 
meet  the  certification  deadline  specified 
in  §  75.4. 

(iii)  The  SO2  pollutant  concentration 
monitors  and  the  diluent  gas  monitors  at 
the  inlet  the  outlet  of  the  SO2  emission 
controls  shall  meet  all  requirements 
specified  in  appendices  A  and  B  to  this 
part. 

tb)  DGmonstration  ofSCf  emissions 
removal  efficiency.  The  owner  or 
operator  shall  demonstrate  the  average 
annual  percentage  SO2  emissions 
removal  efficiency  of  the  installed 
technology  or  combination  of 
technologies  dxuing  the  period  when 
required  to  measure  emissions  removal, 
from  January  1, 1997  through  December 
31. 1999,  according  to  the  following 
procediues: 

(1)  Calculate  the  average  annual  SO2 
emissions  removal  efficiency  using 
Equations  1-7  as  follows: 

%li-100(1.0-(1.0-%/VlOO)  (i.o-%vioo) 

(1.0-%Rc/100)l  (Bg.l) 
where. 


%R  z  Overall  percentage  SOj  emissions 

removal  efficiency. 
%Rf  B  Percentage  SO2  emissions  removal 

efficiency  from  fuel  pretreatment. 

calculated  from  Equation  19-22  in 

Reference  Method  19  In  Appendix  A  to 

part  60  of  this  chapter. 
%Rc  =  Percentage  SOj  emissions  removal  of 

combustion  emission  controls, 

calculated  frtHn  Equation  5. 
%R,  z  Percentage  SOi  removal  efficiency  of 

post-combustion  emission  controls. 

calculated  from  Equation  2. 


%i?  =100  [1.0— -2] 


(Eq.2) 
where, 

E(r=Average  hourly  SO2  emission  rate  in  lb/ 
mmBtu,  measured  at  the  outlet  of  the 
post-combustion  emission  controls 
d\iring  the  calendar  year,  calculated  from 
Equation  3. 

Ei=Average  hourly  SOi  emission  rate  in  IW 
mmBtu,  measiued  at  the  inlet  to  the 
post-combustion  emission  controls 
during  the  calendar  year,  calculated  from 
Equation  4. 


E«. 


B„=ii 


hoj 


n 


(Bq.3) 
where, 

Eboj=Each  hourly  SO2  emission  rate  in  lb/ 
mmBtu,  measured  by  the  continuous 
emission  monitoring  system  at  the  outlet 
to  the  post-combustion  emission 
controls. 

n=Total  unit  operating  hoiirs  during  which 
the  SO2  continuous  emission  monitoring 
system  at  the  outlet  of  the  emission 
controls  collected  quality-assured  data. 
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(Eq.4) 
where, 

Ebij=Each  hourly  SO2  emission  rate  in  lit/ 
mmBtu,  measured  by  the  continuous 
emission  monitoring  system  at  the  inlet 
to  the  post-combustion  emission 
controls. 

m=Total  luit  operating  hours  during  which 
the  SOj  continuous  emission  monitoring 
system  at  the  inlet  to  the  emission 
controls  collected  quality-assured  data. 


%/?c=100[1.0— -^] 


'cl 


(Bq.5) 
where, 

Eca=Average  hourly  SO2  emission  rate  in  lb/ 
mmBtu,  measured  at  the  outlet  of  the 
combustion  emission  controls  during  the 
calendar  year,  calculated  from  Equation 
6. 

Ed'Average  houriy  SOi  emission  rate  in  lb/ 
mmBtu,  determined  by  coal  sampling 
and  analysis  according  to  the  methods 
and  procedures  in  Appendix  G.  Section 
2.S.4  of  this  {MTt,  calculated  frmn 
Equation  7. 


^co=^ 


''ocj 


(Eq.6) 

where, 

EocpEach  hourly  SO2  emission  rate  in  lb/ 
mmBtu,  measured  by  the  continuous 
emission  monitoring  system  at  the  outlet 
to  the  combustion  controls. 

qsTotal  unit  operating  hours  for  which  the 
outlet  SO2  continuous  emission 
monitoring  system  collected  quaUty- 
assured  data  during  the  calendar  year. 


E^ 


id 


(Eq.7) 

where, 

Eicj=Each  average  hourly  SO2  emission  rate  in 
Ib/mmBtu,  determined  by  the  coal 
sampling  and  analysis  methods  and 
procedures  in  Appendix  G,  Section  2.5.4 
of  this  part  and  calculated  using 
Appendix  A,  Method  19  of  part  60  of  this 
chapter,  performed  once  a  day. 

p=Total  unit  operation  hours  during  which 
coal  sampling  and  analysis  is  performed 
to  determine  SO2  emissions  at  the  inlet 
to  the  combustion  controls. 

(2)  The  owner  or  operator  shall 
include  all  periods  when  fuel  is  being 
combiisted  in  determining  total  unit 
operating  hours  for  the  purpose  of 
calculating  the  average  SOz  emissions 
removal  efficiency  during  the  calendar 
year. 

(3)  The  owner  or  operator  shall  use 
only  quality-assured  SO2  emissions  data 
in  the  calculation  of  SO2  emissions 
removal  efficiency. 

(4)  Compliance  with  the  90-percent 
SO3  emissions  removal  efficiency 
requirement  under  this  part  is 
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determined  annually  beginning  January 
1, 1997  through  December  31, 1999. 

i75.1S    Spedil  proviaioM  for  monitoring 
wniaaiona  from  common  by-pasa,  and 
muHipla  ataeka  for  SO;  amiaaiona  and  haat 
input  dalarminaltona. 

(a)  Phase  I  common  stack  procedures. 
During  Phase  I  of  the  Acid  Rain 
Program,  the  fbllo¥ring  procedures  shall 
be  used  when  more  than  one  unit  utilize 
a  common  stack: 

(1)  Unit  utilizing  common  stack  with 
other  Phase  I  units(s).  When  a  Phase  I 
affected  iinit  uses  a  common  stack  with 
one  or  more  other  Phase  I  affected  units, 
but  no  other  units,  the  owner  or 
operator  shall  either: 

(i)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emission 
monitoring  system  in  the  duct  to  the 
common  stack  from  each  affected  unit; 
or 

(ii)  Install,  certify,  operate,  and 
maintain  an  SOi  continuous  emission 
monitoring  system  In  the  common  stack; 
and 

(A)  Combine  emissions  for-the 
affected  imits  for  compliance  purposes; 
or 

(B)  Develop,  demonstrate,  and 
provide  information  satisfactory  to  the 
Administrator  on  methods  for 
apportioning  SOi  mass  emissions 
measuied  in  the  common  stack  to  each 
of  the  Phase  I  afbcted  units.  The 
Administrator  may  approve  such 
demonstrated  substitute  methods  for 
apportioning  SO2  mass  emissions 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  accounting  of  all  emissions 
regulated  under  this  part. 

(2)  Unit  utilizing  common  stack  with 
non-Phase  I  unit(s).  When  one  or  more 
Phase  I  affected  units  uses  a  common 
stack  with  one  or  mora  Phase  II  or 
nonaffected  units,  the  owner  or  operator 
shall  either: 

(i)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emission 
monitoring  system  in  the  duct  to  the 
common  stack  frtxn  each  Phase  I  unit; 
or 

(ii)  Install,  certify,  operate,  and 
maintain  an  SO]  continuous  emission 
monitoring  system  in  the  common  stack; 
and 

(A)  Designate  the  Phase  II  units  as 
substitution  units  according  to  the 
procedure  in  part  72  of  this  chapter  and 
the  nonaffected  units  as  opt- in  units  in 
accordance  with  the  regulations 
implementing  section  410  of  the  Act 
and  combtoe  emissions  for  compliance 
purposes;  or 

(B)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emission 
monitoring  system  in  the  diict  from  each 


Phase  n  or  nonaffected  imit;  determine 
SO2  mass  emissions  from  the  affected 
units  as  the  difference  between  SOj 
mass  emissions  measured  in  the 
common  stack  and  SO2  mass  emissions 
measured  in  the  ducts  of  the  Phase  n 
and/or  nonaffiacted  units;  and  combine 
emissions  for  the  Phase  I  affected  units 
for  compliaix»  purposes;  or 

(C)  Develop,  demonstrate,  and 
provide  information  satisiKtory  to  the 
Administrator  on  methods  for 
apportioning  SO2  mass  emissions 
measured  in  the  common  stack  to  each 
of  the  units  using  the  common  stack. 
The  Administrator  m&y  approve  such 
demonstrated  substitute  methods  for 
apportioning  SO2  concentration 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  accounting  of  all  emissions 
regulated  under  this  part. 

(b)  Phase  11  common  stack 
procedures.  During  Phase  II  of  the  Acid 
Rain  Program,  the  following  procedures 
shall  be  used  when  more  than  one  unit 
use  a  common  stack: 

(1)  Unit  utilizing  common  stack  with 
other  affected  units(s}.  When  a  Phase  I 
or  Phase  II  affected  unit  utilizes  a 
common  stack  with  one  or  more  other 
Phase  I  or  Phase  n  affected  units,  but  no 
nonaffected  imits,  the  owner  or  operator 
shall  either: 

(i)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emission 
monitoring  system  in  tlie  duct  to  the 
common  stack  from  each  aff^ected  unit: 
or 

(ii)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emission 
monitoring  system  in  the  common  stack; 
and 

(A)  Combine  emissions  for  the 
affected  units  for  comphance  purposes: 
or 

(B)  Develop,  demonstrate,  and 
provide  information  satisfactory  to  the    ^ 
Administrator  on  methods  for 
apportioning  SO2  mess  emissions 
measured  in  the  common  stack  to  each 
of  the  Phase  I  and  Phase  II  effected 
units.  Tha  Administrator  may  approve 
such  demonstrated  substitute  methods 
for  apportioning  SO2  mass  emissions 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  accounting  of  all  emissions 
regulated  under  this  part 

(2)  Unit  utilizing  common  stack  trith 
nonaffected  unit(s).  When  one  or  more 
Phase  I  or  Phase  II  affected  units  utilizes 
a  common  stack  with  one  or  more 
nonaffected  units,  the  owner  or  operator 
shall  either 

(i)  Install,  certify,  operate,  and 
maintain  an  SOj  continuous  emission 
monitoring  system  in  the  duct  to  ihe 


common  stack  from  Phase  I  and  Phase 

n  unit:  or 
(ii)  Install,  certify,  operate,  and 

iTiAintain  an  SO2  continuous  emission 

monitoring  sjrstam  in  the  common  stack; 

and 

(A)  Designate  the  nonaffscted  units  as 
opt-in  units  in  accordance  with  the 
regulations  implementing  section  410  of 
the  Act  and  combine  emissions  for 
compliance  purposes;  or 

(Bj  Install,  certify,  operate,  and 
majnt"'"  an  SO2  continuous  emission 
monitoring  system  in  the  duct  from  each 
nonaffected  xmit;  determine  SO2  mass 
emissions  from  the  affected  units  as  the 
difference  between  SO2  mass  emissions 
measured  in  the  common  stack  and  SO2 
mass  emissions  measured  in  the  ducts 
of  the  nonaffected  units:  and  combine 
emissions  for  the  Phase  I  and  Phase  II 
affected  units  for  compliance  purposes; 

or 

(C)  Develop,  demonstrate,  and 
provide  information  satisfactory  to  the 
Administrator  on  methods  fbr 
apportioning  SO2  mass  emissions 
measured  in  the  common  stack  to  each 
of  the  units  using  the  common  stack. 
The  Administrator  may  approve  such 
demonstrated  substitute  methods  for 
apportioning  SO2  concentration 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  accounting  of  all  emissions 
regulated  under  this  part. 

(c)  Unit  with  by-pass  stack.  When  any 
portion  of  the  flue  gases  from  an 
affected  unit  can  be  routed  so  as  to 
avoid  the  installed  SO2  continuous 
emission  monitoring  system,  the  owner 
or  operator  shall  install,  certify,  operate, 
and  maintain  an  SO]  continuous 
emission  monitoring  system  on  the  by- 
pass flue,  duct,  or  stack  gas  streem. 

(d)  Unit  with  multiple  stacks.  When 
the  flue  gases  from  an  affocted  unit 
utilize  two  or  more  ducts  feeding  into 

,  two  or  more  stacks  (that  may  include 
flue  gases  from  other  affected  or 
nonaffected  units),  the  owner  or 
operator  shall  either: 

(1)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  ernission 
monitoring  system  in  eoch  dud  feeding 
into  the  stacks  and  determine  SO2  mass 
emissions  from  each  a%cted  imit  as  the 
sum  of  the  SO2  mass  emissions 
measured  in  the  ducts;  or 

(2)  Install,  certify,  operate,  and 
maintain  an  SO2  continuous  emissiou 
monitoring  system  in  each  stack  and 
develop,  demonstrate,  and  provide 
information  satisfactory  to  the 
Administrator  on  methods  for 
apportioning  measured  SO3  mass 
emissions  to  each  affected  unit.  The 
Administrator  may  approve  such 
demonstrated  substitute  methods  for 
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apportioning  measured  SO2  mass 
emissions  from  multiple  stacks 
whenever  the  demonstration  ensures 
complete  and  accurate  accounting  of  all 
emissions  regulated  by  this  part. 

(e)  Heat  Input.  The  owner  or  operator 
of  an  affected  unit  using  a  common 
stack  with  a  diluent  monitor  and  a  flow 
monitor  may  choose  to  determine  the 
heat  input  for  the  affected  unit, 
wherever  flow  and  diluent  monitor 
measurements  are  used  to  determine  the 
heat  input,  using  the  procedures 
spedfled  in  paragraphs  (a)  through  (d) 
of  this  section,  except  that  the  terms 
"SO2  mass  emissions"  or  "emissions" 
are  replaced  with  the  term  "heat  input" 
and  the  phrase  "SO2  continuous 
emission  monitoring  system"  is 
replaced  with  the  phrase  "a  diluent 
monitor  and  a  flow  monitor". 

S7S.17    Spadflc  provlalona  for  monitoring 
•missions  from  common,  by-pass,  and 
muMpto  stacks  for  NO.  amission  rats. 

(a)  Unit  utilizing  common  stack  with 
other  affected  unit(s).  When  an  affected 
unit  utilizes  a  common  stack  with  one 
or  more  affected  units,  but  no 
nonaffected  units,  the  owner  or  operatbr 
shall  either 

(1)  Install,  certify,  operate,  and 
maintain  a  NOx  continuous  emission 
monitoring  system  in  the  duct  to  the 
common  stadc  from  each  affected  imit; 
or 

(2)  Install,  certify,  operate,  and 
maintain  a  NO.  continuous  emission 
monitoring  system  in  the  common  stack 
and  follow  the  appropriate  procedure  in 
paragraphs  (a)(2)  (i)  through  (iii)  of  this 
section,  depending  on  whether  or  not 
the  units  are  required  to  comply  with  a 
NO.  emission  limitation  (in  Ib/mmBtu. 
annual  average  basis)  pursuant  to 
section  407(b)  of  the  Act  (referred  to 
hereafter  as  "NO.  emission  limitation"). 

(i)  When  each  of  the  affected  units  has 
a  NO.  emission  limitation,  the 
designated  representative  shall  submit  a 
compliance  plan  to  the  Administrator 
that  indicates: 

(A)  Each  unit  will  comply  with  the 
most  stringent  NO.  emission  limitation 
of  any  unit  utilizing  the  common  stack; 
or 

p)  Each  unit  will  comply  with  the 
applicable  NO.  emission  limitation  by 
averaging  its  emissions  with  the  other 
imit(s)  utilizing  the  common  stack. 

(ii)  When  none  of  the  affected  imits 
has  a  NO,  emission  limitation,  the 
owner  or  operator  and  the  designated 
representative  have  no  additional 
obligations  pursuant  to  section  407  of 
the  Act  and  may  record  and  report  a 
combined  NO.  emission  rate  (in  lb/ 
mmBtu)  for  the  affected  units  utilizing 
the  common  stack. 


(iii)  When  at  least  one  of  the  affiacted 
units  has  a  NO.  emission  limitaticm  and 
at  least  one  of  the  affected  units  does 
not  have  a  NO.  emission  limitation,  the 
owner  or  operator  shall  either: 

(a)  Install,  certify,  operate,  and 
maintain  NO.  and  diluent  monitors  in 
the  ducts  from  the  affected  units;  or 

(B)  Develop,  demonstrate,  and 
provide  information  satisfactory  to  the 
Administrator  on  methods  for 
apportioning  the  combined  NO. 
emission  rate  (in  Ib/mmBtu)  measured 
in  the  common  stack  on  each  of  the 
units.  The  Administrator  may  approve 
such  demonstrated  substitute  methods 
for  apportioning  NO.  emission  rate 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  estimation  of  all  emissions 
regulated  under  this  part. 

(b)  Unit  utilizing  common  stack  with 
nonaffected  unitsfs).  When  one  or  more 
affected  units  utilizes  a  common  stack 
with  one  or  more  nonaffected  imits,  the 
owner  or  operatbr  shall  either: 

(1)  Install,  certify,  operate,  and 
maintain  a  NO.  continuous  emission 
monitoring  system  in  the  duct  from  each 
affected  unit;  or 

(2)  Develop,  demonstrate,  and  provide 
information  satisfactory  to  the 
Administrator  on  methods  for 
apportioning  the  combined  NO, 
emission  rate  (in  Ib/mmBtu)  meastired 
in  the  common  stack  for  each  of  the 
units.  The  Administrator  inay  approve 
such  demonstrated  substitute  methods 
for  apportioning  NO.  emission  rate 
measured  in  a  common  stack  whenever 
the  demonstration  ensures  complete  and 
accurate  estimation  of  all  emissions 
regulated  under  this  part. 

(c)  Unit  with  by-pass  stack.  When  any 
portion  of  the  flue  gases  from  an 
affected  imit  can  be  routed  so  as  to  by- 
pass the  installed  NO.  continuous 
emission  monitoring  system,  the  owner 
or  operator  shall  install,  certify,  operate, 
and  maintain  a  NO.  continuous 
emission  monitoring  system  on  the  by- 
pass flue,  duct,  or  stad:  gas  stream. 

(d)  Unit  with  multiple  stacks.  When 
the  flue  gases  from  an  affected  unit 
utilize  two  or  more  ducts  feeding  into 
two  or  more  stacks  (that  may  include 
flue  gases  from  other  affected  or 
nonaffected  imits),  the  owner  or 
operator  shall  either: 

(1)  Install,  certify,  operate,  and 
maintain  a  NO.  continuous  emission 
monitoring  system  in  each  duct  feeding 
into  the  stacks  and  determine  the  YiCh 
emission  rate  for  the  unit  as  the  Btu- 
weighted  sum  of  the  NO.  emission  rates 
measured  in  the  ducts  using  the  heat 
input  estimation  procedures  in 
appendix  F  to  this  part;  or 


(2)  Install,  certify,  operate,  and 
maintain  a  NO,  continuous  emission 
monitoring  system  in  each  stack  and 
develop,  demonstrate,  and  provide 
information  satisfactory  to  the 
Administrator  on  methods  for 
apportioning  measiued  NO.  emission 
rates  to  each  affected  unit.  The 
Administrator  may  approve  such 
demonstrated  substitute  methods  for 
apportioning  measured  NO.  emission 
rates  from  multiple  stacks  whenever  the 
demonstration  ensures  complete  and 
accurate  accounting  of  all  emissions 
regulated  by  this  part. 

f  75.1s    SpecMe  proviaions  for  monitoring 
emissiorta  from  common  artd  by-^asa 
•tedta  for  opacity. 

(a)  Unit  using  common  sfocJ:. When  an 
affected  unit  utilizes  a  common  stack 
with  other  affected  units  or  nonaffected 
imits.  the  owner  or  operator  shall 
comply  with  the  applicable  monitoring 
provision  in  this  paragraph,  as 
determined  by  existing  Federal,  State,  or 
local  opacity  regulations. 

(1)  Where  another  regulation  requires 
the  installation  of  a  continuous  opacity 
monitoring  system  upon  each  affected 
unit,  the  owner  or  operator  shall  install, 
certify,  operate,  and  maintain  a 
continuous  opacity  monitoring  system 
meeting  Performance  Specification  1  in 
appendix  B  to  part  60  of  this  chapter 
(referred  to  hereafter  as  a  "certified 
continuous  opacity  monitoring  system'^ 
upon  each  unit. 

(2)  Where  another  regulation  does  not 
require  the  installation  of  a  continuous 
opacity  monitoring  system  upon  each 
affected  unit,  and  where  the  affected 
source  is  not  subject  to  any  existing 
Federal,  State,  or  local  opacity 
regulations,  the  owner  or  operator  shall 
install,  certify,  operate,  and  maintain  a 
certified  continuous  opacity  monitoring 
system  upon  each  common  stack  for  the 
combined  effluent. 

(b)  Unit  with  by-pass  stack.  Where 
any  portion  of  the  flue  gases  &t>m  an 
affected  unit  can  be  routed  so  as  to  by- 
pass the  installed  continuous  opacity 
monitoring  system,  the  owner  or 
operator  shall  install,  certify,  operate, 
and  maintain  a  continuous  opacity 
monitoring  system  on  the  by-pass  flue, 
duct,  or  stack  gas  stream. 

Subpart  C— Operation  and 
Itointenanca  Raquiremants 

175.20    Cartmcalionandrecanificatlon 

(a)  Initial  certification  approval 
process.  The  owner  or  operator  shall 
ensure  that  each  continuous  emission  or 
opacity  monitoring  system  required  by 
this  part,  the  automated  data  acquisition 
and  handling  system,  and,  where 
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applicable,  the  COj  continuous 
emission  monitoring  system  meets  the 
certification  requirements  of  this  section 
by  the  deadlines  specified  in  §  75.4  of 
this  part  and  prior  to  use  in  the  Add 
Rain  Program. 

(1)  Notificaiton  of  certification  test 
dates  or  certification  retesting  dates. 
The  owner  or  operator  or  designated 
representative  shall  submit  a  written 
notice  of  the  dates  of  certification 
testing  at  least  45  calendar  days  prior  to 
the  first  day  of  certification  testing,  as 
specified  in  §§  75.60  and  75.61. 

(i)  Except  as  provided  in  paragraph 
(a)(l)(ii)  of  this  section,  the  owmer  or 
operator  or  designated  representative 
shall  also  submit  notification  (or 
provide  notification  by  telephone)  at 
(east  7  business  days  in  advance  of  any 
propoaed  adjustments  to  the 
certification  test  dates. 

(ii)  The  owner  or  operator  may  elect 
to  repeat  a  certification  test 
immediately,  without  advance 
notification,  whenever  the  owner  or 
operator  has  determined  during  the 
cwtification  testing  that  a  continuous 
emission  or  opacity  monitoring  system 
or  component  thereof  has  failed  the  test. 

(2)  Certification  Application.  The 
designated  representative  shall  apply  for 
certification  of  each  continuous 
emission  or  opacity  monitoring  system 
used  luider  the  Add  Rain  Program,  llie 
designated  representative  shall  submit 
the  certification  application  in 
accordance  with  §  75.60  and  each 
complete  certification  application  shall 
indude  the  information  spedfied  in 
§75.63  of  this  part. 

(3)  Provisional  approval  of 
certification  applications.  Upon  the 
successful  completion  of  the  required 
certification  procedures  for  each 
continuous  emission  or  opacity 
monitoring  system  or  component 
thereof  and  subsequent  submittal  of  a 
complete  certification  application  in 
accordance  with  §  75.63,  each 
continuous  emission  or  opacity 
monitoring  system  or  component 
thereof  shall  be  deemed  provisionally 
certified  for  use  luder  the  Acid  Rain 
Program  for  a  period  not  to  exceed  120 
days  following  receipt  by  the 
Administrator  of  the  complete 
certification  application.  Data  measured 
and  recorded  by  a  provisionally 
certified  continuous  emission  or  opadty 
monitoring  system  or  component 
thereof,  in  accordance  with  the 
requirements  of  appendix  B  of  this  part, 
will  be  considered  vahd  quality-assured 
data  (retroactive  to  the  date  and  time  of 
completion  of  the  certification  tests), 
provided  that  the  Administrator  does 
not  invalidate  the  provisional 
certification  by  issuing  a  notice  of 


disapproval  within  120  days  of  receipt 
of  the  complete  certificatidn 
application. 

(4)  Certificaiion  application  foimal 
approval  process.  Tne  Administrator 
will  issue  a  written  notice  of 
certification  application  status  to  the 
owner  or  operator  within  120  days  of 
receipt  of  the  complete  certification 
application.  In  the  event  the 
Administrator  does  not  issue  a  written 
notice  of  certification  application  status 
within  120  days  of  receipt,  each 
continuous  emission  or  opadty 
monitoring  system  which  meets  the 
performance  requirements  of  this  part 
and  is  included  in  the  certification 
appUcation  will  be  deemed  certified  for 
use  under  the  Add  Rain  Program. 

(i)  Approval  notice.  If  the  certification 
application  is  complete  and  shows  that 
each  continuous  emission  or  opadty 
monitoring  system  meets  the 
performance  requirements  of  this  part, 
then  the  Administrator  will  issue  a 
written  notice  of  approval  of  the 
certification  application  within  120 
days  of  receipt. 

(ii)  Incomplete  application  notice.  If 
the  certification  application  is  not 
complete,  then  the  Administrator  will 
issue  a  written  notice  of  insuffidency. 
The  120-day  review  period  shall  not 
begin  prior  to  receipt  of  a  complete 
application. 

liii)  Disapproval  notice.  If  the 
certification  application  is  complete  but 
shows  that  any  continuous  emission  or 
opadty  monitoring  system  or 
component  thereof  does  not  meet  the 
performance  requirements  of  this  part, 
the  Administrator  shall  issue  a  written 
notice  of  disapproval  of  the  certification 
application  within  120  days  of  receipt. 
By  issuing  the  notice  of  disapproval,  the 
provisional  certification  is  invalidated 
by  the  Administrator,  and  the  data 
measured  and  recorded  by  each 
uncertified  continuous  emission  or 
opadty  monitoring  system  or 
component  thereof  shall  not  be 
considered  valid  quality-assured  data 
from  the  date  and  time  of  completion  of 
the  invalid  certification  tests  until  the 
date  and  time  that  the  owner  or  operator 
completes  subsequently  approved  initial 
certification  tests.  The  owner  or 
operator  shall  follow  the  loss  of 
certification  procedures  in  paragraph 
(a)(5)  of  this  section  to  replace  all  of  the 
invalid  data  for  each  continuous 
emission  or  opadty  monitoring  system 
or  component  which  was  disapproved, 
(iv)  Audit  decertifications.  Whenever 
an  audit  of  a  continuous  emission  or 
opacity  monitoring  system  or 
component  thereof  or  of  the  certification 
application  reveals  that  any  continuous 
emission  or  opadty  monitoring  system 


or  component  does  not  meet  the 

Srformance  requirements  of  this  part 
ter  the  initial  120-day  certification 
application  review  period),  the 
Administrator  may  issue  a  notice  of 
disapproval  of  the  certification  status  of 
such  system  or  component  By  issuing 
the  notice  of  disapproval,  the 
certification  status  is  invalidated, 
prospectively,  by  the  Administrator,  and 
the  data  measured  and  recorded  by  each 
continuous  emission  w  opadty 
monitoring  system  from  the  date  of  the 
notification  of  the  invalid  certification 
status  until  the  date  and  time  that  the 
owner  or  operator  completes 
subsequenUy  approved  initial 
certification  tests  shall  not  be 
considered  valid  quality-assured  data. 
The  owner  or  operator  shall  follow  the 
loss  of  certification  procedures  in 
paragraph  (a)(5)  of  this  sedion  to 
replace,  prospectively,  all  of  the  invalid 
data  for  each  continuous  emission  or 
opacity  monitoring  system  or 
component  which  was  disapproved. 

(5rLoss  of  Certification  Procedures. 
When  the  Administrator  issues  a  notice 
of  disapproval  of  a  certification 
application  or  a  notice  of  disapproval  of 
certification  status,  then  for  the  period 
of  invalid  data  (as  spedfied  in 
paragraph  (a)(4)  of  this  sedion),  the 
owner  or  operator  shall: 

(i)  Use  the  maximum  potential 
concentration  of  SO2  or  NO,,  or  the 
maximum  potential  velocity,  as  defined 
in  section  2.1  of  appendix  A  of  this  part, 
or  the  minimum  O2  concentration  or 
maximum  (Xh  concentration  used  to 
determine  the  maximum  (potential 
concentration  of  SO2  in  section  2.1.1.1 
of  appendix  A  of  this  part  to  report  SO2 
concentration,  NO,  concentration, 
calculate  and  report  volumetric  flow 
rate,  ot  O2  or  CO2  concentration  data 
until  such  time,  date,  and  hour  as  the 
continuous  emission  monitoring  .system 
or  component  thereof  can  be  adjusted, 
repaired,  or  replaced  and  certification 
tests  successfully  completed  (a 
subsequently  approved  initial 
certification);  and 

(ii)  Ensure  that  the  owner  or  operator 
or  designated  representative  submits  a 
notification  of  certification  test  dates 
and  a  new  certification  application 
according  to  the  procedures  in 
paragraphs  (a){l)(ii)  and  (a)(2)  of  this 
sedion,  where  the  notification  shall  be 
provided  no  later  than  2  business  days 
prior  to  retesting  for  certification. 

(b)  Recertification  approval  process. 
Whenever  the  owner  or  operator  makes 
a  replacement,  modification,  or  change 
in  the  certified  continuous  emission 
monitoring  s>'stem  or  continuous 
opadty  monitoring  system,  including 
the  automated  data  acquisition  and 


owner  or  oj 
representat 
notificatior 
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handling  system,  that  significantly 
affects  the  ability  of  the  system  to 
measure  or  record  the  SO3 
concentration,  volumetric  gu  flow,  SOi 
mass  emissions,  NO.  emission  rate,  CO} 
concentration,  or  opacity,  the  owner  or 
operatOT  shall  recwtiiy  the  continuous 
emission  monitoring  syston,  continiuxis 
opacity  monitoring  system,  or 
component  according  to  the  procedures 
in  this  paragraph.  Replacement  of  the 
analytical  method,  iniduding  the 
analyzer:  change  in  location  or 
orientation  of  the  sampling  probe  or 
site;  rebuilding  of  equipment;  and 
analytical  modifications  to  computer 
algorithms  in  software  systems  require 
recertification.  Furthermore,  whenever 
the  owner  or  operator  makes  a 
replacement,  modifici^on,  or  change  to 
the  flue  gas  handling  system  that 
significantly  affects  the  ability  of  the 
CEM  or  COM  or  component  thereof  to 
measure  or  record  SOz,  NOx,  CO2.  or 
opacity  emissions,  the  owner  or 
operator  shall  recertify  the  CEM  or  COM 
or  component  according  to  the 
procedures  in  this  paragraph. 
Recertification  is  not  required  in  cases 
where  all  of  the  following  conditions 
have  been  met:  a  continuous  emission 
monitoring  system  has  previously  been 
certified  with  the  same  sampling 
location;  all  components  of  the 
continuous  emissions  monitoring 
system  have  previously  been  certified; 
and  component  monitors  that  have 
changed  location  (i.e.,  certified  portable 
monitors)  pass  a  linearity  check  (for 
pollutant  concentration  monitors)  or  a 
calibration  error  test  (for  flow  monitors) 
prior  to  their  use  for  monitoring  of 
emissions  or  flow. 
However,  changes  resulting  from 
routine  or  normal  corrective 
maintensnce  and/or  quality  assurance 
activities  Ho  not  require  recertification, 
nor  do  software  modifications  in  the 
automated  data  acquisition  and 
handling  system,  where  the 
modification  is  only  for  the  purpose  of 
generating  additioiiial  or  modified 
reports  for  the  State  Implementation 
Plan  or  for  reporting  i-equirements  under 
subpart  G  of  this  part. 

(1)  Notification  of  recertification  test 
dates.  Fur  a  recertification  test,  the 
owner  or  operator  or  designated 
representative  shall  submit  the 
notification  in  accordance  with  the 
provisions  in  paragraph  (a)(1)  of  this 
section  except  when  recertification 
tasting  results  from  an  emergency 
situation,  in  which  case,  the  owner  or 
operator  or  designated  representative 
may  submit  notice  (or  provide 
notification  by  telephone)  no  later  than 
2  business  days  following  the 


emergency,  identifying  vihen  the  testing 
has  been  or  will  be  completed. 

(2)  Recertification  application.  Tha 
designated  repiesaetative  shall  api^  for 
reoertificatian  <^  a  continuous  emiasioa 
or  opacity  monitoring  system  used 
imder  the  Add  Rain  Program  according 
to  the  procedures  in  paragraph  (a)(2)  of 
this  section. 

(3)  Appnvt^disapproval  of  request 
for  recertification.  Tne  AdministraUv 
will  grant  provisicHial  approval 
according  to  the  procedure  in  paragrq>h 
(a)(3)  of  this  secticm  and  will  issue  a 
written  notice  of  approval  or 
disapim>val  according  to  the  procedures 
in  paragraphs  (a)(4)  and  (a)(5)  of  this 
section,  the  period  for  fvovisional 
certification  shall  not  exceed  60  days 
following  receipt  of  the  complete 
recertification  application  by  the 
Administrator,  because  the 
Administrator  will  issue  a  written 
notice  of  approval  or  disapproval  within 

.  60  days  of  receipt. 

(c)  Certification  procedures.  Prior  to 
the  deadline  in  §  75.4  of  this  part,  the 
owner  or  operator  shall  conduct 
certification  tests  and  in  accordance 
with  §  75.63,  the  designated 
representative  shall  submit  an 
application  to  demonstrate  that  the 
continuous  emission  or  opadty 
monitoring  system  and  components 
meet  the  spedfications  in  appendix  A  to 
this  part.  The  owner  or  operator  shall 
compare  reference  method  values  with 
output  from  the  automated  data 
acquisition  and  handling  system  that  is 
part  of  the  continuous  emission 
monitoring  system  being  tested.  Except 
as  spedfied  in  paragraphs  (d)  and  (e)  of 
this  section,  the  owner  or  operator  shall 
perform  the  following  tests  for 
certification  or  recertification  of 
continuous  emission  or  opadty 
monitoring  systems  or  components 
according  to  the  requiremerus  of 
appendix  A  to  this  part: 

(1)  For  each  SO2  pollutant 
concentration  monitor  and  NOx 
continuous  emission  monitoring  system: 

(i)  A  7-day  calibration  error  te.st, 
where,  for  the  NO,  continuous  emission 
monitoring  system,  this  test  is 
performed  separately  on  the  NO, 
poUutant  concentration  monitor  and  the 
diluent  sas  monitor; 

(ii)  A  linearity  check,  where,  for  the 
NO,  continuous  emission  monitoring 
system,  this  check  is  performed 
separately  on  the  NO.  pollutant 
concentration  monitor  and  the  diluent 
gas  monitor; 

(iii)  A  relative  acciuw:y  test  audit; 

(iv)  A  bias  test;  and 

(v)  A  cycle  time/response  time  test 

(2)  FcH*  each  flow  mcmitor: 

(i)  A  7-day  cahbration  error  test; 


(ii)  Relative  accuracy  test  audita  at 
three  flue  gas  vekxaties; 

(iii)  A  bias  test  (at  normal  operating 
load);  and 

(3)  The  relative  accuracy  test  audits 
for  tiie  SO3  pollution  concentration 
monitor  and  the  flew  mcmitor  shall  be 
performed  contemporaneously. 

(4)  A  CO]  diluent  gas  monitor 
certified  for  use  in  a  NO.  continuous 
emission  monitoring  system  shall  be 
deemed  certified  for  the  purposes  of 
$75.10(aK3). 

(5)  For  each  CO3  pollutant 
concentration  monitor  which  is  not 
certified  as  part  erf  a  NO.  continuous 
emission  monittHing  system  and  for 
each  S02-diluent  continuous  emission 
monitoring  system: 

(i)  A  7-day  calibration  enat  test, 
where,  for  the  SOz-diluoit  system,  this 
test  is  performed  separately  on  each 
component  monitor; 

(ii)  A  linearity  check,  where,  for  the 
SO2  diluent  system,  this  check  is 
performed  separately  on  each 
component  monitor. 

(iii)  A  relatively  accuracy  test  audit; 
and 

(6)  The  o«vner  or  operator  shall  ensure 
that  certification  or  recertification  of  a 
continuous  opadty  monitor  for  use 
under  the  Add  Rain  Program  is 
conducted  according  to  one  of  the 
following  procedures: 

(i)  Perrormanca  of  the  following  tests 
for  certification  or  recertification, 
according  to  the  requirements  of 
Performance  Spedfication  1  in 
appendix  B  to  part  60  of  this  chapter. 

Ui)  A  continuous  opadty  monitoring 
system  tested  and  certified  previously 
under  State  or  other  federal 
requirements  to  meet  the  requirements 
of  Performance  Specification  1  shall  be 
deemed  certified  for  the  purposes  of  this 
part. 

(7)  For  the  automated  data  acqui-sition 
and  handling  system,  tests  designed  to 
verify: 

(i)  Proper  computation  of  hourly 
averages  for  pollutant  concentrations, 
flow  rate,  poUutant  emission  rates,  and 
pollutant  mass  emissions;  and 

(ii)  Proper  computation  and 
application  of  the  missing  data 
substitution  procedures  in  subpart  D  of 
this  part  and  the  bias  adjustment  bctors 
in  Section  7  of  appendix  A  to  this  part. 

(8)  When  the  optional  SO3  mass 
emissions  estimation  procedure  in 
appendix  D  to  this  part  or  th%  optional 
NOx  emissions  estimation  protocol  in 
appendix  E  of  this  part  is  used,  the 
owner  or  curator  shall  provide  data 
from  a  caUbraticm  test  for  each  foel 
flowmeter  according  to  the  appropriate 
calibration  procedures  among  the 
following  ASME  methods:  ASKIE  MFC- 
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3M-1989  with  September  1990  Errata. 
"Measurement  of  Fluid  Flow  in  Pipes 
Using  Orifice,  Nozzle,  and  Venturi". 
ASME  MFC-4M-1986  (Reaffirmed 
1990)  "Measurement  of  Gas  Flow  by 
Turbine  Meters".  ASME  MFC-5M-1985 
"Measur«pient  of  Liquid  Flow  in  Closed 
Conduits  Using  Transit-Time  Ultrasonic 
Flowmeters".  ASME  MFC-6M-1987 
with  June  1987  Errata.  "Measurement  of 
Fluid  Flow  in  Pipes  Using  Vortex  Flow 
Meters".  ASME  MFC-7M-1987 
(Reaffirmed  1992).  "Measurement  of  Gas 
Flow  by  Means  of  Critical  Flow  Venturi 
Nozzles",  or  ASME  MFC-9M-1988  %»rith 
December  1989  Errata,  "Measurement  of 
Liquid  Flow  in  Qosed  Conduits  by 
Weighing  Method",  as  required  by 
appendices  D  and  E  of  this  part  (all 
methods  incorporated  by  reference 
under  S  75.6  of  this  part). 

(9)  The  owner  or  operator  shall 
pro\ide,  or  cause  to  be  provided, 
adequate  facilities  for  certification  or 
receitification  testing  that  include: 

(i)  Sampling  ports  adequate  for  test 
methods  applicable  to  such  facility, 
including: 

(A)  Volumetric  flow  rates,  pollutant 
concentration,  and  pollutant  emission 
rates  can  be  accurately  determined  by 
applicable  test  methods  and  procedures: 
and 

(B)  A  stack  or  duct  free  of  cyclonic 
flow  during  performance  tests,  as 
demonstrated  by  applicable  test 
methods  and  procedures. 

(ii)  Basic  fadUties  (i.e.  electricity)  for 
sampling  and  testing  equipment. 

(dj  Certification/ recertiflcation 
procedures  for  optional  backup  or 
portable  continuous  emission 
monitoring  systems.  The  owner  or 
operator  of  an  optional  backup  or  an 
optional  portable  continuous  emission 
monitoring  system  shall  comply  with  all 
the  requirements  for  initial  certification 
and  recertification  according  to  the 
procedures  specified  in  paragraphs  (a) 
tind  (c)  of  this  section  for  each  backup 
or  porti^ble  continuous  emission 
monitoring  system,  except  as  follows: 
the  owner  or  operator  of  a  backup  or 
portable  continuous  emission 
monitoring  system  may  omit  the  7-day 
calibration  error  test  for  certification  or 
recertification  of  an  SO}  pollutant 
concentration  monitor,  flow  monitor, 
NO,  pollutant  concentration  monitor,  or 
diluent  gas  monitor,  provided  the 
backup  or  portable  system  is  not  used 
for  reporting  on  affected  unit(s)  for  more 
than  720  hours  in  any  calendar  year. 
Prior  to  each  use  for  recording  and 
reporting  emissions,  the  owner  or 
operator  shall  ensure  that  the  certified 
backup  or  portable  continuous  emission 
monitoring  system  passes  a  linearity 
check  (for  pollutant  concentration 


monitors)  or  a  calibration  error  test  (for 
flow  monitors).  The  owner  or  operator 
shall  comply  with  all  the  requirements 
for  recertification  of  the  backup  oc 
portable  continuous  emission 
monitoring  system  according  to  the 
procedures  specified  in  paragraph  (b)  of 
this  section  {except  that  the  7-day 
calibration  error  test  may  be  omitted) 
once  every  other  year.  However,  when 
a  backup  or  portable  system  is  used  for 
reporting  more  than  720  hours  in  one 
calendar  year,  it  becomes  a  primary 
continuous  emission  monitoring  system; 
then  the  owner  or  operator  must  ensiire 
that  the  monitor  or  continuous  emission 
monitoring  system,  previously 
considered  as  backup  or  portable,  has 
passed  all  required  certification  tests, 
including  the  7-day  calibration  error 
test,  before  valid  data  may  be  reported 
for  more  than  720  hours  from  any 
affected  unit  in  a  calendar  year. 
Nevertheless,  a  portable  monitor  that 

qualifies  as  a  reference  monitor       

pursuant  to  the  requirements  of  40  CFR 
part  60.  appendix  A.  need  not  be 
recertified  prior  to  its  use  pursuant  to 
paragraph  (d)  of  this  section. 

(e)  Certification/recertification 
procedures  for  either  peaking  unit  or  by- 
pass stack/duct  continuous  emission 
monitoring  systems.  The  owner  or 
operator  of  either  a  peaking  unit  or  by- 
pass stack/duct  continuous  emission 
monitoring  system  shall  comply  with  all 
the  requirements  for  certification  or 
recertification  according  to  the 
procedures  specified  in  paragraphs  (a), 
(b),  and  (c)  of  this  section,  except  as 
follows:  the  owner  or  operator  need 
only  perform  one  Nine-run  relative 
accuracy  test  audit  for  certification  or 
recertification  of  a  flow  monitor 
installed  on  the  by-pass  stack/duct  or  on 
the  stack/duct  used  only  by  affected 
peaking  unit(s).  The  relative  accuracy 
test  audit  shall  be  performed  during 
normal  operution  of  the  peaking  unit(s) 
or  the  by-pass  stack/duct. 

(f)  Certification/recertification 
procedures  for  alternative  monitoring 
systems.  The  designated  representative 
representing  the  owner  or  operator  of 
each  alternative  monitoring  system 
approved  by  the  Administrator  as 
equivalent  to  or  better  than  a  continuous 
emission  monitoring  system  according 
to  the  criteria  in  subpart  E  of  this  part 
shall  apply  for  certification  to  the 
Administrator  prior  to  use  of  the  system 
under  the  Add  Rain  Program,  and  shall 
apply  for  recertification  to  the 
Aoministrator  following  a  replacement, 
modification,  or  change  according  to  the 
procedures  in  paragraph  (c)  of  this 
section.  The  owner  or  operator  of  an 
alternative  monitoring  system  shall 
comply  with  the  notification  and 


application  requirements  for 
certification  or  recertification  according 
to  the  procedures  specified  in 
paragraphs  (a)  and  (b)  of  this  section. 

(1)  The  Administrator  will  publish 
each  request  for  initial  certification  of 
an  alternative  monitoring  system  in  the 
Federal  Register  and.  following  a  public 
comment  period  of  60  days,  will  issue 
a  notice  of  approval  or  disapproval. 

(2)  No  alternative  monitoring  system 
shall  be  authorized  by  the  Administrator 
in  a  permit  issued  pursuant  to  part  72 
of  this  chapter  unless  approved  by  the 
Administrator  in  accordance  with  this 
part. 

(g)  Certification  procedures  for 
approved  exceptions  to  CEMS.  The 
owner  or  operator  of  a  gas-fired  imit.  oil- 
fired  unit,  or  diesel- fired  unit  shall 
ensure  that  any  measurement  method 
used  in  lieu  of  a  CEMS  meets  the 
general  operating  requirements  of  this 
part  and  of  appendices  D  and  E  to  this 
■  part,  and  the  designated  representative 
shall  submit  a  certification  application 
by  the  deadlines  specified  in  §  7S.4  of 
this  part  and  prior  to  use  in  the  Acid 
Rain  Program. 

S7S^    QuaWy  MMuranc*  and  quality 
control  raquiramanta. 

(a)  Continuous  emission  monitoring 
systems.  The  owner  or  operator  of  an 
affected  unit  shall  operate,  calibrate, 
and  maintain  each  continuous  emission 
monitoring  system  used  under  the  Add 
Rain  Program  according  to  the  quality 
assurance  and  quality  control 
procedures  in  appendix  B  of  this  part. 

(b)  Continuous  opacity  monitoring 
systems.  The  owner  or  operator  of  an 
affected  unit  shall  operate,  calibrate, 
and  maintain  each  continuous  opacity 
monitoring  system  used  under  the  Acid 
Rain  Program  according  to  the 
procedures  specified  for  State 
Implementation  Plans,  pursuant  to  part 
51,  appendix  M  of  this  chapter. 

(c)  Calibration  gases.  The  owner  or 
operator  shall  ensure  that  all  calibration 
gases  used  to  qilality  assure  the 
operation  of  the  instrumentation 
required  by  this  part  shall  meet  the 
definition  in  §  72.2  of  this  chapter. 

%7SJ22    Refarenoe iMt methods. 

(a)  The  owner  or  operator  shall  use 
the  following  methods  included  in 
appendix  A  to  part  60  of  this  chapter  to 
conduct  monitoring  system  tests  for 
certification  or  recertification  of 
continuous  emission  monitoring 
systems  and  quality  assurance  and 
quality  control  procedures. 

(1)  Methods  1,  or  lA  are  the  reference 
methods  for  selection  of  sampling  site 
and  sample  traverses. 
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(2)  Methods  2,  2A.  2C,  or  2D  are  the 

raference  methods  for  determination  of 
volumetric  flow. 

(3)  Methods  3,  3A,  or  SB  are  the 
refiarence  methods  for  the  determination 
of  the  dry  molecular  weight  O2  and  CO2 
concentrations  in  the  emissions. 

(4)  Method  4  is  the  refwence  method 
for  the  determination  of  moisture  in  th« 
stacJc. 

(5)  Methods  6,  6A,  6B  or  6C,  and  7. 
7A,  7C  7D  or  7E,  as  appUcable,  are  the 
reference  methods  for  determining  SO2 
and  NOx  pollutant  concentrations. 
(Methods  6A  and  6B  may  also  be  used 
to  determine  SO2  emission  rate  in  lb/ 
mmBtu.) 

(6)  Method  20  is  the  reference  method 
for  determining  Nd  and  diluent 
emissions  from  stationary  gas  turbines. 

§75.23    AttwnaUvM  to  ASTM  mettiods. 

(a)  The  designated  representative  of  a 
unit  may  petition  the  Administrator  for 
an  alternative  to  any  ASTM  method 
prescribed  in  this  part. 

(b)  The  designated  representative 
shall  include  the  following  information 
in  the  petition  for  use  of  an  alternative 
method: 

(1)  A  description  of  why  the 
prescribed  ASTM  method  is  not  being 
used  or  cannot  be  used; 

(2)  A  description  and  diagram(s)  of  all 
equipment  and  procedures  in  the 
proposed  alternative  method; 

(3)  Data  demonstrating  that  the 
proposed  alternative  method  produces 
data  of  equal  or  greater  precision  and 
accuracy  to  that  from  the  prescribed 
ASTM  method(s). 

§75.24    Oul-of-control  pertod*. 

(a)  If  an  out-of-control  period  occurs 
to  B  monitor  or  continuous  emission 
monitoring  system,  the  owtier  or 
operator  shall  take  corrective  action  and 
repeat  the  tests  applicable  to  the  "out- 
of-control  parameter"  as  described  in 
appendix  B  of  this  part. 

(1)  For  daily  calibration  error  tests,  an 
out-of-control  period  occurs  when  the 
cahbration  error  of  a  pollutant 
concentration  monitor  exceeds  5.0 
peh:ent  based  upon  the  span  value,  the 
calibration  error  of  a  diluent  gas  monitor 
exceeds  1.0  percent  O2  or  CO2,  or  the 
cahbration  error  of  a  flow  monitor 
exceeds  6.0  percent  based  upon  the 
span  value,  which  is  twice  the 
applicable  specification  in  Appendix  A 
to  this  part. 

(2)  For  quarterly  linearity  checks,  an 
out-of-control  period  occurs  when  the 
error  in  linearity  at  any  of  three  gas 
concentrations  (low,  mid-range,  and 
high)  exceeds  the  apphcable 
specification  in  appendix  A  to  this  part. 

(3)  For  relative  accuracy  test  audits, 
an  out-of-control  period  occurs  when 


die  relatfve  accuracy  exceeds  the 
applicable  specification  in  Appendix  A 
to  this  part. 

(b)  When  a  monitor  or  continuous 
emission  monitoring  system  is  out-of- 
control,  any  data  recorded  by  the 
monitor  or  monitoring  system  are  not 
quahty-assured  and  shall  not  be  used  in 
calculating  monitcw  data  availabiUties 
pursuant  to  §  75.32  of  this  part. 

(c)  When  a  monitor  or  continuous 
emission  monitoring  system  is  out-of- 
control,  the  owner  or  operator  shall  take 
one  of  the  following  actions  until  the 
monitor  or  monitoring  system  has 
successfully  met  the  relevant  criteria  in 
appendices  A  and  B  of  this  part  as 
demonstrated  by  subsequent  tests: 

(1)  Apply  the  procedures  for  missing 
data  substitution  to  emissions  from 
affected  unjt(s);  or 

(2]  Use  a  certified  backup  or  certified 
portable  monitor  or  monitoring  system 
or  a  reference  noethod  for  measuring  and 
recording  emissions  from  the  affected 
unit(s);  or 

(3)  Adjust  the  gas  discharge  paths 
from  the  affected  unit(s]  with  emissions 
normally  observed  by  the  out-of-control 
monitor  or  monitoring  system  so  that  all 
exhaust  gases  are  monitored  by  a 
certified  monitor  or  monitoring  system 
meeting  the  requirements  of  appendices 
A  and  B  of  this  part. 

(d)  When  the  oias  test  indicates  a 
monitor  or  monitoring  system  is  biased 
low  (i.e.,  the  arithmetic  mean  of  the 
differences  between  the  reference 
method  value  and  the  monitor  or 
monitoring  system  measurements  in  a 
relative  accuracy  test  audit  exceed  the 
bias  statistic  in  section  7  of  appendix  A 
to  this  part),  the  owner  or  operator  shall 
adjust  the  monitor  or  continuous 
emission  monitoring  system  to 
eliminate  the  cause  of  bias  such  that  it 
passes  the  bias  test  or  calculate  and  use 
the  bias  adjustment  fector  as  specified 
in  section  2.3.3  of  appendix  B  to  this 
part  and  in  accordance  with  §  75.7. 

(e)  The  owner  or  operator  shall 
determine  if  a  continuous  opacity 
monitoring  system  is  out-of-control  «md 
shall  take  appropriate  corrective  actions 
according  to  the  procedures  specified 
for  State  Implementation  Plans, 
pursuant  to  40  CFR  part  51,  appendix 
M.  When  repeated  out-of-control 
periods  occur  to  a  continuous  opacity 
monitoring  system,  causing  the  monitor 
data  availability  of  the  system  to  fall 
below  90.0  percent,  the  owner  or 
operator  shall  either: 

(1)  Use  a  certified  backup  continuous 
opacity  monitoring  system  for 
measuring  and  recording  opacity  from 
the  affected  unit(s);  or 

(2)  Use  the  procedures  in  Method  9  in 
appendix  A  to  part  60  of  this  chapter  to 


measure  the  opadty  of  emissions 
discharged  to  the  atmosphere  from  the 
affected  imit(s). 

Subpart  I>-Mlsslng  DaU  Sut»tltution 
Procedures 

§75.30    General  provtstena. 

(e)  Except  as  provided  in  §  75.34  of 
this  subpart,  the  owner  or  operator  shall 
provide  substitute  data  for  each  affected 
unit  according  to  the  missing  data 
procedures  in  this  subpart  whenever  the 
unit  combusts  any  fuel  and: 

(1)  A  valid  hour  of  SO2  concentration 
data  (in  ppm)  has  not  been  measured 
and  recorded  for  an  affected  unit  by  a 
certified  SO2  pollutant  concentration 
monitor,  or  by  an  approved  alternative 
monitoring  method  under  subpart  E  of 
this  part;  or 

(2)  A  valid  hour  of  flow  data  (in  scfh) 
has  not  been  measured  and  recorded  for 
an  affected  unit  from  a  certified  flow 
monitor,  or  by  an  approved  ahemative 
monitoring  system  under  subpart  E  of 
this  part;  or 

(3  J  A  valid  hour  of  NO.  emission  rate 
data  (in  Ib/mmBtu)  has  not  been 
measured  and  recorded  for  an  affiacted 
unit  by  a  certified  NO,  continuous 
emission  monitoring  system,  or  by  an 
approved  ahemative  monitoring  system 
under  subfmrt  E  of  this  pert. 

(b)  However,  the  owner  or  operator 
shall  have  no  need  to  provide  substitute 
data  according  to  the  missing  data 
procedures  in  this  subpart  if  the  owner 
or  operator  uses  SO2  concentration, 
flow,  or  NO,  emission  rate  data 
recorded  fit>m  a  certified  backup  or 
certified  portable  continuous  emission 
monitor  or  a  reference  method  when  the 
certified  primary  monitor  is  down  or 
out-of-control,  provided  that  the  backup 
or  portable  monitor  has  been  certified 
according  to  the  procedures  in  §  75.20  of 
this  part  prior  to  the  missing  data 
period,  and  provided  that  the  backup  or 
portable  monitor  passes  a  linearity 
check  (for  pollutant  concentration 
monitors)  or  a  calibration  error  test  (for' 
flow  monitors)  prior  to  each  period  of 
use  of  the  certified  backup  monitor  or 
certified  portable  monitor  for  recording 
and  reporting  emissions.  Such  use  of 
certified  portable  noonitor,  certified 
backup  monitor,  or  reference  method  is 
optional  and  at  the  discretion  of  the 
owner  or  operator. 

(c)  When  the  certified  primary 
monitor  is  down  or  out-of-control,  then 
data  recorded  for  an  affected  unit  from 
a  certificid  backup  or  certified  p(Hlable 
continuous  emission  monitor  are  used, 
as  if  such  data  were  from  the  certified 
primary  monitor,  to  calculate  monitor 
data  availability  in  §  75.32,  and  to 
provide  the  quality-assured  data  used  in 
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the  fniajring  data  procedures  in  §§  75.31 
and  75.33.  such  as  the  "hour  after" 
value. 

fTSJI    InMalinlaelngdMiproowluree. 

(a)  During  the  first  720  quality- 
assured  monitor  operating  hours 
following  initial  certification  (i.e., 
beginning  from  the  date  and  time  of 
completion  of  successful  certification 
tests),  of  the  SO2  pollutant 
concentration  monitor  and  during  the 
first  2.160  quality-assured  monitor 
operating  hours  following  initial 
certification  of  the  flow  monitor  and 
NO,  continuous  emission  monitoring 
system(s).  the  owner  or  operator  shall 
provide  substitute  data  required  under 
this  subpart  according  to  the  procedures 
in  paragraphs  (b)  and  (c)  of  this  section. 

W  SO2  concentration  data.  For  each 
hour  of  missing  SO2  concentration  data, 
the  owner  or  operator  shall  calculate  the 
substitute  data  as  follows: 

(1)  Whenever  prior  quality  assured 
data  exist,  the  owner  or  operator  shall 
substitute,  by  means  of  the  data 
acquisition  and  handling  system,  the 
average  of  the  hourly  SO2 
concentrations  recorded  for  an  affected 
unit  by  a  certified  monitor  for  the  imit 
operating  hour  immediately  before  and 
the  unit  operating  hour  immediately 
after  the  missing  data  period  for  each 
hour  of  missing  data  (henceforth 
referred  to  as  "the  hour  before  and 
after"). 


(2)  Whenever  no  prior  quality-assured 
SO2  concentration  data  exist,  the  oMmer 
or  operator  shall  substitute  the 
maximum  potential  concentration  for 
SO2.  as  specified  in  section  2.1  of 
appendix  A,  for  each  hour  of  missing 
data. 

(c)  Volumetric  flow  and  NO,  emission 
rate  data.  For  each  hour  of  missing 
volumetric  flow  or  NO,  emission  rate 
data: 

(1)  Whenever  prior  quality-assured 
data  exist  in  the  load  range 
corresponding  to  the  operating  load  at 
the  time  the  missing  data  period 
occurred,  the  owner  or  operator  shall 
substitute,  by  means  of  the  automated 
data  acquisition  and  handling  system, 
the  average  hourly  flow  rate  (or  NO, 
emission  rate)  recorded  for  the  affected 
unit  by  a  certified  flow  monitor  (or  a 
certified  NO,  continuous  emission 
monitoring  system).  The  flow  rate  (or 
NO,  emission  rate)  shall  be  calculated 
from  the  corresponding  load  range  as 
determined  using  the  procedure  in 
appendix  C  of  this  part. 

(2)  Whenever  no  prior  quality-assured 
flow  or  NO,  emission  rate  data  exist  for 
the  corresponding  load  range,  the  owner 
and  operator  shall  substitute  the  average 
hourly  flow  rate  or  the  average  hourly 
NO,  emission  rate  at  the  next  higher 
level  load  range  for  which  quality- 
assured  data  is  available,  for  each  hour 
of  missing  data. 


(3)  Whenever  no  prior  quality-assured 
flow  or  NO,  emission  rate  data  exist  for 
any  load  range,  the  owner  or  operator 
shall  use  the  maximimi  potential 
velocity  to  calculate  and  substitute  the 
maximum  flow  rate  or  shall  substitute 
the  maximum  potential  NO,  emission 
rate,  as  specified  in  section  2.1  of 
appendix  A,  for  each  hour  of  missing 
data. 

1 75.32    Detarmination  of  monitor  data 
availability  for  standard  misaino  data 
proc«durea. 

(a)  Following  initial  certification, 
upon  completion  of  the  first  720  quality- 
assured  monitor  operating  hours  of  the 
SO2  pollutant  concentration  monitor  or 
the  first  2.160  quahty-assured  monitor 
operating  hours  of  the  flow  monitor  or 
NO,  continuous  emission  monitoring 
system,  the  owner  or  operator  shall 
calculate  and  record,  by  means  of  the 
automated  data  acquisition  and 
handling  system,  the  percent  monitor 
data  availability  for  the  SO2  pollutant 
concentration  monitor,  the  flow 
monitor,  and  the  NO,  continuous 
emission  monitoring  system  as  follows: 

(1)  Prior  to  completion  of  8,760  unit 
operating  hours  following  initial 
certification,  the  owner  or  operator 
shall,  for  the  purpose  of  applying  the 
standard  missing  data  proc^ures  of 
§  75.33,  use  Equation  8  to  calculate, 
hourly,  percent  monitor  data 
availability. 


Percent 
monitor  data  = 
availability 


Total  unit  operating  hours 

for  which  quality- assured  data 

were  recorded  since  certification 

Total  unit  operating 

hours  since  certification 


X  100 


(Eq.    8) 


Percent 

iRoni  tor 

data 

availability 


Total  'Unit  operating  hours 

for  which  quality-assured  data 

were  recorded  during  previous 

8,760  unit  operating  hours 
8,760 


X  100 


(Eq.    9) 


(2)  Upon  completion  of  8,760  unit 
operating  hours  following  initial 
certification  and  thereafter,  the  owner  or 
operator  shall,  for  the  purpose  of 
applying  the  standard  missing  data 
procedures  of  §  75.33.  use  Equation  9  to 
calculate,  hourly,  percent  monitor  data 
availability. 

(3)  The  owner  or  operator  shall 
include  all  unit  operating  hours,  and  all 
monitor  operating  hours  for  which 
quality-assured  data  were  recorded  by  a 
certified  primary  monitor,  a  certified 
backup  monitor,  a  certified  portable 


monitor,  and  a  reference  method  for  that 
unit,  and  from  an  approved  alternative 
monitoring  system  under  subpart  E  of 
this  part  when  calculating  percent 
monitor  data  availability  using  Equation 
8  or  9. 

(b)  Although  the  monitor  data 
availability  need  not  be  recorded  during 
the  missing  data  period,  then  the  owner 
or  operator  shall  record  the  percent 
monitor  data  availability  at  the  end  of 
each  missing  data  period,  (and 


thereafter,  continue  to  record  monitor 
data  availability  hourly,  pursuant  to 
§75.50). 

i  75.33    Standard  miaaing  data  procadurea. 

(a)  Following  initial  certification  and 
upon  completion  of  the  first  720  quality- 
assured  monitor  operating  hours  of  the 
SO2  pollutant  concentration  monitor  or 
the  first  2,160  quality-assured  monitor 
operating  hours  of  the  How  monitor  or 
NO,  continuous  emission  monitoring 
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sjrstem,  the  owner  or  operator  shall 
provide  substitute  data  required  under 
this  subpart  according  to  the  procedures 


in  paragraphs  (b)  and  (c)  of  this  section 
and  depicted  in  Table  1  (SO.)  and  Table 
2  (NO.,  flow). 


Table  1.— Missinq  Data  Prcx^edure  for  SOz  CEMS 


Trigger  conditions 

CalcuMlon  routnee 

AvallabUity  (percanl) 

OufMlon(N)ol  out- 
age (hoin) 

Metfwd 

Loohback  peftod 

95  Of  mofB „ _ 

90  Of  more,  bul  below  »5 

N^4 

N>24  „.  ,  

Hsa 

N>8 

N  >0 

Avenge „ — 

Max.  ol  avenge 

Mbx.  of  90m  penJinMe  _I 

Average ...« 

Max.  of  ayengs 

HB/HA. 
H8/HA. 
720  opecaling  houn*. 

HB/HA. 
HB/HA. 

Below  90 ..„ - „ 

Max.  of  85*1  percentte  ..._ 
Maidmum  value ' 

TMoperaHnghoufS*. 
720  opefHIng  hours*. 

NB^MOwur  bator*  and  hour  allar  tw  outoo*- 
'•OuaWy^sMjrad,  menMor  oparaKng  hoM*. 


wniMaw 


•  unk  wtti  Mld-an  •RMnien  oantrda  can  dMnonttriM  ffwl  th*  oorMoi*  tm  opwMing  praparty.  aa  prevWad  In  {TS  34.  tm  in*  may,  upon  ^iprowai.  yaa  *» 
nm  kom  V<a  piavttua  TiOaparaMng  hour*. 

Table  2.— Missing  Data  Procedorc  for  NO,  and  Flow  CEMS 


lAaidnfHfn  oontroMw} 


Trigger  conditions 


Calculation  loullnes 


AveHabWty  (percent) 


DuraUcn  (N)  of  out- 
age (hours) 


Method 


LooMMdc  period 


Load  ranges 


95  or  more .... 


90  or  more,  but  t>elow  95  . 


NS24. 
N>24. 


Below  90 


N^8. 
N>8. 

N  >  o" 


Average 

Max  of  average 

Max  of  90lh  percentile 

Average 

Max  of  Average 

Ktex  of  95«ti  percentile 
MaxIrTHjm  Value' 


2160  opeiaang  hours' 

HBWA 

2ifl0  Operating  hours* 
2160  operating  hours* 

NOMA  - 

2160  operating  hours* 
2160  operaHrtg  hours* 


Yes. 

No. 

Yes. 

Yes. 

No. 

Yes. 

Yes. 


H8MA  >  hour  balora  and  hour  attar  »m  eulaga. 
*  »  Ouaiay  aaauiad.  mortlDr  oparatins  haw*. 

Whara  un«  with  add-on  amiMion  oonlraii  can  damor.straia  that  tha  conlrolt  ara  oparatlnq  prepariy.  aa  provWad  In  f  75.34,  tha  mt  may.  upon  approval,  uaa  tha  maidmum  ccnTiollad 
aminion  lala  Ironi  0»  pra^Axw  720  oparaSng  houra. 


L 


))  SCh  concentration  data.  For  each 
hour  of  missing  SO2  concentration  data, 

(1)  Whenever  the  monitor  data 
availability  is  equal  to  or  greater  than 
95.0  percent,  the  OMmer  or  operator  shall 
calculate  substitute  data  by  means  of  the 
automated  data  acquisition  and 
handling  system  for  each  hour  of  each 
missing  data  period  according  to  the 
following  procedures: 

(i)  For  a  missing  data  period  less  than 
or  equal  to  24  hours,  substitute  the 
average  of  the  hourly  SO2 
concentrations  recorded  by  an  SO2 
pollutant  concentration  monitor  for  the 
hour  before  and  the  hour  after  the 
missing  data  period. 

(ii)  For  a  missing  data  period  greater 
than  24  hours,  substitute  the  greater  of: 

(A)  The  90th  percentile  hourly  SO2 
concentration  recorded  by  an  SO2 
pollutant  concentration  monitor  during 
the  previous  720  quality-assured 
monitor  operating  hours;  or 

(B)  The  average  of  the  hourly  SO2 
concentrations  recorded  by  an  SO2 

Eollutant  concentration  monitor  for  the 
our  before  and  the  hour  after  the 
missing  data  period. 

(2)  Whenever  the  monitor  data 
availability  is  at  least  90.0  percent  but 
less  than  95.0  percent,  the  owner  or 


operator  shall  calculate  substitute  data 
by  means  of  the  automated  data 
acquisition  and  handling  system  for 
each  hour  of  each  missing  data  period 
according  to  the  following  procedures: 

(i)  For  a  missing  data  period  of  less 
than  or  equal  to  8  hours,  substitute  the 
average  of  the  hourly  SO2 
concentrations  recorded  by  an  SO2 
pollutant  concentration  monitor  for  the 
hour  before  and  the  hour  after  the 
missing  data  period. 

(ii)  For  a  missing  data  period  of  more 
than  8  hours,  substitute  the  greater  of: 

(A)  the  95th  percentile  hourly  SO2 
concentration  recorded  by  an  SO2 
pollutant  concentration  monitor  during 
the  previous  720  quality-assured 
monitor  operating  hours;  or 

(B)  The  average  of  the  hourly  SO2 
concentrations  recorded  by  an  SO2 
pollutant  concentration  monitor  for  the 
hour  before  and  the  hour  after  the 
missing  data  period. 

(3)  Whenever  the  monitor  data 
availability  is  less  than  90.0  percent,  the 
owner  or  operator  shall  substitute  for 
each  hour  of  each  missing  data  period 
the  maximum  hourly  SO2  concentration 
recorded  by  an  SO3  pollutant 
concentration  monitor  during  the 


previous  720  quality-assured  monitor 
operating  hours. 

(c)  Volumetric  flow  and  NOt,  emission 
rate  data.  For  each  hour  of  missing 
volumetric  flow  or  NO,  emission  rate 
data. 

(1)  Whenever  the  monitor  or 
continuous  emission  monitoring  system 
data  availability  is  equal  to  or  greater 
than  95.0  percent,  the  owner  or  operator 
shall  calculate  substitute  data  by  means 
of  the  automated  data  acquisition  and 
handling  system  for  each  hour  of  each 
missing  data  period  according  to  the 
following  procedures: 

(i)  For  a  missing  data  period  less  than 
or  equal  to  24  hours,  substitute  the 
average  hourly  flow  or  NO,  emission 
rate  recorded  by  a  flow  monitor  or  NO, 
continuous  emission  monitoring  system 
during  the  previous  2,160  quality- 
assured  monitor  operating  hours  at  the 
corresponding  imit  load  range  recorded 
for  each  missing  hour,  as  determined 
using  the  procedure  in  Appendix  C  to 
this  part. 

(ii)  For  a  missing  data  period  greater 
than  24  hours.  sul»titute  the  greater  of: 

(A)  The  90th  percentile  hourly  flow  or 
NO,  emission  rate  recorded  by  a  flow 
monitor  or  NO,  c<mtinuou8  emission 
monitoring  system  at  the  corresponding 
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unit  load  range  recorded  for  each 
missing  hour  during  the  previous  2,160 
quality-assured  monitor  operating 
hours,  as  determined  using  the 
procedure  in  appendix  C  to  this  part;  or 

(B)  The  average  of  the  hourly  flow  or 
NO,  emission  rate  r«corded  by  a  flow 
monitor  or  NO.  coatinuous  emission 
monitoring  system  for  the  hour  before 
and  the  htmr  «ftw  Ae  missing  data 
period. 

(2)  Whenever  the  monitor  or 
continuous  emission  monitoring  system 
data  availabihty  is  at  least  90.0  percent 
but  less  thMi  95.6  percent,  the  owner  or 
operator  Aall  caloilate  substitute  data 
by  means  of  the  automated  data 
acquisitioo  and  handling  system  for 
each  hour  of  each  missing  data  period 
according  to  the  following  procedures: 

(i)  For  a  missing  data  period  of  less 
than  or  equal  to  8  hours,  substitute  the 
average  hourly  flow  or  NO.  emission 
rate  recorded  by  a  flow  monitor  or  N0» 
continuous  emission  monitoring  system 
at  the  corresponding  unit  load  range 
recorded  for  the  missing  hour  during  the 
previous  2.160  <iuaUty-«ssuTed  monitor 
operatmg  hours,  as  detennined  using 
the  procedme  in  appendix  C  to  this 
part. 

(H)  For  a  missing  data  period  greater 
than  8  hours,  substitute  the  greater  of: 

(A)  The  »5th  percentile  hourly  flow  or 
NO«  emission  rate  recorded  by  a  flow 
monitor  or  NO,  continuous  emission 
monitoring  system  at  the  corresponding 
unit  load  range  recorded  for  the  missing 
hour  during  the  previous  2,160  quality- 
assured  monitor  operating  hours,  as 
determiaed  usisig  the  procedure  in 
appendix  C  to  this  part;  or 

(B)  The  average  of  the  hourly  flow  or 
NO.  emission  rate  recorded  by  a  flow 
monitor  or  NO.  continuous  emission 
monitoring  system  far  the  hour  before 
and  t}ie  hour  after  the  missing  data 
period. 

(2)  Whenever  tha  monitor  or 
continuous  emissicn  monitoring  system 
data  availability  is  at  least  90.0  percent 
but  lass  than  95.0  percent,  the  owner  or 
operator  shall  calculate  substitute  data 
by  means  of  the  automated  data 
acquisition  and  handling  system  for 
each  hour  of  each  missing  data  period 
according  to  the  following  procedures: 

(i)  For  a  missing  data  period  of  less 
than  or  equai  to  8  boun,  substitute  the 
average  hourlv  flow  or  NO.  emission 
rate  recorded  by  a  flow  monitor  or  NO. 
continuous  emission  monitoring  system 
at  the  corresponding  unit  load  range 
recorded  for  the  missing  hour  during  the 
previous  2.160  quality-assured  monitor 
operating  hours,  as  determined  using 
the  procedure  in  appendix  C  to  this 
part 


(ii)  For  a  massing  <iata  pariod  greitor 
thasi  8  hours,  sabsdtute  die  ^eater  dt 

(A)  The  95th  percentile  hourly  tLem  at 
NO,  emission  rate  recorded  by  a  flow 
moaitiv  or  NO,  continuous  emission 
monitoring  system  at  the  corresponding 
imit  load  range  recorded  for  the  missing 
hour  during  the  previous  2,160  quality- 
assured  monitor  operating  hours,  as 
determined  using  the  procedure  in 
appendix  C  to  this  part;  or 

fe)  The  ffiw^e  of  the  hourly  flow  or 
NO.  emission  rate  recorded  by  a  flow 
monitor  or  NO.  continuous  emission 
monitoring  system  for  the  hour  before 
and  the  hour  after  the  missing  data 
period. 

(3)  Whenever  the  monitor  data 
availability  is  less  than  90.0  percent,  the 
owner  or  operator  shall  calculate 
•ubstltola  oata  by  means  of  the 
automated  data  acquisition  and 
handling  system  for  each  hour  of  each 
missing  data  period  by  substituting  \he 
maximum  hourly  flow  or  NO,  emission 
rate  recorded  by  the  flow  monitor  or 
NO,  continuous  emission  monitoring 
system  at  the  corresponding  unit  load 
range  recorded  for  the  missing  hour 
during  the  previous  2,160  quality- 
assured  monitor  operating  hours,  as 
determined  using  the  procedure  in 
Section  2  of  Appendix  C  to  this  part. 

(4)  Whenever  no  prior  quality-assured 
flow  or  NO.  emission  rate  data  exist  for 
the  corresponding  load  range,  the  owner 
or  operator  shall  substitute  the 
maximum  hourly  flow  rate  or  the 
maximum  hourly  NO.  emission  rate  at 
the  next  higher  level  load  range  for 
which  quality-assured  date  is  available 
for  each  hour  of  missing  data. 

f7S.S4    IMlBwMi  add-on  smlBstan 
controia. 

(a)  The  owner  or  operator  of  an 
affected  unit  equipped  with  add-on  SO2 
and/or  NO,  emisaian  controls  may 
choose  one  of  the  following  options: 

(1)  The  o«vner  or  operator  may  use  the 
missing  data  routine  as  specified  for  all 
affected  units  in  §§  75.31  through  75.33. 
In  addition,  the  owner  or  operator  may 
petition  the  Administrator  to  replace  ihe 
maximum  recorded  value  in  the  la»t  720 
quality-assured  monitor  operating  hours 
with  a  value  corresponding  to  the 
maximum  controlled  emission  rate  (an 
emission  rate  recorded  when  the  add-on 
emission  controls  were  operating) 
recorded  during  the  last  720  quality- 
assured  monitor  operating  hours.  The 
owner  or  operator  must  danonstrate 
that  the  f(dlo%ving  conditions  are  met: 
the  monitor  data  availability,  calculated 
in  accordanoe  with  §  75.32,  for  the 
afiiected  unit  is  heAaw  90  peicent  and 
parametric  monitors  can  establish  that 
the  add-on  emission  controls  were 


operating  pwipeily  during  the  time 
pariod  under  petition. 

(2)  The  owner  or  operator  may 
petition  the  Administrator  under  8  75.66 
for  approval  of  site-specific  parametric 
mnpitnring  procedure(s)  iot  calnilwting 
•gbstitute  data  for  missing  SO2  pollutant 
concentration  and  NO,  emission  rate 
data  in  accordance  with  the 
requirements  of  this  section  and  of 
appendix  C  to  this  pert. 

ft))  For  an  affected  unit  equipped  with 
add-cn  SO2  emission  controls,  the 
owner  or  operator  may  petition  the 
Administrator  to  approve  a  j>arametric 
monitoring  procediure,  as  described  in 
appendix  C  of  this  pert,  for  calculating 
substitute  SO3  coocentration  data  for 
missing  data  periods.  The  owner  or 
operator  shall  use  the  procedures  in 
§  75.31,  75.33,  or  §  75.34(a)  of  this  part 
for  providing  substitute  data  for  missing 
SOj  concentration  data  imless  a 
parametric  monitoring  procedure  has 
been  approved  by  the  Administrator. 

(1)  Where  the  monitoring  data 
availability  is  90.0  percent  or  more  for 
an  outlet  SO2  pollutant  concentration 
monitor,  Ae  owner  or  operator  may 
calculate  substitute  data  using  an 
approved  parametric  monittuing 
procedure. 

(2)  Whme  the  Monitor  data 
availability  for  an  outlet  SO2  pollutant 
concentration  monitor  is  less  than  90.0 
percent,  the  owner  or  operator  shall 
calculate  substitute  data  using  the 
procedures  in  §  75.33(b)(3)  or  §  7S.34(a) 
of  this  part,  even  if  the  Administrator 
has  approved  a  parametric  monitoring 
procMhire. 

(c)  For  an  affected  unit  with  NO,  add- 
on emission  controls,  the  owner  or 
operator  may  petition  the  Administrator 
to  approve  a  parametric  monitoring 
procedure,  as  described  in  Appendix  C 
of  this  part,  in  order  to  calculate 
substitute  NO,  emission  rate  data  fat 
missing  data  periods.  The  owner  or 
operator  shall  use  the  procedores  in 
§§  75.31  or  75.33  of  this  part  for 
providing  substitute  data  for  n^issing 
NO,  emission  rate  data  pnor  io 
receiving  the  Administrator's  approval 
for  a  parametric  monitoring  pr«;edure. 

(1)  Where  monitor  data  cvaiibbility  for 
a  NO,  continuous  emission  monitoring 
system  is  90.0  percent  or  more,  the 
owner  or  operator  may  calculate 
substitute  data  using  an  approved 
parametric  monitoring  procedme. 

(2)  Where  monitor  data  availability  for 
a  MO,  continuous  emission  monitoring 
system  is  less  than  90.0  percent,  the 
oymer  or  operator  shall  calculate 
substitute  data  usii^  die  procedure  in 

§  75.33(cM3)  or  petition  in  accordanoe 
with  S75J4{aKl)  of  this  part,  even  if  die 


Administn 


section  2.1 
minimum  I 
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Administrator  has  approved  a 
parametric  monitoring  procedure, 
(d)  The  owner  or  operator  shall 
provide  information  as  described  in 
subparts  F  and  G  of  this  part  to  verify 
the  proper  operation  of  the  SO2  or  NO. 
emission  controls  during  all  periods  of 
missing  data.  Whenever  such  data  are 
not  provided  or  proper  operation  of  the 
SO2  or  NOx  emission  controls  has  not 
been  maintained,  the  owner  or  operator 
shall  substitute  the  maximum  potential 
concentration  for  NOb.  as  defined  in 
section  2.1  of  Appendix  A.  and  the 
minimimii  O2  concentration  or 
maximum  O3  concentration  used  to 
determine  the  maximimi  potential 
concentration  of  SO2  in  section  2.1.1.1 
of  appendix  A  in  calculations  of  NO. 
emission  rate  or  the  maximum  hourly 
SCh  concentration  recorded  by  the  inlet 
monitor  during  the  previous  720  qiiality 
assured  monitor  operating  hours  for 
each  hour  of  missing  data  until 
parametric  data  demonstrating  proper 
operation  of  the  SO2  or  NO,  emission 
controls  are  available. 

SubiMrt  E— Alternative  Monitoring 
System* 

f  75.40    General  demonstration 
requirements. 

(a)  The  owner  or  operator  of  an 
affected  unit,  or  the  owner  or  operator 
of  an  afiiacted  unit  and  representing  a 
class  of  affected  units  which  meet  Uie 
criteria  specified  in  §  75.47.  required  to 
install  a  continuous  emission 
monitoring  system  may  apply  to  the 
Administrator  for  approval  of  an 
alternative  monitoring  system  (or 
system  component)  to  determine 
average  hourly  emission  data  for  SO3. 
NOx,  and/or  voliunetric  flow  by 
demonstrating  that  the  alternative 
monitoring  system  has  the  same  or 
better  precision,  reliability, 
accessibility,  and  timeliness  as  that 
provided  by  the  continuous  emission 
monitoring  system. 

(b)  The  reouirements  of  this  subpart 
shall  be  met  by  the  alternative 
monitoring  system  when  compared  to  a 
contemporaneously  operating,  fully 
cOTtified  continuous  emission 
monitoring  system  or  a 
contemporaneously  operating  reference 
method,  where  the  appropriate 
reference  methods  are  listed  in  §  75.22. 

f7S.41    Precision  critirla. 

(a)  Data  collection  and  analysis.  To 
demonstrate  precisian  equal  to  or  better 
than  the  continuous  emission 
monitoring  system,  the  owner  or 
operator  shall  conduct  an  F-test,  a 
correlation  analysis,  and  a  t-test  for  bias 
as  described  in  this  section.  The  t-test 


shall  be  performed  only  on  sample  data 
at  the  normal  operating  level  and 
primary  fuel  supply,  whereas  the  F-test 
and  the  correlation  analysis  must  be 
performed  on  each  of  the  data  sets 
required  under  paragraphs  (a)(4)  and 
(a)(5)  of  this  section.  The  owner  or 
operator  shall  collect  and  analyze  data 
according  to  the  following  requirements: 

(1)  Data  fitjm  the  alternative 
monitoring  system  and  the  continuous 
emission  monitoring  system  shall  be 
collected  and  paired  in  a  manner  that 
ensures  each  pair  of  values  applies  to 
hourly  average  emissions  during  the 
same  hour. 

(2)  An  alternative  monitoring  system 
that  directiy  measures  emissions  shall 
have  probes  or  other  measuring  devices 
in  locations  that  are  in  proximity  to  the 
continuous  emission  monitoring  system 
and  shall  provide  data  on  the  same 
parameters  as  those  measured  by  the 
continuous  emission  monitoring  system. 
Data  from  the  ahemative  monitoring 
system  shall  meet  the  statistical  tests  for 
precision  in  paragraph  (c)  of  this  section 
and  the  t-test  for  bias  in  appendix  A  of 
this  part. 

(3J  An  alternative  monitoring  system 
that  indirectly  quantifies  emission 
values  by  measuring  inputs,  operating 
characteristics,  or  outputs  and  then 
applying  a  regression  or  another 
quantitative  technique  to  estimate 
emissions,  shall  meet  the  statistical  tests 
for  precision  in  paragraph  (c)  of  this 
section  and  the  t-test  for  bias  in 
Appendix  A  of  this  part. 

(4)  For  flow  monitor  alternatives,  the 
alternative  monitoring  system  must 
provide  sample  data  rar  each  of  three 
different  exhaust  gas  velocities  while 
the  unit  or  imits,  if  more  than  one  imit 
exhausts  into  the  stack  or  duct,  is 
burning  its  primary  fuel  at: 

(i)  A  nequently  used  low  operating 
level,  selected  within  the  range  between 
the  minimum  safe  and  stable  operating 
level  and  50  percent  of  the  maximum 
operating  level, 

(ii)  A  nequently  used  high  operating 
level,  selected  within  the  range  between 
80  percent  of  the  maximum  operating 
level  and  the  maximum  operating  level, 
and 

(iii)  The  normal  operating  level,  or  an 
evenly  spaced  intermediary  level 
between  low  and  high  levels  used  if  the 
normal  operating  level  is  within  a 
specified  range,  (10.0  percent  of  the 
maximmn  ojMrating  level)  of  either 
(a)(4)  (i)  or  (ii)  of  this  section. 

(5)  For  pollutant  concentration 
monitor  alternatives,  the  alternative 
monitoring  system  shall  provide  sample 
data  for  the  primary  fuel  supply  and  for 
all  alternative  fuel  supplies  that  have 
significantly  different  sulfur  content. 


(6)  For  the  normal  imit  operating  level 
and  primary  fuel  supply,  paired  hourly 
sample  data  shall  be  provided  for  at 
least  90.0  percent  of  me  hours  during 
720  imit  operating  hotirs.  For  eech  of 
the  remaining  two  operating  levels  for 
flow  monitor  alternatives,  and  for  each 
alternative  fuel  supply  for  pollutant 
concentration  monitor  alternatives, 
paired  hourly  sample  data  shall  be 
provided  for  at  least  24  successive  unit 
operating  hours. 

(7)  The  owner  or  operator  shall  not 
use  missing  data  sul»titution 
procadiues  to  provide  sample  data. 

(8)  If  the  collected  data  meet  the 
requirements  of  the  F-test,  the 
correlation  test,  and  the  t-test  at  one  or 
more,  but  not  all,  of  the  operating  levels 
or  fuel  supplies,  the  owner  or  operator 
may  elect  to  continue  collecting  the 
paired  data  for  up  to  1,440  additional 
operating  hours  and  repeat  the 
statistical  tests  using  the  data  for  the 
entire  30-  to  90-day  period. 

(9)  The  owner  or  operator  shall 
provide  two  separate  time  series  data 
plots  for  the  data  at  each  operating  level 
or  fuel  supply  described  in  paragraphs 
(a)(4)  and  (a)(5)  of  this  section.  Each 
data  plot  shall  have  a  horizontal  axis 
that  represents  the  clock  hour  and 
calendar  date  of  the  readings  and  shall 
contain  a  separate  data  point  for  every 
hour  for  the  duration  of  the  performance 
evaluation.  The  data  plots  shall  show 
the  following: 

(i)  Percentage  difference  versus  time 
where  the  vertical  axis  represents  the 
percentage  difference  between  each 
paired  hourly  reading  generated  by  the 
continuous  emission  monitoring  system 
and  the  alternative  emission  monitoring 
system  as  calculated  using  the  following 
equation: 


Ae  = 


xlOO% 


(EqlO) 
where, 
AesPercentage  difference  between  the 

readings  generated  by  the  alternative 

mooitoring  system  and  the  continuous 

emission  monitoring  system. 
ep=Measured  value  from  the  alteroative 

monitoring  system. 
eysMeasured  value  from  the  contiouous 

emission  monitoring  systeoL 

(ii)  Alternative  monitoring  system 
readings  and  continuous  emissions 
monitoring  system  readings  versus  time 
where  the  vertical  axis  represents 
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kouriy  pollutant  concentrations  or 
vokunatric  flow,  at  appropiiata,  and 
two  di&raot  symbols  an  used  to 
repraaaat  the  readings  from  the 
alteraatiw  monitoring  systom  and  the 
cootinuous  eraissioB  monitoring  system, 
respactivsly. 

(b)  Data  screeoing  and  calculatitM 
adjusUaeaU,  In  preparation  for 
conductii^  the  statitical  tests, 
described  in  paragraph  (c)  of  this 
section,  the  owner  or  operator  may 
screen  tfa«  data  lor  lognonnality  and 
time  dependency  autocorrelation.  If 
either  is  detected,  the  owner  or  operator 
shall  maica  the  CoUowing  calculation 
adjustments: 

(1)  Logaormaiity.  The  owner  or 
opankv  diall  conduct  any  screening 
and  adjustment  for  lognonnality 
accordisB  to  the  folkMiang  procedures. 

(i)  Apply  the  log  traosformation  to 
each  measured  value  of  either  the 
certified  continuous  emis&ioiu 
monitoring  system  or  certified  flow 
monitor,  using  the  following  equation: 
/vsIb  •« 


eysHottriy  value  fenerated  by  the 
oeitifieid  oontinuoas  emissions 
monitaniig  syvtem  or  certified  flow 
monitoring  system 

ivsHogriy  lopiormalized  data  values  for 
the  certified  monitoring  system 

and  to  each  measured  value,  Bp,  of  Ae 

proposed  altwruative  monitoring  system. 

using  the  following  equation  to  obtain 

the  lognormalized  data  vahies,  Ip. 

;p=ln^ 

whara, 

eyrgHouriyvahie  generated  fay  the 
proposed  ahemative  monitoring 


J^Hourly  lognormalized  data  values  for 
the  proposed  alternative  monitoring 
system. 

(ii)  Separately  test  each  set  of 
transformed  data,  K  and  Ip,  for 
normality,  using  the  following: 

(A)  Shapiro-Wilk  test: 

(B)  Histogram  of  the  transformed  data; 
and 

(C)  Quantile-Quantile  plot  of  the 
transformed  data. 

(iii)  The  transformed  data  in  a  data  set 
will  be  considered  normally  distributed 
if  all  of  the  following  conditions  are 
satisfied: 

(A)  The  Shapiro-Wilk  test  statistic,  W. 
is  greater  than  or  equal  to  0.75  or  is  not 
statistically  significant  at  Qt«O.OS. 

(B)  The  nistogmm  of  the  data  is 
unimodal  and  symmetric. 

(C)  The  Quantil*<2uantile  plot  is.  a 
diagonal  straight  liaa. 

(iv)  If  both  of  thfa  tiansibrmed  data 
sets,  7,  and  1^  aaet  the  conditions  tor 


nonaality,  speofied  in  paragraphs 
(b)(l)(iii)  (A)  through  (Q  of  this  section, 
the  owner  or  i^wator  may  use  the 
transformed  daU,  iv  and  4>  ^  P^*<^  ^ 
the  original  measured  data  valitas  in  the 
statistical  tests  for  altemative 
monitoring  systems  as  described  in 
pan^iraph  (cj  of  this  section  and  in 
appendix  A  otHut  part 

(v)  If  the  trsnslaniied  data  are  used  in 
the  statistical  tests  in  paragraph  (c)  of 
this  section  and  is  appendix  A  of  diis 
part,  the  owaar  or  opentor  shall  provide 
the  feUowing: 

(A)  Copy  of  the  original  measured 
values  and  the  corresponding 
transfcrawd  data  tn  p^ted  and 
electronic  format. 

(B)  Printed  copy  of  the  test  results  sad 
plots  descrfted  in  paragrej^s  (bHD  U) 
through  (iii)  of  tiiis  section. 

(2)  Time  dependency 
(autocoirehition).  The  screening  and 
adfDstmsnt  for  time  dependency  are 
conducted  according  to  the  following 
prooedures: 

(il  Calculate  the  degree  of 
autocorrelation  of  the  data  on  their 
LAGl  values,  where  the  degree  of 
autecbnelation  is  represented  by  the 
Pearson  autocorrelation  coefficient,  p, 
computed  from  an  AR{1)  autoregression 
model,  sudi  that  where. 


P  = 


COViXi,   x") 


(Eq.  13) 

X/sTbe  original  data  value  at  i. 
A^^The  LAGl  data  value  at  hour  i. 
COVlXi,  X''/=The  autocovariance  of  X*; 
and  defined  by. 


COV(x[,  x") 


j:(xi-x'Xx;'-5f'o 


(n-l) 


S~,/sThe  stendanl  deviation  of  the 
LAGl  dUM  vahMS.  X"u  defiiiMl  by 


««;"' 


/    — A2 


u-l 


s«^« 


*r"> 


n-1 


(Eq.l6) 

X''The  Baean  of  the  original  data  vakies. 
X'ldefinedby 


tEq.  14) 

iizThe  total  number  of  observations  in 

which  both  the  original  value,  X'<,  and 

the  lagged  value,  X".  are  available  in 

the  data  set. 
S'jti^The  standard  deviation  of  the 

original  data  values,  Xt  defined  by, 


n 


x/=  ^ 


(Bq.l7l 

X^sThe  mean  of  the  LAGl  data  vahies, 
A"/,  defined  by 


Z^" 


X"=    ^ 


(Eq.  18) 

(ii)  The  data  in  a  data  set  will  be 
considered  aotocoiTalated  if  the 
autoootrelation  coefficient,  p,  is 
significant  at  the  5  percent  significance 
\evtl.  To  determine  if  this  coodition  is 
sati^Bed.  calculate  Z  using  the  following 
equation: 


o.s[:n(ll£)]^ 


(Eq.  19) 

If  Z  >  1.96,  then  the  autocorrelation 
coefficient,  p.  is  significant  et  the  5 
percent  significmce  level  (a  »  COS), 
(iii)  If  the  data  in  a  data  set  satisfy  the 
conditions  for  autocorrelation,  specified 
in  paragraph  (b)(2)(ii)  of  this  section,  the 
variance  of  the  data,  S^,  may  be  adjusted 
using  the  following  equation: 

(Eq.20) 

where. 

S^The  original,  unadjusted  variance  of 

the  data  set 

VZF=The  variance  inflation  factor. 

defined  by 


VIF 


2£. 


(/j-lXl-p) 


2P(1-P") 


(Eq.lS) 


(Eq.21) 
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S^a4i*The  autocoirelation-adjusted 
variance  for  the  data  set. 

(iv)  The  procedures  described  in 
paragraphs  (b)(2)(i)-(iii)  of  this  section 
may  be  separately  applied  to  the 
following  data  sets  in  order  to  derive 
distinct  autocoirelation  coefficients  and 
variance  inflation  factors  for  each  data 
set: 

(A)  The  set  of  measured  hourly 
values,  ev,  generated  by  the  certified 
continuous  emissions  monitoring 
system  or  certified  flow  monitoring 
system. 

(B)  The  set  of  hourly  values,  ep, 
generated  by  the  proposed  alternative 
monitoring  system. 


(C)  The  set  of  hourly  differences,  e,  • 
ep,  between  the  hourly  values,  e,. 
generated  by  the  certified  continuous 
emissions  monitoring  system  or 
certified  flow  monitoring  system  and 
the  hourly  values,  ep,  generated  by  the 
proposed  alternative  monitoring  system. 

(v)  For  any  data  set,  listed  in 
paragraph  (b)(2)(iv)  of  this  section,  that 
satisfies  the  conditions  for 
autocorrelation  specified  in  paragraph 
(b)(2)(ii)  of  this  section,  the  owner  or 
operatOT  may  adjust  the  variance  of  that 
data  set,  using  Equation  20  of  this 
section. 

(A)  The  adjusted  variance  may  be 
used  in  place  of  the  corresponding 


original  variance  in  the  F-test  Equation 
23  of  this  section. 

(B)  In  place  of  the  standard  error  of 
the  mean. 


in  the  bias  test  Equation  A-9  of 
Appendix  A  the  following  adjusted 
standard  error  of  the  mean  may  be  used: 


/l^p\      [2p(l-p") 
\l-p/     [n(l-p)\ 


(Eq.22) 


where. 


— ^  I         =  The  autocorrelation-adjusted  standard  error  of  the  mean. 


(vi)  For  each  data  set  in  which  a 
variance  adjustment  is  used,  the  owner 
or  op>erator  shall  provide  the  following: 

(A)  All  values  in  the  data  set  in 
printed  and  electronic  format. 

(B)  Values  of  the  autocorrelation 
coefficient,  its  level  of  significance,  the 
variance  inflation  factor,  and  the 
unadjusted  original  and  adjusted  values 
found  in  Equations  20  and  22  of  this 
section. 

(C)  Equation  and  related  statistics  of 
the  AR(1)  autoregression  model  of  the 
data  set. 

(D)  Printed  documentation  of  the 
intermediate  calculations  used  to  derive 
the  autocorrelation  coefficient  and  the 
Variance  Inflation  Factor. 

(c)  Statistical  Tests.  The  owner  or 
operator  shall  perform  the  F-test  and 
correlation  analysis  as  described  in  this 
paragraph  and  the  t-test  for  bias 
described  in  Appendix  A  of  this  part  to 
demonstrate  the  precision  of  the 
alternative  monitoring  system. 

(1)  F-test.  The  owner  or  operator  shall 
conduct  the  F-test  according  to  the 
following  procedures. 

(i)  Calculate  the  variance  of  the 
certified  continuous  emission 
monitoring  system  or  certified  flow 
1  aonitor  as  applicable,  Sv^,  and  the 


proposed  method,  Sp^,  using  the 
following  equation. 


52    =    i^J 


F  ^  ZE. 


p 

Si 


n-1 


(Eq.  23) 
where, 

ei  =  Measured  values  of  either  the 
certified  continuous  emission 
monitoring  system  or  certified  flow 
monitor,  as  applicable,  or  proposed 
method. 

em  =  Mean  of  either  the  certified 
continuous  emission  monitoring 
system  or  certified  flow  monitor,  as 
applicable,  or  proposed  method 
values. 

n  =  Total  number  of  paired  samples. 

(ii)  Determine  if  the  variance  of  the 
proposed  method  is  significantly 
different  from  that  of  the  certified 
continuous  emission  monitoring  system 
or  certified  flow  monitor,  as  applicable, 
by  calculating  the  F-value  using  the 
following  equation. 


(Eq.  24) 

Compare  the  experimental  F-value  with 
the  critical  value  of  F  at  the  95-percent 
confidence  level  with  n-1  degrees  of 
freedom.  The  critical  value  is  obtained 
frt>m  a  table  for  F-distribution.  If  the 
calculated  F-value  is  greater  than  the 
critical  value,  the  proposed  method  is 
unacceptable. 

(2)  Correlation  analysis.  The  owner  or 
operator  shall  conduct  the  correlation 
analysis  according  to  the  following 
procedures. 

(i)  Plot  each  of  the  paired  emissions 
readings  as  a  separate  point  on  a  graph 
where  the  vertical  axis  represents  the 
value  (pollutant  concentration  or 
volumetric  flow,  as  appropriate) 
generated  by  the  alternative  monitoring 
system  and  the  horizontal  axis 
represents  the  value  (pollutant 
concentration  or  volumetric  flow,  as 
appropriate)  generated  by  the 
continuous  emission  monitoring  system. 
On  the  graph,  draw  a  horizontal  line 
representing  the  mean  value,  Op.  for  the 
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alternative  monitoring  system  and  a 
vertical  line  representing  the  mean 
value,  ev,  for  the  continuous  emission 
monitoring  system  where. 


^-.tl2 


^p  = 


n 


(Eq.  25) 


>   e 


^v    = 


n 


(Eq.  26) 

where, 

ep=Hourly  value  generated  by  the 

alternative  monitorine  system. 
ev=Kourly  value  generated  by  the 

continuous  emission  monitoring 

system. 
n=Total  number  of  hours  for  which  data 

were  generated  for  the  tests. 


A  separate  graph  shaU  be  produced  for 
the  data  generated  at  each  of  the- 
operating  levels  or  fuel  supplies 
described  in  paragraphs  (a)(4)  and  (a)(5) 
of  this  section. 

(ii)  Use  the  following  equation  to 
calculate  the  coefficient  of  correlation,  r. 
between  the  emissions  data  from  the 
alternative  monitoring  system  and  the 
continuous  emission  monitoring  system 
using  all  hourly  data  for  which  paired 
values  were  available  from  both 
mtmitoring  systems. 


r  = 


(Eq.    27) 


CEq.27) 

(iii)  If  the  calculated  r-value  is  less 
than  0.8,  the  proposed  method  is 
unacceptable. 

S75.42    RettaMitty erflerie. 

To  demonstrate  reliability  equal  to  or 
better  than  the  continuous  emission 
monitoring  system,  the  owner  or 
operator  shall  demonstrate  that  the 
ahemative  monitoring  system  is  capable 
of  providing  valid  1-hr  averages  for  95.0 
percent  or  more  of  imit  operating  houra 
over  a  1-yr  period  and  that  the  system 
meets  the  applicable  requirements  of 
Appendix  B  of  this  part. 

i7S.43    AcoMSttiiMy  critarta. 

To  demonstrate  accessibility  equal  to 
or  better  than  the  continuous  emission 
monitoring  system,  the  owner  or 
operator  shall  provide  reports  and 
onsite  records  of  emission  data  to 
demon'itrate  that  the  alternative 
monitoring  system  provides  data 
meeting  the  requirements  of  subparts  F 
and  G  of  this  part 

|7S>M    Tlwlin—  crtlaria. 

To  demonstrate  timeliness  equal  to  or 
better  than  the  continuous  emission 
monitoring  system,  the  owner  or 
operator  shall  demonstrate  that  the 
alternative  monitoring  system  can  meet 
the  requirements  of  subparts  F  and  G  of 
this  part;  can  provide  a  continuous, 
quality-assiued,  permanent  record  of 
certified  emissions  data  on  an  hourly 
basis;  and  can  issue  a  record  of  data  for 
the  previous  day  within  24  hours. 

175.45    Daly  quaHty  aMuranoc  critaria. 
The  ownw  or  operator  shall  either 
demonstrate  that  daily  tests  equivalent 
to  those  specified  in  Appendix  B  of  this 
part  can  be  {>erformed  on  the  alternative 


monitoring  system  or  demonstrate  and 
document  that  such  tests  are 
unnecessary  for  providing  quality- 
assured  data. 

f  75.46    MiMlng  d«ta  aubstnution  critarta. 

The  owner  or  operator  shall 
demonstrate  that  all  missing  data  can  be 
accounted  for  in  a  manner  consistent 
with  the  applicable  missing  data 
procedures  in  subpart  D  of  this  part. 

175.47    CrilartoforacteMofaffactad 
ufiHa. 

(a)  The  owner  or  operator  of  an 
affected  unit  may  represent  a  class  of 
affected  units  for  the  purpose  of 
applying  to  the  Administrator  for  a 
class-approved  alternative  monitoring 
system. 

(b)  The  owner  or  operator  of  an 
affected  unit  Representing  a  class  of 
affected  units  shall  provide  the 
following  information: 

(1)  A  description  of  the  affected  unit 
and  how  it  appropriately  represents  the 
class  of  affected  units; 

(2)  A  description  of  the  class  of 
affected  imits,  including  data  describing 
all  the  affected  units  which  will 
comprise  the  class;  and 

(3)  A  demonstration  that  the 
magnitude  of  emissions  of  all  units 
which  will  comprise  the  class  of 
affected  units  are  de  minimis. 

(c)  If  the  Administrator  determines 
that  the  emissions  from  all  affected 
units  which  will  comprise  the  class  of 
units  are  de  minimis,  then  the 
Administrator  shall  publish  notice  in 
the  Federal  Register,  providing  a  30-day 
period  for  public  comment,  prior  to 
granting  a  class-approved  alternative 
monitoring  system. 


175.48    Patttlon  for  an  altamaUva 
monitoring  ayatam. 

(a)  The  designated  representative 
shall  submit  the  following  information 
in  the  application  for  certification  or 
recertification  of  an  alternative 
monitoring  system. 

(1)  Source  identification  information. 

(2)  A  description  of  the  alternative 
monitoring  system. 

(3)  Data,  calculations,  and  results  of 
the  statistical  tests,  specified  in 

§  75.41(c)  of  this  part,  including: 

(i)  Date  and  hour. 

(ii)  Hourly  test  data  for  the  alternative 
monitoring  system  at  each  required 
operating  level  and  fuel  type. 

(iii)  Hourly  test  data  for  the 
continuous  emissions  monitoring 
system  at  each  required  operating  level 
and  fuel  type. 

(iv)  Arithmetic  mean  of  the  alternative 
monitoring  system  measurement  values, 
as  specifi^  in  Equation  24  in  §  75.41(c) 
of  this  part,  of  the  continuous  emission 
monitoring  system  values,  as  specified 
on  Equation  25  in  §  75.41(c)  of  this  part, 
and  of  their  differences. 

(v)  Standard  deviation  of  the 
difference,  as  specified  in  Equation 
A-8  in  Appendix  A  to  this  part. 

(vi)  Confidence  coefficient,  as 
specified  in  Equation  A-9  in  Appendix 
A  to  this  part. 

(vii)  The  bias  test  results  as  specified 
in  §  7.6.4  in  Appendix  A  to  this  part. 

(viii)  Variance  of  the  measured  values 
for  the  alternative  monitoring  system 
and  of  the  measured  values  for  the 
continuous  emissions  monitoring 
system,  as  specified  in  Equation  22  in 
§  75.41(c)  of  this  part. 

(ix)  F-statistic.  as  specified  in 
Equation  23  in  §  75.41(c)  of  this  part. 
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(x)  Critical  value  of  F  at  the  95- 
peicent  confidence  level  with  n-1 
degrees  of  freedom. 

(xi)  Coefficirat  of  conelation,  r.  as 
specified  in  Equation  26  in  §  75.41(c)  of 
this  part. 

(4)  Data  plots,  specified  in 

§§  75.41(a)(9)  and  75.41(c)(2)(i)  of  this 
part. 

(5)  Results  of  monitor  reliability 
analysis. 

(6)  Results  of  monitor  accessibility 
analysis. 

(7)  Results  of  monitor  timeliness 
analysis. 

(8)  A  detailed  description  of  the 

ftrocess  used  to  collect  data,  including 
ocation  and  method  of  ensuring  an 
accurate  assessment  of  operating  hourly 
conditions  on  a  real-time  basis. 

(9)  A  detailed  description  of  the 
operation,  maintenance,  and  quality 
assurance  procedures  for  the  alternative 
monitoring  system  as  required  in 
Appendix  B  of  this  part. 

(10)  A  description  of  methods  used  to 
calculate  heat  input  or  diluent  gas 
concentration,  if  applicable. 

(11)  Results  of  tests  and 
measurements  (including  the  results  of 
all  reference  method  field  test  sheets, 
charts,  laboratory  analyses,  example 
calculations,  or  other  data  as 
appropriate)  necessary' to  substantiate 
that  the  alternative  monitoring  system  is 
equivalent  in  performance  to  an 
appropriate,  certified  operating 
continuoiis  emission  monitoring  system. 

Subpart  F — Recordkeeping 
RequiremanU 

§75.50    General  racordkeaping  provieione. 

(a)  Recordkeeping  requirements  for 
affected  sources.  The  owner  or  operator 
of  any  affected  source  subject  to  the 
requirements  of  this  part  shall  maintain 
for  each  afi^ected  unit  [or  for  each  group 
of  affected  or  nonaffected  units  utilizing 
a  common  stack  and  common 
monitoring  systems  pursuant  to  S  75.16- 
§  75.18  of  this  part  (referred  to  hereafter 
as  "each  affected  unit")]  a  file  of  all 
measurements,  data,  reports,  and  other 
information  required  by  this  part  at  the 
source  in  a  form  suitable  for  inspection 
for  at  least  three  (3)  years  from  the  date 
of  each  record.  This  file  shall  contain 
the  following  information: 

(1)  The  data  and  information  required 
in  paregraphs  (b)  through  (f)  of  this 
section; 

(2)  The  component  data  and 
information  used  to  calculate  values 
required  in  paragraphs  (b)  through  (f)  of 
this  section; 

(3)  The  current  monitoring  plan  as 
specified  in  §  75.53  of  this  part;  and 

*  (4)  The  quality  control  plan  as 
described  in  Appendix  B  to  this  part. 


(b)  Operating  parameter  record 
provisions.  The  owner  or  operator  shall 
record  hourly  the  following  information 
on  unit  operating  time,  heat  input,  and 
load  for  each  affected  unit,  including 
individual  affected  units  utilizing  a 
common  stack  except  as  provided  in 
paragraph  (b)(6)  of  this  section  for  gas- 
fired  units. 

(1)  Date  and  hour; 

(2)  Unit  operating  time  (rounded  to 
nearest  hour); 

(3)  Total  int^rated  hourly  gross  unit 
load  (rounded  to  nearest  MW,e)  (or 
steam  load  in  Ib/hr  at  stated  temperatxire 
and  pressxue,  rounded  to  the  nearest 
Ib/hr,  if  elected  in  the  monitonng  plan); 

(4)  Operating  load  range 
corresponding  to  total  integrated  gross 
load  of  1-10,  except  for  units  using  a 
common  stack,  which  may  use  the 
number  of  unit  load  ranges  up  to  20, 
specified  in  the  monitoring  plan  for  the 
common  stack; 

(5)  Total  heat  input  (mmBtu,  rounded 
to  the  nearest  tenth);  and 

(6)  For  gas-fired  units,  the  owner  or 
operator  may  record  total  heat  input 
(mmBtu,  rounded  to  the  nearest  tenth) 
daily. 

(c)  SOi  emission  record  provisions. 
The  owner  or  operator  shall  record 
hourly  the  information  required  by  this 
paragraph  for  each  affected  unit  or 
group  of  units  using  a  common  stack 
and  common  monitoring  systems, 
except  a  gas-fired  or  oil-fired  unit  for 
whicn  the  owner  or  operator  is  using  the 
optional  protocol  in  Appendix  D  to  this 
part  for  estimating  SO2  mass  emissions: 

(1)  For  SO2  concentration,  as 
measured  and  reported  frt)m  the 
certified  primary  monitor,  certified 
back-up  or  certified  portable  monitor,  or 
other  approved  method  of  emissions 
determination: 

(i)  Monitor-channel  identification 
code  as  provided  for  in  §  75.53; 

(ii)  Date  and  hour; 

(iii)  Average  hourly  SO2  concentration 
(ppm,  roimded  to  the  nearest  tenth), 

(iv)  Average  hourly  SO2  concentration 
(ppm,  roimded  to  the  nearest  tenth) 
adjusted  for  bias,  if  bias  adjustment 
factor  is  required  as  provided  for  in 
§  75.24(d)  of  this  part; 

(v)  Percent  monitor  data  availability 
(recorded  to  the  nearest  tenth  of  a 
percent)  calculated  pursuant  to  §  75.32 
ofthis  part;  and 

(vi)  Method  of  determination  for 
average  hourly  SO2  concentration  using 
Codes  1-12  in  Table  3  of  this  section. 

(2)  For  flow  as  measured  and  reported 
from  the  certified  primary  monitor, 
certified  back-up  or  certified  portable 
monitor  or  other  approved  method  of 
emissions  determination: 

(i)  Monitor-channel  identification 
code  as  provided  for  in  §  75.53; 


(ii)  Date  and  hour, 

(iii)  Average  hourly  volumetric  flow 
rate  (in  scfh,  rounded  to  the  nearest 
thousand); 

(iv)  Average  hourly  volumetric  flow 
rate  (in  scfh,  rounded  to  the  nearest 
thousand)  adjusted  for  bias,  if  bias 
adjustment  factor  required  as  provided 
for  in  §  75.24(d)  of  this  part; 

(v)  Average  hourly  moisture  content 
of  flue  gases  (volume  fraction)  where 
SO2  concentration  is  measured  on  dry 
basis; 

(vi)  Percent  monitor  data  availability, 
(recorded  to  the  nearest  tenth  of  a 
percent),  calculated  pursuant  to  §  75.32 
of  this  part;  and 

(vii)  N4ethod  of  determination  for 
average  hourly  flow  rate  using  Codes  1- 
12  in  Table  3. 

(3)  For  SO2  mass  emissions  as 
measured  and  reported  from  the 
certified  primary  monitoring  system, 
certified  back-up  or  certified  portable 
monitoring  systems,  or  other  approved 
method  of  emissions  determination: 

(i)  Date  and  hour; 

(ii)  Average  hourly  SO2  mass  emission 
(Ib/hr,  rounded  to  the  nearest  tenth); 

(iii)  Average  hourly  SO2  mass 
emissions  (Ib/hr,  roimded  to  the  nearest 
tenth)  adjusted  for  bias,  if  bias 
adjustment  factor  required,  as  provided 
for  in  §  75.24(d);  and 

(iv)  Unique  three-digit  code 
identifying  emissions  formula  used  to 
derive  hourly  SO2  mass  emissions  bom 
SO2  concentration  and  flow  data  in 
paragraphs  (c)(1)  and  (c)(2)  ofthis 
section  as  provided  for  in  §  75.53. 

Table  3.— Cooes  for  Method  of 
Emissions  and  Flow  DETERMiNA-noN 


Code 


8 

9 

10 

11 


Houily  emissiona^now  measurement  or  estl- 
mefeon  mettwd 


Certified   prtmwy   emitsiorVllow   monitoring 

system. 
Certified  t)aci(-up  or  ceitNted  portable  emis- 

storVHow  monNorHig  system. 
Acp^oved  eHomettve  monttortng  system. 
Reference  Method: 
SO,:  Method  6.  6A.  68,  or  6C. 
Flow:  Method  2.  2A.  2C.  or  20. 
NO.:  Method  7,  7A.  7C,  70,  or  7E 
For  unRs  wtlh  KkHm  SO;  and'or  NO.  emts- 

sion  cortrois:  SO2  concentration  or  NO. 

emission    rate    eetimate    from    A^erwy 

preapproved  parametnc  morUlortng  meltv 

od. 
Average  d  the  hourty  SO]  conoentiattone. 

Ikw,  or  NO.  emission  tale  tor  the  hour  t>e- 

tore  and  the  hour  toiowino  a  misdng  data 

period. 
Average  hourty  SO:  conc«ntra^i'3n.  flow  rate, 

or  NO.  emleaion  rale  using  Inltifti  mieairtg 

data  proceduTBs. 
90lh  parcanliia  hourty  SO]  oortcentrafion. 

How  rata,  or  NO.  emission  rale. 
95lh   percentile   hourty   SO}   concentration, 

Itow  (B*a.  or  NO.  emiaalon  rata. 
Marimunt  howty  SO2  oortoanlraliort.  flow 

rale,  or  NO.  emiaalon  rate. 
Average  hourty  Itow  rata  or  NO.  amission 

rale  In  Luiiaatxwdfcig  toad  range. 
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Table  3.— Cooes  for  Method  of  Emis- 
sions AND  Flow  Determination— Con- 
tinued 


Coda 


12 


13 


Homty  mmulommom  tfmunmtM  of  m*- 


Itedmum  potential  concantratton  c*  SOi 
nwdmum  polarMal  How  rata,  or  NO.  amls- 
ilon  rata  uoiaaponding  id  maidmum  po- 
lamW  concanMlion  o<  NO.  and  mMnHim 
Oi  or  mvdmum  CO]  ooncamrailon.  as  da- 
lanninad  uamg  sadlon  2.1  ol  Aopandix  A 
olWapart. 

0»«ar  data  (spoc«y  mattwd). 


(d)  N(X  emission  record  provisions. 
The  owner  or  operator  shall  record 
hourly  the  information  required  by  this 
paragraph  for  each  affected  unit,  except 
for  a  gas-fired  peaking  unit  or  oil-fired 
peaking  unit  for  which  the  owner  or 
operator  is  using  the  option  protocol  in 
Appendix  E  to  this  part  for  estimating 
NO»  emission  rate.  For  each  NO, 
emission  rate  as  measured  and  reported 
from  the  certified  primary  monitor, 
certified  back-up  or  certified  portable 
monitor,  or  other  approved  method  of 
emissions  determination: 

(1)  Monitor-channel  identification 
code  as  provided  for  in  §  75.53; 

(2)  Date  and  hour, 

(3)  Average  hourly  NO,  concentration 
(ppm,  roiuided  to  the  nearest  tenth); 

(4)  Average  hourly  diluent  gas 
concentration  (percent  Oj  or  percent 
COj,  rounded  to  the  nearest  tenth); 

(5)  Average  hourly  NO,  emission  rate 
(Ib/mmBtu,  rounded  to  nearest 
hundredth); 

(6)  Average  hourly  NO,  emission  rate 
(Ih/mmBtu,  rounded  to  nearest 
hundredth)  adjusted  for  bias,  if  bias 
adjustment  factor  is  required  as 
provided  for  in  §  75.24(d)  of  this  part; 

(7)  Percent  monitoring  system  data 
availability,  (recorded  to  the  nearest 
tenth  of  a  percent),  calculated  pursuant 
to  §75.32  of  this  part; 

(8)  Method  of  determination  for 
average  hourly  NO.  emission  rate  using 
Codes  1-12  in  Table  3;  and 

(9)  Unique  three-digit  code 
identifying  emissions  formula  used  to 
derive  average  hourly  NO,  emission 
rate,  as  provided  for  in  §  75.53. 

(e)  COz  emission  record  provisions. 
The  owner  or  operator  shall  record  or 
calculate  CO2  emissions  for  each 
affected  unit  using  one  of  the  following 
methods  specified  in  this  section: 

(1)  If  the  owner  or  operator  chooses  to 
use  a  CO2  continuous  emission 
monitoring  system  (or  an  O2  continuous 
emission  monitor  and  flow  monitor  as 
specified  in  Appendix  F),  then  the 
owner  or  operator  shall  record  hourly 
the  following  information  for  CO2  mass 
emissions,  as  measured  and  reported 
from  the  oRtified  primary  monitor. 


certified  back-up  or  certified  portable 
monitor,  or  other  approved  method  of 
emissions  determination: 

(i)  Monitor-channel  identification 
code  as  provided  for  in  §  75.53; 
(ii)  Date  and  hour; 
(iii)  Average  hoiuly  CO2  (or  Oj) 
concentration  (in  percent,  rounded  to 
the  nearest  tenth); 

(iv)  Average  hourly  volumetric  flow 
rate  (sdh,  rounded  to  the  nearest  scf); 

(v)  Average  hourly  CO3  mass 
emissions  (tons/hr.  roimded  to  the 
nearest  tenth); 

(vi)  Percent  monitor  data  availability 
(recorded  to  the  nearest  tenth  of  a 
percent);  calculated  pursuant  to  §  75.32 
of  this  part; 

(vii)  Method  of  determination  for 
average  hourly  CO2  mass  emissions 
using  Codes  1-12  in  Table  3;  and 

(viii)  Unique  three-digit  emissions 
formula  used  to  derive  average  hourly 
COz  mass  emissions,  as  provided  for  in 
§75.53. 

(2)  As  an  alternative  to  §  75.50(e)(1), 
the  owner  or  operator  may  use  the 
procedures  in  §  75.13  and  in  Appendix 
G  to  this  part,  and  shall  record  daily  the 
following  information  for  CO2  mass 
emissions: 
(i)Date;  .  ,         . 

(ii)  Average  daily  combustion-formed 
CO2  mass  emissions  (tons/day,  rounded 
to  the  nearest  tenth); 

(iii)  For  coal-fired  units,  flag 
indicating  whether  optional  procedure 
to  adjust  combustion-formed  CO2  mass 
emissions  for  carbon  retained  in  flyash 
has  been  used  and,  if  so,  the  adjustment; 

(iv)  For  a  luiit  with  a  wet  flue  gas 
desulfurization  system  or  other  controls 
generating  CO2.  average  daily  sorbent- 
related  CO2  mass  emissions  (tons/day, 
rounded  to  the  nearest  tenth);  and 
(v)  For  a  imit  with  a  wet  flue  gas 
desulfurization  system  or  other  controls 
generating  CO2.  average  total  daily  COa 
mass  emissions  (tons/day.  rounded  to 
the  nearest  tenth)  as  sum  of  combustion- 
formed  emissions  and  sorbent-related 
emissions. 

(f)  Opacity  record  provisions.  The 
owner  or  operator  shall  record  every  six 
minutes  (or  other  averaging  period 
specified  by  the  State  or  local  air 
pollution  control  agency)  the 
information  required  by  this  paragraph 
for  each  affected  unit,  except  as 
provided  for  in  §  75.14  (b).  (c).  and  (d). 
The  owner  or  operator  shall  also  keep 
records  of  all  incidents  of  opacity 
monitor  downtime  during  unit 
operation,  including  reason(s)  for  the 
monitor  outage(s)  and  any  corrective 
action(s)  taken  for  opacity,  as  measiired 
and  reported  by  the  continuous  opacity 
monitoring  system: 

(1)  Monitor-channel  identification 
code; 


(2)  Date,  hour,  and  minute; 

(3)  Average  opacity  of  emissions  (in 
percent  opacity); 

(4)  If  the  average  opacity  of  emissions 
exceeds  the  applicable  standard,  then  a 
code  indicating  such  an  exceedance  has 
occurred;  and 

(5)  Percent  monitor  data  availability, 
recorded  to  the  nearest  tenth  of  a 
percent,  calculated  pursuant  to  §  75.32 
of  this  part. 

175^1    General  recordkMpIng  provWons 
tor  epedflc  sHuatione. 

(a)  Specific  SO2  emission  record 
provisions  for  units  with  mtalifying 
Phase  1  technology.  In  addition  to  the 
SO2  emissions  information  required  in 
S  75.50(c)  of  this  part,  from  January  1. 
1997.  through  December  31, 1999.  the 
owner  or  operator  shall  record  the 
applicable  information  in  this  paragraph 
for  each  affected  unit  on  which  SO3 
emission  controls  have  been  installed 
and  operated  for  the  purpose  of  meeting 
quali^'^ng  Phase  1  technology 
requirements  pursuant  to  §  72.42  of  this 
chapter  and  §  75.15. 

(1)  For  units  with  post-combustion 
emission  controls: 

(i)  Monitor-channel  identification 
codes  lot  each  inlet  and  outlet  SO2- 
diluent  continuous  emission  monitoring 
system; 
(ii)  Date  and  hour; 
(iii)  Average  hourly  inlet  SO2 
emission  rate  (Ib/mniBtu.  rounded  to 
nearest  hundredth); 

(iv)  Average  houriy  inlet  SO2 
concentration  (ppm,  rounded  to  the 
nearest  tenth)  adjusted  for  bias,  if  bias 
adjustment  factor  required  (see 
§75.24(d)  of  this  part); 

(v)  Average  hourly  outlet  SO2 
emission  rate  (Ib/mmBtu,  rounded  to 
nearest  hundredth); 

(vi)  Average  hourly  outlet  SO2 
concentration  (ppm,  rounded  to  the 
nearest  tenth)  adjusted  for  bias,  if  bias 
adjustment  factor  required  (see 
§  75.24(d)  of  this  part); 

(vii)  Percent  data  availability  for  both 
inlet  and  outlet  SOrdiluent  continuous 
emission  monitoring  systems  (recorded 
to  the  nearest  tenth  of  a  percent), 
calculated  pursuant  to  Equation  8  of 
§  75.32  (for  the  first  8.760  unit  operating 
hours  following  initial  certification)  and 
Equation  9  of  §  75.32,  thereafter;  and 

(viii)  Emissions  formula  used  to 
derive  average  hourly  SO2  mass 
emissions  for  each  affected  unit  or 
group  of  units  using  a  common  stack. 

(2)  For  units  with  combustion  and/or 
pre-combuslion  emission  controls: 

(i)  Monitor-channel  identification 
codes  for  each  outlet  SO2  continuous 
emission  monitoring  system; 
(ii)  Date  and  hour; 
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(iii)  Average  hourly  outlet  SO2 
emission  rate  (Ib/mmBtu,  rounded  to 
nearest  hundredth); 

(iv)  For  units  with  combustion 
controls,  average  daily  inlet  SO2 
emission  rate  (Ib/mmBtu,  roimded  to 
nearest  hundredth),  determined  by  coal 
sampling  and  analysis  procedures  in 
Apjpendix  F  to  this  part;  and 

(v)  For  units  with  pre-combustion 
controls  (i.e..  fuel  pretreatnient).  fuel 
analysis  demonstrating  the  weight, 
sulfur  content,  and  gross  calorific  value 
of  the  product  and  raw  fuel  lots. 

(b)  Specific  parametric  data  record 
provisions  for  calculating  substitute 
emissions  data  for  units  wth  add-on 
emission  controls.  In  addition  to  the  SO2 
and  NOx  emission  data  to  be  recorded 
under  §  75.50.  the  owner  or  operator  of 
an  affected  unit  with  add-on  emission 
controls  where  the  owner  or  operator  is 
using  the  approved  site-specific 
parametric  monitoring  procedures  for 
calculation  of  substitute  data  in 
accordance  with  §  75.34.  then  the  owner 
or  operator  shall  also  record  for  each 
hour  during  each  missing  data  period 
the  applicable  information  in  this 
paragraph  (b): 

(1)  For  units  with  add-on  SO2 
emission  controls,  for  each  hour  of 
missing  SO2  concentration  or 
volumetric  flow  data: 

(i)  The  information  required  in 
§  75.50(b)  of  this  part  for  SO2 
concentration  ana  volumetric  flow  if 
either  one  of  these  monitors  is  still 
operating; 

(ii)  Date  and  hour;  ' 

(iii)  Number  of  operating  scrubber 
modules; 

(iv)  Feedrate  of  makeup  sliury  to  each 
operating  scrubber  module  (gal/min); 

(v)  Average  pressure  differential 
across  each  operating  scrubber  module 
(inches  of  water  column); 

(vi)  For  a  unit  with  a  wet  flue  gas 
desulfurization  system,  an  inline 
measure  of  absorber  pH  for  each 
operating  scrubber  module; 

(vii)  For  a  unit  with  a  dry  flue  gas 
desulfurization  system,  the  inlet  and 
outlet  temperatures  across  each 
operating  scrubber  module; 

(vii)  The  slurry  feed  rate  (gal/min)  to 
the  atomizer  nozzle;  and 

(ix)  Method  of  determination  of  SO2 
concentration  and  volumetric  flow, 
using  Codes  1-12  in  Table  3  of  §  75.50 
of  this  part. 

(2)  For  units  Wilh  add-on  NO, 
emission  controls,  for  each  hour  of 
missing  NO.  emission  rate  data: 

(i)  Date  and  hour; 

(ii)  Inlet  air  flow  rate  (acfh.  rounded 
to  the  nearest  thousand); 

(iii)  Excess  O2  concentration  of  flue 
gas  at  stack  outlet  (rounded  to  nearest 
tenth  of  a  percent); 


(iv)  (X)  concentration  of  flue  gas  at 
stack  outlet  (ppm.  rounded  to  the 
nearest  tenth); 

(v)  Temperature  of  flue  gas  at  furnace 
exit  or  economizer  outlet  duct  (°F):  and 

(vi)  Other  parameters  specific  to  NO. 
emission  controls  (e.g..  average  hourly 
reagent  feedrate). 

(c)  Specific  SCh  Emission  Record 
Pmvisions  for  Gas-Fired  or  Oil-Fired 
Units  Using  Optional  Protocol  in 
Appendix  D  to  This  Part.  In  lieu  of 
recording  the  information  in  §  75.50(c) 
of  this  section,  the  owner  or  operator 
shall  record  the  applicable  information 
in  this  paragraph  for  each  affected  gas- 
Bred  or  oil-firMl  unit  for  which  the 
owner  or  operator  is  using  the  optional 
protocol  in  Appendix  D  to  this  part  for 
estimating  SCJz  mass  emissions. 

(1)  When  the  unit  is  combusting  oil: 
(i)  Date  and  hour; 

(ii)  Average  hourly  flow  rate  of  oil 
with  the  units  in  which  oil  flow  is 
recorded,  (gal/hr,  Ib/hr,  or  bbl/hr, 
rounded  to  the  nearest  tenth); 

(iii)  Sulfur  content  of  daily  oil  sample, 
rounded  to  nearest  tenth  of  a  percent; 

(iv)  Method  of  oil  sampling  (flow 
proportional,  continuous  drip,  or 
manual); 

(v)  Mass  of  oil  combusted  each  hour 
(Ib/hr,  rounded  to  the  nearest  tenth); 
and 

(vi)  Average  hourly  SO2  mass 
emissions  (Ib/hr,  rounded  to  the  nearest 
tenth). 

(2)  for  gas-fired  units  or  oil-fired  xmits 
using  the  optional  protocol  in  Appendix 
D  of  this  part  of  daily  manual  oil 
sampling,  when  the  unit  is  combusting 
oil,  the  highest  sulfur  content  recorded 
from  the  most  recent  30  daily  oil 
samples  rounded  to  nearest  tenth  of  a 
percent. 

(3)  When  the  unit  is  combusting 
natural  gas. 

(i)  Date  and  hour;  and 

(ii)  Daily  heat  input  from  natural  gas 
according  to  procedures  in  Appendix  F 
to  this  part  (mmBtu,  rounded  to  the 
nearest  tenth). 

(iii)  Sulfur  content  or  SO2  emission 
rate,  in  one  of  the  following  formats,  in 
accordance  with  the  appropriate 
procedure  from  Appendix  D  of  this  part: 

(A)  Sulfur  content  of  daily  gas  sample, 
(rounded  to  the  nearest  0.1  grains/ 100 
scf)  and  the  volume  of  gas  combusted 
per  day,  in  100  scf;  or 

(B)  SO2  emission  rate  from  NADB  (in 
Ib/mmBtu). 

(d)  Specific  NOx  Emission  Eecord 
Provisions  for  Gas-Fired  Peaking  Units 
or  Oil-Fired  Peaking  Units  Using 
Optional  Protocol  in  Appendix  E  of  This 
Part.  In  Ueu  of  recording  the 
information  in  paragraph  §  75.50(d),  the 
owner  or  operator  shall  record  the 


applicable  information  in  this  paragraph 
for  each  affected  gas-fired  peaking  unit 
or  oil-fired  peaking  unit  for  which  the 
owner  or  operator  is  using  the  optional 
protocol  in  Appendix  E  to  this  part  for 
estimating  NO,  emission  rate. 

(1)  When  the  unit  is  combusting  oil. 
(i)  Date  and  hour; 

(ii)  Average  daily  fuel  flow  of  oil  with 
the  units  in  which  oil  flow  is  recorded 
(gal/day  or  bbl/day); 

(iii)  NO,  emission  rate  F-factor  for  oil 
combusted  according  to  procedure  in 
Appendix  E  to  this  part;  and 

(iv)  Average  daily  NO,  emission  rate 
(Ib/mmBtu,  rounded  to  nearest  tenth). 

(2)  When  the  imit  is  combusting 
natural  gas, 

(i)  Date  and  hour; 

(ii)  Average  daily  fuel  flow  of  natural 
gas  (million  cubic  ft); 

(iii)  NO,  emission  rate  F-factor  for  gas 
combusted  according  to  procedure  in 
Appendix  E  to  this  part;  and 

(iv)  Average  daily  NO,  emission  rate 
(Ib/mmBtu.  rounded  to  nearest  tenth). 

f  75.52    Certification,  quality  aaauranc* 
•nd  quality  control  record  provision*. 

(a)  The  owner  or  operator  shall  record 
the  applicable  information  in  this 
section  for  each  certified  monitor  or 
certified  monitoring  system  (including 
certified  backup  or  certified  portable 
monitors)  measuring  and  recording 
emissions  or  flow  bom  an  affected  unit. 

(1)  For  each  SO2  or  NO,  pollutant 
concentration  monitor,  flow  monitor, 
CO2  monitor,  or  diluent  gas  monitor,  the 
owner  or  operator  shall  record  the 
following  for  all  daily  and  7-day 
calibration  error  tests,  including  any 
follow-up  tests  after  corrective  action: 

(i)  Monitor  channel  identification 
code; 

(ii)  Instrument  span; 

(iii)  Date  and  hour; 

(iv)  Reference  value,  (i.e.,  calibration 
gas  concentration  or  reference  signal 
value,  in  ppm  or  other  appropriate 
units); 

(v)  Observed  value  (monitor  response 
during  calibration,  in  ppm  or  other 
appropriate  units); 

(vi)  Percent  calibration  error  (rounded 
to  nearer  tenth  of  a  percent); 

(vii)  Number  of  out-of-control  houre, 
if  any,  following  test;  and 

(viii)  Description  of  any  adjustments, 
corrective  actions,  or  maintenance 
following  test. 

(2)  For  each  flow  monitor,  the  owner 
or  operator  shall  record  the  following 
for  all  daily  interference  checks, 
including  any  follow-up  tests  after 
corrective  action: 

(i)  Code  indicating  whether  monitor 
passes  or  fails  the  interference  check; 

(ii)  Number  of  out-of-control  houre.  if 
any,  following  test;  and 
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(ill)  Description  of  any  adjustments, 
corrective  actions,  or  maintenance 
following  test. 

(3)  For  each  SOa  or  NO,  pollutant 
concentration  monitcff,  CXh  monitor,  or 
diluent  gas  monitor,  the  owner  or 
operator  shall  record  the  fbllo¥fing  for 
the  initial  and  all  subsequent  linearity 
cbeckjs).  inchiding  any  follow-up  tests 
afler  corrective  action: 

(i)  Monitor  channel  identification 

code; 

(ii)  Instrument  span: 

(iii)  Date  and  hour 

(iv)  Reference  valua  (i.e..  reference  gas 
concentration,  in  ppm  or  other 
appropriate  imits); 

(v)  Observed  value  (average  monitor 
response  at  each  reference  gas 
concentration,  in  ppm  or  other 
appropriate  units); 

(vi)  Percent  error  at  each  of  three 
reference  gas  concentrations  (rounded  to 
nearest  tenth  of  a  percent); 

(vii)  Number  of  out-of-control  hoiirs, 
if  any,  following  test:  and 

(viii)  Description  of  any  adjustments, 
corrective  action,  or  maintenance 
following  test 

(4)  For  each  flow  monitor,  where 
applicable,  the  owner  or  operatcv  shall 
record  the  follo%ving  for  all  quarterly 
leak  checks,  including  any  follow-up 
tests  after  corrective  action: 

(i)  Code  indicating  whether  monitor 
passes  or  fails  the  quarterly  leak  check; 

(ii)  Nimiber  of  out-of-control  hours,  if 
any.  following  test;  and 

(iii)  DescripticHi  of  any  adjustments, 
corrective  actions,  or  maintenance 
following  test. 

(5)  For  each  SOi  pollutant 
concentration  monitor,  flow  monitor, 
COz  pollutant  concentration  monitor; 
NO,  continuous  emission  monitoring 
s)-stem,  SOj-diluent  continuous 
emission  monitoring  system,  and 
approved  alternative  monitoring  system, 
the  owner  or  operator  shall  record  the 
following  information  for  the  initial  and 
all  subsequent  relative  accuracy  tests 
and  test  audits: 

(i)  Date  and  hour; 

(ii)  Reference  method(s)  used; 

(iii)  Individual  test  run  data  from  the 
relative  accuracy  test  audit  for  the  SO2 
concentration  monitor,  flow  monitor, 
CO2  pollutant  concentration  monitor, 
IJO,  continuous  emission  monitoring 
system,  SOj-diluent  continuous 
emission  nionitoring  system,  or 
approved  alternative  monitoring 
systems,  including: 

(A)  Date,  hour,  and  minute  of 
beginning  of  test  run. 

(B)  Date,  hour,  and  minute  of  end  of 
test  run, 

(C)  Monitor- channel  identification 
code. 


(D)  Run  number. 

(E)  Run  data  for  monitor. 

(F)  Rim  data  for  reference  method; 
and 

(G)  Flag  value  (0  or  1)  indicating 
whether  nm  has  been  used  in 
calculating  relative  accuracy  and  bias 
values. 

(iv)  Calculations  and  tabulated 
results,  as  follows: 

(A)  Arithmetic  mean  of  the 
monitoring  system  measurement  values, 
reference  method  values,  and  of  their 
differences,  as  specified  in  Equatirai 
A-7  in  appendix  A  to  this  pairt. 

(B)  Standard  deviation,  as  specified  in 
Equation  A-8  in  appendix  A  to  this 
put. 

(C)  Confidence  coefficient,  as 
specified  in  Equation  A-«  in  appendix 
A  to  this  part. 

(D)  Relative  accuracy  test  results,  as 
specified  in  Equation  A-10  in  appendix 
A  to  this  part.  (For  the  3-level  flow 
monitor  test  only,  relative  accuracy  test 
results  should  be  recorded  at  each  of 
three  gas  velocities.  Each  of  these  three 
gas  velocities  shall  be  expressed  as  a 
total  integrated  gross  unit  load,  rotmded 
to  the  nearest  MWe.) 

(E)  Bias  test  results  as  specified  in 
section  7.6.4  in  appendix  A  to  this  part. 

(F)  Bias  adjustment  factor  from 
Equations  A-11  and  A-12  in  appendix 
A  to  this  part  for  any  monitoring  system 
or  component  that  foiled  the  bias  test 
and  1.0  for  any  monitoring  system  or 
comp<H)ent  that  passed  the  bias  test. 
(For  flow  monitors  only,  bias 
adjustment  factors  should  be  recorded  at 
each  of  three  gas  velocities). 

(G)  Number  of  out-of-control  hours,  if 
any,  following  test. 

(H)  Description  of  any  adjustment, 
corrective  action,  or  maintenance 
following  test. 

(6)  F-factor  value(s)  used  to  convert 
NO.  pollutant  concentration  and  diluent 
gas  {62  or  CO2)  concentration 
measurements  into  NO,  emission  rates 
(in  Ib/mmBtu),  heat  input  or  CO2 
emissions. 

(7)  Results  of  all  trial  runs  and 
certification  tests  and  quality  assurance 
activities  and  measurements  (including 
all  reference  method  field  test  sheets, 
charts,  records  of  combined  system 
responses,  laboratory  analyses,  and 
example  calculations)  necessary  to 
substantiate  compliance  with  all 
relevant  appendices  in  this  part. 

175.53    Montloring  ptan. 

(a)  General  provisions.  The  owner  or 
operator  of  an  affected  unit  shall 
prepare  and  maintain  a  monitoring  plan. 
Except  as  provided  in  paragr&phs  (c) 
and  (d)  of  this  section,  a  monitoring 
plan  shall  contain  sufficient  information 


on  the  continuous  emission  or  opacity 
monitoring  systems  and  the  use  of  data 
derived  from  these  systems  to 
demonstrate  that  all  imit  SO2  emissions, 
NO,  emissions,  CO2  emissions  when 
monitored  continuously,  and  opacity 
are  monitored  and  reported  by 
continuous  emission  or  opacity 
monitoring  systems. 

(b)  Whenever  the  owner  or  operator 
makes  a  replacement,  modificadon,  or 
change,  either  in  the  certified 
continuous  emission  monitoring  system 
or  continuous  opacity  monitoring 
system,  including  the  automated  data 
acquisition  and  handling  system  or  in 
the  flue  gas  handling  system,  that 
requires  recertification,  then  the  owner 
or  operator  shall  update  the  monitoring 
plan. 

(c)  Contents  of  the  monitming  plan. 
Each  monitoring  plan  shall  contain  the 
following: 

(1)  Precertificatian  information, 
including  the  identification  of  the  test 
strategy  and  protocol  for  the  relative 
accuracy  test  audit  and  other  relevant 
test  information:  and 

(2)  Unit  table.  A  table  identifying  all 
imits.  using  ORISFL  numbers  developed 
by  the  Department  of  Energy  and  used 
in  the  National  Allowance  Database,  for 
all  affected  units  involved  in  the 
monitoring  plan  with  the  following 
information  for  each  unit: 

(i)  Short  name; 

(ii)  Classification  of  unit  as  one  of  the 
following:  Phase  I  affiected  (including 
substitution  units),. Phase  II  affected, 
new,  or  nonaffected; 

(iii)  Type  of  boiler  (or  boilers  for  a 
group  01  imits  using  a  common  stack); 

(iv)  Type  of  fuel(s)  fired,  by  boiler, 
and  if  more  than  one  fuel,  the  fuel 
classification  of  the  boiler; 

(v)  Type(s)  of  emission  controls  for 
SO2,  NO,,  and  particulates  installed  or 
to  be  installed,  including  specifications 
of  whether  such  controls  are  pre- 
combustion,  post-combustion,  or 
integral  to  the  combusticn  process;  and 

(vi)  Identification  of  all  units  using  a 
common  stack. 

(3)  Description  of  monitor  site 
location.  Description  of  site  locations  for 
each  monitoring  component  in  the 
continuous  emission  or  opacity 
monitoring  systems,  including 
schematic  diagrams  and  engineering 
drawings  spedfied  in  paragraphs  (cK7) 
and  (c)(8)  of  this  section,  and  any  other 
documentation  that  demonstrate  each 
monitor  location  meets  the  appropriate 
siting  criteria.  * 

(4)  Monitoring  component  table. 
Identification  and  description  of  each 
monitoring  component  (including  each 
monitor  and  its  identifiable  components 
such  as  analyzer  and/or  probe)  in  the 
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continuous  emission  monitoring 
systems  (i.e.,  SO2  pollutant 
concentration  monitor,  flow  monitor, 
moisture  monitor;  NO.  pollutant 
concentration  monitor  and  diluent  gas 
monitor)  and  the  continuous  opacity 
monitoring  system,  including: 

(i)  Manufacturer  model  niunber  and 
serial  number, 

(ii)  Monitor-channel  identification 
code  assigned  by  the  utility  to  each 
monitor  or  identifiable  monitoring 
component  (such  as  the  analyzer  and/or 
probe).  The  code  shall  use  a  six-digit 
format,  unique  to  each  monitoring 
component,  where  the  first  three  digits 
indicate  the  number  of  the  component 
and  the  second  three  digits  indicate  the 
"channel"  the  particular  parameter  that 
the  monitor  measvires; 

(iii)  Actual  or  projected  installation 
date  (tponth  and  year);  and 

(iv)  A  brief  description  of  the 
component  type  or  method  of  operation, 
such  as  in  situ  pollutant  concentration 
monitor  or  thermal  flow  monitor. 

(v)  A  brief  description  of  the  flow 
monitor  that  is  sufficiently  detailed  to 
allow  a  determination  of  whether  the 
applicable  interference  check  design 
specification  meets  the  requirements 
specified  in  Appendix  A  of  this  part. 

(vi)  A  designation  of  the  component 
as  a  primary  or  backup  component,  as 
provided  for  in  §  75.10(g). 

(5)  Data  acquisition  and  handling 
system  table.  Identification  and 
description  of  all  major  hardware  and 
software  components  of  the  automated 
data  acquisition  and  handling  system, 
including: 

(i)  For  hardware  components,  the 
manufacturer,  model  number,  and 
actual  or  projected  installation  date; 

(ii)  For  software  components, 
identification  of  the  provider,  whether 
the  software  is  a  custom,  turn-key,  or 
commercially  available  product,  and  a 
brief  description  of  features; 

(iii)  A  data  flow  diagram  denoting  the 
complete  information  handling  path 
fixjm  output  signals  of  continuous 
emission  monitoring  system 
components  to  final  reports; 

(iv)  A  copy  of  the  test  results  verifying 
the  accuracy  of  the  automated  data 
acquisition  and  handling  system  (once 
such  results  are  available). 

(6)  Emissions  formula  table.  A  table 
giving  explicit  formulas  for  each 
reported  unit  emission  parameter,  using 
monitor-channel  identification  codes  to 
link  continuous  emission  monitoring 
system  observations  with  reported 
concentrations,  mass  emissions,  or 
emission  rates,  according  to  the 
conversions  listed  in  appendix  F  to  this 
part.  The  formulas  must  contain  all 
constants  and  Cactors  required  to  derive 


mass  emissions  or  emission  rates  from 
monitor-channel  code  observations,  and 
each  emissions  formula  is  identified 
with  a  imique  three  digit  code. 

(7)  Schematic  stack  diagrams.  A 
schematic  diagram  identifying  entire  gas 
handling  system  from  boiler  to  stack  for 
all  affected  units,  using  identification 
numbers  for  imits,  monitors,  and  stacks 
corresponding  to  the  identification 
numbers  provided  in  paragraphs  (c)(2), 
(c)(4),  (c)(5),  and  (c)(6)  of  this  section. 
Comprehensive  and/or  separate 
schematic  diagrams  shall  be  used  to 
describe  groups  of  units  using  a 
common  stack. 

(8)  Stack  and  duct  engineering 
diagrams.  Stack  and  duct  engineering 
diagrams  showing  the  dimensions,  and 
also  showing  location  of  fans,  turning 
vanes,  air  preheaters,  monitors,  probes, 
reference  method  sampling  ports  and 
other  equipment  which  affects  the 
monitoring  system  location, 
performance  or  quality  control  checks. 

(9)  Inside  crosssectional  area  (ft ')  at 
flue  exit. 

(10)  Contents  of  monitoring  plan  for 
specific  situations.  The  following 
information  shall  be  included  in  the 
monitoring  plan  for  gas-fired  or  oil-fired 
units: 

(i)  For  each  gas-fired  unit  or  oil-fired 
unit  for  which  the  owner  or  operator 
uses  the  optional  protocol  in  Appendix 
D  of  this  part  for  estimating  SO2  mass 
emissions  or  Appendix  E  of  this  part  for 
estimating  NOx  emission  rate  (using  a 
fiiel  flow  meter),  the  designated 
representative  shall  include  in  the 
monitoring  plan  a  description  of  the  fuel 
flowmeter  and  data  demonstrating  its 
flow  meter  accuracy. 

(ii)  For  each  gas-nred  peaking  unit 
and  oil-fired  peaking  imit  for  which  the 
owner  or  operator  uses  the  optional 
procedures  in  Appendix  E  to  this  part 
for  estimating  NO,  emission  rate,  the 
designated  representative  shall  include 
in  the  monitoring  plan: 

(A)  The  NO,  emission  rate  F-factor  for 
each  fuel  combusted  by  the  unit;  and 

(6)  All  baseline  and  periodic  NO, 
emissions  test  data  and  results  used  to 
determine  the  NO,  emission  rate  F- 
faetor  for  each  fuel. 

Subpart  G — Reporting  Requirements 

§  75.60    G«n«nri  provisions. 

(a)  The  designated  representative  for 
any  affiacted  unit  subject  to  the 
requirements  of  this  part  shall  comply 
with  all  reporting  requirements  in  this 
section  and  with  the  signatory 
requirements  of  §  72.21  of  this  chapter 
for  all  submissions. 

(b)  Submissions.  The  designated 
representative  shall  submit  all  reports 


and  petitions  (except  as  provided  in 
§75.61)  as  follows: 

(1)  All  certification  or  recertification 
notifications,  certification  or 
recertification  applications,  monitoring 
plans,  petitious  for  alternative 
monitoring  systems,  notifications, 
electronic  quarterly  reports,  and  other 
communications  required  by  this 
subpart  shall  be  submitted  to  the 
Administrator. 

(2)  Copies  of  certification  or 
recertification  notifications,  certification 
or  recertification  applications  and 
monitoring  plans  shall  be  submitted  to 
the  appropriate  Regional  Office  of  the 
U.S.  Environmental  Protection  Agency 
and  appropriate  State  or  local  air 
pollution  control  agency. 

fTS^I    NotMcabon  of  certification  and 
rocortificatlon  tMt  datM. 

(a)  Submission.  The  owner  or  operator 
or  designated  representative  for  an 
afliected  unit  shall  submit  written 
notification  of  certification  tests, 
recertification  tests,  and  revised  test 
dates  for  continuous  emission 
monitoring  systems,  as  specified  in 
§75.20  of  this  part.  Certification  test 
notifications  shall  be  submitted  not  later 
than  45  days  prior  to  the  first  day  of 
certification  or  recertification  testing, 
except  as  provided  in  §  75.20(a)(l)(ii)  of 
this  part.  Recertification  test 
notifications  shall  be  provided  as  soon 
as  practicable  but  not  later  than  the 
second  business  day  following  the 
identified  need  for  recertification. 

(1)  The  owner  or  operator  or 
designated  representative  shall  notify 
the  Administrator,  the  appropriate  EPA 
Regional  Office,  and  the  applicable  State 
air  pollution  control  agency  at  least  7 
business  days  in  advance  of  any 
proposed  adjustments  to  the 
certification  testing  dates. 

(2)  The  owner  or  operator  or  . 
designated  representative  shall  submit 
notification  of  certification  tests  and 
recertification  tests  for  continuous 
opacity  monitoring  systems,  as  specified 
in  §  75.20(c)(6)  of  this  part  to  the  State 
or  local  air  pollution  control  aeency. 

(3)  If  notification  substantially  similar 
to  that  required  in  this  section  is 
required  by  any  other  State  or  local 
agency,  the  owner  or  operator  or 
designated  representative  may  send  the 
Administrator  a  copy  of  that  notification 
to  satisfy  this  requirement,  provided  the 
ORISPL  unit  identification  number(s)  is 
denoted. 

(b)  (Reserved) 

175.62    Uonltortng  plan. 

(a)  Submission.  The  designated 
representative  for  an  affected  unit  shall 
submit  the  monitoring  plan  to  the 
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Administrator  no  later  than  45  days 
prior  to  the  certification  test. 

(b)  Contents.  Monitoring  plans  shall 
contain  the  information  specified  in 
§75.53  of  this  part 

§75.63    CftWcatton Of tu/mMctHon 

appUcation. 

(a)  Submission.  The  designated 
representative  for  an  afiiacted  iinit  shall 
submit  the  request  to  the  Administrator 
within  30  days  after  completing  the 
certification  test. 

(b)  Contents.  Each  application  for 
certification  or  recertlfication  shall 
contain  the  following  information: 

(1)  A  copy  of  the  monitoring  plan  (or 
any  modifications  to  the  monitoring 
plan)  for  the  unit  or  units  if  not 
previously  submitted. 

(2)  The  results  of  the  testis)  required 
by  §  75.20  of  this  part,  including  the 
type  of  test  conducted,  testing  date,  and 
including  the  results  of  any  failed  tests 
that  had  been  repeated  pursuant  to  the 
requirements  in  §  75.20. 

(3)  Results  of  the  tests  for  verification 
of  the  accuracy  of  emissions  and  \ 
volumetric  fiow  calculations  performed 
by  the  automated  data  acquisition  and 
handling  system,  including  a  sxunmary 
of  equations  used  to  convert  component 
data  to  units  of  the  standard  and  to 
calculate  substitute  data  for  missing 
data  periods,  including  sample 
calculations. 

(c)  Electronic  format.  Each 
certification  application  shall  be 
submitted  in  a  format  to  be  specified  by 
the  Administrator. 

S7S.64    Ouarterty reports. 

(a)  Submission.  The  designated 
representative  for  an  affected  unit  shall 
electronically  report  the  data  and 
information  in  j>aragraphs  (a),  (b).  and 
(c)  of  this  section  to  the  Administrator 
qviarteriy,  beginning  with  the  data  from 
the  later  of:  The  last  (partial)  calendar 
quarter  of  1993  (where  the  calendar 
quarter  data  begins  at  November  15, 
1993);  or  the  calendar  quarter 
corresponding  to  the  relevant  deadline 
for  certification  in  §  75.4  of  this  part.  For 
any  provisionally-certified  monitoring 
system,  some  or  all  of  the  quarterly  data 
may  be  invalidated,  if  the  Administrator 
subsequently  issues  a  notice  of 
diaapproval  wiihin  120  days  of  receipt 
of  the  complete  certification  application 
for  the  monitoring  system.  Each 
electronic  report  must  be  submitted  to 
the  Administrator  within  30  days 
following  the  end  of  each  calendar 
quarter  and  shall  include  for  each 
affected  unit  (or  group  of  units  using  a 
common  stack): 

(1)  The  information  and  hourly  data 
required  in  8§  75.50-75.52  of  this  part. 


excluding  the  descriptions  of 
adjustments,  corrective  action,  and 
maintenance  and  excluding  any 
information  which  is  incomoatible  with 
electronic  reporting  (e.g.,  field  data 
sheets,  lab  analyses,  quality  control 
plan,  etc.). 

(2)  Tons  (rounded  to  the  nearest 
tenth)  of  SOj  emitted  during  the  quarter 
and  cumulative  SO2  emissions  for 
calendar  year. 

(3)  Average  NO,  emission  rate  (lb/ 
mmBtu,  rounded  to  the  nearest 
hundredth)  during  the  quarter  and 
cumulative  NO,  emission  rate  for 
calendar  year. 

(4)  Tons  of  CXb  emitted  during 
quarter  and  omiulative  CO2  emissions 
for  calendar  year. 

(5)  Total  heat  input  (mmBtu)  and 
integrated  gross  unit  load  (MWge)  for 
quarter  and  ciunulative  heat  input  and 
integrated  gross  xmit  load  for  calendar 
year. 

(6)  If  the  affected  unit  is  using  a 
qualifying  Phase  I  technology,  then  the 
quarterly  report  shall  include  the 
information  required  in  paragraph  (e)  of 
this  soction. 

(b)  The  designated  representative 
shall  affirm  that  the  monitor-channel 
identification  codes  and  formulas  in  the 
quarterly  electronic  reports,  submitted 
to  the  Administrator  pursuant  to  S  75.53 
of  this  part,  represent  current  operating 
conditions. 

(c)  Compliance  certification.  The 
designated  representative  shall  submit  a 
certification  in  support  of  each  quarterly 
emissions  monitoring  report  based  on 
reasonable  inquiry  of  these  persons  with 
primary  responsibility  for  ensuring  that 
all  of  the  imit's  emissions  are  correctly 
and  fully  monitored.  The  certification 
shall  indicate  whether  the  monitoring 
data  submitted  were  recorded  in 
accordance  with  the  applicable 
requirements  of  this  part  including  the 
quality  control  and  quality  assurance 
procedures  and  specifications  of  this 
part  and  its  appendices,  and  any  such 
requirements,  procedures  and 
specifications  of  an  applicable  excepted 
or  approved  alternative  monitoring 
method.  In  the  event  of  any  missing  data 
periods,  the  certification  must  describe 
the  measures  taken  to  cure  the  causes 
for  the  missing  data  periods. 

(d)  Electronic  fccmat.  Each  quarterly 
report  shall  be  submitted  in  a  formal  to 
be  specified  by  the  Administrator. 

(ej  Phase  I  qualifying  technology 
reports.  In  addition  to  reporting  the 
information  in  paragraphs  (a),  (b),  and 
(c)  of  this  section,  the  designated 
representative  for  an  affected  unit  on 
which  SO2  emission  controls  have  been 
installed  and  operated  for  the  purpose 
of  meeting  qualifying  Phase  I  technology 


requirements  pursuant  to  §  72.42  of  this 
chapter  shall  also  submit  reports 
documenting  the  measured  percent  SO2 
emissions  removal  to  the  Administrator 
on  a  quarterly  basis,  beginning  the  first 

auarter  of  1997  and  continuing  through 
le  fourth  quarter  of  1999.  Each  report 
shall  include  the  following  information: 

(1)  For  the  first  report  only,  a  copy  of 
the  start  up  acceptance  test  result  iipon 
which  the  designated  representative 
accepted  the  systems  potential  to  meet 
the  ninety  percent  reduction 
requirement. 

(2)  All  measurements  and  calculations 
necessary  to  substantiate  that  the 
qualifying  technology  achieves  the 
overall  percent  reduction  in  SO2 
emissions. 


175.65  OpMlty  reports. 

The  designated  representative  shall 
report  excess  emissions  of  opacity  to  the 
applicable  State  or  local  air  pollution 
control  agency,  in  a  format  specified  by 
the  applicable  State  or  local  air 
pollution  control  agency. 

175.66  Pethiona  to  tiM  Administrator. 

(a)  Alternative  flow  monitor  location 
demonstration  reports.  In  cases  where 
no  location  exists  for  installation  of  a 
flow  monitor  in  either  the  stack  or  the 
ducts  serving  an  affected  unit  that 
satisfies  the  minimum  physical  siting 
criteria  in  Appendix  A  to  this  part  or 
where  installation  of  a  flow  monitor  in 
either  the  stack  or  duct  is  demonstrated 
to  the  satisfaction  of  the  Administrator 
to  be  technically  infeasible,  the 
designated  representative  for  the     - 
affected  unit  may  petition  the 
Administrator  for  an  alternative 
monitoring  location  or  alternative 
method  for  monitoring  volumetric  flow. 
The  demonstration  report  shall,  at  a 
minimum,  contain  the  following 
information. 

(1)  Identification  of  the  affected 
unit(s). 

(2)  Description  of  why  the  minimum 
siting  criteria  cannot  be  met  within  the 
existing  ductwork  or  stack(s).  This 
description  shall  include  diagrtmis  of 
the  existing  ductwork  or  stack,  as  well 
as  documentation  of  any  attempts  to 
locate  a  flow  monitor. 

(3)  Description  of  proposed 
alternative  monitoring  location  or 
alternative  method  for  monitoring  flow. 

(b)  Alternative  ASTM  method 
demonstration  reports.  The  designated 
representative  for  an  affected  unit  may 
apply  to  the  Administrator  for  an 
alternative  to  any  ASTM  method 
prescribed  in  this  part.  The  designated 
representative  shall  include  the 
following  information  in  an  application: 
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(1)  A  description  of  why  the 
prescribed  AStTM  method  is  not  being 
used; 

(2)  A  description  end  diagremCs]  of  all 
equipment  and  procedures  in  the 
proposed  alternative  method; 

(3)  Data  demonstrating  that  the 
proposed  alternative  method  produces 
data  of  equal  or  greater  precision  and 
accuracy  to  that  firom  the  prescribed 
ASTM  method(s). 

(c)  Alternative  monitoring  system 
petitions.  The  designated  representative 
for  an  affected  imit  may  submit  a 
petition  to  the  Administrator  for 
approval  and  certification  of  an 
alternative  monitoring  system  or 
component  according  to  the  procedure 
in  subpart  E  of  this  part.  Each  petition 
shall  contain  the  information  and  data 
specified  in  subpart  E,  including  the 
information  specified  in  §  75.48,  in  a 
format  to  be  specified  by  the 
Administrator. 

(d)  Parametric  monitoring  procedure 
petitions.  The  designated  representative 
for  an  affected  unit  may  subiDit  a 
petition  to  the  Administrator,  where 
each  petition  shall  contain  the 
information  specified  in  §  75.51(b)  for 
use  of  a  parametric  monitoring  method. 

(e)  Missing  Data  Petitions  for  units 
with  add-on  emission  controls.  The 
designated  representative  for  an  affected 
imit  may  submit  a  petition  to  the 
Administrator,  which  the  Administrator 
will  automatically  approve  if  the 
petition  adequately  demonstrates  that 
all  the  requirements  in  §  75.34  are 
satisfied,  where  each  petition  shall 
contain  the  information  listed  below  for 
the  time  period  (or  data  gap)  during 
which  the  affected  unit  experienced  the 
monitor  outage  that  would  result  in  the 
substitution  of  an  uncontrolled 
maximum  value  under  the  standard 
missing  data  procedures  contained  in 
subpart  D  of  this  part: 

(1)  Data  demonstrating  that  the 
affected  unit's  monitor  data  availability 
for  the  time  pwriod  under  petition  was 
lass  than  90%. 

(2)  Data  demonstrating  that  the  add- 
on emission  controls  were  operating 
properly  during  time  period  under 
petition,  and 

(3)  A  list  of  the  average  hourly  values 
for  the  previous  720  quality-assured 
monitor  operating  hours,  highlighting 
both  the  maximum  recorded  value  and 
the  value  corresponding  to  the 
maximum  controlled  emission  rate. 

(0  Any  other  petitions  to  the 
Administrator.  The  designated 
representative  for  an  affected  unit  shall 
include  sufficient  information  for  the 
evaluation  of  any  other  petition 
submitted  to  the  Administrator  under 
this  part 


f7S.t7    nedred  unHa  peHHona. 

For  units  that  will  be  permanently 
retired  prior  to  January  1, 1995,  an 
exemption  from  the  requirements  of  this 
part,  including  the  requirement  to 
install  and  certify  a  continuous 
emissions  monitoring  system,  may  be 
obtained  from  the  Administrator  if  the 
designated  representative  submits  a 
complete  petition,  as  required  in  §  72.8, 
to  the  Administrator  prior  to  the 
dendline  in  §  75.4  by  which  the 
continuous  emission  or  opacity 
monitoring  systems  must  complete  the 
required  certification  tests. 

Appesdix  A  to  Part  75— Specifications 
ana  Test  Procedures 

1.  Installation  and  Maanirament  Location 

1 . 1  Pollutant  ConcaatnitJOB  and  CO3  or  Oi 
htoniton 

Following  the  procedures  in  section  3.1  of 
Performance  Specification  2  in  App)endix  B 
to  pert  60  of  this  chapter,  install  the  pollutant 
concentration  monitOT  or  monitoring  system 
at  a  location  where  the  pollutant 
concentration  and  emission  rate 
measurements  are  directly  representative  of 
the  total  emissions  from  the  affiacted  unit. 
Select  a  representative  measurement  point  or 
path  {or  the  monitor  probe(s)  (or  for  the  path 
from  the  transmitter  to  the  receiver]  such  that 
the  SCh  pollutant  concentration  monitor  or 
N0>  continuous  emission  monitoring  system 
(NO.  pollutant  concentration  monitor  and 
diluent  gas  monitor)  will  pass  the  relative 
accuracy  test  (see  section  6). 

W  is  recommended  that  monitor 
measurements  be  made  at  locations  where 
the  exhaust  gas  temperatiire  is  above  the 
dew-point  temperature.  If  the  cause  of  failure 
to  meet  the  relative  acc\iracy  tests  is 
determined  to  be  the  measiuement  location, 
relocate  the  monitor  probe(s]. 

1.1.1  Point  Pollutant  Ck)ncentration  and 
CO2  or  Oj  Monitors 

Locate  the  measurement  point  (1)  within 
the  centroidal  area  of  the  stack  or  duct  cross 
section,  or  (2)  no  less  than  1.0  meter  from  the 
stack  or  duct  wall. 

1 . 1 .2  Path  Pollutant  Concentration  and  CDr 
or  O2  Gas  Monitors 

Locate  the  measurement  path  (1)  totally 
within  the  inner  area  bounded  by  a  line  1.0 
meter  from  the  stack  or  duct  will,  or  (2)  such 
that  at  least  70.0  percent  of  the  path  is  within 
the  inner  50.0  percent  of  the  stack  or  duct 
cross-sectional  area,  or  (3)  such  that  the  path 
is  centrally  located  writhin  any  part  of  the 
centroidal  area. 

1.2  Fiow  kkuutors 

Install  the  flow  monitor  in  a  location  that 
provides  representative  volumetric  flow  over 
all  operating  conditions.  Such  a  location  is 
one  that  provides  an  average  velocity  of  the 
flue  gas  flow  over  the  stack  or  duct  cross 
section,  provides  a  representative  SO2 
emission  rate  (in  Ib/hr),  and  is  representative 
of  the  pollutant  concentration  monitor 
location.  Where  the  moisture  content  of  the 
flue  gas  affects  volumetric  flow 


measurements,  use  tiie  procedures  in  bodi 
Reference  Methods  1  and  4  of  Appendix  A 
to  pert  60  of  this  chapter  to  establish  a  proper 
location  for  die  fiow  monitor.  EPA 
recommends  (but  does  not  require) 
performing  a  flow  profile  study  following  the 
procedures  in  40  CFR  part  60,  Appendix  A, 
Text  Method,  1,  section  2.5  for  each  of  the 
three  operating  or  load  levels  indicated  in 
section  6.S.2  of  this  appendix  to  detarmine 
the  acceptability  of  the  potential  flow 
monitor  location  and  to  determine  the 
number  and  location  of  flow  sampling  points 
required  to  obtain  a  representative  flow 
value.  The  procedure  in  40  CPR  part  60, 
Appendix  A,  Test  Method  1,  section  2.5  may 
be  used  even  if  the  flow  measurement 
location  is  greater  than  or  equal  to  2 
equivalent  stack  or  duct  diameters 
downstream  or  greater  than  or  equal  to  V^ 
duct  diameter  upstream  from  a  flow 
disturbance.  If  a  flow  profile  study  shows 
that  cyclonic  (or  swirling)  or  stratified  flow 
conditions  exist  at  the  potential  flow  monitor 
location  that  are  likely  to  prevent  the  monitor 
from  meeting  the  performance  specifications 
of  this  part,  then  EPA  recommends  either  (1) 
selecting  another  location  where  there  is  no 
cyclonic  (or  swirling)  or  stratified  flow 
condition,  or  (2)  eliminating  the  cyclonic  (or 
swirling)  or  stratified  flow  condition  by 
straightening  the  flow,  e.g.,  by  installing 
straightening  vanes.  EPA  also  recommends 
selecting  flow  monitor  locations  to  minimize 
the  effects  of  condensation,  coating,  erosion, 
or  other  conditions  that  could  adversely 
affect  flow  monitor  performance. 

1.2.1  Acceptability  of  Monitor  Location 

The  installation  of  a  flow  monitor  is 
acceptable  if  (1)  the  location  satisfies  the 
minimum  siting  criteria  of  Method  1  in 
Appendix  A  to  part  60  of  this  chapter  (i.e., 
the  location  is  greater  than  or  equal  to  eight 
stack  or  duct  diameters  downstream  and  two 
diameters  upstream  from  a  flow  dist\ubance; 
or,  if  necessary,  two  stack  or  duct  diameters 
downstream  and  one-half  stack  or  duct 
diameter  upstream  from  a  flow  disturbance), 
(2)  the  results  of  a  flow  profile  study,  if 
performed,  are  acceptable  (i.e.,  there  are  no 
cyclonic  (or  swirling)  or  stratified  flow 
conditions),  and  (3)  the  flow  monitor  satisfies 
the  performance  specifications  of  this  part  If 
the  flow  monitor  is  installed  in  a  location 
that  does  not  satisfy  these  physical  criteria, 
but  nevertheless  the  monitor  achieves  the 
performance  specifications  of  this  part,  then 
the  Administrator  may  certify  the  location  as 
acceptable. 

1.2.2  Alternative  Monitoring  Location 

Whenever  the  flow  monitor  is  installed  in 
a  location  that  is  grater  than  or  equal  to  two 
stack  or  duct  diameters  downstream  and 
greater  or  equal  to  one-half  diameter 
upstream  from  a  flow  distiubance,  and/or  in 
a  location  that  is  acceptable  based  on  a  flow 
profile  study,  but  neverthelast  the  monitor 
does  not  achieve  the  performance 
specifications  of  this  fkart,  perform  another 
flow  profile  study  (the  procedures  described 
in  section  2.5  of  Method  1  in  Appendix  A  to 
part  60  of  this  chapter  may  be  used)  to  select 
an  alternative  flow  monitoring  installation 
site. 

Whenever  the  owner  or  (HMrator 
successfully  demonstrates  that  modifications 
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to  the  exhaust  duct  or  stack  (such  as 
installation  of  straightening  vanes. 
nMxlifications  of  ductwork,  and  the  like)  are 
necessary  for  the  flow  monitor  to  meet  the 
performance  specifications,  the 
AdministratfH'  may  approve  an  interim 
alternative  Dow  monitoring  methodology  and 
an  extension  to  the  required  certification  date 
for  the  flow  monitor. 

Where  no  location  exists  that  sabsfies  the 
physical  siting  criteria  in  section  1.2.1,  where 
the  results  of  flow  profile  studies  performed 
at  two  OT  more  alteraativa  flow  monitor 
locations  are  unacceptable,  and  where 
installation  of  a  flow  monitor  in  either  the 
stack  or  the  ducts  is  demonstrated  to  be 
technically  infeasible.  the  owner  or  operator 
may  petition  the  Administrator  for  an 
alternative  method  for  monitoring  flow. 

2.  E^pnent  SpedScatioae 
2.i    Instrument  Span 

In  implementing  sections  2.1.1  through 
2.1.4  of  this  appendix,  to  the  extent 
practicable,  measure  at  a  range  such  that  the 
majority  of  readings  obtained  during  normal 
operation  are  between  25  and  75  percent  of 
full-scale  range  of  the  instriiment. 


2.1.1    SOj  Pollutant  Concentration  Monitors 

Determine,  as  indicated  below,  a  span 
value  for  pollutant  concentration  monitors  so 
that  it  includes  all  expected  concentrations. 
2.1.1.1    Maximum  Potential  Concentration 

The  monitor  must  be  capable  of  accurately 
measuring  up  to  125  percent  of  the  maximum 
potential  concentration  as  calculated  using 
Equation  A-la  or  A-lb.  Calculate  the 
maximum  potential  concentration  by  using 
Equation  A-la  or  A-lb  and  the  maximum 
percent  sulfur  and  minimum  gross  calorific 
value  (GCV)  for  the  highest  sulfur  fuel  to  be 
burned.  Base  the  maximum  percent  sulfur 
and  minimum  GCV  on  the  results  of  all 
available  fuel  sampling  and  analysis  data 
from  the  previous  1 2  months  (where  such 
data  exists)  using  ASTM  Methods  ASTM 
D3177-89.  "Standard  Test  Methods  for  Total 
Sulfur  in  the  Analysis  Sample  of  Coal  and 
Coke,"  ASTM  D423»-85,  'Standard  Test 
Methods  for  Sulfur  in  the  Analysis  Sample  of 
Coal  and  Coke  Using  High  Temperature  Tube 
Furnace  Combustion  Methods,"  ASTM 
D4294-90.  "Standard  Test  Method  for  Sulfur 
in  Petroleum  Products  by  Energy-Dispersive 
X-Ray  Fluorescence  Spectroscopy,"  ASTM 
D1552-90,  "Standard  Test  Method  for  Sulfur 
in  Petroleum  Products  (High  Temperature 


Method)."  ASTM  D129-91, '  standard  Test 
Method  for  Sulfur  in  Petro'eum  Products 
(General  Bomb  Method),'  or  ASTM  D2622- 
92,  "Standard  Test  Method  for  Sulfur  in 
Petroleimi  Products  by  X-Ray  Spectrometry" 
for  sulfur  content  of  solid  or  liquid  fuels,  or 
ASTM  D317&-89.  "Standard  Practice  for 
Ultimate  Analysis  of  Coal  and  Coke",  ASTM 
D240-a7  (Reapproved  1991),  "Stagdard  Test 
M^bod  for  Heat  of  Combustion  of  Liquid 
Hydrocarbon  Fuels  by  Bomb  Calorimeter"  or 
ASTM  D2015-91,  "Standard  Test  Method  for 
Gross  Calorific  Value  of  Coal  and  Coke  by  the 
Adiabatic  Bomb  Calorimeter"  for  GCV 
(incorporated  by  reference  under  $  75.6). 
Then,  multiply  the  maximum  potential 
concentration  by  125  percent,  and  round  up 
the  resultant  concentration  to  the  nearest 
multiple  of  100  ppm  to  determine  the  span 
value.  Select  the  full-scale  range  of  the 
instrument  to  be  consistent  with  section  2.1 
of  this  appendix,  and  to  be  greater  than  cv 
equal  to  the  span  value.  The  span  value  will 
be  used  to  determine  the  concentrations  of 
the  calibration  gases.  The  selected  monitor 
range  based  on  125  percent  of  the  maximum 
potential  concentration  will  henceforth  be 
referred  to  as  the  "high-scale"  of  the  SO2 
pollutant  concentration  monitor. 


^£PC=  11.32  xlO«(-^)( 


20.9-%a 
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20.9 


(Eq.    A-la) 


or 


MPC  =  66.93  X  10 


6  /  %S 
\GCVi 


I  [   100  I 


(Eq.    A-lb) 


where, 

MPC=Maximum  potential  concentration 
(ppm,  wet  basis).  To  convert  to  dry  basis, 
divide  the  MPC  by  0.9.) 

%SsMaximum  s\ilfur  content  of  fuel  to  be 
fired,  wet  basis,  weight  percent,  as 
determined  by  ASTM  D3177-89,  ASTM 
D4239-85,  ASTM  D4294-90.  ASTM 
D1552-90,  ASTM  D129-91,  or  ASTM 
D2622-42  for  solid  or  liquid  fuels 
(incorporated  by  reference  under  %  75.6). 

GCVsMinimum  gross  calorific  value  of  the 
fuel  lot  consistent  with  the  sulfur  analysis 
(Btu/lb).  as  determined  using  ASTM 
D3176-89,  ASTM  D240-67  (Reapproved 
1991).  or  ASTM  D2015-91  (incorporated 
by  reference  under  %  75.6). 

%02»=Minimtmi  oxygen  concentration, 
percent  wet  basis,  under  normal  operating 
conditions. 

%C02w=Maximum  carbon  dioxide 
concentration,  percent  wet  basis,  under 
normal  operating  conditions. 

11.32xlO*=C)xygen-based  conversion  factor 
in  (Btu/1bMppm)/%. 


66.93xlO*=Carbon  dioxide-based  conversion 

fector  In  (Btu/lb)(ppm)/% 

Note:  All  percent  values  to  be  inserted  in 
the  equations  of  this  section  are  to  be 
expressed  as  a  percentage,  not  a  fractional 
value,  e.g.,  3,  not  .03. 
2.1 .1 .2    Maximum  Expected  Concentration 

If  the  maiority  of  SOj  concentration  values 
are  predicted  to  be  less  than  25  percent  of  the 
full-scale  range  of  the  Instrument  based  upon 
125  percent  of  the  maximum  potential 
concentration,  (e.g.,  at  the  outlet  of  an  SO2 
emission  control)  use  an  additional  (lower) 
monitor  range.  (For  this  second  range,  use 
Equation  A-2  to  calculate  the  maximum 
expected  concentration  (MEC).  Multiply  the 
maximum  expected  concentration  by  125 
percent,  and  round  up  the  resultant 
concentration  to  the  nearest  multiple  of  10 
ppm  to  determine  the  span  value.  For  this 
lower  range,  select  the  full-scale  range  of  the 
instrument  to  be  consistent  with  section  2.1 
of  this  appendix,  and  to  be  greater  than  or 
equal  to  the  lower  rang^  span  value.  Units 
using  a  lower  range  must  also  be  capable  of 


accurately  measuring  the  anticipated  actual 
concentrations  up  to  and  Including  125 
percent  of  the  maximum  potential 
concentration.  The  span  value  of  this 
additional  range  will  also  be  used  to 
determine  concentrations  of  the  callbratiwi 
gases  for  this  additional  range.  The  selected 
monitor  range  based  on  125  percent  of  the 
maximum  expected  concentration  will 
henceforth  be  referred  to  as  the  "low-scale" 
of  SO2  pollutant  concentration  monitors. 

MBC=MPa(100-«B)/100)  (Eq.  A-2) 
where, 
MECsMaximxmi  expected  concentration 

(ppm). 
MPC=Maximum  potential  concentration 

(ppm),  as  determined  by  Eq.  A-la  or  A-lb. 
RE=Deslgn  removal  efficiency  of  control 

equipment  (%). 
2.1.1.3    Auto-ranging  Monitors 

For  monitors  that  can  continuously  and 
aut<Hnatlcally  adjust  their  range  of 
measxirement,  the  monitor  must  be  capable  at 
any  time  of  accurately  measuring  up  to  125 
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peioant  of  die  maximum  potential 
concentration,  as  calculated  using  Equation 
A-la  or  A-lb.  Define  the  span  value(s]  for 
an  auto-ranging  monitor  as  125  percent  of  the 
maximum  potential  concentration  and  125 
percent  of  the  maximum  exp>ected 
concentration  if  a  second  span  is  determined 
to  be  necessary  under  section  2.1.1.2  of  this 
appendix.  Determine  concentrations  of  the 
calibration  gases  based  upon  the  span 
value(s). 

2.1.1.4    A(^ustment  of  Spas 

Whwavar  the  SOj  concentration  exceeds 
the  maximum  potential  concentration  and 
the  monitor  can  meawire  and  record  these 
values  aocurataly,  they  may  be  reported  for 
use  in  the  Acid  Raio  Progrwn.  If  the 
concentzatioa  axceeds  the  monitor's  ability  to 
measure  and  record  values  accurately,  adjust 
the  ftiU-acale  range  setting  to  prevent  future 
exoBodances.  WbeDevar  the  fuel  supply  or 
emlsaioH  oootrob  change  such  that  the 
iwwrimiim  expected  or  potential 
comentration  may  change  significantly, 
adjust  the  range  setting  to  assure  the 
oootinued  proper  oprntion  of  the  monitoring 
system.  Whenever  the  range  setting  is 
adjusted,  multiply  the  new  range  setting  by 
80  percent,  and  round  up  the  resultant 
concentration  to  the  nearest  multiple  of  100 
ppm  (or  10  ppm,  if  appropriate)  to  determine 
the  new  span  value.  Record  the  new  span 
value  and  report  the  new  span  value  as  part 
of  the  reeuks  of  the  daily  calibration  error 
test  required  by  Appendix  B  of  this  part. 
Wheoever  the  span  value  is  adjusted,  use 
calibratioa  gas  coacentrations  based  on  the 
new  span  vahie. 

2.1.2    NOx  Poihitant  Concentration  Monitors 

Determine,  as  indicated  below,  a  span 
value  for  the  NOs  pollutant  concentration 
monitor  so  that  all  expected  NO, 
concentrations  can  be  determined  and 
recorded  accurately  including  both  the 
maximum  expected  and  potential 
conoentratioiL 

2.12.1    Kfeximum  Potential  Coocentratioo 

Use  800  ppm  for  coal-Rred  and  400  ppm 
for  oil-  or  gas-fired  units  as  the  maximum 
potential  concentration  of  NO,.  Select  the 
full-scale  range  of  the  instrument  to  be 
consistent  with  section  2.1  of  diis  ^pendix. 
and  to  be  greater  than  or  equal  to  the  span 
value  of  125  percent  of  the  maximum 
potential  concentration.  If  the  maximum 
potential  concentration  is  expected  to  be 
higher  thto  the  values  stated  above  due  to 
unij  type  (e.g.  cyclone  burner),  or  if  it  is 
determined  through  testing  of  the  unit  that 
the  maximum  potential  concentration 
exceeds  the  above  values,  do  one  of  the 
following:  (1)  Use  a  maxinmm  potential 
concentratioB  of  1600  ppm  for  coal-fired  or 
480  ppm  for  oil-  or  gas-fired  units  and  set  a 
span  value  of  125  percent  of  the  maximum 


MPV= 


potential  concentration  (yielding  a  span 
value  of  2000  ppm  or  600  ppm);  at  (2) 
determine  the  maximum  potential 
concentration  based  upon  testing  results  and 
set  the  span  value  equal  to  12S  percent  of  the 
maxinwim  potential  concentration,  rounding 
up  to  the  nearest  multiple  of  100  pimi.  The 
concentration  of  calibration  gases  is 
calculated  as  a  percentage  of  the  span  value. 
The  selected  monitor  range  based  on  125 
percent  of  the  mayinnim  potential 
conoontratioo  vrili  hencefoi^  be  referred  to 
as  the  "hi^-scale"  of  the  NO.  pc^utant 
concentration  monitor. 

2.1.2.2  Maxtmiim  Expected  Concesrtradon 

If  the  majority  of  NO.  coooentrationa  are 
expected  to  be  less  than  25  percent  of  the 
full-scale  range  of  the  instrument  based  upon 
125  percent  of  the  mayimnm  potential 
concentration,  (e.g.,  at  the  outlet  of  a  NO. 
add-on  emission  control)  use  an  additional 
"low-scale**  monitor  range.  Use  320  ppm  far 
coal-fired  and  160  p>pm  for  oil-  or  gas-fired 
units  as  the  maximum  expected 
concentration  of  NO..  Calculate  the  span 
value  of  this  second  range  by  multiplying  the 
maximum  expected  concentration  by  125 
percent  (yielding  400  ppm  or  200  ppm  as  the 
span  value).  If  the  efBciency  of  removal  of  an 
emission  control  is  such  that  the  maximum 
expected  concentration,  as  determined  by 
Equation  A-2,  differs  by  more  than  ±50  ppm 
firom  the  values  above,  instead  use  the 
maximum  expected  concentration 
determined  by  Equation  A-2.  Calculate  the 
span  by  multiplying  the  maximum  expected 
concentration  by  125  percent  and  round  up 
the  resultant  concentration  to  the  nearest 
multiple  of  10  ppm.  Select  the  full-scale 
range  of  the  instrument  to  be  consistent  with 
section  2.1  of  this  appendix,  and  to  be  greater 
or  equal  to  the  lower  range  span  value.  The 
selected  monitor  range  based  on  125  percent 
of  the  maximum  expected  concentration  will 
henceforth  be  referred  to  as  the  "low-scale" 
of  NOi  pollutant  concenb^tion  monitors.  The 
span  value  of  this  additional  range  will  also 
be  used  to  determine  the  concentrations  of 
the  calibration  gases  for  this  additional  range. 
NOx  pollutant  concentration  monitors  on 
affected  units  with  NO.  emission  controls,  or 
on  other  units  with  dual-span  monitors,  must 
also  be  capable  of  accurately  measuring  up  to 
125  percent  of  the  maximum  potential 
concentration.  For  dual-span  NO.  pollutant 
concentration  monitors,  determine  the 
concentration  of  calibration  gases  based  on 
both  span  values. 

2.1.2.3  Auto-ranging  mooitors 

For  monitors  that  can  continuously  and 
automatically  adjust  their  range  of 
measurement,  the  monitor  must  be  capable  at 
any  time  of  accurately  measuring  up  to  125 
percent  of  the  maximum  potential 
concentration  as  defined  in  section  2.1.2.1  of 
this  appendix.  Define  the  span  value(8)  for  an 


auto-ranging  monitor  as  125  percent  of  the 
maximum  potential  concentration  and  12S 
percent  of  the  mAyiiniitn  expected 
concentration  if  a  second  span  is  determined 
to  be  necessary  under  section  2.1.2.2  of  this 
appendix  Determine  concentrations  of  the 
calibration  gases  based  upon  the  span 
value{s). 

2.1.2.4    Adjustment  of  Span 

Wherever  the  actual  NO.  concentration 
exceeds  the  nxmitor's  ability  to  measura  and 
record  values  accurately,  adjust  the  fuQ-scale 
range  setting  to  prevent  future  exceedances. 
Whenever  the  fuel  supply,  emission  controls, 
or  other  process  parameters  change  such  that 
the  maximum  e]q>ected  concentration  or  the 
maxinnmi  potential  concentration  may 
diange  significantly,  adjust  the  NO.  pollutant 
concentration  monitor  range  to  assure  the 
continued  accuracy  of  the  monitoring  system. 
Whenever  the  range  setting  is  adjusted. 
multiply  the  new  range  setting  by  80  percent, 
and  round  up  the  resultant  concentration  to 
the  nearest  multiple  of  100  ppm  (or  10  ppm, 
if  appropriate)  to  determine  tiie  new  span 
value.  Record  the  new  span  value,  and  report 
the  new  span  value  as  {>art  of  the  results  of 
the  daily  calibration  error  test  required  by 
Appendix  B  of  this  part.  Whenever  the  span 
value  is  adjusted,  use  calilwation  gas 
concentrations  based  on  the  new  span  value. 

2.1  J    OO3  and  O2  Monitors 

Define  the  "high  scale"  spm  value  as  20 
percent  O2  or  20  percent  OO2.  All  O2  and  OO2 
analyzers  must  have  "high-scale" 
measurament  capability.  Select  the  full-scale 
range  of  the  instrument  to  be  consistent  with 
section  2.1  of  this  appendix,  and  to  be  greater 
than  or  equal  to  the  span  value.  If  the  O2  or 
CO2  concentrations  are  expected  to  be 
consistently  low,  a  "low  scale"  meesurement 
range  may  be  used  for  increased  accuracy, 
provided  that  it  is  consistent  with  section  2.1 
of  this  appendix.  Multiply  the  "low-scale" 
range  setting  by  80  percent  to  determine  the 
lower  range  span  value,  and  determine  the 
concentration  of  calibration  gases  based  on 
both  span  values. 

2.1.4    Flow  Moniton 

Select  the  full-scale  range  of  the  flow 
monitor  so  that  it  is  consistent  with  section 
2.1  of  this  appendix,  and  can  accurately 
measure  all  potential  volumetric  flow  rates  at 
the  flow  monitor  installation  site.  For  this 
purpose,  determine  the  span  value  of  the 
flow  monitor  by  multiplying  the  maximum 
potential  velocity  from  previous  tests  or 
calculations  by  125  percent,  or  using  the 
foIlo«idng  procedure.  Calculate  the  maximum 
potential  velocity  (MPV)  using  Equation  A- 
3a  or  A-3b.  Multiply  tlie  MPV  by  125 
percent,  and  round  up  to  the  nearest  multifile 
of  100  fpm  to  calcuiate  the  span  value. 
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(Eq.    A-3b) 


where: 

MPVamudmum  potential  velocity  (^Mn. 

■tandaid  wet  beais). 
P«>diy-baiis  P  bctor  (dacf/mmBtu)  from 

Table  1,  Appendix  P  of  this  part. 
Pcscaibon-based  P  CKtor  (sdCOa/mmBtu) 

from  Table  1,  Appendix  P  of  this  part. 
HiBnuudmum  beat  input  (mmBtu/minute)  for 

all  units,  combined,  exhausting  to  the  stack 

or  duct  where  the  flow  monitor  is  located, 
Aoinside  cross  sectional  area  (ft^  of  the  fhie 

at  the  flow  monitor  location, 
%03d=maximum  oxygen  concentration, 

percent  dry  basis,  under  normal  operating 

conditions, 
%COjd=minimuni  carbon  dioxide 

concentration,  percent  dry  basis,  imder 

normal  operating  conditions, 
%H30=maximum  percent  flue  gas  moisture 

content  under  normal  operating 

conditions. 

If  the  volumetric  flow  rate  exceeds  the  flow 
monitor's  ability  to  accurate  measure  and 
record  values,  adjust  the  full-scale  range 
setting  to  prevent  future  exceedances.  If  the 
fuel  supply,  process  parameters  or  other 
conditkint  change  such  that  the  maximum 
potential  velocity  may  chai^  significantly, 
ad)ust  the  range  to  assure  the  continued 
accuracy  of  tlw  flow  monltar.  Whenever  the 
rangs  setting  is  adjusted,  muhipty  the  new 
range  setting  by  80  percent,  and  round  up  the 
resultant  value  to  the  nearest  multiple  of  100 
frnp  to  determine  the  new  span  value.  Record 
the  new  span  value  and  report  the  new  span 
value  and  reference  values  as  parts  of  the 
results  of  the  cahbtation  error  test  required 
by  Appendix  B  of  this  part  Whenever  the 
span  value  is  adiusted,  use  reference  values 
for  the  calibration  error  test  based  on  the  new 
span  value. 
2.2    Design  for  Quality  Control  Testing 

2.2.1    Polhitant  Coaoentntion  and  COi  or  O2 
Mcmitors 

Design  and  equip  each  pollutant 
concentraticm  and  OO2  or  O2  monitor  with  a 
calibration  gas  injection  port  that  allows  a 
check  of  the  entire  measurement  system 
when  calibrati<»  gases  are  introduced.  P^or 
extractive  and  dihitkn  type  monitors,  all 
monitoring  components  exposed  to  the 
ample  gas.  (e.g..  sample  lines.  fUters, 
•oubbets.  conditknan.  and  as  much  of  the 
ptt^M  as  practicable)  are  Included  in  the 
measurement  system.  Por  in  situ  type 
nanHors.  the  calibration  must  dteck  against 
tke  Iniactod  gas  for  the  performance  of  all 
active  electroaic  and  optical  components 
(«^  traasmitter.  receiver,  analyaer). 

Design  and  equip  each  pollutant 
oaaoBDtratkm  or  OOj  or  O2  monitor  to  allow 
daQy  detarminatkias  of  calibration  error 
(podthra  or  neBBthw)  at  the  aero- and  high- 


level  concentrations  specified  in  Section  5.2 
of  this  Appendix. 
2.2.2    Flow  Monitors 

Design  all  flow  monitors  to  meet  the 
applicable  performance  specifications. 

2.2.2.1  Calibration  Error  Test 

Design  and  equip  each  flow  monitor  to 
allow  for  a  daily  calibration  error  test 
consisting  of  at  least  two  refsrence  values:  (1) 
Zero  to  20  percent  of  span  or  an  equivalent 
reference  value  |e.g..  pressure  pulse  or 
electronic  signal)  and  (2)  50  to  70  percent  of 
span.  Flow  monitor  response,  both  befcwe 
and  after  any  adjustment,  must  be  capable  of 
being  recorded  by  the  data  acquisition  and 
handling  system.  Design  each  flow  monitor 
to  allow  a  daily  calibration  error  test  of  (1) 
the  entire  flow  n>onitaring  system,  from  and 
including  die  probe  tip  ((v  equivalent) 
through  and  iixJuding  the  data  acquisition 
and  handling  system,  or  (2)  the  flow 
monitoring  system  from  and  including  the 
transducer  through  and  including  the  data 
acquisition  and  handling  system. 

2.2.2.2  Interfarence  C3Mck 

Design  and  equip  each  flow  monitor  with 
a  means  to  ensure  that  the  moisture  expected 
to  occur  at  the  monitoring  location  does  not 
interfere  with  the  proper  functioning  of  the 
flow  monitoring  syston.  Design  and  equip 
eadi  flow  monitor  with  a  means  to  detect,  on 
at  least  a  daily  basis,  phiggage  of  each  sample 
line  and  sensing  port,  and  malfunction  of 
each  resistaiKa  temperature  detector  (RTD). 
transceiver  or  equivalent 

Design  and  equip  each  difiierential  pressure 
flow  monitor  to  provide  (1)  an  automatic 
periodic  back  piuging  (simultaneously  on 
both  sides  of  the  probe)  or  equivalent  method 
of  sufficient  force  and  frequency  to  keep  the 
probe  and  lines  sufficiently  free  of 
obstnictioiu  on  at  least  a  dally  basia  to 
prevent  velocity  sensing  interference,  and  (2) 
a  means  for  detecting  leaks  in  the  system  on 
at  least  a  quarterly  basis  (manual  check  is 
acceptable). 

Design  and  equip  each  thennal  flow 
monlt(»  with  a  means  to  ensure  on  at  least 
a  daily  basis  that  the  probe  remains 
sufficiently  clean  to  prevent  velocity  sensing 
interference. 

Design  and  equip  each  ultrasonic  flow 
monitor  with  a  means  to  ensure  on  at  least 
a  daily  basis  that  the  transceivers  remain 
sufficiently  clean  (e.g.,  backpurging  system) 
to  prevent  velocity  sensing  interference. 


3.1    Go/ibration  Orar 

The  laMai  calibration  error  parfcmmce 
specification  of  SOj  and  NO.  polhitant 
concentratioii  monUors  shall  not  deviate 
from  the  raferenca  value  of  the  calibratiaa  gas 


by  more  than  2.^  percent  based  upon  the 
span  of  the  Instrument,  as  calculated  using 
Bq.  A-6  of  this  appendix.  Alternatively, 
where  the  span  value  is  less  than  200  ppm, 
calibration  error  test  results  are  also 
acceptable  if  the  absolute  value  of  the 
difference  between  the  monitcv  response 
value  and  the  reference  value,  |  R-A|  in 
Equation  A-5  of  this  appendix,  is  less  than 
or  equal  to  5  ppm.  The  calibration  errcM'  of 
OOi  or  O2  numiton  shall  not  deviate  frtmi  the 
reference  value  of  the  zero-  or  high-level 
calibration  ms  by  more  than  0.5  percent  O2 
or  CO2  as  caloilated  using  the  term  |  R-A  | 
in  the  numerator  of  Eq.  A-5  of  this  appendix. 
The  calibration  error  of  flow  monitors  shall 
not  exceed  3.0  percent  based  upon  the  sp»n 
of  the  instrunMnt  as  calculated  using  Eq.  A- 
6  of  this  appendix. 

3.2    Linearity  Check 

For  SO2  and  NO.  pollutant  concentration 
monitors,  the  error  in  linearity  for  each 
calibration  gas  concentration  (low-,  mid-,  and 
hi^-levek)  shall  not  exceed  or  deviate  from 
the  refsrence  value  by  more  than  5.0  percent 
(as  calculated  using  Equation  A-4  of  this 
appendix).  Linearity  check  resulU  are  also 
acceptaMe  if  the  absohite  value  of  the 
dififarence  between  the  average  of  the  monitor 
response  values  and  the  average  of  the 
reference  vahies.  |  R-A  |  in  Equation  A-4  of 
this  appendix,  is  less  than  or  equal  to  5  ppm. 
For  COj  or  O2  monitors: 

(1)  The  error  in  linearity  for  eadi 
calibration  gas  concentration  (low-,  mid-,  and 
high-levels)  shall  not  exceed  or  deviate  from 
the  reference  value  by  more  than  5.0  percent 
as  calculated  using  Equation  A-4  of  mis 
appendix;  or 

(2)  The  absolute  value  of  the  difference 
between  the  average  of  the  monitor  response 
values  and  the  average  of  the  reference 
values.  I  R-A|  in  Equation  A-4  of  this 
appendix,  shall  be  less  than  or  equal  to  0.5 
percent  COi  or  Oi.  whichever  is  less 
restictive. 

3.3   Relative  AcautKy 

3.3.1    Relative  Accuracy  for  SOj 

The  relative  accuracy  for  SOx  pollutant 
concentratiaB  monitors  and  for  SOi-dihient 
continuous  emission  monitoring  systems 
used  by  units  wHh  a  qualifying  Phase  I 
technoMfsy  far  the  period  during  which  the 
units  are  required  to  monitor  SQi  emissian 
removal  efficiency,  frtmi  )anuwy  1. 1997 
throu^  December  31. 1999.  shall  not  exceed 
laO  pooent  except  as  provided  bekm  in  this 
section. 

Par  affected  units  when  the  average  of  the 
monitor  meamrsments  of  SO2  concentration 
durii^  the  relative  accuracy  test  audit  la  less 
thm  or  equal  to  260.0  ppm  (or  for  SOr 
dilueot  monitors,  less  than  or  equal  to  05  lb/ 
mmOTU),  the  mean  value  of  the  manttor 
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meaBuranwiits  •hall  not  exceed  115.0  ppm  of 
the  refinence  method  mean  value  (or,  for 
SOrdiluent  monitors,  not  to  exceed  ±0.03  lb/ 
mmBTU  for  the  period  during  which  the 
units  are  raquired  to  monitor  SO2  emission 
removal  efficiency,  from  January  1, 1997 
through  December  31, 1999)  wherever  the 
relative  accuracy  specification  of  10.0 
percent  is  not  achieved. 

3.3.2  Relative  Accuracy  for  NO. 

The  relative  accuracy  for  NO.  continuous 
emission  monitoring  systems  shall  not 
exceed  10.0  percent. 

For  affecterd  units  where  the  average  of  the 
monitoring  system  measurements  of  NO. 
emission  rate  during  the  relative  accuracy 
test  audit  is  less  than  or  equal  to  0.20  lb/ 
mmBtu,  the  mean  value  of  the  NOi 
continuous  emission  monitoring  system 
measurements  shall  not  exceed  ±0.02  lb/ 
nunBtu  of  the  reference  method  mean  value 
wherever  the  relative  accuracy  specification 
of  ID.O  percent  is  not  achieved. 

3.3.3  Relative  Accuracy  for  COj  Pollutant 
Concentration  Monitors 

The  relative  accuracy  for  CX)2  monitors 
shall  not  exceed  10  percent.  The  relative 
accuracy  test  results  are  also  acceptable  if  the 
mean  difference  of  the  CO2  monitor 
measurements  and  the  corresponding 
reference  method  measurement,  calculated 
using  Equation  A-7  of  this  appendix,  is 
within  ±1.0  percent  CO2  . 

3.3.4  Relative  Accuracy  for  Plow 

Except  as  provided  below  in  this  section, 
the  relative  accuracy  for  flow  monitors, 
where  volumetric  gas  flow  is  measured  in 
scfh,  shall  not  exceed  15.0  percent  through 
December  31, 1999.  Beginning  on  January  1, 
2000,  (except  as  provided  below  in  this 
section)  the  relative  accuracy  of  flow 
monitors  shall  not  exceed  10.0  percent. 

For  affected  units  where  the  average  of  the 
flow  monitor  measurements  of  gas  velocity 
during  one  or  more  operating  levels  of  the 
relative  accuracy  test  audit  is  less  than  or 
equal  to  10.0  fps,  the  mean  value  of  the  flow 
monitor  velocity  measurements  shall  not 
exceed  ±2.0  fps  of  the  reference  method  mean 
value  in  ^  wherever  the  relative  accuracy 
specification  above  is  not  achieved. 

3.3.5  Combined  SCb/Plow  Monitoring 
System  (Reserved) 

3.4    Bias 

3.4.1  SO2  Pollutant  Concentration  Monitors 
and  NO.  Continuous  Emission  Monitoring 
Systems. 

SOj  pollutant  concentration  monitors  and 
NO.  continuous  emission  monitoring 
systems  shall  not  be  biased  low  as 
determined  by  the  test  procedure  in  section 
7.6  of  this  appendix.  The  bias  specification 
applies  to  all  SO2  pollutant  concentration 
monitors,  including  those  measuring  an 
average  SO^  concentration  of  250.0  ppm  or 
less,  and  to  all  NO,  continuous  emission 
monitoring  systems,  including  those 
measuring  an  average  NO.  emission  rate  of 
0.20  Ib/mmBtu  or  less 

3.4.2  Flow  Monitors 

Flow  monitors  shall  not  be  biased  low  as 
determined  by  the  test  procedure  in  section 


7.6  of  this  appendix.  The  bias  specification 
applies  to  all  flow  monitors  including  those 
measuring  an  average  gas  velocity  of  10.0  ^ 
or  less. 

3.5    Cycle  Time/Response  Time 

The  cycle  time/response  time  for  pollutant 
concentration  monitors,  and  continuous 
emission  monitoring  systems  shall  not 
exceed  15  min. 

4.  Data  Acquisition  and  Handling  Syatona 

Automated  data  acquisition  and  handling 
systems  shall:  (1)  Read  and  record  the  fiill 
range  of  pollutant  concentrations  and 
volumetric  flow  from  zero  through  span;  and 
(2)  provide  a  continuous,  permanent  record 
of  all  measurements  and  required 
information  as  an  ASQI  flat  file  capable  of 
transmission  via  an  IBM-compatible  personal 
computer  diskette  or  other  electronic  media. 
These  systems  also  shall  have  the  capability 
of  interpreting  and  converting  the  individual 
output  signals  from  an  SO2  pollutant 
concentration  monitor,  a  flow  monitor,  and  a 
NO.  continuous  emissions  monitoring 
system  to  produce  a  continuous  readout  of 
pollutant  mass  emission  rates  in  the  units  of 
the  standard.  Where  CO2  emissions  are 
measured  with  a  continuous  emission 
monitoring  system,  the  data  acquisition  and 
handling  system  shall  also  produce  a  readout 
of  CO2  mass  emissions  in  tons. 

Data  acquisition  and  handling  systems 
shall  also  compute  and  record  monitor 
calibration  error;  any  bias  adjustments  to 
pollutant  concentration,  flow  rate,  or  NO. 
emission  rate  data;  and  all  missing  data 
procedure  statistics  specified  in  subpart  D  of 
this  part. 

5.  Calibration  Gas 

5.2    Reference  Gases 

For  the  purposes  of  part  75,  calibration 
gases  include  the  following. 

5.1.1  Standard  Reference  Materials 

These  calibration  gases  may  be  obtained 
from  the  National  Institute  of  Standards  and 
Technology  (NIST)  at  the  following  address: 
Quince  Orchard  and  Cloppers  Road. 
Gaither^urg,  Maryland  20699. 

5.1.2  NIST/EPA-Approved  Certified 
Reference  Materials 

A  current  list  of  certified  reference  material 
cylinder  gases  and  certified  reference 
material  vendors  is  available  from  the 
Quality  Assurance  Division  (MD  77), 
Environmental  Monitoring  System 
laboratory.  U.S.  Environmental  Protection 
Agency,  Research  Triangle  Parle,  North 
Carolina  27711. 

5.1.3  EPA  Traceability  Protocol  1  Gases 

Protocol  1  gases  must  be  vendor-certified 
to  be  within  2.0  percent  of  the  concentration 
specified  on  the  cylinder  label  (tag  value). 

5.2    Concentrations 

Four  concentration  levels  are  required  as 
follows. 

5.2.1    Zero-level  Concentration 

0  to  20  percent  of  span,  including  span  for 
high  scale  or  both  low-  and  high-scale  for 
SO2  and  NO,  pollutant  concentration 
monitors,  as  appropriate. 


5.2.2  Low-level  Concentration 

20  to  30  percent  of  span,  including  span  for 
high  scale  or  both  low-  and  high-scale  for 
SO2  and  NO,  pollutant  concentration 
monitors,  as  appropriate. 

5.2.3  Mid-level  Concentration 

50  to  60  percent  of  span,  including  span  for 
high  scale  or  both  low-  and  high-scale  for 
SO2  and  NO,  pollutant  concentration 
monitors,  as  appropriate. 

5.2.4  High-level  Concentration 

80  to  100  percent  of  span,  including  span 
for  high  scale  or  both  low-  and  high-scale  for 
SO2  and  NO,  pollutant  concentration 
monitors,  as  appropriate. 

6.  CeitificatioB  Tests  and  Procadures 

6.1  Pretest  Preparation 

Install  the  components  of  the  continuous 
emission  monitoring  system  (i.e.,  pollutant 
concentration  monitors,  CO2  ch-  O2  monitor, 
and  flow  monitor)  as  specified  in  sections  1. 
2,  and  3  of  this  appendix,  and  prepare  each 
system  component  and  the  combined  system 
for  operation  in  accordance  with  the 
manufacturer's  written  instructions.  Operate 
the  unit(s)  during  each  period  when 
measurements  are  made.  Units  may  be  tested 
on  non-consecutive  days. 

6.2  Linearity  Check 

Measure  the  linearity  of  each  pollutant 
concentration  monitor  and  CO2  or  O2  monitor 
according  to  the  following  procedures. 

Challenge  each  pollutant  concentration  or 
CO2  or  O2  moniior  with  NlST/EPA-approved 
certified  reference  material,  standard 
reference  material,  or  Protocol  1  calibration 
gases  certified  to  be  within  2  percent  of  the 
concentration  specified  on  the  label  at  the 
low-,  mid-,  or  high-range  concentrations 
specified  in  section  5.2  of  this  app)endix.  For 
units  using  emission  controls  and  other  units 
using  a  maximum  expected  concentration 
value  to  determine  calibration  gases,  perform 
a  linearity  check  on  both  the  low-  and  high- 
scales. 

Introduce  the  calibration  gas  at  the  gas 
injection  port,  as  specified  in  section  2.2.1  of 
this  appendix.  Operate  each  monitor  at  its 
normal  operating  temperature  and 
conditions.  For  extractive  and  dilution  type 
monitors,  pass  the  calibration  gas  through  all 
filters,  scrubbers,  conditioners,  and  other 
monitor  components  used  during  nonnal 
sampling  and  through  as  much  of  the 
sampling  probe  as  is  practical.  For  in  situ 
type  monitors,  perform  calibration  checking 
all  active  electronic  and  optical  components, 
including  the  transmitter,  receiver,  and 
analyzer. 

Repeat  the  procedure  for  SO2  and  NO, 
f>cllutant  concentration  monitors  using  the 
low-scale  for  units  equipped  with  emission 
controls  with  dual  span  monitors.  Challenge 
the  monitor  three  times  with  each  reference 
gas.  Do  not  use  the  same  gas  twice  in 
succession.  Record  the  monitor  response 
from  the  data  acquisition  and  handling 
system  (see  example  data  sheet  in  Figure  1). 
For  each  concentration,  use  the  average  of  the 
responses  to  determine  the  error  in  linearity 
using  Equation  A— 4  in  this  app)endix. 

Linearity  checks  are  acceptable  for  monitor 
or  monitoring  system  certification  if  none  of 
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the  test  results  exceed  the  appUcaUe 
parfbnnancs  spccifkationt  In  section  3.2  ol 
this  ai^>fladu(. 

6.3    7-Day  Caiibntkm  Erne  Test 
6.3.1     7-day  Cdlibration  Btror  Tost  ftir 
Pollutant  Cor»centnitkJO  Monitory  and  COj 
and  O2  Monitors 

Measura  the  calibration  error  of  each 
pollutant  ooDCcntration  monitor  and  OOi  or 
O2  monitor  once  each  day  for  7  amsecutiva 
operating  dov»  .iccOTiiing  to  the  following 
procedures.  (In  tbe  event  that  extended  unit 
outages  occur  af.ar  the  coameDr^tr.ent  of  the 
test,  the  7  consecutive  operating  days  need 
not  be  7  consecutive  calendar  days.)  Units 
using  dual  span  monitors  mnst  perform  the 
calibration  error  test  on  both  blRh-  and  low- 
scales  of  the  pcUutant  concentration  monitor. 

Do  not  make  manual  adjustments  to  the 
monitor  settings  duhrg  flw  7-day  teat.  If 
automatic  adjusL-nents  are  made,  conduct  the 
calibration  error  test  in  e  way  that  the 
magnitude  of  tha  adjustnients  cm  bo 
determined  and  recorded. 

The  calibration  error  tests  should,  to  the 
extent  practicable,  be  approximately  24  hours 
apart,  (unless  ths  7-day  test  is  performed  orer 
non-consocuHve  daysX  Perform  calibration 
error  tests  at  two  concentrations:  (1)  Zero- 
level  and  (2)  high-level,  as  specified  in 
section  5.2  of  this  appendix.  In  addition, 
repeat  the  procedure  for  SOj  and  NO, 
pollutant  concentration  monitors  using  the 
low-scale  for  units  equipped  with  emission 
controls  or  other  units  with  dual  span 
monitors.  Use  only  NlST.'EPA-approved 
certified  reference  material,  standard 
reference  material  or  Protocol  1  calibration 
gases  certified  by  the  vendor  to  be  within  2 
percent  of  the  label  value. 

Introduce  the  calibration  gas  at  the  gas 
injection  port,  as  speciBed  in  section  2  J.l  of 
this  appendix.  Operate  each  monitor  in  its 
normal  sampling  mode.  For  extractive  and 
dilution  t>pe  monitors,  pass  the  audit  gas 
through  all  filters,  scrubbers,  cooditionors, 
and  other  monitor  components  used  during 
normal  sampling  and  through  as  much  of  tlie 
sampling  piobe  as  is  practical.  For  in  situ 
type  monitors,  perform  calibration  checking 
all  active  electronic  and  optical  components, 
including  the  transmitter,  receiver,  and 
analyzer.  Challenga  the  poliutant 
concentiatioo  monitors  and  CO2  cs  Oj 
moniton  once  with  each  gas.  Record  the 
monitor  response  from  tbe  data  acquisition 
and  handhng  system.  Usii\g  Equation  A-5  of 
this  appendix,  determine  the  calibration  error 
at  each  concentration  once  each  day  (at  24- 
hour  intervals)  for  7  consecutive  days 
according  to  the  procedures  given  in  this 
section. 

Calibration  errra  testa  are  acceptable  for 
monitor  or  monitoring  system  certification  if 
none  of  these  daily  calibration  error  lest 
results  exceed  the  applicable  performance 
speciflcatioos  in  section  3.1  of  this  appendix. 
6.3.2    7-Day  Calibration  Error  Test  for  Flow 
Monitors 

Measura  the  calibration  mrot  of  each  flow 
monitor  accordizrg  to  the  following 
procedures. 

Introduce  tha  reference  signal 
corresponding  to  the  values  specified  in 


section  2.r  2.1  of  this  appendix  to  the  probe 
tip  (or  equivalent),  or  to  tha  tmsducar. 
During  the  7-day  certificatioa  teat  period, 
conduct  the  calibration  error  test  once  each 
day  while  the  unit  is  operating  (as  close  to 
24-hour  intervals  as  practicable).  In  the  event 
that  extended  unit  outages  occur  after  tha 
commencement  of  the  lest,  the  7  consecutive 
operating  days  need  no«  be  7  ronsecutive 
calendar  days.  Record  the  Row  monitor 
responses  by  means  of  the  daU  acquisition 
and  handling  system.  Calculate  the 
calibration  error  using  Equation  A-8  of  this 
appendix. 

Do  not  perform  any  cuii  active 
maintenance,  repair,  replacement  or  manual 
adjustment  upon  the  flow  monitor  during  the 
7-day  certification  test  period  other  than  that 
required  in  the  monitor  operation  and 
maintenance  manual.  If  the  flow  monitor 
operates  within  the  calibration  error 
performance  specification,  (i.e..  less  than  or 
equal  to  3  percent  error  each  day  and  does 
not  require  corrective  maintenance,  repair, 
replacement  or  manual  adjustment  during 
tbe  7-day  test  period)  the  flow  monitor  passes 
the  calibration  error  test  portion  of  the 
certification  test.  Wherever  automatic 
adjustments  are  made,  record  the  magnitude 
of  the  adjustments.  Record  all  maintenance 
and  required  adjustments.  Record  output 
readings  from  the  data  acquisition  and 
handling  system  before  and  after  all 
adjustments. 

6.4    cycle  Time/ttesponse  Time  Test 

Perform  cycle  time/response  time  tests  lor 
each  pollutant  concentration  monitor,  and 
continuous  emission  monitoring  system 
according  to  the  following  procedures.  Use  a 
low-level  and  a  high-level  calibration  gas  (as 
defined  in  section  5.2  of  this  appendix) 
alternately.  While  the  monitor  or  monitoring 
system  is  meesuring  and  recording  the 
concentration  or  emission  rate,  inject  either 
a  low-level  concentration  or  a  high-level 
concentration  calibration  gas  into  the 
injection  port.  Continue  injecting  the  gas 
until  a  stable  response  is  reached.  Record  the 
amount  of  time  required  for  the  monitor  or 
monitoring  system  to  complete  95.0  percent 
of  the  concentration  or  emission  rate 
stepchange  using  data  acquisition  and 
handling  system  output.  Then  repeat  the 
procedure  with  the  other  gas.  For  monitors  or 
monitoring  systems  that  perform  a  series  of 
operations  (such  as  purge,  sample,  and 
analyze),  time  the  injections  of  the 
calibration  gases  so  they  will  produce  the 
longest  possible  response  time.  (Note:  for  the 
NOi  continuous  emission  monitoring  system 
test  and  SOrdiluent  continuous  emission 
monitoring  system  test,  it  will  be  necessary 
to  simultaneously  inject  calibration  gases 
into  the  poliutant  and  diluent  monitors,  in 
order  to  measure  the  step  change  in  the  lb/ 
mmBtu  emission  rate.) 

Cycle  time/response  time  test  results  are 
acceptable  for  monitoring  or  monitoring 
system  certification  if  none  of  the  response 
times  exceed  15  min. 

6.  S    Relative  Accuracy  and  Bias  Tests 

Perform  relative  accuracy  test  audits  for 
each  CO2  and  SO2  pollutant  concentration 
monitor,  each  SOrdiluent  continuous 


a^i««4«i  manitorlag  sjratem  (Ib/ninBtu)  used 
by  units  wMi  a  qjualifjrteg  I^aaa  1  tscfaoology 
for  tha  period  during  whkh  tbe  unto  are 
required  to  monitor  SO]  emlssioo  ramoval 
efficiency,  from  Juiuary  1. 1S97  tlmxigh 
December  31, 1990,  flow  mtmitor,  and  NO. 
continuous  emission  moaitoring  system. 
Record  monitor  or  monttnriag  systigm  output 
from  the  data  acquisition  and  handling 
system.  Perform  concurrent  relative  accuracy 
test  audits  for  each  SOj  pollutant 
concentration  monitor  and  flow  monitor,  at 
least  once  a  year  (see  section  2.3.1  of 
Appendix  B  of  this  part),  during  the  flow 
monitor  twt  at  the  normal  operating  level 
specified  in  section  8.5.2  of  this  appendix 
Concurrent  relative  accuracy  test  audita  may 
be  performed  by  conducting  simultaneous 
SOj  and  flow  relative  accuracy  test  audit 
runs,  or  by  alternating  an  SO2  relative 
accuracy  test  audit  run  with  a  flow  relative 
accuracy  test  audit  run  until  all  relative 
accuracy  test  audit  runs  are  completed. 
Where  two  or  mora  probes  are  in  the  same 
proximity,  cara  should  be  taken  to  prevent 
probes  from  interfering  with  each  other's 
sampling.  For  each  SQi  pollutant 
coiKentration  monitor,  each  flow  monitor, 
and  each  NO.  continuous  emission 
monitoring  system,  calculate  bias,  as  well  as 
relative  accuracy,  with  data  from  tbe  relative 
accuracy  test  audits. 

Complete  each  relative  accuracy  test  audit 
within  a  7-day  period  while  the  unit  (or 
units,  if  more  than  one  unit  exhausts  into  the 
flue)  is  combusting  Its  primary  fuel.  When 
relative  accuracy  test  audits  are  performed  on 
continuous  emission  manitaring  systems  or 
component(s)  on  bypass  stacks/ducts,  use  the 
fuel  normally  combusted  by  the  unit  (or 
units,  if  mora  than  one  unit  exhausts  into  tha 
flue)  when  emissions  exhaust  through  the 
b>'pass  stack/ducts.  Do  not  pezlann  corrective 
mainteosace,  repairs,  replacsments  or 
adjustments  during  the  relative  accuracy  test 
audit  other  than  as  required  in  the  operetioo 
and  maintenance  manual. 

6.5.1  SO2  and  CO2  Pollutant  Concentration 
Monitors  and  SO2  and  NO.  Continuous 
Emission  Monitoring  Systems 

Perform  relative  accuracy  test  audits  for 
each  SO3  or  CO2  pollutant  concentration 
monitor  or  NO.  continuous  emission 
monitoring  system  or  SOj-dihient  continuous 
emission  monitoring  system  (Ib/mmBtu)  used 
by  units  with  a  qualifying  Phase  1  technology 
for  the  period  during  which  the  units  aro 
required  to  monitor  SO2  emission  removal 
efficiency,  from  January  1, 1997  through 
December  31, 1999,  at  a  normal  operating 
level  for  the  unit  (or  combined  imits.  if 
common  stack). 

6.5.2  Flow  Monitors 

Except  for  flow  monitors  on  bypass  stacks/ 
ducts  and  peaking  units,  perform  relative 
accuracy  test  audits  for  each  flow  monitor  at 
three  different  exhaust  gas  velocities, 
expressed  in  terms  of  percent  of  flow  monitor 
span,  or  different  operating  or  load  levels. 
For  a  common  stack/duct,  the  three  different 
exhaust  gas  velocities  may  be  obtained  from 
frequently  used  unityioad  combinations  for 
units  exhausting  to  the  common  stack.  Select 
the  operating  lervels  as  follows:  (1)  A 
freauently  used  low  oneratina  level  selected 
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%vithm  the  range  between  the  mininmm  safe 
and  stable  operating  level  and  50%  load,  (2) 
a  frequently  used  high  operating  level 
selected  within  the  range  between  80  percent 
of  the  maximum  operating  level  and  the 
maximum  operating  level,  and  (3)  the  normal 
operating  level.  If  the  normal  operating  level 
is  within  a  specified  range.  [10.0  percent  of 
the  maximum  operating  level]  of  either  (1)  or 
(2)  above,  use  a  level  that  is  evenly  spaced 
between  the  low  and  high  operating  levels 
used.  The  maximum  operating  level  shall  be 
equal  to  the  nameplate  capacity  less  any 
physical  or  regulatory  limitations  or  other 
deratings.  Calculate  flow  monitor  relative 
accuracy  at  each  of  the  three  operating  levels. 
If  a  flow  monitor  fails  the  relative  accuracy 
test  on  any  of  the  three  levels  of  a  three-level 
relative  accuracy  test  audit,  the  three-level 
relative  accuracy  test  audit  must  be  repeated. 
For  flow  monitors  on  bypass  stacks/ducts 
and  peaking  units,  the  flow  monitor  relative 
accuracy  test  audit  is  required  only  at  the 
normal  operating  level. 

6.5.3  CO2  Pollutant  Concentration  Monitors 

Perform  relative  acoiracy  test  audits  for 
each  CO2  monitor  (measuring  in  percent  CO2) 
at  a  normal  operating  level  for  the  unit  (or 
combined  units,  if  common  stack). 

6.5.4  Calculations 

Using  the  data  from  the  relative  accuracy 
test  audits,  calculate  relative  accuracy  and 
bias  in  accordance  with  the  procedures  and 
equations  sp9cified  in  section  7  of  this 
appendix. 

6.5.5  Reference  Method  Measiuvment 
Location 

Select  a  location  for  reference  method 
measurements  that  is  (1)  accessible:  (2)  in  the 
same  proximity  as  the  monitor  or  monitoring 
system  location;  and  (3)  meets  the 
requirements  of  Performance  Specification  2 
in  Appendix  B  to  part  60  of  this  chaptw  for 
SOi  and  NO,  continuous  emission 
monitoring  systems,  or  Method  1  (or  lA)  in 
Appendix  A  to  part  60  of  this  chapter  for 
volumetric  flow,  except  as  otherwise 
indicated  in  this  section. 

6.5.6  Reference  Method  Traverse  Point 
Selection 

Select  traverse  points  that  (1)  ensure 
acquisition  of  representative  samples  of 
pollutant  and  diluent  concentrations, 
moisture  content,  temperature,  and  flue  gas 
flow  rate  over  the  flue  cross  section;  and  (2) 
meet  the  requirements  of  Performance 
Specification  2  in  Appendix  B  to  part  60  of 
this  chapter  (for  SO2  and  NO.),  Method  1  (or 
1  A)  (for  volumetric  flow).  Method  3  (for  Oz 
CO;  and  dry  molecular  weight),  and  Method 
4  (for  moisture  determination)  in  Appendix 
A  (o  part  60  of  this  chapter. 

6.3.7  Sampling  Strategy 

Conduct  the  reference  method  tests  so  they 
will  yield  results  representative  of  the 
pollutant  concentration,  emission  rate, 
moisture,  temperature,  and  flue  gas  flow  rate 
from  the  unit  and  can  be  correlated  with  the 
pollutant  concentration  monitor,  CO3  or  O2 
monitor,  flow  monitor,  and  SO2  or  NOx 
continuous  emission  monitoring  system 
measiirements.  Conduct  the  diluent  (Oj  or 
CO2)  measurements  and  any  moisture 


measurements  that  may  be  needed 
simultaneously  with  the  pollutant 
concentration  and  flue  gas  flow  rate 
measurements.  To  properly  correlate 
individual  SO2  and  CO]  pollutant 
concentration  monitor  data,  SOj  or  N0» 
continuous  emission  monitoring  system  data 
(in  Ib/mmBtu],  and  volumetric  flow  rate  data 
with  the  reference  method  data,  mark  the 
begirming  and  end  of  each  reference  method 
test  nm  (including  the  exact  time  of  day)  on 
the  individual  chart  recorderls)  or  other 
permanent  recording  device(s). 

6.5.8  Correlation  of  Reference  Method  and 
Continuous  Emission  Monitoring  System 

Confirm  that  the  monitor  or  monitoring 
system  and  reference  method  test  results  are 
on  consistent  moisture,  pressure, 
temperature,  and  diluent  concentration  basis 
(e.g.,  since  the  flow  monitor  measures  flow 
rate  on  a  wet  basis.  Method  2  test  results 
must  also  be  on  a  wet  basis).  Compare  flow- 
monitor  and  reference  method  results  on  a 
scfh  basis.  Also,  consider  the  response  times 
of  the  pollutant  concentration  monitor,  the 
continuous  emission  monitoring  system,  and 
the  flow  monitoring  system  to  ensure 
comparison  of  simultaneous  measurements. 

For  each  relative  accuracy  test  audit  run, 
compare  the  measurements  obtained  from  the 
monitor  or  continuous  emission  monitoring 
system  (in  ppm,  percent  CO2,  Ib/mmBtu,  or 
other  units)  against  the  corresponding 
reference  method  values.  Tabulate  the  paired 
data  in  a  table  such  as  the  one  shown  in 
Figure  2. 

6.5.9  Number  of  Reference  Method  Tests 

Perform  a  minimum  of  nine  sets  of  paired 
monitor  (or  monitoring  system)  and  reference 
method  test  data  for  every  required  (i.e., 
certification,  semiannual,  or  annual)  relative 
accuracy  or  bias  test  audit.  For  the 
certification  and  annual  quality  assurance 
relative  accuracy  test  audits  for  flow 
monitors,  perform  a  minimum  of  nine  sets  at 
each  of  the  three  operating  levels  specified  in 
section  6.5.2  of  this  appendix.  Conduct  each 
set  within  a  period  of  30  to  60  minutes. 

Note:  The  tester  may  choose  to  perform 
more  than  nine  sets  of  reference  method 
tests.  If  this  option  is  chosen,  the  tester  may 
reject  a  maximum  of  three  sets  of  the  test 
results  as  long  as  the  total  niunber  of  test 
results  used  to  determine  the  relative 
accuracy  or  bias  is  greater  than  or  equal  to 
nine.  Report  all  data,  including  the  rejected 
data,  and  reference  method  test  results. 

6.5.10  Reference  Methods 

The  following  methods  &t)m  Appendix  A 
to  part  60  of  this  chapter  or  their  approved 
alternatives  are  the  reference  methods  for 
performing  relative  accuracy  test  audits: 
Method  1  or  1 A  for  siting:  Method  2  (or  2  A. 
2C,  or  2D)  for  velocity:  Methods  3, 3 A,  or  3B 
for  O2  or  CO2:  Method  4  for  moistxuc; 
Methods  6, 6A,  or  6C  for  SO2:  Methods  7.  7A, 
7C,  7D,  7E  for  NO,:  and  Method  20  for 
determination  of  NO,,  SO2,  and  O2  or  OOi 
fit)m  stationary  gas  turbines. 

7.  CalcuUtioos 

7. 1    Linearity  Qteck 

Analyze  the  linearity  data  for  pollutant 
concentration  and  COj  or  O2  monitors  as 


follows.  Calculate  the  percentage  error  In 
linearity  based  upon  the  reference  value  at 
the  low-level,  mid-level,  and  high-level 
concentrations  specified  in  section  6.2  of  this 
appendix.  Perform  this  calculation  once 
during  the  certification  test.  Use  the 
following  equation  to  calculate  the  error  in 
linearity  for  each  reference  value. 


LE     = 


\R-A 


X  100 


(Eq.  A-*) 
where, 
LE^Percentage  Linearity  error,  based  upon 

the  reference  value. 
RsReference  value  of  Low-,  mid-,  or  high- 
level  calibration  gas  introduced  into  the 
monitoring  system. 
A^Average  of  the  monitoring  system 
responses. 

7.2    Calibration  Error 

7.2.1    Pollutant  Concentration  and  Diluent 
Monitors 

For  each  reference  value,  calculate  the 
percentage  calibration  error  based  upon 
instrument  span  for  daily  calibration  error 
tests  using  the  following  equation: 


CE  = 


R-A 


X  100 


(Eq.  A-5) 
where, 
CE=Percentage  Calibration  error  based 

upon  span  of  the  instrument 
R=Reference  value  of  zero-  or  high-level 

calibration  gas  introduced  into  the 

monitoring  system. 
A=Actual  monitoring  system  response  to 

the  calibration  gas. 
S=Span  of  the  instrument,  as  specified  in 

Section  2  of  this  appendix. 

7.2.2    Flow  Monitor  Calibration  Error 

For  each  reference  value,  calculate  the 
percentage  calibration  error  based  upon  span 
using  the  following  equation: 

CE  =  ^^  X  100 
S 


(Eq.  A-6) 
where, 

CE=Calibration  error; 

R=Low  or  high  level  reference  value 
specified  in  section  2.2.2.1  of  this 
appendix; 

A=Actual  flow  monitor  response  to  tbo 
reference  value;  and 

S=Flow  monitor  span. 

Whenever  the  flow  rate  exceeds  the 
monitor's  ability  to  measure  and  record 
values  accurately,  adjust  the  span  to  prevent 
fiiture  exceedances.  If  process  parameters 
change  or  other  changes  are  made  such  that 
the  expected  flue  gas  velocity  may  change 
significantly,  adjust  the  span  to  assure  the 
continued  accuracy  of  the  monitoring  system. 
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7.3    iMabveAccanKyfarSChaadCXh 
PoUutaitt  Concentmtioa  htoniton,  SOi 
Continuous  finissMMi  Moaitoriiig  Systems, 
and  Flow  Monitors 

AnalyzB  the  relatiTB  accunqr  tett  aodit 
data  fr(Mn  th«  rafereoce  method  tetts  for  SOi 
and  COj  polhitant  concentration  moniton. 
S02-<liluent  continuous  emission  monitoring 
systems  (Ib/mmBtu)  used  by  units  with  a 
qualifying  Phase  I  technology  for  the  period 
during  which  the  units  are  required  to 
monitor  SOj  emission  removal  efficiency, 
from  January  1, 1997  through  December  31, 
1999,  and  flow  monitors  using  the  following 
procedures.  Summarize  the  results  on  a  data 
sheet  An  example  ia  sho%im  in  Figure  2. 
Calculate  the  mean  of  the  monitor  or 
monitoring  system  measurement  values. 
Calculate  the  mean  of  the  reference  method 
values.  Using  data  from  the  automated  data 
acquisition  and  handling  system,  calculate 
the  arithmetic  differences  between  the 
reference  method  and  monitor  measurement 
data  sets.  Then  calculate  the  arithmetic  mean 
of  the  difference,  the  standard  deviation,  the 
confidence  coefficient,  and  the  monitor  or 
monitoring  system  relative  accuracy  using 
the  following  procediires  and  equations. 

7.3.1    Arithmetic  Mean 

Calculate  the  arithmetic  mean  of  the 
differences,  d,  of  a  data  set  as  follows. 


^'^S 


(Eq.  A-7) 
where, 
n^Number  of  data  points. 

n 

Id,= Algebraic  sum  of  the  individual 
differences  d^. 

i=l 
d,=The  difference  between  a  reference 
method  value  and  the  corresponding 
continuous  emission  monitoring  system 
value  (RM(-CEM«)  at  a  given  point  in 
timei. 
When  calculating  the  arithmetic  mean  of 

the  difference  of  a  flow  monitor  data  set,  be 

sure  to  correct  the  monitor  measurements  for 

moisture  if  applicable. 

7.3.2    Standard  Deviation 

Calculate  the  standard  deviation.  S4,  of  a 
data  set  as  follows: 


(Eq.A-«) 

7.3.3    Confidence  Coefnclent 

Calculate  the  confliJence  coefficient  (one- 
taiied).  cc,  of  •  data  aet  as  follows. 


CC 


(eq.  A-9) 
where, 
to  005=1  vahie  (1 


'0.025 


yfn 


Table  7-1). 
TABLE  7-1  T-VALUeS 


n-1 

liMns 

n-1 

IMS 

evi 

Vum 

1  - 

2  . 

3 

4     ._       .. 

5 

12.706 
4.303 
3.182 
2.776 
2.571 
2.447 
2.36S 
2306 
2.262 
2.228 
2.201 

12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 

2.17» 
2.160 
2.145 
2.131 
2.120 
2.110 
2.101 
2.003 
2.066 
2.080 
2.074 

23 
24 

2S 
26 
27 
28 
29 
30 
40 
60 
>«0 

2.060 
2.064 
2.060 
2.066 
2.052 

6 

2.048 

7 

8  .... 

9 

2.045 
2.042 
2.021 

10 

2.000 

11 

1.960 

7.3.4    Relative  Accuracy 

Calculate  the  relative  accuracy  of  a  data  set 
using  the  following  equation. 


RA 


=   J^ 


*\cc 


75S 


X  100 


(Eq.  A-10) 
where, 
RM=Arithmetic  mean  of  the  reference 

method  values. 
|dt=Tbe  absolute  value  of  the  mean 
difference  between  the  reference  method 
values  and  the  corresponding  continuous 
emission  monilcring  system  values. 
|cc|=The  absolute  value  of  the  confidence 
coefficient. 
7.4    Relative  Accuracy  for  NO,  Continuous 
Emission  Monitoring  Systems 

Analyze  the  relative  accuracy  test  audit 
data  frnm  the  reference  method  tests  for  NO, 
continuous  emissions  monitoring  system  as 
follows. 

7.4.1  Data  Preparation 

If  Cno«.  the  NO,  concentration,  is  In  ppm, 
multiply  it  by  1.194  x  Itr^  (lb/dscf)/ppm  to 
convert  it  to  units  of  Ib/dscf.  If  Cno»  is  in  mg/ 
dscm,  mulUpIy  it  by  6.24  x  IQ-*  (Ib/dscf)/ 
(mg/dscm)  to  convert  it  to  Ib/dscf.  Then,  use 
the  diluent  (Oj  or  COj)  reference  method 
results  for  the  run  and  the  appropriate  F  or 
Fc  factor  frtim  Table  1  in  Appendix  F  of  this 
part  to  convert  Cno,  from  Ib/dscf  to  lb/ 
mmBtu  ur.its.  Use  the  equations  and 
procedure  in  section  3  of  Appendix  F  to  this 
part,  as  appropriate. 

7.4.2  NO,  Emission  Rate  (Monitoring 
System) 

Fur  each  test  run  in  a  deta  set,  calculate  the 
average  NO,  emission  rate  (in  Ib/mmBtu),  by 
means  of  the  data  acquisition  and  haadiing 
system,  during  the  time  period  of  the  test 
run.  Tabulate  the  results  as  shown  in 
example  Figure  4. 

7.4.3  Relative  Accuracy 
Use  the  equations  and  pnxadures  in 

section  7.3  above  to  calculate  dte  relative 


accuracy  for  tfa*  NO.  oontinuout  emiaakM 
monitoring  system,  hi  using  Equation  A-7, 
"d"  is,  for  each  run,  the  difference  between 
the  NO,  emission  rate  values  (In  Ib/mmBtu) 
obtained  from  the  referanca  method  data  and 
the  NO.  continuous  emission  monitoring 
system. 

7.5  ttelativeAccurtKj  far  Combined  SO2/ 
Flow  [KesenvdJ 

7.6  Bias  Tast  and  Adfustment  Factor 
Test  the  relative  accuracy  test  audit  data 

sets  for  SO2  pollutant  concentration 
monitots,  flow  monitors,  and  NOx 
continuous  emission  monitoring  systems  for 
bias  using  the  procedures  outlined  below. 

7.6.1  Arithmetic  Mean 

Calculate  the  arithmetic  mean  of  the 
diSerence,  d,  of  the  data  set  using  Equation 
A-7  of  this  appendix.  To  calculate  bias  far 
an  SO2  pollutant  concentration  monitor,  "d" 
is,  for  each  paired  data  point,  the  difbrence 
between  the  SO2  concentration  value  (in 
ppm)  obtained  from  the  reference  method 
and  the  monitor.  To  calculate  bias  for  a  flow 
monitor,  "d"  is,  for  each  paired  data  point, 
the  difference  between  the  Dow  rate  values 
(in  scfh)  obtained  fSrom  the  reference  method 
and  the  monitor.  To  calculate  bias  for  a  NOx 
continuous  emission  naonitoring  system,  "d" 
is,  for  each  paired  data  point,  the  difference 
between  the  NOx  emission  rate  values  (in  lb/ 
nmiBfu)  obtained  from  the  reference  method 
and  the  monitoring  system. 

7.6.2  SUndard  Deviation 

Calculate  the  standard  deviation.  S^.  of  the 
data  set  using  Equation  A-8. 

7.6.3  Confidence  CoefTicient 

Calculate  the  confidence  coefficient,  cc,  of 
the  data  set  using  Equation  A-9. 

7.6.4  Bias  Test 

If  the  mean  difference,  d,  is  greater  than  the 
absolute  value  of  the  confidence  coefficient, 
|cc|,  the  monitOT  or  monitoring  system  has 
failed  to  meet  the  bias  test  requirement.  For 
flow  monitOT  bias  tests,  if  the  mean 
difference,  d,  is  greater  than  |cct  at  the  normal 
operating  level  (or  equally  spaced 
intermediary  level),  the  monitor  has  failed  to 
meet  the  bias  test  requirement.  For  flow 
monitors,  apply  the  bias  test  at  normal 
operating  level  (or  an  evenly  spaced 
intermediary  level). 

7.6.5  Bias  Adjustment 

If  the  monitor  or  monitoring  system  fails  to 
meet  the  bias  test  requirement,  adjust  the 
value  obtained  from  the  monitor  using  the 
following  equation: 
CEMi  **— '=CEM,  »*»*-y  BAF 
(Eq.  A-11) 

where, 

CEMi  M<»'"=DeU  (measurements)  provided 

by  the  monitor  at  time  i. 
CEMt  ^■— rt»Dete  value,  adjusted  for  bias,  at 

time  i. 
BAF=Bias  adjustment  factor,  defined  by 


Day 

UwHevei 

Higtvtevel 
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BAF  =  1  + 


CEM 


(Eql  A-12) 

where, 

d=Arithmetic  mean  of  the  difference 

obtained  during  the  foiled  bias  test  using 

Equation  A-7. 


CEM=Kfean  of  the  data  vahiet  prtivided  by 
the  monitor  during  the  flUIed  Inas  teat 
If  the  bias  test  is  failed  by  a  flow  monitor 
on  a  3-Ievel  relative  accuracy  test  audit, 
calculate  the  bias  adjustment  bctor  for  each 
of  the  three  operating  levels.  Apply  the 
largest  of  the  three  bias  adjustment  factors  to 
subsequent  flow  monitor  data  using  Equation 
A-11. 

Apply  this  adjustment  prospectively  to  all 
monitor  or  monitoring  system  data  £rom  the 

Figure  1.— LiNEARmr  Error  Determination 


date  acd  time  of  the  failed  bias  test  until  the 
date  and  time  of  a  relatiye  accuracy  test  audit 
that  does  not  show  bias.  Use  the  adjusted 
values  in  computing  .substitution  values  in 
the  missing  data  procedure,  as  specified  in 
subpart  D  of  this  part,  and  in  reporting  the 
emitted  tons  of  SO2  and  GCh.  and  the  average 
NOi  emission  rate  during  the  quarter  and 
calendar  year,  as  specified  in  subpart  G  of 
this  part. 
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FlGUHE  2  -RELATIVE  ACCURACY  DETERMINATION  (POUUTANT  CONCENTRATION  MONTORSJ 
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FK5URE  3.-Ra>TTVE  ACCURACY  DETERMINATION 
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FIGURE  4:-RELATivE  ACCURACY  DETERiyHNATK>i  (NO/d^jeot  combined  systemHConttnued 
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Appandiz  B  toPart  7S— Qoalily  Aaaufanca 
and  Qnalily  Control  Procadaraa 

1.  QuaUtjr  Coatrol  Pragraa 

Develop  and  Implement  a  quality  cxjntrol 
program  for  the  continuous  emission 
monitoring  systems  and  their  components. 
As  a  minimum.  Include  in  each  quality 
control  program  a  written  plan  that  describes 
in  detaifcomplete,  »tep-by-§tep  procedures 
and  operations  for  each  of  the  following 
activities. 

1 . 1  Calibration  Error  Test  and  Linearity 
Check  Procedures 

Identify  calibration  error  test  and  linearity 
check  procedures  specific  to  the  continuous 
emission  monitoring  system  that  may  require 
variance  from  the  procedures  in  Appendix  A 
to  this  part  (e.g.,  how  gases  are  to  be  injected, 
adjustments  of  flow  rates  and  pressiues, 
introduction  of  reference  values,  length  of 
time  for  injection  of  calibration  gases,  steps 
for  obtaining  calibration  error  or  error  in 
linearity,  determination  of  interferences,  and 
when  calibration  adjustments  should  be 
made). 

1 .2  Calibration  and  Linearity  Adjustments 

Explain  how  each  component  of  the 
continuous  emission  monitoring  system  will 
be  adjusted  to  provide  correct  responses  to 
calibration  gases,  reference  values,  and/or 
indicatioru  of  interference  both  initially  and 
after  repairs  or  corrective  action.  Identify 
equations,  conversion  factors,  assumed 
moisture  content,  and  other  factors  affecting 
calibration  of  each  continuous  emission 
monitoring  system. 

1.3  Preventive  Maintenance 

Keep  a  written  record  of  procedures, 
including  those  specified  by  the 
manufacturers,  needed  to  maintain  the 
continuous  emission  monitoring  system  in 
proper  operating  condition  and  a  schedule 
for  those  procedures.  Include  provisions  for 
maintaining  an  inventory  of  spare  parts. 

J. 4    Audit  Procedures 

Keep  a  written  record  of  procedures  and 
details  peculiar  to  the  installed  continuous 
emission  monitoring  system  that  are  to  be 
used  for  relative  accuracy  test  audits,  such  as 
sai^,  i.."9  and  analysis  methods. 

1 . 5    Reco  xikeeping  and  Reporting 

Keep  a  written  record  describing 
procedures  that  %iriU  be  used  to  implement 
the  recordkeeping  and  reporting 
requirements  In  subparts  F  and  G  of  this  part. 

2.  Fraqaancy  of  Tooliag 

A  summary  chart  showing  each  quality 
assurance  test  and  the  fitequency^at  which 
each  test  is  required  is  located  at  the  end  of 
this  appendix  in  Figure  1. 


2.1    Daily  Assessments 

For  each  monitor  or  continuoiu  emission 
monitoring  system,  perform  the  following 
assessments  during  each  day  in  which  the 
unit  combusts  any  fuel  (hereafter  referred  to 
as  a  "unit  operating  day"),  or  far  a  monitor 
or  continuous  emission  monitoring  system 
on  a  bypass  stack/duct,  during  each  day  that 
emissions  pass  through  the  by-pass  stack  or 
duct  These  requirements  are  eSective  as  of 
the  date  when  the  monitor  or  continuous 
emission  monitoring  system  completes 
certification  testing. 

2.1.1    Calibration  Error  Test  for  Pollutant 
Concentration  and  COi  or  Oj  Monitors 

Test,  record,  and  compute  tlie  calibration 
error  of  each  SOj  or  NO,  pollutant 
concentration  and  CCb  or  Oi  monitor  at  least 
once  on  each  unit  operating  day,  or  for 
monitors  or  monitoring  systems  on  bypass 
ducts/ stacks,  on  each  day  that  emissions  pass 
through  the  by-pass  stack  or  duct.  Conduct 
calibration  error  checks,  to  the  extent 
practicable,  approximately  24  hours  apart. 
Perform  the  daily  calibration  error  test 
according  to  the  procedure  in  Appendix  A. 
section  6.3.1  of  this  part. 

For  units  with  add-on  emission  controls 
and  dual  span  or  auto-ranging  monitors,  and 
other  units  that  use  maximum  expected 
concentration  value  to  determine  calibration 
gas  values,  perform  the  daily  calibration  error 
test  on  each  scale  that  has  been  used  since 
the  previous  calibration  errpr  test.  For 
example,  if  the  emissions  concentration  has 
not  exceeded  the  low-scale  span  value, 
(based  on  the  maximum  expected 
concentration)  since  the  calibration  test 
during  the  previous  calendar  day,  the 
calibration  error  test  may  be  performed  on 
the  low-scale  only.  If,  however,  the  emissions 
concentration  has  exceeded  the  low-scale 
span  value  for  one  hour  or  longer  since  the 
previous  calibration  error  test,  perform  the 
calibration  error  on  both  the  low-  and  high- 
scales. 

2.1.2    Calibration  Error  Test  for  Flow 
Monitors 

Test,  compute,  and  record  the  calibration 
error  of  each  flow  monitor  at  least  once  on 
each  unit  operating  day,  or  for  monitors  or 
monitoring  systems  on  bypass  ducts/stacks, 
on  each  day  that  emissions  pass  through  the 
by-pass  stack  or  duct.  Introduce  the  reference 
values  (specified  in  section  2.2.2.1  of 
Appendix  A  to  this  part^o  the  probe  tip  (or 
equivalent)  or  to  the  transducer.  Record  flow 
monitor  output  from  the  data  acquisition  and 
handling  system  before  and  after  any 
adjustments  to  the  flow  monitor.  Keep  a 
reccHd  of  all  maintenance  and  adjustments. 
Calculate  the  calibration  error  using  Equation 
A-6  in  Appendix  A  of  this  part 


2.1.3  Interference  Check 
Perform  the  daily  flow  monitor 

Interference  checks  specified  in  section 
2.2.2.2  of  Appendix  A  to  this  part  at  least 
once  per  operating  day  (when  the  unit(s) 
operate  for  any  part  of  the  day). 

2.1.4  Recalibration 

Adjust  the  calibration,  at  a  minimum. 
whenever  the  daily  calibration  error  exceeds 
the  limits  of  the  applicable  performance 
specification  for  the  pollutant  concentration 
monitor,  OOj.  or  Oj  monitor,  or  flow  monitor 
in  Appendix  A  of  this  part.  Repeat  the 
calibration  error  test  procedure  following  the 
adjustment  or  repair  to  demonstrate  that  the 
corrective  actions  were  effective. 

2.1.5  Out-ofOintrol  Period 

An  out-of-control  period  occurs  when  the 
calibration  error  of  an  SOj  or  NO.  pollutant 
concentration  monitor  exceeds  5.0  percent 
based  upon  the  span  value  (or  exceeds  10 
ppm.  for  span  values  <200  ppm),  when  the 
calibration  error  of  a  diluent  gas  monitor 
exceeds  1.0  percent  Oj  or  OOj,  or  when  the 
calibration  error  of  a  flow  monitor  exceeds 
6.0  percent  based  upon  the  span  value, 
which  is  twice  the  applicable  specification  of 
Appendix  A  of  this  part.  The  out-of-control 
period  begins  with  the  hour  of  completion  of 
the  failed  calibration  error  test  and  ends  with 
the  hour  of  completion  following  an  effective 
recalibration.  Whenever  the  failed 
calibration,  corrective  action,  and  effective 
recalibration  occur  within  the  same  hour,  the 
hour  is  not  out  of  control  if  2  or  more  valid 
readings  are  obtained  during  that  hour  as 
required  by  S  75.10  of  this  part.  A  NO, 
continuous  emission  monitoring  system  is 
considered  out-of-control  if  either  component 
monitor  exceeds  twice  the  applicable 
specification  in  Appendix  A  of  this  part. 

An  out-of-control  period  also  occurs 
whenever  interference  of  a  flow  monitor  is 
identified.  The  out-of-control  period  begins 
with  the  hour  of  completion  of  the  failed 
interference  check  and  ends  with  the  hour  of 
completion  of  an  interference  check  that  is 
passed. 
2.1.6    Data  Recording 

Record  and  tabulate  all  calibration  enoir 
test  data  according  to  month,  day,  clock- 
hour,  and  magnitude  In  either  ppm,  percent 
volume,  or  scfh.  Program  monitors  that 
automatically  adjust  data  to  the  corrected 
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calibration  values  (e.g.,  microprocenor 
control)  to  record  either  (1)  The  unadjusted 
concentration  or  flow  rate  measured  in  the 
calibration  error  test  prior  to  resetting  the 
calibration,  or  (2)  the  magnitude  of  any 
adjustment.  Record  the  following  applicable 
flow  monitor  interference  check  data:  (1) 
Sample  line/sensing  port  pluggage,  and  (2) 
malfunction  of  each  RTD,  transceiver,  or 
equivalent. 

2.2    QuoTteriy  Assessments 

Vat  each  monitor  or  continuous  emission 
monitoring  system,  perform  the  following 
assessments  during  each  calendar  quarter  in 
which  the  unit  combusts  any  fuel  (hereafter 
referred  to  as  a  "unit  operating  quarter"),  or 
for  monitors  or  monitoring  systems  on  bypass 
ducis/stacks,  during  each  calendar  quarter 
that  emissions  pass  through  the  by-pass  stack 
or  duct  (hereafter  referred  to  as  a  "bypass 
operating  quarter").  This  requirement  is 
effective  as  of  the  calendar  quarter  following 
the  calendar  quarter  in  which  the  monitor  or 
continuous  emission  monitoring  system  is 
provisionally  certified. 

2.2.1  Linearity  Check 

Perform  a  linearity  check  for  each  SOj  and 
NOx  pollutant  concentration  monitor  and 
each  CO2  or  O2  monitor  at  least  once  during 
each  unit  operating  quarter  or  each  bypass 
operating  quarter,  in  accordance  with  the 
procedures  in  Appendix  A,  section  6.2  of  this 
part.  For  units  using  emission  controls  and 
other  units  using  a  low-scale  span  value  to 
determine  calibration  gases,  perform  a 
linearity  check  on  both  the  low-  and  high- 
scales.  For  the  linearity  check,  use  calibration 
gas  cylinders  that  are  different  cylinders  from 
the  ones  used  in  the  daily  calibration  error 
tests.  Conduct  the  linearity  checks  no  less 
than  2  months  apart. 

2.2.2  Leak  Check 

For  differential  pressure  flow  monitors, 
perform  a  leak  check  of  all  sample  lines  (a 
manual  check  is  acceptable)  at  least  once 
during  each  unit  operating  quarter  or  each 
bypass  operating  quarter.  Conduct  the  leak 
checks  no  less  than  2  months  apart. 

2.2.3  Out-of-Control  Period 

An  out-ofKX>ntrol  period  occurs  when  the 
error  in  linearity  at  any  of  the  three 
concentrations  (six  fior  dual  range  monitors) 
in  the  quarterly  linearity  check  exceeds  the 
applicable  specifkation  in  Appendix  A, 
section  3.2  of  this  part.  The  out-of<x>ntrol 
period  begins  with  the  hour  of  the  failed 
linearity  check  and  ends  with  the  hour  of  a 
satisfactory  linearity  check  following 
corrective  action  and/or  monitor  repair.  For 
the  NOa  continuous  emission  monitoring 
system,  the  system  is  considered  out-of- 
control  if  either  of  the  component  monit(»rt 
exceed  the  applicable  specification  in 
Appendix  A,  section  3.2  of  this  part.  An  out- 
of<ontrol  period  occurs  when  a  flow  monitor 
sample  line  leak  is  detected.  The  out-of- 
control  period  begins  with  the  hour  of  the 
biled  leak  check  and  ends  with  the  hour  of 
a  satisfactory  leak  check  CoUowing  corrective 
action. 

2.3  Semiannual  and  Annuoi  Assessments 

Fbr  each  monitor  or  continuous  etnisskm 
monitoring  system,  perform  the  followii^ 


assessments  once  semiannually  or  once 
annually  after  the  calendar  quarter  In  which 
the  monitor  or  monitoring  system  was  la«t 
tested,  as  qpedfied  below  far  the  type  of  test 
and  tiw  perfamunce  achieved.  For  monitors 
or  continuous  emission  monftoring  systems 
on  bypass  ducts/stacks,  the  assessments  are 
to  be  perfionned  once  every  two  suooessive 
bypass  operating  quarters  or  once  every  fiour 
successive  operating  quarters  after  the 
calendar  quarter  in  «vfalch  the  monitor  or 
monitoring  system  was  last  testml,  as 
specified  below  far  the  type  of  test  and  the 
performance  achieved,  llils  requirement  is 
efiective  as  of  the  calendar  quarter  or  bypass 
operating  quarter  following  the  calendar 
quarter  in  which  the  monitor  or  continuous 
emission  monitoring  system  is  provisionally 
certified.  A  summary  chart  showing  the 
frequency  with  which  a  relative  accuracy  test 
audit  must  be  performed,  depending  on  the 
accuracy  achieved,  is  locatea  at  the  end  of 
this  appendix  in  Figure  2. 

23. 1    Relative  Accuracy  Test  Audit 

Perform  relative  accuracy  test  audits 
semiannually  and  no  less  than  4  months 
apart  for  each  SO2  or  CO}  pollutant 
concentration  monitor,  flow  monitor,  NO. 
continuous  emission  monitoring  system,  for 
SC>2-diluent  continuous  emission  monitoring 
systems  used  by  units  with  a  Phase  I 
Qualifying  technology  for  the  period  during 
which  the  units  are  required  to  monitor  SO2 
emission  removal  efficiency,  from  January  1. 
1997  through  December  31, 1999,  in 
accordance  with  the  procedures  in  section 
6.5  of  Appendix  A  of  this  part.  For  monitors 
on  bypass  stacks/ducts,  perform  relative 
accuracy  test  audits  once  every  two 
successive  bypass  operating  quarters  in 
accordance  with  the  procedures  in  section 
6.5  of  Appendix  A  of  this  part.  Successive 
audits  shall  be  no  less  than  4  months  apart 
The  audit  frequency  may  be  reduced,  as 
specified  below  for  monitors  or  monitoring 
systems  which  qualify  for  less  frequent 
testing. 

Vat  flow  monitors,  one-level  and  three- 
level  relative  accuracy  test  audits  shall  be 
performed  alternately  (when  a  flow  RATA  is 
conducted  semiannually),  such  that  the 
three-level  relative  accuracy  test  audit  is 
perfonned  at  least  once  annually.  The  three- 
level  audit  shall  be  performed  at  the  three 
different  operating  or  load  levels  specified  in 
Appendix  A,  section  6.5.2  of  this  pert,  and 
the  one-level  audit  shall  be  performed  at  the 
normal  (^>erating  or  load  level.  Relative 
accuracy  test  audits  need  onfy  be  pCTformed 
once  every  two  successive  unit  or  bypass 
operating  quarters  at  the  normal  c^Mrating  or 
load  level  for  monitors  and  continuous 
emission  monitoring  systenu  on  peaking 
units  and  bypass  stacks/ducts. 

Relative  accuracy  test  audits  may  be 
performed  on  an  annual  basis  nther  than  on 
a  semiannual  basis  under  any  of  the 
following  conditions  (or  far  monitors  on 
peaking  units  and  bypass  ducts/stacks,  once 
every  four  successive  uait  or  bypass 
operating  quarters):  (1)  The  niative  accuracy 
during  the  previous  audit  for  an  SO2  or  CO2 
pollutant  concentration  monitm,  or  NO.  or 
SO2  continuous  amlssioiis  monitoring  system 
is  7.5  percent  or  less;  (2)  prior  to  January  1, 
2000,  the  relative  accuracy  during  the 


piwious  audit  lor  •  flow  mooitar  Is  lao 
peroant  or  !•■•  at  Mdi  opentiog  level  twt*d: 
(3)  on  and  after  Jamiary  1. 2000.  the  rriative 
accuracy  during  the  pravious  audit  far  «  flow 
monitor  is  7.5  percent  or  less  at  eadi 
c^Mnting  levri  tasted:  (4)  on  low  flow  (^ao 
fys)  itaduJdacts.  vtbm  the  monitor  maan. 
calculated  using  Equation  A-7  in  Appendix 
A  of  thU  part  ia  within  ±1.5  4m  of  th« 
refarence  method  mean  or  achieves  a  relative 
accuracy  of  7.5  percent  (10  percent  if  prior 
to  January  1. 2000)  or  less  during  the 
previous  audit;  (5)  on  low  SO3  emitting  units 
(SO2  concentrations  !£2504)  ppm).  when  the 
monitor  mean  is  within  t8.0  ppm  (or 
equivalent  in  Ib/mmBTU  far  SOrdihient 
monitors)  of  the  reference  method  mean  or 
achieves  a  relative  accuracy  of  7.5  percent  or 
less  (or  equivalent  Ib/mmBTU  value  far  SOr 
diluent  moniton)  during  the  previous  audit; 
or  (6)  on  low  MO«  emitting  units  (NO. 
emission  rate  ^.20  Ib/mi^itu),  when  the 
NO.  continuous  emission  monitoring  system 
achieves  a  relative  accuracy  of  7.5  percent  or 
less. 

A  maximum  of  two  relative  accuracy  test 
audit  brials  may  be  performed  for  the  purpose 
of  achieving  the  results  required  to  qualify 
tat  less  frequent  relative  accuracy  test  audits. 
Whenever  tvro  trials  are  performed,  the 
results  of  the  second  (later)  trial  must  be  used 
in  calculating  both  the  relative  accuracy  and 
Mas. 

2.3.2    Out-of-Control  Period 

An  out-of-control  period  occun  under  any 
of  the  foUowfing  conditions:  (1)  The  relative 
accuracy  of  an  SO2  pollutant  concentration 
monitor  or  a  hfO.  or  SO2  continuous  emission 
monitoring  system  exceeds  10.0  percent;  (2) 
prior  to  January  1, 2000,  the  relative  accuracy 
of  a  flow  monitor  exceeds  15.0  percent;  (3) 
on  and  after  January  1,  2000,  the  relative 
accuracy  of  a  flow  monitor  exceeds  10.0 
percent;  (4)  for  low  flow  situations  (^ao 
^),  the  flow  monitor  mean  value  (if 
applicable)  exceeds±2.0  fps  of  the  reference 
method  mean  whenever  the  relative  accuracy 
is  greater  than  15.0  percent  for  Phase  I  or  10 
percent  fcM'  Phase  II;  (5)  for  low  SO2  emitter 
situations,  the  monitor  mean  values  exceeds 
±15.0  ppm  of  the  reference  method  mean 
whenever  the  relative  accuracy  is  greater 
than  10.0  percent;  or  (6)  for  low  NOt  emitting 
units  (NOx  emission  rate  ^.2  Ib/mmbtu),  the 
NOa  continuous  emission  monitoring  system 
mean  values  exceed  ±0.02  Ib/mmBtu  of  the 
reference  method  mean  whenever  the  relative 
accuracy  is  greater  than  10.0  percenL  For 
SO2,  NOi  emission  rate,  and  flow  relative 
accuracy  test  audits  perfonned  at  onfy  one 
level,  the  out-ofcontrol  period  begihs  vnth 
the  hour  of  completion  of  the  faiM  relative 
accuracy  test  audit  and  ends  with  the  hour 
of  completion  of  a  satisfactory  relative  . 
accuracy  test  audit.  For  a  flow  relative 
accuracy  test  audit  at  3  c^Mrating  levels,  the 
out-of<ontrol  period  bag^  with  the  hour  of 
completion  of  the  first  failed  relative 
acctuacy  test  audit  at  any  of  the  three 
operating  levels,  and  ends  writh  Hat  hour  of 
completioa  of  a  satisfactory  three-level 
niative  accuracy  test  audit 

Pailura  of  the  bias  test  doe*  not  result  in 
the  system  or  monitor  being  out-ofcontroL 
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the  bias  tdjustmaBt  taekor  ghren  in  Equations 
A-1 1  and  A-12  of  Appwidix  A  to  this  part 
toadiust  the  monitomd  data. 

2.4    Other Anditt 

AOesAod  units  may  be  sub)eot  to  relative 
accuracy  test  audiU  at  any  time.  If  a  monitor 
or  continuous  emission  monitoring  system 
fails  the  relative  accuracy  test  during  the 
audit,  the  monitor  or  continuous  emission 
monitoring  system  shall  be  considered  to  be 
out-of-control  beginning  ^^^  '^^  '^^^^  "°** 
time  of  comirfetion  of  the  audit,  and 
continuing  until  a  successful  audit  test  is 
completed  following  corrective  action  !f  a 
monitor  or  monitoring  system  fails  the  bias 
test  during  an  audit,  use  the  bias  adjustment 
factor  given  by  Equations  A-ll  and  A-12  in 
Appendix  A  to  this  pert  to  adjust  the 
monitored  data.  Apply  this  adjustment  factor 
from  the  date  and  time  of  completion  of  the 


audit  n-*i^  Am  date  and  time  ofcomptotion 
of  a  relative  accuracy  test  audit  that  does  not 
show  bias. 

Ftoure  1.— Quality  assurance  Test 
requjoements 


Figure  1.— Quality  Assurance  Test 
Requirements— Continued 
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Figure  2.— Relative  Accuracy  Test  Frequency  Incentive  System 
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Appendix  C  to  Part  75— Missing  Data 
E^mation  Procedures 

1.  Paramatrk  MMitarii«  Procedore  Cdt 
Miaaiag  SO2  Concmtrrtion  ar  NO, 


1.1    Applicability 

The  owner  or  operator  of  any  affected  unit 
equipped  with  post-combustion  SOj  or  NO, 
emission  controls  and  SO2  pollutant 
concentration  monitors  and/or  NO. 
continuous  emission  monitoring  systems  at 
the  inlet  and  outlet  of  the  emission  control 
system  may  apply  to  the  Administrator  for 
approval  and  certification  of  a  parametric 
empirical,  or  process  simulation  method  or 
model  for  calculating  substitute  data  for 
missing  data  periods.  Such  methods  may  be 
used  to  parametrically  estimate  the  removal 
efficiency  of  the  SOj  of  postcombustion  NO, 
emission  controls  which,  with  the  monitored 
inlet  concentration  or  emission  rate  data, 
may  be  used  to  estimate  the  average 
concentration  of  SO,  emissions  or  average 
emission  rate  of  NO.  discharged  to  the 
atmosphere.  After  approval  by  the 
Administrator,  such  method  or  model  may  be 
used  to  for  filling  in  missing  SO2 
concentration  or  NO.  emission  rate  data 
when  data  from  the  outlet  SO2  pollutant 
concentration  monitor  or  outlet  NO. 
continuous  emissioa  monitoring  system  have 
been  reported  with  an  annual  monitor  data 
availability  of  90.0  percent  or  more. 

Base  the  empirical  and  process  simulation 
methods  or  modeU  on  the  ftmdamental 
cberaistTy  and  engineering  nrinciples 
involved  in  the  treatment  of  polhjtant  gas.  On 
a  case-by-case  basis,  the  AAnlalstrator  mey 
pro-certify  ooranuccially  available  process 
simulaiUan  raatlMds  aad  model*. 


1.2    Demonstration  Requirements 

Continuously  monitor,  determine,  and 
record  hourly  averages  for  the  parameters 
specified  below,  at  a  minimum.  The  affected 
facility  shall  supply  additional  parametric 
information  where  appropriate.  At  least  4 
evenly  ^wced  data  points  are  required  for  a 
valid  houriy  average,  except  during  periods 
of  calibration,  maintenance,  or  qvality 
assurance  activities,  during  which  2  data 
points  per  hour  are  sufficient.  The 
Administrator  will  review  all  applications  on 
a  case-by-case  basis. 

1.2.1    Parameters  for  Wet  Flue  Gas 
Desulfurization  System 

1.2.1.1  Number  of  scrubber  modules  in 

operation. 

1.2.1.2  Total  slurry  rate  to  each  scrubber 
module  (gal  per  min). 

1.2.1.3  In-line  absorber  pH  of  each 
scrubber  module. 

1.2.1.4  Pressure  differential  across  each 
scrubber  module  (inches  of  water  column). 

1.2.1.5  Unit  load  (MWe). 

1.2.1.6  Inlet  and  outlet  SOi  concentration 
as  determined  by  the  monitor  or  missing  data 
substitution  procedures. 

1.2.1.7  Percent  solids  in  slurry  for  each 
scrubber  module. 

1.2.1.8  Any  other  parameters  necessary  to 
verify  scrubber  removal  efficiency.  If  the 
Administrator  determines  the  parameters 
above  are  not  sufficient 

1.2.2    Parameters  for  Dry  Flue  Gas 
Desulfurization  System 

1.2.2.1    Nnrober  of  scrubber  modules  in 
operation. 

l.Z.UZ    Atomizer  riurry  flow  tale  to  each 
scrubber  module  (gel  per  min). 

1.2.2J    Inlet  and  outlet  temperature  for 

each  scrubber  moduk  CD- 


1.2.2.4  Pressure  differential  across  each 
scrubber  module  (inches  of  wrater  column). 

1.2.2.5  Unit  load  (MWe). 

1 .2.2.6  Inlet  and  outlet  SO2  concentration 
as  determined  by  the  monitor  or  missing  data 
substitution  procedures. 

1.2.2.7  Any  other  parameters  necessary  to 
verify  scrubber  removal  efficiency,  if  the 
Administrator  determines  the  parameters 
above  are  not  sufficient 

1.2.3  Parameters  for  Other  Flue  Gas 
Desulfurization  Systems 

If  SO,  control  technologies  other  than  wet 
or  dry  lime  or  limestone  scrubbing  are 
selected  for  flue  gan  desulfurization,  a 
corresponding  empirical  correlation  or 
process  simulation  parametric  method  using 
appropriate  parameters  may  be  developed  by 
the  owner  or  operator  of  the  affected  unit, 
and  then  reviewed  and  approved  or  modified 
by  the  Administrator  on  a  case-by-case  basis. 

1.2.4  Parameters  for  Post-Combustion  NO, 
Emission  Controls 

1.2.4.1  Inlet  air  flow  rate  to  the  unit 
(boiler)  Itad/ht). 

1 .2.4.2  Excess  oxygen  concentration  of 
flue  gM  at  stadi  outlet  (percent). 

1.2.4.3  Carbon  monoxide  concentration  of 
flue  gu  at  stack  outlet  (ppm). 

1.2.4.4  Temperature  of  flue  gas  at  outlet 
of  the  unit  (T). 

1 .2.4.5  Inlet  and  outlet  NO,  emission  rate 
as  determined  by  the  NO,  continuous 
emission  monitoring  system  or  missing  data 
substitution  procedures. 

1 . 2.4.6  Any  other  parameters  specific  to 
the  emission  reduction  process  necessary  to 
verify  Ae  NO,  control  removal  efficiency, 
(e.g..  reagent  feedrate  In  galAni). 
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emission  monitoring  system  or  missing  data 
substitution  procedures. 

1.2.4.6    Any  other  parameters  specific  to 
the  emission  reduction  process  necessary  to 
▼erify  the  NO.  control  removal  efficiency, 
(e^,  reagent  feedrate  in  gal/mi). 

1.3  Correlation  of  Emissions  With 
Pamnteters 

Establish  a  method  for  correlating  hourly 
averages  of  the  parameters  identified  above 
with  the  percent  removal  efficiency  of  the 

501  or  post-combustion  NO.  emission 
controls  under  varying  unit  operating  loads. 
Equations  1-7  in  §  75.15  of  this  part  may  be 
used  to  estimate  the  percent  removal 
efficiency  of  the  SOj  emission  controls. 

Each  parametric  data  substitution 
procedure  should  develop  a  data  correlation 
procedure  to  verify  the  performance  of  the 

502  emission  controls  or  post-combustion 
NOx  emission  controls,  along  with  th6  SO2 
pollutant  concentration  monitor  and  NO. 
continuous  emission  monitoring  system 
values  for  varying  unit  load  ranges. 

For  NO.  emission  rate  data,  and  wherever 
the  performance  of  the  emission  controls 
varies  with  the  Toad,  use  the  load  range 
procedure  provided  in  section  2.2  of  this 
appendix. 

1.4  Calculations 

1.4.1  Use  the  following  equation  to 
calculate  substitute  data  for  filling  in  missing 
(outlet)  SO2  pollutant  concentration  monitor 
data. 

M„  « Ic  (1-B) 

(Eq.  C-1) 

where. 

Mo  «  Substitute  data  for  outlet  SO2 

concentration,  ppm. 
Ic  =  Recorded  inlet  SO2  concentration,  ppm. 
E  =  Removal  efficiency  of  SO2  emission 

controls  as  determined  by  the  correlation 

procedure  described  in  section  1.2  of  this 

appendix. 

1.4.2  Use  the  following  equation  to 
calculate  substitute  data  for  filling  in  missing 
(outlet)  NO.  emission  rate  data. 

ffio'c^z)'*^  '^'^^^  C-1.— DEFiNmoN  Of  Operating 

^^j^  Loan  Ranges  for  Load-Based  Substi- 

M„  «  Substitute  data  for  outlet  NO,  emission  TUTON  DATA  PROCEDURES 

rate,  Ib/mmBtu. 
Ic  >  Recorded  inlet  NO.  emission  rate,  lb/ 

mmBtu. 
E  =  Removal  efficiency  of  post-combustion 

NO.  emission  controls  determined  by  the 

correlation  procedure  described  in 

section  1 .2  of  this  appendix. 

1.5  Missing  Data 

1 .5.1  If  both  the  inlet  and  the  outlet  SO2 
pollutant  concentration  monitors  are 
unavailable  simultaneously,  use  the 
maximum  inlet  SO2  concentration  recorded 
by  the  inlet  SO2  pollutant  concentration 
monitor  dviring  the  previous  720  quality  2.2.2    Beginning  with  the  first  hour  of  unit 
assured  monitor  operating  hours  to  substitute  operation  after  installation  and  certification 
for  the  inlet  SOj  concentration  in  Equation  of  the  flow  monitor  or  the  NO.  continuous 
C-1  of  this  appendix.  emission  monitoring  system,  for  each  hour  of 

1.5.2  If  both  the  inlet  and  outlet  NO.  unit  operation  record  a  number,  1  through 
continuous  emission  monitoring  systems  are  10,  (or  1  through  20  for  flow  at  common 
unavailable  simultaneously,  use  the  stacks)  that  identifies  the  operating  load 
maximum  inlet  NO.  emission  rate  for  the  range  corresponding  to  the  integrated  hourly 


corresponding  unit  toad  recorded  by  the  NO. 
continuous  emission  monitoring  system  at 
the  inlet  during  the  previous  2160  quality 
assured  monitor  operating  hours  to  substitute 
for  the  inlet  NO.  emission  rate  in  Equation 
C-2  of  this  Appendix. 

1.6    Application 

Apply  to  the  Administrator  for  approval 
and  certification  of  the  parametric 
substitution  procedure  for  filling  in  missing 
SO2  concentration  or  NO.  emission  rate  data 
using  the  established  criteria  and  information 
identified  above.  DO  not  use  this  procedure 
until  approved  by  the  Administrator. 

2.  Load-Based  Prrnxdnra  Ibr  Miadag  Flow 
Rate  and  NO.  Emission  Rate  Date 

2.1  Applicability 

This  procedure  is  applicable  for  data  from 
all  affected  imits  for  use  in  accordance  with 
the  provisions  of  this  part  to  provide 
substitute  data  for  volumetric  flow  (scfh)  and 
NO.  emission  rate  (in  Ib/nmiBtu). 

2.2  Procedure 

2.2.1    For  a  single  unit,  establish  10 
operating  load  ranges  defined  in  terms  of 
percent  of  the  maximum  integrated  hourly 
gross  load  of  the  unit,  in  gross  megawatts 
(MWge),  (that  is,  load  resulting  bom  all 
combustion  of  fuel,  including  internal  usage 
and  generation  for  sale)  as  shown  in  Table  C- 
1.  For  units  sharing  a  common  stack 
monitored  with  a  single  flow  monitor,  the 
load  ranges  for  flow  may  be  broken  down 
into  20  equally-sized  operating  load  ranges  in 
increments  of  5  percent  of  the  combined 
maximimi  integrated  hour^  gross  load  of  all 
units  utilizing  the  common  stack.  For  a 
cogenerating  unit  or  other  unit  that  does  not 
produce  electricity  only  from  heat  input,  use 
the  hourly  gross  steam  load  of  the  unit,  in 
pounds  of  steam  per  hour  at  the  measured 
temperature  (°F)  and  pressure  (psia)  instead 
of  MWge.  Indicate  a  change  in  the  number  of 
load  ranges  or  the  units  of  loads  to  be  used 
in  the  precertification  section  of  the 
monitoring  plan. 


P6f06nl  ol  fnvdvnuni 

Operating  load  lange 

*-*--       ----*   fc-  —  .  1  afc  , 

gn»«kwd(%) 

1 .„ 

0-10 

2 . 

>10-20 

3 

>2O-30 

4 

>30-W 

5  ._..    

>4O-60 

6 

>60-flO 

7 „     

>«0-70 

8  — 

>70-80 

9  ••>••>•■  •■*«•••••  ■•••>■••••  ••••••■■•»•■•• 

>80-M 

10 

>«>-100 

gross  load  of  the  unit(s)  recorded  for  each 
imit  operating  hour. 

2.2.3  B^hming  with  the  first  hour  of  unit 
operation  after  Installatioa  and  certification 
of  the  flow  monitor  or  the  NO.  continuous 
emission  monitoring  system  and  continuing 
thereafter,  calculate  and  record  the  following 
information  for  eech^mit  operating  hour 
within  each  identified  load  range  during  the 
shorter  of:  (1)  the  previous  2,160  quality 
assured  monitor  operating  hours  (on  a  rolling 
basis),  or  (2)  all  pivvious  quality  assured 
monitor  operating  hours. 

2.2.3.1  A  running  average  of  the  hourly 
flow  rates  reported  by  a  flow  numitor.  in 
•cfli,  for  all  unit  operating  hours. 

2.2.3.2  The  00th  percentile  value  of 
hourly  flow  rates,  in  scfh. 

2.2.3.3  The  95th  percentile  value  of 
hourly  flow  rates,  in  scfh. 

2.2.3.4  The  maximnm  value  of  hoivly 
flow  rates,  in  scfh. 

2.2.3.5  A  running  average  of  the  hourly 
NO,  emission  rate,  in  Ib/mmBtu,  reported  by 
a  NO.  continuous  emission  monitoring 
system  for  all  unit  operating  hours. 

2.2.3.6  The  90th  percentile  vahie  of 
hourly  NO.  emission  rates,  in  Ib/mmBtu. 

2.2.3.7  The  95th  percentile  vahie  of 
hourly  NO,  emission  rates,  in  Ib/mmBtu. 

2.2.3.8  The  maximum  value  of  hourly 
NO.  emission  rates,  in  Ib/mmBtu. 

2.2.4  Calculate  all  monitor  or  continuous 
emission  monitoring  system  data  averages, 
maximum  values,  and  percentile  values 
determined  by  this  procedure  using  bias 
adjusted  values  in  the  load  ranges. 

2.2.5  When  a  bias  adjustment  is  necessary 
for  the  flow  monitor  andyor  the  NO. 
continuous  emission  monitoring  system, 
apply  the  adjustment  factor  to  all  monitor  or 
continuous  emission  monitoring  system  data 
averages,  maximum  values,  and  percentile 
values  determined  by  the  procedure. 

2.2.6  Use  the  calculated  monitor  or 
monitoring  system  data  averages,  maximum 
values,  and  percentile  values  to  substitute  for 
missing  flow  rate  and  NO.  emission  rate  data 
according  to  the  procedures  in  subpart  D  of 
this  part. 

Appendix  O  to  part  7S— OpdonaJ  SO2 
Pmieaiona  Date  Protocol  far  Gaa-Fired  and 
Oil-Firad  Unite 

l.AppIicabilily 

1.1  This  fMTOoedure  may  be  used  in  lieu  of 
continuous  SOi  pollutant  concentration  and 
flow  monitors  tat  the  purpose  of  determining 
hourly  SO2  emissions  from:  (1)  Gaa-fired 
units  as  defined  in  S  72.2  of  this  diapter,  or 
(2)  oil-fired  units  as  defined  in  S  72.2  of  this 
chapter.  This  optional  SO3  amissions  date 
protocol  contaiits  two  methods  for 
conducting  oil  sampling  and  analjrsis  in 
Section  2.2  of  this  appendix;  the  procediiret 
for  flow  proportional  oil  sampling  and  the 
procedures  for  manual  daily  oil  sampling 
may  be  used  for  any  gas-fired  unit  or  oil-fired 
unit. 

1.2  This  procedure  may  also  be  certified 
by  the  Administrator  and  used  in  lieu  of 
continuous  SO3  pollutant  concentration  and 
flow  monitors  for  tha  purpose  of  determining 
hourly  SO2  emissions  from  new  gas-fired 
units  or  new  oil-fired  units  provided  that  the 
new  gas-fired  unit  or  oil-fired  unit  is 


3742 


Fedaral  Register  /  Vol.  58.  No.  8  /  Monday.  January  11.  1993  /  Rules  and  RBgulations 


designed  to  combust  only  oil.  natural  gas,  or 
a  coal-derived  gaseous  fuel  with  a  sulfur 
content  no  greater  than  natural  gas. 

1.3  Apply  to  the  Administrator  ftjT 
certification  using  this  method  in  lieu  of 
continuous  SOj  pollutant  concentration  and 
flow  monitors  no  later  than  the  deadlines  for 
the  certification  of  continuous  emission 
monitoring  system  specified  in  S  75.4  of  this 
part.>Whenever  the  monitoring  method  is  to 
be  changed,  reapply  to  the  Administrator  for 
certification  of  the  new  monitoring  method. 

1.4  Do  not  use  the  methods  specified  in 
this  appendix  for  accounting  for  SOi 
emissions  prior  to  obtaining  certification 
from  the  Administrator. 

2.  Procedure 

2. 1    Flowmeter  Measumnents 

When  the  unit  is  conbusting  oil.  measure 
and  record  the  flow  of  oil  consumed  on  an 
hourly  basis.  Measure  the  flow  of  oil  with  tn 
in-line  fuel  flowmeter  and  automatically 
record  the  data.  Measure  the  flow  of  all  oil 
entering  and  being  combusted  by  the  unit 
Any  pipe  returning  fuel  to  a  pipe  that 
provides  oil  to  the  unit  (e.g.  a  pipe 
recirculating  oil  to  the  storage  tank)  requires 
an  in-line  fiMl  flowroetar. 

2.1.1     Design  and  equip  each  fuel 
flowmeter  used  to  canei  the  requirements  of 
this  protocol  to  demonstrate  a  Howmseter 
accuracy  of  2.0  percent  of  the  upper  range 
value  (i.e.  maximum  calibrated  oil  flow  rate) 
as  measured  under  Uxvatory  conditions  by 
the  manufacturer  or  by  the  owner  or  operator. 
Uae  the  procedures  in  the  following  ASME 
codes  for  flow  measurement  for  use  in  the 
laboratory,  as  appropriate  to  the  type  of  flow 
meter  ASME  MFC-3M-19a9  with  September 
1990  Errata  (Measureoient  of  Fluid  Flow  in 
Pipes  Usii«  Orifice,  hJozzle,  and  Venturi). 
ASME  MFC-5M-ld85  (Measurement  of 
Liquid  Flow  in  Qosed  Conduits  Using 
Transit-Time  Ultrasonic  Flowmeters);  ASME 
MFC-6M-1987  with  lune  1987  Errata 
(Measurement  of  Fluid  Flow  in  Pipes  Using 
Vortex  Flow  Meters),  or  ASME  MFC-9M- 
1988  with  December  1989  Errata 
(Measurement  of  Liquid  Flow  in  Closed 
Conduits  by  Weighing  Method)  for  all  other 
flow  meter  types  (incorporated  by  reference 
under  §  75.6  of  this  part).  If  the  flow  meter 
accuracy  exceeds  2  percent  of  the  upper 
range  value,  the  flow  meter  does  not  qualify 
for  certification. 

2.1.2    Recalibrate  each  fuel  flowmeter  to  a 
flowmeter  accuracy  of  2.0  percent  of  the 
upper  range  vahie  at  least  annually,  or  more 
frequently  if  required  by  manufacturer 
specifications  using  the  same  ASME 
procedures  required  for  initial  calibration 
and  certification,  to  meet  the  requirements  of 
this  protocol. 

2.1  3    Alternatively,  the  fuel  flowmeter 
used  for  the  purposes  of  this  part  may  be 
recalibrated  to  a  flowmeter  accuracy  of  2.0 
percent  of  the  upper  range  value  at  least 
annually  by  cor.paring  the  measured  flow  of 
a  flow  meter  to  the  measured  flow  from 
anothc  •  flow  meter  which  has  been  calibrated 
or  recalibrated  during  the  previous  365  days 
using  the  procedures  in  ASME  MFC-9M- 
1988  with  December  1989  Errata. 
"Measurement  of  Liquid  Flow  in  Qosed 
Conduits  by  Weighing  Method",  or  which 


has  been  recalibrated  by  the  manufecturer. 
Perform  the  comparison  over  a  period  of  no 
more  than  seven  consecutive  unit  operating 
days.  Compare  the  average  of  three  fuel  flow 
readings  for  each  meter  at  each  of  three 
different  flow  levels,  corresponding  to  the 
three  operating  levels  listed  in  S  6-52  of 
Appendix  A  of  this  part.  Calculate  the 
flowmeter  accuracy  using  {Equation  A-7  in 
Appendix  A  of  this  part,  substituting  the 
measured  flow  from  the  flow  meter  that  is 
calibrated  by  the  weighing  method  for  the 
reference  value.)  Or  the  following  equation: 


ACC 


URV 


X  100 


(Eq.  D-1) 

where. 

ACC  =  Flow  meter  accuracy  as  a  percentage 

of  the  upper  range  value. 
R  =  Average  of  the  three  low-,  mid-,  or  high- 
level  flow  meastirements  of  the  reference 
flow  meter. 
A  =  Average  of  the  three  measurements  of  the 

flow  meter  being  tested. 
URV  =  Upper  range  value  of  fiiel  flow  meter 
being  tested  (i.e.  maximum  measurable 
flow). 
If  the  flow  meter  accuracy  exceeds  2%  of  the 
upper  range  value,  either  recalibrate  the  flow 
meter  until  the  accuracy  is  within  the 
performance  specification,  or  replace  the 
flow  meter  with  another  one  that  is  within 
the  performance  specification. 

2.2    Oil  Sampling  and  Analysis 

Perform  sampling  and  analysis  of  as-fired 
oil  to  determine  the  percentage  of  sulfur  by 
weight  in  the  oil. 

2.2.1  Perform  oil  sampling  every  day  the 
unit  is  combusting  oil.  Use  either  the  flow 
proportional  method  desaibed  in  section 
2.2.2  of  this  appendix  or  the  daily  manual 
method  described  in  section  2.2.3  of  this 
appendix  for  gas-fired  imits  and  oil-fired 
units. 

2.2.2  Conduct  flow  proportional  oil 
sampling  or  continuous  drip  oil  sampling  In 
accordance  with  ASTM  D4 177-82 
(Reapproved  1990),  "Standard  Practice  for 
Automatic  Sampling  of  Petroleum  and 
Petroleum  Products"  (incorporated  by 
reference  under  §  75.6  of  this  part),  every  day 
the  unit  is  combusting  oil.  Extract  oil  at  least 
once  every  hour  and  blend  into  a  daily 
composite  sample.  The  sample  compositing 
p>eriod  may  not  exceed  24  hr. 

2.2.3  For  a  gas-fired  unit  or  oil-fired  unit, 
representative  as-fired  oil  samples  may  be 
taken  manually  every  24  hr  according  to 
ASTM  04057-88,  "Standard  Practice  for 
Manual  Sampling  of  Petroleum  and 
Petroleum  Products"  (incorporated  by 
reference  under  S  75.6  of  this  pert),  provided 
that  the  highest  fuel  sulfur  content  recorded 
at  that  unit  from  the  most  recent  30  daily 
samples  is  used  for  the  purposes  of 
calculating  SOj  emissions  under  Section  3  of 
this  appendix. 

Note:  For  units  with  pressurized  fuel  flow 
lines  such  as  some  diesel  and  dual-fuel 
reciprocating  intenul  combustion  engine 
units,  a  manual  sample  may  be  taken  from 


the  point  dowst  to  the  unit  where  It  is  nb 
to  take  a  sample  (including  back  to  the  oil 
tank),  rather  than  just  prior  to  entry  to  the 
boiler  or  oonaliustion  cnamber. 

2.2.4    Split  and  label  each  daily  oil 
sample.  Maintain  a  portion  (at  least  200  cc) 
of  each  daily  sample  throughout  the  calendar 
year  and  in  all  cases  for  not  less  than  90 
calendar  days  after  the  and  of  the  calendar 
year  allawancs  accounting  period.  Analyze 
oil  samples  for  percent  sulfur  content  by 
weight  In  accordance  with  ASTM  D129-fll. 
"Standard  Test  Method  for  Sulfur  in 
Petroleum  Products  (General  Bomb 
Method)."  ASTM  D1552-90,  "Standard  Teat 
Method  for  Sulfur  in  Petroleum  Products 
(High  Temperature  Method)."  ASTM  D2622- 
92,  "Standard  Test  Method  for  Sulfur  in 
Petroleum  Products  by  X-Ray  Specbomatry." 
or  ASTM  D4294-90,  "Standard  Test  Muthod 
for  Sulfur  in  Petroleum  Products  by  Energy- 
Dispersive  X-Ray  Fluorescence 
Spectroscopy"  (incorporated  by  reference 
under  §  75.6). 

2.2.5    Where  the  flowmeter  records 
volumetric  flow  rather  than  mass  flow, 
analyze  daily  oil  samples  to  determine  the 
density  or  specific  gravity  of  the  oil. 
Determine  the  density  or  specific  gravity  of 
the  oil  sample  in  accordance  with  ASTM 
0941-88,  "Standard  Test  Method  for  Density 
and  Relative  Density  (Specific  Gravity)  of  ^ 
Liquids  by  Lipkin  Bicapillary  Pycnomater," 
ASTM  D1217-«l,  "Standard  Test  Method  for 
Density  and  Relative  Density  (Specific 
Gravity)  of  Liquids  by  Bingham  Pycnometer," 
ASTM  D1481-91.  "Standard  Test  Method  for 
Density  and  Relative  Density  (Specific 
Gravity)  of  Viscous  Materials  by  Lipkin 
Bicapillary."  ASTM  D1480-91,  "Standard 
Test  Method  for  Density  and  Relative  Density 
(Specific  Gravity)  of  Viscous  Materials  by 
Bingham  Pycnometer,"  ASTM  D1298-85 
(Reapproved  1990),  "Standard  Practice  for 
Density,  Relative  Density  (Specific  Gravity) 
or  API  Gravity  of  Crude  Petroleum  and 
Liquid  Petroleum  Products  by  Hydrometer 
Method,"  or  ASTM  D4052-fll,  "Standard 
Test  Method  for  Density  and  Relative  Density 
of  Liquids  by  Digital  Density  Meter" 
(incorporated  by  reference  under  S  75.6). 

2.2.6  Analyze  daily  oil  samples  to 
determine  the  heat  content  of  the  fuel. 
Determine  oil  beat  content  in  accordance 
with  ASTM  D240-87  (iReapproved  1991), 
"Standard  Test  Method  for  Heat  of 
Combustion  of  Liquid  Hydrocarbon  Fuels  by 
Bomb  Calorimeter,"  ASTM  D1382-88, 
"Standard  Test  Method  for  Heat  or 
Combustion  of  Hydrocarbon  Fuels  by  Bomb 
Calorimeter  (High-Precision  Method)",  or 
ASTM  D2015-91,  "Standard  Test  Method  for 
Gross  Calorific  Value  of  Coal  and  Coke  by  the 
Adiabatic  Bomb  Calorimeter"  (Incorporated 
by  reference  under  %  7S.6). 

2.2.7  ResulU  from  the  daily  oil  sample 
analysis  must  be  available  no  later  than  thirty 
calendar  days  after  the  same  is  compoaited  or 
taken.  However,  during  an  audit,  the 
Administrator  may  require  the  results  of  the 
analysis  in  lees  than  thirty  calendar  days. 

2.3    Missing  Data  Procedures. 

When  data  from  the  procedures  of  this  part 
are  not  available,  provide  substitute  data 
using  the  following  procedures. 

2.3.1    When  sulfur  content  data  from  the 
analysis  of  a  daily  oil  sample  are  missing  or 


3.2    SO2Q1J 
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invalid,  (ubstitute  the  bigheflt  measured 
sulfur  content  and  oil  density  (if  using  a 
volumetric  flowmeter)  recorded  during  the 
previous  30  days  when  the  unit  burned  oil. 

2.3.2    When  data  from  the  fuel  flowmeter 
are  missing,  substitute  for  each  hour  in  the 
missing  data  period  the  average  hourly  oil 
flow  rate  measured  and  recorded  by  the  fuel 
flowmeter  at  the  closet  unit  load  (in  MWe) 
greater  than  the  load  recorded  for  the  missing 
data  period  for  which  oil  flow  rate  data  are 
available  during  the  previous  720  hours 
during  which  the  unit  combusted  oil.  If  no 
oil  flow  rate  data  are  available  at  a  load 
greater  than  the  load  recorded  during  the 
missing  data  period,  substitute  the  maximum 
flow  rate  that  the  flowmeter  can  measure. 

2.4  -  For  each  hour  that  natural  gas  is 
combusted  by  the  unit,  account  for  the  daily 
SO3  emissions,  either  by  (1)  measuring  the 
sulfur  content  of  the  gas  using  ASTM  D1072- 
90,  "SUndard  Test  Method  for  Total  Sulfur 
in  Fuel  Gases"  (incorporated  by  reference 
under  $  75.6  of  this  part)  and  the  fuel  usage 
in  100  scf  or  (2)  using  the  SO2  emission  rates 
listed  in  NADB  for  that  unit  and  the  daily 
heat  input  from  natural  gat.  as  deteimlned 
using  the  procedures  in  Appendix  P  (rftbis 
part. 

3.  Calculaliona 

Where  the  flowmeter  records  mass  flow, 
use  the  calculation  procedures  in  section  3.1, 
and  where  the  flowmeter  records  volumetric 
flow,  use  the  calculation  procedures  in 
section  3.2. 

3. 1  SOi  CaJculadon  Using  Maas  Flow 

3.1.1  Use  the  following  equation  to 
calculate  SO2  mass  emissions  per  hour  (in  lb/ 
hr). 

M,o^2.0>iM,mX%ScJ'100.0 

(Eq.D-1) 

where, 

MK,2*Hour]y  mass  of  SO2  emitted,  Ib/hr. 

Mou^Mass  of  oil  consumed  per  hr,  Ib/hr. 

%So«=Percentage  of  sulfur  by  wreight 

measured  in  the  sample. 
2.0=RatiooflbSOj/lbS. 

3.1.2  Record  the  SO]  mass  emissions  for 
each  hour.  Calculate  and  record  total 
quarterly  and  annual  SO2  mass  emissions  by 
summing  hourly  SO2  mass  emissions  for  each 
hour  during  that  quarter  or  year  when  the 
unit  combusted  any  oil. 

3.2  SOi  Caicuhtion  Using  Volumetric  Flow 

3.2.1  Whov  the  flowmeter  records 
volumetric  flow  rather  than  mass  flow, 
calculate  and  record  the  oil  mass  for  each 
hourly  period  using  hourly  oil  flow 
measurements  and  the  density  or  speciflc 
gravity  of  the  daily  oil  sample. 

3.2.2  Convert  density,  speciflc  gravity,  or 
API  gravity  of  the  oil  sample  to  density  of  the 
oil  sample  at  the  sampling  location's 
temperature  using  ASTM  Dl  250-80 
(Reapproved  1990),  "Standard  Guide  for 
Petroleum  Measurement  Tables" 
(incorporated  by  refereoce  under  S  75.6  of 
this  part). 

3.2.3  Where  density  of  the  oil  is 
determined  by  the  applicable  ASTM 
procedures  from  section  2.2.5  of  this 


app>endix,  use  the  following  equation  to 
calculate  the  mass  of  oil  consumed  (in  Ib/hr). 

MoU=VotiXDaB 

{Eq.D-2) 

where, 

Mou=Mass  of  oil  consumed  per  hr,  Ib/hr. 

Voii° Volume  of  oil  consimxed  per  hr, 

measured  in  scf,  gal,  bamis,  or  m'. 
Duu=Density  of  oil,  meanued  in  Ib/scf.  lb/gal. 
lb/barrel,  or  Ib/m'. 
3.2.4    Calculate  the  hourly  heat  input  to 
the  unit  from  oil  (mmBtu)  by  omltiplylng  the 
heat  content  of  thie  daily  oil  sample  by  the 
hourly  oil  mass. 

Appendix  E  to  Part  7S— Optional  NO, 
Emissions  Estimation  Protocol  fisr  Gao-Firad 
Peaking  UniU  and  Oil-Fired  PoaUng  Unite 

1.  Applicability. 

1.1  Existing  Unit 

This  NOx  emissions  estimation  procedure 
may  be  used  in  lieu  of  a  continaous  NO. 
emission  monitoring  system  (Ib/mmBtu)  tat 
determining  the  average  NO.  emission  rata 
and  hourly  NO.  emission  rate  from  gas-flred 
peaking  units  and  oil-fired  peaking  units 
when  these  units  are  (1)  operated  with  a 
capacity  {actor  of  10  percent  or  less  on  the 
average  during  the  previous  three  calendar 
years  and  (2)  operated  at  a  capacity  bctor  of 
20  percent  or  less  in  each  of  those  three 
previous  calendar  years.  If  for  any  year  a 
unit's  operations  exceed  a  capacity  foctor  of 
20  percent,  or  if  a  unit's  operations  exceed 
an  average  ca{>acity  factor  of  10  percent  over 
the  most  recent  three  calendar  years.  Install 
and  certify  a  continuous  NO.  emission 
monitoring  system  no  later  than  December  31 
of  the  following  calendar  year. 

1.2  New  Unit 

For  a  new  gas-fired  peaking  unit  or  a  new 
oil-fired  peaking  unit  commencing 
commercial  operation  after  November  15, 
1990  where  the  proved  capacity  fiK:tor  is 
10  percent  or  less  when  averaged  over  3 
consecutive  calendar  years,  this  procedure 
may  be  certified  and  used  in  lieu  of  a 
continuous  NO,  emission  monitoring  system. 
If  the  new  gas-fired  peaking  unit  or  the  new 
oil-fired  peaking  unit  operating  rate  is  greater 
than  20  percent  in  any  one  calendar  year  or 
greater  than  10  percent  on  the  average  for  any 
3  consecutive  calendar  years,  install  and 
certify  a  continuous  NO,  emission 
monitoring  system  on  or  before  December  31 
of  the  following  calendar  jrear. 

1.3  Certification 

1.3.1  Apply  to  the  Administrator  for 
certification  of  this  optional  method  no  later 
than  the  deadlines  for  the  installation  of 
continuous  emission  monitoring  systems 
specified  in  §  75.4  of  this  part 

1.3.2  Do  not  use  this  optional  method  to 
record  or  report  NO,  emissions  prior  to 
obtaining  certification  from  the 
Administrator. 

2.  Procedure 

2. 1    Initial  Perforrrnmce  Testing 

Use  the  following  procedures  for 
measuring  NO,  emission  rates  at  diffsrent 
load  levels;  measuring  unit  efficiency  and 


heat  input;  and  plotting  the  correlation 
between  operating  load  and  NO,  emiaaion 
rate  or  unit  efficiency,  In  order  to  determina 
the  performance  and  emission  rate  of  the 
unit[s)  prior  to  certification  of  this  optional 
method. 

2.1.1  Load  Selection 

Establish  five  approximately  equally 
spaced  operating  load  points,  ranging  from 
the  maximtmi  operating  load  to  the  mlninmm 
operating  load.  Use  the  unit's  nameplate 
capacity  as  the  maxiimim  operating  load. 
Select  the  minimum  operating  load  from  the 
operating  history  of  the  unit  during  the  moat 
recent  two  years.  For  new  gas-flred  peaking 
units  or  new  oil-fired  peaking  units,  seloct 
the  minimum  operating  load  from  the 
expected  mlnhnum  lo^  to  be  dlspetcbod  to 
the  unit  in  the  first  three  calendar  yean  of 
operation. 

2.1.2  NO,and02  0mioeiitntioB 
Measurements 

Use  the  following  proceduiea  to  meaaure 
NO,  and  O:  concentration  in  ortier  to 
determine  NO,  emission  rate. 

2.1.2.1  Except  for  stationary  gas  tuiUnea. 
measure  the  NO,  and  0}  conoentoatlon  at  3 
excess  oxygen  levels  at  each  load  point  far 
each  fuel  or  eadb  combination  of  ftieis  to  bo 
combusted  using  the  methods  spedtM 
below  in  section  2.1.2.2  or  2.1.2J  of  this 
appendix.  Establish  the  three  excess  oxygsn 
levels  as  the  minimum,  normal,  and 
maxtmtmi  levels.  Select  the  minimum, 
normal,  and  maximum  levels  at  each  load 
point  according  to  the  operating  history  of 
the  unit  during  the  most  recent  two  years. 
For  new  gas-fired  peaking  units  or  new  oil- 
fired  peaking  units,  select  the  mtntmum, 
normal,  and  maximtim  levels  at  each  load 
point  per  manufacturer's  recommendationa. 
For  stationary  gas  turt)ines,  measure  the  NO. 
and  O]  concentration  at  the  normal  oxygon 
level  at  each  load,  and  again  at  another 
oxygen  level  if  the  temperature  of  the 
(combustion)  air  at  the  air  intake  varies  by 
more  than  4''F  from  the  average  test 
conditions  at  that  load. 

2.1.2.2  Measure  the  NO,  and  O2 
concentrations  according  to  Appendix  A, 
Method  20  of  part  60  of  this  chapter  for 
stationary  gas  turbines.  Measure  the  NO,  and 
O2  concentrations  according  to  Method  20  far 
diesel  or  dual  fuel  fuel  reciprocating  engines, 
but  modify  Method  20  with  respect  to  the 
selection  of  a  sampling  site  to  bis  as  close  as 
practical  to  the  exhaust  of  the  engine. 

2.1.2.3  Measure  the  NO,  and  O2 
concentrations  according  to  Appendix  A, 
Methods  7E  of  3  A  of  pert  60  of  this  chapter 
for  ail  other  gas-fired  peaking  imits  or  oil- 
fired  peaking  units. 

2.1.2.4  Allow  the  unit  to  stabilize  for  a 
minimum  of  one  hour  prior  to  commencing 
NO,,  O2,  and  unit  efilcienc>'  measurements. 
Repeat  the  NO,  measurement  two  times  (La., 
for  a  total  of  throe  times)  and  obtain  an 
arithmetic  average  of  the  NO,  measurements 
for  each  of  the  three  oxygen  levels.  Record 
the  oxygen  level  for  a  period  of  at  least  20 
minutes  at  5  minute  intervals  and  report  the 
average  of  all  readings  as  the  excess  oxygen 
level  for  this  period. 
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2.U    Heat  Input 

Measura  the  total  heat  input  of  fuel  flow 
or  a  combination  of  fuel  flows  as  follows: 

2.1.3.1    Calibrate  in-line  flow  meters  using 
the  proa»dure»  and  specifications  contained 
in  the  following  ASME  codes  for  flow 
measurement  for  use  in  the  laboratory,  as 
appropriate  to  the  type  of  flow  meter:  ASME 
MFC-3M-1989  with  September  1990  Errata 
(Measurement  of  Fluid  Flow  in  Pipes  Using 
Orifice.  Noxzle.  and  Venturi).  ASME  MFC- 
4M-1986  (Reaffjxmed  1990)  (Measurement  of 
Gas  Flow  by  Turbine  Meters,  ASME  MFC- 
5M-1985  (Measurement  of  Liquid  Flow  in 
Qosed  ConduiU  Using  Transit-Time 
Ultrasonic  Flowmeters).  ASME  MFC-6M- 
1987  with  June  19«7  Errata  (Measurement  of 
Fluid  Flow  in  Pipes  Using  Vortex  Flow 
Meters),  ASME  MFC-7N-1987  (Reaffirmed 
1992)  (Measurement  of  Gas  Flow  by  Means 
ofCritical  Flow  Venturi  Nozzles).  ASME     " 
MFC-9M-1988  with  December  1989  Errata 
(Measurement  of  Liquid  Flow  in  Closed 
ConduiU  by  Weighing  Method  for  other  flow 
meter  types  for  liquids)  (incorporated  by 
reference  under  $  75.6  of  this  part),  or  any 
other  standard  method  approved  by  the 
Administrator.  Measure  the  total 
consimiption  of  the  fuels  with  in-line  flow 
meters  for  a  period  of  15  minutes.  Correct 
any  gaseous  fuel  flow  rate  measured  at  actual 
temperature  and  pressxire  to  standard 
conditions. 

2.1.3.2    For  liquid  fuels,  analyze  daily  fuel 
samples  to  determine  the  heat  content  of  the 
fuel.  Determine  heat  content  in  accordance 
with  ASTM  D240-87  (Reapproved  1991) 
"Standard  Test  Method  for  Heat  of 
Combustion  of  Liquid  Hydrocarbon  Fuels  by 
Bomb  Calorimeter,"  ASTM  D2382-88, 
"Standard  Test  Method  for  Heat  of 
Combustion  of  Hydrocarbon  Fuels  by  Bomb 
Calorimeter  (High-Precision  Method)"  or 
ASTM  D201S-fll,  "Standard  Test  Method  for 
Gross  Calorific  Value  of  Coal  and  Coke  by  the 
Adiabatic  Bomb  Calorimeter"  (incorporated 
by  reference  under  5  75.6  of  this  part). 
Measure  the  heat  content  of  gaseous  fuels 
according  to  ASTM  D182&-88,  "Standard 
Test  Method  for  Calorific  (Heating)  Value  of 
Gases  in  Natural  Gas  Range  by  Continuous 
Recording  Calorimeter".  Calculate  the  total 
heat  input  using  Equation  E-1  of  this 
appendix.  Record  the  total  heat  input  of  fuel 
flow  or  a  combination  of  fuel  flows  for  each 
excess  oxygen  level  at  each  load  point. 

2.1.4    Unit  Efficiency 

Use  the  following  procedures  to  measure 
unit  efficiency. 

2.1.4.1  Measure  the  unit  efficiency  of  the 
stationary  gas  turbine,  the  diesel,  or  the  dual 
fuel-reciprocating  engine  at  the  same  excess 
oxygen  levels  as  established  in  section  2.1.2.1 
of  this  appendix  at  each  load  point  for  each 
fuel  or  combination  of  fuels  to  be  combusted 
according  to  one  of  the  following  methods. 
Use  the  same  method  for  subsequent  periodic 
retesting  of  the  initial  unit  efficiency 
correlations. 

2.1.4.2  Measure  the  fuel  consumption, 
the  total  heat  input  of  fuel  flow  or 
combination  of  fuel  flows  to  the  stationary 
gas  turbine,  and  the  electric  energy  output  of 
the  stationary  gas  turbine  for  a  period  of  15 
minutes  using  the  procedures  specified  in  the 


ASME  Performance  Test  Code  (FTC)  22- 
1985.  Gas  Turbine  Power  Plants 
(incorporated  by  reference  under  S  75.6  of 
this  part).  Correct  any  gaseous  fuel  flow  rate 
measured  at  actual  temperature  and  pressure 
to  standard  conditions  (68°F  and  29.92 
inches  of  mercury).  Measiue  the  fuel 
consumption,  the  total  heat  input  of  fuel  flow 
or  combination  of  fuel  flows,  and  the  electric 
energy  output  of  the  diesel  or  dual-fuel 
reciprocating  engine  for  a  period  of  15 
minutes  using  the  procedures  specified  In  the 
ASME  Performance  Test  Code  17-1973 
(Reaffirmed  1991).  Reciprocating  Internal- 
Combustion  Engines  (incorporated  by 
reference  under  S  75.6  of  this  part).  Compute 
the  unit  efficiency  of  the  reciprocating 
engines  using  Equation  E-2  of  this  appendix. 

2.1.4.3  Measure  the  unit  efficiency  of  all 
other  oil-  or  gas-fired  units  at  the  same  excess 
oxygen  levels  as  established  in  section  2.1.2 
of  this  appendix  using  the  Heat  Loss  Method 
contained  in  the  ASME  Power  Test  Code  4.1- 
1964  (Reaffirmed  1991),  Steam  Generating 
Units  (incorporated  by  reference  under  5  75.6 
of  this  part).  Compute  the  unit  efficiency  of 
the  gas-fired  peaking  unit  or  oil-fired  praking 
unit  using  Equation  E-2  of  this  appendix. 

2.1.4.4  Allow  the  unit  to  stabilize  for  a 
minimum  of  one  hour  prior  to  commencing 
NO..  Oi.  and  unit  efficiency  measuremenU. 
Repeat  the  NO,  measurement  two  times  (i.e. 
for  a  total  of  three  times)  and  obtain  an 
arithmetic  average  of  the  NO,  measurements 
for  each  of  the  three  oxygen  levels.  Record 
the  oxygen  level  for  a  period  of  at  least  20 
minutes  at  5  minute  intervals  and  report  the 
average  of  all  readings  as  the  excess  oxygen 
level  for  this  period. 

2.1.5  Tabulation  of  Results 
Tabulate  the  results  of  each  baseline 

correlation  test  for  each  fuel  or  combination 
of  fuels,  listing:  time  of  test,  duration, 
operating  loads,  F-factors,  excess  oxygen 
levels,  NO,  concentrations  (ppm)  on  a  dry 
basis  (at  actual  excess  oxygen  level),  and  unit 
efficiency.  Convert  the  NO,  concentrations 
(ppm)  to  NO,  emission  rates  (to  the  nearest 
0.01  Ib/mmBtu)  according  to  the  equation  E- 
3  or  E-4,  as  appropriate,  of  this  appendix. 

2.1.6  Plotting  of  Results 
Plot  the  tabulated  results  as  an  x-y  graph 

for  each  fuel  or  combination  of  fuel  to  be 
combusted  according  to  the  following 
procedures. 

2.1.6.1  Plot  the  operating  load  as  the 
independent  (or  x)  variable  and  the  NO, 
emission  rates  (Ib/mmBtu)  as  the  dependent 
(or  y)  variable,  where  three  values 
corresponding  to  the  three  excess  oxygen 
levels  are  established  according  to  section 
2.1.2.1  of  this  appendix  for  each  load  point. 
Construct  the  graph  by  drawing  four  straight 
line  segments  between  the  five  load  points  by 
connecting  the  highest  NO,  concentration  at 
each  load  point. 

2.1.6.2  Plot  the  operating  load  as  the 
independent  (or  x)  variable  and  the  unit 
efficiency  as  the  dependent  (or  y)  variable, 
where  three  values  corresponding  to  the 
three  excess  oxygen  levels  are  established 
according  to  section  2.1.2.1  of  this  appendix 
for  each  load  point.  Construct  the  graph  by 
drawing  four  straight  line  segments  between 
the  five  load  points  by  connecting  the  unit 


efficiency  corresponding  to  the  nominal 
oxygen  level  at  each  load  point. 

2.2  Periodic  N(\  Emission  Rate  Testing 
Retest  the  NO.  emiuion  rate  of  the  gas- 

fiied  peaking  unit  or  the  oil-fired  peaking 
imit  prior  to  the  earlier  of  3,000  unit 
operating  hours  or  the  5-year  anniversary  and 
renewal  of  iu  operating  permit  under  part  72 
of  this  chapter. 

2.3  Other  Quality  Assurance/Quality 
Control-Related  NCh  Emission  Rate  Testing 

When  the  operating  levels  of  certain 
parameters  exceed  the  limits  specified  below, 
retest  the  NO,  emission  rate  to  re-verify  the 
gas-fired  peaking  unit's  or  the  oil-fired 
peaking  unit's  NO,  emission  rate. 

2.3.1    For  a  stationary  gas  turbine, 
redetermine  the  NO,  emission  rate-load 
correlation  for  each  fuel  and  combination  of 
fuels  after  exceeding  the  manufacturer's 
recommended  range  of  the  following 
operating  parameters:  positioning  of  inlet 
guide  vanes  (i.e..  degrees  of  rotation  of  inlet 
guide  vanes),  amount  of  air  bypass  used  for 
turbine  blade  cooling,  flow  rate  of  steam  or 
water  injection  used  for  NO,  emission 
control,  exhaust  temperature,  compression 
ratio,  ambient  air  temperature  and  pressure, 
inlet  oxygen  temperature  and  press  (if  stored 
oxygen  or  on-site  oxygen  plant  is  used),  unit 
efficiency  (or  unit  heat  rate),  and  any  other 
parameters  specified  by  the  unit 
manufecturer. 

2.3.2  For  a  diesel  or  a  dual-fuel 
reciprocating  engine,  redetermine  the  NO, 
emission  rate-load  correlation  for  each  fuel  or 
combination  of  fuels  after  exceeding  the 
manufacturer's  recommended  range  of  the 
following  operating  parameters:  air  intake 
manifold  temperature,  air  intake  manifold 
pressure,  exhaust  temperature,  compression 
ratio,  piston  speed,  brake  mean  effective 
pressure,  supercharging,  turbocharging,  unit 
efficiency  (or  unit  heat  rate),  and  any  other 
parameters  sp>ecifiad  by  the  unit 
manufacturer. 

2.3.3  For  all  other  gas-fired  peaking  units 
and  oil-fired  peaking  units,  redetermine  the 
NO,  emission  rate  load  correlation  for  each 
fuel  and  combination  of  fuels  if  any  of  the 
following  occtirs: 

2.3.3.1  The  heat  input  rate  (mmBtu/hr)  at 
either  the  maximum  or  the  minimum 
operating  load  varies  by  more  than  10 
percent  from  the  heat  input  rate  at  the 
maximum  or  the  minimum  operating  load 
during  the  previous  NO,  emission  rate  test; 
or 

2.3.3.2  The  excess  oxygen  level  at  either 
the  maximum  or  the  minimum  operating 
load  varies  by  more  than  2  percentage  points 

02  from  the  level  during  the  maximum  or 
minimum  operating  load  during  the  previous 
NO,  emission  rate  test:  or 

2.3.3.3  The  unit  efficiency  at  nominal 
excess  Oj  at  either  the  maximum  or  the 
minimum  operating  load  varies  by  more  than 

3  percentage  points  from  the  imit  efficiency 
during  the  maximum  operating  load  of  the 
previous  unit  efficiency  test,  as  defined  using 
Equation  E-2  of  this  appendix. 


2.5    Missin 


a.CBlcuUli 
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2. 4  Procedures  for  Determining  Hourly  NO^ 
Emission  Rate 

2.4.1  Record  the  time  (hr.  and  mln.)  and 
electric  energy  output  (MWh)  at  the 
beginning  of  each  time  period,  with  each 
time  period  as  close  to  one  hour  in  duration 
as  practical.  Calculate  the  average  operating 
load  using  equation  E-8  of  this  appendix. 

Record  this  average  operating  load  to  the 
nearest  0.1  MW  as  the  reeding  for  the 
beginning  of  the  time  period,  time  t.  Record 
the  next  average  operating  load  to  the  nearest 
0.1  MW  as  the  reading  for  the  end  of  the  first 
time  period,  time  t-fl,  and  so  on. 

2.4.2  Read  the  NO.  emission  rate  (lb/ 
nunBtu)  corresponding  to  the  appropriate 
operating  load,  linearly  interpolating  to  the 
nearest  0.1  MW  and  0.01  Ib/nunBtu,  using 
the  tabulated  results  of  the  baseline  NO. 
correlation  appropriate  to  the  fuel  or  fuel 
combination  being  combusted.  Record  the 
NO.  emission  rate  (to  the  nearest  0.01  lb/ 
mmBtu)  at  the  beginning  of  each  time  period. 

2.5  Missing  Data 

Provide  substitute  data  for  each  unit 
electing  to  use  this  alternative  procedure 
whenever  a  valid  quality-assured  hour  of 
NO.  emission  rate  data  has  not  been  obtained 
according  to  the  procedures  and 
specifications  of  section  2.4  of  this  appendix. 
For  all  missing  data,  substitute  the  highest 
NO.  emission  rate  tabulated  during  the  most 
recent  set  of  baseline  correlation  tests  fur  any 
foel  or  combination  of  fuels  at  the  observed 
operating  load.  Maintain  a  record  indicating 
which  data  are  substitute  data  and  the 
reasons  for  the  foilure  to  provide  a  valid 
quality-assured  hour  of  NO.  emission  rate 
data  according  to  the  procedures  and 
specifications  of  section  2.4  of  this  appendix. 

3.  CBlcvIations 

3.1  Heat  Input 

Calculate  the  total  heat  input  by  summing 
over  the  product  of  fuel  consumption  and  the 
measured  heat  control  of  each  foel,  as  in  the 
following  equation: 


/-I  fl 


l-« 


10  •  Q, 


H,t 


r- 


(Eq.  E-1) 

where 

HT=total  beat  input  of  foel  flow  or  a 

combination  of  foel  flows  over  a  total 

time  of  T  hours,  mmBtu; 
10~*=convarsion  of  Btu  to  mmBtu; 
H(=beat  content  of  each  foel,  Btu/scf,  Btu/lb, 

or  other  appropriate  units; 
Qn=flow  rate  measured  for  each  foel  at  time 

t  (and  corrected  to  68"?  and  29.92  inches 

of  mercury  if  foel  is  gaseous),  sdb,  lb/ 

hr,  or  other  appropriate  units; 
n=total  number  of  foels  to  be  combusted; 
T=total  number  of  hours  during  which  heat 

input  it  computed. 

3.2    Unit  Efficiency 

Compute  unit  efficiency  according  to  the 
following  equation: 


.   (100)  (3412)  E 
//  10* 

(Eq.  E-2) 

where, 

T^=unit  efficiency,  percent; 

100= factor  to  convert  to  percentage; 

10"=conversion  of  nunBtu  to  Btu; 

E=total  electric  energy  output  (kilowatt-hour) 

for  a  specified  interval  of  time,  kWh; 
3412=factor  to  convert  kwh  to  Btu; 
H=total  heat  input  of  foel  flow  for  the  sama 

specified  interval  of  time  aa  in  B, 

mmBtu. 

3.3  P'factOTS 

Compute  the  P-foctors  for  each  foel  or 
combination  of  foels  to  be  combusted 
according  to  Appendix  A,  Method  19, 
sections  3.2.1-3.2.4  and  section  3.3  of  part  60 
of  this  chapter.  For  a  combination  of  foels, 
use  Eq.  F-8  in  Appendix  F  of  this  part,  using 
the  F-factors  computed  above  for  each  foel. 

3.4  JVC  Emission  Rate 

3.4.1  Conversion  from  Concentration  to 
Emission  Rate 

Convert  the  NO.  concentrations  (ppm)  to 
NO.  emission  rates  (to  the  nearest  0.01  lb/ 
mmBtu)  according  to  the  appropriate  one  of 
the  following  equations: 


20  9 
E  =  KC.F.  — ^^^ — 
''    ''  20.9-%O2 


(Eq.E-3) 
where, 
E=NO.  emission  rate,  Ib/nmiBtu; 
K=1.19  X 10-'  (lb/dscf)/ppm  NO, 
Qi=NO.  concentration  measured,  dry  basis, 

ppm; 
Ftf=dry  basis  F-factor  computed  in  Section 

3.3  of  this  appendix,  dscf/mmBtu; 
20.9=perccntage  of  air  that  is  oxygen, 

percent; 
%02=0?  concentration  measxved,  dry 

basis,  %. 

or 


ICC_F, 


20.9 


[(20.9/100)  (100-»«jO)  -%0^] 


(Eq.  E-4) 
where, 
E=NO.  emission  rate,  Ib/mmBtu; 
K=1.19  X 10-' (Ib/dscO/ppm  NO, 
C»=NO.  concentration  measured,  wet 

basis,  ppm; 
Fd-dry  basis  P-Eactor  computed  in  Section 

3.3  of  this  appendix,  dsc£/mmBtu; 
20.9=percentage  of  air  that  is  oxygen. 

percent: 
%H20=moistiire  content  of  sample  gas  as 

measured  by  Appendix  A.  Method  4,  of 

part  60  of  this  chapter,  percent. 
%02w=02  concentration  measured,  wet  basis, 

%. 


3.4.2    Quarterly  Average  NO.  Emlsaion  Rate 

Report  the  quarterty  avenge  emission  rata 
(Ib/nimBtu)  as  required  in  subpart  G  of  this 
part.  Calculate  the  quarterly  average  NO, 
emission  rate  according  to  the  following 
equation: 

E^=Y,  -  ^^-  ^'^^ 


where, 
^NO,  emission  rate  averaged  over  a 

quarter,  Ib/mmBtu; 
Ei^hourly  NO.  emission  rate,  Ib/mmBtu; 
n>number  of  hourly  rates  available  la  the 

preceding  quarter. 

3.4.3    Annual  Average  NO,  Emisaion  Rate 

Report  the  quarterly  average  emission  rate 
(Ib/mmBtu)  as  required  in  subpart  G  of  this 
part.  Calculate  the  annual  average  NO, 
emission  rate  according  to  the  following: 

i-1     W 


where, 
Er*NO,  emission  rate  averagad  over  the 

previous  calendar  year,  Ib/mmBtu; 

Et=hourly  NO.  emission  rate,  Ib/mmBtu; 
nsnumber  of  hourly  NO.  emission  rates 
available  in  the  preceding  calendar  year. 

3.4.4    Cumulative  NO,  Emission 

Report  the  ciunulatlve  NO.  emissions 
(tons)  as  required  in  subpart  G  of  this  pert 
Calculate  the  cumulative  NO,  emission  rate 
according  to  the  following  equation: 


E^.=Ml  (Eq.  E-7) 
2000 


where, 

Enuiscumulative  NO,  emissions  in  the 

previous  calendar  year,  tons; 
E,=NO.  emission  rate  averaged  over  the 

previous  calendar  year,  lt>/mmBfo; 
Ha=tota)  heat  input  In  the  previous  calendar 

year,  mmBtu. 

3.5    Average  Operating  Load 

Calculate  the  average  operating  load  as 
follows: 


P= 


^,.1-^, 


(Eq.  E^) 


where, 

P=avarage  operating  load  (electric),  MWe; 

Bioelectric  energy  output  (megawatt-liour) 

reading  at  the  be^ning  ^tlia  time 

period,  time  t,  MWh; 
Ei«iselectric  enei^  output  (megawatt-hour) 

reading  at  the  end  of  the  time  period. 

time  t-t^l,  MWh; 
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T=the  duration  of  the  time  period  from  t  to 
t+1,  calculated  by  taking  the  difference 
between  t-fl  and  t,  hr. 

4.  Quality  AararaaccAQuality  Control  Plan 

Include  a  section  on  the  NO,  emission  rate 
determination  as  part  of  the  monitoring 
quality  assurance/quality  control  plan 
required  under  $  75.21  and  Appendix  B  of 
this  part  for  each  gas-fired  pealting  unit  and 
each  oil-fired  peaking  unit.  In  this  section 
present  information  including,  but  not 
limited  to.  the  following:  (1)  A  copy  of  all 
data  and  results  from  the  initial  NO, 
emission  rate  and  unit  efficiency  testing, 
including  the  values  of  quality  assurance 
parameters  specified  in  Section  2.3  of  this 
appendix;  (2)  a  copy  of  all  data  and  results 
from  the  most  recent  NO,  emission  rate  load 
correlation  and  unit  efficiency  testing:  (3)  a 
copy  of  the  unit  manufacturer's 
recommended  range  of  quality  assurance- 
and  quality  control-related  operating 
parameters. 

4.1  Submit  a  copy  of  the  unit 
manufacturer's  recommended  range  of 
operating  parameter  values,  and  the  range  of 
operating  parameter  values  recorded  during 
the  previous  NO,  emission  rate  test  and  unit 
efficiency  test  that  determined  the  unit's  NO. 
emission  rate,  along  with  the  unit's 
monitoring  plan. 

4.2  Keep  records  of  these  operating 
parameters  for  each  hour  of  operation  in 
order  to  demonstrate  that  a  unit  is  remaining 
within  the  manufacturer's  recommended 
operating  range. 

Appendix  F  to  Part  75— Conversion 
ProceduTM 

1.  Applicability 

Use  the  procedures  in  this  appendix  to 
convert  measured  data  from  a  monitor  or 
continuous  emission  monitoring  system  into 
the  appropriate  units  of  the  standard. 

2.  Procedurea  for  SO2  emissions 

Use  the  following  procedures  to  compute 
hourly,  quarterly,  and  annual  SO2  mass 
emissions  (in  Ib/hr).  Use  the  procedures  in 
Method  19  in  Appendix  A  to  part  60  of  this 
chapter  to  compute  hourly  SO3  emission 
rates  (in  Ib/mmBtu)  for  qualifying  Phase  I 
technologies. 

2.1    When  measurements  of  SOj 
concentration  and  flow  rate  are  on  a  wet 
basis,  use  the  following  equation  to  compute 
hourly  SOj  mass  emissions  (in  Ib/hr). 

E«=KUQh 
(Eq.  F-1) 

where, 

Ei,=Hourly  SO2  mass  emissions.  Ib/hr. 
K=l. 660x10-'  for  SOj.  (lb/scf)/ppm. 
Q^Hourly  average  SOi  concentration,  stack 

moisture  basis,  ppm. 
(^Hourly  average  volumetric  flow  rate, 

stack  moisture  basis,  scfh. 
2.2    When  measurements  by  the  SO2 
pollutant  concentration  nwnitor  are  on  a  dry 
basis  and  the  flow  rate  monitor 
measurements  are  on  a  wet  basis,  use  the 
following  equation  to  compute  hourly  SO2 
mass  emissions  (in  Ib/hr). 


E,  =  KC^  Q^ 


il00-%H2O) 
100 


(Eq.  F-2) 

where, 

Eh=Hourly  SOi  mass  emissions,  Ib/hr. 
K=1.660xia'  for  SOj ,  (lb/scf)/ppm. 
Chp=Hourly  average  SOj  concentration,  ppm 

(dry). 
Qh.=Houriy  average  volumetric  flow  rate, 

scfh  as  measured  (wet). 
%H20=Hourly  average  stack  moisture 

content,  percent  by  volume. 
2.3    Use  the  following  equations  to 
calculate  total  SOj  mass  emissions  for  each 
calendar  quarter  (Eq.  F-3)  and  for  each 
calendar  year  (Eq.  F-4)  in  tons. 


(Eq.  F-5) 

where, 

K.  E,  C*.  F,  and  %02  are  defined  in  section 

3.3  of  this  appendix.  When  measurwnenU  are 

performed  on  a  wet  basU.  use  the  equations 

In  Method  19  in  Appendix  A  of  part  60  of 

this  chapter. 

3.2  When  the  NO,  continuous  emlMion 
monitoring  system  uses  OOj  as  the  diluent, 
use  the  following  conversion  procedure: 


«,= 


2000 


(Eq.  F-3) 

where. 

Eg=Quarterly  total  SO2  mass  emissions,  tons. 
E»,=Hourly  SOj  mass  emissions,  Ib/hr. 
n=Number  of  hourly  SO2  emissions  values 

during  calendar  quarter. 
2000=Con  version  of  2000  lb  per  ton. 

(Eq.  F-4) 

where, 

E,=Annual  total  SO2  mass  emissions,  tons. 
E^=Quarterly  SO2  mass  emissions,  tons. 
q=Quarters  for  which  Eq  are  available  during 
calendar  year. 
2.4    Round  all  SO2  mass  emissions  to  the 
number  of  decimal  places  identified  in 
§  75.50(c)  of  this  part  (in  Ib/hr). 

3.  Procedures  for  NO.  Emission  Rate 

Use  the  following  procedures  to  convert 
continuous  emission  monitoring  system 
measurements  of  NO,  concentration  (ppm) 
and  diluent  concentration  (percentage)  into 
NO,  emission  rates  (in  Ib/mmBtu).  Perform 
measurements  of  NO,  and  diluent  (O2  or 
CO2)  concentrations  on  the  same  moisture 
(wet  or  dry)  basis. 

3.1     When  the  NO,  continuous  emission 
monitoring  system  uses  Oj  as  the  diluent, 
and  measurements  are  performed  on  a  dry 
basis,  use  the  following  conversion 
procedure: 


20.9 


E-KC,F^ 


100 

%co. 


(Eq.  F-6) 

where, 

K.  E.  C».  F«.  and  %COj  are  defined  in  section 

3.3  of  this  appendix. 

3.3    Use  the  definitions  listed  below  to 
derive  values  for  the  parametere  in  Equations 
F-5  and  F-6  of  this  appendix. 

3.3.1  K=1.19xlO-'  (lb/dscf)/ppm  NO.. 

3.3.2  E=pollutant  emissions,  Ib/mmBtu. 

3.3.3  Cb=hourly  average  pollutant 
concentration,  ppm. 

3.3.4  %Oj.  %COi=oxygen  or  carbon 
dioxide  volume  (expressed  as  percent  Oj  or 

OO2).  ..      , 

3.3.5  F,  Fc=a  factor  representing  a  ratio  ot 
the  volume  of  dry  flue  gases  generated  to  the 
caloric  value  of  the  fiiel  combusted  (F),  and 
a  factor  representing  a  ratio  of  the  volume  of 
OOj  generated  to  the  calorific  value  of  the 
fuel  combusted  (Fd,  respectively.  Table  1 
lists  the  values  of  F  and  Fc  for  different  hiels. 

TABLE  ^.—F^  AND  Fc'FACTOWS^ 


Fuel 

F-tador  (dsd/ 
mmStu) 

F.-facttf(sc« 
COymmBtu) 

Coal  (as  defined 

byASTM 

D38»-92): 

Anthracne 

10.100 

1,970 

Bituminous  and 

sutXMu- 

minoos 

9,780 

1,800 

Ugnits 

9.860 
9,190 

1,910 

Oil  

1,420 

Gas: 

Natural  gas 

8.710 

1,040 

Propane 

8,710 

1,190 

Butane 

8.710 

1,250 

Wood: 

Bark 

9.600 
9,240 

1,920 

Wood  residua  .. 

1.830 

20.9 


'D««mki«J  ai  mamma  oondRiofw:  20  -C  (68  f7  and 
29  02  nchM  ot  m«rcu>y. 

3.3.6    Equations  F-7a  and  F-7b  may  be 
used  in  lieu  of  the  F  or  Fc  factors  specified 
in  Section  3.3.5  of  this  appendix  to  calculate 
an  F  factor  (dscf^mmBtu)  on  a  dry  basis  or 
an  Fc  factor  (scf  OOj/mmBtu)  on  either  a  dry 
or  wet  basis. 

(Calculate  all  F-  and  Fc  factors  at  standard 
conditions  of  20  "C  (68  "F)  and  29.92  inches 
of  mercury.). 
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3.3.6.1  H.  C  S.  N,  and  O  are  content  by 
weight  of  hydrogen,  carbon,  sulfur,  nitrogen, 
and  oxygen  (expressed  as  percent), 
respectively,  as  determined  on  the  same  basis 
as  me  gross  calmific  value  (GCV)  by  ultimate 
analysis  of  the  fuel  combusted  using  ASTM 
D31 76-89,  "Standard  Practice  for  Ultimate 
Analysis  of  Coal  and  Coke"  (solid  fuels),  or 
computed  firom  results  using  ASTM  D194&- 
91,  "Standard  Test  Method  for  Analysis  of 
Natural  Gas  by  Gas  Chromatography"  or 
ASTM  Dl  946-90,  "Standard  Practice  for 
Analysis  of  Refonned  Gas  by  Gas 
Chromatography"  (gaseous  fuels)  as 
applicable.  (These  three  methods  are 
incorporated  by  reference  under  §  75.6  of  this 
part.) 

3.3.6.2  GCV  is  the  gross  caloriflc  value 
(Btu/lb)  of  the  fiiel  combusted  determined  by 
ASTM  D2015-91.  "Standard  Test  Method  for 
Gross  Calorific  Value  of  Coal  and  Coke  by  the 
Adiabatic  Bomb  Calorimeter"  for  solid  and 
liquid  fuels,  and  ASTM  D1826-88,  "Standard 
Test  Method  for  Calorific  (Heating)  Value  of 
Gases  in  Natural  Gas  Range  by  Continuous 
Recording  Calorimeter"  for  gaseous  fuels,  as 
applicable.  (These  two  methods  are 
iitcorporated  by  refsrence  under  $  75.6  of  this 
part). 

3.3.6.3  For  affected  units  that  combust  a 
combination  of  fossil  (coal,  oil  and  gas)  and 
nonfossil  (e.g.,  bark,  wood,  residue,  or  refuse) 
fuels,  the  P  or  Fc  value  is  subject  to  the 
Administrator's  approval. 

3.3.6.4  For  affected  units  that  combust 
combinations  of  fossil  fuels  or  fossil  fuels 
and  wood  residue,  prorate  the  F  or  Fc  factors 
determined  by  Section  3.3.5  of  this  appendix 
in  accordance  with  the  applicable  formula  as 
follows: 


f  =  EV<     P,'T.W^i 


l«l 


1-1 


(Eq.  F-8) 
where, 

X  s  Fraction  of  total  heat  input  derived  from 
I     each  type  of  fuel  (e.g.,  natural  gas, 

bitiuninous  coal,  wood). 
Fi  or  (Fc)t  >  Applicable  F  or  Fc  factor  .for  each 

tatA  type  oetennined  in  accordance  with 
{     Section  3.3.5  of  thU  appendix 
n  s  Number  of  fuels  being  combusted  in 

combination. 
3.4    Use  the  (oUowring  equations  to 
calcuble  the  tveFaga  N(X  emission  rate  for 
each  calendar  quarter  (Eq.  F-9)  and  the 
annual  avenge  emiaakm  rata  fiw  each 
calendar  y«ar  (Eq.  P-10)  in  Ib/mmBtu. 


(Eq.F-9) 

where, 

Eq  =  Quarterly  average  NO.  amisaion  rate,  Ybl 

QunBtu. 
Et  >  Hourly  average  No.  emission  rate,  lb/ 

mmBtu. 
n  =  Number  of  hourly  rates  during  calendar 

quarter. 

(Eq.  F-10) 

where, 

E.  =  Annual  average  No.  emission  rate,  lb/ 

mmBtu. 
Ei  =■  Average  hourly  NO.  emission  rate,  lb/ 

mmBtu. 
m  =  Number  of  hours  for  which  Ei  is 

available  in  preceding  calendar  year. 

3.5    Round  all  NO.  emission  rates  to  the 
nearest  0.01  Ib/mmBtu. 

4.  Procedures  for  GO2  Maaa  FmitBiont 

Use  the  following  procediires  to  convert 
continuous  emission  monitoring  S3rstem 
measvrrements  ofCXh  concentration 
(percentage)  and  volumetric  flow  rate  (scfh) 
into  CO2  mass  emissions  (in  tons/day)  when 
the  owner  or  operator  uses  a  GO2  continuous 
emission  monitoring  system  (consisting  of  a 
CO]  diluent  gas  monitor  and  a  flow  monitw) 
to  monitor  CO2  emissions  from  an  affected 
unit. 

4.1  When  00]  concentration  is  measured 
on  a  wet  basis,  use  the  following  equation  to 
calculate  hourly  CO2  mass  emissions  rates  (in 
tons/hr). 

Eb  =  KC;,Q. 
(Eq.  F-11) 

where. 

Ett  =  Hourly  GO2  mass  emissions,  tons/hr. 
K  s  5.7  X 10-^  for  CO3,  (tons/scf)  /^COj. 
Q,  s  Hourly  average  OO2  concentration,  stack 

moisture  basis,  %002. 
Qh  =  Hourly  average  volumetric  flow  rate, 

stack  moisture  basis,  scfh. 

4.2  When  OO2  concentration  is  measured 
on  a  dry  basis,  use  Equation  F-2  to  calculate 
the  hotirly  CXh  mass  emissions  (in  tons/hr) 
with  a  K-value  of  5.7  x  10*^  (tons/sci)%002. 
where  Bb  ^  bouriy  CO2  mass  emissions,  tons/ 
hr  and  Qi^  =  bouriy  average  OOj 
concentratioD  in  flue;  dry  basis,  %G02. 

4.3  Use  the  following  equations  to 
calculate  total  CO3  mass  emissions  for  each 
calendar  quarter  (Equation  P-12  and  for  aadi 
calendar  year  (Equation  F-13). 


■a 


{Bq.F-12) 

when, 

^eM  «  Quarterly  total  CO2  mass  emiasioas. 

tons. 
Eu  B  Hourly  CO3  mass  amissions  (tons/br). 
Hb  K  Number  of  hourly  OO2  mass  emsissians 

avaikbia  during  calendar  quarter. 


£: 


co^ 


4 

=  E 


'CO^ 


(Eq.  F-13) 

where, 

Eco2i>'Annual  total  GO2  mass  emissions, 

tons. 
Boo2<i«Quarterly  total  OO2  mass  emissions, 

tons. 
qsQuarters  for  which  Ecoaii  are  available 

during  calendar  year. 

4.3.1  Whenever  a  valid  hour  of  CO2 
concentration  data  has  not  been  obtained  and 
recorded,  substitute  for  each  hour  in  each 
missing  data  period  the  average  of  the 
lecorded  OOj  concentration  for  the  hour 
Innnediatriy  befrwe  and  the  hour 
immediately  folknving  the  missing  data 
period. 

4.3.2  Whenever  a  valid  hour  of 
vohmMtric  flow  rate  data  has  not  been 
obtained  and  recorded,  use  the  procedure 
specified  in  subpart  D  of  this  put  to  provide 
substitute  dito. 

4.3.3  Whenever  OO2  mass  emissions  data 
have  not  been  measured  and  recorded  far  a 
period  of  72  consecutive  unit  operating  hours 
or  for  at  least  90  percent  of  the  total  luiit 
operating  hours  during  die  calendar  quarter, 
use  the  appropriate  procedures  in  Appendix 
G  to  tlbs  part  to  estimate  OO2  mass  emissions 
from  ihe  aflected  unit 

4.4    For  an  affected  unit,  when  the  owner 
or  operator  is  continuously  monttoring  O2 
concentration  (in  percent  by  volume)  of  fhie 
gases  using  a  dUueot  Oi'mcmitar.  use  th« 
equations  and  procedures  in  section  4.4.1- 
4.4.3  of  this  appendix  to  determine  bouriy 
062  mass  emissions  (in  tons). 

4.4.1    Use  appropriate  F  and  Fc  fiKtors 
frran  section  3JJS  « this  appendix  in  the 
following  aquation  to  determine  hourly 
avwage  OO3  concentration  of  fhie  gases  (in 
percent  by  volume). 


F        20.9 


^2k 


(Bq.F-M) 
Whara. 

OOia-Hoarly  avanga  GOj  coBcantratiBD. 
percant  by  volume,  dry  basis. 
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F,  FcsF-foctor  or  carbon-baMd  Fe-fec»or  firam 

Section  3.3.5  of  this  appendix. 
20.9=peTcentage  of  O}  in  ambient  air. 
Oai^Hourly  average  Oj  concentration, 

percent  by  volume,  dry  basis.Q02 

4.4.2  Determine  GO]  mass  emissions  (in 
tons)  from  hourly  average  CO2  concentration 
(percent  by  volume)  using  Equation  F-11  and 
the  procedures  in  Sections  4.1  and  4.2  of  this 
appendix. 

4.4.3  Whenever  a  valid  hour  of  O2 
conceotntioD  data  has  not  been  obtained  and 
recorded,  iise  the  procedures  in  Sections 
4.3.1-4.3.3  of  this  apfwodix  to  provide 
substitui*  data  far  aM:h  hfour  of  each  missing 
data  period  except  thai  the  phiaae  "GOi 
concentration"  is  replaced  with  "O2 
concentration." 

S.  Prooedaras  far  Haat  Input 

Use  the  following  procedures  to  compute 
heat  input  to  an  affected  unit  (in  mmBtu/hr 
or  mmBtu/day). 

5.1  Calculate  and  record  heat  input  to  an 
affected  unit  on  an  hourly  basis,  except  as 
providad  below  for  natural  gas,  or  for  units 
using  a  common  stack,  the  owner  or  operator 
may  chooce  to  use  the  provisions  specified  in 
S  75.16(e)  in  conjunction  with  the  procadures 
provided  below  to  apportion  heat  input 
among  each  unit  using  the  coounon  stack. 

5.2  For  an  afbdad  unit  that  has  a  flow 
monitor  (or  appcovad  alternate  monitoring 
system  under  subpart  B  of  this  part  for 
measuring  volumetric  flow  rate)  and  a 
diluent  gas  (O2  or  CX^j)  monitor,  use  the 
recorded  data  from  these  monitors  and  (me 
of  the  following  equations  to  calculate  hourly 
heat  input  (In  mmBtu/hr). 

5.2.1    When  measurements  of  OO2 
concentration  are  on  a  wet  basis,  use  the 
following 


Pc«Cvbao-based  F-Pactor,  listed  above  in 

Section  3.3.5  of  this  appendix  for  each 

fiiel,  scf/mmBtu. 
%CX>M=Hourly  concentration  of  OOi,  %00j 

dry  basis. 
%H2C>=Moisture  content  of  gas  in  the  stack. 

percent. 
5.2.3    When  measurements  of  O2 
concentration  are  on  a  wet  basis,  use  the 
following  equation: 


m  ^  Q^- — 

"  F^      100 


(Eq.P-t5) 

where, 

HIsHourly  heat  input,  mmBtu/hr. 

Qi^Hourly  arerage  volumetric  flow  rate,  wet 

basis,  sdh. 
Fc«CarfooB-basad  P-factor,  listed  in  Section 

3.3.5  of  this  appendix  for  each  fuel,  scf/ 

mmBtu. 
%G02««Ho(ir)y  ooDcentration  of  CO2. 

percent  CXDi  wet  basis. 
5.2.2    Whan  measurenunts  of  CX)i 
concentrations  are  on  a  dry  basis,  use  the 
following  equation: 


m-Q, 


(100-%/r. 


o-%/r,o)ir%coJ 

lOOF.     \\   100  J 


(Eq.  P-16) 

where 

Hl=Hourly  heat  input.  mmBtu/hr. 
Qk^Hoarly  avanfa  voluMtrlc  flow  lala,  wet 
basis,  tdh. 


%iipi  -  %o^  1 


20.9 


(Eq.P-17} 

where 

HI=Hourly  heat  input,  mmBtu/hr. 

Qw=Hourly  average  voliunetric  flow  rate,  wet 

basis,  scfh. 
F=Dry  basis  F-Factor.  listed  above  in  Section 

3.3.5  of  this  appendix  for  each  fuel,  dscf/ 

mmBtu. 
%Oiw=Hourly  concentration  of  Oj,  percent 

O2  wet  basis. 
%H2CNHourly  average  stack  moisture 

content,  percent  by  volume. 
5.2.4    When  measurements  of  Oj 
coQcantratioD  are  on  a  dry  basis,  use  the 
following  equation: 


«/-<?. 


(100  -  %H^Oi 


lOOF 


C0.9  -  %OJ 


20.9 


HIo  =  Wo 


10* 


(Eq.  F-18) 

where. 

HI:=Hourly  heat  Input.  mmBtu/hr. 

Qw=Hourly  average  volumetric  flow,  wet 

basis,  scfh. 
F=Dry  basis  F-factor,  listed  above  in  Section 

3.3.5  of  this  appendix  for  each  foel,  dscf/ 

mmBtu. 
•AHiOMoisture  content  of  Ae  stack  gas, 

percent.  « 

%02d=Hourly  concentration  of  Oi.  percent 

O]  dry  basis. 

5.3  Whenever  a  valid  hour  of  flow  data 
has  not  been  obtained  and  recorded,  uaa  tba 
procedures  specified  in  subpart  D  of  this  part 
to  provide  substitute  data. 

5.4  Whenever  a  valid  hour  of  diluent  (Oi 
or  CO2)  concentration  data  has  not  been 
obtained  and  recorded,  substitute  for  eadi 
hour  in  each  missing  data  period  the  average 
of  the  recorded  diluent  gas  (Oj  or  CO2) 
percantagfB  concentration  far  the  hour 
immediately  before  and  the  hour 
immediately  following  the  missing  data 
period. 

5.5  For  a  gas-fired  or  oil-fired  unit  that 
does  not  have  a  flow  monitor  and  is  using  the 
procedures  specified  in  appendix  D  to  ttiis 
part  to  monitor  SOz  emisaioBS  or  far  any 
affected  unit  using  a  common  stack  far  which 
the  owner  or  oparatar  ihooaas  to  detaonbia 
heat  input  by  fua)  aanpUag  mA  analyiia.  uaa 
the  followiag  praoeducas  to  cakukla  houriy 
(or,  when  combusting  natural  gM.  daily)  haat 
input  in  mmBtu/hr  or  mmBtu/day. 

5.5.1    %yhan  tha  unit  ta  oombuatfagoU. 
use  the  (btlowing  equation  to  cakulata 
hourly  beat  input 


(Eq.  F-19) 

where, 

HIo>Hourly  heat  Input  firoro  oil,  imnBtu/hr. 

Ma>Mass  of  oil  consumed  per  hour,  as 
determined  using  procedures  in 
appendix  D  of  this  part,  in  lb,  tons,  or 
kg. 

GCV««Groas  calorific  value  of  oil.  as 
maaauiad  daily  by  ASTM  0240-67 
(Reapptovwl  19»1),  ASTM  D2015-«l,  or 
ASTM  D2382-aa.  Btu/unit  mass 
(incxirpantad  by  reference  under  fT&A 
of  this  part). 

lOMiloovenlan  (tf  Btu  to  ounBtn. 

S.5.2    When  the  unit  is  combusting 
natiiral  gas.  uaa  tba  ftrilowing  aquation  to 
calculate  haat  input  from  natural  gas  for  eadi 

24-hoar  period. 
Hl,<l,GC:V, 
(Eq.  F-20) 

where, 

HIc-Daily  heat  input  from  natural  g»s. 

mmBtu/day. 
QgsFlow  or  ^nwwint  of  natural  gas  combusted 

during  24-hour  period,  million  cubic 

feet 
GCVgsGross  calorific  value  of  natural  gM.  «• 

verified  by  the  contractual  supplier  using 

ASTM  Dl  826-88,  Btu/cubic  foot 

(Incorporated  by  reference  under  §  7S.6 

of  this  part). 
S.5.3    When  tha  unh  is  combusting  coal, 
use  the  procedures,  methods,  and  equations 
in  sections  5.5.3.1-5.5.3.3  of  this  appendix  to 
determine  the  heat  input  from  coal  for  each 
24-hour  period.  (All  ASTM  methods  are 
incorporated  by  reference  under  $  75.6  of  this 
part) 

5.5.3.1  Perform  coal  sampling  daily 
according  to  section  5.3.2.2  in  Method  19  in 
Appendix  A  to  part  60  of  this  chapter  and 
use  ASTM  Method  D2234-89.  "Standard 
Test  Methods  for  Collection  of  a  Groas 
Sample  of  Coal."  (incorporated  by  raferenoa 
under  $  75.6  of  this  part)  Type  I.  Conditions 
A,  B,  or  C  and  systematic  spacing  for 
sampling. 

5.5.3.2  Use  ASTM  D2013-86,  "Standard 
Method  of  Preparing  Coal  Samples  for 
Anid^sis,"  for  preparation  of  a  daily  coal 
sample  and  analyze  each  daily  coal  sample 
for  gross  calorific  vAlue  using  ASTM  D2015- 
91,  "Standard  Test  Method  for  Gross 
Calorific  Value  of  Coal  and  Coke  by  tha 
Adiabatic  Bomb  Calorimeter."  (Both  ASTM 
methods  are  incorporated  by  reference  under 
$75.6  of  this  part) 

On-line  coal  analyBis  may  also  be  used  if 
the  on-line  analytkal  instrument  has  been 
demonatiatod  to  ba  equivalent  to  tba 
appUcririe  ASTM  raethoda. 

5.5.3.3  Cfekolala  tlia  haat  input  from  coal 
using  tiie  following  aquation: 


GCV, 

ta  m  it - 

*       •    500 
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(Bq.  F-21) 

where, 

HIc=DaiIy  heat  input  from  coal,  mmBtu/day. 

Mc=Ma8S  of  coal  consvuned  per  day,  as 

measured  and  recorded  in  company 

records,  tons. 
OCVc=Gross  calorific  value  of  coal  sample,  as 

measured  by  ASTM  03176-69.  or 

D2015-91,  Btu/lb. 
SOO=€onversion  of  Btu/lb  to  mmBtu/ton. 

6.  Procedure  for  Omvartiag  Volumetric  Flow 
teSTP 

Use  the  following  equation  to  convert 
volumetric  flow  at  actual  temperature  and 
pressure  to  standard  temperature  and 

pressure. 

PsTP=FAciu»i(TsKj/Tsi«a)(PsuKk/Psuj) 
(Eq.  F-22) 

where, 

FsTP=Fluo  gas  volumetric  flow  rate  at 

standard  temperature  and  pressure,  scfh. 
FAct<>ai=Flue  gas  volumetric  flow  rate  at  actual 

temperature  and  pressure,  acfh. 
Tst<i=Standard  temperature=68  degrees  F. 
Tsuck=Flue  gas  temperature  at  flow  monitor 

location,  degrees  F. 
Pstack=The  absolute  flue  gas 

pressure=barometric  pressure  at  the  flow 

monitor  location  -f  flue  gas  static 

pressure,  inches  of  Hg. 
Psc<t=Standard  pressure=29.92  inches  of  Hg. 

Appendix  G  to  Part  7S— Determination  of 
COjEmiasHuu 

1.  Applicability 

The  procedures  in  this  appendix  may  be 
used  to  estimate  CO2  mass  emissions 
discharged  to  the  atmosphere  (in  tons/day)  as 
the  sum  of  CO2  emissions  from  combustion 
and,  if  applicable,  CO2  emissions  from 
sorbent  used  in  a  wet  flue  gas  desulfurization 
control  system,  fluidized  bed  boiler,  or  other 
emission  controls. 

2.  Procedurea  for  EstimatiDg  GO2  Emissions 
From  Combustion 

Use  the  following  procedures  to  estimate 
daily  CO2  mass  emissions  from  the 
combustion  of  fossil  fuels.  The  optional 
procedure  in  section  2.3  of  this  appendix 
may  also  be  used  for  an  affected  gas- fried 
unit.  For  an  affected  unit  that  combusts  any 
nonfossil  fuels  (e.g.,  bark,  wood,  residue,  or 
refuse),  either  use  a  CO2  continuous  emission 
monitoring  system  or  apply  to  the 
Administrator  for  approval  of  a  unit-specific 
method  for  determining  OCh  emissions. 

2.1    Use  the  follovdng  equation  to 
calculate  daily  COj  mass  emissions  (in  tons/ 
day)  from  the  combustion  of  fossil  fuels. 


Wo2  =  Molecular  weight  of  oxygen  (32.0) 
Wc  =  Carbon  burned,  lb/day,  determined 
using  average  weekly  hiel  analysis  by 
AST^  03178-89  for  coal;  or  determined 
by  the  percentage  of  carbon  in  oil  frmn 
the  ultimate  analysis  of  oil,  or  computed 
based  upon  ASTM  03238-90  and  either 
ASTM  02502-87  or  ASTM  02503-82 
(Reapproved  1987)  for  oil;  or  computed 
based  on  ASTM  01945-91  or  ASTM 
01946-90  for  gas;  and  weekly  fuel  feed 
rates  from  company  records  for  all  fuels 
(these  six  methods  are  incorporated  by 
reference  under  §  75.6  of  this  chapter)^ 
2.2    For  an  affected  coal-fired  unit,  the 
estimate  of  daily  COj  mass  emissions  given 
by  Equation  G-1  may  be  adjusted  to  account 
for  carbon  retained  in  the  ash  using  the 
procedures  in  either  section  2.21-2.23  or 
Section  2.24  of  the  appendix. 

2.2.1  Determine  the  ash  content  of  the 
weekly  sample  of  coal  using  ASTM  D3174- 
89  "Standard  Test  Method  far  Ash  in  the 
Analysis  Sample  of  Coal  and  Coke  From 
Coal"  (incorporated  by  reference  under  $  75.6 
of  this  part). 

2.2.2  Sample  and  analyze  the  carbon 
content  of  the  fly-ash  according  to  ASTM 
031 78-89,  "Standard  Test  Methods  for 
Carbon  and  Hydrogen  in  the  Analysis  Sample 
of  Coal  and  Coke"  (incorporated  by  reference 
under  §  75.8  of  this  part). 

2.2.3  Discount  the  estimate  of  daily  OOj 
mass  emissions  from  the  combustion  of  coal 
given  by  Equation  G-1  by  the  percent  carbon 
retained  in  the  ash  using  the  following 
equation: 


w. 


CO, 


(Eq.  G-1) 

Where, 

Wcn2  -  OCh  emitted  from  combustion,  tons/ 

day. 
MWc  «  Molecular  weight  of  carbon  (12.0). 


appendix,  the  o%imer  or  operator  of  an 
B^cted  gas-fired  unit  may  use  the  following 
equation  and  records  of  daily  gas-fired  unit 
may  use  the  following  equation  and  records 
of  daily  heat  input  to  estimate  daily  GO2 
mass  emissions  (in  tons). 


'KCM 


W. 


ca 


^co2\  (A%]  (C%) 

uw,  jiioojuooj 


uw, 

(Eq.  G-2) 


'OCMl 


where, 

Wnco2  =  Net  CO2  mass  emissions  discharged 

to  the  atmosphere,  tons/day. 
Wco2  =  Daily  CO2  mass  emissions  calculated 

by  Equation  G-1,  tons/day. 
MWcoz  =  Molecular  weight  of  carbon  dioxide 

(44.0). 
MWc  =  Molecular  weight  of  carbon  (12.0). 
A%  =  Ash  content  of  the  coal  sample, 

percent  by  weight. 
C%  =  Carbon  content  of  ash,  percent  by 

weight. 
WcoAL  =  Feed  rate  of  coal  from  company 

records,  tons/day. 
2.2.4    The  daily  CO2  mass  emissions  from 
combusting  coal  may  be  adjusted  to  account 
for  carbon  retained  in  the  ash  using  the 
following  equation: 

IVnco2  =  .99  Wco2 
(Eq.G-3) 

where, 

Wnco2  =  Net  OO2  mass  emissions  frtun  the 

combustion  of  coal  discharged  to  the 

atmosphere,  tons/day. 
.99  =  Average  fraction  of  coal  converted  into 

CO2  upon  combustion. 
Wco2  =  Daily  CO2  mass  emissions  from  the 

combustion  of  coal  calculated  by 

Equation  G-1  tons/day. 
2.3    In  lieu  of  using  the  procedures, 
methods,  and  equations  in  Section  2.1  of  this 


w. 


CO, 


V  2000  , 


(Eq.G-l) 

where, 

Wco2  emitted  from  combustion,  tons/day. 

Pc  >  Carbon-based  F-foctor,  1,040  scf/mmBtu 

for  natural  gas;  1,420  scf/mm/btu  far 

crude,  residual,  or  distillate  oil. 
H  s  Daily  heat  input  in  mmBtu.  as  reported 

in  company  records. 
Uf  s  1/385  scf  COz/lb-mole  at  14.7  psia  and 

68  "F. 

3.  Piocedui  w  for  Eitimetiag  COa  EmiMtone 
FromSortwnt 

When  the  affected  unit  has  a  wet  flue  gas 
desulfurization  system,  is  a  fluidized  bed 
boiler,  or  uses  other  emission  contnris  with 
soibent  injection,  use  either  a  CUj 
continuous  emission  monit(»ing  system 
(consisting  of  a  GO2  diluent  gas  monitor  and 
a  flow  monitor)  or  use  the  procedures, 
methods,  and  equations  in  sections  3.1-3.2  of 
this  appendix  to  determine  daily  CO2  mass 
emissions  from  the  sorbent  (in  tons). 

3.1    When  limestone  is  the  sorbent 
material,  use  the  equations  and  procedures  in 
either  section  3.1.1  or  3.1.2  of  this  appendix. 

3.1.1    Use  the  following  equation  to 
estimate  daily  OO3  mass  emissions  from 
sorbent  (in  tons). 


MW. 


SEco,  =  ^c^  ^u  j^ 


COi 


CaCO. 


(Eq.  G-5) 

where, 

SEco3=C03  emitted  from  soibent,  tons/day. 

yfacxa^CaCOi  used,  tons/day. 

Frsl.OO,  the  calcium  to  sulfur  stoichiometric 

ratio. 
MWcoi^Molecular  weight  of  carbon  dioxide 

(44). 
MWcico3=Molecular  weight  of  calcium 

carbonate  (100). 
3.1.2    in  lieu  of  using  Equation  G-5,  any 
owner  m  operator  who  operates  and 
maintains  a  certified  SO2  continuous 
emission  monitoring  system  (consisting  of  an 
SO2  pollutant  fxmoentration  monitor  and  an 
Oi  or  GO2  diluent  gas  monitor),  far  measuring 
and  recording  SO2  emission  rate  (in  lb/ 
mmBtu)  at  the  outlet  to  the  emission  controls 
and  who  uses  the  applicable  procedures, 
methods,  and  equations  in  $  75.15  of  this  part 
to  estimate  the  SOi  emissions  removal 
efficiency  of  the  emission  controls,  may  use 
the  following  equation  to  estimate  daily  CO3 
mass  emissions  from  soibent  (in  tons). 
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W^    MW, 


SEco,  =  F. 


'SOi 


COi 


2000   UW, 


». 


3.0.4.  Procedura  {or  ffflS-Tracsable 
Certification  of  CompreHed  Gaa  Working 
Standanls  Used  for  Calibration  and  Audit  of 
Continuous  Source  Emiuion  Monitors 
(Revised  Traceability  Protocol  Na  1) 


GEq.G-6) 

where. 

SEsOOi  emitted  firom  sorbent,  tons/day. 

MWctM=MolecuUr  weight  of  carbon  dioxide 

(44). 
MWso2*Molecular  weight  of  sulfur  dioxide 

(64). 
WsoJ*Sulfur  dioxide  removed,  lb/day,  based 

on  applicable  procedures,  methods,  and 

equations  in  $  75.15  of  this  part. 
F.=1.0.  the  raif^m"  to  tulfur  stoichiometric 

ratio. 
3.2    When  a  aotbaot  material  other  than 
limestone  is  used,  modify  the  equations, 
methods,  and  procsdures  in  Section  3.1  of 
this  appendix  as  follows  to  estimate  daily 
CO2  mass  emissions  from  sorbent  (in  tons). 

3.2.1  Determine  a  site-specific  value  for 
F,.  defined  as  the  ratio  of  the  number  of 
moles  of  COj  released  upon  capture  of  one 
mole  of  SO2.  using  methods  and  procedures 
satisCMrtory  to  the  Administrator.  Use  this 
value  of  F.  (instead  of  1.0)  in  either  Equation 
G-5  or  Equation  C-6. 

3.2.2  When  using  Equation  G-5,  replace 
MWc«coi.  the  molecular  weight  of  calcium 
cartionate.  with  the  molecular  weight  of  the 
sorbent  material  that  participates  in  the 
reaction  to  capture  SO2  and  that  releases  CO2. 
and  replace  Wc^oj.  the  amount  of  calcium 
carbonate  used  (in  tons/day),  with  the 
amount  of  sorbent  material  used  (in  tons/ 
day). 

4.  Procedures  for  Estimating  Total  CO2 
Emissions 

When  the  affected  unit  has  a  wet  flue  gas 
desulfurization  system,  is  a  fluidized  bed 
boiler,  or  uses  other  emission  controls  with 
sorbent  injection,  use  the  following  equation 
to  obtain  total  daily  CO2  mass  emissions  (in 
tons)  as  the  sum  of  combustion-related 
emissions  and  sorbent-related  emissions. 

W,=Wcoi*SEco2 
(Eq.C-7) 

where, 

Wr=E$timated  total  COi  mass  emissions, 

tons/day. 
Wco2=C02  emitted  from  fuel  combustion, 

tons/ day. 
SEco2=C02  emitted  fit>m  sorbent,  tons/day. 

Appendix  H  t*  Psft  7S— Revisad 
Traceability  Piotocal  Na.  1 

This  appendix  consists  of  section  3.0.4  of 
the  Quality  Assurance  Handbook  for  Air 
Pollution  Measurement  Systems.  Vol.  3,  U.S. 
Environmental  Protection  Agency  (revised  6/ 
9/87).  The  Quality  Assurance  Handbook  may 
be  obtained  from  the  Methods  Research  and 
Development  Division.  MD  7»-A. 
Atmospheric  Research  Exposure  and 
Assessment  Laboratory.  U.S.  Environmental 
Protection  Agency,  Research  Triangle  Park, 
North  Carolina  27711. 
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4.0    General  Information 

4.0.1    Purpose  and  Scope  of  the  Procedure 

Section  3.0.4  describes  a  procedure  far 
assaying  the  concentration  of  gaseous 
pollutant  concentration  standards  and 
certifying  that  the  assay  concentrations  are 
traceable  to  an  authoritative  reformce 
concentration  standard.  This  procedure  is 
recommended  for  certifying  the  local 
working  concentration  standards  required  by 
the  pollutant  monitoring  regulations  of  40 
CFR  Part  60'-^  for  the  calibration  and  audit 
of  continuous  source  emission  monitors.  The 
procediue  covers  certification  of  compressed 
gas  (cylinder)  standards  for  CO,  CO2.  NO, 
NO2,  and  SOj  (Procedure  Gl). 
4.0.2    Reference  Standards 

Part  60  of  the  monitoring  regulations  '-^ 
require  that  working  standards  used  for 
calibration  and  audit  of  continuous  source 
emission  monitors  be  traceable  to  either  a 
National  Bureau  of  Standards  (NBS)  gaseous 
Standard  Reference  Material  (SRM  or  a  NBS/ 
EPA-approvod  Certified  reference  material 
(CRM)  ^.  Accordingly,  the  reSerence  standard 
used  for  assaying  and  certifying  a  working 
standard  for  these  purposes  must  be  an  SRM, 
a  CRM,  or  a  suitable  intermediate  standard 
(see  the  next  paragraph).  SRM  cylinder  gas 
standards  available  from  NBS  are  listed  in 
Table  7.2  at  the  end  of  subsection  4.0.  A 
ciurent  list  of  CRM  cylinder  gases  and  CRM 
vendors  is  available  from  the  Quality 
Assurance  Division  (MD-77),  Environmental 
Monitoring  Systems  Laboratory.  U.S.  EPA. 
Research  Triangle  Park.  NC  27711. 

The  EPA  regulations  define  a  "traceable" 
standard  as  one  which". . .  has  been 
compared  and  certified,  either  directly  or  via 
not  more  than  one  intermediate  standard,  to 
a  primary  standard  such  as  a  . . .  NBS 
(gaseous)  SKM  or  . . .  CRM"*-*.  CertificaHon 
of  a  working  standard  directly  to  an  SRM  or 
CRM  primary  standard  is.  of  course, 
prefeired  and  recommended  because  of  the 
lower  error.  However,  an  intermediate 
reference  standard  is  permitted,  if  necessary. 
In  particular,  a  Gas  ManufacUtrer'B 
Intermediate  Standard  (see  subsection 
4.0.2.1)  that  has  been  referenced  directly  to 
an  SRM  or  a  CRM  according  to  Procedure  Gl 
is  an  acceptable  intermediate  standard  and 
could  be  used  as  the  reference  standard  on 
that  basis.  However,  purchasers  of 
commercial  gas  standards  referenced  to  an 
intermediate  standard  such  as  a  GMIS  should 
be  aware  that,  according  to  the  above 
definition,  such  a  standard  would  have  to  be 
used  directly  for  calibration  or  audit  Since 
a  second  intermediate  standard  is  not 
permitted,  such  a  standard  could  not  be  used 


■s  a  refisrence  standard  to  certify  other 
standards. 

4.0.2.1    Ga$  Manufactunr't  IntermaaiatB 
Standard  (GhOS).  A  GMIS  is  a  compressed 
(cylinder)  gas  standard  that  has  been  assayed 
with  direct  reference  to  an  SRM  or  CRM  and 
certified  according  to  Procedure  Gl ,  and  also 
meets  the  following  requiramentr 

1.  A  candidate  GMIS  must  be  assayed  a 
minimum  of  three  (3)  times,  uniformly 
spaced  over  a  three  (3)  month  period. 

2.  Bach  of  the  three  (or  more)  assays  must 
be  within  1.0  percent  of  the  mean  of  the  three 

(or  more)  assay*. 

3.  The  difiarence  between  the  last  assay 

and  the  first  assay  must  not  exceed  1.5 
percent  of  the  mean  of  the  three  (or  more) 

assays. 

4.  The  GMIS  must  be  recertified  every 
diree  months,  and  the  reassay  must  be  within 
1.5  percent  of  the  previous  certified  assay. 
The  recertified  concentration  of  the  GMIS  is 
the  mean  of  the  previous  certified 
concentration  and  the  reassay  concentration. 

4.0. 2. 2    Becertification  of  Reference 
Standards.  Recertification  requirements  for 
SRMs  and  CRMs  are  specified  by  NBS  and 
NBS/EPA,  respectively.  See  4.0.2.1  for  GMIS 
recertification  requirements. 
4.0J    Using  the  Procedure 

The  assay/certification  procedure 
described  here  is  carefully  designed  to 
minimize  both  systematic  and  random  errore 
in  the  assay  process.  Therefore,  the 
procedure  should  be  carried  out  as  closely  as 
pKJSsible  to  the  way  it  is  described.  Similarly, 
the  assay  apparatus  has  been  specifically 
designed  to  minimize  errors  and  should  be 
configured  as  closely  as  possible  to  the 
design  specified.  Good  laboratory  practice 
should  be  observed  in  the  selection  of  inert 
materials  (e.g.  Teflon,  stainless  steel,  or  glass, 
if  possible)  and  clean,  non-contaminating 
components  for  use  in  portions  of  the 
apparatus  in  contact  with  the  candidate  or 
reference  gas  concentrations. 
4.0.4    Certification  Documentation 

Each  assay/certification  must  be 
documented  in  a  vnitten  certification  report 
signed  by  the  analyst  and  containing  at  least 
the  following  information: 

1.  Identification  number  (cylinder 
number). 

2.  Certified  concentration  of  the  standard, 
in  ppm  or  mole  percent. 

3.  Balance  gas  in  the  standard  mixture. 

4.  Cylinder  pressure  at  certification. 

5.  Date  of  the  assay/certification. 

6.  Certification  eviration  date  (see 
4.0.6.3). 

7.  Identification  of  the  reference  standard 
used:  SRM  number,  cylinder  number,  and 
concentration  for  an  SRM;  cylinder  number 
and  concentration  for  a  CRM  or  GMIS. 

8.  Statement  that  the  assay/certification 
was  performed  according  to  this  section 
3.0.4. 

9.  Identification  of  the  laboratory  where  the 
standard  was  certified  and  the  analyst  who 
performed  the  certification. 

10.  Identification  of  the  gas  analyzer  used 
for  the  certification,  including  the  make, 
model,  serial  number,  the  measurement 
principle,  and  the  date  of  the  last  multipoint 
calibration. 
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11.  All  analyzer  readings  used  during  the 
assay/certification  and  the  calculations  used 
to  obtain  the  reported  certified  value. 

12.  Chronological  record  of  all 
certifications  &v  the  standard. 

Certification  concentrations  should  be 
reported  to  3  significant  digits.  Certification 
documentation  should  be  maintained  for  at 
least  3  years. 

4.0.5    Certification  Label 

A  label  or  tag  bearing  the  information 
described  in  items  1  through  9  of  subsection 
4.0.4  must  be  attached  to  each  certified  gas 
cylinder. 

4.0.6    Assay/Certification  of  Compressed 
Gas  (Cylinder)  Standards 

4.0.6.1    Aging  of  newly-prepared  gas 
standards.  Freshly  prepared  gas  standard 


concentrations  and  newly  filled  gas  cylinders 
must  be  aged  before  being  assayed  and 
certified.  S02  concentrations  contained  in 
steel  cylinders  must  be  aged  at  least  15  days; 
other  standards  must  be  aged  at  lea»t  4  days. 

4.0.6.2    Stability  test  for  reactive  gas 
standards.  Reactive  gas  standards,  including 
nitric  oxide  (NO),  nitrogen  dioxide  (NO2), 
sulfur  dioxide  (SO2).  and  carbon  monoxide 
(CO),  that  have  not  been  previously  certified 
must  be  tested  for  stability  as  follows: 
Reassay  the  concentration  at  least  7  days  after 
the  first  assay  and  compare  the  two  assays. 
If  the  second  assay  differs  from  the  fint  assay 
by  1.5%  or  less,  the  cylinder  may  be 
considered  stable,  and  the  mean  of  the  two 
assays  should  be  reported  as  the  certified 
concentration.  Otherwise,  age  the  cylindtar 


for  a  week  or  more  and  repeat  the  test,  using 
the  second  and  third  assays  as  if  they  were 
the  first  and  second  assays.  Cylinders  that  are 
not  stable  may  not  be  sold  and/or  used  for 
calibration  or  audit  purposes. 

4.0.6.3    Recertification  of  compressed  gps 
standards.  Compressed  gas  standards  must 
be  recertified  according  to  this  section  3.0.4 
within  the  time  limits  specified  in  Table 
7.1^^^.  The  reassay  concentration  must  be 
within  5%  of  the  previous  certified 
concentration.  If  not.  the  cylinder  must  be 
retested  for  stability  (subsection  4.0.6.2).  The 
certified  concentration  of  a  recertified 
standard  should  be  reported  as  the  mean  of 
all  assays,  unless  a  clear  trend  or  substantial 
change  suggests  that  previous  assays  are  no 
longer  valid. 


Table  7.1.— RECCRnncAnoN  Limits  for  Compressed  Gas  Standards 


PoNutant 


Balance  gas 


Concentration  range 


Maxknum  monttw  unH 

racefflficeilon  for  cylnder 

matarW 


AlorSS 


Ottwr 


Ca«t)on  monoxide  

Nitric  oxkle „ 

Soltuf  dioxide , .... 

Nitrogen  dioxide ».. 

Cait)on  dioxide 

Oxygen „ 

SuHur  dioxide  and  cartxxi  dioxide 

Propane  

Others  not  spedficaHy  listed 


Niorah- 

Nj 

Nj 

Nioralr 
Njorair 

N, 

N, 

Nioralr 


i  5  ppm  

2  10  ppm 

2 10  ppm  ...„„...„„....,...„......„„„ 

2  10  ppm  „ 

2  300  ppm 

2  2  percent  „.. 

2  200  ppm  SOi,  10  peiceni  COi 
2  5  ppm  „ 


18 
16 
18 

6 
18 
18 
18 
18 

6 


6 
6 
6 
6 
18 
18 
6 
6 
6 


4.0.6.4    Minimum  cylinder  pressure.  No 
compressed  gas  cylinder  standard  should  be 
used  when  its  gas  pressure  is  below  700  kPa 
(100  psi),  as  indicated  by  the  cylinder 
pressure  gauge. 

4.0.6.5    Assay/certification  of  multi- 
component  compressed  gas  standards. 
Prooedure  Cl  may  be  used  to  assay  and 
certify  individual  components  of  multi- 
component  gas  standards,  provided  that  none 
of  the  components  other  than  the  component 
being  assayed  cause  a  detectable  response  on 
the  analyzer. 

4.0.7    Analyzer  Calibration 

4.0.7.1    Basic  analyzer  calibration 
requirements.  The  assey  procedure  described 
in  this  section  3.0.4  employs  a  direct  ratio 
referencing  technique  that  inherently  corrects 
for  minor  analyzer  calibration  variations 
(drift)  and  DOES  NOT  depend  on  the 
absolute  accuracy  of  the  analyzer  calibration. 
What  is  required  of  the  analyzer  is  as  follows: 

1)  it  must  have  a  linear  response  to  the 
pollutant  of  interest  (see  subsection  4.0.7.5), 

2)  it  must  have  good  resolution  and  low 
noise,  3)  its  response  calibration  must  be 
reasonably  stable  during  the  assay/ 
certification  process,  and  4)  all  assay 
concentration  measurements  must  fall  within 
the  calibrated  response  range  of  the  analyzer. 

4.0.7.2    Analyzer  multipoint  calibration. 
The  gas  analyzer  used  for  the  assay/ 
certification  must  have  had  a  multipoint 
calibration  within  3  months  of  its  use  when 
used  with  this  procedure.  This  calibration  is 
not  used  to  quantitatively  interpret  analyzer 
readings  during  the  assay/certification  of  the 
candidate  gas  because  a  more  acciu^te,  direct 


ratio  comparison  of  the  candidate 
concentration  to  the  reference  standard 
concentration  is  used.  However,  this 
multipoint  calibration  is  necessary  to 
establish  the  calibrated  range  of  the  analyzer 
and  its  response  linearity. 

The  multipoint  calibration  should  consist 
of  analyzer  responses  to  at  least  5 
concentrations,  including  zero, 
approximately  evenly  spaced  over  the 
concentration  range.  Analyzer  respionse  units 
may  be  volts,  millivolts,  percent  of  scale,  or 
other  measurable  analyzer  response  units. 
The  upper  range  limit  of  the  calibrated  range 
is  determined  by  the  highest  calibration  point 
used.  If  the  analyzer  has  a  choice  of 
concentration  ranges,  the  optimum  range  for 
the  procedure  should  be  selected  and 
calibrated.  Plot  the  calibration  points  and 
compute  the  linear  regression  slope  and 
intercept.  See  subsection  4.0.7.5  for  linearity 
requirements  and  the  use  of  a  mathematical 
transformation,  if  needed.  The  intercept 
should  be  less  than  1  {)ercent  of  the  upper 
concentration  range  limit,  and  the  correlation 
coefHcient  (r)  should  be  at  least  0.999. 

4.0.7.3    Zero  and  span  check  and 
adjustment.  On  each  day  that  the  analyzer 
will  be  used  for  assay/certification,  its 
response  calibration  must  be  checked  with  a 
zero  and  at  least  one  span  concentration  near 
the  upper  concentration  range  limit.  If 
necessary,  the  zero  and  span  controls  of  the 
analyzer  should  be  adjusted  so  that  the 
analyzer's  response  (i.e.  calibration  slope)  is 
within  about  ±5  percent  of  the  response 
indicated  by  the  most  recent  multipoint 
calibration.  If  a  zero  or  span  adjustment  is 
made,  allow  the  analyzer  to  stabilize  for  at 


least  an  hour  or  more  befiore  beginning  the 
assay  procedure,  since  some  analyzers  drift 
for  a  period  of  time  following  zero  or  span 
adjustment.  If  the  analyzer  is  not  in 
continuous  operation,  turn  it  on  and  allow  it 
to  stabilize  for  at  least  12  houn  before  the 
zero  and  span  check. 

4.0.7.4    Pollutant  standard  for  multipoint 
calibration  and  zero  and  span  adjustment. 
The  pollutant  standard  or  standards  used  for 
multipoint  calibration  or  zero  and  span 
checks  or  adjustments  must  be  obtained  from 
a  compressed  gas  standard  certified  traceable 
to  an  NBS  SRM  or  a  NBS/EPA  CRM 
according  to  Procedure  Gl  of  this  section 
3.0.4.  This  standard  need  not  be  the  same  as 
the  reference  standard  used  in  the  assay/ 
certification.  The  zero  gas  must  meet  the 
requirements  in  subsection  4.0.8. 

4.0. 7.5    Linearity  of  analyzer  response. 
The  direct  ratio  assay  technique  used  in 
Procedure  Gl  requires  that  the  analyzer  have 
a  linear  res(x>nse  to  concentration.  Linearity 
is  determined  by  comparing  the  quantitative 
difference  between  a  smoothly-drawn 
calibration  curve  based  on  all  calibration 
points  and  a  straight  line  drawn  between  zero 
and  an  upper  refmence  point  (see  Figure  1). 
This  difference  is  measured  in  concentration 
units,  parallel  to  the  concentration  axis,  from 
a  point  on  the  calibration  curve  to  the 
corresponding  point  for  the  same  response  on 
the  straight  line. 

For  the  general  linearity  requirement,  the 
straight  line  is  drawn  between  zero  and  the 
highest  calibration  point  (Figure  la). 
Linearity  is  then  acceptable  when  no  point 
on  the  smooth  calibration  curve  deviates 
fit»n  the  straight  line  by  more  than  1.5 
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peicent  of  the  vahie  of  tha  highest  calibration 
concentratioii.  An  alternetive  linearity 
requirement  is  defined  on  the  basis  of  the 
actual  reference  and  candidate 
concentrations  to  be  used  for  the  assay.  In 
this  case,  the  reference  and  candidate 
concentrations  are  plotted  on  the  calibration 
curve,  and  the  straight  line  is  drawn  from 
rero  to  the  reference  concentration  and 
extrapolated,  if  necessary,  beyond  the 
candidate  concentration  (Figure  lb).  The 
deviation  of  the  smooth  calibration  curve 
from  the  straight  line  at  the  candidate 
concentration  point  then  must  not  exceed  0.8 
percent  of  the  value  of  the  reference 
concentration.  This  latter  specification  may 
allow  the  use  of  an  analyzer  having  greater 
nonlinearity  when  the  reference  and 
candidate  concentrations  are  nearly  the  same. 

For  analyzers  having  an  inherently  non- 
linear response,  the  response  can  usually  be 


linearized  with  a  simple  mathematical 
transformation  of  the  response  values,  such 
as  R'=square  root(R)  or  R'»log(R).  where  R*  Is 
the  transformed  response  value  and  R  is  tha 
actual  analyzer  response  value.  Using  the 
transformed  response  values,  the  multipoint 
calibration  should  meet  one  of  the  above 
linearity  requirements  as  well  as  the 
requirements  for  intercept  and  correlation 
coefTicient  given  in  subsection  4.0.7.2. 

4.0.8    Zero  Gas 

Zero  gas  used  for  dilution  of  any  candidate 
or  reference  standard  should  be  clean,  dry, 
zero-grade  air  or  nitrogen  containing  a 
concentration  of  the  pollutant  of  interest 
equivalent  to  less  than  0.5  percent  of  the 
analyzer's  upper  range  limit  concentration. 
The  zero  gas  also  should  contain  no 
contaminant  that  causes  a  detectable 
response  on  the  analyzer  or  that  suppresses 


or  enhances  the  analyzer's  response  to  tha 
pollutant  The  oxygen  content  of  zero  air 
should  be  the  same  ••  that  of  ambient  air. 

4.a9    Accuracy  Assessment  of 
Commercially  Available  Standards 

Periodically,  tha  USBPA  %vill  assess  the 
accuracy  of  commercially  available 
compressed  gas  standards  that  have  been 
assayed  and  certified  according  to  this 
section  3.0.4.  Accuracy  will  be  assessed  by 
EPA  audit  analysis  of  representativa  actual 
commercial  standards  obtained  via  an 
anonymous  agent.  The  accuracy  audit  resulte, 
identifying  the  actual  gas  manufecturers  or 
vendors,  will  be  published  as  public 
information. 

MUJNO  CODE  SiSO-SO-M 
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Cor>etntr«t>o«»  &^1*rtnet 
between  uiibraiion  curve 
and  ttraight  line  mutt 
not  exceed  1 .5%  of 
Cm,,  et  *ny  pornt 
between  0  and        y 
Cm,.  X 


Concentration 
points 


Smooiti  calibration 
curve  bated  on  an 
C»<)brat>on 
points 


Concentration 
at  highest 
libration 
point  (Cm»,) 


Cencantration.  ppm  or  ptreent 


a)  General  linearity  requirement 


Concentration  difference 
between  caiityation 
curve  and  straight  dne 
at  candidate 

concentration  point     \. 
mutt  not  exceed  0.8%     ji^ 
of  the  re»erer»ce 
eorKeniration 


Smooth  calibration 
curve  bated  on  all 
calibration  points 


a    . 


1 

c 


Reference 

concentration 


Straight  line 
between  zero 
and  reference 
COTKentration 


CorKentration  difference 
between  calibration 
Curve  and  straight  lirte 
at  candidate  corKentration 
point  must  not 
exceed  0.8%  of  the 
ref  ererKe  corKentration 


Smooth  calibration 
curve  bated  on  all 
calibration  points 


Candidate 
cortcentration 


CoMcantratwn.  ppm  or  parcant 


Straight  iir>c  between  zero  and 
reference  concentration  extrapolated 
to  beyond  the  candidate  concentration 


X 


Conctntratien.  ppm  or  parctnt 


b)  Aiwmative  linearitY  requirement 


Fiflure  1.    Illustration  of  linearity  requirements. 
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Table  7^— NBS  SRM  Reference 
Gases 


SMiHDi 


2627  ~. 


1993 


2829-. 
t«83b. 
1«8«>. 
tfiSn. 

tseeb. 

WKft. 
2630-. 
2631 
26S3-. 

2664_ 

cvOO  •-»■ 

20oB  *«> 
2612a- 
2613a- 
2614a- 
1677c- 
2636-.. 
1678c.. 
1679c.. 
2636-.. 
1680c- 
1681C- 
2637-.. 
2636-.. 
2639  — 
2640..- 
2641  _. 
2642..- 
2657.-. 

2669-.. 
1603 -. 
1694-.. 
1661a. 
1662a.. 
1683a. 
1864a. 
1686 ... 
1870  _. 
1871-. 
1872-. 
2832- 
2833  — 
2634- 
2819a. 
2720a. 


tip* 


Sppm. 
lOppm. 
20|ipm. 
eOpfWL 
100  pim. 
2S0ppm. 
SOOppm. 
1000  ppm. 
1600  pfMn. 
3000  piim. 
280  ppm. 
500  ppm. 
1000  pom. 
2S0Op|i>n. 
10  ppm. 

20  ppm. 
45  ppm. 
10  ppm. 
25  ppm. 
SO  ppm. 
100  ppm. 
260  ppm. 
500  ppm. 
1000  ppm. 
2S00ppm. 
SOOOppm. 
1  paicant 
2paioanL 
4  pafcam. 
8  paicanL 
2peiC0nL 
lOpaicanL 

21  pamnL 
50  ppm. 
100  ppm. 
500  ppm. 
1000  ppm. 
1600  ppm. 
2500  ppm. 
3500  ppm. 
330  ppm. 
340  ppm. 
350  ppm. 
300  ppm. 
400  ppm. 
800  ppm. 

a5i 

1.0 1 


Table  7.2.— NBS  SRM  Reference 
Oases— Conlinued 


2821a. 
2822a. 

2823a. 
2824a. 
282Sa. 
2828a. 

1874b. 
187Sb. 
1866b. 
1886b. 
1687b. 
t668b. 
1680b. 
2643... 
2644... 
2646.. 
2648.. 
2647... 
2648.. 
2649.. 
2650.. 


T>P* 


COiMi-. 

C(VNi-. 

CQ»»I,- 

CO.^- 

COiMi~ 

COiMi- 

CQiMi 

CQiMt 

CsH.^Air 

CsHi/Air 

CHifAir 

CIVAIr 

CHiMIr 

CHaMi 

CH^h 

CHtMa 

CH.M, 

C»VN> 

C}H«Mi 

CiHWN} 

C»VN, 


1.5 1 
2.01 
2.8) 
3.01 

as  I 

4.01 
7.0 1 
14.01 
3ppm. 
10  ppm. 
SO  ppm. 
100  ppm. 
500  ppm. 
100  ppm. 
260  ppm. 
500  ppm. 
1000  ppm. 
2500  ppm. 
SOOOppm. 
1  paicanL 
2perc8nL 


NBS-SnM  cydniten  cerMn  innaanua)^  870  ■»•  tt 
OM  M  STP. 

^or  trlUbaiy.  oonMct  OHIm  01  Sundwd  RitarwiM 
MMirHH.  OwmMiy  Buidixi,  «<»"  8311.  NTO, 
QMawralMfg.  MMytwid  20eM.  (301)  975-«77e.  (FTS  879- 
•776). 

4.1    iYtxedura  Gt :  Assay  and  Certification 
of  a  Compressed  Gas  Standard  Without 
Dilution 

4.1.1    Applicability 

This  procedure  may  be  used  to  assay  the 
concentration  of  a  candidate  compressed  gas 
(cylinder)  pollutant  standard,  based  on  the 
concentration  of  a  compressed  gas  (cylinder) 
reference  standard  of  the  same  pollutant 
compound,  and  certify  that  the  assayed 
concentration  thus  established  for  the 
candidate  standard  is  traceable  to  the 
reference  standard.  The  procedure  employs  a 
pollutant  gas  analyzer  to  compare  the 
candidate  and  reference  gas  concentrations 
by  direct  measurement — without  dilution  of 
either  gas — to  minimize  assay  error. 

4.1.2    Limitations 


1.  The  ooncantntkn  of  th«  candidate  gas 
■landard  most  be  between  0.3.  and  1.3  times 
the  cot>centration  of  the  reference  gas 
standard. 

2.  The  analyzer  muat  have  a  calibrated 
range  capable  of  directly  measuring  both  the 
candidate  and  the  reference  gas 
concentrations. 

3.  The  analyzer's  response  (or  transformed 
response)  must  be  linear  vrith  respect  to 
concentration. 

4.  The  halaPT"  gas  in  both  the  candidate 
and  reference  standards  must  be  identical, 
unless  it  can  be  shown  that  the  analyzer  is 
insensitive  to  any  difference  in  the  balance 
gases. 

5.  A  source  of  clean,  dry  zero  gas  is 
required. 

4.1.3    Assay  Apparatus 

Figure  Gl  illustrate*  the  relatively  simple 
assay  apparatus.  The  configuration  is 
designed  to  allow  convenient  routing  of  the 
zero  gas  and  undiluted  samples  of  the 
reference  gas  and  candidate  gases,  in  turn,  to 
the  analyzer  for  measurement,  as  selected  by 
three-way  valves  VI  and  V2.  Pressure 
regulators  and  needle  valves  (V3  and  V4) 
control  the  individual  gas  flows.  The 
pollutant  concentrations  are  delivered  to  the 
analyzer  via  a  vented  tee,  which  discharges 
excess  flow  and  insures  that  the  assay 
concentrations  sampled  by  the  analyzer  are 
always  at  a  fixed  (atmospheric)  pressiue.  A 
small,  uncalibrated  rotameter  monitors  the 
vent  flow  to  verify  that  the  total  gas  flow  rate 
exceeds  the  sample  flow  rate  demand  of  the 
analyzer  so  that  no  room  air  is  admitted 
through  the  vent.  Valves  VI  and  V2  could  be 
replaced  by  a  single  four-way  valve  (with  3 
inputs  and  1  output)  or  by  manually  moving 
the  output  connection  to  each  of  the  gases  as 
needed.  See  also  subsection  4.0.3. 
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Figure  Gl.    Suggested  assay  apparatus  for  Procedure  Gl. 
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4.1.4    Analyzer 

See  subsection  4.0.7.1.  The  pollutant  gas 
analyzer  must  have  a  linear  response 
function  and  a  calibrated  range  capable  of 
measuring  the  full  concentration  of  txith  the 
tandidate  and  the  reference  gas  standards 
directly,  vrithout  dilution.  It  must  have  good 
resolution  (readability),  good  precision,  a 
stable  response,  and  low  output  signal  noise. 
In  addition,  the  analyzer  must  have  good 
specificit>'  for  the  pollutant  of  Interest  so  that 
it  has  no  detectable  response  to  any 
contaminant  that  may  be  contained  in  either 
the  candidate  or  reference  gas.  If  the 
candidate  and  reference  gases  contain 
dissimilar  balance  gases  (air  versus  nitrogen 
or  different  proportions  of  oxygen  in  the 
balance  air,  for  example),  the  analyzer  must 
be  proven  to  be  insensitive  to  the  different 
balance  gases.  This  may  be  acccmpHsbed  by 
showing  no  diffsrence  in  analyzer  response 
when  measuring  pollutant  concentrations 
diluted  with  Identical  flow  rates  of  the  two 
balance  gases. 

The  analyzer  should  be  connected  to  a 
suitable,  precision  chart  recorder  or  other 
data  acquisition  device  to  facilitate  graphical 
observation  and  documentation  of  the 
analyzer  responses  obtained  during  the  assay. 

4.1.5    Analyzer  Calibration 

4.1.5.1  Multipoint  calibration.  Soe 
subaections  4.0.7.2  and  4.0.7.4. 

4.1.5.2  Calibration  range.  The  calibrated 
range  of  the  analyzer  must  include  both  the 
candidate  and  reference  gas  concentrations, 
such  that  the  higher  concentration  does  not 
exceed  97  percent  of  the  upper  range  limit, 
and  the  lower  concentration  is  not  below  25 
percent  of  the  upper  range  limit  (assuming  a 
lower  range  limit  of  zero).  Within  these 
limits,  select  a  calibrated  analyzer  range  that 
will  produce  the  highest  analyzer  responses. 

4.1.5.3  Linearity.  The  direct  ratio  assay 
techniqiM  used  in  ^is  procedure  requires 
that  the  analyzer  have  a  linear  response  to 
concentration  (see  subsection  4.0.7.5).  High- 
concentration-range  analyzers  of  the  type  that 
are  required  for  this  procedure  may  not  be 
inherently  linear,  but  they  usually  have  a 
predictable,  non- linear  response 
characteristic  that  can  be  mathematically 
transformed  to  produce  a  sufficiently  linear 
response  characteristic  suitable  for  use  in  this 
procedure.  Any  such  response  transformation 
should  be  verified  by  using  it  for  the 
multipoint  calibration.  Caution  should  be 
exercised  In  using  a  transformed  response 
curve  because  physical  zero  or  span 
adjustments  to  the  analyzer  may  produce 
unexpected  effects  on  the  transformed 
characteristic. 

4.1.5.4  Zero  and  span  adjustment.  See 
subsections  4.0.7.3  and  4.0.7.4.  Prior  to 
carrying  out  the  assay/certification 
procedure,  check  the  calibration  of  the 
analyzer  and,  if  necessary,  adjust  the 
analyzer's  zero  and  span  controls  to 
reestablish  the  response  characteristic 
determined  at  the  most  recent  multipoint 
calibration.  Allow  the  analyzer  to  stabilize 
for  an  hour  ot  more  after  any  zero  or  span 
adjustment  If  there  is  any  doubt  that  a 
transfonnad  responce  chuactaristic  is  still 
linear  fallowing  a  nro  or  span  adjustment, 
verify  UDMrtty  with  ■  multipoint  califantian 


(subsection  4.0.7.2)  using  at  least  3  known 
poltotaDt  concentrations,  including  zero. 

4.1.6  Assay  Gases 

4.1.6.1  Candidate  gas  standard.  See 
subsections  4.0.6  and  4.1.2. 

4.1.6.2  Reference  gas  standard.  See 
subsections  4.0.2, 4.1.2,  and  4.0.8.4.  Select  a 
reference  standard  such  that  the 

'  concentration  of  the  candidate  gas  is  not 
more  than  30  percent  above  nor  less  than  70 
percent  below  the  concentration  of  the 
standard. 

4.1.6.3  Zero  gas.  See  subsection  4.0.8. 
The  zero  gas  should  match  the  balanca  gaa 
used  in  the  cylinder  concentrations. 

4.1.7  Assay  Procedure 

1.  Verify  that  the  assay  apparatiu  la 
properly  configured,  as  described  In 
subsection  4.1.3  and  shown  in  Figure  Gl. 

2.  Verify  that  the  linearify  of  the  analywr 
has  been  checked  within  the  last  3  months 
(see  subsections  4.0.7.2, 4.0.7.5,  and  4.1.4), 
that  the  zero  and  span  are  adjustod  correctly 
(subsection  4.0.7.3),  that  the  candidate  and 
reference  gas  concentrations  are  within  25 
and  97  percent  of  the  upper  range  limit  of  the 
calibrated  measiirement  range  of  the 
analyzer,  and  that  the  analyzer  is  operating 
stably. 

3.  Adjust  the  flow  rates  of  the  three  gases 
(reference,  candidate,  and  zero)  to 
approximately  the  same  value  that  will 
provide  enough  flow  fcr  the  analyzer  and 
sufficient  excess  to  assure  that  no  ambient  air 
will  be  drawn  into  the  vent. 

4.  Conduct  a  triad  of  measurements  with 
the  analyzer.  Each  triad  consists  of  a 
measurement  of  the  zero  gas  concentration,  a 
measurement  of  the  reference  gas 
concentration,  and  a  measurement  of  the 
candidate  gas  concentration.  Use  valves  VI 
and  V2  to  select  each  of  :he  three 
concentrations  for  measurement  For  each 
measurement,  allow  ample  time  for  the 
analyzer  to  achieve  a  stable  response  reading. 
Record  the  stable  analyzer  response  for  each 
measurement  using  the  same  response  units 
(volt,  millivolts,  percent  of  scale,  etc)  used 
for  the  multipoint  calibration  and  any 
transformation  of  the  response  readings 
necessary  for  linearity.  Do  not  translate  the 
response  readings  to  concentration  values  via 
the  calibration  curve  (see  the  footnote 
following  Equation  Cl).  Do  not  make  any 
zero,  span,  or  other  physical  adjustmenta  to 
the  analyzer  during  the  triad  of 
measurements. 

5.  Conduct  at  least  2  additional 
measxuement  triads,  similar  to  step  4  above. 
However,  for  these  subsequent  triads,  change 
the  order  of  the  three  measurements  (e.g. 
measure  reference  gas,  zero  gas,  candidate 
gas  for  the  second  triad  and  zero  gas, 
candidate  gas,  reference  gas  for  the  third 
triad,  etc.). 

6.  If  any  one  or  more  of  the  measin^ments 
of  a  triad  is  Invalid  or  abnormal  for  any 
reason,  discard  all  three  measurements  of  the 
triad  and  repeat  the  triad. 

7.  For  each  triad  of  measurements, 
calculate  the  assay  concantration  of  the 
candidate  gaa  aa  foUowrs: 


Cr   •   C, 


Rr  -   Ri 


Equation  Gl 

where: 

C^  Assay  concentration  of  the  candidate  ps 

standard,  ppm  or  percent; 
Q=Concentration  of  the  reference  gas 

standard,  ppm  or  percent; 
Rc=Stable  response  reading  of  the  analyzer 

for  the  candidate  gas,  analyzer  response 

units;* 
R.-Stable  response  reading  of  the  analyzer 

for  the  zero  gas,  analyzer  response 

imits;* 
Rc*Stable  response  reading  of  the  analyzer 

for  the  reference  gas,  analyzer  response 

imits.* 
'Analyzer  response  units  are  the  imits  used 
to  express  the  direct  response  readings  of  the 
analyzer,  such  as  volts,  millivolts,  percent  of 
scale,  etc.  DO  NOT  convert  these  direct 
response  readings  to  concentration  units  vrith 
the  multipoint  rallbratlon  curve  or  otherwise 
adjust  thmte  readings  except  for 
transformation  necessary  to  achieve  response 
linearity. 

6.  Calculate  the  mean  of  tha  3  (or  more) 
valid  assays.  Calculate  the  percant  difference 
of  each  assay  from  the  mean.  If  any  one  of 
the  assay  values  differs  from  the  mean  by 
more  than  1.5%,  discard  that  assay  value  and 
conduct  another  triad  of  measurements  to 
obtain  another  assay  value.  When  at  least  3 
assay  values  all  agree  %«rithin  1.5%  of  their 
mean,  report  the  mean  value  as  the  certified 
concentration  of  the  candidate  gas  standard. 
For  newly-prepared  reactive  standards,  a 
reassay  at  least  7  days  later  is  required  to 
check  the  stability  of  the  standaitl;  see 
subsection  4.0.6.2. 

4.1 .8  Stabilify  Test  for  Newly-Prepared 
Standards 

See  subsections  4.0.6.1  and  4.0.6.2. 

4.1.9  Certification  Documentation 
See  subsections  4.0.4  and  4.0.5. 

4.1.10  Recertification  Requirements 
Saa  subsections  4.0.6.3  and  4.0.6.4. 
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Appendix  I  of  Part  7S 

(Tliis  appendix  is  reserved.) 
7.  Title  40  is  amended  by  adding  part 
77  to  read  as  follows: 

PART  77-EXCESS  EMISSIONS 

Sac 

77.1  Purpose  and  scope. 

77.2  General 

77.3  OfEwt  plans  for  excess  emissions  of 
sulfur  dioxide. 

77.4  Administrator's  action  on  proposed 
ofbet  plant. 

77.5  Deduction  of  allowances  to  ofbet 
excess  emissions  of  sulfur  dioxide. 

77.6  Penalties  for  excess  emissions  of  sulfur 
dioxide  and  nitrogen  oxides. 

Authority:  42  U.S.C.  7651). 

PART  77-£XCESS  EMISSIONS 

177.1    Purpoee  and  eeope. 

(a)  This  part  sets  forth  the  excess 
emissions  oCbet  planning  and  offset 
penalty  requirements  under  section  411 
of  die  Qean  Air  Act.  42  U.S.C.  7401.  et 
seq.,  as  amended  by  Public  Law  101- 
549  (November  15, 1990).  These 
requirements  shall  apply  to  the  owners 
and  operators  and.  to  the  extent 
applicable,  the  designated 
representative  of  each  affected  unit  and 
affected  source  under  the  Add  Rain 
Program. 

(b)  Nothing  in  this  part  shall  limit  or 
otherwise  affect  the  application  of 
secUons  112(r)(9),  113. 114. 120. 303, 
304,  or  306  of  the  Act.  as  amended.  Any 
allowance  deduction,  excess  emission 
penalty,  or  interest  required  under  this 
part  shall  not  affect  the  liability  of  the 
affected  unit's  and  affected  source's 
owners  and  operators  for  any  additional 


fine,  penalty,  or  assessment,  or  their 
obligation  to  comply  with  any  other 
remedy,  for  the  same  violation,  as 
ordered  under  the  Act 

177.2  General. 
Part  72  of  this  diapter,  including 

§§72.2  (definitions),  72.3 
(measurements,  abbreviations,  and 
Bcronyms).  72.4  (federal  authority).  72.5 
(State  authority).  72.6  (applicability), 
72.7  (new  units  exemp^on),  72.8 
(retired  units  exemption),  72.9  (standard 
requirements),  72.10  (availability  of 
information),  and  72.11  (computation  of 
time),  shall  apply  to  this  part  The 
procedures  fat  appeals  of  decisions  of 
the  Administrator  \mder  this  part  are 
contained  in  part  78  of  this  chapter. 

177.3  Offael  plane  for  exoaaaamlaelena 
olaulfurcHoxMa. 

(a)  Applicability.  The  owners  and 
operators  of  any  affected  unit  that  has 
excess  emissions  of  sulfur  dioxide  in 
any  calendar  year  shall  be  liable  to 
o^et  the  amount  of  such  excess 
emissions  by  an  equal  amount  of 
allowances  fiom  the  unit's  Allowance 
Tracking  System  account 

(b)  Deadline.  Not  later  than  60  days 
after  the  end  of  any  calendar  year  during 
which  an  affected  unit  had  excess 
emissions  of  sulfur  dioxide  (except  for 
any  increase  in  excess  emissions  under 
§  72.91(b)  of  this  diapter),  the 
designated  representative  for  the  unit 
shall  submit  to  the  Administrator  a 
complete  proposed  ofiiset  plan  to  o%et 
those  emissions.  Each  day  after  the  60- 
day  deadline  that  the  designated 
representative  fails  to  submit  a  complete 
proposed  offset  plan  shall  be  a  separate 
violation  of  this  part. 

(c)  Number  of  Plans.  The  designated 
representative  shall  submit  a  proposed 
offeet  plan  for  each  affiscted  unit  with 
excess  emissions  of  sulfur  dioxide. 

(d)  Contents  of  Plan.  A  complete 
proposed  o^et  plan  shall  include  the 
following  elements  in  a  format 
prescribed  by  the  Administrator  for  the 
unit  and  for  the  calendar  year  for  which 
the  plan  is  submitted: 

(1)  Identification  of  the  unit. 

(2)  If  the  unit  had  excess  emissions  for 
the  calendar  year  prior  to  the  year  for 
which  the  plan  is  submitted,  an 
explanation  of  how  and  why  the  excess 
emissions  occurred  for  the  year  for 
which  the  plan  is  submitted  and  a 
description  of  any  measures  that  were  or 
will  be  taken  to  prevent  excess 
emissions  in  the  future. 

(3)  The  amoimt  of  excess  emissions  of 
sulfur  dioxide  (in  tons/year)  for  the  year 
for  which  the  plan  is  submitted  and  the 
number  of  allowances  required  to  be 
deducted  from  the  unit's  Allowance 


Tracking  System  account  to  oBaeA  the 
excess  emissions. 

(4)  At  the  designated  representative's 
option,  the  serial  numbers  of  the 
allowances  that  are  to  be  deducted  from 
the  unit's  Allowance  Tracking  System 
account. 

(5)  Whether  the  allowances  are  to  be 
deducted  immediately  from  the  imit's    ' 
account  or,  if  not.  the  date  on  which 
they  are  to  be  deducted. 

(6)  If  the  proposed  offset  plan  does 
not  propose  a  deduction  of  the  amount 
of  aUowances  under  paragraph  (d)(3)  of 
this  section  from  the  compliance 
subaccount  during  the  year  after  the 
year  for  wiiich  the  plan  is  submitted,  a 
demonstration  that  such  a  deduction 
will  interfere  with  electric  reliability. 


f77.4   Admlnltrtof'a  ecHon  on  propoaed 


(a)  Detamination  of  Completeness. 
The  Administrator  will  determine 
whether  the  proposed  offeet  plan  is 
complete  within  30  days  of  receipt  by 
the  Administrator.  The  offset  plan  shall 
be  deemed  complete  if  the 
Administrator  fails  to  notify  the 
designated  representative  to  the 
contrary  within  30  days  of  receipt  or 
when  the  Administrator  approves  the 
offset  plan  and  deducts  allowances  in 
accordance  with  paragraph  (b)(1)  of  this 
section. 

(b)  Review  of  proposed  offset  plans. 
(1)  If  the  desi^iatea  representative 
submits  a  complete  proposed  offoet  plan 
for  immediate  deduction,  from  the 
imit's  compliance  subaccount,  of  all 
allowances  required  to  offset  excess 
emissions  of  sulfur  dioxide,  the 
Administrator  will  approve  the 
proposed  o^et  plan  without  further 
review  and  will  serve  written  notice  of 
any  approval  on  the  designated 
representative  and  on  any  persons 
entitled  to  written  notice  under 
paragraphs  (g)(2)(i)  (B),  (Q  and  (D)  of 
this  section.  The  Administrator  will  also 
give  notice  of  any  approval  in  the 
Federal  Register.  The  plan  will  be 
incorporatMl  into  the  unit's  Add  Rain 
permit  in  accordance  with  §  72.84 
(automatic  permit  amendment)  and  will 
not  be  subject  to  the  requirements  of 
paragraphs  (d)  throiigh  (k)  of  this 
section. 

(2)  Notwithstanding  paragraph  (b)(1) 
of  this  section,  the  Administrator  may, 
in  his  or  her  discretion,  require  that  the 
proposed  offset  plan  imder  paragraph 
(b)(1)  of  this  section  be  reviewed  under 
paragraphs  (c)  through  (k)  of  this 
section.  The  Administrator  may  exercise 
such  discretion  where  he  or  she 
determines  that  review  of  the  plan  is 
necessary  to  ensure  compliance  with  the 
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emissioos  Umitation  and  raducdon 
goals  or  other  purposes  of  titla  IV  of  the 
Act 

(3)  If  the  dedanatad  repiatantativa 
submits  a  completa  proposed  offMt  plan 
that  does  not  meat  tna  raqniiaments  of 
paragraph  (b)(1)  of  this  section,  the 
Administrator  will  review  the  plan 
under  paragraphs  (c)  through  (k)  of  this 
section. 

(c)  Supplemental  Inft^mation.  (iXi) 
Regardlaw  of  whether  the  proposed 
offset  plan  is  complete  under  paragraph 
(a)  of  this  sectim,  the  Administrate 
may  require  submisncm  of  any 
additional  informati<m  that  the 
Administrator  determines  is  necessary 
to  approve  an  of&al  plan. 

(u)  Such  supplemmtal  informatioa 
may  include,  out  is  not  limited  to: 

(A)  A  descripticm  of  the  measvues  that 
are  ptcyosad  to  be  taken  to  ensure  that 
the  unit  will  have  sufficient  allowances 
to  oflMt  tlia  excess  emlssiaas  and  to 
prevent  excess  emissiona  in  future 
years: 

(B)  A  schedule  of  compliance  with 
appropriate  increments  of  progress  for 
the  proposed  measures;  and 

(C)  A  schedule  for  the  si^mission  of 
progress  reports,  and  supporting 
documentatioo.  describing  actions  takm 
and  actions  remaining  to  be  taken  under 
the  schedule  of  conplianca  and  any 
proposed  adtnstmants  to  the  schedule  of 
compliance. 

(2Ki)  The  designated  representative 
shall  subnet  the  information  required 
imder  paragraph  (cKl)  of  this  section 
within  30  cwjrs  after  he  or  she  is  notified 
of  the  requirement  for  supplemental 
informaticn  onlesa  the  AdministralOT 
allows  for  additiooal  time  to  collect  sod 
submit  the  InformatiaD. 

(ii)  If  the  deaignatod  representative 
fails  to  submit  the  supplemental 
information  vrithin  the  required  time 
period,  the  Administrator  may 
disapprove  the  propoeed  ofEwt  plan. 

ld)Dnft  Offset  Phn.  (1)  After  the 
Administrator  receives  a  complete 
proposed  offset  plan  and  any 
supplemental  information,  the 
Administrator  vrill  prepare  a  draft  offut 
plan  that  incorporates  in  whole,  in  part, 
or  with  changes  or  conditions  as 
appropriate,  the  proposed  offset  plan  or 
disapprove  a  draft  oBami  plan  for  the 
affected  unit.  Regardless  of  whether  the 
Administrator  required  the  submission 
of  the  information  set  forth  In  paragraph 
(c)(1)(ii)  of  this  section,  the  draft  offset 
plan  may  include,  among  other 
requirements  and  conditions  as 
determined  to  be  appropriate  by  the 
Administrator,  the  submission  of 
schedules  of  compliance,  progress 
reports,  and  mcmitorlng  and  other 
information. 


(2)  The  draft  offset  plan  will  be  baaed 
on  the  information  suMnitted  by  the 
designated  repreeentadva  for  the 
affected  unit  and  other  relevant 
information. 

(3)  The  Administrator  will  serve  a 
copy  of  the  draft  ofbet  plan  and  the 
statement  of  basis  on  the  designated 
representativa  of  the  affected  unit. 

(4)  The  Administrator  will  provide  a 
30-day  period  for  public  comment,  and 
opportimity  to  request  a  public  hearing, 
on  the  draft  ofbet  plan  or  disapproval 
of  a  draft  offMt  plm  in  accordance  with 
the  public  notice  required  under 
paragraph  (gMlKiKA)  of  this  section. 

(e)  offset  Plan  Administrative  Record. 
(1)  The  Administrator  will  prepare  an 
administrative  record  for  an  oiraet  plan 
or  disapproval  of  an  offset  plan.  The 
administrative  ncotd  will  contain: 

(i)  The  proposed  offset  plan  and  any 
supporting  or  supplemoital  information 
submitted  by  the  Designated 
representative; 

(ii)  The  draft  offset  plan; 

(iii)  The  statement  of  basis; 

(iv)  Copies  of  all  documents  relied  on 
by  tlM»  Aoministrator  in  approving  or 
disapproving  the  draft  ofuBt  plan 
(including  any  records  of  discussions  or 
confarenoBS  with  owners,  operaton  or 
the  designated  representative  of  the  unft 
or  interested  persons  regarding  the  draft 
offset  plan)  or,  for  any  such  documents 
that  are  readily  available,  a  statement  of 
their  location; 

(v)  Copies  of  all  written  pubUc 
comments  submitted  on  die  draft  ofbet 
plan  or  disapproval  of  a  draft  offset 
plan; 

(vi)  The  record  of  any  pubtic  hearing 
on  the  draft  offset  plan  or  disapproval 
of  a  draft  offset  pkm; 

(vii)  The  offset  plan  approved  by  the 
Administrator  and 

(viii)  Any  response  to  public 
comments  submitted  on  the  draft  offset 
plan  or  disapproval  of  a  draft  ofRset 
plan,  including  any  documents  dted  in 
the  response  and  any  other  documents 
relied  on  by  the  Administrator  or,  for 
any  such  documents  that  are  readily 
available,  a  statement  of  their  location. 

(2)  The  Administrator  will  approve  or 
disapprove  an  offset  plan  within  6 
months  of  receipt  of  a  complete 
proposed  ofbet  plan. 

(n  Statement  of  Basis.  (1)  The 
statement  of  besis  will  brieflv  set  forth 
significant  factual,  legal,  and  policy 
considerations  on  which  the 
Administrator  relied  in  approving  or 
disapproving  the  draft  offset  plan. 

(2)  The  statement  of  basis  will 
include: 

(i)  The  reasons,  and  supporting 
authority,  for  approval  or  disapproval  of 
any  propoeed  offset  plan  that  does  not 


require  deduction  of  allowanoes  during 
the  year  after  the  year  for  which  the 
plan  is  submitted,  including  references 
to  ai^Ucable  statutory  or  regulatory 
provisions  and  to  the  administrative 
record;  and 

(ii)  The  name,  address,  and  telephone 
and  facsimile  number  of  the  EPA  office 
processing  the  approval  or  disapproval 
ofthe  offset  plan. 

(g)  Opportunities  for  Pubbc  Comment 
on  Drah  Offset  Plans. 

(1)  Generally,  (i)  The  Administrator 
will  oive  public  notice  of  the  following: 

(A)  The  draft  offset  plan  or 
disapproval  of  a  draft  offset  plan  and  the 
oppOTtunity  for  public  comment  and  to 
request  a  public  hearing;  and 

(6)  Date,  time,  locatitm,  and 
procedures  for  any  scheduled  hearing 
on  the  draft  offset  plan  or  the 
disapproval  of  a  draft  ofliset  plan. 

(ii)  Any  public  notice  given  under  this 
section  may  be  for  the  approval  or 
disapproval  of  one  or  more  draft  offset 
plans. 

(2)  Methods.  The  Administrator  will 
give  the  public  notice  required  by  this 
section  by> 

(i)  Serving  written  notice  on  the 
following  persons  (except  to  the  extent 
any  such  person  has  waived  his  or  her 
ri^t  to  receive  such  notice): 

(A)  The  designated  representative; 

(B)  The  State  or  local  air  polluticm 
agency  and  any  utility  reguiatwy 
authority  with  jurisdiction  over  the 
owners  of  the  unit  covered  by  the 
proposed  offset  plan; 

(C)  The  State  or  local  air  polhitian 
agency  for  any  contiguous  State  whoee 
air  quality  may  be  affscted  by,  or  for  any 
State  located  within  a  50-mile  radius  of, 
the  unit  covered  by  the  proposed  offset 
plan;  and 

(D)  Any  interested  person. 

(ii)  Giving  notice  by  puUication  in  the 
Federal  EegistBT  ukI  in  a  newspaper  of 
general  cin^ulation  in  the  area  where  the 
imit  is  located  or  in  a  State  publication 
designed  to  give  general  public  notice. 

[zfContents.  Ail  public  notices  issued 
under  this  part  will  contain  the 
following  information: 

(i)  Identification  of  the  EPA  office 
processing  the  approval  ot  disapproval 
of  the  draft  offset  plan  for  which  the 
notice  is  being  given. 

(ii)  Identification  of  the  designated 
representative  for  the  affected  unit. 

(iii)  Identification  of  each  affected 
imit  covered  by  the  propoeed  offset 
plan. 

(iv)  The  amount  of  excess  emissions 
that  must  be  offset  and  the  date  on 
which  the  allowances  are  proposed  to 
be  deducted. 

(v)  The  address  and  office  hours  of  a 
public  location  where  the 
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administrative  record  is  available  for 
public  inspection  and  a  statement  that 
all  information  submitted  by  the 
designated  representative  and  not 
protected  as  confidential  pursuant  to 
section  114(c)  of  the  Act  is  available  for 
public  inspections  as  part  of  the 
administrative  recof  d. 
(vi)  For  public  notice  under  paragraph 

S()(l)(i)(A)  of  this  section,  a  brief 
escription  of  the  public  comment 
procedures,  inchiaing: 

(A)  A  SOnday  public  comment  period 
beginning  the  date  of  publicatitm  of  the 
notice  or.  in  the  case  of  an  extenrion  or 
reopening  of  the  public  comment 
period,  such  perfod  as  the 
Administrator  deems  appropriate; 

(B)  The  address  where  public 
comments  diould  be  sent; 

(C)  Required  formats  and  contents  for 
public  comment; 

03)  An  opportunity  to  request  a  public 
hearing  to  occur  not  earlier  than  15  days 
after  public  notice  is  given  and  the 
location,  date,  time,  and  procedures  of 
any  scheduled  public  hearing;  and 

OE)  Any  other  means  by  wmdi  the 
public  may  participate. 

(4)  Extensions  and  Reopening^  of  the 
Public  Comment  Period.  On  the 
Administrator's  own  motion,  or  on  the 
request  for  any  person,  the 
Administrator  may.  at  his  or  her 
discretion,  extend  or  reopen  the  public 
comment  period  where  he  or  she  finds 
that  doing  so  will  contribute  to  the 
decision-making  process  by  clarifying 
one  or  more  significant  issties  affecting 
the  draft  offset  plan  or  disapproval  of  a 
draft  oSset  plan.  Notice  of  any  such 
extension  or  reopening  will  hie  given 
under  paragraph  (g)(l)(i)(A)  of  this 
section. 

(h)  Public  comments.  (1)  Graieral. 
During  the  public  comment  period,  any 
person  may  submit  written  comments 
on  the  draft  ofbet  plan  or  disapproval 
of  a  draft  offset  nlaia. 

(2)  Form,  (i)  Comments  shall  be 
submitted  in  duplicate. 

(ii)  The  si^mission  shall  clearly 
indicate  the  draft  offset  plan  approval  or 
disapproval  to  which  the  comments 

Uii)  The  submission  shall  clearly 
indicate  the  name  of  tlw  commenter,  his 
or  her  interest,  and  his  or  her  afBliation, 
if  any,  to  ownere  and  operaton  of  any 
imit  covered  by  the  proposed  offset 
plan. 

(3)  Contents.  Timely  coounents  on 
any  aspect  of  a  draft  offset  plan  or 
disapproval  of  a  draft  offMt  plan  will  be 
considered  unless  they  concern  issues 
that  are  not  relevant,  such  as: 

(i)  The  environmental  effiects  of  add 
rain,  add  deposition,  sulfur  dioxide,  or 
nitrogen  oxides  generally;  and 


(ii)  OffMt  plan  approval  prooeduzes  or 
actions  on  odMT  pn^poaed  offMt  plans 
that  are  not  relevant  to  aprooval  or 
disappro^  of  the  draft  offset  plan  in 
question. 

(4)  Persons  who  do  not  wish  to  raise 
issues  on  the  draft  o&et  plan  or  denial 
of  a  draft  o&et  plan,  but  who  wish  to 
be  notified  of  any  subsequent  actions 
concerning  such  matter,  may  so  indicate 
during  the  public  comment  period  or  at 
any  other  tima  The  Administrator  will 
place  their  names  on  a  list  of  interested 
persons. 

(i)  Opportunity  for  PubUc  Hearing.  (1) 
During  the  public  comment  period,  any 
person  may  request  a  p\d)lic  hearing.  A 
request  for  a  puUic  hearing  riiall  be 
made  in  writhig  and  shall  state  the 
issues  proposed  to  be  raised  in  &e 
hearing. 

(2)  On  the  Administrator's  own 
motion  or  on  the  request  of  any  person, 
the  Administrate  may,  at  his  or  her 
discretion,  hold  a  public  hearing 
whenever  the  Adioinistrator  finds  that 
such  a  hearing  will  contribute  to  the 
decision-making  i»ocess  by  clarifying 
one  or  more  siyiificant  issues  affecting 
the  draft  of&et  plan  or  disapproval  of  a 
draft  offset  plan.  Public  hearings  will 
not  be  held  on  issues  under  paragraphs 
(h)(3)  (i)  and  (ii)  of  this  section. 

(3)  During  a  public  hearing  imder  this 
section,  any  person  may  submit  oral  or 
written  comments  concerning  the  draft 
offset  plan  or  disapproval  of  a  draft 
ofbet  plan.  The  Administrator  may  set 
reasonable  limits  on  the  time  allowed 
for  oral  statements  and  will  require  the 
submission  of  written  smnmaries  of 
each  oral  statement. 

(4)  The  Administrator  will  assure  that 
a  record  is  made  of  the  hearing. 

(j)  Response  to  Comments.  (1)  The 
Administrator  will  consider  comments 
on  the  draft  ofEset  plan  or  disapproval 
of  a  draft  o^et  plan  received  during  the 
public  commmit  period  and  any  public 
hearing.  The  Administrate  is  not 
required  to  consider  comments 
otherwise  received. 

(2)  In  approving  or  disapproving  an 
offset  plan,  the  Administrator  will: 

(i)  Identify  any  draft  offset  plan 
provision  or  portion  of  the  statement  of 
basis  ftat  has  been  changed  and  the 
reasons  for  the  change;  and 

(ii)  Briefly  describe  and  respond  to 
relevant  comments  under  paragraph 
(j)(l)  of  this  section. 

(k)  Apfuvval  and  Effective  Date  of 
Excess  Emissions  Offset  Plans.  (1)  After 
the  dose  of  the  public  comment  period, 
the  Administrator  will  approve  an  offset 
plan  requiring  allowance  deductions  in 
an  amount  equal  to  the  unit's  tons  of 
excess  emissions  or  disapprove  an  offset 
plan.  The  Administrator  will  serve  a 


copy  of  any  approved  offset  frfaa  and 
the  respanse  to  comment  on  the 
desipiated  representative  far  the 
affe^ed  unit  involved  and  serve  wrrittan 
notioe  of  the  approval  or  disapproval  of 
the  offset  ploi  tm  any  persons  who  are 
entitled  to  vnitten  notioe  under 
paragraphs  (gX2)(i)  (B).  (C),  and  (D)  of 
this  sedion.  The  A(hniniatrator  will  also 
give  notice  in  the  Federal  lagMer. 

(2)  The  Administrator  will  approve  an 
offset  plan  requiring  deduction  firom  the 
imit's  compliance  subaccount,  by 
Deoember  31  of  the  year  after  the  year 
for  which  the  repol  is  submitted,  of  all 
allowances  necessary  to  ofbet  the 
excess  emissions  except  to  the  extent 
the  designated  representative  of  the  unit 
demonstrates  that  such  a  deduction  will 
interfere  with  electric  relial^Uty. 

(3)  Upon  approval  of  the  offset  plm 
by  the  Administrator,  the  offset  plan 
will  be  incorporated  into  die  Add  Rain 
permit  in  accordance  with  §  72.84 
(automatic  permit  amendment)  and 
shall  supersede  any  inconsistent 
provision  of  the  permit. 

|77^    Deduction  of  aMoDvancee  to  offaal 
exceea  amiseiona  of  auNur  dtoxMa. 

(a)  The  Administrator  will  dedud 
allowances  to  ofis^  excess  emissions  in 
accordance  with  the  oCEset  plan 
approved  under  §  77.4(b)  (1)  or  (k)  or  in 
accordance  with  $  72.91(b)  of  this 
chapter. 

(b)  The  designated  representative 
shall  hold  encwgh  allowances  in  the 
appropriate  compliance  subaccoimt  to 
cover  the  deductions  to  be  made  in 
accordance  with  paragraph  (a)  or 
paragraph  (c)  of  this  section. 

(c)  If  the  designated  r^resentative 
does  not  submit  a  timely  and  complete 
proposed  ofbet  plan,  or  if  the 
Administrator  disapproves  a  proposed 
ofbet  plan  under  §  77.4  (c)  or  (k),  the 
Administrator  will  immediately  dedud 
allowances,  from  the  unit's  compliance 
subaccount  on  a  first-in,  first-out  basis 
in  accordance  with  §  73.35(cK2)  of  this 
chapter,  equal  to  the  amoimt  of  the 
unit's  excess  emissions  of  sulfur 
dioxide. 

(d)  If  a  compliance  subaccount  does 
not  contain  adequate  allowances  to 
offset  the  excess  emissions,  the 
Administrator  will  dedud  the  required 
allowances  whenever  allowances  are 
recorded  to  that  account 


(a)  If  excess  emissions  of  sulfur 
dioxide  or  nitrogen  oxides  ocoir  at  an 
affieded  unit  during  any  year,  the 
owners  and  operators  of  the  afhded 
imit  riiall  pay,  without  demand,  an 
excess  emissions  penalty,  as  calculated 
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under  paragraph  (b)  of  this  section. 
Such  payment  shall  be  submitted  to  the 
Administrator  no  later  than  60  days 
after  the  end  of  any  year  during  which 
excess  emissions  occurred  at  an  affected 
unit  or.  for  any  increase  in  excess 
emissions  of  sulfur  dioxide  determined 
after  ad)\istments  made  under  §  72.91  (b) 
of  this  chapter,  by  July  31  of  the  year  in 
which  the  adjustments  are  made.  Each 
day  after  the  applicable  deadline  that 
the  payment  is  not  submitted  shall  be  a 
separate  violation  of  this  part. 

(b)  Penalty  Formula.  (1)  The  following 
formulas  shall  be  used  to  determine  the 
excess  emissions  penalty: 

Penalty  for  excess  emissions  of  sulfur 

dioxide=52000/ton  x  annual  adjustoient 
fKtor  X  tons  of  excess  emissions  of 
Bulfiir  dioxide. 

Penalty  far  excess  emissions  of  nitrogen 
oxidess$2000/ton  x  annual  adjustment 
factor  X  tons  of  excess  maissions  of 
nitrogen  oxides. 

(i)  The  annual  adjustment  factor  will 
be  calculated  as  follows: 

Annual  adixutment  factor>1-f 

{|CPUyear)-CPl(1990)J/CPI(1990)} 

where: 

(A)  "CPl(year)"  is  the  Consumer  Price  Index 
as  defined  in  $  72.2  of  this  chapter  and 
"year"  is  the  year  in  which  the  unit  had 
excess  emissions. 

(B)  "CPI(1990)"  is  the  Consumer  Price  Index 

for  1990,  as  defined  in  §  72.2  of  this 
chapter. 

(ii)  The  Administrator  will  publish 
the  annual  adjustment  factor  in  the 
Federal  Register  by  October  15  of  each 
year  beginning  in  1995. 

(2)  The  penalty  may  be  rounded  to  the 
nearest  dollar  after  completing  the 
calculation  in  paragraph  (b)(l)(i)  of  this 
section. 

(3)  The  penalty  for  excess  emissions 
of  sulfur  dioxide  shall  be  paid 
separately  from  the  payment  for  excess 
emissions  of  nitrogen  oxides.  Each 
payment  shall  be  accompanied  by  a 
document,  in  a  format  prescribed  by  the 
Administrator,  indicating  the  unit  for 
which  the  payment  is  made,  whether 
the  payment  is  for  excess  emissions  of 
sulfur  dioxide  or  nitrogen  oxides,  the 
nimiber  of  tons  of  excess  emissions,  the 
penalty  amount,  and  the  check  or 
money  order  number  of  the  payment. 

(c)  If  an  excess  emissions  penalty  due 
under  this  part  is  not  paid  on  or  before 
the  applicable  deadline  under  paragraph 
(a)  of  this  section,  the  penalty  shall  be 
sul^ect  to  interest  charges  in  accordance 
with  the  Debt  Collection  Act  (31  U.S.C. 
3717).  Interest  shall  begin  to  accrue  on 
the  date  cm  which  the  Administrator 
maik.  to  the  denignated  representative 
of  the  unit  with  exoees  mnissions.  a 
demand  notioe  fcr  the  payment. 


(d)(1)  Except  for  wire  transfers  made 
in  accordance  with  paragraph  (d)(2)  of 
this  section,  payments  of  penalties  shall 
be  made  by  money  order,  cashier's 
check,  certified  check,  or  U.S.  Treasury 
check  made  payable  to  the  "U.S.  EPA." 

(2)  Payments  made  under  paragraph 
(cMD  of  this  section  shall  be  mailed  to 
the  following  address,  unless  the 
Administrator  has  notified  the 
designated  representative  of  a  different 
address:  U.S.  EPA:  Headquarters 
Accounting  Operati(ms  Branch,  Add 
Rain  Excess  Emissions  Penalties,  P.O. 
Box  952491.  St.  Louis.  MO  63195-2491. 

(3)  Payments  of  penalties  of  $25,000 
or  more  may  be  made  by  wire  transfer 
to  the  U.S.  Treasury  at  the  Federal 
Reserve  Bank  of  New  York. 

(e)  If  the  Administrator  determines 
that  overpayment  has  been  made,  he  or 
she  will  rehmd  the  overpayment 
without  interest,  as  promptly  as 
administratively  possible. 

(0  Excess  emissions  in  any  year 
resulting  directly  from  an  order  issued 
in  that  year  under  section  110(f)  of  the 
Act  shall  not  be  subject  to  the  penalty 
payment  requirements  of  this  section; 
provided  that  the  designated 
representative  of  any  unit  subject  to 
such  order  shall  advise  the 
Administrator  within  30  days  of 
issuance  of  the  order  that  the  order  will 
result  in  such  excess  emissions. 

8.  Title  40  is  amended  by  adding  part 
78  to  read  as  follows: 

PART  78— APPEAL  PROCEDURES 
FOR  ACID  RAIN  PROGRAM 

Sec 

78.1  Purpose  and  scope. 

78.2  General. 

78.3  Petition  for  administrative  review  and 
request  for  evidentiary  hearing. 

78.4  Filings. 

78.5  Limitation  on  filing  or  presenting  new 
evidence  and  raising  new  issues. 

78.6  Action  on  petition  for  administrative 
review. 

78.7  Stays  ofcontestad  Add  Rain 
requirements  {>ending  ap(>eal. 

78.8  Consolidation  and  severance  of 
appeals  proceedings. 

78.9  Notice  of  the  filing  of  petition  for 
administrative  review. 

78.10  Ex  parte  communications  during 
pendency  of  a  hearing. 

78.11  Intervenors. 

78. 1 2  Standard  of  review. 

78.13  Scheduling  orders  and  pre-hearing 
conferences. 

78.14  Evidentiary  hearing  procedure. 

78.15  Motions  in  evidentiary  hearings. 

78.16  Record  of  appeal  proceeding. 

78.17  Proposed  findings  and  conclusions 
and  supporting  brief. 

78.18  Proposed  decision. 


Sm:. 

78.19  Interlocutory  appeal. 

78.20  Appeal  of  decision  of  Administrator 
or  proposed  decision  to  the 
Environmental  Appeals  Board. 

Authority:  42  U.S.C.  7601  and  7651.  et. 
seq. 

PART  78-APPEAL  PROCEDURES 
FOR  ACID  RAIN  PROGRAM 

I7S.1    Purpoea  and  scopa. 

(a)  This  part  shall  govern  appeals  of 
any  decision  of  the  Administrator  under 
the  Acid  Rain  Program  that,  in  the 
absence  of  an  administrative  appeal, 
will  be  final  agency  action;  Drovided 
that  matters  listed  in  §  78.3(d)  and 
interim  decisions,  such  as  draft  Add 
Rain  permits  or  proposed  alternative 
monitoring  systems,  may  not  be 
appealed. 

(b)  The  dedsions  of  the  Administrator 
that  may  be  appealed  indude  but  are 
not  limited  to: 

(1)  Under  part  72  of  this  chapter, 
(i)  The  determination  of 

incompleteness  of  an  Add  Rain  permit 
application; 

(ii)  The  issuance  or  denial  of  an  Add 
Rain  permit  and  approval  or 
disapproval  of  a  compliance  option  by 
the  Administrator; 

(iii)  The  approval  or  disapproval  of  an 
early  ranking  application  for  Phase  I 
extension  under  §  72.42  of  this  chapter. 

(iv)  The  final  determination  of 
whether  a  technology  is  a  qualified 
repowering  technology  under  S  72.44  of 
this  chapter; 

(v)  The  issuance  or  denial  of  a  written 
exemption  for  new  units  or  retired  imits 
under  §§  72.7  and  72.8  of  this  chapter; 

(vi)  The  approval  or  disapproval  of  a 
permit  revision; 

(vii)  The  dedsion  on  the  deduction  or 
return  of  allowances  under  §§  72.41. 
72.42,  72.43.  72.44.  72.91(b).  and  72.92 
(a)  and  (c)  of  this  chapter;  and 

(viii)  The  failure  to  issue  an  Acid  Rain 
permit  in  accordance  with  the  deadline 
under  §  72.74(b)  of  this  chapter. 

(2)  Under  part  73  of  this  chapter, 

(i)  The  dedsion  on  a  claim  of  error  in 
a  transfer  recordation; 

(ii)  The  dedsion  on  the  allocation  of 
allowances  from  the  Conservation  and 
Renewal  Energy  Reserve; 

(iii)  The  deasion  on  the  allocation  of 
allowances  under  regulations 
implementing  sections  404(e),  405(g)(4). 
405(i)(2),  and  410(h)  of  the  Act; 

(iv)  The  dedsion  on  the  allocation  of 
allowances  under  part  73,  subpart  F  of 
this  chapter. 

(v)  The  dedsion  on  the  sale  or  return 
of  allowances  and  transfer  of  proceeds 
under  part  73.  subpart  E;  and 

(vi)  The  decision  on  the  deduction  of 
allowances  under  $  73.35(b)  of  this 
chapter. 
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(3)  Under  part  75  of  this  chapter, 
(i)  The  decisioD  on  a  petition  for 

approval  of  an  alternative  monitoring 
system: 

(ii)  The  approval  or  disapproval  of  a~ 
monitoring  system  certification  or 
recartification; 

(iii)  The  finalization  of  annual 
emissions  data,  including  retroactive 
adjustment  based  on  audit; 

(iv}  The  determination  of  the 
percentage  of  emissions  reduction 
achieved  by  qualifying  Phase  I 
technology;  and 

(v)  The  determination  on  the 
acceptability  of  parametric  missing  data 
procedures  for  a  unit  equipped  with 
add-on  controls  for  sulAir  dioxide  and 
nitrogen  oxides  in  accordance  %vith  part 
75  of  this  diapter. 

(4)  Under  part  77  of  this  chapter,  the 
determination  of  incompleteness  of  an 
offset  plan  and  the  approval  or 
disapproval  of  an  ofbet  plan  under 

§  77.4  of  this  chapter  and  the  deduction 
of  allowances  under  §  77.5(c)  of  this 
chapter. 

(c)  In  order  to  appeal  a  decision  under 
paragraph  (a)  of  this  section,  a  person 
shall  file  a  petition  for  administrative 
review  with  the  Environmental  Appeals 
Board  under  §  78.3.  The  Environmental 
Appeals  Board  will,  consistent  with 
§78.6,  either: 

(1)  Issue  an  order  deciding  the  appeal; 
or 

(2)  Where  there  is  a  disputed  issue  of 
fact  material  to  the  contested  portions  of 
the  decision,  refer  the  proceeding  to  the 
Chief  Administrative  Law  Judge,  who 
will  designate  an  Administrative  Law 
Judge  to  conduct  an  evidentiary  hearing 
to  decide  the  disputed  issue  of  fact.  If 
the  proposed  decision  is  contested  or 
the  Environmental  Appeals  Board 
decides  to  review  the  proposed 
decision,  the  Environmental  Appeals 
Board  will  issue  an  order  deciding  the 
appeal. 

(d)  Questions  arising  at  any  stage  of  a 
proceeding  that  are  not  addressed  in 
this  part  will  be  resolved  at  the 
discretion  of  the  Environmental  Appeals 
Board  or  the  Presiding  Officer. 

$78,2   GwteraL 

Part  72  of  this  chapter,  including 
sections  72.2  (definitions),  72.3 
(measurements,  abbreviations,  and 
acronyms),  72.4  (federal  authority),  72.5 
(State  authority),  72:6  (applicability), 
72.7  (new  units  exemption),  72.8 
(retired  luiits  exemption).  72.9  (standard 
requirements),  72.10  (availability  of 
information),  and  72.11  (computation  of 
time),  shall  apply  to  this  part. 


$783    PetMon  for  administrative  review 
and  request  for  evidentiary  tteering. 

(a)(1)  The  following  persons  may 
petition  for  administrative  review  of  a 
decision  of  the  Administrator  that  is 
made  under  parts  72,  75.  and  77  of  this 
chapter  and  that  is  appealable  imder 
§78.1(a)  of  this  part: 

(i)  The  designated  representative  for 
the  unit  covered  by  the  decision; 

(ii)  The  authorized  accoimt 
representative  for  an  account  covered  by 
the  decision;  and 

(iii)  Any  interested  person. 

(2)  The  following  persons  may 
petition  for  administrative  review  of  a 
decision  of  the  Administrator  that  is 
made  imder  part  73  of  this  chapter  and 
that  is  sppealabte  under  $  78.1(a): 

(i)  The  authorized  account 
representative  for  any  Allowance 
Tracking  Sjrstem  account  covered  by  the 
decision;  and 

(ii)  With  regard  to  the  decision  on  the 
allocation  of  allowances  from  the 
Conservation  and  Renewable  Energy 
Reserve,  the  certifying  official  whose 
application  is  covered  by  the  decision. 

(b)(1)  Within  60  days  following 
issuance  of  a  dedsion  under  §  78.1  of 
this  part  by  the  Administrator,  any 
person  under  paragraph  (a)  of  this 
section  may  file  a  petition  with  the 
Environmental  Appeals  Board  for 
administrative  review  of  the  decision.  If 
no  petition  for  administrative  review  of 
a  decision  under  §  78.1  of  this  part  is 
filed  within  such  period,  the  decision 
shall  become  final  agency  action. 

(2)  The  petition  may  include  a  request 
for  an  evidentiary  hearing  to  resolve  any 
disputed  issue  of  material  feet 
concerning  the  decision. 

(3)  At  the  same  time  that  the  petition 
for  administrative  review  is  filed,  the 
petitioner  shall: 

(i)  Serve  a  copy  of  the  petition  on  the 
designated  representative  or  authorized 
account  representative  under  paragraph 
(a)(1)  and  (2)  of  this  section  (unless  the 
designated  representative  or  authorized 
account  representative  is  the  petitioner) 
and  the  Administrator;  and 

(ii)  Mail  a  notice  of  the  petition  to  the 
persons  entitled  to  written  notice  imder 
§  72.65(b)(l)(ii),  (iii).  and  (iv)  of  this 
chapter. 

(c)  The  petition  for  administrative 
review  under  this  part  shall  state  Mrith 


'  (1)  EacE  material  factual  and  l^al 
issue  alleged  to  be  in  dispute  and  any 
such  factual  issue  for  which  an 
evidentiary  hearing  is  sought; 

(2)  A  clou  and  concise  statement  of 
the  nature  and  scope  of  the  interest  of 
the  petitioner: 

(3)  A  clear  and  concise  brief  in 
support  of  the  petition,  explaining  why 


the  factual  or  legal  issues  are  material 
and,  if  an  evidentiary  hearing  is 
requested,  why  direct  and  cross- 
examination  of  witnesses  is  necessary  to 
resolve  such  factual  issues; 

(4)  If  an  evidentiary  bearing  is 
requested,  the  time  estimated  to  be 
necessary  for  an  evidentiary  hearing: 

(5)  If  an  evidentiary  bearing  is 
requested,  a  certified  statement  that,  in 
the  event  of  an  evidentiary  hearing,  and 
without  cost  or  expense  to  any  other 
party,  any  of  the  following  persons  shall 
be  available  to  appear  and  testify: 

(i)  The  petitioner,  and 
(ii)  Any  officer,  director,  employee, 
consultant,  or  agent  of  the  petitioner. 

(6)  Specific  references  to  the 
contested  portions  of  the  decision; 

(7)  Any  revised  or  alternative  action 
of  the  Administrator  sought  by  the 
petitioner  as  necessary  to  implement  the 
requirements,  purposes,  or  policies  of 
title  IV  of  the  Act;  and 

(8)  Identification  of  any  portion  of  the 
decision  that  the  petitioner  beUeves 
should  be  stayed  pending  resolution  of 
the  appeal. 

(d)  In  no  event  shall  a  petition  for 
administrative  review  be  filed,  or  review 
be  available  under  this  part,  with  regard 
to: 

(1)  A  decision  under  part  73  of  this 
chapter  to  which  the  claim  of  error 
procedure  applies,  but  for  which  no 
claim  of  error  notification  was 
submitted,  under  part  73  of  this  chapter; 

(2)  Any  provision  or  requirement  of 
parts  72,  73,  75.  or  77  of  this  chapter 
and  regulations  implementing  sections 
407  and  410  of  the  Act,  including  any 
standard  requirement  imder  $  72.9  of 
this  chapter  and  any  emissions 
monitoring  or  reporting  requirements 
underpart  75  of  this  chapter: 

(3)  Tne  reliance  by  the  Administrator 
on  a  certificate  of  representation 
submitted  by  a  designated 
representative  or  a  certification 
statement  submitted  by  an  authorized 
account  representative  under  the  Add 
Rain  Program;  and 

(4)  Actions  of  the  Administrator 
under  sections  112(r).  113. 114. 120. 
301.  and  303  of  the  Act 

$78.4    Filings. 

(a)  All  original  filings  made  under  this 
part  shall  be  signed  by  the  perstm 
making  the  filing  or  by  an  attorney  or 
authorized  representative.  Any  filings 
on  behalf  of  owners  and  operators  of  an 
affected  unit  or  afiacted  source  shall  be 
signed  by  the  designated  representative. 
Any  filings  on  behalf  of  persons  writh  an 
interest  in  allowances  in  a  general 
account  shall  be  signed  by  the 
authorised  account  rqwesentstive.  The 
name,  address,  telsphoDe  number,  and 
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tactimile  number  of  the  iMrson  making 
the  fiUng  ihall  be  provided  with  the 

fUilML 

(bXl)  All  data  and  information 
refBrred  to,  or  in  any  way  relied  upon, 
in  any  filings  made  under  this  part  shall 
be  indudeoin  full  and  may  not  be 
incorporated  by  rafsrence,  unless  the 
data  or  information  is  contained  in  the 
administrative  record  for  the  decision 
being  appealed. 

(2rNofwith8tanding  paragraph  (bMD 
of  this  section,  State  or  fedwal  statutes, 
regulations,  and  judicial  decisions 
published  in  a  national  reporter  system, 
officially  issued  EPA  documents  of 
general  applicability,  and  any  other 
publicly  and  generally  available 
refiarence  material  may  be  incorporated 
by  refiarence.  Any  person  incorporating 
such  materials  by  reference  shall 
provide  copies  of  the  materials  as 
instructed  by  the  Environmental 
Appeals  Bo^  cff  the  Presiding  Officer. 

(3)  If  any  part  of  any  fiUng  is  in  a 
foreign  language,  it  shall  be 
accompanied  by  an  English  translation 
verified  by  the  person  making  the 
translation,  under  oath,  to  be  complete 
and  accurate,  together  with  the  name, 
address,  and  a  brief  statement  of  the 
qualifications  of  the  person  making  the 
translation.  Translations  filed  of 
material  originally  produced  in  a  foreign 
language  shall  be  accompanied  by 
copies  of  the  original  material. 

14)  Where  relevant  data  or  information 
is  etmtained  in  a  document  also 
containing  irrelevant  matter,  either  the 
irrelevant  matter  shall  be  deleted  or  an 
index  to  the  relevant  portions  of  the 
document  shall  be  included  in  the 
document. 

(cMl)  Failure  to  comply  with  the 
requirements  of  this  sectlcm  m  any  other 
requirement  in  this  part  may  result  in 
the  mmcomplying  portions  of  the  filing 
being  excluded  firom  amsideration.  If 
the  &ivironmental  Appeals  Board  or  the 
Presiding  Officer  determines  on  motion 
by  any  party  or  sua  $ponte  that  a  filing 
Idls  to  meet  any  requirement  of  this 
part,  the  Enviromnental  Appeals  Board 
at  Presiding  Officer  may  return  the 
filing,  together  with  a  refiafeoce  to  the 
apphcable  requirements  on  whidi  the 
<Mtennination  is  baaed.  A  parson  whose 
filing  has  been  rejected  has  7  days,  from 
the  date  the  letunied  filing  ia  mailed,  to 
correct  the- filing  in  conformance  with 
this  part  and  refile  it.  unless  the 
Envirtrnmental  Appeals  Board  or 
Prasitttng  Officer  autiaorixes  a  longer 
time  based  on  good  causa  shown. 

(2)  Tba  makug  of  a  filing  shall  not 
mean  or  impW  thai  the  filing,  in  Cm:!. 
maata  all  appttoriila  raqiuiramants.  that 
the  flUag  ooBtatna  reaaonabla  grounds 
far  tba  acfion  ranisalad,  or  that  IIm 


action  lequastad  ia  in  acomlanca  writh 
law. 

(d)  An  original  and  tvro  copiee  of  any 
written  filing  under  this  part  shall  be 
filed  with  the  Environmental  Appeals 
Board  unless  a  proceeding  is  pending 
before  a  Presiding  Officer,  in  which  case 
they  shall  be  filed  with  the  Hearing 
Qerk  (except  as  provided  under 
§  78.19(d))  of  this  part 

(e)(1)  The  party  making  any  filing  in 
a  proceeding  under  this  part  shall  also 
serve  a  copy  of  the  filing  on  each  party 
to  the  proceeding,  or.  with  regard  to  a 
petition  for  administrative  review,  on 
the  persons  specified  in  §  78.3(bM3)  of 
this  part. 

(2)  Every  filing  made  under  this  part 
shall  be  accompanied  by  a  certificate  of 
service  citing  the  date,  place,  time,  and 
manner  of  service  and  tne  names  of  the 
persons  served. 

(0  The  Hearing  Gerk  will  maintain 
and  furnish,  to  any  person  upon  request, 
the  official  service  list  containing  the 
name,  service  address,  telephone,  and 
fecsimile  numbers  of  each  party  to  a 
proceeding  under  this  part  and  his  or 
her  attorney  or  duly  authorized 
representative. 

(g)  Affidavits  filed  under  this  part 
shall  be  made  on  personal  knowledge 
and  betief,  set  fortn  only  those  fects  that 
are  admissible  into  evidence  tmder 
§  78.5  of  this  part,  and  show 
affirmatively  that  the  affiant  is 
competent  to  testify  to  the  matters  stated 
therein. 

|78u8    LJfMlaDOfi  on  WiftQ  or  praaenlns 


or  on  matters  not  subject  to  challenge  in 
the  evidentiary  hearing. 

ffmM    Meson  on  pesBun  nir  ■■■nniewBw 


(a)  Where  there  was  an  opportunity 
for  public  comment,  or  to  suomit  a 
claim  of  error  notification,  prior  to  the 
decision  that  is  sul^ect  to  ai^)ea].  no 
evidence  shall  be  filed  or  presented,  and 
no  issues  raised,  in  a  proceeding  under 
this  part  that  were  not  filed,  presented, 
or  raised  during  the  public  comment 
period,  absent  a  showing  of  good  cause 
ejcplaining  the  party's  feilure  to  do  so 
during  the  public  comment  period  or  in 
the  claim  of  error  notification.  Good 
cause  shall  include  any  instmoe  where 
the  party  seeking  to  file  or  present  new 
evidence  or  raise  a  new  issue  riiows  that 
the  evidence  could  not  have  reasonably 
ba«  ascertained,  filed,  or  preseDted.  the 
issue  could  not  have  reasonably  been 
ascertained  or  ndsed.  or  that  the 
materiality  of  the  new  evidence  m  issue 
could  not  nave  reascmably  been 
anticipated,  prior  to  the  close  of  the 
pubUc  comment  p«iod  or  the  pMiod  for 
submitting  a  claim  of  error  notification. 

(b)  If  an  evidentiary  hearing  ia 
granted,  no  ovldanca  shall  ba  filed  or 
presented  on  questions  of  law  or  policy 


(a)  If  no  evidentiary  hearing 
concerning  the  petition  for  review  Is 
requested  or  is  to  be  held,  the 
Environmental  Appeals  Board  will  issue 
an  order  under  S  78.20(c)  of  this  part 

(b)(1)  The  Environmental  Appeals 
Board  may  grant  a  request  for  an 
evidentiary  nearing.  or  schedule  an 
evidentiary  hearing  sua  sponte,  if  the 
Environmental  Appeals  Board  finds  that 
there  are  disputed  issues  of  bet  material 
to  contested  portions  of  the  decision 
and  determines,  in  its  discretion,  that  an 
opportimity  for  direct-  and  crosa- 
examinatitm  of  witnesses  may  be 
necessary  in  order  to  resolve  these 
factual  issues. 

(2)  To  the  extent  the  Environmental 
Appeals  Board  grants  a  request  for  an 
evidentiary  hearing,  in  whole  or  in  part, 
it  will: 

(i)  Identify  the  portions  of  the 
decision  that  have  been  contested,  and 
the  disputed  factual  issues  that  have 
been  raised  by  the  petitioner  with  regard 
to  which  the  evidentiary  hearing  has 
been  granted:  and 

(ii)  Refer  the  disputed  fectual  issues  to 
the  Chief  Administrative  Law  Judge  for 
decision  and.  in  its  discretion,  may  also 
refiar  all  cv  a  portion  of  the  remainmg 
legal,  policy,  or  factual  issues  to  the 
CUef  AdmLoustrative  Law  Judge  for 
decision. 

(3)(i)  After  issues  are  refarred  to  the 
Qiief  Administrative  Law  Judge,  he  or 
she  will  designate  an  Administrative 
Law  jiudge  as  Presiding  Officer  to 
conduct  the  evidentiary  hearing. 

(il)  Notwithstanding  paragraph 
(b)(3)(i)  of  this  section,  if  all  parties 
waive  in  writing  their  right  to  have  an 
Administrative  Law  Judge  designated  as 
the  Presiding  Officer,  the  AdmMstrator 
may  designate  a  lawyer  permanentfy  or 
temporarily  employed  by  EPA  and 
without  any  prior  connection  with  the 
proceeding  to  serve  as  Presiding  Officer. 

|7t.7   Stayaof 


(a)  A  contested  decision  of  the 
Administrator  may  be  stayed,  in  whole 
or  in  part  wmsisteot  with  paragraph  (b) 
of  this  section,  by  the  Environmental 
Appeals  Board  or  the  Presiding  Officer 
upon  request  of  a  party  during  a 
proceeding  under  this  part  only  to  tha 
extant  necessary  to  prevent  iireparabla 
injurypanding  final  agency  action. 

(b)  iIm  following  raquiroments  shall 
In  no  event  ba  stayed  <nia  to  any  af^iaal 
of  a  decision  of  tba  Administiator  and 
shall  ba  fully  aOactiva  and  anforoaabla: 


I7S.9    Nolii 
admlnletreth 
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(1)  The  allowance  allocations  for  any 
year  during  which  the  appeal 
proceeding  is  pending  or  is  being 
conducted: 

(2)  Any  standard  requirements  under 
S  72.9  of  this  chapter; 

(3)  The  emissions  monitoiing  and 
reporting  requirements  appUcable  to  the 
affscted  imits  at  an  affected  souioe 
under  part  75  of  this  chapter; 

(4)  Uncontested  provisions  of  the 
decision;  and 

(5)  The  terms  of  a  certificate  of 
representation  submitted  by  a 
designated  representative  under  part  72, 
subpart  B  of  this  chapter  or  a 
certification  statement  submitted  by  an 
authorized  account  representative  xmder 
part  73,  subpart  C  of  this  chapter. 

(c)  The  pwmit  shield  under  %  72.51  of 
this  chapter  shall  continue  to  be  in 
effiect. 

(d)  The  Environmental  Appeals  Board 
or  Presiding  Officer  shall  specify  which 
provisions  of  the  decision  shall  be 
stayed. 

|7M   ConsoMallon  and  sevaranoe  of 


(a)  The  Enviroimiental  Appeals  Board 
or  Presiding  Officer  has  the  discretion  to 
consoUdate,  in  whole  or  in  part,  two  ot 
more  proceedings  under  this  part 
whenever  it  appears  that  a  joint 
proceeding  on  any  or  all  of  the  matters 
at  issue  in  the  proceedings  will  be  in  the 
interest  of  justice,  will  expedite  or 
simplify  consideration  of  the  issues,  and 
Mrill  not  prejudice  any  party. 
Consolidation  of  proceedings  under  this 
paragraph  (a)  will  not  affect  the  right  of 
any  party  to  raise  issues  that  might  have 
been  raised  had  there  been  no 
consolidation. 

(b)  The  Environmental  Appeals  Board 
or  Presiding  Officer  has  the  discretion  to 
sever  issues  or  parties  from  a  proceeding 
under  this  part  whenever  it  appears  that 
separate  proceedings  will  be  in  the 
interest  of  justice,  will  expedite  or 
simplify  consideration  of  the  issues,  ctnd 
will  not  prejudice  any  party. 

178.9    Notice  of  thafiltng  of  pMMon  for 


The  Administrator  will  publish  in  the 
Federal  Register  a  notice  stating  that  a 
petition  for  administrative  review  of  a 
decision  of  the  Administrator  has  been 
filed  and  specifying  any  request  in  the 
petition  for  an  evidentiary  hearing. 

|7t.10    Ex  parte  communtcaMone  during 
pwMMncy  Of  ■  nMVWiB* 

(a)(1)  No  party  or  interested  person 
out^de  EPA,  representative  of  a  party  or 
interested  person,  or  member  of  the  tPA 
trial  staff  shall  make,  or  knowingly 
cause  to  be  made,  to  any  member  of  the 
decisional  body  an  ex  parte 


communication  on  the  merits  of  a 
proceeding  under  this  part. 

(2)  No  member  of  the  decisional  body 
shall  make,  or  knowingly  cause  to  be 
made,  to  any  party  or  interested  person 
outside  EPA,  representative  of  a  party  or 
interested  person,  or  member  of  the  EPA 
trial  staff,  an  ex  parte  communication 
on  the  merits  of  any  proceeding  under 
this  part 

(3)  A  member  of  the  decisional  body 
who  receives,  makes,  or  knowingly 
causes  to  be  made  an  ex  parte 
communicati(m  prohibited  by  this 
paragraph  shall  file  with  the 
Environmental  Appeals  Board  (or,  if  the 
proceeding  is  pending  before  an 
Administrative  Law  Judge,  with  the 
Hearing  Cleik)  for  inclusion  in  the 
record  of  the  proceeding  under  this  part 
any  such  written  ex  parte 
communication  and  memoranda  stating 
the  substance  of  any  such  oral  ex  parte 
commimication. 

(b)  Whenever  any  member  of  the 
decisional  body  receives  an  ex  parte 
communication  made,  or  knowingly 
caused  to  be  made  by  a  party  or 
representative  of  a  party  to  a  proceeding 
under  this  part,  the  person  presiding 
over  the  proceedings  then  in  progress 
may,  to  the  extent  consistent  with 
justice,  require  the  party  to  show  good 
cause  why  its  claim  or  interest  in  the 
proceedings  should  not  be  dismissed, 
denied,  disregarded,  or  otherwise 
adversely  affected  on  accoimt  of  these 
ex  parte  communications. 

(c)  The  prohibitions  of  paragraph  (a) 
of  this  section  shall  begin  to  apply  upon 
publication  by  the  Administrator  of  the 
notice  of  the  filing  of  a  petition  under 

§  78.9  of  this  part.  This  prohibition 
terminates  on  the  date  of  final  agency 
action. 


{78.11 

(a)  Within  30  days  after  notice  is 
given  under  §  78.9  of  this  part  that  the 
petition  for  administrative  review  has 
been  filed,  any  person  Usted  in  §  78.3(a) 
of  this  part  may  file  a  motion  for  leave 
to  intervene  in  the  proceeding.  A 
motion  for  leave  to  intervene  under  this 
section  shall  set  forth  the  grounds  for 
the  proposed  intervention  and  may 
respond  to  the  petition  for 
administrative  review.  Late  motions  to 
intervene  may  be  granted  only  for  good 
cause  shown. 

(b)  The  Environmental  Appeals  Board 
of  Presiding  Officer  will  grant  a  motion 
to  intervene  only  upon  an  express 
finding  that: 

(1)  'Ine  motion  to  intervene  raises 
matters  relevant  to  the  factual  or  legal 
issues  to  be  reviewed; 

(2)  The  intervener  consented  to  be 
b(Nind  by  all  stipulations  previously 


entered  into  by  the  existing  parties,  and 
all  orders  previously  issued,  in  the 
proceeding;  and 

(3)  The  intervention  will  promote  the 
interests  of  justice  and  will  not  cause 
uindue  delay  or  prejudice  to  the  rights  of 
the  existing  parties. 

178.12    Standard  of  review. 

(a)  On  appeal  of  a  decision  of  the 
Administrator  prior  to  which  there  was 
an  opportunity  for  public  comment,  or 
to  submit  a  claim  of  error  notification: 

(1)  Except  as  provided  under 
paragraph  (a)(2)  of  this  section,  the 
petitioner  shall  have  the  burden  of  going 
forward  and  of  persuasion  to  show  that 
a  finding  of  fad  or  conclusion  of  law 
imderlying  the  decision  is  clearly 

-  erroneous  or  that  an  exercise  of 
discretion  or  policy  determination 
imderlying  thia  decision  is  arbitrary  and 
capricious  or  otherwise  warrants 
review. 

(2)  The  owners  and  operators  of  the 
source  or  wait  involved  shall  have  the 
burden  of  persuasion  that  an  Add  Rain 
permit  or  a  written  exemption  under 
§§  72.7  or  72.8  of  this  chapter  was 
properly  issued  or  should  be  issued. 

(b)  On  appeal  of  a  decision  of  the 
Administrator  not  covered  by  paragraph 
(a)  of  this  section,  the  Administrator 
shall  have  the  burden  of  going  forward 
to  show  the  rational  basis  for  the 
decision.  The  petitioner  shall  have  the 
burden  of  persuasion  to  show  that  a  - 
finding  of  fact  or  conclusion  of  law 
underlying  the  decision  is  clearly 
erroneous  or  that  an  exercise  of 
discretion  or  policy  determination 
underlying  the  decision  is  arbitrary  and 
capricious  or  otherwise  warrants 
review. 

(78.13    Scfieduilng  Ofders  end  pr^rMerlng 
conferanoee. 

(a)  If  a  request  for  an  evidentiary 
hearing  is  granted,  the  Presiding  Officer 
will  issue  an  order  scheduling  \he 
following: 

(1)  The  filing  by  each  party  of  a 
narrative  statement  of  position  on  each 
factual  issue  in  controversy. 

(2)  The  identification  of  any  witness 
that  a  party  expects  to  call  and  of  any 
written  testimony,  documents,  papers, 
exhibits,  or  other  materials  that  a  party 
expects  to  introduce  into  evidence.  At 
the  request  of  the  Presiding  Officer,  the 
party  shall  include  a  brief  narrative 
simimary  of  any  witness'  expected 
testimony  and  of  any  such  materials. 

(3)  The  filing  of  written  testimony,'  in 
accordance  with  §  78.14(b)  of  this  pert, 
and  other  evidence  in  support  of  a 
narrative  statement. 

(4)  The  filing  of  any  motions  by  any 
paifty,  including  motions  for  the 
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productioa  of  documentation,  data,  or 
other  infonnation  material  to  the 
disputed  facts  to  be  addresaed  at  the 
haarina. 

(b)  The  Presiding  Officer  may  also,  on 
motioo  or  sua  spoiUe,  schedule  one  or 
more  pre-hearing  confiBfeooes  on  the 
record  to  address  any  of  the  following: 

(1)  SimpliBcation.  clariBcatlon, 
amplification,  or  limitation  of  the 
issues. 

(2)  Admissions  and  stipulations  of 
facts  and  determinations  of  the 
genuineness  of  documents. 

(3)  Obfections  to  the  introduction  into 
evkknce  at  the  heering  of  any  written 
testimony  or  other  sutmuasions 
proposed  by  a  party;  provided  that  at 
any  time  before  the  end  of  the  hearing, 
any  party  may  make,  and  the  Presiding 
OfBcer  may  consider  and  rule  upon,  a 
motion  to  strike  testimony  or  other 
evidence  (other  than  evidence  included 
in  the  administrative  record  (if  anv) 
under  §  72.63  of  this  chapter)  on  the 
grounds  of  relevance,  competency,  or 
materiality. 

(4)  Taking  offidai  notice  of  any 
matters. 

(5)  Grouping  of  parties  with 
substantiaHy  similar  interests  to 
eliminate  redundant  evidence,  motions, 
objections,  and  briefs. 

(6)  Such  other  matters  that  may 
expedite  the  hearing  or  aid  in  the 
disposition  of  matters  in  dilute. 

(c)  The  Presiding  Officer  will  issue  an 
order  (which  may  be  in  the  form  of  a 
transcript)  reciting  the  actions  taken  at 
any  pre-bearing  conferences,  setting  the 
schedule  for  any  hearing,  and  stating 
any  areas  of  factual  and  legal  agreement 
and  disagreement  and  the  methods  and 
procedures  to  be  used  in  developing  any 
evidence. 

)  78.14    EvWantiafy  neannQ  pcooetRwe. 

(a)  If  a  request  for  an  evidentiary 
hearing  is  granted,  the  Presiding  Officer 
will  conduct  a  fair  and  impartial  hearing 
on  the  record,  take  action  to  avoid 
unnecessary  delay  in  the  disposition  of 
the  proceedings,  and  maintain  order. 
For  theses  purposes,  the  Presiding 
Officer  may: 

(1)  Administer  oaths  and  affirmations. 

(2)  Regulate  the  course  of  the  hearings 
and  prehearing  conferences  and  govern 
the  conduct  of  participants. 

(3)  Examine  witnesses. 

(4)  Identify  and  refer  issues  for 
interlocutory  decision  wadet  §  78.19  of 
this  part 

(5)  Rule  CD,  admit,  exclude,  or  limit 
evidence. 

(6)  Establish  the  time  for  filing 
motions,  testimony  and  other  wrritten 
evidence,  and  brittb  and  making  other 
filings. 


(7)  Rule  on  motions  and  other 
pending  procedural  matters,  including 
but  not  limited  to  motions  for  summary 
disposition  in  accordance  with  §  78.15 
of  this  part. 

(8)  Order  that  the  hearing  be 
conducted  in  stages  whenever  the 
number  of  paitiea  is  large  or  the  issues 
are  numerous  and  complex. 

(9)  Allow  direct  and  crosS' 
examination  of  witnesses  only  to  tha 
extent  the  Presiding  Officer  determines 
that  such  direct  and  ooss-e  lamination 
may  be  necessary  to  resolve  disputed 
issues  of  raaterid  feet;  provided  that  no 
direct  or  cross-examination  shall  be 
allowed  on  questions  of  law  or  policy  or 
regarding  matters  that  are  not  siibiect  to 
challenge  in  the  evidentiary  hearing. 

(10)  Limit  public  access  to  the  hearing 
where  necessary  to  protect  confidential 
business  infonnation.  The  Presiding 
Officer  will  provide  written  notice  of 
the  hearing  to  the  parties,  and  where  the 
hearing  will  be  open  to  the  public, 
notice  in  the  Federal  Register  no  later 
than  15  days  prior  to  commencement  of 
the  hearings. 

(11)  Take  any  other  action  not 
inconsistent  with  the  provisioos  of  this 
part  for  the  maintenance  of  order  at  the 
hearing  and  for  the  expeditious,  feir  and 
impartial  conduct  of  the  proceeding. 

(b)  All  direct  and  rebuttal  testimony  at 
an  evidentiary  hearing  shall  be  filed  in 
%vritten  form,  unless,  upon  motion  and 
good  cause  shown,  the  Presiding 
Officer,  in  his  or  her  discretion, 
determines  that  oral  presentation  of 
such  evidence  on  any  particular  factual 
issue  will  materially  assist  in  the 
efficient  resolution  of  the  issue. 

(c)(1)  The  Presiding  Officer  will  admit 
all  evidence  that  is  not  irrelevant. 
immaterial,  unduly  repetitious,  or 
otherwise  unreliable  or  of  little 
probative  value.  Evidence  relating  to 
settlement  that  would  be  excluded  in 
the  federal  courts  under  Rule  408  of  the 
Federal  Rules  of  Evidence  shall  not  be 
admissible. 

(2)  Whenever  any  evidence  or 
testimony  is  excluded  by  the  Presiding 
Officer  as  inadmissible,  all  such 
evidence  vrill  remain  a  part  of  the 
record  as  an  offer  of  proof.  The  party 
seeking  the  admission  of  oral  testimony 
may  nvake  an  offier  of  proof  by  means  of 
a  brief  statement  on  the  record 
describing  the  testimony  excluded. 

(3)  Whan  two  or  more  parties  have 
substantially  similar  interests  and 
positions,  the  Presiding  Officer  may 
umit  the  number  of  attorneys  or 
authorized  representatives  who  will  be 
permitted  to  examine  writnesses  aad  to 
make  and  argue  motions  and  obfections 
on  behalf  of  those  parties. 


(4)  Rulings  of  the  Presiding  Officer  on 
the  admissibility  of  evidence  or 
testimony.  Oie  propriety  of  direct  and 
crosa-axaminatiixi,  and  other  procedural 
matters  will  appear  in  the  record  of  titta 
hearing  and  control  fiirthw  proceedings 
unless  reversed  by  the  Presiding  (Moer 
or  as  a  result  of  an  interlocutory  appeal 
taken  under  §  7&10  of  this  part 

(5)  All  obiactions  shall  be  made 
promptly  or  be  deemed  waived; 
provided  that  parties  shall  be  presuaied 
to  have  taken  exception  to  an  advana 
ruling.  No  objection  shall  be  deemed 
waived  by  further  participation  in  the 
hearing. 

§78.15    Motfona  In  wMantiary  haarinQa. 

(a)  Any  party  may  make  a  motion  to 
the  Presidki^  Officer  on  any  matter 
relating  to  the  evidentiary  hearing  in 
accordance  with  the  scheduling  orders 
issued  under  §  7&13  of  this  pert  All 
motions  shall  be  in  vrriting  and  served 
as  provided  in  §  78.4  of  this  part,  except 
those  made  on  the  record  during  an  oral 
hearing  before  the  Presiding  Officer. 

(b)  Any  party  may  make  a  motion  for 
a  summary  di^Ktsttion  in  its  fevor  <m 
any  factual  issue  on  the  basis  that  there 
is  no  genuine  issue  of  material  fact. 
When  a  motion  for  summary  disposition 
is  made  and  supported,  any  party 
opposing  the  motion  may  not  rest  upon 
mere  allegations  or  denials,  but  must 
show,  by  affidavit  or  by  other  materials 
subiect  to  consideration  by  the  Presiding 
Officer,  that  there  is  a  genuine  issue  of 
material  feet 

(c)  Within  10  days  after  a  motion 
made  on  the  record  or  service  of  any 
written  motion,  any  party  may  file  a 
response  to  the  motion.  The  time  for 
response  may  be  shortened  or  extended 
by  the  Presiding  Officer  for  good  cause 
shown. 

(d)  The  Presiding  Officer  may 
schedule  an  oral  argument  and  call  for 
the  filing  of  briefs  on  any  motion.  The 
Presiding  Officer  will  rule  on  the 
motion  within  a  reasonable  time  after 
the  date  that  responses  to  the  motion 
may  be  filed  under  paragraph  (c)  of  this 
section  and  that  any  oral  argument  or 
filing  of  briefs  is  completed. 

(e)  If  all  factual  issues  are  decided  by 
summary  disposition  prior  to  the 
hearing,  no  hearing  vrill  be  held  and  the 
Presiding  Officer  will  issue  a  prt^>08ed 
decision  under  $  78.18  of  this  part.  If  a 
summary  diapoaition  is  denied  or  if 
partial  summary  disposition  is  granted, 
the  hearing  shall  proceed  on  the 
remaining  issues. 


(a)  The  proposed  decision  issued  by 
the  Presiding  Officer,  transcripts  of  oral 
hearings  or  oral  arguments,  written 
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direct  and  rebuttal  testimony,  and  any 
other  written  materials  of  any  kind  filed 
in  the  proceeding  wrill  be  part  of  the 
record  and  %dU  be  available  to  the 
pubUc  in  the  office  of  the  Hearing  Clerk, 
subject  to  the  requirements  of  part  2  of 
this  dmpter. 

(b)  Hearings  and  oral  argiunents  shall 
be  recorded  as  specified  by  the 
Presiding  Officer,  and  thereupon 
transcribed.  After  the  hearing  or  oral 
argument,  the  reporter  will  certify  and 
file  with  the  Hearing  Clerk. 

(1)  The  original  transcript:  and 

(2)  Any  exhibits  received  or  ofiiered 
into  evidence  at  the  hearing. 

(c)  The  Hearing  Clerk  will  promptly 
give  written  notice  to  the  parties  when 
any  transcript  is  available.  Any  party 
that  desires  a  copy  of  the  transcript  may 
obtain  a  copy  upon  payment  of  costs. 

(d)  The  Presiding  Officer  will  allow 
witnesses,  parties,  and  their  counsel  or 
representatives: 

(1)  Up  to  7  days  from  issuance  of  the 
notice  under  paragraph  (c)  of  this 
section  in  order  to  file  written  proposed 
corrections  of  the  transcript  necessary  to 
correct  errors  made  in  the  transcribing; 
and 

(2)  Up  to  7  days  from  the  submission 
of  the  corrections  in  order  to  file 
objections  to  the  proposed  corrections. 

(e)  The  Presiding  Officer  will 
determine  which,  if  any,  corrections 
should  be  made  to  the  transcript  and 
incorporate  them  into  the  record. 

f7S.17    Propoaad  findings  and 
concisions  and  supporting  brisf. 

Within  45  days  after  issuance  of  a 
notice  under  §  78.16(c)  of  this  part  that 
the  complete  transcript  of  the 
evidentiary  hearing  is  available,  any 
party  may  file  with  the  Hearing  Clerk 
proposed  findings  and  conclusions  on 
the  issues  referred  to  the  Presiding 
Officer  and  a  brief  in  support  thereof. 
Briefs  shall  contain  appropriate 
refarenoes  to  the  record.  The  Presiding 
Officer,  for  good  cause  shown,  may 
shorten  or  extend  the  time  for  filing  and 
may  allow  reply  brieCs. 

iT&ia   Propossd  decision. 

(a)  The  Presiding  Officer  will  review 
and  evaluate  the  record,  including  the 
proposed  findings  and  conclusions  and 
any  briefs  filed  by  the  parties,  and  issue 
a  proposed  decision  on  the  factual, 
policy,  and  legal  issues  referred  by  the 
Environmental  Appeals  Board  for 
decision  under  §  78.6(b)(2)(ii)  of  this 
part,  accompanied  by  findings  of  fact 
and  proposed  conclusions  of  law,  as 
appropriate,  within  a  reasonable  time 
after  the  evidentiary  hearing  is 
completed.  The  Hearing  Cleric  will 
promptly  serve  copies  of  the  proposed 


decision  on  all  parties  and  on  the 
Environmental  Appeals  Board. 

(b)  The  proppsea  decision  of  the 
Presiding  Officer  shall  become  the  final 
agency  action  imder  section  307  of  the 
Act  30  days  after  service  unless  within 
that  time: 

(1)  A  party  files  objections  vnth  the 
Environmental  Appeals  Board  purstiant 
to  §  78.20(a)  of  this  part,  or 

(2)  The  Environmental  Appeals  Board 
sua  sponte  files  a  notice  that  it  will 
review  the  decision  under  §  78.20(b)  of 
this  part. 


I7S.19    imsrioculory 

(a)  Interiocutory  appeal  from  orders  or 
rulings  of  the  Presiding  Officer  made 
during  the  course  of  a  proceeding  may 
be  taken  if  the  Presiding  Officer  certifies 
those  orders  or  rulings  to  the 
Environmental  Appeals  Board  for 
interiocutory  app«al  on  the  record.  Any 
requests  to  tiie  Presiding  Officer  to 
certify  an  interlocutory  appeal  shall  be 
filed  within  10  days  of  notice  of  the 
order  or  ruling  and  shall  state  briefly  the 
grounds  for  the  request. 

(b)(1)  Within  15  days  of  the  filing  of 
any  request  for  interlocutory  appeal,  the 
Presiding  Officer  may  certify  an  order  or 
ruling  for  interlocutory  appeal  to  the 
Environmental  Appeals  Board  if: 

(i)  The  order  or  ruling  involves  an 
important  question  on  which  there  is 
substantial  ground  for  difference  of 
opinion,  and 

(ii)  Either 

(A)  An  immediate  appeal  of  the  order 
or  ruling  will  materially  advance  the 
ultimate  completion  of  the  proceeding, 
or 

(B)  A  review  after  the  proceeding  is 
completed  will  be  inadequate  or 
ineffective. 

(2)  If  the  Presiding  Officer  takes  no 
action  within  15  days  of  the  filing  of  a 
request  for  interlocutory  appeal,  the 
request  shall  be  automatically  dismissed 
without  prejudice. 

(c)  If  the  Presiding  Officer  grants 
certification,  the  Environmental 
Appeals  Board  may  accept  or  decline 
the  interlocutory  appeal  within  30  days 
of  certification.  If  the  Environmental 
Appeals  Board  decides  that  certification 
was  improperly  granted,  it  will  decline 
to  hear  the  interlocutory  appeal.  If  the 
Environmental  Appeals  Board  takes  no 
action  within  30  days  of  certification, 
the  interiocutory  appeal  shall  be 
automatically  dismissed  without 
prejudice. 

(d)  If  the  Presiding  Officer  declines  to 
certify  an  order  or  ruling  for  an 
interlocutory  appeal,  the  order  or  ruling 
may  be  reviewed  by  the  Environmental 
Appeals  Board  only  upon  an  appeal  of 
the  proposed  decision  following 


completion  of  the  proceedings  before 
the  Presiding  Officn.  except  when  the 
Environmental  Appeals  Board 
determines,  upon  motion  of  a  party  and 
in  exceptional  circumstances,  that  to 
delay  review  would  not  be  in  the  public 
interest  Such  motion  shall  be  filed  with 
Environmental  Appeals  Board  within  5 
days  after  the  earlier  of  automatic 
dismissal  of  the  request  for  interlocutory 
appeal  or  receipt  by  the  party  of 
notification  that  the  Presiding  Officer 
declines  to  certify  an  order  or  ruling  fat 
interiocutory  appeal. 

(e)  The  Eaflure  of  a  party  to  request  an 
interlocutory  appeal  shall  not  prevent 
an  appeal  of  an  order  or  ruling  as  part 
of  an  appeal  of  a  proposed  decision 
under  %  78.20  of  this  part. 

178.20    Appeal  ofdacWonol 
Adminiatraior  or  propoaad  decision  to  the 
Envhonmantai  Appeals  Board. 

(a)  Within  30  days  after  the  issuance 
of  a  proposed  decision  by  a  Presiding 
Officer  under  this  part,  any  party  may 
appeal  any  matter  set  forth  in  the 
proposed  decision,  or  any  other  order  or 
ruling  made  during  the  proceeding  to 
whi(£  the  party  objected  during  the 
proceeding  before  the  Presiding  Officer, 
by  filing  an  objection  with  the 
Environmental  Appeals  Board.  On 
appeal  of  an  order,  ruling,  or  proposed 
decision  of  a  Presiding  Officer: 

(1)  The  party  filing  the  objection  shall 
have  the  burden  of  going  forward  to 
^ow  that  the  order,  ruling,  or  proposed 
decision  is  based  on  a  finding  of  fact  or 
conclusion  of  law  that  is  clearly 
erroneous;  or  a  policy  determination  or 
exercise  of  discretion  that  is  arbitrary 
and  capricious  or  otherwise  warrants 
review;  and 

(2)  Tlie  petitioner  or  the  owners  and 
operators  shall  have  the  burden  of 
persuasion,  as  set  forth  in  $  78.12(a)  (1) 
and  (2)  of  this  part. 

(b)  Within  30  days  after  issuance  of  a 
proposed  decision  of  a  Presiding 
Officer,  the  Environmental  Appeals 
Board  may  issue  sua  sponte  in  its 
discretion  a  notice  of  intent  to  review 
such  proposed  decision.  The 
Environmental  Appeals  Board  will  serve 
such  notice  upon  all  parties  to  the 
proceeding. 

(c)  Within  a  reasonable  time  following 
the  filing  of  a  petition  for  administrative 
review  of  a  decision  of  the 
Administrator  under  §  78.3  of  this  part, 
or,  if  any  issues  raised  by  such  petition 
are  referred  to  the  Presiding  Officer,  the 
filing  of  objections  under  paragraph  (a) 
of  this  section  or  the  issuance  of  a  notice 
of  intent  to  review  imder  paragraph  (b) 
of  this  section,  the  Environmental 
Appeals  Board  will  issue  an  order 
affirming,  reversing,  modifying,  or 
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remasKling  the  dedckm  or  proposed 
decision,  u  epprapriato.  Prior  to  issuing 
this  order,  the  EnvtrannientAl  Appeals 
Board  Biay  provide  an  opportunity  for 
parties  to  file  additional  briefi. 

(d)  If  the  Environmental  Appeals 
Bosrd  issues  an  order  affirming, 
reversing,  or  modifying  dae  dedsioo  of 
the  Administzator.  tfaeo  the  dedsion  as 


supplemented  or  changed  by  the  order, 
shall  be  final  agency  action. 

(e)  If  the  Environmantal  Appeab 
Boiard  issues  an  order  affirming, 
reversing,  or  modifyiimtbepropaaed 
dedsion,  the  propoaeddedsion,  ai^ 
supplementeo  or  changed  by  the  order. 
shaU  be  final  agency  action. 

(!)  If  the  Environmental  Appeals 
Board  issues  an  order  remanding  tha 


proceeding,  then  final  agency  action 
occms  upon  complelian  of  the 
remanded  proceeding,  indnding  any 
appeals  to  the  Environmental  Appeals 
Board  in  the  remanded  proceeding. 

{FR  Doc  93-1  PUed  l-a-93;  8:45  Mil 


••     a 1    «k •_» / 


tr-l      CO     KT»     e     /    XMnnAa^j     Taniiarv    11      1 QQ^    /    PrODOSed    RuIbS 


«t8nii8fy  1t«  1993 


Part  III 

Environmental 
Protection  Agency 

40  CFR  Part  51 

Criteria  and  Procedures  for  Determining 
Conformity  to  Transportation  Plans; 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  51 
(AMS-FRL-4550-7] 

Criterta  and  Procaduras  for 
Datarmining  Conformity  to  State  or 
Federal  Implementation  Plana  of 
Tranaportation  Plana,  Programa,  and 
Prt^ecta  Funded  or  Approved  Under 
Title  23  U.S.C.  or  the  Federal  Tranalt 
Act 

AGEr4CY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  EPA  proposes  criteria  and 
procedures  for  determining  that 
transportation  plans,  programs,  and 
projects  which  are  funded  or  approved 
under  title  23  U.S.C.  or  the  Federal 
Transit  Act  conform  with  State  or 
Federal  air  quality  implementation 
plans.  This  action  is  required  under 
section  1 76(c)(4)  of  the  Clean  Air  Act 
Amendments  of  1990. 

Conformity  to  an  implementation 
plan  is  defined  in  the  Clean  Air  Act  as 
conformity  to  an  implementation  plan's 
purpose  of  eliminating  or  reducing  the 
severity  and  number  of  violations  of  the 
national  ambient  air  quality  standards 
and  achieving  expeditious  attainment  of 
such  standards.  Federal  activities  may 
not  cause  or  contribute  to  new 
violations  of  air  quality  standards, 
exacerbate  existing  violations,  or 
interfere  with  the  timely  attainment  or 
interim  emission  reductions  towards 
attainment.  This  proposal  would 
estabhsh  the  process  by  which  the 
Federal  Highway  Administration  and 
the  Federal  Transit  Administration  of 
the  United  States  Department  of 
Transportation  and  metropolitan 
planning  organizations  determine 
conformity  of  highway  and  transit 
projects. 

DATES:  Written  comments  on  this  notice 
will  be  accepted  for  60  days  until  March 
12, 1993.  EPA  will  conduct  three  public 
hearings  on  this  proposal  beginning  at 
10:30  a.m.  on  January  29, 1993  in 
Washington,  DC;  February  5, 1993  in 
CaHfomia;  and  February  10, 1993  in 
Missouri.  The  hearings  will  continue 
throughout  the  day  until  all  testimony 
has  been  presented. 
AODflESSES:  Interested  parties  may 
submit  written  comments  (in  duplicate, 
if  possible)  to:  Air  Docket  Section  (LE- 
131),  U.S.  Environmental  Protection 
Agency,  Attention:  Docket  No.  A-92-21, 
401  M  Street,  SW..  Washington,  DC 
20460.  (Those  desiring  notification  of 
receipt  of  comments  must  include  a  self- 
addressed,  stamped  postcard.) 


Public  hearings  will  be  held  in 
Washington,  DC,  at  tiie  Ramada 
Renaissance  Techworld,  999  9th  St. 
NW.:  in  Los  Angeles,  California  at  the 
Sheraton  Grand  Hotel,  333  South 
Figueroa;  and  in  St.  Louis,  Missoiui  at 
the  Stouffer  Concourse  Hotel.  9801 
Natural  Bridge  Road. 

Materials  relevant  to  this  proposal 
have  been  placed  in  PubUc  Docket  A- 
92-21  by  EPA.  The  docket  is  located  at 
the  above  address  in  room  M-1500 
Waterside  Mall  (ground  floor)  and  may 
be  inspected  from  8:30  a.m.  to  12  p.m. 
and  from  1:30  p.m.  to  3:30  p.m.. 
Monday  through  Friday. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kathryn  Sargeant,  Emission  Control 
Strategies  Branch,  Emission  Planning 
and  Strategies  Division,  U.S. 
Environmental  Protection  Agency,  2565 
Plymouth  Road,  Ann  Arbor,  MI  48105. 
Telephone:  (313)  668-4441. 
SUPPt£MENTARY  INFORMATION:  The 
contents  of  today's  preamble  are  listed 
in  the  following  outline: 

I.  Authority 

II.  Background  of  Proposed  Rule 

A.  Overview  of  the  Transportation 
Planning  Process 

B.  Overview  of  the  Air  Quality  Planning 
Process 

C  History  of  Conformity 

D.  Conformity  Under  the  Clean  Air  Act 
Amendments  of  1990 

E.  Interim  EPA/DOT  Conformity  Guidance 

F.  Public  Consultation  in  the  Development 
of  This  Proposal 

III.  Applicability  Issues 

A.  Geographic  Applicability 

B.  Non-Federal  Projects 

C.  Regional  Significance 

IV.  Actions  Covered  by  This  Rule 

V.  Implementation  Plan  Revision 

VI.  Interagency  Consultation  and  Public 

Participation 

A.  Interagency  Consultation 

B.  Public  Participation 

VII.  Description  of  the  Proposal 

A.  Frequency  of  Conformity 
Determinations 

B.  Content  of  Transportation  Plans 

C  Fiscal  Constraints  on  Plans  and  TlPs 

D.  Summary  of  Proposed  Criteria  and 
Procedures 

E.  Discussion  of  Criteria  and  Procedures 

F.  Procedures  for  Estimating  Emissions  and 
Ambient  Concentrations 

G.  Exempt  Projects 

VIII.  Environmental  and  Health  Benefits 

IX.  Economic  Impact 

X.  Public  Participation 

A.  Comments  and  the  Public  Docket 

B.  Public  Hearing 

XI.  Administrative  Requirements 

A.  Administrative  Designation 

B.  Reporting  and  Recordkeeping 
Requirements 

C.  Regulatory  Flexibility  Act 

L  Authority 

Authority  for  the  actions  proposed  in 
this  notice  is  granted  to  EPA  and  DOT 


by  section  176(c)  of  the  Clean  Air  Act 
as  amended  (42  U.S.C.  7521(a)). 

n.  Background  of  Proposed  Rule 

A.  Overview  of  the  Tmnsportation 
Planning  Process 

The  joint  Federal  Highway 
Administration  (FHWAl/Federal  Transit 
Administration  (FT A)  urban 
transportation  planning  regulations 
codified  at  23  CFR  450  require  all  virban 
areas  with  a  population  of  more  than 
50,000  to  have  a  continuous, 
cooperative,  and  comprehensive  (3C) 
transportation  planning  process.  The  3C 
planning  process  forms  the  basis  for  all 
local  and  State  decisions  involving 
Federal  highway  and  transit  assistance 
in  urban  areas.  The  planning  process  is 
generally  carried  out  by  State 
governments,  metropolitan  planning 
organizations  (MPOs),  and  transit 
operators.  The  designation  and 
membership  of  MPOs  are  decided  by  the 
units  of  local  government  and  the  State 
governor. 

The  urban  transportation  planning 
process  requires  each  urbanized  area  to 
develop  a  transportation  plan  and  a 
transportation  improvement  program 
(TIP).  The  MPO  must  approve  the  plan, 
and  the  MPO  and  the  State  governor 
must  approve  the  TIP  in  order  to  receive 
Federal  funds  for  transportation 
projects. 

The  transportation  plan  is  a  long- 
range  plan  describing  policies, 
strategies,  and  facilities  to  accommodate 
current  and  future  travel  demands  and 
to  make  more  efficient  use  of  the 
existing  transportation  system.  It 
identifies  facilities  which  should 
function  as  an  integrated  metropolitan 
transportation  system,  giving  emphasis 
to  those  facilities  that  serve  important 
national  and  regional  transportation 
functions. 

The  TIP  is  a  more  specific  program  of 
transportation  projects  that  are 
consistent  with  the  transportation  plan. 
The  TIP  includes  a  priority  list  of 
projects  and  project  segments  to  be 
carried  out  within  each  three-year 
period  after  the  initial  adoption  of  the 
TIP.  The  TIP  is  developed  by  the  MPO. 
in  cooperation  with  the  State  and 
affected  transit  operators,  and  must  be 
updated  at  least  once  every  two  years. 

In  addition  to  the  transportation  plans 
and  TIPs,  each  State  must  annually 
prepare  and  submit  to  DOT  a  statewide 
program  of  projects  which  the  State 
proposes  for  Federal  assistance.  FHWA 
and  FTA  generally  require  that  the 
projects  for  urbanized  areas  be  drawn 
from  each  area's  TIP. 

The  approval  actions  taken  by  FHWA 
and  FTA  are  on  the  statewide  TTPs. 
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Prior  to  taking  thaw  actions  on  the 
metropolitan  poTtion(s)  of  the  statewide 
TIP.  FHWA  and  FTA  must  find  that  (1) 
the  metropolitan  TIP  is  based  on  a  3C 
planning  process  carried  on 
cooperatively  by  the  States  and  kxal 
communities  in  accordance  with  the 
provisions  of  23  U.S.C  134  and  135  and 
the  Federal  Transit  Act;  and  (2)  in 
nonattainment  areas,  the  metropolitan 
TIP  conforms  with  the  implementatifm 
plan  and  priority  has  been  given  to 
transportation  control  measures 
contained  in  the  implementation  plan  in 
ttucordance  with  procedures  in  this 
conformity  regulation. 

Before  a  fiaaerally  assisted 
transportation  project  is  actiially 
implemented,  it  must  go  throu^  p>ro|ect 
development/analysis  of  alternatives 
and  final  design  phases.  The  project 
development/analysis  of  alternatives 
phase  gathers  more  detailed  information 
on  the  impacts  of  several  potential 
project  alternatives.  The  environmental, 
social,  and  economic  impacts  of  the 
alternatives  are  analyzed,  and  the 
environmental  assessments  and  impact 
statements  required  by  the  National 
Environmental  Policy  Act  (NEPA)  are 
prepared.  After  the  pubtic  has  had  an 
opportunity  for  review  and  comment,  a 
final  NEPA  document  is  prepared. 
Although  NEPA  requires  the 
consideration  of  reasonable  alternatives 
which  would  avoid  or  minimize  adverse 
environmental  impacts,  NEPA  does  not 
require  the  preferred  alternative  to  be 
chosen  solely  on  the  basis  of 
environmental  impacts.  The  final 
environmental  document  must  be 
approved  by  FHWA  or  FTA. 

Once  the  environmental  ptrocess  is 
completed,  the  final  design  is 
developed,  constructicHi  plans, 
specifications,  and  estimates  are 
developed,  cost  estimates  are  refined, 
and  rights-of-way  are  acquired.  The 
project  may  then  proceed  to 
construction. 

B.  Overview  of  the  Air  Quality  Planning 
Process 

The  Clean  Air  Act  (CAA)  as  amended 
in  1990  (Pub.  L  101-549;  42  U.S.C. 
7401 ,  et  seq.)  requires  each  State  to 
submit  to  EPA  a  State  implementation 
plan  (SIP).  The  SIP  is  an  air  quality 
management  plan  which  contains  rules 
and  regulations  for  air  pollution  sources 
under  State  control  and  a  demonstration 
that  the  State  will  attain  the  national 
ambient  air  quality  standards  (NAAQS) 
by  the  dates  set  forth  in  the  CAA. 

State  air  quaUty  agencies  have  the 
primary  responsibility  for  preparing  the 
SIP.  However,  State  and  local  air  qiiality 
and  transportation  agencies  must  vrork 
together  to  develop  SIP  strategies  for 


transpcrtaticm  that  aie  realistic, 
fundable,  and  affiactive  in  reducing 
emissions.  The  State  SIP  develc^nuDt 
process  involves  public  hearings,  and 
the  SIP  must  be  supported  by  adequate 
State  legislation  before  the  governor 
submits  it  to  EPA. 

Under  sectimi  107(d)  of  the  CAA.  all 
areas  of  the  country  are  designated 
attainment,  nonattainment.  or 
imclassifiahle  with  respefrt  to  the 
NAAQS.  SIPs  for  most  nonattainment 
areas  must  contain  an  inventory  of 
current  NAAQS  pollutant  emissions,  as 
well  as  air  qoaU^  modelii^  whifii 
demonstrates  that  given  certain 
assumpticms  about  population  growth, 
economic  growth,  and  growth  in  vehicle 
miles  traveled  (VMT),  toe  SIP's  control 
measiires  will  residt  by  a  certain  date  in 
a  level  of  emissions  which  is  in 
attainment  with  the  NAAQS.  The 
attainment  demonstration  establishes  a 
level  of  allowable  emissions,  which  EPA 
calls  an  emissions  budget.  Attainment 
demonstrations  for  areas  designated 
nonattaiimient  for  particulate  matter 
less  than  ten  microns  in  diameter  (PMio) 
are  already  due  to  EPA.  and  carbon 
monoxide  (CO)  nonattainment  areas 
which  are  classified  as  serious  or 
moderate  with  design  value  above  12.7 
parts  per  million  must  submit 
attainment  demonstrations  by 
November  15, 1992.  Ozone 
nonattainment  areas  which  are 
classified  as  serious,  severe,  or  extreme 
must  submit  attainment  demonstrations 
by  Noveuxber  15, 1994.  Moderate  ozone 
nonattainment  areas  must  si^mit  such 
demonstrations  by  November  15, 1993, 
unless  they  are  using  regional  airshed 
modeling,  in  which  case  they  have  until 
November  15. 1994. 

In  addition  to  the  attainment 
demonstration.  SIPs  for  most  ozone 
nonattainment  areas  must  demonstrate 
reasonable  further  progress  (RFP) 
toward  attainment  for  certain  milestone 
years.  Moderate,  serious,  severe,  and 
extreme  ozone  areas  must  demonstrate 
in  the  SIP  that  emissions  of  volatile 
organic  compounds  (VOC)  will  be 
reduced  by  15%  from  1990  baseline 
emissions  by  1996.  (Certain  adjustments 
and  exclusions  apply.)  Serious,  severe, 
and  extreme  ozone  areas  must  also 
demonstrate  that  in  milestone  years 
occurring  every  three  years  firom  1996 
imtil  the  attainment  date,  VOC  will  be 
reduced  from  baseline  emissions  by  an 
average  of  three  percent  per  year. 
(Nitrogen  oxides  emissions  reductions 
may  in  some  cases  substitute  fcff  all  or 
a  pert  of  the  required  VOC  emissions 
r^uctions.}  PMio  nonattainment  areas 
must  also  submit  SIPs  with  quantitative 
emission  reduction  milestones  which 
must  be  achieved  every  three  years.  The 


RFP  requirements  in  effect  craate  an 
emissions  budget  for  each  mileetone 
year,  in  addition  to  the  budget  that 
applies  for  the  attainment  year. 

If  a  State  fails  to  make  an  SIP 
submission,  if  an  SIP  n^Mnission  is 
disapproved  by  EPA,  or  if  a  requirement 
in  an  approved  SIP  is  not  being 
implemented.  EPA  may  (and  in  some 
cases  must)  apply  highway  funding 
sanctions.  These  highway  sanctions 
would  prf^bit  DOT  from  approving 
projects  or  awarding  grants  in  the 
affected  nonattaiiunent  area,  unless  the 
project  or  grant  was  to  improve  a 
demonstrated  safety  problem,  was  one 
of  several  exempt  types  listed  in  the 
CAA,  or  was  found  to  reduce  air 
pollution  problems  by  the  EPA 
Administrator.  Within  two  jrears  after  an 
EPA  finding  of  State  failure  or  SIP 
disapproval.  EPA  would  be  required  to 
promulgate  a  Federal  implementation 
plan  (FTP)  which  would  correct  the  SIP's 
deficiencies. 

EPA's  document  "State 
Implementation  Plans:  General 
Preamble  for  the  Implementation  of  title 
I  of  the  Clean  Air  Act  Amendments  of 
1990"  (57  FR  13498,  April  16, 1992) 
provides  more  information  on  the  SO* 
process  and  the  1990  CAA 
requirements. 

C.  History  of  Conformity 

Conformity  provisions  first  appeared 
in  the  Clean  Air  Act  Amendments  of 

1977  (Pub.  L.  95-95).  Althou^  these 
provisions  did  not  define  conformity, 
they  provided  that  no  Federal 
department  "shall  (1)  engage  in,  (2) 
support  in  any  way  or  provide  financial 
assistance  for,  (3)  ficense  or  permit,  <x 
(4)  approve  any  activity  which  does  not 
conform  to  a  plan  [State  implementation 
plan)  after  it  has  been  approved  or 
promulgated."  Assurance  of  conformity 
was  an  a^rmative  responsibility  of  the 
head  of  each  Federal  agency.  In 
addition,  no  MPO  could  ^prove  any 
transportation  project,  program,  or  plan 
which  did  not  conftwm  to  a  State  or 
Federal  implementation  plan. 

Following  enactment  of  the  1977 
Amendmmits,  the  Department  of 
Transportation  (DOT)  consiilted  with 
EPA  to  develop  conformity  procedures 
for  programs  administered  by  FHWA 
and  the  Urban  Mass  Transportation 
Administration  (now  FTA).  The  June 

1978  Memorandiun  ol  Understanding 
Regarding  Integration  of  Transportation 
and  Air  QuaUty  Planning  provided  EPA 
an  opportunity  to  jointly  review  and 
comment  on  the  confcffmity  of 
transportation  plans  and  TIPs. 

hi  April  1980.  EPA  pubUshed  an 
advance  notice  of  proposed  rulemaking 
on  ccmformity  (45  FR  21590.  April  1, 
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1980).  EPA  maintained  that  the 
Congressional  intent  of  CAA  section 
176(c)  was  to  prevent  Federal  actions 
from  causing  a  delay  in  the  attainment 
or  maintenance  of  the  NAAQS. 
However,  no  further  rulemaking  action 
was  taken. 

In  June  1980  EPA  and  DOT  jointly 
issued  a  gxiidance  document  entitled 
"Procedures  for  Conformance  of 
Transportation  Plans.  Programs  and 
Projects  with  Clean  Air  Act  State 
Implementation  Plans."  This  guidance 
established  that  in  nonattainment  and 
maintenance  areas  (areas  experiencing 
NAAQS  violations  and  required  to 
develop  air  quality  maintenance  plans 
under  40  CFR  part  51,  subpart  D), 
conformity  determinations  must  be 
documented  as  a  necessary  element  of 
all  certifications,  TIP  reviews,  and  EIS 
findings.  It  was  necessary  to  make 
certifications  that  the  planning  process 
had  been  conducted  according  to  the  3C 
process  and  consistent  with  Clean  Air 
Act  requirements. 

Transportation  plans  and  programs 
were  considered  to  conform  with  the 
SIP  if  they  did  not  adversely  affect  the 
transportation  control  measures  (TCMs) 
in  the  SIP,  and  if  they  contributed  to 
reasonable  progress  in  implementing 
those  TCMs.  A  transportation  project 
would  conform  if  it  were  a  TCM  from 
the  SIP,  came  from  a  conforming  TIP,  or 
did  not  adversely  affect  the  TCMs  in  the 

SIP. 

Subsequently,  DOT  developed  and 
issued  an  interim  final  rule  (46  FR  8426, 
January  26, 1981)  based  upon  the  joint 
guidance.  DOT  estabUshed  this  rule  to 
meet  its  obligations  under  section  176(c) 
of  the  CAA,  and  the  rule  was  put  into 
effect  immediately  upon  publication.  It 
amended  23  CFR  part  770  (FHWA  Air 
Quality  Guidelines)  and  added  49  CFR 
part  623  (UMTA  Air  Quality  Conformity 
and  Priority  Procedures). 

The  rule  used  the  joint  guidance's 
definition  of  conformity,  interpreting 
conformity  in  the  context  of  TCMs 
rather  than  emissions  budgets  or  air 
quality  analysis.  Compliance  with  the 
conformity  requirements  was  to  be 
demonstrated  as  part  of  the  planning 
and  NEPA  processes. 

D.  Conformity  Under  the  Clean  Air  Act 
Amendments  of  1990 

The  Clean  Air  Act  Amendments  of 
1990  expand  the  scope  and  content  of 
the  conformity  provisions  by  defining 
conformity  to  an  implementation  plan 
to  mean  conformity  to  the  plan's 
purpose  of  eliminating  or  reducing  the 
severity  and  number  of  violations  of  the 
national  ambient  air  quality  standards 
and  achieving  expeditious  attainment  of 
such  standards:  and  that  such  activities 


will  not  (i)  cause  or  contribute  to  any 
new  violation  of  any  standards  in  any 
area:  (ii)  increase  the  frequency  or 
severity  of  any  existing  violation  of  any 
standard  in  any  area:  or  (iii)  delay 
timely  attainment  of  any  standard  or 
any  required  interim  emission 
reductions  or  other  milestones  in  any 

area.  ,,«,.. 

In  addition  to  this  general  definition 
which  applies  to  all  Federal  actions, 
transportation  plans,  programs,  and 
projects  funded  xmder  title  23  U.S.C.  or 
the  Federal  Transit  Act  (hereinafter 
"transportation  plans,  programs,  and 
projects")  must  be  found  to  conform 
before  they  can  be  approved  at  the  local 
level  by  the  MPO.  Transportation  plans, 
programs,  and  projects  also  must  be 
found  to  conform  at  the  Federal  level  by 
DOT  before  they  can  be  approved, 
accepted,  or  funded. 

Section  176(c)(2)  of  the  1990 
Amendments  requires  the  expected 
emissions  from  transportation  plans  and 
TIPs  to  be  consistent  with  the 
implementation  plan's  motor  vehicle 
emission  estimates  and  required 
emissions  reductions.  A  transportation 
project  would  conform  if  it  came  from 
a  conforming  plan  and  TIP,  or  if  it  was 
demonstrated  that  the  projected 
emissions  from  the  project,  when 
considered  together  with  the  emissions 
projected  for  the  conforming 
transportation  plan  and  TIP,  were 
consistent  with  the  emission  reduction 
projections  and  schedules  in  the 
implementation  plan.  Finally,  TIPs  must 
provide  for  the  timely  implementation 
of  TCMs  consistent  with  schedules 
included  in  the  implementation  plan. 
"The  Clean  Air  Act  Amendments  of 
1990  therefore  emphasize  reconciling 
the  estimates  of  emissions  from 
transportation  plans  and  programs  with 
the  implementation  plan,  rather  than 
simply  providing  for  the 
implementation  of  TCMs.  This 
integration  of  transportation  and  air 
quality  planning  is  intended  to  protect 
the  integrity  of  the  implementation  plan 
by  ensuring  that  its  growth  projections 
are  not  exceeded  without  additional 
measures  to  counterbalance  the  excess 
growth,  that  progress  targets  are 
achieved,  and  that  air  quality 
maintenance  efforts  are  not 
undermined. 

Once  specific  emissions  reduction 
schedules  are  established  in  the 
implementation  plan  as  required  by 
sections  182  and  187  of  the  1990 
Amendments,  conformity  requires  that 
the  emissions  expected  from  plans  and 
TIPs  be  consistent  with  those  emissions 
reductions  in  the  implementation  plan. 
Until  that  time,  the  1990  Amendments 
together  with  the  rule  proposed  today 


establish  interim  requirements  for 
transportation  plans  and  TIPs  to  provide 
for  the  expeditious  implementation  of 
TCMs  in  me  applicable  implementation 
plan,  to  contribute  to  VOC  and  CO 
emissions  reductions,  and  to  avoid  any 
increase  in  PMio  or  NO,  emissions 
relative  to  1990  emission  levels  of  these 
pollutants.  In  carbon  monoxide  (CO) 
nonattainment  areas,  transportation 
projects  must  also  eliminate  or  reduce 
the  severity  and  number  of  violations  of 
the  CO  standards  in  the  area 
substantially  affected  by  the  project. 

According  to  section  176(c)(4).  EPA 
must  promulgate  criteria  and 
procedures  for  determining  conformity 
and  must  require  each  State  to  submit 
an  implementation  plan  revision  that 
includes  such  criteria  and  procedures. 
The  criteria  and  procedures  which  EPA 
promulgates  will  apply  as  Federal  law 
to  both  Federal  and  local  (MPO) 
conformity  determinations.  The 
implementation  plan  revisions  will 
make  conformity  criteria  and 
procedures  State  requirements  as  well. 
States  may  elect  to  incorporate  more 
stringent  conformity  criteria  and 
procedures  in  their  implementation 
plans  than  are  contained  in  the  Federal 

rule.  , 

Section  176(c)  of  the  CAA  applies  to 
all  departments,  agencies,  and 
instrumentalities  of  the  Federal 
government.  This  proposal  applies  only 
to  the  conformity  of  transportation 
plans,  programs,  and  projects 
developed,  funded,  or  approved  under 
title  23  U.S.C.  or  the  Federal  Transit 
Act.  Criteria  and  procedures  for 
determining  the  conformity  of  all  other 
Federal  actions,  including  highway  and 
transit  projects  which  require  funding  or 
approval  from  a  Federal  agency  other 
than  FHWA  or  FTA,  will  be 
promulgated  in  a  forthcoming  rule. 

E.  Interim  EPA/DOT  Conformity 
Guidance 

On  June  7. 1991.  EPA  and  DOT  jointly 
issued  guidance  for  determining 
conformity  of  transportation  plans, 
programs,  and  projects  during  the 
period  before  the  final  rule  is 
promulgated.  This  guidance  is  based  on 
the  interim  conformity  requirements  in 
§  176(c)(3)  of  the  CAA. 

According  to  the  interim  guidance,  a 
transportation  plan  or  TIP  conforms  if  it 
supports  the  implementation  plan's 
purpose  of  achieving  the  NAAQS:  has 
no  goals,  directives,  recommendations, 
or  projects  which  will  have  adverse 
impacts  on  the  implementation  plan; 
provides  for  the  expeditious 
implementation  of  TCMs  in  the 
implementation  plan:  contributes  to 
ozone  and  CO  emission  reductions:  and 
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does  not  increase  the  frequency  or 
severity  of  existing  violations  of  the 
NAAQS  for  which  the  area  is  designated 
nonattainment. 

Transportation  projects  conform  if 
they  come  from  a  conforming  plan  and 
TIP  and.  in  CO  nonattainment  areas,  if 
they  eliminate  or  reduce  the  number 
Mid  severity  of  CO  violations.  Projects 
which  are  not  from  a  TIP  (e.g.,  projects 
outside  metropolitan  areas  but  still  in 
nonattainment  areas,  and  projects 
whose  design  concept  and  scope  have 
changed  significantly  since  TIP 
adoption)  conform  if  they  do  not 
interfere  with  TCMs,  if  they  contribute 
to  regional  emissions  reductions,  and  in 
CO  nonattainment  areas,  if  they  reduce 
local  CO  violations. 

F.  Public  Consultation  in  the 
Development  of  This  Proposal 

Because  the  Clean  Air  Act 
Amendments  of  1990  significantly 
broadened  the  scope  of  transportation 
conformity,  EPA  involved  potentially 
affected  parties  early  in  its  process  of 
developing  conformity  criteria  and 
procedures.  EPA,  FHWA,  and  FTA 
jointly  funded  a  grant  to  the  National 
Association  of  Regional  Councils 
(NARC),  in  part  to  establish  a  technical 
review  panel  which  would  provide  a 
framework  for  education  of  the  affected 
State.and  local  agencies  and 
coordination  of  their  comments  to  EPA. 
The  technical  review  panel  for 
conformity  is  comprised  of 
representatives  from  the  affected 
government  entities,  including 
representatives  from  NARC  (which 
represents  MPOs),  the  American 
Association  of  State  Highway  and 
Transportation  Officials,  the  American 
Public  Transit  Association,  the  State 
and  Territorial  Air  Pollution  Program 
Administrators,  and  the  Association  of 
Local  Air  Pollution  Control  Officials. 
EPA  staff  have  by  invitation  attended 
several  panel  meetings. 

EPA  circulated  concept  papers  to  the 
conformity  technical  review  panel  and 
other  interested  parties,  including 
representatives  of  the  environmental 
community  and  the  development 
community.  EPA  also  hosted  a 
roundtable  discussion  in  Ann  Arbor, 
Michigan  in  October  1991.  EPA  received 
a  substantial  number  of  comments, 
which  are  available  in  the  docket.  The 
agency  welcomes  comments  from  all 
interested  parties  on  the  contents  of  this 
specific  proposal. 

III.  Applicability  Issues 

A.  Geographic  Applicability 

EPA  has  heard  a  vtride  range  of 
opinion  on  the  legal  and  public  policy 


issues  associated  with  whether 
conformity  must  apply  in  areas  which 
have  been  designated  as  attainment  or 
unclassifiable  areas  continuously  since 
initial  designation,  as  opposed  to  areas 
that  were  one  designated  as 
nonattainment  areas  and  have  since 
been  redesignated  to  attainment.  Some 
MPOs  in  such  attainment  areas  believe 
that  Congress  did  not  intend  such  areas 
to  be  brought  under  the  conformity 
requirements;  they  are  also  concerned 
that  the  regulatory  burden  associated 
with  analyzing  transportation-related 
emissions  is  not  justified  in  areas 
without  air  quality  problems.  Small 
MPOs  in  particular  have  limited  staff, 
planning  resources,  and  air  quality 
modeling  experience.  However,  some 
members  of  the  environmental 
community  are  concerned  that  rapidly 
growing  attainment  areas  that  have 
never  before  been  designated 
nonattainment  may  begin  violating  the 
NAAQS  unless  the  long-range 
transportation  and  air  quality  planning 
associated  with  conformity  is 
performed. 

The  CAA  as  amended  in  1990  now 
defines  conformity  in  section 
176(c)(l)(B)(i)  as  meaning,  among  other 
things,  that  activities  will  not  "cause  or 
contribute  to  any  new  violation  of  any 
standard  in  any  area."  This  language 
can  be  taken  to  imply  applicability  of 
conformity  requirements  to  all 
attainment  and  nonattainment  areas. 
However,  some  ambiguity  is  introduced 
by  the  section's  placement  within  part 
D  of  the  CAA,  entitled  "Plan 
Requirements  for  Nonattainment 
Areas,"  and  by  other  details  of  the 
phrasing  of  the  conformity  requirement. 

After  extensive  review  of  the  statutory 
provisions  and  the  legislative  history  on 
this  issue.  EPA  has  concluded  that  a 
reasonable,  and  therefore  permissible, 
reading  of  section  176(c)  is  that  it 
applies  only  to  nonattainment  areas  and 
those  attainment  areas  subject  to  the 
maintenance  plans  required  by  section 
175  A  of  the  CAA,  as  described  below. 
Because  the  statutory  language  itself  is 
ambiguous,  there  is  no  clear  indication 
on  the  face  of  section  176(c)  as  to  where 
the  provision  should  apply.  EPA  has 
therefore  looked  to  the  statute  as  a 
whole  to  determine  the  appropriate 
application  of  the  provision. 

EPA  beheves  that  an  important  piece 
of  evidence  is  the  placement  of  section 
176(c)  within  part  D  of  the  CAA, 
entitled  "Plan  Requirements  for 
Nonattainment  Areas,"  and  specifically 
within  subpart  1,  entitled 
"Nonattainment  Areas  in  General."  EPA 
believes  that  all  provisions  within  these 
parts  should  apply  only  in 
nonattainment  areas,  unless  the  overall 


weight  of  the  evidence  in  a  given 
section  indicates  some  other  legislative 
intent.  As  described  here,  EPA  can  find 
no  such  intent  in  section  176  to  apply 
the  conformity  requirement  to  the  full 
imi verse  of  attainment  areas. 

Certain  participants  in  the  discussion 
on  this  issue  have  indicated  that  section 
176{c)(l)(B)(i),  which  requires  that 
Federal  activities  not  lead  to  any  new 
violation  of  any  standard  in  any  area, 
must  be  interpreted  as  applying  to  all 
areas,  including  all  attainment  areas. 
However,  the  provision  can  be  read, 
v«thin  the  context  of  EPA's 
interpretation  of  section  176(c),  as 
applying  only  to  all  areas  subject  to  the 
provision — that  is,  all  nonattainment 
and  (for  the  reasons  discussed  further 
below)  maintenance  areas. 

Despite  extensive  legislative  history 
on  section  176(c),  no  mention  is  made 
of  the  areas  subject  to  the  provision. 
Because  of  the  significant  burden  that 
imposing  conformity  requirements  will 
have,  especially  on  smaller  areas 
outside  large  urban  centers,  EPA 
believes  that  Congress  would  have 
discussed  the  provision's  applicability 
to  all  attainment  areas  if  it  intended  the 
provision  to  apply  there  despite  its 
location  within  part  D. 

In  contrast,  EPA  beUeves  that  both  the 
statutory  language  itself  and  the 
legislative  history  support  application  of 
the  conformity  requirement  to  those 
attainment  areas  subject  to  maintenance 
plans  under  section  175A  of  the  CAA. 
Section  176(c)(4)(B)(iii)  expUcitly 
requires  EPA's  conformity  procedures  to 
address  how  conformity  determinations 
will  be  made  with  respect  to 
maintenance  plans.  Further  in 
describing  section  176(c),  one  of  the 
lead  sponsors  of  the  1990  CAA 
Amendments  stated  that  "to  the  extent 
that  the  transportation  plan  includes  a 
period  that  extends  beyond  the 
attainment  deadline  for  an  area,  section 
176(c)(l)(B)(i)  also  requires  that  mobile 
sources  not  cause  violations  of  a 
NAAQS  during  the  maintenance 
period"  (136  Congressional  Record, 
S16073,  October  27, 1990).  In  addition, 
the  Senate  Committee  Report  indicates 
that  "(tihe  conformity  determination 
applies  to  each  pollutant  for  which  an 
attainment  or  maintenance  plan  is 
required"  (Senate  Report  101-228,  page 
29).  These  pieces  of  statutory  and 
legislative  evidence  lead  EPA  to 
conclude  that  under  a  reasonable,  and 
therefore  permissible,  reading  of  section 
176(c),  conformity  should  apply  in  all 
areas  subject  to  maintenance  plans, 
despite  the  general  limitation  of 
conformity  requirements  to  designated 
nonattainment  areas. 
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Application  of  conformity  to  only 
nonattainment  areas  and  maintenance 
areas  was  the  approach  historically 
taken  by  EPA  and  DOT  with  respect  to 
transportation  activities.  EPA  does  not 
see  any  reason  to  alter  this  approach  in 
light  of  the  1990  CAA  Amendments.  It 
is  true  that  EPA  has  in  the  past 
indicated  that  section  176(c)  might 
apply  to  attainment  areas  with  respect 
to  other  types  of  Federal  activities  (45 
FR  21590.  April  1. 1980.  Advance 
Notice  of  Proposed  Rulemaking  on 
section  176(c)  in  general).  However, 
EPA  never  took  any  formal  rulemaking 
action  baaed  on  such  a  legal 
interpretation  of  section  176(c).  As 
explained  above,  based  on  section 
176(c)  as  amended.  EPA  believes  that  it 
would  be  reasonable  to  interpret  section 
176(c)  so  that  conformity  applies  only  in 
nonattainment  and  maintenance  areas. 
EPA  believes  that  the  section  176(c) 
and  legislative  references  to 
"maintenance  plans"  and  the  legislative 
reference  to  "maintenance  periods" 
refer  to  the  maintenance  plans  and 
maintenance  periods  described  in  CAA 
section  175A,  the  preceding  section  of 
the  CAA.  That  section  refers  to 
maintenance  plans  required  for 
redesignation  under  the  CAA  as 
amended  in  1990.  and  the  maintenance 
period  to  be  provided  by  such  plans. 
Thus,  under  the  interpretation  EPA  is 
proposing  to  adopt  today,  the 
conformity  requirements  would  apply, 
with  respect  to  a  particular  pollutant, 
only  to  (1)  those  areas  designated 
nonattainment  for  that  pollutant  and  (2) 
those  areas  (hat,  while  designated 
attainment  for  that  pollutant,  are  subject 
to  a  maintennnce  plan  required  by 
section  175A  because  they  had  been 
redesignated  from  nonattainment  to 
attainment  under  the  1990  amendments. 

EPA  believes  therefore  that 
maintenance  areas  include  all  areas 
designated  nonattainment  pursuant  to 
the  1990  CAA  Amendments  and 
subsequently  redesignated  to  attainment 
subject  to  tha  requirement  to  develop  a 
maintenance  plan  under  section  175A  of 
the  amended  CAA.  EPA  proposes  that 
all  of  these  areas  be  subject  to  the 
requirements  of  section  176(c). 

Furthermore,  conformity  applies 
pollutant-by-poUutant;  for  example,  an 
area  designated  nonattainment  only  for 
ozone  must  consider  ozone  impacts  in 
ifs  conformity  reviews.  EPA  notes  that 
presently  there  are  relatively  few 
maintenance  areas  for  the  criteria 
pollutants  for  which  conformity  does 
apply. 

B.  Non-Federal  Projects 

This  proposal  would  apply  only  to 
those  projects  which  receive  Federal 


funds  or  approval  under  title  23  U.S.C 
or  the  Federal  Transit  Act.  EPA  is 
proposing  that  non-federal  highway  and 
transit  projects— those  which  receive  no 
Federal  funding  and  require  no  Federal 
approvals  or  actions — are  not  subject  to 
conformity.  However,  the  emissions 
analyses  required  for  conformity 
determinations  on  transportation  plans 
and  TIPs  would  be  required  to  account 
for  the  impacts  of  all  regionally 
significant  non-federal  projects. 

m  the  event  of  a  nonconformity 
determination,  only  Federally  assisted 
or  approved  projects  would  be  delayed. 
However,  State  and  local  officials  are 
encouraged  to  review  and  revise  the 
total  mix  of  projects  in  order  to  bring  the 
area  into  conformity. 

The  CAA  is  ambiguous  regarding  the 
appUcability  of  conformity  to  non- 
federal projects.  Section  176(c)(2)(C)  of 
the  CAA  says  that  "transportation 
projects"  must  be  found  to  conform  if 
they  are  adopted  or  approved  by  an 
MPO  or  any  recipient  of  funds 
designated  under  title  23  U.S.C  or  the 
Federal  Transit  Act.  This  could  be  read 
to  apply  conformity  to  any 
transportation  project  approved  by  a 
recipient  of  DOT  funds,  regardless  of  the 
project's  actual  source  of  funding. 
Under  this  interpretation,  all  projects  by 
State  Departments  of  Transportation 
would  require  conformity 
determinations,  because  the  State 
Departments  of  Transportation  receive 
some  DOT  funds.  An  alternative  reading 
is  that  "transportation  project,"  which  is 
not  defined  anywhere  in  the  CAA. 
means  a  Federally  funded  or  approved 
project,  and  the  "any  recipient  of  funds" 
provision  is  included  to  cover  Federal 
projects  which  will  be  built  outside  the 
jurisdiction  of  any  MPO.  The  title  of 
section  176.  "Limitations  on  Certain 
Federal  Assistance."  suggests  that 
Congress  intended  only  Federally 
approved  or  assisted  projects  to  be 
affected  by  the  provisions  of  section 
176(c).  None  of  the  legislative  history 
clearly  indicates  that  non-federal 
projects  were  meant  to  be  subject  to 
conformity,  but  none  of  it  clearly 
contradicts  such  appUcability. 

EPA  concludes  that  the  better  reading 
of  the  ambiguous  statutory  language  is 
that  section  176(c)  only  covers  projects 
supported  in  some  way  or  approved  by 
FHWA  or  FTA.  This  conclusion  is 
bolstered  by  the  reference  to  title  23  or 
Urban  Mass  Transportation  Act  funds  in 
defining  the  project  sponsora  whose 
projects  will  be  subject  to  the 
conformity  requirement,  which 
indicates  that  the  requirement  should 
apply  only  to  those  of  their  projects 
which  are  funded  through  such  sources; 
applicability  to  projects  which  are 


approved  by  FHWA  or  FTA.  even  if  they 
are  not  FHWA/FTA  funded,  follows 
from  the  general  requirement  for  Federal 
actions  (including  approvals)  to 
conform  to  the  apphcable 
implementation  plan.  Further,  the 
requirement  to  find  transportaticm 
projects  in  conformity  is  located  in 
secUon  176(c)(2)(C)  following  the 
introductory  words  "in  particular"  at 
the  end  of  the  first  paragraph  of  section 
176(c)(2).  Those  words  indicate  that  all 
that  follows  merely  expands  on  and 
clarifies  the  preceding  text.  The 
preceding  sentence  in  the  body  of 
section  176(c)(2)  restates  the  obligation 
of  Federal  agencies  to  make  conformity 
findings,  and  thus  clearly  applies  only 
to  Federally  supported  or  approved 
projects. 

In  addition,  the  introductory 
paragraph  of  section  176(c)  clearly 
imposes  the  requirements  of  the 
provision  only  on  Federal  agencies  and 
MPOs.  which  are  entities  created  by 
Federal  law  to  distribute  Federal  monies 
to  Federally  funded  transportation 
projects.  Finally,  the  one  piece  of 
legislative  history  that  appears  to  speak 
most  directly  to  this  point  states  that  the 
law  "clarifies  what  is  meant  by 
requiring  that  activities  assisted, 
supported  or  Ucensed  by  Federal 
agencies  'conform  to'  a  (SIP)"  (Senate 
Report  101-228.  page  28).  These 
indications,  coupled  with  the  title  of 
section  176(c)  applying  only  to  Federal 
assistance,  lead  EPA  to  conclude  that 
the  term  "project"  in  section  176(c) only 
refers  to  federally  supported  or 
approved  projects. 

In  the  past.  EPA  has  interpreted  the 
ambiguous  general  language  in  the 
initial  paragraph  of  section  176(c)  as  it 
appeared  in  the  1977  CAA  Amendments 
as  covering  all  projects  approved  by 
MPOs.  whether  or  not  they  were 
Federally  funded  or  approved.  See,  for 
example,  Arizona  Federal 
Implementation  Plan,  56  FR  5458.  5474 
(February  11. 1991).  However,  detailed 
language  was  added  to  section  176(c)  in 
the  1990  CAA  Amendments  which 
required  EPA  to  reanalyze  this  issue. 
Although  EPA  concluded  that  the 
ambiguity  should  be  resolved  in  favor  of 
covering  all  projects  under  the 
introductory  paragraph  of  section  176(c) 
as  it  stood  alone  in  1977,  EPA's  review 
of  the  new  detailed  language  added  in 
1990  lead  EPA  to  conclude  the  opposite. 
As  described  above,  on  reading  the 
section  as  a  whole.  EPA  believes  that 
section  176(c)  in  its  entirety  applies 
only  to  federally  supported  or  approved 
projects. 

EPA  believes  that  applying 
conformity  only  to  federally  funded  or 
approved  projects  will  not  significantly 
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reduce  the  protection  of  air  quality,  and 
thus  is  consistent  with  the  purpose  of 
the  CAA  as  a  whole.  State  governments 
have  the  pdwer  to  regulate  non-federal 
projects.  Further,  many  regionally 
important  highways  will  require  Federal 
approvals  for  connections  to  interstate 
highways  or  under  other  statutes,  for 
example,  wetlands  protection  permits 
under  the  Clean  Water  Act.  Finally,  as 
explained  in  the  next  paragraph,  the 
transportation  plan  and  TlP  will  be 
required  to  compensate  for  any  adverse 
impact  of  regional  emissions  from  non- 
federal projects. 

The  collective  impact  of  non-federal 
projects  will  eventually  affect  the 
conformity  of  transportation  plans  and 
TIPs,  because  Federal  and  non-federal 
projects  share  the  "budget"  of  motor 
vehicle  emissions  which  meets 
implementation  plan  emission 
reduction  milestones  and  demonstrates 
attainment.  Therefore,  there  is  a 
practical  need  for  transportation  and  air 
quality  planners  to  consider  the 
emissions  impacts  of  regionally 
significant  non-federal  projects  in 
making  conformity  determinations.  As  a 
result,  EPA  would  require  regionally 
significant  non-federal  projects  to  be 
addressed  in  the  regional  air  quality 
analyses  of  plans  and  TIPs,  althou^ 
these  non-federal  projects  would  not 
require  project-level  conformity 
determinations. 

Although  it  would  still  be  possible  for 
non-federal  project  sponsors  to  add  or 
modify  projects  without  additional 
analysis  after  the  plan  has  been  found 
to  conform,  the  next  plan  would  have  to 
offset  any  emissions  increases  above  the 
implementation  plan's  emissions 
budgets.  States  which  are  concerned 
about  the  impact  of  non-federal  projects 
may,  of  course,  extend  conformity 
criteria  and  procedures  to  them,  with  no 
formal  involvement  of  DOT. 

C.  Regional  Significance 

EPA's  proi>osal  would  require  the 
impacts  of  "regionally  significant" 
projects  to  be  considered  in  the  regional 
emissions  analyses  for  plans  and  TIPs. 
EPA's  use  of  the  term  "regionally 
significant"  is  intended  to  limit 
emissions  analysis  to  those  projects 
which  would  have  significant  impacts 
on  regional  travel,  emissions,  and  air 
quality.  EPA  believes  that  the  emissions 
and  air  quality  impacts  of  regionally 
insignificant  projects  can  be  considered 
de  minimis  in  relation  to  the  plan  and 
TIP  regional  emissions  analysis. 

EPA  is  proposing  that  a  "regionally 
significant"  transportation  facility  is  a 
facility  with  an  arterial  or  higher 
functional  classification,  or  any  other 
fadlity  regardless  of  functional 


classification  that  serves  regional  travel 
needs  and  would  normally  be  included 
in  the  modeling  for  the  transportation 
network.  Regional  travel  needs  would 
include,  for  example,  access  to  major 
activity  centers  in  the  region,  to 
transportation  terminals,  and  to  and 
frt)m  the  area  outside  the  region. 

EPA  considered  several  options  for 
defining  "regionally  significant," 
including  a  definition  only  according  to 
functional  level  or  a  quantifiable 
threshold  such  as  average  daily  traffic. 
Definition  solely  by  functional  level 
would  pose  difficulties  because  regional 
significance  does  not  correspond  exactly 
with  functional  level.  Some  collectors 
could  be  considered  regionally 
significant,  but  defining  all  collectors  as 
regionally  significant  would  increase 
required  analysis  resoiut:e8  to 
impracticable  levels.  (Collectors  are 
surface  streets  providing  land  access 
and  traffic  circulation  service  within 
residential,  commercial,  and  industrial 
areas.) 

Definition  according  to  a  quantifiable 
threshold  would  eliminate  ambiguity. 
However,  although  transportation 
professionals  have  an  intuitive 
understanding  of  which  facilities  are 
regionally  significant,  the  choice  of  an 
appropriate  threshold  is  not  obvious. 
Definition  according  to  a  precise 
threshold  could  prevent  transportation 
and  air  quality  professionals  from  using 
their  best  judgment  in  cases  where  a 
facility  is  clearly  significant  or 
in»gnificant. 

The  proposed  definition  refers  to 
functional  classification,  t|^e  intmtive 
understanding  of  regional  s'ignificance, 
and  professional  judgment.  Therefore, 
EPA  believes  it  is  the  most  likely  to 
include  truly  significant  facilities  and 
exclude  insignificant  facilities. 

IV.  Actions  Covered  by  This  Rule 

This  rule  addresses  only 
transportation  plans,  programs,  and 
projects  which  are  developed,  funded, 
accepted  or  approved  under  title  23 
U.S.C.  or  the  Federal  Transit  Act.  For 
such  highway  (FHWA)  and  transit 
(FTA)  projects  which  also  require  action 
by  other  Federal  agencies  (e.g.,  wetlands 
permits),  the  other  Federal  agencies  will 
not  be  required  to  do  a  separate  air 
analysis.  Those  Federal  agencies  may 
adopt  the  air  analysis  of  the  lead  agency, 
or  agency  with  primary  responsibility, 
in  order  to  make  a  conformity 
determination  of  their  own. 

Highway  and  transit  projects  which 
need  approval  bom  other  Federal 
agencies  but  which  are  not  funded  or 
approved  by  FHWA  or  FTA  are  not 
covered  by  this  rule,  but  they  will  be 
addressed  in  a  forthcoming  proposed 


rule.  That  proposed  rule  will  provide 
that  satisfaction  of  the  criteria  and 
procedures  in  today's  rule  would  be 
sufficient  for  the  highway  and  transit 
aspects  of  such  other  projects  also. 

This  rule  would  require  DOT  and  the 
MPO  to  make  conformity 
determinations  in  order  to  adopt, 
accept,  or  approve  a  transportation  plan 
or  TIP  developed  pursuant  to  23  U.S.C 
134  or  the  Federal  Transit  Act. 

The  conformity  of  existing 
transportation  plans  would  have  to  be 
determined  within  eighteen  months  of 
the  date  of  publication  of  the  final  rule. 
After  eighteen  months,  the  conformity 
status  of  the  existing  or  previous 
transportation  plan  would  automatically 
lapse. 

This  rule  would  also  require 
conformity  determinations  for  highway 
or  transit  projects  which  are  proposed  to 
receive  funding  assistance  and  approval 
through  the  Federal-Aid  Highway 
program  or  the  Federal  mass  transit 
program,  or  which  require  FHWA  or 
FTA  approval  for  some  aspect  of  the 
project.  For  such  projects,  conformity 
determinations  would  be  made  by  DOT, 
based  on  information  provided  by  the 
project  sponsor. 

Certain  highway  and  transit  projects 
which  by  their  nature  are  neutral  in 
terms  of  emissions  impacts  would  be 
exempt  bom  conformity  determinations, 
including  most  safety  projects  and 
operating  assistance  to  transit  agencies. 
However,  implementation  of  these 
projects  must  not  interfere  with  the 
timely  implementation  of  TCMs.  These 
neutral  projects  are  listed  in  §  51.373  of 
the  proposed  rule. 

As  defined  in  this  proposal,  the  term 
"transit  project"  would  specifically  not 
encompass  operational  actions  such  as 
route  dianges,  service  schedule 
adjustments,  or  fare  changes. 

Conformity  determinations  on  such 
activities  would  be  cumbersome,  and 
they  are  associated  with  Federal  action 
only  indirectly  through  general 
operating  assistance.  FTA  is  specifically 
prohibited  from  becoming  involved  in 
these  types  of  local  decisions  (49  U.S.C 
app.  1608(d)).  EPA  believes  that  FHWA  ' 
and  FTA  do  not  have  sufficient  control 
over  the  use  of  general  operating  funds 
to  justify  conformity  findings  with 
respect  to  each  individual  use  of  such 
funds.  However,  conformity 
determinations  for  plans,  llPs,  and 
some  projects  would  be  required  to 
consider  the  most  recent  and  planned 
transit  routes,  fares,  tolls,  and  other 
highway  and  transit  system  operational 
policies  as  background  ass\unptions. 

EPA  is  aware  that  in  some  areas 
transit  routes  and  policies  play  an 
important  role  in  total  mgional  emission 
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levels,  and  some  people  believe  that 
proposed  changes  in  transit  routes  and 
fares  should  be  subject  to  conformity 
review.  EPA  believes  such  an  approach 
would  not  be  feasible  if  applied  to  all 
types  of  dianges  to  transit  system 
operational  policies.  However,  EPA 
invites  comment  on  what  type  of 
limited  application  of  conformity  might 
be  appropriate. 

Altnough  changes  in  road  or  bridge 
tolls  which  do  not  require  Federal 
approval  could  significantly  affect  travel 
on  the  transportation  network,  the 
agencies  adjiisting  road  or  bridge  tolls 
should  have  flexibility,  and  conformity 
determinations  on  such  activities  would 
be  cumbersome.  Again,  the  link  to 
Federal  support  of  such  activities  does 
not  appear  sufficient  to  justify 
appUcation  of  §  176(c).  Such  changes 
would  in  any  case  have  to  be  considered 
in  background  modeling  assumptions. 

Pre-existing  projects  which  received 
final  NEPA  approval  (a  categorical 
exclusion.  Finding  of  No  Significant 
Impact,  or  a  record  of  decision  on  a 
Final  Environmental  Impact  Statement) 
and  a  final  conformity  determination  by 
FHWA  or  FTA  prior  to  the  effective  date 
of  the  final  rule  would  need  no  further 
conformity  determinations  imless  there 
were  a  significant  change  in  design 
concept  and  scope  or  a  supplemental 
environmental  docimient  for  air  quality 
purposes  were  required.  Otherwise, 
such  pre-existing  projects  which  are 
subject  to  this  rule  could  not  be 
implemented  without  a  new  conformity 
determination  consistent  with  the 
requirements  of  the  final  rule. 

V.  Implementation  Plan  Revision 

Section  176(c)(4)(C)  of  the  CAA 
requires  each  State  to  submit  an 
implementation  plan  revision  which 
includes  criteria  and  procedures  for 
assessing  conformity.  The  CAA  directs 
EPA  to  require  submittal  of  these 
implementation  plan  revisions  by 
November  15. 1992.  which  is  twelve 
months  after  the  final  rule  was  to  have 
been  promulgated.  Because  the 
promulgation  of  the  final  rule  has  been 
delayed  and  will  not  even  be  effective 
by  November  15, 1992,  and  because  the 
implementation  plan  revisions  cannot 
reasonably  be  prepared  without  the  final 
rule,  it  is  not  possible  for  EPA  to  require 
States  to  submit  implementation  plan 
revisions  by  that  data.  Therefore.  EPA  is 
proposing  that  the  plan  revisions  be 
submitted  within  twelve  months  of 

Eromulgation  of  the  final  rule.  EPA 
elieves  it  is  appropriate  to  give  the 
States  a  year  to  develop  and  submit 
implementation  plan  revisions,  as 
Congress  anticipated.  The  direct 
reqidrements  of  the  final  rule  will  apply 


as  a  matter  of  Federal  law  to  Federal 
agencies  and  MPOs,  and  will  not 
depend  upon  the  completion  or 
approval  of  the  State  plan  revision. 
Therefore,  EPA  believes  it  is  reasonable 
to  allow  the  States  twelve  months  to 
submit  their  plan  revisions,  as  the  CAA 
originally  intended. 

EPA  requests  comment  on  the 
acceptable  forms  which  the  criteria  and 
procedures  may  take,  for  example,  a 
State  statute  or  a  State  agency  rule 
binding  on  MPOs.  EPA  notes  that  the 
CAA  requires  the  criteria  and 
procedures  to  be  legally  enforceable, 
and  a  pubUc  hearing  must  be  held  prior 
to  their  adoption  by  the  State. 

A  State  may  include  procedures  in  its 
conformity  plan  revision  which  are 
more  stringent  than  those  in  the  final 
Federal  rule.  For  example,  a  State  may 
choose  to  apply  conformity  statewide, 
in  all  its  attainment  areas  as  well  as 
nonattainment  areas.  The  Ozone 
Transport  Commission  may  also 
recommend  to  EPA  the  application  of 
conformity  throughout  the  transport 
region,  under  §  184(c)  of  the  CAA.  To 
apply  conformity  in  attainment  areas. 
States  would  need  State  authorizing 
legislation  and  would  have  to  develop 
appropriate  criteria  and  procedures.  The 
criteria  and  procedures  in  this  rule  were 
designed  for  nonattainment  areas. 

VI.  Interagency  Consultation  and  Public 
Participation 

A.  Interagency  Consultation 

This  rule  proposes  that  the 
implementation  plan  revision 
addressing  conformity  shall  include 
well-defined  interagency  consultation 
procedures.  Specifically,  development 
of  the  implementation  plan,  the 
transportation  plan,  and  the  TIP  would 
require  consultation  between 
representatives  of  the  MPOs;  State  and 
local  air  quality  planning  agencies;  State 
and  local  transportation  agencies;  other 
organizations  with  responsibilities  for 
developing,  submitting,  or 
implementing  provisions  of  an 
implementation  plan  required  by  the 
CAA;  and  local  or  regional  offices  of  the 
EPA.  FHWA,  and  FTA. 

EPA  believes  that  the  consultation 
process  will  be  most  successful  if  it 
accommodates  the  structure  of  involved 
organizations  and  addresses  existing 
relationships.  By  proposing  that  the 
States  develop  the  details  of  their  own 
consultation  procedures,  EPA  is 
allowing  States  the  flexibility  to  tailor 
the  consultation  process  so  it  can  be 
most  effective  in  each  State.  To  ensure 
that  the  procedures  are  thorough  and 
well-considered,  EPA  has  included  in 
the  proposed  rule  a  list  of  issues  which 


States  must  address  through  the  design 
and  operation  of  the  consultation 
process. 

EPA  is  proposing  interagency 
consultation  during  the  development  of 
implementation  plans  as  well  as  during 
the  development  of  transportation  plans 
and  TIPs  because  it  believes  the  early 
and  continuous  involvement  of  air 
quality  and  transp>ortation  agencies  is 
crucial.  For  example,  consultation 
during  the  development  of  motor 
vehicle  emissions  budgets  is  necessary 
to  insure  that  the  budgets  are  reasonable 
and  to  allow  the  transportation 
community  to  begin  adjusting  its 
planning.  In  addition,  transportation 
and  air  quality  planning  documents  use 
interdependent  assumptions  and 
analyses..  Delaying  consultation  until 
planning  documents  are  already 
developed  does  not  allow  enough 
opportunity  for  meaningful  exchange  or 
settlement  of  disputes.  Furthermore,  if 
consultation  on  a  conformity 
determination  were  not  begun  imtil  the 
draft  conformity  determination  was 
released,  the  conformity  finding  could 
be  delajred  and  transportation  activities 
could  be  disrupted  pending  resolution 
of  any  disagreement  over  the  basis  for 
the  final  conformity.determination. 

Although  it  is  not  feasible  to  require 
EPA  concurrence  on  conformity 
determinations  themselves.  EPA 
recognizes  the  importance  of  reaching 
agreement  on  the  methodology  of  the 
analyses  supporting  conformity 
determinations.  Therefore,  EPA  invites 
comment  on  whether  to  adopt  this 
proposal's  approach  of  simply  requiring 
consultation  with  EPA  on  the  choice  of 
the  models  and  associated 
methodologies  to  bo  used  in  hot-spot 
analyses  and  regional  air  quaUty 
modeling,  or  whether  EPA  concurrence 
with  these  decisions  should  be  required. 

EPA  invites  comment  on  what  it  any 
consequences  the  implementation  plan 
shoula  impose  if  the  implementation 
plan's  consultation  process  is  not 
observed  by  the  MPO  or  State  and  local 
air  quality  agencies.  The  proposed  rule 
does  not  specifically  address  this 
question. 

Today's  proposal  requires  that  the 
implementation  plan  revision 
establishing  consultation  procedures 
address  the  process  for  obtaining 
comment  on  draft  documents  prior  to 
adoption.  EPA  expects  that  memoranda 
of  underetanding  will  be  developed 
between  DOT  and  EPA  and/or  the  State 
air  quality  agencies  which  will  address 
how  comments  on  proposed  conformity 
determinations  will  be  handled. 
However,  EPA  requests  comment  on 
whether  this  rule  should  specifically 
require  DOT  to  explicitly  consider 
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EPA's  (or  the  State  air  quality  agesMaes') 
conunents  on  imipoeed  canfonnity 
detominations  and  notify  EPA  (or  State 
agencies)  of  the  dispoeition  of  its 
comments  before  talcing  final  action  on 
the  conformity  determination.  This 
would  be  consistent  writh  DOT'S  interim 
final  rule  on  confonnity  (46  FR  8428, 
January  26. 1981). 

B.  Public  Participation 

EPA  would  also  require  the 
conformity  implementation  plan 
revision  to  include  procediues  which 
would  provide  a  reasonable  opportimity 
for  public  review  and  comment  on 
conformity  determinations  and  their 
supporting  materials  piita  to  formal 
action  on  a  conformity  determination, 
where  otherwise  required  by  law. 

Public  consultation  procedures  for  the 
development  of  plans  and  TIPs  (which 
will  include  the  conformity 
determination)  are  being  developed  by 
DOT  in  response  to  requirements  in  the 
Intermodal  Surfece  Transportation 
Efficiency  Act  (ISTEA)  (Pub.  L.  102- 
240).  Therefore.  EPA  is  rM>t  proposing 
specific  public  consuhation  procedures 
in  this  rule.  However,  States  may  need 
to  adopt  public  consultation  procedures 
in  their  implementation  plan  revisions 
before  DOT  publishes  the  ISTEA 
requirements. 

VIL  Descriptioa  of  the  Proposal 

A.  Frequency  of  Conformity 
Determinations 

EPA  is  proposing  that  events  which 
would  fundamentally  affect  the  basis  of 
a  conformity  determination — 
specifically,  changes  to  transportation 
plans,  TIPs,  or  air  quality 
implementation  plans — would 
automatically  trigger  a  requirement  for  a 
new  conformity  determinatioai. 
However,  in  no  case  could  more  than 
three  years  elapse  between 
determinations  on  transportation  plans 
and  TIPs.  If  conformity  were  not 
redetermined  according  to  these 
requirements,  the  confonnity  status  of 
the  plan  and  TIP  would  automatically 
lapse,  and  projects  could  not  be 
approved. 

The  three-year  timeframe  is  the  least 
frequent  allowed  by  the  CAA.  However, 
EPA  believes  it  will  adequately  ensure 
that  if  triggering  events  are  infrequent, 
conformity  determinations  would  still 
be  periodically  updated  to  reflect  the 
current  transportation  system  and  the 
most  recent  model  revisions  and 
planning  assumptions. 

EPA  believes  confonnity 
determinations  should  be  made 
frequently  enough  to  ensure  that  the 
confonnity  process  is  meaningful.  At 


the  same  time.  EPA  believes  k  is 
important  to  limit  the  number  of  triggers 
for  conformity  datanninations  in  order 
to  preserve  tha  stafaiHty  of  the 
transportation  planning  process. 

EPA  is  proposing  that  all  amendments 
to  transportati<m  pluu  and  TIPs 
involving  non-exraipt  projects  would 
require  conformity  detanninatioiu  for 
the  plans  and  TIP*.  Plans  and  TIPs  are 
the  focus  of  regicmal  emissions  analyses, 
so  any  changes  to  these  doruments  must 
be  analysed  for  their  impact  cm 
transpwtation-relaled  emissions  in  the 
aggregate  before  one  can  be  assured  of 
continued  conformity. 

A  new  transportation  plan  or  plan 
revision  woula  also  require  a  new 
conformity  determination  for  the  TIP, 
because  the  TIP's  confonnity  is 
determined  in  the  context  of  the 
areawide  transportation  system. 
Changes  to  the  plan,  whidi  describes 
the  predicted  areawide  transportatimi 
system,  could  change  the  conformity 
status  of  a  TIP.  A  new  r^onal 
emissions  analysis  would  not 
necessarily  be  required  of  the  TIP'S 
confonnity  redetermination  if  it  could 
be  qualitatively  demonstrated  that  the 
plan's  changes  would  not  aSact  the 
analyses  in  the  previous  TIP  conformity 
determination.  Because  plan  revisions 
can  be  anticipated,  EPA  expects  that 
MPOs  will  be  able  to  cotmlinate  plan 
revisions  and  new  TIPs  so  that  only  one 
conformity  determination  on  a  TIP 
would  be  necessary.  EPA's  proposal 
allows  a  reasonable  interval  of  six 
months  after  a  plan  is  amended  or  a  new 
plan  is  adopted  during  which  the  TIP 
could  be  revised  and  a  new  confonnity 
determination  made  by  the  MPO  and 
DOT. 

EPA  is  proposing  that  certain  other 
events  would  trigger  a  new  confonnity 
determination  on  the  transportation 

Elan  within  eighteen  months.  EPA 
alieves  eighteen  months  allows  timely 
consideraticm  of  new  information 
without  disrupting  or  unreasonably 
compressing  the  transportation  planning 
cycle.  The  triggers  would  not  apply  to 
TIPs  becaxtse  new  TIPs  otTIP 
amendments,  whidi  require  conformity 
determinations,  would  already  be 
occurring  every  one  or  two  years.  The 
triggering  events  include  publication  of 
the  final  rule  and  an  implementation 
plan  revision  v^iich  changes  a 
transpwtation-related  emissicms  budget 
or  which  adds,  changes  or  deletes 
TCMs. 

Publication  of  the  final  rule  on 
transportation  conformity  would  trigger 
a  conforaiity  determination  for  the  plan, 
in  order  to  ensure  that  the  plan 
conforms  according  to  the  final  oiteria 
and  procedures.  Otherwise,  it  is 


possible  that  a  plan  found  to  coofonn 
immediately  b^bre  the  publication  of 
the  final  rtile  would  moain  in  affact  ior 
up  to  three  years  without  its  conionnity 
being  redetnmined  according  to  tha 
requirements  of  tha  final  rule. 

Another  proposed  triggar  is  EPA 
approval  of  an  implementation  plan 
revision  vducfa  diangas  a 
transportaticm-rebteo  emissions  budgal 
or  which  adds  or  deletes  TOis.  Because 
ctmformity  exists  in  refarenoe  to  the 
implementation  plan,  any  changea  to 
the  implementation  plan's  amiaaions 
budget  or  TCMs  necessitate  a  new 
determination.  If  the  tran^KCtation  plan 
must  be  revised  to  confcvm  with  the 
implementation  plan  revisian.  EPA 
beUeves  eighteen  months  from  the 
implementation  plan  approval  would 
allow  a  reasonable  period  of  time  for  the 
revision  and  the  new  emissions 
analysis.  If  the  existing  emissions 
analysis  for  the  ciirrent  transportation 
plan  demonstrates  that  the  current  plan 
is  consistent  with  the  new 
implementati<»  plan  budget,  a 
conformity  finding  can  be  made  for  tha 
current  plan.  The  transportation  plan 
would  not  need  to  be  revised  and  a  new 
regional  emissions  analysis  wrauld  not 
be  necessary.  However,  sudi  an  action 
would  not  renew  the  life  of  tha  jrfan  far 
three  years;  emissions  analysis  mitst 
occur  at  leest  every  three  years. 

EPA  requests  comment  on  whether 
the  triggering  event  shoxild  be  EPA 
approval  of  the  implementation  plan 
revision,  or  the  governor's  submission  of 
the  implementation  plan  revision  to 
EPA.  This  proposal  would  make  the 
trigger  EPA  approval,  because  EPA 
believes  transportation  plans  shoukl  not 
be  required  to  ccmform  to  an 
implementation  plan  which  does  not 
have  the  force  of  Federal  law  and  whidi 
may  still  need  revisions  to  make  it 
approvable  under  the  CAA.  Section 
176(cKl)  specifically  requires 
conformity  to  "an  implementatioB  plan" 
after  it  has  been  approved.  However. 
because  the  implnnentstion  plan 
revision  has  undergone  a  public 
consuhation  process  {Hior  to  its 
siibmission  to  EPA.  the  content  of  the 
revi^on  is  known  befiare  EPA  approvaL 
Therefore,  it  would  be  possible  to  use 
the  implementation  plan  revisirai  as  the 
basis  for  conbrmity  determinatiaos 
even  before  EPA  approvaL  There  may  be 
advantages  to  avoid^  the  delay 
associated  with  EPA  processing  of  tha 
implementation  plan  revision, 
particularly  for  additioital  TCMs  which 
are  alreedy  adopted  or  committed  to  by 
local  agaocies.  However.  mc»e  caution 
may  be  appropriate  for  revisions  to 
emissions  budgets  and  dMetion  or 
substitution  of  TCMs. 
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EPA  is  not  proposing  that  other 
changes  which  could  affect  conformity 
determinations,  such  as  the  publication 
of  new  emissions  models  or  the 
adoption  of  changes  in  planning 
assumptions,  would  necessarily  trigger 
conformity  determinations  for  the 
transportation  plan.  These  changes 
would  be  incorporated  as  other  triggers 
occur  or  at  the  time  of  the  next  periodic 
conformity  determination,  which  will 
occur  at  intervals  of  no  more  than  three 
years.  Although  ideally  new  conformity 
determinations  would  be  made 
whenever  new  information  becomes 
available,  the  stability  of  the 
transportation  planning  process  requires 
that  triggers  for  determinations  be 
limited  and  predictable.  Changes  in 
emissions  models  or  planning 
assumptions  may  occur  too  frequently 
to  justify  triggering  a  new 
determination. 

B.  Content  of  Tmnsportation  Plans 

EPA  is  proposing  requirements  for 
how  specifically  projects  must  be 
defined  in  the  transportation  plan  in 
order  for  their  emissions  to  be  estimated 
sufficiently  for  a  conformity 
demonstration.  EPA  believes  that 
transportation  plans  should  be 
sufficiently  specific  to  allow  meaningful 
regional  emissions  estimates.  However, 
the  specificity  necessary  to  quantify 
regional  emissions  depends  on  the 
sensitivity  of  an  area's  modehng 
capabilities.  EPA  is  proposing  two- 
tiered  specificity  requirements  in  order 
to  accommodate  the  differing 
capabilities  and  resources  of  MPOs. 

EPA  is  proposing  the  most  specificity 
for  plans  in  serious,  severe,  and  extreme 
ozone  areas  and  serious  CX)  areas.  After 
January  1. 1995.  the  proposed  rule 
would  require  plans  in  these  areas 
(hereinafter  referred  to  as  specific  plans) 
to  be  specific  enough  to  be  analyzed 
using  state-of-the-art  travel  demand 
network  models.  Because  these  areas 
have  the  worst  air  quality,  they  have  the 
most  need  for  accurate  regional 
analyses. 

In  other  areas,  EPA  would  require  that 
the  transportation  system  envisioned  for 
the  future  specifically  enough  to  allow 
emissions  from  the  plan  to  be 
quantified.  Because  they  may  not  have 
network  models,  these  areas  would  not 
require  transportation  plans  which  are 
as  highly  specific  as  those  EPA  is 
proposing  for  the  serious  and  above 
areas.  However,  areas  which  have 
already  been  developing  specific  plans 
would  be  required  to  continue  doing  so. 

EPA  is  proposing  to  allow  areas 
which  are  "bumped  up"  to  a  serious 
classification  two  years  to  meet  the 
more  rigorous  plan  content 


requirements.  This  will  allow  these 
areas  time  to  specify  their  networks  and 
perform  the  other  research  and  data 
collection  activities  necessary  to 
develop  network  models  and  specific 
plans. 

The  proposed  requirements  would 
supplement  other  regulations  governing 
the  format  or  content  of  transportation 
plans.  Furthermore,  the  degree  of 
specificity  required  in  the  plan  would 
not  preclude  the  consideration  of 
alternatives  in  the  NEPA  process  or 
other  project  development  studies.  If  the 
NEPA  process  were  to  result  in  a  project 
with  a  design  concept  and  scope 
significantly  different  from  that  in  the 
plan  or  TIP.  the  project  could  still  be 
found  to  conform  under  the  proposed 
conformity  criteria  and  procedures  for 
projects  which  are  not  &om  a 
conforming  plan  and  TIP. 

C.  Fiscal  Constraints  on  Plans  and  TIPs 

ISTEA  requires  that  the  transportation 
plan  include  a  financial  plan  that 
demonstrates  how  the  transportation 
plan  can  be  implemented,  indicates 
resources  from  public  and  private 
sources  that  are  reasonably  expected  to 
be  available  throughout  the  plan's 
timeframe,  and  recommends  any 
innovative  financing.  ISTEA  also 
requires  that  prior  to  a  project's 
inclusion  in  a  TIP,  full  funding  must  be 
reasonably  anticipated  to  be  available 
within  the  time  period  contemplated  for 
completion  of  the  project.  EPA 
anticipates  that  DOT  will  issue  a  rule  or 
interpretation  to  more  specifically 
implement  these  provisions. 

EPA  believes  these  ISTEA 
requirements  will  adequately  ensure 
that  the  transportation  activities 
analyzed  for  conformity  can  realistically 
be  built,  and  therefore  is  proposing  that 
plans  and  TIPs  comply  with  the  ISTEA 
requirements. 

D.  Summary  of  Proposed  Criteria  and 
Procedures 

1.  Pollutants  and  Types  of  Analyses 

Because  the  definition  of  conformity 
in  CAA  section  176(c)(1)(B)  refers  to  an 
activity's  impact  on  the  NAAQS,  EPA 
would  require  conformity 
determinations  to  include  analyses  of 
local  CO  concentrations  ("hot  spots")  in 
CO  nonattainment  and  maintenance 
areas;  analyses  of  PMio  hot  spots  in 
PMio  nonattainment  and  maintenance 
areas;  regional  analyses  of  CO  in  CO 
nonattainment  and  maintenance  areas; 
regional  analyses  of  ozone  precursors 
(volatile  organic  compounds  and 
nitrogen  oxides)  in  ozone  nonattainment 
and  maintenance  areas;  regional 
analyses  of  nitrogen  oxide  (NO,)  in  NOj 


nonattainment  and  maintenance  areas;  ^ 
and  regional  analyses  of  PMio  and  PMio 
precursors  such  as  VOC  and  NO,  if  the 
applicable  implementation  plan 
identifies  transportation-related 
precursor  emissions  within  the  area  as 
a  significant  contributor  to  the  PMio 
nonattainment  problem)  in  PMio 
nonattainment  and  maintenance  areas. 
Projects  also  would  be  required  to  be 
designed  and  funded  to  comply  with 
PMio  control  measures  for  control  of 
fugitive  dust  from  construction 
activities  and  any  other  transportation- 
related  PMio  control  measures  in  the 
applicable  PMio  implementation  plan. 
EPA  would  not  require  analyses  of  local 
ozone  or  NO2  concentrations  or 
precursor  emissions  because  they  are 
regional-scale  pollutants. 

Based  on  available  emissions 
information,  EPA  believes  highway  and 
transit  motor  vehicles  are  not  significant 
sources  of  lead  or  sulfur  dioxide. 
Therefore,  transportation  plans.  TIPs, 
and  projects  are  presumed  to  conform  to 
the  applicable  implementation  plans  for 
these  pollutants. 

If  a  nilly  approved  implementation 
plan  demonstrates  that  a  constraint  on 
regional  PMio.  PMio  precursors,  or  CO 
emissions  is  not  necessary  to  ensiue 
attainment,  those  regional  emissions 
tests  would  not  apply  for  conformity. 
This  would  be  the  case  if  historical 
PMio  or  CO  violations  were  attributable 
to  sources  other  than  motor  vehicles,  or 
if  CO  violations  can  and  will  be  solved 
by  localized  small-scale  actions  only. 

2.  Difference  in  Criteria  and  Procedures 
by  Period  of  Time 

The  criteria  and  procedures  for 
determining  conformity  would  vary 
according  to  the  period  of  time  in  which 
the  determination  is  made.  There  are 
three  periods  of  time  outlined  in  this 
rule:  the  interim  period  (Phase  I  and 
Phase  II).  the  control  strategy  period, 
and  the  maintenance  period.  A  given 
area  may  be  in  different  periods  with 
respect  to  different  pollutants. 

Phase  I  of  the  interim  period,  which 
lasts  until  the  effective  date  of  the  final 
rule,  is  governed  directly  by  the 
provisions  of  the  CAA.  The  EPA/DOT 
interim  conformity  guidance  of  June  7. 
1991  is  available  as  an  informal  joint 
interpretation  of  the  statute  with  respect 
to  those  provisions.  Phase  II  of  the 
interim  period  would  begin  on  the 
effective  date  of  the  final  rule  and 
would  last  until  EPA  approves  or 
promulgates  implementation  plan 
revisions  with  reasonable  further 
progress  and  attainment 
demonstrations.  (Note:  Phase  II  will 
terminate  on  different  dates  for  different 
areas.)  Approval  of  these 
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implementation  plan  revisions  would 
begin  the  control  strategy  period,  which 
would  continue  xrntil  the  area  is 
redesignated  as  an  attainment  area. 
After  an  area  is  redesignated  to 
attainment,  it  woiild  be  considered  in 
the  maintenance  period.  Although  the 
CAA  requires  no  further  planning 
actions  or  changes  in  control  strategies 
after  a  certain  nximber  of  years  as  a 
maintenance  area  (a  maximum  of 
twenty),  there  is  no  explicit  end  of  the 
maintenance  period. 

The  control  strategy  period  and  the 
maintenance  period  wouid  have  the 
same  criteria  and  procedures  for 
determining  confiormity.  However,  tl^ 
interim  period  would  have  different 
criteria  and  procedures  for  regional 
analysis  and  pro)ect-l0?Bl  analysis  from 
those  that  apply  during  the  control 
strategy  and  maintenance  periods. 

EPA  is  proposing  interim  period 
criteria  and  procedures  because  the 
emissions  budget  test  required  in 
section  176(c)(2)(A)  of  the  CAA  cannot 
be  applied  until  emissions  budgets  are 
established  in  the  implementation  plan. 
The  CAA  acknowledges  the  need  for  an 
interim  period  and  establishes  interim 
requirements  in  section  176(c)(3). 
Although  the  interim  period  discussed 
in  the  CAA  lasts  until  the  conformity 
plan  revisions  are  approved,  EPA  is 
proposing  that  the  interim  requiremfflnts 
be  extended  until  the  control  strategy 
plan  revisions  are  approved,  because  it 
would  be  impossible  to  apply  the 
emissions  biidget  test  prior  to  such 
apfwoval.  The  interim  criteria  proposed 
today  differ  somewhat  from  those  in  the 
joint  EPA/DCrr  June  7, 1991,  guidance, 
particularly  in  the  treatment  of  non- 
federal projects. 

The  statutory  interim  period  criterion 
requiring  regional  analysis,  which  is  in 
section  176(cK3KA)(iii)  of  theCAA. 
applies  only  to  ozone  and  CO  areas. 
EPA  is  now  also  proposing  a 
requirement  for  regional  analysis  of 
PMio  and  NO,,  with  a  somewhat 
different  critwion,  to  ensure  that  there 
is  no  increase  in  the  frequency  or 
severity  of  existing  violations  and  to 
ensure  timely  attainment  of  the 
standards  fc»  these  pollutants  during  the 
interim  period,  as  required  by  section 
176(c)(1)(B). 

3.  Overview  of  Criteria  by  Type  of 
Action 

All  actions.  Conformity 
detwminations  for  all  actions  would  be 
required  to  use  the  most  recent  planning 
assumptions,  as  required  by  section 
176(c)(1)  of  the  CAA,  and  the  most 
recent  motor  vehicle  emission 
estimation  model. 


Plans  and  Ws.  Conformitv 
demonstrations  Cor  plans  ana  TIPs 
woiild  be  required  to  include  regional 
emissions  analyses  or  tests  and 
demonstrate  timely  im^^«»"'""'a^''""  of 
TCMs  in  applicab^  implementation 
plans.  Regnal  analyses  would  be 
required  for  plans  and  TIPs  because 
these  doomients  address  the  areawide 
transportation  system. 

In  the  control  strat^y  and 
maintenance  periods,  regional 
emissions  from  plans  and  TIPs  would 
need  to  be  consistoit  with  the 
implementation  plan's  emissions 
budgets.  This  criterion  is  required  by 
section  176(c)(2)(A)  of  the  CAA.  hi  the 
interim  period,  regional  analysis  would 
need  to  demonstrate  that  each  plan  and 
TIP  contributes  to  reductions  in 
emissions  of  volatile  organic 
compounds  (an  ozone  precursor)  and 
CO.  In  PMio  and  NO2  nonattaiiunent 
areas,  regional  analysis  would  also  need 
to  demonstrate  that  PMio  and  N0> 
emissions  would  not  be  increased  from 
1990  levels.  Regional  analysis  in  the 
interim  period  is  required  by  sections 
176(c)(1)(B)  and  176(c)(3)(A)(ui)  of  the 
CAA. 

Regional  analysis  requirements  for 
TIPs  would  differ  according  to  the 
specificity  of  the  area's  transportation 
plan.  In  some  circumstances  in  areas 
with  specific  plans,  the  regional 
emissions  criteria  could  be  satisfied 
without  a  new  regional  emissions 
analysis,  as  described  further  below. 

In  all  periods,  plans  and  TIPs  would 
be  required  to  provide  for  the  timely 
implementation  of  TCMs  consistent 
with  the  schedules  included  in  the  air 
quality  implementation  plan.  Provision 
for  the  implementation  of  TCMs  in  the 
implementation  plan  is  required  for 
plans  and  TIPs  in  the  interim  period  by 
section  176{c)(3)(A)(ii)  of  the  CAA.  and 
for  TIPs  in  all  other  periods  by  section 
176(c)(2)(B).  EPA  is  proposing  that 
plans  must  also  satisfy  this  requirement 
during  the  control  strategj'  and 
maintenance  periods  in  order  to  ensure 
conformity  to  the  purpose  of  the 
implementation  plan  (see  section 
176(c)(1)(A)).  During  the  control  strategy 
period,  requiring  the  plans  to  provide 
for  the  timely  implenlentation  of  TCMs 
would  also  prevent  delay  in  the  timely 
attainment  of  any  milestones,  as 
required  by  section  176(c)(l)(B)(iii)  of 
the  CAA. 

Projects  vdiich  are  from  a  conformi.ig 
plan  and  conforming  TIP.  In  areas  with 
a  specific  plan,  a  regionally  significant 
project  would  be  considered  to  be  "from 
a  conforming  plan"  if  the  project  were 
specifically  identified  in  the  currently 
conforming  plan.  A  project  which  is  not 
regionally  significant  in  an  ai«a  with  a 


specific  plan,  and  any  Wpe  of  prefect  ia 
an  area  without  a  aped  fir,  plan,  woutd 
be  coiuidered  to  oome  from  a 
conforming  plan  if  it  %rare  identified  in 
the  plan,  or  if  it  wwe  oonai stent  with 
the  poUcies  and  purpose  of  the  plan  and 
would  not  interfere  with  other  proiacta 
specifically  included  in  the  plan.  The 
content  requirements  for  transportation 
plans  do  not  require  these  types  of 
projects  to  be  specifically  identified  in 
the  transportation  plan,  although  they 
maybe. 

A  project  of  any  type  woxdd  be 
considered  to  be  from  a  conforming  TIP 
only  if  the  project  were  specifically 
included  in  the  currently  conforming 
TIP,  if  the  project's  design  concept  and 
scope  were  adequate  at  the  time  of  the 
TIP  conformity  determination  to 
determine  its  contribution  to  the  TIP'S 
regional  emissions,  and  if  the  project's 
design  concept  and  scope  had  not 
changed  significantly  from  those 
described  in  the  TOP. 

In  areas  other  than  CO  and  PMio 
nonattainment  and  maintenance  areas, 
projects  would  require  no  further 
analysis  if  it  could  be  demonstrated  that 
they  were  frtun  a  conforming  plan  and 
TIP.  They  would  not  require  regitmal 
analysis  because  it  would  already  have 
been  performed  for  the  conformity 
determinations  on  the  plan  and  TIP. 
Section  176(c)(2KC)  of  the  CAA 
provides  for  this  approadi. 

In  CO  and  PMio  nonattainment  and 
maintenance  areas,  conformity 
determinations  for  projects  which  are 
from  a  ccMiforming  plan  and  TIP  would 
also  need  to  be  analyzed  for  their 
impacts  on  local  CO  and  PMio 
concentrations.  During  all  periods,  a 
fir.ding  would  need  to  be  made  by  the 
MPO  and  DOT  that  a  project  would  not 
cause  or  contribute  to  any  new  localized 
CO  cr  PMio  violation  or  worsen  existing 
CO  ur  PM,o  violations,  in  order  to 
satisfy  the  requirem^ita  of  CAA  aection 
17P.(c)(l)(B).  During  the  interim  period 
in  CO  nonattain.Tient  areas,  projects 
wo'iid  also  need  to  eliminate  or  reduce 
the  severity  and  nimiber  of  localized  00 
violations.  This  ia  required  in  aection 
1 76(cK3)(BKii)  of  the  CAA. 

All  projects  would  have  to  be 
designed  and  funded  to  comply  with 
PMsu  control  measures  in  the 
implementation  plan,  as  required 
independently  by  the  implementation 
plan. 

Projects  which  are  not  from  a    

conforming  plan  and  conforming  TIP. 
Projects  which  are  not  from  a 
conforming  plan  and  TIP  would  be 
those  projects  not  identified  in  a 
conforming  TIP.  projects  whose  design 
concept  and  scope  are  significantly 
different  than  those  described  in  the  TIP 


3778 


Federal  Register  /  Vol.  58.  No.  6  /  Monday.  January  11.  1993  /  Proposed  Rules 


or  were  inadequate  to  determine 
emissions  at  the  time  of  the  TIP 
conformity  determination,  and  in  areas 
with  specific  plans,  those  regionally 
significant  projects  which  are  not 
specifically  included  in  the  plan. 

Demonstrations  of  conformity  for 
these  projects  would  need  to  include 
regional  analyses,  analyses  of  local 
impacts  in  CO  and  PMio  nonattainment 
and  maintenance  areas,  and  an 
examination  of  the  impacts  on  timely 
implementation  of  TCMs.  These  projects 
would  be  required  to  comply  with  PMio 
control  measures  in  the  implementation 
plan,  and  there  would  need  to  be  a 
conforming  plan  and  TIP  in  place. 

Case-by-case  approval  for  projects 
M^iich  are  not  from  a  conforming  plan 
and  TIP  is  provided  for  in  section 
176(c)(2)(D)  of  the  CAA.  These  projects 
would  require  a  regional  analysis  which 
considers  emissions  from  the  project 
together  with  emissions  from  the  plan 
and  TIP.  The  analysis  would  have  to 
demonstrate  that  if  the  project  were 
added  to  the  plan  and  TIP,  the  plan  and 
TIP  would  stUl  conform.  This  regional 
analysis  could  be  performed  at  the  time 
of  the  plan  or  TIP  conformity 
demonstrations  if  so  desired. 

In  CO  and  PMio  nonattainment  and 
maintenance  areas,  the  local  impacts  of 
all  projects  would  need  to  be 
considered.  Therefore,  the  proposed 
requirements  for  projects  not  from  a 
conforming  plan  and  TIP  are  the  same 
as  those  discussed  for  projects  which 
are  from  a  conforming  plan  and  TIP. 

In  any  area,  projects  which  are  not 
from  a  conforming  plan  and  TIP  could 
not  conform  if  they  would  interfere  with 
the  implementation  of  any  TCM  in  the 
implementation  plan. 

E.  Discussion  of  Criteria  and  Procedures 

1.  Latest  Planning  Assumptions 

Conformity  determinations  for  all 
actions  would  need  to  be  based  upon 
the  estimates  of  current  and  future 
population,  employment,  travel,  and 
congestion  which  have  been  most 
recently  developed  by  the  NIPO  or  other 
agency  authorized  to  make  such 
estimates  and  approved  by  the  MPO.  In 
addition,  the  most  recent  road  and 
bridge  tolls,  transit  routes,  fares,  and 
other  transit  system  operational  policies 
would  have  to  be  considered  in 
conformity  determinations. 
Authorization  to  make  estimates  may  be 
a  matter  of  State  law,  and  the 
implementation  plan  revision 
establishing  conformity  procedures 
should  document  the  agency  authorized 
to  make  the  estimates. 

Although  revisions  to  planning 
assumptions  would  not  trigger  a 


conformity  determination,  the 
transportation  and  air  quality  modeling 
required  for  future  conformity 
determinations  would  need  to  reflect 
the  revised  assiunptions. 

When  a  conformity  determination  is 
based  on  a  previous  analysis  and  no 
new  transportation  or  air  quality 
modeling  is  otherwise  reauired  (as  may 
occur  for  TIPs  which  are  from  a  specific 
plan).  EPA  would  not  require  new 
modeling  solely  to  incorporate  revised 
assumptions. 

2.  Latest  Emissions  Model 

EPA  is  proposing  a  grace  period  afler 
the  release  of  a  new  motor  vehicle 
emissions  model  in  order  to  allow 
planners  time  to  install  it  and 
understand  its  changes.  EPA  and  DOT 
would  consult  to  determine  the  length 
of  the  grace  period,  which  would  be  a 
minimum  ot  three  months  and  a 
maximum  of  two  years.  In  this  way. 
EPA  and  DOT  could  allow  a  longer 
grace  period  within  the  two-year  limit 
when  it  might  be  necessary  for  States  to 
revise  their  implementation  plans  to 
establish  new  emissions  budgets 
consistent  with  the  new  models,  or 
when  transportation  plans  must  be 
revised  very  substantially. 

EPA  believes  that  this  grace  period  is 
consistent  with  the  four-part  test  for 
grandfathering  established  in  Siena 
aub  V.  EPA.  719  F.2d  436  (D.C.  Cir. 
1983).  These  tests  include  whether  the 
new  rule  represents  an  abrupt  departure 
from  previously  established  practice, 
the  extent  to  which  a  party  relied  on  the 
previous  rule,  the  degree  of  burden 
which  application  of  the  new  rule 
would  impose  on  the  party,  and  the 
statutory  interest  in  applying  the  new 
rule  immediately.  In  this  case,  use  of  a 
new  emissions  model  is  clearly  an 
abrupt  departure  from  use  of  the  prior 
emissions  model.  Ongoing  planning 
using  the  prior  model  would  clearly 
have  relied  on  the  existence  of  and 
ability  to  use  the  old  model. 
Furthermore,  it  would  impose  a 
significant  burden  on  planners  to  stop 
in  midstream  and  immediately  redo 
ongoing  planning  using  the  new  model. 
These  factors  taken  together  appear  to 
outweigh  any  statutory  interest  in 
requiring  use  of  the  new  emissions 
model  effective  immediately  upon 
release. 

EPA  believes  that  the  appropriate 
amount  of  time  for  planners  to 
incorporate  use  of  the  new  emissions 
model  will  vary  according  to  the 
circumstances  of  the  individual 
situation,  and  is  thus  providing  for  a 
variable  grace  period  keyed  to  the  needs 
of  the  situation.  For  instance,  if  the  new 
model  produces  emissions  estimates 


which  are  significantly  higher  than  had 
been  expected  using  the  previous 
model.  States  may  wish  to  revise  their 
attainment  demonstration  to  allow  an 
increased  motor  vehicle  emissions 
budget.  EPA  believes  that  while  States 
are  making  this  decision,  consistency 
with  the  implementation  plan's 
emissions  budget  should  be 
demonstrated  using  the  previous  model, 
which  was  also  used  to  aevelop  the 
implementation  plan.  Such  a  grace 
period  would  last  no  more  than  two 
years  and  would  allow  States  time  to 
reconcile  the  emissions  budget  with  the 
new  model  without  disrupting  ongoing 
transportation  activities. 

States  may  also  wish  to  revise  the 
implementation  plan's  motor  vehicle 
emissions  budget  if  the  new  model 
produces  emissions  estimates  which  are 
significantly  lower  than  had  been 
expected.  In  this  case,  the  State  may 
wish  to  allocate  the  budget  windfall  to 
stationary  sources.  A  grace  period 
would  prevent  new  transportation 
activities  from  consuming  the  budget 
windfall  before  the  State  had  made  its 
allocation  decisions. 

3.  Timely  Implementation  of  TCMs 

In  order  for  a  TCM  to  be  considered 
to  be  implemented  "consistent  with 
schedules  included  in  the  applicable 
implementation  plan,"  as  required  by 
section  176(c)(2)(B)  of  the  CAA,  the 
TCM  would  have  to  be  planned  and 
programmed  consistently  with  both  the 
definition  and  schedule  included  in  the 
implementation  plan.  That  is,  the  TCM's 
physical  arrangement,  legal  provisions, 
pricing  policies,  and  other  action  items 
would  have  to  be  consistent  with  those 
described  for  the  TCM  in  the 
implementation  plan.  However,  the 
TCM  would  not  be  required  to 
demonstrate  that  it  has  achieved  the 
predicted  effect  on  emissions  or 
personal  behavior  in  order  to  be 
considered  consistent  with  the 
implementation  plan,  imless  the 
implementation  plan  explicitly 
provided  such  a  requirement. 

EPA  believes  that  the  requirement  for 
timely  implementation  in  section 
176(c)(2)(B)  applies  only  to  those  TCMs 
which  are  eligible  for  funding  under 
title  23  U.S.C.  or  the  Federal  Transit 
Act.  The  plan  and  TIP  must  avoid 
interfering  with  non-federally  funded 
TCMs,  however,  and  in  this  sense 
provide  for  their  implementation  to  the 
extent  of  the  plan  and  TIP's  authority. 

TCMs  whidi  are  being  implemented 
consistent  with  the  schedules  in  the 
implementation  plan  could  be  provided 
for  in  any  manner,  including  funding 
solely  by  State,  local,  or  private  sources. 
If  the  TIP  does  not  include  projects 
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which  are  non-federally  funded,  the 
conformity  determination  can  be  made 
if  ibere  is  material  accompanying  the 
TIP  which  provides  documentation  that 
those  TCMs  which  are  eligible  but  not 
proposed  for  Federal  funding  are  being 
implemented  consistent  with  the 
schedules  in  the  implementation  plan. 

EPA  considered  several  mechanisms 
by  which  a  plan  and  TIP  could  provide 
for  the  expeditious  implementation  of 
TCMs  whidi  have  been  delayed  and  are 
therefore  currently  planned  and 
programmed  on  a  schedule  which  is  not 
consistent  with  the  schedule  in  the 
implementation  plan.  The  central  issues 
involve  how  much  effort  should  be 
required  to  close  the  schedule  gap,  and 
how  to  prevent  further  delays  from 
ocxnirring. 

One  means  of  providing  for  the 
expeditious  implementation  of  TCMs 
involves  the  use  of  Federal  funds.  For 
example,  EPA  considered  requiring 
TCMs  which  are  eligible  for  Federal 
funding  and  are  behind  the  schedule  in 
the  implementation  plan  to  receive 
maximum  priority  in  Federal  funding. 
However,  DOT  reports  that  a 
requirement  for  Federal  funds  to  be  set 
aside  for  TCMs  is  not  statutorily 
permissible  under  title  23  U.S.C.  and 
the  Federal  Transit  Act.  At  the  same 
time,  EPA  believes  that  simply  requiring 
Federally  fundable  TCMs  which  are 
behind  schedule  to  be  included  in  the 
next  plan  and  TIP  would  not  be 
sufflcient,  because  this  approach  would 
not  address  the  sources  of  the  delays  in 
implementation. 

Therefore,  EPA  is  proposing  that  if 
TCMs  which  are  in  the  implementation 
plan  and  eligible  for  Federal  funding  are 
behind  schedule,  the  TIP  may  be  found 
to  conform  only  if  past  obstacles  to 
implementation  have  been  identified 
and  are  being  overcome,  and  if  State  and 
local  agencies  with  influence  over 
approvals  or  funding  are  giving  TCMs 
maximum  priority.  This  approach 
accommodates  unforeseen  obstacles  to 
implementation,  but  prevents  a  positive 
conformity  determination  until  all 
possible  actions  to  overcome  the 
obstacles  are  being  pursued. 

In  addition,  if  Federal  funds  have 
been  programmed  for  a  TCM  but  the 
funds  have  not  been  obligated  and  the 
TCM  is  behind  schedule,  this  proposal 
would  not  allow  those  funds  to  be 
reallocated  to  any  TIP  projects  which 
are  not  TCMs.  If  there  were  no  other 
TCMs  in  the  TIP,  those  funds  could  be 
reallocated  to  projects  which  are  eligible 
for  Federal  funding  under  ISTEA's 
Congestion  Mitigation  and  Air  Quality 
Improvement  Program  (CMAQ).  Under 
ISTEA,  no  CMAQ  funds  may  be 
provided  for  a  project  which  will  result 


in  the  construction  of  new  capacity 
available  to  single  occupant  vehicles, 
unless  the  project  consists  of  a  high 
occupancy  vehicle  facility  available  to 
single  occupant  vehicles  only  at  other 
than  peak  travel  times. 

EPA  believes  it  is  unreasonable  to 
find  a  plan  or  TIP  in  nonconformity 
(and  therefore  withhold  Federal  funds 
for  all  TIP  projects)  until  TCM 
implementation  is  returned  to  its 
schedule.  Such  an  approach  does  not 
allow  for  imcontroUable  delays  in  TCM 
implementation.  However,  EPA  requests 
comment- on  whether  the  rule  should 
require  that  when  a  TCM  falls  behind 
the  schedule  in  the  implementation 
plan,  the  State  must  submit  an 
implementation  plan  revision  with  a 
new  schedule  for  implementation  of  the 
TCM  and  the  required  demonstration 
that  adequate  legal  authority  and 
resources  exist  to  carry  it  out. 

Although  today's  proposal  would  not 
prohibit  a  fihding  of  conformity  simply 
because  a  TCM  is  behind  schedule,  ue 
regional  emissions  analysis  would  not 
be  permitted  to  assume  emissions 
reduction  credit  from  a  TCM  which  is 
behind  schedule  imtil  its 
implementation  is  assured.  This  would 
prevent  conformity  findings  from  being 
based  on  unrealistic  assumptions,  and  it 
would  provide  an  incentive  to 
implement  the  TCM  which  is  behind 
schedule  or  some  other  TCM  with 
similar  emissions  reduction  potential. 

EPA's  proposal  would  not  allow 
TCMs  to  be  approved  or  funded  in  the 
absence  of  a  conforming  plan  and  TIP. 
The  effects  of  TCMs  must  be  analyzed 
in  the  context  of  the  entire 
transportation  system,  because  the 
effects  of  TCMs  may  depend  on  how 
they  are  incorporated  in  that  overall 
scheme. 

Definition  of  a  TCM.  As  defined  in 
this  proposal,  "transportation  control 
measures"  would  include  those 
transportation  measures  specifically 
identified  and  committed  to  in  the 
applicable  implementation  plan.  In 
order  to  ensure  that  ail  such  TCMs  can 
be  clearly  identified  by  all  affected  units 
of  government  and  other  interested 
parties,  States  are  encouraged  to 
specifically  designate  such  measures  as 
TCMs  in  their  implementation  plans. 

In  order  to  facilitate  early  agreement 
on  the  responsibilities  of  the 
transportation  community,  EPA  would 
require  the  interagency  consultation 
process  to  develop  a  list  of  TCMs  in  the 
implementation  plan.  EPA  believes  that 
TCMs  need  to  be  clearly  and  specifically 
defined  in  order  for  the  transportation 
community  to  effectively  provide  for 
their  timely  implementation.  Therefore, 
EPA  believes  TCMs  in  the 


implementation  plan  must  be  specific  in 
terms  of  scale,  location,  and  the  process 
of  implementation,  enforcement, 
monitoring,  and  maintenance.  The  CAA 
requires  ^tes  to  hold  public  hearings 
before  they  may  adopt  an 
implementation  plan.  Because  of  the 
conformity  implications  associated  with 
including  TCMs  in  the  implementation 
plan,  EPA  believes  it  is  especially 
important  for  the  public  to  be  made 
aware  of  the  TCMs  in  the 
implementation  plan. 

4.  Projects  From  a  Conforming  Plan  and 
Program 

Section  176(c)(2)(C)  of  the  CAA 
allows  projects  which  come  from  a 
conforming  plan  and  TIP  to  be  found  to 
conform  without  further  regional 
analysis.  Federal  projects  which  are  not 
demonstrated  to  come  from  a 
conforming  plan  and  TIP  would  require 
regional  analysis  consistent  with  the 
requirements  of  section  176(c)(2)(D). 
EPA  believes  that  the  proposed 
interpretation  of  "from  a  conforming 
plan  and  TIP"  would  ensure  that  those 
projects  which  have  already  been 
considered  in  the  plan  and  TIP'S 
regional  analysis  would  be  exempted 
from  further  regional  analysis. 

5.  Localized  CO  or  PMio  Violations 

EPA  is  proposing  to  require 
quantitative  hot-spot  analyses  only 
when  qualitative  demonstrations  cannot  - 
clearly  demonstrate  that  the  project 
would  not  cause  or  contribute  to  a  new 
localized  CO  or  PMio  violation  or 
increase  the  frequency  or  severity  of  an 
existing  violation.  Not  every  project 
needs  quantitative  modeling  to 
determine  its  impacts  on  localized 
concentrations,  and  allowing  qualitative 
analyses  in  some  circumstances  wo\dd 
allow  conservation  of  analysis 
resources.  Because  any  possibility  of  a 
new  or  worsened  violation  would 
require  a  quantitative  analysis,  allowing 
the  option  for  qualitative  analysis  would 
not  diminish  air  quality  protection. 

A  seemingly  new  violation  could  be 
considered  to  be  a  relocation  and 
reduction  of  an  existing  violation  only 
if  it  were  in  the  area  substantially 
affected  by  the  project  and  if  the 
predicted  design  value  for  the  site 
would  be  less  than  the  design  value 
without  the  project — that  is,  if  there 
would  be  a  net  air  quality  benefit.  (The 
design  value  is  the  standardized 
representation  of  the  current  ambient 
pollution  level.) 

EPA  firmly  believes  that  some 
reasonable  allowance  of  this  sort  is 
necessary  to  accommodate  projects 
which  may  move  a  hot  spot  a  short 
distance,  but  which  improve  air  quality 
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overall.  EPA  is  aware  of  concmis  that 
this  allowance  may  be  vague  due  to  the 
lack  of  definition  of  "area  substantially 
affected  by  the  project"  If  that  area  is 
too  large,  it  would  not  be  appropriate  to 
consider  a  violation  a  relocation  of  an 
existing  one.  However,  EPA  believes 
that  the  size  of  the  area  cannot  be 
established  upfront  for  all  situations,  as 
it  will  depend  heavily  upon  local 
circumstance  and  meteorology. 
Consequently.  EPA  beUeves  that  this 
must  be  determined  on  a  case-by-case 
basis  in  the  context  of  the  conformity 
determination.  EPA  requests  comment 
on  other  approaches  or  definitions 
which  also  provide  a  reasonable 
interpretation  of  "new"  violations. 

This  criterion  could  be  satisfied  for  a 
project  from  a  conforming 
transportation  plan  or  TIP  regardless  of 
any  impact  which  the  project  may  have 
on  actual  or  potential  regional-scale 
emissions,  provided  all  other  applicable 
criteria  are  satisfied. 

EPA  and  DOT  plan  to  develop 
guidance  on  methods  for  modeling  PMio 

hot  spots. 

Construction-related  activities.  EPA 
believes  that  conformity  should  address 
long-term  emissions  from  the 
transportation  system,  and  that 
conformity  should  not  prevent  project 
implementation  because  of  temporary 
emissions  increases.  In  addition,  the 
NEPA  process  provides  the  most 
appropriate  forum  to  analyze 
construction-related  emissions  impacts 
and  to  establish  mitigation  measures. 

Anal)'se8  and  findings  regarding 
locahzed  CX)  and  PMio  concentration 
impacts  would  not  have  to  include 
construction-related  activities  which 
cause  temporary  and  self-correcting 
increases  in  local  concentrations. 
Temporary  and  self-correcting  increases 
are  defined  as  those  which  occur  only 
during  the  construction  phase  and  last 
five  years  or  less  at  any  individual  site. 
Each  site  which  is  affected  by 
construction-related  activities  would  be 
considered  separately,  using  established 
"Guideline"  methods. 

Ahhough  construction-related  fugitive 
dust  contributes  to  PMio  nonattainment 
in  many  areas,  the  extent  of  the  problem 
is  not  well  known.  Nonattainment  areas 
differ  greatly  in  their  potential  for  hot 
spots,  and  within  an  area  there  may  be 
variations  according  to  the  season  and 
the  site.  Areas  with  dust  problems  have 
been  crafting  strategies  to  demonstrate 
attainment  utilizing  available  emissions 
estimation  techniques  and  modeling, 
but  there  are  continuing  efforts  to  better 
quantify  construction  dust  emissions 
and  control  measure  effectiveness.  EPA 
requests  comment  on  what  evidence 
must  be  developed  and  considered 


when  determining  that  no  new 
violations  will  be  caused  or  existing 
violations  worsened.  The  interagency 
consultation  process  would  have  to 
address  what  procedures  are 
appropriate. 

PMio  hot  spots  from  bus  terminals 
and  transfer  points.  Although  EPA 
expects  that  typically-sized  diesel  bus 
terminals  ancf  transfer  points  will  not 
cause  or  contribute  to  new  PMio 
violations,  EPA  believes  it  is  practical  to 
require  a  determination  to  that  eRiact. 
EPA  requests  comment  on  allowing 
DOT  to  make  a  categorical 
determination  based  on  appropriate 
modeling  of  various  terminal  sizes  and 
configurations  if  it  believes  this  would 
make  the  planning  process  more  certain 
and  efficient.  The  modeled  scenarios 
used  to  make  the  categorical 
determinations  would  need  to  be 
derived  in  consultation  with  EPA,  and 
more  refined  analysis  would  be 
necessary  for  projects  which  do  not 
meet  the  parameters  pf  the  modeled 
scenario. 

Other  PMio  hot  spots.  Generally.  EPA 
believes  that  direct  vehicle  PMio 
emissions  are  capable  of  causing 
violations  only  in  situations  of 
unusually  heavy  diesel  truck/bus  traffic 
and  limited  dispersion,  such  as  street 
canyons.  FHWA  and  FTA  projects  may 
affect  the  density  of  diesel  vehicle  traffic 
on  such  streets.  EPA  requests  comment 
on  requiring  quantitative  analyses  in 
order  to  satisfy  this  hot-spot  criterion 
only  for  sites  at  which  violations  have 
been  verified  by  monitoring  and  others 
which  have  essentially  identical 
dispersion  conditions  and  diesel  vehicle 
traffic  (including  sites  near  one  at  which 
a  violation  has  been  monitored). 

Increased  diesel  transit  bus  service  at 
sites  with  known  violations  may  be  a 
concern.  However,  the  only  relevant 
Federally-supported  activity  which  is 
subject  to  conformity  is  the  purchase  of 
new  buses  for  a  major  expansion  of  the 
fleet.  EPA  believes  that  new  bus 
purchases  are  not  causally  related  to  the 
worsening  of  PMjo  hot  spots.  EPA 
therefore  proposes  that  conformity 
determinations  for  new  bus  purchases 
would  not  be  required  to  address 
localized  PMio  violations.  In  addition, 
because  of  the  more  stringent  PMio 
standard  now  in  effect  for  urban  buses, 
which  is  being  phased  in  from  1991  to 
1994.  all  airrent  and  future  bus 
purchases  will  put  significantly  cleaner 
vehicles  on  city  streets. 
6.  Consistency  With  Emissions  Budgets 

Emissions  budgets.  The 
implementation  plan's  demonstration  of 
reasonable  further  progress  and 
attainment  will  be  based  on  certain 


projected  motor  vehicle  emission  levels 
for  future  years.  These  motor  vehicle 
emissions  will  be  the  emissions  budget 
for  later  conformity  determinations. 
Thus,  the  budget  will  be  defined  for  a 
number  of  future  dates,  depending  on 
the  reasonable  further  progress  and 
attainment  showings  required  for  the 
area. 

States  will  need  to  make  sure  that  the 
motor  vehicle  emissions  budget  is  stated 
clearly  and  unambiguously  in  the 
implementation  plan  to  facilitate  future 
conformity  determinations.  EPA  would 
allow  an  area  to  have  a  single  areawide 
budget  for  each  criteria  pollutant  or 
precursor  for  which  it  is  in 
nonattainment.  However,  because 
photochemical  grid  models  estimate 
vehicle  emissions  for  many  small  grid 
squares.  States  would  also  have  the 
option  to  specify  subregional  emissions 
budgets.  Thus,  the  implementation  plan 
could  either  establish  a  budget  using  the 
sum  of  vehicle  emissions  from  all  grids 
in  the  area,  or  it  could  divide  the  area 
into  major  subareas  and  establish  a 
budget  for  each.  Subregional  budgets 
would  provide  additional  assurance  that 
through  future  conformity 
determinations  transportation  plans  and 
programs  will  produce  emission 
patterns  that  will  achieve  attainment. 

In  some  nonattainment  areas  the 
implementation  plan's  attainment 
demonstration  may  show  that  motor 
vehicle  emissions  are  not  an  important 
part  of  the  nonattainment  problem.  This 
is  most  likely  with  PMm  violations  near 
industrial  sources.  In  such  a  situation, 
the  implementation  plan  may  establish 
no  buaget  for  motor  vehicles  and 
explicitly  provide  that  no  regional 
emissions  tests  are  needed  for 
conformity  determinations.  EPA  will 
closely  scrutinize  such  claims  before 
approving  the  implementation  plan. 

Need  for  analysis  of  long-term 
regional  emissions.  Because  emissions 
budgets  will  address  a  timeframe  which 
is  longer  than  any  single  TIP, 
demonstration  of  the  TIP's  consistency 
with  the  implementation  plan's  budget 
should  be  done  in  the  context  of  the 
long-term  transportation  system. 
Therefore,  EPA's  proposal  would 
require  regional  analyses  of  TIPs  to 
include  all  expected  regionally 
significant  projects  in  the  timeframe  of 
the  plan,  regardless  of  their  funding 
source. 

In  some  areas,  plans  will  describe 
future  actions  specifically  enough  to 
allow  comprehensive  regional  analysis 
with  network  models.  In  these  areas,  as 
described  below,  EPA  would  require  the 
TIP'S  conformity  determination  to  use 
the  plan's  regional  analysis.  In  areas 
without  specific  plans,  the  plan's 
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regional  fuialysis  will  most  likely  rely 
on  demographically-based  projections 
and  adjustments  to  current  VMT  and 
emissions  (based  on  plaimed  TCMs  and 
any  regionally  significant  projects  that 
are  identified),  l^ese  regional  analyses 
would  not  define  projects  and  estimate 
emissions  with  suffident  detail  to 
ensure  that  any  TIP  derived  from  the 
plan  is  consistent  with  the  emissions 
budget.  In  addition,  there  would  be 
mudi  flexibility  to  place  newly 
conceived  projects  in  the  TIP  which 
were  not  identified  in  the  plan. 
Therefore,  EPA  would  also  require  a 
regional  analysis  of  the  TIP  in  areas 
without  specific  plans. 

TJPsfrom  specific  plans.  Under  this 
proposal,  a  TIP  which  is  from  a  specific 
plan  could  demonstrate  consistency 
with  the  emissions  budget  without 
additional  regional  analysis.  EPA 
believes  that  if  the  TIP  is  financially 
feasible  and  consistent  with  the  plan,  it 
is  appropriate  to  rely  on  the  regional 
analysis  which  has  been  performed  for 
the  plan. 

For  the  TIP  to  be  considered 
financially  feasible,  the  TIP  would  have 
to  be  consistent  with  the  Federal 
funding  which  may  be  reasonably 
expected  for  the  timeframe  of  the  TIP. 
Necessary  State/local  matching  funds 
would  also  have  to  be  consistent  with 
the  revenue  sources  expected  over  the 
same  period. 

For  the  TIP  to  be  considered 
consistent  with  the  plan,  the  following 
conditions  would  have  to  be  satisfied: 
(1)  The  TIP  would  have  to  contain  all 
regionally  significant  projects  which 
must  be  started  in  the  TIP'S  timeframe 
in  order  to  achieve  the  highway  and 
transit  system  envisioned  by  the  plan  in 
its  horizon  years;  (2)  all  TIP  projects 
which  add  or  modify  regionally 
significant  highway  or  transit  facilities 
would  have  to  be  part  of  the  specific 
highway  or  transit  system  envisioned  in 
the  plan's  horizon  years:  and  (3)  there 
could  be  no  regionally  significant  TIP 
projects  which  have  a  design  concept  or 
scope  different  from  those  in  the  plan. 
Tne  tests  for  financial  feasibility  and 
consistency  with  the  plan  would  help 
ensure  that  the  projects  assumed  in  the 
plan  will  be  built,  and  that  the  TIP 
includes  no  projects  di  Cerent  bom  those 
assumed  in  the  plan's  analysis. 

If  the  TIP  is  not  financially  feasible. 
EPA  would  require  the  TIP  to  be 
amended  until  feasibility  can  be 
demonstrated. 

If  the  TIP'S  consistency  with  the  plan 
cannot  be  demonstrated,  EPA  is 
proposing  that  either  the  TIP  or  the  plan 
must  be  amended.  Thus,  if  the  TIP 
includes  projects  which  are  not  from  the 
plan  or  if  the  TIP  does  not  include 


projects  necessary  for  the  plan's 
envisioned  network,  either  the  plan 
would  need  to  be  amended  and 
reanalyzed  for  conformity,  or  the  TIP 
would  need  to  be  amended  to  be 
consistent  with  the  current  plan.  If  the 
plan  is  amended  to  be  consistent  with 
the  proposed  TIP,  and  the  plan  is  found 
to  conform  after  a  new  regional  analysis, 
no  further  analysis  of  the  TIP  would  be 
required. 

EPA  would  require  the  plan  and/or 
TIP  to  be  amended  to  be  consistent 
before  a  conformity  determination  can 
be  made  for  the  TIP  so  that  the  plan's 
regional  analysis  can  be  the  basis  for  TIP 
and  project  conformity  determinations 
in  the  future.  Because  the  conformity  of 
each  future  TIP  will  depend  on  its 
relationship  to  the  plan,  additions  or 
deletions  to  the  envisioned 
transportation  network  miist  be 
reflected  in  the  plan. 

EPA  requests  comment  on  whether 
there  should  be  a  distinction  in  the 
regional  emissions  analysis 
requirements  between  specific  plans 
and  non-specific  plans,  because 
metropolitan  planning  under  ISTEA 
will  require  future  transportation  plans 
to  define  project  design  concept  and 
scope  sufficient  to  determine 
conformity. 

Projects  not  from  a  conforming  plan 
and  conforming  TIP.  In  areas  without 
specific  plans,  EPA  would  require  all 
projects  not  from  a  conformingplan  and 
TIP  to  be  regionally  analyzed.  Tne 
regional  analysis  would  have  to  estimate 
the  emissions  expected  from  the 
transportation  network  if  the  proposed 
project,  the  currently  conforming  plan 
and  TIP,  and  all  other  regionally 
significant  projects  expected  in  the 
nonattainment  or  maintenance  area  are 
implemented.  The  analysis  would  also 
have  to  accoxmt  for  the  emissions  of 
previously  approved  projects  which 
were  not  from  a  plan  and  TIP.  This 
approach  is  consistent  with  section 
176(c)(2)(D)  of  the  CAA. 

In  areas  with  specific  plans,  EPA  is 
proposing  that  projects  could  be  found 
to  conform  without  additional  regional 
analysis  if  they  are  consistent  with  the 
plan,  even  if  they  are  not  specifically 
included  in  the  latest  conforming  TO*.  A 
demonstration  of  consistency  would 
require  that  regionally  significant 
projects  are  part  of  the  specific  system 
envisioned  in  the  plan's  horizon  years 
which  has  been  analyzed  for  emissions, 
even  though  the  projects  are  not 
formally  included  in  both  the  plan  and 
TIP.  A  demonstration  of  consistency 
with  the  plan  would  also  have  to  show 
that  allocating  funds  to  the  project 
would  not  delay  the  implementation  of 
those  projects  in  the  transportation  plan 


or  TIP  which  are  necessary  to  achieve   - 
the  highway  and  transit  system 
envisioned  by  the  plan. 

If  a  project  is  not  consistent  with  a 
specific  plan.  EPA  would  require 
additional  regional  analysis  as  described 
for  projects  which  are  not  from  a 
conforming  plan  and  TIP  in  areas 
without  specific  plans. 

EPA  anticipates  that  projects  not  from 
a  conforming  plan  and  TIP  will  be  either 
newly  conceived  projects  not  expected 
when  the  TIP  was  prepared,  or  projects 
which  are  in  the  nonattaiimient  or 
maintenance  area  but  outside  the 
metropolitan  plaiming  area.  When  the 
projects  which  are  not  from  a  plan  and 
TIP  are  known  at  the  time  of  the  plan 
and  TIP  conformity  determination,  as  in 
the  latter  case,  only  one  regional 
analysis  may  be  necessary.  In  that  case, 
the  plan  or  TIP's  regional  analysis 
would  include  those  projects  which  are 
not  fhim  a  TIP.  and  the  analysis  would 
have  to  demonstrate  that  the  plan  or  TIP 
together  with  the  extra  project  is 
consistent  with  the  emissions  budget. 

Special  provisions  for  areas  not 
requited  to  demonstrate  reasonable 
further  progress  and  attainment. 
Nonattainment  areas  which  are  not 
required  to  demonstrate  reasonable 
further  progress  and  attainment  may  not 
have  an  emissions  budget.  Therefore, 
EPA  is  proposing  special  provisions  for 
rural  ozone  nonattainment  areas, 
marginal  ozone  areas,  submarginal 
ozone  areas,  transitional  ozone  areas, 
incomplete  data  ozone  areas,  moderate 
CO  areas  with  a  design  value  of  12.7 
ppm  or  less,  and  not  classified  CO  areas. 
In  addition,  maintenance  areas  may  not 
have  a  motor  vehicle  emissions  budget 
in  the  applicable  maintenance  plan  if 
that  plan  was  approved  under  the 
provisions  of  the  1977  CAA,  rather  than 
the  new  provisions  of  the  1990  CAA. 

During  the  control  strategy  and 
maintenance  periods,  these  areas  would 
continue  under  the  interim  requirement 
to  contribute  to  emissions  reductions, 
imless  they  choose  to  submit  an 
implementation  plan  revision  writh  an 
attainment  demonstration  and 
emissions  budget.  If  an  area  establishes 
an  emissions  budget,  it  would  have  to 
demonstrate  that  plans,  TIPS,  and 
projects  not  from  a  plan  and  TIP  are 
consistent  with  the  emissions  budget 

The  interim  requirement  to  contribute 
to  emissions  reductions  may  be  stricter 
than  an  emissions  budget  test  For 
example,  an  attainment  demonstration 
may  show  that  an  area  could  have  some 
emissions  increases  and  still  meet  its 
attainment  deadline. 
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7.  Eliminate  or  Reduce  the  Severity  and 
Number  of  Localized  CO  Violations 

During  the  interim  period,  all  projects 
in  CX)  nonattainment  areas  would  have 
to  demonstrate  that  they  would 
eliminate  or  reduce  the  severity  and 
number  of  localized  CX)  violations  in  the 
area  substantially  affected  by  the 
project.  The  number  of  violations 
resulting  from  the  project's 
implementation  would  have  to  be  less 
than  the  number  of  violations  predicted . 
without  the  project.  The  predicted 
design  value  for  the  site  after  the 

Erojecfs  implementation  would  have  to 
s  less  than  the  design  value  without 
the  project. 

As  described  above,  EPA  is  proposing 
to  require  quantitative  hot-spot  analyses 
only  when  qualitative  demonstrations 
cannot  clearly  indicate  that  the  project 
would  eliminate  or  reduce  the  severity 
and  number  of  localized  CO  violations. 

This  interim  requirement  for  CO 
nonattainment  areas  is  established  in 
section  176(c)(3)(B)(ii)  of  the  CAA.  EPA 
is  proposing  this  requirement  only  in 
the  context  of  localized  CO  violations, 
because  regional  violations  are 
addressed  by  the  requirement  to 
contribute  to  reductions  in  CO 
emissions,  as  discussed  below.  This 
criterion  could  be  satisfied  for  a  project 
from  a  conforming  transportation  plan 
or  TIP  regardless  of  any  impact  which 
the  project  may  have  on  actual  or 
potential  regional-scale  emissions, 
provided  all  other  applicable  criteria 
were  satisfied. 

8.  Contribute  to  Emission  Reductions  in 
Ozone  and  00  Areas 

Overview.  EPA  is  proposing  that 
during  the  interim  period,  plans.  TIPs, 
and  projects  not  from  a  conforming  plan 
and  TIP  would  have  to  contribute  to 
reductions  in  ozone  precursor  emissions 
(VOC)  in  ozone  nonattainment  areas  and 
in  CO  emissions  in  CO  nonattainment 
areas.  A  regional  analysis  would  have  to 
demonstrate  that  emissions  from  the 
transportation  system  if  the  proposed 
action(s)  were  implemented  would  be 
less  than  the  emissions  from  the 
transportation  system  without  the 
proposed  action(s). 

Ine  regional  analysis  would  establish 
a  "Baseline"  and  "Action"  scenario  and 
analyze  emissions  bom  each  scenario 
for  certain  future  years.  The  analysis 
years  would  depend  on  the  action  being 
proposed,  but  would  always  include  the 
attainment  year.  For  each  analysis  year, 
the  emissions  predicted  from  the 
"Action"  scenario  would  have  to  be  less 
than  those  predicted  from  the 
'Baseline"  scenario. 

Although  EPA  is  not  proposing  to 
require  NO,  reductions  in  ozone  areas 


during  the  interim  period.  States  may 
require  sadti  reductions  in  their 
implementation  plan  revisions  which 
establirii  the  criteria  and  procedures  for 
determining  conformity. 

FaUonale.  Section  176(c)  (3)  (A)(iii)  of 
the  CAA  establishes  the  interim 
requirement  for  regional  analysis  in 
ozone  and  CO  areas,  which  will 
eventually  be  replaced  by  a  requirement 
for  emissions  budget  tests  during  the 
control  strategy  and  maintenance 
periods.  The  CAA  requires  plans  and 
TIPs  to  "contribute  to  annual  emissions 
reductions  consistent  with  sections 
182(b)(1)  and  187  (a)(7),"  which  requ're 
reasonable  further  progress  and 
attainment  demonstrations. 

However,  the  implementation  plan 
revisions  including  these 
demonstrations  will  not  exist  during  the 
interim  period.  Thus,  the  exact 
percentage  reduction  required  from 
mobile  sources  will  not  be  known. 
Therefore,  reductions  consistent  vrith 
the  reasonable  further  progress  and 
attainment  demonstrations  could  mean 
either  the  entire  fifteen  percent 
reduction  by  1996  required  for  moderate 
and  above  ozone  nonattainment  areas 
for  reasonable  further  progress,  and 
arbitrary  annual  percentage  reduction, 
or  any  nonzero  reduction. 

EPA  does  not  believe  that  Congress 
intended  the  entire  fifteen  percent 
emission  reduction  to  be  achieved  in 
motor  vehicle  emissions.  Such  an 
extreme  measure  would  have  been 
clearly  stated.  Sections  182(b)(1)  and 
187(a)(7)  refer  only  to  reasonable  further 
progress,  not  the  fifteen  percent 
requirement;  there  is  not  a  fixed 
percentage  required  for  CO  areas  to 
demonstrate  reasonable  further  progress. 
In  addition,  EPA  does  not  believe  it  is 
appropriate  to  require  specific  annual 
emissions  reductions  before  they  have 
been  established  in  the  reasonable 
further  progress  and  attainment 
demonstrations.  EPA  believes  the  States 
should  be  allowed  to  decide  how  much 
reduction  to  require  bom  motor  vehicles 
and  how  much  to  require  bom 
stationary  sources.  Furthermore,  until 
the  implementation  plan's  emissions 
inventories  are  submitted,  it  will  not  be 
possible  to  determine  the  baseline  from 
which  emissions  must  be  reduced. 
Therefore,  EPA  is  interpreting  the 
CAA's  interim  requirement  to  mean  that 
plans.  TIPs,  and  projects  not  from  a 
conforming  plan  and  TIP  must 
contribute  to  emission  reductions  by 
anyamount. 

EPA  believes  that  this  interpretation 
is  consistent  with  the  statutory 
requirement.  Section  176(c)(3)(A)(iii) 
requires  contributions  to  annual 
emissions  reductions  consistent  with 


sections  182(b)(1)  and  187(a)(7).  Section 
187(a)(7)  does  not  require  any  specific 
numerical  amount  of  emission 
reduction,  merely  requiring  such  annual 
emission  reduction  as  is  necessary  to 
demonstrate  attainment.  Section 
182(b)(1)  actually  imposes  two  separate 
requirements.  It  first  requires  VOC 
reauctions  of  15%  over  six  years,  and 
then  in  a  separate  sentence  requires 
such  annual  reductions  as  necessary  to 
provide  for  attainment.  EPA  believes 
that  the  proper  interpretation  of 
§  l76(c)(3)(A)(iii)  is  that  by  its  own 
terms  it  refers  only  to  the  annual 
en)ission  reductions  in  the  second 
sentence  of  §  182(b)(1).  Thus,  areas  are 
not  constrained  by  any  predefined 
percentage  reduction  for  purposes  of 
demonstrating  conformity.  Areas  must 
simply  demonstrate  that  activities 
contribute  to  annual  emission 
reductions,  which  they  may  do  by 
simply  producing  some  positive 
emission  reductions. 

There  is  some  reference  in  the 
legislative  history  that  appears  to 
indicate  that  Congress  intended  to 
impose  a  15%  reduction  requirement  on 
conformity  demonstrations  (136 
Congressional  Record,  S16972,  October 
27, 1990).  However,  this  legislative 
language  simply  misinterprets  the  clear 
reference  in  tne  statutory  language  to 
the  annual  emission  reduction 
requirements  in  sections  182(b)(1)  and 
187(a)(7),  rather  than  the  15%  over  six 
years  requirement  in  section  182(b)(1). 
EPA  agrees  with  the  legislators  that 
mobile  source  emissions  should  not  be 
allowed  to  increase  during  the 
development  of  implementation  plan 
emission  budgets,  but  EPA  believes  that 
this  requirement  is  met  by  showing 
some  positive  emission  reduction. 

A  concern  has  been  expressed  that 
there  may  be  long  delays  in  establishing 
emission  reduction  targets  for 
conformity  piuposes.  "These  delays 
could  occur  because  of  delays  in 
submitting  emission  budgets,  because  of 
the  time  which  can  elapse  between 
adoption  of  budgets  and  formal  revision 
of  the  implementation  plan  by  EPA,  or 
for  other  reasons.  Because  emission 
reduction  targets  are  a  key  aspject  of  the 
conformity  requirements,  EPA  is 
requesting  comment  on  ways  to 
alleviate  me  potential  problems 
associated  with  delays.  One  specific 
suggestion  which  has  been  offered 
would  place  a  cap  on  CO  and  ozone 
precursors  during  the  interim  period 
which  is  equal  to  the  1990  base  year 
inventory  of  these  pollutants,  and  no 
credit  would  be  given  for  reductions  in 
emissions  from  tailpipe  standards.  EPA 
notes  that  in  the  General  Preamble  for 
the  Implementation  of  title  1  of  the 


Federal  Register  /  Vol.  58.  No.  6  /  Monday.  January  11.  1993  /  Proposed  Rules 


3783 


Clean  Air  Act  Amendments  of  1990  (57 
FR 13498.  April  16. 1992).  EPA  rejected 
such  an  approach  in  the,  context  of  CAA 
section  182(d)(1)(A),  which  requires 
TCMs  to  ofEset  growth  in  emissions  from 
growth  in  VMT  in  severe  and  extreme 
ozone  nonattainment  areas  and  serious 
CXD  nonattainment  areas.  EPA  believes 
this  approach  would  have  drastic 
implications.  Since  VMT  is  growing  at 
rates  as  high  as  four  percent  per  year  in 
some  cities,  draconian  measures  such  as 
mandatory  no-drive  restrictions  would 
be  necessary  to  achieve  reductions  from 
1990  amission  levels  without  credit  for 
tailpipe  standards.  However,  EPA  is 
interested  in  other  more  workable 
approaches  to  handle  the  potential 
problems  with  delayed  emissions 
Dudgets. 

"Baseline"  and  "Action"  scenarios. 
The  regional  emissions  analysis  would 
have  to  demonstrate  that  the  emissions 
from  the  transportation  system  in  the 
milestone  and  attainment  years,  if  it 
included  the  proposed  action  and  all 
.other  expected  regionally  significant 
projects  (the  "Action"  scenario),  would 
be  less  than  the  emissions  from  the 
current  transportation  system  in  the 
milestone  and  attainment  years  (the 
"BaseUne"  scenario).  This  "Baseline"/ 
"Action"  comparison  would  be  required 
only  during  the  interim  period,  except 
in  areas  which  are  not  required  to 
demonstrate  reasonable  further  progress 
and  attainment,  as  described  above. 

The  "Baseline"  scenario  would 
include  all  in-place  regionally 
significant  highway  and  transit 
facilities,  services,  and  activities;  all 
ongoing  travel  demand  management  or 
transportation  system  management 
activities;  and  completion  of  all 
regionally  significant  projects  in  the 
nonattainment  area  that  are  currently 
under  construction,  undergoing  right-of- 
way  acquisition,  come  from  the  first 
three  years  of  a  previously  conforming 
plan  and/or  TIP,  or  have  completed  the 
NEPA  process  (regardless  of  funding 
source). 

If  no  major  steps  to  advance  a  project 
have  occurred  within  three  years  after 
completion  of  the  NEPA  process,  23 
CFR  771.129  requires  a  written  re- 
evaluation  of  the  final  NEPA  document. 
If  the  written  reevaluation  requires  a 
new  NEPA  document  for  design  concept 
and  scope  or  air  quality  reasons,  a  new 
conformity  determination  would  be 
required  for  the  project.  This  would 
deter  an  area  from  artificially  inflating 
the  "Baseline"  scenario  by  including 
projects  which  are  not  actually  being 

built.  ,     , 

The  "Action"  scenario  is  the  future 
transportation  situation  that  will  result 
from  the  implementation  of  the  action 


(i.e.,  plan.  TIP,  or  project  not  from  a 
plan  and  TIP)  and  other  planned 
nighway  and  transit  projects,  regardless 
of  funding  soiuce.  This  would  include 
all  facilities,  services,  and  activities  in 
the  "Baseline"  scenario  (unless  the 
"Action"  scenario  specifies  the  deletion 
of  some  "Baseline"  facilities,  services, 
or  activities);  the  completion  of  all 
TCMs  and  regionally  significant 
facilities,  services,  and  activities 
associated  with  the  proposed  action 
which  will  be  operational  by  the 
analysis  year  and  the  completion  of 
expected  regionally  significant  non- 
FHWA/FTA  highway  and  transit 
projects  that  have  clear  funding  sources 
and  commitments  leading  to  their 
implementation  and  completion  by  the 
analysis  year.  Although  these  non- 
FHWA/FTA  projects  may  not  be 
included  in  the  plan  or  TIP,  the 
"Action"  scenario  must  account  for  all 
regionally  significant  projects  in  the 
aggregate  in  order  to  give  a  realistic 
approximation  of  the  regional  emissions 
burden. 

Because  the  "Action"  scenario  would 
include  non-FHWA/FTA  projects.  EPA 
would  also  allow  the  "Action"  scenario 
to  include  non-FHWA/FTA  TCMs 
which  have  been  fully  adopted  and/or 
funded  since  the  last  conformity 
'  determination  on  the  action.  The 
"Action"  scenario  could  also  include 
the  incremental  effects  of  any  non- 
FHWA/FTA  TCMs  which  have  been 
modified  since  the  last  conformity 
determination  on  the  action  to  be  more 
stringent  or  effective.  These  TCMs 
would  not  have  to  be  identified  in  the 
implementation  plan,  but  they  would 
have  to  be  fully  adopted  and/or  funded 
in  order  to  receive  emissions  reduction 
credit. 

9.  No  Increase  in  Emission  in  PMio  and 
NO2  Areas 

EPA  is  proposing  that  emissions  in 
PMio  and  NO2  nonattainment  areas 
could  not  increase  above  1990  levels 
during  the  interim  period.  EPA  is 
proposing  this  requirement,  rather  than 
the  "Baseline"/"  Action"  comparison 
proposed  for  ozone  and  CO  areas, 
because  the  CAA  does  not  include 
specific  interim  requirements  for 
contributions  to  regional  emission 
reductions  in  PMm  and  NO2 
nonattainment  areas.  Furthermore,  EPA 
believes  that  requiring  a  build/no-build 
comparison  in  PMm  and  N0»  areas 
could  have  undesirable  consequences 
which  were  unanticipated  by  Congress. 
A  ceiling  on  NO,  and  PMio  emissions  at 
their  1990  level  is  proposed  because  the 
definition  of  conformity  prohibits  any 
increase  in  the  frequency  or  severity  of 
existing  violations. 


EPA  believes  it  is  reesonable  to 
assume  that  Mrhea  Congress  was 
addressing  oxone  and  CO.  it  established 
a  build/no-build  test  under  the  then- 
accepted  belief  that  a  well-desi^ied 
"build"  scenario  could  reduce 
emissions  without  reducing  VMT  itself. 
In  fact,  the  available  emissions  models 
of  that  time  indicated  that  congestion 
relief  measures  can  reduce  ozone  and 
CO  emissions  in  any  area  by  improving 
speeds.  EPA  notes  Uiat  Congress 
reserved  its  VMT-oriented  TCM 
requirements  for  only  the  areas  with  the 
very  worst  air  quaUty.  (See.  for  example, 
sections  182(d)(1)(A)  and  187(b)(2).) 
This  indicates  that  Congress  expected 
most  areas  affected  by  conformity  to 
have  some  tolerance  for  VMT  growth. 
There  is  no  indication  that  Congress 
was  aware  that  in  many  cases.  NO. 
emissions  and  PMio  emissions 
(depending  on  roadway  type  and 
classification  and  surface  particulate 
loadings)  increase  with  improved  traffic 
flow  and  increased  speeds.  Also,  there 
is  no  indication  that  Congress 
considered  the  potential  for  increased 
PMio  emissions  from  increased  use  of 
diesel  transit  buses.  Both  of  these  effects 
may  make  it  difficult  for  a  "build" 
scenario  to  demonstrate  emissions 
reductions,  other  than  by  reducing  VMT 
itself  below  what  would  otherwise 
occur.  EPA  does  not  believe  Congress 
intended  difficult  VMT  reductions  in 
the  interim  period.  Because  EPA  is  not 
certain  what  degree  of  VMT  reduction 
might  be  needed  to  pass  a  build/no- 
build  comparison,  and  because  the  CAA 
Amendments  do  not  appear  to  require 
it,  EPA  is  not  proposing  a  build/no- 
build  comparison  during  the  interim 
period  in  PMio  and  NO,  nonattainment 

areas. 

Instead,  EPA  believes  that  preventing 
emissions  from  increasing  above  1990 
levels  would  be  sufficient  to  prevent  the 
exacerbation  of  existing  violations 
during  the  interim  period.  This  will 
allow  speed  increases  and  associated 
increases  in  emissions,  if  these  are  offiset 
by  fleet  turnover  and  other  elements  of 
the  plan  or  program,  such  as  paving  or 
cleaning  roads.  Because  PMio  and  NO, 
modeling  for  plans  and  TIPs  is  less 
common  than  VOC  and  CO  modeling. 
EPA  is  not  certain  of  the  emissions 
impact  and  compliance  difficulty  of  this 
approach  as  compared  to  a  build/no- 
build  approach.  EPA  therefore  invites 
comment  on  whether  the  proposed 
approach  is  appropriate  and  feasible, 

EPA  believes  1990  is  the  most 
reasonable  year  to  use  as  a  baseUne 
because  it  is  the  year  the  CAA 
amendments  were  enacted.  Although 
there  has  been  some  decrease  in  NO, 
emissions  due  to  fleet  turnover  since 
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1990.  this  decrease  is  less  than  that  in 
CO  and  VCXI  emissions.  Therefbre,  there 
is  a  mora  limited  opportunity  for 
transportation  actions  to  claim  NO, 
reductions  from  fleet  turnover  since 
1990  in  order  to  allow  increased  NO, 
emissions  from  future  development 
activities. 

However,  EPA  notes  that  there  is  no 
requirement  for  a  1990  inventory  in 
PMio  and  NOj  nonattainment  areas. 
EPA  invites  comment  on  allowing  other 
years  to  be  used  as  the  baseline,  such  as 
the  yearfs)  of  the  ambient  data  upon 
which  the  designation  was  based  (or.  for 
PMio  nonattainment  areas,  upon  which 
the  moderate  or  serious  classification 
was  based). 

F.  Procedures  for  Estimating  Emissions 
and  Ambient  Concentrations 

1.  Regional  Emissions  Analysis 

Serious  CO  and  serious,  severe,  and 
extreme  ozone  areas.  After  January  1, 
1995.  this  proposal  would  require  these 
areas  to  use  networic-based 
transportation  demand  models  or 
models  relating  travel  demand  and 
transportation  system  performance  to 
land-use  patterns,  population 
demographics,  employment, 
transportation  infrastructure,  and 
transportation  policies.  The  proposal 
includes  detailed  procedural 
requirements,  and  additional  useful 
guidance  on  modeling  practices  may  be 
found  in  EPA's  section  187  VMT 
Forecasting  and  Tracking  Guidance 
(March  1992)  and  the  forthcoming 
National  Association  of  Regional 
Councils'  "Manual  of  MPO  Modeling 
Practice." 

Areas  which  are  not  serious  CO  or 
serious,  severe,  or  extreme  ozone. 
Unless  these  areas  have  been  using 
network  models,  these  areas  could 
estimate  regional  emissions  using 
methods  which  do  not  explicitly  or 
comprehensively  account  for  the 
influence  of  land  use  and  transportation 
infrastructure  on  vehicle  miles  traveled 
(VMT)  and  traffic  speeds  and 
congestion.  Such  methods  could 
extrapolate  historical  VMT  or  project 
future  VMT  by  considering  growth  in 
population  and  historical  growth  trends 
for  VMT  per  person.  These  methods 
would  also  adjust  this  extrapolated 
VMT  in  consideration  of  future 
economic  activity,  transit  alternatives 
and  other  TCMs.  specific  major  highway 
changes,  and  transportation  system 
policies  which  make  the 
demographically-based  extrapolation 
alone  inappropriate.  Population  growth 
has  the  largest  influence  on  regional 
motor  vehicle  emissions  and  should  be 
a  sufficient  predictor. 


Rationale.  EPA  believes  the  proposed 
network  modeling  procedures  reflect  the 
current  consensus  in  the  transportation 
and  air  quality  planning  professions  on 
minimum  acceptable  modeling 
practices.  EPA  welcomes  comments  on 
the  proposed  procedures  and  is 
monitoring  developments  &x>m  the 
National  Association  of  Regional 
Councils'  MPO  Modeling  Practices 
project. 

EPA  is  reserving  the  most  rigorous 
requirements  for  those  areas  which  have 
the  most  extensive  air  quality  planning 
needs  and  which  are  already 
encouraged  to  develop  network  models 
by  other  sections  of  the  CAA.  EPA  is  not 
proposing  to  require  network  models  in 
all  areas  because  it  would  be  impractical 
for  these  areas  to  obtain  the  necessary 
financial  and  technical  resources  before 
their  attainment  date,  which  is  1996  at 
the  latest.  Areas  which  are  currently 
using  network  models  would  be 
required  to  continue  using  them  for 
conformity  analyses.  In  addition,  the 
new  planning  requirements  associated 
with  ISTEA  are  expected  to  encourage 
more  areas  to  develop  network  models. 

EPA  requests  comment  on  whether 
serious  PMio  nonattainment  areas 
should  be  required  to  use  network 
models  and  develop  specific 
transportation  plans.  Specifically,  EPA 
requests  comment  on  whether  the  air 
quality  benefits  from  using  network 
models  to  perform  conformity  analyses 
justify  the  financial  investment  which 
would  be  required. 

Transportation  control  measures. 
Areas  will  need  to  project  the  effect  of 
TCMs  as  part  of  performing  the  regional 
emissions  analysis.  The  changes  in 
travel  time  of  day.  mode  choice,  trip 
length,  trip  frequency,  and  travel  speed 
will  result  in  creditable  emissions 
reductions.  For  the  purposes  of  plan  and 
TIP  conformity,  areas  must  assume  a 
prospective  level  of  TCM  effectiveness 
which  is  consistent  with  the 
implementation  plan.  Those  TCMs 
which  are  in  place  must  be  modeled 
consistent  with  the  available 
information  on  the  degree  of  compliance 
with  the  measiues. 

Construction-related  activities.  EPA 
believes  that  temporary  emissions 
increases  of  VOC  and  CO  due  to 
construction-related  traffic  congestion 
will  not  cause  violations  at  the  regional 
level.  These  emissions  changes  are 
small  increases  due  to  traffic  speed 
changes  and  are  not  associated  with 
VMT  growth,  which  is  the  primary 
concern  with  regional  violations.  Also, 
the  NEPA  process  considere  the 
construction-related  impacts  of  projects 
and  is  intended  to  ensure  that 
appropriate  mitigation  measures  are 


considered.  Therefore.  EPA  believes  that 
emissions  increases  horn  construction- 
related  congestion  are  not  significant  at 
the  regional  level,  and  such  increases 
will  not  cause  any  new  regional-scale 
violations  or  exacerbate  existing  ones. 

However,  construction  activity  can  be 
a  significant  direct  source  of  fugitive 
PMio  due  to  the  disturbance  of  gnnind 
cover  and  the  movement  of  construction 
vehicles  on  unpaved  areas.  In  addition, 
construction  vehicles  can  carry  soil  onto 
paved  roads,  where  it  can  be  re- 
entrained  into  ambient  air  by  other 
passing  vehicles. 

EPA  is  proposing  to  require  regional 
PMio  emissions  analyses  to  consider 
construction-related  fugitive  PMio  in 
those  areas  with  implementation  plans 
which  identify  it  as  a  contributor  to  the 
nonattainment  problem.  The  regional 
analysis  would  nave  to  account  for  the 
level  of  construction  activity,  the 
fugitive  PMio  control  measures  in  the 
implementation  plan,  and  the  dust- 
producing  capacity  of  the  proposed 
activities.  Those  areas  with 
implementation  plans  which  do  not 
identify  construction-related  fugitive 
PMio  as  a  contributor  to  the 
nonattainment  problem  do  not  have  to 
consider  it  in  their  regional  emissions 
analysis. 
2.  Hot-spot  Analysis 

If  consideration  of  local  factors  clearly 
demonstrates  that  the  hot-spot  criteria 
are  satisfied,  EPA  would  not  require 
quantitative  modeling.  EPA  believes 
that  quantitative  modeling  is  not 
necessary  to  demonstrate  satisfaction  of 
the  hot-spot  criteria  in  every  case,  since 
the  range  of  FHWA  and  FTA  projects 
includes  many  which  could  not 
reasonably  be  argued  to  have  any 
significant  CO  emissions  effect. 
However,  at  this  time  EPA  cannot 
propose  cutoffs  on  project  size, 
geography,  or  other  characteristics 
above  which  modeling  is  always 
required.  Therefore,  EPA  requests 
comment  on  whether  and  how  to  more 
clearly  define  when  quantitative 
modeling  is  and  is  not  required.  EPA 
also  invites  comment  on  specific 
procedures  or  evidence  which  should  be 
considered  for  qualitative  hot-spot 
analysis. 

CO  hot-spot  modeling.  EPA  is 
proposing  that  when  quantitative 
modeling  is  required,  the  choice  of  a 
hot-spot  model  and  associated  methods 
and  assumptions  must  be  the  subject  of 
interagency  consultation.  However,  EPA 
would  require  quantitative  CO  hot-spot 
analyses  to  be  based  on  the  applicable 
air  quality  models,  data  bases,  and  other 
requirements  specified  in  the  most 
recent  version  of  the  "Guideline  on  Air 
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Quality  Models  (Revised)"  CEPA 
publication  no.  450/2-78-027R), 
including  all  Supplements  finally 
published  in  the  Federal  Register  by  the 
date  of  this  final  rule,  in  those  locations, 
areas,  or  categories  of  sites  which  the 
implementation  plan  identifies  as  sites 
of  current  violation  or  possible  current 
violation,  and  at  other  sites  if  the  use  of 
the  "Guideline"  models  is  practicable 
and  reasonable  given  the  potential  for 
violations.  The  "Guideline  on  Air 
Quality  Models"  is  used  in  the 
implementation  plan's  attainment 
demonstration,  and  EPA  believes  it  is 
advisable  to  use  consistent  modeling 
techniques  at  sites  which  are  the  same 
as  or  similar  to  those  sites  addressed  in 
the  attainment  demonstration.  Other 
quantitative  models  could  be  used  at 
such  sites  only  if  after  the  interagency 
consultation  process  and  with  the 
approval  of  the  EPA  Regional 
Administrator,  it  is  determined  that 
"Guideline"  models  are  not  practicable 
or  not  reasonable. 

At  sites  which  are  not  identified  as 
violations  and  at  which  the  use  of 
"Guideline"  models  is  not  practicable  or 
reasonable,  EPA  would  allow  other 
quantitative  methods  to  be  used  if  they 
represent  reasonable  and  common 
professional  practice.  Where 
"Guideline"  and  non-"Guideline" 
models  are  both  available.  "Guideline" 
models  would  have  to  be  given  the 
greatest  consideration.  EPA  is  proposing 
this  flexibility  because  it  is  not  clear 
that  sites  which  are  not  identified  as 
current  violations  or  possible  current 
violations  need  the  same  modeling 
techniques  as  those  used  in  the 
implementation  plan. 

G.  Exempt  Projects 

EPA  is  proposing  that  certain  highway 
and  transit  projects  would  not  require  a 
conformity  determination  and  could 
proceed  toward  implementation  even 
without  a  conforming  transportation 
plan  and  TIP  because  of  the  nature  of 
such  projects  and  their  inherent  lack  of 
impact  on  air  emissions.  Alabama 
Power  v.  EPA,  636  F.2d  323,  360,  D.C. 
Cir.  1979,  gives  EPA  the  authority  to 
create  such  de  minimis  exemptions. 
Examples  of  such  projects  include 
various  safety  projects;  certain  mass 
transit  projects,  such  as  rehabilitation  of 
transit  vehicles  and  construction  of 
small  passenger  shelters;  continuation 
of  ride-sharing  and  vanpooling 
promotional  activities;  bicycle  and 
pedestrian  facilities;  landscaping;  and 
sign  removal.  Any  specific  project  in 
these  categories  may  be  made  non- 
exempt  if  the  MPO  and  other  agencies 
in  the  interagency  consultation  process 


concur  that  it  has  potentially  adverse 
emissions  impacts. 

By  exemptmg  these  projects  with 
neutral  air  quality  impacts,  EPA  would 
minimize  the  resource  use  and  project 
delays  which  could  be  associated  with 
the  conformity  process.  EPA  also 
believes  that  areas  without  a  currently 
conforming  plan  and  TIP  should  be 
permitted  to  implement  projects  with 
neutral  air  quality  impact.  Although  no 
conformity  determination  would  be 
required  of  exempt  projects.  States  and 
MPOs  should  ensure  that  exempt 
projects  would  not  interfere  wiUi  TCM 
implraaentation.  If  TCM 
implementation  is  delayed  because  of 
exempt  projects,  future  TIPs  and  plans 
may  not  be  able  to  receive  a  conformity 
finding. 

EPA  also  proposes  that  certain 
projects  be  exempt  fit>m  regional 
emissions-analyses.  These  projects, 
which  EPA  believes  have  no  regional 
emissions  impacts,  would  include 
intersection  diannelization  and 
signalization  projects;  interchange 
reconfigtiration  projects;  changes  in 
vertical  and  horizontal  alignment;  truck 
size  and  weight  inspection  stations;  and 
bus  transfer  terminals. 

These  projects  would  require  analysis 
of  local  impacts  for  project-level 
conformity  determinations,  but  could  be 
excluded  from  regional  analyses  of 
plans,  TIPs,  and  projects  which  are  not 
from  a  conforming  plan  and  TIP.  EPA 
believes  that  exempting  these  projects 
frtim  regional  analyses  would  simplify 
regional  analysis  and  minimize  the 
burden  of  conformity.  Because  these 
projects  have  no  impact  on  regional 
emissions,  they  caimot  cause  an 
emissions  budget  to  be  exceeded,  and 
they  therefore  satisfy  the  requirements 
of  CAA  section  176(c)(2)(D).  Therefore, 
these  projects  could  proceed  even  in  the 
absence  of  a  conforming  plan  and  TIP. 
However,  this  provision  would  not 
waive  any  planning  requirements 
established  by  ISTEA. 

Vm.  Environmental  and  Health 
Benefits 

This  rule  vtrill  help  ensure  that  the 
implementation  plan  achieves  its  goal  of 
attaining  air  quality  standards.  The 
environmental  and  health  benefits  of 
attaining  the  national  ambient  air 
quality  standards  are  attributable  to  the 
strategies  contained  in  the 
implementation  plan  rather  than  to  this 
rule  directly. 

IX.  Economic  Impact 

The  primary  impact  of  this  rule 
involves  the  increased  requirements  for 
MPOs  to  perform  regional  transportation 
and  emissions  modeling  and  document 


the  regional  air  quality  impacts  of 
transportation  plans  md  programs. 
Because  conformity  requirements  have 
existed  in  some  form  since  1977.  the 
fiumewoik  for  consultation  and  TQ4 
tracking  has  already  been  established.  . 

The  impact  of  today's  proposed 
conformiW  requirements  on  MPOs  may 
vary  widely  depeiuling  on  the  pollutant 
for  which  an  area  is  in  nonattainment. 
the  classification  of  the  nonattainment 
area,  the  population  of  the  area,  and  the 
technical  cap^iUties  already  developed 
in  the  area. 

The  approximately  25  MPOs  which 
will  be  subject  to  the  most  stringent 
modeling  requirements — ^which  are  also 
among  the  largest  MPOs— have  been 
spending  during  Phase  I  of  the  interim 
period  approximately  $150,000  for  a 
conformity  determination  on  the 
transportation  plan  and  TIP.  Costs  for 
smaller  MPOs  in  nonattainment  areas 
whidi  are  not  classified  as  serious  or 
above  have  ranged  from  $10,000  to 
$60,000. 

These  estimates  do  not  necessarily  ' 
reflect  the  costs  which  will  result  from 
today's  proposed  rule.  On  one  hand, 
these  may  be  overestimates  of  the  costs, 
because  determinations  will  probably 
become  less  expensive  as  the  MPOs  gain 
experience.  For  example,  for  future 
determinations  it  may  be  possible  to 
perform  the  modeling  with  fewer  runs. 
On  the  other  hand,  these  estimates  do 
not  reflect  the  more  specific 
requirements  of  today's  rule  and  may 
therefore  underestimate  the  cost  of 
determinations  in  the  control  strategy 
period.  EPA  is  continuing  to  research 
the  costs  of  conformity  to  MPOs. 

Estimates  of  conformity  costs  among 
the  larger  MPOs  vary  from  as  low  as 
$50,000  to  as  high  as  $725,000  (for  a 
TIP,  a  plan,  and  TIP  amendments 
associated  with  the  plan),  which 
illustrates  the  difficulty  of  estimating 
the  costs  specifically  associated  with 
conformity's  increased  requirements. 
Because  ISTEA  and  other  CAA 
provisions  also  indirectly  require 
increased  modeling,  it  is  difficult  to 
separate  the  costs  attributable  to  the 
conformity  requirements.  For  example. 
ISTEA  assigns  more  responsibility  to  the 
MPOs  and  shifts  the  plaiming  focus  to 
intermodalism  and  congestion 
management.  This  will  require  more 
sophisticated  transportation  modeling. 
The  VMT  tracking  and  forecasting 
requirements  in  sections  182  and  187  of 
the  CAA  will  also  promote  the  use  of 
transportation  demand  network  models 
in  some  nonattainment  areas. 

In  addition,  although  the  conformity 
requirements  may  prompt  additional 
data  collection  and  model  development, 
these  costs  carmot  be  solely  attributed  to 
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confoimity.  It  is  an  ongoing 
responsibility  of  MPOs  to  review  and 
upgrade  their  analysis  capabilities  to 
reflect  the  most  recent  understanding  of 
travel  demand  and  transportation 
forecasting.  Resource  constraints  during 
the  1980's  prevented  many  MPOs  from 
updating  their  analysis  procedures,  so 
conformity  is  in  many  cases  simply 
raising  the  priority  of  modeling 
improvements. 

Metropolitan  planning  is  eligible  for 
funds  under  ISTEA.  In  addition,  EPA 
has  attempted  to  minimize  the  costs  of 
conformity  in  several  ways.  First,  EPA 
is  proposing  flexible  methodological 
requirements  for  regional  analyses  in 
areas  which  don't  use  network  models, 
in  order  to  accommodate  the  varying 
technical  capabilities  of  MPOs.  In 
addition,  by  designating  projects  which 
are  exempt  from  conformity 
determinations  or  regional  analyses, 
EPA  is  allowing  project  sponsors  to 
conserve  their  analysis  resources. 
Finally,  EPA  has  attempted  to  minimize 
the  frequency  of  conformity 
redeterminations  by  limiting  the 
number  of  triggers  and  by  allowing 
grace  periods  before  the  use  of  new 
emissions  models  and  following  an 
area's  reclassiHcation. 

X.  Public  Participation 

A.  Comments  and  the  Public  Docket 

EPA  and  IX)T  welcome  comments  on 
all  aspects  of  this  proposed  rulemaking. 
All  comments  should  be  directed  to  the 
EPA  Air  Docket  Section.  Docket  No.  A- 
92-21  (see  "ADDRESSES  ").  As  noted 
above  in  section  II.  D..  EPA  is  ciurently 
drafting  an  NPRM  proposing  criteria 
and  procedures  for  determining 
conformity  of  general  Federal  actions 
(general  conformity  rule).  If  EPA 
determines  it  is  appropriate,  EPA  may 
reopen  the  public  comment  period  on 
this  rule  to  coincide  with  the  public 
comment  period  on  the  general 
conformity  rule. 

B.  Public  Hearing 

Anyone  who  wants  to  present 
testimony  about  this  proposal  at  the 
public  hearing  (see  "DATES")  should,  if 
possible,  notify  the  contact  person  (see 
"FOR  FURTMER  INFORMATION  CONTACT")  at 
least  seven  days  prior  to  the  day  of  the 
hearing.  The  contact  person  should  be 
given  an  estimate  of  the  time  required 
for  the  presentation  of  testimony  and 
notification  of  any  need  for  audio/visual 
equipment.  A  sign-up  sheet  will  be 
available  at  the  registration  table  the 
morning  of  the  hearing  for  scheduling 
those  who  have  not  notified  the  contact 
earlier.  This  testimony  will  be 
scheduled  on  a  first-come,  first-serve 


basis  to  follow  the  previously  scheduled 
testimony. 

EPA  requests  that  approximately  50 
copies  of  the  statement  or  material  to  be 
presented  be  brought  to  the  hearing  for 
distribution  to  the  audience.  In 
addition,  EPA  would  find  it  helpful  to 
receive  an  advance  copy  of  any 
statement  or  material  to  be  presented  at 
the  hearing  at  least  one  weelt  before  the 
scheduled  hearing  date.  This  is  to  give 
EPA  staff  adequate  time  to  review  such 
material  before  the  hearing.  Such 
advance  copies  should  be  submitted  to 
the  contact  person  listed. 

The  official  records  of  the  hearing  will 
be  kept  open  until  the  close  of  the 
comment  period  to  allow  submission  of 
rebuttal  and  supplementary  testimony. 
All  such  submittals  should  be  directed 
to  the  Air  Docket,  Docket  No.  A-92-21 
(see  "ADDRESSES"). 

Dick  Wilson  is  hereby  designated 
Presiding  Officer  of  the  hearing.  The 
hearing  will  be  conducted  informally, 
and  technical  rules  of  evidence  will  not 
apply.  A  written  transcript  of  the 
hearing  will  be  placed  in  the  above 
docket  for  review.  Anyone  desiring  to 
purchase  a  copy  of  the  transcript  should 
make  individual  arrangements  with  the 
court  reporter  recording  the  proceeding. 

As  noted  above  in  section  U.  D.,  EPA 
is  currently  drafting  an  NPRM 
proposing  criteria  and  procedures  for 
determining  conformity  of  general 
Federal  actions  (general  conformity 
rule).  If  EPA  determines  it  is 
appropriate,  EPA  may  hold  additional 
public  hearings  concurrently  or 
consecutively  with  the  public  hearings 
on  the  general  conformity  rule. 

XI.  Administrative  Requirements 

A.  Administrative  Designation 

Under  Executive  Order  12291,  EPA 
and  DOT  must  judge  whether  a 
regulation  is  a  "major"  rule  and, 
therefore,  subject  to  the  requirement 
that  a  Regulatory  Impact  Analysis  (RIA) 
be  prepared.  Since  EPA  has  determined 
that  this  regulation  is  not  major,  an  RIA 
has  not  been  prepared. 

This  regulation  was  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  as  required  by 
Executive  Order  12291.  Any  written 
comments  from  OMB  and  any  EPA 
response  to  those  comments  are  in  the 
pubUc  docket  for  this  rulemaking. 

B.  Reporting  and  Recordkeeping 
Requirements 

This  rule  does  not  contain  any 
information  collection  requirements 
which  require  approval  by  the  Office  of 
Management  and  Budget  (OMB)  under 
the  Paperwork  Reduction  Act  of  1980, 
44  U.S.C.  3501  et  seq. 


C.  Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act  of  1980 
requires  federal  agencies  to  identify 
potentially  adverse  impacts  of  federal 
regulations  upon  small  entities.  In 
instances  where  significant  impacts  are 
possible  on  a  substantial  number  of 
these  entities,  agencies  are  required  to 
perform  a  Regulatory  Flexibility 
Analysis  (RFA). 

EPA  has  determined  that  the 
regulations  proposed  today  will  not 
have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
This  regulation  will  affect  Federal 
agencies  and  metropolitan  planning 
organizations,  which  by  definition  are 
designated  only  for  metropolitan  areas 
with  a  population  of  at  least  50,000. 

Therefore,  as  required  under  §  605  of 
the  Regulatory  FlexibiUty  Act,  5  U.S.C 
601  et  seq.,  I  certify  that  this  regulation 
does  not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

List  of  Subjects  in  40  CFR  Part  51 

Administrative  practice  and 
procedures.  Air  pollution  control. 
Carbon  monoxide,  Intergovernmental 
relations.  Lead,  Nitrogen  dioxide, 
Ozone,  Particulate  matter.  Reporting 
and  recordkeeping  requirements.  Sulfur 
oxides.  Volatile  organic  compounds. 

Dated:  December  22, 1992. 
WUliamlCRsiUy. 
Administrator. 

For  the  reasons  set  out  in  the 
preamble,  title  40,  chapter  I,  part  51  of 
the  Code  of  Federal  Regulations  is 
proposed  to  be  amended  as  follows. 


PART  51— [AMENDED] 

1.  The  authority  citation  for  part  51 
continues  to  read  as  follows: 

Authority:  42  U.S.C  7401(b)(1);  7407(d), 
7410(k)(l),  7470-79,  7501-7508,  and  7601(a) 

2.  Part  51  is  amended  by  adding  a 
new  subpart  T  to  read  as  follows: 

Subpart  T— Conformity  to  SUta  or  Federal 
Implementation  Plana  of  Tranaportation 
Plana,  Programa,  and  Projecta  Developed, 
Funded  or  Approved  Under  Title  23  U^.C. 
or  the  Federel  Traneit  Act 


51.390 
51.391 
51.392 
51.393 
51.394 
51.395 


Purpose. 
Definitions. 
Applicability. 

Implementation  plan  revision. 
Priority. 

Frequency  of  conformity 
determinations. 

51.396  Ckinsultation. 

51 .397  Content  of  transportation  plans. 

51 .398  Relationship  of  plan  and  TIP 
conformity  with  the  NEPA  process. 

51.399  Fiscal  constraints  for  transportation 
plans  and  T!Pt. 


a: 
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51.400  Criteria  and  procedures  for 
determining  conformity  of  transportation 
plans,  programs,  and  projects. 

51.401  nt)cediires  for  determining  regional 
transportation-related  emissions. 

51.402  Procedures  for  determining 
localized  CX3  and  PMio  concentrations. 

51.403  Exempt  projects. 

51.404  Projects  exempt  from  regional 
emissions  analyses. 

51.405  Special  provisions  for 
nonattainment  areas  which  are  not 
required  to  demonstrate  reasonable 
further  progress  and  attainment. 

Subpart  T— Conformity  to  State  or 
Federal  Implementation  Plans  of 
Transportation  Plans,  Programs,  arxJ 
Projects  Developed,  Funded  or 
Approved  Under  Title  23  U.S.C.  or  the 
Federal  Transit  Act 

S  51 .390    Purpose. 

The  purpose  of  this  subpart  is  to 
implement  section  176(c)  of  the  Clean 
Air  Act  (CAA),  as  amended  (42  U.S.C. 
7401  et  seq.),  and  the  related 
requirements  of  23  U.S.C.  109(j),  with 
respect  to  the  conformity  of 
transportation  plans,  programs,  and 
projects  which  are  developed,  funded, 
or  approved  by  the  United  States 
Etepartment  of  Transportation  (DOT), 
and  by  metropolitan  planning 
organizations  (MPOs)  or  other  recipients 
of  funds  under  title  23  U.S.C.  or  the 
Federal  Transit  Act  (49  U.S.C.  1601  et 
seq.).  This  subpart  sets  forth  policy, 
criteria,  and  procedures  for 
demonstrating  and  assuring  conformity 
of  such  activities  to  an  applicable 
implementation  plan  developed 
pursuant  to  section  110  and  part  D  of 
the  CAA. 

§51.391    DefinlUons. 

Terms  used  but  not  defined  in  this 
subpart  shall  have  the  meaning  given 
them  by  the  CAA,  titles  23  and  49 
U.S.C,  other  Environmental  Protection 
Agency  (EPA)  regulations,  or  other  DOT 
regulations,  in  that  order  of  priority. 

Applicable  implementation  plan  is 
defined  in  section  302(q)  of  the  CAA 
and  means  the  portion  (or  portions)  of 
the  implementation  plan,  or  most  recent 
revision  thereof,  which  has  been 
approved  under  section  110,  or 
promulgated  under  section  110(c).  or 
promulgated  or  approved  pursuant  to 
regulations  promulgated  under  section 
301(d)  and  which  implements  the 
relevant  requirements  of  the  CAA. 

CAA  means  the  Clean  Air  Act,  as 
amended. 

Cause  or  contribute  to  a  new  violation 
for  a  project  means  to  cause  or 
contribute  to  a  new  violation  of  a 
standard  at  a  location  or  over  a  region 
which  would  otherwise  not  be  in 


violation  of  the  standard  during  the 
future  period  in  question,  if  the  project 
were  not  implemented. 

Control  strategy  implementation  plan 
is  the  appHcable  implementation  plan 
which  contains  specific  strategies  for 
controlling  the  emissions  of  and 
reducing  ambient  levels  of  pollutants  in 
order  to  satisfy  CAA  requirements  for 
demonstrations  of  reasonable  further 
progress  and  attainment. 

Control  strategy  period  with  respect  to 
particulate  matter  less  than  10  microns 
in  diameter  (PMio),  carbon  monoxide 
(CO),  nitrogen  dioxide  (NO2).  and/or 
ozone  preoursors  (volatile  organic 
compounds  and  oxides  of  nitrogen), 
means  that  period  of  time  after  EPA 
approves  control  strategy 
implementation  plans  containing 
strategies  for  controlling  PMio,  NO2,  CO, 
and/or  ozone,  as  appropriate.  This 
period  ends  when  a  State  submits  and 
EPA  approves  a  request  under  section 
107(d)  of  the  CAA  for  redesignation  to 
an  attainment  area. 

Design  concept  means  the  type  of 
facility  identified  by  the  project,  e.g., 
fi^eway,  expressway,  arterial  highway, 
grade-separated  highway,  reserved  right- 
of-way  rail  transit,  mixed-traffic  rail 
transit,  exclusive  busway,  etc. 

Design  scope  means  the  design 
aspects  which  will  affect  the  proposed 
facility's  impact  on  regional  emissions, 
usually  as  they  relate  to  vehicle  or 
person  carrying  capacity  and  control, 
e.g.,  number  of  lanes  to  be  constructed 
or  added,  length  of  project, 
signalization,  access  control  including 
approximate  number  and  location  of 
interchanges,  preferential  treatment  for 
high-occupancy  vehicles,  etc. 

I>Or  means  the  United  States 
Department  of  Transportation. 

Emissions  budget  is  that  portion  of  the 
total  allowable  emissions  defined  in  the 
applicable  implementation  plan  for  the 
purpose  of  meeting  reasonable  further 
progress  milestones  or  attainment  or 
maintenance  demonstrations,  for  any 
criteria  pollutant  or  its  precursors, 
allocated  by  the  applicable 
implementation  plan  to  highway  and 
transit  vehicles. 

EPA  means  the  Environmental 
Protection  Agency. 

FHWA  means  tne  Federal  Highway 
Administration  of  DOT. 

FHWA/FTA  project,  for  the  purpose  of 
this  subpart,  is  any  highway  or  transit 
project  which  is  proposed  to  receive 
funding  assistance  and  approval 
through  the  Federal-Aid  Highway 
program  or  the  Federal  mass  transit 
program,  or  requires  Federal  Highway 
Administration  (FHWA)  or  Federal 
Transit  Administration  (FTA)  approval 
for  some  aspect  of  the  project,  such  as 


connection  to  an  interstate  highway  or 
deviation  from  applicable  design 
standards  on  the  interstate  system. 

FTA  means  the  Federal  Transit 
Administration  of  DOT. 

Highway  project  is  an  undertaking  to 
implement  or  modify  a  highway  facility 
or  highway-related  program.  Such  an 
imdertaking  consists  of  all  required 
phases  necessary  for  implementation. 
For  analytical  purposes,  it  must  be 
defined  sufficiently  to: 

(1)  Connect  logical  termini  and  be  of 
sufficient  length  to  address 
environmental  matters  on  a  board  scope; 

(2)  Have  independent  utility  or 
significance,  i.e.,  be  usable  and  be  a 
reasonable  ex{>enditure  even  if  no 
additional  transportation  improvements 
in  the  area  are  made;  and 

(3)  Not  restrict  consideration  of 
alternatives  for  other  reasonably 
foreseeable  transportation 
improvements. 

Horizon  year  is  a  year  for  which  the 
transportation  plan  describes  the 
envisioned  transportation  system 
according  to  §  51.397  of  this  subpart. 

Hot-spot  analysis  is  an  estimation  of 
likely  future  localized  CO  and  PMio 
pollutant  concentrations  and  a 
comparison  of  those  concentrations  to 
the  national  ambient  air  quality 
standards.  Pollutant  concentrations  to 
be  estimated  should  be  based  on  the 
total  emissions  burden  which  may 
result  from  the  implementation  of  a 
single,  specific  project,  summed 
together  with  future  background 
concentrations  (to  include  emissions 
fix)m  facilities  or  actions  which  have 
completed  environmental  review) 
expected  in  the  area.  The  total 
concentration  must  be  estimated  and 
analyzed  at  appropriate  receptor 
locations  in  the  area  substantially 
affected  by  the  project. 

Incomplete  data  area  means  any 
ozone  nonattainment  area  which  EPA 
has  classified,  in  40  CFR  part  81,  as  an 
incomplete  da^  area. 

Increase  the  frequency  or  severity 
means  to  cause  a  location  or  region  to 
exceed  a  standard  more  often  or  to  cause 
a  violation  at  a  greater  concentration 
than  previously  existed  and/or  would 
otherwise  exist  during  the  future  period 
in  question,  if  the  project  were  not 
implemented. 

ISTEA  means  the  Intermodal  Surface 
Transportation  Efficiency  Act  of  1991. 

Maintenance  area  means  any 
geographic  region  of  the  United  States 
designated  nonattainment  pursuant  to 
the  CAA  Amendments  of  1990  and 
subsequently  redesignated  to  attainment 
subject  to  the  requirement  to  develop  a 
maintenance  plan  imder  section  175A  of 
the  CAA  Amendments. 
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Metropolitan  planning  organization 
(MPO)  is  that  oraanization  designated  as 
being  responsibb,  together  %vith  the 
State,  for  conducting  the  continuing, 
cooperative,  and  comprehensive 
planning  process  undler  23  U.S.C  134 
and  49  U.S.C  1607.  It  is  the  forum  for 
cooperative  transportation  dedeion- 
making. 

Milestone  has  the  meaning  given  in 
section  182(g)(1)  of  the  CAA. 

National  ambient  air  quality 
standards  (NAAQS)  are  those  standards 
established  pursuant  to  section  109  of 
the  G\A. 

NEPA  means  the  National 
Environmental  Policy  Act. 

NEPA  process  completion,  for  the 
purposes  of  this  regulation,  with  respect 
to  FHWA  or  FTA,  means  the  point  at 
which  there  is  a  specific  action  to  make 
a  determination  that  a  project  is 
I  itegorically  excluded,  to  make  a 
i  inding  of  No  Significant  Impact,  or  to 
issue  a  record  of  decision  on  a  Final 
Environmental  Impact  Statement  under 
NEPA.  Other  recipients  of  funds  under 
title  23  U.S.C.  or  Oie  Federal  Transit  Act 
must  establish  and  document  project- 
level  conformity  in  an  environmental 
document  submitted  to  FHWA  or  FTA 
prior  to  Federal  completion  of  the  NEPA 
process. 

Nonattainment  area  means  any 
geographic  region  of  the  United  States 
which  has  been  designated  as 
nonattainment  under  section  107  of  the 
CAA  for  any  pollutant  for  which  a 
national  ambient  air  quality  standard 
exists. 

Non-federal  TCM  is  any 
transprartation  control  measure 
implemented  by  a  State  or  local 
transportation  agency  which  utilizes  no 
Federal  funding  and  requires  no  Federal 
approval. 

Not  classified  area  means  any  carbon 
monoxide  nonattainment  area  which 
EPA  has  not  classified. 

Phase  U  of  the  interim  period  with 
respect  to  a  pollutant  or  pollutant 
precursor  means  that  period  of  time 
after  the  effective  date  of  this  rule, 
lasting  until  the  relevant  control  strategy 
implementation  plans  are  approved  or 
promulgated  by  EPA. 

Project  means  a  highway  project  or 
transit  project. 

Regional-scale  with  respect  to  an 
actual  or  potential  carbon  monoxide, 
ozone,  nitrogen  dioxide,  or  particulate 
matter  (less  than  10  microns  in 
diameter]  national  ambient  air  quahty 
standard  violation  refers  to  a  violation 
which  occurs  on  a  wide  geographic 
scale  due  to  emissions  over  a  wide  area, 
possibly  over  an  extended  period  of 
time.  This  is  in  contrast  to  a  hot-spot 
violation  which  occvtrs  near  a  specific 


source  and  is  predominantly  due  to 
recent  emissicms  from  that  souroe  being 
added  to  background  concentrations. 

Regionally  significant,  in  the  case  of 
transportation  ucilities,  noaans  any 
focility  with  an  arterial  or  hi^er 
functional  classification,  plus  any  other 
facility  that  serves  regional  travel  needs 
(such  as  access  to  and  from  the  area 
outside  of  the  region,  to  major  activity 
centers  in  the  region,  or  to 
transportation  terminals)  and  would 
normally  be  included  in  the  modeling 
for  the  transportation  network. 

Rural  area  means  any  geographic 
region  of  the  United  States  whiiiph  has  a 
population  of  less  than  50,000  and 
which  is  not  located  within  a 
Metropolitan  Statistical  Area  or 
Consolidated  Metropolitan  Statistical 
Area  as  defined  by  the  United  States 
Census  Bureau. 

Standard  means  a  national  ambient 
air  quality  standard. 

Submarginal  area  means  any  ozone 
nonattainment  area  which  EPA  has 
classified  as  submarginal  in  40  CFR  Part 

81. 

Transit  is  mass  transportation  by  bus, 
rail,  or  other  conveyance  which 
provides  general  or  special  service  to 
the  public  on  a  regular  and  continuing 
basis.  It  does  not  include  school  buses 
or  charter  or  sightseeing  services. 

Transit  project  is  an  undertaking  to 
implement  or  modify  a  transit  facility  or 
transit-related  program:  purchase  transit 
vehicles  or  equipment;  or  provide 
financial  assistance  for  transit 
operations.  It  would  not  include  actions 
that  are  solely  within  the  jurisdiction  of 
local  transit  agencies,  such  as  routes, 
schedules,  or  fares.  It  nxay  consist  of 
several  phases.  For  analytical  purposes, 
it  must  be  defined  inclusively  enough 
to: 

(1)  Connect  logical  termini  and  be  of 
sufficient  length  to  address 
environmental  matters  on  a  broad  scope; 

(2)  Have  independent  utility  or 
independent  significance,  i.e.,  be  a 
reasonable  expenditure  even  if  no 
additional  transportation  improvements 
in  the  area  are  made;  and 

(3)  Not  restrict  consideration  of 
alternatives  for  other  reasonably 
foreseeable  transportation 
improvements. 

Transitional  area  means  any  ozone 
nonattainment  area  which  EPA  has 
classified  as  transitional  in  40  CFR  part 
81. 

Transportation  control  measure 
(TCM)  is  any  measure  that  is  specifically 
identified  and  committed  to  in  the 
applicable  implementation  plan  that  is 
either  one  of  the  types  listed  in  section 
108  of  the  CAA.  or  any  other  measure 
for  the  purpose  of  reducing  emissions  or 


concentrations  of  air  pollutants  from 
transportation  sources  by  reducing 
vehide  um  or  changing  traffic  flow  or 
congestion  conditions.  Notwithstanding 
the  above,  vehicle  technology-based, 
fuel-based,  and  maintenance-based 
measures  which  control  the  emissions 
frt)m  vehicles  under  fixed  traffic 
conditions  are  not  TCMs  for  the 
purposes  of  this  regulation. 

Transportation  improvement  program 
(TIP)  is  a  program  of  transportation 
projects  drawn  from  or  consistent  with 
the  transportation  plan  and  developed 
pursuant  to  title  23  U.S.C.  and  the 
Federal  Transit  Act. 

Transportation  plan  is  the  long-range 
plan  which  identifies  facilitia*  that 
should  function  as  an  integrated 
metropolitan  transportation  system  end 
is  developed  pursuant  to  title  23  U.S.C. 
and  the  Federal  Transit  Act.  It  gives 
emphasis  to  those  focilities  that  serve 
important  national  and  regional 
transportation  functions,  and  includes  a 
financial  plan  that  demonstrates  how 
the  transportation  plan  can  be 
implemented. 

Transportation  project  is  a  highway 
project  or  a  transit  project. 

§51.392    ApplicabiRty. 

(a)  Action  applicability.  Except  as 
provided  for  in  paragraph  (c)  of  this 
section  or  §  51.403  of  this  subpart, 
conformity  determinations  are  required 
for: 

(1)  The  adoption,  acceptance,  or 
approval  of  transportation  plans 
developed  pursuant  to  23  U.S.C  134  or 
the  Federal  Transit  Act  by  an  MPO  or 
DOT; 

(2)  The  adoption,  acceptance,  or 
approval  of  Tffs  developed  pursuant  to 
23  U.S.C.  134  or  the  Federal  Transit  Act 
by  an  MPO  or  DOT;  and 

(3)  The  approval,  funding,  or 
implementation  of  FHWA/FTA  projects. 

(o)  Geographic  applicability.  The 
provisions  of  this  subpart  shall  apply  in 
all  nonattainment  and  maintenance 
areas  for  transportation-related  criteria 
pollutants.  The  transportation-related 
criteria  pollutants  are  ozone,  carbon 
monoxide,  nitrogen  dioxide,  and 
particles  with  an  aerodynamic  diameter 
less  than  or  equal  to  a  nominal  10 
micrometers  (PM,o).  The  provisions 
apply  with  respect  to  emissions  of  the 
criteria  pollutants  themselves  and  to 
emissions  of  precursor  pollutants,  i.e.. 
volatile  organic  compounds  and 
nitrogen  oxides  in  ozone  areas,  nitrogen 
oxides  in  nitrogen  dioxide  areas,  and 
volatile  organic  compounds,  nitrogen 
oxides,  and  PMio  in  PMio  areas. 

(c)  Limitations.  Projects  subject  to  this 
regulation  for  which  the  NEPA  process 
and  a  conformity  determination  have 
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been  completed  by  FHWA  or  FTA  may 
proceed  toward  implementation  without 
further  conformity  determinations.  All 
>  phases  of  such  projects  which  were 
considered  in  that  action  are  also 
included,  if  those  phases  were  for  the 
purpose  of  funding,  final  design,  right- 
of-way  acquisition,  construction,  or  any 
combination  of  these  phases.  However, 
any  significant  change  in  design  concept 
and  scope  or  a  supplemental 
environmental  document  for  air  quality 
purposes  shall  also  trigger  a  requirement 
for  a  new  conformity  determination  of 
the  project. 

§  51 .393    Implementation  plan  revision. 
States  must  submit  to  the  EPA  and 
DOT  a  revision  to  their  implementation 
plan  which  contains  criteria  and 
procedures  for  DOT,  MPOs  and  other 
State  or  local  agencies  to  assess  the 
conformity  of  transportation  plans, 
programs,  and  projects,  consistent  with 
these  regulations.  This  revision  is  to  be 
submitted  within  12  months  of  the 
promulgation  of  this  rule.  EPA  will 
provide  DOT  with  a  30-day  comment 
period  before  taking  action  to  approve 
or  disapprove  the  submission. 

§51.394    Priority. 

When  assisting  or  approving  any 
action  with  air  quality-related 
consequences,  FHWA  and  FTA  shall 
give  priority  to  the  implementation  of 
those  transportation  portions  of  an 
applicable  implementation  plan 
prepared  to  attain  and  maintain  the 
NAAQS.  This  priority  shall  be 
consistent  with  statutory  requirements 
for  allocation  of  funds  among  States  or 
other  jurisdictions.  Where  other 
important  factors  are  a  consideration, 
transportation  measures  which  are  not 
included  in  the  applicable 
implementation  plan  can  be  funded  or 
implemented;  however,  transportation 
measures  in  the  applicable 
implementation  plan  must  retain  a  high 
priority  and  funding  decisions  must 
promote  their  timely  implementation  to 
the  extent  that  funds  are  available. 

1 51.395    Fraquancy  of  conformity 
determlnationa. 

(a)  Transportation  plans.  (1)  Each  new 
transportation  plan  must  be  found  to 
conform  based  on  the  requirements  of 
this  rule  and  the  applicable 
implementation  plan  prior  to  the 
transportation  plan's  adoption  by  the 
MPO. 

(2)  All  transportation  plan  revisions 
must  be  found  to  conform  based  on  the 
requirements  of  this  rule  and  the 
applicable  implementation  plan,  imless 
the  revision  merely  adds  or  deletes 
exempt  projects  listed  in  §  51.403  of  this 


subpart.  The  conformity  determination 
must  be  based  on  the  transportation 
plan  and  the  revision  taken  as  a  whole. 

(3)  Conformity  must  be  redetermined 
within  IB  months  of  the  following: 

(i)  (Insert  date  of  pubUcation  ofthe 
final  rule  in  the  Federal  Register]; 

(ii)  Any  implementation  plan 
submitted  by  a  State  which  meets  the 
completeness  criteria,  is  approved  by 
EPA.  and  which: 

(A)  Establishes  or  revises  a 
transportation-related  emissions  budget 
(as  required  by  CAA  sections  175A(a). 
182(b)(1),  182(c)(2)(A),  182(c)(2)(B), 
187(a)(7),  189(a)(1)(B),  and  189(b)(1)(A); 
and  sections  192(a)  and  192(b).  for 
nitrogen  dioxide);  or 

(B)  Adds,  deletes,  or  changes  TCMs; 
and 

(iii)  Any  implementation  plan 
promulgated  by  EPA  which  establishes 
or  revises  a  transportation-related 
emissions  budget  or  adds,  deletes,  or 
changes  TCMs. 

(4)  In  any  case,  conformity 
determinations  must  be  made  no  less 
frequently  than  every  three  years. 

(b)  Transportation  improvement 
programs.  (1)  A  new  TIP  must  be  found 
to  conform  based  on  the  requirements  of 
this  subpart  and  the  applicable 
implementation  plan  prior  to  the  TIP's 
approval. 

(2)  A  TIP  amendment  requires  a  new 
conformity  determination  for  the  entire 
TIP  prior  to  its  approval,  unless  the 
amendment  merely  adds  or  deletes 
exempt  projects  listed  in  §  51.403  of  this 
.subpart. 

(3)  Conformity  must  be  redetermined 
by  the  MPO  and  DOT  within  six  months 
ofthe  MPO's  adoption  of  a  new  or 
revised  transportation  plan,  unless  the 
new  or  revised  plan  merely  adds  or 
deletes  exempt  projects  listed  in 

§  51.403  of  this  subpart. 

(4)  In  any  case,  conformity 
determinations  must  be  made  no  less 
frequently  than  every  three  years. 

(c)  Projects.  FHWA/FTA  projects  must 
be  found  to  conform  prior  to  their 
approval. 

f  51 .396    Conaultation. 

The  implementation  plan  revision 
required  under  §  51.393  of  this  subpart 
shall  include  consultation  procedures  to 
be  undertaken  by  MPOs,  State 
departments  of  transportation,  and  DOT 
with  State  and  local  air  quality  agencies 
before  making  conformity 
determinations,  and  shall  also  include 
consultation  procedures  for  ensuring  an 
opportunity  for  public  participation  and 
review  of  draft  transportation  plans  and 
TIPs  prior  to  final  action. 

(a)  Interagency  consultation 
procedures.  States  shall  provide  in  the 


implementation  plan  well-defined 
procedures  whereby  representatives  of 
the  MPOs;  State  and  local  air  quality 
planning  agencies;  State  and  local 
transportation  agencies;  and  other 
organizations  with  responsibiUties  for 
developing,  submitting,  or 
implementing  provisions  of  an 
implementation  plan  required  by  the 
CAA  consult  with  each  other  and  with 
local  or  regional  offices  of  EPA,  FHWA, 
and  FTA  on  the  development  of  the 
implemen-tation  plan,  the  transportation 
plan,  and  the  TIP.  Interagency 
consultation  procedures  shall  include, 
at  a  minimum: 

(1)  The  roles  and  responsibiUties 
assigned  to  each  agency  at  each  stage  in 
the  implementation  plan  development 
process  and  the  transportation  planning 
process,  including  technical  meetings; 

(2)  The  organizational  level  of  regular 
consultation; 

(3)  A  process  for  circulating  (or 
providing  ready  access  to)  draft 
documents  and  supporting  materials  for 
comment  prior  to  formal  adoption  or 
publication; 

(4)  The  frequency  of,  or  process  for 
convening,  consultation  meetings  and 
responsibilities  for  agenda  formation; 

(5)  A  process  for  escalating 
disagreements  to  higher  organizational 
levels  for  settlement; 

(6)  The  development  of  a  list  of  the 
TCMs  in  the  applicable  implementation 
plan; 

(7)  A  process  involving  the  MPO, 
State  and  local  air  quality  planning 
agencies.  State  and  local  transportation 
agencies,  EPA,  and  DOT  for  evaluating 
and  choosing  a  model  (or  models)  and 
associated  methods  and  assumptions  to 
be  used  in  hot-spot  analyses  and 
regional  air  quality  modeling; 

(8)  A  process  involving  the  MPO, 
State  and  local  air  quality  planning 
agencies,  and  State  and  local 
transportation  agencies  for  evaluating 
events  which  will  trigger  new 
conformity  determinations  in  addition 
to  those  triggering  events  established  in 
§  51.395  of  this  subpart; 

(9)  A  process  involving  the  MPO, 
State  and  local  air  quality  planning  and 
transportation  agencies,  EPA,  and  DOT 
for  evaluating  whether  projects 
otherwise  exempted  from  meeting  the 
requirements  of  this  subpart  (see 

§§  51.403  and  51.404  of  this  subpart) 
should  be  treated  as  non-exempt  in 
cases  where  potential  adverse  emissions 
impacts  may  exist  for  any  reason; 

(10)  Where  the  metropolitan  planning 
area  does  not  include  the  entire 
nonattainment  or  maintenance  area,  a 
process  involving  the  MPO  and  the 
State  department  of  transportation  for 
cooperative  planning  and  analysis  for 
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purposes  of  determining  conformity  of 
all  projects  outside  the  matropolitan 
area  and  within  the  nonattainineDt  or 
maintenance  area;  and 

(11)  A  process  for  consulting  on  the 
design,  schedule,  and  funding  of 
research  and  data  ooUectioo  efforts  and 
regional  air  quality  model  development 
by  the  MPO  (e.g..  household/travel 
transportation  surveys). 

(b)  Public  consultation  procedures.  (1) 
Affected  sondes  making  conformity 
determinations  on  plans,  prog;rams,  and 
projects  shall  provide  a  reasonable 
opportunity  for  public  review  and 
comment  prior  to  taking  formal  action 
on  a  conformity  determination  for  all 
plans  and  TIPs,  and  on  conformity 
determinations  for  projects  M^iere 
otherwise  required  by  law. 

(i)  The  agency  shall  publish  the 
proposed  procedures  to  be  used  for  this 
requirement  and  allow  45  days  for 
written  public  comment 

(ii)  An  agency  which  revises  these 
procedures,  as  determined  when  the 
need  arises  by  the  agencies  involved  in 
the  process,  shall  publish  the  new 
procedures  and  allow  45  days  for 
HTitten  public  comment. 

(2)  The  MPO  shall  prepare  a  summary 
and  analysis  of  written  and  oral 
conunents  befwe  taking  final  action  on 
conformity  determinations  subject  to 
paragrai^  (b)(1)  of  this  section. 

13]  U  the  transportation  plan  or  TIP  to 
be  submitted  to  EXDT  is  significantly 
di  Cerent  than  the  one  which  was  made 
available  for  public  comment  by  the 
MPO  and  raises  new  material  issues 
which  interested  parties  could  not 
reasonably  have  foreseen  from  the  MPO 
notifications,  then  an  additional 
opportunity  for  public  comment  on  the 
revised  plan  or  TIP  must  be  provided. 

(4)  New  public  consultation 
procedures  for  plans  and  TIPs  are  being 
developed  by  EKDT  in  response  to 
requirements  in  the  Inteiinodal  Surface 
Transportation  Effidancy  Act  of  1991 
(ISTEA).  WhMi  a  DOT  regulation  on  this 
subject  is  pubUshed  in  final  form,  its 
provisions  v^ll  govern  and  the  public 
consultation  requirements  contained  in 
paragraph  (b)  of  this  section  vriU  cease 
to  apply. 

§51397    Comant of trenaportalion  plana. 

(a)  Transportation  plans  adopted  after 
January  1.  1995  in  serious,  severe,  or 
extreme  ozone  nonattainment  areas  and 
in  serious  carbon  monoxide 
nonattainment  areas.  The  transportation 
plan  must  specifically  describe  the 
transportation  system  envisuiced  for 
certain  futiue  years  which  shall  be 
called  horizon  years. 

(1)  The  agency  or  organisation 
developing  the  tren^Mutation  plan  may 


chooaa  any  yean  to  be  horizon  yean, 
subiect  to  the  foUowring  restrictiana: 

(i)  Hivizon  yean  may  be  no  more  than 
10  yean  apart; 

(U)  The  first  horizon  year  may  be  no 
more  than  10  yean  from  the  base  year 
used  to  validate  the  tran^>ortation 
demand  planning  model; 

(iii)  If  tne  attainment  year  is  in  the 
time  span  oi  the  plan,  the  attainment 
year  must  be  a  horizon  year, 

(iv)  The  last  horizon  year  must  be  the 
last  year  of  the  plan's  forecast  period. 
(2j  For  these  norizon  years: 
(i)  The  plan  shall  quantify  and 
docimient  the  demographic  and 
employment  factors  influencing 
expected  transportation  demand,    . 
including  land  use  forecasts,  in 
accordance  with  implementation  plan 
provisions  and  $  51.396  of  this  subpart: 

(ii)  The  highway  and  transit  system 
shall  also  be  described  in  terms  of  the 
regionally  significant  additions  or 
modifications  to  the  existing 
transportation  network  which  the  plan 
envisions  to  be  operational  in  the 
horizon  years.  Additions  and 
modifications  to  the  highway  network 
shall  be  sufficiently  identified  to 
indicate  intersections  with  existing 
regionally  significant  facilities,  and  to 
determine  their  effect  on  route  options 
between  transportation  analysis  zones. 
Each  added  or  modified  highway 
segment  shall  also  be  sufficiently 
identified  in  terms  of  its  design  concept 
and  design  scope  to  allow  modeling  of 
travel  times  under  various  traffic 
volimies,  consistent  with  the  modeling 
methods  for  area-wide  tranq>ortation 
analysis  in  use  by  the  MPO.  Transit 
facilities,  equipment,  and  services 
envisioned  for  the  future  shall  be 
identified  in  terms  of  design  concept. 
design  scope,  and  operating  policies 
sufficiently  to  allow  modeling  of  their 
user  volumes.  The  description  of 
additions  and  modifications  to  the 
transportation  network  shall  also  be 
sufficiently  specific  to  show  that  there 
is  a  reasonable  relationship  between 
expected  land  use  and  the  envisioned 
transportation  system;  and 

(iii)  Other  future  transportation 
pohdes.  requirements,  services,  and 
activities,  induding  intermodal 
activities,  shall  be  described. 

(b)  Moderate  areas  reclassified  to 
serious.  Ozone  or  (X)  nonattainment 
areas  which  are  reclassified  from 
moderate  to  serious  must  meet  the 
requirements  of  paragraph  (a)  of  this 
section  within  two  yean  from  the  date 
of  redassification. 

(c)  Transportation  plans  for  other 
areas.  Transportation  plans  for  other 
areas  must  meet  the  requirements  of 
paragraph  (a)  of  this  section  at  least  to 


the  extent  it  has  bem  the  previous 
practice  of  the  MPO  to  prepara  plans 
which  meet  thoae  requirements. 
Otherwise.  transpoctatioD  plans  must 
describe  the  tianspcHtation  qrstaoi 
envisioned  for  the  fiiture  specifically 
enough  to  allow  determination  of 
conformity  according  to  the  cnteria  toA 
procedures  of  §  51.400  of  this  subpart, 
(d)  Savings.  The  requirements  u  this 
section  supplement  other  requiremnnts 
of  applicable  law  or  regulaticm 
governing  the  format  or  content  of 
transportation  plans. 

fSI.398    RelationahlpofplanandTIP 
conformity  with  the  NEPA  procees. 

The  degree  of  specifidty  required  in 
the  transportation  plan  and  tl^  spedfic 
travel  network  assumed  for  air  quality 
modeling  do  not  preclude  the 
consideration  of  alternatives  in  the 
NEPA  process  or  other  projed 
development  studies.  Should  the  NEPA 
process  result  in  a  projed  with  design 
concept  and  scope  significantly 
different  from  that  in  the  plan  or  TIP, 
the  projed  must  meet  the  criteria  in 
§  51 .400  of  this  subpart  for  projects  not 
from  a  TIP  before  NEPA  process 
completion. 

151.399    Flacai  eonatraints  for 
transportation  plana  and  TVa. 

(a)  Transportation  plans.  The  ISTEA 
requires  that  the  transportation  plan 
indude  a  finandel  plan  that 
demonstrates  how  tne  transportation 
plan  can  be  implemented,  indicates 
resources  from  public  and  private 
sources  that  are  reasonably  expeded  to 
be  available  throughout  the  plan's 
timefi«me,  and  recommends  any 
innovative  financing  techniques  to 
finance  needed  projects  and  programs, 
induding  siKih  techniques  as  value 
capture,  tolls,  and  congestiwB  ]»icinR. 

(b)  TIPs.  The  ISTEA  requires  that  full 
funding  must  be  reasonably  antidpatod 
to  be  available  for  a  projed,  or  an 
identified  phase  of  a  projed,  within  the 
time  period  contemplated  for 
completion  of  the  projed  prior  to  its 
inclusion  in  a  TIP.  The  ISTEA  also 
requires  a  financial  plan  that 
demonstrates  how  tne  TIP  can  be 
implemented,  indicates  reso\ut:es  from 
public  and  private  sources  that  are 
reasonably  expeded  to  be  made 
available  for  its  implementation,  and 
recommends  any  innovative  ftnandng 
techniques  to  finance  needed  projects 
and  programs. 


151.400   CrUarta andprocedurae far 
delennnino  oonlomilljf  of  waneporteeoft 
plana,  proflrama,  and  pro)aela. 

Transportation  plans,  programs,  and 
projeds  must  satisfy  the  following 
criteria  and  procedures  in  order  to  be 
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found  to  ocMilbnn  to  the  ^tplicable 
implementatioii  plan(s)  for  ozoiie, 
caroon  monoxide  (CXD).  nitrogen  dioxide 
(NO2),  and  particulate  matter  less  than 
10  micrtms  in  diameter  (PMio).  The 
criteria  for  making  conformity 
determinations  may  diSer  for  plans. 
TlPs,  and  projects,  for  the  time  period 
in  which  the  conformity  determination 
is  to  be  made,  and  for  the  relevant 
pollutant.  An  action  may  be  found  to 
conform  to  the  purpose  of  the  applicable 
implementation  plan  when  the  criteria 
in  Table  1  are  satisfied  for  the  type  of 
activity  in  the  relevant  time  period,  and 
when  all  applicable  conformity 
requirements  of  implraaentation  plans 
and  of  court  orders  for  the  area  which 
pertain  specifically  to  conformity 
determinatian  requirements  are  folly 
satisfied.  The  procedures  which 
correspond  to  each  criterion  in  Table  1 
are  described  in  paragraphs  (a)  through 
(q)  of  this  section. 

Table  1.— Conformity  Crtteria 


M  Th*  TIP  mMl  not 


In  PMi«  flnd  NOi 


jtq)  Th*  pn|Hl  aHdi  ii  net  inn  •  u»i<biii*>g  piM  tnt 
TIP    rmat   mi   inerMM   wniMion*   h    PM|»   aod    NOi 


Action 


Crttarta 


Ptiasa  II  o(  th«  Interim  Period 


Transportatloo  Plan 

TIP _ 

Project    (From    a    oontoimlng 

p»an  and  TIP). 
Project  (l4ot  from  a  contom>lng 

pian  and  TtP). 


fct).c(1)4,a 

a,C>,c(2),mp. 

a,b.d,e,t,g,k. 

a,b,c(3),d,f,o.k.n,Q. 


Control  Strategy  ar>d  Maintenance  Periods 


Transportation  Plan ~ 

TIP 

Protect    (From    a    oontofming 

pian  and  TIP). 
Project  (^4ot  from  a  coniormtng 

plan  and  TIP). 


aJB,c(l).h. 

a.b.c(2),l. 

a,b,d,e,f,g. 

a.b,c(3),d.(.g4. 


(a)  Th*  ooitoafitf  JliimlrwMun  m\M  be  bawd  on  «m 
lalM  panning  umjmpfient. 

(b)  V»  oontwiiMy  omnmkmi6on  rnuM  be  baaed  on  tw 
latMl  araiaaion  aatmalion  mooal  availaM*. 

(c)  The  •anwenaaon  pan,  TIP,  or  pretad  «Mch  la  not 
Irem  a  oontonnim  pian  and  TIP  muM  pfOMM*  lor  *«  Itnaiy 
tmpiamaniatlon  oTTCMt  from  Ih*  apptcabw  Implamantation 
plan 

(0)  Thera  muit  ba  a  currantly  con<omMng  tranapodabon 
ptvi  and  cuTenfiy  contormmg  T)P  at  the  llm«  ol  prelaci 
approval. 

(a)  Tha  pretad  mual  coma  from  a  oonformng  plan  and 
pfogra.'n. 

(1)  Tha  proiael  muat  not  cauaa  or  oortributa  to  any  now 
looakzad  CO  or  PM.,,  vtaaaona  or  meraeaa  *m  Iraqiiency  or 
savarty  ol  Miy  aoatlno  CO  or  J>Mio  vioauona  in  CO  and 
Pttio  norMttarunam  and  mantananoa  araaa. 

(g)  The  pnnsci  mual  compiy  «Mn  PMio  oontnl  measure* 
In  th*  apoicaua  iropiamaniatian  puiv 

(t\)  Ttm  tranaporBinn  pan  mual  b*  ojmiUm*  with  Ih* 
motor  vaNcM  wiMcion*  buogat(t)  in  ti*  appteabto 
(nptemaniation  plan. 

(1)  Tha  TIP  mual  ba  conaialani  wMi  ttia  motor  vaMd* 
amaaions  budgada)  in  ma  anmrana  Implamanlatian  plan. 

(j)  Hqhmy  and  irana*  proi*c»  «ntch  ar*  no«  trom  a 
copforming  plan  and  conlotming  TIP  muM  b*  coriaiilani  «llh 
Ih*  moior  vamoa  amation*  budgai(*)  In  tha  appMcabla 
Impiamanatnn  oan. 

M  Tha  oroaci  mual  efimmal*  or  radaoa  tha  Mvorlty  and 
manbar  of  localizad  CO 
areaa. 


yioation*  In  CO  nonaltainmant 


]l)  Th*  fantoortalkm  jMn  mu«  oorMbul*  1o  amiaalon* 


I  ktoaona  and  CO  noranaiimanl  araaa. 
(m)  Th*  TIP  must  comriMM  to  *mi*siona  reduction*  in 
oamt  and  CO  nonananmaM  area*. 

In)  Th*  ptoiacl  wiucn  a  not  Iram  a  conteming  plan  and 
TIP  muat  unili'BMla  to  amaaiana  raducUon*  In  ozona  and 
CO  nonattammant  araat. 
(o)  Tha  tranaporwioh  plan  mual  not  Incfaate  amiasion*  m 
>  and  NO]  rtonanamMnt  at***. 


PM« 


nanaBakmani  eMaa. 

(a)  The  confonnity  detennination 
must  be  based  Mi  the  latest  planning 
assumptions.  This  critnioo  applies 
during  all  periods.  It  is  satisfied  if  the 
confcHTnity  determination,  with  respect 
to  all  other  applicable  criteria  in  this 
section,  is  baaed  upon  the  most  recent 
planning  assiunptions  in  force  at  the 
time  of  me  confnmity  determination. 
Assumptions  must  be  derived  fitnn  the 
estimates  of  current  and  foture 
populaticm,  employment,  travel,  and 
congestion  most  recently  developed  by 
the  MPO  or  other  agency  authorized  to 
make  such  estimates  and  approved  by 
the  MPO.  Confonnity  determinations 
must  also  include  reasonable 
assimfiptions  about  transit  service  and 
increases  in  transit  fares  and  road  and 
bridge  tolls  over  time. 

(b)  The  conformity  determination 
must  be  based  on  the  latest  emission 
estimation  model  available.  This 
criterion  applies  during  all  periods.  It  is 
satisfied  if  the  most  current  version  of 
the  motor  vehicle  emissions  model 
specified  by  EPA  for  use  in  the 
preparation  or  revision  of 
implementation  plans  in  that  State  or 
area  is  used  for  tne  conformity  analysis. 
EPA  will  consult  with  DOT  to  establish 
a  grace  period  following  the 
S}}ecification  of  any  new  model;  any 
analysis  begun  during  the  grace  period 
may  use  the  previous  version  of  the 
model.  The  grace  period  will  be  no  less 
than  three  months  and  no  more  than  24 
months  after  notice  of  availability  is 
published  in  the  Federal  Register, 
depending  on  the  degree  of  diange  in 
the  moflel  and  the  scope  of  re-planning 
likely  to  be  necessary  by  MPOs  in  order 
to  assure  conformity.  If  the  grace  period 
will  be  longer  than  three  months,  EPA 
will  announce  the  appropriate  grace 
period  in  the  Federal  Register. 

(c)  The  transportation  plan.  TIP,  or 
project  which  is  not  from  a  conforming 
plan  and  TIP  must  provide  for  the 
timely  implementation  of  TCMs  from 
the  applicable  implementation  plan. 
This  criterion  applies  during  all  periods. 

(1)  For  transportation  plans,  this 
criterion  is  satisfied  if: 

(i)  The  transportation  plan,  in 
describing  the  envisioned  fixture 
transportation  system,  provides  for  the 
timely  completion  or  implementation  of 
all  TCMs  in  the  applicable 
implementation  plan  which  are  eligible 
for  funding  under  title  23  U.S.C.  or  the 
Federal  Transit  Act,  consistent  with 
schedules  included  in  the  applicable 
implementation  plan;  and 

(li)  Nothing  in  the  transportation  plan 
interferes  with  the  implementation  of 


any  TCM  in  the  aj^licable 
implementation  plan. 
(2)  For  TIPS,  this  critCTion  is  satisfied 

if: 

(i)  An  examination  of  the  specific 
steps  and  funding  source(s)  needed  to 
fully  implement  each  TCM  indicates 
that  TCMs  whid)  are  eUgible  for 
funding  under  title  23  U.S.C  at  the 
Federal  Transit  Act  are  on  or  ahead  of 
the  schedule  established  in  the 
applicable  implementation  plan,  or,  if 
such  TCMs  ere  behind  the  schedule 
established  in  the  applicable 
implementation  plan,  the  MPO  and 
DCrr  have  determined  that  pest 
obstacles  to  implementation  of  the 
TCMs  have  been  identified  and  have 
been  or  are  being  overcome,  and  that  all 
State  and  local  agencies  with  influence 
over  approvals  cm-  funding  for  TCMs  are 
giving  maximum  priority  to  approval  or 
funding  of  TCMs  over  other  projects 
within  their  control,  including  projects 
in  locations  outside  the  nonattainment 
or  maintenance  area. 

(ii)  If  TCMs  in  the  applicable 
implem«itation  plan  have  previously 
been  programmed  for  Federal  fundiiM 
but  the  fonds  have  not  been  obligated 
and  the  TCMs  are  behind  the  schedule 
in  the  implementation  plan,  then  the 
TIP  cannot  be  found  to  conform  if  the 
funds  intended  for  those  TCMs  are 
reallocated  to  projects  in  the  TIP  other 
than  TCMs.  If  there  are  no  other  TCMs 
in  the  TIP,  the  funds  may  be  reallocated 
to  projects  which  are  eligible  for  Federal 
fonding  imder  ISTEA's  Congestion 
Mitigation  and  Air  Quality 
Improvement  Program. 

(lii)  Nothing  in  the  TIP  may  interfae 
with  the  implementation  of  any  TCM  in 
the  applicable  implementation  plan. 

(3)  For  transportation  projects  wdiich 
are  not  from  a  conforming 
transp<Mlation  plan  and  TIP,  this 
criterion  is  satisfied  if  the  project  does 
not  interfere  with  the  implementation  of 
any  TCM  in  the  applicable 
implementation  plan. 

(d)  There  must  be  a  currently 
conforming  transportation  plan  and 
currently  conforming  TIP  at  the  time  of 
project  approval.  This  criterion  applies 
during  all  periods.  It  is  satisfied  if  the 
current  transportation  plan  and  TIP 
have  been  found  to  conform  to  the 
applicable  implementation  plan  by  the 
MPO  and  DOT  according  to  the 
procedures  of  this  sul^art.  Only  one 
conforming  transportation  plan  may 
exist  in  an  area  at  any  time;  confonnity 
determinations  of  previous 
transportation  plays  expire  once  the 
current  plan  is  foimd  to  conform  by 
DOT. 

(e)  The  project  mast  come  from  a 
conforming  plan  and  program.  This 
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criterion  applies  during  all  periods.  It  is 
satisfied  if  there  is  a  conforming 
transportation  plan  and  program  in 
place  at  the  time  of  the  conformity 
determination  for  the  project. 

(1)  A  project  is  considered  to  be  from 
a  conforming  plan  if: 

(i)  For  pro)(B<::ts  which  are  required  to 
be  identiBed  in  the  plan  in  order  to 
satisfy  8  51.397  of  this  subpart,  the 
project  is  specifically  included  in  the 
plan;  or 

(ii)  For  projects  which  are  not 
required  to  be  specifically  identified  in 
the  plan,  the  project  is  identified  in  the 
plan,  or  is  consistent  with  the  policies 
and  purpose  of  the  plan  and  will  not 
interfere  with  other  projects  specifically 
included  in  the  plan. 

(2)  A  project  is  considered  to  be  from 
a  conforming  program  if  the  project  is 
included  in  the  conforming  TIP  and  the 
design  concept  and  scope  of  the  project 
were  adequate  at  the  time  of  the  TIP 
conformity  determination  to  determine 
its  contribution  to  the  TIP'S  regional 
emissions  and  have  not  changed 
significantly  from  those  which  were 
described  in  the  TIP,  or  in  a  manner 
which  would  significantly  impact  use  of 
the  facility.  Otherwise,  the  project  must 
satisfy  all  criteria  in  Table  1  for  a  project 
not  from  a  TIP. 

(0  The  project  must  not  cause  or 
contribute  to  any  new  localized  CO  or 
PMio  violations  or  increase  the 
frequency  or  severity  of  any  existing  CO 
orFMio  violations  in  CO  and  PMw 
nonattainment  and  maintenance  areas. 
This  criterion  applies  during  all  periods. 
It  is  satisfied  if  either: 

(1)  Consideration  of  local  factors 
clearly  demonstrates  that  new  violations 
will  not  be  created  and  the  severity  or 
number  of  existing  violations  will  not  be 
increased;  or 

(2)  Hot-spot  analysis  demonstrates 
that  no  new  local  violations  will  be 
created  and  the  severity  or  number  of 
existing  violations  will  not  be  increased 
as  a  result  of  the  project. 

(i)  The  model  usea  shall  be  one 
selected  as  a  result  of  consultation 
under  §  51.396(a)(7)  of  this  subpart. 

(ii)  Hot-spot  analysis  shall  be 
performed  according  to  the 
reouiremenls  of  §51.402  of  this  subpart. 

(g)  The  project  must  comply  with 
PMio  control  measures  in  the  applicable 
implementation  plan.  This  criterion 
applies  during  all  periods.  It  is  satisfied 
if  control  measures  (for  the  purpose  of 
limiting  PMm  emissions  from  the 
construction  activities  and/or  normal 
use  and  operation  associated  with  the 
project)  contained  in  the  applicable 
implementation  plan  are  included  in  the 
plans,  specifications,  and  estimates 
package  for  the  project. 


(h)  The  transportation  plan  must  be 
consistent  with  the  motor  vehicle 
emissions  budget(s)  in  the  applicable 
implementation  plan.  This  criterion 
applies  during  the  control  strategy  and 
maintenance  periods,  except  as 
provided  in  §  51 .405  of  this  subpart.  The 
total  emissions  of  ozone  preciirsors 
(VOC  and  NO,).  CO.  or  PMio  (and  its 
precursors  if  the  applicable 
implementation  plan  identifies 
transportation-related  precursor 
emissions  within  the  nonattainment 
area  as  a  significant  contributor  to  the 
PMio  nonattainment  problem  and 
establishes  a  budget  for  such  emissions) 
expected  from  the  transportation  system 
as  a  result  of  implementing  the  new 
projects  and  activities  contained  in  the 
plan  or  expected  in  the  area  must  be 
estimated.  This  criterion  is  satisfied  if 
the  emissions  are  demonstrated  to  be 
less  than  or  equal  to  each  of  the  motor 
vehicle  emissions  budgets  established  in 
the  appUcable  implementation  plan  for 
the  milestone  and  attainment  years. 
This  demonstration  requires  that  a 
regional  emissions  analysis  be 
performed  as  follows: 

(1)  The  emissions  analysis 
methodology  shall  meet  the 
requirements  of  §  51.401  of  this  subpart. 

(2)  The  emissions  analysis  shall 
include  all  projects  contained  in  the 
plan  and  all  other  regionally  significant 
highway  and  transit  projects  expected  in 
the  nonattainment  or  maintenance  area. 
The  emissions  analysis  may  not  include 
for  emissions  reduction  credit  any 
TCMs  which  have  been  delayed  beyond 
the  scheduled  date(s)  until  such  time  as 
implementation  has  been  assured.  TCMs 
which  require  a  State  or  local  regulation 
in  order  to  be  implemented  and  which 
are  not  specifically  identified  in  the 
applicable  implementation  plan  may 
not  be  included  in  the  emissions 
analysis  unless  the  regulation  is  already 
adopted  by  the  enforcing  jurisdiction. 

(3)  For  areas  with  a  transportation 
plan  that  meets  the  content 
requirements  of  §  51.397(a)  of  this 
subpart,  the  emissions  analysis  shall  be 
performed  for  each  horizon  year. 
Emissions  in  milestone  years  which  are 
between  the  horizon  years  may  be 
determined  by  interpolation. 

(4)  For  areas  with  a  transportation 
plan  that  does  not  meet  the  content 
requirements  of  §  51.397(a)  of  this 
subpart,  the  emissions  analysis  shall  be 
performed  for  years  in  the  time  span  of 
the  transportation  plan  provided  they 
are  not  more  than  ten  years  apart  and 
provided  the  analysis  is  performed  for 
the  last  year  of  the  plan's  forecast 
period.  If  the  attainment  year  is  in  the 
time  span  of  the  plan,  the  emissions 
analysis  must  also  be  performed  for  the 


attainment  year.  Emissions  in  milestone 
years  which  are  between  these  analysis 
years  may  be  determined  by 
interpolation. 

(i)  The  TIP  must  be  consistent  with 
the  motor  vehicle  emissions  budget(s)  in 
the  applicable  implementation  plan. 
This  criterion  applies  during  the  control 
strategy  and  maintenance  periods, 
except  as  provided  in  §  51.405  of  this 
subpart,  llie  total  emissions  of  ozone 
precursors  (VOC  and  No,).  CO.  or  PMio 
(and  its  precursors  if  the  applicable 
implementation  plan  identifies 
transportation-related  precursor 
emissions  within  the  nonattainment 
area  as  a  significant  contributor  to  the 
PMio  nonattainment  problem  and 
establishes  a  budget  for  such  emissions) 
expected  from  the  transportation  system 
in  general  as  a  result  of  implementing 
the  projects  in  the  TIP  and  other 
expected  projects  must  be  estimated  for 
the  milestone  and  attainment  years. 
Those  estimates  must  be  less  than  or 
equal  to  each  of  the  motor  vehicle 
emissions  budgets  for  the  milestone  and 
attainment  years  in  order  for  the  TIP  to 
conform. 

(1)  For  areas  with  a  conforming 
transportation  plan  that  fully  meets  the 
content  requirements  of  §  51.397(a)  of 
this  subpart,  this  criterion  may  be 
satisfied  without  additional  regional 
analysis  if: 

(i)  Each  program  year  of  the  TIP  is 
consistent  with  the  Federal  funding 
which  may  be  reasonably  expected  for 
that  year,  and  required  State/local 
matching  funds  and  funds  for  State/ 
local  funding-only  projects  are 
consistent  with  the  revenue  sources 
expected  over  the  same  periodrand 
(ii)  The  TIP  is  consistent  with  the 
transportation  plan  such  that  the 
regional  emissions  analysis  already 
performed  for  the  plan  applies  to  the 
TIP  also.  This  requires  a  demonstration 
that: 

(A)  The  TIP  contains  all  projects 
which  must  be  started  in  the  TIP's 
timeframe  in  order  to  achieve  the 
highway  and  transit  system  envisioned 
by  the  plan  in  each  of  its  horizon  years; 

(B)  All  TIP  projects  which  add  or 
modify  regionally  significant  highway 
or  transit  facilities  are  part  of  the 
specific  highway  or  transit  system 
envisioned  in  the  transportation  plan's 
horizon  years;  and 

(C)  The  design  concept  and  scope  of 
each  regionally  significant  project  in  the 
TIP  is  not  significantly  different  from 
that  described  in  the  transportation 
plan. 

(iii)  If  the  requirements  in  paragraphs 
(i)(l)(i)  and  (i)(l)(ii)  of  this  section  are 
not  met,  then: 


emissions 
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(A)  The  TIP  may  be  modified  to  meet 
those  requirements',  otherwise. 

(B)  The  transpfHlation  plan  must  be 
revised  so  that  the  requirements  in 
paragraphs  (i)(l)(i)  and  (i)(l)(ii)  of  this 
section  are  met.  Once  the  revised  plan 
has  been  found  to  ccHiform.  this 
criterion  is  met  for  the  TIP  with  no 
additional  analysis  except  a 
demonstration  that  the  TIP  meets  the 
requirements  of  (iKl)(0  and  (ii)  of  this 
section. 

(2)  For  areas  with  a  transp(»tation 
plan  that  does  not  meet  the  content 
requirements  of  §  51.397(a)  of  this 
subpart,  a  regional  emissions  analysis 
must  be  performed  for  the  TIP.  This 
criterion  may  be  satisfied  if: 

(i)  The  analysis  methodology  meets 
the  requirements  of  §  51.401(b)  of  this 
subpart: 

(ii)  The  analysis  estimates  emissions 
from  the  transportation  system, 
including  all  projects  contained  in  the 
proposed  TIP.  and  all  other  regionally 
significant  projects  expected  in  the 
nonattainment  or  maintenance  area  in 
the  timeframe  of  the  transportation  plan. 
The  emissions  analysis  may  not  include 
for  emissions  reduction  credit  any 
TCMs  which  have  been  delayed  beyond 
the  scheduled  date(s)  established  until 
such  time  as  implementation  has  been 
assured.  TCMs  which  require  a  State  or 
local  regulation  in  order  to  be 
implemented  and  which  are  not 
specifically  identified  in  the  applicable 
implementation  plan  may  not  be 
included  in  the  emissions  analysis 
unless  the  regulation  is  alreedy  adopted 
by  the  enforcing  jurisdiction;  emd 

(iii)  The  emissions  analysis  is 
performed  for  the  last  year  of  the  plan's 
forecast  period  and  any  other  years  in 
the  time  span  of  the  transportation  plan 
which  are  not  more  than  ten  years  apart. 
If  the  attainment  year  is  in  the  time  span 
of  the  plan,  the  emissions  analysis  must 
also  be  performed  for  the  attainment 
year.  Emissions  in  milestone  years 
which  are  between  these  analysis  years 
may  be  determined  by  interpolation. 

(j)  Highway  and  transit  projects  which 
are  not  from  a  conforming  plan  and  a 
conforming  TIP  must  be  consistent  with 
the  motor  vehicle  emissions  budget(s)  in 
the  applicable  implementation  plan. 
This  criterion  applies  during  the  control 
strategy  and  maintenance  periods, 
except  as  provided  in  §  51.405  of  this 
subpart.  It  is  satisfied  if  emissions  from 
the  implementation  of  the  project,  when 
added  to  the  emissions  from  the  projects 
in  the  conforming  transportation  plan 
and  TIP  and  all  other  regionally 
significant  projects  expected  in  the  area, 
do  not  exceed  the  motor  vehicle 
emissions  budget  in  the  applicable 


implementation  plan  in  the  milestone  or 
the  attainment  years. 

(1)  For  areas  with  a  conforming 
transportation  plan  that  meets  the 
content  requirements  of  §  51.397(a)  of 
this  subpart: 

(i)  This  criterion  may  be  satisfied 
without  additional  regional  analysis  if 
the  project  is  included  in  the 
conforming  transportation  plan,  even  if 
it  is  not  specifically  included  in  the 
latest  coiiifonning  TIP.  This  requires  a 
demonstration  that: 

(A)  Allocating  funds  to  the  pro)act 
will  not  delay  the  implementation  of 
projects  in  the  transportation  plan  or 
TIP  which  are  necessary  to  achieve  the 
highway  and  transit  system  envisioned 
by  theplan  in  each  of  its  horizon  years; 

(B)  Tne  project  is  not  regionally 
significant  m  is  part  of  the  specific 
highway  or  transit  system  Mivisioned  in 
the  transportation  plan's  horizon  years; 
and 

(C)  The  design  concept  and  scope  of 
the  project  is  not  significantly  different 
from  that  described  in  the  transportation 
plan. 

(ii)  If  the  requirements  of  paragraph 
(j)(l)(i)  of  this  section  are  not  met,  a 
regional  emissions  analysis  must  be 
performed  as  follows: 

(A)  The  analysis  methodology  shall 
meet  the  requirements  of  §  51.401  of  this 
subpart; 

(B)  The  analysis  shall  estimate 
emissions  from  the  transportation 
system,  including  the  proposed  project 
and  all  other  regionally  significant 
projects  expected  in  the  nonattainment 
or  maintenance  area  in  the  timeframe  of 
the  transportation  plan.  The  analysis 
must  include  emissions  from  all 
previously  approved  projects  which 
were  not  from  a  plan  and  TIP.  The 
emissions  analysis  may  not  include  the 
emissions  reduction  credit  any  TCMs 
which  have  been  delayed  beyond  the 
scheduled  date(s)  established  until  such 
time  as  implementfftion  has  been 
assured.  TCMs  which  require  a  State  or 
local  regulation  in  order  to  be 
implemented  and  which  are  not 
specifically  identified  in  the  applicable 
implementation  plan  may  not  be 
included  in  the  emissions  analysis 
unless  the  regulation  is  already  adopted 
by  the  enforcing  jurisdiction;  and 

(C)  The  emissions  analysis  shall  be 
performed  for  each  horizon  year. 
Emissions  in  milestone  years  which  are 
between  the  horizon  years  may  be 
determined  by  intmpolation. 

(2)  For  areas  with  a  transportation 
plan  that  does  not  meet  the  content 
requirements  of  §  51.397(a)  of  this 
subpart,  a  regional  emissions  analysis 
must  be  performed  for  the  project 
together  vdth  the  conforming  TIP  and 


all  other  regionally  significant  projects 
expected  in  the  nonattainment  or 
maintenance  area.  This  criterion  may  be 
satisfied  if: 

(i)  The  analysis  methodolc^  meets 
the  requirements  of  §  51.401^)  of  this 
subpart: 

(ii)  The  analysis  estimates  emissions 
from  the  transportation  system, 
including  the  proposed  project,  and  all 
other  regionally  significant  projects 
expected  in  the  nonattainment  or 
maintenance  area  in  the  timeframe  of 
the  transportation  plan.  The  emissions 
analysis  may  not  include  for  emissions 
reduction  credit  any  TCMs  which  have 
been  delayed  beyond  the  scheduled 
date(s)  established  until  such  time  as 
implementation  is  assured.  TCMs  which 
require  a  State  or  local  regulation  in 
order  to  be  implemented  and  which  are 
not  specifically  identified  in  the 
applicable  implementation  plan  may 
not  be  included  in  the  emissions 
analysis  unless  the  regulation  is  already 
adopted  by  the  enforcing  jurisdiction; 
and 

(iii)  The  emissions  analysis  is 
performed  for  the  last  year  of  the  plan's 
forecast  period  and  any  other  years  in 
the  time  span  of  the  transportation  plan 
which  are  not  more  than  ten  years  apart. 
If  the  attainment  year  is  in  the  time  span 
of  the  plan,  the  emissions  analysis  must 
also  be  performed  for  the  attainment 
year.  Emissions  in  milestone  years 
which  are  between  these  analysis  years 
may  be  determined  by  interpolation, 
(k)  The  project  must  eUminate  or 
reduce  the  severity  and  number  of 
localized  CO  violations  in  CO 
nonattainment  areas.  This  criteritMi 
applies  during  Phase  II  of  the  interim 
period  only.  It  is  satisfied  with  respect 
to  existing  localized  CO  violations  if 
either: 

(1)  Consideration  of  local  factors 
clearly  indicates  that  existing  CO 
violations  will  be  eliminated  or  reduced. 
in  severity  and  number;  or 

(2)  Hot-spot  analysis  indicates  that 
existing  CO  violations  will  be 
ehminated  or  reduced  in  severity  and 
number  as  a  result  of  the  project. 

(i)  The  model  used  shall  be  one 
selefted  as  a  result  of  consultation 
under  §  51.396(a)(7)  of  this  subpart. 

(ii)  CO  hot-spot  analysis  shall  be 
performed  according  to  the 
requirements  of  J  51.402  of  this  sul^wrt. 

(1)  The  transportation  plan  must 
contribute  to  emissions  reductions  in 
ozone  and  CO  nonattainment  areas. 
This  criterion  applies  during  Phase  II  of 
the  interim  period  only,  except  as 
otherwise  provided  in  §51.405  of  this- 
subpart.  It  applies  to  the  net  effect  6n 
emissions  of  all  projects  contained  in  a 
new  or  revised  transportation  plan.  This 
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criterion  may  be  satisfied  if  the  regional 
emissions  analysis  is  performed  as 
follows: 

(1)  Determine  the  analysis  years  for 
which  emissions  are  to  be  estimated. 
The  first  analysis  year  shall  be  no  later 
than  the  first  milestone  year  (1995  in  CO 
nonattainment  areas  and  1996  in  ozone 
nonattainment  areas).  The  second 
analysis  year  shall  be  either  the 
attainment  year  for  the  area,  or  if  the 
attainment  year  is  the  same  as  the  first 
analysis  year  or  earlier,  the  second 
analysis  year  shall  be  at  least  five  years 
beyond  the  first  analysis  year. 

(2)  Define  the  "Baseline"  scenario  for 
each  of  the  plan's  horizon  years  to  be 
the  future  transportation  system  that 
would  result  from  cxurent  programs, 
composed  of  the  following  (except  that 
projects  li&ted  in  §51.403  of  this  subpart 
need  not  be  explicitly  considered): 

(i)  All  in-place  regionally  significant 
highway  and  transit  facilities,  services 
and  activities; 

(ii)  All  ongoing  travel  demand 
management  or  transportation  system 
management  activities;  and 

(iii)  Completion  of  all  regionally 
significant  projects,  regardless  of 
funding  source,  which  are  currently 
under  construction  or  are  undergoing 
right-of-way  acquisition;  come  from  the 
first  three  years  of  the  previously 
conforming  plan  and/or  TIP;  or  have 
completed  the  NEPA  process. 

(3)  Define  the  "Action"  scenario  for 
each  of  the  plan's  horizon  years  as  the 
transportation  system  that  wall  result  in 
that  year  from  the  implementation  of  the 
proposed  transportation  plan,  TIPs 
adopted  under  it.  and  other  expected 
regionally  significant  projects  in  the 
nonattainment  area.  It  will  include  the 
following  (except  that  projects  listed  in 
§  51.403  of  this  subpart  need  not  be 
explicitly  considered): 

(i)  All  facilities,  services,  and 
activities  in  the  "Baseline"  scenario; 

(ii)  Completion  of  all  TCMs  and 
regionally  significant  facilities,  services, 
and  activities  specifically  identified  in 
the  proposed  plan  which  will  be 
operational  or  in  effect  in  the  horizon 
year,  except  that  regulatory  TCMs  may 
not  be  assumed  to  begin  at  a  future  Ume 
unless  the  regulation  is  already  adopted 
by  the  enforcing  jurisdiction  or  the  TCM 
is  identified  in  the  applicable 
implementation  plan; 

(iii)  All  non-federal  TCMs  known  to 
the  MPO.  but  not  included  in  the 
apphcable  implementation  plan,  which 
have  been  fully  adopted  and/or  funded 
by  the  enforcing  jurisdiction  or 
sponsoring  agency  since  the  last 
conformity  determination  on  the 
transportation  plan; 


(iv)  The  incremental  effects  of  any 
non-federal  TCMs  known  to  the  MPO, 
but  not  included  in  the  applicable 
implementation  plan,  which  were 
adopted  and/or  ftinded  prior  to  the  date 
of  the  last  conformity  determination  on 
the  transportation  plan,  but  which  have 
been  modified  since  then  to  be  more 
stringent  or  effective; 

(v)  Completion  of  all  expected 
regionally  significant  highway  and 
transit  projects  which  are  not  from  a 
conforming  plan  and  TIP;  and 

(vi)  Completion  of  all  expected 
regionally  significant  non-FHWA/FTA 
highway  and  transit  projects  that  have 
clear  funding  sources  and  commitments 
leading  towutl  their  implementation 
and  completion  by  the  horizon  year. 

(4)  Estimate  the  emissions  predicted 
to  result  in  each  analysis  year  from 
travel  on  the  transportation  systems 
defined  by  the  "Baseline"  and  "Action" 
scenarios  and  determine  the  difi^erence 
in  regional  VOC  emissions  (for  all  ozone 
nonattainment  areas)  and  CO  emissions 
(for  CO  nonattainment  areas)  between 
the  two  scenarios.  The  analysis  must  be 
performed  for  each  of  the  plan's  horizon 
years  according  to  the  requirements  of 
§  51.401  of  this  subpart.  The  analysis 
must  address  the  periods  between  the 
analysis  years  and  the  periods  between 
1990,  the  first  milestone  year  (1996  for 
ozone  and  1995  for  CO),  and  the  first  of 
the  analysis  years.  Emissions  in 
milestone  years  which  are  between  the 
analysis  years  may  be  determined  by 
interpolation.  The  regional  analysis 
must  show  that  the  "Action"  scenario 
contributes  to  a  reduction  in  emissions 
from  the  1990  emissions  by  any  nonzero 
amount. 

(5)  This  criterion  is  met  if  the  regional 
VOC  emissions  (for  ozone 
nonattainment  areas)  and  CO  emissions 
(for  CO  nonattainment  areas)  predicted 
in  the  "Action"  scenario  are  less  than 
the  emissions  predicted  from  the 
"Baseline"  scenario  in  each  analysis 
year,  and  if  this  can  reasonably  be 
expected  to  be  true  in  the  periods 
between  the  first  milestone  year  and  the 
analysis  years. 

(m)  The  TIP  must  contribute  to 
emissions  reductions  in  ozone  and  CO 
nonattainment  areas.  This  criterion 
applies  during  Phase  n  of  the  interim 
period  only,  except  as  otherwise 
provided  in  §  51.405  of  this  subpart.  It 
applies  to  the  net  effect  on  emissions  of 
all  projects  contained  in  a  new  or 
revised  TIP.  This  criterion  may  be 
satisfied  if  a  regional  emissions  impact 
analysis  is  performed  as  follows: 

(1 J  £)etermine  the  analysis  years  for 
which  emissions  are  to  be  estimated. 
The  first  analysis  year  shall  be  no  later 
than  the  first  milestone  year  (1995  in  CO 


nonattainment  areas  and  1996  in  ozone 
nonattainment  areas).  The  second 
analysis  year  shall  be  either  the 
attainment  year  for  the  area,  or  if  the 
attainment  year  is  the  same  as  the  first 
analysis  year  or  earlier,  the  second 
analysis  year  shall  be  at  least  five  years 
beyond  the  first  analysis  year. 

(2)  Define  the  "Baseline"  scenario  as 
the  future  transportation  system  that 
would  result  from  current  programs, 
composed  of  the  following  (except  that 
projects  hsted  In  S  51.403  of  this  subpart 
need  not  be  explicitly  considered): 

(i)  All  in-place  regionally  significant 
highway  and  transit  facilities,  services 
and  activities; 

(ii)  All  ongoing  travel  demand 
management  or  transportation  system 
management  activities;  and 

(iii)  Completion  of  all  regionally 
significant  projects,  regardless  of 
funding  source,  which  are  currently 
under  construction  or  are  undergoing 
right-of-way  acquisition;  come  from  the 
first  three  years  of  the  previously 
conforming  TIP;  or  have  completed  the 
NEPA  process. 

(3)  Define  the  "Action"  scenario  as 
the  future  transportation  system  that 
will  result  from  the  implementation  of 
the  proposed  TIP  and  other  expected 
regionally  significant  projects  in  the 
nonattainment  area.  It  will  include  the 
following  (except  that  projects  listed  in 
§  51.403  of  this  subpart  need  not  be 
explicitly  considered): 

(i)  All  facilities,  services,  and 
activities  in  the  "Baseline"  scenario; 

(ii)  Completion  of  all  TCMs  and 
regionally  significant  facilities,  services, 
and  activities  included  in  the  proposed 
TIP,  except  that  regulatory  TCMs  may 
not  be  assumed  to  begin  at  a  future  time 
unless  the  regulation  is  already  adopted 
by  the  enforcing  jurisdiction  or  the  TCM 
is  contained  in  the  applicable 
implementation  plan; 

(iii)  All  non-federal  TCMs  known  to 
the  MPO,  but  not  included  in  the 
applicable  implementation  plan,  which 
have  been  fully  adopted  and/or  funded 
by  the  enforcing  jurisdiction  or 
sponsoring  agency  since  the  last 
conformity  determination  on  the  TIP; 
(iv)  The  incremental  efi'ects  of  any 
non-federal  TCMs  known  to  the  MPO, 
but  not  included  in  the  applicable 
implementation  plan,  which  were 
adopted  and/or  funded  prior  to  the  date 
of  the  last  conformity  determination  on 
the  TIP.  but  which  have  been  modified 
since  then  to  be  more  stringent  or 
effective; 

(v)  Completion  of  all  expected 
regionally  significant  highway  and 
transit  projects  which  are  not  from  a 
conforming  plan  and  TIP;  and 
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(vi)  Completion  of  all  expected 
regionally  significant  non-FHWA/FTA 
highway  and  tranisit  projects  that  have 
clear  funding  sources  and  commitments 
leading  toward  their  implementation 
and  completion  by  the  horizon  year. 

(4)  Estimate  the  emissions  predicted 
to  result  in  each  analysis  year  from 
travel  on  the  transportation  systems 
defined  by  the  "Baseline"  and  "Action" 
scenarios,  and  determine  the  difiierence 
in  regional  VOC  emissions  (for  all  ozone 
nonattainment  areas)  and  CO  emissions 
(for  CO  nonattainment  areas)  between 
the  two  scenarios.  The  analysis  shall 
consider  the  period  between  1990  and 
the  analysis  years  and  shall  meet  the 
requirements  of  §  51.401  of  this  subpart. 

(5)  This  criterion  is  met  if  the  regional 
VOC  emissions  (for  ozone 
nonattainment  areas)  and  CO  emissions 
(for  CO  nonattainment  areas)  predicted 
in  the  "Action"  scenario  are  less  than 
the  emissions  predicted  from  the 
"Baseline"  scenario  in  each  analysis 
year,  and  if  this  can  reasonably  be 
expected  to  be  true  in  the  period 
between  the  analysis  years.  The  regional 
analysis  must  show  that  the  "Action" 
scenario  contributes  to  a  reduction  in 
emissions  from  the  1990  emissions  by 
any  nonzero  amount. 

(n)  The  transportation  project  which 
is  not  from  a  conforming  plan  and  TIP 
must  contribute  to  emissions  reductions 
in  ozone  and  CO  nonattainment  areas. 
This  criterion  applies  during  Phase  n  of 
the  interim  period  only,  except  as 
otherwise  provided  in  §  51.405  of  this 
subpart.  This  criterion  is  satisfied  if  a 
regional  emissions  impact  analysis  is 
performed  which  meets  the 
requirements  of  paragraph  (1)  of  this 
section  and  which  includes  the  plan 
and  project  in  the  "Action"  scenario.  If 
the  project  which  is  not  from  a 
conforming  plan  and  TIP  is  a 
modification  of  a  project  currently  in 
the  plan  or  TIP,  the  "Baseline"  scenario 
must  include  the  project  with  its 
original  design  concept  and  scope,  and 
the  "Action"  scenario  must  include  the 
project  with  its  new  design  concept  and 
scope. 

(o)  The  transportation  plan  must  not 
iacrease  emissions  in  PM\a  and  NCh 
nonattainment  areas.  This  criterion  is 
satisfied  if  it  is  demonstrated  that  when 
the  projects  in  the  transportation  plan 
and  TIP  and  all  other  regionally 
significant  projects  expected  in  the  area 
are  implemented,  the  transportation 
system's  total  highway  and  transit 
emissions  of  PMio  in  a  PMio 
nonattainment  area  (and  transportation- 
related  precursors  of  PMjo  in 
nonattainment  areas  for  which  the 
Administrator  haS  made  a  finding  or 
approved  a  finding  in  the  applicable 


implementation  plan  that  such 
precursor  emissions  from  within  the 
nonattainment  area  are  a  significant 
contributor  to  the  PMio  nonattainment 
problem)  and  of  NO,  in  an  NOj 
nonattainment  area  will  not  be  greater 
than  1990  levels.  This  criterion  applies 
only  during  Phase  II  of  the  interim 
period.  This  criterion  may  be  satisfied  if 
the  regional  emissions  analysis  is 
performed  as  follows: 

(1)  Determine  the  1990  regional 
emissions  of  PMio  (for  PMio 
nonattainment  areas)  and  NO,  (for  NOj 
nonattainment  areas)  from  highway  and 
transit  sources.  ■ 

(2)  Determine  the  analysis  years  for 
which  emissions  are  to  be  estimated. 
The  first  analysis  year  shall  be  no  later 
than  the  first  milestone  year  (1995  in 
NO2  nonattainment  areas  and  1996  in 
PMio  nonattainment  areas).  The  second 
analysis  year  shall  be  either  the 
attainment  year  for  the  area,  or  if  the 
attainment  year  is  the  same  as  the  first 
analysis  year  or  earlier,  the  second 
analysis  year  shall  be  at  least  five  years 
beyond  the  first  analysis  year. 

(3)  Define  the  "Action"  scenario  in 
each  of  the  analysis  years  as  the 
transportation  situation  that  will  result 
in  that  year  from  the  implementation  of 
the  proposed  transportation  plan  and 
TIPs  adopted  under  it.  It  will  include 
the  following  (except  that  projects  listed 
in  §51.403  and  §51.404  of  this  subpart 
need  not  be  explicitly  considered): 

(i)  All  in-place  regionally  significant 
highway  and  transit  facilities,  services 
and  activities; 

(ii)  All  ongoing  travel  demand 
management  or  transportation  system 
management  activities; 

(iii)  Completion  of  all  regionally 
significant  projects,  regardless  of 
funding  source,  which  are  currently 
under  construction  or  are  imdergoing 
right-of-way  acquisition;  come  from  the 
first  three  years  of  the  previously 
conforming  plan  and/or  TIP;  or  have 
completed  the  NEPA  process; 

(iv)  Completion  of  all  TCMs  and 
regionally  significant  facilities,  services, 
and  activities  included  in  the  proposed 
plan  which  will  be  operational  or  in 
effect  in  the  horizon  years,  except  that 
regulatory  TCMs  may  not  be  assumed  to 
begin  at  a  future  time  unless  the 
regulation  is  already  adopted  by  the 
enforcing  jurisdiction  or  the  TCM  is 
identified  in  the  applicable 
implementation  plan; 

(v)  All  non-federal  TCMs  knov«i  to 
the  MPO,  but  not  included  in  the 
applicable  implementation  plan,  which 
have  been  fully  adopted  and/or  funded 
by  the  enforcing  jurisdiction  or 
sponsoring  agency  since  the  last 


conformity  determination  on  the 
transportation  plan; 

(vi)  The  incremental  effects  of  any 
non-federal  TCMs  known  to  the  MPO, 
but  not  included  in  the  applicable 
implementation  plan,  which  were 
adopted  and/or  funded  prior  to  the  date 
of  the  last  conformity  determination  on 
the  transportation  plan,  but  which  have 
been  modified  since  then  to  be  more 
stringent  or  effective;  and 

(vii)  Completion  of  all  expected 
regionally  significant  non-FHWA/FTA 
highway  and  transit  projects  that  have 
clear  funding  sources  and  commitments 
leading  toward  their  implementation 
and  completion  by  the  horizon  year. 

(4)  Estimate  the  emissions  predicated 
to  result  in  the  attainment  year  from 
travel  on  the  transportation  systems 
defined  the  "Action"  scenario. 

(5)  This  criterion  is  met  if  the 
emissions  from  the  "Action"  scenario  in 
the  attainment  year  are  no  greater  than 
1990  emissions  of  PMio  (for  PMio 
nonattainment  areas)  or  NO»  (for  NO2 
nonattainment  areas)  from  highway  and 
transit  sources. 

(p)  The  TIP  must  not  increase 
emissions  in  PM\q  and  NO2 
nonattainment  areas.  This  criterion  is 
satisfied  if  it  is  demonstrated  that  when  , 
the  projects  in  the  transportation  plan 
and  TIP  and  all  other  regionally 
significant  projects  expected  in  the  area 
are  implemented,  the  transportation 
system's  total  highway  and  transit 
emissions  of  PMio  in  a  PMio 
nonattainment  area  (and  transportation- 
related  precursors  of  PMio  in  ^ 
nonattainment  areas  for  which  the 
Administrator  has  made  a  finding  or 
approved  a  finding  in  the  applicable 
implementation  plan  that  such 
precursor  emissions  from  within  the 
nonattainment  area  a  significant 
contributor  to  the  PMio  nonattainment. 
problem)  and  of  NO,  in  an  NO2 
nonattainment  area  will  not  be  greater 
than  1990  levels.  This  criterion  applies 
only  during  Phase  II  of  the  interim 
period.  This  criterion  may  be  satisfied  if 
a  regional  emissions  impact  analysis  is 
performed  as  follows: 

(1)  Determine  the  1990  regional 
emissions  of  PMio  (for  PMio 
nonattainment  areas)  and  NO,  (for  NO2 
nonattainment  areas)  from  highway  and 
transit  sources. 

(2)  Determine  the  analysis  years  for 
which  emissions  are  to  be  estimated. 
The  first  analysis  year  shall  be  no  later 
than  the  first  milestone  year  (1995  in 
NO2  nonattainment  areas  and  1996  in 
PMio  nonattainment  areas).  The  second 
analysis  year  shall  be  either  the 
attainment  year  for  the  area,  or  if  the 
attainment  year  is  the  same  as  the  first 
analysis  year  or  earlier,  the  second 
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analysis  year  shall  be  at  laest  6v»  yean 
beyond  the  first  analjrsis  year. 

(3)  Define  the  "Action'' scenario  in 
each  of  the  analyais  yean  as  the 
transportation  situation  that  will  result 
in  that  year  from  the  implementation  of 
the  proposed  transportation  plan  and 
TIPt  adopted  under  it.  H  will  include 
the  following  (except  that  projects  listed 
in  §51.403  and  §51.404  of  this  subpart 
need  not  be  expUdthr  considered): 

(i)  All  in-place  regionally  significant 
highnray  and  tranist  fiMnlities,  services 
and  activities; 

(ii)  All  ongoing  travel  demand 
management  or  transportation  system 
management  activities; 

(iii)  Completion  of  all  regionally 
significant  projects,  regardless  of 
funding  source,  which  are  currently 
under  construction  or  are  undergoing 
right-of-way  acquisition:  come  from  the 
first  three  years  of  the  previously 
conforming  TIP;  or  have  completed  the 
NEPA  process; 

(iv)  Completion  of  all  TCMs  and 
facilities,  services,  and  activities 
included  in  the  plan  and  the  proposed 
TIP,  except  that  regulatory  TCMs  may 
not  be  assumed  to  begin  at  a  future  time 
unless  the  regulation  is  already  adopted 
by  the  enforcing  jurisdiction  or  the  TCM 
is  identified  in  the  applicable 
implementation  plan; 

(v)  All  ncMi-federal  TCMs  known  to 
the  MPO,  but  not  included  in  the 
applicable  implementation  plan,  which 
have  been  fully  adopted  and/or  funded 
by  the  enforcing  jurisdiction  or 
sponsoring  agency  since  the  last 
conformity  determinaticm  on  the  TIP; 

(vi)  The  incremental  effects  of  any 
non-federal  TCMs  known  to  the  MPO, 
but  not  included  in  the  applicable 
implementation  plan,  which  were 
adopted  and/or  funded  prior  to  the  date 
of  the  last  conformity  determination  on 
the  TIP,  but  which  have  been  modified 
since  then  to  be  more  stringent  or 
effective;  and 

(vii)  Completion  of  all  regionally 
significant  non-FHWA/FTA  projects 
that  have  clear  funding  sources  and 
commitments  leading  toward  their 
implementation  and  completion  by  the 
analysis  year. 

(4)  Estimate  the  emissions  predicted 
to  result  in  the  attainment  year  from 
travel  on  the  transportation  systems 
defined  by  the  "Action"  scenario.  If  the 
attainment  year  and  the  analysis  year  do 
not  coincide,  the  regicmal  emissions 
analysis  must  be  performed  for  the  first 
analysis  year  after  the  attainment  year. 
The  attainment  year  may  then  be 
considered  by  interpolating  between 
1990  and  the  analysis  year.  The  regional 
emissions  analysis  shall  meet  the 
requirements  oiif  §  51.401  of  this  subpart. 


(5)  This  criterion  is  met  if  the 
emissions  from  the  "Action"  scenario  in 
the  attainment  3rBar  are  less  than  1990 
emissions  of  PMio  (for  PMio 
nonattainment  areas)  or  NO*  (for  NOj 
nonattainment  areas)  from  highway  and 
transit  sources. 

(q)  The  transportation  project  which 
is  not  from  a  conforming  plan  and  TIP 
must  not  increase  emissions  in  PM\o 
and  NCh  nonattainment  areas.  This 
criterion  is  met  if  a  regional  emissions 
impact  analysis  is  peiformed  which 
meets  the  requirements  of  paragraph  (o) 
of  this  section  and  which  includes  the 
plan  and  project  in  the  "Action" 
scenario.  If  the  project  which  is  not  from 
a  conforming  plan  and  TIP  is  a 
modification  of  a  project  ctirraitly  in 
the  plan  or  TIP,  the  "Baseline"  scenario 
must  include  the  project  with  its 
original  design  concept  and  scope,  and 
the  "Action"  scenario  must  include  the 
project  with  its  new  design  concept  and 
scope. 

§51.401    Procedurea  for  datarmining 
regional  transportation-relatad  amiaaiona. 

(a)  Serious,  severe,  and  extreme  ozone 
nonattainment  areas  and  serious  carbon 
monoxide  areas  after  January  1, 1995. 
Estimates  of  regional  transportation- 
related  emissions  used  to  support 
conformity  determinations  must  be 
made  according  to  procedures  which 
meet  the  requirements  in  paragraphs 
(a)(1)  through  (5)  of  this  section. 

(1)  A  network-based  transportation 
demand  model  or  models  relating  travel 
demand  and  transportation  system 
performance  to  land-use  patterns, 
population  demographics,  employment, 
transportation  infrastructure,  and 
transportation  policies  must  be  used  to 
estimate  travel  within  the  metropolitan 
planning  area  of  the  nonattainment  area. 
Such  a  model  shall  possess  the 
following  attributes: 

(i)  The  modeling  methods  and  the 
functional  relationships  uSbd  in  the 
model(s)  shall  in  all  respects  be  in 
accordance  with  acceptable  professional 
practice,  and  reasonable  for  purposes  of 
emission  estimation; 

(ii)  The  network-based  model(s)  must 
be  validated  against  ground  counts  for  a 
base  year  that  is  not  mora  than  10  yean 
prior  to  the  date  of  the  conformity 
determination.  Land  use.  population, 
and  other  inputs  must  be  based  on  the 
best  available  information  and 
appropriate  to  the  validation  base  year; 

liii)  For  peak-hour  or  peak-period 
traffic  assignments,  a  capacity  sensitive 
assignment  methodology  must  be  used; 

(iv)  Zone-to-zone  travel  times  used  to 
distribute  trips  between  origin  and 
destination  pain  must  be  in  reasonable 
agreement  with  the  travel  times  which 


result  from  the  process  of  assignment  of 
trips  to  netwmk  links.  Where  use  of 
transit  currently  is  anticipated  to  be  a 
significant  factor  in  satisfying 
transportation  demand,  these  times 
should  also  be  used  for  modeliag  mode 
splits; 

(v)  Free-flow  speeds  on  network  links 
shall  be  based  on  empirical 
observations: 

(vi)  Peek  and  off-peak  travel  demand 
and  travel  times  must  be  provided; 

(vii)  The  model(s)  must  utilize  and 
document  a  logical  correspondence 
between  the  assimied  scenario  of  land 
development  and  use  and  the  future 
transportation  system  for  which 
emissions  are  being  estimated,  but 
reliance  on  a  formal  land-use  model  is 
not  specifically  required; 

(viii)  A  dependence  of  trip  generation 
on  the  accessibility  of  destinations  via 
the  transportation  system  is  not 
specifically  required,  unless  the 
network  model  is  capable  of  such 
determinations  and  the  necessary 
information  is  available; 

(ix)  A  dependence  of  regional 
economic  and  population  growth  on  the 
accessibility  of  destinations  via  the 
transportation  system  is  not  specifically 
reqiiixed,  unless  the  network  model  is 
capable  of  such  determinations  and  the 
necessary  information  is  available;  and  . 

(x)  Consideration  of  emissions 
increases  from  construction-related 
congestion  is  not  specifically  required. 

(2)  Highway  Pertormance  Monitoring 
System  (HPMS)  estimates  of  vehicle 
miles  traveled  shall  be  considered  the 
primary  measure  of  vehicle  miles 
traveled  within  the  portion  of  the 
nonattainment  area  and  for  the 
functional  classes  of  roadways  included 
in  HPMS.  for  urban  areas  which  are 
sampled  on  a  separate  urban  area  basis. 
A  factor  (or  factors)  shall  be  developed 
to  reconcile  and  calibrate  the  network- 
based  model  estimates  of  vehicle  miles 
traveled  in  the  base  year  of  its  validation 
to  the  HPMS  estimates  for  the  same 
period,  and  these  factora  shall  be 
applied  to  model  estimates  of  future 
vehicle  miles  traveled.  In  this  factoring 
process,  consideration  will  be  given  to 
differences  in  the  facility  coverage  of  the 
HPMS  and  the  modeled  network 
description.  De{>arture  from  these 
proceoures  is  permitted  with  the 
concurrence  of  DOT  and  EPA. 

(3)  Reasonable  methods  shall  be  used 
to  estimate  nonattainment  area  vdiicle 
travel  on  off-network  roadways  within 
the  luban  transportation  planning  area, 
and  on  roadways  outside  the  urban 
transportation  planning  area. 

(4)  Reasonable  methods  in  accordance 
with  good  practice  must  be  used  to 
estimate  trafBc  speeds  and  delays  in  a 
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manner  that  is  sensitive  to  the  estimated 
volume  of  travel  on  each  roadway 
segment  represented  in  the  network 
model. 

(5)  Ambient  temperatures  shall  be 
consistent  with  those  used  to  establish 
the  emissions  budget  in  the  applicable 
implementation  plan.  Factors  other  than 
temperatures,  for  example  the  fraction 
of  travel  in  a  hot  stabilized  engine 
mode,  may  be  modified  after 
interagency  consultation  according  to 
§  51.396  of  this  subpart  if  the  newer 
estimates  incorporate  additional  or  imfire 
geographically  specific  information  or 
represent  a  logically  estimated  trend  in 
such  factors  beyond  the  period 
considered  in  the  applicable 
implementation  plan. 

(b)  Other  situations.  (1)  Procedures 
which  satisfy  some  or  all  of  the 
requirements  of  paragraph  (a)  of  this 
section  shall  be  used  in  all  areas  not 
subject  to  paragraph  (a)  of  this  section 
in  which  those  procedures  have  been 
the  previous  practice  of  the  MPO. 

(2)  Regional  emissions  may  be 
estimated  by  methods  which  do  not 
explicitly  or  comprehensively  account 
for  the  influence  of  land  use  and 
transportation  infrastructure  on  vehicle 
miles  traveled  and  traffic  speeds  and 
congestion.  Such  methods  may 
extrapolate  historical  VMT  or  may 
project  future  VMT  by  considering 
growth  in  population  and  historical 
growth  trends  for  vehicle  miles  travelled 
per  person.  These  methods  must  also 
consider  future  economic  activity, 
transit  alternatives,  and  transportation 
system  policies. 

(c)  PMio/rom  construction-related 
fugitive  dust.  (1)  For  areas  in  which  the 
implementation  plan  does  not  identify 
construction-related  fugitive  PMio  as  a 
contributor  to  the  nonattainment 
problem,  the  fugitive  PMio  emissions 
associated  with  highway  and  transit 
project  construction  are  not  required  to 
be  considered  in  the  regional  emissions 
analysis. 

(2j  In  PMio  nonattainment  and 
maintenance  areas  with  implementation 
plans  which  identify  construction- 
related  fugitive  PMio  as  a  contributor  to 
the  nonattainment  problem,  the  regional 
PMio  emissions  analysis  shall  consider 
construction-related  fugitive  PMio  and 
shall  accoimt  for  the  level  of 
construction  activity,  the  fugitive  PMio 
control  measures  in  the  applicable 
implementation  plan,  and  the  dust- 
producing  capacity  of  the  proposed 
activities. 

§  51 .402    ProcedurM  for  determining 
localized  CO  and  PMiu  concentration*. 
(a)  CO  hot-spot  analyses  must  be 
based  on  the  applicable  air  quality 


models,  data  bases,  and  other 
requirements  specified  in  the  most 
recent  version  of  the  "Guideline  on  Air 
Quality  Models  (Revised)"  (EPA 
publication  No.  450/2-78-027R), 
including  Supplements,  which  is  hereby 
incorporated  by  reference  as  it  exists  on 
the  date  of  approval  (a  notice  of  any 
change  will  be  published  in  the  Federal 
Register),  in  the  following  cases  unless, 
after  the  interagency  consultation 
process  described  in  §  51.396(a)  and 
with  the  approval  of  the  EPA  Regional 
Administrator,  it  is  determined  to  be 
inappropriate: 

(1)  In  locations,  areas,  or  categories  of 
sites  which  are  identiHed  in  the  SIP  as 
sites  of  current  violation  or  possible 
current  violation;  and 

(2)  Where  use  of  the  "Guideline" 
models  is  practicable  and  reasonable 
given  the  potential  for  violations. 

(b)  In  cases  other  than  those  described 
in  paragraphs  (a)(1)  and  (a)(2)  of  this 
section,  other  quantitative  methods  may 
be  used  if  they  represent  reasonable  and 
common  professional  practice.  Where 
both  "Guideline"  and  non-"Guideline" 
models  are  available,  "Guideline" 
models  must  be  given  the  greatest 
consideration. 

(c)  CO  hot-spot  analyses  must  include 
the  entire  project,  and  may  be 
performed  only  after  the  major  design 
features  which  will  significantly  impact 
CO  concentrations  which  have  been 
identified.  The  background 
concentration  must  reflect  emissions 
from  all  existing  facilities  and  emissions 
expected  from  future  projects  which 
have  completed  environmental  review. 

(d)  Hot-spot  analysis  assumptions 
must  be  consistent  with  those  in  the 
regional  emissions  analysis  for  those 
inputs  which  are  required  for  both 
analyses. 

(e)  PMio  or  CO  mitigation  or  control 
measures  shall  be  assumed  in  the  hot- 
spot  analysis  only  where  there  is  a 
commitment  in  the  NEPA  document  to 
incorporate  such  measures  into  the 
design  and  funding  of  the  project. 

(f)  CO  and  PMio  not-spot  analyses  are 
not  required  to  consider  construction- 
related  activities  which  cause  temporary 
and  self-correcting  increases  in 
emissions.  Each  site  which  is  affected 
by  construction-related  activities  shall 
be  considered  separately,  using 
established  "Guideline"  methods. 
Temporary  and  self-correcting  increases 
are  defined  as  those  which  occur  only 
during  the  construction  phase  and  last 
five  years  or  less  at  any  individual  site. 

§  51 .403    Exempt  projecto. 

Notwithstanding  the  other 
requirements  of  this  subpart,  highway 
and  transit  projects  of  the  types  listed  in 


Table  2  are  exempt  from  the 
requirement  that  a  conformity 
determination  be  made.  Such  projects 
may  proceed  toward  implementaltion 
even  in  the  absence  of  a  conforming 
transportation  plan  and  TIP.  A 
particular  action  of  the  type  listed  in 
Table  2  is  not  exempt  if  the  MF»0  in 
consultation  with  other  agencies  (see 
§  51.39B(a)(8)  of  this  subpart),  the  EPA. 
and  the  FHWA  (in  the  case  of  a  highway 
project)  or  the  FTA  (in  the  case  of  a 
transit  project)  concur  that  it  has 
potentially  adverse  emissions  impacts 
for  any  reason.  States  and  MPOs  must 
ensure  that  exempt  projects  do  not 
interfere  with  TCM  implementation. 

Table  2. — ^Exempt  Projects 

Safety 

Railroad/highway  crossing 
Hazard  elimination  program 
Safer  non-Federal-aid  system  roads 
Shoulder  improvements 
Increasing  sighf'distance 
Safety  improvement  program 
Traffic  control  devices  and  operating 

assistance  other  than  signalization 

projects 
Railroad/highway  crossing  warning 

devices 
Guardrails,  median  barriers,  crash 

cushions 
Pavement  resurfacing  and/or 

rehabilitation 
Pavement  marking  demonstration 
Emergency  relief    (23  U.S.C.  125) 
Fencing 
Skid  treatments 
Safety  roadside  rest  areas 
Adding  medians 
Truck  climbing  lanes  outside  the 

urbanized  area 
Lighting  improvements 
Widening  narrow  pavements  or 

reconstructing  bridges  (less  than  one 

travel  lane) 

Mass  Transit 

Operating  assistance  to  transit  agencies 
Purchase  of  support  vehicles 
Rehabihtation  of  transit  vehicles 
Purchase  of  office,  shop,  and  operating 

equipment  for  existing  facilities 
Purchase  of  operating  equipment  for 

vehicles  (e.g.,  radios,  fareboxes,  lifts, 

etc.) 
Construction  or  renovation  of  power, 

signal,  and  communications  systems 
Construction  of  small  passenger  shelters 

and  information  kiosks 
Reconstruction  or  renovation  of  transit 

buildings  and  structures  (e.g.,  rail  or 

bus  buildings,  storage  and 

maintenance  facilities,  stations, 

terminals,  and  ancillary  structures) 
Rehabihtation  or  reconstruction  of  track 

structures,  track,  and  trackbed  in 

existing  rights-of-way 
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Purchase  of  naw  buMS  and  nil  can  to 

replace  existing  vefaictes  er  for  minor 

expansions  of  Um  fUal 
ConstructioD  of  new  bus  or  nil  storage/ 

maintMoance  facilities  categorically 

excluded  in  23  CFR  771 

Air  Quality 

CIontinuatioD  of  ride-sharing  and  van- 
pooling  promotion  activities  at 
current  levels 

Bicycle  and  pedestrian  facilities 

Other 

Engineering  to  assess  social,  economic. 

and  enviromnental  effiacts  of  the 

proposed  action  or  alternatives  to  that 

action 

Noise  attenuation  

Advance  land  acquisitions  (23  CFR  712 

or  23  CFR  771) 
Acquisition  of  scenic  easements 
Plantings,  landscaping,  etc:. 
Sign  removal 

151.404    Prelects  eaempt  fram  regloiMl 
emissions  analyses. 

Notwrithstanding  the  othw 
requirements  of  this  subpart,  highway 
and  transit  projects  of  the  types  listed  in 
Table  3  are  exempt  from  regional  CO  or 
VCX]  emissions  analysis  requirements. 
The  local  effects  of  these  profects  with 
respect  to  CO  or  PMio  concentrations 
must  be  considered  to  determine  if  a 


hot-spot  analysis  is  requiiad  prior  to 
making  a  prt^act-level  conformity 
determination.  These  projects  may  then 
proceed  to  the  pro^  development 
process  even  in  the  absence  of  a 
conforming  plan  and  TIP.  A  particular 
action  of  the  type  hated  in  Table  3  is  not 
exempt  from  regional  emissions  analysis 
if  the  MPO  in  consultation  with  other 
agencies  (see  $  51.396(aK8)  of  this 
subpart),  the  EPA.  and  the  PHWA  (in 
the  case  of  a  highway  project)  or  the 
FTA  (in  the  case  of  a  transit  project) 
conctrr  that  it  has  potential  regional 
impacts  for  any  reason. 

Table  3. — Projects  Exempt  From 
Regional  Emissions  Analyses 

Intersection  channelization  projects 
Intersection  signalization  projects 
Interchange  recoofiguratioa  projects 
Changes  in  vertical  and  horizontal 

alignment 
Truck  size  and  weight  inspection 

stations 
Bus  transfer  terminals 

f  51.406    Special  provialoiia  for 
nonattainmaiit  areaa  whkh  ars  not  required 
to  damonstrats  raasonable  further  progress 
end  attaifMnent. 

(a)  Application.  This  section  applies 
in  the  following  areas: 

(1)  Rural  ozone  nonattainment  areas; 

(2)  Marginal  ozone  areas; 


(3)  Submarginal  oaone  areas; 

(4)  Transitional  ozone  areas; 

(5)  Incomplete  data  ozone  areas; 

(6)  Moderate  CO  areas  with  a  design 
value  of  12.7  ppm  or  less;  and 

(7)  Not  classified  CO  areas. 

(b)  Default  conformity  procedures. 
The  criteria  and  procedures  in 

§  51.400(l)-(n)  of  this  sut^wxt  will 
remain  in  effiact  throughout  the  control 
strategy  period  for  transportatioD  plans, 
TIPs,  and  projects  (not  from  a 
conforming  plan  and  TIP)  in  lieu  of  the 
procedures  in  §  51.400(h)-(i)  of  this 
subpart,  except  as  otherwise  provided  in 
paragraph  (c)  of  this  section. 

(c)  Optional  conformity  procedures. 
The  State  or  MPO  may  voluntarily 
develop  an  attainment  demomtration 
and  correuranding  motor  vehicle 
emissions  budget  like  those  required  in 
areas  with  high  nonattainment 
classi5cations.  In  this  case,  the  State 
must  submit  an  implementation  plan 
revision  which  contains  that  budget  and 
attainment  demonstration.  Once  EPA 
has  approved  this  implementation  plan 
revision,  the  procedures  in  §  51.400(h)- 
(j)  of  this  subpart  apply  in  lieu  of  the 
procedures  in  S51.400(I)-(n)  of  this 
subpart. 
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DEPARTMENT  OF  COMMERCE 

Economic  Development 
Administration 

[Oociwt  No.  ttiiie-zsis] 

Economic  Development  Assistance 
Programs  as  Described  In  Put>lic  Law 
102-395.  Departments  of  Commerce, 
Justice,  State,  the  Judiciary,  and 
Related  Agencies  Appropriations, 
1993;  Availabliity  of  Funds 

AGENCY:  Economic  Development 
Administration  (EDA).  Department  of 
Commerce  (DoC). 
action:  Notice. 

SUMMARY:  The  Economic  Development 
Administration  (EDA)  announces  its 
policies  and  application  procedures  for 
funds  available  in  fiscal  year  1993  to 
support  projects  designed  to  alleviate 
conditions  of  substantial  and  persistent 
unemployment  and  underemployment 
in  economically  distressed  areas  and 
regions  of  the  Nation  and  to  address 
economic  dislocations  resulting  from 
sudden,  severe  job  losses.  The  purpose 
of  this  announcement  is  to 
communicate  to  potential  applicants  for 
EDA  funds  the  policies  and  procedures 
that  will  be  used  to  administer  the 
Agency's  programs  during  fiscal  year 
1993. 

I.  General  Policies 

According  to  existing  statutory 
criteria,  areas  containing  approximately 
90  percent  of  the  U.S.  population  are 
eligible  for  EDA  assistance  which,  in 
fiscal  year  1993.  totals  approximately 
$217  million.  Priority  consideration  for 
funding  will  be  given  only  to  those 
proposals  having  the  greatest  potential 
to  benefit  areas  experiencing  or 
threatened  with  substantial  economic 
distress.  EDA  is  particularly  interested 
in  projects  located  in  authorized  and 
designated  enterprise  zones.  Distress 
may  exist  in  a  variety  of  forms, 
including  exceptionally  high  levels  of 
iinemployment,  extremely  low  income 
levels,  large  concentrations  of  low 
income  families,  low  labor  force 
participation  rates,  significant  decline  in 
per  capita  employment,  substantial  loss 
of  population  because  of  the  lack  of 
employment  opportimities,  unusually 
large  numbers  (or  high  rates)  of  business 
failures,  farm  foreclosures,  sudden 
major  layoffs  or  plant  closures,  and 
drastically  reduced  tax  bases. 

Potential  applicants  are  responsible 
for  demonstrating  to  EDA,  through  the 
provision  of  statistics  and  other 
appropriate  information,  the  nature  and 
level  of  the  distress  their  e^orts  are 
intended  to  alleviate.  In  the  absence  of 


evidence  of  exceptionally  high  levels  of 
distress,  EDA  funding  is  unlikely.  In 
considering  proposals  to  benefit 
severely  distressed  areas,  EDA  will  give 
special  consideration  to  those  that 
address  the  needs  of  rural  commimities, 
particularly  aid  directed  toward  the 
economic  diversification  of  such  areas. 

During  FY  1993,  EDA  will  place  a 
special  emphasis  upon  assisting  projects 
that  focus  on  exports,  entrepreneurship, 
and  technology  initiatives  including 
innovation,  transfer,  and 
commercialization  to  alleviate 
conditions  of  substantial  and  persistent 
unemployment  and  underemployment 
in  economically  distressed  areas  and 
regions,  through  the  provision  of  grants 
for  Public  Works  and  Development 
Facilities,  Technical  Assistance, 
Economic  Development  Planning,  and 
Economic  Adjustment  Assistance. 

EDA  recognizes  that  small 
communities  experience  impediments 
to  economic  development  other  than  the 
traditional  inadequacies  of  existing 
water,  sewer  and  roadway  systems; 
therefore,  in  fiscal  year  1993,  EDA  will 
give  consideration  to  projects  that  mtIII 
assist  an  area  to  overcome  a  special 
development  or  infirastructure  problem 
that  is  preventing  employment  growth 
and  economic  development  from  taking 
place.  Such  projects  may  involve,  but 
are  not  limited  to,  activities  designed  to 
enhance  the  expansion  of  the  service 
sector  of  the  economy  when  that  sector 
is  deemed  more  growth  6riented  than 
the  traditional  industrial  sector,  or 
innovative  projects  designed  for  the 
development  of  publicly-owned 
telecommunications  infrastructure 
when  it  can  be  demonstrated  that  such 
a  project  is  needed  to  foster  productivity 
or  enhance  economic  growth  within  an 
EDA-designated  area.  Such  proposals 
must  be  appropriately  scaled  and  , 
provide  substiuitial  and  direct  benefit  to 
the  local  economy  or  otherwise  enhance 
the  economic  prosperity  of  the  area. 
EDA  will  consider  providing  assistance 
to  demonstration  type  projects  that  are 
especially  creative  from  an  economic 
development  standpoint  and  that 
leverage  a  substantial  amount  of 
nonfederal  resources. 

EDA  expects  substantial  state  and 
local  support  for  proposed  projects. 
Proposals  that  do  not  provide  evidence 
of  strong  state  and  local  leadership  and 
financing  are  less  likely  to  receive  EDA 
assistance. 

In  the  case  of  projects  involving 
construction,  EDA  expects  construction 
to  be  initiated  and  completed  in  a 
timely  manner.  Applicants  are  expected 
to  anticipate  predictable  delays  such  as 
those  caused  oy  normal  weather 
conditions,  permits  and  approvals,  legal 


complications,  community  disputes, 
land  acquisition,  etc..  and  account  for 
them  in  developing  project  schedules. 
Projects  which  are  Ukely  to  encounter 
significant  delays  will  receive  low 
fimding  priority.  Projects  that 
experience  unreasonable  delays 
following  EDA  approval  may  be 
terminated  and  the  funds  deobligated. 
These  policies  are  consistent  with 
EDA's  objective  of  supporting  activities 
that  can  begin  to  benefit  local 
economies  as  soon  as  possible,  thereby 
meeting  the  pressing  development 
needs  identified  by  project  appUcants. 
EDA  expects  those  responsible  for 
developing  and  managing  projects  to 
maximize  the  impact  of  the  public  funds 
by  preparing  and  implementing  projects 
as  tnoroughly  and  expeditiously' as 
possible. 

EDA  funding  will  not  be  used  directly 
or  indirectly  to  assist  employers  who 
transfer  one  or  more  jobs  from  one 
commuting  area  to  another.  EDA 
nonrelocation  requirements  (13  CFR 
309.3)  apply  to  all  grants  involving 
construction,  rehabilitation  or  repair 
under  titles  I,  IV,  DC.  and  section  301(f) 
of  the  Public  Works  and  Economic 
Development  Act  of  1965  (Pub.  L.  89- 
136.  42  U.S.C.  3121-3246h),  as 
amended  (including  grants  for 
Revolving  Loan  Funds,  imder  title  IX). 

No  award  of  Federal  funds  shall  be 
made  to  an  applicant  who  has  an 
outstanding  delinquent  Federal  debt 
until  either: 

1.  The  delinquent  account  is  paid  in 

full: 

2.  A  negotiated  repayment  schedule  is 
established  and  at  least  one  payment  is 
received,  or 

3.  Other  arrangements  satisfactory  to 

DoC  are  made. 

AppUcants  may  be  subject  to  a  pre- 
award  accotmting  system  survey  by  the 
Department  of  Commerce's  Office  of 
Inspector  General,  and  fund  recipients 
may  be  subject  to  audits  or  other 
inspections  by  the  same  office. 

Applicants  eligible  for  assistance 
because  of  membership  in  an  economic 
development  district  must  be  active 
participants  in  the  district's  economic 
development  planning  process.  EDA 
will  evaluate  applications  for 
conformance  with  published  statutory, 
regulatory,  and  policy  requirements. 
Applications  proposed  for  funding 
under  these  programs  are  subject  to  the 
requirements  of  Executive  Order  12372, 
"Intergovernmental  Review  of  Federal 
Programs." 

An  invitation  to  submit  an  application 
does  not  assure  EDA  funding.  Factors 
that  will  be  considered  in  evaluating 
proposals  include  if  and  to  what  extent 
the  project  meets  the  selection  criteria. 
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Unsuccessful  applicants  will  be  notified 
of  the  status  of  their  ^plications  when 
the  appropriate  program  funds  have 
been  awarded. 

Processing  time  for  proposals  will 
depend  upon  the  completeness  of  the 
inrannation  and  supporting  documents 
provided  in  the  application  at  the  time 
of  submission.  Prt^Kisals  that  reouire 
additional  information  from  applicants 
or  other  sources  will  be  returned  to 
correct  deficiencies  and  the  official 
application  receipt  dates  will  be 
adjusted  accordingly. 

EDA  %nll  not  approve  projects  that 
involve  actual  or  potential  conflict-of- 
interest  situations.  If  EDA  identifies  or 
suspects  a  possible  conflict-of-interest 
situation,  or  an  appearance  of  such, 
application  processing  and/or  grant 
award  may  be  suspended  and  the 
burden  will  be  on  the  applicant/grantee 
to  take  appropriate  steps  to  elimhiate 
the  perception  of  a  conflict  of  interest 
before  application  processing  of  the 
grant  is  resumed. 

Recipients  must  agree  that  no  funds 
made  available  by  E^A  shall  be  used, 
directly  or  indirectly,  for  paying 
attorneys'  or  consultants'  fees  in 
connection  with  securing  awards  made 
by  the  Government,  such  as,  for 
example,  preparation  of  the  application. 
However,  attorneys'  and  consultants' 
fees  incurred  for  meeting  award 
requirements,  such  as  conducting  a  title 
search  or  preparing  plans  and 
specifications,  may  be  eligible  prefect 
costs  and  may  be  paid  out  of  funds 
made  available  by  EDA,  if  such  costs  are 
otherwise  eligible. 

Public  Law  101-510,  enacted 
November  5, 1990,  section  1405, 
amending  subchapter  IV  of  chapter  15, 
title  31,  United  States  Code,  prescribes 
the  rules  for  determining  the  availability 
of  appropriations.  Accordingly,  grant 
funds  obligated  for  a  project  will  expire 
in  five  years  firom  the  fiscal  year  of  tne 
grant  award. 

Applicants  must  submit  a  completed 
Form  CD-511,  "Certifications  Regarding 
Debarment.  Suspension  and  Other 
Responsibility  Matters;  Drug-Free 
Workplace  Requirements  and 
Lobbying." 

Recipients  shall  require  applicants/ 
bidders  for  subgrants.  contracts, 
subcontracts,  or  other  lower  tier  covered 
transactions  at  any  tier  imder  the  award 
to  submit,  if  applicable,  a  completed 
Form  CD-512.  "Cortifications  R^arding 
Debarment,  Suspension,  Ineligibility 
and  Voluntary  &cclusion-Lower  Tier 
Covered  Transactions  and  Lobbying" 
and  disclosure  form,  SF-LLL, 
"Disclosure  of  Lobbying  Activities." 
Form  CD-S12  is  intended  for  the  use  of 
recipients  and  shoiild  not  be  transmitted 


to  the  Department  SF-LLL  submitted 
by  any  tier  recipient  or  subradpient 
should  be  submitted  to  the  Department 
in  accordance  with  the  instructions 
contained  in  the  award  document 

Prospective  participants  (as  defined  at 
15  CFR  part  26,  section  105)  are  subject 
to  IS  CFR  part  26.  "Nonprocurement 
Debarment  and  Suspension"  and  the 
related  section  of  the  certification  form. 

Grantees  (as  defined  at  15  CFR  part 
26.  section  60S)  are  subject  to  15  CFR 
part  26.  subpart  F,  "Govemmentwide 
Requirements  for  Drug-Free  Workplace 
(Grants)"  and  the  related  section  of  the 
certification  form.  -> 

Persons  (as  defined  at  IS  CFR  part  28, 
section  105)  are  subject  to  the  lobbying 
provisions  of  31  U.S.C  1352, 
"Limitation  on  use  of  appropriated 
funds  to  influence  certain  Federal 
contracting  and  financial  transactions," 
and  the  lobbying  section  of  the 
certification  form  which  applies  to 
applications/bids  for  grants,  cooperative 
agreements,  and  contracts  for  more  than 
$100,000.  and  loans  and  loan  guarantees 
for  more  than  $150,000,  or  the  single 
family  maximiun  mortgage  limit  for 
affected  programs,  whichever  is  greater. 
Any  applicant  that  has  paid  or  will  pay 
for  lobbying  using  any  mnds  must 
submit  an  SF-LiX,  "Disclosure  of 
LoU)ying  Activities,"  as  required  imder 
15  CFR  part  28,  appendix  B. 

Applicants  should  be  aware  that  a 
false  statement  on  the  application  is 
grounds  for^enial  or  termination  of 
funds  and  grounds  for  possible 
punishment  by  a  fine  or  imprisonment 
as  provided  in  18  U.S.C  1001. 

All  nonprofit  and  for-profit  applicants 
are  subject  to  a  name  check  review 
process.  Name  checks  are  intended  to 
reveal  if  any  key  individiials  associated 
with  the  applicant  have  been  convicted 
of,  or  are  presently  facing,  criminal 
charges  such  as  fraud,  theft,  perjury,  or 
other  matters  which  significantly  reflect 
on  the  applicant's  management,  honesty 
or  financial  inteerity. 

Recipients  ana  subredpients  are 
subject  to  all  Federal  laws  and  Federal 
and  Departmental  policies,  regulations, 
and  procedures  applicable  to  Federal 
financial  assistance  awards. 

Unsatisfactory  performance  imder 
prior  Federal  awards  may  result  in  an 
application  not  being  considered  for 
funding. 

If  an  application  is  selected  for 
funding,  Q)A  has  no  obligation  to 
provide  any  additional  future  funding  in 
connection  with  an  award.  Renewal  of 
an  award  to  increase  funding  or  extend 
the  period  of  performance  is  at  the  total 
discretion  of  the  EDA. 

Applicants  should  be  aware  that  if 
they  incur  any  costs  prior  to  an  award 


being  made  they  do  so  solely  at  their 
own  ride  of  not  being  reimbursed  by  the 
Government  Notwithstanding  anv 
verbal  assurance  that  might  have  been 
received,  there  is  no  obligation  on  the 
part  of  EDA  to  cover  pre-award  costs. 

The  following  material  describes 
other  policies  and  procedures  associated 
with  each  of  EDA's  programs. 

n.  Program:  Public  Works  and 
Development  Facilities  Assistance 

(Catalog  of  Fedenl  Domastic  Assistance: 
11.300  Eamomic  Development  Grants  and 
Loans  for  Public  Works  and  Development 
Facilities.  11.304  Economic  Development 
Public  Works  Impact  Program  (PWIP)) 

Summary 

Fimds  available  imder  the  Public 
Worics  and  Development  Facilities 
Program  are  used  to  finance  projects 
that  contribute  to  the  economic 
development  of  distressed  areas.  Grants 
are  authorized  by  tiUes  I  and  IV  of  the 
Public  Works  and  Economic 
Development  Act  of  1965,  as  amended 
ffWEDA),  42  U.S.C.  3131  and  42  U.S.C. 
3171(a)  (3). 

Eli^bUity 

Eligible  applicants  under  this  program 
include  any  state,  or  political 
subdivision  thereof.  Indian  tribe,  the 
Federated  States  of  K4icronesia,  the 
Republic  of  the  Marshall  Islands,  the 
Commonwealth  of  Puerto  Rico,  the 
Virgin  Islands,  &iam,  American  Samoa 
and  the  Commonwealth  of  the  Northern 
Mariana  Islands,  or  private  or  public 
nonprofit  organization  or  association 
representing  any  redevelopment  area  or 
part  thereof,  if  the  project  is  located 
within  an  EDA-designated 
redevelopment  area. 

Redevelopment  areas,  other  than 
those  designated  under  the  Public 
Works  Impact  Program,  must  have  a 
current  EDA-approved  Overall 
Economic  Development  Program 
(OEDP).  Political  entities  claiming 
eligibility  under  OEDPs  developed  by 
mi^ticounty  economic  development 
organizations  are  en>ected  to  continue 
to  participate  actively  in  the 
organization.  Further  information  on 
eligibility  is  available  from  EDA's 
regional  offices.  Nonprofit  applicants 
are  urged  to  seek  the  cooperation  and 
support  of  imits  of  local  government 
and,  when  deemed  appropriate  by  EDA, 
to  have  the  local  government  serve  as 
co-applicant  for  EDA  assistance.  This 
serves  the  purpose  of  ensuring  the 
financial  stability  and  continuity  of  the 
project,  in  the  event  that  the  nonprofit 
entity  finds  itself  in  a  position  of  not 
having  the  financial  resources  to 
properly  and  efficiently  administer. 


3802 


Federal  Register  /  Vol.  58.  No.  6  /  Monday.  January  11.  1993  /  Noticw 


operate,  and  maintain  the  EDA-assisted 
facility  consistent  with  the  provisions  of 
13  CFR  314-Property  Management 
Standards. 

Program  Objective 

The  purpose  of  the  Public  Works 
Program  is  to  assist  communities  with 
the  funding  of  public  works  and 
development  facilities  that  contribute  to 
the  creation  or  retention  of  private 
sector  jobs  and  to  the  alleviation  of 
unemployment  and  underemployment. 
Such  assistance  is  designed  to  help 
communities  achieve  lasting 
improvement  by  stabilizing  and 
diversifying  local  economies,  and 
improving  local  living  conditions  and 
the  economic  development  of  the  area. 
EDA  emphasizes  the  alleviation  of 
unemployment  and  underemployment 
among  residents  of  the  project  area  as  a 
primary  focus  of  this  program.  In  view 
of  the  current  rural  distress, 
applications  from  rural  communities 
will  be  reviewed  with  particular 
interest. 


Funding  Availability 

Funds  in  the  amount  of  $147,435 
million  are  available  for  this  program. 

Funding  Instrument 

EDA  may  provide  direct  grants  not  to 
exceed  50  percent  of  the  estimated  cost 
of  the  project.  However,  under  certain 
circumstances  supplementary  grants  to 
augment  the  direct  grant  may  be 
provided  up  to  a  maximum  of  80 
percent  of  the  eligible  project  costs.  But 
in  no  event  shall  the  Federal 
participation  exceed  80  percent  of  the 
aggregate  cost  of  any  such  project, 
except  in  the  case  of  a  grant  to  an  Indian 
Tribe,  where  EDA  may  waive  the  non- 
Federal  share.  Applicants  are  required 
to  provide  the  local  share  from 
acceptable  sources  including,  but  not 
limited  to  cash,  local  government 
general  obligation  or  revenue  bonds. 
Community  Development  Block  Grant 
(CDBG)  entitlement  funds  or  balance  of 
state  awards.  Farmers  Home 
Administration  loans,  and  other  public 
and  private  financing,  including 
donations. 

The  local  share  need  not  be  in  hand 
at  the  time  of  application,  however,  the 
applicant  must  satisfy  EDA  that  the 
funds  will  be  available  to  provide  the 
nonfederal  share  of  the  project. 

The  local  share  must  not  be 
encumbered  in  any  way  that  would 
preclude  its  use  consistent  with  the 
requirements  of  the  grant.  Priority  will 
be  given  to  applications  which 
maximize  the  local  share's  percentage  of 
the  project  cost.  Supplementary  grant 
assistance  to  finance  over  50  percent  of 


the  project  cosU  will  be  approved  by 
EDA  only  for  proposals  in  areas  of  high 
distress.  Decisions  on  such 
supplementary  grant  assistance  will  be 
based  on  the  nature  of  the  project,  the 
amount  of  fair  user  charges  or  other 
revenues  the  project  may  reasonably  be 
expected  to  generate,  and  the  relative 
needs  of  the  area  (see  13  CTR  305.5). 

Selection  Criteria 

For  both  regular  public  works  projects 
and  Public  Works  Impact  Program 
(PWIP)  projects,  priority  consideration 
will  be  given  to  those  which  are  the 
most  competitive  based  upon  the  project 
selection  criteria  set  forth  below,  that 
best  meet  the  needs  of  eligible  areas, 
and  that  are  located  in  areas  of  severe 
economic  distress. 

A.  Public  Works  Projects 

Factors  that  will  be  taken  into  account 
in  considering  projects  eligible  under 
section  101(a)(l)(AHC)  of  PWEDA,  42 
U.S.C.  3131(a)(l)(A)-{C).  include  if  and 
to  what  extent  the  project: 

1.  Improves  opportunities  for  the 
successful  establishment  or  expansion 
of  industrial  or  commercial  facilities  in 
the  area  where  such  project  will  be 
located. 

2.  Assists  in  creating  or  retaining 
private  sector  jobs  in  the  near  term  and 
assists  in  the  creation  of  additional  long- 
term  employment  opportunities, 
provided  the  jobs  are  not  traiwferred 
from  any  other  area  of  the  United  States, 
and  will  result  in  a  low  cost-per-job  in 
relation  to  total  EDA  cost. 

3.  Benefits  the  long-term  unemployed 
and  members  of  low-income  families 
who  are  residents  of  the  area  to  be 
served  by  the  project. 

4.  Fulfills  a  pressing  need  of  the  area, 
or  part  thereof,  in  which  it  will  be 
located. 

5.  Is  consistent  with  the  EDA 
approved  Overall  Economic 
Development  Program  (OEDP)  for  the 
area  in  which  it  is.  or  will  be,  located, 
and  has  broad  community  support. 

6.  Is  supported  by  significant  private 
sector  investment. 

7.  Promotes  exports, 
entrepreneurship.  or  technology 
initiatives  including  innovation,  transfer 
and  commercialization. 

8.  Has  evidence  of  adequate  local 
share  of  funds. 

9.  Supports  developments  taking 
place  in  designated  enterprise  zones, 
particularly  in  rural  areas. 

10.  Demonstrates  that  necessary 
permits,  land  acquisitions,  or  options  on 
land  and  rights-of-way  have  been 
obtained  and  that  all  other  legal 
requirements  of  the  application  process 
have  been  satisfied. 


11.  Maximizes  the  amount  of  local, 
state  or  other  Federal  funding  that  is 
available. 

12.  Gives  evidence  of  the  abibty  to 
begin  and  complete  construction  in  a 
timely  manner  in  accordance  with  a 
schedule  to  be  agreed  upon  by  EDA  and 
the  applicant  and  included  in  the  grant  , 
award.  EDA  discourages  the  start  of 
construction  prior  to  grant  award  and 
cautions  that  financial  hardship  may  be 
experienced  by  applicants  whose 
projects  are  not  approved.  EDA  will 
require  all  applicants  that  request 
approval  to  proceed  with  construction 
prior  to  grant  award  to  acknowledge  that 
they  are  proceeding  at  their  own  risk 
and  without  recourse  to  EDA  if  the  grant 
is  not  awarded  or  EDA  requirements  are 
not  met.  EDA  also  requires  that 
compliance  with  environmental 
regulations  be  completed  before 
construction  begins.  EDA's  regional 
office  must  have  time  to  complete  its 
"Finding  of  No  Significant  Impact."  and 
clearances  must  be  obtained  from 
appropriate  state  and  Federal  agencies. 
Furthermore,  EDA  may  view  the  start  of 
construction  prior  to  grant  award  as  an 
indication  that  the  grant  funds  are  not 
essential  for  the  successful 
implementation  of  the  project. 

13.  If  located  in  an  Economic 
Development  Center  (i.e..  Growth 
Center)  that  has  a  stable  economy  with 
little  distress,  must  include  an 
employment  plan  that  explains  how 
new  employment  opportunities  for 
residents  of  nearby  highly  distressed 
redevelopment  areas  will  be  provided. 


B.  Public  Works  Impact  Program 

Factors  that  will  be  considered  in  the 
evaluation  of  projects  under  the  Public 
Works  Impact  Program  (PWIP) 
authorized  by  section  101(a)(1)(D)  of 
PWEDA.  42  U.S.C.  3131(a)(1)(D). 
include  if  and  to  what  extent  the 
project: 

1.  Directly  assists  in  creating 
immediate  useful  work  (i.e.. 
construction  jobs)  for  the  uneinployed 
and  underemployed  residents  in  the 
project  area; 

2.  Improves  the  economic  or 
community  environment  in  areas  of 
severe  economic  distress; 

3.  Includes  a  specific  plan  (i.e..  PWIP 
Employment  Strategy)  for  hiring  the 
unemployed  and  imderemployed, 
persons  from  the  project  area  to  work  on 
the  construction  of  the  project;  EDA  will 
evaluate  all  plans  to  ensure  that  they 
contain  a  logical  explanation  of  how  the 
employment  objectives  will  be  met; 

4.  Assists  in  providing  long-term 
employment  opportunities  or  other 
economic  benefits  for  the  imeinployed 
and  underemployed  in  the  project  area; 
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5.  Primarily  benefits  low-income 
families  by  providing  essential 
commimity  services,  or  satisfying  a 
pressing  public  need; 

6.  In  aadition  to  the  requirement  for 
regular  public  works  projects,  as 
contained  in  paragraph  A,  can  begin 
construction  quiddy  (normally  within 
120  days  after  acceptance  of  the  grant  by 
the  applicant); 

7.  Has  substantial  labor  intensity, 
where  labor  intensity  is  the  proportion 
of  labor  costs  to  the  total  project  costs; 
and 

8.  Promotes  exports,  entrepreneurship 
or  technology  initiatives  including 
innovation,  transfer,  and 
commercialization. 

C.  Industrial  Park  Projects 

Applications  proposing  projects  that 
will  primarily  serve  an  industrial  park 
pr  site  will  be  evaluated  on  such 
additional  factors  as: 

1.  A  detailed  analysis  of  existing 
industrial  park  capacity  and  utilization; 
occupancy  rates  for  existing  developed 
industrial  parks  ourently  available 
within  a  25-mile  radius  of  the  project 
site.  For  cities  with  populations  over 
50,000,  the  prescribed  area  may  be 
determined  by  an  analysis  of  industrial 
sites  within  an  established  industrial 
area,  which  may  be  less  than  a  25-mile 
radius.  Contact  the  economic 
development  representative  (EDR)  for 
the  area  or  the  appropriate  EDA  regional 
office  for  guidance. 

2.  Commitments  in  writing  from 
identiBed  tenants  to  expand  existing 
operations  or  to  locate  in  the  industrial 
park  or  site.  Commitments  must  include 
a  description  of  the  industry,  the 
number  of  jobs  created  or  saved,  an 
implementation  schedule,  and  the 
relationship  of  the  commitment  to  the 
requested  grant  assistance. 

3.  The  existence  of  a  documented 
marketing  strategy  and  demonstrated 
financial  ability  to  market  space  in  the 
industrial  park  or  site.  Strong  emphasis 
will  be  placed  upon  this  requirement. 

Construction  Project  Implementation 

As  indicated  in  the  first  section  of  this 
Notice,  EDA  expects  construction 
projects  to  be  initiated  and  completed  in 
a  timely  manner  and  in  accordance  with 
the  schedule  agreed  upon  in  the  grant 
documentation.  The  recipient  will  be 
responsible  for  promptly  notifying  EDA 
of  any  events  that  prevent  adherence  to 
the  approved  schedule.  The  recipient 
must  provide  an  explanation  of  why  the 
events  were  beyond  its  ability  to  predict 
or  control  and  obtain  EDA's  approval  of 
changes  in  the  schedule  prior  to 
proc^}ding  with  project 
implementation.  EDA  expects  recipients 


to  anticipate  predictable  delays  (such  as 
those  caused  by  land  acquisition 
problems,  local  financing  requirements, 
normal  weather  conditions  in  the  area, 
acquisition  of  state  permits  and 
approvals,  and  knoMm  public  objections 
to  the  project),  and  to  take  them  into 
account  in  preparing  the  project 
schedule.  Recipients  who  fail  to  comply 
with  project  schedules  are  subject  to 
grant  suspension  or  termination. 

Under  most  circumstances,  EDA  will 
not  provide  additional  funds  to  finance 
cost  overruns  that  occur  during  project 
implementation. 

Proposal  Submission  Procedures 

To  establish  the  merits  of  project 
proposals,  interested  parties  should  first 
contact  the  economic  development 
representative  for  the  area  (see  listing  in 
section  X).  The  economic  development 
representative  for  the  area  will  provide 
a  preapplication  form  (ED-IOIP,  OMB 
Control  No.  0610-0011)  and  arrange  for 
conferences  to  discuss  the  proposal. 
EDA  will  screen  proposals  before 
inviting  the  submission  of  an 
application.  As  previously  mentioned, 
an  invitation  does  not  assure  EDA 
funding.  Proposals  will  be  evaluated 
based  upon: 

1.  Conformance  with  statutory  and 
other  legal  requirements  and  with  the 
selection  criteria  mentioned  above; 

2.  The  merits  of  the  proposal  in 
addressing  the  economic  development 
needs  of  the  eligible  area;  and 

3.  The  availability  of  program  funds. 
Processing  time  for  project  proposals 

depends  upon  the  completeness  of 
information  and  supporting  documents 
provided  in  the  preapplication  form  at 
the  time  of  submission.  Project 
proposals  that  require  additional 
information  from  applicants  or  other 
sources  will  be  retimied  to  correct 
deficiencies  and  the  official  application 
receipt  dates  will  be  adjusted 
accordingly. 

Application  Procedures 

Following  a  review  of  project 
proposals,  EDA  will  invite  entities 
whose  projects  are  selected  for 
consideration  to  submit  applications. 
The  application  will  include  a  form  ED- 
lOlA.  as  approved  by  the  Office  of 
Management  and  Budget  Control  No. 
0610-0011.  The  demand  for  public 
works  assistance  is  expected  to  exceed 
available  funding.  Therefore,  to  avoid 
having  incomplete  proposals  delay 
other  more  timely  grant  awards,  a  120- 
day  time  restriction  will  apply  to 
invited  applications  for  resolving 
application  deficiencies.  Applications 
that  cannot  be  recommended  for 
approval  within  120  days  of  receipt  in 


a  regional  office  because  of  imresolved 
issues  will  be  returned  to  the  applicants. 
Such  applications  may  be  reconsidered 
at  a  future  date,  but  must  compete  with 
other  proposals  at  that  time. 

Previous  Applications 

Project  applications  invited,  but  not 
funded  in  FY  1992,  remain  eligible  for 
funding  consideration.  Applications 
received  prior  to  the  date  of  this  Notice 
will  be  processed  and  evaluated  in 
accordance  with  the  project  selection 
criteria  published  for  FY  1992  and 
oirrent  legal  requirements.  Those 
applications  received  on  or  after  the 
date  of  this  Notice  must  l>e  consistent 
with  the  project  selection  criteria  and 
requirements  published  in  this  Notice. 
Applicants  whose  projects  were  invited 
but  not  submitted  to  EDA  in  FY  1992 
should  contact  the  appropriate  EDA 
regional  office  regarding  forms  to  be 
used  for  FY  1993. 

Further  Information 

For  further  information  contact  the 
appropriate  EDA  regional  office  or 
economic  development  representative 
for  your  area  (see  section  X  of  this 
Notice). 

III.  Program:  Local  Technical 
Assistance 

(Catalog  of  Federal  Domestic  Assistance: 
11.303  Economic  Development— Technical 
Assistance) 

Summary 

Funds  under  the  Local  Technical 
Assistance  Program  are  awarded  to 
eligible  applicants  to  help  assure  the 
successful  initiation  and 
implementation  of  area,  state,  and 
regional  development  efforts  designed 
to  alleviate  economic  distress.  This 
program  is  authorized  under  section 
301(a)  of  the  Ihiblic  Works  and 
Economic  Development  Act  of  1965,  as 
amended.  42  U.S.C.  3151(a). 

Eligibility- 
Eligible  applicants  for  Local 
Technical  Assistance  grants  or 
cooperative  agreements  include  public 
or  private  nonprofit  national,  state,  area, 
district,  or  local  organizations;  public 
and  private  colleges  and  universities; 
Indian  tribes,  local  governments,  and 
state  agencies.  In  certain  circumstances, 
applications  may  be  considered  fix>m 
other  applicants  such  as  private 
individuals,  partnerships,  firms,  and 
corporations. 

Program  Objective 

The  Local  Technical  Assistance 
Program  is  designed  to  help  alleviate  or 
prevent  conditions  of  axcetsive 
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unemployment  or  underemployment 
and  problems  of  economically 
distressed  populations  in  rural  and 
urban  areas. 

Funding  Availability 

Funds  in  the  amount  of  $800,000  are 
available  for  the  Local  Technical 
Assistance  Program.  (Note:  EDA 
generally  will  limit  its  funding  for  a 
proposed  Local  Technical  Assistance 
project  to  $25,000.) 

Funding  Instrument 

EDA  will  provide  grants  and 
cooperative  agreements  not  to  exceed  75 
percent  of  the  proposed  project  costs. 
Applicants  are  expected  to  provide  the 
remaining  share,  preferably  in  cash.  The 
AssisUnt  Secretary  may  waive  all  or 
part  of  the  25  percent  share  of  technical 
assistance  grants,  if  he/she  determines 
that  the  nonfederal  share  is  not 
reasonably  available  because  of  the 
critical  nature  of  the  situation  requiring 
technical  assistance  or  for  other  good 
cause. 

Project  Duration 

Assistance  will  be  for  the  period  of 
time  required  to  complete  the  scope  of 
the  work.  This  typically  does  not  exceed 
twelve  months. 

Selection  Criteria 

Preference  will  be  given  to  Local 
Technical  Assistance  proposals  which: 

1.  Show  that  the  proposed  project  will 
lead  to  the  near-term  (between  one  and 
five  years)  generation  or  retention  of 
private  sector  jobs. 

2.  Support  the  efforts  of  state  and 
local  organizations  and  institutions, 
including  nonprofit  development 
groups,  to  undertake  and  promote 
effective  economic  development 
programs  targeted  to  people  and  areas  in 
distress. 

3.  Stimulate  significant  private  and 
nonfederal  public  investment  for 
economic  development  purposes. 

4.  Benefit  severely  distressed  areas, 
particularly  rural  counties  and 
communities. 

5.  Demonstrate  innovative  approaches 
to  stimulating  economic  development  in 
depressed  areas.  EDA  is  particularly 
interested  in  receiving  innovative 
proposals  in  the  following  areas: 

a.  Export  development  as  an 
economic  development  strategy. 

b.  Assistance  to  business  in  uses  of 
technology  initiatives  including 
innovation,  transfer,  and 
commercialization; 

c.  Minority  business  development  in 
distressed  areas: 

d.  Tourisn: 

e.  Rural  enterprise 


L  Linkages  in  economic  development 
and  environmmital  goals;  and 
g.  Entrepreneurship. 

6.  Are  consistent  with  the  EDA 
approved  Overall  Economic 
Development  Program  (OB3P)  for  die 
area  in  which  the  projects  are  locked 
and  have  been  recommended  by  the 
OEDP  Committee  (if  appropriate  to  the 
nature  of  the  project). 

7.  Present  an  appropriate  and  clear 
project  design. 

8.  Are  proposed  by  organizations  with 
the  capacity,  qualifications  and  staff 
necessary  to  undertake  the  intended 
activities. 

9.  Present  a  reasonable,  itemized 
budget  for  the  proposed  activities. 

Pre-Application  Procedures 

Parties  seeking  support  for  Local 
Technical  Assistance  projects  should 
contact  the  economic  development 
representative  (EDR)  for  information 
before  preparing  a  proposal  (See  EDR 
listing  in  section  X  of  this 
announcement.) 

EDA  will  evaluate  all  proposals  as 
they  are  received  and  invite 
applications  for  those  which  best  satisfy 
the  selecti(m  criteria.  An  invitation  does 
not,  however,  assure  EDA  funding. 

Potential  applicants  should  subnit 
one  original  and  two  copies  of  a  brief 
and  concise  proposal 

Proposal  Submission  Procedures 

Potential  applicants  must  submit  to 
the  appropriate  EDR  proposals  that 
include: 

1.  A  cover  pa^  giving  a  short 
descriptive  project  title,  the  name  and 
address  of  the  applicant  organization, 
the  name  and  telephone  number  of  the 
project  director,  the  project  duration, 
the  amount  of  EDA  funds  requested,  and 
the  program  (Local  Technical 
Assistance)  that  would  provide  the 
funds; 

2.  A  brief  description  of  the  project; 

3.  A  brief  explanation  of  why  the 
project  is  needed  and  its  objectives: 

4.  A  work  plan  showing  different 
phases  of  the  project  and  their  timing; 

5.  A  detailed  budget  showing  cost 
breakdowns,  with  EDA-funded  and  non- 
EDA-funded  costs  presented  in  separate 
columns  and  %vith  the  EDA-funded  costs 
equaling  to  the  total  shown  on  the  cover 
page. 

Application  Procedures 

The  appropriate  EDA  regional  o£Bca 
will  invite  entities  whose  proposals  for 
Local  Tadinical  Assistance  projects  are 
selected  for  further  consideration  to 
submit  application  packagea.  The 
application  will  include  a  Standard 
Form-424  (OMB  Control  Na  03A-O043). 


Further  Information 

For  further  information  about  Local 
Technical  Assistance  projects  contact 
the  appropriate  EDR.  (See  EDR  listing  in 
section  X  of  this  announcement) 

IV.  Profftaa:  National  Tochakal 
Asststanca 

(Catalog  of  Federal  Domestic  Assistance: 
11.303  Economic  Devetopment— Technical 
Assistance) 


Summary 

Funds  under  the  National  Technical 
Assistance  Program  are  awarded  to 
eligible  applicants  who  will  offer 
assistance  to  local,  regional  and  state 
organizations,  and/or  conduct 
demonstrations  of  and  disseminate 
information  about  innovative 
development  techniques  designed  to 
alleviate  economic  distress.  This 
program  is  authorized  imder  section 
301(a)  of  the  Piiblic  Works  and 
Economic  Development  Act  of  1965.  as 
amended.  42  U.S.C  3151(a). 

Eligibility 

Eligible  applicants  for  National 
Technical  Assistance  grants  or 
cooperative  agreements  include  public 
or  private  nonprofit  national,  state,  area, 
district,  or  local  organizations:  public 
and  private  colleges  and  univeraities; 
Indian  tribes,  local  governments,  and 
state  agencies.  In  certain  circumstances, 
applications  may  be  considered  fiom 
other  eligible  applicants  such  as  private 
individuals,  partnerships,  firms,  and 
corporations. 

Program  Objective 

The  National  Technical  Assistance 
Program  is  designed  to  help  alleviate  or 
prevent  conditions  of  excessive 
unemployment  or  underemployment 
and  problems  of  economically 
distressed  populations. 

Funding  Availability 

Funds  in  the  amount  o{$630fiO0  are 

available  for  the  National  Technical 
Assistance  Program. 

Funding  Instrument 

EDA  «vill  provide  grants  and 
cooperative  agreements  not  to  exceed  7S 
peromt  of  proposed  project  costs. 
Applicants  are  expected  to  provide  the 
remaining  share,  bi  cases  where  EDA 
issues  a  Solicitation  of  Applications,  an 
applicant's  share  may  not  Im  required. 
The  Assistant  Secretary  may  wvaive  all 
or  part  of  the  25  percent  nonfedoal 
share  of  tedmical  asaistanre  grants,  if 
he/she  determines  that  the  nonfiadenl 
share  is  not  reasonably  availdile 
because  of  tha  critical  nature  of  the 
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situation  requiring  technical  assistance 
or  for  other  good  cause. 

Project  Duration 

Assistance  will  be  for  the  period  of 
time  required  to  complete  the  scope  of 
the  work.  Generally,  this  will  not  exceed 
fifteen  months. 

Selection  Criteria 

Preference  will  be  given  to  those 
Technical  Assistance  proposals  which: 

1.  Do  not  depend  upon  fu^er  EDA 
or  other  Federal  funding  assistance  to 
adiieve  results. 

2.  Support  the  capabiUty  of  state  and 
local  organizations  and  institutions, 
including  nonprofit  development 
groups,  to  undertake  and  promote 
effective  economic  development 
programs  targeted  to  people  and  areas  in 
distress. 

3.  Stimulate  significant  private  and 
nonfederal  pubUc  investment  for 
economic  development  purposes. 

4.  Benefit  severely  distressed  areas. 

5.  Demonstrate  iiinovative  approaches 
to  stimulating  economic  development  in 
depressed  areas.  EDA  is  particularly 
interested  in  receiving  innovative 
proposals  in  the  following  areas: 

a.  Assistance  to  business  in 
implementing  technology  initiatives 
including  innovations,  transfer,  and 
commercialization; 

b.  Exports; 

c.  Entrepreneurship; 

d.  Tounsm; 

e.  Rural  enterprise  zones;  and 

f.  Linkages  in  economic  development 
and  environmental  goals. 

6.  Present  an  appropriate  and  clear 
project  design. 

7.  Are  proposed  by  organizations  with 
the  capacity,  qualifications,  and  staff 
necessary  to  undertake  the  intended 
activities. 

8.  Present  a  reasonable,  itemized 
budget  for  the  proposed  activities. 

Pre-Application  Procedure 

Potential  applicants  should  submit 
one  original  and  two  copies  of  a  brief 
and  concise  proposal  which  should  not 
exceed  20  pages.  Vita  and  capability 
information  may  be  appended. 

Proposals  should  include: 

1.  A  cover  page  giving  a  short 
descriptive  project  title,  the  name  and 
address  of  the  performing  organization, 
the  name  and  telephone  number  of  the 
project  director,  the  project  duration, 
the  amount  of  EDA  funds  requested,  and 
the  program  (National  Technical 
Assistance)  that  would  provide  the 
funds; 

2.  A  brief  scope-and-objectives  section 
indicating  why  the  project  is  needed, 
giving  its  objectives,  and  providing  a 
capsule  description  of  the  project; 


3.  A  more  detailed  description  of  the 
project  and  its  methodology; 

4.  A  work  plan  showing  different 
phases  of  the  project  and  their  timing; 

5.  A  detailed  budget  showing  cost 
breakdowns,  vtrith  EDA-funded  and  non- 
EDA-funded  costs  presented  in  separate 
columns  and  with  the  EDA-funded  costs 
adding  to  the  total  shown  on  the  cover 
page; 

6.  Resumes  for  the  project  director 
and  principal  staff:  and 

7.  A  corporate  or  institutional 
capability  statement,  where  appropriate. 

Proposals  should  be  submitted  to  the 
Director,  Technical  Assistance  and 
Research  Division,  Economic 
Development  Administration,  room 
7315.  U.S.  Department  of  Commerce, 
Washington,  DC  20230. 

Application  Procedures 

The  Technical  Assistance  and 
Research  Division  will  invite  entities 
whose  proposals  for  National  Technical 
Assistance  projects  are  selected  for 
further  consideration  to  submit 
application  packages.  Such  invitation, 
however,  does  not  assure  EDA  funding. 
The  application  will  include  a  Standaird 
Fonn-424  (OMB  Control  No.  038-0043). 

Eligibility  for  Specific  Solicitations 

EDA  may,  during  the  course  of  the 
year,  identify  additional  specific 
economic  development  technical 
assistance  activities.  Organizations  and 
individuals  interested  in  being  invited 
to  respond  to  Solicitations  of 
Applications  (SOAs)  to  conduct  such 
work  should  submit  information  on 
their  capabilities  and  experience  to  the 
Director,  Technical  Assistance  and 
Research  Division,  Economic 
Development  Administration,  room 
7315.  U.S.  Department  of  Commerce. 
Washington,  DC  20230. 

Further  Information 

For  further  information  about 
National  Technical  Assistance  projects 
contact  the  National  Technical 
Assistance  Coordinator,  telephone  (202) 
482-2127. 

V.  Progranu  University  Center 
Technical  Assistance  Pro|ects 

(Catalog  of  Federal  Domestic  Assistance: 
11.303  Economic  Development — ^Technical 
Assistance) 

Summary 

Fujads  for  basic  university  center 
projects  are  used  as  seed  money  to  help 
selected  colleges  and  universities 
mobilize  their  own  and  other  resources 
to  assist  in  the  economic  development 
of  distressed  areas.  The  efforts  of 
tmiversity  centers  should  focus  on 


helping  public  bodies,  nonprofit 
organizations  and  badnesses  plan  and 
implement  activities  designed  to 
generate  jobs  and  income,  hi  addition, 
funds  may  be  used  for  projects  which 
promote  the  goals  of  the  University 
Center  Program  in  other  ways  that 
demonstrate  innovative  economic 
development.  Support  for  these  types  of 
projects  is  authorized  under  section 
301(a)  of  the  Public  Worics  and 
Economic  Development  Act  of  1965.  as 
amended,  42  U.S.C  3151(a). 

Eligibility 

Eligible  applicants  for  university 
center  grants  and  cooperative 
agreements  are  public  and  private 
colleges  and  iiniversities,  associations 
representing  such  institutions,  and  other 
organizations  with  expertise  in 
University  Center  Program  issues. 

Program  Objective 

The  objective  of  these  projects  is  to 
enable  colleges  and  universities  to 
contribute  to  overall  economic 
development  by  using  their  resources  to 
provide  technical  assistance  that  will 
alleviate  or  prevent  conditions  of 
excessive  unemployment  or 
underemployment  and  problems  of 
distressed  populations  in  individual 
states  or  substate  areas. 

Funding  Availability 

Funds  in  the  amount  of  $7,570 
million  are  available  for  imiversity 
center  projects.  It  is  expected  that 
continuation  grants  for  existing  centers 
will  use  all  of  this  amount. 

Funding  Instrument 

EDA  will  provide  grants  or 
cooperative  agreements  not  to  exceed  75 
percent  of  the  proposed  project  costs. 

Project  Duration 

Grants  will  be  for  a  one-year  period. 

Selection  Criteria 

University  center  proposals  (for  both 
continuation  and  initial  grants)  mtist 
present  a  clear  description  of  the 
economy  of  the  proposed  service  area, 
its  economic  development  needs,  and 
the  activities  to  be  carried  out  with  the 
requested  funding.  The  work  program 
for  the  university  center  must  be 
structured  under  the  following 
categories: 

1.  Providing  technical  assistance 
(which  must  be  the  major  emphasis  of 
the  program), 

2.  Conducting  applied  research,  and 

3.  Disseminating  results  of  university 
center  activities. 

For  this  program,  EDA  defines 
technical  assistance  as  any  activity 
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undertaken  in  raqxnM  to  a  direct 
request  for  help  from  a  cUant  outside 
the  sponsoring  institution,  and  applied 
research  is  definod  as  any  activity 
undertaken  by  the  university  center  at 
its  own  initiative. 

Each  proposal  must  contain 
quantitative  and  qualitative  evaluation 
criteria  for  each  activity  listed  under  the 
above  three  wotk  program  categoriee. 
These  criteria,  when  accepted  by  EDA. 
will  be  used  to  judge  the  per&vmance  of 
the  university  center. 

Each  university  center  that  received 
funding  in  fiscal  year  1992  was  required 
to  provide  these  evaluation  criteria  for 
its  work  program.  EDA  will  give 
significant  tveight  in  assessing  the 
overall  performance  of  a  university 
center  to  the  degree  that  the  university 
center  met  these  quantitative  and 
qualitative  evaluation  criteria. 

If  one  or  more  imiversity  centers  fails 
to  qualify  for  a  fiscal  year  1993 
continuation  grant,  EDA  will  hold  an 
open  competition  for  those  funds  in  the 
appropriate  regional  office.  In  judging 
prop(»als  for  initial  grants  under  an 
open  competition.  EDA  will  consider 
the: 

1.  Quality  of  the  proposed  work 
program: 

2.  Degree  to  which  the  work  program 
is  focused  on  providing  technical 
assistance  to  organizations  outside  the 
sponsoring  institution  (Le.,  on  providing 
technical  assistance); 

3.  Presence  of  a  methodology  for 
recognizing/rewarding  the  participation 
of  faculty  and  students  in  the  won 
program; 

4.  Presence  of  a  five-year  financial 
plan  for  the  university  caoter. 

5.  Commitment,  as  evidenced  by 
financial  support  and  other  resources,  of 
the  university  leadership  at  the  highest 
levels  to  the  mission  and  purpose  of  the 
university  center, 

6.  Capacity  of  the  institution  and  the 
university  center  to  provide  the 
proposed  technical  and  other  types  of 
assistance  to  jurisdictioas  and 
organizations  within  the  service  area; 

7.  Degree  to  which  the  proposal 
complements  and  supports  the  local, 
regional  or  state  economir  development 
strategies  in  the  service  area; 

8.  &\BDl  to  wrhich  the  center  proposes 
to  target  its  assistance  to  the 
economically-distressed  sections  of  iu 
proposed  service  area;  and 

9.  Presence  of  other  technical 
assistance  providen  in  the  propoaed 
service  area  including  Small  and 
Minority  Businaaa  Devafopment  Centers 
(SBDCs  and  MKX:s)  and  Trade 
Adjustment  Assistance  Canters. 

Institutions  seeking  continuation  or 
initial  grants  under  this  pragram  should 


realise  that  EDA  «viU  not  award 
university  center  funds  to  provide  small 
business  counseling  or  management 
assistance  in  areas  serviced  by  an  SBDC 
or  an  MBDC 

All  applicants  should  reallxa  that 
EDA  limiu  the  indirect  cost  rate  that 
may  be  charged  to  grants  under  this 
program  to  20  percent  of  total  direct 
costs  or  the  institution's  negotiated 
indirect  coat  rate,  whichever  is  less. 
Institutions  with  indirect  cost  rates 
above  20  percent  may  not  use  the 
amount  above  the  20  percent  level  as 
part  of  the  nonfederal  share. 

Proposals  for  other  projects  that  meet 
the  goals  of  the  University  Center 
Program  will  be  judged  on  similar 
factors.  These  include  the  potential 
impact  of  the  project  on  distressed 
areas,  the  quality  of  the  proposed  work 
program,  and  the  qualifications  of  the 
applicant  to  cany  it  out 

Depending  on  the  availability  of 
funds,  EDA  may  hold  a  competition  for 
short-term  (one  to  three  years)  incentive 
grants.  This  competition  %viU  be  open  to 
all  currently  and  previously  funded 
centers,  except  those  tvhose  funding 
was  discontinued  because  of  poor 
performance. 

Funding  Policy 

Public  Law  102-395.  the  Department 
of  Commerce  fiscal  year  1993 
Appropriations  Act.  provides  $7,570 
million  for  this  program,  a  $154,000 
reduction  from  the  fiscal  yev  1992 
amount.  The  accompanying  Conference 
Report  directs  EDA  to  award  these  funds 
to  university  centers  that  received 
funding  in  fiscal  year  1992  and  to  make 
any  adjustments  in  individual  fonding 
levels  equitably  among  all  of  the 
university  centers. 

A  successful  applicant  undw  any 
such  open  competition  will  be  eligible 
for  funding  under  the  program  for  a  five 
year  period,  subject  to  the  continued 
availability  of  program  funds  and  an 
annual  determination  by  EDA  of 
satisfactory  performance  by  the 
university  center.  Any  institution 
receiving  an  initial  university  center 
grant  in  fiscal  year  1993  will  be  required 
to  provide  a  noofaderai  share  eipial  to 
25  percent  of  Um  total  protect  corts  far 
the  first  year.  If  funding  is  available,  for 
the  second  through  the  fifth  years,  the 
institution  shouldincrease  its 
nonfederal  share  to  equal  the  university 
center  grant. 

Proposoi  Submission  Procedures  for 
Continuation  Grants 

Each  ffriftjng  university  oeotar  will  be 
notified  by  the  apprc|»late  regional 
office  of  its  eligwuity  far  continuation 
funding.  At  that  time,  university  centers 


eligible  for  omtinuatioo  funding  will  be 
notified  of  the  amount  of  the  required 
nonfederal  share  and  provided  with 
additional  program  guidance. 

Propixal  Submission  Procedures  for 
Basic  Grants 

Institutions  seeking  funding  for  a 
university  center  should  submit  a 
proposal  describing  the  activities  to  be 
carried  out  with  the  grant  funds  to  the 
appropriate  EDA  res^onal  office  or  to  the 
EDR  for  the  area.  (See  EDA  regional 
office  and  EDR  list  in  Section  X  of  this 
announcement.) 

Further  Information 

For  fuxtliar  information  dwut 
University  Canter  Tedmical  Assistance 
projects  contact  the  appropriate  EDR  or 
regional  office  (listing  in  Section  X  of 
this  announcement)  or  the  University 
Center  Coordinator,  Technical 
Assistance  and  Researdi  Division, 
Economic  Development  Administration, 
room  7315.  U.S.  Department  of 
Commerce,  Wa^ngton,  DC  20230; 
telephone  (202)  4B2-2127. 

VI.  Program:  PUmiiag  Assistance  iar 
Economic  Devclopeaent  Districts, 
Indian  Trtties,  and  Bederefepaaent 
Areas 

(CaUlog  of  Federal  Domestic  Assistance: 
11.302  Economic  Development— Support  for 
Planning  Organizations) 

Summary 

Fimds  under  the  District,  Indi^.  and 
Area  Planning  Program  are  awarded  to 
defray  administrative  expenses  in 
support  of  the  economic  development 
planning  efforts  of  economic 
development  districts  (Districts), 
redevelopment  areas  (Areas)  and  Indian 
tribes.  This  program  is  authorized  under 
section  301^)  of  the  Public  Works  and 
Economic  Development  Act  of  1965.  as 
amended.  42  U.S.C  31Sl(b). 

EUgibility 

Eligible  ^plicants  are  economic 
deve^wient  districts,  redevelopment 
areas,  organizations  representing 
redevelopment  areas  (or  parts  of  such 
Areas),  Indian  tribes,  organizations 
representing  multiple  Indian  tribes,  tiie 
Federated  SUtes  of  Microoesia.  the 
Repi^lic  of  the  Marshall  Islands,  the 
Coomionwealth  of  Puerto  Rico,  the 
Vi»in  Islands.  Guam.  American  Samoa, 
andthe  Commonwealth  of  the  Wortham 
Mariana  Islands. 

Program  Ob0ctire 

The  primary  ol^ective  of  plannii^ 
assistance  for  administrative  expeosei 
under  section  301(b)  is  to  support  the 
formulation  and  implementation  of 
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economic  development  programs 
designed  to  create  or  retain  full-time 
permanent  jobs  and  income,  particularly 
for  the  unemployed  and  underemployed 
in  the  most  distressed  areas  served  by 
the  applicant.  Planning  activities 
supported  by  these  program  funds  must 
be  part  of  a  process  involving  significant 
leadership  by  public  officials  and 
private  citizens. 

Funding  Availability 

Funds  in  the  amount  of  $20,254 
milhon  are  available  in  two  categories: 
Districts/Areas  (Category  A)— $17,353 
million;  and  Indian  tribes  (Category  B) — 
$2,901  million. 

Funding  Instrument 

Grant  assistance  can  be  provided  for 
up  to  75  percent  of  project  costs  for 
Category  A  grants  with  the  applicant 
required  to  provide  the  remaining  share 
from  local  (non-federal)  sources. 
Category  B  grant  assistance  may  be 
provided  for  up  to  100  percent  of  project 
costs. 

Project  Duration 

Assistance  will  normally  be  fw  a 
period  of  twelve  months. 

Selection  Criteria 

EDA  will  consider  the  following 
factors,  among  other  things,  in 
evaluating  proposals: 

1.  The  responsiveness  of  the  proposed 
work  program  to  the  program 
regulations  contained  in  13  CFR  307.22; 

2.  The  economic  distress  of  the  area 
served  by  the  applicant; 

3.  Provision  of  an  institutional 
capability  statement,  defining 
management  and  staff  capacity  and 
quaUfications  in  economic  program/ 
policy  development  and  operations; 

4.  Past  performance  of  any  currently 
funded  grantee  (including  information 
in  scheduled  progress  reports); 

5.  The  local  leaders'  involvement  in 
the  applicants'  economic  development 
activities; 

6.  The  amount  of  local  participation 
provided  as  matching  dollars  to  the 
Federal  funds;  and 

7.  Priority  consideration  will  be  given 
to  currently  funded  grantees. 

Proposal  Submission  Procedures 

Application  procedures  may  be 
obtained  from  EDA's  regional  offices  for 
the  following: 

8.  Currently  funded  planning 
grantees: 

b.  Proposals  from  applicants  not 
currently  funded  under  Categories  A  or 
B,  that  would  fit  into  either  of  those 
categories;  and 

c  Special  economic  development 
activities  that  benefit  one  or  more  301(b) 


grantees  and  cannot  be  financed  with 
other  resources. 

Eligible  applicant^linder  both 
Categories  A  and  B  should  submit 
proposals  which  include: 

1.  A  letter  signed  by  the  chief  elected 
official  (Chairman  of  the  Board,  Tribal 
Chairman)  or  another  authorized  official 
of  the  applicant  stating  the 
organization's  desire  to  receive  funds  to 
carry  out  the  types  of  planning  and 
administrative  activities  eligible  under 
the  301(b)  program. 

2.  Significant,  verifiable  information 
on  the  level  of  economic  distress  in  the 
area,  including  unemployment  and 
income  data.  Any  major  changes  in 
distress  levels  during  the  past  year 
should  be  described. 

3.  A  viaA.  program  outlining  the 
specific  development  activities  that  will 
be  carried  out  under  the  grant  and 
explaining  how  they  relate  to  the 
problems  identified  in  the  area  QEDP, 
annual  report,  or  other  documents. 

New  applicants  should  submit  one 
copy  of  the  proposal  to  the  appropriate 
economic  development  representative, 
and  an  original  and  one  copy  to  the 
appropriate  EDA  regional  office. 
Addresses  of  the  EDA  regional  offices 
and  listing  of  the  economic 
development  representatives  are  found 
in  section  X  of  this  Notice. 

Formal  Application  Procedures 

EDA  regional  offices  will  contact 
currently  funded  grantees  to  inform 
them  of  the  procedures  for  submitting 
applications  for  continuaticm  funding. 

Following  review  of  the  proposals 
submitted.  EDA  will  invite  those 
selected  for  funding  consideration  to 
submit  formed  applications.  Fimding 
levels  will  be  determined  by  the 
economic  distress  and  need  of  the  area 
served  by  the  applicants,  past 
performance  of  previously  funded 
grantees,  and  availability  of  program 
funds.  The  application  will  include  an 
SF-424,  as  approved  by  the  Office  of 
Management  and  Budget  Control  No. 
0348-O043. 

Further  Information 

For  further  information  contact  the 
appropriate  eccmomic  development 
representative,  EDA  regional  office  (see 
section  X  of  this  Notice),  or  the  Director, 
Planning  Division,  Economic 
Development  Administration,  room 
7321,  U.S.  Department  of  Commerce, 
Washingtcm,  DC  20230;  telephone  (202) 
482-3027. 

Vn.  Prograin:  Planning  Assistance  fbr 
States  and  UHban  Areas 

(Catalog  of  Federal  Domestic  Assistance: 
11.305  Economic  Development — State  and 


Urban  Area  Economic  Development 
Planning) 

Summary 

Funds  under  the  State  and  Urban 
Planning  Program  are  awarded  to  defray 
administrative  expenses  in  support  of 
economic  development  planning  efforts 
of  eligible  applicants.  This  program  is 
authorized  under  section  302(a)  of  the 
Public  WoriLS  and  Economic 
Development  Act  of  1965.  as  amended, 
42  U.S.C  31Sla. 

Eligibility 

Ehgible  applicants  under  this  program 
are  the  governors  of  states,  the  chief 
executive  officers  of  cities  and  counties, 
and  substate  planning  and  development 
organizations  (including  redevelopment 
areas  and  economic  development 
districts). 

Program  Objective 

'The  primary  objective  of  planning 
assistance  under  section  302(a)  is  to 
support  significant  economic 
development  planning  and 
implementation  initiatives  of  eUgible 
applicants,  particularly  those 
experiencing  severe  economic  distress. 

Assistance  must  be  part  of  a 
continuous  process  involving  significant 
local  leadership  from  public  officials 
and  private  citizens  and  should  include 
efforts  to  reduce  unemployment  and 
increase  incomes.  These  efforts  should 
be  systematic  and  coordinated,  when 
applicable,  with  planning  organizations, 
and  should  strengthwi  the  planning 
capabilities  of  applicants. 

Planning  program  funds  will  not  be 
used  to  provide  support  to  activities  that 
can  be  funded  xmder  the  EDA  Technical 
Assistance  programs. 

Activities  eUgible  for  support  include 
econcHnic  analysis,  definition  of 
development  goals,  determination  of 
project  opportimities,  development  of 
economic  development  policies, 
processes  and  procedures,  end 
formulation  and  implementation  of  a 
development  program. 

EDA  is  intMested  in  proposals  for 
planning  activities  designed  to  address 
problems  of  economically  distressed 
segments  of  the  population.  Funding 
priority  will  be  given  to  proposals 
promoting  exports,  entrepreneurship, 
and  technology  initiatives  including 
innovation,  transfer  and 
commercialization,  or  that  reduce  - 
barriers  to  the  development  of  new 
businesses.  In  the  case  of  proposals  from 
states,  EDA  is  particularly  interested  in 
innovative  approaches  to  planning  and 
implementing  economic  development 
initiatives,  as  well  as  efforts  that  lend 
themselves  to  replication  in  other  areas. 
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Funding  Availability 

Funds  in  the  amount  of  $4,516 
million  are  available  for  providing  grant 
assistance  under  this  program. 

Funding  Instrument 

Grant  assistance  may  be  provided  for 
up  to  75  percent  of  project  costs. 
Applicants  will  be  required  to  provide 
the  remaining  share,  preferably  in  cash. 
Applications  for  grants  exceeding 
$200,000  will  be  given  low  funding 
priority.  EDA  will  consider  proposals 
for  smaller  grants  to  support  the 
aforementioned  appropriate  activities. 

Project  Duration 

Assistance  will  be  for  the  period  of 
time  required  to  complete  the  work. 
This  period  Is  normally  12  to  18 
months.  If  Congress  makes  funds 
available  for  this  program  in  subsequent 
years,  grantees  may  submit  applications 
for  appropriate  projects  for  up  to  a  total 
of  three  awards. 

Selection  Criteria 

The  content  of  the  proposal  and  the 
economic  distress  of  the  area  will  be  the 
principal  factors  considered  in 
evaluating  proposals  from  eUgible 
entities.  In  assessing  the  distress  factor, 
priority  consideration  will  be  given  to 
proposals  from  states  and  urban  areas 
experiencing  substantial  economic 
distress.  In  the  case  of  urban  areas,  high 
priority  will  be  given  to  those  with 
unemployment  rates  two  or  more 
percentage  points  higher  than  the  U.S. 
average  and  per  capita  income  levels  80 
percent  or  less  of  the  U.S.  average.  For 
states,  high  priority  will  be  given  to 
those  that  meet  both  of  the  above 
criteria,  as  well  as  those  that  meet  one 
of  the  above  criteria  and  have  distress 
equal  to  or  greater  than  the  national 
level  for  the  other  criterion.  The  most 
recent  per  capita  income  and  24-month 
average  unemployment  data  available 
will  be  used  to  measure  economic 
distress. 

Proposals  from  states  or  urban  areas 
which  do  not  exhibit  significant  distress 
on  the  basis  of  imemployment  or 
income  data  will  not  be  considered 
unless  other  acceptable  evidence  of 
substantial  distress  is  provided  by  the 
applicant  (e.g..  large  numbers  of 
agricultural  and  business  failures,  large 
numbers  of  low  income  families, 
drastically  reduced  tax  bases,  etc.). 

Proposals  from  states  and  urban  areas 
which  are  both  below  the  U.S.  national 
unemployment  rate  and  above  the 
national  per  capita  income  are  unlikely 
to  be  funded. 

Proposals  will  be  judged  on  the  basis 
of: 


1.  Appropriateness  of  the  work 
program  to  the  sectipn  302(a)  program 
objectives; 

2.  The  economic  distress  of  the  area 
served  by  the  applicant: 

3.  Extent  to  which  the  proposed 
planning  activities  are  expected  to 
impact  upon  the  service  area's  economic 
development  needs,  and  the  extent  to 
which  the  proposal  addresses  the 
problems  of  the  unemployed  and 
underemployed  of  the  area,  including 
the  farm  families,  minorities,  workers 
displaced  by  plant  closings,  etc.; 

4.  Past  performance  of  currently  or 
formerly  funded  grantees,  if  applicable; 

5.  Hie  amoimt  of  local  partiapation 
provided  as  matching  dollars  to  the 
Federal  funds; 

6.  The  proximity  of  the  performing 
office  to  tne  chief  executive  (i.e., 
likelihood  that  the  activities  will  have  a 
significant  influence  on  the  policy  and 
decision  making  process);  and 

7.  Other  characteristics,  such  as 
involvement  of  the  private  sector  in  the 
proposed  activities,  and  particularly  for 
states,  the  iimovativeness  of  the 
proposed  approach  and  replicability  of 
the  process  or  results. 

Proposal  Submission  Procedures 

Potential  applicants  should  submit 
proposals  that  include: 

1.  A  letter,  signed  by  the  chief 
executive  of  the  applicant  organization, 
indicating  a  desire  to  receive  funds  to 
carry  out  the  plaiming  activities 
outlined  in  the  proposal;  where  the 
funded  planning  program  will  be  placed 
in  the  organization,  including  the  name 
and  title  of  the  person  to  be  responsible 
for  program  implementation;  the 
amount  and  for  what  period  funding  is 
being  requested;  and  ihe  anticipated 
funding  arrangement  if  the  planning 
activity  is  to  continue  beyond  the  period 
of  EDA  support. 

2.  Significant,  verifiable  information 
on  the  level  of  economic  distress  in  the 
area,  including  unemployment  and 
income  data.  Any  major  changes  in 
distress  levels  during  the  past  year 
should  be  described. 

3.  Information  indicating  the 
applicant's  commitment  to  the  proposed 
v/otk  program  as  demonstrated  by 
amount  of  local  funding  and  the  degree 
of  interest  displayed  by  the  chief 
executive. 

4.  A  time  diart  showing  all  major 
work  program  elements,  projected 
element  start  and  completion  dates,  and 
the  related  financial  expenditures 
programmed  for  each  work  element. 

5.  A  work  program  of  no  more  than 
10  pages  which  outlines  the  specific 
planning  activities  that  will  be  carried 
out  under  the  grant  and  specifies  which 


activities  will  be  handled  by  in-house 
staff,  consultants,  etc.  The  work 
program  should  also  explain  the  need 
for  the  proposed  activities,  expected 
impacts  and  their  timing,  target 
population(s),  and  involvement  of  the 
private  sector  in  the  proposed  activities. 

Qurant  grantees  seeking  additional 
funding  under  this  announcement 
should  comply  with  the  instructions  of 
this  notice  and  include  a  3-5  page 
progress  report  for  the  current  grant. 

One  copy  of  the  proposal  should  be 
sent  to  the  appropriate  economic 
development  representative,  and  an 
original  and  one  copy  to  the  appropriate 
EDA  regional  office.  The  EDA  regional 
office  or  the  name,  address  and 
telephone  number  of  the  economic 
development  representative  for  the 
applicant's  area  can  be  found  in  section 
IX  of  this  Notice. 

Formal  Application  Procedures 

EDA  will  evaluate  proposals  xising  the 
selection  criteria  dted  above.  Once  the 
merits  of  the  proposal  are  established, 
EDA  will  initiate  discussions  with  the 
prospective  applicant  to  clarify  and 
improve  elements  of  the  proposal,  if 
necessary,  and  will  invite  those  whose 
proposals  are  selected  for  funding 
consideration  to  submit  formal 
applications,  which  will  include  an  SF- 
424  (OMB  Control  No.  0348-0043)  and 
other  application  materials.  It  should  be 
noted  that  an  invitation  to  submit  a 
proposal  does  not  assure  EDA  funding. 
Proposals  and  applications  will  be 
processed  as  they  are  received. 
Applications  received  after  FY  1993 
funds  are  exhausted  may  be  retained  by 
EDA  for  consideration  for  funding  the 
following  fiscal  year,  assxmiing  funds 
are  available. 

Further  Information 

For  further  information  contact  the 
appropriate  economic  development 
representative,  EDA  regional  office  (see 
section  X  of  this  Notice),  or  the  Director, 
Planning  Division.  Economic 
Development  Administration,  room 
7321,  U.S.  Department  of  Commerce, 
Washington,  DC  20230;  telephone  (202) 
482-3027. 

Vm.  Program:  Econmiiic  Adjustment 
Assistance  (Tide  DQ 

(Catalog  of  Federal  Domestic  Assistance  No: 
11.307  Special  Economic  Development  and 
Adjustment  Assistance  Program-^x)ng-Temi 
EconMnic  Deterioration  (LIED)  and  Sudden 
and  Severe  Economic  Dislocation  (SSED)) 

Summary 

Funds  under  the  Economic 
Adjustment  Program  are  used  to  assist 
areas  experienchig  long-term  economic 
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deterioration  (LTED)  and  i 
threatened  or  impaclad  b^  fudd«i  and 
seven  economic  diekicition  (SSED). 
Thi*  program  i«  autiborixBd  under  title 
IX  of  tbe  Public  Woris  end  Economic 
Development  Act  of  1965,  es  emended. 
42  U.S.C.  3241-3245. 

Progfxun  Directive 

The  LTED  Program  eesists  eligible 
applicants  to  develop  or  implement 
strategies  desig^Md  to  halt  end  reverae 
the  long-term  decline  of  their 
economies.  The  most  common  type  of 
activity  funded  tmder  the  LTED 
Program  is  Revolving  Loan  Funds 
(RLFs),  although  other  types  of  digible 
title  DC  activities  may  be  funded. 

The  SSED  Program  assists  eligible 
applicants  to  respond  to  actual  or 
thraatened  major  job  losses 
(dislocations)  and  other  severe 
economic  adjiistment  problons.  It  is 
designed  to  help  communities  prevent  a 
sudden,  major  job  loss;  to  raestahlish 
employment  opportunities  end  facilitate 
community  adjustment  es  quickly  as 
possible  after  one  occurs;  or  to  meet 
special  needs  resulting  from  severe 
changes  in  economic  conditions.  SSED 
assistance  is  intended  to  respond  to 
permanent  rather  than  temporary  job 
losses.  Assistance  may  be  in  the  form  of 
a  grant  to  develop  a  strategy  to  lespcmd 
to  the  dislocation  (Strategy  Cmtt)  or  a 
grant  to  implement  an  EDA  approved 
strategy  (Implmnentation  Grant). 

In  bght  of  the  current  high  level  of 
economic  distress  in  rural  areas,  EDA  is 
particularly  interested  in  title  K 
projects  designed  to  mitigate  serious 
rural  economic  adjustment  problems. 
EDA  is  also  interested  in  proposals  to 
help  severely  distressed  areas  with  large 
minority  populations. 

Funding  Availability 

Fimds  in  the  amount  of  $22,075 
million  are  available  for  the  Economic 
Adjustment  Program  in  FY  1993.  Of  that 
amount.  $11,038  million  will  be 
available  for  the  SSED  Program  and 
$11.037  million  will  be  available  for  the 
LTED  Pro-am. 

Funding  Instrument 

Title  DC  funds  are  avfarded  throiKh 
grants  not  to  exceed  75  percent  of  ue 

f>roject  cost.  Acceptable  sources  of  the 
ocal  share  indude.  but  are  not  limited 
to,  local  government  general  revenue 
funds;  Community  Development  Block 
&ant  (CDBG)  entitlement  funds  or 
balance  of  state  awards:  and  other 
public  and  i^vate  donations.  The 
Assistant  Secretary  may  waive  all  or 
part  of  the  25  percent  nonfederal  share 
of  economic  edjustment  essistance 
grants,  if  he/she  determines  that  the 


ncmfiBderal  share  is  not  reasonably 
available  because  of  dw  critical  nature 
of  the  rituation  requiring  economic 
adjustment  essistance  or  for  other  good 
cause.  The  full  amount  of  the  localshara 
need  not  be  in  hand  at  the  time  of 
applicatim;  however,  the  applicant 
must  have  a  firm  commitment  boat 
identified  sourceCs),  and  the  funds  must 
be  readily  available.  The  local  share 
must  not  be  encumbered  in  any  way 
that  would  preclude  its  use  as  required 
by  the  grant  agremnent  The  local  share 
for  the  RLF  Program  must  be  in  cash, 
and  while  the  local  share  for  the  SSED 
Program  may  be  cash  or  in-kind,  priority 
consideration  will  be  given  to  proposals 
with  a  cash  local  share. 

Eligible  Applicants 

Eligible  applicants  within  areas 
meeting  the  EDA  eligibiUty  criteria 
described  below  include  s 
redevelopment  area  or  economic 
development  district  established  imder 
title  IV  of  this  Act.  42  U.S.C  3161:  an 
Indian  tribe;  a  state;  a  dty  or  other 
political  subdivision  of  a  state,  or  a 
consortium  of  sxich  political 
subdivisions;  a  Community 
Development  Corporation  defined  in  the 
Community  Economic  Development 
Act,  42  U.S.C  9802:  a  nonprofit 
organization  determined  by  EDA  to  be 
the  representative  of  a  redevelopment 
area;  the  Federated  States  of  Micronesia, 
the  Republic  of  the  Marshall  Islands,  the 
Commonwealth  of  Puerto  Rico,  the 
Virgin  Islands.  Guam.  American  Samoa, 
and  the  Conunonwealth  of  the  Northern 
Mariana  Islands. 

£7igjUei4reas 

A.  LTED 

In  order  to  receive  priority 
consideration  for  funding  under  the 
LTED/RLF  Program,  an  area  must  be 
experiencing  at  least  one  (^  three 
economic  problems:  Very  high 
unonplqyment:  low  per  capita  income; 
or  chronic  distress  (i.e.,  failure  to  keep 
pace  with  national  economic  growth 
trends  over  the  last  five  yean).  Priority 
will  be  given  to  those  areas  with  two  or 
more  of  these  indicators.  Eligibility  is 
determined  statistically.  Further 
information  is  available  from  EDA's 
regional  offices  or  the  economic 
development  represratative  for  your 
area  (see  Section  X  of  this  Notice). 

B.SSED 

In  order  to  receive  priority 
consideration  for  funding  under  the 
SSQ)  Program,  an  area  must  show 
actual  or  tibreatened  permanent  job 
losses  that  exceed  the  following 
threshold  criteria,  unless  otherwise 
determined  by  the  Assistant  Secrstary: 


1.  For  arees  not  in  Metrop<ditan 
Statistical  Areas: 

a.  If  the  imemployraent  rate  of  the 
Lriior  Msricet  Are»  exceeds  the  national 
average,  the  dislocation  must  amount  to 
Uie  lesser  of  two  (2.0)  percent  of  the 
employed  population,  or  500  direct  jobs. 

b.  If  the  unemployment  rate  of  the 
Labor  Market  Area  is  equal  to  or  less 
than  the  national  average,  the 
dislocation  must  amoimt  to  the  lesser  of 
four  (4.0)  percent  of  the  employed 
population,  or  1.000  direct  jobs. 

2.  For  areas  within  Metropolitan 
Statistical  Areas: 

a.  If  the  imemployment  rate  of  the 
MetropoUtan  Stati^ical  Area  exceeds 
the  national  average,  the  dislocation 
must  amount  to  the  lesser  of  one-half 
(0.5)  percent  of  the  employed 
popuiatian.  or  4.000  direct  jobs. 

b.  If  the  unemployment  rate  of  the 
Metropolitan  Statistical  Area  is  equal  to 
or  less  than  the  national  average,  the 
dislocation  must  amount  to  the  lesser  of 
one  (1.0)  percent  of  the  employed 
population  or  8.000  direct  jobs. 

m  additicm,  fifty  (50)  percent  of  the 
job  loss  threshold  must  result  bam  the 
action  of  a  single  employer,  or  eighhr 
(80)  percent  of  the  job  loss  threshold 
must  occur  in  a  single  standard  industry 
classification  (i.e..  two  d^  SIC  code). 

In  the  case  of  a  Presidentially 
declared  natural  disaster,  the  area 
eligibiUty  criteria  are  waived,  hi  other 
similarly  exceptional  circumstances,  the 
criteria  may  be  partially  waived  at  the 
disoetion  of  the  Assistant  Secretary. 

Actual  dislocations  must  have 
occurred  within  one  year  and 
threatened  dislocations  must  be 
anticipated  to  occtir  within  two  yean  of 
the  date  EDA  is  contacted. 

Selection  Criteria 

Proposals  will  be  evaluated  based  on 
cxmfoimance  with  statutory  and 
regulatory  requirements,  the  economic 
adjustment  needs  of  the  area,  the  merits 
of  the  proposed  project  in  addressing 
those  needs  and  the  potential 
applicant's  tiAUty  to  manage  the  grant 
effectively. 

A.  LTED/RLF  Selection  Criteria 

Key  tactonin  EDA's  selection  of 
proposed  LTED/RLF  projects  include: 

1.  Economic  and  Financial  Needs  of 
the  Project  Area: 

a.  Areas  vrith  the  highest  levels  of 
economic  distress  (high  unemplojrment, 
low  per  capita  income,  vacant  pluits. 
det^oFSting  infrastructure,  and 
declining  farm  economy,  etc.)  will 
receive  priori^considonticm. 

b.  Need  for  RLF  financing  will  be 
evaluated  bsoed  on  the  local  capital 
market  and  the  applicant's  analysis  of  it. 
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and  how  clearly  this  analysis  defines 
the  financial  problems  to  be  addressed 
by  the  RLF  pro)ect 

c.  Applicant's  need  for  grant  fiinds  to 
carry  out  the  project  will  be  based  on  an 
assessment  ofits  financial  resources. 

2.  Objectives  and  Benefits  of  Proposed 
Projects: 

Priority  will  be  given  to  projects  that: 

a.  Stimulate  private  sector 
employment.  The  number  and  types  of 
jobs  to  be  created/retained  %vill  be  key 
factors  in  project  selection  along  with 
the  job/cost  ratio  established  for  the  RLF 
portfolio  as  a  whole. 

b.  Target  assistance  to  meet  program 
objectives  and  to  support  specific 
economic  adjustment  activities  planned 
or  underway  in  the  area,  particularly 
those  identified  in  the  OEDP,  title  DC 
strategy,  or  other  plans  developed  to 
deal  with  specific  economic  adjustment 
problems  affecting  the  area.  This  may 
include  target  areas,  industries,  types  of 
employers  or  other  criteria  that 
maximize  the  impact  of  assistance  on 
specific  needs  within  the  area. 

c.  Leverage  higher  ratios  of  private 
investment  than  the  required  minimum 
ratio  of  two  private  sector  investment 
dollars  to  one  RLF  dollar. 

Note:  The  local  share  or  other  funds 
provided  by  the  RLF  to  finance  loans  cannot 
be  counted  as  leveraged  dollars. 

d.  Promote  exports,  entrepreneurship, 
and  technology  initiatives  including 
innovation,  transfer  and 
commercialization. 

e.  Direct  new  job  opportunities  to  the 
long-term  unemployed  and 
underemployed. 

f.  Provide  technical  and  management 
assistance  for  RLF  borrowers,  in 
addition  to  loan  funds. 

g.  Use  creative  financing  techniques 
to  overcome  specific  gaps  in  the  local 
capital  market. 

n.  Make  loans  on  a  timely  basis.  The 
implementation  schedule  for  RLF 
projects  will  normally  require  that  RLF 
loans  in  the  initial  round  be  closed  (and 
all  EDA  funds  disbursed)  within  three 
years  of  grant  approval  with  no  less  than 
50  percent  disbursed  within  eighteen 
months  and  80  percent  within  two 
years. 

i.  Include  a  larger  local  share  than  the 
required  25  percent  or  secure 
commitments  for  future  funding  from 
other  private  or  nonfederal  public 
sources. 

j.  Coordinate  activities  with  other 
economic  development  organizations, 
loan  programs,  employment  training 
programs  and  private  lenders  in  the 
area. 

k.  Are  estabUshed  to  fill  capital  gaps 
as  opposed  to  providing  subsidized 
credit  (i.e..  below  market  interest  rates). 


3.  Effective  Management  of  the  RLF: 
EDA  will  also  evaluate  proposed 

Projects  to  determine  that  the  RLF  will 
a  properly  managed.  Key  factors 
include: 

a.  A  strong  and  effective  Loan 
Administration  Board  with  broad 
community  representation,  including 
appropriate  public  and  private  sector 
representation. 

D.  Staff  capacity  in  program  and 
poUcy  development,  firance,  law. 
marketing,  credit  analysis,  loan 
packaging,  processing,  and  servicing. 

c.  Emaent  procedures  for  loan 
selection,  approval,  and  servicing  which 
emphasize  the  economic  development 
potential  of  loans  as  well  as  soxmd 
management  and  financing  practices. 

d.  A  strategy  for  relending  loan 
repayments  which  will  ensure  that  the 
RLF  revolves  continuously  and  thus 
fulfills  its  purpose  of  creating  jobs  and 
stimulating  economic  activity  on  an 
ongoing  basis. 

e.  Adequate  resources  to  cover 
administrative  costs  of  the  RLF. 

f.  The  potential  applicant's  experience 
and  capacity  for  administering 
economic  and  business  loan  programs. 
If  the  potential  applicant  has  designated 
another  organization  to  administer  the 
project,  EDA  will  evaluate  the 
experience  and  capacity  of  that 
organization,  rather  than  the  potential 
applicant. 

Nongovernmental  (excluding 
economic  development  districts) 
organizations  seeking  funds  must  be 
sponsored  by  the  local  or  state 
government  having  jurisdiction  over  the 
project  area,  and  the  sponsor  must  be 
willing  to  assume  responsibility  for 
operating  the  RLF  should  the 
nongovernmental  entity  no  longer  be 
able  to  administer  the  project. 

B.  SSED  Evaluation  Criteria 

Key  factors  in  EDA's  selection  of 
proposed  SSED  projects  include: 

1.  The  severity  of  the  dislocation  as 
measured  by,  but  not  limited  to,  the 
following  factors: 

a.  The  degree  to  which  the  number  of 
dislocated  workers  exceeds  the 
eligibility  threshold. 

b.  The  proportion  of  the  total  job  loss 
represented  by  a  single  employer. 

c.  The  proportion  of  employment  in  a 
single  standard  industry  classification 
represented  by  the  firm(s)  closing. 

d.  The  applicant's  need  for  grant 
funds  to  carry  out  the  project  based  on 
an  assessment  of  its  financial  resources. 

2.  The  objectives  and  benefits  of 
proposed  activities  as  measured  by  the 
extent  to  which: 

a.  For  Implementation  Grants: 
(1)  Job  creation  or  retention  and 
restoration  of  the  community's 


economic  base  in  the  near  term  are 
emphasized  versus  more  long-term. 

Sneral  economic  development.  Projects 
lely  to  encounter  delays,  particxilarly 
in  initiating  or  completing  construction, 
will  normally  not  be  given  favorable 
consideration. 

(2)  The  jobs  to  be  created  or  retained 
are  permanent,  will  directly  benefit  the 
dislocated  workers  or  will  directly 
facilitate  commimity  adjustment,  and 
are  new  employment  opportunities  and 
not  transferred  from  one  area  of  the 
United  States  to  another. 

(3)  The  response  to  the  problem  is 
timely. 

(4)  EDA  assistance  will  be 
complemented  by,  or  will  complement, 
appropriate  state  and  local  efforts;  for 
example,  training  and  job  placement 
services,  other  Federal  investments,  and 
private  sector  support. 

(5)  The  adjustment  strategy  and 
implementation  activities  proposed 
demonstrate  an  appropriately  creative 
approach  to  addressing  the  dislocation. 

(6)  The  cost  per  job  created  or 
retained  is  minimized. 

(7)  In  the  case  of  a  Revolving  Loan 
Fund,  the  recycled  loan  proceeds 
generate  economic  development 
benefits. 

(8)  The  local  share  exceeds  the 
required  25  percent. 

b.  For  Strategy  Grants: 

(1)  The  applicant  has  demonstrated 
the  capacity  to  manage  the  planning 
process  and  subsequent  implementation 
activities. 

(2)  The  proposed  scope  of  work  is 
responsive  to  the  problem. 

(3)The  focus  of  the  planning  effort  is 
on  the  generation  of  practical  and 
implementabie  solutions. 

(4)  The  local  share  exceeds  the 
required  25  percent. 

Project  Implementation 

As  indicated  in  the  first  section  of  this 
Notice,  EDA  expects  all  grant-funded 
projects  to  be  initiated  and  completed  in 
a  timely  manner  in  accordance  with  the 
schedule  agreed  upon  in  the  grant 
documentation.  The  recipient  will  be 
responsible  for  promptly  notifying  EDA 
of  any  events  that  prevent  adherence  to 
the  approved  schedule.  The  grantee 
must  also  provide  an  explanation  of 
why  the  events  were  beyond  its  ability 
to  predict  or  control  and  obtain  EDA 
approval  of  changes  in  the  schedule 
prior  to  proceeding  with  project 
implementation. 

EDA  expects  grantees  to  anticipate 
predictable  delays  (such  as  those  caused 
by  land  acquisition  problems,  local 
financing  requirements,  acquisition  of 
state  permits  and  approvals,  normal 
weather  conditions  in  area,  and  public 


Federal  Ragiater  /  Vol  58,  No.  6  /  Monday.  January  11.  1993  /  Notices 


3811 


objections  to  the  project),  and  take  them 
into  account  in  preparing  the  project 
schedule.  Grantees  who  foil  to  comply 
with  project  schedules  may  be  subject  to 
grant  suspension  or  termination. 

Proposal  Submission  Procedures 

Interested  parties  should  contact  the 
economic  development  representative 
for  the  area  or  the  appropriate  EDA 
regional  office  (see  section  X  of  this 
Notice)  for  a  proposal  package.  Project 
proposals,  submitted  by  eligible  entities, 
will  be  evaluated  by  EDA  staff  on  the 
basis  of: 

1.  Conformance  with  the  evaluation 
criteria  mentioned  above  and  statutory, 
regulatory  and  policy  requirements. 

2.  The  availability  of  funds. 

Application  Procedures 

Following  a  review  of  project 
proposals,  EDA  will  invite  those 
projects  selected  for  funding 
consideration  to  submit  appKcations.  It 
should  be  noted  that  an  invitation  to 
apply  does  not  assure  funding.  The 
application  will  include  an  ED-S40,  as 
approved  by  the  Office  of  Management 
and  Budget  Control  No.  0610-0058. 

Further  Information 

For  further  information,  contact  the 
appropriate  economic  development 
representative,  EDA  regional  office  (see 
section  X  of  this  Notice),  or  the  Director, 
Economic  Adjustment  Division, 
Economic  Development  Administration, 
room  7327,  U.S.  Department  of 
Commerce,  Washington,  DC  20230: 
telephone  (202)  482-2659. 

IX.  Program:  Trade  Adjustment 
Assistance 

(Catalog  of  Federal  Domestic  Assistance: 
11.313  Economic  Development — ^Trade 
Adjustment  Assistance) 

Summary 

Funds  under  the  Trade  Adjustment 
Assistance  Program  are  awarded  to  a 
network  of  Trade  Adjustment 
Assistance  Centers,  located  around  the 
Nation,  which  provide  technical 
assistance  to  certified  firms  adversely 


affiacted  by  increased  imports.  Funds  are 
also  awarded  under  this  program  to 
organizations  representing  trade-injured 
indiistries.  TTiis  program  is  authorized 
under  the  Trade  Act  of  1974,  title  II, 
Public  Law  93-618,  as  amended,  88 
Stat.  1978. 19  U.S.C  2101-2487. 

Funding  Availability 

Funds  in  the  amount  of  $13,220 
milUon  are  available  for  trade 
adjustment  assistance  to  firms.  These 
funds  will  be  provided  to  the. 
nationwide  netwoik  of  twelve  (12) 
Trade  Adjustment  Assistance  Centers 
(TAACs)  through  cooperative 
agreements  which  will  utilize  all  of  the 
available  funds  for  trade  adjustment 
assistance. 

Therefore,  no  new  centers  will  be 
funded  in  FY  1993.  Funds  in  the 
amoimt  of  $500,000  are  available  for 
industry  technical  assistance. 

Progmm  Objective 

The  Trade  Adjustment  Assistance 
Program  is  designed  to  provide 
techaical  assistance  to  certified  firms 
and  industries  hurt  by  the  impact  of 
increased  imports.  The  TAACs  help 
-firms  submit  certification  petitions  to 
the  Trade  Adjustment  Assistance 
Division  (TAAD)  of  EDA,  and  if  the  firm 
is  certified,  provides  technical 
assistance.  A  firm  should  work  closely 
with  the  appropriate  TAAC  in 
petitioning  for  certification.  Certified 
firms  should  also  work  closely  with  the 
appropriate  TAAC  in  diagnosing  their 
problems  and  developing  an  adjustment 
proposal,  and  in  applying  for  technical 
assistance. 

An  industry  association  or  other 
organization  interested  in  receiving  an 
industry  assistance  cooperative 
agreement  must  meet  with  a  TAAD 
representative  to  discuss  the  industry's 
problems,  opportunities,  and  assistance 
needs. 

Criteria  for  Selecting  Industry 
Assistance  Proposals 

Industry  associations  and  other 
organizations  seeking  trade  adjustment 
industry  assistance  must  demonstrate 


that  the  industry  is  injured  by  foreign 
trade  and  that  the  activities  to  be  funded 
will  yield  some  short-term  actions  that 
the  industry  itself  (and  individual  firms) 
can  and  will  take  toward  the  restoration 
of  the  industry's  international 
competitiveness. 

The  emphasis  is  on  practical  results 
that  can  be  implemented  in  the  near 
term,  and  long-term  research  and 
development  activities  are  given  low 
priority.  It  is  also  expected  that  the 
industry  wrill  continue  activities  on  its 
own  without  the  need  for  continued 
Federal  assistance. 

Application  Procedures 

Industry  associations  or  other 
organizations  seeking  industry 
assistance  must  submit  an  appUcation 
identified  as  Standard  Form  424  (OMB 
Control  No.  0348-0043),  if  encouraged 
to  do  so  as  a  result  of  the  meeting  with 
a  TAAD  representative. 

Acceptable  industry  assistance 
applications  will  be  processed  as  funds 
are  available;  normally  one  to  three 
months  is  required  for  final  decision  on 
application. 

Formula  and  Matching  Requirements 

Generally,  a  minimum  of  50  percent 
share  is  required  for  industry  assistance 
cooperative  agreements. 

Length  and  Time  Phasing  of  Assistance 

Industry  assistance  cooperative 
agreements  are  generally  for  a  12-month 
period,  but  may  be  longer  for  tasks 
requiring  more  time  to  complete. 

Further  Information 

For  further  information,  contact  the 
Director,  Trade  Adjustment  Assistance 
Division,  Economic  Development 
Administration,  room  7023,  U.S. 
Department  of  Commerce,  Washington, 
DC  20230;  telephone  (202)  482-3373. 

X.  EDA  Regional  Offices  and  Economic 
Development  Representatives 

The  EDA  isegional  offices,  states 
covered,  and  the  economic  development 
representatives  (EDRs)  are  listed  below. 


EDRs 


SMmctrmui 


ATLANTA  REGIONAL  OFHCE 

401  West  Peachtree  Street,  NW.,  suite  1820,  Atlanta,  Georgia  30308-3510.  Telephone:  (404)  730-3002 

BiLette.  F.  Wayne.  Aronov  BuUding.  room  134,  474  South  Court  Street,  Montgomery,  AL  36104,  Telephone:  Alabama. 

Day,  William  J.  Jr..  Federal  Building,  room  423,  80  North  Hughey  Avenue.  Orlando.  FL  32801.  Telephone:  Florida. 

(4071  64S~6572 

Smith.  Lola  B..  401  Wert  Peachtree  Street.  NW..  suite  1820.  AUante,  GA  30308-3510.  Telephone:  (404)  730-  Georgia. 

HurtS;  Bobby  D..  771  Corporate  Drive,  suite  200,  Lexington.  KY  40503-6477.  Telephone:  (606)  233-2596 Kentucky. 
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Ainsworth.  Bob.  221  Federal  Building,  100  West  Capltid  Street.  JacJoon.  MS  39269.  Telephone:  (601)  965-    MiwlsrippL 

tones  Dele  L  P  O.  Box  2522.  Raleigh.  NC  27601.  Telephone:  (919)  856-1570  North  Caiollna. 

K.  ftl^ci;  M  .  SS^TTiimnood  Federal  Building^835  As^oibly  &n«t  looo  840.  Columbia.  SC  29201.    South  Carohna. 

Telephone:  (803)  765-5676. 

Parks.  MitcheU  S..  261  Cumberland  Bend  Drive.  Nashville.  TN  37228.  Telephone:  (615)  738-5911  Tennessee. 

AUSTIN  REGIONAL  OPnCB 

Suite  201.  Gfant  Building.  611  East  Sixth  Street.  Austin.  Texas  78701-3748.  Telephone:  (512)  482-5461 

Spearman.  Sam.  room  2509.  Federal  Building.  700  West  Capitol.  Little  Rock.  AR  72201.  Telephone:  (501)  324-    Arkansas 

*ifi37 

Davidson.  Pamela.  412  North  Fourth  Street,  room  104.  Baton  Rouge.  LA  70802-6523.  Telephone:  (504)  389-    Louisiana. 

0227 

Swearingen.  James.  P.tt  Box  2662.  Santa  Pe.  NM  87501.  Telephone:  (505)  988-6557 •"••—;;•-    Jllfru^'^"'- 

WatersT^vin  X.  Jr..  5500  North  Western,  suite  148.  Oklahoma  Qty.  OK  73118-4011.  Telephone:  (405)  231-    Oklahoma. 

4197 
Ramlrer.  Roy.  suite  201.  Grant  Building,  611  Bast  Sixth  street.  Austin.  TX78701-J748.  Telephone:  (512)  482-    Texas  (south). 

5118 
Jacob.  Lawrence,  suite  201.  Grant  Building,  611  East  Sixth  Street.  Austin.  TX  78701-3748.  Telephone:  (512)    Texas  (north). 

482-5119. 

CHICAGO  REGIONAL  OFHCB 

111  North  Canal  Street,  suite  855.  Chicago.  IL  60606-7204.  Telephone:  (312)  353-7706 

Casals,  Alfred  L.  509  Wert  Capitol,  suite  204,  Springfield.  IL  62704.  Telephone:  (217)  492-4224  Illtools. 

Henderson.  Richard  L.  Federal  BuUding  Courthouse,  room  402,  46  East  Ohio  Street,  Indianapolis,  IN  46204.  Indiana. 

Telephone:  (317)  226-6104.  ,     ^         ,,»,„.  »*._».. 

CoUlson.  James  L.  100  North  Warren  Avenue,  room  1018,  Saginaw.  MI  48605-0867.  Telephone:  (517)  758-  Michigan. 

4097 
Arnold.  John  K  ffl.  104  Federal  Building.  515  Wert  Firrt  Strert.  Duluth.  MN  55802.  Telephone:  (218)  720-    Minnesota. 

Hickey.  Robert  P..  Federal  Building,  room  607,  200  North  High  Strert.  Columbus,  Ohio  43214,  Telephone:    CMilo. 

(614)  469-7314.  ,.„  , 

Price.  Jack  D..  505  South  Dewey  Strert,  room  202,  Eau  Claire.  WI  54701.  Telephone:  (715)  834-4079 Wisconsin. 

IffiNVER  REGIONAL  OFFICB 
1244  Speer  Boulevard,  room  670.  Denver,  Colorado  80204,  Telephone:  (303)  844-4714 

Zender  John.  1244  Speer  Boulevard,  room  632.  Denver.  CO  80204.  TelejAone:  (303)  844-4902  Colorado.  Kansas. 

CecU,  Robert,  Federal  BuUding.  room  593A,  210  Walnut  Street,  Des  Moines.  lA  50309,  Telephone:  (515)  284-  Iowa. 

4746. 

Koch,  Ponert  B.,  Robert  A-  Young  Building,  room  8.308H.  1222  Spruce  Street.  St  Louis.  MO  63103.  Tele-  Missouri. 

phone:  (314)  539-2321.  ,  ^.     ^ 

Rogers  John  C  Federal  Building,  room  196.  Drawer  10074.  Helena.  MT  59626.  Telephone:  (406)  449-5074  ....  Montana. 

Albertson.  Warren  A.,  Federal  Building,  room  219.  Pierre.  SD  57501,  Telephone:  (60S)  224-8280 Nebraska.  South  Dakota. 

Grant.  Cornelius  P.,  P.O.  Box  1911,  Bismarck,  ND  58501.  Telephone:  (701)  250-4321  North  Dakota. 

Ockey.  Jack.  Federal  Building,  room  2414. 125  South  State  Street,  Salt  Lake  City,  UT  84138.  Telephone:  (801)  Utah.  Wyoming. 

524-5119. 

PHILADELPHIA  REGIONAL  OPnCB 

Curtis  Center.  Independence  Square  West,  suite  140  South,  Philadelphia.  PA  19106,  Telephone:  (215)  597-4603 

Hammariund.  CN.  Jr..  Federal  Office  Building,  room  453.  450  Main  Street.  Hartford.  CT  06103,  Telephone:  Connecticut.  Rhode  Island. 

(203)  240-3256.  „  ,  w      i     j     tm 

Flynn.  Patricia  A.,  2568  Riva  Road,  2nd  Floor,  Annapolis,  MD  21401,  Telephone:  (410)  962-2513  Delaware.   Maryland,   Dls- 

'  trict  of  Columbia. 

Blitz,  Sandford,  Federal  Building,  room  410D.  40  Western  Avenue.  Augurta.  MB  04330.  Telephone:  (207)  622-  Maine. 
8271. 

Fltzhenry,  William  A.,  Boston  Federal  Office  Building,  10  Causeway  Strert,  room  420  (Box  2),  Borton.  MA  Massachusetts. 

02222-1036,  Telephone:  (617)  565-7235.  ^.       ..  ^,      „ 

Potter,  RiU,  V.,  143  North  Main  Strert.  suite  209.  Concord.  NH  03301.  Telephone:  (603)  225-1624 New  Hampshire.  Vermont 

Rosslgnol.  Qifford  J..  44  South  Clinton  Avenue,  room  703.  Trenton.  NJ  08609.  Telephone:  (609)  989-2192  New  Jersey. 

Marshall.  Harold  J.  D.  620  Erie  Boulevard  West,  suite  104.  Syracuse,  NY  13204,  Telephone:  (315)  423-5203  ....  New  YotL 

Pecone.  Anthony  M.  1933A  New  Berwick  Highway,  Bloomsburg,  PA  17815.  Telephone:  (717)  389-7560  Pennsylvania. 

Cruz.  Ernesto  L.  Federal  Office  Building,  room  620.  150  Carlos  Chardon  Avenue.  Hato  Rey.  PR  00918-1738.  Puerto    Rico.    Virgin    la- 
Telephone:  (809)  766-5187.  ,„!!?. 

Noyes,  Neal  E.,  P.O.  Box  10229,  Richmond.  VA  23240,  Telephone:  (804)  771-2061 - Virginia. 

DavU.  R.  Byron,  Roae  City  Press  Building.  550  Began  Street,  room  305,  Charierton.  WV  25301,  Tdqihoiw:  Wert  Vlrglnta. 
(304)347-5252. 
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SEATTLE  REGIONAL  OFFKB 
Jackson  Federal  Building,  room  1856.  915  Second  Avenue,  Seattle.  Wathington  98174.  Telephone: 

Richert.  Bemhard  E.  Jr..  605  Wert  4th  Avenue,  room  G-80.  Anchorage.  AK  99501-7594.  Telephone:  (907) 

271~2272 
Perot.  C  Antony.  Federal  Building,  room  3406.  230  North  Flrrt  Avenue.  Phoenix.  AZ  85025.  Telephone:  (602) 

179-3750. 

Soeson.  Deena  R..  1345  J  Street,  suite  B.  Sacramento.  CA  95814.  Telephone:  (916)  551-1541  

Lewis.  William  J..  1345  J  Street,  suite    .  Sacramento.  CA  95814.  Telephone:  (916)  551-2W0  •••"••-•••;•"""— 
Oaks.  Charles  W..  11000  Wilshire  Boulevard,  room  11105.  Los  Angeles.  CA  90024.  Telephone:  (310)  575-7286 
McChesney.  Frank.  P.O.  Box  50264.  Federal  Building,  room  4106.  Honolulu.  HI  96850.  Telephone:  (808)  541- 
3391. 


Aiu 


m.  Aldred  F.,  room  441.  304  North  8th  Street.  Boise.  ID  83702.  Telephone:  (208)  334-1521 


Bert)linger.  Anne  S..  One  World  Trade  Center.  121  S.W.  Salmon  Street,  suite  244.  Portland.  OR  97204.  Tele- 
phone: (503)  326-3078.  „        ,,.,*„„.,.    .r  1     u 
Busch.  Jay  M..  Jackson  Federal  BuUding.  915  Second  Avenue,  room  1856.  SeatUe.  WA  98174.  Telephone: 

(206)553-4740. . 


(206)  553-0596 
Alaska. 

Arizona.    Nevada    (except 

Elko.  Eureka  and  White 

Pine  Counties). 
California  (northern). 
California  (central). 
Calilinnia  (southern). 
Hawaii.  Guam.  American 

Samoa.  Marshall  Islands. 

Micronesia.       Northern 

Marianas. 
Idaho,  Nevada  (counties  of 

Elko,   Eureka   ft    White 

Pine). 
Oregon. 


Washington. 


bati 


ated:  January  5. 1993. 
L.  Joyce  Hampos, 
Assistant  Secretary  for  Economic 
Development 

[FR  Doc  93-475  FUed  1-8-93;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 
Agricuttura  Marketing  Servica 
7CFRPartS2 
[FV-«1-329] 

UnHed  Stataa  Standarda  (or  Qradaa  Of 
Frozen  CauHflowef 

agency:  Agricultural  Marketing  Service, 

USDA. 

ACnow;  Proposed  rule. 

summary:  The  purpose  of  this  proposed 
rule  is  to  revise  the  current  voluntary 
U.S.  Standards  for  Grades  of  Frozen 
Cauliflower.  The  proposed  rule  was 
developed  by  the  U.S.  Department  of 
Agriculture  (USDA)  at  the  request  of  the 
American  Frozen  Food  Institute  (AFFl) 
and  the  National  Food  Processors 
Association  (NFPA).  Its  effect  would  be 
to  improve  the  standards  by:  Bringing 
the  standards  in  line  with  ciirrent 
marketing  practices  and  innovations  in 
processing  tedmiques;  providing  for  the 
"individual  attributes"  procedure  for 
product  grading  with  sample  sizes, 
acceptable  quality  levels  (AQL's), 
tolerances  and  acceptance  numbers 
(niunber  of  allowable  defects)  being 
published  in  the  standards;  replacing 
dual  grade  nomenclature  with  single 
letter  grade  designations,  such  as  "U.S. 
Grade  A"  or  U.S.  Fancy."  with  "U.S. 
Grade  A;"  and  providing  a  uniform 
format  consistent  with  other  recently 
revised  U.S.  grade  standards  by 
adopting  definitions  for  terms  and 
replacing  textual  descriptions  with  easy- 
to-read  tables.  This  proposed  rule  also 
includes  conforming  and  editorial 
changes. 

DATES:  Comments  must  be  received  on 
or  before  March  12, 1993. 
A00RE8SE8:  Interested  persons  are 
invited  to  submit  written  comments 
concerning  this  proposal.  Comments 
must  be  sent  in  duplicate  to  the  OfBce 
of  the  Branch  Chief,  Processed  Products 
Branch,  Fruit  and  Vegetable  Division, 
Agricultural  Marketing  Service,  U.S. 
Department  of  Agriculture,  P.O.  Box 
96456,  room  0709,  South  Building, 
Washington,  DC  20090-6456. 
Comments  should  make  reference  to  the 
date  and  page  number  of  this  issue  of 
the  Federal  Register  and  will  be  made 
available  for  public  inspection  in  the 
Office  of  the  Branch  Chief  during 
regular  business  hours. 
FOR  FURTHER  MFORMATKM  CONTACT. 
Randle  A.  Macon,  Processed  Products 
Branch,  Fruit  and  Vegetable  Division, 
Agricultural  Marketing  Service,  U.S. 
Department  of  Agriculture,  P.O.  Box 
96456,  room  0709,  South  Building. 


Washington,  DC  20090-6456. 
Telephone:  (202)  720-6247. 
SUPPLEMENTARY  MFORMATKM:  This  rule 
has  been  reviewed  under  USDA 
procedures.  Executive  Order  12291  and 
Departmental  Regulation  1512-1  and 
has  been  designated  as  a  "nonmajor" 
rule.  It  will  not  result  in  an  annual  effect 
on  the  economy  of  $100  million  or 
more.  There  will  be  no  major  increase 
in  cost  or  prices  for  consumers; 
individual  industries;  Federal,  State,  or 
local  government  agencies:  or 
geographic  regions.  It  will  not  result  in 
significant  exacts  on  competition, 
employment,  investments,  productivity, 
innovations,  or  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

TUs  proposed  rule  has  been  reviewred 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroactive  effect.  This 
proposed  rule  will  not  preempt  any 
State  or  local  laws,  regulations,  or 
policies,  unless  they  present  an 
irreconcilable  conflict  with  this  rule. 
There  are  no  administrative  procedures 
which  must  be  exhausted  prior  to  any 
judicial  challenge  to  the  provisions  of 
this  rule. 

Agencies  are  required  to  periodically 
review  existing  regulations.  An 
objective  of  the  regulatory  review  is  to 
ensure  that  the  grade  standards  are 
serving  their  intended  purpose,  the 
language  is  clear,  and  the  standards  are 
consistent  with  AMS  policy  and 
authority. 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome  and  are  easy  for 
the  public  to  tuiderstand.  use  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  oelieves 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 


efficient  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  bxirdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 

Comments  siiggesting  less 
burdensome  or  more  efficient 
alternatives  should  be  addressed  to  the 
agency  as  provided  in  this  Notice. 

The  Administrator.  Agricultural 
Marketing  Service,  has  certified  that  this 
action  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities,  as  defined  in 
the  Regulatory  Flexibility  Act.  Pub.  L. 
96-354  (5  U.S.C  601  et  seq.).  The 
proposed  changes  reflect  current 
marxeting  practices.  The  use  of  these 
standards  is  volimtary.  A  small  entity 
may  avoid  incurring  any  economic 
impact  by  not  employing  the  standards. 

in  1988,  the  Western  Technical 
Advisory  Committee  of  the  American 
Frozen  Food  Institute  (AFFI),  requested 
that  the  USDA  prepare  a  draft  revision 
of  the  U.S.  grade  standvds  for  frozen 
cauliflower.  This  draft  was  to  allow  for 
the  use  of  mechanical  trimming  devices 
in  cauliflower  processing  by  de- 
emphasizing  the  importance  of  uniform 
shape  and  symmetry  of  caidiflower 
clusters.  Mechanical  trimmers  now 
perform  processing  operations 
previously  done  by  hand.  The 
mechanical  trimming  devices  produce 
clusters  which  are  less  uniform  in  size, 
shape,  and  symmetry  and  remove, 
partially  or  completely,  the  bud  portion 
of  the  unit.  Shapes  are  "cosmetic"  in 
nature  and  do  not  significantly  affect  the 
eating  quality  or  nuMtional  value  of 
frtizen  cauliflower. 

It  was  also  requested  that  the  draft 
revision  of  the  standards  incorporate  a 
grading  system  to  make  a  better 
determination  of  quality.  The  grading 
system  would  assign  individual 
tolerances  to  each  individual  quality 
factor.  The  system  of  grading,  referred  to 
as  "individual  attributes."  would 
provide  statistically  derived  acceptable 
quality  levels  (AQL's)  based  on  the 
tolerances  tn  the  currant  grade 
standards.  The  USDA  prepared  a  market 
survey,  incorporating  the  requested 
changes  and  several  other  minor 
editorial  changes. 

USDA  staff  discussed  this  draft  with 
the  AFFI  Western  Technical  Advisory 
Committee  in  January  1989.  At  that 
meeting,  the  USDA  asked  if  other  styles 
should  oe  incorporated  in  the  prop<Med 
standards.  The  Committee  preferred  to 
limit  the  styles  as  defined  in  the  draft 
No  further  comments  were  received. 
USDA  then  prepared  another  draft 
incorporating  several  minor  editorial 
changes  and  submitted  it  to  the  AFFI 
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Western  Tedmical  Aihrisoiy  GcNnsnttee 

in  Februaiy  1990.  No  comnMnts  ¥Pere 
received. 

In  1992.  the  USDA  Gnda  SUncbrds 
Review  Subcommittse  of  tfae  National 
Food  Prooessofs  AsaoctatioB  (hffPAL 
requested  that  the  USOA  pwpfe  •  ikaA 
revisioa  of  the  U.S.  gnde  standsnls  for 
frozen  cauliflower.  It  also  requested  that 
the  draft  revision  of  Uw  staaoards 
incorporate  the  "individual  attzibutes" 
grading  system.  The  USDA  prapaved  a 
draft  revision  and  diacussad  it  %vi&  tlw 
^4FPA  USDA  Grade  Standards  Review 
Subcommittee  in  May  1992.  The 
subcommittee  reconunefMled  minor 
editorial  changes  for  the  draft  standard. 

The  proposed  standards  wnwld 
incorporate  the  recommended  changes 
and  USDA's  policy  of  repladag  dual 
grade  nomenclature  with  tingle  letter 
grade  designations.  Under  the  proposal, 
"U.S.  Grade  A"  (or  "U.S.  Fancy")  and 
"U.S.  Grade  B"  (or  "U.S.  Extra 
Standard")  would  simply  become  ""U.S. 
Grade  A,"  and  1J.S.  Grade  B." 

In  addition  to  these  substantive 
changes,  this  proposed  niiamaifiag 
would  modify  the  staodarda  so  as  to 
present  them  in  a  simplified  easy-to-use 
format.  Consistent  with  recent  ivvisions 
of  other  U.S.  grade  standards, 
definitions  of  terms  and  easy-to-read 


tables  wnnild  replace  the  textual 
descriptions.  These  changes  are 
intendsd  to  fadUtsto  better 
undnManding  and  more  unifonn 
application  of  the  grade  itandards. 

List  of  Sukjecy  in  7  CFR  Fart  52 

Food  grades  and  slaadvda.  Food 
labeling,  Froaan  foods,  F^uit  Juices, 
Fruits.  Reporting  and  raoordkaepiag 
requirements,  Vegetablaa. 

For  the  raasons  sat  forth  in  thn 
preamble,  the  US.  DepsrtawA  oi 
Agricuitioe  pnipoees  to  amand  7  cm 
part  52  as  lukMrs: 

PART  52-PROCESSEO  FRUITS  AMD 
VEGETABLES,  PROCESSED 
PRODUCTS  THEREOF.  AND  CERTAIN 
OTHER  PROCESSED  FOOD 
PRODUCTS 

1.  The  authority  for  part  52  contiaves 
to  read  as  follows: 

Authority:  7  U.S.C  1«22, 1624. 

2.  The  Subpart— United  States 
Standards  for  Grades  of  Frozen 
Cauliflower  is  revised  to  read  as  fiJlows.' 

SiApsrt   United  StatM  Standards  for 
Grades  of  Frozen  Cauliflower 

Sec 

52.721    Prodactdescdpttoa. 


S«c 

52.722 

52.723 

52.724 

52.725 

52.726 

52.727 


Stytos. 

Re 
DafiaitioBsofl 

Qn4m 

Factors  of  quality. 
Raquinsoatss  far  rlaMifisd  ^uali^ 
tatiton. 

52.728  Sample  size. 

52.729  Acceptable  criteria. 

152.721    PiuiiBiiiiiiiii»ilan. 

Frozen  cauliflower  is  prepared  from 
fresh  flower  heads  of  the  cauliflower 
plant  {Bmssica  cieracea  botrytis)  by 
trimming,  washing,  and  blanching  and 
is  frozen  and  maintained  at 
temperatures  necessary  for  presarvatton 
of  the  product 


f  52.722 

(a)  Queers  aaan  individual  segBMots 
of  trimmed  and  cored  cauliflower  heads, 
which  aeasore  not  less  than  20  ram 
(0.75  in)  in  the  greatest  dixnension 
across  tlie  top  of  tlH  unit 

(b)  Cfiisters  for  limited  ase  mean 
individud  aagmeaU  of  trionaed  and 
cored  oauliflaaaar  beads.  wUdi  i 
from  6  mm  ((US  in)  to  lass  disn  20  ( 
tO.75  in)  in  the  greaiost  dimension 
across  the  top  trf  &»  unit 

1 52.723    Requirements  for  style. 


TARI  F  1.— AQL'S  and  TCXERANCES  (TOL)  for  STYtE  DEFECTS  m  OUUSTB^  BASED  OM  1O0  UMTO  OF  PROOI^IS 

FOR  1 3  Sample  Units,  100x13=1300  Units 

, 

ClustecB  style 

aoL 

ToL 

Style  defects 

Each  unit  less  than  20  mm  (0.75  In) 

16J 

20.0 

Table  ii.— acofptanoe  Nimsbrs  fon  Siyle  Oefectts  m  Clusters 

Units  o«  product 

300 

600 

1300 

2100 

2900 

Style  artecti  (wtRs  less  than  20  mnHfilS  ki)] „ - 

66 

125 

261 

414 

sas 

Table  W.— AQL's  and  Tolerances  (Tol)  tor  Style  Defects  in  Clusters  tor  Iimited  use,  300  Grams  of 

Product  for  13  Sample  Units.  300x13=3900  Grams 


Style  defects . 
Style  aBleds. 


CHtBly^  tef  Ikntt9fl  4jfi0  Atwto 


a04wii(0J5«4«ri 
teee«wn«4w«(0.SS4i4 


M3L 


t«.0 
92 


TSL 


IDA 


Table  IV.— Acceptance  Number  for  Style  Defects  in  Clusters  for  Limited  use 


Qremettf  product 


BOO 


1800 


3900 


6300 


8700 


Style  defects  (grams)  lurltsfOfnm  (0.75  In)  or  Brealx] . 
Style  defects  (9ianw)(unll>  Jen  Van  «  mm  (OZSin)!  _ 


190 
96 


187 


jai 

380 


1248 
619 


1713 
847 


|5i724  Oainltionaftanaa. 

(a}  Acceptable  qmalitylmfel  (AQp.) 
means  the  xoaxinuna  peicent  of 
defective  units  or  &a  maicbnum  namber 
of  dafscts  par  humbed  unto  of  piaduct 


that,  for  the  purpose  (^acceptance 
samidiBg,  can  be  considered  satisfa^oiy 
as  a  process  average. 

(b)  JUemisked  means  the  daatOT  is 
aReded  or  daaMigedbgr  pathological 


injury.  Insect  injury,  discoloratkai  or 
any  otiaar  injury,  which  singly  or  in 
combination,  affects  the  appear  anca  or 
eating  quality  of  flie  unit 
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(1)  Minor  means  a  unit  with  a  darit 
blemish  exceeding  the  area  of  a  circle  4 
mm  (0.16  in)  in  diameter  but  not 
exceeding  6  mm  (0.25  in)  or  a  light 
blemish  exceeding  the  area  of  a  circle  6 
mm  (0.25  in)  in  diameter. 

(2)  Ma/or  means  a  unit  with  a  dark 
blemish  exceeding  the  area  of  a  circle  6 
mm  (0.25  in)  in  diameter. 

(c)  Character  means  the  extent  of 
firmness  and  compactness  of  the  cluster 
and  its  degree  of  freedom  from  fuzzy, 
mushy,  ricey  and  soft  units. 

(1)  Fuzzy  character  means  a  cluster 
with  elongated  individual  floral  stems 
(petioles)  that  results  in  a  fuzzy 
appearance. 

(2)  Mushy  character  means  a  cluster 
that  is  excessively  soft  or  flabby  and  the 
flesh  yields  readily  when  handled. 

(3)  Ricey  character  means  a  cluster 
with  elongated  branches  that  result  in  a 
loose  or  granular  appearance. 

(4)  Soft  character  means  a  cluster  that 
is  Ump  but  not  flabby. 

(d)  Color  defect  means  that  after 
cooking,  the  cluster  possesses  a  color 
darker  than  light  cream.  The  individual 
units  may  possess  a  characteristic  green 
or  bluish  tint  on  the  branches. 

(e)  Core  material  means  the  loose  or 
attached  center  portion  of  the 
cauliflower  head  which  is  tough  or 
fibrous. 

(f)  Defect  means  any  nonconformance 
of  a  unit(s)  of  product  from  a  specified 
requirement  of  a  single  quality 
characteristic. 

(g)  Fragments  mean  a  stem  or  other 
cauliflower  material  without  head 


material  (exclusive  of  core  material, 
loose  leaves,  and  small  pieces). 

(h)  Loose  leaves  mean  leaf  material, 
exclusive  of  small  tender  leaves,  that  is 
detached  from  the  stem. 

(i)  Mechanical  damage  means  that  the 
appearance  of  the  unit  is  seriously 
afiected  by  excessive  or  insufficient 
trimming,  or  the  unit  is  crushed  or 
broken  to  the  extent  that  the  appearance 
is  materially  affected. 

(j)  Normal  flavor  and  order  means 
that  the  cauliflower,  before  or  after 
cooking,  has  a  flavor  and  odor  that  is 
normal  and  is  free  fiom  objectionable 
flavors  and  odors. 

(k)  Sample  unit  means  the  amount  of 
product  specified  to  be  used  for  grading. 
It  may  be: 

(1)  The  entire  contents  of  a  container; 

(2)  A  portion  of  the  contents  of  a 
container, 

(3)  A  combination  of  the  contents  of 
two  or  more  containers. 

(1)  Tolerance  (TOL.)  means  the 
maximum  percent  defective  allowed,  for 
each  quality  factor  for  a  specific  sample 
size,  per  defect. 

(m)  Unit  means  one  cluster  or  piece  of 
cauliflower. 

152.725    Grade*. 

(a)  U.S.  Grade  A  is  the  quality  of 
frozen  cauliflower  that: 

(1)  Meets  the  following  prerequisites 
in  which  the  cauliflower 

(i)  Has  similar  varietal  characteristics; 
and 

(ii)  Has  a  normal  flavor  and  odor. 


(2)  Is  within  the  limits  for  defects  as 
specified  in  Tables  VI  and  Vm.  as 
applicable  for  the  style  in  §  52.727. 

(b)  U.S.  Grade  fl  Is  the  quality  of 
frozen  cauliflovrer  that: 

(1)  Meets  the  following  prerequisites 
in  which  the  cauliflower: 

(i)  Has  similar  varietal  characteristics; 
and 
(ii)  Has  a  normal  flavor  and  odor. 

(2)  Is  within  the  limits  for  defects  as 
specified  in  Tables  VI  and  vm,  as 
applicable  for  the  style  in  S  52.727. 

(c)  Substandard  is  the  quality  of 
frozen  cauliflower  that  fails  to  meet  the 
requirements  of  U.S.  Grade  B. 

152.726  Factora  of  quality. 

The  grade  of  frozen  cauliflower  is 
based  on  meeting  the  reqiiirements  for 
the  following  factors: 

(a)  Prerequisites; 

(1)  Varietal  characteristics;  and 

(2)  Flavor  and  odor. 

(b)  Classified  quality  factors: 

(1)  Blemished: 

(2)  Fuzzy  character: 

(3)  Mushy  character. 

(4)  Ricey  character. 

(5)  Soft  character; 

(6)  Color  defects: 

(7)  Core  material: 

(8)  Fragments; 

(9)  Loose  leaves:  and 

(10)  Mechanical  damage. 

152.727  Requlramants  for  ctaMifM 
quality  faetora. 


Table  V  — AQL's  and  Tolerances  (Tol.)  for  Defects  in  Clusters  Style  Based  on  100  Units  of  Product 

FOR  13  Sample  Units.  100x13=1300  Units 


Dfltads 


BIflfnIshMl  (maJoO 

Total  bieinlshed  (maior  &  minof) 

Fuzzy  character ..._ 

Mushy  character 

Ricey  character „ 

Sod  character 

Color  detact 

Cora  material  — ~ 

FragnMhts  ..._» „_..»..«. 

Loose  leaves — ~- 

Mechanical  damage  — 


Grade  A 


AOL 


4.1 
8.7 

1.47 

0.661 

S.9 

8.7 

2.32 

2.32 
6.8 

2.32 
6.8 


ToL 


5.0 
10.0 
2.0 
1.0 
7.0 
10.0 
3.0 
3.0 
8.0 
3.0 
8.0 


QiadeB 


AOL 


8,7 

13.5 

6.8 

3.2 

1^4 

12.5 

8.7 

4.1 

13.5 

6.8 

13.5 


Td. 


10.0 

15.0 

8.0 

4.0 

14.0 

14.0 

10.0 

5.0 

^SJO 

8.0 
15.0 


Fragments 

Loose  leaves  (N< 
Mechanical  damj 


Blemished  (majo 
Total  t)lemished 
Fuzzy  character 
Mushy  character 
Ricey  character 
Soft  character  ... 

Color  delect 

Core  material  ... 

Fragments 

Loose  leaves .... 
Mechanical  dant. 


Blemished  (Grar 
Total  blemished 
Fuzzy  character 
Mushy  charactei 
Ricey  character 
Soft  character  (5 
Color  delect  (grs 
Core  material  (g 
Fragments  (grar 
Loose  leaves  (N 
Mechanical  dam 


§52.728    Sar 


UMI 


Table  VI.— Acceptance  Numbers  for  Clusters  Style 

GTMtsA 

Grades 

Unltt  o(  product 

300 

600 

1300 

2100 

2900 

300 

600 

1300 

2100 

2900 

Blemished  (m^or)            

18 
34 

8 
4 
24 
34 
11 
11 

33 

64 

14 

7 

45 

64 
20 
20 

05 
130 
26 
13 
01 
130 
38 
M 

101 

206 

40 

20 

142 

206 

60 

60 

137 

278 

53 

26 

182 

278 

81 

•1 

34 
80 
•    28 
18 
46 
47 
94 
M 

64 
•4 
61 
26 
87 
88 
64 
38 

130 
196 
104 

52 
180 
182 
130 

6S 

205 
309 

162 
80 
285 
287 
205 
101 

278 

Total  tHemislMd  (m^  a  minor) 

Fuzzy  ctMrader - 

421 
220 

MiMfty  chwactar                        

108 

Rlew  ftttfiiitf 

:j89 

Soft ctMraetar                      ,    .,, 

302 

Cotorttaftcl                

278 

Cora  maiailal - 

: 
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Table  VI.— Acceptance  Numbers  for  Clusters  Style— Continued 


GndeA 

GiadeB 

Units  of  protftjct 

300 

600 

1300 

2100 

2900 

300 

600 

1300 

2100 

2900 

Fraamonts i 

2S 
11 
28 

51 
20 
51 

104 

39 

104 

162 

60 

162 

220 

81 

220 

SO 
28 
SO 

94 
51 
94 

195 
104 
195 

309 

162 
309 

421 

Loose  leaves  (No.  o(  leaves) 

Mechanical  damage 

220 
421 

Table  VII.— AQL's  and  Tolerances  (Tol.)  for  Defects  in  Clusters  for  Umiteo  use  Style  Based  on  300 
Grams  of  Product  for  13  Sample  Units,  300x13=3900  Grams 


Defects 


Blemished  (major) 

Total  blemished  (major  &  minoi) 

Fuzzy  character 

Mushy  character  

Ricey  character „ 

Soft  character 

Color  defect 

Core  material  

Fragments -... 

Loose  leaves 

Mecfunical  damage 


QmdeA 


AOL 


4.5 
92 

1.67 
0.774 
6.3 
9.2 
4.5 
2.6 

14.1 
2.6 
7.3 


To«. 


5.0 

10.0 

2.0 

1.0 

7.0 

10.0 

5.0 

3J0 

15.0 

3.0 

8.0 


Grade  B 


AOL 


9.2 

14.1 
7.3 
3.5 

13.1 

13.1 
9.2 
4.5 

24.9 
7.3 

14,1 


Tot. 


10.0 
^SJO 

6J0 

4.0 
UX) 
14.0 
10.0 

5.0 
26.0 

8.0 
15.0 


Table  VIII.— Acceptance  Numbers  for  Defects  in  Clusters  for  Umited  Use  Style 


Grams  of  product 


Blemished  (Grams)  (Major)  

Total  blemished  (grams)  (major  &  mm) 

Fuzzy  character  (grams) • 

Mushy  character  (grams) 

Ricey  character  (grams)  

Soft  character  (grams) 

Color  delect  (grams) 

Core  material  (grams) 

Fragments  (grams)  

Loose  leaves  (No.  of  leaves) 

Mechanical  damage  (grams) 


900 


51 
98 
21 
11 
69 
96 
51 
31 
144 
31 
79 


Grade  A 


1600 


96 

187 

39 

20 

131 

187 

96 

58 

278 

58 

150 


3900 


197 
390 
78 
39 
271 
390 
197 
118 
586 
118 
312 


6300 


311 
619 
122 
60 
430 
619 
311 
185 
934 
185 
495 


8700 


424 
847 
165 
61 
587 
847 
424 
251 
1280 
251 
677 


Grade  B 


900 


98 

144 

79 

41 

134 

134 

98 

51 

245 

79 

144 


1800 


187 
278 
150 

76 
259 
259 
187 

96 
478 
150 
278 


3900 


390 
586 
312 
156 
546 
546 
390 
197 
1015 
312 
586 


6300 


619 
934 
495 
245 
669 
869 
619 
311 
1625 
495 
934 


8700 


847 

1280 

677 

333 

1192 

1192 

847 

424 

2233 

677 

1280 


Tol 

L7 

10X> 

.5 

1S.0 

L8 

&0 

2 

4.0 

_4 

14.0 

.5 

14.0 

1.7 

10.0 

1.1 

5.0 

1.5 

1S.0 

IB 

8.0 

1.5 

1S.0 

0 

2900 

05 

278 

08 

421 

62 

220 

80 

loa 

96 

388 

B7 

382 

05 

278 

01 
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§  52.726    Sample  size. 

The  sample  size  used  to  determine 
whether  the  requirements  of  these 
standards  are  met  shall  be  as  specified 
in  the  sampling  plans  and  procedures  in 
the  "Regulations  Governing  Inspection 
and  Certification  of  Processed  Fruits 
and  Vegetables.  Processed  Products 
Thereof,  and  Certain  Other  Processed 
Products"  (7  CFR  52.1  through  52.83). 

§  52.729    Acceptance  criteria. 

(a)  Style.  A  lot  of  frozen  cauliflower 
clusters,  is  considered  as  meeting  the 
requirements  for  style  if  the  acceptance 


numbers  in  Table  II  or  IV  in  §  52.723.  as 
applicable,  are  not  exceeded. 

lb)  Quality  Factors.  A  lot  of  frozen 
cauliflower  is  considered  as  meeting  the 
reguirements  for  quality  if: 

(1)  The  prerequisites  specified  in 
§  52.726  are  met;  and 

(2)  The  Acceptance  Numbers  in  Table 
VI  or  Vm  in  §  52.727.  as  applicable,  are 
not  exceeded. 

(c)  Single  Sample  Unit.  Each 
xmofficial  sample  unit  submitted  for 
quality  evaluation  will  be  treated 
individually  and  is  considered  as 
meeting  requirements  for  quality  and 
style  if: 


(1)  The  prerequisites  specified  in 
§  52.726  are  met;  and 

(2)  The  Acceptable  Quality  Levels 
(AQL's)  in  Tables  I.  ffl.  V  &  Vn  in 

§§  52.723  and  52.727.  as  applicable,  are 
not  exceeded. 

Dated:  Deceml>er  31. 1992. 
Daniel  Haley. 
Administrator 
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DEPARTMENT  OF  LABOR 

Office  of  tt>e  Secretary 

29CFRPart18 
RIN  1290-AA12 

Use  of  Settlement  Judges  In 
Proceedings  Before  the  Office  of 
Administrative  Law  Judges 

AGENCY:  Office  of  the  Secretary.  Labor. 
ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  purpose  of  this  proposal 
is  to  permit  the  appointment  of 
settlement  judges  in  proceedings  before 
the  Office  of  Administrative  Law  Judges. 
The  procedure  would  use  informal 
conferences  to  encourage  claim 
settlement  without  adjudication.  This  is 
a  voluntary  procedure  intended  to 
reduce  the  costs  to  parties  of  filing  and 
defending  complaints  and  to  expedite 
the  resolution  of  complaints  pursuant  to 
Executive  Order  No.  12778  (Oct.  23. 
1991)  and  the  Department  of  Labor's 
AltemaUve  Dispute  Resolution  Interim 
Policy.  57  FR  7292  (1992). 
DATFS:  Comments  must  be  received  on 
or  before  February  25, 1993. 
ADDRESSES:  Submit  comments  to  John 
M.  Vittone.  Deputy  Chief 
Administrative  Law  Judge,  room  4150, 
Office  of  Administrative  Law  Judges, 
800  K  Street,  NW.,  suite  400. 
Washington.  DC  20001-8002. 
FOR  FURTHER  INFORMATION  CONTACT: 
John  M.  Vittone,  Deputy  Chief 
Administrative  Law  Judge,  Office  of 
Administrative  Law  Judges.  Telephone: 
(202)633-0341. 

SUPPt.EMENTARY  INFORMATION:  In 
furtherance  of  its  Alternative  Dispute 
Resolution  Interim  Policy.  57  FR  7292 
(1992),  the  Department  is  stud3ang  and 
implementing  alternative  dispute 
resolution  methods  appropriate  to 
agency  adjudications.  This  rule 
proposes  use  of  setUement  judges  in 
certain  proceedings  before  the  Office  of 
Administrative  Law  Judges.  It  is 
modeled  on  Recommendation  88-5  of 
the  Administrative  Conference  of  the 
United  States,  1  CFR  305.88-5,  and  the 
settlement  judge  procedures  of  other 
agencies.  See  18  CFR  385.603  (FERC); 
24  CFR  104.620  (HUD);  29  CFR 
2200.101  (OSHRC);  47  CFR  1.244  (FCC); 
48  CFR  6302.30  (DOT).  The  procedure 
supplements  rather  than  supplants 
setUement  techniques  traditionally  used 
by  administrative  law  judges.  See.  e.g.. 
29  CFR  18.8  (discussion  of  negotiation. 
compromise  or  settlement  at  prehearing 
conferences);  29  CFR  18.9  (deferment  of 
hearing  for  settlement  negotiations  by 
the  parties).  It  is  expected  that  the  Office 


of  Administrative  Law  Judges  would 
train  •  group  of  judges  in  mediation 
techniques.  This  group  would  be  the 
pool  from  which  setUement  judges 
would  be  chosen. 

The  regulation  permits  appointment 
of  a  settlement  judge  by  the  Chief 
Administrative  Law  Judge  upon  motion 
-by  the  parties  or  the  presiding  judge. 
Any  party  could  veto  use  of  the 
procedure.  The  settlement  judge  would 
be  an  active  or  retired  administrative 
law  judge  other  than  the  presiding 
judge.  The  settlement  judge  would 
direct  settlement  negotiations,  assess  the 
relative  merits  of  the  case  for  the  parties, 
and  consult  with  the  parties  either 
jointly  or  individually.  The  duration  of 
the  procedure  would  be  limited  because 
it  is  meant  to  quicken  rather  than  delay 
dispute  resolution,  and  because  an 
exigent  hearing  motivates  serious 
negotiation.  The  settlement  judge  would 
be  prohibited  from  discussing  any 
aspect  of  the  case  with  the  presiding 
judge.  Any  statements  or  conduct  by  the 
parties  or  the  settlement  judge  at 
settlement  negotiations  would  not  be 
admissible  in  later  proceedings  before 
the  Department. 

Settlement  judges  would  not  be 
available  in  Black  Lung  or  Longshore 
cases.  The  Benefits  Review  Board  has 
found  that  the  Black  Limg  Benefits 
Reform  Act  prohibits  settlements.  See 
Cenarowski  v.  Lehigh  Valley 
Anthracite.  Inc.,  12  BLR  1-82  (1988): 
Ladigan  v.  Central  Industries,  Inc.,  7 
BLR  1-192  (1984).  Even  wiUiout  the 
prohibition,  settlement  judge 
procedures  are  not  appropriate  where 
entiUement  to  a  benefit  is  an  all-or- 
nothing  qxiestion,  as  in  Black  Lung 
cases,  since  a  setUonent  judge  could  do 
nothing  except  convince  one  party  to 
concede. 

Longshore  cases  are  often  settled:  but 
neither  the  Department  nor  the  public 
would  benefit  fi'om  a  formal  settlement 
judge  procedure.  The  Longshore  bar  is 
comfortable  with  techniques  used  by  the 
Office  of  Administrative  Law  Judges  for 
many  years,  such  as  early  prehearing 
exchanges,  calendar  calls  in  which 
settlement  possibilities  are  discussed,' 
and  opportunities  for  discussion 
immediately  prior  to  a  hearing.  See 
Notice  of  Amendment  to  Interim  ADR 
Policy.  57  FR  28701,  28702-3  (June  28, 
1992).  See  also  Joseph  &  Gilbert. 
Breaking  the  SetUement  Ice:  The  Use  of 
SetUement  Judges  in  Administrative 
Proceedings  2  Administrative  LJ.  571, 
594-595  (1989/1990)  (indicating  that  if 
large  numbers  of  cases  are  ciurenUy 
settled  without  the  use  of  settlement 
judges,  imposing  the  procedure  is  not 
advised). 


Procedural  Matters 

This  is  not  a  major  rule  as  defined  by 
Executive  Order  12291.  The  Agency 
Head  has  certified  that  this  rule,  if 
promulgated,  will  not  have  a  significant 
economic  impact  upon  a  substantial 
number  of  small  entities  as  defined  in 
the  Regulatory  Flexibility  Act  (5  U.S.C. 
601  et  seq.).  Iho  rule  does  not  contain 
any  information  collection  or 
recordkeeping  requirements  as  defined 
in  the  Paperwork  Reduction  Act  of  1980 
(44  U.S.C.  3501  et  seq.). 

List  of  Subjects  in  29  CFR  Part  18 

Administrative  practice  and 
procedure. 

'  Accordingly,  part  18  of  tiUe  29  of  the 
Code  of  Federal  Regulations  is  proposed 
to  be  amended  as  follows: 

PART  1S-RULES  OF  PRACTICE  AND 
PROCEDURE  FOR  ADMINISTRATIVE 
HEARINGS  BEFORE  THE  OFFICE  OF 
ADMINISTRATIVE  LAW  JUDGES 

1.  The  authority  citation  for  part  18  is 
revised  to  read: 

Authority:  S  U.S.C  301;  5  U.S.C.  551-553; 
5  U.S.C  581;  RO.  12778;  57  Fed.  Reg.  7292. 

2.  Section  18.9  is  amended  by  revising 
the  section  heading  and  by  adding  new 
paragraph  (e)  to  read  as  follows: 

118.9   Consent  order  or  settlement; 
eetttamant  Judge  procedure. 

•        •        •        •        • 

(e)(1)  Settlement  judge  procedure; 
purpose.  This  paragraph  establishes  a 
voluntary  process  whereby  the  parties 
may  use  a  setUement  judge  to  mediate 
settlement  negotiations.  A  setUement 
judge  is  an  active  or  retired 
administrative  law  judge  who  convenes 
and  presides  over  settlement 
conferences  and  negotiations,  confers 
with  the  parties  both  jointly  and 
individually,  and  seeks  voluntary 
resolution  of  issues.  Unlike  a  presiding 
judge,  a  setUement  judge  does  not 
render  a  formal  judgment  or  decision  in 
the  case;  his  or  her  role  is  solely  to 
Cacilitate  fair  and  equitable  solutions 
and  to  provide  an  assessment  of  the 
relative  merits  of  the  respective 
positions  of  the  parties. 

(2)  How  initiated.  A  setUement  judge 
may  be  appointed  by  the  Chief 
Administrative  Law  Judge  upon  a 
request  by  a  party  or  the  presiding 
administrative  law  judge.  The  Chief 
Administrative  Law  Judge  has  sole 
discretion  to  decide  whether  to  appoint 
a  settlement  judge,  except  that  a 
settlement  judge  shall  not  be  appointed 
where — 

(i)  A  party  objects  to  referral  of  the 
matter  to  a  setUement  Judge; 
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(ii)  Such  appointment  is  inconsistent 
with  a  statute,  executive  order,  or 
regulation; 

(iii)  The  proceeding  arises  pursuant  to 
the  Longshore  and  Haifoor  Workers' 
Compensation  Act,  33  U.S.C  901  et 
seq..  and  associated  acts  such  as  the 
District  of  Columbia  Workmen's 
Compensation  Act.  36  DC  Code  SOI  et 
seq.;  or 

Uv)  The  proceeding  arises  pursuant  to 
Title  IV  of  the  Federal  Mine  Safety  and 
Health  Act,  30  U.S.C.  901  et  seq..  also 
known  as  the  Black  Lung  Benefits  Act. 
(3)  Selection  of  settlement  judge.  The 
selection  of  a  settlement  judge  is  at  the 
sole  discretion  of  the  Chief 
Administrative  Law  Judge,  provided 
that  the  individual  selected 

(i)  Is  an  active  or  retired 
administrative  law  judge,  and 

(ii)  Is  not  the  administrative  law  judge 
assigned  to  hear  and  decide  the  case. 
The  settlement  judge  shall  not  be 
appointed  to  hear  and  decide  the  case. 

W  Duration  of  proceeding.  Unless  the 
Chief  Administrative  Law  Judge  directs 
otherwise,  settlement  negotiations 
under  this  section  shall  not  exceed 
thirty  days  from  the  date  of  appointment 
of  the  settlement  judge,  except  that  with 
the  consent  of  the  parties,  the  settlement 
judge  may  request  an  extension  from  the 
Chief  Administrative  Law  Judge.  The 
negotiations  will  be  terminated 
immediately  if  a  party  unambiguously 
indicates  that  it  no  longer  wishes  to 
participate,  or  if  in  the  judgment  of  the 
settlement  judge,  further  negotiations 
would  be  fruitless. 

(5)  General  powers  of  the  settlement 
judge.  The  settlement  judge  has  the 
power  to  convene  settlement 
conferences;  to  require  that  parties,  or 
representatives  of  the  parties  having  the 
authority  to  settle,  participate  in 


conferences;  and  to  impose  other 
reasonable  requirements  of  the  parties  to 
expedite  an  amicable  resolution  of  the 
case,  provided  that  all  such  powers 
shall  terminate  immediately  if 
negotiations  are  terminated  pursuant  to 
paragraph  (e)(4). 

[6)  Suspension  of  discovery.  Requests 
for  suspension  of  discovery  during  the 
settlement  negotiations  shall  be  directed 
to  the  presiding  administrative  law 
judge  who  shall  have  sole  discretion  in 
granting  or  denying  such  requests. 

(7)  Settlement  conference.  In  general 
the  settlement  judge  should 
commimicate  with  the  parties  by 
telephone  conference  call.  The 
settlement  judge  may,  however, 
schedule  a  personal  conference  with  the 
parties  where: 

(i)  A  conference  may  be  scheduled  in 
a  place  and  on  a  day  that  the  settlement 
judge  is  sdieduled  to  preside  in  other 
proceedings; 

(ii)  The  offices  of  the  attorneys  or 
other  representatives  of  the  parties,  and 
the  settlement  judge,  are  in  the  same 
metropolitan  area;  or 

(iii)  The  settlement  judge,  with  the 
concurrence  of  the  Chief  Administrative 
Law  Judge,  determines  that  a  personal 
meeting  is  necessary  for  a  resolution  of 
substantial  issues,  and  represents  a 
prudent  use  of  resources. 

(8)  Confidentiality  of  settlement 
discussions.  All  discussions  between 
the  parties  and  the  settlement  judge 
shall  be  off-the-record.  No  evidence 
regarding  statements  or  conduct  in  the 
proceedings  under  this  section  is 
admissible  in  the  instant  proceeding  or 
any  subsequent  administrative 
proceeding,  except  by  stipulation  of  the 
parties.  Documents  disclosed  in  the 
settlement  process  may  not  be  used  in 
litigation  unless  obtained  through 


appropriate  discovery  or  subpoena.  The 
settlement  judge  shall  not  discuss  any 
aspect  of  the  case  with  any 
administrative  law  judge  or  other 
person,  nor  be  subpoenaed  or  called  as 
a  witness  in  any  hearing  of  the  case  or 
any  subsequent  administrative 
proceedings  with  respect  to  any 
statement  or  conduct  during  the 
settlement  discussions. 

(9)  Contents  of  consent  order  or 
settlement  agreement.  Any  agreement 
disposing  of  all  or  part  of  the  proceeding 
shall  be  written  and  signed  by  all 
parties.  Such  agreement  shall  conform 
to  the  requirements  of  paragraph  (b)  of 
this  section. 

(10)  Report  of  the  settlement.  The 
parties  shall  report  to  the  presiding 
judge  in  writing  within  seven  working 
days  of  the  termination  of  negotiations. 
The  report  shall  include  a  copy  of  the 
settlement  agreement  and/ or  proposed 
consent  order. 

(11)  Review  of  agreement  by  presiding 
judge.  A  settlement  agreement  arrived  at 
with  the  help  of  a  settlement  judge  shall 
be  treated  by  the  presiding  judge  as 
would  be  any  other  settlement 
agreement. 

(12)  Non-reviewable  decisions. 
Decisions  concerning  whether  a 
settlement  judge  should  be  appointed, 
the  selection  of  a  particular  settlement 
judge,  or  the  termination  of  proceedings 
under  this  section,  are  not  subject  to 
review  by  Department  officials. 

Signed  at  Washington,  DC  this  5th  day  of 
January.  1993. 
Lynn  Martin, 
Secretary  of  Labor. 

IFR  Doc.  93-536  Filed  l-«-93:  8:45  am) 
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.3229 
.2989 


213 

1007 

1312 


...338 
...531 
.3529 


60CFR 

227 

611 

633 

642 

663 


2990 

2990 

...3330 
...3330 
...2990 


672 .503.  504 

676 504 


17.. 
227... 
663. 
672. 


339 

3108' 

126 


CFR  CHECKL 
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CFR  CHECKUST 


TNI* 


Stock  Numbar 


Pric*       RavMon  Dal* 


This  checklist  prepared  by  the  Office  of  the  Federal  Register,  is 

published  weekly.  It  is  arrar>ged  in  the  order  of  CFR  titles,  stock 

numbers,  prices,  and  revision  dates. 

An  asterisk  (*)  precedes  each  entry  that  has  been  issued  since  last 

week  and  which  is  now  available  for  sale  at  the  Govemnient  Printing 

Offtee. 

A  checkiist  of  current  CFR  votumes  comprising  a  complete  CFR  set, 

also  appears  in  the  latest  issue  of  the  LSA  (List  of  CFR  Sections 

Affected),  which  is  revised  montfily. 

The  annual  rate  for  sut>scription  to  all  revised  volumes  is  $775.00  ■ 

domestic.  $193.75  additional  for  foreign  mailing. 

Mail  orders  to  the  Superintendent  of  Documents,  Attn:  New  Orders, 

P.O.  Box  371954,  Pittsburgh,  PA  15250-7954.  All  orders  must  be 

accompanied  by  remittartce  (check,  morwy  order,  GPO  Deposit 

Account,  VISA,  or  Master  Card).  Charge  orders  may  be  telephoned 

to  the  GPO  Order  Desk.  Monday  through  Friday,  at  (202)  783-3238 

from  8:00  a.m.  to  4:00  p.m.  eastern  time,  or  FAX  your  charge  orders 

to  (202)  512-2233. 

TMa  Stock  Numbar  Prica      RavlaionOata 


1.  2  (2  ReservMQ (869-017-00001-9) $130)0 

3  (1991  Compilation  and 
Part*  100  and  101)  (869-017-00002-7) 17.00 

4 (869-017-00003-5) 16.00 

5  Parts: 

1-699 (869-017-O0004-3) 

70(^1199 (869-017-00005-1) 

1200-Entf,  6  (6  Reservwl)  (869-017-00006-0) 


7  Parts: 

fr-26 (869-017-00007-8) 

27-45 (869-017-00008-6) 

46-51  (869-017-00009-4) 

52 (869-017-00010-8) .... 

53-209 (869-017-00011-*) 

210-299 (869-017-00012-4) 

300-399 (869-017-4)0013-2) 

400-699 (869-017-O0014-1) 

700-899 (869-017-O0015-9) .... 

900-999 (869-017-00016-7) .... 

1000-10S9  (869-817-00017-S) .... 

1060-1119  (869-017-00018-3) .... 

1120-1199  (869-017-00019-1) .... 

1200-1499  (869-017-00020-5) ... 

1500-1899  (869-017-00021-3) .... 

1900-1939  ; (869-01 7-O0022-1) .... 

1940-1949  (869-017-00023-0) .... 

1950-1999  (869-017-00024-8) ....' 

2000-End  (869-017-00025-6) .... 

8  J. (869-017-00028-4) ........     17.00        Jan.  1. 1992 


18.00 
19.00 

MM 
^2M 
18.00 
24J)0 
19.00 
iBM 
13.00 
15.00 
18.00 
29.00 
VM 
13.00 
9.50 
224)0 
15.00 
11.00 
23i)0 
26.00 
11.00 


9  Parts: 

1-199 (869-017-00027-2) 23M 

200-End (869-017-00028-1) 184)0 

10  Parts: 

0-50 (869-017-00029-9) 25.00 

51-199 (869-017-00030-2) MM 

200-399 (869-017-00031-1) 13.00 

400-499 (869-017-00032-9) TOM 

500-End (869-017-00033-7) 28.00 

11  (869-017-00034-5) 12.00 

12  Parts: 

1-199 (869-017-0003S-3) MM 

200-219 (869-017-00036-1) 13.00 

220-299 (869-017-00037-O) 22M 

300-499 -  (869-017-0003W) 184)0 

500-599  (869-017-00039-6) MM 

600-End (869-017-00040-0)^ 19410 

13 


14  Parts: 
1-59........ 


.(869-017-00041-8) 254)0 


Jan.  1, 1992 

■Jan.  1,1992 
Jan.  1, 1992 

Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 

Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1,1992 
Jan.  1,1992 
Jan.  1. 1992 
Jan.  1,1992 
Jan.  1, 1992 
Jan.  1, 1992 
Jan.1, 1992 
Jan.  1, 1992 
Jan.  1,1992 
Jan.1, 1992 
Jan.  1. 1992 
Jan.  1, 1992 
Jaa  1,1992 
Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 


Jan.  1, 1992 
Jaa  1, 1992 

Jan.  1, 1992 
Jan.  1, 1992 
«Jan.  1,1987 
Jan.  1, 1992 
Jan.1, 1992 

Jan.  1, 1992 

Jan.  1, 1992 
Jan.1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 
Jan.  1, 1992 

Jaa  1, 1992 


(869-O17-00042-Q 254)0        Jan.  1, 1992 


60-139  (869-017-00043-4) 22410 

140-199 (869-017-00044-2)  114)0 

200-1199  ....„ „..(869^7-00045-1) 204)0 

1200-End  (869-017-00046-9) 14.00 

15  Parts: 

0-299 (869-017-00047-7)  13.00 

300-799 (869-017-00048-5) 214)0 

800-End (869-017-00049-3) 174)0 

16  Parts: 

0-149 (869-017-00050-7) 6.00 

150-999 (869-017-00051-5) 144)0 

lOOO-End  (869-017-00052-3) 20.00 

17  Parts: 

1-199 (869^)17-00054-0) 15.00 

200-239 (869-017-00055-8) 174)0 

240-End (869-017-00056-6) 244)0 

18  Parts: 

1-149 (869-017-00057-4) 16.00 

150-279 (869-017-00058-2) 19.00 

280-399  ....* (869-017-O0059-1) 144)0 

400-End (869-017-00060-4) 950 

19  Parts: 

1-199 (869-017-00061-2) 28410 

200-Cnd (869-017-O0062-1) 950 

20  Parts: 

1-399 (869-017-00063-9) 164)0 

400-499 (869-017-00064-7) 31.00 

500-End (869-017-O0O65-5) 21.00 

21  Parts: 

1-99 (869-017-00068-3) 13.00 

100-169 (869-017-00067-1) 144)0 

170-199 (86^)17-00068-0) 1800 

200-299 (869-017-00069-8) 550 

300-499 „ (869-017-00070-1) 29.00 

500-599 (869-017-00071-0) 21.00 

600-799 (869^)17-00072-8) 7.00 

800-1299 (869-01 7-O0073-6) 18.00 

1300-€nd  (869-017-00074-4) 9.00 

22  Parts: 

1-299 (869-017-0OO75-2) 26.00 

300-End (S69-017-0007O-1) 194)0 

23  (869-017-00077-9) 18.00 

24  Parts: 

0-199 (869-017-00078-7) 34.00 

200-499 (869-017-00079-5) 324)0 

500-899 (869-017-00080-9) 13.00 

700-1699 (869-017-00081-7) 344)0 

170O-End  (869-017-00082-5) 134)0 

25 (869-017-00083-3) 25.00 

26  Parte: 

§§14)-1-150  (869-017-00084-1) 17.00 

§§151-1.169 (869-017-00085-0) 334)0 

§§1.170-1300 (669-017-O0086-8) 19.00 

§§  1301-1.400 (869-017-00087-6) 17.00 

§§  1.401-1500 (869-017-O0088-4) 384)0 

§§1501-1.640 (869-017-00089-2) 194)0 

§§1.641-1550  (869-017-00090-6) 194)0 

§§1J51-1507 (869-017-00091-4) 23.00 

§§1508-1.1000  (869-017-00092-2) 26410 

§§1.1001-1.1400 (869-017-00093-1  )^ 19.00 

§§1.1401-£nd  (869-017-00094-9) 26.00 

2-29 (869-017-00095-7) 224)0 

30-39 (869-017-00096-5) 15.00 

40-49 (869-017-O0097-3) 12410 

50-299  (869-017-O0098-1) 154)0 

300-499 (869-O17-00099-0) 204)0 

SOO-599 (869-017-00100-7) 64)0 

600-End (869H)17-O0101-«) 650 


Jan.  1,1992 
Jan.  1,1992 
Jan.1, 1992 
Jan.  1, 1992 

Jan.  1, 1992 
Jan.  1,1992 
Jan.  1, 1992 

Jan.1, 1992 
Jan.  1,1992 
Jan.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1,1992 

Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 

Apr.  1, 1992 

Apr.  1, 1992 
Apr.  1,1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1. 1992 
Apr.  1, 1992 
Apr.  1, 1992 
Apr.  1. 1992 
•Apr.  1,1990 
Apr.  1, 1992 
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27PwtK 
1-1N 


28 


.(M-MMIMM 
.p»-«17-imi-1) 

(H9-017-00104-0I 


29Pwts: 

.(M-017-0010M). 
.(W-OtS-OONM). 
.  (•M-017-00107-4) . 

M0-1M (Ka-017-owoa-a) . 

WUm  (l»-0lM01fl»-l) . 

i«io(§§i9iaiooot» 

•nd) pB-«7-q011M 

1911-1S2S  (86»4>17-00111-a) 

.  (Ha-017-0011»-1) . 

SOPwta: 

1-19a (IW-017-00114-7) 

.  (M»^7-«0t1S-S) 
.(M9-017-0nt«-9) 

31  Parts: 

0-1M (•(•-017-00117-1) 

200-&id (M»-017-0011t-0) 

32Pwts: 
1-»,VoLI 
1-«.Voil 
l-aO^VeLI 
1-10I - 


PrtM      ItovWontM* 


AF.1.t«K 
H«r.1.1«1 

July*  1982 


lUO 
17J» 

ItiM 

too 

lUO 
1U0 


too 


MM 
KM 

17M 
2100 

ISM 
1«M 


..^....  (MO-017-OOI1MI . 

(160-017-00128-1) 

40O-C29  (86W>17-00121-0) 

I30-000 (069-017-00122-0) 

70O-790 (660-017-00123-0 

...„ (060^7-00124-«) 


soin 
noo 

29i00 
14M 
20M 


33  Parts: 

1-124 „ 

12S-109  .... 
20O-Cnd  ... 


(•00-017-0012S-2) 10M 

(660-017-00120-1) 21JI0 

p6O-017-O0127-0| ..»..«      2100 

34  Parts: 

1-290 (•6»-017.«12i-7) WM 

Vn-m (669-017-0012M) 1100 

400-Cnd (060-017-00130-0) 32M 

36 (960-017-00131-7) 12M 

36  Parts: 

1-100 

aoo^nd 

37 „ 


.96»417-00132-«) 
. (660-017-00133-3) . 

. (060-017-00134-1) 


1100 
32JN 

17M 


36  Parts: 

•-17 

10-End  .... 


40  Parts: 
82  .SZ". 


•t-OB 


100-140 
150-1(0 
100-2S0 


300-300 

400-424 


700-760. 
700-bid 


.(060-013-00135-4) 24M 

.(660-017-00136-0)  2100 

.(960-017-00137-0) 1100 

.(068-017-00130-4)  31M 

.  (068-017-00138-2) 3100 

.  (668-017-00148-0 3100 

.  (0O0-417-OO141-4) 1100 

.(068-017-00142-2) 17i» 

.(000^)17-00143-1) 3100 

.  (0(8-017-00144-0) 34i» 

.(0(0-017-00148-7) 21JN 

.(0(0-017-00140-6) 1100 

.  900-OT7-00147-3) ........  3100 

.(06O-O17-0O14O-1) 1100 

.(068417-00148-0) 2100 

.(668-017-00190-3) 2100 

.  (068^7-00191-1) 2100 

.  (998-017-801S2-OI 2100 


My  1.1982 
July  1,1902 
July  1.1982 
Miy  1.1902 


2100        July  1. 1982 


July  1,1982 

'July  1.1990 

July  1.1982 

July  1.1982 


Jiriy1.199> 
July  1.1982 
July  1.1982 

July  1,1982 
July  1.1892 

*July  1. 1964 

•Julyl. 

•Julyl." 
July  1.1982 
July  1.1982 
July  1.1982 

■July  1.1901 
July  1.1982 
July  1.1892 

Jul>1.199S 
July  1.1902 
July  1,1982 

July  1.1992 
July  1.1992 
July  1,1982 

Julyl  1992 

July  1, 1992 
July  1,1992 

July  1,1992 

July  1,1991 
S«pL  1,1992 

July  1  1992 

July  1,1982 
July  1,1982 
July  1,1982 
July  1.1982 
July  1,1982 
July  1,1982 
July  1.1982 
July  1.1982 
July  1.1982 
July  1,1982 
July  1,1982 
July  1.1982 
July  1.1982 
July  1.1982 
July  1,1982 


TNto 

1.1-11  to 

3-8 

7 

0 

« 

10-17 


2(2 


1100 
14118 

^ |J)0 

'** AUt 

1100 

150 

10,  Vol  I,  Psiti  1-8 1100 

11VoLi,PirtsO-19  1100 

loi  Vfll*  H|  Wwnm  2^^Z  *•••••*•••••••••••■••••••••••••••••••■•■••      IwAW 

i-iOO (068-017-00153-0) ISO 

101  (068-017-00154-6) 2100 

102-200 (06W17-00155-4)  —  IIM 

201-Cnd (809-017-00156-2)  ..^.  IWO 


42  Parts: 
1-00 ^ 

400-429*!"" 


(068-013-00157-S) 
.(068-01V00150-3) 
.(068  013  00158-1) 
.(060-«13-00160-6) 

43Pana: 

1-000 (860-013-00101-3) 

1000-3090   (960-013-00162-1) 

4000-Cn(l  (668-013-0016WD 

44  ~...  p(8-017-00103-S) 


17i» 
ISO 

MjOO 
2100 

2100 
2100 
12M 

2100 


46Parta: 

1-109 (069^)13-0016S-6) 1100 

200-190 - —  (860-013-00166-4) ^2M 

500-1199 (068*3-00167-2)  2100 

1200-€nd   „ (068*7-00187^ 2100 

46  Parts: 

MO (860-013-00160-0) 1100 

41-68 (668-017-00168-4) 1100 

7840 (068-013-00171-1) 7M 

00-139 (960-01«0172-0) 1100 

140-155 (068-013-00173-7)  ........  1100 

1S6-165 (068*7-00173-2) 14M 

166-190 (0(8-017-OOJ74-1) 17.00 

200-490  - (060-017-00175-0).. 2100 

SOO-End (668-013-00177-0)  . —  11M 

8-18 (069-013-80178-0) 1100 

20-30 ~.. (069-01W0179-0) 1100 

40-60 - (668-01WI0108-0) 1100 

70-70 (060-013-00101-O) 1100 

Ofr-€fld  ...» (06»*3-0018M) 2100 

48  Ctiaptsrs: 

1  (Pvts  1-61) ~...  (869-013-00103-4) 31.00 

1  (Phis  52-09) (868-017-00103-0) 2100 

2  (Pwts  201-251)  (660-017-00164-0) 15.00 

2  (Pwts  252-299)  (860-017-00195-6) 1100 

34 (860-013-00167-7) 1100 

7-M - (868*7-00187-2) 3100 

1S-€nd (969*3-00188-3) 3100 

48  Parts: 


108-177 
178-199 
200-390 


41 

1.1-1  to  1-18 


1100      *July  1, 1084 


(869-013-00190-7) 2100 

(869*3-00101-6) 2100 

(068*3-00192-3) 17M 

(969*3-00183-1) 2100 

(068*3-00104-0) 27M 

1008-1188  (868*3401964) 17M 

1200-End  (860*3-00186-6) 1100 

SOPsrts: 

1-198 (9(8*3-001«7-<) 21M 

200-500 (0(8*7-00190-0) 2100 

608€nd (868*3-00188-1) 17M 

CFfI  hdu  and  Fhdtogs 

(868*7-00063-1) 31J» 

..  .  77100 
18100 


HcfoOclw  CFR  EdUon: 


July  1.1994 
July  1.1984 
July  1.1904 
July  1.1004 
July  1.1994 
July  1,1904 
July  1,1904 
July  1,1994 
July  1,1984 
July  1,1904 
July  1,1992 
July  1.1982 
•July  1, 1991 
July  1,1992 

Oct  1.1981 
Oct  1.1981 
Oct  1.1991 
Oct  1.1981 


Oct  1,1991 
Oct  1,1991 
Oct  1.1991 

Oct  1. 1992 


Oct  1,1981 
Oct  1,1881 
Oct  1.1891 
Oct  1.1992 

Oct  1,1991 
Oct  1,1992 
Oct  1,1991 
Oct  1,1991 
Oct  1,1991 
■Oct  1.1981 
Oct  1.1992 
Oct  1.1992 
Oct  1.1981 

Oct  1.1991 
Oct  1.1991 
Oct  1.1981 
Oct  1,1991 
Oct  1,1991 

Oct  1,1991 
Oct  1,1982 
Oct  1,1992 
Oct  1,1992 
Oct  1.1981 
Oct  1,1992 
Oct  1,1991 

Oct  1,1981 
Dm.  31, 1901 
Ok.  31, 1991 
Oct  1,1991 
Oct  1,1991 
Oct  1,1991 
Oct  1,1991 

Oct  1,1991 
Oct  1,1982 
Oct  1,1891 


1,1992 
1993 

1990 


Federal  Register  /  Vol.  58,  No.  6  /  Monday,  January  11.  1993  /  Reader  Aids 


•My  1. 19M 

•July  1.  MM 

•My  1. 19M 

•My  1. 19M 

•My  1. 19M 

•My  1. 1964 

•Myl.MM 

•My  1, 19M 

•My1.19M 

•My  1, 19M 

My1.1S» 

My  1.1982 

•My  1, 1901 

My  1.1983 

Oct  1,1991 
Oct  1.1991 
OcL  1.1991 
OgL  1.1981 


OcL  1,1981 
Oct  1,1991 
Oct  1,1991 

Oct  1.1982 


TMt*  Stock  NumbM'  Pric*      RtvtslonDate 

CoinpMtMl(ont4iiMmallin9) 188X10  1981 

CompMt  Ml  (on*4iim  iMUing) 188.00  1992 

Subtcription  (mailed  n  iMMd) 223J)0  1883 

Individual  copiM 2-00  1993 

'Dacww  TW>  3  l>  aa  annual  cDii»aallOB,  W»  wluw  and  Ml  pwvtem  voimnaa 
atMuM  ba  lalainad  aa  a  pamianani  nlmnca  aauraa. 

*TIN  July  1,  19M  adWon  ol  32  CFR  Parti  l-W  contabw  a  no«a  only  lor  Parta 
1-39  Induaiva.  For  Om  Ml  tal  ol  «»  Daianaa  AcquiaMon  RaguMona  In  Parta  1- 
39,  conauN  aw  dwaa  CFR  vohimaa  laauad  aa  ol  My  1, 19M,  conWning  Snaa  parta. 

*TlM  July  1,  19K  adWon  ol  41  CFR  ChaplaiB  1-100  contalna  a  nota  only  ier 
Chiptora  1  to  «  Induaiva.  For  fta  M  tod  of  procuramtnt  taguMona  In  CHaptora 
1  to  40,  conauN  iha  atovan  CFR  vohimaa  laauad  aa  ol  July  1, 10M  containing  Ihoaa 
chaplara. 

*No  amandmanla  to  Ma  vohmw  vara  promulgaiad  during  Ow  partod  Jan.  1, 
1967  to  Oac  31,  1901.  Tha  CFR  vokima  laauad  January  1,  1987,  ahouM  ba  raliinad. 

•No  amandmanla  to  Ma  vohana  «ara  promulgaiad  during  Ota  pariod  Apr.  1, 
«990  to  Mar.  31,  1991.  Tha  CFR  voiuma  laauad  April  1,  1990,  ahouW  ba  ratalnad. 

*No  amandmanto  to  Ihia  voiuma  wara  promulgatod  during  Iha  pariod  Apr.  1, 
1991  to  Mar.  30.  1992.  Tha  CFR  voiuma  laauad  April  1.  1991,  ahouM  ba  latalnad. 

'No  amandmanta  to  Ma  vohmw  waro  promulgatod  during  Iha  pariod  July  1, 
1969  to  Juna  30,  1982.  Tha  CFR  voiuma  laauad  July  1,  1969,  ahouM  ba  lalalnad. 
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This  section  o(  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  gerMral 
applicat>illty  and  legal  effect  moat  of  which 
are  keyed  to  artd  oodMad  in  ttte  Code  of 
Federal  Regulations,  which  it  puMshad  under 
50  titles  pursuant  to  44  US.C  1510. 

The  Code  of  Federal  Regulattons  Is  sold  by 
ttie  S(4>erintendent  of  Documents.  Prices  of 
new  books  are  Ksted  In  the  RfSt  FEDERAL 
REGISTER  issue  of  each  week. 


NUCLEAR  REGULATORY 
COMMISSION 

lOCFRPartO 

RIN  3150-AE47 

Conduct  of  Employees;  Conforming 
Amerxhncnts 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTION:  Final  rule. 

SUMMAftY:  The  Nuclear  Regulatory 
Commission  ("NRC"  or  "Commission") 
is  amending  its  regulations  governing 
the  conduct  of  NRC  empk^ees.  This 
amendment  removes  provisions  which 
have  been  superseded  by  recently 
issued  Office  of  Govwnroent  Ethics 
(OGE)  regulations,  whid)  take  e^BCt  on 
February  3. 1993. 
EFFECTIVE  DATE:  February  3. 1903. 
FOR  FURTHER  MFORMATION  CONTACT. 
L.  Michael  Rafky,  Office  of  the  General 
Counsel.  U.S.  Nuclear  Regulatory 
Commission.  Washingtoii.  TY"  20555. 
telephone:  301-504-1606. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  August  7.  1992  (57  FR  35006),  the 
OfTice  of  Government  Ethics  published 
its  Hnal  rule  establishing  goverrunent- 
wide  standards  of  conduct  for  executive 
branch  employees.  These  regulations, 
which  are  codified  at  5  CFR  part  2635. 
talce  effect  on  February  3, 1993,  and  will 
supplant  Nuclear  Regiilatory 
Commission  standards  of  conduct 
regulations.  Section  2635.105  of  that 
final  rule  permits  individual  agencies  to 
issue  jointly  with  OGE  supplemental 
regulations  to  address  particular  a^ncy 
needs. 

The  purpose  of  this  rule  is  to  abrogate 
those  portions  of  the  NRC's  standard  of 
conduct  regulations,  codified  at  10  CFR 
part  0,  which  will  be  superseded  by  the 
government-wide  regulations.  The  NRC 


has  retained  those  provisions  which 
will  likely  be  sub)ects  of  supplemental 
regulations  or  relate  to  procedural  issues 
to  be  addressed  in  forthcoming  internal 
NRC  Management  Directives. 

Because  me  NRC  is  required  to  delete 
superseded  provisions  ot  10  CFR  part  0 
with  no  disovtion  in  the  matter,  tne 
NRC  finds,  pursuant  to  5  U.S.C 
553(b)(Bl,  that  there  is  good  cause  not  to 
seek  public  comment  on  this  rule,  as 
such  comment  is  unnecessary.  The  rule 
will  become  effective  on  February  3, 
1993,  the  date  the  OGE  regulations  take 
effect.  The  NRC  also  finds  that  good 
causey  exists  to  waive  the  30-day 
deferred  effective  date  provisions  of  the 
Administrative  Procedure  Act  (5  U.S.C 
553(d)(3]).  Delaying  the  effiective  date  of 
this  rule  would  be  contrary  to  the  public 
interest  because  it  would  be  confusing 
for  regulations  which  have  been 
superseded  to  remain  in  effisct  beyond 
Frfjniary  3, 1993. 

EnviraiaMntal  Impact:  Categorical 
Exclusioa 

The  NRC  has  determined  that  this 
final  rule  is  the  type  of  action  described 
in  categorical  exclusion  10  CFR 
51.22(cKl)-  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  has 
been  prepared  for  the  final  regulation. 

Paperwork  Reduction  Act  Statement 

This  final  rule  contains  no 
information  collection  requirements  and 
therefore  is  not  subject  to  the 
requirements  of  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

Regulatory  Analysts 

The  Nuclear  Regulatory  Commission 
is  eliminatiitg  regulations  that  have  been 
superseded  by  the  Office  of  Government 
Ethics'  government-wide  standards  of 
conduct  regulations.  This  rule  has  no 
significant  impact  on  heahh,  safety  or 
the  environment.  There  is  no  substantial 
cost  to  Kcensees,  the  NRC,  or  other 
Federal  agencies. 

Backfit  Analysis 

1^  NRC  has  determined  that  the 
backfit  rule.  10  CFR  50.109.  does  not 
apply  to  this  final  rule  and  that  •  backfit 
analysis  is  not  required  for  this  final 
rule,  because  these  supplemental 
regulations  do  not  involve  any 
provisions  which  would  impose  backfits 
as  defined  in  10  CFR  50.10S(aHl). 


List  of  SwbiKts  ia  le  CFR  Part  0 

Conflict  of  interest,  Criminal  penalty. 

For  the  reasons  set  out  in  the 
preamble  and  under  the  authority  of  the 
Atomic  Energy  Act  of  1954,  as  amended, 
and  5  U.S.C  552  and  553,  the  NRC  is 
adopting  the  following  amendments  to 
10  CFR  part  0. 

PART  0— CONDUCT  OF  EMPLOYEES 

1.  The  authority  citation  kx  part  0 
continues  to  read  as  fellows: 

Authority:  Sees.  25, 161. 68  Stat.  825.  948. 
as  amended  (42  U.S.C  2035,  2201):  sec  201. 
88  Stat.  1242.  as  aoMDcied  (42  U.S.C  5841); 
E.O.  11222.  30  FR  6469,  3  CFR  1964-1965 
COM?.,  p.  306;^  CFR  735.104. 

Sections  0.735-21  and  0735-29  also 
issued  under  5  U.S.C  55Z,  553.  Section 
0.73S-26  also  issued  under  sees.  501, 502, 
Public  Law  95-521.  92  Stat.  1864, 1867.  as 
amended  by  sees.  1. 2,  Public  Law  96-28. 93 
Stat.  76,  77  (18  U.S.C.  207). 

SfO^TS^t— 0J36-a   IRwncved] 

2.  Sections  0.735-1  and  0.735-2  are 
removed. 

3.  Section  0.735-3  is  revised  to  read 
as  follows: 

10.735-^    Responsibilities  and  aiMherMea. 

The  General  Counsel:  (a)  is  the 
Designated  Agency  Ethics  Official  for 
NRC. 

(b)  Serves  as  NRCs  designee  to  the 
Office  of  Government  Ethics  on  matters 
covered  by  this  part. 

(c)  Designates  deputy  counselors. 

(d)  Coordinates  counseling  services, 
and  assures  that  counseling  and 
interpretations  on  questions  of  confhcts 
of  interest  and  other  matters  covered  by 
the  part  are  available  to  deputy 
counselors. 

S§0l736~4-a735-6    (Rwnovwl) 

4.  Sections  0.735-4  through  0.735-6 
are  removed. 

5.  Section  0.735-8  is  revised  to  read 
as  follows: 

§0.735-A    btfomwtioo  eoHeetion 
requirements:  0MB  approvaL 

This  part  contains  ito  information 
collection  requirements  and  therefore  is 
not  sub)ect  to  the  requirements  of  the 
I^aperwork  Reduction  Act  of  1990  (44 
U.S.C  3501  et  seq.). 

§0.735-20    (Rmnovedl 

6.  Section  0.735-20  is  removed. 

7.  In  §  0.735-21  paragraph  (d)  is 
revised  to  read  as  follows: 
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S  0.735-21    Act*  afftctlng  a  pw»on«l 
financial  interaat  (ba»«l  on  18  U.S.C.  208. 
.         •         • 

(d)  Special  exemption  for  special 
Government  employees.  Federal 
Personnel  Manual  Chapter  735, 
Appendix  C  provides  that  a  special 
Government  employee  should  in  general 
be  disqualified  from  participating  as 
such  in  a  matter  of  any  type  the 
outcome  of  which  will  have  a  direct  and 
predictable  effect  upon  the  financial 
interests  covered  by  18  U.S.C.  208. 
However,  that  chapter  states  that  the 
power  of  exemption  may  be  exercised  m 
this  situation  "if  the  special 
Government  employee  renders  advice  ot 
a  general  nature  from  which  no 
preference  or  advantage  over  others 
might  be  gained  by  any  particular 
person  or  organization."  It  is  the  pohcy 
of  the  Nuclear  Regulatory  Commission 
in  conformity  with  the  foregoing,  to 
exercise  the  power  of  exemption 
pursuant  to  18  U.S.C.  208(b)  in  such 
situations.  The  authority  to  grant  such 
an  exemption  is  delegated  to  the  NRC 
official  responsible  for  appointment  or 
designation  of  the  particular  consultant 
or  advisor. 
8.  Section  0.735-23  is  revised  to  read 

as  follows: 

§0.735-23    Activities  of  officers  and 
employees  In  claims  against  and  other 
matters  aHecting  the  Government  (based  on 
18  U.S.C.  205). 

{a)(l)  Nothing  in  18  U.S.C.  205 
prevents  a  special  Government 
employee  from  acting  as  agent  or 
attorney  for  another  person  in  the 
performance  of  work  under  a  grant  by. 
or  a  contract  with  or  for  the  benefit  of. 
the  United  States  if  the  Executive 
Director  for  Operations  certifies  in 
writing  that  the  national  interest  so 
requires.  Such  certification  shall  be 
submitted  for  publication  in  the  Federal 

Register. 

(2)  The  special  Government  employee 
shall  immediately  notify  the  NRC  when 
so  designated  to  act  as  agent  or  attorney 
by  his  private  employer. 


§§a735-24— 0.735-25    [Removed] 

9.  Sections  0.735-24  and  0.735-25  are 
removed. 

10.  Section  0.735-26  is  revised  to  read 

as  follows: 

§  0.735-26    Disqualification  of  former 
officers  and  employees  in  matters 
connected  with  former  duties  or  official 
responsibilities;  disqualification  of  partners 
of  current  officers  and  employees  (iMsed 
on18U.S.C.207). 

The  prohibitions  of  18  U.S.C  207 
shall  not  apply — 

(a)  With  respect  to  the  making  of 
communications  solely  for  the  purpose 


of  furnishing  scientific  or  technological 
information  if  the  following  procedures 
are  observed: 

(1)  The  former  employee  proposing  to 
make  the  communication  solely  for  the 
purpose  of  furnishing  scientific  or 
technological  information  receives  pnor 
written  authorization  from  the 
Executive  Director  for  Operations.  The 
individual  shall  provide  to  the 
Executive  Director  for  Operations  a 
wn-itten  statement  that  indicates  he  or 
she  is  a  former  employee  subject  to  post- 
employment  restrictions  under  this 
section,  that  briefly  summarizes  the 
content  of  the  proposed  communication, 
that  describes  his  or  her  involvement,  if 
any.  as  an  NRC  employee  on  the  matter 
to  be  discussed,  and  that  certifies  the 
communication  he  or  she  desires  to 
make  is  solely  for  the  purpose  of 
furnishing  scientific  or  technological 
information:  and 

(2)  The  Executive  Director  for 
Operations  before  deciding  whether  to 
authorize  the  communication  shall 
consult  with  the  counselor  or  deputy 
counselor.  The  primary  factor  to  be 
considered  by  the  Executive  Director  for 
Operations  is  whether  receipt  of  the 
scientific  or  technological  information 
would  further  the  agency's  mission. 

(b)  If  the  Commission,  in  consultation 
with  the  Director  of  the  Office  of 
Government  Ethics,  makes  a 
certification  published  in  the  Federal 
Register  that  the  former  employee  has 
outstanding  qualifications  in  a 
scientific,  technological,  or  other 
technical  discipline,  and  is  acting  with 
respect  to  a  particular  matter  which 
requires  such  qualifications,  and  that 
the  national  interest  would  be  served  by 
the  participation  of  the  former  officer  or 
employee.  The  Commission  under  this 
provision  mav  authorize 
communicatiians  that  are  not  limited  to 
transmission  of  scientific  or 
technological  information. 

§§0.735-27— 0.735-28a    [Removed] 

11.  Sections  0.735-27  through  0.735- 
28a  are  removed. 


Subpart  E  (§§  0.735-50—0.735-55)— 
[Removad] 

15  Fart  0  is  amended  by  removing 
subpart  E  (§§  0.735-50-0.735-55). 

Dated  at  Rockville.  Maryland  this  28th  day 
of  December.  1992. 

For  the  Nuclear  Regulatory  Commission. 
James  M.  Taylor, 
Executive  Director  for  Operations. 
IFR  Doc.  93-373  Filed  1-11-93;  8:45  ami 

BILUNO  COOe  TSOO-OI-M 

DEPARTMENT  OF  TRANSPORTATION 

Office  of  Commercial  Space 
Transportation 

14  CFR  Parts  413,  415 

RIN  2105-AB96 

Commercial  Space  Transportation; 
Removal  of  User  Fees 

AGENCY:  Office  of  Commercial  Space 

Transportation,  DOT. 

action:  Final  rule. 


Subpart  C  (§  0. 735-30)— [Removed} 

12.  Part  0  is  amended  by  removing 
subpart  C(§  0.735-30). 

§0.735-40    [Amended] 

13.  Section  0.735-40  is  amended  by 
removing  paragraphs  (e),  (g)  and  (h).  and 
redesignating  paragraph  (f)  as  paragraph 
(e). 
§§0.735-41— 0.735-49a    [Removed] 

14.  Sections  0.735-41  through  0.735- 
49a  are  removed. 


SUMMARY:  Pursuant  to  the  National 
Aeronautics  and  Space  Administration 
Authorization  Act,  Fiscal  Year  1993,  the 
Department  of  Transportation  (the 
Department)  is  removing  from  the 
Commercial  Space  TransportaUon 
Licensing  Regulations  the  requirement 

for  the  payment  of  user  fees  by  license 

applicants  and  licensees. 

EFFECTIVE  DATE:  This  rule  becomes 

effective  January  12. 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 

Elaine  Orfanos  David.  Office  of  the 

Assistant  General  Counsel  for 

Regulation  and  Enforcement,  U.S. 

Department  of  Transportation,  400 

Seventh  Street,  SW.,  Washington,  DC 

20590,  (202)  366-9305. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Department  of  Transportation 
(the  Department)  is  authorized  to 
license  and  regulate  commercial  space 
launch  activities  pursuant  to  the 
Commercial  Space  Launch  Act  of  1984. 
as  amended  (CSLA)  (49  U.S.C.  app. 
2601-2623).  The  Secretary's 
responsibilities  under  the  CSLA  are 
implemented  by  the  Department's  Office 
of  Commercial  Space  Transportation 

(OCST).  ,     ^      , 

OCST's  appropriations  for  fiscal  year 
1991  reflected  Congressional  sentiment 
that  "a  viable  user  fee  structure  should 
be  established"  for  its  regulatory 
activities,  and  the  Department  of 
Transportation  and  Related  Agencies 
Appropriations  Act  (DOT 
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Appropriations  Act)  1991  (Pub.  L.  101- 
516)  provided  that  "there  may  be 
credited  up  to  $300,000  to  this  account 
funds  received  from  user  fees."  In  a 
final  rule  published  in  the  Federal 
Register  cm  August  19, 1991  (56  FR 
41062-41068).  OCST  established  fees 
for  the  submission  of  a  license 
application  and  the  conduct  of  any 
launch  pursuant  to  a  license.  The 
regulations  assessing  such  fees  were 
issued  pursuant  to  the  general  statutory 
authority  for  the  establishment  of 
federal  user  fee  programs,  the 
Independent  Offices  Appropriations  Act 
of  1952,  as  amended  (lOAA)  (31  U.S.C. 
9701).  Instructions  for  the  payment  of 
user  fees  were  published  in  the  Federal 
Register  on  October  31, 1991  (56  FR 
56111-56112). 

Allowance  of  a  credit  to  OCSTs 
appropriations  of  up  to  $300,000 
received  from  user  fees  established  for 
regulatory  services  was  continued  in  the 
DOT  Appropriations  Act,  1992  (Pub.  L. 
102-143)  and  the  DOT  Appropriations 
Act,  1993  (Pub.  L.  102-388).  However, 
the  National  Aeronairtics  and  Space 
Administration  Authorization  Act, 
Fiscal  Year  1993  (NASA  FY93 
Authorization  Act)  (Pub.  L.  102-588), 
amended  the  CSLA  by  authorizing  fiscal 
year  1993  appropriations  and 
prohibiting  the  collection  of  user  fees 
for  any  regulatory  or  other  services 
conducted  pursuant  to  the  CSLA,  unless 
specifically  authorized  by  the  CSLA.  At 
present,  no  such  authcffization  is 
provided  by  the  CSLA. 

The  NASA  FY93  Authorization  Act 
was  signed  into  law  by  the  President  on 
November  4. 199Z.  and  the  prohibition 
against  collection  of  user  fees  became 
effect  on  that  date.  Accordingly.  OCST 
is  removing  from  the  regulations  any 
reference  to  the  collection  of  user  fees, 
i.e.,  license  application  or  launch  fees. 

Because  the  statutory  prohibition 
against  OCSTs  collection  of  user  fees 
makes  notice  and  an  opportunity  for 
public  comment  impracticable  and 
unnecessary,  the  Department  has 
determLned  that  good  cause  exists  to 
issue  this  regulation  as  a  final  rule. 

Rulemaking  Analyses  and  Notices 

A.  Executive  Order  No.  12291 

Executive  Order  (E.O.)  No.  12291 
requires  that  regiilations  be  classified  as 
major  or  nonmajor  for  purposes  of 
review  by  the  Office  of  Muiagement  and 
Budget  (OMB).  According  to  E.O.  12291. 
major  rules  are  regulations  that  are 
likely  to  result  in: 

(1)  An  annual  effect  on  the  economy 
of  $100  million  or  mcne;  or 

(2)  A  major  increase  in  costs  or  prices 
for  consumers,  individual  industries. 


Federal,  State,  or  local  government 
ageitcies.  or  geographic  re^ons;  or 

(3)  Significant  adverse  miscts  on 
competition,  employment,  iitvestment. 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  eiqtort 
markets. 

OCST  has  determined  that  this  rule 
removing  the  user  fee  regulations  is 
non-major  under  E.O.  12291  because  it 
would  not  resuh  in  an  annual  effect  on 
the  economy  of  $100  million  or  more,  fri 
Fiscal  Yeer  1992.  the  only  full  fiscal 
year  in  which  OCST  collected  user  fees, 
a  total  of  $203,175  was  received.  This 
figure  reflects  six  license  applications 
received  by  OCST  and  seven  Ucensed 
launches  (six  orbital  and  one 
suborbital).  Based  upon  the  number  of 
licensed  launches  currently  listed  on 
the  Department's  U.S.  Commercial 
Space  Transportation  Manifest  through 
Fiscal  Year  1995,  it  does  not  appear  that 
revenues  resulting  from  user  fees  in  any 
fiscal  year  would  approach  $100 
million.  Eliminating  the  imposition  of 
user  fees  will  relieve  an  economic 
burden  on  the  commercial  space  launch 
industry  and  will  not  result  in  a  major 
increase  in  costs  or  prices  referenced  in 
(2)  above,  or  any  of  the  significant 
adverse  effects  referenced  in  (3)  above. 

B.  Department  Regulatory  PoHdes  and 
Procedures 

This  regulation  has  been  reviewed 
and  determined  not  to  be  significant 
under  the  D^artment's  Regulatory 
Policies  and  Procedures,  dated  February 
26, 1979. 

C.  Regulatory  Flexibility  Act 

This  regulation  will  have  minimal 
economic  impact  and  therefore  does  not 
require  a  Regulatory  Flexibility 
Analysis.  Accordingly,  I  hereby  certify 
that  this  regulation  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

D.  Federalism  Implications 

This  regulation  will  not  have 
substantial  direct  effects  on  the  states, 
on  the  relationship  between  the  national 
government  and  the  states,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  regulation  does 
not  have  federalism  implications 
warranting  the  preparation  of  a 
Federalism  Assessment. 

E.  Paperwork  Reduction  Act 

There  are  no  reporting  or 
recordkeeping  provisions  included  in 


this  rule  that  require  approval  from  the 
Office  of  Kfanegemoit  and  Budget  under 
section  3504(h)  of  the  Paperwork 
Reduction  Act  of  1980. 44  U.S.C.  3501 
etseq. 

List  of  Sobyects  in  14  C7R  Parts  413  and 
415 

Administrative  practice  and 
procedure,  Space  transportation  and 
exploration,  Laimch  operations,  Laundi 
vehicles.  User  fees. 

For  the  reasons  set  forth  in  the 
preamble,  title  14  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  413— APPLICATIONS 

1.  The  authority  citation  for  part  413 
is  revised  to  reed  as  follows: 

Authority:  49  U.S.Q  app.  2601  note. 

2.  In  §  413.5,  paragraph  (d)  is 
removed. 

PART  415— LAUNCH  LICENSES 

3.  The  authority  citation  for  pail  415 
is  revised  to  read  as  follows: 

Antfaarity:  49  U.&C  app.  2601  note. 

f  415.4    [Removed] 

4.  Section  415.4  is  removed. 

141 5.9    [Removed] 

5.  In  §  415.9,  paragraph  (e)  is 
removed. 

Issued  in  Washington,  DC,  this  6th  day  of 
January,  1993. 
DonaU  K.  Trilliag, 

Acting  Director,  Offica  ofConuaadal  Space 
Transportation. 

(FR  Doc  93-567  Piled  1-11-93;  8:45  ami 
BtUlNa  COOK  4S10-a-« 


DEPARTMENT  OF  THE  TREASURY 
internal  Ravemia  Sarvic* 

26  CFR  Part  301 

[TJ>.8467] 

RIN 1545-AII72 

Effect  Of  Honoring  Levy 

AGENCY:  Internal  Revenue  Service, 
Treasury. 

ACTION:  Final  regulations. 

SUMMARY:  This  document  contains  final 
regulations  regarding  the  consequences 
of  honoring  an  Internal  Revenue  Service 
lev'y.  These  regulations  are  necessary  to 
reflect  changes  to  the  tax  law  by  the 
Technical  and  Miscellaneous  Revenue 
Act  of  1988  (TAMRA).  TAMRA 
amended  section  6332(e)  of  the  Internal 
Revenue  Code,  to  provide  that  any 
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person  who  surrenders  property  to  the 
Internal  Revenue  Service  pursuant  to  a 
levy,  is  discharged  from  any  obligation 
or  hability  to  the  delinquent  taxpayer  or 
to  any  other  person  arising  from  the 
surrender  of  such  property.  Before 
section  6332(e)  was  amended  by 
TAMRA.  a  person  who  surrendered 
levied  upon  property  was  discharged 
from  liability  to  the  taxpayer,  but  not  to 
a  third  party.  The  final  regulations 
provide  that  if  a  taxpayer  has  an 
apparent  interest  in  property  in  the 
possession  of  someone  else,  and  if  the 
possessor  makes  a  good  faith 
determination  that  the  property  has 
been  levied  upon  by  the  Internal 
Revenue  Service,  the  possessor  is 
relieved  of  liability  to  a  third  party  that 
has  an  interest  in  the  property,  even  if 
it  is  subsequently  determined  that  the 
property  is  not  properly  subject  to  levy. 
DATES:  These  final  regulations  are 
effective  on  January  11, 1993.  However, 
persons  surrendering  property  to  the 
Internal  Revenue  Service  may  rely  on 
the  regulations  with  respect  to  levies 
issued  after  November  10, 1988. 
FOR  FUnTHER  mFORMAHON  CONTACT: 
Susan  B.  Watson  202-622-3640  (not  a 
toll-free  call). 

SUPPLEMENTARY  INFORMATION: 

Background 

This  document  contains  final 
regulations  amending  the  Procedure  and 
Administration  Regulations  (26  CFR 
part  301)  under  section  6332  of  the 
Internal  Revenue  Code  (Code).  These 
final  regulations  reflect  the  amendment 
of  section  6332  by  sections  1015(t)(l) 
(A)  and  (B)  of  the  Technical  and 
Miscellaneous  Revenue  Act  of  1988 
(TAMRA)  (F»ub.  L.  100-647). 

The  Internal  Revenue  Service 
published  a  notice  of  proposed 
rulemaking  in  the  Federal  Register  on 
October  16. 1991  (56  FR  51855) 
providing  proposed  rules  under  section 
6332  of  the  Code.  Several  parties 
submitted  written  comments  concerning 
the  regulations.  Some  of  the  issues 
raised  in  the  public  comments  either 
had  been  considered  prior  to 
publication  of  the  proposed  regulations 
or  fell  outside  the  scope  of  the 
regulations.  The  following  is  a 
description  of  the  provisions  of  the  final 
regulations  and  a  discussion  of  some  of 
the  comments  received  by  the  Internal 
Revenue  Service  with  respect  to  the 
proposed  regulations. 

Explanation  of  Provisions 

As  amended  by  sections  1015(t)(l)  (A) 
and  (B)  of  TAMRA,  section  6332(e)  of 
the  Code  provides  that  any  person  who 
surrenders  levied  upon  property  in  that 


person's  possession  to  the  Internal 
Revenue  Service,  is  discharged  from  any 
obligation  or  liability  to  the  delinquent 
taxpayer,  and  also  to  any  other  person. 
Prior  to  the  amendment,  the  Code 

ftrovided  no  such  protection  from 
lability  to  third  parties.  Accordingly, 
the  regulations  under  section  6332  of 
the  Cmle  in  existence  at  the  time 
TAMRA  was  enacted  provide  that  any 
person  who  mistakenly  surrenders  to 
the  Internal  Revenue  Service  property  or 
rights  to  property  not  properly  subject  to 
levy  is  not  relieved  from  liability  to  a 
third  party  who  owns  the  property. 
Under  those  regulations,  a  person  in 
possession  of  property  that  ostensibly 
belonged  to  a  taxpayer  frequently  was 
faced  with  competing  claims  of 
ownership  in  the  property  and  had  to 
make  a  determination,  at  his  or  her 
peril,  whether  the  property  was 
properly  subject  to  levy  under  the 
provisions  of  the  Code  and  the 
provisions  of  state  law. 

The  final  regulations  conform  the 
existing  regulations  under  section  6332 
of  the  Code  to  the  changes  in  the 
statutory  language  by  providing  that  if  a 
taxpayer  has  an  apparent  interest  in 
property  in  the  possession  of  someone 
else,  a  possessor  who  makes  a  good  faith 
determination  that  such  property  has 
been  levied  upon  by  the  Internal 
Revenue  Service  and  who  surrenders 
such  property  to  the  Internal  Revenue 
Service  in  response  to  the  levy  is 
relieved  of  any  liability  or  obligation  to 
a  third  party  who  has  an  interest  in  the 
property,  even  if  it  is  subsequently 
determined  that  the  property  was  not 
properly  subject  to  levy.  If.  however,  a 
person  surrenders  property  in  which  the 
taxpayer  has  no  apparent  interest  and 
that  property  is  not  properly  subject  to 
levy,  the  person  is  not  relieved  of 
liability  to  a  third  party  that  owns  the 
property.  These  new  rules  do  not 
provide  relief  from  liability  to  the 
taxpayer  because  such  relief  is 
unnecessary.  (If,  despite  an  apparent 
interest  in  levied  upon  property,  the 
taxpayer  in  fact  does  not  own  the 
property,  the  taxpayer  has  no  property 
rights  that  could  be  violated.)  In 
addition,  the  relief  provision  does  not 
apply  to  deposits  a  bank  improperly 
surrenders  oefore  the  end  of  the  21  day 
holding  period  mandated  by  section 
6332(c). 

The  final  regulations  also  clarify  that 
the  owners  of  surrendered  property  may 
seek  to  have  the  property  returned 
through  the  administrative  relief 
provided  in  section  6343(b)  of  the  Code, 
or  may  bring  suit  to  recover  the  property 
under  section  7426  of  the  Code.  The 
final  regulations  set  forth  examples 
illustrating  the  effect  of  honoring  a  levy. 


Section  6332  of  the  Code  was  further 
amended  by  the  deletion  of  language 
providing  that  an  insuring  organization 
that  satisfies  a  levy  with  respect  to  a  life 
insurance  or  endowment  contract  is 
discharged  from  any  obligation  or 
liability  to  any  beneficiary  of  such 
contract.  This  language  was  superfluous 
in  light  of  die  more  general  protection 
from  liability  to  third  parties  now 
provided  with  the  enactment  of  TAMRA 
sections  1015(t)(l)  (A)  and  (B).  The  final 
regulations  remove  the  corresponding 
language  in  the  existing  regulations  to 
conform  to  the  statutory  amendment. 

Several  written  comments  were 
received  and  considered.  First,  one  of 
the  commenters  expressed  general 
concern  about  the  proposed  retroactive 
effective  date  of  the  regulations.  This 
concern,  however,  seems  misplaced. 
These  regulations  benefit  levied  upon 
parties  because  they  interpret  a  statutory 
amendment  that  provides  a  federal 
defense  to  wrongful  turnover  of 
property  rather  than  forcing  reliance  on 
state  law.  At  the  same  time,  these 
regulations  do  not  unfairly  disadvantage 
taxpayers  whose  property  has  been 
erroneously  levied  upon.  Therefore, 
although  the  effective  date  has  been 
revised  to  be  January  11. 1993.  persons 
surrendering  property  they  possess  to 
the  Internal  Revenue  Service  prior  to 
January  11. 1993.  may  rely  on  the 
regulations  with  respect  to  levies  issued 
after  November  10. 1988. 

One  of  the  commenters  suggested  that 
in  paragraph  (c)(1)  of  the  regulations, 
the  phrase  "pursuant  to  section  6331 
and  regulations  thereunder"  be  added 
for  clarification  after  the  phrase  "levy 
has  been  made."  However,  the  same 
language  is  present  in  the  existing 
regulations  and  has  not  been  a  source  of 
confusion.  Accordingly,  this  comment 
has  not  been  adopted. 

Another  commenter  expressed 
concern  that  the  regulations  might  be 
interpreted  as  creating  a  new  federal 
cause  of  action.  The  new  provision, 
however,  does  not  give  rise  to  a  federal 
cause  of  action.  To  the  contrary,  the 
statutory  change  codified  the  result 
reached  in  United  States  v.  National 
Bank  of  Commerce.  472  U.S.  713  (1985). 
and  created  a  federal  defense  for  a 
levied  upon  party  who  turns  over 
property  to  the  Internal  Revenue  Service 
pursuant  to  a  levy.  No  changes  were 
made  to  the  final  regulations  as  a  result 
of  this  comment. 

One  of  the  commenters  recommended 
that  the  regulations  allow  a  levied  upon 
party  to  make  a  good  faith 
determination  of  the  taxpayer's  apparent 
interest  in  the  property  based  solely 
upon  the  books  and  records  in 
possession  of  the  levied  upon  party. 
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Conversely,  the  same  commenter 
suggested  that  the  regulations  provide 
that  the  levied  upon  party  would  be 
relieved  of  liability  to  the  Internal 
Revenue  Service  if  the  party's  books  and 
records  supported  an  erroneous 
determination  that  the  taxpayer  did  not 
have  an  apparent  interest  in  the 
properly. 

Neither  of  these  comments  was 
adopted.  Apparent  interest  is  an 
objective  test.  If  an  apparent  interest 
exists,  the  possessor  must  act  in  good 
faith  in  determining  whether  the 
property  in  question  has  been  levied 
upon  by  the  Internal  Revenue  Service. 
The  determination  of  whether  these  two 
requirements  for  relief  from  liability  are 
met  depends  on  the  relevant  facts  and 
circumstances.  For  example,  a  bank 
generally  may  rely  on  its  books  and 
records  to  determine  if  the  taxpayer  has 
an  apparent  interest  in  an  account  and 
in  making  a  good  faith  determination 
that  the  account  has  been  levied  upon 
by  the  Internal  Revenue  Service. 
Additionally,  the  issue  of  relief  from 
liability  to  the  Internal  Revenue  Service 
is  beyond  the  scope  of  these  regulations. 

One  commenter  suggested  that  the 
regulations  provide  that  a  bank  would 
be  relieved  of  liability  only  if  the  bank 
notiHed  all  persons  with  an  apparent 
interest  in  the  property  within  10  days 
of  receipt  of  the  levy.  If  a  person  so 
notified  failed  to  respond  by  the  21st 
day,  the  bank  would  be  automatically 
relieved  of  liability  to  that  third  party. 
TTiis  comment  was  not  adopted  for  two 
reasons.  First,  it  would  impose  an 
undesirable  administrative  burden  on 
banks  and  other  taxpayers.  Second,  the 
information  obtained  by  this  process 
might  be  inaccurate. 

Finally,  one  commenter  suggested 
eliminating  the  requirement  that  a 
person  in  possession  of  property  make 
a  good  faith  determination  that  the 
property  has  been  properly  levied  upon 
by  the  Internal  Revenue  Service.  In  the 
commenter's  opinion,  the  good  faith 
requirement  is  burdensome  and  beyond 
the  scope  of  the  amendment.  The 
proposed  regulations  were  revised  in 
response  to  this  comment.  As  indicated 
above,  the  good  faith  determination  a 
possessor  of  property  must  make  is  not 
that  the  property  is  properly  subject  to 
levy  but  rather  that  the  property  has 
been  levied  upon  by  the  Internal 
Revenue  Service. 

Special  Analyses 

It  has  been  determined  that  these 
regulations  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  has  also  been 
determined  that  section  553(b)  of  the 


Administrative  Procedure  Act  (5  U.S.C. 
chapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C.  chapter  6)  do  not  apply  to 
these  final  regulations,  and,  therefore, 
an  initial  Regulatory  Flexibility 
Analysis  is  not  required.  Pursuant  to 
section  7805(f)  of  the  Code,  the  notice 
of  proposed  rulemaking  was  submitted 
to  the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  for 
comment  on  their  impact  on  small 
business. 

Drafting  Information 

The  principal  author  of  these  final 
regulations  is  Susan  B.  Watson,  Office  of 
the  Assistant  Chief  Counsel  (General 
Litigation),  Internal  Revenue  Service. 
However,  personnel  from  other  offices 
of  the  Internal  Revenue  Service  and 
Treasury  Department  participated  in 
developing  the  regulations  on  matters  of 
both  substance  and  style. 

List  of  Subjects  in  26  CFR  Part  301 

Administrative  practice  and 
procedure.  Alimony,  Bankruptcy,  Child 
support,  Continental  shelf.  Courts, 
Crime,  Employment  taxes,  Estate  taxes, 
Excise  taxes.  Gift  taxes.  Income  taxes, 
Investigations,  Law  enforcement.  Oil 
pollution.  Penalties,  Pensions, 
Reporting  and  recordkeeping 
requirements.  Statistics,  Taxes. 

Final  Amendments  to  the  Regulations 

Accordingly,  26  CFR  part  301  is 
emended  as  follows: 

PART  301— {AMENDED] 

Paragraph  1.  The  authority  citation 
for  part  301  continues  to  read  in  part: 

Authority:  26  U.S.C.  7805  *  *  * 

Par.  2.  Section  301. 6332-1  (c)  is 
revised  to  read  as  follows: 

S  301 .6332-1    Surrender  of  property 
subject  to  levy. 

•        •        *        •        • 

(c)  Effect  of  honoring  levy — (1)  In 
general.  Any  person  in  possession  of,  or 
obligated  with  respect  to,  property  or 
rights  to  property  subject  to  levy  and 
upon  which  a  levy  has  been  made  who, 
upon  demand  by  the  district  director, 
surrenders  the  property  or  rights  to 
property,  or  discharges  the  obligation,  to 
the  district  director,  or  who  pays  a 
liability  described  in  paragraph  (b)(1)  of 
this  section,  is  discharged  from  any 
obligation  or  liability  to  the  delinquent 
taxpayer  and  any  other  person  with 
respect  to  the  property  or  rights  to 
property  arising  from  the  surrender  or 
payment. 

(2)  Exception  for  certain  incorrectly 
surrendered  property.  Any  person  who 
surrenders  to  the  Internal  Revenue 


Service  property  or  rights  to  property 
not  properly  subject  to  levy  in  which 
the  delinquent  taxpayer  has  no  apparent 
interest  is  not  relieved  of  liability  to  a 
third  party  who  has  an  interest  in  the 
property.  However,  if  the  delinquent 
taxpayer  has  an  apparent  interest  in 
property  or  rights  to  property,  a  person 
who  makes  a  good  faith  determination 
that  such  property  or  rights  to  property 
in  his  or  her  possession  has  been  levied 
upon  by  the  Internal  Revenue  Service 
and  who  surrenders  the  property  to  the 
United  States  in  response  to  the  levy  is 
relived  of  liability  to  a  third  party  who 
has  an  interest  in  the  property  or  rights 
to  property,  even  if  it  is  subsequently 
determined  that  the  property  was  not 
properly  subject  to  levy. 

(3)  Remedy.  In  situations  described  in 
paragraphs  (c)(1)  and  (c)(2)  of  this 
section,  taxpayers  and  third  parties  who 
have  an  interest  in  property  surrendered 
in  response  to  a  levy  may  secure  from 
the  Internal  Revenue  Service  the 
administrative  relief  provided  for  in 
section  6343(b)  or  may  bring  suit  to 
recover  the  property  under  section  7426. 

(4)  Examples.  The  provisions  of  this 
paragraph  (c)  may  be  illustrated  by  the 
following  examples: 

Example  J.  M  Bank  is  served  with  a  notice 
of  levy  for  an  unpaid  tax  liability  due  hotn 
A  in  the  amount  of  S2,000.  M  Bank  holds 
$2,000  in  a  checking  account  in  the  names 
of  A  or  B  or  C  Although  all  of  the  deposits 
into  the  account  were  made  by  B  and  C,  A 
has  an  unrestricted  right  to  withdraw  the 
funds  from  the  account.  M  Bank  surrenders 
the  entire  account  to  the  district  director  at 
the  end  of  the  holding  period  provided  in 
section  6332(c).  Under  paragraph  (c)(1)  of 
this  section,  M  Bank  is  not  liable  to  B  or  C 
for  any  amount,  even  if  B  or  C  prove  that  the 
funds  in  the  account  did  not  belong  to  A, 
because  A's  unrestricted  right  to  withdraw 
the  funds  is  an  interest  which  in  subject  to 
levy.  B  or  C  may,  however,  seek  the  return 
of  the  funds  from  the  United  States  as 
provided  in  sections  6343(b)  and  7426  of  the 
internal  Revenue  Code. 

Example  2.  A  is  indebted  to  B  for  $400. 
Unbeknownst  to  A,  B  has  assigned  his  right 
to  receive  p>ayroent  to  C  A  is  served  with  a 
notice  of  levy  for  an  unpaid  tax  liability  due 
from  B  for  $400.  A,  acting  with  no  knowledge 
of  the  assignment  to  C,  surrenders  $400  to  the 
district  director.  A  is  discharged  from  his 
obligation  to  pay  B,  the  taxpayer.  Under 
paragraph  (c)(2)  of  this  section,  l)ecause  B 
had  an  apparent  interest  in  the  funds  that  A 
owed  to  B,  and  because  A  detemiined  in 
good  faith  that  those  funds  had  been  levied 
upon,  A  is  also  discharged  from  any  liability 
to  C,  even  though  the  money  is  not  properly 
subject  to  levy.  C  may,  however,  seek  return 
of  the  payment  from  the  United  States  as 
provided  in  sections  6343(b)  and  7426  of  the 
Internal  Revenue  Code. 

Example  3.  M  Bank  is  served  with  a  notice 
of  levy  for  an  unpaid  tax  liability  due  from 
"John  H.  Smith,  Sr."  in  the  amount  of  $5,000. 
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M  Bank  fails  to  raad  th«  notice  of  levy 
carefully.  When  searching  its  records,  M 
Bank  finds  the  name  of  ")ohn  H.  Smith.  |r." 
and  looks  no  further.  M  Bank  surrenders 
S5.000  from  John  H.  Smith.  Jr.s  checking 
account  to  the  district  director.  M  Bank  is  not 
discharged  from  liability  under  section 
6332(e)  of  the  Internal  Revenue  Code  because 
the  dellnqtjent  taxpayer  (John  H.  Smith.  Sr.) 
had  no  apparent  interest  in  the  account  of 
)ohn  H.  Smith.  Jr.  (Generally,  John  H.  Smith 
Jr.  may  seek  return  of  the  payment  from  the 
United  States  as  provided  in  sections  6343 
and  7426  of  the  Internal  Revenue  Code.) 

Example  4.  M  Bank  is  served  with  a  notice 
of  levy  for  an  unpaid  tax  liability  due  from 
"Robert  A.  Jones"  in  the  amount  of  $5,000. 
M  Bank  searches  its  records  and  identifies 
four  separate  accounts  of  $1 ,000  each  In  the 
name  of  "Robert  A.  Jones. "  All  four  accounts 
list  different  addresses  and  social  security 
identiHcation  numbers.  M  Bank  surrenders 
all  four  accounts  totalling  $4,000  in  response 
to  the  levy.  M  Bank  could  not  in  good  faith 
have  determined  that  all  four  accounts  were 
levied  upon.  Therefore.  M  Bank  is  not 
discharged  from  liability  to  any  person  other 
than  the  taxpayer  whose  account  was  levied 
upon. 

(5)  Effective  date.  Paragraph  (c)  of  this 
section  is  effective  January  11. 1993. 
However,  persons  surrendering  property 
to  the  Internal  Revenue  Service  may  rely 
on  the  regulations  with  respect  to  levies 
issued  afler  November  10, 1988. 
Shirley  D.  Peterson, 
Coaunissiofier  of  Internal  Revenue 

Apprm-ed:  December  IS.  1992. 
Alan ).  Wilensky. 

Deputy  Assistant  Secretary  of  the  Treasury. 
IFR  Doc  93-439  Filed  1-11-93;  8:45  am) 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reciamatlon 
and  Enforcement 

30  CFR  Part  901 

Alabama  Abandoned  Mine  L^nd 
Reclamation  Program 

AOENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Interior. 

ACnOM:  Final  rule;  approval  of 

amendment. 

summary:  OSM  is  announcing  the 
approval  of  a  pro{>osed  amendment  to 
the  Alabama  Abandoned  Mine  Land 
Reclamation  (AMLR)  Plan  {hereinafter 
referred  to  as  the  Alabama  Plan)  under 
the  Surface  Control  and  Reclamation 
Act  of  1977  (SMCRA).  30  U.S.C.  1231  et 
seq.,  as  amended.  The  amendment 
kv-ouid  revise  Alabama's  procedures  for 
ranking  and  selecting  AMLR  projects 
and  is  intended  to  meet  the 


requirements  of  the  applicable 
provisions  of  SMCRA,  as  amended,  and 
enacted  on  November  5. 1990. 
EFFECtlvc  DATE:  January  12. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mr.  Jesse  Jackson.  Jr..  Director 
Birmingham  Field  Office.  Office  of 
Surface  Mining  Reclamation  and 
Enforcement.  135  Gemini  Qrcle.  suite 
215.  Birmingham.  Alabama  35209. 
Telephone:  (205)  290-7282. 

SUPPLEMENTARY  INFORMATION: 

I.  Background  on  the  Alabama  Program. 

II.  Submission  of  Amendment. 

III.  Director's  Findings. 

IV.  Summary  and  Disposition  of  Comments. 

V.  Director's  Decision. 
Vi  Procedural  Detenninations.  , 

I.  Background  on  the  Alabama  Program 

The  Secretary  of  the  Interior  approved 
the  Alabama  AMLR  Plan  on  May  20. 
1982.  Information  pertinent  to  the 
general  background,  revisions,  and 
amendments  to  the  initial  plan 
submission,  as  well  as  the  Secretary's 
findings  and  the  disposition  of 
comments  can  be  found  in  the  May  20, 
1982.  Federal  Register  (47  FR  22062). 
Actions  taken  subsequent  to  the 
approval  of  the  Alabama  AMLR  Plan  are 
identified  at  30  CFR  901.20  and  901.25. 

II.  Submission  of  Amendment 

By  letter  dated  June  26, 1992. 
Alabama  submitted  a  reclamation  plan 
amendment  to  OSM  on  its  o%vn 
initiative  (Administrative  Record  No. 
AL-0484).  The  amendment  consists  of 
revised  narratives  to  modify  one  section 
of  the  approved  Alabama  Plan  pursuant 
to  the  provisions  of  30  CFR  884.13.  By 
letter  dated  October  8. 1992.  Alabama 
submitted  additional  revisions  to  the 
proposed  amendment  (Administrative 
Record  No.  AL-0493).  The  June  and 
October  revisions  are  intended  to 
replace  Alabama's  current  ranking  and 
selection  procedures. 

OSM  announced  receipt  of  the 
proposed  amendment  in  the  August  19, 
1992  Federal  Register  (57  FR  37497) 
and  in  the  same  notice  opened  the 
public  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment. 
The  comment  period  closed  on 
September  18.  1992. 

III.  Director's  Findings 

Set  forth  below,  pursuant  to  SMC^RA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17.  are  the  Director's 
findings  concerning  the  proposed 
amendment  submitted  on  June  26, 1992. 
and  revised  on  October  8, 1992.  Any 
revisions  not  specifically  addressed 
below  are  found  to  be  no  less  stringent 


than  SMCRA  and  no  less  effective  than 
the  Federal  rules. 

Procedures  for  Ranking  and  Selecting 
AMLR  Projects 

1.  Section  I— Introduction 

Alabama  is  proposing  to  follow  a 
systematic,  objective  procedure  few  the 
ranking  and  selection  of  projects  for 
inclusion  in  AML  construction  grants. 
Currently  eUgible  for  reclamation  are 
those  sites  mined  for  coal  or  affected  by 
such  mining  and  abandoned  or  left  in  an 
inadequate  reclamation  status  prior  to 
August  3. 1977,  Additional  sites  will 
become  eligible  upon  enactment  by  the 
Sute  Legislature  of  a  bill  that  will 
extend  the  cut-off  date  to  November  5, 
1990.  Section  404  of  SMCRA  describes 
those  lands  and  waters  eligible  for 
reclamation.  The  Director  finds  that  the 
proposed  amendment  at  Section  1  is 
consistent  with  the  provisions  of  section 
404  of  SMCRA. 

2.  Section  II.A — Site  Identification 

During  each  fiscal  year,  Alabama  is 
proposing  to  identify  the  AML  sites  that 
need  to  be  reclaimed.  Information 
regarding  site-specific  AML  problems 
will  be  analyzed  and  a  list  prepared 
identifying  potential  projects  with  the 
highest  priority  AML  problems. 

The  Federal  regulations  at  30  CFR 
884.13(c)  require  that  the  State  provide 
a  description  of  policies  and  procedures 
it  will  follow  in  conducting  the 
reclamation  program  including  criteria 
for  the  ranking  and  selection  of  projects. 
The  Director  finds  the  proposed 
amendment  at  Section  II.A  to  be 
consistent  with  the  Federal  regulations 
at  30  CFR  884.13(c). 

3.  Section  II.B — Preliminary  Site 
Evaluation 

Alabama  is  proposing  that  the 
identified  sites  be  evaluated  and 
assessed  according  to  the  following 
criteria:  (1)  Compliance  with  Public  Law 
95-87 — "The  project  must  meet  the 
eligibility  requirements  specified  in  the 
public  law  or  be  rejected.  If  a  project  is 
rejected,  a  statement  explaining  the 
reason  for  the  rejection  will  be  filed.  (2) 
Feasibility — Alabama  will  make  certain 
determinations  concerning  the 
availability  of  proven  technology, 
physical  resources,  and  funding  to 
accomplish  the  required  work.  Alabama 
w  ill  also  determine  if  the  project  is  to 
be  designated  a  Research  and 
Demonstration  Project  to  develop  new 
technology.  (3)  Purpose  of  Project- 
Reclamation  projects  will  be  prioritized 
as  follows:  Priority  1— Extreme  Danger 
to  Public;  Priority  2— Adverse  Effect  on 
Public;  Priority  3— Restoration  of 


I  n      « rk0\^     i    Oaml^M    tfh«k<l    OAnvvlfftf  i/\ne 


Federal  Register  /  Vol.  58,  No.  7  /  Tuesday.  January  12.  1993  /  Rules  and  Regulations  3831 


Environment;  Priority  4 — Research  and 
Demonstration;  Priority  5 — Protection 
and  Enhancement  of  Public  Facilities; 
Priority  6 — Development  of  Public 
Lands;  Priority  7 — Extreme  Danger  to 
Public  (Non-coal);  Priority  8 — Adverse 
Effect  on  Public  (Non-coal);  Priority  9 — 
Restoration  of  Environment  (Non-coal); 
and  Priority  10 — Construction  of  Public 
Facilities  (Non-coal), 

Section  403(a)  of  SMCRA  defines  the 
priorities  for  the  expenditures  of 
moneys  on  eligible  lands  and  waters 
which  were  mined  for  coal  or  affected 
by  such  mining.  Sections  411  (c)  and  (e) 
of  SMOIA  define  the  priorities  for  non- 
ooal  sites.  The  Director  finds  the 
proposed  amendment  at  Section  II.B  to 
be  consistent  with  the  provisions  of 
sections  403(a)  and  411  (c)  and  (e)  of 
SMCRA. 

4.  Section  II.C — ^Tentative  Pro)ect 
Selection 

Alabama  is  proposing  that  after  all 
listed  projects  have  been  visited  by  the 
AML  Field  Supervisor  and  Branch  Chief 
of  Planning  and  Maintenance,  those 
projects  meeting  the  above  specified 
criteria  and  being  the  most  urgent  and 
deserving  will  be  identified  and 
recommended.  

The  Federal  regulations  at  30  CFR 
884.13(c)  require  that  the  State  submit  a 
description  of  the  poHcies  and 
procedures  it  will  follow  in  conducting 
the  reclamation  program.  The  Director 
finds  the  proposed  amendment  at 
Section  II.C  to  be  consistent  with  the 
Federal  regulations  at  30  CFR  884.13(c). 

5.  Section  II.D — Intensive  Site 
Evaluation 

Alabama  is  proposing  that  authorized 
projects  be  investigated  on  a  site-by-site 
basis  by  a  qualified,  interdisciplinary 
team  consisting  of  planners,  foresters, 
biologists,  and  engineers.  All  project 
planning  will  be  done  in  accordance 
with  the  National  Environmental  Policy 
Act  of  1969  and  related  environmental 
laws,  regulations  and  executive  orders. 
Investigators  will  furnish  locational 
data,  document  mining  history, 
establish  the  need  of  the  project,  and 
assess  certain  site  parameters  as  they 
exist  due  to  past  mining  and  how  they 
will  likely  be  affected  by  the  proposed 
reclamation.  Those  parameters  include: 
Hazards  to  public  health,  safety  and 
general  welfare;  cultural  and/or  historic 
resources;  water  quality;  wetlands; 
floodplains;  fish  and  wildlife  (including 
threatened  or  endangered  species); 
prime  or  unique  farmland;  recreational 
resources;  air.quaUty;  socioeconomic 
factors;  and  cumulative  impacts.  The 
investigative  team  will  also  recommend 
preferred  reclamation  alternatives  and 


estimate  costs  necessary  to  alleviate 
public  health  and  safety  hazards  and 
achieve  environmental  stability.  The 
U.S.  Department  of  Interior,  Bureau  of 
Mines,  may  be  consulted  regarding  the 
newest  reclamation  technology 
applicable  to  abandoned  coal  mine 
lands.  A  list  of  projects,  ranked  in  order 
of  preference  to  be  included  in  the  next 
construction  grant  application,  will  be 
submitted  for  review  by  the  AML  Chief 
Planner. 

The  Federal  regulations  at  30  CFR 
884.13(c)  require  that  the  State  provide 
a  description  of  the  policies  and 
procedures  it  will  follow  in  conducting 
the  reclamation  program.  The  Director 
finds  the  proposed  amendment  at 
Section  n.D  to  be  consistent  with  the 
Federal  regulations  at  30  CFR  884.13(c). 

6.  Section  n.E— Final  Project  Selection 

Alabama  is  proposing  that  a  project 
selection  committee  discuss  and 
compare  the  merits  of  each  project 
recommended  for  inclusion  in  the  next 
construction  grant.  The  committee  will 
consist  of  the  AML  Field  Supervisor. 
Branch  Chief  of  Planning  and 
Maintenance,  AML  Chief  Planner,  State 
Programs  Deputy  Administrator  and 
State  Programs  Administrator.  Review 
factors  include  but  are  not  limited  to: 
Degree  or  magnitude  of  hazard,  number 
of  persons  and  acreage  affected,  cost 
versus  funding,  community  support, 
future  mining  potential,  and 
acceptability  of  any  additional  adverse 
impacts  to  people  or  the  environment. 
The  committee  will  prepare  a  final  list 
of  projects. 

The  Federal  regulations  at  30  CFR 
884.13(c)  require  that  the  State  provide 
a  description  of  the  policies  and 
procedures  it  will  follow  in  conducting 
the  reclamation  program.  The  LMrector 
finds  the  proposed  amendment  at 
Section  n.E  to  be  consistent  with  the 
Federal  regulations  at  30  CFR  884.13(c). 

7.  Section  n.F— Consultation 

Alabama  is  proposing  that  review 
comments  be  solicited  and  documented 
for  each  project  from  various  Federal 
and  State  agencies  and  other  parties  as 
appropriate.  All  comments  received 
from  the  agencies  or  parties  will  be 
considered  during  project  planning  and 
construction  for  the  mitigation  of 
environmental  impacts,  and 
documented  in  the  grant  application. 

The  Federal  regulations  at  30  CFR 
884.13  (c)(3)  and  (cK7)  require  that  the 
State  provide  procedures  for  public 
participation  and  involvement  in  the 
State  reclamation  program.  The  Director 
finds  the  proposed  amendment  at 
Section  D.F  consistent  with  the  Federal 


regulations  at  30  CFR  884.13  (c)(3)  and 
(c)(7). 

8.  Section  n.G — Public  Participation 

Alabama  is  proposing  that  copies  of 
the  project  proposals  be  placed  in 
appropriate  locations  for  public  review 
for  a  two  week  period.  The  public  will 
be  afforded  the  opportunity  to  submit 
written  comments  and  request  a  public 
meeting.  Legal  notices  will  be  placed  in 
local  newspapers  with  general 
circulation  in  the  areas  in  which  the 
project  is  located.  Public  comments  will 
be  considered  for  inclusion  in  the  grant 
application  following  completion  of  the 
public  review  period. 

The  Federal  regulations  at  30  CFR 
884.13(c)(7)  require  that  the  State 
provide  procedures  for  public 
participation  and  involvement  in  the 
State  reclamation  program.  The  Director 
finds  the  proposed  amendment  at 
Section  n.G  consistent  with  the  Federal 
regulations  at  30  CFR  884.13(c)(7). 

rV.  Summary  and  Disposition  of 
Conunents 

Public  Comments 

The  public  comment  period  and 
opportunity  to  request  a  pubUc  hearing 
announced  in  the  August  19, 1992, 
Federal  Register  (57  FR  37497)  ended 
on  September  18, 1992.  No  public 
comments  were  received  and  a  public 
hearing  was  not  held  as  no  one 
requested  an  opportxmity  to  provide 
testimony. 

Agency  Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17(h)(ll)(i),  comments  were 
solicited  from  various  Federal  agencies 
with  an  actual  or  potential  interest  in 
the  Alabama  program. 

The  Department  of  Labor,  Mine  Safety 
and  Health  Administration,  the 
Department  of  Agriculture,  Soil 
Conservation  Service  and  Forest 
Service,  and  the  Alabama  Historical 
Commission  concurred  without 
comment. 

The  Department  of  the  Army,  Army 
Corps  of  Engineers  (Corps),  commented 
that  the  State  should:  (1)  Specify  the 
technical  criteria  that  will  be  used  to 
identify  and  select  the  abandoned  mine 
sites  for  reclamation;  (b)  initiate 
consultation  with  the  Corps  early  in  the 
screening  process;  and  (c)  consider  the 
impacts  of  abandoned  mine  sites  on 
Corps  projects  and  coordinate 
reclamation  plans  with  the  Corps.  In 
response,  the  Director  notes  that:  (a)  The 
identification  and  selection  process 
Alabama  sets  forth  in  Sections  n.A-E 
provides  an  adequate  framework  for  the 
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evaluation  process  and  is  consistent 
with  the  corresponding  Federal 
regulations  at  30  CFR  884.13(c).  as 
discussed  in  Findings  2  through  6;  (b) 
the  consultation  procedure  Alabama 
proposes  in  Section  II.F  is  consistent 
with  the  corresponding  Federal 
r^ations  at  30  CFR  884.13  (c)(3)  and 
(cU7)  as  discussed  in  Finding  7;  and  (c) 
the  screening  procedure  Alabama 
proposes  in  Sections  HA-F  is  consistent 
with  the  corre^KJnding  Federal 
requirements  at  30  CFR  884.13(c)  as 
discussed  in  Findings  2  throu^  7.  The 
Director  further  notes  that  Al^)ama  has 
been  provided  with  a  copy  of  the  C(^s' 
comments  for  the  State's  consideration. 
The  Department  of  Interior.  Fish  and 
WildlifiB  Service  (FWS).  commented  that 
it  would  like  Alabama  to  address 
endangered  and  threatened  species  as  a 
separate  priority,  or,  less  preferably,  to 
specifically  address  them  under  Priority 
3.  The  FWS  provided  a  list  of  those 
Federally  protected  and  candidate 
species  present  in  the  drainages  of 
Alabama's  coal  fields.  The  Director 
notes  that  in  Section  II.B.3.  Alabama 
specifically  mentions  threatened  and 
endangered  species  under  Priority  3.  As 
discLU^ed  in  Finding  3,  Alabama's 
proposed  rule  is  consistent  with  the 
corresponding  rule  at  section  403(a)  of 
SMCRA.  The  Director  further  notes  that 
Alabama  has  been  provided  with  a  copy 
of  the  FWS's  comments  for  the  State's 
consideration. 

The  Department  of  the  Interior. 
Bureau  of  Mines  (Bureau),  commented 
that  Alabama  should  provide  for 
consultation  with  the  Bureau  on  newest 
technology  applicable  to  abandoned 
coal  mine  lands.  The  Director  notes  that 
in  Section  II.D.  Alabama  has  added  a 
provision  providing  for  cansultation 
with  the  Bureau.  As  discussed  in 
Finding  5,  Alabama's  proposed  rule  is 
consistent  with  the  corresponding 
Federal  regulations  at  30  CFR  884.13(c). 
Further,  as  disciissed  in  Finding  7. 
Alabama's  procedure  for  consultation  in 
Section  n.F  is  consistent  with  the 
corresponding  Federal  requirements  at 
30  CFR  884.13(c)(7).  The  Director 
further  notes  that  Alabama  has  been 
provided  with  a  copy  of  the  Bureau's 
comments  for  the  State's  consideration. 

V.  Director's  Decision 

Based  on  the  above  findings,  the 
Director  is  approving  the  program 
amendment  submitted  by  Alabaniia  on 
)une  26. 1992,  and  revised  on  October 
8. 1992. 

The  Federal  regulations  at  30  CFR 
part  901  codifying  decisions  concerning 
the  Alabama  program  are  being 
amended  to  implement  this  decision. 
This  final  rule  is  being  made  effiective 


immediately  to  expedite  the  State 
pro-am  amendment  process  and  to 
encourage  states  to  bring  their  programs 
in  conformity  with  the  Federal 
standards  without  delay.  Consistency  of 
State  and  Federal  standards  is  required 
by  SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.1 7(b)(ll)(ii).  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  which  relate  to  air 
or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C  7401  et  seq.).  The 
Director  has  determined  that  this 
amendment  contains  no  provisions  in 
these  categories.  The  EPA  did,  however, 
respond  with  no  comment. 

VI.  Procedural  Detenainatioas 

Executive  Order  12291 

On  March  30, 1992.  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4, 7  and  8 
of  Executive  Order  12291  for  actions 
related  toapproval  or  disapproval  of 
State  and  Tribal  abandoned  mine  land 
reclamation  plans  and  revisions  thereof. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
0MB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  reouired  by 
secti<Mi  2  of  Executive  Onler  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof  since  each  such 
plan  is  drafted  and  adopted  by  a  specific 
State  or  Tribe,  not  by  OSM.  Decisions 
on  propoeed  Sute  and  Tribal  abandoned 
mine  land  reclamation  plans  wad 
revisions  thereof  submitted  by  a  State  or 
Tribe  are  based  on  a  determination  of 
whether  the  submittal  meets  the 
requirements  of  Title  IV  of  the  Surface 
Mining  Control  and  Reclamation  Act 
(SMCRA)  (30  U.S.C.  1231-1243)  and  the 
Federal  regulations  at  30  CFR  parts  884 
and  888. 

Natioaal  Environmental  Policy  Act 

No  environmental  impact  ^tement  is 
required  for  this  rule  since  agency 
decisions  on  proposed  State  and  Tribal 
abandoned  mine  land  reclanution  plans 


and  revisions  thereof  are  categorically 
excluded  bom  compliance  with  the 
National  Environmental  Policy  Act  (42 
U.S.C  4332)  by  the  Manual  of  the 
Department  of  the  Interior  (516  DM  6. 
appendix  8.  paragraph  8.46(29)). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwwk  Reduction  Act.  44  U.S.C 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  (or  Tribal) 
submittal  which  is  the  subject  of  this 
rule  is  based  upon  Federal  regulations 
for  which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  established  by  SMCRA  or 
previously  promulgated  by  OSM  will  be 
implemented  by  the  State  (or  Tribe).  In 
making  the  determination  as  to  whether 
this  rule  would  have  a  significant 
economic  impact,  the  Department  relied 
upon  the  data  and  assiunptions  in  the 
analyses  for  the  corresponding  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  901 

Intergovernmental  relations.  Siuface 
mining,  Undergroimd  mining. 

Dated:  November  30. 1992. 
Alfred  E.  WhitriMMiM, 

Acting  Assistant  Director,  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
preamble,  title  30,  chapter  VII. 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 


PART  901— ALABAMA 

1.  The  authority  citation  for  part  901 
continues  to  read  as  follows: 

Authority:  30  U.S.C.  1201  et  seq. 

2.  In  §  901.25,  a  new  paragraph  (c)  is 
added  to  read  as  follows: 

i901.2S    AmMtdment  to  approved  Alabama 
AtMndoned  Mine  Land  Reclamation  Ptan. 

•        •   '     •        •        • 

(c)  The  Alabama  amendment  revising 
the  ranking  and  selection  procedures  for 
ri>andoned  mine  land  reclamation 
projects  si^Hnittad  on  June  26. 1992. 
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and  revised  on  October  8. 1992,  is 
approved  efiiactive  January  12. 1993. 
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30  CFR  Part  917 

Kentucky  Regulatory  Program; 
General  ProvMons  for  Permlta 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM). 
Interior. 

ACTION:  Final  rule;  approval  of 
amendment. 

summary:  OSM  is  announcing  the 
approval,  with  one  exertion,  of  a 
proposed  program  amendment  to  the 
Kentucky  regulatory  program 
(hereinafter  referred  to  as  the  Kentucky 
program)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRAJ.  The  amendment  consists  of 
proposed  modifications  to  Kentucky 
Administrative  Regulations  (KAR)  at 
405  KAR  8:010  regarding  general 
provisions  for  permits  and  new  permit 
application  forms,  procedures  for 
incidental  boundary  revisicms.  and  the 
establishment  of  a  new  category  of 
revisions  for  operator  changes. 

EFFECTIVE  DATE:  January  12. 1993. 

FOR  FURTHER  INFORMATKW  CONTACT: 
William  J.  Kovacic.  Director.  Lexington 
Field  Office.  Office  of  Surface  Mining 
Reclamation  and  Enforcement.  2675 
Regency  Road.  Lexington.  Kentucky 
40503.  Telephone  (606)  233-2896. 

SUPPLEMENTARY  INFORMATION: 

I.  Background  on  the  Kentucky  Program. 

II.  Submission  of  Amendment. 

III.  Director's  Findings. 

IV.  Summary  and  Disposition  of  Comments. 

V.  Director's  Decision. 

VI.  Procedural  Determinations. 

I.  Background  on  the  Kentucky 
Program 

The  Secretary  of  the  Interior 
conditionally  approved  the  Kentucky 
program  on  May  18. 1982.  Information 
pertinent  to  the  general  background  and 
revisions  to  the  proposed  permanent 
program  submission,  as  well  as  the 
Secretary's  findings,  the  disposition  of 
comments  and  a  detailed  explanation  of 
the  conditions  of  approval  can  be  found 
in  the  May  18. 1982,  Federal  Register 
(47  FR  21404-21435). 

Subsequent  actions  concerning  the 
conditions  of  approval  and  proposed 
amendments  are  id^itified  at  30  CFR 
917.11.  917.13.  917.15.  917.16.  and 
m7.i7. 


n.  Stdunission  of  Amendmants 

By  letter  dated  June  28. 1991 
(Adiministrative  Record  Number  KY- 
1059).  Kentucky  submitted  a  proposed 
program  amendment  modifying  19 
regulations  and  incwporating  two 
Technical  Reclamation  Memorandum 
(No.  19  and  No.  20). 

OSM  annoimced  receipt  of  the 
proposed  amendment  in  the  July  22. 
1991.  Federal  Register  (56  FR  33398). 
and  in  the  same  notice,  opened  the 
pubhc  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment. 
The  comment  period  closed  on  August 
21. 1991. 

By  letter  dated  November  11,  1991 
(Administrative  Record  Number  KY- 
1079),  Kentiud^y  submitted  a  proposed 
program  amendment  which  modified 
that  portion  of  the  June  28,  1991, 
submission  involving  405  KAR  8:010. 
This  latest  amendment  identified  and 
incorporated  pwmit  application  forms 
that  had  been  revised  primarily  to 
capture  information  required  by 
Kentucky's  approved  ownership  and 
control  r^ulations  (56  FR  47907, 
September  23, 1991). 

OSM  announced  receipt  of  the 
November  11.  1991,  submission  in  the 
December  13. 1991,  Federal  Register  (56 
FR  65031)  and  in  the  same  notice. 
reopened  the  comment  period  and 
provided  opportunity  for  a  public 
hearing  on  the  adequacy  of  the  proposed 
amendment.  The  comment  period 
closed  on  January  13. 1992. 

By  letter  dated  March  31, 1992  , 
(Administrative  Record  Number  KY- 
1123).  Kentucky  submitted  a  proposed 
program  amendment  which  replaced 
those  portion  of  the  two  earlier 
amendments  (KY-1059  and  KY-1079) 
amending  405  KAR  8:010  relating  to 
general  permitting  provisions,  operator 
change  revisions,  and  incidental 
boundary  revisions. 

OSM  announced  receipt  of  the  March 
31,  1992,  submission  in  the  May  21, 
1992,  Federal  Register  (57  FR  21636) 
and  in  the  same  notice,  reopened  the 
comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment. 
The  comment  period  closed  on  June  5, 
1992. 

III.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17  are  the  Director's 
findings  concerning  the  proposed 
amendment  to  the  Kentucky  program. 

Revisions  not  specifically  discussed 
below  ccHicem  nonsubstantive  wording 
changes,  or  revised  cross-references  and 


paragraph  notations  to  reflect 
organizational  changes  resulting  from 
this  amendment. 

A.  Revisions  to  Kentucky's  Regulatioas 
That  Are  Not  Substantively  Identical  to 
the  Corresponding  Federal  Regulations 

1.  405  KAR  8:010  Section  12(l)(a) 

Kentucky  proposes  to  revise  this  rule 
to  provide  that  applications  for  transfer, 
assignment,  or  sale  of  permit  rights  shall 
be  made  available  for  public  inspection 
and  copying,  at  reasonable  times,  in 
accordance  with  Kentucky  open  records 
statutes,  KRS  61.870  to  61.884.  This 
revision  was  submitted  in  response  to, 
and  fully  satisfies,  a  required 
amendment  set  forth  at  30  CFR 
917.16(d)(3).  Therefore,  the  Director 
finds  the  proposal  to  be  no  less  effective 
than  the  counterpart  Federal  rule  set 
forth  at  30  CFR  773.13(d). 

2.  405  KAR  8:010  Section  14(8) 

Kentucky  proposes  to  revise  this  rule 
by  adding  a  requirement  that  where  a 
permit  applicant  has  entered  into  a 
payment  schedule  approved  by  OSM. 
the  permit  may  be  issued  only  if  it 
includes  a  condition  that  the  permittee 
comply  with  the  approved  payment 
schedule.  The  Federal  rule  at  30  CFR 
773.15(cK7)  requires  that  no  permit 
application  shall  be  approved  unless  the 
regulatory  authority  finds  that  the 
applicant  has  paid  all  reclamation  fees 
from  previous  and  existing  operations. 
However,  30  CFR  773.15(b)(2)  allows  for 
the  issuance  of  a  conditional  permit 
where  a  violation  is  in  the  process  of 
being  corrected,  i.e.,  the  applicant  has 
entered  into  a  payment  schedule  with 
OSM  for  the  payment  of  outstanding 
reclamation  fees.  Therefore,  the  Director 
finds  that  the  proposed  rule  is  no  less 
effective  than  30  CFR  773.15(b)(2)  since 
the  issuance  of  the  permit  is 
conditioned  upon  the  permittee's 
compliance  with  the  OSM-approved 
payment  schedule. 

B.  Revisions  to  Kentucky's  Regulations 
With  No  Corresponding  Federal 
Regulations 

1.  405  KAR  8:010  Necessity  and 
Function 

Kentucky  proposes  to  revise  this 
section,  which  summarizes  the  coverage 
of  this  particular  regulation,  by 
including  references  to  permit 
amendments,  administrative  and 
judicial  review,  and  procedures  relating 
to  improvidently  issued  permits.  While 
there  is  no  corresponding  Federal 
regulation,  the  Director  finds  that  the 
proposal  adds  clarity  and  specificity  to 
this  regulation,  does  not  adversely 
impact  any  Federal  requirements,  and 
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is.  therefore,  not  inconsistent  with 
SMCRA  or  the  Federal  rules. 

2.  405  KAR  8:010  Section  5(l){c) 

Kentucky  proposes  to  add  this  rule 
which  lists  and  incorporates  into  the 
rules  fourteen  (14)  forms  required  to  be 
submitted  by  applicants  in  connection 
with  various  aspects  of  the  permitting 
process.  While  there  is  no  direct  Federal 
counterpart,  the  Director  finds  that  this 
addition  does  not  adversely  impact  any 
Federal  requirement,  and  is,  therefore. 
-  not  inconsistent  with  SMCRA  or  the 
Federal  rules.  Should  there  be  any 
conflict  between  the  contents  of  the 
forms  and  the  requirements  of 
Kentucky's  approved  regulations,  then 
the  approved  regulations  shall  prevail. 

3.  405  KAR  8;010  Section  5(l){d) 

Kentucky  proposes  to  add  this  rule 
which  identifies  the  times  and  locations 
where  the  forms  listed  in  section  5(1  )(c) 
can  be  reviewed  or  obtained.  While 
there  is  no  direct  Federal  counterpart, 
the  Director  finds  that  the  proposal  does 
not  adversely  impact  any  Federal 
requirement,  and  is.  therefore,  not 
inconsistent  with  SMCRA  or  the  Federal 
rules. 

4.  405  KAR  8.010  Section  20(2)(a)  and 
Section  20(3)(a) 

Kentucky  proposes  to  revise  these 
rules  by  providing  exceptions  to  the 
category  of  (1)  major  permit  revisions 
for  incidental  boundary  revisions  (IBRs) 
and  operator  change  revisions,  and  (2) 
minor  permit  revisions  for  operator 
change  revisions,  which  are  considered 
separately  in  proposed  new  rules  at 
section  2O(3)(0llBRs]  and  section  20(6) 
[Operator  change  revisions).  The 
Director  finds  that  the  exceptions 
proposed  in  sections  20(2)(a)  and 
20(3)(a),  when  read  together  with 
proposed  new  section  20(3)(f)  and 
section  20(6),  are  not  inconsistent  with 
f  ny  Federal  requirement  since  30  CFR 
'^74.13(b)(2)  does  not  require  that  IBRs 
)T  operator  changes  be  considered 
S:gnificant  (major)  revisions. 

r .  405  KAR  8:010  Section  20(2)(a)10 

Kentucky  proposes  to  revise  its  listing 
rf  examples  of  major  revisions  by 
'leleting  incidental  boundary  revisions 
hat  include  new  areas  from  which  coal 
*ill  be  removed.  The  revised  rule 
.specifies  that  these  revisions  shall  be 
hmited  to  ten  (10)  percent  of  the  permit 
area  acreage  or  five  (5)  acres,  whichever 
is  less.  There  is  no  Federal  counterpart 
to  this  provision.  The  Director  finds  that 
the  proposed  deletion  will  not  render 
Kentucky's  program  less  effective  than 
SMCRA  or  the  Federal  regulations. 


6.  405  KAR  8:010  Section  20(3)(dK23) 

Kentucky  proposes  to  delete  this  rule 
which  classifies  proposals  to  cut  berms 
as  a  minor  field  revision.  The  deletion 
of  this  rule  is  consistent  with  the 
Director's  findings  at  55  FR  46054 
(November  1, 1990).  in  which  he 
determined  that  "(A)llowing  the 
practice  of  cutting  berms  to  relieve 
impounded  water  would  render  the 
Kentucky  regulations  less  effective  than 
the  Federal  regulations  at  30  CFR  816/ 
817.46(b)(2)  in  that  it  would  also  allow 
the  permittee  to  remove  ponded  water 
from  the  permit  area  without  first 
passing  it  through  a  siltation  structure". 

7.  405  KAR  8:010  Section  23(3)(f)l-10 

Kentucky  proposes  to  add  a  new 
paragraph  (f)  which  sets  forth  the 
following  10  conditions  which 
incidental  boundary  revisions  must 
meet  in  order  to  be  deemed  minor 
revisions. 

(1)  Do  not  exceed  ten  (10)  percent  of 
the  relevant  surface  or  underground 
acreage  in  the  original  or  amended 
permit  area; 

(2)  Are  contiguous  to  the  current 
permit  area; 

(3)  Are  within  the  same  watershed  as 
the  current  permit  area; 

(4)  Are  required  for  an  orderly 
continuation  of  the  mining  operation; 

(5)  Involve  mining  of  the  same  coal 
seam  or  seams  as  in  the  current  permit; 

(6)  Involve  only  lands  for  which  the 
hydrologic  and  geologic  data  and  the 
probable  hydrologic  consequences 
determination  in  the  current  permit  are 
applicable; 

(7)  Do  not  involve  properties  on 
which  mining  is  prohibited  under  KRS 
350.085  and  405  KAR  24:040  (Areas 
unsuitable  for  mining),  unless 
appropriate  waivers  have  been  obtained, 
or  which  have  been  designated  as 
unsuitable  for  mining  under  405  KAR 
24.030  (Lands  unsuitable  for  surface 
mining  operations),  or  any  properties 
eligible  for  listing  on  the  National 
Register  of  Historic  Places; 

(8)  Do  not  involve  any  of  the 
categories  of  mining  in  405  KAR  7:060 
(Experimental  mining  practices)  and 
405  KAR  8:050  (Special  categories  of 
mining)  unless  the  current  permit 
already  includes  the  relevant  category; 

(9)  Do  not  constitute  a  change  in  the 
current  method  of  mining;  and 

(10)  Will  be  reclaimed  in  conformity 
with  the  current  reclamation  plan. 

This  proposal  implements  changes  to 
Kentucky's  Surface  Mining  Law  (KRS 
Chapter  350),  contained  in  Senate  Bill 
256  and  House  Bill  519  [identical  bills], 
which  were  approved  by  OSM  on 
February  6, 1991  [56  FR  4721,  Finding 


7(8)).  As  pointed  out  by  the  Director  in 
that  approval,  neither  SMCRA  nor  the 
Federal  regulations  provide  guidance  on 
what  is  an  incidental  boundary  revision. 
Therefore,  within  reason,  the  scale  and 
extent  of  such  revisions  are  left  to  the 
discretion  of  the  State  regulatory 
authority.  Because  the  State  criteria  give 
reasonable  meaning  to  the  term 
"incidental  boundary  revision"  in  that 
such  revisions  would  result  in  only 
minor  or  insignificant  changes  to  the 
permit  area,  Uke  Director  finds  that  the 
proposal  is  not  inconsistent  with  section 
511(a)(3)  of  SMCRA  or  with  30  CFR 
774.13(d). 

8.  405  KAR  8:010  Section  20(5) 

Kentucky  proposes  to  add  new 
section  20(5)  which  sets  forth  the 
following  size  limitations  for  incidental 
boundary  revisions. 

(1)  For  surface  mining  activities,  the 
revisions  shall  not  exceed  ten  (10) 
percent  of  the  acreage  in  the  original  or 
amended  permit,  and  shall  not  exceed 
twenty  (20)  acres. 

(2)  For  underground  mining  activities, 
surface  operations  and  underground 
workings  shall  be  considered  separately, 
as  follows: 

(a)  For  surface  operations,  the  revision 
shall  not  exceed  the  greater  of  two  (2) 
acres  or  ten  (10)  percent  of  the  surface 
operations  acreage  in  the  original  or 
amended  permit  area,  and  shall  not 
exceed  twenty  (20)  acres. 

(b)  For  underground  workings,  the 
revision  shall  not  exceed  ten  (10) 
percent  of  the  acreage  of  the 
underground  workings  in  the  original  or 
amended  permit  area,  and  shall  not 
exceed  twenty  (20)  acres. 

(3)  Cumulative  incidental  acreage 
added  by  successive  incidental 
boundary  revisions  shall  not  exceed  the 
limitations  in  this  subsection.  Acreage 
added  by  revisions  prior  to  a  permit 
amendment  shall  not  be  counted  toward 
cumulative  acreage  after  the 
amendment. 

For  the  reasons  set  forth  in  finding 
B.7.  of  this  preamble,  the  Director  has 
determined  that  the  proposal,  which 
implements  revisions  to  Kentucky's 
Surface  Mining  Law  previously 
approved  by  OSM  (56  FR  4  721 , 
February  6, 1991),  is  not  inconsistent 
with  SMCRA  or  with  the  Federal 
Regulations. 

9.  405  KAR  8:010  Section  20(6) 

Kentucky  proposes  to  add  new 
section  20(6),  consisting  of  paragraphs 
(a)  through  (h).  which  establishes  a  new 
category  of  permit  revision  for  operator 
changes  that  do  not  constitute  a  transfer, 
assignment  or  sale  of  permit  rights.  The 
proposal  sets  forth  the  application 
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procedures  and  tho  information 
required  to  be  included  in  the 
application  for  approval  of  the  operator 
change.  In  addition,  the  proposal  sets 
forth  requirements  for  advertisement  of 
receipt  of  the  application,  procedures 
for  public  comment,  criteria  for 
approval  of  the  application,  and 
notification  requirements  upon  approval 
or  denial  of  the  application. 

Although  Kentucky  provides  in 
proposed  paragraph  (a)  that  these 
procedures  apply  to  all  operator  changes 
that  do  not  constitute  a  transfer, 
assignment  or  sale  of  permit  rights. 
OSM.  in  adopting  the  Federal  definition 
of  "transfer,  assignment  or  sales  of 
rights",  staled  that"*  *   "these  terms, 
will  include  any  change  in  ownership  or 
in  the  person  actually  exercising  the 
right  to  mine.  For  example,  these  terms 
would  include  all  subcontractors  who 
actually  perform  the  mining  who  were 
not  listed  in  the  original  application 
•   •   •"(44FR15106.  March  13. 1979). 
Therefore,  Kentucky's  proposed 
procedures  and  requirements  for 
operator  change  revisions  must  meet  the 
Federal  regulatory  requirements  for  a 
transfer,  assignment  or  sale  of  permit 
rights  as  set  forth  at  30  CFR  774.17. 

Kentucky's  proposed  paragraphs  (6) 
(a)  and  (b)  are  substantively  identical  to 
the  general  application  and  approval 
requirements  of  30  CFR  774.17  (a)  and 
{b)(l).  Therefore,  the  Director  finds  that 
these  proposals  are  no  less  effective 
than  their  Federal  counterparts. 

Proposed  paragraphs  {6Kc)  1,  2,  3,  and 
4.  which  set  forth  information  to 
include  in  the  appUcation  for  approval 
of  the  operator  change,  are  substantively 
identical  to  the  application  information 
requirements  of  30  CFR  774.17(b)(1) 
except  for  that  portion  of  subparagraph 
4  which  provides  that  abated  violation 
information  shall  not  be  required.  The 
corresponding  Federal  rule  at  30  CFR 
774.17(b}{l)(iii)  provides  that  the 
application  shfdl  include  the  legal, 
financial,  compliance,  and  related 
information  required  by  30  CFR  part  778 
for  tlie  applicant  for  approval  of  ihe 
transfer,  assignment  or  sale  of  permit 
rights.  Paragraph  (c)  of  30  CFR  778.14 
provides  that  each  application  shall 
contain  a  list  of  all  violation  notices 
received  by  the  applicant  daring  the  3- 
year  period  preceding  the  application 
date  tor  any  violation  of  a  provision  of 
the  Act.  or  of  any  law.  rule  or  regulation 
of  tha  United  States,  or  of  any  State  law. 
rule  or  regulation  enacted  pursuant  to 
Federal  law,  rule  or  regulation 
pertaining  to  air  or  water  environmental 
I'fotection  incurred  in  connection  with 

■'V  surfeice  coal  mining  operation.  This 
I  jderal  requirement  is  derived  from 

. .  ;ion  510(c)  of  SMCRA.  which,  unlike 


paragraphs  U)  a^d  (b)  of  the  same 
section,  applies  only  to  new  permit 
applications.  Therefore,  Kentucky's 
proposed  rule,  which  would  not  require 
the  submission  of  information 
concerning  abated  violations,  is  no  less 
stringent  than  SMCRA.  Furthermore,  the 
information  submitted  under  30  CFR 
778.14  is  used  only  to  determine 
whether,  as  required  by  30  CFR 
774.17(dKl).  the  appUcant  (proposed 
operator)  is  eligible  to  receive  a  permit 
in  accordance  with  30  CFR  773.15(b) 
and  (c).  Nothing  in  30  CFR  773.15(b) 
and  (c)  requires  the  consideration  of 
abated  violations,  instead  these 
paragraphs  only  address  unabated 
violations  and  pattern  of  violation 
determinations.  Therefore,  the  Director 
finds  that  the  exclusion  for  abated 
violation  inftffmation  proposed  by 
Kentucky  in  paragraph  (c)4  is  not 
inconsistent  with  the  requirements  of 
SMCRA  and  the  Federal  regulations, 
and  the  proposed  rule  at  405  KAR  8:010 
section  20(6)(c).  in  total,  is  no  less 
effective  than  its  Federal  coimterpart. 

In  paragraph  {6Kd),  Kentucky 
proposes  to  require  that  the  application 
be  verified  under  oath  by  the  permittee 
and  the  proposed  operator  in  the 
manner  required  by  405  KAR  8:010 
section  7.  While  there  is  no  direct 
Federal  counterpart,  the  Director  finds 
that  the  proposal  is  not  inconsistent 
with  the  permit  application 
requirements  of  SMCRA  and  the  Federal 
regulations  since-it  would  not  adversely 
impact  any  Federal  requirement. 

The  requirements  for  advertisement  of 
the  application  for  operator  change 
contained  in  proposed  paragraph  (6)(e) 
are  substantively  identical  to  the 
Federal  requirements  set  forth  at  30  CF'R 
774.17(b)(2).  Therefore,  the  Director 
finds  that  the  proposal  is  no  less 
effective  than  its  Federal  counterpart. 

The  provisions  of  proposed  paragraph 
(6)(0  for  fiUng  comments  regarding  the 
proposed  change  in  operators  are 
substantively  identical  to  the 
requirements  contained  in  30  CFR 
774.17(c).  The'-efore,  the  Director  finds 
that  the  propo.sal  is  no  less  effective 
than  its  Federal  counterpart. 

The  criteria  for  approval  of  the 
application  for  operator  change  set  forth 
in  proposed  paragraph  (6)(g)  are 
substantively  identical  to  the  Federal 
provisions  found  at  30  CFR  774.17(d). 
Therefore,  the  Director  finds  that  the 
proposal  is  no  less  effective  than  its 
Federal  counterpart. 

The  notification  requirements 
contained  in  proposed  paragraph  (6)(h) 
are  similar  to  those  found  in  the  Federal 
regulations  at  30  CFR  774.17(e)(1). 
However,  the  proposal  does  not  include 
notification  of  OSM.  which  is  part  of  the 


Federal  rule,  nor  does  the  State  rule 
include  a  counterpart  to  30  CFR 
774.17(e)(2).  which  requirBS  that  the 
regxilatory  authority  be  notified  when 
the  approved  change  is  coosummated. 
Although  Kentudcy  does  effectively 
notify  OSM  by  means  of  the  information 
which  is  input  into  the  Applicant/ 
Violator  System  (AVS).  the  proposed 
rule  must  specifically  set  forth  the 
notification  requirement  consistent  vrith 
the  Federal  rule.  Therefore,  the  Director 
is  requiring  Kentucky  to  amend  its 
program  to  specifically  include  a 
requirement  that  OSM  be  notified  of  the 
decision  to  approve  or  deny  the 
application  for  a  change  in  operator  and 
that  the  regulatory  authority  be  notified 
when  the  change  takes  place. 

10.  405  KAR  8:010  Section  20(7) 

Kentucky  proposes  to  revise  this  rule 
by  providing  an  exception  to  the  basic 
apphcation  fee  for  operator  change 
revisions.  This  change  is  consistent  with 
the  authority  granted  to  the  State  by  30 
CFR  777.17.  which  governs  permit  fees. 

IV.  Summary  and  Disposition  of 
Commeats 

Public  Comments 

The  public  comment  period  and 
opportunity  to  request  a  public  hearing 
was  announced  in  the  July  22. 1991. 
Federal  Register  (56  FR  33398).  The 
comment  period  closed  on  August  21. 
1991.  No  one  requested  an  opportunity 
to  testifj'  at  the  scheduled  public 
hearing  so  no  hearing  was  held.  On 
August  22, 1991.  the  Kentucky 
Resources  Council  (KRC)  filed 
comments  in  response  to  the  proposed 
rule.  A  discussion  of  those  comments  is 
included  in  the  summary  below.  KRC 
filed  additional  comments  on  January 
13. 1992,  in  response  to  the  Federal 
Register  notice  (56  FR  65031,  December 
13, 1991)  announcing  receipt  of 
Kentucky's  revised  program  amendment 
which  was  filed  on  November  11.  1991. 
These  additional  comments  are 
included  in  the  summary  below. 
Finally,  the  KRC  filed  comments  on 
May  18, 1992  and  June  8, 1992,  in 
response  to  the  Federal  Register  notice 
(57  FR  21636,  May  21, 1992) 
announcing  receipt  of  Kentucky's  March 
31. 1992,  revised  program  amendment 
and  those  comments  are  also  included 
in  the  summary  which  follows.  No  one 
requested  an  opportunity  to  testify  at 
the  scheduled  public  bearings 
announced  in  the  December  13, 1991, 
and  the  May  21, 1992,  Federal  Register 
notices  so  no  hearings  were  held. 
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405  KAR  8:010  Section  8(2) 

The  KRC  commented  that  this  section 
must  be  modified  to  require  that  public 
notice  shall  not  be  initiated  until  the 
cabinet  has  determined  that  an 
application  is  administratively 
complete.  While  this  section  is  not 
being  revised  as  part  of  the  program 
amendment  submitted  by  Kentucky,  the 
Director  agrees  with  KRC  and 
previously  published  a  required 
amendment  (55  FR  53490.  December  31, 
1990)  at  30  CFR  917.16(d)(2)  advising 
Kentucky  to  amend  its  program  to 
require  that  public  notice  shall  not  be 
initiated  until  the  cabinet  has 
determined  that  an  application  is 
administratively  complete.  OSM  is 
currently  pursuing  resolution  of  this 
issue  with  Kentucky. 

405  KAR  8;010  Section  13{4){a) 

The  KRC  commented  that  this  section. 
as  well  as  section  25(2)(a)2,  which 
authorize  a  presumption  of  correction  of 
violation  rule,  are  inconsistent  with 
SMCRA.  While  these  sections  are  not 
being  revised  as  part  of  the  program 
amendment  submitted  by  Kentucky,  the 
Director  has  previously  deferred  action 
on  these  sections  and  advised  Kentucky 
that  the  presumption  provisions  can  not 
be  enforced  by  the  State  (56  FR  47907. 
September  23, 1991).  That  action  by  the 
Director  is  still  in  effect. 

405  KAR  8:010  Section  13(4)(c) 

The  KRC  commented  that  this  section 
remains  inconsistent  with  the 
Secretary's  regulations  in  assuring  that 
those  operators  who  have  a 
demonstrated  pattern  of  willful 
violations  of  SMCRA,  including  both 
federal  and  other-state  violations,  will 
be  barred  from  obtaining  a  permit  in 
Kentucky.  The  Director  agrees  with 
KRC's  comments,  and  previously 
published  a  required  amendment  (56  FR 
47907.  September  23.  1991)  at  30  CFR 
917.16(e)  advising  Kentucky  to  amend 
its  program  to  include  violations  of 
Federal  regulatory  programs  and  other 
Stale  regulatory  programs,  not  just 
violations  of  KRS  chapter  350  and 
regulations  adopted  pursuant  thereto. 
OSM  is  pursuing  resolution  of  that 
required  amendment  with  Kentucky. 

405  KAR  8:010  Section  20(5) 

The  KRC  stated  its  belief  that  the 
scope  of  allowable  incidental  boundary 
revisions  far  exceeds  the  intent  of 
Congress  in  creating  the  exemption  from 
the  obligation  to  obtain  a  new  permit  for 
addition  of  areas  beyond  permitted 
boundaries.  The  Director  previously 
considered  similar  comments  horn  KRC 
in  connection  with  proposed  changes  to 
Kentucky's  Revised  Statutes  regarding 


incidental  boundary  revisions  (56  FR 
4721,  February  6, 1991).  As  the  Director 
pointed  out  at  that  time,  the  legislative 
history  on  this  subject  is  extremely 
sparse.  When  Congressional  intent  is 
unclear  or  unknown,  great  deference  is 
given  to  the  agency  interpretation  of  a 
statute.  As  long  as  an  agency's 
interpretation  is  reasonable,  that 
interpretation  is  upheld.  The  size 
limitations  of  incidental  boundary 
revisions  proposed  by  Kentucky  in  this 
program  amendment  are  consistent  with 
the  statutory  limitations  approved  by 
the  £)irector  in  the  Bnal  rule  published 
on  February  6, 1992.  Therefore, 
Kentucky  will  not  be  required  to  make 
any  changes. 

405  KAR  8:010  Section  20(6)(b) 

In  Kentucky's  original  submission 
dated  June  28, 1991,  the  State  proposed 
to  add  a  rule  which  stated  a  permittee 
shall  not  allow  an  operator  to  conduct 
operations  on  the  permit  area  unless  the 
operator  has  been  approved  in  the 
permit.  In  the  resubmission  dated 
November  11, 1991,  Kentucky  deleted 
this  proposed  rule  and  KRC  has  objected 
to  the  deletion.  Since  Kentucky 
removed  this  proposed  rule  prior  to  a 
final  decision  by  the  Director,  it  has 
never  been  part  of  the  State's  approved 
program.  In  addition,  there  is  no 
equivalent  Federal  rule.  However,  it  is 
clear  from  the  rules  proposed  by 
Kentucky  in  section  20(6)  that  an 
applicant  must  file  for,  and  receive 
cabinet  approval  of,  any  change  in 
operator. 

405  KAR  8:010  Section  20(6)(c)4 

The  KRC  expressed  concern  with  the 
exemption  granted  by  this  rule  to  the 
reporting  by  the  proposed  operator  of 
abated  violation  information  required  by 
405  KAR  8:030/8:040  section  3(3). 
However,  as  discussed  in  Finding  B.9 
herein,  the  Director  has  determined  that 
the  exemption  provided  by  section 
20(6)(c)4  is  not  inconsistent  with  either 
the  State  rule  at  405  KAR  8:030/8:040 
section  3(3),  section  510(c)  of  SMCRA  or 
the  Federal  rule  at  30  CFR  774.17. 

405  KAR  8:010  Section  20(6)(n 

The  KRC  indicated  that  the  public 
comment  period  of  fifteen  (15)  days 
proposed  by  this  rule  was  too 
compressed  to  allow  for  meaningful 
public  input  and  should  be  expanded  to 
a  thirty  (30)  day  comment  period.  KRC's 
position  is  based  upon  its 
characterization  of  an  operator  change 
revision  as  a  significant  revision  subject 
to  a  thirty  (30)  day  comment  period 
pursuant  to  30  CFR  773.13(b)(2). 
However,  there  is  nothing  in  the  Federal 
rules  at  30  CFR  773.13(b)(2)  or  30  CFR 


774.17  that  suggests  that  operator 
changes  must  be  considered  significant 
revisions.  Like,  the  Federal  rules  at  30 
CFR  774.17  governing  applications  for 
the  transfer,  assignment  or  sale  of 
permit  rights,  Kentucky  has  established 
public  notice  requirements  that  fall 
between  those  for  major  (significant) 
revisions  and  minor  revisions.  The 
Director  feels  that  Kentucky  has 
reasonably  exercised  the  authority 
granted  under  30  CFR  774.13(b)(2)  in 
establishing  the  requirement  for  public 
comment  periods.  As  pointed  out  in  the 
preamble  to  30  CFR  774.13(b)(2)  (48  FR 
44377,  September  28, 1983),  the  section 
""  •  *  provides  flexibility  to  the 
regulatory  authority  to  establish 
guidelines  suitable  to  the  operation  of 
individual  State  programs."  The  15-day 
period  is  consistent  with  the  existing 
provisions  in  Kentucky's  program 
dealing  with  the  comment  period 
regarding  applications  for  transfer, 
assignment  or  sale  of  permit  rights  as  set 
forth  at  405  KAR  8:010  section  22(3). 
The  Director  finds  that  the  proposed 
rule  is  reasonable  and  consistent  with 
Federal  requirements.  No  further  action 
by  the  State  will  be  required. 

405  KAR  8:010  Section  20(6)(h) 

The  KRC  has  expressed  its  objection 
to  the  proposed  rule  which  provides 
that  the  cabinet  will  approve  or 
disapprove  a  request  for  an  operator 
change  within  fifteen  (15)  days  of 
"receipt  of  a  complete  application". 
KRC  reiterates  its  position  that  this  type 
of  revision  constitutes  a  major  revision 
and  that  a  15-day  comment  period  is  too 
compressed  and  "becomes  even  more 
meaningless  when  the  agency  intends  to 
render  a  decision  at  the  same  time  that 
the  comment  period  ends."  The  Director 
notes  that  the  proposed  rule  actually 
provides  for  approval  or  disapproval  of 
the  application  within  15  days  after  the 
close  of  the  comment  period. 
Furthermore,  as  discussed  in  his 
re.sponse  to  the  preceding  comment,  the 
Director  does  not  agree  with  KRC  that 
an  operator  change  revision  constitutes 
a  significant  revision. 

Agency  Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17(h)(ll)(i),  comments  were 
solicited  from  various  Feder?!  agencies 
with  an  actual  or  potential  interest  in 
the  Kentucky  program.  The  Bureau  of 
Land  Management,  Soil  Conservation 
Service,  Mine  Safety  and  Health 
Administration,  Fish  and  Wildlife 
Service,  Environmental  Protection 
Agency,  Bureau  of  Mines,  Forest 
Service,  Tennessee  Valley  Authority, 
and  the  Kentucky  Heritage  Council 
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acknowledged  receipt  of  the  proposed 
amendment  and  o^ered  no  comments. 

V.  Director's  Decision 

Based  on  the  above  Bndings,  the 
Director  is  approving,  with  the 
exception  noted  in  Finding  B.9,  the 
program  amendment  relating  to  405 
KAR  8:010,  as  submitted  by  Kentucky 
on  June  28. 1991,  and  as  modified  and 
resubmitted  on  November  11,  1991,  and 
March  31, 1992. 

The  Federal  regulations  at  30  CFR  917 
codifying  decisions  concerning  the 
Kentucky  program  are  being  amended  to 
implement  this  decision.  The  Director  is 
approving  these  proposed  rules  with  the 
understanding  that  they  be  promulgated 
in  a  form  identical  to  that  submitted  to 
OSM  and  reviewed  by  the  pubUc.  Any 
differences  between  these  rules  and  the 
State's  final  promulgated  rules  will  be 
processed  as  a  separate  amendment 
subject  to  public  review  at  a  later  date. 
This  final  rule  is  being  made  effective 
immediately  to  expedite  the  State 
progi'am  amendment  process  and  to 
encourage  the  State  to  conform  its 
program  with  the  Federal  standards 
without  delay.  Consistency  of  State  and 
Federal  standards  is  required  by 
SMCRA. 

Environmental  Protection  Agency  (EPA) 
Concurrence 

Under  30  CFR  732.17(h)(ll)(ii),  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  that  relates  to  air 
or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C.  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C.  7401  et  seq.).  The 
Director  has  determined  that  this 
amendment  contains  no  provisions  in 
these  categories  and  that  EPA's 
concurrence  is  not  required. 

VI.  Procedural  Determinations 

Executive  Order  No.  12291 

On  July  12.  1984.  the  Office  of 
Management  and  Budget  (OMB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4.  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditional 
approval  of  State  regulatory  programs, 
actions  and  program  amendments. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  review  required  by 
section  2  of  Executive  Order  12778  and 


has  determined  that,  to  the.  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C. 
1253  and  1255)  and  30  CFR  730.11, 
732.15  and  732.17(h)(10).  decisions  on 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  parts  730,  731  and  732  have  been 
met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102  (2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C. 
4332(2)(C). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act.  44  U.S.C. 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
on  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 


List  of  Subjects  in  30  CFR  Part  917 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  November  25, 1992. 
Jeffrey  D.  JarrcH, 

Acting  Assistant  Director,  Eastern  Support 
Center 

For  the  reasons  set  out  in  the 
preamble,  title  30,  chapter  VII, 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 

PART  91 7— KENTUCKY 

1.  The  authority  citation  for  part  917 
continues  to  read  as  follows: 

Authority:  30  U.S.C.  1201  ef  seq. 

2.  30  CFR  917.15,  is  amended  by 
adding  a  new  paragraph  (oo)  to  read  as 

following: 

§  91 7.1 5    Approval  of  regulatory  program 
■mendmants. 


(oo)  The  amendment  to  the  Kentucky 
Administrative  Regulations  (KAR)  at 
405  KAR  8;010.  relating  to  General 
Provisions  of  Permits,  as  submitted  to 
OSM  on  June  28, 1991.  and  revised  on 
November  11. 1991.  and  March  31. 
1992.  is  approved,  with  the  exception 
noted  herein,  effective  January  12, 1993. 
The  approved  amendment  consists  of 
modifications  to  the  following  sections 
of  405  KAR  8:010: 
Section  5(l)(c) — General  format  and 

content  of  applications. 
Section  5(l)(d) — General  format  and 

content  of  applications. 
Section  12(l)(a) — Public  availability  of 

information  in  permit  applications  on 

file  with  the  cabinet. 
Section  14(8) — Criteria  for  appUcation 

approval  or  denial. 
Section  20(2)(a) — ^Permit  revisions: 

Major  revisions. 
Section  20(2)(a)10 — ^Permit  revisions: 

Major  revisions. 
Section  20(3)(a) — Permit  revisions: 

Minor  revisions. 
Section  20(3)(d)23 — Permit  revisions: 

Minor  field  revisions. 
Section  20{3)(f) — Permit  revisions: 

Minor  revisions;  Incidental  boundary 

revisions. 
Section  20(5)— Permit  revisions: 

Incidental  boundary  revisions;  size 

limitations. 
Section  20(6) — Permit  revisions: 

Operator  change  revisions.  Except  to 

the  extent  that  subparagraph  (h)  fails 

to  provide  for  notification  of  OSM  of 

the  cabinet's  decision  on  the 

application,  and  notification  of  the 

cabinet  when  the  change  takes  place. 
Section  20(7)— Permit  revisions:  Fees. 
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3.  In  30  CFK  917.16.  paragraph  (d)(3) 
is  reniov«d  and  reserved.  In  addition, 
new  paragraph  (h)  is  added,  to  read  as 
follows: 

§917.16    Required  program  amendflMn**. 

•        •        •        •        • 

(h)  By  June  14. 1993,  Kentucky  shall 
amend  its  rules  at  405  KAR  8:010 
section  20(6)(h)  by  including  OSM  as 
one  ai  the  parties  to  be  notified  of  the 
cabinet's  decision  to  approve  or  deny 
the  application  for  an  operator  change 
and  to  require  that  the  regulatory 
authority  be  notified  when  the  approved 
change  is  consummated. 

|FR  Doc.  93-594  Filed  1-11-93;  8:45  ami 
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30  CFR  Part  935 

Ohio  ReguMory  Program;  Revision  of 
Administrative  Rula 

AGENCY:  Office  of  Surface  Mining 

ReclaraalioD  and  Enforcement  (OSM), 

Interior. 

ACmON:  Pinal  rule;  approval  of 

amendment. 

StJMMARV:  OSM  is  announcing  the 
approval  of  proposed  Program 
Amendment  Number  59  to  the  Ohio 
permanent  regulatory  program 
(hereinafter  referred  to  as  the  Ohio 
program)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA).  The  amendment  was  initiated 
by  Ohio  and  is  intended  to  make  the 
Ohio  program  as  effective  as  the 
corresponding  Federal  regulations.  The 
amendment  concerns  the  permitting  of 
coal  preparation  plants  or  support 
facilities  operated  in  connection  with  a 
coal  mine  but  not  located  within  the 
permit  area  for  a  specific  mine. 
EFFECTIVE  DATE:  January  12, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Richard  J.  Seibel.  Director. 
Columbus  Field  Office.  Office  of  Surface 
Mining  Reclamation  and  Enforcement, 
2242  South  Hamilton  Road,  room  202. 
Columbus,  Ohio  43232;  (614)  866-0578. 

SUPPt^MEKTARY  INFORMATKMt: 

I.  Background  on  the  Ohio  Program. 

II.  Submission  of  Amendment. 

III.  Director's  Findings. 

IV.  Summary  and  Disposition  of 
Comments. 

V.  Director's  Decision. 

VI.  Procedural  Determinations. 

1.  Background  on  the  Ohio  Program 

On  August  16. 1982.  the  Secretary  of 
the  Interior  conditionally  approved  the 
Ohio  program.  Information  on  the 
general  background  of  the  Ohio  program 


submission,  including  the  Seoretery's 
findings,  the  disposition  of  comments, 
and  a  d^led  explanation  of  the 
conditions  of  approval  of  the  Ohio 
program,  can  be  found  in  the  August  10. 
1982  Federal  Eegieter  (47  FR  346S8). 
Subsequent  actions  concerning  the 
conditions  of  approval  and  progrun 
amendments  are  identified  at  30  CFR 
935.11.  935.12,  935.15,  and  935.16. 

n.  Submission  (rf  Amendment 

By  latter  dated  June  30, 1992 
(Administrative  Record  No.  OH-1730), 
the  Ohio  Department  of  Natural 
Resources,  Division  of  Reclamation 
(Ohio),  submitted  proposed  Program 
Amendment  Number  59  to  revise  the 
Ohio  program  at  Ohio  Administrative 
Code  (OAC)  1501:13-13-06. 

OSM  announced  receipt  of  proposed 
Program  Amendment  Number  59  in  the 
August  18. 1992.  Federal  Register  (57 
FR  37138),  and,  in  the  same  notice, 
opened  the  ptiblic  comment  period  and 
provided  opportimity  for  a  public 
hearing  on  the  adequacy  of  the  proposed 
amendment.  The  public  comment 
period  closed  on  September  17, 1992. 
The  public  hearing  scheduled  for 
September  14, 1992,  was  not  held  as  no 
one  requested  an  opportunity  to  testify. 

On  September  30. 1992. 
representatives  of  OSM  and  Ohio  met 
and  discussed  the  amendment  (Ohio 
Administrative  Record  No.  OH-1787). 
By  letter  dated  October  21, 1992  (Ohio 
Administrative  Record  No.  OH-1789), 
Ohio  submitted  clarifying  information 
in  support  of  its  proposed  amendment 

in.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17.  are  the  Director's 
findings  concerning  the  proposed 
amendment. 

Ohio  is  proposing  to  add  the  phrase 
"in  connection  with  a  coal  mine  but"  to 
paragraph  (A)  of  OAC  1501:13-13-06. 
Revised  paragraph  (A)  would  read: 

(A)  Applicability.  Each  person  who 
operates  a  coal  preparation  plant  or 
support  facility  in  connection  with  a 
coal  mine  but  not  located  within  the 
permit  area  for  a  specific  mine  shall 
obtain  a  permit  in  accordance  with 
paragrapn  (I)  of  rule  1501:13-4-12  of 
the  Administrative  Code,  obtain  a  bond 
in  accordance  with  these  rules  and 
operate  the  plant  or  support  facility  in 
accordance  with  these  rules  (emphasis 
added). 

The  corresponding  Federal  rules  at  30 
CFR  785.21  require  that  persons 
operating  or  who  intend  to  operate  a 
coal  preparation  plant  in  connection 
with  a  coal  mine  but  outside  the  permit 
area  must  obtain  a  permit  from  the 


regulatory  authority.  However,  unlike 
the  propMMed  State  rule,  the  Federal 
counterpart  does  not  require  the 
permitting  of  support  facilities  operated 
in  connection  with  a  coal  mine  but 
outside  the  permit  area  for  a  specific 
mine. 

Ohio's  definition  of  support  facilities 
at  OAC  1501:13-1-02  paragraph 
(PPPPP)  includes  activities  which  are 
normally  associated  with  coal 
preparation  plants  such  as  coal  crushing 
ami  sizing.  These  activities  are 
contemplated  within  the  Federal 
definition  of  coal  preparation  plant  at  30 
CFR  701.5.  Ohio's  definition  of  support 
facilities  is  restricted  to  facilities 
"resulting  from  or  incident  to  coal 
mining  and  reclamation  operations." 
Further,  Ohio  clarifies  in  this  definition 
that  the  phrase  "resulting  from  or 
incident  to"  connotes  an  element  of 
proximity  to  the  coal  mining  and 
reclamation  operations.  There  appears 
to  be  an  inconsistency  vrith  Ohio's 
definition  of  support  facilities  since  it 
includes  certain  coal  preparation 
activities  and  the  element  of  proximity 
as  a  decisive  factor  in  regulating  coal 
preparation  plant  activities.  As  the 
District  Court  noted,  the  Court  of 
Appeals  in  NWFv.  Model.  839  F.2d  694, 
745  (DCCir.  1988)  "endorsed  the  use  of 
proximity  to  define  in  part  the  idea  of 
'resulting  from  or  indoent  to'  only  in 
the  context  of  support  facilities  •  •  *  H 
does  not  necessarily  follow  at  all  that 
proximity  is  an  appropriate  defining 
factor  for  processing  plants."  NWFv. 
Lujan.  31  Env't  Rep.  Cas.  2034,  2050 
(D.D.C  1990).  The  District  Court 
remanded  the  regulation,  ordering  the 
Secretary  "to  clarify  that  proximity  may 
not  be  the  decisive  factor  in  deciding  to 
regulate  an  off-site  processing  plant."  Id. 
Ohio's  proposed  wording,  therefore, 
appears  not  to  be  consistent  with  the 
phrase  "in  connection  with  a  coal 
mine"  and  with  the  Court's  finding.  By 
letter  dated  October  21, 1932  (Ohio 
Administrative  Record  No.  OH-1789). 
Ohio  submitted  a  clarification  of  this 
inconsistency.  Ohio  stated  that 
proposed  OAC  1501:13-13-06  applies 
only  to  coal  preparation^  plants  and 
support  facilities  not  located  at  or  near 
the  mine  site  or  not  within  the  permit 
area  and  that  Ohio's  determination  to 
regulate  will  not  be  based  on  proximity. 
Ohio  further  stated  that  the  phrase  "in 
connection  with  a  coal  mine"  takes 
precedence  over  the  proximity  language 
in  the  State  definition  of  "support 
facilities."  The  "in  coimection  with" 
language  proposed  by  Ohio  in  Program 
Amendment  Number  59  expresses  the 
intent  of  Ohio  to  not  use  proximity  as 
a  factor  when  regulating  off-site  coal 
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preparation  plants  and  support 
facilities.  Therefore,  the  "in  connection 
with"  wording  is  controlling  in  this 
in^ance  over  the  element  of  proximity 
to  the  mine  site  and  the  Director  finds 
that  the  proposed  rule  is  consistent  with 
the  District  Court's  opinion  and  no  less 
effective  than  the  Federal  regulations  at 
30  CFR  785.21. 

IV.  Summary  and  Disposition  of 
Conunents 

Public  Comments 

The  public  comment  period  and 
opportunity  to  request  a  public  hearing 
in  the  August  18, 1992,  Federal  Register 
closed  on  September  17,  1992. 
Comments  were  received  from  the  Ohio 
Historic  Preservation  Office  (OHPO). 
The  OHPO  supported  the  proposed 
amendment.  No  one  requested  an 
opportunity  to  testify  at  the  scheduled 
public  hearing  so  no  hearing  was  held. 

Agency  Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17(h)(ll)(i),  comments  were 
solicited  from  various  Federal  agencies 
with  an  actual  or  potential  interest  in 
the  Ohio  program.  The  U.S.  Department 
of  Agriculture,  Soil  Conservation 
Service,  and  the  U.S.  Army  Corps  of 
Engineers  responded  that  they  had  no 
comments.  The  U.S.  Department  of 
Labor,  Mine  Safety  and  Health 
Administration,  commented  that  the 
proposed  amendment  did  not  conflict 
with  MSHA's  regulations. 

The  comments  submitted  by  the 
Environmental  Protection  Agency  (EPA) 
are  discussed  below  under  "EPA 
Concurrence." 

V.  Director's  Decision 

Based  on  the  above  findings,  the 
Director  is  approving  Ohio  Program 
Amendment  Number  59,  as  submitted 
by  Ohio  on  June  30, 1992,  and  clarified 
by  letter  dated  October  21, 1992. 

The  Federal  regulations  at  30  CFR 
part  935  codifying  decisions  concerning 
the  Ohio  program  are  being  amended  to 
implement  this  decision.  This  final  rule 
is  being  made  elective  immediately  to 
expedite  the  State  program  amendment 
process  and  to  encourage  States  to 
conform  their  programs  with  the  Federal 
standards  without  undue  delay. 
Consistency  of  State  and  Federal 
standards  is  required  by  SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.1 7(h)(il)(ii),  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  which  relate  to  air 


or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C.  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C.  7401  et  seq).  The 
Director  has  determined  that  this 
amendment  contains  no  such  provisions 
and  that  EPA  coi>currence  is,  therefore, 
unnecessary.  However,  by  letter  dated 
September  22, 1992  (Administrative 
Record  Number  OH-1778),  EPA 
submitted  its  concurrence  with  the 
following  comment.  The  EPA  concluded 
that  the  proposed  amendment  to  Ohio's 
program  demonstrates  the  legal 
authority,  administrative  capability,  and 
the  technical  conformity  with 
controlling  National  Pollutant  Discharge 
Elimination  System  regulations 
necessary  to  maintain  water  quality 
standards  promulgated  under  the 
authority  of  the  Clean  Water  Act  (CWA), 
as  amended  (33  U.S.C.  1251  et  seq.)  The 
EPA  noted  that  the  activities  listed  in 
the  pro{>osed  amendment  that  eire 
connected  with  coal  preparation  plants 
are  all  activities  which  may  require 
permits  to  be  issued  pursuant  to  the 
CWA.  The  Director  acknowledges  EPA's 
comments  but  notes  that  neither  the 
cited  Ohio  regulation  nor  the  Federal 
counterpart  can  be  construed  as 
superseding,  amending  or  repealing  the 
CWA  because  such  activities  are 
prohibited  by  section  702  of  SMCRA. 
Furthermore,  the  Director  is  approving 
Ohio's  proposed  amendment  to  the 
extent  that  it  does  not  supersede 
applicable  CWA  requirements. 

VI.  Procedural  Determinations 

Executive  Order  No.  12291 

On  July  12, 1984,  the  Office  of 

Management  and  Budget  (OMB)  granted 
OSM  an  exemption  from  sections  3,  4, 
7,  and  8  of  Executive  Order  12291  for 
actions  directly  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions  and  program 
amendments.  Therefore,  preparation  of 
a  regulatory  impact  analysis  is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Execuf J  ve  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of 
SMCRA  (30  U.S.C.  1253  and  1255)  and 


30  CFR  730.11,  732.15  and 
732.17(h)(10),  decisions  on  proposed 
State  regulatory  programs  and  program 
amendments  submitted  by  the  States 
must  be  based  solely  on  a  determination 
of  whether  the  submittal  is  consistent 
with  SMCRA  and  its  implementing 
Federal  regulations  and  whether  the 
requirements  of  30  CFR  parts  730,  731 
and  732  have  been  met. 

National  Envimnmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C. 
4332(2)(C). 

Paper  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements 
which  require  approval  by  the  Office  of 
Management  and  Budget  under  44 
U.S.C.  3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  efTect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  econom'jp  impact,  the 
E>epartment  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  935 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  Noveml)en9, 1992. 
Jeffirey  D.  larrett, 

Acting  Assistant  Director.  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
preamble,  title  30,'  chapter  Vn, 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 
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PART935-OH10 

1.  The  authority  citation  for  part  935 
continues  to  read  as  follows: 

Aadierity:  30  U.S.C.  1201  et  seq. 

2.  In  Section  935.15,  a  new  paragraph 
(iii)  is  added  to  reed  as  follows: 

1935.15    Approval  of  ragulatory  program 
anwndmants. 


(iii)  The  following  amendment  to  the 
Ohio  regulatory  program,  as  submitted 
to  OSM  on  June  30, 1992,  and  clarified 
on  October  21. 1992,  is  approved, 
effective  January  12, 1993:  Amendment 
Number  59  which  consists  of  revisions 
to  the  Ohio  Administrative  Code  (OAC) 
at  1501:13-13-06(A)  concerning  the 
permitting  of  coal  preparation  plants  or 
support  facilities  operated  in  connection 
with  a  coal  mine  but  not  located  within 
the  permit  area  for  a  specific  mine. 
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DEPARTMENT  OF  VETERANS 
AFFAIRS 

38  CFR  Part  1 
RIN  2900-AE61 

Regional  OffiM  Committees  on 
Waivers  and  Compromises 

agency:  Department  of  Veterans  Af&irs. 
ACTKM:  Final  regulations. 

SUMMARY:  In  order  to  comply  with 
legislative  changes  to  38  U.S.C  5302 
(formerly  3102),  the  Department  of 
Veterans  Affiairs  (VA)  has  amended 
current  VA  regulations  which  establish 
the  standards  by  which  Committees  on 
Waivers  and  Compromises  consider 
requests  for  waiver  of  collection  of  all 
benefit  and  home  loan  program  debts. 
EFFECTIVE  DATE:  January  12. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Peter  Mulhem.  Debt  Management  Policy 
Division  (047G7),  Def^artment  of 
Veterans  Aflairs,  810  Vermont  Avenue, 
NW..  Washington,  DC  20420,  (202)  233- 
3405. 

SUPPt^MENTARY  P4F0RMAT10N:  On  pages 
15046  through  15047  of  the  Federal 
Register  of  April  24, 1992,  VA 
published  proposed  regulations  to 
amend  the  standards  by  which 
Committees  on  Waivers  and 
Compromises  consider  requests  for 
waiver  of  collection  of  all  benefit  and 
home  loan  program  debts.  No  comments 
were  received  bom  the  genera]  pubHc 
However,  the  U.S.  Court  of  Veterans 
Appeals,  in  the  case  of  FaHess  v. 
DerwinsJd  (U.S.  Vet.  App.  No.  90-1372), 


noted  a  discrepancy  between  the 
language  of  38  U.S.C.  5302(c)  and  the 
language  found  in  section  1.965(b). 

As  we  stated  in  the  preamble  to  the 
publication  of  the  profKJsed  regulations, 
38  CFR  1.963, 1.964,  and  1.965  establish 
the  standards  by  which  our  Regional 
Office  Committees  on  Waivers  and 
Compromises  consider  waiver  requests 
on  all  benefit  and  home  loan  program 
debts.  Tliis  authority  comes  directly 
from  section  5302  of  title  38  of  the  U.S. 
Code.  Congress  enacted  (Public  Law 
101-237,  "The  Veterans  Benefits 
Amendment  Act  of  1989"  (December  18, 
1989).  which  revised  Section  5302(c). 
Prior  to  this  legislative  change.  Section 
5302(c)  stated  that  the  authority  to 
waive  recovery  of  any  payment  or  the 
collection  of  any  indebtedness  may  not 
be  exercised  if  there  existed  an 
indication  of  fraud,  misrepresentation, 
material  fault,  or  lack  of  good  faith  on 
the  part  of  the  person  or  persons  having 
an  interest  in  omaining  a  waiver.  Public 
Law  101-237 removedmaterial  fault 
and  lack  of  good  faith  as  absolute  bars 
to  waiver  and  replaced  them  with  bad 
faith.  As  a  result  of  this  legislative 
change,  we  revised  the  three  regulations 
to  comply  with  these  new  standards. 

In  the  FaHess  case,  the  U.S.  Court  of 
Veterans  Appeals  noted  that  38  U.S.C 
5302(c)  states  that  an  indebtedness  may 
not  be  waived  where  there  exists  an 
"indication  of  fraud, 
misrepresentation,  or  bad  feith.  The 
Court  then  found  an  inconsistency  in 
the  corresponding  regulaticHi,  38  CFR 
1.965(b),  because  it  does  not  contain  the 
phrase,  "indication  oF'.  In  publishing 
our  proposed  revision  of  38  CFR  1.063. 
1.964,  and  1.965,  we  applied  the  phrase 
"indication  of  to  otir  revision  of 
sections  1.963  and  1.964.  However, 
since  our  revision  of  section  1.065  was 
limited  to  a  revision  of  its  subsection 
(b)(2).  we  failed  to  incorporate  the  exact 
statutory  langxiage  into  the  initial 
portion  of  subsection  (b).  In  order  to 
avoid  any  questions  concerning  this 
inconsistency,  we  have  amended  the 
language  of  section  1.965(b)  to  include 
the  phrase  "indication  or'. 

Tne  Secretary  hereby  certifies  that 
these  final  rules  will  not,  if 
promulgated,  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  as  they  are 
defined  in  the  Regulatory  Flexibility  Act 
(RFA).  5  U.S.C  601-612.  Piusuant  to  5 
U.S.C  605(b),^  these  rules  are  therefore 
exempt  from  the  initial  and  final 
regulatory  flexibility  analysis 
requirements  of  sections  603  and  604. 
TImb  reason  for  this  certification  is  that 

these  rules  primarily  affect  only 

individuals  indebted  to  the  U.S. 

Government  as  a  result  of  pertidpation 


in  benefit  programs  administered  by  the 
Department  of  Veterans  Aiiairs. 

These  final  rules  have  also  been 
reviewed  under  E.0. 12291  and  have 
been  determined  to  be  nonmajor 
because  they  will  not  have  a  $100 
million  annual  effect  on  the  economy 
and  will  not  have  any  adverse  economic 
impact  on  or  increase  costs  to 
consumers,  individual  industries, 
Federal,  State,  and  local  government 
agencies  or  geographic  regions. 

There  is  no  Catalog  of  Federal 
Domestic  Assistance  number. 

List  of  Subiects  in  38  CFR  PaH  1 

Claims,  Administrative  practice  and 
procedures.  Veterans. 

Approved:  December  1, 1992. 
Anthony  |.  Principi. 
Acting  Secretary  of  Veterans  Affairs. 

For  the  reasons  set  out  in  the 
preamble.  38  CFR  part  1  is  amended  as 
set  forth  below. 

PART  1— GENERAL  PROVISiONS 

1.  The  authority  citation  for  §S  1.955 
through  1.970  is  revised  to  read  as 
follows: 

Autluirity:  38  U.S.C  3720  and  5302;  S 
U.S.C  5584. 

2.  In  §  1.963,  paragraph  (a)  and  the 
authority  citation  at  the  end  of  the 
seaion  are  revised  to  read  as  follows: 

I1J63   Waiver-other  ttian  loan  guaranty. 

(a)  General.  Recovery  of 
overpayments  of  any  benefits  made 
under  laws  administered  by  the  VA 
shall  be  waived  if  there  is  no  indicatim 
of  fiaud,  misrepresentation,  or  bad  fiaith 
on  the  part  of  the  person  or  persons 
having  an  interest  in  obtaining  the 
waiver  and  recovery  of  the  indebtedness 
from  the  payee  who  received  siich 
benefits  would  be  against  equity  and 
good  conscience. 
•        •        •        •        • 

(Authority:  38  U.S.C  5302  (a)  h  (c)). 

3.  In  §  1.964.  paragraph  (a)  and  the 
authority  citation  at  the  end  of  the 
section  are  revised  to  read  as  follows: 

§  1 .964    Walwer-loan  guaranty. 

(a)  General.  Any  indebtedness  of  a 
veteran  or  the  indebtedness  of  the 
spouse  shall  be  waived  only  whan  the 
following  factors  are  determined  to 
exist: 

(1)  Following  default  there  was  a  loss 
of  the  property  which  constituted 
security  for  the  loan  guaranteed,  insured 
or  made  under  chapter  37  of  title  38 
United  SUtes  Code; 

(2)  There  is  no  indication  of  fraud, 
misrepresentation,  or  bad  fidth  on  the 
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part  of  the  pefson  or  persons  having  an 
interest  in  obtaining  the  waiver;  and 
(3)  Collection  of  such  indebtedness 
would  be  against  equity  and  good 
conscience. 

•  •        *        *        • 

(Aitfh«rity:  38  U.S.C  5302  (b)  and  (c)). 

4.  In  §  1.965,  the  introductory  text  of 
paragraph  b  and  paragraph  (b)(2)  are 
reviMd,  and  an  authority  citation  is 
added  at  the  end  of  the  section  to  read 
as  follows: 

S1.96S    Application  of  standwd. 

•  •        •        •        • 

(b)  In  applying  this  single  standard  fot 
all  areas  of  ind^edness.  the  following 
elements  will  be  considered,  any 
indication  of  which,  if  found,  will 
preclude  the  granting  of  waiver: 

(2)  Bad  Faith.  This  term  generally 
describes  unfair  or  deceptive  dealing  by 
one  who  seeks  to  gain  thereby  at 
another's  expense.  Thus,  a  debtor's 
conduct  in  connection  with  a  debt 
arising  from  participation  in  a  VA 
benefits/services  program  exhibits  bad 
faith  if  such  conduct,  although  not 
undertaken  with  actual  fraudulent 
intent,  if  undertaken  with  intent  to  seek 
an  unfair  advantage,  with  knowledge  of 
the  likely  consequences,  and  results  in 
a  loss  to  the  government. 

•  •        •        *        • 

(Authority:  38  U.S.C  S302(c)). 
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40  CFR  Part  52 

PL  40-1-6436;  FRL-4S41-1] 

Approval  and  Promulgation  of 
Imptafnentation  plans;  Illinois 

AGENCY:  United  States  Environmental 
Protection  Agency  (USEPA). 
ACTION:  Final  rule. 

SUMMARY:  USEPA  is  taking  action  to 
approve  a  revision  to  parts  218  and  219 
of  title  35  of  the  Illinois  Administrative 
Code  (35  LAC)  as  revisions  to  the  State 
Implementation  Plan  (SIP)  for  ozone. 
USEPA's  action  is  based  upon  a  revision 
request  which  was  submitted  by  the 
State  to  satisfy  the  requirements  of 
section  182(b)(3)  of  the  Clean  Air  Act  as 
amended  in  1990  (CAA),  which  requires 
all  ozone  nonattainment  areas  classified 
as  moderate  or  worse  to  require 
specified  gasoline  dispensing  fecilities 
to  install  and  operate  State  II  vapor 
recovery  equipment  In  Illinois,  subject 


areas  include  the  Chicago  ozone 
nonattainment  area  (Cook.  EhiPage, 
Kane,  Lake.  McH«iry,  Will  Coimties 
and  Aux  Sable  and  Goose  Lake 
Townships  in  Grundy  County  and 
Oswego  Township  in  Kendall  County) 
and  the  Illinois  portion  of  the  East  St. 
Louis  ozone  nonattainment  area 
(Madison,  Monroe,  and  St.  Clair 
Counties).  USEPA's  action  is  being 
taken  with  no  prior  proposal. 
DATES:  This  action  will  be  effective 
March  15. 1993  unless  notice  is  received 
within  30  days  of  publication  that 
adverse  or  critical  comments  will  be 
submitted.  If  the  effective  date  is 
delayed,  timely  notice  will  be  published 
in  the  Federal  Register. 
ADDRESSES:  Copies  of  the  requested  SIP 
revision,  tetdmical  support  documents 
and  public  comments  received  are 
available  at  the  following  address: 
U.S.  Environmental  Protection  Agency, 
Region  5,  Air  and  Radiation  Division, 
Regulation  Development  Branch,  77 
West  Jackson  Boulevard,  Chicago, 
Illinois  60604. 

Comments  on  this  rulemaking  should 
be  addressed  to: 

).  Elmer  Bortzer,  Chief,  Regulation 
Development  Section,  Regulation 
Development  Branch  (5AR-18J), 
United  States  Environmental 
Protection  Agency,  Region  5,  77  West 
Jackson  Boulevard,  Chicago,  Illinois 
60604. 
FOR  FURTHER  INFORMATION  CONTACT: 
Francisco  J.  Acevedo,  Environmental 
Engineer,  Regulation  Development 
Section,  Regulation  Development 
Branch  (5AR-18J),  United  States 
Environmental  Protection  Agency, 
Region  5,  77  West  Jackson  Boulevard, 
Chicago,  Illinois  60604.  (312)886-6061. 
Anyone  wishing  to  come  to  Region  5 
offices  should  contact  Francisco  J. 
Acevedo  first. 

SUPPLEMENTARY  INFORMATION: 

I.  Background/Summary  of  State 
Submittal 

On  September  30, 1992,  the  Illinois 
Environmental  Protection  Agency 
(lEPA)  submitted  to  USEPA  Stage  II 
Vapor  Recovery  Rules;  Amendments  to 
35  ILL.  ADM.  CODE  PARTS  215,  218 
AND  219  (R91-30).  The  rules  were 
adopted  by  the  Illinois  Pollution  Control 
Board  (IPCB)  on  August  13, 1992.  The 
rules  became  effisctive  on  August  24, 
1992.  The  State  submitted  these  rules  to 
satisfy  the  section  lB2(b)(3) 
requirements  of  the  CAA  which  is 
applicable  to  the  Chicago  and  East  St. 
Louis  ozone  nonattainment  areas.  The 
information  presented  below 
summarizes  the  requested  SIP  revision 


and  USEPA's  action  on  it.  A  more 
detailed  analysis  of  the  State's  submittal 
is  contained  in  a  technical  support 
document  dated  September  3, 1992, 
which  is  available  from  the  Region  5 
office  listed  above. 

Illinois'  regulations  specify  that  Stage 
n  vapor  recovery  systems  are  required  at  , 
gasoline  dispensing  facilities  that 
dispense  more  than  10,000  gallons  per 
month.  Private  fueling  facilities  such  as 
government  and  company  fleet  fueling 
facilities  as  well  as  retailers  are  subject 
to  the  Stage  n  requirements.  The 
regulations  specify  the  use  of  California 
Air  Resotut»  Board  certified  Stage  II 
systems,  which  have  been  demonstrated 
to  achieve  at  least  95  percent  control  of 
Volatile  Organic  Compound  (VOC) 
emissions.  The  rules  also  mandate  the 
proper  installation  and  operation  of 
such  systems,  to  be  achieved  by 
requiring  the  installed  systems  to  be 
tested  for  proper  installation  and 
requiring  the  State  to  perform  all 
necessary  enforcement. 

The  rules  mandate  Stage  II  vapor 
recovery  systems  to  be  implemented 
pursuant  to  the  following  phase-in 
schedule: 

(1)  FaciUties  that  commenced 
construction  after  November  1, 1990, 
must  comply  by  May  1, 1993; 

(2)  Facilities  that  commenced 
construction  before  November  1, 1990. 
and  dispense  an  average  monthly 
volume  of  more  than  100,000  gallons  of 
motor  fuel  per  month,  must  comply  by 
November  1. 1993;  and 

(3)  All  other  facilities  must  comply  by 
November  1, 1994. 

n.  Review  Criteria 

USEPA  reviewed  the  submittal 
against  the  requirements  of  section  . 
182(b)(3)  of  the  CAA,  as  interpreted  in 
the  General  Preamble  for  the 
Implementation  of  title  I  of  the  Clean 
Air  Act  Amendments  of  1990  (57  FR 
13498. 13513  (April  16. 1992)),  and  two 
USEPA  documents  entitled  Technical 
Guidance — Stage  II  Vapor  Recovery 
Systems  for  Control  of  Vehicle  Refueling 
Emissions  at  Gasoline  Dispensing 
Facilities  (Technical  Guidance)  and  the 
Enforcement  Guidance  for  Stage  11 
Vehicle  Refueling  Control  Programs 
(Enforcement  Guidance).  Specifically 
seven  general  criteria  need  to  be  met  for 
a  Stage  II  vapor  recovery  regulation  to 
be  acceptable.  The  regulation  must 
fulfill  the  following  requirements: 

(1)  Installation  of  Stage  II  Controls 
and  Determination  of  Regulated 
Facilities.  Facilities  that  dispense  more 
than  10,000  gallons  per  month  must 
install  and  operate  Stage  n  controls.  For 
gasoline  dispensing  facilities  that  are 
owned  and  operated  by  an  independent 
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small  business  marketer,  the  State  may 
establish  a  cut-point  as  high  as  50,000 
gallons  per  month.  In  the  General 
Preamble.  USEPA  indicated  that  the 
suggested  method  for  calculating  the 
gallons  per  month  dispensed  by  affected 
facilities  is  determined  by  calculating 
the  average  volume  of  product 
dispensed  per  month  for  the  2-year 
period  prior  to  the  adoption  of  the  rule 
by  the  State.  (See  General  Preamble.  57 
FR  at  13514.)  The  Enforcement 
Guidance  suggests  that  if  sufficient  data 
is  not  available  for  a  full  2-year  period, 
then  the  actual  months  of  operation 
during  that  2-year  period  should  be 
used  to  calculate  the  facility's  average 
gallons  per  month.  (See  Enforcement 
Guidance.  Sec.  3.2.) 

(2)  Establishment  of  a  Time  Schedule 
for  Installation  of  Stage  II  Control 
Equipment.  Section  182(b)(3)(B)  of  the 
CAA  establishes  three  standard 
deadlines  for  the  installation  and 
application  of  Stage  II  controls,  after 
adoption  by  the  State  of  the  Stage  II 
requirements.  The  phase-in  schedule 
given  in  the  CAA  Is  the  following: 

(a)  6  months  after  adoption  for  all 
facilities  commencing  construction  after 
November  15. 1990; 

(b)  1  year  for  all  facilities  which 
dispense  100,000  gallons  or  more  of 
gasoline  per  month;  and 

(c)  2  years  for  all  other  facilities 
required  to  be  regulated. 

13)  System  Certification.  An  approved 
system  should  be  tested  and  certified  so 
as  to  meet  a  minimum  requirement  of  95 
percent  emission  reduction  efficiency. 
USEPA  believes  that  this  efficiency  rate 
has  been  demonstrated  to  be  feasible.  As 
stated  in  the  General  Preamble,  the 
States  may  achieve  this  by  utilizing  one 
of  the  following  three  alternatives:  (a)  A 
method  tested  and  approved  by 
California  Air  Resources  Board  (GARB) 
past,  current  or  future  recognized  test 
methods,  or  (b)  an  equivalent  testing 
program  adopted  by  the  State, 
conducted  by  the  Program  Oversight 
Agency  (POA)  or  by  a  third  party 
recognized  by  the  POA.  and  submitted 
and  approved  by  USEPA  for 
incorporation  in  the  SIP.  or  (c)  a  system 
approved  by  GARB.  (See  Enforcement 
Guidance,  Sec.  4.2.) 

(4)  Facihty  Verification  of  the  Proper 
Installation  and  Function  of  Stage  II 
Vapor  Control  Systems.  The  General 
Preamble  indicates  in  order  for  the  State 
Stage  II  requirement  to  be  enforceable, 
the  State  must  require  the  regulated 
facility  to  verify  proper  installation  and 
function  of  the  Stage  II  equipment.  The 
Enforcement  Guidance  specifies 
performing  a  Liquid  Blockage  Test 
which  determines  if  there  is  an 
unacceptable  low  point  in  the  piping. 


and  a  Leak  Test  which  measures  the 
vapor  tightness  of  the  Stage  n  system. 
The  Enforcement  Guidance  also  stales 
that  a  facility  should  recertify  the 
functions  of  the  Stage  II  equipment  at 
least  every  5  years,  or  upon  major 
facility  modification  (75  percent  or  more 
equipment  change),  whichever  comes 
first.  (See  April  16.  1992  (57  FR  13514) 
Federal  Register,  and;  Enforcement 
Guidance,  Sec.  8.2.) 

(5)  Recordkeeping  and  Reporting.  In 
the  Enforcement  Guidance,  USEPA 
identifies  various  records  that  the  State 
should  require  facilities  to  keep  and  to 
make  available  upon  request.  USEPA 
believes  that  these  documents  must  be 
available  in  order  to  make  the  Stage  II 
requirement  enforceable.  These 
documents  include:  (a)  A  license/permit 
to  install  and  operate  the  Stage  II 
system;  (b)  verification  of  passing 
functional  tests  after  installation  of 
equipment;  this  includes  the  Liquid 
Blockage  Test,  Leak  Test,  all  shutofi/ 
flow  prohibiting  device  testing;  (c) 
general  station  file  containing  initial 
station  information  such  as  motor 
vehicle  fuel  throughput  information;  (d) 
equipment  maintenance  and 
compliance  file  leg  containing 
verification  that  proper  maintenance  has 
been  conducted  in  accordance  with 
manufacturer's  specifications  and 
requirements;  (e)  training  certification 
files.  (See  Enforcement  Guidance,  Sec. 
8.0.) 

(6)  Periodic  Inspection  of  Regulated 
Facility.  The  State  POA  should  conduct 
a  minimum  of  1  compliance  inspection 
per  facility  per  year  with  mandatory 
follow-up  at  stations  with  violations. 
USEPA  believes  such  inspections  are 
necessary  to  ensure  that  facilities  are 
complying  with  the  Stage  II 
requirements.  This  is  necessary  not  only 
for  enforcement  action  but  to  notify 
sources  that  are  violating  the  Stage  II 
requirements  so  they  can  make  the 
necessary  adjustments  to  come  into 
compliance.  The  compliance  inspection 
should  consist  of  a  visual  inspection  of 
the  required  paperwork,  and  Stage  II 
equipment.  In  addition  to  the  visual 
inspection,  a  functional  inspection  to 
determine  if  the  facility's  Stage  II 
equipment  is  functioning  properly  must 
also  be  performed.  (See  Enforcement 
Guidance,  Sec.  5.2(d).) 

(7)  Requirement  to  ensure  regulated 
facility  compliance  with  program 
requirements  through  enforcement 
mechanisms,  and  a  penalty  schedule 
that  establishes  appropriate  penalties  for 
facilities  violating  the  Stage  II 
requirements.  (See  Enforcement 
Guidance,  Sec.  5.2(e).) 


m.  Results  of  USEPA  Review 

USEPA  reviewed  the  Illinois 
submittal  to  determine  if  criteria  for 
approval  have  been  met.  The  results  of 
USEPA's  review  are  as  follows: 

(1)  Installation  of  Stage  U  Controls  and 
Detennination  of  Regulated  Facilities 

Illinois'  submittal  mandates  the 
requirement  of  Stage  n  vapor  recovery 
systems  on  any  gasoline  dispensing 
facility  that  dispenses  a  monthly 
average  volume  of  10,000  gallons  or 
more.  The  submittal  also  includes  a 
requirement  that  affected  facilities  be 
identified  by  calculating  the  average 
volume  of  product  dispensed  per  month 
for  the  2  year  period  prior  to  adoption 
of  the  rule  by  the  State.  USEPA  finds 
this  acceptable  because  it  directly 
addresses  the  Federal  requirement. 

(2)  Establishment  of  a  Time  Schedule 
for  Installation  of  Stage  II  Control 
Equipment 

The  time  schedule  stated  in  the 
Illinois  rule  mandates  installation  of  the 
Stage  II  control  equipment  by  (1)  May  1, 
1993,  for  facilities  that  started 
construction  after  November  1, 1990;  (2) 
November  1, 1993,  for  facilities  which 
started  construction  before  November  1, 
1990,  and  dispense  more  than  100,000 
gallons  of  motor  fuel  per  month;  and.  (3) 
November  1, 1994.  for  facihties  which 
have  started  construction  before 
November  1, 1990  and  dispense  less 
than  100,000  gallons  of  motor  fuel  per 
month.  Under  section  812(b)(3)  (B)  and 
(C),  the  state  must  establish  a  two  year 
time  table  for  source  implementation  of 
Stage  II.  The  Act  provides  that  this  time 
table  must  run  from  the  date  of  adoption 
of  the  Stage  II  rules  and  then  defines 
adoption  to  mean  the  date  the  State 
adopts  the  requirements  for  installation 
and  operation  of  the  Stage  II  equipment. 
Although  Illinois  adopted  its  Stage  II 
regulations  on  August  13, 1991,  USEPA 
believes  that  it  can  interpret  the 
adoption  date  to  be  November  1, 1992 
under  the  limited  circumstances 
presented  in  this  submittal. 

USEPA  is  proposing  to  approve  the 
submitted  time  table  running  from 
November  1, 1992  for  three  reasons. 
First.  USEPA  recognizes  that  the  date 
selected  by  Illinois  precedes  the  date  by 
which  the  State  was  required  to  submit 
the  Stage  II  regulations  to  USEPA.  Thus 
Illinois  could  have  waited  to  adopt  the 
Stage  n  regulations  on  November  1, 
1992,  and  still  have  met  the  November 
15, 1992  submittal  date.  Second,  the 
time  table  initiation  date  established  by 
the  State — November  1, 1992— began 
shortly  aftfjr  adoption  of  the  regulation. 
Third,  the  Slate  would  have  a  limited 


ability  to  reme 
extent  the  Stati 
implementatio 
within  the  Stat 
lead  time  inter 
install  and  ope 
State  chose  to 
their  Stage  II  n 
the  time  table  ( 
later  than  Novi 
would  further 
Stage  D.  Finall 
otherwise  fulfi 
requirements  i 
will  provide  si 
benefits  to  the 
Therefore.  USl 
public  interest 
enforceable  th 
earliest  time  ft 
circumstances 
believes  that  ii 
interpret  the  a 
November  1, 1 

(3)  System  Cei 

The  adoptee 
Stage  II  vapor 
certified  by  C 
emission  redu 
CARB-certifie 
USEPA.  USEF 
guidance  doa 
GARB  approv 
theCAArequ 
efficiency  test 
USEPA  believ 
certification  ii 
acceptable. 


(5)  Recordkee 


Federal  Register  /  Vol  58.  No.  7  /  Tueaday.  January  12.  1993  /  Rules  and  Regulations  3843 


ability  to  remedy  this  deficiency.  To  the 
extent  the  State  could  amend  the 
implementation  date,  many  sources 
within  the  State  would  not  have  the 
lead  time  intended  by  the  statute  to 
install  and  operate  the  system.  If  the 
State  chose  to  withdraw  and  readopt 
their  Stage  n  requirement,  potentially 
the  time  table  could  run  from  a  date 
later  than  November  15. 1992;  this 
would  further  delay  implementation  of 
Stage  U.  Finally,  the  Illinois  rule 
otherwise  fulfills  the  Stage  II 
requirements  and  USEPA  believes  it 
will  provide  substantial  air  quality 
benefits  to  the  regulated  areas. 
Therefore,  USEPA  believes  it  is  in  the 
public  interest  to  approve  and  make 
enforceable  this  requirement  at  the 
earliest  time  feasible.  In  the  limited 
circumstances  described  above,  USEPA 
believes  that  it  is  not  inconsistent  to 
interpret  the  adoption  date  to  be 
November  1. 1992. 

(3)  System  Certification 

The  adopted  rules  mandate  that  all 
Stage  n  vapor  control  systems  used  be 
certified  by  CARB  to  meet  95  percent 
emission  reduction  efficiency.  Use  of 
CARB-certified  systems  is  acceptable  to 
USEPA.  USEPA  has  specified  in  its 
guidance  documents  ^at  it  believes  that 
CARB  approved  Stage  II  systems  meet 
the  CAA  requirement  with  no  additional 
efficiency  testing  required.  Therefore, 
USEPA  believes  the  specified  system 
certification  in  the  Illinois  submittal  is 
acceptable. 

(4)  Installation  of  Stage  11  Vapor  Control 
Systems 

The  Illinois  rule  mandates  that  proper 
tests  be  performed  to  verify  proper 
installation  and  function  of  the  Stage  II 
systems,  and  requires  systems  to  be 
retested  after  major  facility 
modification.  USEPA  believes  the 
testing  procedures  specified  help  make 
the  rule  enforceable  and,  therefore,  are 
consistent  with  the  CAA  requirements. 

(5)  Recordkeeping  and  Reporting 

Illinois  is  exempting  any  facility 
subject  to  Stage  II  requirement  from  the 
air  pollution  control  permit  requirement 
applicable  to  regulated  sources  under 
the  SIP.  The  exemption  is  allowed 
provided  that  the  affected  facilities 
provide  a  registration  of  their  Stage  II 
equipment.  The  Illinois  rule  requires 
that  registration  material  be  kept  on  site. 
It  also  requires  that,  at  a  minimum,  the 
registration  information  includes:  the 
facility  name  and  address,  signature  of 
owner  or  operator,  the  CARB  Executive 
Order  Number  for  the  Stage  II  system 
used,  number  of  nozzles  used,  the 
monthly  average  volume  of  gasoline 


dispensed,  and  the  location  (including 
contact  person's  name,  address,  and 
telephone  number)  of  other  records  and 
reports  required  by  the  rule.  Other 
records  and  reports  required  by  the  rule 
to  be  kept  on  file  by  the  owner  or 
operator  and  which  need  to  be  made 
available  to  the  POA  upon  request 
include:  Proof  that  a  certified  Stage  11 
system  has  been  installed  and  tested  to 
verify  its  performance  according  to  its 
specifications;  records  that  show  that 
proper  maintenance  has  been  conducted 
according  to  manufacturer 
specifications;  records  that  show  time 
periods  and  duration  of  all  malfunctions 
of  the  Stage  II  system;  motor  vehicle  fuel 
throughput  information  for  each 
calendar  month  of  the  previous  year; 
and  proof  of  employee  training 
certification.  After  discussions  between 
lEPA  and  USEPA  regarding  the 
recordkeeping  requirements,  the  above 
format  was  a^eed  to  by  USEPA  as 
meeting  Stage  n  Enforcement  Guidance 
requirements. 

(6)  Periodic  Inspection  Requirements 

The  lEPA  has  committed  to  adhere  to 
Enforcement  Guidance  that  specifies 
annual  inspections  for  the  facilities  or 
the  development  of  an  inspection 
schedule  approved  by  USEPA  through 
lEPA's  inspection  program  plan. 

(7)  Regulated  Facility  Compliance  with 
Progmm  Requirements 

The  Illinois  Environmental  Protection 
Act  (Act),  section  42(a).  states  that  any 
person  that  violates  any  provision  of 
this  Act  or  any  regulation  adopted  by 
the  IPCB,  or  any  permit  or  term  or 
condition  thereof,  or  that  violates  any 
determination  or  order  of  the  IPCB 
pursuant  to  this  Act.  shall  be  liable  to 
a  civil  penalty  not  to  exceed  $50,000  for 
the  violation  and  an  additional  $10,000 
for  each  day  for  which  the  violation 
continues.  In  that  this  submittal  is  a 
regulation  adopted  by  the  IPCB,  a 
violation  of  which  subjects  the  violator 
to  penalties  under  section  42(a),  the 
submittal  is  consistent  with  the  policy 
established  by  USEPA  in  its 
Enforcement  Guidance. 

rV.  Rulemaking  Action 

USEPA  approves  35  111.  Adm.  Code 
§§  218.586(a)-(h)  and  219.586(a)-{h)  as 
a  revision  to  the  Illinois  ozone  SIP 
because  the  submittal  meets  all  the 
criteria  required  for  approvability  as 
cited  above.  The  Stage  II  vapor  recovery 
SIP  revision  for  the  Chicago  and  East  St 
Louis  ozone  nonattainment  areas  will  be 
complete  following  today's  action. 

USEPA  is  publisning  this  action 
without  prior  proposal  because  the 
USEPA  views  this  as  a  noncontroversial 


revision  and  anticipates  no  adverse 
comments.  This  action  will  be  eflisctive 
March  15, 1993  unless,  within  30  days 
of  its  publication,  notice  is  received  that 
adverse  or  critical  comments  will  be 
submitted.  If  such  notice  is  received, 
this  action  will  be  withdrawn  before  the 
effective  date  by  publishing  two 
subsequent  notices.  One  notice  will 
withdraw  the  final  action  and  another 
will  begin  a  new  rulemaking  by 
announcing  a  proposal  of  the  action  and 
estabhshing  a  comment  period.  If  no 
such  comments  are  received,  the  public 
is  advised  that  this  action  will  be 
effective  March  15, 1993. 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  futiue 
request  for  revision  to  any  SIP.  Each 
request  for  revision  to  the  SIP  shall  be 
considered  separately  in  light  of  specific 
technical,  economic,  and  environmental 
factors  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 
USEPA  has  submitted  a  request  for  a 
permanent  waiver  for  Table  2  and  Table 
3  SIP  revisions.  OMB  has  agreed  to 
continue  the  temporary  waiver  until 
such  time  as  it  rules  on  USEPA's 
request. 

This  action  has  been  classified  as  a 
Table  2  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  Federal  Register  on 
January  19, 1989.  (54  FR  214-2225).  On 
January  6, 1989,  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  2  and  3  SIP  revisions  (54  FR  2222) 
bom  the  requirements  of  section  3  of 
Executive  Order  12291  for  a  period  of  2 
years. 

Under  the  Regulatory  Flexibility  Act. 
5  U.S.C.  600  et.  seq.,  USEPA  must 
prepare  a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C  603 
and  604.  Alternatively.  USEPA  may 
certify  that  the  rule  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Small  entities 
include  small  businesses,  small  not-for- 
profit  enterprises,  and  government 
entities  with  jurisdiction  over 
populations  of  less  than  50,000. 

SIP  approvals  under  section  110  and 
subchapter  I.  part  D  of  the  CAA  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
State  is  already  imposing.  Therefore, 
because  the  federal  SIP-approval  does 
not  impose  any  new  requirements,  I 
certify  that  it  does  not  have  a  significant 
impact  on  any  small  entities  affected. 
Moreover,  due  to  the  nature  of  the 
federal-state  relationship  under  the 
CAA.  preparation  of  a  regulatory 
flexibility  analysis  would  constitute 
federal  inquiry  into  the  economic 
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reasonableness  of  state  action.  The  CAA 
forbids  USEPA  to  base  its  actions 
concerning  SIPs  on  such  grounds. 
Union  Electric  Co.  v.  U.S.  E.P.A..  427 
U.S.  246.  256-66  (S.  Q.  1976);  42  U.S.C. 
7410(a)(2). 

Under  section  307(b)(1)  of  the  Clean 
Air  Act,  petitions  for  judicial  review  of 
this  action  must  be  filed  in  the  United 
States  Court  of  Appeals  for  the 
appropriate  circuit  by  March  15. 1993. 
Fihng  a  petition  for  reconsideration  by 
the  Administrator  of  this  final  rule  does 
not  affect  the  finality  of  this  rule  for  the 
purposes  of  judicial  review  nor  does  it 
extend  the  time  within  which  a  petition 
for  judicial  review  may  be  filed,  and 
shall  not  postpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
be  challenged  later  in  proceedings  to 
enforce  requirements.  (See  section 
307(b)|2).) 

List  of  Subjects  in  40  CFR  Part  52 

Air  pollution  control.  Hydrocarbons, 
Incorporation  by  reference, 
Intergovernmental  relations,  Ozone, 
Reporting  and  recordkeeping 
requirements.  Volatile  organic 
compounds. 

Note— Incorporation  by  reference  of  the 
State  Impleir.entation  Plan  for  the  State  of 
Illinois  was  approved  by  the  Director  of  the 
Federal  Register  on  July  1, 1982. 

Dated:  November  18, 1992. 
Valdas  V.  Adamkus, 
Regional  Administiator. 

For  the  reasons  set  out  in  the 
preamble,  part  52  of  chapter  I,  title  40 
of  the  Code  of  Federal  Regulations  is 
amended  as  follows: 

PART  52— APPROVAL  AND 
PROMULGATION  OF 
IMPLEMENTATION  PLANS 

1.  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Authority:  7401-7671q. 

Subpart  O— Illinois 

2.  Section  52.720  is  amended  by 
adding  paragraph  (c)(93)  to  read  as 
follows: 

152.720    WentificMionofplan. 

(c)*  •  • 

(93)  On  September  30, 1992,  the  State 
submitted  rules  regulating  volatile 
organic  compound  emissions  from 
gasoline  dispensing  facilities'  motor 
vehicle  fuel  operations. 

(i)  Incorporation  by  reference. 

(A)  Illinois  Administrative  Code,  title 
35  Environmental  Protection,  subtitle  B: 
Air  Pollution,  chapter  I:  Pollution 
Control  Board  part  218:  Organic 


Material  Emission  Standards  and 
Limitations  for  the  Chicago  Area; 
subpart  Y:  Gasoline  Distribution; 
§  218.583  Gasohne  Dispensing 
Facilities— Storage  Tank  Filling 
Operations,  amended  at  16  Illinois 
Register  13864  effective  August  24, 
1992,  and;  §  218.586  Gasoline 
Dispensing  Facilities— Motor  Vehicle 
Fueling  Operations,  added  at  16  Illinois 
Register  13864,  effective  August  24. 
1992. 

(B)  Illinois  Administrative  Code,  title 
35  Environmental  Protection,  subtitle  B: 
Air  Pollution,  Chapter  I:  Pollution 
Control  Board,  part  219:  Organic 
Material  Emission  Standards  and 
limitations  for  the  East  St.  Louis  Area; 
Subpart  Y:  Gasoline  Distribution; 
§  219.583  Gasoline  Dispensing 
Facilities — Storage  Tank  Filling 
Operations,  amended  at  16  Illinois 
Register  13883,  effective  August  24, 
1992.  Section  219.586  Gasoline 
IDlspensing  Facilities — Motor  Vehicle 
Fueling  Operations,  added  at  16  Illinois 
Register  13883.  effective  August  24, 
1992. 

(ii)  Additional  materials. 

(A)  Stage  n  Vapor  Recovery  SIP 
Program  Description  dated  September 
29, 1992. 

3.  Section  52.726  is  amended  by 
adding  paragraph  (f)  to  read  as  follows: 

152.726    Control  Strategy:  Ozone. 

(f)  On  September  30. 1992,  the  State 
submitted  rules  regulating  volatile 
organic  compound  emissions  fr°om 
gasoline  dispensing  facilities'  motor 
vehicle  fuel  operations  (Stage  II  vapor 
recovery  rules)  in  the  Chicago  and  East 
St.  Louis  Ozone  nonattainment  areas. 
The  Illinois  Environmental  Protection 
Agency  Bureau  of  Air  must  as  part  of 
the  program  conduct  inspections  of 
facilities  subject  to  this  rule  to  ensure 
compliance  with  the  applicable  rules. 
These  inspections  will  be  conducted  on 
an  annual  basis  or  an  alternative 
schedule  as  approved  in  the  USEPA 
Fiscal  Year  Inspection  Program  Plan. 

[FR  Doc  93-479  Filed  1-11-93;  8:45  am) 
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40  CFR  Part  52 

[)L  37-1-5397;  FRL-4529-8] 

Approval  and  Promulgation  of 
Implementation  Plans;  Illinois 

AGENCY:  United  States  Environmental 
Protection  Agency  (USEPA). 
ACTION:  Final  rule. 

SUMMARY:  The  USEPA  is  approving  a 
request  by  the  State  of  Illinois  to  revise 


its  State  Implementation  Plan  to  provide 
for  the  regulation  of  fine  particulate 
matter,  known  as  PM-10.  The  revision 
establishes  a  PM-10  air  quality 
standard,  revises  particulate  matter 
episode  rules,  and  revises  twq  rules 
pertaining  to  particulate  matter 
emissions  from  iron  and  steelmaking 
facilities.  The  purpose  of  the  SEP 
revision  is  to  satisfy  Federal 
requirements  under  the  Clean  Air  Act 
(Act),  as  amended,  for  an  approvable 
PM-10  SIP  in  Illinois. 
DATES:  This  action  will  be  effective 
March  15. 1993,  unless  notice  is 
received  within  30  days  that  someone 
wishes  to  submit  adverse  or  critical 
comments.  If  the  effective  date  is 
delayed,  timely  notice  will  be  published 
in  the  Federal  Register. 
ADDRESSES:  Copies  of  the  SIP  revision 
request  and  USEPA 's  analysis  are 
available  for  inspection  at  the  following 
address:  (It  is  recommended  that  you 
telephone  Gustavo  Felix  at  (312)  353- 
6009,  before  visiting  the  Region  V 
Office.)  U.S.  Environmental  Protection 
Agency,  Region  V,  Air  and  Radiation 
Division.  77  West  Jackson  Boulevard, 
Chicago,  Illinois  60604. 

Written  comments  should  be  sent  to: 
J.  Elmer  Bortzer,  Chief,  Regulation 
Development  Section,  Regulation 
Development  Branch  (5AR-18J).  U.S. 
Environmental  Protection  Agency.  77 
West  Jackson  Boulevard,  Chicago. 
Illinois  60604. 

A  copy  of  today's  revision  to  the 
Illinois  SIP  is  available  for  inspection  at: 
U.S.  Environmental  Protection  Agency, 
Public  Information  Reference  Unit,  401 
M  Street,  SW..  Washington,  DC  20460. 

FOR  FURTHER  FORMATION  CONTACT: 

Gustavo  Felix,  Regulation  Development 
Branch,  Regulation  Development 
Section  (5AR-18J),  U.S.  Environmental 
Protection  Agency,  Region  V,  Chicago, 
Illinois  60604,  (312)  353-6009. 

SUPPLEMENTARY  INFORMATION: 

L  Sununary  of  State  Submittal 

The  SIP  revision  approved  today, 
among  other  things,  replaces  Illinois' 
TSP  air  quality  standards  with  PM-10 
air  quality  standards.  On  July  1, 1987, 
USEPA  revised  the  National  Ambient 
Air  Quality  Standard  for  particulate 
matter,  replacing  total  suspended 
particulate  (TSP)  as  the  indicator  with  a 
new  indicator  that  included  only  those 
particles  with  an  aerodynamic  diameter 
less  than  or  equal  to  a  nominal  10 
microns  (PM-10).  The  24-hour  PM-10 
standard  is  set  at  150  micrograms  per 
cubic  meter  (jig/mj)  and  the  annual  PM- 
10  standard  at  50  ^g/ma.  See  52  FR 
24634. 
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Today's  action  will  also  revise  the 
State's  emergency  episode  rules  to 
incorporate  various  alert  levels  for  PM- 
10.  Episodes  are  periods  of  extremely 
high  concentrations  of  specific  air 
contaminants.  These  regulations  set 
forth  what  steps  are  taken  during  such 
periods  to  prevent  the  occvuxence  of 
significant  public  harm. 

Finally,  the  SIP  revision  imposes 
opacity  limits  on  fugitive  PM-10 
emissions  from  Blast  Furnace  Cast 
Houses,  and  a  water  quality  standard  on 
quench  water  used  for  coke  oven 
quenching. 

The  revision  which  is  the  subject  of 
today's  approval  action  is  necessary  in 
order  to  satisfy,  as  a  preliminary  matter, 
the  Federal  requirements  under  the 
(Act),  as  amended  in  1990,  for 
approvable  PM-10  SIPs  for  Illinois.* 
The  Act  requires  each  state  to  adopt  a 
SIP  that  provides  for  attainment  and 
maintenance  of  the  Federal  air  quality 
standards.  42  U.S.C.  7410.  Upon 
enactment  of  the  Act  Amendments  of 
1990,  areas  meeting  the  qualifications  of 
section  107(d)(4)(B)  of  the  Act  were 
designated  nonattainment  for  PM-10  by 
operation  of  law.  Additionally,  in 
accordance  with  section  188(a),  all  PM- 
10  areas  designated  nonattainment  at 
enactment  were  classified  as  moderate 
by  operation  of  law.  A  Federal  Register 
notice  announcing  all  of  the  initial  areas 
designated  nonattainment  for  PM-10 
and  classified  as  moderate  at  enactment 
was  published  in  56  FR  11101  (March 
15, 1991).*  Four  Illinois  areas  were 
initially  designated  nonattainment  and 
classified  as  moderate  for  PM-10  in  the 
March  15, 1991  notice.  These  areas  are 
located  in  portions  of  Cook  County, 
LaSalle  County,  and  Madison  County. 
Section  189(a)(2)  of  the  amended  Act 
required  each  state  to  submit  to  USEPA, 
no  later  than  November  15, 1991,  a  SIP 
adopting  certain  specified  rules  for  all 
areas  initially  designated  nonattainment 
upon  enactment.  Since  Illinois  is  among 
those  states  with  areas  initially 
designated  nonattainment  for  PM-10,  it 
was  required  to  submit  a  plan  by 
November  15, 1991  for  these  areas 
which  meets  the  appUcable 
requirements  of  the  amended  Act.  By 
adopting  the  regulations  for  PM-10 
described  above,  this  revision  amends 
previously  identified  deficiencies  in  the 
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'  The  1990  Amendments  to  the  Act  made 
signincant  changes  to  the  air  quality  planning 
requirements  for  areas  that  do  not  meet  (or  that 
significantly  contribute  to  ambient  air  quality  in  a 
nearby  area  that  does  not  meet)  the  PM-10  national 
ambient  air  quality  standards  (see  Pub.  L.  101-549, 
104  Stat.  2399).  References  herein  are  to  the  Clean 
Air  Act,  as  amended.  42  U.S.C  sections  7401  et  seq. 

"  A  subsequent  notice  correcting  certain 
information  in  the  March  IS,  1991.  notice  was 
published  in  56  FR  37654  (August  8. 1991). 


State's  particulate  matter  regulations 
and,  consequently,  is  an  integral  step  in 
the  process  of  ensuring  the  submittal  of 
fully-adopted  and  technically  and 
administratively  complete  PM-10  SIPs 
for  the  State  of  Illinois. 

In  an  effort  to  meet  the  requirements 
of  the  Act,  as  amended,  the  Illinois 
Environmental  Protection  Agency 
(lEPA)  submitted  to  USEPA,  on  April 
30, 1992,  a  requested  revision  of  its  SIP 
which  amends  the  following  rules: 

(1)  35  111.  Adm.  Code  243,  Air  Quality 
Standards  and  Measurement  Methods: 
Section  243.108  Incorporations  by 
Reference;  section  243.120  PM-10; 
section  243.121  Repealed:  section  243 
appendix  A,  B,  and  C. 

(2)  35  111.  Adm.  Code  244,  Episodes: 
Section  244.101  Definitions;  section 
244.106  Monitoring;  section  244.107 
Extermination  of  Areas  Affected;  section 
244.121  Local  Agency  Responsibilities; 
section  244.161  Advisory  Alert  and 
Emergency  Levels;  section  244.162 
Criteria  for  Declaring  an  Advisory: 
section  244.163  Criteria  for  Declaring  a 
Yellow  Alert:  section  244.166  Criteria 
for  Terminating  Advisory,  Alert  and 
Emergency;  section  244.167  Episode 
Stage  Notification;  section  244.168 
Contents  of  Episode  Stage  Notification; 
section  244.169  Actions  During  Episode 
Stages  Adopted;  section  244  appendix 
A,  B,  C  and  D. 

(3)  35  III.  Adm.  Code  212.  Visible  and 
Particulate  Matter  Emissions:  Section 
212.113  Incorporations  by  Reference; 
section  212.424  Fugitive  Particulate 
Matter  Control  for  the  Portland  Cement 
Manufacturing  Plant  and  Associated 
Quarry  Operations  located  in  LaSalle 
County,  South  of  the  Illinois  River, 
section  212.443(h)  Coke  Plants, 
Quenching;  section  212.445  Blast 
Furnace  Cast  Houses. 

Illinois  is  federally  mandated  by  the 
Act  to  submit  an  implementation  plan, 
which  provides  for  the  adoption  and 
enforcement  of  rules  which  are 
structured  to  achieve  and  maintain  the 
new  federal  standards.  See  section 
110(a).  By  virtue  of  Illinois'  adoption  of 
the  amended  provision  in  (1),  above. 
State  has  adopted  the  federal  PM-10 
standard  constituting  it  as  an  integral 
part  of  the  Illinois  PM-10  SIP. 

The  Act  further  provides  that  a  SIP 
must  contain  provisions  for  immediate 
emission  reductions  in  the  event  of 
emergency  air  pollution  episodes.  See 
section  110(G).  The  amended  provisions 
in  (2),  above,  serve  to  address  the  new 
Federal  standards  and  to  satisfy  this 
requirement  of  the  Act. 

The  amended  provisions  identified  in 
(3),  above,  address  previously  identified 
deficiencies  in  Illinois'  regulations 
pertaining  to  control  of  fugitive 


particulate  matter  emissions  from 
certain  iron  ft  steel  operations,  and 
acceptable  concentration  of  total 
dissolved  solids  in  water  used  for  coke 
oven  quenching.  The  amendments  are 
necessary  to  complete  the  inclusion  of 
approvable  PM-10  regulations  into 
Illinois'  SIP.  In  addition,  minor  editorial 
changes  were  made  to  clarify  section 
references  contained  in  section  212.424 

The  Illinois  Pollution  Control  Board 
(IPCB),  Illinois'  Board  granted  authority 
by  State  law  to  adopt  environmental 
regulations,  went  to  First  Notice  with  a 
proposed  revision  on  December  19, 
1991.  The  USEPA  provided  formal 
comments  on  this  regulatory  proposal 
on  March  2. 1992,  On  March  11, 1992, 
the  IPCB  went  to  Second  Notice  on  the 
proposal.  The  proposed  revision, 
considered  here  today,  was  formally 
adopted  when  the  IPCB  went  to  Final 
Order  on  April  9, 1992. 

What  follows  is  a  summary  of  the 
State's  submittal  and  USEPA's  analysis 
of  it.  The  State's  submittal  and  USEPA's 
detailed  evaluation  is  available  for 
inspection  at  the  Region  5  Office  listed 
above. 

II.  USEPA's  Analysis  of  State  Submittal 

A.  The  revision  is  intended  to  regulate 
particulate  matter  with  an  aerodynamic 
diameter  less  than  or  equal  to  a  nominal 
10  microns,  which  is  known  as  PM-10. 
The  revision  replaces  the  total 
suspended  particulate  (TSP)  air  quality 
standards  with  PM-10  air  quality 
standards.  The  revision  sets  a  24-hour 
PM-10  standard  of  150  jig/m',  with  no 
more  than  one  exceedance  allowed  per 
year.  It  sets  out  an  annual  PM-10 
standard  at  a  level  of  50  jig/m'.  in  the 
form  of  an  annual  arithmetic  mean. 

B.  The  revision  also  affects  the 
requirements  with  respect  to  episodes. 
Episodes  are  periods  of  extremely  high 
concentrations  of  specific  air 
contaminants.  These  regulations  set 
forth  the  steps  which  must  be  taken 
during  such  periods  to  prevent  the 
occurrence  of  significant  harm.  The 
regulations  adopt  Advisory.  Yellow 
Alert,  Red  Alert,  and  Emergency  Alert 
levels  for  PM-10. 

In  addition  to  the  change  from  TSP 
levels  to  PM-10  levels,  those  parts  of 
the  revision  affecting  episodes  make  the 
following  changes: 

1.  Section  244.107,  removes  an 
ambiguity  in  the  current  regulations 
governing  episodes  with  regard  to 
whether  or  not  emission  reductions  can 
be  required  in  Illinois,  based  on  out-of- 
state  episode  levels  caused  by  Illinois' 
sources.  The  amended  regulations  now 
state  that  emission  reductions  can  be 
required  in  Illinois,  based  on  out-of- 
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state  episode  levels  caused  by  Illinois' 
sources. 

■    2.  Since  the  lEPA  will  now  be 
"advising"  when  elevated  pollutant 
levels  actually  occur  rather  than 
"watching"  to  see  if  they  occur,  all 
references  to  "watch"  are  deleted  and 
pollutant-specific  notification 
provisions  of  section  244.168  is  to 
include  advisories  as  well  as  alerts  and 
emeroencies. 

3.  Under  the  revision,  episode 
notification  is  made  to  the  lEPA,  rather 
than  to  lEPA's  Emergency  Action 
Center. 

4.  A  change  is  made  in  the  ozone 
advisory  level  from  a  2-hour  ozone 
concentration  in  the  former  rules  to  a  1- 
hour  ozone  concentration  of  0.12  parts 
per  million  in  the  revision. 

Several  other  changes  in  the  episode 
portion  of  the  revision  that  are 
nonsubstantive  to  the  rules  are 
explained  in  the  Second  Notice  and 
Final  Order,  and  are  not  addressed  here. 

C  This  revision  also  includes  two 
rules  which  control  particulate 
emissions  for  certain  iron  and  steel 
sources.  The  two  rules  are  212.443  Coke 
Plants  and  212445  Blast  Furnace  Cast 
Houses. 

The  first  rule,  a  coke  oven  quenching 
rule,  which  earlier  had  been 
conditionally  approved  by  USEPA  (46 
FR  44182)  is  being  revised  to  make  it 
fully  approvable.  This  rule  will  require 
that  quench  water  used  for  coke  oven 
quench  towers  not  exceed  a 
concentration  of  1200  mg/1  for  total 
dissolved  solids,  averaged  weekly.  Also, 
baffles,  used  in  the  quei»ch  towers,  are 
now  required  to  cover  95%  of  the  cross 
sectional  area  of  the  exhaust  vent  or 
stack. 

The  second  rule,  a  blast  furnace  cast 
house  rule,  which  was  earlier 
disapproved  by  USEPA  (46  FR  44185)  is 
also  being  revised  to  make  it  fully 
approvable.  This  revised  rule  will 
impose  a  20%  opacity  on  fugitive 
particulate  matter  coining  from  Blast 
Furnace  Cast  Houses,  and  a  10%  opacity 
on  emissions  coming  from  control 
equipment  used  for  the  tap  hole,  trough, 
iron  or  slag  runners,  or  iron  or  slag 
spouts.  Method  9  of  40  CFR  part  60, 
appendix  A  will  be  used  to  enforce  the 
opacity  limits. 

ni.  USEPA 's  Rulemaking  Action 

For  the  reasons  above.  USEPA 
approves  the  incorporation  of  the 
revisions  and  additions  to  the  following 
state  rules  into  the  Illinois  SIP:  Sections 
212.113,  212.424,  212.443.  212.445. 
appendices  A,  B,  and  C  and  Illustrations 
A,  B,  and  C  to  part  212;  sections 
243.108,  243.120,  243.121.  appendices 
A,  B,  and  C  to  part  243;  244.101, 


244.106.  244.107.  244.121.  244.161. 
244.162.  244.163. 244.166. 244.167. 
244.168. 244.169,  and  8{^>eDdic8S  A.  B, 
C  and  D  to  part  244. 

Because  USEPA  considers  today's 
action  noncontroversial  and  routine,  we 
are  approving  it  today  without  prior 
proposal.  The  action  will  become 
effective  on  March  15. 1993.  However, 
if  we  receive  notice  by  February  11. 
1993  that  someone  wishes  to  submit 
critical  comments,  then  USEPA  will 
publish:  (1)  A  notice  that  withdraws  the 
action,  and  (2)  a  notice  that  begins  a 
new  rulemaking  by  proposing  the  action 
and  establishing  a  comment  period. 

This  action  has  been  classmed  as  a 
Table  2  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  FederaJ  Registsr  on 
January  19. 1989,  (54  FR  2214-2225). 
On  January  6. 1989.  the  Office  of 
Management  and  Budget  (OMB)  waived 
Table  2  and  3  SIP  revisions  (54  FR  2222) 
from  the  requirements  of  section  3  of 
Executive  Order  12291  for  a  period  of  2 
vears.  USEPA  has  submitted  a  request 
for  a  permanent  waiver  for  Table  2  and 
3  SIP  revisions.  The  OMB  has  agreed  to 
continue  the  tem(>orary  waiver  until 
such  time  as  it  rules  on  USEPA's 
request 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  SIP.  Each 
request  for  revision  to  the  SIP  shall  be 
considered  separately  in  light  of  specific 
technical,  economic,  and  enviroiunental 
factors,  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 
-  Under  the  Regulatory  Flexibility  Act, 
5  U.S.C.  600  et.  seq.,  USEPA  must 
prepare  a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C  603 
and  604.  Alternatively.  USEPA  may 
certify  that  the  rule  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Small  entities 
include  small  businesses,  small  not-for- 
profit  enterprises,  and  government 
entities  with  jurisdiction  over 
populations  of  less  than  50,000. 

SIP  approvals  under  section  110  and 
subchapter  I,  part  D  of  the  Act  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
Stale  is  already  imposing.  Therefore, 
because  the  federal  SIP-approve  does 
not  impose  any  new  requirements.  I 
certify  that  it  does  not  have  a  significant 
impact  on  any  small  entities  affected. 
Moreover,  due  to  the  nature  of  the 
Federal-State  relationship  under  the 
Act,  preparation  of  a  regulatory 
flexibility  analysis  would  constitute 
Federal  inquiry  into  the  economic 
reasonableness  of  State  action.  The  Act 


forbids  USEPA  to  bese  its  actioos 
concerning  SIPs  on  such  grounds. 
Unkw  Ekdric  Co,  v.  USSJ'^.  427 
U.S.  246.  255-66  (&  Ct.  1976);  42  U.S.C 
7410(aM2). 

This  rulemaking  does  not  im^>ose  to 
approve  any  i^  the  pert  D  SIPs  required 
for  the  Illinois  ncnattainment  areas.  It 
proposes  to  approve  a  set  of  rules  that 
supplements  the  pert  D  nonaMainnient 
SIPs  required  for  the  Lake  Calumet  and 
Granite  City  nonattainment  areas.  The 
USEPA  has  reviewed  this  reqfuest  for 
revision  of  Illinois'  faderally  approved 
State  Implementation  Plan  for 
conformaiKX  with  the  provisions  of  the 
Act  Amendments,  enacted  on  November 
15. 1990.  The  USEPA  has  determined 
that  this  action  conforms  with  those 
requirements. 

Under  section  307(b)(1)  of  the  Act. 
petitions  for  judida)  review  of  this 
action  must  be  fUed  in  the  United  States 
Court  of  Appeals  for  the  appropriate 
circuit  by  March  15, 1993.  RHng  a 
petiticm  for  reconsideration  by  the 
Administrator  of  this  final  rule  does  not 
affect  the  finaUty  of  this  rule  for  the 
purposes  ol  Judicial  review  nor  does  H 
extend  the  time  within  which  a  petition 
for  judicial  review  may  be  filed,  and 
shall  not  postpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
be  challenged  later  in  proceedings  to 
enforce  its  requirements.  (See  section 
307(bK2).) 

List  of  Subiects  in  «•  CFR  Part  52 

Air  pollution  control.  Incorporation 
by  nrfeience.  Ozone,  Particulete  matter. 

Note;  Incorporation  by  reference  of  the 
State  Implementation  Plan  for  tiie  Stata  of 
Illinois  wM  approved  by  the  Director  of  the 
Federal  Register  ob  July  1, 1982. 

Dated:  Juae  30, 1992. 
VddaaV.  Adamkos, 
Hegional  Administrator. 

For  the  reasons  stated  in  the  |veamble 
40  CFR  part  52  is  amended  as  follows: 

PARTS2— {AMENOEO] 

1.  The  authOTity  citation  for  pert  52 
continues  to  read  as  follows: 

Authority:  42  U.S.C  7401-7671(ql. 

Subpart  O— NKnole 

2.  Section  52.720  is  amended  by 
adding  paragraph  (c)(92)  to  read  as 
follows: 

§52.720   identiNcationetplan. 

•        •        •        •        • 

(c)*  '  • 

(92)  On  June  4, 1992.  the  State 
submitted  particulate  matter  regulations 

adopted  as  part  of  Pollution  Control 
Board  Proceeding  R91-35.  These 


regulations  c 
ambient  limi 
(i)  Incorpo 
Administrati 
Environmeni 
Air  Pollutior 
Control  Boai 

(A)  Part  21 
Matter  Emis: 
Incorporatio; 
212.424  Fugi 
Control  for  tl 
Manufacturi 
Quarry  Oper 
County.  Sou 
section  212.' 
212.445  Bias 
adopted  at  1 
effective  Ma' 

(B)  Part  24 
Section  243. 
Reference;  si 
section  243.: 
Illinois  Regii 
1992. 

(C)  Part  24 
Definitions; 
section  244. 
Affected;  se< 
Responsibili 
Advisory  Al 
section  244. 
and  Advisor 
for  Declarinj 

244.166  Crit 
Advisory,  A 

244.167  Epi! 
section  244. 
Stage  Notifii 
Actions  Dur 
section  244 
Illinois  Regi 
1992. 
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regulations  concern  particulate  matter 
ambient  limits  and  episode  regulations, 
(i)  Incorporation  by  reference.  Illinois 
Administrative  Code,  Title  35: 
Environmental  Protection,  Subtitle  B: 
Air  Pollution,  Chapter  I:  Pollution 
Control  Board 

(A)  Part  212  Visible  and  Particulate 
Matter  Emissions:  Section  212.113 
Incorporations  by  Reference;  section 
212.424  Fugitive  Particulate  Matter 
Control  for  the  Portland  Cement 
Manufacturing  Plant  and  Associated 
Quarry  Operations  located  in  LaSalle 
County,  South  of  the  Illinois  River; 
section  212.443  Coke  Plants;  section 
212.445  Blast  Furnace  Cast  Houses; 
adopted  at  16  IlUnois  Register  8204, 
effective  May  15.1992. 

(B)  Part  243  Air  Quality  Standards: 
Section  243.108  Incorporations  by 
Reference;  section  243.120  PM-jo; 
section  243.121  Repealed;  adopted  at  16 
Illinois  Register  8185.  effective  May  15. 
1992. 

(C)  Part  244  Episodes:  Section  244.101 
Definitions;  section  244.106  Monitoring; 
section  244.107  Determination  of  Areas 
Affected;  section  244.121  Local  Agency 
Responsibilities;  section  244.161 
Advisory  Alert  and  Emergency  Levels; 
section  244.162  Criteria  for  Declaring 
and  Advisory;  section  244.163  Criteria 
for  Declaring  a  Yellow  Alert;  section 

244.166  Criteria  for  Terminating 
Advisory.  Alert  and  Emergency;  section 

244.167  Episode  Stage  Notification; 
section  244.168  Contents  of  Episode 
Stage  Notification;  section  244.169 
Actions  During  Episode  Stages  Adopted; 
section  244  appendix  D;  adopted  at  16 
Illinois  Register  8191,  effective  May  15, 
1992. 

[FR  Doa  93-481  Filed  1-11-93;  8:45  am) 

BILLING  CODE  6560-SIMI 


40  CFR  Part  52 
(KS-2-1-5640;  FRL-4552-3J 

Approval  and  Promulgation  of 
Implementation  Plans;  State  of  Kansas 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Final  rule. 

SUMMARY:  The  Kansas  Department  of 
Health  and  Environment  (KDHE)  has 
submitted  a  revision  to  its  State 
Implementation  Plan  (SIP),  which 
revises  the  state  prevention  of 
significant  deterioration  (PSD) 
regulation  to  incorporate  by  reference 
the  EPA  revisions  to  40  CFR  52.21  at  53 
FR  40656  pertaining  to  PSD  nitrogen 
oxide  (  NOk)  increments.  The  state  also 
re\'ised  its  miscellaneous  metal  parts 


surface  coating  rule  and  updated  its 
continuous  emission  monitoring  rule. 
EPA  is  taking  final  action  to  approve 
these  revisions  to  the  Kansas  SJP.  The 
effect  of  this  action  is  to  update  and 
strengthen  the  Kansas  SIP. 
EFFECTIVE  DATE:  This  action  will  be 
effective  March  15, 1993  unless  notice 
is  received  by  February  11, 1993  that 
adverse  or  critical  comments  will  be 
submitted.  If  the  effective  date  is 
delayed,  timely  notice  will  be  published 
in  the  Federal  Register. 
ADDRESSES:  Copies  of  the  documents 
relevant  to  this  action  are  available  for 
public  inspection  during  normal 
business  hours  at  the:  Environmental 
Protection  Agency,  Air  Branch,  726 
Minnesota  Avenue,  Kansas  City.  Kansas 
66101;  Kansas  Department  of  Health 
and  Environment,  Bureau  of  Air  Quality 
and  Radiation,  Folbes  Field,  Building 
740,  Topeka,  Kansas  66620;  and  the 
Public  Information  Reference  Unit, 
Environmental  Protection  Agency.  401 
M  Street,  SW.,  Washington,  DC  20460. 
FOR  FURTHER  INFORMATtON  CONTACT: 
Wayne  A.  Kaiser  at  (913)  551-7603. 

SUPPt^MENTARY  INFORMATION:  On 
October  17, 1988.  EPA  revised  the  PSD 
regulations  at  40  CFR  52.21  (53  FR 
40656)  for  NO,.  These  regulations 
establish  the  maximum  increase  in 
ambient  nitrogen  dioxide  concentrations 
allowed  in  an  area  above  the  baseline 
concentration;  these  maximum 
allowable  increase  are  called 
increments.  The  effect  of  these 
regulations  is  to  require  all  applicants 
for  major  new  stationary  sources  and 
major  modification  emitting  nitrogen 
oxides  to  account  for  and,  if  necessary, 
restrict  emissions  so  as  not  to  cause  or 
contribute  to  exceedances  of  the 
increment. 

On  September  29. 1992,  the  KDHE 
submitted  revisions  to  its  PSD  rule, 
K.A.R.  28-19-17,  which  incorporates  by 
reference  the  revisions  to  40  CTR  52.21, 
effective  October  17, 1988.  The  state 
rule  became  effective  June  8, 1992. 

The  state  also  provided  a 
demonstration  that  it  meets  the 
conditions  for  approval  of  adoption  of 
the  NO,  increment  program  as  detailed 
in  the  EPA  guidance  memorandum  on 
the  subject  dated  August  17, 1990. 

The  EPA  memorandum  above 
described  specific  conditions  for  EPA 
approval  of  a  state's  adoption  of  the  NOk 
increment  rule.  Those  conditions 
pertained  to  regulatory  language, 
increment  consumption  analysis, 
increment  consumption  for  the 
transition  period,  and  legal  authority. 
EPA  has  evaluated  the  state's  submittal 
in  accordance  with  the  August  17, 1990, 


guidance  and  finds  that  the  state 
submittal  is  acceptable. 

The  state  also  revised  rule  K.A.R.  28- 
19-17  by  replacing  the  existing  40  CFR 
52.21  language  with  adoption  by 
reference  to  the  appropriate  sections  of 
40  CFR  52.21  and,  where  appropriate, 
updated  references  to  the  federal  rules. 
In  so  doing,  the  state  adopted  by 
reference  two  provisions  which  had 
previously  been  retained  by  EPA  in  40 
CFR  52.884.  EPA  previously  retained 
the  authority  for  the  provisions  of 
52.21(v).  iimovative  control  technology 
(49  FR  48185),  in  40  CFR  52.884(a)(2). 
but  the  state  will  now  have  that 
authority  in  its  adoption  by  reference  of 
52.21(v)  in  rule  28-19-17q.  Thus.  40 
CFR  52.884(a)(2)  is  being  deleted. 

Also,  EPA  previously  retained  the 
authority  to  issue  PSD  permits  to  marine 
terminal  facilities  in  40  CFR  52.884(a)(3) 
(49  FR  48185)  because  of  a  pending 
court  decision  and  because  the  state's 
definition  of  "building,  structure, 
facility  or  installation"  did  not  exclude 
vessels.  Since  the  state's  definition  is 
now  consistent  with  52.21(b)(6),  40  CFR 
S2.884(a)(3)  is  being  deleted,  thus  giving 
the  state  authority  to  act  on  PSD  permits 
for  marine  terminals  with  vessel 
emissions. 

The  state  also  revised  rule  K.A.R.  28- 
19-19.  continuous  emission  monitoring 
(CEM).  to  update  the  reference  to  40 
CFR  part  60,  appendix  A,  Method  19,  as 
in  effiect  July  1, 1989. 

Finally,  the  state  revised  rule  K.A.R. 
28-19-73,  surface  coating  of 
miscellaneous  metal  parts  and  products, 
and  metal  furniture.  This  rule  generally 
requires  a  volatile  organic  compound 
(VOC)  content  of  3.5  poimds  per  gallon 
for  surface  coatings  for  applications 
subject  to  the  rule.  In  this  revision,  the 
state  adopted  the  reasonably  available 
control  technology  (RACT)  limit  by 
allowing  a  VOC  content  of  4.3  pounds 
per  gallon  for  coatings  applied  to  the 
interior  of  metal  pails  and  drums.  This 
determination  was  made  on  the  basis  of 
the  unavailability  of  lower  VOC  coatings 
that  can  withstand  the  harsh,  toxic,  and 
corrosive  nature  of  many  of  the 
chemicals  that  are  shipped  in  these 
containers.  Only  three  sources  are 
subject  to  this  rule. 

Tne  4.3  pound  limit  is  consistent  with 
the  maintenance  plan  approved  by  EPA 
for  the  Kansas  City  metropolitan  area. 
Because  the  3.5  pound  limit  has  not 
been  achieved  by  sources  subject  to  the 
limit,  the  emission  inventory  includes  a 
4.3  poimd  actual  emission  rate  for  the 
three  sources  subject  to  the  rule.  Since 
the  plan's  control  strategy  is  based  on 
4.3  pounds,  and  the  new  allowable  limit 
merely  reflects  that  rate,  EPA  has 
concluded  that  no  adjustments  to  the 


3848  FMkral  R«gi«t«r  /  Vol.  58.  Na  7  /  Tuesday,  January  12,  1993  /  Rules  and  Regulatloos 


maintenance  plan  are  necessary  as  a 
result  of  this  reviskm. 

The  state  provided  adequate 
opportunity  for  public  notice  and 
comment  consistent  with  the 
requirements  of  40  CFR  52.102  prior  to 
rule  adoption.  These  rule  revisions  were 
adopted  by  the  Secretary  of  the  KDHE 
on  April  3. 1992,  and  became  effective 
on  June  8. 1992. 

EPA  Action 

EPA  is  taking  final  action  to  approv« 
certain  rule  revisions  to  the  Kansas  SIP. 
This  includes  revisions  to  rule  K.A.R. 
2&-19-17.  which  adopts  by  reference 
the  PSD  NO.  requlremenU  of  40  CFR 
52.21  at  53  FR  40656;  to  ICA.R.  28-19- 
19.  the  CEM  rule;  and  to  ICAJL  2ft-19- 
73,  a  surface  coating  rule. 

EPA  is  publishing  this  action  without 
prior  propoMl  because  the  Agency 
views  this  as  a  iMncontroversial 
amendment  and  anticipates  no  adverse 
comments.  This  action  will  be  effective 
Match  15. 1993  unless,  within  30  days 
of  its  publication,  notice  is  received  that 
adverse  m*  critical  comments  will  be 
submitted. 

If  such  notice  is  received  this  action 
will  be  withdrawn  before  the  efisctive 
date  by  publishing  two  subsequent 
notices.  One  notica  will  withdrew  the 
final  action,  and  another  will  begin  e 
new  rulemaking  by  announcing  a 
proposal  of  the  action  and  establishing 
a  comment  period.  If  no  such  comments 
are  received,  the  public  is  advised  that 
this  action  will  be  effective  March  15, 
1993. 

Nothing  in  this  action  should  be 
construed  as  permitting,  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  SIP.  Each 
request  for  revision  to  the  SIP  shall  be 
considered  separately  in  Hght  of  specific 
technical,  economic,  and  environmental 
factors,  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 
Under  the  Re^atory  Flexibility  Act. 
5  U.S.C  600  et  seq..  EPA  must  prepare 
a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  propoeed  or 
final  rule  on  small  entities  (5  U.S.C  603 
and  604).  Ahematively.  EPA  may  certify 
that  ttie  rule  will  not  luve  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises,  and  government  entities 
with  iurisdiction  over  populations  of 
less  than  50.000. 

SIP  apfvovals  under  section  110  and 
subchapter  I,  Part  D  of  the  CAA  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
state  is  aheady  imposing.  Therefore, 
because  the  Meru  SS>  approval  does 
not  impose  any  new  requirements.  EPA 


certifies  that  it  does  not  have  a 
significant  impact  on  any  small  entities 
affected.  Moreover,  due  to  the  nature  of 
the  federal/state  relationship  nnder  the 
CAA.  preperation  of  a  regulatory 
flexibility  analysis  would  constitute 
federal  inquiry  into  the  ecoiHMnic 
reasonableness  of  state  action.  The  CAA 
forbids  EPA  to  base  its  actions 
concerning  SIPs  on  such  grounds 
lUnion  Electric  Co.  v.  US.  EJ*.A..  427 
U.S.  246,  256-66  (1976):  42  U.S.C 
7410(a)(2)). 

This  action  has  been  classified  as  a 
Table  3  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  Federal  Register  on 
January  19, 1989  (54  FR  2214-2225). 
EPA  has  submitted  a  request  for  a 
permanent  waiver  for  Table  2  and  3  SIP 
revisions  from  the  requirements  of 
Section  3  of  Executive  Order  12291. 
OMB  has  agreed  to  continue  the 
temporary  waiver  until  such  time  as  it 
rules  on  EPA's  request. 

Under  section  307(bKl)  of  the  dean 
Air  Act,  petitions  for  )udicial  review  of 
this  action  must  be  filed  in  the  United 
States  Court  of  Appeals  for  the 
appropriate  circuit  by  March  15. 1993. 
Filing  a  petition  for  reconsideration  by 
the  Administrator  of  this  final  rule  does 
not  afiiect  the  finality  of  this  rule  for  the 
purposes  of  judicial  review,  nor  does  it 
extend  the  time  within  which  a  petition 
for  judicial  review  may  be  filed,  and 
shall  not  postpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
be  challenged  later  in  proceedings  to 
enforce  its  requirements.  (See  section 
307(bM2).) 

List  of  Subjects  in  40  CFR  Fart  52 

Air  pollution  control.  Incorporation 
by  reference.  Intergovernmental 
relations.  Nitrogen  dioxide.  Ozcme, 
Reporting  and  recordkeeping 
requirements.  Volatile  organic 
compounds. 

Note:  Incorporation  by  refertnca  of  the 
State  Implementation  Plan  for  the  State  of 
Kansas  was  approved  by  the  Director  of  the 
Federal  Register  on  July  1. 1982. 

Dated:  December  7, 1992. 
Morris  Kay. 
Regional  Administrator. 

40  CFR  part  52.  subpart  R  is  amended 
as  follows: 

PART  52HAMENOEO) 

1.  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Awlbarity:  42  US.C.  7401-7e71q. 


Subpart! 

2.  Section  52.870  is  amended  by 
adding  paragraph  (cK27)  to  read  as 
follows: 

152.870    MantMeatfonerpian. 

•        •        •        •        • 

(c)«  •  • 

(27)  On  September  15. 1992,  the 
Secretary  of  KDHE  submitted  rule 
revisions  to  K.A.R.  28-19-17,  the  PSD 
rule;  to  K.A.R  28-19-19.  the  CEM  rule; 
and  to  K.A.R.  28-19-73.  a  surface 
coating  rule.  These  rule  revisions  were 
adopted  by  KDHE  on  April  3. 1992. 

(i)  Incorporation  by  reference, 

(A)  Revised  regulations  K.A.R.  28-19- 
17  through  28-19-171,  K.A.R.  28-19-19 
and  K.A.R.  28-19-73,  and  new 
regulations  K.AJl.  28-1 9-1 7m  through 
28-19-17q.  effective  June  8, 1992, 

(ii)  Additional  material. 

(A)  Letter  and  attachment  from  KDHE 
dated  September  15, 1992  pertaining  to 
PSD  NOa  requirements. 


§S2Jt4 

3.  Section  52.884  is  emended  by 
removing  paragraphs  (aM2)  and  (an3). 

[PR  Doc.  93-477  Filed  1-11-93: 8:45  am) 
Muatftooet 


40  CFR  Part  81 
[AL-34-1-SM1;  FWL-4554-«J 

Deaignatlon  of  Araaa  for  Air  GkMNty 
Planning  Purposas 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTKW:  Final  rule. 


SUMMARY:  On  April  8. 1992.  the 
Alabama  Department  of  Environmental 
Management  (ADEM)  submitted  a 
request  for  redesignation  to  attainment 
for  sulfur  dioxide  (SOJ  in  Colbert  and 
Lauderdale  Counties,  Alabema.  The 
redesignation  request  included  five 
years  of  quality  assured  monitoring  data 
which  showed  no  exceedances  of  the 
National  Ambient  Aii  Quality  Standards 
(NAAQS)  for  SOj.  The  State  has  also 
implemented  controls  to  reduce 
emissions  to  the  level  indicated  by 
dispersion  modeling.  EPA  is 
redesignating  Colbert  County,  Alabama, 
and  Lauderdale  County,  Alabema  to 
attainment  for  sulfur  dioxide  (SOa). 
DATES:  This  action  will  be  effective 
March  15, 1993  unless  notice  is  received 
within  30  days  that  someone  wishes  to 
submit  adverse  or  critical  comments.  If 
the  effective  date  is  delayed,  timely 
notice  will  be  published  in  the  Federal 
Regiater. 
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AOOftESSES:  Copies  of  the  material 
submitted  by  Alabama  may  be  examined 
during  nonnal  business  hours  at  the 
following  locations. 
Public  Information  Reference  Unit, 
Library  Systems  Branch, 
Environmental  ProtectiMi  Agency, 
401  M  Street,  SW.,  Washington,  DC 
20460 
Region  IV  Air  Programs  Branch, 
Environmental  Protection  Agency, 
345  Courtland  Street,  Atlanta,  Georgia 
30365 
Air  Division,  Alabama  Department  of 
Environmental  Management,  1751 
Congressman  W.L.  Dickinson  Drive, 
Montgomery,  Alabama  36109. 
FOR  FURTHER  INFORMATION  CONTACT: 
Scott  Miller  of  the  Region  IV  Air 
Programs  Branch  at  404-347-2864  and 
at  the  above  address. 
SUPPLEMENTARY  INFORMATION:  In  a 
Federal  Re^gister  notice  published 
March  3.  1978,  Lauderdale  and  Colbert 
Counties,  Alabama,  were  designatiad  as 
nonattainment  for  SOj.  On  April  8, 
1992,  the  Air  Division  of  ADEM 
submitted  a  request  for  Colbert  and 
Lauderdale  Counties  to  be  redesignated 
to  attainment  for  SO2. 

This  request  was  Irased  on  five  years 
(1987-1991)  of  quality  assured 
monitoring  data  obtained  from  the  four 
ambient  monitors  located  in  both 
counties  which  showed  that  Colbert 
County  and  Lauderdale  County  had  not 
violated  the  National  Ambient  Air 
Quality  Standard  (NAAQS)  forSOj.  The 
State  has  also  implemented  controls  to 
reduce  emissions  to  the  level  indicated 
by  dispersion  modeling.  Tlie  State  of 
Alabama  has  met  all  of  the  Clean  Air 
Act  Amendments  of  1990  (CAAA) 
requirements  for  redesignation  pursuant 
to  §  107(d)(3)(E).       , 

§107(dK3)(E)(i)    T)M  Administrator  has 
determined  Itiat  the  ares  has  attained  the 
Nstional  Ambient  Air  Quality  Standard 

Alabama  submitted  air  quality  data 
showing  that  Lauderdale  and  Colbert 
Counties  have  attained  the  sulfur 
dioxide  NAAQS  for  the  five  year  period, 
1987-1991.  During  that  period  there 
were  no  exceedances,  and  hence,  no 
violations  of  the  sulfur  dioxide 
standard. 

§107(dK3KEMin    T!>eAdmini«trMorh«s 
fully  spproved  ttis  spplicabts 
impiemsfTtatlon  plan  for  the  area  ur>der 
Section  110(k). 

The  Alabama  SO2  SIP  is  fully 
approved  and  meets  all  requirements  . 
under  section  llO(k)  which  are 
applicable  to  the  Colbert  and 
Lauderdale  County  areas.  Under  section 
110(k)(5)  of  the  CAAA.  whenever  the 
Administrator  finds  that  a  SIP  is 


substantially  inadequate  to  attain  or 
maintain  the  relevant  NAAQS,  the 
Administrator  shall  require  the  state  to 
revise  the  plan  as  necessary  to  correct 
such  inadequacies.  A  source  speclGc 
SIP  revision  was  published  in  the 
Federal  Register  at  55  FR  2235  on 
January  23, 1990.  The  notice  revised 
Plant  Colbert's  operating  permit  to 
reduce  allowable  SO2  emissions  from 
4.0  lbs  SO2  emitted/mmBTU  to  2.2  lbs 
SO2  emitted/mmBTU. 

|107(dK3XEXili)    The  Administrstor 
detsfmtnM  ttiat  Ihs  imprownent  in  air 
quality  is  dus  to  psnnanent  and  antercaaWa 
reductions  in  smissions  resulting  from 
impiamsntatlon  of  the  appllcsbEs 
impiamantation  plan  and  appiicabia  Fadaral 
air  pollutant  control  regulations  artd  other 
p«rmar>«nt  and  anforcaabia  raductiorta. 

TVA  Plant  Colbert  comprises  the  only 
significant  source  of  SO2  emissions  in 
Lauderdale  and  Colbert  Counties. 
Therefore,  all  SO2  emission  reductions 
came  from  this  source.  TVA  Plant 
Colbert's  new  allowable  emission  rate  of 
2.2  lbs  SO2  emitted/mmBTU  was  made 
permanent  and  federally  enforceable 
through  a  source  specific  SIP  revision 
published  January  23, 1990  at  55  FR 
2235.  The  revision  was  made  to  ensure 
that  no  emission  Hmit  reflects  credit  for 
the  use  of  any  stack  height  greater  than 
Good  Engineering  Practice  (GEP). 
Dispersion  modeling  was  required  for 
ail  sources  including  Plant  Colbert  that 
were  identified  as  utilizing  stack  heights 
or  dispersion  techniques  prohibited  by 
the  GEP  regulations.  Dispersion 
modeling  results  for  Plant  Colbert 
showed  that  it  would  be  necessary  to 
revise  the  allowable  SO2  emission  rate 
from  4.0  lbs  SO2  emitted/mmBTU  to  2.2 
lbs  SO2  emitted/mmBTU.  TTiis 
reduction  of  credit  for  stack  heights  in 
excess  of  GEP  ensures  protection  of  the 
NAAQS  at  ground  level  as  well  as 
decreasing  interstate  impacts  from  SO2 
transport.  Therefore,  permanent        « 
enforceable  SO2  emissions  reductions 
have  been  made  through  State  and 
Federal  programs. 

S107(dX3XEXtv)    The  Administrator  has 
hilly  approved  a  maintanancs  plan  for  the 
ares  as  meeting  the  requirements  of  section 
175  A. 

ADEM  submitted  a  maintenance  plan 
pursuant  to  section  175A.  However, 
since  Colbert  and  Lauderdale  Counties 
are  secondary  nonattainment  for  SO2, 
this  maintenance  plan  is  not  required  by 
EPA  for  redesignation. 

S107(dK3XE)(v)    Tha  State  containing  auch 
area  has  met  ail  requirements  appiicabia  to 
the  area  ur>dar  section  110  and  part  D. 

The  State  has  cc»nplied  with  all 
requirements  for  section  110  of  the  Act 


and  part  D.  In  addition,  a  PSD  program 
exists  and  will  apply  ia  Lauderdale  and 
Colbert  Counties  upon  redesignaticm  to 
attainnrant.  Therefore,  the  State  has 
complied  with  all  lequiremoits  of 
section  110  and  Part  D  of  the  Act. 
Therefore,  all  of  the  requirements  of 
section  107(d)(3)(E)  have  been  satisfied. 
Additional  information  is  provided  in 
a  Technical  Support  Document  whidi 
contains  a  detailed  review  of  the 
material  submitted.  This  is  available  at 
the  EPA  address  given  previously. 

Final  Action 

EPA  is  approving  the  redesignation  of 
Colbert  and  Lauderdale  Counties, 
Alabama,  to  attainment  for  SO2.  This 
action  is  being  taken  wdthout  prior 
proposal  because  the  changes  are 
noncontroversial  and  EPA  anticipates 
no  significant  comments  on  them.  The 
public  should  be  advised  that  this 
action  will  be  effective  60  days  from  the 
date  of  this  Federal  Register  notice. 
However,  if  notice  is  received  within  30 
days  that  someone  wishes  to  submit 
adverse  or  critical  comments,  this  action 
will  be  withdrawn  and  two  subsequent 
notices  will  be  published  before  the 
eff'ective  date.  One  notice  will  withdraw 
the  final  action  and  another  wU  begin 
a  new  rulemaking  by  announcing  a 
proposal  of  the  action  and  establishing 
a  comment  period. 

Under  the  R%ulatory  Flexibility  Act, 
5  U.S.C.  600  et  seq  ,  EPA  must  prepare 
a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  at 
final  rule  on  small  entities.  5  U.S.C  603 
and  604.  Alternatively,  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises,  and  government  entities 
with  jurisdiction  over  populations  of 
less  than  50,000. 

Redesignation  of  an  area  to  attainment 
under  section  107(d)(3)(E)  of  the  CAA 
does  not  impose  any  new  requirements 
on  small  entities.  Redesignation  is  an 
action  that  affects  the  status  of  a 
geographical  area  and  does  not  impose 
any  regulatory  requirements  on  sources. 
The  Admini.strator  certifies  that  the 
approval  of  the  redesignation  request 
will  not  affect  a  substantial  number  of 
small  entities. 

This  action  has  been  classified  as  a 
table  2  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  Federal  Register  on 
January  6. 1989,  (54  FR  2214-2225).  On 
January  8, 1989,  the  Office  of 
Management  and  Budget  waived  table  2 
and  table  3  SIP  revisions  (54  FR  2222) 
frtim  the  requirements  of  section  3  of 
Executive  Order  12291  for  two  years. 
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EPA  has  submitted  a  request  for  a 
permanent  waiver  for  table  2  and  table 
3  SIP  revisions.  OMB  has  agreed  to 
continue  the  temporary  waiver  until 
such  time  as  it  rules  on  EPA's  request. 

Under  section  307(b)(1)  of  the  Act. 
petitions  for  judicial  review  of  this 
action  must  be  filed  in  the  United  States 
Court  of  Appeals  for  the  appropriate  by 
March  15, 1993.  This  action  may  not  be 
challenged  later  in  proceedings  to 
enforce  its  requirements.  (See  307(b)(2).) 

Nothing  in  this  action  shall  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  a  redesignation  of  any 
nonattainment  area.  Each  request  for 
redesignation  of  any  nonattainment  area 
shall  be  considered  separately  in  light  of 


specific  technical,  economic,  and 
environmental  factors  and  in  relation  to 
relevant  statutory  and  regulatory 
requirements. 

List  of  Subjects  in  40  CFR  Pert  81 

Air  pollution  control.  National  parks. 
Wilderness  areas. 

Dated:  December  15. 1992. 
Patrick  M.  Tobin.     . 

Acting  Regional  Administrator. 

PART  81— DESIGNATION  OF  AREAS 
FOR  AIR  QUALITY  PLANNING 
PURPOSES 

40  CFR  pari  81.  subpart  C,  is  amended 
as  follows: 

Alabama— Sulfur  Dioxide 


#  The  authority  citation  for  part  81 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  7407.  7501-7515. 
7601 

2.  Section  81.301  is  amended  by 
revising  the  table  for  "Alabama — SOz'" 
to  read  as  follows: 

$81,301    Alabama. 

•        •        •        •        * 
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IFR  Doc.  93-643  Filed  1-11-93:  8:45  am) 

BILLING  CODE  tS60-50-M 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

(FAR  Case  91-50] 

48  CFR  Part  31 

Federal  Acquisition  Regulation; 
Nonmanufacturer  Rule;  Technical 
Correction 

AGENCIES:  Department  of  Defense  (DOD). 
General  Services  Administration  (GSA). 
and  National  Aeronautics  and  Space 
Administration  (NASA). 
ACTION:  Technical  correction  to  FAC  90- 
16^ 

SUMMARY:  The  Civilian  Agency 
Acquisition  Council  and  the  Defense 
Acquisition  Regulations  Council  are 
correcting  the  interim  rule  published  on 
December  21. 1992.  at  57  FR  60580 
concerning  FAR  case  91-50. 
Nonmanufacturer  Rule.  The  "DATES" 
and  "ADDRESSES"  captions  are  corrected 
by  adding  the  "Comment  Date"  and 
address  to  read  as  follows: 
DATES:  •   •   *. 

Comment  Date:  Comments  should  be 
submitted  to  the  FAR  Secretariat  at  the 
address  shown  below  on  or  before 


February  19. 1993.  to  be  considered  in 
the  formulation  of  a  final  rule. 
ADDRESSES:  Interested  parties  should 
submit  written  comments  to:  General 
Services  Administration.  FAR 
Secretariat  (VRS).  18th  &  F  Streets.  NW.. 
room  4037.  Washington.  DC  20405. 

Please  cite  FAC  90-16.  FAR  case  91- 
50  in  all  correspondence  related  to  this 
case. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Jack  O'Neill.  Office  of  Federal 
Acquisition  Policy.  GS  Building. 
Washingtpn.  DC  20405.  (202)  501-3856. 

Dated;  IDecember  28. 1992. 
Edward  C  Lod>. 

Acting  Director.  Office  of  Federal  Acquisition 

Policy. 

jFR  D<*.  93-600  Filed  1-11-93;  8:45  am) 

BILUNG  CODE  M20-M-M 


ACTION:  Final  rule;  technical 
amendment. 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Part  541 

[Docket  No.  T84-01 ;  Notice  29] 

RIN2127-AE64 

Final  Listing  of  High  Theft  Lines  for 
1993  Model  Year;  Motor  Vehicle  Theft 
Prevention  Standard 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA).  DOT. 


SUMMARY:  The  purpose  of  this  final  rule 
is:  To  report  the  results  of  this  agency's 
actions  for  determining  which  car  lines 
are  subject  to  the  marking  requirements 
of  the  motor  vehicle  theft  prevention 
standard  for  the  1993  model  year;  and 
publish  a  list  of  those  car  lines.  NHTSA 
has  previously  published  lists  of  the  car 
lines  that  were  selected  as  high  theft  car 
lines  for  prior  model  years,  beginning 
with  the  1987  model  year.  The  list  in 
this  document  includes  all  of  the  car 
lines  in  the  previous  lists.  In  addition, 
this  listing  shows  the  four  car  lines  that 
have  standard  equipment  anti-theft 
devices  and  have  been  granted 
exemptions  from  the  requirements  of 
the  theft  prevention  standard  beginning 
with  the  1993  model  year.  Two  more  car 
lines  have  been  exempted  in  part  and 
are  required  to  have  only  their  engines 
and  transmissions  marked. 

This  final  Usting  for  the  1993  model 
year  is  intended  to  inform  the  public, 
particularly  law  enforcement  groups,  of 
the  car  lines  that  are  subject  to  the 
marking  requirements  of  the  theft 
prevention  standard  for  the  1993  model 
year. 

EFFECTIVE  DATE:  This  listing  applies  to 
the  1993  model  year.  The  amendment 
made  by  this  document  is  effective 
January  12. 1993. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Barbara  A.  Gray.  Office  of  Market 
Incentives.  NHTSA.  400  Seventh  Street. 
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SW.,  Washington,  DC  20590.  Ms.  Gray's 
telephone  number  is  (202)  366-1740. 
SUPPLEMErfTARY  INFORMATION:  The 
Federal  Motor  Vehicle  Theft  Prevention 
Standard,  49  CFR  part  541,  sets  forth 
requirements  for  inscribing  or  affixing 
identification  numbers  onto  covered 
original  equipment  major  parts,  and  the 
replacement  parts  for  those  original 
equipment  parts,  on  all  vehicles  in  lines 
selected  as  high  theft  lines. 

Section  603(a)(2)  of  the  Motor  Vehicle 
Information  and  Cost  Savings  Act  (15 
U.S.C.  2023(a)(2)]  (hereinafter  "the  Cost 
Savings  Act")  specifies  that  NHTSA 
shall  select  the  high  theft  lines,  with  the 
agreement  of  the  manufacturer,  if 
possible.  Section  603(d)  of  the  Cost 
Savings  Act  (15  U.S.C.  2023(d)) 
provides  that  once  a  line  has  been 
designated  as  a  high  theft  line,  it 
remains  subject  to  the  theft  prevention 
standard  unless  that  line  is  exempted 
unrfer  section  605  of  the  Cost  Savings 
Act  (15  U.S.C.  2025).  Section  605 
provides  that  a  manufacturer  may 
petition  to  have  a  high  theft  line 
exempted  from  the  requirements  of  part 
541.  if  the  line  is  equipped  as  standard 
equipment  with  an  antitheft  device.  The 
exemption  is  granted  if  NHTSA 
determines  that  the  antitheft  device  is 
likely  to  be  as  effective  as  compliance 
with  part  541  in  reducing  and  deterring 
motor  vehicle  thefts. 

The  agency  annually  publishes  the 
names  of  the  lines  whidi  were 
previously  listed  as  high  theft  lines  and 
of  the  lines  which  are  being  listed  for 
the  first  time  and  will  be  subject  to  the 
theft  prevention  standard  beginning 
with  the  next  model  year.  This  notice  is 
intended  to  inform  the  public, 
particularly  law  enforcement  groups,  of 
the  high  theft  car  lines  for  the  1993 
model  year.  It  also  identiHes  those  car 
lines  that  are  exempted  from  the  theft 
prevention  standard  for  the  1993  model 
year  because  of  standard  equipment 
antitheft  devices. 

For  the  1993  model  year,  the  agency 
selected  no  new  car  line,  in  accordance 
with  procedures  published  in  49  CFR 
part  542,  as  likely  to  be  a  high  theft  line. 
The  list  of  high  theft  car  lines  includes 
all  those  lines  that  were  selected  as  high 
theft  lines  and  listed  for  prior  model 
years. 

The  list  of  exempted  lines  includes 
six  high  theft  car  lines  exempted  by  the 
agenc>',  beginning  in  MY  1993.  from  the 
parts  marking  requirements  of  part  541. 
Four  of  these  car  lines  are  exempted  in 
full  from  part  541,  and  two  are 
exempted  in  part,  with  the  manufacturer 
required  to  mark  only  the  engines  and 
transmissions  of  these  vehicles.  The 
four  car  lines  exempted  in  full  are  the 


Nissan  Infiniti  J30,  the  Meroedes-Bou: 
124,  the  Mercedes-Benz  129.  and  the 
Mitsubishi  Diamante.  The  two  car  lines 
exempted  in  part  are  the  General  Motors 
Buick  LeSabre,  and  the  General  Motors 
Oldsmobile  88  Royale  (formerly  named 
the  Oldsmobile  Delta  88).  One  car  line, 
the  General  Motors  Cadillac  Fleetwood, 
previously  exempted  in  part  from  parts 
marking,  has  been  renamed  for  the  1993 
model  year  as  the  Cadillac  Sixty 
Special.  The  updated  list  reflects  this 
name  change. 

Notice  and  Comment;  Efiectiye  Date 

The  car  lines  listed  as  being  subject  to 
the  standard  have  previously  been 
selected  as  high  theft  lines  in 
accordance  with  the  procedures  of  49 
CFR  part  542  and  section  603  of  the  Cost 
Savings  Act.  Under  these  procedures, 
manufacturers  evaluate  new  car  lines  to 
conclude  whether  those  new  lines  are 
likely  to  be  high  theft  lines. 
Manufacturers  submit  these  evaluations 
and  conclusions  to  the  agency,  which 
makes  an  independent  evaluation,  and. 
on  a  preliminary  basis,  determines 
whether  the  new  line  should  be  subject 
to  parts  marking.  NHTSA  informs  the 
manufacturer  in  writing  of  its 
evaluations  and  determinations,  ^ 
together  with  the  factual  information 
considered  by  the  agency  in  making 
them.  The  manufacturer  may  request  the 
agency  to  reconsider  these  preliminary 
determinations.  Within  60  days  of  the 
receipt  of  the  request,  NHTSA  makes  its 
final  determination.  NHTSA  informs  the 
manufacturer  by  letter  of  these 
determinations  and  its  response  to  the 
request  for  reconsideration.  If  there  is  no 
request  for  reconsideration,  the  agency's 
determination  becomes  final  45  days 
after  sending  the  letter  with  the 
preliminary  determination.  Each  of  the 
new  car  lines  on  the  high  theft  list  is  the 
subject  of  a  prior  final  determination. 

Similarly,  the  car  lines  listed  as  being 
exempt  from  the  standard  have 
previously  been  exempted  in 
accordance  with  the  procedures  of  49 
CFR  part  543  and  section  605  of  the  Cost 
Savings  Act. 

Therefore,  NHTSA  finds  for  good 
cause  that  notice  and  opportunity  for 
comment  on  these  listings  are 
unnecessary.  Further,  public  comment 
on  the  listings  of  selections  and 
exemptions  is  not  contemplated  by  title 
VI,  and  is  unnecessary  since  the 
selections  and  exemptions  have 
previously  been  made  in  accordance 
with  the  statutory  criteria  and 
procedure. 

For  the  same  reasons,  since  this 
revised  listing  only  informs  the  public 
of  previous  agency  actions,  and  does  not 
impose  any  additional  obligations  on 


any  party.  NHTSA  finds  for  good  cause 
that  the  amandmeDt  made  by  this  notice 
should  be  effective  as  soon  as  it  is 
published  in  the  Federal  Register. 
This  final  rule  does  not  have  any 
retroactive  effect  and  it  does  not 
preempt  any  State  law.  Section  610  of 
the  Motor  Vehicle  Information  and  Cost 
Savings  Act  (15  U.S.C.  2030)  provides 
that  judicial  review  of  this  rule  may  be 
obtained  pursuant  to  section  504  of  the 
Cost  Savings  Act  (15  U.S.C.  2004).  The 
Cost  Savings  Act  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administradve 
proceedings  before  parties  may  file  suit 
in  court. 

Regulatory  InqMicts 

NHTSA  has  determined  that  this  rule 
listing  the  car  lines  that  are  high  theft 
and  are  subject  to  the  requirements  of 
the  vehicle  theft  prevention  standard 
and  the  car  lines  that  are  exempt  from 
the  standard  is  neither  "major"  within 
the  meaning  of  Executive  Chrdar  12291 
nor  "significant"  within  the  meaning  of 
Department  of  Transportation  regulatory 
policies  and  procedures.  As  noted 
above,  the  selections  have  previously 
been  made  in  accordance  with  the 
provisions  of  the  Cost  Savings  Act.  and 
the  manufacturers  of  the  selected  Unas 
have  already  been  informed  diat  those 
lines  are  subject  to  the  requirements  of 
part  541  for  die  1993  model  jrear. 
Further,  this  listing  does  not  actually 
exempt  lines  from  the  requirements  of 
part  541;  it  only  informs  the  general 
public  of  all  such  previously  granted 
exemptions.  Since  the  only  purpose  of 
this  final  listing  is  to  inform  the  public 
of  prior  agency  action  for  the  1993 
model  year,  a  full  regulatory  evaluation 
has  not  been  prepared. 

The  agency  has  also  considered  the 
effects  of  this  listing  under  the 
Regulatory  Flexibility  Act.  I  hereby 
certify  that  this  rule  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities.  As 
noted  above,  the  effect  of  this  notice  is 
simply  to  inform  the  public  of  those 
lines  that  are  subject  to  the  requirements 
of  part  541  for  the  1993  model  year.  The 
agency  believes  that  listing  of  this 
information  will  not  have  any  economic 
impact  on  small  entities. 

In  accordance  with  the  National 
Environmental  Policy  Act  of  1969,  the 
agency  has  considered  the 
environmental  impacts  of  this  rule,  and 
determined  that  it  will  not  have  any 
significant  impact  on  the  quality  of  the 
human  environment. 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  it  has  been  determined  that 
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the  proposed  rulemaking  does  not  have 
sufficient  Federalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment. 

List  of  SubjecU  in  49  CFR  Part  541 

Administrative  practice  and 
procedure.  Labeling,  Motor  vehicles. 
Reporting  and  recordkeeping 

requirements. 

PART  541-{AMENDED1 

In  consideration  of  the  foregoing,  49 
CFR  part  541  is  amended  as  follows: 

1.  The  authority  citation  for  part  541 
continues  to  read  as  follows: 

Authority:  15  U.S.C  2021-2024  and  2026; 
delegation  of  authority  at  49  CFR  1.50. 

2.  In  part  541.  appendix  A.  appendix 
A-I  and  appendix  A-II  are  revised  to 
read  as  follows: 

Appendix  A— Lines  Subject  to  the 
Requirements  of  This  Standard 

Manufacturer  and  Subject  Lines 

Alfa  Romeo: 
Milano  141 
Fiat  144 
BMW: 
3— Car  Line 
5 — Car  Line 
6 — Car  Line 
Chrysler: 
Chrysler  Executive  Sedan/Limousine 
Chrysler  Fifth  Avenue/Newport 
Chrysler  Laser 

Chrysler  LeBaron/Town  &  Country 
Chrysler  LeBaron  GTS 
Chrysler's  TC 

Chrysler  New  Yorker  Fifth  Avenue 
Dodge  Aries 
Dodge  Daytona 
Dodge  Diplomat 
Dodge  Lancer 
Dodge  600 
Dodge  Stealth 
Eagle  Talon 
Plymouth  Caravelle 
Plymouth  Laser 
Plymouth  Gran  Fury 
Plymouth  Reliant 
Cunsulier: 

Consulier  GTP 
Ferrari: 

Mondial  8 

308 

328 
Fo.vi; 

Foru  Mustang 

Ford  1  hunderbird 

Ford  Probe 

Mercury  Capri 

Mercury  Cougar 

Lincoln  Continental 

Lincoln  Mark 

Lincoln  Town  Car 

Merkur  Scorpio 


Merkur  XR4Ti 
General  Motors: 
Buick  Electra 
Buick  Reatta 
Buick  Regal 
Buick  Riviera 
Cadillac  Eldorado 
Cadillac  Seville 
Chevrolet  Nova 
Chevrolet  Lumina 
Oldsmobile  Cutlass  Supreme 
Oldsmobile  Toronado 
Pontiac  Fiero 
Pontiac  Grand  Prix 
GeoPrizm 
Geo  Storm 
Saturn  Sports  Coupe 
Isuzu: 
Impulse 
Stylus 
Jaguar: 
XI 

XI-6 
XMO 
Lotus: 
Elan 
Maserati: 
Biturbo 
Quattroporte 

228 
Mazda: 

GLC  ^ 

626 

MX-6 

MX-5  Miata 

MX-3 
Mercedes-Benz: 

190  D 

190  E 

250D-T 

260  E 

300  SEL 

380  SEC/500  SEC 

380  SEL/500  SEL 

380  SL 

420  SEL 

560  SEL 

560  SEC 

560  SL 
Mitsubishi: 

Cordia 

Tredia 

Eclipse 
Peugeot: 

405 
Porsche: 

924S 
Reliant: 

SSI 
Saab: 

900 
Subaru: 

XT 

SVX 
Toyota: 

Camry 

Celica 

Corolla/Corolla  Sport 

MR2 


Starlet 
Volkswagen: 
Audi  Quattro 
Volkswagen  Cabriolet 
Volkswagen  Rabbit 
Volkswagen  Scirocco 
Volkswagen  Corrado 

Appendix  A-I— High-Theft  Lines  with 
Antitheft  Devices  That  Are  Exempted 
From  the  Requirements  of  This 
Standard  Pursuant  to  49  CFR  Part  543 

Manufacturer  and  Exempted  Lines 

Austin  Rover: 

Sterling 
BMW: 
7 — Car  line 
8 — Car  line 
Chrysler: 
Chrysler  Conquest 
Imperial 
General  Motors: 
Cadillac  Allante 
Chevrolet  Corvette 
Honda: 
Acura  NS-X 
Acura  Legend 
Acura  Vigor 
Isuzu: 

Impulse  (MVs  1987-1991) 
Mazda: 
929 
RX-7 
Mercedes-Benz: 

124  Car  line.'  consisting  of  the 
following  models:  300  E.  400  E.  500 
E.  300  D.  300  TE.  300  CE 
129  Car  line.'  consisting  of  the 
following  models:  300  SL.  500  SL. 
600  SL^ 
Mitsubishi: 
Galant 
Starion 
Diamante ' 
Nissan: 
"    Maxima 
300  ZX 
Infiniti  M30 
Infiniti  Q45 
Infiniti  J30 ' 
Porsche: 
911 
928 
968 
Saab: 

9000 
Toyota: 
Supra 
Cressida 
Lexus  LS400 
Lexus  ES250 
Lexus  SC300 
Lexus  SC400 
Volkswagen: 
Audi  50008 


>  Beginning  from  Model  Year  1993.  these  lines  are 
exempted  from  the  requirements  of  part  541. 
pursuant  to  49  CFR  part  S43. 
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,  these  lines  are 
>art541. 


Audi  100 
Audi  200 
Volvo: 
480ES 

Appendix  A-II— High  Theft  Lines  With 
Antitheft  Devices  That  Are  Exempted  in 
Part  From  the  Parts-Marking 
Requirements  of  This  Standard 
Pursuant  to  49  CFR  Part  543 

Manufacturer— General  Motors 


Exempted  lines 

Parts  marked 

Chevrolet  Carraro  

Pootiac  Firebird  

Cadillac  DeVWe  

Engine,  transmission. 
Engine,  transmission. 
Engine.  transmissk>n. 
Engine,  transmission. 
Engine,  transmission. 
Engine,  trar^misskin. 
Engine,  transmission. 
Engine,  Iransmisston. 
Eriglrie,  transmlsston. 

Cadillac  Sixty  .Speciai 

Oldsn>0blle98  

Buk*  Park  Avenue 

Porwiac  Boor>eviJle 

Buk*  LeSabre' 

OWsmobtle  88  Royale'  ... 

'Begirvxng  Irom  Mode*  Yaar  1903,  theaa  *ne%  we 
nampted  in  pan  Irom  the  requiramems  o<  pan  541.  pursuant 
io  49  CFR  part  543. 

Issued  on:  January  6, 1993. 
Marion  C  BUkey, 
Administrator. 
|FR  Doc.  93-574  Filed  1-11-93;  8:45  am] 
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49  CFR  Part  571 

[Docket  No.  92-46;  Notice  2] 

RIN  2127-AE57 

Federal  Motor  Vehicle  Safety 
Standards;  Lamps,  Reflective  Devices, 
and  Associated  Equipment 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA).  DOT. 
ACTION:  Final  rule. 

SUMMARY:  This  notice  amends  Safety 
Standard  No.  108  to  reduce  the 
thickness  of  the  bulb  ring  on  the  Type 
HB2  standardized  replaceable  light 
source  for  headlamps  ht>m  a  minimum 
of  .5  to  .45  mm,  in  order  to  harmonize 
with  corresponding  European 
requirements. 

DATES:  The  rule  is  effective  on  February 
11, 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jere  Medlin,  Office  of  Rulemaking  (202- 
366-5276). 

SUPPt^MENTARY  INFORMATION:  A  notice 
of  proposed  rulemaking  on  this  subject 
was  published  in  the  Federal  Register 
on  September  2, 1992,  and  an 
opportunity  afforded  for  comment  (57 
FR  40165).  As  the  notice  stated,  T.A. 
Pickett.  Technical  Advisor  SC34B— U.S. 
National  Committee  of  the  bitemational 
Electrotechnical  Committee,  has 
petitioned  for  rulemaking  to  amend 
Standard  No.  108  to  harmonize  a 


dimension  of  the  Type  HB2  replaceable 
light  source  for  headlamps  to  accord 
with  a  recent  change  to  its  European 
counterpart,  the  H4.  The  agency  granted 
the  petition. 

Figures  23-4  and  23-5  of  Standard 
No.  108  specify  dimensionarfor  Type 
HB2.  The  Table  for  Dimensional 
Reqmrements  specifies  a  minimum 
value  of  .5  mm  for  Dimension  S,  the 
thickness  of  the  bulb  ring.  According  to 
the  petitioner,  "this  change  *  •  •  was 
approved  via  voting  on  document  34B 
(Central  Office)  649  ?  *  •  issued  by  the 
bitemational  Electrotechnical 
Commission  (lEC)  as  a  Draft 
bitemational  Standard  [and]  will  be 
pubhshed  in  the  standard  lEC  61."  The 
minimum  thickness  would  be  reduced 
to  .45  mm.  The  purpose  of  the  change 
"is  to  permit  utilization  of  commerdaUy 
available  sheet  metal  stock." 

In  the  agency's  opinion,  this  change 
will  not  affect  bulb  or  headlamp 
performance.  The  performance  of  the 
bulb  is  related  to  the  dimensions 
measured  from  the  reference  axis  which 
is  the  front  surface  of  the  bulb  ring.  The 
thickness  of  the  metal  is  not  relevant  in 
locating  the  reference  axis  of  the  bulb. 
Bulbs  are  secured  to  the  headlamp  with 
snap  rings,  or  threaded  attachment 
rings.  The  details  of  attachment 
connectors  are  not  specified  either  in 
Standard  No.  108,  or  in  the  European 
standards.  A  change  of  this  nature 
would  further  implement  the 
Administration's  goal  of  international 
harmonization  of  safety  standards. 

Comments  were  received  from 
Phillips,  Koito,  Chrysler  Corporation, 
and  the  Secretary  of  the  lEC 
Subcommittee  34B.  All  concurred  in  the 
proposed  change.  Phillips  and  Koito 
recommended  maintaining  the  other 
dimensions  of  Figures  23-4  and  23-5; 
NHTSA  agrees,  hi  Chrysler's  view,  the 
change  will  offer  greater  flexibiUty  in 
the  application  of  replaceable  bulb 
headlamp  sources  without 
compromising  photometric 
performance.  The  Secretary  of  the  lEC 
Subcommittee  pointed  out  that  an 
incorrect  version  of  Figure  23-5  had 
been  published  with  the  notice.  A 
corrected  Figure  23-5  is  published  with 
the  final  rule. 

This  final  rule  will  not  have  any 
retroactive  effect.  Under  section  103(d) 
of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (15  U.S.C  1392(d)), 
whenever  a  Federal  motor  vehicle  safety 
standard  is  in  effect,  a  state  may  not 
adopt  or  maintain  a  safety  standard 
applicable  to  the  same  aspect  of 
performance  which  is  not  identical  to 
the  Federal  standard.  Section  105  of  the 
Act  (15  U.S.C  1394)  sets  forth  a 
procedure  for  judicial  review  of  final 


rules  establishing,  amending  or  revoking 
Federal  motor  vehicle  safety  standards. 
That  section  does  not  reqxiire 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  suit 
in  court. 

Effective  Date 

Because  the  amendment  relieves  a 
restriction,  and  imposes  no  additional 
burden  on  any  party,  it  is  hereby  found 
that  good  cause  is  siiown  for  an  effective 
date  earUer  than  180  days  after  issuance 
of  the  final  rule,  and  the  final  rule  is 
effective  30  days  after  its  publication  in 
the  Federal  Register. 

Rulemaking  Analyses 

Executive  Order  12291  (Federal 
Begulation)  and  DOT  Regulatory 
Policies  and  Procedures 

NHTSA  has  considered  the  impacts  of 
this  rulemaking  action  and  has 
determined  that  it  is  neither  major 
within  the  meaning  of  Executive  Order 
12291  "Federal  Regulation",  nor 
significant  under  Department  of 
Transportation  regulatory  policies  and 
procedures.  It  does  not  involve  a  matter  - 
of  substantial  public  interest.  The 
rulemaking  would  not  have  an  effiact 
upon  the  economy  in  excess  of  $100 
million  a  year.  The  impacts  of  the  slight 
dimensional  change  adopted  are  so 
minimal  that  preparation  of  a  full 
evaluation  is  not  required. 

Begulatory  Flexibility  Act 

The  agency  has  also  considered  the 
effects  of  this  rulemaking  action  in 
relation  to  the  Regulatory  Flexibility 
Act.  I  certify  that  this  rulemaking  action 
will  not  have  a  significant  economic 
effect  upon  a  substantial  number  of 
small  entities.  Motor  vehicle  headlamp 
and  light  source  manufacturers  are 
generally  not  small  businesses  within 
the  meaning  of  the  Regulatory 
Flexibility  Act  Further,  small 
organizations  and  governmental 
jurisdictions  would  not  be  significantly 
affected  as  the  price  of  new  motor 
vehicles  will  not  be  impacted. 
Accordingly,  no  Regulatory  Flexibility 
Analysis  has  been  prepared. 

Executive  Order  12612  (Federalism) 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612  on  "Federalism."  It  has  been 
determined  that  the  rulemaking  action 
does  not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  FederaUsm  Assessment. 


V-J. 
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National  Envjronmental  Policy  Ad 

NHTSA  has  analyiecl  this  rulemakmg 
action  for  purposes  of  the  National 
Environmental  Policy  Act.  Tb« 
rulemaking  action  will  not  have  a 
significant  effect  upon  the  environment. 
There  is  no  environmental  impact 
associated  with  reducing  a  minimum 
dimension.  The  rulemaking  action  will 
not  have  an  efSact  upon  fuel 
consumption. 
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LhI  of  SabieCto  ia  4t  CTR  Part  571 

Imports.  Motor  vehicle  safety.  Motor 
vehicles. 

PART  571-FEDERAL  MOTOR 
VEHICLE  SAFETY  STANOAROS 

In  consideration  of  the  foregoing.  49 
CFR  part  571  is  amended  as  follows: 

1.  The  authority  citation  for  part  571 
continues  to  read  as  follows: 


Authority:  15  U.S.C.  1392, 1401. 1403. 
1407,  delegation  of  authority  at  4«  CFR  1.50. 

f  571.108    [Amended] 

2.  In  S  571.108  Figures  23-4  and  23- 
5  are  revised  as  follows: 

BU.UNC  CODE  Mil 


I  ss 


1993 


BIUINGCOC 


UMI 


\<i   P^milfitinmc 
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See  Note  (6) 


Altemative  Form 
of  Nose 


(Also  see  continuation  page) 


Type  HB-2  Replaceable  Light  Source  — 

Assembled  Base  P43t-38  on  Finished  Light  Source  - 

Dimensional  Specifications 


BILUNG  CODE  4«10-fi»-C 


M56 
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F^RE  23-5  -iCONVmeo)  TVP€  HB-2  REPIACEABLE  UGMT  SOUHCE-ASSEMO^D  BASE  P43T-38  ON  FINISHED  UGHT 
'^  SOURCE— DIMENSIONAL  SPECIFICA-nONS 


Dimension 


A,»  ... 
A,-.. 
B  .- ... 

C 

O 

E,  -„ 

F,  .„.. 

6  

H 

J  ..„. 
K"  .. 
L»*  .. 
M'  ... 

N 

P".. 


2S.0 
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7.7 

3.0 

11J 

8.8 

8.5 

17.0 

1.9 

2.0 

37« 

42S 

51  £ 

15J 


Max. 


25.0 
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0.8 

8.1 

3.3 

13.6 

10  J 

9.0 

17.9 

2.1 

2jO 

38.0 

«3.0 

S2.0 

15.5 


Olmansion 


Q"  ... 

R  „ 

S  _.... 
T  ._.... 

U  . 

V»»  - 

W 

X 

Y 

2  . — 
Z,  ..... 
r  — ~. 
a  — 
»  _._ 


Mhv 


8.5 

1.3 

0.45 

5.0 

n 

8.3 
1.8 
1.1 

7.0 
5.8 
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6.0 

n 

6.S 
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1.3 
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n 
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Issued  on  January  ft.  1993. 
Marion  C  Blakey, 
i^dministrator. 
IFR  Doc.  93-575  Filed  1-11-93;  8:45  ami 
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49  CFR  Parts  564  and  571 
(Docket  No.  85-15;  Notlc*  12] 
RIN  2127-AE07 

Replaceable  Light  Source  Dimensional 
InformaUon  Federal  Motor  Vehicle 
Safety  Standard*;  Lamps,  Reflacthw 
Devices  and  Associated  Equipment 

agency:  National  Highway  Traffic 
Safety  Administration  (NHTSA).  DOT. 
ACDON:  Final  rule. 

SUMMARY:  This  notice  adopts  a  rule  that 
requires  the  manufacturers  of 
replaceable  light  sources  for  headlamps 
to  file  dimensional  information  with 
NHTSA  in  a  public  docket  pursuant  to 
a  new  regulation.  Replaceable  Light 
Source  Information.  The  replaceable 
light  sources  must  be  designed  to  meet 
certain  performance  requirements  of 
S7.7  of  Standard  No.  108.  and 
replaceable  bulb  headlamps  equipped 
with  such  bulbs  must  meet  the 
requirements  of  S7.5  that  presently 
apply  to  replaceable  bulb  headlighting 
systems.  The  intended  benefit  of  the 
changes  is  to  afford  manufacturers 
greater  opportunities  for  design  freedom 
and  innovation,  and  to  relieve  them  of 
the  burden  of  petitioning  for 
amendments  to  Standard  No.  108  if  they 
develop  new  frontal  lighting  systems.  In 
a  parallel  change  to  Standard  No.  108. 


the  notice  also  adopts  an  amendment 
which  ensures  that  replaceable  light 
sources  covered  in  the  new  regulations 
and  intended  for  replacement  purposes, 
have  the  dimensions  and  performance 
of  the  original  replaceable  light  source. 
Finally,  in  continuing  implementation 
of  headlighting  reform,  the  lower  beam 
headlighting  requirements  of  Standard 
No.  108  are  amended  by  adding 
minimum  photometric  values  at  test 
points  above  the  horizontal.  The 
purpose  of  this  addition  is  to  maintain 
the  ability  of  headlighting  systems  to 
illuminate  overhead  traffic  signs. 
DATES:  The  effective  date  of  the  final 
rule  is  February  11, 1993.  Mandatory 
coniplianoe  with  the  added  photomrtric 
values  is  not  required  until  September 
1. 1994.  Petiticms  for  reconaderation  of 
either  final  rule  must  be  filed  not  later 
than  February  11, 1993. 
ADDRESSES:  Petitions  for  reconsideration 
should  be  addressed  to  the 
Administrator,  refer  to  Docket  No.  85- 
15,  Notice  12,  and  be  submitted  to: 
Docket  Section,  room  5109,  Nassif 
Building.  400  Seventh  Street,  SW., 
Washington.  DC  20590.  Docket  hours 
are  from  9:30  a.m.  to  4  p.m. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kenneth  O.  Hardie,  Office  of 
Rulemaking.  NHTSA  (202-366-6987). 
SUPPLEMENTARY  INFORMATION:  On 
October  18, 1991,  NHTSA  pubhshed  a 
supplementary  notice  of  proposed 
rulemaking  (SNPRM)  to  revise  NHTSA's 
May  1989  notice  of  proposed 
rulemaking  (NPRM)  (54  FR  20084)  that 
manufacturers  of  replaceable  light 
sources  for  headlamps  be  required  to 


file  dimensional  information  with 
NHTSA  in  a  public  docket  pursuant  to 
a  new  leguiation,  part  564  Replaceable 
Light  Source  Information  (56  FR  52242). 
Under  the  SNPRM.  the  new  light 
sources  would  have  to  be  designed  to 
meet  certain  performance  requirements 
of  S7.6  (now  S7.7)  of  Federal  Motor 
Vehicle  Safety  Standard  No.  108. 
Lamps,  Reflective  Devices,  and 
Associated  Equipment,  and  replaceable 
bulb  headlamps  equipped  with  part  564 
light  sources  would  have  to  meet  the 
requirements  of  S7.5  that  presently 
apply  to  replaceable  bulb  headlight 
systems.  The  SNPRM  also  revised 
NHTSA's  May  1989  proposal  to  ensure 
that  part  564  replaceable  light  sources 
intended  for  replaoemant  purposes 
would  have  the  dimensions  and 
performance  of  the  original  replaceable 
li^t  source.  Finally,  the  SNPRM 
proposed  to  amend  the  headlighting 
requirements  of  Standard  No.  108  by 
adding  minimum  photometric  values  at 
two  zones  and  two  test  points  above  the 
horizontal. 

Comments  on  the  SNPRM  were 
submitted  by  General  Motors 
Corporation  (CM),  General  Electric 
Corporation  (GE),  Motor  Vehicle 
Manufacturers  Association  (MVMA). 
Ford  Motor  Company.  Chrysler 
Corporation,  Volkswagen  of  America, 
Volvo  Cars  of  North  America.  American 
Honda  Motor  Co..  Suzuki  Motor  Corp., 
GTE  Sylvania.  the  States  of  Connecticut. 
Delaware.  Illinois.  Iowa.  Maine. 
Maryland.  Michigan,  New  York,  North 
Carolina,  Oregon.  South  Carolina. 
Virginia.  Washington,  and  Wisconsin, 
Valeo.  Stanley.  Koito  Manufacturing  Co. 
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Ltd.,  American  Association  of  State 
Highway  and  Transportation  Officials, 
national  Conunittee  on  Uniform  Traffic 
Control  Devices,  Mitsubishi  Motors 
Corporation,  Western  Star  Trucks, 
Federal  Highway  Administration, 
Donald  Vierimaa,  and  Advocates  for 
Auto  k  Highway  Safety. 

Additional  Types  of  Replaceable  Light 
Sources 

NHTSA's  desire  to  make  Standard  No. 
108  more  performance  oriented  led  it  to 
the  tentative  conclusion  that  future 
designs  of  replaceable  light  sources 
should  no  longer  be  specified  in 
Standard  No.  1 08.  To  ensure  that 
replaceable  light  sources  manufactured 
for  replacement  are  interchangeable 
with  those  used  as  original  equipment, 
and  that  photometric  performance 
equivalent  to  the  original  is  provided, 
NHTSA  issued  the  NPRM,  proposing 
new  part  564,  Replaceable  Bulb 
Dimensional  InfcvmatiaD,  and 
appropriate  amendments  to  Standard 
No.  108.  Part  564  would  require 
manufacturers  of  replaceable  bulbs, 
used  as  original  eqiiipment  in  the 
headlighting  systems,  to  submit  to  the 
agency  certain  dimensional  information 
as  specified  in  the  regulaticHi,  such  as 
filament  position  dimensions  and 
tolerances,  dimensions  pertaining  to  the 
n  lament  capsule  and  its  supports,  and 
bulb  base  interchangeability  dimensions 
and  tolerances.  The  agency  has 
established  similar  information  dockets 
relative  to  tire  rim  combinations 
(Standard  No.  109),  and  vehicle 
identification  number  (49  CFR  part  565), 
and  has  found  that  they  have  worked 
well  to  date. 

The  NPRM  was  generally  supported 
as  adequate  for  reducing  the  existing 
regulatory  burden  and  for  assuring  that 
future  li^t  sources  would  meet  the 
needs  of  vehicle  manufacturers  and 
Iheir  customers.  The  reader  is  referred 
u  the  Sr>IPRM  for  a  discussion  on  the 
issues  raised  by  the  coramenters 
►rgarding  the  NPRM. 

In  revising  proposed  part  564  for  the 
SNPRM,  NHTSA  modified  its  terms  to 
enhance  fairness  and  enforceability.  The 
SNPRM  was  supported,  and  is  adopted 
exactly  as  proposed. 

Under  part  564,  manufacturers  will 
submit  information  before,  and  not  after, 
6  new  light  source  enters  production; 
specifically,  at  least  60  days  in  advance. 
The  Administrator  will  review  the 
submission  promptly,  and  provide  a 
response  within  30  days.  This  will 
allow  completion  of  the  review  process 
before  manufecture  begins,  instead  of 
after  production  has  b^un,  and  should 
result  in  less  disruption  of  the 
manufacturing  process  if  the  sulnnission 


is  found  unacceptable  by  NHTSA.  After 
information  has  been  accepted  for  filing, 
no  chaises  in  it  will  be  pennitted. 

In  commenting  on  the  SNPRM,  GE 
expressed  ccuacem  that  relaxing  the 
regulation  on  replaceable  light  sources 
could  lead  to  a  proliferation  of  unique 
bulbs  designed  for  use  on  only  a  single 
car  line,  resulting  in  consumer 
confusion  and  a  reduction  in  the 
number  of  outlets  in  which 
replacements  might  be  available. 
However,  vehicle  manufacturers  have 
told  NHTSA  that  the  development  of 
new  light  sources  is  very  capital 
intensive.  NHTSA  believes  that  this  fact 
will  limit  the  number  of  truly  new  light 
sources  that  will  be  submitttKi  for 
incorporation  in  part  564.  The  most 
likely  immediate  scenario  for  part  564  is 
the  addition  of  Europ>ean  light  sources 
(other  than  H-4)  to  the  docket  that  are 
not  presently  covered  by  the  HB  Types 
currently  allowed. 

In  adaition.  part  564  covers  only 
filament-type  light  sources.  Since  the 
trend  in  headli^ting  technology  is 
towards  non-filament  light  sources, 
such  as  high  intensity  discharge  (HID) 
systems,  there  is  further  reason  to 
believe  that  the  number  of  additions  to 
part  564  will  be  limited.  The  advantages 
in  reduced  energy  consumption,  cost 
savings,  and  styling  fi«edom  that  HID 
technology  offers  practically  ensures  its 
widespread  introduction  over  the  next 
decade. 

GE  also  expressed  concern  that  part 
564  would  allow  approval  of 
supposedly  new  light  sources  which,  in 
fact,  were  only  slightly  changed 
versions  of  existing  light  sources,  thus 
leading  to  proliferation.  NHTSA 
believes  that  §  564.5(c)  addresses  GE's 
concern.  This  section  states  that  NHTSA 
will  not  accept  any  submission  if  the 
light  source  is  interchangeable  with  any 
light  source  permitted  at  the  time  of  the 
submission,  or  if  it  is  a  modification  of 
any  such  light  source. 

Finally,  GE  recommended  that 
recognized  industry  group,  such  as  SAE, 
scrutinize  and  resolve  the  types  of 
concerns  raised  in  its  comments. 
NHTSA  has  no  objection  to  scrutiny  of 
new  light  sources  by  industry 
organizations  before  the  information  is 
submitted  to  part  564.  However,  should 
such  a  group  be  established,  it  would 
exist  outside  of  the  frameworii  of 
Standard  No.  108  and  part  564.  There 
would  be  no  legal  requirement  for 
manufacturers  to  sulnnit  information  to 
the  group  for  review,  or  to  be  bound  by 
its  conclusions,  if  negative. 

Further,  although  NHTSA  intends 
part  564  as  a  regulatory  substitute  for 
aspects  of  Standard  No.  108,  its 
ado{>tion  does  not  affect  the  right  of  any 


person  to  petitioo  for  rulemaking  to 
amend  Standard  No.  108  to  adopt  new 
filament-type  light  sources.  However. 
the  petitioner  would  be  expected  to 
justify  why  it  is  seddng  rulemaking 
rather  than  simply  filing  informaticBi  in 
part  564. 

Chrysler  Corporation  recommended 
that  {>art  564  include  information  only 
on  light  sources  actually  intended  for 
use  as  original  equipment.  It  argued  that 
other  wise  NHTSA  might  unnecessarily 
be  burdened  with  many  new  designs  or 
tjipaa  of  light  sources  that  may  nev«-  be 
used  in  production.  NHTSA  disagrees 
that  submission  of  information  could 
ever  constitute  a  "burden",  and  believes 
that,  because  of  the  competitive  nature 
of  the  lighting  industry,  new  light 
source  designs  will  not  be  submitted 
unless  they  are  intended  for  use  as 
original  equipment  in  production  motor 
vehicles.  Nor  would  NHTSA  wish  to 
retard  innovation  in  roadworthy 
concept  motor  vehicles  if  they  compbed 
with  all  Federal  motor  vehicle  safety 
standards  except  a  docket  submission 
on  a  new  headlamp  light  source. 
Although  the  "Scope",  Applicability", 
and  "Reporting  Requirements"  section 
make  clear  that  the  intent  of  the 
regulation  is  to  cover  equipment  that  is 
about  to  be  used,  or  is  being  used,  as 
original  equipment.  NHTSA  does  not 
intend  to  make  actual  production  a 
condition  of  acceptance. 

Performance  of  Replaceable  Light 
Sources  Other  Than  Type  HB 

In  developing  the  SNPRM.  NHTSA 

tentatively  concluded  that  additional 
replaceable  Hght  sources  ought  not  to  be 
allowed,  even  if  information  relating  to 
them  met  the  requirements  of  part  564, 
unless  the  light  sources  met  cxirrent 
performance  requirements  for  the  HB 
Types,  and  unless  headlamps  equipped 
with  them  performed  with  equivalence 
to  those  equipped  with  single  and  dual 
filament  HB  Type  light  soiirces.  Thus, 
the  SNPRM  departed  ft-om  the  NTRM  in 
proposing  appropriate  amendments  Id 
Standard  No.  108  which,  in  effect, 
would  incorporate  part  564  by 

T6 16  rGIl  C6 

Specifically,  after  NHTSA  had 
accepted  information  for  filing  in  part 
564,  Standard  No.  108  would  require 
the  light  source  to  be  designed  to 
conform  to  that  information,  and  to  be 
tested  in  the  same  manner  as  the  current 
HB  Type  replaceable  Ugbt  sources. 
Standard  No.  108  would  also  require 
that  headlamps  equipped  with  single 
and  dual  filament  part  564  light  sources 
meet  the  same  performance 
requirements  as  headlamps  equipped 
with  single  and  dual  filament  HB  Type 
light  sources. 
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Because  of  the  equivalence  of 
performance  that  would  be  required  of 
all  replaceable  light  sources.  NHTSA 
proposed  to  amend  the  definition  of 
"standardized  replaceable  light  source" 
to  drop  the  word  "standardized",  and  to 
^end  it  to  substitute  "replaceable  light 
source".  A  "replaceable  Ught  source" 
would  be  one  designed  to  conform  to 
S7.7  (S7.6  at  the  time  of  the  SNPRM). 
S7.7  would  drop  the  word 
"Standardized"  from  its  title  and 
contain  two  groups  of  replaceable  light 
sources:  those  designed  to  conform  to 
subparagraphs  (a)  through  (e)  (Types 
HBl  through  HB5).  and  those  designed 
to  conform  to  new  subparagraph  (g)  (i.e.. 
in  accordance  with  their  dimensional 
and  performance  specifications  on  file 
in  part  564).  New  subparagraphs  (f)  and 
(h)  would  contain  certification  and 
marking  requirements  appropriate  for 
subparagraphs  (a)  through  (e),  and 
subparagraph  (g)  light  sources 
respectively. 

Current  subparagraphs  (f)  through  (i) 
contain  testing  requirements  for  the  HB 
Types  that  appear  adaptable  for  other 
kinds  of  replaceable  light  sources.  These 
would  be  amended  as  appropriate. 
These  were  proposed  as  new 
subparagraphs  (i)  through  (k).  Proposed 
new  subparagraph  (i)  combined  old 
subparagraphs  (f)  and  (g)  since 
subparagraph  (f)  was  only  one  sentence 
long.  Additionally,  old  subparagraph  (j) 
would  become  the  final  sentence  to 
subparagraph  (a)  since  subparagraph  (j) 
references  Figure  3  and  subparagraph  (a) 
is  the  only  place  in  S7.7  concerned  with 
Figure  3. 

The  NPRM  also  proposed  that  S7.5 
Replaceable  Bulb  Headlamp  System  be 
amended  where  appropriate.  By  adding 
the  word  "replaceable"  before  "light 
source"  whenever  it  appears  in  S7.5. 
^4HTSA  meant  to  ensure  in  the  simplest 
manner  possible  that  both  groups  of 
light  sources  under  the  umbrella 
definition  of  "replaceable  light  source" 
would  be  included.  The  effect  of  this 
would  be  to  require  that  headlamps 
meet  applicable  photometries  regardless 
of  whether  the  light  source  was 
designed  to  meet  HB  specifications  or 
those  on  file  in  part  564.  However,  new 
dual  filament  bulbs  would  be  restricted 
to  headlamp  systems  providing 
photometries  of  Figure  17  (Type  HB2). 
and  could  not  be  used  in  systems 
providing  the  photometries  associated 
with  systems  using  Type  HBl  or  Type 
HB5  photometries.  NHTSA  asked  for 
comments  on  this  point. 

Ulumination  of  Overhead  Signs 

AS  NHTSA  noted  in  the  NPRM.  an 
important  aspect  of  NHTSA 's  original 
vehicle-based  illumination  performance 


proposal  of  1989  was  the  specific  need 
to  provide  illumination  for  overhead 
signs.  The  present  requirements  of 
Standard  No.  108  for  headlighting 
photometry  on  the  lower  beam  do  not 
require  any  light  above  the  horizontal 
(though  imposing  a  maximum  limit  to 
prevent  glare).  Because  of  the  trend 
towards  retroreflective  highway 
regulatory  and  informational  signs 
rather  than  self-illuminated  ones,  the 
absence  of  such  a  requirement  in 
Standard  No.  108  has  caused  concern  to 
the  Federal  Highway  Administration 
(FHWA).  NHTSA's  companion  agency 
in  DOT.  Energy  and  maintenance  costs 
for  self-illuminated  signs  constitute 
such  a  large  burden  for  the  States  that 
they  are  increasingly  choosing  to  install 
retroreflective  signs  when  they  install 
new  signs  or  refurbish  old  ones. 

Given  the  desirability  for  drivers  to 
have  headlighting  above  the  horizontal, 
the  question  is  presented  of  the 
quantum  of  light  that  would  maintain 
the  present  level  of  motor  vehicle  safety. 
NHTSA  proposed  to  add  minimum 
photometric  values  to  the  headlamp 
lower  beam  at  two  zones  and  two  test 
points  above  the  horizontal.  The  first 
zone  is  located  from  8L  to  8R  and  H  to 
4U.  with  a  minimum  of  64  candela.  The 
second  zone  is  located  from  4L  to  4R 
and  H  to  2U.  with  a  minimum  of  135 
candela.  At  test  point  0.5U  between  IR 
and  3R.  where  a  maximum  of  2,700 
candela  exists.  NHTSA  proposed  a 
minimum  of  1.000  candela.  At  test  point 
1.5  between  IR  and  5R  a  maximum  of 
1.400  candela  is  specified.  NHTSA 
proposed  a  minimum  candela  of  450. 

Tne  commenters  on  the  various 
subjects  discussed  above  raised  five 
issues  of  significance  that  the  agency 
addresses  below. 

1.  Whether  the  NPBM  Addresses  a 
Safety  Issue 

Ford  stated  that  it  did  not  recognize 
a  need  at  all  to  address  lower  beam 
illumination  above  the  horizontal,  while 
GM,  recognizing  a  need  to  aid  in  reading 
signs,  did  not  believe  tliat  there  was  a 
demonstrated  need  for  the  values  that 
NHTSA  proposed,  and  that  those  values 
went  beyond  the  illumination  levels 
necessary  for  safety.  GM  is  willing  to 
accept  the  two  zones  of  64  and  135 
candela,  but  recommended  that  the 
proposed  minimum  values  of  1 ,000  and 
450  be  reduced  to  500  and  200 
respectively. 

NHTSA  believes  that  the  rulemaking 
does  address  a  safety  issue.  There  are  an 
increasing  number  of  automobiles,  both 
foreign  and  domestic,  that  are  equipped 
with  headlamps  whose  lower  beams 
feature  a  sharp  cut-off  that  results  in 
substantially  less  light  being  projected 


upwards.  Such  lamps  are  to  be  found  on 
vehicles  with  elliptical  headlamp 
reflectors.  While  most  headlamps 
currently  used  by  U.S.  manufacturers 
are  not  designed  to  provide  the  cut-off, 
future  U.S.  lamps  could  ingorporate  this 
feature.  The  result  is  a  deterioration  in 
the  driver's  ability  to  read  reflective 
signs  located  above  the  height  of 
headlamps.  With  the  general  aging  of 
the  driving  population  that  is  presently 
occurring  (the  increase  in  drivers  over 
40  years  of  age),  and  the  financial  ability 
of  that  age  group  to  purchase  vehicles 
with  these  typically  more  expensive 
elliptical  reflector  headlighting  systems, 
there  appears  to  be  an  increase  in  risk 
to  motorists  driving  at  night.  As  NHTSA 
has  noted  before,  there  is  a  trend 
towards  retroreflective  signs  instead  of 
those  that  are  self-illuminated.  Further, 
the  presence  of  some  light  on  the  lower 
beam  is  required  to  allow  sufficient  time 
to  detect,  read,  understand,  and  react  to 
the  message  on  the  sign.  Many 
commenters,  including  Chrysler  and 
several  States,  agree  with  NHTSA. 

2.  The  Minimum  Reasonable  and 
Practicable  Level  ofLig^t 

The  issue  here  concerns  the 
appropriateness  of  the  values  proposed 
for  the  two  zones,  and  for  the  two  test 

points. 

GM,  Ford,  Chrysler.  Volvo,  and 
Volkswagen  supported  the  proposed 
zonal  values  of  64  and  135  candela,  as 
did  other  commenters  with  the 
exception  of  Koito,  which 
recommended  32  and  67  candela.  Koito 
claimed  that  it  is  difficult  to  design 
headlamps  to  those  values.  Ford, 
however,  commented  that  if  NHTSA 
intended  that  these  values  be  based  on 
the  values  recommended  to  the  GTB, 
those  values  converted  to  candela 
should  be  used,  and  that,  on  this  basis, 
the  second  zone  should  be  125  candela, 
rather  than  135. 

NHTSA  believes  that  Ford  has  based 
its  calculations  on  a  test  voUage  of  12V. 
instead  of  the  U.S.  test  voltage  at  12.8V. 
When  the  US.  test  voltage  is  used,  the 
candela  is  not  125,  but  151.  Thus,  the 
135  candela  proposed  is  less  than  the 
125  European  candela,  and  should  be 
acceptable  to  the  GTB.  Given  the  fact 
that  the  proposed  values  of  64  and  135 
candela  were  acceptable  to  virtually  all 
commenters,  NHTSA  is  adopting  the 
values  proposed. 

NHTSA's  proposed  test  point  minima 
of  1,000  and  450  candela  did  not  find 
the  s^me  support.  Chrysler 
recommended  their  elimination  fit>m 
the  final  rule,  while  GM  and  Ford 
recommended  that  reduced  values  of 
500  candela  and  200  candela  be 
adopted.  The  primary  reason  for  this 
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recommendation  is  the  possibility  that 
more  Hght  would  be  added  to  the  left  of 
the  line,  above  the  horizontal,  resulting 
in  an  increase  in  glare.  A  secondary 
reason  is  that  some  current  production 
headlamps  do  not  meet  the  proposed 
values,  and  would  have  to  be 
redesigned,  resulting  in  substantial 
expenses  for  retooling  of  molds.  (^ 
advanced  the  argument  that  the  500  and 
200  candela  values  come  closer  to 
meeting  the  harmonized  values 
recommended  at  present  by  the  SA£ 
Beam  Pattern  Task  Force. 

The  question  to  be  answered  then  is 
whether  the  lower  values  recommended 
by  Ford  and  CM  adequately  address  the 
safety  need  for  illumination  above  the 
horizontal.  The  values  that  NHTSA 
proposed  were  based  upon  light 
intensity  levels  recommended  in  SAE 
Technical  Paper  870238.  "The  Potential 
Impact  of  Automotive  Headlight 
Changes  on  the  Visibility  of 
Reftectorized  Highway  Signs"  (1987)  by 
John  B.  Arens,  an  employee  of  the 
Federal  Highway  Administration,  SAE 
870238  states  that  the  generally 
accepted  distances  for  the  detection  and 
legibility  of  overhead  signs  on  limited 
access  roads,  required  to  initiate  proper 
motorist  reactions,  are  1,200  and  900 
feet  respectively.  Based  upon  this,  and 
utilizing  a  3.4  candela  per  meter  per 
meter  legend  luminance  as  the 
minimally  acceptable  sign  brightness, 
Arens  determined  the  minimum 
intensity  for  two  existing  "maximum" 
points  in  the  upper  right  quadrant  for 
lower  beam  photometry.  Arens 
concluded  that  these  two  minimum 
intensities,  approximately  equal  to  one- 
third  of  the  existing  maximum,  should 
be  required,  rather  than  the  implied  zero 
that  now  exists.  Thus,  at  test  point  0.5U 
between  IR  and  3R,  a  maximum  of 
2,700  candela  exists.  Arens 
recommended  a  minimum  of  1.000 
candela  for  that  test  point.  At  test  point 
1.5U  between  IR  and  5R,  a  maximum  of 
1,400  candela  is  specified.  Arens 
believed  tlie  minimum  candela  that 
Standard  No.  108  should  specify  for  that 
test  point  ought  to  be  450  candela.  The 
Arens  values  represent  the  ideal  amount 
of  headlamp  luminous  intensity 
necessary  to  obtain  a  near-zero  risk  to 
the  motorist  for  visibility  of  overhead 
signage  at  night.  However  CM  and  Ford 
commented  that  the  Arens  intensity 
levels  are  not  practicable  for  some  of 
their  lamps,  and  would  require  costly 
design  and  tooling  changes  to  realize 
small  increases  in  photometric  intensity 
without  a  commensurate  safety  beneht. 
NHTSA  has  concluded  that  it  may  adopt 
the  values  suggested  by  CM  and  Ford 
without  compromising  its  original 


intent,  because  the  light  provided  will 
be  sufficient  to  illuminate  overhead 
traffic  signs. 

F(Mtl  asked  that  the  agency  also 
consider  the  effects  of  the  ambient 
illumination  provided  by  a  sign's 
surroundings,  the  illumination  from 
headlamps  reflected  upwards  from  the 
roadway,  and  the  effect  of  illumination 
from  other  drivers  on  the  roadway,  and 
the  agency  has  done  so.  Considering  the 
discussion  above,  the  variables 
suggested  by  Ford,  and  the  costs  of 
conformance  that  might  be  caused  by 
adoption  of  the  higher  values  originally 
proposed,  NHTSA  is  adopting  test  point 
candela  values  of  500  and  200. 

Ford  also  recommended  that  the 
sweep  at  1.5U  between  IR  and  5R 
extend  only  to  3R  at  both  test  poiuts. 
The  originally  proposed  5R  would  result 
in  a  projection  of  light  70  feet  to  the 
right  of  the  driver,  while  the  value  of  3R 
would  result  in  a  projection  of  light  42 
feet  to  the  right.  This  is  sufficient  for 
purposes  of  illumination,  and  NHTSA  is 
adopting  the  limit  suggested  by  Ford. 

Under  the  proposalTnew  dual 
filament  bulbs  would  have  been 
restricted  to  headlamp  systems 
providing  photometries  of  Figure  17 
(Typ)e  HB2).  Several  commenters 
recommended  that  these  bulbs  be 
allowed  as  well  to  meet  the  less 
stringent  requirements  of  Table  1  of  SAE 
Standard  J579  DEC84,  and  the  more 
stringent  ones  of  Figures  15  and  15A.  As 
this  suggestion  would  relieve  a  design 
restriction.  NHTSA  has  adopted  it. 

3.  Test  Burden 

Under  the  proposal,  testing  for  the 
two  zones  would  occur  throughout  the 
entire  region.  Citing  the  burden  that  this 
would  cause.  CM  and  Ford 
recommended  that  measurements  be 
made  only  at  discrete  points 
corresponding  to  the  four  comers  of  the 
zones.  NHTSA  concurs,  but  believes 
that  sufBcient  illumination  can  be 
assured  with  measurements  at  only  five 
of  the  eight  comer  test  points:  4\J-SL, 
4U-8R,  and  H-8L  for  the  64  candela 
zone,  and  2U-4L,  and  H-4L  for  the  135 
candela  zone.  This  results  in 
eliminating  test  point  H-8R  for  the  64 
candela  zone,  and  H-4R  and  2U-4R  for 
the  135  candela  zone.  The  proximity  of 
the  line  points  (1.5U,  1-3R,  and  0.5U, 
'1-3R)  will  cause  sufficient  light  at  the 
right  comers  of  the  zones  that  there  is 
little  need  to  test  at  the  remaining  three 
test  points  H-8R,  H-4R,  and  2U-4R. 

4.  Replacement  Headlamps 

A  number  of  commenters  wanted  to 
know  if  the  new  photometric 

requirements  will  apply  to  replacement 
headlamps  produced  after  the  effective 


date  for  use  on  vehicles  produced  before 
the  effective  date. 

As  NHTSA  explains  below,  all  motor 
vehicles  manufactured  on  and  after 
September  1, 1994,  must  be  equipped 
with  headlamps  incorporating  the  upper 
illumination  improvements.  This  means 
that  headlamps  produced  after 
September  1, 1994.  and  which  are 
replacement  headlamps  only  for 
vehicles  produced  before  September  1, 
1994,  are  not  required  to  meet  the  new 
photometric  requirements.  On  the  other 
hand,  headlamps  manufactured  on  and 
after  September  1, 1994,  which  could  be 
used  as  replacement  headlamps  tor 
vehicles  produced  both  before  and  after 
Septembw- 1, 1994,  must  comply  with 
the  new  photometric  requirements. 

5.  Leadtime 

NHTSA  proposed  an  effective  date  of 
October  1, 1992,  which  was  slightly  less 
than  one  year  after  pi^lication  of  the 
SNPRM.  Most  commenters 
recommended  that  NHTSA  provide  at 
least  2  years  of  leadtime  following 
issuance  of  the  final  rule,  it  appears  that 
some  manufacturers  must  modify 
headlamp  designs  on  some  vehicles, 
and  that  to  require  an  effective  date  of 
only  one  year  after  issuance  of  the  rule 
might  be  insufficient  leadtime  for  them. 
Accordingly,  the  agency  is  adopting  an 
effective  date  of  September  1, 1994,  for 
the  new  photometric  requirements. 

NHTSA  is  amending  Standard  No. 
108  in  a  manner  that  allows  a 
manufacturer  from  now  until  September 
1, 1994,  the  option  of  equipping  motor 
vehicles  with  headlamp  systems 
meeting  the  current  photometries  or  the 
photometries  with  the  new  test  points 
and  zones.  This  is  accomplished  by  the 
addition  of  four  new  Figures  to  the 
standard.  The  options  that  are  allowed 
are  design  conformance  to  Table  1  of 
SAE  Standard  )579  DEC84  or  new 
Figure  27,  Table  2  of  SAE  Standard  ]579 
DEC84  or  new  Figure  28,  Figure  15  or 
new  Figure  15 A.  and  Figure  17  or  new 
Figure  17 A.  The  headlamp  system  on  a 
motor  vehicle  manufactured  on  and 
after  September  1. 1994.  would  have  to 
be  designed  to  conform  to  one  of  four 
options:  Figure  15A.  Figure  17A,  Figure 
27,  or  Figure  28.  Appropriate 
amendments  are  made  throughout  the 
text  of  S7,  and  in  SlO.  Figure  26  is 
revised  to  reference  the  new  Figiires.  S9, 
the  bulb  deflection  test  procedures  is 
revised  to  reference  dimensions  in  part 
564  for  determining  dimension  "A"  of 
Figure  8. 

This  final  rule  does  not  have  any 
retroactive  effect.  Under  section  103(d) 
of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (15  U.S.C.  1392(d)), 
whenever  a  Federal  motor  vehicle  safety 
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standard  is  in  effect,  a  state  may  not 
adopt  or  maintain  a  safety  standard 
applicable  to  the  same  aspect  of 
performance  which  is  not  identical  to 
the  Federal  standard.  Section  105  of  the 
Act  (15  U.S.C.  1394)  sets  forth  a 
procedure  for  judicial  review  of  final 
rules  establishing,  amending  or  revoking 
Federal  motor  vehicle  safety  standards. 
That  section  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  suit 
in  court. 

EfTective  Dates 

The  effective  date  of  the  final  rule  is 
February  11.  1993.  Because  of  the 
necessity  for  new  replaceable  light 
sources  covered  by  part  564  to  conform 
to  the  requirements  of  Standard  No.  108. 
it  is  hereby  found  for  good  cause  shown 
that  an  effective  date  for  the 
amendments  to  Standard  No.  108  that  is 
earlier  than  180  days  after  their  issuance 
is  in  the  public  interest.  However. 
because  of  the  need  to  afford  some 
headlamp  manufacturers  sufficient 
leadtime  to  conform  with  the  additional 
photometric  requirements,  mandatory 
compliance  with  Figures  15A.  17A.  27. 
and  28  is  not  required  until  September 
1.  1994. 

Rulemaking  Analyses  and  Notices 

Executive  Order  12291  (Federal 
Regulation)  and  DOT  Regulatory 
Policies  and  Procedures 

NHTSA  has  considered  the  economic 
impacts  of  this  rule  and  has  made  a 
determination  that  it  is  neither  major 
within  the  meaning  of  E.O.  12291  nor 
significant  under  Department  of 
Transportation  policies  and  procedures. 
Implementation  of  this  rule  will 
eliminate  the  burden  on  manufacturers 
who  would  otherwise  have  to  petition 
for  rulemaking  amendments  to  use  new 
headlamp  bulbs.  The  imposition  of  test 
points  to  maintain  sign  illumination  is 
expected  to  cause  little  quantifiable 
burden,  e.g..  testing  for  the  five  new  test 
points  during  the  normal  course  of 
testing  for  photometric  performance.  For 
those  lamp  manufacturers  who  have 
chosen  to  produce  lamps  which  do  not 
provide  current  levels  of  sign 
illumination,  an  unquantifiable  but 
probably  low  level  of  cost  would  be 
imposed  for  the  updating  of  photometric 
prescriptions,  should  those  lamps  still 
be  placed  on  new  vehicles  two  years 
hence.  Thus,  headlamp  costs  should  not 
be  significantly  affected.  Since  the  rule 
does  not  have  any  significant  cost  or 
other  impacts,  preparation  of  a  full 
regulatory  evaluation  is  not  warranted. 


National  Environmental  Policy  Act 

NHTSA  has  analyzed  this  rule  for  the 
purposes  of  the  National  Environmental 
Policy  Act.  It  is  not  anticipated  that  the 
rule  will  have  a  significant  effect  upon 
the  environment.  The  design  and 
composition  of  headlamps  or  light 
sources  will  not  change  from  those 
presently  in  production. 

Regulatory  Flexibility  Act 

The  agency  has  also  considered  the 
impacts  of  this  rule  in  relation  to  the 
Regulatory  Flexibility  Act.  I  certify  that 
this  rule  will  not  have  a  significant 
economic  impact  upon  a  substantial 
number  of  small  entities.  Accordingly. 
no  regulatory  flexibility  analysis  has 
been  prepared.  Manufacturers  of  motor 
vehicles,  headlamps,  and  light  sources, 
those  affected  by  the  rule,  are  generally 
not  small  businesses  within  the 
meaning  of  the  Regulatory  Flexibility 
Act.  Further,  small  organizations  and 
governmental  jurisdictions  will  be 
significantly  affected  only  if  the  price  of 
new  vehicles,  headlamps,  and  light 
sources  is  more  than  minimally 
impacted.  This  will  not  occur  since,  as 
noted  above,  the  agency  believes  that 
almost  all  current  headlamps  and  light 
sources  are  designed  to  meet  the 
proposed  photometric  requirements. 

Executive  Order  12612  (Federalism) 

This  rule  has  also  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  NHTSA  has  determined  that 
this  rule  does  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

Paperwork  Reduction  Act 

The  reporting  and  recordkeeping 
requirement  associated  with  this  rule 
has  been  approved  by  the  Office  of 
Management  and  Budget  in  accordance 
with  44  U.S.C.  chapter  35.  The  OMB 
control  number  is  2127-0563. 

List  of  Subjects 
49  CFR  Part  564 
Motor  vehicle  safety,  Motor  vehicles. 

49  CFR  Part  571 

Imports,  Motor  vehicle  safety.  Motor 
vehicles. 

PART  564— {ADDED] 

1.  In  consideration  of  the  foregoing,  a 
new  part  564  is  added  to  read  as 
follows: 

PART  564— REPLACEABLE  UGHT 
SOURCE  INFORMATION 


Sec. 

564.2 

564.3 

564.4 

564.5 


Sec. 
564.1 


Scope. 


Purpose. 

Applicability. 

Definitions. 

Reporting  requirements. 

Appendix  A — Information  To  Be  Submitted 
for  Replaceable  Light  Sources 

Authority:  15  U.S.C  1392. 1401. 1403, 
1407;  delegation  of  authority  at  49  CFR  150. 

1564.1    Scope. 

This  part  requires  manufactxirers  of 
original  equipment  replaceable  light 
sources  used  in  motor  vehicle 
headlighting  systems  to  submit 
dimensional,  electrical  specification, 
and  marking/designation  information  as 
specified  in  this  part. 

f  564.2    Purpose. 

The  purpose  of  this  part  is  to  ensure 
the  availability  to  replacement  light 
source  manufacturers  of  the 
manufacturing  specifications  of  original 
equipment  light  sources  and  thus  ensure 
also  that  replacement  light  sources  are 
interchangeable  with  original 
equipment  light  sources  and  provide 
equivalent  performance,  and  that 
redesigned  or  newly  developed  light 
sources  are  designated  as  distinct  and 
different  and  noninterchangeable  with 
previously  existing  light  sources. 

§564.3    Applicability. 

This  part  applies  to  manufacturers  of 
replaceable  light  sources  that  are  used 
as  original  equipment  in  motor  vehicle 

headlighting  systems. 

§564.4    Definitions. 

All  terms  defined  in  the  Act  and  the 
regulations  and  standards  issued  under 
its  authority  are  used  as  defined  therein. 

§564.5    Reporting  requirements. 

(a)  Each  manufacturer  of  a  replaceable 
light  source  used  as  original  equipment 
in  a  headlighting  system  on  a  motor 
vehicle,  other  than  a  replaceable  light 
source  meeting  the  requirements  of 
subparagraphs  (a)  through  (e)  of 
paragraph  S7.7  of  §  571.108  of  this 
chapter,  shall  furnish  the  information 
specified  in  appendix  A  of  this  part  to: 
Administrator,  National  Highway 
Traffic  Safety  Administration,  400 
Seventh  Street,  SW.,  Washington,  DC 
20590.  Attn:  Replaceable  Light  Source 
Docket. 

(b)  The  manufacturer  shall  submit  the 
information  specified  in  appendix  A  of 
this  part  not  later  than  60  days  before  it 
intends  to  begin  the  manufacture  of  the 
replaceable  light  source  to  which  the 
information  applies.  Each  submission 
shall  consist  of  one  original  set  of 
information  and  10  legible  reproduced 
copies,  all  on  8V2  by  11-inch  paper. 
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(c)  The  Administrator  shall  promptly 
review  each  submission,  and  inform  the 
manufacturer  not  later  than  30  days 
after  its  receipt  whether  the  submission 
has  been  accepted.  The  Administrator 
shall  not  accept  any  submission  that 
does  not  contain  all  the  information 
specified  in  Appendix  A  of  this  part,  or 
if  the  information  indicates  that  it  is  . 
interchangeable  with  any  light  source 
for  which  information  has  been  filed,  or 
with  any  standardized  replaceable  light 
source  specified  in  section  571.108  of 
this  title. 

(d)  Information  submitted  under  this 
section  is  made  available  by  NHTSA  for 
public  inspection  not  later  than  the  date 
on  which  a  vehicle  equipped  with  a 
new  or  revised  replaceable  light  source 
is  offered  for  sale. 

Appendix  A — Information  To  Be 
Submitted  for  Replaceable  Light 
Sources 

I.  Pilainent  Position  Dimensions  and 
Tolerances  Using  Either  Direct  Filament 
Dimensions  or  the  Three  Dimensional 
Filament  Tolerance  Box 

A.  Lower  beam  filament  dimensions  or 
filament  tolerance  box  dimensions  and 
relation  of  these  to  the  bulb  l>ase  reference 
plane  and  centerline. 

1.  Axial  location  of  the  filament  centerline 
or  the  filament  tolerance  box  relative  to  the 
bulb  base  reference  plane. 

2.  Vertical  location  of  the  filament 
centerline  or  the  filament  tolerance  box 
relative  to  the  bulb  base  centerline. 

3.  Transverse  location  of  the  filament 
centerline  or  the  filament  tolerance  box 
relative  to  the  bulb  base  centerline. 

4.  Filament  tolerance  box  dimensions,  if 
used. 

B.  Upper  beam  filament  dimensions  or  the 
filament  tolerance  box  dimensions,  and 
relation  of  these  to  the  bulb  base  reference 
plane  and  centerline. 

1.  Axial  location  of  the  filament  centerline 
or  the  filament  tolerance  box  relative  to  the 
bulb  base  reference  plane. 

2.  Vertical  location  of  the  filament 
centerline  or  the  filament  tolerance  box 
relative  to  the  bulb  base  centerline. 

3.  Transverse  location  of  the  filament 
centerline  or  the  filament  tolerance  box 
relative  to  the  bulb  base  centerline. 

4.  Filament  tolerance  box  dimensions,  if 
used. 

C  If  the  replaceable  light  source  has  l>otb 
a  lower  l>eam  and  an  upper  beam  filament, 
the  dimensional  relationship  between  the 
two  filament  centerlinee  or  the  filament 
tolerance  boxes  may  be  provided  instead  of 
referencing  the  upper  beam  filament 
centerhne  or  filament  tolerance  box  to  the 
Imlb  base  centerline  or  reference  plane. 

U.  Dimensions  Pertaining  to  Filament 
Capsule  and  Capsule  Supports 

A.  Maximum  length  from  bulb  base 
reference  plane  to  tip  of  filament  capsule. 

B.  Maximum  radial  distances  from  bulb 
base  centerline  to  periphery  of  filament 
capsule  and/or  supports. 


C  Location  of  black  cap  relative  to  low 
beam  filament  centerline,  filament  tolerance 
box  or  other  to-be-specified  reference. 

D.  Size,  length,  shape,  or  other  pertinent 
features  and  dimensions  for  providing 
undistorted  walls  for  the  filament  capsule. 

III.  Bulb  Base  Interchangeability  Dimensions 
and  Tolerance 

A.  Angular  locations,  diameters,  key/ 
keyway  sizes,  and  any  other 
interchangeability  dimensions  for  indexing 
the  bulb  base  in  the  bulb  holder. 

B.  Diameter,  width,  depth,  and  surfece 
finish  of  seal  groove,  surface,  or  other 
pertinent  sealing  features. 

C  Diameter  of  the  bulb  base  at  the  interface 
of  the  base  and  its  perpendicular  reference 
surfece. 

D.  Dimensions  of  features  rriated  to 
retention  of  the  bulb  base  in  the  bulb  holder 
such  as  tabs,  keys,  keyways,  surfeces,  eta 

TV.  Bulb  Holder  Interchangeability 
Dimensions  and  Tolerance 

A.  Mating  angular  locations,  diameters, 
key/keyway  sizes,  and  any  other 
interchangeability  dimensions  for  indexing 
the  bulb  base  in  the  bulb  holder. 

B.  Mating  diameter,  width,  depth,  and 
surfece  finish  of  seal  groove,  ttirfece,  or  other 
pertinent  sealing  features. 

C  Mating  diameter  of  the  bulb  holder  at 
the  interfece  of  the  bulb  base  aperture  and  its 
perpendicular  reference  surface. 

D.  Mating  dimensions  of  features  related  to 
retention  of  the  bulb  base  in  the  bulb  holder 
such  as  tabs,  keys,  keyways,  surfaces,  etc. 

V.  Wiring  Harness  Connector  to  Bulb  Base 
Interchangeability  Dimensions  and 
Tolerances 

A.  Maximum  depth  of  harness  connector 
insertion  into  bulb  base. 

B.  Location  of  electrical  pins  in  bulb  base. 
Q  Dimensions  of  electrical  pins  in  bulb 

base — length,  diameter,  width,  thickness  and 
etc 

D.  Pit  of  harness  connector  into  bulb  base 
providing  all  necessary  dimensions,  key/ 
keyway  controls,  and  dimensions,  tapers  etc 

E.  Dimensions  and  location  of  locking 
features  for  wiring  harness  connector  to  bulb 
base. 

F.  Identification  of  upper  beam,  lower 
beam,  and  common  terminals. 

VI.  Seal  Specifications  (if  replaceable  light 
source  is  bitended  to  be  of  a  sealed  base 
design) 

A.  Type. 

B.  Material. 

C  Dimensions. 

Vn.  Electrical  Specifications  for  Each 
Filament  at  12.8  Volts 

A.  Maximum  power  (in  watts). 

B.  Limiinous  Flux  with  tolerance  (in 
Itunens)  with  black  cap  if  so  equipped, 
measured  in  accordance  with  the  document: 
Illuminating  Engineering  Society  of  North 
America,  LM-45;  lES  Approved  Method  for 
Electrical  and  Photometric  Measurements  of 
General  Service  Incandescent  Filament 
Lamps  (April  1980). 


VIII.  Bulb  MarkingsyDesignation— ANSI 
Number,  ECB  Identifier.  Manufecturer's  Part 
Number,  Individually  at  in  Any  Combination 

IX.  All  Other  Dimensions  or  Performance  . 
Specifications  Necessary  for 
Interchangeability  Purposes  Not  Listed 
Above 

PART  571— [AMENDED] 

2.  The  authority  citation  for  part  571 
continues  to  read  as  follows: 

Authority:  15  U.S.C  1392, 1401, 1403, 
1407;  delegation  of  authority  at  49  CFR  1.50. 

f  571 .106    [AmandMf] 

3.  In  §  571.108  Motor  Vehicle  Safety 
Standard  No.  108,  Lamps  Reflective 
Devices  and  Associated  Equipment, 
section  S4,  the  definition  of  Replaceable 
bulb  headlamp  is  amended  by  removing 
the  word  "standardized". 

4.  In  section  S4,  the  definition  of 
Standardized  replaceable  light  source  is 
removed  and  a  new  definition 
Replaceable  light  source  is  added  in 
alphabetical  order  to  read: 

Replaceable  light  source  means  an 
assembly  of  a  capsule,  base,  and 
terminals  that  is  designed  to  conform  to 
the  requirements  of  paragraph  S7.7  of 
this  standard. 

5  and  6.  Paragraph  S7.1  is  revised  to 
read:  S7.1  Each  passenger  car, 
multipurpose  passenger  vehicle,  truck, 
and  bus  shall  be  equipped  with  a 
headlighting  system  designed  to 
conform  to  the  requirements  of  S7.3, 
S7.4,  S7.5,  or  S7.6,  except  that  Tables'l 
and  2  of  SAE  J579  DEC84  and  Figures 
15  and  17  shall  not  apply  to  any  such 
vehicle  manufactured  on  and  after 
September  1, 1994,  and  Figures  27,  28, 
15A  and  17A  shall  apply  in  lieu  thereof. 

7.  Paragraph  S7.2(d)  is  added  to  read: 
(d)  Unless  stated  otherwise,  a  tolerance 
of  -f /-  V4  degree  is  permitted  during 
photometric  performance  tests  for  any 
headlamp  or  beam  contributor,  and  the 
test  points  10U-90U  shall  be  measured 
from  the  normally  exposed  surfece  of 
the  lens  face.  The  term  'aiming  plane' 
means  'aiming  reference  plane'  or  an 
appropriate  vertical  plane  defined  by 
the  manufacturer  as  reouired  in  S7.7.1. 

8.  Paragraph  S7.3.2(a)(3)  is  revised  to 
read:  (3)  In  paragraphs  4.5.2  and  5.1.6, 
the  words  "either  Table  2  of  SAE  1579 
DEC84  or  Flgxire  28  of  Motor  Vehicle 
Safety  Standard  No.  108"  are 
substituted  for  "Table  3". 

9.  Paragraph  S7 .3.3(a)  is  revised  to 
read:  (a)  the  requirements  of  paragraphs 
S7.3.2  (a)  through  (c),  except  that  the 
substitutions  for  Table  3  in  paragraph 
S7.3.2(a)(3)  are  either  Table  1  of  SAE 
)S79  DEC84  or  F^ure  27. 

10.  Paragraph  S7.3.4  is  revised  to 
read:  S7.3.4  Type  C  Headlighting 
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System.  A  type  C  headlighting  system 
consists  of  two  Type  ICI  and  two  Type 
2Cl  headlamps  and  associated 
hardware,  whidi  are  designed  to 
confonn  to  the  requirements  of 
paragraph  S7.3.2  (a)  through  (d).  except 
that  the  substitutions  for  Table  3  in 
paragraph  S7.3.2(aK3)  are  either  Table  2 
of  SAE  J579  DEX:84  or  Figure  28. 

11.  Paragraph  S7.3.5(a)  is  revised  to 
read:  (a)  A  Type  D  h«adhghting  system 
consisted  of  two  Type  2Dl  headlamps 
and  associated  hardware,  which  are 
designed  to  confonn  to  the  requirements 
of  paragraph  S7.3.2  (a)  through  (c), 
exc^  that  the  substitutions  for  Table  3 
in  pan^aph  S7. 3.2(a)(3)  are  either 
Table  1  of  SAE  J579  DEC84  or  Figure  27. 

12.  Paragraph  S7.a.6(a)  is  revised  to 
read:  (a)  A  Typ«  E  headlighting  system 
consists  of  two  Type  2E1  headlamps 
and  OTfori**^  haniware.  which  are 
designed  to  conform  to  the  requirements 
of  paragraph  S7.3.2  (aj  through  (c). 
except  that  the  substitutions  for  Table  3 
in  paragraph  S7.3.2(a)(3)  are  either 
Table  1  of  SAE  |579  DEC84  or  Figure  27. 

13.  Para^aphs  S7.3.7{b].  S7.4(a)(l)  (i) 
aod  an  S7.4{aH3).  S7.5(e)(3)  (i)  and  (ii). 
and  SlO  (a)  and  (bi  are  amended  by 
adding  the  words  "or  Figure  ISA"  after 
the  words  "Figure  15". 

14.  In  par^raph  S7.38(b),  the  last 
sentence  is  revised  to  read:  "In 
paragraph  4.5.2.  the  words  'either  Table 
2  of  SAE  )579  DECB4.  or  Figure  28'  are 
substituted  for  the  words  'Table  3' ". 

15.  Paragraph  S7.3.9(a)  is  revised  to 
read:  (a)  Pangraphs  S7.3.8  (a)  through 
(d)  except  that  in  paragraph  S7.3.8(b), 
the  substitutes  for  Table  3  are  Table  1 
of  SAE  J579  DEC84  or  Figure  27. 

16.  Paragraph  S7.4(a)(l)(iii)  is  revised 
to  raMi:  (iii)  Table  2  of  SAE  Standard 
J579  DEC84  or  Figure  28. 

17.  Pkra^aphs  S7.4(a)(2)(i). 
S7.5(e)(2)(i)  (A)  and  (B),  and 
S7^aK2)(ii)  (A)  and  (B)  are  amended  by 
adding  the  words  "or  Figure  17A"  after 
the  words  "Figure  17". 

IB.  Paragraph  S7.4(aK2)(ii)  is 
amended  by  adding  tlw  words  "or 
Figure  27"  after  the  words  "Table  1  of 
SAE  )579  I^C84  ". 

19.  Paragraph  S7.4(d)  is  removed,  and 
paragraphs  S7.4(e),  (f).  (g),  (h).  and  (i) 
are  redesagndted  (d),  (a),  (f).  (g),  and  (h) 
respectively. 

20.  In  paragraph  S7.5(b).  the  phrase 
"paragraphs  (c)  through  (e)  of  this 
section**  is  revised  to  read 
"sxdqtata^aphs  (c)  throu^  (e)  of  this 
parasraph". 

21.  Pa»affa|)h  S7.S(c)  is  revised  to 
read:  ((4  Tk9  loCt  raquiiWDODts  of 
sections  4.1. 4.1.4,  mmI  perfannaaoe 
requirenMMi  ofncUon  S.1.4  of  SAE 
)1383  AFns,  Bsiag  the  pbolonietric 


requirements  specified  in  subparagraphs 
(d)  and  (e)  of  this  para^ph. 

22.  Paragraph  37. 5(a)  is  revised  to 
read:  (dj  For  a  headlamp  equipped  with 
dual  filament  replaceable  light  sources, 
the  following  requirements  apply: 

23.  Paragraphs  S7.5(d)(2).  and 
S7.S(e)(l)  are  amended  by  adding  the 
word  "replaceable"  between  the  words 
"two"  and  "light." 

24.  Paragraph  S7.5(d)(2Ki)(AMl)  is 
revised  to  read:  (1)  The  lower  beam 
requirements  of  Table  1  of  SAE 
Standard  1579  DEC84  if  the  light  sources 
in  the  headlamp  system  are  Type  HBl. 
or  Type  HB5,  or  any  combination  of  the 
two;  or  the  lower  beam  requirements  of 
Table  1  of  SAE  Standard  J579  DEC84  or 
Figure  27  if  the  light  sources  in  the 
headlamp  system  are  any  combination 
of  dual  filament  replaceable  light 
sources  other  than  Type  HB2. 

25.  Paragraph  S7.5(d)(2){i)(A)(2)  is 
revised  to  read:  [2]  The  lower  beam 
requirements  of  Figure  17  or  Figure 
17A,  If  the  light  sources  are  Type  HB2. 
or  any  dual  filament  replaceable  light 
source  other  than  Type  HBl  and  Type 
HB5;or 

26.  Paragraph  S7.5(d)(2)(i)(B)  is 
revised  to  read:  (B)  By  both  light  sources 
in  the  headlamp,  designed  to  conform  to 
the  lower  hoam  requirements  specified 
abov«. 

27.  Paragraph  S7.5(dM2Mu)(AM2)  is 
revised  to  read:  (2)  the  upper  beam 
requirements  of  Figure  17  or  Figure 

17 A.  if  the  light  sources  are  Type  HB2, 
or  any  dual  filament  replaceable  light 
source  other  than  Type  HBl  and  Type 
HB5;or 

28.  Paragraph  S7.5(d)(2)(ii}(B)  is 
revised  to  read:  (B)  By  both  light  sources 
in  the  headlamp,  designed  to  conform  to 
the  upper  beam  requirements  specified 

dDOVO 

29.  Par^aph  S7.5(dK3)  is  amended 
by  adding  the  word  "replaceable" 
between  the  wrords  "sinde"  and  "light." 

30.  Paragraph  S7.5(d)r3)(i)(A)  is 
revised  to  reed:  (A)  The  lower  beam 
requirements  of  Table  1  of  SAE 
Standard  |S79  DEC84  if  the  light  sources 
in  the  headlamp  syelem  are  liype  HBl 
or  Type  HB5  or  any  combination  of  the 
two;  or  the  lower  beam  require  mtaits  of 
Table  1  of  SAE  Standard  J579  DEC84  or 
Figure  27  if  the  light  sources  in  the 
headlamp  system  are  any  combination 
of  dual  filament  light  sources  other  than 
Type  HB2;  or 

31.  Pansraph  S7.S(dX3MiXB)  is 
revised  to  reed:  (B)  Tlw  lower  beam 
requiramants  of  Figure  IS  or  Figure 
ISA,  if  the  Ugfal  eoufoee  are  Type  HB2. 
or  dual  fikmeot  hght  aowooes  other  than 
l^pe  HBl  and  Typis  HB5.  The  lens  of 
each  stidi  headlamp  tbaSi  be  maiied 
with  the  letter  "L". 


32.  Paragraph  S7.5(d)(3)(ii)(A)  U 
revised  to  read:  (A)  The  upper  beam 
requirements  of  Table  1  of  SAE 
Standard  J579  DEC84  if  the  light  sources 
in  the  headlamp  system  are  Type  HBl 
or  Type  HB5  or  any  combination  of  the 
two;  or  the  upper  beam  requiremwits  of 
Table  1  of  SAE  Standard  J579  DEC84  or 
Figure  27  if  the  light  sources  are  any 
combination  of  dual  filament  light 
sources  other  than  Type  HB2;  or 

33.  Paragraph  S7.5(d)(3)(ii)(B)  is 
revised  to  read:  fB)  The  upper  beam 
requirements  of  Figure  15  or  Figure 
15A,  if  the  light  sources  are  Type  HB2. 
or  dual  filament  li^t  sources  other  then 
Type  HBl  and  Type  HB5.  The  lens  of 
each  such  headlamp  ^all  be  marked 
with  Ae  letter  "U". 

34.  Paragraph  S7.5(e)  is  amended  by 
adding  Ju  word  "replaceable"  between 
the  words  "of  and  "light". 

35.  Paragraph  S7.5(eT(2)  is  revised  to 
read:  (2)  The  lower  and  upper  beams  of 
a  headlamp  system  consisting  of  two 
lamps,  eadi  containing  a  combination  of 
two  replaceable  light  sources  (othw  than 
those  combinations  specified  in 
subparagraph  (d)  of  this  paragraph)  shall 
be  provided  only  as  follows: 

36.  Paragraph  S7.5(e)(3)  is  revised  to 
read:  (3)  The  lo%ver  and  upper  beams  of 
a  headlmnp  system  consisting  of  four 
lamps,  using  any  combination  of 
replaceable  light  sources  except  Aose 
specified  in  subparagraph  (d)  of  this 
paragraph,  eadi  lamp  containing  only  a 
single  replaceable  light  source,  shall  be 
provided  only  as  foUows: 

37.  In  paragraph  S7.5(f).  the  {duase 
"paragraphs  (d)  and  (e)  of  this  section" 
is  revised  to  read  "subparagraphs  (d) 
and  (e)  of  diis  paragraph". 

38.  Paiegraph  S7.5{g)  is  revised  to 
read:  (g)  The  lens  of  each  replaceable 
bulb  headlamp  shall  bear  permanent 
marking  in  front  of  each  replaceable 
light  source  with  which  it  is  equipped 
that  states  the  HB  Type,  if  the  li^t 
source  is  designed  to  conform  to 
subparagraphs  (a)  through  (e)  of 
paragraph  S7.7,  or  the  Inilb  marking/ 
designation  provided  in  compliance 
with  Section  vm  of  appendix  A  of  pail 
564.  if  the  light  source  is  designed  to 
conform  to  subpera^aph  (g)  of 
par^aph  S7.7.  No  marking  need  be 
provided  if  the  only  replaceable  light 
source  in  (he  headlamp  is  Type  Iffil, 

39.  Paragraph  S7.7  is  amended  by 
removing  the  words  "Standardized"  and 
"standai^aed.** 

40.  riiiagiii[iti  S7.7(a)  is  amended  by 
adding  the  following  sentemx  at  the  end 
thereof:  (•)•  *  •  A  general  tolerance 
shall  apply  to  PIgvre  S  as  fblkmst  4^- 
0.004  in.  91.10  mm)  to  til  linear 
dimensions  and  1  degrae  00  minuloi  to 
all  ang:ultr  dimensions  except  for 
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referenced  dimensions  and  unless 
otherwise  specified. 

41.  Paragraphs  S7.7  (f).  (g).  (h).  (i).  (j). 
and  (k)  are  removed,  and  new 
paragraphs  S7.7  (f),  (g).  (h),  (i).  (j)  and 
(k)  are  added  to  read: 

(f)  Each  replaceable  light  source 
designed  to  conform  to  subparagraphs 
(a)  through  (e)  of  this  paragraph  shall  be 
marked  with  the  symbol  DOT  and  with 
a  name  or  trademark  in  accordance  with 
S7.2.  In  addition,  the  base  of  each  such 
light  source  shall  be  marked  with  its  HB 
Type  designation. 

(g)  Any  other  replaceable  light  source 
shall  be  designed  to  conform  to  the 
dimensions  and  electrical  specifications 
furnished  with  respect  to  it  pursuant  to 
part  564  of  this  chapter. 

(b)  Each  replaceable  light  source 
designed  to  conform  to  subparagraph  (g) 
of  this  paragraph,  shall  be  marked  with 
the  bulb  marking  designation  specified 
for  such  light  source  in  compliance  with 
Section  VIII  of  Appendix  A  of  part  564 
of  this  chapter,  with  the  symbol  DOT, 
and  with  a  name  or  trademark  in 
accordance  with  S7.2. 

(i)  The  filament  of  a  replaceable  light 
source  shall  be  seasoned  before 
measurement  of  maximum  power  and 
luminous  flux.  Such  measurement  shall 
be  made  with  the  direct  current  test 
voltage  regulated  within  one  quarter  of 
one  percent.  The  test  voltage  shall  be 
design  voltage.  12.8v.  The  measurement 
of  luminous  flux  shall  be  in  accordance 
with  the  Illuminating  Engineering 


Society  of  North  America.  LM— 45;  lES 
Approved  Method  for  Electrical  and 
Photometric  Measurements  of  General 
Service  Incandescent  Filament  Lamps 
(April  1980).  shall  be  made  with  the 
black  cap  installed  on  Type  HBl,  Type 
HB2,  Type  HB4,  and  Type  HB5,  and  on 
any  other  replaceable  light  source  so 
designed,  and  shall  be  made  with  the 
electrical  conductor  and  light  source 
base  shrouded  with  an  opaque  white 
colored  cover,  except  for  the  portion 
normally  located  within  the  interior  of 
the  lamp  housing.  The  measurement  of 
luminous  flux  for  the  Types  HB3  and 
HB4  shall  be  with  the  base  covered  with 
a  white  cover  shown  in  Figures  19-1 
and  20-1.  The  white  covers  are  used  to 
eliminate  the  likelihood  of  incorrect 
lumen  measurement  that  will  occur 
should  the  reflectance  of  the  light 
source  base  and  electrical  connector  be 
low. 

(j)  The  capsule,  lead  wires  and/or 
terminals,  and  seal  on  each  Type  HBl, 
Type  HB3,  Type  HB4,  and  Type  HB5 
light  source,  and  on  any  other 
replaceable  light  source  which  uses  a 
seal,  shall  be  installed  in  a  pressure 
chamber  as  shown  in  Figure  25  so  as  to 
provide  an  airtight  seal.  The  diameter  of 
the  aperture  in  Figure  25  on  a 
replaceable  light  source  designed  to 
conform  to  subparagraph  (e)  of  this 
paragraph  shall  be  that  figure  furnished 
for  such  light  source  in  compliance  with 
section  IV.B  of  appendix  A  of  part  564 


of  this  chapter.  An  airtight  seal  exists 
when  no  air  bubbles  appear  on  the  low 
pressure  (connector)  side  after  the  light 
source  has  been  immersed  in  water  for 
one  minute  while  inserted  in  a 
cylindrical  aperture  specified  for  the 
tight  source,  and  subjected  to  an  air 
pressure  of  70kPa  (10  PS.I.G.)  on  the 
glass  capsule  side. 

(k)  After  the  force  deflection  test 
conducted  in  accordance  with  S9,  the 
permanent  deflection  of  the  glass 
envelope  shall  not  exceed  0.005  in. 
(0.13  mm)  in  the  direction  of  the 
applied-force. 

42.  Paragraph  89  is  retitled 
"Deflection  test  for  replaceable  lig^t 
sources",  and  is  amended  by  adding  the 
following  sentence  at  the  end  thereof: 
S9.  *  *  *  Distance  'A*  for  replaceable 
light  sources  designed  to  conform  to 
paragraph  S7.7(g)  shall  be  the 
dimension  listed  for  its  type  as  specified 
in  part  564  of  this  chapter,  appendix  A. 
section  I.A.I  if  the  light  source  has  a 
lower  beam  filament,  or  as  specified  in 
section  I.B.I  if  the  li^t  source  has  only 
an  upper  beam  filament. 

43.  Figure  26  is  revised  as  indicated 
below. 

44.  Figures  15A,  17A.  27.  and  28  are 
added  as  set  forth  below. 

Issued  on:  January  6, 1993. 
Marion  C  Blakey, 
Administrator. 
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Proposed  Rules 


Foderal  Regiater 

Vol.  58.  No.  7 

Tuesday,  January  12,  1993 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulatiorw.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  maUng  prior  to  the  adoption  oi  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

Agricultural  Stabilization  and 
Conservation  Service 

7  CFR  Part  723 
RIN  0S60-AC81 

National  Marketing  Quotas  for  Rre- 
cured  (Type  21),  Fire-cured  (Types  22 
&  23),  Dark  air-cured  (Types  35  &  36), 
Virginia  Sun-cured  (Type  37),  Cigar- 
filler  (Type  46)  and  Cigar-filler  and 
Cigar-t>inder  (Types  42-44  &  53-55) 
Tobaccos 

AGENCY:  Agricultural  Stabilization  and 
Conservation  Service  (USDA). 
ACTION:  Proposed  rule. 

SUMMARY:  The  Secretary  of  Agriculture 
(the  Secretary)  is  required  by  the 
Agricultural  Adjustment  Act  of  1938 
(the  Act),  as  amended,  to  proclaim  by 
March  1, 1993,  national  marketing 
quotas  for  cigar-filler  (type  46)  and 
cigar-filler  and  binder  (types  42-44  & 
53-55)  tobaccos  for  the  1993-94, 1994- 
95,  and  1995-96  marketing  years  (MY's) 
and  to  determine  and  announce  the 
amounts  of  the  national  marketing 
quotas  for  fire-cured  (type  21),  fire- 
cured  (types  22  &  23),  dark  air-cured 
(types  35  &  36),  Virginia  sun-cured  (type 
37),  and  cigar-filler  (type  46)  cigar-filler 
and  cigar-binder  (types  42-44  &  53-55) 
kinds  of  tobacco  for  the  1993-94 
marketing  year.  The  public  is  invited  to 
submit  written  comments,  views,  and 
recommendations  concerning  the 
determination  of  the  national  marketing 
quotas  for  such  kinds  of  tobacco,  the 
conduct  of  the  referenda,  and  other 
related  matters  which  are  discussed  in 
this  proposed  rule. 

DATES:  Comments  must  be  received  on 
or  before  February  5, 1993,  in  order  to 
be  assured  consideration. 
ADDRESSES:  Send  comments  to  the 
Deputy  Administrator,  Policy  Analysis, 
Agricultural  Stabilization  and 
Conservation  Service  (ASCS),  United 
States  Department  of  Agriculture 
(USDA),  room  3090,  South  Building. 


P.O.  Box  2415.  Washington.  DC  20013- 
2415.  All  written  submissions  will  be 
made  available  for  public  inspection 
from  8:15  a.m.  to  4:45  p.m..  Monday 
through  Friday,  except  holidays,  in 
room  3739,  South  Building,  14th  and 
Independence  Avenue,  SW., 
Washington.  DC. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robert  L.  Tarczy,  Agricultural 
Economist.  Tobacco  and  Peanuts 
Analysis  Division.  ASCS,  room  3739. 
South  Building,  P.O.  Box  2415. 
Washington.  DC  20013-2415,  202-720- 
8839.  The  Preliminary  Regulatory 
Impact  Analysis  describing  the  options 
considered  in  developing  this  proposed 
rule  and  the  impact  of  implementing 
each  option  is  available  on  request  from 
Robert  L.  Tarczy. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  12291  and 
Departmental  Regulation  1512-1 

This  proposed  rule  has  been  reviewed 
under  USDA  procedures  established  to 
implement  Executive  Order  12291  and 
Departmental  Regulation  1512-1  and 
has  been  classified  "not  major."  The 
matters  under  consideration  will  not 
result  in: 

(1)  An  annual  effect  on  the  economy 
of  $100  million  or  more; 

(2)  Major  increases  in  costs  for 
consumers,  individual  industries. 
Federal,  State  or  local  government 
agencies  or  geographic  regions;  or 

(3)  Significant  adverse  eff'ects  on 
competition,  emplo)rment.  investment, 
productivity,  innovation,  the 
environment,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

Executive  Order  12778  . 

This  proposed  rule  has  been  reviewed 
in  accordance  with  Executive  Order 
12778,  Civil  Justice  Reform.  The 
provisions  of  the  proposed  rule  do  not 
preempt  State  laws,  are  not  retroactive, 
and  do  not  involve  administrative 
appeals. 

Federal  Assistance  Program 

The  title  and  number  of  the  Federal 
Assistance  Program,  as  found  in  the 
Catalog  of  Federal  Domestic  Assistance, 
to  which  this  notice  applies  are: 
Commodity  Loans  and  Purchases — 
10.051. 


Regulatory  Flexibility  Act 

It  has  been  determined  that  the 
Regulatory  Flexibility  Act  is  not 
applicable  to  this  proposed  rule  since 
ASCS  is  not  required  by  5  U.S.C  553  or 
any  provision  of  law  to  publish  a  notice 
of  proposed  rulemaking  with  respect  to 
the  subject  matter  of  this  rule. 

Executive  Order  12372 

This  activity  is  not  subject  to  the 
provisions  of  Executive>Order  12372 
which  requires  intergovernmental 
consultation  with  State  and  local 
officials.  See  the  Notice  related  to  7  CFR 
part  3015,  subpart  V,  published  at  48  PR 
29115  (June  24, 1983). 

Paperwork  Reduction  Act 
Requirements 

The  amendments  to  7  CFR  part  723 
set  forth  in  this  proposed  rule  do  not 
contain  any  new  or  revised  information 
collection  requirements  that  require 
clearance  through  the  Office  of 
Management  and  Budget  under  the 
provisions  of  44  U.S.C.  chapter  35.  The 
information  collection  requirements 
contained  in  the  current  regulations  at 
7  CFR  part  723  have  been  approved 
through  August  31,  1995.  by  the  Office 
of  Management  and  Budget  under  the 
provisions  of  44  U.S.C.  Chapter  35.  and 
assigned  OMB  No.  0560-0058.  Public 
reporting  burden  for  these  collections  is 
estimated  to  average  7  minutes  per 
response,  including  the  time  for 
reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information.  Send  comments 
regarding  this  burden  estimate  or  any 
other  aspect  of  the  information 
collection  requirements,  including 
suggestions  for  reducing  the  burden,  to 
the  Department  of  Agriculture, 
Clearance  Officer,  OIRM.  room  404-W. 
Washington,  DC  20250;  and  to  the 
Office  of  Management  and  Budget. 
Paperwork  Reduction  Project  (OMB  No. 
0560-0058),  Washington,  DC  20503. 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

USDA  is  committed  to  carrying  out  its 
statutory  and  regulatory  mandates  in  a 
manner  that  best  serves  the  public 
interest.  Therefore,  where  legal 
discretion  permits.  USDA  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
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minimally  burdensome  and  are  easy  for 
the  public  to  understand,  use  or  comply 
with.  In  short,  USDA  is  committed  to 
issuing  regulations  that  maximize  net 
benefits  to  society  and  minimize  costs 
imposed  by  those  regulations.  This 
principle  is  articulated  in  President 
Bush's  January  28. 1992,  memorandiun 
to  agency  heads,  and  in  Executive 
Orders  12291  and  12498.  USDA  applies 
this  principle  to  the  full  extent  possible, 
consistent  with  law. 

USDA  has  developed  and  reviewed 
this  regulatory  proposal  in  accordance 
with  these  jwinciples.  Nonetheless. 
USDA  believes  that  public  input  from 
all  interested  persons  can  be  invaluable 
to  ensuring  that  the  final  regulatory 
product  is  minimally  burdensome  and 
maximally  efficient.  Therefore,  USDA 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  rule. 

Statutory  BackgrauKi 

Section  312(b)  of  the  Act  provides 
that  the  Secretary  shall  determine  and 
announce,  no  later  than  March  1. 1993. 
with  respect  to  kinds  of  tobacco 
specified  in  this  proposed  rule,  the 
amount  of  the  national  marketing  quota 
which  will  be  in  effect  for  MY  1993  in 
terms  of  the  total  quantity  of  tobacco 
which  may  be  marketed  that  will  allow 
a  supply  of  each  kind  of  tobacco  equal 
to  the  reserve  supply  level. 

Section  312(c)  of  the  Act  provides  that 
the  Secretary  is  required  to  conduct, 
within  30  days  after  proclamation  of 
national  marketing  quotas  for  cigar-filler 
(type  46)  and  cigar-filler  and  cigar- 
binder  (types  42-44  &  53-55)  tobaccos, 
referenda  of  fanners  engaged  in  the  1992 
production  of  each  kind  of  tobacco 
(1988  in  the  case  of  cigar-filler  (type  46)) 
to  determine  whether  they  favor  or 
oppose  marketing  quotas  for  MY's  1993, 
1994,  and  1995.  Producers  of  cigar-filler 
(type  46)  tobacco  disapproved 
marketing  quotas  for  the  1992-94  years 
in  March  of  1992  (57  FR  47448). 
However,  since  that  disapproval  was  the 
first  such  disapproval  since  1952, 
marketing  quotas  must  be  proclaimed 
for  the  1993-95  period.  For  cigar-filler 
and  binder  (types  42-44  4  53-55) 
tobacco,  MY  1992  is  the  last  year  of  the 
three  consecutive  MY's  for  which 
marketing  quotas  previously  proclaimed 
will  be  in  effect. 

If  more  than  one-third  of  the  farmers 
voting  in  a  referendum  for  a  kind  of 
tobacco  oppose  the  quotas,  the  results 


shall  be  proclaimed  by  the  Secretary 
and  the  national  marketing  quotas  so 
proclaimed  shall  not  become  effective, 
but  the  results  shall  in  no  way  affect  or 
limit  the  subsequent  proclamation  and 
submission  to  a  referendum  of  national 
marketing  quota  as  otherwise  authorized 
in  section  312. 

Section  313(g)  of  the  Act  authorizes 
the  Secretary  to  convert  the  national 
marketing  quota  into  a  national  acreage 
allotment  by  dividing  the  national 
marketing  quota  by  the  national  average 
yield  for  the  5  years  immediately 
preceding  the  year  in  which  the  national 
marketing  quota  is  proclaimed.  In 
addition,  the  Secretary  is  authorized  to 
apportion,  through  coimty  committees, 
the  national  acreage  allotment  to 
tobacco  producing  farms,  less  a  reserve 
not  to  exceed  1  percent  thereof  for  new 
farms,  to  make  corrections  and  adjust 
inequities  in  old  farm  allotments, 
through  the  national  factor.  The  national 
factor  is  determined  by  dividing  the 
preliminary  quota  (the  sum  of  quotas  for 
old  farms)  into  the  quota  determined  for 
the  MY  in  question  (less  the  reserve). 

Procedures  will  continue  unchanged 
for  (1)  converting  marketing  quotas  into 
acreage  allotments;  (2)  apportioning 
allotments  among  old  farms;  3) 
apportioning  reserves  for  use  in  (a) 
establishing  allotments  for  new  farms, 
and  (b)  making  corrections  and 
adjusting  inequities  in  old  farm 
allotments;  and  (4)  holding  referenda. 

Proposed  Rule 

This  rule  proposes  to  amend  7  CFR 
part  723.  subpart  A  to  include  1993-crop 
national  marketing  quotas  for  fire-cured 
(type  21).  fire-cured  (types  22  k  23), 
dark  air-cured  (types  35  ft  36).  Virginia 
sun-cured  (type  37).  cigar-filler  (type 
46),  and  cigar-filler  and  cigar-binder 
(types  42-44  ft  53-55)  tobaccos.  These 
six  kinds  of  tobacco  account  for  about 
3  percent  of  total  U.S.  tobacco 
production.  Accordingly,  comments  are 
requested  concerning  the  establishment 
of  the  national  marketing  quotas  for  the 
following: 

(1)  Fire-Cured  (Type  21)  Tobacco 

The  1993-crop  national  marketing 
quota  for  fire-cured  (type  21)  tobacco 
will  range  from  2.5  to  3.0  million 
pounds.  This  range  reflects  the 
assumption  that  &e  national  acreage 
factor  will  range  from  0.9  to  1.00. 

(2)  Fire  Cured  (Types  22  &■  23)  Tobacco 

The  1993-crop  national  marketing 
quota  for  fire-cured  (types  22  ft  23) 
tobacco  will  range  fitim  32  to  38  million 
pounds.  This  range  reflects  the 
assumption  that  die  national  acreage 
factor  will  range  from  0.95  to  1.05. 


(3)  Dark  Air-Cured  (Types  35  S-  36) 
Tobacco 

The  1993-crop  national  marketing 
quota  for  dark  air-cured  (types  35  ft  36) 
tobacco  will  range  from  9.5  to  12 
million  pounds.  This  range  reflects  the 
assumption  that  the  national  acreage 
factor  will  range  firom  0.90  to  1.00. 

(4)  Virginia  Sun-Cured  (Type  37) 
Tobacco 

The  1993-crop  national  marketing 
quota  for  Virginia  sim-cured  (type  37) 
tobacco  will  range  from  140.000  to 
157,000  pounds.  This  range  reflects  the 
assumption  that  the  national  acreage 
factor  will  range  from  0.90  to  1.00. 

(5)  Cigar-Filler  (Type  46)  Tobacco 

The  1993-crop  national  marketing 
quota  for  cigar-filler  (type  46)  tobacco 
will  be  zero. 

Accordingly,  the  national  acreage 
factor  vtrill  be  zero. 

(6)  Cigar-Filler  and  Cigar-Binder  (Types 
42-44  Sr  53-55)  Toboccos 

The  1993-crop  national  marketing 
quota  for  dgar-filler  and  cigar-binder 
(types  42-44  ft  53-55)  tobaccos  will 
range  from  19  to  21  million  pounds. 
This  range  reflects  the  assumption  that 
the  national  adfeage  factor  will  range 
from  0.90  to  1.00. 

List  of  SubiecU  in  7  CFR  Part  723 

Acreege  allotments,  Marketing  quotas. 
Penalties,  Reporting  and  recordkeeping 
requirements,  Tobacco. 

Accordingly,  it  is  proposed  that  7  CFR 
part  723.  subpart  A  be  amended  as 
follows: 

PART  72J-TOBACCO 

1.  The  authority  citation  for  7  CFR 
part  723  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1301. 1311-1314, 
1314-1. 1314c,  1314d,  1314f,  1314h,  1315, 
1316. 1363. 1372-75. 1377-1379, 1421. 
1445-1,  and  1445-2. 

2.  Sections  723.107-112,  723.118- 
119,  and  723.121  are  added  and 
reserved  and  §§  723.113-117,  and 
723.120  are  added  to  read  as  follows: 

§723,107-112    [Reserved] 

f  723.1 13    Rre-cured  (type  21)  tobacco. 

The  1993-crop  national  marketing 
quota  will  range  from  2.5  to  3.0  million 
pounds. 

1723.114    Rre-cured  (type*  22  ft  23) 

tdMCCOS. 

The  1993-crop  national  marketing 
quota  will  range  frrtm  32  to  38  million 
pounds. 
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§723.115    Dark  air-cured  (type*  35  &  36) 
tobacco. 

The  1993-crop  national  marketing 
quota  will  range  from  9.5  to  12  million 
pounds. 

§723.116    Sun-cured  (type  37)  tobacco. 

The  1993-crop  national  marketing 
quota  will  range  from  140,000  to 
157.000  pounds. 

§  723.1 1 7    Clgar-Tiller  and  cigar-binder 
(types  42-44  ft  53-55)  tobacco. 

The  1993-crop  national  marketing 
quota  will  range  from  19  to  21  million 
pounds. 

§723.118-119    [Reserved] 

§723.120    agar-filler  (type  46)  tobacco. 
The  1993-crop  national  marketing 
quota  will  be  0.0. 

§723.121    [Reserved] 

Signed  at  Washington.  DC,  January  6, 1993. 
John  A.  Stevenson, 
Acting  Administrator,  Agricultural 
Stabilization  and  Ckinservation  Service. 
|FR  Doc.  93-571  Filed  1-11-93;  8:45  ami 
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7  CFR  Part  781 
RIN0560-AD06 

Amendment  to  the  Regulations  For  the 
Agricultural  Foreign  Investment 
Disclosure  Act  of  1978  Regarding  Land 
Used  For  Forestry  Production. 

AGENCY:  Agricultural  Stabilization  and 

Conservation  Service.  USDA. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  purpose  of  this  proposed 
rule  is  to  amend,  for  clarification,  the 
definition  of  agricultural  land  as  it 
pertains  to  the  reporting  requirements 
for  the  disclosure  of  foreign  investment 
in  land  used  for  forestry  production 
under  the  authority  of  the  Agricultural 
Foreign  Investment  Disclosure  Act  of 
1978  (The  Act).  The  Department  has    . 
reviewed  the  regulations  pertaining  to 
the  Act  and  has  determined  to  clarify  a 
possible  ambiguity  concerning  the  fact 
that  its  interpretation  of  land  used  for 
forestry  production  is  not  presently  in 
the  definition  of  agricultural  land.  The 
primary  impact  of  this  action  will  be  to 
provide  for  public  comments  with  an 
opportunity  to  clarify  and  publish  a 
revised  definition  of  agricultural  land  as 
it  relates  to  land  used  for  forestry 
production.  This  action  will  reduce 
confusion  regarding  the  reporting  of 
foreign  investment  in  agricultural  land. 
DATES:  Comments  must  be  received  on 
or  before  February  11. 1993  in  order  to 
be  assured  of  consideration. 


ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments 
concerning  this  notice  of  proposed 
rulemaking.  Comments  should  be 
addressed  to  William  A.  Brown, 
Emergency  Operations  and  Livestock 
Programs  Division,  Agricultural 
Stabilization  and  Ckinservation  Service 
(ASCS).  United  States  Department  of 
Agriculture  (USDA),  room  4095  South 
Building.  P.O.  Box  2415,  Washington, 
DC  20013-2415.  All  written 
submissions  made  pursuant  to  this  rule 
will  be  made  available  for  public 
inspection  in  room  4089  South 
Building.  USDA,  between  the  hours  of 
8:15  a.m.  and  4:45  p.m.,  Monday 
through  Friday,  except  holidays. 
FOR  FURTHER  INFORMATION  CONTACT: 
William  A.  Brown,  Emergency 
Operations  and  Livestock  Programs 
Division.  ASCS,  USDA,  room  4095 
South  Building,  P.O.  Box  2415, 
Washington,  DC  20013-2415,  telephone 
202-720-6833. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  present  definition  of  agricultural 
land  at  7  CFR  781.2(b)  includes 
"forestry"  production.  ASCS  has 
interpreted  that  term  based  on  the 
definition  of  forest  land  used  by  USDA's 
Forest  Service  definition  in  An  Analysis 
of  Land  Base  Situation  in  the  United 
States:  1989-2040,  CJeneral  Technical 
Report  RM-181.  This  proposed  rule 
incorporates  the  Forest  Service's 
definition  of  forest  land  as  part  of  the 
definition  of  agricultural  land  as  it 
pertains  to  land  used  for  forestry 
production. 

The  definition  of  land  used  for 
forestry  production  covers  all  stages  of 
growing  trees,  with  a  minimum  of  10 
percent  stockage  by  trees  of  any  size,  to 
qualify  for  reporting  purposes  as  it 
pertains  to  AFIDA. 

This  proposed  rule  also  amends  the 
definition  of  agricultural  land  by 
referring  to  the  1987  edition  of  the 
Standard  Industrial  Classification 
Manual  instead  of  the  1972  edition. 

It  is  intended  that  this  proposed  rule 
will  provide  the  public  with  a  better 
understanding  of  the  terra  agricultural 
land  as  it  pertains  to  land  used  for 
forestry  production. 

Written  comments  are  solicited 
regarding  the  above-mentioned 
definition  of  land  used  for  forestry 
production  as  part  of  the  definition  of 
agricultural  land  in  the  disclosure  of 
foreign  investment  under  the  Act. 

TWs  proposed  rule  has  been  reviewed 
under  USDA  procedures  established  in 
accordance  with  Executive  Order  12291 
and  Departmental  Regulation  No.  1512- 


1  and  has  been  designated  as  "non- 
major."  It  has  been  determined  that  this 
rule  will  not  result  in: 

(1)  An  annual  effect  on  the  economy 
of  $100  million  or  more: 

(2)  A  major  increase  in  costs  or  prices 
for  consimiers,  individual  industries. 
Federal.  State  or  local  governments  or 
geographical  regions;  or 

(3)  Significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  the  ability 
of  United  States-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  export  markets. 

This  proposed  rule  has  been  reviewed 
in  accordance  with  Executive  Order 
12778,  Civil  Justice  Reform.  The 
provisions  of  the  proposed  rule  do  not 
preempt  State  laws,  are  not  retroactive, 
and  do  not  involve  administrative 
appeals. 

The  program  is  not  subject  to  the 
provisions  of  Executive  Order  12372, 
which  requires  intergovernmental 

consultation  with  State  and  local     

officials.  See  the  notice  related  to  7  CFR 
part  3015,  subpart  V,  published  at  48  PR 
29115  (June  24. 1983). 

This  proposed  rule  has  also  been 
reviewed  with  regard  to  the 
requirements  of  the  Regulatory 
Flexibility  Act  (Pub.  L.  9&-354). 
Pxirsuant  to  that  review,  Keith  Bjerke, 
Administrator,  ASCS,  has  certified  that 
this  proposed  rule  does  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
because  the  rule  merely  requires  reports 
to  be  filed  by  foreign  persons  owning 
U.S.  agricultural  land.  The  proposed 
rule  would  only  impact  a  small  percent 
of  foreign  investors  owning  land  used 
for  forestry  production  allowing  clearer 
and  less  burdensome  reporting 
regulations  to  be  followed  in  the 
reporting  process. 

This  proposed  rule  contains  no 
information  collection  or  recordkeeping 
requirements  that  require  clearance  by 
the  Office  of  Management  and  Budget 
under  the  provisions  of  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq ). 

It  has  been  determined  by  an 
environmental  evaluation  that  this 
action  will  not  have  a  significant  impact 
on  the  quality  of  the  human 
environment.  Therefore,  neither  an 
Environmental  Assessment  nor  an 
Environmental  Impact  Statement  is 
needed. 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

USDA  is  committed  to  carrying  out  its 
statutory  and  regulatory  mandates  in  a 
manner  that  best  serves  the  public 
interest.  Therefore,  where  legal 
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discretion  permits.  USDA  actively  Meks 
to  promul^te  ragulatioos  that  promote 
economic  growth,  create  )obc.  are 
minimally  burdensome,  ud  are  easy  for 
the  public  to  understand,  use  or  comply 
mth.  In  short,  USOA  is  committed  to 
issuing  regulations  that  maximize  net 
benefits  to  society  and  minimize  costs 
imposed  by  those  regulations.  This 
principle  is  articulated  in  the 
President's  January  28, 1992. 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12496. 
USDA  apphes  this  principle  to  the  full 
extent  possible,  consistent  with  law. 

U^A  has  developed  and  reviewed 
this  regulatory  proposal  in  accordance 
with  these  principles.  Nonetheless, 
USDA  believes  that  public  input  from 
all  interested  persons  can  be  invaluable 
to  ensuring  that  the  final  regulatory 
product  is  minimally  burdensome  and 
maximally  efficient.  Therefore,  USDA 
specifically  aeeka  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternatives  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  ahematives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 

List  oi  Subjects  in  7  CFR  Part  781 

Administrative  practice  and 
procedure,  Agriculture.  Foreign 
investment  in  the  United  States, 
Penalties.  Reporting  and  recordkeeping 
reouirements. 

Accordingly,  it  is  proposed  that  7  CFR 
part  781  be  amended  as  follows: 

PART  781-^SCLOSURE  OF 
FOREIGN  INVESTMENT  IN 
AGRICULTURAL  LAND 

1.  The  authority  citation  for  7  CFR 
part  781  continues  to  read  as  follows: 

Authority:  Sec.  1-10,  92  Stat.  1266  (7 
use  3501  et seq.). 

2.  §  781.2(b)  is  revised  to  read  as 
follows: 

S781.2    DeflnWona. 

•        •         •         •        • 

(b)  Agricultural  land.  Agricultural 
land  means  land  in  the  United  States 
used  for  forestry  production  and  land  in 
the  United  States  ciurently  used  for,  or, 
if  currently  idle,  land  last  used  within 
the  past  five  years,  for  fanning, 
ranching,  or  timber  production,  except 
land  not  exceeding  ten  acres  in  the 
aggregate  if  the  annual  gross  receipts 
from  the  sale  of  the  {arm,  ranch,  or 
timber  products  produced  thereon  do 
not  exceed  Sl^XMX  Fanning,  ranching, 
or  timber  production  includes,  but  is 
not  limited  to  activitias  set  forth  in  tha 


Standard  buhntrid  ChasificatiaB 
Manual  (1967).  Dhnsfon  A.  exdosiva  of 
industry  nundwrs  0711-0783,  0851.  and 
0912-0919  whidi  cover  animal 
trapping,  game  managemmit,  hunting 
carried  on  aa  a  business  enterprise, 
trapping  carried  on  as  a  business 
enterprise  and  wildlife  managemenL 
Land  used  for  forestry  production 
means  land  at  least  10  percent  stocked 
by  foreet  treea  of  any  size,  including 
land  that  formerly  had  such  tree  covor 
and  that  will  be  naturally  or  artificially 
regenerated.  Land  used  for  forestry 
production  includes  transition  zones. 
such  as  areas  between  heavily  forested 
and  nonforested  lands  that  are  at  least 
10  percent  stocked  with  forest  trees,  and 
forest  areas  adjacent  to  urban  and  built- 
up  lands.  Also  included  are  pinyon- 
juniper  and  chaparral  areas  in  the  West, 
and  afforested  areas.  The  minimum  area 
for  classification  of  land  used  for 
forestry  production  is  10  acres. 
Roadside,  streamside,  and  shelterbelt 
strips  of  timber  must  have  a  minimum 
crown  width  of  120  feet  to  qualify  as 
land  used  for  forestry  production. 
Unimproved  roads  and  trails,  streams, 
and  clearings  in  forest  areas  are 
classified  as  land  used  for  forestry 
production  if  less  than  120  feet  in 
width. 


Signed  at  Washington,  DC  oa  January  5, 
1993. 
fohn  A.  StevaaoB. 

Acting  Administrator,  Agricultural 
Stabilization  and  Conservation  Service. 

[FR  Doc.  93-568  Filed  1-11-93;  8:45  am] 
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FARM  CREOrr  ADMINISTRATION 

12  CFR  Part  620 
RIN  3052-AB40 

Discioaura  to  SharahoMera 

AGENCY:  Farm  Credit  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Farm  Credit 
Administration  (FCA)  proposes  to 
amend  §  620.2(b)(3),  which  requires,  in 
part,  that  quarterly  reports  filed  with  the 
FCA  under  part  620  he  certified  by  each 
member  of  the  board  of  directors  (board) 
of  filing  Fann  Credit  System  (FCS) 
institutions.  Under  the  proposed 
regulations,  at  least  one  of  the  following 
directors  of  the  board  of  a  filing 
institution  would  be  required  to  certify 
quarterly  reports  on  behalf  of  the  entire 
board:  (1)  The  chairperson  of  the  board; 
(2)  the  chairperson  of  the  audit 
committee;  or  (3)  a  director  designated 
by  tha  chairperson  of  the  board.  Other 


board  members  of  the  institution  would 
no  longer  be  required  to  sign  quarterly 
reports,  tmless  such  directors  elect 
otberwisa. 

DATES:  Written  comments  must  be 
received  on  or  before  February  11, 1993. 
ADDRESSES:  Comments  must  be 
submitted  in  writing  (in  triplicate)  to 
Patricia  W.  DiMuzio,  Division  Director, 
Regulation  Development  Division, 
Office  of  Examinatian.  Farm  Credit 
Administration.  McLean,  Virginia 
22102-5090.  Copies  of  all 
communications  received  will  be 
available  for  examination  by  interested 
parties  in  the  Regulation  Development 
Division,  Farm  Qedrt  Administration. 
FOR  FURTHER  MFORMATXM  CONTACT: 
Tong-Ching  Chang.  Staff  Accountant, 
Technical  and  Operations  Division, 
Office  of  Examination.  Farm  Credit 
Administration,  McLean,  Virginia 
22102-5090,  (703)  885-4483,  TDD 
(703)  883-4444, 
or 
William  L  Larsen,  Senior  Attorney. 
Regulatory  Operations  Division. 
Office  of  General  Coimsel,  Farm 
Credit  Administration,  McLean, 
Virginia  22102-5090,  (703)  883-4020. 
TDD  (703)  883-4444. 
StiPPlfMENTARY  INFORMATION:  In 
connection  with  amendments  to  part 
620.  Disclosure  to  Shareholders, 
undertaken  to  implement  the  1987 
amendments  (Pub.  L.  100-233)  to  the 
Farm  Credit  Act  of  1971  (1971  Act).  12 
U.S.C.  2001  et  seq.,  the  FCA  amended 
§  620.2(b)(3)  to  require  each  member  of 
the  board  of  an  FCS  institution  to  certify 
quarteriy  reports  filed  with  the  FCA 
within  45  days  after  the  end  of  each 
reporting  quarter.  See  56  FR  29412  (June 
27, 1991).  After  the  amended 
regulations  became  effective  on 
September  10, 1991,  the  FCA  received 
letters  from  several  FCS  institutions 
indicating  that  requiring  directors  to 
certify  quarterly  reports  is  burdensome 
and  creates  a  logistical  problem  for  their 
quarterly  report  filings.  The  institutions 
stated  that,  due  to  the  frequency  and 
timing  of  their  board  meetings  and  the 
geographic  dispersion  of  board 
members,  directors  cannot  certify 
quarterly  reports  in  time  to  file  the 
reports  by  the  due  dates  required  by  the 
regulations. 

To  address  these  logistical  and  timing 
problems  in  r^rtificdlion  of  quarterly 
refmrts,  the  FCA  proposes  to  revise 
§  620.2(b)(3)  expanding  the  options 
available  to  institutions  for  compliance 
with  quarterly  report  director 
certification  requirements.  The 
proposed  amendment  would  require 
quarteriy  reports  filed  with  the  FCA  to 
be  certified  by,  at  a  minimum,  one  of  the 


institutions 
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following  directors  on  bdialf  of  the 
entire  bcMrd  of  the  filing  institution:  (1) 
The  chairperson  of  the  bowd;  (2)  the 
chairperstm  of  the  audit  ccunmittee:  or 
(3)  a  board  member  designated  by  the 
chairperson  of  the  board.  Other 
directors  of  the  filing  institution  would 
no  longer  be  required  to  sign  quartwly 
reports  filed  with  the  FCA. 

Under  proposed  §620.2(b)(3)(i). 
individual  directors  may  continue  to 
certify  quarterly  reports  if  they  so 
choose,  or,  by  formal  board  action,  they 
may  delegate  the  obligation  of  certifying 
quarterly  reports  to  one  or  more 
directors.  After  formal  board  action 
authorizing  the  designation,  the 
designated  signing  directors)  may 
certify  quarterly  reports  on  behalf  of  the 
nonsigning  members  of  the  board.  This 
could  eliminate  the  need  for  each 
director  to  certify  quarterly  reports. 

The  FXIA  continues  to  believe  that  a 
requirement  for  directors'  certification 
of  quarterly  reports  is  appropriate 
because  it  provides  a  mechanism  to 
ensure  that  board  members  are  regularly 
involved  in  their  institution's  operations 
and  are  monitoring  its  performance. 
Certification  helps  ensure  that  directors 
maintain  the  level  of  awareness  of  the 
institution's  activities  and  financial 
condition  needed  to  carry  out  the  board 
members'  fiduciary  responsibility  as 
directors.  While  the  board  may  delegate 
day-to-day  operations  to  management,  it 
remains  responsible  for  ensuring  that 
the  institution  operates  within  the 
board's  prescribed  policies,  in 
compliance  with  applicable  laws  and 
regulations,  and  in  a  safe  and  sound 
manner.  The  delegation  does  not  relieve 
directors  of  the  need  to  be  informed 
about  their  institution's  activities  and 
financial  condition. 

Since  directors  are  accountable,  to  the 
best  of  their  knowledge  and  belief,  for 
the  institution's  affairs,  whether 
directors  certify  the  institution's 
periodic  reports  or  not  does  not  affect 
directors'  responsibility  as  it  exists 
under  applicable  laws  and  regulations. 
Accordingly,  the  boards  of  FCS 
institutions  should  have  policies  in 
place  to  ensure  timely  review  by  all 
directors  prior  to  filing  periodic  reports. 
Within  this  framework  of  director 
responsibility,  the  proposed  rule  should 
alleviate  the  regulatory  burden  of  FCS 
institutions  and  their  directors  without 
compromising  the  regulatory  concern 
regarding  directors'  accountability 
embodied  in  the  requirement  of 
§  620.2(b)(3). 

List  of  Subiects  in  12  CFR  Part  620 

Accountmg,  Agriculture,  Banks, 
banking.  Organization  and  functions 
^Government  agencies),  Oedit. 


Reporting  and  recordkeeping 
requirements.  Rural  areas. 

For  the  reasons  stated  in  the 
preamble,  part  620  of  chapter  VI.  title  12 
of  the  Code  of  Fedwal  Regulations  is 
proposed  to  be  amended  to  read  as 
follows: 

PART  620— DISCLOSURE  TO 
SHAREHOLDERS 

1.  The  authority  citation  for  part  620 
is  revised  to  read  as  follows: 

Authority:  Sees.  5.17, 5.19, 8.11  of  the 
Farm  Credit  Act;  12  U.S.C.  2252,  2254, 
2279aa-ll:  lec  424  of  Pub.  L.  100-233, 101 
Stat.  1566. 1656. 

Subpart  A— General 

2.  Section  620.2  is  amended  by 
revising  paragraph  (b)(3)  to  read  as 
follows: 

§620.2    Preparing  and  fWng  iha  rsporta. 

•        *        •        •        • 

(b)*  •  • 

(3)(i)  For  each  quarterly  report  filed 
under  this  section,  each  member  of  the 
board  or,  at  a  minimum,  one  of  the 
following  board  members  formally 
designated  by  action  of  the  board  to 
certify  quarterly  reports  on  behalf  of 
individual  board  members:  The 
chairperson  of  the  board;  the 
chairperson  of  the  audit  committee;  or 
a  board  member  designated  by  the 
chairperson  of  the  board. 

(ii)  For  all  other  reports,  each  member 
of  the  board. 

Dated:  January  6, 1993. 
Curtis  M.  Andenoa. 

Secretary,  Farm  Credit  Administration  Board. 
(PR  Doc  93-553  Filed  1-11-93;  »:45  am] 
BILUNG  CODE  tnS-et-M 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Adminiatration 

14  CFR  Part  39 

[Docket  No.  91-4M»-121-A0] 

Alrworthlnaaa  Diractivaa;  Fokfcar 
Model  F28  Maili  1000, 2000, 3000.  and 
4000  Seriaa  Airplanes 

AGENCY:  Federal  Aviation 

Administration,  DOT. 

action:  Notice  of  proposed  rulemaking 

(NPRM). 

SUMMARY:  This  document  proposes  the 

supersedure  of  an  existing  airworthiness 

directive  (AD),  applicable  to  all  Fokker 

F28  Mark  1000,  2000,  3000,  and  4000 

series  airplanes,  that  currently  requires 

supplemental  structural  inspections  to 


detect  fiatigue  cracks,  and  r^air  or 
replacement,  as  neoessaiy,  to  ensure 
continued  airworthiness.  This  action 
would  continue  to  require  the  same 
inspections,  but  would  add  or  revise 
certain  significant  structural  items  for 
which  inspection  is  necessary.  This 
proposal  is  prompted  by  a  structural  re- 
evaluation  by  the  manufeKrturer  which 
identified  additional  stnictural  elements 
where  fotigue  damage  is  likely  to  occur. 
The  actions  specified  by  the  proposed 
AD  are  intended  to  prevent  reduced 
structural  integrity  of  these  airplanes. 
DATIS:  Comments  must  be  received  by 
March  9, 1993. 

AOORCSSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA).  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  91-NM- 
121-AD,  1601  Und  Avenue,  SW.. 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9  a.m.  and  3  p.m.. 
Monday  through  Friday,  except  Federal 
holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Fokker  Aircraft  USA.  hic  1199  North 
Fairfax  Street.  Alexandria,  Virginia 
22314.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW..  Renton.  Washington. 
FOR  FURTHER  MFORMATKM  CONTACT:  Mr. 
Mark  Quam,  Aerospace  Engineer, 
Standardization  Branch.  ANM-113. 
FAA.  Transport  Airplane  Directorate. 
1601  Lind  Avenue,  SW..  Renton, 
Washington  98055-4056;  telephone 
(206)  227-2145;  fax  (206)  227-1320. 

SUPPLEMENTARY  MFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  sudi 
written  data,  viewrs,  or  arguments  as 
they  may  desire.  Commimications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  j)ersons.  A  report 
summarizing  each  FAA-pubUc  contact 
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concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 


Comtnenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  91-NM-121-AD.'  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  oy  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
91-NM-121-AD,  1601  Lind  Avenue. 
SW.,  Renton,  Washington  98055-4056. 

Discussion 

On  December  19, 1989,  the  FAA 
issued  AD  89-07-16  Rl,  Amendment 
39-6444  (55  FR  266,  January  4. 1990), 
which  is  applicable  to  all  Fokker  Model 
F28  Mark  1000,  2000,  3000,  and  4000 
series  airplanes.  That  AD  requires 
operators  to  incorporate  into  their  FAA- 
approved  Maintenance  bispection 
Program  the  items  defined  in  the  Fokker 
Structural  Integrity  Program  (SIP) 
Document  No.  28438,  Part  I,  including 
revisions  up  through  November  1, 1988. 
That  action  was  prompted  by  a 
structural  re-evaluation  conducted  by 
the  manufactiuer,  which  identified 
certain  significant  structural 
components  where  fatigue  damage  is 
likely  to  occur.  The  requirements  of  that 
AD  are  intended  to  prevent  reduced 
structural  integrity  of  these  airplanes. 

Since  the  issuance  of  that  AD,  Fokker 
has  issued  SIP  Document  No.  28438, 
Part  I,  including  revisions  up  through 
October  15, 1992,  to  add  or  revise 
various  items  for  inspection,  repair,  or 
replacement.  These  additional  or 
revised  items  were  included  as  a  result 
of  (1)  fatigue  analysis  and  tests,  (2) 
service  experience,  (3)  follow-up  action 
to  an  AD  that  required  a  one-time 
inspection  and  report  of  findings  to  the 
manufacturer,  and  (4)  in  some  cases,  an 
interim  repair.  The 
Ri)ksluchtvaartdienst  (RLD),  which  is 
the  airworthiness  authority  for  the 
Netherlands,  classified  the  revised  SIP 
document  as  mandatory  and  issued 
Netherlands  Airworthiness  Directive 
BLA  No.  82-026  in  order  to  assure  the 
continued  airworthiness  of  these 
airplanes  in  the  Netherlands. 

This  airplane  model  is  manufactured 
in  Netherlands  and  is  type  certificated 
for  operation  in  the  United  States  under 
the  provisions  of  Section  21.29  of  the 
Federal  Aviation  Regulations  and  the 
apphcable  bilateral  airworthiness 


agreement.  Pursuant  to  this  bilateral 
airworthiness  agreement,  the  RLD  has 
kept  the  FAA  informed  of  the  situation 
described  above.  The  FAA  has 
examined  the  findings  of  the  RLD, 
reviewed  all  available  information,  and 
determined  that  AD  action  is  necessary 
for  products  of  this  type  design  that  are 
certificated  for  operation  in  the  United 
States. 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  airplanes  of  the  same 
type  design  register»d  in  the  United 
States,  Uie  proposed  AD  would 
supersede  AD  89-07-16  Rl  to  require 
incorporation  of  the  latest  revisions  of 
Fokker  SIP  Document  No.  28438,  Part  I, 
revised  up  through  October  15, 1992, 
into  the  FAA-approved  maintenance 
program.  The  continuing  inspections, 
repair,  and  replacement  would  be 
required  to  be  accomplished  in 
accordance  with  this  latest  revision  of 
the  service  document. 

This  proposal  also  revises  the  existing 
AD  to  allow  repairs  to  be  accomplished 
in  accordance  with  other  data  meeting 
the  certification  basis  of  the  airplane 
which  is  approved  by  the  FAA  or  by  the 
RLD. 

The  FAA  estimates  that  40  airplanes 
of  U.S.  registry  would  be  affected  by  this 
proposed  AD.  Implementation  of  the 
inspections,  repairs,  or  replacements 
specified  in  the  revisions  to  the  SIP 
document  into  an  operator's 
maintenance  program  is  estimated  to 
require  approximately  605  work  hours 
(including  removal,  inspection,  and 
installation  work  hours)  per  airplane  per 
year,  at  an  average  labor  rate  of  $55  per 
work  hour.  Based  on  these  figures,  the 
total  cost  impact  of  the  proposed  AD  on 
U.S.  operators  is  estimated  to  be 
$1,331,000,  or  $33,275  per  airplane,  for 
the  first  year  and  annually  thereafter. 
This  total  cost  figure  assiunes  that  no 
operator  has  yet  accomplished  the 
proposed  requirements  of  this  AD 
action. 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above.  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  "major  rule"  under  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  the  DOT  Regulatory  Policies 
and  Procedures  (44  FR  11034.  February 


26. 1979);  and  (3)  if  promulgated,  will 
not  have  a  significant  economic  impact, 
positive  or  negative,  tea  a  substantial 
niwiber  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 
A  copy  of  the  draft  regulatory  evaluation 
prepared  for  this  action  is  contained  in 
the  Rules  Docket.  A  copv  of  it  may  be 
obtained  by  contacting  the  Rules  Docket 
at  the  location  provided  tmder  the 
caption  "A00RES8C8". 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft.  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1354(a),  1421 
and  1423;  49  U.S.C  106(g];  and  14  CFR 
11.89. 

139.13    [Amended] 

2.  Section  39.13  is  amended  by 
removing  amendment  39-6444  (55  FR 
266,  January  4, 1990),  and  by  adding  a 
new  airworthiness  directive  (AD),  to 
read  as  follows: 

Fokker  Docket  91^^M-121-AD.  Supersedes 
AD  89-07-16  Rl,  Amendment  39-6444. 

Applicability:  AU  Model  F28  Mark  1000, 
2000,  3000  and  4000  aeries  airplanes, 
certificated  in  any  category. 

Compliance:  Required  as  Indicated,  unless 
accomplished  previously. 

To  prevent  reduced  structviral  integrity  of 
these  airplanes,  accomplish  the  following: 

(a)  WiUiln  six  months  after  Febiuaiy  5, 
1990  (the  efilBctive  date  of  Amendment  39- 
6444,  AD  89-07-16  Rl),  incorporate  into  the 
FAA-approved  mainteoance  program  the 
inspections,  inspection  intervals,  repairs,  or 
replacements  defined  in  the  Fokker 
Structural  Inspection  Program  (SIP) 
Document  Na  28438,  Part  I,  including 
revisions  up  through  November  1, 1988;  and 
inspect,  repair,  and  replace,  as  applicable. 
The  non-destructive  inspection  techniques 
referenced  in  this  document  provide 
acceptable  methods  for  accomplishing  the 
inspections  required  by  this  AD.  Inspection 
results,  where  a  crack  is  detected,  must  be 
repented  to  Fokker,  in  accordance  with  the 
instructions  of  the  SIP  document 
Information  collection  requirements 
contained  in  this  regulation  have  been 
approved  by  the  Office  of  Management  and 
Budget  (OMB)  under  the  provisions  of  the 
Paperwcvk  Reduction  Act  of  1980  (44  U.S.C 
3501  et  seq.)  and  have  been  assigned  OMB 
Control  Number  2120-0056. 
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3.  Supersedes 
ent  39-6444. 


cated,  unless 


(b)  Within  six  months  after  the  effective 
date  of  this  AD,  replace  the  revision  of  the 
FAA-approved  maintenance  program 
required  by  paragraph  (a)  of  this  AD  with  the 
inspections,  inspection  intervals,  repairs,  or 
replacements  defined  in  the  Fokker  SIP 
Document  No.  28438,  Part  I,  including 
revisions  up  through  October  15, 1992;  and 
inspect  and  repair,  or  replace,  as  applicable. 
The  non-destructive  inspection  techniqties 
referenced  in  this  document  provide 
acceptable  methods  for  accomplishing  the 
inspections  required  by  this  AD.  Inspection 
results,  where  a  crack  is  detected,  must  be 
reported  to  Fokker,  in  accordance  with  the 
instructions  of  the  SIP  document. 
Information  collection  requirements 
contained  in  this  regulation  have  been 
approved  by  the  Office  of  Management  and 
Budget  (OMB)  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (44  U.S.C. 
3501  Pt  scq.)  and  have  been  assigned  OMB 
Control  Number  2120-0056. 

(c)  Cracked  structure  detected  during  the 
inspections  required  by  paragraph  (a)  or  (b) 
of  this  AD  must  be  repaired  or  replaced,  prior 
to  further  flight,  in  accordance  with  the 
instructions  in  Fokker  SIP  Document  No. 
28438,  Part  I.  including  revisions  up  through 
November  1 .  1988  (for  airplanes  inspected  in 
accordance  with  paragraph  (a)  of  this  AD);  or 
Fokker  SIP  Document  No.  28438,  Part  I, 
including  revisions  up  through  October  15, 

J  992  (for  airplanes  inspected  in  accordance 
with  paragraph  (b)  of  this  AD):  or  in 
accordance  with  other  data  meeting  the 
certification  basis  of  the  airplane  which  is 
approved  by  the  FAA  or  by  the 
Kijksluchtvaartdienst  (RLD). 

(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager, 
Standardization  Branch.  ANM-113,  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Standardization 
Branch.  ANM-113. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any.  may  be 
obtained  from  the  Standardization  Branch, 
ANM-113. 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  lo 
opt-rate  the  airplane  to  a  location  where  the    ' 
requirements  of  this  AD  can  be 
accomplished. 

Issued  in  Reatoo.  Wasbingtoa,  on  January 
6,1993. 


N.B.M«rtc 

Acting  Manager,  Transport  Airplatm 
Directorate.  Aircraft  Certification  S&vice. 
IFR  Doc.  93-S86  Filed  1-11-93;  8:45  am) 
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14  CFR  Part  71 

(AirspM*  Dodnl  Mo.  91-ASW-S4] 

Proposed  Revision  of  Transition  Area: 
Las  Cruces,  NM 


AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACnON:  Supplemental  notice  of 
proposed  rulemaking. 

summary:  This  notice  revises  an  earlier 
proposal  to  revise  the  transition  area 
located  at  Las  Cruces,  NM.  That 
proposal  was  necessary  due  to  the 
development  of  a  new  standard 
instrument  approach  procedure  (SIAP), 
based  on  a  new  instrument  landing 
system  (ILS).  to  Runway  30.  Since  the 
notice  of  proposed  rulemaking  (NPRM) 
was  published  in  the  Federal  Registo-, 
the  criteria  used  for  the  development  of 
transition  areas  has  changed.  "Hie 
intended  effect  of  this  supplemental 
NPRM  is  to  allow  for  comments  on  the 
revised  description  of  the  Las  Cruces 
transition  area,  which  has  been 
developed  in  accordance  with  this  new 
criteria  to  provide  adequate  controlled 
airspace  for  aircraft  executing  the  new 
ILS  Runway  30  SIAP. 
DATES:  Comments  must  be  received  on 
or  before  March  5. 1993. 
ADDRESSES:  Send  comments  on  the 
proposal  in  triplicate  to  Manager, 
System  Management  Branch.  Air  Traffic 
Division,  Southwest  Region,  Docket  No. 
91-ASW-24,  Department  of 
Transportation,  Federal  Aviation 
Administration,  Fort  Worth.  TX  76193- 
0530. 

The  official  docket  may  be  examined 
in  the  office  of  the  Assistant  Chief 
Counsel,  Southwest  Region.  Federal 
Aviation  Administration.  4400  Blue 
Mound  Road.  Forth  Worth.  TX.  between 
9  a.m.  and  3  p.m..  Monday  through 
Friday,  except  Federal  holidays.  An 
informal  docket  may  also  be  examined 
during  normal  business  hours  at  the 
System  Management  Branch,  Southwest 
Region,  Federal  Aviation 
Administration.  440  Blue  Mound  Road. 
Fort  Worth,  TX. 

FOR  FURTHER  INFORMATION  CONTACT: 
Alvin  E.  DeVane,  System  Managenaent 
Branch,  Department  of  TransfMsrtation, 
Federal  Aviation  Administration,  Fort 
Worth,  TX  76193-0530;  telephone:  (817) 
624-5535. 

SUPPLEMENTARY  INFORMATION; 

History 

On  October  23, 1991,  the  FAA 

proposed  to  amend  part  71  of  the 

Federal  Aviation  Regulations  (14  CFR 


part  71)  to  revise  the  transition  area 
located  at  Las  Cruoes.  NM  (56  FR 
54811).  Interested  persons  were  invited 
to  participate  in  this  rulemaking 
proceeding  by  submitting  written 
commets  on  die  proposal  to  the  FAA. 
The  only  comment  received  was  bom 
the  State  of  New  Mexico.  Aviation 
Division  and  it  favored  the  proposal. 
Delays  in  delivery  of  the  ILS  equipment 
for  the  SIAP  resulted  in  the  NPRM  being 
put  on  hold  until  the  proposal  would  be 
more  timely.  Since  the  NPRM  was 
published  in  the  Federal  Register,  the 
criteria  used  in  die  development  of 
transition  areas  has  changed.  The  new 
criteria  became  effective  on  October  15. 
1992.  Changes  include  mileage  being 
expressed  in  terms  of  nautical  miles 
rather  than  statute  miles  and 
measurements  described  to  a  tenth  of  a 
nautical  mile  rather  than  to  a  half  of  a 
statute  mile.  This  supplemental  NPRM 
describes  the  Las  Cruces  transition  area 
utilizing  this  new  criteria.  Changes  from 
the  original  NPRM  include  the 
transition  area  radius  being  decreased 
from  10.5  statute  miles  to  6.8  nautical 
miles.  This  decrease  in  the  transition 
area  radius  necessitates  the  description 
of  extensions  for  the  existing 
nondirectional  radio  beacon  (NDB) 
runway  B  SIAP  and  the  NDB-A  SIAP. 
Additionally,  the  Las  Cruces 
International  Airport  coordinates  in  the 
earlier  proposal  were  based  on  North 
American  Datum  27;  however,  these 
coordinates  have  been  updated  to  North 
American  Dattun  83. 

Comments  Invited 

Interested  parties  are  invited  to 
participate  in  this  proposed  rulemaking 
by  submitting  such  written  data,  views, 
or  arguments  as  they  may  desire. 
Comments  that  provide  the  factual  basis 
supporting  the  views  and  suggestions 
presented  are  particularly  helpful  in 
developing  reasoned  regulatory 
decisions  on  the  proposal.  Comments 
are  specifically  invited  on  the  overall 
regulatory,  economic,  environmental, 
and  energy  aspects  of  the  proposal 
Communications  should  identify  the 
airspace  docket  and  be  submitted  in 
triplicate  to  the  address  listed  above. 
Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  coounents 
on  this  notice  must  submit,  with  those 
comments,  a  self-addressed,  stamped, 
postcard  containing  the  foUowing 
statement:  "Comments  to  Air^Moe 
Dodcet  Na  91^ASW-24."  The  postcard 
will  be  date/time  stamped  and  returned 
to  the  commentar.  All  communicatioas 
received  before  the  specified  dosing 
date  for  comments  will  be  considafBd 
bef(»e  taking  action  on  the  proposed 
rule.  The  proposal  contained  in  this 
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notice  may  be  changed  in  the  light  of 
comments  received.  All  comments 
submitted  will  be  available  for 
examination  in  the  office  of  the 
Assistant  Chief  Counsel,  4400  Blue 
Mound  Road,  Fort  Worth,  TX.  both 
before  and  after  the  closing  date  for 
comments.  A  report  summarizing  each 
substantive  public  contact  with  FAA 
personnel  concerned  with  this 
rulemaking  will  be  Hied  in  the  docket. 

Availability  of  Supplemental  Notice  of 
Proposed  Rulemaking  (SNPRM) 

Any  person  may  obtain  a  copy  of  this 
SNPRM  by  submitting  a  request  to  the 
Manager,  System  Management  Branch, 
Department  of  Transportation,  Federal 
Aviation  Administration,  Fort  Worth, 
TX  76193-0530.  Communications  must 
identify  the  notice  number  of  this 
SNPRM.  Persons  interested  in  being 
placed  on  a  mailing  list  for  future 
NPRM's  should  also  request  a  copy  of 
Advisory  Circular  No.  11-2A  which 
describes  the  application  procedure. 

The  Proposal 

The  FAA  is  considering  an 
amendment  to  part  71  of  the  Federal 
Aviation  Regulations  (14  CFR  part  71)  to 
revise  the  transition  area  located  at  Las 
Cruces,  NM.  This  proposal  is  necessary 
due  to  the  development  of  a  new  SLAP 
based  on  a  new  ILS  to  Runway  30.  Since 
the  NPRM  was  published  in  the  Federal 
Register,  the  criteria  used  for  the 
development  of  transition  areas  has 
changed.  This  SNPRM  allows  for 
comments  on  the  revised  description  of 
the  Las  Cruces  transition  area,  which 
has  been  developed  in  accordance  with 
this  new  criteria,  and  whose  coordinates 
are  based  on  North  American  Datum  83. 
Transition  areas  are  pubUshed  in 
Section  71.181  of  FAA  Order  7400. 7 A 
dated  November  2. 1992,  and  effective 

November  27, 1992,  which  is     

incorporated  by  reference  in  14  CFR 
71.1.  The  transition  area  listed  in  this 
doounent  would  be  pubUshed 
subsequently  in  the  Order. 

The  FAA  has  determined  that  this 
proposed  regulation  only  involves  an 
established  body  of  technical 
regulations  that  needs  frequent  and 
routine  amendments  to  keep  them 
operationally  current.  It.  therefoie — (1) 
is  not  a  "major  rule"  under  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  DOT  Regulatory  Policies 
and  Procedures  (44  FR 11034:  February 
26, 1979);  and  (3)  does  not  warrant 
preparation  of  a  regulatory  evaluation  as 
the  anticipated  impact  is  so  minimal. 
Since  this  is  a  routine  matter  that  will 
only  affect  air  traffic  procedures  and  air 
navigation,  it  is  certified  that  this  rule, 
when  promulgated,  will  not  have  a 


significant  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria'  of  the  Regulatory  Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  71 

Aviation  safety,  bicorporation  by 
reference.  Transition  areas. 

The  Proposed  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
proposes  to  amend  14  CFR  part  71  as 
follows: 

PART  71— {AMENDED] 

1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

Authority:  49  U.S.C  app.  1348(a),  1354(a), 
1510:  BO.  10854,  24  FR  9565,  3  CFR,  1959- 
1963  Comp.,  p.  389;  49  U.S.C  106(g);  14  CFR 
11.69. 

fTI.I    [Amended] 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400. 7A, 
Compilation  of  Regulations,  dated 
November  2. 1992,  and  effective 
November  27. 1992,  is  amended  as 
follows: 


Section  71.181 
Areas 


Designation  of  Transition 


ASW  NM  TA  Las  Graces,  NM  (Revised] 

That  airspace  extending  upward  from  700 
feet  alx>ve  the  turfece  within  a  6.6-mile 
radius  of  the  Las  Cruces  International  Airport 
(latitude  32^7'22'T«J.,  longitude 
106'>55'19'^.)  and  within  1.4  miles  each  side 
of  the  ILS  localizer  southeast  course 
extending  from  the  6.8-mile8  radius  to  12.3 
miles  southeast  of  the  airport,  and  within  8 
miles  west  and  4  miles  east  of  the  179* 
bearing  from  the  Las  Cruces  RBN  (latitude 
32*16'56  "N..  longitude  106°55'25"W.) 
extending  from  6.6-mile  radius  to  16  miles 
south  of  the  RBN,  and  within  2.5  miles  each 
side  of  the  101°  bearing  from  the  Las  Cruces 
RBN  extending  &t>m  the  6.8-miles  radiiM  to 
7.5  miles  west  of  the  RBN. 


Issued  in  F(»rt  Worth.  TX  on  December  31. 
1992. 

Lairy  L.  Craiig, 

Manager,  Air  Traffic  Division.  Southwest 
Region. 
IFR  Doc.  93-623  Piled  01-11-93;  8:45  am] 
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DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

26  CFR  Pert  1 
[EE-62-92) 
RIN1545-AR09  * 

Nondiscrimination  Requirements  for 
Qualified  Plans 

AGENCY:  Internal  Revenue  Service. 

Treasury. 

ACnON:  Notice  of  proposed  rulemaking. 

SimMARY:  This  document  contains 
proposed  amendments  to  the  final 
regulations  under  section  401(a)(4)  of 
the  Internal  Revenue  Code  of  1986. 
They  interpret  the  section  401(a)(4) 
requirement  that  contributions  or 
benefits  provided  under  a  tax-qualified 
retirement  plan  not  discriminate  in 
favor  of  hi^ly  compensated  employees. 
This  section  and  the  minimum  coverage 
requirements  of  section  410(b)  form  a 
coordinated  nondiscrimination  rule  that 
prohibits  a  tax-qualified  retirement  plan 
nrom  being  designed  or  operated  in  favor 
of  highly  compensated  employees. 
The  proposed  regulations  reflect 
changes  made  by  the  Tax  Reform  Act  of 
1986  and  by  the  Technical  and 
Miscellaneous  Revenue  Act  of  1988. 
The  regulations  provide  the  guidance 
necessary  to  comply  with  the  law  and 
affect  sponsors  of.  and  participants  in, 
tax-qualified  retirement  plans. 
DATES:  Written  comments  must  be 
received  by  March  15, 1993.  Requests  to 
speak  (with  outlines  of  oral  comments) 
at  a  public  hearing  scheduled  for  Friday, 
April  23, 1993,  at  10  a.m.,  and 
continuing,  if  necessary,  on  Monday, 
April  26, 1993,  at  10  a.m.,  must  be 
received  by  Friday,  April  2, 1993. 
ADDRESSES:  Please  send  comments, 
requests  to  appear  at  the  public  hearing, 
and  outlines  of  oral  comments  to  be 
presented  at  the  public  hearing  to: 
Internal  Revenue  Service.  P.O.  Box 
7604,  Ben  Franklin  Station,  Attn: 
CC:CORP:T:R  (EE-62-92),  room  5228, 
Washington,  DC  20044. 
FOR  FURTHER  MFORMATMN  CONTACT: 
Concerning  the  hearing,  Mike  Slaughter, 
Regulations  Unit,  Assistant  Chief 
Counsel  (Corporate),  at  (202)  622-7190 
(not  a  toU-firee  number).  Concerning  the 
proposed  regulations,  David  Munroe, 
Patricia  McDermott,  or  Marjorie 
Hoffman  at  (202)  622-4606  (not  a  toll- 
free  number). 

SUPPLEMENTARY  INFORMATION: 

Background 

On  May  14. 1990,  the  Internal 
Revenue  Service  published  in  the 


minimum 
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Federal  Register  proposed  amendments 
to  the  Income  Tax  Regulations  (26  CFK 
part  1)  under  section  401(a)(4)  of  the 
Internal  Revenue  Code  of  1986  (Code) 
(55  FR  19897).  The  May  1990  proposed 
regulations  were  supplemented  and 
modified  by  proposed  regulations 
published  in  the  Federal  Register  on 
September  14, 1990  (55  FR  37888).  and 
December  3.  1990  (55  FR  49906). 

Written  comments  were  received  from 
the  public  on  the  proposed  regulations, 
and  a  public  hearing  was  held  on 
September  26,  27.  and  28. 1990.  After 
consideration  of  the  written  comments 
received  and  the  statements  made  at  the 
public  hearing,  the  proposed  regulations 
under  section  401(a)(4)  were  adopted  as 
modified  by  final  regulations  (T.D. 
8360)  published  in  the  Federal  Register 
on  September  19. 1991  (56  FR  47524). 

On  August  10,  1992.  the  Internal 
Revenue  Service  published  in  the 
Federal  Register  (57  FR  35536) 
proposed  regulations  to  extend  the 
effective  date  of  the  final  regulations 
under  section  401(a)(4)  and  related 
regulations,  generally  to  plan  years 
beginning  on  or  after  January  1, 1994. 
The  purpose  of  this  extension  was  to 
provide  additional  time  for  employers 
and  practitioners  to  review  the 
September  1991  final  regulations  and  to 
provide  the  Treasury  and  the  Service 
with  comments  and  suggestions  with 
regard  to  the  regulations.  In  addition, 
the  extension  was  to  provide  the 
Treasury  and  the  Service  with  time  to 
consider  those  comments  and  to 
propose  modifications  to  simplify  the 
final  regulations  and  otherwise  facilitate 
compliance  with  the  nondiscrimination 
requirements. 

Coordination  With  Other  Regulations 

The  regulations  under  section 
401(a)(4)  were  developed  in  conjunction 
with  regulations  under  related  statutory 
nondiscrimination  provisions  governing 
tax-qualified  retirement  plans, 
principally  sections  401(a)(17). 
401(a)(26).  401(7).  410(b).  and  414(s). 
Together,  these  regulations  provide 
coordinated  and  comprehensive 
guidance  on  those  statutory  provisions. 

This  coordinated  approach  to  the 
nondiscrimination  requirements  was 
initially  adopted  in  developing  the  May 
1990  proposed  regulations  and  is 
intended  to  provide  taxpayers  with  an 
integrated  framework  for  applying  the 
nondiscrimination  provisions  of  the 
Code.  In  addition,  this  approach  made 
it  possible  to  simplify  many  of  the 
related  nondiscrimination  rules.  For 
example,  the  development  of  the  rules 
under  section  401(a)(4)  permitted 
substantial  simplification  of  the 
minimum  participation  rules  previously 


proposed  under  section  401(a)(26) 
(finalized  as  T.D.  8375  on  December  4, 
1991,  56  FR  63410).  Similarly,  this 
approach  permitted  simplification  of  the 
early  termination  restrictions  contained 
in  final  regulations  imder  section  1.401- 
4  and  of  previously-pubUshed  proposed 
regulations  under  the  permitted 
disparity  rules  of  section  401(i),  the 
minimum  coverage  rules  of  section 
410(b).  and  the  definition  of 
compensation  under  section  414{s). 

Obsolescence  of  Prior  Revenue  Rulings 

Prior  to  the  development  of  a 
comprehensive  set  of  nondiscrimination 
regulations,  the  nondiscrimination 
requirements  were  set  forth  in  a  variety 
of  regulations,  revenue  rulings,  and 
other  administrative  guidance  published 
over  the  years.  The  development  of  a 
comprehensive  set  of  nondiscrimination 
regulations  achieves  additional 
simplification  by  consoUdating  the 
nondiscrimination  requirements  into 
one  set  of  documents,  thereby  allowing 
the  obsolescence  of  much  of  the  prior 
guidance.  An  announcement  is  being 
issued  simultaneously  with  these 
regulations  identifying  the  guidance  that 
the  Treasury  and  the  Service  propose  to 
obsolete  when  these  regulations  are 
effective.  That  announcement  also 
solicits  comments  on  the  proposal. 

Explanation  of  Provisions 

1.  Development  of  Regulations 

A  number  of  significant  comments 
have  been  made  by  employers, 
practitioners,  and  other  interested 
parties  since  publication  of  the 
September  1991  regulations.  After 
considering  these  comments,  the 
Treasury  and  the  Service  published 
several  proposals  to  modify  the 
September  1991  regulations  and 
requested  comments  on  the  proposals  in 
order  to  assist  in  the  development  of 
these  proposed  amendments  to  the 
regulations.  Announcement  92-81, 
1992-22  I.R.B.  56,  contained  a  proposed 
revenue  procedure  reducing  the 
frequency  of  testing  where  appropriate 
and  describing  the  quality  of  data  that 
may  be  used  to  substantiate  compliance 
with  the  nondiscrimination  regulations. 
Notices  92-31  and  92-32, 1992-29 
I.R.B.  6  and  9,  respectively,  proposed 
changes  designed  to  increase  the 
number  of  plans  that  can  use  the 
regulatory  safe  harbors  to  demonstrate 
nondiscrimination  in  the  amount  of 
benefits.  Finally,  Notice  92-37. 1992-36 
I.R.B.  16,  proposed  changes  designed  to 
simplify  the  general  testing  alternative 
for  determining  whether  the  amount  of 
benefits  provided  under  a  defined 


benefit  plan  is  nondiscriminatory  and  to 
enhance  the  predictability  of  that  test. 

In  general,  the  proposals  described  in 
Notices  92-31,  92-32,  and  92-37  have 
been  incorporated  in  these  proposed 
regulations,  after  taking  into 
consideration  public  comments. 
However,  certain  of  the  proposals 
described  in  those  notices  are  not 
included  in  these  proposed  regulations. 
In  particular,  the  safe  harbor  for  PIA 
offset  plans  described  in  Notice  92-32 
and  the  expansion  of  the  imputed 
compensation  rules  described  in  Notices 
92-31  and  92-37  primarily  involve  the 
regulations  under  sections  401  (i)  and 
414(s).  respectively,  and  will  be 
reflected  in  forthcoming  modifications 
to  those  regulations.  Similarly,  after 
taking  into  account  comments,  the 

Proposals  in  Announcement  92-81  will 
a  issued  in  a  final  revenue  procedure. 
Significant  comments  also  have  been 
received  on  the  September  1991 
regulations  under  the  related  statutory 
provisions  including,  for  example,  the 
regulations  under  section  410(b).  These 
comments  will  be  taken  into  account  in 
forthcoming  modifications  to  those 
regulations. 

As  part  of  an  ongoing  effort  to  reduce 
taxpayer  burden,  the  Treasury  and  the 
Service  have  also  reviewed  the 
September  1991  regulations  generally  to 
identify  those  areas  where  the 
regulations  could  be  simplified  or 
clarified.  Accordingly,  these  proposed 
regulations  contain  a  number  of  changes 
that  eliminate  detailed  rules  and 
increase  flexibility,  while  retaining  the 
basic  nondiscrimination  requirements  of 
the  regulations. 

2.  Overview  of  Regulations  and 
Summary  of  Significant  Modifications  to 
Final  Regulations 

Section  401(a)(4)  provides  generally 
that  a  plan  is  a  qualified  plan  only  if  the 
contributions  or  the  benefits  provided 
under  the  plan  do  not  discriminate  in 
favor  of  highly  compensated  employees. 
As  under  &e  final  regulations,  the  rules 
in  these  proposed  regulations  are  the 
exclusive  rules  for  determining  whether 
this  requirement  is  met.  A  plan, 
therefore,  will  satisfy  section  401(a)(4) 
only  if  it  complies  both  in  form  and  in 
operation  with  the  rules  in  these 
regulations. 

In  general,  these  proposed  regulations 
retain  the  structure  of  the  September 
1991  regulations.  Section  1.401(a)(4)-l 
of  the  regulations  set  forth  the  three 
general  requirements  a  plan  must  meet 
to  satisfy  section  401(a)(4)  and  provides 
rules  on  how  these  requirements  are 
applied.  This  section  also  provides  that 
most  collectively  bargained  plans 
(including  governmental  collectively 
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bargained  plans)  automatically  satisfy 
the  requirements  of  section  401(a)(4). 

The  first  general  requirement  under 
section  401(a)(4)  is  that  either  the 
contributions  or  the  beneOts  provided 
under  a  plan  must  be  nondiscriminatory 
in  amount.  A  plan  generally  is 
permitted  under  the  regulations  to 
satisfy  this  requirement  on  the  basis  of 
either  contributions  or  benefits, 
regardless  of  whether  the  plan  is  a 
defmed  contribution  plan  or  a  defined 
benefit  plan. 

The  second  general  requirement  is 
that  the  benefits,  rights,  and  features 
provided  under  the  plan  must  be  made 
available  to  employees  in  the  plan  in  a 
nondiscriminatory  manner.  The 
beiMfits,  rights,  and  features  subject  to 
this  requirement  are  optional  forms  of 
benefit  (such  as  retirement  annuities 
and  single  sum  payments),  ancillary 
benefits  (such  as  disability  benefits), 
and  other  rights  and  features  (such  as 
plan  loans  and  investment  options). 

The  third  general  requirement  is  that 
the  effect  of  plan  amendments 
(including  grants  of  past  service  credit) 
and  plan  terminations  must  be 
nondiscriminatory. 

3.  Nondiscrimination  in  Amount  of 
Contributions  or  Benefits 

The  regulations  retain  two  basic 
testing  alternatives  for  determining 
nondiscrimination  in  amounts.  Safe- 
harbor  testing,  which  focuses  primarily 
on  the  provisions  of  the  plan,  provides 
designed-based  or  simplified  testing 
methods  for  plans  with  essentially 
uniform  benefits.  General  testing 
provides  a  more  flexible  approach, 
permitting  plans  with  greater  diversity 
in  contributions  or  benefits  to 
demonstrate  that,  despite  this  diversity, 
the  benefits  under  the  plan  do  not  result 
in  discrimination  in  operation. 

a.  Changes  Affecting  Both  Safe  Harbor 
and  General  Testing 

The  proposed  regulations  include  a 
number  of  broad  modifications  that 
affect  both  the  safe-harbor  and  general 
testing  approaches.  The  most  significant 
of  these  changes  include  the 
incorporation  of  the  proposals  set  forth 
in  Notices  92-31  and  92-37  regarding 
service  crediting.  In  response  to 
comments,  the  regulations  amplify  and 
provide  examples  illustrating  these 
service-crediting  proposals. 

In  general,  these  proposed  regulations 
modify  the  final  regulations  to  allow 
defined  benefit  plans  to  recognize 
service  with  another  employer  or  during 
a  leave  of  absence  in  a  wide  range  of 
circumstances  provided  certain  basic 
facts  and  circumstances  standards  are 
met.  These  standards  are  (i)  that  all 


similarly-situated  employees  are  treated 
in  the  same  manner,  (ii)  that  there  is  a 
legitimate  business  purpose  for 
crediting  the  service,  and  (iii)  that  the 
crediting  of  the  service  does  not 
discriminate  significantly  in  flavor  of 
highly  compensated  employees. 
Consistent  with  this  approach,  the 
regulations  provide  that  employees 
receiving  ongoing  service  credit  in  these 
circumstances  will  be  treated  as  active 
employees  and  not  former  employees 
for  purposes  of  nondiscriminatory 
amounts  testing.  To  the  extent  that  the 
analysis  contained  in  Rev.  Rul.  73-238, 
1973-1  C.B.  143.  conflicts  with  the 
provisions  of  these  regulations  that 
permit  the  imputation  of  service,  the 
revenue  ruling  will  be  modified.  In 
connection  with  the  expansion  of  the 
service-crediting  provisions,  the 
proposed  regulations  also  expand  the 
circumstances  in  which  benefits  under 
a  defined  benefit  plan  are  determined 
without  regard  to  offsets  of  benefits 
under  other  plans.  These  include 
defined  benefit  plans  that  offset  benefits 
by  benefits  previously  accrued  under 
another  qualified  defined  benefit  plan,  a 
defined  contribution  plan,  or  a  foreign 
plan  for  which  there  is  a  reasonable 
expectation  that  the  benefits  will  be 
paid.  In  general,  the  rules  for  service 
crediting  and  offsets  are  contained  in 
§  1.401(a)(4)-ll.  The  regulations  also 
add  a  grandfather  rule  for  service 
credited  prior  to  the  effective  date  of  the 
regulations  under  a  plan  provision 
adopted  and  in  effect  as  of  February  11, 
1993. 

The  proposed  regulations  liberalize 
the  ft«sh-start  rules  in  §  1.401(a)(4)-13, 
which  permit  benefits  before  a 
particular  date  to  be  disregarded  for 
testing  purposes,  by  incorporating  the 
proposals  set  forth  in  Notices  92-31  and 
92-37.  Thus,  the  proposed  regulations 
permit  plans  to  disregard  certain 
increases  in  benefits  that  results  from 
increases  in  compensation  after  a  fresh 
start.  In  contrast,  the  September  1991 
regulations  provide  this  option  only 
when  the  fresh  start  precedes  the 
effective  date  of  the  regulations.  In 
addition,  the  rules  have  been  modified 
to  allow  a  fresh  start  to  be  limited  solely 
to  a  group  of  employees  acquired  in  a 
merger  or  acquisition.  Finally,  in  the 
case  of  a  safe  harbor  plan  or  an  acquired 
group  of  employees,  the  rules  have  been 
expanded  to  allow  a  fresh  start  on  any 
date  within  a  plan  year  (rather  than  only 
on  the  last  day  of  a  plan  year). 

The  proposed  regulations  preserve  the 
general  requirement  that  compensation 
be  determined  by  averaging  over  a 
period  of  at  least  three  consecutive 
years.  However,  the  regulations  make  a 
number  of  changes  to  increase  flexibility 


in  defining  average  annual 
compensation.  These  include  permitting 
the  use  of  nonconsecutive  years  in 
determining  average  compensation 
under  any  plan  that  does  not  use 
permitted  disparity,  permitting  a  plan  to 
determine  average  compensation  by 
taking  into  account  less  than  ten  years 
of  compensation  history,  and 
liberalizing  the  rules  permitting  certain 
periods  to  be  disregarded  in 
determining  average  compensation. 

In  addition,  the  proposed  regulations 
clarify  a  number  of  other  issues  that 
have  arisen  since  the  publication  of  the 
September  1991  regidations  and  that 
affect  both  safe-harbor  testing  and 
general  testing.  For  example,  additional 
guidance  is  provided  on  testing  early 
retirement  window  benefits,  including  a 
special  rule  that  allows  a  plan  that 
provides  an  early  retirement  window 
benefit  to  avoid  demonstrating  that  it 
would  satisfy  the  average  benefits 
percentage  test  if  the  plan  would  not 
need  to  satisfy  that  test  in  the  absence 
of  the  window  benefit.  In  addition,  the 
regulations  confirm  that  qualified 
disability  benefits  are  not  taken  into 
account  in  determining  whether  the 
amount  of  benefits  provided  under  a 
plan  is  nondiscriminatory.  However,  the 
regulations  include  an  optional  rule 
permitting  certain  qualified  disability 
benefits  to  be  treated  as  accrued  benefits 
for  testing  purposes,  and  thus  to  be 
counted  in  the  nondiscriminatory 
amount  tests,  if  the  disabled  employee 
returns  to  service  with  the  employer. 
Finally,  the  definition  of  uniform 
normal  retirement  age  has  been 
amended  to  clarify  tJiat  a  plan  may  treat 
social  security  retirement  age  as  the 
normal  retirement  age  for  purposes  of 
the  nondiscriminatory  amount  tests  if 
all  employees  in  the  plan  (or,  if 
applicable,  the  component  plan)  have 
the  same  social  security  retirement  age. 

b.  Cashanges  Affecting  Safe-Harbor 
Testing 

Sections  1.401(a)(4)-2  and 
1.401(a){4)-3  of  the  proposed 
regulations,  which  provide  rules  for 
testing  nondiscrimination  in  the  amoiuit 
of  contributions  or  benefits, 
respectively,  contain  several  safe-harbor 
testing  alternatives  that  are  design-based 
or  rely  on  simplified  testing.  In  addition 
to  the  changes  noted  above,  other 
proposed  modifications  would  increase 
the  number  of  plans  that  satisfy  the  safe 
harbors.  These  include  the  elimination 
of  the  uniform  vesting  and  service- 
crediting  requirements  and  a  provision 
permitting  the  use  of  a  safe  harbor  by  a 
plan  that  has  nonuniform  benefits  solely 
because  it  provides  lower  benefits  to 
highly  compensated  employees  than  to 
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other  employees.  The  latter  change,  in 
conjunction  with  the  restructuring  rules 
of  §  1.401(a)(4)-9.  accommodates 
situations  in  which  certain  employees 
(e.g.,  transferred  employees)  are 
receiving  compensation  adjustments 
based  on  their  compensation  with  the 
employer  or  another  employer,  but  not 
service  credits.  Such  a  plan  will  remain 
in  the  safe  harbor  if  it  satisfies  section 
410(b)  after  treating  as  not  benefiting 
under  the  plan  any  nonhighly 
compensated  employees  receiving  only 
these  compensation  adjustments. 

c.  Changes  Affecting  General  Testing 

Both  §§  1.401(a)(4)-2  and  1.401(a)(4)- 
3  of  the  proposed  regulations  retain  the 
general-test  approach  to  demonstrating 
nondiscrimination  in  the  amount  of 
contributions  or  benefits.  In  general,  this 
approach  focuses  on  the  actual 
allocation  or  accrual  rates  provided  to 
employees  in  the  plan  and  compares  the 
rates  in  determining  whether  the  plan 
discriminates  in  favor  of  highly 
compensated  employees. 

In  addition  to  me  changes  noted 
above  (relating  to  service  crediting,  fresh 
starts,  and  determination  of  average 
annual  compensation),  these  proposed 
regulations  include  the  additional 
revisions  to  this  testing  approach 
proposed  in  Notice  92-37.  Thus,  the 
proposed  regulations  add  a  facts-and- 
circumstances  safety  valve  for  an 
otherwise  nondiscriminatory  defined 
benefit  plan  that  fails  the  general  test  by 
a  relatively  small  margin,  expand  access 
to  grouping  alternatives  for  accrual  and 
allocation  rates,  and  enlarge  the  bands 
for  grouping  most  valuable  accrual  rates. 

In  addition  to  the  proposals  made  in 
Notice  92-37,  these  proposed 
regulations  contain  a  number  of  other 
modifications  that  are  designed  to 
increase  flexibility  in  the  general  test. 
For  example,  the  proposed  regulations 
eliminate  the  detailed,  step-by-step 
procedures  prescribed  by  the  September 
1991  regulations  for  determining  accrual 
rates.  Under  the  proposed  regulations, 
plans  are  no  longer  limited  to  using 
those  procedures,  and  may  instead  be 
tested  using  any  reasonable  method 
consistent  with  basic  principles 
described  in  the  regulations.  These 
principles  are  generally  the  same  as  the 
basic  principles  underlying  the  methods 
for  determining  accrual  rates  in  the 
September  1991  regulations.  In 
connection  with  these  changes, 
references  to  the  annual  method, 
accrued-to-date  method,  and  projected 
method  of  determining  accrual  rates 
have  been  replaced  by  references  to  the 
•"measured  period",  which  can  be  any  of 
three  alternative  periods  corresponding 
to  the  three  alternative  methods.  In 


addition,  the  proposed  regulations  allow 
certain  defined  benefit  plans  to 
recognize  the  section  415  limitations  in 
testing. 

Because  the  changes  to  the  general 
test  both  increase  flexibility  and 
substantially  reduce  the  sensitivity  of 
the  general  test  to  relatively  minor 
differences  in  accrual  rates,  it  also  has 
been  possible  to  simplify  the  general 
test  by  eliminating  certain  potential 
adjustments  in  the  determination  of 
accrual  rates,  such  as  the  floor  on  most 
valuable  accrual  rates  and  the  disability 
adjustment  factor.  In  addition,  because 
the  general  test  and  the  safe  harbors 
have  been  made  more  flexible  and 
accessible,  the  need  for  the  alternative 
general  test,  which  tests  only  most 
valuable  accrual  rates,  has  been  greatly 
reduced,  and  therefore  the  alternative 
test  has  been  eliminated. 

4.  Nondiscrimination  in  Availability  of 
Benefits,  Rights,  and  Features 

In  general,  §401(a)(4)-4  of  the 
proposed  regulations  retains  the 
requirement  that  optional  forms  of 
benefit,  ancillary  benefits,  and  other 
rights  and  features  be  currently 
available  to  a  group  of  employees  that 
satisfies  the  nondiscriminatory 
classification  requirement  of  section 
410(b)  without  regard  to  the  average 
benefit  percentage  test.  In  addition,  the 
group  of  employees  to  whom  these 
benefits,  rights,  and  features  are 
effectively  available  must  not 
substantially  favor  highly  compensated 
employees. 

The  September  1991  regulations 
contain  a  special  merger  and  acquisition 
rule  under  which  optional  forms  of 
benefit  and  other  rights  and  features 
resulting  from  such  a  transaction  may  be 
treated  as  satisfying  the 
nondiscrimination  requirements  on  an 
ongoing  basis.  The  proposed  regulations 
liberalize  this  rule  in  three  ways.  First, 
the  rule  is  extended  to  ancillary 
benefits.  Second,  the  rule  is  simplified 
by  providing  that  the  nondiscrimination 
requirements  must  be  met  only  once,  on 
any  date  selected  by  the  employer  that 
is  after  the  transaction  and  within  the 
section  410(b)(6)(C)  transition  period. 
Third,  the  rule  is  extended  to  benefits 
that  have  been  amended  in  certain 
circumstances. 

The  September  1991  regulation  also 
contain  a  grandfather  rule  that  deems 
optional  foVms  of  benefit  or  other  rights 
and  features  eliminated  for  prospective 
accruals  to  satisfy  the 
nondiscrimination  requirements 
permanently  provided  that  they  do  so  as 
of  the  date  of  elimination.  The  proposed 
regulations  expand  this  rule  to  cover 
certain  ancillary  benefits.  In  addition. 


the  rule  would  treat  a  benefit,  right,  or 
feature  as  prospectively  eliminated  for 
this  purpose  even  if  the  benefits  to 
which  it  relates  include  compensation 
adjustment  after  a  fresh  start  and  would 
extend  the  special  nile  for  plan  loans  in 
the  September  1991  regulations  to  all 
benefits,  rights,  and  features  that  are  not 
section  411(d)(6)-protected  benefits. 

Other  modifications  to  §  1.401(a)(4}-4 
include  relief  relating  to  qualified 
participants  imder  the  section 
401(a)(28)(B)  investment  diversification 
requirements  for  employee  stock 
ownership  plans  (ESOFs),  unpredictable 
contingent  event  benefits,  and  benefits, 
rights  and  features  available  solely  to 
employees  with  accrued  benefits  below 
a  threshold  specified  in  the  plan.  The 
proposed  regulations  also  clarify  that  a 
plan's  vesting  and  service -crediting 
provisions  are  not  tested  under  section 
1.401(a)(4)-4,  but  rather  under  the 
vesting  and  service-crediting  rules  of 
§1.401(a)-ll. 

5.  Nondiscrimination  Testing  of  Plan 
Amendments  and  Plan  Termination 

Section  1.401(a)(4)-5  of  the  proposed 
regulations  retains  the  facts-and- 
circumstanccs  testing  of  the  effect  of 
plan  amendments  and  retains  the  basic 
pre-termination  restrictions.  However, 
the  proposed  regulations  clarify  that  the 
nondiscrimination  analysis  for  plan 
amendments  focuses  on  whether  the 
timing  of  a  plan  amendment  or  series  of 
amendments  discriminates  significantly 
in  favor  of  highly  compensated 
employees  or  highly  compensated 
former  employees.  The  provisions 
regarding  pre-termination  restrictions 
on  payments  to  certain  highly 
compensated  employees  have  been 
modified  to  eliminate  the  specific 
requirements  for  determining  the  plan's 
funded  status  for  this  purpose,  and 
clarified  in  certain  respects,  e.g.,  to 
reflect  the  fact  that  the  restrictions  need 
only  be  applied  to  the  25  employees 
with  the  largest  amount  of 
compensation  as  determined  on  an 
employer-wide,  rather  than  a  plan-by- 
plan,  basis. 

6.  Employee  Contributions  in  Defined 
Benefit  Plans 

Section  1.401{a)(4)-6  of  the  proposed 
regulations  retains  rules  for  defined 
benefit  plans  that  include  employee 
contributions.  In  general,  benefits  from 
employer  contributions  must  be  tested 
separately  from  those  derived  from 
employee  contributions.  In  order  to 
{acilitate  nondiscrimination  testing,  the 
proposed  regulations  preserve  the 
simplified  alternatives  to  the  section 
411(c)  method  for  determining  the 
portion  of  the  benefit  derived  from 
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employer  contributions.  The  proposed 
regulations  also  revise  the  testing 
process  for  a  plan  with  step-rate 
employee  contributions  by  permitting 
separate  adjustments  to  the  base  and  the 
excess  benefit  rates  under  the  plan, 
thereby  allowing  the  plan  to  satisfy 
section  401(1)  and.  thus,  a  safe  harbor. 

7.  Imputation  of  Permitted  Disparity 

Section  1.401(a)(4)-7  retains  the  rules 
for  taking  permitted  disparity  into 
account  in  general  testing.  Proposed 
modifications  to  §  1.401(a)(4)-7  allow  a 
defined  benefit  plan  to  impute  less  than 
the  full  permitted  disparity  and  clarify 
that  disparity  cannot  be  imputed  for 
employees  with  negative  accrual  rate. 
The  elimination  of  the  required  step-by- 
step  procedure  for  determining  accrual 
rates  in  §  1.401(a)(4}-3  has  led  to  the 
eUmination  of  certain  related  rules  from 
§  1.401{a)(4}-7.  However,  the  principles 
underlying  those  rules  have  been 
retained  and.  hence,  the  amount  of 
permitted  disparity  that  can  be  imputed 
under  the  proposed  regulations  will 
generally  be  the  same  as  determined 
under  the  September  1991  regulations. 

8.  Cross-Testing 

Several  revisions  simplify  the  rules  in 
§  1.401{a)(4)-8  for  cross-testing  defined 
benefit  plans  on  a  contributions  basis 
and  defined  contribution  plans  on  a 
benefits  basis.  These  revisions  include 
the  replacement  of  the  special  rules  for 
employees  beyond  testing  age  with  a 
basic  rule  protecting  a  defined 
contribution  plan  ham  failing  the 
nondiscriminatory  amount  requirement 
on  a  cross-tested  basis  merely  because 
contributions  continue  to  be  made  after 
normal  retirement  age  at  the  same  rate, 
in  addition,  the  safe  harbor  testing  rules 
for  target  benefit  plans  have  bt^en 
modified  to  eliminate  the  requirement 
that  the  stated  benefit  formula  follow 
the  fresh-start  rules  in  §  1.401(a}(4)-13 
Furthermore,  the  follow-offset  plan 
rules  have  been  modified  to  allow  use 
of  ESOPs  as  offset  plans  (to  the  extent 
-  permitted  under  ERISA). 

The  September  1991  regulations  in 
§§1.401(3)(4)-«  and  1.401(a)(4)-13  also 
provide  safe  harbor  testing  rules  for  cash 
halance  plans.  These  rules  generated 
significant  comment,  which  the 
Treasury  and  the  Service  are  continuing 
to  review.  Consequently,  amendments 
to  the  safe  harbor  testing  rules  for  cash 
balance  plans  are  not  provided  at  this 
time. 

9.  Plan  Aggregation  and  Disaggregation 

Section  1.401(a)(4)-9  generally  retains 
the  plan  aggregation  and  disagregation 
provisions.  However,  a  number  of 


relatively  minor  simplifying  and 
clarifying  revisions  have  been  made. 

10.  Nondiscrimination  Testing  of 
Former  Employees 

These  proposed  regulations  continue 
to  provide  for  separate  testing  of  former 
employees  in  §  1.401(a)(4)-10.  However, 
they  significantly  simplify  this  testing 
by  eliminating  the  ob)ective  standards 
prescribed  by  the  September  1991 
regulations.  Under  the  modified  rules, 
the  amoimt  of  contributions  or  benefits 
and  the  availability  of  benefits,  rights, 
and  features  provided  to  former 
employees  will  be  nondiscriminatory  if 
all  of  the  relevant  facts  and 
circumstances  show  that  the  plan  does 
not  discriminate  significantly  in  favor  of 
highly  compensated  former  employees. 
As  noted  above,  the  definition  of 
employee  has  been  changed  in  a  maimer 
consistent  with  other  proposed 
modifications  to  treat  individuals 
receiving  allocations  or  accruals  based 
on  ongoing  compensation  or  service 
credits  as  employees  and  not  former 
emploj-ees. 

21.  Additional  Rules 

The  additional  rules  in  §  1.401(a)(4)- 

11.  including  the  ability  to  make  a 
retroactive  correction  to  a  plan,  have 
been  retained.  In  addition  to  expanding 
the  rules  on  vesting  and  service 
crediting,  as  described  above,  the 
proposed  regulations  add  provisions 
relating  to  the  treatment  of  employee 
payments  to  a  defined  benefit  plan  to 
repay  a  prior  distribution  (in  order  to 
restore  the  employee's  prior  accrued 
benefit)  or  to  make  up  missed  employee 
contributions. 

12.  Definitions 

As  in  the  September  1991  regulations, 
§  1.401(a)(4)-12  of  the  proposed 
regulations  contains  a  number  of 
important  definitions  used  in  applying 
the  rules  contained  in  the  regulations. 
However,  there  have  been  some 
modifications  to  these  definitions  in 
connection  with  other  changes  to  the 
regulation.  For  example,  in  certain 
circumstances,  the  definition  of  uniform 
normal  retirement  age  permits  the  use  of 
a  service  definition  other  than  an 
anniversary  of  commencement  of 
participation. 

13.  Proposed  Effective  Dates 

The  regulations  would  be  generally 
effective  for  plan  years  beginning  on  or 
after  January  1, 1994,  or,  in  the  case  of 
governmental  plens  and  plans 
maintained  by  tax-exempt 
organizaticHis,  for  plan  years  beginning 
on  or  after  January  1, 1996.  For  plan 
years  beginning  on  or  after  the  first  day 


of  the  first  plan  year  to  which  the 
amendments  made  by  section  1112(a)  of 
TRA  '86  apply  to  a  plan  and  before  the 
applicable  regulatory  effective  date, 
§  1.4019(a)(4)--13  provides  that  a  plan 
must  be  operated  in  accordance  with  a 
reasonable,  good  faith  interpretation  of 
the  requirements  of  section  401(a)(4). 
taking  into  account  pre-existing 
guidance  and  the  amendments  made  by 
TRA  '86  to  related  Code  provisions, 
such  as  sections  401(/),  401(a)(17),  and 
401(b).  Whether  compliance  is 
reasonable  and  in  good  faith  will 
generally  be  determined  on  the  basis  of 
all  relevant  facts  and  circumstances, 
including  the  extent  to  which  the 
employer  has  consistently  resolved 
unclear  issues  in  its  favor.  Reasonable, 
good  faith  compliance  will  be  deemed 
to  exist,  however,  if  a  plan  is  operated 
in  accordance  with  the  1990  proposed 
regulations,  the  September  1991 
regulations,  or  these  proposed 
regulations. 

In  Notice  92-36, 1992-35  I.R.B.  12. 
the  Service  provided  transition  relief 
and  extended  the  date  by  which  plan 
amendments  to  comply  with  TRA  *86 
must  be  made  generally  until  the  close 
of  the  first  plan  year  for  which  these 
regulations  are  effective.  This  extended 
amendment  date  and  related  transition 
relief,  combined  with  the  reasonable, 
good  faith  compliance  standard 
contained  in  these  regulations,  is 
designed  to  ensure  that  plan  sponsors 
have  a  reasonable  period  in  which  to 
amend  qualified  plans. 

Governmental  Plans 

•    The  proposed  regulations  retain  the 
special  transition  rule  for  governmental 
plans.  Thus,  section  401(a)(4)  is  deemed 
satisfied  in  the  case  of  governmental 
plans  described  in  section  414(d)  for 
plan  years  beginning  before  1996.  Some 
commentators  have  suggested  that 
governmental  plans  should  not  be 
subject  to  nondiscrimination  testing. 
However,  in  the  absence  of  statutory 
provisions  excepting  governmental 
plans  from  these  requirements,  the 
regulations  recognize  their  applicability. 
Nevertheless,  the  Treasury  and  the 
Service  recognize  that  governmental 
plans  may  have  certain  unique  featiires 
relating  to  the  sponsoring  employer's 
status  as  a  governmental  entity. 
Comments  have  been  received  on  such 
features,  and  additional  comments  are 
specifically  requested  from 
governmental  employers  regarding 
appropriate  modifications  to  the 
regulations  to  take  into  account  the 
operation  of  governmental  plans. 


Effect  on  Ot 
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Plans  Maintained  by  More  Than  One 
Employer 

Multiple  employer  plans  must  satisfy 
section  401(a)(4)  on  an  employer-by- 
employer  basis  rather  than  on  the  basis 
of  participating  employers  in  the 
aggregate.  Any  non-colle<itively 
bargained  portion  of  a  multiemployer 
plan  is  tested  as  a  multiple  employer 
plan.  The  consequences  of  failure  to 
satisfy  section  401(a)(4)  with  respect  to 
any  component  of  this  testing  process 
may  affect  the  plan  for  all  participating 
employers.  The  regulations  do  not 
provide  an  exception  to  this  rule. 
However,  where  a  multiemployer  plan 
or  a  multiple  employer  plan  fails  to 
satisfy  section  401(a)(4),  the 
Commissioner  could,  in  a  proper  case, 
treat  the  plan  as  satisfying  section 
401(a)(4)  for  innocent  employers  by 
requiring  corrective  and  remedial  action 
with  respect  to  the  plan.  Such  remedial 
action  could  include  allowing  the 
withdrawal  of  an  offending  employer, 
allowing  a  disqualifying  defect  to  be 
cured  within  a  reasonable  period  of  time 
after  the  plan  administrator  has  or 
should  have  knowledge  of  the 
disqualifying  event  or  was  otherwise 
notified  by  the  Service  of  the 
disqualifying  defect,  or  requiring  plan 
amendments  to  prevent  future 
disqualifying  events. 

Effect  on  Other  Laws 

Compliance  with  the  provisions  of 
this  regulation  does  not  ensure 
compliance  with  other  applicable 
Federal  laws,  including,  out  not  hmited 
to,  the  provisions  of  Title  I  of  the 
Employee  Retirement  Income  Security 
Act  of  1974,  which  are  administered  by 
the  Secretary  of  Labor  pursuant  to 
Reorganization  Plan  Number  4  of  1978. 
Fmployers  should  note  that  plan 
<unendments  pursuant  to  this  regulation 
may  necessitate  reporting  and 
disclosure  under  that  Act,  including 
requirements  relating  to  summary  plan 
description  and  summaries  of  material 
modifications. 

Additional  Authority 

The  regulations  provide  that  the 
Commissioner  may,  in  revenue  rulings, 
notices,  and  other  guidance  of  general 
applicability,  provide  any  additional 
rules  that  may  be  necessary  or 
appropriate  in  applying  the 
nondiscrimination  requirements  of 
section  401(a)(4]. 

Special  Analjrses 

It  has  been  determined  that  these 
rules  are  not  major  rules  as  defined  in 
Executive  Order  12291.  Therefore,  a 
Regulatory  Impact  Analysis  is  not 
required.  It  has  also  been  determined 


that  section  553(b)  of  the  Administrative 
Procedure  Act  (5  U.S.C.  chapter  5)  and 
the  Regulatory  Flexibility  Act  (5  U.S.C 
chapter  6)  do  not  apply  to  these 
regulations  and,  therefore,  an  initial 
Regulatory  Flexibility  Analysis  is  not 
required.  Pursuant  to  section  7805(f)  of 
the  Code,  these  regulations  will  be 
submitted  to  the  Qiief  Counsel  for 
Advocacy  of  the  Small  Business 
Administration  for  comment  on  their 
impact  on  small  business. 

Comments  and  Requests  to  Appear  at 
the  Publir  Hearing 

Before  adopting  these  proposed 
regulations,  ronsideration  will  be  given 
to  any  written  '■omments  that  are 
submitted  timely  (preferably  a  signed 
original  and  eight  copies)  to  the  Internal 
Revenue  Service.  All  comments  will  be 
available  for  public  inspection  and 
copying  in  their  entirety.  Becai'se  the 
Treasury  Department  expects  to  issue 
final  regulations  on  this  matter  as  soon 
as  possible,  a  public  hearing  will  be 
held  at  10  a.m.  on  April  23, 1993.  and 
continuing,  if  necessary,  on  April  26, 
1993,  in  the  I.R.S.  Auditorium,  Seventh 
Floor,  7400  Corridor,  Internal  Revenue 
Service,  1111  Constitution  Ave.,  NW.. 
Washington,  DC.  Comments  must  be 
received  by  March.15, 1993.  Requests  to 
speak  (with  outlines  of  oral  comments) 
must  be  received  by  April  2, 1993.  See 
notice  of  hearing  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Drafting  Information 

The  principal  authors  of  these 
proposed  regulations  are  Nancy  J. 
Marks,  David  Munroe,  Marjorie 
Hoffman,  and  Patricia  McDermott  of  the 
Office  of  the  Associate  Chief  Counsel 
(Employee  Benefits  and  Exempt 
Organizations),  Internal  Revenue 
Service.  However,  personnel  from  other 
offices  of  the  Service  and  Treasury 
Department  participated  in  their 
development. 

List  of  Subjects  in  26  CFR  1.401-0 
Throu^  1.419A-2T 

Bonds,  Employee  benefit  plans. 
Income  taxes.  Pensions,  Reporting  and 
recordkeeping  requirements,  Securities. 
Trusts  and  trustees. 

Proposed  Amendments  to  the 
Regulations 

Accordingly,  26  CFR  part  1  is 
proposed  to  be  amended  as  folfows: 

PART  1— INCOME  TAX;  TAXABLE 
YEARS  BEGINNING  AFTER 
DECEMBER  31, 1953 

Paragraph  1.  The  authority  citation 
for  part  1  continues  to  read,  in  part,  as 
follows: 


Auth«Kity:  26  U.S.C  7805  •  •  • 

Paragraph  2.  Sections  1.401(a)(4)-0 
through  1.401(a)(4)-8(c)(2)(iii)  and     • 
§§  1.401(a)(4)-^(d)  through  1.401(a)(4)- 
13(e)(2)  are  revised  and  §  1.401(a)(4>- 
8(c)(2)(iv)  is  added  to  read  as  follows: 

i1.401(aX4)-0   Tableot  contents. 

This  section  contains  a  listing  of  the 
major  headings  of  §§  1.401(a)(4)-l 
through  1.401(a)(4)-13. 

Sl-401(a)(4)-i    Nondiscrimination 
Bequirements  of  Section  401  (aK4) 

(a)  In  general. 

(b)  Requirements  a  plan  must  satisfy. 
(1)  In  general. 

^[2]  Nondiscriminatory  amount  of 
contributions  or  benefits. 

(3)  Nondiscriminatory  availability  of 
benefits,  rights,  and  features. 

(4)  Nondiscriminatory  effect  of  plan 
amendments  and  terminations. 

(c)  Application  of  requirements. 

(1)  In  general. 

(2)  Interpretation. 

(3)  Plan-year  basis  of  testing. 

(4)  Application  of  section  410(b)  rules. 

(5)  Collectively  bargained  plans. 

(6)  Fonner  employees. 

(7)  Employee-provided  contributions  and 
benefits. 

(8)  Allocation  of  earnings. 

(9)  Rollovers,  transfers,  and  buybacks. 

(10)  Vesting. 

(11)  Credit  service. 

(12)  Governmental  plans. 

(13)  Employee  stock  ownership  plans. 

(14)  Section  401(h)  benefits. 

(15)  Definitions. 

(16)  Effective  dates  and  fresh-start  rules. 

(d)  Additional  rules. 

§1.401  (a)(4)-2    Nondiscrimination  in 
Amount  of  Employer  Contributions  Under  a 
Defined  Contribution  Plan 

(a)  Introduction. 

(1)  Overview. 

(2)  Alternative  methods  of  satisfying 
nondiscriminatory  amoimt  requirement 

(b)  Safe  hartx)rs. 

(1)  In  general. 

(2)  Safe  harbor  for  plans  with  uniform 
allocation  formula. 

(3)  Safe  harbor  for  plans  with  uniform 
points  allocation  formula. 

-     (4)  Use  of  safe  harbors  not  precluded  by. 
certain  plan  provisions. 

(c)  General  test  for  nondiscrimination  in 

amount  of  contributions. 

(1)  General  rule. 

(2)  Determination  of  allocation  rates. 

(3)  Satisfaction  of  section  410(b)  by  a  rate 
group. 

(4)  Examples. 

§1.401  (a)(4)-3    Nondiscrimination  in 
Amount  of  Employer-Provided  Benefits 
Under  a  Defined  Benefit  Plan 

(a)  Introduction. 

(1)  Overview. 

(2)  Alternative  methods  of  satisfying 
nondiscriminatory  amount  requirement, 

(b)  Safe  harl)ors. 
(1)  In  general. 
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(2)  Uniformity  requirements, 

(3)  Safe  harbor  for  unit  credit  plans. 

(4)  Safe  harbor  for  plans  using  fractional 
accrual  rule. 

(5)  Safe  harbor  for  insurance  contract 
plans. 

(6)  Use  of  safe  harbors  not  precluded  by 
certain  plan  provisions. 

(c)  General  test  for  nondiscrimination  in 

amount  of  benefits. 

(1)  General  rule. 

(2)  Satisfaction  of  section  410(b)  by  a  rate 
group. 

(3)  Certain  violations  disregarded. 

(4)  Examples. 

(d)  Determination  of  accrual  rates. 

(1)  Definitions. 

(2)  Rules  of  application. 

(3)  Optional  rules. 

(4)  Examples.  *• 

(e)  Compensation  rules. 

(1)  In  general. 

(2)  Average  annual  compensation. 

(3)  Examples. 
(0  Special  rules. 

(1)  In  general. 

(2)  Certain  qualified  disability  benefits. 

(3)  Accruals  after  normal  retirement  age. 

(4)  Early  retirement  window  benefits. 

(5)  Unpredictable  contingent  event 
benefits. 

(6)  Determination  of  benefits  on  other  than 
plan-year  basis. 

(7)  Adjustments  for  certain  plan 
distributions. 

(8)  Adjustment  for  certain  QPSA  charges. 

(9)  Disregard  of  certain  offsets. 

§J  401  (a)(4)-4    Nondiscriminatory 
Availability  of  Benefits.  Bights,  and  Features 

(a)  Introduction. 

(b)  Current  availability. 

(1)  General  rule. 

(2)  Determination  of  current  availability. 

(3)  Benefit,  rights,  and  features  that  are 
eliminated  prospectively. 

(c)  Effective  availability. 

(1)  General  rule. 

(2)  Examples. 

(d)  Sjjecial  rules. 

(1)  Mergers  and  acquisitions. 

(2)  Frozen  participants. 

(3)  Early  retirement  window  benefits. 

(4)  Permissive  aggregation  of  certain 
benefits,  rights,  or  features. 

(5)  Certain  spousal  benefits. 

(6)  Special  ESOP  rules. 

(7)  Special  testing  rule  for  unpredictable 
contingent  event  benefits. 

(e)  Definitions. 

(1)  Optional  form  of  benefit. 

(2)  Ancillary  benefit. 

(3)  Other  right  or  feature. 

§  1  401(a)(4)-5    Plan  Amendments  and  Plan 
Terminations 

(a)  Introduction. 

(1)  Overview. 

(2)  Facts-and-circumstances  determination. 

(3)  Safe  harbor  for  certain  grants  of  benefits 
for  pwst  periods. 

(4)  Examples. 

(b)  Pre-termination  restrictions. 

(1)  Required  provisions  in  defined  benefit 

plans. 
'2)  Restriction  of  benefits  upon  plan 

termination. 


(3)  Restrictions  on  distributions. 

(4)  Operational  restrictions  on  certain 
money  purchase  p>ension  plans. 


§1.401(aH4)-6 
Plans 


Contributory  Defined  Benefit 


(a)  Introduction. 

(b)  Determination  of  employer-provided 

benefit. 

(1)  General  rule. 

(2)  Composition-of-work-force  method. 

(3)  Minimum-benefit  method. 

(4)  Grandfather  rule  for  plans  in  existence 
on  May  14,1990. 

(5)  Government-plan  method. 

(6)  Cessation  of  employee  contributions. 

(c)  Rules  applicable  in  determining  whether 

employee-provided  benefits  are 
nondiscriminatory  in  amount. 

(1)  In  general. 

(2)  Same  rate  of  contributions. 

(3)  Total-benefits  method. 

(4)  Grandfather  rule  for  plans  in  existence 
on  May  14. 1990. 

§  1.401la)(4)-7    Imputation  of  Permitted 
Disparity 

(a)  Introduction. 

(b)  Adjustment  allocation  rates. 

(1)  In  general. 

(2)  Employees  whose  plan  year 
compensation  does  not  exceed  taxable 
wage  base. 

(3)  Employees  whose  plan  year 
compensation  exceeds  taxable  wage 
base. 

(4)  Definitions. 

(5)  Example. 

(c)  Adjusting  accrual  rates. 

(1)  In  general. 

(2)  Employees  whose  average  annual 
compensation  does  not  exceed  covered 
compensation. 

(3)  Employees  whose  average  annual 
compensation  exceeds  covered 
compensation. 

(4)  Definitions. 

(5)  Employees  with  negative  unadjusted 
accrual  rates. 

(6)  Example. 

(d)  Rules  of  general  application. 

(1)  Eligible  plans. 

(2)  Exceptions  from  consistency 
requirements. 

(3)  Overall  permitted  disparity. 

§1.40Jla)(4h8    Cross-Testing 

(a)  Introduction. 

(b)  Nondiscrimination  in  amount  of  benefits 

provided  under  a  defined  contribution 
plan. 

(1)  General  rule. 

(2)  Determination  of  equivalent  accrual 
rates. 

(3)  Safe-harbor  testing  method  for  target 
benefit  plans. 

(c)  Nondiscrimination  in  amount  of 

contributions  under  a  defined  benefit 
plan. 

(1)  General  rule. 

(2)  Determination  of  equivalent  allocation 
rates. 

(3)  Safe  harbor  testing  method  for  cash 
balance  plans. 

(d)  Safe-harbor  testing  method  for  defined 

benefit  plans  that  are  part  of  a  floor-offset 
arrangement. 


(1)  General  rule. 

(2)  Application  of  safe-harbor  testing 
method  to  qualified  offset  arrangements. 

§1.401  (a)(4)-9    Plan  Aggregation  and  ^ 
Restructuring 

(a)  Introduction. 

(b)  Application  of  nondiscrimination 

requirements  to  DB/DC  plans. 

(1)  General  rule. 

(2)  Special  rules  for  demonstrating 
nondiscrimination  in  amount  of 
contributions  or  benefits. 

(3)  Special  rules  for  demonstrating 
nondiscrimination  in  availability  of 
certain  benefits,  rights,  and  features. 

(c)  Plan  restructuring. 

(1)  General  rule. 

(2)  Identification  of  component  plans. 

(3)  Satisfaction  of  section  401(a)(4)  by  a 
component  plan. 

(4)  Satisfection  of  section  410(b)  by  a 
component  plan. 

(5)  Effect  of  restructuring  under  other 
sections. 

(6)  Examples. 

§  1 .401(a)(4)-10    Testing  of  Former 
Employees 

(a)  Introduction. 

(b)  Nondiscrimination  in  amount  of 

contributions  or  benefits. 

(1)  General  rule. 

(2)  Permitted  disparity. 

(3)  Examples. 

(c)  Nondiscrimination  in  availability  of 

benefits,  rights,  or  features.        « 

§1.401la)(4)-ll    Additional  Rules 

(a)  Introduction. 

(b)  Rollovers,  transfers,  and  buybacks. 

(1)  Rollovers  and  elective  transfers. 

(2)  Other  transfers. 

(3)  Employee  buybacks. 

(c)  Vesting. 

(1)  General  rule. 

(2)  Deemed  equivalence  of  statutory 
vesting  schedules. 

(3)  Safe  harbor  for  vesting  schedules. 

(4)  Examples. 

(d)  Service-crediting  rules. 

(1)  Overview. 

(2)  Manner  of  crediting  service. 

(3)  Service-crediting  period. 

(e)  Family  aggregation  rules.  [Reserved) 

(f)  Governmental  plans.  IReservedl 

(g)  Retroactive  correction. 

(1)  In  general. 

(2)  Scope  of  retroactive  amendments. 

(3)  Conditions  for  retroactive  correction. 

(4)  Retroactive  amendments  affecting 
terminated  nonvested  employees. 

(5)  Effect  under  other  statutory 
requirements. 

(6)  Examples. 

§1.401(a)(4hl2    Definitions 

§  1.401(a)(4}-13    Effective  Dates  and  Fresh- 
Start  Rules 

(a)  General  effective  dates. 

(1)  In  general. 

(2)  Plans  of  tax-exempt  organizations. 

(3)  Compliance  during  transition  period. 

(b)  Effective  date  for  governmental  plans. 

(c)  Fresh-start  rules  for  defined  benefit  plans 
(1)  Introduction. 


section  sets 
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(2)  General  rule. 

(3)  Definition  of  frozen. 

(4)  Fresh-start  formulas. 

(5)  Rules  of  application. 

(6)  Examples. 

(d)  Compensation  adjustments  to  firozen 

accrued  benefits. 

(1)  Introduction. 

(2)  In  general. 

(3)  Plan  requirements. 

(4)  Meaningful  coverage  as  of  fresh-start 
date. 

(5)  Meaningful  ongoing  coverage. 

(6)  Meaningful  current  benefit  accruals. 

(7)  Minimum  benefit  adjustment. 

(8)  Adjusted  accrued  benefit. 

(9)  Example. 

(e)  Determination  of  initial  theoretical  reserve 

for  target  benefit  plans. 

(1)  General  rule. 

(2)  Example. 

(f)  Special  tresh-start  rules  for  cash  balance 

plans. 

(1)  In  general. 

(2)  Alternative  formula. 

(3)  Limitations  on  formulas. 

§  1 .401  (aK4>-1    NondiKfimination 
requirements  of  section  401  (aX4). 

(a)  In  general.  Section  401(a)(4) 
provides  that  a  plan  is  a  qualiHed  plan 
only  if  the  contributions  or  the  beneflts 
provided  under  the  plan  do  not 
discriminate  in  favor  of  HCEs.  Whether 
a  plan  satisfies  this  requirement 
depends  on  the  form  of  the  plan  and  on 
its  effect  in  operation.  In  making  this 
determination,  intent  is  irrelevant.  This 
section  sets  forth  the  exclusive  rules  for 
determining  whether  a  plan  satisBes 
section  401(a)(4).  A  plan  that  complies 
in  form  and  operation  with  the  rules  in 
this  section  therefore  satisfies  section 
401(a)(4). 

(b)  Requirements  a  plan  must 
satisfy — (1)  In  general.  In  order  to  satisfy 
section  401(a)(4),  a  plan  must  satisfy 
each  of  the  requirements  of  this 
paragraph  (b). 

(2)  Nondiscriminatory  amount  of 
contributions  or  benefits — (i)  General 
rule.  Either  the  contributions  or  the 
benefits  provided  under  the  plan  must 
be  nondiscriminatory  in  amount.  It  need 
not  be  shown  that  both  the 
contributions  and  the  benefits  provided 
are  nondiscriminatory  in  amount,  but 
only  that  either  the  contributions  alone 
or  the  benefits  alone  are 
nondiscriminatory  in  amount. 

(il)  Defined  contribution  plans — (A) 
General  rule.  A  defined  contribution 
plan  satisfies  this  paragraph  (b)(2)  if  the 
contributions  allocated  under  the  plan 
(including  forfeitures)  are 
nondiscriminatory  in  amount  under 
§  1.401(a)(4)-2.  Alternatively,  a  defined 
contribution  plan  (other  than  an  ESOP) 
satisfies  this  paragraph  (b)(2)  if  the 
equivalent  benefits  provided  under  the 
plan  are  nondiscriminatory  in  amount 
under  §  1.401(a)(4}-8(b).  Section     ' 


1.401(a)(4)-B(b)  includes  a  safe-harbOT 
testing  method  for  contributions 
provided  under  a  target  benefit  plan. 

(B)  Section  401  (k)  plans  and  section 
401  (m)  plans.  A  section  401  (k)  plan  is 
deemed  to  satisfy  this  paragraph  (b)(2) 
because  §  1.401(b)-9  defines  a  section 
401  (k)  plan  as  a  plan  consisting  of 
elective  contributions  under  a  qualified 
cash  or  deferred  arrangement  (i.e.,  one 
that  satisfies  section  401(k)(3).  the 
nondiscriminatory  amount  requirement 
applicable  to  qualified  cash  or  deferred 
arrangements).  A  section  401  (m)  plan 
satisfies  this  paragraph  (b)(2)  only  if  the 
plan  satisfies  §  1.40l(m>-l(b)  and 
1.401(m)-2.  Contributions  under  a 
nonqualified  cash  or  deferred 
arrangement,  elective  contributions 
described  in  §  1.401(k}-l(b)(4)(iv)  that 
fail  to  satisfy  the  allocation  and 
compensation  requirements  of 
§  1.401(k)-l(b)(4)(i).  matching 
contributions  that  fail  to  satisfy 
§  1.401(m)-l(b)(4){ii)(A).  and  qualified 
nonelective  contributions  treated  as 
elective  or  matching  contributions  for 
certain  purposes  imder  §§  1.401(k)- 
1(b)(5)  and  1.401  (m)-l (b)(5). 
respectively,  are  not  subject  to  the 
special  rule  in  this  paragraph 
(b)(2)(ii)(B),  because  they  are  not  treated 
as  part  of  a  section  401  (k)  plan  or 
section  401  (m)  plan  as  those  terms  are 
defined  in  §  1.410(b)-9.  The 
contributions  described  in  the  preceding 
sentence  must  satisfy  paragraph 
(b)(2)(ii)(A)  of  this  section. 

(iii)  Defined  benefit  plans.  A  defined 
benefit  plan  satisfies  this  paragraph 
(b)(2)  if  the  benefits  provided  under  the 
plan  are  nondiscriminatory  in  amount 
under  §  1.401(a)(4)-3.  Alternatively,  a 
defined  benefit  plan  satisfies  this 
paragraph  (b)(2)  if  the  equivalent 
allocations  provided  under  the  plan  are 
nondiscriminatory  in  amount  under 
§1.401(a)(4)-8(c).  Section  1.401(a)(4)- 
8(c)  includes  a  safe-harbor  testing 
method  for  benefits  provided  under  a 
cash  balance  plan.  In  addition, 
§  1.401(a)(4)-8(d)  provides  a  safe-harbor 
testing  method  for  benefits  provided 
under  a  defined  benefit  plan  that  is  part 
of  a  fioor-offset  arrangement. 

(3)  Nondiscriminatory  availability  of 
benefits,  rights,  and  features.  All 
benefits,  rights,  and  featiires  provided 
under  the  plan  must  be  made  available 
in  the  plan  in  a  nondiscriminatory 
manner.  Rules  for  determining  whether 
this  requirement  is  satisfied  are  set  forth 
in§1.401(a)(4)-4. 

(4)  Nondiscriminatory  effect  of  plan 
amendments  and  terminations.  The 
timing  of  plan  amendments  must  not 
have  the  effect  of  discriminating 
significantly  in  favor  of  HCEs.  Rules  for 
determining  whether  this  requirement  is 


satisfied  are  set  forth  in  §  1.401(a)(4)- 
5(a).  Section  §  1.401(a)(4)-5(b)  provides 
additional  requirements  regarding  plan 
terminations. 

(c)  Application  of  requirements — (1) 
In  general.  The  requirements  of 
paragraph  (b)  of  this  section  must  be 
applied  in  accordance  with  the  rules  set 
forth  in  this  paragraph  (c). 

(2)  Interpretation.  The  provisions  of 
§§  1.401(a)(4)-l  through  1.401(a)(4)-13 
must  be  interpreted  in  a  reasonable 
manner  consistent  with  the  purpose  of 
preventing  discrimination  in  favor  of 
HCEs. 

(3)  Plan-year  basis  of  testing.  The 
requirements  of  paragraph  (b)  of  this 
section  are  generally  applied  on  the 
basis  of  the  plan  year  and  on  the  basis 
of  the  terms  of  the  plan  in  effect  during 
the  plan  year.  Thus,  unless  othervtrise 
provided,  the  compensation, 
contributions,  benefit  accruals,  and 
other  items  used  to  apply  these 
requirements  must  be  determined  with 
respect  to  the  plan  year  being  tested. 
However,  §  1.401(a)(4)-ll(g)  provides 
rules  allowing  a  plan  to  be  amended 
retroactively  after  the  close  of  the  plan 
year  to  satisfy  certain  requirements 
under  paragraph  (b)  of  this  section. 

(4)  Application  of  section  410(b) 
rules — (i)  Relationship  between  sections 
401(a)(4)  and  410(b).  To  be  a  qualified 
plan,  a  plan  must  satisfy  both  sections 
410(b)  and  401(a)(4).  Section  410(b) 
requires  that  a  plan  benefit  a 
nondiscriminatory  group  of  employees, 
and  section  401(a)(4)  requires  that  the 
contributions  or  benefits  provided  to 
employees  benefiting  under  the  plan  not 
discriminate  in  favor  of  HCEs. 
Consistent  with  this  requirement,  the 
definition  of  a  plan  subject  to  testing 
under  section  401(a)(4)  is  the  same  as 
the  definition  of  a  plan  subject  to  testing 
under  section  410(b),  i.e.,  the  plan 
determined  after  applying  the 
mandatory  disaggregation  rules  of 

§  1.410(b)--7(c)  and  the  permissive 
aggregation  rules  of  §  1.410(b)-7(d).  In 
addition,  whichever  testing  option  is 
used  for  the  plan  year  under  §  1.410(b)- 
8(a)  (e.g,  quarterly  testing)  must  also  be 
used  for  purposes  of  determining 
whether  the  plan  satisfies  section 
401(a)(4)  for  the  plan  year. 

(ii)  Special  rules  for  certain 
aggregated  plans.  Sp)ecial  rules  are  set 
forth  in  §  1.401(a)(4)-9(b)  for  applying 
the  nondiscriminatory  amount  and 
availability  requirements  of  paragraphs 
(b)(2)  and  (b)(3)  of  this  section  to  a  plan 
that  includes  one  or  more  defined 
benefit  plans  and  one  or  more  defined 
contribution  plans  that  have  been 
permissively  aggregated  under 
§1.410{b>-7(d). 
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(iii)  Restructuring.  In  certain 
circumstances,  a  plan  may  be 
restructured  on  the  basis  of  employee 
groups  and  treated  as  comprising  two  or 
more  plans,  each  of  which  is  treated  as 
a  separate  plan  that  must  independently 
satisfy  sections  401(a)(4)  and  410(b). 
Rules  relating  to  restructuring  plans  for 
purposes  of  applying  the  requirements 
of  paragraph  (b)  of  this  section  are  set 
forth  in  §  1.401(a)(4)-9(c). 

(iv)  References  to  section  410(b). 
Except  as  otherwise  specifically 
provided,  references  to  satisfying 
section  410(b)  in  §§  1.401(a)(4)-l 
through  1.401(a)(4)-13  mean  satisfying 
§  1.410(b)-2  (taking  into  account  any 
special  rules  available  in  satisfying  that 
section,  other  than  the  permissive 
aggregation  rules  of  §  1.410(b)-7(d)).  In 
the  case  of  a  plan  described  in  section 
410(c)(1)  that  has  not  made  the  election 
described  in  section  410(d)  and  is  not 
subject  to  section  403(b)(12)(A)(i), 
references  in  §§  1.410(a)(4)-l  through 
1.401(a)(4)-13  to  satisfying  section 
410(b)  mean  satisfying  section  410(c)(2). 

(5)  Collectively-bargained  plans.  The 
requirements  of  paragraph  (b)  of  this 
section  are  treated  as  satisfied  by  a 
collectively-bargained  plan  that 
automatically  satisfies  section  410(b) 
under  §1.410(b)-2(b)(7). 

(6)  Former  employees.  In  applying  the 
nondiscriminatory  amount  and 
availability  requirements  of  paragraphs 
(b)(2)  and  (b)(3)  of  this  section,  former 
employees  are  tested  separately  fi-om 
active  employees,  unless  otherwise 
provided.  Rules  for  applying  paragraphs 
(b)(2)  and  (b)(3)  of  this  section  to  former 
employees  are  set  forth  in  §  1.401(a)(4)- 
10. 

(7)  Employee-provided  contributions 
and  benefits.  In  applying  the 
nondiscriminatory  amount  requirement 
of  paragraph  (b)(2)  of  this  section, 
employee-provided  contributions  and 
benefits  are  tested  separately  from 
employer-provided  contributions  and 
benefits,  unless  otherwise  provided. 
Rules  for  determining  the  amount  of 
employer-provided  benefits  under  a 
defined  benefit  plan  that  includes 
employee  contributions  not  allocated  to 
separate  accounts  are  set  forth  in 

§  1.401(a)(4>-6(b),  and  rules  for  applying 
paragraph  (b)(2)  of  this  section  to 
employee  contributions  under  such  a 
plan  are  set  forth  in  §  1.401(a)(4)-6(c). 
See  paragraph  (b)(2)(ii)(B)  of  this  section 
for  rules  applicable  to  employee 
contributions  allocated  to  separate 
accounts. 

(8)  Allocation  of  earnings. 
Notwithstanding  any  other  provision  in 
§§1.401(a)(4)-l  through  1.401(a)(4)-13, 
a  defined  contribution  plan  does  not 
satisfy  paragraph  (b)(2)  of  this  section  if 


the  manner  in  which  income,  expenses, 
gains,  or  losses  are  allocated  to  accounts 
under  the  plan  discriminates  in  favor  of 
HCEs  or  former  HCEs. 

(9)  Rollovers,  transfers,  and  buybacks. 
In  applying  the  requirements  of 
paragraph  (b)  of  this  section,  rollover 
(including  direct  rollover)  contributions 
described  in  section  402(c),  402(e)(6), 
403(a)(4),  403(a)(5),  or  408(d)(3), 
elective  transfers  described  in 

§  1.411(d)-4.  Q*A-3(b),  transfers  of 
assets  and  liabilities  described  in 
section  414(/),  and  employee  buybacks 
are  treated  in  accordance  with  the  rules 
set  forth  in  §  1.401(a)(4)-ll(b). 

(10)  Vesting.  A  plan  does  not  satisfy 
the  nondiscriminatory  amount 
requirement  of  paragraph  (b)(2)  of  this 
section  unless  it  satisfies  §  1.401(a)(4}- 
11(c)  with  respect  to  the  manner  in 
which  employees  vest  in  their  accrued 
benefits. 

(11)  Crediting  service.  A  plan  does  not 
satisfy  paragraphs  (b)(2)  and  (b)(3)  of 
this  section  unless  it  satisfies 

§  1.401(a)(4)-ll(d)  with  respect  to  the 
manner  in  which  employee's  service  is 
credited  under  the  plan.  Service  other 
than  actual  service  with  the  employer 
may  not  be  taken  into  account  in 
determining  whether  the  plan  satisfies 
paragraphs  (b)(2)  and  (b)(3)  of  this 
section  except  as  provided  in 
§1.401(a)(4)-ll(d). 

(12)  Governmental  plans.  The  rules  of 
this  section  apply  to  a  governmental 
plan  within  the  meaning  of  section 
414(d),  except  as  provided  in 

§§  1. 401  (a)(4)-l  1(f)  and  1.401(a)(4)- 
13(b). 

(13)  Employee  stock  ownership  plans. 
[Reserved] 

(14)  Section  401(h)  benefits.  In 
applying  the  requirements  of  paragraph 
(b)  of  this  section,  the  portion  of  a  plan 
providing  benefits  described  in  section 
401(h)  is  tested  separately  firom  the 
portion  of  the  same  plan  providing, 
retirement  benefits,  and  thus  is  not 
required  to  satisfy  this  section.  Rules 
applicable  to  section  401(h)  benefits  are 
set  forth  in  §  1.401-14(b)(2). 

(15)  Definitions.  In  applying  the 
requirements  of  this  section,  the 
definitions  in  §  1.401(a){4)-12  govern. 

(16)  Effective  dates  and  fresh-start 
rules.  In  applying  the  requirements  of 
this  section,  the  effective  dates  set  forth 
in  §  1.401(a)(4)-13  govern.  Section 
1.401(a)(4)-13  also  provides  certain 
transition  and  fresh-start  rules  that 
apply  for  purposes  of  this  section. 

(dj  Additional  rules.  The 
Commissioner  may,  in  revenue  rulings, 
notices,  and  other  guidance  of  general 
applicability,  published  in  the  Internal 
Revenue  Bulletin,  provide  any 
additional  rules  that  may  be  necessary 


or  appropriate  in  applying  the 
nondiscrimination  requirements  of 
section  401(a)(4).  See 
§  601.601(d){2)(ii)(b)  of  this  chapter. 

f1.401(aM4>-2    Nondtecrimlnction  In 
•mount  of  emptoyer  contribution*  under  • 
doflnod  contribution  plan. 

(a)  Introduction— {\)  Overview.  This 
section  provides  rules  for  determining 
whether  the  employer  contributions 
allocated  under  a  defined  contribution 
plan  are  nondiscriminatory  in  amount 
as  required  by  §  1.401(a)(4)- 
l(b){2)(ii)(A).  Certain  defined 
contribution  plans  that  provide  uniform 
allocations  are  permitted  to  satisfy  this 
requirement  by  meeting  one  of  the  safe 
harbors  in  paragraph  (b)  of  this  section. 
Plans  that  do  not  provide  uniform 
allocations  may  satisfy  this  requirement 
by  satisfying  the  general  test  in 
paragraph  (c)  of  this  section.  See 

§  1.401(a)(4)-(b)(2)(ii)(B)  for  the 
exclusive  tests  applicable  to  section 
401(k)  plans  and  section  401(m)  plans. 
(2)  Alternative  methods  of  satisfying 
nondiscriminatory  amount  requirement. 
A  defined  contribution  plan  is 
permitted  to  satisfy  paragraph  (b)(2)  or 
(c)  of  this  section  on  a  restructured  basis 
pursuant  to  §  1.401(a)(4)-9(c). 
Alternatively,  a  defined  contribution 
plan  (other  than  an  ESOP)  is  permitted 
to  satisfy  the  nondiscriminatory  amount 
requirement  of  §  1.401(a)(4)- 
l(b)(2)(ii)(A)  on  the  basis  of  equivalent 
benefits  pursuant  to  §  1.401(a)(4)-8(b). 

(b)  SAFE  harbors— {1)  In  general.  The 
employer  contributions  allocated  under 
a  defined  contribution  plan  are 
nondiscriminatory  in  amount  for  a  plan 
year  if  the  plan  satisfies  either  of  the 
safe  harbors  in  paragraph  (b)(2)  or  (b)(3) 
of  this  section.  Paragraph  (b)(4)  of  this 
section  provides  exceptions  for  certain 
plan  provisions  that  do  not  cause  a  plan 
to  fail  to  satisfy  this  paragraph  (b). 

(2)  Safe  harbor  for  plans  with  uniform 
allocation  formula — (i)  General  rule.  A 
defined  contribution  plan  satisfies  the 
safe  harbor  in  this  paragraph  (b)(2)  for 
a  plan  year  if  the  plan  allocates  all 
amounts  taken  into  account  imder 
paragraph  (c)(2)(ii)  of  this  section  for  the 
plan  year  under  an  allocation  formula 
that  allocates  to  each  employee  the  same 
percentage  of  plan  year  compensation, 
the  same  dollar  amount,  or  the  same 
dollar  amount  for  each  uniform  imit  of 
service  (not  to  exceed  one  week) 
performed  by  the  employee  during  the 
plan  year. 

(ii)  Permitted  disparity.  If  a  plan 
satisfies  section  401(7)  in  form, 
differences  in  employees'  allocations 
under  the  plan  attributable  to  uniform 
disparities  permitted  under  §  1.401(/)-2 
(including  differences  in  disparities  that 
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are  deemed  uniform  under  §  1.401{/)- 
2(c)(2))  do  not  cause  the  plan  to  fail  to 
satisfy  this  paragraph  (b)(2). 

(3)  Safe  harbor  for  plans  with  uniform 
points  allocation  formula — (i)  General 
rule.  A  defined  contribution  plan  (other 
than  an  ESOP)  satisfies  the  safe  harbor 
in  this  paragraph  (b)(3)  for  a  plan  year 
if  its  satisfies  both  of  the  following 
requirements: 

(A)  The  plan  must  allocate  amounts 
under  a  uniform  points  allocation 
formula.  A  uniform  points  allocation 
formula  defines  each  employee's 
allocation  for  the  plan  year  as  the 
product  of  the  total  of  all  amounts  taken 
into  account  under  paragraph  (c)(2)(ii) 
of  this  section  and  a  fraction,  the 
numerator  of  which  is  the  employee's 
points  for  the  plan  year  and  the 
denominator  of  which  is  the  sura  of  the 
points  of  all  employees  in  the  plan  for 
the  plan  year.  For  this  purpose,  an 
employee's  points  for  a  plan  year  equal 
the  sum  of  the  employee's  points  for 
age,  service,  and  units  of  plan  year 
compensation  for  the  plan  year.  Under 


a  uniform  points  allocation  formula, 
each  employee  must  receive  the  same 
number  of  points  for  each  year  of  age, 
the  same  number  of  points  for  each  year 
of  service,  and  the  same  number  of 
points  for  each  imit  of  plan  year 
compensation.  The  imit  of  plan  year 
compensation  used  in  the  ^location 
formula  must  be  a  single  dollar  amount 
for  all  employees  that  does  not  exceed 
$200.  A  uniform  points  allocation 
formula  need  not  grant  points  for  both 
age  and  service,  but  it  must  grant  points 
for  at  least  one  of  them.  If  the  allocation 
formula  grants  points  for  years  of 
service,  tne  plan  is  permitted  to  limit 
the  number  of  years  of  service  taken  into 
account  to  a  single  maximum  number  of 
years  of  service.  In  all  cases,  a  uniform 
points  allocation  formula  must  grant 
points  for  plan  year  compensation. 

(B)  For  tne  plan  year,  tne  average  of 
the  allocation  rates  for  the  HCEs  in  the 
plan  must  not  exceed  the  average  of  the 
allocation  rates  for  the  NHCEs  in  the 
plan.  For  this  purpose,  allocation  rates 
are  determined  in  accordance  with 


paragraph  (c)(2)  of  this  section,  without 
imputing  permitted  disparity  and 
without  grouping  allocation  rates  under 
paragraph  (c)(2)(iv)  and  (v)  of  this 
section. 

(ii)  Example.  The  following  example 
illustrates  the  safe  harbor  in  this 
paragraph  (b)(3): 

Example,  (a)  Plan  A  has  a  single  allocation 
formula  that  applies  to  all  employees,  under 
which  each  employee's  allocation  for  the 
plan  year  equals  the  product  of  the  total  of 
all  amoimts  taken  into  account  for  all 
employees  for  th^plan  year  under  paragraph 
(c)(2)(ii)  of  this  section  and  a  fraction,  the 
numerator  of  which  is  the  employee's  points 
for  the  plan  year  and  the  denominator  of 
which  is  the  sum  of  the  points  of  all 
employees  for  the  plan  year.  Plan  A  grants 
each  employee  10  praiots  for  each  year  of 
service  and  one  point  for  each  $100  of  plan 
year  compensation.  For  the  1994  plan  year, 
the  total  allocations  are  $81,200,  and  the  total 
points  for  all  employees  are  8,120.  Each 
employee's  allocation  for  the  1994  plan  year 
is  set  forth  in  the  table  below. 


Employee 


HI 
K 

m 

N2 
N3 
iN4 


Total. 


Years  o( 
service 


20 

10 

30 

3 

10 

5 

3 

1 


Plan  year 
compensation 


$200,000 

200,000 

100,000 

100,000 

40.000 

35,000 

30.000 

25,000 


Points 


2,200 

2,100 

1,300 

1.030 

500 

400 

330 

260 


8,120 


Amount  o(al- 
location 


$22,000 

21.000 

13,000 

10,300 

5,000 

4.000 

3,300 

2,600 


$81,200 


Allocation  rale 
(percent) 


11.0 
105 
13.0 
10.3 
12.5 
11.4 
11.0 
10.4 


(b)  Under  these  facts,  for  the  1994  plan 
'year,  Plan  A  allocates  amounts  under  a 
uniform  points  allocation  formula  within  the 
meaning  of  paragraph  (b)(3)(i)(A)  of  this 
section. 

(c)  For  the  1994  plan  year,  the  average 
allocation  rate  for  the  HCEs  (HI  through  H4) 
is  11.2  percent,  and  the  average  allocation 
rate  for  NHCEs  (Nl  through  N4)  is  11.3 
percent.  Because  the  average  of  the  allocation 
rates  for  the  HCEs  does  not  exceed  the 
average  of  the  allocation  rates  for  the  NHCEs, 
Plan  A  satisfies  paragraph  {b)(3)(i)(B)  of  this 
section  and,  thus,  the  safe  harbor  in  this 
paragraph  (b)(3)  for  the  1994  plan  year. 

(4)  Use  of  safe  harbors  not  precluded 
by  certain  plan  provisions — (i)  In 
general.  A  plan  does  not  fail  to  satisfy 
this  paragraph  (b)  merely  because  the 
plan  contains  one  or  more  of  the 
provisions  described  in  this  paragraph 
(b)(4).  Unless  otherwise  provided,  any 
such  provision  must  apply  uniformly  to 
all  employees. 

(ii)  Entry  dates,  the  plan  provides  one 
or  more  entry  dates  during  the  plan  year 
as  permitted  by  section  410(a)(4). 

(lii)  Certain  conditions  on  allocations. 
The  plan  provides  that  an  employee's 


allocation  for  the  plan  year  is 
conditioned  on  the  employee's 
employment  on  the  last  day  of  the  plan 
year  or  on  the  employee's  completion  of 
a  minimum  number  of  hours  of  service 
during  the  plan  year  (not  to  exceed 
1,000).  Such  a  provision  may  include  an 
exception  from  this  condition  for  all 
employees  who  terminate  employment 
during  the  plan  year  or  only  for  those 
employees  who  terminate  employment 
during  the  plan  year  on  account  of  one 
or  more  of  the  following  circumstances: 
retirement,  disabihty,  death,  or  military 
service. 

(iv)  Certain  limits  on  allocations.  The 
plan  limits  allocations  otherwise 
provided  imder  the  allocation  formula 
to  a  maximum  dollar  amount  or  a 
maximimi  percentage  of  plan  year 
compensation,  limits  the  dollar  amount 
of  plan  year  compensation  taken  into 
account  in  determining  the  amount  of 
allocations,  or  applies  the  restrictions  of 
section  409(n)  or  the  limits  of  section 
415. 


(v)  Lower  allocations  for  HCEs.  The 
allocations  provided  to  one  or  more 
HCEs  under  the  plan  are  less  than  the 
allocations  that  would  otherwise  be 
provided  to  those  employees  if  the  plan 
satisfied  this  paragraph  (b)  (without 
regard  to  this  paragraph  (b)(4)(v)). 

(vi)  Multiple  formulas— {A)  General 
rule.  The  plan  provides  that  an 
employee's  allocation  under  the  plan  is 
the  greater  of  the  allocations  determined 
imder  two  or  more  formulas,  or  is  the 
sum  of  the  allocations  determined  under 
two  or  more  formulas.  This  paragraph 
(b)(4)(vi)  does  not  apply  to  a  plan  unless 
each  of  the  formulas  under  the  plan 
satisfies  the  requirements  of  paragraph 
(b)(4)(vi)(B)  through  (D)  of  this  section. 

(B)  Sole  formulas.  The  formulas  must 
be  the  only  formulas  under  the  plan. 

(C)  Separate  testing.  Each  of  the 
formulas  must  separately  satisfy  this 
paragraph  (b).  A  formula  that  is 
available  solely  to  some  or  all  NHCEs  is 
deemed  to  satisfy  this  paragraph 
{b)(4)(vi)(C). 
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(D)  Arajlability—{1)  General  ruie.  All 
of  the  formulas  must  be  available  on  the 
Mine  terms  to  all  employees. 

[2)  Formulas  for  NHCEs.  A  formula 
does  not  fail  to  be  available  on  the  same 
terms  to  all  employees  merely  because 
the  formula  is  not  available  to  any 
NCEs.  but  is  available  to  some  or  all 
NHCEs  on  the  same  terms  as  all  of  the 
other  formulas  in  the  plan. 

(3)  Top-heavy  formulas.  In  the  case  of 
a  plan  that  provides  the  greater  of  the 
allocations  under  two  or  more  formulas, 
one  of  which  is  a  top-heavy  formula,  the 
top-heavy  formula  doA  not  fail  to  be 
available  on  the  same  terms  to  all 
employees  merely  because  it  is  available 
solely  to  all  non-key  employees  on  the 
same  terms  as  all  the  other  formulas 
under  the  plan.  Furthermore,  the  top- 
heavy  formula  does  not  fail  to  be 
available  on  the  same  terms  as  the  other 
formulas  under  the  plan  merely  because 
it  is  conditioned  on  the  plan's  being  top- 
heavy  within  the  meaning  of  section 
416(g).  Finally,  the  top-heavy  formula 
does  not  fail  to  be  available  on  the  same 
terms  as  the  other  formulas  under  the 
plan  merely  because  it  is  avail^le  to  all 
employees  described  in  §  1.461-1.  Q&A 
M-10  (i.e..  all  non-key  employees  who 
have  not  separated  from  service  as  of  the 
last  day  of  the  plan  year).  The  preceding 
sentence  does  not  apply,  howevei. 
unless  the  plan  would  satisfy  section 
410(b)  if  all  employees  whose  only 
allocations  under  the  plan  are  provided 
under  the  top-heavy  formula  were 
treated  as  not  currently  benefiting  under 
the  plan.  For  purposes  of  this  paragraph 
(b){4)(vi)(D)(3).  a  lop-heavy  formula  is  a 
formula  that  provides  the  minimum, 
benefit  described  in  section  416(cM2) 
(taking  into  account,  if  applicable,  the 
modification  in  section 
416(h)(2)(A)(ii)(n)). 

(E)  Provisions  may  be  applied  more 
than  once.  The  provisions  of  this 
paragraph  {b){4)(vi)  may  be  applied 
more  than  once.  For  example,  a  plan 
satisfies  this  paragraph  (b)  if  an 
employee's  allocation  under  the  plan  is 
the  greater  of  the  allocations  under  two 
or  more  formulas,  and  one  or  more  of 
those  formulas  is  the  sum  of  the 
allocations  under  two  or  more  other 
formulas,  provided  that  each  of  the 
formulas  under  the  plan  satisfies  the 
requirements  of  paragraph  (b)(4)(vi)(B) 
through  (D)  of  this  section. 

(F)  Examples.  The  fbllo%inng  examples 
illustrate  the  rules  in  this  paragraph 
(b)(4)(vi): 

Example  1.  Under  Plan  A.  each  employee's 
allocation  equals  the  sum  of  the  allocations 
detemiined  under  two  fonnuias.  The  first 
formula  provides  an  allocation  of  five  percent 
of  plan  year  com()ensation.  The  second 


fbraiula  provkiM  an  allocation  of  SIM.  Plan 
A  satisfLas  this  paragraph  (bX4)(vi). 

Examples.  Under  Plan  B.  each  employee's 
allocation  equals  the  greater  of  the 
allocations  determined  under  two  fiormulas. 
The  first  formula  provides  an  allocation  of 
seven  percent  of  plan  year  compensation  and 
is  available  to  all  employees  who  complete 
at  least  1,000  hours  of  service  during  the  plan 
jrear  and  who  have  not  separated  firom 
service  as  of  the  last  day  of  the  plan  year.  The 
second  formula  is  a  to-heavy  formula  that 
provides  an  allocation  of  throe  percent  of 
plan  year  compensation  and  this  available  to 
all  employees  described  in  §  1.416-1,  Q&A 
M-10.  Plan  B  does  not  satisfy  the  general  rule 
in  paragraph  (b)(4){vi)(D){t)  of  this  section 
because  the  formulas  are  not  available  on  the 
same  terms  to  all  employees  (i.e.,  an 
employee  is  required  to  complete  1,000  hours 
of  service  during  the  plan  year  to  receive  an 
allocation  under  the  first  formula,  but  not 
under  the  second  formula).  Nonetheless, 
because  he  second  formula  is  a  top-heavy 
formula,  the  special  availability  rules  for  top- 
heavy  formulas  in  paragraph  {b)(4)(viKD)(3) 
of  this  section  apply.  Thus,  the  second 
fomiula  does  not  fail  to  be  available  on  the 
same  terms  as  the  first  formula  merely 
because  the  second  formula  is  available  to  all 
employees  described  in  §  1.416-1,  Q&A  M- 
10.  as  long  as  the  plan  would  satisfy  section 
410(b)  if  all  employees  whose  only  allocation 
undJer  the  plan  is  provided  under  the  second 
formula  were  treated  as  not  currently 
benefiting  under  the  plan.  This  is  true  even 
if  the  plan  conditions  the  availability  of  the 
second  fomiula  on  the  plan's  being  top-heavy 
for  the  plan  year. 

Example  3.  The  fects  are  the  same  as  in 
Example  2,  except  that  the  first  formula  is 
available  to  all  employees  who  have  not 
separated  from  service  as  of  the  last  day  of 
the  plan  year,  regardless  of  whether  they 
complete  at  least  1,000  hours  of  service 
during  the  plan  year.  Plan  B  still  does  not 
satisfy  the  general  rule  in  paragraph 
(b)(4)(vi)(D)(I)  of  this  section  because  the  two 
formulas  are  not  available  on  the  same  terms 
to  all  employees  (i.e.,  the  second  fbmiula  is 
only  available  to  all  non-key  employees). 
Nonetheless,  because  the  second  fomiula  is 
a  top-heavy  formula,  the  special  availability 
rules  for  top-heavy  formulas  in  paragraph 
(b)(4)(vi)(D)(3)  of  this  section  apply.  Thus, 
the  second  formula  does  not  fail  to  be 
available  on  the  same  terms  as  the  first 
formula  merely  because  the  second  formula 
is  available  solely  to  all  non-key  employees. 

(c)  General  test  for  nondiscrimination 
in  amount  of  contributions — (1)  General 
rule.  The  employer  contributions 
allocated  under  a  defined  contribution 
plan  are  nondiscriminatory  in  amoimt 
for  a  plan  year  if  each  rate  group  under 
the  plan  satisfies  section  410(b).  For 
purposes  of  the  paragraph  (c),  a  rate 
group  exists  a  plan  for  each  HCE  and 
consists  of  the  HCE  and  all  other 
employees  in  the  plan  (both  HCEs  and 
NHCEs)  who  have  an  allocation  rate 
greater  than  or  equal  to  the  HCE's 
allocation  rate,  llius.  an  employee  is  in 
the  rate  group  for  each  HCE  who  has  an 


allocation  rate  less  than  or  equal  to  the 
employee's  allocation  rate. 

(2)  Determination  of  allocation  rates— 
(i)  General  rule.  The  allocation  rate  of  an 
employee  for  a  plan  year  equals  the  sum 
of  the  allocations  to  the  employee's 
account  for  the  plan  year,  expressed 
either  as  j)ercentage  of  plan  year 
compensation  or  as  a  dollar  amount. 
[u]  Allocations  taken  into  account. 
The  amount  taken  into  account  in 
determining  allocation  rates  for  a  plan 
year  include  all  employer  contributions 
and  forfeitures  that  are  allocated  or 
treated  as  allocated  to  the  amount  of  an 
employee  under  the  plan  for  the  Plan 
year,  other  than  amounts  described  in 
paragraph  (c)(2)(iii)  of  this  section.  For 
this  purpose,  employer  contributions 
include  annual  additions  described  in 
§  1.415-66))(2)(i)  (regarding  amounts 
arising  from  certain  transactions 
between  the  plan  and  the  employer).  In 
the  case  of  a  defined  contribution  plan 
subject  to  section  412.  an  employer 
contribution  is  taken  into  account  in  the 
plan  year  for  which  it  is  required  to  be 
contributed  and  allocated  to  employees' 
accounts  under  the  plan,  even  if  all  or 
part  of  the  required  contribution  is  not 
actually  made. 

(iii)  Allocations  not  taken  into 
account.  Allocations  of  income, 
expenses,  gains,  and  losses  attributable 
to  the  balance  in  an  employee's  account 
are  not  taken  into  account  in 
determining  allocation  rates. 

(iv)  Imputation  of  permitted  disparity. 
The  disparity  permitted  under  section 
401(7)  may  be  imputed  in  accordance 
with  the  rules  of  §  401(a)(4)-7. 

(v)  Group  of  allocation  rates — (A) 
General  rule.  An  employer  may  treat  all 
employees  who  have  allocation  rates 
within  a  specified  range  above  and 
below  a  midpoint  rate  chosen  by  the 
employer  as  having  an  allocdtion  rate 
equal  to  the  midpoint  rate  within  that 
range.  Allocation  rates  within  a  given 
range  may  not  be  grouped  under  this 
paragraph  (c){2)(v)  if  the  allocation  rates 
of  HCEs  within  the  rang  generally  are 
significantly  higher  than  the  allocation 
rates  of  NHCEs  in  the  range.  The 
specified  ranges  within  which  all 
employees  are  treated  as  having  the 
same  allocation  rate  may  not  overlap 
and  may  be  no  larger  than  provided  in 
paragraph  (c){2)(v)(B)  of  this  section. 
Allocation  rates  of  employees  that  are 
not  within  any  of  these  specified  ranges 
are  determined  without  regard  to  this 
paragraph  (c)(2)(v). 

(B)  Size  of  specified  ranges.  The 
lowest  and  highest  allocation  rates  in 
the  range  must  be  within  five  percent 
(not  five  percentage  points)  of  the 
midpoint  rate.  If  allocation  rates  are 
determined  as  a  percentage  of  plan  year 
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compensation,  the  lowest  and  highest 
allocation  rates  need  not  be  within  five 
percent  of  the  midpoint  rate,  if  they  are 
no  more  than  one  quarter  of  a 
percentage  point  above  or  below  the 
midpoint  rate. 

(vi)  Consistency  requirement. 
Allocation  rates  must  be  determined  in 
a  consistent  manner  for  all  employees 
for  the  plan  year. 

(3)  Satisfaction  of  section  410(b)  by  a 
rate  group— {i)  General  rule.  For 
purposes  of  determining  whether  a  rate 
group  satisfies  section  410(b).  the  rate 
group  is  treated  as  if  it  were  a  separate 
plan  that  benefits  only  the  employees 
included  in  the  rate  group  for  the  plan 
year.  Thus,  for  example,  under 

§  1.401(a)(4)-l(c)(4)(iv).  the  ratio 
percentage  of  the  rate  group  is 
determined  taking  into  account  all 
nonexcludable  employees  regardless  of 
whether  they  benefit  under  the  plan. 
Paragraph  (c)(3)  (ii)  and  (iii)  of  this 
section  provide  additional  special  rules 
for  determining  whether  a  rate  group 
satisfies  section  410(b). 

(ii)  Application  of  nondiscriminatory 
classification  test.  A  rate  group  satisfies 
the  nondiscriminatory  classification  test 
of  §  410(b)-4  (including  the  reasonable 
classification  requirement  of  §  1.410(b)- 
4(b))  if  and  only  if  the  ratio  percentage 
of  the  rate  group  is  greater  than  or  equal 
to  the  lesser  of — 

(A)  The  midpoint  between  the  safe 
and  the  unsafe  harbor  percentages 
applicable  to  the  plan;  and 

(B)  The  ratio  percentage  of  the  plan, 
(iii)  Application  of  average  benefit 

percentage  test.  A  rate  group  satisfies 
the  average  benefit  percentage  test  of 
§  1.410(b)-5  (without  regard  to 
§  1.410(b)-5(f)).  In  the  case  of  a  plan  that 
relies  on  §  1.410(b)-5(f)  to  satisfy  the 
average  benefit  percentage  test,  each  rate 
group  under  the  plan  satisfies  the 
average  benefit  percentage  test  (if 
applicable)  only  if  the  rate  group 
separately  satisfies  §  1.410(b)-5(f). 

(4)  Examples.  The  following  examples 
illustrate  the  general  test  in  this 
paragraph  (c): 

Example  1.  Employer  X  maintains  two 
defined  contribution  plans,  Plan  A  and  Plan 
B,  that  are  aggregated  and  treated  as  a  single 
plan  for  purposes  of  sections  410(b)  and 
401(a)(4)  pursuant  to  §  1.410(b)-7(d).  For  the 
1994  plan  year,  Employee  M  has  plan  year 
compensation  of  $10,000  and  receives  an 
allocation  of  S200  under  Plan  A  and  an 
allocation  of  $800  under  Plan  B.  Employee 
M's  allocation  rate  under  the  aggregated  plan 
for  the  1994  plan  year  is  10  percent  (i.e., 
$1,000  divided  by  $10,000). 

Example  2.  The  employees  in  Plan  C  have 
the  following  allocation  rates  (expressed  as  a 
percentage  of  plan  year  compensation):  2.75 
percent,  2.80  percent,  2.85  percent,  3.25 


percent,  6.65  percent,  7.33  percent,  7.34 
percent,  and  7.35  percent.  Because  the  Tirst 
four  rates  are  within  a  range  of  no  more  than 
one  quarter  of  a  percentage  point  above  and 
below  3.0  percent  (a  midpoint  rate  chosen  by 
the  employer),  under  paragraph  (c){2)(v)  of 
this  section  the  employer  may  treat  the 
employees  who  have  those  rates  as  having  an 
allocation  rate  of  3.0  percent  (provided  that 
the  allocation  rates  of  HCEs  within  the  range 
generally  are  not  significantly  higher  than  the 
allocation  rates  of  NHCEs  within  the  range). 
Because  the  last  four  rates  are  within  a  range 
of  no  more  than  five  percent  above  and  below 
7.0  percent  (a  midpoint  rate  chosen  by  the 
employer),  the  employer  may  treat  the 
employees  who  have  those  rates  as  having  an 
allocation  rate  of  7.0  percent  (provided  that 
the  allocation  rates  of  HCEs  within  the  range 
generally  are  not  significantly  higher  than  the 
allocation  rates  of  NHCEs  within  the  range). 

Example  3.  (a)  Employer  Y  has  only  six 
nonexcludable  employees,  all  of  whom 
benefit  under  Plan  D.  The  HCEs  are  HI  and 
H2,  and  the  NHCEs  are  Nl  through  N4.  For 
the  1994  plan  year,  HI  and  Nl  through  N4 
have  an  allocation  rate  of  5.0  percent  of  plan 
year  compensation.  For  the  same  plan  year, 
H2  has  an  allocation  rate  of  7.5  percent  of 
plan  year  comf>ensation. 

(b)  There  are  two  rate  groups  under  Plan 
D.  Rate  group  1  consists  of  HI  and  all  those 
employees  who  have  an  allocation  rate 
greater  than  or  equal  to  Hi's  allocation  rate 
(5.0  percent).  Thus,  rate  group  1  consists  of 
Hi,  H2,  and  Nl  through  N4.  Rate  group  2 
consists  only  of  H2  because  no  other 
employee  has  an  allocation  rate  greater  than 
or  equal  to  H2's  allocation  rate  (7.5  percent). 

(c)  The  ratio  percentage  for  rate  group  2  is 
zero  percent — i.e.,  zero  percent  (the 
percentage  of  all  nonhi^ly  compensated 
nonexcludable  employees  who  are  in  the  rate 
group)  divided  by  50  percent  (the  percentage 
of  all  highly  compensated  nonexcludable 
employees  who  are  in  the  rate  group). 
Therefore  rate  group  2  does  not  satisfy  the 
ratio  percentage  test  under  §1.410(b)-2(b)(2). 
Rate  group  2  also  does  not  satisfy  the 
nondiscriminatory  classification  test  of 

§  1.410(b)-4  (as  modified  by  paragraph  (c)(3) 
of  this  section).  Rate  group  2  therefore  does 
not  satisfy  section  410(b)  and,  as  a  result, 
Plan  D  does  not  satisfy  the  general  test  in 
paragraph  (c)(1)  of  this  section.  This  is  true 
regardless  of  whether  rate  group  1  satisfies 
§1.410(b)-2(b)(2). 

Example  4.  (a)  The  facts  are  the  same  as  in 
Example  3,  except  that  N4  has  an  allocation 
rate  of  8.0  percent. 

(b)  There  are  two  rate  groups  in  Plan  D. 
Rate  group  1  consists  of  Hi  and  all  those 
employees  who  have  an  allocation  rate 
greater  than  or  equal  to  Hi's  allocation  rate 
(5.0  percent).  Thus,  rate  group  1  consists  of 
HI,  H2  and  Nl  through  N4.  Rate  group  2 
consists  of  H2,  and  all  those  employees  who 
have  an  allocation  rate  greater  than  or  equal 
to  H2's  allocation  rate  (7.5  percent).  Thus, 
rate  group  2  consists  of  H2  and  N4. 

(c)  Rate  group  1  satisfies  the  ratio 
percentage  test  under  §  1.410(b)-2(b)(2) 
because  the  ratio  percentage  of  the  rate  group 
is  100  percent— i.e.,  100  percent  (the 
percentage  of  all  nonhighly  compensated 
nonexcludable  employees  who  are  in  the  rate 


group)  divided  by  100  percent  (the 
percentage  of  all  highly  compensated 
nonexcludable  employees  who  are  in  the  rate 
group). 

(d)  Rate  group  2  does  not  satisfy  the  ratio 
percentage  test  of  S  1.410(b)-2(b)(2)  because 
the  ratio  percentage  of  the  rate  group  is  50 
percent — i.e.,  25  percent  (the  percentage  of 
all  nonhighly  compensated  nonexcludable 
employees  who  are  in  the  rate  group)  divided 
by  50  percent  (the  percentage  of  all  highly 
compensated  nonexcludable  employees  who 
are  in  the  rate  group). 

(e)  However,  rate  group  2  does  satisfy  the 
nondiscriminatory  classification  test  of 

§  1.410(b)— 4  because  the  ratio  percentage  of 
the  rate  group  (50  ptercent]  is  greater  than  the 
safe  harbor  percentage  applicable  to  the  plan 
under  §  1.410(bM(c)(4)  (45.5  percent). 

(f)1f  rate  group  2  satisfies  the  average 
benefit  percentage  test  of  $  1.410{b)-5,  then 
rate  group  2  saUsfies  section  410(b).  In  that 
case.  Plan  D  satisfies  the  general  test  in 
paragraph  (c)(1)  of  this  section,  because  each 
rate  group  under  the  plan  satisfies  section 
410(b). 

Erample  5.  (a)  Plan  E  satisfies  section 
410(b)  by  satisfying  the  nondiscriminatory 
classification  test  of  §  1.410(b)-4  and  the 
average  t)enefit  percentage  test  of  S  1.410(b)- 
5  (without  regard  to  S  1.410(b)-5(f)).  S«e 
§  1.410(b>-2(b)(3).  Plan  E  uses  the  facte-and- 
circumstances  requirements  of  §  1.410(b}- 
4(c)(3)  to  satisfy  the  nondiscriminatory 
classification  test  of  S  1.410(b)-4.  The  safe 
and  unsafe  harbor  percentages  applicable  to 
the  plan  under  §  1.410(b>-4(c)(4)  are  29  and 
20  percent,  respectively.  Plan  E  has  a  ratio 
percentage  of  22  percent. 

(b)  Rate  group  1  under  Plan  E  has  a  ratio 
percentage  of  23  percent.  Under  paragraph 
(c)(3)(ii)  of  this  section,  the  rate  group 
satisfies  the  nondiscriminatory  classification 
requirement  of  §  1.410(b)-4,  because  the  ratio 
percentage  of  the  rate  group  (23  percent)  is 
greater  than  the  lesser  of — 

(1)  The  ratio  percentage  for  the  plan  as  a 
whole  (22  percent);  and 

(2)  The  midpoint  between  the  safe  and 
unsafe  harlxjr  percentages  (24.5  percent). 

(c)  Under  paragraph  (c)(3)(iii)  of  this 
section,  the  rate  group  satisfies  section  410(b) 
because  the  plan  satisfies  the  average  benefit 
percentage  test  of  §  1.410(b)-5. 

S 1 .401  (aK4)-3    Nondiscrimination  in 
amount  of  wnployar-providsd  benefits 
under  a  defined  benefit  plan. 

(a)  Introduction — (1)  Overview.  This 
section  provides  rules  for  determining 
whether  the  employer-provided  benefits 
under  a  defined  benefit  plan  are 
nondiscriminatory  in  amount  as 
required  by  §  1.401(a)(4)-l(b)(2)(iii). 
Certain  defined  benefit  plans  that 
provide  uniform  benefits  are  permitted 
to  satisfy  this  requirement  by  meeting 
one  of  the  safe  harbors  in  paragraph  (b) 
of  this  section.  Plans  that  do  not  provide 
uniform  benefits  may  satisfy  this 
requirement  by  satisfying  the  general 
test  in  paragraph  (c)  of  this  section. 
Paragraph  (d)  of  this  section  provides 
rules  for  determining  the  individual 
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benefit  accrual  rates  needed  for  the 
general  test  Paragraph  (e)  of  this  section 
provides  rules  for  determining 
compeosatioD  Cor  purposes  of  appl3ring 
the  nquirements  of  tliis  section. 
Paragraph  (f)  of  this  sectioo  provides 
additional  rules  that  apply  generally  for 
purposes  of  both  the  safe  harbors  in 
paragraph  (b)  of  this  section  and  the 
general  test  in  paragraph  (c)  of  this 
section.  See  §  1.401(a)(4)-6  for  rules  for 
determining  the  amount  of  employer- 
provided  benefits  imder  a  contributory 
DB  plan,  and  for  determining  whether 
the  ©mpioyee-provided  benefits  under 
such  a  plan  are  nondiscriminatory  in 
amount 

(2)  Ahemative  methods  of  satisfying 
nondiscriminatory  amount  requirement. 
A  defined  benefit  plan  is  permitted  to 
satisfy  paragraph  (b)  or  (c)  of  this 
section  on  a  restructured  basis  pursuant 
to  §1.401(a){4}-9(c).  Alternatively,  a 
defined  benefit  plan  is  permitted  to 
satisfy  the  nondiscriminatory  amount 
requirement  of  « 1.401(a)(4)-l(b)(2)(iii) 
on  the  basis  of  equivalent  allocations 
pursuant  to  §  1.401(a)(4)-«(c).  In 
addition,  a  defined  benefit  plan  that  is 
part  of  a  floor-offset  arrangement  is 
permitted  to  satisfy  this  section 
pursuant  to  §  1.401(a)(4)-8(d). 

[bj  Safe  harbors— {I)  In  general.  The 
employer-provided  benefits  under  a 
defined  benefit  plan  are 
nondiscriminatory  in  amount  for  a  plan 
year  if  the  plan  satisfies  each  of  the 
uniformity  requirements  of  paragraph 
(b)(2)  of  this  section  and  any  one  of  the 
safe  harbors  in  paragraphs  (t))(3)  (\init 
credit  plans),  (b)(4)  (fractional  accrual 
plans)  and  (b)(5)  (insurance  contract 
plans)  of  this  section.  Paragraph  (b)(6)  of 
this  section  provides  exceptions  for 
certain  plan  provisions  that  do  not 
cause  a  plan  to  bd\  to  satisfy  this 
paragraph  (b).  Paragraph  (0  of  this 
section  provides  additional  rules  that 
apply  in  determining  whether  a  plan 
satisfies  this  paragraph  (b). 

(2)  Uniformity  requirements — (i) 
Uniform  norma]  retirement  benefit.  The 
same  benefit  formula  must  apoly  to  all 
employees.  The  benefit  formula  must 
provide  all  employees  with  an  annual 
benefit  payable  in  the  same  form 
commencing  at  the  same  uniform 
normal  retirement  age.  The  annual 
benefit  must  be  the  same  percentage  of 
average  annual  compensation  or  the 
same  dollar  amount  for  all  employees 
who  will  bava  the  same  number  of  years 
of  service  at  normal  retirement  age.  (See 
§  1.40l(a)(4)-ll(d)(3)  for  limits  on 
service  that  may  be  taken  into  account 
as  3rears  of  service.)  The  annual  benefit 
must  equal  the  employee's  accrued 
benefit  at  normal  retirement  age  (within 
the  meaning  of  section  411(a)(7KA)(il 


and  must  be  the  normal  retirement 
benefit  under  the  plan  (within  the 
meaning  of  section  411(a)(S)). 

(ii)  Uniform  post-normal  retirement 
benefit.  With  respect  to  an  employee 
with  a  given  number  of  years  of  tervice 
at  any  age  after  normal  retirement  age, 
the  annual  benefit  commencing  at  that 
employee's  age  must  be  the  same 
percentage  of  average  annual 
compensation  or  the  same  dollar 
amount  that  would  be  payable 
commencing  at  normal  retirement  age  to 
an  employee  who  had  that  same  number 
of  yeare  of  service  at  normal  retirement 
age. 

(iii)  Uniform  subsidies.  Each 
subsidized  optional  form  of  benefit 
available  under  the  plan  must  be 
currently  available  (within  the  meaning 
of  S  1.401  (a)(4)-4(b)(2))  to  substantially 
all  employees.  Whether  an  optional 
form  of  benefit  is  considered  subsidized 
for  this  purpose  may  be  determined 
using  any  reasonable  actuarial 
assumptions. 

(iv)  No  employee  contributions.  The 
plan  must  not  be  a  contributory  DB 
plan. 

(v)  Period  of  accrual.  Each  employee's 
benefit  must  be  accrued  over  the  same 
years  of  service  that  are  taken  into 
account  in  applying  the  benefit  formula 
under  the  plan  to  that  employee.  For 
this  purpose,  any  year  in  which  the 
employee  benefits  under  the  plan 
(within  the  meaning  of  §  1.410(b)-3(a)) 
is  iru:luded  as  a  year  of  service  in  which 
a  benefit  accrues.  Thus,  far  example,  a 
plan  does  not  satisfy  the  safe  harbor  in 
paragraph  (b)(4)  of  this  section  unless 
the  plan  uses  the  same  years  of  service 
to  determine  both  the  normal  retirement 
benefit  under  the  plan's  benefit  formula 
and  the  fraction  by  which  an  employee's 
fractional  rule  benefit  is  multipUed  to 
derive  the  employee's  accrued  benefit  as 
of  any  play  year. 

(vi)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (b)(2): 

Example  1.  Plan  A  provides  a  normal 
retirement  benefit  equal  to  two  percent  of 
average  annual  compensation  times  each  year 
of  service  commencing  at  age  65  for  all 
employees.  Plan  A  provides  that  employees 
of  Division  S  receive  their  benefit  in  the  form 
of  a  straight  life  annuity  and  that  employees 
of  Division  T  receive  their  benefit  in  the  tana 
of  a  life  annuity  with  an  automatic  cost-of 
living  Increase.  Plan  A  does  not  provide  a 
uniform  normal  retirement  benefit  within  the 
meaning  of  paragraph  (b)(2)[i)  of  this  section 
because  the  annual  benefit  is  not  payable  in 
the  same  form  to  all  employees. 

Example  2.  Plan  B  provides  a  normal 
retirement  benefit  equal  to  1.5  percent  of 
average  annual  compensation  times  each  year 
of  service  at  normal  retirement  age  for  all 
employees.  The  normal  retirement  age  under 


the  plan  is  the  earlier  of  age  65  or  the  age  at 
which  the  employee  completes  10  years  of 
servica,  but  in  no  event  earlier  than  age  62. 
Plan  B  does  not  provide  a  uniform  nonnal 
retirement  benefit  writhin  the  meaning  of 
paragraph  (b){2)(i)  of  this  section  because  the 
same  unifbrm  normal  retirement  age  does  not 
apply  to  all  employees. 

Example  3.  Plan  C  is  an  acciimulation  plan 
under  which  the  benefit  for  each  year  of 
service  equals  one  percent  of  plan  year 
compensation  payable  in  the  same  form  to  all 
employees  commencing  at  the  same  uniform 
nonnal  retirement  age.  Under  paragraph 
(e)(2)  of  this  section,  an  accumulation  plan 
may  substitute  plan  year  compensation  £or 
average  aimual  compensation.  Plan  C 
provides  a  uniform  normal  retirement  benefit 
within  the  meaniivg  of  paragraph  (b)(2)(i)  of 
this  section,  t>ecause  all  employees  with  the 
same  number  of  years  of  service  at  normal 
retirement  age  will  receive  an  annual  benefit 
that  is  treated  as  the  same  percentage  of 
average  annual  compensation. 

Example  4.  The  facts  are  the  same  as  in 
Example  3,  except  that  the  benefit  for  each 
year  of  service  equals  one  percent  of  plan 
year  compensation  increased  by  reference  to 
the  increase  in  the  cost  of  living  from  the 
year  of  service  to  normal  retirement  age.  Plan 
C  does  not  provide  a  uniform  normal 
retirement  benefit,  because  the  annual  benefit 
defined  by  the  benefit  formula  can  vary  for 
employees  with  the  same  number  of  years  of 
service  at  nonnal  retirement  age,  depending 
on  the  age  at  which  those  years  of  service 
were  credited  to  the  employee  under  the 
plan. 

Example  5.  Plan  D  provides  a  normal 
retirement  benefit  of  50  percent  of  average 
annual  compensation  at  normal  retirement 
age  (age  65)  for  employees  with  30  years  of 
service  at  normal  retirement  age.  Plan  D 
provides  that,  in  the  case  of  an  employee 
with  less  than  30  years  of  service  at  normal 
retirement  age,  the  normal  retirement  benefit 
is  reduced  on  a  pro  rata  basis  for  each  year 
of  service  less  than  30.  However,  if  an 
employee  with  less  than  30  years  of  service 
at  nonnal  retirement  age  continues  to  work 
past  nonnal  retirement  age,  Plan  D  provides 
that  the  additional  years  of  service  worked 
past  normal  retirement  age  are  taken  into 
account  for  purposes  of  the  30  years  of 
service  requirement.  Thus,  an  employee  who 
has  26  years  of  service  at  age  65  but  who  does 
not  retire  until  age  69  with  30  years  of  service 
will  receive  a  benefit  of  50  percent  of  average 
annual  compensation.  Plan  D  provides 
uniform  post-normal  retirement  benefits 
within  the  meaning  of  paragraph  (b)(2)(ii)  of 
this  section. 

Example  6.  (a)  Plan  E  is  amended  on 
February  14, 1994,  to  provide  an  early 
retirement  window  bcuaefit  that  consists  of  an 
unreduced  early  retirement  beixefit  to 
employees  who  terminate  employment  after 
attainment  of  age  55  with  10  years  of  service 
and  between  June  1. 1994,  and  November  30. 
1994.  The  early  retirement  window  benefit  is 
a  single  subsidized  optional  form  of  benefit 
Para^aph  (b)(2)(iii)  of  this  section  requires 
that  the  subsidized  optional  form  of  benefit 
be  currently  available  (within  the  meaning  of 
§  1.401(aK4)-4(b){2))  to  substantially  all 
employees.  Section  1.401  (a)(4>- 
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4[b)(2)(u)(AV2)  provides  that  age  and  sCTvice 
requirements  are  not  disregarded  in 
determining  the  current  availability  of  an 
optional  form  of  benefit  if  those  requirements 
must  be  satisfied  within  a  specified  period  of 
time.  Thus,  the  early  retirement  window 
benefit  is  not  currently  available  to  an 
employee  unless  the  employee  will  satisfy 
the  eligibility  requirements  for  the  early 
retirement  window  benefit  by  the  close  of  the 
early  retirement  window  benefit  period.  Plan 
E  will  fail  to  satisfy  paragraph  (b)(2)(iii)  of 
this  section  unless  substantially  all  of  the 
employees  satisfy  the  eligibility  requirements 
for  the  early  retirement  window  benefit  by 
November  30, 1994.  However,  see 
§  1.401(a)(4>-9(c)(6),  Example  2,  for  an 
example  of  how  a  plan  with  an  early 
retirement  window  benefit  may  be 
restructured  into  two  component  plans,  each 
of  which  satisfies  the  safe  harbors  of  this 
paragraph  (b). 

(b)  A  similar  analysis  would  apply  if. 
instead  of  an  unreduced  early  retirement 
benefit,  the  early  retirement  window  benefit 
consisted  of  a  special  schedule  of  early 
retirement  factors,  defined  by  starting  with 
the  plan's  usual  schedule  and  then  treating 
each  employee  eligible  for  the  early 
retirement  window  benefit  as  being  five  years 
older  than  the  employee  actually  is,  but  not 
older  than  the  employee's  normal  retirement 
age. 

Example  7.  Plan  F  generally  provides  a 
normal  retirement  benefit  of  1.5  percent  of  an 
employee's  average  annual  compensation 
multiplied  by  the  employee's  years  of  service 
with  the  employer.  For  employees  transferred 
outside  of  the  group  of  employees  covered  by 
the  plan,  the  plan's  benefit  formula  takes  into 
account  only  years  of  service  prior  to  the 
transfer,  but  determines  average  annual 
compensation  taking  into  account  section 
414(s)  compensation  both  before  and  after  the 
transfer.  Plan  F  does  not  satisfy  the 
requirements  of  paragraph  (b)(2)(v)  of  this 
section  with  respect  to  transferred 
employees,  because  their  benefits  are  accrued 
over  years  of  service  (i.e.,  after  transfer]  that 
are  not  taken  into  account  in  applying  the 
plan's  benefit  formula  to  them.  However,  see 
Example  2  of  paragraph  (b)(6)(xi)(B)  of  this 
section  for  an  example  of  how  a  plan  that 
continues  to  take  transferred  employees' 
section  414(s)  compensation  into  account 
after  their  transfer  may  still  satisfy  this 
paragraph  (b). 

(3)  Safe  harbor  for  unit  credit  plans — 
(i)  General  rule.  A  plan  satisfies  the  safe 
harbor  in  this  paragraph  (b)(3)  for  a  plan 
year  if  it  satisfies  both  of  the  following 
requirements: 

(A)  The  plan  must  satisfy  the  133*;^ 
percent  accrual  rule  of  section 
411(b)(1)(B). 

(B)  Each  employee's  accrued  benefit 
under  the  plan  as  of  any  plan  year  must 
be  determined  by  applying  the  plan's 
benefit  formula  to  the  employee's  years 
of  service  and  (if  applicable)  average 
annual  compensation,  both  determined 
as  of  that  plan  year. 

(ii)  Example.  The  following  example 
illustrates  the  rules  in  this  paragraph 
(b)(3): 


Example.  Plan  A  pAivides  that  the  accnied 
benefit  oi  each  employee  as  of  any  plan  year 
equals  the  employee's  average  annual 
compensation  times  a  percentage  that 
depends  on  the  employee's  years  of  service 
determined  as  of  that  plan  year.  The 
percentage  is  two  percent  for  each  of  the  first 
10  years  of  service,  plus  1.5  percent  for  each 
of  the  next  10  years  of  service,  plus  two 
percent  Cor  all  additional  years  of  service. 
Plan  A  satisfies  this  paragraph  (b)(3). 

(4)  Safe  harbor  for  plans  using 
fractional  accrual  rule — (i)  GenBtal  rule. 
A  plan  satisfies  the  safe  harbor  in  this 
paragraph  (b)(4)  for  a  plan  if  it  satisfies 
each  of  the  following  requirements: 

(A)  The  plan  must  satisfy  the 
fitictional  accrual  rule  of  section 
411(b)(1)(C). 

(B)  Each  employee's  accrued  benefit 
under  the  plan  as  of  any  plan  year 
before  the  employee  reaches  normal 
retirement  age  must  be  determined  by 
multiplying  the  employee's  fractional 
rule  faMsnefit  (within  the  meaning  of 

§  1.411(b)-l(b)(3)(ii)(A))  by  a  fi^ction. 
the  numerator  of  which  is  the 
emploj'ee's  years  of  service  determined 
as  of  the  plan  year,  and  the  denominator 
of  which  is  the  employee's  projected 
years  of  service  as  of  normal  retirement 
age. 

(C)  The  plan  must  satisfy  one  of  the 
following  requirements: 

(1)  Under  the  plan,  it  must  be 
impossible  for  any  employee  to  accrue 
in  a  plan  year  a  portion  of  the  normal 
retirement  benefit  described  in 
paragraph  (b)(2)(i)  of  this  section  that  is 
more  than  one  third  larger  than  the 
portion  of  the  same  benefit  accrued  in 
that  or  any  other  plan  year  by  any  other 
employee,  when  each  portion  of  the 
benefit  is  expressed  as  a  percentage  of 
each  employee's  average  annual 
compensation  or  as  a  dollar  amount.  In 
making  this  determmation,  actual  and 
potential  employees  in  the  plan  with 
any  amount  of  service  at  normal 
retirement  must  be  taken  into  account 
(other  than  employees  with  more  than 
33  years  of  service  at  normal  retirement 
age).  In  addition,  in  the  case  of  a  plan 
that  satisfies  section  401(7)  in  form,  an 
employee  is  treated  as  accruing  benefits 
at  a  rate  equal  to  the  excess  benefit 
percentage  in  the  case  of  a  defined 
benefit  excess  plan  or  at  a  rate  equal  to 
the  gross  benefit  percentage  in  the  case 
of  an  offset  plan. 

[2]  The  normal  retirement  benefit 
under  the  plan  must  be  a  flat  benefit 
that  requires  a  minimimi  of  25  years  of 
service  at  normal  retirement  age  for  an 
employee  to  receive  the  tinreduced  flat 
benefit,  determined  without  regard  to 
section  415.  For  this  purpose,  a  flat 
benefit  is  a  benefit  that  is  the  same 
percentage  of  average  annual 


compensation  at  the  same  dollar 
amount  for  all  employees  who  have  a 
minimum  number  of  years  of  service  at 
normal  retirement  age  (e.g.,  50  percent 
of  average  annual  compensation),  with  a 
pro  rata  reduction  in  the  flat  benefit  for 
employees  who  have  less  than  the 
minimum  niunber  of  years  of  service  at 
normal  retirement  age.  An  employee  is 
permitted  to  accrue  the  maximum 
benefit  permitted  under  section  415 
over  a  period  of  less  than  25  years, 
provided  that  the  flat  benefit  under  the 
plan,  determined  without  regard  to 
section  415,  can  accrue  over  no  less 
than  25  years. 

[3]  The  plan  must  satisfy  the 
requirements  of  paragraph  (b)(4)(iKC)(2) 
of  this  section  (other  than  the 
requirement  that  the  minimum  number 
of  years  of  service  for  receiving  the 
unreduced  flat  benefit  is  at  least  25 
years),  and,  for  the  plan  year,  the 
average  of  the  normal  accrual  rates  for 
all  nonhighly  compensated 
nonexcludable  employees  must  be  at 
least  70  percent  of  the  average  of  the 
normal  accrual  rates  for  all  highly 
compensated  nonexcludable  employees. 
The  averages  in  the  preceding  sentence 
are  determined  taking  into  account  all 
nonexcludable  employees  (regardless  of 
whether  they  benefit  under  the  plan).  In 
addition,  contributions  and  benefits 
imder  other  plans  of  the  employer  are 
disregarded.  For  purposes  of  this 
paragraph  (b)(4)(i)(C)(J),  normal  accrual 
rates  are  determined  under  paragraph 
(d)  of  this  section. 

(ii)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (b)(4).  In  each  example,  it  is 
assimied  that  the  plan  has  never 
permitted  employee  contributions. 

Example  1.  Plan  A  provides  a  normal 
retirement  benefit  equal  to  1.6  percent  of 
average  annual  compensation  times  each  year 
of  service  up  to  25.  Plan  A  further  provides 
that  an  employee's  accrued  benefit  as  of  any 
plan  year  equals  the  employee's  fractional 
rule  benefit  multiplied  by  a  fi^ction,  the 
nimierator  of  which  is  the  employee's  years 
of  service  as  of  the  plan  year,  and  the 
denominator  of  which  is  the  employee's 
projected  years  of  service  as  of  normal 
retirement  age.  The  greatest  benefit  that  an 
employee  could  accrue  in  any  plan  year  is 
1.6  percent  of  average  annual  compensation 
(this  is  the  case  for  an  employee  with  25  or 
fewer  years  of  projected  service  at  normal 
retirement  age).  Among  potential  employees 
with  33  at  fev/er  years  of  projected  service  at 
normal  retirement  age,  the  lowest  benefit  that 
an  employee  could  accrue  in  any  plan  year 
is  1.212  percent  of  average  annual 
compensation  (this  is  the  case  for  an 
employee  with  33  years  of  projected  service 
at  normal  retirement  age).  Plan  A  satisfies 
paragraph  (b)(4)(iMC)(I)  of  this  sectiwi 
because  1.6  percent  is  not  toon  than  one 
third  larger  than  1.212  percent 
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Example  2.  Plan  B  provides  a  normal 
retirement  benera  equal  to  1 .0  percent  of 
average  annual  compensation  up  to  the 
integration  level,  and  1.6  percent  of  average 
annua!  compensation  above  the  integration 
level,  times  each  year  of  service  up  to  35. 
Plan  B  further  provides  that  an  employee's 
accrued  benefit  as  of  any  plan  year  equals  the 
employee's  fractional  rule  benefit  multiplied 
by  a  fraction,  the  numerator  of  which  is  the 
employee's  years  of  service  as  of  the  plan 
year  and  the  denominator  of  which  is  the 
employee's  projected  years  of  service  as  of 
normal  retirement  age.  For  purposes  of 
satisfying  the  one  third  larger  rule  in 
paragraph  (b)(4)(i)(C)(I)  of  this  section, 
because  Plan  B  satisfies  section  401(0  in 
form,  all  employees  with  less  than  35 
projected  years  of  service  are  assumed  to 
accrue  benefits  at  the  rate  of  1.6  percent  of 
average  annual  compensation  (the  excess 
benefit  percentage  under  the  plan).  Plan  B 
satisfies  paragraph  (b)(4)(i)(C)  of  this  section 
because  all  employees  with  33  or  fewer  years 
of  projected  service  at  normal  retirement  age 
accrue  in  each  plan  year  a  benefit  of  1.6 
percent  of  average  annual  compensation. 

Example  3.  Plan  C  provides  a  normal 
retirement  benefit  equal  to  four  percent  of 
average  annual  compensation  times  each  year 
of  service  up  to  10  and  one  percent  of  average 
annual  compensation  times  each  year  of 
service  in  excess  of  10  and  not  in  excess  of 
30.  Plan  C  further  provides  that  an 
employee's  accrued  benefit  as  of  any  plan 
year  equals  the  employee's  fractional  rule 
benefit  multiplied  by  a  fraction,  the 
numerator  of  which  is  the  employee's  years 
of  service  as  of  the  plan  year,  and  the 
denominator  of  which  is  the  employee's 
projected  years  of  service  as  of  normal 
retirement  age.  The  greatest  benefit  that  an 
employee  could  accrue  in  any  plan  year  is 
four  percent  of  average  annual  compensation 
(this  is  the  case  for  an  employee  with  10  or 
fewer  years  of  projected  service  at  normal 
retirement  age).  Among  employees  with  33  or 
fewer  years  of  projected  service  at  normal 
retirement  age.  the  lowest  benefit  that  an 
employee  could  accrue  in  a  plan  year  is  1.82 
percent  of  average  annual  compensation  (this 
is  the  case  of  an  employee  with  33  years  of 
projected  service  at  normal  retirement  age). 
Plan  C  fails  to  satisfy  this  paragraph  (b)(4) 
because  four  percent  is  more  than  one  third 
larger  than  1.82  percent.  See  also 
§  1.401{a)(4}-9(c)(6),  Example  3. 

Example  4.  Plan  D  provides  a  normal 
retirement  benefit  100  percent  of  average 
annual  compensation,  reduced  by  four 
percentage  points  for  each  year  of  service 
below  25  the  employee  has  at  normal 
retirement  age.  Plan  D  further  provides  that 
an  employee's  accrued  benefit  as  of  any  plan 
year  is  equal  to  the  employee's  fractional  rule 
benefit  multiplied  by  a  fraction,  the 
numerator  of  which  is  the  employee's  years 
of  service  as  of  the  plan  year,  and  the 
denominator  of  which  is  the  employee's 
projected  years  of  service  at  normal 
retirement  age.  In  the  case  of  an  employee 
who  has  five  years  of  service  as  of  the  current 
plan  year,  and  who  is  projected  to  have  10 
years  of  service  at  normal  retirement  age,  the 
employee's  fractional  rule  benefit  would  be 
40  percent  of  average  annual  compensation. 


and  the  employee's  accrued  benefit  as  of  the 
current  plan  year  would  be  20  percent  of 
average  annual  compensation  (the  fractional 
rule  benefit  multiplied  by  a  fraction  of  five 
years  over  10  years).  Plan  D  satisfies  this 
paragraph  (b)(4). 

Example  5.  The  facts  are  the  same  as  in 
Example  4,  except  that  the  normal  retirement 
benefit  is  125  percent  of  average  annual 
compensation,  reduced  by  five  percentage 
points  for  each  year  of  service  below  25  that 
the  employee  has  at  normal  retirement  age. 
Plan  D  satisfies  this  paragraph  (b)(4).  even 
though  an  employee  may  accrue  the 
maximum  benefit  allowed  under  section  415 
(i.e.,  100  percent  of  the  participant's  average 
compensation  for  the  high  three  years  of 
service)  in  less  than  25  years. 

Example  6.  The  facts  are  the  same  as  in 
Example  1,  except  that  the  plan  determines 
each  employee's  accrued  benefit  by 
multiplying  the  employee's  projected  normal 
retirement  benefit  (rater  than  the  fractional 
rule  benefit)  by  the  fraction  described  in 
example  1.  In  determining  an  employee's 
projected  normal  retirement  benefit,  the  plan 
defines  each  employee's  average  annual 
comfiensation  as  the  average  annual 
compensation  the  employee  would  have  at 
normal  retirement  age  if  the  employee's 
annual  section  414(s)  compensation  in  future 
plan  years  equaled  the  employee's  plan  year 
compensation  for  the  prior  plan  year.  Under 
these  facts.  Plan  A  does  not  satisfy  paragraph 
(b)(4)(i)(B)  of  this  section  because  the 
employee's  accrued  benefit  is  determined  on 
the  basis  of  a  projected  normal  retirement 
benefit  that  is  not  the  same  as  the  employee's 
fractional  rule  benefit  determined  in 
accordance  with  §  1.411(b)-l(b)(3)(ii)(A). 

Example  7.  Plan  E  provides  a  normal 
retirement  benefit  of  50  percent  of  average 
annual  compensation,  with  a  pro  rata 
reduction  for  employees  with  less  than  30 
years  of  service  at  normal  retirement  age. 
Plan  E  further  provides  that  an  employee's 
accrued  benefit  as  of  any  plan  year  is  equal 
to  the  employee's  fractional  rule  benefit 
multiplied  by  a  fraction,  the  numerator  of 
which  is  the  employee's  years  of  service  as 
of  the  plan  year,  and  the  denominator  of 
which  is  the  employee's  projected  years  of 
service  at  normal  retirement  age.  For 
purposes  of  determining  this  fraction,  the 
plan  limits  the  years  of  service  taken  into 
account  for  an  employee  to  the  number  of 
years  the  employee  has  participated  in  the 
plan.  However,  all  years  of  service  (including 
years  of  service  before  the  employee 
commenced  participation  in  the  plan)  are 
taken  into  account  in  determining  an 
employee's  normal  retirement  benefit  under 
the  plan's  benefit  formula.  Plan  E  fails  to 
satisfy  this  paragraph  (b)(4)  because  the  years 
of  service  over  which  benefits  accrue  differ 
from  the  years  of  service  used  in  applying  the 
benefit  formula  under  the  plan.  See 
paragraph  (b)(2)(v)  of  this  section. 

Example  8.  (a)  Plan  F  provides  a  normal 
retirement  benefit  equal  to  2.0  percent  of 
average  annual  compensation,  plus  0.65 
percent  of  average  annual  compensation 
above  covered  compensation,  for  each  year  of 
service  up  to  25.  Plan  F  further  provides  that 
an  employee's  accrued  benefit  as  of  any  plan 
year  equals  the  sum  of — 


(1)  The  employee's  fractional  rule  benefit 
(determined  as  if  the  normal  retirement 
benefit  under  the  plan  equaled  2.0  percent  of 
average  annual  compensation  for  each  year  of 
service  up  to  25)  multiplied  by  a  fraction,  the 
numerator  of  which  is  the  employee'  years  of 
service  as  of  the  plan  year  and  the 
denominator  of  which  is  the  employee's 
projected  years  of  service  as  of  normal 
retirement  age;  plus 

(2)  0.65  percent  of  the  employee's  average 
annual  compensation  above  covered 
compensation  multiplied  by  the  employee's 
years  of  service  (up  to  25)  as  of  the  current 
plan  year. 

(b)  Although  Plan  F  satisfies  the  fractional 
accrual  rule  of  section  411(b)(1)(C),  the  plan 
fails  to  satisfy  this  paragraph  (b)(4)  because 
the  plan  does  not  determine  employees' 
accrued  benefits  in  accordance  with 
paragraph  (b)(4)(i)(B)  of  this  section. 

(5)  Safe  harbor  for  insurance  contract 
plans.  A  plan  satisfies  the  safe  harbor  in 
this  paragraph  (b)(5)  if  it  satisfies  each 
of  the  following  requirements: 

(1)  The  plan  must  satisfy  the  accrual 
rule  of  section  411(b)(1)(F). 

(ii)  The  plan  must  be  an  insurance 
contract  plan  within  the  meaning  of 
section  412(i). 

(iii)  The  benefit  formula  under  the 
plan  must  be  one  that  would  satisfy  the 
requirements  of  paragraph  (b)(4)  of  this 
section  if  the  stated  normal  retirement 
benefit  under  the  formula  accrued 
ratably  over  each  employee's  period  of 
plan  participation  through  normal 
retirement  age  in  accordance  with 
paragraph  (b)(4)(i)(B)  of  this  section. 
Thus,  the  benefit  formula  may  not 
recognize  years  of  service  before  an 
employee  commenced  participation  in 
the  plan  because,  otherwise,  the 
definition  of  years  of  service  for 
determining  the  normal  retirement 
benefit  would  differ  from  the  definition 
of  years  of  service  for  determining  the 
accrued  benefit  under  paragraph 
(b)(4)(i)(B)  of  this  section.  See  paragraph 
(b)(4)(ii),  Example  7.  of  this  section. 
Notwithstanding  the  foregoing,  an 
insurance  contract  plan  adopted  and  in 
effect  on  September  19, 1991,  may 
continue  to  recognize  years  of  service 
prior  to  an  employee's  participation  in 
the  plan  for  an  employee  who  is  a 
participant  in  the  plan  on  that  date  to 
the  extent  provided  by  the  benefit 
formula  in  the  plan  on  such  date. 

(iv)  The  scheduled  premium 
payments  under  an  individual  or  group 
insurance  contract  used  to  fund  an 
employee's  normal  retirement  benefit 
must  be  level  aimual  payments  to 
normal  retirement  age.  "Thus,  payments 
may  not  be  scheduled  to  cease  before 
normal  retirement  age. 

(v)  The  premium  payments  for  an 
employee  who  continues  benefiting 
after  normal  retirement  age  must  be 
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equal  to  the  amount  necessary  to  fund' 
additional  benefits  that  accrue  under  the 
plan's  benefit  formula  for  the  plan  year. 

(vi)  Experience  gains,  dividends, 
forfeitures,  and  similar  items  must  be 
used  solely  to  reduce  future  premiums. 

(vii)  Alllwnefits  must  be  funded 
through  contracts  of  the  same  series. 
Among  other  requirements,  contracrts  of 
the  same  series  must  have  cash  values 
based  on  the  same  terms  (including 
interest  and  mortality  assumptions)  and 
the  same  conversion  rights.  A  plan  does 
not  fail  to  satisfy  this  requirement, 
however,  if  any  change  in  the  contract 
series  or  insurer  applies  on  the  same 
terms  to  all  employees.  But  see 
§  1.401(a)(4)-5{a)(4),  Example  J2 
(change  in  insurer  considered  a  plan 
amendment  subject  to  §  1.401(a)(4)- 
5(a)). 

(viii)  If  permitted  disparity  is  taken 
into  account,  the  normal  retirement 
benefit  stated  under  the  plan's  benefit 
formula  must  satisfy  §  1.401(/)-3.  For 
this  purpose,  the  0.75-percent  factor  in 
the  maximum  excess  or  offset  allowance 
in  §  1.401(/)-3(b)(2)(i)  or  (b)(3)(i), 
respectively,  adjusted  in  accordance 
with  §  1.401(fl-3(d)(9)  and  (e),  is 
reduced  by  multiplying  the  factor  by 
0.80. 

(6)  Use  of  safe  harbors  not  precluded 
by  Certain  plan  provisions — (i)  In 
general.  A  plan  does  not  fail  to  satisfy 
this  paragraph  (b)  merely  because  the 
plan  contains  one  or  more  of  the 
provisions  described  in  this  paragraph 
(b)(6).  Unless  otherwise  provided,  any 
such  provision  must  apply  uniformly  to 
all  employees. 

(ii)  Section  401(1}  permitted  disparity. 
The  plan  takes  permitted  disparity  into 
account  in  a  manner  that  satisfies 
section  401  (/)  in  form.  Thus,  differences 
in  employees'  benefits  under  the  plan 
attributable  to  uniform  disparities 
permitted  under  §1.401(/)-3  (including 
differences  in  disparities  that  are 
deemed  uniform  under  §  1.401(/)- 
3(c)(2))  do  not  cause  a  plan  to  fail  to 
satisfy  this  paragraph  (b). 

(iii)  Different  entry  dates.  The  plan 
provides  one  or  more  entry  dates  during 
the  plan  year  as  permitted  by  section 
410(a)(4). 

(iv)  Certain  conditions  on  accruals.  . 
The  plan  provides  that  an  employee's 
accrual  for  the  plan  year  is  less  than  a 
full  accrual  (including  a  zero  accrual) 
because  of  a  plan  provision  permitted 
by  the  year-of-partidpation  rules  of 
section  411(b)(4). 

(v)  Certain  limits  on  accruals.  The 
plan  limits  benefits  otherwise  provided 
under  the  benefit  formula  or  accrual 
method  to  a  maximum  dollar  amount  or 
to  a  maximum  percentage  of  average 
annual  compensation  (e  g..  by  limiting 


service  taken  into  account  in  the  benefit 
formula)  or  in  accordance  with  section 
401(aK5)(D),  applies  the  limits  of 
section  415.  or  limits  the  doUar  amount 
of  compensation  taken  into  account  in 
determining  benefits. 

(vi)  Dolkr  accrual  per  uniform  unit  of 
service.  The  plan  determines  accruals 
based  on  the  same  dollar  amount  ior 
each  uniform  imit  of  service  (not  to 
exceed  one  week)  performed  by  eadi 
employee  writh  the  same  number  of 
years  of  service  under  the  plan  during 
the  plan  year.  The  preceding  sentence 
applies  solely  for  purposes  of  the  unit 
credit  safia  harbor  in  paragraph  (b)(3)  of 
this  section. 

(vii)  Prior  benefits  accrued  under  a 
different  formula.  The  plan  determines 
benefits  for  years  of  service  after  a  firesh- 
start  date  for  all  employees  under  a 
benefit  formula  and  accrual  method  that 
differ  from  the  benefit  formula  and 
accrual  method  previously  used  to 
determine  benefit  accruals  for 
employees  in  a  fresh-start  group  for 
years  of  service  before  the  fi^sh-start 
date.  This  paragraph  (b](6)(vii)  applies 
solely  to  plans  that  satisfy  §  1.401(a)(4>- 
13(c)  with  respect  to  the  fresh  start. 

(viii)  Employee  contributions.  The 
plan  is  a  contributory  DB  plan  that 
would  satisfy  the  requirements  of 
paragraph  (b)  of  this  section  if  the  plan's 
benefit  formula  provided  benefits  at 
employees'  employer-provided  benefit 
rates  determined  under  §  1.401(a)(4>- 
6(b).  This  paragraph  (b)(6)(viii)  does  not 
apply  to  a  plan  tested  under  paragraph 
(b)(4)  or  (b)(5)  of  this  section  unless  the 
plan  satisfies  one  of  the  methods  in 
§  1.401(a)(4>-6(b)(4)  through  (b)(6).  A 
minimum  benefit  added  to  the  plan 
solely  to  satisfy  §  1.401(a)(4)-6(b)(3)  is 
not  taken  into  account  in  determining 
whether  this  paragraph  (b)(6)(viii}  is 
satisfied. 

(ix)  Certain  subsidized  optional  forms. 
The  plan  provides  a  subsidized  optional 
form  of  benefit  that  is  available  to  fewer 
than  substantially  all  employees 
because  the  optional  form  of  benefit  has 
been  eliminated  prospectively  as 
provided  in  §  1.401(a)(4)-4(b)(3).  , 

(x)  Lower  benefits  for  HCEs — (A) 
General  rule.  The  benefits  (including 
any  subsidized  optional  form  of  benefit) 
provided  to  one  or  more  HCEs  under  the 
plan  are  inherently  less  vahiable  to 
those  HCEs  (determined  by  applying  the 
principles  of  §  1.401(a)(4)-4(d)(4))  than 
the  benefits  that  would  otherwise  be 
provided  to  those  HCEs  if  the  plan 
satisfied  this  paragraph  (b)  (d^ermined 
without  regard  to  this  paragraph 
(b)(6)(x)).  "Hiese  inherently  less  valuable 
b«iefits  are  deemed  to  satisfy  this 
paragraph  (b). 


(B)  Examples.  The  following 
examples  illustrate  die  rules  in  this 
paragraph  (b)(6){x): 

Example  1 .  Plan  A  would  satisfy  this 
paragraph  (b)  (detennined  without  regard  to 
this  paragraph  (b)(6Kx)),  except  for  the  fisct 
that  it  £ails  to  satisfy  the  requirement  of 
paragraph  (bK2Kiii)  of  this  section  (i.e.,  a 
subsidized  optional  fann  must  be  available  to 
substantially  all  employees  on  similar  terms). 
Each  sulMidized  optional  form  In  the  plan  is 
available  to  all  the  NHCEs  oo  similar  terms, 
but  oa»  of  the  subsidized  optional  forms  of 
benefit  is  not  available  to  any  of  the  HCEs. 
Plan  A  satisfies  this  paragraph  (b],  because 
Plan  A  is  a  safe  harixu-  plan  with  respect  to 
the  NHCEs  and  provides  inherently  less 
valuable  benefits  to  the  HCEs. 

Example  2.  (a)  Plan  B  would  satisfy  this 
paragraph  (b)  (determined  without  regard  to 
this  paragraph  (b}(6)(x)),  except  for  the  £act 
that  some  employees  are  not  being  credited 
with  years  of  service  under  the  pUn,  but  are 
continuing  to  accrue  benefits  as  a  result  of 
comp>ensation  increases.  These  are 
employees  who  have  been  transferred  from 
the  employer  that  sponsors  Plan  B  to  another 
member  of  the  controlled  group  whose 
employees  are  not  covered  by  Plan  B.  For 
these  employees,  Plan  B  fails  to  satisfy  the 
requirement  of  p>aragrapb  (b)(2)(v)  of  Uiia 
section,  (i.e.,  each  employee's  beneflt  must 
accrue  over  the  same  years  of  service  used  in 
applying  the  beneflt  formula). 

(b)  Plan  B  is  restructured  into  two 
component  plans  under  the  provisions  of 
§  1.401(a)(4>-9(c).  One  component  plan 
(Component  Plan  Bl)  consists  of  all  NHCEs 
who  are  not  being  credited  with  years  of 
service  under  the  plan's  benefit  formula  bat 
are  continuing  to  accrue  benefits  as  a  resuh 
of  compensation  increases,  and  the  other 
component  plan  (Component  Plan  B2) 
consists  of  the  balance  of  the  employees. 

(c)  Component  Plan  Bl  satisfies  this 
section  and  section  410(b),  because  it  benefits 
only  NHCEs. 

(d)  Component  Plan  B2  is  treated  as 
satisfying  this  paragraph  (b),  because  Plan  B 
would  satisfy  this  paragraph  (b)  (determined 
without  regcurd  to  this  paragraph  (b)(6Kx)) 
with  respect  to  the  employees  in  Component 
Plan  B2  but  for  the  feet  that  it  provides 
inherently  less  valuable  benefits  to  some 
HCEs  in  that  component  plan  (i.e.,  the 
employees  who  are  credited  only  with 
compensation  increases  rather  than  both 
years  of  service  and  compensation  increases). 

(e)  Under  §  1.401(a)(4)-9(c).  if  Component 
Plan  B2  satisfies  section  410(b),  then  Plan  B 
satisfies  this  section. 

(xi)  Multiple  formulas-AM  General 

rule.  The  plan  provides  that  an 
employee's  benefit  under  the  plan  is  the 
greater  of  the  benefits  determined  imder 
two  or  more  formulas,  or  is  the  sum  of 
the  benefits  determined  under  two  or 
more  formulas.  This  paragraph  (b)(6)(xi) 
does  not  apply  to  a  plan  unless  each  of 
the  formulas  under  the  plan  satisfies  the 
requirements  of  paragraph  (b)(6)(xiKB) 
through  (D)  of  this  section. 

(B)  Sole  formulas.  The  formulas  must 
be  the  only  formulas  under  the  plan. 
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(C)  Separate  testing.  Each  of  the 
formulas  must  separately  satisfy  the 
uniformity  requirements  of  paragraph 
(b)(2)  of  this  section  and  also  separately 
satisfy  one  of  the  safe  harbors  in 
paragraphs  (b)(3)  through  (b)(5)  of  this 
section.  A  formula  that  is  available 
solely  to  some  or  all  NHCEs  is  deemed 
to  satisfy  this  paragraph  (b)(6)(xi)(C). 

(D)  Availability— (r)  General  rule.  All 
of  the  formulas  must  be  available  on  the 
same  terms  to  all  employees. 

(2)  Formulas  for  NHCEs.  A  formula 
does  not  fail  to  be  available  on  the  same 
terms  to  all  employees  merely  because 
the  formula  is  not  available  to  any 
HCEs.  but  is  available  to  some  or  all 
NHCEs  on  the  same  terms  as  all  of  the 
other  formulas  in  the  plan. 

(3)  Top-heavy  formulas.  Rules  parallel 
to  those  in  §  1.401(a)(4)-2(b)(4)(vi)(D)(3) 
apply  in  the  case  of  a  plan  that  provides 
the  greater  of  the  benefits  under  two  or 
more  formulas,  one  of  which  is  a  top- 
heavy  formula.  For  purposes  of  this 
paragraph  (b)(6)(xi)(D)(3).  a  top-heavy 
formula  is  a  formula  that  provides  a 
beneHt  equal  to  the  minimum  benefit 
described  in  section  416(c)(1)  (taking 
into  account,  if  applicable,  the 
modification  in  section 
416(h)(2)(A)(ii)(I)). 

(E)  Provisions  may  be  applied  more 
than  once.  The  provisions  of  this 
paragraph  (b)(6)(xi)  may  be  applied 
more  than  once.  See  §  1.401(a)(4)- 
2(b){4)(vi)(E)  for  an  example  of  the 
application  of  these  provisions  more 
than  once. 

(F)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph 
(b)(6)(xi): 

Example  1.  Under  Plan  A,  each  employee's 
benefit  equals  the  sum  of  the  l)enefits 
determined  under  two  fbnnulas.  The  first 
formula  provides  one  percent  of  average 
annual  compensation  per  year  of  service.  The 
second  formula  provides  SIO  per  year  of 
service.  Plan  A  is  eligible  to  apply  the  rules 
in  this  paragraph  (b)(6)(xi). 

Example  2.  Under  Plan  B,  each  employee's 
benefit  equals  the  greater  of  the  bencflts 
detennined  under  two  formulas.  The  first 
formula  provides  $15  per  year  of  service  and 
is  available  to  all  employees  who  complete 
at  least  500  hours  of  service  during  the  plan 
year.  The  second  formula  provides  1.5 
|>ercent  of  average  annual  compensation  per 
year  of  service  and  is  available  to  all 
employees  who  complete  at  least  1.000  hours 
of  service  during  the  plan  year.  Plan  B  does 
not  satisfy  this  paragraph  (b}(6)(xi)  because 
the  two  formulas  are  not  available  on  the 
same  terms  to  all  employees. 

Example  3.  Under  Plan  C,  each 
employees's  benefit  equals  the  greater  of  the 
benefits  determined  under  two  formulas.  The 
first  formula  provides  Si  5  p>er  year  of  service 
and  is  available  to  all  employees  who 
complete  at  least  1,000  hours  of  service 
during  the  plan  year.  The  second  formula 


provides  the  minimum  benefit  described  in 
section  416(c)(1)  and  is  available  to  all  non- 
key  employees  who  complete  at  least  1,000 
hours  of  service  during  the  plan  year.  Plan 
C  does  not  satisfy  the  general  rule  in 
paragraph  (b)(6)(xi)(D)(l)  of  this  section 
because  the  two  formulas  are  not  available  on 
the  same  terms  to  all  employees  (i.e.,  the 
second  formula  is  only  available  to  all  non- 
key  employees).  Nonetheless,  because  the 
second  formula  is  a  top-heavy  formula,  the 
special  availability  rules  for  top-heavy 
formulas  in  paragraph  (b)(6)(xi)(D)(3)  of  this 
section  apply.  Thus,  the  second  formula  does 
not  fail  to  be  available  on  the  same  terms  as 
the  first  formula  merely  because  the  second 
formula  is  available  solely  to  all  non-key 
employees  on  the  same  terms.  This  is  true 
even  if  the  plan  conditions  the  availability  of 
the  second  formula  on  the  plan's  being  top- 
heavy  for  the  plan  year. 

Example  4.  Under  Plan  D,  each  employee's 
benefit  equals  the  greater  of  the  benefits 
determined  under  two  formulas.  The  first 
formula  is  available  to  all  employees  and 
provides  a  benefit  equal  to  1.5  piercent  of 
average  annual  compensation  per  year  of 
service.  The  second  formula  is  only  available 
to  NHCEs  and  provides  a  benefit  equal  to  two 
percent  of  average  annual  compensation  per 
year  of  service,  minus  two  percent  of  the 
primary  insurance  amount  per  year  of 
service.  The  amount  of  the  offset  is  not 
limited  to  the  maximum  permitted  offset 
under  §  1.401(/)-3(b).  Under  paragraph 
(b)(6)(xi)(D)(2)  of  this  section,  both  formulas 
are  treated  as  available  to  all  employees  on 
the  same  terms.  Furthermore,  even  though 
the  second  formula  does  not  satisfy  any  of 
the  safe  harbors  in  this  paragraph  (b),  the 
formula  is  deemed  to  satisfy  the  separate 
testing  requirement  under  paragraph 
(b](6)(xi)(C)  of  this  section,  because  the 
formula  is  available  solely  to  some  or  all 
NHCEs. 

Example  5.  Plan  E  provides  a  benefit  of  one 
percent  of  average  annual  compensation  pier 
year  of  service  to  all  employees.  In  1994,  the 
plan  is  amended  to  provide  a  benefit  of  two 
percent  of  average  annual  compensation  per 
year  of  service  after  1993,  while  continuing 
to  provide  a  benefit  of  one  percent  of  average 
annual  compensation  per  year  of  service  for 
all  years  of  service  before  1994.  Thus,  the 
plan's  amended  benefit  formula  provides  a 
benefit  equal  to  the  sum  of  the  benefits 
determined  under  two  benefit  formulas:  one 
percent  of  average  annual  compensation  per 
year  of  service,  plus  one  percent  of  average 
annual  compensation  per  year  of  service  after 

1993.  Plan  E  satisfies  this  paragraph 
(b)(6)(xi). 

Example  6.  The  facts  are  the  same  as  in 
Example  5,  except  that  the  plan  amendment 
in  1994  decreases  the  benefit  to  0.75  percent 
of  average  annual  compensation  per  year  of 
service  after  1993,  while  retaining  the  one- 
percent  formula  for  all  years  of  service  before 

1994.  Thus,  the  plan's  amended  benefit 
formula  provides  a  l)enefit  equal  to  the  sum 
of  the  benefits  determined  under  two  l>enefit 
formulas:  0.75  percent  of  average  annual 
compensation  p>er  year  of  service,  plus  0.25 
percent  of  average  annual  compensation  (>er 
year  of  service  before  1994.  Under  these  facts, 
the  second  formula  does  not  separately 


satisfy  any  of  the  safe  harbors  in  this 
paragraph  (b)  because  the  definition  of  years 
of  service  for  purposes  of  applying  the 
benefit  formula  (years  of  service  before  1994) 
differs  from  the  definition  of  years  of  service 
over  which  the  resulting  benefit  is  accrued 
(all  years  of  service).  See  paragraph  (b)(2)(v) 
of  this  section.  But  see  paragraph  (b)(6)(vii) 
of  this  section  and  8 1.401(a)(4)-13  which 
provide  rules  under  which  Plan  E,  as 
amended,  may  be  able  to  satisfy  this 
paragraph  (b). 

Example  7.  Plan  F  provides  a  benefit  to  all 
employees  of  one  percent  of  average  annual 
compensation  per  year  of  service.  Employee 
M  was  hired  as  the  president  of  the  employer 
in  December  1994  and  was  not  a  HCE  under 
section  414{q)  during  the  1994  calendar  plan 
year.  In  1994,  Plan  F  is  amended  to  provide 
a  benefit  that  is  the  greater  of  the  benefit 
determined  under  the  pre-existing  formula  in 
the  plan  and  a  new  formula  that  is  available 
solely  to  some  NHCEs  (including  Employee 
M).  The  new  formula  does  not  satisfy  the 
uniformity  requirements  of  paragraph  (b)(2) 
of  this  section,  because  it  provides  a  different 
benefit  for  some  NHCEs  than  for  other 
NHCEs.  As  a  result  of  this  change.  Employee 
M  receives  a  higher  accrual  in  1994  than  the 
NHCEs  who  are  not  eligible  for  the  new 
formula.  In  1995,  when  Employee  M  first 
l>ecomes  a  HCE,  the  second  formula  no 
longer  applies  to  Employee  M.  It  would  be 
inconsistent  with  the  purpose  of  preventing 
discrimination  in  favor  of  HCEs  for  Plan  F  to 
use  the  special  rule  for  a  formula  that  is 
available  solely  to  some  or  all  NHCEs  to 
satisfy  the  separate  testing  requirement  of 
paragraph  (b)(6)(xi)(C)  of  this  section  for  the 
1994  calendar  plan  year.  See  §  1.401(a)(4)- 
1(c)(2). 

(c)  General  test  for  nondiscrimination 
in  amount  of  benefits — (1)  General  rule. 
The  employer-provided  benefits  under  a 
defined  benefit  plan  are 
nondiscriminatory  in  amount  for  a  plan 
year  if  each  rate  group  under  the  plan 
satisfies  section  410(b).  For  purposes  of 
thfs  paragraph  (c)(1),  a  rate  group  exists 
under  a  plan  for  each  HCE  and  consists 
of  the  HCE  and  all  other  employees 
(both  HCEs  and  NHCEs)  who  have  a 
normal  accrual  rate  greater  than  or  equal 
to  the  HCE's  normal  accrual  rate,  and 
who  also  have  a  most  valuable  accrual 
rate  greater  than  or  equal  to  the  HCE's 
most  valuable  accrual  rate.  Thus,  an 
employee  is  in  the  rate  group  for  each 
HCE  who  has  a  normal  accrual  rate  less 
than  or  equal  to  the  employee's  normal 
accrual  rate,  and  who  also  has  a  most 
valuable  accrual  rate  less  than  or  equal 
to  the  employee's  most  valuable  accrual 
rate. 

(2)  Satisfaction  of  section  410(b)  by  a 
."ate  group.  For  purposes  of  determining 
whether  a  rate  group  satisfies  section 
410(b),  the  same  rules  apply  as  in 
§  1.401(a)(4)-2(c)(3).  See  paragraph 
(c)(4)  of  this  section  and  §  1.401(a)(4}- 
2(c)(4),  Example  3  through  Example  5 
for  examples  of  this  rule. 
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(3)  Certain  violations  disregarded.  A 
plan  is  deeiaed  to  satisfy  paragraph 
(c)(1)  of  this  section  if  the  plan  would 
satisfy  that  paragraph  by  treating  as  not 
benefiting  no  more  than  five  percent  of 
the  HCEs  in  the  plan,  and  the 
Commissioner  determines  that,  on  the 
basis  of  all  of  the  relevant  facts  and 
circumstances,  the  plan  does  not 
discriminate  with  respect  to  the  amount 
of  employer-provided  benefits.  Among 
the  relevant  factors  that  the 
Commissioner  may  consider  in  making 
this  determination  are — 

(i)  The  extent  to  which  the  plan  has 
fiailed  the  test  in  paragraph  (c)(1)  of  this 
section; 

(ii)  The  extent  to  which  the  failure  is 
for  reasons  other  than  the  design  of  the 
plan; 

(iii)  Whether  the  HCEs  causing  the 
failure  are  five-percent  owners  or  are 
among  the  highest  paid  nonexcludable 
employees; 

(iv)  Whether  the  failure  is  attributable 
to  an  event  that  is  not  expected  to  recur 
(e.g.,  a  plant  closing);  and 

(v)  Tne  extent  to  which  the  failure  is 
attributable  to  benefits  accrued  under  a 
prior  benefit  structure  or  to  benefits 
accrued  when  a  participant  was  not  a 
HCE. 

(4)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (c): 

Example  1.  (a)  Employer  X  has  1100 
nonexcludable  employees,  Nl  through 
NlOOO,  who  are  NHCEs,  and  HI  through 
HlOO,  who  are  HCEs.  Employer  X  maintains 
Plan  A,  a  defined  benefit  plan  that  benefits 
all  of  these  nonexcludable  employees.  The 
normal  and  most  valuable  accrual  rates 
(determined  as  a  percentage  of  average 
annual  compensation)  for  the  employees  in 
Plan  A  for  the  1994  plan  year  are  listed  in 
the  following  table. 


i 

Employee 

Normal  ac- 

Most valuabte 

crual  rate 

accrual  rate 

N1  through  N1CX) 

1.0 

1.4 

N101  through  N500  .. 

1.5 

3.0 

N501  through  N750  .. 

2.0 

2.65 

N751  through  N1000 

2.3 

2.8 

HI  through  H50  

1.5 

2.0 

H51  through  HlOO  .... 

2.0 

2.65 

(b)  There  are  100  rate  groups  in  Plan  A 
because  there  are  100  HCEs  in  Plan  A. 

(c)  Rate  group  1  consists  of  HI  and  all 
those  employees  who  have  a  normal  accrual 
rate  greater  Uian  or  equal  to  Hi's  normal 
accrual  rate  (1.5  percent)  and  who  also  have 
a  most  valuable  accrual  rate  greater  than  or 
equal  to  Hi's  most  valuable  accrual  rate  (2.0 
percent).  Thus,  rate  group  1  consists  of  HI 
through  HlOO  and  NlOl  through  NlOOO. 

(d)  Rate  group  1  satisHes  the  ratio 
percentage  test  of  §  1.410{b}-2(b)(2)  because 
the  ratio  percentage  of  the  rate  group  is  90 
percent,  i.e.,  90  percent  (the  percentage  of  all 
nonhighly  compensated  nonexcludable 
employees  who  are  in  the  rate  group)  divided 
by  100  percent  (the  percentage  of  all  highly 


compensated  nonexcludable  employees  who 
are  in  the  rate  group). 

(e)  Because  HI  through  H50  have  the  same 
normal  accrual  rates  and  the  same  most 
valuable  accrual  rates,  the  rate  group  with 
respect  to  each  of  them  is  identical.  Thus, 
because  rate  group  1  satisfies  section  410(b), 
rate  groups  2  through  50  also  satisfy  section 
410(b). 

(f)  Rate  group  51  consists  of  H51  and  all 
those  employees  who  have  a  normal  accrual 
rate  greater  than  or  equal  to  HSl's  normal 
accrual  rate  (2.0  percent)  and  who  also  have 
a  most  valuable  accrual  rate  greater  than  or 
equal  to  HSl's  most  valuable  accrual  rate 
(2.65  percent).  Thus,  rate  group  51  consists 
of  H51  through  HlOO  and  N501  through 
NlOOO.  (Even  though  NlOl  through  N500 
have  a  most  valuable  accrual  rate  (3.0 
percent)  greater  than  HSl's  most  valuable 
accrual  rate  (2.65  percent),  they  are  not 
included  in  this  rate  group  because  their 
normal  accrual  rate  (1.5  percent)  is  less  than 
HSl's  normal  accrual  rate  (2.0  percent).) 

(g)  Rate  group  51  satisfies  the  ratio 
percentage  test  of  §  1.410(b)-2(b){2)  because 
the  ratio  percentage  of  the  rate  group  is  100 
percent,  i.e.,  50  percent  (the  percentage  of  all 
nonhighly  compensated  nonexcludable 
employees  who  are  in  the  rate  group)  divided 
by  50  percent  (the  percentage  of  all  highly 
compensated  nonexcludable  employees  who 
are  in  the  rate  group). 

(b)  Because  H51  through  HlOO  have  the 
same  normal  accrual  rates  and  the  same  most 
valuable  accrual  rates,  the  rate  group  with 
respect  to  each  of  them  is  identical.  Thus, 
because  rate  group  51  satisfies  section  410(b), 
rate  groups  52  through  100  also  satisfy 
section  410(b). 

(i)  The  employei^provided  benefits  under 
Plan  A  are  nondiscriminatory  in  amount 
because  each  rate  group  under  the  plan 
satisfies  section  410(b). 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  except  that  H96  has  a  most 
valuable  accrual  rate  of  3.5.  Each  of  the  rate 
groups  is  the  same  as  in  Example  1,  except 
that  rate  group  96  consists  solely  of  H96 
because  no  other  employee  has  a  most 
valuable  accrual  rate  greater  than  3.5. 
Because  the  plan  would  satisfy  the  test  in 
paragraph  (c)(1)  of  this  section  by  treating 
H96  (who  constitutes  less  than  five  percent 
of  the  HCEs  in  the  plan)  as  not  benefiting,  the 
Commissioner  may  determine  under 
paragraph  (c)(3)  of  this  section  that,  on  the 
basis  of  all  of  the  relevant  facts  and 
circumstances,  the  plan  does  not 
discriminate  with  respect  to  the  amount  of 
benefits. 

(d)  Determination  of  accrual  rates — 
(1)  Definitions — (i)  Normal  accrual  rate. 
"The  normal  accrual  rate  for  an  employee 
for  a  plan  year  is  the  iiKTease  in  the 
employee's  accrued  benefit  (within  the 
meaning  of  section  411(a)(7)(A)(i)) 
during  the  measurement  period,  divided 
by  the  employee's  testing  service  during 
the  measurement  period,  and  expressed 
either  as  a  dollar  amoimt  or  as  a 
percentage  of  the  employee's  average 
annual  compensation. 

(ii)  Most  valuable  accrual  rate.  The 
most  valuable  accrual  rate  for  an 


employee  for  a  plan  year  is  the  increase 
in  the  employee's  most  valuable 
optional  lorm  of  payment  of  the  accrued 
benefit  during  the  measiuement  period, 
divided  by  the  employee's  testing 
service  during  the  measurement  period, 
and  expressed  either  as  a  dollar  amount 
or  as  a  percentage  of  the  employee's 
average  annual  compensation.  The 
employee's  most  valuable  optional  form 
of  payment  of  the  accrued  benefit  is 
determined  by  calculating  for  the 
employee  the  normalized  QJSA 
associated  with  the  accrued  benefit  that 
is  potentially  payable  in  the  current  or 
any  future  plan  year  at  any  age  under 
the  plan  and  selecting  the  largest  (per 
year  of  testing  service).  If  the  plan 
provides  a  QSUPP,  the  most  valuable 
accrual  rate  also  takes  into  account  the 
QSUPP  payable  in  conjimction  with  the 
QJSA  at  each  age  under  the  plan.  Thus, 
the  most  valuable  accrual  rate  reflects 
the  value  of  all  benefits  accrued  or 
treated  as  accrued  under  section 
411(d)(6)  that  are  payable  in  any  form 
and  at  any  time  under  the  plan, 
including  early  retirement  benefits, 
retirement-type  subsidies,  early 
retirement  window  benefits,  and 
QSUPPs.  In  addition,  the  most  valuable 
accrual  rate  must  take  into  account  any 
such  benefits  that  are  available  during  a 
plan  year,  even  if  the  benefits  cease  to 
be  available  before  the  end  of  the 
current  or  any  future  plan  year, 
(iii)  Measurement  period.  The 
measurement  period  can  be— 

(A)  The  current  plan  year; 

(B)  The  current  plan  year  and  all  prior 
years;  or 

(C)  The  current  plan  year  and  all  prior 
and  future  years. 

(iv)  Testing  service — (A)  General  rule. 
"Testing  service"  means  an  employee's 
years  of  service  as  defined  in  the  plan 
for  purposes  of  applying  the  benefit 
formula  under  the  plan,  subject  to  the 
requirements  of  paragraph  (d){l)(iv)(B) 
of  this  section.  Alternatively,  testing 
service  means  service  determined  for  all 
employees  in  a  reasonable  manner  that 
satisfies  the  requirements  of  paragraph 
(d)(l)(iv)(B)  of  this  section.  For  example, 
the  number  of  plan  years  that  an 
employee  has  benefited  under  the  plan 
within  the  meaning  of  §  1.410(b>-3(a)  is 
an  acceptable  definition  of  testing 
service  because  it  determines  service  in 
a  reasonable  manner  and  satisfies 
paragraph  (d)(l)(iv)(B)  of  this  section. 
See  also  §  1.401(a)(4)-ll(d)(3) 
(additional  limits  on  service  that  may  be 
taken  into  account  as  testing  service). 

(B)  Requirements  for  testing  service— 
{!)  Employees  not  credited  with  years  of 
service  under  the  benefit  formula.  An 
employee  must  be  credited  with  testing 
service  for  any  year  in  which  the 
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employee  benefits  under  (he  plan 
(within  the  meaning  of  §  1.4l0(b}-3t«)). 
unless  that  year  is  part  of  a  period  of 
service  thet  may  not  be  taken  into 
account  under  §1.401(«K4>-n(dM3). 
The  nde  applies  even  if  the  employee 
does  not  recei\-e  service  credit  under  the 
benefit  formula  for  that  year  (e.g., 
because  of  a  service  cap  in  the  beneFit 
fbnnula  or  because  of  a  transfer  out  of 
the  group  of  employees  covered  by  the 

plan). 

[2]  Current  year  testirtf  sen'ice.  In  the 
case  of  a  measurement  period  that  is  the 
cwrent  plan  year,  testing  service  far  the 
plan  year  equals  one  (1). 

(2)  Fules  of  application — (i) 
Consistency  requirement.  Both  normal 
and  most  valuable  accrual  rates  must  be 
determined  in  a  consistent  manner  for 
all  employees  for  the  plan  year.  Thus, 
for  example,  the  same  njeasureraenl 
ptiriods  must  be  used,  and  the  rules  of 
this  paragraph  (d)(2)  and  any  available 
options  described  in  paragraph  (dK3)  of 
this  section  must  be  applied 
consistently.  If  plan  benefits  are  not 
expressed  as  straight  life  annuities 
l)eginning  at  employees'  testiag  ages, 
they  must  be  normalized. 

(u)  Determining  plan  benefits,  senrice 
and  compensation — (A)  In  general. 
Potential  plan  benefits,  testing  service, 
and  average  annual  compensation  must 
be  determined  in  a  reasonabie  manner, 
reflecting  actual  or  projected  service  and 
compensation  only  through  the  end  of 
the  measurement  period.  The 
determination  of  potential  plan  benefits 
is  not  reasonable  if  it  iricorporates  an 
assumption  that,  in  future  years,  an 
employee's  compensation  will  increase 
or  the  employee  will  terminate 
employment  before  the  employee's 
testing  ^e  (ether  than  the  assumptions 
under  paragraph  (d)(l)(ii)  of  this  section 
that  the  emplo\'ee's  service  will  end  in 
connection  wi»h  the  payment  of  each 
potential  QJSA  in  future  years). 

(B)  Section  415  limits.  For  purposes  of 
determining  accrual  rates  under  this 
paragraph  (d).  plan  benefits  are 
generally  determined  without  regard  to 
whether  those  benefits  are  permitted  to 
be  paid  under  section  415.  However, 
plan  provisions  implementing  the  limits 
of  section  415  may  be  taken  into 
account  in  applying  this  paragraph  (d) 
if  the  plan  does  not  provide  for  benefit 
increases  resulting  fi-om  section 
415(d)(1)  adiustments  for  former 
employees  who  were  employees  in  a 
plan  year  in  which  such  plan  provisions 
were  taken  into  accoiint  in  applying  this 
paragraph  (d).  If  the  limits  of  section 
415  are  taken  into  account  urwier  this 
pa.agraph  (d)(2)(ii)(B)  as  of  the  end  of 
the  raeasurerBent  period,  they  muirt  also 
hf;  taken  into  aax)unt  as  ot  the 


beginning  of  the  measurement  period.  If 
the  limits  of  section  415  are  not  taken 
into  account  in  testing  the  plan  for  the 
current  plan  year,  but  were  taken  into 
account  in  testing  the  plan  for  the 
preceding  plan  year,  any  resulting 
increase  in  the  accrued  benefits  taken 
into  account  in  testing  the  plan  is 
treated  as  an  increase  in  accrued 
benefits  during  the  current  plan  year, 
(iii)  Requirements  for  measurement 
period  thai  includes  future  years— (AJ 
Discriminatory  pattern  of  accruals.  A 
measurement  period  that  includes 
future  years  (as  described  in  paragraph 
(d)(lMiiiKC)  of  this  section)  may  not  be 
used  if  the  pattern  of  accrxiels  under  the 
plan  discriminates  in  favor  of  HCEs  (i.e.. 
if  projected  benefits  for  HCEs  are 
relatively  frontloaded  when  compared 
to  the  degree  of  frontloading  or 
backloading  for  NHCEs).  This 
determination  is  made  based  on  all 
relevant  facts  and  circumstances. 

(B)  Futui-e-pehod  limitation.  Future 
years  beginning  after  an  employee's 
attainment  of  the  employee's  testing  age 
(or  after  the  employee's  assumed 
termination  in  the  ca^  of  most  valuable 
accrual  rates)  may  not  be  included  in 
the  measurement  period. 

(3)  Optional  rules— (i)  Imputation  of 
permitted  disparity.  The  disparity 
permitted  under  section  401  (/)  may  be 
imputed  in  accordance  with  the  rules  of 
§1.401(a)(4)-7. 

(ii)  Grouping  of  accrual  rates — (A) 
General  rule.  An  employer  may  treat  all 
employees  who  have  accnial  rates 
within  a  specified  range  above  and 
below  midpoint  rate  chosen  by  the 
employer  as  having  an  accrual  rate 
equal  to  the  midpoint  rate  within  that 
range.  Accrual  rates  within  a  given 
range  may  not  be  grouped  under  this 
paragraph  (d)(3)(ii)  if  the  accrual  rates  of 
HCEs  within  the  range  generally  are 
significantly  higher  than  the  accrual 
rates  of  NHCEs  in  the  range.  The 
specified  ranges  within  which  all 
employees  are  treated  as  having  the 
same  accrual  rate  may  not  overlap  and 
may  be  no  larger  than  provided  in 
paragraph  (d)(3)(ii)(B)  of  this  section. 
Accrual  rates  of  employees  that  are  not 
within  any  of  these  specified  ranges  are 
determined  without  regard  lo  this 
paragraph  (d)(3)(ii). 

(B)  Size  of  specified  ranges.  In  the 
case  of  normal  accrual  rates,  the  lowest 
and  highest  accrual  rates  in  the  range 
must  be  within  five  percent  (not  five 
percentage  points)  of  the  midpoint  rate. 
In  the  case  of  most  valuable  accrual 
rates,  the  lowest  and  highest  accrvud 
rates  in  the  range  must  be  within  15 
percent  (not  15  percentage  points)  of  the 
midpoint  rate.  If  accrual  rates  are 
determined  as  a  percentage  of  average 


armuel  compensetton,  the  lowest  and 
higliest  accnial  rates  need  not  be  witkia 
five  percent  (or  15  percent)  of  the 
midpoint  rate,  if  th«y  are  no  more  than 
one  twentieth  of  a  percentage  point 
above  or  below  the  midpoint  rate, 
(iii)  Fresh-start  altenHttive —  (A) 
General  rule.  Notwithstanding  the 
definition  of  meesarement  period 
provided  in  paragraph  (dKl)("i)  of  this 
section,  n>easurenwnt  period  for  a  fresh- 
start  group  is  permitted  to  be  limited  to 
tlie  period  beginning  after  the  fresh-start 
date  with  respect  to  the  group  if  the 
plan  makes  a  fresh  rtart  thet  satisfies 
§  1.401  (a)(4)-l  3(c)  (without  regard  to 
§  1.401(a)(4}-13(c)(2)(i)  and  (ii)).  If  the 
measurement  period  is  so  limited  or  the 
measurement  period  is  the  plan  year 
(whether  or  hot  so  limited),  any 
compensation  adjustments  during  the 
measurement  period  to  the  frozen 
accrued  benefit  as  of  the  fresh-start  date 
that  are  permitted  under  the  niles  of 
§  1.401(a){4)-13(d)  may  be  disregarded 
in  determining  the  increase  in  accrued 
benefits  during  the  measurement  period, 
but  only  if — 

(J)  The  Plan  makes  a  fresh  start  as  of 
the  h-esh-start  date  that  satisfies 
§  1.401(a)(4)-13(c)  (without  regard  lo 
§  1.401(a){4)-13{c)(2)(ii)  in  conjunction 
with  a  bona  fide  amendment  to  the 
benefit  formula  or  accrual  method  under 
the  plan;  and 

(2)  The  Amendment  provides  for 
adjustments  to  employees'  frozen 
accrued  benefits  as  of  the  fresh-start 
date  in  accordance  with  the  rules  of 
§1.401(a)(4)-13(d). 

(B)  Application  of  consistency 
requirements.  Limiting  the  application 
of  the  fresh-start  alternative  in  this 
paragraph  (d){3}{iii)  to  a  fresh-start 
group  that  consists  of  fewer  than  all 
emplo3rees  does  not  violate  the 
consistency  requirement  of  paragraph 
(d)(2)(i)  of  this  section. 

(4)  Examples.  The  following  examples 
illustrate  the  following  rules  in  this 
paragraph  (d): 

Example  I.  The  employees  in  Plan  A  have 
the  following  normal  accrual  rates  (expressed 
as  percentage  of  average  annual 
compensation);  0.8  perceiU,  a83  percent  a9 
percent.  1.9  percent,  2.0  percent,  and  2.1 
peroent  Becinxse  the  fust  ttiree  rates  are 
within  a  ran^e  of  ao  more  than  one  twentieth 
of  a  percentage  point  above  or  below  0.&5 
percent  (a  midpoint  rate  chosen  by  the 
employer),  the  employer  may  treat  the 
employees  who  tvave  those  rates  as  having  an 
accniai  rate  of  0.S5  percent  (provided  that  the 
accrual  rates  of  HCEs  within  the  range  are  not 
significantly  higher  than  the  accrual  rates  for 
NHCEs  within  the  range).  Because  the  last 
three  rates  are  within  a  range  of  i>o  more  than 
five  percent  above  or  below  2,0  percent  (a 
midpoint  rate  chosen  by  the  employer),  the 
employer  may  treat  the  employees  who  have 
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those  rates  as  having  an  accrual  rate  of  2.0 
percent  (provided  that  the  accrual  rates  of 
HCEs  within  the  range  are  not  significantly 
higher  than  the  accrual  rates  for  HCEs  within 
|he  range). 

I   Example  2.  Employer  X  maintains  a  plan 
under  which  headquarters  employees  accrue 
a  benefit  of  1.25  percent  of  average 
compensation  for  the  first  10  years  of  service 
and  0.75  percent  of  average  compensation  for 
subsequent  years  of  service,  while  all  other 
employees  accrue  a  benefit  of  one  percent  of 
compensation  for  all  years  of  service.  Assume 
that  the  group  of  headquarters  employees 
does  not  satisfy  section  410(b).  Under  these 
facts,  the  pattern  of  accruals  under  the  plan 
discriminates  in  favor  of  HCEs,  and, 
therefore,  under  paragraph  (d)(2)(iii)(A)  of 
this  section,  the  measurement  period  for 
determining  accrual  rates  under  the  plan  may 
not  include  future  service. 

(e)  Compensation  rules — (1)  In 
general.  This  paragraph  (e)  provides 
rules  for  determining  average  annual 
compensation.  Safe  harbor  plans  that 
satisfy  paragraph  (b)  of  this  section  must 
determine  benefits  either  as  a  dollar 
amount  unrelated  to  employees' 
compensation  or  as  a  percentage  of  each 
employee's  average  annual 
compensation.  In  contrast,  plans  that 
must  satisfy  the  general  test  of 
paragraph  (c)  of  this  section  are  not 
required  under  this  section  to  determine 
benefits  under  any  particular  definition 
of  compensation  or  in  any  particular 
manner,  but  the  accrual  rates  used  in 
testing  these  plans  must  be  expressed 
either  as  a  dollar  amount  or  determined 
as  a  percentage  of  each  employee's 
average  annual  compensation. 

(2)  Average  annual  compensation — (i) 
General  rule.  An  employee's  average 
annual  compensation  is  the  average  of 
the  employee's  annual  section  414(s) 
compensation  determined  over  the 
averaging  period  in  the  employee's 
compensation  history  during  which  the 
average  of  the  employee's  annual 
section  414(s)  compensation  is  the 
highest.  For  this  purpose,  an  averaging 
period  must  consist  of  three  or  more 
consecutive  12-month  periods,  but  need 
not  be  longer  than  the  employee's 
period  of  employment.  An  employee's 
compensation  history  may  begin  at  any 
time,  but  must  be  continuous,  be  no 
shorter  than  the  averaging  period,  and 
"end  in  the  current  plan  year. 

(ii)  Certain  permitted  modifications  to 
average  annual  compensation — (A)  Use 
of  plan  year  compensation.  If  the 
measurement  period  for  determination 
of  accrual  rates  is  the  current  plan  year, 
or  the  plan  is  an  accumulation  plan  that 
satisfies  paragraph  (b)  of  this  section, 
then  plan  year  compensation  may  be 
substituted  for  average  annual 
compensation. 

(Bj  Drop-out  years.  The  follow^ing 
types  of  12-month  periods  in  an 


employee's  compensation  history  may 
be  disregarded  in  determining  the 
employee's  average  annual 
compensation  (including  for  purposes  of 
the  requirement  to  average  section 
414(s)  compensation  over  consecutive 
12-month  periods),  but  only  if  the  plan 
disregards  those  periods  in  determining 
benefits — 

(1)  The  12-month  period  in  which  the 
employee  terminates  employment;  or 

(2)  All  12-month  periods  m  which  the 
individual  performs  no  services  or 
performs  services  for  less  than  one  half 
of  the  time  that  an  employee  working  on 
a  full-time  basis  would  perform  the 
same  services  during  that  12-month 
period. 

(C)  Drop-out  months  within  12-month 
periods.  If  a  plan  determines  an 
employee's  average  annual 
compensation  using  12-month  periods 
that  do  not  end  on  a  fixed  date  (e.g., 
average  annual  compensation  as  of  a 
date  is  defined  as  the  average  of  the 
employee's  section  414(s)  compensation 
for  the  60  consecutive  months  within 
the  compensation  history  in  which  the 
average  is  highest),  then,  for  purposes  of 
determining  a  12-month  period,  those 
months  in  which  the  employee  performs 
no  services  or  performs  services  for  less 
than  one  half  of  the  time  that  a  full-time 
employee  would  normally  perform  the 
same  services  may  be  disregarded 
(including  for  purposes  of  the 
requirement  to  average  section  414(s} 
compensation  over  consecutive  12- 
month  periods).  This  rule  does  not 
apply  unless  the  plan  disregards  those 
months  in  determining  benefits. 

(D)  Exception  from  consecutive-period 
requirement  for  certain  plans.  The 
requirement  that  the  periods  taken  into 
account  under  paragraph  (e)(2)(i)  of  this 
section  be  consecutive  does  not  apply  in 
the  case  of  a  plan  that  is  not  a  section 
401(/}  plan,  provided  that  it  does  not 
take  permitted  disparity  into  account 
under  §  1.401(a)(4)-7.  This  paragraph 
(e}(2)(ii)(D)  applies  only  if  the  plan  does 
not  take  into  account  whether  12-month 
periods  of  compensation  are 
consecutive  in  determining  average 
compensation  for  purposes  of 
calculating  benefits. 

(iii)  Consistency  requirements. 
Average  annual  compensation  must  be 
determined  in  a  consistent  manner  for 
all  employees. 

(3)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (e): 

Example  1.  Plan  A  is  a  defined  benefit 
plan.  Plan  A  determines  benefits  on  the  basis 
of  the  average  of  each  employee's  annual 
compensation  for  the  five  consecutive  plan 
years  (or  the  employee's  period  of 
employment,  if  shorter)  during  the 
compensation  history  in  which  the  average  of 


the  employee's  annual  compensation  is  the 
highest.  The  compensation  history  used  for 
this  purpose  is  the  last  10  plan  years,  plus 
the  current  plan  year.  In  determining 
compensation  for  each  plan  year  in  the 
compensation  history.  Plan  A  defines 
compensation  using  a  single  definition  that 
satisfies  section  414(s)  as  a  safe  harbor 
definition  under  5 1.414(s)-l{c).  Plan  A 
determines  benefits  on  the  basis  of  average 
annual  compensation. 

Example  2.  Plan  B  is  a  defined  benefit 
plan.  Plan  B  determines  benefits  on  the  ttasis 
of  the  average  of  each  employee's    , 
compensation  for  the  five  consecutive  12- 
month  periods  ending  on  the  employee's 
termination  date  (or  Uie  employee's  period  of 
employment,  if  shorter).  In  determining  the 
average,  Plan  B  disregards  all  months  in 
which  the  employee  performs  services  for 
less  than  one  half  of  the  time  that  a  full-time 
employee  would  normally  perform  services. 
Plan  B  defines  compensation  for  each  12- 
month  period  using  a  single  definition  that 
satisfies  §  1.414(s)-l.  Plan  B  determines 
t>enefits  on  the  basis  of  average  annual 
comp>ensation. 

Example  3.  (a)  The  facts  are  the  same  as  in 
Example  1.  except  that,  for  plan  years  prior 
to  1994,  the  compensation  for  a  plan  year 
was  determined  under  a  rate  of  pay 
definition  of  compensation  that  satisfies 
section  414(s),  while,  for  plan  years  after 
1993,  the  compensation  for  a  plan  year  is 
determined  using  a  definition  that  satisfies 
section  414(a)  as  a  safe  harlx)r  definition 
under  §1.414(a)-l(c). 

(b)  The  underlying  definition  of 
compensation  for  each  plan  year  in  the 
employee's  compensation  history  is  section^ 
414(s)  compensation,  because  for  each  plan 
year  the  definition  satisfies  the  requirements 
for  section  414(s)  compensation  under 
§  1.401(a)(4)-12.  Therefore,  Plan  A 
determines  benefits  on  the  basis  of  average 
annual  compensation,  even  though  the 
underlying  definition  used  to  measure  the 
amount  of  compensation  for  each  plan  year 
in  an  employee's  compensation  history  is  not 
the  same  for  all  plan  years. 

Example  4.  The  facts  are  the  same  as  in 
Example  1.  except  that  Plan  A  determines 
benefits  on  the  basis  of  the  average  of  the 
employee's  annual  section  414(s) 
compensation  for  the  five  consecutive  12- 
month  periods  ending  on  June  30  during  the 
employee's  compensation  history  in  which 
the  average  is  highest.  An  employee's 
compensation  history  begins  when  the 
employee  commences  participation  in  the 
plan  and  ends  in  the  current  plan  year.  In  the 
case  of  an  employee  with  less  than  five 
consecutive  years  of  plan  participation  as  of 
June  30,  the  compensation  history  is 
extended  prior  to  the  employee's 
commencement  of  participation  to  include 
the  five  consecutive  12-month  periods 
ending  on  June  30  of  the  current  plan  year 
(or  the  employee's  total  period  of 
employment,  if  shorter).  Plan  A  determines 
l)enefits  on  the  basis  of  average  annual 
compensation. 

Example  5.  The  facts  are  the  same  as  in 
Example  4,  except  that  Plan  A  determines 
benefits  on  the  basis  of  the  average  of  each 
employee's  compensation  for  the  employee's 
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entira  compensation  history.  Plan  A 
deternunw  benefits  on  the  basis  of  average 
annual  compensation. 

(f)  Special  nites— (D  I"  general.  TTie 
special  rules  in  this  paragraph  (f)  apply 
for  purposes  of  applying  the  provisions 
of  this  section  to  a  defined  benefit  plan. 
Any  special  rule  provided  in  this 
paragraph  (f)  that  is  optional  must,  if 
used,  apply  uniformly  to  all  employees. 

(2)  Certain  qualified  disability 
benefits.  In  general,  qualified  disability 
benefiU  (trithin  the  meaning  of  section 
41  l(aK9))  are  not  taken  into  account 
under  this  section,  However,  a  qualified 
disability  benefit  that  results  from  the 
crediting  of  compensation  or  service  for 
a  period  of  disability  in  the  same 
manner  as  actual  compensation  or 
service  is  credited  under  a  plan's  benefit 
formula  is  pomitted  to  be  taken  into 
account  under  this  section  as  an  accrued 
benefit  upon  the  employee's  return  to 
service  with  the  employer  following  the 
period  of  disabihty,  provided  that  the 
qualified  disability  benefit  is  then 
treated  in  the  same  manner  as  an 
accrued  benefit  for  all  purposes  under 
the  plan. 

(3J  Accruals  after  normal  retirement 
ago—ii)  General  rule.  An  employee's 
accruals  for  any  plan  year  after  the  plan 
year  in  which  the  employee  attains 
normal  retirement  age  are  taken  into 
account  for  purposes  of  this  section. 
However,  any  plan  provision  that 
provides  for  increases  in  an  emplo3we's 
accrued  benefit  solely  because  the 
employee  has  delayed  commencing 
benefits  beyond  the  normal  retirement 
age  applicable  to  the  employee  under 
the  plan  may  be  disregarded,  but  only 
if— 

{A)  the  same  tmiform  normal 
retirement  age  applies  to  all  employees: 
and 

(B)  The  percentage  factor  used  to 
increase  the  employee's  accrued  benefit 
is  no  9«flter  than  the  largest  percentage 
factor  that  could  be  applied  to  increase 
actuarially  the  employee's  accrued 
benefit  using  any  standard  mortality 
table  and  any  standard  interest  rate. 

(li)  Examples.  The  following 
examples  illustrate  the  rules  of  this 
paragraph  (f)(3).  In  each  example,  it  is 
assumed  that  the  plan  satisfies  the 

requirements  of  paragraph  (fK3)(i)  (A) 

and  (B)  of  diis  section. 

Example  1.  Plan  A  provides  a  benefit  of 
two  p>ercent  of  average  annual  compensation 
per  year  of  service  iat  all  employees.  In 
addition,  Plan  A  provides  an  actuarial 
increase  in  an  employee's  accrued  benefit  of 
six  percent  for  each  year  that  an  employee 
defers  commencement  of  benefits  beyond 
uormal  retirement  age.  For  employees  who 
continue  in  service  beyond  normal 
retirement  age,  the  employee's  two-percent 


accrual  far  the  cnrrent  plan  year  is  offset  by 
the  six-percent  actuarial  iacrease,  at 
permitted  under  section  4n(b)(lKHMlliXn). 
For  purpoces  of  this  section,  the  actuarial 
increase  (and  hence  the  offset)  may  be 
disragarded,  axxd  thus  all  employees  may  be 
treated  as  if  they  were  accruing  at  the  rate  of 
two  percent  of  average  annual  compensation 
per  year. 

Example  2.  The  facts  are  the  same  as  in 
Example  t.  except  that  the  employee's  two- 
percent  accrual  for  the  current  plan  year  Is 
not  offset  by  the  six-percent  actuarial 
increasa.  The  employer  may  disregard  the 
actuarial  increase  and  thus  may  treat  all 
empk^ees  as  if  they  were  accruing  at  the  rate 
of  two  percent  of  average  amiual 
compensation  per  year. 

(4)  Early  retirement  window  benefits— 
(i)  Genera/  rule.  In  applying  the 
requirements  of  this  section,  all  early 
retirement  benefits,  retirement-type 
subsidies.  QSUPPs,  and  other  optional 
forms  of  benefit  under  a  plan,  and 
changes  in  the  plan's  benefit  formula, 
are  talfLen  into  account  regardless  of 
whether  they  are  permanent  features  of 
the  plan  or  are  offered  only  to 
employees  whose  employment 
terminates  within  a  limited  period  of 
time.  Additional  rules  and  examples 
relevant  to  the  testing  of  early 
retirement  window  benefits  are  found  in 
Example  6  of  paragraph  (b)(2)(vi)  of  this 
section;  Example  2  of  paragraph  (c)(2)  of 
§  1.401(a)(4)-4;  paragraphs  (d)(3)  and 
(e)(l)(iii)  of  §  1.401(a)(4)-4;  Example  3 
of  paragraph  (c)(4)(i)  and  Example  2  of 
paragraph  (c)(6)  of  §  1.401(a)(4)-(9);  and 
the  definition  of  benefit  fonnula  in 
8 1.401(aK4)-12.  ,     ^ 

(ii)  Special  riiies— (A)  Year  in  which 
early  retirement  window  benefit  taken 
into  account.  Notwithstanding 
paragraph  (f)(4)(i)  of  this  section,  an 
•erly  retirement  window  benefit  is 
disiegarded  for  purposes  of  determining 
whether  a  plan  satisfies  this  section 
with  respect  to  an  employee  for  all  plan 
years  other  than  the  first  year  in  which 
the  benefit  is  currently  available  (within 
the  meaning  of  §  1.401(a)(4)-4(b)(2))  to 
the  employee.  For  purposes  of  this 
paragraph  (fK4).  in  determining  the  plan 
year  in  which  the  benefit  is  currently 
available,  an  early  retirement  window 
benefit  that  consists  of  a  temporary 
change  in  the  plan's  benefit  formula  is 
treated  as  an  optional  form  of  benefit. 

(B)  Treatment  of  early  retirement 
window  benefit  that  consists  of 
temporary  change  in  benefit  formula. 
An  early  retirement  window  benefit  is 
disregarded  for  purposes  of  determinteg 
an  employee's  normal  aoTual  rate,  even 
if  the  early  retirement  window  benefit 
consists  of  a  temporary  change  in  a 
plan's  benefit  fonnula.  However,  if  an 
early  retirement  window  benefit 
consists  of  a  temporary  change  in  a 


plan's  benefit  formula,  the  plan  does  not 
satisfy  paragraph  (b)  of  this  section 
during  the  period  tat  which  the  change 
is  effective  unless  the  plan  satisfies 
paragraph  (b)  of  this  section  both 
reflecting  the  temporaiy  diange  in  the 
benefit  formula  and  <llwegardir»g  that 
change. 

(C)  E^ecl  of  eatfy  retirement  window 
benefit  on  most  valuable  accrual  rate.  In 
determining  an  employee's  most 
valuable  optional  form  of  payment  of 
the  aooued  benefit  (which  is  used  in 
determining  the  employee's  most 
valuable  accnial  rate  under  paragraphs 
(d)(l)(ii)  and  (fX4)(i)  of  this  section),  an 
early  retirement  window  benefit  that  is 
currently  available  to  the  employee 
(within  the  meaning  of  paragraph 
(f)(4)(ii)(A)  of  this  section)  and  that  is 
not  disregarded  for  a  plan  year  under 
paragraph  (f>(4K'i)(A)  of  this  section  is 
taken  into  account  in  that  plan  year 
with  respect  to  the  employee's  accrued 
benefit  as  of  the  earliest  of  the 
employee's  date  of  termination,  the 
close  of  the  early  retirement  window,  or 
the  last  day  of  that  plan  year. 

(D)  Effect  of  early  retirement  window 
benefit  on  average  benefit  percentage 
test.  Notwithstanding  paragraph  (cK2)  of 
this  section,  a  rate  group  under  a  plan 
that  provides  an  early  retirement 
winoow  benefit  is  deemed  to  satisfy  the 
average  benefit  percentage  test  of 

§  1.410(b)-5  if— 

(J)  All  rate  groups  under  the  plan 
would  satisfy  the  ratio  percentage  test  of 
§  1.410(b)-2(b)(2)  if  the  early  retirement 
window  benefit  were  disregarded;  and 

(2)  The  group  of  employees  to  whom 
the  early  retirement  window  benefit  is 
currently  available  (within  the  meaning 
of  paragraph  (0(4KiiMA)  of  this  section) 
satisfies  section  410(b)  without  regard  to 
the  average  benefit  percentage  test  of 
§1.410(b)-5. 

(iii)  Early  retirement  window  benefit 
defined.  For  purposes  of  this  paragraph 
(f)(4),  an  early  retiremeflt  window 
benefit  is  an  early  retirement  benefit, 
retirement-type  subsidy,  QSUPP,  or 
other  optional  form  of  benefit  under  a 
plan  that  is  available,  or  a  change  in  the 
plan's  benefit  formula  that  is  applicable, 
only  to  employees  who  terminate 
employment  within  a  limited  period 
specified  by  the  plan  (not  to  exceed  one 
year)  under  circumstances  specified  by 
the  plan.  A  benefit  does  not  fail  to  be 
described  in  the  preceding  sentence 
merely  because  tne  plan  contains 
provisions  under  which  certain 
employees  may  receive  the  benefit  even 
though,  for  bona  fide  business  reasons, 
they  terminate  employment  within  a 
reasonable  period  after  the  end  of  the 
limited  period.  An  amendment  to  an 
early  retirement  window  benefit  that 
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merely  extends  the  periods  in  the 
preceding  sentences  is  not  treated  as  a 
separate  early  retirement  window 
benefit,  provided  that  the  periods,  as 
extended,  satisfy  the  preceding 
sentences.  However,  any  other 
amendment  to  an  early  retirement 
window  benefit  creates  a  separate  early 
retirement  window  benefit. 

(iv)  Examples.  The  following 
examples  illustrate  the  rules  of  this 
paragraph  (f)(4): 

Example  1.  (a)  Plao  A  provides  a  benefit  of 
one  percent  of  average  annual  compensation 
per  year  of  service  and  satisfies  the 
requirements  of  paragraph  (b)(2)  of  this 
section.  Thus,  the  plan  provides  the  same 
l>enefit  to  ail  employees  with  the  same  years 
of  service  under  the  Plan.  Plan  A  is  amended 
to  treat  all  mnployees  with  ten  or  more  years 
of  service  who  terminate  employment  after 
attainment  of  age  55  and  between  March  1, 
1999.  and  November  30, 1999,  as  if  they  had 
an  additional  five  years  of  service  under  the 
benefit  formula.  However,  in  order  to  ensure 
the  orderly  implementation  of  the  early 
retirement  window,  the  plan  amendment 
provides  that  designated  employees  in  the 
human  resources  department  who  would 
otheiwise  be  eligible  for  the  early  retirement 
window  benefit  are  only  eligible  to  be  treated 
as  having  the  additional  five  years  of  service 
if  they  terminate  between  December  1. 1999, 
and  February  28,  2000. 

(b)The  additional  benefits  provided  under 
this  amendment  are  tested  as  benefits 
provided  to  employees  rather  than  former 
employees.  The  effect  of  this  amendment  is 
temporarily  to  change  the  benefit  formula  for 
employees  who  are  eligible  for  the  early 
retirement  window  benefit  because  the 
amendment  changes  (albeit  temporarily)  the 
amount  of  the  benefit  payable  to  those 
employees  at  normal  retirement  age.  See  the 
definition  of  Ijenefit  formula  in  §1.401(aK4)- 
12.  Assume  that  the  additional  year^  of 
service  credited  to  employees  eligible  for  the 
window  benefit  do  not  represent  past  service 
(within  the  meaning  of  §  1.401(aK4)- 
ll(d)(3}(i)(Bl)  or  pre-participation  or  imputed 
service  (within  the  meaning  of  §  1.401(a)(4)- 
ll(dKi)(Q)  and  thus  may  not  be  taken  into 
account  as  >'ears  of  service.  See  §  1.401  (a)(4)- 
ll(d)(3)(i)(A)  (regarding  years  of  service  that 
may  be  taken  into  account  under 
S 1 .401(a)(4)-l(b)(2)).  Thus,  the  window- 
eligible  employees  are  entitled  to  a  larger 
benefit  (as  a  percentage  of  average  annual 
compeosation)  than  other  employees  with 
the  same  number  of  years  of  service,  and  the 
plan  does  not  satisfy  the  uniform  noimal 
retirement  t>enefit  requirement  of  paragraph 
(bK2Ki)  of  this  section. 

(c)  Plan  A  is  restructured  under  the 
provisions  of  §1.401(a)(4)-4(c)  into  two 
component  plans:  Component  Plan  Al, 
consisting  of  all  employees  who  are  not 
eligible  for  the  early  retirement  window 
beoefit  and  all  of  their  accruals  and  benefits, 
rights  and  features,  and  Component  Plan  A2. 
consisting  of  all  employees  who  are  eligible 
for  the  early  retirement  window  benefit  and 
all  of  their  accruals  and  benefits,  rights  and 
features  under  the  plan. 


(d)  Component  Plan  Al  still  satisfies 
paragraph  (b)  of  this  section,  because  there 
has  been  no  change  for  the  employees  in  that 
component  plan.  Similarly,  Component  Plan 
A2  satisfies  paragraph  (b)  of  this  section 
disregarding  th«  change  in  the  benefit 
formula. 

(e)  Because  the  early  retirement  window 
benefit  consists  of  a  temporary  change  in  the 
benefit  formula,  paragraph  (fK4)(ii)(B)  of  this 
section  requires  that  the  plan  satisfy  die 
requirements  of  paragraph  (b)  of  this  section 
reflecting  the  change  in  order  to  remain  a  safe 
haii>or  plan.  After  reflecting  the  change. 
Component  Plan  A2  still  provides  the  same 
benefit  (albeit  higher  than  under  the  regular 
benefit  formula]  to  all  employees  with  the 
same  years  of  service  that  may  be  taken  into 
account  in  testing  the  plan,  and  thus  the 
benefit  formula  (as  temporarily  amended) 
satisfies  the  requirements  of  paragraph  (b)(2) 
(i)  and  (ii)  of  this  section. 

(f)  Since  Component  Plan  A2  also  satisfies 
all  of  the  other  requirements  of  paragraph 
(b)(2)  of  this  section  and  the  safe  hartrar  of 
paragraph  (b)(3)  of  this  section  reflecting  the 
change  in  the  benefit  formula.  Component 
Plan  A2  satisfies  this  paragraph  (b)  both 
reflecting  and  disregarding  the  change  in  the 
benefit  formula.  Thus.  Component  Plan  A2 
satisfies  paragraph  (b)  of  this  section. 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  e»:ept  that  the  plan's  benefit 
fiuTnuia  used  the  maximum  amount  of 
permitted  disparity  under  section  40\{I)  prior 
to  the  amendment.  The  analysis  is  the  same 
as  in  paragraphs  (a)  through  the  first  sentence 
of  paragraph  (e)  oi  Example  J.  In  order  to 
satisfy  the  requirements  of  paragraph  (bK2)  of 
this  section,  a  plan  that  uses  permitted 
disparity  must  satisfy  the  requirements  of 
section  401  (/)  after  reflecting  the  change  in 
the  twnefit  formula.  Because,  as  stated  ia 
Example  1,  the  additional  five  years  of 
service  may  not  be  taken  into  account  far 
purposes  of  satisfying  par^raph  (b)  of  this 
section,  the  disparity  that  results  firom 
crediting  that  service  exceeds  the  maximum 
permitted  disparity  under  section  401(i). 
Thus,  the  plan  does  not  satisfy  the 
requirements  of  paragraph  (b)  of  this  section. 

Example  3.  The  facts  are  the  same  as  in 
Example  1,  except  that  Han  A  is  tested  under 
the  general  test  in  paragraph  (c)  of  this 
section.  The  eariy  retirement  window  benefit 
is  disregarded  for  purposes  of  determinii^ 
the  normal  accrual  rates,  but  is  taken  into 
account  in  1999  for  purposes  of  determining 
the  most  valuable  accrual  rates,  of  employees 
who  were  eligible  for  the  early  retirement 
window  benefit  (regardless  of  whether  they 
elected  to  receive  it).  As  stated  in  Example 
1 .  the  additional  five  years  of  service  do  not 
represent  past  service,  pre-participation 
service,  or  imputed  service,  and  thus  under 
S  1.401(eK4)-ll(d)(3)(iKA)  may  not  be  taken 
into  account  as  testing  service. 

(5)  Unpredictable  contingent  eveitt 
benefits— ii)  General  rule.  In  general,  an 
unpredictable  contingent  event  benefit 
(within  the  meaning  of  section 
412(/K7)(B)(ii))  is  not  taken  into  account 
under  this  section  until  the  occurrence 
of  the  contingent  event.  Thus,  the 
special  rule  in  §  1.401(a)(4)-4(d)(7) 


(treating  the  contingent  event  as  having 
occurred)  does  not  apply  for  purposes  of 
this  section.  In  the  case  of  an 
unpredictable  contingent  event  that  is 
expected  to  result  in  the  termination 
from  employment  of  certain  employees 
within  a  period  of  time  consistent  with 
the  rules  for  defining  an  early  retirement 
window  benefit  in  paragraph  (fK4Xiii)  of 
this  section,  the  impredictable 
contingent  event  braefit  available  to 
those  employees  is  permitted  to  be 
treated  as  an  early  retirement  window 
benefit,  thus  permitting  the  rules  of 
paragraph  (f)(4)  of  this  section  to  be 
applied  to  it.  See  §  1.401(aM4)-4(dK7) 
for  an  additional  rule  relevant  to  the 
testing  of  unpredictable  contingent 
event  benefits. 

(ii)  Example.  The  following  example 
illustrates  the  rules  of  this  paragraph 
(f)(5): 

Example,  (a)  Employer  X  operates  various 
manufacturit^  plants  and  maintains  Plan  A, 
a  defined  benefit  plan  that  covers  all  of  its 
nonexcludal)le  employees.  Plan  A  provides 
an  early  retirement  benefit  under  which 
employees  who  retire  af^pr  age  55  but  before 
nonnal  retirement  age  and  who  have  at  least 
10  years  of  service  receive  a  benefit  equal  to 
their  normal  retirement  benefit  reduced  by 
four  percent  per  year  for  each  year  prior  to 
normal  retirement  age.  Plan  A  also  provides 
a  plant-closing  benefit  under  which 
employees  who  satisfy  the  conditions  for 
receiving  the  early  retirsnient  benefit  and 
who  work  at  a  plant  where  operations  have 
ceased  and  whose  employment  has  been 
temiinated  will  receive  or  unreduced  MHinal 
retirement  benefit  The  plant-closing  benefit 
is  an  unpredictable  contingent  event  benefit 

(b)  During  the  1997  plan  year.  Employer  X 
had  no  plant  closings.  Therefore,  the  plant- 
closing  benefit  is  not  taken  into  account  for 
the  1997  plan  year  in  determining  accrual 
rates  or  in  applying  the  safe  harbors  in 
paragraph  (b)  of  this  taction. 

(c)  During  the  1998  plan  year.  Employer  X 
begins  to  close  one  pUot  Employees  M 
through  Z,  who  are  employees  at  the  plant 
that  is  closing,  are  expected  to  terminate 
employment  with  Employer  X  during  the 
plan  year  and  will  satisfy  the  conditions  for 
the  plant-closing  t)en«fit  Therefore,  in  testing 
Plan  A  under  this  sectioa  for  the  1998  plan 
year,  the  availability  of  tbe  plant-closing 
benefit  to  Employees  M  through  Z  must  be 
taken  into  account  ia  determining  their 
accrual  rates  or  in  determining  whether  the 
plan  satisfies  one  of  tbe  safe  harbors  under 
paragraph  (b)  of  this  section. 

(d)  Because  the  employees  eligible  for  the 
unpredictable  contingent  event  benefit  are 
expected  to  terminate  employment  wi& 
Employer  X  daring  a  period  consistent  with 
the  rules  for  defining  an  early  retireraent 
window  benefit,  in  testing  Pkn  A  under  tiiis 
section  far  the  1998  plan  year,  the  spadai 
rules  in  paragraph  (f)(4Kii)  of  this  section 
may  be  i^^ied.  Thtis,  for  example,  nonnal 
accrual  rates  may  be  datarmiiwd  without 
referenoe  to  tiie  unpredictable  contingent 
event  benefit. 
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(e)  Despite  the  closing  of  the  plant. 
Employee  Q  remains  an  employee  Into  the 
1999  plan  year.  Under  paragraph  (Ol^MiiKA) 
of  this  section,  the  availability  of  the  plant- 
closing  benefit  to  Employee  Q  may  be 
disregarded  in  the  1999  plan  year. 

(6)  Determination  of  benefits  on  other 
than  plan-year  basis.  For  purposes  of 
this  section,  accruals  are  generally 
determined  based  on  the  plan  year. 
Nevertheless,  an  employer  may 
determine  accruals  on  the  basis  of  any 
period  ending  within  the  plan  year  as 
long  as  the  period  is  at  least  12  months 
in  duration.  For  example,  accruals  for 
all  employees  may  be  determined  based 
on  accrual  computation  periods  ending 
within  the  plan  year. 

(7)  Adjustments  for  certain  plan 
distributions.  For  purposes  of  this 
section,  an  employee's  accrued  benefit 
includes  the  actuarial  equivalent  of 
prior  distributions  of  accrued  benefits 
from  the  plan  to  the  employee  if  the 
years  of  service  taken  into  account  in 
determining  the  accrued  benefits  that 
were  distributed  continue  to  be  taken 
into  account  under  the  plan  for 
purposes  of  determining  the  employees 
current  accrued  benefit.  For  purposes  of 
this  paragraph  (f){7),  actuarial 
equivalence  must  be  determined  in  a 
uniform  manner  for  all  employees  using 
reasonable  actuarial  assumptions.  A 
standard  interest  rate  and  a  standard 
mortality  table  are  among  the 
assumptions  considered  reasonable  for 
this  purpose.  Thus,  for  example,  if  an 
employee  has  commenced  receipt  of 
benefits  in  accordance  with  the 
minimum  distribution  requirements  of 
section  401(a)(9).  and  the  plan  reduces 
the  employee's  accrued  benefit  to  take 
into  account  the  amount  of  the 
distributions,  the  employee's  accrued 
benefit  for  purposes  of  this  section  is 
restored  to  the  value  it  would  have  had 
if  the" distributions  had  not  occurred. 

(8)  Adjustment  for  certain  OPSA 
charges.  For  purposes  of  this  section,  an 
employee's  accrued  benefit  includes  the 
cost  of  a  qualified  preretirement 
survivor  annuity  (QFSA)  that  reduces 
the  employee's  accrued  benefit 
otherwise  determined  under  the  plan,  as 
permitted  under  §  1.401(a)-20,  QAA-21. 
Thus,  an  employee's  accrued  benefit  for 
purposes  of  this  section  is  determined 
as  if  the  cost  of  the  QPSA  had  riot  been 
charged  against  the  accrued  benefit. 
This  paragraph  (f)(8)  applies  only  if  the 
QPSA  charges  apply  uniformly  to  all 
employees. 

(9'  Disregard  of  certain  offsets — (i) 
General  rule.  For  purposes  of  this 
section,  an  employee's  accrued  benefit 
under  a  plan  includes  that  portion  of  the 
benefit  that  is  offset  under  an  offset 
provision  described  in  §  1.401(a)(4)- 


ll(d)(3)(i)(D).  The  rule  in  the  preceding 
sentence  applies  only  to  the  extent  that 
the  benefit  by  which  the  benefit  under 
the  plan  being  tested  is  offset  is 
attributable  to  periods  for  which  the 
plan  being  tested  credits  pre- 
participation  service  (within  the 
meaning  of  §  1.401(a)(4)-ll(d)(3)(ii)(A)) 
that  satisfies  §  1.40l(a)(4)-ll(d)(3)(iii)  or 
past  service  (within  the  meaning  of 
S  1.401(a)(4)-ll(d)(3)(i){B)).  and  only 

if—  .... 

(A)  The  benefit  under  the  plan  being 

tested  is  offset  by  either— 

(1)  Benefits  under  a  qualified  defined 
benefit  plan  or  defined  contribution 
plan  (whether  or  not  terminated);  or 

(2)  Benef.ia  anuoi  a  foreign  plan  that 
are  reasonably  expected  to  be  paid;  and. 

(B)  If  any  portion  of  the  benefit  that 
is  offset  is  nonforfeitable  (within  the 
meaning  of  section  411),  that  portion  is 
offset  by  a  benefit  (or  portion  of  a 
benefit)  that  is  also  nonforfeitable  (or 
vested,  in  the  case  of  a  foreign  plan). 

(ii)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (f)(9): 

Example  1.  (a)  Employer  X  maintains  two 
qualified  defined  benefit  plans,  Plan  A  and 
Plan  B.  Plan  B  provides  that,  whenever  an 
employee  transfers  to  Plan  B  from  Plan  A,  the 
service  that  was  credited  under  Plan  A  is 
credited  in  determining  benefits  under  Plan 
B.  The  Plan  A  service  credited  under  Plan  B 
is  pre-participation  service  that  satisfies 
§  1.401(a)(4)-ll(d)(3)(iii).  Plan  B  offsets  the 
benefits  determined  under  Plan  B  by  the 
employee's  vested  benefits  under  Plan  A. 
Plan  A  does  not  credit  additional  benefit 
service  or  accrual  service  after  employees 
transfer  to  Plan  B. 

(b)  The  Plan  B  provision  providing  for  an 
offset  of  benefits  under  Plan  A  satisfies 
§  1.401(a)(4)-ll(d)(3)(i)(D).  This  is  because 
the  provision  applies  to  similarly-situated 
employees  and  the  benefits  under  Plan  A  that 
are  offset  against  the  Plan  B  benefits  are 
attributable  to  pre-participation  service  taken 
into  account  under  Plan  B. 

(c)  This  paragraph  (0(9)  applies  in 
determining  the  benefits  that  are  taken  into 
account  under  this  section  for  employees  in 
Plan  B  who  are  transferred  from  Plan  A.  This 
is  because  the  offset  provision  is  described  in 
§  1.401(a)(4)-ll(d)(3)(i)(D).  the  benefits 
under  the  other  plan  by  which  the  benefits 
under  the  plan  being  tested  are  offset  are 
aUributable  solely  to  pre-participation  service 
that  satisfies  §  1.401(a)(4)-ll{d)(3)(Ui),  and 
the  benefits  are  offset  solely  by  vested 
benefits  under  another  qualified  plan.  Thus, 
for  example,  the  accrual  rates  of  employees 
in  Plan  B  arc  determined  as  if  there  were  no 
offset,  i.e..  by  adding  back  the  benefits  that 
are  offset  to  the  net  benefits  under  Plan  B. 

(d)  The  result  would  be  the  same  even  if 
Plan  A  continued  to  recognize  compensation 
paid  after  the  transfer  in  the  determination  of 
benefits  under  Plan  A.  However,  if  Plan  A 
continued  to  credit  benefit  or  accrual  service 
after  the  transfer,  then,  to  the  extent  that  Plan 
B's  offset  of  benefits  under  Plan  A  increased 


as  a  result,  the  additional  benefits  offset 
under  Plan  B  would  not  be  added  back  in 
determining  the  benefits  under  Plan  B  that 
are  taken  into  account  under  this  section. 
Example  2.  The  facts  are  the  same  as  In 
Example  1.  except  that  Plan  A  is  not  a  plan 
described  in  paragraph  (f)(9){i)(A)  of  this 
section.  None  of  the  benefits  under  Plan  B 
that  are  offset  by  benefits  under  Plan  A  may 
be  added  back  in  determining  the  benefits 
under  Plan  B  that  are  taken  into  account 
under  this  section.  Thus,  benefits  under  plan 
B  are  tested  on  a  net  basis. 

S1.401(aK4)-4    Nondiscriminatory 
•veiiability  of  bwioftts,  righU,  and  features, 
(a)  Introduction.  This  section  provides 
rules  for  determining  whether  the 
benefits,  rights,  and  features  provided 
under  a  plan  (i.e.,  all  optional  forms  of 
benefit,  ancillary  benefits,  and  other 
rights  and  features  available  to  any 
employee  under  the  plan)  are  made 
available  in  a  discriminatory  manner. 
Benefits,  rights,  and  features  provides 
under  a  plan  are  made  available  to 
employees  in  a  nondiscriminatory 
manner  only  if  each  benefit,  right,  or 
feature  satisfies  the  current  availability 
requirement  of  paragraph  (b)  of  this 
section  and  the  effective  availability 
requirement  of  paragraph  (c)  of  this 
section.  Paragraph  (d)  of  this  section 
provides  special  rules  for  applying  these 
requirements.  Paragraph  (e)  of  this 
section  defines  optional  form  of  benefit, 
ancillary  benefit,  and  other  right  or 
feature. 

(b)  Current  availability— W  General 
rule.  The  current  availability 
requirement  of  this  paragraph  (b)  is 
satisfied  if  the  group  of  employees  to 
whom  a  benefit,  right,  or  feature  is 
currently  available  during  the  plan  year 
satisfies  section  410(b)  (without  regard 
to  the  average  benefit  percentage  test  of 
§  1.410(b)-5).  In  determining  whether 
the  group  of  employees  satisfies  section 
410(b).  an  employee  is  treated  as 
benefiting  only  if  the  benefit,  right,  or 
feature  is  currently  available  to  the 
employee. 

(2)  Determination  of  current 
availability)— [i)  General  rule.  Whether 
a  benefit,  right,  or  feature  that  is  subject 
to  specified  eligibility  conditions  is 
currently  available  to  an  employee 
generally  is  determined  based  on  the 
current  facts  and  circumstances  with 
respect  to  the  employee  (e.g..  current 
compensation,  accrued  benefit,  position, 
or  net  worth). 

(ii)  Certain  conditions  disregarded— 
(A)  Certain  age  and  service  conditions— 
[1)  General  rule.  Notwithstanding 
paragraph  (b)(2)(i)  of  this  section,  any 
specified  age  or  service  condition  with 
respect  to  an  optional  form  of  benefit  or 
a  social  security  supplement  is 
disregarded  in  determining  whether  the 
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optional  form  of  benefit  or  the  social 
security  supplement  is  currenlly 
ivailobie  to  an  employee.  Thus,  for 
exampie.  an  optional  fonn  of  benefit 
that  is  available  to  ail  employees  who 
tenninate  employment  on  cv  after  age  5S 
with  at  ieest  10  years  of  service  is 
treated  as  currently  available  to  an 
employee,  without  regard  to  the 
employee's  current  age  or  years  of 
service,  and  without  regard  to  whether 
the  employee  could  potentially  meet  the 
age  and  service  conditions  prior  to 
attain  the  plan's  normal  retirement  age. 

(2)  Time-limited  age  or  service 
ootiditions  not  disregarded. 
Notwithstanding  paragraph 
(bK2KiiKAK2)  of  this  section,  an  age  or 
service  condition  is  not  disregarded  in 
determining  the  current  availability  of 
an  optional  form  of  benefit  or  social 
security  supplement  if  the  condition 
mxiA  be  satisfied  within  a  limited 
period  of  time.  Hovrever,  in  determining 
the  current  availability  of  an  optional 
form  of  benefit  or  a  social  security 
supplement  subject  to  such  an  age  or 
service  condition,  the  age  and  service  of 
employees  may  be  projected  to  the  last 
date  by  which  the  age  condition  or 
service  condition  must  be  satisfied  in 
order  to  be  eligible  for  the  optional  form 
of  benefit  or  social  security  supplement 
uxidBT  the  plan.  Thus,  for  example,  an 
optional  form  of  benefit  that  is  available 
only  to  employees  who  terminate 
employment  between  July  1. 1995,  and 
December  31, 1995.  after  attainment  of 
age  55  with  at  least  10  years  of  senrioa 
is  treated  as  currently  available  to  an 
emploj-ee  only  if  the  employee  could 
satisfy  those  age  and  service  conditions 
by  December  31, 1995. 

(B)  Certain  other  conditions.  Specified 
conditions  on  the  availability  of  a 
benefit,  right,  or  feature  requiring 
termination  of  employment,  death, 
satisfaction  of  a  specified  health 
condition  (or  failure  to  meet  such 
condition),  disability,  hardship,  marital 
status,  default  on  a  plan  loan  secured  by 
a  participant's  account  balance, 
execution  of  a  covenant  not  to  compete, 
application  for  benefits  or  similar 
ministerial  or  mechanical  acts,  election 
of  a  benefit  form,  execution  of  a  waiver 
of  rights  under  the  Age  Discrimination 
in  Eknployment  Act,  or  absence  from 
service,  are  disregarded  in  determining 
the  employees  to  whom  the  benefit, 
right,  or  feature  is  currently  available. 

(Q  Certain  conditions  relating  to 
mandatory  cash-outs.  In  the  case  of  a 
plan  that  provides  for  mandatory  cash- 
outs  of  all  terminated  employees  who 
have  a  vested  accrued  benefit  with  an 
actuarial  present  value  loss  than  or 
equal  to  a  specified  dollar  amount  (not 
to  ^ceed  $3.500J  as  permitted  by 


sections  41  l(aKll)  and  417(e).  the 

implicit  condition  on  any  benefit,  rigM. 
or  feature  (other  than  the  mandatory 
cash-out)  diat  requires  the  employee  lo 
have  a  vested  accrued  benefit  with  an 
actuarial  present  value  in  excess  of  the 
specified  dollar  amount  is  disregarded 
in  determining  the  employees  to  whom 
the  benefit,  right,  or  feature  is  currently 
available. 

[D]  Other  dollar  limits.  A  condition 
t)iat  the  amount  of  an  employee's  vested 
accrued  benefit  or  the  actuarial  present 
value  of  that  benefit  be  less  than  or 
equal  lo  a  specified  dollar  amount  is 
disregarded  in  determining  the 
employees  lo  whom  the  benefit,  right,  or 
feature  is  currently  available. 

(E)  Certain  conaitions  on  plan  loans. 
In  the  case  of  an  employee's  right  to  a 
loan  from  the  plan,  the  condition  that  an 
employee  must  have  an  account  balance 
sufficient  to  be  eligible  to  receive  a 
minimum  loan  amount  specified  in  the 
plan  (not  to  exceed  $1,000)  is 
disregarded  in  determining  the 
employees  to  whom  the  right  is 
currently  available. 

(3)  Benefits,  rights,  and  features  that 
are  eliminated  prospectively — (i) 
Special  testing  rule.  Notwithstanding 
paragraph  (b)(1)  of  this  section,  a 
benefit,  right,  or  feature  that  is 
eliminated  with  respect  to  benefits 
accrued  after  the  later  of  the  eliminating 
amendment's  adoption  or  effective  date 
(the  "elimination  date"),  but  is  retained 
with  respect  to  benefits  accrued  as  of 
the  elimination  date,  and  that  satisfies 
this  paragraph  (b)  as  of  the  elimination 
date,  is  treated  as  satisfying  this 
paragraph  (b)  for  all  subsequent  periods. 
This  rule  does  not  apply  if  the  terms  of 
the  benefit,  right,  or  feattue  (including 
the  employees  to  whom  it  is  available) 
are  changed  after  the  elimination  date. 

(ii)  Elimination  of  a  benefit,  right,  or 
feature— {A]  General  rule.  For  purposes 
of  this  paragraph  (b)(3),  a  benefit,  right, 
or  feature  provided  to  an  employee  is 
eliminated  with  respect  to  benefits 
accrued  after  the  elimination  date  if  the 
amount  or  value  of  the  benefit,  right,  or 
feature  depends  solely  on  the  amount  of 
the  employee's  accrued  benefit  (within 
the  meaning  of  section  411(a)(7))  as  of 
the  elimination  date,  including 
subsequent  income,  expenses,  gains, 
and  losses  with  respect  to  that  benefit  in 
the  case  of  a  defined  contribution  plan. 

(B)  Special  rule  for  benefits,  rights, 
and  featuns  that  are  not  section 
4 1 1  (dK6)-prot9cted  benefits. 
Notwithstandiiig  paragraph  (bK3KuKA) 
of  this  section,  in  the  case  of  a  benefit, 
right,  or  feature  under  a  defined 
contribution  plan  that  is  not  a  section 
4ll(dK6}-protected  benefit  (within  the 
meaning  of  §  1.411(d)-4,  Q&A-l).  e,g.. 


the  availability  of  plan  loens,  ibr 
purposes  of  this  paragraph  (b)(3Kii)  eKh 
employee's  accrued  benefit  a«  of  the 
elimination  date  may  be  treated,  on  a 
uniform  basis,  as  consisting  exchin^^ 
of  the  dollar  amount  of  the  employee's 
account  balance  as  of  the  elimination 
date. 

(C)  Special  rule  far  beaef  its,  ri^tU, 
and  features  that  depend  on  adjusted 
accrued  benefits.  For  purposes  of  this 
patagraph  (b)i;3),  a  benefit,  right  or 
feetura  provided  to  an  employee  under 
a  plan  that  has  made  a  fresh  start  does 
not  fell  to  be  eliminated  as  of  an 
elimination  date  that  is  the  fiesh-start 
date  merely  because  it  depends  solely 
on  the  amount  of  the  employee's 
adjusted  accrued  benefit  (within  the 
meaning  of  §  1.401(aK4)-13(dK6)). 

(c)  Effective  avaHab»lity—{l]  General 
rule.  Based  on  all  of  the  facts  and 
circumstances,  the  group  of  employees 
to  whom  a  benefit,  right,  or  feature  is 
effectively  available  must  not 
substantially  favor  HCEs.  *. 

(2)  Examples.  The  following  examples 
illustrate  the  rules  of  this  paragraph  (c): 

Example  1.  Employer  X  maiataixu  Plan  A. 
a  deHneid  benefit  plan  that  covers  both  of  its 
highly  compensated  nonexcludable 
employees  and  nine  of  its  12  nonhighly 
compeosated  non«xclud«ble  employees.  Plan 
A  provides  for  a  normal  retirement  benefit 
pay^le  as  an  annuity  and  based  an  a  nonnel 
retirement  age  of  65,  and  an  early  retireinent 
benefit  payable  upon  terminatioa  in  the  form 
of  an  annuity  to  employees  who  terminate 
firom  service  with  the.employer  on  or  after 
age  55  with  30  or  more  years  of  service.  Both 
HCEs  of  Employer  X  currently  meet  the  age 
and  service  requirement,  or  will  have  30 
years  of  service  l»y  the  time  they  roach  age 
55.  Ail  but  two  of  the  nine  NHC£s  of 
Empioyer  X  who  ara  covered  by  Plan  A  wen 
hired  oo  or  after  age  35  and,  thus,  cannot 
qualify  Sot  the  early  ratirement  benefit  Even 
though  the  group  of  employees  to  whom  the 
early  retirement  benefit  is  currently  available 
satisfies  the  ratio  percentage  test  of 
§  1.410(b)-2(b)(2)  when  age  and  service  are 
disregarded  pursuant  to  paragraph 
(b)(2](iiKA)  of  this  saction.  absent  other  facts, 
the  group  of  employees  to  whom  the  early 
retirement  benefit  is  effectively  available 
substantially  favors  HCEs. 

Example  2.  Employer  Y  maintains  Plan  B. 
a  defined  l)enefit  plan  that  provides  for  a 
normal  retirement  benefit  payable  as  an 
annuity  and  based  on  a  normal  retirement 
age  of  65.  By  a  plan  ameodment  Rrst  adopted 
and  effective  December  1, 1998,  Employer  Y 
amends  Plan  B  to  provide  an  early  retinement 
benefit  that  is  availabie  only  to  employses 
who  terminate  employment  by  December  IS. 
1998.  and  who  are  at  least  age  55  with  30  or 
more  years  of  service.  Assume  that  all 
employees  were  hired  prior  to  attaining  age 
25  and  that  the  group  of  employees  wtjo 
have,  or  *vill  have,  atteieed  age  55  with  30 
years  ofserriceby  December  15, 199a, 
satisfies  the  ratio  penxntage  test  of 
§  1.410(b)-2(bK2).  Assume,  fuither.  that  the 
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employer  takes  no  steps  to  infonn  all  eligible 
employees  of  the  early  retirement  option  on 
a  timely  basis  and  that  the  only  employees 
who  terminate  from  employment  with  the 
employer  during  the  two-week  period  in 
which  the  early  retirement  benefit  is 
available  are  HCEs.  Under  these  facts,  the 
group  of  employees  to  whom  this  early 
retirement  window  benefit  is  effectively 
available  substantially  favors  HCEs. 

Example  3.  Employer  Z  amends  Plan  C  on 
June  30. 1999.  to  provide  for  a  single  sum 
optional  form  of  benefit  for  employees  who 
terminate  from  employment  with  Employer  Z 
after  June  30. 1999.  and  before  January  1. 
2000.  The  availability  of  this  single  sum 
optional  form  of  benefit  is  conditioned  on  the 
employee's  having  a  particular  disability  at 
the  time  of  termination  of  employment.  The 
only  employee  of  the  employer  who  meets 
this  disability  requirement  at  the  time  of  the 
amendment  and  thereafter  through  December 
31, 1999.  is  a  HCE.  Under  p)aragraph 
(b)(2)(ii)(B)  of  this  section,  the  disability 
condition  is  disregarded  in  determining  the 
current  availability  of  the  single  sum  optional 
form  of  benefit.  Nevertheless,  under  these 
fects.  the  group  of  employees  to  whom  the 
single  sum  optional  form  of  benefit  is 
effectively  available  substantially  favors 
HCZs. 

(d)  Specid  ru/es— (1)  Mergers  and 
acquisitions — (i)  Special  testing  rule.  A 
benefit,  right,  or  feature  available  under 
a  plan  solely  to  an  acquired  group  of 
employees  is  treated  as  satisfying 
paragraphs  (b)  and  (c)  of  this  section 
during  the  period  that  each  of  the 
following  requirements  is  satisfied: 

(A)  The  benefit,  right,  or  feature  must 
satisfy  paragraphs  (b)  and  (c)  of  this 
section  (determined  without  regard  to 
the  special  rule  in  section  410(b)(6)(Q) 
on  the  date  that  is  the  latest  date  of  hire 
or  transfer  into  an  acquired  trade  or 
business  for  an  employee  to  be  included 
in  the  acquired  group  of  employees. 
This  determination  is  made  with 
reference  to  the  plan  of  the  current 
employer  and  its  nonexcludable 
employees. 

(B)  The  benefit,  right,  or  feature  must 
be  available  under  the  plan  of  the 
current  employer  after  the  transaction 
on  the  same  terms  as  it  was  available 
under  the  plan  of  the  prior  employer 
before  the  transaction.  This  requirement 
is  not  violated  merely  because  of  a 
change  made  to  the  benefit,  right,  or 
feature  that  is  permitted  by  section 
411(d)(6),  provided  that— 

(1)  The  change  is  a  replacement  of  the 
benefit,  right,  or  feature  with  another 
benefit,  right,  or  feature  that  is  available 
to  the  same  employees  as  the  original 
benefit,  right,  or  feature,  and  the  original 
b«iefit.  right,  or  feature  is  of  Inherently 
equal  or  greater  value  (within  the 
meaning  of  paragraph  (d)(4)(i)(A)  of  this 
section)  than  the  benefit,  right,  or 
feature  that  replaces  it;  or 


[2)  The  change  is  made  before  January 
'12.1993. 

(ii)  Scope  of  special  testing  rule.  This 
paragraph  (d)(1)  applies  only  to  benefits, 
rights,  and  features  with  respect  to 
benefits  accruing  under  the  plan  of  the 
current  employer,  and  not  to  benefits, 
rights,  and  features  with  respect  to 
benefits  accrued  under  the  plan  of  the 
prior  employer  (unless,  pursuant  to  the 
transaction,  the  plan  of  the  prior 
employer  becomes  the  plan  of  the 
current  employer,  or  the  assets  and 
liabilities  with  respect  to  the  acquired 
group  of  employees  under  the  plan  of 
the  prior  employer  are  transferred  to  the 
plan  of  the  current  employer  in  a  plan 
merger,  consolidation,  or  other  transfer 
described  in  section  414(/)). 

(iii)  Example.  The  following  examples 
illusUates  the  rules  of  this  paragraph 
(d)(1): 

Example.  Employer  X  maintains  Plan  A,  a 
defined  benefit  plan  with  a  single  s\mi 
optional  form  of  benefit  for  all  employees. 
Employer  Y  acquires  Employer  X  and  merges 
Plan  A  into  Plan  B.  a  defined  benefit  plan 
maintained  by  Employer  Y  that  does  not 
otherwise  provide  a  single  sum  optional  form 
of  benefit.  Employer  Y  continues  to  provide 
the  single  sum  optional  form  of  benefit  under 
Plan  B  on  the  same  terms  as  it  was  offered 
under  Plan  A  to  all  employees  who  were 
acquired  in  the  transaction  with  Employer  X 
(and  to  no  other  employees).  The  optional 
form  of  benefit  satisfies  paragraphs  (b)  and  (c) 
of  this  section  immediately  following  the 
transaction  (determined  without  taking  into 
account  section  410(b)(6)(C))  when  tested 
with  reference  to  Plan  B  and  Employer  Y's 
nonexcludable  employees.  Under  these  foots. 
Plan  B  is  treated  as  satisfying  this  section 
with  respect  to  the  single  sum  optional  form 
of  benefit  for  the  plan  year  of  the  transaction 
and  all  subsequent  plan  years. 

(2)  Frozen  participants.  A  plan  must 
satisfy  the  nondiscriminatory 
availability  requirement  of  this  section 
not  only  with  resp)ect  to  benefits,  rights, 
and  features  provided  to  employees  who 
are  currently  benefiting  luder  the  plan, 
but  also  separately  with  respect  to 
benefits,  rights,  and  features  provided  to 
nonexcludable  employees  with  accrued 
benefits  who  are  not  currently 
benefiting  under  the  plan  ("frozen 
participants").  Thus,  each  benefit,  right, 
and  feature  available  to  any  frozen 
participant  under  the  plan  is  separately 
subject  to  the  requirements  of  this 
section.  A  plan  satisfies  paragraphs  (b) 
and  (c)  of  this  section  with  respect  to  a 
benefit,  right,  or  feature  available  to  any 
fit)zen  participant  under  the  plan  only 
if  one  or  more  of  the  following 
requirements  is  satisfied: 

(i)  The  benefit,  right,  or  feature  must 
be  one  that  would  satisfy  paragraphs  (b) 
and  (c)  of  this  section  if  it  were  not 


available  to  any  employee  currently 
benefiting  under  the  plan. 

(ii)  The  benefit,  right,  or  feature  must 
be  one  that  would  satisfy  paragraphs  (b) 
and  (c)  of  this  section  if  all  frozen 
participants  were  treated  as  employees 
currently  benefiting  under  the  plan. 

(iii)  No  change  in  the  availability  of 
the  benefit,  right,  or  feature  may  have 
been  made  that  is  first  effective  in  the 
current  plan  year  with  respect  to  a 
frozen  participant. 

(iv)  Any  change  in  the  availabiuty  of 
the  benefit,  right,  or  feature  that  is  first 
effective  in  the  current  plan  year  with 
respect  to  a  frozen  participant  must  be 
made  in  a  nondiscriminatory  manner. 
Thus,  any  expansion  in  the  availability 
of  the  benefit,  right,  or  feature  to  any 
highly  compensated  frozen  participant 
must  be  applied  on  a  consistent  basis  to 
all  nonhighly  compensated  frozen 
participants.  Similarly,  any  contraction 
in  the  availability  of  the  benefit,  right, 
or  feature  that  affects  any  nonhighly 
compensated  frozen  participant  must  be 
applied  on  a  consistent  basis  to  all 
highly  compensated  frozen  participants. 
13)  Early  retirement  window  benefits. 
If  a  benefit,  right,  or  feature  meets  the 
definition  of  an  early  retirement 
window  benefit  in  §  1.401(a)(4>- 
3(0{4)(iii)  (or  would  meet  that  definition 
if  the  definition  applied  to  all  benefits, 
rights,  and  features),  the  benefit,  right, 
or  feature  is  disregarded  for  purposes  of 
applying  this  section  with  respect  to  an 
employee  for  all  plan  years  other  than 
the  first  plan  year  in  which  the  benefit 
is  currently  available  to  the  eniployee. 
(4)  Permissive  aggregation  of  certain 
benefits,  rights,  or  features— {i)  General 
rule.  An  optional  form  of  benefit, 
ancillary  benefit,  or  other  right  or 
feature  may  be  aggregated  with  another 
optional  form  of  benefit,  ancillary 
benefit,  or  other  right  or  feature, 
respectively,  and  the  two  may  be  treated 
as  a  single  optional  form  of  benefit, 
ancillary  benefit,  or  other  right  or 
feature,  if  both  of  the  following 
requirements  are  satisfied: 

(A)  One  of  the  two  optional  forms  of 
benefit,  ancillary  benefit,  or  other  rights 
or  features  must  in  all  cases  be  of 
inherently  equal  or  greater  value  than 
the  other.  For  this  purpose,  one  benefit, 
right,  or  feature  is  of  inherently  equal  or 
greater  value  than  another  benefit,  right, 
or  feature  only  if,  at  any  time  and  under 
any  conditions,  it  is  impossible  for  any 
employee  to  receive  a  smaller  amoiut  or 
a  less  valuable  right  under  the  first 
benefit,  right,  or  feature  than  under  the 
second  benefit,  right,  or  feature. 

(B)  The  optional  form  of  benefit, 
ancillary  benefit,  or  other  right  or 
feature  of  inherently  equal  or  greater 
value  must  separately  satisfy  paragraphs 


_       /     fW^ 1^. 
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(b)  and  (c)  of  this  section  (without 
regard  to  this  paragraph  (d)(4)). 

(ii)  Aggregation  may  be  applied  more 
than  once.  The  aggregation  rule  in  this 
paragraph  (d)(4)  may  be  appUed  more 
than  once.  Thus,  for  example,  an 
optional  form  of  benefit  may  be 
aggregated  with  another  optional  form 
of  benefit  that  itself  constitutes  two 
separate  optional  forms  of  benefit  that 
are  aggregated  and  treated  as  a  single 
optional  form  of  benefit  under  this 
paragraph  (d)(4). 

(ill)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (d)(4): 

Example  1.  Plan  A  is  a  defined  benefit  plan 
that  provides  a  single  sum  optional  form  of 
benefit  to  all  employees.  The  single  sum 
optional  form  of  benefit  is  available  on  the 
same  terms  to  all  employees,  except  that,  for 
employees  in  Division  S,  a  five-percent 
discount  factor  is  applied  and,  for  employees 
of  Division  T,  a  seven-percent  discount  factor 
is  applied.  Under  paragraph  (e)(1)  of  this 
section,  the  single  sum  optional  form  of 
benefit  constitutes  two  separate  optional 
fonas  of  benefit.  Assume  that  the  single  sum 
optional  form  of  benefit  available  to 
employees  of  Division  S  separately  satisfies 
paragraphs  (b)  and  (c)  of  this  section  without 
talcing  into  account  this  paragraph  (d)(4). 
Because  a  lower  discount  factor  is  applied  in 
determining  the  single  sum  optional  form  of 
benefit  available  to  employees  of  Division  S 
than  is  applied  in  determining  the  single  sum 
optional  form  of  benefit  available  to 
employees  of  Division  T,  the  first  single  sum 
optional  form  of  benefit  is  of  inherently 
greater  value  than  the  second  single  sum 
optional  form  of  benefit.  Under  these  facts, 
these  two  single  sum  optional  forms  of 
benefit  may  be  aggregated  and  treated  as  a 
single  optional  form  of  benefit  for  purposes 
of  this  section. 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  except  that,  in  order  to  receive 
the  single  sum  optional  form  of  benefit, 
employees  of  Division  S  (but  no  employees 
of  Division  T)  must  have  completed  at  least 
20  years  of  service.  The  single  sum  optional 
form  of  benefit  available  to  employees  of 
Division  S  is  not  of  inherently  equal  or 
greater  value  than  the  single  sum  optional 
form  of  benefit  available  to  employees  of 
Division  T,  because  an  employee  of  Division 
S  who  terminates  employment  with  less  than 
20  years  of  service  would  receive  a  smaller 
single  sum  amount  (i.e.,  zero)  than  a 
similarly-situated  employee  of  Division  T 
who  terminates  employment  with  less  than 
20  years  of  service.  Under  these  facts,  the  two 
single  sum  optional  forms  of  benefit  may  not 
be  aggregated  and  treated  as  a  single  optional 
form  of  benefit  for  purposes  of  this  section. 

(5)  Certain  spousal  benefits.  In  the 
case  of  a  plan  that  includes  two  or  more 
plans  that  have  been  permissively 
aggregated  under  §  1.410(b)-7(d),  the 
aggregated  plan  satisfies  this  section 
with  respect  to  the  availability  of  any 
nonsubsidized  qualified  joint  and 
survivor  annuities,  qualified 


preretirement  survivor  annuities,  or 
spousal  death  benefits  described  in 
section  401(a)(ll),  if  each  plan  that  is 
part  of  the  aggregated  plan  satisfies 
section  401(a)(ll).  Whether  a  benefit  is 
considered  subsidized  for  this  purpose 
may  be  determined  using  any 
reasonable  actuarial  assumptions.  For 
purposes  of  this  paragraph  (d)(5),  a 
qualified  joint  and  survivor  annuity, 
qualified  preretirement  survivor 
annuity,  or  spousal  death  benefit  is 
deemed  to  be  nonsubsidized  if  it  is 
provided  imder  a  defined  contribution 
plan. 

(6)  Special  ESOP  rules.  An  ESOP  does 
not  fail  to  satisfy  paragraphs  (b)  and  (c) 
of  this  section  merely  because  it  makes 
an  investment  diversification  right  or 
feature  or  a  distribution  option  available 
solely  to  all  qualified  participants 
(within  the  meaning  of  section 
401(a)(28)(B)(iii),  or  merely  because  the 
restrictions  of  section  499(n)  apply  to 
certain  individuals. 

(7)  Special  testing  rule  for 
unpredictable  contingent  event  benefits. 
A  benefit,  right,  or  feature  that  is 
contingent  on  the  occiurence  of  an 
unpredictable  contingent  event  (within 
the  meaning  of  section  412(l)(7)(B)(ii)  is 
tested  under  this  section  as  if  the  event 
had  occurred.  Thus,  the  current 
availability  of  a  benefit  that  becomes  an 
optional  form  of  benefit  upon  the 
occurrence  of  an  impredictable 
contingent  event  is  tested  by  deeming 
the  event  to  have  occurred  and  by 
disregarding  age  and  service  conditions 
on  the  eligibility  for  that  benefit  to  the 
extent  permitted  for  optional  forms  of 
benefit  under  paragraph  {b)(2)  of  this 

(e)  De/i/Jifio/is— (1)  Optional  form  of 
benefit— {i)  General  rule.  The  term    . 
"optional  form  of  benefit"  means  a 
distribution  alternative  (including  the 
normal  form  of  benefit)  that  is  available 
under  a  plan  with  respect  to  benefits 
described  in  section  411(d)(6)(A)  or  a 
distribution  alternative  that  is  an  early 
retirement  benefit  or  retirement-type 
subsidy  described  in  section 
411(d)(6)(B)(i),  including  a  QSUPP. 
Except  as  provided  in  paragraph 
(e)(l)(ii)  of  this  section,  different 
optional  forms  of  benefit  exist  if  a 
distribution  alternative  is  not  payable 
on  substantially  the  same  terms  as 
another  distribution  alternative.  The 
relevant  terms  include  all  terms 
affecting  the  value  of  the  optional  form, 
such  as  the  method  of  benefit 
calculation  and  the  actuarial 
assumptions  used  to  determine  the 
amount  distributed.  Thus,  different 
optional  forms  of  benefit  may  result 
fit)m  differences  in  terms  relating  to  the 
payment  schedule,  timing. 


commencement,  medium  of  distribution 
(e.g.,  in  cash  or  in  kind),  election  ri^ts, 
or  the  portion  of  the  benefit  to  which 
the  distribution  alternative  applies. 

Exceptions— (A)  Differences  in  benefit 
formula  or  accrual  method.  A 
distribution  alternative  available  under 
a  defined  benefit  plan  does  not  fail  to  be 
a  single  optional  form  of  benefit  merely 
because  the  benefit  formulas,  accrual 
methods,  or  other  factors  (including 
service-computation  methods  and 
definitions  of  compensation) 
underlying,  or  the  manner  in  which 
employees  vest  in,  the  accrued  benefit 
that  is  paid  in  the  form  of  the 
distribution  alternative  are  different  for 
different  employees  to  whom  the 
distribution  alternative  is  available. 
Notwithstanding  the  foregoing, 
differences  in  the  normal  retirement 
ages  of  employees  (other  than 
differences  that  do  not  prevent  a  plan 
from  having  a  single  uniform  normal 
retirement  age)  or  in  the  form  in  which 
the  accrued  benefit  of  employees  is 
payable  at  normal  retirement  age  under 
a  plan  are  taken  into  account  in 
determining  whether  a  distribution 
alternative  constitutes  one  or  more 
optional  forms  of  benefit. 

(B)  Differences  in  allocation  formula. 
A  distribution  alternative  available 
under  a  defined  contribution  plan  does 
not  fail  to  be  a  single  optional  form  of 
benefit  merely  because  the  allocation 
formula  or  other  factors  (including 
service-computation  methods, 
definitions  of  compensation,  and  the 
manner  in  which  amounts  described  in 
§  1.401(a)(4)-2(c)(2)(iii)  are  allocated) 
underlying,  or  the  manner  in  which 
employees  vest  in,  the  accrued  benefit 
that  is  paid  in  the  form  of  the 
distribution  alternative  are  different  for 
different  employees  to  whom  the 
distribution  alternative  is  available. 

(C)  Distributions  subject  to  section 
417(e).  A  distribution  alternative 
available  under  a  defined  benefit  plan 
does  not  fail  to  be  a  single  optional  form 
of  benefit  merely  because,  in 
determining  the  amount  of  a 
distribution,  the  plan  appUes  a  lower 
interest  rate  to  determine  the 
distribution  for  employees  with  a  vested 
accrued  benefit  having  an  actuarial 
present  value  not  in  excess  of  $25,000, 
as  required  by  section  417(e)(3)  and 
.§1.417{e)-l. 

(iii)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (e)(1): 

Example  J.  Plan  A  is  a  defined  benefit  plan 
that  benefits  all  employees  of  Divisions  S  and 
T.  The  plan  offers  a  qualified  joint  and  50- 
percent  sxirvivor  annuity  at  normal 
retirement  age,  calculated  by  multiplying  an 
employee's  single  life  annuity  payment  by  a 
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foctor.  For  an  employee  of  Division  S  whose 
Denefit  commences  at  age  65,  the  plan 
provides  a  factor  of  0.90,  but  for  a  similarly- 
situated  employee  of  Division  T  tha  plan 
provides  a  factor  of  0.85.  The  qualified  joint 
and  sxirvivor  annuity  is  not  available  to 
tonployees  of  Division  S  and  T  on 
substantially  the  same  terms,  and  thus  It 
constitutes  two  separate  optional  forms  of 
benefit. 

Example  2.  Plan  B  is  a  defined  benefit  plan 
that  benefits  all  employees  of  Divisions  U 
and  V.  The  plan  offers  a  single  sum 
distribution  alternative  available  on  the  same 
terms  and  determined  using  the  same 
actuarial  assumptions,  to  all  employees. 
However,  different  benefit  formulas  apply  to 
employees  of  each  division.  Under  the 
exception  provided  in  paragraph  (eKlM'OtA) 
of  this  section,  the  single  sum  optional  form 
of  benefit  available  to  employees  of  Division 
U  is  not  a  separate  optional  form  of  benefit 
from  the  single  sum  optional  form  of  benefit 
available  to  employees  of  Division  V. 

Example  3.  Defined  benefit  Plan  C 
provides  an  early  retirement  benefit  based  on 
a  schedule  of  early  retirement  factors  that  is 
a  single  optional  form  of  benefit.  Plan  C  is 
amended  to  provide  an  early  retirement 
window  benefit  that  consists  of  a  temporary 
change  in  the  plan's  benefit  formula  (e.g.,  the 
addition  of  five  years  of  service  to  an 
employee's  actual  service  under  the  benefit 
formula)  applicable  in  determining  the 
benefits  for  certain  employees  who  terminate 
employment  within  a  limited  period  of  lime. 
Under  the  exception  provided  in  paragraph 
(e)(l)(ii)(A)  of  this  section,  the  early 
retirement  optional  form  of  benefit  available 
to  window-eligible  employees  is  not  a 
separate  optional  form  of  benefit  from  the 
early  retirement  optional  form  of  benefit 
available  to  the  other  employees. 

(2)  Ancillary  benefit.  The  term 
"ancillary  benefit"  means  social 
security  supplements  (other  than 
QSUPPs),  disability  benefits  not  in 
excess  of  a  qualified  disability  benefit 
described  in  section  411(a)(9).  ancillary 
life  insurance  and  health  insurance 
benefits,  death  benefits  under  a  defined 
contribution  plan,  preretirement  death 
benefits vnder  a  defined  benefit  plan, 
shut-down  benefit  not  protected  under 
section  4il(d)(6).  and  other  similar 
benefits.  Different  ancillary  benefit  exist 
if  an  ancillary  benefits  is  not  available 
on  substantially  the  same  terms  as 
another  «incillary  benefit.  Principles 
similar  to  those  in  paragraph  (e)(l)(ii)  of 
this  section  apply  in  making  this 
determination. 

(3)  Other  right  or  feature— {i)  General 
rule.  The  term  "other  right  or  feature" 
generally  means  any  right  or  feature 
applicable  to  employees  under  the  plan. 
Different  rights  or  features  exist  if  a  right 
or  feature  is  not  available  on 
substantially  the  same  terms  as  another 
right  or  feature. 

(ii)  Exceptions  to  definition  of  other 
right  or  feature.  Notwithstanding 
paragraph  (e)(3)(i)  of  this  section,  a  right 


or  feature  is  not  considered  an  "other 
right  or  feature"  if  it — 

(A)  Is  an  optional  form  of  benefit  or 
an  ancillary  benefit  under  the  plan; 

(B)  Is  one  of  the  terms  that  are  taken 
into  account  in  determining  whether 
separate  optional  forms  or  ancillary 
benefits  exist,  or  that  would  be  taken 
into  account  but  for  paragraph  (e)(l)(ii) 
of  this  section  (e.g.,  benefit  formulas  or 
the  manner  in  which  benefits  vest);  or 

(C)  Cannot  reasonably  be  expected  to 
be  of  meaningful  value  to  an  employee 
(e.g.,  administrative  details). 

fiii)  Examples.  Other  rights  and 
features  include,  but  are  not  limited  to^ 

(A)  Plan  loan  provisions  (other  than 
those  relating  to  a  distribution  of  an 
employee's  accrued  benefit  upon  default 
under  a  loan); 

(B)  The  right  to  direct  investments; 

(C)  The  right  to  a  particular  form  of 
investment,  including,  for  example,  a 
particular  class  or  type  of  employer 
securities  (taking  into  account,  in 
determining  whether  different  forms  of 
investment  exist,  any  differences  in 
conversion,  dividend,  voting, 
liquidation  preference,  or  other  rights 
conferred  under  the  security); 

(D)  The  right  to  make  each  rate  of 
elective  contributions  described  in 

§  1. 401  (k)-l (g)(3)  (determining  the  rate 
based  on  the  plan's  definition  of  the 
compensation  out  of  which  the  elective 
contributions  are  made  (regardless  of 
whether  that  definition  satisfies  section 
414(s)),  but  also  treating  different  rates 
as  existing  if  they  are  based  on 
definitions  of  compensation  or  other 
requirements  or  formulas  that  are  not 
substantially  the  same): 

(E)  The  right  to  make  after-tax 
employee  contributions  to  a  defined 
benefit  plan  that  are  not  allocated  to 
separate  accounts; 

(F)  The  right  to  make  each  rate  of 
after-tax  employee  contributions 
described  in  §  1. 401  (m>-l (f)(6) 
(determining  the  rate  based  on  the 
plan's  definition  of  the  compensation 
out  of  which  the  after-tax  employee 
contributions  are  made  (regardless  of 
whether  that  definition  satisfies  section 
414(s)),  but  also  treating  different  rates 
as  existing  if  they  are  based  on 
definitions  of  compensation  or  other 
requirements  or  formulas  that  are  not 
substantially  the  same); 

(G)  The  right  to  each  rate  of  allocation 
of  matching  contributions  described  in 

§  1.401(m)-l(f)(12)  (determining  the  rate 
using  the  amount  of  matching,  elective 
and  after-tax  employee  contributions 
determined  after  any  corrections  under 
§§  1.401(k)-l{f)(i),  1.40l(m)-l(e)(l)(i), 
and  1.401(m)-2(c).  but  also  treating 
different  rates  as  existing  if  they  are 
based  on  definitions  of  compensation  or 


other  requirements  or  formulas  that  are 
not  substantially  the  same); 

(H)  The  right  to  purchase  additional 
retirement  or  ancillary  benefits  tmder 
the  plan;  and 

(Ij  The  right  to  make  rollover 
contributions  and  transfers  to  and  from 
the  plan. 

f1.401(aX4)-6    Plan  amandiiMnts  and  plan 
termlnationa. 

(1)  Introduction— (I)  Overview.  This 
paragraph  (a)  provides  rules  for 
determining  whether  the  timing  of  a 
plan  amendment  or  series  of 
amendments  has  the  effect  of 
discriminating  significantly  in  favor  of 
HCEs  or  former  HCEs.  For  purposes  of 
this  section,  a  plan  amendment 
includes,  for  example,  the  establishment 
or  termination  of  the  plan,  and  any 
change  in  the  benefits,  rights,  or 
features,  benefit  formulas,  or  allocation 
formulas  under  the  plan.  Paragraph  (b) 
of  this  section  sets  forth  additional 
requirements  that  must  be  satisfied  in 
the  case  of  a  plan  termination. 

(2)  Facts-and<ircumstance5 
determination.  Whether  the  timing  of  a 
plan  amendment  or  series  of  plan 
amendments  has  the  effect  of 
discriminating  significantly  in  favor  of 
HCEs  or  former  HCEs  is  determined  at 
the  time  the  plan  amendment  first 
becomes  effective  for  purposes  of 
section  401(a),  based  on  all  relevant 
facts  and  circumstances.  These  include 
for  example,  the  relative  numbers  of 
current  and  former  HCEs  and  NHCEs 
affected  by  the  plan  amendment,  the 
relative  length  of  service  of  current  and 
former  HCEs  and  NHCEs,  the  length  of 
time  the  plan  or  plan  provision  being 
amended  has  been  in  effect,  and  the 
turnover  of  employees  prior  to  the  plan 
amendment.  In  addition,  the  relevant 
facts  and  circumstances  include  the 
relative  accrued  benefits  of  current  and 
former  HCEs  and  NHCEs  before  and 
after  the  plan  amendment  and  any 
additional  benefits  provided  to  current 
and  former  HCEs  and  NHCEs  under 
other  plans  (including  plans  of  other 
employp:  5,  if  relevant).  In  the  case  of  a 
plan  amendment  that  provides 
additional  benefits  based  on  an 
employee's  service  prior  to  the 
amendment,  the  relevant  facts  and 
circumstances  also  include  the  benefits 
that  employees  and  former  employees 
who  do  not  benefit  under  the 
amendment  would  have  received  had 
the  plan,  as  amended,  been  in  effect 
throughout  the  period  on  which  the 
additional  benefits  are  based. 

(3)  Safe  harbor  for  certain  grants  of 
benefits  for  past  periods.  The  timing  of 
a  plan  amendment  that  credits  (or 
increases  benefits  attributable  to)  years 
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of  service  for  a  period  in  the  past  is 
deemed  not  to  have  the  effect  of 
discriminating  significantly  in  favor  of 
HCEs  or  former  HECs  if  the  period  for 
which  the  service  credit  (or  benefit 
increase)  is  granted  does  not  exceed  the 
five  years  immediately  preceding  the 
year  in  which  the  amendment  first 
becomes  effective,  the  service  credit  (or 
benefit  increase]  is  granted  on  a 
reasonably  uniform  basis  to  all 
employees,  benefits  attributable  to  the 
period  are  determined  by  applying  the 
current  plan  formula,  and  the  service 
credited  is  service  (including  pre- 
participation  or  imputed  service)  with 
the  employer  or  a  previous  employer 
that  may  be  taken  into  account  under 
§  1.401(a)(4}-ll(d){3)  (without  regard  to 
§  1.401(a){4)-ll(d){3)(i){B)).  However, 
this  safe  harbor  is  not  available  if  the 
plan  amendment  granting  the  service 
credit  (or  increasing  benefits)  is  part  of 
a  pattern  of  amendments  that  has  the 
effect  of  discriminating  significantly  in 
favor  of  HCEs  or  former  HCEs. 

(4)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (a): 

Example  1.  Plan  A  is  a  defined  benefit  plan 
that  covered  both  HCEs  and  NHCEs  for  most 
of  its  existence.  The  employer  decides  to 
wind  up  its  business.  In  the  process  of 
ceasing  operations,  but  at  a  time  when  the 
plan  covers  only  HCEs,  Plan  A  is  amended 
to  increase  benefits  and  thereafter  is 
temiinated.  The  timing  of  this  plan 
amendment  has  the  effect  of  discriminating 
significantly  in  favor  of  HCEs. 

Example  2.  Plan  B  is  a  defined  l>enefit  plan 
that  provides  a  social  security  supplement 
that  is  not  a  QSUPP.  After  substantially  all 
of  the  HCEs  of  the  employer  have  benefited 
from  the  supplement,  but  before  a  substantial 
number  of  NHCEs  have  become  eligible  for 
the  supplement.  Plan  B  is  amended  to  reduce 
significantly  the  amount  of  the  supplement. 
The  timing  of  this  plan  amendment  has  the 
effect  of  discriminating  significantly  in  favor 
of  HCEs. 

Example  3.  Plan  C  is  a  defined  benefit  plan 
that  contains  an  ancillary  life  insurance 
benefit  available  to  all  employees.  The  plan 
is  amended  to  eliminate  this  benefit  at  a  time 
when  life  insurance  pa>'ments  have  been 
made  only  to  beneficiaries  of  HCEs.  Because 
all  employees  received  the  benefit  of  life     . 
insurance  coverage  before  Plan  C  was 
amended,  the  timing  of  this  plan  amendment 
does  not  have  the  effect  of  discriminating 
significantly  in  favor  of  HCEs  or  former 
HCEs. 

Example  4.  Plan  D  provides  for  a  benefit 
of  one  percent  of  average  annual 
compensation  per  year  of  service.  Ten  years 
after  Plan  D  is  adopted,  it  is  amended  to 
provide  a  benefit  of  two  percent  of  average 
annual  compensation  per  year  of  service, 
including  years  of  service  prior  to  the 
amendment.  The  amendment  is  effective 
only  for  employees  currently  employed  at  the 
time  of  the  amendment.  The  ratio  of  HCEs  to 
former  HCEs  is  significantly  higher  than  the 
ratio  of  NHCEs  to  former  NHCEs.  In  the 


absence  of  any  additional  foctors,  the  timing 
of  this  plan  amendment  has  the  effect  of 
discriminating  significantly  in  favor  of  HCEs. 

Example  5.  The  facts  are  the  same  as  In 
Example  4,  except  that,  in  addition,  the  years 
of  prior  service  are  equivalent  between  HCEs 
and  NHCEs  who  are  current  employees,  and 
the  group  of  current  employees  with  prior 
service  would  satisfy  the  nondiscriminatory 
classification  test  of  §  1.410(b)-4  in  the 
current  and  all  prior  plan  years  for  which 
past  service  credit  is  granted.  The  timing  of 
this  plan  amendment  does  not  have  the  effect 
of  discriminating  significantly  in  favor  of 
HCEs  or  former  HCEs. 

Example  6.  Employer  V  maintains  Plan  E, 
an  accumulation  plan.  In  1993,  Employer  V 
amends  Plan  E  to  provide  that  the 
compensation  used  to  determine  an 
employee's  benefit  for  all  preceding  plan 
years  shall  not  be  less  than  the  employee's 
average  annual  compiensation  as  of  the  close 
of  the  1993  plan  year.  The  years  of  service 
and  percentage  increases  in  compensation  for 
HCEs  are  reasonably  comparable  to  those  of 
NHCEs.  In  addition,  the  ratio  of  HCEs  to 
former  HCEs  is  reasonably  comparable  to  the 
ratio  of  NHCEs  to  former  NHCEs.  The  timing 
of  this  plan  amendment  does  not  have  the 
effect  of  discriminating  significantly  in  favor 
of  HCEs  or  former  HCEs. 

Example  7  Employer  W  currently  has  six 
nonexcludable  employees,  two  of  whom.  Hi 
and  H2,  are  HCEs,  and  the  remaining  four  of 
whom,  Nl  through  N4,  are  NHCEs.  The  ratio 
of  HCEs  to  former  HCEs  is  significantly 
higher  than  the  ratio  of  NHCEs  to  former 
NHCEs.  Employer  W  establishes  Plan  F,  a 
defined  benefit  plan  providing  a  benefit  of 
one  percent  of  average  annual  compensation 
per  year  of  service,  including  years  of  service 
prior  to  the  establishment  of  the  plan.  HI  and 
H2  each  have  15  years  of  prior  service,  Nl 
has  nine  years  of  past  service,  N2  has  five 
years,  N3  has  three  years,  and  N4  has  one 
year.  The  timing  of  this  plan  establishment 
has  the  effect  of  discriminating  significantly 
in  favor  of  HCEs. 

Example  8.  Assume  the  same  facts  as  in 
Example  7,  except  that  Nl  through  N4  were 
hired  in  the  current  year,  and  Employer  W 
never  employed  any  NHCEs  prior  to  the 
current  year.  Thus,  no  NHCEs  would  have 
received  additional  benefits  had  Plan  F  t)een 
in  existence  during  the  preceding  15  years. 
The  timing  of  this  plan  establishment  does 
not  have  the  effect  of  discriminating 
significantly  in  favor  of  HCEs  or  former 
HCEs. 

Example  9.  The  facts  are  the  same  as  in 
Example  7,  except  that  Plan  F  limits  the  grant 
of  past  service  credit  to  five  years,  and  the 
grant  of  past  service  otherwise  satisfies  the 
safe  harbor  in  paragraph  (a)(3)  of  this  section. 
The  timing  of  this  plan  establishment  is 
deemed  not  to  have  the  effect  of 
discriminating  significantly  in  favor  of  HCEs 
or  former  HCEs. 

Example  10.  The  facts  are  the  same  as  in 
Example  9,  except  that,  five  years  after  the 
establishment  of  Plan  F,  Employer  W  amends 
the  plan  to  provide  a  benefit  equal  to  two 
percent  of  average  annual  compensation  per 
year  of  service,  taking  into  account  all  years 
of  service  since  the  establishment  of  the  plan. 
The  ratio  of  HCEs  to  former  HCEs  who 


terminated  employment  during  the  five-year 
f»eriod  since  the  establishment  of  the  plan  is 
significantly  higher  than  the  ratio  of  NHCEs 
to  former  NHCEs  who  terminated 
employment  during  the  five-year  period 
since  the  establishment  of  the  plan.  Although 
the  amendment  described  in  this  example 
might  separately  satisfy  the  safe  harbor  in 
paragraph  (a)(4)  of  this  section,  the  safe 
hartK>r  is  not  available  with  respect  to  the 
amendment  because,  under  these  facts,  the 
amendment  is  part  of  a  pattern  of 
amendments  that  has  the  effect  of 
discriminating  significantly  in  favor  of  HCEs. 

Example  11.  Employer  Y  maintains  Plan  G, 
a  defined  benefit  plan,  covering  all  its 
employees.  In  1995,  Employer  Y  acquires 
Division  S  from  Employer  Z.  Some  of  the 
employees  of  Division  S  had  been  covered 
under  a  defined  benefit  plan  maintained  by 
Employer  Z.  Soon  after  the  acquisition. 
Employer  Y  amends  Plan  G  to  cover  all 
employees  of  Division  S  and  to  credit  those 
who  were  in  Division  S's  defined  benefit 
plan  with  years  of  service  for  years  of 
employment  with  Employer  Z.  Because  the 
timing  of  the  plan  amendment  was 
determined  by  the  timing  of  the  transaction, 
the  timing  of  this  plan  amendment  does  not 
have  the  effect  of  discriminating  significantly 
in  favor  of  HCEs  or  former  HCEs. 

Example  12.  Plan  H  is  an  insurance 
contract  plan  within  the  meaning  of  section 
412(i).  For  all  plan  years  before  1999,  Plan  H 
purchases  insurance  contracts  from 
Insurance  Company ).  In  1999,  Plan  H  shifts 
future  purchases  of  insurance  contracts  to 
Insurance  Company  K.  The  shift  in  insurance 
companies  is  a  plan  amendment  subject  to 
this  paragraph  (a). 

(b)  Pre-termination  restrictions — (1) 
Required  pmvisions  in  defined  benefit 
plans.  A  defined  benefit  plan  has  the 
effect  of  discriminating  significantly  in 
favor  of  HCEs  or  former  HCEs  unless  it 
incorporates  provisions  restricting 
benefits  and  distributions  as  described 
in  paragraph  (b)  (2)  and  (3)  of  this 
section  at  the  time  the  plan  is 
established  or,  if  later,  as  of  the  first 
plan  year  to  which  §§  1.401(a)(4)-l 
through  1.401(a)(4)-13  apply  to  the  plan 
under  §  1.401(a)(4)-13  (a)  or  (b).  This 
paragraph  (b)  does  not  apply  if  the 
Commissioner  determines  that  such 
provisions  are  not  necessary  to  prevent 
the  prohibited  discrimination  that  may 
occur  in  the  event  of  an  early 
termination  of  the  plan.  The  restrictions 
in  this  paragraph  fb)  apply  to  a  plan 
within  the  meaning  of  §  1.410(b)-7{b) 
(i.e.,  a  section  414(7)  plan).  Any  plan 
containing  a  provision  described  in  this 
paragraph  (b)  satisfies  section  411(d)(2) 
and  does  not  fail  to  satisfy  section  411 
(a)  or  (d)(3)  merely  because  of  the 
provision. 

(2)  Restriction  of  benefits  upon  plan 
termination.  A  plan  must  provide  that, 
in  the  event  of  plan  termination,  the 
benefit  of  any  HCE  (and  any  former 
HCE)  is  limited  to  a  benefit  that  is 
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nondiscTiminatoiy  under  taction 

401(a)(4). 

(3)  RestrictSons  on  distributions — (u 
General  rule.  A  plan  must  provide  that, 
in  any  yoar,  the  payment  of  benefits  to 
or  on  behalf  of  a  restricted  employee 
shall  not  exceed  an  amount  equal  to  the 
payments  that  would  be  made  to  or  on 
behalf  of  the  restricted  employee  in  that 
year  under — 

(A)  A  straight  life  annuity  that  is  the 
actuarial  equivalent  of  the  accrued 
benefit  and  other  benefits  to  which  the 
restricted  employee  is  entitled  under  the 
plan  (other  than  a  social  security 
supplement);  and 

(B)  The  amount  of  the  payments  that 
the  restricted  employee  is  oititled  to 
receive  under  a  social  security 
supplement,  if  any. 

(ii)  "Restricted  employee"  defined. 
For  purposes  of  this  paragraph  (b),  the 
term  "restricted  employee"  generally 
means  any  HCE  or  former  HCE. 
However,  an  HCE  or  former  HCE  need 
not  be  treated  as  a  restricted  employee 
in  the  current  year  if  the  HCE  or  former 
HCE  is  not  one  of  the  25  (or  a  larger 
number  chosen  by  the  employer) 
nonexcludable  employees  and  former 
employees  of  the  employer  with  the 
largest  amount  of  compensation  in  the 
current  or  any  prior  year.  Plan 
provisions  defining  or  altering  this 
group  can  be  amended  at  any  time 
without  violating  section  411(d)(6). 

(iii)  "Benefit"  defined.  For  purposes 
of  this  paragraph  (b),  the  term  "benefit" 
includes,  among  other  benefits,  loans  in 
excess  of  the  amounts  set  forth  in 
section  72(p)(2)(A).  any  periodic 
income,  any  withdrawal  values  payable 
to  a  living  employee  or  former 
employee,  and  any  death  benefits  not 
provided  for  by  insurance  on  the 
employee's  or  former  employee's  life. 

(iv)  Ncnapplicability  in  certain  cases. 
The  restrictions  in  this  paragraph  (b)0) 
do  not  apply,  hoMwver.  if  any  one  of  the 
following  requirements  is  satisfied: 

(A)  After  payment  to  or  on  behalf  of 
the  restricted  employee  of  all  benefits 
payable  to  or  on  behalf  of  that  restricted 
employee  imder  the  plan,  the  value  of 
plan  assets  must  equal  or  exceed  110 
percent  of  the  value  of  current 
iiabihties.  as  defined  infection 
412(/)(7). 

(B)  The  value  of  the  benefits  payable 
to  or  on  behalf  of  the  restricted 
employee  must  be  less  than  one  percent 
of  the  value  of  current  Iiabihties  before 
distribution. 

(C)  The  value  of  the  benefits  payable 
to  or  on  behalf  of  the  restricted 
employee  must  not  exceed  the  amount 
described  in  section  411(a)(ll)(A) 
(restrictions  on  cartain  mandatory 
distributions). 


(v)  Determination  of  current 
liabilities.  For  purposes  of  this 
paragraph  (b),  any  reasonable  and 
consistent  method  may  be  used  for 
determining  the  value  of  current 
liabilities  and  the  value  of  plan  assets. 

(4)  Operational  restrictions  on  certain 
money  purchase  pension  plans.  A 
money  purchase  pension  plan  that  has 
an  a  accimiulated  funding  deficiency, 
within  the  meaning  of  section  412(a). 
must  comply  in  operation  with  the 
restrictions  on  benefits  and  distributions 
as  described  in  paragraphs  (b)(2)  and 
(b)(3)  of  this  section.  Such  a  plan  does 
not  fail  to  satisfy  section  411(d)(6) 
merely  because  of  restrictions  imposed 
by  the  requirements  of  this  paragraph 
(b)(4). 

f1.401(*M4)-6    Contributory  defined 
benefit  plans. 

(a)  Introduction.  This  section  provides 
rules  necessary  for  determining  whether 
a  contributory  DB  plan  satisfies  the 
nondiscriminatory  amount  requirement 
of  §  1.4G(a)(4)-l(b)(2).  Paragraph  (b)  of 
this  section  provides  rules  for 
determining  the  amount  of  benefits 
derived  from  employer  contributions 
(employer-provided  benefits)  under  a 
contributory  DB  plan  for  purposes  of 
determining  whether  the  plan  satisfies 

§  1.40(a)(4)-l (b)(2)  with  respect  to  such 
amounts.  Paragraph  (c)  of  this  section 
provides  the  exclusive  rules  for 
determining  whether  a  contributory  DB 
plan  satisfies  §  1.40(a)(4)-l (b)(2)  with 
respect  to  the  amount  of  benefits 
derived  from  employee  contributions 
not  allocated  to  separate  accounts 
(employee-provided  benefits).  See 
§  1.40(a)(4)-l{b)(2)(ii)(B)  for  the 
exclusive  tests  applicable  to  employee 
contributions  allocated  to  separate 
accounts  under  a  section  401(m]  plan. 

(b)  £tefermjnatJon  of  employer- 
provided  benefit— (\)  Generr.l  nile.  An 
employee's  employer-provided  benefit 
under  a  contributory  DB  plan  for 
purposes  of  section  401(a)(4)  equals  the 
difference  between  the  employee's  total 
benefit  and  the  employee's  employee- 
provided  benefit  under  the  plan.  The 
rules  of  section  411(c)  generally  must  be 
used  to  determine  the  employee's 
employer-provided  benefit  for  this 
purpose.  However,  paragraphs  (b)(2) 
through  (b)(6)  of  this  section  provide 
alternative  methods  for  determining  the 
employee's  employer-provided  benefit. 

(2)  Composition-of-workforce 
method— ii)  General  rule.  A 
contributory  DB  plan  that  satisfies 
paragraph  (b)(2){ii)(A)  and  (B)  of  this 
section  may  determine  employee's 
employer-provided  benefit  rates  under 
the  rules  of  paragraph  (b)(2)(iii)  of  this 
section. 


(ii)  Eligibility  requirements-iA) 
Uniform  rate  of  employee  contributions. 
A  contributory  DB  plan  satisfies  this 
paragraph  (b)(2)(ii)(A)  if  all  employees 
make  employee  contributions  at  the 
same  rate,  expressed  as  a  percentage  of 
plan  year  compensation  (the  "employee 
contribution  rate").  A  plan  does  not  fail 
to  satisfy  this  paragraph  (b)(2)(ii)(A) 
merely  because  it  eliminates  employee 
contributions  for  all  employees  with 
plan  year  compensation  below  a 
specified  "contribution  breakpoint"  that 
is  either  a  stated  dollar  amount  or  a 
stated  percentage  of  covered 
compensation  (within  the  meaning  of 
§  1.401(i)-l(c)(7):  or  merely  because  all 
employees  make  employee 
contributions  at  the  same  rate 
(expressed  as  a  percentage  of  plan  year 
compensation)  with  respect  to  plan  year 
compensation  up  to  the  contribution 
breakpoint  ("base  employee 
contribution  rate")  and  at  a  higher  rate 
(expressed  as  a  percentage  of  plan  year 
compensation)  that  is  the  same  for  all 
employees  with  respect  to  plan  year 
compensation  above  the  contribution 
breakpoint  ("excess  employee 
contribution  rate"). 

(B)  Demographic  requirements— (1]  In 
geneal.  A  contributory  DB  plan  satisfies 
this  paragraph  {b)(2)(ii)(B)  if  it  satisfies 
either  of  the  demographic  tests  in 
paragraph  (b)(2)(ii)(B)(2)  or  (3)  of  this 
section. 

[2]  Minimum  percentage  test.  This  test 
is  satisfied  only  if  more  than  40  percent 
of  the  NHCEs  in  the  plan  have  attained 
ages  at  least  equal  to  the  plan's  target 
age.  and  more  than  20  percent  of  the 
NHCEs  in  the  plan  have  attained  ages  at 
least  equal  to  the  average  attained  age  of 
the  HCEs  in  the  plan.  For  this  purpose. 
a  plan's  target  age  is  the  lower  of  age  50 
or  the  average  attained  age  of  the  HCEs 
in  the  plan  minus  X  years,  where  X 
equals  20  minus  the  product  of  five 
times  the  employee  contribution  rate 
under  the  plan,  hi  no  case,  however, 
may  X  years  be  fewer  than  zero  (0) 
years.  Thus,  for  example,  if  the  average 
attained  age  of  the  HCEs  in  the  plan  is 
53  and  the  employee  contribution  rate  is 
two  percent  of  plan  year  compensation, 
the  plan's  target  age  is  43  years  (i.e., 
53-(20-(5x2))).  ^    , 

[3)  Ratio  test.  This  test  is  satisfied 
only  if  the  percentage  of  all  nonhighly 
compensated  nonexcludable  employees, 
who  are  in  the  plan  and  who  have 
attained  ages  at  least  equal  to  the 
average  attained  age  of  the  HCEs  in  the 
plan,  is  at  least  70  percent  of  the 
pbTcentage  of  all  highly  compensated 
nonexcludable  employees,  who  are  in 
the  plan  and  who  have  attained  ages  at 
least  equal  to  the  average  attained  aged 
of  the  HCEs  in  the  plan.  Attained  ages 
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must  be  detemined  as  of  the  beginnmg 
of  the  plan  year.  In  lieu  oS  detennining 
the  actual  distribution  of  the  attained 
ages  of  the  HCEs,  an  employer  may 
assume  that  SO  percent  of  all  HCEs  have 
attained  ages  at  least  equal  to  the 
average  attained  a^  of  the  HCEs. 

(ill)  DderminaUon  of  employer- 
provided  benefit— (A)  Safe  harbor  plans 
other  than  section  401{I)  plans.  For 
purposes  of  applying  the  exception  to 
the  safe  harbor  in  §  1.401(a)(4)- 
3(b)(6)(viii)  with  respect  to  employer- 
provided  benefits  under  a  plan  other 
than  a  section  401(7)  plan,  the 
employee's  entire  accrued  benefit  is 
treated  as  employer-provided 

(B)  Section  401(1)  plans— {!)  General 
rule.  For  purposes  of  applying  the 
exception  to  the  safe  harbor  in 
§  1.401(a)(4)-3(b)(6)(viii)  with  respect  to 
employer-provided  benefits  under  a 
section  401(7)  plan,  an  employee's  base 
benefit  percentage  and  excess  benefit 
percentage  are  reduced,  or  an 
employee's  gross  benefit  percentage  is 
reduced,  by  subtracting  the  product  of 
the  employee  contribution  rate  and  the 
factor  determined  under  paragraph 
(b)(2)(iv)  of  this  section  from  the 
respective  percentage  for  the  plan  year. 
For  this  purpose,  the  employee 
contribution  rate  is  the  highest  rate  of 
employee  contributions  applicable  to 
any  potential  level  of  plan  year 
compensation  for  the  plan  year  under 
the  plan. 

(2)  Excess  plans  with  varying 
contribution  rates.  In  the  case  of  a 
defined  benefit  excess  plan  described  in 
the  second  sentence  of  paragraph 
(b)(2)(ii)(A)  of  this  section,  solely  for 
purposes  of  reducing  an  employee's 
base  benefit  percentage  as  required 
under  paragraph  (b)(2)(iii)(B)(l)  of  this 
section,  it  may  be  assumed  that  the 
employee's  contributicm  rate  equals  the 
weighted  average  of  the  base  employee 
contribution  rate  and  the  excess 
employee  contribution  rate.  In 
detennining  this  weighted  average,  the 
weight  of  the  base  employee 
contribution  rate  is  equal  to  a  fraction, 
the  numerator  of  which  is  the  lesser  of 
the  integration  level  and  the 
contribution  breakpoint  and  the 
denominator  of  which  is  the  integration 
level.  The  weight  of  the  excess 
employee  contribution  rate  is  equal  to 
difference  between  one  and  the  weight 
of  the  base  employee  contribution  rate. 

(3)  Offset  plans  with  varying 
contribution  rates.  In  the  case  of  an 
ofEset  plan  described  in  the  second 
sentence  of  paragraph  (b)(2)(ii)(A)  of 
this  section,  an  equivalent  ad)ustineDt  to 
the  alternative  method  in  paragraph 
(b)(2)(iiiKB)(2)  of  this  section  may  be 
made  to  the  ofEset  percentage. 


(C)  Employer-provided  benefits  under 
the  general  test  For  purposes  of 
applying  the  general  last  §  1.401(a)(4)- 
3(c)  with  respect  to  employer-provided 
benefits,  an  employee's  normal  and 
most  valuable  accrual  rates  otherwise 
determined  under  §  1.401(a)(4)-3(d) 
(without  applying  any  of  the  opticms 
under  §  1.401(aK4}-3(d)(3)  other  than 
the  fre&h-start  alternative  of 

§  1.401(a)(4)-3(d)(3Miii)  are  each 
reduced  by  subtncting  the  product  of 
the  employee's  contribution  (expressed 
as  a  percentage  of  plan  year 
compensation)  and  the  fisctor 
determined  under  paragraph  (b)(2)(iv)  of 
this  section  from  the  respect  accrual 
rates.  A  plan  may  then  apply  thee 
optional  rules  in  §  1.401(a)(4)-3(d)(3)  (i) 
and  (ii)  to  this  resulting  accrual  rate. 

(D)  Additional  limitation.  A  plan  may 
not  use  the  composition-of-workforce 
method  provided  in  this  paragraph 
{b)(2)  to  determine  an  employee's  base 
benefit  percentage,  excess  benefit 
percentage  gross  benefit  percentage, 
offset  percentage  or  accrual  rates  unless 
employee  contributions  have  been  made 
at  the  same  rate  (or  rates)  throughout  the 
period  after  the  fresh-start  date  or 
throughout  the  measurement  period 
used  to  determine  accrual  rates. 

(iv)  Determination  of  plan  factor.  The 
factor  for  a  plan  is  determined  under  the 
following  table  based  on  the  average 
entry  age  of  the  employees  in  the  plan 
and  on  whether  the  plan  determines 
benefits  based  on  average  compensation. 
For  this  purpose,  average  entry  age 
equals  the  average  attained  age  of  all 
employees  in  the  plan,  minus  the 
average  years  of  participation  of  all 
employees  in  the  plan.  A  plan  is  treated 
as  detennining  benefits  based  on 
average  compensation  if  it  determines 
benefits  based  on  compensation  average 
over  a  specified  period  not  exceeding 
five  consecutive  years  (or  the 
employee's  entire  period  of  employment 
with  the  employer,  if  shorter). 

Table  Of  Factors 


Factor* 

Average  entry  age 

Average' 
oompertsa- 
tion  benefit 

tormula 

Other  lor- 
muiaa 

Less  than  30 „.. 

30  to  40 

Over  40 

0.5 
0.4 
0.2 

0.75 

ae 

0.3 

(v)  Examples.  The  following  examples 
illustrate  the  rules  of  this  paragraph 
(bM2): 

Example  J.  Plan  A  is  a  contributory  DB 
plan  that  is  a  defined  benefit  excess  plan 
providing  a  benefit  eqoal  to  2.0  ;>ercent  of 
employees'  average  ann\ul  compmiBation  at 


or  below  covered  oempensation,  plus  2.5 
percent  of  average  annual  compensati<ni 
alxive  covered  compensation  times  yvtn  of 
service  up  to  35.  Under  the  plan,  average 
annual  compensation  is  d^ermined  using  a 
five-consecutive-year  period  for  purposes  of 
§1.401(a)(4>-3(eK2).  The  plan  requires 
employee  contributions  at  a  rate  of  four 
percent  of  plan  year  compensation  for  all 
employees.  Assume  that  the  plan  satisfies  the 
demographic  requirements  of  paragraph 
(b)(2Kii)(B)  of  this  section.  Under  these  facts, 
the  plan  satisfies  tiie  eligibility  requtrements 
of  paragraph  (b)(2)(ii)  of  this  section. 
Assume,  further,  that  the  average  attained  age 
for  all  employees  in  the  plan  is  55,  and  that 
the  average  years  of  participation  of  all 
employees  in  the  plan  is  10.  The  average 
entry  age  for  the  plan  is  therefore  45.  and. 
accordingly,  the  appropriate  fiactor  under  the 
table  is  0.2.  Thus,  in  applying  the  safe  harbor 
requirements  of  §  1.401(a)(4)-3(b)  to  this  plan 
for  the  plan  year  (including  the  requirements 
of  §  1.401(y}-3),  the  employee's  base  benefit 
percentage  and  excess  benefit  percentage  are 
each  reduced  by  0.8  percent  (4  percent  x  0.2) 
and  equal  1.2  petoent  and  1.7  percMit, 
respectively. 

Example  2.  The  facts  are  die  same  as  in 
Example  1,  except  that  the  employee 
contribution  rate  is  two  percent  of  plan  year 
compensation  up  to  the  covered 
coraf>ensation  level,  and  four  f>eicent  for  plan 
year  compensation  at  or  above  that 
contribution  breakpoint.  The  employer  elects 
to  apply  the  alternative  method  in  paragraph 
(b)(2)(iii)(B)(.2)  of  this  section  to  determine 
the  reduction  in  the  base  benefit  percentage. 
Because  the  contribution  lueakpoint  is  equal 
to  the  integration  level,  the  weight  of  the 
employee  contribution  rate  below  the 
contribution  breakpoint  is  100  percent,  and 
the  weight  of  the  employee  contribution  rate 
above  the  contribution  breakpoint  is  zam. 
Thus,  the  weighted  average  of  employee 
contribution  rates  is  two  percent.  Under  the 
alternative  method  in  paragraph 
(b)(2)(iii)(B](;)  of  this  section,  the  reduction 
in  the  employee's  base  benefit  percentage  is 
0.4.  In  applying  the  safe  harbor  requirements 
of  §  1.401(a)(4)-3Kb)  to  tills  plan  (including 
the  requirements  of  §  1.401  (/)-3),  the 
employee's  base  benefit  percentage  is  1.6 
percent,  and  the  employee's  excess  benefit 
percentage  is  1.7. 

Example  3.  The  facts  are  the  same  as  in 
Example  1,  except  that  the  employee 
contribution  rate  is  two  percent  of  plan  year 
compensation  up  to  50  percent  of  the  covered 
compensation  level,  and  four  percent  for  plan 
year  comftensation  at  or  above  that 
contribution  breakpoint  Because  the 
contribution  breakpoint  is  equal  to  50 
percent  of  the  integration  level,  tl>e  weight  of 
the  employee  contribution  rate  below  the 
contribution  breakpoint  is  50  percent,  and 
the  weight  of  the  employee  contributioB  rate 
above  the  contriliution  breakpoint  Is  50 
percent.  Thus,  the  weighted  average  of 
employee  contribution  rates  is  three  penxoL 
Under  the  alternative  method  in  paragraph 
(b)(2)(iiiKB)(2)  of  this  section,  die  reduction 
in  the  employee's  base  benefit  percentage  is 
0.6.  In  applying  the  safe  haibor  requirements 
of  §  1.401(a)(4)-3(b)  to  this  plan  (indudhjg 
the  requirements  of  §  1.401U)-3),  the 
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employees  base  benefit  percentage  Is  14 
percent,  and  the  employees  excess  benefit 
percentage  is  17. 

Example  4.  The  facts  are  the  same  as  In 
Example  1.  except  that  the  plan  is  tested 
using  the  general  test  in  5 1.401(a)(4)-3(c). 
Assume  Employee  M  benefits  under  Plan  A 
and  has  a  normal  accrual  rate  for  the  plan 
year  (calculated  with  respect  to  Employee 
M"s  total  accrued  benefit)  of  2.2  percent  of 
average  annual  compensation.  In  applying 
the  general  test  in  S  1.401(aK4)-3(c)  with 
respect  to  employer-provided  benefits,  this 
rate  is  reduced  by  0.8  to  yield  a  normal 
accrual  rate  of  1 .4  percent.  This  rate  may 
then  be  adjusted  using  either  of  the  optional 
rules  in  §  1.401(a)(4>-3(d)(3)(i)  or  (ii). 

(3)  Minimum-benefit  method— {i) 
Application  of  uniform  factors.  A 
contributory  DB  plan  that  satisfies  the 
uniform  rate  requirement  of  paragraph 
(b)(2)(ii)(A)  of  this  section  and  the 
minimum  benefit  requirement  of 
paragraph  (b)(3)(ii)  of  this  section  may 
apply  the  adiustments  provided  in 
paragraph  (b)(2)(iii)  of  this  section  as  if 
the  average  entry  age  of  employees  in 
the  plan  were  within  the  range  of  30  to 
40,  without  regard  to  the  actual 
demographics  of  the  employees  in  the 

plan. 

(ii)  Minimum  benefit  requirement. 
This  requirement  is  satisfied  if  the  plan 
provides  that,  in  plan  years  beginning 
on  or  after  the  effective  date  of  these 
regulations,  as  set  forth  in  §  1.401(a)(4)- 
13(a)  and  (b),  each  employee  will  accrue 
a  benefit  that  equals  or  exceeds  the  sum 

(A)  The  accrued  benefit  derived  from 
employee  contributions  made  for  plan 
years  beginning  on  or  after  the  effective 
date  of  these  regulations,  determined  in 
accordance  with  section  411{c};  and 

(B)  Fifty  percent  of  the  total  benefit 
accrued  in  plan  years  beginning  on  or 
after  the  effective  date  of  these 
regulations,  as  determined  under  the 
■plan  benefit  formula  without  regard  to 
that  portion  of  the  formula  designed  to 
satisfy  the  minimum  benefit 
requirement  of  this  paragraph  (b)(3)(ii). 

fiii)  Example.  The  following  example 
illustrates  the  minimum-benefit  method 
of  this  paragraph  (b)(3): 

Example.  Plan  A  is  contributory  DB  plan. 
For  the  plan  year  beginning  in  1994, 
Employee  M  participates  in  Plan  A  and 
accrues  a  benefit  under  the  terms  of  the  plan 
(without  regard  to  the  minimum  benefit 
requirement  of  paragraph  (b)(3)(ii)  of  this 
section)  of  $3,000.  The  portion  of  Employee 
M's  benefit  accrual  for  the  plan  year 
beginning  in  1994  derived  from  employee 
contributions  is  $2,000.  determined  by 
applying  the  rules  of  section  411(c)  of  such 
contributions.  The  requirement  of  paragraph 
(b)(3)(ii)  of  this  section  is  not  satisfied  for  the 
plan  year  beginning  in  1994  unless  the  plan 
provides  that  Employee  M's  benefit  accrual 
for  the  plan  year  beginning  in  1994  is  equal 
to  $3,500  ($2,000  -»■  (50  percent  x  $3,000)). 


(4)  Grandfather  rule  for  plans  in 
existence  on  May  14,  1990.  A 
contributory  DB  plan  that  satisfies 
paragraph  (c)(4)  of  this  section  may 
determine  an  employee's  employer- 
provided  benefit  by  subtracting  from  the 
employee's  total  benefit  the  employee- 
provided  benefits  determined  using  any 
reasonable  method  set  forth  in  the  plan, 
provided  that  it  is  the  same  method 
used  in  determining  whether  the  plan 
satisfies  paragraph  (c)(4)(iv)  of  this 

section.  ... 

(5)  Government-plan  method.  A 
contributory  DB  plan  that  is  established 
and  maintained  for  its  employees  by  the 
government  of  any  state  or  political 
subdivision  or  by  any  agency  or 
instrumentality  thereof  may  treat  an 
employee's  total  benefit  as  entirely 
employer-provided. 

(6)  Cessation  of  employee 
contributions.  If  a  contributory  DB  plan 
provides  that  no  employee  contributions 
may  be  made  to  the  plan  after  the  last 
day  of  the  first  plan  year  beginning  on 
or  after  the  effective  date  of  these 
regulations,  as  set  forth  in  §  1.401(a)(4)- 
13(a)  and  (b).  the  plan  may  treat  an 
employee's  total  benefit  as  entirely 
employer-provided. 

(c)  Hules  applicable  in  determining 
whether  employee-provided  benefits  are 
nondiscriminatory  in  amount — (l)/n 
general.  A  contributory  DB  plan  satisfies 
§  1.401(a)(4)-l(b)(2)  with  respect  to  the 
amount  of  employee-provided  benefits 
for  a  plan  only  if  the  plan  satisfies  the 
requirements  of  paragraph  (c)(2).  (c)(3). 
or  (c)(4)  of  this  section  for  the  plan  year. 
This  requirement  applies  regardless  of 
the  method  used  to  determine  the 
amount  of  employer-provided  benefits 
under  paragraph  (b)  of  this  section. 

(2)  Same  rate  of  contributions.  This 
requirement  is  satisfied  for  a  plan  year 
if  the  employee  contribution  rate 
(within  the  meaning  of  paragraph 
{b)(2)(ii)(A)  of  this  section)  is  the  same 
for  all  employees  for  the  plan  year. 

Total-benefits  method.  This 
requirement  is  satisfied  for  a  plan  year 

if— 
(i)  The  total  benefit  (i.e..  the  sum  of 

employer-provided  and  employee- 
provided  benefits)  under  the  plan  would 
satisfy  §  1.401(a)(4)-3  if  all  benefits 
were  treated  as  employer-provided 

benefits:  and 

(ii)  The  plan's  contribution 
requirements  satisfy  paragraph 
(b)(2)(ii)(A)  of  this  section. 

(4)  Grandfather  rule  for  plans  in 
existence  on  May  14,  1990.  This 
requirement  is  satisfied  for  a  plan  year 
if  all  the  following  requirements  are 

met:  .     , 

(i)  On  May  14. 1990.  the  plan  required 
employee  contributions  at  a  greater  rate 


(expressed  as  a  percentage  of 
compensation)  at  higher  levels  of 
compensation  that  at  lower  levels  of 
compensation. 

(ii)  The  required  rate  of  employee 
contributions  is  not  increased  afler  May 
14.  1990.  although  the  level  of 
compensation  at  which  employee 
contributions  are  required  may  be 
increased  or  decreased. 

(iii)  All  employees  are  permitted  to 
make  employee  contributions  under  the 
plan  at  a  uniform  rate  with  respect  to  all 
compensation,  beginning  no  later  than 
the  last  day  of  the  first  plan  year  to 
which  these  regulations  apply,  as  set 
forth  in  §  1.401(a)(4)-13  (a)  and  (b). 

(iv)  The  benefits  provided  on  account 
of  employee  contributions  at  lower 
levels  of  compensation  are  comparable 
to  those  provided  on  account  of 
employee  contributions  at  higher  levels 
of  compensation. 


S 1 .401  (a)(4>-7    Imputation  of  permitted 
disparity. 

(a)  Introduction.  In  determining 
whether  a  plan  satisfies  section 
401(a)(4)  with  respect  to  the  amount  of 
contributions  or  benefits,  section 
401(a)(5)(C)  allows  the  disparities 
permitted  under  section  401(7)  to  be 
taken  into  account.  For  purposes  of 
satisfying  the  safe  harbors  of 
§§1.401(a)(4}-2(b)(2)  and  1.401(a)(4)- 
3(b).  permitted  disparity  may  be  taken 
into  account  only  by  satisfying  section 
401(/)  in  form  in  accordance  with 
§  1.401(/)-2  or  1.401(/)-3,  respectively. 
For  purposes  of  the  general  tests  of 
§§  1.401(a)(4)-2(c)  and  1.401(a)(4)-3(c), 
permitted  disparity  may  be  taken  into 
account  only  in  accordance  with  the 
rules  of  this  section.  In  general,  this 
section  allows  permitted  disparity  to  be 
arithmetically  imputed  with  respect  to 
employer-provided  contributions  or 
benefits  by  determining  an  adjustment 
allocation  or  accrual  rate  that 
appropriately  accounts  for  the  permitted 
disparity  with  respect  to  each  employee. 
Paragraph  (b)  of  this  section  provides 
rules  for  imputing  permitted  disparity 
with  respect  to  employer-provided 
contributions  by  adjusting  each 
employee's  unadjusted  allocation  rate. 
Paragraph  (c)  of  this  section  provides 
rules  for  imputing  permitted  disparity 
with  respect  to  employer-provided 
benefits  by  adjusting  each  employee's 
unadjusted  accrual  rate.  Paragraph  (d)  of 
this  section  provides  rules  of  general 
application. 

(b)  Adjusting  allocation  rates— (l)  In 
general.  The  rules  in  this  paragraph  (b) 
produce  an  adjusted  allocation  rate  for 
each  employee  by  determining  the 
excess  contribution  percentage  under 
the  hypothetical  formula  that  would 
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yield  the  allocation  actually  received  by 
the  employee,  if  the  plan  took  into 
account  the  hill  disparity  permitted 
under  section  401  {/){2)  and  used  the 
taxable  wage  base  as  the  integration 
level  This  adjusted  allocation  cate  is 
used  to  determine  whether  the  amount 
of  contributions  under  the  plan  satisfies 
the  general  test  of  §  1.401(a)(4}-2(c)  and 
to  apply  the  average  benefit  percentage 
test  on  the  basis  of  contributions  under 
§1.410(b)-5(d){5)  orM2).  Paragraphs 
fl3)(2)  and  (b)(3)  of  this  section  apply  to 
employees  whose  plan  year 
compensation  does  not  exceed  and  does 
exceed,  respectively,  the  taxable  wmge 
base,  and  paragraph  (b)(4)  of  this  secticNi 
provides  definitions. 

(2)  Employees  whose  plan  year 
compensation  does  not  exceed  taxable 
wage  base.  If  an  employee's  plan  year 
compensation  does  not  exceed  the 
taxable  wage  base,  the  employee's 
adjusted  allocation  rate  is  the  lesser  of 
the  A  rate  and  the  B  rate  determined 
under  the  formulas  below,  vkrhere  the 
permitted  disparity  rate  and  the 
unadjusted  allocation  rate  are 
determined  under  paragraph  (b)(4)(ii) 
and  (iv)  of  this  section,  respectively. 

A  K3re=2xunadjusted  allocatioD  rate 
B  Rate=uiiad)usted  allocation  rate+permitted 
disparity  rate 

(3)  Employees  whose  plan  year 
compensation  exceeds  taxable  wage 
base.  If  an  employee's  plan  year 
compensation  exceeds  the  taxable  wage 
base,  the  employee's  adjusted  allocation 
rate  is  the  lesser  of  the  C  rate  and  the 

U  rate  determined  under  the  formulas 
below,  where  allocations  and  the 
permitted  disparity  rate  are  determined 
under  paragraph  (b)(4)(i)  and  (ii)  of  this 
section,  respectively. 


allocations 


C  Rate     = 


DRate 


plan  year  compenution-'/^ 
taxable  wage  base 


allocatioQS-t-ljjermitted  dispar- 
ity ratextaxable  wage  base) 

plan  year  compensation 


(4)  Depmitions.  In  applying  this 
paragraph  (b).  the  following  definitions 
govern — 

(i)  Allocations.  "Allocations"  means 
the  amount  determined  by  multiplying 
the  employee's  plan  year  comf>ensation 
by  the  employee's  unadjusted  allocation 
rate. 

(ii)  Permitted  disparity  rate — (A) 
General  rule.  "Permitted  disparity  rate" 
means  the  rate  in  effect  as  of  the 
beginning  of  the  plan  year  under  section 


401(7)(2)(A)(ii)  (e.g.,  5.7  percent  forpUn 
years  beginning  in  1990). 

(B)  Cumulative  permitted  disparity 
limit.  Notwithstanding  paragraph 
(b)(4)(ii)(A)  of  this  section,  the 
permitted  disparity  rate  is  zero  for  on 
empl<qree  who  has  benefited  under  a 
defined  benefit  plan  taken  into  account 
under  §  1.401(/)-5(a)(3)  for  a  plan  year 
that  begins  on  or  after  one  year  from  the 
first  day  of  the  first  plan  year  to  which 
these  regulations  apply,  as  set  forth  in 
§  1.401(a)(4)-13(a)  and  (b).  if  imputing 
permitted  disparity  would  result  in  a 
cumulative  disparity  fraction  for  the 
employee,  as  defined  in  §  1.401(/)- 
S(cK2).  that  exceeds  35.  See  §  1.401(/}- 
5<c)(l)  for  special  rules  for  determining 
whether  an  employee  has  benefited 
under  a  defined  benefit  plan  for  this 
purpose. 

(iii)  Taxable  wage  base.  'Taxable 
wage  base"  means  the  taxable  wage 
base,  as  defined  in  §  1.401(/)-l(c)(32),  in 
effect  as  of  the  beginning  of  the  plan 
year. 

(iv)  Unadjusted  allocation  rate. 
"Unadjusted  allocation  rate"  means  the 
employee's  allocation  rate  determined 
imder  §  1.401(a)(4)-2(c)(2)(i)  for  the 
plan  year  (expressed  as  a  percentage  of 
plan  year  compensation),  without 
imputing  permitted  disparity  under  this 
section. 

(5)  Example.  The  following  example 
illustrates  the  rules  in  this  paragraph 
(b): 

Example,  (a)  Employees  M  and  N 
partfcipate  in  a  defined  contribution  plan 
maintained  by  Employer  X.  Employee  M  has 
plan  year  conipensation  of  $30,000  in  the 
1990  plan  year  and  has  an  unadjusted 
allocation  rate  of  five  percent.  Employee  N 
has  plan  year  compensation  of  SlOO.OOO  in 
the  1990  plan  year  and  has  an  unadjusted 
allocation  rate  of  eight  percent.  The  taxable 
wage  base  in  1990  is  S5 1,300. 

(b)  Because  Employee  M's  plan  year 
compensation  does  not  exceed  the  taxable 
wage  tjase,  Employee  M's  A  rate  is  10  percent 
(2x5  percent),  and  Employee  M's  B  rate  is 
10.7  percent  (5  percent  +  5.7  percent).  Thus, 
Employee  M's  adjusted  allocation  rate  is  10 
percent,  the  lesser  of  the  A  rate  and  the  B 
rate. 

(c)  Employee  N's  allocations  are  $6,000  (8 
percent  x  $100,000).  Because  Employee  N's 
plan  year  comp>ensation  exceeds  the  taxable 
wage  base.  Employee  N's  C  rate  is  10.76 
percent  ($8,000  divided  by  ($100,000  -  (V4  x 
$51,300))),  and  Employee  N's  D  rate  is  10.92 
percent  (($8,000  +  (5.7  percent  x  $51,300)) 
divided  by  $100,000).  Thus,  Employee  N's 
adjusted  allocation  rate  is  10.76  percent,  the 
lesser  of  the  C  rate  and  tiie  D  rate. 

(c)  Adjusting  accrual  rates — (1)  In 
general.  The  rules  in  this  paragraph  (c) 
produce  an  adjusted  accrual  rate  for 
each  employee  by  determining  the 
excess  benefit  percentage  under  the 
hypothetical  plan  formula  that  would 


yield  the  employer-fWovidBd  accnul 
actually  recerrod  by  the  empdoyae.  tf  the 
plan  took  into  account  the  full 
permitted  disparity  under  section 
401(/)(3)(A)  in  each  of  the  first  35  years 
of  an  employee's  testing  service  under 
the  plan  and  used  die  employee's 
covered  compensation  as  the  integration 
level.  This  adjusted  accrual  rate  is  used 
to  determine  whether  the  amoxmt  of 
employer-provided  benefits  under  die 
plan  satisfies  the  alternative  safe  harbor 
for  flat  benefit  plans  under 
§  1.401(a){4)-3(b)(4j(i)(C)(3j  or  the 
general  test  of  §  1.401(a)H)-3(c).  and  to 
apply  the  average  benefit  percentage  test 
on  the  basis  of  benefits  under 
§  1.410(b)-5(d)(6)  or  (e)(2).  Paragraphs 
(c)(2)  and  (c)(3)  of  this  section  apply  to 
employees  whose  average  annual 
compensation  does  not  exceed  and  does 
exceed,  respectively,  covered 
compensation,  and  paragraph  (c)(4)  of 
this  section  provides  definitions. 
Paragraph  (c)(5)  of  this  section  provides 
a  special  rule  for  employees  with 
negative  unadjusted  accrual  rates. 

(2)  Employees  whose  average  annual 
compensation  does  not  exceed  covered 
compensation.  If  an  employee's  averse 
annual  compensation  does  not  exceed 
the  employee's  covered  compensation, 
the  employee's  adjusted  accrual  rate  is 
the  lesser  of  the  A  rate  and  the  B  rate 
determined  under  the  formulas  below, 
where  the  permitted  disparity  factor  and 
the  unadjusted  accrual  rate  are 
determined  under  paragraph  (c)(4)(iii) 
and  (v)  of  this  section,  respectively. 

A  Rate  =  2x  unadjusted  accrual  rate 
B  Rate  =  unadjusted  accrual  rate  -t-  permitted 
disparity  factor 

(3)  Employees  whose  average  annual 
compensation  exceeds  covered 
compensation.  If  an  employee's  average 
annual  compensation  exceeds  the 
employee's  covered  compensation,  the 
employee's  adjusted  accrual  rate  is  the 
lesser  of  the  C  rate  and  D  rate 
determined  under  the  formulas  below, 
where  the  employer-provided  accrual 
and  the  permitted  disparity  factor  are 
determined  under  paragraph  (c)(4)  (ii) 
and  (iii)  of  his  section,  respectively. 


CRate  = 


D  Rates 


employer-provided  accrual 

Average  annual  compensation 
-Vi  covered  compensation 


Employer-provided  accrual  ♦ 

(permitted  disparity  factor  x 

covarod  compensation) 

average  annual  compensation 
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(4)  Definitions.  For  purposes  of  this 
paragraph  (c).  the  following  definitions 

apply- 
0)  Covered  compensation.  "Covered 

compensation"  means  covered 
compensation  as  defined  in  §  1.401(/)- 
1(c)(7).  Notwithstanding  §  1.401(7)- 
l(c)(7)(iii).  an  employee's  covered 
compensation  must  be  automatically 
adjusted  each  plan  year  for  purposes  of 
applying  this  paragraph  (c). 

(ii)  Employer-provided  accrual. 
"Employer-provided  accrual"  means  the 
amount  determined  by  multiplying  the 
employee's  average  annual 
compensation  by  the  employee's 
unadjusted  accrual  rate. 

(iii)  Permitted  disparity  factor— [A] 
General  rule.  "Permitted  disparity 
factor"  for  an  employee  means  the  sum 
of  the  employee's  annual  permitted 
.  disparity  factors  determined  under 
paragraph  (c)(4)(iii)(B)  of  this  section  for 
each  of  the  years  in  the  measurement 
period  used  for  determining  the 
employee's  accrual  rate  in  §1.401  (a){4)- 
3(d)(1).  divided  by  the  employee's 
testing  service  during  that  measurement 

period. 

(B)  Annual  permitted  disparity 
factor— ii)  Definition.  An  employee's 
annual  permitted  disparity  factor  is 
generally  0.75  percent  adjusted, 
pursuant  to  §  1.401(/}-3(e).  using  as  the 
age  at  which  benefits  commence  the 
lesser  of  age  65  or  the  employee's  testing 
age.  No  adjustments  are  made  in  the 
annual  permitted  disparity  factor  unless 
and  employee's  testing  age  is  different 
from  the  employee's  social  security 
retirement  age.  An  annual  permitted 
disparity  factor  that  is"  less  than  the 
annual  permitted  disparity  factor 
described  in  the  first  sentence  of  this 
paragraph  (c)(4)(iii)(B)(l)  may  be  used  if 
it  is  a  uniform  percentage  of  that  factor 
(e.g..  50  percent  of  the  annual  permitted 
disparity  factor)  or  a  fixed  percentage 
(e.g.,  0.65  percent)  for  all  employees. 

(2)  Annual  permitted  disparity  factor 
after  35  years.  For  purposes  of 
determining  the  sum  described  in 
paragraph  (c)(4)(iii)(A)  of  this  section, 
the  annual  permitted  disparity  factor  for 
each  of  the  employee's  first  35  years  of 
testing  service  is  the  amount  described 
in  paragraph  (c)(4)(iii)(B)(l)  of  this 
section,  and  the  annual  permitted 
disparity  factor  in  any  subsequent  year 
equals  zero.  This  rule  applies  regardless 
of  whether  the  end  of  the  measurement 
period  extends  beyond  an  employee's 
first  35  years  of  testing  service.  Thus,  for 
example,  if  the  measurement  period  is 
the  current  plan  year  and  the  employee 
completed  35  years  of  testing  service 
prior  to  the  beginning  of  the  current 

{ilan  year,  under  this  paragraph 
c)(4)(iii){B)(2)  the  annual  permitted 


disparity  factor  in  the  current  plan  year 
(and  hence  the  sum  of  the  annual 
permitted  disparity  factors  for  each  year 
in  the  measurement  period)  is  zero. 

(3)  Cumulative  permitted  disparity 
limit.  The  35  years  used  in  paragraph 
(c)(4)(iii)(B)(2)  of  this  section  must  be 
reduced  by  the  employee's  cumulative 
disparity  fraction,  as  defined  in 
S  1.401(/}-5(c)(2),  but  determined  solely 
with  respect  to  the  employee's  total 
years  of  service  under  all  plans  taken 
into  account  under  §  1.401(/)-5(a)(3) 
during  the  measurement  period,  other 
than  the  plan  being  tested. 

(iv)  Social  secunty  retirement  age. 
"Social  security  retirement  age"  means 
social  security  retirement  age  as  defined 
in  section  415(b)(8). 

(v)  Unadjusted  accrual  rate. 
"Unadjusted  accrual  rate"  means  the 
normal  or  most  valuable  accrual  rate, 
whichever  is  being  determined  for  the 
employee  under  §  1.401{a)(4)-3(d), 
expressed  as  a  percentage  of  average 
annual  compensation,  without  imputing 
permitted  disparity  under  this  section. 

(5)  Employees  with  negative 
unadjusted  accrual  rates. 
Notwithstanding  the  formulas  in 
paragraph  (c)(2)  and  (c)(3)  of  this 
section,  if  an  employee's  unadjusted 
accrual  rate  is  less  than  zero,  the 
employee's  adjusted  accrual  rate  is 
deemed  to  be  the  employee's  imadjusted 
accrual  rate. 

(6)  Example.  The  following  example 
illustrates  the  rules  in  this  paragraph  (c): 

Example,  (a)  Employees  M  and  N 
participate  In  a  defined  benefit  plan  that  uses 
a  normal  retirement  age  of  65.  The  plan  is 
being  tested  for  the  plan  year  under 
§  1.401(a)(4)-3(c).  using  unadjusted  accrual 
rates  determined  using  a  plan  year 
measurement  period  under  8 1.401(a)(4)- 
3(d)(l)(iii)(A).  Employee  M  has  an 
unadjusted  normal  accrual  rate  of  1.48 
percent,  average  annual  compensation  of 
S21,000,  and  an  employer-provided  accrual 
of  $311  (1.48  percent  X  $21,000).  Employee 
N  has  an  unadjusted  normal  accrual  rate  of 
1.7  percent,  average  annual  compensation  of 
$106,000,  and  an  employer-provided  accrual 
of  $1,802  (1.7  percent  X  $106,000).  The 
covered  compensation  of  both  Employees  M 
and  N  is  $25,000.  and  social  security 
retirement  age  for  both  employees  is  65. 
Neither  employee  has  testing  service  of  more 
than  35  years  and  neither  has  ever 
participated  in  another  plan. 

(b)  Because  Employee  M's  average  annual 
compensation  does  not  exceed  covered 
compensation.  Employee  M's  A  rate  is  2.96 
percent  (2.0  x  1.48  percent),  and  Employee 
M's  B  rate  is  2.23  percent  (1.48  percent  +  0.75 
percent).  Thus,  Employee  M's  adjusted 
accrual  rate  is  2.23  percent,  the  lesser  of  the 
A  rate  and  the  B  rate. 

(c)  Because  Employee  N's  average  annual 
compensation  exceeds  covered 
compensation,  Employee  N's  C  rale  is  1.93 
percent  ($1,802/($106.000-{0.5  x  $25,000))), 


and  Employee  N's  D  rate  is  1 .88  percent  , 
(($1,802  +  (0.75  percent  x  $25,000))/ 
$106,000).  Thus,  Employee  N's  adjusted 
accrual  rate  is  1.88  percent,  the  lesser  of  the 
C  rate  and  the  D  rate. 

(d)  Huies  of  general  application — (1) 
Eligible  plans.  The  rules  in  this  section  may 
be  used  only  for  those  plans  to  which  the 
i>ermitted  disparity  rules  of  section  401(/)  are 
available.  See  $  1.401(i>-l(a)(3). 

(2)  Exceptions  from  consistency 
requirements.  A  plan  does  not  fail  to 
satisfy  the  consistency  requirements  of 
§  1.401(a)(4)-2(c)(2)(vi)  or  §  1.401(a)(4)- 
3(d)(2)(i)  merely  because  the  plan  does 
not  impute  disparity  for  some 
employees  to  the  extent  required  to 
comply  with  paragraph  (d)(3)  of  this 
section,  or  because  the  plan  does  not 
impute  disparity  for  any  employees 
(including  self-employed  individuals 
within  the  meaning  of  section  401(c)(1)) 
who  are  not  covered  by  any  of  the  taxes 
under  section  3111(a).  section  3221.  or 
section  1401. 

(3)  Overall  permitted  disparity.  The 
annual  overall  permitted  disparity 
limits  of  §  1.40l(/)-5(b)  apply  to  the 
employer-provided  contributions  and 
benefits  for  an  employee  under  all  plans 
taken  into  account  under  §  1.401(/)- 
5(a)(3).  Thus,  if  an  employee  who 
benefits  under  the  plan  for  the  current 
plan  year  also  benefits  imder  a  section 
401  (/)  plan  for  the  plan  year  ending  with 
or  within  the  current  plan  year, 
permitted  disparity  may  not  be  imputed 
for  that  employee  for  the  plan  year.  See 
§  1.401(/)-5(b)(9).  Example  4.  Similarly, 
if  an  employee  who  benefits  under  the 
plan  for  the  current  plan  year  also 
benefils  under  another  plan  of  the 
employer  for  the  plan  year  ending  with 
or  within  the  current  plan  year, 
disparity  may  be  imputed  for  that 
employee  under  only  one  of  the  plans. 


f1.401(«N4>-8    CroM-tMting. 

(a)  Introduction.  This  section  provides 
rules  for  testing  defined  benefit  plans  on 
the  basis  of  equivalent  employer- 
provided  contributions  and  defined 
contribution  plans  on  the  basis  of 
equivalent  employer-provided  benefits 
under  §  1.401(a)(4)-l(b)(2).  Paragraphs 
(b)(1)  and  (c)(1)  of  this  section  provide 
general  tests  for  nondiscrimination 
based  on  individual  equivalent  accrual 
or  allocation  rates  determined  under 
paragraphs  (b)(2)  and  (c)(2)  of  this 
section,  respectively.  Paragraphs  (b)(3). 
(c)(3).  and  (d)  of  this  section  provide 
additional  safe-harbor  testing  methods 
for  target  benefit  plans,  cash  balance 
plans,  and  defined  benefit  plans  that  are 
part  of  floor-offset  arrangements, 
respectively,  that  generally  may  be 
satisfied  on  a  design  basis. 

(b)  Nondiscrimination  in  amount  of 
benefits  provided  under  a  defined 
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contribution  plan — (1)  General  rule. 
Equivalent  benefits  under  a  defined 
contribution  plan  (other  than  an  ESOP) 
are  nondiscrinunatory  in  amount  for  a 
plan  year  if  the  plan  would  satisfy 
§  1.401(a)(4)-2(c){l)  for  the  plan  year  if 
an  equivalent  accrual  rate,  as 
determined  under  paragraph  (b)(2)  of 
this  section,  were  substituted  for  each 
employee's  allocation  rate  in  the 
determination  of  rate  groups.  A  plan 
does  not  fail  to  satisfy  this  paragraph 
(b)(1)  merely  because  allocations  are 
made  at  the  same  rate  for  employees 
who  are  older  than  their  testing  age 
(determined  without  regard  to  the 
current-age  rule  in  paragraph  (4)  of  the 
definition  of  testing  age  in  §  1.401(a)(4)- 
1 2)  as  they  are  made  for  employees  who 
are  at  that  age. 

(2)  Determination  of  equivalent 
accrual  rates — (i)  Basic  definition.  An 
employee's  equivalent  accrual  rate  for  a 
plan  year  is  the  annual  benefit  that  is 
the  result  of  normalizing  the  increase  in 
the  employee's  account  balance  during 
the  measurement  period,  divided  by  the 
number  of  years  in  which  the  employee 
benefited  under  the  plan  during  the 
measurement  period,  and  expressed 
either  as  a  dollar  amount  or  as  a 
percentage  of  the  employee's  average 
annual  compensation.  A  measurement 
period  that  includes  future  years  may 
not  be  used  for  this  purpose. 

(ii)  Rules  of  application — (A) 
Determination  of  account  balance.  The 
increase  in  the  account  balance  during 
the  measurement  period  taken  into 
account  under  paragraph  (b)(2)(i)  of  this 
section  does  not  include  income, 
expenses,  gains,  or  losses  allocated 
during  the  measurement  period  that  are 
attributable  to  the  account  balance  as  of 
the  beginning  of  the  measurement 
period,  but  does  include  any  additional 
amounts  that  would  have  been  included 
in  the  increase  in  the  account  balance 
but  for  the  fact  that  they  were 
previously  distributed  (including  a 
reasonable  adjustment  for  interest).  For 
this  purpose,  an  employer  may 
disregard  distributions  made  to  a  NHCE 
as  well  as  distributions  made  to  any 
employee  in  plan  years  beginning  before 
a  selected  date  no  later  than  January  1, 
1986. 

(B)  Normalization.  The  account 
balances  determined  under  paragraph 
(b)(2){ii){A)  of  this  section  are 
normalized  by  treating  them  as  single- 
sum  benefits  that  are  immediately  and 
unconditionally  payable  to  the 
employee.  A  standard  interest  rate,  and 
a  straight  life  annuity  factor  that  is 
based  on  the  same  or  a  different 
standard  interest  rate  and  on  a  standard 
mortality  table,  must  be  used  in 
normalizing  these  benefits.  In  addition. 


no  mortality  may  be  assumed  prior  to 
the  employee's  testing  age. 

(iii)  Options.  Any  of  the  optional  rules 
in  §  1.401(a)(4)-3(d)(3)  (e.g.,  imputation 
of  permitted  disparity)  may  be  applied 
in  determining  an  employee's 
equivalent  accrual  rate  by  substituting 
the  employee's  equivalent  accrual  rate 
(determined  without  regard  to  the 
option)  for  the  employee's  normal 
accrual  rate  (i.e.,  not  most  valuable 
accrual  rate)  inthat  section  where 
appropriate.  For  this  purpose,  however, 
the  last  sentence  of  the  firesh-start 
alternative  in  §  1.401(a)(4)- 
3(d)(3)(iii)(A)  (dealing  with 
compensation  adjustments  to  the  frozen 
accrued  benefit)  is  not  applicable.  No 
other  options  are  available  in 
determining  an  employee's  equivalent 
accrual  rate  except  those  (e.g.,  selection 
of  alternative  measurement  periods) 
specifically  provided  in  this  paragraph 
(b)(2).  Thus,  for  example,  none  of  the 
optional  special  rules  in  §  1.401(a)(4)- 
3(f)  (e.g.,  determination  of  benefits  on 
other  than  a  plan  year  basis  imder 
§  1.401(a)(4)-3(f)(6))  is  available. 

(iv)  Consistency  rule.  Equivalent 
accrual  rates  must  be  determined  in  a 
consistent  manner  for  all  employees  for 
the  plan  year.  Thus,  for  example,  the 
same  measurement  periods  and 
standard  interest  rates  must  be  used, 
and  any  available  options  must  be 
applied  consistently  if  at  all. 

(3)  Safe-harbor  testing  method  for 
target  benefit  plans — (i)  General  rule.  A 
target  benefit  plan  is  a  money  purchase 
pension  plan  under  which  contributions 
to  an  employee's  account  are 
determined  by  reference  to  the  amounts 
necessary  to  fund  the  employee's  stated 
benefit  under  the  plan.  Whether  a  target 
benefit  plan  satisfies  section  401(a)(4) 
with  respect  to  an  equivalent  amount  of 
benefits  is  generally  determined  under 
paragraphs  (b)(1)  and  (b)(2)  of  this 
section.  A  target  benefit  plan  is  deemed 
to  satisfy  section  401(a)(4)  with  respect 
to  an  equivalent  amount  of  benefits, 
however,  if  each  of  the  following 
requirements  is  satisfied: 

(A)  Stated  benefit  formula.  Each 
employee's  stated  benefit  must  be 
determined  as  the  strfight  life  annuity 
commencing  at  the  employee's  normal 
retirement  age  imder  a  formula  that 
would  satisfy  the  requirements  of 
§  1.401(a)(4)-3(b)(4)(i)(C)  [1]  or  [2).  and 
thai  would  satisfy  each  of  the 
uniformity  requirements  in 
§  1.401(a)(4)-3(b)(2)  (taking  into  account 
the  relevant  exceptions  provided  in 
§  1.401(a)(4)-3[b)(6)),  if  the  plan  were  a 
defined  benefit  plan  with  the  same 
benefit  formula.  In  determining  whether 
these  requirements  are  satisfied,  the 
rules  of  §  1.401(a)(4)-3(f)  do  not  apply. 


and,  in  addition,  except  as  provided  in 
paragraph  (b)(3)(vii)  of  this  section,  an 
employee's  stateid  benefit  at  normal 
retirement  age  under  the  stated  benefit 
formula  is  deemed  to  accrue  ratably 
over  the  period  ending  with  the  plan 
year  in  which  the  employee  is  projected 
to  reach  normal  retirement  age  and 
beginning  with  the  latest  of:  the  first 

Elan  year  in  which  the  employee 
snefited  under  the  plan,  the  first  plan 
year  taken  into  account  in  the  stated 
benefit  formula,  and  any  plan  year 
immediately  following  a  plan  year  in 
which  the  plan  did  not  satisfy  this 
paragraph  (b)(3).  Thus,  except  as 
provided  in  paragraph  (b)(3)(vii)  of  this 
section,  under  §  1.401(a)(4)-3(b)(2)(v)  an 
employee's  stated  benefit  may  not  take 
into  account  service  in  years  prior  to  the 
first  plan  year  that  the  employee 
benefited  under  the  plan,  and  an 
employee's  stated  benefit  may  not  take 
into  account  service  in  plan  years  prior 
to  the  current  plan  year  unless  the  plan 
satisfied  this  paragraph  (b)(3)  in  all  of 
those  prior  plan  years. 

(B)  Employer  and  employee 
contributions.  Employer  contributions 
with  respect  to  each  employee  must  be 
based  exclusively  on  the  employee's 
stated  benefit  using  the  method 
provided  in  paragraph  (b)(3)(iv)  of  this 
section,  and  forfeitures  and  any  other 
amounts  imder  the  plan  taken  into 
account  under  §  1.401(a)(4)-2(c)(2)(ii) 
(other  than  employer  contributions)  are 
used  exclusively  to  reduce  employer 
contributions.  Employee  contributions 
(if  any)  may  not  be  used  to  fund  the 
stated  benefit. 

(C)  Permitted  disparity.  If  permitted 
disparity  is  taken  into  account,  the 
stated  benefit  formula  must  satisfy 

§  1.401(/)-3.  For  this  purpose,  the  0.75- 
percent  factor  in  the  maximum  excess  or 
offset  allowance  in  §  1.401(/)-3(d)(9) 
(and,  if  the  employee's  normal 
retirement  age  is  not  the  employee's 
social  security  retirement  age, 
§  1.401(/)-3(e)),  is  further  reduced  by 
multiplying  the  factor  by  0.80. 

(ii)  changes  in  stated  benefit  formula. 
A  plan  does  not  fail  to  satisfy  paragraph 
(b)(3)(i)  of  this  section  merely  because 
the  plan  determines  each  employee's 
stated  benefit  in  the  current  plan  year 
under  a  stated  benefit  formula  that 
differs  from  the  stated  benefit  formula 
used  to  determine  the  employee's  stated 
benefit  in  prior  plan  years. 

(iii)  Stated  benefits  after  normal 
retirement  age.  A  target  benefit  plan 
may  limit  increases  in  the  stated  benefit 
after  normal  retirement  age  consistent 
with  the  requirements  applicable  to 
defined  benefit  plans  under  section 
411(b)(1)(H)  (without  regard  to  section 
411(b)(l)(H)(iii)),  provided  that  the 
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limitation  applies  on  the  same  tenns  to 
all  employees.  Thus,  post-normal 
retirement  benefits  reouired  under 
§  l.401(a)(4)-3(b)(2)(ii)  must  be 
provided  under  the  stated  benefit 
formula,  subject  to  any  uniformly 
applicable  smvice  cap  under  the 
formula. 

(iv)  Method  for  determining  required 
employer  contributions — (A)  General 
rule.  An  employer's  required 
contribution  to  the  account  of  an 
employee  for  a  plan  year  is  determined 
based  on  the  employee's  stated  benefit 
and  the  amount  of  the  employee's 
theoretical  reserve  as  of  the  date  the 
employer's  required  contribution  is 
determined  for  the  plan  year  (the 
"determination  date").  Paragraph 
(b)(3)iiv)(B)  of  this  section  provides 
rules  for  determining  an  employee's 
theoretical  reserve.  Paragrapn  (b)(3)(iv) 
(C)  and  (d)  of  this  section  provides  rules 
for  determining  an  employer's  required 
contributions. 

(B)  Theoretical  reserve— (1)  Initial 
theoretical  reserve.  An  employee's 
theoretical  reserve  as  of  the 
determination  date  for  the  first  plan  year 
in  which  the  employee  benefits  under 
the  plan,  the  first  plan  year  taken  into 
account  under  the  stated  benefit  formula 
(if  that  is  the  current  plan  year),  of  the 
first  plan  year  immediately  following 
any  plan  year  in  which  the  plan  did  not 
satisfy  this  paramph  (b)(3),  is  zero. 

(2)  Theoretical  reserve  in  subsequent 
plan  years.  An  employee's  theoretical 
reserve  as  of  the  determination  date  for 
a  plan  year  (other  than  a  plan  year 
described  in  paragraph  (b){3)(iv)(B)(I)  of 
this  section)  is  the  employee's 
theoretical  reserve  as  of  the 
determination  date  for  the  prior  plan 
year,  plus  the  employer's  required 
contribution  for  the  prior  plan  year  (as 
limited  by  section  415,  but  without 
regard  to  the  additional  contributions 
described  in  pxaragraph  (b)(3)(v)  of  this 
section]  both  increased  by  interest  from 
the  determination  date  for  the  prior  plan 
year  through  the  determination  date  for 
the  current  plan  year,  but  not  beyond 
the  determination  date  for  the  plan  year 
that  includes  the  employee's  normal 
retirement  date.  (Thus,  an  employee's 
theoretical  reserve  as  of  the 
determination  date  for  a  plan  year  does 
not  include  the  amount  of  the 
employer's  required  contribution  for  the 
plan  year.)  The  interest  rate  for 
determining  employer  contributions 
that  was  in  effect  on  the  determination 
date  in  the  prior  plan  year  must  be 
apphed  to  determine  the  required 
interest  adjustment  for  this  period.  For 
plan  years  beginning  after  the  effective 
date  applicable  to  the  plan  under 
§  1.401(a)(4)-13  (a)  or  (b).  a  standard 


interest  rate  must  be  used,  and  may  not 
be  changed  except  on  the  determination 
date  for  a  plan  year. 

(C)  Required  contributions  for 
employees  under  normal  retirement  age. 
The  required  employer  contributions 
with  respect  to  an  employee  whose 
attained  age  is  less  than  the  employee's 
normal  retirement  age  must  be 
determined  for  each  plan  year  as 
follows: 

(1)  Determine  the  employee's 
fractional  rule  benefit  (within  the 
meaning  of  §  1.41l(b)-l(b)(3)(ii)lA)) 
under  the  plan's  stated  benefit  formula 
as  if  the  plan  were  a  defined  benefit 
plan  with  the  same  formula. 

[2)  Determine  the  actuarial  present 
value  of  the  fractional  rule  benefit 
determined  in  paragraph  (b)(3)(iv)(C)(}) 
of  this  section  as  of  the  determination 
date  for  the  current  plan  year,  using  a 
standard  interest  rate  and  a  standard 
mortality  table  that  are  set  forth  in  the 
plan  and  that  are  the  same  for  all 
employees,  and  assuming  no  mortality 
before  the  employee's  normal  retirement 

age. 

[3)  Determine  the  excess,  if  any.  of  the 
amount  determined  in  paragraph 
(b)(3)(iv)(C)(2)  of  this  section  over  the 
employee's  theoretical  reserve  for  the 
current  plan  year  determined  under 
paragraph  (b)(3)(iv)(B)  of  this  section. 

(4)  Determine  the  required  employer 
contribution  for  the  current  plan  year  by 
amortizing  on  a  level  annual  basis, 
using  the  same  interest  rate  used  for 
paragraph  (b)(3)(iv)(C)(2)  of  this  section, 
the  result  in  paragraph  (b)(3)(iv)(C)(3)  of 
this  section  over  the  period  beginning 
with  the  determination  date  for  the 
current  plan  year  and  ending  with  the 
determination  date  for  the  plan  year  in 
which  the  employee  is  projected  to 
reach  normal  retirement  age. 

(D)  Required  contributions  for 
employees  over  normal  retirement  age. 
The  required  employer  contributions 
with  respect  to  an*  employee  whose 
attained  age  equals  or  exceeds  the 
employee's  normal  retirement  age  is  the 
excess,  if  any.  of  the  actuarial  present 
value,  as  of  the  determination  date  for 
the  current  plan  year,  of  the  employee's 
stated  benefit  for  the  current  plan  year 
(determined  using  an  immediate  straight 
life  annuity  factor  based  on  a  standard 
interest  rate  and  a  standard  mortality 
table,  for  an  employee  whose  attained 
age  equals  the  employee's  normal 
retirement  age)  over  the  employee's 
theoretical  reserve  as  of  the 
determination  date. 

(v)  Effect  of  section  415  and  4J6 
requirements.  A  target  benefit  plan  does 
not  fail  to  satisfy  this  paragraph  (b)(3) 
merely  because  required  contributions 
under  the  plan  are  limited  by  section 


415  in  a  plan  year,  or  merely  because 
additional  contributions  are  made 
consistent  with  the  requirements  of 
section  416(c)(2)  (regardless  of  whether 
the  plan  is  top-heavy). 

(vi)  Certain  conditions  on  allocations. 
A  target  benefit  plan  does  not  fail  to 
satisfy  this  paragraph  (b)(3)  merely 
because  required  contributions  under 
the  plan  are  subject  to  the  conditions  on 
allocations  permitted  under 
§1.401(a)(4)-2(b)(4){iii). 

(vii)  Special  rules  for  target  benefit 
plans  qualified  under  prior  law — (A) 
Service  taken  into  account  prior  to 
satisfaction  of  this  paragraoh.  For 
purposes  of  determining  wnether  the 
staled  benefit  formula  satisfies 
paragraph  (b)(3)(i)(A)  of  this  section 
(e.g..  whether  the  period  over  which  an 
employee's  stated  benefit  is  deemed  lo 
accrue  is  the  same  as  the  period  taken 
into  account  under  the  stated  benefit 
formula  as  required  by  paragraph 
(b)(3)(i)(A)  of  this  section),  a  target 
benefit  plan  that  was  adopted  and  in 
effected  on  September  19. 1991.  is 
deemed  to  have  satisfied  this  paragraph 
(b)(3).  and  an  employee  is  treated  as 
benefiting  under  the  plan,  in  any  year 
prior  to  the  effective  date  applicable  to 
the  plan  under  §  1.401(a)(4)-13  (a)  or  (b) 
that  was  taken  into  account  in  the  stated 
benefit  formula  under  the  plan  on 
September  19, 1991.  if  the  plan  satisfied 
the  applicable  nondiscrimination 
requirements  for  target  benefit  plans  for 
that  prior  year. 

(B)  Initial  theoretical  reserve. 
Notwithstanding  paragraph 
(b)(3)(iv)(B)(  J)  of  this  section,  a  target 
benefit  plan  under  which  the  stated 
benefit  formula  takes  into  account 
service  for  an  employee  for  plan  years 
prior  to  the  first  plan  in  which  the  plan 
satisfied  this  paragraph  (b)(3),  as 
permitted  under  paragraph  (b)(3)(vii)(A) 
of  this  section,  must  determine  an  initial 
theoretical  reserve  for  the  employee  as 
of  the  determination  date  for  the  last 
plan  year  beginning  before  such  plan 
year  under  the  rules  of  §  1.401(a)(4>- 

13(e). 

(C)  Satisfaction  of  prior  law.  In 
determining  whether  a  plan  satisfied  the 
applicable  nondiscrimination 
requirements  for  target  benefit  plans  for 
any  period  prior  to  the  effective  date 
applicable  to  the  plan  under 

§  1.401(a)(4)-13  (a)  or  (b).  no 
amendments  after  September  19. 1991. 
other  than  amendments  necessary  to 
satisfy  section  401(1).  are  taken  Into 
account. 

(viii)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (b)(3): 

Example  1.  (a)  Employer  X  maintains  a 
target  benefit  plan  with  a  calendar  plan  year 
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that  bases  contributions  on  a  stated  benefit 
equal  to  40  percent  of  each  employee's 
average  annual  compensation,  reduced  pro 
rata  for  years  of  participation  less  than  25, 
payable  annually  as  a  straight  life  annuity 
commencing  at  normal  retirement  age.  The 
UP-B4  mortality  table  and  an  interest  rate  of 
7.5  percent  are  used  to  calculate  the 
contributions  necessary  to  fund  the  stated 
benefit.  Required  contributions  are 
determined  on  the  last  day  of  each  plan  year. 
The  normal  retirement  age  under  the  plan  is 
65.  Employee  M  is  39  years  old  in  1994,  has 
participated  in  the  plan  for  six  years,  and  has 
average  annual  compensation  equal  to 
S60.000  for  the  1994  plan  year.  Assume  that 
Employee  M's  theoretical  reserve  as  of  the 
last  day  of  the  1993  plan  year  is  Si 3, 909. 
determined  under  §  1.401(a)(4)-13(e),  and 
that  required  emp^yer  contributions  for 
1993  were  determined  using  an  interest  rate 
of  six  percent. 

(b)  Under  these  facts.  Employer  X's  1994 
required  contribution  to  fund  Employee  M's 
stated  benefit  is  SI, 318,  calculated  as  follows; 

(1)  Employee  M's  fractional  rule  benefit  is 
524,000  (40  percent  of  Employee  M's  average 
annual  compensation  of  S60,000). 

(2)  The  actuarial  present  value  of  Employee 
Ms  fractional  rule  benefit  as  of  the  last  day 
of  the  1994  plan  year  is  $30,960  (Employee 
M's  fractional  rule  benefit  of  S24,000 
multiplied  by  1.290.  'he  actuarial  present 
viilue  factor  for  an  annual  straight  life 
annuity  commencing  at  age  65  applicable  to 

a  39-year  old  employee,  determined  using  the 
stated  interest  rate  of  7.5  percent  and  the  UP- 
84  mortality  table,  and  assuming  no  mortality 
before  normal  retirement  age). 

(3)  The  actuarial  present  value  of  Employee 
M's  fractional  rule  benefit  (S30,960)  is 
reduced  by  Employee  M's  theoretical  reserve 
as  of  the  last  day  of  the  1994  plan  year.  The 
theoretical  reserve  on  that  day  is  S14,744-the 
513,909  theoretical  reserve  as  of  the  last  day 
of  the  1993  plan  year,  increased  by  interest 
for  one  year  at  the  rate  of  six  percent. 
Because  the  required  contribution  for  the 
1993  plan  year  is  taken  into  account  under 

§  1.401(a)(4)-13(e)(2)  in  determining  the 
theoretical  reserve  as  of  the  last  day  of  the 
1993  plan  year,  it  is  not  added  to  the 
theoretical  reserve  again  in  this  paragraph 
(b)(3)  of  this  Example  J.  The  resulting 
difference  is  516,216  (530,960-514,744). 

(4)  The  516,216  excess  of  the  actuarial 
present  value  of  Employee  M's  fractional  rule 
benefit  over  Employee  M's  theoretical  reserve 
is  multiplied  by  0.0813,  the  amortization 
factor  applicable  to  a  39-year  old  employee 
determined  using  the  stated  interest  rate  of 
7.5  percent.  The  product  of  51,318  is  the 
amount  of  the  required  employer 
contribution  for  Employee  M  for  the  1994 
plan  year. 

Example  2.  (a)  The  facts  are  the  same  as  in 
Example  1,  except  that  as  of  January  1, 1995, 
the  plan's  stated  benefit  formula  is  amended 
to  provide  for  a  stated  benefit  equal  to  45 
percent  of  average  annual  compensation, 
reduced  pro  rata  for  years  of  participation 
less  than  25,  payable  annually  as  a  straight 
life  annuity  commencing  at  normal 
retirement  age.  For  the  1995  plan  year. 
Employee  M's  average  annual  compensation 
continues  to  be  560,000.  The  mortality  table 


used  for  the  calculation  of  the  employer's 
required  contributions  remains  the  same  as 
in  the  prior  plan  year,  but  the  plan's  stated 
interest  rate  is  changed  to  8.0  percent 
effective  as  of  December  31, 1995. 

(b)  Under  these  facts,  Employer  X's 
required  contribution  for  Employee  M  is 
$1,290,  calculated  as  follows: 

(1)  Employee  M's  fractional  rule  benefit  is 
$27,000  (45  percent  of  $60,000). 

(2)  The  actuarial  present  value  of  Employee 
M's  fractional  rule  benefit  as  of  the  last  day 
of  the  1995  plan  year  is  $32,319  (S27,000 
multiplied  by  1.197,  the  actuarial  present 
value  factor  for  an  annuity  commencing  at 
age  65  applicable  to  a  40-year  old  employee, 
determined  using  the  stated  interest  rate  of 
8.0  percent  and  the  UP-84  mortality  table, 
and  assuming  no  mortality  before  normal 
retirement  age). 

(3)  The  actuarial  present  value  of  Employee 
M's  fractional  rule  benefit  ($32,319)  is 
reduced  by  Employee  M's  theoretical  reserve 
as  of  the  last  day  of  the  1995  plan  year.  The 
theoretical  reserve  as  of  that  day  is  517.267 — 
the  514,744  theoretical  reserve  as  of  the  last 
day  of  the  1994  plan  year  plus  the  51,318 
required  contribution  for  the  1994  plan  year, 
both  increased  by  interest  for  one  year  at  the 
rate  of  7.5  percent.  The  resulting  difference 

is  515,052  ($31,319-517,267). 

(4)  The  result  in  paragraph  (b)(3)  of  this 
Example  2  is  multiplied  by  0.0857.  the 
amortization  factor  applicable  to  a  40-year 
old  employee  determined  using  the  stated 
interest  rate  of  8.0  percent.  The  product, 
SI  ,290.  is  the  amount  of  the  required 
employer  contribution  for  Employee  M  for 
the  1995  plan  year. 

(c)  Nondiscrimination  in  amount  of  ■ 
contributions  under  a  defined  benefit 
plan — (1)  General  rule.  Equivalent 
allocations  under  a  defined  benefit  plan 
are  nondiscriminatory  in  amount  for  a 
plan  year  if  the  plan  would  satisfy 

§  1.401(a){4)-3(c)(l)  (taking  into  account 
§  1.401(a)(4)-3(c)(3))  for  the  plan  year  if 
an  equivalent  normal  and  most  valuable 
allocation  rate,  as  determined  under 
paragraph  (c)(2)  of  this  section,  were 
substituted  for  each  employee's  normal 
and  most  valuable  accrual  rate, 
respectively,  in  the  determination  of 
rate  groups. 

(2)  Determination  of  equivalent 
allocation  rates — (i)  Basic  definitions. 
An  employee's  equivalent  normal  and 
most  valuable  allocation  rates  for  a  plan 
year  are,  respectively,  the  actuarial 
present  value  of  the  increase  over  the 
plan  year  in  the  benefit  that  vvrould  be 
taken  into  account  in  determining  the 
employee's  normal  and  most  valuable 
accrual  rates  for  the  plan  year, 
expressed  either  as  a  dollar  amount  or 
as  a  percentage  of  the  employee's  plan 
year  compensation.  In  the  case  of  a 
contributory  DB  plan,  the  rules  in 
§  1.401(a)(4)-6(b)(l).  (b)(5),  or  (b)(6) 
must  be  used  to  determine  the  amount 
of  each  employee's  employer-provided 


benefit  that  would  be  taken  into  account 
for  this  purpose. 

(ii)  Rules  for  determining  actuarial 
present  value.  The  actuarial  present 
value  of  the  increase  in  an  employee's 
benefit  must  be  determined  using  a 
standard  interest  rate  and  a  standard 
mortality  table,  and  no  mortaUty  may  be 
assumed  prior  to  the  employee's  testing 
age. 

(iii)  Options.  The  optional  rules  in 
§  1.401(a)(4}-2(c)(2)(iv)  (imputation  of 
permitted  disparity)  and  (v)  (grouping  of 
rates)  may  be  applied  to  determine  an 
employee's  equivalent  normal  and  most 
valuable  allocation  rates  by  substituting 
those  rates  (determined  without  regard 
to  the  option)  for  the  employee's 
allocation  rate  in  that  section  where 
appropriate.  In  addition,  the  limitations 
under  section  415  may  be  taken  into 
account  under  §  1.401(a)(4)- 
3(d)(2)(ii)(B),  and  qualified  disability 
benefits  may  be  taken  into  account  as 
accrued  benefits  under  §  1.401(a)(4)- 
3(f)(2),  in  determining  the  increase  in  an 
employee's  accrued  benefit  during  a 
plan  year  for  purposes  of  paragraph 
(c)(2)(i)  of  this  section,  if  tfiose  rules 
would  otherwise  be  available.  No  other 
options  are  available  in  determining  an 
employee's  equivalent  normal  and  most 
valuable  allocations  rate  except  those 
(e.g..  selection  of  alternative  standard 
interest  rates)  specifically  provided  in 
this  paragraph  {c)(2).  Thus,  while  all  of 
the  mandatory  rules  in  §  1.401(a)(4)- 
3(d)  and  (f)  for  determining  the  amount 
of  benefits  used  to  determine  an 
employee's  normal  and  most  valuable 
accrual  rates  (e.g.,  the  treatment  of  early 
retirement  window  benefits  in 
§  1.401(a)(4)-3(f)(4))  are  applicable  in 
determining  an  employee's  equivalent 
normal  and  most  valuable  allocation 
rates,  none  of  the  optional  rules  under 
§  1.401(a)(4]h3  is  available  (except  the 
options  relating  to  the  section  415  limits 
and  qualified  disability  benefits  noted 
above). 

(iv)  Consistency  rule.  Equivalent 
allocation  rates  must  be  determined  in 
a  consistent  manner  for  all  employees 
for  the  plan  year.  Thus,  for  example,  the 
same  standard  interest  rates  must  be 
used,  and  any  available  options  must  be 
applied  consistently  if  at  all. 
•        •        •        *        • 

(d)  Safe-harbor  testing  method  for 
defined  benefit  plans  that  are  part  of  a 
floor-offset  arrangement — (1)  General 
rule.  A  defined  benefit  plan  that  is  part 
of  a  floor-offset  arrangement  is  deemed 
to  satisfy  the  nondiscriminatory  amount 
requirement  of  §  1.401(a)(4)-l(b)(2)  if  all 
of  the  following  requirements  are 
satisfied: 

(i)  Under  the  floor-offset  arrangement, 
the  accrued  benefit  (as  defined  in 
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section  411(a)(7)(A)(i))  that  would 
otherwise  be  provided  to  an  employee 
under  the  defined  benefit  plan  must  be 
reduced  aolely  by  the  actuarial 
equivalent  of  all  or  part  of  the 
employee's  account  balance  attributable 
to  employer  contributions  under  a 
defined  contribution  plan  maintained 
by  the  same  employer  (plus  the  actuarial 
equivalent  of  all  or  part  of  any  prior 
distributions  from  tiiat  portion  of  the 
account  balance).  If  any  portion  of  the 
benefit  that  is  being  offiset  is 
nonforfeitable,  that  portion  may  be 
offset  only  by  a  benefit  (or  portion  of  a 
benefit)  that  is  also  nonforfeitable.  In 
determining  the  actuarial  equivalent  of 
amounts  provided  under  the  defined 
contribution  plan,  an  interest  rale  no 
higher  than  the  highest  standard  interest 
rate  must  be  used,  and  no  mortality  may 
be  assumed  in  determining  the  actuarial 
equivalent  of  any  prior  distributions 
from  the  defined  contribution  plan  or 
for  periods  prior  to  the  benefit 
commencement  date  under  the  defined 
benefitplan. 

(ii)  The  defined  benefit  plan  may  not 
be  a  contributory  DB  plan  (unless  it 
satisfies  §  1.401(a)(4)-6(b)(6)).  and 
benefits  under  the  defined  benefit  plan 
may  not  be  reduced  by  any  portion  of 
the  employee's  account  balance  under 
the  defined  contribution  plan  (or  prior 
distributions  from  that  account)  that  are 
attributable  to  employee  contributions, 
(iii)  The  defined  benefit  plan  and  the 
defined  contribution  plan  must  benefit 
the  same  employees. 

(iv)  The  offset  under  the  defined 
b«iefit  plan  must  be  applied  to  all 
employees  on  the  same  terms. 

(v)  All  employees  must  have  available 
to  them  under  the  defined  contribution 
plan  the  same  investment  options  and 
the  same  options  with  respect  to  the 
timing  of  preretirement  distributions, 
(vi)  The  defined  benefit  plan  must 
satisfy  the  uniformity  requirements  of 
S  1.4dl(a)(4)-3{b)(2)  and  the  unit  credit 
safe  harbor  in  §  1.401(a)(4>-3(b)(3) 
without  taking  into  account  the  offset 
described  in  paragraph  (d)(l)(i)  of  this 
section  (i.e..  on  a  gross-benefit  basis), 
and  the  defined  contribution  plan  must 
satisfy  any  of  the  tests  in  8 1.401(a)(4)- 
2(b)  or  (c).  Alternatively,  the  defined 
benefit  plan  must  satisfy  any  of  the  tests 
in  §  1.401(a)(4)-3(b)  or  (c)  without 
taking  into  account  the  offset  described 
in  paragraph  (d)(l)(i)  of  this  section,  and 
the  defined  contribution  plan  must 
satisfy  the  uniform  allocation  safe 
harbor  in  §  1.401(a)(4)-2{b)(2). 

(vii)  The  defined  contribution  plan 
may  not  be  a  section  401  (k)  plan  or  a 
section  401(m)  plan. 

(2)  Application  of  safe-harbor  testing 
method  to  qualified  offset  arrangements 


A  defined  benefit  plan  that  is  part  of  a 
qualified  offset  arrangement  as  defined 
in  section  1116(f)(5)  of  the  Tax  Reform 
Act  of  1986,  Pub.  L.  No.  99-514.  is 
deemed  to  satisfy  the  requirements  of 
paragraph  (d)(1)  (vi)  and  (vii)  of  this 
section,  if  the  only  defined  contribution 
plans  included  in  the  qualified  offset 
arrangement  are  section  401(k)  plans, 
section  401(m)  plans,  or  both,  and  the 
defined  benefit  plan  would  satisfy  the 
requirements  of  paragraph  (d)(l)(yi)  of 
this  section  assuming  the  elective 
contributions  for  each  employee  under 
the  defined  contribution  plan  were  the 
same  (either  as  a  dollar  amount  or  as  a 
percentage  of  compensation)  for  all  plan 
years  since  the  estabhshment  of  the 
plan. 


|1.4O1(«X4)-0    Plan  agoragation  and 
rastructuring. 

(a)  Introduction.  Two  or  more  plans 
that  are  permissively  aggregated  and 
treated  as  a  single  plan  under 
§§  1.410(b)-7(d)  must  also  be  treated  as 
a  single  plan  for  purposes  of  section 
401(a)(4).  See  §  1.401(a)(4)-l2 
(definition  of  plan).  An  aggregated  plan 
is  generally  tested  under  the  same  rules 
apphcable  to  single  plans.  Paragraph  (b) 
of  this  section,  however,  provides 
special  rules  for  determining  whether  a 
plan  that  consists  of  one  or  more 
defined  contribution  plans  and  one  or 
more  defined  benefits  plans  (a  DB/DC 
plan)  satisfies  section  401(a)(4)  with 
respect  to  the  amount  of  employer- 
provided  benefits  and  the  availability  of 
benefits,  rights,  and  features.  Paragraph 
(c)  of  this  section  provides  rules 
allowing  a  plan  to  be  treated  as 
consisting  of  separate  component  plans 
and  allowing  the  component  plans  to  be 
tested  separately  under  section 
401(a)(4).  .      . 

(b)  Application  of  nondiscrimination 
requirements  to  DB/DC  plans— {\) 
General  rule.  Except  as  provided  in 
paragraphs  (b)(2)  and  (b)(3)  of  this 
section,  whether  a  DB/DC  plan  satisfies 
section  401(a)(4)  is  determined  using 
the  same  rules  applicable  to  a  single 
plan. 

(2)  Special  rules  for  demonstrating 
nondiscrimination  in  amount  of 
contributions  or  benefits — (i) 
Application  of  general  tests.  A  DB/DC 
plan  satisfies  section  401(a)(4)  with 
respect  to  the  amount  of  contributions 
or  benefits  for  a  plan  year  if  it  would 
satisfy  §  1.401(a)(4)-3(c)(l)  (without 
regard  to  the  special  rule  in 
§  1.401(a)(4)-3(c)(3))  for  the  plan  year  if 
an  employee's  aggregate  normal  and 
most  valuable  allocation  rates,  as 
determined  imder  paragraph  (b)(2)(ii)(A) 
of  this  section,  or  an  employee's 
aggregate  normal  and  most  valuable 


accrual  rates,  as  determined  under 
paragraph  (b)(2)(ii)(B)  of  this  section, 
where  substituted  for  each  employee's 
normal  and  most  valuable  accrual  rates, 
respectively,  in  the  determination  of 

rate  groups. 

(ii)  Deferminatjon  of  aggregate  rate*— 
(A)  Aggregate  allocation  rates.  An 
employee's  aggregate  normal  and  most 
valuable  allocation  rates  are  determined 
by  treating  all  defined  contribution 
plans  that  are  part  of  the  DB/DC  plan  as 
a  single  plan,  and  all  defined  benefit 
plans  that  are  part  of  the  DB/DC  plan  as 
a  separate  sin^e  plan;  and  determining 
an  allocation  rate  and  equivalent  normal 
and  most  valuable  allocation  rates  for 
the  employee  under  each  plan  under 
§§  1.401(a)(4)-2(c)(2)  and  1.401(a)(4)- 
8(c)(2),  respectively.  The  employee's 
aggregate  normal  allocation  rate  is  the 
sum  of  the  employee's  allocation  rate 
and  equivalent  normal  allocation  rate 
determined  in  this  manner,  and  the 
employee's  aggregate  most  valuable 
allocation  rate  is  the  sum  of  the 
employee's  allocation  rate  and 
equivalent  most  valuable  allocation  rate 
determined  in  this  manner. 

(B)  Aggregate  accrual  rates.  An 
employee's  aggregate  normal  and  most 
valuable  accrual  rates  are  determined  by 
treating  all  defined  contribution  plans 
that  are  part  of  the  DB/DC  plan  as  a 
single  plan,  and  all  defined  benefit 
plans  that  are  part  of  the  DB/DC  plan  as 
a  separate  sin^e  plan;  and  determining 
an  equivalent  accrual  rate  and  normal 
and  most  valuable  accmal  rates  for  the 
employee  under  each  plan  under 
§§  1.401  (a)(4)-«(b)(2)  and  1.401(a)(4>- 
3(d).  respectively.  The  employee's 
aggregate  normal  accrual  rate  is  the  sum 
of  the  employee's  equivalent  accrual 
rate  and  the  normal  accrual  rate 
determined  in  this  manner,  and  the 
employee's  aggregate  most  valiiable 
accrual  rate  is  the  sum  of  the  employee's 
equivalent  accrual  rate  and  most 
valuable  accrual  rate  determined  in  this 
matter. 

(iii)  Options  applied  on  an  aggregate 
basis.  The  optional  rules  in 
§  1.401(a)(4)-2(c)(2)(iv)  (imputaUon  of 
permitted  disparity)  and  (v)  (grouping  of 
rates)  may  not  be  used  to  determine  an 
employee's  allocation  or  equivalent 
allocation  rate,  but  may  be  applied  to 
determine  an  employee's  aggregate 
normal  and  most  valuable  allocation 
rates  by  substituting  those  rates 
(determined  without  regard  to  the 
option)  for  the  employee's  allocation 
rate  in  that  section  where  appropriate. 
The  optional  rules  in  S  1.401(aK4)- 
3(d)(3)  (e.g.,  imputation  of  permitted 
disparity)  may  not  be  used  to  determine 
an  employee's  accrual  or  equivalent 
accrual  rate,  but  may  be  applied  to 


interest  rat( 
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determine  an  employee's  aggregate 
normal  and  most  valuable  accrual  rate 
by  substituting  those  rates  (determined 
without  regard  to  the  option)  for  the 
employee's  normal  and  most  valuable 
accrual  rates,  respectively,  in  that 
section  where  appropriate. 

(iv)  Consistency  rule— {A)  General 
rule.  Aggregate  normal  and  most 
valuable  allocation  rates  and  aggregate 
normal  and  most  valuable  accrual  rates 
must  be  determined  in  a  consistent 
manner  for  all  employees  for  the  plan 
year.  Thus,  for  example,  the  same 
measurement  periods  and  interest  rates 
must  be  used,  and  any  available  options 
must  be  applied  consistently,  if  at  all, 
for  the  entire  DB/DC  plan. 
Consequently,  options  that  are  not 
permitted  to  be  used  under 
§  1.401(a)(4}-8  in  cross-testing  a  defined 
contribution  plan  or  a  defined  benefit 
plan  (such  as  measurement  periods  that 
include  future  periods,  non-standard 
interest  rates,  the  option  to  disregard 
compensation  adjustments  described  in 
§  1.401(a)(4)-l3{d).  or  the  option  to 
disregard  plan  provisions  providing  for 
actuarial  increases  after  normal 
retirement  age  under  §  1.401(a)(4)- 
3(f)(3)}  may  not  be  used  in  testing  a  DB/ 
DC  plan  on  either  a  benefits  or 
contributions  basis,  because  their  use 
would  inevitably  result  in  inconsistent 
determinations  under  the  defined 
contribution  and  defined  benefit 
portions  of  the  plan. 

(B)  Exception  for  section  415 
alternative.  A  DB/DC  plan  does  not  fail 
to  satisfy  the  consistency  rule  in 
paragraph  (b)(2)(iv)(A)  of  this  section 
merely  because  the  limitations  under 
section  415  are  not  taken  into  account, 
or  may  not  be  taken  into  account,  under 
§  1.401  (a)(4)-3(d)(2)(ii)(B)  in 
determining  employees'  accrual  or 
equivalent  allocation  rates  under  the 
defined  benefit  portion  of  the  plan,  even 
though  those  limitations  are  applied  in 
detennining  employees'  allocation  and 
equivalent  accrual  rates  under  the 
defined  contribution  portion  of  the  plan. 

(3)  Special  rules  for  demonstrating 
nondiscrimination  in  availability  of 
certain  benefits,  rights,  and  features — (i) 
Current  availability.  A  DB/DC  plan  is 
deemed  to  satisfy  §  1.401(a)(4)-4(b)(l) 
with  respect  to  the  current  availability 
of  a  benefit,  right,  or  feature  other  than 
a  single  sum  benefit,  loan,  ancillary 
benefit,  or  benefit  commencement  date 
(including  the  availability  of  in-service 
withdrawals),  that  is  provided  imder 
only  one  type  of  plan  (defined  benefit  or 
defined  contribution)  included  in  the 
DB/DC  plan,  if  the  benefit,  right,  or 
fr^ature  is  currently  available  to  all 
T'JHCEs  in  all  plans  of  the  same  type  as 
the  plan  under  which  is  provided. 


(ii)  Effective  availability.  The  fact  that 

it  may  be  difficult  or  impossible  to 
provide  a  benefit,  right,  or  feature 
described  in  paragraph  (b)(3)(i)  of  this 
section  under  a  plan  of  a  different  type 
than  the  plan  or  plans  under  which  it 
is  provided  is  one  of  the  factors  taken 
into  accoimt  in  determining  whether  the 
plan  satisfies  the  effective  availability 
reauirement  of  §  1.401(a){4)-4(c)(l). 
fc)  Plan  restructuring— {1)  General 
rule.  A  plan  may  be  treated,  in 
accordance  with  this  paragraph  (c),  as 
consisting  of  two  or  more  component 
plans  for  purposes  of  determining 
whether  the  plan  satisfies  section 
401(a)(4).  If  each  of  the  component 
plans  of  a  plan  satisfies  all  of  the 
requirements  of  sections  401(a)(4)  and 
410(b)  as  if  it  were  a  separate  plan,  then 
the  plan  is  treated  as  satisfying  section 
401(a)(4). 

(2)  Identification  of  component  plans. 
A  plan  may  be  restructured  into 
component  plans,  each  consisting  of  all 
the  allocations,  accruals,  and  other 
benefits,  rights,  and  features  provided  to 
a  selected  group  of  employees.  The 
employer  may  select  the  group  of 
employees  used  for  this  purpose  in  any 
manner,  and  the  composition  of  the 
groups  may  be  changed  from  plan  year 

■  to  plan  year.  Every  employee  must  be 
included  in  one  and  only  one 
component  plan  iinder  the  same  plan 
for  a  plan  year. 

(3)  Satisfaction  of  section  401(a)(4)  by 
a  component  p7an—- (i)  General  rule.  The 
rules  applicable  in  detennining  whether 
a  component  plan  satisfies  section 
401(a)(4)  are  the  same  as  those 
applicable  to  a  plan.  Thus,  for  this 
purpose,  any  reference  to  a  "plan"  in 
section  401(a)(4)  and  the  regulations 
thereunder  (other  than  this  paragraph 
(c))  is  interpreted  as  a  reference  to  a 
"component  plan."  As  is  true  for  a  plan, 
whether  a  comp>onent  plan  satisfies  the 
uniformity  and  other  requirements 
applicable  to  safe  harbor  plans  under 

§§  1.401(a)(4)-2(b)  and  1.401(a)(4)-3(b) 
is  determined  on  a  design  basis.  Thus, 
for  example,  plan  provisions  are  not 
disregarded  merely  because  they  do  not 
currently  apply  to  employees  in  the 
component  plan  if  they  will  apply  to 
those  employees  as  a  result  of  tne  mere 
passage  of  time. 

(ii)  Certain  testing  rules  involving 
averaging.  The  safe  harbor  in 
§  1.401(a)(4)-2(b)(3)  for  plans  with 
uniform  points  allocation  formulas  are 
not  available  in  testing  (and  thus  cannot 
be  satisfied  by)  contributions  under  a 
component  plan.  See  §§  1.401(k}- 
l(b)(3)(iii)  and  1.401(m)-l(b)(3)(iii)  for 
rules  regarding  the  inappUcability  of 
restructuring  to  section  401  (k)  plans  and 
section  401(m)  plans. 


(4)  Satisfaction  of  section  410(b)  by  a 
component  plan — (i)  General  rule,  llie 
rules  applicable  in  determining  whether 
a  component  plan  satisfies  section 
410(b)  are  generally  the  same  as  those 
applicable  to  a  plan.  However,  a 
component  plan  is  deemed  to  satisfy  the 
average  benefit  percentage  test  of 
§  1.410(b}-5  if  the  plan  of  which  it  is  a 
part  satisfies  §  1.410(b>-5  (without 
regard  to  §  1.410(b)-5(f)).  In  the  case  of 
a  component  plan  that  is  part  of  a  plan 
that  relies  on  §  1.410(b)-5(f)  to  satisfy 
the  average  benefit  percentage  test,  the 
component  plan  is  deemed  to  satisfy  the 
average  benefit  percentage  test  only  if 
the  component  plan  separately  satisfies 
§  1.410(b)-5(f)).  In  addition,  all 
component  plans  of  a  plan  are  deemed 
to  satisfy  the  average  benefit  percentage 
test  if  the  plan  makes  an  early 
retirement  window  benefit  (within  the 
meaning  of  §  1.401(a)(4)-3(f)(4)(iii)) 
currently  available  (within  the  meaning 
of  §  1.401(a)(4)-3(f)(4)(ii)(A))  to  a  group 
of  employees  that  satisfies  section 
410(b)  (without  regard  to  the  average 
benefit  percentage  test),  and  if  it  woxild 
not  be  necessary  for  the  plan  or  any  rate 
group  or  component  plan  of  the  plan  to 
satisfy  that  test  in  order  for  the  plan  to 
satisfy  sections  401(a)(4)  and  410(b)  in 
the  absence  of  the  early  retirement 
window  benefit. 

(ii)  Relationship  to  satisfaction  of 
section  410(b)  by  the  plan.  Satisfaction 
of  section  410(b)  by  a  component  plan 
is  relevant  solely  for  purposes  of 
determining  whether  the  plan  of  which 
it  is  a  part  satisfies  section  401(a)(4), 
and  not  for  purposes  of  determining 
whether  the  plan  satisfies  section  410(b) 
itself.  The  plan  must  still  independently 
satisfy  section  410(b)  in  order  to  be  a 
qualified  plan.  Similarly,  satisfaction  of 
section  410(b)  by  a  plan  is  relevant 
solely  for  purposes  of  determining 
whether  the  plan,  and  not  the 
component  plan,  satisfies  section 
410(b).  Thus,  for  example,  a  component 
plan  that  does  not  satisfy  the  ratio 
percentage  test  of  §  1.410(b)-2(b)(2) 
must  still  satisfy  the  average  benefit  test 
of  §  l.4l0(b)-2(b)(3),  even  though  the 
plan  of  which  it  is  a  part  satisfies  the 
ratio  percentage  test 

(5)  Effect  of  restructuring  under  other 
sections.  The  restructuring  rules 
provided  in  this  paragraph  (c)  apply 
solely  for  purposes  of  sections  401(a)(4) 
and  410(7),  and  those  portions  of 
sections  410(b),  414(s),  and  any  other 
provisions  that  are  specifically 
applicable  in  detennining  whether  the 
requirements  of  section  410(a)(4)  are 
satisfied.  Thus,  for  example,  a 
component  plan  is  not  treated  as  a 
separate  plan  under  section  401(a)(26). 
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(6)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (c): 

Example  1.  Employer  X  maintains  a 
defined  benefit  plan.  The  plan  provides  a 
normal  retirement  benefit  equal  to  1.0 
percent  of  average  annual  compensation 
times  years  of  service  to  employees  at  Plant 
S.  and  1.5  percent  of  average  annual 
compensation  times  years  of  service  to 
employees  at  Plant  T.  Under  paragraph  (c)(2) 
of  this  section,  the  plan  may  be  treated  as 
consisting  of  two  component  defined  benefit 
plans,  one  providing  retirement  benefits 
equal  to  1.0  percent  of  average  annual 
compensation  times  years  of  service  to  the 
employees  at  Plant  S.  and  another  providmg 
benefits  equal  to  1.5  percent  of  average 
annual  compensation  times  years  of  service 
to  employees  at  Plant  T.  If  each  component 
plan  satisfies  sections  401(a)(4)  and  410(b)  as 
if  it  were  a  separate  plan  under  the  rules  of 
this  paragraph  (c).  then  the  entire  plan 
satisfies  section  401(a)(4). 

Example  2.  (a)  Employer  Y  maintams  Plan 
A.  a  defined  benefit  plan,  for  its  Employees 
M.  N.  O.  P.  Q,  and  R.  Plan  A  provides 
benefits  under  a  uniform  formula  that 
satisfies  the  requirements  of  §  1.401(a)(4)- 
3(b)(2)  and  (b)13)  before  it  is  amended  on 
February  14, 1994.  The  amendment  provides 
an  early  retirement  window  benefit  that  is  a 
subsidized  optional  form  of  benefit  under 
§  1.401{a)(4)-3(b)(2)(iii)  and  that  is  available 
on  the  same  terms  to  all  employees  who 
satisfy  the  eligibility  requirements  for  the 
window.  The  early  retirement  window 
benefit  is  available  only  to  employees  who 
retire  between  June  1. 1994.  and  November 
30  1994. 

(b)  Assume  that  Employees  M.  N.  and  O 
will  be  eligible  to  receive  the  window  benefit 
by  the  end  of  the  window  period  and 
Employees  P.  Q.  and  R  will  not.  Because 
substantially  all  employees  will  not  satisfy 
the  eligibility  requirements  for  the  early 
retirement  window  benefit  by  the  close  of  the 
early  retirement  window  benefit  period.  Plan 
A  fails  to  satisfy  the  uniform  subsidies 
requirement  of  §  1.401(a)(4)-3(b)(2)(iii).  See 

§  1.401(a)(4)-3(b)(2)(vi).  Example  6. 

(c)  Under  paragraph  (c)(2)  of  this  section. 
Employees  M.  N.  O.  P.  Q,  and  R  may  be 
grouped  into  two  component  plans,  one 
consisting  of  Employees  M.  N,  and  O  and  all 
their  accruals  and  other  benefits,  rights,  and 
features  under  the  plan  (including  the  early 
retirement  window  benefit),  and  another 
consisting  of  Employees  P.  Q.  and  R.  and  all 
their  accruals  and  other  benefits,  rights,  and 
features  under  the  plan.  Each  of  the 
component  plans  identified  in  this  manner 
satisfies  the  uniform  subsidies  requirement  of 
§  1.401(a)(4)-3(b)(2)(iii).  and  thus  satisfies 

§  1.401(a)(4)-3(b).  If  each  of  these  component 
plans  also  satisfies  section  410(b)  (including, 
if  applicable,  the  reasonable  classification 
requirement  of  §  1.410(b)-4(b))  as  if  it  were 
a  separate  plan  under  the  rules  of  this 
paragraph  (c).  then  the  entire  plan  satisfies 
section  401(a)(4). 

Example  3.  (a)  Employer  Z  maintains  Plan 
B,  a  defined  benefit  plan  with  a  benefit 
fonnula  that  provides  two  percent  of  average 
annual  compensation  for  each  year  of  service 
up  to  20  to  each  employee.  Assume  that  Plan 
B  would  satisfy  the  fractional  accrual  rule 


safe  harbor  in  8 1.401(a)(4)-3(b)(4),  except 
that  some  employees  accrue  a  portion  of  their 
normal  retirement  benefit  in  the  current  plan 
year  that  is  more  than  one  third  larger  than 
the  portion  of  the  same  benefit  accrued  by 
other  employees  for  the  current  plan  year, 
and  the  plan  therefore  fails  to  satisfy  the  one- 
third-larger-requirement  of  S  1.401(a)(4)- 
3(b)(4)(i)(C)(l). 

(b)  Employer  Z  restructures  Plan  B  mto  two 
plans,  one  covering  employees  with  30  years 
or  less  of  service  at  normal  retirement  age, 
and  the  other  covering  all  other  employees. 
Each  component  plan  would  separately 
satisfy  the  one-third-larger  requirement  of 
§  1.401(a)(4)-3(b)(4)(i)(C)(I)  if  the  only 
employees  taken  into  account  were  those 
employees  included  in  the  component  plan 
in  the  current  plan  year.  Under  paragraph 
(c)(3)(i)  of  this  section  and  S  1.401(a)(4)- 
3(b)(4)(i)(C)(l).  however,  the  component 
plans  do  not  satisfy  the  one-third-larger 
requirement  because  the  safe  harbor 
determination  is  made  taking  into  account 
the  effect  of  the  plan  benefit  fonnula  on  any 
potential  employee  in  the  component  plan 
(other  than  employees  with  more  than  33 
years  of  service  at  normal  retirement  age), 
and  not  just  those  employees  included  in  the 
component  plan  in  the  current  plan  year. 


f  1 .401  (aK4)-1 0    Testing  of  former 
employees. 

(a)  Introduction.  This  section  provides 
rules  for  determining  whether  a  plan 
satisfies  the  nondiscriminatory  amount 
and  nondiscriminatory  availability 
requirements  of  §  1.401(a)(4)-l(b)(2)  and 
(3),  respectively,  with  respect  to  former 
employees.  Generally,  this  section  is 
relevant  only  in  the  case  of  benefits 
provided  through  an  amendment  to  the 
plan  effective  in  the  current  plan  year. 
See  the  definitions  of  employee  and 
former  employee  in  §  1.401(a)(4)-12. 

(b)  Nonaiscrimation  in  amount  of 
contributions  or  benefits — (1)  General 
rule.  A  plan  satisfies  §  1.401(a)(4)- 
1(b)(2)  with  respect  to  the  amount  of 
contributions  or  benefits  provided  to 
former  employees  if,  under  all  of  the 
facts  and  circumstances,  the  amount  of 
contributions  or  benefits  provided  to 
former  employees  does  not  discriminate 
significantly  in  favor  of  former  HCEs. 
For  this  purpose,  contributions  or 
benefits  provided  to  former  employees 
includes  all  contributions  or  benefits 
provided  to  former  employees  or.  at  the 
employer's  option,  only  those 
contributions  or  benefits  arising  out  of 
the  amendment  providing  the 
contributions  or  benefits.  A  plan  under 
which  no  former  employee  currently 
benefits  (within  the  meaning  of 
§  1.410(b)-3(b))  is  deemed  to  satisfy  this 
paragraph  (b). 

(2)  Permitted  disparity.  Section  401(/J 
and  §  1.401(a)(4)-7  generally  apply  to 
benefits  provided  to  former  employees 
in  the  same  manner  as  those  provisions 
apply  to  employees.  Thus,  for  example, 


for  purposes  of  determining  a  former 
employee's  cumulative  permitted 
disparity  limit,  the  sum  of  the  former 
employee's  total  annual  disparity 
fractions  (within  the  meaning  of 
§  1.401(/)-5)  as  an  employee  continues 
to  be  taken  into  account.  However,  the 
permitted  disparity  rate  applicable  to  a 
former  employee  is  determined  under 
§  1.401(/}-3(e)  as  of  the  age  the  former 
employee  commenced  receipt  of 
benefits,  not  as  of  the  date  the  employee 
receives  the  accrual  for  the  current  plan 

year.  ,  , 

(3)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (b): 

Eramp/e  1.  Employer  X  maintains  a 
section  401(/)  plan.  Plan  A,  that  uses 
maximum  permitted  disparity.  Plan  A  is 
amended  to  increase  the  benefits  of  all  former 
employees  in  pay  status.  The  percentage 
increase  for  each  former  employee  is 
reasonably  comparable  to  the  adjustment  in 
social  security  benefits  under  section 
215(i)(2)(A)  of  the  Social  Security  Act  since 
the  former  employee  commenced  receipt  of 
benefits.  Plan  A  does  not  fail  to  satisfy  this 
paragraph  (b)  merely  t)ecause  of  the 
amendment. 

Example  2.  The  facts  are  the  same  as  in 
Example  1 ,  except  that  the  amendment 
provides  an  across-the-lxiard  20  percent 
increase  in  benefits  for  all  former  employees 
in  pay  status.  The  cost  of  living  has  increased 
at  an  average  rate  of  three  percent  in  the  two 
years  preceding  the  amendment,  and  some 
HCEs  have  retired  and  become  former  HCEs 
during  that  period.  Because  this  amendment 
increases  the  disparity  in  the  plan  formula 
beyond  the  maximum  permitted  disparity 
adjusted  for  any  reasonable  approximation  of 
the  increase  in  the  cost  of  living  since  the 
HCEs  retired.  Plan  A  discriminates 
significantly  in  favor  of  former  HCEs.  and 
thus  does  not  satisfy  this  paragraph  (b). 

Example  3.  The  facts  are  the  same  as  in 
Example  1.  except  that  Plan  A  is  only 
amended  to  increase  the  benefits  of  former 
employees  in  pay  status  who  terminated 
employment  with  Employer  X  after  attaining 
eariy  retirement  age.  The  detarmination  of 
whether  the  amendment  causes  Plan  A  to  fail 
to  satisfy  this  paragraph  (b)  must  take  into 
account  the  relative  numbers  of  former  HCEs 
and  former  NHCEs  who  have  terminated 
employment  with  Employer  X  after  attaining 
early  retirement  age. 

(c)  Nondiscrimination  in  availability 
of  benefits,  rights,  or  features.  A  plan 
satisfies  section  401(a)(4)  with  respect  to 
the  availability  of  benefits,  rights,  and 
features  provided  to  former  employees  if 
any  change  in  the  availability  of  any 
benefit,  right,  or  feature  to  any  former 
employee  is  applied  in  a  manner  that, 
under  all  of  the  facts  and  circumstances, 
does  not  discriminate  significantly  in 
favor  of  former  HCEs.  For  purposes  of 
demonstrating  that  a  plan  satisfies 
section  401(a)(4)  with  respect  to  the 
availabihty  of  loans  provided  to  former 
employees,  an  employer  may  treat 
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former  employees  who  are  parties  in 
interest  within  the  meaning  of  section 
3(14)  of  the  Employee  Retirement 
Income  Security  Act  of  1974  as 
employees. 

§  1 .401  (aK4)-1 1    AddMonat  rutes. 

(a)  Introduction.  This  section  provides 
additional  rules  for  determining 
whether  a  plan  satisfies  section 
401(a)(4).  Paragraph  (b)  of  this  section 
provides  rules  for  the  treatment  of  the 
portion  of  an  employee's  accrued 
benefit  or  account  balance  that  is 
attributable  to  rollovers,  transfers 
between  plans,  and  employee  buybacks. 
Paragraph  (c)  of  this  section  provides 
rules  regarding  vesting.  Paragraph  (d)  of 
this  section  provides  rules  regarding 
service  crediting.  Paragraph  (e)  of  this 
section,  regarding  family  aggregation, 
and  paragraph  (f)  of  this  section, 
regarding  governmental  plans,  are 
re.served.  Paragraph  (g)  of  this  section 
provides  rules  regarding  the  extent  to 
which  retroactive  amendments  may  be 
made  for  purposes  of  section  401(a). 

(b)  Rollovers,  transfers,  and 
buybacks — (1)  Rollovers  and  elective 
transfers.  The  portion  of  an  employee's 
accrued  benefit  or  account  balance 
under  a  plan  that  is  attributable  to 
rollover  (including  direct  rollover) 
contributions  to  the  plan  that  are 
described  in  section  402(c),  402(e)(6). 
403(a)(4),  403(a)(5),  or  408(d)(3),  or 
elective  transfers  to  the  plan  that  are 
described  in  §  1.411(d)-4.  Q&A-3(b).  is 
not  taken  into  account  in  determining 
whether  the  plan  satisfies  the 
nondiscriminatory  amount  requirement 
of§1.40l(a)(4)-l(b)(2). 

(2)  Other  transfers.  (Reserved) 

(3)  Employee  buybacks — (i)  Rehired 
employee  buyback  of  previous  service. 
An  employee's  repayment  to  a  plan  of 
a  prior  distribution  from  the  plan 
(including  reasonable  interest  from  the 
time  of  the  distribution)  that  results  in 
the  restoration  of  the  employee's 
accrued  benefit  under  the  plan  (or  the 
service  associated  with  that  accrued 
benefit)  that  would  otherwise  be 
disregarded  in  determining  the 
employee's  accrued  benefit  in 
accordance  with  section  411  on  account 
of  the  distribution  is  not  treated  as  an 
employee  contribution  for  purposes  of 
§§  1.401(a)(4)-l  through  1.401(a)(4)-13. 

(ii)  Make-up  of  missed  employee 
contributions.  If  a  contributory  DB  plan 
gives  all  employees  who  did  not  make 
employee  contributions  for  a  prior 
period  the  right  to  make  the  missed 
contributions  at  a  later  date  (including 
reasonable  interest  from  the  time  of  the 
missed  contributions)  and,  once  the 
contributions  have  been  made, 
determines  benefits  under  the  plan  by 


treating  the  employee  contributions 
(excluding  the  interest)  as  if  they  were 
actually  made  during  that  prior  period. 
then  those  contributions  must  satisfy 
§  1.401(a)(4}-6(c)  as  if  they  were 
employee  contributions  actually  made 
during  that  prior  period.  Thus,  for 
example  §  1.401{a)(4)-6(c)(2)  is  not 
satisfied  for  the  current  plan  year  if  the 
employee  contribution  rate  (within  the 
meaning  of  §  1.401(a)(4)-6(b)(2)(ii)(A) 
but  determined  without  regard  to  the 
interest)  for  the  employees  making  up 
missed  contributions  is  different  than 
the  employee  contribution  rate 
applicable  to  other  employees  during 
the  prior  period.  The  rule  in  this 
paragraph  (b)(3)(ii)  may  be  extended  to 
employees  who  did  not  make  employee 
contributions  for  a  period  of  service  that 
is  or  would  otherwise  have  been 
credited  under  the  plan  and  that 
preceded  their  participation  in  the  plan. 

(c)  Vesting — (1)  General  rule.  A  plan 
satisfies  this  paragraph  (c)  if  the  manner 
in  which  employees  vest  in  their 
accrued  benefits  imder  the  plan  does 
not  discriminate  in  favor  of  HCEs. 
Whether  the  manner  in  which 
employees  vest  in  their  accrued  benefits 
under  a  plan  discriminates  in  favor  of 
HCEs  is  determined  under  this 
paragraph  (c)  based  on  all  of  the 
relevant  facts  and  circumstances,  taking 
into  account  any  relevant  provisions  of 
sections  401(a)(5)(E),  411(a)(10), 
411(d)(1).  411(d)(2),  411(d)(3),  411(e), 
and  420(c)(2),  and  taking  into  accoimt 
any  plan  provisions  that  affect  the 
nonforfeitability  of  employees'  accrued 
benefits  (e.g.,  plan  provisions  regarding 
suspension  of  benefits  permitted  under 
.  section  411(a)(3)(B)),  other  than  the 
method  of  crediting  years  of  service  for 
purposes  of  applying  the  vesting 
schedule  provided  in  the  plan. 

(2)  Deemed  equivalence  of  statutory 
vesting  schedules.  For  purposes  of  this 
paragraph  (c),  the  manner  in  which 
employees  vest  in  their  accrued  benefits 
under  the  vesting  schedules  in  section 
41>(a)(2)  (A)  and  (B)  are  treated  as 
equivalent  to  one  another,  and  the 
manner  in  which  employees  vest  in 
their  accrued  benefits  under  the  vesting 
schedules  in  section  416(b)(1)  (A)  and 
(B)  are  treated  as  equivalent  to  one 
another. 

(3)  Safe  harbor  for  vesting  schedules. 
The  manner  in  which  employees  vest  in 
their  accrued  benefits  under  a  plan  does 
not  discriminate  in  favor  of  HCEs  if  each 
combination  of  plan  provisions  that 
affect  the  nonforfeitability  of  any 
employee's  accrued  benefit  would 
satisfy  the  nondiscriminatory 
availability  requirements  of 

§  1.401(a)(4)-4  if  that  combination  were 
another  right  or  feature. 


(4)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (c): 

Example  1.  Plan  A  provides  the  six-year 
graded  vesting  schedule  described  In  section 
416(b)(1)(B).  In  1996,  Plan  A  is  amended  to 
provide  the  five-year  vesting  schedule 
described  in  section  411(a)(2)(A).  To  comply 
with  section  411(a)(10)(B),  the  plan 
amendment  also  provides  that  all  employees 
with  at  least  three  years  of  service  may  elect 
to  retain  the  prior  vesting  schedule.  The 
manner  in  which  employees  vest  in  their 
accrued  benefits  under  Plan  A  does  not 
discriminate  in  fiavor  of  HCEs  merely  t>ecause 
the  prior  vesting  schedule  continues  to  apply 
to  the  accrued  benefits  of  electing  employees, 
even  if,  at  the  time  of  the  election  or  in  future 
years,  the  prior  vesting  schedule  applies  only 
to  a  group  of  employees  that  does  not  satisfy 
section  410(b). 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  except  that,  for  administrative 
convenience  in  complying  with  section 
411(a)(10)(B).  the  plan  amendment 
automatically  provides  all  employees 
employed  on  the  date  of  the  amendment  with 
the  higher  of  the  nonforfeitable  percentages 
determined  under  either  schedule.  The 
manner  in  which  employees  vest  in  their 
aqcrued  l>enefits  under  Plan  A  does  not 
discriminate  in  favor  of  HCEs  merely 
because,  for  administrative  convenience  in 
complying  with  section  411(a)(10),  the 
amendment  exceeds  the  requirements  of 
section  411(a)(10).  The  result  would  be  the 
same  if  the  plan  amendment  automatically 
provided  the  higher  of  the  nonforfeitable 
percentages  only  to  those  employees  with  at 
least  three  years  of  service. 

Example  3.  (a)  Employer  Y  maintains  Plan 
B  covering  all  of  its  employees.  On  January 
1. 1996.  Employer  Y  sells  Division  M  to 
Employer  Z.  and  all  the  employees  in 
Division  M  l)ecome  employees  of  Employer 
Z.  Employer  Y  obtains  a  determination  letter 
that  the  resulting  cessation  of  participation 
by  these  employees  in  Plan  B  constitutes  a 
partial  termination.  Therefore,  in  order  to 
satisfy  section  411(d)(3),  Plan  B  fully  vests 
the  accrued  benefit  of  each  of  the  employees 
of  Division  M  whose  participation  In  Plan  B 
ceased  as  a  result  of  the  sale  on  January  1, 
1996. 

(b)  The  manner  in  which  employees  vest 
in  their  accrued  benefits  under  Plan  B  does 
not  discriminate  in  favor  of  HCEs  merely 
t)ecause.  in  order  to  satisfy  section  411(d)(3), 
the  accrued  benefits  of  all  employees  a^ected 
by  the  partial  termination  become  fully 
vested.  This  is  true  even  if  the  a^ected  group 
of  employees  does  not  satisfy  section  410(b). 

Example  4.  (a)  The  facts  are  the  same  as  in 
Example  3,  except  that  Employer  Y  does  not 
obtain  a  determination  letter  that  the  sale  of 
Division  M  to  Employer  Z  will  cause  a  partial 
termination.  Instead,  bstsed  on  its  reasonable 
belief  that  the  sale  will  cause  a  partial 
termination,  and  in  order  to  ensure  that  Plan   . 
B  will  satisfy  section.411(d)(3),  Employer  Y 
amends  Plan  B  to  vest  fully  the  accrued 
benefit  on  January  1, 1996  of  each  of  the 
employees  it  reasonably  believes  to  be  an 
affected  employee. 

(b)  The  manner  in  which  employees  vest 
in  their  accrued  benefits  under  Plan  B  does 
not  discriminate  in  &var  of  HCEs  merely 
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because,  based  on  Employer  Y's  reasonable 
belief  that  the  sale  will  cause  a  partial 
termination,  Plan  B  is  amended  to  vest  fully 
the  accrued  benefits  of  each  of  the  employees 
it  reasonably  believes  to  bo  an  affected 
employee. 

(d)  Service-crediting  rules — (1) 
Overview— (i)  In  general.  A  plan  does 
not  satisfy  this  paragraph  (d)  with 
respect  to  the  manner  in  which  service 
is  credited  under  the  plan  unless  the 
plan  satisfies  paragraph  (d)(2)  of  this 
section.  Paragraph  (d)(3)  of  this  section 
provides  rules  for  determining  whether 
service  other  than  actual  service  with 
the  employer  may  be  taken  into  account 
in  determining  whether  a  plan  satisfies 
§  1.401(a)(4)-l(b)(2)  or  {b)(3).  The  rules 
of  this  paragraph  (d)  apply  separately  to 
service  credited  under  a  plan  for  each 
different  purpose  under  Die  plan. 
including,  but  not  limited  to: 
application  of  the  benefit  formula 
(benefit  service),  application  of  the 
accrual  method  (accrual  service), 
application  of  the  vesting  schedule 
(vesting  service),  entitlement  to  beneHts. 
rights  and  features  (entitlement  service), 
and  application  of  the  requirements  for 
eligibility  to  participate  in  the  plan 
(eligibility  service). 

(ii)  Special  rule  for  pre-effective  date 
service.  A  plan  is  deemed  to  satisfy  this 
paragraph  (d)  with  respect  to  service 
credited  for  periods  prior  to  the  effective 
date  applicable  to  the  plan  under 
§  1.401(a)(4)-13  (a)  or  (b)  under  a  plan 
provision  adopted  and  in  effect  as  of 
February  11. 1993  (and  any  such  service 
may  be  taken  into  account  for  purposes 
of  satisfying  §  1.401(a)(4)-l  (b)(2)  or 
(b)(3)),  if  the  plan  satisfied  the 
applicable  nondiscrimination 
requirements  with  respect  to  the 
services  that  were  in  effect  for  all 
relevant  periods  prior  to  the  applicable 
effective  date. 

(2)  Manner  of  crediting  service— (i) 
General  rule.  A  plan  satisfies  this 
paragraph  (d)(2)  if,  on  the  basis  of  all  of 
the  relevant  facts  and  circumstances,  the 
manner  in  which  employees'  service  is 
credited  for  all  purposes  under  the  plan 
does  not  discriminate  in  favor  of  NCEs. 

(ii)  Equivalent  service-crediting 
methods.  For  purposes  of  this  paragraph 
(d)(2),  a  service-crediting  method  used 
for  a  specified  purpose  that  is  based  on 
hours  of  service,  as  provided  in  29  CFR 
2530.200b-2,  and  a  service-crediting 
method  used  for  the  same  purpose  that 
is  based  on  one  of  the  equivalences  set 
forth  in  29  CFR  2530.200b-3.  are  treated 
as  equivalent  if  the  service-crediting 
methods  are  otherwise  the  same. 

(iii)  Safe  harbor  for  service-crediting. 
The  manner  in  which  service  is  credited 
under  a  plan  for  a  specified  purpose 
satisfies  this  paragraph  (d)(2)  if  each 


combination  of  service-crediting 
provisions  applied  for  that  purpose 
would  satisfy  the  nondiscriminatory 
availability  requirements  of 
§  1.401(a)(4)-4  if  that  combination  were 
another  right  or  feature. 

(iv)  Examples.  The  following 
examples  illustrate  the  rules  in  this 
paragraph  (d)(2); 

Example  1.  (a)  Plan  A  covers  both  salaried 
employees  and  houriy  employees.  All  of  the 
HCEs  in  Plan  A  are  salaried  employees.  For 
administrative  convenience,  salaried 
employees  in  Plan  A  (none  of  whom  are  part- 
time)  have  their  years  of  service  calculated  in 
accordance  with  the  elapsed  time  provisions 
in  S  1.410(a)-7.  Hourly  employees  in  Plan  A 
(most  of  whom  are  schedule  to  work  2,000 
hours  in  a  year)  have  their  hours  of  service 
calculated  in  accordance  with  29  CTR 
2530.200l)-2  and  are  credited  with  a  year  of 
service  for  each  plan  year  in  which  they 
complete  1,000  hours  of  service. 

(b)  Plan  A  does  not  fail  to  satisfy  this 
paragraph  (d)(2)  merely  because  different 
service-crediting  provisions  are  applied  to 
salaried  and  hourly  employees  for 
administrative  convenience.  The  service- 
crediting  provisions  for  hourly  employees  in 
Plan  A  are  reasonably  comparable  to  the 
service-crediting  provisions  for  salaried 
employees.  This  is  because  the  amount  of 
service  credited  to  hourly  employees  who 
complete  fewer  than  1,000  hours  of  service 
before  termination  of  employment  (i.e.,  quit, 
retirement,  discharge,  or  death)  during  the 
plan  year  (and  are  treated  less  favorably  than 
the  salaried  employees  with  the  same  period 
of  employment  during  the  plan  year)  is 
balanced  by  the  amount  of  service  credited 
to  hourly  employees  who  complete  more 
than  1,000  hours  of  service  before 
termination  of  employment  during  the  plan 
year  (who  are  treated  more  favorably  than  the 
salaried  employees  with  the  same  period  of 
employment  during  the  plan  year). 

Example  2.  (a)  The  facts  are  the  same  as  in 
Example  1.  except  Plan  A  requires  hourly 
employees  to  complete  2,000  hours  of  service 
in  order  to  bo  credited  with  a  full  year  of 
service,  with  a  pro  rata  reduction  for  hourly 
employees  who  complete  fewer  than  2.000 
hours  of  service. 

(b)  Plan  A  does  not  fail  to  satisfy  this 
paragraph  (d)(2)  merely  because  different 
service-crediting  provisions  are  applied  to 
salaried  and  hourly  employees  for 
administrative  convenience.  The  service- 
crediting  provisions  for  hourly  employees  in 
Plan  A  are  reasonably  comparable  to  the 
service-crediting  provisions  for  salaried 
employees.  This  is  because  the  amount  of 
service  credited  to  hourly  employees  whose 
employment  terminates  (i.e.,  quit,  retire,  are 
discharged,  or  die)  during  the  plan  year  is 
reasonably  comparable  to  tne  amount  of 
service  credited  to  salaried  employees  whose 
employment  is  terminated  during  the  plan 
year  with  the  same  period  of  employment 
during  the  plan  year. 

(3)  Service-crediting  period— {i) 
Limitation  on  service  taken  into 
account— (A)  General  rule.  Except  as 
otherwise  provided  in  this  paragraph 


(d)(3),  service  for  periods  in  which  an 
employee  does  not  perform  services  as 
an  employee  of  the  employer  or  in 
which  the  employee  did  not  participate 
in  the  plan  may  not  be  taken  into 
account  in  determining  whether  the 
plan  satisfies  §  1.401(a)(4)-l  (b)(2)  and 
(b)(3).  In  addition,  in  determining 
whether  a  plan  satisfies  §  1.401(a)(4)-l 
(b)(2)  and  03)(3),  no  more  than  one  year 
of  service  may  be  taken  into  account 
with  respect  to  any  12-consecutive- 
month  period  (with  adjustments  for 
shorter  periods,  if  appropriate)  unless 
the  additional  service  is  required  to  be 
credited  under  section  410  or  411, 
whichever  is  applicable. 

(B)  Past  service.  Notwithstanding 
paragraph  (d)(3)(i)(A)  of  this  section, 
service  for  periods  in  which  an 
employee  did  not  participate  in  a  plan, 
but  in  which  the  employee  would  nave 
participated  in  the  plan  but  for  the  fact 
that  the  plan  (or  the  plan  amendment 
extending  coverage  to  the  employee) 
was  not  in  existence  during  that  period, 
may  be  taken  into  account  in 
determining  whether  the  plan  satisfies 
§  1.401(a)(4)-l  (b)(2)  and  (b)(3).  This  is 
because  service  for  such  periods 
generally  would  have  been  credited  for 
the  employee  but  for  the  timing  of  the 
plan  establishment  or  amendment,  and 
the  timing  of  the  plan  establishment  or 
amendment  must  satisfy  §  1.401(a)(4)- 
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(C)  Pre-participation  and  imputed 

sen'ice.  Notwithstanding  paragraph 
(d)(3)(i)(A)  of  this  section,  to  the  extent 
that  a  plan  treats  pre-participation 
service  and  imputed  service  as  actual 
service  with  the  employer,  such  service 
may  be  taken  into  account  in 
determining  whether  the  plan  satisfies 
§  1.401(a)(4)-l  (b)(2)  and  (b)(3)  if  the 
service  satisfies  each  of  the 
requirements  in  paragraph  (d)(3)(iii)  of 
this  section  and,  in  the  case  of  imputed 
service,  applies  the  additional  rules  in 
paragraph  (d)(3)(iv)  of  this  section. 

(D)  Additional  limitations  on  service- 
crediting  in  the  case  of  certain  offsets. 
Notwithstanding  paragraph  (d)(3)(i)  (B) 
and  (C)  of  this  section,  if  a  plan  credits 
benefit  service  or  accrual  service  under 
paragraph  (d)(3)(i)  (B)  or  (C)  of  this 
section  for  a  period  before  an  employee 
becomes  a  participant  in  the  plan,  but 
offsets  the  benefits  determined  under 
the  plan  by  benefits  under  another  plan 
(whether  or  not  qualified  or  terminated) 
that  are  attributable  to  the  same  period 
for  which  that  service  is  credited,  then 
that  service  may  not  be  taken  into 
account  for  purposes  of  determining 
whether  the  first  plan  satisfies 

§  1.401(a)(4)-l  (b)(2)  or  {b)(3)  unless  the 
offset  provision  applies  on  the  same 
basis  to  all  similarly-situated  employees 
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(within  the  meaning  of  paragraph 
(d)(3)(iii)(A)  of  this  section). 

(ii)  Definitions— [A]  Pre-participation 
service.  For  purposes  of  this  section, 
pre-participation  service  includes  all 
years  of  service  credited  under  a  plan, 
foi  years  of  service  with  the  employee 
or  a  prior  employer  for  periods  before 
the  employee  commenced  or 
recommenced  participation  in  the  plan 
(other  than  the  service  described  in 
paragraph  (d)(3)(i](B)  of  this  section). 

(B)  Imputed  service.  For  purposes  of 
this  section,  imputed  service  includes 
any  swrvice  credited  for  periods  after  an 
employee  has  commenced  participation 
in  a  plan  while  the  employee  is  not 
performing  services  as  an  employee  for 
the  employer  (including  a  period  in 
which  the  employee  performs  services 
for  another  employer,  e.g.,  a  joint 
venture),  or  while  the  employee  has  a 
reduced  work  schedule  and  would  not 
otherwise  be  credited  with  service  at  the 
level  being  credited  under  the  general 
terms  of  the  plan. 

(iii)  Requirements  for  pre- 
participation  and  imputed  service — (A) 
Provision  applied  to  all  similarly- 
situated  employees — (1)  General  rule.  A 
plan  provision  crediting  pre- 
participation  service  or  imputed  service 
to  any  HCE  must  apply  on  the  same 
terms  to  all  similarly-situated  NHCEs. 
Whether  two  employees  are  similarly 
situated  for  this  purpose  must  be 
determined  based  on  reasonable 
business  criteria,  generally  taking  into 
account  only  the  circumstances 
resulting  in  the  employees  being 
covered  under  the  plan  or  being  granted 
imputed  service  and  on  the  situation  of 
the  employees  (e.g.,  the  plan  in  which 
the  employees  benefit  or  the  employer 
by  which  they  are  employed)  during  the 
period  for  which  the  pre-participation 
service  or  imputed  service  is  credited. 
For  example,  employees  who  enter  a 
plan  as  a  result  of  a  particular  merger 
and  who  participated  in  the  same  plan 
of  a  prior  employer  are  generally 
similarly  situated.  As  another  example, 
employees  who  are  transferred  to 
different  joint  ventures  or  different 
spun-off  divisions  are  generally  not 
similarly  situated. 

(2)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph 
(d)(3){iii)(A): 

Example  1.  Employer  X  maintains  defined 
benefit  Plans  A  and  B  and  defined 
contribution  Plan  C  Plan  A  covers  all 
employees  who  work  at  the  headquarters  of 
Employer  X.  Plan  B  covers  some  employees 
In  Division  M  of  Employer  X,  and  Plan  C 
covers  the  other  employees  of  Division  M. 
Plans  B  and  C  have  not  been  aggregated  for 
purposes  of  satisfying  section  401(a)(4)  or 
410(b)  for  the  period  for  which  service  is 


being  credited.  Plan  A  provides  that, 
whenever  an  employee  covered  by  Plan  B 
transfers  from  Division  M  to  the 
headquarters,  the  employee's  service  credited 
under  Plan  B  is  credited  under  Plan  A,  and 
the  employee's  benefit  under  Plan  A  is  oBiset 
by  the  employee's  benefit  under  Plan  B. 
However,  Plan  A  provides  for  no  similar 
recognition  of  service  or  offset  for  employees 
covered  by  Plan  C  who  transfer  from  Division 
M  to  the  headquarters.  Plan  A  does  not  fall 
to  satisfy  this  paragraph  (d)(3)(iii](A)  merely 
because  it  credits  service  for  employees 
transferring  from  Plan  B  but  not  from  Plan  C, 
because  it  is  reasonable  to  treat  employees 
participating  in  different  plans  that  have  not 
been  aggregated  as  not  l>eing  similarly 
situated. 

Example  2.  The  facts  are  the  same  as  in 
Example  1,  except  that  Employer  X  acquires 
two  trades  or  businesses  from  different 
employers.  Employees  of  the  acquired  trades 
or  businesses  become  employees  of  Division 
M  and  become  covered  by  Plan  B.  In 
addition]  Plan  B  is  amended  to  credit  service 
with  one  of  the  trades  or  businesses  but  not 
the  other.  Plan  B  does  not  fail  to  satisfy  this 
paragraph  (d)(3)(iii)(A)  merely  because  it 
credits  service  for  one  acquired  trade  or 
business  but  not  another,  because  it  is 
reasonable  to  treat  employees  of  one  acquired 
trade  or  business  as  not  similarly  situated  to 
employees  of  another  acquired  trade  or 
business. 

(B)  Legitimate  business  reason — (1) 
General  rule.  There  must  be  a  legitimate 
business  reason,  based  on  all  the 
relevant  facts  and  circumstances,  for  a 
plan  to  credit  imputed  service  or  for  a 
plan  to  credit  pre-participation  service 
for  a  period  of  service  with  another 
employer. 

[2]  Relevant  facts  and  circumstances 
when  crediting  service  with  another 
employer.  The  following  are  examples 
of  relevant  facts  and  circumstances  for 
determining  whether  a  legitimate 
business  reason  exists  for  a  plan  to 
credit  pre-participation  or  imputed 
service  for  a  period  of  service  with 
another  employer  as  service  with  the 
employer:  whether  one  employer  has  a 
significant  ownership,  control,  or 
similar  interest  in,  or  relationship  with, 
the  other  employer  (though  not  enough 
to  cause  the  two  employers  to  be  treated 
as  a  single  employer  under  section  414); 
whether  the  two  employers  share 
interrelated  business  operations: 
whether  the  employers  maintain  the 
same  multiple-employer  plan;  whether 
the  employers  share  similar  attributes, 
such  as  operation  in  the  same  industry 
or  the  same  geographic  area;  and 
whether  the  employees  are  an  acquired 
group  of  employees  or  the  employees 
became  employed  by  the  other  employer 
in  a  transaction  between  the  two 
employers  that  was  a  stock  or  asset 
acquisition,  merger,  or  other  similar 
transaction  involving  a  change  in  the 
employer  of  the  employees  of  a  trade  or 


business.  Other  factors  may  also  be 
relevant  for  this  purpose,  such  as  ihe 
plan's  treatment  of  service  with  other 
employers  with  which  the  employer  has 
a  similar  relationship  and  the  type  of 
service  being  credited  (e.g.,  vesting 
service  as  compared  to  benefit  service  or 
accrual  service).  A  legitimate  business 
reason  is  deemed  to  exist  for  a  plan  to 
credit  military  service  as  service  with 
the  employer. 

[3]  Examples.  The  fbllowing  examples 
illustrate  the  rules  in  this  paragraph 
{d)(3)(iii)(b): 

Example  1.  Twenty  unrelated  employers 
jointly  sponsor  a  multiple-employer  plan  that 
covers  all  employees  of  the  employers.  From 
time  to  time,  employees  transfer  employment 
among  the  employers.  There  is  a  legitimate 
business  reason  for  a  disaggregated  portion  of 
the  plan  that  benefits  the  employees  of  one 
of  the  employers  to  treat  service  with  any  of 
the  other  employers  as  service  with  the 
employer. 

Example  2.  Employer  X  owns  20  percent 
of  the  outstanding  stock  of  Employer  Y.  From 
time  to  time,  employees  transfer  from 
Employer  X  to  Employer  Y  at  the  request  of 
Employer  X.  Employer  X  maintains  defined 
benefit  Plan  A.  Plan  A  provides  that  years  of 
service  include  an  employee's  years  of 
service  with  Employer  Y.  There  is  a 
legitimate  business  reason  for  Plan  A  to 
credit  service  with  Employer  Y  because 
Employer  X.  through  its  20-percent 
ownership  interest,  benefits  from  the  service 
that  the  transferred  employees  provide  to 
Employer  Y. 

Example  3.  Employer  Z  manufacturers 
widgets  and  belongs  to  the  National  Widget 
Manufacturers'  Association.  From  time  to 
time,  Employer  Z  hires  employees  fit>m  other 
widget  manufacturers.  Employer  Z  maintains 
a  defined  benefit  plan.  Plan  B,  which  credits 
pre-participation  service  for  periods  of 
service  with  all  other  members  of  the 
Association  located  in  the  western  half  of  the 
United  States  as  service  with  Employer  Z. 
There  is  a  legitimate  business  reason  for  Plan 
B  to  treat  service  with  other  members  of  the 
Association  as  service  with  Employer  Z. 

(C)  No  significant  discrimation—{l) 
General  rule.  Based  on  all  of  the 
relevant  facts  and  circumstances,  a  plan 
provision  crediting  pre-participation  or 
imputed  service  must  not  be  design  or 
in  operation  discriminate  significantly 
in  favor  of  HCEs. 

{2)  Relevant  facts  and  circumstances. 
Hie  following  are  examples  of  relevant 
facts  and  circtunstances  for  determining 
whether  a  plan  provision  crediting  pre- 
participation  or  imputed  service 
discriminates  significantly  in  favor  of 
HCEs:  whether  me  service  credit  does 
not  duplicate  benefits  but  merely  makes 
an  employee  whole  (i.e.,  prevents  the 
employee  from  being  disadvantaged 
with  respect  to  benefit  by  a  change  in 
job  or  employer  or  provides  the 
employee  with  the  benefits  comparable 
to  those  of  other  employees);  the  degree 
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of  hiMCoess  ties  betwMB  tb»  ourent 
employw  and  the  prior  amployer.  such 
as  the  ckfiee  of  ownenhip  intaraat  or 
other  affititftion;  the  degree  of  excess 
covwMe  under  section  401(b)  of  NHCEs 


for  die  plan  credhii^  the  service,  taking 
ink)  Kcount  employees  who  are 
credited  with  pre-peijicipetion  service; 
whether  the  other  employer  maintains  a 
qualified  plan  for  its  employees:  the 
existence  of  reciprocal  service  under 
other  plans  of  the  employer  or  the  prior 
employer,  the  circumstances  underlying 
the  employee's  transfer  into  the  group  of 
employees  covered  by  the  plan;  the  type 
of  service  being  credited:  and  the 
relative  number  of  employees  other  than 
fiv*-percent  owners  or  the  most  highly- 
paid  HCEs  of  the  employw  who  are 
being  credited  with  pre-narticipetion  or 
imputed  service.  The  relative  nimiber 
referred  to  in  the  last  factor  is 
determined  taking  into  account  all 
employees  who  have  been  over  time,  or 
are  reasonably  expected  to  be  in  the 
future,  credited  with  such  service. 

(J)  Examples.  The  foUo%ving  examples 
illustrate  the  rules  in  this  paragraph 
(dK3)(iii)(C).  It  is  assumed  that  facts  not 
described  in  an  example  do  not.  in  the 
aggregate,  suggest  that  the  relevant  plan 
provision  either  does  or  does  not 
discriminate  significantly  in  Javor  of 
HCEs. 

Example  J.  (a)  Employer  W  maintains 
deHoed  benefit  Plans  A  and  B.  Plan  A  covers 
all  employees  who  work  at  the  headquarters 
of  Employer  W.  Plan  B  covers  all  employees 
of  Division  M  of  Employer  W.  Plan  A 
provides  that,  whenever  an  employae 
transiiars  fram  division  M  to  the 
headquarters,  the  employee's  service  credited 
under  Plan  B  is  credited  under  Plan  A.  and 
the  employee's  benefit  under  Plan  A  is  oB%ei 
by  the  employee's  benefit  under  Plan  B. 
Employees,  including  a  meaningful  number 
of  NHCEs.  are  periodically  transferred  from 
Division  M  to  the  headquarters  of  Employer 
\V  for  bona  fide  business  reasons. 

(b)  The  Plan  A  provision  crediting  service 
under  Plan  B  does  not  discriminate 
ngnificantly  in  favor  of  HCEs.  The  provision 
is  designed  only  to  prevent  employees  from 
being  disadvantaged  by  being  transferred 
from  Division  M  to  the  headquarters,  and  a 
meaningful  number  of  ^4HCEs  can  be 
expected  to  benefit  from  it. 

Example  2.  (a)  The  facts  are  the  same  as  in 
Example  1.  except  that  the  only  employees 
transferred  from  Division  M  to  the 
headquarters  of  Employer  W  are  HCEs  (but 
not  the  most  highly-paid  HCEs  of  Employer 
\V). 

(b)  Employer  W  determines  that  Plan  A 
would  have  satisfied  sections  401(a)(4)  and 
410(b)  for  the  period  for  which  the 
transferred  employees  are  being  credited 
with  preparticipation  service  had  the 
employee*  participated  in  Plan  A  during  that 
period.  This  determination  is  based  on  test 
results  und«-  sections  401(aK4)  and  410(b) 
for  the  cunent  year,  taking  into  account 


significant  demo^aphic  cfaaagBS  over  this 

period.  

(c)  The  Plan  A  provisioB  oeditiag  larrice 
under  Plan  B  does  not  significantly 
diaoiminate  in  bvor  of  HCEs  in  the  current 
ymr.  Tbis  coochiskn  is  baMd  on  the  fact  that 
the  circumstances  underlying  the  traasfars 
indicate  that  they  were  made  for  bona  fide 
business  reasons,  that  Plan  A  would  have 
satisfied  sections  401(a)(4)  and  410(b)  had 
the  transferred  employees  perticipatad  in 
Plan  A  during  the  period  for  which  the  pie- 
participation  service  is  credited,  and  that  the 
transteied  employees  are  not  the  most 
highly-paid  HCEs  of  Employer  W. 

£xampJe  3.  (a)  The  facU  are  the  same  as  in 
Example  1.  except  that  the  only  employae 
who  is  transferred  from  Division  M  to  the 
headquarters  of  Employer  W  is  Employee  P. 
who  is  nwng  the  most  hi^xly-peid  HCEs  of 
Employer  W.  Plan  A  provides  an  unreduced 
•■riy  retirement  benefit  at  age  55  for 
employees  with  20  years  of  service,  but  Plan 
B's  early  retirement  benefits  are  not 
subsidized.  Employee  P  is  transferred  to  the 
haadquarters  with  20  years  of  service 
credited  under  Plan  B  and  shortly  before 
attainment  of  age  55.  Employee  P  is  expected 
to  retire  upon  reaching  age  55. 

(b)  The  Plan  A  provision'crediting  service 
under  Plan  B  discriminates  significantly  to 
feYor  of  HCEs  in  the  year  of  the  transfer.  This 
is  because  the  ciromwtances  underiying  this 
transfer  (i.e.,  its  occurrence  shortly  before 
Employee  P's  expected  retirement  and  the 
fact  that  the  transfer  significantiy  increased 
Employee  P's  early  retirement  benefits) 
indicate  the  Employee  P  was  transferred  to 
the  headquarters  primarily  to  obtain  the 
higher  pension  benefits  provided  under  Plan 
A. 

(c)  Because  of  this  conclusion,  the  pre- 
participation service  credited  to  Employee  P 
cannot  be  taken  into  account  in  determining 
whether  Plan  A  satisfies  $  1.401(aX4>-l(b)(2) 
and  {b)(3).  Thus,  if  Plan  A  credits  the  service, 
it  cannot  be  a  safe  harbor  plan  because  tlie 
benefit  formula  will  take  into  account  service 
that  may  not  be  taken  into  account  under  this 
paragraph  (d){3).  In  addition.  Employee  P's 
accrual  rates  under  the  general  test  in 
§  1.401(a)(4)-3(c)  are  likely  to  be  higher  than 
those  of  other  employees  because,  while  the 
pre-participation  service  may  be  used  to 
determine  Employee  Ps  benefiU  under  Plan 
A,  the  service  must  tie  disregarded  in 
determining  Employee  P's  testing  service. 
Also,  if  Employee  P's  pre-participation 
service  is  used  in  determining  Employee  P's 
entitlement  to  a  benefit,  right,  or  feature 
under  Plan  A.  the  fact  that  the  service  must 
be  disregarded  in  determining  Employee  P's 
entitlement  service  for  purposes  of 
§  1.4m(a)(4)-4  may  cause  the  benefit,  right, 
or  feature  to  be  treated  as  a  separate  benefit, 
right,  or  feamre  that  is  currently  available 
only  to  Employee  P. 

Example  4.  (a)  Employer  X  manufactures 
widgets  and  belongs  to  the  National  Widget 
Manufacturers'  Association.  Each  member  of 
the  Association  maintains  a  defined  benefit 
plan  that  credits  pre-participation  service  for 
periods  of  service  %vith  other  members  and 
offsets  benefits  under  the  plan  by  benefits 
under  the  plans  of  the  other  members. 
Employer  X  maintains  defined  benefit  Plan 


C  Employer  X  periodically  hires  employees 
from  other  widget  manufacturers  who  are  not 
among  its  most  highly-paid  HCEs.  In  1997. 
however,  the  only  employee  hired  by 
Employer  X  from  another  member  of  the 
Association  is  Employee  Q,  who  is  among 
Employer  X's  most  highly-paid  HCEs. 
Employee  Q  receives  pre-participation 
service  credit  in  accordance  with  the  terms 
of  Plan  C.  Some  of  the  plans  mainUined  by 
other  members  of  the  Association  credited 
pre-participation  service  to  NHCEs  for  the 
same  period  for  which  the  pre-participation 
service  is  credited  to  Employee  Q. 

(b)  The  provision  of  Plan  C  creditiiy  pre- 
pwticipation  service  with  other  members  of 
the  Association  does  not  discriminate 
significantly  in  1997,  despite  the  fact  that  the 
only  employee  who  received  pre- 
participation  service  credit  under  the 
provision  in  that  year  was  among  the  moSt 
highly-paid  HCEs  of  Employer  X.  This 
conclusion  is  based  on  the  relative  number 
of  employees  other  than  Employer  X's  most 
highly-paid  HCEs  who  have  been  credited  in 
the  past,  or  are  reasonably  expected  to  be 
credited  in  the  hiture,  with  pre-participatiDn 
service  far  periods  of  service  with  other 
members  of  the  Association,  and  the  fact  that 
other  employees  who  are  NHCEs  are  being 
credited  with  pre-participation  service  under 
a  reciprocal  agreement. 

Example  5.  Employer  Y  owns  79  percent 
of  the  outstanding  stock  of  Employer  Z.  From 
time  to  time,  employees  transfer  from 
Employer  Y  to  Employer  Z  at  the  request  of 
Employer  Y.  The  only  employees  who  have 
ever  been  transferred  are  HCEs.  Employer  Y 
maintains  a  defined  benefit  plan.  Plan  D. 
which  credits  employees  transferred  to 
Employer  Z  with  imputed  benefit  and  accrual 
service  while  employed  by  Employer  Z. 
Employer  Z  maintains  no  qualified  plan.  Plan 
D  would  fail  either  section  401(aX4)  or 
section  410(b)  in  the  current  plan  year  if  the 
portion  of  Plan  D  covering  the  transferred 
employees  were  treated  as  mainUined  by 
Employer  Z.  The  Plan  D  provision  crediting 
imputed  benefit  and  accrual  service  to 
employees  transferred  to  Employer  Z 
significantly  discriminates  in  favor  of  HCEs 
in  the  current  plan  year. 

Example  6.  The  facts  are  the  same  as  in 
Example  5.  except  that  Plan  D  crediU  the 
individuab  who  transfer  to  Employer  Z  only 
with  imputed  vesting  and  entitlement 
service.  The  Plan  D  provision  crediting 
imputed  vesting  and  entitlement  service  to 
individuals  transferred  to  Employer  Z  does 
not  significantly  discriminate  in  favor  of 
HCEs  in  the  current  plan  year,  because  there 
is  less  potential  for  discrimination  when  the 
only  types  of  service  being  imputed  are 
vesting  and  entitlement  service. 


(iv)  Additional  rules  for  imputed 
service— (A)  Legitimate  business  reasons 
for  crediting  imputed  service — (I) 
General  rule.  A  legitimate  business 
reason  does  not  exist  for  a  plan  to 
impute  service  after  an  individual  has 
permanently  ceased  to  perform  services 
as  an  employee  (within  the  meaning  of 
§  1.410(b}-9)  for  the  employer 
maintaining  the  plan,  i.e.,  is  not 
expected  to  resume  performing  services 
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as  an  employee  for  the  employer.  The 
nreceeding  sentence  does  not  apply  in 
the  case  of  an  individual  who  is  not 
performing  services  for  the  employer 
because  of  disability  or  is  performing 
services  for  another  employer  under  an 
arrangement  {such  as  a  transfer  of  the 
employee  to  another  employer)  that 
provides  some  ongoing  business  benefit 
to  the  original  employer.  The  first 
sentence  in  this  paragraph 
(d){3)(iv)(A){I)  also  does  not  apply  in 
the  case  of  vesting  and  entitlement 
service  if  the  employee  is  performing 
services  for  another  employer  that  is 
being  treated  under  the  plan  as  actual 
service  with  the  original  employer. 

(2)  Certain  presumptions  applicable. 
Whether  an  individual  has  permanently 
ceased  to  perform  services  as  an 
employee  for  an  employer  is  determined 
taking  into  account  all  of  the  relevant 
facts  and  circumstances.  There  is  a 
rebuttable  presumption  for  a  period  of 
up  to  two  years  that  an  individual  who 
has  ceased  to  perform  services  as  an 
employee  for  an  employer  is 
nonetheless  expected  to  resume 
performing  services  as  an  employee  for 
the  employer,  if  the  employer  continues 
to  treat  the  individual  as  an  employee 
for  significant  purposes  unrelated  to  the 
plan.  After  two  years,  there  is  a 
rebuttable  presumption  that  an 
individual  who  has  ceased  to  perform 
services  as  an  employee  for  the 
employer  is  not  expected  to  resume 
performing  services  as  an  employee  for 
the  employer.  The  fact  that  an 
individual  is  absent  to  perform  jury 
duty  or  military  service  automatically 
rebuts  the  latter  presumption.  Other 
evidence,  such  as  the  employer's  layoff 
pohcy,  the  terms  of  an  employment 
contract,  or  specific  leave  to  pursue  a 
degree  requiring  more  than  two  years  of 
study,  may  also  rebut  this  presumption. 

(3)  Imputed  service  for  part-time 
employees.  Rules  similar  to  the  rules  in 
paragraph  (d)(3)(iv)(A)  (I)  and  (2)  of  this 
section  apply  in  the  case  of  an  employee 
whose  work  hours  are  temporarily 
reduced  and  who  therefore  would 
normally  be  credited  with  service  at  a 
reduced  rate,  but  who  continues  to  be 
credited  with  service  at  the  same  rate  as. 
before  the  reduction  (e.g.,  an  employee 
who  continues  to  be  credited  with 
service  as  if  the  employee  were  a  full- 
time  employee  during  a  temporary 
change  from  a  full-time  to  a  part-time 
work  schedule). 

(B)  Additional  factors  for  determining 
whether  a  provision  crediting  imputed 
service  discriminates  significantly.  In 
addition  to  the  factors  described  in 
paragraph  (d)(3)(iii)(C)(2)  of  this  section, 
relevant  facts  and  circumstances  for 
determining  whether  a  plan  provision 


crediting  imputed  service  during  a  leave 
of  absence  or  a  period  of  reduced 
services  discriminates  significantly 
include  any  terms  that  restrict  the 
ability  of  employees  to  take  leaves  of 
absence  or  work  temporarily  on  a  part- 
time  basis,  respectively. 

[v]  Satisfaction  of  other  service- 
crediting  rules.  A  plan  does  not  fail  to 
satisfy  this  paragraph  (d)(3)  merely 
because  it  credits  service  to  the  extent 
necessary  to  satisfy  the  service-crediting 
rules  in  section  410(a),  411(a),  413,  or 
414(a),  §1.410(a)-7  (elapsed-time 
method  of  service-crediting)  or  29  CFR 
2530.200b-2  (regarding  hoin^  of  service 
to  be  credited),  whichever  is  applicable, 
or  29  CFR  §  2530.204-2(d)  (regardmg 
double  portion  of  service  and 
compensation). 

(e)  Family  aggregation  rules. 
(Reserved] 

(0  Governmental  plans.  (Reserved] 

(g)  Retroactive  correction— {1)  In 
general.  This  paragraph  (g)  provides 
rules  for  retroactively  amending  a  plan 
after  the  close  of  the  plan  year  for 
purposes  of  satisfying  section  401(a)  for 
the  plan  year.  These  rules  apply  in 
addition  to  the  rules  of  section  401(b). 
Paragraph  (g)(2)  of  this  section  describes 
the  scope  of  the  retroactive  amendments 
that  are  permitted  to  be  made.  Paragraph 
(g)(3)  of  this  section  specifies  the 
conditions  under  .which  a  retroactive 
amendment  may  be  made.  Paragraph 
(g)(4)  of  this  section  provides  a  rule 
prohibiting  retroactive  amendments  that 
benefit  terminated  nonvested  employees 
from  being  taken  into  accoimt  for 
certain  purposes.  Paragraph  (g)(5)  of  this 
section  discusses  the  effect  of  the 
retroactive  amendments  permitted 
under  this  paragraph  (g)  under 
provisions  other  than  section  401(a). 

(2)  Scope  of  retroactive 
amendments — (i)  Minimum  coverage 
and  nondiscrimination  in  amount  of 
contributions  or  benefits.  For  purposes 
of  satisfying  the  minimum  coverage 
requirements  of  section  410(b)  or  the 
nondiscriminatory  amount  requirement 
of  §  1.401(a)(4)-l(b)(2),  a  plan  may  be 
retroactively  amended  to  increase 
accruals  or  allocations  for  employees 
who  benefited  under  the  plan  during  the 
preceding  plan  year,  or  to  grant  accruals 
or  allocations  to  individuals  who  did 
not  benefit  under  the  plan  during  the 
preceding  plan  year. 

(ii)  Nondiscriminatory  availability  of 
benefits,  rights,  and  features.  A  plan 
may  not  be  retroactively  amended  to 
make  available  to  an  employee  a  benefit, 
right,  or  feature  under  the  plan  that 
previously  was  not  available  to  the 
employee  solely  to  satisfy  the 
nondiscriminatory  availability 
requirements  of  §  1.401(a)(4)-K4).  A  plan 


may.  however,  be  retroactively  amended 
to  make  available  to  an  employee  a 
benefit,  right,  or  feature  that  is  directly 
related  to  a  retroactive  increase  under 
paragraph  (g)(2)(i)  of  this  paragraph  in 
the  amount  of  an  employee's  accrual  or 
allocation  (including  a  grant  of  accruals 
or  allocations  to  an  employee  who 
otherwise  would  not  be  treated  as 
benefiting  under  the  plan). 

(iii)  Nondiscriminatory  effect  of  plan 
amendments  and  terminations.  A  plan 
may  be  retroactively  amended  to  correct 
a  discriminatory  plan  amendment  so 
that  the  plan  satisfies  §  1.401(a)(4)-5(a). 
A  plan  may  not,  however,  be 
retroactively  amended  to  correct  for  a 
failure  to  incorporate  the  pre- 
termination  restrictions  of  $  1.401(a)(4)- 
5(b). 

(iv)  Special  rules  for  section  401  (k) 
and  401  (m)  plans.  Neither  a  section 
401(k)  plan  nor  a  section  401(m)  plan 
may  be  retroactively  amended  under 
this  paragraph  (g)  to  extend  eligibility 
under  the  plan  to  an  employee  for 
purposes  of  §  1.410(b)-3(a)(2)(i)  or 
1.401(k)-l(b)(l)(i). 

(3)  Conditions  for  retroactive 
correction — (i)  In  general.  A  retroactive 
amendment  is  not  permitted  under  this 
paragraph  (g)  unless  it  satisfies  each  of 
the  requirements  of  paragraph  (g)(3)(ii) 
through  (v)  of  this  section. 

(ii)  Benefits  not  reduced.  The 
retroactive  amendment  may  not  result 
in  a  reduction  of  an  employee's  benefits 
(including  any  benefit,  right,  or  feature) 
determined  based  on  the  terms  of  the 
plan  in  efi'ect  immediately  before  the 
amendment. 

(iii)  Amendment  effective  for  all 
purposes.  For  purposes  of  determining 
an  employee's  rights  and  benefits  under 
the  plan,  the  retroactive  amendment 
must  be  effective  as  if  the  amendment 
had  been  made  on  the  first  day  of  the 
preceding  plan  year.  Thus,  increases  in 
an  employee's  allocations  or  accruals, 
along  with  the  associated  benefits, 
rights,  and  features,  must  be  increased 
to  the  level  at  which  they  would  have 
been  had  the  amendment  been  in  effect 
for  the  entire  preceding  plan  year. 

(iv)  Time  when  amendment  must  be 
adopted  and  put  into  effect — (A) 
General  rule.  Any  retroactive 
amendment  intended  to  apply  to  the 
preceding  plan  year  must  be  adopted 
and  implemented  before  the  15th  day  of 
the  10th  month  after  the  close  of  the 
plan  year  in  order  to  be  taken  into 
account  for  the  preceding  plan  year. 

(B)  Determination  letter  requested  by 
employer  or  plan  administrator.  If,  on  or 
before  the  end  of  the  period  set  forth  in 
paragraph  (g)(3)(iv)(A)  of  this  section, 
the  employer  or  plan  administrator  files 
a  request  pursuant  to  §  601.201(o)  of  this 
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cbaptor  (Statoment  of  Prxxxdurtl  Rules) 
for  a  cUilwminatinn  letter  on  the 
aiMoiteeiit  the  initisl  or  continuing 

aualificatiofn  of  the  plan,  or  the  trust 
lat  is  part  of  the  plan,  the  period  sat 
forth  ia  paragraph  (g)(3Xiv)(A)  of  this 
section  is  extended  in  the  same  manner 
as  provided  for  an  extension  of  the 
remedial  amendment  period  under 
§1.40l(bM(dX3). 

(v)  Betroactive  amendment  must 
separately  satisfy  sections  401(a)(4)  and 
4lOfb>— (A)  General  rule.  Except  as 
provided  in  paragraph  (fl)(3)(v)(B)  of  this 
section,  the  additional  allocations  or 
accruals  resulting  from  the  retroactive 
amaodment  of  a  plan  must  separately 
satisfy  section  401(a)(4)  for  the 
praoeding  plan  year  and  must  benefit  a 
group  of  employees  that  separately 
satisfies  section  410(b)  for  the  preceding 
plan  y«ar  (determined  by  applying  the 
same  rules  as  are  applied  in  determining 
whether  a  component  plan  separately 
satisfies  section  410(b)  imder 
§  1.401(a)(4>-9(c)(l)(i)).  Thus,  for 
example,  in  applying  the  rules  of  this 
paragraph  (g)(3)(v).  an  employer  may 
not  aggregate  the  additional  accruals  or 
allocations  resulting  from  the  retroactive 
amendment  with  the  other  accruals  or 
allocations  already  provided  under  the 
terms  of  the  plan  as  in  effiect  during  the 
plan  year  without  regard  to  the 
retroactive  amendment. 

(B)  Retroactive  amendment  to 
conform  to  safe  harbor.  The 
requirements  of  paragraph  (g)(3)(v)(A)  of 
this  section  need  not  be  met  if  the 
retroactive  amendment  is  for  purposes 
of  conforming  the  plan  to  one  of  the  safia 
harbors  in  §  1.401(a)(4)-2(b)  or 
1.401(a)(4>-3(b)  (including  for  purposes 
of  applying  the  requirements  of  those 
safe  harbors  under  the  optional  testing 
methods  in  §  1.401(a)(4)-«(b)(3)  or 
(c)(3)).  or  ensuring  that  the  plan 
continues  to  meet  one  of  those  safe 

harbors. 

(4)  Retroactive  amendments  affecting 
terminated  nonvested  employees.  A 
retroactive  amendment  is  not  taken  into 
account  in  determining  whether  a  plan 
satisfies  section  401(a)(4)  or  410(b)  to 
the  extant  the  amendment  affects 
nonvested  employees  whose 
employment  with  the  employer 
terminated  on  or  before  the  close  of  the 
preceding  year,  and  who  therefore 
would  not  have  received  any  economic 
benefit  from  the  amendment  if  it  had 
been  made  in  the  prior  year. 

(5)  Effect  under  other  statutory 
requirements.  A  retroactive  amendment 
under  this  paragraph  (g)  is  effective  only 
for  purposes  of  section  401(a).  Thus,  for 
example,  the  retroactive  amendment  is 
effective  not  only  for  piirposes  of 
sections  401(a)(4)  and  410(b),  but  also 


to€  purposes  of  determining  whether  the 
plan  satisfies  sections  AOl(l)  and 
401(a)(26)  for  the  preceding  plan  year. 
By  contrast,  the  amendment  is  not  giveo 
retroactive  effect  for  purooses  of  section 
404  (deductions  for  employer 
contributions)  or  section  412  (minimum 
funding  standards). 

(6)  Examples.  The  following  examples 
illustrate  the  rules  in  this  paragraph  (gh 


Example  I.  Employer  U  maintains  a 
calendar  y«ar  defined  benefit  plan  tliat  In 
1994  i«  tested  using  the  safe  harbor  for  flat 
benefit  plans  In  S  1.401  (a)(4)-3(b)(4).  In  1996. 
BmployOT  U  is  concerned  that  the  plan  will 
oot  satisfy  the  demographic  requirement  In 
$  1.40l(a}{4>-3(b)(4)(i)(c)(3)  for  the  1995  plan 
year  because  the  average  of  the  normal 
accrual  rates  for  all  NHCEs  is  less  than  70 
percent  of  the  average  of  the  normal  accrual 
rates  for  all  HCEs.  Provided  the  retroactive 
amendment  would  otherwise  satisfy  this 
paragraph  (g),  Employer  U  may  retroactively 
amend  the  plan  to  increase  the  number  of 
NHCEs  so  that  the  amended  plan  satisfies  the 
safe  harbor  for  the  1995  plan  year.  The 
retroactive  amendment  need  not  satisfy 
paragraph  (g)(3KvHA)  of  this  section  because 
Employer  U  is  retroactively  amending  the 
plan  to  conform  to  a  safe  harbor  in 
S  1.401(al(4}-3(b).  Sae  paragraph  (g)(3KvXB) 
of  this  section. 

Example  2.  Employer  V  maintains  a 
calendar  year  defined  contribution  plan 
covering  all  the  employees  in  Division  M  and 
Division  N.  Under  the  plan,  only  employees 
in  Division  M  have  the  right  to  direct  the 
Investments  in  their  account.  For  plan  years 
prior  to  1996,  the  plan  met  the  current 
availability  requirement  of  S  1.401(a)(4)-4(b) 
because  the  employees  In  Division  M  were  a 
group  of  employees  that  satisfied  the 
nondiscriminatory  classification  test  of 
§  1.410(b)-4  Because  of  attrition  in  the 
employee  population  in  Division  M  in  1996, 
the  group  of  employees  to  whom  the  right  to 
direct  investments  is  available  no  longer 
meets  the  nondiscriminatory  classification 
test  of  S  1.410(bl-4.  Thus,  the  right  to  direct 
investments  under  the  plan  fails  the  current 
availability  requirement  of  S  1.401(a)(4>-4(b) 
for  1996.  In  1997,  Employer  U  cannot 
retroactively  amend  the  plan  to  make  the 
right  to  direct  investments  available  for  1996 
to  a  group  of  employees  that  would  satisfy 
the  current  availability  requirement  of 
S1.401(aK4M{bl. 

Example  3.  The  facts  are  the  same  as  m 
Example  2.  In  1997,  Employer  V  may  amend 
the  plan  to  benefit  the  employees  in  Division 
O  as  well  as  Divisions  M  and  N  so  that  the 
plan  will  meet  the  minimum  coverage 
requirements  of  section  410(b)  for  1996.  In 
increasing  plan  coverage,  the  right  to  direct 
investments  may  also  be  made  available  to 
the  employees  in  Division  O  for  1996. 
Example  4.  Employer  W  maintains  a 
defined  benefit  plan  that  covers  all 
employees  and  that  offsets  an  employee's 
benefit  by  the  employee's  projected  primary 
insurance  amount.  The  plan  is  not  eligible  to 
use  the  safe  harbors  under  §  1.401(aH4)-3(b) 
because  the  plan  does  not  satisfy  section 
40l(/).  Under  the  plan,  the  accrual  rates  for 
all  HCEs  (determined  under  the  general  test 


of  S  1.401(a)(4)-3(c))  for  1998  are  less  than 
1.5  percent  of  average  annual  compensation, 
and  the  accrual  rates  far  all  NHCEs 
(detennined  under  the  general  test  of 
§  1.401(a)(4>-3(c)l  for  1998  are  two  percent  of 
average  annual  compensation.  Employer  W 
may  not  retroactively  increase  HCEs*  benefits 
under  the  plan  so  that  their  accrual  rates 
equal  those  of  the  NHCEs.  because  such  a 
retroactive  amendment  would  not  separately 
satisfy  secUons  410(b)  and  401  (aK4)  if  it  were 
treated  as  a  separate  plan.  This  is  the  case 
even  if,  after  taking  the  amendment  into 
account,  the  plan  would  satisfy  sections 
410(b)  and  401(a)(4)  for  the  1998  plan  year. 

Example  5.  Employer  X  maintains  two 
plans— Plan  A  and  Plan  B.  Plan  A  satisfies 
the  ratio  percentage  test  of  §  1.410(b)-2(bX2). 
but  Plan  B  does  not.  Thus,  in  order  to  satisfy 
section  410(b).  Plan  B  must  satisfy  the 
average  benefiU  test  of  $  1.410(b)-2(b)(3).  The 
average  benefit  percentage  of  Plan  B  Is  60 
percent.  Employer  X  may  increase  the 
accruals  under  either  Plan  A  or  Plan  B  so  that 
the  average  benefit  percentage  meets  the  70 
percent  requirement  of  the  average  benefits 

test.  „,      _ 

Example  6.  Employer  Y  maintains  Plan  Q, 
which  does  not  satisfy  section  401(a)(4)  In  a 
plan  year.  Under  the  terms  of  paragraph  (gM2) 
of  this  section.  Employer  Y  amends  Plan  C 
to  iiKxease  the  benefits  of  certain  employees 
retroactively.  In  designing  the  amendment. 
Employer  Y  identifies  those  employees  who 
have  terminated  without  vested  benefits 
during  the  period  after  the  end  of  the  prior 
plan  year  and  before  the  adoption  date  of  the 
amendment  and  the  amendment  provides 
increases  in  benefits  primarily  to  thoee 
employees.  It  would  be  inconsistent  with  the 
purpose  of  preventing  discrimination  in  favor 
of  HCEs  for  Plan  C  to  treat  the  amendment 
as  retroactively  effective  under  this 
paragraph  (g).  See  §  1.401(a)(4)-l(c)(2). 

Example  7.  Employer  Z  maintains  both  a 
section  401  (k)  plan  and  a  section  401  (m)  plan 
that  provides  matching  contributioiu  at  a  rate 
of  50  percent  with  respect  to  elective 
contributions  under  the  section  401  (k)  plan. 
In  plan  year  1995,  the  section  401(k)  plan 
fails  to  satisfy  the  actual  deferral  percentage 
test  of  section  401(k)(3).  In  order  to  satisfy 
section  401(k)(3),  Employer  G  makes 
corrective  distributions  to  HCEs  HI  throu^ 
HlO  of  their  excess  contributions  as  provided 
under  §  1.401(k)-l(f)-  The  matching 
•    contributions  that  HI  through  HlO  had 
received  on  account  of  their  excess 
contributions  are  not  forfeited,  however. 
Thus,  the  effective  rate  of  matching 
contributions  provided  to  Hi  through  HlO  Is 
increased  as  a  result  of  the  corrective 
distributions.  See  §1.401(a)(4M(e)(3)(iiiMG). 
Since  no  NHCE  in  the  section  401(m)  plan  is 
provided  with  an  equivalent  rate  of  matching 
contributions,  the  rate  of  matching 
contributions  provided  to  HI  through  HlO 
does  not  satisfy  the  nondiscriminatory 
availability  requirement  of  §  1.401  (a)(4)-4  in 
plan  year  1995.  This  violation  may  not  be 
corrected  under  this  paragraph  (g). 

|1.401(aX4)-12    DefloWona. 

Unless  otherwise  provided,  the 
definitions  in  this  section  govern  in 
applying  the  provisions  of 
§§  1.401(a)(4)-l  throu^  1.401(aM4)-13. 


••   I  f .j> 
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Accumulation  plan.  "Accumulation 
plan"  means  a  defined  benefit  plan 
under  which  the  benefit  of  every 
employee  for  each  plan  year  is 
sep>arately  determined,  using  plan  year 
compensation  (if  benefits  are 
determined  as  a  percentage  of 
compensation  rather  than  as  a  dollar 
amount)  separately  calculated  for  the 
plan  year,  and  each  employee's  total 
accrued  benefit  as  of  the  end  of  a  plan 
year  is  the  sum  of  the  separately 
determined  benefit  for  that  plan  year 
and  the  total  accrued  benefit  as  of  the 
end  of  the  preceding  plan  year. 

Acquired  group  of  employees. 
"Acquired  group  of  employees"  means 
employees  of  a  prior  employer  who 
become  employed  by  the  employer  in  a 
transaction  between  the  employer  and 
the  prior  employer  that  is  a  stock  or 
asset  acquisition,  merger,  or  other 
similar  transaction  involving  a  change 
in  the  employer  of  the  employees  of  a 
trade  or  business,  plus  employees  hired 
by  or  transferred  into  the  acquired  trade 
or  business  on  or  before  a  date  selected 
by  the  employer  that  is  within  the 
transition  period  defined  in  section 
410(b)(6)(C)(ii).  In  addition,  in  the  case 
of  a  transaction  prior  to  the  effective 
date  of  these  regulations,  the  date  by 
which  employees  must  be  hired  by  or 
transferred  into  the  acquired  trade  or 
business  in  order  to  be  included  in  the 
acquired  group  of  employees  may  be 
any  date  prior  to  February  11, 1993, 
without  regard  to  whether  it  is  later  than 
the  end  of  the  transition  period  defined 
in  section  410(b)(6){C)(ii). 

Actuarial  equivalent.  An  amount  or 
benefit  is  the  "actuarial  equivalent"  of, 
or  is  "actuarially  equivalent"  to,  another 
amount  or  benefit  at  a  given  time  if  the 
actuarial  present  value  of  the  two 
amounts  of  benefits  (calculated  using 
the  same  actuarial  assumptions)  at  that 
time  is  the  same. 

Actuarial  present  value.  "Actuarial 
present  value"  means  the  value  as  of  a 
specified  date  of  an  amount  or  series  of 
amounts  due  thereafter,  where  each 
amount  is — 

(i)  Multiplied  by  the  probability  that 
the  condition  or  conditions  on  which 
payment  of  the  amo\mt  is  contingent 
will  be  satisfied;  and 

(2)  Discounted  according  to  an 
assumed  rate  of  interest  to  reflect  the 
time  value  of  money. 

Ancillary  benefit.  "Ancillary  benefit" 
is  defined  in  §  1.401(a)(4)-4(e)(2). 

Average  annual  compensation. 
"Average  annual  compensation"  is 
defined  in  §  1.401(a)(4)-3(e)(2). 

Base  benefit  percentage.  "Base  benefit 
percentage"  is  defined  in  §  1.401(1)- 
KclO). 


Benefit  formula.  "Benefit  formula" 
means  the  formula  a  defined  benefit 

Elan  applies  to  determine  the  accrued 
anefit  (within  the  meaning  of  section 
411(a)(7)(A)(i))  in  the  form  of  an  annual 
benefit  commencing  at  normal 
retirement  age  of  an  employee  who 
continues  in  service  imtil  normal 
retirement  age.  Thus,  for  example,  the 
benefit  formula  does  not  include  Uie 
accrual  method  the  plan  applies  (in 
conjunction  with  the  benefit  formula)  to 
determine  the  accrued  benefit  of  an 
employee  who  terminates  employment 
before  normal  retirement  age.  For 
purposes  of  this  definition,  a  change  in 
plan  provisions  that  applies  only  to 
contain  employees  who  terminate 
within  a  limited  period  of  time  (e.g.,  an 
early  retirement  window  benefit)  is 
treated  as  a  change  in  the  plan's  benefit 
formula  for  the  employees  to  whom  the 
change  is  potentially  applicable  during 
the  period  that  the  change  is  potentially 
applicable  to  them.  The  preceding 
sentence  appUes  only  to  the  extent  that 
the  change  in  plan  provisions  would 
result  in  a  change  in  the  benefit  formula 
if  it  were  permanent  and  applied 
without  regard  to  when  the  employees' 
employment  was  terminated. 

Benefit,  right,  or  feature.  "Benefit, 
right,  or  feature"  means  an  optional 
form  of  benefit,  an  ancillary  benefit,  or 
an  other  right  or  feature  within  the 
meaning  of  §  1.401(a)(4)-4(e). 

Contributory  DB  plan.  "Contributory 
DB  plan"  means  a  defined  benefit  plan 
that  includes  employee  contributions 
not  allocated  to  separate  accounts. 

Defined  benefit  excess  plan.  "Defined 
benefit  excess  plan"  is  defined  in 
§1.401{IH(c)(16)(i). 

Defined  benefit  plan.  "Defined  benefit 
plan"  is  defined  in  §  1.410(b)-9. 

Defined  contribution  plan.  "Defined 
contribution  plan"  is  defined  in 
§1.410.(b)-9. 

Determination  date.  "Determination 
date"  is  defined  in  §  1.401(a)(4)- 
8(b)(3)(iv)(A). 

Employee.  With  respect  to  a  plan  for 
a  given  plan  year,  "employee"  means  an 
employee  (within  the  meaning 
§  1.410.(b)-9)  who  benefits  as  an 
employee  under  the  plan  for  the  plan 
year  (within  the  meaning  of  §  1.410.(b)- 
3(a]).  An  individual  must  be  treated  as 
an  employee  with  respect  to  allocations 
imder  a  defined  contribution  plan  and 
with  respect  to  increases  in  accrued 
benefits  (within  the  meaning  of  section 
411(a)(7))  under  a  defined  benefit  plan 
that  are  based  on  ongoing  service  or 
compensation  (including  imputed 
service  or  compensation)  credits. 

Employer.  "Employer"  is  defined  in 
§  1.410(b)-g. 


ESOP.  "ESOP"  is  denied  in 
S  1.410(b)-g. 

Excess  benefit  percentage.  "Excess 
benefit  percentage"  is  defined  in 
§1.401(y)-l(c)(14). 

Former  employee.  With  respect  to  a 
plan  for  a  given  plan  year,  "formOT 
employee"  means  a  former  employee 
(within  the  meaning  of  §  1.410(b)-9) 
who  is  not  treated  as  excludable  under 
§  1.4l0(b)-6(h),  or  an  employee  (within 
the  meaning  of  §  1.410(b>-9)  who 
benefits  under  the  plan  for  the  plan  year  - 
twithin  the  meaning  of  §  1.410(b)-3), 
except  to  the  extent  that  the  individual 
is  treated  as  an  employee  with  respect 
to  the  plan  for  the  plan  year  imder  the 
definition  of  employee  in  this  section. 

Former  HCE.  "Former  HCE"  means  a 
former  employee  who  is  a  highly 
compensated  former  employee  within 
the  meaning  of  section  414(q)(g). 

Former  NHCE.  "Former  NHCE" 
means  a  former  employee  who  is  not  a 
former  HCE. 

Fresh-start  date.  "Fresh-start  date"  is 
defined  in  §  1.401(a)(4)-13(c)(5)(iU). 

Fresh-start  group.  "Fresh-start  group" 
is  defined  in  §  1.401(a)(4>-13(c)(5)(ii). 

Gross  benefit  percentage.  "Gross 
benefit  percentage"  is  defined  in 
§1.401(n-l(c)(18). 

HCE.  "HCE"  means  an  employee  who 
is  a  highly  compensated  employee 
within  the  meaning  of  section  414(q). 

Integration  level.  "Integration  level"  is 
defined  in  §  1.401(7)-l(c)(20). 

Measurement  period.  "Measurement 
period"  is  defined  in  §  1.401(a)(4)- 
3(d)(l)(iii). 

NHCE.  "NHCE"  means  an  employee 
who  is  not  a  HCE. 

Nonexcludable  employee. 
"Nonexcludable  employee"  means  an 
employee  within  the  meaning  of 
§  1.410(b>-g,  other  than  an  excludable 
employee  with  respect  to  the  plan  as 
determined  under  §  1.410(b)-6. 

Normalize.  With  respect  to  a  benefit 
payable  to  an  employee  in  a  particular 
form,  "normalize"  means  to  convert  the 
benefit  to  an  actuarially  equivalent 
straight  life  annuity  commencing  at  the 
employee's  testing  age.  The  actuarial 
assumptions  used  in  normalizing  a 
benefit  must  be  reasonable  and  must  be 
applied  on  a  gender-neutral  basis.  A 
standard  interest  rate  and  a  standard 
mortality  table  are  among  the 
assiunptions  considered  reasonable  for 
this  purpose. 

Offset  plan.  "Offset  plan"  is  defined 
in§1.40l(l)-l(c)(24). 

Optional  form  of  benefit.  "Optional 
form  of  benefit"  is  defined  in 
§1.401(a)(4)-4(e)(l). 

Other  right  or  feature.  "Other  right  or 
feature"  is  defined  in  §  1.401(a)(4)- 
4(e)(3). 
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Plan.  "Plan"  means  a  plan  within  the 
meaning  of  §  1.410(b)-7(a)  and  (b).  after 
application  of  the  mandatory 
disaggregation  rules  of  §  1.410(b)-7(c) 
and  the  permissive  aggregation  rules  of 
§1.410(b)-7(d).  .    ^  ^      .. 

Plan  year  "Plan  year    is  defined  in 
§1.410(b)-9. 

Plan  year  compensation — 11}  In  ^ 
general.  "Plan  year  compensation" 
means  section  414(s)  compensation  for 
the  plan  year  determined  by  measuring 
section  414(s)  compensation  during  one 
of  the  periods  described  in  paragraphs 
(2)  through  (4)  of  the  definition. 
Whichever  period  is  selected  must  be 
applied  uniformly  to  determine  the  plan 
year  compensation  of  every  employee. 

(2)  Plan  year.  This  period  consists  of 
the  plan  year. 

(3)  Twelve-month  period  ending  in 
the  plan  year.  This  period  consists  of  a 
specified  12-month  period  ending  w^ith 
or  within  the  plan  year,  such  as  the 
calendar  year  or  the  period  for 
determining  benefit  accruals  described 
in§1.401(a)(4}-3(f){6). 

(4)  Period  of  plan  participation  during 
the  plan  year.  This  period  consists  of 
the  portion  of  the  plan  year  during 
which  the  employee  is  a  participant  in 
the  plan.  This  period  may  be  used  to 
determine  plan  year  compensation  for 
the  plan  year  in  which  participation 
begins,  the  plan  year  in  which 
participation  ends,  or  both.  This  period 
may  be  used  to  determine  plan  year 
compensation  when  substituted  for 
average  annual  compensation 
§1.40l(a)(4)-3(e)(2)(ii)(A)  only  if  the 
plan  year  is  also  the  period  for 
determining  benefit  accruals  under  the 
plan  rather  than  another  period  as 
permitted  under  §  1.401(a){4)-3(f)(6). 
Further,  selection  of  this  period  must  be 
made  on  a  reasonably  consistent  basis 
from  plan  year  to  plan  year  in  a  manner 
that  does  not  discriminate  in  favor  of 
HCEs. 

(5)  Special  rule  for  new  employees. 
Notwithstanding  the  uniformity 
requirement  of  paragraph  (1)  of  this 
definition,  if  employees'  plan  year 
compensation  for  a  plan  year  is 
determined  based  on  a  12-month  period 
ending  within  the  plan  year  under 
paragraph  (3)  of  this  definition,  then  the 
plan  year  compensation  of  any 
employees  whose  date  of  hire  was  less 
than  12  months  before  the  end  of  that 
12-month  period  must  be  determined 
uniformly  based  either  on  the  plan  year 
or  on  the  employees'  periods  of 
participation  during  the  plan  year,  as 
provided  in  paragraphs  (2)  and  (4), 
respectively,  of  this  definition. 

QJSA.  "Q)SA"  means  a  qualified  joint 
and  survivor  annuity  as  defined  in 
section  417(b). 


QSUPP-i\)  In  general.  "QSUPP"  or 
"qualified  social  security  supplement" 
means  a  social  security  supplement  that 
meets  each  of  the  requirements  in 
paragraphs  (2)  through  (6)  of  this 
definition. 

(2)  Accnial-Ai)  General  rule.  The 
amount  of  the  social  security 
supplement  payable  at  any  age  for 
which  the  employee  is  eligible  for  the 
social  security  supplement  must  be 
equal  to  the  lesser  of— 

(A)  The  employee's  old-age  insurance 
benefit,  unreduced  on  account  of  age. 
under  title  II  of  the  Social  Security  Act; 
and 

(B)  The  accrued  social  security 
supplement,  determined  under  one  of 
the  methods  in  paragraph  (2)(ii)  through 
(iv)  of  this  definition. 

(ii)  Section  401(1)  plans.  In  the  case  of 
a  section  401{/)  plan  that  is  a  defined 
benefit  excess  plan,  each  employee's 
accrued  social  security  supplement 
equals  the  employee's  average  annual 
compensation  up  to  the  integration 
level,  muhiplied  by  the  disparity 
provided  by  the  plan  for  the  employee's 
years  of  service  used  in  determining  the 
employee's  accrued  benefit  under  the 
plan.  In  the  case  of  a  section  401(1)  plan 
that  is  an  offset  plan,  each  employee's 
accrued  social  security  supplement 
equals  the  dollar  amount  of  the  offset 
accrued  for  the  employee  under  the 
plan. 

(iii)  PIA  Offset  plan.  In  the  case  of  a 
PIA  offset  plan,  each  employee's 
accrued  social  security  supplement 
equals  the  dollar  amount  of  the  offset 
accrued  for  the  employee  under  the 
plan.  For  this  purpose,  a  PLA  offset  plan 
is  a  plan  that  reduces  an  employee's 
benefit  by  an  offset  based  on  a  stated 
percentage  of  the  employee's  primary 
insurance  amount  under  the  Social 
Security  Act. 

(iv)  Other  plans.  In  the  case  of  any 
other  plan,  each  employee's  social 
security  supplement  accrues  ratably 
over  the  period  beginning  with  the  later 
of  the  employee's  commencement  of 
participation  in  the  plan  or  the  effective 
date  of  the  social  security  supplement 
and  ending  with  the  earliest  age  at 
which  the  social  security  supplement  is 
payable  to  the  employee.  The  effective 
date  of  the  social  security  supplement  is 
the  later  of  the  effective  date  of  the 
amendment  adding  the  social  security 
supplement  or  the  effective  date  of  the 
amendment  modifying  an  existing  social 
security  supplement  to  comply  with  the 
requirements  of  this  definition.  If,  by  the 
end  of  the  first  plan  year  to  which  these 
regulations  apply,  as  set  forth  in 
§  1.401(a)(4)-13  (a)  and  (b).  an 
amendment  is  made  to  a  social  security 
supplement  in  existence  on  September 


19. 1991.  the  employer  may  treat  the 
accrued  portion  of  the  social  security 
supplement,  as  determined  under  the 
plan  without  regard  to  amendments 
made  after  September  19. 1991.  as 
included  in  the  employee's  accrued 
social  security  supplement,  provided 
that  the  remainder  of  the  social  security 
supplement  is  accrued  under  the 
otherwise-applicable  method. 

(3)  Vesting.  The  plan  must  provide 
that  an  employee's  right  to  the  accrued 
social  security  supplement  becomes 
nonforfeitable  within  the  meaning  of 
section  411  as  if  it  were  an  early 
retirement  benefit. 

(4)  Eligibility.  The  plan  must  impose 
the  same  eligibility  conditions  on 
receipt  of  the  social  security  supplement 
as  on  receipt  of  the  early  retirement 
benefit  in  conjunction  with  which  the 
social  security  supplement  is  payable. 
Furthermore,  if  the  service  required  for 
an  employee  to  become  eligible  for  the 
social  security  supplement  exceeds  15 
years,  then  the  ratio  percentage  of  the 
group  of  employees  who  actually  satisfy 
the  eligibility  conditions  on  receipt  of 
the  QSUPP  in  the  current  plan  year 
must  equal  or  exceed  the  unsafe  harbor 
percentage  applicable  to  the  plan  under 
§1.410(b)-4(c)(4)(ii). 

(5)  QJSA.  At  each  age,  the  most 
valuable  QSUPP  commencing  at  that  age 
must  be  payable  in  conjunction  with  the 
QJSA  commencing  at  that  age.  In 
addition,  the  plan  must  provide  that,  in 
the  case  of  social  security  supplement 
payable  in  conjunction  with  a  QJSA.  the 
social  security  supplement  will  be  paid 
after  the  employee's  death  on  the  same 
terms  as  the  QJSA,  but  in  no  event  for 
a  period  longer  than  the  period  for 
which  the  social  security  supplement 
would  have  been  paid  to  the  employee 
had  the  employee  not  died.  For 
example,  if  the  QJSA  is  in  the  form  of 
a  joint  annuity  with  a  50-percent 
survivor's  benefit,  the  social  security 
supplement  must  provide  a  50-percent 
survivor's  benefit.  When  Section  417(c) 
requires  the  determination  of  a  QJSA  for 
purposes  of  determining  a  qualified  pre- 
retirement survivor's  annuity  as  defined 
in  section  417(c)  ("QPSA").  the  social 
security  supplement  payable  in 
conjunction  with  that  QJSA  must  be 
paid  in  conjunction  with  the  QPSA. 

(6)  Protection.  The  plan  must 
specifically  provide  that  the  social 
security  supplement  is  treated  as  an 
eariy  retirement  benefit  that  is  protected 
under  section  411(d)(6)  (other  than  for 
purposes  of  sections  401(a)(ll)  and 
417).  Thus,  the  accrued  social  security 
supplement  must  continue  to  be  payable 
notwithstanding  subsequent 
amendment  of  the  plan  (including  the 
plan's  termination),  and  an  employee 
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may  meet  the  eligibility  requirements 
for  the  social  security  supplement  after 
plan  termination. 

Qualified  plan.  "Qualified  plan" 
means  a  plan  that  satisfies  section 
401(a).  For  this  purpose,  a  qualified 
plan  includes  an  annuity  plan  described 
in  section  403(a). 

Rate  group.  "Rate  group"  is  defined  in 
§  1.401(a)(4)-2(c)(l)  or  is  defined  in 
§1.401(a)(4)-3(c)(l). 

Ratio  percentage.  "Ratio  percentage" 
is  defined  in  §  1.401(b}-9. 

Section  401  (a)(  17)  employee.  "Section 
40l(a)(17)  employee"  is  defined  in 
§1.401(a)(17)-l(e){2)(ii). 

Section  401(k)  plan.  "Section  401(k) 
plan"  is  defined  in  §  1.410(b)-9. 

Section  401(1)  plan.  "Section  401(1) 
plan"  is  defined  in  §  1.401(b)-9. 

Section  40l(m)plan.  "Section  401(m) 
plan"  is  defined  in  §  1.410(b)-9. 

Section  41 4(s)  compensation — (1) 
General  rule.  When  used  with  reference 
to  compensation  for  a  plan  year,  12- 
month  period,  or  other  specified  period, 
"section  414(s)  compensation"  means 
compensation  measured  using  an 
underlying  definition  that  satisfies 
section  414(s)  for  the  applicable  plan 
year.  Whether  an  underlying  definition 
of  compensation  satisfies  section  414(s] 
is  determined  on  a  year-by-year  basis, 
based  on  the  provisions  of  section  414(s) 
in  effect  for  the  applicable  plan  year 
and,  if  relevant,  the  employer's  HCEs 
and  NHCEs  for  that  plan  year.  See 
1.414(s)-l(i)  for  transition  rules  for  plan 
years  beginning  before  the  effective  date 
applicable  to  the  plan  imder 
§  1.401(a)(4)-13  (a)  or  (b).  For  a  plan 
year  or  12-month  period  beginning 
before  January  1, 1988,  any  underlying 
definition  of  compensation  may  be  used 
to  measure  the  amount  of  employees' 
compensation  for  purposes  of  this 
definition,  provided  that  the  definition 
was  nondiscriminatory  based  on  the 
facts  and  circumstances  in  existence  for 
that  plan  year  or  for  the  plan  year  in 
which  that  12-month  period  ends. 

(2)  Determination  period  for  section 
414(s)  nondiscrimination  requirement — 
(i)  General  rule.  If  an  underlying 
definition  of  compensation  must  satisfy 
the  nondiscrimination  requirement  in 
§  1.414(s)-l(d)(3)  in  order  to  satisfy 
section  414(s)  for  a  plan  year,  any  one 
of  the  following  determination  periods 
may  be  used  to  satisfy  the 
nondiscrimination  requirement — 

(A)  The  plan  year; 

(B)  The  calendar  year  ending  in  the 
plan  year;  or 

(C)  The  12-month  period  ending  in 
the  plan  year  that  is  used  to  determine 
the  underlying  definition  of 
compensation. 


(ii)  Exception  for  partial  plan  year 
compensation.  Notwithstanding  the 
general  rule  in  paragraph  (2)(i)  of  this 
definition,  if  the  period  for  measuring 
the  underl}ring  compensation  is  the 
portion  of  the  plan  year  during  which 
each  employee  is  a  participant  in  the 
plan  (as  provided  in  paragraph  (4)  of  the 
definition  of  plan  year  compensation  in 
this  section),  that  period  must  be  used 
as  the  determination  period. 

(3)  Plans  using  permitted  disparity.  In 
the  case  of  a  section  401(7)  plan  or  a 
plan  that  imputes  permitted  disparity  in 
accordance  with  §  1.401(a)(4)-7,  an 
underlying  definition  of  compensation 
is  not  section  414(s)  compensation  if  the 
definition  results  in  significant  under* 
inclusion  of  compensation  for 
employees. 

Social  security  supplement.  "Social 
security  supplement"  is  defined  in 
§1.411{a)-7(c)(4)(ii). 

Standard  interest  rate.  "Standard 
interest  rate"  means  an  interest  rate  that 
is  neither  less  than  7.5  percent  nor 
greater  than  8.5  percent,  compounded 
annually.  The  Commissioner  may,  in 
revenue  rulings,  notices,  and  other 
guidance  of  general  applicability, 
change  the  definition  of  standard 
interest  rate. 

Standard  mortality  table.  "Standard 
mortality  table"  means  one  of  the 
following  tables:  the  UP-1984  Mortality 
Table  (Unisex);  the  1983  Group  Annuity 
Mortality  Table  (1983  GAM)  (Female); 
the  1983  Group  Annuity  Mortality  Table 
(1983  GAM)  (Male);  the  1983  Individual 
Annuity  Mortality  Table  (1983  lAM) 
(Female);  the  1983  Individual  Annuity 
Mortality  Table  (1983  LAM)  (Male);  the 
1971  Group  Annuity  Mortality  Table 
(1971  GAM)  (Female);  the  1971  Group 
Annuity  Mortality  Table  (1971  GAM) 
(Male);  the  1971  Individual  Annuity 
Mortality  Table  (1971  lAM)  (Female);  or 
the  1971  Individual  Annuity  Mortality 
Table  (1971  LAM)  (Male).  These 
standard  mortality  tables  are  available 
from  the  Society  of  Actuaries,  475  N. 
Martingale  Road,  Suite  800, 
Schaumberg,  Illinois  60173.  The 
Commissioner  may,  in  revenue  rulings, 
notices,  and  other  guidance  of  general 
applicability,  change  the  definition  of 
standard  mortality  table.  See 
§  601.601(d)(2){ii)(b)  of  this  Chapter. 

Straight  life  annuity.  "Straight  life 
annuity"  means  an  annuity  payable  in 
equal  installments  for  the  life  of  the 
employee  that  terminates  upon  the 
employee's  death. 

Testing  age.  With  respect  to  an 
employee,  "testing  age"  means  the  age 
determined  for  the  employee  under  the 
following  rules: 

(1)  If  the  plan  provides  the  same 
uniform  normal  retirement  age  for  all 


employees,  the  employee's  testing  age  is 
the  employee's  nonnal  retirement  age 
under  the  clan. 

(2)  If  a  plan  provides  diffiarent 
uniform  normal  retirement  ages  for 
different  employees  or  different  groups 
of  employees,  the  employee's  testing  age 
is  the  employee's  latest  normal 
retirement  age  under  any  uniform 
normal  retirement  age  under  the  plan, 
regardless  of  whether  that  particular 
uniform  normal  retirement  age  actually  . 
applies  to  the  employee  under  the  plan. 

(3)  If  the  plan  does  not  provide  a 
uniform  normal  retirement  age.  the 
employee's  testing  age  is  65. 

(4)  If  an  employee  is  beyond  the 
testing  age  otherwise  determined  for  the 
employee  under  paragraphs  (1)  through 
(3)  of  this  definition,  the  employee's 
testing  age  is  the  employee's  current 
age.  The  rule  in  the  preceding  sentence 
does  not  apply  in  the  case  of  a  defined 
benefit  plan  that  fails  to  satisfy  the 
requirements  of  §  1.401(a)(4)-3(0(3)(i) 
(permitting  certain  increases  in  benefits 
that  commence  after  normal  retirement 
age  to  be  disregarded). 

Testing  semce.  "Testing  service"  is 
defined  in  §1.401(a)(4)-3(d)(l)(iv). 

Uniform  normal  retirement  age—il) 
General  rule.  "Uniform  normal 
retirement  age"  means  a  single  normal 
retirement  age  imder  the  plan  that  does 
not  exceed  the  maximum  age  in 
paragraph  (3)  of  this  definition  and  that 
is  the  same  for  all  of  the  employees  in 
a  given  group. 

(2)  Stated  anniversary  date — (i) 
General  rule.  A  group  of  employees  does 
not  fail  to  have  a  uniform  normal 
retirement  age  merely  because  the  plan 
provides  that  the  normal  retirement  age 
of  all  employees  in  the  group  is  the  later 
of  a  stated  age  (not  exceeding  the 
maximum  age  in  paragraph  (3)  of  this 
definition)  or  a  stated  anniversary  no 
laier  than  the  fifth  anniversary  of  the 
time  each  employee  commenced 
pa.'-ticipation  in  the  plan.  For  employees 
who  commenced  participation  in  the 
plan  before  the  first  plan  year  beginning 
on  or  after  January  1. 1988.  the  stated 
anniversary  date  may  be  later  than  the 
anniversary  described  in  the  preceding 
sentence  if  it  is  no  later  than  the  earlier 
of  the  tenth  anniversary  of  the  date  the 
employee  commenced  participation  in 
the  plan  (or  such  earlier  anniversary 
selected  by  the  employer,  if  less  than 
10)  or  the  fifth  anniversary  of  the  first 
day  of  the  first  plan  year  beginning  on 
or  after  January  1, 1988. 

(ii)  Use  of  service  other  than 
anniversary  of  commencement  of 
participation.  In  lieu  of  using  a  stated 
anniversary  date  as  permitted  under 
paragraph  (2)(i)  of  this  definition,  a  plan 
may  use  a  stated  number  of  years  of 
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service  measured  on  another  basis, 
provided  that  the  determination  is  made 
on  a  basis  that  satisfies  section  411(a)(8) 
and  that  the  stated  number  of  years  of 
service  does  not  exceed  the  number  of 
anniversaries  permitted  under 
paragraph  (2)(i)  of  this  definition.  For 
example,  a  uniform  normal  retirement 
age  could  be  based  on  the  earlier  of  the 
fifth  anniversary  of  the  commencement 
of  participation  and  the  completion  of 
five  years  of  vesting  service. 

(3)  Maximum  age.  The  maximum  age 
is  generally  65.  However,  if  all 
employees  have  the  same  social  security 
retirement  age  (within  the  meaning  of 
section  415(b)(8)),  the  maximum-age  is 
the  employees'  social  security 
retirement  age.  Thus,  for  example,  a 
component  plan  has  a  uniform  normal 
retirement  age  of  67  if  it  defines  normal 
retirement  age  as  social  security 
retirement  age  and  all  employees  in  the 
component  plan  have  a  social  security 
retirement  age  of  67. 

Year  of  service.  "Year  of  service" 
means  a  year  of  service  as  defined  in  the 
plan  for  a  specific  purpose,  including 
the  method  of  crediting  service  for  that 
purpose  under  the  plan. 

§  1 .401  (aK4)-1 3    Effective  dates  and  freeh- 
ttart  rules. 

(a)  General  effective  dates — (1)  In 
general.  Except  as  otherwise  provided 
in  this  section,  §§  1.401  (a)(4)-l  through 
1.401(a)(4)-13  apply  to  plan  years 
beginning  on  or  after  January  1, 1994. 

12)  Plans  of  tax-exempt  organizations. 
In  the  case  of  plans  maintained  by 
organizations  exempt  from  income 
taxation  under  section  501(a).  including 
plans  subject  to  section  403(b)(12)(A)(i) 
(nonelective  plans),  §§  1.401(a)(4)-l 
through  1.401(a)(4)-13  apply  to  plan 
years  beginning  on  or  after  January  1, 
1996. 

(3)  Compliance  during  transition 
period.  For  plan  years  beginning  before 
the  effective  date  of  these  regulations,  as 
set  forth  in  paragraph  (a)  (1)  and  (2)  of 
this  section,  and  on  or  after  the  first  day 
of  the  first  plan  year  to  which  the 
amendments  made  to  section  410(b)  by 
section  1112(a)  of  the  Tax  Reform  Act  of 
1986  ("TRA  '86")  apply,  a  plan  must  be 
operated  in  accordance  with  a 
reasonable,  good  faith  interpretation  of 
section  401(a)(4).  taking  into  account 
pre-existing  guidance  and  the 
amendments  made  by  TRA  '86  to 
related  provisions  of  the  Code 
(including,  for  example,  sections  401(/). 
401(a)(17),  and  410(b)).  Whether  a  plan 
is  operated  in  accordance  with  a 
reasonable,  good  faith  interpretation  of 
section  401(a)(4)  will  generally  be 
determined  on  the  basis  of  all  relevant 
facts  and  circumstances,  including  the 


extent  to  which  an  employer  has 
resolved  unclear  issues  in  its  favor.  A 
plan  will  be  deemed  to  be  operated  in 
accordance  with  a  reasonable,  good  faith 
interpretation  of  section  401(a)(4)  if  it  is 
operated  in  accordance  with  the  terms 
of§§1.401(a)(4)-l  through  1.401(a)(4)- 

13. 

(b)  Effective  date  for  governmental 
plans.  In  the  case  of  governmental  plans 
described  in  section  414(d),  including 
plans  subject  to  section  403(b)(12)(A)(i) 
(nonelective  plans),  §§  I.401(a)(4>-1 
through  1.401(a)(4)-13  apply  to  plan 
years  beginning  on  or  after  the  later  of 
January  1, 1996.  or  90  days  after  the 
opening  of  the  first  legislative  session 
beginning  on  or  after  January  1, 1996,  of 
the  governing  body  with  authority  to 
amend  the  plan,  if  that  body  does  not 
meet  continuously.  Such  plans  are 
deemed  to  satisfy  section  401(a)(4)  for 
plan  years  before  that  effective  date.  For 
purposes  of  this  paragraph  (b).  the  term 
"governing  body  with  authority  to 
amend  the  plan"  means  the  legislature, 
board,  commission,  council,  or  other 
governing  body  with  authority  to  amend 
the  plan. 

(c)  Fresh-start  rules  for  defined  benefit 
plans — (1)  Introduction.  This  paragraph 
(c)  provides  rules  that  must  be  satisfied 
in  order  to  use  the  fresh-start  testing 
options  for  defined  benefit  plans  in 

§  1.401(a)(4)-3  (b)(6)(vii)  and  (d)(3)(iii). 
relating  to  the  safe  harbors  and  the 
general  test,  respectively.  Those  fresh- 
start  options  are  designed  to  allow  a 
plan  to  be  tested  without  regard  to 
benefits  accrued  before  a  selected  fresh- 
start  date.  To  the  extent  provided  in 
paragraph  (d)  of  this  section,  those 
options  also  may  be  used  to  disregard 
certain  increases  in  benefits  attributable 
to  compensation  increases  after  a  fresh- 
start  date.  While  this  paragraph  (c) 
generally  requires  a  plan  to  be  amended 
to  freeze  employees'  accrued  benefits  as 
of  a  ft^sh-start  date  and  to  provide  any 
additional  accrued  benefits  after  the 
&«sh-start  date  solely  in  accordance 
with  certain  specified  formulas,  certain 
of  these  requirements  do  not  apply  to  a 
plan  that  is  tested  under  the  general  test 
of  §  1.401(a)(4)-3(c).  See  §  1.401(a)(4}-3 
(b)(6)(vii)  and  (d)(3)(iii). 

(2)  General  rule.  A  defined  benefit 
plan  satisfies  this  paragraph  (c)  if— 

(i)  Accrued  benefits  of  employees  in 
the  ft'esh-start  group  are  frozen  as  of  the 
fresh-start  date  in  accordance  with 
paragraph  (c)(3)  of  this  section; 

(ii J  Accrued  benefits  after  the  fresh- 
start  date  for  employees  in  the  fresh- 
start  group  are  determined  under  one  of 
the  ft^sh-start  formulas  in  paragraph 
(c)(4)  of  this  section;  and 

(iii)  Paragraph  (c)(5)  of  this  section  is 
satisfied. 


(3)  Definition  of  frozen — (i)  General 
rule.  An  employee's  accrued  benefit 
under  a  plan  is  frozen  as  of  the  firesh- 
start  date  if  it  is  determined  as  if  the 
employee  terminated  employment  with 
the  employer  as  of  the  fresh-start  date 
(or  the  date  the  employee  actually 
terminated  employment  with  the 
employer,  if  earlier),  and  without  regard 
to  any  amendment  to  the  plan  adopted 
after  that  date,  other  than  amendments 
recognized  as  effective  as  of  or  before 
that  date  under  section  401(b)  or 
§  1.401(a)(4)-ll(g).  The  assumption  that 
an  employee  has  terminated 
employment  applies  solely  for  purposes 
of  this  paragraph  (c)(3).  Thus,  for 
example,  the  fresh  start  has  no  effect  on 
the  service  teiken  into  account  for 
purposes  of  determining  vesting  and 
eligibility  for  benefits,  rights,  and 
features  under  the  plan. 

[u)  Permitted  compensation 
adjustments.  An  employee's  accrued 
benefit  under  a  plan  that  satisfies 
paragraph  (d)  of  this  section  does  not 
fail  to  be  frozen  as  of  the  fresh-start  date 
merely  because  the  plan  makes  the 
adjustments  described  in  paragraph  (d) 
(7)  and  (8)  of  this  section  with  regard  to 
the  fresh-start  date.  In  addition,  if  the 
frozen  accrued  benefit  of  an  employee 
under  the  plan  includes  top-heavy 
minimum  benefits,  an  employee's 
accrued  benefit  under  a  plan  does  not 
fail  to  be  frozen  as  of  the  fresh-start  date 
merely  because  the  plan  increases  the 
frozen  accrued  benefit  of  each  employee 
in  the  fresh-start  group  solely  to  the 
extent  necessary  to  comply  with  the 
average  compensation  requirement  of 
section  416(c)(l)(D)(i). 

(iii)  Permitted  changes  in  optional 
forms.  An  employee's  accrued  benefit 
under  a  plan  does  not  fail  to  be  frozen 
as  of  the  fi^sh-start  date  merely  because 
the  plan  provides  a  new  optional  form 
of  benefit  with  respect  to  the  frozen 
accrued  benefit,  if — 

(A)  The  optional  form  is  provided 
with  respect  to  each  employee's  entire 
accrued  benefit  (i.e.,  accrued  both  before 
and  after  the  ft^sh-start  date); 

(B)  The  plan  provided  meaningful 
coverage  as  of  the  fresh-start  date,  as 
described  in  paragraph  (d)(4)  of  this 
section;  and 

(C)  The  plan  provides  meaningful 
current  benefit  accruals  as  described  in 
paragraph  (d)(6)  of  this  section. 

(4)  Fresh-stari  formulae— {i)  Formula 
without  wear-away.  An  employee's 
accrued  benefit  under  the  plan  is  equal 
to  the  sum  of — 

(A)  The  employee's  frozen  accrued 
benefit;  and 

(B)  The  employee's  accrued  benefit 
determined  under  the  formula 
applicable  to  benefit  accruals  in  the 
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current  plan  year  ("current  formula")  as 
applied  to  the  employee's  years  of 
service  after  the  fresh-start  date. 

(ii)  Formula  with  wear-away.  An 
employee's  accrued  benefit  under  the 
plan  is  equal  to  the  greater  of— 

(A)  The  employee's  frozen  accrued 
benefit;  or 

(B)  The  employee's  accrued  benefit 
determined  under  the  current  formula 
as  applied  to  the  employee's  total  years 
of  service  (before  and  after  the  fresh- 
start  date)  taken  into  account  imder  the 
current  formula. 

(iii)  Formula  with  extended  wear- 
away.  An  employee's  accrued  benefit 
under  the  plan  is  equal  to  the  greater 
of— 

(A)  The  amount  determined  under 
paragraph  (c)(4)(i)  of  this  section;  or 

(Bj  The  amount  determined  under 
paragraph  (c)(4)(ii)(B)  of  this  section. 

(5)  Rules  of  application — (i) 
Consistency  requirement.  This 
paragraph  (c)(5)  is  not  satisfied  unless 
the  fresh-start  rules  in  this  paragraph  (c) 
(and  paragraph  (d)  of  this  section,  if 
applicable)  are  applied  consistently  to 
all  employees  in  the  fresh-start  group. 
Thus,  for  example,  the  same  fr«sh-start 
date  and  fresh-start  formula  (within  the 
meaning  of  paragraph  (c)(4)  of  this 
section)  must  apply  to  all  employees  in 
the  fresh-start  group.  Similarly,  if  a  plan 
makes  a  fresh  start  for  all  employees 
with  accrued  benefits  on  the  fresh-start 
date  and,  for  a  later  plan  year,  is 
aggregated  for  purposes  of  section 
401(a)(4)  with  another  plan  that  did  not 
make  the  same  fi^sh  start,  the 
aggregated  plan  must  make  a  new  fi^sh 
start  in  order  to  use  the  fresh-start  rules 
for  that  later  plan  year  or  any 
subsequent  plan  year. 

[ii)  Definition  of  fresh-start  group. 
Generally,  the  fresh-start  group  with 
respect  to  a  fresh  start  consists  of  all 
employees  who  have  accrued  benefits  as 
of  the  fresh-start  date  and  have  at  least 
one  hour  of  service  with  the  employer 
after  that  date.  However,  a  fresh-start 
group  with  respect  to  a  fresh  start  may 
consist  exclusively  of  all  employees 
who  have  accrued  benefits  as  of  the 
fresh-start  date,  have  at  least  one  hour 
of  service  with  the  employer  after  that 
date,  and  are — 

(A)  Section  401(a)(17)  employees;  or 

(B)  Members  of  an  acquired  group  of 
employees  (provided  the  fi«sh-start  date 
is  the  date  determined  under  paragraph 
(c)(5)(iii)(B)  of  this  section). 

(iii)  Definition  of  fresh-start  date. 
Generally,  the  fi^sh-start  date  is  the  last 
day  of  a  plan  year.  However,  a  plan  may 
use  a  fresh-start  date  other  than  the  last 
day  of  the  plan  year  if—- 

(A)  The  plan  satisfied  the  safe  harbor 
rules  of  §  1.401(a)(4)-3(b)  for  the  period 


from  the  beginning  of  the  plan  year 
throu^  the  fresh-start  date;  or 

(B)  The  fresh-start  group  is  an 
acquired  group  of  employees,  and  the 
fresh-start  date  is  the  latest  date  of  hire 
or  transfer  into  an  acquired  trade  or 
business  selected  by  the  employer  for 
any  employees  to  be  included  in  the 
acquired  group  of  employees. 

(6)  Examples.  The  /ollowing  examples 
illustrate  the  ruJes  in  this  paragraph  (c): 

Example  1.  (a)  Employer  X  maintains  a 
defined  benefit  plan  with  a  calendar  plan 
year.  The  plan  formula  provides  an  employee 
with  a  normal  retirement  benefit  at  age  65  of 
one  percent  of  average  annual  compensation 
up  to  covered  compensation,  multiplied  by 
the  employee's  years  of  service  for  Employer 
X,  plus  1.5  percent  of  average  annual 
compensation  in  excess  of  covered 
compensation,  multiplied  by  the  employee's 
years  of  service  for  Employer  X  up  to  40. 

(b)  For  plan  years  beginning  after  1994, 
Employer  X  amends  the  plan  formula  to 
provide  a  normal  retirement  benefit  of  0.75 
percent  of  average  annual  compensation  up 
to  covered  compensation  multiplied  by  the 
employee's  total  years  of  service  for 
Employer  X  up  to  35,  plus  1.4  percent  of 
average  annual  compensation  in  excess  of 
covered  compensation  multiplied  by  the 
employee's  years  of  service  for  Employer  X 
up  to  35.  For  plan  years  after  1994,  each 
employee's  accrued  t)enefit  is  determined 
under  the  fresh-start  formula  in  paragraph 
(c)(4)(iii)  of  this  section  (formula  with 
extended  wear-away),  using  December  31, 
1994,  as  the  fresh-start  date. 

(c)  As  of  December  31, 1994,  Employee  M 
has  10  years  of  service  for  Employer  X,  has 
average  annual  compensation  of  S38,000,  and 
has  covered  compensation  of  S30,000. 
Employee  M's  accrued  benefit  as  of 
Deceml)er  31, 1994,  is  therefore  S4,200  ((1 
percentxSaO.OOOxlO  years)+(1.5 
percentx$8, 000x10  years)).  As  of  December 
31, 1995,  Employee  M  has  11  years  of  service 
for  Employer  X,  has  average  annual 
compensation  of  S40,000,  and  has  covered 
compensation  of  S32,000.  Employee  M's 
accrued  benefit  as  of  December  31, 1995,  is 
$4,552,  the  greater  of— 

(1)  S4,552,  the  sum  of  Employee  M's 
accrued  benefit  frozen  as  of  December  31, 
1994,  ($4,200)  and  the  amended  formula 
applied  to  Employee  M's  years  of  service 
after  1994  ((0.75  percentx$32,0O0xl 
year)+(1.4  percentx$d,000xl  year),  or  $352); 
or 

(2)  $3,872,  the  amended  formula  applied  to 
Employee  M's  total  years  of  service  ((0.75 
percentx$32,000xllyears)4<1.4 
percentx$8,000xll  years]). 

Example  2.  (a)  Employer  Y  maintains  a 
defmed  benefit  plan.  Plan  A,  that  has  a 
calendar  plan  year.  For  the  1995  plan  year. 
Plan  A  satisfies  the  requirements  for  a  safe 
harbor  plan  in  §  1.401(a)(4)-3(b).  Employer  Y 
selects  a  date  in  1995  for  all  the  employees, 
freezes  the  employees'  accrued  beneHts  as  of 
that  date  under  the  rules  of  paragraph  (c)(3) 
of  this  section,  and.  In  accordance  with  the 
rules  of  this  paragraph  (c),  amends  Plan  A  to 
determine  benefits  for  all  employees  after 
that  date  using  the  formula  with  wear-away 


described  in  paragraph  (c)(4Hii)  of  this 
section.  The  new  benefit  formula  would 
satisfy  the  requirements  for  a  safe  harbor  plan 
in  §  1.401(a)(4>-3(b]  if  all  accrued  benefits 
were  determined  under  it 

(b)  Because  Plan  A  satisfied  the 
requirements  for  a  safe  harbor  plan  for  the 
period  from  the  beginning  of  the  plan  year 
through  the  selected  date,  paragraph 
(c)(5)(iii)(A)  of  this  section  permits  the 
selected  date  to  be  a  fresh-start  date,  even  if 
it  is  not  the  last  day  of  the  plan  year.  Thus, 
Plan  A  satisfies  the  requirements  in  this 
paragraph  (c)  for  a  fresh  start  as  of  the  fresh- 
start  date. 

(c)  Under  $  1.401(a)(4)-3(b)(6)(vii),  a  plan 
does  not  fail  to  satisfy  the  requirements  of 
§  1.40(a)(4)-3(b),  merely  l>ecause  of  benefits 
accrued  under  a  different  formula  prior  to  a 
fresh-start  date.  Thus,  Plan  A  still  satisfies 
the  safe  harbor  requirements  of  §  1.401(a)(4)- 
3(b)  after  the  amendment  to  the  benefit 
formula.  Because  Plan  A  satisfied  the 
requirements  for  a  safe  hart}or  plan  for  the 
period  from  the  begiiming  of  the  plan  year, 
taking  the  amendment  into  account. 
Employer  Y  may  select  any  date  within  the 
plan  year  (which  may  be  the  same  date  as  the 
first  fresh-start  date]  and  apply  the  fresh-start 
rules  in  this  paragraph  (c)  a  second  time  as 
of  that  date. 

(d)  Compensation  adjustments  to 
frozen  accrued  benefits- — (1) 
Introduction.  In  addition  to  the  fresh- 
stEurt  rules  in  paragraph  (c)  of  this 
section,  this  paragraph  (d)  sets  forth 
requirements  that  must  be  satisfied  in 
order  for  a  plan  to  disregard  increases  in 
benefits  accrued  as  of  a  fresh-start  date 
that  are  attributable  to  increases  in 
employees'  compensation  after  the 
fresh-start  date. 

(2)  In  general.  In  the  case  of  a  defined 
benefit  plan  that  is  tested  under  the  safe 
harbors  in  §  1.401(a)(4)-3(b)  or 
§  1.40l(a)(4)-8(c)(3),  an  employee's 
adjusted  accrued  benefit  (determined 
under  the  rules  in  paragraph  (d)(8)  of 
this  section)  may  he  substituted  for  the 
employee's  frozen  accrued  benefit  in 
applying  the  formulas  in  paragraph 
(c)(4)  of  this  section  (or  paragraph  (f)(2) 
of  this  section,  if  applicable)  if 
paragraphs  (d)(3)  through  (d)(7)  of  this 
section  are  satisfied.  Thus,  for  example, 
in  determining  whether  such  a  plan 
satisfies  §  1.401(a)(4)-3(b),  any 
compensation  adjustments  to  the 
employee's  frozen  accrued  benefit 
described  in  paragraph  (d)(8)  of  this 
section  are  disregarded.  Similarly,  in  the 
case  of  a  defined  benefit  plan  tested 
under  the  general  test  in  §  1.401(a)(4)- 
3(c),  the  compensation  adjustments 
described  in  paragraph  (d)(8)  of  this 
section  may  be  disregarded  under  the 
rules  of  §  1.401(a)(4)-3(d)(3)(iii)  if 
paragraphs  (d)(3)  through  (d)(7)  of  this 
section  are  satisfied.  Of  course,  any 
increases  in  accrued  benefits  exceeding 
these  adjustments  must  be  taken  into 
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account  under  the  general  test,  and  a 
plan  providing  such  excess  increases 
generally  will  bil  to  satisfy  the  saia 
harbor  requirements  of  §  1.401  (aM4)- 
3(b).  Where  paragraphs  (d)(3)  through 
(d)(7)  of  this  section  are  satisfied  with 
respect  to  a  plan  as  of  the  firesh-start 
date,  but  one  or  more  of  those 
paragraphs  fail  to  be  satisfied  for  a  later 
plan  year,  further  compensation 
adjustments  described  in  paragraf^ 
(dl(8)  of  this  section  may  not  be 
disregarded  in  testing  the  plan  under 
§  1.401(a)(4)-3. 

(3)  Pkm  nquimnents — (i)  Pn-fresh- 
start  date.  As  of  the  fresh-start  date,  the 
plan  must  have  contained  a  benefit 
mrmula  under  which  benefits  of  each 
employee  in  the  fresh-start  group  that 
are  accrued  as  of  the  fresh-start  date  and 
are  attributable  to  service  before  the 
fresh-start  date  would  be  affected  by  the 
employee's  compensation  after  the 
fresh-start  date.  A  plan  satisfies  this 
requirement,  for  example,  if  it  based 
benefits  on  an  employee's  highest 
average  pay  over  a  fixed  period  of  years 
or  on  an  a  employee's  average  pay  over 
the  employee's  entire  career  with  the 
employer.  A  plan  does  not  satisfy  this 
paragraph  (d)(3)(i)  if  the  Commissioner 
determines,  based  on  all  of  the  relevant 
facts  and  circumstances,  that  the  plan 
provision  described  in  the  first  sentence 
of  this  paragraph  (d)(3)  was  added 
primarily  in  order  to  provide  additional 
benefits  to  HCEs  that  are  disregarded 
under  the  special  testing  rules  described 
in  this  parasraph  (d). 

(ii)  Postfresh-start  date.  The  plan  by 
its  twms  must  provide  that  the  accrued 
benefits  of  each  employee  in  the  fresh- 
start  group  after  the  fresh-start  date  be 
at  least  equal  to  the  employee's  adjusted 
accrued  benefit  (i.e..  the  frozen  accrued 
benefit  as  of  the  fresh-start  date, 
adjusted  as  provided  under  paragraph 
(d)(7)  of  this  section,  plus  the 
compensation  adjustments  described  in 
paragraph  (dK8)  of  this  section). 

(4)  Meaningful  coverage  as  of  fresh- 
start  date.  The  plan  must  provide 
meaningful  coverage  as  of  the  fresh-start 
date.  A  plan  provided  meaningful 
coverage  as  of  the  fresh-start  date  if  the 
group  of  employees  with  acrrued 
benefits  under  the  plan  as  of  the  fresh- 
start  date  satisfied  the  minimum 
coverage  requirements  of  section  410(b) 
as  in  e^ect  on  that  date  (determined 
without  regard  to  section  410(b)(6)(C). 
In  order  to  satisfy  the  requirement  in  the 
preceding  sentence,  an  employer  may 
amend  the  plan  to  grant  past  service 
credit  under  the  formula  in  effect  as  of 
the  fresh-start  date  to  NHCEs,  if  the 
amount  of  past  service  granted  them  is 
leasonably  comparable,  on  average,  to 
ihe  amount  of  past  service  HCEs  have 


under  the  plan.  Any  benefit  increase 
that  results  from  the  grant  of  past 
service  credit  to  a  NHCE  under  this 
paragraph  (d)(4)  is  included  in  the 
employee's  fitizen  accrued  benefit. 

(5)  Meaningful  ongoing  coverage— (i) 
General  ruie.  The  fresh-start  group  must 
have  satisfied  the  minimum  coverage 
requirements  of  section  410(b)  for  all 
plan  years  from  the  first  plan  year 
beginning  after  the  fiesh-start  date 
through  5»e  current  plan  year.  Thus,  if 
a  fr«sh-start  group  fails  to  satisfy  the 
minimum  coverage  requirements  of 
section  410(b)  for  any  plan  year,  this 
paragraph  (d)(5)  is  not  satisfied  for  that 
plan  year  or  any  subsequent  plan  jraar. 
nowever.  such  a  failure  is  not  taken  into 
account  in  determining  whether  this 
paragraph  (d)(5)  is  satisfied  for  any 
previous  plan  year. 

(ii)  A/ternatJve  ruies.  Notwithstanding 
paragraph  (d)(5](i)  of  this  section,  a 
fresh-start  group  is  deemed  to  satisfy 
this  paragraph  (d)(5)  for  all  plan  years 
following  the  fresh-start  date  iif  any  one 
of  the  following  requiremmits  is 
satisfied. 

(A)  Section  410(b)  coverage  for  first 
five  years  beginning  after  the  fresh-start 
date.  The  fresh-start  group  must  have 
satisfied  the  minimum  coverage 
requirements  of  section  410(b)  for  the 
first  five  plan  years  b^iiming  after  the 
fresh-start  date. 

(B)  Ratio  percentage  coverage  as  of 
fresh-start  date.  The  fresh-start  group 
must  have  satisfied  the  ratio  percentage 
test  of  §  1.410(b)-2(b)(2)  as  of  the  fresh- 
start  date. 

(C)  Fresh  start  for  acquired  group  of 
employees.  The  fresh-start  group  must 
consist  of  an  acquired  group  of 
employees  that  satisfied  the  minimum 
coverage  requirements  of  section  410(b) 
(determined  without  regard  to  section 
410(b)(6)(C))  as  of  the  fiesh-start  date. 

(D)  Fresh  start  before  applicable 
effective  date.  The  fresh-start  date  with 
respect  to  the  fresh-start  group  must 
have  been  on  or  before  the  effective  date 
apphcable  to  the  plan  under  paragraph 
(a)  or  (b)  of  this  section. 

(6)  Meaningful  current  benefit 
accruals.  The  benefit  formula  and 
accrual  method  under  the  plan  that 
apply  to  the  fresh-start  group  must 
provide  benefit  accruals  in  the  current 
plan  year  (other  than  increases  in 
benefits  accrued  as  of  the  fresh-start 
date)  at  a  rate  that  is  meaningful  in 
comparison  to  the  rate  at  which  benefits 
accrued  for  the  fiesh-start  group  in  plan 
years  beginning  before  the  fresh-start 
date.  Whether  this  requirement  is 
satisfied  with  respect  to  a  &«sh-start 
group  that  is  an  acquired  group  of 
employees  may  be  determined  taking 
into  account  the  rate  at  which  benefits 


are  provided  to  other  employees  in  the 
plan. 

(7)  Minimum  benefit  adjustment— ii) 
In  general.  In  the  case  of  a  section  401(7) 
plan  or  a  plan  that  imputes  disparity 
under  S  1.401(a)(4)-7,  the  plan  must 
make  the  minimum  benefit  adjustment 
described  in  paragraph  (d)(7)  (ii)  or  (iii) 
of  this  section. 

(ii)  Excess  or  offset  plans.  In  the  case 
of  a  plan  that  is  a  defined  benefit  excess 
plan  as  of  the  fresh-start  date,  each 
employee's  frttzen  accrued  benefit  is 
adjusted  so  that  the  base  benefit 
percentage  is  not  less  than  50  percent  of 
the  excess  benefit  percentage.  In  the 
case  of  a  plan  that  is  a  PLA  offset  plan 
(as  defined  in  paragraph  (2)(iii)  of  the 
definition  of  QSUPP  in  §1.401  (8)(4)-12) 
as  of  the  fresh-start  date,  each 
employees'  offset  as  applied  to 
determine  the  frozen  accrued  benefit  is 
adjusted  so  that  it  does  not  exceed  50 
percent  of  the  benefit  determined 
without  applying  the  offset. 

(iii)  Other  plans.  In  the  case  of  a  plan 
that  is  not  d«scribed  in  paragraph 
(d)(7)(ii)  of  this  section,  each  employee's 
frozen  accrued  benefit  is  adjusted  in  a 
manner  that  is  economically  equivalent 
to  the  adjustment  required  under  that 
paragraph,  taking  into  account  the 
plan's  benefit  formula,  accrual  rate,  and 
relevant  employee  factors,  such  as 
period  of  service. 

(8)  Adjusted  accrued  benefit— (i) 
General  rule.  The  term  "adjusted 
accrued  benefit"  means  an  employee's 
frozen  accrued  benefit  that  is  adjusted 
as  provided  in  paragraph  (dM7)  of  this 
section  and  then  multiplied  by  a 
fraction  (not  less  than  one),  the 
numerator  of  which  is  the  employee's 
compensation  for  the  current  plan  year 
and  the  denominator  of  which  is  the 
employee's  compensation  as  of  the 
fresh-start  date  determined  under  the 
same  definition.  For  purposes  of  this 
adjustment,  the  compensation  definition 
must  be  either  the  same  compensation 
definition  and  formula  used  to 
determine  the  frt>zen  accrued  benefit  or 
average  annual  compensation  («vithout 
regard  to  §  1.401(a)(4)-3(e)(2){uKA)  (use 
of  plan  year  compensation)). 

Ui)  Alternative  formula  for  pre- 
effective-date  fresh  starts.  In  the  case  of 
a  fresh-start  da'e  before  the  effective 
date  that  applies  to  the  plan  under 
paragraph  (a)  or  (b)  of  this  section,  the 
adjusted  accrued  benefit  may  be 
determined  by  multiplying  the  bozan 
accrued  benefit  by  a  fraction  (not  less 
than  one)  determined  under  this 
paragraph  (d)(8)(ii).  The  numerator  of 
the  fraction  is  the  employee's  average 

annual  compensation  for  the  current 

plan  yeer.  The  denominator  of  the 

fraction  is  the  employee's 
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"reconstructed  average  annual 
compensation"  as  of  the  fresh-start  date. 
An  employee's  reconstructed  average 
annual  compensation  is  determined 
by- 

(A)  Selecting  a  single  plan  year 
beginning  after  the  fresh-start  date  but 
beginning  not  later  than  the  last  day  of 
the  first  plan  year  to  which  these 
regulations  apply  under  paragraph  (a)  or 
(b)  of  this  section; 

(B)  Determining  the  employee's 
average  annual  compensation  for  the 
selected  plan  year  under  the  same 
method  used  to  determine  the 
employee's  average  annual 
compensation  for  the  current  plan  year 
under  this  paragraph  (d)(8)(ii);  and 

(C)  Multiplying  the  employee's 
average  annual  compensation  for  the 
selected  plan  year  by  a  fraction,  the 
numerator  of  which  is  the  employee's 
compensation  as  of  the  fresh-start  date 
determined  under  the  same 
compensation  definition  and  formula 
used  to  determine  the  employee's  frozen 
accrued  benefit  and  the  denominator  of 
which  is  the  employee's  compensation 
for  the  selected  plan  year  determined 
under  the  compensation  definition  and 
formula  used  to  determine  the 
employee's  frozen  accrued  benefit. 

(iii)  Effect  of  section  401(a)(17).  In 
determining  the  numerators  and  the 
denominators  of  the  fractions  described 
in  this  paragraph  (d)(8),  the  annual 
compensation  limit  under  section 
401(a)(17)  generally  applies.  See, 
however,  §  1.401(a)(17)-l(e)(4)  for 
special  rules  applicable  to  section 
401(a)(17)  employees. 

(iv)  Option  to  make  less  than  the  full 
permitted  adjustment.  A  plan  may  limit 
the  increase  in  an  employee's  frozen 
accrued  benefit  for  the  current  and  all 
future  years  to  a  percentage  (not  more 
than  100  percent)  of  the  increase 
otherwise  provided  under  this 
paragraph  (d)(8).  Furthermore,  the  plan 
may,  at  any  time,  terminate  all  future 
adjustments  permitted  under  this 
paragraph  (d). 

(9)  Example.  The  following  example 
illustrates  the  rules  of  this  paragraph 
j(d). 

I    Example,  (a)  Employer  X  maintains  a 
'  defined  benefit  plan  that  is  an  excess  plan 
with  a  calendar  plan  year.  For  plan  years 
before  1989,  the  plan  is  integrated  with 
benefits  provided  under  the  Social  Security 
Act,  providing  each  employee  with  a  normal 
retirement  benefit  equal  to  one  percent  of  the 
employee's  average  annual  compensation  in 
excess  of  the  employee's  covered 
compensation,  multiplied  by  the  employee's 
years  of  service  for  Employer  X.  The  benefit 
formula  thus  provides  no  benefit  with  respect 
to  average  annual  compensation  up  to 
covered  compensation. 


(b)  As  of  December  31, 1988,  Employee  M 
has  10  years  of  service  for  Employer  X  and 
has  covered  compensation  of  S25,0OO  and 
average  annual  compensation  of  $20,000. 
Employee  M's  average  annual  comfjensation 
has  never  exceeded  $20,000.  Therefore,  as  of 
Deceml)er  31, 1988,  Employee  M's  accrued 
benefit  under  the  plan  is  zero. 

(c)  Effective  with  the  1989  plan  year,  the 
plan  is  amended  to  provide  each  employee 
with  a  normal  retirement  benefit  of  0.6 
percent  of  average  annual  compensation  up 
to  covered  compensation  plus  1.2  percent  of 
average  annual  compiensation  in  excess  of 
covered  compensation,  multiplied  by  the 
employee's  years  of  service  up  to  35.  The 
plan  also  provides  that,  for  plan  years  after 
1988,  each  employee's  accrued  benefit  is 
determined  under  the  formula  in  paragraph 
(c)(4)(i)  of  this  section  (formula  without 
wear-away)  and,  in  applying  the  fresh-start 
formula,  each  employee's  frozen  accrued 
benefit  under  paragraph  (c)(4)(i)  of  this 
section  will  be  adjusted  under  this  paragraph 
(d),  using  the  same  compensation  definition 
and  formula  used  to  determine  the  frozen 
accrued  benefit  under  paragraph  (d)(8)(i)  of 
this  section. 

(d)  The  plan  uses  the  permitted  disparity 
of  section  401(7)  and  thus  must  also  make  the 
minimum  benefit  adjustment  under 
paragraph  (d)(7)  of  this  section.  Because  the 
excess  benefit  percentage  under  the  plan  for 
years  before  1989  was  one  percent,  the  plan 
must  pitovide  a  base  benefit  percentage  for 
those  years  of  at  least  0.5  percent.  Afler  the 
minimum  benefit  adjustment.  Employee  M's 
accrued  benefit  as  of  December  31, 1988,  is 
SI  ,000  (0.5  percent  x  S20,000  x  10  years). 

(e)  As  of  December  31, 1992,  Employee  M 
has  14  years  of  service  and  has  covered 
compensation  of  S30,000  and  average  annual 
compensation  of  $35,000.  Employee  M's 
adjusted  accrued  benefit  as  of  Decemt>er  31, 
1992.  is  $1,750  ($1,000  x  $35,0O0/$20.OOO), 
and  Employee  M's  accrued  benefit  as  of 
December  31, 1992,  is  $2,710  (the  sum  of 

$1 .750  plus  $960  ((0.6  percent  x  $30,000  x  4 
years)  plus  (1.2  percent  x  $5,000  x  4  years))]. 

(e)  Determination  of  initial  theoretical 
reserve  for  target  benefit  plans) — (1) 
General  rule,  hi  the  case  of  a  target 
benefit  plan  the  stated  benefit  formula 
under  which  takes  into  account  service 
for  years  in  which  the  plan  did  not 
saUsfy  §  1.401(a)(4)-8(b)(3).  as  permitted 
under  §  1.401(a)(4)-8(b)(3)(vii).  the 
theoretical  reserve  as  of  the 
determination  date  for  the  last  plan  year 
beginning  before  the  first  day  of  the  first 
plan  satisfies  §  1.401(a)(4}-8(b)(3)  of  an 
employee  who  was  a  participant  in  the 
plan  on  that  determination  date,  is 
determined  as  follows: 

(i)  Determine  the  actuarial  present 
value,  as  of  that  determination  date,  of 
the  stated  benefit  that  the  employee  is 
projected  to  have  at  the  employee's 
normal  retirement  age,  using  the 
actuarial  assumptions,  the  provisions  of 
the  plan,  and  the  employee's 
compensation  as  of  that  determination 
date.  For  an  employee  who  attained  age 


equals  or  exceeds  the  employee's 
normal  retirement  age,  determine  the 
actuarial  present  value  of  the 
employee's  stated  benefit  at  the 
employee's  current  age,  but  using  an 
immediate  straight  life  annuity  factor  for 
an  employee  whose  attained  age  equals 
the  employee's  normal  retirement  age. 

(ii)  Calculate  the  actuarial  present 
value  of  futiue  required  employer 
contributions  (without  regard  to 
limitations  xuider  section  415  or 
additional  contributions  described  in 
§  1 .40(a)(4)-8(b)(3)(v))  as  of  that 
determination  date  (i.e.,  the  actuarial 
present  value  of  the  level  contributions 
due  for  each  plan  year  through  the  end 
of  the  plan  year  in  which  the  employee 
attains  normal  retirement  age).  This 
calculation  is  made  assuming  that  the 
required  contribution  in  each  future 
year  will  be  equal  to  the  required 
contribution  for  the  plan  year  that 
includes  that  determination  date,  and 
applying  the  interest  rate  that  was  used 
in  determining  that  required 
contribution. 

(iii)  Determine  the  excess,  if  any,  of 
the  amount  determined  in  paragraph 
(e)(l)(i)  of  this  section  over  the  amount 
determined  in  paragraph  (e](l)(ii)  of  this 
section.  This  excess  is  the  employee's 
theoretical  reserve  on  that 
determination  date. 

(2)  Example.  The  following  example 
illustrates  the  determination  of  an 
employee's  theoretical  reserve. 

Example,  (a)  A  target  benefit  plan  was 
adopted  and  in  effect  before  September  9, 
1991,  and  satisfied  the  requirements  of  Rev. 
Rul.  76-464, 1976-2  CB.  115,  with  respect 
to  all  years  credited  under  the  stated  benefit 
formula  through  1993.  The  plan  provides  a 
stated  benefit  equal  to  40  percent  of 
compensation,  pwyable  annually  as  a  straight 
life  annuity  beginning  at  normal  retirement 
age.  Normal  retirement  age  under  the  plan  is 
65.  The  stated  interest  rate  under  the  plan  is 
six  percent.  The  determination  date  for 
required  contrilnitions  under  the  plan  is  the 
last  day  of  the  plan  year.  Employee  M  is  38 
years  old  on  the  determination  date  for  the 
1993  plan  year,  has  participated  in  the  plan 
for  five  years,  and  has  compensation  equal  to 
$60,000  in  1993.  The  amount  of  employer 
contribution  to  Employee  M's  accoimt  for 
1993  was  $2,468. 

(b)  Under  these  facts.  Employee  M's 
theoretical  reserve  is  equal  to  $13,909, 
calculated  as  follows: 

(1)  The  actuarial  present  value  of  Employee 
M's  stated  benefit  is  calculated  using  the 
actuarial  assumptions,  provisions  of  the  plan 
and  Employee  M's  compensation  as  of  the 
determination  date  for  the  1993  plan  year. 
This  amount  is  equal  to  $46,512,  Employee 
M's  stated  benefit  of  $24,000  ($60,000 
multiplied  by  40  percent),  multiplied  by 
1.938,  the  actuarial  present  value  fector 
applicable  to  a  p>articipant  who  is  38  years 
old  using  a  stated  interest  rate  of  six  percent. 
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(2)  Ti»  actiMrial  prsMBl  ^»«h»*  of  fului» 
empioyw  oDOtributioas  ia  crioiliiwi 
assuming  that  tlw  raquirad  coakributiaa  in 
each  futui*  yaw  wUI  fa*  aq|H^  to  tb*  raquirad 
contribution  for  the  1993  plu  yMt  and 
nffminj  the  same  intemt  nta  aa  w«a  uaed 
in  determining  that  contribution.  This 
amount  is  equal  to  $32,603.  which  is  equal 
to  the  amount  of  the  level  annual  employer 
contrtbutioo  (J2,468)  mullipli«»  by  a  factor 
of  13.2105  (the  temporary  aomiity  factor  tor 

a  period  of  27  years,  asauming  the  six  percent 
interest  rate  that  was  uaed  to  detafmina  the 
required  aBopioyer  contribution). 

(3)  BmployeB  Ms  thaorsticai  laterva  is 
$13,909.  the  excess  of  the  amount 
determined  in  paragraph  (b)(2]  of  this 
Example  over  the  amount  detennined  in 
paragraph  (bM3)  of  this  £wimpM. 

Shirtey  IX  Pelaraon. 

Commiiuona  oflotemcJ  fleveoue. 
|FR  Doc.  93-87  Filed  l-8-93i  »;45  ami 

■ILUN6  COW  4a3a-«t-M 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcaraeitt 

30  CFR  Part  914 

Indiana  Regulatory  Pvogram 
Amendment 

agency:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

AcnOM:  Proposed  rule. ^^ 


SUMMARY:  OSM  is  announcing  receipt  of 
a  proposed  amendment  submitted  by 
Indiana  as  a  modification  to  the  State's 
regulatory  program  (hereinafter  referred 
to  as  the  Indiana  program)  under  the 
Surface  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA). 

The  amendment  (Program 
Amendment  92-8)  submitted  consists  of 
proposed  changes  to  the  Indiana  Surface 
Mining  Rules  concerning  ownership 
and  control.  The  amendment  would 
defme  what  constitutes  ownership  and 
control  of  a  surface  mining  operation; 
establish  actions  to  be  taken  to  identify 
and  correct  improvidently  issued 
permits;  and  resolve  outstanding 
violations.  The  amendment  is  intended 
to  revise  the  Indiana  program  to  be 
consistent  with  the  corresponding 
Federal  regulations. 

This  notice  sets  forth  the  times  and 
locations  that  the  Indiana  program  and 
the  proposed  amendment  to  that 
program  will  be  available  lor  public 
inspection,  the  comment  period  during 
which  interested  persons  may  submit 
written  comments  on  the  proposed 
amertdment.  and  the  procedures  that 


will  be  followed  for  a  public  hearing,  if 
one  is  requested. 

OATfft:  Written  comment*  must  be 
received  m  or  before  4  pan.  on  February 
11. 1»»3;  if  requested,  a  public  heuing 
on  the  proposed  amendment  is 
scheduled  for  1  p.m.  on  February  8. 
1993;  and,  reouests  to  present  oral 
testimony  at  uie  hearing  must  be 
received  on  or  before  4  p  ju.  on  a 
January  27, 1993. 

A00RE8SCS:  Written  comm«>ts  and 
requeeta  to  testify  at  the  hearing  should 
be  directed  to  Mr.  Roger  W.  Calhoun. 
Director,  Indianapolis  Field  Office,  at 
the  address  listed  below.  If  a  hearing  is 
requested,  it  will  be  held  at  the  same 
address. 

Copies  of  the  Indiana  program,  the 
amendment,  a  listing  of  any  scheduled 
public  meetings,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  the  following  locations,  during 
normal  business  hours,  Monday  through 
Friday,  excluding  holidays: 

Office  of  Surfiace  Mining  Reclamation 
and  Enforcement.  Indianapolis  Field 
Office.  Minton-Capehart  Federal 
Building.  575  North  Pennsylvania 
Street,  room  301,  Indianapolis,  IN 
46204.  Telephone:  (317)  226-6166. 

Indiana  Department  of  Natural 
Resources.  402  West  Washington  Street, 
room  295.  Indianapohs,  IN  46204. 
Telephone:  (317)  232-1547. 

Each  requester  may  receive,  free  of 
charge,  one  copy  of  the  proposed 
amendment  by  contacting  the  OSM 
Indianapolis  Field  Office. 
FOR  FURTHCT  »IFOfliaTK>H  CONTACT:  Mr. 

Roger  W.  Calhoun.  Director.  Telephone 
(317) 226-6166. 

SUPPLEMENTARY  INFORMATION: 

I.  Back^oiud  on  the  Indiana  Program 

On  July  29, 1982.  the  Indiana  program 
was  made  effective  by  the  conditional 
approval  of  the  Secretary  of  the  Interior. 
Information  pertinent  to  the  general 
background  on  the  Indiana  program, 
including  the  Secretary's  findings,  the 
disposition  of  comments,  and  a  detailed 
explanation  of  the  conditions  of 
approval  of  the  Indiana  program  can  be 
found  in  the  July  26. 1982.  Federal 
Register  (47  FR  32107).  Subsequent 
actions  concerning  the  conditions  of 
approval  and  program  amendments  are 
identified  at  30  CFR  914.10.  914.15.  and 
914.16. 

II.  Discasaion  of  the  Proposed 
Amendment 

By  letter  dated  May  11. 1989 
(Administrative  Record  No.  IND-0644>. 
OSM  informed  Indiana  of  changes  to  the     310  lAC  12-6-5 
Federal  regulations  concerning 


ownership  and  control  which  may 
necessitate  changes  in  the  Indiana 
program. 

By  letter  dated  May  11. 1992. 
(Administrative  Record  No.  IND-1080). 
the  Indiana  Department  of  Natural 
Resources  (IDNR)  submitted  a  proposed 
amendment  to  the  Indiana  program  at 
310  Indiana  Administrative  Code  tIAC) 
12-0.5. 12-3.  wad  12-6. 

By  letter  dated  August  26. 1992,  OSM 
requested  that  Indiana  correct  and/or 
clarify  certain  provisions  in  the 
proposed  amendment  (Administrative 
Record  No.  IND-1137). 

By  letter  dated  November  13. 1992. 
Indiana  submitted  a  revised  amendment 
(Program  Amendmwit  92-8)  and 
requested  that  the  amendment 
submitted  on  May  11. 1992  (Program 
Amendment  92-3),  be  withdrawn 
(Administrative  Record  No.  IND-1167). 
OSM  prepared  a  National  Notice  of 
With(&awal  on  November  18. 1992. 

The  proposed  amendment  includes 
changes  to  the  folIo%ving  Indiana  rules: 
Rule  Number  and  Subject  (Intended 
Action): 

Definition    of    "MSHA" 

(New). 
Definition  of  "owned  or 

controlled".  (New). 
(Repeal). 


310  lAC  12-a5- 

72.5. 
310  lAC  12-0.5- 

80.5. 
310  lAC  12-3- 

19. 
310  lAC  12-3- 

19.1. 


310  lAC  12-3- 
20. 


310  lAC  12-3- 
111. 


310  lAC  12-3- 
112. 


310  lAC  12-3- 

119.5. 


310  lAC  12-3- 
119.6. 


Surface     mining     permit 
applications;  identifica- 
tion of  interests.   (Re- 
place; new). 
Siuface     mining     permit 
applications:      compli- 
ance information. 
(Amend). 
Review,  public  paitidpe- 
tion,   and  approval  or 
disapproval    of   permit 
applications;        permit 
terms   and   coaditioDs; 
review  of  permit  appli- 
cations. (Amend). 
Review,  public  participa- 
tion, and   approval  or 
disapproval    of   permit 
applications;        permit 
terms    and    conditions; 
permit  approval  or  de- 
nial (Amend). 
Administrative  and  (udi* 
dal  review  of  improvi- 
dently  issued   permits; 
general         procediires. 
(New). 
Administrative  and  judi- 
cial review  of  decisions 
by  the  director  on  per- 
mit  applications;  iudi- 
dal    review;    improvi- 
dently issued  permits; 
rescission     procedures. 
(New). 
State    enforcement,    des- 
sation  orders.  (Amend). 


Federal  Register  /  Vol.  58,  Na  7  /  Tuesday.  January  12.  1993  /  Proposed  Rules 


3929 


The  full  text  of  the  proposed  progrwn 
amffiodinent  suhmitted  by  Indiana  is 
available  for  public  inspecticm  at  the 
addresses  listed  above.  The  IXrector 
now  seeks  public  comment  on  vdiether 
the  proposed  amendment  is  no  less 
effective  than  the  Federal  regulations.  If 
approved,  the  amendment  will  become 
part  of  the  hidiana  program. 

m.  PiAlic  ComniBBt  Procedures 

In  accordance  writh  provisions  of  30 
CFR  732.17(h),  OSM  is  now  seddng 
comment  on  whether  the  am«Klment 
proposed  by  Indiana  satisfies  the 
requirements  of  30  CPR  732.15  for  the 
approval  of  State  program  amendments. 
If  the  amendment  is  deemed  adequate, 
it  will  become  pert  of  the  Indiana 
program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  issues  proposed  in  this 
rulemaking,  and  include  explanations  in 
support  of  the  commenter's 
recommendations.  Comments  received 
after  the  time  indicated  under  "DATK" 
or  at  locations  other  than  the 
Indianapolis  Field.Office  will  not 
necessarily  be  considered  in  the  final 
rulemaking  or  included  in  the 
Administrative  Record. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  listed  under  "FOR  FUHTMCR 
INFORMATION  CONTACT"  by  the  close  of 
business  on  January  27, 1993.  If  no  one 
requests  an  opportunity  to  comment  at 
a  public  hearing,  the  hearing  will  not  be 
held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  until  all  persons 
schedule  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  comment  and  who 
wish  to  do  so  will  be  heard  following 
those  sdieduled.  The  hearing  will  end 
after  all  persons  who  desire  to  comment 
have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportimity  to  comment  at  a  hearing,  a 
pubhc  meeting,  rather  than  a  public 
nearing,  may  ba  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendment  may 
request  a  meeting  at  the  Indianapolis 
Field  Office  by  contacting  the  person 


listed  under  *TOR  RmTNCR  MFORMATKM 
CONrACT."  All  sudi  meetings  will  be 
open  to  the  puMic  and,  if  possiUa, 
notices  of  meetings  will  be  posted  in 
advance  at  the  looations  listed  above 
imder  "ADORESSK".  A  summary  of  the 
meeting  will  be  included  in  the 
Administrative  Record. 

IV.  Procedural  DetornuBatioBS 


Executive  Order  12291 

On  July  12. 1984,  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3. 4,  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditional 
approval  of  State  r^ulatory  programs, 
8Ctio"y  and  program  amendments. 
Tlurefore.  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
condiu:ted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  b>  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C. 
1253  and  1255)  and  30  CFR  730.11. 
732.13  and  732.17(h)(10).  decisions  rai 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
'  is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  parts  730.  731  and  732  have  been 
met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(c)  of  the  National 
Environmental  PoUcy  Act  (42  U.S.C 
4332(2)(C)). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
ManagemeiA  and  Budget  under  the 


Paperworic  Reduction  Act  (44  U.S.C 
3507  et  seq). 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  entities  imdar  the 
R^ulatory  Flexibility  Act  (5  U.S.C  601 
et  seq).  The  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
signifi(^t  economic  eSiact  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  impleinented  by  the 
^te.  In  making  the  determination  as  to 
whethCT  this  rule  would  have  a 
significant  economic  impact,  the 
Department  reUed  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  ofSttbieds  in  30  CFR  Part  914 

Intergovernmental  relations.  Surface 
mining,  Underground  mining. 

Dated:  November  25. 1992. 
Jeffirsy  D.  |aiiett« 

Acting  Assistant  Dinctor,  Eastern  Support 
Center. 
(PR  Doc  93-S92  Filed  1-11-93;  &:45  tm] 

BiLUNQ  COOe  «»S-«S-M 


FEDERAL  COMMUNICATIONS 
COMMISSIONS 

47  CFR  Parts  1, 73, 76  AND  100 
[MM  Docket  No.  fla-asi.  FCC  92-6391 

Revision  of  Broadcast  and  Cabia 
Television  EEO  Rules  and  Pollclea 

AGENCY:  Federal  Communications 

Commission. 

ACTKW:  Proposed  rule. 

StJMMARY:  This  Notice  of  Proposed  Rule 
Making  in  MM  Docket  No.  92-261  seeks 
comment  on  proposed  new  rules  and 
amendments  to  existing  broadcast  and 
cable  EEO  rules  as  mandated  by  the 
equal  employment  opportimity  (EEO) 
provisions  of  section  22  of  the  Cable 
Television  Consiuner  Protection  and 
Competition  Act  of  1992.  Specifically, 
the  Act  requires  a  mid-term  review  of 
broadcast  television  stations  as  well  as 
the  collection  of  more  specific 
employment  data  bom  cable  operators. 
expands  the  number  of  job  categories 
fi-om  nine  to  15,  and  includes  within  the 
scope  of  these  rules  EffiS  and  MMDS 
systems.  The  intended  effect  of  this 
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notice  of  proposed  rule  making  is  to 
implement  the  equal  employment 
opportimity  provisicms  of  the  Cable 
Television  Consumer  Protection  and 
Competitian  Act  of  1992. 
DATES:  Initial  comments  due  February 
16, 1993;  reply  comments  due  March  4. 
1993. 

ADDRESSES:  Federal  Commiinications 
Commission.  Washington,  E)C  20554. 
FOR  njRTNER  MF0RMAT10N  CONTACT: 
Lisa  M.  Higginbotham,  Mass  Media 
Bureau.  Enforcement  Division.  (202) 
632-7069. 

SUPPI^MEfaARY  MFORMATION:  The 
following  collection  of  information 
contained  in  these  proposed  rules  has 
been  submitted  to  the  Office  of 
Management  and  Budget  for  review 
under  section  3504(h)  of  the  Paperwork 
Reduction  Act.  Copies  of  the  submission 
may  be  purchased  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center,  (202)  452- 
1422. 1990  M  Street,  NW.  suite  640. 
Washington.  DC  20036.  Persons  wishing 
to  comment  on  this  information  should 
direct  their  comments  to  Jonas  Neihardt. 
(202)  395-4814,  Office  of  Management 
and  Budget,  room  3235  NEOB, 
Washington,  EX]  20503.  A  copy  of  any 
comments  should  also  be  sent  to  the 
Federal  Communications  Commission, 
Office  of  Managing  Director, 
Washington,  DC  20554.  For  further 
information  contact  Judy  Boley.  Federal 
Communications  Commission.  (202) 
632-7513. 

OMB  Number:  3060-0095 
Title:  Annual  Employment  Report — 

Cable  Television 
Fonn:FCC395-A 
Action:  Revised  Collection 
Respondents:  Businesses  or  other  for- 
profit,  small  businesses  or 
organizations 
Frequency  of  Response:  Annually 
Estimated  Annual  Response:  2,450  cable 
units/MMDS/DBS  file  complete  FCC 
395-A.  2.5  hours  per  response;  405 
cable  units/MMDS/DBS  file  one-time 
certification.  0.25  hoiirs;  490  cable 
units/MMDS/DBS  complete 
supplemental  investigation  sheet.  2.5 
hours;  7,451  hours  total. 
Needs  and  Uses:  FCC  395-A  is  a  data 
collection  device  used  to  assess  a 
cable  entity's  equal  employment 
policies  and  practices  in  accordance 
with  public  and  federal  ob)ectives. 
This  is  a  sjmopsis  of  the 
Commission's  notice  of  proposed  rule 
making  in  MM  Docket  No.  92-261, 
adopted  December  10, 1992,  and 
released  January  5, 1993. 

The  complete  text  of  this  notice  of 
proposed  rule  making,  which  was 


adopted  in  MM  Docket  No.  92-261.  is 
available  for  inspection  and  copying 
during  normal  business  hours  in  the 
FCC  Reference  Center  (room  239),  1919 
M  Street.  NW.  Washington,  DC,  and  also 
may  be  purchased  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center,  at  (202)  452- 
1422, 1990  M  Street,  NW.,  suite  640, 
Washington.  DC  20036. 

Synopsis  of  Notice  of  Propoeed  Rule 
Making 

1.  To  implement  the  equal 
employment  opportunity  provisions  of 
section  22  of  the  Cable  Television 
Consumer  Protection  and  Competition 
Act  of  1992.  the  Commission  adopted  a 
notice  of  proposed  rule  making.  'The 
Commission  sought  comment  on  its 
initial  view  that  the  criteria  to  be  used 
for  the  mid-term  review  should  consist 
only  of  a  statistical  comparison  of  a 
television  station's  employment  profile 
as  reflected  in  the  first  two  annual 
employment  reports  filed  after  grant  of 
license  renewal  with  the  relevant  labor 
force  of  the  MSA  or  county  in  which  the 
station  is  located.  The  Commission's 
internal  processing  guidelines  would 
then  be  applied  to  the  results  of  the 
comparison.  As  the  Commission  noted, 
the  Act's  language  conceivably  could  be 
read  to  require  a  review  of  a  station's 
EEC  efforts.  However,  the  Commission 
determined  that  the  Conference  Report, 
with  its  more  specific  language,  should 
be  followed. 

2.  The  Commission  sought  comment 
on  its  proposal  to  conduct  mid-term 
reviews  approximately  two  and  one  half 
years  following  grant  of  renewal  of 
license  and  to  send  the  results  of  such 
review  only  to  those  licensees  whose 
employment  profiles  evidenced  a  need 
for  improvement.  As  the  Commission 
observed,  the  Act's  language  is  unclear- 
as  to  who  should  receive  a  review  letter. 
However,  the  Conference  Report 
suggests  that  only  licensees  with 
deficient  "employment  practices"  need 
to  receive  a  letter. 

3.  The  Commission  sought  comment 
on  its  tentative  conclusion  that  an  EEO 
program  that  failed  to  receive  a 
deficiency  letter  would  not  be  treated  as 
being  in  compliance  with  the  EEO  Rule 
at  renewal  time  merely  because  no  mid- 
term letter  was  sent,  llie  Commission 
noted  that  the  Act  was  silent  on  the 
issue  of  what  impact  the  mid-term 
review  would  have  on  subsequent 
renewal  while  the  Conference  Report 
suggested  Congress'  intent  that  the 
review  should  not  be  used  as  a  sanction. 
The  Commission  concluded. that 
because  the  mid-term  review,  under  its 
proposal,  would  consist  of  an  analysis 
that  is  only  one  aspect  of  the  EEO 


efforts-based  renewral  evaluation,  the 
mid-term  review  would  not  establish 
compliance  with  the  EEO  Rule  at 
renewal  time. 

4.  In  accordance  with  the  Act,  the 
Commission  proposed  to  amend  the 
cable  annual  employment  report  (Form 
395-A)  to  collect  employment  data  for 
full  and  part-time  employees  separately 
as  well  as  by  )ob  title.  In  addition,  the 
Commission  proposed  to  collect 
recruitment,  promotion  and 
employpnent  information  for  the 
additional  six  new  upper-level  )ob 
categories.  The  Commission  believed 
that  its  proposed  amendment  to  its  form 
would  fulfill  Congress'  intent  to  provide 
an  additional  meuod  of  ensuring 
accuracy  while  improving  the  abiUty  to 
monitor  industry  employment  trends. 
Comment  is  sought  on  these  proposals. 

5.  As  the  Commission  explained,  the 
Act  adds  the  following  six  upper-level 
job  categories:  Corporate  officers; 
general  manager,  chief  engineer; 
comptroller;  general  sales  manager;  and 
production  manager.  Thus,  cable 
operators  are  now  required  to  report 
employment  data  for  15  job  categories, 
including  10  upper-level  job  categories. 
In  accordance  with  the  Act's  mandate, 
the  Commission  proposed  to  adopt  rules 
defining  the  six  new  upper-level  job 
categories  "so  as  to  ensure  that  only 
employees  who  are  principal 
decisionmakers  and  who  have 
supervisory  authority  are  reported."  The 
Commission  sought  comment  on  the 
proposed  definitions  as  well  as 
suggestions  for  any  pre-existing  sources 
for  defining  these  new  categories.  In 
addition,  the  Commission  proposed 
adopting  its  current  definitions  for  the 
nine  other  job  categories. 

6.  The  Commission  also  sought 
comment  on  whether  the  Act  requires  it 
to  provide  statistical  information  as  it 
currently  does  for  the  nine  current  job 
categories.  In  addition,  it  sought 
comment  on  its  initial  conclusion  that 
Congress  did  not  intend  it  to  engage  in 
a  competency-based  analysis  which  it 
currently  does  not  employ. 

7.  The  Commission  noted  that  the  Act 
increases  the  penalty  for  noncompliance 
with  the  cable  EEO  requirements  from 
$220  to  $500.  Accordingly,  the 
Commission  stated  that  the  higher 
forfeiture  amounts  would  be  appUed  to 
future  cable  EEO  actions,  as  appropriate. 

8.  Finally,  the  Commission  sought 
comment  on  its  proposal  to  amend  its 
rules  to  include  "any  multichannel 
video  programming  distributor"  within 
the  scope  of  the  cable  EEO  rules.  It 
proposed  to  adopt  the  Act's  definition  of 
this  term  which  would  require  the 
Commission  to  apply  its  cable  EEO 
regulations  to  DBS  and  MMDS  systems. 
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Initial  Regulatory  FlexibiUly  AMuJjwim 

As  required  by  section  603  erf  the 
Regulatory  Flexibility  Act,  the 
Commission  has  prepared  an  Initial 
Reguiatory  Flexibility  Analysis  (IRFA) 
of  the  expected  impact  on  small  entities 
of  the  proposals  suggested  in  the  notice 
of  proposed  rule  making.  Written  public 
conmwDts  are  requested  on  the  IRFA. 
These  comments  must  be  filed  in 
accordanoe  with  the  same  fiUng 
deadlines  as  comments  on  the  rest  of  the 
notioe  of  proposed  rule  making,  but  they 
must  have  a  separate  and  distinct 
heading  designating  them  as  re^xmses 
to  the  Initial  Regulatory  FlexibiUty  . 
Analysis.  The  Secretary  shall  said  a 
copy  of  the  notice  of  proposed  rule 
making,  including  the  Initial  Regulatory 
Flexibility  Analysis  to  the  Chief  Counsel 
for  Advocacy  of  the  Small  Business 
Administration  in  accordance  with 
paragrai^  603(a)  of  the  Regulatory 
Flexibility  Act,  Public  Law  No.  96-354. 
94  Slat.  1164,  5  U.S.C.  601.  ef  seg. 
(1980). 

/.  BeascHi  for  action:  This  action  is 
taken  to  implement  the  equal 
employment  opportunity  provisions  of 
the  Cable  Television  Consumer 
Protection  and  Competition  Ad  of  1992, 

//.  Objectives:  The  legislatioa  and  this 
subsequent  Commission  action  establish 
guidelines  for  the  regulation  of  equal 
employment  opportunity  policy  and 
practices  in  the  cable  and  broadcast 


television  industries.  This  proceeding  is 
intended  to  institute  a  national  policy  to 
encourage  employment  opportimities 
for  women  and  minorities  and  to  ensure 
non-discrimination  in  the  cable  and 
broadcast  television  industries. 

///.  Legal  basis:  Action  as  proposed  for 
this  rule  making  is  contained  in  section 
4(i),  (j)  and  303  of  the  Communications 
Act  of  1934,  as  amended,  47  U.S.C. 
154(i),  (j)  and  303  and  section  22  of  the 
Cable  Television  Consumer  Protection 
and  Competition  Act  of  1992,  Pub.  L. 
No.  102-385, 106  Stat.  1460  (1992). 

IV.  Beporting,  recordkeeping  and 
other  compliance  requirements:  Cable 
entities  will  be  required  to  submit 
additional  documentation  as  part  of  the 
Commission's  investigatitm 
responsibilities  as  mandated  by  the 
Cable  Act.  The  documentation 
requirement  will  be  new  only  for 
licensees  and  piermitters  of  DBS,  MMDS 
and  other  systems  which  fall  within  the 
Act's  definition  of  "multichannel  video 
programming  distributor." 

V.  Federalrules  uriiich  overtop, 
duplicate  of  conflict  with  this  rule: 
None. 

VI.  Description,  potential  impact  aod 
number  of  small  entities  affected:  In 
order  to  implement  the  equal 
employment  oppcwtunity  provisions  of 
the  C^ile  Act  of  1992,  the  Commission 
has  proposed  to  modify  some  rules  and 
add  new  rules.  The  Cable  Act  of  1992'8 
definition  of  systems  subject  to  the  EEO 


provisions  dlHers  in  some  respect  from 
our  current  requirements.  If  we  adopt 
the  Cable  Act's  definition  of  a  cable 
system  as  we  have  proposed,  we  beUeve 
the  following  additional  entities  will  be 
aniacted.  Licensees  and  permittees  of 
direct  broadcast  satellite  sjrstems  (DBS) 
and  multichannel,  multipoint 
distribution  aarvice  (MKQ3S)  could  now 
come  imder  the  scope  of  our  cable  EBO 
regulations. 

VII.  Any  significant  ahematives 
minimizing  impact  on  small  entities  and 
consistent  with  stated  objective.  None. 

List  of  Subjects 

47  CFR  Parti 

Reporting  and  recordkeeping 
requirements. 

47  CFR  Part  73 

Television  broadcasting. 

47  CFR  Part  76 

Equal  employment  opportunity, 
Reporting  and  recordkeeping 
requirements. 

47  CFR  Part  100 

'  Equal  employment  opportunity. 
Federal  Communications  Commission. 
Donna  R.  Searcy, 
Secretary. 
IFR  Doa  93-614  Filed  1-11-93;  8:45  ami 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  arxj  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  thJs 
section. 


DEPARTMENT  OF  AGRICULTURE 

Agricultural  Stabilization  and 
Conservation  Service 

National  Conservation  Review  Group; 
■Meeting 

AGENCY:  Agricultural  Stabilization  and 

Conservation  Service.  USDA. 

ACTION:  Notice  of  meeting.  


SUMMARY:  The  National  Conservation 
Review  Group  will  meet  to  consider     * 
recommendations  from  State  and 
County  Conservation  Review  Groups 
with  respect  to  the  operational  features 
of  the  Agricultural  Conservation 
Program  (ACP).  the  Emergency 
Conservation  Program  (ECP).  the 
Forestry  Incentive  Program  (FTP)  and  the 
Water  Bank  Program  (WBP).  Comments 
and  suggestions  will  be  received  from 
the  public  concerning  these 
conservation  and  environmental 
programs  administered  by  the 
Agricultural  Stabilization  and 
Conservation  Service  (ASCS). 
DATES:  Meeting  Dale:  February  17, 1993. 
ADDRESSES:  Meeting  Location:  The 
meeting  is  scheduled  to  be  held  in  the 
Palladian  Room  of  the  OMNI  Shoreham 
Hotel.  2500  Calvert  Street.  NW., 
Washington,  DC. 

FOR  FURTHER  INFORMATION  CONTACT: 
Grady  Bilberry,  Chief,  Conservation  and 
Environmental  Activities  Branch, 
Conservation  and  Environmental 
Protection  Division,  ASCS,  U.S. 
Department  of  Agriculture,  P.O.  Box 
2415,  room  4723,  South  Building, 
Washington.  DC  20013-2415.  202-720- 
7333. 

SUPPLEMENTARY  INFORMATION:  The 
National  Conservation  Review  Group 
meeting  is  scheduled  to  be  held  from  9 
a.m.  to  1  p.m.  on  February  17, 1993,  in 
the  Palladian  Room  of  the  OMNI 
Shoreham  Hotel.  2500  Calvert  Street. 
NW.,Washington,  DC.  Meeting  sessions 
will  be  open  to  the  public. 


The  agenda  will  include 
consideration  of  State  and  County 
Review  Group  recommendations  for 
changes  in  the  administrative 
procedures  and  policy  guidelines  of  the 
ACP,  ECP,  FIP.  and  WBP.  An 
opportunity  will  be  provided  for  the 
public  to  present  comments  at  the 
meeting  on  these  conservation  and 
environmental  programs  administered 
by  ASCS. 

Because  of  time  constraints  and 
anticipated  participation  from  interested 
individuals  and  groups,  comments  will 
be  limited  to  not  more  than  5  minutes. 
Individuals  or  groups  interested  in 
making  recommendations  may  also 
make  them  in  writing  and  submit  them 
to  the  Chief,  Conservation  and 
Environmental  Activities  Branch, 
Conservation  and  Environmental 
Protection  Division.  ASCS.  U.S. 
Department  of  Agriculture,  P.O.  Box 
2415.  room  4723-S,  Washington.  DC 
20013-2415.  The  meeting  may  also 
include  discussion  of  current 
procedures,  criteria,  and  guidelines 
relevant  to  the  implementation  of  these 
programs. 

Because  of  limited  space,  persons 
desiring  to  attend  the  meeting  should 
call  Mr.  Grady  Bilberry  at  202-720-7333 
to  make  reservations. 

Signed  at  Washington,  DC,  on  January  5, 
1993. 

John  A.  Slevenson, 
Acting  Administrator.  Agricultural 
Stabilization  and  Conservation  Service. 
|FR  Doc.  93-570  Filed  1-11-93;  8:45  ami 

BILUNG  COC6  M10-06-M 


Forest  Service 

Advisory  Council  Meeting;  Allegheny 
Wild  and  Scenic  River,  Allegheny 
National  Forest,  Pennsylvania 

AGENCY:  Forest  Service,  USDA. 
ACTION:  Meeting  notice. 


The  meeting  is  open  to  interested 
members  of  the  public.  A  sign  language 
interpreter  will  be  provided  if  requested 
by  January  20. 1993. 
FOR  FURTHER  »IFORIIATI0N  CONTRACT: 
Lionel  Lemery,  Wild  and  Scenic  River 
Coordinator,  Allegheny  National  Forest, 
222  Liberty  Street,  Warren, 
Pennsylvania  16365,  814/723-5150 
(voice). 

Dated:  January  6, 1993. 
Ernmt  F.  Rozelle, 
Acting  Forest  Supervisor. 
|FR  Doc.  93-585  Filed  1-11-93;  8:45  amj 
BiLLma  cooc  mio-ivm 


Soil  Conservation  Service 

Mud  Creek  Watershed  Water  Quality 
Plan;  Barry,  Eaton  and  Ionia  Counties, 
Ml 

AGENCY:  Soil  Conservation  Service,  U.S. 
Department  of  Agriculture. 
ACTION:  Notice  of  finding  of  no 
significant  impact.  


SUMMARY:  The  Allegheny  National  Wild 
and  Scenic  River  Advisory  Councils 
will  meet  on  January  27  at  7  p.m.st  the 
Five  Forks  Restaurant,  Tionesta 
Pennsylvania.  This  meeting  will  be  a 
joint  meeting  of  both  the  Northern  and 
Southern  Councils  for  the  purpose  of 
providing  training  and  orientation  for 
Advisory  Council  members.  No  other 
business  will  be  conducted  at  this  initial 
meeting  of  the  councils. 


SUMMARY:  Pursuant  to  section  102(2)  of 
the  National  Environmental  Policy  Act 
of  1969;  the  Council  on  Environmental 
Quality  Guidelines  (40  CFR  part  1500); 
and  the  Soil  Conservation  Service 
Guidelines  (7  CFR  part  650);  the  Soil 
Conservation  Service,  U.S.  Department 
of  Agricuhure,  gives  notice  that  an 
environmental  impact  statement  is  not 
being  prepared  for  Mud  Creek 
Watershed;  Barry.  Eaton  and  Ionia 
Counties,  Michigan. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Homer  R.  Hilner,  State 
Conservationist,  Soil  Conservation 
Service,  room  101, 1405  South  Harrison 
Road.  East  Lansing.  Michigan  48823- 
5202.  telephone  (517)  337-6701,  Ext. 
1200. 

SUPPLEMENTARY  ^FORMATION:  The 
environmental  assessment  of  this 
federally  assisted  action  indicates  that 
the  project  will  not  cause  significant 
local,  regional  or  national  impacts  on 
the  environment.  A  contact  has  been 
made  with  the  State  Historic 
Preservation  Officer  and  concludes  that 
it  will  have  no  effect  on  any  cuUural 
resources  either  eligible  for  or  listed  on 
the  National  Register  of  Historic  Places. 
The  State  Archaeologist  will  be 
contacted  if  any  land  disturbance- 
associated  with  this  project  encounter 
archaeological  sites,  features  or 
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materials.  As  a  result  of  these  findings. 
Mr.  Homer  R.  Hilner.  State 
Conservationist,  has  determined  that  the 
preparation  and  review  of  an 
Environmental  Impact  Statement  are  not 
needed  for  this  project. 

The  project  purposes  are  to  improve 
water  quality,  restore  recreational  uses, 
enhance  fish  habitat  and  protect  and 
restore  wetlands  of  Mud  Creek 
Watershed  and  Thomapple  Lake.  The 
planned  works  of  improvement  include: 
Conservation  tillage,  no-till,  cover  crops, 
pasture  and  hayland  planting,  water  and 
sediment  control  basins,  diversion, 
grade  stabilization  structures,  grassed 
waterways,  fencing,  critical  area 
seeding,  streambank  stabilization, 
livestock  watering  systems,  filter  strips, 
wetland  improvements,  windbreaks  and 
vegetative  barriers. 

The  Notice  of  a  Finding  of  No 
Significant  Impact  (FONSI)  has  been 
forwarded  to  the  Environmental 
Protection  Agency  and  to  various 
Federal,  state  and  local  agencies  and 
interested  parties.  A  Umited  number  of 
copies  of  the  FONSI  are  available  to  fill 
single  copy  requests  at  the  above 
address  Basic  data  developed  during 
the  environmental  assessment  are  on 
file  and  may  be  reviewed  by  contacting 
Mr.  Homer  R.  Hilner. 

No  administrative  action  on 
implementation  of  the  proposal  will  be 
taken  until  30  days  after  the  date  of  this 
publication  in  the  Federal  Register. 

(This  activity  is  listed  in  the  Catalog  of 
Federal  Domestic  Assistance  under  No. 
10.904 — Watershed  Protection  and  Flood 
Prevention — and  is  subject  to  the  provisions 
of  Executive  Order  12372  which  requires 
intergovernmental  consultation  with  state 
and  local  officials.) 

Dated:  December  17, 1992. 
Honer  R.  Hilner, 
State  Conservationists. 
IFR  Doc.  93-610  Filed  1-11-93;  8:45  am) 
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ARMS  CONTROL  AND  DISARMAMENT 
AGENCY 

Government  Sponsored  Chemical 
Weapons  Convention  (CWC)  Seminars 
for  the  Chemical  and  Related  Industry 

AGENCY:  United  States  Arms  Control  and 
Disarmament  Agency  (ACDA). 
ACTION:  ACDA  will  sponsor  seminars  to 
explain  the  CWC  and  its  significance  for 
U.S.  industry. 

SUMMARY:  The  recently  completed 
Chemical  Weapons  Convention  (CWC) 
will  directly  affect  private  sector 
chemical  producers,  consumers  and 
processors.  The  CWC  imposes 


requirements  on  relevant  industrial 
facilities. 

Depending  on  the  specific  chemical, 
the  CWC  requires: 

•  Detailed  reports  of  the  quantities 
produced,  processed,  or  consumed  in 
your  facilities; 

•  Detailed  production  plans  and  site 
(plant)  information; 

•  Short-notice  on-site  inspections  of 
industry  facilities  and  records  by 
international  inspection  teams. 

The  key  issues  for  U.S.  chemical  and 
related  industry  managers: 

•  Compliance  with  CWC  Requirements; 

•  Protection  of  confidential/proprietary 
business  information; 

•  Controlling  adverse  publicity/ 
controversy; 

•  Prevention  of  imnecessary  costs/ 
production  disruptions; 

•  Inspection  readiness; 

•  Schedule  of  implementation. 
The  U.S.  Arms  Control  and 

Disarmament  Agency  is  sponsoring 
regional  one-day  seminars  to  explain  the 
CWC  and  its  significance  for  U.S. 
industry.  You  are  invited  to  attend  one 
of  the  following: 

Washington,  DC - February  11, 1993. 

Newark.  NJ February  25, 1993. 

Houston,  TX March  9. 1993. 

Los  Angeles.  CA March  25, 1993. 

Chicago,  IL March  31, 1993. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

registration  materials  and  more 
information  on  how  the  CWC  affects 
your  company,  contact:  Gordon  Buick. 
Deputy  Director,  Chemical  and 
Biological  Arms  Control  Institute,  2111 
Eisenhower  Avenue,  suite  301. 
Alexandria.  VA  22314-4679. 
Telephone:  (800)  528-1041  or  (703) 
739-1033.  Fax:  (703)  739-1525. 
Cathleen  Lawrence, 
Administrative  Director. 
IFR  Doc.  93-562  Filed  1-11-93;  8:45  am) 
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DEPARTMENT  OF  COMMERCE 

National  Institute  of  Standards  and 
Technology 

Malcolm  Baldrige  National  Quality 
Award's  Board  of  Overseers 

AGENCY:  National  Institute  of  Standards 

and  Technology.  DOC. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  Pursuant  to  the  Federal 
Advisory  Committee  Act,  5  U.S.C.  App. 
2,  notice  is  hereby  given  that  there  will 
be  a  meeting  of  the  Board  of  Overseers 
of  the  Malcolm  Baldrige  National 
Quality  Award  on  Wednesday,  February 


10. 1993.  from  8:30  a.m.  to  5  p.m.  The 
Board  of  Overseers  consists  of  six 
members  prominent  in  the  field  of 
quality  management  and  appointed  by 
the  Secretary  of  Commerce,  assembled 
to  advise  the  Secretary  of  Commerce  on 
the  conduct  of  the  Baldrige  Award.  The 
purpose  of  the  meeting  on  February  10, 
1993,  will  be  for  the  Board  of  Overseers 
to  receive  and  then  discuss  reports  from 
the  National  Institute  of  Standards  and 
Technology  (NIST)  and  the  Panel  of 
Judges  of  the  Malcolm  Baldrige  National 
Quality  Award.  These  reports  will  cover 
the  following  topics:  Introductions  and 
overview  of  the  Award  process;  update 
on  the  1992  and  1993  Awards; 
roundtable  discussions  with  the  Panel 
of  Judges  of  the  Malcolm  Baldrige 
National  Quality  Award  and  the  Board 
of  Overseers. 

DATES:  The  meeting' will  convene 
Fehruary  10, 1993,  at  8:30  a.m.,  and 
adjourn  at  5  p.m.  on  February  10, 1993. 
ADDRESSES:  The  meeting  will  be  held  at 
the  National  Institute  of  Standards  and 
Technology,  Administration  Building 
Conference  Room  (seating  capacity  36, 
includes  24  participants),  Gaithersburg, 
Maryland  20899. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Curt  W.  Reimann,  Director  for  Quality 
Programs,  National  Institute  of 
Standards  and  Technology, 
Gaithersburg.  Maryland  20899, 
telephone  number  (301)  975-2036. 

Dated:  January  6, 1993. 
John  Lyons. 
Director. 

IFR  Doc.  93-664  Filed  1-11-93;  8:45  am) 
BILUNO  COOE  3610-13-M 


Malcolm  Baldrige  National  Quality 
Award's  Panel  of  Judges 

AGENCY:  National  Institute  of  Standards 

and  Technology.  DOC. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  Pursuant  to  the  Federal 
Advisory  Committee  Act,  5  U.S.C.  App. 
2,  notice  is  hereby  given  that  there  will 
be  a  meeting  of  the  Panel  of  Judges  of 
the  Malcolm  Baldrige  National  Quality 
Award  on  Tuesday,  February  9, 1993, 
and  on  Wednesday,  February  10, 1993. 
The  Panel  of  Judges  is  composed  of  nine 
members  prominent  in  the  field  of 
quality  management  and  appointed  by 
the  Director  of  the  National  Institute  of 
Standards  and  Technology. 

The  meeting  will  be  composed  of  two 
parts.  On  February  9,  the  Panel  of 
Judges  will  meet  to  review  the  Award 
processes  (first  stage,  consensus,  site 
visit,  and  final  selection):  hold  final 
discussions  on  the  1992  Award  cycle; 
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prepare  for  the  Panel's  meeting  on 
February  10  with  the  Board  of  Overseers 
of  the  Malcolm  Baldrige  National 
Quahty  Award  on  the  1993  Award 
status  and  plans;  and  discuss  future 
plans  for  the  Award  program.  This 
meeting  will  include  a  working  lunch. 
On  February  10,  there  will  be  a 
combined  meeting  of  the  members  of 
the  Panel  of  Judges  and  the  Board  of 
Overseers  to  review  the  Award  process, 
discuss  the  1992  and  1993  Awards,  and 
outline  plans  and  issues  for  the  1993 
and  1994  Award  process. 
DATES:  The  meeting  will  ccmvene  on 
February  9, 1993.  at  8:30  a.m.  and 
adjourn  at  5  pjn.  on  February  10, 1993. 
ADDRESSES:  The  meeting  will  be  held  at 
the  National  Institute  of  Standards  and 
Technology,  Administration  Building 
Conference  Room  (seating  capacity  36, 
i.ncluding  18  participants  on  February  9, 
and  24  participants  on  February  10, 
1993),  Gaithersburg.  Maryland  20899. 
FOR  RmTHER  INFORMATION  CONTACT: 
Dr.  Curt  W.  Reimann,  Director  for 
Quality  Programs,  National  Institute  of 
Standards  and  Technology, 
Gaithersburg,  Maryland  20899. 
telephone  number  (301)  975-2036. 

Dated:  January  6, 1993. 
John  Lyoni, 
Director. 

|FR  Doc.  93-663  Filed  1-11-93;  8:45  am] 
BtLUNG  COOC  3610-19-«l 


Pocket  No.  921237-2337] 

Standard  on  Safe  Entry  and  Cleaning 
of  Petroleum  Storage  Tanks: 
Announcement  of  Intent  To  Revise 
Under  American  National  StarKtords 
Institute  Procedures  and  Request  for 
Review 

AGENCY:  National  Institute  of  Standards 
and  Technology,  Commerce. 
ACTION:  Notice  of  intent  to  revise 
standard  and  request  for  comments  and 
participation  in  the  standardization 
process. 

StJMMARY:  The  American  Petroleum 
Institute  (API),  with  the  assistance  of 
other  interested  organizations,  proposes 
to  revise  API  PubUcation  2015,  "Safe 
Entry  and  Cleaning  of  Petroleum  Storage 
Tanks."  The  purpose  of  this  notice  is  to 
increase  public  participation  in  that 
revision  by  announcing  the  intent  to 
revise  the  standard,  by  inviting  review 
of  the  existing  standard  and  requesting 
participation  in  the  standardization 
process.  The  publication  of  this  notice 
by  the  National  Institute  of  Standards 
and  Technology  (NIST)  on  behalf  of  API 
is  being  undertaken  as  a  public  service. 


NIST  does  not  necessarily  endorse, 
approve,  or  recommend  the  standard 
referenced  in  this  notice. 
DATES:  Comments  must  be  stibmitted  on 
or  before  March  15, 1993. 
ADDRESSES:  Interested  perscms  may 
contact:  M.H.  Matheson,  Manufacturing, 
Distribution  and  Marketing,  American 
Petroleum  Institute,  1220  L  Street,  NW., 
Washington,  DC  20005.  (202)  682-8189. 
FOR  FimTHER  INFORMATION  COMTACT: 
M.H.  Matheson,  at  (202)  682-«189. 

SUPPLEMENTARY  INFORMATION: 

Background 

API  develops  and  publishes  voliutary 

standards  for  petroleum  processing 
equipment  and  operations.  These 
standards  are  used  by  companies  and  by 
governmental  agencies,  which  may 
incorporate  them  by  reference  into  their 
regulations. 

API  publication  2015,  "Safe  Entry  and 
Cleaning  of  Petroleum  Storage  Tanks," 
presents  precautions  and  procedures 
considered  essential  for  preventing  fires, 
accidents,  injuries,  and  illness  while 
petroleum  storage  tanks  are  prepared  for 
entry  and  while  the  tanks  are  actually 
entered,  worked  on  or  in  and  cleaned. 

Request  for  Comments 

Send  all  inquiries  to  M.  H.  Matheson. 
Manufacturing,  Distribution  and 
Marketing,  American  Petroleum 
Institute,  1220  L  Street.  NW.. 
Washington,  DC  20005.  Interested 
persons  are  urged  to  submit  any 
information  or  recommendations 
pertaining  to  the  revision  of  Publication 
2015  for  consideration  immediately. 
Interested  persons  may  also  request 
copies  of  the  current  edition  for  review. 

Dated:  January  6. 1993. 
John  W.  Lyons, 
Director 

[FR  Doc  93-622  Filed  1-11-93;  8:45  ami 
aaUNO  COOE  3S10-13-M 


National  Oceanic  and  Atomospheric 
Administration 

Coastal  Zone  Management;  Federal 
Consistency  Appeal  by  Claire  Pappas 
From  an  Objection  by  the  New  York 
State  Department  of  State 

AGENCY:  National  Oceanic  and 

Atmospheric  Administration. 

Commerce. 

ACnON:  Notice  of  decision. 

On  October  26, 1992,  the  Secretary  of 
Commerce  (Secretary)  issued  a  decision 
in  the  consistency  appeal  of  Claire 
Pappas  (Appellant).  The  Appellant  had 
applied  to  the  U.S.  Army  Corps  of 


Engineers  (Corps)  for  a  permit  to 
construct  a  wood  deck  structure  for 
dining  over  a  canal  as  an  addition  to  her 
seafood  restaurant  in  Hemstead,  New 
York.  In  conjunction  with  the  Federal 
permit  application,  the  Appellant 
submitted  to  the  Corps  for  review  by  the 
New  York  State  Department  of  State 
(State),  the  State  of  New  York's  coastal 
management  agency,  under  section 
307(c)(3)(A)  of  the  Coastal  Zone 
Management  Act  of  1072,  as  amended 
(CZMA),  16  U.S.C,  1456(c)(3)(A).  a 
certification  that  the  proposed  activity  is 
consistent  with  the  State's  federally- 
approved  Coastal  Management  Program 
(CMP). 

On  February  15. 1990.  the  State 
objected  to  the  Appellant's  consistency 
certification  for  the  proposed  project  on 
the  ground  that  the  proposed  project  is 
not  in  accordance  with  the  State's  CMP 
policies  and  objectives  of  facilitating  the 
siting  of  water  dependent  uses  and 
facilities  on  or  adjacent  to  coastal 
waters.  Under  CZMA  section 
307(c)(3)(A)  and  15  CFR  930.131.  the 
State's  consistency  objection  precludes 
the  Corps  from  issuing  a  permit  for  the 
activity  unless  the  Secretary  finds  that 
the  activity  is  either  consistent  with  the 
objectives  or  purposes  of  the  CZMA 
(Ground  I)  or  necessary  in  the  interest 
of  national  security  (Ground  II).  The 
Appellant  based  her  appeal  on  Ground 
1. 

Upon  consideration  of  the 
information  submitted  by  the  Appellant, 
the  State  and  interested  Federal 
agencies,  the  Secretary  made  the 
following  findings  pursuant  to  15  CFR 
930.121(d):  the  alternative  proposed  by 
the  State  of  adding  additional  space  to 
the  Appellant's  existing  restaurant 
structure  was  a  reasonable,  available 
alternative  that  would  be  consistent 
with  the  State's  CMP.  Accordingly,  the 
proposed  project  is  not  consistent  with 
the  objectives  or  purposes  of  the  CZMA. 
Because  the  Appellant's  proposed 
project  failed  to  satisfy  all  of  the 
requirements  of  Ground  I,  the  Secretary 
did  not  override  the  State's  objection  to 
the  Appellant's  consistency 
certification.  Consequently,  the 
proposed  project  may  not  be  permitted 
by  Federal  agencies.  Copies  of  the 
decision  may  be  obtained  from  the 
contact  person  listed  below. 

FOR  AOOmONAL  »4F0RMATI0N  CONTACT: 

Glenn  E.  Tallia,  Attorney-Adviser, 
Office  of  the  Assistant  General  Coimsel 
for  Ocean  Services.  National  Oceanic 
and  Atmospheric  Administration.  U.S. 
Department  of  Commerce,  1825 
Connecticut  Avenue.  NW..  suite  603, 
Washington.  DC  20235,  (202)  606-4200. 


Federal  Doi 
11.419  Coasta 
Assistance. 

Dated:  Janu 
Thomas  A.  O 
General  Coun 
(FR  Doc.  93-« 
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Federal  Domestic  Assistance  Catalog  No. 
11.419  Coastal  Zone  Management  Program 
Assistance. 

Dated:  January  4, 1993. 
Thomas  A.  Campbell, 
General  Counsel.  . 

|FR  Doc.  93-662  Filed  1-11-93;  8:45  am) 
BILUNG  CODE  361(H»-M 


Endangered  Species 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce. 
ACTION:  Receipt  of  application  for 

permit. 

Notice  is  hereby  given  that  Dr.  David 
VVm.  Owens,  Professor,  Department  of 
Biology.  Texas  A&M  University,  College 
Station.  TX  77843-3258.  has  applied  in 
due  form  for  a  Permit  (P531)  to  take 
endangered  species  for  scientific 
purposes  as  authorized  by  the 
Endangered  Species  Act  of  1973  (16 
U.S.C.  1531-1543)  and  NMFS 
regulations  governing  endangered  fish 
and  wildlife  permits  (50  CFR  Parts  217- 
222). 

The  applicant  proposes  to  capture  up 
to  179  Olive  ridley  turtles  [Lepidochelys 
olivacea)  in  order  to  study  the 
reproductive,  migratory  and  feeding 
biology  of  the  species.  Other  species 
which  would  be  observed  only  for 
feeding  studies  include  up  to  10  each  of 
loggerhead  turtles.  [Caretta  caretta), 
black  turtles,  [Chelonia  agassizi)  and 
ieatherback  turtles,  [Dermochelys 
coriacea).  Turtles  would  be  captured  by 
hand  from  a  small  boat,  transported  to 
a  research  vessel  and  brought  onboard 
for  tests.  Turtles  will  be  examined  to 
determine  blood  chemistry, 
reproductive  state,  mating  and 
migratory  behavior,  and  to  determine 
feeding  preferences.  Examination 
methods  include  blood  sampling,  use  of 
ultrasound  and  stomach  lavage.  The 
primary  field  work  would  take  place  in 
April  1993,  with  satellite  tracking 
continuing  for  up  to  2  years.  Field  work 
would  take  place  off  the  Pacific  coasts 
of  Costa  Rica  and  Panama. 

Written  data  or  views,  or  requests  for 
a  public  hearing  on  this  application 
should  be  submitted  to  the  NMFS,  U.S. 
Department  of  Commerce.  1335  East- 
West  Highway.  Silver  Spring,  Maryland 
20910,  within  30  days  of  the  publication 
of  this  notice.  Those  individuals 
requesting  a  hearing  should  set  forth  the 
specific  reasons  why  a  hearing  on  this 
particular  application  would  be 
appropriate.  The  holding  of  such  a 
hearing  is  at  the  discretion  of  the 
Assistant  Administrator  for  Fisheries. 
All  statements  and  opinions  contained 
in  this  application  are  summaries  of 


those  of  the  applicant  and  do  not 
necessarily  reflect  the  views  of  NMFS. 
Documents  submitted  in  connection 
with  the  above  application  are  available 
for  review  by  interested  persons  in  the 
following  offices: 

Office  of  Protected  Resources,  NMFS, 
NOAA,  1335  East-West  Highway,  SSMC 
#1,  room  8268,  Silver  Spring,  Maryland 
20910,  TEL:  301/713-2319; 

Director,  Southwest  Region,  NOAA, 
NMFS,  501  W.  Ocean  Blvd.,  Suite  4200, 
Long  Beach,  California  90802.  TEL:  310/ 
980-4001. 

Dated:  December  31. 1992. 
Michael  F.  Tillman, 

Acting  Director,  Office  of  Protected  Besources, 
National  Marine  Fisheries  Service. 
IFR  Doc.  93-558  Filed  1-11-93;  8:45  am] 

BILUNQ  CODE  3S10-22-M 


Mid-Atlantic  Fishery  Management 
Council;  Public  Hearing 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Commerce. 
ACTION:  Notice  of  public  hearing;  request 
for  comments. 

SUMMARY:  The  Mid-Atlantic  Fishery 
Management  Council  (Council)  will 
hold  a  public  hearing  on  a  resubmitted 
portion  of  Amendment  2  to  the  Summer 
Flounder  Fishery  Management  Plan 
(FMP).  The  purpose  of  the  hearing  is  to 
obtain  public  comments  on  management 
provisions  that  will  be  resubmitted  to 
NMFS  to  replace  provisions 
disapproved  by  the  Regional  Director. 
NMFS  rejected  vessel  data  collection 
until  NMFS  can  implement  a  single 
coastwide  mandatory  vessel  reporting 
system.  NMFS  plans  to  implement  that 
system  on  January  1, 1994,  and  with 
that  implementation,  compliance  with 
the  Paperwork  Reduction  Act  will  not 
be  a  question. 

DATES:  The  hearing  will  be  held  at  7 
p.m.,  January  19, 1993.  Written 
comments  on  the  proposed  revisions 
must  be  submitted  by  4:30  p.m.,  January 
15, 1993. 

ADDRESSES;  Send  written  comments  to 
Mr.  John  C.  Bryson,  room  2115,  Federal 
Building,  300  South  New  Street,  Dover, 
DE  19901-6790  (Phone  302-674-2331) 
(FAX  301-674-5399).  A  public  hearing 
will  be  held  at  7:00  p.m.,  January  19, 
1993.  at  the  Dunes  Manor  Hotel.  28th 
Street  &  the  Ocean,  Ocean  City,  MD 
21842  (Phone  301-289-1100). 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  John  C.  Bryson,  (Phone  302-674- 
2331)  (FAX  302-674-5399). 
SUPPLEMENTARY  INFORMATION:  The 
Council  is  proposing  to  resubmit  section 
9.1.3.1  of  Amendment  2  to  the  FMP, 


revised  to  read  as  follows  (added 
language  italicized;  bracketed  language 
added  for  clarity): 
9.1.3.1    Domestic  and  foreign  fishermen 

Section  303(a)(5)  of  the  MPCMA 
[Magnuson  Fishery  Conservation  and 
Management  Act]  requires  at  least 
information  regarding  the  type  and  quantity 
of  fishing  gear  used,  catch  by  species  in 
numbers  of  fish  or  weight  thereof,  areas  in 
which  fishing  was  engaged  in,  time  of 
fishing,  and  number  of  hauls  must  be 
submitted  to  the  Secretary  [of  Commerce).  In 
order  to  achieve  the  objectives  of  this  FMP 
and  to  manage  the  fishery  for  the  maximum 
benefit  of  the  U.S.,  it  is  necessary  that,  at  a 
minimum,  the  Secretary  collect  on  a 
continuing  basis  and  make  available  to  the 
Councils:  (1)  summer  flounder  calch,  effort, 
and  ex-vessel  value  and  the  catch  and  ex- 
vessel  value  of  those  species  caught  in 
conjunction  with  summer  flounder  for  the 
commercial  fishery  provided  in  a  form  that 
analysis  can  be  performed  at  the  trip,  water 
area,  gear,  month,  year,  principal  (normal) 
landing  port,  landing  port  for  trip,  and  State 
levels  of  aggregation;  (2)  catch  and  effort  for 
the  recreational  fishery;  {3}  biological  (e.g., 
length,  weight,  age,  and  sex)  samples  from 
both  the  commercial  and  recreational 
fisheries;  and  (4)  annual  and  fully 
comparable  NMFS  bottom  trawl  surveys  for 
analyses  of  both  CPUE  (catch  per  unit  of 
effort)  and  age/size  frequency.  The  Secretary 
may  implement  necessary  data  collection 
procedures  through  amendments  to  the 
regulations.  It  is  mandatory  that  these  data  be 
collected  for  the  entire  management  unit, 
including  North  Carolina,  on  a  compatible 
and  comparable  basis. 

Commercial  logbooks  must  be  submitted 
on  a  monthly  basis  by  Federal  moratorium 
permit  holders  in  order  to  monitor  the 
fishery. 

Operators  of  party  and  charter  boats  with 
Federal  permits  issued  pursuant  to  this  FMP 
must  submit  logbooks  monthly  showing  at 
least  name  and  permit  number  of  the  vessel; 
total  amount  in  pounds  and  numbers  of  each 
species  taken;  date(s)  fished;  number  of  trips; 
duration  of  trip;  locality  fished;  crew  size; 
landing  port;  number  of  anglers  carried  on 
each  trip;  and  discard  rate. 

States  are  encouraged  to  implement 
equivalent  fishery  data  collection  systems  for 
the  development  of  a  coordinated  statistics 
gathering  effort. 

Implementation  of  the  vessel  reporting 
shall  begin  no  later  than  January  1. 1994. 

Foreign  fishermen  are  subject  to  the 
reporting  and  recordkeeping  requirements  in 
50  CFR  (part)  611. 

To  be  consistent  with  these  revisions, 
the  proposed  regulations  would  be 
changed  in  §625.6  Recordkeeping  and 
reporting  requirements. 

These  revisions  do  not  change  the 
environmental,  economic,  or  regulatory 
impacts  of  Amendment  2.  so  the 
Environmental  Impact  Statement  and 
Regulatory  Impact  Review  are  not  being 
revised. 
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Dated:  January  6. 1993 
David  S.  Crwtin. 

Acting  Director.  Office  of  Fisheries 
Conservation  and  Management.  National 
Marine  Fisheries  Service. 
IFR  Doc.  93-560  Filed  1-11-93;  8:45  am] 

WLUNC  COOC  36tO-22-H 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Application  of  import  Restraint  Limits 
for  Certain  Wool  Textile  Products 
Produced  or  Manufactured  in  the 
Former  Czech  and  Slovak  Republic 

January  B,  1993. 

AGENCY:  Qjmniittee  for  the 

Implementation  of  Textile  Agreements 

(CITA). 

ACTION:  Issuing  a  directive  to  the 

Commissioner  of  Customs  to  apply 

limits. 

EFFECTIVE  DATE:      January  1, 1993 
FOR  FURTHER  MFORMATION  COMTACT: 
Knomi  Freeman,  International  Trade 
Specialist.  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
1202)482-4212.  For  information  on  the 
quota  status  of  these  limits,  refer  to  the 
Quota  Status  Reports  posted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-5850.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202) 482-3715. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Executive  Order  11651  of  March 
3;  1972.  as  amended;  section  204  of  the 
Agricu'.tural  Act  of  1956.  as  amended  (7 
VS.C.  1854). 

The  Government  of  the  United  States 
has  decided  to  apply  the  limits  on 
various  wool  textile  products 
established  in  the  Memorandum  of 
Understanding  (MOU)  between  the 
Governments  of  the  United  States  and 
the  Former  Czech  and  Slovak  Federal 
Republic  dated  September  17, 1991,  to 
the  Czech  Republic  and  Slovali  Republic 
on  a  cumulative  basis. , 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  56  FR  60101, 
published  on  November  27, 1991).  Also 
see  57  FR  20810.  published  on  May  15, 
1992.  Information  regarding  the  1993 
CORRELATION  will  be  published  in  the 
Federal  Register  at  a  later  date. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 


of  the  provisions  of  the  MOU.  but  are 

designed  to  assist  only  in  th» 

implementation  of  certain  of  its 

provisions. 

|.  Haydn  Boyd. 

Acting  Chairman.  Committee  for  the 

Implementation  of  Textile  Agreements. 

Committee  for  tbe  Implementation  of  Textile 
Agreements 

January  6, 1993. 
Commissioner  of  Customs, 
Department  of  the  Treasury,  Washington,  DC 
20229. 

Dear  Commissioner  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  May  11,  1992,  by  the 
Chairman,  Committee  for  the  hnplementation 
of  Textile  Agreemcsnts.  That  directive 
concerns  imports  of  wool  textile  products  in 
Categories  410, 433.  435  and  443,  produced 
or  manufactured  in  the  Czech  and  Slovak 
Federal  Republic  and  exported  during  the 
twelve-month  period  beginning  on  June  1, 
1992  and  extending  through  May  31, 1993. 
You  are  directed  to  no  longer  charge  imports 
of  textile  products,  produced  or 
manufactured  in  the  Czech  and  Slovak 
Federal  Republic. 

Under  the  terms  of  Section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C  1984);  pursuant  to  the  Bilateral  Textile 
Agreement,  effected  by  exchange  of  notes 
dated  June  25  and  July  22, 1986.  as  amended 
and  extended  by  a-Memorandum  of 
Understanding  dated  September  17. 1991, 
l)etween  the  Governments  of  the  United 
States  and  the  Czech  and  Slovak  Federal 
Republic;  and  in  accordance  with  tha 
provisions  of  Executive  Order  11651  of 
March  3. 1972,  as  amended,  you  are  directed 
to  prohibit,  effective  on  January  1, 1993, 
entry  into  the  United  States  for  consumption 
and  withdrawal  from  warehouse  for 
consumption  of  wool  textile  products  in  the 
following  categories,  produced  or 
manufactured  in  the  Czech  Republic  and 
Slovak  Republic,  cumulatively,  ai>d  exported 
daring  the  twelve-month  period  which  began 
on  June  1, 1992  and  extends  through  May  31, 
1993.  in  excess  of  the  following  levels  of 
restraint: 


Category 

410. 

433 

435 

., .« 

1 .616,000  square  melen. 
16.665  dozen. 

20  200  d02en. 

443. 

161.600  numtwrs. 

■Tha  kmU  have  rxx  tMvn  ad|usied  to  iccour*  for  any 
■nportt  te^oma  alM(  Miy  31,  1962. 

Imports  charged  to  these  category  limits  for 
the  restraint  period  June  1, 1991  through  May 
31 ,  1992  for  goods  exported  from  the  former 
Czech  and  Slovak  Federal  Republic  shall  be 
charged  against  those  levels  of  restraint  to  tbe 
extent  of  any  unfilled  balances.  In  tbe  event 
the  limits  established  for  that  period  have 
been  exhausted  by  previous  entries,  such 
goods  shall  be  subject  to  the  levels  set  forth 
in  this  directive. 

Imports  charged  to  these  category  limits  for 
the  restraint  period  June  1. 1992  through  May 
31, 1993  for  goods  exported  from  the  former 
Czech  and  Slovak  Federal  Republic  shall  be 


applied  to  the  limits  established  in  this 
directive  for  the  Czech  Republic  and  Slovak 
Republic. 

The  limits  set  forth  above  are  subject  to 
adjustment  in  the  future  pursuant  to  the 
provisions  of  the  MOU  between  the 
Govenunents  of  the  United  States  and  the 
former  Czech  and  Slovak  Federal  Republic. 

In  carrying  out  the  above  direction*,  the 
Conunissioner  of  Customs  should  construe 
entry  into  the  United  States  for  consumption 
to  include  entry  for  consumpUon  into  the 
Commonwealth  of  Puerto  Rico. 

The  Committee  for  thr;  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  afCairs 
exception  of  the  mlemaking  provisions  of  5 
U.S.C.  553(a)(1). 

Sincerely, 

J.  Hayden  Bovo, 

ActingChr.ii.nan,  Committee  for  the 
Implementation  of  Textile  Agreements. 
[FR  Doc  93-596  Filed  1-11-93;  8:45  amj 

BILLING  COOe  3610-OA-F 


DEPARTMErfT  OF  DEFENSE 

Department  of  the  Army 

Privacy  Act  of  1974;  Adding  Systems 
of  Records 

AGENCY:  Department  of  the  Army,  DOD. 
ACTION:  Adding  systems  of  records. 

SUMMARY:  The  Department  of  the  Army 

is  adding  two  systems  of  records  to  its 

existing  inventory  of  records  system 

subject  to  the  Privacy  Act  of  1974  (5 

U.S.C.  552a),  as  amended. 

DATES:  This  action  will  be  effective 

February  11, 1993.  unless  comments  are 

received  which  result  in  a  contrary 

determination. 

ADDRESSES:  U.S.  Army  Information 

Systems  Command.  ATTN:  ASOP-MP, 

Fort  Huachuca,  AZ  85613-5000. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Patricia  A.  Turner  at  (602)  538-6856  or 

DSN  879-6856. 

SUPPLEMENTARY  INFORMATION:  The 

Department  of  the  Army  systems  of 

records  notices  subject  to  the  Privacy 

Act  of  1974  have  been  published  in  the 

Federal  Register  and  are  available  from 

the  address  above. 

New  system  reports,  as  required  by  5 
U.S.C.  552(r)  of  the  Privacy  Act  of  1974 
(5  U.S.C.  552a),  as  amended,  were 
submitted  on  December  23, 1992,  to  the 
Committee  on  Governmental  Operations 
of  the  House  of  Representatives,  the 
Committee  on  Governmental  Affairs  of 
the  Senate,  and  the  Office  of 
Management  and  Budget  (OM6) 
pursuant  to  paragraph  4b  of  Apjpendix 
I  to  OMB  Circular  No.  A-130,  "Federal 
Agency  Responsibilities  for  Maintaining 
Records  About  Individuals,"  dated 


Dece»berl2, 
24,  1985). 
Dated:  Decern 

I-  ^4.  Bynum, 

Alternate  OSD I 
Officer,  Depmtn 

A0027-11d>AJA 
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December  12, 1985  (50  FR  52730.  Dec 
24.  1985). 
Dated:  December  30, 1992. 

L.  M.  BjniHB. 

A  Iternate  OSD  Federal  Begnter  Lknsoa 
Officer.  Depcfftment  ofD^ease. 

A0027-11d>AJA 


SYSTEM  I 

Judge  Advocate  General  Pn^swHul 
Conduct  Files. 

SYSTEM  location: 

Primary  locatioD:  Department  of  the 
Army  Standards  of  Conduct  Office. 
ATTN:  DAJA-SC  (Room  2D439).  The 
judge  Advocate  General,  2200  Army 
Pantagan.  Washington.  DC  2031(>-220a 

Decentralized  segments:  Staff  Judge 
Advocate,  HQ  Forces  Command,  Fort 
McPherson,  GA  30330-6000; 

Staff  Judge  Advocate,  HQ,  Training 
and  Doctrine  Command,  Fort  Monroe. 
VA  23651-5000; 

Judge  Advocate,  HQ,  U^  Army 
Europe  and  7th  Army,  ATTN:  AEAJA. 
Unit  29351.  Heidelberg.  APO  AE  09014- 
0100; 

SUff  Judge  Advocate.  HQ  United 
Nations  Command/U.S.  Forces  Korea/ 
Eighth  U.S.  Army,  ATTN:  FKJA.  Seoul, 
Republic  of  Korea.  APO  AP  96205-0009; 
Staff  Judge  Advocate.  HQ.  U.S.  Army 
Pacific.  Building  T102.  Stop  111.  Ft. 
Shafter.  HI  9685S-5100; 

Staff  Judge  Advocate,  U.S.  Army 
Materiel  Command.  ATTN:  AMCCC. 
5001  Eisenhower  Avenue,  Alexandria, 
VA  22333-0001; 

Staff  Judge  Advocate,  HQ,  U.S.  Army 
Health  Services  Command,  ATTN: 
HSJA,  Fort  Sam  Houston.  TX  78234- 
6000; 

Command  Legal  Counsel,  HQ.  U.S. 
Army  Recruiting  Command,  ATTN: 
RCLC.  Fort  Knox,  KY  40121-2726; 

Staff  Judge  Advocate,  HQ,  U.S.  Army 
Criminal  Investigation  Command, 
ATTN:  ajA-ZA,  Nassif  Building,  5611 
Columbia  Pike,  Falls  Church,  VA  22041- 
5015: 

Legal  Advisor,  U.S.  Army  Strategic 
Defense  Command,  P.O.  Box  15280, 
Arhngton,  VA  22215-0280; 

Command  Judge  Advocate.  Mihtary 
Traffic  Management  Command.  Al  iN; 
MTJA.  Nassif  Building.  5611  Coliunbta 
Pike,  Room  405.  Falls  Church,  VA 
22041-5050; 

Staff  JudgB  Advocate.  HQ,  U.S.  Army 
Information  Systems  Command.  ATTN: 
ASJA,  Fort  Huachuca.  AZ  85613-5000; 
Staff  Judge  Advocate.  HQ,  U.S.  Anny 
Intelligence  and  Security  Command, 
ATTN:  L^SJA.  Ft  Belvior,  VA  22212- 
5000: 

Staff  Judge  Advocate.  HQ,  U.S.  Army 
Military  District  of  Washington.  ATTN: 
ANJA.  Fort  McNair.  DC  20319-5050; 


Staff  Judge  Advocate.  U.S.  Azmy 
Special  Operatioes  Command.  ATTM: 
AOJA.  Fort  Bragg.  NC  28307-5200; 

Staff  Judge  Advocate.  HQ,  U.S.  Army 
South.  Ft.  Clayton.  Panama.  APO  AA 
34004-5000; 

Staff  Judge  Advocate.  U.S.  Military 
Academy.  ATTN:  MAJA.  West  Pohrt, 
NY  10§96-1781; 

Commandant.  The  Judge  Advocate 
General's  School.  Army.  ATTN:  JAGS, 
600  Massie  Road,  Charlottesville,  VA 
22903-1781; 

Commander,  U.S.  Army  Claims 
Service.  ATTN:  JACS.  Building  4411. 
Llewellyn  Avenue.  Ft.  Meade,  MD 
20755-5360; 

The  Assistant  Judge  Advocate 
General,  ATTN:  DAJA-ZB  (Room 
2E444).  The  Judge  Advocate  Genenl. 
2200  Army  Pentagon,  Wadungton,  DC 
20310-2200; 

Commander,  U.S.  Army  Legal 
Services  Agency,  ATTN:  JALS,  Nassif 
Building.  5611  Columbia  Pike,  Falls 
Church,  VA  22041-5013; 

Chief.  U.S.  Army  Trial  Defense 
Service.  ATTN:  JALS-TD.  Nassif 
Building,  5611  Columbia  Pike,  Falls 
Church,  VA  22041-5013; 

Chief,  Defense  Appellate  DivisioD, 
ATTN:  JALS-GA.  Nassif  Building.  5611 
Columbia  Pike,  Falls  Church,  VA  22041- 
5013; 

Chief,  Government  Appellate 
Division,  ATTN;  JALS-TD.  Nassif 
Building,  5611  Columbia  Pike.  Falls 
Church.  VA  22041-5013; 

Director,  Guard  and  Reserve  Afbirs 
Department,  The  Judge  Advocate 
General's  School,  Army,  ATTN:  JAGS- 
GRA,  600  Massie  Road,  Charlottesville, 
VA  22903-1781; 

Assistant  Judge  Advocate  General  for 
Civil  Law  and  Litigation,  ATTN:  DAJA- 
ZC  (Room  2E432),  The  Judge  Advocate 
General,  2200  Army  Pentagon. 
Washington,  DC  20310-2200; 

Assistant  judge  Advocate  General  for 
Military  Law  and  Operations,  ATTN: 
DAJA-ZD  (Room  2E432),  The  Judge 
Advocate  General,  2200  Army  Pentagon, 
Washington,  DC  20310-2200; 

CATEGOMES  OF  MOMOUALS  COVENH)  BY  me 

SYSTEM: 

Judge  Advocates,  civilian  attorneys  of 
the  Judge  Advocate  Legal  Service,  mA 
civilian  attorneys  subject  to  the 
disciplinary  authority  of  the  Judge 
Advocate  General  who  have  been  the 
subject  of  a  complaint  related  to  their 
professional  conduct. 

CATEGORIES  OF  RECORDS  IN  THE  SYSIXM: 

Records  include,  but  are  not  limited 
to  complaints  vidth  substantiating 
documents,  tai^tcing  memoranda, 
preliminary  screening  reports 


(coBteiaing  sansitiTW  perBoaai 
infonnatian,  witnns  •tatBrneots.  and 
screening  officer's  fiitdixigs/ 
recommmulations^  supervisory  judge 
advocate  recommendations/actions, 
staff  memoranda  to  the  Judge  Advocate 
General's  Corps  leader^iip,  ProflBssional 
Responsibility  Comnuttee  opinions, 
memoranda  related  to  disciplinary 
actions  and  responses  from  subjects, 
and  correspondence  with  governmental 
agencies  and  prafeesional  hcensing 
authorities.  All  records  associated  with 
professional  responsibility  inquires 
vmder  dm  provisiens  of  CSiapter  7,  Anny 
Regulation  27-1,  Judge  Advocate  Legal 
Services. 

AUTNOWTY  FON  MAMISMAMCC  OF  THE  SVSmi: 

10  U.S.Q  3037(c):  RCM  109.  Manual 
for  Couits-Maitial.  1984;  Chapter  30Z. 
Army  Regulation  690-300,  Positi<»i 
Management;  Chapter  7,  Army 
Regulation  27-1.  fudge  Advocate  Legal 
Service. 

PURFOS£(S): 

To  assist  the  Judge  Advocate  General 
in  the  evalu^on.  management, 
administration,  and  regulation  of  the 
delivery  of  legal  services  by  offices  and 
personnel  under  his  jurisdiction. 

To  record  the  disposition  Qf  ethics 
complaints  and  to  document  ethics 
violations  and  corrective  action  taken. 

ROUTINE  USES  OF  RECOnOC  MAMTMNEO  M  TNC 
SYSTEM,  mCLUOMG  CATEOORCS  OF  USERS  AND 
THE  PURPOSES  OF  SOON  tSES: 

Information  concerning  substantiated 
misconduct  may  be  released  to  (a) 
professional  licensing  authorities  (e.g. 
state  and  local  bar  associations)  and  to 
(b)  current  and  potential  govemmentol 
employers  during  authorized 
background  checis  to  assist  their  efforts 
to  protect  the  public  by  maintaining  the 
integrity  of  the  legal  profession. 

The  "Blanket  Routine  Uses"  set  forth 
at  the  beginning  of  the  Army's 
compilation  of  systems  of  records 
notices  apply  to  this  record  system. 

POUCIES  AND  PRACTCa  PCM  STOMNO, 
RETRMEVINQ,  ACCESSINQ,  RETAMmO,  AMD 
DISPOSING  OF  RECORDS: 

STORAGE: 

Paper  records  in  fife  folders  and  on 
computers. 

RETRCWAMUm 

By  subject's  name. 

SAFEGUARDS: 

Records  are  maintained  in  locked 
offices  and/or  in  locked  file  cabinets  in 
secured  building  or  on  mihtary 
installations  pratectad  by  police  patiob. 
All  infoimation  is  antataiaed  in 
secured  areas  accessible  only  to 
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designated  individuals  having  official 
need  therefor  in  the  performance  of 
official  duties.  Computer  stored 
information  is  password  protected. 

RETENDON  ANO  disposal: 

Cases  resolved  at  the  Office  of  the 
Judge  Advocate  General  after  a 
preliminary  screening  inquiry  will  be 
maintained  as  permanent  files.  The  files 
will  be  maintained  in  the  Standards  of 
Conduct  Office  for  ten  years,  at  which 
time  they  will  be  reviewed  and 
transferred  for  permanent  retention  to 
the  Washington  National  Records 
Center. 

Cases  resolved  at  other  offices,  after  a 
preliminary  screening  inquiry,  will 
ordinarily  be  destroyed  after  ten  years. 
The  files  will  be  maintained  in  the 
Standards  of  Conduct  Office.  Review  of 
the  record  will  determine  whether  to 
destroy  the  file  or  to  transfer  to  the 
Washington  National  Records  Center  for 
{>ermanent  retention.  In  cases  where  the 
'files  are  destroyed,  data  will  be 
extracted  for  statistical  purposes  prior  to 
destroying  the  files. 

Cases  resolved  at  other  offices,  where 
allegations  were  found  not  credible  and 
no  preliminary  screening  inquiry  was 
conducted,  will  be  maintained  in  the 
office  where  action  was  taken  for  a 
period  of  three  years,  at  which  time  the 
data  will  be  extracted  for  statistical 
purposes  and  then  destroyed. 

SYSTEM  UANAGER(S)  ANO  ADDRESS: 

Department  of  the  Army  Standards  of 
Conduct  Office,  ATTN:  DAJA-SC  (Room 
2D439),  The  Judge  Advocate  General, 
2200  Army  Pentagon,  Washington,  DC 
20310-2200. 

NormcA-noN  procedure: 

Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  of  records 
should  address  written  inquiries  to  the 
Department  of  the  Army  Standards  of 
Conduct  Office.  ATTN:  DAJA-SC  (Room 
2D439),  The  Judge  Advocate  General, 
2200  Army  Pentagon,  Washington,  EK3 
20310-2200. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to  records 
about  themselves  should  address 
written  inquiries  to  the  Department  of 
the  Army  Standards  of  Conduct  Office, 
ATTN:  DAJA-SC  (Room  2D439),  The 
Judge  Advocate  General,  2200  Army 
Pentagon,  Washington,  DC  20310-2200. 

CONTESTtNQ  RECORD  PROCEDURES: 

The  Army's  rules  for  access  to  records 
and  for  contesting  contents  and 
appealing  initial  determinations  are 
contained  in  Army  Regulation  340-21; 


32  CFR  part  505;  or  may  be  obtained 
from  the  system  manager. 

RECORD  SOURCE  CATEOORKS: 

Information  is  received  from 
individuals  and  from  federal,  state,  and 
local  authorities  (e.g.  preliminary 
screening  report,  other  Army  records, 
state  bar  records,  law  enforcement 
records,  educational  institution  records, 
etc.). 

EXEMPTK>NS  CLAIMED  FOn  THE  SYSTEM: 

None. 
A0600-85fOAPE 

SYSTEM  NAME: 

ADAPCP  Clinical  Certification 
Program  Application  File. 

SYSTEM  location: 

U.S.  Army  Medical  Department 
Center  and  School,  Academy  of  Health 
Sciences,  Medical  Field  Service  School, 
ATTN:  HSHA-MB,  (Certification 
Program  Office),  Fort  Sam  Houston, 
Texas  78234-6100. 

CATEGORCS  OF  MOIVDUALS  COVERED  BY  the 

system: 

Department  of  Army  Qvilian 
Psychologists,  Social  Workers,  Drug  and 
Alcohol  Program  Specialists,  Social 
Services  Representatives/ Assistants, 
Psychology  Technicians,  and  enlisted 
military  counselors  (Behavioral  Science 
Specialists)  employed  or  assigned  to  the 
ADAPCP  Community  Coxmseling 
Centers  or  Residential  Treatment 
Facilities  who  provide  counseling 
services  to  ADAPCP  clients. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Copies  of  the  Candidate  Application 
Portfolio  with  education  and 
employment  history  and  related 
documents  that  include  Social  Security 
Numbers,  are  required  for  each 
certification  candidate.  A  Competency 
Assessment  Form  Rating  containing  a 
recommendation  and  documentation  of 
successful  completion  of  the  1-year 
internship  requirement;  a  signed 
Privacy  Act  Statement,  a  signed  copy  of 
the  ADAPCP  Clinical  Code  of  Ethics; 
and  a  signed  copy  of  the  Sobriety 
Statement  are  included  in  the 
application  portfolio.  Copies  of  course 
certificates  and/or  official  college 
transcripts  are  also  required  in  the 
candidate's  file.  Certification 
examination  results  and  correspondence 
pertaining  to  the  application  status, 
certification  renewal  and  Board 
decisions  are  also  maintained  in  the 
candidate's  file. 

Roster  of  all  certified  personnel; 
examination  failures;  inactive  certified 
personnel;  and  other  program  status 
information. 


AUTHORTTY  FOR  MAMTENANCE  OF  THE  SYSTEM: 
10  U.S.C.  3013. 


PURPOSE(S): 

To  receive,  evaluate,  and  maintain 
apphcations  for  ADAPCP  Clinical 
Certification  Staff;  process  information 
routinely  used  to  verify  and  ensure 
accuracy  of  education  and  employment 
or  assignment  records;  document 
successful  completion  of  a  1-year 
clinical  internship  requirement;  ensure 
incumbents  are  minimally  qualified 
within  3  years  of  employment  or 
assignment  to  provide  quality  care  to 
ADAPCP  clients;  and  provide  statistical 
information  for  program  analysis. 

ROUTINE  USES  OF  RECOMM  MAINTAINED  m  THE 
SYSTEM,  MCLUOMQ  CATEGORIES  OF  USERS  ANO 
THE  PURPOSES  OF  SUCH  USES: 

The  'Blanket  Routine  Uses'  set  forth  at 
the  beginning  of  the  Army's  compilation 
of  system  of  records  notices. 

To  qualified  personnel  conducting 
scientific  research,  management,  or 
financial  audits  or  program  evaluations. 
All  personal  identifiers  are  removed 
from  data. 

In  response  to  a  court  order  based  on 
the  showing  of  good  cause  in  which  the 
need  for  disclosure  and  the  public's 
interest  is  necessary  to  support  clinical 
competence. 

POUCKS  AND  PRACTICES  FOR  STOWNQ, 
RETRKWIO,  ACCESSMQ,  RETAVSNQ,  AND 

nsposino  of  records: 

storage: 

Information  is  stored  on  a  personal 
computer  and  in  locked  file  cabinets. 

RETRKVAaUTY: 

Retrieved  by  the  surname,  applicant 
file  number,  and  social  seauity  number. 

SAFEGUARDS: 

All  information  is  maintained  in 
seciired  areas  accessible  only  to 
designated  individuals  having  official 
need  therefor  in  the  performance  of 
official  duties. 

RETENTION  AND  disposal: 

Information  will  be  maintained 
during  the  tenure  of  the  person  and  five 
years  beyond  the  date  of  departure  from 
the  program.  Persons  who  transfer  to 
another  ADAPCP  organization 
constitutes  a  file  transfer  also. 

SYSTEM  MANAQER<S)  ANO  ADDRESS: 

U.S.  Army  Medical  Department 
Center  and  School,  Academy  of  Health 
Sciences,  Medical  Field  Service  School, 
Behavioral  Sciences  Division,  ATTN: 
HSHA-MB  (Certification  Program   , 
Office),  Fort  Sam  Houston,  TX  78234- 
6100. 


MOnFCATlONF 

Individual 
whether  thi« 
information 
address  writ 
Commander 
and  School, 
(Certificatioi 
Houston,  T7 
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-nC  SYSTEM: 


TAMED  IN  THE 
OF  USERS  AND 


N0IVCA110M  PBOCEIMMC: 

Individuals  teeking  to  determine 
whether  this  system  of  records  contains 
information  about  themselves  shouid 
address  v^itten  inquiries  to  the 
Commander,  U.S.  Army  Medical  Center 
and  School.  ATTN;  HSHA-MB 
(Certification  Program).  Fort  Sam 
Houston.  TX  78234-6100. 

NECeeO  ACCESS  PMOCEOtMES: 

Individuals  seeking  access  to  records 
about  themselves  contained  in  this 
system  of  record  should  address  written 
inquiries  to  Conmiander.  U.S.  Army 
Medical  Center  and  School.  ATTN: 
HSHA-MB  (Certification  Program).  Fort 
Sam  Houston,  TX  78234-6100. 

CONTCSTMe  HECOnO  mOCBMIRES: 

The  Departmont  of  the  Army  rules  for 
accessing  records  and  for  contesting 
contents  and  appealing  initial  Army 
determinations  are  published  in  Army 
Regulation  340-21;  32  CFR  part  505;  or 
may  obtained  from  the  system  manager. 

RECORD  SOORCE  CATEGOMES: 

From  the  individuals  employed  by  or 
assigned  to  the  Army  Alcohol  and  Dmg 
Abuse  Prevention  and  Control  Program 
who  submit  requested  information  to 
apply  for  ADAPCP  Clinical  Certification 
as  a  condition  of  contiruiing 
employment  or  otherwise. 

EKEMPnONS  CUUMB)  FOR  TfC  SYSTEM: 

None. 
IFR  Doc.  93-618  Filed  01-11-93;  8:45  am] 
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SUPfLBMENTARY  MFOmiAIION:  The 
Defense  Logistics  Agency  record  syrtem 
notices  sul^ect  to  the  Privacy  Act  of 
1974  (5  U.S.C.  552a).  as  amended,  have 
been  published  in  the  Federal  R^gUter 
and  are  available  from  the  addxess 
above. 

The  proposed  new  system  report,  as 
required  by  5  U.S.C  552a(r)  of  th* 
Prfvacy  Act  was  submitted  on  December 
23,  1992,  to  the  Committee  on 
Government  Operations  of  the  House  of 
Representatives,  the  Committee  on 
Governmental  Affairs  of  the  Senate,  and 
the  Office  of  Management  and  Budget 
iOMB)  pursuant  to  paragraph  4b  of 
Appendix  I  to  CH^  Qrcular  No.  A-130, 
"Federal  Agency  Responsibilities  for 
Maintaining  Records  About 
Individuals."  dated  December  12. 1985 
(50  FR  52730.  December  4. 1985). 

Dated:  Oecamber  30. 1992. 

L.  M.  Bynum. 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 


Defense  Logistics  Agency 

Privacy  Act  of  1974;  Add  a  System  d 
Records. 

AGB4CY:  Defense  Logistics  Agency. 

DOD. 

ACTKM:  Add  a  system  of  records. 


summary:  The  Defense  Logistics  Agency 
proposes  to  add  a  new  record  system  to 
its  inventory  of  systems  of  records 
notices  subject  to  the  Privacy  Act  of 
1974  (5  U.S.C.  552a).  as  amended. 
DATES:  This  action  will  be  effective 
without  further  notice  on  February  11, 
1993,  unless  comments  are  re(~-eived  that 
would  result  in  a  contrary 
determination. 

AOORESSES:  Send  comments  to  the 
Privacy  Act  Officer.  Administrative 
Management  Branch.  Planning  and 
Resource  Management  Division,  Defense 
Logistics  Agency,  Room  5A120, 
Cameron  Station,  Alexandria.  VA 
22304-6100. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Susan  Salus  at  (703)  617-7583. 


S200J0OIA4I 
SYSTEM  NAME: 

Individual  Weight  Management  File. 

SYSTEM  ux:ation: 

Records  are  maintained  by  the  heads 
of  the  DLA  Primary  Level  Field 
Activities  (PLFA's).  Official  mailing 
addresses  are  published  as  an  appendix 
to  DLA's  compilatian  of  systems  ai 
records  notices. 

For  memb^s  assigned  to 
Headquarters  DLA,  records  are 
maintained  by  DASC-DW.  Cameron 
StaUon.  Alexandria.  VA  22304-6130. 

CATEGORIES  OF  tNOIMOUALS  COVERED  BY  TME 
SYSTEM: 

Mihtary  active  duty  and  reserve 
personnel  assigned  to  DLA. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Member's  name.  Social  Security 
Number,  weight  management  record, 
and  physical  readiness  data. 

AUTHORTPr  FOR  MAINTENANCE  OF  THE  SYSTEM: 

5  U.S.C  302(b)(1).  Delegation  of 
authority;  10  U.S.C  136,  Assistant 
Secretaries  of  Defense;  and  DoD 
Directive  1308.1.  Physical  Fitness  and 
Weight  Control  Programs. 

PURPOSE(S): 

The  system  will  be  used  to  record  the 
weight  and  physical  readiness  of 
military  members  assigned  to  DLA.  It 
will  also  be  used  to  monitor  the  progress 
of  those  entered  into  the  weig^ 
management  program. 

Re(x>rds  may  be  used  by  member's 
service  for  rranedial,  corrective,  or 
administrative  separation  actions. 
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ROWIME  USES  OF  RCOOROS  MAMfnUHED  M  BC 
SYSTeM,MCU«MaCATaOIMMFSOFUaWSAilD 
THE  PtMMSES  OF  SUCH  USES: 

None. 

POUOES  AND  PRACTICES  FOR  STONMO, 
RETRKYINO.  ACCESSHIQi,  RETMNNM).  AMD 
DISPOSWIG  OF  RECORDS: 

STORAGE: 

Records  are  stored  in  paper  and 
computerized  form. 

retrievabiuty: 
Records  are  retrieved  by  name. 

SJtfCOUAROS: 

Records  are  maintained  in  areas 
accessible  only  to  DLA  personnel  who 
must  access  the  teoutls  to  peiform  tfaair 
duties.  The  computer  files  are  password 
protected  with  access  restricted  to 
authorized  users. 

Access  to  paper  and  computerized 
files  is  restricted  to  member's 
commander,  the  weight  control  officer, 
medical  personnel,  the  director  of  the 
military  personnel  function  at  the 
activity  where  assigned,  and  the 
military  personnel  function  of  the 
member's  service. 

retention  AND  disposal: 

Records  are  retained  until  the  mao^r 
departs,  at  which  time  the  member 
collects  the  record  for  forwarding  to  his 
or  her  next  duty  assignment. 

system  MANAQER(S)  AMD  ADDRESS: 

The  Staff  Director,  OfBce  of  Mihtary 
PersooaeL  DLA-M.  Cameron  Station. 
Alexandria,  VA  22304-6100.  and  the 
heads  of  the  DLA  PrimMy  Levei  Field 
Activities.  Official  mailing  addresses  are 
published  as  an  appendix  to  DLA's 
compilation  of  systems  of  records 
notices. 

N0T1FJCATKJN  PROCEDURE: 

Individuals  seeking  to  determine 
whether  this  system  of  records  contains 
information  about  themselves  should 
address  written  inquiries  to  or  visit  the 
system  manager  of  the  particular  DLA 
activity  involved.  Official  mailing 
addresses  are  published  as  an  appendix 
to  DLA's  compilation  of  systems  of 
records  notices. 

Individuals  assigned  to  HQ  DLA  may 
address  inquiries  to  or  visit  DASC-DW, 
Cameron  Station,  Alexandria,  VA 
22304-6100.  For  personal  visits, 
individuals  must  present  proper 
identification. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to  records 
about  themselves  contained  in  this 
system  of  records  should  address 
written  inquiries  to  or  visit  the  system 
manager  of  the  particular  DLA  activity 
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involved.  Official  mailing  addresses  are 
published  as  an  appendix  to  DLA's 
compilation  of  systems  of  records 
notices. 

Individuals  assigned  to  HQ  DLA  may 
address  written  inquiries  to  or  visit 
DASC-DW.  Cameron  Station, 
Alexandria.  VA  22304-6100.  For 
present  proper  identification. 

CONTESTING  RECORD  PftOCEDURES: 

The  DLA  rules  for  contesting  contents 
and  appealing  initial  agency 
determinations  are  contained  in  DLA 
Regulation  5400.21;  32  CFR  part  323;  or 
may  be  obtained  from  the  system 
manager. 

RECORD  SOURCE  CATEGORCS: 

Information  is  taken  from  the  record 
subject,  individual  weigh-ins.  medical 
personnel,  and  medical  records. 

EXEMPTIONS  CLAMED  FOR  THE  SYSTEM: 

None. 
IFR  Doc.  93-619  Filed  01-11-93;  8:45  am] 
aHJJNG  CODE  M1»-01-F 


DELAWARE  RIVER  BASIN 
COMMISSION 

Commission  Meeting  and  Public 
Hearing 

Notice  is  hereby  given  that  the 
Delaware  River  Basin  Commission  will 
hold  a  public  hearing  on  Wednesday. 
January  20.  1993.  The  hearing  will  be 
part  of  the  Commission's  business 
meeting  which  is  open  to  the  public  and 
scheduled  to  begin  at  1  p.m.  in  the 
Goddard  Conference  Room  of  the 
Commission's  offices  at  25  State  Police 
Drive.  West  Trenton,  New  Jersey. 

An  informal  conference  session 
among  the  Commissioners  and  staff  will 
be  open  for  public  observation  at  10 
a.m.  at  the  same  location  and  will 
include  reports  on  the  status  of  the 
Upper  Delaware  ice  jam  project  and 
Water  Quality  Advisory  Committee 
deliberations  and  discussion  of  ground 
and  surface  water  permit  renewal 
issues. 

The  subjects  of  the  hearing  will  be  as 
follows: 

Applications  for  Approval  of  the 
Following  Projects  Pursuant  to  Article 
10,3,  Article  11  and/or  Section  3.8  of 
the  Compact 

1.  Holdover  Profect:  Circuit  Foil  USA  D-92- 
21 

An  application  for  approval  of  a  proposed 
industrial  wastewater  treatment  plant  (IWTP) 
to  treat  approximately  48,000  gallons  per  day 
(gpd)  of  process  wastewater  generated  l>y  the 
applicant's  metallic  copper  foil 
manufacturing  operation.  The  existing  IWTP 


(0.3  mgd)  which  currently  discharges  to  an 
unnamed  tributary  of  Mile  Hollow  Brook, 
will  no  longer  be  used  by  Circuit  Foil  USA. 
and  the  new  IWTP  will  discharge  to 
Crosswicks  Creek.  The  propoied  IWTP  will 
provide  an  80  percent  reduction  in  the 
volume  of  waste  water  discharged  due  to 
process  water  recovery  and  recycle.  The 
IWTP  will  be  located  just  west  of  Route  130 
and  approximately  2000  feet  northeast  of  the 
City  of  Bordentown's  corporate  limits,  in  the 
Township  of  Bordentown.  Burlington 
County.  New  Jersey. 

2.  City  of  New  Castle  D-7B-71  CP  RENEWAL- 
2 

An  application  for  the  renewal  of  a  ground 
water  withdrawal  project  to  supply  up  to  48 
million  gallons  (mg)/30  days  of  water  to  the 
applicant's  distribution  system  from  Well 
Nos.  1-4.  Commission  approval  on  August  5. 
1987  was  limited  to  five  years.  The  applicant 
requests  that  the  total  withdrawal  from  all 
wells  remain  limited  to  48  mg/30  days.  The 
project  is  located  in  the  City  of  New  Castle. 
New  Castle  County,  Delaware. 

3.  Schuylkill  Haven  Bleach  and  Dye  Works. 
Inc.  D-81-30  RENEWAL-2 

An  application  for  the  renewal  of  a  ground 
water  withdrawal  project  to  supply  up  to  7.2 
mg/30  days  of  water  to  the  applicant's 
industrial  facility  from  Well  Nos.  1.  2  and  3. 
Commission  approval  on  February  24. 1988 
was  limited  to  five  years  and  will  expire 
unless  renewed.  The  applicant  requests  that 
the  total  withdrawal  from  all  wells  remain 
limited  to  7.2  mg/30  days.  The  project  is 
located  in  Schuylkill  Haven  Borough, 
Schuylkill  County.  Pennsylvania. 

4.  Evesham  Municipal  Utilities  Authority  D- 
82-39  CP  BENEWAL 

An  application  for  the  renewal  of  a  ground 
water  withdrawal  project  to  supply  up  to  136 
mg/30  days  of  water  to  the  applicant's 
distribution  system  from  Well  Nos.  4-11. 
Commission  approval  on  June  27, 1984  was 
limited  to  five  years.  The  total  withdrawal 
from  all  wells  has  been  decreased  from  146 
mg/30  days  to  136  mg/30  days.  The  project 
is  located  in  Evesham  Township,  Burlington 
County,  New  Jersey. 

5.  Borough  ofCatasauqua  D-87-60  CP 
BENEWAL 

An  application  for  the  renewal  of  a  ground 
water  withdrawal  project  to  supply  up  to 
23.7  mg/30  days  of  water  to  the  applicant's 
distribution  system  from  Well  No.  5. 
Commission  approval  on  January  13. 1988 
was  limited  to  five  years  and  will  expire 
unless  renewed.  The  applicant  requests  that 
the  total  withdrawal  from  all  wells  remain 
limited  to  40  mg/30  days.  The  project  is 
located  in  North  Catasauqua  Borough, 
Northampton  County,  Pennsylvania. 

6.  Gloucester  County  Utility  Authority  D-90- 
74  CP 

A  regional  wastewater  treatment  plant 
modification  project  to  expand  the  treatment 
capacity  from  20.1  mgd  to  24.1  mgd  to  meet 
projected  flows  for  the  design  year  2000.  The 
treatment  plant  will  continue  to  discharge 
secondary  treated  effluent  to  the  Delaware 
River  in  Water  Quality  Zone  4.  The  plant  site 


is  located  on  the  west  side  of  Mantua  Creek 
alxjut  500  feet  north  of  Broad  Street,  in  West 
E)eptford  Township,  Gloucester  County,  New 
Jersey. 

7.  Womelsdorg-Robesonia  Joint  Authority  D- 
92-35  CP  (B) 

A  request  for  a  revision  of  approved  Docket 
No.  D-92-35  CP  to  amend  decision  "s".  The 
revised  decision  would  impose  a  ban  on  new 
service  connections  in  Millcreek  Tovmship 
until  the  adoption  of  a  water  conservation 
ordinance  by  Millcreek  Township.  Berks 
County.  Pennsylvania. 

8.  Lehigh  County  Authority  D~92-40  CP 

An  application  for  approval  of  withdrawal 
of  0.15  mgd  of  water  finom  the  applicant's 
Main  System  Reservoir,  located  on  Trout 
Creek  in  Heidelburg  Township,  Lehigh 
County.  The  project  withdrawal  will  surve  a 
section  of  the  applicant's  water  distribution 
system  located  in  Washington  Township.  A 
small  section,  however,  will  continue  to  he 
served  by  the  Borough  of  Slatington  bora 
which  the  applicant  will  purchase  20,000 
gpd  of  water.  The  project  is  located  entirely 
within  Lehigh  County,  Pennsylvania. 

9.  Upper  Merion  Municipal  Utility  Authority 
D-92-51  CP 

A  sewage  treatment  plant  (STP)  expansion 
project  that  will  increase  the  existing  5.0  mgd 
capacity  STP  to  treat  an  average  of  6.0  mgd 
of  wastewater  generated  in  the  applicant's 
Upper  Merion  Township  service  area.  The 
STP  will  provide  secondary  treatment  with  a 
trickling  filter/solids  contact  process.  The 
STP  Is  located  near  the  confluence  of  Trout 
Run  with  the  Schuylkill  River  and  will 
continue  to  discharge  to  Trout  Run  via  the 
existing  outfall  structure  all  within  Upper 
Merlon  Township.  Montgomery  County, 
Pennsylvania. 

10.  Grand  View  Hospital  D-92-63  CP 

An  application  for  approval  of  a  ground 
water  withdrawal  project  to  supply  up  to  3.6 
mp/30  days  of  water  to  the  Grand  View    - 
Hospital  from  new  Well  Nos.  4  and  5  and 
existing  Well  Nos.  1,  2  and  3,  and  to  limit 
the  withdrawal  from  all  wells  to  3.6  mg/30 
days.  The  project  is  located  in  West  Rockhill 
Township.  Bucks  County  in  the  Southeastern 
Pennsylvania  Ground  Water  Protected  Area. 

Documents  relating  to  these  items 
may  be  examined  at  the  Commission's 
offices.  Preliminary  dockets  are 
available  in  single  copies  upon  request. 
Please  contact  George  C.  Elias 
concerning  docket-related  questions. 
Persons  wishing  to  testify  at  this  hearing 
are  requested  to  register  with  the 
Secretary  prior  to  the  hearing. 

Dated:  January  5, 1993. 
Susan  M.  Weisman. 
Secretary. 

IFR  Doc.  93-599  Filed  1-11-93;  8:45  am) 
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DEPARTMENT  OF  EDUCATION 

Advisory  Committee  on  Student 
Financial  Assistance;  Meeting 

AGENCY:  Advisory  Committee  on 

Student  Financial  Assistance, 

Education. 

ACTION:  Notice  of  partially  closed 

meeting.  

SUMMARY:  This  notice  sets  forth  the 
schedule  and  proposed  agenda  of  a 
forthcoming  partially  closed  meeting  of 
the  Advisory  Committee  on  Student 
Financial  Assistance.  This  notice  also 
describes  the  functions  of  the 
Committee.  Notice  of  this  meeting  is 
required  under  section  10(a)(2)  of  the 
Federal  Advisory  Committee  Act.  This 
document  is  intended  to  notify  Ae 
general  public. 

DATES  AND  TIMES:  January  25, 1993, 
beginning  at  9  a.m.  and  ending  at  5 
p.m.;  and  January  26, 1993,  beginning  at 
8:30  a.m.  and  ending  at  12  noon,  but 
closed  from  9:30  a.m.  to  10:30  a.m.. 
ADDRESSES:  Wyndham  Bristol  Hotel, 
Potomac  Rooms  I  and  II,  2430 
Pennsylvania  Avenue,  NW., 
Washington.  DC  20037. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Brian  K.  Fitzgerald,  Staff  Director, 
Advisory  Committee  on  Student 
Financial  Assistance,  room  4600,  ROB- 
3.  7th  &  D  Streets,  SW.,  Washington.  DC 
20202-7582  (202)  708-7439. 
SUPPLEMENTARY  INFORMATION:  The 
Advisory  Committee  on  Student 
Financial  Assistance  is  established 
under  section  491  of  the  Higher 
Education  Act  of  1965  as  amended  by 
PubUc  Uw  100-50  (20  U.S.C.  1098). 
The  Advisory  Committee  is  established 
to  provide  advice  and  counsel  to  the 
Congress  and  the  Secretary  of  Education 
on  student  financial  aid  matters, 
including  providing  technical  expertise 
with  regard  to  systems  of  need  analysis 
and  application  forms,  making 
recommendations  that  will  result  in  the 
maintenance  of  access  to  postsecondary 
education  for  low-  and  middle-income 
students,  conducting  a  study  of 
institutional  lending  in  the  Stafford 
Student  Loan  Program,  and  assisting 
with  activities  related  to  reauthorization 
of  the  Higher  Education  Act  of  1965.  As 
a  result  of  the  passage  of  the  Higher 
Education  Amendments  of  1992,  the 
Congress  also  has  directed  the  Advisory 
Committee  to  assist  with  a  series  of 
special  assessments  and  conduct  an  in- 
depth  study  of  student  loan 
sirnplifi  cation. 

The  Advisory  Committee  will  meet  in 
Washington,  D.C.  on  January  25, 1993, 
from  9  a.m.  to  5  p.m.,  and  on  January 


26,  from  8:30  a.m.  to  12  noon.  The 
meeting  will  be  closed  to  the  public 
from  9:30  a.m.  to  10:30  a.m.  to  elect  a 
new  chairman  and  discuss  other 
personnel  matters.  The  enstiing 
discussions  will  relate  to  internal 
personnel  rules  and  practices  and  will 
disclose  information  of  a  personal 
nature  where  disclosure  would 
constitute  a  clearly  imwarranted 
invasion  of  personal  privacy  if 
conducted  in  open  session,  and  such 
matters  are  protected  by  exemptions  (2) 
and  (6)  of  section  552{b)(c)  of  5  U.S.C. 
The  meeting  will  be  closed  under  the 
authority  of  section  10(d)  of  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463;  5  U.S.C,  appendix  2)  and  under 
exemptions  (2)  and  (6)  of  Section 
552(b)(c)  of  the  Government  in  the 
Sunshine  Act  (Pub.  L.  94-409). 

A  summary  of  the  activities  at  the 
closed  session  and  related  matters 
which  are  informative  to  the  public 
consistent  with  the  policy  of  5  U.S.C. 
552(b)  will  be  available  to  the  public 
within  fourteen  days  of  the  meeting. 

The  proposed  agenda  includes  (a)  a 
discussion  of  the  loan  simplification 
study;  (b)  updates  on  the  National 
Student  Loan  Data  Base  and  Loan 
Standardization  Progress;  (c)  a 
discussion  on  the  early  eligibility 
research  update;  (d)  the  delivery  system 
and  direct  lending  pilot  program 
updates;  and  (e)  an  Advisory  Committee 
regulatory  update  and  planning  session 
for  the  upcoming  year's  agenda. 

Records  are  kept  of  all  Committee 
proceedings,  and  are  available  for  public 
inspection  at  the  Office  of  the  Advisory 
Committee  on  Student  Financial 
Assistance,  room  4600,  7th  and  D 
Streets,  SW.,  Washington,  DC  from  the 
hours  of  9  a.m.  to  5:30  p.m.,  weekdays, 
except  Federal  holidays. 

Dated:  January  7, 1993. 
Dr.  Brian  K.  Fitzgerald, 

Staff  Director,  Advisory  Committee  on 

Student  Financial  Assistance. 

(PR  Doc.  93-644  Filed  1-11-93;  8:45  am] 
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DEPARTMENT  OF  ENERGY 

Bonneville  Power  Administration 

South  Fork  Tolt  River  Hydroelectric 
Project;  Record  of  Decision 

AGENCY:  Bonneville  Power 
Administration  (BPA),  DOE. 
ACTION:  Record  of  decision  for  a  biUing 
credit  to  Seattle  City  Light  for  the 
proposed  South  Fork  Tolt  River 
Hydroelectric  Project. 


SUMMARY:  BPA  has  decided  to  grant  a 
Billing  Credit  ^  to  Seattle  City  Light 
(SCL),  a  Department  of  the  City  of 
Seattle,  with  headquarters  in  Seattle, 
Washington,  for  the  power  output  from 
the  proposed  South  Fork  Tolt  River 
Hydroelectric  Project  (South  Fork  Tolt 
Project,  Project).  The  proposed  Project, 
with  an  installed  capacity  of  15 
megawatts  that  would  produce  6.55 
average  megawatts  of  firm  energy  per 
year,  is  one  small  renewable  resource 
available  to  BPA  through  its  Billing 
Credits  pilot  program.  The  BiUing  Credit 
will  result  in  a  reduction  of  the 
Administrator's  obUgation  to  acquire 
resources  by  accommodating  a  small 
percentage  of  SCL's  projected  load 
growth.  Uius  reducing  the  net 
requirements  for  supply  of  electric 
power  to  SCL  by  BPA.  By  granting  the 
Billing  Credit  to  SCL,  BPA  assures  the 
development  of  this  resource. 

To  make  this  decision,  BPA  used 
information  in  the  South  Fork  Tolt  River 
Final  Environmental  Impact  Statement 
(EIS)  (adopted  portions  of  the  Federal 
Energy  Regulatory  Commission  (FERC) 
Final  EIS,  Snohomish  River  Basin, 
Washington,  Seven  Hydroelectric 
Projects,  Docket  No.  EL85-19-101,  for 
application  for  FERC  license  to 
construct,  operate,  and  maintain  the 
project)  and  Attachment.  BPA's  review 
and  analysis  of  the  adequacy  of  the 
portions  of  the  1987  FERC  Final  EIS 
relating  to  the  proposed  South  Fork  Tolt 
River  Hydroelectric  Project  as  well  as  all 
other  documents  pertaining  to  the  South 
Fork  Tolt  proposed  project  was 
included  in  an  Attachment  to  the  South 
Fork  Tolt  River  Hydroelectric  Project 
EIS  issued  by  BPA  in  April  1992  (DOE/ 
EIS-0184). 

BPA  has  determined  that  granting  a 
billing  credit  to  SCL  is  consistent  with 
the  Billing  Credits  poUcy  and  with  the 
Northwest  Power  Planning  Council's 
Power  Plan.  The  proposed  project  wrill 
meet  all  requirements  of  the  FERC 
license  and  other  Federal,  State,  and 
local  requirements. 


1  One  method  that  BPA  uses  to  acquire  energy 
resources  is  BiUing  Credits.  With  this  innovative 
mechanism,  authorized  by  the  Northwest  Power 
Act.  BPA  provides  a  credit  to  an  eligible  customer 
(utility,  certain  industries,  and  others)  for  load 
reduction  actions  and  energy  resource 
developments.  Under  BPA's  1990  Resource 
Program.  BPA  is  seeking  to  test  the  Billing  Credits 
Policy  by  acquiring  up  to  SO  average  megawatts;  a 
solicitation  for  proposals  was  issued  on  July  9, 
1990. 

A  complete  description  of  the  Billing  Credit* 
Policy  is  presented  in  an  Environmental 
Assessment  (EA)  (DOE/EA-0180.  June  1982).  which 
has  been  made  available  to  the  public.  The  Billing 
Credits  Policy  provides  for  site-specific  National 
Environmental  Policy  Act  (NEPA)  review  for  each 
proposal  after  it  is  received  (Billing  Credit  EA.  page 
5-2). 
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Mitigation  plans  and  other 
environmental  agreements  are  in  place 
or  will  be  completed  prior  to 
construction  for  protection  of  fish  and 
wildlife,  water  quality,  wild  and  scenic 
river  values,  flooding,  cultural 
resources,  and  the  FERC  permit 
requirements.  The  implementation  of 
these  plans  and  agreements  are  the 
practical  means  of  avoiding  or 
minimizing  environmental  harm  from 
the  above  mentioned  billing  credit. 

ADDRESSES:  Copies  of  the  South  Fork 
Tolt  River  Hydroelectric  Project  EIS  and 
Attachment,  April  1992,  (DOE/EIS- 
0184),  the  comments  we  have  received 
on  this  issue,  this  Record  of  Decision, 
and  the  1990  Resource  Program,  are 
available  from  BPA's  Public 
Involvement  Office,  P.O.  Box  12999, 
Portland,  Oregon  97212. 

FOR  FURTHER  INK>RMATK>M  CONTACT: 

Mr.  Charles  Alton,  Environmental 
Coordinator  for  Energy  Resources, 
Bonneville  Power  Administration,  P.O. 
Box  3621-RAE,  Portland,  Oregon  97208; 
telephone  (503)  230-5878.  For  further 
information  on  DOE  NEPA  activities 
contact  Carol  M.  Borgstrom,  Director, 
Office  of  NEPA  Oversight.  EH-25,  U.S. 
Department  of  Energy,  1000 
Independence  Avenue,  SW., 
Washington  DC,  20585;  telephone  (202) 
586-4000  or  (800)  472-2756.  For  copies 
of  the  documents  listed  above,  you  may 
also  contact  BPA's  Public  Involvement 
OfHce  at  (503)  230-3478.  Oregon  callers 
may  use  (800)  622-4519.  Information 
may  also  be  obtained  from: 

Mr.  George  Bell,  L^wer  Columbia  Area 
Manager,  suite  243, 1500  NE.  Irving 
Street,  Portland,  OR  97232,  (503)  230- 
4551. 

Mr  Robert  N.  Laffcl.  Eugene  District 

Manager,  room  206,  211  East  Seventh 
Avenue.  Eugene.  OR  97410,  (503)  465- 
6592. 

Mr.  Wayne  R.  Lee,  Upper  Columbia  Area 
Manager,  room  561 ,  West  920  Riverside 
Avenue,  Spokane.  WA  99201.  (509)  353- 
2515. 

Mr.  George  E.  Eskridge,  Montana  District 
Manager,  800  Kensington,  Missoula,  MT 
59801.  (406)  329-3060. 

Mr.  Ronald  K.  Rodewald,  Wenatchee  District 
Manager,  room  307,  301  Yakima  Street, 
Wenatchee,  WA  98801,  (509)  662-4377, 
extension  379. 

Mr.  Terence  G.  Esvelt,  Puget  Sound  Area 
Manager,  suite  400,  201  Queen  Anne 
Avenue  North,  Seattle,  WA  98109-1030, 
(206)  553-4130. 

Mr.  Thomas  V.  Wagenhoffer,  Snake  River 
Area  Manager,  101  West  Poplar,  Walla 
Walla,  WA  99362,  (509)  522-6226. 


Ms.  Q  Clark  Leone,  Idaho  Falls  District 
Manager,  1527  Hollipark  Drive,  Idaho 
Palls,  ID  83401,  (208)  523-02706. 

Mr.  Thomas  H.  Blankenship,  Boise  District 
Manager,  room  494,  550  West  Fort  Street, 
Boise,  ID  83724,  (208)  334-9137. 

SUPPtfMENTARY  MFORMATtON: 

I.  Background 

BPA  is  a  Federal  power  marketing 
agency  with  statutory  responsibilities  to 
supply  electrical  power  to  its  utiUty, 
industrial,  and  other  customers  in  the 
Pacific  Northwest.  According  to  BPA's 
current  load/resource  balance  study,  the 
demand  for  energy  now  exceeds  supply 
by  about  400  aMW.  The  load/resource 
balance  forcast  projects  a  deBcit  of  1,500 
to  2,600  aMW  by  the  year  2000.  The 
underlying  need  for  action  is  to  satisfy 
BPA's  customers'  demand  for  electrical 
energy. 

Consistent  with  the  1991  Northwest 
Conservation  and  Electric  Power  Plan 
(Power  Plan)  and  the  1980  Northwest 
Electric  Power  Planning  and 
Conservation  Act  (Power  2Act)  (Pub.  L. 
96-501  6.(h)(l)(B)),  BPA  has  initiated  a 
dynamic  resource  acquisition  effort  to 
acquire  new  resources.  BPA  is  using 
three  acquisition  methods:  Billing 
credits,  competitive  acquisition,  and 
contingency  options  to  acquire  energy 
for  the  region.  BPA  can  provide  a  billing 
credit  to  an  eligible  customer  (utility, 
industries,  and  others)  for  load 
reduction  actions  and  resource  . 
developments. 

The  proposed  South  Fork  ToU  Project 
of  SCL  is  one  small  renewable  resource 
available  to  BPA  through  its  Billing 
Credits  pilot  program.  Power  generated 
by  the  Project  would  be  used  by  SCL  to 
accommodate  a  small  percentage  of  its 
projected  load  growth.  By  granting  a 
Billing  Credit  to  SCL,  BPA  reduces  its 
firm  load  obligation  to  SCL  by  6.55 
average  firm  megawatts. 

The  proposed  project  has  undergone 
extensive  environmental  reviews  at  both 
the  State  and  Federal  levels.  SCL 
completed  a  Washington  State 
Environmental  Policy  Act  (SEPA)  Final 
Environmental  Impact  Statement  in 
1980  af^er  holding  a  public  information 
meeting  and  receiving  public  comments 
on  the  SEPA  Draft  EIS.  In  1984.  the 
FERC  completed  a  National 
Environmental  Policy  Act  (NEPA) 
Environmental  Assessment  and,  on 
March  29,  issued  license  No.  2959  to 
SCL  for  a  duration  of  40  years  beginning 
the  first  day  of  the  month  in  whidi  the 
license  was  issued.  The  license 
established  minimum  stream  flow 
requirements  and  required  SCL  to 
consult  with  the  Fish  and  Wildlife 
Service,  National  Marine  Fisheries 
Services,  Washington  Department  of 


Fisheries,  Washington  Department  of 
Wildlife,  and  the  Tulalip  Tribes 
(Agencies)  to  determine  instream  flows 
needed  to  ensure  the  protection  and 
enhancement  of  fishery  and  wildlife 
resources,  and  to  submit  the 
recommended  flow  regime  to  FERC  for 
approval. 

As  a  result  of  concerns  expressed  by 
the  Agencies  regarding  long-term 
conditions  for  flow  and  habitat 
restoration  and  SCL  application  for  a 
rehearing  relative  to  instream  flow 
conditk}ns,  FERC  issued  a  stay  order  on 
July  5, 1984  pending  further 
environmental  review.  In  June  1987, 
FERC  completed  further  environmental 
review  of  the  proposed  South  Fork  Tolt 
Project  as  part  of  a  FERC  Final  EIS  that 
evaluated  the  individual  and 
cumulative  impacts  of  seven  proposed 
small  hydroelectric  projects  in  the 
Snohomish  River  basin  (FERC  Final  EIS, 
Snohomish  River  Basin,  Washington, 
Seven  Hydroelectric  Projects,  Docket 
No.  EL85-19-101).  Action  on  the 
proposed  South  Fork  Tolt  Project  was 
deferred  pending  the  resolution 
agreement  between  SCL  and  the 
Agencies  regarding  instream  flows  and 
habitat  restoration.  The  South  Foiic  Tolt 
River  Settlement  Agreement  was  signed 
in  October  of  1988.  FERC  lifted  the  stay 
order  on  July  20, 1989  and  incorporated 
the  provisions  of  the  Settlement 
Agreement  into  the  Project  license.  The 
license  is  for  forty  years  from  this  date. 

BPA  distributed  the  South  Fork  Toh 
River  Hydroelectric  Project  EIS  and 
Final  Attachment  to  the  public  for  a  30- 
day  review  in  July  1992  and  the 
Environmental  Protection  Agency 
Notice  of  Availability  was  published  in 
the  Federal  Register  on  September  18, 
1992. 

Notice  of  this  Record  of  Decision  will 
be  distributed  to  the  interested  and 
affected  public,  as  well  as  through  a 
subsequent  Federal  Register  Notice. 

n.  Alternatives 

A.  No  Action 

Under  this  alternative,  BPA  would  not 
grant  a  billing  credit  for  the  proposed 
action,  foregoing  the  opportunity  to 
reduce  BPA's  projected  energy  deficit  by 
approximately  6.5  firm  megawatts 
annually.  SCL  would  not  build  the 
project  without  the  billing  credit  and 
the  environmental  impacts  of  the 
proposed  action  would  not  occur.  This 
is  the  environmental  preferable 
alternative  due  to  no  impacts,  but  this 
alternative  has  not  been  selected 
because  it  would  not  meet  BPA's  energy 
needs. 


B.  Other  Acti 
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B.  Other  Actions 

Applicants  for  billing  credits  develop 
each  potentially  qualifying  action 
independently  and  submit  them  to  BPA 
separately.  Therefore,  collective 
consideration  of  all  potential  actions  is 
not  practical.  However,  implementing 
the  proposed  action  will  not  foreclose 
future  consideration  of  other  potential 
BPA  energy  resource  actions  by  means 
of  the  Billing  Credit  Program  and  other 
resource  acquisitions  mechanisms.  In 
fact,  because  this  proposed  action 
would  merely  reduce,  not  eliminate,  the 
need  for  power,  other  resources, 
independent  of  the  proposed  action, 
will  likely  be  considered,  pursuant  to 
NEPA.  regardless  of  whether  a  billing 
credit  is  granted  for  the  proposed  action. 
Resource  types  potentially  available  to 
meet  future  load  growrth  include: 
— Conservation  (commercial, 

residential,  and  industrial  sectors); 
— Renewables  (hydropower.  geothermal, 

biomass,  wind,  and  solar  power); 
— Cogeneration; 
— Combustion  turbines; 
— Nuclear  power;  and 
—Coal. 

To  comparatively  evaluate  these 
resource  types,  BPA  is  currently 
preparing  an  environmental  impact 
statement  (EIS)  on  its  resource  programs 
(Resource  Programs  Draft  EIS,  April 
1992). 

Generally,  every  two  years  BPA 
prepares  a  Resource  Program  that 
communicates  how  it  proposes  to  meet 
its  expected  load  obligations.  For  each 
Resource  Program,  alternatives  are 
examined  which  are  composed  of 
different  combinations  of  energy 
resource  types  from  BPA's  resource 
stack  (the  resource  stack  is  the  list  of 
resources,  ordered  generally  by  cost, 
forecast  to  be  available  to  meet  electric 
power  needs).  BPA's  planning  model 
relies  on  this  resource  stack  in 
simulating  resource  acquisitions  and 
serves  as  a  basis  for  BPA's  resource 
planning  decisions. 

In  developing  a  Resource  Program, 
BPA  prepares  load  forecasts  jointly  with 
the  Northwest  Power  Planning  Council. 
A  range  of  forecasts  are  prepared  to 
reflect  uncertainties  about  future  load 
growth.  Next,  a  range  of  load/resource 
balances  are  prepared  by  comparing  the 
capability  of  the  existing  Federal  system 
resources  to  the  range  of  projected 
Federal  system  loads  over  the  next  20 
years.  In  a  parallel  process,  BPA  and  the 
Council  develop  new  resource  supply 
forecasts  to  plan  acquisition  of  cost- 
effective  resources  as  needed  to  meet 
load  growth  and  to  facilitate  program 
design.  Pursuant  to  this  formula, 
resources  other  than  the  proposed 


action  will  undoubtedly  be  examined 
and  evaluated  in  the  future  for  their 
eligibility  and  capability  to  satisfy 
BPA's  hiture  needs. 

m.  Decision  Factors  and  Issues 

A.  1990  Resource  Program  and  BPA 
Billing  Credits  Policy  Considerations 

The  1990  Resource  Program  identified 
actions  BPA  would  take  to  develop  new 
resources  to  meet  t^e  power 
requirements  of  its  customers.  One  of 
these  resource  actions  was  to  acquire  50 
aM\V  from  a  billing  credit  acquisition 
process.  A  solicitation  for  billing  credit 
proposals  was  issued  on  July  9, 1990. 
Other  actions  to  acquire  new  resources 
included  conservation  acquisition, 
competitive  bid  from  "all  sources," 
hydro  efficiency  improvements, 
geothermal  pilot  project,  and  a  Resource 
Contingency  Plan. 

As  outlined  in  the  1990  Resource 
Program,  the  primary  reasons  why  BPA 
has  selected  this  combination  of 
resource  actions  are:  manages  risk 
appropriately;  provides  flexibility  and 
diversity;  reflects  existing  and  potential 
capability  to  develop  new  resources; 
and  maintains  budget  and  rate  impacts 
within  bounds. 

The  August  30^  1984,  Billing  Credits 
Policy  as  amended  interpreted  the 
applicable  provisions  of  the  Power  Act, 
prescribed  criteria  for  customer  and 
resource  eligibility  for  Billing  Credits, 
established  general  procedures  for 
BPA's  evaluation  and  approval  of 
Billing  Credit  applications,  and 
prescribed  how  Billing  Credits  would  be 
granted  and  considered.  The  South  Fork 
Tolt  Project  is  consistent  with  this 
policy. 

In  January  1992,  BPA  issued  a  draft 
1992  Resource  Program.  This  program 
recommended  the  development  of  new 
resources  in  addition  to  those  outlined 
in  the  1990  Resource  Program. 

B.  Environmental  Permits,  Licenses, 
Consultations,  and  Mitigation 
Agreements 

BPA  reviewed  the  status  of  all  Project 
permits  and  licenses  (including 
environmental  mitigation  requirements 
of  the  FERC  permit),  consultations  by 
SCL  to  satisfy  areawide,  state,  and  local 
environmental  plans  and  programs,  and 
environmental  mitigation  plans  to 
assure  that  all  environmental 
requirements  are  addressed. 
Development  of  the  proposed  South 
Fork  Tolt  Project  would  be  consistent 
with  environmental  policies  established 
by  NEPA  (FERC  1987),  by  the 
Washington  SEPA  (SCL  1980).  and  by 
the  1980  Power  Act,  and  would  be 
consistent  with  the  requirements  of  the 


1991  Power  Plan  (NPPC  1991)  as 
indicated  in  the  South  Fork  Tolt  River 
Hvdroelectric  Project  Attachment 
adopted  by  DOE  July  1992. 

1.  Endangered  and  Threatened  Species 
and  Critical  Habitat 

Of  the  threatened  and  endangered 
plant  and  animal  species  in  the 
Snohomish  River  Basin  listed  in  the 
FERC  Final  EIS  (1987).  only  the  bald 
eagle  and  fringed  pinesap  were  listed  as 
being  potentially  impacted  by  the 
Project.  Based  on  an  SCL  wintering  bald 
eagle  survey,  a  response  letter  from  the 
U.S.  Fish  and  Wildlife  Service, 
requirements  for  enhancement  of 
anadromous  fish  addressed  by 
paragraph  3.1.1  of  the  Settlement 
Agreement,  and  subsequent 
commitment  that  any  impact  will  be 
mitigated,  adequate  protection  of  bald 
eagles  for  the  South  Fork  Tolt  Project 
has  been  effected. 

The  1987  FERC  Final  EIS  and  surveys 
of  mature  forests  in  1991  indicated  no 
significant  habitat  for  threatened  or 
endangered  plants,  including  the 
fringed  pinesap,  exists  in  the 
construction  area.  SCL  has  indicated  ^ 
their  intent  to  follow  through  with  all 
recommendations  of  the  FERC  Final  EIS 
and  incorporate  specific  considerations 
in  the  SCL  construction  plans  and 
procedures  as  appropriate.  Therefore, 
adequate  protection  of  endangered  or 
threatened  flora  is  achieved. 

The  spotted  owl,  listed  by 
Washington  State  as  a  threatened 
species  and  so  treated  in  the  1987  FERC 
Final  EIS.  is  now  federally  listed  as 
endangered.  Based  on  post-1987  work, 
most  recently  a  site  survey  in  January 
1992.  there  are  no  old-growth  stands 
and  too  few  old-growth  trees  in  the 
Project  area  for  use  by  species  requiring 
large  contiguous  areas  of  old-growth  for 
nesting.  No  impact  on  the  spotted  owl 
is  expected  from  the  Project. 

2.  Fish  and  Wildlife  Conservation 

Based  on  the  1988  FERC  license,  the 
Northwest  Power  Planning  Council  does 
not  consider  the  South  Fork  Tolt  Project 
to  be  subject  to  the  Council's  protected 
area  rule  for  two  reasons.  The  Project 
license  preceded  the  designation  of  the 
area  as  protected  in  the  August  1986 
Council  Power  Plan  and  the  Project  is  at 
an  existing  hydro  facility  which  renders 
it  exempt  from  the  ruling. 

SCL  and  the  Tolt  River  Fisheries 
Advisory  Committee  (TFAC),  which 
includes  representatives  from  the 
National  Marine  Fisheries  Service,  U.S. 
Fish  and  Wildlife  Service,  the  Tulalip 
Tribes,  and  Washington  Departments  of 
Fisheries  and  Wildlife,  developed  the 
South  Fork  Tolt  Settlement  Agreement 
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to  establish  minimuni  stream  flows 
required  to  ensure  protection  and 
enhancement  of  fishery  and  wildlife 
resources  as  required  by  the  FERC 
license  The  Settlement  Agreement  was 
signed  in  1988. 

The  FERC  affirmed  the  Settlement 
Agreement  flow  rates,  ramping  rates, 
survey  activities,  and  requirements  for 
an  Erosion  and  Sediment  Control  Plan 
(ESCP). 

The  ESCP  will  define  procedures  for 
control  of  erosion  during  construction 
and  addresses  secondary  environmental 
concerns  including  dust  control, 
hazardous  and  non-hazardous  materials 
handling  and  disposal,  and  machine 
wash-down.  When  the  TFAC  review  of 
the  draft  ESCP  is  completed  in  late 
December  1992.  any  needed  changes 
will  be  made  and  the  ESCP  submitted  to 
FERC. 

3.  Cultural  Resources 

No  adverse  impacts  to  cultural 
resources  were  identified  in  the  adopted 
portions  of  the  FERC  Final  EIS  (2.3.7)  or 
by  the  Tribes  since  that  time. 

4.  State.  Area-wide,  and  Local  Plan  and 
Program  Consistency 

The  FERC  Final  EIS  identified  permits 
or  procedures  associated  with  siting  of 
the  South  Fork  ToU  Project.  Most  of  the 
permits  have  been  addressed  by  SCL. 
Several  additional  permits  (Puget  Sound 
Air  Pollution  Control  Agency  (PSAPCA) 
Air  Quality.  Washington  Department  of 
Ecology  Coastal  Zone  Program)  not 
indicated  in  the  FERC  Final  EIS  are  now 
identified  by  and  will  be  completed  by 
SCL  prior  to  construction. 

5.  Coastal  Management  Program 
Consistency 

The  South  Fork  Tolt  Project  requires 
review  and  permitting  for  compliance 
with  the  Coastal  Zone  Management 
Program.  King  County's  Shoreline 
Substantial  Development  Permit  (SSDP) 
is  the  lead  document  in  this  process. 
Washington  Department  of  Ecology  will 
issue  its  Coastal  Zone  CertiBcation 
based  on  the  findings  of  the  King 
County  SSDP.  SCL  is  currently  working 
with  King  County  on  a  Memorandum  of 
Agreement  that  will  indicate  what  is 
needed  to  complete  requirements  for  a 
shoreline  permit. 

6.  Floodplains 

DOE  fmds  there  is  no  practicable 
alternative  to  locating  parts  of  the 
proposed  project  (return  flow  conduit 
and  energy  dissipation  structure)  within 
the  floodplains,  consistent  with  the 
pohcy  set  forth  in  Executive  Order 
11988.  Erosion  and  sediment  control 
procedures  mandated  by  the  Settlement 


Agreement  will  address  landslides  in 
the  construction  areas.  No  other 
proposed  construction  should  impact 
the  floodplain. 

7  Wetlands 

There  would  be  no  significant  impact 
to  wetlands.  The  new  penstock  would 
cross  the  South  Fork  Tolt  River  and  a 
number  of  creeks,  and  the  energy 
dissipation  structure  would  be  located 
along  the  edge  of  the  South  Fork  Tolt 
River.  The  South  Fork  Tolt  River 
Hydroelectric  Project  Attachment 
discusses  potential  environmental 
impacts  and  mitigation  measures  in 
sections  3.1.3  and  3.1.4.  The  impacts 
and  mitigation  measures  are  consistent 
with  those  identified  in  the  FERC  Final 
EIS  (4.2.1.1.4,  Adopted  Portions.  3.2.4). 

There  are  no  wetlands  located  near 
the  new  transmission  line  between 
Kelly  Road  and  the  new  Puget  Power 
substation  would  cross  Harris  Creek  and 
Stossel  Creek.  Stossel  Creek  is  a 
designated  wetland.  This  area  will  not 
be  disturbed  because  SCL  intends  to 
span  the  wetlands. 

8.  Recreation  Resources 

Recreational  resources  will  not  be 
adversely  affected  by  the  South  Fork 
Tolt  Project,  since  areas  within  the 
hydrographic  boundary  of  the 
watershed  area  and  water  diversion 
areas  will  continue  to  be  closed  to  the 
public.  SCL  consulted  with  the  U.S. 
Forest  Service.  National  Park  Service, 
Washington  State  Parks  and  Recreation 
Commission,  Washington  Department  of 
Wildlife.  King  County  Parks  Division, 
and  Weyerhaeuser  in  developing  an 
alternative  mitigation  plan  for 
recreation.  The  proposed  mitigation 
recreational  plan  includes: 

1.  SCL  will  provide  financial  support 
of  $220,000  for  development  of  the  175- 
acre  Moss  Lake  wetlands,  located  about 
3  miles  west  of  the  existing  South  Fork 
Tolt  dam,  in  conjunction  with  King 
County  Parks. 

2.  SCL  will  provide  financial  support 
of  $110,000  for  development  of  a 
trailhead  and  parking  lot  on  the  Middle 
Fork  of  the  Snoqualmie  River.  The 
trailhead  will  eventually  provide  access 
to  a  35-mile  USPS  trail  system. 

A  Memorandum  of  Agreement  (MOA) 
for  mitigating  recreational  activities 
must  be  signed  by  SCL,  King  County 
Parks,  and  USPS  and  submitted  to  FERC 
upon  completion.  The  completed  MOA 
should  provide  adequate  mitigation  for 
loss  of  recreational  resources  of  the 
South  Fork  Tolt  Project. 

9.  Global  Warming 

The  South  Fork  Tolt  Project  will 
utilize  only  non-fossil  fuel  sources  in 


the  generation  of  electricity  and  would 
not  contribute  to  global  warming. 

10.  Pennit  for  Structures  on  Navigable 
Waters 

The  U.S.  Army  Corps  of  Engineers 
(ACOE  1991)  considers  the  South  Fork 
Tolt  River  non-navigable.  Permits 
required  under  section  10  of  the  Rivers 
and  Harbors  Act.  33  U.S.C  403.  do  not 
apply. 

1 1 .  Permit  for  Discharges  Into  the 
Waters  of  the  United  States 

The  permit  process  under  Section  404 
of  the  Clean  Water  Act.  33  U.S.C,  is 
likely  to  be  required  for  the  South  Fork 
Tolt  Project.  The  project  developer  is 
expected  to  obtain  the  404  Pennit,  if 
required,  upon  completion  of  the  project 
final  design.  Should  a  404  Permit  be 
required,  the  Washington  Department  of 
Ecology.  Shorelines  and  Coastal  Zone 
Management  office  states  that  the 
licensee  should  pay  strict  attention  to 
the  prerequisite  permits  for  the  404 
Permit  process  (WDOE  1992).  Review 
for  the  404  Permit  by  the  Corps  of 
Engineers  requires  that  the  Shoreline 
Substantial  Development  Permit,  the 
WDOE  Coastal  Zone  Management 
Certification,  and  the  401  Clean  Water 
Certification  all  be  previously  prepared. 
WDOE  states  that  typical  times  to  obtain 
the  Shoreline  Permit  is  9  months  to  2 
years  depending  on  the  need  for  public 
participation.  WDOE  also  states  Aat  a 
Coastal  Zone  Management  Permit  takes 
only  several  days  since  WDOE  used  the 
county  process  as  the  basis  of  their 
decision  making.  The  401  certification 
was  obtained  in  January  1983;  however. 
SCL  applied  in  September  1992  for  an 
updated  permit. 

12.  Permit  for  Right-of-Way  on  Public 
Lands 

The  South  Fork  Tolt  Project  includes 
use  of  State  Forest  lands  at  river 
crossings.  A  Lease  of  State  Lands  Permit 
is  identified  in  the  FERC  Final  EIS 
(Table  4-4)  with  the  Washington 
Department  of  Natural  Resources  as  the 
responsible  agency.  Obtaining  this 
permit  is  not  expected  to  be  difficult. 

13.  Energy  Conservation  at  Federal 
Facilities 

The  South  Fork  Tolt  Project  includes 
no  Federal  facilities  or  buildings. 

14.  Pollution  Control 

SCL  has  identified  current  procedures 
to  be  used  during  the  Project 
construction  to  achieve  compliance 
with  Federal,  state,  and  local  regulations 
and  ordinances  relating  to  procurement 
of  goods  and  services  from  EPA  listed 
facilities,  clean  air  standards,  water 


V I 1    ■o. 
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quality  standards,  solid  vraste  disposal, 
haxardous  waste  handling  and  disposal, 
drinking  water  standards,  noise 
abatement,  pesticide  control,  asbestos, 
Toxic  Substance  Control  Act.  1980 
Comprehensive  Environmental 
Response  Compensation  and  Liability 
Act,  and  radon  (SCL  1992). 

rV.  Monitoring  and  Enforcement 

The  project  developer  has  or  will  have 
mitigation  agreements  including  an 
Erosion  and  Sediment  Control  Plan 
(ESCP).  recreation  mitigation 
agreements,  and  South  Fork  Tolt 
Settlement  Agreement  to  ensure 
protection  and  enhancement  of  fishery 
and  wildlife  resources. 

Issued  in  Portland,  Oregon,  on  December 
17, 1992. 

John  S.  Robertson, 
Deputy  Administrator. 
IFR  Doc.  93-551  Filed  1-11-93;  8:45  ami 

BILUNQ  C00Ct«6«  01  M 


Federal  Energy  Regulatory 
Commisaion 

[Doctet  Na  JD93-02317T  T«xa»-e3] 

State  of  Texaa;  NGPA  NoUoe  of 
Determination  by  Juriadlctlonal 
Agency  Designating  Tight  Formation 

January  6, 1993. 

Take  notice  that  on  December  Z8, 
1992,  the  Railroad  Commission  of  Texas 
(Texas)  submitted  the  above-referenced 
notice  of  determination  pursuant  to 
§  271.703(c)(3)  of  the  Commission's 
regulations,  that  the  Second  Escondido 
Formation  underlying  a  portion  of  Webb 
County,  Texas,  qualifies  as  a  tight 
formation  under  section  107(b)  of  the 
Natural  Gas  Policy  Act  of  1978.  The 
designated  area  is  within  Railroad 
Commission  District  4  and  includes  the 
following  surveys: 


Survey 


A.BMA.  

A.B.&M 

I.&Q.N.  R.R. 
J.a.  Omns . 
J.B.  Omtw  . 
I.a  Gotnaz . 
M.  Rioias  .... 


>^-402 
A~406 
A-428 
A-2748 
A-2749 
4-0096 
A-2e60 


The  notice  of  determination  also 
contains  Texas'  findings  that  the 
referenced  portion  of  the  Second 
Escondido  Formation  meets  the 
requirements  of  the  Commission's 
regulations  set  forth  in  18  CFR  part  271. 

The  application  for  determination  is 
available  for  inspection,  except  for 
material  which  is  confidential  imder  18 
CFR  275.208,  at  the  Federal  Energy 
Regulatory  Commission,  825  North 


Capitol  Street.  NE.,  Washington,  DC 
20426.  Persons  objecting  to  the 
determination  may  file  a  protest,  in 
accordance  wnth  18  CFR  275.203  and 
275.204,  within  20  days  after  the  date 
this  notice  is  issued  by  the  Commission. 
Linwoed  A.  Watson,  Jr., 
Acting  Secretary. 

(FR  Doc  93-656  Filed  1-11-93;  8:45  am] 
BMAJNO  cow  tnr-et-a 


[Docket  No.  TM93-3-4S-000] 

ANR  Pipeline  Company;  Proposed 
Changes  in  FERC  Gaa  Tariff 

January  6, 1993. 

Take  notice  that  ANR  Pipeline 
Company  ("ANR").  on  December  31, 
1992  tendered  for  filing  as  part  of  its 
First  Revised  Volume  Nos.  1  and  1-A 
and  Original  Volume  Nos.  2  and  3  of  its 
FERC  Gas  Tariff,  the  tariff  sheets  listed 
on  Attachment  A  to  the  filing. 

ANR  states  that  the  referenced  tariff 
sheets  are  being  submitted  as  part  of 
ANR's  Fourth  Annual  Reconcihation  of 
buyout  buydown  costs  being  recovered 
by  means  of  Volumetric  Buyout 
Buydown  Surcharges  and  Fixed 
Monthly  Charges  contained  in  Docket 
Nos.  RP91-33,  et  al.  RP91-192.  RP92- 
4,  RP92-199  and  RP93-29.  ANR  has 
requested  that  the  Commission  accept 
the  tendered  tariff  sheets  to  become 
effective  February  1, 1993. 

ANR  states  that  a  copy  of  this  filing, 
or  such  applicable  parts,  has  been 
mailed  to  all  of  its  Volume  Nos.  1, 1— 
A,  2  and  3  customers  and  interested 
State  Commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the 
Commission,  825  N.  Capitol  Street.  NE.. 
Washington,  DC  20426  by  January  13. 
1993,  in  accordance  with  Rules  211  and 
214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR 
385.211,  385.214).  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene  .  Copies 
of  this  application  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Linwood  A.  WaUon.  Jr.. 
Acting  Secretary. 

IFR  Doa  93-653  Piled  1-11-93;  8:45  ami 
WLUNG  cooc  tn7-ti-« 


(Docket  No.  RS02-14-OOO] 

CNQ  Tranamisalon  Corporation;  Notleo 
of  Conference 

January  6, 1993. 

Take  notice  that  a  conference  will  be 
held  in  this  proceeding  on  Friday, 
January  15, 1993.  at  10  a.m.,  at  the 
offices  of  Federal  Energy  Regulatory 
Commission,  810  First  Street,  NE., 
Washington,  DC.  The  purpose  of  the 
conference  is  to  discuss  Q>1G'8 
compliance  filing  imder  Order  Nos.  636 
and  636-A  and  the  comments  on  that 
filing.  All  parties  and  the  Commission 
Staff  are  invited  to  attend.  For 
additional  information,  contact  William 
J.  Collins  at  (202)  208-0248. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 

[FR  Doc.  93-657  Filed  1-11-93;  8:45  am) 
BIUJNO  cooc  •717-«1-«l 


[Docket  No.  RP92-1S5-003] 

El  Paso  Natural  Qss  Co.;  Notice  of 
Compliance  Rling 

January  6, 1993. 

Take  notice  that  on  December  30, 
1992,  El  Paso  Natural  Gas  Company  ("El 
Paso")  filed  pursuant  to  ]>art  154  of  the 
Federal  Energy  Regulatory  Commission 
("Commission")  Regulations  Under  the 
Natural  Gas  Act,  and  in  compliance 
with  the  Commission's  order  issued 
December  3, 1992  at  Docket  Nos.  RP92-  , 
185-000,  001  and  002  certain  tariff 
sheets  to  its  FERC  Gas  Tariff,  First 
Revised  Volume  No.  1-A  to  become 
effective  February  1, 1993. 

El  Paso  states  that  ordering  paragraph 
(E)  of  the  Commission's  December  3, 
1992  order  directed  El  Paso  to  file, 
within  thirty  (30)  days  of  the  date  of  the 
order,  revised  tariff  sheets  incorjKirating 
the  revisions  required  by  the  order.  The 
revisions  address  primarily  the 
administration  of  volume  imbalances  on 
El  Paso's  system,  such  as,  cash-out, 
netting  and  penalties. 

El  Paso  respectfully  requested  that  the 
Commission  grant  such  waivers  of  its 
applicable  rules  and  regulations  as  may 
be  necessary  to  permit  the  tendered 
tariff  sheets  to  become  effective  on 
February  1, 1993,  which  is  at  least  thirty 
(30)  days  following  the  date  of  the  filing. 
El  Paso  requested  that  the  tariff  sheets 
become  effective  on  the  first  day  of  the 
month  inasmuch  as  business  accounting 
is  affected  by  the  revisions  proposed.  El 
Paso  also  states  that  such  action  will 
provide  for  a  clear  distinction  between 
old  and  new  imbalances  at  the 
beginning  of  a  business  month,  and  ease 
the  administrative  burden  for  El  Paso, 
its  customers,  and  Shippers. 


3946 


Federal  Register  /  Vol.  58.  No.  7  /  Tuesday.  January  12.  1993  /  Notices 


El  Paso  states  that  copies  of  the  filing 
were  served  upon  all  parties  of  record 
at  Docket  No.  RP92-1 85-000  and  all 
interested  state  regulatory  commissions. 

Any  person  desiring  to  protest  said 
filing  should  file  a  protest  with  the 
Federal  Energy  Regulatory  Commission. 
825  North  Capitol  Street.  NE.. 
Washington.  DC  20426,  in  accordance 
with  Rule  211  of  the  Commission's 
Rules  of  Practice  and  Procedure  18  CFR 
385.211.  All  such  protests  should  be 
filed  on  or  before  January  13, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Copies  of  the  filing  are 
on  file  with  the  Commission  and  are 
available  for  public  inspection. 
Linwood  A.  Watson,  Jr.. 
Acting  Secretary. 

|FR  Doc  93-647  Filed  1-11-93;  8:45  ami 
MLUNO  cooc  tTM-m-m 


[Doctot  No.  TQ99-4-46-000] 

Kentucky  West  Virginia  Gas  Company; 
Proposed  Change  in  FERC  Gas  Tariff 

January  6. 1993. 

Take  notice  that  Kentucky  West 
Virginia  Gas  Company  (Kentucky  West) 
on  January  4, 1993,  tendered  for  filing 
with  the  Federal  Energy  Regulatory 
Commission  (Commission)  a  Quarterly 
PGA  filing,  which  includes  Forty-Fifth 
Revised  Sheet  No.  41  to  its  FERC  Gas 
Tariff,  Second  Revised  Volume  No.  1.  to 
become  effective  February  1, 1993.  The 
revised  tariff  sheet  reflects  a  current 
decrease  of  $0.3190  per  Dth  in  the 
average  cost  of  purchased  gas  resulting 
in  a  Weighted  Average  Cost  of  Gas  of 
$1.9784  per  Dth. 

Kentucky  West  states  that  effective 
February  1, 1993,  pursuant  to  its 
obhgations  under  various  gas  purchase 
contracts,  it  has  specified  a  total  price 
of  $1.9850  per  Dth.  inclusive  of  all  taxes 
and  any  other  production-related  cost 
add-ons,  that  it  would  pay  under  these 
contracts. 

Kentucky  West  states  that,  by  its 
filing,  or  any  request  or  statement  made 
therein,  it  does  not  waive  any  rights  to 
collect  amounts,  nor  the  right  to  collect 
carrying  charges  applicable  thereto,  to 
which  it  is  entitled  pursuant  to  the 
mandate  of  the  United  States  Court  of 
Appeals  for  the  Fifth  Circuit  issued  on 
March  6. 1986,  in  Kentucky  West 
Virginia  Gas  Co.  v.  FERC.  780  F.2d  1231 
(5th  Cir.  1986),  or  to  which  it  is  or 
becomes  entitled  pursuant  to  any  other 
judicial  and/or  administrative  decisions. 

Kentucky  West  states  that  a  copy  of  its 
filing  has  been  served  upon  each  of  its 


jurisdictional  customers  and  interested 
state  commission. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE..  Washington. 
DC  20426,  in  accordance  with 
§§385.211  and  385.214  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214).  All  such  motions  or  protests 
should  be  filed  on  or  before  January  13. 
1993.  Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 

IFR  Doc  93-652  Filed  1-11-93;  8:45  ami 
wumo  cooc  snT-ot-M 


[DockM  No.  RP93-60-000] 

National  Fuel  Gas  Supply  Corporation; 
Petition  To  Waive  Tariff  Provision 

lanuary  6, 1993. 

Take  notice  that  on  December  31. 
1992  National  Fuel  Gas  Supply 
Corporation  ("National")  filed  a  Petition 
For  Waiver  of  a  provision  of  Rate 
Schedule  IT. 

The  proposed  effective  date  of  the 
waiver  is  January  31, 1993. 

National  requests  a  waiver  of 
Subsection  4.5  of  National's  IT  Rate 
Schedule  as  necessary  to  prevent 
automatic  reductions  of  IT  Shippers' 
Maximum  Daily  Transportation 
Quantities  ("MDTQ").  until  the  effective 
date  of  tariff  sheets  approved  by  the 
Commission  as  a  compliance  filing  by 
National  under  Order  No.  636,  or  until 
such  earlier  time  as  the  Commission 
may  order.  National  proposes  an 
effective  date  of  January  31, 1993  for 
this  waiver,  to  prevent  the  automatic 
reductions  from  taking  effect. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE..  Washington. 
DC  20428.  in  accordance  vtrith  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure  18  CFR  385.211 
and  395.214.  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  13. 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 


protestants  parties  to  the  proceeding. 

Any  person  wishing  to  become  a  party 

must  file  a  motion  to  intervene.  Copies 

of  this  filing  are  on  file  with  the 

Commission  and  are  available  for  public 

inspection. 

Linwood  A.  Watson.  Jr., 

Acting  Secretary. 

(PR  Doc.  93-651  Filed  1-11-93;  8:45  am] 

Mumo  cooc  tnr-w-M 


[Dodwt  No.  TQ«3-2-«6-000] 

Pacific  Gas  Transmission  Company; 
Change  in  Sales  Rates  Pursuant  to 
Purchased  Gas  Adiustmant 

January  6, 1993. 

Take  notice  that  on  December  31, 
1992.  Pacific  Gas  Transmission 
Company  (PGT)  submitted  for  filing 
pursuant  to  Part  154  of  the  Federal 
Energy  Regulatory  Commission's 
(Commission)  regulations  a  proposed 
change  in  rates  applicable  to  service 
rendered  under  Rate  Schedule  PL-1. 
affected  by  and  subject  to  Paragraph  21. 
"Purchased  Gas  Cost  Adjustment" 
(PGA)  of  the  General  Terms  and 
Conditions  of  its  FERC  Gas  Tariff. 
Second  Revised  Volume  No.  1.  Such 
rates  are  proposed  to  become  effective 
February  1, 1993. 

PGT  states  that  copies  of  the  filing  is 
being  served  upon  all  affected 
jurisdictional  sales  customers  and 
interested  state  commissions. 

Any  person  desiring  to  be  heard  or 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington. 
IX}  20426.  in  accordance  with 
§§  385.214  and  385.211  of  tiie 
Commission's  Rules  of  Practice  and 
Procedure.  All  such  motions  or  protests 
should  be  filed  on  or  before  January  13, 
1993.  Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Linwood  A.  Watson.  Jr., 
Acting  Secretary. 
[FR  Doc.  93-654  Filed  1-11-93;  8:45  am] 

BIUJNQ  CODE  STir-OI-M 
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[OockM  No.  TA99-1-28~000  amt  TM93-^ 
2B-000] 

Panhandle  Eaalem  Pipe  Line  Co.; 
Proposed  Changes  in  FERC  Gas  Tariff 

January  6, 1993. 

Take  notice  that  Panhandle  Eastern 
Pipe  Line  Company  (Panhandle)  on 
December  31, 1992,  tendered  for  fiUng 
the  following  revised  tariff  sheets  heted 
to  its  FERC  Gas  Tariff,  Original  Volume 
No.  1: 

Ninety-Fifth  Revised  Sheet  No.  3-A 
Ninth  Revised  Sheet  No.  3-A.l 
Seventy-Second  Revised  No.  3-B 
Nineteenth  Revised  Sheet  No.  3-B.1 

The  proposed  effective  date  of  these 
tariff  sheets  is  March  1,  1993. 

Panhandle  propKJse  that  the  revised 
tariff  sheets  filed  herewith  reflect  a 
commodity  rate  decrease  of  (59.38c)  per 
Dt.  This  decrease  includes: 

(1)  A  (59.44«)  per  Dt.  decrease  in  the 
projected  purchased  gas  cost  component 
computed  in  accordance  with  §  18.2  of 
the  General  Terms  and  Conditions  of 
Panhandle's  tariff;  and 

(2)  A  (2.52c)  per  Dt.  decrease  in  the 
surcharge  to  recover  the  Current 
Deferred  Account  Balance  at  October  31, 
1992  and  related  carrying  charges 
pursuant  to  §  18.3  of  the  General  Terms 
and  Conditions  of  Panhandle's  tarifl'; 
and 

(3)  A  2.58«  per  Dt  increase  pursuant 
to  section  27  of  the  General  Terms  and 
Conditions  of  Panhandle's  tariff 
(Transportation  Cost  Adjustment). 

Panhandle  further  states  that  the 
revised  tariff  sheets  filed  herewith  also 
reflect  the  following  changes  to 
Panhandle's  demand  rates: 

(1)  A  ($3.25)  per  Dt.  decrease  in  the 
surcharge  to  recover  the  Current 
Deferred  Balance  at  October  31, 1992 
and  related  carrying  charges  pursuant  to 
§  18.4  of  the  General  Terms  and 
Conditions  of  Panhandle's  tariff;  and 

(2)  An  increase  of  $0.21  pursuant  to 
section  27  of  the  General  Terms  and 
Conditions  to  Panhandle's  tariff 
(Transportation  Cost  Adjustment). 

Panhandle  states  these  changes  are 
being  made  in  accordance  with 
§  154.305  (Annual  PGA  Filing)  of  the 
Commission's  Regulations  and  pursuant 
to  section  18  (Purchased  Gas  Cost  Rate 
Adjustment)  and  section  27 
(Transportation  Cost  Adjustment)  of 
Panhandle's  FERC  Gas  Tariff,  Original 
Volume  No.  1.  Panhandle  has  included 
in  this  filing  projected  gas  purchase 
volumes  from  its  suppliers  for  the  three 
(3)  month  period  commencing  March  1, 
1993,  as  detailed  in  Schedule  Al. 

Panhandle  states  that  copies  of  its 
filing  have  been  served  on  all 
jurisdictional  sales  customers  and 
applicable  state  regulatory  agencies. 


Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  N£.,  Washington, 
DC  20426,  in  accordance  with  sudti 
motions  §§385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  22, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  ihe 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
Public  Reference  Room. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
IFR  Doc  93-650  Filed  1-11-93;  8:45  am] 

BILLING  CODE  <717-«1-M 


[Docket  Nofl.  TA93-1-17-001  and  TQ93-3- 
17-000] 

Texas  Eastern  Transmission  Corp.; 
Notice  of  Proposed  Ciuutges  in  FERC 
Gas  Tariff 

)anuary  6, 1993. 

Take  notice  that  Texas  Eastern 
Transmission  Corporation  (Texas 
Eastern)  on  December  31, 1992  tendered 
for  filing  as  part  of  its  FERC  Gas  Tariff, 
Fifth  Revised  Volume  No.  1,  six  copies 
each  of  the  tariff  sheets  listed  on 
Appendices  A  and  B  of  the  filing. 

The  proposed  effective  date  of  the 
tariff  sheets  listed  on  Appendices  A  and 
B  of  the  filing  is  February  1, 1993. 

Texas  Eastern  states  that  the 
commodity  current  adjustment 
proposed  herein  is  an  increase  of 
$G.5326/dth  compared  to  Texas 
Eastern's  last  scheduled  PGA  filing  in 
Docket  No.  TQ93-2-17  (the  November, 
1992  Quarterly).  The  commodity 
surcharge  resulting  from  this  reduced 
annual  sales  volume  projection  is 
$2.0156/dth.  Texas  Eastern  included 
alternate  tariff  sheets  which  employ  the 
11«  commodity  surcharge  originally  set 
forth  in  the  December  2  Filing. 

Texas  Eastern  states  that  the 
commodity  current  adjustment 
proposed  herein  is  an  increase  of 
$0.5326/dth  compared  to  Texas 
Eastern's  last  scheduled  F*GA  filing  in 
Docket  No.  TQ93-2-17  (the  November. 
1992  Quarterly).  The  commodity 
surchaige  resulting  from  this  reduced 
annual  sales  volume  projection  is 
$2.0l56/dth.  Texas  Eastern  included 
alternate  tariff  sheets  which  employ  the 


110  commodity  surcharge  originally  set 
forth  in  the  December  2  Filing. 

Texas  Eastern  states  that  copies  of  the 
filing  were  served  upon  Texas  Eastern's 
jurisdictional  customers  and  interested 
state  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street.  NE.,  Washington, 
DC  20426.  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  13, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection  in  the 
public  reference  room. 
Linwood  A.  Watson,  )r.. 
Acting  Secretary. 
(PR  Doc.  93-649  Filed  1-11-93;  8:45  ami 

BILLING  CODE  C717-mi-M 

[Docket  No.  TQ93-2-52-000  and  001] 

Western  Gaa  Interatate  Company; 
Notice  of  Propoaed  Changes  in  FERC 
Gas  Tariff 

)anuary  6, 1993. 

Take  notice  that  on  December  31, 
1992,  Western  Gas  Interstate  Company 
('Western"),  pursuant  to  section  4  of  the 
Natural  Gas  Act,  the  Commissioa's 
regulations  thereunder  and  Western's 
FERC  Gas  Tariff,  tendered  for  filing 
proposed  changes  to  its  FERC  Gas  Tariff, 
Second  Revised  Volume  No.  1.  The 
proposed  effective  date  for  the  tariff 
sheet  is  February  1, 1993. 

Western  states  that,  its  filing  proposes 
changes  to  its  rates  in  accordancoe  with 
the  terms  of  the  Purchased  Gas 
Adjustment  Clause  of  its  FEIRC  Gas 
Tariff. 

Western  further  states  that  the  Tariff 
sheet  proposed  to  become  effective 
February  1, 1993  is  to  provide  for:  (1)  A 
decrease  in  purchased  gas  cost  under 
Western's  Rate  Schedule  CD-N  of 
$0.4781  per  MMBTU:  and  (2)  a  decrease 
in  purchased  gas  cost  imder  Western's 
Rate  Schedule  CD-S  of  50.2567  per 
MMBTU. 

Finally,  Western  states  that  copies  of 
the  filing  were  served  upon  Western's 
transmission  system  customers  and 
interested  state  regulatory  commissions. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
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to  intervene  with  the  Federal  Energy 
Regulatory  Commission,  825  North 
Capitol  Street.  NW..  Washington.  DC 
20426.  in  accordance  with  §§  385.211 
and  385.214  of  the  Commission's  Rules 
and  Regulations.  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  13. 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  the 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Linwood  A.  Watson,  Jr., 
Acting  Secretary. 
IFR  Doc.  93-655  FiJed  1-11-93;  8:45  ami 

B4UJMG  COOC  iTIT-OI-M 


[Docket  Nos.  TQ9»-2-49-000  and  TM93-4- 
49-000] 

Williston  Basin  Interstate  Pipeline  Co.; 
Notice  of  Purchased  Gas  Adiustment 
Filing 

January  6. 1993. 

Take  notice  that  on  December  31, 
1992.  Williston  Basin  Interstate  Pipeline 
Company  (Williston  Basin).  200  North 
Third  Street,  suite  300.  Bismarck.  North 
Dakota  58501.  tendered  for  filing  as  part 
of  its  FERC  Gas  Tariff  the  following 
revised  tariff  sheets: 

First  Re\-ised  Volume  So.  1 
Forty-seventh  Revised  Sheet  No.  10 
Original  Volume  No.  1-A 

Thirty-ninth  Revised  Sheet  No.  11 
Forty-fourth  Revised  Sheet  No.  12 
Twenty-fourth  Revised  Sheet  No.  97A 

Original  Volume  No.  1-B 
Thirty-fifth  Revised  Sheet  No.  10 
Thirty-fifth  Revised  Sheet  No.  11 

Original  Volume  No.  2 
Forty-sixth  Revised  Sheet  No.  10 
Forty-first  Revised  Sheet  No.  IIB 

The  proposed  effective  date  of  the 
tariff  sheets  is  February  1. 1993. 

Williston  Basin  states  that  Forty- 
seventh  Revised  Sheet  No.  10  (First 
Revised  Volume  No.  1)  reflects  a 
decrease  in  the  Current  Gas  Cost 
Adjustment  applicable  to  Rate 
Schedules  G-1,  SGS-1  and  E-1  of  9.055 
cents  per  dkt  as  compared  to  that 
contained  in  the  Company's  September 
30, 1992  filing  in  Docket  Nos.  TQ93-1- 
49-000  and  TM93-2-49-000  which 
became  effective  November  1, 1992. 

Williston  Basin  further  states  that 
Thirty-ninUi  Revised  Sheet  No.  11, 
Forty-fourth  Revised  Sheet  No.  12  and 
Twenty-fourth  Revised  Sheet  No.  97A 


(Original  Volume  No.  1-A).  Thirty-fifth 
Revised  Sheet  Nos.  10  and  11  (Original 
Volume  No.  1-B).  Forty-sixth  Revised 
Sheet  No.  10  and  Forty-first  Revised 
Sheet  No.  llB  (Original  Volume  No.  2) 
reflect  revisions  to  the  fuel 
reimbursement  charge  and  percentage 
components  of  the  Company's  relevant 
gathering,  transportation  and  storage 
rates  as  compared  to  that  contained  in 
the  Company's  September  30. 1992 
filing  in  Docket  Nos.  TQ93-1-49-000 
and  TM93-2-49-000. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street.  NE..  Washington. 
DC  20426.  in  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214).  All  such  motions  or 
protests  should  be  filed  on  or  before 
January  13, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
to  the  proceeding  must  file  a  motion  to 
intervene.  Copies  of  the  filing  are  on  file 
with  the  Commission  and  are  available 
for  public  insf)ection. 
Linwood  A.  Watson.  Jr.. 
Acting  Secretary. 
(FR  Doc.  93-648  Filed  1-11-93;  8:45  ami 

BILUNC  CODE  C717-01-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

IFRL-4553-71 

Agency  Information  Collection 
Activities  Under  0MB  Review 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Notice. 


SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.),  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 
the  Office  of  Management  and  Budget 
(OMB)  for  review  and  comment.  The 
ICR  describes  the  nature  of  the 
information  collection  and  its  expected 
cost  and  burden;  where  appropriate,  it 
includes  the  actual  data  collection 
instrument. 

DATES:  Comments  must  be  submitted  on 
or  before  February  11, 1993. 
FOR  FURTHER  INFORMATION  OR  TO  OBTAIN 
A  COPY  OF  THIS  ICR,  CONTACT:  Ms.  Sandy 
Farmer  at  EPA.  (202)  260-2740. 
SUPPt^MENTARY  INFORMATION: 


OfiBce  of  Air  and  Radiation 

Title:  New  Source  Performance 
Standards  (NSPS)  for  Bulk  Gasoline 
Terminals  (Subpart  XX)-Information 
Requirements  (EPA  ICR  No.  0664.04; 
OMB  No.  2060-0006).  This  is  a  request 
for  renewal  of  a  currently  approved 
information  collection. 

Abstract:  Owners  and  operators  of  all 
bulk  gasoline  terminals  with  a  daily 
throughput  greater  than  75.500  liters  per 
day  that  commenced  construction  or 
modification  after  December  17. 1980, 
are  required  to  notify  EPA  or  the  State 
regulatory  authority  of  construction, 
modifications,  startups,  shutdowns,  and 
malfunctions,  and  the  date  and  results 
of  the  initial  performance  test.  Each 
owner/operator  must  record  the 
identification  number  of  each  gasoline 
tank  truck  loaded,  and  must  record  any 
leak  detected  during  monthly 
inspections.  The  notifications  and 
reports  enable  EPA  or  the  delegated 
authority  to  determine  that  best 
demonstrated  technology  is  installed 
and  properly  operated  and  maintained 
and  to  schedule  inspections. 

Burden  Statement:  The  public 
reporting  burden  for  this  collection  of 
information  is  estimated  to  average  16 
hours  per  response  for  reporting,  and 
285  hours  per  recordkeeper  annually. 
This  estimate  includes  the  lime  needed 
to  review  instructions,  search  existing 
data  sources,  gather  the  data  needed  and 
review  the  collection  of  information. 

Respondents:  Owners  and  operators 
of  bulk  gasoline  terminals. 
Estimated  Number,  of  Respondents:  3. 
Estimated  Number  of  Responses  Per 
Respondent:  5. 

Estimated  Number  of  Recordkeepers: 
45. 

Estimated  Total  Annual  Burden  on 
Respondents:  13,091  hours. 
Frequency  of  Collection:  On  occasion. 
Send  comments  regarding  the  burden 
estimate,  or  any  other  aspect  of  the 
information  collection,  including 
suggestions  for  reducing  the  burden,  to: 

Ms.  Sandy  Farmer,  U.S.  Environmental 
Protection  Agency ,Information  Policy 
Branch  (PM-223Y),  401  M  Street. 
SW..Washington.  DC.  20460. 

and 

Mr.  Chris  Wolz,  Office  of  Management 
and  Budget,  Office  of  Information  and 
Regulatory  Affairs.  725  17th  Street, 
NW..Washington.  DC,  20503. 

Dated:  January  6. 1993. 
Paul  Lapsley, 

Director,  Regulatory  Management  Division 
IFR  Doc.  93-642  Filed  1-11-93;  8:45  ami 
Mima  COM  iBM-n-F 
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[OPPT8-40024:  FRLr-4181-6] 

Conditional  Exemptions  From  TSCA 
Section  4  Test  Rules 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Notice. 

SUMMARY:  EPA  is  granting  conditional 
exemptions  from  Toxic  Substances 
Control  Act  (TSCA)  section  4  Test  Rule 
requirements  to  certain  manufacturers 
of  chemicals  substances  subject  to  these 
rules. 

DATES:  These  conditional  exemptions 
are  effective  on  January  12, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Susan  B.  Hazen,  Director, 
Environmental  Assistance  Division  (TS- 


799).  Office  of  Pollution  Prevention  and 
Toxics.'Environmental  Protection 
Agency.  Rm.  E-543B.  401  M  St..  SW.. 
Washington.  DC  20460.  (202)  554-1404. 
TDD  (202)  554-0551. 

SUPPLEMENTARY  INFORMATION:  This 
notice  grants  conditional  exemptions 
from  TSCA  section  4  test  rule 
requirements  to  all  manufacturers  of  the 
chemical  substances  identified  below 
who  submitted  exemption  applications 
in  accordance  with  40  CFR  790.80.  In 
each  case,  EPA  has  received  a  letter  of 
intent  to  conduct  the  testing  from  which 
exemption  is  sought.  Accordingly,  the 
Agency  has  conditionally  approved 
these  exemption  applications  because 
the  conditions  set  out  in  40  CFR  790.87 
have  been  met.  All  conditional 


exemptions  thus  granted  are  contingent 
upon  successful  completion  of  testing 
and  submission  of  data  by  the  test 
sponsors  according  to  the  requirements 
of  the  applicable  test  rule. 

If  the  test  requirements  are  not  met    . 
and  EPA  tenninates  a  conditional 
exemption  imder  40  CFR  790.93,  the 
Agency  will  notify  each  holder  of  an 
affected  conditional  exemption  by 
certified  mail  or  Federal  Register  notice. 

This  conditional  approval  applies  to 
all  manufacturers  who  submitted 
exemption  applications  for  testing  of 
chemical  substances  named  in  the  final 
test  rules  listed  below  as  of  the  date  of 
this  notice.  Any  application  received 
after  that  date  will  be  addressed 
separately. 


Chemicals 


:asno. 

CFRcitaflon 

Company 

95-«3-6 

799.2175 

BYK-ChemIe  USA. 
The  QNddan  Company. 

95-4ft-7 
106-44-S 

799.1250 

The  GHden  Company. 

The  Proctof  and  Gamble  Company. 

9»-e2-e 

799.1285 

BYK-Chemie  USA. 
The  QBdden  Company. 

112-34-6 

799.1560 

The  GUdden  Company. 

111-40-0 

799.1575 

CBI. 

149-57-5 

799.1650 

The  GMden  Company. 

7&-38-7 

799.1700 

Auslmom  U.SA..  Inc. 

67-63-0 

799.2325 

The  GNdden  Company. 

14»-3(M 

799.2475 

PfOcMmIe  imematlonal.  Inc. 

96-2»-7 

799.2700 

The  GUdden  Company. 

Troy  Cofpocation  Inc. 

Dura  Chemical  Coiporetlon  Ltd. 

112-«)-3 

799.3175 

CBI. 

79-94-7 

799.4000 

Plaston  Electronic  Matortais.  mc. 

C9  aromatic  hydrocartxxi  1,2,4-ti1methylt)enzene 

cresols,  o^^resol.  p^resol 

cumene , 

dtethylene  glycol  butyl  ether 

dtethylenetriamine 

2-ethylhexanolc  acid 

fluorosUkenes  vinyHdene  fluoride 

Isopropanol 

2-mer2plobenzothia20le 

methyl  ethyl  ketoxkne  .'. 

oleylamine  9-octadecenylamine 

tatrabromobisphenol  A 


As  provided  in  40  CFR  790.80, 
processors  are  not  required  to  apply  for 
an  exemption  or  conduct  testing  imless 
EPA  so  specifies  in  a  test  rule  or  in  a 
special  Federal  Register  notice. 

i Authority:  15  U.S.C  2601.2603. 
Dated:  January  5. 1993. 
larles  M.  Auer. 
Director.  Chemical  Control  Division,  Office 
of  Pollution  Prevention  and  Toxics. 

[PR  Doc.  93-641  Filed  1-11-93;  8:45  am] 

BHJJNQ  COOE  a660-60-F 


FEDERAL  MARITIME  COMMISSION 

Notice  of  Agreement(s)  Filed;  Port  of 
Houston/Fainray  Terminal  Corp.,  et  ai. 

'  The  Federal  Maritime  Commission 
hereby  gives  notice  that  the  following 
agreement(8)  has  been  filed  with  the 
Commission  pursuant  to  section  15  of 


the  Shipping  Act.  1916,  and  section  5  of 
the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington,  DC  Office  of  the  Federal 
Maritime  Commission.  800  North 
Capitol  Street.  NW..  9th  Floor. 
Interested  parties  may  submit  protests 
or  comments  on  each  agreement  to  the 
Secretary.  Federal  Maritime 
Commission,  Washington,  DC  20573. 
within  10  days  after  the  date  of  the 
Federal  Register  in  which  this  notice 
appears.  The  requirements  for 
comments  and  protests  are  foimd  in 
§  560..602  and/or  572.603  of  title  46  of 
the  Code  of  Federal  Regulations. 
Interested  persons  should  consult  this 
section  before  communicating  with  the 
Commission  regarding  a  pending 
agreement. 

Any  person  filing  a  comment  or 
protest  with  the  Commission  shall,  at 
the  same  time,  deliver  a  copy  of  that 


document  to  the  person  filing  the 
agreement  at  the  address  shown  below. 

Agreement  No.:  224-200714. 

Title:  Port  of  Houston/Fairway 
Terminal  Corporation  Assessment 
Agreement. 

Parties:  The  Port  of  Houston 
Authority  ("Port")  Fairway  Terminal 
Corporation  ("Fairway"). 

Filing  Agent:  Martha  T.  Williams. 
Staff  Counsel.  Port  of  Houston,  111  East 
Loop  North.  P.O.  Box  2562,  Houston, 
Texas. 

Synopsis:  The  Agreement  establishes 
a  facility  assignment  between  the  Port 
and  Fairway,  whereby  Fairway  will 
perform  freight  handling  services  at  the 
Port's  Barbours  Cut  Transit  Shed 
Number  One  Section  B  (West  to  Pole 
Nimiber  Seven),  for  loading  cargo  onto, 
or  imloading  cargo  bom  railroad  cars 
and  motor  vehicles,  allocating  space 
within  the  facility  to  accommodate 
cargo  of  ships  assigned  to  berth  and  the 
facility  by  Port,  and  such  other 
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incidental  services  necessary  to 
expedite  the  movement  of  cargo 
between  vessels  and  land  carriers.  The 
tenn  of  the  Agreement  is  for  two  years. 
Agreement  No.:  224-200717, 
Title:  Port  of  Houston/Strachan 
Shipping  Company  Guarantee 
Assignment  Agreement 

Parties:  The  Port  of  Houston 
Authority  C'Tort'l  Strachan  Shipping 
Company  ("Strachan"). 

Filing  Agent:  Martha  T.  Williams, 
Staff  Counsel,  Port  of  Houston,  111  East 
Loop  North.  P.O.  Box  2562.  Houston. 
Texas. 

Synopsis:  The  Agreement  establishes 
a  facihty  assignment  between  the  Port 
and  Strachan,  whereby  Strachan  will 
perform  freight  handling  services  at  the 
Port's  Open  &  Shed  Areas  Number  24E 
through  26,  for  loading  cargo  onto,  or 
unloading  cargo  from  railroad  cars  and 
motor  vehicles,  allocating  space  within 
the  facility  to  accommodate  cargo  of 
ships  assigned  to  berth  and  the  facility 
by  Port,  and  such  other  incidental 
services  necessary  to  expedite  the 
movement  of  cargo  between  vessels  and 
land  carriers.  The  term  of  the  Agreement 
is  for  two  years. 
Agreement  No.:  224-200722. 
Title:  Port  of  Houston/Shippers 
Stevedoring  Company  Guarantee 
Assignment  Agreement. 

Parties:  The  Port  of  Houston 
Authority  ("Port")  Shippers  Stevedoring 
Company  ("Shippers"). 

Filing  Agent:  Martha  T.  Williams, 
Staff  Counsel,  Port  of  Houston,  111  East 
Loop  North,  P.O.  Box  2562,  Houston, 
Texas. 

Synopsis:  The  Agreement  establishes 
freight  handling  services  to  be 
performed  by  Shippers  at  the  Port's 
Open  &  Shed  Areas  Number  31. 
Shippers  will  load  cargo  onto,  or  unload 
cargo  from  railroad  cars  and  motor 
vehicles,  allocate  space  within  the 
facility  to  accommodate  cargo  of  ships 
assigned  to  berth  and  the  facility  by 
Port,  and  such  other  incidental  services 
necessary  to  expedite  the  movement  of 
cargo  between  vessels  and  land  carriers. 
The  term  of  the  Agreement  is  for  two 
years. 
Agreement  No.:  224-200723. 
Tit7e;  Port  of  Houston/Shippers 
Stevedoring  Company  Assessment 
Assignment  Agreement 

Parties:  The  Port  of  Houston 
Authority  ("Port")  Shippers  Stevedoring 
Company  ("Shippers"). 

Filing  Agent:  Martha  T.  Williams. 
Staff  Counsel.  Port  of  Houston.  Ill  East 
Loop  North,  P.O.  Box  2562,  Houston. 
Texas. 

Synopsis:  The  Agreement  establishes 
freight  handling  services  to  be 


performed  by  Uppers  at  the  Port's 
BarfoouES  Cut  Transit  Sheds  Number 
Two  Section  A  (East).  Shippers  will 
load  cargo  onto,  at  unload  cargo  from 
railroad  cars  and  motor  vehicles. 
allocate  space  within  the  facility  to 
accommodate  cargo  of  ships  assigned  to 
berth  and  the  facility  by  Port,  and  such 
other  incidental  services  necessary  to 
expedite  the  movement  of  cargo 
between  vessels  and  land  carriers.  The 
term  of  the  Agreement  is  for  two  years. 

Agreement  No.:  224-200724. 

Title:  Port  of  Houston/Fairway 
Terminal  Corporation  Guarantee 
Assignment  Agreement. 

Parties:  The  Port  of  Houston 
Authority  ('Tort")  Fairway  Terminal 
Corporation  ("Fairway"). 

Filing  Agent:  Martha  T.  Williams, 
Staff  Counsel.  Port  of  Houston.  Ill  East 
Loop  North,  P.O.  Box  2562,  Houston, 
Texas. 

Synopsis:  The  Agreement  establishes 
freight  handling  services  to  be 
performed  by  Fairway  at  the  Port's  Open 
&  Shed  Areas  Number  27  through  29.  for 
the  loading  of  cargo  onto,  or  the 
unloading  of  cargo  from  railroad  cars 
and  motor  vehicles,  to  allocate  space 
within  the  facility  to  accommodate 
cargo  of  ships  assigned  to  berth  and  the 
facility  by  Port,  and  such  other 
incidental  services  necessary  to 
expedite  the  movement  of  cargo 
between  vessels  and  land  carriers.  The 
term  of  the  Agreement  is  for  two  years. 

By  Order  of  the  Federal  Maritime 
Commission. 

Dated:  January  6. 1993. 
(otcph  C  Polking. 
Secretary. 
IFR  Doc.  93-584  Filed  1-11-93;  8:45  ami 

B«JJNGC006  (730-01-41 


Notice  of  Agreemcnt(s)  RIed; 
Mississippi  Depertment  of  Economic 
and  Community  Development,  et  al. 

The  Federal  Maritime  Commission 
hereby  gives  notice  of  the  filipg  of  the 
following  agreement(s)  pursuant  to 
section  5  of  the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  eadi  agreement  at  the 
Washington,  DC  Office  of  the  Federal 
Maritime  Commission,  800  North 
Capitol  Street,  NW.,  9th  Floor. 
Interested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary. 
Federal  Maritime  Commission, 
Washington.  IX:  20573,  within  10  days 
after  the  date  of  the  Federal  Register  in 
which  this  notice  appears.  The 
requirements  for  comments  are  found  in 
§  572.603  of  title  46  of  the  Code  of 
Federal  Regulations,  Interested  persons 


should  consult  this  section  befwe 
communicating  with  the  Commission 
regarding  s  pending  agreem«it. 
Agreement  No.:  224-200725. 
Title:  Mississippi  Department  of 
Economic  and  Community 
Development/Mississippi  State  Port 
Authority  at  Gulfport/Dole  Fresh  Fruit 
Company  Lease  Agreement. 

Parties:  The  Mississippi  Department 
of  Economic  and  Community 
Development  ("MD  of  Econ.  &  Comm. 
Develop.").  The  Mississippi  State  Port 
Authority  at  Gulfport  ("MSP A").  Dole 
Fresh  Fruit  Company  ("Dole"). 

Synopsis:  The  Agreement  provides  for 
Dole  to  lease  from  MD  of  Econ.  & 
Comm.  Develop,  and  MSPA  an  area  of 
approximately  2063  acres  at  the  Banana 
Terminal  located  at  the  North  Base  of 
East  Pier  and  Shed  No.  53  located  on 
East  Piw  for  the  purpose  of  operating  a 
cargo  terminal.  "The  term  of  the  lease  is 
for  ten  years. 
Agreement  No.:  202-010776-073. 
Title:  Asia  North  America  Eastbotmd 
Rate  Agreement. 

Parties:  American  President  Lines, 
Ltd.,  Kawasaki  Kisen  Kaisha,  Ltd.,  A.P. 
Moller-Maersk  Line,  Mitsui  O.S.K. 
Lines.  Ltd..  Neptune  Orient  Lines.  Ltd.. 
Nippon  Yusen  Kaisha  Line.  Orient 
Overseas  Container  Line.  Ltd..  Sea-Land 
Service,  Inc. 

Synopsis:  The  proposed  amendment 
modifies  the  agreement  authority  ts- 
permit  the  parties  to  agree  upon  the 
rates,  terms  and  conditions  of  their 
arrangements  with  non-Agreement 
transportation  providers  with  respect  to 
cargoes  originating  in  the  People's 
Republic  of  China. 

By  Order  of  the  Federal  Maritime 
Commission. 

Dated:  January  6, 1993. 
Joseph  C  PoUdng. 
Secretary. 
(FR  Doc  93-573  Filed  1-11-93;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

The  Bank  of  Montrecri,  Banianont 
Financial  Corp^  and  Harris  Bankcorp, 
Inc.;  Application  to  Engage  In 
Nonbanking  Activities 

The  Bank  of  Montreal,  Montreal, 
Quebec,  Canada,  Bankmont  Financial 
Corp.,  New  York.  New  York,  and  Harris 
Bankcorp.  Inc.  Chicago.  Illinois 
(collectively,  Applicants),  have  applied 
pursuant  to  section  4(c)(8)  of  the  Bank 
Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  (BHC  Act)  and  §  225.23(a)(3) 
of  the  Board's  Regulation  Y  (12  CFR 
225.23(a)(3))  to  engage  de  novo  through 
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a  wholly  owned  subsidiary,  Harris 
Futures  Corporation,  Chicago,  Illinois 
(Company),  a  futures  commission 
merchant  registered  under  the 
Commodity  Exchange  Act  (7  U.S.C.  §  1 
et  seq.),  in  clearing  only,  and  in  clearing 
and  executing,  as  agent  for  institutional 
customers,  including  managed 
commodity  pools,  futures  contracts  and 
options  on  futures  contracts  in  the 
following  commodities  on  the  following 
exchanges:  No.  2  Heating  Oil  and  Light 
Sweet  Crude  Oil  on  the  New  York 
Mercantile  Exchange;  Corn.  Wheat  and 
Soybeans  on  the  Chicago  Board  of 
Trade;  and  Live  Cattle,  Feeder  Cattle 
and  Live  Hogs  on  the  Chicago 
Mercantile  Exchange.  Applicants 
propose  to  conduct  these  activities 
throughout  the  United  States  and  the 
world. 

Section  4(c)(8)  of  the  BHC  Act 
provides  that  a  bank  holding  company 
may,  with  Board  approval,  engage  in 
any  activity  which  the  Board,  after  due 
notice  and  opportunity  for  hearing,  has 
determined  (by  order  or  regulation)  to 
be  so  closely  related  to  banking  or 
managing  or  controlling  banks  as  to  be 
a  proper  incident  thereto.  This  statutory 
test  requires  that  two  separate  tests  be 
met  for  an  activity  to  be  permissible  for 
a  bank  holding  company.  First,  the 
Board  must  determine  that  the  activity 
is,  as  a  general  matter,  closely  related  to 
banking.  Second,  the  Board  must  find  in 
a  particular  case  that  the  performance  of 
the  activity  by  the  applicant  bank 
holding  company  may  reasonably  be 
expected  to  produce  public  benefits  that 
outweigh  possible  adverse  effects. 

A  particular  activity  may  be  found  to 
meet  the  "closely  related  to  banking" 
test  if  it  is  demonstrated  that  banks  have 
generally  provided  the  proposed 
activity;  that  banks  generally  provide 
services  that  are  operationally  or 
functionally  similar  to  the  proposed 
activity  so  as  to  equip  them  particularly 
well  to  provide  the  proposed  activity;  or 
that  banks  generally  provide  services 
that  are  so  integrally  related  to  the 
proposed  activity  as  to  require  their 
provision  in  a  specialized  form. 
National  Courier  Ass' n  v.  Board  of 
Governors,  516  F.2d  1229. 1237  (DC  Cir. 
1975).  In  addition,  the  Board  may 
consider  any  other  basis  that  may 
demonstrate  that  the  activity  has  a 
reasonable  or  close  relationship  to 
banking  or  managing  or  controlling 
banks.  Board  Statement  Regarding 
Regulation  Y,  49  Federal  Register  806 
(1984). 

Applicants  believe  that  the  proposed 
activities  are  closely  related  to  banking 
or  managing  or  controlling  banks.  The 
Board  has  previously  approved,  by 
regulation  and  order,  acting  as  a  futures 


commission  merchant  in  the  execution 
and  clearance  on  major  commodity 
exchanges  of  futures  contracts  and 
options  on  futures  contracts  in  financial 
commodities,  such  as  gold  and  silver 
bullion  and  coins,  foreign  exchange, 
government  securities,  certificates  of 
deposit  and  money  market  instruments 
that  banks  may  buy  agd  sell  for  their 
own  accounts,  and  stock  and  bond 
indices,  as  well  as  providing  related 
investment  advice.  See  12  CTR 
225.25(b)(18).  (19);  Bepublic  New  York 
Corporation,  63  Federal  Reserve 
Bulletin  951  (1977);  The  Sanwa  Bank. 
Limited,  74  Federal  Reserve  Bulletin  578 
(1988);  The  Long-Term  Credit  Bank  of 
Japan,  Limited,  74  Federal  Reserve 
Bulletin  573  (1988).  The  Board  has  also 
previously  approved,  by  order,  the 
provision  of  investment  advice  with 
respect  to  trading  futures  and  options  on 
futures  in  non-financial  commodities, 
such  as  agricultural  and  energy 
commodities.  See  Swiss  Bank 
Corporation,  77  Federal  Reserve 
Bulletin  126  (1991). 

The  Board  has  not  previously 
approved  the  proposed  activities  with 
respect  to  futures  and  options  on  futures 
in  non-financial  commodities. 
Applicants  assert  that  the  proposed 
activities  are  essentially  identical  to  the 
those  activities  previously  approved  by 
the  Board.  In  this  regard.  Applicants 
believe  that  the  execution  and  clearance 
of  futures  and  options  on  futiues  in 
financial  and  non-financial 
commodities  is  functionally 
indistinguishable.  Furthermore, 
Applicants  state  that  the  volatility  of 
non-financial  futures  and  options  is  no 
greater  than  that  for  financial  futures 
and  options.  Applicants  also  believe 
that  Company's  extensive  experience  in 
trading  futures  and  options  on  futures  in 
financial  commodities  makes  it 
particularly  well  suited  to  engage  in  the 
proposed  activities  in  non-financial 
commodities. 

In  order  to  satisfy  the  proper  incident 
to  banking  test,  section  4(c)(8)  of  the 
BHC  Act  requires  the  Board  to  find  that 
the  performance  of  the  activities  by 
Company  can  reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interest,  or  unsound  banking 
practices.  Applicants  believe  that  the 
proposed  activities  will  benefit  the 
public  by  promoting  competition. 
Applicants  also  beUeve  that  approval  of 
this  appUcation  will  allow  Company  to 
provide  a  wider  range  of  services  and 
added  convenience  to  its  customers,  and 


to  offer  its  customers  securities  not 
otherwise  available  for  purchase  in  the 
United  States.  Applicants  believe  tliat 
the  proposed  activities  will  not  result  in 
any  unsound  banking  practices  or  other 
adverse  effects. 

In  publishing  the  proposal  for 
comment,  the  Board  does  not  take  a 
position  on  issues  raised  by  the 
proposal.  Notice  of  the  proposal  is 
published  solely  in  order  to  seek  the 
views  of  interested  persons  on  the 
issues  presented  by  the  application  and 
does  not  represent  a  determination  by 
the  Board  that  the  proposal  meets,  or  is 
likely  to  meet,  the  standards  of  the  BHC 
Act. 

Any  comments  or  requests  for  hearing 
should  be  submitted  in  writing  and 
received  by  William  W.  Wiles, 
Secretary,  Board  of  Governors  of  the 
Federal  Reserve  System,  Washington, 
DC  20551,  not  later  than  February  10, 
1993.  Any  request  for  a  hearing  on  this 
application  must,  as  required  by  § 
262.3(e)  of  the  Board's  Rules  of 
Procedure  (12  CFR  262.3(e)).  be 
accompanied  by  a  statement  of  the 
reasons  why  a  written  presentation 
would  not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

This  application  may  be  inspected  at 
the  offices  of  the  Board  of  Governors  or 
the  Federal  Reserve  Bank  of  .Chicago. 

Board  of  Governors  of  the  Federal  Reserve 
System,  January  6, 199-3. 
Jennifier  J.  Johnson, 
Associate  Secretary  of  the  Board. 
IFR  Doc.  93-634  Filed  1-11-93;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Disease  Control  and 
Prevention  (CDC) 

National  Committee  on  Vital  and  Health 
Statistics  (NCVHS)  Subcommittee  on 
Ambulatory  and  Hospital  Care 
Statistics:  Meeting 

Pursuant  to  Public  Law  92-463.  the 
National  Center  for  Health  Statistics 
(NCHS),  Centers  for  Disease  Control  and 
Prevention  (CDC),  announces  the 
following  meeting. 

Name:  NCVHS  Subcommittee  on 
Ambulatory  and  Hospital  Care 
Statistics. 

Time  and  Date:  9:30  a.m.-5  p.m., 
January  28, 1993. 
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Place:  Room  5051.  Cohen  Building. 
330  Independence  Avenue.  SW.. 
Washington.  DC  20201. 

Status:  Open. 

Purpose:  The  subcommittee  will 
consider  responses  to  its  proposed 
revision  of  the  Uniform  Hospital 
Discharge  Data  Set  (UHDDS),  reviewr  the 
status  of  the  Interagency  Task  Force  on 
the  UHDDS.  and  consider  other  issues 
included  in  its  charge. 

Contact  Person  for  More  Information: 
Substantive  program  information  as 
well  as  summaries  of  the  meeting  and  a 
roster  of  committee  members  may  be 
obtained  from  Gail  F.  Fisher.  Ph.D.. 
Executive  Secretary,  NCVHS,  NCHS. 
room  1100.  Presidential  Building.  6525 
Belcrest  Road.  Hyattsville.  Mar>'land 
20782.  telephone  301/436-7050. 

Dated:  Ianuar>'  6. 1993. 
Robert  L.  Foster. 

Assistant  Director.  Office  of  Program  Support. 

Centers  for  Disease  Control  and  Prevention 

ICDC). 

|FR  Doc  93-586  Filed  1-11-93:  8:45  ami 
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Bekrost  Road.  Hyattsville,  Maryland 
20782.  telephone  301/436-7050. 

Dated:  January  6. 1993. 
Roheil  L.  Faatar. 

Assistant  Director.  Office  of  Program  Support. 
Centers  for  Disease  Control  and  Prevention 
(CDC). 
|FR  Doc.  93-587  Filed  1-11-93;  8:45  amj 
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Food  and  Drug  AdminUtration 
[Docket  Na  920-0380] 

Draft  Guidance  to  Manufacturara  of  In 

Vitro  Analytical  Test  Systema  for 

Prepvatlofi  of  Prentarfcet  Submlaaiona 

Implementing  the  ainlcal  Laboratory 

Improvement  Amendments  of  1988; 

AvaHabHfty 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Notice. 


National  Committee  on  Vital  and  Health 
Statistics  (NCVHS)  Subcommittee  on 
Medical  Classification  Systems: 
Meeting 

Pursuant  to  Public  Law  92-463.  the 
National  Center  for  Health  Statistics 
(NCHS),  Centers  for  Disease  Control  and 
Prevention  (CDC),  announces  the 
following  meeting. 

Name:  NCVHS  Subcommittee  on 
Medical  Classification  Systems. 

Time  and  date:  9  a.m.-5  p.m;.  January 
27. 1993. 

Place:  Room  703A-729A.  Hubert  H. 
Humphrey  Building.  200  Independence 
Avenue.  SW..  Washington.  DC  20201. 
Status:  Open. 

Purpose:  The  subcommittee  will  hold 
a  morning  working  session  to  review  the 
feasibility  of  a  single  procedure 
classification  system.  The  afternoon 
session  will  include  briefings  on  the 
International  Classification  of 
Impairments,  Disabilities,  and 
Handicaps  (ICIDH)  and  a  Health  Care 
Financing  Administration  project 
concerning  revisions  to  the  International 
Classification  of  Diseases  9th  Revision, 
Clinical  Modification  (ICD-^-CM)  V57 
codes  (care  involving  use  of 
rehabilitation  procedures). 
COMTACT  PERSON  FOR  MOflE  IHFO«MATION: 
Substantive  program  information  as 
well  as  summaries  of  the  meeting  and  a 
roster  of  committee  members  may  be 
obtained  from  Gail  F.  Fisher.  Ph.D.. 
Executive  Secretary.  NCVHS.  NCHS. 
room  1100.  Presidential  Building.  6525 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  making 
available  for  public  comment  a  draft 
document  which  provides  guidance  to 
manufacturers  of  in  vitro  diagnostic 
devices  and  biologies  on  when  and  how 
to  obtain  complexity  categorizations  and 
FDA  clearance  of  quality  control  (QC) 
instructions  for  use  by  clinical 
laboratories  under  the  Clinical 
Laboratory  Improvement  Amendments 
of  1988  (CUA)  (Pub.  L.  100-578).  In 
addition,  as  set  forth  in  the  draft 
guidance  document.  FDA  is  announcing 
that  it  will  be  considering  QC  validation 
when  it  conducts  its  premarket  review 
of  new  in  vitro  diagnostic  products, 
effective  upon  issuance  of  a  final 
guidance. 

DATES:  Submit  written  comments  by 
March  15.  1^93. 

AOORESSES:  Submit  written  requests  for 
single  copies  of  the  draft  guidance 
document  to  the  Division  of  Small 
Manufacturers  Assistance  (DSMA) 
(HFZ-220).  Center  for  Devices  and 
Radiological  Health.  Food  and  Drug 
Administration,  5600  Fishers  Lane. 
Rockville,  MD  20857.  301-443-6597  or 
1-800-638-2041.  Send  two  self- 
addressed  adhesive  labels  to  assist  that 
office  in  processing  your  requests. 
Submit  written  comments  on  the  draft 
guidance  document  to  the  Dockets 
Management  Branch  (HFA-305).  Food 
and  Drug  Administration,  rm.  1-23. 
12420  Parklawn  Dr..  Rockville,  MD 
20857.  Requests  and  comments  should 
be  identified  with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  A  copy  of  the  draft  guidance 
document  and  received  comments  are 
available  for  public  examination  in  the 


Dockets  Management  Branch  between  9 
a.m.  and  4  p.m..  Monday  through 
Friday.  In  addition.  DSMA  will  mail  a 
copy  to  each  manufacturer  whose 
establishment  is  rBgistered  with  FDA. 
FOR  FURTHER  MFOfMATION  CONTACT:  Jan 
Ohrmundt.  Center  for  Devices  and 
Radiological  Health  (HFZ-440).  Food 
and  Drug  Administration.  1390  Piccard 
Dr..  Rockville,  MD  20850,  301-427- 
1005. 
SUPPLEMENTARY  INfK)RMATION: 

I.  Background 

In  the  Federal  Register  of  February 
28, 1992  (57  FR  7002).  the  Department 
,  of  Health  and  Human  Services  (DHHS) 
issued  the  laboratory  standards 
regulations  under  OJA.  These 
regulations  require  that  all  laboratories 
in  the  United  States  and  its  territories 
that  examine  human  specimens  meet 
specific  laboratory  standards  based  on 
the  complexity  of  tests  which  the 
laboratories  perform.  Among  these 
standards  is  one  for  QC  of  testing.  (See 
42  CFR  part  493.  subpart  K). 

In  response  to  comments  on  the 
proposed  laboratory  standards 
regulations  of  May  21. 1990  (55  FR 
20896).  DHHS  integrated  FDA's 
premarket  review  responsibilities  for  in 
vitro  diagnostic  devices  and  biologies 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act)  (21  U.S.C.  321- 
394)  and  the  Public  Health  Service  Act 
(the  PHS  Act)  (42  U.S.C.  351)  into 
CLlA's  regulatory  scheme  for 
laboratories  by  providing  that 
manufacturers  can  request  clearance  of 
validated  QC  instructions  from  FDA  (57 
FR  7002  at  7057  and  7058).  If  the  QC 
instructions  are  cleared  by  FDA.  clinical 
laboratories  can  then  use  the 
manufacturer's  QC  instructions  to 
satisfy  a  significant  portion  of  the  QC 
requirements  of  the  laboratory  standards 
rule  (42  CFR  493.1203).  (FDA  clearance 
is  signified  by  appearance  of  the 
*  statement  set  out  in  42  CFR  493.1201 
(CLIA  statement)  in  the  device  labeling). 
In  addition,  the  final  rule  provides  that 
FDA  will  be  making  the  complexity 
categorization  decisions  for  new  in  vitro 
diagnostic  products  (42  CFR  493.17(c)). 

II.  FDA  Implementation 

As  indicated  in  the  preamble  to  the 
final  laboratory  standards  regulation  (57 
FR  7002  at  7057  and  7058).  FDA  is 
administering  these  QC  review  and 
clearance  functions  by  incorporating 
them  into  its  existing  premarket 
evaluatioa  processes  for  in  vitro 
diagnostic  devices  and  biologies.  In 
addition,  for  new  products.  FDA  is 
announcing  that,  if  CLIA  clearance  is 
not  requested  by  the  manufacturer  (see 
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section  ILA.  of  this  document),  the 
agency  will  be  conducting  a  QC  review 
as  part  of  its  review  of  premarket 
notification  sulKnissions  and  premarket 
approval  applications  (PMA's)  for 
devices  under  secticms  510(k)  (21  U.S.C 
360(k))  and  515  of  the  act  (21  U.S.C 
360e)  and  its  review  of  product  license 
applications  (PLA)  under  section  351  of 
the  PHS  Act  (42  U.S.C.  262)  (hereinaftw 
collectively  referred  to  as  premarket 
review).  In  brief,  the  draft  guidance 
identifies:  (1)  Generally,  what  products 
(devices  and  biologies)  will  be  subject  to 
QC  review  and  clearance,  (Z)  the 
procedures  for  obtaining  a  CLIA  QC 
review  and  clearance,  (3)  when  FDA 
will  otherwise  perform  a  QC  review,  (4) 
what  data  should  be  gathered  to 
adequately  validate  QC  and  how  those 
data  should  be  presented  to  the  agency, 
and  (5)  when  and  how  to  obtain  a 
complexity  categorization  or 
recategorization. 

A.  QCReview 

1.  Products  subject  to  QC  review 

As  set  out  above  and  in  the  draft 
guidance,  FDA  will  be  conducting  QC 
reviews  as  part  of  its  premarket  review 
responsibilities  for  devices  s^d 
biologies. 

Accordingly,  FDA  has  determined 
that  it  will  not  conduct  QC  reviews  for 
those  in  vitro  diagnostic  devices  that  are 
exempt  from  section  510(k)  of  the  act  by 
a  regulation  under  section  510(g)  of  the 
act.  Further.  FDA  will  not  perform  a  QC 
review  for  "investigational"  products 
(i.e.,  devices  or  biologies  being 
distributed  imder  the  research  or 
investigational  exemptions  in  21  CFR 
809.10(c),  the  investigational  device 
exemptions  in  21  CFR  part  812,  or  the 
investigational  new  drug  exemptions  in 
21  CFR  part  312)  until  a  full  premarket 
submission  is  submitted  undw  the  act 
or  the  PHS  Act.  FDA  does  not  believe 
it  would  be  appropriate  to  review 
devices  under  CLIA  and  permit  a 
manufacturer  to  include  the  CIJA 
statement  in  its  labeling  when  FDA  has 
not  yet  determined  that  the  device  or 
biologic  is  safe  and  effective. 

In  addition,  because  the  purpose  of 
QC  is  to  monitor  an  assay  that  produces 
an  analytical  result  in  order  to  report  the 
result  as  valid.  FDA  has  determined  that 
it  would  make  little  sense  to  perform  QC 
reviews  for  products  (e.g.,  calibrators, 
controls,  or  accessories)  that  do  not  on 
their  own,  produce  an  analytical  result. 
Thus,  FDA  will  not  conduct  QC  reviews 
for  devices  or  biolc^cs  that  do  not 
constitute  analytical  test  systems  as  that 
term  is  defined  in  the  draft  guidance. 


2.  CLIA  clearance 

Due  td  restrictions  inherent  in  the 
mechanisms  beinig  employed  to  fund 
FDA's  CLIA  QC  and  categorization 
functions,  it  is  necessary  for 
bookkeeping  purposes  for 
manufacturers  to  specifically  request  a 
CLIA  QC  clearance  in  their  submission 
to  FDA  if  they  want  to  place  the  CLIA 
statement  in  their  labeling.  Those 
manufacturers  that  do  not  specifically 
request  clearance  for  CLIA  purposes  in 
the  manner  specified  in  the  draft 
guidance  vnll  not  receive  CLIA 
clearance  and  cannot  include  the  CLIA 
statement  in  their  labeUng  (even  if  FDA 
clears  or  approves  the  product  imder  the 
act  or  approves  a  license  application  for 
the  product  under  the  PHS  Act).  To 
ensure  that  there  is  no  confusion.  FDA's 
action  correspondence  will  be  revised  to 
reflect  these  new  factors. 

3.  QC  under  the  act  and  the  PHS  Act 

As  noted  above,  FDA  is  announcing 
that  it  will  conduct  a  QC  review  as  part 
of  its  premarket  review  for  all  new  in 
vitro  diagnostic  devices  or  biologies, 
even  when  manufacturers  or  sponsors 
do  not  request  CLIA  QC  clearance  in 
their  submissions  to  FDA.  This  poficy 
will  be  effective  beginning  90  days  after 
the  guidance  document  is  issued  in  final 
form. 

This  action  is  consistent  with  the 
agency's  recent  efforts  to  improve  the 
quality  of  the  device  premarket  review 
process.  FDA  therefore  beUeves  that  it  is 
appropriate  that  a  QC  validation 
assessment  occur  along  with  the 
performance  evaluation  for  the  purposes 
of  product  clearance,  approval,  or 
licensure.  Presently,  FDA's  labeling 
regulations  require  that  manufacturers 
provide  information  in  the  labeling  on 
QC  procedures  and  materials  for  device 
users.  (See  21  CFR  parts  650,  801,  and 
809.)  Section  502(a)  and  (f)(1)  of  the  act 
(21  U.S.C  352(a)  and  (f)(1))  do  prohibit 
manufacturers  from  making 
unsubstantiated  performance  claims  for 
their  products  and  require  that 
manufacturers  provide  adequate 
directions  for  use.  (See  United  States  v. 
An  Article  of  Device  '  '  *  Toftness 
Radiation  Detector,  731  F.2d  1253  (7th 
Cir.  1984).)  Nevertheless,  FDA  has 
concluded  that  it  is  appropriate  to 
determine  the  validity  of  this  QC 
information  in  the  context  of  the 
device's  performance  characteristics  as 
determined  by  the  manufacturer 
because  specific  performance 
characteristics  such  as  accuracy, 
precision,  specificity,  and  sensitivity 
have  a  direct  bearing  on  the  QC 
instructions  recommended.  FDA  has 
thus  determined  that  assessmeat  of  the 


adequacy  of  the  QC  instructions  and  the 
supporting  data  is  relevant  to  FDA's 
evaluation  of  analytical  performance 
characteristics  claims  and,  thus,  should 
also  be  relevant  to  FDA's  ultimate 
determination  concerning  substantial 
equivalence,  approval,  or  licensure. 
FDA  notes  that  the  submission  of 
deficient  QC  validation  data  or  the 
submission  of  QCvaUdation  data  that  is 
inconsistent  with  performance  claims 
thus  may  result  in  the  agency's  failure 
to  approve  a  PMA  or  PLA  or  a  finding 
that  the  product  is  "not  substantially 
eqtiivalent"  in  the  case  of  a  premarket 
notification  (510(k)),  as  well  as 
misbranded  under  section  502(a)  and 
(f)(1)  of  the  act. 

4.  QC  instructions  and  supporting  data 

The  draft  guidance  also  sets  forth  the 
kinds  of  information  that  should  be 
included  in  QC  instructions  and  the 
kinds  of  data  that  are  appropriate  for 
validating  QC  instructions.  As  set  out  in 
the  document,  the  kinds  of  data  that 
FDA  will  look  for  will  vary  depending 
on  whether  the  product  has  already 
passed  through  one  of  FDA's  clearance 
processes  or  whether  it  is  a  totally  new 
product  (i.e.,  a  product  that  has  never 
passed  through  any  clearance  or 
approval  process).  Generally,  howrever, 
QC  instructions  should  be  vaUdated 
with  data  gathered  from  laboratories 
using  the  product  in  conjunction  with 
the  QC  instructions. 

In  addition,  the  draft  guidance 
explains  how  to  submit  the  data  to  FDA 
(e.g.,  PMA  or  PMA  supplement.  PLA  or 
PLA  amendment,  or  premarket 
notification  (510(k))),  and  how  to  format 
the  data. 

B.  Complexity 

Finally,  FDA  will  also  be  responsible 
for  complexity  categorization  and 
recategorization  assignments  for 
devices.  The  assignments  for  new 
devices  vnll  be  made  as  part  of  the 
premarket  review  processes.  Thus,  FDA 
will  not  assign  complexity 
categorizations  to  devices  being 
distributed  under  eny  research  or 
investigational  exemptions  until  the 
manufecturer  submits  the  appropriate 
premarket  submission  for  FDA 
clearance,  approval,  or  Ucensure.  (FDA 
notes  that,  by  operation  of  the  CLIA 
regulations,  all  products  being 
distributed  under  the  act's  research  or 
investigatitmal  exemptions  are 
autontatically  tests  of  high  complexity 
(42  CFR  493.17).) 

With  respect  to  recategorizations, 
these  requests  need  not  be  submitted  as 
part  of  a  premarket  notification  (510(k)), 
PMA  or  PMA  supplement,  or  PLA  or 
PLA  amendment.  However,  as  is  set  out 
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in  the  CLIA  regulaUons  (42  CFR 
493.17(c)(4)).  such  requests  must  be 
based  on  new  information  (i.e.. 
information  not  previously  submitted  to 
FDA  in  any  form),  and  can  be  submitted 
for  a  product  no  more  than  once  a  year. 
FDA  will  notify  manufacturers  of  the 
availability  of  the  final  guidance  by 
notice  in  the  Federal  Register.  This 
notice  will  also  indicate  when  FDA  will 
begin  receiving  premarket  submissions 
for  quality  control  validation 
assessment.  FDA  anticipates  that  this 
date  will  be  90  days  from  the  date  of  the 
publication  in  the  Federal  Register  of 
the  notice  of  availability  of  the  final 
guidance. 

Interested  persons  may,  on  or  before 
March  15, 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  on  the  draft  guidance 
document.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  A  copy  of  the 
draft  guidance  document  and  received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  January  6. 1993. 
Michael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 
IFR  Doc.  93-635  Filed  1-11-93;  8:45  ami 
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[Docket  No.  92N-0489] 

Taxol;  Environmental  Assessmenta 
and  Finding  of  No  Significant  Impact 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Notice. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  armouncing 
that  it  has  received  environmental 
assessments  (EA's)  and  issued  a  finding 
of  no  significant  impact  (FONSI) 
relating  to  the  approval  of  a  new  drug 
application  (NDA)  for  the  drug  product 
Taxol  (paclitaxel)  extracted  from  the 
Pacific  Yew  tree  (Taxus  brevifolia).  FDA 
is  publishing  this  notice  because 
Federal  regulations  require  this 
information  to  be  available  to  the  public 
for  inspection. 

ADDRESSES:  The  EA's  and  the  FONSI 
may  be  seen  in  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Christina  L.  Good.  Center  for  Drug 
Evaluation  and  Research  (HFD-362). 
Food  and  Drug  Administration.  7500 


Standish  PI..  Rockville.  MD  20855.  301- 
295-8049. 

SUPPLEMENTARY  INFORMATION:  The 
National  Environmental  Policy  Act 
(NEPA)  requires  all  Federal  agencies  to 
"use  all  practicable  means  and 
measures,  including  financial  and 
technical  assistance,  in  a  manner 
calculated  to  foster  and  promote  the 
general  welfare,  to  create  and  maintain 
conditions  under  which  man  and  nature 
can  exist  in  productive  harmony,  and 
fulfill  the  social,  economic,  aad  other 
requirements  of  present  and  future 
generations  of  Americans."  (See  42 
U.S.C.  4331(a).)  Under  section  102  of 
the  NEPA,  all  Federal  agencies  must 
prepare  detailed  statements  assessing 
the  possible  environmental  impact  of. 
and  alternatives  to.  major  Federal 
actions  significantly  affecting  the 
environment,  and  such  statements  are  to 
be  made  available  to  the  public.  (See  42 
U.S.C.  4332,  21  CFR  25.41(b).  and  40 
CFR  1506.6.) 

FDA  implements  NEPA  through  its 
regulations  at  21  CFR  part  25.  Under 
those  regulations,  the  approval  of  an 
NDA  usually  constitutes  an  action  that 
ordinarily  requires  the  preparation  of  an 
EA.  (See  21  CFR  25.22(a)(14).) 

FDA  recently  approved  an  NDA 
pertaining  to  the  drug  product  Taxol 
(paclitaxel)  (NDA  20-262). 

The  agency  has  reviewed  the  EA's 
submitted  for  the  NDA,  has  reviewed 
the  draft  Environmental  Impact 
Statement  (EIS)  prepared  by  the  U.S. 
Forest  Service,  in  cooperation  with  the 
U.S.  Bureau  of  Land  Management  and 
FDA,  for  the  underlying  harvest  of  Taxol 
from  the  Pacific  Yew  tree  [Taxus 
brevifolia).  and  has  prepared  a  FONSI 
for  the  NDA.  This  notice  announces  that 
the  EA's.  the  draft  EIS  for  the  harvesting 
of  Taxol  prepared  by  the  U.S.  Forest 
Service,  and  the  FONSI  for  this  human 
drug  product  may  been  seen  in  the 
Dockets  Management  Branch  (address 
above)  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  January  6, 1993. 
Mkhael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 
IFR  Doc.  93-637  Filed  1-11-93;  8:45  ami 
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Advtaory  Committee;  Notice  of  Meeting 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION;  Notice. 

SUMMARY:  This  notice  announces  a 
forthcoming  meeting  of  a  public 
advisory  committee  of  the  Food  and 
Drug  Administration  (FDA).  This  notice 


also  summarizes  the  procedures  for  the 
meeting  and  methods  by  which 
interested  persons  may  participate  in 
open  public  hearings  before  FDA's 
advisory  committees. 
MEETMG:  The  following  advisory 
committee  meeting  is  announced: 

AntHnfectlve  Drug*  Advicoiy 
Committee 

Date.  time,  and  place.  January  28. 
1993. 10  a.m..  ConfiBrence  rm.  E. 
Parklawn  Bldg..  5600  Fishers  Lane. 
Rockville.  MD. 

Type  of  meeting  and  contact  person. 
Open  public  hearing.  10  a.m.  to  11  a.m.. 
imless  public  participation  does  not  last 
that  long;  closed  committee 
deliberations.  11  a.m.  to  5  p.m.;  Ermona 
B.  McGoodwin  or  Mary  EUzabeth 
Donahue,  Center  for  Drug  Evaluation 
and  Research  (HFD-9).  Food  and  Drug 
Administration.  5600  Fishers  Lane, 
Rockville.  MD  20857.  301-443-5455. 
General  function  of  the  committee. 
The  committee  reviews  and  evaluates 
data  relating  to  the  safety  and 
effectiveness  of  marketed  and 
investigational  human  drugs  for  use  in 
infectious  and  ophthalmic  disorders. 

Agenda — Open  public  hearing. 
Interested  persons  may  present  data, 
information,  or  views,  orally  or  in 
writing,  on  issues  pending  before  the 
committee.  Those  desiring  to  make 
formal  presentations  should  notify  the 
contact  person  before  January  21, 1993. 
and  submit  a  brief  statement  of  the 
general  nature  of  the  evidence  or 
arguments  they  wish  to  present,  the 
names  and  addresses  of  proposed 
participants,  and  an  indication  of  the 
approximate  time  required  to  make  their 
comments. 

Closed  committee  deliberations.  The 
committee  will  review  trade  secret  and/ 
or  confidential  commercial  information 
relevant  to  a  pending  investigational 
new  drug  application.  This  portion  of 
the  meeting  will  be  closed  to  permit 
discussion  of  this  information.  (5  U.S.C. 
552b(c)(4)). 

Each  public  advisory  committee 
meeting  Usted  above  may  have  as  many 
as  four  separable  portions:  (1)  An  open 
public  hearing,  (2)  an  open  committee 
discussion,  (3)  a  closed  presentation  of 
-    data,  and  (4)  a  closed  committee 

deliberation.  Every  advisory  committee 
meeting  shall  have  an  open  public 
hearing  portion.  Whether  or  not  it  also 
includes  any  of  the  other  three  portions 
will  depend  upon  the  specific  meeting 
involved.  The  dates  and  times  reserved 
for  the  separate  portions  of  each 
committee  meeting  are  Usted  above. 

The  open  public  hearing  portion  of 
each  meeting  shall  be  at  least  1  hour 
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long  unless  public  partkapation  does 
not  last  that  long.  It  is  atnphasizad. 
however,  that  the  1  hour  time  limit  for 

an  open  public  hearing  represents  a 
minimum  rather  than  a  maximum  time 
for  public  participation,  and  an  open 
pubUc  hearing  may  last  for  whatever 
longer  period  the  committee 
chairperson  determines  will  Cacilitate 
the  committee's  wrork. 

Public  hearings  are  subject  to  FDA's 
guideline  (subpart  C  of  21  CFR  part  10) 
concerning  the  policy  and  procedures 
for  electronic  media  coverage  of  FDA's 
public  administrative  proceedings, 
including  hearings  berore  public 
advisory  committees  under  21  CFR  part 
14.  Under  21  CFR  10.205. 
representatives  of  the  electronic  media 
may  be  permitted,  subject  to  certain 
limitations,  to  videotape,  film,  or 
otherwise  record  FDA's  public 
administrative  proceedings,  including 
presentations  by  participants. 

Meetings  of  advisory  committees  shall 
be  conducted,  insofar  as  is  practical,  in 
accordance  with  the  agenda  published 
in  this  Federal  Regisler  notice.  Changes 
in  the  agenda  will  be  announced  at  the 
beginning  of  the  open  portion  of  a 
meeting. 

Any  interested  person  who  wishes  to 
be  assured  of  the  right  to  make  an  oral 
presentation  at  the  open  public  hearing 
porticm  of  a  meeting  shall  inform  the 
contact  person  listed  above,  either  orally 
or  in  writing,  prior  to  the  meeting.  Any 
person  attending  the  hearing  who  does 
not  in  advance  of  the  meeting  request  an 
opportunity  to  speak  will  be  allowed  to 
make  an  oral  presentation  at  the 
hearing's  conclusion,  if  time  permits,  at 
the  chairperson's  discretion. 

The  agenda,  the  questions  to  be 
addressed  by  the  committee,  and  a 
current  list  of  committee  members  will 
be  available  at  the  meeting  location  on 
the  day  of  the  meeting. 

Transcripts  of  the  open  portion  of  the 
meeting  will  be  available  from  the 
Freedom  of  Information  Office  (HFI-35). 
Food  and  Drug  Administration,  rra. 
12A-16,  5600  Fishers  Lane,  Rockville. 
MD  20«57,  approximately  15  working 
days  after  the  meeting,  at  a  cost  of  10 
cents  f)er  page.  The  transcript  may  be 
viewed  at  the  Dockets  Management 
Branch  {HFA-3Q5),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Paridawn  Dr..  Rockville.  MD  20857, 
approximately  15  woridng  days  after  the 
meeting,  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
Summary  minutes  of  the  open  portion 
of  the  meeting  will  be  available  from  the 
Freedom  oflnformation  Office  (address 
above)  beginning  approximately  90  days 
after  the  meeting. 


The  Commissiono-.  vrith  the 
concurrence  of  the  Chief  Counsel,  has 
determined  for  the  reasons  stated  that 
those  portions  of  the  advisory 
committee  meetings  so  desi^kated  in 
this  notice  shall  be  closed.  "Hie  Federal 
Advisory  Committee  Act  (FACA)  (5 
U.S.C.  app.  2. 10(d)).  permiU  such 
closed  advisc»y  committee  meetings  in 
certain  circumstances.  Those  portions  of 
a  meeting  designated  as  closed, 
however,  shall  be  closed  for  the  shortest 
possible  time,  consistent  vrith  the  intent 
of  the  dted  statutes. 

The  FACA,  as  amended,  provides  that 
a  portion  of  a  meeting  may  be  closed 
where  the  matter  for  discussion  involves 
a  trade  secret:  commercial  or  financial 
information  that  is  privileged  or 
confidential;  information  of  a  personal 
nature,  disclosure  of  which  would  be  a 
clearly  imwarranted  invasion  of 
personal  privacy;  investigatwy  files 
compiled  for  law  enforcement  purposes; 
information  the  premature  disclosure  of 
which  would  be  likely  to  significantly 
frustrate  implementation  of  a  proposed 
agency  action;  and  informaticm  in 
certain  other  instances  not  generally 
relevant  to  FDA  matters. 

Examples  of  portions  of  FDA  advisory 
committee  meetings  that  ordinarily  may 
be  closed,  where  necessary  and  in 
accordance  with  FACA  criteria,  include 
the  review,  discussion,  and  evaluation 
of  drafts  of  regulations  or  guidelines  or 
similar  preexisting  internal  agency 
documents,  but  only  if  their  premature 
disclosure  is  likely  to  significantly 
frustrate  implementation  of  proposed 
agency  action;  review  of  trade  secrets 
and  confidential  commercial  or 
financial  information  submitted  to  the 
agency;  consideration  of  matters 
involving  investigatory  files  compiled 
for  law  enforcement  purposes;  and 
review  of  matters,  such  as  personnel 
records  or  individual  patient  records, 
where  disclosure  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Examples  of  portions  of  FDA  advisory 
committee  meetings  that  ordinarily  shall 
not  be  closed  include  the  review, 
discussion,  and  evaluation  of  general 
preclinical  and  clinical  test  protocols 
and  procedures  for  a  class  of  drugs  or 
devices;  consideration  of  labeling 
requirements  for  a  class  of  marketed 
drugs  or  devices;  review  of  data  and 
information  on  specific  investigational 
or  marketed  drugs  and  devices  that  have 
previously  been  made  public; 
presentation  of  any  other  data  or 
information  that  is  not  exempt  from 
pubhc  disclosure  pursuant  to  the  FACA, 
as  amended;  and,  notably  deliberative 
session  to  formulate  advice  and 
recommendations  to  the  agency  on 


matters  that  do  not  independently 
justity  closing- 

This  notice  is  issued  imder  section 
10(a)(1)  and  (2)  of  the  Federal  Advisory 
Committee  Act  (5  U.S.C.  app.  2),  and 
FDA's  regulaticms  (21  CFR  part  14)  on 
advisory  committees. 

Dated:  January  6, 1993. 
Dark!  A.  Kewler. 
Commissioner  of  Food  and  Dragf. 
[PR  Doc.  93-638  Filed  1-11-93;  8:45  ami 

BtLUNQ  COOC  41M-0I-F 


Memorandum  Of  UndTttTwang  on 
Screening  Testa  for  Animal  Drug 
Residues  In  MBk  Between  the  Food 
and  Drug  Admlnlatration  and  the 
Association  of  Official  Anelytical 
Chemists  Research  Institute 

agency:  Food  and  Drug  Administratiim, 

HHS. 
ACTKM:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  providing 
notice  of  a  memcwandiun  of 
understanding  (MOU)  under  whidi  it 
will  work  with  test  kit  manufacturers 
and  an  independent,  scientifically 
recognized  organization/laboratory  to 
evaluate  milk  test  kits  intended  to 
analyze  animal  dnig  residues  in  milk. 
While  FDA  will  enter  into  other 
arrangements  to  evaluate  milk  test  kits, 
this  announcement  is  to  advise  of  the 
signing  of  an  MOU  between  FDA  and 
the  Association  of  Official  Analjrtical 
Chemists  (AOAC)  Roaoarch  Institute 
(the  Institute).  Test  kits  that  are 
evaluated  by  the  Institute  and  accepted 
by  FDA  will  be  recommended  by  FDA 
for  use  in  milk  monitoring  programs 
performed  under  the  provisions  of  the 
Pasteurized  Milk  Ordinance  (PMO).  In 
addition,  test  kits  recommended  for  use 
by  the  kit  manufacturer  on  milk  frt>m 
the  individual  cow  will  also  be 
evaluated  under  this  program.  Kits  that 
are  acceptable  to  FDA  will  be  available 
for  use  by  veterinarians  and  milk 
producers  to  monitor  milk^rom 
individual  cows. 

DATES:  The  agreement  became  effective 
October  22, 1992. 

FOR  FURTHER  INFORMATION  CONTACT: 
Norris  E.  Alderson.  Food  and  Drug 
Administration,  Center  for  Veterinary 
Medicine  (HFV-500),  7500  Standish  PI.. 
Rockville.  MD  20855,  301-295-8702. 
SUPPLEMENTARY  MFORMATION:  In  a  notice 
that  appeared  in  the  Federal  Register  of 
December  13. 1990  (55  FR  51339).  in 
which  FDA  asked  for  information  on 
commercially  available  screening  tests 
that  can  be  used  to  detect  animal  drug 
residues  in  milk,  and  announced  its 
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intention  to  conduct  a  limited 

evaluation  of  such  tests.  Eleven  test  kit 
manufacturers  responded  to  that  notice, 
and  the  agency  selected 
chloramphenicol  as  the  first  drug  to 
evaluate  available  tests.  The  laboratory 
work,  which  was  conducted  entirely  by 
FDA  chemists  in  the  Center  for 
Veterinary  Medicine's  Office  of  Science, 
has  been  completed  and  a  final  report 
describing  the  results  of  this  initial 
evaluation  is  being  prepared. 

The  need  for  refiaole  animal  drug 
residue  test  kits  to  screen  milk  for 
animal  drug  residues  in  State  and 
Federal  miSi  monitoring  programs  is 
recognized  by  regulatory  agencies  and 
the  milk  industry.  At  the  1991  National 
Conference  on  Interstate  Milk 
Shipments  (NCIMS).  the  Conference 
approved  a  number  of  changes  in  the 
PMO,  the  ordinance  which  specifies 
safety  standards  and  requirements  for 
milk  including  specific  provisions  for 
the  monitoring  of  milk  for  animal  drug 
residues.  One  of  these  changes  required 
that  the  milk  industry  begin,  on  January 
1, 1992.  to  screen  each  bulk  milk  pickup 
tanker  for  beta  lactam  residues  orior  to 
processing.  In  addition,  under  the 
change  in  the  PMO.  beginning  July  1, 
1992,  State  milk  officials  were  required 
to  audit  the  industry  monitoring 
program  by  conducting  their  own 
monitoring;  implementation  of  this 
requirement  is  still  ongoing.  The  PMO 
changes  provided  that,  following  an 
interim  period,  only  test  kits  that  were 
evaluatcKl  by  the  AOAC  and/or  accepted 
by  FDA  could  be  used  in  the  monitoring 
programs.  The  PMO  also  permits  FDA  to 
require  monitoring  for  additional  drug 
residues  when  it  determines  additional 
testing  is  needed. 

FDA  determined  that  the  PMO 
changes  could  not  be  implemented 
expeditiously  under  the  program 
announced  in  the  December  13. 1990. 
Federal  Register  notice.  Therefore.  FDA 
decided  to  set  aside  that  program  and 
enter  into  an  MOU  with  the  Institute. 
On  October  22, 1992,  FDA  executed 
an  MOU  with  the  Institute,  a  subsidiary 
of  AOAC  International,  which  provides 
for  FDA  evaluation  of  animal  drug  milk 
test  kits  submitted  to  the  Institute  for 
review  under  the  Institute's 
performance  testing  program.  Under  its 
program,  the  Institute  will  prescribe 
specific  studies  to  be  conducted  and 
submitted  by  test  kit  manufacturers.  The 
Institute  will  evaluate  the  submitted 
study  results,  and  it  will  design,  arrange 
for  the  conduct  of,  and  evaluate 
additional  testing  by  an  independent 
laboratory  in  order  to  verify  the  data 
provided  by  kit  manufacturers.  Under 
the  MOU.  the  Institute  will  provide  the 
data  from  the  kit  manufacturer  and 


laboratory  testing  to  FDA.  An  FDA 
scientist  will  evaluate  the  data  to 
determine  whether  the  test  kit  is 
acceptable  to  the  agency.  Such  kits  will 
be  recommended  by  the  agency  for  use 
in  PMO  monitoring  programs. 

While  the  agency  has  entered  into  this 
MOU  with  the  Institute,  the  agency  is 
not  precluded  from  entering  into  other 
arrangements  for  FDA  evaluation  of 
milk  test  kits.  For  example,  test  kit 
manufacturers  may  submit  the 
appropriate  data  directly  to  FDA  for 
evaluation.  Test  kit  manufacturers  are 
not  required  to  submit  their  test  kits  to 
the  Institute  as  a  prerequisite  for  FDA's 
evaluation  of  the  kits.      

In  accordance  with  21  CFR  20.108(c), 
which  states  that  all  written  agreements 
and  memoranda  of  understanding 
between  FDA  and  others  shall  be 
published  in  the  Federal  Register,  the 
agency  is  publishing  notice  of  this 
memorandum  of  understanding. 

Dated:  December  23, 1992. 
Gary  Dykstra, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

Memorandum  of  Understanding  Between  the 
AOAC  Research  Institute  and  the  U.S. 
Department  of  Health  and  Human  Services, 
Food  and  Drug  Administration,  Center  for 
Veterinary  Medicine 

/.  Purpose 

The  purpose  of  this  memorandum  of 
understanding  (MOU)  is  to  provide  for 
cooperation  between  the  AOAC  Research 
Institute  (Institute)  and  the  Center  for 
Veterinary  Medicine  (CVM),  Food  and  Drug 
Administration  (FDA)  in  evaluating  test  kits 
for  detecting  animal  drug  residues  in  milk. 
Test  kits  provide  the  means  for  State  and 
federal  regulatory  agencies  and  milk 
processors  to  screen  economically  and 
efficiently  large  quantities  of  milk  for  a  wide 
range  of  drug  residues.  In  addition,  the  use 
of  test  kits  by  the  veterinarian  or  milk 
producer  provides  the  means  to  preclude 
unsafe  milk  from  the  individual  treated  cow 
from  entering  the  food  chain.  However,  if  the 
use  of  these  lest  kits  is  to  provide  credible 
results,  the  tests  must  perform  reliably  and 
accurately. 

The  cooperation  between  the  Institute  and 
CVM/FDA  specified  in  this  MOU  is  designed 
to  result  in  test  kits  that  are  evaluated  by  the 
Institute  and  acceptable  to  CVM/FDA.  These 
kits  that  are  acceptable  to  CVM/FDA  will 
then  be  recommended  by  CVM/FDA  to  the 
Milk  Safety  Branch.  Center  for  Food  Safety 
and  Applied  Nutrition  (CFSAN),  FDA,  for 
subsequent  recommendation  to  State 
regulatory  agencies  to  monitor  for  animal 
drug  residues  in  grade  A  milk  as  specified  in 
the  Pasteurized  Milk  Ordinance  (PMO). 
These  kits  will  also  be  recommended  for  use 
in  monitoring  programs  by  State  regulatory 
agencies  for  "manufacturing"  grade  milk.  In 
addition,  test  kits  intended  for  use  by  the  kit 
manufacturer  on  milk  from  the  individual 
cow  will  also  he  evaluated  under  this 


program.  Kits  that  are  acceptable  to  CVM/ 
FDA  will  1)6  available  for  use  by  veterinarians 
and  milk  producers  in  monitoring  milk  from 
individually  treated  cows. 

//.  Background 

FDA's  responsibilities  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  include  the 
regulation  of  milk  shipped  in  interstate 
commerce.  FDA's  milk  safety  program  was 
initiated  in  ■>  46  at  the  request  of  the 
Conference  of  State  and  Territorial  Health 
Officers.  Since  that  time,  that  organization 
has  evolved  into  the  National  Conference  on 
Interstate  Milk  Shipments  (NQMS).  The 
NQMS  is  a  voluntary  organization  directed 
and  controlled  by  the  member  States.  In 
order  for  the  milk  industry  to  ship  milk 
interstate,  the  State  where  the  milk  originates 
must  participate  in  this  conference  and  pass 
laws  or  regulations  which  enact  the 
provisions  of  the  PMO.  The  PMO  sets  out 
standards,  requirements  and  procedures  that 
must  be  followed  to  ensure  the  safety  of  milk. 
All  fifty  States  and  Puerto  Rico  have  chosen 
to  participate  in  the  PMO.  FDA  collaborates 
with  the  NQMS  to  provide  a  system  of 
regulation  in  the  milk  industry. 

The  PMO  includes  specific  provisions 
regarding  the  monitoring  of  milk  for  animal 
drug  residues.  The  PMO  requires  that  each 
dairy  farm  be  represented  in  a  sampling 
program  and  tested  for  drug  residues  at  least 
four  times  in  each  six  month  period.  These 
tests  are  conducted  by  the  States.  This  is  in 
addition  to  the  requirement  that  the  industry 
test  each  bulk  milk  tanker  of  milk  for  beta 
lactams  before  it  is  processed.  Positive  results 
from  these  tests  result  in  direct  regulatory 
action  by  the  State  against  the  farm  involved. 
FDA  coordinates  with  the  NQMS  on  the 
implementation  of  State  monitoring  programs 
for  other  drugs. 

The  PMO  also  provides  for  the  use  by  the 
States  of  "methods  which  have  been 
evaluated  by  AOAC  and/or  accepted  by 
FDA"  as  one  method  for  monitoring  milk  for 
animal  drug  residues.  In  this  regard  the  PMO 
provides  that  "FDA  shall  review  the  AOAC 
evaluation  for  each  test  kit  and  make  a 
determination  as  to  the  acceptability  of  the 
use  of  the  method  in  accordance  with  all 
applicable  sections  of  the  [PMO]."  A  similar 
arrangement  between  the  States  and  the 
United  States  Department  of  Agriculture  - 
prescribes  for  use  of  AOAC  evaluated  and/or 
FDA  accepted  methods  for  the  State 
monitoring  of  "manufacturing"  grade  milk. 

Since  the  PMO  specifies  that  all  milk  test 
kits  must  be  accepted  by  FDA  before  use  in 
State  monitoring  programs,  the  Institute  and 
CVM/FDA  are  entering  into  this  MOU.  The 
Institute  recognizes,  as  does  CVM/FDA,  the 
importance  of  timely  evaluation  of  milk 
screening  tests.  This  timely  review  and  final 
acceptance  of  the  test  kits  by  FDA  is  the 
impetus  for  the  cooperation  described  in  this 
MOU.  This  cooperation  as  specified  in  this 
MOU  will  provide  for  CVM/FDA  to 
determine  whether  a  milk  test  kit  evaluated 
by  the  Institute  is  acceptable  to  FDA. 

The  AOAC  Research  Institute  is  a  non- 
profit subsidiary  of  AOAC  International 
(AOAC).  The  Institute  has  recently 
announced  its  intention  to  evaluate  test  kits 
through  a  test  kit  performance  testing 
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program.  The  purpose  of  this  program  is  to 
provide  an  independent  third-party  review  of 
manufacturers'  perfinmance  claims  for 
analytical  test  kits  including  those  intended 
to  detect  or  measure  animal  drug  residues  in 
milk.  This  MOU  applies  only  to  evaluation 
of  test  kits  for  analyzing  for  animal  drug 
residues  in  milk. 

As  for  test  kits,  AOAC  Research  Institute  is 
establishing  a  new  procedure  for  the 
evaluation  of  test  kits'  performance  that  is 
separate  from  the  ofBcial  AOAC  collaborative 
study  procedure.  AOAC  is  recognized 
internationally  as  the  raganization  which 
provides  the  mechanism  for  the  collaborative 
study,  validation  and  publication  of  reliable, 
official  methods  of  analysis.  FDA  accepts  and 
utilizes  AOAC  methods  for  regulatory 
enforcement  as  specified  in  21  CFR  2.19.  The 
PMO  also  provides  for  the  use  of  official 
AOAC  methods  by  the  States  for  monitoring 
milk  for  animal  drug  residues.  The  Institute's 
test  kit  evaluation  program,  however,  will  not 
qualify  tests  as  AOAC  OfGcial  Methods, 
rather  the  procedure  will  certify  the 
performance  characteristics  specified  by  the 
manufacturer  for  the  test  kit. 

Under  the  Institute's  program, 
manufacturers  who  elect  to  participate  in  the 
program  will  submit  data  to  the  Institute  to 
support  the  labeled  performance  claims  on 
the  specific  test  kit.  The  Institute  will  select 
expert  scientists  to  evaluate  those  data  to 
determine  whether  the  kit  meets  specific 
performance  criteria  for  the  intended  use. 
These  expert  scientists  will  be  selected 
worldwide  from  academia,  industry,  and 
government  based  on  the  scientist's 
individual  recognition  in  the  scientific 
community  for  his/her  expertise  in  the 
specinc  area  of  science.  The  Institute  will 
also  select  independent  testing  laboratories  to 
conduct  tests  of  each  test  kit  and  provide  the 
results  to  the  expert  reviewers  for  evaluation. 
The  Institute  will  grant  a  "PERFXDRMANCE 
TESTED"  status  to  test  kits  it  determines 
meet  specific  performance  criteria. 

To  integrate  CVM/FDA  acceptance  of  test 
kits  as  specifled  in  the  PMO  with  the 
Institute's  evaluation  of  the  test  kits,  the 
Institute  will  provide  the  manufacturers'  data 
and  the  laboratory  testing  data  to  CVM/FDA 
scientists  for  evaluation.  In  addition,  the 
Institute  and  CVM/FDA  will  jointly  develop 
protocols  for  laboratory  testing  of  the  test 
kits.  The  Institute  will  advise  manufacturers 
of  the  results  of  the  evaluation. 

CVM/FDA  is  particularly  interested  in  the 
performance  of  those  kits  which  claim  to 
detect  animal  drug  residues  in  milk.  This 
MOU  provides  one  means  for  the  milk  test 
kits  to  be  evaluated  by  CVM/FDA  such  that 
they  could  be  recommended  to  the  states,  by 
the  Milk  Safety  Branch,  CFSAN/FDA,  for 
regulatory  purposes.  Test  kits  intended  by 
the  kit  manufacturer  to  detect  animal  drug 
residues  in  the  milk  of  individually  treated 
cows  which  are  evaluated  in  the  Institute's 
program  and  accepted  by  CVM/FDA  will  be 
available  to  the  veterinarian  and  milk 
producer. 

ni.  Substance  of  the  Agreement 
A.  AOAC  Research  Institute  agrees  to: 
1.  Provide  data  submitted  to  the  Institute 
by  test  kit  manufacturers  and  data 


resulting  from  laboratoiy  tectlng  for 
CVM/FDA's  evaluation  of  the  test  kit  to 
CVM/FDA  scientists. 

2.  Provide  for  CVM/FDA  partidpatiou  in 
the  development  of  test  protocols. 

3.  Ensure  that  laboratory  testing  is 
conducted  in  accordance  with  CVM/FDA 
accepted  protocols. 

4.  Coordinate  the  CVM/FDA  test  kit 
evaluations  with  the  evaluations  of  the 
Institute  expert  scientists. 

5.  Provide  for  CVM/FDA  participation  in 
meetings  convened  of  Institute  expert 
scientists. 

6.  Advise  test  kit  manufacturers  of  the 
progress  and  results  of  the  CVM/FDA 
evaluation. 

B.  The  CVM/FDA  agrees  to: 

1.  Appoint  a  scientist  to  represent  FDA  for 
each  aimounced  Institute  test  kit  review 
under  the  AOAC  Research  Institute  Test 
Kit  Performance  Testing  Program.  This 
scientist  will  represent  the  Agency  in  all 
discussions  with  the  Institute  regarding 
test  kits  for  specific  dnig(s).  In  addition, 
this  scientist  will  be  supported  by  other 
Agency  scientists  in  the  review  of  data 
and  for  the  development  of  protocols  for 
the  evaluation  of  test  kits  for  monitoring 
drug  residues  in  milk  submitted  to  the 
AOAC  Research  Institute.  FDA  scientists 
will  perform  their  reviews  as  piart  of  their 
normal  duties  at  their  FDA  work 
locations. 

2.  Provide  the  Institute  with  parameten 
and  criteria  necessary  to  CVM/FDA  in 
the  evaluation  of  test  kits  for  monitoring 
drug  residues  in  milk. 

3.  If  requested  by  the  Institute  to  provide 
incuned  drug  residues  in  milk  or 
chemical  anidysis  of  milk  test  samples  to 
be  used  for  laboratory  testing  of  test  kits 
by  AOAC  Research  Institute,  a  minimum 
of  ninety  days  notice  shall  be  required 
for  CVM/FDA  to  provide  such  samples. 
The  request  for  incurred  drug  reside 
samples  in  milk  must  include  the  date 
required,  levels  of  residue  in  the  milk  as 
outlined  in  the  protocol,  number  of 
samples  of  each  level,  and  any  other 
information  which  may  be  a  part  of  the 
protocol. 

4.  If  the  label  claims  of  a  test  kit  are  such 
that  the  test  kit  is  not  intended  to  meet 
CVM/FDA  levels  of  residue  concern, 
then  CVM/FDA  would  decline  to 
participate  in  the  review  and  evaluation 
of  that  test  kit.  Such  test  kits  evaluated 
by  the  Institute  would  not  be  subject  to 
CVM/FDA  review  under  this  MOU. 

5.  CVM/FDA  agrees  to  provide  to  AOAC 
Research  Institute: 

a.  "Memorandtun  of  Initial  Review" 
This  memorandum  is  a  review  of  kit 
performance  claims  as  submitted  by  the 
manufactxirer  and  is  not  a  review  of  any  data. 
This  review  is  to  review  what  the  test  is 
claimed  to  detect  and  that  it  does  so  at  the 
tolerance  or  safe  level  set  by  CVM/FDA  for 
drug  residues  in  milk.  Possible  responses  by 
CVM/FDA  include  "unqualified  acceptance," 
"acceptance  contingent  on  changes  in 
labeling  reflecting  accuracy  of  ii^ormation 
and  adequate  directions  for  use," 
"acceptance  but  with  FDA  explaining 
limitations  to  the  expected  user  (States,  milk 


processor,  veterinarian,  or  milk  producer)," 
and  "non-acceptance  by  CVM/FDA"  with 
reasons  provided, 
b.  "Memorandum  of  Acceptance" 
This  memorandum  would  follow  the 
complete  CVM/FDA  review  and  analysis  of 
the  application  package,  data  submission, 
and  Institute  testing.  Possible  responses 
could  be  those  in  S.a.  above  or  "based  on  the 
CVM/FDA  review  of  the  labeling,  directions 
for  use,  data  submitted  by  the  kit  sponsor, 
and  data  from  Institute  testing,  CVM/FDA 
recommends  the  test  kit  for  use  by  the  (States 
and  milk  processors)  for  monitoring  milk  for 
(name  of  drug)." 
C  It  is  mutually  agreed  that: 

1.  This  agreement  is  limited  to  the 
evaluation  of  test  kits  intended  to  detect 
animal  drug  residues  in  milk. 

2.  CVM/FDA  does  not  take  any  position  on 
any  aspect  of  the  Institute's  program.  The 
Institute  decisions  regarding  its  program 
are  independent  decisions  without  CVM/ 
FDA  involvement. 

3.  CVM/FDA  is  not  bound  by  any  position 
the  Institute  may  take  as  a  result  of  the 
Institute's  evaluation  of  a  test  kil.  CVM/ 
FDA  decisions  are  independent 
decisions  with  the  information  provided 
by  the  Institute  as  specified  in  this  MOU 
being  considered. 

4.  The  Institute  is  not  boimd  by  any 
position  CVM/FDA  may  take  as  a  result 
of  CVM/FDA's  evaluation  of  a  test  kit. 
The  Institute's  decisions  are  independent 
with  the  CVM/FDA  input  being 
considered  as  specified  in  this  MOU. 

5.  The  Institute's  granting  a  test  kit  a 
"PERFORMANCE  TESTED"  status 
reflects  only  the  Institute's  acceptance  of 
the  kit  CVM/FDA's  acceptance  of  a  test 
kit  is  separate  and  apart  from  the 
"PERFORMANCE  TESTED"  status 
granted  by  the  Institute. 

6.  Either  party  on  their  own  initiative  may 
conduct  additional  research  as  it  deems 
appropriate  on  drug  residue  test  kits  for 
milk.  Following  a  determination  that  a 
drug  residue  test  kit  for  drug  residues  in 
milk  is  not  performing  in  an  acceptable 
manner  or  if  changes  are  needed  in 
labeling,  such  will  be  commimicated  to 
the  other  party  for  any  action  it  deems 
appropriate.  CVM/FDA,  on  its  own,  may 
take  any  action  deemed  appropriate  as  to 
the  status  of  any  test  kit  claimed  to 
detect  drug  residues  in  milk. 

A'.  Names  and  Addresses  of  Participating 
Agencies 

A.  AOAC  Research  Institute,  2200  Wilson 
Blvd.,  Suite  400,  Arlington.  VA  22201- 
3301. 

B.  Center  for  Veterinary  Medicine,  Food  and 
Drug  Administration,  7500  Standish  PI., 
Rockville.  MD  20855. 

V.  Liaison  Officers 

A.  Liaison  Officer  for  AOAC  Research 
Institute:  Mr.  Scott  G.  Coates,  Manager, 
AOAC  Research  Institute,  2200  Wilson 
Blvd.,  Suite  400,  Arlington,  VA  22201- 
3301.  Phone:  703-522-2529. 

B.  Liaison  Officer  for  Center  for  Veterinary 
Medicine:  Dr.  Joseph  A.  Settepani,  Center 
for  Veterinary  Medicine,  Food  &  Drug 
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■    AdminlstratioB.  Agricultural  RMeaich 
Center.  Beltsville.  MD  20706.  Phone:  301- 
504-8500. 

VI.  Period  of  Agreement 

This  agraemeot  becomes  afSactlve  upon 
acxeptance  by  both  parties  and  will  continue 
indefinitely.  It  may  be  modified  by  mutual 
written  consent  at  any  time.  It  may  be 
terminated  by  either  party  upon  a  30-day 
advance  written  notice  to  the  other  party  at 
the  address  listed  in  Section  IV. 

Approved  and  Accepted  for  the  AOAC 

Research  Institute 

By:  Scott  G.  Coates. 

Title:  Manager  AOAC  Research  Institute. 

Date:  October  22. 1992. 

Approved  and  Accepted  for  the  Food  and 
Drug  Administration 
By:  Ronald  G.  Chesemore, 
Title:  Associate  Commissioner  for  Regulatory 

Affoirs. 
Date:  October  22. 1992. 
[FR  Doc.  93-554  Filed  1-11-93;  8:45  am] 
eajJNO  CODE  41«»-«1-« 


(DociwtNo.92»MM22] 

Raju  Vegesna;  Propoaal  to  Debar; 
Opportunity  for  a  Hearir>g 

AGENCY:  Food  and  Drug  Administration. 
HHS. 

action:  Notice. 
summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
debar  Mr.  Raiu  Vegesna  under  section 
306(a)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (the  act)  (21  U.S.C. 
355a(a)).  FDA  bases  this  proposal  on  a 
finding  that  Mr.  Vegesna  was  convicted 
of  a  feltMiy  under  Federal  law  for 
conduct:  relating  to  the  development  or 
approval,  including  the  process  for 
development  or  approval,  of  a  drug 
product;  and  relating  to  the  regulation  of 
a  drug  product  tinder  the  act.  This 
notice  also  offers  an  opportunity  for  a 
hearing  on  the  proposal.  The  agency  is 
issuing  this  nolicd  in  the  Federal 
Register  because  it  is  imable  to  serve 
notice  by  certified  mail  on  Mr.  Vegesna. 
a  fugitive  who  has  fled  to  India. 
DATES:  Written  requests  for  a  hearing  by 
February  11. 1993;  information  in 
support  of  the  hearing  request  due  by 
March  15. 1993. 

ADDRESSES:  Submit  written  requests  for 
a  hearing  and  supporting  information  to 
the  Dockets  Management  Branch  (HFA- 
305),  Food  and  Drag  Administration, 
rm.  1-23. 12420  Parklawn  Dr., 
Rockville.  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Megan  L.  Foster.  Center  for  Drug 
Evaluation  and  Research  (HFD-366), 
Food  and  Drug  Administration,  7500 
Standish  PI.,  Rockville,  MD  20855.  301- 
;i95-«041. 


SUPPLEMENTARY  MFOnMATKM: 
I.  Conduct  Related  to  Convictioa 

Ch»  July  30, 1990,  the  United  States 
District  Court  for  the  District  of 
Maryland  accepted  Mr.  Vegesna's  plea 
of  guilty  and  entered  judgment  against 
him  for  two  counts  of  Interstate  Travel 
in  Aid  of  Racketeering;  aiding  and 
abetting,  a  Federal  felony  ofiuue  under 
18  U.S.C  1952  and  18  U.S.C  2.  The 
underlying  facts  supporting  these  fielony 
convictions  are  as  follows: 

From  1985  to  1990,  Mr.  Vegesna  was 
the  President,  Chief  Executive  Officer, 
and  a  major  stockholder  of  American 
Therapeutics,  Inc.  (ATI).  ATI.  a  generic 
drug  manufacturing  firm  in  New  York, 
regularly  submitted  drug  applications  to 
the  Division  of  Generic  Drugs  (DGD)  of 

FDA. 

DGD  was  responsible  for  reviewing 
applications  submitted  by  generic  drug 
manufacturers  seeking  FDA's  approval 
to^arket  their  products  to  the  public. 
The  division  had  fotu-  chemistry  review 
branches  that  reviewed  applications  to 
determine,  among  other  tilings,  whether 
the  manufacturing  procedures  and 
analytical  controls  described  in  the 
applications  were  adequate  to  asstue  the 
identity,  strength,  quality,  and  purity  of 
drug  products  for  which  FDA  approval 
was  being  sought.  This  determination  is 
essential  for  product  approval  vmder  the 
set 

During  the  time  that  Mr.  Vegesna  was 
the  President  of  ATI,  Mr.  Charles  Chang 
was  the  branch  chief  of  one  of  DC^'s 
chemistry  review  branches.  Mr.  Chang's 
branch  had  reviewed  and  approved 
several  generic  drug  applications 
submitted  by  ATI.  At  this  time,  Mr. 
Vegesna  provided  Mr.  Chang  with 
various  unlawful  benefits. 

One  of  these  unlawful  benefits 
provided  to  Mr.  Chang  was  a  firee  trip 
aroimd  the  world,  which  occurred 
during  the  summer  of  1987.  Mr.  Vegesna 
paid  for  Mr.  Chang's  airfare  to  and  major 
expenses  in  such  places  as  Hong  Kong, 
Bangkok,  and  London. 

Vfr.  Vegesna  also  purchased  furniture 
and  a  computer  for  Mr.  Chang  at  a  cost 
totaling  over  $9,000. 

In  return  for  these  benefits.  Mr. 
Chang,  who  supervised  the  review  of 
several  of  ATI's  applications, 
unlawfully  advanced  and  protected 
ATI's  interests  at  FDA.  Mr.  Chang 
assigned  ATI's  drug  applications  in 
such  a  way  as  to  assure  their  prompt 
reviews,  and  he  provided  Mr.  Vegesna 
with  information  regarding  the  status  of 
ATI's  applications  and  those  of  its 
competitors. 

On  February  27, 1990,  Mr.  Vegesna 
agreed  to  waive  indictment  and  to  plead 
guilty  to  a  criminal  information 


r>iyrgi ng  him  with  two  cotintfl  of 
interstate  travel  in  aid  of  radceteering: 
aiding  and  abetting,  in  violation  of  18 
U.S.C  1952  and  18  U.S.C  2. 

On  July  30. 1990.  the  United  States 
District  Court  for  the  District  of 
Maryland  convicted  and  sentenced  Mr. 
Vegesna  for  diese  oSenses. 

n.  FDA's  Fiadiag 

Section  306(a)(2)(A)  of  the  act  (21 
U.S.C  335a(a)(2)(A))  requires  debarment 
of  an  individual  if  FDA  finds  that  the 
individual  has  been  convicted  of  a 
felony  imder  Federal  law  for  conduct 
relating  to  the  development  or  approval, 
including  the  process  for  development 
or  approval,  of  any  drug  pniduct.  FDA 
finds  that  Mr.  Vegesna  was  convicted  erf 
a  felony  under  FMleral  law  for  conduct 
relating  to  the  development  and 
approval  of  ATI's  drug  products.  He  was 
convicted  of  a  fielony  offense  imder  18 
U.S.C.  1952  and  18  U.S.C.  2  for  causing 
travel  in  interstate  commerce  and  for 
causing  interstate  facilities  to  ship 
furniture  with  the  intent  to  carry  on  the 
unlawful  activity  of  giving  unlawful 
gratuities.  Mr.  Vegesna  gave  these 
gratuities  to  the  chemistry  review 
brandh  chief  who  was  responsible  for 
reviewing  ATI's  applications  to 
determine  whether  they  met  certain 
statutory  standards  for  approval. 

Section  306(a)(2)(B)  of  the  act  (21 
U.S.C  335a(a)(2)(B))  requires  debarment 
of  an  individual  if  FDA  finds  that  the 
individual  has  been  convicted  of  a 
felony  tmder  Federal  law  for  conduct 
relating  to  the  regulation  of  any  drug 
product.  Mr.  Vegesna's  convictions 
under  18  U.S.C.  1952  and  18  U.S.C  2 
were  for  illegal  conduct  relating  to  the 
regulation  of  ATI's  drug  products.  Mr. 
Vegesna.  the  President  of  ATI.  gave 
illegal  gratuities  to  Mr.  Charles  Chang, 
the  chemistry  review  branch  chief  who 
was  involved  in  the  regulation  of  ATI's 
drug  producU.  Under  section  306(1)(2) 
of  the  act  (21  U.S.C  335an){2)). 
debarment  is  mandatory  for  an 
individual  convicted  up  to  5  years  prior 
to  this  notice.  Section  306(c)(2)(A)(ii)  of 
the  act  (21  U.S.C.  335a(c)(2)(A)(ii)) 
requires  that  Mr.  Vegesna's  debarment 
be  permanent 

m.  Proposed  Action  and  Notice  of 
Opportunity  fior  a  Hearing 

Based  on  the  findings  discussed 
above,  FDA  proposes  to  issue  an  order 
under  section  306(a)(2)(A)  and  (a)(2)(B) 
of  the  act,  permanently  debarring  Mr. 
Vegesna  from  providing  services  in  any 
capacity  to  a  person  that  has  an 
approved  or  pending  drug  product 
application. 

bi  accordance  with  section  306  of  the 
act  and  21  CFR  part  12,  Mr.  Vegesna  is 
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hereby  given  an  opportunity  for  a 
hearing  to  show  why  he  should  not  be 
debarred.  Although  FDA  ordinarily  uses 
certified  letters  to  issue  proposals  to 
debar  with  notice  of  opportunity  for  a 
hearing,  this  document  is  being  issued 
in  the  Federal  Register  because  the 
agency  is  unable  to  serve  notice  on  Mr. 
Vegesna,  whose  whereabouts  are 
unknown. 

An  individual  who  decides  to  seek  a 
hearing  shall  file:  (1)  A  written  notice  of 
appearance  and  request  for  a  hearing  on 
or  before  February  11, 1993;  and  (2)  the 
information  relied  on  to  justify  a  hearing 
on  or  before  March  15.  1993.  The 
procedures  and  requirements  governing 
this  notice  of  opportunity  for  a  hearing, 
a  notice  of  appearance  and  request  for 
a  hearing,  information  and  analyses  to 
justify  a  hearing,  and  a  grant  or  denial 
of  a  hearing  are  contained  in  21  CFR 
part  12  and  section  306(i)  of  the  act  (21 
U.S.C.  335a(i)). 

The  failure  of  Mr.  Vegesna  to  file  a 
timely  written  notice  of  appearance  and 
request  for  a  hearing  constitutes  a 
waiver  of  any  right  to  an  opportunity  for 
a  hearing  concerning  his  debarment. 
Under  these  circumstances,  the  agency 
will  not  hold  a  hearing  and  will  issue 
the  debarment  order  as  proposed  in  this 
notice. 

A  request  for  a  hearing  may  not  rest 
upon  mere  allegations  or  denials  but 
must  present  specific  facts  showing  that 
there  is  a  genuine  and  substantial  issue 
of  fact  that  requires  a  hearing.  If  it 
conclusively  appears  from  the  face  of 
the  information  and  factual  analyses  in 
the  request  for  a  hearing  that  there  is  no 
genuine  and  substantial  issue  of  fact 
which  precludes  the  order  of 
debarment,  the  Commissioner  of  Food 
and  Drugs  will  enter  summary  judgment 
against  the  person  who  requests  the 
hearing,  making  findings  and 
conclusions,  and  denying  a  hearing. 

The  facts  imderiying  Mr.  Vegesna's 
convictions  are  not  at  issue  in  this 
proceeding.  The  only  material  issue  is 
whether  he  was  convicted  as  alleged  in 
this  notice  and,  if  so,  whether,  as  a 
matter  of  law,  this  conviction  mandates 
his  debarment. 

Mr.  Vegesna's  request  for  a  hearing, 
including  any  information  or  factual 
fflialyses  relied  on  to  justify  a  hearing, 
must  be  identified  with  Docket  No. 
92N-0422  and  sent  to  the  Dockets 
Management  Branch  (address  above). 
All  submissions  pursuant  to  this  notice 
of  opportunity  for  a  hearing  are  to  be 
filed  in  four  copies.  The  public 
availability  of  information  in  these 
submissions  is  governed  by  21  CFR 
10.20(j).  Publicly  available  submissions 
may  be  seen  in  the  Dockets  Management 


Branch  between  9  a.m.  and  4  p.in., 
Monday  throu^  Friday. 

This  notice  is  issued  ujider  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(sec.  306  (21  U.S.C  335a))  and  under 
authority  delegated  to  the  Deputy 
Commissioner  for  Operations  (21  CFR 
5.20). 

Dated:  December  29, 1992. 
Jane  E.  Henney, 

Deputy  Commissioner  for  Operations. 
IFR  Doc  93-€36  Filed  1-11-93;  8:45  am) 
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Health  Reaourcea  and  Servicea 
Adminiatration 

Rural  Health  Outreach  Grant  Program 

AGENCY:  Health  Resources  and  Services 
Administration  (HRSA).  PHS,  HHS. 
ACTION:  Notice  of  availability  of  funds. 

SUMMARY:  The  Office  of  Rural  Health 
Policy,  Health  Resources  and  Services 
Administration  (HRSA),  announces  that 
applications  are  being  accepted  for 
Rural  Health  Outreadi  Demonstration 
Grants  to  expand  or  enhance  the 
availability  of  essential  health  services 
in  rural  areas.  Awards  will  be  made 
from  funds  appropriated  under  Public 
Law  102-394  (HHS  Appropriation  Act 
for  FY  1993).  Grants  for  these  projects 
are  authorized  under  section  301  of  the 
Public  Health  Service  Act. 

National  Health  Objectives  for  the  Year 
2000 

The  Public  Health  Service  (PHS)  is 
committed  to  achieving  the  health 
promotion  and  disease  prevention 
objectives  of  Healthy  People  2000,  a 
PHS-led  national  activity  for  setting 
priority  areas.  The  Rural  Health 
Outreach  program  is  related  to  the 
priority  areas  for  health  promotion, 
health  protection  and  preventive 
services.  Potential  applicants  may 
obtain  a  copy  of  Healthy  People  2000 
^Full  Report:  Stock  No.  017-001-00474- 
C)  or  Healthy  People  (Summary  Report: 
Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Documents, 
Government  Printing  Office, 
Washington.  DC  20402-9325 
(Telephone  (202)  783-3238). 

Funds  Available 

Approximately  $24.5  million  is 
available  for  the  Outreach  Grant 
program  in  FY  1993.  Of  this  amount, 
approximately  $21.5  million  is  for 
noncompeting  continuances  and  $3 
million  will  be  available  to  support  new 
one-term  outreach  grants.  With  these 
fiinds,  the  Office  of  Rural  Health  Policy 
expects  to  make  approximately  15  new 


awards  for  one  year.  The  start  date  for 
new  projects  will  be  September  30, 
1993. 

Individual  grant  awards  under  this  . 
notice  will  be  limited  to  a  total  amount 
of  $300,000  (direct  and  indirect  costs) 
per  year.  Applications  for  smaller 
amoimts  aie  strongly  encouraged.  It  is 
expected  that  the  average  grant  award 
vrill  be  approximately  $180,000  for  one 
year.  Applicants  may  propose  project 
periods  for  up  to  three  years.  However, 
applicants  are  advised  that  continued 
funding  of  grants  beyond  the  periods 
supported  under  this  annoimcement  is 
subject  to  appropriation  of  funds  and 
assessment  of  grantee  performance. 
DATES:  Applications  for  the  program 
must  be  received  by  the  close  of 
business  on  May  1, 1993.  AppUcations 
must  be  received  by  the  Grants 
Management  Officer  at  the  address 
shown  below. 

Applications  shall  be  considered  as 
meeting  the  deadline  if  they  are  either 
(1)  received  on  or  before  the  deadline 
date;  or  (2)  postmarked  on  or  before  the 
deadline  date  and  received  in  time  for 
orderly  processing.  Applicants  must 
obtain  a  legible  dated  receipt  fit)m  a 
commercial  carrier  or  the  U.S.  Postal 
Service  in  lieu  of  a  postmark.  Private 
metered  postmarks  will  not  be 
acceptable  as  proof  of  timely  mailing. 
Late  applications  will  be  returned  to  the 
sender. 

ADDRESS:  Requests  for  .grant  application 
kits  and  additional  information 
regarding  business  or  fiscal  issues 
should  Iw  directed  to:  Opal  McCarthy, 
Grants  Management  Office,  Bureau  of 
Primary  Health  Care.  12100  Parklawn 
Drive.  Rockville,  Maryland  20857.  (301) 
443-5414.  The  standard  application 
form  and  general  instructions  for 
completing  applications  (Form  PHS-  . 
5161-1,  0MB  0937-0189)  have  been 
approved  by  the  Office  of  Management 
and  Budget 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  technical  or  programmatic 
information  on  this  announcement 
should  be  directed  to  Glenda  Koby, 
Office  of  Rural  Health  Policy,  room  9- 
05.  Parklawn  Building,  5600  Fishers 
Lane,  Rockville.  Maryland  20857.  (301) 
443-0835. 

SUPPLEMENTARY  INFORMATION: 

Program  Objectives 

The  purpose  of  the  program  is  to 
support  projects  that  demonstrate  new 
and  innovative  models  of  outreach  and 
health  care  services  delivery  in  rural 
areas  that  lack  basic  health  services. 
Grants  will  be  awarded  either  for  the 
direct  provision  of  health  services  to 
rural  populations,  especially  for  those 
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who  are  not  currently  receiving  them,  or 
to  enhance  access  to  and  utilization  of 
existing  available  services. 

Appficants  may  propose  projects  to 
address  the  needs  of  a  wide  range  of 
rural  population  groups  including  the 
poor,  the  elderly,  the  disabled,  pregnant 
women,  infants,  adolescents,  rural 
minority  populations,  and  rural 
populations  with  special  health  care 
needs.  Projects  should  be  responsive  to 
the  special  cuhural  and  linguistic  needs 
of  specific  populations.  The  following 
areas  are  of  special  interest. 
Applications  in  these  areas  are 
particularly  encouraged. 

1.  Projects  to  provide  ambulatory 
health  and/or  mental  health  or 
substance  abuse  services  in  Health 
Professions  Shortage  Areas  and  in 
frontier  areas. 

2.  Projects  to  provide,  enhance  or 
revitalize  emergency  medical  services  in 
rural  areas. 

3.  Projects  to  reduce  high  rates  of 
infant  mortality  in  rural  areas. 

4.  Projects  designed  to  reduce  high 
rates  of  suicide  and  depression  among 
rural  adolescents  through  the  provision 
of  mental,  social,  educational  and 
related  services. 

5.  Projects  to  enhance  the  health  and 
safety  of  farmers,  farm  families,  and 
migrant  and  seasonal  farm  workers 
through  direct  services. 

A  central  goal  of  the  demonstration 
program  is  to  develop  new  and 
innovative  models  for  more  effective 
integration  and  coordination  of  health 
services  in  rural  areas.  It  is  hoped  that 
some  of  these  models  will  prove 
significant  to  solving  rural  health 
problems  in  States,  regions  of  the 
country,  or  throughout  the  country.  In 
order  to  better  integrate  the  provision  of 
health  services  in  rural  areas, 
participation  in  the  program  requires 
the  formation  of  consortium 
arrangements  among  three  or  more 
separate  and  distinct  entities  to  carry 
out  the  demonstrations.  A  consortium 
must  be  composed  of  three  or  more 
existing  heahh  care  providers,  or  a 
combination  of  three  or  more  health 
care  and  social  service  providers. 
Individual  members  of  a  consortium 
might  include  such  entities  as  hospitals, 
public  health  agencies,  home  health 
providers,  mental  health  centers, 
substance  abuse  service  providers,  rural 
health  clinics,  social  service  agencies, 
health  profession  schools,  emergency 
service  providers,  community  and 
migrant  health  centers,  etc.  Strtmg 
consortium  arrangements  are  required 
in  which  the  roles  and  responsibilities 
of  each  member  organization  are  clearly 
defined,  wrhere  each  member 
contributes  significantly  to  the  goals  of 


the  project,  and  where  there  is  a  stitmg 
management  plan  for  operating  the 
consortium. 

The  HRSA  is  particularly  interested  in 
consortia  involving  primary  care 
providers  and  public  health 
organizations. 

Eligible  AppUcanU 

All  public  and  private  entities,  both 
nonprofit  and  for-profit  may  paitidpate 
as  members  of  a  consortivun 
arrangement  as  described  above. 
However,  a  grant  award  will  be  made  to 
only  one  entity  in  a  consortium.  The 
grant  recipient  must  be  a  nonprofit  or 
public  entity  which  meets  one  of  the 
three  requirements  stated  below. 

(1)  The  applicant  is  located  outside  of 
a  MetropoUtan  Statistical  Area  as 
defined  by  the  Office  of  Management 
and  Budget.  A  list  of  the  cities  and 
counties  that  are  designated  as  being 
within  a  Metropolitan  Statistical  Area 
will  be  included  with  the  application 
kit. 

(2)  The  applicant  is  located  in  a  rural 
census  tract  of  one  of  the  counties  listed 
in  Appendix  I  to  this  announcement. 
Although  each  of  these  counties  is  a 
Metropolitan  Statistical  Area,  or  part  of 
one.  large  parts  of  the  counties  are  rural. 
Organizations  located  in  these  rural 
areas  are  eligible  for  the  program.  Rural 
portions  of  these  counties  have  been 
identified  by  census  tract  since  this  is 
the  only  way  we  have  found  to  clearly 
differentiate  them  from  urban  areas  in 
the  large  counties.  Appendix  I  provides 
a  list  of  these  census  tracts  for  each 
county.  Appendix  II  includes  the 
telephone  numbers  for  regional  offices 
of  the  Census  Bureau.  Applicants  may 
call  these  offices  to  determine  the 
census  tract  in  which  they  are  located. 

(3)  The  applicant  is  an  organization 
that  is  constituted  exclusively  to 
provide  services  to  migrant  and  seasonal 
farmworkers  in  rural  areas  and  is 
supported  under  section  329  of  the 
Public  Health  Service  Act  These 
organizations  are  eligible  regardless  of 
the  urban  or  nu-al  location  of  their 
administrative  headquarters. 

Applications  from  organizations  that 
do  not  meet  one  of  the  three 
requirements  described  above  will  not 
be  reviewed. 

Review  Consideratioii 

Grant  applications  will  be  evaluated 
on  the  basis  of  the  following  criteria: 

(1)  The  extent  to  which  the  applicant 
has  proposed  a  new  and  innovative 
approach  to  heahh  care  in  the  rural  area. 

(2)  The  extent  to  which  the  applicant 
has  justified  and  documented  and 
need(s)  for  the  project  and  developed 


measurable  goals  and  objectives  for 
meeting  the  need(s). 

(3)  The  extent  to  which  the  applicant 
has  clearly  defined  the  roles  and 
responsibilities  for  each  member  of  the 
consortium  and  developed  a  wtwkable 
plan  for  managing  the  consortium's 
activities. 

(4)  The  reasonableness  of  the  budget 
proposed  for  the  project. 

(5)  The  extent  to  which  the  proposed 
project  would  be  ca|)able  of  replication 
in  rural  areas  with  similar  needs  and 
characteristics. 

(6)  The  level  of  local  commitment  and 
involvement  with  the  project,  including 
the  extent  of  cost  participation  by  the 
applicant  and/or  other  organizations, 
and  the  extent  to  which  the  project  will 
contribute  to  enhancing  the  local 
economy. 

(7)  The  feasibility  of  plans  to  continue 
the  project  after  federal  grant  support  is 
completed. 

(8)  The  strength  of  the  project 
evaluation  plan. 

The  HRSA  hopes  to  expand  the 
outreach  program  into  geographic  areas 
not  currently  served  by  the  program. 
Consequently.  HRSA  will  consider 
geographic  coverage  when  deciding 
which  approved  applications  to  fund. 
We  do  not  anticipate  supporting 
additional  projects  in  areas  that  are 
currently  funded  by  this  program. 


Other  Infiormation 

Grantees  will  be  required  to  use  at 
least  85  percent  of  the  total  amount 
awarded  for  outreach  and  care  services 
as  opposed  to  administrative  costs.  It  is 
also  required  that  more  than  50  percent 
of  the  funds  awarded  be  spent  in  rural 
areas.  Grant  funds  may  not  be  used  tea 
purchase,  construction  or  renovation  of 
real  property  or  to  support  the  delivery 
of  inpatient  services. 

Applicants  are  advised  that  the 
narrative  description  of  their  program 
and  the  budget  justification  may  not 
exceed  40  pages  in  length.  Applications 
that  exceed  the  40  page  limit  for  the 
program  narrative  and  budget 
justification  will  not  receive 
consideration.  All  applications  must  be 
typewritten  and  clearly  legible  with  no 
less  than  '/i"  margin  on  all  sides. 

Public  Health  System  Impact  Statement 

This  program  is  subject  to  the  Public 
Health  System  Reporting  Requirements. 
Reporting  requirements  have  been 
approved  by  the  Office  of  Management 
and  Budget— 0937-0195.  Under  these 
requirements,  the  community-based 
nongovernmental  applicant  must 
prepare  and  submit  a  Public  Health 
System  Impact  Statement  (PHSIS).  The 
PHSIS  is  intended  to  provide 
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inforraatitm  to  State  and  local  health 
officials  to  ke^  them  apprised  of 
proposed  health  services  grant 
appbcations  submitted  by  community- 
based  nongovernmental  organizations 
within  their  jurisdictions. 

Community-based  non-governmental 
applicants  are  required  to  submit  the 
following  information  to  the  head  of  the 
appropriate  State  and  local  health 
agencies  in  the  area(s)  to  be  impacted  no 
later  than  the  Federal  application 
receipt  due  date: 

a.  A  copy  of  the  face  page  of  the 
appUcation  (SF  424) 

b.  A  summary  of  the  project  PHSIS, 
not  to  exceed  one  page,  whidi  provides: 

(1)  A  description  of  the  population  to 
be  served. 

(2)  A  summary  of  the  services  to  be 
provided. 

(3)  A  description  of  the  coordination 
planned  with  the  appropriate  State  or 
local  health  agencies. 

Executive  Order  12372 

The  Rural  Health  Outreach  Grant 
Program  has  been  determined  to  be  a 
program  which  is  subject  to  the 
provisions  of  Executive  Order  12372 
concerning  intergovernmental  review  of 
Federal  programs  by  appropriate  heahh 
plaiming  agencies  an  implemented  by 
45  CFR  part  100.  Executive  Order  12372 
allows  States  the  option  of  setting  up  a 
system  for  reviewing  applications  from 
within  their  States  for  assistance  under 
certain  Federal  programs.  Applicants 
(other  than  federally  recognized  Indian 
tribal  governments)  should  contact  their 
State  Single  Point  of  Contact  (SPOCs).  a 
list  of  which  will  be  included  in 
application  kit,  as  early  as  possible  to 
alert  them  to  the  prospective 
applications  and  receive  any  necessary 
instructions  on  the  State  process.  For 
proposed  projects  serving  more  then  one 
State,  the  applicant  is  advised  to  contact 
the  SPOC  of  each  affected  State.  All 
SPOC  recommendations  should  be 
submitted  to  Opal  McCarthy,  Grants 
Management  Office,  Bureau  of  Health 
Care  Delivery  and  Assistance,  12100 
Parklawn  Drive,  Rockville,  Maryland 
20857,  (301)  443-5414.  The  due  date  for 
State  process  recommendations  is  60 
days  after  the  application  deadline  for 
new  and  competing  awards.  The 
granting  agency  does  not  guarantee  to 
"accommodate  or  explain"  for  State 
process  recommendations  it  receives 
after  that  date.  (See  pert  148. 
Intergovernmental  Review  of  PHS 
Programs  under  Executive  Order  12372 
and  45  CFR  part  100  for  a  description 
of  the  review  process  and  requirements. 

The  OMB  Catalog  of  Federal  Dootestic 
Assistance  number  is  93.912. 


Dated:  December  4, 1992. 
|ohn  H.  Kabo, 

Acting  Administrator. 

Appendix  I 

*  Census  tract  oumben  are  shown  balotr 

each  county  name. 

STATE 
County 
Tract  number 


Baldwin 

0101 

0102 

0106 

0110 


Maricopa 

0101 

0405.02 

0507 


Butte 

0024 

002S 

0026 

0027 

0028 

0029 

0030 

0031 

0032 

0033 

0034 

0035 

0036 

El  Dorado 

0301.01 

0301.02 

0302 

0303 

0304.01 

0304.02 

0305.01 

0305.02 

0305.03 

0306 

0310 

0311 

0312 

0313 

0314 

0315 

Fresno 

0040 

0063 

0064.01 

0064.03 

0065 

0066 

0067 

006S 

0071 

0072 

0073 

0074 

0077 

0078 

0079 

0080 

ooei 
ooez 

0083 

0084.01 

0084.02 

0033.01 
0033.02 


ALABAMA 

0114 
Oils 

one 

Uobih 
0059 

ARIZONA 

0611 
0822.02 
5228 
7233 

CALIFOSNIA 

0034 
003S 

0036 

0037 

0040 

0041 

0042 

0043 

0044 

0045 

0046 

0047 

0048      . 

0049 

0050 

0051.01 

0052 

0053 

0054 

0055.01 

0055.02 

0056 

0057 

0058 

0059 

0060 

0061 

0063 

Ijos  Angeles 

5990 

5991 

9001 

9002     - 

9004 

9012.02 

9100 

9101 

9108.02 

9109 

9110 

9200.01 

9201 

9202 

9203.03 

9301 

Monterey 

0109 

OllZ 

0113 

0114.01 

0114.02 

0115 

Pliicer 

0201.01 

taatja 


0072.02 

Tutcalo»m 

0107 


Pima 
0044.05 


021S 
0217 
0218 
0220 

Bivetside 
0421 
0427.02 
0427  J>3 
0429 


0431 
0432 
0444 

0452.02 
0453 
0454 
0455 
0456.01 
0456.02 
0457.01 
0457.02 
0458 
0459 
0460 
0461 
0462 

San  Bernardino 
0069.01 
0089.02 
0090.01 
0090.02 
0091.01 
0091.02 
0093 
0094 
0095 
0096.01 
0096.02 
0096.03 
0097.01 
0097.03 
0097.04 
0098 
0099 
0100.01 
0100.02 
0102.01 
0102.02 
0103 
•  0104.01 
0104.02 
0104.03 
0105 
0106 


0107 
SanDiego 

0189.02 

0190 

0191.01 

0208 

0209.01 

0209.02 

0210 

0212i>l 

0212.02 

0213 

San  ^foquin 

0040 

0044 

0045 

0052.01 

0052.02 

0053.02 

0053J>3 

0053.04 

0054 

0055 


Adams 

0084 

0085.13 

0087.01 

El  Paso 

0038 

0039.01 

0046 


CMIiot 

0111 

0112 

0113 

0114 

Dade 

0115 

Marion 

0002 

0004 

0005 

0027 

Osceola 

0401.01 

0401.02 

0402.01 

0402.02 

0403.01 


Butler 
0201 


Bapides 

0106 

0135 


SI. 

0105 

0112 

0113 

0114 

0121 

0122 

0123 

0124 

0125 

0126 

0127 

0128 


Cascade 
0105 


I  awooiD 

0018 

0010.03 

Santa  dam 

5117.04 

SUB 

S12S.01 

9127 

Shasta 

0126 

0127 

1504 


0035 

0036  05 

0037 

0038 

0039.01 

0039.02 

TkJom 

0002 


0004 


1506JM 

1537.01 

1541 

1542 

1543 

Stonuiaiic 

0001 

0002.01 

0032 

0033     - 

0034 

CXXjOKADO 

Larimer 

0014 

0017.02 

0019.02 

0020.01 

0022 

PueMo 

0028.04 

FLOKBDA 

0403.02 

0404 

0405.01 

0405.02 

0405.03 

0405.05 

0406 

Palm  Beach 

0079.01 

0079.02 

0080.01 

0080.02 

0081.01 

0081.02 

0082.01 

0082.02 

0082.03 

0083.01 

KANSAS 

0203 
0204 

LOUISIANA 

0136 

Terreborute 

0122 

MINNESOTA 

0129 

0130 

0131 

0132 

0133 

0134 

0135 

0137.01 

0137.02 

0138 

0139 

0141 

0151 

MONTANA 

Ydlowttoim 
OOIS 


0006 

0007 
0026 


0040 
0043 

0044 

Ventura 

0001 

0002 

0046 

0075.01 


0032 

0034 

Weld 

0019.02 

0020 

0024 

0025.01 

0025.02 


0083.02 

Polk 

0125 

0126 

0127 

0142 

0143 

0144 

0152 

0154 

0155 

0156 

0157 

0158 

0159 

0160 

0161 


0205 
0209 


0123 


0152 

0153 

0154 

0155 

Steams 

0103 

0105 

0106 

0107 

0108 

0109 

0110 

0111 


0016 
0019 
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Oark 
J057 

oosa 

OOSS 


Dona  Ana 

0014 

0019 


Heikimer 
0101 
010S.02 
0107 


BuHeigh 
0114 
0115 
CnndFoAs 


Osage 

0103 

0104 


Chckomas 

0235 

0236 

0239 

0240 

0241 

0243 


Lycoming 
Penninglon 


Bexar 

1720 

1821 

1916 

Bmoiia 

0606 

0609 

0610 

0611 

0612 

0613 

0614 

0615 

0616 

0617 

0618 


Bmton 

0116 

0117 

0118 

0119 

0120 

Fianklin 

0208 

King 

0327 

0328 

0330 

0331 


Douglas 

0303 

Marathon 


NEVADA 

Washoe 
0031.04 
0032 
0033.01 


WYONONG 


0033.02 
0033.03 
0033.04 
0034 


NEW  MEXICO 

Sonio  Fe  0103.01 

0101 

0102 


NEW  YORK 

0106' 
0109 
0110.01 
0110.02 


0111 
0112 
0113.01 


NORTH  DAKOTA 


0114 
OllS 
0116 
0118 

OKLAHOMA 

0105 
0106 
0107 

OREGON 

fockson 

0024 

0027 

lane 

0001 

0005 

0007.01 


Morion 
0205 


0108 


0007.02 

00O8 

0013 

0014 

0015 

0016 


PENNSYLVANIA 

0101  0102 

SOUTH  DAKOTA 

0116  0117 


TEXAS 

0619 

0620.01 

0620.02 

0621 

0622 

0623 

0624 

0625.01 

0625.02 

0625.03 

0626.01 

0626.02 

0627 

0028 

0628 

0630 

WASHINGTON 

Snohomish 

0532 

0530 

0S37 

0538 

Spokane 

0101 

0102 

0103.01 

0103.02 

0133 

0143 

Whatcom 

WISCONSIN 

0017 
0018 
0020 


0631 

0632 

Harris 

0354 

0544 

0546 

Hidalgo 

0223 

0224 

0225 

0226 

0227 

0228 

0230 

0231 

0243 


0110 

Yakima 

0018 

0019 

0020 

0021 

0022 

0023 

0024 

0025 

0026 


0021 
0022 
0023 


lawmie 
0016 


0017 
0018 


Appendix  n 

Boraau  of  the  Census  Regional  Infonnation 

Service 

Atlanta.  GA    404-730-3957 
Alabama.  Florida.  Georgia 
Boston.  MA    617-565-7078 
Connecticut,  Maine.  Massachusetts,  New 
Hampshire.  Rhode  Island,  Vermont. 
Upstate  New  York 
Charlotte.  NC    704-344-6144 
Kentucky,  North  Carolina.  South  Carolina. 
Tennessee,  Virginia 
Oiicago,  IL    708-409-4617 

Illinois,  Indiana,  Wisconsin 
Dallas,  TX    214-767-7105 

Louisiana,  Mississippi,  Texas 
Denver,  CO    303-969-7750 
Arizona,  Colorado,  Nebraska,  New  Mexico, 
North  Dakota,  South  Dakota,  Utah. 
Wyoming 
Detroit,  MI     313-354-4654 

Michigan,  Ohio,  West  Virginia 
Kansas  City.  KS    91 3-236-371 1 
Arkansas,  Iowa,  Kansas,  Missouri,  New 
Mexico,  Oklahoma 
Los  Angeles.  CA    818-904-6339 

California 
New  York,  NY    212-264-4730 
Brookly,  Bronx,  Manhattan,  Queens,  Staten 
Island.  Nassau  Co..  Orange  Co.,  Suffolk 
Co.,  Rockland  Co..  Westchester  Co. 
Philadelphia.  PA    215-597-8318 
Delaware,  District  of  Colxunbia,  Maryland, 
New  Jersey,  Pennsylvania 
Seattle,  WA    20fr-72ft-5314 
Idaho,  Montana,  Nevada,  Oregon, 
Washington 
(FR  Doc  93-620  Filed  1-11-93;  8:45  am) 
MUING  COOC  41t0-1i-4l 


Duration  of  this  committee  is 
continuing  unless  formally  detonnined 
by  the  Director,  NIH.  that  termination 
would  be  in  the  best  public  interest 

Dated.  January  4. 1993. 
Bemadine  Healy, 

Director,  National  Institutes  of  Health. 
(FR  Doc.  93-579  Filed  1-11-93;  8:45  am] 

MLUNO  COOC  4140-»Mi 


National  Institute*  of  Health 
Establishment 

Piusuant  to  the  Federal  Advisory 
Committee  Act  of  October  6. 1972  (Pub. 
L.  92-463.  86  Stat.  770-776)  and  section 
402(b)(6).  of  the  Public  Health  Service 
Act.  as  amended  (42  U.S.  Code 
282(b)(6).  the  Director.  National 
Institutes  of  Health  (NIH).  announces 
the  establishment  of  the  National 
Institute  on  Deafness  and  Other 
Communication  Disorders  Special 
Emphasis  Panel. 

The  National  Institute  on  Deahiess 
and  Other  Communication  Disorders 
Special  Emphasis  Panel  will  advise  the 
Director.  National  Institutes  of  Health, 
and  the  Director  of  the  National  Institute 
on  Deafness  and  Other  Communication 
Disorders  regarding  research  grant  and 
cooperative  agreement  applications  and 
contract  pi'oposals,  relating  to 
communication  sciences  and  disorders, 
such  as  hearing,  balance,  smell,  taste, 
voice,  speech  and  language. 


National  Institute  of  Allergy  and 
Infectioua  Diseases:  Meeting:  AIDS 
Research  Advisory  Committee,  NIAID 

Pursuant  to  Public  Law  92-463. 
notice  is  hereby  given  of  the  meeting  of 
the  AIDS  Researdi  Advisory  Committee, 
National  histitute  of  Allergy  and 
Infectious  Diseases,  on  February  9-10, 
1993.  in  the  Versailles  Ballroom  of  the 
Holiday  Inn,  8120  Wisconsin  Avenue, 
BeUiesda,  Maryland  20814. 

The  entire  meeting  will  be  open  to  the 
public  from  8  a.m.  tmtil  recess  on 
February  9  and  from  8:30  a.m.  until 
adjournment  on  February  10.  The  AIDS 
Research  Advisory  Committee  (ARAC) 
advises  and  makes  reconunendations  to 
the  Director.  National  Institute  of 
Allergy  and  Infectious  Diseases,  on  all 
aspects  of  research  on  HIV  and  AIDS 
related  to  the  mission  of  the  Division  of 
AIDS  (DAIDS). 

The  Committee  will  provide  advice 
on  scientific  priorities,  policy,  and 
program  balance  at  the  Division  level. 
The  Committee  will  specifically  focus 
on  plans  for  research  in  vaccines, 
opportunistic  infections  and  antiviral 
treatment,  and  provide  concept 
clearance  for  proposed  research 
initiatives.  Attendance  by  the  public 
will  be  limited  to  space  available. 
Ms.  Patricia  Randall,  Office  of 
Communications.  National  Institute  of 
Allergy  and  Infectious  Diseases, 
Building  31.  room  7A32,  National 
Institutes  of  Health.  Bethesda,  Maryland 
20892.  telephone  301^96-5717.  will 
provide  a  summary  of  the  meeting  and 
a  roster  of  the  committee  members  upon 
request. 

Jean  S.  Noe,  Executive  Secretary, 
AHDS  Research  Advisory  Committee, 
DAIDS.  NLMD.  NIH.  Solar  Building. 
Room  2A22.  telephone  301-496-0545, 
will  provide  substantive  program 
information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  93.855,  Immunology,  Allergic 
and  Immunologic  Diseases  Research;  93.856. 
Microbiology  and  Infectious  Diseases 
Research.  National  Institutes  of  Health). 


.1     n :-• I     \t^t       CO 
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DttBd:  Juiuaiy  4, 1«»3. 
Sumo  K.  Feldmui, 

Committee  Management  Offher,  NIH. 
[FR  Doc  9i-680  Filed  1-11-03;  8:45  ami 
BILUNQ  CODE  414e-M-M 


Notf  onal  Institute  of  Diabetes  and 
Digesdve  and  Kidney  DIseeses; 
Meeting:  The  Nstional  Kidney  and 
Urdogic  Diseases  Advisory  Board 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  National  Kidney  and  Urologic 
Dise.ises  Advisory  Board  on  February 
22, 1993.  The  meeting  will  begin  at 
approximately  8  a.m.  and  adjourn  by  5 
p.m.  The  Board  will  meet  at  the  Crystal 
Gateway  Marriott,  1700  Jefferson  Davis 
Highway.  Arlington,  Virginia.  The 
meeting,  which  will  be  open  to  the 
public,  is  being  held  to  discuss  the 
future  activities  of  the  Board. 
Attendance  by  the  public  will  be  limited 
to  space  available. 

Dr.  Ralph  Bain,  Executive  Director, 
National  Kidney  and  Urologic  EHseases 
Advisory  Board,  1801  Roclcville  Pike, 
suite  500,  Rockville,  Maryland  20852, 
(301)  496-6045,  will  provide  on  request 
an  agenda  and  roster  of  the  membera. 
Summaries  of  the  meeting  may  also  be 
obtained  by  contacting  his  office. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.847-849,  Diabetes,  Endocrine 
and  Metabolic  Diseases;  Digestive  Diseases 
and  Nutrition;  and  iGdney  Diseases,  Urology 
and  Hematology  Research,  National  Institutes 
of  Health.) 

Dbted:  January  4, 1993. 
Sasao  K.  Fddman, 
Committee  Management  Officer.  NIH 
[FR  Doc.  93-581  Filed  1-11-93:  8:45  am] 

BtLUNG  CODE  4140-01-4I 


Public  Heattti  Service 

Centers  for  Disease  Control;  Statement 
of  Organization,  Functions,  end 
Delegations  of  Authority 

Part  H,  Chapter  HC  (Centers  for 
Disease  Control)  of  the  Statement  of 
Organization,  Fimctions,  and 
Delegations  of  Authority  of  the 
Department  of  Health  and  Human 
Services  (45  FR  67772-67776.  dated 
October  14, 1980.  and  corrected  at  45  FR 
69296,  October  20, 1980,  as  amended 
most  recently  at  57  FR  40688-40689, 
dated  September  4,  1992)  is  amended  to 
reflect  the  name  change  for  the  Centers 
for  Disease  Control  to  the  Centers  for 
Disease  Control  and  Prevention  (GDC) 
pursuant  to  the  enactment  of  the 
Preventive  Health  ABtendraoits  of  1992. 
Cop^vss  also  specified  that  the  Centers 


for  Disease  Control  and  Prevention 
(CDC)  woukl  continue  to  be  recognized 
by  the  initials  CDC.  This  notice  also 
revises  the  list  of  officials  in  the  Order 
of  Succession. 

Section  HC-B.  Organization  and 
Functions,  is  hereby  amended  as 
follows: 

Change  the  name  of  the  Canters  for 
Disease  Control  by  adding  the  words 
"and  Preventi<Hi"  to  the  title.  In  practice 
the  foUcnring  title  will  be  used:  "Centers 
for  Disease  Control  and  Prevention 
(CDC)".  In  the  missicHi  statement. 
change  the  reference  to  the  Centers  for 
Disease  Control  by  adding  the  words 
"and  Prevention." 

Section  HC-C,  Order  of  Succession. 
After  the  first  sentence,  delete  the  listing 
of  officials  and  substitute  the  following: 
(1)  Deputy  I^rector,  (2)  Associate 
Director  for  Management  and 
Operations,  (3)  Assistant  Director  for 
Policy,  Plaiming,  and  Evaluation,  (4) 
Associate  Director  for  Policy 
Coordination,  (5)  Associate  Director  for 
Minority  Health,  (6)  Associate  Director 
for  International  Health,  (7)  Associate 
Director  for  Science,  (8)  Associate 
Director  for  HIV/ AIDS. 

Dated:  January  4, 1993. 
Louis  W.  Sullivan, 
Secretary. 
[FR  Doc  93-616  Filed  1-11-93;  8:45  ami 

BtLUNO  CODE  41«»-1»-M 


DEPARTMENT  OF  THE  INTERtOR 

Office  Of  the  Secretary 

National  Cooperative  Geologic 
Mapping  Program  Advisory 
Committee;  Establiahment 

This  notice  is  published  in 
accordance  with  section  9(a)(2)  of  the 
Federal  Advisory  Committee  Act  (Pub. 
L.  92-463),  5  U.S.C.  app.  (1988). 
Pursuant  to  Public  Law  102-285.  the 
Geologic  Mapping  Act  of  1992,  the 
United  States  Geological  Survey  (USGS) 
gives  notice  of  the  establishment  of  an 
Advisory  Committee  for  the  National 
Cooperative  Geologic  Mapping  Program. 

The  Committee  is  established  to  [a) 
review  and  critique  the  draft 
implementation  plan  prepared  by  the 
Director;  (b)  review  the  scientific 
progress  of  the  geologic  mapping 
program;  and  (c)  Submit  an  annual 
report  to  the  Secretary  that  evaluates  the 
progress  of  the  Federal  and  State 
mapping  activities  and  evaluates  the 
progress  made  toward  fulfilling  the 
purposes  of  the  Geologic  Mapping  Act 
of  1992.  The  panel  will  function  steely 
as  an  advisory  body  and  in  compliance 
with  provisions  of  the  Federal  Advisory 


Committee  Act  The  Charter  will  be 
filed  under  the  Act  fifteen  days  from  the 
date  of  publication  of  this  notice. 

Further  iofonnatim  regarding  the 
Advisory  Committee  may  be  obtained 
from  the  EKiector .  U.S.  Geological 
Survey,  Department  of  the  Interior, 
12201  Sunrise  Valley  Drive.  Reston, 
Virginia  22002. 

Certification  of  establishment  is 
published  below. 

Certificaliea 

I  hereby  certify  that  the  establishment 
of  the  Advisory  Committee  for  the 
National  Cooperative  Geolo^c  Mapping 
Program  is  necessary  and  in  the  public 
interest  in  connection  with  performance 
of  duties  imposed  on  the  DejMitment  of 
the  Interior  by  43  U.S.C.  31  and  section 
4  of  Public  Law  102-285  (the  National 
Geologic  Mapping  Act  of  1992). 

Dated:  December  30, 1992. 
Manuel  L^jan,  Jr., 
Secretary  of  the  Interior. 
(FR  Doc.  93-598  Filed  1-11-93;  8:45  am] 
BILUNa  CODE  4310-ai-H 


Fish  and  Wildlife  Servioa 

Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Paperwortt 
Reduction  Act 

The  proposal  for  the  collection  of 
information  listj9d  below  has  been 
submitted  to  the  Office  of  Management 
and  Budget  (0MB)  for  approval  under 
the  provisions  of  the  Paperworic 
Reduction  Act  (44  U.S.C.  chapter  35). 
Copies  of  the  proposed  information 
collection  requirement  and  related 
forms  and  explanatory  material  may  be 
obtained  by  contacting  the  Service's 
clearance  officer  at  the  phone  nimiber 
listed  below.  Comments  and  suggestions 
on  the  requirement  should  be  made 
directly  to  the  Service  Clearance  Officer 
and  the  Office  of  Management  and 
Budget.  Paperwork  Reduction  Project 
(FWS-0002)  Washington,  DC  20503, 
telephone  202-395-7340. 
Title:  Survey  to  Assess  the  Public 
Knowledge  of  Anadromous  Fish  in 
the  Klamath  River  Basin 
OMB  Approval  Number:  N/A 
Abstract-  The  Kalamath  River  Basin 
Fisheries  Task  Force  is  authorized  to 
administer  the  Klamath  restoration 
program.  An  important  part  of  such 
restoration  program  is  to  educate  the 
public  on  (1)  the  various  activities 
that  are  being  funded,  or  acted  upon 
by  the  restoration  program:  and  (2)  the 
life  history  and  environmental 
requirements  of  anadromous  fish.  The 
information  collection  will  be  used  to 
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assess  the  knowledge  of  the  general 
public,  special  interest  groups,  and 
school  d^ldran.  Such  information 
will  be  \ised  to  determine  the  specific 
educational  needs  of  the  local  people 
of  the  Klamath  River  Basin,  and  to 
develop  correctly  targeted  public 
communication  and  educational 
materials  for  teaching  people  about 
anadromous  salmonids  in  the 
Klamath  Basin. 
Service  Form  Number:  None. 
Frequency:  One-time  sxirvey. 
Description  of  Respondents: 

Individuals  and  households. 
Estimated  Completion  Time:  15 

minutes  per  response. 
Annual  Responses:  1.500. 
Annual  Burden  Hours:  375. 
Sennoe  Clearance  Officer:  James  E. 

Pinkerton.  703-358-1943  Mail  Stop— 

224  Arlington  Square,  U.S.  Fish  and 

Wildlife  Service.  Washington.  DC 

20240. 
Dated:  December  4. 1992. 

Gary  Edwards. 

Assistant  Director— Fisheries. 

IFR  Doc  93-557  Filed  1-11-93;  8:45  ami 

BILUNO  COOe  43ie-6»-M 


This  public  land  is  within  an  area 
cuirently  identified  in  the  Lahontan  RMP  for 
retention  in  federal  ownership  tor  multiple 


Bureau  of  Land  Management 

INV-930-03-4210-05:  M-552961 

Intent  To  Prepare  a  Planning 
Amendment  to  the  Lahontan  Resource 
Management  Plan 

agency:  Bureau  of  Land  Management, 

biterior. 

ACTION:  Notice  of  Intent  to  prepare  a 

plan  amendment  and  an  Environmental 

Assessment  (EA)  and  invitation  for 

public  participation. 


SUMMARY:  The  Carson  City  District 
proposes  to  amend  the  District's 
Lahontan  Resource  Management  Plan 
(RMP)  in  order  to  provide  for  a  golf 
course  and  regional  park  complex 
proposed  for  development  in  the 
Spanish  Springs  Valley  area  of  Washoe 
County,  approximately  5  miles 
northeast  of  Sparks.  Nevada.  The  City  of 
Sparks  has  applied  under  the  authority 
of  the  Recreation  and  Public  Purposes 
Act  of  1926  (43  U.S.C.  869  et  seq.)  for 
lease  and  eventual  purchase  of  449.28 
acres  of  pubUc  land  for  development 
and  operation  of  these  facilities.  The 
public  land  proposed  for  least  and 
eventual  purchase  is  described  as 
follows: 

Monnt  Diablo  Meridian 

T.  20N.,R.  21E.. 

Sec.  18,  Lots  1-4,  NEV«NEV«,  WViE^/z, 
SE'ASEV*. 


uses. 

DATES  AND  ADDRESSES:  For  a  period  of 
30  days  from  the  date  of  pubUcation  of 
this  notice  in  the  Federal  Register, 
interested  persons  may  submit 
comments  regarding  the  proposed  plan 
amendment  and  environmental 
assessment  to  the  District  Manager. 
Carson  Qty  District  Office.  1535  Hot 
Springs  Road,  suite  300.  Carson  City, 
Nevada  89706. 
SUFPIEMENTARY  INFORMATION:  The  public 
is  invited  to  participate  in  the 
identification  of  issues  related  to  the 
proposed  lease  and  eventual  purchase  of 
the  subject  land  to  the  City  of  Sparks  for 
development  and  operation  of  a  golf 
course  and  regional  park  complex. 
Anticipated  issues  include: 

(1)  Transfer  of  public  land  out  of 
Federal  ownership. 

(2)  Change  in  character  and  use  of 
land  from  undeveloped  open  space 
utilized  mainly  for  dispersed  recreation 
activities  and  livestock  grazing  to  a  golf 
course  and  regional  park  complex. 

(3)  Potential  impacts  to  livestock 
grazing  and  cultural  resources. 

(4)  Potential  impacts  to  adjacent 
landowners. 

Planning  documents  and  other  pertinent 
materials  may  be  examined  at  the 
Carson  City  District  Office  between  7:30 
a.m.  and  4:15  p.m.  Monday  through 
Friday. 

Dated  this  28th  day  of  December,  1992. 
Karl  Kipping. 
Acting  District  Manager. 
(FR  Doc.  93-556  Filed  1-11-93;  8:45  ami 
aaimc  cooc  4310-MC-M 


should  be  submitted  by  January  27, 

1993. 

Carol  D.  ShuU. 

Chief  of  Registration,  National  Register 

ALABAMA 

Lauderdala  County 

Walnut  Street  Historic  District  (Boundary 
Increase).  415—609  N.  Poplar  St.  (odd 
numbers).  Florence.  92001836 

Perry  County 

West  Marion  Historic  District,  Routhly 
bounded  by  W.  Ufayette  St.,  Washington 
St..  Murfroe  Ave..  College  St.  and  Margin 
St.,  Marion.  92001844 

COLORADO 

Qear  Creek  County 

Mint  Saloon.  13  E,  Park  Ave.  (US  40). 
Empire,  92001845 

Custer  County 

Westcliffe  Jail.  116  Second  St..  Westcliffe. 
92001846 

Douglas  County 

Hammar,  Benjamin.  House,  203  Cantril  St.. 


National  Park  Service 

National  Register  of  Historic  Places; 
Pending  Nominations 

Nominations  for  the  following 
properties  being  considered  for  listing 
in  the  National  Register  were  received 
by  the  National  Park  Service  before 
January  1. 1993.  Pursuant  to  §60.13  of 
36  CFR  part  60  written,  comments 
concerning  the  significance  of  these 
properties  under  the  National  Register 
criteria  for  evaluation  may  be  forwarded 
to  the  National  Register.  National  Park 
Service.  P.O.  Box  37127.  Washington. 
DC  20013-7127.  Written  comments 


Castle  Rock.  92001847 

lefferson  County 

Camp  George  West  Historic  District  (Camp 
George  West  MPS).  15000  S.  Golden  Rd., 
Golden  vicinity.  92001865 

Mesa  County 

Coates  Creek  Schoolhouse,  D  S  Rd.  16  mi.  W 
of  Glade  Park,  Glade  Park  vicinity, 
92001839 

Weld  County 

Milne  Farm  (Historic  Farms  and  Ranches  in 
Weld  County  MPS).  18457  CO  392,  Lucerne 
vicinity,  92001840 

FLORTOA 

Volusia  County 

Barberville  Central  High  School,  1776 
LightfoQt  Ln..  Barberville,  92001838 

ILUNOIS 

Cook  County 

Groesbeck,  Abraham,  House,  1304  W. 
Washington  Blvd..  Chicago.  92001841 

Greene  County 

White  Hall  Historic  District  (Boundary 
Increase),  120  S.  Jacksonville  St.,  White 
Hall,  92001837 

Kane  County 

Gridley,  Mrs..  A.W..  House.  637  N.  Batavia 
Ave..  Batavia,  92001850 

Ogle  County 

Barber,  Bryant  H.  and  Lucie.  House,  103  N. 
Barber  Ave..  Polo.  92001849 

Sangamon  County 

Flagg,  Cornelius,  Farmstead,  Tipton  School 
Rd.,  0.4  mi.  W  of  1-55  Bus.  and  0.4  mi.  S 


Warren  Coun 

Colwell,  E.B., 
Store.  208  2 
Monmouth 

LOUISIANA 

Orleans  Parii 

Canal  Statior 
92001873 


Franklin  Cov 

Bethel  Churc 
Labadie  vi( 


NORTH  CAS 
Rutherford  C 


SOUTH  DAI 
Aurora  Cotu 

Aurora  Cour 
Courthous 
St.  betwee 
Plankinloi 


Faulk  Count 

Faulk  Count 
Courthous 
Ninth  Ave 
92001857 

Grant  Count 

Grant  Count 
Courthoui 
Hark  Ave. 


Lake  Count 
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ry27. 

H             of  Andrew  Rd..  Sherman  vicinity, 

■               92001848 

lister 

H           Warren  County 

H           Colwell,  E.B.,  and  Company  Department 
■              Store.  208  S.  Main  St.  and  2111  S.  A  St, 

H               Monmouth,  92001851 

oundary 
St.  (odd 

H           LOUISIANA 
H           Orleans  Parish 

H           Canal  Station.  2819  Canal  St.,  New  Orleans. 

uthly 
/ashingtoD 
nd  Margin 

■               92001873 

H           St.  James  Parish 

^M           Laura  Plantation  (Louisiana's  French  Creole 
H              Archifecfure  Ml'i>),  2247  LA  18,  Vachene 

H               vicinity,  92001842 

1           MISSOURI 

I  Ranches  in 
1 392,  Lucerne 


Franklin  County 

Bethel  Church.  MO  T  2  mi.  W  of  Labadie. 
Labadie  vicinity,  92001867 

St.  Louis  County 

Basseti,  Dr.  Samuel  A..  Office  and  Residence, 
1200  S.  Big  Bend  Blvd.,  Richmond  Heights. 
92001866 

NORTH  CAROLINA 

Rutherford  County 

Rutherfordton~-Spindale  Central  High 
School.  Jet.  of  Charlotte  Rd.  (US  74  Bus.) 
and  US  74,  NW  comer,  Rutherfordton, 
92001843 

SOUTH  DAKOTA 

Aurora  County 

Aurora  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Main 
St.  between  Fourth  and  Fifth  Sts., 
Flankiriton,  92001855 

Charles  Mix  County 

Charles  Mix  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Main 
St.  between  Fourth  and  Fifth  Sts.,  Lake 
Andes,  9200lft56 

Faulk  County 

Faulk  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Jet.  of 
Ninth  Ave.  and  Court  St..  Faulkton. 
92001857 

Grant  County 

Granf  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS),  Jet.  of 
Park  Ave.  and  Main  St..  Milbank,  92001858 

Hughes  County 

Hughes  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS). 
Capitol  Ave.  between  Grand  and  Euclid 
Aves.,  Pierre,  92001859 

Jerauld  County 

Jerauld  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Jet.  of 
South  Dakota  Ave.  and  Buirett  St., 
Wessington  Springs,  92001860 

Lake  County 

Lake  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Center 


St.  between  Harth  and  Lee  Aves.,  Madison, 
92001661 

McCookCoonty 

McCo(A  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS).  Essex 
Ave.  between  Nebraska  and  Main,  Salem, 
92001862 

Minnehaha  County 

Presentation  Children's  Home,  Address 
Restricted,  Sioux  Falls,  92001852 

Sioux  Falls  Light  and  Power  Hydro  Electric 
Plant,  N.  Weber  Ave.  on  E  Bank  of  Big 
Sioux  R.,  Sioux  Falls,  92001854 

Moody  County 

Moody  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS). 
Pipestone  Ave.  between  Crescent  and 
Wind  Sts.,  Flandreau,  92001863 

Sully  County 

Goosen.  facob  D..  Barn,  Roughly  0.6  mi.  E  of 
Onida.  Onida  viciiiity,  92001853 

Ziebach  County 

Ziebach  County  Courthouse  (County 
Courthouses  of  South  Dakota  MPS),  Main 
St.  between  Second  and  Third  Sts.,  Dupree, 
92001864 

TENNESSEE 

Madison  County 

Greyhound  Bus  Station  (Transportation- 
Related  Properties  of  Jackson  MPS).  407  E. 
Main  St.,  Jackson,  92001871 

Illinois  Central  Railroad  Division  Office 
(Transportation-Related  Properties  of 
Jackson  MPS),  245  W.  Sycamore  St., 
Jackson,  92001869 

Murphy  Hotel  (Transportation-Related 
Properties  of  Jackson  MPS).  545  S.  Royal 
St.,  Jackson,  92001872 

Nashville.  Chattanooga  &  St.  Louis  Passenger 
Depot— Jackson  (Transportation-Related 
Properties  of  Jackson  MPS),  590  S.  Royal 
St.,  Jackson,  92001870 

Southern  Engine  and  Boiler  Works 
(Transportation-Related  Properties  of 
Jackson  MPS),  342  N.  Royal  St..  Jackson, 
92001868 

(FR  Doc.  93-590  Filed  1-11-93;  8:45  am) 

BILUNQ  CODE  4310-70-M 


National  Park  Service's  Systemwide 
Archeological  Inventory  Program; 
Announcement  of  the  Final  Program 

AGENCY:  National  Park  Service. 
Department  of  the  Interior. 
ACTION:  Notice  on  the  National  Park 
Service's  Systemwide  Archeological 
Inventory  Program. 


SUMMARY:  This  notice  announces  the 
availability  of  a  new  publication  that 
describes  the  National  Park  Service's 
Systemwide  Archeological  Inventory 
Program.  This  program  was  announced 
by  National  Park  Service  Director  James 
M.  Ridenour  on  October  13, 1992.  The 


goal  of  the  long-term  program  is  to 
conduct  systematic,  scientific  research 
to  locate,  evaluate,  and  document 
ut±eological  resources  on  National 
Park  System  lands. 

DATES:  Published  copies  of  the  National 
Park  Service's  Systemwide 
Archeologjical  Inventory  Program  will  be 
available  in  February  1993. 
ADDRESSES:  Single  copies  of  the 
publication  may  be  obtained  at  no 
charge  by  writing  to  the  Anthropology 
Division.  National  Park  Service.  P.O. 
Box  37127.  Washington.  DC  20013- 
7127. 

FOR  FURTHER  INFORMATION  CONTACT. 
Ms.  Michele  C.  Aubry  at  (202)  343- 
1879. 

SUPPLEMENTARY  INFORMATION:  As  of 
October  27. 1992.  the  National  Park 
System  consisted  of  367  park  units  and 
10  National  Cemeteries  covering  over  80 
million  acres.  About  53,000  land  and 
submerged  archeological  sites  are 
known  at  present.  It  is  estimated  that 
over  390,000  additional  sites  remain 
undiscovered.  These  sites  contain 
valuable,  imique.  and  irreplaceable 
information  about  the  nation's 
prehistory  and  history.  Many  also  are 
important  for  associations  to 
contemporary  society. 

It  is  the  National  Park  Service's  (NPS) 
policy  to  ensure  that  archeological 
resources  under  its  stewardship  are 
conserved,  protected,  preserved  in  situ, 
and  managed  for  long-term  scientific 
research  and  for  appropriate  public 
interpretation  and  education. 
Unfortunately,  information  about  the 
location,  characteristics,  and 
significance  of  the  majority  of 
archeological  resources  in  park  areas  is 
lacking.  This  seriously  impairs  the 
ability  of  park  managers,  planners, 
interpreters,  law  enfort»ment  officers, 
and  other  specialists  to  effectively  carry 
out  their  responsibilities. 

The  National  Park  Senrice's 
Systemwide  Archeological  Inventory 
Program  was  developed  to  correct  this 
problem.  In  addition,  it  will  provide  the 
fi-amework  for  the  NPS  to  fulfill  the 
archeological  inventory  and  siuvey 
requirements  contained  in  Executive 
Order  11593  [Protection  and 
Enhancement  of  the  Cultural 
Environment)  the  National  Historic 
Preservation  Act.  and  the 
Archaeological  Resources  Protection 
Act. 

As  noted  above,  the  goal  of  the  long- 
term  program  is  to  conduct  systematic, 
scientific  research  to  locate,  evaluate, 
and  document  archeological  resources 
under  NPS  stewardship.  The  primary 
objectives  are  to: 
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1.  Determine  the  nature  and  extent  of 
ardieological  resources  in  park  areas: 

2.  Record  and  evaluate  those 
resources,  including  nominating  eligible 
properties  for  listing  in  tba  National 
Register  of  Historic  Places;  and 

3.  Recommend  8p{Rt>priate  strategies 
for  consenring.  protecting,  preserving  in 
situ,  managing,  and  interpreting  those 
resources. 

A  Servicevride  tadi  force  of 
archeologists  developed  the  inventory 
program.*  During  January  and  February 
of  1992.  a  draft  (Dec.  1991)  of  the 
program  was  circulated  widely  within 
and  outside  of  the  NPS  for  review  and 
comment.  Thirty-three  commenters 
provided  written  comments.  Without 
exceptioo.  all  oommenten  were 
supportive  of  the  draft  program.  Many 
of  them  also  inravided  suggestions  for 
improvement  To  the  degree  possible, 
the  final  program  approach  reflects  the 
perspectives  and  insights  provided  by 
the  commenters. 

Copies  of  the  Nnt/onoi  Foriic  Service's 
Systeanride  Archeoloffcal  Inventory 
Program  will  be  distributed  to  the  NPS 
Washington  Office  and  Field 
Directorates;  Park  Superintendents; 
State  Historic  Preswvation  Officers; 
State  Archecdogists;  Historic 
Preservation  Cheers  of  Federal  land 
management  agencies:  Historic 
Preservation  (Xficen  and  other  officials 
of  Indian  tribes,  Alaska  Native  villages 
and  corporations,  and  Native  Hawaiian 
organizations  whose  lands  are  near 
national  parks  ot  who  have  traditional 
associations  with  national  park  areas; 
officials  who  represent  national  Native 
American  organizations  and  national 
professional  archeological  societies;  and 
the  Executive  Directors  of  the  National 
Confierenoe  of  State  Historic 
Preservation  Officers,  the  Advisory 
Council  on  Historic  Preservation,  and 
the  Federal  Preservation  Forum.  Single 
copies  also  will  be  sent  to  other 
interested  persons  who  request  them. 

Dated:  January  6, 1993. 
Jerry  L.  Kogvs. 

Associata  Dtnctor,  Cultural  Resources, 
Nationa]  Park  Service. 
(PR  Oca  93-591  Filed  1-11-93;  8:45  am] 
MLUNQ  COOK  491«-7S-M 


>  Talk  iarc*  mmnims  Inchid*  Ms.  Michala  C 
Auhrr  (WMktegkMi  OAm).  Mr.  Dhm  C  Unck 
(ApplUd  AidMatoBT  Cmmw).  Oc  Mvk  I.  Lynott 
(MidwM  ArdMolngicri  CMti^  kfr.  RotMtt  R. 
MierwMlarf  (North  CtscadM  Ntfioaal  PvkL  tad  Or 
KeniMth  M.  Schoenberg  (Alaska  Ragiooal  Offic*). 


INTERNATIONAL  DEVELOPMENT 
COOPERATION  AGENCY 

Agency  for  International  Development 

PubHc  bifmiiMtion  Collection 
RequkeoMnle  SubmNled  to  0MB  tor 

Review 

The  Agency  for  International 
Development  (AJ.D.)  submitted  the 
following  public  information  collection 
requirements  to  0MB  for  review  and 
clearance  imder  the  Paperwork 
Reduction  Act  of  1980,  Public  Law  96- 
511.  Comments  regarding  these 
information  collections  should  be 
addressed  to  th£  CMB  reviewer  listed  at 
the  end  of  the  entry  no  later  than  ten 
days  after  publicaticm.  Comments  may 
also  be  addressed  to,  and  copies  of  the 
submissions  obtained  from  the  Reports 
Management  Officer,  Fred  D.  Allen 
(202)  467-9367.  FA/AS/ISS,  Room  3726 
NS.  Washington.  DC  20523-0042. 

Date  Submitted:  December  30, 1992. 

Submitting  Ag/ency:  Ageitcy  for 
International  Development. 

0MB  Number:  None. 

Form  Number:  None. 

Type  of  Submission:  New  Collection. 

Title:  General  Public  and  Target 
Audiences  Survey. 

Purpose:  The  E>eveIopment  Education 
Program  (DEP)  of  the  U.S.  Agency  for 
International  Development  (A.LD.)  was 
created  to  facilitate,  among  the 
American  public,  organizations,  and 
leadership,  widespread  understanding, 
discussion,  and  analysis  of  the  social, 
economic,  and  political  conditions 
related  to  world  hunger  and  praverty. 
Under  the  program,  some  $2.7  million  is 
administered  annually  through 
competitive  grants  to  organizations 
which  fall  under  the  classification  of 
"Private  Voluntary  Organizations" 
(PVOs).  A.I.D.  has  considered  the 
evaluation  of  this  program  as  one  of  its 
highest  evaluation  priorities  because  of 
the  lack  of  evaluation  and  changing 
climate  in  public  opinion  toward 
international  assistance  caused  by  the 
end  of  the  Cold  War. 

Annual  Reporting  Burden 
Respondents:  1800;  annual  responses:  1: 
average  hours  per  response:  .583; 
biutlen  hours:  1.047 

Reviewer:  Lin  Liu  (202)  395-7340, 
Office  of  Management  and  Budget,  room 
3208.  New  Executive  Office  Building, 
Washington,  DC  20503. 

Dated:  December  24, 1992. 
Elizabeth  Baltimora, 
Information  Support  Services  Division. 
|FR  Doc  93-564  Filed  1-11-93;  8:45  am] 
MUMO  COM  SIIS-Ot-M 


Grant  Propoeal  Draft  Guidance; 
Availability 

Notice  of  Availability:  The  foHowfng 
document,  "FY  1994  Public  Law  480. 
Title  II  Volimtary  Agency  Program  Plan 
and  Section  202(e)  Grant  Propoeal  Draft 
Guidance,"  is  available  free  of  charge.  If 
you  desire  a  copy,  please  contact:  Rita 
Hudson,  Office  Food  for  Peace,  Bureau 
for  Food  and  Humanitarian  Assistance, 
Telephone:  703-351-0115. 

Dated:  January  5, 1993. 
Rebwt  HrhtiMn. 

Acting  Director.  Office  of  Food  for  Peace. 

Bureau  for  Food  and  Humanitarian 

Assistance. 

(FR  Doc.  93-563  Filed  1-11-93;  8:45  am] 

BtLUNQ  coca  SIIS-OI-M 


INTERNATIONAL  TRADE 
COMMISSION 

Pnveatioalians  Noa.  73V-TA-63C-638 
(Preliminary)] 

Stainleas  Steel  Wire  Rod  From  Brazil, 
France,  and  India 

AGENCY:  United  States  International 
Trade  Commission. 
ACTION:  Institution  and  scheduling  of 
preliminary  antidumping  investigations. 

StlMMARY:  The  Commission  hereby  gives 
notice  of  the  institution  of  preliminary 
antidumping  investigations  Nos.  731- 
TA-636-638  (Preliminary)  luider 
section  733(a)  of  the  Tariff  Act  of  1930 
(19  U.S.C.  1673b(a))  to  determine 
whether  there  is  a  reasonable  indication 
that  an  industry  in  the  United  States  is 
materially  injured,  or  is  threatened  with 
material  injury,  or  the  establishment  of 
an  industry  in  the  United  States  is 
materially  retarded,  by  reason  of 
imports  from  Brazil,  France,  and/or 
India  of  stainless  steel  wire  rod, 
provided  for  in  subheading  7221.00.00 
of  the  Harmonized  Tariff  Schedule  of 
the  United  States,  that  are  alleged  to  be 
sold  in  the  United  States  at  less  than  fair 
value.'  The  Commission  must  complete 
preliminary  antidumping  investigations 
in  45  days,  or  in  this  case  by  February 
16, 1993. 

For  further  information  concerning 
the  conduct  of  these  investigations  and 
rules  of  general  application,  consult  the 
Commission's  Rules  of  Practice  and 
Procedure,  pari  201,  subparts  A  through 


>  For  purpoMS  of  thaM  lnv««li|Bbaiu,  rtitnlaw 
tteel  wire  rod  coiuUts  of  all  dlamalan,  tbapat,  and 
grade*  of  langdi*  of  alloy  ttael*  coniaining.  by 
weight.  1.2  percent  or  tm«  of  carbon  and  lO.S 
percent  or  more  of  chromium,  with  or  withoMt  other 
elements,  hot -rolled  or  hot-rolled  annealed  and 
pickled,  of  solid  ctoaa-sectiaii.  in  coik.  iar  . 
subsequent  cold-drawing  or  cold  rollinf. 
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E  (le  CFR  part  201).  and  part  207. 
subparts  A  and  B  (19  CFR  part  207). 

EFFECTIVE  DATE:  December  30, 1992. 
FOR  FURTHER  INFORMATION  CONTACT. 
Larry  Reavis  (202)-205-3185),  Office  of 
Investigations,  U.S.  International  Trade 
Commission,  500  E  Street  SW.. 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission's  TDD  terminal  on  202- 
205>1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 

SUPPLEMENTARY  INFORMATION 
Background 

These  investigations  are  being 
instituted  in  response  to  a  petition  filed 
on  December  30, 1993,  by  Al  Tech 
Specialty  Steel  Corp.,  Dunkirk,  NY; 
Ajrmco  Stainless  &  Alloy  Products,  Inc., 
Baltimore,  MD;  Carpenter  Technology 
Corp.,  Reading,  PA;  Republic 
En^neered  Steels,  Inc.,  Massilon,  OH; 
and  Talley  Metals  Technology,  Inc., 
Hartsville,  SC;  and  the  United 
Steelworkers  of  America,  AFL-QO/ 
CLC. 

Participation  in  the  Investigations  and 
Public  Service  List 

Persons  (other  than  petitioners) 
wishing  to  participate  in  the 
investigations  as  parties  must  file  an 
entiy  of  appearance  with  the  Secretary 
to  the  Commission,  as  provided  in 
sections  201.11  and  207.10  of  the 
Commission's  rules,  not  later  than  seven 
(7)  days  after  publication  of  this  notice 
in  the  Federal  Register.  The  Secretary 
will  prepare  a  public  service  list 
containing  the  names  and  addresses  of 
all  persons,  or  their  representatives, 
who  are  parties  to  these  investigations 
up(n)  the  expiration  of  the  period  for 
filing  entries  of  appearance. 

Limited  Disclosure  of  Business 
Proprietary  Information  (BPI)  Under  an 
Administrative  Protective  Order  (APO) 
and  BPI  Service  List 

Pursuant  to  section  207.7(a)  of  the 
Commission's  rules,  the  Secretary  will 
make  BPI  gathered  in  these  preliminary 
investigations  available  to  authorized 
applicants  under  the  APO  issued  in  the 
investigations,  provided  that  the 
application  is  made  not  later  than  seven 
(7)  days  after  the  publication  of  this 
notice  in  the  Federal  Register.  A 
separate  service  list  will  be  maintained 
by  the  Secretary  for  those  parties 
authorized  to  receive  BPI  under  the 
APO. 


Conference 

The  Commission's  Director  of 
Operations  has  scheduled  a  conference 
in  connection  with  these  investigations 
for  9:30  a.m.  on  January  22. 1993.  at  the 
U.S.  International  Trade  Commission 
Building.  500  E  Street  SW.,  Washington. 
DC.  Parties  wishing  to  participate  in  the 
conference  should  contact  Larry  Reavis 
(202-205-3185)  not  later  than  January 
19, 1993,  to  arrange  for  their 
appearance.  Parties  in  support  of  the 
imposition  of  antidumping  duties  in 
these  investigations  and  parties  in 
opposition  to  the  imposition  of  such 
duties  will  each  be  collectively 
allocated  one  hour  within  which  to 
make  an  oral  presentation  at  the 
conference.  A  nonparty  who  has 
testimony  that  may  aid  the 
Commission's  deliberations  may  request 
permission  to  present  a  short  statement 
at  the  conference. 

Written  Sulmilssions 

As  provided  in  sections  201.8  and 
207.15  of  the  Commission's  rules,  any 
person  may  submit  to  the  Commission 
on  or  before  January  27, 1993,  a  written 
brief  containing  information  and 
arguments  pertinent  to  the  subject 
matter  of  the  investigations.  Parties  may 
file  written  testimony  in  connection 
with  their  presentation  at  the  conference 
no  later  than  three  (3)  days  before  the 
conference.  If  briefe  or  written 
testimony  contain  BPI,  they  must 
conform  with  the  requirements  of 
sections  201.6,  207.3,  and  207.7  of  the 
Commission's  rules. 

In  accordance  with  sections  201.16(c) 
and  207.3  of  the  rules,  each  document 
filed  by  a  party  to  the  investigations 
must  be  served  on  all  other  parties  to 
the  investigations  (as  identified  by 
either  the  public  or  BPI  service  list),  and 
a  certificate  of  service  must  be  timely 
filed.  The  Secretary  will  not  accept  a 
document  for  filing  without  a  certificate 
of  service. 

Audiority:  These  investigations  are  being 
conducted  under  authority  of  the  Tariff  Act 
of  1930,  title  Vn.  This  notice  is  published 
pursuant  to  section  207.12  of  the 
Commission's  rules. 

Issued:  January  5, 1993. 

By  order  of  the  Commission. 
Paul  R.  Bardiw. 
Acting  Secretary. 

[PR  Doa  93-827  Filed  1-8-93;  4M  pm] 
BttJJNQ  COM  7020-Oa-M 


[inv—tlgrtlona  No*.  731-TA-639  and  640 
(PreMinlnafy)! 

Stainless  Steel  Flanges  From  India  and 
Taiwan 

AOENCY:  United  States  International 
Trade  Commission. 

ACTION:  Institution  and  scheduling  of 
preliminary  antidumping  investigations. 

SUMMARY:  The  Commission  hereby  gives 
notice  of  the  institution  of  preliminary 
antidumping  investigations  Nos.  731- 
TA-639  and  640  (Preliminary)  under 
section  733(a)  of  the  Tariff  Act  of  1930 
(19  U.S.C.  1673b(a))  to  determine 
whether  there  is  a  reasonable  indication 
that  an  industry  in  the  United  States  is 
materially  injured,  or  is  threatened  with 
material  injury,  or  the  establishment  of 
an  industry  in  the  United  States  is 
materially  retarded,  by  reason  of 
imports  from  India  and  Taiwan  of 
stainless  steel  flanges,  finished  or 
unfinished,  provided  for  in  subheadings 
7307.21.10  and  7307.21.50  of  the 
Harmonized  Tariff  Schedule  of  the 
United  States,  that  are  alleged  to  be  sold 
in  the  United  States  at  less  than  fair 
value.  The  Commission  must  complete 
preliminary  antidumping  investigations 
in  45  days,  or  in  this  case  by  February 
16. 1993. 

For  further  information  concerning 
the  conduct  of  these  investigations  and 
rules  of  general  application,  consult  the 
Commission's  Riiles  of  Practice  and 
Procedure,  part  201.  subparts  A  through 
E  (19  CFR  part  201).  and  part  207, 
subparts  A  and  B  (19  CFR  part  207). 

EFFECTIVE  DATE:  December  31, 1992. 

FOR  FURTHER  MFORMATION  CONTACT: 
Woodley  Timberlake  (202-205-3188). 
Office  of  Investigations,  U.S. 
International  Trade  Commission,  500  E 
Street  SW..  Washington,  DC  20436. 
Hearing-impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Conunission's  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 

SUPPLEMENTARY  INFORMATION: 

Background 

These  investigations  are  being 
instituted  in  response  to  a  petition  filed 
on  December  31, 1992,  by  Flowline 
Division.  Maricovitz  Enterprises.  Inc., 
New  Castle.  PA;  Gerlin,  Inc.,  Carol 
Stream.  IL;  Ideal  Forging  Corp., 
Southington.  CT;  and  Maass  Flange 
Corp..  Houston.  TX. 
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Paftkapatkn  ia  &•  bvntigatiaas  nd 
Public  Service  List 

Persons  (other  than  petitioners) 
wishing  to  participate  in  the 
investigations  as  parties  must  file  an 
entry  of  appearance  with  the  Secretary 
to  the  Commission,  as  provided  in 
sections  201.11  and  207.10  of  the 
Commission's  rules,  not  later  than  sevwi 
(7)  days  after  publication  of  this  notice 
in  the  Federal  Registo-.  The  Secretary 
will  prepare  a  public  service  list 
containing  the  names  and  addresses  of 
all  persons,  or  their  representatives, 
who  are  parties  to  these  investigations 
upon  the  expiration  of  the  period  for 
filing  entries  of  appearance. 

Limited  Disdosore  of  Business 
Proprietary  Information  (BR)  Under  an 
Administrative  Prutettive  Order  (APCQ 
and  BPI  Service  List 

Pursuant  to  section  207.7(a)  of  the 
Commission's  rules,  the  Secretary  will 
make  BPI  gathered  in  these  preliminary 
investigations  available  to  authorized 
applicants  imder  the  APO  issued  in  the 
investigations,  provided  that  the 
application  is  made  not  later  than  seven 
(7)  days  after  the  pubhcation  of  this 
notice  in  the  Federal  Recster.  A 
separate  service  list  will  oe  maintained 
by  the  Secretary  for  those  parties 
authorized  to  receive  BPI  under  the 
APO. 

Conference 

The  Commission's  Director  of 
Operations  has  scheduled  a  conference 
in  connection  with  these  investigations 
for  9:30  ajn.  on  January  21. 1993,  at  the 
U.S.  Intemati(Hial  Trade  Commission 
Building.  500  E  Street  SW.,  Washington, 
DC.  Parties  wishing  to  participate  in  the 
conference  should  contact  Woodley 
Timberlake  (202-205-3188)  not  later 
than  January  19, 1993,  to  arrange  for 
their  appearance.  Parties  in  support  of 
the  imposition  of  antidumping  duties  in 
these  investigations  and  parties  in 
opposition  to  the  impositicHi  of  such 
duties  will  each  be  collectively 
allocated  one  hour  within  which  to 
make  an  caal  presentation  at  the 
conference.  A  nonparty  who  has 
testimony  that  may  aid  the 
Commission's  deliberations  may  request 
permission  to  present  a  short  statement 
at  the  conference. 

Written  Submissions 

As  provided  in  secticns  201.8  and 
207.15  of  the  Commission's  rules,  any 
person  may  submit  to  the  Commission 
on  or  before  Janu^  26. 1993.  a  written 
brief  containing  inurmotioo  and 
arguments  pertinent  to  the  subject 
matter  of  the  investigations.  Parties  may 
file  written  testimony  in  connection 


with  their  presentation  at  the  cuofsrance 
no  later  than  three  (3)  days  before  the 
conference.  If  briefe  or  vrritten 
testimony  contain  BPI.  they  must 
conform  with  the  requirements  of 
sections  201.6,  207.3.  and  207.7  of  the 
Commission's  rules. 

In  acxordance  with  sections  201.16(c) 
and  207.3  of  the  rules,  each  document 
filed  by  a  party  to  these  investigations 
must  be  served  on  all  other  parties  to 
the  investigation  (as  identified  by  either 
the  public  or  BPI  service  list),  and  a 
certificate  of  service  must  be  timely 
filed.  The  Secretary  will  not  accept  a 
document  for  filing  without  a  certificate 
of  service. 

Antbonty:  TbeM  investigitions  are  being 
conducted  under  authority  of  the  Tariff  Act 
of  1930,  title  Vn.  This  notice  is  published 
pursuant  to  section  207.12  of  the 
Conunission's  rules. 

Issued:  January  5, 1993. 

By  order  of  the  Commission. 
Paul  R.  Bardoa. 
Acting  Secretary. 

|FR  Doc.  93-«28  Filed  1-8-93;  4:06  pmj 
BiuMO  cooc  Toao-oi-ai 


FOR  FURTMER  MFORMATUN  COMTACT: 
Richard  B.  Felder,  (202)  927-5610. 

[TDD  for  hearing  impaired:  (202)  927- 
57211. 

SUPPLEMBITAL  MFORMATION:  Additional 
information  is  contained  in  the 
Commission's  decision.  To  purchase  a 
copy  of  the  full  decision,  write  to,  call, 
or  pick  up  in  person  from:  Dynamic 
ConcepU.  Inc.,  room  2229,  Interstate 
Commerce  Commission  Building. 
Washington.  DC  20423.  Telephone: 
(202)  289-4357/4359.  [Assistance  for 
the  hearing  impaired  is  available 
through  TDD  services  (202)  927-5721.1 

Decided:  January  4, 1903. 

By  the  Commission,  Chairman  Philbin, 
Vice  Chairman  McDonald,  Commissioners 
Simmons  and  Phillips. 
Sidney  L.  Strickland.  Jr., 
Secretary. 

IFR  Doc  93-625  Filed  1-11-03;  8:45  am] 
BNJJNG  COOC  703S-01-4i 


INTERSTATE  COMMERCE 
COMMISSION 

[Finance  Dochct  No.  32157] 

Burlington  Norttwm  Railroad  Co.; 
Purchase  arnj  Operation  Examption; 
Southern  Pacific  Transportation  Co. 

AGENCY:  Interstate  Commerce 

Commission. 

ACTION:  Notice  of  exemption. 

SUMMARY:  The  Commission,  under  49 
U.S.C  10505.  exempts,  from  prior 
approval  requirements  of  49  U.S.C 
11343,  the  purchase  and  operation  by 
Burlington  Northern  Railroad  Company 
of  Southern  Padfic  Transportation 
Company's  13.45-miIe  rail  line,  and 
related  property,  between  milepost 
324.39  at  South  Sherman.  TX  and 
milepost  337.84  at  Denison.  TX.  The 
exemption  is  subject  to  standard 
employee  protection  conditions. 
DATES:  This  exemption  will  be  effective 
on  February  11, 1993.  Petitions  to  stay 
must  be  filed  by  January  27, 1993. 
Petitions  for  reconsideration  must  be 
filed  by  February  8, 1993. 
ADDRESSES:  Send  pleadings  referring  to 
Finance  Docket  No.  32157  to:  (1)  Office 
of  the  Secretary.  Case  Control  Branch, 
Interstate  Commerce  Commission, 
Washington,  DC  20423. 

(2)  Petitioner's  representative:  Ethel 
A.  Allen,  Burlington  Northern  Raiboad 
Company,  3800  Continental  Street, 
Forth  Worth,  TX  76102. 


[Docket  No.  AB-1  (Sub4to.  247XH 

Chicago  and  North  Waatam 
Tranaportation  Company— 
Ai3andoninant  Examptlon— in 
Mihwaufcaa,  Wl.;  Notica  of  Exemption 

Chicago  and  North  Western 
Transportation  Company  (C&NW)  has 
filed  a  verified  notice  imder  49  CFR  Part 
1152  subpart  P— Exempt  Abandonments 
to  abandon  a  3.0-mile  rail  line  between 
mileposts  86.13  and  89.13  in  the  City  of 
Milwaukee,  Milvraukee  County,  WI. 

C&NW  has  certified  that:  (1)  No  local 
traffic  has  moved  over  the  line  for  at 
least  2  years;  (2)  any  overhead  traffic  on 
the  line  can  be  rerouted  over  other  lines; 
(3)  no  formal  complaint  filed  by  a  user 
of  rail  service  on  tiie  line  (or  by  a  State 
or  local  govenunent  entity  acting  on 
behalf  of  such  user)  regarding  cessation 
of  service  ovw  the  line  either  is  pending 
with  the  Commission  or  with  any  U.S. 
District  Court  <w  has  been  deddod  in 
favor  of  the  complainant  within  the  2- 
year  period;  and  (4)  the  requirements  at 
49  CFR  1105.7(b)  (service  of 
environmental  report  cm  agencies),  49 
CFR  1105.8(c)  (service  of  historic  report 
on  State  Historic  Preservation  Officer), 
49  CFR  1105.12  (newspaper 
publication),  and  49  CFR  1152.50(d)(1) 
(service  of  verified  notice  on 
govenmiental  agencies)  have  been  met. 

As  a  condition  to  this  exemption,  any 
employee  adversely  affected  by  the 
abandonment  shall  be  protected  under 
Oregon  Short  Line  R.  Co. — 
Abandonment— Goshen,  360 1.CC  91 
(1979).  To  address  whether  this 
condition  adequately  protects  afiected 
employees,  a  petition  for  partial 
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revocation  under  49  U.S.C.  lOSOSld} 
must  be  fited. 

This  exemptitm  vw'U  be  effective  on 
February  11, 1993,*  tmless  stayed  or  a 
formal  expression  of  intent  to  file  an 
ofFer  of  financial  assistance  (OFA)  is 
filed.  Petitions  to  stay  that  do  not 
involve  environ  mental  issues    and 
formal  expressions  and  formal 
expressions  of  intent  to  file  an  OFA 
under  «  CFR  1152.27(cK2) '  mttst  be 
filed  by  Jamiary  22, 1993.  Petitions  to 
reopen  must  be  filed  by  Febroary  1, 
1993. 

C4NW  indicates  in  its  vwified  notice 
that  in  1974  Milwaukee  County 
rtrtained  title  to  the  rij^-of-way 
'  beneaA  tJ»e  involved  rail  line  throng 
condemnation,  subject  to  an  easement 
ior  C&NW  rail  operations.  CANW  asserts 
that  the  County  requested  this 
abandonment  so  that  it  couki  expand 
and  extend  a  bicycle  path  that  it  had 
constructed  on  its  ri^-of-way  adjacent 
to  C&NW«  rail  line.  In  a  routine 
abaadonnent  class  exemption 
proceediag,  provision  would  be  made  in 
the  notice  of  exemption  published  in 
the  Federal  Kegisler  for  filing  requests 
for  public  Qse  and  trail  use/rail  banking 
conditions.  Here,  however,  this  would 
be  a  meaningless  act  since  CfcNW  has 
only  an  easement  interest  in  the  ri^- 
of-way.  a  portion  of  the  right-of-way  is 
already  being  used  for  puUic  (traiU 
purposes,  and  the  proposed  hsture  use 
of  the  remainder  of  the  right-of-way  is 
for  those  purposes.  Accordingly,  no 
such  re<^uests  will  be  entertained. 

An  original  and  10  copies  of  any 
pleading  filed  with  the  Commission 
should  be  sent  to:  (^fice  of  die 
Secretary,  Case  Control  Branch, 
Interstate  Commerce  Commission, 
Washington,  DC  20423. 

A  copy  of  any  pleading  filed  with  d»e 
Commission  should  be  sent  to  C&NW's 
representative:  Robert  T.  Opal,  Chicago 
and  North  Western  Transportation 
Company,  One  North  Western  Center, 
CUcago,  IL  60606-1 S51.   « 

If  the  verified  ootice  contains  false  or 
misleading  kiformation,  the  exemption 
is  void  ab  initio. 


C&NW  has  filed  an  environmental 
report  which  addinrinw  th* 
ahaadoBAent's  efbds,  if  any,  oa  the 
environment  asd  bistoric  teaouicea.  SEE 
will  issue  an  eavironiBeBtal  aaaaatmnnt 
(EA)  by  January  15, 1993.  Interested 
persons  may  obtain  a  copy  of  the  EA  by 
writing  (e  SEE  (room  3219,  bitarstate 
Commerce  CbrnimssioH,  Washiogtcm, 
DC  20423}  or  by  calHnf  Elaine  Kaiser, 
Chief  of  Sffi.  at  (202)  927-6248. 
Comments  en  environmental  and 
historic  preservation  matters  moat  be 
filed  ¥nthin  15  days  after  the  EA  is 
available  to  the  public. 

Environmental  and  historic 
preservation  concfitions  will  be 
imposed,  where  appropriate,  in  a 
subsequent  decision. 

Decided:  January  6. 1993. 

By  the  Commission,  David  M.  kkOaschnik, 
Director,  OSice  of  Proceedings. 
Stdaey  L.  StricUMd.  Jr.. 
Secretary. 
IFR  Doc  93-729  Filed  1-11-93;  1:4S  am] 
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[Docket  Nol  AB-«5  <Sub-Na  438X)I 

CSX  Transportation,  Inc.— 
Abandonment  Exemption — In 
Albemarie  and  Louisa  Counties,  ¥A 

A68NCV:  bitorstate  Commerce 

Commission. 

ACTION:  Notice  of  exemption. 


(2)  Petitioner's  i  epi  esentative :  Charles 
M  Rosenberger,  50%  Water  Street— J150. 
Jadfcsonville.  FL  32202. 
FOR  FURTHER  INFORMXnOH  COMTACT: 
Richard  B.  Felder  (20^  927-5610. 17130 
number:  (202)  927-57211. 
SUPPLEIIEHTARy  MronMATlOW:  Addruiaoal 
information  is  contained  in  the 
Commission's  dedsion.  To  purchase  a 
copy  of  the  fufl  dacisiQi.  write  to,  call. 
or  pick  tip  in  persoa  fircmx:  Dynamic 
Concepts.  Inc.«  room  2229.  Interstate 
Commerce  Commission  BuiUiing. 
Washington,  DC  2Q423.  Telephone: 
(202)  289-4357/4359.  lAssistance  for 
the  hearing  impaired  is  available 
through  TDD  services  (202)  927-5721.1 

Decided:  jaamaty  5, 1993. 

By  die  QMuaiiiaioii,  Chainnan  Pfaiifain, 
Vice  Chairman  McDonald,  Commissiooeo 
Simmckns  and  Phillips. 
Sidnqr  L.  StrickUnd.  ]t^ 
Secretary. 
(PR  Doc.  93-628  Filed  1-41-93;  8:45  am] 

BILUMG  CODg  7<m  tl  M 

[Docket  No.  AB^SS  (SoMlo.  447Xn     . 


'  C&NW  inrfimtiw  in  Hi  verified  notice  that  it 
proposes  to  consummate  the  abandonment  on 
February  M.  1993.  C&NW  is  reminded  that 
conamunatiaa  may  not  occur  before  the  affective 
date  of  the  exenption.  kaie  Ftkouty  11. 1M3. 

'  A  »iay  will  be  iwuad  toutiaaly  whan  an 
informed  decision  on  environmental  issue*, 
whether  raised  by  a  party  or  by  the  Commission's 
Sactieo  of  Enwgy  aaid  EirviionmeBt  (SEE),  canoe* 
ba  made  before  the  iffacbwe  dale  a<  the  notice  of 
exemption.  See  Esemptton  al  Ou(-ol-S«v>c«  Rail 
Unas,  5  l.C.C2d  377  (1989).  Any  entity  seeking  a 
stay  on  environmental  ground*  is  encouraged  to  file 
prampdy  to  that  the  Cenunissiai  maf  act  an  the 
request  before  theaffectrva  data. 

^  See  ExesapL  «l  Kail  Abandoamant— OOm  of 
Finan.  Assist..  4  I.CC2d  164  (1987). 


SMMMflK:  Pursuant  to  49  U.S.C  1050S, 
the  CommissioB  exempts  fiom  the  prior 
approval  requirements  of  49  U.S,C 
10903-10904  the  abandonment  by  CSX 
Transportation,  Inc.,  o*  1.71-raile8  of  rail 
line  in  Albem«ie  and  Louisa  Counties, 
VA,  between  niilepost  CPG-0.0  and 
milepost  CPG-1.71,  subject  to  standard 
labor  protective  cooditiona. 
DATES:  Provided  no  formal  expression  of 
intent  to  file  an  offer  of  financial 
assistance  has  been  received,  this 
exemption  will  be  e&ctive  on  February 
11, 1993.  Formal  expressions  of  intent 
to  file  an  offer  of  financial  assistance  * 
under  49  CFR  1152.27(c)(2)  must  be 
filed  by  jMuwy  22. 1993.  petitions  to 
stay  must  be  filad  by  January  27, 1993, 
and  petitions  for  reconsiderstioB  nmst 
be  filed  t>y  February  8, 1993.  Reqnests 
for  ptdilic  use  coocLtions  must  be  filed 
by  February  1,1993. 
ADDRESSES:  Send  pleat&igs  refanring  to 
Docket  No.  AB-55  (Sub-No.  438X)  to: 
(1)  Office  of  the  Secretary,  Case  Control 
BEftodi,  Interstate  CcHHmerce 
Commission.  Wedrington,  DC  20423, 
and 


'  See  Exwnpt  of  Sail  Abandoemant — OBaa  of 
Finan.  Assist..  4  I.CC2d  164  (1987). 


CSX 

AbantfMMnent 

CouiMy!,OH; 


of  Cjwniptlow 


CSX  Transportation,  hic.  (CSXT)  has 
filed  a  notice  of  exemption  under  49 
CFR  Part  1152  subpart  F— Exempt 
Abandonments  to  abandon  its  8.15-mile 
line  of  raiboad  between  mileposts  BJB- 
25.55  at  Aultman  and  BJB-33.70  at 
Knimroy,  in  Summit  County,  OH. 

CSXT  has  certified  that:  (1)  No  local 
traffic  has  moved  over  the  line  for  at 
least  2  j^ears;  (2)  there  is  no  overhead 
traffic  on  the  line;  and  (3)  no  formal 
complaint  filed  by  a  user  of  rail  service 
on  the  line  (or  a  State  or  local 
government  entity  acting  on  beiialf  of 
SBch  user)  tegaxdiog  cessation  of  service 
over  the  line  either  is  pending  wMi  tb» 
Commission  or  with  any  U.S.  District 
Court  or  has  been  decided  in  favor  of 
the  conxplainaot  within  the  2-year 
period.  CSXT  also  certified  that  it  has 
compUed  with  the  requirements  at  49 
CFR  1152.50(d)(1)  (notice  to  government 

agencies). 

As  a  conditioD  to  the  use  of  this 
exemption,  any  employee  affected  by 
the  abandonment  ^all  be  protected 
under  Oregon  Short  Line  R.  Ca — 
AbandoniDent— Gosbeti.  360  LCC  91 
(1979).  To  address  w^irther  this 
condition  adequately  protects  affected 
employees,  a  petition  for  partial 
revocation  under  49  USjC.  l«505(d) 
must  be  filed. 

Provided  no  fuiinal  expressions  of 
intent  to  file  an  offier  of  financial 
assistance  (OFA)  has  been  received,  this 


.1   n. 
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exemption  will  be  effective  on  February 
11, 1993.  unless  stayed  pending 
reconsideration.  Petitions  to  stay  that  do 
not  involve  environmental  issues,' 
formal  expressions  of  intent  to  file  an 
OFA  under  49  CFR  1152.27(c)(2).'  and 
trail  use/rail  banking  statements  under 
49  CFR  1152.29  must  be  filed  by  January 
22. 1993.'  Petitions  to  reopen  or 
requests  for  public  use  conditions  under 
49  CFR  1152.2flPinust  be  filed  by 
February  1, 1993.  with:  Office  of  the 
Secretary,  Case  Control  Branch. 
Interstate  Commerce  Commission, 
Washington.  DC  20423. 

A  copy  of  any  petition  filed  with  the 
Commission  should  be  sent  to 
applicant's  representative:  Charles  M. 
Rosenberger.  CSX  Transportation.  Inc.. 
500  Water  Street  J150.  Jacksonville.  FL 
32202. 

If  the  notice  of  exemption  contains 
false  or  misleading  information,  use  of 
the  exemption  is  void  ab  initio. 

Applicant  has  filed  an  environmental 
report  which  addresses  the 
abandonment's  effect,  if  any.  on  the 
environmental  or  historic  resources. 

The  Section  of  Energy  and 
Environment  (SEE)  will  issue  an 
environmental  assessment  (EA)  by 
January  15. 1993.  Interested  persons 
may  obtain  a  copy  of  the  EA  from  SEE 
by  writing  to  it  (room  3219.  Interstate 
Commerce  Commission,  Washington, 
DC  20423)  or  by  calling  Elaine  Kaiser. 
Chief.  SEE  at  (202)  927-6248. 
Comments  on  environmental  and 
historic  preservation  matters  must  be 
filed  within  15  days  after  the  EA 
becomes  available  to  the  public. 

Environmental,  historic  preservation, 
public  use.  or  trail  use/rail  banking 
conditions  will  be  imposed,  where 
appropriate,  in  a  subsequent  decision. 

Decided:  January  6. 1993. 

By  the  Commission,  David  M.  Konschnik, 
Director,  OHice  of  Proceedings. 
Sidney  L.  Strickland.  |r.. 
Secretary. 
IFR  Doc.  93-629  Filed  1-11-93;  8:45  am) 
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[Docket  No.  AB-290  (Sub-No.  124X)] 

Norfolk  and  Western  Railway 
Company— Abandonment  Exemptior>— 
In  Smyth  and  Washington  Counties, 
VA;  Notice  of  Exemption 

Norfolk  and  Western  Railway 
Company  (NW).  has  filed  a  notice  of 
exemption  under  49  CFR.  1152  subpart 
F — Exempt  Abandonment  to  abandon 
approximately  8.2  miles  of  railroad 
between  milepost  G-1.00.  at  Glade 
Spring,  and  milepost  G-9.20.  at 
Saltville.  in  Smyth  and  Washington 
Counties.  VA.» 

Applicant  has  certified  that:  (1)  No 
local  traffic  has  moved  over  the  line  for 
at  least  2  years;  (2)  there  is  no  overhead 
traffic  on  the  Hne;  (3)  no  formal 
complaint  filed  by  a  user  of  rail  service 
on  the  line  (or  by  a  State  or  local 
government  entity  acting  on  behalf  of 
such  user)  regarding  cessation  of  service 
over  the  line  either  is  pending  with  the 
Commission  or  with  any  U.S.  District 
Court  or  has  been  decided  in  favor  of 
the  complainant  within  the  2-year 
p>eriod.  and  (4)  that  the  requirements  at 
49  CFR  1105.12  (newspaper 
publication)  and  49  CFR  1152.50(d)(1) 
(notice  to  governmental  agencies)  have 
been  met. 

As  a  condition  to  this  exemption,  any 
employee  adversely  affected  by  the 
abandonment  shall  be  protected  under 
Oregon  Short  Line  R.  Co. — 
Abandonment— Goshen.  360 1.C.C.  91 
(1979).  To  address  whether  this 
condition  adequately  protects  affected 
employees,  a  petition  for  partial 
revocation  under  49  U.S.C.  10505(d) 
must  be  filed. 

This  exemption  will  be  effective  on 
February  11, 1993,  unless  stayed  or  a 
formal  expression  of  intent  to  file  an 
offer  of  financial  assistance  (OFA)  is 
filed.  Petitions  to  stay  that  do  not 
involve  environmental  issues,'  formal 
expressions  of  intent  to  file  an  OFA 
under  49  CFR  1152.27(c)(2),3  ^^  {^,1 
use/rail  banking  requests  xmder  49  CFR 
1152.29*  must  be  filed  by  January  22, 
1993.  Petitions  to  reopen  or  requests  for 


'  A  stay  will  be  routinely  issued  by  the 
Commission  in  those  proceedings  where  an 
informed  decision  on  environmental  issues 
(whether  raised  by  a  party  or  by  the  Section  of 
Energy  and  Environment  in  its  Independent 
investigation)  cannot  be  made  prior  to  the  effective 
date  of  the  notice  of  exemption.  See  Exemption  of 
Out-of-Service  Rail  lines.  5  l.C.C2d  377  (1989). 
Any  entity  seeking  a  stay  involving  environmental 
concerns  is  encouraged  to  file  its  request  at  soon 
•s  possible  in  order  to  permit  this  Commission  to 
review  and  act  on  the  request  before  the  effective 
date  of  this  exemption. 

*  See  Exempt,  of  Rail  Abandonment— Offers  of 
Finan.  AstUt.  4  LCC2d  104  (ISe?). 

>The  CommiMion  will  accept  a  late-filed  trail  use 
ilatement  a*  long  a*  it  retains  jiirisdiclion  to  do  so. 


public  use  conditions  under  49  CFR 
1152.28  must  be  filed  by  February  1. 
1993,  with:  Office  of  the  Secretary,  Case 
Control  Branch.  Interstate  Commerce 
Commission.  Washington.  DC  20423. 

A  copy  of  any  pleading  filed  Mrith  the 
Commission  should  be  sent  to 
applicant's  representative:  Richard  W. 
Kienle.  Three  Commercial  Place. 
Norfolk.  VA  23510. 

If  the  notice  of  exemption  contains 
false  or  misleading  information,  the 
exemption  is  void  ab  initio. 

Applicant  has  filed  an  environmental 
report  which  addresses  the 
abandonment's  effects,  if  any,  on  the 
environment  and  historic  resources.  SEE 
will  issue  an  environmental  assessment 
(EA)  by  January  15. 1993.  hiterested 
persons  may  obtain  a  copy  of  the  EA  by 
writing  to  SEE  (room  3219,  Interstate 
Commerce  Commission,  Washington, 
DC  20423)  or  by  calling  Elaine  Kaiser, 
Chief  of  SEE.  at  (202)  927-6248. 
Comments  on  environmental  and 
historic  preservation  matters  must  be 
filed  within  15  days  after  Vhe  EA  is 
available  to  the  public. 

Environmental,  historic  preservation, 
public  use.  or  trail  use/rail  banking 
conditions  will  be  imposed,  where 
appropriate,  in  a  subsequent  decision. 

Decided:  December  18, 1992. 

By  the  Commission,  David  M.  Konschnik, 
Director,  Office  of  Proceedings. 
Sidnay  L.  Strickland.  )r.. 
Secretary. 
IFR  Doc  93-630  Filed  1-11-93;  8:45  a.m.) 

BtUJNO  COOE  7036-01-H 


[Finance  Docket  No.  32195] 

Southern  Electric  Railroad  Co.; 
Construction  Exemption;  Effingham 
County,  GA 

agency:  Interstate  Commerce 

Commission. 

ACTION:  Notice  of  exemption.       


<  Washington  County  filed  a  comment  in 
opposition  to  the  abandonment.  The  County's 
comment  will  be  treated  as  a  petition  for 
reconsideration  and  considered  later. 

'  A  stay  will  be  issued  routinely  where  an 
informed  decision  on  environmental  issues, 
whether  raised  by  a  party  or  by  the  Commission's 
Section  of  Energy  and  Environment  (SEE),  cannot 
be  made  before  the  effective  date  of  the  notice  of 
exemption.  See  Exemption  of  Out-of-Service  Rail 
Unas.  5  I.CC2d  377  (19*9).  Any  enUty  seeking  a 
stay  on  environmental  grounds  is  encouraged  to  file 
promptly  so  that  the  Commission  may  act  on  the 
request  before  the  effective  dale. 

'  See  Exempt,  of  Rail  Abandorunent— Offers  of 
Finan.  AssUt.  4  I.CC2d  1M  (1987). 

*The  Commission  will  accept  a  late-filed  trail  use 
request  as  long  as  it  retains  jurisdiction  to  do  so. 


SUMMARY:  Pursuant  to  49  U.S.C.  10505. 
the  Commission  conditionally  exempts 
Southern  Electric  Railroad  Company 
fi-om  the  prior  approval  requirements  of 
49  U.S.C.  10901  to  construct 
approximately  2.5  miles  of  track  in 
Effingham  County.  GA.  The  proposed 
line  would  run  from  Plant  Mcintosh 
owned  and  operated  by  Savannah 
Electric  and  Power  Company  to  a  main 
line  of  the  Norfolk  Southern  Railway 
Company.  The  exemption  is  subject  to 
the  Commission's  subsequent  approval 
of  the  environmental  aspects  of  the 
proposal. 

DATES:  The  Commission's  decision  to 
exempt  the  proposed  construction  will 
become  effective  upon  completion  of  its 
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.  Konschnik, 


uRvwoBiBBi^al  j»vi«w  fooceaa.  Petitions 
to  reopen  must  be  filed  by  February  1. 
1993. 

ADDRESSES:  Send  pleadings  referring  to 
Finance  Docket  No.  321^5  to:  (1) Office 
of  the  Secretary,  Case  Control  Branch, 
Interstate  Commerce  Commissroii, 
Washtngton.  DC  20423;  and 

(2)  Petitioner's  representatives: 
John  It  Mohn,  Esq.,  Nationsflank  PIbm, 

Sttite  5200,  €00  Peachtree  Street,  NE., 

Atlanta,  GA  S03Q8-2216,  snd 
Leamon  R.  HoUiday,  Esq.,  447  Bol! 

Street,  F.O.  Box  2139,  Sarrannah,  GA 

31498. 
TOR  FORrmEW  WTORMATION  COBTACT: 
Richard  B.  FeMer.  (202)  927-5610.  tTDD 
for  hearing  impaired:  (202j  927-5721.1 
SUPPLEMENTARY  INTORMATION:  Additional 
information  is  contained  in  the 
ComnissioB's  decision.  To  purchase  a 
copy  of  the  full  decision,  write  to.  call. 
or  pack  up  in  person  from:  Dynamic 
Concepts.  Inc.  room  2229,  Interstate 
Commerce  Commission  Building, 
Washington,  DC  20423.  Telephraie: 
(202)  289-4357/4359.  lAssi6t«nce  for 
the  hearing  impttired  is  available 
throii^  TDD  services  (202)  927-5721). 

Decided:  December  3Q,  1992. 

By  the  Commission,  Chairman  Philbin. 
Vice  Chairman  McDonald,  Commissioners 
Simmons  and  PhilHpis. 
Sidney  L.  Strickland.  |i-.. 
Secretary. 
IFK  Doc.  93-626  Filed  1-11-93;  8:45  am] 
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DEPARTMENT  OF  JUSTICE 

Lodging  of  Consent  Decree  Pursuent 
to  the  Clean  Water  Act;  United  States 
V.  Alaqua  et  al. 

In  accordance  with  Department 
Policy.  28  CFR  50.7.,  notice  is  hereby 
given  that  a  consent  decree  in  United 
States  V.  Alaqaa  et  al.  was  lodged  with 
the  United  States  District  Court  for  the 
Middle  District  of  Florida  on  December 
10.  1992. 

The  proposed  consent  decree 
concerns  alleged  violations  of  section 
404  of  the  Clean  Water  Act.  33  U.S.C. 
1344,  as  a  result  of  discharges  of  fill 
material  onto  portions  of  property 
located  east  of  the  Little  Wekiva  River 
iu  Township  20S,  Range  29E,  Northeast 
Seminole  County,  Florida,  which  are 
alleged  to  be  "waters  of  the  United 
States."  The  Consent  Decree  requires 
defendants  AJaqua,  Westbury  Alaqua, 
Inc.,  and  Westbury  Development,  Inc. 
(coHectively  "Alaqua")  to  remove  any 
fill  activity  which  is  not  p)«nutted  as  a 
re.;ult  of  an  after-the-fact  permit 
application  Alaqua  has  filed  with  the 


United  States  Amy  Corps  of  Engineers, 
in  addjtiosi.  the  Consent  Decree  feqoires 
Alaqua  te  pay  a  civil  penalty  <^  thne 
hundred  tikousand  dollars  ($3004M>a). 

The  Dep^tmeiat  of  Justice  will  lecaive 
written  conunents  relating  to  the 
censeat  decree  submitteid  within  tiiirty 
(30)  days  from  the  date  of  &is  notice. 
Comments  should  be  addreMed  to  the 
Assistant  Attorney  General, 
Eovironinuit  and  Natural  Reseuvces 
Division,  United  States  Department -ef 
Justice.  Environmental  and  Natural 
Resoiuces  Division,  Altraitton:  David 
Deaa,  Attorney.  Enviramnental  Defanae 
Section,  10&  and  Pennsylvaoia  Ave., 
NW.,  WashingtCHi,  DC  20530;  and 
should  refer  to  United  States  v.  AJaqua, 
Df  reference  No.  90-5-1-4-356. 

The  consult  decree  may  be  examined 
at  the  Clerk's  Office,  United  States 
District  Court,  Middle  District  of 
Florida,  during  regular  business  hours; 
or  upon  written  request  to  David  A. 
Dana,  Attorney,  United  States 
Department  of  Justice,  Envrrcmmeni  end 
Natural  Resources  Ehvision,  United 
States  Department  of  Justice, 
Environmental  Defense  Section,  10th 
and  Pennsylvania  Ave.,  NW., 
Washington,  DC  20530. 
Roger  Qegg, 

Acting  Assistant  Attorney  General, 
Environment  and  Natural  Resources  Division. 
[FR  Doc.  93-597  Filed  1-11-93;  8:45  ami 
eaUNG  CODE  ««1»-01-M 


Antitrust  Division 

U.S.  V.  Airline  Tariff  Publishing  Co^  et 
al.;  Proposed  Hnal  Judgment  and 
Competitive  Impact  Statement 

Notice  is  hereby  given  pursuant  to  the 
Antitrust  Procedures  and  Penalties  Act, 
15  U.S.C  16(b)  through  (h),  that  a 
proposed  Final  Judgment,  Stipulation 
and  Competitive  Impact  Statement  have 
been  filed  with  the  United  States 
District  Court  for  the  District  of 
Columbia  in  United  States  v.  Airline 
Tariff  Publishing  Company,  et  al.  Civil 
Action  No.  92  2854. 

The  Complaint  in  this  case  alleged 
that  eight  airline  defendants,  Alaska 
Airlines,  Inc.,  American  Airlines,  Inc., 
Continental  Airlines,  Inc.,  Deha  Air 
Lines,  Inc..  Northwest  Airlines,  Inc., 
Trans  World  Airlines,  Inc.,  United  Air 
Lines,  Inc.,  and  U.S.  Air,  Inc..  engaged 
in  various  combinations  and 
conspiracies  with  other  of  the  airline 
defendants  and  co-conspirators  to 
increase  fares,  eliminate  discounted 
fares  and  set  fare  restrictions  for  tickets 
purchased  for  travel  between  cities  in 
the  United  States.  These  combinations 
and  conspiracies  were  reached  and 


nftartiiatn^  through  the  ^irHnA 

defendants'  use  of  the  conmuterized  Cue 
dissaminatioa  services  of  the  defendant 
Airline  Tariff  I^Hshing  Company 
<"ATP"i. 

The  Coapkiat  also  aUe§ed  that  the 
airline  deiuidanta.  ATP.  and  co- 
coaapiratoES  eagagad  in  a  rnmhinatinn 
aad  coaspixacy  to  create,  maintain, 
operate  and  participate  in  the  ATP  bra 
disseraiiiatian  system.  This  iare 
dissemination  system  has  been 
formulated  and  operated  in  a  manner 
that  unnecessarily  facilitates 
coordinated  interaction  among  the 
airline  defendants  and  co-censpiratars. 

The  proposed  Pinal  Judgment  esiioins 
the  settling  defendants.  Uaited  Ak 
Lines,  Inc.  and  USAir.  lac.  for  a  p«iod 
of  ten  years,  from  entering  into  any 
agreements  with  any  other  airline  to  fix, 
establish,  raise,  stabili2e,  or  maintain 
any  fare  or  fare  restriction.  Furthermore, 
the  proposed  Final  Judgment  prohibits  ■ 
United  Air  Lines,  Inc.  and  USAir,  Inc. 
from  disseminating  certain  information 
that  may  allow  them  to  reach 
agreemmts  sr  te  facilitate  coordinated 
interaction  among  themselves  and  odier 
airlines.  The  proposed  Final  Judgment 
also  requires  United  Air  Lines,  Inc.  and 
USAir,  Inc.  to  establish  and  maintain  an 
antitrust  compliance  program. 

Public  comment  is  invited  within  the 
statutory  60-day  comment  period.  Such 
comments,  and  responses  thereto,  will 
be  published  in  the  Federal  Register 
and  filed  with  the  Court.  Comments 
should  be  directed  to  Mark  C. 
Schechter,  Chief,  Transportation,  Energy 
and  Agriculture  Section,  Antitrust 
Division,  Department  of  Justice,  room 
9104,  555  Fourth  St.,  NW.,  Washington, 
DC  20001,  (telejAone:  202-307-6349). 
Joaqih  H.  Widm«r, 
Director  ofOperatkms,  Antitrust  Division. 

Filed  12/21/92,  Judge  Revercomb. 

Stipulatioa 

h  is  stipulated  by  and  between  tiie 
undersigned  parties,  by  their  respective 
attorneys,  that: 

1.  The  Court  has  jurisdiction  over  the 
subject  matter  of  this  action  and  over 
each  of  ^  parties  thereto,  and  venue  of 
this  action  is  proper  in  the  LHstrict  of 
Columbia; 

2.  The  parties  consent  that  a  Final 
Judgment  in  the  form  hereto  attached 
may  be  filed  and  entered  by  the  Court. 
upon  the  motion  of  any  party  or  upon 
the  Court's  own  motion,  at  any  time 
after  compliance  with  the  requirements 
of  the  Antitrust  Procedures  and 
Penalties  Act  (15  U5.C.  16).  and 
without  further  notice  te  any  party  or 
other  proceedings,  provided  that 
Plaintiff  has  not  withdrawn  Its  consent. 
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which  it  may  do  at  any  time  before  the 
entry  of  the  Proposed  Final  Judgment  by 
serving  notice  thereof  of  Defendants  and 
by  filing  that  notice  with  the  Court: 

3.  In  Uie  event  Plaintiff  withdraws  its 
consent  or  if  the  proposed  Final 
Judgment  is  not  entered  pursuant  to  this 
Stipulation,  this  Stipulation  shall  be  of 
no  effisct  whatever,  and  the  making  of 
this  Stipulation  shall  be  without 
pre)udice  to  any  party  in  this  or  any 
other  proceeding. 
Dated:  December  21. 1992. 
For  Plaintiff  United  States  of  America 
].  Mark  Gidley, 

Acting  Assistant  Attorney  General. 
Joseph  H.  Widmar. 
Mark  C  Schechter. 
Roger  W.  Pones. 

Attorneys.  U.S.  Department  of  Justice. 
Donna  N.  Kooperstein. 
!   Mary  Jean  Moltenbrey. 
Michael  D.  Billiel. 
Jill  Ptacek. 
Bradley  S.  LuL 

Attorneys.  U.S.  Department  of  Justice. 
Antitrust  Division.  555  4th  Street.  NW..  room 
9104.  Washington.  DC  20001.  (202)  307-6388. 

For  Defendant  United  Air  Lines.  Inc., 
O'Melveny  ft  Myers. 

By:  Henry  C  Thuman,  A  Member  of  the 
Firm. 

400  South  Hope  Street.  Los  Angeles.  CA 
90071-2899.  (213)  669-6000. 
For  Defendant  USAir,  Inc.;  Covington  ft 
Burling. 

By:  Charles  F.  Rule,  a  Member  of  the  Firm. 
1201  Pennsylvania  Ave..  N.W..  Washington. 
DC  20044.  (202)  662-6000. 
Filed:  12/21/92.  Judge  Revercomb. 

Final  Judgment 

Plaintiff.  United  States  of  America, 
filed  its  Complaint  on  December  21. 
1992.  Plaintiff  and  defendants,  by  their 
respective  attorneys,  have  consented  to 
the  entry  of  the  Final  Judgment  without 
trial  or  adjudication  of  any  issue  of  fact 
or  law.  This  Final  Judgment  shall  not  be 
evidence  against  or  an  admission  by  any 
party  with  respect  to  any  issue  of  fact 
or  law.  Therefore,  before  the  taking  of 
any  testimony  and  without  trial  or 
adjudication  of  any  issue  of  feet  or  law 
herein,  and  u{>on  consent  of  the  parties. 

it  is  hereby  , 

Orderea,  adjudged,  and  decreed,  as 

follows: 

L  Jurisdiction 

This  Court  has  jurisdiction  of  the 
subject  matter  of  this  action  and  of  each 
of  the  parties  consenting  hereto.  The 
Complaint  states  a  claim  upon  which 
relief  may  be  granted  against  the 
defendants  under  Section  1  of  the 
Sherman  Act.  15  U.S.C  1. 

n.  Definitions 


As  used  herein,  the  term:        .  ,   .    , 

(A)  "airline"  means  any  scheduled  air 
passenger  carrier  as  defined  in  49  U.S.C. 
1301(3),  its  officers,  directors, 
employees,  agents,  and  anv  other 
persons  acting  on  its  behalf; 

(B)  "ATP"  means  the  Airline  Tariff 
Publishing  Company: 

(C)  "change"  means  abandon,  add, 
alter,  modify,  discontinue,  drop, 
exchange,  replace,  substitute,  switch,  or 
transform; 

(D)  "coupon"  means  a  coupon  or 
similar  voudier  offering  either  a 
discount  off  existing  fares  or  a  special 
fare  not  otherwise  available: 

(E)  "CRS"  means  computer 
reservation  system; 

(F)  "defendants"  means  United  Air 
Lines.  Inc.  and  USAir,  Inc.; 

(G)  "doaiment"  means  all  "writings 
and  recordings"  as  that  phrase  is 
defined  in  Rule  1001(1)  of  the  Federal 
Rules  of  Evidence; 

(H)  "fare"  means  the  price  charged  for 
domestic  passenger  transportation  by 
any  airline,  and  any  rules,  restrictions, 
terms,  or  conditions  governing  the 
availability  or  use  of  any  such  price,  but 
does  not  include  any  contract  or  other 
negotiated  price  or  any  coupon; 

U)  "fare  class"  means  a  group  of  fares 
treated  similarly  for  seat  allocation 
purposes; 

(J)  "first  ticket  date"  means  the  first 
date  that  a  fare  is  available  for  sale; 

(K)  "footnote"  means  the  mechanism 
used  by  ATP  to  store  and  transmit  first 
ticket  dates,  last  ticket  dates,  and  other 
limitations  on  the  use  of  a  fare; 

(L)  "footnote  designator"  means  an 
alphanumeric  designator  used  to 
identify  a  footnote; 

(M)  "including"  means  including  but 

not  limited  to; 

(N)  "last  ticket  date"  means  the  last 
date  that  a  fare  is  available  for  sale; 

(O)  "person"  means  any  natural 
person,  corporation,  firm,  company,  sole 
proprietorsnip,  partnership,  association, 
institution,  governmental  unit,  or  other 
legal  entity; 

(P)  "promotional  fare"  as  used  m 
Section  V(C)  means  a  new  fare  or  group 
of  new  fares  that,  in  conjunction  with  it 
first  being  offered  for  sale,  is  advertised 
as  being  available  for  purchase  for  a 
specified  and  limited  period  of  time, 
provided  that,  where  a  group  of  fares  is 
being  so  advertised,  it  shall  be  sufficient 
to  provide  a  general  description  of 
included  dty  or  airport  pairs  and  fare 
levels  without  specifically  identifying 
each  dty  or  airport  pair  and  fare  level; 

(Q)  "relate  to  means  discuss,  refer  to, 
reflect,  evidence,  concern,  or  pertain  to, 
in  whole  or  in  part; 

(R)  "tag"  means  a  code  used  by  an 
airline  solely  to  identify  a  group  of  fares 
for  sipiilar  processing  by  ATP;  and 


(S)  "travel  date"  means  a  date  that 
limits  when  a  passenger  may  travel  on 
a  fare. 


ni.  Applicability 

(A)  This  Final  Judgment  applies  to  the 
defendants  and  to  each  of  their 
successors,  assigns,  and  to  all  other 
persons  in  active  concert  or 
partidpation  with  any  of  them  who 
shall  have  received  actual  notice  of  the 
Final  Judgment  by  personal  service  or 

(B)  Nothing  herein  contained  shall 
suggest  that  any  portion  of  this  Final 
Judgment  is  or  has  been  created  for  the 
benefit  of  any  third  party  and  nothing 
herein  shall  be  construed  to  provide  any 
rights  to  any  third  party. 

rv.  Prohibited  Conduct 

Each  of  the  defendants  is  enjoined 
and  restrained  from: 

(A)  Agreeing  with  any  other  airline  to 
fix,  establish,  raise,  stabilize,  or 
maintain  any  fare; 

(B)  Disseminating  any  first  ticket 
dates,  last  ticket  dates,  or  any  other 
information  concerning  the  defendant's 
planned  or  contemplated  fares  or 
changes  to  fares; 

(C)  Making  visible  or  dissemmaUng 
its  own  tags  or  any  other  similar 
designating  mechanism  to  any  other 

airline;  ,  ... 

(D)  Making  visible  or  disseminating  to 
any  other  airline  any  fare  that  is 
intended  solely  to  commimicate  a 
defendant's  planned  or  contemplated 
fares  or  changes  to  fares; 

(E)  Making  visible  or  disseminating 
two  OT  more  footnote  designators  that 
identify  footnotes  that  contain  identical 
information,  or  making  visible  or 
disseminating  any  footnote  designator 
that  identifies  a  footnote  that  contains 
no  information;  and 

(F)  Using  fare  codes  that  convey 
information  other  than  fare  dass  or 
terms  and  conditions  of  sale  or  travel. 

V.  Limiting  Conditions 

(A)  Nothing  in  this  Final  Judgment 
shall  prohibit  any  defendant  from 
submitting  its  fare  changes  to  ATP  for 
processing,  or  disseminating  to  CRSs  or 
other  reservations  systems  rules  that  do 
not  contain  or  describe  any  first  ticket 
date,  last  ticket  date,  or  planned  or 
contemplated  fare  level. 

(B)  Nothing  in  this  Final  Judgment 
shall  prohibit  any  defendant  from 
engaging  in  commimications  with 
another  airline  when  such 
commimications  are  reasonably 
necessary  to  establish,  implement,  or 
modify  a  joint,  code  share,  commuter,  or 
other  interline  fare  with  that  airline. 

(C)  Nothing  in  this  Final  Judgment 
shall  prohibit  any  defendant  from 
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advertising  that  a  promotional  fare  will 
ceas«  to  be  available  for  purchase  on  a 
specified  date  or  after  a  specified  period 
of  time,  provided  that  such  advertising 
occurs  (i)  in  conjunction  with  the 
promotional  fare  first  being  offered  for 
sale,  (ii)  in  media  of  general  circulation 
or  through  mass  mailings,  and  (iii)  in  a 
manner  designed  to  directly  reach  a 
meaningful  number  of  potential 
consumers  likely  to  purchase  the 
promotional  fore.  In  the  event  such 
advertising  occurs,  nothing  in  this  Final 
Judgment  shall  prohibit  the  advertising 
defendant  from  otherwise  disseminating 
information  that  such  fare  will  cease  to 
be  available  for  purchase  on  the 
specified  date  or  after  the  specified 
period  of  time. 

After  any  airline  disseminates  a 
promotional  fare  with  a  last  ticket  date 
in  any  city  or  airport  pair,  nothing  in 
this  Final  Judgment  shall  prohibit  a 
defendant  from  promptly  thereafter 
disseminating,  without  advertising,  a 
new  fare  with  the  same  fare  level  and 
restrictions  and  same  last  ticket  date,  in 
the  same  city  or  airport  pair  as  that 
promotional  fare,  and  from  thereafter 
otherwise  disseminating  such 
information. 

(D)  Nothing  in  this  Final  Judgment 
shall  prohibit  any  defendant  from 
disseminating  public  statements 
regarding  contemplated  changes  in 
fares,  provided  such  statements  describe 
neither  effective  dates  nor  the  particular 
amounts  or  rules  relating  to  particular 
city  or  airport  pairs  or  sets  of  city  or 
airport  pairs. 

(E)  Nothing  in  this  Final  Judgment 
shall  prohibit  any  defendant  from 
advocating  or  discussing,  in  accordance 
with  the  doctrine  established  in  Eastern 
Bailroad  Presidents  Conference  v.  Noerr 
Motor  Freight.  Inc..  365  U.S.  127  (1961), 
and  its  progeny,  legislative,  judicial  or 
regulatory  actions,  or  governmental 
policies  or  actions. 

(F)  The  dissemination  of  travel  dates, 
in  and  of  itself,  does  not  constitute  a 
violation  of  this  Final  Judgment. 

(G)  Nothing  in  this  Final  Judgment 
shall  be  construed  to  prohibit  any 
defendant,  in  unilaterally  determining 
its  own  fares,  from  considering  all 
publicly  available  information  relating 
to  the  fares  of  other  airlines. 

(H)  Regardless  of  what  fares  any 
airline  offers  in  any  city  or  airport  pair, 
offering  any  fare  in  the  same  or  any 
other  city  or  airport  pair,  in  and  of  itself, 
does  not  constitute  a  violation  of  this 
Final  Judgment. 

VI.  Compliance  Program 

(A)  Each  defendant  is  ordered  to 
maintain  an  antitrust  compliance 
program  which  shall  include 


designating,  within  30  days  of  entry  of 
tliis  Final  Judgment,  an  Antitrust 
Compliance  Officer  with  responsibility 
for  accomplishing  the  antitrust 
compliance  program  and  with  the 
purpose  of  achieving  compliance  with 
this  Final  Judgment.  The  Antitrust 
CompUance  Officer  shall,  on  a 
continuing  basis,  supervise  the  review 
of  the  current  and  proposed  activities  of 
his  or  her  defendant  company  to  ensure 
that  it  complies  with  this  Final 
Judgment.  The  Antitrust  Compliance 
Officer  shall  be  responsible  for 
accomplishing  the  following  activities: 

(1)  Distributing,  within  60  days  from 
the  entry  of  this  Final  Judgment,  a  copy 
of  this  Final  Judgment  to  all  offices  and 
to  employees  who  have  any 
responsibility  for  approving, 
disapproving,  analyzing,  monitoring, 
studying,  recommending,  or 
implementing  any  fares,  or 
disseminating  any  fares  to  ATP,  CRSs  or 
any  airlines; 

(2)  Distributing  in  a  timely  manner  a 
copy  of  this  Final  Judgment  to  any 
officer  or  employee  who  succeeds  to  a 
position  described  in  section  VI(A)(1); 

(3)  Briefing  annually  those  persons 
designated  in  section  VI(A](1)  on  the 
meaning  and  requirements  of  this  Final 
Judgment  and  the  antitrust  laws  and 
advising  them  that  the  defendant's  legal 
advisors  are  available  to  confer  with 
them  regarding  compliance  with  the 
Final  Judgment  and  the  antitrust  laws; 

(4)  Obtaining  from  each  officer  or 
employee  designated  in  section  VI(A)(1) 
an  annual  written  certification  that  he  or 
she;  (1)  has  read,  understands,  and 
agrees  to  abide  by  the  terms  of  this  Final 
Judgment;  and  (2)  has  been  advised  and 
imderstands  that  his  or  her  failure  to 
comply  with  this  Final  Judgment  may 
result  in  conviction  for  criminal 
contempt  of  court;  and 

(5)  Maintaining  a  record  of  recipients 
to  whom  the  Final  Judgment  has  been 
distributed  and  frt)m  whom  the 
certification  in  section  VI(A)(4)  has  been 
obtained. 

(B)  At  any  time,  if  a  defendant's 
Antitrust  Compliance  Officer  learns  of 
any  past  or  future  violations  of  Section 
IV  of  this  Final  Judgment,  that 
defendant  shall,  within  45  days  after 
such  knowledge  is  obtained,  take 
appropriate  action  to  terminate  or 
modify  the  activity  so  as  to  comply  with 
this  Final  Judgment. 

(C)  For  each  last  ticket  date  placed  in 
ATP  or  a  CRS  pursuant  to  Section  V(C), 
each  defendant  shall  retain  (1)  a  record 
of  the  dates  that  such  last  ticket  date 
was  disseminated  in  the  system  and  the 
specific  fares  and  city  or  airport  pairs  to 
which  the  last  ticket  date  was  attached, 
and  (2)  either  a  representative  copy  or 


transcript  of  the  advertisement  that  was 
used  in  conjunction  with  any  such  last 
ticket  date  and  a  record  of  the  use  of 
such  advertising,  or  a  representative 
copy  or  transcript  of  the  advertisement 
of  the  promotional  fare  to  which  the 
defendant  was  responding.  Such  records 
and  representative  copies  or  transcripts 
shall  be  maintained  in  a  manner  that 
facilitates  prompt  retrieval  and  review 
of  the  documentation  requised  by  this 
section.  These  documents  shall  be 
retained  for  a  period  of  three  years  from 
the  first  date  any  such  advertising 
appeared  or  the  first  date  any  sucn  last 
ticket  date  appeared  in  ATP  or  a  CRS. 

Vn.  Certification 

(A)  Within  75  days  after  the  entry  of 
this  Final  Judgment,  each  defendant 
shall  certify  to  the  plaintiff  whether  it 
has  designated  an  Antitrust  Compliance 
officer  and  has  distributed  the  Final 
Judgment  in  accordance  with  Section  VI 
above. 

(B)  For  10  years  after  the  entry  of  this 
Final  Judgment,  each  defendant  shall 
certify  to  the  plaintiff  whether  it  has 
designated  an  Antitrust  Compliance 
Officer  and  has  distributed  the  Final 
Judgment  in  accordance  with  Section  VI 
above. 

(B)  For  10  years  after  the  entry  of  this 
Final  Judgment,  on  or  before  its 
anniversary  date,  each  defendant  shall 
fi)e  with  the  plaintiff  a  statement  as  to 
the  fact  and  manner  of  its  compUance 
with  the  provisions  of  section  VI. 

VIII.  Plaintiff  Access 

(A)  To  determine  or  secure 
compliance  with  this  Final  Judgment 
and  for  no  other  purpose,  duly 
authorized  representatives  of  the 
plaintiff  shall,  upon  written  request  of 
the  Assistant  Attorney  General  in  charge 
of  the  Antitrust  EMvision,  and  on 
reasonable  notice  to  any  defendant 
made  to  its  principal  office,  be 
permitted,  subject  to  any  legally 
recognized  privilege: 

(1)  Access  during  such  defendant's 
office  hours  to  inspect  and  copy  all 
documents  in  the  possession  or  under 
the  control  of  such  defendant,  who  may 
have  coimsel  present,  relating  to  any 
matters  contained  in  this  Final 
Judranent;  and 

(2)  Subject  to  the  reasonable 
convenience  of  such  defendant  and 
without  restraint  or  interference  bom  it, 
to  interview  officers,  employees  or 
agents  of  such  defendant,  who  may  have 
counsel  present,  regarding  such  matters. 

(B)  Upon  the  Mrritten  request  of  the 
Assistant  Attorney  General  in  charge  of 
the  Antitrust  Division  made  to  any 
defendant's  principal  office,  such 
defendant  shall  submit  such  written 
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repoitt.  aiMler  oath  if  requested,  relating 
to  any  matters  contained  in  this  Final 
Judgment  as  may  be  reasonably 
requested,  subject  to  any  legally 
recoonized  privilege. 

(C)  No  information  or  documents 
obtained  by  the  means  provided  in 
section  Vin  shall  be  divulged  by  the 
plaintiff  to  any  pers(M)  other  than  a  duly 
authorized  representative  of  the 
Executive  BruKJi  of  the  United  States, 
except  in  the  course  of  legal  proceedings 
to  which  the  United  States  is  a  party,  or 
for  the  purpose  of  securing  compliance 
with  this  Final  Judenent.  or  as 
otherwise  required  oy  law. 

(D)  If  at  the  time  information  or 
documents  are  furnished  by  any 
defendant  to  plaintiff,  such  defendant 
represents  and  identifies  in  writing  the 
material  in  any  such  information  or 
documents  to  which  a  claim  of 
protection  may  be  asserted  under  Rule 
26{cM7)  of  the  Federal  Rules  of  Qvil 
Procedure,  and  such  defendant  marks 
each  pertinent  page  of  such  material, 
"Subject  to  claim  of  protection  under 
Rule  26(c)(7)  of  the  Federal  Rules  of 
Civil  Procedure."  then  10  days  notice 
shall  be  given  by  plaintiff  to  such 
defendant  prior  to  divulging  such 
material  in  any  legal  proceeding  (other 
than  a  grand  jury  proceeding)  to  which 
that  de^ndant  is  not  a  party. 

DC.  Further  Ekoaents  of  the  Final 
Judgment 

(A)  This  Final  Judgment  shall  expire 
ten  years  from  the  date  of  its  entry. 

(B)  If.  subsequent  to  the  entry  of  this 
Final  Judgment,  a  stipulated  fmal 
judgment  in  this  matter  is  filed  with 
respect  to  another  airline,  or  if  this  Final 
Judgment  or  a  subsequently  filed 
stipulated  Bnal  judgment  in  this  matter 
is  modified  in  any  respect,  any 
defendant,  in  its  sole  discretion,  may 
move  this  Court,  and  the  Court  shall 
grant  such  a  motion,  to  substitute  such 

a  stipulated  final  judgment  or  modified 
stipulated  final  judgment  for  this  Final 
Judgment. 

(C)  Jurisdiction  is  retained  by  this  • 
Court  for  the  purpose  of  enabling  any  of 
the  parties  to  this  Final  Judgment  to 
apply  to  this  Court  at  any  time  for 
further  orders  and  directions  as  may  be 
necessary  or  appropriate  to  carry  out  or 
construe  this  Final  Judgment,  to  modify 
or  terminate  any  of  its  provisions,  to 
enforce  compliance,  and  to  punish 
violations  of  its  provisions. 

(D)  Entry  of  this  Final  Judgment  is  in 
the  public  interest. 

Dated: 


United  SutM  Oistrict  Judge 
Filed:  12/21/92.  Judge  Revercomb. 


Competitive  Impact  Statement 

Pursuant  to  section  2(b)  of  the 
Antitrust  Procedures  and  Penalties  Act. 
15  U.S.C  16  (bHh).  the  United  SUtes 
submits  this  Competitive  Impact 
Statement  relating  to  the  proposed  Final 
Judgment  submitted  for  entry  with  the 
consent  of  United  Air  Lines.  Inc..  and 
USAir,  Lie,  in  this  dvil  antitrust 
proceeding. 

I.  Nature  and  Purpose  of  the  Proceeding 

Chi  December  21, 1992,  the  United 
States  filed  a  civil  antitrust  complaint 
alleging  that  Alaska  Airlines,  American 
Airlines,  Continental  Airlines.  Delta  Air 
Lines,  Northwest  Airlines.  Trans  World 
Airlines,  United  Air  Lines,  and  USAir 
("airline  defendants").  Airline  Tariff 
Publishing  Company  ("ATP"),  and  co- 
conspirators conspired  unreasonably  to 
restrain  competition  among  themselves 
in  violation  of  section  1  of  the  Sherman 
Act.  15  U.S.C.  1.  The  Complaint  alleges 
two  causes  of  action. 

The  first  cause  of  action  alleged  in  the 
Complaint  is  that,  during  the  period 
beginning  at  least  as  early  as  April  1988 
and  continuing  through  at  least  May 
1990.  each  of  the  airline  defendants  and 
co-conspirators  engaged  in  various 
combinations  and  conspiracies  with 
other  of  the  airline  defendants  and  co- 
conspirators, consisting  of  agreements, 
understandings,  and  concerted  actions 
to  fix  prices  by  increasing  fares, 
eliminating  discounted  fares,  and 
setting  fare  restrictions  for  tickets 
purchased  for  travel  between  cities  in 
the  United  States.  These  agreements. 
understandings,  and  concerted  actions 
were  reached  and  effectuated  through 
each  of  the  airline  defendant's  use  of  the 
computerized  fare  dissemination 
services  of  ATP  to  (1)  exchange 
proposals  and  negotiate  fare  changes;  (2) 
trade  fare  changes  in  certain  markets  in 
exchange  for  fare  changes  in  other 
markets;  and  (3)  exchange  mutual 
assurances  concerning  the  level,  scope, 
and  timing  of  fare  changes.  The 
combinations  and  conspiracies  alleged 
in  the  first  cause  of  action  had  the  effect 
of  depriving  consumers  of  scheduled  air 
passenger  transportation  services  of  the 
benefits  of  free  and  open  competition  in 
the  sale  of  such  services. 

The  second  cause  of  action  alleged  in 
the  Complaint  is  that,  during  the  period 
beginning  at  least  as  early  as  April  1988 
and  continuing  through  to  the  date  of 
the  Complaint,  the  airline  defendants, 
ATP.  and  co-conspirators  engaged  in  a 
combination  and  conspiracy,  consisting 
of  an  agreement,  understanding,  and 
concert  of  action  to  create,  maintain, 
operate,  and  participate  in  the  ATP  fare 
dissemination  system.  This  fare 


dissemination  system  has  been 
formulated  and  Operated  in  a  manner 
that  uimeoessarily  facilitates 
coordinated  interaction  among  the 
airline  defendants  and  co-coospirators. 
enabling  them  to:  (1)  Communicate 
more  effectively  with  one  another  about 
future  increases  to  fares,  future  changes 
to  fare  restrictions,  and  future 
elimination  of  discounted  tares;  (2) 
establish  links  between  proposed  fare 
changes  in  one  or  more  city-pair 
markets  and  proposed  changes  in  other 
city-pair  markets;  (3)  monitor  each  _ 
other's  changes,  including  changes  in 
fares  that  are  not  available  for  sale;  and 
(4)  lessen  uncertainty  concerning  each 
other's  pricing  intentions.  The 
combination  and  conspiracy  alleged  in 
the  second  cause  of  action  has  made 
coordinated  interaction  among  the 
airline  defendants  a;id  co-conspirators 
more  likely,  successful,  and  complete, 
and  has  deprived  consumere  of  air 
passenger  transportation  services  of  the 
benefits  of  free  and  open  competition  in 
the  sale  of  such  services. 

The  Complaint  seeks  relief  that  will 
prevent  the  defendants  from  continuing 
or  renewing  the  alleged  conspiracies,  or 
engaging  in  any  other  conspiracy  or 
adopting  any  other  practice  having  a 
similar  purpose  or  effect. 

On  December  21, 1992,  the  United 
States.  United  and  USAir  filed  a 
Stipulation  in  which  they  consented  to 
the  entry  of  the  proposed  Final 
Judgment  containing  prohibitions  on  the 
conduct  of  United  and  USAir  (the 
settling  defendants)  that  provides  the 
relief  the  United  States  seeks  in  the 
Complaint.  Under  the  proposed  Final 
Judgment,  the  settling  defendants  will 
be  required  to  institute  a  compliance 
program  to  ensure  that  they  do  not 
continue  or  renew  the  alleged 
conspiracies  or  engage  in  any  other 
conspiracy  or  practice  having  a  similar 
purpose  or  effect.  Additionally,  the 
proposed  Final  Judgment  requires  that 
United  and  USAir  file  annual  reports 
with  the  Government  certifying  that 
each  has  complied  with  section  VI  of 
the  Final  Judgment. 

The  United  States  and  the  settling 
defendants  have  stipulated  that  the 
Court  may  enter  the  proposed  Final 
Judgment  after  compliance  with  the 
Antitrust  Procedures  and  Penalties  Act. 
15  U.S.C.  16(b)-(h),  provided  the  United 
States  has  not  withdrawn  its  consent. 
The  proposed  Final  Judgment  provides 
that  its  entry  does  not  constitute  any 
evidence  against  or  admission  by  any 
party  with  respect  to  any  issue  of  fact 
or  law. 

Entry  of  the  proposed  Final  Judgment 
will  terminate  the  action  agaiast  United 
and  USAir.  except  that  the  Court  will 


19    1Q<M  /  NnHr^es 


Federal  Register  /  Vol.  58,  No.  7  /  Tuesday,  January  12,  1993  /  Notices 


3975 


retain  jurisdiction  over  the  matter  of 
further  proceedings  that  may  be 
required  to  interpret,  enforce,  or  modify 
the  Final  Judgment,  or  to  punish 
violations  of  any  of  its  provisions. 

II.  Description  of  the  Practices  Involved 
in  the  Alleged  Violations 

A.  Industry  Background 

The  domestic  passenger  airline 
industry  generates  annual  sales  in  the 
tens  of  billions  of  dollars.  Each  of  the 
airline  defendants  is  a  signiBcant 
competitor,  providing  scheduled 
nonstop,  one-stop,  and  multi-stop 
domestic  air  passenger  services  between 
a  lai;ge  number  of  origin  and  destination 
cities  (city  pairs). 

Through  hub  and  spoke  route 
systems,  the  airlines  are  able  to 
consolidate  passengers  from  many 
points  at  a  single  location  (the  hub)  and 
then  transport  them,  along  with 
passengers  originating  at  the  hub,  to  a 
common  destination.  The  hub  system 
generally  permits  an  airline  to  serve 
many  more  city  pairs  than  it  otherwise 
would  be  able  to  serve  with  nonstop 
service  alone. 

Although  each  of  the  airline 
defendants  operates  an  extensive 
network  of  city-pair  routes,  the 
networks  are  not  identical.  All  airlines 
do  not  serve  all  city  pairs,  and  the 
service  offered  by  airlines  on  the  same 
city  pair  may  vary  as  to  the  type  of 
service  offered  (nonstop  versus  one  or 
more  stops).  In  addition,  the  times  and 
frequencies  of  service  offered  may  vary 
considerably  among  airlines.  As  a 
consequence  of  service  variations  and 
differences  in  passenger  mixes  and  cost 
structures,  airlines  may  have  varying 
preferences  as  to  the  prices  that  should 
be  charged  passengers  for  travel  on  a 
particular  city  pair. 

For  each  of  the  thousands  of  city  pairs 
served  by  each  airline,  numerous  ffires 
are  offered  to  customers.  Many  of  these 
fares  carry  different  types  of  restrictions 
that  are  designed  to  segment  the  market 
for  air  travel  into  groups  with  varying 
sensitivities  to  price  and  time  of  travel. 
For  example,  fares  designed  to  appeal  to 
leisure  travelers  may  carry  longer 
advance  purchase  requirements  than 
fares  designed  for  business  travelers. 

Airlines  constantly  alter  fares  in 
response  to  changes  in  costs,  both 
industrywide  and  airline-specific,  and 
to  changes  in  consumer  demand,  both 
for  travel  generally  and  travel  on 
particular  city  pairs.  Moreover,  the 
availability  to  consumers  of  a  seat  on  a 
particular  flight  at  a  particular  fare  is 
controlled  by  each  airline's  continuous 
adjustment,  based  upon  projected  and 


actual  demand,  of  the  inventory  of  seats 
available  at  that  fare. 

ATP  is  the  central  source  for  the 
collection,  organization,  and 
dissemination  of  fare  information  for 
virtually  every  domestic  airline.  (ATP 
does  not  receive  seat  allocation 
information.)  Each  of  the  airline 
defendants  owns  and  participates  in  the 
ATP  fare  dissemination  system  through 
which  information  is  exchanged  about 
fares.  ATP  also  provides  this 
information  to  computer  reservation 
systems  ("CRSs")  and  other  subscribers. 

Each  airline  supplies  ATP  with  basic 
information  about  its  fares.  This 
information  includes:  fare  codes  (which 
indicate  the  names  of  the  fares — e.g., 
"¥"  is  first  class;  "Y"  is  full  coach),  fare 
amounts,  rules,  and  routings.  Rules 
contain  restrictions  that  limit  or 
condition  the  use  of  the  fare,  including 
advance  purchase  requirements  and 
penalties  for.  itinerary  changes.  Routings 
are  used  to  limit  fares  to  travelers  using 
a  particular  itinerary,  for  example, 
connecting  fliehts  over  a  particular  hub. 

An  airline  also  can  attach  up  to  two 
footnotes  to  any  fare  in  the  ATP  date 
base.  Footnotes  are  identified  by 
alphanumeric  codes  ("footnote 
designators"),  such  as  "A"  or  "32." 
Footnotes  are  used  by  airlines  to 
identify,  among  other  things,  the 
relevant  ticketing  and  travel  dates. 

A  first  ticket  date  indicates  a  future 
date  at  which  a  fare  is  currently 
scheduled  to  become  available  for 
purchase  by  consumers.  The 
dissemination  of  a  fare  with  a  first  ticket 
date  does  not  mean  that  the  fare  will 
ever  be  offered  for  sale;  the  airlines 
often  change  the  first  ticket  date  to  an 
earlier  or  later  time  than  originally 
announced,  or  withdraw  the  fare 
altogether  before  the  first  ticket  date 
arrives. 

A  last  ticket  date  indicates  a  future 
date  at  which  a  fare  currently  offered  for 
sale  may  no  longer  be  available  for  sale. 
Again,  no  obligation  is  implied  by  the 
dissemination  of  a  last  ticket  date,  and 
the  airUnes  often  change  the  last  ticket 
date  to  an  earlier  or  later  time  than 
originally  announced,  or  withdraw  the 
fare  before  its  last  ticket  date. 

The  travel  dates  contained  in 
footnotes  indicate  when  a  consumer  can 
travel  using  a  particular  fare.  A  first 
travel  date  indicates  the  first  date  upon 
which  travel  on  a  particular  fare  may 
commence.  A  last  travel  date  indicates 
the  last  date  upon  which  travel  may 
commence. 

At  least  once  every  weekday,  each 
airline  defendant  submits  its  fare 
changes  to  ATP.  Fare  changes  include 
changes  in  existing  fares,  both  those 
available  and  unavailable  for  sale,  as 


well  as  the  addition  of  new  fares,  which 
may  be  either  available  or  imavailable 
for  sale.  Many  of  the  airline  defendants' 
changes  to  existing  feres  involve 
changes  in  footnotes  that  add,  change  or 
remove  the  first  or  last  ticket  dates.  To 
indicate  that  fare  changes  in  different 
markets  are  connected,  airlines  can  use 
a  common  footnote  designator  for  each 
set  of  changes. 

Once  ATP  receives  the  fare  changes, 
it  processes  the  changes  and  then 
disseminates  those  fare  changes  at  least 
once  each  weekday  to  the  airline 
defendants  and  other  ATP  subscribers, 
including  CRSs.  The  information 
disseminated  by  ATP  includes,  among 
other  things,  the  fare  codes,  dollar 
amounts,  and  rules  involved  in  each 
airline  defendant's  pricing  actions.  ATP 
also  disseminates  the  footnotes  used  by 
each  airline  defendant  on  each  fare, 
including  the  footnote  designators  and 
the  ticketing  and  travel  dates  contained 
in  the  footnotes. 

The  information  disseminated  by  ATP 
is  used  differently  by  the  CRSs  and  the 
airline  defendants.  The  airline 
defendants,  either  directly  or  by 
contract  with  third  parties,  employ 
sophisticated  computer  programs  that 
process  and  sort  the  fare  and  fare  change 
information  received  from  ATP  to 
produce  detailed  daily  reports.  These 
reports  display  the  fare  changes  in  a 
variety  of  ways  that  allow  the  airline 
defendants  to  monitor  and  analyze  all  of 
each  other's  fares  and  contemplated 
changes  to  feres  and  to  discern  patterns 
or  links  among  fare  changes  in  various 
markets. 

In  contrast,  CRSs  load  the  information 
into  their  data  bases,  which  travel 
agents  use  to  make  reservations  and 
price  tickets  on  fares  that  are  available 
for  sale.  Travel  agents  using  a  CRS  can 
obtain  fare  information  for  only  one 
market  at  a  time,  most  often  for  a 
specific  flight  on  a  given  day,  and  they 
do  not  have  access  to  any  airline's 
footnote  designators.  Thus,  travel  agents 
cannot  readily  determine  all  of  the 
airlines'  contemplated  changes  to  Dares. 
Nor  can  they  easily  determine 
relationships  between  fares  (including 
proposed  fare  increases  and  proposed 
elimination  of  discounted  fares)  in  one 
or  more  city  pairs  and  fares  in  other  dty 
pairs. 

B.  Illegal  Agreements  to  Fix  Prices  by 
Increasing  Fares.  Eliminating 
Discounted  Fares,  and  Setting  Fare 
Restrictions  in  Various  City-Pair 
Markets 

The  first  cause  of  action  is  based  on 
an  alleged  series  of  Sherman  Act  section 
1  perse  illegal  price  fixing  agreements 
that  were  reached  beginning  as  early  as 
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April  1968  and  oontinuing  throu^  at 
least  May  1990.  Using  the  ATP  <u« 
dissemiiiation  systam.  tha  airiine 
defendants  paitidpatad  in  a  complex, 
iterative,  and  essentially  private 
exdiange  of  future  fere  infarmatioo  vrith 
the  purpose  and  effect  of  reaching 
agreements  on  price.  Using,  among 
other  things,  first  and  last  ticket  dates 
and  footnote  designators,  they 
exdiai^ed  clear  and  concise  messages 
setting  forth  the  fere  changes  that  each 
prefaced,  and  they  engaged  in  an 
electronic  dialogue  to  worit  out  their 
differences.  The  airline  defendants 
conducted  complex  negotiations, 
offered  explanations,  traded  concessions 
with  one  another,  took  actions  against 
their  independent  self-interests, 
punished  recalcitrant  airlines  that 
discounted  feres,  and  exchanged 
commitments  and  assurances — all  to  the 
end  of  reaching  agreements  to  increase 
fares,  eliminate  discounts,  and  set  fare 
restrictions. 

There  is  evidence  of  two  types  of 
price  fixing  agreements  and  each  of  the 
airline  defendants  was  a  party  to  such 
agreements.  These  price  fixing 
agreements  occurred  frequently,  were  of 
significant  duration,  bikI  involved  many 
city-pair  markets,  including  some  of  the 
most  heavily  traveled  in  the  United 
States. 

In  the  first  type  of  agreement,  the 
airline  defendants  rely  primarily  on 
fares  with  first  ticket  dates  in  the  future, 
(that  is,  fares  that  are  not  available  for 
purchase  by  consumers],  in  conjunction 
with  footnote  designators  and  other 
devices,  to  communicate  proposals, 
counterproposals,  and  commitments  to 
increase  fares.  For  example,  Carrier  A 
initially  proposes  to  ixuarease  a  set  of 
fares  in  a  number  of  markets  by  filing 
these  changes  in  ATP  with  a  first  ticket 
date  two  weeks  in  the  future  (and 
attaching  a  last  ticket  date  to  the 
corresponding  existing  fares  that  are  to 
be  replaced).  The  increase  may  involve 
raising  the  level  of  a  particular  fare  or 
making  the  rules  for  a  particular  fere 
more  restrictive.  Other  airlines  than 
respond  to  Carrier  A's  proposal  by  filing 
similar  fares  with  future  first  ticket 
dates,  filing  different  fares  with  future 
first  ticket  dates,  or  expanding  the  set  of 
feres  with  future  first  ticket  dates  to 
include  different  markets  or  fare  types. 
Fares  in  thousands  of  markets  may  be 
involved.  Typically,  each  airline  links 
the  markets  and  fer  types  involved  by 
tising  the  same  footnote  designator  on 
all  of  the  fares  that  it  proposes  to 
increase. 

The  process  of  negotiation  through 
fare  proposals  may  go  through  several 
iterations  during  which  the  fare  level 
originally  propi^ed  may  be  modified 


and  difiierant  types  of  feres  or  wet*  of 
markets  may  be  added  or  subtracted 
from  the  proposal,  as  the  airlines 
bargain  and  make  trades  with  eadi 
other.  (Airline  A.  for  instance,  may  go 
along  with  increases  that  it  did  not 

{•refer  in  markets  X  and  Y  in  exchange 
or  Airline  B  going  along  with  increases 
that  it  did  not  prefer  in  markets  R  and 
S.)  The  first  tidcet  date  (and 
corresponding  last  ticket  dates)  may  be 
repeatedly  postponed  into  the  future  to 
ensure  that  the  feres  do  not  go  into 
efiiact  until  all  significant  competitors 
have  committed  to  them.  This  complex 
negotiation  ends  when  all  airlines  have 
indicated  their  commitment  to  the  fare 
increases  by  filing  the  same  fares  in  the 
same  markets  with  the  same  first  ticket 
date.  The  increases  take  effect  on  that 
future  date  and  then,  and  only  then,  are 
the  loww  fares  withdrawn  and  the  new 
and  higher  fares  sold  in  their  place. 

In  the  second  type  of  agreement,  the 
airlines  rely  primarily  on  last  ticket 
dates,  in  conjimction  with  footnotes 
designators  and  other  devices,  to 
communicate  proposals, 
counterproposals  and  commitments  to 
eliminate  discounted  fares  which  are 
currently  being  sold  to  consumers.  The 
negotiation  process  may  mirror  that 
described  above  except  that  the  airlines 
commimicate  by  placing  last  ticket  dates 
on  the  particular  fares  that  each 
proposes  to  eliminate.  The  negotiation 
ends  when  all  of  the  airlines  have 
placed  the  same  last  ticket  date  on  the 
same  fares.  On  that  date,  the  particular 
discounted  fares  expire. 

In  certain  instances,  an  airline  may 
create  a  basis  for  an  agreement  to 
eliminate  particular  discounted  fares  at 
a  particular  time.  For  example,  Airline 
A  independently  concludes  that  it  is  in 
its  best  interest  to  file  a  discounted  fare 
in  a  market  important  to  Airline  B. 
Airline  B,  however,  finds  the 
discounted  fare  ob)ectionable.  Airline  B 
may  create  a  basis  for  a  trade  by  placing 
a  low  fare  in  one  of  Airline  A's  more 
profitable  markets.  It  then  attaches  to 
that  fare  a  last  ticket  date  that  is  only  a 
few  days  in  the  future.  Airline  B  may 
use  a  unique  footnote  designator  for  the 
fare,  that  is,  a  designator  that  is  different 
from  that  xjsed  for  any  other  fare  with 
the  same  last  ticket  date,  thus 
highlighting  its  action.  To  ensure  that 
Airline  A  understands  the  link  between 
the  new  "tradeable"  discount  fare  and 
the  targeted  discount  fare,  Airline  B  may 
also  use  a  fere  basis  code  and  dollar 
amount  for  the  new  fare  similar  to  that 
of  the  targeted  fare.  In  some  cases. 
Airline  B  may  also  file  in  its  own  market 
a  fare  that  matches  AirKne  A's  original 
discount  fare  but  that  has  the  same  last 
ticket  date  and  footnote  designator  as  its 


new  tradeable  discount  fere  in  Airline 
A's  market,  thus  linking  Airline  A's^ 
original  discount  fere  and  Aiiiina  B's 
new  fare  even  more  clearly. 

In  these  ways.  Airline  B  conveys  an 
offer  to  Airline  A:  "I'll  remove  my 
discount  &x»m  your  maricet  on  the 
indicated  last  ticket  date  if  yo"  remove 
your  discoimt  from  my  manet  on  that 
date."  Airline  A  then  accepts  the  offer 
by  placing  a  short  last  ticket  date  on  its 
original  discount  fere,  often  matching 
Airline  Bs  last  ticket  date.  Airlines  A 
and  B  then  allow  the  original 
discounted  fare  and  the  new  discounted 
fare  to  expire  on  the  agreed  upon  last 
ticket  date,  and  higher  prices  are  re- 
established and  maintained  in  both 
markets. 

C.  Illegal  Agreement  to  Operate  A  Fare 
Dissemination  System  that 
Unreasonably  Facilitates  Fare 
Coordination 

The  second  cause  of  action  is  based 
on  alleged  joint  activities  that  began  as 
early  as  April  1988  and  continued  until 
the  date  of  the  Complaint  and  that  are 
illegal  \mder  a  Sherman  Act  Section  1 
"rule  of  reason"  analysis.  The  core  of 
the  second  cause  of  action  is  that  the 
airline  defendants  agreed  to  exchange 
fare  information  (including  information 
on  fares  that  were  not  available  for  sale 
to  consumers)  with  one  another  through 
ATP  in  a  manner  that  unnecessarily  and 
unreasonably  allowed  them  to 
coordinate  fares. 

ATP  is  a  Joint  venture  in  which  all  of 
the  airline  defendants  are  co-owners. 
Airlines,  including  a  number  of  the 
airline  defendants,  serve  on  its  board  of 
directors.  ATP  maintains  its  fare  data 
base  on  behalf  of  the  airline  defendants. 

ATP  provides  the  airlines  with  a 
number  of  communication  devices  that 
allow  them  to  coordinate  better  across 
markets  and  within  each  market  on  fares 
and  fare  changes.  The  principal  ATP 
communication  devices  are  first  ticket 
dates,  last  ticket  dates,  and  footnote 
designators.  They  enabled  the 
defendants  on  many  occasions  to  reach 
overt  price-fixing  agreements  of  the  type 
described  in  the  first  cause  of  action. 
These  same  devices  also  fecilitate 
pervasive  coordination  of  airline  fares 
short  of  price  fixing — coordination  that 
would  not  ocCTir  simply  by  virtue  of  the 
structure  of  the  airline  industry. 

The  likelihood  of  successful 
coordination  among  horizontal 
competitors  is  substantially  enhanced 
when  firms  are  able  to  identify  mutually 
beneficial  terms  of  coordination,  detect 
deviations  (or  "cheating")  from  the 
coordinated  outcome,  and  punish  or 
credibly  threaten  to  punish  those 
deviations  (that  is,  make  the  deviation 
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less  profitafale  than  adhering  to  the 
coordinated  ]iiioe). 

The  airline  industry  has  a  number  of 
chasBcteristics  that  nMks  it  suaceptihle 
to  successful  coardinartoB  among  finns. 
Maoy  airline  dty-pair  maripHls  an 
highly  coacen&ated.  All  canvBt  Sdbs 
(those  avaiiabie  far  sale  to  oonsumers) 
and  fare  restrictions  an  nacessarily 
widely  distributed  and  easily  monitored 
by  the  competing  aidines.  in  addition, 
using  CRSs.  the  airlines  can  monitor 
whether  a  coinpetitar  is  tn*Hng  seats 
available  at  a  discount  fan  at  any  given 
time.  (The  ability  to  che^  by  increasing 
the  amount  of  discount  seats  sold  is  also 
limited  by  restricticms  that  make 
discount  fares  unattractive  or 
unavailable  to  large  numbers  of 
customers.)  Each  of  these  factors  tends 
to  make  coordination  among 
competitors  easier  and  mom  likely  to 
occur,  even  in  the  absence  of 
communication  through  ATP. 

On  the  other  hand,  other  inherent 
characteristics  of  the  airline  industry 
tend  to  make  anticompetitive 
coordination  more  difficult.  Airlines' 
costs  of  serving  particular  city-pair 
markets  vary  widely,  as  do  consumers' 
preferences  or  demand  for  different 
airlines'  services  in  different  dty-pair 
markets.  This  is  particularly  true  when 
one  airline  offers  nonstop  service  in  a 
city  pair  where  it  has  a  hub  at  one 
endpoint,  while  its  competitors  offer 
one-stop  or  connecting  service.  Theee 
differences  result  in  the  various  airlines 
serving  a  city-pair  market  often  having 
quite  different  preferred  prices,  making 
it  difficult  for  them  to  identify  a 
mutually  beneficial  coordinated  price. 
The  large  number  of  dty-pair  markets 
and  fare  dianges  also  nukes 
coordination  a  difficult  task.  Finally, 
coordination  is  discouraged  by  the 
difHculty  of  distinguishing  fare  dianges 
that  are  intended  to  ptinish  a  comp^tor 
for  cheating  from  lore  changes  that  are 
themselves  deviations  from  the 
coordinated  price;  misconstruing  a 
competitor's  intraitions  could 
predpitale  additional  fare  cutting. 

The  ATP  communication  devices 
enable  the  airlines  to  substantially 
overcome  many  of  these  impediments  to 
better  coordination.  Without  these  tools 
(or  some  other  substitute  mechanism), 
each  airline  is  more  likely  to  act 
independently,  charging  low  prices  in 
certain  dty  pairs,  such  as  those  in 
which  it  is  the  low  cost  carrier,  or 
matching  low  prices  in  other  norkets 
where  it  would  have  pnfiBrred  a  higher 
.  price.  With  these  devices,  tlw  airlines 
can  coordinate  and  achieve  fare  levels 
fibove  those  that  otherwise  would  have 
prevailed. 


1.  ATP  Facilitates  the  Identification  of 
Mutually  Benefidal  Terms  for 
Coordiaatian 

By  filipg  fans  writh  a  fint  tidLOt  dale 
in  the  future,  or  axtanding  a  firM  ticket 
date  ivrtlier  into  (he  fatan  as  the 
original  first  ticket  dale  epproacfaea.  the 

airlines  are  able  to  exchange 
information  about  fans  tlu^  an  in 
essence  mere  proposals  rather  than 
oCCars  to  sell  tickets  to  consumen.  Tlie 
airlines  can  dien  change  and  modify 
theee  miavailable  fares  throu^  an 
iterative  process  of  multiple  pn^Knals, 
counterproposals,  and  other  messages. 
The  airlines  can  also  use  footnote 
designators  to  indicate  which  markets 
are  involved  in  dteir  proposals.  The  use 
of  sudi  fare  proposals  allows  airlines  to 
see  how  competitors  will  react  to  a 
proposed  increase,  consider  ahemative 
proposals,  and  identify  a  mutually 
acceptable  fare  increase,  without  the 
risk  of  losing  sales  during  the  process  to 
a  competitor  with  lower  fares. 
Ultimately,  each  airline  can  increase  its 
fares  with  greater  certainty  of  its 
competitors'  likely  fare  actions. 

Similarly,  by  placing  a  last  tidcst  date 
on  discounted  fuss,  airlines  can 
communicate  their  desires  to  eliminate 
those  £u<es  and  determine  their 
competitors'  willingness  to  do  likewise, 
without  risking  any  loss  of  traffic. 
Through  a  process  of  repeated  filing  and 
changing  last  ticket  dates,  often  in 
confunction  vrith  the  use  of  footnote 
designators  to  link  markets,  the  airlines 
can  develop  at  virtually  no  cost  a 
consensus  on  whether  and  when  a 
discounted  fare  should  be  removed. 
Consequently,  airiines  can  remove 
discount  fares  with  greater  certainty  of 
their  competitors'  likely  actions. 

Last  ticket  dates,  first  ticket  dates,  and 
footnote  designators  also  fadlitata 
trades  among  the  airlines  during  the 
negotiation  process.  Increased  prices 
desired  by  some  airlines  are  exchanged 
for  incraases  desimd  by  others  in 
different  markets.  Often  such  trades 
involve  hubs.  Each  airline  tends  to 
prefer  higher  fares  on  routes  to  or  from 
its  hub  dties,  where  it  tends  to  have 
high  market  ^ures  and  generate  the 
highest  profits.  Tiuxi.  on  airline  may  he 
willing  to  raise  fares  above  its  most 
preferred  fare  on  others'  hub  routes  in 
order  to  ensure  that  those  airlines 
charge  the  higher  fares  it  desires  (m  its 
own  huh  routes.  By  using  first  and  kst 
ticket  dates  and  footnote  dasignators  to 
link  the  markets  involved  in  the  trade, 
the  airlines  can  more  predsely 
communicate  the  terms  of  sud> 
muhimarket  trades  at  very  low  cost. 


2.  ATT  Mokoa  PvatiUi^  Deviations 
Mon  ESactiva  end  Less  Cootfy 

When  coordinated  prices  are  above 
the  competitive  IsveL  an  airline  will 
have  an  incentive  to  deviate  from  the 
coordinated  price,  that  is.  to  lower  its 
price.  The  greater  the  incentive  to 
deviate,  the  less  likely  it  is  that  firms 
will  attempt  to  coordinate  prices  in  the 
first  place,  and  the  less  eSective  will  be 
any  coordination.  However,  If 
deviations  from  coordinated  fare  levels 
can  be  detected  quiddy  and  made 
unprafitabi*  C>uiifliwd"|  by  «idb«r 
airlines,  effective  coordination  baouiuiis 
more  likely. 

The  broad  and  rapid  dissemlaatian  of 
fares  in  the  airline  industry  ensures  that 
any  airline's  fare  chaises  can  be 
detected  easily  and  la^dly  by  other 
airlines.  Because  of  the  lai^  number  of 
markets  and  the  frequency  of  fare 
changes,  however,  deteraainii^  whether 
fare  changes  are  deviations  from 
coordinated  fare  levels  is  mora  difficult. 
Punishment  is  unlikely  to  be  elective  if 
a  deviating  airline  cannot  determine 
which  fare  changes  era  intended  u 
punishment,  or  which  of  its  fare  actions 
elidted  the  punishmenL  MMOover,  the 
risk  of  other  airUnes  misinterpreting  fan 
changes  intended  to  be  poninmei^  as 
deviations,  whidi  tfaeoMelvas  should  be 
pimished.  raises  the  oast  of  punishoaenL 

ATP  makes  punishment  easier  and 
less  costly.  The  airlines  use  footnote 
designators  or  last  tidcet  dates  to  link 
dty-pair  markets  tcigetfaer, 
communicating  to  both  tlm  cheater  and 
its  other  competitors  that  e  fan  action 
is  intended  as  pumahment  fior  another 
airline's  fare  action,  not  itself  a 
deviation  that  should  be  punished.  In 
this  way,  ATP  fadlitates  the  succeeaful 
elinaiiwtion  of  many  discounts  and 
discoun^es  competitive  pridAgin  the 
first  place. 

While  first  and  last  tkicat  dotes  and 
footnote  designators  are  of 
immeasurable  value  to  the  airlines  in 
facilitating  piidag  coordination,  they 
provide  httie  benefit  to  consumors. 
Because  the  airlines  choi^  the  ticket 
dates  often  bs  they  read  to  each  other's 
messages  and  attempt  to  reach  a 
consensus,  the  ticket  dates  for  a 
particular  fare  do  not  provide  ttavti 
agents  or  consumors  with  reliable 
informatian  on  when  the  Ian  will  be 
increased  or  discontinued.  Coosumen 
cannot  rely  on  the  prasanoa  or  absence 
of  a  last  ticket  date  on  a  fan  4S 
assurance  that  the  fare  will  be  available 
for  a  oolain  period  of  tine— the  airlines 
may  withdraw  the  fare  or  may  stt^ 
making  seats  available  at  the  fare 
without  prior  notice.  Determining 
whether  fere  changes  will  actually  be 
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implemented  requires  the  ability  to  sort 
fare  change  data  to  reveal  patterns  and 
connections  between  fares.  This 
requires  information  and  analytical 
tools  not  readily  available  to  travel 
agents  through  CRSs.  The  airlines,  on 
the  other  hand,  have  the  incentive  and 
abihty  to  sort  the  fare  change  data  to 
make  maximum  use  of  the 
communicative  value  of  first  and  last 
ticket  dates  and  footnote  designators 
and  to  predict,  with  some  certainty, 
each  other's  hn  actions. 

III.  Explanation  of  the  Proposed  Final 
Judgment 

The  proposed  Final  Judgment  is 
intended  to  ensure  that  United  and 
USAir  do  not  continue  to  use  the  ATP 
fare  dissemination  system  or  any  similar 
mechanism  in  a  manner  that 
unnecessarily  facilitates  fare 
coordination  or  that  enables  them  to 
reach  specific  price-fixing  agreements.  It 
prohibits  the  settling  defendants  from 
disseminating  first  ticket  dates  or  using 
designating  mechanisms,  and 
substantially  restricts  their  use  of  last 
ticket  dates.  It  does  not,  however, 
prevent  United  and  USAir  from 
instituting  programs  to  protect 
passengers  from  unanticipated  fare 
changes,  such  as  guaranteeing  fares  at 
the  time  a  reservation  is  made.  The 
proposed  Final  Judgment  also  prohibits 
other  conduct  that  would  allow  the 
settling  defendants  to  communicate 
costlessly  their  pricing  intentions  or 
signal  competitors  that  fare  actions  in 
different  markets  are  linked.  The 
proposed  Final  Judgment,  however, 
does  not  prevent  the  settling  defendants 
from  disseminating  their  currently 
available  fares  through  ATP  to  CRSs  for 
consumer  booking  and  ticketing,  from 
advertising  current  fare  information  to 
consumers,  or  from  offering  for  sale 
fares  for  which  travel  can  only  begin  in 
the  future,  for  example,  offering  fares  in 
the  summer  that  apply  to  winter  travel 
to  Florida.  Finally,  nothing  in  the  Final 
Judgment  regulates  the  independent 
pricing  decisions  of  United  and  USAir, 
whether  or  not  their  prices  respond  to 

or  evoke  a  response  from  other  airlines. 

A.  Prohibited  Conduct 

Section  IV  of  the  proposed  Final 
Judgment  contains  six  categories  of 
prohibited  conduct.  Certain  exceptions 
to  these  prohibitions  are  contained  in 
the  limiting  conditions  in  section  V. 

Section  IV{A)  contains  general 
prohibitions  on  agreements  between 
airlines  "to  fix,  establish,  raise,  stabilize 
or  maintain  any  fare."  This  provision 
prohibits  the  settUng  defendants  from 
any  further  price  fixing  whether  by  the 
means  alleged  in  the  Complaint  or  by 


other  means  violative  of  the  Sherman 

Act.  ,  ^    , 

Section  rV(B)  contains  one  of  the  key 
provisions  of  the  proposed  Final 
Judgment.  It  prohibits  the  settling 
defendants  from  "disseminating  any 
first  ticket  dates,  last  ticket  dates,  or  any 
other  information  concerning  the 
defendant  airline's  plaimed  or 
contemplated  fares  or  changes  to  fares." 
This  provision  bars,  with  limited 
exceptions  discussed  below,  the  settling 
defendants'  use  of  first  and  last  ticket 
dates,  as  well  as  any  alternative  means 
of  communicating  their  future  pricing 
intentions.  For  example,  it  prevents  the 
settling  defendants  from,  with  any 
precision,  negotiating  fare  increases 
through  press  releases.  Similarly,  it 
prevents  the  settling  defendants  bom 
begiiming  to  use  travel  dates  to 
coordinate  fare  changes  rather  than  to 
communicate  meaningful  information  to 
consumers  on  the  relevant  travel 
periods  for  particular  fares.  This 
provision  will  prevent  United  and 
USAir  from  participating  in  the 
extensive  and  costless  negotiation  over 
the  amount,  scope  and  timing  of  fare 
changes. 

The  ban  on  the  settling  defendants' 
use  of  first  ticket  dates  is  absolute.  All 
of  the  settling  defendants'  fares,  whether 
in  ATP,  a  CRS  or  elsewhere,  must  be 
currently  available  for  sale  to 
consumers. 

The  settling  defendants  may  continue 
to  use  last  ti(iet  dates,  but  only  in  very 
limited  circumstances.  Section  V(C)  of 
the  Final  Judgment  permits  the  settling 
defendants,  through  advertising  in 
media  of  general  circulation  or  through 
mass  mailings,  and  in  a  manner 
designed  to  directly  reach  a  meaningful 
number  of  likely  potential  consumers,  to 
state  that  a  promotional  fare  (a  new  fare) 
will  end  on  a  particular  date.  Once 
having  included  the  last  ticket  date  in 
such  advertising,  the  settling  defendants 
may  indicate  the  promotional  fares'  last 
ticket  dates  in  a  CRS  and  elsewhere. 
Once  another  airline  has  disseminated  a 
last  ticket  date  for  a  promotional  fare  in 
accordance  with  this  section,  the 
settling  defendants  may  disseminate  a 
last  ticket  date  in  a  CRS  or  elsewhere  on 
an  identical  new  fare  in  one  or  more  of 
the  same  city  pairs  without  advertising. 
These  restrictions  apply  only  when  a 
settling  defendant  chooses  to  use'a  last 
ticket  date.  The  settling  defendants 
remain  fr«e  to  advertise  and  market 
their  services  and  fares  in  any  other 
manner  they  choose,  including  any 
,    marketing  or  advertising  that  a  fare  will 
be  available  only  for  a  ^ort  period  of 
time. 

The  restrictions  on  the  dissemination 
of  last  ticket  dates  contained  in  section 


V(C)  increase  the  likelihood  that  last 
ticket  dates  will  not  be  used  by  the 
settling  defendants  to  coordinate  fare 
changes  but  rather  to  generate  whatever 
additional  consumer  demand  may  be 
created  by  advertising  that  a  fare  ends 
on  a  precisely  defined  date.  The 
requirement  that  the  fare  be  a  new  fare, 
and  that  the  last  ticket  date  be 
disseminated  at  the  time  the  fare  is  first 
offered  for  sale,  will  help  to  ensure  that 
last  ticket  dates  are  not  used  to  engage 
in  an  iterative  negotiation  process  to 
eliminate  existing  discount  fares  or  to 
facilitate  trades  across  markets. 
However,  the  restrictions  are  flexible 
enough  to  allow  the  settling  defendants 
to  tailor  their  advertising  programs  that 
employ  last  ticket  dates  to  particular 
promotions  and  to  allow  the  settling 
defendants  to  take  advantage  of  changes 
in  the  nature  of  mass  communication. 
The  restrictions  do  not  require  that 
advertising  that  uses  last  ticket  dates  be 
national  in  scope,  nor  do  they  prescribe 
the  advertising  medium  that  must  be 
used  to  justify  use  of  a  last  ticket  date. 
Thus,  for  a  nationwide  promotion,  the 
settling  defendants  might  need  to 
broadly  advertise  to  reach  a  meaningful 
number.of  potential  consumers,  while 
for  a  local  or  regional  promotion,  local 
or  regional  advertising  would  be 
sufficient.  Similarly,  as  new  methods  of 
advertising  become  more  prevalent  and 
widely  used  by  consumers,  those 
methods  may  satisfy  the  requirement 
that  the  last  ticket  date  be  advertised  in 
media  of  general  circulation. 

Section  V(D)  provides  a.limited 
exception  to  the  prohibition  on 
disseminating  information  relating  to 
planned  or  contemplated  fare  changes. 
It  will  allow  the  settling  defendants  to 
continue  to  give  consumers  general 
information  on  impending  fare  changes 
For  example,  the  settling  defendants 
may  make  general  public  statements 
that  because  of  increases  in  costs  they 
expect  fares  to  increase,  or  may 
advertise  that  certain  low  fares  are  for  a 
hmited  time  only.  Because  the 
information  is  general,  it  is  unlikely  that 
the  settling  defendants  could  use  it  to 
coordinate  fares. 

Section  IV(C)  prohibits  the  settling 
defendants  from  "making  visible  or 
disseminating  its  own  tags  or  any  other 
similar  designating  mechanism  to  any 
other  airline."  This  provision  prohibits 
the  settling  defendants  from  using  any 
device  to  link  markets  and  coordinate 
fare  changes  in  the  way  that  they 
currently  use  footnote  designators.  It 
would,  for  example,  prevent  the  settling 
defendants  from  attaching  arbitrary  but 
unique  travel  complete  dates  to  fares  in 
different  markets  in  order  to 
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communicate  a  coniMGtion  or  link 
between  those  ians. 

Section  IV(D}  prohibits  the  taittKng 
defendants  from  "making  visible  or 
disseminating  to  any  other  eirhne  say 
fare  that  is  intended  solely  to 
commimicate  a  defendant  airline's 
planned  or  contemplated  fere  or 
contemplated  changes  to  feres."  This 
provision  would  proscribe  feres  that« 
although  technically  available  currently 
for  sale,  will  not,  as  a  practical  matter, 
be  considered  by  consumers.  For 
example,  section  IV(0]  would  preclude 
a  settling  defendant  from 
communicating  its  intention  to  increase 
fares  by  filing  fares  that  are  higher  but 
otherwise  identical  to  existing  fares,  and 
then  waiting  for  other  airlines  to  file 
identical  higher  feres  before 
withdrawing  its  lower  feres.  Because  no 
rational  consumer  would  purchase  the 
higher  fares  as  long  as  the  lower  existing 
were  available,  the  higher  fares  would 
be  "intended  solely  to  communicate"  a 
settling  defendant's  contemplated 
changes  to  fares. 

Section  IV(E)  prohibits  the  settUng 
defendants  from  "disseminating  two  or 
more  footnote  designators  that  identify 
footnotes  that  contain  identical 
information."  This  provision  will 
prevent  the  settling  defendants  from 
continuing  to  use  multiple  footnotes, 
each  with  different  designators,  that 
contain  the  same  ticketing  and  travel 
date  information.  In  addition,  section 
IV(E)  prohibits  the  settling  defendants 
fr6m  disseminating  any  footnote 
designator  that  identifies  an  "empty" 
footnote,  that  is,  one  that  has  no  travel 
days,  last  ticket  date  or  other 
information.  In  both  cases,  the  footnote 
designator  serves  no  purpose  other  than 
to  communicate  connections  between 
fares  or  to  call  competitors'  attention  to 
particular  feres. 

Section  rV(F)  prohibits  the  settling 
defendants  from  "using  fere  codes  that 
convey  information  other  than  fare  cbss 
or  terms  and  conditions  of  sale  or 
travel."  Certain  standard  fare  codes  are 
used  throughout  the  industry  to  identify 
the  class,  as  well  as  the  restrictions 
associated  with  a  fare,  such  as  advance 
purchase  requirements.  This  provision 
is  intended  to  prevent  the  settling 
defendants  from  using  codes  not  related 
to  either  the  fare  class  or  the  terms  and 
conditions  of  sale  or  travel  to  send 
messages  and  link  markets.  For 
example.  Section  TVIF)  prevents  a 
settling  defendant  from  sending  a 
message  to  another  airline  by  placing 
letters  that  identify  that  airline  in  the 
settling  defendant's  fere  code. 


B.  CompHance  Program  and 
Ceitifieatioa 

In  addition  to  the  prohibitions 
contained  in  sections  IV  and  V.  each 
settling  defendant  would  be  obligated  to 
implement  an  antitrust  compliance 
program.  This  progiam  would  require 
each  settling  defendant  to  designate  an 
Antitrust  Compliance  Officer  within  30 
days  of  entry  of  the  Final  JudgmenL  The 
Antitrust  Compliance  Officer  for  each 
settling  defendant  would  be  responaibl* 
for  distributing  copies  of  the  Final 
Judgment  to  all  officers  of  that 
defendant  and  to  employees  of  that 
defendant  who  have  any  responsibiiity 
for  fares.  These  persons  would  be 
required  annually  to  certify  that  they 
understand  and  agree  to  abide  by  the 
terms  of  the  Final  Judgment.  Each 
settling  defendant  must,  within  45  days 
after  the  Antitrust  Compliance  Officer 
learns  of  any  violations  of  the  Final 
Judgment,  take  appropriate  action  to 
terminate  or  modify  the  activity  so  as  to 
comply  with  the  Final  Judgment 
Finally,  the  settling  defendants  must 
maintain  records  relating  to  their  use  of 
last  ticket  dates  under  the  limited 
exception  provided  in  section  V(C). 

C.  Effect  of  the  Proposed  Final  Judgment 
on  Competition 

The  relief  in  the  proposed  Final 
Judgment  is  designed  to  remove,  as  to 
United  and  USAir,  the  artificial 
restraints  that  have  been  imposed  by  all 
defendants  on  competition.  The 
proposed  Final  Judgment  effectively 
will  remove  United  and  USAir  as 
participants  in  the  coordination  of  fetes 
through  ATP.  The  Department  of  Justice 
believes  that  the  proposed  Final 
Judgment  contains  sufficient  provisions 
to  prevent  further  violations  by  United 
and  USAir  of  the  type  alleged  in  the 
Complaint  and  remedy  the  effects  of  the 
alleged  conspiracy  as  to  these 
defendants. 

IV.  Remedies  AvaiiaUe  to  Potential 
Private  Litigants 

Section  4  of  the  Clayton  Act.  15 
U.S.C.  15,  provides  that  any  person  who 
has  been  injured  as  a  result  oi  conduct 
prohibited  by  the  antitrust  laws  may 
bring  suit  in  federal  court  to  recover 
three  times  the  damages  sufiiered,  as 
well  as  costs  and  reasonabfe  attorney's 
fees.  Entry  of  the  proposed  Final 
Judgment  will  neither  impair  nor  assist 
the  bringing  of  such  actions.  Under  the 
provisions  of  section  5(a)  of  the  Clayton 
Act.  15  U.SX.  16(a),  the  Judgment  has 
no  prima  fade  effect  in  any  subsequent 
lawsuits  that  may  be  brought  against 
any  defendant  in  this  matter. 


V.  Procedures  AvaOable  tar 
ModificatiM  of  the  Pi  op  Mid  FImI 

TudgDMBl 

As  provided  by  the  Antitrust 
Procedures  and  Penalties  Act.  any 
person  believing  that  the  proposeid  Final 
Judgment  should  be  modified  may 
submit  written  comments  to  Mark  C 
Schechter,  CSiief,  Transportation,  Energy 
and  Agriculture  Section,  U^. 
Department  of  Justice,  Antitrust 
Division,  555  Fourth  Street,  NW..  room 
9104,  Washington.  DC  20001.  within  the 
60-day  period  provided  by  the  AcL 
These  comments,  and  the  Department's 
responses,  will  be  filed  with  the  Court 
and  published  in  the  Federal  Kagister 
All  comments  will  be  given  due 
consideratioo  by  the  Department  of 
Justice,  which  remains  free  to  withdraw 
its  consent  to  the  proposed  Judgment  at 
any  time  prior  to  entry. 

VI.  Alternative  to  the  Proposed  Final 
Judgment 

The  alternative  to  the  proposed  Final 
Judgment  would  be  a  full  trial  of  the 
case  against  United  and  USAir.  In  the 
view  of  the  Department  of  Justice,  such 
a  trial  would  iirvolve  substantial  cost  to 
the  United  States  and  is  not  warranted 
because  the  proposed  Final  Judgment 
provides  relief  that  will  remedy  the 
violations  of  the  Sherman  Act  alleged  in 
the  United  States'  Complaint. 

VII.  Detenmnative  Matniab  and 
Documents 

No  materials  and  documents  of  the 
type  described  in  section  2(b)  of  the 
Antitrust  Procedures  and  Penalties  Act. 
15  U.S.C.  16(b),  were  used  in 
formulating  the  proposed  Final 
Judgment. 

Dated:  December  21, 1992. 

Respectfully  submitlad, 
Mark  C  Scbediter 
Roger  W.  Fones, 

Attorneys,  U.S.  Department  offustioe. 
Donna  N.  Kooperstein 
Mary  Jean  Moltenbrsy 
Michael  D.  Bifliel, 
DC.  Bar  No.  394377. 
Jill  A.  Ptacek 
Bradley  S.  Lui. 
DC.  Bar  No.  425033 
Attorneys,  U.S.  Department  of  Justice, 
Antitrust  Division.  SSS  4dt  Street.  NW..  room 
9104,  Washiagtoa.  DC 20001.  (202)  307-S38S. 

|FR  Doc.  93-606  FUed  1-11-43:  «:4S  am] 
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Notice  Pursuant  to  the  National 
Cooperative  Reeearch  Act  of  1964; 
CAD  Frameworic  Initiative.  Inc. 

Notice  is  hereby  given  that,  ou 
October  27. 1992.  Dtirsuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984. 15  U.S.C.  4301  et 
seq.  ("the  Act").  CAD  Framework 
Initiative.  Inc.  ("CFl")  has  filed  written 
notifications  simultaneously  with  the 
Attorney  General  and  the  Federal  Trade 
Commission  disclosing  certain  changes 
in  its  membership.  The  notifications 
were  filed  for  the  piirpose  of  extending 
the  Act's  provisions  limiting  the 
recovery  of  antitrust  plaintim  to  actxial 
damages  under  specified  drciunstances. 
Specifically,  the  purpose  of  this 
additional  notification  is  to  disclose  the 
following  information:  (1)  The  addition 
of  the  following  Corporate  Members: 
Data  General  Corporation,  Westboro. 
MA;  Philips  Semiconductors, 
Eindhoven,  The  Netherlands:  Vantage 
Analysis  Systems,  Inc..  Fremont,  CA;  (2) 
the  addition  of  the  following  Associate 
Members:  Canadian  Microelectronics 
Corp.,  Kingston,  Ontario,  Canada; 
Massachusetts  Institute  of  Technology, 
Cambridge,  MA;  Teradyne.  Inc.,  Boston, 
MA;  John  Hardin,  San  Diego,  CA; 
Wol^ang  Harden,  Stuttgart.  Germany; 
Hitoshi  Nishimura,  Tokyo,  Japan;  (3) 
Intel  Corporation.  Santa  Clara.  CA.  has 
changed  its  CFI  membership  from 
Associate  to  Corporate. 

On  December  30. 1988.  CFI  filed  its 
original  notification  pursuant  to  section 
6(a)  of  the  Act.  That  filing  was  amended 
on  February  7,  1989.  The  Department  of 
Justice  pubUshed  a  notice  concerning 
the  amended  fiUng  in  the  Federal 
Register  pursuant  to  section  6(b)  of  the 
Act  on  March  13, 1989  (54  FR  10456). 

A  correction  notice  was  published  on 

April  20. 1989  (54  FR  16013). 
The  last  notification  was  filed  with 

the  Department  on  July  27. 1992.  A 

notice  was  published  in  the  Federal 

Register  pursuant  to  section  6(b)  of  the 

Act  on  November  5. 1992  (57  FR  52796) 

Joseph  H.  Widmar. 

Director  of  Operations.  Antitrust  Division. 

IFR  Doc.  93-607  Filed  1-11-93;  8:45  am) 
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Notice  Pursusnt  to  the  National 
Cooperative  Research  Act  of  1984; 
International  Business  IMschlnes  Corp. 

Notice  is  hereby  given  that,  on 
September  15, 1992,  pursuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984, 15  U.S.C  4301  et 
seq.  ("the  Act"),  International  Business 
Machines  ("IBM")  has  filed  written 
notifications  simultaneously  with  the 


Attorney  General  ^nd  the  Federal  Trade 
Commission  disclosing  (1)  the  identities 
of  the  parties  and  (2)  the  natiire  and 
objectives  of  the  venture.  The 
notifications  were  filed  for  the  purpose 
of  invoking  the  Act's  provisions  limiting 
the  recovery  of  antitrust  plaintifis  to 
actual  damages  under  specified 
circumstances.  Pursuant  to  section  6(b) 
of  the  Act,  the  identities  of  the  parties 
are  International  Business  Macnines 
("IBM").  Armonk,  NY;  Siemens 
Aktiengesellschaft  ("Siemens"), 
Mimich,  Germany;  and  Toshiba 
Corporation  ("Toshiba"),  Tokyo,  Japan. 
Effective  on  July  9, 1992.  IBM,  Siemens 
and  Toshiba  entered  into  an  agreement 
to  imdertake  cooperative  research, 
experimentation  and  development 
activities  in  the  field  of  fabrication 
processes  suitable  for  future  generations 
of  semiconductors,  including  a 
prototype  256  megabit  dynamic  random 
access  memory  (256M  DRAM).  The 
parties'  activities  will  include,  but  are 
not  Hmited  to:  Formulating  and 
developing  processes  for  fabricating 
0.25  micron  semiconductor  features; 
formulating  and  developing  the  design 
of  a  256M  DRAM;  and  fabricating 
prototypes  for  the  experimental 
demonstration  of  sucn  process 
technology  and  256M  DRAM  design. 
JoMph  H.  Widmar, 

Director  of  Operations,  Antitrust  Division. 
[FR  Doc  93-603  Filed  1-11-93;  8:45  am) 
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Notice  Pursuant  to  the  National 
Cooperative  Research  Act  of  1984; 
Open  Software  Foundation,  Inc. 

Notice  is  hereby  given  that,  on 
November  17. 1992.  pursuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984. 15  U.S.C.  4301  et 
seq.  ("the  Act"),  Open  Software 
Foundation,  Inc.  ("OSF")  filed  written 
notifications  simultaneously  with  the 
Attorney  General  and  the  Federal  Trade 
Commission  disclosing  changes  in  its 
membership.  The  additional 
notifications  were  filed  for  the  pvupose 
of  extending  the  Act's  provisions 
limiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  under 
specified  circumstances.  Specifically, 
the  identities  of  the  new,  non-voting 
membere  of  OSF  are  as  follows: 
Aluminum  Company  of  America, 
Pittsburgh.  PA;  Guardian  Royal 
Exchange  Assurance,  Lancashire, 
England;  Dalhousie  University.  Halifax, 
Nova  Scotia.  Canada;  SIP,  Rome,  Italy; 
Indiana  University,  Blooraington,  IN; 
Auspex  Systems,  Inc.,  Santa  Clara,  CA; 
Bureau  of  the  Census/Casic  Staff, 
Washington,  DC;  Australian  Computer  & 


Communication  Institute,  Carlton, 
Victoria,  Australia;  Technical  University 
of  Budapest,  Budapest,  Himgary; 
MAXM  Systems  Corporation,  Vienna, 
VA;  Peregrine  Systems,  Inc.,  Carlsbad, 
CA;  Protek,  Berkshire,  England;  Hughes 
Aircraft  Company,  Los  Angeles,  CA; 
Walker  Interactive  Systems,  San 
Francisco,  CA;  McDonald's  Corporation. 
Oak  Brook,  IL;  KAPSCH 
Aktiengessellschaft,  Vienna,  Austria; 
The  Computing  Center,  Academia 
Sinica,  Taipei.  Taiwan;  University  of 
Cape  Town.  Rondebosch,  South  Africa. 
No  new  voting  members  have  been 
added  as  of  this  filing. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  research 
project  remains  open,  and  OSF  intends 
to  file  additional  written  notifications 
disclosing  all  changes  in  memberslup. 

On  August  8. 1988.  OSF  and  the  Open 
Software  Foundation  Institute.  Inc.  (the 
"Institute")  filed  its  original  notification 
pursuant  to  section  6(a)  of  the  Act.  The 
Department  of  Justice  published  a  notice 
in  the  Federal  Renter  pureuant  to 
section  6(b)  of  the  Act  on  September  7. 
1988  (53  FR.  34594). 

The  last  notification  was  filed  with 
the  Department  on  July  29. 1992.  A 
notice  was  published  in  the  Federal 
Register  pursuant  to  section  6(b)  of  the 
Act  on  October  6. 1992  (57  FR  46047). 
Jowph  H.  Widmar, 

Director  of  Operations.  Antitrust  Division. 
IFR  Doc.  93-604  Filed  1-11-93;  8:45  am) 
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Notice  Pursuant  to  the  National 
Cooperative  Research  Act  of  1984; 
Petroleum  Environmental  Research 
Forum 

Notice  is  hereby  given  that,  on 
December  4. 1992,  pureuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984, 15  U.S.C.  4301,  et 
seq.  ("the  Act"),  the  participants  in  the 
Petroleum  Environmental  Research 
Forum  ("PERF")  Project  No.  91-14, 
titled  "Reducing  Desalter 
Environmental  Impact,"  have  filed 
written  notifications  simultaneously 
with  the  Attorney  General  and  with  the 
Federal  Trade  Commission  disclosing 
(1)  the  identities  of  the  parties 
participating  in  PERF  Project  No.  91-14 
and  (2)  the  nature  and  objectives  of  the 
venture.  The  notification  was  filed  for 
the  purpose  of  invoking  the  Act's 
provisions  limited  the  recovery  of 
antitrust  plaintiffs  to  actual  damages 
under  specified  circumstances.  Pureuant 
to  section  6(b)  of  the  Act,  the  identities 
of  the  parties  participating  in  PERF 


/  \/^     en 


Ki»   T  /  TnAixliiv.  femkarv  12.  1983  /  Notices 


Federal  Register  /  Vol.  58,  No.  7  /  Tuesday,  January  12,  1993  /  Notices 


3981 


Project  No.  91-14,  together  with  the 
natiire  of  objectives  of  the  reseaidi 
program,  are  Amoco  Oil  Company, 
Naperville,  IL;  Atlantic  Richfield 
Company,  Piano,  TX;  BP  America,  Inc., 
Warrensville  Hts.,  OH;  Chevron 
Research  &  Technology  Co.,  Richmond, 
CA;  Exxon  Research  &  Engineering 
Company,  Florham  Park,  NJ;  Mobil 
Research  and  Development  Corporation, 
Princeton,  NJ;  PetrenCanada,  Alberta, 
Canada;  Phillips  Petroleum  Company, 
Bartlesville,  OK;  and  Texaco  Inc..  Port 
Arthur,  TX. 

Research  and  development  vroik. 
required  in  furtherance  of  PERF  Project 
No.  91-14  is  to  be  carried  out  by  BP 
Research,  a  division  of  BP  America,  Inc., 
under  contract  with  the  above 
participants.  The  nature  and  objectives 
of  the  research  program  to  be  carried  out 
in  accordance  with  this  Project  is  to 
investigate  practical  methods  for 
reducing  environmental  impact  of  the 
crude  oil  desalting  process. 

Participation  in  tnis  Project  will 
remain  open  to  interested  persons  and 
organizations  until  issuance  of  the  final 
Project  Report,  which  is  presently 
expected  to  occur  approximately 
fourteen  (14)  months  afler  the  Project 
commences.  The  Participants  intend  to 
file  additional  written  notifications 
disclosing  all  changes  in  membership  of 
parties  involved  in  this  Project. 

Information  regarding  participation  in 
the  Project  may  be  obtained  from  R.D. 
Andrew,  Engineering  Department, 
Mobil  Research  and  Development 
Corporation,  P.O.  Box  1026.  Princeton, 
NJ  08543. 
Joseph  H.  Widmar, 

Director  of  Operations,  Antitrust  Division. 
IFR  Doc.  93-605  Filed  1-11-93;  8:45  ami 
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Notice  Pursuant  to  the  National 
Cooperative  Research  Act  of  1984; 
Sumitomo  Light  Metai  Industries,  Ltd., 
and  Reynolds  Metals  Co. 

Notice  is  hereby  given  that,  on 
November  25, 1992,  pursuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984. 15  U.S.C.  4301  et 
seq.  ("the  Act"),  Sumitomo  Light  Metal 
Industries,  Ltd.,  and  Reynolds  Metals 
Company  have  filed  written 
notifications  simultaneously  with  the 
Attorney  General  and  the  Federal  Trade 
Commission  disclosing  (1)  the  identities 
of  the  parties  and  (2)  the  nature  and 
objectives  of  the  venttire.  The 
notifications  were  filed  for  the  purpose 
of  invoking  the  Act's  provisions  limiting 
the  recovery  of  antitrust  plaintiff  to 
actual  damages  under  specified 
circumstances.  Pursuant  to  section  6(b) 


of  the  Act,  the  identities  of  the  parties    - 
are  Sumitomo  Light  Metal  Industries, 
Ltd.,  Tokyo,  Japan;  and  Reynolds  Metals 
Company,  Richmond,  VA.  The 
objectives  of  the  venture,  and  the 
general  areas  of  planned  activity,  are 
joint  development  of  aluminum  sheet 
for  automobiles,  heavy  and  light  trucks, 
vans,  buses,  trains,  railroad  cars,  high 
speed  trains  and  trailers  and  the  joint 
development  of  processes  for  producing 
such  sheet. 
JoMph  H.  Widmar, 

Director  of  Operations,  Antitrust  Division. 
(PR  Doc.  93-606  Filed  1-11-93;  8:45  am] 
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NATIONAL  SaENCE  FOUNDATION 

Special  Emphasis  Panel  in  Networking 
and  Communications  Research  and 
infrastructure;  Meeting 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting: 

Name:  Special  Emphasis  Panel  in 
Networking  and  Cominunications  Research 
and  Infrastructura 

Date  and  Time:  January  25, 1993;  8:30  a.m. 
to  5  p.m. 

Place:  Sprint.  13221  Woodland  Park  Road, 
Hemdon,  VA  22071 

Type  of  Meeting:  Closed 

Contact  Person:  Mr.  Steven  Goldstein, 
Networking  and  Communications  Research 
and  Infrastructure,  National  Science 
Foundation,  room  416,  Washington,  DC 
20550  (202-357-9717) 

Purpose  of  Meeting:  To  review  and 
evaluate  the  perfbmiance  of  International 
Connections  Manager  for  NSFNET  at  Sprint. 

Agenca:  Site  visit  to  review  and  evaluate 
the  performance  of  International  Connections 
Manager  for  NSFNET  and  Sprint 

Reason  for  Oosing:  The  project  being 
reviewed  include  information  of  a 
proprietary  or  confldential  nature,  including 
technical  infonnation;  financial  data,  such  as 
salaries,  and  personal  information 
concerning  individuals  associated  with  the 
proposals. 

These  matters  are  exempt  imder  5 
U.S.C.  552  b.  (c)  (4)  and  (6)  of  the 
Government  in  the  Sunshine  Act. 

Dated:  January  6, 1993. 
M.  Rebecca  Winkler. 
Committee  Management  Officer. 
[FR  Doc  93-572  Filed  1-11-93;  8:45  am] 
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NUCLEAR  REGULATORY 
COMMISSION 

Documents  Containing  Reporting  or 
Recordkeeping  Requirements:  Office 
of  Management  and  Budget  (OMB) 
Review 

AGENCY:  Nuclear  Regulatory 
Commission  (NRC). 
ACTION:  Notice  of  the  Office  of 
Management  and  Budget  Review  of 
Information  Collection. 

SUMMARY:  The  NRC  has  recently 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  the 
following  proposal  ior  the  collection  of 
information  under  tne  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
chapter  35). 

1.  Type  of  submission:  Revision. 

2.  Title  of  the  information  collection: 
"Proposed  Amendments  to  10  CFR  parts 
30,  40,  50,  70,  and  72  to  Allow  Self- 
Guarantee  as  an  Additional  Financial 
Assurance  Mechanism". 

3.  The  form  number  if  applicable: 
None. 

4.  How  often  is  the  collection 
required:  Annually  for  most 
information;  on  occasion  for  some. 

5.  Who  will  be  asked  to  report:  Large 
non-electric  utility  licensees  who  desire 
to  use  self-guarantee  as  a  financial 
assurance  mechanism. 

6.  An  estimate  of  the  nimiber  of 
responses:  One  report  per  year  bora  20 
licensees. 

7.  An  estimate  of  the  total  number  of 
hours  needed  to  complete  the 
requirements  or  requests:  380  hours 
annually  including  reporting  and 
recordkeeping. 

8.  The  average  burden  per  response: 
19  hours  per  year. 

9.  An  indication  of  whether  section 
3504(h).  Public  Law  96-511  applies: 
applicable. 

10.  Abstract:  In  response  to  a  petition 
for  rulemaking  submitted  by  licensees, 
NRC  is  proposing  to  allow  certain  non- 
electric utiUty  hcensees  who  meet 
stringent  financial  standards  to  use  self- 
guarantee  as  a  financial  assurance 
mechanism  for  discomissioning 
funding.  The  use  of  self-guarantee 

Kould  reduce  licensee  costs  because 
U^nsees  qualifying  to  use  self- 
guaimtee  would  not  have  to  purchase 
third-party  financial  assurance  (e.g., 
letters  of  credit,  surety  bonds).  However, 
use  o&6elf-giiarantee  is  strictly  optional; 
licences  do  not  have  to  use  mis  method 
providing  financial  assurance. 
I'erefore,  any  information  requested  by 
NRC  in  this  proposed  rule  is  only 
required  if  licensees.efa6dse  to  use  self- 
guarantee  in  plac^f  one  of  the  already 
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allowed  finaaoal  _ 

mnchanisQis.  The  propoi«dnd»wooM 
amend  the  financial  assxiranoe  sections 

of  p««s  an  4a  sai  70.  wi  72. 

The  iirfHBHlkB  colactioB  is  needed 
to  pennit NRCio iwriew Ifae faHnda) 
status  of  licensees  using  self-gue««n*w- 
A  financial  test,  focusing  on  tangible  net 
worth,  bond  rating,  and  the  ratio  of 
tangible  net  worth  to  decomissioning 
cost  estimetes,  is  required.  In  addition, 
the  pioposed  role  h«»  proTinoos  for 
timely  updating  of  infermation 
regarding  a  licensee's  financial 
condition.  For  example,  copies  of 
current  reports  filed  with  the  Securities 
and  Exchange  Conunission  nrast  be 
submitted  to  NRC 

Copies  of  the  submittal  may  be 
inspected  or  obtained  for  a  fiae  from  Ae 
NRC  Public  Document  Room.  2120  L 
Street,  NW  (Lower  Level)..  Washington. 

DC. 

Comments  and  questions  should  be 
directed  to  the  0MB  reviewer:  Ronald 
Minsk.  Office  of  Information  and 
Regulatory  Affairs.  (3150-0017.  -0020. 
-0011.  -0009.  and  0132).  NEOB-3019. 
Office  of  Management  and  Budget. 
Washington.  DC  20503. 

Comments  can  also  be  communicated 
by  telephone  to  (202)  395-3084.  NRC 
Clearance  Officer  is  Brenda  Jo  Shelton. 
(301)492-8132. 

Dated  at  Bethesda.  Maiylaad.  tbis  31st  day 
of  December.  1992. 

For  the  NiiclMr  Regulatory  Comnussioa. 
Gerald  F.  Cranford. 

Designated  Senior  Official  for  Information 
Resource  Management 
|FR  Doc  93-471  Fitad  1-11-93;  •:45  am) 
BIUJN6  cooc  Tsae-ot-M 


Advisory  Committee  on  r4ude«r 
Wast*;  Meeting 

The  Advisory  Committee  on  Nuclear 
Waste  (ACNW)  will  hold  its  50th 
meeting  on  Wednesday  and  Thursday. 
January  27  and  28. 1993.  8:30  a.m.  imtil 
6  p.m..  room  P-110.  7920  Norfolk 
Avenue.  Bethesda.  MD.  Notice  of  this 
meeting  was  published  in  the  Federal 
Register  on  Wednesday.  December  23. 
1992  (57  FR  61104). 

The  entire  meeting  will  be  open  to 
pubhc  attendance. 

The  agenda  for  the  subject  meeting 
shall  be  as  follows: 

A.  Raview  aod  comment  on  th«  NRC  staffs 
analysis  of  the  issues  that  the  National 
Academy  of  Sciences  will  be  addressing  as  a 
result  of  the  Energy  Policy  Act  of  1992  and 
the  impacts  this  Act  will  have  on  NRC's  high- 
level  waste  program. 

B.  Review  the  activities  of  tiie  Canter  for 
Nuclear  Waste  Regulatory  Analyses, 
specifically  the  use  of  iiaturd  analogu**. 


C  Bxplora  ti>e  ciMtion  at  a  pertofmaarm 
indicator  or  event  reporting  system  that 
would  monitor  the  cuireot  status  of  the 
managBinent  and  disposal  of  low-level 
radioactiva  waste. 

D.  Pnpan  tke  MMt  fooMDooth  plan  of 
ACNW  adrvitias  far  Aa  period  Febiuaiy-May 

1903. 

E.  Discuaa  anticipated  and  proposed 
Committee  activities,  future  meeting  agenda. 
adtriniftrativB.  and  organizational  matters,  as 
appiopriate.  Ako.  discBSS  naltaf*  and 
ff/mt^^f  jgniM  that  wre  not  cumnletBd 
during  previous  meetings  as  time  and 
availability  of  information  permit. 

Procedures  for  the  conduct  of  and 
participation  in  ACNW  meetings  were 
pubhshed  in  the  Federal  Register  on 
June  6. 1988  (53  FR  20699).  ta 
accordance  with  these  procedures,  oral 
or  written  statements  may  be  presented 
by  members  of  the  public,  recordings 
will  be  permitted  only  during  those 
portions  of  the  meeting  when  a 
transcript  is  being  kept,  and  questions 
may  be  asked  only  by  members  of  the 
Committee,  its  consultants,  and  staff. 
Use  of  still,  motion  picture,  and 
television  cameras  during  this  meeting 
may  be  limited  to  selected  portions  of 
the  meeting  as  determined  by  the 
ACNW  Chairman,  The  office  of  the 
ACRS  is  providing  staff  support  for  the 
ACNW.  Persons  desiring  to  make  oral 
statements  should  notify  the  Executive 
Director  of  the  Office  of  the  ACNW/ 
ACRS  as  far  in  advance  as  practical  so 
that  appropriate  arrangements  can  he 
made  to  alkiw  the  necessary  lime  during 
the  meeting  for  such  statements. 
Information  regarding  the  time  to  be  set 
aside  for  this  purpose  may  be  obtained 
by  a  prepaid  telephone  call  to  the 
Executive  Director  of  the  Office  of  the 
ACNW/ACRS  (telephone  301/492- 
4516).  prior  to  the  meeting.  In  view  of 
the  possibility  that  the  schedule  for 
ACNW  meetings  may  be  adjusted  by  the 
Chairman  as  r»«cessary  to  facilitate  the 
conduct  of  the  meeting,  persons 
planning  to  attend  should  check  with 
the  ACNW/ACRS  Executive  Directw  or 
call  the  recording  (301/492-4600)  for 
the  current  schedule  if  such 
rescheduling  would  result  in  major 
inconvenience. 

Dated:  January  6. 1993. 
lohn  C  Hoyle. 

Advisory  Committee  Managpment  Officer 
IFR  Doc.  93-612  Filed  1-11-93:  8:45  «n] 
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Westinghouse  Electric  Corp..  Receipt 
of  Application  for  Design  Ceittfication 

Notice  is  hereby  given  that  the 
Nuclear  Regulatory  Commission  (the 
Commission)  has  received  an 
application  from  Westinghouse  Electric 


Corpecation  dats4  )uBe  26. 1992.  filed 
purss^t  to  section  10^  of  the  Atomic 
Energy  Act  and  10 CFR  part  52.  far  ^ 
standard  design  oBttification  of  tlM 
AP600  StaD<leRi  Plent  Design.  Chi 
December  15, 1992.  the  a^icatioo  was 
supplemented  with  information 
identified  as  missing  or  incomplete 
during  the  NRC  staffs  acceptance 
reviewof  die  Jima  28, 1992.  snbmrttaL 
The  application  is  now  considered 
sufficiently  complete  to  be  accepted 
formally  as  a  docketed  petition  for 
design  certification.  A  notice  relating  to 
the  rulemdung  pursuant  to  10  CFR 
52.51  for  design  certification,  including 
provisioos  for  participation  of  the 
public  and  other  pvlies,  will  be 
published  in  the  future. 

The  AP600  design  is  a  600  MWo 
pressuriied  water  reector  pferrt  design 
in  which  passive  safety  systems  are 
used  for  the  ultimate  safirty  protection  of 
the  plant.  AH  of  the  safety  systems  are 
designed  to  be  passive,  where  natural 
forces,  such  as  gravity,  natural 
circulation,  and  stored  energy  (in  the 
form  of  pressurized  accumulators  and 
batteries),  are  used  as  the  motive  fiorces 
of  these  systems.  The  AP600  has  a 
number  of  unique  features  that 
distinguish  it  from  both  the  current 
generation  of  light  water  reactors  and 
the  evolutionary  advanced  light  water 
reactots.  The  AP600  application 
includes  the  entire  power  generatum 
complex,  except  those  elements  and 
features  considered  site-^)ecific.  and  is 
not  a  modular  design  in  which  major 
components  are  shared. 

A  copy  of  Ae  application  is  available 
for  public  inspection  at  the 
Commission's  Public  Document  Room, 
the  Griman  Building.  2120  L  Street, 
NW..  Washington.  DC.  Previous 
correspondence  on  this  application  is 
filed  under  Project  Number  676.  The 
docket  established  for  this  application  is 
52-003. 

Dated  at  Rockville.  Maryland  this  31st  day 
of  December  1992. 
For  the  Nuclear  Regulatory  Commission. 

Robert  C  Pienaa. 

Director.  Standardizatioa  Project  Dtrectotate, 
Associate  Directorate  for  Advanced  Benctots 
and  License  Renewal.  Office  of  Nuclear 
Reactor  Reguiatioit. 
-     IFR  Doc  93-611  Filed  1-11-93;  8:45  ami 
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LL  BUSINESS  ADMINISTRATION 


P)eciaration  of  DiMStar  Loan  Arae  «2618] 

Connecticut  (And  Contiguous 
Counties  In  New  York);  Declaration  of 
Disaster  Loan  Area 

As  a  result  of  the  President's  major 
disaster  declaration  on  December  17, 
1992, 1  Hnd  that  the  Counties  of 
Fairfield,  New  Haven  and  Middlesex  in 
the  State  of  Connecticut  constitute  a 
disaster  area  as  a  result  of  damages 
caused  by  a  winter  storm  and  coastal 
flooding  which  occurred  December  10- 
13, 1992.  Applications  for  loans  for 
physical  damage  may  be  filed  until  the 
close  of  business  on  February  IS,  1993. 
and  for  loans  for  economic  injury  tmtil 
the  close  of  business  on  September  17, 
1993  at  the  address  listed  below:  U.S. 
Small  Business  Administration,  Disaster 
Area  1  Office,  360  Rainbow  Blvd.. 
South,  3rd  Fl.,  Niagara  Falls.  NY  14303, 
or  other  locally  announced  locations.  In 
addition,  applications  for  economic 
injury  loans  from  small  businesses 
located  in  the  contiguous  counties  of 
Hartford,  Litchfield,  and  New  London  in 
the  State  of  Connecticut  and  Dutchess 
County  in  the  State  of  New  York  may  be 
flled  until  the  specified  date  at  the 
above  location. 

Any  counties  contiguous  to  the  above- 
named  primary  counties  and  not  listed 
herein  are  covered  under  a  separate 
declaration  for  their  own  state  for  the 
same  occurrence. 

The  interest  rates  are: 


Fbr  physical  damage: 

Homeowners  with  credit 
available  elsewhere 

Homeowners  without  credit 
available  elsewhere 

Businesses  with  credit  avail- 
able elsewhere 

Businesses  and  non-profit  or- 
ganizations without  credit 
available  elsewhere 

Other  (including  non-profit  or- 
ganizations)     with      credit 

available  elsewhere 

For  economic  injury: 

Businesses  and  small  agricul- 
tural cooperatives  without 
credit  available  elsewhere  ... 


Percent 

8.000 
4.000 
8.000 

4.000 

7.625 

4.000 


The  number  assigned  to  this  disaster 
for  physical  damage  is  261811  and  for 
economic  injiuy  the  numbers  are 
781900  for  Connecticut  and  782000  for 
Dutchess  County,  New  York. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 


Dated:  Decamlwr  28, 1992. 
Bernard  Kulik, 

Assistant  Administrator  for  Disaster 
Assistance. 

(PR  Doc.  93-671  Filed  1-11-93;  8:45  am) 
MUMQ  CODE  M2S-01-M 

[OMiaration  Of  [Nsastw  Lean  Area  #2586] 

Declaration  of  Disaster  Loan  Area; 
Florida,  Amendment  #2 

The  above-numbered  Declaration  is 
hereby  amended  in  accordance  with  an 
amendment  dated  December  10, 1992, 
to  the  President's  major  disaster 
declaration  of  August  24,  to  extend  the 
deadline  for  filing  applications  for 
physical  damage.  The  new  deadline  is 
January  20, 1993. 

The  termination  date  for  filing 
applications  for  economic  injury 
remains  the  close  of  business  on  May 
24, 1993. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008) 

Dated:  December  15, 1992. 
Bernard  Kulik, 

Assistant  Administrator  for  Disease 
Assistance. 
[PR  Doc.  93-667  Filed  1-11-93;  8:45  am] 

BIUMG  CODE  MSS-OI-W 

[Declaration  of  Disaster  Loan  Area  #2614] 

Declaration  of  Disaster  Loan  Area; 
Georgia,  Amendment  #1 

The  above-numbered  Declaration  is 
hereby  amended  in  accordance  with  an 
amendment  dated  December  11, 1992, 
to  the  President's  major  disaster 
declaration  of  December  1.  to  establish 
the  incident  period  for  this  disaster  as 
beginning  on  November  22, 1992  and 
continuing  through  December  7, 1992. 

All  other  information  remains  the 
same;  i.e.,  the  termination  date  for  filing 
applications  for  physical  damage  is 
February  1, 1993,  and  September  1, 
1993  for  economic  injury. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008) 

Dated:  December  15, 1992. 
Bernard  Kulik, 

Assistant  Administrator  for  Disaster 
Assistance. 

[FR  Doc  93-668  Filed  1-11-93;  8:45  am] 
BnoJNG  CODE  toas-oi-M 

[Declaration  of  Oisastar  Loan  Araa  «2614] 

Georgia  (and  Contiguous  Counties  in 
AialMma  and  Tennessee);  Declaration 
of  Disaster  Loan  Area 

As  a  result  of  the  President's  major 
disaster  declaration  on  December  1, 


1992,  and  an  amendment  thereto  on 
December  4, 1  find  that  the  Counties  of 
Carroll,  Cherokee,  Cobb,  Dade,  Greene, 
Putnam,  and  Talbot  in  the  State  of 
Georgia  constitute  a  disaster  area  as  a 
result  of  damages  caused  by  tornadoes, 
high  winds,  and  heavy  rains  which 
occurred  on  November  22, 1992  and 
continuing.  Applications  for  loans  for 
physical  damage  may  be  filed  until  the 
close  of  business  on  February  1. 1993 
and  for  loans  fbr  economic  injury  until 
the  close  of  business  on  September  1. 

1993.  at  the  address  listed  below:  U.S. 
Small  Business  Administration,  Disaster 
Area  2  Office,  One  Baltimore  Place, 
suite  300.  Atlanta.  Georgia  30308  or 
other  locally  annoimced  locations.  In 
addition,  applications  for  economic 
injury  loans  from  small  businesses 
located  in  the  contiguous  Counties  of 
Baldwin.  Bartow.  Chattahoochee. 
Coweta.  Dawson,  Douglas,  Forsyth, 
Fulton,  Gordon,  Hancock,  Haralson. 
Harris.  Heard.  Jasper,  Jones.  Marion. 
Meriwether,  Morgan,  Muscogee, 
Oconee,  Oglethorpe,  Paulding,  Pickens. 
TaUaferro,  Taylor.  Upson,  and  Walker  in 
the  State  of  Georgia;  Cleburne,  DeKalb, 
Jaclcson,  and  Randolph  Counties  in  the 
State  of  Alabama;  Hamihon  and  Marion 
Counties  in  Tennessee  may  be  filed 
until  the  specified  date  at  the  above 
location. 

The  interest  rates  are: 

Percent 

For  physical  damage: 

Homeo%vners  with  credit 
available  elsewhere 8.000 

Homeowners  without  credit 
available  elsewhere 4.000 

Businesses  with  credit  avail- 
able elsewhere 8.000 

Businesses  and  non-profit  or- 
ganizations without  credit 
available  elsewhere 4.000 

Others  (including  non-profit 
organizations)    with    credit 

available  elsewhere 7.625 

For  economic  injury: 

Businesses  and  small  agricul- 
tiual  cooperatives  without 
credit  available  elsewhere  ...  4.000 

The  number  assigned  to  this  disaster 
for  physical  damage  is  261412  and  for 
economic  injury  the  numbers  are 
777700  for  Georgia;  777800  for 
Alabama;  and  780200  for  Tennessee. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008) 

Dated:  December  10, 1992. 
Bernard  Kulik, 

Assistant  Administrator  for  Disaster 
Assistant. 

IFR  Doc.  93-669  Filed  1-11-93;  8:45  am] 
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Loan  Ana  MStSI 
OedefeWow- ol 


Th0  TankocT  o£  Guam  constittttM  a 
disastac  acaa  a*  a  saeult  of  damages 
causad  l^  Typhooa  Gay  which  occurrad 
on  Novaoober  23. 1982.  Applications  for 
loans  for  physical  damage  may  be  filed 
until  the  dose  of  business  oa  Fabcuaiy 
11. 1993  aad  for  economic  in^un  until 
the  closa  of  businaaa  on  Septambar  13. 
1993  at  the  addreaa  listed  below:  U.S. 
^iTT*^!!  Business  Administratioa,  Disaster 
Area  4  Office^  ?JX  Box  13795, 
Sacramento.  CA  95853-4795;  oi  other 
locally  annf>"n*'^^  locations. 

The  interest  lalea  are: 


Disaster  Area  4  Office.  Small  Business 
Administration.  P.O.  Box  1379S. 
Sacramento.  CA  95853-4795.  or  otfrar 
locally  announced  locations. 
The  rirterest  mtes  are: 


For  physical  damage: 
Hoiiwuwners       with       credit 

availaMe  otsewiien 8.000 

Homaetwwrs    withiiut    credtt 

availaU»«tewha» ~  4-000 

BusinMsai  «nth  credit  avatt- 

afal»«lsewfaei» —  8.000 

BusiBMBac  and  aon-pcofit  or^ 

ganizatioas    wUbout    credit 

avail^Ie  elsewhwa -  4.000 

Others    (including    non-profit 

oi^nizations)    with    credit 

available  eisewhere 7.825 

For  economic  injury: 
Businesses  and  small  agricul- 
tural   cooperatives    without 

credit  available  elsewhere  ...  4.000 

The  number  assigned  to  this  disaster 
for  physical  damage  is  261606  and  for 
economic  injury  the  number  is  780000. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 

Dated:  December  11. 1992. 
PaHkia  Saiki. 
Administrator. 

IFR  Doc.  93-870  Filed  1-11-93;  8:45  ami 
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Republic  of  the  Maratai  Islands; 
Declaration  of  Dfsaalar  Loan  Aiaa 

As  a  resuh  of  the  President's  major 
disaster  declaration  on  December  16, 
1992. 1  &nd  the  Ailuk.  Aur.  Bikini. 
Enewetak.  Likiep.  Utiiik.  Wotho.  Wotje. 
Maloolap.and  Ujelang  Atolls  and  Mejit 
Island  in  the  Republic  of  the  Marshall 
Islands  constitute  a  disaster  area  as  a 
result  of  damages  caused  by  Typhoon 
Gay  which  occurred  on  November  17- 
18. 1992.  Applications  for  loans  for 
physical  damage  may  be  filed  until  the 
close  of  business  on  February  16. 1993. 
and  for  loans  for  economic  injury  until 
the  close  of  business  on  September  17. 
1993.  at  the  address  listed  belovr 


credit 


For  physical  damage: 

Hiimaiwwnari      with. 
•vailaUe  else«riMn 

Homeowners  without  credit 
avaslBUe  eiaewfiafs  ..—...—."• 

Ikukiaaaaa  wilb  oadit  avail- 
■bi*  otoewbaw  — 

Businesses  and  oon-profit  or* 
ganizations  without  oradit 
availalrfe  elsewhere 

Others    finchiding    non-profH 
orgBRtzations)    with    oedit 
available  elsewhere  — ~-~., 
For  aconanic  injmr  ^_ 

Businesses  and  smaU  agricul- 
tural coopafati^M  without 
credit  available  elsewhere  ... 


t.000 
4.000 

AJOOO 

4.000 
7.635 

4.000% 


The  Btunber  nwigiMH  to  this  disaster 
for  physical  danugB  is  281706  and  for 
economic  injury  the  number  is  781800. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 

Dated:  December  28. 1992. 
Bernard  Kniik. 

Assistant  Administrator  for  Disaster 
Assistance 
IFR  Doc.  93-«74  Filed  1-11-93;  8:45  an»l 

MLUNO  COOC  SOSS-OI-M 


contigootis  Cuufltiee  of  Adams, 
Calhoun.  Carroll.  Claiborne.  Clarke, 
dm,  rmiaif.  PsankMa.  Cnwada.  HfaiA. 
HoUnes.  Jefferson.  Jones.  Lamar, 
Lawrence,  Lasv  Lowades,  Martisow> 
MHkn,  MonKM.  MoBtgwMry. 
Oktibeha.  Pike.  Pontotoc.  WakhaU. 
Wayne.  Winston,  and  Yazoo  in  the  State 
of  Mississippi;  Choctaw.  Pk^sas.  and 
Sumpler  CoiBities  in  the  Stata  of 
Alabama;  aad  Concoidia.  East  Feliciana. 
SLHelaoa.  Tangipahoa,  and.  West 
Feliciana  Pviafaea  in  Lmiisiana  may  ba 
filed  until  the  apecifiad  date  at  tha 
aboTO  kicatiaa. 
The  intBtest  rales  are: 


[Dadaration  of  Disaster  Loan  Area  #2606] 

Dacloralten  of  DIsaatar  Loan  Arae; 
Missiaalppi  (and  Contiguoua  Countiaa 
in  Alabanfia  and  Louiaian^ 

As  a  resuh  of  the  President's  major 
disaster  declaration  on  November  25. 
1992.  and  an  amendment  diereto  on 
December  2. 1  find  that  the  Counties  of 
Amite.  Attala,  Chickasaw.  Choctaw. 
Copiah.  Covington.  Jasper.  Jefferson 
Davis.  Kemper.  Lauderdale.  Leake. 
Lincoln.  Neshoba.  Newton.  Noxubee. 
Rankin.  Scott,  Simpson,  Smith.  Webster, 
and  Wilkinson  in  the  State  of 
Mississippi  constitute  a  disaster  area  as 
a  result  of  damages  caused  by  tornadoes, 
high  winds,  and  severe  storms  which 
occurred  on  November  21-22. 1992. 
Applications  for  loans  for  physical 
damage  may  be  filad  until  the  close  of 
business  on  January  23. 1993.  and  for 
loans  for  economic  injury  until  the  close 
of  business  on  August  25. 1993.  at  the 
address  listed  below:  U.S.  Small 
Business  Administration.  Disaster  Area 
2  Office.  One  Baltimore  Place,  suits  300. 
Atlanta.  Georgia  30306,  or  other  locally 
announced  locations.  In  addition. 
applications  for  economic  injury  loans 
from  small  businesses  located  in  the 


credit 


For  physical  damage: 

Homaownacs      with 
available  eUewbeie ~ 

Homeowners  wtthotit  cradit 
available  elsewhere 

Busineesea  with  credtt  avail' 
aMc  abewfcere 

BtMiBBsaas  and  noB-proAl  or- 
t^nniiatwna  without  cradit 
available  elsawfaara 

Others  (including  non-proGt 
organizations)    with    credit 

available  elsewhere - 

For  economic  Injurjr: 

Businesaes  and  smalt  agricul- 
tunl  cooperatives  without 
credit  available  elsewhere  ... 


Bjoao 

4.000 


4.009 


7.025 


4.000 


The  munber  assigned  to  this  disaster 
for  physical  damage  is  260612  aad  fas 
economic  injury  tha  numb«»  ara 
776MI0  for  Mississippi;  776900  far 
Alabama;  and  780100  fo*  Louisiana. 

(Catalog  of  Federal  Domestic  AssiatKice 
Program  Nos.  59002  and  59008) 

Dated:  December  10, 1992. 
Bernard  Kulik, 

Assistant  Administrator  for  Disaster 
Assistance. 

[FR  Doc.  93-660  Piled  1-11-43;  8:45  am] 
BiLUNG  cooe  ans-at-ai 


[Oeelaratioiv  e«  Disastar  Loan  Area  sasiftl 

New  Jersay;  Dactoratton  of  Diaaalar 
Loan  Area 

As  a  result  of  the  President's  major 
disaster  declaration  on  December  18, 
1992,  and  amendments  thereto  on 
December  18  and  22, 1  find  that  tha 
Counties  ot  Atlantic.  Bergen.  Cape  May, 
Cumberland.  Essex.  Hudson.  Nfiddlesex, 
Monmouth.  Ocean.  Somerset,  and 
Union  in  the  State  of  New  Jersey 
constitute  a  disaster  area  as  a  result  of 
damages  caused  by  a  severe  coastal 
storm,  unusual  high  tides,  heady  rain 
and  riverine  flooding  beginning  on 
DeceH*ar  10. 1992.  Applications  fbs 
loans  for  physical  damage  may  be  filed 


«»  t       M   ^ 


I    «r-1      pn     KT. 


/    •P..»oJ«.,     Toniiara    19      100*1     /    NnHf^AJl 
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until  the  dose  of  business  on  Fetmiaiy 
16, 1993,  «md  for  loans  far  eamomic 
injury  until  the  close  of  business  on 
September  20, 1993,  at  the  address 
listed  below:  U.S.  Small  Business 
Administration,  Disaster  Area  1  Office. 
360  Rainbow  Blvd.,  South,  3rd  Fl., 
Niagara  Falls,  NY  14303,  or  other  locally 
announced  locations.  In  addition, 
applications  for  economic  injury  loans 
frcon  small  businesses  located  in  the 
contiguous  coimties  of  Bxirlington, 
Camden,  Gloucester,  Himterdon, 
Mercer,  Morris,  Passaic,  and  Salem  in 
the  State  of  New  Jersey  may  be  Hied 
imtil  the  specified  date  at  the  above 
location. 

Any  counties  contiguous  to  the  above- 
named  primary  counties  and  not  listed 
herein  are  covered  imder  a  separate 
declaration  for  their  own  state  for  the 
same  occurrence. 

The  interest  rates  are: 

I  PotcsdI 

For  Physical  Dainagfl: 

Homeowners  with  credit 
available  elsewhere _ 8.000 

Homeowners  vrithout  credit 
available  elsewhere 4.000 

Businesses  with  credit  avail- 
able elsewhere 8.000 

Businesses  and  non-profit  or- 
ganizations  without  credit 
available  elsewhere 4.000 

Others  (including  non-profit 
organizations)    with    credit 

available  elsewhere 7X2S 

For  economic  injury: 

Businesses  and  small  agricul- 
tural cooperatives  without 
credit  available  elsewhere  ...  4.000 

The  number  assigned  to  this  disaster 
for  physical  damage  is  261911  and  for 
economic  injury  the  number  is  782100. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 

Dated:  December  28, 1992. 
Bernard  KuUk,  -« 

Assistant  Administrator  {or  Disaster 
Assistance. 

[FR  Doc.  93-673  Filed  1-11-93;  8:45  am] 
BiuiNG  cooe  «a»-ot-M 


[Declaration  ol  DicMter  Loan  Area  •2C20) 

New  York;  Declaratiort  of  Disaster 
Loan  Area 

As  a  result  of  the  President's  major 
disaster  declaration  on  December  21, 
1992,  and  an  amendment  thereto  on 
December  22, 1  find  that  Nassau, 
Rockland,  Suffolk,  and  Westchester 
Counties  and  New  York  City  (all  five 
boroughs)  in  the  State  of  New  York 
constitute  a  disaster  area  as  a  result  of 
damages  caused  by  a  coastal  storm,  high 


tides,  heavy  rains  and  riverine  flooding 
begiiming  on  December  10, 1992. 
Applications  for  loans  for  physical 
damage  may  be  filed  until  the  close  of 
business  on  February  19, 1993,  and  for 
loans  for  economic  faijuiy  until  the  dose 
of  business  on  September  21, 1993,  at 
the  address  listed  below:  U.S.  Small 
Business  Administration,  Disaster  Area 
1  Office,  360  Rainbow  Blvd.,  South,  3rd 
Fl.,  Niagara  Falls,  NY  14303.  or  other 
locally  annoimced  locations,  bi 
addition,  applications  for  economic 
injury  loans  from  small  businesses 
located  in  the  contiguous  cotmties  of 
Orange  and  Putnam  in  the  State  of  New 
York  may  be  filed  imtil  the  spedfied 
date  at  the  above  location. 

Any  coimties  contiguous  to  the  above- 
named  primary  counties  and  not  listed 
herein  are  covered  under  a  separate 
declaration  for  their  own  state  for  the 
same  occurrence. 

The  interest  rates  are: 


For  physical  damage: 

Homeowners  with  credit 
available  elsewhere „  iJOOO 

Homeowners  without  credit 
available  elsewhere 4.000 

Businesses  with  credit  avail- 
able elsewhere  ._..„ 8.000 

Businesses  and  non-profit  or- 
ganizations without  credit 
available  elsewhere 4.000 

Others  (including  iKMi-p>rofit 
organizations)    with    credit 

available  elsewhere 7.625 

For  economic  injury: 

Businesses  and  small  agricul- 
tural cooperatives  without 
credit  available  elsewhere  ...  4.000 

The  number  assigned  to  this  disaster 
for  physical  damage  is  262011  and  for 
economic  injury  the  number  is  782200. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 

Dated:  December  28, 1992. 
Bernard  Kolik, 

Assistant  Administrator  for  Disaster 
Assistance. 

[FR  Doc  93-672  Filed  1-11-93;  8:45  am] 
aaiMG  coca  M2S-01-M 

[Declaration  of  Disaster  Loan  Aree  *2615) 

Declaration  of  Diaaster  Loan  Area; 
Texaa 

As  a  result  of  the  President's  major 
disaster  declaration  on  December  4, 
1992, 1  find  that  Harris  County  in  the 
State  of  Texas  constitutes  a  disaster  area 
as  a  result  of  damages  caused  by 
thunderstorms  and  tornadoes  which 
occurred  on  November  21, 1992. 
Applications  for  loans  for  physical 


damage  may  be  filed  until  the  dose  of 
business  on  February  2, 1993,  and  for 
loans  for  economic  injury  until  the  dose 
of  business  on  September  7. 1993,  at  the 
address  listed  below:  U.S.  Small 
Business  Administration.  Disaster  Area 
3  Office,  4400  Amon  Carter  Blvd.,  suite 
102,  Ft.  Worth.  TX  76155.  or  other 
locally  announced  locations.  In 
addition,  applications  for  economic 
injury  loans  fiom  small  businesses 
located  in  the  contiguous  Counties  of 
Brazoria,  Chambers,  Fort  Bend, 
Galveston,  Liberty,  Mcmtgonmy,  and 
Waller  in  the  State  of  Texas  may  be  filed 
until  the  specified  date  at  the  above 
location. 
The  interest  rates  are: 


For  physical  damage: 

Homeowners  with  credit 
available  elsewhere 8.000 

Homeowners  without  credit 
available  elsewhere 4.Q00 

Businesses  with  credit  avail- 
able elsewhere 8.000 

Businesses  and  non-profit  or- 
ganizations without  credit 
available  elsewhere 4.000 

Others  (including  non-profit 
organizations)    with    credit 

available  elsewhere i 7.625 

For  economic  injury: 

Businesses  and  small  agricul- 
tural cooperatives  without 
credit  available  elsewhere  ...  4iK)0 

The  number  assigned  to  this  disaster 
for  physical  damage  is  261512  and  for 
economic  injury  the  number  is  779900. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  59002  and  59008). 

Dated:  December  10, 1992. 
Bernard  Kolik, 

Assistant  A  dministrator  for  Ditaater 
Assistance. 
(FR  Doc.  93-665  Filed  1-11-^;  8:45  am] 

SajJNG  CODE  M2S-01-M 


DEPARTMENT  OF  TRANSPORTATION 

Aviation  Procaacflnga;  Agraamanta 
Filed  During  the  Weak  Ended  January 
1,1993 

The  following  agreements  were  filed 
with  the  Department  of  Transportation 
under  the  provisions  of  49  U.S.C.  412 
and  414.  Answers  may  be  filed  within 
21  days  of  date  of  fiUng. 

Docket  Number  48577 

Date  filed:  December  29, 1992. 

Parties:  Members  of  the  International 

Air  Transport  Association 
Subject:  Comp  Mail  vote  608.  Fare 

Increase  from  Bulgaria. 
Proposed  Effective  Date:  January  1. 1993 
Docket  Number.  48578. 
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Date  filed:  December  29. 1992. 

Parties:  Members  of  the  International 
Air  Transport  Association. 

Subject:  TC  31  Reso/P  0970  dated 
December  1, 1992,  North  America- 
Southwest  Pacific  Resos.  Tables — 
TC31  Fares  0137  dated  December  22. 
1992.  Minutes— TC31  Meet/P  0211 
dated  December  11. 1992. 

Proposed  Effective  Date:  April  1. 1993 

Docket  Number:  48579. 

Date  filed:  December  29. 1992. 

Parties:  Members  of  the  International 
Air  Transport  Association. 

Subject:  TC12  Reso/P  1444  dated 
October  16, 1992.  North  Atlantic- 
Middle  East  (except  Israel). 

Proposed  Effective  Date:  April  1. 1993. 

Docket  Number:  48584 

Date  filed:  December  31, 1992 

Parties:  Members  of  the  International 
Air  Transport  Association 

Subject:  TC3  Reso/P  0489  dated 
September  11. 1992.  Within  Southeast 
Asia  Resos  r-1  to  r-9,  TC3  Reso/P  0486 
dated  September  11. 1992.  TC3 
Areawide  Resos  r-10  to  r-12. 
TC3Reso/P  0491  dated  September  11. 
1992.  Within  Southwest  Pacific  r-13 
to  r-1 7.  TC3  Reso/P  0493  dated 
September  11. 1992.  SEast  Asia-South 
Asian  Subc.  r-18  to  r-21.  TC3  Reso/P 
0496  dated  September  11, 1992,  SEast 
Asia-SWPacific  Resos  r-22  to  r-26, 
TC3  Reso/P  0500  dated  September  11. 
1992,  Japan/Korea-SEast  Asia  r-27  to 
r-37. 

Proposed  Effective  Date:  April  1, 1993. 

DocJcef  Number:  48585. 

Date  filed:  December  31. 1992. 

Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  TC23  Reso/P  0553  dated 

October  20, 1992.  Europe-Southwest 

Pacific  Resos  r-1  to  r-20. 
Proposed  Effective  Date:  April  1. 1993. 

Docket  Number:  48586. 

Date  filed:  December  31. 1992. 

Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  TC23  Reso/P  0549  dated 

October  16, 1992,  Middle  East-TC3 

Resos  r-1  to  r-26. 
Proposed  Effective  Date:  April  1. 1993. 

Docket  Number:  48587. 

Date  filed:  December  31. 1992. 

Parties:  Members  of  the  International 

Air  Transport  Association. 
Subject:  TC23  Reso/P  0540  dated 

October  2. 1992.  Europe-Japan/Korea 

Resos  r-1  to  ^-36. 
Proposed  Effective  Date:  March  31/April 

1. 1993. 
Docket  Number:  48589. 
Date  filled:  December  31, 1992. 
Parties:  Members  of  the  International 

Air  Transport  Association. 


Subject:  TC3  Reso/P  0487  dated 
September  11, 1992,  Within  South 
Asian  Subc  r^l  to  r-7,  TC3  Reso/P 
0488  dated  September  11, 1992, 
Within  Southeast  Asia  r-8  to  r-16, 
TC3  Reso/P  0490  dated  September  11, 
1992,  Within  Southwest  Pacific  r-17 
to  r-21,  TC3  Reso/P  0492  dated 
September  11. 1992.  SEast  Asia-South 
Asian  Subc.  r-22  to  r-29.  TC3  Reso/ 
P  0494  dated  September  11,  1992. 
S.Asian  Subc-SWPacific  r-30  to  r-37, 
TC3  Reso/P  0495  dated  September  11. 
1992.  SEAsia-SWPacific  r-38  to  r-42, 
TC3  Reso/P  0497  dated  September  11. 
1992.  Japan-Korea  r-43  to  r-53,  TC3 
Reso/P0498  dated  September  11. 
1992.  Japan/Korea-S.Asian  Subc.  r-54 
to  1^4,  TC3  Reso/P  0499  dated 
September  11. 1992.  Japan/Korea- 
SEast  Asia  r-65  to  r-80. 

Proposed  Effective  Date:  April  1. 1993. 

Docket  Number:  48588. 

Date  filed:  December  31. 1992. 

Parties:  Members  of  the  International 
Air  Transport  Association. 

Subject:  TC12  Reso/P  1432  dated  June 
19. 1992.  Mid  Atlantic-Africa  Resos  r- 
ltor-6. 

Proposed  Effective  Date:  April  1, 1993. 

Phyllis  T.Kaylor, 

Chief,  Documentary  Services  Division. 
(FR  Doc.  93-566  Filed  1-11-93;  8:45  am) 

■MJJNaCOOE  MIO-n-M 


Applications  for  Certificates  of  Public 
Convenience  and  Necessity  and 
Foreign  Air  Carrier  PermiU  Filed  Under 
Subpart  Q  During  the  Weeit  of  January 
1.1993 

The  following  applications  for 
Certificates  of  Public  Convenience  and 
Necessity  and  Foreign  Air  Carrier 
Permits  were  filed  under  subpart  Q  of 
the  Department  of  Transportation's 
Procedural  Regulations  (See  14  CFR 
302.1701  et  seq).  The  due  date  for 
Answers.  Conforming  Applications,  or 
Motions  to  Modify  Scope  are  set  forth 
below  for  each  application.  Following 
the  Answer  period  DOT  may  process  the 
application  by  expedited  procedures. 
Such  procedures  may  consist  of  the 
adoption  of  a  show-cause  order,  a 
tentative  order,  or  in  appropriate  cases 
a  final  order  without  further 
proceedings. 
Docket  Number:  48580. 
Date  filed:  December  30. 1992. 
Due  Date  for  Answers,  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  January  27, 1993. 
Description:  Application  of  United  Air 
Lines.  Inc..  pursuant  to  section  401  of 
the  Act  and  subpart  Q  of  the 
Regulations  applies  for  a  certificate  of 


public  convenience  and  necessity  to 
authorize  United  to  engage  in  the 
scheduled  foreign  air  transportation  of 
persons,  property  and  mail  between 
Saipan.  Commonwealth  of  the 
Northern  Mariana  Islands,  and  Osaka, 
Japan. 

Phyllis  T.  Kaylor. 

Chief.  Documentary  Senrices  Division. 
(FR  Doc  93-565  Filed  1-11-93;  «:45  am] 
MXiNQ  cooe  4*10-n-H 


Federal  Aviation  Administration 

Receipt  of  Noise  Compatibility 
Program  Revision  No.  3  and  Request 
for  Review;  Hartsfield  Atlanta 
International  Airport,  Atlanta,  GA 

agency:  Federal  Aviation 
Administration.  DOT. 
ACTION:  Notice. 


SUMMARY:  The  Federal  Aviation 
Administration  (FAA)  announces  that  it 
is  reviewing  a  proposed  revision  to  the 
noise  compatibility  program  that  was 
submitted  for  Hartsfield  Atlanta 
International  Airport  under  the 
provisions  of  title  I  of  the  Aviation 
Safety  and  Noise  Abatement  Act  of  1979 
(Pub.  L.  96-193)  (hereinafter  referred  to 
as  "the  Act")  and  14  CFR  part  150  by 
the  City  of  Atlanta.  This  revised 
program  was  submitted  subsequent  to  a 
determination  by  FAA  that  associated 
noise  exposure  maps  submitted  under 
14  CFR  part  150  for  Hartsfield  Atlanta 
International  Airport  were  in 
compliance  with  applicable 
requirements  effective  October  16, 1984. 

Upon  acceptance  of  the  Noise 
Exposure  Maps,  the  FAA  received  the 
initial  noise  compatibility  program  on 
October  16, 1984.  It  was  approved  on 
April  10, 1985.  The  FAA  has  since 
approved  two  changes  to  the  program. 
Revision  No.  1  was  approved  on  June 
25, 1985,  and  revision  No.  2  was 
approved  on  October  24, 1988.  The 
proposed  revision  No.  3  to  the  noise 
compatibility  program  will  be  approved 
or  disapproved  on  or  before  June  16, 
1993. 

EFFECTIVE  DATE:  The  effective  date  of  the 
start  of  FAA's  review  of  the  revised 
noise  compatibility  program  is 
December  18. 1992.  The  public 
comment  period  ends  January  21, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lolita  M.  Kyker,  Program  Manager. 
Atlanta  Airports  Districts  Office,  Suite 
101, 1680  Pnoenix  Boulevard.  Atlanta, 
Georgia  30349,  Telephone  (404)  994- 
5306.  Comments  on  the  revised  noise 
compatibility  program  should  also  be 
submitted  to  the  above  office. 
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SUPPLEMENTARY  INFORMATXMt:  This 
notice  announces  that  the  FAA  is 
reviewing  a  proposed  noise 
compatibility  program  revision  for 
Hartsfield  Atlanta  International  Airport 
which  will  be  approved  or  disapproved 
on  or  before  June  16, 1993.  This  notice 
also  announces  availabihty  of  this 
program  for  public  review  and 
comment. 

This  revision  will  add  acoustical 
treatment  for  multi-family  residences 
and  churches  within  the  70  Ldn  and  75 
Ldn  noise  exposure  curves. 

An  airport  operator  who  has 
submitted  noise  exposure  maps  that  are 
found  by  FAA  to  be  in  compliance  with 
the  requirements  of  Federal  Aviation 
Regulations  (FAR)  part  150  promulgated 
pursuant  to  title  I  of  the  Act,  may 
submit  a  noise  compatibility  program 
for  FAA  approval  which  sets  forth  the 
measures  the  operator  has  taken  or 
proposes  for  the  reduction  of  existing 
noncompatible  uses  and  for  the 
prevention  of  the  introduction  of 
additional  noncompatible  uses. 

The  FAA  has  formally  reviewed  the 
noise  compatibility  program  for 
Hartsfield  Atlanta  International  Airport, 
effective  on  December  18, 1992.  It  was 
requested  that  the  FAA  review  this 
material  and  that  the  noise  mitigation 
measures,  to  be  implemented  jointly  by 
the  airport  and  surrounding 
communities,  be  approved  as  a  noise 
compatibility  program  under  section 
104(b)  of  the  Act.  Preliminary  review  of 
the  submitted  material  indicates  that  it 
conforms  to  the  requirements  for  the 
submittal  of  noise  compatibility 
program,  but  that  further  review  will  be 
necessary  prior  to  approval  or 
disapproval  of  the  program.  This  formal 
review  period,  limited  by  law  to  a 
maximum  of  180  days,  will  be 
completed  on  or  before  June  16, 1993. 

The  FAA's  detailed  evaluation  will  be 
conducted  under  the  provisions  of  14 
CFR  part  150,  §  150.33.  The  primary 
considerations  in  the  evaluation  process 
are  whether  the  proposed  measures  may 
reduce  the  level  of  aviation  safety, 
create  an  undue  burden  on  interstate  or 
foreign  commerce,  or  be  reasonably 
consistent  with  obtaining  the  goal  of 
reducing  existing  noncompatible  land 
uses  and  preventing  the  introduction  of 
additional  noncompatible  land  uses. 

Interested  persons  are  invited  to 
comment  on  the  proposed  program  with 
specific  reference  to  these  factors.  All 
comments,  other  than  those  properly 
addressed  to  local  land  use  authorities, 
will  be  considered  by  the  FAA  to  the 
extent  practicable.  Copies  of  the  noise 
exposure  maps,  the  FAA's  evaluation  of 
the  maps,  and  the  proposed  noise 


compatibiUty  program  are  available  for 
examination  at  the  following  locations: 
Atlanta  Airports  District  0£Ece.  Suite 

101, 1680  Phoenix  Boulevard. 

Atlanta.  Georgia  30349. 
Airport  Commissioners  OfBce. 

Hartsfield  Atlanta  International 

Airport,  Atlanta,  Georgia  30320. 

Questions  may  be  directed  to  the 
individual  above  under  the  heading, 
"FOR  FURTHER  INFORMATION  CONTACT." 

Issued  in  Atlanta,  Georgia  December  18, 
1992. 

Samuel  F.  Awdn, 

Manager.  Atlanta  Airports  District  Office. 
[PR  Doc.  93-624  Filed  1-11-93;  8:45  am] 

BIUJNQ  COOe  4«1ft-13-M 


Federal  Highway  Administration 

Environmental  Impact  Statement: 
Beaufort-Pitt  Counties,  North  Carolina 

AGENCY:  Federal  Highway 
Administration  (FHWA),  DOT. 
ACTION:  Notice  of  Intent. 

summary:  The  FHWA  is  issuing  this 
notice  to  advise  the  public  that  an 
environmental  impact  statement  will  be 
prepared  for  a  proposed  highway  project 
in  Beaufort  and  Pitt  Counties,  North 
Carolina. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Roy  C.  Shelton,  Operations  Engineer, 
Federal  Highway  Administration,  310 
New  Bern  Avenue,  suite  410,  Raleigh, 
North  Carolina  27601,  Telephone  (919) 
856-4350. 

SUPPLEMENTARY  INFORMATtON:  The 
FHWA,  in  cooperation  with  the  North 
Carolina  Department  of  Transportation 
(NCDOT),  will  prepare  an 
environmental  impact  statement  (EIS) 
for  the  proposed  U.S.  17  Washington 
Bypass  in  Beaufort  and  Pitt  Counties. 
The  proposed  action  would  involve 
construction  of  a  multi-lane  freeway 
extending  approximately  14  miles  from 
the  intersection  of  US  17  and  SR  1152 
northwest  to  the  intersection  of  US  17 
and  NC  121.  Access  would  be  fully 
controlled  and  interchanges  would  be 
provided  at  locations  with  major  traffic 
movements.  This  facility  is  needed  to 
relieve  traffic  congestion  on  existing  US 
17. 

Alternatives  under  consideration 
include  the  No-Build  or  Do-Nothing 
Alternative,  the  Transportation  Systems 
Management  Alternative,  the  Mass 
Transit  Alternative,  and  the  Build 
Alternative.  The  Build  Alternative 
involves  consideration  of  a  corridor  for 
constructing  the  proposed 
improvements  entirely  on  new  location, 
an  upgrade  of  the  existing  US  17 


faciUty,  and  a  combination  of  both  new 
location  and  upgrading  the  existing 
facility. 

A  formal  scoping  meeting  will  be  held 
to  solicit  comments  on  the  proposed 
action.  Appropriate  Federal,  State  and 
local  agencies  will  be  notified  by  mail 
of  the  meeting  time  and  place.  A 
complete  pubUc  involvement  program 
has  been  developed  for  the  project  to 
include:  The  distribution  of  newsletters 
to  interested  parties,  along  with  public 
meetings  and  public  hearing  to  be  held 
in  the  study  area.  Information  regarding 
the  time  and  place  of  the  public 
meetings  and  the  public  hearing  will  be 
provided  in  the  local  news  media.  The 
draft  EIS  will  be  available  for  public  and 
agency  review  and  comment  prior  to  the 
public  hearing. 

To  assure  that  the  full  range  of  issues 
related  to  this  proposed  action  are 
addressed  and  all  significant  issues 
identified,  comments  and  suggestions 
are  invited  from  all  interested  parties. 
Comments  or  questions  concerning  this 
proposed  action  and  the  EIS  should  be 
directed  to  the  FHWA  at  the  address 
provided  above. 

(Catalog  of  Federal  Domestic  Assistance 
Prograni  Number  20.205,  Highway  Research, 
Planning  and  Construction.  The  regulations 
implementing  Executive  Order  12372 
regarding  intergovernmental  consultation  on 
Federal  programs  and  activities  apply  to  this 
program.) 

Issued  on:  January  4, 1993. 
Roy  C  Shellon, 

Operations  Engineer,  Faleigh,  North  Carolina. 
IFR  Doc.  93-555  Filed  1-11-93;  8:45  amj 

BtLLINQ  CODC  491»-2a-M 


Research  ar>d  Special  Programs 
Administration 

Office  of  Pipeline  Safety;  Risk  Basad 
Prioritization  Planning 

AGENCY:  Research  and  Special  Programs 

Administration,  DOT. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  The  Research  and  Special 
Programs  Administration  (RSPA)  invites 
representatives  of  industry,  government, 
special  interest  groups,  environmental 
organizations  and  the  public  to  an  open 
meeting  on  the  subject  of  risk 
assessment  as  the  basis  for  developing 
and  prioritizing  an  action  plan  for  the 
Office  of  Pipeline  Safety  (OPS). 
DATES:  The  meeting  will  be  held  on 
February  2,  1993  from  12:30  to  3:30  p.m. 
ADDRESSES:  The  meeting  will  be  held  at 
the  J.  W.  Marriott  Hotel,  5150 
Westheimer  Road,  Houston.  Texas 
77056.  There  will  be  no  formal  recorded 
transcript  of  the  meeting.  OPS  will 
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prepare  and  maintain  a  record  of  the 
meeting,  and  make  the  record  available 
to  those  requesting  it. 
FOR  FURTHER  INFORMATION  CONTACT: 
G.  Joseph  Wolf.  Office  of  PipeHne  Safety 
(DPS-13).  Research  and  Special 
Programs  Administration.  400  Seventh 
Street.  SW..  Washington,  DC  20590. 
202-366-4560. 

SUPPLEMENTARY  INFORMATION:  RSPA, 
through  lis  Office  of  Pipeline  Safety. 
regulates  th?  transportation  of  gas  and 
hazardous  liquids  by  pipeline  and 
regulates  liquefied  natural  gas  facilities. 
OPS  frequently  must  allocate  its 
resources  to  address  safety  issues,  many 
identified  by  authorities  outside  of  the 
agency,  including  Congress,  the 
National  Transportation  Safety  Board, 
and  the  General  Accounting  Office. 
Issues  should  be  addressed  with  the 
benefit  of  comparing  the  relative 
significance  of  the  reduction  in  risk,  the 
costs  to  implement,  and  the  apportioned 
benefits  achievable  using  any  regulator)- 
approach.  Therefore,  OPS  needs  a 
comprehensive  analytical  approach  to 
support  the  development  and 
implementation  of  its  own  agenda. 
Given  the  limited  resources  available, 
OPS  believes  that  risk-based  analysis 
and  prioritization  leads  to  optimal  use 
of  pipeline  safety  resources. 

As  a  result  of  a  thorough  assessment 
of  its  operation  conducted  in  1991,  OPS 
adopted  in  1992  a  set  of  values,  goals, 
and  specific  actions  necessary  to  enable 
OPS  to  respond  most  effectively  to 
increasing  pipeline  safety  concerns.  The 
key  goal  is  to  develop  an  achievable 
agenda  and  allocate  OPS  resources  to 
tasks  with  greatest  potential  to  improve 
public  safety  and  the  protection  of  the 
environment  without  undue  burden  to 
industry.  Toward  that  goal,  OPS  is 
developing  a  Risk  Based  Prioritization 
Planning  (RBPP)  program  to  provide  a 
sound  basis  for  identifying  and  ranking 
pipeline  safety  risks  and  their  potential 
solutions.  The  principles  used  in 
planning  would  consider  the  effect  of  a 
solution  on  the  probability  and 
consequence  of  accident  occurrence  and 
the  ei:onomic  impact  of  implementation 
on  both  industry  and  government. 
OPS  expects  that  the  number  of 
practicable  solutions  to  pipeline  safety 
risks  identified  would  be  so  large  as  to 
far  exceed  the  capacity  of  OPS  resources 
to  implement  all  solutions.  OPS 
recognizes  that  no  organization  has  the 
resources  in  staff  or  funding  to  eliminate 
or  minimize  all  risks.  OPS  also 
recognizes  that  some  solutions  may  be 
so  cost  prohibitive  as  to  preclude 
implementation.  Considering  the  intent 
to  use  RBPP  to  rank  potential  pipeline 
safety  risks  so  that  the  resources  of  OPS 


are  assigned  to  those  actions  having  the 
greatest  probability  of  protecting  public 
safety  and  the  environment,  OPS  is 
seeking  input  from  industry  and  the 
public  through  participation  in  this 
open  meeting  and  other  opportimities 
for  comment  and  participation.  The 
location  and  time  of  the  meeting  has 
been  selected  to  maximize  industry  and 
public  attendance  and  comment  since 
many  interested  parties  will  be 
assembled  at  the  same  location  for  the 
2V2  days  after  the  OPS  meeting  to  attend 
an  international  seminar  on  pipeline 
rehabilitation. 

The  objective  of  the  meeting  will  be 
to  present  to  industry  and  the  public  the 
RBPP  concept  and  sufficient  details  of 
the  concept  to  permit  comments  either 
at  the  meeting  or  by  mail  after  the 
meeting.  A  representative  of  OPS  will 
present  the  concept  in  illustrated  lecture 
format.  Handouts  describing  RBPP  will 
be  available  at  the  conclusion  of  the 
presentation.  Following  the 
presentation,  there  will  be  an 
opportunity  for  questions  and 
discussion' OPS  is  seeking  constructive 
comment  to  consider  in  maximizing  the 
validiiy  and  effectiveness  of  RBPP. 

In  essence,  the  RBPP  process  would 
identify  risks  and  solutions  by  polling 
panels  of  selected  experts  for  their 
individual  opinions  and  not  to  obtain 
consensus  advice.  The  groundwork  for 
polling  would  be  a  diagram  of  regulator 
and  operator  functions  relevant  to 
pipeline  safety  and  the  protection  of  the 
environment.  The  results  of  the  polls 
would  be  analyzed  and  a  list  of 
solutions  prepared.  OPS  would  prepare 
an  economic  impact  estimate  for  each 
solution.  Again.  OPS  would  poll  a  panel 
of  selected  experts  who  would  rate, 
using  simple  methodology,  each 
solution  in  terms  of  the  effect  of  the 
solution  on  the  probability  and 
consequence  of  accident  occurrence, 
and  the  economic  impact  of  the 
solution.  OPS  has  not  decided  on  the 
make-up  of  the  panels  or  the  polling 
processes  at  the  time  of  preparation  of 
this  notice. 

A  mathematical  analysis  of 
probability,  consequence,  and  economic 
impact  resulting  from  polling  will 
generate  a  prioritized  list  for 
consideration  by  OPS  management  who 
then  would  allocate  available  resources 
to  the  highest  priority  solutions  for 
implementation.  Certain  solutions,  e.g., 
those  mandated  in  statute,  would 
receive  special  consideration.  The 
assignments  for  implementation  would 
constitute  the  annual  OPS  action  plan. 
While  the  process  would  be  executed  on 
an  annual  basis,  it  would  be  adaptable 
to  evaluation  of  risks  and  solutions  at 
any  time  using  the  same  methods. 


Procedures  for  conducting  the 
meeting  will  be  announced  at  the 
meeting.  Every  effort  will  be  made  to 
hear  all  who  wish  to  comment  within 
the  time  available.  Comments  by  mail 
are  also  invited,  and  should  be 
submitted  promptly  because  OPS 
intends  to  develop  and  implement  RBPP 
at  a  rapid  pace.  Comments  should  be 
mailed  to  G.  Joseph  Wolf  at  the  address 
shown  above. 

Issued  in  Washington,  DC  on  January  6. 
1993. 

Geor^  W.  Teniey,  Jr.. 
Associate  Administrator  for  Pipeline  Safety. 
IFR  Doc.  93-621  Filed  1-11-93;  8:45  ami 

WLUNG  CODE  401»-«O-M 


DEPARTMENT  OF  THE  TREASURY 

Public  Information  Collection 
Requirements  Submitted  to  OMB  for 
Review 

January  6, 1993. 

The  Department  of  the  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980. 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer.  Department  of  the 
Treasury,  room  3171  Treasury  Annex, 
1500  Pennsylvania  Avenue,  NW., 
Washington,  DC  20220. 

Financial  Management  Service 

OMB  Number:  1510-0057. 

Form  Number.  None. 

Type  of  Review.  Extension. 

Title:  Annual  Letter— Certification  of 
Authority. 

Description:  The  letter  is  sent  to 
insurance  companies  that  provide 
surety  bonds  to  protect  the  Federal 
Government.  These  companies  then 
provide  information  necessary  for  the 
renewal  of  their  Treasury  Certification 
and  the  determination  of  their 
underwriting  limit.  Summary 
information  about  the  company  is  then 
published  in  Circular  570  for  use  by 
Federal  bond  approving  officers. 

Respondents:  Businesses  or  other  for- 
profit. 

Estimated  Number  of  Respondents: 
305. 

Estimated  Burden  Hours  Per 
Response:  62  hours,  30  minutes. 

Frequency  of  Response:  Quarterly  and 
Annually. 


Federal  Regigter  /  Vol.  58,  No.  7  /  Tuesday,  January  12,  1993  /  Notices 


3989 


Estimated  Total  Reporting  Burden: 
19,063  hours. 

Clearance  Officer.  Jacqueline  R,  Perry 
(301)  344-8577,  Financial  Management 
Service,  3361-L  75th  Avenue,  Luidover, 
MD  20785. 

OMB  Reviewer.  Milo  Sunderhauf 
(202)  395-6880,  Office  of  Management 
and  Budget,  room  3001,  New  Executive 
Office  Building,  Washington,  DC  20503. 
Lois  K.  Holland. 

Departmental  Reports  Management  Officer. 
[FR  Doc.  93-639  Filed  1-11-93;  8:45  am] 
MUma  CODE  4«10-46-« 


Debt  Management  Advisory 
Committee;  Meeting 

Notice  is  hereby  given,  pursuant  to 
section  lO.of  Public  Law  92-463,  that  a 
meeting  will  be  held  at  the  U.S. 
Treasury  Department  in  Washington,  DC 
on  February  2  and  3, 1993,  of  the 
following  debt  management  advisory 
committee:  Public  Securities 
Association,  Treasury  Borrowing 
Advisory  Committee. 

The  agenda  for  the  Public  Securities 
Association  Treasury  Borrowing 
Advisory  Committee  meeting  provides 


for  a  working  session  on  February  2  and 
the  preparation  of  a  written  report  to  the 
Secretary  of  the  Treasury  on  February  3, 
1993. 

Pursuant  to  the  authority  placed  in 
Heads  of  Departments  by  section  10(d) 
of  Public  Law  92-463,  and  vested  in  me 
by  Treasury  Department  Order  101-05, 
I  hereby  determine  that  this  meeting  is 
concerned  with  information  exempt 
from  disclosure  under  subsection 
SS2b(c)(9)(A)  of  title  5  of  the  United 
States  Code,  and  that  the  public  interest 
requires  that  such  meetings  be  closed  to 
the  public. 

My  reasons  for  this  determination  are 
as  follows.  The  Treasury  Department 
requires  frank  and  full  advice  from 
representatives  of  the  flnancial 
community  prior  to  making  its  final 
decision  on  major  financing  operations. 
Historically,  this  advice  has  been 
offered  by  debt  management  advisory 
committees  established  by  the  several 
major  segments  of  the  financial 
commimity,  which  committees  have 
been  utilized  by  the  Department  at 
meetings  called  by  representatives  of  the 
Secretary.  When  so  utilized,  such  a 
committee  is  recognized  to  be  an 


advisory  committee  under  Public  Law 
92-463. 

Although  the  Treasury's  final 
announcement  of  financing  plans  may 
not  reflect  the  recommendations 
provided  in  reports  of  an  advisory 
committee,  prematiu«  disclosure  of 
these  reports  would  lead  to  significant 
financial  speculation  in  the  securities 
market.  Thus,  these  meetings  fall  within 
the  exemption  covered  by  subsection 
552b{c)(9)(A)  of  title  5  of  the  United 
States  Code. 

The  Assistant  Secretary  (Domestic 
Finance)  shall  be  responsible  for 
maintaining  records  of  debt 
management  advisory  committee 
meetings  and  for  providing  annual 
reports  setting  forth  a  summary  of 
committee  activities  and  such  other 
matters  as  may  be  informative  to  the 
public  consistent  with  the  policy  of 
section  552b  of  title  5  of  the  United 
States  Code. 

Dated:  January  6, 1993. 
John  C  Dugan, 

Assistant  Secretary  (Domestic  Finance). 
(FR  Doc.  93-583  Filed  1-11-93;  8:45  am) 
BiLUNO  CODE  aio-as-M 
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CONSUMER  PRODUCT  SAFETY  COMMOSION 
TME  AM)  DATE:  Commission  Meeting. 
Thursday.  January  14, 1993, 10:00  a.m. 
LOCATION:  Room  556.  Wastwood 
Towers.  5401  Wastbard  Avenue. 
Bethesda.  Maryland. 
STATUS:  Closed  to  the  Public. 
MATTERS  TO  BE  CONSIOEREO: 
Compfiance  Status  Report 

The  staff  will  brief  the  Commission  on  the 
status  of  various  compHaace  matters. 

FOR  A  RECORDED  MESSAGE  CONTAMMO 
THE  LATEST  AGENDA  MFORMATKM.  CALL: 
(301) 504-0709. 

CONTACT  PERSON  FOR  AOOfTIONAL 
INFORMATION:  Sheldon  D.  Butts.  Office  of 
the  Secretary.  5401  Westbard  Ave.. 
B«thesda,  Md.  20207  (301)  504-0800. 

Dated:  January  7. 1993. 
Sheldon  D.  Butte. 
Deputy  Secretary. 
|FR  Doc.  93-785  Filed  1-8-93.  2:23  pml 

BtUJMC  coot  HW  Ol-M 

DEFENSE  NUCLEAR  FACtLITIES  SAFETY 
BOARD 

"FEDERAL  REGISTER"  CITATION  OF 
PREVIOUS  ANNOUNCEMENT:  Published 
December  28. 1992.  57  FR  61610. 
PREVIOUSLY  ANNOUNCED  TIME  AND  DATE  OF 
MEETING:  5:30  p.m..  January  12, 1993. 
PLACE:  The  Boulder  Broker  Inn.  The 
Ballroom,  555-30th  Street,  Boulder. 
Colorado  80303. 
STATUS:  Open. 

CHANGE  IN  THE  MEETING:  The  meeting 
date  and  place  have  been  changed.  The 
new  date  is  February  2. 1993.  The  new 
place  is  Building  1  Auditorium. 
Department  of  Commerce,  325 
Broadway,  Boulder,  CO.  The  time 
remains  as  previously  announced,  5:30 
p.m. 

MATTERS  TO  BE  CONSIDERED:  The  open 
public  meeting  and  hearing  will  address 
the  Department  of  Energy's  Operational 
Readiness  Review  and  other  matters 
related  to  the  resumption  of  plutonium 
operations  in  Building  707  at  the  Rocky 
Flats  Plant.  The  Department  of  Energy 
will  take  appropriate  measures  to 
safeguard  any  classified  or  controlled 
nuclear  information  it  presents  at  this 


meeting.  The  public  hearing  portion  it 
independently  authorized  by  42  U.S.C. 
2286b. 

FOR  MORE  MFORMATION  CONTACT: 
Kenneth  M.  Pusateri.  (General  Manager. 
Defiense  Nuclear  Facilities  ^ety  Board, 
625  Indiana  Avenue.  NW..  Suite  700. 
Washington,  DC  20004.  (202)  208-6400. 
This  is  not  a  toll  free  number. 
SUPPLEMENTARY  INFORMATION:  The  Board 
had  already  received  a  number  of 
requests  to  npeak  at  the  meeting 
originally  sdieduled  tot  January  12, 
1993.  Then  cominentatort  who  were 
scheduled  to  speak  at  the  January  12 
meeting  should  confirm  with  the  Board 
their  intention  to  speak  on  F^miary  2, 
1993.  The  order  in  which  the  original 
requests  to  speak  were  received  will  be 
maintained  so  long  as  the  public 
commentators  contact  the  Board  prior  to 
close  of  business  on  January  28. 1993. 
So  that  everyone  who  wishes  to  speak 
will  have  an  opportunity,  speakers  will 
be  limited  to  five  minutes  each. 
Additional  requests  to  speak  at  the 
hearing  may  be  submitted  in  writing  or 
by  telephone.  We  ask  that  commentators 
describe  the  nature  and  scope  of  the  oral 
presentation.  Those  who  contact  the 
Board  prior  to  close  of  business  on 
January  28, 1993,  will  be  scheduled  for 
time  slots,  beginning  at  approximately 
8:00  p.m.  The  Board  will  post  a 
schedule  for  those  speakers  who  have 
contacted  the  Board  before  the  hearing. 
The  posting  will  be  made  at  the 
entrance  to  the  Building  1  Auditorium, 
Department  of  Commerce,  325 
Broadway,  Boulder,  CO,  at  the  start  of 
the  5:30  p.m.  meeting. 

Anyone  who  wishes  to  comment, 
provide  technical  information  or  data 
may  do  so  in  writing,  either  in  lieu  of, 
or  in  addition  to  mt^ng  an  oral 
presentation.  The  Board  members  may 
question  presenters  to  the  extent 
deemed  appropriate.  The  Board  will 
hold  the  record  open  until  February  12, 
1993,  for  the  receipt  of  materials.  A 
transcript  of  the  meeting  will  be  made 
available  by  the  Board  for  inspection  by 
the  public  at  the  Defense  Nuclear 
Facilities  Safety  Board's  Washington 
office  and  at  the  DOE's  public  reading 
room  at  DOE's  Front  Range  Community 
College.  3645  West  112  Avenue, 
Westminster.  CO  80030. 

After  the  close  of  the  record,  and 
before  resumption  of  plutonium 
operations,  the  Board  may  conduct 
further  deliberations  pursuant  to 


Section  3133(a)  of  the  National  Defense 
Authorization  Act  P-L.  102-190.  Dec.  5. 
1991,  to  detaimine  if  the  Secretary's 
response  to  select  Board 
recommendations  adequatriy  protects 
public  health  and  safety  with  respect  to 
the  operation  of  Building  707. 

The  Board  specifically  reserves  its 
right  to  further  schedule  and  otherwise 
regulate  the  course  of  the  meeting  and 
hearing,  to  recess,  reconvene.  poctp<me 
or  adjourn  the  meeting,  conduct  further 
reviews,  and  otherwise  exercise  its 
power  under  the  Atomic  Energy  Act  of 
1954,  as  amended. 

Dated:  January  27, 1993. 
Kenmtii  M.  Posateri. 
General  Manager. 

IFR  Doc.  93-728  Filed  1-8-93;  2:28  pm] 
BiLUNG  cooe  iwnaMi 

FEDERAL  COMMUNICATIONS  COMMISSION 

The  Federal  Communications 
Commission  will  hold  an  Open  Meeting 
on  the  subjects  listed  below  on 
Thursday,  January  14, 1993,  which  is 
scheduled  to  commence  at  9:30  a.m.,  in 
Room  856,  at  1919  M  Street.  NW., 
Washington.  DC. 

Item  No.,  Bureau,  and  Subject 

1— Common  Carrier — ^Title:  Amendment  of 
the  Commission's  Rules  Regarding 
Safeguards  to  improve  the  Administration 
of  the  Interstate  Access  Tariff  and  Revenue 
Distribution  Processes  (RM-7736). 
Summary:  The  Commission  will  consider 
adoption  of  a  Notice  of  Proposed 
Rulemaking  concerning  the  administration 
of  the  interstate  access  tariff  and  revenue 
distribution  processes  by  the  National 
Exchange  Carrier  Association,  Inc.  (NECA). 
Title:  Audit  Costs  of  the  National  Exchange 
Carrier  Association,  Inc.  Billed  to  Subset  I 
Companies.  Summary:  The  Commission 
will  consider  adoption  of  a  Memorandtun 
Opinion  and  Order  concerning 
Southwestern  Bell  Telephone  Company'* 
and  Pacific  Bell's  "Joint  Petition  for  Waiver 
or  in  the  Alternative  Motion  to  Modify"  the 
Commission's  November  9, 1990  Letter  to 
NECA.  Title:  Letter  to  the  National 
Exchange  Carrier  Association,  Inc. 
Summary:  The  Commission  will  consider 
adoption  of  a  Letter  to  NECA  regarding  the 
Safeguards  and  Adjustments  Audits 
ordered  in  the  Commission's  November  9, 
1990  Letter. 

2— Common  Carrier— Title:  Amendment  of 
the  Commission's  Rules  to  Establish  Rules 
and  Policies  Pertaining  to  a  Non-Voice, 
Non-Geostationary  Mobile-Satellite  Service 
(CC  Docket  No.  92-76).  Summary:  The 
Commission  will  consider  adoption  of  a 
Notice  of  Proposed  Rulemaking  on  the 
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technical  and  service  rulec  for  ■  new 
mobile-satellite  service  in  the  frequency 
bands  below  1  GHz. 

3 — Office  of  Engineering  and  Technology — 
Title:  Amendment  of  Section  2.106  of  the 
Commission's  Rules  to  Allocate  Spectrum 
to  the  Fixed-Satellite  Service  and  the 
Mobile-Satellite  Service  for  Low-Earth 
Orbit  Satellites  (ET  Docket  No.  91-280. 
RMs-7334.  7399,  7612.  PP»-1.  2.  ft  3). 
Summary:  The  Commission  will  consider 
adoption  of  a  Report  and  Order  addressing 
allocation  of  the  137-138. 148-150.05, 
399.9-400.05,  and  400.15-401  MHz  bands 
for  low-Earth  orbit  satellite  services. 

4 — Office  of  Engineering  and  Technology — 
Title:  Amendment  of  the  Commission's 
Rules  Regarding  Compatibility  Between 
Cable  Systems  and  Consumer  Electronics 
Equipment.  Summary:  The  Commission 
will  consider  adoption  of  a  Notice  of 
Inquiry  regarding  issues  pertaining  to 
regulations  for  assuring  compatibility 
between  cable  systems  and  consumer 
electronics  equipment. 

5 — Private  Radio  and  Managing  Director — 
Title:  Amendment  of  Parts  1,  2  and  21  of 
the  Commission's  Rules  Governing  Use  of 
the  Frequencies  in  the  2.1  and  2.5  GHz 
Bands  (PR  Docket  No.  92-80).  Sunmiary: 
The  Commission  will  consider  adoption  of 
a  Report  and  Order  amending  its  rules  in 
a  manner  designed  to  expedite  the 
processing  of  applications  for  stations  in 
the  Multipoint  Distribution  Service  (MDS) 
and  to  streamline  the  MDS  regulatory 
scheme. 

6 — Private  Radio— Title:  Amendment  of  Part 
90  of  the  Commission's  Rules  to  Create  the 
Emergency  Medical  Radio  Service  (PR 
Docket  No.  91-72.  RM-7336).  Summary: 
The  Commission  will  consider  adoption  of 
a  Report  and  Order  concerning  the  creation 
of  the  Emergency  Medical  Radio  Service.  . 

7 — Private  Radio — Title:  Amendment  of  Part 
13  of  the  Commission's  Rules  to  Privatize 
the  Administration  of  Examinations  for 
Commercial  Operator  Licenses  and  to 
Qarify  Certain  Rules  (FO  Docket  No.  92- 
206).  Summary:  The  Commission  will 
consider  adoption  of  a  Report  and  Order 
privatizing  the  administration  of 
commercial  radio  operator  examinations. 

8 — Private  Radio — Title:  Amendment  of  Parts 
2  and  90  of  the  Commission's  Rules  to 
Provide  for  the  Use  of  200  Channels 
Outside  the  Designated  Filing  Areas  in  the 
896-901  MHz  and  935-940  MHz  Bands 
Allocated  to  the  Specialized  Mobile  Radio 
Service  (PR  Docket  No.  89-553,  RMs-6724 
and  6579).  Summary:  The  Commission  will 
consider  adoption  of  a  First  Report  and 
Order  and  Further  Notice  of  Proposed 
Rulemaking  concerning  the  licensing  of  the 
200  channels  in  the  900  MHz  band 
allocated  for  use  in  the  Specialized  Mobile 
Radio  Service. 

9 — Mass  Media — ^Title:  Amendment  of  the 
Commission's  Rules  Regarding 
Implementation  of  the  Cable  Television 
Consumer  Protection  and  competition  Act 
of  1992 — Carriage  of  Home  Shopping 
Stations.  Summary:  The  Commission  will 
consider  adoption  of  a  Notice  of  Proposed 
Rulemaking  that  seeks  comment  on 
implementation  of  the  provision  of  the 


Cable  Television  Consumn  Protection  and 
Competition  Act  of  1992  relating  to  the 
carriage  of  broadcast  television  stations 
that  are  predominantly  utilized  for  the 
transmission  of  sales  presentations  or 
program  length  commercials  ("home 
shopping  stations"). 

This  meeting  may  be  continued  the 
following  work  day  to  allow  the 
Commission  to  complete  appropriate 
action. 

Additional  information  concerning 
this  meeting  may  be  obtained  firom 
Steve  Svab.  Office  of  Public  AH^airs, 
telephone  number  (202)  632-5050. 

Issued:  January  8. 1993. 
Federal  Communications  Commission. 
Doima  R.  Searcy, 
Secretary. 

[FR  Doa  93-743  Filed  1-8-93;  12:05  am) 
BIUJNC  CODE  •n>-oi-«i 

FEDERAL  MINE  SAFETY  AND  HEALTH  REVIEW 
COMMISSION 

January  7, 1993. 

TIME  AND  DATE:  10:00  a.m..  Thursday, 

January  14. 1993. 

PLACE:  Room  600. 1730  K  Street,  NW.. 

Washington.  DC. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:.The 

Commission  will  consider  and  act  upon 

the  following: 

1.  Island  Creek  Coal  Company,  Docket  No. 
VA  91-47-R,  etc.  (Issues  include 
whether  the  judge  erred  in  vacating  two 
imminent  danger  orders  of  withdrawal 
issued  to  Island  Creek  by  the  Secretary 
of  Labor,  pursuant  to  30  U.S.C  §  817(a), 
alleging  that  the  south  gob  at  its  mine 
contained  an  explosive  level  of  methane 
and  that  Island  Creek  violated  30  CFR 
§75.316) 

Any  person  attending  this  meeting 
who  requires  special  accessibility 
features  and/or  auxiliary  aids,  such  as 
sign  language  interpreters,  must  inform 
the  Commission  in  advance  of  those 
needs.  Subject  to  29  CFR 
§  2706.150(a)(3)  and  §  2706.160(e). 
CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  Ellen  (202)  653-5629/(202)  708- 
9300  for  TDD  Relay/1-800-877-8339 
for  toll  free. 
Jean  H.  Ellen. 
Agenda  Clerk. 

[FR  Doa  93-786  Filed  1-8-93;  2:24  pm) 
aiLUNG  COOC  «735-01-M 

FEDERAL  RETIREMENT  THRIFT  INVESTMENT 

BOARD 

TIME  AND  DATE:  10:00  a.m.,  January  19, 

1993. 

PLACE:  4th  Floor.  Conference  Room, 

1250  H  Street.  NW.,  Washington.  DC. 

STATUS:  Open. 


MATTERS  TO  BE  CONSIDERED: 

1.  Approval  of  the  minutes  of  the  last 

meeting. 

2.  Thrift  Savings  Plan  activity  report  by  the 

Executive  Director. 

3.  Review  of  audit  reports: 

"Executive  Summary  of  Fiscal  Year  1991 
Federal  Agency  Fiduciary  Compliance 
Reviews." 

"Pension  and  Welfare  Benefits 
Administration  Review  of  the  Thrift 
Savings  Plan  Annuity  Operations  at  the 
Metropolitan  life  Insurance  Company 
and  the  Federal  Retirement  Thrift 
Investment  Board." 

"Pension  and  Welfare  Benefits 
Administration  Review  of  ADP 
Operations  Management  of  the  Thrift 
Savings  Plan  at  the  United  States 
Department  of  Agriculture,  Office  of 
Finance  and  Management,  National 
Finance  Center." 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Tom  Trabucco.  Director.  Office  of 
External  Affairs.  (202)  942-1640. 

Dated:  January  8. 1993. 
Francis  X,  Cavanaught 

Executive  Director,  Federal  Retirement  Thrift 

Investment  Board. 

[FR  Doc.  93-824  Filed  1-8-93;  8:45  am] 

BiLUNGCOOE  t7M-01-M 

SECURITIES  AND  EXCHANGE  COMMISSION 

Agency  Meetings 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  Government  in  the 
Sunshine  Act.  Pub.  L.  94-409,  that  the 
Securities  and  Exchange  Commission 
will  hold  the  following  meeting  during 
the  week  of  January  11, 1993. 

Closed  meetings  will  be  held  on 
Wednesday,  January  13,  1993,  at  2:30 
p.m.  and  on  Friday.  January  15. 1993 
following  the  11:00  a.m.  open  meeting. 
An  open  meeting  will  be  held  on  Friday, 
January  15. 1993  at  11:00  a.m..  in  Room 
1C20. 

Commissioners.  Counsel  to  the 
Commissioners,  the  Secretary  to  the 
Commission,  and  recording  secretaries 
will  attend  the  closed  meetings.  Certain 
staff  members  who  have  an  interest  in 
the  matters  may  also  be  present. 

The  General  Counsel  of  the 
Commission,  or  his  designee,  has 
certified  that,  in  his  opinion,  one  or 
more  of  the  exemptions  set  forth  in  5 
U.S.C.  552b(c)  (4).  (8).  (9)(A)  and  (10) 
and  17  CFR  200.402(a)  (4).  (8).  (9)(i)  and 
(10),  permit  consideration  of  the 
scheduled  matters  at  closed  meetings. 

Commissioner  Roberts,  as  duty 
officer,  voted  to  consider  the  items* 
listed  for  the  closed  meetings  in  closed 
session. 

The  subject  matter  of  the  closed 
meeting  scheduled  for  Wednesday. 
January  13. 1993.  at  2:30  p.m..  will  be: 

Institution  of  administrative  proceedings  of 
an  enforcement  nature. 
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Settlement  of  MknlniatTattv*  procsMUngs 
nf  an  enCorewMol  oatura. 
Institution  of  iniunctive  action. 
Settlemeot  of  ioiuBCtive  actioo. 
Opinion. 

The  subject  matter  of  the  open 
meeting  scheduled  far  Friday,  January 
15. 1993.  at  11:00  a.m..  will  be: 

Oral  argumaat  on  an  app— 1  from  an 
admiaiitntive  law  jadfit't  taiitial  dacision  by 
VJ'.  K4tnlaa  Sacurities.  Inc.  a  regirtwed 
broker-daaler.  and  Vvaoii  F.  Mintan,  ttie 
Finn's  Piaridant  TW  firm  and  Minton  have 
appealed  from  findings  tbat  they  violated 


antifraud  and  registration  provisions  of  tha 
securities  laws.  For  further  information, 
please  contact  George  ).  Zomada  at  (202) 
272-2435. 

The  subject  maitter  of  the  closed 
meeting  scheduled  for  Friday.  January 
15. 19d3.  following  the  11:00  a.m.  open 
meeting  will  be: 

Post  oral  aigiiDMnt  discussion. 

At  times,  changes  in  Commission 
priorities  require  alterations  in  the 
scheduling  of  meeting  items.  For  fiirthw 
infonnati(Hi  and  to  ascertain  what,  if 


any,  noatten  have  been  added,  deleted 
or  postponed,  please  contact:  Stare 
Lupaielio  at  (202)  272-2100. 

Dated:  January  6. 1993. 
Joaathaa  6.  Kali, 
Secretary. 
IFR  Doc  93-711  PiM  1-7-S3: 4:49  pml 
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Part  II 

Environmental 
Protection  Agency 


40  CFR  Part  86 

Control  of  Air  Pollution  from  New  Motor 
Vehicles  and  New  Motor  Vehicle  Engines; 
Regulations  for  Ught-Outy  Vehicle  and 
Ught-Duty  Truck  1994,  1995  and  1996; 
Final  Rule 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40CFRPaftM 

[Fm.-4560-2I 
RIN2060-AO36 

Control  Of  Ak  Pollution  from  New 
Motor  Vehidee  and  New  Motor  Vehicle 
Enginee;  Regulatione  for  Ught-Duty 
Vehicle  end  Light-Outy  Trucii  1994, 
1995.  and  1996  Model  Yev  Durat>ility 
Teeting  Procedurae,  and  1994  end 
Later  Model  Yeer  Allowable 
Maintenence 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACnow:  Final  rule. ■ 

SUMMARY:  This  action  revises  durability 
procedures  and  allowable  maintenance 
provisions  in  the  Federal  motor  vehicle 
emission  certification  regulations.  The 
durability  program  revisions  apply  to 
model  year  1994, 1995.  and  1996  light- 
duty  vehicles  (LDVs)  and  light-duty 
trudcs  (LDTs).  The  rule  includes 
durability  procedures  for  the 
certification  of  vehicles  subject  to  the 
Tier  1  emission  standards  promulgated 
on  June  5, 1991.  The  revised  durability 
procedures  are  in  large  part  consistent 
with  those  adopted  by  the  State  of 
Cahfomia. 

The  allowable  maintenance 
provisions  apply  to  model  year  1994 
and  later  LDVs  and  LDTs.  The  new 
regulations  generally  extend 
maintenance  intervals  for  LDVs  in 
response  to  the  longer  Tier  1  definition 
of  LDV  useful  life  and  update  the 
provisions  applicable  to  LDTs. 
EFFECTIVE  DATE:  January  12. 1993.  The 
incorporation  by  reference  of  certain 
publications  listed  in  the  regulations  is 
approved  by  the  Director  of  the  Federal 
Riegister  as  of  January  12. 1993. 
A00RE8SE8:  Materials  relevant  to  this 
final  rule  are  contained  in  the  EPA  Air 
Docket.  Attention  Docket  No.  A-90-24. 
located  at  the  Air  Docket  Section, 
USEPA.  room  M-1500. 401  M  Street 
SW..  Washington.  DC  20460;  telephone 
(202)  260-7548.  The  docket  may  be 
inspected  between  the  hours  of  8:30  am 
to  12  noon  and  from  1:30  to  3:30  pm. 
Monday  through  Friday.  A  reasonable 
fee  may  be  charged  by  EPA  for  copying 
docket  materials. 

FOR  FURTHER  INFORMATION  CONTACT: 
James  A.  McCargar.  Certification 
Division.  U.S.  Environmental  Protection 
Agency.  National  Vehicle  and  Fuel 
Emissions  Laboratory.  2565  Plymouth 
Road.  Ann  Arbor.  Michigan.  48105. 
Telephone  (313)  668-4244. 


SUPPLEMENTARY  INFORMATION: 

L  Introduction 

The  Agency  published  a  Notice  of 
Proposed  Rulemaking  (NPRM)  for  this 
rulemaking  on  April  30, 1992.*  The 
preamble  to  that  proposed  rule  contains 
substantial  information  relevant  to  the 
matters  discussed  throughout  this 
Notice.  The  reader  is  referred  to  that 
docimient  for  additional  background 
information  as  well  as  for  disciission  of 
the  various  issues  raised  during  the 
rulemaking.  The  NPRM  preamble  also 
includes  a  discussion  of  the  important 
role  durability  procedures  play  in  the 
Federal  motor  vehicle  certification 
process.' 

The  Clean  Air  Act  Amendments  of 
1990  (hereafter  referred  to  as  the 
Amendments)  mandated  new,  more 
stringent  motor  vehicle  emission 
standards  and  modified  the  definitions 
of  motor  vehicle  useful  life.'  The 
Environmental  Protection  Agency  (EPA) 
published  regulations  setting  forth 
certain  of  these  new  requirements, 
referred  to  as  the  Tier  1  light-duty 
emission  standards  and  useful  lite 
levels,  on  June  5. 1991.* 

Lengthening  of  useful  Ufa  mileages 
mandated  by  the  Amendments  for  light- 
duty  vehicles  (LDVs)  and  light-duty 
trucks  (LDTs)  subject  to  the  Tier  1 
standards  made  some  sections  of  the 
current  durability  regulations  obsolete, 
prompting  EPA  to  make  changes  for 
model  year  1994  (MY94).  the  first  year 
Tier  1  standards  take  effect.'  Prior  to  the 
Amendments,  the  Agency  had  been 
considering  broad  improvements  to 
various  aspects  of  the  certification 
durability  procedures,  due  to  input  from 
the  General  Accounting  Office,  ihe 
vehicle  manufacturers,  and  the  Agency's 
own  assessments  of  the  program.  Given 
the  effect  of  the  Amendments  on  the 
useful  lifa  mileages.  EPA  determined 
there  was  insufficient  time  to  resolve  all 
the  key  technical  issues  involved  Mrith 
a  broad  durability  program  revision 
before  vehicle  makers  nad  to  certify 
MY94  vehicles. 

Consequently,  the  Agency's  NPRM 
proposed  revisions  to  establish  interim 
durability  procedures  for  MY94  and 
MY95  LDVs  and  LDTs:  light-duty 
durability  procedures  for  the  1996  and 
later  model  years  would  be  proposed  in 
a  separate  notice  to  address  technical 


'  57  FR  iaS44  (April  30. 1992). 

*S7  PR  18544. 18545  (April  30. 1992). 

*  Pub.  L.  No.  101-549. 10«  SteL  2399. 

*  56  FR  25724.  )uiM  5. 1991. 

*Tba  ADMndnMnU  Mldwi  a  "full"  umAiI  lib  of 
10  yMn/100.000  milM  (or  LOVt.  a  50,000  mile 
"inlannadiala"  uMfuI  life  for  LDTs,  and  truncated 
the  full  useful  life  of  the  lighter  LDTs  at  10  years/ 
100.000  miles. 


and  procedural  improvements  to  the 
durability  program  undergoing 
evaluation  by  the  Agency."  The  two 
rulemakings  have  been  referred  to  as 
Revised  Durability  Program  I  and  II 
(RDP-I  and  RDP-II). 

Previous  EPA  regulations  have 
specified  that  before  a  manufacturer 
performs  rnaintenance  on  vehicles  or 
components  used  to  determine 
deterioration  factors  PFs).  it  must 
demonstrate  that  the  maintenance  is 
"tedmologically  necessary  to  assure  in- 
use  compliance  with  emission 
standards."  '  The  Agency  has 
promulgated  a  list  of  emission-related 
components  and  systems  together  with 
the  shortest  "allowable  maintenance 
intervals"  considered  technologically 
necessary.  These  intervals  are  also  the 
shortest  periods  of  time  in  which  a 
manufacturer  can  require  owners  to 
perform  emission-related  maintenance 
as  a  condition  of  continued  Federal 
emission  warranty  coverage. 

In  the  RDP-I  NPRM.  the  Agency 
proposed  increasing  IJ)V  allowable 
maintenance  intervals  based  on  the 
adoption  of  a  100.000-mile  useful  life 
for  Tier  1  LDVs.  The  Agency  also 
proposed  limited  adjustments  to  the 
LDT  allowable  maintenance  intervals 
and  additions  to  the  list  of  maintained 
components.  The  Agency  based  the 
proposed  changes  to  these  intervals  on 
its  technical  analysis  of  what  interval 
was  technologically  necessary,  the 
current  LDT  requirements,  intervals 
used  in  manufacturers'  current 
maintenance  manuals,  and  current 
California  Air  Resources  Board  (CARB) 
requirements. 

A  public  hearing  was  held  on  Mav  15. 
1992,  in  Ann  Arbor.  Michigan,  at  which 
the  Agency  took  comment  on  the  RDP- 
I  NPRM.  TTie  comment  period  remained 
open  until  June  15, 1992.  The  next  two 
sections  of  this  preamble  provide  a 
description  of  this  final  rule  action  and 
the  consideration  of  public  comment 
that  led  to  changes  from  the  NPRM.  The 
final  sections  of  the  preamble  describe 
the  economic,  environmental,  and  cost- 
benefit  impacts  of  the  rule  and  address 
certain  administrative  requirements. 

n.  Description  of  the  Action 

A.  Revisions  to  Durability  Procedures 

With  this  rule  the  Agency  is 
modifying  the  current  durability 
procedures  for  use  in  certifying  MY94 
through  MY96  LDVs  and  LDTs.  The 
addition  of  MY96  to  the  applicability  of 
the  interim  durability  program  is  in 
response  to  public  comment  and  in 


•57  FR  18544.  April  30. 1992. 
'  Saa  40  CFR  86.090-25(bX2). 


reoognitioii  of  dM  short  leadtiines 
remaining  before  mamifacturois  must 
know  ¥r^  seme  catainty  their 
dunbility  propam  options  for  that 
model  year. 

As  pFopoead  in  the  NPRM.  much  of 
the  strucUue  of  the  cunant  LDV 
duri^Hlity  program  remains  intact  The 
standard  LDV  durability  pro-am  still 
calculates  DFs  on  the  basis  <^  data  firom 
preproduction  durability  data  vehicles 
(DDVs).  The  Automobile  Mwiufacturers 
Association  (AMA)  cycle  is  carried 
forward  in  its  historical  form  as  the 
standard  EPA-defined  procedure  far 
IDV  mileage  accumulation.  For  Tiw  0 
LDVs.  the  durati<ua  of  AMA  mileage 
accumulation  remains  at  50.000  miles.* 
Manufacturers  may  still  petition  Ae 
Administrator  far  the  use  of  modified 
versions  of  the  AMA  (substitute  AMA 
option)  and  to  apply  for  an  alternative 
durability  program  based  in  large  part 
on  data  firtHu  production  DDVs 
(Production  AMA  Durability  Program 
option). 

Much  of  the  current  IsOT  durability 
program  is  also  maintained. 
Manufacturers  may  continue  to  develop 
and  submit  DFs  under  a  Standard  Self- 
Approval  Durability  Program  based  on 
their  own  service  accumulation  and 
vehicle/component  selection 
methodologies,  if  the  pro-am  design  is 
consistent  with  good  engineering 
practice.  However,  as  proposed  in  the 
NPRM,  the  Production  AMA  Durability 
Program  opticm  based  on  production 
DDVs  has  been  deleted  for  LDTs.  As 
noted  in  the  proposal,  the  1985 
promulgation  of  the  self-approval 
program  for  LDTs  made  this  earlier 
alternative  essentially  moot. 

Several  important  new  durability 
program  elements  will  apply  for  KfY94 
through  MY96.  First,  the  duraticm  of 
AMA  mileage  accumulation  for  Tier  1 
LDVs  certified  under  the  Standard  AMA 
Durability  Program  is  set  at  100,000 
miles.  Manufacturers  may  request 
approval  to  terminate  DDV  mileage 
accumulation  and  emission  testing  on 
Tier  1  LDVs  at  any  point  beyond  75.000 
miles  and  to  calculate  100,000-mile  ISFs 
based  on  extrapolations  from  Aose  test 
data.  The  manufacturer's  request  for 
approval  to  extrapolate  must  include 
information  demonstrating  the 
durability  of  the  vehicle's  emission 
control  components  and  systems  at  or 


■In  compliance  with  th«  Amendments,  the  Tier 
1  regulations  established  new  vehicle  amiition 
standank  itaitiag  ««ilh  MYM  mkI  providinf  a 
phaM-in  for  Aa  Bwuiactnnn.  For  LDVs.  far 
example,  40  percant  of  a  mamiiKtuMr't  MYM 
vehide*  must  nia*t  Iha  now  tigbtar  alaMbnl*, 
increasing  to  SO  parceat  in  MY95,  aod  fiaally,  100 
p«rcent  in  MY96.  Tier  0  rafan  to  thoaa  vabujas 
that,  during  tha  phaaa-in  yaart,  continua  to  ba 
cartiflod  to  the  older,  less  stringent  standards. 
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remedies  for  faihua  to  satisfy  those 
criteria. 

The  Agency  believes  the  ASAOP  will 
lead  to  incraauiad  flexibility  in  the 
durability  process  of  motor  vehicle 
certificatioii.  resulting  in  manufacturers 
developing  more  accurate  durability 
programs  that  cost  leas  than  cuireot 
procedures.  The  Agency  structured  the 
ASADP  rules  to  meet  this  goal,  allowiAg 
EPA  to  restrict  its  ap{»oval  to  those 
alternative  programs  that  it  believae  aia 
an  improvaoMot  over  current  durdrility 
procedures.  Approval  is  hmitad  to 
programs  where  EPA  is  confident  the 
ASADP  %vill  generate  DFs  that  are 
representative  of  actual  in-use 
deterioration  and  confident  of  the  full- 
life  dioaUhty  of  emission-related 
components.  In  addition,  the  ASAIX* 
approadi  includes  an  important 
feedback  mechanism  or  reality  dieck 
ivot  present  imder  EPA's  current 
dur^uhty  jmx»dures.  The  Agency 
therefote  believes  the  resulting 
dur^Uty  programs  will  lead  to  mora 
accurate  DFs.  Based  on  CARB's 
experience  to  date  with  a  similar 
program,  along  with  the  interest 
expressed  by  various  maniifacturers  in 
using  the  ASADP  approach,  the  Agency 
believes  the  increeaed  flexifaikty 
allowed  under  these  rules  will  also  lead 
to  cost  savings  for  manufacturers. 

If  the  Admmistrator  approves  the 
manufactxirer's  proj)osed  ASADP.  all 
necessary  aspects  of  the  program  will  be 
included  in  a  wrritten  agreement 
between  the  manufacturer  and  EPA. 
Any  certificate  of  conformity  issued  by  - 
EPA  based  on  such  an  alternative 
durability  program  will  be  conditioned 
on  fiiU  compliance  by  the  manulactum- 
with  the  terms  of  the  in-use  verification 
component  of  the  written  agreement.*' 
If  the  manufacturer  fails  to  fully  execute 
the  in-use  verification  program,  then  the 
manufacturer  will  be  viewed  as  failing 
to  comply  with  the  terms  and 
conditions  upon  which  the  certificate 
has  been  issued.  As  a  resuh,  the 
vehicles  or  trucks  originally  covered  by 
the  certificate  will  instead  not  be 
covered  by  the  certificate,  and  the 
manufacturer  may  be  subject,  at  the 
Agency's  enforcement  discretion,  to  the 
imposition  of  dvil  penalties  violatiitg 
section  203(a)(1)  of  the  Act. 

The  Agency  recognizes  that 
manufacturers  may  develop  ongoing 
improvements  to  their  in-use 
verification  testing  programs.  Therefore, 
the  manufacturer  and  EPA  may  agree  to 
amend  the  in-use  verification  portion  of 
the  initial  agreement,  if  the 


beyond  the  fiiU  uaehil  liia.  The  AgaBcy 
will  approve  such  requests  based 
primsoily  on  evaluations  of  the  linear 
correlation  of  the  test  data,  the  intact 
of  outlier  data.  Ab  maintenanoe  history 
of  the  ODV,  and  the  snpplemental  data 
provided  by  the  manumrttaer  to 
substantiate  satisfactory  lOCOOO-mile 
component  dur^Uty.  Other 
information  may  also  be  coasid«8d. 
These  provisions  have  been  adopted 
without  change  from  ttie  proposal. 
Furthw  discussion  of  the  Agency's 
rationale  for  these  provisions  may  be 
found  in  the  NPRM. 

Second,  the  Agency  is  adding  the  new 
Alternative  Service  Accumulation 
Durability  Program  (ASADP)  option  that 
was  proposed  in  Ae  NPI^  for  LDVs 
and  LDTs.*  Under  this  option,  the 
manufacturer  submits  for  the 
Administrator's  approval  an  ASADP 
using  preproduction  vehicles  and 
including  the  following  elements:  (1)  An 
alternative  service  accimiulation 
procedure;  (2)  a  selection  me&od  for 
vehides  and  components;  (3) 
procedures  for  determining  the  DF, 
including  a  demonstration  that  the 
alternative  procedures  would  generate 
DFs  that  are  representetive  of  actual  in- 
use  deterioration;  (4)  an  in-use 
verification  program  (the  "reality 
check");  and  (5)  date  showing  that  all 
emission-related  components  are 
designed  to  operate  properly  for  the 
entire  useful  life  of  vehicles  in  actual 
use  (or  for  the  minimum  intervals 
specified  in  the  allowable  sdieduled 
maintenance  regulations). 

The  service  accumulation  procedure 
may  consist  of  whole-vehicle  mileage 
accumulation,  bench  cycling  techniques 
that  simulate  in-use  aging  and  operating 
environmente,  or  a  combination  of  the 
two.  For  the  in-use  verification  program, 
the  manufacturer  agrees  to  recruit  «k1 
test  in-use  vehicles  in  subsequent  years 
to  determine  whether  the  alternative 
procediu^  accurately  predict  the 
deterioration  of  the  vehide's  emissions 
in  actual  use  for  the  applicable  useful 
life.  The  manufacturer's  proposal  for  the 
in-use  reality  check  shoiUd  indude  the 
method  for  selecting  the  vehide  sample, 
the  criteria  to  be  used  in  evaluating  the 
results  of  the  vehide  testing,  and  the 


"Tba  "service  acxrumulation  method"  is  tha 
method  used  in  a  durability  program  to  simulate  the 
accumulation  of  actual  in-use  age  and  mileage  on 
a  vehicle:  "mileage  accumulation  cycles"  are  the 
tiihff*  of  sarvioe  accumulation  methods  that 
employ  whola-vahicla  nilaage  amimnUfaiB.  Ilia 
Ageacy  chose  tha  Dana  Altmativa  Sarvioe 
AccumulatioB  Durability  Prognm  to  distiaguish  U 
from  EPA's  historical  Altamative  Dunbility 
Program  and  to  make  clear  the  availability  of  both 
wbola-vahicle  and  bencb-aging  options  ukdar  tha 
new  option. 


'OMaaubcturers  must  comply  widi  ai!  other 
tanas  of  IIm  writtao  agMenant  pricr  to  issuance  of 
the  cartiftcaia  of  oonfomily. 


3996  Federal  Register  /  Vol.  58.  No.  7  /  Tuesday.  January  12,  1993  /  Rules  and  Regulations 


manufacturer  demonstrates  and  the 
Agency  determines  that  the  amended 
agreement  will  improve  the  in-use 
verification  portion  of  the  agreement. 

Another  cnange  included  in  the 
interim  procedures  for  MY94  through 
MY96  is  a  provision  for  a  manufacturer 
to  request  alternative  mileage  intervals 
between  test  points  for  DDVs.  This  is 
expected  to  facilitate  common  testing 
with  the  California  Air  Resources  Board 
(CARB). 

For  the  convenience  of  readers,  EPA 
is  summarizing  many  of  the  durability 
requirements  in  a  single  section,  40  GFR 
86.094-13.  "Light  Duty  Exhaust 
Durability  Programs."  Finally,  the  term 
"durability  useful  life"  has  been  added 
to  the  definitions  of  section  86.094-2. 
The  durability  useful  life  is  the  highest 
useful  life  mileage  of  all  the  useful  life 
mileages  that  apply  to  a  particular 
vehicle.  More  than  one  useful  life  may 
apply  to  a  vehicle  because  emission 
standards  for  a  given  pollutant  may 
exist  at  more  than  one  mileage  point 
and  because  the  definition  of  full  useful 
life  may  be  different  for  different 
pollutants.  In  these  cases,  the  new  term 
simplifies  the  regulatory  language  for 
determination  of  the  duration  of  service 
accumulation  on  a  given  durability  data 
vehicle. 

B.  Revisions  to  Allowable  Maintenance 
Intervals 

The  Agency  is  also  adopting  revisions 
to  the  allowable  maintenance 
regulations,  applicable  to  MY94  and 
later  LDVs  and  LOTs,  exactly  as 
proposed  in  the  NPRM  and  for  the 
reasons  discussed  in  the  NPRM.  No 
adverse  comment  was  received  on  these 
changes.  For  all  LDTs,  two 
modifications  are  included:  the 
maintenance  interval  for  exhaust  gas 
recirculation  systems  increases  from 
50,000  miles  to  100,000  miles,  and  a 
new  supercharger  interval  is  established 
at  100,000  miles.  For  diesel  cycle  LDTs, 
the  fuel  injector  tip  cleaning  interval  is 
extended  from  50.000  miles  to  100.000 
miles;  because  a  100,000-mile  interval 
already  existed  in  the  regulations  for 
other  diesel-cycle  LDT  fuel  injector 
maintenance,  this  change  is 
accomplished  by  simply  deleting  the 
separate  tip  cleaning  interval  that 
existed  in  earlier  regulations.  The 
maintenance  intervals  for  all  LDVs  are 
proposed  to  match  the  complete  list  of 
LDT  intervals,  as  revised. 

III.  Public  Participation 

This  section  summarizes  significant 
comments  received  from  the  public  and 
EPA's  response  to  those  comments. 
Submissions  were  received  from  a  total 
of  seven  commenters,  including  four 


motor  vehicle  manufacturers,  one  State 
government  agency,  and  a  joint 
submission  from  two  profntsional 
associations.  Copies  of  the  comments  in 
their  entirety  can  be  obtained  from  the 
docket  for  this  rule  (see  "AOORCSSCS"). 
The  docket  also  includes  a  Response  to 
Comments  document  for  this  rule, 
which  provides  greater  detail  on  the 
comments  received  and  EPA's  response. 

A.  Model  Year  Applicability 

Model  Yeare  of  the  Interim  Program 

One  commenter  recommended  that 
EPA  amend  the  interim  durability 
program  in  RDP-I  to  cover  certification 
of  MY94  through  MY97.  which  would 
be  more  orderly  and  economical,  and 
would  permit  it  to  learn  more  about  the 
new  ASADP  process  and  to  perfect 
ASADP  procedures.  Another 
manufacturer  commented  that  its 
leadtime  requirements  made  it  desirable 
to  have  the  RDP-II  rule  completed  by 
the  end  of  calendar  year  1992. 

Based  on  the  current  status  of  the 
long-term  durability  program  (RDP-II) 
rulemaking  and  the  above  comments. 
EPA  has  chosen  to  finalize  the  RDP-I 
regulations  with  a  period  of 
applicability  for  the  interim  durability 
program  of  MY94  through  MY96.  In 
EPA's  judgment,  the  addition  of  MY96 
to  the  interim  program  should  provide 
sufficient  time  for  promulgation  of  the 
RDP-n  rule  effective  in  MY97,  while 
providing  manufacturers  with  three 
model  years  to  experiment  with  the 
ASADP  option  for  Federal  certification. 
The  Agency  believes  this  duration  is  an 
appropriate  response  to  the  issues  raised 
by  the  commenter;  in  addition,  the  issue 
will,  by  its  nature,  again  be  considered 
in  the  RDP-II  rulemaking. 

Carryover  and  Carryacross  to  Future 
Model  Years" 

One  manufacturer  commented  that 
EPA  regulations  should  allow  case-by- 
case  carryover  of  data  derived  from 
AMA  durability  programs  or  Standard 
Self  Approval  durability  programs  to 
MY98,  presuming  EPA  accepted  the 
manufacturer's  recommended  duration 
for  the  interim  durability  program 
(through  MY97).  Another  encouraged 
EPA  to  provide  greater  assurance  that 
durability  data  from  MY94  and  MY95 
durability  demonstrations  could  be 
carried  over  to  MY96  and  beyond. 


As  noted  in  the  response  to  the 
previous  issue.  EPA  has  chosen  to 
extend  the  applicability  for  the  interim 
durability  program  to  the  period  from 
model  years  1994  through  1996.  The 
issue  of  carryover  to  model  yean 
beyond  the  interim  period  is  outside  the 
scope  of  the  RDP-I  rulemaking  and  will 
be  addressed  by  EPA  as  part  of  the  RDP- 
II  rulemaking. 

B.  Unecrossing 

The  RDP-J  NPRM  did  not  propose 
changes  to  the  current  regulations 
defining  Unecrossing  policy."  One 
manufacturer  commented  that  Federal 
Unecrossing  criteria  are  too  stringent. 
The  commenter  apparently  does  not 
question  the  basic  policy  Uiat,  if  the 
DDV  is  a  surrogate  for  the  eventual 
calibration,  Unecrossing  data  provides 
clear  evidence  of  potential  in-use 
emission  problems.  Rather,  it  appears  to 
be  addressing  the  more  narrow  issue  of 
consistency  between  EPA  and  CARB 
Unecrossing  policy. 

The  Agency'?  tmderstanding  is  that 
CARB  permits  use  of  Unecrossing 
durability  data  in  only  two  limited 
circumstances.  In  the  first,  a 
manufacturer  may  conditionally  carry 
over  durability  data  gathered  from  a 
Federal  Tier  0  durability  data  vehicle  to 
a  CaUfomia  Tier  1  certification,  in  order 
to  save  the  expense  of  running  a  second 
DDV  solely  for  CaUfomia  certification. 
However,  CARB  prohibits  this  option  if 
the  Federal  certification  had  been 
denied  on  the  basis  that  the  original 
50,000-mile  durabiUty  data  linecrossed 
the  Federal  standards,  and  this  situation 
is  largely  mooted  by  promulgation  of  the 
Federal  Tier  1  standards. 

In  the  second  circumstance,  a 
manufactiuer  might  seek  to  carry  across 
durability  data  between  two  vehicles 
that  have  essentially  identical  engine 
and  emission  control  systems,  but  that 
fall  in  different  vehicle  classes.  The 
.manufacturer  cited  a  hypothetical 
example  of  this  case  where  it  uses  an 
essentially  identical  system  in  two 
different  trucks,  and  the  weights  of  the 
two  trucks  fall  on  either  side  of  the 
boundary  between  the  LDTl  and  LDT2 
subclasses,  which  have  different  Tier  1 
emission  standards;  the  manufacturer 
wishes  to  avoid  running  one  DDV  for 
each  system.  The  commenter  states  that 
California  permits  the  conditional  use  of 
the  LDT2  durabiUty  data  for 


' '  Under  40  CFR  86.094-24(0.  manutKturan  may 
usa  data  generated  by  one  test  vehicle  to  represent 
data  in  a  different  engine  family,  if  certain  design 
similarities  exist.  This  is  generally  termed 
"carryover"  when  applying  data  from  one  model 
year  to  the  next,  or  "carryacross"  when  applying 
data  from  one  engine  family  to  another  within  the 
same  model  year. 


"Data  from  the  DDV  U  used  to  develop  a 
straight-line  graph  reflecting  emissions  versus 
mileage.  Unecrossing  occurs  when  the  emissions 
from  the  first  official  lest  point,  the  interpolated 
intermediate  useful  life  mile  point,  or  the 
interpolated  full  useful  life  mile  point  on  this  line 
exceed  the  applicable  low-altitude  emission 
standards. 
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ation  of  the 


t  on  this  line 
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certification  of  the  LDTl,  even  if  the 
data  linecross  at  the  tighter  UJTl 
standards,  by  calculating  DFs  firom  a 
revised  deterioration  line  drawn  parallel 
to  the  LDT2  deterioration  line  and 
intersecting  the  applicable  CARB  LDTl 
emission  standard.  The  commenter  then 
states  that  the  EPA  linecrossing  policy 
in  the  NPRM  would  prohibit  the 
additional  step  of  carrying  across  the 
durability  data  to  a  Tier  1  LDV 
certification,  where  California  would 
permit  the  carryacross. 

As  noted  above,  the  linecrossing 
language  in  the  NPRM  was  not  a  new 
proposal;  it  was  carried  forward  intact 
from  current  regulations.  For  trucks, 
manufacturers  self-approve  their 
durability  programs,  and  may  self- 
approve  the  kind  of  carryover  from 
LOTZs  to  LDTls  cited  in  the  comment. 
For  LDVs,  however,  all  durability 
program  options  other  than  the  standard 
(AMA)  program  require  specific  EPA 
approval.  Thus,  the  policy  would 
preclude  the  additional  step  in  the 
commenter's  example  where  LDT 
carryacross  data  were  linecrossing  at  the 
LDV  standards.  The  commenter 
provided  no  data  to  suppyort  a  reversal 
of  the  Agency's  policy.  The 
consequence  that  a  new  DDV  must  be 
run  to  replace  the  linecrossing  data  has 
always  been  present,  and  in  the 
Agency's  view,  appropriate.  Without 
new  information  with  which  to  justify  a 
change  in  the  long-established  policies 
for  LDVs,  the  Agency  has  chosen  in  the 
final  rule  to  continue  the  present  policy. 

C.  Bestrictions  on  Multiple-Standard 
Engine  Families 

A  manufacturer  commented  that 
requiring  separate  engine  families  for 
vehicles  certified  to  different  standards 
increases  the  number  of  DDVs.  This 
comment  was  apparently  in  response  to 
the  requirements  of  40  CFR  86.094-30, 
which  states  that  only  one  certificate  be 
issued  per  engine  family  and  that  each 
certificate  must  certify  compliance  with 
no  more  than  one  set  of  in-use  and 
certification  emission  standards.  The 
effect  of  these  requirements  is  to 
prohibit  certification  of  multiple- 
standard  engine  families. 

These  provisions  are  part  of  existing 
regulations  and  were  neither  modified 
nor  raised  for  comment  in  the  RDP-I 
proposal.  The  commenter  also  failed  to 
detail  sufficient  reason  to  modify  this 
provision,  therefore  EPA  has  not 
changed  the  RDP-I  final  rule  in 
response  to  this  comment. 


D.  Fuels 

Durability  Programs  for  Alternative-Fuel 
Vehicles 

One  respondent  expressed  concern 
about  the  applicability  of  the  proposed 
durability  revisions  to  gaseous-fueled 
vehicles  such  as  compressed  natural  gas 
and  liquid  petroleum  gas  (LPG) 
vehicles.  The  commenter  requested  that 
the  Agency  insert  language  specifically 
restricting  the  durabiUty  regulations  to 
certification  of  vehicles  fueled  by 
gasoline,  diesel  fuel,  and  methanol. 

The  Agency  believes  that  the 
durability  regulations  as  proposed  can 
appropriately  be  applied  to  all  motor 
vehicles  currently  subject  to  emission 
standards  promulgated  imder  the  Act, 
notwithstanding  the  fuel  for  which  the 
vehicle  was  designed.  While  the  Agency 
has  not  yet  promulgated  sandards  and 
procedures  applicable  to  gaseous-fueled 
vehicles,  a  proposal  for  such  a 
rulemaking  is  in  preparation.  The 
Agency  expects  to  propose  these  revised 
durability  procedures  for  new  natural 
gas  and  LPG  vehicles  in  the  context  of 
that  separate  rulemaking.  This  is 
consistent  with  the  "level  playing  field" 
approach  the  Agency  has  applied  and 
continues  to  apply  to  its  treatment  of 
alternative  fueled  vehicles. 

Service  Accumulation  Fuels 

Two  commenters  jointly  sought 
careful  consideration  by  EPA  of  the 
potential  impact  of  in-use  fuels  on 
emission  durability.  The  organizations 
requested  that  the  Agency  clarify  several 
aspects  of  current  policy  on  service 
accumulation  fuels  and  any  changes 
that  might  be  implied  by  the  RDP-I 
proposal. 

"The  RDP-I  NPRM  did  not  propose 
any  amendments  to  the  service 
accumulation  fuel  regulations  for 
current  LDV  and  LDT  durability 
programs.  While  a  careful  re-evaluation 
of  these  regulations  was  impossible  in 
this  rulemaking  to  establish  the  interim 
durability  program,  EPA  may  propose 
revisions  to  the  service  accumulation 
fuel  requirements  as  part  of  the  RDP-II 
rulemaking,  including  aspects  such  as 
the  sulfur  content  of  the  fiiel. 

For  manufacturers  seeking  to  use  the 
new  ASADP  option,  the  elements  of  the 
in-use  verification,  including  any 
consideration  of  customer  fuel  usage  as 
a  criterion  in  the  recruitment  process, 
are  a  subject  for  proposal  by  the 
manufacturer  and  approval  by  the 
Agency  as  part  of  the  manufacturer's 
ASADP  plan.  The  Agency  would 
consider  all  elements  of  tiie  in-use 
verification,  including  vehicle 
recruitment  plans  and  fuels,  in 
determining  whether  the  ASADP 


strategy  overall  is  likely  to  generate  DFs 
that  reflect  in-use  deterioration. 
However,  because  ASADP  plans  vrill  be 
manufacturer  specific  and  potentially 
qmte  different  from  one  another,  the 
Agency  believes  it  is  inappropriate  to 
define  specific  fuels  criteria  for  the  in- 
use  verification.  At  the  same  time,  in  its 
case-by-case  review  of  in-use 
verifications,  EPA  would  not  expect  to 
approve  an  in-use  verification  program 
that  would  reject  a  candidate  test 
vehicle  solely  on  the  basis  of  customer 
fuel  use,  if  the  fuel  was  reasonably 
commercially  available  and  lawful.  EPA 
takes  this  position  to  be  consistent  with 
the  goal  of  predicting  in-use 
deterioration.  If  EPA  obtains 
information  that  differences  among  legal 
in-use  fuels  or  manufacturer  targeting  of 
recruitment  on  the  basis  of  Ukely 
customer  fuel  usage  may  be  affecting  the 
results  of  the  in-use  verification,  then 
EPA  may  consider  adoption  of  fuels 
criteria  in  the  future,  and  in  the 
meantime,  it  would  apply  that 
knowledge  to  its  case-by-case 
evaluations. 

E.  Approval  Mechanisms  for  the 
Extrapolation  Option 

One  manufacturer  commented  that, 
without  advance  approval  to  extrapolate 
a  durability  vehicle  from  three-quarters 
of  the  applicable  durabifity  useful  life  to 
the  full  useful  life  prior  to  starting 
mileage  accumulation,  it  is  required  to 
start  on  a  time  schedule  that  assumes  a 
full  100,000  miles  may  be  required.  For 
related  reasons,  a  second  manufacturer 
suggested  that  EPA  delegate  the 
authority  for  making  an  extrapolation 
determination  to  the  manufacturer 
under  the  Abbreviated  Certification 
Protocol.  The  first  commenter  also 
expressed  the  opinion  that  the 
extrapolation  criteria  should  require 
only  that  the  extrapolated  data  comply 
with  the  applicable  emission  standards. 

The  Agency  believes  it  should  only 
approve  extrapolation  if  the  data  are 
reasonably  expected  to  generate  DFs 
that  are  equivalent  to  those  that  would 
have  resulted  from  full-useful-life 
mileage  accumulation.  The  Agency  sees 
no  basis  for  legitimately  presuming  that 
extrapolation  from  data  not  yet  gathered 
will  be  acceptable.  This  is  based  on  the 
need  to  consider  factors  such  as 
unscheduled  maintenance,  as  well  as 
linearity  and  scatter  of  the  data  in 
determining  whether  extrapolation  is 
appropriate.  Even  with  minimal 
leadtime  benefits,  however, 
manufacturers  that  successfully 
complete  three-quarter-life  mileage 
accumulation  and  obtain  Agency 
approval  to  extrapolate  the  data  will 
accrue  significant  savings  from  the 
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foragane  mileaga  Mxamulatioa.  In 
addition,  •  manufMrturar  may  verify 
with  EPA  in  advanca  tha  sample  size, 
outlier  prooBdure,  and  linearity 
evaluation  it  seeks  to  apply:  approval  to 
extrapolate  would  tiien  be  expedited, 
assuming  verification  that  the  actual 
data  meet  the  agreed-upon  criteria. 

Becaxise  of  the  sensitivity  of  linear 
regressions  to  d^a  at  the  extremes  on 
the  abscissa.  EPA  believes  it  cannot 
justify  accepting  axtiapolated  data 
which  merely  pro)ects  that  the  line  falls 
below  applicable  emission  standards,  bi 
such  cases,  the  manufacturer  must 
demonstrate  through  an  increase  in  the 
sample  size  or  tighter  data  fit  that  the 
extrapolated  data  represent  no  loss  in 
predictive  power  caused  by  loss  of  the 
high-mileage  data. 

The  Abbieviated  Certification 
Protocol  relies  on  a  significant  amoimt 
of  prior  certification  experience  being 
gained  before  manufacturers  are  allowed 
to  make  determinations  on  individual 
items.  As  the  Agency  gains  experience 
with  the  extrapolation  decision  process, 
allowing  manufacturers  to  determine 
whether  75,000-mile  extrapolation  is 
appropriate  in  a  given  case  may  also  be 
considered.  In  the  meantime,  EPA  will 
seek  to  minimize  delays  in  a 
manufacturer's  durability  time 
schedule.  Manufacturers  can  speed  this 
approval  process  as  well  by  ensuring 
completeness  of  their  responses  to  the 
regression  line  fit  criteria  and 
documentation  of  emission  system 
component  durability. 

F.  General  Pmvisions  of  the  Attemative 
Service  Accumulation  Durability 
Programa  (ASADP) 

Use  of  Additive  Deterioration  Factors 

Two  conunenters  acknowledged  that 
the  proposal  allowed  for  use  of  additive 
DFs  for  LDVs  under  an  approved 
ASADP  and  requested  chuiges  in  the 
final  regulations  to  allow  the  same 
provision  for  LOTs.  A  third 
manufacturer  commented  that  it  made 
senae  from  both  a  practical  and 
mathematical  standpoint  to  use  additive 
DFs  irrespective  of  the  type  of 
certification  duiaUlitv  program.  The 
commenter  supported  this  position  with 
the  statement  that  positive  prediction 
bias  occurred  for  multiplicative  DFs 
calculated  for  vehicles  under  the  titter 
Tier  1  emission  levels.*' 

As  indicated  at  the  May  15. 1992, 
public  hearing,  EPA  intends  to  allow  a 
manufacturer  to  request  sn  additive  DF 
as  an  option  whan  certifying  with  an 
ASADP  for  UTTs  as  weU  as  LDVs. 


data  to  prodMoa  Wi 


ii  ft*  liMlnqr  of  the 
■T  on  tba  high  ikia. 


Omission  of  this  option  in  the  proposal 
was  an  oversight. 

The  Agency  continiies  to  believe  that 
a  multiplicative  DF  most  accurately 
reflects  the  deterioration  characteristics 
of  actual  emissicHi  control  systems. 
Catalysts,  which  will  continue  to  be  the 
dominant  emission  control  technology 
for  the  foreseeable  future,  are  best 
characterized  by  their  conversion 
efficiency,  and  the  loss  of  ctmversion 
efficiency  over  time  in  the  presence  of 
stable  engine-out  emissions  is  a 
phenomenon  that  may  be  diiecUy 
modeled  as  multiplicative  deterioration. 
The  Agency  will  continue  to  analyze 
this  position  as  data  become  available 
from  new  systems  designed  to  meet 
more  stringent  emission  control 
standards. 

Nevertheless,  EPA  does  not  wish  to 
exclude  the  possibility  that  additive  DFs 
may  represent  a  more  appropriate  model 
for  durability  options  that  are  tailored  to 
a  particular  manufacturer's  fleet.  For 
this  reason,  EPA  may  accept  ahemative 
DF  calcufation  methodologies  for 
manufacturers  choosing  the  ASADP 
option.  In  such  cases,  the  in-use 
verification  requirement  provides 
necessary  additional  safeguards  against 
additive  DFs  that  would  be  poor 
predictors  of  actual  deterioration. 

Costs  of  In-Use  Verification 

One  manufacturer  commented  that  it 
was  not  apparent  whether  EPA  included 
the  cost  estimates  for  conducting  in-usa 
verification  testing  in  the  economic 
impact  analysis  and  calctdation  of 
reporting  burden. 

The  calculations  dted  in  the 
Economic  Impact  section  in  this 
preamble  include  in-use  verification 
testing  for  ASADPs.  The  Infcmnation 
Collection  Request  (ICR)  for  this  rule 
provides  additional  details. 

The  Agency  projected  respondent 
burden  for  the  in-use  verification 
portion  of  an  ASADP  at  750  hours  per 
engine  family  for  recruitment,  testing, 
data  reporting,  and  reccHd  storage.  This 
constitutes  about  37  percent  of  tiie  total 
burden  of  running  an  ASADP  for  one 
engine  family.  The  costs  of  running  the 
verification  are  approximately  $45,000 
out  of  the  total  $122,000  cost  per 
ASADP  engine  famify.  This  is 
equivalent  to  approximately  $3,000  per 
vehicle  test,  which  is  consistent  with 
the  current  EPA  average  cost  for 
surveillance  and  con&matory  testing. 

Substitute  AMA  Option 

Four  vehicle  manufacttners  have 
approached  the  Agency  with  questicms 
related  to,  or  draft  proposals  for.  the  use 
of  substitute  AMA  cycles  that  would  be 
substantially  dissimilar  to  the  AMA 


procedure.  These  manufacturars  have 
sought  to  clarify  their  proqiecta  fat 
approval  of  the  substitute  cycles  for 
MY94  certification  and  to  assess  their 
options  for  carryacross  of  data  from 
California  to  Federal  durability 
programs,  llie  Agency  considers  these 
inquiries  as  requests  to  allow  substitute 
AMA  cycles  th^t  are  substantially 
dissimilar  to  the  AMA. 

The  RDP-I  proposal  did  not  oropose 
amendments  to  substantively  cnange 
current  EPA  regulations  on  substitute 
AMA  cycles.  Historicalfy,  the  Agency 
has  approved  numerous  requests  for 
minor  variations  in  the  AMA  procedure 
in  order,  for  example,  to  accommodate 
differences  between  the  length  of  a 
manufactiuer's  test  track  and  the  length 
of  one  standard  AMA  circuit.  On  the 
other  hand,  EPA  has  not  approved  any 
request  by  a  manufactiuer  to  employ  a 
mileage  acciunulation  cycle  that 
includes  major  revisions  to  the  AMA.  In 
each  case.  EPA  has  concluded  that  the 
justifications  for  the  proposed 
substitutes  were  not  sufncient  to  ensure 
a  substantial  improvement  in  the 
accuracy  of  the  resulting  DFs. 

These  more  recent  inquiries  by 
manufacturers  indicate  a  renewed 
interest  in  the  substitute  AMA  option  by 
initiating  or  resurrecting  work  on  a 
spectrum  of  potential  cycles.  These 
include  not  only  cycles  bssed  on  full- 
life  mileage  acctmfiulation,  but  also 
cycles  that  attempt  to  simulate  full-life 
mileage  accumulation  through  very 
high-speed,  abbreviated-mileage 
operation,  an  approach  not  anticipated 
by  EPA  in  the  RDP-I  NPRM. 

After  evaluating  these  most  recent 
inquiries,  EPA  believes  that  the  up-btmt 
justifications  provided  by  the 
manufacturers  are  insufficient  to 
demonstrate  likely,  substantial 
improvement  in  tne  resulting  DFs  and, 
further,  the  Agency  remains  reluctant  to 
ignore  the  risk  of  degradation  in  the 
quality  of  the  durability  program.  The 
Agency  acknowledges  that  the  current 

Eolicy  has  proven  to  be  a  difficult 
urdle.  Since  there  is  insufficient  time 
to  initiate  new  test  programs  in  support 
of  a  request  for  a  substantially  dissimilar 
substitute  AMA  for  use  in  certification 
in  the  model  years  1994  through  1996, 
manufacturers  must  necessarily  rely  on 
available  historical  data  to  jtistify  their 
request.  Approval  of  requests  based  on 
such  data  bears  inherent  risks  becatise 
historical  data  will  not  be  recent  enough 
to  reflect  adequately  on  new  designs 
being  certified.  Moreover,  testing 
programs  performed  tot  other  purposes 
and  then  used  in  a  substitute  AMA 
petition  do  not  necessarily  provide 
adequate  coverage  of  each 
manufactiuer's  fleet. 
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Based  on  the  above  considerations,  no 
change  is  made  in  the  finalized  RDP-I 
regulations;  they  continue  to  permit 
Administrator  approval  of  substitute 
AMA  cycles.  Manufiactiuers  may 
continue  to  seek  approval  of  substitute 
cycles  that  incorporate  either  minor  or 
major  deviations  from  the  AMA 
schedule.  However,  for  cycles  that  bear 
little  resemblance  to  the  AMA,  EPA  is 
convinced  that  it  will  be  unable  to 
establish  preapproval  acceptance 
criteria  for  these  cycles.  The  Agency  is 
not  optimistic  that  it  will  be  possible  to 
conclude  that  such  cycles  are  indeed 
substantially  more  effective  in 
predicting  in-use  emission 
deterioration. 

On  the  other  hand,  EPA  believes  that 
the  ASADP  option  may  provide  a  more 
fruitful  avenue,  and  the  final  regulations 
permit  manufacturers  to  seek  approval 
of  programs  based  on  substantially 
different  substitute  mileage 
accumulation  cycles  under  that  option. 
As  with  other  ASADPs,  manufacturers 
requesting  this  option  must  include  an 
in-use  verification  in  their  agreement. 
This  policy  will  permit  manufacturer 
innovation  while  addressing  the 
Agency's  concern  over  the  quality  of  the 
DFs  they  generate. 

G.  In-Use  Verification 

Range  of  ConfigtuBtions  Subject  to 
Reoruitment 

The  preamble  to  the  NPRM  stated  that 
the  vehicles  recruited  under  an  ASADP 
in-use  verification  must  represent  the 
range  of  vehicle  configurations  in  each 
engine  family  certified  using  the 
ASADP.  Three  manufactiuers 
commented  that  this  requirement  would 
reduce  the  reliability  of  any  comparison 
between  the  in-use  data  and  the 
certification  DF,  which  by  implication 
suggest  that  ASADPs  would  be  limited 
in  their  ability  to  accurately  reflect  in- 
use  deterioration.  Commenters 
speculated  on  the  additional  test  costs 
that  might  be  required  to  compensate  for 
increased  scatter  in  the  data,  an  added 
burden  that  would  be  inconsistent  with 
the  objectives  of  the  rule. 

Two  manufacturers  sought 
consistency  with  CARB  policy,  which 
permits  manufacturers  to  restrict 
recruitment  to  the  DDV  configivation.  A 
third  manufacturer  supported 
recruitment  across  a  "reasonably 
re[»«sentative  mix"  of  vehicles  in  the 
family,  achieved  by  proportional 
recruitment  across  the  configiu-ations  in 
a  family,  with  exceptions  allowed  for 
small  sales  families,  small  sales 
powertrains,  and  others. 

The  Agency  has  always  acknowledged 
that  differences  between  configurations 


in  the  same  engine  family  would  mean 
that  the  broader  the  sampling  across  the 
family,  the  greater  the  scatter  in  the 
resulting  data.  Conversely,  if  the 
sampling  is  narrowly  confined  to  a  few 
configurations,  the  general  applicability 
of  the  results  across  the  engine  femily  is 
less  secure.  Based  on  these  comments 
and  considerations,  EPA  has  concluded 
that  requiring  either  single- 
configiu-ation  sampling  or  sampling 
across  all  configurations  would  cement 
the  manufacturers'  options  at  the 
extremes  of  this  tradeoff,  when  the  most 
effective  choice  may  vary  based  on  other 
considerations  in  the  ASADP.  The 
Agency  is  therefore  deleting  the 
requirement  that  in-use  verification 
must  in  each  case  include  vehicles  from 
each  engine  system  combination 
certified  under  the  program.  Instead,  the 
regulations  will_  require  testing  of  in-\ise 
vehicles  certified  imder  the  program, 
with  the  range  of  vehicle  testing  to  be 
determined  on  a  case  by  case  basis.  The 
Agency  believes  that  manufacturers  can 
propose  options  that  will  adequately 
address  the  issue  of  the  reliability  of 
their  data  but  will  not  require  a 
proliferation  of  testing.  For  example,  the 
Agency  would  consider  foregoing  some 
engine-family-specific  comparisons 
where  scatter  would  weaken  the 
conclusions  in  favor  of  cross-family 
analyses  of  data  aggregated  fit>m  several 
ASADP  engine  families. 

This  final  rule  places  only  one 
explicit  restriction  on  the  recruitment 
method  for  the  in-use  verification, 
applicable  only  to  those  manufacturers 
seeking  to  use  the  additive  DF  option. 
The  risk  of  the  additive  DF  arises  where 
the  DDV  configuration  is  caUbrated 
lower  than  other  configurations  in  the 
family:  in  this  case,  certain  vehicle 
configurations  may  show  passing 
certification  values  with  an  additive  DF 
when  certification  values  calculated 
with  a  multiplicative  DF  would  fail.  If 
in-use  vehicles  actually  behave 
according  to  the  multiplicative  model, 
and  manufacturers  calibrate  their 
configiu^tions  sufficiently  above  the 
DDV,  vehicles  with  additive  DFs  may  be 
inappropriately  certified.  Consequently, 
EPA  will  not  accept  in-iise  verification 
programs  relying  on  single- 
configuration  recruitment  schemes  if  the 
manufacturer  employs  an  additive  DF. 
EPA  maintains  tl^t  if  a  manufacturer 
has  no  other  program  element  explicitly 
designed  to  verify  use  of  the  additive  DF 
and  the  DDV  configuration  alone  is 
sampled,  the  testing  will  be  imable  to 
verify  whether  employing  an  additive 
DF  was  appropriate. 


^is  for  Determining  Pass/Fail 

One  manufactiuw  commented  that 
the  variability  of  in-use  data  would 
make  comparisons  between  in-use  DFs 
and  certification  DFs  inappropriate.  It 
argued  that  a  manufacturer  should  not 
be  required  to  modify  its  ASADP  as  long 
as  the  in-use  data  complies  vnth  the 
emission  standards. 

The  basis  for  determining  pass/fail 
during  the  in-use  verification  will 
depend  on  the  quality  of  the  data,  which 
in  turn  will  depend  on  factors  like  the 
sample  size,  recruitment  methods,  and 
deterioration  model  (e.g.,  additive  or 
multiplicative  DF)  employed  in  the 
ASADP.  With  today's  rule,  each  of  these 
program  elements  is  proposed  by  the 
manufacturer,  consequently,  EPA  has 
not  specified  an  algorithm  for  evaluating 
the  in-use  data  against  the  certification 
DFs. 

The  Agency  does  not  wish  to  restrict 
manufocturer  initiative  in  choosing  from 
among  the  many  statistical  measxues 
and  the  tolerances  that  may  be  applied 
to  those  measures  when  comparing  in- 
use  and  certification  results.  Therefore, 
EPA  finds  it  inappropriate  to  reject  the 
possibility  of  a  direct  comparison 
between  DFs  derived  from  in-use  data 
and  DFs  derived  from  certification. 
Similarly,  EPA  believes  that  restricting 
the  pass/fail  decision  to  a  simple  test  of 
whether  the  in-use  vehicles  pass 
emission  standards  ignores  the  purpose 
of  the  check,  which  is  to  verify  the 
adequacy  of  the  manufacturer-designed 
elements  of  the  ASADP  in  predicting 
the  deterioration  of  the  vehicle's 
emissions  over  its  useful  life. 

Certification  emission  values  almost 
never  fall  directly  on  the  emission 
standard.  The  suggestion  by  the 
commenter  to  use  only  an  in-use  pass/ 
fail  criteria  would  therefore  permit  the 
manufactiurer  to  perpetuate  an  ASADP 
that  erroneously  and  consistently 
underpredicted  deterioration.  If  the 
flawed  ASADP  were  subsequently 
applied  to  an  engine  family  with  higher 
emission  levels,  an  improper 
certification  of  this  engine  family  would 
not  be  detected  imtil  surveillance 
testing  (or  a  subsequent  in-use 
verification)  occurred  some  years  later. 
This  is  precisely  one  of  the  problems 
that  EPA  is  trying  to  address  in  revising 
the  durability  program. 

The  Agency  Deheves  that  this  rule,  by 
not  restricting  the  options  a 
manufacturer  may  propose  to  use, 
provides  an  appropriate  middle  ground. 
Throu^  flexibility  in  the  regulations, 
EPA  neither  mandates  criteria  that  may 
be  unnecessarily  burdensome  nor  settles 
for  criteria  that  may  be  ineffiective  due 
to  oversimplicity. 
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H.  Condition  on  the  CextificaUs 

Th«  Agency  piopoeed  that  completion 
of  the  in-uae  verification  would  be  a 
conditian  on  the  certificate  because  of 
the  impoitance  of  the  in-uae  reality 
check.  If  a  manufacturer  failed  to  satisfy 
this  condition,  then  all  or  some  of  the 
motor  vehicles  in  that  engine  family 
would  not  be  covered  by  the  certificate, 
potentially  sub)ecting  the  manufactxuer 
to  civil  penalties  for  introduction  of  new 
motor  vehicles  into  conunerce  that  are 
not  rnvered  by  a  certificate  of 
conformity.  The  Agency  made  it  clear 
that  it  would  exercise  all  appropriate 
enforcement  discretion  in  evaluating 
any  such  situations. 

Two  manufacturers  objected  to  this 
provision.  They  maintained  that  the  Act 
did  not  authorize  a  retrospective 
determination  that  vehicles  previously 
sold  in  good  faith  xmder  a  certificate 
could  later  be  considered  not  sold  under 
a  valid  certificate.  This  essentially 
amounted  to  voiding  the  certificate  ab 
initio  and  was  not  authorized  under  the 
Act.  They  argued  that  the  Agency's 
Selective  Enrorcement  Audit  (SEA) 
assembly  Bne  testing  under  section 
206(b)(2)(A)  was  an  appropriate  analogy 
to  the  in-use  verification.  That  provision 
authorizes  EPA  to  suspend  or  revoke  an 
engine  family's  certificate  of  conformity 
based  on  a  failure  of  such  audit,  but 
limits  it  to  vehicles  still  in  the  hands  of 
the  manufacturer  or  yet  to  be 
manufactured.  According  to  the 
commmiters.  EPA  therefore  does  not 
have  the  authority  to  condition  a 
certificate  of  conformity  as  proposed. 

The  commenters  also  argued  that  the 
proposed  use  of  a  coiulition  on  the 
certificate  was  unnecessary,  as  section 
208  of  the  Act  authorized  EPA  to  require 
the  in-use  testing  involved  in  the  reality 
check.  Failure  to  comply  with  a  valid 
test  order  under  section  208  would 
potentially  subiect  a  manufacturer  to 
civil  penalties  of  $25,000  per  day.  In  the 
commenters'  opinion,  this  was  an 
adequate  and  lawful  mechanism  for 
EPA  to  ensure  completion  of  the  in-use 
verification. 

The  Agency  notes  that  the  Act 
authorizes  the  use  of  conditions  or 
terms  on  the  certificate  of  conformity. 
Specifically,  section  206(a)(1)  of  the  Act 
authorizes  issuance  of  a  certificate  of 
conformity  "upon  such  terms  as  '   *  * 
(the  Administrator]  may  prescribe." 
This  broadly  phrased  grant  includes 
authority  to  prescribe  appropriate 
conditions  or  terms  that  must  be  met. 
whether  prior  or  subsequent  to 
introduction  of  the  motor  vehicles  into 
commerce.  Section  206(bK2)(A)  does 
not  limit  this  authority.  That  provision 
is  not  appUosble:  it  establishes  separate 


EPA  alacrity  to  suspend  or  revoke  a 
certificate  in  those  situatioaa  where  SEA 
testing  produces  evidence  of 
noncompliance.  It  does  not  address  the 
scope  of  "terms"  that  EPA  may 
prescribe  under  section  206Ca](l). 

Violation  of  the  condition  on  the 
certificate  does  not  amount  to  voiding  of 
the  certificate  ab  initio.  While  EPA 
believes  it  could  adopt  stidi  an 
enforcement  posture,  EPA  instead 
proposed  a  conditiMi  on  certificates 
such  that  all  or  some  of  the  vrfiicle 
configurations  in  the  engine  family 
would  lose  certificate  coverage  if  the 
manufacturer  failed  to  comply  with 
conditions  on  the  certificate.** 
Determination  of  the  number  of  vehicles 
subject  to  loss  of  coverage  under  a 
certificate  would  be  based  on  the 
specific  facts  involved  in  a  failure  to 
comply  with  the  in-use  verification 
conditions.  For  example,  the  scope  of 
testing  conducted  compared  to  the 
scope  required  would  be  an  important 
factor  in  determining  whether  all  or 
some  of  the  vehicles  in  an  engine  family 
are  covered  under  the  certificate.  The 
Agency  recently  adopted  a  similar 
enforcement  approach  in  rulemakings 
involving  a  phase-in  over  time  of  certain 
new  motor  vehicle  standards.*'  *• 

Notwithstanding  existing  authority 
under  section  208  of  the  Act  to  require 
manufacturers  to  perform  emission 
testing.  EPA  believes  it  is  appropriate  to 
condition  certificates  as  proposed. 
Rather  than  issuing  requests  to  test 
under  section  208  to  each  individual 
manufacturer  participating  in  the 
alternative  durability  program,  the 
Agency  has  decided  to  take  advantage  of 
the  opportunity  provided  by  this 
rulemaking  to  establish  this  condition 
beforehand  for  all  manufacturers  opting 
to  use  the  ASADP  programs.  In  the 
interest  of  ensuring  the  integrity  of  this 
new  program,  EPA  wants  to  make 
manufacturer  responsibilities  and 
liabilities  very  clear.  The  Agency  also 
believes  that  the  importance  of  the  in- 
use  verification  requirement  warrants 
the  potentially  larger  dvil  penalties 
associated  with  failing  to  comply  with 
conditions  on  the  certificate. 

As  stated  in  the  NPRM,  the  Agency 
plans  to  exercise  enforcement  discretion 
to  determine  whether  civilpenahies  are 
appropriate.  The  EPA  recognizes  that 
circumstances  may  arise  in  which  it 
becomes  reasonable  to  terminate  the  in- 
use  reality  check  before  all  agreed-upon 


•«  EPA  anployt  ibU  pfOvitiM  ill  alh«» 
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Mich  at  remediM  far  banking,  bading  aMl  wmiging 
piogram*  and  for  Tioiations  of  tha  lacordkaaping 
and  reportl^t  raquirameDt*  oadar  Iboa*  programs. 
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testing  would  have  been  completed 
(e.g..  if  inttial  teating  were  to  deeriy 
demonstrate  that  the  delerioaation  factor 
applied  is  unacceptable).  The  EPA  atoo 
recognizes  that  a  mM>ufaGturer. 
notwithstanding  iU  best  eOorts.  may  fail 
to  perform  the  required  in-use  reality 
check  due  to  circumstances  beyond  its 
control  Thus,  the  Agency  will  consider 
all  relevant  factors  when  determining 
whether  a  manufacturer  has  complied 
with  the  reality  check  condition  on  the 
certificate. 

/.  Sunsetting 

One  manu£K:turer  recommended  that 
the  Administrator  have  the  authority  to 
waive  reality  check  testing  for  a 
manufacturer  if  that  manufacturer 
demonstrates  its  projections  are 
consistently  accurate. 

The  Agency  distinguishes  between 
curtailing  an  in-use  verification  that  is 
already  in  progress  and  sunsetting  the 
requirement  proposed  in  40  CFR 
86.094-13(e)(5)  that  now  ASADPs  must 
include  an  in-use  verification.  The 
Agency  believes  the  proposed 
regulations  explicitly  provided  the 
authority  in  section  86.094-1 3(e)(5)  for 
the  former,  and  this  language  is  retained 
in  the  final  rule.  At  this  time,  however, 
EPA  does  not  believe  it  appropriate  to 
accept  an  ASADP  that  does  not  contain 
in-use  verification,  even  if  a 
manufacturer  demonstrates  the  ability  of 
prior  ASADPs  to  consistently  develop 
accurate  DFs.  Manufacturers  are  likely 
to  propose  ASADPs  for  a  wide  variety 
of  engine  families  and  model  years,  and 
the  in-use  verification  provides  a 
constant  incentive  for  the  development 
of  accurate  DFs.  In  the  three  years  of  the 
interim  durability  program,  EPA  does 
not  believe  it  is  feasible  to  develop  the 
historical  data  needed  to  substitute  for 
this  necessary  incentive.  Thus,  the  final 
RDP-I  regulation  does  not  provide  for 
sunsetting  of  40  CFR  88.094-1 3(e)(5) . 
However.  EPA  will  revisit  this  issue  in 
the  RDP-n  rulemaking,  whidi  will 
address  ASADPs  for  1997  and 
subsequent  model  years. 

IV.  Economic,  EnvironraeBtal,  and  Coet- 
Benefit  Impacts 

A.  Economic  Impacts 

As  noted  in  the  preamble  to  the 
proposal,  the  costs  of  this  rulemaking 
are  almost  exclusively  those  incurred  by 
the  manufacturers  in  nmning  the 
durability  program  itself  a  reporting  the 
results  to  EPA.  These  cosU  are 
considered  to  be  costs  of  information 
collection,  and  details  on  EPA's  cost 
projections  were  therefme  included  in 
the  proposed  ICR  prepared  in 
conjunction  with  the  proposal  This 
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proposed  ICR  was  an  amandnaiit  to  the 
lar^  iCR  oovariag  UwovtificatiQa 
pro^ara  MS  wfaola 

Du»  to  changes  iBCorporated  in  the 
final  rule  (priinarily  the  exteiMkm  bjr 
one  model  year  of  the  interim  durrirfUty 
program),  the  Agency  has  revised  the 
ICR  and  die  impact  projections.  The 
metfiodology  in  the  revision  is  the  same: 
total  annual  costs  are  projected  by 

nili?tl^Hng  the  unit  cost  of  running  a 

DDV  and  applying  that  unit  cost  to  the 
number  of  JJDVt  pn^ectad  for  a  gtvan 
model  year.  The  inoemantal  burden 
attribui^ile  to  the  rule  was  dstonnined 
by  coapadBg  the  resoks  of  the  Bean 
year  from  the  durability  program  to  the 
base  year  of  the  ainant  cartificatioo 
ICR. 


In  the  rewiaed  iOt  EPA  aiSin  derirod 
the  pro^BCtiaas  iv  Am  maahv  of  eagiBS 
fsBihes  and  ODVs  from  A»  Iter  1 
regulatjoo.  EawitiaKy  dt  MunActurers 
employing  StatidBrd  AMA  Dwafaility 
Prc^ram  are  presiuned  toutiUxethe 
extrapolation  option.  As  in  the  proposal, 
EPA  examhied  a  matrix  of  possiMe 
outcomes  based  on  the  pereantage  of 
canyovar  frooi  California  data  and  the 
peroeoti^  peDetrstloa  of  Ae  ASAIX* 
option. 

Table  1  pcoieds  EPA's  i«fvfsed 
estimate  for  the  final  rule  for  the  diange 
in  the  mean  annual  cost  of  the  interim 
light-duty  durabiHty  program  imder 
several  oif  these  sceoarioe.  The  curyover 
and  ASADP  penetrations  in  Tahia  1 
were  selected  to  bracket  the  most 
extreme  caees  tiiat  might  occur.  The 


Agenqr  beUawrea  ftat  mamnfccturara  will 

possiUa  and  urill  actually  acUeva  OB 
the  oidar  of  90  peroaot  Baaed  oa 
indicatiaas  from  tfaa  HMDufiKtusan  of 
their  intent  to  implement  ASADPa.  the 
likely  penrtratioa  rate  will  avwaga 
betMreen  40  percent  and  60  percent  over 
the  thrae  yean  the  program  will  be    . 
effective.  On  this  basis,  T^le  1  riiow* 
that  EPA  profects  the  role  to  generate  a 
net  annuu  savings  to  manafscturen  of 
approximately  $8.6  milttoB. 

Allowing  tne  use  of  altei  native 
durability  pro-ams  federally  is 
expected  to  promote  their  use  in 
California  and  ultimelaly  to  result  in 
cost  savings  of  an  addittoad  $2.5 
miUion  par  year  for  the  California 
durability  program. 
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^                  TmL£  1.— MEAN  Annual  Rhxjction  in  Total  Cost  of  the  Ljqmt-Duty  DuRAauTY  Program 
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Estimaftea  of  the  per-vehide  impact  <rf 
the  durability  regulati(ma  may  then  be 
obtained  by  spreading  the  total  coat  of 
a  given  soanaiio  acroas  the  prajaoted 
MYQB  Tier  1  new-vahicla  fleet  sisa 
(derived  in  the  Tier  1  Regulatory  Impact 
Analysis)  of  15.25  milUon  vehidea.  The 
range  of  impacts  thus  obtained  is  a 
decrease  of  2.0  canto  par  vehicle  for  the 
hi^est-cost  scenario  (50  percent 
carryover,  no  alternative  durability 
programs)  to  a  decrease  of  67  omto  per 
vehicle  for  the  lowast-Goat  soenaiio  (full 
CaMfamia  caiiyovar.  witii  75  percent 
altamativa  durability  pnyn 
penatratioB).  The  $8.6  million  cost 
savings  far  EPA's  proiected  most  likely 
scenario  coneepoiida  to  approximately 
56  cesto  per  VMiicle. 

As  noted  in  the  proposal,  the  cost 
savings  of  the  dur^lity  rule  is 
attritmtrirfe  primarily  to  the  use  of 
California  cariyofei  dunAiiUty  data  and 
secondarily  to  the  use  of  ahemative 
durability  programs. 

The  Agency  has  not  inaartad  any 
increase  at  decrease  in  coata  assodatad 
with  the  reviaed  allowd>le  maintenance 
intnvals  adopted  through  this 
regulatioa.  As  noted  in  the  propoaal.  the 
Agency  believes  that  no  incramantal 
coata  wiU  aocnM  to  ■MBMfKtunra.  owar 
and  above  any  radeaign  ooato  that  hanre 
already  bean  addraaaed  in  the  Tier  1 
rulfBBaki9g.No 


received  from  the  public  on  the  issue  of 
costs  from  the  changed  allowable 
maintenance  intervals. 

A  EnvntMunenlirf  and  Coet-0efN!^ 
Impodg 

The  current  proposal  provides 
revisions  to  the  teking  and 
administr^vB  procedurea  that  ara 
necessary  to  determine  compliance  with 
the  Tier  1  rules  promulgated  in  June 
1991.  The  emission  benefits  of  ttwTler 
1  standards  and  the  revised  useful  life 
definitions  were  analyzed  in 
conjunction  with  the  Tier  1  rule.  No 
mvironmental  benefit  is  claimed  for 
this  revision  to  the  durability 
procedures,  beyond  that  already 
accounted  for  in  the  Tier  1  rule. 

V.  Adminiaferativa  lefaiianiSiilB 

A.  Administrative  Designatioa 

Undw  EaacMv  Order  12291.  EPA 
must  judge  whethar  a  regulation  is  a 
"maiiK"  rale  and.  tharafoce,  sidi^cl  to 
the  raquirement  thet  a  Rsgitlatoiy 
Impact  Analysis  (RiA)  be  pra|Mrad. 
Since  EPA  has  daiatwinart  Oat  this 
regulation  ia  not  ma}ar,  an  RIA  faaa  not 
bMoa  prapaiad. 

This  leguladaB  was  SBfamittad  to  the 
Office  of  Manapwant  and  Budget 
(0MB)  fattmimt  aa  raipiirad  by 
Execu^va  Ordar  12291.  Any  wtittan 
commenta  from  OMB  and  any  EPA 


response  to  thoee  commenta  are  in  the 
public  dodcet  for  this  rulemaking. 

B.  Reporting  and  Recordkeeping 
Re<piifeuient 

The  infamation  coUection 
requuementa  in  this  final  rale  have  been 
approved  by  the  Office  of  Management 
and  Bndgat  (OMB)  widar  the  AipenMirir 
AadBctioJi  Act,  44  U.S£.  3501  ae  esq. 
An  farformation  CoUactian  Raqueat 
docuwnnt  haa  baan  pwpaaad  by  gA 
(ICR  No.  2060-010^  and  a  copy  may  be 
obtained  from  Sandy  Fmwem, 
Infbrmaticm  Policy  Branch;  EPA:  401 M 
St..  SW.  (PM-223Y):  Washington.  DC 
20460  or  by  caHing  (202)  260-2740. 

Public  reportingburden  for  this 
collection  of  information  is  estimated  to 
be  a  reduction  of  5740  houn  per 
response  annually  for  the  25  affected 
reapondenta.  However,  the  eatimato 
decreases  to  a  reduction  of  1670  houn 
per  reaponaa  when  distributed  acroas  all 
86  reapondenta  to  whidi  the  entire 
I»ogram  applies.  These  estimates 
indude  time  for  reviawiag  inatructions. 
searching  existing  data  sources, 
gathering  and  m"<"*»*"<"B  the  dilta 
needed,  and  completing  the  coIlectiMi 
of  information. 

aSmpoctonSmattBiitities 

The  Regulatory  PlexfbiUty  Act  of  1980 
requirea  federal  agandea  to  identify 
potentially  adverse  impacta  of  federal 


y    \7n1      CO      KT#>      T    I    TiiACK^nu     TamiBi.u    19      1 QDO     /    Siilae    onrl    Be 


ilaH#wiB 


Annn 


4002  Fedwal  Register  /  Vol.  58.  No.  7  /  Tuesday,  January  12.  1993  /  Rules  and  RegulaUons 


regulations  upon  small  entities.  In 
instances  where  significant  impacts  are 
possible  on  a  substantial  number  of 
these  entities,  agencies  are  required  to 
perform  a  Regulatory  Flexibility 
Analysis  (RFA). 

EPA  has  determined  that  the 
regulations  adopted  today  will  not  have 
a  signiBcant  impact  on  a  substantial 
number  of  small  entities.  This 
regulation  will  affiact  only 
manufactxirers  of  motor  vehicles,  a 
group  which  does  not  contain  a 
substantial  number  of  small  entities. 

Therefore,  as  required  under  section 
605  of  the  Regulatory  Flexibility  Act,  5 
U.S.C.  601  et  seq..  I  certify  that  this 
regulation  does  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities. 

VI.  Statutory  Authority 

The  promulgation  of  these  regulations 
is  authorized  by  sections  202,  203,  205, 
206,  207,  208,  215.  216,  and  301(a)  of 
the  Clean  Air  Act  as  amended  by  the 
Clean  Air  Act  Amendments  of  1990  (42 
U.S.C.  7521,  7522,  7524,  7525,  7541. 
7542,  7549.  7550,  and  7601(a)). 

VII.  Judicial  Review 

Under  section  307(b)(1)  of  the  Act, 
EPA  hereby  finds  that  these  regulations 
are  of  national  applicability. 
Accordingly,  judicial  review  of  this 
action  is  available  only  by  filing  of  a 
petition  for  review  in  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit  within  60  days  of 
publication.  Under  section  307(b)(2)  of 
the  Act,  the  requirements  which  are  the 
subject  of  today's  Notice  may  not  be 
challenged  later  in  judicial  proceedings 
brought  by  EPA  to  enforce  these 
requirements. 

List  of  Subjecta  in  40  CFR  Part  86 

Administrative  practice  and 
procedure.  Air  pollution  control. 
Confidential  business  information. 
Environmental  protection.  Gasoline, 
Imports,  Incorporation  by  reference. 
Labeling,  Motor  vehicles.  Motor  vehicle 
pollution,  Reporting  and  recordkeeping 
requirements. 

Dated:  December  19. 1992. 
William  K.Rsi]ly. 

Administrator 

For  the  reasons  set  out  in  the 
preamble,  part  86  of  title  40  of  the  Code 
of  Federal  Regulations  is  amended  as 
follows: 


PART  86-CONTROL  OF  AIR 
POLLUTION  FROM  NEW  AND  IN-USE 
IMOTOR  VEHICLES  AND  NEW  AND  IN- 
USE  MOTOR  VEHICLE  ENGINES: 
CERTIFICATION  AND  TEST 
PROCEDURES 

1.  The  authority  citation  for  part  86  is 
revised  to  read  as  follows: 

Authority:  Sees.  202,  203.  205.  206,  207. 
208,  215,  216.  217.  and  301(a).  Clean  Air  Act 
as  amended  (42  U.S.C  7521.  7522.  7524. 
7525,  7541.  7542.  7549.  7550.  7552.  and 
7601(a)) 

Subpart  A— [AiTMndcrd] 

2.  Section  86.094-1  is  added  to  read 
as  follows: 

S  86.094-1    General  appHcaMHty. 

(a)  The  provisions  of  this  subpart 
generally  apply  to  1994  and  later  model 
year  new  Otto-cycle  and  diesel-cycle 
light-duty  vehicles.  1994  and  later 
model  year  new  Otto-cycle  and  diesel- 
cycle  light-duty  trucks,  and  1994  and 
later  model  year  new  Otto-cycle  and 
diesel-cycle  heavy-duty  engines.  In 
cases  where  a  provision  applies  only  to 
a  certain  vehicle  group  based  on  its 
model  year,  vehicle  class,  motor  fuel, 
engine  type,  or  other  distinguishing 
characteristics,  the  limited  applicability 
is  cited  in  the  appropriate  section  or 
paragraph. 

(b)  Optional  applicability.  A 
manufacturer  may  request  to  certify  any 
heavy-duty  vehicle  of  10.000  pounds 
Gross  Vehicle  Weight  Rating  or  less  in 
accordance  with  the  light-duty  truck 
provisions.  Heavy-duty  engine  or 
vehicle  provisions  do  not  apply  to  such 
a  vehicle. 

(c)  (Reserved] 

(d)  (Reserved) 

(e)  Small  volume  manufacturers. 
Special  certification  procedures  are 
available  for  any  manufacturer  whose 
projected  combined  U.S.  sales  of  light- 
duty  vehicles,  light-duty  trucks,  heavy- 
duty  vehicles,  and  heavy-duty  engines 
in  its  product  Une  (including  all 
vehicles  and  engines  imported  under 
the  provisions  of  §§85.1505  and 
85.1509  of  this  chapter  are  fewer  than 
10.000  imits  for  the  model  year  in 
which  the  manufacturer  seeks 
certification.  To  certify  its  product  line 
under  these  optional  procedures,  the 
small-volume  manufacturer  must  first 
obtain  the  Administrator's  approval. 
The  manufacturer  must  meet  the 
eligibility  criteria  specified  in  §  86.092- 
14^))  before  the  Administrator's 
approval  will  be  granted.  The  small- 
volume  manufacturer's  certification 
procedures  are  described  in  §  86.092- 
14. 


({)  Optional  procedures  for 
determining  exhaust  opacity.  (1)  The 
provisions  of  subpart  I  of  this  part  apply 
to  tests  which  are  performed  by  the 
Administrator,  and  optionally,  by  the 
manufacturer. 

(2)  Measurement  procedures,  other 
than  that  described  in  subpart  I  of  this 
part,  may  be  used  by  the  manufacturer 
provided  the  manufactiu«r  satisfies  the 
requirements  of  §  86.091-23(0- 

(3)  When  a  manufacturer  chooses  to 
use  an  alternative  measurement 
procedure  it  has  the  responsibility  to 
determine  whether  the  results  obtained 
by  the  procedure  will  correlate  with  the 
results  which  would  be  obtained  from 
the  measurement  procedure  in  subpart  I 
of  this  part.  Consequently,  the 
Administrator  will  not  routinely 
approve  or  disapprove  any  alternative 
opacity  measurement  procedure  or  any 
associated  correlation  data  which  the 
manufacturer  elects  to  use  to  satisfy  the 
data  requirements  for  subpart  I  of  this 
part. 

(4)  If  a  confirmatory  test(s)  is 
performed  and  the  results  indicate  there 
is  a  systematic  problem  suggesting  that 
the  data  generated  under  an  optional 
alternative  measurement  procedure  do 
not  adequately  correlate  with  data 
obtained  in  accordance  with  the 
procedures  described  in  subpart  I  of  this 
part,  EPA  may  require  that  all 
certificates  of  conformity  not  already 
issued  be  based  on  data  obtained  firom 
procedures  described  in  subpart  I  of  this 
part. 

3.  Section  86.094-2  is  amended  by 
adding  in  alphabetical  order  the 
definition  for  "Durability  useful  life": 

S  86.094-2    Definitions. 

•        •        •         •        • 

Durability  useful  life  means  the 
highest  useful  life  mileage  out  of  the  set 
of  all  useful  life  mileages  that  apply  to 
a  given  vehicle.  The  durability  useful 
life  determines  the  duration  of  service 
accumulation  on  a  durability  data 
vehicle.  The  determination  of  durability 
useful  life  shall  reflect  any  alternative 
useful  life  mileages  approved  by  the 
Administrator  under  §  86.094-21(f) . 
The  determination  of  durability  useful 
life  shall  exclude  any  standard  and 
related  useful  life  mileage  for  which  the 
manufacturer  has  obtained  a  waiver  of 
emission  data  submission  requirements 
under  §86.094-23(c) 

4.  Section  86.094-13  is  added  to  read 
as  follows: 

186.094-13    Ught-duty  exhwMt  durabUlty 
program*. 

(a)  (1)  This  section  describes  the 
various  durability  programs  available  to 


Ughl-dutyVin 


UgHlHUy  ToK 
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manufacturers  for  determining  exhaust 
deterioration  bctors  tDFs)  for  the 
certification  of  1994, 19uS.  and  1996 
model  ]pew  light-duty  vehicles  and 
light-duty  tnicks.  While  this  section 
describes  many  of  the  iaoportant 
elements  of  these  durability  programs,  it 
is  not  intended  as  an  aachaustive  list  of 
all  requirements  applic^>ie  uthar  to 
these  programs  or  to  the  f»rtificaitian 
process. 

(2)  Tba  duiabihty  ^og^aras  consist  of 
various  elements,  such  as  a  statraoent  of 


applicability,  a  service  accumulatioa 
method,  veUcle/comsoDent  aeleetion 
methods,  durability  data  vehicle 
compliance  requirements,  in-use 
verification  requixeaosnts.  opticHial 
elements,  data  reporting  recpiirements, 
and  additional  requirements.  Cross 
references  to  other  sectiom  in  this 
subpart  are  indicated  where 
appropriate. 

(b)  The  following  table  summarises 
the  durability  programs  available  to  all 
manufactiuers  of  light-duty  vehicles  and 


liglit-duty  tiucka.  The  Tier  1  and  Ti«- 0 
standards  dted  in  dia  table  are  those 
specified  ia  $860)84-8  (far  li^-duty 
vdkicte^  and  S  86.094-0  {for  light-duty 
tnicks) .  TIm  dorafaility  programs 
described  in  this  section  are  sepasala 
and  distinct  altamatives.  suc^  tlMt 
determinatiaa  of  an  •xfaaast 
deterioraticp  factor  under  one  pro-am 
does  not  require  compliance  wdtfa  the 
requirements  of  a  different  dureMUty 
program. 


Stofidwds 


OunUHy  pngiMB 


opaoMii 


UgM-duty  VshldM . 


Tiarl 


SiandafdAMA 


CaByoMf. 


LigM-duly  Tnicfcs 


TierO 


Tl*r  1  a  Tier  0 


RKMlUCSon  AMA  , 


Altemative  Sflfvica  Accumuialioa 
Standanl  AMA ™ .„ 


SutMttula  AMA. 
Cwryowf. 


Production  AMA . 


Canyoaar. 
Canyover. 
SubtMtolB 
Cwyovof. 


Atemativa  Sarvtca  Accumulation . 

Standaid  SeK-Appfovat  _...... 

AaMnaSvB  Sanrtoa  AocuftMlBllon  , 


CanyoMT. 
Carryover. 
Canyow. 


(c)  St€uuiard  AMA  durabUity 
progfom—ii)  AppUcabUity.  The 
standard  AMA  durability  prograro  is 
applicable  to  li^t-duty  vehicles  in 
model  years  1994, 1995,  and  1996. 

(2)  Service  accumulatioa  method.  The 
method  shall  be  mileage  accumulation 
performed  on  whole  durability  data 
vehicles,  using  the  Durability  Driving 
Schedule  (commonly  referred  to  as  the 
AMA  schedule]  specified  in  Appendix 
IV  to  this  part.  The  provisions  of 

§  86.094-26(a},  which  include  vehicle 
weight  requirements,  the  duration  of 
mileage  acciunulation.  and  the 
specification  of  emission  tests  to  he 
performed  during  the  mileage 
acounulation,  shall  apply.  Scheduled 
and  unscheduled  maintenance  may  be 
performed  on  the  vehicle  in  accordance 
with  the  provisions  of  §  86.094-25. 

(3)  Vehicle/component  selection 
method.  Durability  data  vehicles  shall 
be  selected  by  the  Administrator  as 
required  in  §  86.090-2Z(a)  and  in 
accordance  with  the  provisions  of 

§  86.094-24(c)(l).  Typically,  the 
Administrator  selects  one  durability 
data  vehicle  to  represent  each  engine- 
system  combination.  The  selection  of 
durability  data  vehicles  is  also  governed 
by  §  86.091-7(aK2)(i)(A).  which 
generally  requires  that  vehicles  used  for 
certification  must  be  representative  of 
production  vehicles. 

(4)  DurtAilJty  data  vehicle  compliance 
requiremeats.  Dur^ility  data  vehicle 
compliance  requirements  for  the 

•  Standard  AMA  Durability  Program  are 


contained  in  §  86.094-28(a).  These 
include  the  method  of  calculating 
deteriwation  factors,  line  crossing 
criteria,  and  related  requirements. 

(5)  In-use  verification.  Manufacturer 
testing  of  in-use  vehicles  subsequ«it  to 
ceitific^on  is  not  a  requirement  of  the 
Standard  AMA  Durri)ility  Program. 

(6)  Optional  ^ements--(i) 
Extrapolation.  Manufacturers  selecting 
the  Standard  AMA  Durd>ility  Program 
may  petition  the  Administrate  for  the 
use  of  extrapolated  mileage 
acciunulaticH)  data  according  to  the 
provisions  of  §  86.094-26(a]i(4)  for  use 
in  certifying  li^t-duty  vriiides  to  the 
Tiw  1  standards  of  §  86.094-8.  If  use  of 
extrapolated  data  is  approved, 
deterior^on  factors  are  determined  by 
the  method  of  linear  extrapolatioB 
described  in  §  86.094-28(aX4)(i). 

(ii)  Substitute  AMA.  ManufiK:turers 
selecting  the  Standard  AMA  Dur^iliiy 
Pro^m  may  petition  the  Administrator 
under  §86.094-26(aK2)(ii)  to  substitute 
a  different  whole-vehicle  mileage 
accumulation  schedule  for  the 
Durability  Driving  Schedule  (standard 
AMA)  specified  in  Appendix  IV  to  this 
part. 

(iii)  Carryover  and  canyacross. 
Manufacturers  selecting  the  Standard 
AMA  Durability  Program  may  petition, 
the  Administrator  for  the  use  of 
carryover  or  carryacross  mileage 
accumulation  data  according  to  the 
provisions  of  §  86.094-24(0.  If  use  of 
carryover  or  carryacross  data  is 
approved,  deterioration  factors  are 


determined  by  the  method  of  linear 
extrapolation  described  in  §  86.094- 
28(a)(4Ki). 

(7)  Data  reporting  requirements.  Data 
reporting  requirements  for  the  Standard 
AMA  Dmability  Program  are  contained 
in  §  86.094-21.  §  86.094-23(bMl)(i).  and 
§86.094-26  (a)(6)(ii)  and  (aM7). 

(d)  Production  AMA  durability 
program — (1)  Applicability.  The 
production  AMA  durability  program  is 
applicable  to  li^t-duty  v^ides  in 
model  years  1994, 1995.  and  1996. 

(2)  Service  accumulation  method.  The 
method  shall  be  mileage  accumulation 
performed  on  whole  durability  data 
vehidas,  using  the  Durability  Driving 
Schedule  (commonly  referred  to  as  the 
AMA  schedule)  specified  in  Appendix 
IV  to  this  part.  The  provisions  of 

§  86.094-26(a),  which  include  vehicle 
weight  requirements,  the  duration  of 
mileage  accimiulation,  and  the 
specification  of  emission  tests  to  be 
performed  during  the  mileage 
accimiulation,  shall  apply.  Scheduled 
and  unsdieduled  maintoiance  may  ba 
performed  on  the  vehicle  in  aocordance 
with  the  provisions  of  §  86.094-25. 

(3)  Vehicle/component  selection 
method.  Durability  data  vdiidee  shall 
be  selected  by  the  Administrator  as 
required  in  $  86.09O-22(a)  and  in 
accordance  with  the  provisions  of 

§  86.094-24(h) .  Typically,  the 
AdministratOT  selects  several  random 
production  durability  data  vehicles,  up 
to  a  maximum  of  three  vehicles  par 
engine  family  group. 
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(4)  Dumbility  data  vehicle  compliance 
requirements.  Durability  data  vehicle 
compliance  requirements  for  the 
Production  AMA  Durability  Program  are 
contained  in  §  86.094-28(a)(7) .  These 
include  the  method  of  calculating 
deterioration  factors,  line  crossing 
criteria,  and  related  requirements. 

(5)  Jh-use  verification.  The  Production 
AMA  Durability  Program  includes  no 
requirement  for  manufacturer  testing  of 
in-use  vehicles  subsequent  to 
certification. 

(6)  Optional  elements — (i) 
Extrapolation.  Manufacturera  selecting 
the  Production  AMA  Durability  Program 
may  petition  the  Administrator  for  the 
use  of  extrapolated  mileage 
accumulation  data  according  to  the 
provisions  of  §  86.094-26(a)(4)  for  use 
in  certifying  light-duty  vehicles  to  the 
Tier  I  standards  of  §  86.094-8.  If  use  of 
extrapolated  data  is  approved, 
deterioration  facton  are  determined  by 
the  method  of  linear  extrapolation 
described  in  §  86.094-28(a)(7)(ii)(B). 

(ii)  Substitute  AMA.  Manufacturers 
selecting  the  Production  AMA 
Durability  Program  may  petition  the 
Administrator  under  S  86.094- 
26(a)(2)(ii)  to  substitute  a  different 
whole-vehicle  mileage  accumulation 
schedule  for  the  Durability  Driving 
Schedule  (standard  AMA)  specified  in 
Appendix  IV  to  this  part. 

(iii)  Carryover  and  carrvacross. 
Maniifacturera  selecting  tne  Production 
AMA  Durability  Program  may  petition 
the  Administrator  for  the  use  of 
caifyover  or  carryacross  mileage 
accumulation  data  according  to  the 
provisions  of  $  86.094-24(h)(l)(v) .  If 
use  of  carryover  or  carryacross  data  is 
approved,  deterioration  factors  are 
determined  by  the  method  of  linear 
extrapolation  described  in  §  86.094- 
28(a)(7)(ii)(B). 

(7)  Data  reporting  requirements  for  the 
Production  AMA  Durability  Program  are 
contained  in  $  86.094-21,  §  86.094- 
23(b)(l)(i),  and  S  86.094-26  (a)(6)(ii)  and 
(a)(7). 

(8)  Additional  requirements,  (i)  For 
engine  families  subject  to  the 
procediires  of  the  I^oduction  AMA 
Durability  Program,  the  manufacturer 
shall  submit  deterioration  factora  to  the 
Administrator  for  approval  to  use  them 
for  certification.  The  Administrator 
shall  approve  the  use  of  deterioration 
facton  tnat: 

(A)  The  manuCacturer  attests  are 
representative  of  the  dxirability 
p^ormance  of  its  vehicles  in  actual 
field  use  when  maintained  according  to 
the  manufacturer's  maintenance 
instructions  (as  limited  imder  $  86.094- 
25(a));  and 


(B)  Are  equal  to  or  greater  than  the 
deterioration  foctora  that  EPA 
determines  under  paragraph  (d)(8)(ii)  of 
this  section. 

(ii)  EPA  shall  determine  minimum 
deterioration  facton  for  engine  families 
subject  to  the  Production  AMA 
Durability  Program.  This  determination 
shall  be  based  on  a  procedure  of 
grouping  engine  families  (see  §  86.094- 
24(a))  in  order  to  use  historical 
certification  data  to  determine 
deterioration  facton  for  each  engine 
family  group.  The  historical  data  shall 
be  updated  yearly  through  the  testing  of 
production  durability  data  vehicles. 
Test  vehicle  requirements  under  these 
procedures  are  contained  in  %  86.094-24 
(h)  and  compliance  requirements  are 
contained  in  §  86.094-28(a)(7). 

(iii)  Request  procedures.  (A)  A 
manufacturer  wishing  to  participate  in 
the  Production  AMA  Durability  Program 
must  submit  to  the  Administrator,  for 
each  model  year,  a  written  request 
describing  the  engine  families  that  the 
manufacturer  elects  to  be  included  in 
the  program. 

(B)  The  Administrator  may  declare 
ineligible  any  engine  family  for  which 
the  Administrator  determines  there  is 
unreasonable  risk  in  determining  a 
deterioration  factor  using  the  methods 
of  the  Production  AMA  Durability 
Program.  Furthermore,  the 
Administrator  may  limit  the  number  of 
engine  famiUes  within  the 
manufacturer's  product  line  that  are 
ehgible  for  the  Production  AMA 
DiuabiUty  Program. 

(C)  Upon  approval  of  the 
manufacttuer's  request  to  participate, 
the  Administrator  and  the  manufacturer 
may  enter  into  a  written  agreement 
prescribing  the  terms  and  conditions  of 
the  program.  This  agreement  shall  be 
equitable  as  compared  to  agreements 
entered  into  with  other  manvifactiuera. 
The  agreement  shall  specify: 

(1)  The  engine  families  to  be  included 
in  the  program  and  the  engine  family 
groups  that  have  been  established  by  the 
provisions  of  §  86.094-24(a)  (8)  and  (9): 

[2]  The  procedures  for  the  selection  of 
production  durabiUty  data  vehicles 
specified  luder  the  provisions  of 
§86.094-24(h);and 

(3)  The  procedures  for  the 
determination  of  minimum  exhaust 
emission  deterioration  facton  for  each 
engine  family  group. 

(iv)  Withdrawal  from  Production 
AMA  Durability  Program.  (A)  Subject  to 
the  conditions  of  paragraphs  (d)(8)(iv) 
(B)  through  (F)  of  this  section,  a 
manufacturer  may.  at  any  time, 
withdraw  all  of  its  product  line  or 
separate  engine  family  groups  from  this 


program.  Only  entire  engine  family 
groups  may  be  withdrawn. 

(BjOnce  any  engine  family  in  an 
engine  family  group  is  certified  using 
deterioration  focton  determined  in  the 
Production  AMA  Durability  Program, 
the  manufacturer  shall  operate  and  test 
the  production  diuvbility  data  vehicles 
specified  in  §  86.094-24(h)  in 
accordance  with  the  procedures  of  this 
part. 

(C)  The  Administrator  shall  notify  the 
manufactiunr  if  a  nonconformity  of  a 
category  of  vehicles  within  the  engine 
family  group  is  indicated  by  the 
production  durability  data.  For  the 
purpose  of  this  paragraph,  a 
nonconformity  is  determined  to  exist  if: 

(1)  Any  emission  data  vehicle  within 
an  engine  family  of  the  model  year  most 
recenUy  certified  imder  the  production 
AMA  Durability  Program  is  projected  to 
exceed  an  emission  standard  by 
applying  deterioration  factora  generated 
by  a  pr^uction  durability  data  vehicle 
within  the  same  engine  family;  or 

{2)  Any  of  the  most  recent  model 
year's  production  durability  data 
vehicle  configurations  tested  \uider 
paragraph  (d)(8)(iv)(B)  of  this  section 
line  crosses  as  defined  in  §  86.094- 
28(a)(7)(ii)(C).  For  the  purpose  of  this 
paragraph,  data  from  identical  vehicles 
will  be  averaged  as  under  §  86.094- 
28(a)(4)(i)  (A)  and  (B) 

(D)  if  the  Administrator  notifies  a 
manufacturer  of  such  a  nonconformity, 
the  manufacturer  shall  submit,  by  a  date 
specified  by  the  Administrator,  a  plan  to 
remedy  the  nonconformity  which  is 
acceptable  to  the  Director,  Office  of 
Mobile  Sources.  For  the  purpose  of  this 
paragraph,  the  term  "remedy  the 
nonconformity"  will  have  the  same 
meaning  as  it  does  when  it  appean  in 
section  207(c)(1)  of  the  Clean  Air  Act 
(42  U.S.C.  7541(c)(1)). 

(E)  The  manufacturer  shall  comply 
with  the  terms  of  the  remedial  plan 
approved  by  the  Director,  Office  of 
M^ile  Sources. 

(F)  If  a  manu&ctxirer  does  not  comply 
with  the  requirements  of  paragraph 
(d)(8)(iv)  (B),  (D),  or  (E)  of  this  section, 
the  Administrator  may  deem  the 
certificate  of  conformity  for  the  affected 
engine  families  void  ab  initio. 

W  Alternative  Service  Accumulation 
Durability  Program— (1)  Applicability. 
The  Alternative  Service  Accumulation 
Durability  Program  is  applicable  to 
light-duty  vehicles  and  light-duty  trucks 
in  model  yean  1994, 1995,  and  1996. 

(2)  Servioe  accumulation  method,  (i) 
The  manufacturer  shall  propose  a 
servicJB  accumulation  method  for  the 
Alternative  Service  Accumulation 
Durability  Program,  for  advance 
approval  by  the  Administrator.  The 
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method  shall  be  consistent  Mrith  good 
engineering  practice  and  be  designed  to 
accurately  predict  the  deterioration  of 
the  vehicle's  emissions  in  actual  use 
over  its  full  useful  Ufa. 

(ii)  Manufacturers  may  propose 
service  acciunuiation  methods  based 
upon  whole-vehicle  mileage 
accumulation,  bench  aging  of  individual 
components  or  systems,  or  a 
combination  of  the  two  approaches. 
Bench  procedures  should  simulate  the 
aging  of  components  or  systems  over  the 
applicable  durability  useful  life  as 
defined  in  S  86.094-2  and  should 
simulate  cycles  and  environments  found 
in  actual  use.  For  this  purpose, 
manufacturers  may  remove  the 
emission-related  components,  in  whole 
or  in  part,  from  the  durability  vehicle 
itself  and  deteriorate  them 
independently.  Vehicle  testing  for  the 
purpose  of  determining  deterioration 
factors  may  include  the  testing  of 
durability  vehicles  that  incorporate  such 
bench-aged  components. 

(iii)  Service  accumulation  shall  be 
according  to  the  method  approved  in 
advance  by  the  Administrator. 

(3)  Vehicle/component  selection 
method.  The  manufacturer  shall 
propose  a  vehicle/component  selection 
method  for  the  Alternative  Service 
Accumulation  Durability  Program  for 
advance  approval  by  the  Administrator. 
The  vehicle/component  selection  shall 
be  according  to  the  method  approved  in 
advance  by  the  Administrator.  The 
selection  of  durability  data  vehicles  and 
components  is  also  governed  by 

§  86.091-7(a)(2)(i)(A).  which  generally 
requires  that  vehicles  and  components 
used  for  certification  must  be 
representative  of  production  vehicles 
and  components. 

(4)  Durability  data  vehicle  compliance 
requirements.  The  manufacturer  shall 
propose  procedures  for  the  calculation 
of  deterioration  factors  and  for  the 
determination  of  vehicle  compliance  for 
advance  approval  by  the  Administrator. 
The  Administrator  may  approve  the  use 
of  such  procedures  if  the  manufacturer 
demonstrates  that  the  resulting 
deterioration  factors  are  likely  to  be 
representative  of  the  in-use  performance 
of  the  vehicles.  The  calculation  of 
deterioration  factors  and  the 
determination  of  vehicle  compliance 
shall  be  according  to  the  procedures 
approved  in  advance  by  the 
Administrator. 

(5)  In-use  verification.  Manufacturers 
selecting  the  Alternative  Service 
Accumulation  Durability  Program  shall 
agree  to  perform  an  in-use  verification 
program,  which  shall  include  testing  on 
in-use  vehicles  certified  under  the 
program  in  the  years  subsequent  to 


certification.  The  piupose  of  the  in-use 
verification  program  is  to  confirm  the 
adequacy  of  the  manufacturer-designed 
components  of  the  Alternative  Service 
Accumulation  Durability  program.  The 
manufacturer  shall  propose  sample 
sizes,  recruitment  procedures,  testing 
procedures,  optional  provisions  for  the 
cessation  of  testing  in  the  event  the  in- 
use  testing  confirms  the  adequacy  of 
elements  of  the  Alternative  Service 
Accumulation  Durability  Program,  and 
remedies  in  the  event  the  in-use  testing 
fails  to  confirm  the  adequacy  of 
elements  of  the  Alternative  Service 
Accumulation  Durability  program. 
These  and  other  elements  of  in-use 
verification  are  subject  fo  advance 
approval  by  the  Administrator. 

16)  Optional  element:  Carryover  and 
carryacross.  Manufacturers  selecting  the 
Alternative  Service  Accumulation 
Durability  Program  may  petition  the 
Administrator  for  the  conditional  use  of 
carryover  or  carryacross  mileage 
accumulation  data  according  to  the 
provisions  of  §  86.094-24{f).  If  use  of 
carryover  or  carryacross  data  is 
approved,  deterioration  factors  are 
determined  by  the  method  described  in 
paragraph  (e)(4)  of  this  section. 

(7)  Data  reporting  requirements,  (i) 
Data  reporting  requirements  for  the 
Alternative  Service  Accumulation 
Durability  Program  are  contained  in 
§§86.094-21,  86.094-23(b)(l)(i),  and 
86.094-26(a)(6)(ii)  and  (a)(7). 

(ii)  In  addition  to  the  reporting  of 
deterioration  factors  determined  under 
paragraph  (e)(4)  of  this  section,  the 
manufacturer  shall  provide  reliability 
data  that  shows  to  the  Administrator's 
satisfaction  that  all  emission-related 
components  are  designed  to  operate 
properly  for  the  durability  useful  life  of 
the  vehicles  in  actual  use  (or  such 
shorter  intervals  as  permitted  in  section 
§86.094-25). 

(8)  Additional  requirements,  (i)  The 
manufacturer  shall  consolidate  the 
approved  versions  for  each  of  the 
required  elements  of  the  Alternative 
Service  Accumulation  Durability 
Program  into  a  written  agreement  that 
documents  the  details  of  the  program 
and  the  manufacturer's  responsibilities. 
The  manufactiu-er  shall  submit  this 
agreement  for  approval  by  the 
Administrator  as  part  of  tfie  application 
for  certification. 

(ii)  The  manufacturer  may  amend  the 
written  agreement  entered  into  pursuant 
to  paragraph  (e)(8)(i)  of  this  section  so 
long  as  the  manufacturer  demonstrates 
to  the  satisfaction  of  the  Administrator 
that  the  proposed  amendments  to  the 
agreement  improve  upon  the  in-use 
verification  portion  of  the  existing 
agreement.  Such  amendment  to  the 


Alternative  Service  Acamiulation 
Durability  Program  agreement  is  subject 
to  the  prior  approval  of  the 

Administrator. 

(iii)  The  certification  requirements 
described  in  §  86.094-30(a)(14)  are 
applicable. 

(0  Standard  Self-Approval  Dumbility 
Program — (1)  Applicability.  The 
Standard  Self-Approval  Durability 
Program  is  applicable  to  hght-duty 
trudcs  in  the  1994, 1995,  and  1996 
model  years. 

(2)  Service  accumulation  method.  The 
manufacturer  shall  determine  the  form 
and  extent  of  service  accumulation  used 
in  the  Standard  Self-Approval 
Durability  Program,  according  to  the 
provisions  of  §  86.094-26(b)(2).  The 
method  shall  be  consistent  with  good 
engineering  practice  and  be  designed  to 
evaluate  the  mechanisms  that  are 
expected  to  cause  deterioration  of  the 
vehicle's  emissions  over  its  full  useful 
life. 

(3)  Vehicle/component  selection 
method.  The  manufacturer  shall 
determine  the  vehicle/component 
selection  method  for  use  in  the  Standard 
Self-Approval  Ehirability  Program 
according  to  the  provisions  of  §  86.094- 
24(c)(2).  Manufacturers  shall  select  the 
vehicles,  engines,  subsystems,  or 
components  for  each  engine-system  so 
that  their  emissions  deterioration 
characteristics  may  be  expected  to 
represent  those  of  in-use  vehicles,  based 
on  good  engineering  judgment.  The 
selection  of  durability  data  vehicles  or 
components  is  also  governed  by 
§86.091-7(a)(2)(A),  which  generally 
requires  that  vehicles  and  components 
used  for  certification  must  be 
representative  of  production  vehicles 
and  components. 

(4)  Durability  data  vehicle  compliance 
requirements.  Durability  data  vehicle 
compliance  requirements  for  the 
Standard  Self-approval  Durability 
Program  are  contained  in  §86.094- 
28(b).  These  include  the  method  of    . 
calculating  deterioration  factors  and 
related  requirements. 

(5)  In-use  verification.  The  Standard 
Self-Approval  Durability  Program 
includes  no  requirement  for 
manufacturer  testing  of  in-use  vehicles 
subsequent  to  certification. 

(6)  Data  reporting  requirements.  Data 
reporting  requirements  for  the  Standard 
Self-Approval  Durability  Program  are 
contained  in  §  86.094-21,  §  86.094- 
23(b)(l)(ii),  and  §86.094-26(d). 

(7)  Additional  requirement.  The 
Administrator  does  not  approve  the  test 
procedures  for  establishing  exhaust 
emission  deterioration  factors.  The 
manufacturer  shall  submit  these 


Federal  Regiater  /  Vol.  58,  No.  7  /  Tuesday,  January  12.  1993  /  Rules  and  Regulations  4007 


4006 


/  Vol  58.  No.  7  /  Tuesday.  January  12.  1993  /  Rules  and  Regulatkms 


procedural  and  datarminatians  aa 
required  in  $  8e.0g4-21(bM5Mi)(A)- 

(g)  Assigned  deterioration  factor 
durability  program — (1)  Applicability— 
(i)  SautU  volume  manufacturers.  The 
Assigned  Oeterioiation  Factor  Durability 
Program  is  applicable  to  light-duty 
vehicles  and  light-duty  trucks  certified 
imder  the  small  volume  manuEacturOT 
provisions  of  $$  86.094-1  (e)  and 
86.094-14(b). 

(ii)  Small  volume  engine  families.  The 
Assigned  Deterioration  Factor  Durability 
Program  is  available  to  light-duty 
vehicles  and  Ught-duty  trucks  certified 
under  the  smaU  volume  engine  Csmily 
provisions  of  %  86.094-24(e)(2). 

(2)  Determination  of  deterioration 
factors.  No  service  acciunulation 
method  or  vehicle/component  selection 
method  is  required.  Deterioration  factors 
are  proposed  by  the  manufacturer  or 
assigned  by  the  Administrator  based  on 
the  provisions  of  §  86.094-14(c)(7)(i)(C). 

(3)  In-use  verification.  The  Assigned 
Deterioration  Factor  Durability  Program 
includes  no  requirement  for 
manufacturer  testing  of  in-use  vehicles 
subsequent  to  certification. 

(4)  Data  reporting  requirements.  Data 
reporting  requirements  for  the  Assigned 
Deterioration  Factor  Durability  Program 
are  contained  in  §  86.094-14  (c)(4), 
(c)(6).  and  (cMllMii). 

5.  Section  86.094-14  is  added  to  read 
as  follows: 

'186.094-14    8«M»«oiuma  manufaeturara 
certification  praoaduraa. 

(a)  The  small-volume  manufacturers 
certification  procedures  described  in 
paragraphs  (b)  and  (c)  of  this  section  are 
optional.  Small-volume  manufacturers 
may  use  these  optional  procedures  to 
demonstrate  compliance  with  the 
general  standards  and  specific  emission 
requirements  contained  in  this  subpart. 

(b)(l}  The  optional  small-volume 
manufacturers  certification  procedures 
apply  to  light-duty  vehicles,  light-duty 
trucks,  heavy-duty  vehicles,  and  heavy- 
duty  engines  produced  by 
manufacturers  with  U.S.  sales, 
including  all  vehicles  and  engines 
imported  under  the  provisions  of 
§§  85.1505  and  85.1509  of  this  chapter 
(for  the  model  year  in  which 
certification  is  sought)  of  fewer  than 
10,000  units  (Light-Duty  Vehicles. 
Light-Duty  Trucks.  Heavy-Duty  Vehicles 
and  Heavy-Duty  Engines  combined). 

(2)  For  the  purpose  of  determining  the 
applicability  of  paragraph  (b)(1)  of  this 
section,  the  sales  the  Administrator 
shall  use  shall  be  the  aggregate  of  the 
projected  or  actual  sales  of  those 
vehicles  and/or  engines  in  any  of  thea 
groupings: 


(i)  Vehicles  and/or  engines  produced 
by  two  or  more  firms,  one  of  whidi  is 
10  percent  or  greater  part  owned  by 
another; 

(ii)  Vehicles  and/or  engines  produced 
by  any  two  or  more  firms  if  a  third  party 
has  equity  ownership  of  10  percent  or 
more  in  each  of  the  firms; 

(iii)  Vehicles  and/or  engines  produced 
by  two  or  more  firms  having  a  common 
corporate  officers)  who  is  (are) 
responsible  for  the  overall  direction  of 
the  companies: 

(iv)  Vehicles  and/or  engines  imnorted 
or  distributed  by  all  firms  where  the 
vehicles  and/or  engines  are 
manufactured  by  the  same  entity  and 
the  importer  or  distributor  is  an 
authorized  agent  of  the  entity. 

(3)  If  the  aggregated  sales,  as 
determined  in  paragraph  (bM2)  of  this 
section  are  less  than  301  units,  the 
manufacturers  in  the  aggregated 
relationship  may-certify  under  the 
provisions  in  this  section  that  apply  to 
manufactiuers  with  sales  of  less  than 
301  units. 

(4)  If  the  aggregated  sales,  as 
determined  in  paragraph  (bK2)  of  this 
section  are  greater  than  300  but  fewer 
than  10,000  luiits.  the  manufacturen  in 
the  aggregated  relationship  may  certify 
under  the  provisions  in  this  section  that 
apply  to  manufacturers  with  sales  from 
and  including  301  through  9,999  motor 
vehicles  and  motor  vehicles  engines  per 
year. 

(5)  If  the  aggregated  sales,  as 
determined  in  paragraph  (b)(2)  of  this 
section  are  equal  to  or  greater  than 
10,000  units,  then  the  manufacturere 
involved  in  the  aggregated  relationship 
will  be  allowed  to  certify  a  number  of 
units  under  the  small-volume  engine 
family  certification  procedures 
(reference  §86.094-24(e))  in  accordance 
with  the  criteria  identified  in 
paragraphs  (b)(5)  (i)  through  (iii)  of  this 
section. 

(i)  If  a  manufacturer  purchases  less 
than  50  percent  of  another 
manufacturer,  eech  manufacturer  retains 
its  right  to  certify  9,999  units  using  the 
small-volume  engine  family  certification 
procedures. 

(ii)  If  a  manufacturer  purchases  50 
percent  or  more  of  another 
manufacturer,  the  manufacttuer  with 
the  over  SO  percent  interest  must  share, 
with  the  manufacturer  it  purchased,  its 
9,999  units  under  the  small-volume 
engine  family  certification  procedures. 

uii)  In  a  jomt  venture  arrangement 
(50/50  ownership]  between  two 
manufacturers,  each  manufactxirer 
retains  its  eligibility  for  9,999  units 
under  the  small-volume  engine  family 
certification  procedures,  but  the  joint 
venture  must  draw  its  maximum  9,999 


units  from  the  units  allocated  to  Hs 
parent  manufactiuers. 

(c)  Small-volume  manufacturers  Aa\l 
demonstrate  compUanoe  ¥ritfa  the 
applicable  sections  of  this  cubpait.  Tlie 
appropriate  model  year  of  the  applicable 
sections  detailed  in  paragraphs  (c)  (1) 
through  (15)  of  this  section  shall  be 
determined  in  accordance  with 
$86,084-4. 

(1)  Sections  86.094-1,  86.094-2. 
86.094-3.  86.084-4,  86.090-5.  86.078-6. 
86.094-7.  86.094-8.  86.094-9,  and 
86.094-11  are  applicable. 

(2)  Section  86.080-12  is  not 
applicable. 

(3)  Sections  86.094-13. 86.094-14. 
86.084-15.  and  86.085-20  are 
applicable. 

(4)  Small-volume  manufacturers  shall 
include  in  their  records  all  of  the 
information  that  EPA  requires  in 

§  86.094-21.  This  information  will  be 
considered  part  of  the  manufarturer's 
application  for  certification.  However, 
the  manufacturer  is  not  required  to 
submit  the  information  to  ihe 
Administrator  unless  the  Administrator 
requests  it. 

(5)  Section  86.094-22  is  applicable 
except  as  noted  in  paragraph  (cK5)(i)  of 
this  section. 

(i)  Small-volume  light-duty  vehicle 
and  light-duty  truck  manufacturen  may 
satisfy  the  requirements  of  §  86.094- 
22(e)  by  including  a  statement  of 
compliance  on  adjustable  parametere  in 
the  application  for  certification.  In  the 
statement  of  compliance  the 
manufacturer  shall  state  that  the  limits, 
stops,  seals,  or  other  means  used  to 
inhibit  adjustment  have  been  designed 
to  accomplish  their  intended  purpose 
based  on  good  engineering  practice  and 
past  experience.  If  the  vehicle  parameter 
is  adjustable  the  vehicle  must  meet 
emission  standards  with  the  parameter 
set  any  place  within  the  adjustable 
range  (reference  §  86.094-21). 

(ii)  [Reserved] 

(6)  Section  88.094-23  is  applicable. 

(7)  Section  86.094-24  is  applicable 
except  as  noted  in  paragraphs  (c)(7)  (i) 
through  (ii)  of  this  section. 

(i)  Small-volume  manufacturen  may 
satisfy  the  requirements  of  S  86.094-24 
(b)  and  (c)  in  accordance  with 
paragraphs  (c](7)(i)  (A)  through  (C)  of 
this  section. 

(A)  Emission  data.  Selecting  one 
emission  data  test  vehicle  (engine)  per 
engine  family  by  the  worst-case 
emissions  criteria  in  accordance  with 
paragraph  (c)(7Ki)(A)  (I).  (2).  or  (3)  of 
this  section. 

(1)  Ught-duty  vehides  and  light-duty 
trucks.  The  manuCacturer  shall  select 
the  vehicle  with  the  heaviest  equivalent 
test  weight  (including  options)  within 
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the  engine  family.  Then  within  that 
vehicle  the  manuCacturer  shall  select,  in 
the  order  listed,  tt^  highest  road  load 
power,  largest  displacement,  the 
transmission  with  the  highest  niunerical 
final  gear  ratio  (including  overdrive), 
the  highest  nimierical  aide  ratio  offisred 
in  the  engine  family,  and  the  maximum 
fuel  flow  calibration. 

(2)  Heavy-duty  Otto-cycle  engines. 
The  manufacturer  shall  select  one 
emission  data  engine  first  based  on  the 
largest  displacement  within  the  engine 
family.  Then  within  the  largest 
displacement  the  manufacturer  shall 
select,  in  the  order  listed,  highest  fiiel 
flow  at  the  speed  of  maximum  rated 
torque,  the  engine  with  the  most 
advanced  spark  timing,  no  EGR  or 
lowest  EGR  flow,  and  no  air  pump  or 
lowest  actual  flow  air  pump. 

[3)  Heavy-duty  diesel  engines.  The 
manufacturer  shall  select  one  emission 
data  engine  based  on  the  highest  fuel 
feed  per  stroke,  primarily  at  the  speed 
of  maximum  rated  torque  and 
secondarily  at  rated  speed. 

(B)  Testing  light-duty  vehicles  or 
U^t-duty  truck  emission  data  vehicles 
at  any  service  accumulation  distance  of 
at  least  2,000  miles  (3,219  kilometers) 
or,  catalyst  equipped  heavy-duty 
emission  data  ei^nes  at  any  service 
accumulation  time  of  at  least  62  ho\us, 
or  non-catalyst  equipped  heavy-duty 
engine  emission  data  engines  at  any 
service  acounulation  time  determined 
by  the  manufacturer  to  result  in 
stabilized  emissions.  The  emission 
performance  of  the  emission  data 
vehicle  or  engine  must  be  stabilized 
prior  to  emission  testing. 

(C)  Durability  data.  Satisfying  the 
durabiUty  data  requirements  by 
complying  with  the  applicable 
procedures  described  in  paragraphs 
(c)(7Xi)(C)(})  through  (4)  of  this  secUon. 

(1)  Manufactiurers  with  aggregated 
sales  of  less  than  301  motor  vehicles 
and  motor  vehicle  engines  per  year  may 
use  assigned  deterioration  factors  that 
the  Administrator  determines  and 
prescribes.  The  factors  will  be  the 
Administrator's  estimate,  periodically 
updated  and  published  in  an  advisory 
letter  or  advisory  circular,  of  the  70th 
percentile  deterioration  factors 
calculated  using  the  industry-wide  data 
base  of  previously  completed  durability 
data  vehicles  or  engines  used  for 
certification.  However,  the  manufacturer 
may,  at  its  option,  accumulate  miles 
(hours)  on  a  durability  data  vehicle 
(engine)  and  complete  emission  tests  for 
the  purpose  of  establishing  its  own 
deterioration  factors. 

(2)(j1  Manufacturers  with  aggregated 
sales  from  and  including  301  through 
9,999  motor  vehicles  and  motor  vehicle 


engines  per  year  certifying  light-duty 
vehicle  exhaust  emissions  from  vehicles 
equipped  with  proven  emission  control 
systems  shall  use  assigned  deterioration 
factors  that  the  manufacturer  determines 
based  on  its  good  engineering  judgment. 
However,  the  manufactiuer  may  not  use 
deterioration  factors  less  than  either  the 
average  or  70th  percentile  of  all  of  that 
manufactiuer's  deterioration  factor  data, 
whichever  is  less.  These  minimum 
deterioration  factors  shall  be  calcxilated 
according  to  procedures  in  paragraph 
(c)(7)(i)(C)(2)(ijl,  of  this  section.  If  the 
manufacturer  does  not  have  at  least  two 
data  points  to  calculate  these 
manufacturer  specific  average 
deterioration  factors,  then  the 
deterioration  factors  shall  be  no  less 
than  the  EPA  supplied  industry-wide 
deterioration  factors.  However,  the 
manufactiirer  may,  at  its  option, 
accumulate  miles  on  a  diuability  data 
vehicle  and  complete  emission  tests  for 
the  piupose  of  establishing  its  own 
deterioration  factors. 

(ij)  The  manufactuj«r's  minimum 
deterioration  factors  shall  be  calculated 
using  the  deterioration  factors  from  all 
engine  families,  within  the  same 
vehicle/engine-fuel  usage  category  (e.g., 
gasoline-fueled  light-duty  vehicle,  etc.) 
previously  certified  to  the  same 
emission  standards.  The  manufactiuer 
shall  use  only  deterioration  factors  bom 
engine  families  previously  certified  by 
the  manufacturer  and  the  deterioration 
factors  shall  not  be  included  in  the 
calculation  more  than  once.  The 
deterioration  factors  for  each  pollutant 
shall  be  calculated  sepiarately.  The 
manufactiuer  may,  at  its  option,  limit 
the  deterioration  factors  used  in  the 
calculation  of  the  manufacturer's 
minimum  deterioration  factors  to  those 
from  all  similar  systems  to  the  system 
being  certified  if  sufficient  data  (i.e., 
from  at  least  two  certified  systems) 
exists.  All  data  eligible  to  be  grouped  as 
similar  system  data  shall  be  used  in 
calculating  similar  system  deterioration 
factors.  Any  deterioration  factors  used 
in  calculating  similar  system 
deterioration  factors  shall  not  be 
included  in  calculating  the 
manufactiuer's  minimum  deterioration 
factors  used  to  certify  any  of  the 
manufactiuer's  remaining  vehicle 
systems. 

{3)  Manufacturers  with  aggregated 
sales  from  301  through  9,999  motor 
vehicles  and  motor  vehicle  engines  and 
certifying  Ught-duty  vehicle  exhaust 
emissions  from  vehicles  equipped  with 
unproven  emission  control  systems 
shall  use  deterioration  factors  that  the 
manufacturer  determines  irom  official 
certification  durability  data  generated 
by  vehicles  bom  engine  families 


representing  a  minimum  of  25  percent 
of  the  manufacturer's  sales  equipped 
with  unproven  emission  control 
systems.  The  sales  projections  are  to  be 
based  on  total  sales  projected  for  each 
engine/system  combination.  The 
durabiUty  programs  applicable  to  such 
manufacturers  for  this  purpose  shall  be 
the  Standard  AMA,  the  Production 
AMA  and  the  Alternative  Service 
Accumulation  Durability  Programs  of 
§86.094-13.  The  durability  data  vehicle 
(engine)  mileage  accumulation  and 
emission  tests  are  to  be  conducted  in 
accordance  with  §  86.094-13.  The 
manufacturer  must  develop 
deterioration  factors  by  generating 
durability  data  in  accordance  wim 
§  86.094-13  on  a  minimum  of  25 
percent  of  the  manufacturer's  projected  . 
sales  (by  engine/system  combination) 
that  is  equipped  with  unproven 
emission  control  systems.  The 
manufacturer  must  complete  the  25 
percent  durability  requirement  before 
the  remainder  of  the  manufacturer's 
sales  equipped  with  unproven  emission 
control  systems  is  certified  using 
manufacturer-determined  assigned 
deterioration  factors.  Alternatively,  any 
of  these  manufacturers  may,  at  their 
option,  accumulate  miles  on  durability 
data  vehicles  and  complete  emission 
tests' for  the  purpose  of  establishing 
their  own  deterioration  factors  on  the 
remaining  sales. 

(4)  For  light-duty  vehicle,  light-duty 
truck,  and  heavy-duty  vehicle 
evaporative  emissions  and  for  light-duty 
truck,  and  heavy-duty  engine  exhaust 
emissions,  deterioration  factors  shall  be 
determined  in  accordance  with 
§86.094-24. 

(ii)  Section  86.094-24(d)  and  (e)  are 
not  applicable. 

(8)  Section  86.094-25  is  applicable  to 
maintenance  performed  on  durability 
data  light-duty  vehicles,  light-duty 
trucks,  heavy-duty  vehicles,  and  heavy- 
duty  engines  when  the  manufacturer 
completes  durability  data  vehicles  or 
engines;  §  86.087-38  is  apphcable  to  the 
recommended  maintenance  the 
manufacturer  includes  in  the 
maintenance  instructions  furnished  the 
purchasers  of  new  motor  vehicles  and 
new  motor  vehicle  engines  under 
§86.087-38. 

(9)(i)  Section  86.094-26  is  applicable 
if  the  manufacturer  completes  durability 
data  vehicles  or  engines. 

(ii)  Section  86.090-27  is  applicable. 

(10)  Sections  86.094-28  and  86.091- 
29  are  applicable. 

(ll)(i)  Section  86.094-30  is 
applicable,  except  for  §  86.094-30  (a)(2) 
and  (b).  In  the  place  of  §  86.094-30 
(a)(2)  and  (b),  small-volume 
manufacturers  shall  comply  with 
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par^raphs  (cXll)  (ii)  through  (v)  of  this 
section. 

(ii)  SmaU-volume  manulsctxirers  shall 
mifamit  an  application  for  oartification 
containing  tba  alanMnta  containad  in 
paragraphs  (cKllXii)  (A)  through  (E)  of 
thisaaction. 

(A)  Tha  namas.  addraases.  and 
telephone  numbers  of  the  persons  the 
manufecturar  authorises  to 
communicate  with  us. 

(B)  A  brief  description  of  the  v^cles 
(or  engines)  covered  by  the  certificate 
(the  manufacturers'  salea  data  hook  or 
advertising,  including  specifications, 
may  satisfy  this  requirement  for  most 
manufactiirers).  The  description  shall 
include,  as  a  minimum,  the  items  listed 
in  paragraphs  (c)(llKiiKB)(I)  through 
[18]  of  this  section  as  applicable. 

(1)  Engine  evaporative  family  names 
and  vehicle  (or  engine)  configurations. 

(2)  V^cle  carlines  or  engine  models 
to  be  listed  on  the  certificate  of 
conformity. 

(3)  The  test  weight  and  horsepower 
setting  for  each  vehicle  or  engine 
configuration. 

(4)  Projected  sales. 

(5)  Combustitm  cycle. 

(6)  Cooling  mechanism. 

(7)  Numbw  of  cylinders. 

(8)  Displacemmt 

(9)  Fuel  system  type. 

{10)  Number  of  catalytic  converters, 
type,  volume,  composition,  surface  area, 
and  total  precious  metal  loading. 

[11)  Method  of  air  aspiration. 

(12)  Thermal  reactor  characteristics. 

(13)  Suppliers'  and/or  manu£acturers' 
name  and  model  number  of  any 
emission  related  items  of  the  above,  if 
purchased  bom  a  supplier  who  uses  the 
items  in  its  own  certified  vehicles(s)  or 
eneine(s). 

[14)  A  list  of  emission  component  part 
numbers. 

[15)  Drawings,  calibration  curves,  and 
descriptions  of  emission  related 
components,  including  those 
components  regulated  under  §  86.085- 
22(e),  and  schematics  of  hoses  and  other 
devices  connecting  these  components. 

(16)  Vehicle  adjustments  or 
modifications  necessary  for  light-duty 
trucks  to  assure  that  they  conform  to 
higlnahitude  standards. 

(IT)  A  description  of  the  light-duty 
vehicles  and  light-duty  trucks  which  are 
exempted  from  the  high-altitude 
emission  standards. 

(Id)  Proof  that  the  manufacturer  has 
obtained  or  entered  an  agreement  to 
purchase,  when  applicable,  tha 
insurance  policy,  raouired  by 
§  85.1510(b)  of  this  diaptar.  The 
manufacturer  may  sidmit  a  copy  of  the 
insurance  policy  or  purchase  agreement 
as  proof  that  the  manufacturer  has 


obtained  or  entered  an  agreement  to 
purchase  the  insurance  policy. 

(C)  The  resuHs  of  all  emission  tests 
the  manufacturer  performs  to 
demonstrate  compUanca  witii  the 
applicd>le  standards. 

031(1)  The  following  statement  signed 
by  the  authorised  representative  of  the 
manufacturer  'The  vehicles  (or 
engines)  described  herein  have  been 
tested  in  accordance  with  (Ust  of  the 
applicable  subparts  A,  B,  D,  I,  M.  N.  or 
P)  of  part  86,  title  40,  Code  of  Federal 
ReguUtions,  and  on  the  basis  of  those 
teats  an  in  conformance  with  that 
subpart  All  of  the  data  and  records 
required  by  that  subpart  are  on  file  and 
are  available  for  inspection  by  the  EPA 
Administrator.  We  project  the  total  U.S. 
sales  of  vehicles  (engines)  subject  to  this 
subpart  (including  all  vehicles  and 
engines  imported  \mder  the  provisions 
of  §§85.1505  and  85.1509  of  this 
chapter  to  be  fewer  than  10,000  units." 

[2)  A  statement  as  required  by  and 
contained  in  paragraph  (c)(5)  of  this 
section  signed  by  the  authorized 
representative  of  the  manufacturer. 

\3)  A  statement  that  the  vehicles  or 
engines  described  in  the  manufacturer's 
apphcation  for  certification  are  not 
equipped  with  auxiliary  emission 
control  devices  which  can  be  classified 
as  a  defeat  device  as  defined  in 
§86.094-2. 

(4)  A  statement  of  compliance  with 
section  206(a)(3)  of  the  Cleen  Air  Act 
(42  U.S.C.  7525(a)(3)). 

(5)  A  statement  that,  based  on  the 
manufacturer's  engineering  evaluation 
and/or  emission  testing,  the  Kght-duty 
vehicles  comply  with  emission 
standards  at  high  altitude  unless  exempt 
under  §86.094-8(h). 

(6)  A  statement  that,  based  (m  the 
manufacturer's  engineering  evaluation 
and/or  emission  testing,  the  light-duty 
trucks  sold  for  principle  use  at 
designated  high-altitude  locations 
comply  with  the  high-altitude  emission 
requirements  and  that  all  other  Ught- 
duty  trucks  are  at  least  capable  of  being 
modified  to  meet  high-altitude 
standards  unless  exempt  under 
§86.094-9(g)(2). 

(7)  A  statement  affirming  that  the 
manufacturer  will  provide  a  list  of 
emission  and  emission-related  aervice 
parts,  including  part  number 
designations  and  sources  of  parts,  to  the 
vehicle  purchaser  for  all  emission  and 
emission-related  parts  whidi  might 
affect  vehicle  emission  performance 
throughout  the  useful  life  of  the  vehicle. 
Secondly,  it  must  state  that  quaUfied   - 
service  facilities  and  emission-related 
repair  parts  will  be  conveniently 
available  to  serve  its  vdiicles.  In 
addition,  if  service  facilities  are  not 


available  at  tha  point  of  sale  or 
distribution,  the  manufactuiar  mutt 
indicate  that  tha  vehicle  purchaser  ivill 
be  provided  information  identifying  the 
closest  authorized  sarvioe  facility  to  the 
point  of  sale,  if  in  the  United  St^et,  or 
the  closest  authorized  service  facility  to 
the  point  of  distribution  to  the  ultimate 
purchase  if  tha  vehicle  was  purchaeed 
outside  of  the  United  Statea  by  the 
ultimate  piirchaser.  Such  information 
should  also  be  made  available  to  the 
Administrator  upon  request 

(E)  Manufacturers  utilizing 
deterioration  CM:tors  determined  by  the 
manufacturer  based  on  its  good 
engineering  judgment  (reference 
paragraph  (c)(7)(i)(C)(2)  of  this  section) 
shall  provide  a  description  of  the 
method(s)  used  by  the  manufacturer  to 
determine  the  deterioration  factors. 

(iii)  If  the  manufacturer  meets  the 
requirements  of  this  subftart  the 
Administrator  will  issue  a  certificate  of 
conformity  for  the  vehicles  or  engines 
described  in  the  application  for 
certification. 

(iv)  The  certificate  will  be  issued  for 
such  a  period  not  to  exceed  one  model 
year  as  the  Administrator  may 
determine  and  upon  sudi  terms  as  he 
may  deem  necessary  to  assure  that  any 
vehicle  or  engine  covered  by  the 
certificate  will  meet  the  requirements  of 
the  Act  and  of  this  subpart 

(v)(A)  If.  after  a  review  of  the 
statements  and  descriptions  submitted 
by  the  manufacturer,  the  Administrator 
determines  that  the  manufacturer  has 
not  met  the  applicable  requirements,  the 
Administrator  shall  notify  the 
manufacture  in  writing  of  his  intention 
to  deny  certification,  setting  forth  the 
basis  for  his  determination.  The 
manuftK:turer  may  request  a  hearing  on 
the  Administrator's  determination. 

(B)  If  the  manufacturer  does  not 
request  a  hearing  or  present  the  required 
information,  the  Administrator  wiU 
deny  certification. 

(12)  Sections  86.079-31  and  88.079- 
32  are  not  appUcable. 

(13)  Under  §86.079-33.  small-volume 
manufacturere  are  covered  by 
paragraphs  (c)(13)  (i)  and  (ii)  of  this 
section. 

(i)  Small-volimie  manufacturere  may 
make  production  changes  (running 
changes)  without  receiving  the 
Administrator's  prior  approval.  The 
manufacturer  shall  assure  (by 
conducting  emission  teats  as  it  deems 
necessary)  that  the  affected  vehicles 
(engines)  remain  in  compliance  with  the 
requirements  of  this  part 

(li)  The  manufacturer  shall  notify  the 
Administrator  within  seven  days  after 
implementing  any  production  related 
change  (running  change)  that  would 
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affect  veMd*  enriMkwfc.  Tbi» 
notifidtion  ritaU  bicliidb  onr  dMBgM  to 
tha  inimimUmi  wcprifid  — day 
paragraph  (cMllKii)  rfthtoaTtUi.  Tb» 
manufiacturer  shall  also  am— ct  m 
necessary  its  records  required  under 
paragraph  (cM4)  of  this  sectkm  to 
confinn  with  the  prodiictkiB  design 
chance. 

(14)  Section  86^)82-34  is  not 
applicable. 

(15)  Sections  86.094-35. 86U)79-36, 
86.085-37.  86.087-38  and  86.07»-3d  are 
applicable. 

(Approved  by  the  Office  of  Managament  and 
Budget  under  control  number  2060-0104) 

6.  Section  86.094-21  is  revissd  to  read 
as  follows: 

fa&OM-ai    AppRcstionforcertiRcetlon. 

(a)  A  separate  application  for  a 
certificate  of  conformity  shall  be  made 
for  each  set  of  standards  (or  {Mnily 
emission  limits,  as  apiHvpriate)  and 
each  class  of  new  motor  vehicles  or  new 
motor  vehicle  engines.  Such  appUcation 
shall  be  made  to  the  Adndnisteelor  by 
the  manufacturer  and  shall  be  updated 
and  corrected  by  amend  mwrt. 

(b)  The  application  shell  be  is 
writing,  signed  hy  an  authorized 
representative  of  the  manulictttrer,  aad 
shall  include  the  following: 

'  (l)(i)  Identification  and  description  of 
the  vehicles  (or  engines)  covmed  by  the 
application  and  a  description  of  their 
oigine  (vehicles  only),  emission  control 
system,  and  fuel  system  components, 
'niis  description  wnll  include: 

(A)  A  detailed  description  of  eedi 
Auxiliary  Emissian  Cantrol  Device 
(AECD)  to  be  installed  hi  or  on  any 
vehicle  (or  engine)  covered  by  the 
application: 

(B)  A  detailed  justificatioa  of  eacdi 
AECD  (described  in  (b)(l)(i)(A)  of  this 
section)  which  results  in  a  reduction  in 
eflectiveness  of  the  emission  control 
system.  Such  a  justification  may  be 
disapproved  by  consideration  of 
currently  available  technology, 
whereupon  the  application  for 
certification  may  be  disapproved  under 
§  86.094-22(b)  far  the  incorporation  of  a 
defeat  device; 

(Q  The  manufacturer  must  submit  a 
Statement  of  Compliance  in  the 
application  for  certification  which 
attests  to  the  fact  that  they  heve  assured 
themselves  thet  the  angins  lamily  is 
designed  to  be  within  the  intermediate 
temperature  cold  testing  defeat  device 
guidance  as  described  in  f  86U)9^16. 

(1)  This  Statement  of  Compli«ice  will 
be  supported  by  a  brief  description  of 
the  vehicle's  technological  method  of 
controlling  CO  emissions  at 
intermedif^  teiapayatmee. 


(2)  The  niemilectmer  wlH  dwCeiialue  a 
method  (e.g.,  a  test  proBan,  m 
engineeiiag  evahiatieB)  whi<A  is 
adequate  to  support  their  Statement  of 
Comphasice.  Im  man  whet  uier  will 
support  th^  Stateomnt  wiA  a  brirf 
summary  of  the  chosen  method.  Pnrthw 
details  must  be  made  availeble  upon  the 
Administrator's  requeet 

(ii)(A)  TIm  manuncturer  riiaU  provide 
to  the  Administrator  in  the  application 
for  certification: 

(1)  A  list  of  those  parameters  wfaidi 
are  physically  capable  of  being  adjusted 
(including  those  sdjustaUe  parameters 
for  which  access  is  difficuh)  and  that,  if 
ad^isted  to  settings  other  than  the 
manufacturer's  recommended  setting, 
may  affect  emissions; 

(2)  A  specificatiaa  (rfthe 
manufacturer's  intended  physicaDy 
adjustable  range  of  eech  such  perameter, 
and  the  production  tolerances  of  the 
limits  or  stops  used  to  estaUish  the 
physically  adpirtable  range; 

[3)  A  description  of  the  limits  or  stops 
used  to  establish  the  manufacturer's 
intended  ph3rrically  adjustable  rutge  of 
each  adjustable  parameter,  or  any  other 
mesne  used  to  inhibit  adpistment; 

[4)  The  nominal  or  recommended 
setting,  and  the  associated  production 
tolerances,  for  each  such' parameter. 

(B)  The  manufacturer  may  f»ovide,  in 
the  application  for  certification, 
information  relating  to  why  certain 
parameters  are  not  expected  to  be 
adjusted  in  actual  use  and  to  why  the 
physical  limits  or  stops  used  to  establish 
the  physically  adjustable  range  of  each 
parameter,  or  any  other  m«ms  used  to 
inhibit  adjustment,  are  effective  in 
preventing  adjustment  of  parameters  on 
in-use  vehicles  to  settings  outside  the 
manufecturer's  intended  physically 
adjustable  ranges.  This  may  include 
results  of  any  tests  to  determine  the 
difficulty  of  gaining  access  to  an 
adjustment  or  exceeding  a  limit  as 
intended  or  recommended  by  the 
manufiacturer. 

(C)  The  Administrator  may  require  to 
be  provided  detailed  drawings  and 
descriptions  of  the  various  emission 
related  components,  and/or  hardware 
samples  of  such  components,  for  the 
purpose  of  making  his  determination  of 
which  vehicle  or  engine  parameter  will 
be  subject  to  adjustment  for  new 
certification  and  Selective  Enforcement 
Audit  testing  and  (tf  die  physically 
adjustable  range  for  each  mtch  vehicfe  or 
engine  parameter. 

(2)  Projected  U.S.  sales  data  sufficient 
to  enri>le  the  Administrator  to  select  a 
test  fleet  representative  of  the  vehicles 
(or  engines)  for  which  certificaticn  is 
requested,  and.  for  model  year  1994 
through  1995  h^-duty  vehicles  and 


li^t  light-duty  trudcs  and  modei  yev 
1996  heavy  IMit-duty  tmcJcs.  data 
sufOcfent  to  determine  projected 
comphasce  with  the  Tier  1  standards 
impfemoatation  sdiedules  of  §$  86.094- 
8  and  86.094-9.  The  data  shall  also 
iodude  the  altitude  of  intended  safe  for 
model  you  1994  Hgbt-duty  trudcs 
certified  to  the  Her  0  standards  of 
§  86.094-9.  Volume  projected  to  be 
produced  for  U.S.  sale  may  be  used  in 
neo  of  projected  U.S.  safes, 

(3)  A  description  of  the  test 
equipment  md  fati  proposed  to  be 


(4Xi)  For  B^t-duty  vehicles  and  U^- 
duty  trades,  a  description  of  the  test 
procedures  to  be  used  to  establish  the 
evaporative  emission  deterioration 
factors  requhed  to  be  determined  and 
supplied  hi  §86.094-23(bN2). 

(ii)  For  heavy-duty  vehicles  equipped 
with  gasohne-fueled  or  methanol-fueled 
engines,  the  Administrator  does  not 
assume  that  each  evaporative  emission 
family-evaporative  emission  control 
system  combination  will  deteriorate  in  a 
unique  menner  during  the  useful  life  of 
the  vehicfe.  The  manufiacturer  shall 
therefore  identify  those  evaporative 
emission  deterioration  fectors  which 
shall  be  applied  to  the  various 
evaporative  emission  family^vaporative 
emission  control  system  combinations 
which  are  expected  to  exhibit  similar 
deterioration  characteristics  during  the 
useful  Hfe  of  the  vehide. 

(5)(i)(A)  A  description  of  the  test 
prooediu^s  to  be  usiad  to  establish  dw 
durability  data  or  the  e^aust  emission 
deterioration  factors  required  to  be 
determined  and  supplied  in  §86.094- 

23(bMl). 

(B)  For  eedi  light-duty  trudc  engine 
family  provided  an  optional  useful  life 
period  under  the  provisions  of 
paragraph  (0  of  this  section,  and  for 
each  heavy-duty  engine  femily,  a 
statement  of  the  us^l  Hfe. 

(C)  For  engine  femilies  provided  an 
alternative  useful-Hfe  period  under 
paragraph  (f)  of  this  section,  a  statement 
of  that  alternative  period  and  a  brief 
synopsis  of  the  justification. 

(iij  For  heavy-duty  diesel  engine 
families,  a  statement  of  the  primary 
intended  service  class  (light,  medium, 
or  heavy)  and  an  explanation  as  to  why 
that  service  class  was  selected.  Eadi 
diesel  engine  family  shall  be  certiffed 
under  one  primary  intended  service 
class  only.  After  reviewing  the  guidance 
in  §  86.090-2.  the  dass  shall  be 
determined  on  the  basis  of  whidi  dass 
best  represents  the  majority  of  the  sales 
of  that  enrane  family. 

(iii)(A)  For  each  Bglrt-duty  vehide 
engine  family,  each  K^-duty  truck 
engine  family,  and  each  hea\^^duty 
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engine  Eunily,  a  statement  of 
recommended  maintenance  and 
procedures  necessary  to  assure  that  the 
vehicles  (or  engines)  covered  by  a 
certificate  of  conformity  in  operation 
conform  to  the  regulations,  and  a 
description  of  the  program  for  training 
of  personnel  for  such  maintenance,  and 
the  equipment  required. 

(B)  A  description  of  vehicle 
adjustments  or  modifications  necessary, 
if  any,  to  assure  that  Ught-duty  vehicles 
and  light-duty  trucks  covered  by  a 
certificate  of  conformity  conform  to  the 
regulations  while  being  operated  at  any 
altitude  locations,  and  a  statement  of  the 
altitude  at  which  the  adjustments  or 
modifications  apply. 

(iv)  At  the  option  of  the  manufacturer, 
the  proposed  composition  of  the 
emission  data  test  fleet  or  (where 
applicable)  the  durability  data  test  fleet. 

(6)  Participation  in  averaging 
programs — (i)  Particulate  averaging.  (A) 
If  the  manufacturer  elects  to  participate 
in  the  particulate  averaging  program  for 
diesel  light-duty  vehicles  and/or  diesel 
light-duty  trudut  orlhe  particulate 
averaging  program  for  heavy-duty  diesel 
engines,  the  application  must  list  the 
family  particulate  emission  limit  and 
the  projected  U.S.  production  volume  of 
the  family  for  the  model  year. 

(B)  The  manufacturer  shall  choose  the 
level  of  the  family  particulate  emission 
limits,  accurate  to  hundredth  of  a  gram 
per  mile  or  hundredth  of  a  gram  per 
brake  horsepowerhour  for  heavy-duty 
engines. 

(C)  The  manufacturer  may  at  any  time 
during  production  elect  to  change  the 
level  of  any  family  particulate  emission 
limit(s)  by  submitting  the  new  Umit(s)  to 
the  Administrator  and  by  demonstrating 
compliance  with  the  limit(s)  as 
described  in  §§  86.090-2  and  86.094- 
28(b)(5)(i). 

(ii)  NO.  averaging.  (A)  If  the 
manufacturer  elects  to  participate  in  the 
NO«  averaging  program  for  li^t-duty 
trucks  or  the  NO,  averaging  program  for 
heavy-duty  engines,  the  application 
must  list  the  family  NO.  emission  limit 
and  the  projected  U.S.  production 
volume  of  the  family  for  the  model  year. 

(B)  The  manufacturer  shall  choose  the 
level  of  the  family  NO.  emission  limits, 
accurate  to  one-tenth  of  a  gram  per  mile 
or  to  one-tenth  of  a  gram  per  brake 
horsepower-hour  for  heavy-duty 
engines. 

(C)  The  manufacturer  may  at  any  time 
during  production  elect  to  change  the 
level  of  any  family  NO.  emission 
limit(s)  by  submitting  the  new  limits  to 
the  Administrator  and  by  demonstrating 
compUance  with  the  limit(s)  as 
described  in  §$  86.088-2  and  86.094- 
28(b)(S)(U). 


(7)(i)  For  Otto-cycle  heavy-duty 
engines,  the  application  must  state 
whether  the  engine  family  is  being 
certified  for  use  in  all  vehicles 
regardless  of  their  Gross  Vehicle  Weight 
Rating  (see  $86,091-10  (a)(l)(i)  and 
(a)(3)ri)).  or  only  for  use  in  vehicles  with 
a  Cross  Vehicle  Weight  Rating  greater 
than  14,000  pounds. 

(ii)  If  the  engine  family  is  being 
certified  for  use  in  all  vehicles  and  is 
being  certified  to  the  emission  standards 
applicable  to  Otto-cycle  engines  for  use 
only  in  vehicles  with  a  Gross  Vehicle 
Weight  Rating  over  14.000  pounds 
under  the  provisions  of  §  86.091- 
10(a)(3).  then  the  application  must  also 
attest  that  the  engine  fomily.  together 
with  all  other  engine  families  being 
certified  under  the  provisions  of 
§  86.091-10(a)(3).  represent  no  more 
than  S  percent  of  model  year  sales  of  the 
manufacturer  of  all  Otto-cycle  heavy- 
duty  engines  for  use  in  vehicles  with 
Gross  Vehicle  Weight  Ratings  of  up  to 
14,000  pounds. 

(8)  For  each  light-duty  vehicle  or 
li^t-duty  truck  engine  family,  the 
exhaust  emission  standards  (or  family 
emission  limits,  if  applicable)  to  which 
the  engine  family  is  to  be  certified,  and 
the  corresponding  exhaust  emission 
standards  (or  family  emission  limits,  if 
applicable)  which  the  engine  family 
must  meet  in-use. 

(c)  Complete  copies  of  the  application 
and  of  any  amendments  thereto,  and  all 
notifications  under  §§  86.079-32. 
86.079-33,  and  86.082-34  shall  be 
submitted  in  sudi  multiple  copies  as  the 
Administrator  may  require. 

(d)  Incomplete  light-duty  trucks  shall 
have  a  maximiun  completed  curb 
weight  and  maximum  completed  frontal 
area  specified  by  the  manufacturer. 

(e)  For  vehicles  equipped  with 
gasoline-fueled  or  methanol-fueled 
heavy-duty  engines,  the  manufacturer 
shall  specify  a  maximum  nominal  fuel 
tank  capacity  for  each  evaporative 
emission  family-evaporative  emission 
control  s)rstem  combination. 

(f)  Light-duty  truck  and  heavy-duty 
engine  manufacturers  who  believe  that 
the  useful  life  periods  of  $  86.094-2  are 
significantly  imrepresentative  for  one  or 
more  engine  families  (either  too  long  or 
too  short),  may  petition  the 
Administrator  to  provide  an  alternative 
useful-life  period.  This  petition  must 
include  the  full  rationale  behind  the 
request  together  with  any  supporting 
data  and  other  evidence.  Based  on  this 
or  other  information  the  Administrator 
may  assign  an  alternative  useful-lifa 
period.  Any  petition  should  be 
submitted  in  a  timely  manner,  to  allow 
adequate  time  for  a  diorough  evaluation. 
For  model  year  1994  and  later  light-duty 


tnidcs  not  subject  to  the  Tier  0 
standards  of  §  86.094-0.  alternative 
useful  Ufa  periods  vrill  be  granted  only 
f(K  THC,  OMHCE.  and  idle  CO 
requirements. 

(g)  The  manufacturer  shall  identify 
those  families  which  will  not  comply 
with  cold  temperature  caibon  monoxide 
standards. 

( Appioved  by  Urn  Office  of  Managament  and 
Bu<%et  under  cxmtrol  numtwr  2060-0104) 

7.  Section  86.094-22  is  revised  to  read 
as  fbUows: 

186X04-22    Approval  of  sppNealion  for 
eettMlclloo;  lot  lleet  oelecHons; 
dalsrminatione  ol  paramelsre  oubioelle 
a^uotmenl  for  oortMcaHon  and  Selectlvo 
Enforoamont  Audit,  adequacy  of  HmNs.  and 
pti^toaHy  a#MtsMe  rangaa. 

(a)  After  a  review  of  the  application 
for  certification  and  any  other 
information  which  the  Administrator 
may  require,  the  Administrator  may 
approve  the  application  and  select  a  test 
fleet  in  accordance  with  §  86.094-24. 

(b)  Disapproval  of  application.  (1)  The 
Administrate  may  disapprove  in  whole 
or  in  part  an  application  for  certification 
for  reasons  including  incompleteness, 
inaccuracy,  inappropriate  proposed 
mileage  (or  service)  accumulation 
procedures,  test  equipment,  or  fiiel;  or 
incorporation  of  defeat  devices  in 
vehicles  (or  on  engines)  described  by 
the  application. 

(2)  The  issuance  of  a  certificate  of 
conformity  does  not  exempt  the  covered 
vehicles  from  further  evaluation  or 
testing  for  defeat  device  purposes  as 
described  in  §86.094-16. 

(c)  Where  any  part  of  an  application 
is  rejected,  the  Administrator  shall 
notify  the  manufacturer  in  writing  and 
set  forth  the  reasons  for  such  rejection. 
Within  30  days  following  receipt  of 
such  notification,  the  manufacturer  may 
request  a  hearing  on  the  Administrator's 
determination.  Tlie  request  shall  be  in 
writing,  signed  by  an  authorized 
representative  of  the  manufacturer  and 
shall  include  a  statement  specifying  the 
manufecturer's  objections  to  the 
Administrator's  determinations,  and 
data  in  support  of  such  objections.  If. 
after  the  review  of  the  request  and 
supporting  data,  the  Administrator  finds 
that  the  request  raises  a  substantial 
factual  issue,  he  shall  provide  the 
manufectiuer  a  hearing  in  accordance 
with  §  86.078-6  with  respect  to  such 

(d)  Approval  of  test  procedures.  (1) 
The  Administrator  does  not  approve  the 
test  procedures  for  establishing  the 
evaporative  emission  deterioration 
factors  for  light-duty  vehicles  and  light- 
duty  trucks.  The  manufacturer  shall 
submit  the  procedures  as  required  in 
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§  86.094-21(b)(4)(i)  prior  to  the 
Administrator's  selection  of  the  test  fleet 
under  §  86.094-24(b)(l),  and  if  such 
procedures  will  involve  testing  of 
durability  data  vehicles  selected  by  the 
Administrator  or  elected  by  the 
manufacturer  under  §  86.094-24(c)(l), 
prior  to  initiation  of  such  testing. 

(2)  Ught-duty  trucks  using  the 
Standard  Self-Approval  dumbility 
Program  and  heavy-duty  engines  only. 
The  Administrator  does  not  approve  the 
test  procedures  for  establishing  exhaust 
emission  deterioration  factors  for  light- 
duty  trucks  xising  the  Standard  Self- 
Approval  Durability  Program  described 
in  §  86.094-13(f)  nor  for  heavy-duty 
engines.  The  manufacturer  shall  submit 
these  procedures  and  determinations  as 
required  in  S  86.094-21(b)(5)(i)  prior  to 
determining  the  deterioration  factors. 

(3)  Heavy-duty  vehicles  equipped 
with  gasoline-fueled  or  methanol-fueled 
engines  only.  The  Administrator  does 
not  approve  the  test  procedures  for 
establishing  the  evaporative  emission 
deterioration  factors.  The  test  procedure 
will  conform  to  the  requirements  in 
S86.0g4-23(b)(3). 

(e)  Parameter  adjustment 
requirements.  When  the  Administrator 
selects  emission  data  vehicles  for  the 
test  fleet,  he  will  at  the  same  time 
determine  those  vehicle  or  engine 
parameters  which  will  be  subject  to 
adjustment  for  certification,  Selective 
Enforcement  Audit  and  Production 
Compliance  Audit  testing,  the  adequacy 
of  the  limits,  stops,  seals,  or  other  means 
used  to  inhibit  adjustment,  and  the 
resulting  physically  adjxistable  ranges 
for  each  such  parameter  and  will  then 
notify  the  manufacturer  of  his 
determinations. 

(1)  Determining  parameters  subject  to 
adjustment,  (i)  Except  as  noted  in 
paragraph  (e)(l)(iv)  of  this  section,  the 
Administrator  may  determine  to  be 
subject  to  adjustment  the  idle  fuel-air 
mixture  parameter  on  Otto-cycle 
vehicles  (or  engines)  (carbureted  or  fuel- 
injected);  the  choke  valve  action 
parameters)  on  carbureted.  Otto-cycle 
vehicles  (or  engines):  or  any  parameter 
on  any  vehicle  (or  engine)  (Otto-cycle  or 
diesel)  which  is  physically  capable  of 
being  adjusted,  may  significantly  affiect 
emiMions,  and  was  not  present  on  the 
manufacturer's  vehicles  (or  engines)  in 
the  previous  model  year  in  the  same 
form  and  function. 

(ii)  The  Administrator  may.  in 
addition,  determine  to  be  subject  to 
adjustment  any  other  parameters  on  any 
vehicle  or  engine  which  is  physically 
capable  of  being  adjusted  and  which 
may  significanUy  affect  emissions. 
However,  the  Administrator  may  do  so 
only  if  he  has  previously  notifieid  the 


manufacturer  that  he  might  do  so  and 
has  foimd,  at  the  time  he  gave  this 
notice,  that  the  intervening  period 
would  be  adequate  to  permit  the 
development  and  appucation  of  the 
requisite  technology,  giving  appropriate 
consideration  to  the  cost  of  compliance 
within  such  period.  In  no  event  will  this 
notification  be  given  later  than 
September  1  of  the  calendar  year  two 
years  prior  to  the  model  year. 

(iii)  In  determining  the  parametere 
subject  to  adjustment,  the  Administrator 
will  consider  the  likelihood  that,  for 
each  of  the  parameters  listed  in 
paragraphs  (e)(1)  (i)  and  (ii)  of  this 
section,  settings  other  than  the 
manufacturer's  recommended  setting 
will  occur  on  in-use  vehicles  (or 
engines).  In  determining  likelihood,  the 
Administrator  may  consider  such 
factors  as,  but  not  limited  to. 
information  contained  in  the 
preliminary  application,  siurveillance 
information  from  similar  in-use  vehicles 
(or  engines),  the  difficulty  and  cost  of 
gaining  access  to  an  adjustment,  damage 
to  the  vehicle  (or  engine)  if  an  attempt 
is  made  to  gain  such  access  and  the 
need  to  replace  parts  following  such 
attempt,  and  the  effect  of  settings  other 
than  the  manufacturer's  recommended 
setting  on  vehicle  (or  engine) 
performance  characteristics  including 
emission  characteristics. 

(iv)  Manual  chokes  of  heavy-duty 
engines  only  will  not  be  considered  a 
parameter  subject  to  adjustment  under 
the  parameter  adjustment  requirements. 

(2)(i)  The  Adnunistrator  shall 
determine  a  parameter  to  be  adequately 
inaccessible  or  sealed  if: 

(A)  In  the  case  of  an  idle  mixture 
screw,  the  screw  is  recessed  within  the 
carburetor  casting  and  sealed  with  lead, 
thermosetting  plastic,  or  an  inverted 
elliptical  spacer  or  sheared  off  after 
adjustment  at  the  factory,  and  the 
inaccessibility  is  such  that  the  screw 
cannot  he  accessed  and/or  adjusted  with 
simple  tools  in  one-half  how  or  for  $20 
(1978  dollars)  or  less; 

(B)  In  the  case  of  a  choke  bimetal 
spring,  the  plate  covering  the  bimetal 
spring  is  riveted  or  welded  in  place,  or 
held  in  place  with  nonreversible  screws; 

(C)  In  the  case  of  a  parameter  which 
may  be  adjusted  by  elongating  or 
bending  adjustable  members  (e.g.,  the 
choke  vacuum  break),  the  elongation  of 
the  adjustable  member  is  limiteid  by 
design  or,  in  the  case  of  a  bendable 
member,  the  member  is  constructed  of 
a  material  which  when  bent  would 
return  to  its  original  shape  after  the 
force  is  removed  (plastic  or  spring  steel 
materials); 

(D)  In  the  case  of  any  parameter,  the 
manufocturer  demonstrates  that 


adjusting  the  parameter  to  settings  other 
than  the  manufacturer's  recommended 
setting  takes  more  than  one-half  hour  or 
costs  more  than  $20  (1978  doUare). 

(ii)  The  Administrator  shall  determine 
a  physical  limit  or  stop  to  be  an 
adequate  restraint  on  adjustability  if: 

(A)  In  the  case  of  a  threaded 
adjustment,  the  threads  are  terminated, 
pinned,  or  crimped  so  as  to  prevent 
additional  travel  without  breakage  or 
need  for  repain  whidi  take  more  than 
one-half  hour  or  cost  more  than  $20 
(1978  doUara); 

(B)  The  adjustment  is  inefiective  at 
the  end  of  the  limits  of  travel  regardless 
of  additional  forces  or  torques  applied 
to  the  adjustment; 

(C)  The  maniifacturer  demonstrates 
that  travel  or  rotation  limits  cannot  be 
exceeded  with  the  use  of  simple  and 
inexpensive  tools  (screwdriver,  pliers, 
open-end  or  box  wrenches,  etc.)  without 
incurring  significant  and  costly  damage 
to  the  vehicle  (or  engine)  or  control 
system  or  without  taking  more  than  one- 
half  hour  or  costing  more  than  $20 
(1978  doUan). 

(iii)  If  manufactiver  service  manuals 
or  bulletins  describe  routine  procedures 
for  gaining  access  to  a  parameter  or  for 
removing  or  exceeding  a  physical  limit, 
stop,  seal  or  other  means  used  to  inhibit 
adjustment,  or  if  surveillance  data 
indicate  that  gaining  access,  removing, 
or  exceeding  is  likely,  paragraphs 
(e)(2)(i)  and  (ii)  of  this  section  shall  not 
apply  for  that  parameter. 

(iv)  In  determining  the  adequacy  of  a 
physical  limit,  stop,  seal,  or  other  means 
used  to  inhibit  adjustment  of  a 
parameter  not  covered  by  paragraph 
(e)(2)(i)  or  (ii)  of  this  section,  the 
Administrator  will  consider  the 
Ukelihood  that  it  will  be  circumvented, 
removed,  or  exceeded  on  in-use 
vehicles.  In  determining  likelihood,  the 
Administrator  may  consider  such 
factors  as,  but  not  limited  to, 
information  contained  in  the 
preliminary  application;  surveillance 
information  from  similar  in-use  vehicles 
(or  engines);  the  difficulty  and  cost  of 
circumventing,  removing,  or  exceeding 
the  limit,  stop,  seal,  or  other  means; 
damage  to  the  vehicle  (or  engine)  if  an 
attempt  is  made  to  circumvent,  remove, 
or  exceed  it  and  the  need  to  replace 
parts  following  such  attempt;  and  the 
effect  of  settings  beyond  the  limit,  stop, 
seal,  or  other  means  on  vehicle  (or 
engine)  performance  characteristics 
other  than  emission  characteristics. 

(3)  The  Administrator  shall  determine 
two  physically  adjustable  ranges  for 
each  parameter  subject  to  adjustment: 

(i)(A)  In  the  case  of  a  parameter 
determined  to  be  adequately 
inaccessible  or  sealed,  the 
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Admlniatntor  may  include  within  tha 
physlcBlly  adlustable  range  applicable 
to  testing  undv  this  subpart 
(certification  testing)  all  aettingf  within 
the  production  tolerance  associated 
with  the  nominal  setting  for  that 
parameter,  as  specified  by  the 
manu{iM:tiirar  in  die  preliiaainary 
appiiratian  for  certification;  or 

^)  In  the  case  of  other  parameters,  the 
Administrstor  shall  indnoe  writhin  this 
range  all  settings  within  physical  limits 
or  stops  detBtmined  to  be  adequate 
restraints  on  adjustabiUty.  The 
Administrator  may  also  include  the 
production  toleraoces  on  the  location  of 
theae  limits  or  stops  when  determining 
the  physically  adjustable  range. 

(iiXA)  In  the  case  of  s  parameter 
determined  to  be  adequMely 
inaccessible  or  sealed,  the 
Administrator  shall  include  within  the 
physkslly  adpistafa^e  range  applicable 
to  testing  undisr  subparts  G  or  K 
(Selective  Enforcement  Audit  and 
Production  Compliance  Audit)  only  the 
actual  ssttings  to  which  the  parameter  b 
adiusted  during  production;  or 

(B)  In  the  caae  of  other  parameters,  the 
Administrstor  shall  include  within  this 
range  all  settings  within  physical  limits 
or  stops  (fateimined  to  be  adeouate 
restraints  on  adhistability,  as  they  era 
actually  locstsd  on  the  test  vehicle  (or 

(1)  Submittal  of  advance  infonaation. 
(1)  lif  the  manufacturer  submits  the 
hifbrmation  specified  in  $  86.004- 
21(b)(lMii)  in  sdvance  of  iu  fiiU 
preUminsiy  application  fat  certification, 
the  Administrator  shall  review  the 
information  and  make  the 
determinations  required  in  paragraph  (e) 
of  this  section  wfithin  00  days  of  the 
manufscturer's  submittaL 

(2)  The  00-day  decision  period  is 
axdusiveof  the  elapsed  time  during 
whidi  EPA  may  request  additional 
information  from  manufacturers 
regarding  an  ad|ustable  parametsr  and 
the  receipt  of  the  manuactxirars' 
responsets). 

(g)  Within  30  days  fblkmring  receipt 
of  notification  of  the  Administrator's 
determinations  made  under  paragraph 
(e)  of  this  section,  the  manuncturar  may 
request  a  hearing  on  the  Administrator's 
determinations.  The  request  shall  be  in 
wrriting.  signed  by  an  authorized 
representative  of  the  manufacturer,  and 
shall  include  a  statement  specifying  the 
manufacturer's  objections  to  the 
^Administrator's  determinations,  and 
data  in  support  of  such  ob|ections.  It 
alter  levlaw  of  the  request  and 
supporting  data,  the  Administrator  finds 
that  the  requeet  raises  a  aohstandal 
factual  issue,  he  shall  provide  the 
manufacturer  a  hearing  in  accordance 


with  S86.07fr-«  with  respect  to  such 
issue. 

8.  Section  86.094-23  is  revised  to  read 
as  follows: 


186.004-43 

(a)  The  manufacturer  shaU  perform 
the  tests  required  by  the  applicable  test 
procedures  and  submit  to  the 
Administrator  the  information  described 
in  paragraphs  (b)  through  (1)  of  this 
secticm.  provided,  however,  that  if 
reoue^ed  by  the  manufacturer,  the 
Adnoinistrator  may  wraive  any 
requirement  of  this  section  for  testing  of 
vehicle  (or  engine)  for  which  emission 
data  are  availahle  or  will  be  made 
available  under  the  provisions  of 
§86.091-29. 

(b)  Durability  data.  (IMU  The 
manufacturer  shall  submit  exhaust 
emission  durability  data  on  such  light- 
duty  vehicles  tested  in  accordance  with 
apphcable  test  procedures  and  in  such 
numbers  as  specified,  which  will  show 
the  pwformance  of  the  systems  installed 
on  or  incorporated  in  the  vehicle  for 
extended  mileege.  as  well  as  a  record  ot 
all  pertinent  maintenance  pnformed  on 
the  test  vehicles. 

(ii)  The  manufacturer  shall  submit 
exhaust  emission  deterioration  factors 
for  light-duty  trucks  and  heavy-duty 
engines  and  all  test  data  that  are  derived 
from  the  testing  described  under 
§  86.004-21(bU5MiMA),  as  waU  as  a 
record  of  all  pertinent  maintenance. 
Such  testing  shall  be  designed  and 
conducted  in  accordance  with  good 
engineering  practice  to  assure  that  the 
engines  covered  by  a  certificate  issued 
under  §  86.094-30  will  meet  each 
emission  standard  (or  fsmily  emission 
limit,  as  apprt^iiate)  in  §  86.004-0, 
S  860)01-10,  or  f  86.004-11  as 
appropriate,  in  actual  use  for  the  usefril 
life  applici^le  to  that  standard. 

(2)  For  light-duty  vehicles  and  Ught- 
duty  trucks,  the  manufacturer  shall 
sttlunit  evaporative  emission 
deterioration  factors  for  each 
evaporative  emission  family-evaporative 
emission  control  system  oombinaHnn 
and  all  test  data  that  are  derived  from 
testing  deecribed  under  S  880)04- 
21(b)(4)(i)  deaimed  and  conducted  fat 
acooidance  %riu  good  engineering 
practice  to  assure  that  the  vdUdes 
covered  by  a  certificate  Issued  under 

§  86.004-30  will  meet  the  evaporative 
emission  standards  in  §  860)04-«  or 
§  86.004-0,  as  appropriate,  for  the  useful 
life  of  the  vehicle. 

(3)  For  heevy-duty  vriiides  equipped 
with  gasoline-fiieled  or  methanol-fuMed 
engines,  the  manufacturer  shall  stdnnit 
evaporative  emission  deterioration 
factors  for  each  evapontive  emission 
family-evaporative  emission  control 


system  combination  Identified  in 
accordance  with  S86.004-21(bK4Mii). 
Furthermore,  a  statement  that  the  test 
procedurs(s)  used  to  derive  the 
deterimation  facton  indudes,  but  need 
not  be  limited  to,  a  consideration  of  the 
ambient  effects  of  oaone  and 
temperature  fluctuations,  and  the 
service  accumulation  effiscts  of 
vibration,  time,  and  vapor  saturation 
and  purge  cycliiH.  The  deterioration 
factor  test  procedure  riudl  be  designed 
and  conducted  in  accordance  with  good 
engineering  practice  to  assure  that  the 
vehicles  covered  by  a  certificate  issued 
under  §  860)04-30  will  meet  die 
evaporative  emission  standards  in 
§§  86.001-10  vid  86.804-11  in  actual 
use  for  the  usefrd  life  of  the  enghie. 
Piuthermore,  a  statement  that  a 
descripticMi  of  the  test  procedure,  es 
well  as  all  data,  analyses,  and 
evaluadons,  is  availwle  to  die 
Administrator  upon  requeet 

(4)(i)  For  heavy-duty  vehides  wldi  a 
Gross  Vehicle  Weight  Rating  of  up  to 
26,000  lbs  and  equipped  with  gasisUiie- 
fueled  or  methanol-fueled  enghies.  the 
manufacturer  shall  submit  a  written 
statement  to  the  Administrator 
certifying  that  the  manufiKtuier's 
vehides  meet  the  standards  of  $  86.001- 
10  or  §  86.094-11  (as  8pplicd>le)  as 
determined  by  the  provisions  of 
§  86.004-28.  Furdiermore,  the 
manufacturer  shall  submit  a  «rritten 
statement  to  the  Administrator  that  all 
data,  analyses,  test  procedures, 
evaluations,  and  other  documents,  on 
which  the  requested  statement  is  based, 
are  availdile  to  the  Administrator  upon 
request 

(ii)  For  heavy-duty  vehides  with  a 
Ooss  Vehide  Weight  Rating  of  greater 
than  26.000  Rm  end  equippM  with 
gasoline-fiieled  or  metnanol-fueled 
enghies,  the  msnufactuier  shall  suhasit 
a  written  statement  to  the  Administrator 
certifyfaag  that  the  manufacturer's 
evaporative  emission  control  systems 
are  designed,  using  good  enghieering 
practice,  to  meet  me  standards  of 
§  864)01-10  or  f  M.004-11  (as 
applkaMe)  as  determined  by  the 
provisians  of  §  860)04-28.  Pusdiermore. 
the  manufscturer  diali  submit  a  written 
statement  to  the  Administretor  thrt  all 
data,  analysaa,  test  procedures, 
evahiatiaas.  and  other  documents,  on 
which  the  requested  statement  is  bssed. 
are  available  to  the  Admlnistfalor  upoa 
request. 

(c)  Emission  <<aCa— (1)  Cmtifioatkm 
vehideB,  The  mamfiKturer  ahall  submit 
emissloa  deta.  indudlng.  In  die  case  of 
methanol  fuel  medwacl,  fonnaldehyde. 
and  oroante  maitsrlal  hydrocarbon 
eqaivalaot.  on  audi  vehk:les  tested  in 
accordrace  with  applicable  teirt 
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procedures  and  in  such  numbers  as 
specified.  These  data  shall  include  zerx)- 
mile  data,  if  generated,  and  emission 
data  generatml  for  certification  as 
required  uinder  §  86.094-26(a)(3)  (i)  or 
(ii).  In  lieu  of  providing  emission  data 
the  Administrator  may,  on  request  of  the 
manufacturer,  allow  the  manufacturer  to 
demonstrate  (on  the  basis  of  previous 
emission  tests,  development  tests,  or 
other  information)  that  the  engine  will 
conform  with  certain  applicable 
emission  standards  of  §  86.094-8  or 
§  86.094-g.  Standards  eligible  for  such 
manufacturer  requests  are  those  for  idle 
CO  emissions,  smoke  emissions,  or 
particulate  emissions  from  methanol- 
fueled  diesel-cyde  certification 
vehicles,  and  those  for  particulate 
emissions  from  model  year  1994  and 
later  gasoline-fueled  or  metbanol-fueled 
Otto-cycle  certification  vehicles  that  are 
not  certified  to  the  Tier  0  standards  of 
§  86.094-9(a)(l)  (i),  (ii).  or  §  86.094- 
8(a)(l)(i).  Also  eligible  for  such  requests 
are  standards  for  total  hydrocarbon 
emissions  frx)m  model  year  1994  and 
later  certification  vehides  that  are  not 
certified  to  the  Tier  0  standards  of 
§  86.094-g(a)(l)(i).  (ii),  or  §  86.094- 
8(a)(l)(i).  By  separate  request,  including 
appropriate  supporting  test  data,  the 
manufacturer  may  request  that  the 
Administrator  also  waive  the 
requirement  to  measure  particulate 
emissions  when  conducting  Selective 
Enforcement  Audit  testing  of  Ottocycle 
vehicles. 

(2)  Certification  engines,  (i)  The 
manufacturer  shall  submit  emission 
data  on  such  engines  tested  in 
accordance  with  applicable  emission 
test  procedures  of  this  subpart  and  in 
such  numbers  as  specified.  These  data 
shall  include  zero-nour  data,  if 
g«)erated,  and  emission  data  generated 
for  certification  as  required  under 
§  86.094-26(c)(4).  In  lieu  of  providing 
emission  data  on  idle  CO  emissions  or 
particulate  emissions  from  methanol- 
fueled  diesel-cycle  certification  engines, 
or  on  CO  emissions  from  petroleum- 
fueled  or  methanol-fueled  diesel 
certification  engines  the  Administrator 
may,  on  request  of  the  manufacturer, 
allow  the  manufacturer  to  demonstrate 
(on  the  basis  of  previous  emission  tests, 
development  tests,  or  other  information) 
that  the  engine  will  conform  with  the 
applicable  emission  standards  of 
§86.094-11. 

(ii)  For  heavy-duty  diesel  engines,  a 
manufacturer  may  submit  hot-start  data 
only,  in  accordance  Mrith  subpart  N  of 
this  part,  when  making  application  for 
certification.  However,  for  conformity 
Selective  Enforcement  Audit  and  recall 
testing  by  the  Agency,  both  the  cold- 
start  and  hot-start  test  data,  as  specified 


in  subpart  N  of  this  part,  will  be 
included  in  the  official  results. 

(d)  The  manufacturer  shall  submit  a 
statement  that  the  vehicles  (or  engines) 
for  which  certification  is  requested 
conform  to  the  requirements  in 
§  86.084-5(b),  and  that  the  descriptions 
of  tests  performed  to  ascertain 
compliance  with  the  general  standards 
in  §  86.084-5(b),  and  that  the  data 
derived  from  such  tests  are  available  to 
the  Administrator  upon  request. 

(e)(1)  The  manufacturer  shall  submit 
a  statement  that  the  test  vehicles  (or  test 
engines)  for  which  data  are  submitted  to 
demonstrate  compliance  with  the 
applicable  standards  (or  family  emission 
limits,  as  appropriate)  of  this  subpart  are 
in  all  material  respects  as  described  in 
the  manufacturer's  application  for 
certification,  that  they  have  been  tested 
in  accordance  with  the  applicable  test 
procedures  utilizing  the  fuels  and 
equipment  described  in  the  application 
for  certification,  and  that  on  the  basis  of 
such  tests  the  vehicles  (or  engines) 
conform  to  the  requirements  of  this  part. 
If  such  statements  cannot  be  made  with 
respect  to  any  vehicle  (or  engine)  tested, 
the  vehicle  (or  engine)  shall  be 
identified,  and  all  pertinent  dat^ 
relating  thereto  shall  be  suppUed  to  the 
Administrator.  If,  on  the  basis  of  the 
data  suppUed  and  any  additional  data  as 
required  by  the  Administrator,  the 
Administrator  determines  that  the  test 
vehicles  (or  test  engine)  was  not  as 
described  in  the  application  for 
certification  or  was  not  te^ed  in 
accordance  with  the  applicable  test 
procedures  utilizing  the  fuels  and 
equipment  as  described  in  the 
application  for  certification,  the 
Administrator  may  make  the 
determination  that  the  vehicle  (or 
engine)  does  not  meet  the  applicable 
standards  (or  family  emission  limits,  as 
appropriate).  The  provisions  of 
§  86.094-30(b)  shall  then  be  followed. 

(2)  For  evaporative  emission 
durability,  or  light-duty  truck  or  heavy- 
duty  engine  exhaust  emission 
durability,  the  manufacturer  shall 
submit  a  statement  of  compliance  with 
paragraph  (b)(l)(ii),  (b)(2),  or  (b)(3)  of 
this  section,  as  applicable. 

(f)  Additionally,  manufacturers 
participating  in  the  particulate 
averaging  program  for  diesel  light-duty 
vehicles  and  diesel  light-duty  trucks 
shall  submit: 

(1)  In  the  application  for  certification, 
a  statement  that  the  vehicles  for  which 
certification  is  requested  will  not,  to  the 
best  of  the  manufacturer's  belief,  when 
included  in  the  manufacturer's 

{)roduction-weighted  average  emission 
evel,  cause  the  applicable  particulate 
standard(s)  to  be  exceeded;  and 


(2)  No  longer  than  90  days  after  the 
end  of  a  given  model  year  of  production 
of  engine  families  included  in  one  of  the 
diesel  particulate  averaging  programs, 
the  number  of  vehicles  produced  in 
each  engine  family  at  each  certified 
particulate  FEL,  along  with  the  resulting 
production-weighted  average  particulate 
emission  level. 

(g)  Additionally,  manufacturers 
participating  in  the  NO.  averaging 
program  for  light-duty  trucks  shall 
submit: 

(1)  In  the  application  for  certification, 
a  statement  that  the  vehicles  for  which 
certification  is  required  will  not,  to  the 
best  of  the  manufacturer's  belief,  when 
included  in  the  manufactiu^r's 

E>roduction-weighted  average  emission 
evel,  cause  the  applicable  NOx 
standard(s)  to  be  exceeded;  and 

(2)  No  longer  than  90  days  after  the 
end  of  a  given  model  year  of  production 
of  engine  families  included  in  the  NO« 
averaging  program,  the  number  of 
vehicles  produced  in  each  engine  family 
at  each  certified  NO,  emission  level. 

(h)  Additionally,  manufacturers 
participating  in  any  of  the  NO.  and/or 
particulate  averaging,  trading,  or 
banking  programs  for  heavy-duty 
engines  shall  submit  for  each 
participating  family  the  items  listed  in 
paragraphs  (h)(1)  through  (3)  of  this 
section. 

(1)  Application  for  certification,  (i) 
The  application  for  certification  will 
include  a  statement  that  the  engines  for 
which  certification  is  requested  will  not, 
to  the  best  of  the  manufacturer's  belief, 
when  included  in  any  of  the  averaging, 
trading,  or  banking  programs  cause  the 
applicable  NO.  or  particulate 
standard(s)  to  be  exceeded. 

(ii)  The  application  for  certification 
will  also  include  the  type  (NO.  or 
particulate)  and  the  projected  number  of 
credits  generated/needed  for  this  family, 
the  applicable  averaging  set,  the 
projected  U.S.  (49-state)  production 
volumes,  by  quarter,  NCPs  in  use  on  a 
similar  family  and  the  values  required 
to  calculate  credits  as  given  in  §  86.094- 
15.  Manufacturers  shall  also  submit  how 
and  where  credit  surpluses  are  to  be 
dispersed  and  how  and  through  what 
means  credit  deficits  are  to  be  met,  as 
explained  in  §  86.094-15.  The 
application  must  project  that  each 
engine  family  will  be  in  compliance 
with  the  applicable  NO.  and/or 
p>articulate  emission  standards  based  on 
the  engine  mass  emissions,  and  credits 
fit>m  averaging,  trading  and  banking. 

(2)  IReservedl 

(3)  End-of-year  report.  The 
manufacturer  shall  submit  end-of-year 
reports  for  each  engine  family 
participating  in  any  of  the  averaging. 
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trading,  or  banking  programs,  as 
described  in  pan^phs  (h)(3)  (i) 
through  (iv)  of  this  section. 

(i)  These  reports  shall  be  submitted 
within  90  days  of  the  end  of  the  model 
year  to:  Director,  Manufacturers 
Operations  Division  (EN-340F).  U.S. 
Environmental  Protection  Agency,  401 
M  Street,  SW..  Washington.  DC  20460. 
(ii)  These  reports  shall  indicate  the 
engine  family,  the  averaging  set,  the 
actual  U.S.  (49-state)  production 
volume,  the  values  required  to  calculate 
credits  as  ^ven  in  S  86.094-15,  the 
resulting  type  (NO«  or  particulate)  and 
number  of  credits  generated/required, 
and  the  NCPs  in  use  on  a  similar  NCP 
family.  Manufacturers  shall  also  submit 
how  and  where  credit  surpluses  were 
dispersed  (or  are  to  be  banked)  and  how 
and  through  what  means  credit  deficits 
were  met.  Copies  of  contracts  related  to 
credit  trading  must  also  be  included  or 
supplied  by  the  broker  if  applicabla 
The  report  shall  also  include  a 
calculation  of  credit  balances  to  show 
that  net  mass  emissions  balances  are 
within  those  allowed  by  the  emission 
standards  (equal  to  or  greater  than  a  zero 
credit  balance).  The  credit  discount 
factor  described  in  8  86.094-15  must  be 
included  as  required. 

(iii)  The  49-state  production  counts 
for  end-of-year  reports  shall  be  based  on 
the  location  of  the  first  point  of  retail 
sale  (e.g.,  customer,  dealer,  secondary 
manufacturer)  by  the  manufacturer. 

(iv)  Errors  discovered  by  EPA  or  the 
manufacttirer  in  the  end-of-year  report, 
including  errors  in  credit  calculation, 
may  be  corrected  up  to  90  days 
subsequent  to  submission  of  the  end-of- 
year  report.  Errors  discovered  by  EPA 
after  90  days  shall  be  corrected  if  credits 
are  reduced.  Errors  in  the 
manufacturer's  fiavor  will  not  be 
corrected  if  discovered  after  the  90  day 
correction  period  allowed. 

(i)  Failure  by  a  manufacturer 
participating  in  the  averaging,  trading, 
or  banking  programs  to  submit  any 
quarterly  or  end-of-year  report  (as 
applitable)  in  the  specified  time  for  all 
vehicles  and  engines  that  are  part  of  an 
averaging  set  is  a  violation  of  section 
203(a)(1)  of  the  Clean  Air  Act  (42  U^.C 
7522(a)(1))  for  each  such  vehicle  and 
angina 

())  Failure  by  a  manufacturer 
generating  credits  for  deposit  only  th 
either  the  HDE  NO,  or  particulate 
banking  programs  to  submit  their  end- 
of-year  reports  in  the  applic^le 
specified  time  period  (i.&,  90  days  after 
the  end  of  the  model  year)  shall  result 
in  the  credits  not  being  available  for  use 
until  such  reports  are  received  and 
reviewed  by  EPA.  Use  of  proiected 


credits  pending  EPA  review  will  not  be 
permitted  in  these  drcumstancea. 

(k)  Engine  families  certified  using 
NCPs  are  not  required  to  meet  the 
requirements  outlined  in  paragraphs  (f) 
through  (j)  of  this  section. 

(1)  Additionally,  manufacturers 
certifying  vehicles  shall  submit  for  each 
model  year  1994  through  1997  light- 
duty  vehicle  and  light  light-duty  truck 
engine  family  and  each  model  year  1996 
through  1998  heavy  light-duty  truck 
engine  family  the  information  listed  in 
paragraphs  (I)  (1)  and  (2)  of  this  section. 

[1]  Application  for  certification.  In  the 
application  for  certification,  the 
manufacturer  shall  submit  the  projected 
sales  volume  of  engine  families 
certifying  to  the  respective  standards, 
and  the  in-use  standards  that  eadi 
engine  family  will  meet.  Voliune 
projected  to  be  produced  for  U.S.  sale 
may  be  used  in  lieu  of  projected  U.S. 
sales. 

(2)  End-of-year  reports  for  each  engine 
family,  (i)  These  end-of-year  reports 
shall  be  submitted  within  90  days  of  the 
end  of  the  model  year  to:  Director, 
Manufacturers  Operations  Division 
(EN-340F),  U.S.  Environmental 
Protection  Agency,  401  M  Street,  SW., 
Washington.  DC  20460. 

(ii)  These  reports  shall  indicate  the 
model  year,  engine  family,  and  the 
actual  U.S.  sales  volume.  The 
manufacturer  may  petition  the 
Administrator  to  allow  volume 
produced  for  U.S..  sale  to  be  used  in 
lieu  of  U.S.  sales.  Such  petition  shall  be 
submitted  within  30  days  of  the  end  of 
the  model  year  to  the  Manufacturers 
Operations  Division.  For  the  petition  to 
be  granted,  the  manufacturer  must 
establish  to  the  satisfaction  of  the 
Administrator  that  production  volume 
is  functionally  equivalent  to  sales 
volume. 

(iii)  The  U.S.  sales  volume  for  end-of- 
year  reports  shall  be  based  on  the 
location  of  the  point  of  sale  to  a  dealer, 
distributor,  fleet  operator,  broker,  or  any 
other  entity  which  comprises  the  point 
of  first  sale. 

(iv)  Failure  by  a  manufacturer  to 
submit  the  end-of-year  report  writhin  the 
specified  time  may  result  in 
certificate(s)  for  the  engine  family(ies) 
certified  to  Tier  0  certification  standards 
being  voided  ab  initio  phis  any 
applicable  civil  penalties  for  failure  to 
submit  the  required  information  to  the 
Agency. 

(v)  Inese  reports  shall  Include  the 
informatim  required  \mder  §  86.094- 
7(h)(1).  The  information  AbW  be 
organized  in  such  a  way  as  to  allow  the 
Administrator  to  determine  compliance 
with  the  Tier  1  standards 
implementation  schedules  of  §§  86.094- 


8  and  86.094-9,  and  the  Tier  1  and  Her 
li  implementation  schedules  of 
§§  88.708-94  and  86.709-94. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

9.  Section  86.094-24  is  revised  to  read 
as  follows: 

%9iM*-24   Taatvahklsaandanginae. 

(a)  General.  Paragraph  (a)  of  this 
section  appUes  to  the  grouping  of 
vehicles  or  engines  into  families. 

(1)  The  vehicles  or  engines  covered  by 
an  application  for  certification  will  be 
divided  into  groupings  of  engines  which 
are  expected  to  have  similar  emission 
characteristics  throughout  their  useful 
life.  Each  group  of  engines  with  similar 
emission  characteristics  shall  be  defined 
as  a  separate  engine  family. 

(2)  To  be  classiad  in  the  same  engine 
fomily.  engines  must  be  identical  in  all 
the  respects  listed  in  paragraphs  (a)(2) 
(i)  throi^  (x)  of  this  section. 

(i)  The  cylinder  bore  center-toK»nter 
dimensions. 

(ii)-<iii)  (Reserved] 

(iv)  The  cylinder  block  configuration 
(air-cooled  or  water-cooled:  L-6, 90 
deg..  V-8.  etc). 

(v)  The  location  of  the  intake  and 
exhaust  valves  (or  potts). 

(vi)  The  method  of  air  aspiration. 

(vii)  The  combustion  cycle. 

(viii)  Catalytic  converter 
characteristics. 

(ix)  Thermal  reactor  characteristics. 

(x)  Type  of  air  inlet  cooler  (e.g.. 
intercoolers  and  after-cxmlers)  for  diesel 
heavy-duty  engines. 

(3)(i)  Engines  identical  in  all  the 
respects  Usted  in  paragraph  (a)(2)  of  this 
section  may  be  further  divided  into 
different  engine  families  if  the 
Administrator  determines  that  they  may 
be  expected  to  have  different  emission 
characteristics.  This  determination  will 
be  baaed  upon  a  consideration  of  the 
features  of  eadi  engine  listed  in 
paragraphs  (a)(3)(i)  (A)  through  (G)  of 
this  section. 

(A)  The  bore  and  stroke. 

(B)  The  surface-to-volume  ratio  of  the 
nominally  dimensioned  cylinder  at  the 
top  dead  center  positions. 

(C)  The  intake  manifold  induction 
pofft  sizes  and  configuration. 

(D)  The  exhaust  manifold  port  size 
and  configuration. 

(E)  The  intake  and  exhaust  valve 
sizes. 

(F)  The  fuel  system- 
ic The  camshaft  timing  and  ignition 

or  injection  timing  characteristics. 

(ii)  Light-duty  trucks  and  heavy-duty 
engines  produced  in  diffiarent  model 

{rears  and  distinguishabfe  in  the  respects 
isted  in  paragraj^  (aK2)  of  this  section 


aniA 
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AwH  be  treated  at  beloogbig  to  a  single 
■Bgiiw  family  if  the  AihnintatTator 
lequiiea  it,  ahar  datewniiring  thai  the 
engines  may  be  esqiected  to  nave  similar 
emission  deterioratian  characteristics. 

(4)  Where  engines  are  <rf  a  type  vriUch 
cannot  be  divided  into  engine  familiss 
based  upon  the  criteria  listed  in 
paragraphs  (a)  (2)  and  (3)  of  this  section, 
the  Administrator  will  estabBsh  families 
for  those  enginee  besed  upon  those 
features  most  related  to  their  emissian 
characteristics.  Engines  that  are  eUgible 
to  be  included  in  the  seme  engine 
family  baaed  on  the  criteria  in 
paragraphs  (aX2)  and  (aXSMi)  of  this 
section  may  be  further  divided  into 
different  engine  families  if  the 
manufacturer  detwmines  that  they  may 
be  expected  to  have  diSeraot  emissian 
diaracteristics.  This  delenninatiaD  will 
be  based  up<m  a  consideration  of  the 
features  of  each  engine  listed  in 
paragraphs  (8H4)  (i)  throu^  (iii)  of  this 
section. 

(i)  The  dimension  from  the  center  line 
of  the  crankshaft  to  the  center  line  of  the 
camshaft 

(ii)  The  dimension  from  the  center 
line  of  the  crankshaft  to  the  top  erf  the 
cylinder  block  bead  face. 

(iii)  The  size  of  the  intake  and  exhaust 
valves  low  ports). 

(5)  The  gasoline-lueled  and  methanol* 
fueled  light-duty  vehicles  and  light-duty 
trucks  covered  by  an  application  for 
certification  will  be  divided  into 
groupings  which  are  eiqiecf  ed  to  have 
similar  evaporative  emission 
diaracteristics  throughout  their  useful 
life.  Each  group  of  vehicles  with  similar 
evaporative  emission  characteristics 
shall  be  defined  as  a  separate 
evaporative  emission  family. 

(6)  For  gasoline-fueled  or  methanol- 
fueied  hght-duty  vehicles  and  light-duty 
trucks  to  be  classed  in  the  same 
evaporative  emission  family,  vehicles 
must  be  similar  with  respect  to  the 
items  listed  in  paragraphs  (a)(6)  (i) 
throiigh  (iii)  of  this  secdon. 

(i)  lype  of  vapor  storage  device  (e.g., 
canister,  air  cleaner,  crankcase). 
(ii)  Basic  canister  design, 
(iii)  Fuel  system. 

(7)  Where  vehicles  are  of  a  type  whidi 
cannot  be  divided  into  evap<native 
emission  fiamilieshased  on  the  criteria 
listed  in  paragraph  (a)(2)  of  this  section, 
the  Administrator  will  establish  families 
for  those  vehiclea  based  upon  the 
features  most  related  to  their 
evaporative  emission  characteristics. 

(8X1)  If  die  manufacturer  elects  to 
participate  in  the  Production  AMA 
Durahulty  Program,  the  engine  families 
covered  by  an  aroUcation  for 
certification  shall  be  grouped  based 
upon  similar  engine  design  and 


emission  centred  system  cdiaracteristics. 
Each  of  these  groups  shall  constitute  a 
separate  engine  family  group. 

(ii)  To  be  classed  in  the  same  engine 
family  group,  engine  fMniUes  must 
contain  engines  identical  in  all  of  the 
respects  listed  in  paragrai^  (aXSKii) 
(A)  throu^  (D)  M  this  section. 

(A)  Tlie  oombosti<Hi  cycie. 

(B)  The  cyttnder  block  conflgnratidn 
(8ir-co(ded  or  watercooled:  l/-%,  V-8, 
rotary,  etc). 

(C)  Displacement  (engines  of  diffisrsnt 
displacemmt  within  50  cubic  inches  or 
15  percent  of  the  laigest  diq>lacement 
and  contained  within  a 
muhidi^lacement  engine  family  will  be 
included  in  the  same  engine  family 
group). 

P)  Catalytic  converter  usage  and 
basic  type  (ncocatalyst.  oxidation 
catalyst  only,  three-way  catalyst 
equipped). 

(0)  Engine  families  identical  in  all 
respects  listed  in  paragraph  (aXS)  of  this 
section  may  be  further  divided  into 
different  engine  family  groups  if  fte 
Administrator  determiiMS  t^t  they  are 
expected  to  have  significantly  different 
exhaust  emission  control  system 
deterioration  diaracteristics. 

(10)  A  manufacturer  may  request  the 
Administrator  to  include  in  an  engine 
family  group  engine  families  in  addition 
to  thme  grouped  under  the  provisions  of 
paragraph  (a]^8)  of  this  seirtion.  This 
request  must  be  accompanied  by 
information  the  manufacturer  believes 
supports  the  inclusion  of  these 
additional  engine  families. 

(11)  A  manufacturer  may  combine 
into  a  single  engine  family  group  those 
Hglbt-duty  vehicle  and  ligbt-duty  tnidc 
engine  familiea  mdiich  otherwise  meet 
the  requirements  of  paragraphs  (a)  (8) 
through  (10)  of  this  section. 

(12)  Those  vehicles  covered  by  an 
application  for  certification  whidi  are 
equipped  with  gasoline-fueled  or 
methanol-fueled  heevy-duty  engines 
will  be  divided  into  groupings  of 
vehicles  on  the  besis  of  physical 
feetures  which  are  expected  to  aflect 
evaporative  emissitms.  Each  {{roup  of 
vehieles  with  similar  features  shall  be 
defined  as  a  separate  evaporative 
emission  family. 

(13)  Far  gasoline-fueled  or  methanol- 
fueled  heavy-duty  vehicles  to  be 
classified  in  the  same  evaporative 
emission  family,  vehicles  must  be 
identical  with  respect  to: 

U)  Method  of  foel/air  metering  (i.e., 
caiburetion  versus  fuel  injection);  and 

(ii)  Caiburetor  bowl  fiiei  volume, 
within  a  10  cc  range. 

(14)  For  v^icles  equipped  with 
gasoline-foeled  or  melhanol-^beled 
huavjf-duty  engines  to  be  dassified  in 


the  same  evaporative  emissian  control 
system,  vdiides  must  be  identical  widt 
reniect  to  the  items  listed  in  (>aregraphs 
(a)(l4)  (i)  thnnmh  (ix)  of  this  section. ' 

(i)  Mediod  ofvapor  storage. 

(ii)  Method  of  carburetor  sealing. 

(iii)  Method  of  air  demer  sealing. 

(iv)  Vapor  storage  working  capacity, 
within  a  20g  range. 

(v)  Number  of  storage  devices. 

(vi)  Method  of  xmr^uog  st(»ed  vapors. 

(vii)  Method  ot  venting  the  carburetor 
during  both  engine  off  and  engine 
ouBiatiuu. 

(viii)  Liquid  fuel  hoae  material 

(ix)  Vapor  storage  material. 

(15)  Where  vehicka  equipped  «ridi 
gasoline-furied  or  methanol-fueled 
heavy-duty  enginea  are  types  which 
camoot  be  divided  into  evaporative 
emission  fmily-Gontrol  system 
combinations  baaed  on  die  criteria  listed 
above,  the  Administrator  will  establi^ 
evaporative  emission  family-control 
system  combinations  for  those  v^ides 
based  on  features  most  refated  to  their 
evaporative  emissian  characteristics. 

(b)  Emusitm  dato—{1)  Light-duty 
vehicles  and  light-duty  trudcs. 
Paragraph  (bXl)  of  this  section  applies 
to  U^-duty  vdiicle  and  light-duty 
trud(  emiasian  data  vriudee. 

(i)  Vdiides  will  be  chosen  to  be 
operated  and  tested  for  emission  data 
based  upon  engine  family  groupings. 
Within  eech  engine  family,  one  test 
vehide  will  be  selected  based  on  the 
criterion  that  the  Administrator  shall 
sriect  tbe  vehicle  with  the  heaviest 
equivalent  test  weight  (induding 
(fptioas)  within  the  family.  If  more  than 
one  v^icle  meets  this  criterion,  then 
within  that  v^de  grouping  the 
Administrator  riiall  select,  te  the  ofder 
listed,  the  highest  road-loed  power, 
largest  displacement,  the  transmission 
with  tbe  highest  ntmierical  final  gear 
ratio  (induding  overdrive),  the  hi^iest 
numerical  axle  ratio  offered  in  that 
engine  family,  and  the  maximum  fuel 
flow  calibration 

(ii)  The  Administrator  shall  select  one 
additional  test  v^ide  6om  within  each 
engine  family.  Urn  additional  vehide 
selected  shall  be  the  vehicle  expected  to 
exhibit  the  highest  emissions  of  those 
v^icles  remaining  in  the  engine  family. 
If  all  vehicles  within  the  engine  family 
are  similar  the  Administrator  may  waive 
the  requirements  of  this  paragraph. 

(iii)  Within  an  engine  ramify  and 
ediaust  emission  control  system,  the 
manufacturer  may  alter  any  emission 
data  vehide  (or  ofther  vehicles  such  as 
current  or  previous  model  year  emission 
data  vehicles,  fuel  economy  data 
vehides,  and  development  vehicles 
provided  they  meet  emission  data 
vehidea'  protocol)  to  represent  mora 
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than  one  selection  under  paragraph 
(b)(1)  (i).  (U).  (iv).  or  (vii)  of  this  aecUon. 

(iv)  If  the  vehicles  selected  in 
^xordance  with  paragraphs  (b)(1)  (i) 
and  (ii)  of  this  section  do  not  represent 
each  engine-system  combination,  then 
one  vehicle  of  each  engine-f^em 
combination  not  represented  will  be 
selected  by  the  Administrator.  The 
vehicle  selected  shaU  be  the  vehicle 
expected  to  exhibit  the  highest 
emissions  of  those  vehiclm  remaining  in 
the  engine  family. 

(v)  For  high-altitude  exhaust  emission 
compliance  for  eech  engine  family,  the 
manufacturer  shall  follow  one  of  the 
procedures  described  in  paragraphs 
(b)(l)(v)  (A)  and  (B)  of  this  section. 

(A)  The  manufecturer  will  select  for 
testing  under  high-altitude  conditions 
the  vMiicle  expected  to  exhibit  the 
highest  emissions  from  the  nonexempt 
vehicles  selected  in  accordance  with 
paragraphs  (b)(1)  (ii).  (iii).  and  (iv)  of 
this  section:  or 

(B)  In  lieu  of  testing  vehicles 
according  to  paragraph  (b)(l)(v)(A)  of 
this  section,  a  manufacturer  may 
provide  a  statement  in  its  application 
for  certification,  based  on  the 
manufacturer's  engineering  evaluation 
of  such  high  altitude  emission  testing  as 
the  manufacturer  deems  appropriate, 

(1)  That  all  light-duty  vehicles  not 
exempt  imder  §  86.094--8(h)  comply 
with  Uie  emission  standards  at  high 
altitude:  and 

{2)  That  light-duty  trucks  sold  for 
principal  use  at  designated  high-altitude 
locations  comply  with  the  high-altitude 
emission  requirements  and  that  all  light- 
duty  trudu  sold  at  low  altitude,  which 
are  not  exempt  under  §  86.094-9(h).  are 
capable  of  being  modified  to  meet  high- 
altitude  standards. 

(vi)  If  90  percent  or  more  of  the  engine 
family  sales  will  be  in  California,  a 
manufocturer  may  substitute  emission 
data  vehicles  selected  by  the  California 
Air  Resources  Board  criteria  for  the 
selections  specified  in  paragraphs  (b)(1) 
(i).  (ii).  and  (iv)  of  this  section. 

(vii)  Vehicles  will  be  chosen  to  be 
operated  and  tested  for  evaporative 
emission  data  based  upon  evaporative 
emission  family  groupings  as  defined  in 
paragraphs  (a)  (12)  through  (15)  of  this 
section. 

(A)  Vehicles  of  each  evaporative 
emission  family  will  be  divided  into 
evaporative  emisaon  control  systems. 

(B)  The  Administrator  will  select  the 
vehicle  expected  to  exhibit  the  highest 
evaporative  emissions  from  within  each 
evaporative  family  to  be  certified.  This 
vehicle  is  selected  from  among  the 
vehicles  represented  by  the  eidiaust 
emission  data  selections  for  the  engine 
family,  unless  evaporative  testing  has 


already  been  completed  for  the  vehicle 
expected  to  exhibit  the  bluest 
evaporative  emissions  hu  the 
evaporative  family  as  part  of  another 
engine  fomily's  testing. 

(C)  If  the  vehicles  selected  in 
accordance  wiUi  paragraph  (b)(l)(vii)(B) 
of  this  section  do  not  represmt  each 
evaporative  emission  control  system 
then  the  Administrator  will  select  the 
highest  expected  evaporative  emission 
vehicle  bom  within  the  unrepresented 
evaporative  system. 

(viii)  For  high-altitude  evaporative 
emission  compliance  for  each 
evaporative  emission  family,  the 
manufacturer  shall  follow  one  of  the 
procedures  described  in  paragraphs 
(b)(l)(viii)  (A)  and  (B)  of  this  section. 

(A)  The  manufacturer  will  select  for 
testing  under  high-altitude  conditions 
the  one  nonexempt  vehicle  previously 
selected  imder  paragraph  (b)(l)(vii)  (B) 
or  (C)  of  this  section  which  is  expected 
to  have  the  highest  level  of  evaporative 
emissions  when  operated  at  high 
altitude;  or 

(B)  In  lieu  of  testing  vehicles 
according  to  paragraph  (b)(l)(viii)(A)  of 
this  section,  a  manufacturer  may 
provide  a  statement  in  its  application 
for  certification,  based  on  the 
manufacturer's  engineering  evaluation 
of  such  high-altitude  emission  testing  as 
the  manufacturer  deems  appropriate. 

Id  That  all  light-duty  vehicles  not 
exempt  under  §  86.094-8(h)  comply 
with  the  emission  standards  at  high 
altitude:  and 

{2)  That  light-duty  trucks  sold  for 

{>rincipal  use  at  designated  high-altitude 
ocations  comply  %vith  the  hi^-altitude 
emission  requirements  and  that  all  light- 
duty  trucks  sold  at  low-altitude,  which 
are  not  exempt  under  S  86.O94-0(h),  are 
capable  of  being  modified  to  meet  high- 
altitude  standards. 

(ix)  Vehicles  selected  for  high  altitude 
exhaust  emission  testing  imder 
paragraph  (b)(l)(v)(A)  of  this  section 
may  oe  used  to  satisfy  the  evaporative 
emission  testing  requirements  of 
paragraph  (b)(1)  (viii)  (A)  of  this  section. 

(x)  Light-duty  trucks  only.  (A)  The 
manufacturer  may  reconfigure  any  pf 
the  low-altitude  emissicm  data  vwicles 
to  represent  the  v^cle  configuration 
required  to  be  tested  at  high  altitude. 

(B)  The  manufacturer  is  not  required 
to  test  the  reconfigured  vehicle  at  low 
altitude. 

(xi)  For  cold  temperature  CO  exhaust 
emission  compliance  for  eedi  engine 
family,  the  Administrator  will  select  for 
testing  the  vehicle  expected  to  emit  the 
bluest  emissions  from  the  vehicles 
selected  in  accordance  with  paragraphs 
(b)(1)  (i),  (ii),  (Ui),  and  (iv)  of  tids 
section,  litis  vehicle  shall  be  tested  by 


the  manufacturer  in  accordance  with  the 
test  procedures  in  subpart  C  of  this  part 
or  with  alternative  procediues  requested 
by  the  manufacturer  and  approved  in 
advance  by  the  Administrator. 

(2)  Otto-cycle  heavy-duty  emission 
data  enpnes.  Paragraph  (b)(2)  of  this 
section  applies  to  Otto-cycle  heavy-duty 
engines. 

(i)-(ii)  (Reserved] 

(iii)  The  Administrator  shall  select  a 
maximum  of  two  engines  within  each 
engine  bmily  based  upon  features 
inucating  t^t  they  may  have  the 
highest  emission  levels  of  the  engines  in 
the  engine  fomily  in  accordance  with 
the  criteria  described  in  paragraphs 
(b)(2Kiii)  (A)  and  (B)  of  this  section. 

(A)  The  Administrator  shall  select  one 
emission  data  engine  first  based  on  the 
largest  displacement  within  the  engine 
family.  Then  from  those  within  the 
largest  displacement  the  Administrator 
shall  select,  in  the  order  listed,  highest 
fuel  flow  at  the  speed  of  maximiun  rated 
torque,  the  engine  with  the  most 
advanced  spark  timing,  no  EGR  or 
lowest  EGR  flow,  and  no  air  pump  or 
lowest  actual  flow  air  pump. 

(B)  The  Administrator  shall  select  one 
additional  engine,  from  within  each 
engine  family.  The  engine  selected  shall 
be  the  engine  expected  to  exhibit  the 
highest  emissions  of  those  engines 
remaining  in  the  engine  family.  If  all 
engines  within  the  engine  family  are 
similar  the  Administrator  may  waive  the 
requirements  of  this  paragraph. 

(iv)  If  the  engines  selected  in 
accordance  with  paragraphs  (b)(2)  (ii) 
and  (iii)  of  this  section  do  not  represent 
each  engine  displacement-exhaust 
emission  control  system  combination, 
then  one  engine  of  each  engine 
displacement-exhaust  emission  control 
^stem  combination  not  represented 
^all  be  selected  by  the  Administrator. 

(v)  Within  an  engine  femily/ 
displacement/control  system 
combination,  the  manufacturer  may 
alter  any  emission  data  engine  (or  other 
engine  including  current  or  previous 
model  year  emission  data  engines  and 
development  engines  provided  they 
meet  the  emission  data  engines' 
protocol)  to  represent  more  than  one 
selection  imder  paragraph  (b)(2)(iii)  of 
this  section. 

(3)  Diesel  heavy-duty  emission  data 
engines.  Paragraph  (b)(3)  of  this  section 
applies  to  diesel  heavy-duty  emission 
data  vehicles. 

(i)  Engines  will  be  chosen  to  be  run 
for  emission  data  based  upon  engine 
family  groupings.  Within  each  engine 
family,  the  requirements  of  paragraphs 
(b)(3)  (i)  through  (iv)  of  this  section 
must  be  met 
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(ii)  Engines  of  each  engine  family  will 
be  divided  into  groups  based  upon  their 
exhaust  emission  control  systems.  One 
engine  of  each  engine  system 
combination  shallbe  run  for  smoke 
emission  data  (diesel  engines  only)  and 
gaseous  emission  data.  Either  the 
complete  gaseous  emission  test  or  the 
complete  smoke  test  may  be  conducted 
first.  Within  each  combination,  the 
engine  that  featiires  the  highest  fuel  feed 
per  stroke,  primarily  at  the  speed  of 
maximum  rated  torque  and  secondarily 
at  rated  speed,  Will  usually  be  selected. 
If  there  are  miUtary  engines  with  higher 
fuel  rates  than  other  engines  in  the  same 
engine  system  combinations,  then  one 
military  engine  shall  also  be  selected. 
The  engine  with  the  highest  fuel  feed 
per  stroke  will  usually  be  selected. 

(iii)  The  Administrator  may  select  a 
maximum  of  one  additional  engine 
within  each  engine-system  combination 
based  upon  features  indicating  that  it 
may  have  the  highest  emission  levels  of 
the  engines  of  that  combination.  In 
selecting  this  engine,  the  Administrator 
will  consider  such  features  as  the 
injection  system,  fuel  system, 
compression  ratio,  rated  speed,  rated 
horsepower,  peak  torque  speed,  and 
peak  torque. 

(iv)  Within  an  engine  family  control 
system  combination,  the  manufacturer 
may  alter  any  emission  data  engine  (or 
other  engine  including  current  or 
previous  model  year  emission  data 
engines  and  development  engines 
provided  they  meet  the  emission  data 
engines'  protocol)  to  represent  more 
than  one  selection  under  paragraphs 
(b)(3)  (ii)  and  (iii)  of  this  section. 

(c)  Durability  data— {I)  Light-duty 
vehicle  durability  data  vehicles. 
Paragraph  (c)(1)  of  this  section  appUes 
to  li^t-duty  vehicle  durabihty  data 
vehicles. 

(i)  A  durability  data  vehicle  will  be 
selected  by  the  Administrator  to 
represent  each  engine-system 
combination.  The  vehicle  selected  shall 
be  of  the  engine  displacement  with  the 
largest  projected  sales  volume  of 
vehicles  with  that  control-system 
combination  in  that  engine  family  and 
will  be  designated  by  the  Administrator 
as  to  transmission  type,  fuel  system, 
inertia  weight  class,  and  test  weight. 

(ii)  A  manufacturer  may  elect  to 
operate  and  test  additional  vehicles  to 
represent  any  engine-system 
combination.  The  additional  vehicles 
must  be  of  the  same  engine 
displacement,  transmission  type,  fuel 
system  and  inertia  weight  class  as  the 
vehicle  selected  for  that  engine-system 
combination  in  accordance  with  the 
provisions  of  paragraph  (c)(l)(i)  of  this 
section.  Notice  of  an  intent  to  operate 


and  test  additional  vehicles  shall  be 
given  to  the  Administrator  no  later  than 
30  days  following  notification  of  the  test 
fleet  selection. 

(2)  Ught-duty  trucks.  Paragraph  (c)(2) 
of  this  section  applies  to  vehicles, 
engines,  subsystems,  or  components 
used  to  establish  exhaust  emission 
deterioration  factors  for  Ught^uty 
trucks. 

(i)  The  manufacturer  shall  select  the 
vehicles,  engines,  subsystems,  or 
components  to  be  used  to  determine 
exhaust  emission  deterioration  factors 
for  each  engine-family  control  system 
combination.  Whether  vehicles,  engines, 
subsystems,  or  components  are  used, 
they  shall  be  selected  so  that  their 
emissions  deterioration  characteristics 
may  be  expected  to  represent  those  of 
in-use  vehicles,  based  on  good 
engineering  judgment. 

(ii)  (Reserved] 

(3)  Heavy-duty  engines.  Paragraph 
(c)(3)  of  this  section  applies  to  engines, 
subsystems,  or  components  used  to 
establish  exhaust  emission  deterioration 
factors  for  heavy-duty  engines. 

(i)  The  manufacturer  shall  select  the 
engines,  subsystems,  or  components  to 
be  used  to  determine  exhaust  emission 
deterioration  fectors  for  each  engine- 
family  control  system  combination. 
Whether  engines,  subsystems,  or 
components  are  used,  they  shall  be 
selected  so  that  their  emissions 
deterioration  characteristics  may  be 
expected  to  represent  those  of  in-use 
engines,  based  on  good'engineering 
judgment. 

(ii)  [Reserved) 

(d)  For  purposes  of  testing  under 
§  86.094-26(a)(9)  or  (b)(ll),  the 
Administrator  may  require  additional 
emission  data  vehicles  (or  emi^ion  data 
engines)  and  durability  data  vehicles 
(light-duty  vehicles  only)  identical  in  all 
material  respects  to  vehicles  (or  engines) 
selected  in  accordance  with  paragraphs 
(b)  and  (c)  of  this  section,  provided  that 
the  number  of  vehicles  (or  engines) 
selected  shall  not  increase  the  size  of 
either  the  emission  data  fleet  or  the 
durability  data  fleet  by  more  than  20 
percent  or  one  vehicle  (or  engine), 
whichever  is  greater. 

(e)(1)  (Reserved) 

(2)  Any  manufacturer  may  request  to 
certify  engine  families  with  combined 
total  sales  of  fewer  than  10,000  Ught- 
duty  vehicles,  light-duty  trucks,  heavy- 
duty  vehicles,  and  heavy-duty  engines 
utilizing  the  procedures  contained  in 
§  86.094-14  for  emission  data  vehicle 
selection  and  determination  of 
deterioration  factors.  The  deterioration 
factors  shall  be  applied  only  to  entire 
engine  families. 


(f)  Carryover  and  carryacwss  of 
durability  and  emission  data.  In  lieu  of 
testing  an  emission  data  or  durability 
data  vehicle  (or  engine)  selected  under 
paragraph  (b)  or  (c)  of  this  section,  and 
submitting  data  therefore,  a 
manufecturer  may,  with  the  prior 
written  approval  of  the  Administrator, 
submit  exhaust  emission  data  and/or 
evaporative  emission  data,  as  applicable 
on  a  similar  vehicle  (or  engine)  for 
which  certification  has  previously  been 
obtained  or  for  which  all  applicable  data 
required  under  §  86.094-23  has 
previously  been  submitted. 

(g)(1)  Paragraph  (g)  of  this  section 
applies  to  li^t-duty  vehicles  and  light- 
duty  trucks,  but  does  not  apply  to  the 
production  vehicles  selected  under 
paragraph  (h)  of  this  section. 

(2)(i)  Where  it  is  expected  that  more 
than  33  percent  of  a  carline,  within  an 
engine-system  combination,  shall  be 
equipped  with  an  item  (whether  that 
item  is  standard  equipment  or  an 
option),  the  full  estimated  weight  of  that 
item  shall  be  included  in  the  curb 
weight  computation  for  each  vehicle 
available  with  that  item  in  that  carline, 
within  that  engine-system  combination. 

(ii)  Where  it  is  expected  that  33 
percent  or  less  of  the  carline,  within  an 
engine-system  combination,  will  be 
equipped  with  an  item  (whether  that 
item  is  standard  equipment  or  an 
option),  no  weight  for  that  item  will  be 
added  in  computing  the  curb  weight  for 
any  vehicle  in  that  carline,  within  that 
engine-system  combination,  unless  that 
item  is  standard  equipment  on  the 
vehicle. 

(iii)  In  the  case  of  mutually  exclusive 
options,  only  the  weight  of  the  heavier 
option  will  be  added  in  computing  the 
curb  weight. 

(iv)  Optional  equipment  weighing  less 
than  three  pounds  per  item  r»eed  not  be 
considered. 

(3)(i)  Where  it  is  expected  that  more 
than  33  percent  of  a  carline,  within  an 
engine-system  combination,  will  be 
equipped  with  an  item  (whether  that 
item  is  standard  equipment  or  an 
option)  that  can  reasonably  be  expected 
to  influence  emissions,  then  such  items 
shall  actually  be  installed  (unless 
excluded  under  paragraph  (g)(3)(ii)  of 
this  section)  on  all  emission  data  and 
durability  data  vehicles  of  that  carline, 
within  that  engine-system  combination, 
on  which  the  items  are  intended  to  be 
offered  in  production.  Items  that  can 
reasonably  be  expected  to  influence 
emissions  are:  air  conditioning,  power 
steering,  power  brakes,  and  other  items 
determined  by  the  Administrator. 

(ii)  If  the  manufacturer  determines  by 
test  data  or  engineering  evaluation  that 
the  actual  installation  of  the  optional 
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equipwiat  iwyiiied  b^  paragraph 
(^Xi)  of  this  aactkm  doea  noft  affad 
tha  aadsstons  or  hwl  aoaoamy  valuaa. 
tba  optioiial  aqutpmant  need  not  be 
installad  on  the  teat  vriikla. 

(iii)  The  weight  of  the  options  shall  be 
included  in  the  deaign  cuib  wei^  and 
alao  be  rapreeentad  in  the  weight  of  the 

testvaUiW 

(iv)  The  engineering  evahiatioo. 
indiKfing  any  test  data,  used  to  support 
the  deieUon  ol  optional  equipment  frein 
teat  vehiclee.  shall  be  maintained  by  the 
manubcturer  and  shall  be  made 
avail^le  to  the  Administrator  upon 
request 

(4)  Where  it  is  expected  that  33 
peroBBt  or  leas  of  a  carline.  within  an 
engine-system  combination,  will  be 
equipped  with  an  item  (whether  that 
item  is  standard  equipment  or  an 
option)  that  can  reasonably  be  expected 
to  influence  emissions,  that  item  shall 
not  be  installed  on  any  emission  data 
vehida  or  durability  oata  vehicle  of  that 
carline.  writhin  that  engine-system 
combination,  unless  that  item  is 
standard  equipment  on  that  vehicle  or 
specifically  required  by  the 
Administrator. 

Qi)  Production  AMA  Durability 
Proffum  durability  data  vehicles. 
Paragraph  (h)  of  this  section  applies  to 
light-duty  vehicle  durability  oata 
vehklea  selected  under  the  Productioa 
AMA  Durability  Program  deacribed  in 
S86i)M-13. 

(1)  In  order  to  upilate  die  durability 
data  to  be  uaed  to  detennine  a 
deterioration  factor  for  each  engine 
family  group,  the  Administrator  will 
select  (uuahility  data  vehicles  from  tha 
manuCKtursr's  production  hna. 
Production  vi^ides  will  be  selected 
from  each  model  year's  production  for 
those  vehiclea  certified  uaing  tha 
Production  AMA  Durability  Prognai 
prooadmea. 

(i)  The  Administrator  shall  aelect  tha 
production  durability  data  vehida 
designs  from  the  detigns  that  tha 
manufocturer  oflws  for  sain.  For  each 
model  year  and  for  eadi  engine  family 
poup,  the  Administrator  may  sshct 
production  durri>ility  data  vehida 
desigps  of  equal  number  to  the  number 
of  engine  iuiittea  within  the  engine 
family  group,  up  to  a  n>aximum  of  three 
vehides. 

(ii)  The  production  duzrinlity  data 
vehidea  rapreeenting  tha  deai^is 
selected  fai  paragraph  (hXlXi)  of  this 
section  will  be  randomly  selected  from 
tha  nanvfacturar's  pnxractlon.  Tha 
Adminiatmor  will  maks  theaa  random 
salectiona  unleas  tha  manufcrturar  (with 
prior  approval  of  the  Administrator) 
elects  to  maks  tha  random  selections. 


(iii)  Hie  manufKtonr  may  aelect 
•dditianal  prodoctian  dnahiMty  da 
vehida  da^gna  froaa  widrin  the  angina 
family  group.  The  production  durability 
data  vriiidaa  rmrsasntfaig  theaa  designs 
shall  be  randondy  saloded  from  the 
manufacturer's  productian  in 
accordance  witii  paragraph  QiXlXii)  of 
this  section. 

(iv)  For  each  production  on  duraUlity 
data  vehide  selected  under  puagraph 
(b)(1)  of  this  section,  the  manu&ctnrer 
shall  provide  to  the  Administrator 
(before  the  vehide  is  tested  or  begfais 
service  accumulation)  the  vehicle 
identification  number.  Before  the 
vehide  begins  service  accumulation  tha 
manufacturar  ^11  also  provide  the 
Administrator  writh  a  description  of  the 
durability  data  vehicle  as  spsdfiad  by 
the  Administrator. 

(v)  In  lieu  of  testing  a  production 
durability  data  vehicle  selected  under 
para^aph  (hXD  of  this  section,  and 
sabmttting  data  therefrom,  a 
manufactwer  may,  with  the  prior 
tvritten  approval  of  the  Administrator, 
submit  ej^aust  emissioa  data  from  a 
production  vehide  of  the  same 
configuratifMi  for  which  all  appUcabla 
data  haa  previously  been  suInaittBd 

(2)  If.  within  an  existing  engfaie  fiunily 
group,  a  manufocturer  requests  to  certify 
vehicles  of  a  new  design,  engine  fiunily. 
emission  control  system,  or  with  any 
other  durability-related  design 
difference,  the  Administrator  will 
determine  if  the  existing  snghie  family 
group  deteiioratiwi  foctor  is  appropriate 
for  the  new  design.  If  the  Administrator 
cannot  make  this  determination  or 
deems  the  deterioration  foctor  not 
appropriate,  the  Administrator  riiall 
select  praproduction  durability  data 
v^des  onder  the  provisions  of 
para^aph  (c)  of  this  section.  If  vehides 
are  then  certified  using  the  new  design, 
the  Administrator  may  select 
production  vehicles  with  the  new 
design  under  the  provisions  of 
paragrafrfi  (h)(1)  of  this  section. 

(3)  ft  a  manufacturer  reouesU  to 
certify  vehicles  of  a  new  clesign  that  the 
Admhdstrator  determines  are  a  new 
engine  Csniify  group,  the  Administrator 
shall  seled  preproduction  durability 
data  vehicles  under  the  provisions  of 
paragraph  (c)  of  this  section.  If  vehides 
are  men  certified  using  the  new  design, 
the  Administrator  may  select 
production  vehicles  of  that  design  under 
the  provisions  of  paragraph  (hXD  of  this 
section. 


(Approved  by  the  Office  of  ManiQwnent  aad 
Budgst  uadar  oontioi  umibet  2060-0104) 

la  A  new  S86.094-2S  is  added  to 
subpart  A  to  read  as  follows: 


(aXD  Applicability.  This  section 
appliea  to  lig|it-dutv  vehides,  li^t-duty 
trucks,  and  heavy-duty  engines. 

(2)  Maintenance  performed  on 
vahiclea,  enginea.  subeystama.  or 
components  used  to  detennine  ejdunist 
or  av^KiraUve  emisslan  deterioration 
factors  is  classified  as  eidier  emiasion- 
related  or  non-emission-ralated  and 
each  of  these  can  be  classified  as  etthflr 
scheduled  or  unsdieduled.  Further, 
some  emission-related  maintenance  it 
also  cbssified  aa  critical  emission- 
related  maintenanoe. 

(b)  This  section  spadfiea  emission- 
related  scheduled  maintenance  for 
purpoaea  of  obtaining  durability  data 
and  far  indusion  in  maintenanre 
instmctlona  furnished  to  purchasers  of 
naw  motor  vehidea  and  new  motor 
vehides  engines  under  §  86.087-38. 

(1)  AD  emission-related  scheduled 
mafaitanance  for  purpoaea  of  obtaining 
durriubty  data  must  occur  at  the  same 
mileage  intervals  (or  equivalent 
intervals  if  engines.  siAsystems.  or 
componenta  are  used)  that  will  be 
spedfied  in  the  manufacturer's 
maintenaDce  instructions  furnished  to 
the  uttimato  purchaser  of  the  motor 
vehide  or  engine  under  §  86.0M-35. 
This  maintenance  schedule  may  be 
updated  as  necessary  throu^iout  the 
testing  of  the  vehlcle/enghie.  provided 
that  no  maintenance  operation  is 
deleted  frtMn  the  maintenance  adiedule 
after  the  operation  has  been  performed 
on  the  test  vehicle  or  engine. 

(2)  Any  amissioB-r^ated  maintenance 
which  i»  performed  on  vehides. 
engines,  subsystems,  or  componenta 
must  be  technologically  necessary  to 
assure  in-use  compliance  with  the 
emission  stmdards.  The  manubcturer 
must  si^mit  data  which  demonstrate  to 
the  Administrator  that  all  of  the 
emission-Telated  scheduled 
maintenance  whidi  is  to  be  performed 
is  technologically  necessary.  Scheduled 
maintenance  must  be  approved  by  the 
Administrator  prior  to  being  performed 
or  being  indwrad  In  the  maintenance 
instructions  provided  to  purchasers 
under  §86.087-38.  The  Administrator 
has  determined  th^  emission-related 
maintenance  at  shorter  intervals  than 
those  outlined  in  peragrephs  (b)  (^  and 
(4)  of  this  section  is  not  technologically 
necessary  to  ensure  in-use  compliance. 
However,  the  Administrator  may 
determine  that  maintenance  even  more 
restrictive  (e.g..  longer  intervals)  ttian 
that  listed  in  paragraphs  (b)  (3)  and  (4) 
of  this  section  te  also  not 
technologlcaUy  necessary. 

(3)  For  Otto-cycle  1^-dubr  vehicles. 
li|^t-duty  trucks  and  heavy  duty 
enginea.  eralsaion-related  maintenanoe 
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In  addition  to,  or  at  chortar  intervals 
than,  that  listed  in  paragraphs  (b)(3)  (i) 
through  (vii)  of  this  sectitM  wiU  not  be 
accepted  as  technologically  necessary, 
except  as  provided  in  paragraph  (b)(7)  of 
this  section. 

(i)(A)  The  cleaning  or  replacement  of 
li{^t-duty  vehicle  or  light-duty  truck 
spark  plugs  shall  occur  at  30,000  miles 
of  use  and  at  30,000-mile  intervals 
thereafter. 

(B)  The  cleaning  or  replacement  of 
Otto-cycle  heavy  duty  engine  spark 

Slugs  shall  occur  at  25,000  miles  (or  750 
oxus)  of  use  and  at  25.000-mile  (or  750- 
hour)  intervals  thereafter,  for  en^es 
certified  for  use  with  unleaded  fuel 
only. 

(ii)  For  light-duty  vehicles  and  Ught- 
duty  trucks,  the  adjustment,  cleaning, 
repair,  or  replacement  of  the  items  listed 
In  paragraphs  (b)(3)(ii)  (A)  through  (D) 
of  this  section  shall  occur  at  50,000 
miles  of  use  and  at  50.000'mile  intervals 
thereafter. 

(A)  Positive  crankcase  ventilation 
valve. 

(B)  Emission-related  hoses  and  tubes. 

(C)  Ignition  wires. 
P)  Idle  mixture. 

(iii)  For  heavy-duty  engines,  the 
adjustment,  cleaning,  repair,  or 
replacement  of  the  items  listed  in 
paragraphs  (b)(3)(iii)  (A)  through  P)  of 
this  section  shall  occur  at  50.000  miles 
(or  1,500  houre)  of  use  and  at  50,000- 
mile  (or  1,500-hour)  intervals  thereafter. 

(A)  Positive  crankcase  ventilation 
valve. 

(B)  Emission-related  hoses  and  tubes. 

(C)  Imition  wires. 
P)  Idle  mixture. 

(iv)  For  light-duty  vehicles,  light-duty 
trucJcs  and  heavy-duty  engines,  the 
adjustment,  cleaning,  repair,  or 
replacement  of  the  oxygen  sensor  shall 
occiir  at  80,000  miles  (or  2,400  hours)  of 
use  and  at  80,000-mile  (or  2,400-hour) 
intervals  thereafter. 

(v)  For  heavy-duty  engines,  the 
adjustment,  cleaning,  repair,  or 
replacement  of  the  items  listed  in 
paragraphs  (b)(3)(v)  (A)  through  (G)  of 
this  section  shall  occur  at  100,000  miles 
(or  3,000  houn)  of  use  and  at  100,000- 
mile  (or  3,000-hoiu')  intervals  thereafter. 

(A)  Catalytic  converter. 

(B)  Air  injection  system  components. 

(C)  Fuel  injectore. 

P)  Electronic  engine  control  unit  and 
its  associated  sensore  (except  oxygen 
sensor)  and  actuatora. 

(E)  Evaporative  emission  canister. 

(F)  Turbochaigers. 

(G)  Carburetora. 

(vi)  For  light-duty  vehicles  and  light- 
duty  trucks,  the  adjustment,  cleaning, 
repair,  or  replacement  of  the  items  listed 
in  paragraphs  (b)(3)(vi)  (A)  through  (I)  of 


this  section  shall  occur  at  100,000  miles 
of  use  and  at  100.000-mile  intervals 
thweafter. 

(A)  Catalytic  converter. 

(B)  Air  injection  system  components. 

(C)  Fuel  injectore. 

P)  Electronic  engine  control  unit  and 
its  associated  sensore  (except  oxygen 
sensor)  and  actuatora. 

(E)  Evaporative  emission  canister. 

(F)  Turoochargen. 

(G)  Carburetore. 
(H)  Superchargers. 

(D  EGR  System  including  all  related 
filtere  and  control  valves. 

(vii)  For  heavy-duty  engines  certified 
for  use  with  unleaded  fiiel  only,  the 
adjustment,  cleaning,  repair,  or 
replacement  of  the  EGR  system 
(including  all  related  fihen  and  control 
valves)  shall  occur  at  50.000  miles  (or 
1,500  hpurs)  of  use  and  at  50,000-mile 
(or  l,50b-hour)  intervals  thereafter. 

(4)  For  diesel-cycle  light-duty 
vehicles,  light-duty  trudu.  and  heavy- 
duty  engines,  emission-related 
maintenance  in  addition  to,  or  at  shorter 
intervals  than  that  listed  in  paragraphs 
(b)(4)  (i)  through  (iv)  of  this  section  will 
not  be  accepted  as  technologically 
necessary,  except  as  provided  in 
paragraph  (b)(7)  of  this  section. 

(i)  For  heawnduty  engines,  the 
adjustment,  cleaning,  repair,  or 
replacement  of  the  items  listed  in 
paragraphs  (b)(4)(i)  (A)  through  (C)  of 
this  section  shall  occiir  at  50.000  miles 
(or  1.500  houre)  of  use  and  at  50,000- 
mile  (or  1,500-hoiir)  intervals  thereafter. 

(A)  &diau8t  gas  recirculation  system 
including  all  related  filtere  and  control 
valves. 

(B)  Positive  crankcase  ventilation 
valve. 

(C)  Fuel  injectOT  tips  (cleaning  only). 

(ii)  For  light-duty  vehicles  and  light- 
duty  trucks,  the  adjustment,  cleaning, 
repair,  or  replacement  of  the  positive 
crankcase  ventilation  valve  shall  occur 
at  50,000  miles  of  use  and  at  50,000- 
mile  intervals  thereafter. 

(iii)  The  adjustment,  cleaning,  repair, 
or  replacement  of  items  listed  in 
paragraphs  (b)(4)(iii)  (A)  through  P)  of 
this  section  shall  occiu  at  100,000  miles 
(or  3.000  hoitfs)  of  use  and  at  100,000- 
mile  (or  3.000-hour)  intervals  thereafter 
for  light  heavy-duty  engines,  or,  at 
150.000  miles  (or  4,500  houre)  intervals 
thereafter  for  medium  and  heavy-duty 
engines. 

(A)  Fuel  injectors. 

(B)  Turbocharger. 

(Q  Electronic  engine  control  \mit  and 
its  associated  sensore  and  actuatore. 

P)  Particulate  trap  or  trap-oxidizer 
system  (including  related  components). 

(iv)  For  light-duty  vehicles  and  light- 
duty  trucks,  the  adjustment,  cleaning, 


repair,  or  replacement  shall  occur  at 
100,000  miles  of  use  and  at  100.000- 
mile  intervals  thereafter  of  the  items 
listed  in  paragraphs  (b)(4)(iv)  (A) 
through  (G)  of  tms  section. 

(A)  Fuel  injectors. 

(B)  Turbocnarger. 

(C)  Electronic  engine  control  unit  and 
its  associated  sensore  and  actuators. 

P)  Particulate  trap  or  trap-oxidizer 
system  (including  related  components). 

(E)  Exhaust  gas  recirculation  system 
including  all  related  filtere  and  control 
valves. 

(F)  Catalytic  converter. 

(G)  Supevchargere. 
(5HRe8erved] 

(6)  (1)  The  components  listed  in 
paragraphs  (bK6)(i)  (A)  through  (G)  of 
this  section  are  currentlv  de&ied  as 
critical  emission-relateo  components. 

(A)  Catalytic  converter. 

(^  Air  injection  system  components. 

(C)  Electronic  engine  control  imit  and 
its  associated  sensore  (including  oxygen 
sensor  if  installed)  and  actuatore. 

P)  Exhaust  gas  recirculation  system 
(including  all  related  fihere  and  control 
valves). 

(E)  Positive  crankcase  ventilation 
valve. 

(F)  Evaporative  emission  control 
system  components  (excluding  canister 
air  filter). 

(G)  Particulate  trap  or  trap-oxidizer 
system. 

(ii)  All  critical  emission-related 
scheduled  maintenance  must  have  a 
reasonable  likelihood  of  being 
performed  in-use.  The  manufacturer 
shall  be  required  to  show  the  reasonable 
likelihood  of  such  maintenance  being 
performed  in-use.  and  such  showing 
shall  be  made  prior  to  the  performance 
of  the  maintenance  on  the  durabiUty 
data  vehicle.  Qitical  emission-related 
scheduled  maintenance  items  which 
satisfy  one  of  the  conditions  defined  in 
paragraphs  (b)(6)(ii)  (A)  through  (F)  of 
this  section  will  be  accepted  as  having 
a  reasonable  likelihood  of  the 
maintenance  item  being  performed  in- 
use. 

(A)  Data  are  presented  which 
establish  for  the  Administrator  a 
connection  between  emissions  and 
vehicle  performance  such  that  as 
emissions  increase  due  to  lack  of 
maintenance,  vehicle  performance -will 
simultaneously  detwiorate  to  a  point 
unacceptable  for  typical  drivins. 

(B)  Siuvey  data  are  submittea  which 
adequately  demonstrate  to  the 
Administrator  that,  at  an  80  percent 
confidence  level.  80  percent  of  sudi 
engines  already  have  this  critical 
maintenance  item  performed  in-use  at 
the  recommended  intervaUs) 

(C)  A  clearly  displayed  visible  signal 
system  approved  l^  the  Administrator 
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is  inttalled  to  alert  the  v^de  driver 
that  maintenance  is  due.  A  signal 
bearing  the  message  "maintenance 
needed"  or  "check  «igine.",  or  a  similar 
message  approved  by  the  Administrator, 
shall  be  actuated  at  the  appropriato 
mileage  point  or  by  component  failure. 
This  signal  must  be  continuous  vrhlle 
the  en^ne  is  in  operation  and  not  be 
easily  eliminated  without  performance 
of  the  required  maintenance.  Resetting 
the  tigpu.  ^all  be  a  required  step  in  the 
maintenance  operation.  The  memod  for 
resetting  the  signal  system  shall  be 
approved  by  the  Administrator. 

U))  A  manufacturer  may  desire  to 
demonstrate  through  a  survmr  that  a 
critical  maintenance  item  is  likely  to  be 
performed  without  a  visible  signal  on  a 
maintenance  item  fat  which  there  is  no 
prior  in-use  experience  without  the 
gjputl-  To  that  end.  the  manufacturer 
may  in  a  given  model  vear  market  up  to 
200  randomly  selected  vriiides  per 
critical  eeussion-related  maintenance 
item  without  such  visible  signals,  and 
monitor  the  pwformanoe  of  the  critical 
maintenance  item  by  the  owners  to 
show  compliance  with  paragraph 
(b)(6)(ii)(B)  of  this  section.  This  option 
is  restrifled  to  two  consecutive  model 
years  and  may  not  be  repeeted  until  anv 
previous  siirvey  has  been  completed.  It 
the  critical  maintenance  involve*  more 
than  one  engine  family,  the  sample  will 
be  sales  wreo^ted  to  ensure  that  it  is 
representative  of  all  the  famiUes  in 
question. 

(E)  The  manufacturer  provides  the 
maintenance  free  of  diarge,  and  clearly 
informs  the  cnstamer  that  the 
maintenance  is  free  in  the  instructiont 
provided  under  $  86.087-38. 

(F)  Any  other  method  whidi  the 
Administrator  approves  as  establishing 
a  reasonable  likelihood  that  the  critical 
m»{ntn«anrA  will  be  performed  in-use. 

(iii)  Visible  sig^l  ^stems  used  under 
paragraph  (b)(6)(iiKC)  of  this  section  are 
considered  an  element  of  deslpi  of  the 
emiasioa  control  system.  Therefore, 
disabling,  resetting,  or  otherwise 
rendering  such  signals  inoperative 
without  also  performing  the  indicated 
maintenance  procedure  is  a  prohibited 
act  under  section  203(aX3)  of  dw  Clean 
Air  Act  (42  U.S.C  7522(a)  (3)). 

(7)  Changes  to  scheduled 
maiatenaace.  (i)  For  maintenance 
practices  that  existed  prior  to  the  1980 
ttuidei  year,  only  the  maintenance  items 
listed  in  paragraphs  (b)  (3)  and  (4)  of 
this  section  are  currently  considered  by 
EPA  to  be  emission-ielated.  The 
Adminiitratar  may.  however,  determine 
additional  scheduled  maintimance  items 
Uiat  existed  prior  to  the  1080  modd  year 
to  be  emiarian-ialatod  by  announcemrat 
in  a  federal  l«nilv  Notice.  In  no  event 


may  this  notification  occur  later  than 
September  1  of  the  calmdar  year  two 
years  prior  to  the  affected  model  year. 
(ii)  In  the  case  of  any  new  scheduled 
maintenance,  the  manufacturer  must 
submit  a  request  for  approval  to  the 
Administrator  for  any  maintenance  that 
it  wishes  to  recommend  to  pnrdiasers 
and  perform  during  durabinty 
determination.  New  scheduled 
maintenance  is  that  maintenance  which 
did  not  exist  prior  to  the  1980  model 
year,  including  that  which  is  a  direct 
result  of  the  implementation  of  new 
technology  not  foimd  in  production 
prior  to  the  1980  model  year.  The 
manufacturer  must  also  include  its 
recommendations  as  to  the  category 
(i.a.,  emission-related  or  non-emission- 
related,  critical  or  non-critical)  of  the 
subject  maintenance  and,  for  suggested 
emission-related  maintenance,  the 
maximum  feasible  maintenance 
interval.  Such  requests  must  include 
detailed  evidence  supporting  the  need 
for  the  maintenance  requestMl.  and  _ 
supporting  data  or  other  substantiation 
for  the  recommended  maintenance 
category  and  for  the  interval  suggested 
for  emission-related  maintenance. 
Requests  for  new  sdieduled 
maintenance  must  be  approved  prior  to 
the  introduction  of  the  new 
maintenance.  The  Administrator  will 
then  designate  the  maintenance  as 
emission-related  or  non-emission' 
related.  For  maintenance  items 
established  as  emission-related,  the 
Administrator  will  further  designate  the 
maintenance  as  critical  if  the 
component  which  receives  the 
maintenance  is  a  critical  component 
under  paragraph  (b)(6)  of  this  section. 
For  each  maintenance  item  designated 
as  emissicm-related.  the  Administrate 
will  also  esteblish  a  technologically 
necessary  maintenance  interval,  based 
on  indiistry  date  and  any  other 
information  available  to  EPA. 
Designations  of  emission-related 
maintenance  items,  along  with  their 
identification  as  critical  or  non-critical, 
and  establishment  of  tedmologically 
necessary  maintenance  intervals,  vrill  be 
announced  in  the  Federal  Bagieter. 

(iii)  Any  manufacturer  may  request  a 
(tearing  on  the  Administrator's 
determinations  in  paramoh  (bM7)  of 
this  section.  The  request  nail  be  in 
writing  and  shall  include  a  stetement 
specifying  the  manufacturer's  objections 
to  the  Administrator's  determinationa, 
and  data  in  suppnt  of  sucfa  objections, 
If .  after  review  of  die  request  and 
supportiiy  data,  the  Administrator  finds 
that  the  reqaast  raises  a  substantial 
factual  isaua,  ba  shall  provide  the 
manuisctiaer  a  hewing  in  accordance 


with  §  86.078-6  with  req>ect  to  web 

issue. 

(c)  Npn-emitsion-nlated  scheduled 
mo/ntenanoe  whidi  is  reasonable  and 
technoki^cally  necessary  (e.g..  oil 
change,  oil  filter  change,  fiiel  filter 
change,  air  filter  change,  cooling  system 
maintenance,  adiustment  of  idle  ^eed, 
governor,  engine  boh  torque,  valve  laah. 
injector  lash,  timing,  adjustment  of  air 
pump  drive  belt  tension,  lubrication  oi 
the  gyhf"«*  manifold  heet  control  valve, 
lubrication  of  carburetor  choke  linkage, 
retorqueing  carburetor  mounting  bolte. 
etc.)  may  be  performed  on  durability 
date  vehicles  at  the  leest  frequent 
intervals  recommended  by  the 
manufacturer  to  the  ultimate  purchaser, 
(e.g..  not  at  the  intervals  recommended 
for  severe  service). 

(d)  Unscheduled  maintenance  on 
ligjtit-diity  durability  data  vehicles.  (1) 
Unscheduled  maintenance  may  be 
perfrmned  during  the  testing  used  to 
determine  deterioration  factors,  ecoept 
as  provided  in  paragraf^  (d)  (2)  and  (3) 
of  this  section,  only  under  the  following 
provisians  dafined  in  paragraphs  (dXD 
(i)  tiirough  (iii)  of  this  section. 

(i)  A  foel  injector  or  spari^  plug  may- 
be diaitted  if  a  persistant  misfire  is 

(ii)  Readjustment  of  an  Otto-cyde 
vdiicle  cold-start  enrichment  system 
may  be  performed  if  there  is  a  problem 

ofstalUng. 

(iii)  Readjustment  of  the  engine  idle 
speed  (curb  idle  and  fast  idle)  may  be 
performed  in  addition  to  that  performed 
as  scheduled  maintenance  under 
paragraph  (c)  of  this  section  if  the  idle 
speed  exceeds  the  manufacturer's 
recommended  idle  speed  by  300  rpm  or 
more,  or  if  there  is  a  problem  of  stalling. 

(2)  Any  other  nnscneduled  vehicle, 
emission  control  system,  or  fuel  systam 
adjustment,  repair,  removal, 
disassembly,  cleaning,  or  r^lacement 
during  testing  to  determine 
deterioration  factors  shall  be  performed 
only  with  the  advance  approval  of  the 
Administralflr.  Such  approval  will  be 
given  if  the  Administrator 

(i)  Has  made  a  preliminary 
determination  that  the  part  failure  or 
system  malftipf**"",  or  the  rroair  of 
such  failure  or  malfunction,  does  not 
render  the  vehicle  or  engine 
unrepresentetive  of  vehiclea  or  engines 
in-use  and  docs  not  require  direct  access 
to  the  combustiott  tiiMiber,  eoccept  for 
sparic  plug,  foel  injection  component,  or 
removable  predmnber  removd  or 
replacement;  and 

(ii)  Has  made  a  determination  that  die 
need  for  maintenance  or  repairs  Is 
indicated  by  an  overt  Indication  of 
raalfonctioB  snd)  as  persistent 
misfiriag.  enj^  stalling,  unwiheating. 
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fluid  leakage,  loss  of  oil  pressure, 
excessive  hiel  consumption,  or 
excessive  power  loss.  The  Administrator 
shall  be  given  the  opportimity  to  verify 
the  existence  of  an  overt  indication  of 
part  Cailuro  and/or  vehicle/engine 
malfunction  (e.g..  misfiring,  stalling, 
black  smoke),  or  an  activation  of  an 
audible  and/or  visible  signal,  prior  to 
the  performance  of  any  maintenance  to 
which  such  overt  indication  or  signal  is 
relevant  imder  the  provisions  of  una 
section. 

(3)  Emission  measurement  may  not  be 
used  as  a  means  of  determining  the  need 
for  unscheduled  maintenance  under 
paragraph  (dK2)  of  this  section,  except 
under  the  conditions  defined  in 
paragraphs  (dK3)  (U  through  (it)  of  this 
section. 

(i)  The  Administrator  may  approve 
unscheduled  maintenance  on  durability 
data  vehicles  based  upon  a  significant 
change  in  emission  levels  that  indicates 
a  vehicle  or  engine  malfunction.  In 
these  cases  the  Administrator  may  first 
approve  specific  diagnostic  procedures 
to  identify  the  source  of  the  problem. 
The  Administrator  may  further  approve 
of  specific  corrections  to  the  problem 
after  the  problem  has  been  identified. 
The  Administrator  may  onfy  approve 
the  corrective  action  after  it  is 
determined  that: 

(A)  The  malfunction  was  caused  by 
nonproduction  build  practices  or  by  a 
previously  undetected  design  problem; 

(B)  The  malfunction  will  not  occur  in 
production  vehicles  or  engines  in-usa; 
and 

(C)  The  deterioration  factor  generated 
by  the  durability  data  vehicle  or  engine 
will  remain  unaffected  by  the 
malhmction  or  by  the  corrective  action 
(e.g.,  the  malfunction  was  present  for 
only  a  short  period  of  time  before 
detection,  replacement  parts  are 
functionally  representative  of  the  proper 
milea^  or  hours,  etc.). 

(ii)  Following  any  unscheduled 
maintenance  approved  under  paragraph 
(d)(3)(i)  of  this  section,  the  manufacturer 
shall  perform  an  after-maintenance 
emission  test.  If  the  Administrattv 
determines  that  the  after-maintenance 
emission  levels  for  any  pollutant 
indicates  that  the  deterioration  factor  is 
no  longer  representative  of  production, 
the  Administrator  may  disqualify  the 
durability  data  vehicle  or  engine. 

(4)  If  the  Administrator  determines 
that  part  failure  or  system  malfunctian 
occurrence  and/or  repair  rendered  the 
vehicle/engine  imrepresentative  of 
vehides  in-use.  the  vehicle/engiiM  shdl 
not  be  used  for  determining 
deterioration  factoK. 

(5)  Repairs  to  vehicle  components  of 
a  durability  data  vehicle  other  than  the 


engine,  emission  control  system,  or  fuel 
system,  shall  be  perfiormea  only  as  a 
result  of  part  fiduire.  vehicle  system 
malfunction,  or  %irith  the  advance 
approval  of  the  Administrator. 

(e)  Maintenance  on  emission  data 
vehicles  and  engines.  (1)  Adjustment  of 
engine  idle  spewl  on  emission  data 
vehicles  may  be  performed  once  before 
the  low-mileage/low-hour  emission  test 
point.  Any  other  engine,  emission 
control  system,  or  fuol  system 
adjustment,  repair,  removal, 
disassembly,  cleaning,  or  replacement 
on  emission  data  vehicles  shall  be 
performed  only  with  the  advance 
approval  of  the  Administrator. 

(2)  [Reserved] 

(3)  [Reservedl 

(4)  Repain  to  vehicle  components  of 
an  emission  data  vehicle  other  than  the 
engine,  emission  control  system,  or  fuel 
system,  shall  be  performed  only  as  a 
result  of  part  Cailure,  vehicle  system 
malfunction,  m  with  the  advance 
approval  of  the  Administrator. 

(f)  Equipment,  instruments,  or  tools 
may  not  be  used  to  identify 
malfunctioning,  maladjusted,  or 
defective  engine  components  unless  the 
same  or  equivalent  equipment, 
instruments,  or  tools  will  be  available  to 
dealerships  and  other  service  outlets 
and: 

(1)  Are  used  in  conjunction  with 
scheduled  maintenance  on  such 
components;  or 

(2)  Are  used  subsequent  to  the 
identification  of  a  vehicle  or  engine 
malfunction,  as  provided  in  paragraph 
(d)(2)  of  this  section  for  duramlity  data 
vc^cles  or  in  paragraph  (e)(1)  of  this 
section  for  emission  data  vehicles;  or 

(3)  Unless  ^>ecifically  authorized  by 
the  Administrator. 

(g)(1)  Paragraph  (g)  of  this  secticm 
applies  to  lightHduty  vehicles. 

(2)  Complete  emission  tests  (see 
§§  86.106  through  86.145)  are  required, 
unless  waived  by  the  Administrator, 
before  and  after  scheduled  maintenance 
approved  for  durability  data  vehicles. 
Tlie  manufacturer  may  perform 
emission  tests  before  unscheduled 
maintenance.  Complete  emission  tests 
are  required  after  unscheduled 
maintenance  whidi  may  reasonably  be 
expected  to  affect  emissions.  The 
Administrator  may  waive  the 
requirement  to  test  after  unscheduled 
maintmiance.  These  test  data  may  be 
submitted  weekly  to  the  Administrator, 
but  diall  be  air  posted  or  delivered 
within  7  days  after  completion  of  the 
tests,  along  with  a  complete  record  of  all 
pertinent  maintenance,  including  a 
preliminary  engineering  report  c$  any 
malfunctioB  diagnosis  and  the 
corrective  action  taken.  A  complete 


engineering  report  shall  be  delivered  to 
the  Admin^trator  conciurently  with  the 
manufacturer's  application  for 
certification. 

(h)  All  test  data,  maintenance  reports, 
and  required  engineering  reports  shall 
be  compiled  and  provided  to  the 
Administrator  in  accordance  with 
§86.090-23. 

11.  A  new  S  86.094-26  is  added  to 
subpart  A  to  read  as  follows: 

f86.0M-2C 


(aMl)  Paragraph  (a)  of  this  section 
applies  to  li^nduty  vehicles,  ft 
prescribes  mileage  and  service 
accumulation  requirements  for 
durrttility  data  vehicles  run  under  either 
the  Standard  AMA  Durability  Program 
of  §  86.094-13(c)  or  the  Production 
AMA  Durability  Program  of  §  86.094- 
13(d).  and  for  emission  data  vehicles 
regardless  of  the  durability  program 
employed.  Service  accumulation 
requirements  for  durability  data 
vehicles  run  under  the  Ahemative 
Service  Accumulation  Program  may  be 
found  in  §  86.094-13(e). 

(2)  The  standard  method  of  whole- 
vehicle  service  accumulation  for 
durability  data  vehicles  and  for 
emission  data  vehicles  in  model  years 
1994, 1995,  and  1996  shall  be  mileage 
accumulation  using  the  Durability 
Driving  Schedule  as  specified  in 
appendix  IV  to  this  part.  A  modified 
procedure  may  also  be  used  if  approved 
in  advance  by  the  Administrator.  Except 
with  the  advance  approval  of  the 
Administrator,  all  vehicles  will 
accumulate  mileage  at  a  measured  oub 
weight  which  is  within  100  pounds  of 
the  estimated  curb  weight  If  the  loaded 
vehicle  «reight  is  within  100  pounds  of 
being  included  in  the  next  higher  inertia 
weight  class  as  specified  in  §  86.129,  the 
manufacturer  may  elect  to  coiidiict  the 
respective  emission  tests  at  higher 
loaded  vehicle  weight 

(3)  Emission  data  vehicles.  Unless 
otherwise  provided  for  in  §  86.094- 
23(a),  emission  data  v^icles  shall  be 
operated  and  tested  as  described  in 
paragraphs  (aK3)  (i)  and  (ii)  of  this 
section. 

(i)  Otto-cycle,  (A)  The  manufacturer 
shall  determine,  for  each  engine  family, 
the  mileage  at  which  the  engine-system 
combination  is  stabilized  for  emission 
>  data  testing.  The  manu&cturer  shall 
maintain,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  ttsad  in  making  this 
determination.  The  manufectuier  may 
elect  to  accumulate  4,000  miles  on  each 
test  vehicle  within  an  engine  family 
without  mdung  a  determination,  llie 
mafiufecturer  must  accumulate  a 
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minimum  of  2.000  miles  (3,219 
kilometers)  on  each  test  vehicle  within 
an  engine  family.  All  test  vehicle 
mileage  must  be  acairately  determined, 
recorded,  and  reported  to  the 
Administrator.  Any  vehicle  used  to 
represent  emission  data  vehicle 
selections  under  §86.094-24(b)(l)  shall 
be  equipped  with  an  engine  and 
emission  control  system  that  has 
accumulated  the  mileage  the 
manufacturer  chose  to  accumulate  on 
the  test  vehicle.  Fuel  economy  data 
generated  from  certification  vehicles 
selected  in  accordance  with  S  86.094- 
24(b)(1)  with  engine-system 
combinations  that  have  accumulated 
mme  than  10.000  kilometers  (6,200 
miles)  shall  be  factored  in  accordance 
with  S  600.006(c)  of  this  chapter. 
Complete  exhaust  and  evaporative  (if 
required)  emission  tests  shall  be 
conducted  for  each  emission  data 
vehicle  selection  under  S  86.094- 
24(b)(1) .  The  Administrator  may 
determine  under  §  86.094-24(0  that  no 
testing  is  required. 

(B)  Emission  tests  for  emission  data 
vehicle(s]  selected  for  testing  under 

§  86.094-24(b)(l)  (v)  or  (viii)  shall  be 
conducted  at  the  mileage  (2.000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  under  high-altitude  conditions. 

(C)  Exhaust  and  evaporative 
emissions  tests  for  emission  data 
vehicle(s)  selected  for  testing  under 
S86.094-24(b)(l)  (J).  (ii).  (iii).  (iv).  or 
(vii)(B)  shall  be  conducted  at  the 
mileage  (2,000  mile  minimum)  at  which 
the  engine-system  combination  is 
stabilized  for  emission  testing  under 
low-altitude  conditions. 

(D)  For  each  engine  family,  the 
manufacturer  will  either  select  one 
vehicle  previously  selected  under 

§  86.094-24(b)(l)  (i)  through  (iv)  to  be 
tested  under  high-altitude  conditions  or 
provide  a  statement  in  accordance  with 
$86.094-24(b)(l)(v).  Vehicles  shall  meet 
emission  standards  under  both  low-  and 
hig^-altitude  conditions  without 
manual  adjustments  or  modifications.  In 
addition,  any  emission  control  device 
used  to  conform  with  the  emission 
standards  under  high-altitude 
conditions  shall  initially  actuate 
(automatically)  no  higher  than  4.000  feet 
above  sea  level. 

(ii)  Diesel-cycle.  (A)  The  manufacturer 
shall  determine,  for  each  engine  family, 
the  mileage  at  which  the  engine-system 
combination  is  stabilized  for  emission 
data  testing.  The  manufacturer  shall 
maintain,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  used  in  making  this 
determination.  The  manufacturer  may 
elect  to  accumulate  4.000  miles  on  each 


test  vehicle  within  an  engine  family 
without  making  a  determination,  llie 
manufacturer  must  accumulate  a 
minimum  of  2.000  miles  (3,219 
kilometers)  on  each  test  vehicle  within 
an  engine  family.  All  test  vehicle 
mileage  must  be  accurately  determined, 
recorded,  and  reported  to  the 
Administrator.  Any  vehicle  used  to 
represent  emission  data  vehicle 
selections  under  §  86.094-24(b)(l)  shall 
be  equipped  with  an  engine  and 
emission  control  system  that  has 
accumulated  the  mileage  the 
manufacturer  chose  to  accumulate  on 
the  test  vehicle.  Fuel  economy  data 
generated  from  certification  vehicles 
selected  in  accordance  with  §  86.094- 
24(b)(1)  with  engine-system 
combinations  that  have  accumulated 
more  than  10.000  kilometers  (6,200 
miles)  shall  be  factored  in  accordance 
with  §  600.006  of  this  chapter.  Complete 
exhaust  emission  tests  shall  be 
conducted  for  each  emission  data 
vehicle  selection  under  8  86.094- 
24(b)(1).  The  Administrator  may 
determine  under  §  86.094-24(0  that  no 
testing  is  required. 

(B)  Emission  tests  for  emission  data 
vehicle(s)  selected  for  testing  under 

§  86.094-24(b)(l)(v)  shall  be  conducted 
at  the  mileage  (2,000  mile  minimum)  at 
which  the  engine-system  combination  is 
stabilized  for  emission  testing  under 
high-altitude  conditions. 

(C)  Exhaust  and  evaporative  emission 
tests  for  emission  data  vehicle(s) 
selected  for  testing  under  8  86.094- 
24(b)(1)  (i),  (ii),  (iii).  (iv).  or  (vii)(B)  shall 
be  conducted  at  the  mileage  (2.000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  under  low-altitude  conditions. 

(D)  For  each  engine  family,  the 
manufacturer  will  either  select  one 
vehicle  previously  selected  under 

8  86.094-24(b)(l)  (i)  through  (iv)  to  be 
tested  under  high-altitude  conditions  or 
provide  a  statement  in  accordance  with 
8  86.094-24(b)(l)(v).  Vehicles  shall  meet 
emission  standards  under  both  low-  and 
high-altitude  conditions  without 
manual  adjustments  or  modifications.  In 
addition,  any  emission  control  device 
used  to  conform  with  the  emission 
standards  under  high-altitude 
conditions  shall  initially  actuate 
(automatically)  no  higher  than  4.000  feet 
above  sea  level. 

(4)  (i)  Durability  data  vehicles.  (A) 
Unless  otherwise  provided  for  in 
8  86.094-13(e)  or  8  86.094-23(a)  or  in 
paragraph  (a)(4)(i)(B)  of  this  section, 
each  durability  data  vehicle  shall  be 
driven  on  the  whole-vehicle  mileage 
accumulation  cycle  specified  in 
paragraph  (a)(2)  of  this  section,  with  all 
emission  control  systems  installed  and 


operating,  up  to  a  mileage  endpoint 
corresponding  to  the  vehicle's  durability 
useful  life  as  defined  in  8  86.094-2. 

(B)  Extrapolation  ofdumbility  data 
and  changes  to  the  mileage 
accumulation  cycle.  (1)  Once  a 
durability  vehicle  has  reached  the 
greater  of  75.000  miles  or  three-quarters 
of  the  applicable  durability  useful  life, 
the  manufacturer  may  petition  the 
Administrator  to  extrapolate  the 
durability  data  obtained  up  to  that  point 
out  to  the  durability  useful  life  or  to 
replace  the  mileage  accumulation  cycle 
with  an  alternative  that  meets  the 
criteria  of  paragraph  (a)(2)  of  this 
section.  In  the  petition,  the 
manufacturer  snail  supplement  the 
durability  vehicle  data  with  other 
information  demonstrating  the 
durability  of  the  vehicle's  emission 
control  components  and  systems  at  or 
beyond  the  durability  usehil  life. 

[2)  Factors  the  Administrator  will 
consider  in  evaluating  petitions  for 
extrapolation  of  durability  data  or  for 
changes  to  the  mileage  accumulation 
cycle  include,  but  are  not  limited  to.  any 
unusual  scheduled  maintenance, 
unscheduled  maintenance,  the  general 
linearity  and  scatter  of  the  actual  data, 
reasonable  explanations  for  all  outlier 
data,  the  technical  validity  of  any 
substitute  mileage  eccumulation  cycle, 
and  evidence  supplied  by  the  vehicle 
manufacturer  of  component  and  system 
durability. 

(J)  If  a  petition  for  extrapolation  of 
durability  data  is  approved,  the 
endpoint  for  whole-vehicle  mileage 
accumulation  of  the  durability  data 
vehicle  shall  be  the  mileage  attained  by 
the  vehicle  as  reflected  in  the  petition. 

(4)  Discontinuation  of  a  durability 
data  vehicle  shall  be  allowed  only  with 
the  consent  of  the  Administrator. 

(C)  Complete  exhaust  emission  tests 
shall  be  made  at  nominal  test  point 
mileage  intervals  that  the  manufacturer 
determines.  At  a  minimum,  two 
complete  exhaust  emission  tests  shall  be 
made.  The  first  test  shall  be  made  at  a 
distance  not  greater  than  6.250  miles. 
The  last  shall  be  made  at  the  mileage 
accumulation  endpoint  determined  in 
paragraph  (a)(4)(i)  (A)  or  (B)  of  this 
section,  whichever  is  applicable. 

(D)  Except  with  advance  approval  of 
the  Administrator,  the  mileage  interval 
between  nominal  test  points  must  be  of 
equal  length  except  for  the  interval 
between  zero  miles  and  the  first  test, 
and  any  interval  before  or  after  testing 
conducted  in  conjunction  with  vehicle 
maintenance  as  specified  in  8  86.094- 
25(g)(2). 

(ii)  The  manufacturer  may,  at  its 
option,  alter  the  disability  data  vehicle 
at  the  selected  nominal  test  point  to 
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lepretent  eraiuioB  data  vehkJe(s> 
wUhia  the  same  engine-systsm 
ooabinatioD  and  pwfarm  emisakMi  teats 
on  tfaa  akered  vehicte.  Upon  completion 
of  emission  testing,  the  manufacturer 
may  rotum  the  test  v^iicle  to  the 
durability  data  vehicle  configuratioa 
and  continne  mileage  aoctumilation. 

(S)(i)  All  teetfl  recfuired  by  this  subpart 
on  enisaion  data  vehiclea  shall  be 
conducted  at  a  mileage  eoual  to  or 
greater  than  the  mileage  the 
mamibcturer  detarmines  under 
paragraph  (aU3)  of  this  section. 

(ii)  All  tests  required  by  this  sul^Mit 
on  durability  data  vehiclea  shall  be 
conducted  within  250  miles  of  each  of 
the  noflunal  test  points.  This  ±250  mile 
test  point  mileage  tolerance  may  be 
moaified  with  the  advance  approval  of 
the  Administrator  if  the  basis  for  the 
tvritten  request  is  to  prevent  an 
intenruptiou  of  durability  mileage 
accumulation  due  to  test  sdieduiing 
conflicts  for  weekends,  holidajrs,  and 
other  similar  drcumstancea. 

(GUiHA)  The  manufacturer  may 
conduct  multiple  tests  at  any  teat  point 
at  which  the  data  are  intMided  to  be 
used  in  the  deterioration  factor.  At  each 
test  point  where  multiple  tests  are 
conducted,  the  test  results  from  all  valid 
tests  shall  be  averaged  to  determine  the 
data  point  to  be  used  in  the 
deterioration  factor  calculation,  except 
under  paragraph  (aM6Mi)(B)  of  this 
section.  The  test  results  from  eaaisaion 
tests  performed  before  malntaoance 
afiecting  emissions  shall  not  be 
avenged  with  test  results  after  the 
maintenance. 

(B)  The  manufacturer  is  not  required 
to  average  multiple  teats  if  the 
manub^urer  conducts  no  more  than 
three  teats  at  each  teat  point  and  if  the 
number  of  teats  at  each  teat  point  is 
equaL  All  test  points  must  ba  treated  the 
saaae  for  all  exhauat  poUutants. 

(ii)  The  reaults  of  ul  emission  testing 
shall  be  supplied  to  the  Administrator. 
The  manufacturer  shall  furnish  to  the 
Administrator  explanation  for  voiding 
any  test  The  Administrator  will 
'  determine  if  voiding  the  teat  was 
appropriate  based  upon  the  explanation 
given  by  the  manufacturer  for  the 
voided  test  Tests  between  test  points 
may  be  conducted  as  required  by  the 
Administrrtor.  Data  from  all  teats 
(including  voided  teats)  may  be 
sttbmittea  weekly  to  the  Adminiatralnr. 
but  shall  be  air  poated  or  delivered  to 
the  Administrator  urithin  7  daya  aAat 
completion  of  the  teat  In  additinn.  all 
teat  data  shall  be  compiled  and 
provided  to  the  Adminietraior  in 
accordance  with  $86,091-23.  Whawthe 
Admiaislif  tor  conducts  a  teat  on  a 
durability  data  vehide  at  a  presciibed 


test  point  the  results  of  that  teat  will  be 
used  in  the  calculatian  of  the 
deterioration  factor. 

(iii)  The  results  of  all  emission  tests 
shall  be  rounded  to  the  number  of 
places  to  the  right  of  the  decimal  point 
indicated  by  expreaaing  the  applicable 
emission  standard  of  this  subpart  to  one 
additional  significant  figure,  in 
accordance  with  the  rounding  off 
method  specified  in  ASTM  E  29-67 
(reepproinKi  1980)  ("Standard 
recommended  practice  for  indicating 
which  places  of  figures  are  to  be 
considered  significant  in  specified 
limiting  values."  American  Society  for 
Testing  and  Materials).  This 
incorporation  by  reference  was 
approved  by  the  Director  of  the  Federal 
Riagister  in  accordance  with  5  U.S.C 
552(a)  and  1  CFR  part  51.  Copies  may 
be  detained  firom  American  Society  for 
Testing  and  Materials,  1916  Race  St, 
Philadelphia.  PA  19103.  Copies  may  be 
inspected  at  the  U.S.  Environmental 
Protection  Agency,  Air  Docket  Section, 
room  M-1500. 401  M  Street  SW.. 
Washington.  DC  20460  or  at  the  Office 
of  the  Federal  Register.  800  North 
Capitol  Street.  hW..  suite  700. 
Washington  DC 

(7)  Whenever  a  manufacturer  intends 
to  operate  and  test  a  vehicle  which  may 
be  used  for  emission  or  durability  data, 
the  manufacturer  shall  retain  in  its 
records  all  information  concerning  all 
emissions  tests  and  maintenance, 
including  vehicle  alterations  to 
represent  other  vehicle  selections.  For 
emission  data  vehiclea.  this  information 
shall  be  submitted,  includin^tha 
vehicle  deacription  and  specification 
information  required  by  the 
Administrator,  to  the  Administrator 
following  the  emission  data  test  For 
diuability  data  vehicles,  this 
infomation  shall  be  submitted 
following  the  5,000-mile  test 

(8)  The  data  from  emission  data 
vehicles  and  durability  data  vehidee 
obtained  pursuant  to  the  provisions  of 
this  section  will  be  used  in  the 
calculations  under  $  86.094-28. 

(9)  (i)  The  Administrator  may  elact  to 
operate  and  test  uiy  test  vehicle  during 
all  or  any  part  of  the  mileage 
acciuBulation  and  testing  fHocediue.  In 
such  cases,  the  manufachirer  shall 
provide  the  vehide(s)  to  the 
Administrator  with  all  inionaation 
neceeaary  to  conduct  this  testing. 

(ii)  The  test  procedures  in  §§86.106 
through  86.145  will  be  followed  by  dw 
Administiator.  The  Adn^niatrator  will 
test  the  vehicles  at  eadi  teat  poii^ 
MaJntwnanne  may  be  performed  by  the 
manofadarar  under  such  oonditioas  as 
the  Administrator  may  prsecrttie. 


(iii)  The  data  developed  by  the 
Administrator  for  the  engine-system 
combination  shall  be  combined  with 
any  apphcaUe  data  supplied  by  the 
manufacturer  on  other  vehicles  of  that 
combination  to  determine  the  applicable 
deterioration  factors  for  the 
combination.  In  the  case  of  a  significant 
discrepaixy  between  data  developed  by 
the  Administrator  and  that  submitted  by 
the  manufacturer,  the  Administrator's 
data  shall  be  used  In  the  determination 
of  deterioration  factors. 

(10)  Emission  tasting  of  any  type  with 
respect  to  any  certification  vehicle  other 
thaif  that  specified  in  this  part  is  not 
allowed  except  as  such  testing  may  be 
spedficalty  authorized  by  the 
Administrator. 

(11)  This  section  does  not  apply  to    ■ 
testing  conducted  to  meet  the 
remiiremmts  of  §  B6.091-23(b)(2). 

(o)  (1)  Paragra^  (b)  of  this  section 
applies  to  h^t-duty  trucks. 

(2)  Four  types  of  mileage  or  service 
accumufation  ara  applicable  to  light- 
duty  trucks,  as  described  in  paragraphs 
(b)(2)  (i)  through  (iv)  of  this  section. 

(i)  Paragraph  (bX2)(i)  of  this  secUon 
applies  to  service  acciunulation 
coiKhicted  under  the  Standard  Self- 
Approval  Durability  Program  of 
§  86.094-13(0  .  This  type  of  service 
accumulation  is  applicable  for  model 
yean  1994, 1995,  and  1996  only.  The 
manufacturer  determines  the  form  and 
extent  of  this  service  accumulation, 
consistent  with  good  mgfneering 
practice,  mm)  describes  it  in  the 
application  for  certification.  Service 
accumulation  under  the  Standard  Self- 
Approval  Durability  Program  is 
conducted  on  vehicles,  engines, 
subsystems,  or  components  selected  by 
the  manufacturer  under  §  86.094- 

24(c)(2Xi). 

(ii)  Paragraph  (b)(2Xii)  of  this  section 
applies  to  service  accunmlation 
conducted  under  the  Alternative  Service 
Accumulation  Durability  Program  of 
§86.094-13(e) .  This  type  of  service 
accumulation  is  applicable  for  model 
yeare  1994. 1995,  and  1996  ( r.ly.  The 
service  accmmilation  metho  i  is 
developed  by  the  manufacturer  to  be 
consistent  with  good  engine  ning 
practice  and  to  accurately  p.^>dict  the 
deterioration  of  the  vehicle's  emissions 
in  actual  use  over  its  full  useful  life.  The 
medtod  fa  subfect  to  advance  approval 
by  the  Administrator  and  to  verification 
by  an  tn-nse  verification  program 
conducted  bj  the  manufacturer  under 
§86.094-13(eX5). 

(iii)  Paragraph  (b)(2Kiti)  of  thfa  section 
applies  to  aaileage  act»nmlation  of  the 
duration  selected  by  the  manufacturer 
on  eaaission  data  vehicles  selected 
under  §  86.094-24(b)(l).  The  procedure 
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for  mileage  accumulation  will  be  the 
Durability  Driving  Schedule  as  specified 
in  Appendix  IV  to  this  part.  A  modified 
procedure  may  also  be  used  if  approved 
in  advance  by  the  Administrator.  Except 
with  the  advance  approval  of  the 
Administrator,  all  vehicles  will 
acciunulate  mileage  at  a  measured  curb 
weight  which  is  within  100  pounds  of 
the  estimated  oirb  weight.  If  the  loaded 
vehicle  weight  is  within  100  pounds  of 
being  included  in  the  next  higher  inertia 
wei^t  class  as  specified  in  §  86.129,  the 
manufacturer  may  elect  to  conduct  the 
respective  emission  tests  at  higher 
loaded  vehicle  weight. 

(iv)  Service  or  mileage  accumulation 
may  also  be  part  of  the  test  procediues 
used  by  the  manufacturer  to  establish 
evaporative  emission  deterioration 
factors. 

(3)  Exhaust  emission  deterioration 
factors  will  be  determined  on  the  basis 
of  the  mileage  or  service  accumulation 
described  in  paragraph  (b)(2)  (i)  or  (ii) 
of  this  section  and  related  testing, 
according  to  the  manufacturer's 
procedures. 

(4)  Each  emission  data  vehicle  shall 
be  operated  and  tested  as  follows: 

(i)  Otto-cycle.  (A)  The  manufacturer 
shall  determine,  for  each  engine  family, 
the  mileage  at  which  the  engine-system 
combination  is  stabilized  for  emission 
data  testing.  The  manufacturer  shall 
maintain,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  used  in  making  this 
determination.  The  manufacturer  may 
elect  to  accumulate  4,000  miles  on  each 
test  vehicle  within  an  engine  family 
without  making  a  determination.  The 
manufactxirer  must  accumulate  a 
minimum  of  2,000  miles  (3,219 
kilometers)  on  each  test  vehicle  within 
an  engine  family.  All  test  vehicle 
mileage  must  be  accurately  determined, 
recorded,  and  reported  to  the 
Administrator.  Any  vehicle  used  to 
represent  emission  data  vehicle 
selections  under  §  86.094-24(b)(l)  shall 
be  equipped  with  an  engine  and 
emission  control  system  that  has 
accumulated  the  mileage  the 
manufacturer  chose  to  accumulate  on 
the  test  vehicle.  Fuel  economy  data 
generated  from  certification  vehicles 
selected  in  accordance  with  §  86.094- 
24(b)(1)  with  engine-system 
combinations  that  have  accumulated 
more  than  10,000  kilometers  (6.200 
miles)  shall  be  factored  in  accordance 
with  §  600.006  of  this  chapter.  Complete 
exhaust  emission  tests  shall  be 
conducted  for  each  emission  data 
vehicle  selection  under  $  86.094- 
24(b)(1).  The  Administrator  may 
determine  under  §  86.094-24(f)  that  no 
testing  is  required. 


(B)  Emission  tests  for  emission  data. 
vehicle(s)  selected  for  testing  under 

§  86.094-24(b)(l)  (v)  or  (viii)  shall  be 
conducted  at  the  mileage  (2,000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  or  at  6,436  kilometers  (4,000 
miles)  under  high-altitude  conditions. 

(C)  Exhaust  and  evaporative  emission 
tests  for  emission  data  vehicle(s) 
selected  for  testing  under  S  86.094- 
24(b)(1)  (ii),  (iii),  (iv)(A).  or  (vii){B)  shall 
be  conducted  at  the  mileage  (2,000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  or  at  6,436  kilometer  (4,000  mile) 
test  point  under  low-altitude  conditions. 

(D)  If  the  manufacturer  recommends 
adjustments  or  modifications  in  order  to 
conform  to  emission  standards  at  high 
altitude,  such  adjustments  or 
modifications  shall  be  made  to  the  test 
vehicle  selected  under  §  86.094-24(b)(l) 
(v)  and  (viii)  (in  accordance  with  the 
instructions  to  be  provided  to  the 
ultimate  purchaser)  before  being  tested 
under  high-altitude  conditions. 

(ii)  Diesel-cycle.  (A)  The  manufacturer 
shall  determine,  for  each  engine  family, 
the  mileage  at  which  the  engine-system 
combination  is  stabilized  for  emission 
data  testing.  The  manufacturer  shall 
maintain,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  used  in  making  this 
determination.  The  manufacturer  may 
elect  to  acounulate  4,000  miles  on  each 
test  vehicle  within  an  engine  femijy 
without  making  a  determination.  Ine 
manufacturer  must  accumulate  a 
minimum  of  2,000  miles  (3,219 
kilometers)  on  each  test  vehicle  within 
an  engine  family.  All  test  vehicle 
mileage  must  be  accxuately  determined, 
recorded,  and  reported  to  the 
Administrator.  Any  vehicle  used  to 
represent  emission  data  vehicle 
selections  under  §  86.094-24(b)(l)  shall 
be  equipped  with  an  engine  and 
emission  control  system  that  has 
accumulated  the  mileage  the 
manufacturer  chose  to  accumulate  on 
the  test  vehicle.  Fuel  economy  data 
generated  fiom  certification  vehicles 
selected  in  accordance  with  §  86.094- 
24(b)(1)  with  engine-system 
combinations  that  have  accumulated 
more  than  10,000  kilometers  (6,200 
miles)  shall  be  factored  in  accordance 
with  §  600.006(c)  of  this  chapter. 
Complete  exhaust  emission  tests  shall 
be  conducted  for  each  emission  data 
vehicle  selection  under  §  86.094- 
24(b)(1).  The  administrator  may 
determine  under  $  86.094-24(0  that  no 
testing  is  required. 

(B)  Emission  tests  for  emission  data 
vehicle(s)  selected  for  testing  under 
§  86.094-24(b)(l)(v)  shall  be  conducted 


at  the  mileage  (2,000  mile  minimum)  at 
which  the  engine-system  combination  is 
stabilized  for  emission  testing  or  at  the 
6,436  kilometer  (4,000  mile)  test  point 
under  high-altitude  conditions. 

(C)  Exhaust  and  evaporative  emission 
tests  for  emission  data  vehicle(s) 
selected  for  testing  under  §  86.094- 
24(b)(1)  (ii).  (iii).  and  (iv)  shall  be 
conducted  at  the  mileage  (2,000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  or  at  the  6,436  kilometer  (4,000 
mile)  test  point  under  low-altitude 
conditions. 

(D)  If  the  manufacturer  recommends 
adjustments  or  modifications  in  order  to 
conform  to  emission  standards  at  high- 
altitude,  such  adjustments  or 
modifications  shall  be  made  to  the  test 
vehicle  selected  under  S  86.094-24(b)(l) 
(v)  and  (viii)  (in  accordance  with  the 
instructions  to  be  provided  to  the 
ultimate  purchaser)  before  being  tested 
under  high-altitude  conditions. 

(iii)  [Reserved] 

(iv)  All  tests  required  by  this  subpart 
on  emission  data  vehicles  shall  be 
conducted  at  a  mileage  equal  to  or 
greater  than  the  mileage  the 
manufacturer  determines  under 
paragraph  (b)(4)  of  this  section. 

(c)(1)  Paragraph  (c)  of  this  section 
applies  to  heavy-duty  engines. 

(2)  Two  types  of  service  accumulation 
are  applicable  to  heavy-duty  engines,  as 
descrioed  in  paragraphs  (c)(2)  (i)  and  (ii) 
of  this  section. 

(i)  Service  accumulation  on  engines, 
subsystems,  or  components  selected  by 
the  manufactiuer  under  §  86.094- 
24(c)(3)(i).  The  manufactiuer  determines 
the  form  and  extent  of  this  service 
accumulation,  consistent  with  good 
engineering  practice,  and  describes  it  in 
the  application  for  certification. 

(ii)  Dynamometer  service 
accumulation  on  emission  data  engines 
selected  under  §  86.094-24(b)  (2)  or  (3). 
The  manufacttuer  determines  the  engine 
operating  schedule  to  be  used  for 
dynamometer  service  accumulation, 
consistent  with  good  engineering 
practice.  A  single  engine  operating 
schedule  shall  be  used  for  all  engines  in 
an  engine  family-control  system 
combination.  Operating  schedules  may 
be  different  for  different  combinations. 

(3)  Exhaust  emission  deterioration 
factors  will  be  determined  on  the  basis 
of  the  service  accumulation  described  in 
paragraph  (b)(2)(i)  of  this  section  and 
related  testing,  according  to  the 
manufacturer's  procedures. 

(4)  The  manufacturer  shall  determine, 
for  each  engine  family,  the  niunber  of 
hours  at  which  the  engine  system 
combination  is  stabilized  (no  less  than 
62  hours  for  catalyst  equipped)  for 
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emission  data  testing.  The  manu&ctuier 
shall  niointwin,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  used  in  making  this 
determination.  The  manubcturer  mav 
elect  to  accumulate  125  houn  on  eadi 
test  engine  within  an  engine  family 
without  making  a  determination.  Any 
engine  used  to  represent  emission  data 
engine  selections  under  §  86.094- 
24(b)(2)  shall  be  equipped  with  an 
engine  system  combination  that  has 
accumulated  at  least  the  number  of 
houn  determined  under  this  paranaph. 
Complete  exhaust  emission  tests  shall 
be  conducted  for  each  emission  data 
engine  selection  under  §  86.094- 
24(b)(2).  Evaporative  emission  controls 
need  not  be  connected  provided  normal 
operating  conditions  are  maintained  in 
the  engine  induction  system.  The 
Administrator  may  determine  imder 
§  86.094-24(0  that  no  testing  is 
required. 

(d)(1)  Paragraph  (d)  of  this  section 
applies  to  both  light-duty  trucks  and 
heavy-duty  engines. 

(2)ti)  The  results  of  all  emission 
testing  shall  be  supplied  to  the 
Administrator.  The  manufacturer  shall 
fiunid^  to  the  Administrator 
explanation  for  voiding  any  test  The 
Administrator  will  determine  if  voiding 
the  test  was  appropriate  based  upon  the 
explanation  given  by  the  manufacturer 
for  the  voided  test  Tests  between  test 
points  may  be  conducted  as  required  by 
the  Administrator.  Data  from  all  tests 
(induding  voided  tests)  may  be 
submitted  weekly  to  the  Administrator, 
but  shall  be  air  posted  ot  deUvered  to 
the  Administrator  within  7  days  after 
completion  of  the  test  In  addition,  all 
test  data  shall  be  compiled  and 
provided  to  the  Administrator  in 
accordance  with  §  86.094-23.  Where  the 
Administrator  conducts  a  test  on  a 
durability  data  vehicle  at  a  prescribed 
test  point,  the  results  of  that  test  will  be 
used  in  the  calculation  of  the 
deterioration  factor. 

(ii)  The  results  of  all  emission  tests 
shall  be  recorded  and  reported  to  the 
Administrator.  These  test  results  shall 
be  rounded,  in  accordance  with  ASTM 
E  29-67  (reapproved  1980)  (as 
referenced  in  paragraph  (a)(6)(iii)  of  this 
section),  to  the  number  of  decimal 
places  contained  in  the  applicable 
emission  standard  expresnd  to  one 
additional  significant  figure. 

(3)  Whenever  a  manumcturer  intends 
to  operate  and  test  a  vehicle  (or  engine) 
wUch  may  be  used  for  emission  data, 
the  manuracturer  shall  retain  in  its 
records  all  information  concerning  all 
emissions  tests  and  maintenance, 
including  vehicle  (or  engine)  alterations 
to  represent  other  vehicle  (or  engine) 


selections.  This  information  shall  be 
'Submitted,  including  the  vehicle  (w 
engine)  description  and  specification 
informaticm  required  by  the 
Administrator,  to  the  Administrator 
following  the  emission  data  test 

(4)-(5)  (Reserved] 

(6)  Emission  testing  of  any  type  with 
respect  to  any  certification  vehicle  or 
engine  other  than  that  specified  in  this 
subpart  is  not  allowed  except  as  such 
testing  may  be  specifically  authorized 
by  the  Administrator. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

12.  A  new  §  86.094-28  is  added  to 
read  as  follows: 

f86U»4-a8   ComplbmeewMiemleelon 


(a)  (1)  Paragraph  (a)  of  this  section 
applies  to  lightduty  vehicles. 

(2)  Each  exhaust  and  evaporative 
emission  standard  (and  family 
particulate  emission  limit,  as 
appropriate)  of  §  86.094-8  applies  to  the 
emissions  of  vehicles  for  the  appropriate 
useful  life  as  defined  in  §§  86.094-2  and 
86.094-8. 

(3)  Since  it  is  expected  that  emission 
control  efficiency  will  change  with 
mileage  accumulation  on  the  vehicle, 
the  emission  level  of  a  vehicle  which 
has  accumulated  mileage  equal  to  the 
specified  useful  life  will  be  used  as  the 
basis  for  determining  compliance  with 
the  standard  (or  family  particiilate 
emission  limit,  as  appropriate). 

(4)  The  procedure  tor  determining 
compliance  of  a  new  motor  vehicle  with 
exhaust  and  evaporative  emission 
standards  (or  family  particulate 
emission  limit,  as  appropriate)  is  as 
described  in  paragraphs  (a)(4)  (i) 
through  (v)  of  this  section,  except  where 
specified  by  paragraph  (a)(7)  of  this 
section  for  the  Production  AMA 
Durability  Program. 

(i)  Separate  emission  deterioration 
factors  shall  be  determined  from  the 
exhaust  emission  results  of  the 
durability  data  vehicle(s)  for  each 
engine-system  combination.  A  separate 
evaporative  emission  deterioration 
factor  shall  be  determined  for  each 
evaporative  emission  family-evaporative 
emission  control  system  combination 
from  the  testing  conducted  by  the 
manufacturer  (gasoline-fueled  and 
methanol-fueled  vehicles  only). 

(A)  The  applicable  results  to  be  used, 
unless  excluded  by  paragraph 
(a)(4)(i)(A)(4)  of  this  section,  in 
determining  the  exhaust  emission 
deterioration  fectora  for  each  engine- 
system  combination  shall  be  those 
described  in  paragraphs  (a)(4)(i)(A)  (1) 
through  (3)  of  this  section. 


(1)  All  vaUd  exhaust  emission  data 
from  the  tests  required  under  §  86.094- 
26(a)(4)  except  the  zsro-mile  tests.  This 
shall  indude  the  offidal  test  results,  as 
determined  in  §  86.094-29  for  all  tests 
conducted  on  all  durability  data 
vehicles  of  the  combination  selected 
under  §86.094-24(c)  (includinRall 
vehides  elected  to  be  operated  by  the 
manufacturer  ujider  $  86.094- 
24(c)(lMu)).  ^       ^ 

(2)  All  exhaust  emission  data  from  the 
tests  conducted  before  and  after  the 
scheduled  maintenance  provided  in 
§86.094-25. 

(3)  All  exhaust  emission  data  from 
tests  required  by  maintenance  approved 
under  §  86.094-25,  in  those  cases  where 
the  Administrator  conditioned  his 
approval  for  the  performance  of  such 
maintenance  on  the  indusion  of  sudi 
data  in  the  deterioration  factor 
calculation. 

(4)  The  manufacturer  has  the  option 
of  applying  an  outlier  test  point 
procedure  to  completed  durability  data 
within  its  certification  testing  program    * 
for  a  given  model  year.  The  outlier 
procedure  will  be  spedfied  by  the 
Administrator.  For  any  pollutant, 
durability  data  test  points  that  are 
identified  as  outliera  shall  not  be 
included  in  the  determination  of 
deterioration  factors  if  the  manufacturer 
has  elected  this  option.  The 
manufacturer  shall  spedfy  to  the 
Administrator  before  the  certification  of 
the  first  engine  family  for  that  model 
year,  if  it  intends  to  use  the  outlier 
procedure.  The  manufacturer  may  not 
change  procedures  after  the  first  engine 
family  of  the  model  year  is  certified. 
Where  the  manufacturer  chooses  to 
apply  both  the  outlier  procediue  and 
averaging  (as  allowed  under  §  86.094- 
26(a)(6)(i))  to  the  same  data  set,  the 
outlier  procedure  shall  be  completed 
prior  to  applying  the  averaging 
procedure. 

(B)(1)  Line  crossing.  For  each  exhaust 
constituent  to  which  a  standard  in 
§  86.094-8  applies,  all  applicable 
exhaust  emission  results  shall  be 
roimded  to  the  nearest  mile  and  plotted 
as  a  function  of  the  mileage  on  the 
system.  The  best  fit  straight  line,  fitted 
by  the  method  of  least  squares,  shall  be 
drawn  through  all  these  data  points.  The 
data  for  a  given  exhaust  constituent  will 
be  acceptable  for  use  in  the  calculation 
of  deterioration  factora  only  if  the  fint 
ofiidal  test  point  as  determined  in 
§86.094-26(a)(4)(i)(C).  the  interpolated 
intermediate  usefol  life  mile  point,  and 
the  interpolated  full  useful  life  mile 
point  on  this  Une,  as  appUcable,  are 
each  less  than  or  equal  to  the  respective 
low-altitude  standards  provided  in 
§  86.004-8.  An  exception  to  this  where 
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fit  Mraigbt  Hm 

stMKiaid  bat  no  dilB 

tta*  rtndKcL  Thift  «K«ptioB  iluU  net 

appijr  wbui  BiiMg*  accumulaCkm  ha» 

been  cuitiiiM)  baiora  tk*  danbilitp 

use&riliiBl 

provisioiw  of  $  MM9^»f$lH*HimX 

{2}  Exhamt  daUhanbim  fmctar 
determinatkM.  Kfoitiplkaliv*  exlwust 
emission  deterioration  fectors  abaU  b« 
nlmllid  fat  eack  ifirtani  and  Cor 
each  engiua  ijrtwa  CBwbiMtien  froai 
points  oa  tha  ni^iaasiBW  kiaa  darivad  in 
paragraph  (a)(4)(i)(B)(7)  of  this  sactioo, 
and  ha  accotdanoa  wift  pwagrapha 
(aX4Xi)iB)(2)  (i)  aMi  m  af  tbia  sactkiB, 

10  FactorsEjdtaast  enussian*  at  tlM 
useful  life  mileaga  far  that  ftaBdord 
dividad  b;  exhauat  eaasaions  at  4j000 

mika. 

(jj)  These  intarpolatad  vahaea  shall  ba 
carried  out  to  a  minimum  of  fam  places 
to  the  right  of  tha  dacfaoal  point  befoie 
dividing  ona  by  the  other  to  deterauaa 
tha  deterioratiaB  factor.  Tke  n>siihs 
shall  be  rauodad  to  thma  places  to  the 
right  of  tha  dadmal  point  ia  accordaaca 
with  ASTM  E  2»-67  (teappioved  1900) 
T'Standard  locooamanded  practica  far 
indicatiiig  which  pfacas  of  figures  are  to 
be  consktored  significant  in  specifiad 
limiting  Tahsas."  AoHrkaa  Society  far 
Tasting  and  Matariol*).  TUs 
incorporation  by  intummm  aiaa 
approved  by  the  Diiactor  of  tha  Fadeiai 
Register  in  acccordaaoa  with  5  U^SjC 
552Wand  1 CFR  part  SI.  Cupiii  any 
be  obtained  froai  AaMrican  Sodaty  far 
Testing  and  Materials,  1916  Raca  SL. 
Philadalptaia,  PA  19103.  Copiea  nay  ba 
inspected  at  the  U.&  EnvirouDental 
Protection  Agency.  Air  Dodcat  Section, 
room  M-1500. 401  M  Street  SW.. 
Washington.  DC  20460  or  at  the  Oflka 
of  the  Federal  Register.  800  North 
Capitol  StreM.  NW.,  state  TOO, 
Washington.  DC 

[Hi)  When  calculating  intemwdiata 
and  full  useful  hfe  deterioration  factors 
all  data  points  sbonld  ba  Inchjdad  in  the 
calculations,  except  that  total 
hydrocarbon  (THC)  test  points  beyond 
tha  50.000-mila  (nselo)  life)  test  point 
shall  not  be  inckided  In  the 
cafcnlatioos. 

(rv)  The  cakatfatiii  ^ladfted  in 
paragraph  taX4MiXB)U)  ol  this  section 
nwy  ba  Bodifiad  w^  advance  appropval 
of  dia  Adminietiatar  far  angina-systani 
combtnatioas  wUck  ava  cartifiad  under 
the  Alternative  Service  AccurookticD 
Dw^ibty  PrograiD  specifiad  in 
$Wi>94-13(e). 

(C)  Sv^Mintim  deerhoraCion  factor 
determtiatkm.  An  evaporative 
esaisBMna  dafesriaralifln  factor  uBasotma* 
fueled  and  BaaliMnoMttalad  vaUcfaa 
oidy>  akail  be  daterminad  firom  the 


iMof 


testing  conductodaa  dan  I  Ihad  in 

§  86.004-210^4X0  and  In 

with  pwagrapito  faX4)li)(Q  W 

this  section, 

emisakai 

control  ft] 

the  evaporative  emisaiflo  lava!  at  the 

appli<»UauseM  lifaiaiatlvetDtha 

evapoiativa  emiwion  bvel  at  4,000 

milML 

( 1)  FaLtoi»Ew^ioiativa  amiaatwn  lavnl 
at  tha  naafal  iifa  anbefa  far  that 
standard  minus  the  avsperativa 
emission  level  at  4,000  uilaa. 

(2)  The  factor  shall  be  established  to 
a  minimum  of  two  places  to  the  right  of 
the  decimal. 

(ii)(A)(l)  The  official  exhanst 
emission  test  results  for  each  a{^licabla 
exhaust  emission  standard  for  each, 
emission  data  vehicle  at  the  selected  test 
point  shall  be  muhiplied  by  the 
appropriate  deterioration  factor 
Provided,  that  if  a  deterioration  factor  as 
computed  in  paragraph  CaK4Ki)(BT  of 
this  section  is  less  than  one,  diat 
deterioration  factor  shall  be  one  for  the 
purposes  of  this  paragraph. 

{2\  The  calculatiott  specified  in 
paragraph  (a)(4)(ii)(A)(l)  of  this  section 
may  be  modified  with  advance  appnnnl 
of  the  Administrator  for  engine- system 
combtnetions  which  are  cotified  under 
the  AhematiTe  Service  Aixum  ulatluu 
Durability  Program  specified  in 
S8S.094-13(e). 

(B)  The  officia)  evaporative  emission 
test  resslts  (gasoHne-neled  and 
methanol-faeied  vehicles  only)  fcreech 
evaporative  emission  deta  vehicle  at  the 
selected  test  point  sbeD  be  adjusted  by 
addition  of  the  appropriate  deterioration 
factor,  provided  that  if  a  deterioration 
factor  as  computed  in  paragraph 
(a)(4](i)(C)  of  this  section  is  leas  than 
zero,  ^at  deterioration  factor  shall  be 
zero  for  the  porposes  of  this  para^pfa. 

(iii)  Tha  emissions  to  compare  win 
the  standard  (or  the  family  particulate 
emission  Umit.  at  appropriate)  diril  be 
the  adjusted  emisBions  of  paragraphs 
(a)(4)(ii)  (A)  and  (B)  of  this  aectioa  far 
each  emission  data  vehicla  Before  any 
emission  value  is  compared  with  dia 
standard  (or  the  family  particulala 
emission  Hnait,  as  i^ypropriale)  it  shall 
ba  rounded,  in  accordance  with  ASTM 
E  29-07  (raapproved  198(^  (as 
referenced  in  paragraph  (aX4XiXBX^»7 
of  this  section),  to  two  significant 
figures.  The  rcmnded  emission  values 
may  not  exceed  the  standard  (or  the 
family  particulate  emission  Hmit,  as 
appropriate). 

(iv)  Every  test  vehida  ol  an  angina 
family  omsl  caagkj  with  die  sodhnust 
emission  standards  (or  tha  faaaity 
paiticafato  emissian  hmit,  as 
appropriate),  as  ifalai  Mined  in 


i(aX4Xiii>c'thisi 
afore  nqr  vahkfa  in  that  family  nay  bn 
cartifiad. 

(v)  Every  «Ml  vaUda  al  an 
evapamtiva  emimion  family  moat 
coaqdy  with  tha  avaposaliva  enrissian 
standndr  as  dstvminad  tai  paragcaph 
(a)(4Xiii)  af  this  section,  bafara  any 

r  may  ba  cartifiad 


(5)  If  a  mannfartuTer  cfaooaaa  to 
change  dia  faival  ol  any  family 
particnfalaaniamon  KBit(^  in  dm 
particniato  araraging  pro^un, 
compiianca  with  tha  now  limit(s)  i 
be  faaaad  npoB  axiatiag  oartificatiom 
data. 

(6)  If  a  manufacturer  chooses  to 
partidpala  in  tha  dieael  pasticulate 
averaging  piogyam,  tha  production- 
wai^ttodavaraga  of  tha  family 
particulala  emiaBion  limits  of  all 
affected  engine  famibes  must  comply 
with  the  particulate  standards  in 

§  86.094-8(a)(l)(iv),  or  the  composito 
particniato  standard  defined  in 
§  86.004-2,  as  appropriate,  at  tha  and  of 
the  production  year. 

(7)  Tha  praoeduie  to  datonrnna  tha 
compiianca  of  new  mater  vahidas  in 
the  ProductioB  AMA  Durability  Pragcaai 
described  in  $060)04-13  is  tha  Mam  as 
described  in  paaag^aphs  (aX4)  (iii) 
through  (v)  of  this  section.  For  tha 
engine  famtlinn  that  ore  inchidad  in  dm 
Prodnction  AMA  Durability  PiognDB, 
tlio  oihaait  imiiiiinn  rtntnrinrntinn 
factors  need  todatannine  cooiplianoa 
shall  ba  those  diat  tha  Athniniatntar  has 
approved  andar  §  86.094-13.  Tha 
evaporativa  ei^ssion  deterioratian  ^ 
factor  for  eecfa  evaporative  awiissiwi 
family  shall  be  detarminad  nd  appfied 
according  to  paragraph  |aX  4)  of  ^fa 
section.  Tba  procadures  to  determine 
the  minimum  ooihaurt  emission 
d^erioration  factors  required  under 

§  86.094-13(d)  are  as  described  in 
paragraphs  (a)(7)  (i)  and  (ii)  of  this 
section. 

(i)  Separata  deterioration  factors  shall 
be  determined  from  tba  exhaust 
emission  lesi^s  of  the  duralnlity  data 
vehicles  far  each  emission  stwidard 
applicabta  under  S  86.004-0.  for  each 
engine  family  group.  Tha  evaporative 
emission  deterioration  factor  for  each 
evaporative  family  wiU  be  determined 
and  api^ied  in  accordance  with 
paragraph  (aX4)  of  this  secti<m. 

(iirrM  deterioratian  factors  for  each 
engine  family  groiip  shall  be  determined 
by  tha  Administrator  using  historical 
durability  data  from  as  many  as  three 
previooa  model  yean.  These  data  will 
consist  of  deterioration  factors  goiiarated 
by  dwability  data  vehicles  repreeenting 
certified  angina  fanrihas  and  of 
detarioratian  factors  firom  vehiclaa 
selected  under  fSO.094-240i)  ■  Tha 
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Administrator  shall  determine  how 
these  data  will  be  combined  for  each 
engine  family  group. 

(A)  The  test  result  to  be  used  in  the 
calculation  of  each  deterioration  factor 
to  be  combined  for  each  engine  family 
group  shall  be  those  test  rerahs 
specified  in  paragraph  (a)(4Ni)(A)  of  this 
section. 

(B)  For  each  durability  data  v^cle 
selected  under  $  86.094-24(h).  all 
applicable  exhaust  emission  results 
shall  be  plotted  as  a  function  of  the 
mileage  on  the  system  rounded  to  the 
nearest  mile,  and  the  best  fit  straight 
lines,  fitted  by  method  of  least  squares, 
shall  be  drawn  throudi  all  these  data 
points.  The  exhaust  deterioration  factor 
for  each  durability  data  vehicle  shall  be 
calculated  as  specified  in  paragraph 
(a)(4)(iXB)  of  this  section. 

(C)  Une-crossing.  The  line-crossing 
criteria  of  §  86.094-28  (a)(4)(i)(B)  apply. 

(1)  The  Administrator  will  not  accept 
for  certification  line-crossing  data  from 
preprodiiction  durability  data  vehicles 
selected  under  S  86.094-24(c). 

{2)  The  Administrator  will  not  accept 
for  certification  line-crossing  data  from 
production  durability  data  vehicles 
selected  under  §  88.094-24(h)(l)  unless 
the  4,000-mile  test  result  multiplied  by 
the  engine  family  group  deterioration 
factor  does  not  exceed  the  applic^le 
emission  standards.  The  deterioration 
facton  used  for  this  purpose  shall  be 
those  that  wen  used  in  the  certification 
of  the  production  vehicle. 
Manufacturera  may  calculate  this 
product  immediately  after  the  4,000- 
mile  test  of  the  vehicle.  If  the  pitMluct 
exceeds  the  applicable  standards,  the 
manufacturer  may,  with  the  approval  of 
the  Administrator,  discontinue  the 
v^icle  and  substitute  a  new  vehicle. 
The  manufacturer  may  continue  the 
original  vdiicle,  but  the  data  will  not  be 
acceptable  if  line  crossins  occurs. 

roKl)  Paragraph  (b)  of  this  section 
applies  to  light-<iuty  trucks. 

12)  Eadi  exhaust  and  evaporative 
emission  standard  (and  fiamily 
particulate  emission  limit,  as 
appropriate)  of  $  86.094-4  applies  to  the 
emissions  of  vehicles  for  the  appn^riate 
useful  life  as  defined  in  §S  86.094-2  and 
86.094-0. 

(3)  Since  emission  control  efficiency 
generally  decreases  with  die 
accumulation  of  mileage  on  the  vehicle, 
deterioration  facton  will  be  used  in 
combination  with  emission  data  vehide 
test  results  as  the  basis  for  determining 
compliance  with  the  standards  (or 
family  emission  limits,  as  appropriate). 

(4)0)  Paragraph  (b)(4)  of  tills  section 
desaribes  the  procedure  for  determining 
compliance  of  a  new  vehicle  with 
e^diaust  emission  standards  (or  family 


emission  limits,  as  appropriate),  based 
on  deterioration  factors.  If  the 
manufacturer  certifies  imder  the 
Standard  Self-Approval  Program  as 
specified  in  §  86.094-13(f),  the 
manufactiuer  supplies  the  deterioration 
facton.  If  the  manufacturer  certifies 
under  the  Alternative  Service 
Accumulation  Durability  Program  as 
specified  in  $  86.094-13(e),  the 
applicable  procedure  for  the 
determination  of  deterioration  facton 
for  li^t-duty  trucks  is  the  same  as  that 
described  in  pan^raph  (a)(4)  of  this 
section  for  light-duty  vdiicles. 

(ii)  Separate  exhaust  emission 
deterioration  facton,  determined  from 
tests  of  vehicles,  en^^es,  subsystems,  or 
components  conducted  by  the 
manufecturer,  shall  be  supplied  for  each 
standard  and  for  each  engine-system 
combination. 

(iii)  The  official  exhaust  emission 
results  for  each  applicable  exhaust 
emission  standard  for  each  emission 
data  vehicle  at  the  selected  test  point 
shall  be  adjusted  by  multiplication  by 
the  appropriate  deterioration  factor. 
However,  if  the  deterioration  factor 
supplied  by  the  manufacturer  is  less 
than  one,  it  shall  be  one  for  the 
purposes  of  this  paragraph. 

(iv)  The  emission  values  to  compare 
with  the  standards  (or  family  emission 
limits,  as  appropriate)  shall  be  the 
adjusted  emission  values  of  paragraph 
(bH4)(iii)  of  this  section  rounded  to  two 
significant  figures  in  accordance  with 
ASTM  E  29-67  (raapproved  1980)  (as 
referenced  in  paragraph  (a)(4)(i)(B)U)(ij) 
of  this  section)  for  each  emission  data 
engine. 

(5)(i)  Paragraphs  (b)(5)(i)  (A)  and  (B) 
of  thiis  section  apply  only  to 
manufacturen  electing  to  participate  in 
the  particulate  averaging  program. 

(A)  If  a  manufacturer'  chooses  to 
change  the  level  of  any  family 
particulate  emission  limit(s). 
compliance  with  the  new  liinit(s)  must 
be  based  upcm  existing  certification 
data. 

(B)  The  production-weighted  average 
of  the  family  particulate  emission  limits 
of  all  applicable  engine  families, 
rounded  to  two  significant  figures  in 
accordance  with  ASTM  E  29-67 
(reapproved  1980)  (as  referenced  in 
paragraph  (aM4)(i)(B)(2)(i7)  of  this 
section),  must  comply  wiUi  the 
particulate  standards  in  §  86.094- 
9(a)(l)(iv)  or  (dUl)(iv).  or  the  oomposite 
particulate  standard  as  defined  in 

§  86.094-2,  as  appropriate,  at  the  end  of 
the  product  year. 

m  Paragraphs  (bK5)(u)  (A)  and  (B)  of 
this  section  apply  only  to  manutM^rera 
electing  to  participate  in  the  NO. 
averagbig  program. 


(A)  If  a  manufacturer  diooses  to 
change  the  level  of  any  family  NO. 
emission  limit(8),  compliance  with  the 
new  limit(s)  must  be  based  upon 
existing  certification  data. 

(B)  llie  producti(m-wei^ted  average 
of  thia  family  NO.  emission  limits  of  all 
applicable  engine  families,  rounded  to 
two  significant  figures  in  accordance 
witii  ASTM  E  29-67  (reapproved  1980) 
(as  referenced  in  paragraph 
(aM4)(i)(BX2Mii)  of  this  section),  must 
comply  v^th  the  NO.  emission 
standards  of  S  86.0d4-9(a)(l)(iii)  (A)  or 
(B)  of  §  86.094-9(d)(l)(ui)  (A)  or  (B),  or 
the  composite  NO.  standard  as  defhied 
in  §  86.094-2,  at  the  end  of  the  product 
year. 

(6)  (Reserved). 

(7)(i)  Paragraph  (b)(7)  of  this  section 
describes  the  procedure  for  determining 
compliance  of  a  new  vehicle  with 
evaporative  emission  standards.  The 
procedure  described  here  shall  be  used 
for  all  vehicles  in  all  model  yean. 

(ii)  The  manufacturer  shall  determine, 
based  on  testing  described  in  §  86.091- 
21(bK4)(i).  and  supply  an  evaporative 
emission  deterioration  fector  for  eadi 
evaporative  emission  family-evapontive 
emission  control  system  combination. 
The  factor  shall  be  calculated  by 
subtracting  the  emission  level  at  the 
selected  test  point  bom  the  emission 
level  at  the  useful  life  point 

(iii)  The  official  evaporative  emission 
test  results  for  each  evaporative 
emission  data  vehicle  at  the  selected  test 
point  shall  be  adjusted  by  the  addition 
of  the  appropriate  deterioration  factor. 
However,  if  the  deterioration  fector 
supplied  by  the  manufacturer  is  less 
than  zno,  it  shall  be  zaro  for  the 
purposes  of  this  paragraph. 

(iv)  The  emissicm  value  to  compare 
with  the  standards  shall  be  the  adjusted 
emission  value  of  paragr^h  (b)(7)(iii)  of 
this  section  rounded  to  two  significant 
figures  in  accordance  with  ASTM  E  29- 
67  (reapproved  1980)  (as  referenced  in 
paragraph  (a)(4)(i)(B)(2)(i7)  of  this 
section)  for  each  evaporative  emission 
data  vehicfe. 

(8)  Every  test  vehicle  of  an  engine 
family  must  comply  with  all  applicable 
standards  (and  family  emission  limits, 
as  appropriate),  as  determined  in 
paragraphs  (bK4)(iv)  and  (bK7)(iv)  of 
this  section,  before  any  vehicle  in  that 
family  wrill  be  certified. 

(c)  (1)  Paragraph  (c)  of  this  section 
applies  to  heavy-duty  engines 

(2)  The  exhaust  emission  standards 
(or  family  emission  limits,  as 
appropriate)  for  Otto-cycle  engines  in 
§  86 JKM-IO  or  for  diesel-cycle  engines 
in  §  86.004-11  apply  to  the  amissioos  of 
engines  for  their  useful  Ufa. 
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(3)  Since  emission  control  efficiency 
generallv  decreases  with  the 
accumulation  of  service  on  the  engine, 
deterioration  factors  wilTbe  used  in 
combination  with  emission  data  engine 
test  results  as  the  basis  for  determining 
compUanoe  with  the  standards. 

(4)  (i)  Paragraph  (c)(4)  of  this  section 
dMoibes  the  procedure  fior  determining 
compliance  of  an  engine  with  emission 
standards  (or  family  emission  limits,  as 
appropriate),  based  on  deterioration 
factors  supplied  by  the  manufacturer. 

(ii)  Separate  exhaust  emission 
deterioration  factors,  determined  firom 
tests  of  engines,  subeystems,  or 
components  conducted  by  the 
manufacturer,  shall  be  supplied  for  each 
engine-system  combination.  For  Otto- 
cycle  engines,  separate  factors  shall  be 
established  for  transient  HC  (C»4HCE), 
CO,  and  NO,:  and  idle  00,  for  those 
engines  utilizing  aftertreatment 
tedmology  (e.g.,  catalytic  converters). 
For  djesel-cycle  engines,  separate 
factors  shall  be  estaolished  for  transient 
HC  (C»AiCE).  CO.  NO,,  and  exhaust 
particulate.  For  diesel-cyde  smoke 
testing,  separate  factors  shall  also  be 
established  for  the  acceleration  mode 
(designated  as  "A"),  the  lugging  mode 
(designated  as  "B").  and  peek  opacity 
(designated  as  "C). 

(uiT(A)  Paragraphs  (c)(4)(iii)(A)  (J) 
and  [2]  of  this  section  apply  to  Otto- 
cycle  heavy-duty  engines. 

(I)  Ottthcyde  heavy^uty  engines  not 
utilizing  aftertreatment  technology  (e.g., 
catalytic  converters).  For  transient  HC 
(CA4HCE),  CO,  and  NO,,  the  official 
exhaust  emission  results  for  each 
emission  data  engine  at  the  selected  test 
point  shall  be  adjusted  by  the  addition 
of  the  appropriate  deterioration  factor. 
However,  if  the  deterioration  factor 
supplied  by  the  manufacturer  is  less 
than  zero,  it  shall  be  zero  for  the 
purposes  of  this  paragraph. 

(i)  Otto-cycle  heavy-duty  engines 
utilizing  aftertreatment  technology  (e.g., 
catalytic  converters).  For  transient  HC 
(OMHCE),  00,  and  NO,,  and  for  idle 
CO,  the  official  exhaust  emission  results 
for  each  emission  data  engine  at  the 
selected  test  point  shall  be  adjusted  by 
multiplication  by  the  appropriate 
deterioration  factor.  However,  if  the 
deterioration  factor  supplied  by  the 
manufacturer  is  less  than  one,  it  shall  be 
one  for  the  purposes  of  this  paragraph. 

(B)  Paragraph  (c)(4)(iii)(B)  of  tMs 
section  applies  to  dJesel-cycle  heavy- 
duty  engines. 

(1)  Diesel-cycle  heavy-duty  engines 
ncft  utilizing  aftertreatment  technology 
(e.g.,  particulate  traps).  For  transient  HC 
(CHOICE),  CO,  NO,,  and  exhaust 
particulate,  the  official  exhaust  emission 
results  for  each  emission  data  engine  at 


the  selected  test  point  shall  be  adjusted 
by  the  addition  of  the  appropriate 
deterioration  factor.  However,  if  the 
deterioration  factor  supplied  by  the 
manufacturer  is  less  than  zero,  it  shall 
be  zero  for  the  purposes  of  this 
paragraph. 

(2)  Diesel-cycle  heavy-duty  engines 
utilizing  aftertreatment  technology  (e.g., 
particiuate  traps).  For  transient  HC 
(OMHCE),  CO,  NO,,  and  exhaust 
particulate,  the  official  exhaust  emission 
results  for  each  emission  data  engine  at 
the  selected  test  point  shall  be  adjusted 
by  multiplication  by  the  appropriate 
deterioration  factor.  However,  if  the 
deterioration  factor  supplied  by  the 
manufacturer  is  less  than  one,  it  shall  be 
one  for  the  purposes  of  this  paragraph. 

[3]  Diesel-cycle  heavy-duty  engines 
orify.  For  acceleration  smoke  ("A"), 
lugging  smoke  ("B"),  and  peak  smoke 
("C").  the  official  exhaust  emission 
results  for  each  emission  data  engine  at 
the  selected  test  point  shall  be  adjusted 
by  the  addition  of  the  appropriate 
deterioration  factor.  However,  if  the 
deterioration  factor  supplied  by  the 
manufactiirer  is  less  thui  zero,  it  shall 
be  zero  for  the  purposes  of  this 
paragraph. 

(iv)  llie  emission  values  to  compare 
with  the  standards  (or  family  emission 
limits,  as  appropriate)  shall  be  the 
adjusted  emission  values  of  paragraph 
(c)<4)(iii)  of  this  section,  rounded  to  the 
same  number  of  significant  figiires  as 
contained  in  the  applicable  standard  in 
accordance  with  ASTM  E  20-67 
(reapproved  1980)  (as  referenced  in 
paragraph  (a)(4)(i)(B)(2)(ii)  of  this 
section),  for  Mch  emission  data  engine. 

(5)-^6)  (Reserved] 

(7)  Every  test  engine  of  an  engine 
family  must  comply  with  all  applicable 
standards  (or  family  emission  limits,  as 
appropriate),  as  determined  in 
paragraph  (c)(4)(iv)  of  this  section, 
before  any  engine  in  that  family  will  be 
certified. 

(d)  (1)  Paragraph  (d)  of  this  section 
applies  to  heavy-duty  vehicles  equipped 
with  gasoline-fueled  or  methanol-foeled 
engines. 

(2)  The  applicable  evaporative 
emission  standard  in  §  86.091-10  or 
§  86.094-11  applies  to  the  emissions  of 
vehicles  for  their  useful  life. 

(3)(i)  For  vehicles  with  a  GWVR  of  up 
to  26,000  pounds,  because  it  is  expected 
that  emission  control  efficiency  will 
change  diuing  the  useful  life  of  the 
vehicle,  an  evaporative  emission 
deterioration  factor  shall  be  determined 
bom  the  testing  described  in  §  86.088- 
23(b)(3)  for  each  evaporative  emission 
family-evaporative  emission  control 
system  combination  to  indicate  the 
evap<Hetive  emission  control  system 


deterioration  during. the  useful  life  of 
the  vehicle  (minimum  50,000  miles). 
The  factor  shall  be  established  to  a 
inntnimiim  of  two  places  to  the  right  of 
thededmaL 

(U)  For  vehicles  with  a  GVWR  of 
greater  than  26,000  pounds,  because  it 
is  expected  that  emission  control 
efficiency  will  change  during  the  useful 
life  of  the  vehicle,  each  manufacturer's 
statement  as  required  in  $  86.094-23(b) 
(4)  (ii)  shall  include,  in  accordance  with 
good  engineering  practice,  consideration 
of  control  system  deterioration. 

(4)  The  evaporative  emission  test 
results,  if  any,  shall  be  adjusted  by  the 
addition  of  ue  appropriate  deterioration 
factor,  provided  that  if  the  deterioration 
(actor  as  computed  in  paragraph  (d)(3) 
of  this  section  is  less  than  zero,  that 
deterioration  factor  shall  be  zero  for  the 
piuposes  of  this  paragraph. 

(5)  The  emission  level  to  compare 
with  the  standard  shall  be  the  adjusted 
emission  level  of  paragraph  (d)(4)  of  this 
section.  Before  any  emission  value  is 
compared  with  the  standard,  it  shall  be 
rounded,  in  accordance  with  ASTM  E 
29-67  (reapproved  1980)  (as  referenced 
in  paragraph  (a)(4)(i)(B)(2)(i/)  of  this 
section),  to  two  significant  figures.  The 
rounded  emission  values  may  not 
exceed  the  standard. 

(6)  Every  test  vehicle  of  an 
evaporative  emission  family  must 
comply  «vith  the  evaporative  emission 
standflird.  as  determined  in  paragraph 
(d)(5)  of  this  section,  before  any  vetdcle 
in  that  family  may  be  certified. 

(Approved  by  Hbe  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

13.  Section  86.094-30  is  revised  to 
read  as  follows: 

f8«.0M-«)   Certification. 

(a)(l)(i)  If.  after  a  review  of  the  test 
reports  and  data  submitted  by  the 
manufacturer,  data  derived  from  any 
inspection  carried  out  tmder  S  86.091- 
7(c)  and  any  other  pertinent  data  or 
information,  the  Administrator 
determines  that  a  test  vehicle(s)  (or  test 
engine(s))  meets  the  requirements  of  the 
Act  and  of  this  subpart,  he  will  issue  a 
certificate  of  conformity  with  respect  to 
such  vehicle(s)  (or  enghie(s))  except  in 
cases  covered  by  paragraphs  (a)  (1)  (ii) 
and  (c)  of  this  section. 

(ii)  Gasoline-fueled  and  methanol- 
fueled  heavy-duty  vehicles.  If,  after  a 
review  of  the  statement(s)  of  compliance 
submitted  by  the  manufacturer  under 
$86.094-23(b)(4)  and  any  other 
pertinent  data  or  information,  the 
Administrator  determines  that  the 
requirements  of  the  Act  and  this  subpart 
have  been  met,  he  will  issue  one 
certificate  of  conformity  per 
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raanulKtuiar  with  respect  to  the 
evaporative  emiaiioa  buoilviies) 
covered  by  paraanph  (c)  oi  this  section. 

(2)  Such  certificate  will  be  issued  for 
sudi  period  not  to  exceed  one  model 
year  as  the  Administrator  may 
determine  and  upon  sudi  terms  as  he 
may  deem  necessary  or  appropriate  to 
assure  that  any  new  motor  vehicle  (or 
new  motcMT  vehicle  engine)  covered  by 
the  certificate  will  meet  the 
requirements  of  the  Act  and  of  this  part 

l3]{i)  One  such  certificate  will  be 
issued  for  eadi  engine  family.  For 
gasoline-fueled  and  methanol-fueled 
u^t-duty  vehicles  and  light-duty 
trucks,  one  such  certificate  will  be 
issued  for  each  engine  fomily 
evaporative  emission  femily 
combination. 

(A)  Lig^t-duty  vehicles.  Each 
certificate  will  certify  compliance  with 
no  more  than  one  set  of  in-use  and 
certificatioB  standards  (or  family 
emission  limits,  as  appropriate). 

(B)  Light-duty  trucks.  Each  certificate 
will  certify  compliance  with  no  more 
than  one  set  of  in-use  and  certification 
standards  (or  iiamily  emission  limits,  as 
appropriate),  except  where  there  are 
both  low-altitude  standards  and  high 
altitude  standards  applicable.  The 
certificate  shall  state  that  it  covers 
vehicles  sold  or  delivered  to  an  ultimate 
purchaser  for  principal  use  at  a 
design^Ad  high-altitude  location  only  if 
the  v^cle  conforms  in  all  material 
respects  to  the  design  specifications  tfiat 
apply  to  diose  vehicles  described  in  the 
application  for  certification  at  high 
altitude. 

(ii)  For  gasoline-foeled  and  methanol- 
foeled  heavy-duty  vehicles,  one  sudi 
certificate  will  be  issued  for  eadi 
manuCacturer  and  will  certify 
compliance  for  those  vehicles 
previously  identified  in  that 
manufacturer's  8tatement(s)  of 
compliance  as  required  in  §^86.094- 
23(b)  (4)  (i)  and  (ii). 

(iii)  For  diesel-cycle  light-duty 
vehicles  and  light-duty  trucks,  or  diesel- 
cycle  heavy-duty  engines,  included  in 
the  applicable  particulate  averaging 
program,  the  manufacturer  may  at  any 
time  during  production  elect  to  change 
the  level  of  any  family  particulate 
emission  limit  by  demonstrating 
compliance  with  the  new  limit  as 
described  in  S§  86.094-28(a)(6)  and 
86.094-28(b)(S)(i) .  New  certificrtes 
issued  under  this  paragraph  will  be 
applicable  only  for  vehicles  (or  engines) 
produced  subsequent  to  the  date  of 
issuance. 

(iv)  For  light-duty  trucks  or  heavy- 
duty  engines  included  in  the  applicable 
NO,  averaging  program,  the 
manufocturer  may  at  any  time  during 


productioo  elect  to  change  the  level  of 
any  family  NO.  emission  limit  by 
demonstrating  compliance  with  the  new 
limit  as  described  in  $86,094- 
28(b)(5Mii).  New  certificates  issued 
under  this  paragraph  will  be  applicable 
only  for  v^cles  (or  engines)  produced 
subsequent  to  the  day  of  issue. 

(4Mi)  The  ad}U8tmeot  or  modification 
of  any  li^-duty  trud^  in  accordance 
with  instructions  provided  by  the 
manufacturer  for  the  altitude  whMO  the 
vehicle  is  principally  used  will  not  be 
considered  a  violation  of  section 
203(a)(3)  of  the  Clean  Air  Act  (42  U.S.a 
7522  (a)(3)).  ^  ,  „  .    , 

(ii)  A  violation  of  secUon  203(a)(1)  of 
the  Clean  Air  Act  (42  U.S.C  7522(aMl)) 
occurs  when  a  manufacturer  sells  or 
delivers  to  an  ultimate  purchaser  any 
light-duty  vehicle  or  li^-duty  tnxk, 
subject  to  the  regulations  under  the  Act, 
under  any  of  the  conditions  specified  in 
the  remaLnder  of  this  paragraph. 

(A)  When  a  light-duty  vehicle  or  light- 
duty  trud:  b  not  configured  to  meet 
hi^-altitude  requirements: 

U)  At  a  designated  high*altitude 
location,  unless  such  manufacturer  has 
reason  to  believe  that  such  vehicle  will 
not  be  sold  to  an  ultimate  purchaser  for 
principal  use  at  a  designated  high- 
altitude  location;  or 

(2)  At  a  location  other  than  a 
des^nated  hi^-altitude  location,  when 
such  manufocturer  has  reason  to  believe 
that  such  motor  vehicle  will  be  sold  to 
an  ultimate  purdiaser  for  principal  use 
at  a  desfa;nated  high-altitude  location. 

(B)  When  a  light-duty  vehicle  is  not 
configured  to  meet  low-altitude 
requirements,  as  provided  in  §  86.094- 

8(i) : 

(1)  At  a  designated  low-altitude 
location,  unlen  such  manufacturer  has 
reason  to  believe  that  such  vehicle  will 
not  be  sold  to  an  ultimate  purdiaser  for 
principal  use  at  a  designated  low- 
ahitude  location;  or 

(2)  At  a  location  other  than  a 
designated  low-altitude  locrtion.  when 
such  manufacturer  has  reason  to  believe 
that  such  motor  v^cle  Mrill  be  sold  to 
an  ultimate  purchaser  for  principal  uae 
at  a  designated  low-altitude  location. 

(iii)  A  manufacturer  diall  be  deemed 
to  have  reason  to  believe  that  a  light- 
duty  vehicle  that  has  been  exempted 
firom  ccMnpliance  with  emission 
standards  at  high-altitude,  or  a  light- 
duty  truck  whidi  is  not  configured  to 
meet  hi^-altitude  requirements,  will 
not  be  sold  to  an  ultimate  purchaser  far 
principal  use  at  a  designated  high- 
altituiM  location  if  the  manufacturer  has 
infonned  its  dealers  and  fidd 
representatives  about  the  terms  of  these 
high-altitude  regulations,  has  not  caused 
the  improper  sale  itself,  and  has  taken 


reasonable  action  which  ^11  include, 
but  not  be  limited  to.  either  paragraph 
(aM4Miii)  (A)  or  (B).  and  paragraph 
(a)(4)(Ui)(C)  of  this  section: 

(A)  Requiring  dealers  in  designated 
hi^^i^titude  locations  to  submit  written 
statements  to  the  manufacturer  signed 
by  the  ultimate  purchaser  that  a  vehicle 
vmidi  is  not  configured  to  meet  high-      j 
altitude  requirements  will  not  be  used 

firindpally  at  a  designated  high-altitude 
ocatioB;  requiring  t&alers  in  counties 
contiguous  to  designated  high-altitude 
locations  to  submit  written  statements 
to  the  manufacturer,  signed  by  the 
ultimate  purchaser  who  represents  to 
the  dealer  in  the  normal  course  of 
business  that  he  or  she  resides  in  a 
designated  high-altitude  location,  that  a 
vehicle  which  is  not  configured  to  meet 
high-altitude  requirements  wrill  not  be 
used  principally  at  a  designated  high- 
altitude  location:  and  for  each  sale  or 
delivery  of  ftoets  of  ten  or  more  sudi 
vehicles  in  a  high-altitude  location  or  in 
counties  contiguous  to  hi^-altitude 
locations,  requiring  either  the  selling 
dealer  or  the  delivering  dealer  to  submit 
written  statements  to  the  manufiaohirer. 
signed  by  the  ultimate  purchaser  who 
represents  to  the  dealer  in  the  irarmal 
course  of  business  that  he  or  she  resides 
in  a  designated  hi^-altitude  location, 
that  a  vraide  which  is  not  configured 
to  meet  hi^-ahitude  requiremenU  will 
not  be  used  principally  at  a  designated 
high-altitude  location.  In  addition,  the 
manufacturer  will  make  available  to 
EPA.  up<m  reasonri>le  written  request 
(but  not  more  frequently  than  miarteriy. 
unless  EPA  has  demonstrated  that  it  has 
substantial  reason  to  believe  that  an 
improperly  configured  vehide  has  been 
sold),  sales,  warran^.  or  other 
information  pertaining  to  sales  of 
v^dea  by  the  dealers  described  above 
maint^ed  by  the  manufacturer  in  the 
normal  course  of  business  relating  to  the 
altitude  configuration  of  vehicles  and 
the  locations  of  ultimate  purchasers;  or 

(B)  Implementing  a  syatom  which 
monitors  fact(^  orders  of  low-altitude 
vehidec  by  hi^-altitude  dealers,  or 
throu^  other  means,  identifies  dealers 
that  may  have  sold  or  delivered  a 
vehicle  not  configured  to  meet  the  high* 
altitude  requirements  to  an  ultimate 
purchaser  nr  prindpal  use  at  a 
designated  hi^-altitude  location:  and 
making  sudi  information  available  to 
EPA  upon  reasonable  wrritten  request 
(iNit  not  more  frequently  than  quarterly, 
unless  EPA  has  demonstrated  that  it  has 
lubstantial  reason  to  believe  that  an 
improperty  configured  vehicle  has  been 
sold):  and 

(C)  Within  a  reasonable  time  after 
receiving  written  notice  from  EPA  or  a 
State  oriocal  govemmmt  agency  that  a 
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dealer  may  have  improperly  sold  or 
delivered  a  vehicle  not  configured  to 
meet  the  high-altitude  requirements  to 
an  ultimate  purchaser  residing  in  a 
designated  high-altitude  location,  or 
based  on  information  obtained  pursuant 
to  paragraph  (a)(4)(iii)  of  this  section 
that  a  dealer  may  have  improperly  sold 
or  delivered  a  significant  number  of 
such  vehicles  to  ultimate  purchasers  so 
residing,  reminding  the  dealer  in 
writing  of  the  requirements  of  these 
regulations,  and,  where  appropriate, 
warning  the  dealer  that  sale  by  the 
dealer  of  vehicles  not  configured  to 
meet  high-altitude  requirements  may  be 
contrary  to  the  terms  of  its  franchise 
agreement  with  the  manufoctiu'er  and 
the  dealer  certification  reqwrements  of 
§  85.2108  of  this  chapter. 

(iv)  A  manufacturer  shall  be  deemed 
to  have  reason  to  believe  that  a  light- 
duty  vehicle  which  has  been  exempted 
from  compliance  with  emission 
standards  at  low-altitude,  as  provided  in 
§  86.094-«(i),  will  not  be  sola  to  an 
ultimate  purchaser  for  principal  use  at 
a  designated  low-altitude  location  if  the 
manufacturer  has  informed  its  dealers 
and  field  representatives  about  the 
terms  of  the  high-altitude  regulations, 
has  not  caused  the  improper  sale  itself, 
and  has  taken  reasonable  action  which 
shall  include,  but  not  be  limited  to. 
either  paragraph  (a)(4)(iv)  (A)  or  (B),  and 
(a)(4)(iv)(C)  of  this  section: 

(A)  Requiring  dealers  in  designated 
low-altitude  locations  to  submit  written 
statements  to  the  manufacturer  signed 
by  the  ultimate  purchaser  that  a  vehicle 
which  is  not  configured  to  meet  low- 
altitude  requirements  will  not  be  used 
firindpally  at  a  designated  low-altitude 
ocation;  requiring  dealers  in  coimties 
contiguous  to  designated  low-altitude 
locations  to  submit  written  statements 
to  the  manufacturer,  signed  by  the 
ultimate  purchaser  who  represents  to 
the  dealer  in  the  normal  course  of 
business  that  he  or  she  resides  in  a 
designated  low-altitude  location,  that  a 
vehicle  which  is  not  configured  to  meet 
low-altitude  requirements  will  not  be 
used  principally  at  a  designated  low- 
aititude  location;  and  for  each  sale  or 
delivery  of  fleets  of  ten  or  more  such 
vehicles  in  a  low-altitude  location  or  in 
counties  contiguous  to  low-altitude 
locations,  requiring  either  the  selling 
dealer  or  the  delivering  dealer  to  submit 
written  statements  to  the  manufacturer, 
signed  by  the  ultimate  purchaser  who 
represents  to  the  dealer  in  the  normal 
coiuse  of  business  that  he  or  she  resides 
in  a  designated  low-altitude  location, 
that  a  vehicle  which  is  not  configured 
to  meet  low-altitude  requirements  will 
not  be  used  principally  at  a  designated 
high-altitude  location.  In  addition,  the 


manufacturer  will  make  available  to 
EPA,  upon  reasonable  written  request 
(but  not  more  frequently  than  quarterly, 
unless  EPA  has  demonstrated  that  it  has 
substantial  reason  to  beUeve  that  an 
improperly  configured  vehicle  has  been 
sold),  sales,  warranty,  or  other 
information  pertaining  to  sales  of 
vehicles  by  the  dealers  described  above 
maintained  by  the  manufactiuer  in  the 
normal  course  of  business  relating  to  the 
altitude  configuration  of  vehicles  and 
the  locations  of  ultimate  purchasers;  or 

(B)  Implementing  a  system  which 
monitors  factory  orders  of  high-altitude 
vehicles  by  low-altitude  dealers,  or 
through  oUier  means,  identifies  dealers 
that  may  have  sold  or  delivered  a 
vehicle  not  configured  to  meet  the  low- 
altitude  requirements  to  an  ultimate 
purchaser  for  principal  use  at  a 
designated  low-altitude  location;  and 
making  such  information  available  to 
EPA  upon  reasonable  written  request 
(but  not  more  fi«quently  than  quarterly, 
uhless  EPA  has  demonstrated  that  it  has 
substantial  reason  to  believe  that  an 
improperly  configured  vehicle  has  been 
sold);  and 

(C)  Within  a  reasonable  time  after 
receiving  written  notice  bom  EPA  or  a 
state  or  local  government  agency  that  a 
dealer  may  have  improperly  sold  or 
delivered  a  vehicle  not  configured  to 
meet  the  low-altitude  requirements  to 
an  ultimate  piuchaser  residing  in  a 
designated  low-altitude  location,  or 
based  on  information  obtained  pursuant 
to  paragraph  (a)(4)(iv)  of  this  section 
that  a  dealer  may  have  improperly  sold 
or  delivered  a  significant  number  of 
such  vehicles  to  ultimate  purchasers  so 
residing,  reminding  the  dealer  in 
writing  of  the  requirements  of  these 
regulations,  and,  where  appropriate, 
warning  the  dealer  that  sale  by  the 
dealer  of  vehicles  not  configured  to 
meet  low-altitude  requirements  may  be 
contrary  to  the  terms  of  its  franchise 
agreement  with  the  manufacturer  and 
the  dealer  certification  requirements  of 
§  85.2108  of  this  chapter. 

(5)(i)  For  the  purpose  of  paragraph  (a) 
of  this  section,  a  "designated  high- 
altitude  location"  is  any  county  which 
has  substantially  all  of  its  area  located 
above  1.219  meters  (4,000  fiaet)  and: 

(A)  Requested  and  extension  past  the 
attainment  date  of  December  31, 1982, 
for  compliance  with  either  the  National 
Ambient  Air  Quality  Standards  for 
carbon  monoxide  or  ozone,  as  indicated 
in  part  52  (Approval  and  Promulgation 
of  Implementation  Plans)  of  this  title;  or 

(B)  Is  in  the  same  state  as  a  county 
designated  as  a  high-altitude  location 
according  to  paragraph  (a)(S)(i)(A)  of 
this  section. 


(ii)  The  designated  high-altitude 
locations  defined  in  paragraph  (a)f5)(i) 
of  this  section  are  listed  below: 
State  of  Colorado 

Adams 

Alamosa 

Arapahoe 

Archuleta 

Boulder 

ChafHae 

Cheyenne 

Qear  Creek 

Conelos 

CostilU 

Crowley 

Custer 

Delta 

Denver 

Dolores 

Douglas 

Eagle 

Elbert 

El  Paso 

Fremont 

Garfield 

Gilpin 

Grand 

Gunnison 

Hinsdale 

Huerfano 

Jackson 

Jefferson 

Kit  Carson 

Lake 

U  Plata 

Larimer 

Las  Animas 

Lincoln 

Mesa 

Mineral 

Moffot 

Montezuma 

Montrose 

Morgan 

Otero 

Ouray 

Park 

Pitkin 

Pueblo 

Rio  Blanco 

Rio  Grande 

Routt 

Saguache 

San  Juan 

San  Miguel 

Summit 

Teller 

Washington 

Weld 

State  of  Nevada 

CaraonQty 

Douglas 

Elko 

Esmeralda 

Eureka 

Humboldt 

Lander 

Lincoln 

Lyon 

Mineral 

Nye 

Pershing 

Storey 

Washoe 

White  Pine 


State  of  Nev 

Benalillo 

Cation 

Colfiuc 

Cuity 

DeBaca 

Grant 

Guadalupe 

Harding 

HidalBO 

Lincoln 

Los  Alamos 

Luna 

McKinley 

Mora 

Otero 

Rio  Arriba 

Roosevelt 

Sandoval 

San  Juan 

San  Miguel 

Santa  Fe 

Sierra 

SOCOITO 

Taos 
Torrance 
Union 
Valencia 

State  of  Utal 

Beaver 

Box  Elder 

Cache 

Carbon 

Daggett 

Davis 

Dudiesne 

Emery 

Garfield 

Grand 

Iron 

Juab 

Kane 

MUlard 

Morgan 

Piute 

Rich 

Salt  Lake 

San  Juan 

Sanpete 

Sevier 

Summit 

Tooele 

Uintah 

Utah 

Wasatch 

Wasme 

Wriier 

(iii)  For  t 
of  this  sect 
altitude  lot 
hassubstai 
below  1.21 

(iv)  The  I 
locations  » 
in  the  Unit 
in  either  p( 
section  or  i 

State  of  Aril 

Apache 

Cochise 

Coconino 

Navajo 

Yavapai 


««k     4AA4    /    Onlotf    mm  A   PaoiilAtlnn* 
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State  of  New  Mexico 

Bernalillo 

Cation 

Colfiuc 

Cuity 

DeBaca 

Grant 

Guadalupe 

Harding 

Hidalso 

Lincoln 

LoaAlamoa 

Luna 

McKinley 

Mc»a 

Otero 

RioAiriba 

Rooeevelt 

Sandoval 

San  Juan 

San  Miguel 

Santa  Fe 

Sierra 

Socorro 

Taoa 

Torrance 

Union 

Valencia 

State  of  Utah 

Beaver 

Box  Elder 

Cache 

Caitwn 

Daggett 

Davis 

Duchesne 

Emery 

Garfield 

Grand 

Iron 

|uab 

Kane 

MUlard 

Morgan 

Piute 

Rich 

Salt  Lake 

San  Juan 

Sanpete 

Sevier 

Summit 

Tooele 

Uintah 

Utah 

Wasatch 

Wayne 

Weber 

(ill)  For  the  purpose  of  paragraph  (a) 
of  this  section,  a  "designated  low- 
altitude  location"  is  any  county  which 
has  substantially  all  of  its  area  located 
below  1,219  meters  (4.000  feet). 

(iv)  The  designated  low-altitude 
locations  so  defined  include  all  counties 
in  the  United  States  which  are  not  listed 
in  either  paragraph  (a)(S)(ii)  of  this 
section  or  in  the  list  below: 

State  of  Arizona 

Apache 

Cochise 

Coconino 

Navaio 

Yavapai 


State  of  Idaho 

Bannock 

BearLaka 

Bingham 

Blaine 

Bonneville 

Butte 

Caribou 

Cassia 

Clark 

Custer 

Franklin 

Fremont 

Jefferson 

Lemhi 

Madison 

Minidoka 

Oneida 

Power 

Treton 

Valley 

State  of  Montana 

Beaveriiead 

Deer  Lodge 

Gallatin 

Jeffsrson 

Judith  Basin 

Madison 

Meagher 

Park 

Powell 

Silver  Bow 

Wheatland 

State  of  Nebraska 

Banner 
Cheyenne 
Kimball 
Sioux 

State  of  Oregon 

Harney 

Klamath 

Lake 

State  of  Texas 

Jeff  Davis 
Hudspeth 
Parmer 

State  of  Wyoming 

Albany 

Campbell 

Carbon 

Converse 

Fremont 

Goshen 

Hot  Springs 

Johnson 

Laramie 

Lincoln 

Natrona 

Niobrara 

Paric 

Platte 

Sublette 

Sweetwater 

Teton 

Uinta 

Washakie 

Weston 

(6)  Catalyst-equipped  vehicles, 
otherwise  covered  by  a  certificate, 
which  are  driven  outride  the  United 
States,  Canada,  and  Mexico  will  be 


presumed  to  have  bean  operated  on 
leaded  gasoline  resulting  in  deactivation 
of  the  catalysts.  If  these  vehicles  are 
imported  or  oEfered  for  importation 
without  retrofit  of  the  catalyst,  they  will 
be  considered  not  to  be  within  the 
coverage  of  the  certificate  unless 
Included  in  a  catalyst  control  program 
operated  by  a  manufacturer  or  a  United 
States  Government  agency  and 
approved  by  the  Administrator. 

(7)  For  incomplete  light-duty  trucks,  a 
certificate  covers  only  Uiose  new  ir.ctor 
vehicles  which,  when  completed  by 
having  the  primary  load-canying  device 
or  container  attadied.  conform  to  the 
maximtim  curb  weight  and  frontal  area 
limitations  described  in  the  application 
for  certification  as  required  in  S  86.094- 
21(d). 

(8)  For  heavy-duty  engines,  a 
certificate  covers  only  those  new  motor 
vehicle  engines  installed  in  heavy-duty 
vehicles  which  conform  to  the 
minimum  gross  vehicle  weight  rating, 
curb  weight,  or  fit>ntal  area  umitations 
for  heavyduty  vehicles  described  in 
§86.082-2. 

(9)  For  incomplete  gasoline-fueled 
and  methanol-fueled  heavy-duty 
vehicles  a  certificate  covers  only  those 
new  motor  vehicles  which,  when 
completed,  conform  to  the  nominal 
maximum  fuel  tank  capacity  limitations 
as  described  in  the  application  for 
certification  as  required  in  $  86.094- 
21(e). 

(10)(i)  For  diesel-cycle  light-duty 
vehicle  and  diesel-cycle  li^t-duty  trudc 
fiunilies  which  are  included  in  a 
particulate  averaging  program,  the 
manufacturer's  production-weighted 
average  of  the  particulate  emission 
limits  of  all  engine  famiUes  in  a 
participating  class  or  classes  shall  not 
exceed  the  applicable  diesel-cycle 
particulate  standard,  or  the  composite 
particulate  standard  defined  in 
§  86.090-2  as  appropriate,  at  the  end  of 
the  model  year,  as  determined  in 
accordance  with  this  part.  The 
certificate  shall  be  void  ab  initio  for 
those  vehicles  causing  the  production- 
weighted  FEL  to  exceed  the  particulate 
standard. 

(ii)  For  all  heavy-duty  diesel-cycle 
engines  which  are  included  in  the 
particulate  averaging,  trading,  or 
banking  programs  under  §  86.094-15, 
the  provisions  of  paragraphs  (a)(10)(ii) 
(A)  through  (C)  of  this  section  apply. 

(A)  All  certificates  issued  are 
conditional  upon  the  manufacturer 
complying  with  the  provisions  of 
S  86.094-15  and  the  averaging,  trading, 
and  banking  related  provision  of  other 
applicable  sections,  both  during  and 
alter  the  model  year  production. 
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(B)  Paihm  to  comply  with  all 
pnMdons  of  f  8(M)94-15  will  bo 
considored  to  b«  •  Mhire  to  satisfy  the 
conditians  upon  vMdi  the  certificate 
was  issued,  and  the  certificate  may  be 
deemed  void  ab  initio. 

(C)  The  manufKturar  shall  beer  the 
burden  of  establishing  to  the  satisfection 
of  the  Administrator  that  the  condititma 
upon  whidi  the  certificate  vras  issued 
were  satisfied  or  excused. 

(11)  (i)  For  Ught-duty  trudc  femiUes 
which  are  induded  in  a  NO.  averaging 
program,  the  manufacturer's 
production-weighted  average  of  the  NO, 
amissian  limits  of  all  audi  engine 
fomiliea  shall  not  exceed  the  appUcaUe 
NOa  emission  standard,  or  the 
composite  NO.  emission  standard 
defined  in  $  86.08&-2.  as  appropriate,  at 
the  end  of  the  model  year,  as 
determined  in  accordance  writh  this 
part.  The  certificate  shall  be  void  ab 
Initio  for  those  vehicles  causing  the 
pfoducti(m-weighted  PEL  to  exceed  the 
NO.  standard. 

(ii)  For  all  heavy  duty  engines  which 
are  included  in  the  NO.  averaging, 
trading,  or  banking  programs  under 
§  86.091>15.  the  provisions  of 
para^phs  (aXll)(ii)  (A)  through  (Q  of 
this  section  apply. 

(A)  All  certificates  issued  are 
cooditiODal  upon  the  maniifKturer 
complying  with  the  provisions  of 
S  86.094-15  and  the  avera^g,  trading, 
and  banking  related  provision  of  other 
applicable  sections,  both  during  and 
after  the  model  year  production. 

CB)  Failure  to  comply  with  all 
provisions  of  §  86.094-15  vrill  be 
considered  to  be  a  failure  to  satisfy  the 
conditions  upon  wfaidi  the  certificate 
was  issued,  and  the  certificate  may  be 
deemed  void  ab  initia 

(C)  The  manufarturar  shall  bear  the 
burdm  of  establishing  to  the  satisfaction 
of  the  Administrator  that  the 
"conditions  upon  whidi  the  certificate 
vras  issued  ware  satisfied  or  excused. 

(12)  For  all  li^-duty  vehicles 
certified  to  standards  under  $  86.094-8 
or  to  whidi  standards  under  §  86.708- 
94  are  applicable,  the  provisions  of 
paragraphs  (a)(12)  (i)  through  (iii)  of  this 
section  apply. 

(i)  All  certificates  issued  are 
conditional  upon  the  manufacturer 
complying  with  all  provisions  of 
§§86.094-8  and  86.706-94  both  during 
and  after  model  yeer  production. 

(ii)  Failure  to  meet  the  required 
implementation  schedule  sales 
percentages  as  spedfled  fai  §§86.094-6 
and  §86.708-94  will  be  considered  to 
be  a  failure  to  satisfy  the  conditions 
upon  which  the  certific8te(s)  was  issued 
and  the  vehicles  sold  in  vidation  of  the 


implementation  schedule  shall  not  be 
covered  by  the  certificate. 

(iii)  The  manufacturer  shall  bear  the 
burden  of  establishing  to  the  satisfaction 
of  the  Administrator  that  the  conditions 
upon  whidi  the  certificate  was  issued 
were  satisfied. 

(13)  For  all  light-duty  trudcs  certified 
to  standards  under  §  86.094-9  and  to 
which  standards  under  §  86.709-94  are 
applicable,  the  provisions  of  paragra{^ 
(a)(13)  (i)  through  (iii)  this  section 
apply. 

U)  All  certificates  issued  are 
conditional  upon  the  manufacturer 
complying  with  aU  provisions  of 
§§  86.094-9  and  86.709-94  both  during 
and  after  model  year  producticm. 

(ii)  Failure  to  meet  the  required 
implementation  schedule  sales 
percentages  as  spedfied  in  §§  86.094-9 
and  86.709-94  will  be  considered  to  be 
a  failure  to  satisfy  the  conditions  upcm 
which  the  certificate(s)  was  issued  and 
the  individual  vehides  sold  in  violation 
of  the  implementation  schedule  shall 
not  be  covered  by  the  certificate. 

(iii)  The  manufacturer  shall  bear  the 
burden  of  establishing  to  the  satisfaction 
of  the  Administrator  that  the  conditions 
upon  which  the  certificate  was  issued 
were  satisfied. 

(14)  For  all  light-duty  vehicles  and 
li^t-duty  trucks  certified  Mrith  an 
Alternative  Service  Accumulaticm 
Durability  Program  under  §  86.094- 
13(e).  paragraphs  (a)(14)  (i)  through  (iii) 
of  tl:ds  section  apply. 

(i)  All  certificates  issued  are 
conditional  upon  the  manufacturer 
performing  the  in-use  verification 
program  pursuant  to  the  agreement 
described  in  §86.094-13(e)(8). 

(ii)  Failure  to  fully  comply  with  all 
the  terms  of  the  in-use  verification 
program  pursuant  to  the  agreement 
described  in  §  86.094-13(e)(8)  will  be 
considered  a  failure  to  satisfy  the 
conditions  upon  which  the  certificate 
was  issued.  A  vehide  or  truck  will  be 
considered  to  be  covered  by  the 
certificate  only  if  the  manufacturer 
fulfills  the  conditions  upon  whidi  the 
certificate  is  issued. 

(iii)  The  manufacturer  shall  bear  the 
burden  of  establishing  to  the  satisfaction 
of  the  Administrator  that  the  conditions 
upon  which  the  certificate  was  issued 
were  satisfied. 

(b)(1)  The  Administrator  will 
determine  whether  a  vehicle  (or  engine) 
covered  by  the  application  complies 
with  applicable  standards  (or  famify 
emissicm  Umits.  as  appropriate)  by 
observing  the  following  relationships:  in 
paragraphs  (bKl)  (i)  through  (iv)  of  this 
section: 

(i)  Ug^t-duty  vehidm.  (A)  The 
durability  data  v^icle(s)  seleded  tmder 


§  86.094-24(c)(l)(i)  shall  represent  all 
vdiides  of  the  same  engine  system 
combination. 

(B)  The  emission  data  vehide(s) 
seleded  under  §  86.094-24(b)(l)  (U) 
through  (iv)  shall  represent  all  vehides 
of  the  same  engine-system  combinatkm 
as  appUcable. 

(C)  The  emission  data  vehicle(s) 
seleded  under  §  86.094-24(b)(l)(vii)  (A) 
and  (B)  shall  represent  all  vehicles  of 
the  same  evaporative  control  system 
within  the  evaporative  family. 

(ii)  Light-duty  trucks.  (A)  The 
emission  data  vehicle(s)  seleded  under 
§  86.094-24(b)(l)(ii),  shall  represent  all 
vehides  of  the  same  engine-system 
combination  as  applicable. 

(B)  The  emission  data  vehicle(s) 
seleded  under  §  86.094-24  (b)(I)(vii)  (A) 
and  (B)  shall  represent  all  vehicles  of 
the  same  evaporative  control  system 
within  the  evaporative  family. 

(Q  The  emission  data  vehicle(s) 
seleded  under  §  86  .09424(b)  (1)  (v) 
shall  represent  all  vehicles  of  the  same 
enginesystem  combination  as 
applicable. 

(D)  The  emission  data  vehide(s) 
seleded  under  §  86.094-24(b)(l)(viii) 
shall  represent  all  vehicles  of  the  same 
evaporative  control  system  within  the 
evaporative  emission  family,  as 
applicable. 

(iii)  Heavy-duty  engines.  (A)  An  Otto- 
cyde  emission  data  test  en^e  seleded 
under  §86.094-24(b)(2)(iv)  shall 
represent  all  engines  in  the  same  family 
of  the  same  engine  displacement- 
eidiaust  emission  control  system 
combination. 

(8)  An  Otto-cycle  emission  data  test 
engine  seleded  under  §  86.094- 
24(b)(2)(iii)  shall  represent  all  engines 
in  the  same  engine  family  of  the  same 
engine  displacement-exhaust  emission 
control  system  combination. 

(C)  A  mesel  emission  data  test  engine 
seleded  under  §  86.094-24(b)(3)(ii) 
shall  represent  all  engines  in  the  same 
enmne-system  combination. 

(D)  A  diesel  emission  data  test  engine 
seleded  under  §  86.094-24(b)(3)(iii) 
shall  represent  all  engines  of  that 
emission  control  system  at  the  rated  fiiel 
delivwy  of  the  test  engine. 

(iv)  Gasoline-fueled  and  methanol- 
fueled  heavy-duty  vdiides.  A  statement 
of  compUance  submitted  under 
§  86.094-23(b)(4)  (i)  or  (u)  shall 
represent  all  vehicles  in  the  same 
evaporative  emission  family-evaporative 
emission  control  system  combination. 

(2)  The  Administrator  will  proceed  as 
in  paragraph  (a)  of  this  sedion  with 
resped  to  the  vehicles  (or  engines) 
belonging  to  an  engine  family  or  engine 
family-evaporative  emission  family 
combination  (as  appUcable),  all  of 
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which  comply  with  all  applicable 
standards  (or  family  emission  limits,  as 
appnmriete). 

(3)  u  after  a  review  of  the  test  reports 
and  data  submitted  by  the  manufacturer, 
data  derived  from  any  additional  testing 
conducted  pursuant  to  $  86.091-29.  data 
or  information  derived  from  any 
inspection  carried  out  under  §  86.094- 
7(d)  or  any  other  pertinent  data  or 
information,  the  Administrator 
determines  that  one  or  more  test 
vehides  (or  test  engines)  of  the 
certification  test  fleet  do  not  meet 
applicable  standards  (or  family  emission 
limits,  as  appropriate),  he  will  notify  the 
manufacturer  in  vrriting,  setting  forth 
the  basis  for  his  determination.  Within 
30  days  following  receipt  of  the 
notification,  the  manufacturer  may 
request  a  hearing  on  the  Administrator's 
determination.  ThB  request  shall  be  in 
writing,  signed  by  an  authorized 
representative  of  the  manufacturer  and 
shall  include  a  statement  specifying  the 
manufacturer's  objections  to  the 
Administrator's  determination  and  data 
in  support  of  sach  obiecticms.  If,  after  a 
review  of  the  request  and  supporting 
data,  the  Administrator  finds  that  the 
request  raises  a  substantial  factual  issue, 
he  shall  provide  the  manufactiuer  a 
hearing  in  accordance  with  §  86.078-6 
with  respect  to  such  issue. 

(4)  For  light-duty  vehicles  and  light- 
duty  trucks  the  manufacturer  may,  at  its 
option,  proceed  with  any  of  the 
following  alternatives  with  respect  to  an 
emission  data  vehicle  determined  not  in 
compliance  with  all  applicable 
standards  (ot  family  emission  limits,  as 
amiropriate)  for  which  it  was  tested: 

0)  luquest  a  hearing  under  §  86.078- 
6;  or 

(ii)  Remove  the  vehicle  configuration 
(or  evaporative  vehicle  configiuation,  as 
applic&le)  which  failed,  bom  his 
application: 

(A)  If  the  failed  vehicle  was  tested  for 
compliance  with  exhaust  emission  . 
standards  (or  family  emission  limits,  as 
appropriate)  only:  The  Administrator 
may  select,  in  place  of  the  failed 
vehicle,  in  accordance  with  the 
selection  criteria  employed  in  selecting 
the  failed  vehicle,  a  new  emission  data 
vehicle  to  be  tested  for  exhaust  emission 
compliance  only;  or 

(Bj  If  the  failed  vehicle  was  tested  for 
compliance  with  both  exhaust  and 
evaporative  emission  standards:  The 
Administrator  may  select,  in  place  of 
the  failed  vehicle,  in  accordance  with 
the  selection  criteria  employed  in 
selecting  the  failed  vehicle,  a  new 
emission  data  vehicle  which  will  be 
tested  for  compliance  with  both  exhaust 
and  evaporative  emission  standards.  If 
one  vehicle  cannot  be  selected  in 


accordance  with  the  selection  criteria 
employed  in  selecting  the  failed  vehicle, 
then  two  vehicles  may  be  selected  (i.e.. 
one  vehicle  to  satisfy  the  esdiatist 
emission  vehicle  selection  criteria  and 
one  vehicle  to  satisfy  the  evaporative 
emission  vehicle  selection  criteria).  The 
vehicle  selected  to  satisfy  the  exhaust 
emission  vehicle  selection  criteria  will 
be  tested  for  compliance  with  exhaust 
emission  standards  (or  family  emission 
limits,  as  appropriate)  onfy.  The  vehicle 
selected  to  satisfy  the  evaporative 
emission  vehicle  selection  criteria  will 
be  tested  for  compliance  with  both 
exhaust  and  evaporative  emission 
standards;  or 

(iii)  Remove  the  vehicle  configuration 
(or  evaporative  vehicle  configiuation.  as 
applicable)  which  failed  from  the 
application  and  add  a  vehicle 
configuration(s)  (or  evaporative  vehicle 
configuration(s),  as  applicable)  not 
previously  listed.  The  Administrator 
may  require,  if  applicable,  that  the 
failed  vehicle  be  modified  to  the  new 
engine  code  (or  evaporative  emission 
code,  as  appUcable)  and  demonstrate  by 
testing  that  it  meets  applicable 
standards  (or  family  emission  limits,  as 
appropriate)  for  which  it  was  originally 
tested.  In  addition,  the  Administrator 
may  select,  in  accordance  with  the 
vehicle  selection  criteria  given  in 
§  86.094-24(b),  a  new  emission  data 
vehicle  or  vehicles.  The  vehicles 
selected  to  satisfy  the  exhaust  emission 
vehicle  selection  criteria  will  be  tested 
for  compliance  with  exhaust  emission 
standards  (or  family  emission  limits,  as 
appropriate)  only.  The  vehicles  selected 
to  satisfy  the  evaporative  emission 
vehicle  selection  criteria  will  be  tested 
for  compliance  with  both  exhaust  and 
evaporative  emission  standards  (or 
family  emission  limits,  as  appropriate); 
or 

(iv)  Correct  a  component  or  system 
malfunction  and  show  that  with  a 
correctfy  functioning  system  or 
component  the  failed  vehicle  meets 
applicable  standards  (or  family  emission 
limits,  as  appropriate)  for  which  it  was 
originally  tested.  The  Administrator 
may  require  a  new  emission  data 
vehicle,  of  identical  vehicle 
configuration  (or  evaporative  vehicle 
configuration,  as  applicable)  to  the 
failed  vehicle,  to  be  operated  and  tested 
for  compliance  with  the  applicable 
standards  (or  family  emission  limits,  as 
appropriate)  for  which  the  failed  vehicle 
was  originally  tested. 

(5)  For  heavy-duty  engines  the 
manufacturer  may,  at  his  opticm. 
proceed  vrith  any  of  the  following 
alternatives  with  respect  to  any  engine 
family  represented  by  a  test  ei^ne  (s) 
determined  not  in  compliance  vrith 


applicable  standards  (or  family  emission 
limit,  as  appropriate): 

(i)  Request  a  nearing  imder  §  86.078- 
6;  or 

(ii)  Delete  from  the  application  for 
certification  the  engines  represented  by 
the  failing  test  engine.  (Engines  so 
deleted  may  be  included  in  a  later 
request  for  certification  under  S  86.079- 
32.)  The  Administrator  may  then  select 
in  place  of  each  failing  engine  an 
dtemate  engine  choeen  in  accordance 
witih  selecticm  criteria  employed  in 
selecting  the  engine  that  failed;  or 

(iii)  Modify  the  test  engine  and 
demonstrate  by  testing  that  it  meets 
applicable  standards.  Another  engine 
which  is  in  all  material  respect  the  same 
as  the  first  engine,  as  modified,  may 
then  be  t^Mieted  and  tested  in 
accordance  with  applicable  test 
procedures. 

(6)  If  the  manufacturer  does  not 
request  a  hearing  or  present  the  required 
data  under  paragraphs  (b)  (4)  or  (5)  of 
this  section  (as  applicable)  of  this 
section,  the  Administrator  wrill  deny 
certification. 

(c)(1)  Notwithstanding  the  fact  that 
any  certification  vehide(s)  (or 
certification  engine(s))  may  comply  with 
other  provisions  of  this  subpart,  the 
Administrator  may  withhold  or  deny 
the  issuance  of  a  certificate  of 
conformity  (or  suspend  or  revoke  any 
such  certificate  which  has  been  issued) 
with  respect  to  any  sudi  vehide(s)  (or 
engine(s))  if: 

(i)  The  manufacturer  submits  false  or 
incomplete  information  in  his 
application  for  certification  thereof; 

Ui)  The  manufacturer  renders 
inaccurate  any  test  data  which  he 
submits  pertaining  thereto  or  otherwise 
drcumvents  the  intent  of  the  Act,  or  of 
this  part  with  respect  to  such  vehide  (or 
engine); 

(iii)  Any  EPA  Enforcement  Officer  is 
denied  access  on  the  terms  q)edfied  in 
§  86.091-7(d)  to  any  fadUty  or  portion 
thereof  which  contains  any  of  the 
following: 

(A)  The  vehide  (or  engine); 

(B)  Any  components  used  or 
considered  for  use  in  its  modification  or 
buildup  into  a  certification  vehicle  (or 
certification  engine); 

(C)  Any  production  vehide  (or 
production  engine)  which  is  or  will  be 
daimed  by  the  manufacturer  to  be 
covered  by  the  certificate; 

P)  Any  step  in  the  construction  of  a 
vehide  (or  engine)  described  in 
paragraph  (cKiii)(C)  of  this  section; 

(E)  Any  records,  documents,  reports, 
or  histories  required  by  this  part  to  be 
kept  concerning  any  of  the  atxtve;  or 

(iv)  Any  EPA  Enforcement  Officer  is 
denied  "reasonable  assistance"  (as 
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defined  in  §  86.0gi-7(d)  in  examining 
any  of  the  items  listed  in  paragraph 
(cMlMiii)  of  tWs  section. 

(2)  The  sanctions  of  withholding, 
denying,  revoking,  or  suspending  of  a 
certificate  may  be  imposed  for  the 
reasons  in  paragraphs  (c)(1)  (i).  (ii).  (iii). 
or  (iv)  of  this  section  only  when  the 
infraction  is  substantial. 

(3)  In  any  case  in  which  a 
manufacturer  knowingly  submits  false 
or  inaccurate  information  or  knowingly 
renders  inaccurate  or  invalid  any  test 
data  or  commits  any  other  fraudulent 
acts  and  such  acts  contribute 
substantially  to  the  Administrator's 
decision  to  issue  a  certificate  of 
conformity,  the  Administrator  may 
deem  such  certificate  void  ab  initio. 

(4)  In  any  case  in  which  certification 
of  a  vehicle  (or  engine)  is  proposed  to 
be  withheld,  denied,  revoked,  or 
suspended  under  paragraph  (c)(1)  (iii)  or 
(iv)  of  this  section,  and  in  which  the 
Administrator  has  presented  to  the 
manufacturer  involved  reasonable 
evidence  that  a  violation  of  §  86.091- 
7(d)  in  bcX  occiirred,  the  manufacturer, 
if  he  wishes  to  contend  that,  even 
though  the  violation  occurred,  the 
vehicle  (or  engine)  in  question  was  not 
involved  in  the  violation  to  a  degree  that 
would  warrant  writhholding,  denial, 
revocation,  or  suspension  of 
certification  under  either  paragraph 
(c)(1)  (iii)  or  (iv)  of  this  section,  shall 
have  the  burden  of  establishing  that 
contention  to  the  satisfaction  of  the 
Administrator. 

(5)  Any  revocation  or  suspension  of 
certification  under  paragraph  (c)(1)  of 
this  section  shall: 

(i)  Be  made  only  after  the 
manufacturer  concerned  has  been 
offered  an  opportimity  for  a  hearing 
conducted  in  accordance  with  %  86.078- 
6  hereof:  and 

(ii)  Extend  no  further  than  to  forbid 
the  introduction  into  commerce  of 
vehicles  (or  engines)  previously  covered 
by  the  certification  which  are  still  in  the 
hands  of  the  manufacturer,  except  in 
cases  of  such  fraud  or  other  misconduct 
as  makes  the  certification  invalid  ab 
initio. 

(6)  The  manufacturer  may  request  in 
the  form  and  manner  specified  in 
paragraph  (b)(3)  of  this  section  that  any 
determination  made  by  the 
Administrator  under  paragraph  (c)(1)  of 
this  section  to  %vithhold  or  deny 
certification  be  reviewed  in  a  hearing 
conducted  in  accordance  with  $  86.078- 
6.  If  the  Administrator  finds,  after  a 
review  of  the  request  and  supporting 
data,  that  the  request  raises  a  substantial 
(actual  issue,  he  will  grant  the  request 
with  respect  to  such  issue. 


(dMD  For  light-duty  v^cles. 
Notwithstanding  the  fact  that  any 
vehicle  configuration  or  engine  nmily 
may  be  covered  by  a  valid  outstandii:^; 
certificate  of  conformity,  the 
Administrator  may  suspend  such 
outstanding  certificate  of  conformity  in 
whole  or  in  part  with  respect  to  such 
vehicle  configuration  or  engine  family 

if: 

(i)  The  manufacturer  refuses  to 
comply  with  the  provisions  of  a  test 
order  issued  by  the  Administrator 
pursuant  to  §  86.603;  or 

(ii)  The  manufacturer  refuses  to 
comply  with  any  of  the  requirements  of 
$86,603:  or 

(iii)  The  manufactiuer  submits  false  or 
incomplete  information  in  any  report  or 
information  provided  pursuant  to  the 
requirements  of  $  86.609;  at 

(iv)  The  manufacturer  renders 
inaccurate  any  test  data  which  he 
submits  pursuant  to  $  86.609;  or 

(v)  Any  EPA  Enforcement  Officer  is 
denied  the  opportunity  to  conduct 
activities  related  to  entry  and  access  as 
authorized  in  §  86.606  of  this  part  and 
in  a  warrant  or  court  order  presented  to 
the  manufacturer  or  the  party  in  charge 
of  a  facility  in  question:  or 

(vi)  EPA  Enforcement  Officers  are 
unable  to  conduct  activities  related  to 
entry  and  access  or  to  obtain 
"reasonable  assistance"  as  authorized  in 
§  86.606  of  this  part  because  a 
manufacturer  has  located  its  facility  in 
a  foreign  jurisdiction  where  local  law 
prohibits  those  activities;  or 

(vii)  The  manufacturer  refuses  to  or  in 
fact  does  not  comply  with  §  86.604(a). 
§ 86.605.  §  86.607.  §  86.608.  or  §  86.610. 

(2)  The  sanction  of  suspending  a 
certificate  may  not  be  imposed  for  the 
reasons  in  paragraph  (d)(1)  (i).  (ii),  or 
(vii)  of  this  section  where  the  refusal  is 
caused  by  conditions  and  circumstances 
outside  the  control  of  the  manufacturer 
which  render  it  impossible  to  comply 
with  those  requirements. 

(3)  The  sanction  of  suspending  a 
certificate  may  be  imposed  for  the 
reasons  in  paragraph  (d)(1)  (iii),  (iv).  or 
(v)  of  this  section  only  when  the 
infraction  is  substantial. 

(4)  In  any  case  in  which  a  ' 
manufacturer  knowingly  submitted  false 
or  inaccurate  information  or  knowingly 
rendered  inacau^te  any  test  data  or 
committed  any  other  fraudulent  acts, 
and  such  acts  contributed  substantially 
to  the  Administrator's  original  decision 
not  to  suspend  or  revoke  a  certificate  of 
conformity  in  whole  or  in  part,  the 
Administrator  may  deem  such 
certificate  void  from  the  date  of  such 
fraudulent  act. 

(5)  In  any  case  in  which  certification 
of  a  vehicle  is  proposed  to  be  suspended 


under  paragraph  (d)(l)(v)  of  this  section 
and  in  which  die  Administrator  has 
presented  to  the  manufocturer  involved 
reasonable  evidence  that  a  violation  of 
§  86.606  in  fact  occurred,  if  the 
manufacturer  wishes  to  contend  that, 
although  the  violation  occurred,  the 
v^cle  configuration  or  engine  family 
in  question  was  not  involved  in  the 
violation  to  a  degree  that  would  warrant 
siupension  of  certification  under 
paragraph  (d)(l)(v)  of  this  section,  the 
manufactiirer  shall  have  the  burden  of 
establishing  the  contention  to  the 
satisfaction  of  the  Administrator. 

(6)  Any  suspension  of  certificaticm 
imder  paragraph  (d)(1)  of  this  section 
shall: 

(i)  Be  made  only  after  the 
manufacturer  concerned  has  been 
offered  an  opportunity  for  a  hearing 
conducted  in  accordance  with  §  86.614; 
and 

(ii)  Not  apply  to  vehicles  no  longer  in 
the  hands  of  the  manufacturer. 

(7)  Any  voiding  of  a  certificate  of 
conformity  under  paragraph  (d)(4)  of 
this  section  will  be  made  only  after  the 
manufacturer  concerned  has  been 
offered  an  opportimity  for  a  hearing 
conducted  in  accordance  with  §  86.614. 

(8)  Any  voiding  of  the  certificate 
under  §86.091-30(a)(10)  will  be  made 
only  after  the  manufacturer  concerned 
has  been  offered  an  opportunity  for  a 
hearing  conducted  in  accordance  with 
§86.614. 

(e)  For  light-duty  trucks  and  heavy- 
duty  engines.  (1)  Notwithstanding  the 
fact  that  any  vehicle  configuration  or 
engine  femily  may  be  covered  by  a  valid 
outstanding  certificate  of  conformity, 
the  Administrator  may  suspend  sudi 
outstanding  certificate  of  conformity  in 
whole  or  in  part  with  respect  to  such 
vehicle  or  engine  configuration  or 
engine  family  if: 

(i)  The  manufacturer  refuses  to 
comply  with  the  provisions  of  a  test 
order  issued  by  the  Administrator 
purauant  to  §  86.1003;  or 

(ii)  The  manufacturer  refuses  to 
comply  with  any  of  the  requirements  of 
§86.1003;  or 

(iii)  The  manufacturer  submits  false  or 
incomplete  information  in  any  report  or 
information  provided  pursuant  to  the 
requirements  of  §  86.1009;  or 

(iv)  The  manufacturer  rendera 
inaccurate  any  test  data  submitted 
purauant  to  §  86.1009;  or 

(v)  Any  EPA  Enforcement  Officer  is 
denied  the  opportunity  to  conduct 
activities  related  to  entry  and  access  as 
authorized  in  §  86.1006  of  this  part  and 
in  a  warrant  or  court  order  presented  to 
the  manufacturer  or  the  party  in  charge 
of  a  bdlity  in  question:  or 
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(vi)  EPA  EnforcanMot  Offiosra  ara 
unable  to  canduct  activitiM  ralatad  to 
entry  and  access  as  authorised  In 
§'86.1006  of  this  part  because  a 
manufacturer  has  located  a  fiacility  in  a 
foreign  jurisdiction  where  local  law 
prohibits  those  activities;  or 

<vii)  The  manulacturar  raftises  to  or  in 
fact  does  not  comply  with  the 
requirements  of  SS  86.1004(a).  86.1005, 
86.1007. 86.1008, 86.1010. 86.1011.  or 
86.1013. 

(2)  The  sanction  of  suspending  a 
certificate  may  not  be  imposed  for  the 
reasons  in  paragraph  (e)(1)  (i).  (ii).  or 
(vii)  of  this  section  where  such  refusal 
or  denial  is  caused  by  conditions  and 
circumstances  outside  the  control  of  the 
manuCacturer  whidi  rendws  it 
impossible  to  comply  with  those 
requirements.  Such  conditions  and 
circiunstances  shall  include,  but  are  not 
limited  to,  any  uncontrollable  factors 
\^ich  result  in  the  temporary 
unavailability  of  equipment  and 
personnel  needed  to  conduct  the 
required  tests,  such  as  equipment 
breakdown  or  failure  or  illness  of 
personnel,  but  shall  not  include  failure 
of  the  manufacturers  to  adequately  plan 
for  and  provide  the  equipment  and 
personnel  needed  to  cmduct  the  tests. 
The  manu£acturer  wdll  bear  the  burden 
of  establishing  the  presence  of  the 
conditions  and  circumstances  required 
by  thisparagraph. 

(3)  The  sanction  of  suspending  a 
certificate  may  be  imposed  for  the 
reesons  outlined  in  paragraph  (e)(1)  (iii), 
(iv),  or  (v)  of  this  section  only  when  the 
infiaction  is  substantial. 

(4)  In  any  case  in  which  a 
manufacturer  knowingly  submitted  fialse 
or  inaccurate  information  or  knowingly 
rendered  inaccurate  any  test  data  or 
committed  any  other  fraudulent  acts, 
and  such  acts  ccmtributed  substantially 
to  the  Administrator's  original  decision 
not  to  suspend  or  revoke  a  certificate  of 
conform!^  in  whole  or  in  part,  the 
Administrator  may  deem  such 
certificate  void  frt>m  the  date  of  such 
fraudulent  act. 

(5)  In  any  case  in  which  certification 
of  a  light-duty  truck  or  heavy-duty 
engine  is  proposed  to  be  suspended 
iinder  paragraph  (e)(l)(v)  of  this  section 
and  in  which  the  Administrator  has 
presented  to  the  manufactiirer  involved 
reasonable  evidence  that  a  violation  of 
$  86.1006  in  fact  occurred,  if  the 
manufacturer  wishes  to  contend  that, 
although  the  violation  occurred,  the 
vehicle  or  engine  configuration  or 
engine  family  in  question  was  not 
involved  in  Uie  violation  to  a  degree  that 
would  warrant  suspension  of 
certification  under  paragrapli  (eXl)(v)  of 
this  section,  he  shall  have  the  burden  of 


establishing  that  contentiim  to  the 
satisiKtioD  ai  the  Administrator. 

(6)  Any  suspension  of  oertificatiqo 
vnder  paragraph  (eXl)  of  this  sectioo 
shaU: 

(i)  Be  made  only  after  the 
manufacturer  concerned  has  been 
offered  an  opportunity  for  a  hearing 
conducted  in  acaffdaDce  writh 
$86.1014;  and 

(ii)  Not  apply  to  vehicles  or  engines 
no  longer  in  the  hands  of  the 
manufacturer. 

(7)  Any  voiding  of  a  certificate  of 
omfonnity  under  paragraph  (e)(4)  of 
this  section  shall  be  made  only  after  the 
manufacturer  concerned  has  lieen 
offered  an  opportunity  for  a  hearing 
conducted  in  acctmlance  with 
$86.1014. 

(8)  Any  voiding  of  the  certificate 
under  paragraph  (a)  (10)  or  (11)  of  this 
section  will  be  made  only  after  the 
manufacturer  concerned  has  been 
offered  an  opportunity  for  a  bearing 
conducted  in  accordance  with 
$86.1014. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

14.  Section  86.094-35  is  amended  by 
removing  and  reserving  paragraphs 
(a)(2)(iii)(F)and(c)(l)(ii)(B)(2). 

15.  Section  86.095-14  is  revised  to 
read  as  follows:    - 

{  06.O8^*  14   SmalMfoiufiie  inanufacluraca 
LitlflciHoii  Ofoceduraa. 

Section  86.095-14  includes  text  that 
specifies  requirements  that  differ  bom 
%  86.094-14.  Whoe  a  paragraph  in 
§  86.094-14  is  identical  and  applicable 
to  $  86.095-14.  this  may  be  indicated  by 
specifying  the  corresponding  paragraph 
and  the  statement  "(Reserved].  For 
guidance  see  $  86.094-14."  Where  a 
corresponding  paragraph  of  $  86.094-14 
is  not  applicable,  this  U  indicated  by  the 
statemmt  "(Reserved]." 

(a)  through  (c)(ll)(ii)(B)(l5) 
(Reserved].  For  guidance  see  $  86.094- 
14. 

(c)(ll)(ii)(B)(}6)  A  description  of 
vehicle  adjustments  or  modifications 
required  by  $§  86.094-8(j)  and  86.094- 
9(j).  if  any.  to  assure  that  light-duty 
vehicles  and  light-duty  trucks  covered 
by  a  certificate  of  conformity  conform  to 
the  regulations  while  Iwing  operated  at 
any  altitude  locations,  and  a  statement 
of  the  altitude  at  whidi  the  adjustments 
or  modifications  apply. 

(17)  A  descriptira  of  the  light-duty 
vehicles  and  light-duty  trucks  which  are 
exempted  from  the  high  altitude 

(]0)  Proof  that  the  manufacturer  has 
obtained  or  eotered  an  agreement  to 
purchase,  when  applicable,  the 


lasuranoe  pirficy  required  by  ^ 
S  85.1510(b)  of  this  chapter.  The 
manu&cturer  may  sutiinit  a  copy  of  the 
insurance  policy  or  purchase  agreement 
as  proof  ttict  the  manufacturer  has 
obtiained  or  entered  an  agreement  to 
purchase  the  insurance  policy. 

(C)  The  results  of  all  emission  tests 
the  manufacturer  perfcmns  to 
demonstrate  compliance  with  the 
applicable  standards. 

U))(l)  The  following  statement  signed 
by  the  authorized  representative  of  the 
manufacturer  "The  vehicles  (or 
engines)  described  herein  have  been 
tested  in  accordance  with  (list  of  the 
applicdile  subparts  A,  B,  D,  I,  M,  N.  or 
P)  of  part  86,  title  40.  Code  of  Federal 
Raguuticms,  and  on  the  basis  of  those 
tests  are  in  conformance  with  that 
subpart  All  of  the  data  and  records 
required  by  that  subpart  are  on  file  and 
are  available  for  inspection  by  the  EPA 
Administrator.  We  project  the  total  US. 
sales  of  vehicles  (engines)  subject  to  this 
subpart  (including  dl  vehicles  and 
engines  imported  under  the  provisions 
of  40  CFR  85.1505  and  40  CFR  85.1506) 
to  be  fewer  than  10,000  units." 

[2)  A  statement  as  required  by  and 
contained  in  $  86.094-14(cX5)  signed  by 
the  authorized  representative  of  the 
manufacturer. 

(J)  A  statement  that  the  vehicles  or 
engines  described  in  the  manufacturer's 
appUcation  for  certification  are  not 
equipped  with  auxiliary  emissiai 
control  devices  which  can  be  classified 
as  a  defeat  device  as  defined  in 
$86,092-2. 

(4)  A  statement  of  compliance  with 
secticm  206(a)(3)  of  the  Clean  Air  Act 
(42  U.S.C  7525(a)(3)). 

(5)  A  statement  that,  based  aa  the 
manufactiuer's  engineering  evaluation 
and/or  onission  testing,  the  light-duty 
vehicles  and  light-duty  trudu  comply 
with  emission  standaitls  at  high  altitude 
unless  exempt  under  $86.094-8(h)  or 
$86.094-9(h). 

[6]  [Reserved] 

(c)(ll)(U)  (D)(7)  through  (cHl5) 
[Reserved] .  For  guidance  see  S  86.094- 
14. 

(Approved  by  the  Office  of  Managmnent  and 
Budget  under  control  number  2060-0104) 

16.  Section  86.095-24  is  revised  to 
read  as  follows: 


186.096-24    Jmt\ 

Section  86.095-24  inchides  text  that 
specifies  requirements  that  differ  from 
$  86.094-24.  Whwe  a  paragraph  in 
S  86.094-24  is  idmtical  and  applicable 
to  $  86.095-24,  this  may  be  indicated  by 
specifying  the  corresponding  paragraph 
and  the  statement  "(Reserved].  For 
guidance  see  $  86.094r-24."  Where  a 
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conespondmg  paragraph  of  S  86.094-24 
is  not  applicable,  this  is  indicated  by  the 
statement  "JReserved]." 

(a)  throu^  (b)(l)(v)  introductory  text 
(Reserved].  For  guidance  see  §  86.094- 
24. 

(b)(l)(vMA)  The  manufactxirer  will 
select  for  testing  under  high-altitude 
conditions  the  vehicle  expected  to 
exhibit  the  highest  emissions  from  the 
nonexempt  vehicles  selected  in 
accordance  with  §86.094-24(b)(l)  (U). 
(lU).  and  (iv);  or 

(B)  In  Ueu  of  testing  vehicles 
acomling  to  paragraph  (b)(l)(v)(A)  of 
this  section,  a  manunctuier  may 
provide  a  statement  in  its  application 
for  certification  that,  based  on  the 
manufacturer's  engineering  evaluation 
of  such  high-altitude  emission  testing  as 
the  manufacturer  deems  appropriate 
that  all  light-duty  vehicles  and  light- 
duty  trucxs  not  exempt  under  §  86.090- 
8(h)  or  §  86.094-9(h)  comply  with  the 
'  emission  standards  at  high  altitude. 

(vi)  If  90  percent  or  more  of  the  engine 
family  sales  will  be  in  California,  a 
manufacturer  may  substitute  emission 
data  vehicles  selected  by  the  California 
Air  Resources  Board  critwia  for  the 
selections  specified  in  §86.094-24(b)(l) 
(i).  (ii),  and  (iv). 

(vii)(A)  Vehicles  of  each  evaporative 
einission  family  wrill  be  divided  into 
evaporative  emission  control  systems. 

(B)  The  Administrator  will  select  the 
vehicle  expected  to  exhibit  the  highest 
evaporative  emissions,  from  within  each 
evaporative  family  to  be  certified,  from 
among  the  vehicles  represented  by  the 
exhaust  emission  data  selections  for  the 
engine  family,  imless  evapwative 
testing  has  abeady  been  completed  on 
the  vehicle  expected  to  exhibit  the 
highMt  evaporative  emissions  for  the 
evaporative  family  as  part  of  another 
en^ne  family's  testing. 

(C)  If  the  vehicles  selected  in 
accordance  %vith  paragraph  (b)(l)(vti)(B) 
of  this  section  do  not  represent  each 
evaporative  emission  control  system 
then  the  Administrator  will  select  the 
highest  expected  evaporative  emission 
vraide  from  within  tne  imrepresented 
evaporative  system. 

(viii)  For  high-altitude  evaporative 
einission  compUance  for  each 
evaporative  emission  family,  the 
manufacturer  shall  follow  one  of  the 
follownng  procedures: 

(A)  The  manufacturer  will  select  for 
testing  under  high-altitude  conditions 
the  one  nonexempt  vehicle  previously 
selected  under  paragraph  (b)(l)(vii)  (B) 
or  (C)  of  this  section  which  is  expected 
to  have  the  highest  level  of  evaporative 
emissions  when  operated  at  high 
altitude:  or 


(B)  In  lieu  of  testing  vehicles 
according  to  §  B6.094-24(b)(l)(viiiKA).  a 
manufacturer  may  provide  a  statement 
in  its  application  for  certification  that, 
based  on  the  manufacturer's  engineering 
evaluation  of  such  high-altitude 
emission  testing  as  the  manufacturer 
deems  appropriate,  that  all  light-duty 
vehicles  and  light-duty  trucks  not 
exempt  under  §  86.090-8(h)  or  $  86.094- 
9(h)  comply  with  the  emission 
standards  at  high  altitude. 

(ix)  Vehicles  selected  under  paragraph 
(b)(l)(v)(A)  of  this  section  may  be  used 
to  satisfy  the  requirements  of  paragraph 
(b)(l)(viii)(A)  of  this  section. 

(x)  (Reserved). 

(b)(2)  through  (h)  [Reserved].  For 
guidance  see  8  86.094-24. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

17.  Section  86.095-26  is  revised  to 
read  as  follows: 

f86iN6-a6    IIUa«9S  and  aervioe 
accumulation;  amiaaton  meaauremants. 

Section  86.095-26  includes  text  that 
specifies  requirements  that  difier  from 
§  86.094-26.  Where  a  paragraph  in 
§  86.094-26  is  identical  and  applicable 
to  §  86.095-26,  this  may  be  indicated  by 
specifying  the  corresponding  paragraph 
and  the  statement  "(Reserved].  Fat 
guidance  see  §  86.094-26."  Where  a 
corresponding  paragraph  of  §  86.094-26 
is  not  appUcable,  this  is  indicated  by  the 
statement  "(Reserved]." 

(a)  through  (b)(4)(i)(C)  (Reserved].  For 
guidance  see  §  86.094-26. 

(b)(4)(i)(D)  For  each  engine  family,  the 
manufacturer  will  either  select  one 
vehicle  previously  selected  under 
$  86.094-24(b)(l)  (i)  through  (iv)  to  be 
tested  under  high  altitude  conditions  or 
provide  a  statement  in  acoMdanoe  with 
§  86.095-24(b)(lKv).  Vehicles  shall  meet 
emission  standards  under  both  low-  and 
high-altitude  conditions  wdthout 
manual  adjustments  or  modifications.  In 
addition,  any  emission  control  device 
used  to  conform  with  the  emission 
standards  under  high-altitude 
conditions  shall  initially  actuate 
(automatically)  no  higher  than  4,000  feet 
above  sea  level. 

(ii)  Diesel.  (A)  The  manufactiirer  shall 
determine,  for  each  engine  family,  the 
mileage  at  which  the  engine-system 
combination  is  stabilized  for  emission 
data  testing.  The  manufacturer  shall 
maintain,  and  provide  to  the 
Administrator  if  requested,  a  record  of 
the  rationale  used  in  making  this 
determination.  The  manufa^urer  may 
elect  to  accimiulate  4,000  miles  on  each 
test  vehicle  within  an  engine  family 
without  making  a  determination.  Tne 
manufacturer  must  accumulate  a 


minimum  of  2,000  miles  (3.219 

kilometen)  on  each  test  vehicle  within 
an  engine  family.  All  test  vehicle 
mileage  must  be  acc\uately  determined, 
recorded,  and  reported  to  the 
Administrator.  Any  vehicle  used  to 
represent  emission  data  vehicle 
selections  under  §  86.094-24(b)(l)  shaU 
be  equipped  with  an  engine  and 
emission  control  system  that  has 
accumulated  the  mileage  the 
manufacturer  chose  to  accumulate  on 
the  test  vehicle.  Fuel  economy  data 
generated  from  certification  vehicles 
selected  in  accordance  with  §  86.094- 
24(b)(1)  with  engine-system 
combinations  that  have  accumulated 
more  than  10,000  kilometers  (6.200 
miles)  shall  be  factored  in  accordance 
with  S  600.006-87(c)  of  this  chapter. 
Complete  exhaust  emission  tests  shall 
be  conducted  for  each  emission  data 
vehicle  selection  under  §  86.094- 
24(b)(1).  The  Administrator  may 
determine  under  §  86.094-24(f)  that  no 
testing  is  required. 

(B)  Emission  tests  for  emission  data 
vducle(s)  selected  for  testing  under 
S86.094-24(b)(l)(v)  shall  be  conducted 
at  the  mileage  (2.000  mile  minimum)  at 
which  the  engine-system  combination  is 
stalHlized  for  emission  testing  or  at  the 
6.436  kilometer  (4.000  mile)  test  point 
under  high-altitude  conditions. 

(C)  Exhaust  and  evaporative  emission 
tests  for  emission  data  vehicle(s) 
selected  for  testing  under  $  86.094- 
24(b)(1)  (ii).  (iii).  and  (iv)  shall  be     . 
conducted  at  the  mileage  (2,000  mile 
minimum)  at  which  the  engine-system 
combination  is  stabilized  for  emission 
testing  or  at  the  6,436  kilometer  (4,000 
mile)  test  point  imder  low-altitude 
conditions. 

(D)  For  each  engine  family,  the 
manufacturer  will  either  select  one 
vehicle  previously  selected  under 

§  86.094-26(bMl)  (i)  through  (iv)  to  be 
tested  under  high  altitude  conditions  or 
provide  a  statement  in  accordance  with 
S86.095-24(b)(l)(v).  Vehicles  shall  meet 
emission  standards  under  both  low-  and 
high-altitude  conditions  without 
manual  adjustments  or  modifications.  In 
addition,  any  emission  control  device 
used  to  conform  with  the  emission 
standards  under  high-altitude 
conditions  shall  initially  actuate 
(automatically)  no  higher  than  4.000  feet 
above  sea  level. 

(bK4)(iU)  through  (d)  (Reserved).  For 
guidance  see  S  86.094-26. 

(Approved  by  the  OCBca  of  Management  and 
Budget  under  control  number  2060-0104) 

18.  Section  86.095-30  is  revised  to 
read  as  follow*: 
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Section  86.095-30  includes  only  text 
that  specifies  requirements  that  differ 
from  S  86.094-30.  Where  a  paragraph  in 
§  86.094-30  is  identical  and  applicable 
to  S  86.095-30.  this  is  indicated  by 
specifying  the  corresponding  paragraph 
and  this  statement  "[Reserved].  Fat 
guidance  see  §  86.094-30."  Where  a 
corresponding  paragraph  of  §  86.094-30 
is  not  applicable,  this  is  indicated  by  the 
statement  "(Reserved]." 

(a)(lMi)  through  (a)(2)  [Reserved].  For 
guidance  see  §  86.094-30. 

(a)(3)(i)  One  such  certificate  will  be 
issueid  for  each  engine  family.  For 
gasoline-fueled  and  methanoKfueled 
Ug^t-duty  vehicles  and  light-duty 
trucks,  one  such  certificate  will  be 
issued  for  each  engine  family 
evaporative  emission  family 
combination.  Each  certificate  Mrill 
certify  compliance  with  no  more  than 
one  set  of  in-use  and  certification 
standcirds  (or  family  emission  limits,  as 
appropriate). 

(ii)  For  gasoline-fueled  and  methanol 
fueled  heavy-duty  vehicles,  one  such 
certificate  will  be  issued  for  each 
manufacturer  and  will  certify 
compliance  for  those  vehicles 
previously  identified  in  that 
manufacturer's  statement(s)  of 
compliance  as  required  in  §  86.094- 
23(b)(4)  (i)  and  (ii). 

(iii)  For  diesel  light-duty  vehicles  and 
li^t-duty  trucks,  or  diesel  heavy-duty 
engines,  included  in  the  applicable 
particulate  averaging  program,  the 
manufacturer  may  at  any  time  during 
production  elect  to  change  the  level  of 
any  family  particulate  emission  limit  by 
demonstrating  compliance  with  the  new 
limit  as  described  in  §§  86.094-28(a)(6) 
and  86.G94-28(b)(S)(i).  New  certificates 
issued  under  this  paragraph  will  be 
appUcable  only  for  vehicles  (or  engines) 
produced  subsequent  to  the  date  of 
issuance. 

(iv)  For  light-duty  trucks  or  heavy- 
duty  engines  included  in  the  applicable 
N0>  averaging  program,  the 
manufacturer  may  at  any  time  during 
production  elect  to  change  the  level  of 
any  family  NO.  emission  limit  by 
demonstrating  compliance  with  the  new 
limit  as  described  in  §  86.094- 
28(b)(5)(ii).  New  certificates  issued 
under  this  paragraph  will  be  applicable 
only  for  vehicles  (or  engines)  produced 
subsequent  to  the  day  of  issue. 


(4)(i)  For  exempt  light-duty  vehicles 
and  light-duty  trucks  under  the 
provisions  of  §§  86.094-8(j)  or  86.094- 
9(j),  an  adjiistment  or  modiJBcation 
pOTfbnned  in  accordance  with 
instructions  provided  by  the 
manufacturer  for  the  altitude  where  the 
vehicle  is  principally  used  will  not  be 
considered  a  violation  of  section 
203(a)(3)  of  the  Qean  Air  Act  (42  U.S.C 
7522(a)(3)). 

(ii)  A  violation  of  section  203(a)(1)  of 
the  Clean  Air  Act  (42  U.S.C  7522(a)(1)) 
occurs  when  a  manufacturer  sells  or 
delivers  to  an  ultimate  purchaser  any 
light-duty  vehicle  or  U^t-duty  truck, 
subject  to  the  regulations  imder  the  Act, 
under  any  of  the  omditions  specified  in 
paragraph  (a)(4)(ii)  of  this  section. 

(A)  When  a  hght-duty  vehicle  or  fight- 
duty  truck  is  exempted  from  meeting 
high-altitude  requirements  as  provided 
in  §  86.090-8(h)  or  §  86.094-9(h): 

(!)  At  a  designated  high-altitude 
location,  unless  such  manufacturer  has 
reason  to  believe  that  such  vehicle  will 
not  be  sold  to  an  ultimate  purchaser  for 
principal  use  at  a  designated  high- 
altitude  location;  or 

(2)  At  a  location  other  than  a 
designated  high-altitude  location,  when 
such  manufacturer  has  reason  to  believe 
that  such  motor  vehicle  will  be  sold  to 
an  ultimate  purchaser  for  principal  use 
at  a  designated  high-altitude  location. 

(B)  When  a  fight-duty  vehicle  or  light- 
duty  truck  is  exempted  from  meeting 
low-altitude  requirements  as  provided 
in  §  86.094-8(1)  or  §86.094-9(i): 

(1)  At  a  designated  low-altitude 
location,  unless  such  manufacturer  has 
reason  to  believe  that  such  vehicle  will 
not  be  sold  to  an  ultimate  purchaser  for 
principal  use  at  a  designated  low- 
altitude  location;  or 

(2)  At  a  location  other  than  a 
designated  low-altitude  location,  when 
such  manufacturer  has  reason  to  heUeve 
that  such  motor  vehicle  will  be  sold  to 
an  ultimate  purchaser  for  principal  use 
at  a  designated  low-altitude  location. 

(iii)  A  manufactiuer  shall  be  deemed 
to  have  reason  to  beUeve  that  a  light- 
duty  vehicle  or  light-duty  truck  that  has 
been  exempted  from  compliance  with 
emission  standards  at  high  altitude,  will 
not  be  sold  to  an  ultimate  purchaser  for 
principal  use  at  a  designated  high 
altitude  location  if  the  manufacturer  has 
informed  its  dealers  and  field 
representatives  about  the  terms  of  those 
high  altitude  regulations,  has  not  caused 


the  improper  sale  itself,  and  has  taken 
reasonable  action  which  shall  include, 
but  shall  not  be  limited  to,  either 
§  86.094-30(a)(4)(iu)  (A)  or  (B),  and 
$  86.094-30(aM4)(iii)(a. 

(a)(4)(iU)  (A)  through  (Q  [Reserved]. 
For  guidance  see  §  86.094-30. 

(a)(4)(iv)  A  manufacturer  shall  be 
deemed  to  have  reason  to  befieve  that  a 
Ught-duty  vehicle  or  Ught-duty  truck 
which  has  been  exempted  bom 
compUance  with  emission  standards  at 
low  altitude,  as  provided  in  $  86.094- 
8(i)  or  §  86.094-9(i).  will  not  be  sold  to 
an  ultimate  purchaser  for  principal  use 
at  a  designated  low-altitude  location  if 
the  manufacturer  has  informed  its 
dealers  and  field  representatives  about 
the  terms  of  the  high-altitude 
regulations,  has  not  caused  the 
improper  sale  itself,  and  has  taken 
reasonable  action  which  shall  include, 
but  not  be  limited  to  either  §  86.094-30 
(a)(4)(iv)  (A)  or  (B)  and  §86.094- 
30(a)(4)(iv)(C): 

(a)(4)(iv)(A)  through  (a)(12) 
[Reserved].  For  guidance  see  §  86.094- 
3a 

(a)(13)  For  all  Hght-duty  trucks 
certified  to  Tier  0  standards  under 
§  86.094-9  and  to  which  standards 
under  §86.709-94  are  applicable: 

(i)  All  certificates  issued  are 
conditional  upon  the  manufactiver 
complying  with  all  provisions  of 
§§  86.094-9  and  86.709-94  both  during 
and  after  model  year  production. 

(ii)  Failure  to  meet  the  required 
implementation  schedule  sales 
percentages  as  specified  in  §§  86.094-9 
and  86.709-94  will  be  considered  to  be 
a  failiue  to  satisfy  the  conditions  upon 
which  the  certificate(s)  was  issued  and 
the  individual  vehicles  sold  in  violation 
of  the  implementation  schedule  shall 
not  be  covered  by  the  certificate. 

(iii)  The  manufacturer  shall  bear  the 
burden  of  estabUshing  to  the  satisfaction 
of  the  Administrator  that  the  conditions 
upon  which  the  certificate  was  issued 
were  satisfied. 

(a){14)  through  (e)(8)  [Reserved).  For 
guidance  see  §  86.094-30. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2060-0104) 

19.  Section  86.095-35  is  amended  by 
removing  and  reserving  paragraphs 
(a)(2)(iii)fF)  and  (c)(l)(ii)(B)(2). 

(FR  Doc  93-72  Filed  1-11-93;  8:45  am] 
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DEPAimiENT  OF  TRANSPORTATION 

CoMlGuard 

33  CFR  Pwts  155  andise 

[CGO90-«71a] 

RiN211$-A0«7 

OverfHI  DevlcM 

AGENCY:  Coast  Guard.  DOT. 

ACnow:  Notice  of  proposed  rulemaking. 

SUMMRV:  The  Coast  Guard  proposes  to 
establish  minimum  standards  for 
overfill  devices  for  tank  vessels  that 
carry  oil  as  their  primary  cargo.  The 
proposed  regulations  also  would  require 
the  phased-Hi  installation  and  use  of 
overfill  devices  on  the  cargo  tanks  of 
certain  tank  vessels  that  carry  oil.  These 
regulations  are  required  by  the  Oil 
Pollution  Act  of  199©.  The  purpose  of 
the  regulations  is  to  reduce  the 
likelihood  of  oil  spills  when  oil  is 
loaded  as  cargo. 

DATES:  Comments  must  be  received  by 
March  15. 1993. 

AOORESSES:  Comments  may  be  mailed  to 
the  Executive  Seci^ary,  Marine  Safety 
Council  (G-LRA/3406)  (CGD  9O-071a). 
U.S.  Coast  Guard  Headquarters.  2100 
Second  Street  SW..  Washington.  DC 
20593-0001,  or  may  be  delivered  to 
Room  3406  at  the  same  address  between 
8  a.m.  and  3  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The 
telephone  number  is  (202)  267-1477. 
Comments  on  collection  of  information 
must  be  mailed  also  to  the  Office  of 
Information  and  Regulatory  Affairs. 
Office  of  Management  and  Budget.  725 
17th  Street  NW.,  Washington.  DC  20503. 
ATTN:  Desk  Officer.  U.S.  Coast  Guard. 

The  Executive  Secretary  maintains  the 
public  docket  for  this  rulemaking. 
Comments  will  become  part  of  the 
docket  and  will  be  available  for 
inspection  and  copying  at  room  3406. 
U.S.  Coast  Guard  Headquarters. 
FOR  RMTNER  MFOMIATION  CONTACT: 
Lieutenant  Commander  Michael  B.  Karr. 
Project  Manager.  (202)  267-6756. 

SUPPLEMENTARY  MFOAMATION: 

Reqaeat  for  ComiiMiita 

The  Coast  Guard  encourages 
interested  persons  to  participate  in  this 
rulemaking  by  submitting  written  data, 
views,  or  arguments.  Persons  submitting 
comments  would  include  their  names 
and  addresses,  identify  both  this 
rulonaking  (CGD  90-071a)  and  the 
specific  section  of  the  rulemaking  to 
which  each  comment  applies,  and  give 
the  reason  for  the  comment  Each 
person  wanting  acknowledgment  of 
receipt  of  comments  should  enclose  a 


stamped,  self-addressed  postcard  or 
envelope. 

The  Coast  Guard  will  consider  all 
comments  received  during  the  comment 
period.  It  may  change  this  proposal  tn 
view  of  the  comments. 

The  Coast  Guard  plans  no  public 
hearing.  Persons  may  request  a  public 
hearing  by  writing  to  the  Marine  Saisty 
Council  at  the  address  listed  imder 
"ADDRESSES."  If  the  Coast  Guard 
determines  that  the  opportunity  for  oral 
presentations  will  aid  this  rulemaking, 
it  will  hold  a  public  hearing  at  a  time 
and  place  aimounced  by  a  later  notice 
in  the  Federal  Register. 

Drafting  Information 

The  principal  persons  involved  in 
drafting  this  doomient  are  Lieutenant 
Commander  Michael  B.  Kart,  Pn^ect 
Manager,  and  Pamela  M.  Pelcovits. 
Project  Coimsel.  Oil  Pollution  Act  (OPA 
00)  Staff. 

Background  and  Purpoae 

Section  4110  of  the  Oil  PoUuticm  Act 
of  1990  (Pub.  L.  101-380)  (OTA  90), 
(foimd  as  a  statutory  note  following  46 
U.S.C.  3703)  contains  two  regulatory 
initiatives  concerning  the  carriage  of  oil 
in  bulk  as  cargo  aboard  vessels.  The  first 
addresses  the  establishment  of 
minimum  standards  for  overfill 
warning,  tank  level,  and  pressure 
monitoring  devices.  The  second 
Initiative  establishes  requirements 
concerning  the  use  of  these  devices. 
These  devices  would  warn  of  tank 
overfills  (overfill  devices)  and  detect  the 
loss  of  cargo  (tank  level  or  pressure 
monitoring  devices). 

The  Coast  Guard  is  proposing 
requirements  in  this  notice  of  proposed 
rulemaking  (NPRM)  that  address 
minimum  standards  for  overfill  devices 
and  the  use  of  these  devices.  Tank  level 
and  pressure  monitoring  devices  are 
being  dealt  with  under  a  separate 
nilemaking.  The  Coast  Guard  published 
an  advance  notice  of  proposed 
rulemaking  (ANPRM)  addressing 
minimum  standards  for  and  the  use  of 
tank  level  or  pressure  monitoring 
devices  on  May  7, 1991  (56  FR  21116). 

An  overfill  spill  occurs  when  too 
much  oil  is  piped  into  a  cargo  tank 
during  a  transfer  operation  (e.g.,  from  a 
facility  to  a  tank  vessel  or  from  one  tank 
vessel  to  another).  Human  error  is  the 
most  often  reported  cause  of  this  type  of 
spill.  Many  overfill  spills  are  amall; 
however,  some  reported  spiUs  have 
involved  large  quantities  of  oiL  For 
example.  17.000  gallims  of  Na  2  fod  oil 
were  accidentally  discharged  as  the 
result  of  an  overfill  into  Kill  Van  Kull, 
near  New  Yoik  City,  in  June  1991. 


While  current  Coast  Guard  regulations 
(33  CFR  parts  155  and  156)  require 
vessel  operators  to  follow  pollution 
prevention  procedures  (including 
equipment  requirements)  during  oil 
transfer  operations,  devices  to  detect 
and  warn  of  impending  overfills  are  not 
required  presently  on  cargo  tanks. 

However.  Coast  Guard  regulations  do 
address  procediues  to  follow  when 
transfer  operations  include  the  use  of  a 
vapor  control  system.  Vapor  control 
involves  collecting  the  vapors  that  are 
emitted  from  a  cargo  tank  during 
transfers  and  piping  them  away  bom  the 
transfer  location  for  processing.  Vapor 
control  may  improve  air  quality  and  can 
reduce  occupational  exposure  to  toxic 
fumes.  The  use  of  a  vapor  control 
system,  though,  introduces  the  potential 
for  additional  hazards  to  transfer 
operations  on  tank  vessels. 

In  recognition  of  these  hazards,  the 
Coast  Guard  has  issued  regulations  for 
the  safe  design,  installation,  and  use  of 
vapor  control  systems  (provided  in 
sections  of  33  CFR  parts  154, 155.  and 
156  and  46  CFR  parts  30,  32  35.  and  39). 
At  least  four  states.  New  Jersey. 
Pennsylvania.  Louisiana,  and  California, 
are  implementing  requirements  for  the 
use  of  vapor  control  systems  for  loading 
oil.  Additional  States  may  require  the 
use  of  vapor  control  systems  in  response 
to  the  Clean  Air  Act  amendments  of 
1990  (Pub.  L.  101-549). 

One  of  the  primary  hazards  associated 
vnth  vapor  control  equipment  is 
overpressurization  of  a  cargo  tank 
caused  by  overfilling.  Therefore,  the 
Coast  Guard's  current  regulations  for 
acceptable  vapor  control  systems 
include  standards  for  overfill  devices 
(called  liquid  overfill  protection 
devices).  For  a  tankship,  the  liquid 
overfill  protection  device  requirements 
include  closed  gauging,  a  high  level 
alarm,  and  an  overfill  alarm.  For  a  tank 
barge,  an  alternative  system  is 
acceptable.  This  alternate  system 
includes:  closed  gauging;  a  high  level 
indicating  device;  and  eithw  an 
automatic  shutdown  system,  spill 
valves,  or  rupture  discs. 

The  use  ot  overfill  devices  has  been 
an  accepted  practice  for  certain  liquid 
bulk  cargos  for  some  time.  They  are 
required  for  specified  chemicals  and 
gases  under  the  International  Maritime 
Organization  (IMO)  codes  in  order  to 
protect  personnel  involved  in  the 
transfer  of  these  cargos.  the  vessels,  and 
the  environment. 

Diecuasion  of  Propoeed  Amendments 

1.  Location  of  Regulations 

In  section  4110(b)(2)  of  OPA  90.  the 
Coast  Guard  is  directed  to  establish 
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requirements  concerning  the  use 
of*  *  •"  overfill  devices.  The  Coast 
Guard  proposes  placing  the  regulations 
requiring  me  inatollation  and  use  of 
overfill  devices  in  33  CPR  parts  155  and 
156.  These  parts  provide  regulations  for 
preventing  pollution  to  the  marine 
environment  during  transfer  operatians, 
including  reqxiirements  for  written 
transfer  procedures. 

2.  Definition  of  Oil 

The  definitira  of  oil  in  (X>A  90 
includes  oil  of  any  type  or  in  any  fann. 
including  petroleum,  fuel  oil.  sludge,  oil 
refuse,  and  oil  mixed  with  wastes 
except  dredged  spoil.  This  definition 
includes  non-petox>leum  oils. 

Under  international  agreements  to 
which  the  United  States  is  a  signatofy. 
a  different  definition  of  oil,  diet 
excludes  non-petroleum  oils,  is  used  bx 
purposes  of  preventing  pollution  to  the 
marine  environment  The  Coast  Guard's 
policy  is  that  this  more  limited 
definition  of  oil  applied  for 
international  purposes  is  appropriate  for 
this  rulemaking  and  within  the 
discretion  permitted  under  section 
4110(b)  of  CPA  90.  Accordingly,  the 
proposed  regulations  spedfinlly  apply 
the  definitions  of  oil  provided  in 
§  151.05,  which  is  based  <m  Annex  I  to 
the  International  Convention  for  the 
Prevention  of  Pollution  by  Ships,  1973, 
as  amended  by  the  Protocol  of  1978 
(MARPOL).  The  NPRM  also  revises  the 
language  of  §  155.10  and  §  156.105  to 
reflect  this  approach.  The  Coast  Guard 
may  extend  the  regulations  to  additional 
oils  in  the  future. 

3.  Applicability 

Section  4110(b)  authorizes  the  Coast 
Guard  to  require  the  use  of  owfill 
devices  on  all  U.S.  and  foreign  flag 
vessels  constructed  or  adapted  to  carry, 
or  that  carry  ml  in  bulk  M^en  either 
loading  oil  as  cargo  in  the  navigable 
waters  of  the  United  States  or  loading 
oil  as  cargo  in  the  U.S.  exclunve 
economic  zone  if  the  oil  is  destined  for 
a  port  or  place  in  the  United  States.  The 
Coast  Guard  has  broad  discretion  to 
determine  which  vessels  will  be  subject 
to  the  proposed  regulations.  Due  to  the 
findings  of  the  Regulatory  Evaluation 
(RE)  as  discussed  later,  the  Coest  Guard 
is  excluding  secondary  cargo  carriers 
from  the  proposed  rule  based  an  the 
small  amount  of  cargo  oil  filled  from 
these  vessels.  The  Coast  Guiard  is 
proposing  that,  for  now,  these 
regulations  be  limited  to  self-propelled 
and  nonself-propelled  tank  vessels  that 
carry  oil  as  their  primary  cargo  (oil 
tankers  as  defined  in  §  151.05).  This  will 
exclude  ships  such  as  offshore  supply 
vessels,  and  certain  fish  tenders,  etc, 


which  carry  limited  quantities  of  oil  as 
secondary  cargoes. 

The  Coast  C^ard  also  proposes  to 
limit  the  applicability  of  the  new 
regulations  to  oil  tankers  with  a  cargo 
capacity  of  250  barrels  or  more.  These 
vessels  are  currently  required  to  comply 
with  the  transfer  procedure 
requirements  of  33  CFR  part  155.  The 
proposed  regulations  are  consistent  with 
the  Coast  Guard  current  requirements 
for  pollution  control  during  transfer 
operations. 

The  Coast  Guard  may  extend  the 
appUcation  of  die  regulatirais  to 
additional  veseels  at  a  latOT  time. 

4.  Minimum  Standards  for  Overfill 
Devices 

Section  4110(a)  of  QPA  90  requirei 
the  establishment  of  minimum 
standards  for  devices  warning  of 
overfills  in  oil  cargo  tanks.  As  discussed 
previously,  the  Coest  Guard  developed 
standards  for  overfill  devices  (liquid 
overfill  protection  devices)  through 
public  notice  and  commrait  as  part  of 
the  regulations  that  established 
standards  for  vapor  control  systems. 

The  Coast  Guard  proposes  to  use 
these  standards,  found  at  46  CFR  39.20- 
7  and  39.20-9,  as  the  basis  for  the 
minimum  standards  required  by  OPA 
90.  The  Coast  Guard  expects  that 
owners  and  operators  anected  by  the 
overfill  device  requirements  of  OPA  90 
will  find  this  approach  helpful,  as  it 
proposes  standards  already  subjected  to 
public  review.  In  addition,  the  use  of 
these  standards  eliminates  a  potential 
additional  burden  for  those  jurisdictions 
alreaoy  requiring  vapor  control  systems. 

For  tankshjps,  the  overfill  devices 
described  in  these  proposed  regulations 
consist  of  a  high  level  alarm  and  a  tank 
overfill  alarm  installed  in  each  tank. 
Many  tankships -currently  utilize  such 
alarms.  The  Coast  Guard  is  aware, 
though,  that  such  devices  are  less 
common  on  tank  barges  and  that 
installation  of  the  devices  vrill  be  costly 
for  tank  barges,  especially  those  that  do 
not  maintain  an  on-board  source  of 
power. 

The  Coast  Guard  recognizes  that  the 
diffierent  opoeting  environment  of  tank 
barges  necessitates  adjustments  and 
alternatives  to  the  existing  standards. 
Because  the  purpose  of  installing 
overfill  devices  in  connection  with  a 
vapor  control  system  is  to  prevent 
structural  damage  to  a  vessel  (rather 
than  the  discharge  of  oil  into  the  water), 
the  ourent  standards  allow  some 
components  (spill  valves  and  rupture 
disks)  that  could  result  in  deflecting 
overfills  onto  the  deck  of  a  tank  vessel. 
This  oil  could  flow  into  the  water, 
thereby  creating  an  overfill  spill. 


Accordingly,  permitting  the  use  of  spill 
valves  and  rupture  disks  by  themselves 
as  a  liquid  overfill  protection  system  (46 
CFR  39.20-9)  conflicts  with  the  purpose 
of  the  proposed  regulations.  However, 
umder  the  proposed  regulations  spill    . 
valves  and  ruptiu«  disks  may  continue 
to  be  used  on  tank  barges  if  additional 
overfill  devices  are  installed. 

For  tank  barges,  the  proposed 
regulations  require  any  one  of  the 
following  three  approaches:  (1)  A  high 
level  alarm  and  a  tank  overfill  alarm 
installed  in  eadi  tank;  (2)  an  automatic 
diutdown  system:  or  (3)  a  high  level 
indicating  device,  sudi  as  a  stick  gauge. 

The  Coast  Guard  is  interested  in 
comments  on  the  high  level  indicating 
device,  or  stick  gauge.  This  device  is 
described  in  the  vapor  control 
regulations  (46  CFR  39.20-3(b))  and  is 
currently  used,  in  conjiuiction  with 
other  vapor  control  devices,  on  some 
tank  barges  to  reduce  the  likelihood  of 
damage  to  the  vessel  occasioned  by 
overfills.  A  stick  gauge  installed  at  each 
cargo  tank  for  use  as  an  overfill  warning 
device  would  be  a  lower  cost  alternative 
because  it  does  not  require  any 
electrical  power.  While  a  stick  gauge 
can  provide  a  visual  warning  that  a  tank 
is  filled  beyond  a  certain  limit,  it  must 
be  visible  from  all  cargo  control  areas  on 
a  tank  barge  to  be  effective.  When  stidc 
gauges  are  used,  a  proposed  amendment 
to  the  oil  transfer  regulations 
(§  155.750(e))  requires  the  person  in 
charge  of  the  transfer  operation  on  the 
barge  to  regularly  chedi  each  high  level 
indicating  device,  even  after  a  tank  has 
been  topped  off. 

Stick  gauges  are  an  improvement  over 
the  current  practice  on  many  tank 
barges.  The  efficacy  of  the  stick  gauge 
depends  on  the  vigilance  of  the  person 
in  charge. 

The  Coast  Guard  is  interested  in 
comments  on  the  impact  of 
implementing  the  standard  on  various 
kinds  of  tank  vessels. 

5.  Proposed  section  155.460    Overfill 
Devices 

This  section  would  require  certain 
tank  vessels  with  a  cargo  capacity  of  250 
barrels  or  more  that  carry  oil  in  bulk  as 
cargo  or  cargo  residue  to  be  equipped 
with  overfill  devices. 

As  previously  discussed,  the 
^minimum  standards  for  the  overfill 
'devices  to  be  installed  on  a  tank  vessel 
are  cross  referenced,  where  appropriate, 
to  the  standards  for  liquid  overfill 
protection  devices  found  in  the  vapor 
control  system  regulations.  Separate 
requirements  are  provided  for  tank^ips 
(self-propelled  oiltankers)  and  tank 
baiges  (nonself-propelled  oil  tankers). 
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Finally,  this  section  proposes  that  the 
required  devices  be  installed  on  tank 
vessels  at  their  next  cargo  tank  internal 
examination,  but  no  later  than  S  years 
following  the  effiactive  date  of  the 
regulations.  Because  the  Coast  Guard 
recognizes  that  installing  the  devices 
requires  costly  gas-freeing  of  cargo 
tanks,  this  provision  will  coordinate  the 
installation  of  overfill  devices  with  the 
gas-freeing  of  tanks  for  other  required 
purposes  (either  under  Coast  Guard 
regulations  for  U.S.  flag  vessels  or  under 
the  requirements  of  the  flag 
administration  for  foreign  flag  vessels). 

6.  Amended  Section  155.750    Contents 
of  Transfer  Procedures 

The  Coast  Guard  is  proposing  to  add 
the  following  items  to  the  written 
transfer  procedures  that  the  operator  of 
a  vessel  covered  by  the  regulation  must 
maintain:  (1)  A  description  of  the 
overfill  devices:  (2)  pre-transfer 
inspection  requirements:  and  (3)  if  a 
high  level  indicating  device  is  used, 
procedures  to  monitor  a  cargo  level  and 
shut  down  procedures.  The  transfer 
procedures  are  required  to  be  used  by  a 
tank  vessel  operator  as  part  of  the  cargo 
transfer  process. 

7.  Proposed  Section  155.775 
Maximum  Cargo  Level  of  Oil 

This  section  nvould  establish  a 
maximum  cargo  level  for  oil.  The 
standard  conforms  to  the  levels 
established  for  vapor  control  systems 
(46  CFR  39.30-l(e)). 

a.  Proposed  Section  156.120 
Requirements  for  Transfer 

The  Coast  Guard  is  proposing  to  add 
a  new  paragraph  (bb)  to  $  156.120  to 
require  that  overfill  devices  must  be 
operating  when  oil  is  loaded  as  cargo. 

Regulatory  Evaluation 

This  proposal  is  not  major  under 
Executive  Order  12291  and  not 
significant  under  the  Department  of 
Transportation  Regulatory  Policies  and 
Procedures  (44  FR 11040:  February  26. 
1979).  A  draft  Regulatory  Evaluation 
(RE)  is  available  in  the  docket  for 
inspection  or  copying,  as  indicated  in 
the  "ADDRESSES"  section  of  this 
preamble. 

A  copy  of  the  draft  RE  also  has  been 
placed  in  a  special  file  (CGD  91-207) 
established  to  fedlitate  review  of  the 
programmatic  Regulatory  Impact 
Analysis  for  Utles  IV  and  V  of  OPA  90. 
Any  public  comments  received  will  also 
be  placed  in  that  file. 

The  Coast  Guard  assumes  that 
tankship  owners  and  operators  would 
purchase  one  high  quality,  float-type 
overfill  device  for  each  cargo  tank.  Costs 


for  the  purchase  and  installation  of  the 
equipment  are  estimated  at  $2375  per 
tank  for  tankships  ($40,250  for  a 
tankship  with  14  cargo  tanks). 

The  Coast  Guard  also  assumes  that 
tank  barge  owners  and  operators  would 
purchase  one  high  level  indicating 
device  for  each  cargo  tanL  The  cost  of 
purchasing  and  installing  a  high  level 
indicating  device  is  $1,650  per  tank 
($13,200  for  a  tank  baige  with  8  cargo 
tanks). 

The  total  cost  of  overfill  devices  to  the 
industry  is  developed  first  by  estimating 
cost  by  vessel  type  and  use  for  a  typical 
size,  and  then  by  aggregating  the  costs 
for  all  vessels  engaged  in  the  trade.  The 
analysis  includes  self-propelled  and 
nonself-propelled  oil  tankers.  Total 
costs,  including  annualized  costs,  are 
estimated  separately  by  vessel  type.  use. 
flag,  and  route. 

Assuming  a  15  year  life  for  overfill 
devices,  the  total  annualized  cost  of 
compliance  to  oil  tanker  owners  and 
operators  is  projected  to  be 
approximately  $14.3  million  to  $14.8 
million,  distributed  as  follows:  (1)  To 
U.S.  tank  barges  and  tankships,  $11.2 
million:  (2)  to  foreign  flag  tankships.  $3 
to  $3.5  million:  and  (3)  to  U.S. 
government  tankships  and  cargo  vessels. 
$0.12  million.  The  net  present  value  of 
the  cost  of  compliance  is  $65.3  million. 
The  proposed  regulation  will  affiact 
approximately  3.976  inland  and  coastal 
barges,  218  U.S.  flag  tankships,  500-600 
foreign  flag  tankships.  and  23  U.S.  Navy 
and  U.S.  Maritime  Administration 
(MARAD)  vessels.  Enforcement  costs  to 
the  Federal  Government  are  estimated  at 
$2  million. 

The  analysis  indicates  that,  if  the 
entire  cost  of  the  implementation  of  the 
proposed  regulation  is  passed  on  to 
consumers,  the  retail  price  of 
domestically  consumed  petroleum 
products  would  be  increased 
approximately  3  cents  per  ton  or  one 
one-hundredths  of  a  cent  per  gallon;  and 
the  retail  price  of  U.S.  petroleum 
products  in  export  markets  would  rise 
by  approximately  8.3  cents  per  ton  or 
three  one-hundredths  of  a  cent  per 
gallon. 

According  to  Coast  Guard  records, 
approximately  73,000  gallons  of  oil  and 
petroleum  products  were  spilled  in  the 
U.S.  waters  &t>m  tank  overflows  in 
1989.  The  Coast  Guard  estimates  that 
the  proposed  regulation  will  prevent  44 
percent  of  these  oil  spills  or  save 
approximately  31,944  gallons  per  year. 

The  net  present  value  of  the 
quantified  direct  benefits  fit>m  the 
installation  of  overfill  warning  devices 
on  tankships  and  tank  barges  is  261,248 
gallons  of  oil  not  spilled,  calculated  for 


a  IS  year  overfill  device  life  and  at  a  ten 
percent  discount  rate. 

The  estimated  cost-benefit  ratio  (net 
present  value  of  costs/net  present  value 
of  benefits)  for  tankships  and  tank 
barges  is  $250  to  prevent  spilling  one 
gallon  of  oil. 

The  Coast  Guard  examined  the  costs 
and  benefits  associated  writh  including 
vessels  other  than  those  tank  vessels 
that  carry  oil  as  their  primary  cargo. 
These  secondary  cargo  carriers  include 
certain  passenger,  freight.  oRshore 
supply  and  fishing  industry  vessels 
carrying  a  limited  amount  of  oil.  in 
bulk,  as  cargo. 

The  Coast  Guard  is  excluding 
secondary  cargo  carriers  from  the 
proposed  rule  based  on  the  small 
amount  of  cargo  oil  spilled  bom  these 
vessels.  During  1989  only  1,300  gallons 
of  the  73.000  gallons  (1.78%)  of  cargo 
oil  spilled  were  from  these  vessels.  Of 
the  217  cargo  oil  spills  that  occurred 
during  1989. 19  (8.7%)  were  from  these 
vessels. 

Assuming  a  15  year  life  for  overfill 
devices,  the  total  annualized  cost  of 
compliance  for  secondary  cargo  carrier 
owners  and  operators  would  have  been 
approximately  $1.12  million,  affecting 
600  offshore  supply  vessels.  177  cargo 
vessels  and  90  MARAD  vessels.  The  net 
present  value  of  the  cost  of  compliance 
is  $5.9  million.  The  net  present  value  of 
direct  benefits  for  offshore  supply  and 
cargo  vessels  is  estimated  at  5,068 
gallons  of  oil  not  spilled.  The  estimated 
cost-benefits  (net  present  value  of  cusls/ 
net  present  value  of  benefits)  for 
oflshore  supply  and  cargo  vessels  is 
$730/gallon  of  oil  not  spilled.  That 
means  it  would  cost  $730  to  prevent 
spilling  one  gallon  of  oil. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601  et  seq.).  the  Coast  Guard 
must  consider  whether  this  proposal 
will  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
"Small  entities"  include  independently 
owned  and  operated  businesses  that  are 
not  dominant  in  their  field  and  that 
otherwise  qualify  as  "small  business 
concerns"  under  section  3  of  the  Small 
Business  Act  (5  U.S.C  632).  "Small 
entities"  also  include  small  not-for- 
profit  organizations  and  small 
governmental  jurisdictions.  Based  on 
the  Coast  Guard's  analysis  in  the  RE.  it 
certifies  under  5  U.S.C.  605(b)  that  this 
proposal,  if  adopted,  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

If.  however,  you  think  your  business 
qualifies  as  a  small  entity  and  that  the 
proposal  will  have  a  significant 
economic  impact  on  your  business,  you 
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may  sulnnit  a  ctunmeot  (see 
"A0DRE88E8")  explainii^  %rhy  you  think 
your  business  qualifies  and  in  what  way 
and  to  what  d^ree  the  proposal  will 
aSiact  your  business. 

Collection  of  Ii^nnatioa 

Under  the  Paperwork  Reduction  Act 
(44  U.S.C  3501  et  sea.),  the  Office  of 
Management  and  Budget  (0MB)  reviews 
each  proposed  regulaticm  that  contains 
collection  of  information  requirements 
to  determine  whether  the  practical  value 
of  the  information  is  worth  the  burden 
imposed  by  its  collection.  Collection  of 
inrarmation  requirements  include 
reporting,  recordkeeping,  notification, 
and  other  similar  requirements. 

This  proposal  contains  collection  of 
information  requirements  in  the 
following  sections:  155.750  (Contents  of 
transfer  procedures)  and  156.150 
(Declaration  of  inspection).  While  this 
proposed  rule  does  not  amend 
§  156.150.  that  section  reouires 
collection  of  information  based  aa  the 
requirements  of  §  156.120,  which  is 
amended  by  this  pn^osaL 

The  reporting  and  recordkeeping 
requirements  associated  with  tnis  rule 
are  being  submitted  to  the  OMB  fw 
approval  in  accordance  with  44  U.S.C 
chapter  35.  Both  of  the  proposed 
requirements  would  revise  previously 
approved  information  collections.  The 
following  particulars  apply: 

DOT  No:  2115;  OMB  Control  No: 
2115-0506. 

Administration:  U.S.  Coast  Guard. 

Title:  Declaration  of  inspection. 

Need  for  information:  As  pait  of  the 
Coast  Guard's  Port  Safety  and  Security 
program  this  information  is  used  in 
order  to  identify  potential  or  actual 
violations  of  the  regulations.  The 
declaration  of  inspection  must  be 
continued  for  the  U.S.  to  ensure 
compliance  with  specific  procedures 
and  certain  conditions  that  prevent 
pollution  of  U.S.  waters  or  damage  to 
vessels  and  facilities.  If  no  records  were 
kept,  there  would  be  a  significant 
increase  in  pollution  and  damage 
resulting  from  persons  in  charge  either 
not  knowing  their  responsibilities  (in 
the  case  of  foreign  nationals  working  on 
foreign  ships  that  transfer  oil  or 
hazardous  materials  in  bulk  in  U.S. 
ports)  or  not  following  the  proper 
procedures.  It  would  also  Im  far  more 
difficult  to  ascertain  culpability  for 
accidents  and  spills. 

Proposed  use:  The  Coast  Guard 
provides  specific  prooedures  to  follow 
and  specific  conditions  to  maintain  in 
order  to  prevent  pollution  of  waters  and 
damage  to  vessels  and  facilities  within 
the  U.S.  A  declaration  of  innwction 
alerts  the  person  in  charge  oi  the 


trandiar  opeFBtioa  of  his  leqMxisibUities 
under  FeoCTal  regulations.  The 
declaration  requires  him  to  identify 
himself  and  complete  a  checklist 
verifying  he  has  complied  with  the 
regulations.  A  dedarati<m  of  inspection 
is  completed  by  the  peraoo  in  durge  for 
eadi  bulk  transfiar  conducted.  A  copy  of 
the  declaration  of  inspection  miist  be 
kept  on  board  the  vessel  and  facility  for 
one  month  from  the  date  of  signature. 

Overfill  devices  will  be  required 
where  none  have  been  required  before. 
The  information  collection  burden  will 
increase  because  persons  in  charge  of  oil 
transfer  procedures  will  have  to 
physically  verify  that  the  dual  alarm  or 
automatic  shutdown  system  at  each  tank 
is  working  prior  to  taldng  on  each  load 
of  cargo. 

Frequency:  Each  time  cargo  oil  is 
loaded  into  a  vessel  with  a  capacity  of 
250  or  more  barrels  of  cargo  oil. 

Burden  estimate:  18,000  hours/year. 

Respondents:  4,500. 

Average  burden  hours  per  respondent: 
4  hours/year. 

Becordkeepers:  4,500. 

DOT  No:  2115;  OMB  Control  No: 
2115-0120. 

Administration:  U.S.  Coast  Guard. 

Title:  Requivments  for  transfer. 

Need  for  information:  One  of  the 
methods  employed  by  the  Coast  Guard 
to  prevent  the  accidental  discharge  or 
spillage  of  oil  is  to  require  all  vessels 
with  &e  capacity  of  250  or  more  barrels 
of  oil  to  develop  and  follow  oil  transfer 
procedures  that  provide  besic  safety 
informaticm  for  operating  the  transfer 
system.  This  recordkeeping  requirement 
directs  the  vessel  operator  to  maintain 
onboard  and  make  available  to  the  Coast 
Guard  Captain  of  the  Prat,  upcm  request, 
the  vessel's  oil  transfer  procedures. 

Certain  tank  vessels  will  now  be 
required  to  install  and  use  overfill 
devices  to  prevent  oil  spills  due  to 
overfilling  of  tanks.  The  oil  transfar 
procedures  therefore  must  be  amended 
to  include  procedures  regarding  overfill 
devices. 

Proposed  use:  Vessel  personnel  are 
required  to  follow  the  vessel's  transfer 
procediues  each  time  oil  or  a  hazardous 
material  is  transferred  to  or  from  the 
vessel  or  from  tank  to  tank  vrithin  the 
vessel.  Vessel  crews  change  frequenUy. 
Written  procedures  provide  a  means  of 
ensuring  that  new  personnel  are  familiar 
with  the  complex  system  of  piunps, 
piping,  valving,  vapor  control 
equipment,  and  overfill  devices  used  to 
transfer  oil  or  hazardous  materials.  If  the 
information  were  not  required  to  be 
recorded,  vessel  personnel  might  be 
imfamiliar  with  the  vessel's  transfer 
system.  This  might  resuh  in  accidental 


dkchaige  of  oil  or  haxardous  materiali, 
fire,orexplosiaa. 

Overfill  devicas  will  be  required 
mdiere  none  were  required  before.  A 
deeoiptitm  of  how  the  overfill  device 
system  operates  aaod  the  pretxansfiar 
equipment  ianiection  requirements  will 
become  part  of  the  oil  transfer 
procedures.  The  overfill  device  system 
description  in  the  oil  transfer 
procedures  %nll  be  available  to  the 
person-in-diaige  (PIC)  of  a  vessel.  The 
PIC  will  use  this  information  to  make 
sure  the  equipment  prevents  the 
overflow  of  a  cargo  tank. 

Frequency:  Once. 

Bumen  estimate:  0,064  hours. 

Respondents:  824. 

Average  burden  hours  per  tespondoA: 
11  hour*. 

Becordkeepers:  824. 

For  further  information  contact:  The 
Information  Requirements  Division,  M- 
34,  Office  of  the  Secretary  of 
Transportation,  400  Seventh  Street, 
SW.,  Washington.  DC  20503.  (202)  395- 
7340 

Federalism 

The  Coast  Guard  has  analyzed  this 
proposal  in  accordance  with  the 
principles  and  criteria  contained  in 
Executive  Order  12612  and  has 
determined  that  this  proposal  does  not 
have  sufficient  federalism  implications 
to  warrant  the  preparation  of  a 
Federalism  Assessment. 

lUs  NPRM  proposes  standards  and 
requirements  for  the  phased-in 
installation  and  use  of  overfill  devices 
on  oil  cargo  tanks  of  certain  cargo  tank 
vessels,  l^e  authority  to  regulate  tank 
vessel  equipment  is  delegated  to  the 
Coast  Guard  by  the  Secretary  of 
Transportation,  whose  authority  is 
committed  by  statute.  Because  tank 
vessels  move  between  U.S.  ports  in  the 
national  marketplace,  and  between  U.S. 
and  foreign  ports  in  the  international 
marketplace,  standards  for  overfill 
devices  and  their  use  are  a  metier  for 
which  regulations  should  be  of  national 
scope  to  avoid  uiveasonably 
burdensome  variances.  The  Coast  Guard 
intends  that  these  regulations  preempt 
State  action  addressing  the  same  subject 
matter.  However,  the  NPRM  will  not 
affect  the  ability  of  States  to  require  the 
use  of  vapor  control  systems  imder  the 
Qean  Air  Act  amendments  as  discussed 
earlier  in  the  preamble. 

Enviromueut 

The  Coast  Guard  has  ccmsidered  the 
environmental  impact  of  this  proposal 
under  COMDTINST  M16475.1B.  A  draft 
Environmental  Assessment  (EAi  is 
available  in  the  docket  for  copying  and 
inspection  as  indicated  in  the 
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"AOORESSES"  section  of  this  preamble. 
Hie  draft  EA  discusses  and  compares 
the  proposed  action  and  alternatives, 
subsequent  expected  environmental 
impacts,  and  overall  need  for  the  action. 
Actual  reductions  in  the  numbers  and 
volumes  of  oil  spills  as  a  result  of  the 
promulgation  of  the  proposed 
regulations  cannot  be  accurately 
estimated,  due  to  interrelationships 
among  diffsrent  spill  prevention  and 
mitigation  measures  being  implemented 
as  a  result  of  other  propoMd  OPA  90 
actions.  Less  than  1  percent  of  all  vessel 
oil  spills  into  U.S.  waters  come  from 
tank  overfills.  Though  some  reduction 
in  adverse  natural  resource  impacts 
should  result  from  issuing  these 
regulations,  overfills  tend  to  result  (with 
exceptions)  in  relatively  small  spills 
that  occur  either  in  harbors  where  rapid 
response  and  containment  are  possible 
and  where  hydrographic  conditions 
(wave  and  water  current  regimes)  favor 
good  cleanup  efficiency,  or  in  oRshore 
lightering  zones  where  oil  spills  are  less 
likely  to  have  an  impact  on  sensitive 
ecosystmes.  As  a  result,  when 
considered  independently  of  other 
proposed  OPA  90  actions,  these 
regulations  are  not  expected  to  result  in 
significant  impact  on  the  quality  of  the 
human  environment.  Therefore,  the 
Coast  Guard  expects  to  issue  a  Finding 
of  No  Significant  Impact 

ListafSabiacts 

33  CFR  Part  15S 

Hazardous  substances.  Oil  pollution. 
Reporting  and  recordkeeping 
requirements. 

33  CFR  Part  156 

Hazardous  substances.  Oil  pollution, 
Reporting  and  recordkeeping 
requirements.  Water  pollution  control 

For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  proposes  to 
amend  33  CFR  parts  155  and  156  as 
follows: 

PART  155-OIL  OR  HAZARDOUS 
MATERUL  POLLUTION  PREVENTION 
REGULATIONS  FOR  VESSELS 

1.  The  authority  citation  for  33  CFR 
part  155  and  the  note  following  the 
citation  are  revised  to  read  as  follows: 


cootalned  in  46  CFR  psitt  30  through  40, 
ISO,  151,  and  153. 

2.  Section  155.110  is  revised  to  read 
■s  follows: 


;  33  U.S.C  1231. 1321(jMl)(Q: 
MC  2.  B.0. 11735.  38  FR  21243,  3  CFR. 
1971-1975  Comp..  p.  793;  49  CFR  1.46. 
Sections  155.100  through  155.130, 150.350 
through  155.400. 155.430. 155.440.  and 
155.470  also  issued  under  33  U.S.C  1903(b). 
Sections  155.480. 155.750(e).  and  155.775  are 
issued  under  section  4110,  Public  Law  101- 
380. 104  SUt  SIS  (46  USC  3703  note). 

NelK  Additional  lequirements  for  vessels 
carrying  oil  or  hazardous  materials  are 


1156.110 

Except  as  s[>ecifically  stated  in  a 
section,  the  definitions  in  part  151  of 
this  chapter,  other  than  for  the  word 
"oil,"  and  in  part  154  of  this  chapter 
also  apply  to  this  part. 

3.  Section  155.480  is  added  to  read  as 
follows: 

f  156.480   OveffUl  devteea. 

(a)  An  oil  tanker  with  a  cargo  capadtv 
of  250  or  more  barrels  of  oil,  loading  oil 
as  cargo,  must  have  permanenUy 
installed  on  each  cargo  tank  an  overfill 
device  that  meets  the  requirements  of 
this  section. 

(1)  On  a  self  propelled  oil  tanker,  each 
cargo  tank  must  be  equipped  with  an 
overfill  device  that  meets  the 
requirements  of  46  CFR  39.20-7(a).  (b), 
(c),  and  (d). 

(2)  On  a  non-self  propelled  oil  tanker, 
each  cargo  t«uik  must  be  equipped  with 
an  overfill  device  that  meets  one  of  the 
following  arrangements. 

(i)  46  CFR  39.20-7(a).  (b).  (c).  and  (d). 
and  46  CFR  3g.20-9(a): 
(ii)  46  CFR  39.20-9(b):  ar 
(iii)  46  CFR  39.20-3(b)  (1),  (2).  and 

(3). 

(b)  Each  cargo  tank  of  a  United  States 
flag  oil  tanker  sub)ect  to  this  section 
must  have  installed  on  it  an  overfill 
device  meeting  the  requirements  of  this 
section  at  the  first  cargo  tank  internal 
examination  performed  on  the  vessel 
under  46  CFR  31.10-21,  following 
[Insert  the  effective  date  of  the  final 
mle.]  but  not  later  than  [Insert  date  5 
years  from  the  effective  date  of  the  final 
rule.] 

(c)  Each  cargo  tank  of  a  foreign  flag  oil 
tanker  subject  to  this  section  must  have 
installed  on  it  an  overfill  device  meeting 
the  requirements  of  this  section  at  the 
first  survey  that  includes  dry  docking, 
as  required  by  the  vessel's  flag 
administration  to  meet  the  International 
Convention  for  the  Safety  of  Life  at  Sea, 
1974.  as  amended  (SOLAS)  or  the 
International  Load  Line  Convention  of 
1966  following  [Insert  the  effective  date 
of  the  final  rule.];  but  not  later  than 
[Insert  date  5  years  from  the  effective 
date  of  the  final  rule.] 

(d)  For  purposes  of  this  section,  oil 
has  the  same  meaning  as  provided  in 
S  151.05  of  this  chapter. 

4.  In  §  155.750,  paragraph  (e)  is  added 
to  read  as  follows: 


1156.750    ComMMsol 


(e)  If  the  cargo  tanks  of  a  vessel  are 
fitted  with  ovwfill  devices,  the  transfer 


procedures  must  contain  a  description 
of  the  overfill  devices  including — 

(1)  The  high  level  alarm  system,  if 
fitted: 

(2)  The  independent  shutdown 
system,  if  fitted; 

(3)  The  high  level  indicating  device, 
if  fitted,  and  specific  procedures  for  the 
person  in  charge  to — 

(i)  Monitor  the  level  of  cargo  in  tanks 
that  have  been  topped  off;  and 

(ii)  Shut  down  transfer  operations  in 
time  to  ensure  that  the  cargo  level  in 
each  tank  does  not  reach  the  maximum 
height  permitted  by  §  155.775(a)(1)  of 
this  chapter. 

(4)  Pre-transfer  equipment  inspection 
requirements. 

5.  Section  144.775  is  added  to  read  as 
follows: 

f155.77S    Maximum  cargo  level  of  oil. 

(a)  A  cargo  tank  on  a  tank  vessel  may 
not  be  filled  with  oil  in  bulk  as  cargo 
higher  than — 

(1)  98.5  percent  of  the  cargo  tank 
volume;  or 

(2)  The  level  at  which  an  overfill 
alarm  complying  with  46  CFR  39.20-7 
or  46  CFR  39.20-9(b)(2)  is  set. 

(b)  For  purposes  of  this  section,  oil 
has  the  same  meaning  as  provided  in 
§  151.05  of  this  chapter. 

PART  156-OIL  AND  HAZARDOUS 
MATERIAL  TRANSFER  OPERATIONS 

6.  The  authority  citation  for  33  CFR 
part  156  is  revised  to  read  as  follows: 

Anthority:  33  U.S.C  1231. 1321(j)(l)  (Q 
and  (D):  46  U.S.C  3715;  sec.  2.  B.0. 11735, 
38  FR  21243.  3  CFR  1971-1975  Comp.,  p. 
793;  49  CFR  1.46.  Section  156.120(bb)  is 
issued  under  section  4110,  Pub.  L  101-380, 
104  Stat  515  (46  U.S.C  3703  note). 

7.  Section  156.105  is  revised  to  read 
as  follows: 

1156.106    Definitions. 

Except  as  specifically  stated  in  a 
section,  the  definitions  in  §  154.105  of 
this  chapter  apply  to  this  subpart. 

8.  In  §  156.120  paragraph  (bb)  is 
added  as  follows: 

f  156.120    Requirements  for  transfer. 

(bb)  If  the  transfer  operation  involves 
loading  oil,  as  defined  in  §  151.05  of  this 
chapter,  into  a  cargo  tank,  the  overfill 
devices  required  by  §  155.480  of  this 
chapter  are  installed  and  operating 
properly. 

Dated:  January  S,  1993. 
K.C  North, 

Acting  Chief.  Office  of  Marine  Safety,  Security 
and  Environmental  Protection. 
(FR  Doc  93-522  Filed  1-11-93  8:45  am] 
■UJNQ  OOOC  4S1*-14-H 
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DEPARTMENrOFTHE  mTERtOD 

BuraMiQllndiwtAfMrs 

2SCFRPwt» 

MtanCMMWeNvaAcI 

kOEHfCf:  Bureau  of  Indian  AfEalra. 

Interior. 

ACTION:  Propoaed  rule.      


f.  The  Bureau  of  Indian  Affairs 
(BIA)  is  proposing  to  revise  the 
regulations  governing  the  Indian  Child 
Welfare  Act  (ICWA)  discretionary  grant 
process  and  the  administration  of  these 
grant  programs  as  authorized  under  the 
Indian  Child  Welfare  Act  of  1978.  Until 
now.  the  ICWA  granU  have  been 
awarded  competitively  based  on  BIA 
review  of  applications  from  Indian 
tribes  and  Indian  organizations.  Under 
this  process  tribes  have  been  unable  to 
develop  long-term  plans  and  programs 
due  to  the  uncertainty  of  sustained 
resources.  The  proposed  regulations 
will  provide  for  noncompetitive 
formul»4)ased  funding  for  all  federally 
recognized  Indian  tribes  above  a 
minimum  population:  contain 
provisiims  for  off-reservation  ICWA 
programs  to  continue  to  be  awarded 
competitively  through  a  centralized 
review  process;  and  establish  new 
requirements  for  internal  evaluation 
processes. 

DATES:  Written  comments  must  be 
received  on  or  before  February  11, 1993. 
Comments  received  after  this  date  will 
not  be  considered  in  the  Final 
Rulemaking.  Persons  submitting  written 
omiments  should  allow  ample  time  for 
the  mail  delivery  swvice.  Telephonic 
facsimiles  (faxes)  up  to  10  pages  will  be 
accepted.  Facsimiles  exceeding  the 
tendi  pegs  will  not  be  considered 
AOORESSCS:  Written  comments  must  be 
directed  to  the  Division  of  Social 
Services,  Bureau  of  Indian  Affairs.  1849 
C  Street.  NW..  Mailstop  310  SIB. 
Washington.  DC  20240. 
POR  PURTNCR  MF0MUT10N  CONTACTS 
David  Hickman.  Chief.  Division  of 
Social  Services.  Bureau  of  Indian 
Afiairs.  1849  C  Street.  NW..  Mailstop 
310  SIB,  Washington.  DC  20240. 
telephone  number  (202)  206-2721; 
FTS:  268-2721. 
SUP91EMENTARY  MFOMIATION:  This 

proposed  revision  is  published  in 
exercise  oi  the  authority  delegated  by 
the  Secietary  of  the  bUerior  (Secretary) 
to  the  Assistant  Secretary— Indian 
Affairs  in  the  Depaitmental  Manual  aft 
209  DMB. 

This  rulamaking  actlaB  is  toiavise  2S 
CFR  part  23.  reguiatioiu  governing  the 


grant  process  specified  in  the  ICWA 
Indian  Child  Welfare  Act  of  1978  (Pub. 
L.  95-606). 

The  revisions  incorporate 
recommendations  received  from  tribes 
and  Indian  organizations  duAng  racaot 
consultation  sessions  held  by  eadi  MA 
area  office.  Contingent  upon  annual 
Congressional  appropriations,  tha 
intended  effect  ot  these  regulatory 
revisions  is  to  promote  long^sna 
planning,  stabilize  and  provide  cos* 
hmding  for  all  tribal  ICWA  propaans. 
enabling  them  to  develop,  coordinate, 
and  implement  comprehensive  Indian 
child  and  family  programs.         

Changes  are  being  made  in  25  CFR 
part  23.  §§  23.1,  Purpose:  23.2. 
Definitions:  23.3.  Policy;  23.4. 
Information  collection:  23.11.  Notioe; 
23.12.  Designated  tribal  agent  for  service 
of  notice;  23.13,  Payment  for  appointed 
counsel  in  Indian  child  custody 
proceedings  in  state  courts;  23.21. 
Eligibility  requirements;  23.22.  Purpose 
of  grants:  23.23,  Obtaining  application 
InMructions  and  materials;  23.26. 
Submitting  applications;  23.27. 
Technical  assistance;  23.28.  Area  office 
review  and  certification  of  off- 
reservation  programs;  23.30.  Deadline 
for  Central  Office  action;  23.31,  Grant 
approval  limitation;  23.32,  Grant 
execution,  administration  and 
monitoring;  23.33,  Subgrants;  23.41. 
Uniform  grant  administration 
requirements  and  applicability;  23.43, 
Reports  and  availability  of  Information 
to  Indians:  23.44.  Matching  shares  and 
agreements;  23.45,  Fair  and  unifiDrm 
provision  of  services;  23.47,  Grant 
renewal  and  modification:  23.48. 
Penalties;  23.51,  Revisions  or 
amendments  of  grants:  23.71. 
Recordkeeping  and  information 
avaifability;  23.81.  Assistance  in 
identifying  witnesses;  23. 82,  Assistance 
in  identi^ng  interpreters;  and.  23.83. 
Assistance  in  locating  biological  parents 
of  Indian  child  after  termination  of 
adoption. 

The  following  citations  are  new  S§ : 
23.24,  Noncompetitive  multi-year  on- 
reservation  tribal  program  appUcatioo 
contents;  23.25,  Application  salaction 
criteria  for  competitive  grants;  23.29. 
Centralized  review  and  decision  for  off- 
reservation  and  applications;  23.42. 
Financial  management,  internal  and 
external  controls  and  c^er  aasurancas; 
23.46.  Service  eli^bility:  23.52.  Grant 
carry  over  authority:  23.53.  Grant 
suspension:  23.54.  Cancellalioa  of  pant 
for  cause:  23.61.  Appeals  from  dadskm 
or  action  by  Area  Director;  23.62, 
Appeals  from  dedsioo  or  acttoa  lijr  Ilia 
Dbactor,  Office  of  Tribal  Sarvlcas;  and 
23.63,  Appeals  from  Inaction  of  official. 


The  dianges  reflect  recommmdations 
received  from  tribes  and  Indian 
organizations,  current  case  law  and 
changes  in  )urisprudence  since  passage 
of  the  Act.  and  includes  mechanisms  for 
accoimtability  through  internal 
evaluation  processes  and  systematic 
reporting  and  data  coUetition 
requirements. 

m  accordance  %vith  the  Paperwork 
Reduction  Act  and  5  CFR  part  1320.  the 
information  collection  requirements 
contained  in  25  CFR  part  23  will  be 
revie«ved  by  the  Office  of  Management 
and  Budget  (OMB)  under  44  U.S.C  3501 
et  seq.  and  approved  before  solicitation 
occurs. 

This  rulemaking  will  affect  only  a 
limited  number  of  persons  and  will  not 
result  in  an  annual  gross  effect  on  the 
economy  of  one  hundred  million  dollars 
or  more.  This  rule  will  not  have  any 
significant  effects  on  the  economy  or  in 
costs  or  prices  for  consumers, 
individual  industries.  Federal,  state  or 
local  agencies  or  geographical  regions. 
The  rule  will  not  have  any  adverse 
effects  on  competition,  employment, 
investment,  productivity  or  in  the 
export/import  market. 

This  rulemaking  action  revising  25 
CFR  part  23  will  be  limited  in 
applicabiUty  to  federally  recognized 
Indian  tribes  and  off-reservation  Indian 
tribal  organizations  applying  for  grant 
programs.  BIA  personnel  will  receive 
and  process  grant  applications  and 
monitor  the  grants  once  awarded.  Indian 
tribes  and  off-reservation  Indian 
organizations  will  administer  and 
manage  the  day-to-day  operations  of  the 
grant  activities.  Individual  Indians  and 
Indian  families  will  be  the  recipients  of 
services  under  these  grant  programs. 
Given  the  low  level  of  fonding  which 
are  expected  to  be  available  for  small 
tribes,  this  rule  will  not  impose  a 
significant  economic  effect  on  a 
substantial  number  of  small  entities. 
The  Department  of  the  Interior  has 
determined,  in  accordance  with 
Executive  Order  12291.  that  this  rule  is 
not  a  major  rule  because  only  a  limited 
number  of  individuals  will  be  affected 
by  the  revisions  to  the  regulations 
contained  in  25  CFR  part  23. 

The  Department  ofthe  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
within  the  meaning  of  the  Regufatory 
Flexibility  Act  (5  U.S.C  601  et  seq.) 
because  of  the  limited  applicability  as 
stalad  above. 

The  Department  of  the  Interior  has 
dalannined  that  this  rule  is  not  a  ma)or 
Federal  action  significantly  affiscting  tha 
Quality  ofthe  human  environment  and 

Uiat  neither  an  environmental 
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assessment  nor  an  environmental 
impact  statement  is  required. 

The  primary  author  of  this  document 
is  Betty  B.  Tippeconnic,  Branch  Chief, 
Branch  of  Child  and  Family  Services. 
Division  of  Social  Services.  Office  of 
Tribal  Services. 

The  policy  of  the  Department  of  the 
Interior  is,  whenever  practical,  to  afford 
the  public  an  opportunity  to  participate 
in  the  rulemaking  process.  Accordingly, 
interested  persons  may  submit  written 
comment^,  suggestions  or  objections 
regarding  these  proposed  revisions  to 
the  Division  of  Social  Services,  Bureau 
of  Indian  Affairs.  1849  C  Street.  NW.. 
Mailstop  310  SIB.  Washington.  DC 
20240. 

List  of  Sub|ecta  in  25  CFR  Part  23 

Administrative  practices  and 
procedures,  Child  custody  proceedings, 
Child  welfare,  Grant  programs — Indians, 
Grant  programs — social  programs, 
Hearings  and  appeals,  Indians, 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  out  in  the 
preamble,  part  23  of  title  25,  chapter  I, 
of  the  Code  of  Federal  Regulations  is 

E reposed  to  be  revised  as  set  forth 
elow. 

PART  23— INDIAN  CHILD  WELFARE 
ACT 

Subpart  A— Purpoee.  Definitions,  and 
Policy 


Purpose. 

Definitions. 

Policy. 

Infonnation  coUection. 


S«c. 
2S.1 
23.2 
23.3 
29.4 

Subpart  B— Notice  of  Involuntary  Child 
Custody  Proceedings  and  Payment  for 
Appointed  Counsel  in  stats  courts 

23.11  Notice. 

23.12  Designated  tribal  agent  for  service  of 
notice. 

23.13  Payment  for  appointed  counsel  in 
Indian  child  custody  proceedings  in  state 
courts. 

Subpart  C—Granta  to  Indian  Tribes  and 
Indian  Organizationa  for  Titie  N  Indian  Child 
and  Family  Program^ 

23.21  Eligibility  requirements. 

23.22  Purpose  of  grants. 

23.23  Obtaining  application  instructions 
and  materials. 

23.24  Noncompetitive  multi-year  on- 
reservation  tribal  program  application 
contents. 

23.25  Application  selection  criteria  for 
competitive  grants. 

23.26  Submitting  applications. 

23.27  Technical  assistance. 

23.28  Area  office  role. 

23.29  Centralized  review  and  decision  for 
off-reservation  applications. 

23.30  Deadline  for  Central  Office  action. 


23.31  Grant  approval  limitation. 

23.32  Grant  execution,  administration  and 
monitoring. 

23.33  Subgrants. 

Subpart  D    Oanaral  Orantnaquiramanta 

23.41  Uniform  grant  administration 
requirements  and  applicability. 

23.42  Financial  management,  internal  and 
external  controls  and  other  assurances. 

23.43  Reports  and  availability  of 
infonnation  to  Indians. 

23.44  Matching  shares  and  agreements. 

23.45  Pair  and  uniform  provision  of 
services. 

23.46.  Service  eligibility. 

23.47  Grant  renewal  and  modification. 

23.48  Penalties. 

Subpart  E— Grant  Ravialon,  Carry  owar 
Authority,  Grant  Suapanaien,  or 

23.51  Revisions  (v  amendments  of  grants. 

23.52  Grant  carry  over  authority. 

23.53  Grant  Suspension. 

23.54  Cancellation. 

Subpart  r   llsarlnga  and  Appeals 

23.61  Appeals  from  decision  or  action  by 
Area  Director. 

23.62  Appeals  from  decision  or  action  by 
the  Director,  Office  of  Tribal  Services. 

23.63  Appeals  from  inaction  of  official. 

Subpart  G^-Adminiatrattve  Proviaiona 

23.71    Recordkeeping  and  information 
availability. 

Subpart  H—Aaaiatance  to  Slate  Courts 

23.81  Assistance  in  identifying  witnesses. 

23.82  Assistance  in  identifying  interpreters. 

23.83  Assistance  in  locating  biological 
parents  of  Indian  child  after  termination 
of  adoption. 

Autborify:  5  U.S.a  301;  25  U.S.C  2,  9, 
1901-1952. 

Subpart  A— Purpose,  Definitlona,  and 
Policy 

f23.1    Purpose. 

The  purpose  of  the  regulations  in  this 
part  is  to  govern  the  performance  of  the 
responsibilities  of  the  Federal 
Government  under  the  Indian  Child 
Welfare  Act  of  1978  (Pub.  L  95-608,  92 
Stat.  3069,  25  U.S.C.  2.  9. 1901-1952). 

S23.2    Definitiona. 

Act  means  the  Indian  Child  Welfare 
Act,  Pub.  L.  95-608.  92  Stat.  3069.  25 
U.S.C.  1901  et  seq. 

Assistant  Secretary  means  the 
Assistant  Secretary — ^Indian  Affairs,  the 
Department  of  the  Interior. 

Chi7d  custody  proceeding  means  and 
includes: 

(1)  Foster  care  placement  which  shall 
mean  any  action  removing  an  Indian 
child  from  his  or  her  parent  or  Indian 
custodian  for  temporary  placement  in  a 
foster  home  or  institution  or  the  home 
of  a  guardian  or  conservator  where  the 
parent  or  Indian  custodian  cannot  have 
the  child  returned  upon  demand,  but 


where  parental  rights  have  not  been 
terminated: 

(2)  Termination  of  parental  rights 
which  shall  mean  any  action  remihing 
in  the  termination  of  the  parent-diild 
relationship: 

(3)  Preaaoptive  placement  which 
shall  mean  the  temporary  placement  of 
an  Indian  child  in  a  foster  home  or 
institution  after  the  termination  of 
parental  rights,  but  prior  to  or  in  lieu  of 
adoptive  placement:  and 

(4)  Adoptive  placement  which  shall 
mean  the  permanent  placement  of  an 
Indian  child  for  adoption,  including  any 
action  resulting  in  a  fiual  decree  of 
adoption. 

(5)  The  above  term  or  terms  shall  not 
include  a  placement  based  up<m  an  act 
which,  if  committed  by  an  aduh,  would 
be  deemed  a  crime  in  the  jiuisdiction 
where  the  act  occurred  or  upon  an 
award,  in  a  divorce  proceeding,  of 
custody  to  one  of  the  parents.  It  does 
include  status  offenses,  such  as  truancy, 
incorrigibility,  etc. 

Consortium  means  an  association  or 
partnership  of  two  or  more  eligible 
applicants  who  enter  into  an  agreement 
to  administer  a  grant  program  and  to 
provide  services  imder  the  grant  to 
resident  Indians  in  a  specific 
geographical  area  when  it  is 
administratively  feasible  to  provide  an 
adequate  level  of  services  to  the  area. 

Director,  Office  of  Tribal  Services 
means  the  Director,  Office  of  Tribal 
Services,  Bureau  of  Indian  Affairs,  the 
Department  of  the  Interior. 

Extended  Family  Member  shall  be  as 
defined  by  the  law  or  custom  of  the 
Indian  child's  tribe  or,  in  the  absence  of 
such  law  or  custom,  shall  be  a  person 
who  has  reached  the  age  of  18  and  who 
is  the  Indian  child's  grandparent,  aunt 
or  uncle,  brother  or  sister,  brother-in- 
law  or  sister-in-law,  niece  or  nephew, 
first  or  second  cousin,  or  stepparent. 

Grant  means  a  written  agreement 
between  the  BIA  and  the  governing 
body  of  an  Indian  tribe  or  Indian 
organization  where  the  BIA  provides 
funds  to  the  grantee  to  plan,  conduct 
and  administer  specific  programs, 
services,  or  activities  and  where  the 
administrative  and  programmatic 
provisions  are  specifically  delineated. 

Grantee  means  the  tribal  governing 
body  of  an  Indian  tribe  or  Board  of 
Directors  of  an  Indian  organization 
responsible  for  grant  administration. 

Indian  means,  for  purposes  of  matters 
related  to  child  custody  proceedings 
only,  any  person  who  is  a  member  of  an 
Indian  tribe,  or  who  is  an  Alaska  Native 
and  a  member  of  a  Regional  Corporation 
as  defined  in  section  7  of  the  Alaska  - 
Native  Claims  Settlement  Act,  43  U.S.C. 
1606. 
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Indian  child  means  any  unmarried 
pefson  who  is  under  age  18  and  is  either 
a  member  of  an  Indian  tribe,  or  is 
eligible  for  memberehip  in  an  Indian 
tribe  and  is  the  biological  child  of  a 
member  of  an  Indian  tribe. 

Indian  child's  tribe  means  die  Indian 
tribe  in  whidi  an  Indian  child  is  a 
member  or  is  eligible  for  membership 
or,  in  the  case  of  an  Indian  child  who 
is  a  member  of  or  is  eligible  for 
membership  in  more  than  one  tribe,  the 
Indian  tribe  with  which  the  Indian  diild 
has  the  more  significant  contacts. 

Indian  custodian  means  any  Indian 
person  who  has  legal  custody  of  an 
Indian  diild  under  tribal  law  or  custom 
or  under  State  law  or  to  whom 
temporary  physical  care,  custody,  and 
control  has  been  transferred  by  the 
parent  of  such  child. 

Indian  organixation  means  any  legally 
establidied  group,  association, 
partnership,  corporation,  at  other  legal 
entity  which  is  owned,  or  controlled  by 
Indians,  or  a  majority  (51  percent  at 
more)  of  whose  members  are  Indians. 

Indian  preference  means  prefsrencx 
and  (^poftunities  for  employment  and 
training  provided  to  Indians  in  the 
administration  of  the  grants  in 
accordance  with  section  7(b)  of  the 
Indian  Self-Determination  and 
Education  Assistance  Act  (2S  U.S.C 
450). 

Indian  tribe  means  any  Indian  tribe, 
band,  nation,  or  other  organized  group 
or  community  of  Indians  recognized  as 
eligible  for  the  services  provlckd  to 
Indians  by  the  Seoetary  because  of  their 
status  as  Indians,  including  any  Alaska 
Native  village  as  defined  in  section  3(c) 
of  the  Aladui  Native  Claims  Settlement 
Act.  43  U.S.C  1602(c).  as  amended. 

Indirect  Costs  means  costs  incurred 
for  a  common  or  joint  purpose 
benefiting  more  than  one  grant 
objective,  or  which  are  not  readily 
assignable  to  the  grant  objectives 
spedfically  benefited  without  effort 
diraropoftionate  to  the  results  achieved. 

Indirect  cost  rate  means  the  rate 
arrived  at  through  negotiatioo  between 
an  Indian  tribe  or  tribal  organization 
and  the  appropriate  Federal  agency. 

Nteor^reservatfon  means  those  areas  or 
communities  adjacent  or  contiguous  to 
lesenatlops  vrfaich  are  designated  by 
the  Assistant  Secretary — Indian  AfEsirs 
upon  recommendation  of  the  local  BIA 
Superintandent,  which  recommendation 
shall  be  based  upon  consultation  ¥fith 
the  tribal  governing  body  of  those 
lesetvatiooa,  as  locales  apimmriate  for 
the  axtsosian  of  BIA  finandal  assistance 
and  or  social  services  under  25  CFR  part 
20.  on  the  bads  of  such  criteria  as: 
Number  of  Indian  people  native  to  the 
reservatioo  residii^  in  the  area:  a 


written  designation  by  the  tribal 
governing  body  that  members  of  their 
tribe  and  Esmily  members  who  are 
Indian  residing  in  the  area,  are  sodally, 
culturally  and  economically  affiliated 
with  their  tribe  and  reservation: 
geographical  proximity  of  the  area  to  the 
reservation;  and  administrative 
feasibility  of  providing  an  adequate 
level  of  services  to  the  area.  The 
Assistant  Secretary  shall  designate  each 
area  and  publish  the  designations  in  the 
Federal  Kagistar. 

Parent  means  any  biological  parent  or 
parents  of  an  Indian  child  or  any  Indian 
person  who  has  lawfully  adopted  an 
Indian  child,  including  adoptions  under 
tribal  law  or  custom.  It  does  not  include 
the  unwed  father  where  paternity  has 
not  been  acknowledged  or  estri>liaiied. 

Reservation  means  Indian  country  as 
defined  in  18  U.S.C  1151  and  any  lands 
not  covered  under  such  section,  title  to 
which  is  either  held  by  the  United 
States  in  trust  for  the  benefit  of  anv 
Indian  tribe  or  individual  or  held  by  any 
Indian  tribe  or  individual  subject  to  a 
restriction  by  the  United  States  against 
alienation. 

Secratory  means  the  Secretary  of  the 
Interior. 

Service  area  for  newly  recognized 
and/or  restored  Indian  tribes  means 
those  service  areas  Congressionally 
established  by  Federal  law  to  be  the 
equivalent  of  a  reservatioo  for  the 
purpose  of  determining  the  eligibility  of 
a  newly  recognized  and/or  restored 
Indian  tribe  and  its  members  for  all 
Federal  services  and  benefits.  For 
purposes  of  grant  programs  under  tfia 
Act.  tribes  with  such  legislatively 
identified  service  areas  shall  be  deemed 
eligible  to  apply  for  on-reservation  tribal 
programs. 

State  Court  means  any  agent  or 
agency  of  a  state,  including  the  District 
of  Columbia  or  any  territory  or 
possession  of  the  United  States,  or  any 
poUtical  subdivision  empowered  by  law 
to  terminate  pcwental  ri^ts  or  to  nuke 
foster  care  placements,  preedoptive 
placements,  or  adoptive  placements. 

Subgrant  means  a  secondary  grant 
¥fhich  undertakes  part  of  the  obligations 
of  the  primary  grant,  and  assumes  the 
legal  and  financial  responsilnlity  for  the 
funds  awarded  and  for  the  performance 
of  the  grant  supported  activity. 

Technical  assistance  means  the 
provision  of  relevant  information  and 
assistance  to  prospective  grant 
applicants  in  the  development  of  their 
grant  proposals.  Technical  assistance 
may  include  a  preliminary  review  of  the 
application  to  assist  the  appUcant  in 
identifying  the  strengths  and 
weaknesses  of  its  proposal,  ongoing 
program  planning,  daugn  and 


evaluation,  and  such  other  program 
specific  assistance  as  is  necessary  for 
ongoing  grants  administration  and 
management 

Tribal  court  means  a  court  writh 
jurisdiction  over  child  custody 
proceedings  and  which  is  either  a  Court 
of  Indian  Ofiienses,  a  court  established 
and  operated  under  the  code  or  custom 
of  an  Indian  tribe,  or  any  other 
administrative  body  of  a  tribe  yrhich  is 
vested  with  authority  over  child  custody 
proceedings. 

Undupbcated  case  count  means  an 
annual  consolidated  statistical  report 
listing  the  unduplicated  number  of 
persons  associated  with  the 
unduplicated  case  count  served  during 
the  grant  year  by  sex  of  recipient  within 
the  category  of  service  and  by  age 
grouping  of  the  recipient 

1234   PeHcy. 

The  policy  of  the  Act  and  of  these 
regulations  is  to  protect  Indian  diildren 
from  art)itrary  removal  from  their 
families  and  tribal  affiliation  by 
establishing  procedures  to  ensure  that 
measures  to  prevent  the  breekup  of 
Indian  families  are  followed  in  child 
custody  proceedings.  This  will  ensure 
the  stability  and  protection  of  Indian 
tribes  and  protect  the  best  interests  of 
Indian  children  and  Indian  families. 
Assistance  and  funding  provided  to 
federally  recognized  Indian  tribes  and 
off-reservation  Indian  organizations  in 
the  operation  of  child  and  family 
services  programs  shall  reflect  the 
unique  values  of  Indian  culture  and 
promote  the  stability  and  security  of 
Indian  families.  In  administering  the 
grant  authority  for  Indian  Child  and 
Family  Programs,  it  shall  be  BIA  policy 
to  emphasize  the  provision  of 
preventive  and  reunification  services 
and  of  programs  to  promote  the  stability 
of  Indian  families. 

%  23.4    NnuinMiion  buiiecuuii. 

(a)  The  information  collection 
requirement  contained  in  §§  23.13  and 
23.71  has  been  approved  by  the  OMB 
under  44  U.S.C.  3501  et  seq.  and 
assigned  clearance  number  1078-0111. 
The  information  is  collected  in  a  notice 
from  the  state  court  in  order  to  certify 
payment  of  appointed  counsel  in  Inman 
child  custody  proceedings.  The 
information  will  be  used  to  determine  if 
an  individual  involved  in  an  Indian 
child  custody  proceeding  is  eligible  for 
payment  of  appointed  counsel 
Respcmse  is  required  to  obtain  a  benefit 

(b)  The  information  collection 
requirements  contained  in  SS  23.11, 
23.24. 23.25,  23.43  and  23.71  will  be 
reviewed  by  OMB  and  will  not  be 
solicited  until  OMB  apixoval  oocors. 
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123.11    Nolio*. 

(a)  If  the  idsntity  or  locatioD  of  th» 
parents,  Indian  custodians  or  the  Indian 
child's  tiibe  oanoot  b«  dotennined, 
notics  of  die  pandancy  of  oiy 
involuntary  oiild  custody  proceeding 
involviogan  Indian  child  La  a  state 
court  shall  be  sent  by  certified  nail  with 
return  racaipt  requested  to  the 
appropriate  Area  Director  listed  in 
paragraph  (b)  of  this  aection.  In  order  to 
establi^  tribal  idmitity  k  i»  nacessaiy  to 
provide  as  much  information  as  is 
known  on  tba  IndiBn  child's  direct 
lineal  daacendants.  including  b«A  not 
limited  to  the  infarmatian  delineated  at 
paragraphs  (c)  (1)  through  (4)  of  this 
section. 

^1|  For  proceedings  in  Alabama. 
Connecticut,  Oelavraie,  District  oi 
Colun^ta,  Florida,  Georgia,  Kentudqr, 
Louisiana.  Maine,  Kfaryland, 
Massachusetts,  Mississippi,  New 
Hampshne,  New  jersey.  New  Yoik, 
North  Carolina,  Pennsyhrania,  Kbode 
Island.  South  Carolina.  Tennessee, 
Vennont.  Virgfaiia,  West  Virginia  or  any 
territoiy  or  possession  of  the  United 
States,  notice  should  be  sent  to  the 
following  address:  Eastern  Area 
Director,  Bureau  of  Indian  Affaire.  3701 
N.  Fairfax  Dr.,  MS-260.  Virginia  Square, 
Arlington,  Virginia  22201. 

(2)  For  proceedings  in  Illinois. 
Indiana.  Iowa,  hfidiigan,  Minnesota, 
Ohio,  or  Wisconsin,  notice  should  be 
sent  to  the  following  address: 
Nf&meepolis  Area  Director.  Bureau  of 
Indian  Afiairs.  331  Second  Avenue 
South.  KBrmeapolis,  Minnesota  55401- 
2241. 

(3)  For  proceedings  in  Nebraska. 
North  Dakota,  or  South  Dakota,  notice 
should  be  sent  to  &e  following  address: 
Aberdeen  Area  Director.  Bureau  of 
In(tiai  Affsirs,  115-4th  Avenue.  SB.. 
Aberdeen.  South  Dakota  57401. 

{i)  For  prrooeedings  in  Kansas,  Texas, 
and  the  western  Oklahoma  counties  of 
AUalfa.  Beaver,  Bedonan,  Blaine, 
Caddo,  C«n<>di«n,  QmarTon.QevelaDd, 
Coraandie,  Cotton.  Custm.  Dewey,  EUis. 
Gaifield.  Grant.  Greer.  Harmon.  Harper. 
Jackson.  Kay,  Kin^sher,  IQowa, 
Lincobi.  Logan,  iyfejor.  Noble. 
Oklahoma.  Pawnee,  Payne. 
Pottawnlomie,  Roger  Mills.  Texas. 
Tillmnn.  Washita.  Woodsaad 
Woodward,  notice  should  be  sent  to  the 
foUowhf^  address:  Anadaribo  Area 
Director.  Bureau  of  Indian  A&irs.  PXX 
Box  368.  ABMiaiko.  OUaboaaa  73005. 

(5)  For  proceedings  in  Montana  or 
Wyooung,  notice  should  be  sent  to  the 
foUowiag  address:  Billings  Area 


Director,  Btseau  of  Indian  Afiaim.  31« 
N.  26th  Street.  Billings,  Montana  S8101. 

(6)  For  prooeedu^  in  the  Taxat 
counties  of  El  Paso  and  Hudspeth  ssd 
prooaedings  in  Colorado  or  htew 
Mexico,  (exclusive  of  those  New  Mexico 
counties  listed  in  peragraph  04(9)  of 
this  section),  notice  should  be  smt  to 
the  following  address:  AHmquarque 
Area  Director,  Bureau  of  Indian  Aftirs, 
61S  First  St.  P.a  Box  26S67. 
Albumiarqae,  New  Mexico  6712S. 

(7)  For  proceedings  in  Alarica,  notioe 
should  be  sent  to  tbs  foUowring  address: 
Juneau  Area  Director.  Bureau  of  faulian 
AfEsirs.  709  West  9di  St.  ^meBa.  Alaska 
99802-1219. 

(8)  For  proceedings  in  Arkansas. 
Missouri,  and  the  eastern  Okkhoeu 
counties  ci  Adair.  Atcdca.  Biyan.  Cartar. 
caserakee.  Oaig.  Creek.  Choctaw,  Goal. 
Delaware,  Garvin.  Grady.  Haskell. 
Hu^es.  Jeffiarsan.  Jdmston.  Latimer. 
LeFlore,  Love,  Mayes,  McCurtain. 
MoClain,  Mrlntnafa,  Munay,  Vbiskogee, 
Nowata,  Okfuskee.  Okmulgee,  Osage. 
Ottaara.  Pittsburg  Pontotoc 
Pushmataha.  Marshall,  Rogers. 
Seminole,  Sequoyah,  Wagoner, 
\ltedungton.  Stephens  and  Ttalsa,  notice 
should  be  sent  to  the  following  address: 
Muskogee  Area  Director,  Bureau  of 
Indian  Affurs,  Federal  Court  House 
Building,  Musitonee,  Oklahoma  74401 . 

(9)  For  prooeecfings  in  the  Arizona 
counties  of  Apache.  Coconino,  and 
Nava|o;  dw  New  Mexico  counties  of 
McKintoy  (exc^  far  notices  to  the  Zuni 
tribe),  San  Juan,  and  Socorro;  and  the 
Utah  county  (rf  San  Joan,  notice  should 
be  sent  to  the  fbUowring  address:  Nava|o 
Area  Diractor.  Bureau  of  Indian  A&irs, 
P.a  Box  1060,  Galhip,  New  Mexico 
87301. 

(10)  For  proceedings  in  Arixona 
(exclusive  of  those  counties  listed  in 
paragre]^  (bX9)  of  this  section),  Nevada 
or  Utah  (eiodusiva  of  San  ^aa  coimty), 
notice  should  be  sent  to  An  following 
address:  Phoenix  Area  Director,  Bureau 
of  Indian  Affairs,  1  North  Fiist  St.  P.O. 
Box  10.  Phoenix,  ^izona  85001. 

(11)  For  proceedings  in  Idaho,  Oregon 
or  Washington,  notice  should  be  sent  to 
the  fcdlowing  address:  Portland  Area 
Director,  Bureau  of  Indian  AKairs,  911 
NE.  11th  Avenue,  Portland.  Oegoo 
97232. 

(12)  For  proceeding  in  California  or 
Hawaii,  notice  should  be  sent  to  the 
following  ad<fa<ass:  Sacramento  Area 
Director,  Bureen  of  Indian  Afifain, 
Federal  Office  BuUding,  2000  Cottage 
Way,  Sacramento,  California  95825. 

(c)  Notice  abaU  induda  tte  foUowtog 

infomMticB  if  known: 
(1)  Nana  of  the  Indim  child. 

birthdato  and  dsechikl'a  Uidinlaoa. 
(2J  Indian  child's  tribal  affilwitoB 


(3)  Indian  child's  mother'a  i 
name  and  btohgical  iather'a  1 
nanoa  <rfaa«lemal  and  patamal 
grandparents  and  or  gniat  psndparantB 
or  Indian  cnatodisBS,  including  their 
birthdatoa.  birth^aoaa,  and  triial 
enrollment  numbers  if  known. 

(4)  A  copy  of  the  petition,  complaint 
or  other  document  by  which  the 
pfooeediqg  was  initiated. 

(d)  Upon  raccdpt  of  the  notice,  the  BiA 
shall  nuke  reaaoiiable  documeoted 
efforts  to  locate  and  notify  the  Indian 
child's  tribe  and  the  Indies  child's 
parents  m  Indian  custodians.  Such 
notice  may  be  by  certified  mail  witti 
return  receipt  requested  or  by  personal 
services  and  Atll  include  this 
infoimatian  provided  under  para^aph 
(c)  of  this  aectioa  in  a<klition  to  the 
following: 

(1)  A  statement  of  the  abeolute  ri^ 
of  the  biokigical  parents,  Indian 
custodians  and  the  Indian  tribe  to 
intervene  in  the  proceeding! 

(2)  A  statomenl  that  if  die  perent(s)  or 
Indian  custodian(s)  is  unable  to  aBord 
coimseL  counsel  will  be  appointed  to 
represent  them. 

(3)  A  statement  of  the  right  of  the 
pwents,  the  Indian  custodians  and  tin 
child's  tribe  to  be  granted,  upon  request, 
up  to  20  additional  days  to  prepare  for 
the  proceedings. 

(4)  The  location,  mailing  address,  end 
telephone  number  of  the  court 

(5)  A  atatemmt  of  the  f^it  of  parents, 
Indian  custodians  and  the  Indian  dhild's 
tribe  to  petition  the  court  for  transfer  of 
the  proceeding  to  the  child's  tribal  court 
pursuant  to  25  U.S.C  1911,  and  the 
right  of  Ae  parents  or  die  tribal  court  to 
refuse  to  permit  the  case  to  be 
transfeired. 

(6)  A  statement  of  the  potential  legal 
consequences  of  the  proceedings  on  the 
future  custodial  and  parental  rights  <rf 
the  parents  or  Indian  custodians. 

(7)  A  statament  that  since  child 
cu^ody  proceedings  are  usually 
conducted  on  a  confidential  basis,  BIA 
officials  shall  keep  confidential  Ite 
information  tamtainad  in  the  notioa 
concerning  the  particular  proceeding 
and  not  reveal  it  to  anyone  who  does 
not  need  infbrmatian  in  order  to 
exercise  the  triba'a  rigb**  under  the  Act 

(e)  The  BIA  riiall  have  10  days,  after 
receipt  of  the  notice  from  the  parsons 
initkiing  the  prooeodings,  to  notify  the 
child's  tribe  and  parents  or  Indian 
custodians  and  send  a  copy  of  the  notice 
to  the  court  If  aritfain  the  10  day  time 
period  the  BIA  ia  unabb  to  verify  tfMt 
Oie  child  is  in  iMl  an  Indian,  or  meats 
the  cnleria  of  an  indioD  child  aa  defined 
in  25  U.SXIig0S  of  the  Act.  or  is 
unable  to  locate  the  paranta  or  Indian 
custodiMia,  tha  BIA  shall  ao  Inform  the 
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court  prior  to  initiation  of  the 
proceedings  and  state  how  much  more 
time,  if  any.  it  will  need  to  complete  the 
search.  The  BIA  shall  complete  its 
efforts  even  if  those  efforts  cannot  be 
completed  before  the  child  custody 
proceeding  begins. 

(f)  Upon  request  from  a  potential 
participant  in  an  anticipated  Indian 
child  custody  proceeding,  the  BIA  shall 
make  a  reasonable  attempt  to  identify 
and  locate  the  Indian  child's  tribe, 
parents  or  Indian  custodians  for  the 
person  making  the  request. 

S23.12    DaalgnaledMbalagMitforservtoe 

ofi 


Any  Indian  tribe  entitled  to  notice 
may  designate  by  resolution,  or  by  such 
other  form  as  the  tribal  constitution  or 
current  practice  requires,  an  agent  for 
service  of  such  notice  other  than  the 
tribal  chairman  and  send  a  copy  of  the 
designation  to  the  Secretary.  The 
Secretary  shall  publish  the  name  and 
addrms  of  the  designated  agent  in  the 
Federal  Register  on  an  annual  basis.  A 
ciurent  listing  of  such  agents  will  be 
available  through  the  area  offices. 

{23.13    Payment  for  appoln»d  couneel  In 
Indtan  chNd  custody  proceedings  In  stats 

(a)  When  a  state  court  appoints 
counsel  for  an  indigent  Indian  party  in 
an  Indian  child  custody  proceeding,  for 
which  the  appointment  of  counsel  is  not 
authorized  under  state  law,  the  court 
shall  send  written  notice  of  the 
appointment  to  the  BIA  area  office 
designated  for  that  state  in  §  23.11.  The 
notice  shall  include  the  following: 

(1)  Name,  address,  and  telephone 
number  of  attorney  who  has  been 
appointed. 

(2)  Name  and  address  of  client  for 
whom  counsel  is  appointed. 

(3)  Relationship  of  client  to  child. 

(4)  Name  of  Indian  child's  tribe. 

(5)  Copy  of  the  petition  or  complaint. 

(6)  Certification  by  the  court  that  state 
law  makes  no  provision  for  appointment 
of  counsel  in  such  proceedings. 

(7)  Certification  by  the  court  that  the 
Indian  client  is  indigent. 

(b)  The  Area  Director  shall  certify  that 
the  client  is  eligible  to  have  his  or  her 
appointed  counsel  compensated  by  the 
BIA  imless: 

(1)  The  litigation  does  not  involve  a 
child  custody  proceeding  as  defined  in 
25  U.S.C  1903(1): 

(2)  The  child  who  is  the  subject  of  the 
litigation  is  not  an  Indian  child  as 
defined  in  25  U.S.C.  1903(4); 

(3)  The  client  is  neither  the  Indian 
child  who  is  the  subject  of  the  litigation, 
the  Indian  child's  parent  as  defined  in 
25  U.S.C  1903(9).  or  the  child's  Indian 


custodian  as  defined  in  ZS  U.S.n. 
1903(6):. 

(4)  State  law  provides  for 
appointment  of  counsel  in  such 
proceedings; 

(5)  The  notice  to  the  Area  Director  of 
appointment  of  counsel  is  incomplete: 
or 

(6)  Funds  are  not  available  for  the 
particular  fiscal  year. 

(c)  No  later  than  10  days  after  receipt 
of  the  notice  of  appointment  of  counsel, 
the  Area  Director  shall  notify  the  court, 
the  client  and  the  attorney  in  writing 
whether  the  client  has  been  certified  as 
eligible  to  have  his  or  her  attorney  fees 
and  expenses  paid  by  the  BIA.  In  the 
event  that  certification  is  denied,  the 
notice  shall  include  written  reasons  for 
that  decision  together  with  a  statement 
that  the  Area  Director's  decision  may  be 
appealed  to  the  Assistant  Secretary — 
Indian  Affairs  under  part  2  of  this 
chapter. 

(a)  When  determining  attorney  fees 
and  expenses  the  court  shall: 

(1)  Determine  the  amount  of  payments 
due  appointed  counsel  by  the  same 
procedures  and  criteria  it  uses  in 
determining  the  fees  and  expenses  to  be 
paid  appointed  counsel  in  the  state 
juvenile  delinquency  proceedings. 

(2)  Submit  approved  vouchers  to  the 
Artaa  Director  who  certified  eligibility 
for  BLA  payment  together  with  the 
court's  certification  that  the  amount 
requested  is  reasonable  under  the  state 
standards  and  considering  the  work 
actually  performed  in  light  of  the 
criteria  that  apply  in  determining  fees 
and  expenses  for  appointed  coimsel  in 
state  juvenile  delinquency  proceedings. 

(e)  The  Area  Director  shall  authorize 
the  payment  of  attorney  fees  and 
expenses  in  the  amoimt  requested  in  the 
voucher  approved  by  the  court  unless:. 

(1)  The  amount  of  payment  due  the 
state  appointed  counsel  is  inconsistent 
with  the  fees  and  expenses  as  specified 
in  §  23.13(d)(1),  or 

(2)  The  client  has  not  been  previously 
certified  as  eligible  under  paragraph  (c) 
of  this  section;  or 

(3)  The  voucher  is  submitted  later 
than  90  days  after  completion  of  the 
legal  action  involving  a  client  certified 
as  eligible  for  payment  of  legal  fees 
under  paragraph  (b)  of  this  section. 

(0  No  later  tnan  15  days  after  receipt 
of  a  payment  voucher  the  Area  Director 
shall  send  written  notice  to  the  court, 
the  client  and  the  attorney  stating  the 
amount  of  payment,  if  any,  that  has 
been  authorized.  If  the  payment  has 
been  denied  or  the  amoimt  authorized  is 
less  than  the  amount  requested  in  the 
voucher  approved  by  the  court,  the 
notice  shall  include  a  written  statement 
of  the  reasons  for  the  decision  together 


with  a  statement  that  the  decision  of  the 
Area  Director  may  be  appealed  to  the 
Interior  Board  of  Indian  Appeals  under 
part  2  of  this  chapter. 

(g)  Failure  of  the  Area  Director  to 
meet  the  deadlines  specified  in 
paragraphs  (c)  and  (f)  of  this  section 
maybe  treated  as  a  denial  for  purposes 
of  appeal  under  paragraph  (f)  of  this 
section. 

(h)  This  provision  does  not  extend  to 
payment  for  appointed  coimsel  in  behalf 
of  Indian  tribes  in  state  court  diild 
custody  proceedings  nor  for  Indian 
famiUes  involved  in  Indicm  child 
custody  proceedings  in  tribal  courts. 

SubpartC— GrMito  to  Indian  Tribaa 
and  Indian  Organlzationa  for  TItia  N 
Indian  Child  and  Family  Programa 

123.21    EligibiNty  requirements. 

(a)  The  governing  body  of  any  Indian 
tribe  or  consortium  of  tribes,  or  any 
Indian  organization  may  apply  for  a 
grant  individually  or  as  a  consortium 
imder  this  part. 

(b)  No  applicant  may  submit  more 
than  one  grant  application  during  an 
application  period.  The  application 
period  during  which  grant  applications 
will  be  accepted  shall  be  published  as 
a  Federal  Register  notice. 

(c)  Selection  for  grants  under  this  p>art  . 
for  tribal  on-reservation  programs  shall 
be  limited  to  the  governing  body  of  the 
tribe(s)  to  be  served  by  the  grant.  The 
governing  body  of  the  tribe  may  make  a 
subgrant  to  another  Indian  tribe(s)  or  an 
Indian  organization,  subject  to  the 
provisions  of  §  23.33. 

(d)  Actual  funding  of  approved  grant 
applications  shall  be  subject  to  the 
availability  of  funds.  These  funds  will 
include  those  which  are: 

(1)  Directly  appropriated  by  the 
Congress  for  the  implementation  of  this 
Act.  Distribution  of  these  appropriated 
funds  will  be  based  upon  a  formula 
designed  to  ensure  insofar  as  possible 
that  all  applicants  approved  for  funding 
will  receive  a  proportionate  share  of  the 
available  funds.  11118  formula  will  be 
published  annually  as  a  Federal 
Register  notice. 

(2)  Appropriated  under  other  statutes 
for  BIA  programs  which  are  related  to 
the  purposes  prescribed  in  §  23.22. 

S23ut2    Purpose  of  grants. 

(a)  The  Secretary  is  authorized  to 
make  grants  to  Indian  tribes  for  the 
establishment  and  operation  of  on-  and 
near-reservation  Indian  child  and  family 
service  programs,  for  the  preparation 
and  implementation  of  child  welfare 
codes,  and  to  provide  non-Federal 
matching  shares  for  other  Federal 
financial  assistance  programs  which 
contribute  to  the  purpose  of  the  Act. 
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(1)  Thftobjediye  of  •wery  Indiaa  diUd 
and  Camfly  service  ptogcam  tball  fa*  to 
prevent  the  breakup  irf  lodiaa  fiunSiM 
and,  kipitkaiiar.  the —iw  that  Ifae 
pennaoent  removal  of  an  iwHan  cUU 
froBi  the  custody  of  hia/har  paveoi  or 
Indiao  custodian  shall  be  •  last  raaoct 
Gcant  liuads  may  be  used  lor  any  of  the 
fbUotving  activitias  ao  long  as  the 
services  ptovided  with  grant  fends  do 
not  dnptioata  services  provided  hy 
existing  Federal  Stats,  or  other  diild 
and  bmily  service  programs: 

0)  a  syiiem  for  licensing  or  otbanirise 
regulating  Indian  foster  anid  adoptive 
homes,  snch  as,  establidiing  trihsl 
standards  for  approval  of  on-reservatioo 
foster  or  adoptive  homes; 

tU)  the  operation  and  maintenance  of 
fedlilies  fM  ihe  counseling  and 
treatment  of  Indian  families  and  for  the 
temporary  custody  of  Indiim  children 
with  the  goal  of  strengthening  Indian 
families  and  preventing  parent-child 
separations; 

Uii)  Family  assistance,  includii^ 
homemaker  and  home  connselors, 
pralec^re  day  care  and  afterschool  care, 
recreationd  activities,  respite  care,  end 
erankmnent  support  services  with  the 
goal  of  strengthening  Indian  families 
and  contributing  tov^ard  family  stability: 

(iv)  Home  improvement  programs 
with  tfw  primaxy  emphasis  of 
preventing  the  removal  of  children  doe 
to  unsafe  home  environments  by  making 
the  Homes  saier,  but  not  to  meke 
extensive  structural  home 
improvements; 

(v)  The  empbyment  of  professkmal 
and  other  trained  personnel  to  assist  the 
tribal  court  in  the  dtspositioa  of 
domestic  relations  and  duld  wdfiva 
matters,  hot  not  to  establidi  tribal  court 
systems; 

(vi)  Education  and  training  of  Indians, 
including  tribal  court  judgss  and  staff, 
in  skills  mlating  to  chUd  and  Caauly 
aMstaaos  and  service  propams; 

(vii)  A  subsidy  program  under  which 
Indian  adoptive  children  n<^  eligible  for 
state  or  HA  subsidy  programs  omv  be 
provided  support  compariMe  to  that  Sat 
whldi  they  would  be  eligibls  as  foster 
children,  taking  into  account  the 
appropriate  state  standards  of  support 
for  maintenance  and  medical  needs: 


IviU)  Guidance,  legal  rapreseotatlon 
and  advice  to  Indian  bmilies  Involved 
intrfbal,  slats,  or  Federal  diild  custody 
proceedings. 

(2)  Grants  may  be  provided  to  tribes 
fa  tiie  preparation  and  liMiemeBlation 
of  child  wetfare  codes  wradn  thetr 
jurisdiction  or  pursuant  to  a  txibal-«lats 
and  or  Indian  urgwnlaltiop  auieeuuiaL 

(3|GiantaesaBiy<riiancettefr^ 
CM^dUlitleB  fay  utiWEit^^  y aat  funds  as 


non-Fedenl  matching  sharss  in 
connection  ivith  hmds  provided  uadar 
titles  IV-B  and  XX  of  ths  Social  SacHiity 
Act  or  other  Federal  financial  assistawna 
prognms  promotiag  theteunifloattoM  of 
iamiiies.  The  services  provided  tlmaigh 
matchii^  share  grants  most  prooMlB  ^ 
intent  and  purposes  of  (he  Act  through 
the  provision  of  prevention  or 
reunification  services.  Any  grantee 
receivii^  additiond  fonds  throngh 
matching  shares  must  indicste  how 
these  funds  are  to  he  cowdinatad  with 
and  not  doplicBte  other  tribal.  PIsderai. 
alata.  Old  kical  rasoHicas  availdbb  for 
the  same  purpose. 

{b)The  Secretary  is  also  authorized  to 
mdn  grants  to  off-reservation  Indian 
organizations  to  est^li^  and  t^wrata 
off-reservation  Indian  diild  and  family 
service  programs.  In  accordance  with 
policy  in  §  23.3  to  emphasize  the 
provision  of  preventive  and 
rmmification  services  to  promote  die 
stability  of  Indian  fomilies,  program 
priorities  may  be  established  by  the 
Assistant  Seoetary  to  be  utilized  when 
more  than  one  application  obtains  the 
same  competitive  score  under 
procedures  specified  in  §  23.25.  Grants 
to  off-reservation  Indian  organizations 
are  for  the  purpose  of  stabiUzii^g  IiHlian 
fiamiiies  end  tribes  by  developing 
preventive  or  reunificatioo  services. 
Provided  the  ofi'-reservation  prograns  or 
services  are  not  duplicative  of  exisling 
Federal.  State,  or  othsr  chiki  and  iaaaily 
service  programs,  grantees  auy  provide: 

(1)  A  system  for  regulating. 
maintaining,  and  supporting  Indian 
foster  and  adoptive  homes.  inciudiBg  a 
subsidy  program  under  %fhicfa  Indian 
adoptive  diildren  may  be  provided 
support  Gompafri)le  to  that  for  which 
they  wouM  be  efigftite  as  bdian  fester 
children,  taking  into  account  the 
approprisEte  state  standards  of  suppoit 
for  maintenance  and  mec^cal  neeor, 

(2)  The  operation  and  maintenance  of 
facilities  and  service  for  counseling  and 
treatment  of  Indian  families  and  Indian 
foster  and  adoptive  diildren  with  tha 
goal  of  strengthening  and  stabilirigg 
Indian  families: 

(3)  Family  assistance  (indudhig 
hoawmsksr  and  home  oounsaforsi, 
prolactiva  day  care  and  afterschool 
employnMat  support  aaifioaa, 
reaaatiooai  acdvitias.  and  laepils  < 
with  tha  §oal  or  stoangdMfdag  fakdian 
iMBUias  nd  oootriboting  towaid  faaaily 
8taUlity;aad 

(4)  Ooidaaca.  kgal  T^tasanftatioQ  and 
advice  to  fodtan  iamifiBS  involved  la 
state  ddM  custody  procaedliyt. 


123.23 


(e)Tdbalappliaatioa 
related  appUoalioi 
obtained  Jroa  the 
appropriafte  Area  Iknttat. 
instiuctianB  and 


aaayfaa 


■ay  haoktaiaad  from  the  Bppropriala 
AMaDtoador. 

<b)  Prior  to  tha  beginning  or  durteg 
the  past  yoaKa)  In  wfaldi  graato  far  «ff> 
reseivatiaa  nrasana  wrill  be  awwdad, 
tha  HA  will  pdbttah  fa  the  FadanI 
lagiatar  an  announcement  of  <begnml 
applioslion  process  for  the  ysat. 
including:  pckKMas.  if  any,  applicant 
eligibility  criteria,  the  tequirad 
application  contents,  the  amooot  of 
available  fiaiding  and  evahiatien  criteria 
far  on-iesei  vntiuii  programs. 

(cj  Based  on  the  annuuucemeiit 
described  in  paragraph  (b)  of  this 
section,  an  on-reawviBtian  applicant 
shall  prepare  an  application  in 
accordance  with  S  23.25  for  the 
competitive  review  and  scoring  procesa. 

f23.a« 


The  Secsetary  shall,  su^ect  to  the 
tribe's  folfiUment  of  the  mandrtoiy 
application  reqimeMents  and  the 
availability  of  appropriated  fonds.  nrice 
a  grant  to  the  tr%al  governing  body  of 
any  Indian  tribe  or  consortium  of  trfces 
el^jlble  to  apply  for  a  grant  under  this 
part.  An  mplioation  far  a  grant  onder 
this  part  nail  be  submiltod  to  the 
Superintendent  prior  to  or  on  tiie 
announced  deadline  date  piMMied  fa 
the  Federal  liigtaiBi  and  transwttted  to 
the  Area  Director  %ritfafa  five  woridng 
days  far  disposition.  Mandatory  tribal 
application  requirements  Aall  indudr. 

(a)  A  tifljal  resolution  regoestiM  the 
Secrrtary  to  enter  into  a  grant  by  roe 
Indian  tribefs)  to  be  aanrad  bgr  the  goat 
If  a  tribe  is  applyiiQ  far  a  grant 
benefiting  more  tfam  one  tadian  tribe 
(consortium),  an  authoriziog  resolution 
from  each  afiected  tribal  govaRdi^  body 
to  be  served  must  be  obt^ied.  The 
request  shall  be  fa  the  fonn  of  a 
resohition  by  the  tribal  mvarniAg  body 
and  shall  Include  die  fixDowiag: 

(1)  The  fun  name  of  the  tiftal 
governing  bodyls): 

(2)  A  brief  deacaription  (tf  the  qieciSc 
program  being  requsslad: 

D)  The  sesuhs  of  tha  aulority  ««te  ia 
support  of  die  proposed  pragEan  (tha 
number  far  and  gainst),  the  date  tha 
restdudon  was  approved,  and  signatuss 
olatrihaloCoMdidyaiAnrifadte 
certify  tha  accuracy  M  tha  hafannatiaa 
ccmtfinad  to  Aa  resolation 


VmAm^l  Vaata»air  /  Vnl    ftfl    Nn    7  /  TiinftHflv.  Taniutrv  12.  1883  /  ProDOSed  Rules 


4053 


4052 


FadenI  R^bter  /  Vol.  58,  No.  7  /  Tuesday.  January  12.  1993  /  Proposed  Rules 


(4)  A  provision  stating  that  the 
resolution  shall  remain  in  efiiect  for  the 
duration  of  the  program  or  until  the 
resolution  expires  or  is  rescinded. 

(b)  A  completed  Application  for 
Federal  Assistance  form.  SF-424. 

(c)  Identification  of  tjie  geographic 
aresCs)  to  be  served;  based  on  verifiable 
residnit  Indian  population  statistics,  an 
identification  of  actual  and/or  estimated 
number  of  resident  Indian  families  and/ 
or  persons  who  will  benefit  from  or 
receive  services  from  the  grant.  The 
acciuacy  of  these  population  statistics 
shall  be  supported  by  appropriate  data 
and  verified  by  an  authoized  tribal 
representative  with  concurrence  by  the 
Agency  Superintendent/Tribal 
Operations  or  Area  Office/Tribal 
Operations  where  applicable. 
Disagreements  relative  to  these  statistics 
shall  be  resolved  by  the  Area  Director. 

(d)  A  comprehensive  and 
developmental  multi-year  plan  in 
narrative  form  describing  tne  proposed 
program,  including  culturally  denned 
approaches,  the  tribeCs)  will  administer. 
At  a  minimuim,  a  narrative  description 
of  the  program  shall  include  a  brief 
description  of  the  specific  community 
conditions  and  problems  the  protect 
mil  address;  an  overview  of  bow  its 
long-range  goals  and  ob|ectives  relate  to 
preventing  family  break-ups  ot  provide 
for  the  reunification  of  families: 
demographics  of  the  population  to  be 
served  expected  results  and  benefits 
from  the  program:  a  methodology  which 
includes  in  measurable  terms  a  work 
and  time  schedule  to  accomplish  each 
goal  and  objective  applicable  to  eech 
program  year  and  consistent  with  the 
master  plan;  and  a  discussion  of  internal 
evaluation  criteria  to  be  used  to  evaluate 
the  results  and  success  of  the  program 
in  stabilizing  Indian  families.  In  order  to 
provide  comprehensive  services,  as  well 
as  avoid  duplication,  the  program  shall 
identify  and  complement  other  existing 
services  by  coordinating  and  carrying 
out  its  activities  in  concert  with  these 
services. 

(e)  A  description  of  the  applicant's 
proposed  key  personnel,  including  their 
quslifications.  criteria  for  the 
prospective  employee's  knowledge  of 
the  Indian  culture  and  a  sense  of 
cultural  sensitivity,  academic  training, 
respcmsibilities  and  functions,  s  copy  of 
their  position  descriptions,  and  the 
inclusion  of  Indian  preference  criteria 
for  employment.  All  programs  providing 
specialized,  professional  child  welfare 
services  shall  have  at  least  one  staff 
member  vrith  a  master  of  social  woric 
degree  or  a  master's  degree  in  an  allied 
field  ot  study.  Professional  child  welfere 
programs  that  are  unable  to  comply  with 
this  requirement  shall  ast^lish  a  plan 


for  regular  access  to  professicmal 
consultation  and  or  a  formal  staff 
training  plan  to  achieve  this  standard 
within  a  reasonable  specified  timeframe. 
Regular  access  to  professional 
consultation  may  include  access  via  the 
local  child  protection  team  members, 
telephone  case  consultation,  or  such 
other  system  of  consultation  adapted  to 
the  imique  needs  of  the  tribe. 

(f)  The  extent  of  an  applicant's 
financial  partidpatian  in  other 
programs,  such  as  title  TV-B,  title  XX.  or 
other  non-Federal  matching  shares,  if 
any.  in  the  proposed  program  indicating 
the  type  of  contribution,  such  as  cash  or 
in-kind  services,  loans  of  full  or  part 
time  staff,  equipment,  space,  materials 
or  facilities,  or  other  contributions  for 
the  applicable  grant  year(s). 

(g)  Proof  of  Uability  insurance 
coverage  for  the  applicable  grant  years. 

(h)  Where  an  applicant  prop>oses  to 
obtain  consultative  services,  the 
application  shall  state  the  qualifications 
and  the  experience  of  the  consultant 
reflecting  the  requirements  for 
performing  the  work,  a  schedule  and 
description  of  the  services  to  be 
provided,  and  a  detailed  budget  for  the 
proposed  services. 

(i)  A  detailed  budget  and  narrative 
justification  to  be  submitted  on  an 
annual  basis  for  the  amount  of  the  grant 
award  must  specifically  relate  to  and  be 
clearly  supported  by  the  proposed  plan 
and  program  activities.  Because 
appropriations  under  this  Act  are 
intended  primarily  for  direct  services, 
contract  support  costs  are  not  applicable 
to  grants  awarded  under  this  part. 
Hence,  negotiated  indirect  cost  rates  are 
also  not  applicable  under  this  part, 
hence,  all  direct  and  indirect  costs  shall 
be  itemized  as  costs  to  the  grant. 

(j)  Fiscal  provisions  which  meet  25 
CFR  23.42. 

(k)  Program  income  resulting  from  the 
operation  of  programs  under  this  part, 
such  as  day  care  operations,  may  be 
retained  and  shall  be  used  for  the 
purposes  and  under  the  conditions  of 
the  grant  agreement. 

(1)  Continued  annual  funding  of 
grants  under  this  part  shall  be 
contingent  upon  the  existing  grant 
program  receiving  a  satisfactory 
evaluation  from  the  area  office  for  the 
previous  year  of  operation.  A  copy  of 
this  evaluatioo  shall  be  included  in  the 
program's  annual  performance  report 
Minimum  standards  for  receiving  a 
satisfactory  evaluation  shall  include  the 
timely  submission  of  all  fiscal  and 
programmatic  reports,  accomplishing 
programmatic  goals  and  objectives 
within  its  specified  timeframes  and 
resources,  as  well  as  the  implementation 


of  oMTective  action  measures  if 
applicable. 


(a)  The  Secretary  shall,  contingent 
upon  the  availability  of  funds,  make  a 
multi-year  grant  under  this  part  for  an 
off-reservation  program  when  officially 
requested  by  a  resolution  by  the 
governing  body  of  the  respective  Indian 
organization/upon  the  applicant's 
fulfillment  of  the  mandatory  applicatiai 
requirements,  and  upon  the  applicant's 
successful  competition  in  the  grant 
process. 

(b)  An  application  for  a  ccanpetitive 
multi-year  grant  under  this  part  shall  be 
submitted  to  the  appropriate  area  office 
prior  to  or  on  the  announced  deadline 
date  published  in  the  Federal  Register. 
The  area  office  shall  certify  the 
application  contents  pxirsuant  to  S  23.28 
and  forward  the  application  within  15 
working  days  to  the  centralized  review 
committee  composed  of  members 
designated  by  the  Assistant  Secretary/ 
designated  official  for  further  review 
and  disposition.  Modifications  and  or 
information  received  after  the  close  of 
the  application  period  as  announced  in 
the  Federal  Ra^^er  shall  not  be 
reviewed  by  the  centralized  review 
committee  in  the  competitive  process. 

(c)  Mandatory  application 
requirements  for  Indian  oiganizations 
shall  include: 

(1)  Written  assurances  that  the 
organization  meets  the  definition  of 
Indian  organization  at  $  23.2: 

(2)  A  copy  of  the  organization's 
ciurent  Articles  of  Incorporation; 

(3)  Proof  of  the  organization's 
nonprofit  status; 

(4)  A  copy  of  the  organization's  IRS 
tax  exemption  certificate  and  IRS 
employer  identification  number. 

(5)  Proof  of  liability  insurance  for  the 
applicable  grant  years;  and. 

(6)  Current  written  assurances 
meeting  the  requirements  of  Circular  A- 
128  for  fiscal  management,  accounting, 
and  recordkeeping. 

(d)  The  Secretary  or  his/her 
designated  representative  shall  select 
those  proposals  which  mtIII  in  his/her 
judgment  best  promote  the  purposes  of 
the  Act.  Such  selection  will  be  made 
through  a  centralized  review  process  in 
which  each  application  will  be  scored 
competitively,  taking  into  consideration 
the  mandatory  requirements  as  specified 
above  and  the  following  selection 
criteria: 

(1)  The  degree  to  which  the 
appUcation  reflects  an  understanding  of 
the  social  service  problems  or  issues 
affscting  the  resident  Indian  client 
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population  which  the  applicant 
proposes  to  serve. 

(2)  The  degree  to  which  and  the 
methods  by  which  the  applicant  intends 
to  fulfill  the  intent,  purpose  and  scope 
of  the  Act  to  promote  the  stability  and 
security  of  Indian  tribes  and  families, 
specifically  relating  its  developmental 
multi-year  plan  and  the  long-range  goals 
and  the  objectives  in  measurable  terms 
to  each  program  year  and  consistent 
with  the  master  plan,  and  a  discussion 
of  internal  evaluation  criteria  to  be  used 
to  evaluate  how  the  proposed  activities 
will  either  prevent  family  breakups  or 
provide  for  the  reunification  of  families. 

(3)  Whether  the  applicant  presents  a 
narrative  needs  assessment,  quantitative 
data,  and  demographics  of  the  client 
Indian  population  to  be  served. 
Examples  of  such  data  include: 

(i)  "nie  number  of  actual  or  estimated 
Indian  diild  placements  outside  the 
home; 

(ii)  The  number  of  actual  or  estimated 
Indian  family  breakups;  and 

(iii)  The  need  for  and  type(s)  of 
prevention  program(s),  including 
culturally  defined  approaches,  to 
address  the  identified  needs. 

(4)  Dociunentation  of  the  relative 
accessibility  which  the  Indian 
population  to  be  served  imder  a  specific 
proposal  already  has  to  existing  child 
and  family  service  programs 
emphasizing  the  prevention  of  Indian 
family  breakup  such  as  mandatory  state 
services  provided  through  title  IV-^. 
Factors  to  be  considered  in  determining 
accessibility  include: 

(i)  Cultiual  barriers; 

(ii)  Discrimination  against  Indians; 

(iii)  InabiUty  of  potential  Indian 
clientele  to  pay  for  services; 

(iv)  Technical  barriers  created  by 
existing  public  or  private  programs; 

(v)  Availability  of  transportation  to 
existiiig  programs; 

(vi)  Distance  between  the  Indian 
community  to  be  served  imder  the 
proposal  and  the  nearest  existing 
programs; 

(vii)  Quality  of  service  provided  to 
Indian  clientele;  and 

(viii)  Relevance  of  service  provided  to 
specific  needs  of  Indian  clientele. 

(5)  If  the  proposed  program  duplicates 
existing  Federal.  State,  or  local  child 
and  femily  service  programs 
emphasizing  the  prevention  of  Indian 
femily  breakups,  proper  and  ciurent 
documented  evidence  that  repeated 
advocacy  for  services  has  failed. 

(6)  Evidence  of  substantial  tribal  and 
community  support  for  the  proposed 
program  from  the  Indian  community  or 
communities  to  be  served,  including  but 
not  limited  to: 

(i)  Tribal  support  evidenced  by  a 
tribal  resolution  or  cooperative  service 


agreements  between  the  administrative 
bodies  of  the  affected  tribe(8)  and  the 
applicant  for  the  duration  of  the  grant 
period  if  more  than  one-half  of  the 
proposed  Indian  population  to  be  served 
are  members  of  one  tribe.  If  a  tribe 
includes  in  its  plan  imder  25  U.S.C 
1931  that  services  will  be  provided  to  its 
tribal  members  residing  in  its  officially 
designated  near-reservation  service  area, 
its  population  will  be  excluded  from  the 
service  area  population  of  the  off- 
reservation  program  located  in  the  same 
geographic  area. 

(u)  Letters  of  support  from  social 
service  organizations  familiar  wdth  the 
applicant's  past  work  experience. 

(7)  The  explanation  of^proposed 
facilities  and  of  the  structure  of  the 
Indian  organization,  including  the 
structure  of  the  particular  unit  within 
the  organization  requesting  grant  funds, 
and  the  organization's  annual  budget. 

(8)  A  description  of  the  applicant's 
proposed  key  personnel,  including  their 
qualifications,  criteria  for  the 
prospective  employee's  knowledge  of 
the  Indian  cultiue  and  a  sense  of 
cultural  sensitivity,  academic  training, 
responsibilities  and  functions,  a  copy  of 
their  position  descriptions,  and 
inclusion  of  Indian  preference  criteria 
for  employment.  All  programs  providing 
speciaiized,  professional  child  welfare 
services  shall  have  at  least  one  staff 
member  with  a  master's  degree  in  social 
work  or  an  allied  field  of  study. 
Professional  child  welfore  programs  that 
are  imable  to  comply  with  this 
requirement  shall  establish  a  plan  for 
regular  access  to  professional 
consultation  and/or  a  formal  staff 
training  plan  to  achieve  this  standard. 

(9)  Wnere  an  applicant  proposes  to 
obtain  consultative  services,  the 
application  shall  state  the  qualifications 
and  the  experience  of  the  consultant 
reflecting  die  requirements  for 
performing  the  work,  a  schedule  and 
description  of  the  services  to  be 
provided,  and  a  detailed  budget  for  the 
proposed  services. 

(10)  The  reasonableness  and  relevance 
of  the  estimated  overall  costs  of  the 
proposed  program  or  service  and  its 
overall  relation  to  the  organization's 
funding  base,  activities,  and  mission.  A 
detailed  budget  and  narrative 
justification  to  be  submitted  on  an 
annual  basis  for  the  amount  of  the  grant 
request  must  be  consistent  with  and 
clearly  supported  by  the  proposed  plan 
and  program  activities.  Because 
appropriations  imder  this  Act  are 
intenoed  primarily  for  direct  services, 
contract  support  costs  are  not  applicable 
to  grants  awarded  under  this  part 
Negotiated  indirect  cost  rates  are  also 
not  applicable  under  this  part,  hence,  all 


direct  and  indirect  costs  shall  be 
itemized  as  costs  to  the  grant 

(e)  Two  or  more  grants  receiving  the 
same  competitive  score  will  be 
prioritizea  pursuant  to  §  23.22. 

(f)  Continued  annual  funding  for  off- 
reservation  Indian  organizations  shall  be 
contingent  upon  the  existing  grant 
program  receiving  a  satisfactory 
evaluation  bom  the  area  office  for  the 
previous  year  of  operation.  A  copy  of 
this  evaluation  shall  be  included  in  the 
application  requirements  imder  this 
part  Minimum  standards  for  receiving  a 
satisfactory  evaluation  shall  include  the 
timely  submission  of  all  fiscal  and 
programmatic  reports,  accomplishing 
programmatic  goals  and  objectives 
within  their  specified  timeframes  and 
resources,  as  well  as  the  implementation 
of  mutually  determined  corrective 
action  measures  if  applicable.  If  an 
applicant  has  been  a  grantee  during  the 
grant  cycle  immediately  preceding  the 
year  for  which  a  new  application  is 
being  made,  a  program  must  have 
received  a  satisfactory  evaluation  upon 
completion  of  the  previous  grant 
administration. 

%2iM    Submitting  appUcMlona. 

(a)  Noncompetitive  tribal  programs. 
An  application  for  a  grant  under  this 
part  for  an  on-  or  near-reservaticm 
program  shall  be  submitted  to  the 
appropriate  Superintendent  for  review . 
and  certification  as  prescribed  in 

§  23.24.  Programs  proposing  to  serve 
more  than  one  agency  office  jurisdiction 
shall  be  submitted  simultaneously  to 
each  afiiacted  agency  office,  and  upon 
certification  shall  be  transmitted  to  the 
appropriate  area  office.  Each  agency 
office  will  review  and  certify  whethw 
applications  contain  and  meet  all  the 
application  requirements  specified  at 
§  23.24,  state  whether  it  concun  with 
the  accuracy  of  the  resident  Indian 
population  statistics  submitted  by  the 
tribal  applicants,  and  transmit  the 
application  within  five  working  days  to 
the  area  office  for  disposition. 

(b)  Competitive  off-reservation 
programs.  An  application  for  a  grant 
imder  this  part  for  off-reservation 
programs  snail  be  submitted  to  the 
appropriate  Area  Director  for 
certification  and  transmitted  within  IS 
working  days  to  the  centralized  review 
committee  for  disposition. 


123.27    T«cltnieal( 

(a)  Tribal  requests.  Pre-application 
technical  assistance  in  the  development 
of  a  grant  proposal  may  be  requested  by 
a  tribe  or  consortium  of  tribes  from  the 
area  office  to  which  the  tribes  will  be 
submitting  an  application  under  S  23.24 
within  60  days  of  the  close  of  the 
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appUcation  pviod  but  boI  later  than  30 
days  prior  to  tlM  appiictioii  deadMna 

(1)  The  asaa  oflioa  tbmU  as  •con  as 
possible  but  not  later  than  30  days  aflar 
receiving  a  request  provide  the 
necessary  technical  assistance  to  the 
tribe  in  meeting  the  application 
requirements.  Tribal  applications  not 
meeting  the  intent,  purpose,  and  9cooe 
of  the  Act  shall  be  returned  to  the  tribe, 
with  a  detailed  explanation  of  their 
deficiencies  within  15  wtvking  days  but 
no  later  than  15  days  prior  to  the 
publii^ed  deedhne  for  the  receipt  of 
applications  in  final  form.  All  pre- 
appUcation  technical  assistance  shall  be 
completed  15  days  prior  to  the 
publi^ed  deadline  for  applications. 

(2)  Applications  shall  be  resubmitted 
(o  the  Area  Director  by  the  close  of  the 
application  period  as  published  in  the 
Federal  Register  for  the  applicable  grant 
year. 

(3)  If  an  acceptable  application  has 
not  been  submitted  by  the  deadline,  the 
tribe's  proportionate  share  of  funds  shall 
be  reallocated  by  Cantral  OfBce  to  other 
grantees.  The  tribe  may  submit  another 
appUcation  the  next  grant  year. 

(b)  Upon  requeat  by  an  Indian  tribe, 
ongoing  technical  aitistanca  shall  be 
provideid  by  the  respective  area  office 
for  the  purpoaes  of  program  planning 
and  design,  and  assistance  in 
establishing  program  evaluation  criteria 
for  ongoing  grant  administration  and 
r*<magament 

(c)  Off-resarvatioo  requests.  Upon 
lequest  by  an  off-reaervation  Indian 
organization.  pre-a{^licatian  and 
ongoing  technical  assistanoe  may  be 
provided  by  the  respective  area  office 
for  the  purpoaes  of  the  develc^ment  of 
a  grant  proposal,  program  planning  and 
design,  and  assistance  in  establishing 
program  evaluation  criteria  for  ongoing 
grant  administration  and  management. 
The  request  for  and  the  provision  of  pre- 
application  technical  assistanoe  shall  be 
in  accordance  with  the  established 
timeframes  in  paragraph  (a)  of  this 
section. 

(23.28    Arae  oMce  roM. 

Upon  receipt  of  an  application  for  a 
grant  by  an  on-  or  near-reservation  or 
off-reservation  program  at  the  area 
office,  the  Area  Director  shall: 

(a)  Complete  and  sign  the  area  office 
certification  form.  In  completing  the 
area  certification  fatm.  the  Area  Directra* 
shall  aaaesa  and  oettify  whether 
applicatioos  contain  uid  meet  all  the 
application  requirements  specified  at 
§§  23.24  and  23.25.  reapectivety: 

(b)  Advise  the  appUomt  in  MPriting 
within  10  days  of  the  Moript  of  tba 
application: 


(c)  Advise  on- or  neaMeaervation 
appUcams  of  the  dispoaMon  of  their 
appUcation  within  10  days  of  the  receipt 
of  the  ai^Ucalion;  and 

(d)  Thmamit  the  ofF-raaarvation 
applications  within  15  working  days  of 
receipt  to  the  centralised  review 
committee  fat  further  diq[K)eition. 


the  funding  of  grants  riiall  be  given  to 
Indian  tribes  applying  far  grants  under 
§23.24  of  this  part. 


an  raastvaMen  appMcallawa, 

(a)  Upon  receipt  of  an  amlication  iat 
an  off-reservation  grant  under  this  part, 
requiring  the  approval  of  the  Assistant 
Secretary,  the  Director.  Office  of  Tribal 
Servicae.  as  the  Assistant  Seoetary'a 
design^ed  official,  shall: 

(1)  Establish  a  centralized  review 
committee. 

(2)  Review  the  area  office  certification 
form  req^iired in  §23.28.  Area  Diractors 
vrill  be  responsible  for  the  completion  of 
the  area  office  certificatian  form  for  all 
applications  submitted  to  the  area  office 
by  off-reservation  Indian  organizations. 

(3)  Review  the  application  in 
acccffdanoe  with  the  competitive  review 
procedures  prescribed  in  §  23.25.  An 
appUcation  shall  not  receive  approval 
for  funding  under  the  cantralized 
competitive  review  and  scoring  process 
unless  a  review  of  the  application 
determines  that  it: 

(i)  Contains  all  the  infbnnation 
reouiied  in  §  23.25,  and. 

(ii)  Ractives  at  leest  the  minimum 
score  in  a  competitive  review  under  the 
scoring  process  using  the  selection 
criteria  set  out  in  §  23.25.  The  minimum 
score  will  be  established  by  the  Central 
Office  prior  to  aadi  application  period 
and  announced  in  the  Federal  Ragialer 
for  the  applicable  grant  year(s). 

(4)  Approve  or  disapDrove  tlie 
appUcation.  Approval  for  funding  of  all 
grant  applications  under  this  part  shall 
be  the  responsibility  of  the  Directtv. 
Office  of  Tribal  Services.  This  decision 
shall  be  appealable  directly  to  the 
Interior  Board  of  Indian  Appeals  under 
part  2  of  this  diapter,  except  as  noted 
in  the  appeals  section  of  this  part. 

(5)  Promptly  notify  the  applicant  in 
writing  as  to  the  approval  or 
disapproval  of  the  application.  If  the 
application  is  disapproved,  the  Director. 
Office  of  Tribal  Services,  will  include  in 
the  written  notice  the  specific  reasons 
theref(ne. 

(b)  Modifications  of  the  grant 
appUcation  received  after  the  dose  of 
the  appUcation  period  will  not  be 
considered  in  the  review  and  acti<m  on 
the  application  as  prescribed  in  §  23.25. 

(c)  Actual  funding  of  aj^mnred  grant 
appUcatians  shall  be  sul^ect  to  the 
availabiUty  of  funds  as  announced  in 
the  Federal  tagJiter  far  the  applicable 
grant  yearis).  Priority  consideration  in 


f23iae 

Within  60  days  of  the  receipt  of  an 
application  far  a  grant  under  §  23.20, 
requiring  the  approval  of  the  Assistant 
Secretary  lor  funding,  the  Director. 
Office  of  Tribal  Services  shall  take 
action  as  prescribed  in  §  23.2g(a). 
Extension  of  this  deadline  will  require 
consultation  with,  and  written  consent 
of.  the  applicant. 

|23.t1    QraM  approval  MmMalion. 

(a)  TrAal  on-  or  near-reservation 
pro-ams.  Authority  far  approval  of  a 
grant  application  under  this  part  shall 
be  with  the  Area  Directw  when  the 
intent,  purpose  and  scope  of  the 
mopoeai  pertains  solely  to  reservations 
located  within  that  Area  IMrector's 
service  area  jurisdiction. 

(b)  Off-reservation  programs. 
Authority  for  approval  of  a  grant 
application  under  this  part  shall  be  with 
the  Assistant  Secretary,  when  the  intent, 
purpose  and  scope  of  the  grant  proposal 
pertains  to  off-reservation  Indian  service 
populations  or  programs. 

f23J2    Qnwrt  aaacuMow.  aJinliile>allq»v 
and  MMMlonn^ 

All  grants  shall  be  executed, 
administered,  and  monitored  at  the  area 
office  level.  The  area  offices  shall  be 
responsiUe  for  monitoring  activities  to 
assure  compliance  with  the  grant, 
applicable  Federal  requirements  and 
performance  goals.  Grantees  shall  ba 
responsible  for  managing  the  day-to-day 
operations  of  the  grant  activities. 


123.33 

The  grantee  may  make  subgrants 
under  Uiis  part  provided  that  such 
subgrants  are  for  the  purpose  for  which 
the  grant  was  made  and  that  the  grantee 
retains  administrative  and  financial 
responsibiUty  over  the  activity  and  the 
funds. 

Subpart  D—Gan«ral  Grant 
Raquiremenia 

f  23^41    UnWami  grant  adniinialration 


The  general  and  uniform  grant 
administration  requirements  identified 
under  this  subpcut  are  applicable  to  all 
grants  provided  to  tribal  governing 
body(s)  and  Indian  organizations  under 
this  part. 


A  grantee's  financial  management 
system  shall  meet  die  foUowing 
standards  for  accurate,  current,  and 
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complete  disclosuit  of  its  financial 
activities. 

(a)  OMB  Circular  A-102  (Conunon 
Rule,  43  CFR  part  12) 

(b)  OMB  Circular  A-128  (Single  Audit 
Act). 

(c)  OMB  Circular  A-122  (Cost 
principles  for  non-profit  organizations 
and  tribal  organizations  where 
applicable),  and 

(d)  OMB  Circular  A-67  (Cost 
principles  for  state  and  local 
governments  and  federally  recognized 
Indian  tribal  governments). 

(e)  Internal  Control.  Effective  control 
and  accountability  must  be  maintained 
for  all  grants.  Grantee  must  adequately 
safeguard  any  property  and  must  ensure 
that  it  is  used  solely  for  authorized 
purposes. 

(f)  Budget  Control.  Actual 
expenditures  must  be  compared  with 
budgeted  amoimts  for  the  grant. 
Financial  information  must  be  related  to 
program  performance  requirements. 

(gj  Source  Documentation. 
Accounting  records  must  be  supported 
by  such  source  dociunentation  as 
cancelled  checks,  paid  bills,  payrolls, 
time  and  attendance  records,  grant 
documents,  or  others  as  required  in  the 
grantees  financial  management  system. 
The  Secretary  may  review  the  adequacy 
of  the  financial  management  system  of 
an  Indian  tribe  or  Indian  organization 
applying  for  a  grant  under  this  part. 

Oi)  Existing  grantees  shall  include  in 
their  annual  program  performance 
reports  a  copy  of  a  satisfactory  program 
evaluation  from  the  area  office  for  the 
previous  year  of  operation  at  the 
expiration  of  each  grant  year. 

(i)  Pursuant  to  25  U.S.C  et  seq.  (Pub. 
L.  101-630).  title  IV.  The  Indian  Child 
Protection  and  Family  Violence 
Prevention  Act,  all  grantees  shall 
conduct  character  and  backgroimd 
investigations  of  those  personnel 
identified  in  that  statute. 

(j)  Pursuant  to  the  Drug-Free 
Workplace  Act  of  1988,  all  grantees 
shall  meet  the  mandatory  Drug-Free 
Workplace  Certification,  a  regulatory 
requirement  for  Federal  grant  recipients. 

123.43    Reports  and  avallabUtty  of 
information  to  Indian*. 

(a)  Any  tribal  governing  body  or 
Indian  organization  receiving  a  grant 
under  this  part  shall  make  general 
programmatic  information  and  reports 
concerning  that  grant  available  to  the 
Indian  people  it  serves  or  represents. 
Access  to  this  information  may  be 
requested  in  writing  and  shall  be  made 
available  within  10  days  of  receipt  of 
the  request.  Except  as  required  by  title 
IV  of  Pub.  L  101-630,  the  Indian  Child 
Protection  and  Family  Violence 


Prevention  Act.  the  grantee  shall  hold 
confidential  all  infwmation  obtained 
firom  persons  receiving  services  from  the 
grant,  and  shall  not  rebase  such 
information  without  the  individiud's 
written  consent.  Information  may  be 
disclosed  in  a  manner  whidi  does  not 
identify  particular  individuals. 

(b)  C^tees  shall  submit  Standard 
Form  269  or  269A  to  repent  the  status 
of  funds  for  all  grants.  Reports  are 
required  to  be  submitted  on  a  quarterly 
basis  and  will  be  due  30  days  after  the 
end  of  each  quarter.  Final  reports  are 
due  90  days  after  the  expiration  or 
termination  of  eadi  raant  year. 

(c)  A  narrative  pemmnance  report 
will  contain,  for  each  grant,  brief 
information  the  following: 

(1)  The  actual  accompGshments  as 
related  to  the  objectives  established  for 
the  period.  Where  the  ou^)ut  of  the 
project  can  be  quantified,  a  computation 
of  the  cost  per  unit  of  output  may  be 
required  if  that  information  will  be 
useful. 

(2)  The  reasons  for  not  meeting 
established  objectives. 

(3)  Additional  pertinent  information 
including,  when  appropriate,  analysis 
and  explanation  of  unit  costs. 

(d)  (kantees  shall  submit  reports  ia 
response  to  specific  data  requests  for 
programmatic  information  which  have 
been  requested  by  the  OMB.  Congress, 
or  the  Secretary. 

(e)  Quarterly  reporting  requirements 
for  all  direct  service  programs  shall 
include  data  which  collect  the  following 
information: 

(1)  Report  of  all  significant  Title  n 
grant  activities; 

(2)  Data  reflecting  ntmibers  of 
individuals  referred  for  out-of-home 
placements,  numbers  of  individuals 
benefiting  from  Title  II  services  and 
types  of  services  provided;  and 

(3)  Information  and  referral  activities. 

(f)  Events  may  occur  between 
scheduled  performance  reporting  dates 
which  have  significant  impact  on  the 
grant  supported  activity.  In  such  cases, 
the  grantee  must  inform  the  awarding 
agency  as  soon  as  problems,  delays, 
adverse  conditions,  or  serious  incidents 
giving  rise  to  liability  become  known 
and  which  will  materially  impair  the 
abiUty  to  meet  the  objective  of  the 
award. 

(g)  Grantees  shall  submit  annual 
performance  reports  which  shall  be  due 
60  days  after  the  end  of  each  grant 
budget  period  and  a  final  performance 
report  shall  be  due  60  days  after  the 
expiration  of  each  grant  year. 

(h)  Grantees  shall  submit  with  their 
annual  performance  report  an  annual 
consolidated  statistical  report  listing  the 
unduplicated  niunber  of  persons 


associated  with  the  unduplicated  case 
count  sMved  during  the  ^ant  year  by 
sex  of  recipient  within  the  category  of 
service  and  by  age  grouping  of  the 
recipient 

(i)  Eadi  grantee  providing  direct 
services  shall  maintain  a  case  record  on 
BMih  individual  and  or  family  being 
s«ved  by  the  grant  as  reOected  in 
paragraph  (e)  of  this  section.  At  a 
minimum,  each  case  record  shall 
contain  the  following  information: 

(1)  Documentation  from  appropriate 
tribe  that  verifies  Indian  stat\is  an^ 
service  eligibility  as  defined  at  25  CFR 
23.2  and  23.46. 

(2)  All  services  provided  shall  be 
documented  in  a  case  plan.  A  case  plan 
must  be  reviewed  and  updated  every  six 
mcmths. 

(3)  A  record  of  all  referrals  made  to 
other  agencies. 

(4)  A  record  of  other  pertinent  data, 
such  as  school  records,  health  records, 
court  orders,  and  social  histories. 

(5)  Documentation  of  progress  or 
impediments  toward  reaching  the  goal 
of  providing  preventive  and 
reunification  services  to  all  Indian 
children  and  families  being  served 
under  the  grant. 


123^44    Matcfttng  elMr**  and  I 

(a)  Oant  funds  provided  to  Indicm 
tribes  under  25  U.S.C  1931  may  be  used 
as  non-Federal  matching  shares  in 
connection  with  funds  provided  under 
titles  IV-B  and  XX  of  the  Social  Security 
Act  or  under  any  other  Federal  financial 
assistance  programs  which  contribute  to 
the  purposes  specified  in  §§  23.3  and 
23.22. 

(b)  Pursuant  to  25  U.S.C  1933.  the 
Secretary  may  enter  into  agreements 
with  the  Secretary  of  Health  and  Human 
Services,  and  the  latter  Secretary  is 
authorized  by  the  Act  to  use  funds 
appropriated  for  the  Department  of 
Health  and  Human  Services  programs 
similar  to  those  funded  imder  25  U.S.C 
1931  and  1932,  provided  that  authority 
to  make  payment  pursuant  to  such 
agreements  shall  be  efiiective  only  to  the 
extend  and  in  such  amounts  as  may  be 
provided  in  advance  by  appropriatirai 
Acts. 

123.45    Fair  arid  unNormproviaion  of 


(a)  Ckants  awarded  under  this  part 
shall  include  provisions  assuring 
compliance  with  the  Indian  Civil  Rights 
Act  and  provisions  prohibiting 
discriminatory  distinctions  among 
eligible  Indian  beneficiaries  and 
assuring  the  fair  and  imiform  provision 
by  the  grantees  of  the  services  and 
assistance  they  provide  to  eligible 
Indian  beneficiaries  under  such  grants. 


Fadwal 
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(b)  Indian  beaefidariM  of  Um  MTvicas 
to  be  randefed  undar  •  gmt  shall  bs 
aSvdad  aooen  to  tribaradminiatTativ 
or  fudidai  bodiaa  arapowrarad  to 
adjudicate  canplaints.  claims,  or 
grievancaa  brought  by  such  Indian 
beneficiariea  against  the  grantee  arising 
out  of  the  perfonnanoe  of  the  ypsDt 


%2»M 

(a)  On-  and  near-imervation  Indian 
dtUd  and  family  service  programs.  Any 
person  meeting  the  definition  of  IndiMi, 
Indian  child.  Indian  custodian,  or 
Indian  parent  of  any  unmarried  person 
imder  the  age  of  18  as  defined  in  S  23.2 
U  eligible  for  services  provided  under 
25  VS.C  1931  of  the  Act  Tribal 
membership  status  shall  be  determined 
by  the  tribal  law,  ordinance,  or  custom. 
Indian  tribes  with  officially  designated 
near-reservation  service  arees  as  defined 
in  S  23.2  shall  serve  their  tribal  nmnbers 
and  those  individuals  eligible  for 
member^p  within  their  tribes  and  are 
residing  in  theae  service  aiees.  The  tribe 
may,  within  available  resources,  extend 
services  under  this  part  to  noD-tribal 
Indian  residents  in  the  tribe's 
designated  service  area. 

{fii  Off-reservation  Indian  child  and 
family  service  programs  and  agreements 
with  the  Secretary  t^Htahh  and  Human 
Services  pursuont  to  25  US.C.  1 933.  For 
purposes  of  ebgifaiUty  far  services 
provided  under  25  U.&C  1932  and 
1933  of  the  Act.  any  panon  meeting  the 
definition  of  Indian,  Indian  child. 
Indian  custodina,  or  Indian  pareirt  of 
any  unmarried  peram  undar  the  age  of 
18  aa  defined  in  §  23^.  or  the  definitian 
of  Indian  as  defined  in  25  U.S.C  1603 
(c).  shall  be  eligible  for  services.  Tribal 
membership  stMus  attaH  be  determined 
by  the  tribal  law,  ordinance,  or  custom. 


any  redpiant  of  a  grant  or  subgnnt 
undar  this  part  ainbeKiles.  wiUfiiUy 
misapplies,  steals,  or  obtains  Iqf  fraud 
any  ofthe  funds,  assets,  or  pioparty 
which  are  the  si^^act  of  such  a  grsmt  or 
subgrant,  he  or  she  may  be  subiad  to 
penaltiea  as  provided  in  18  USXl  1001. 

Subpart  E— Grant  Itovltlon,  Cany  Ovar 
Authorlly.  Grant  Suapanaion  or 
CaiicaHation 

f2S.S1 


12X47    Qrenti 

(a)  Tribal  application  renewal. 
Following  the  initial  application  cvcle. 
a  tribal  grantee  may  continue  to  submit 
noncompetitive  applications  for 
continued  grant  funding,  contingent 
upon  satisradcry  program  evaluations 
fnm  the  area  for  the  eiristing  grant 
program,  under  the  applicable  Federal 
Rei^ster  announconent.  The  renewal 
application  shall  contain  all  applicable 
and  updated  inlormatioa  as  ret^piired  in 
§23.24. 

(b)  Off-reservation  application 
renewal.  Off-ieservatkm  applicants  may 
continue  to  apply  for  grants  under  the 
competitive  ptooese  qiedfied  in  f  23.25 
and  as  aimounoed  in  the  Federal 
Begialer  far  the  appttcaUe  grant  period. 


Any  grantee  may  submit  a  written 
request  for  a  poet  eward  grant 
modification  covering  matvial  dianges 
to  the  terms  and  conoations  of  the  grant. 
The  modification  request  shall  include 
a  narrative  description  of  any  significant 
additioiis,  drietions,  or  diax^es  to  the 
approved  program  activities  or  budget 
in  the  form  of  a  grant  amendment 
proposaL 


UMI 


|23L4t 

If  any  ofBcer.  director,  agaot. 
employee  of.  or  anyooa  conneded  with 


f23.S2    Grant  cany  ewer  auiierty. 

Unless  restricted  by  appropriaticm 
and  contingent  upon  satisfartory 
program  evaluations  from  the  area  for 
the  existing  program,  grantees  ara 
authorized  to  cany  over  unUquidatad 
grant  funds  mdiich  remain  at  me  end  of 
a  budget  period  for  two  years  beyond 
the  initial  grant  funding  period  to  be 
utilized  only  for  the  intent,  purpoee  and 
scope  of  the  original  grant  Theee  cany 
over  grant  funds  shall  not  be 
reprogrammed  into  other  appropriation 
activitiee  or  subedivities.  Funds  carried 
over  into  another  fiscal  jrear  would  be 
in  addition  to  the  grantee's  new  fiscal 
year  grant  award. 

123.53    QranI  Suapenaion. 

(a)  When  the  grantee  has  materially 
failed  to  comply  with  the  terms  and 
conditians  of  the  grant,  the  BIA  may. 
after  reesonable  notice  to  the  grantee 
and  the  proviaion  of  requeatad  tedmical 
assistance.  suqMod  the  grant.  The 
notice  preceding  the  sospensioo  shall 
indude  the  effsdive  date  of  the 
su^Musion.  the  corrective  measures 
necessary  for  reinstatement  of  the  grant, 
and.  if  there  ia  no  immediate  threat  to 
safaty.  a  reasonable  timeframe  for 
corredive  action  prior  to  actual 
suspension. 

(b)  No  obligation  incurred  by  the 
grantee  during  the  period  of  suspension 
shall  be  allowable  wKler  the  suspended 
grant,  except  that  the  BIA  may  d  its 
discretioo  allow  neceaaary  and  proper 
coats  whidi  the  grantee  could  not 
reasonably  avoid  during  the  period  of 
suspension  if  such  costs  would 
otherwise  be  allowable  \mder  the 
applicable  cost  principles. 

ic)  Apimipriato  adjustments  to  the 
payments  under  the  suspended  grant 


Mrill  be  made  either  by  withholding  the 
payments  or  by  not  allowing  the  grantee 
credit  far  dirixirseniants  which  the 
grantee  may  make  in  liquidatian  of 
unauthoriaad  obUgations  the  grantee 
incurs  during  the  period  of  suspenaian. 
(d)  SuspMMioo  shall  remain  in  efkd 
uirtil  the  grantee  baa  taken  conectiva 
action  to  die  satisfaction  ofthe  BIA  or 

gven  assurances  satisfedory  to  die  BIA 
at  corrective  adicm  will  be  taken,  or 
unUl  the  BIA  cancels  the  grant 


f23.M 

(a)  The  BIA  may  cancel  any  grant  in 
Mdiole,  or  in  part  at  any  time  befara  die 
date  of  completian.  whenever  it  is 
determined  that  the  grantee  has: 

(1)  Materially  failed  to  comply  %vith 
the  terms  and  conditions  of  the  grant; 

(2)  Violated  the  rights  as  spedfied  in 
§  23.45  or  endangered  the  heelth,  safaty, 
or  welfare  of  any  person;  or 

(3)  Been  groeshr  negligent  in  or  has 
mismanaged  the  handling  or  use  erf 
funds  provided  under  the  grant. 

(b)  When  it  appears  that  cancellation 
of  the  grant  will  iiecome  necessary,  the 
BIA  shall  promptly  notify  the  grantee  in  . 
writing  of  this  possibility.  This  written 
notice  shall  advise  the  grantee  ofthe 
reeson  for  the  possible  cancellation  and 
the  corredive  action  necessary  to  avoid 
cancrilation.  The  BIA  shall  also  ofiiar 
and  provide,  if  requested  by  the  grantee, 
any  tedmical  assistance  whidi  may  be 
required  to  effect  the  corrective  action. 
The  grantee  shall  have  60  days  in  which 
to  emd  this  corrective  acticm  before  the 
BIA  provides  nodca  of  intent  to  cancel 
the  grant  as  provided  in  paragraph  (c)  of 
this  section. 

(c)  Upon  dedding  to  cancel  for  cause, 
the  BIA  shall  promptly  notify  the 
grantee  in  vnriting  of  that  dedsion.  the 
reasons  f(»  the  cancellation,  and  the 
effective  date.  The  Area  Director  or  his/ 
her  designated  official  shall  also  provide 
a  hearing  for  the  grantee  before 
cancellation.  However,  the  BIA  may 
immediately  cancel  the  grant  upon 
notice  to  the  grantee,  if  Uie  BIA 
determines  that  continuance  of  the  grant 
poses  an  immediate  threat  to  safaty.  In 
this  event  the  UA  shall  provide  a 
hearing  fw  the  grantee  within  10  deys 
of  the  canoeUatian. 

(d)  The  hearing  refarrad  to  in 
paragraph  (c)  of  this  section  shall  be 
conducted  as  fcdlows: 

(1)  The  grantee  affected  shall  be 
notified,  in  writing,  at  leest  10  ifaya 
before  ^  hearing.  The  notica  should 
give  the  date,  time,  place,  and  purpose 
of  the  betting. 

(2)  A  writtan  reoord  ofthe  hearing 
shall  be  made.  Hie  record  diall  include 
written  statonants  stdanitted  at  the 
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hearing  or  within  five  days  following 
the  hearing. 

Subpart  r    Hearinga  and  Appaala 


I23JB1 
Aiea  DvMtor. 

An  applicant  or  grantee  may  appeal 
any  decision  made  or  action  taken  by  an 
Area  Director  under  this  part.  Such  an 
appeal  shall  be  made  to  the  Assistant 
Secretary  as  provided  in  part  2  of  this 
chapter. 

I23J82    Appeals  framdMWon  or  action  by 
the  Diraeler,  OMoe  of  Tribal  Sarvtcee. 

An  applicant  or  grantee  may  appeal 
any  decision  made  or  action  taken  by 
the  Director.  Office  of  Tribal  Services, 
that  is  alleged  to  be  in  violation  of  the 
U.S.  Constitution,  Federal  statutes,  or 
the  regulations  of  this  part:  however,  an 
applicant  may  not  appeal  a  score 
assigned  to  its  application  nor  the 
amoimt  of  grant  funds  awarded  under 
this  part,  l^ese  appeals  shall  be  filed 
with  the  Interior  Board  of  Indian 
Appeals  as  provided  in  part  2  of  this 
chaptw. 

123.63    Appeals  from  Inacdon  of  oMdal. 
A  person  or  persons  whose  interests 
are  adversely  afiiscted,  or  whose  ability 
to  protect  siich  interests  is  impeded  by 
the  failure  of  an  official  to  act  on  a 
request  to  the  official,  may  make  the 
offidal's  inaction  the  subject  of  an 
appeal  undw  part  2  of  this  chapter. 

Subpart  6— Admlnlatratlva  ProviaJorta 
I23L71    Recordkaaping  and  Information 


(a)(1)  Any  state  court  entering  a  final 
decree  or  adoptive  order  for  any  Indian 
child  shall  provide  the  Secretary  of  the 
Interior  within  30  days  a  copy  of  said 
decree  or  order,  together  with  any 
information  necessary  to  show: 

(i)  The  name  of  the  child,  the  birth 
date  of  the  child,  and  the  tribal  * 

affiliation  of  the  child  pursuant  to  25 
U.S.C  1951. 


(ii)  Names  and  addresses  of  the 
biological  parents  and  the  adoptive 
parents; 

(iii)  identity  of  any  agency  having 
relevant  information  relating  to  said 
adoption  placem«aL 

(2)  To  assure  and  maintain 
confidentiality  where  the  biological 
parent(s)  have  by  affidavit  requested 
their  identity  remain  confidential,  a 
copy  of  such  affidavit  shall  be  provided 
to  the  Secretary.  Information  provided 
pursuant  to  25  U.S.C  1951  (a)  shall  not 
be  subject  to  the  Freedom  of  Information 
Act  (5  U.S.C  552),  as  amended.  The 
Secretary  shall  ensure  that  the 
confidwitiality  of  such  information  is 
maintained.  'Hie  address  for  transmittal 
of  information  required  by  25  U.S.C 
19Sl(a)  of  the  Act  is:  Chief.  Division  of 
Social  Services,  Bureau  of  Indian 
Affairs,  1849  C  Street,  NW., 
Washington,  DC  20245.  The  envelope 
containing  all  such  information  should 
be  mariced  "Confidential."  This  address 
shall  be  sent  to  the  highest  court  of 
appeal,  the  Attorney  General  and 
&)vemor  of  each  state.  In  some  states, 
a  state  agency  has  been  designated  to  be 
repository  for  all  state  court  adoption 
information.  Where  such  a  system  is 
operative,  that  agency  may  assume 
reporting  responsibilities  for  the 
purpose  of  the  Act 

(b)  The  Division  of  Sodal  Services, 
Bureau  of  Indian  Affairs,  is  authorized 
to  receive  all  information  and  to 
maintain  a  central  file  on  all  state  Indian 
adoptions.  This  file  shall  be  confidential 
and  only  designated  persons  shall  have 
access  to  it.  Upon  the  reqiiest  of  the 
adopted  Indian  individuid  over  the  age 
of  18,  the  adoptive  or  foster  parents  of 
an  Indian  child,  or  an  Indian  tribe,  the 
Division  of  Social  Services  shall 
disclose  such  information  as  may  be 
necessary  for  enrollment  or  determining 
any  rights  or  benefits  associated  with 
membership,  except  the  name  of  the 
biological  parents  where  an  affidavit  of 
confidentiality  has  been  filed,  to  those 
persons  eligible  to  request  such 


infbrmatioo  imder  the  Act  The  CUef 
Tribal  Enrollment  Officer  of  the  BIA  is 
authorized  to  disclose  enrollment 
information  relating  to  an  adopted 
Indian  diihl  where  the  biological 
parents  have  by  affidavit  requested 
anonymity.  In  such  cases,  the  Chief 
Tribal  Enrollment  Officer  shall  certify  to 
the  child's  tribe,  where  the  information 
warrants,  that  the  child's  parentage  and 
other  circumstances  entitle  the  child  to 
enrollment  consideration  vndn  the 
criteria  established  by  said  tribe. 

Subpart  H—Aaaialanoa  to  Stale  Courta 

{  23.S1    Aseietanoa  In  Mantifylng 


Upon  the  request  of  a  party  in  an 
involimtary  child  custody  proceeding  or 
of  a  court  the  Secretary  sh^  assist  in 
identifying  qualified  expert  witnesses. 
Such  requests  for  assistance  should  be 
sent  to  the  Area  Director  designated  in 
§  23.11(b). 

f23J2    Aesistanoe  In  ktontKying 


Upon  the  request  of  a  party  in  any 
Indian  child  cxistody  proceeding  or  of  a . 
court  the  Secretary  shall  assist  in 
identifying  interpreters.  Such  requests 
for  assistance  should  be  sent  to  the  Area 
Director  designated  in  $  23.11(b). 


I23J3    Aealatanoe  in  I 

pafwm  oi  HMMn  cnwi  ■»■•  Hnrarwaon  a> 

adoption. 

Upon  the  request  of  a  child  placement 
agency,  the  court  or  an  Indian  tribe,  the 
Secretary  shall  assist  in  locating  the 
biological  parents  or  prior  Indian 
custodian  of  an  Indian  adqpted  child 
whose  adoption  has  been  terminated 
pursuant  to  25  U.S.C  1914  of  the  Act 
Such  requests  for  assistance  should  be 
sent  to  the  Area  Director  designated  in 
$  23.11(b). 

WilliaB  D.  Battabag. 
Acting  Assistant  Secretary— btdian  Affairs. 
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Federal  Depoalt  Insurance  Corporation 

NOTICES 

Agency  information  collection  activities  under  0MB 

review,  4168 
Coastal  Barrier  Improvement  Act;  property  availability: 
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NOTICES 

Applications,  hearings,  determinations,  etc.: 
Commimity  Bank-Corp.  of  Sheboygan,  Inc.,  et  al.,  4169 
Creditanstalt-Bankverein  et  al.,  4170 
First  Fidelity  Bancorporation  et  al.,  4171 
Van  Buren  Bancorporation  Employee  Stock  Ownership 
Plan  et  al.,  4171 
Meetings;  Sunshine  Act,  4201 

Federal  Transit  Administration 

NOTICES 

Grants;  FTA  sections  3  and  9  obligations,  4194 
Fish  and  Wildlife  Service 

PROPOSED  RULES 

Endangered  and  threatened  species: 
Holy  Ghost  ipomopsis;  hearing,  4144 
'Olulu,  etc.  (23  plants  from  Kauai,  Hawaii):  hearing,  4145 

Food  and  Drug  Admlniatratlon 

RULES 

Biologies  products: 
New  drug,  antibiotic,  and  biological  drug  products; 
accelerated  approval  procedures;  correction,  4078 

PROPOSED  RULES 
Medical  devices: 
Gastroenterology-urology  devices —  ^ 

Testicular  prosthesis,  4116 

NOTICES 

Organization,  functions,  and  authority  delegations: 
Biologies  Evaluation  and  Research  Center,  Document 
Control  Center  relocation:  biologies  submissions; 
temporary  deferment,  4173 


v^«..i  v»{.«»i-  /  vnl   RB  No.  8  /  Wednesday,  lanuary  13,  1993  /  Contents 


Federal  Register  /  Vol.  58.  No.  8  /  Wednesday.  Jannflry  13.  1983  /  Gdntents 


ji  V 


Sbellfish:  national  sanitation  program  operations  manual 
(Parts  I  and  II);  1992  revision  availability.  4174 
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Assets  Control  Office 
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Additional  information,  including  a  list  of  public 
laws,  telephone  numbers,  and  finding  aids,  appear* 
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Title  3— 

I 
The  President 


Presidential  Documents 


Presidential  Determination  No.  93-7  of  January  5.  1993 

Determination  Pursuant  to  Public  Law  101-513,  the  Foreign 
Operations,  Export  Financing,  and  Related  Programs  Appro- 
priations Act,  1991,  and  Public  Law  102-145,  the  Joint  Reso- 
lution on  Further  Continuing  Appropriations  for  October  1, 
1991,  through  March  1992 


IFR  Doc  93-991 

Filed  1-11-93:  3:33  pm| , 

Billing  code  3195-01-M 


Memorandum  for  the  Secretary  of  State 

Pursuant  to  Public  Law  101-513,  the  Foreign  Operations.  Export  Financing, 
and  Related  Programs  Appropriations  Act,  1991,  as  made  applicable  to  FY 
1992  by  the  Joint  Resolution  on  Further  Continuing  Appropriations,  Fiscal 
Year  1992  (Public  Law  102-145)  (the  Appropriations  Laws),  I  hereby  certify 
that  it  is  in  the  national  interest  to  obligate  funds  appropriated  for  payment 
to  the  International  Development  Association  during  FY  1992  but  previously 
withheld  firom  obligation  under  the  Appropriations  Laws. 

You  are  directed  to  publish  this  determination  in  the  Federal  Register  and 
report  it  to  the  Committee  on  Appropriations  and  the  Committee  on  Banking. 
Finance  and  Urban  Affairs  of  the  Houise  of  Representatives  and  the  Committee 
on  Appropriations  and  the  Committee  on  Foreign  Relations  of  the  Senate. 


THE  WHITE  HOUSE, 
Washington,  January  5,  1993. 
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Presidential  Documents 


Executive  Order  12830  of  Jaiiuary  9,  1993 

Establishing  the  Military  Outstanding  Volunteer 
Service  Medal 


By  the  authority  vested  in  me  as  President  by  the  Constitution  and  the 
laws  of  the  United  States  of  America,  and  as  Commander  in  Chief  of  the 
Armed  Forces,  it  is  hereby  ordered  as  follows: 

Section  1.  There  is  hereby  established  a  Military  Outstanding  Volimteer 
Service  Medal,  with  accompanying  ribbons  and  appurtenances,  fat  award 
by  the  Secretary  of  Defense  or,  with  respect  to  the  Coast  Guard  when 
it  is  not  operating  as  a  service  in  the  Navy,  the  Secretary  of  Transportation. 
Members  of  the  Armed  Forces  of  the  United  States  (including  Reserve  compo- 
nents) who  perform  outstanding  volunteer  service  to  the  civilian  community 
of  a  sustained,  direct,  and  consequential  nature  are  eligible  for  the  medal. 

Sec.  2.  The  Military  Outstanding  Volunteer  Service  Medal  and  ribbons  and 
appurtenances  thereto  shall  be  of  appropriate  design  approved  by  the  Sec- 
retary of  Defense.  The  Secretary  of  Defense  shall  prescribe  regulations  to 
govern  the  award  and  wear  of  the  Military  Outstanding  Volunteer  Service 
Medal.  The  regulations  shall  place  the  Military  Outstanding  Volimteer  Service 
Medal  in  order  of  precedence  immediately  after  the  Humanitarian  Service 
Medal. 

Sec  3.  No  more  than  one  award  of  the  Military  Outstanding  Volunteer 
Service  Medal  may  be  made  to  any  one  person,  but  for  each  subsequent 
act  justifying  such  an  award,  a  suitable  device  may  be  awarded  to  be  worn 
with  that  medal  as  prescribed  by  appropriate  regulations  issued  by  the 
Secretary  of  Defense. 

Sec.  4.  The  Military  Outstanding  Volunteer  Service  Medal  may  be  awarded 
posthumously,  and  when  so  awarded,  may  be  presented  to  such  representa- 
tives of  the  deceased  as  may  be  deemed  appropriate  by  the  Secretary  of 
Defense  or,  in  the  case  of  a  member  of  the  Coast  Guard  when  it  is  not 
operating  as  a  service  in  the  Navy,  the  Secretary  of  Transportation. 
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Thte  Mdion  o»  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
appttcabUHy  and  legal  effoct  most  of  which 
are  keyed  to  and  oodHled  in  the  Code  of 
Federal  Reguiatkxw,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  o(  Federal  RegulaUons  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  In  the  lirst  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  AGRICULTURE 

Commodity  Credit  Corporation 

7  CFR  Part  1410 

RINS  056&-AC86  and  0560-^AC93 

Amandmanta  to  tha  Conaervatlon 
Reaarva  Program  Ragulationa 
Regarding  Small  Watlanda  and  Othar 
Statutory  Raquiramanta 

AGENCY:  Commodity  Credit  Corporation, 

USDA. 

ACTION:  Final  rule. 

SUMMARY:  This  action  covers  four 
general  areas.  First,  the  final  rule 
adopts,  with  changes,  the  proposed  rule 
published  on  June  25, 1992,  at  57  FR 
28468  concerning  the  eligibility  of  small 
fiarmed  wetlands  to  be  enrolled  in  the 
Conservation  Reserve  Program  (CRP). 
This  allows  producers  greater  flexibility 
in  both  enrolling  and  achieving 
enhanced  environmental  benefits  under 
CRP.  Second,  the  regulations  are 
amended  to  incorporate  certain 
nondiscretionary  changes  regarding 
Umited  grazing  and  easement 
requirements  of  the  CRP,  as  required  by 
the  Food,  Agriculture,  Conservation, 
and  Trade  Act  Amendments  of  1991 
(the  1991  Act)  (Pub.  L.  102-237)  and 
legislation  entitled  "To  Amend  the  Food 
S^urity  Act  of  1985  To  Remove  Certain 
Easement  Requirements  Under  the 
Conservation  Reserve  Program  and  for 
Other  Purposes"  (the  1992  Act)  (Pub.  L. 
102-324).  Third,  the  regulations  are 
amended  to  be  consistent  with  the 
Wetlands  Reserve  Program  (WRP) 
provisions  relative  to  CRP  participants 
offering  eligible  wetlands  for  enrollment 
into  the  WRP.  Tlie  WRP  final  rule  was 
published  on  June  4, 1992  (57  FR 
23908).  Fourth,  the  regulations  are 
amended  to  ensiire  clarity  and  accuracy. 
EFFECTIVE  DATE:  January  13, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 


James  R.  McMullen.  Director, 
Conservation  and  Environmental 
Protection  Division,  ASCS,  USDA,  P.O. 
Box  2415,  Washington,  DC  20013-2415; 
phone  202-720-6221. 
SUPPLEMENTARY  tlFORMATION:  This  final 
rule  has  been  reviewed  under  USDA 
procedures  established  in  accordance 
with  Executive  Order  12291  and 
provisions  of  Departmental  Regulation 
1512-1  and  has  been  classified  as 
"nonmajor."  It  has  been  determined  that 
these  provisions  will  not  result  in:  (1) 
An  annual  effect  on  the  national 
economy  of  $100  million  or  more;  (2)  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries,  State 
or  local  agencies,  or  geographic  regions; 
or  (3)  significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

It  has  been  determined  by  an 
environmental  evaluation  that  this 
action  will  not  adversely  affect  the 
environmental,  historical,  social,  or 
economic  resources  of  the  Nation. 
Therefore,  it  has  been  determined  that 
these  actions  will  not  require  an 
Environmental  Assessment  nor  an 
Environmental  Impact  Statement. 

This  program/activity  is  not  subject  to 
the  provisions  of  Executive  Order  12372 
which  requires  intergovernmental 
consultation  with  State  and  local 
officials.  See  notice  related  to  7  CFR 
part  3015.  subpart  V,  published  at  48  FR 
29115  (June  24. 1983). 

This  final  rule  has  been  reviewed  in 
accordance  with  Executive  Order  12778. 
The  provisions  of  this  final  rule  are  not 
retroactive  and  do  not  preempt  State 
laws.  Before  any  judicial  action  may  be 
taken  with  respect  to  the  provisions  of 
this  final  rule,  administrative  remedies  . 
at  7  CFR  part  780  must  be  exhausted. 

The  title  and  number  of  the  Federal 
Domestic  Assistance  Program,  as  found 
in  the  Catalog  of  Federal  Domestic 
Assistance,  to  which  this  rule  applies 
are  Conservation  Reserve  Program — 
10.069. 

The  information  and  collection  

requirements  of  this  final  rule  at  7  CFR 
part  1410  have  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  and  approval  in  accordance  with 
the  Paperwork  Reduction  Act  of  1980.  A 
response  from  OMB  regarding  the 


information  collection  approval  is 
forthcoming. 

The  pubhc  reporting  burden  for  the 
information  collections  required  by  this 
final  rule  is  estimated  to  be  7  minutes 
per  response,  including  the  time  for 
reviewing  instructions,  searching 
existing  data  soiut»s,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information. 

Current  Regulations 

The  current  regulations  in  7  CFR  part 
1410,  published  as  a  final  rule  on  April 
19. 1991  (56  FR  15980),  implemented 
the  Environmental  Conservation 
Acreage  Reserve  Program,  which 
consists  of  CRP  and  WRP. 

The  intent  of  CRP  is  to  permit  the 
Commodity  Credit  Corporation  (CCC)  to 
enter  into  contracts  with  owners  and 
operators  of  highly  erodible  and  other 
environmentally  sensitive  cropland  to 
assist  such  owners  and  operators  in 
conserving  and  improving  the  Nation's 
soil  and  water  resources.  By  entering 
into  a  contract,  the  owner  or  operator 
agrees  to  implement  a  conservation  plan 
approved  by  the  local  Conservation 
EKstrict  for  converting  highly  erodible 
cropland  normally  devoted  to  the 
production  of  an  agricultural 
commodity  to  a  less  intensive  use.  CCC 
provides  (1)  technical  assistance  by  way 
of  a  conservation  plan,  (2)  financial 
assistance  for  the  costs  of  establishing 
the  conservation  practices  required  by 
the  conservation  plan,  and  (3)  annual 
land  rental  payments  to  compensate  the 
owner  or  operator  for  taking  the 
cropland  out  of  production. 

llie  current  regulations  address  the 
following  terms  and  conditions  of  the 
CRP  for  enrollment  during  1991  through 
1995:  (1)  eligibility  of  land;  (2)  duration 
of  contracts;  (3)  obligations  of 
participants  and  CCC;  (4)  eligible 
practices;  (5)  levels  of  cost-share  for 
establishing  practices;  (6)  provisions  for 
annual  rental  payments;  (7)  handling  of 
violations;  and  (8)  other  program 
matters. 

With  respect  to  land  eligibility, 
§  1410.103  provides  that  the  Secretary  of 
Agriculture  (Secretary)  may  consider 
certain  lands  to  be  eligible  for  CRP  if  a 
useful  life  easement  is  created  for  the 
practice.  Further,  8 1410.103  prohibits 
the  enrollment  of  farmed  wetlands 
otherwise  eligible  for  CRP. 

Section  1410.108  permits,  if  approved 
by  CCC,  land  subject  to  an  existing  CRP 
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contract  to  be  enrolled  Into  WRP. 
provided  that  (1)  the  application  «or 
transfer  into  WRP  is  made  during  the 
first  or  second  avaikUs  si^iup  for 
intention  period  under  the  WRP  for  the 
State,  and  (2)  all  funds  and  benefits  paid 
under  the  CRP  contract  were  refunded 
with  interest. 

S«cti<m  1410.110  genfflraWy  prohibUs 
any  harvesting,  or  grazing,  or  other 
commardai  use  of  the  forage  on  land 
subject  to  a  C31P  contract,  except  that 
the  Secretaiy  could  permit  tall  and 
winter  grazing  of  grass  waterways  where 
the  grazing  is  incidental  to  the  gleaning 
of  crop  residue  on  the  fields  in  which 
the  grass  waterways  are  located  for  an 
applicable  reduction  in  rental  payment 

Statutory  Changes 

rale  XH  of  the  Food.  Agriculture. 
CoQservatioD.  and  Trede  Act  of  1990 
(the  1990  Act)  (Pub.  L.  101-624)  enacted 
on  November  28. 1990.  amended  the 
Food  Security  Act  of  1985  (the  1985 
Act)  (Pub.  L.  99-198)  with  respect  to 
atP.  Section  1232(a)(7)  of  the  1990  Act 
was  wiended  on  December  13. 1991.  by 
the  1991  Act  to  speciiy  that  the 
Secretary  may  permit  inddental  grazing 
of  CRP  (I)  during  the  7-month  period  in 
which  grazing  of  conserving  use  acreage 
is  allowed  in  a  State  under  the  price 
support  programs,  or  (2)  after  the 
producer  harvests  the  grain  crop  of  the 
surrounding  field.  In  either  case,  the 
CRP  renUl  payment  must  be  reduced 
commensurate  writh  the  limited 
economic  value  of  such  inddental 

grazing. 
The  1992  Act  amended  sedion 

1231(bK4XC)  and  sedion  1235A(aX2)  of 

the  1985  Act,  as  amended,  to  remove 

certain  easement  requirements  under 

CRP. 

Other  Oianges 

This  rule  also  (1)  amends  the 
regulations  in  7  CFR  1410.108  to  refled 

consistency  vrith  the  final  rule  for  WRP 
pobUshed  at  7  CFR  part  703  on  June  4. 
1992.  (2)  corrects  a  typographical  error, 
(3)  includes  minor  editorial  changes  for 
clarity,  and  (4)  due  to  further  review  of 
statutory  authcjrity.  removes  the 
provision  that  payments  made  under 
part  1410  are  subied  to  the  regulations 
under  7  CFR  part  796— Denial  of 
Program  Eligibility  for  Controlled 
Substance  Violation. 

CRP  will  continue  to  be  implemented 
by  CCC  tfarougb  the  Agricultural 
Stabilization  and  Conservation  Service 
(ASCS)  usii«  ASCS's  State  and  county 

offiCBb. 


Discustion  of  Comments 

CCC  received  five  comments 
conoaming  ths  pn^xtsed  rule  published 


on  June  25. 1992.  at  57  FR  28468. 
Entities  responding  included  a  State 
farm  organization,  a  national  farm 
organization,  two  national  wildlife 
organizations,  and  a  member  of 
Congress.  The  discussion  of  comments 
that  follows  is  organized  in  the  same 
sequence  as  the  final  rule. 

Thus,  all  the  changes  made  by  this 
final  rule  are  based  on  a  combination  of 
the  public  comments  to  the  proposed 
rule,  recent  legislative  changes  and 
other  statutory  requiremeirts,  OCC« 
experience  in  administering  CRP  since 
inception,  and  the  need  for  deer, 
current,  and  consistent  regulations. 

Section  1410.103    EliffhleLand 
Three  comments  supported  the 
indusion  of  small  farmed  wetlands  ae 
land  eligible  to  be  enrolled  in  CRP, 
Stating  that  the  proposal  would  not 
interfere  with  the  enrollment  of  eligible 
land  into  WRP.  and  this  expansion  of 
cropland  eligibility  would  further 
enhance  the  improvement  of  soil  and 
water  resources.  Two  additional 
comments  supported  the  concept  and 
recommended  that  the  approved  plan 
provide  for  the  continued  protection  of 
ti»e  eligible  small  wetland  arees  and  that 
these  areas  be  contained  in  fields  that 
are  otherwise  eligible  for  CRP.  Althoogh 
this  was  the  intent  of  the  proposed  rule. 
the  final  rule  has  been  clarified  to 
ensure  that  the  small  farmed  wetlands 
to  be  enrolled  are  (1)  limited  to  small 
areas  included  in  otherwise  eligible 
fields,  and  (2)  guaranteed  enduring 
protedion  under  the  approved 
conservation  plan. 

LisI  of  SubjecU  in  7  CFR  Part  1410 

Administrative  practices  and 
procedures.  Conservation  plan. 
Contracts,  Easements,  Environmental 
indicators.  Natural  resources,  and 
Technical  assistance. 

Accordingly.  7  CFR  part  1410  is 
amended  as  follows: 

PART  1410—1991-95  CONSERVATION 
RESERVE  PROGRAM 

1.  The  authority  citation  for  7  CFR 
part  1410  continues  to  reed  as  follows: 

AMMMtilr  IS  U.S.a  n4b  and  714c:  16 
U.S.C.  3831-3S47. 

|14iai3    [Amanded] 

2.  Section  1410.13  is  amended  by 
removing  paragraph  (a)  and  designating 
paragraphs  (b).  (c).  and  (d)  as  parapaphs 
(al(b).and(c). 

3.  Section  1410.103  is  amended  bv: 

A.  Revising  paragraphs  (d)(2).  (d)(3), 
and(dM4);and 

B.  Revising  paragraph  (1X2)  to  read  as 
followr. 


i14«0.10S    EIWUBlBilA 


(d)«  •  • 

(2)  Land  devoted  to  living 
snowfences.  windbreaks,  wildlife 
habitat,  sheherbehs  or  fiheistrips  with 
trees  or  shrubs: 

(3)  Land  devoted  to  newly  created 
permanent  grass  waterways  or  contour 
grass  sod  strips  created  after  November 
28. 1990,  which  are  established  and 
maintained  acoording  to  an  approved 
conservation  plan;  

(4)  NoB-irrigated  or  irrigated  croplaDd 
whidi  produce,  as  determined  by  the 
Deputy  Administrator,  saline  se^M  or 
which  are  functionally  relaled  to  such 
saline  seeps,  or  where  a  rising  watar 
table  contributes  to  increased  levels  of 
salinity  at  or  near  the  ground  surface. 


(f) 


•  •  • 


(2)  Farmed  wetlands  which  may  be 
eligible  for  the  Wetlands  Reserve 
Program  (WRP)  under  7  CFR  part  703. 
except  this  restriction  shall  not  apply  to 
small  farmed  wetlands  contained  in, 
and  are  a  part  of.  fields  that  are 
oAerwise  eligible  for  CRP  as 
determined  by  OOC. 

11410.106    (Amendad] 

4.  Sedion  1410.108  is  amended  as 

follows: 

A.  The  introdudory  sentence  is 
amended  by  removing  the  phrase 
"provided  that"  and  all  that  follows  to 
and  induding  "prior  to  Odober  1, 
1992;"  and  inserting  in  lieu  thereof  tiie 
following:  "provided  that  such  offer  for 
transfer  occurs  during  the  first  or  second 
available  signup  for  intention  period 
under  the  WRP  for  the  State  and  agreed 
to  by  ASCS.  Transfers  on  offers 
submitted  after  the  second  available 
WRP  signup  period  within  a  State  will 
only  be  permitted  if  the  owner  agrees  to 
refund  all  payments  received  under  CRP 
since  the  close  of  the  second  available 
WRP  signup  period  within  the  State"; 

and  .   .!„ 

B.  Paragraph  (b)  is  amended  by 
removing  the  wrord  "letter"  and 
inserting  the  word  "title"  in  its  place, 

5.  Section  1410.110  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

f14iai10   OUMiitlews  el  the  CwwwiudNy 

Credit  Cofporalten. 

•        •        •        •        • 

(d)  Permit  ^lazing  of  passed 
watBr*»ays  on  CRP  land  where  the 
gracing  is  incidental  to  the  gleaning  of 
crop  residues  on  fields  where  the 
contracted  land  is  located,  sudi 
inddental  grazing  is  limited  to  the  7- 
month  period  in  which  grazing  of 
conservation  use  acreage  is  allowed,  as 
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detennined  by  OOC,  in  a  State  \mder  the 
Agricultural  Act  of  1949  (7  U.S.C  1421 
et  seq.),  or  after  the  producer  harvests 
the  grain  crop  of  the  surrounding  field. 
Further,  OCC  mxist  provide  prior 
approval  of  the  incidental  grazing  of  the 
CRP  in  exchange  for  an  applicable 
reduction  in  the  annual  rental  payment, 
as  determined  appropriate  by  the 
Deputy  Administrator. 

Signed  at  Washington,  DC  on  January  5. 
1993. 

Joha  A.  StsTMiMB. 

Acting  Executive  Vice  President.  Ckimmodity 
Credit  Corporation. 

(FR  Dot  93-759  FUed  1-12-93;  8:45  ami 
HUMQ  COM  M1»4S-M 


Fannera  Homa  Admlniatratlon 

7  CFR  Part  1900 

Raporting  Authoritlaa  for  Intamal 
Procaaaing  of  Appaala  Caaaa 

agency:  Farmers  Home  Adndnistration, 

USDA. 

ACnON:  Final  rule. 

SUMMARY:  The  Farmers  Home 
Administration  (FmHA)  amends  its 
regulations  regarding  designated 
reporting  authorities  for  internal 
processing  of  appeals  cases.  This  action 
is  necessary  due  to  Agency  provisions 
which  require  certain  Agency  officials 
to  make  decisions  for  cases  in  the 
appeal  process.  The  intended  effect  is  to 
ensxire  correct  processing  of  appeals. 
EFFECTIVE  DATE:  January  13. 1993. 
FOR  FURTMER  INFORMATION  COMTACT. 
Jennifer  Barton.  Community  Facilities 
Division,  Farmers  Home 
Administration,  room  6314,  South 
Agriculture  Building,  Washington,  DC 
20250,  telephone  (202)  720-1504 


SUPPI^MENTARY  MFORMATION:  This 
action  has  been  reviewed  under  USDA 
procedures  established  in  Departmental 
Regulation  1512-1,  vdiich  implements 
Executive  Order  12291.  Since  this 
action  has  no  impact  on  FmHA 
borrowers  or  other  members  of  the 
public,  it  has  been  determined  to  be 
exempt  from  those  requirements 
because  it  involves  oijy  internal  Agency 
management.  It  is  the  policy  of  this 
Department  topiiblish,  for  comment, 
rules  relating  to  public  property,  loans, 
grants,  benefits,  or  contracts, 
notwithstanding  the  exemption  in  5 
U.S.C.  553  with  respect  to  such  rules. 
This  action,  however,  is  not  published 
for  proposed  rule  maldng  since  it 
involves  only  internal  Agency 
management  and  publication  for 
comment  is  unnecessary.  Community 
and  Business  Programs  have  been 
assigned  to  the  Rural  Development 
Administration  (RDA),  and  RDA  is  now 
administering  this  program.  RDA  is 
utilizing  FmHA  regulations  which 
makes  it  necessary  to  establish  the 
organizational  structure  of  RDA's 
reporting  authorities  for  its  Regional 
Office  operations.  Specifically,  Exhibit 
D  of  subpart  B  of  part  1900  is  amended 
to  include  RDA  personnel  as  decision 
makers  for  RDA  cases  involved  in 
appeals. 
Environmental  Impact  SUtement 

This  docxunent  has  been  reviewed  in 
accordance  with  7  CFR  part  1940, 
subpart  G,  "Environmental  Program." 
FmHA  has  determined  that  this  action 
does  not  constitute  a  major  Federal 
action  significantly  afferting  the  quality 
of  the  human  environment,  and,  in 
accordance  with  the  National 
Environmental  Policy  Act  of  1969, 
Public  Law  91-190,  an  Environmental 
Impact  Statement  is  not  required. 


Intel  govanunanUl  Reviaw 

The  programs  administered  will  be 
listed  in  the  Catalog  of  Federal  Domestic 
Assistance  and  will  be  subject  to  the 
provisions  of  Executive  Order  12372 
whidi  reqiiires  intergovernmental 
consultation  with  State  and  local 
officials.  This  action  afiacts  the 
following  programs: 

10.414    Resource  Conservation  and 
Development  Loans; 

10.418  Water  and  Waste  Disposal  Systems 
for  rural  communities; 

10.419  Watershed  Protection  and  Flood 
Prevention; 

10.422  Business  and  Industrial  Loans; 

10.423  Community  Facilities  Loans; 

10.424  Rural  Development  Grants; 
10.434  Nonprofit  National  Corporation; 
10.436  Technical  Assistance  and  Training 

Grants; 
10.438    Intermediary  Relending  Program: 
10.440    Emergency  Community  Water 

Assistance  Grants. 
FmHA  conducts  intergovernmental 
consultation  in  the  manner  delineated 
in  FmHA  Instruction  1940-J.  Programs 
10.414, 10.418, 10.419. 10.422, 10.423, 
and  10.438  are  subject  to  the  provisions 
of  E.0. 12372;  the  remaining  programs 
affected  are  not  subject  to  this  provision. 

List  of  Subiects  in  7  CFR  part  1900 

Appeals,  Credit,  Loan  programs- 
Housing  and  commimity  development. 

Accordingly,  part  1900  of  chapter 
XVIII,  title  7,  Code  of  Federal 
Regulations  is  amended  as  follows: 

PAim900-QENERAL 

1.  The  authority  citation  for  part  1900 
continues  to  read  as  follows: 

Audiarily:  7  U.S.C  1989;  42  U.S.C  1480; 
5  U.S.C  301: 7  CFR  2.23;  7  CFR  2.70. 

2.  Exhibit  D  of  subpart  B  is  revised  to 
read  as  follows: 


Exhibit  D  of  Subpart  B— Hearings/Ravlaw  OflBcer  Designations      ^ 


Hearing/Review  Officer  Designations 


DMWonmakar  or  dMdston 


County  Supervleor 

County  ConwnMee .™......^.... 

•OWrtrt  Dhwaor.  •SWa  Progiam  CWel.  •OWitet  Spe- 


•Stals  DIreclor.  •Regional  OnOot 

OMrion  Olraclor  or  Aseittwil  AdnMsMtor 

AseialanlAdmlnMfator 

Deputy  or  Assodala  AdmlnMralor 


Hearing  oMcar 


r4atk)nai  Appeals  StatI  Hearing  OMoor . 
NaHonal  Appeals  Staff  Hearing  Ofltoar . 
National  Appeals  Staff  Hearing  OMtoor 

As  ^ipolnted  by  Director,  National 
As  i«)polnled  t>y  Dhector,  NaUonal 
As  i«)polnlad  by  Director,  NaSonal 
As  ((ipolntad  by  Director.  National 


Staff 
Staff 
Sttif 
Staff 


State  Direclor  amVor  Direclor.  National  Appeah  a^ 
State  Direoorandtor  Director.  National  Appea^  saw. 
"State  Dlieclor  andtor  DIractor.  National  Appeals 

Staff. 
Dkector.  National  Appeals  Sttfl. 
Director,  NaHonal  Appeals  Staff. 
Director.  National  Appaala  Staff. 
Director.  Naional  Appeals  Staff.    


tSmMomttm 


wM  b«  aw  Htglonrt  Otaeior  •n*or  *m  omaer.  tmaimi  AppaM  bwi  wr  rm*»  s 


Notes 

1.  District  Director  also  means 
Assistant  District  Director  or  District 
Loan  Specialist 


2.  County  Supervisor  also  means 
Assistant  County  Supervisor  with  loan 
approval  authority. 


3.  The  Director  of  the  National 
Appeals  Staff  may  designate  a  staff 
member  to  conduct  a  hearing  or  review. 
When  the  hearing/review  is  completed. 
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the  designee  will  send  the  complete 
case  file,  heeiing  notes,  tape  recordings, 
and  a  recommended  decision  to  the 
Director  for  a  final  decision.  The 
Director  may,  for  individual  cases, 
delegate  final  dedskm  authority  to  • 
designee. 

4.  For  decisions  not  directly  covered 
above,  advice  should  be  son^  from  the 
Director  of  the  National  Appeals  Staff. 

5.  An  appeUant  may  dect  to  have  an 
appeal  reviewed  by  the  State  IMrector, 
or  the  Director  of  the  National  Appeals 
Staff.  The  decision  of  the  State  Director 
will  be  subject  to  further  review  by  the 
Director  of  the  National  Appeals  Staff 
upon  request  of  the  appellant. 

Dated.  Daoambar  10, 1992. 


UVan 

Admiaittiakjr.PanatnHome 
Administration. 

Dated:  DeoMBiMr  8. 1002. 
MaiyAMBarw. 
AibnhMraUir,  Rttraf  Dew^opmmt 
Admittittratkm. 
IFR  Doc.  BJ-707  Rlad  l-12-«3: 8:45  nl 


7  CFR  Part  1951 
DuUgaBow  of  AuthoiHy 

AOENCV:  Farmers  Home  Administration, 
USDA- 

ACnON:  Final  rule. 


SUMMMir:  The  purpose  of  this 
amendment  to  the  Farmers  Home 
Administration  (FmHA)  regulations  is  to 
specify  that  when  FmHA  State  Directors 
are  delegated  exception  authority  in 
certain  situations  in  accordance  vrith 
§  1951.916  of  7  CFR.  subpart  S  of  part 
1951,  the  reauest  for  the  exception  will 
not  require  the  recommendation  of  the 
appropriate  Program  Assistance 
Administrator.  This  will  eliminate  the 
requirement  that  the  request  be  sent  to 
the  FmHA  National  Office.  The 
intended  effect  is  to  speed  up  the 
processing  of  exceptions  in  specific 
situations  where  there  is  an  urgent  need 
for  quick  action. 

EFFECnvC  DATE:  January  13. 1993. 
FOR  FURTHER  MF0RUAT10N  CONTACT. 
Arthur  V.  Hall,  Director,  Loan  Servicing 
and  Property  Management  Division, 
Farmw  Pro-ams,  Fanners  Home 
Administraftioa.  USOA.  room  5449, 
South  Agricaltiire  Building.  14tfa  md 
Independence  Avenue.  SW., 
Washingtaa.  DC  20250,  Telephone  (202) 
720-4572. 


SUPPLEIKNTARV  MTORMATION: 

Propvoas  AfiiKtad 

These  dianges  affect  the  following 
FmHA  programs  as  listed  in  the  catalog 
of  Federal  Domestic  Aasistance: 

10.404  Emergency  Loena 

10.406  Finn  Opeifrting  Loans 

10.407  Parai  Ownanhip  Loaoi 
10.410  Low  IncaaiaHnislae  Loans 

(Sectioo  502  Rnial  Housing  Loans) 
ia416    Soil  wd  Water  Loans 

Environmental  Impact  Statanent 

This  document  has  been  reviewed  In 
accordance  with  7  CFR  part  1940. 
subpart  G.  "Environmental  Pro«am."  It 
is  the  determination  of  FmHA  mat  this 
action  does  not  constitute  a  major 
Federal  action  significantly  affecting  &e 
quality  of  the  human  enviroiunent,  and 
In  accordance  with  the  National 
Enviroiunental  Policy  Act  of  1969, 
Public  Law  91-190.  an  EnvironmenCal 
Impact  Statement  is  not  required. 

Background 

FmHA  Fanner  Program  borrowers  in 
the  States  of  Florida  and  Louisiana  who 
were  in  the  arrears  on  their  FmHA  loan 
installments  were  notified  of  FmHA 
servicing  options  available  to  them  prior 
to  devastation  of  Hurricane  Andrew. 
They  had  60  days  to  respond  to  the 
notices.  However,  Hurricane  Andrew 
knocked  out  utility  services,  disrupted 
mail  service,  destroyed  homes,  etc..  in 
these  areas.  This  made  it  impossible  for 
all  the  notified  FmHA  Farmer  Program 
borrowers  to  respond  to  the  notices 
within  the  eOnlay  timeframe.  Therefore, 
it  was  necessary  to  issue  a  temporary 
diange  in  FmHA  Instructions  to  allow 
the  Administrator  to  delegate  exception 
authority  to  these  two  State  Directors  to 
allow  an  exception  to  the  60-day 
response  reqiiirement  for  some 
borrowers  in  these  designated  disaster 
areas  without  a  recommendation  by  the 
Program  Assistant  Administrator.  This 
temporary  Instruction  change  was 
immediately  necessary  to  avoid  further 
panic  and  distreas  to  burners  whose 
farms  were  devastated  by  Hurricane 
Andrew  and  were  unable  to  promptly 
respond  to  the  notices  for  much  needed 
assistance.  To  avoid  the  necessity  of 
making  a  temporary  change  in  FmHA 
Instructians  in  the  future,  FmHA  is 
revising  its  regulations  to  provide  for 
this  internal  administrative  authority. 

This  action  has  bean  reviewed  under 
USDA  pro(»dures  established  in 
DepartmenUl  Regulation  1512-1,  which 
impkmants  Executive  Order  12291.  It 
has  been  determined  to  be  exempt  from 
thoee  requirements  because  it  involves 
only  internal  Agency  management.  It  is 
the  policy  of  th^  Department  to  publish 


for  comment  rules  relating  to  public 
property,  loans.  Bants,  benefits,  or 
contracts.  notwiUMtanding  the 
examptiaD  in  5  U.&C  553  with  ntpmA 
to  such  rules.  This  action,  however,  is 
not  pid)lishBd  for  pKq>osed  rulemaking 
since  it  invdves  only  internal  Agency 
mana^anMnt  and  publication  for 
commeirt  is  unneoaasaiy. 
list  of  Subfects  in  7  CFR  Fart  1951 

Accounting  servicing.  Credit,  Debt 
restructuring.  Loan  programs- 
Agriculture,  Loan  programs— Housing 
and  community  development.  Low  and 
moderate  income  housing  loans — 
Servicing. 

Accordingly,  part  1951  of  chapter 
XVIII,  title  7,  Code  of  Federal 
Regulations,  is  amended  as  followr. 

PART  1951-SERViaNQ  AND 
COLLECTIONS 


1.  The  authority  dt^on  for  part  1951 
continues  to  read  as  follows: 

AnOortly:  7  U.S.Q  1989;  41  U.S.C  1460; 
5  U.S.C  301;  7  CFR  2.23  and  2.70. 

SubfMrt  S— Farmar  Programa  Account 
Servicing  PoOciaa 

2.  Section  1951.916  is  revised  to  read 
as  follows: 


fi«si.n« 

The  Administrator  or  delegate  may.  in 
individual  cases,  make  an  exception  to 
any  requirement  or  provision  of  this 
subpart  or  address  any  omission  of  this 
subpart  whiA  is  not  inconsistent  with 
the  authorizing  statute  or  other 
applicable  law  if  the  Administrator 
determines  that  tfaa  Govamment's 
interest  would  be  adversely  affected. 
The  Administrator  will  exerdae  this 
authority  upon  request  of  the  State 
Director  with  recommendation  of  the 
appropriate  Program  Assistant 
A(uninistrator,  or  upon  request  initiated 
by  the  appropriate  Program  Assistant 
Administrator.  In  certain  situations  such 
as  a  natural  disaster.  &e  Administrator 
may  delegate  this  authority  to  specific 
State  Director  positions  in  certain  states. 
In  such  cases,  the  State  Director  will 
exercise  the  delegation  of  authority 
upon  the  request  of  the  County 
Supervisor  with  the  recommendation  of 
the  District  Director,  rather  than  the 
appropriate  Program  Assistant 
Acteiinistratar.  RaquesU  for  exoepdoos 
must  be  made  in  writing  and  supported 
with  documentation  to  explain  the 
adverse  effect,  propose  alternative 
courses  of  action,  and  show  how  the 
adverse  effect  will  be  eliminated  or 
minimized  if  the  exception  is  granted. 
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7CFRPMt196S 

SinQto  FMMy  HouetoiQ  Security 


AGENCY:  Fanners  Home  Administration. 

USDA, 

ACTXWI:  Final  nile;  correction. 

SUMMMIV:  The  Farmers  Home 
Administration  (FmHA)  amends  its 
security  servicing  regulation  for  single 
family  housing  loans  to  clarify  that 
whether  or  not  the  loan  is  subject  to 
recapture  wdll  not  be  changed  by  virtue 
of  a  same  rates  and  terms  assumption. 
This  has  been  FmHA  policy  since  the 
recapture  program  was  started  in  1979. 
It  was  through  oversight  that  this 
statement  was  erroneously  omitted  from 
the  regulation  as  this  was  not  proposed 
to  be  changed  at  the  time  revisions  were 
made  to  tliis  regulation  effective  August 
24, 1988  (S3  FR  27819). 
EFFECTIVE  DATE:  January  13. 1993. 
FOR  FURTHER  MFORUATION  CONTACT: 
Jean  F.  Leavitt.  Senior  Loan  Specialist, 
Single  Family  Housing  Servicing  and 
Property  Management  Division.  Farmers 
Home  Administration,  USDA,  South 
Agiicultuie  Building,  room  5309, 
Washington.  DC  20250.  telephone:  (202) 
720-1452. 

SUPPLEMENTARY  MFORMATKMt:  This 
regulation  is  revised  to  add  a  statement 
that  whether  or  not  the  loan  is  subject 
to  recapture  will  not  be  changed  by 
virtue  of  a  same  rates  and  terms 
assumption.  This  statement  was 
included  in  the  regulation  prior  to 
August  1988.  Through  oversight  it  was 
erroneously  omitted  at  the  time 
revisions  were  made  to  the  regulation 
effective  August  24, 1988. 

List  of  Subjects  in  7  C7R  Part  1965 

Administrative  practice  and 
prooadure.  Loan  programs — Housing 
and  oommunity  development.  Low  and 
moderate  income  housing — Rental. 
Mortgages.  Rural  areas. 

Aco(Hdingly.  diapter  XVm,  title  7. 
Code  of  Federd  Regulations  is  corrected 
as  follows: 

PART  196&-REAL  PROPERTY 

1.  The  authority  citation  for  part  1965 
continues  to  read  as  follows: 


Skigla  FMnHy  RunI  Houaing  Loans 

2.  In  §  1965.128,  the  introductory  text 
of  paragraph  (cM2)  is  revised  to  read  as 
follows: 


9  «965.*2a   TffWMser  ev  pfoperty 

lef 


ACnoil:  Final  lula. 


r.  7  U.S.C  1989: 42  U.SXL  1480: 
S  U.SX1 301: 7  CFR  2.23  and  2.7a 


(c)*  •  • 

(2)  In  die  sitxiations  outlined  in 
paragraphs  (bKl2)  and  (cK2Ki).  (c)(2KIi) 
and  (c)(2Kiii)  of  this  section  only,  tiie 
assuming  party  will  execute  an 
assumption  agreement  to  assume  the 
indebtedness  on  the  existing  terms; 
unless,  due  to  more  fevorabuB  terms 
available  at  the  time,  the  assuming  party 
desires  to  assume  the  loan  on  new 
terms.  If  the  assuming  party  desires  to 
assume  the  loan  on  new  terms,  all 
eligibility  requirements  of  subpart  A  of 
part  1944  of  Uiis  chapter  must  be  met. 
If  a  same  terms  assumption  is 
consummated,  FmHA's  accoimting 
records  will  change  to  reflect  the  name 
and  case  niunber  of  the  assuming  party. 
Same  terms  assumptions  imder  this 
paragraph  are  axithorized  without 
considering  the  assuming  party's 
eligibility  for  program  assistance.  The 
interest  rate,  final  due  date,  payment 
date,  account  status  (current, 
delinquent,  ahead  of  schedule)  and 
whether  or  not  the  loan  is  subject  to 
recapture  will  not  be  changed  by  virtue 
of  the  assumption.  After  assumption, 
compliance  with  loan  conditions  is 
required.  If  a  same  terms  transfer  is 
consummated  and  the  account  is 
delinquent,  it  may  be  reamortized  in 
accordance  with  subpart  G  of  part  1951 
of  this  chapter.  Eligibility  for  interest 
credit  will  be  considered  or  re-evaltiated 
at  the  time  of  assiunption.  Situations 
where  these  terms  are  authorized  are: 
•        •        «        •        • 

Dated:  November  2S,  1992. 
La  Verne  Auaman, 
Administrator,  Fanners  Home 
Administration. 

[FR  Doc.  93-709  Filed  1-12-93:  8:45  am] 
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Food  Safety  and  tnapection  Sarvico 

9  CFR  Paris  318  and  381 

[Dedal  No.  86-044F] 

RIN0583-AA7S 

Ua«  of  Potasahim  Lactate  and  SocBum 
Lactate  as  Flavoring  Agents  in  Vsrious 
Meat  and  Poultry  Producta 

agency:  Food  Safety  and  Inspection 
Service,  USDA. 


SUMMARY:  The  Food  Salaty  and 
Inspection  Senrioe  (F^S)  is  anifMiding 
the  Federal  meet  and  poultry  products 
inspection  regulations  to  permit  the  use 
of  potassium  lactate  and  sodium  lactate 
as  flavor  enhancers  and  flavoring  agents 
in  various  meet  and  poultry  products. 
The  Food  end  Drug  Administration 
(FDA)  has  affirmed  these  substances  as 
generally  leco^iized  as  ssfe  (C^IAS)  for 
use  as  direct  human  food  ingredients,  as 
flavor  enhancers,  flavoring  agents, 
adjuvants,  humectants.  ami  pH  control 
agents,  except  in  iniuit  formulas  and 
infant  food,  when  used  at  levels 
sufficient  for  purpoee  in  accadance 
with  good  menufocturing  practioaa.  Tills 
final  rule  is  in  response  to  petitions 
submitted  by  Oscar  Mayer  Foods 
Corporation  and  Shenandoah  Products, 
Inc. 

EFFECTIVE  DATE:  February  12, 1993. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Charles  R.  Edwards,  Director,  Product 
Assessment  Division,  Regulatory 
Programs,  Food  Safety  and  Inspection 
Service,  US.  Department  of  Agriculture, 
Washington  DC  20250,  Area  Code  (202) 
205-0080. 

SUPPLEMENTARY  MFORMATKM: 

Executive  Order  12291 

The  Agency  has  determined  that  this 
final  rule  is  not  a  major  rule  within  the 
scope  of  Executive  Cutler  12291.  It  will 
not  result  in  (1)  an  annual  effect  on  the 
economy  of  $100  miUim  or  more;  (2)  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal,  State,  or  local  government 
agencies,  or  geographic  regions;  or  (3)  a 
significant  adverse  effect  on 
competition,  employment,  investment, 
productivity,  innovation,  or  the  ability 
of  United  States-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  export  marked 

Executive  Order  12778 

This  final  rule  has  been  reviewred 
pursuant  to  Executive  Order  12778. 
Civil  Justice  Hefixnn.  This  final  rufe 
concerns  the  use  of  substances  in  meat 
and  poultry  products.  States  are 
predutted  from  imposing  and  maridng. 
labeling.  paAaging.  or  ingredient 
requirements  on  federally  inspected 
meat  or  poultry  products  that  are  in 
addition  to.  or  different  than  those 
imposed  under  the  Federal  Meat 
hispection  Act  (FMIA)  (21  U.S.C.  678) 
or  Poultry  Prodocts  bispeotion  Act 
(PPLV)  (21  U.S.C  467e).  States  may. 
howraver,  exevdae  concurrent 
jurisdiction  over  meat  and  poultry 
products  that  are  outside  official 
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establishments  for  the  purpose  of 
preventing  the  distribution  of  meat  or 
poultry  products  that  are  misbranded  or 
adulterated  under  the  FMIA  or  PPIA.  or. 
in  the  case  of  imported  articles  which 
are  not  at  such  an  establishment,  after 
their  entry  into  the  United  States.  States 
that  conduct  meat  and  poultry 
inspection  programs  must  impose 
requirements  at  least  equal  to  those 
imposed  on  federally  inspected 
products  and  establishments  under  the 
FMIA  or  PPIA.  These  States  may, 
however,  impose  mora  stringent 
requirements  on  such  State-inspected 
products  and  establishments. 

This  rule  is  not  intended  to  have 
retroactive  effect.  There  are  no 
applicable  administrative  procedures 
that  must  be  exhausted  prior  to  any 
judicial  challenge  to  the  provisions  of 
this  final  rule.  However,  the 
administrative  procedures  specified  in  9 
CFR  306.5  and  381.35  must  be 
exhausted  prior  to  any  judicial 
challenge  of  the  application  of  the 
provisions  of  this  rule,  if  the  challenge 
involves  any  decision  of  an  inspector 
relating  to  inspection  services  provided 
under  the  FMIA  or  PPIA.  The 
administrative  procedures  specified  in  9 
CFR  part  335  and  prt  381.  subpart  W. 
must  be  exhausted  prior  to  any  judicial 
challenge  to  the  application  of  the 
provisions  of  this  rule  with  respect  to 
labeling  decisions. 

EffecU  on  Small  Entities 

The  Administrator,  FSIS  has 
determined  that  this  final  rule  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
This  final  rule  provides  manufacturers 
the  option  of  using  potassium  lactate 
and  sodium  lactate  as  flavor  enhancers 
and  flavoring  agents  in  various  meat  and 

{>oultry  products.  Manufacturers,  both 
arge  and  small,  opting  to  use  potassium 
lactate  and  sodium  lactate  as  flavor 
enhancers  and  flavoring  agents  in 
various  meat  and  poultry  products 
would  be  required  to  revise  the 
ingredients  statement  on  product  labels 
to  show  the  presence  of  potassium 
lactate  and  sodium  lactate.  However, 
any  costs  associated  with  new  label 
applications  would  be  covered  under 
existing  approved  paj>erwork  burdens  of 
FSIS's  prior  label  approval  system. 
Thus,  the  final  rule  imposes  no  new 
paperwork  requirements  on  industry. 

Background 

The  Agency  has  been  petitioned  by 
Oscar  Mayer  Food  Corporation  (Oscar 
Mayer)  to  amend  the  Federal  meat  and 
poultry  products  inspection  regulations 
to  allow  the  use  of  potassium  lactate 
and  sodium  lactate  as  flavor  enhancers 


and  flavoring  agents  in  cooked  meat  and 
poultry  products.  The  petitioner  wishes 
to  use  potassium  lactate  and  sodium 
lactate  to  contribute  to  the  salty  taste  in 
cooked  meat  and  poultry  products. 
Oscar  Mayer  contends  that  potassium 
lactate  and  sodium  lactate  can  be  used 
in  conjunction  with  sodium  chloride 
(common  table  salt)  to  achieve  a  salty 
flavor  in  these  products.  In  support  of 
this  contention,  the  petitioner  has 
conducted  flavor  studies  in  cooked  meat 
and  poultry  products,  comparing  the 
levels  for  equivalent  saltiness  of  sodium 
lactate  and  sodium  chloride.  Results 
from  these  studies  have  reveeled  that  in 
roasted  turkey  breast,  2.1  percent 
sodium  lactate  has  the  equivalent 
saltiness  equal  to  0.5  percent  sodium 
chloride:  and  in  cvired  cooked  beef,  2.5 
percent  sodium  lactate  equals  0.8 
sodium  chloride.  Oscar  Mayer  believes 
that  their  data  "clearly  demonstrates  the 
sodium  lactate  has  the  technical  effect 
of  a  flavoring  by  contributing  to  the 
salty  taste  of  products."  The  petitioner 
has  presented  no  figures  on  the  levels  of 
use  necessary  to  at^ieve  saltiness 
equivalent  of  potassium  lactate,  but  has 
estimated  that  they  would  be  the  same 
as  for  sodium  lactate.  The  Agency  agrees 
with  the  petitioner's  estimate 
concerning  potassium  lactate,  due  to 
FDA's  assessment  sodium  lactate  and 
potassium  lactate  and  reports  on  lactic 
acid  and  lactates  that  affirm  that  sodium 
and  potassium  salts  of  lactic  acid  will 
perform  the  technical  effects  of  flavor 
enhancer  and  flavoring  agency. 

While  the  Agency  was  evaluating  the 
petition  and  background  information 
from  Oscar  Mayer  Foods  Corporation,  a 
petition,  supported  by  pertinent 
technical  information,  was  also 
submitted  by  Shenandoah  Products. 
Inc..  for  the  use  of  sodium  lactate  up  to 
2.0  percent  in  raw  poultry  as  a  flavor 
enhancer.  TTie  technical  information 
includes  results  of  taste  panel  and 
chemical  rancidity  evaluations  of 
groimd  turkey  samples. 

The  data  submitted  by  Shenandoah 
Products  show  results  from  taste  panel 
evaluations  of  cooked  groxuid  turkey 
patties  containing  four  different  levels 
of  sodium  lactate.  The  four  different 
levels  used  were  0  percent  (control 
samples).  0.5  percent,  1.0  percent,  and 
2.0  percent.  Samples  were  evaluated  on 
their  "meaty"  flavor  by  a  trained  taste 
panel  at  Webb  Technical  Group.  Inc.. 
Raleigh.  North  Carolina.  In  eadi 
replication  of  the  panel,  ground  turkey 
with  sodium  lactate  was  preferred  over 
the  flavor  of  control  samples.  Three  of 
the  four  replication  samples  with  2.0 
percent  sodium  lactate  were  scored 
higher  than  other  samples. 


FSIS  believes  that  meat  and  poultry 
products  will  not  become  aduherated  by 
the  use  of  potassium  lactate  and  sodium 
lactate  as  flavor  enhancers  and  flavoring 
agents  in  processing  at  levels  that  do  not 
exceed  2.0  percent.  These  substances 
were  affirmed  as  GRAS  by  the  FDA  on 
April  6. 1987,  for  use  as  direct  human 
food  ingredients,  as  flavor  enhancers, 
flavoring  agents,  adjuvants,  humectants, 
and  pH  control  agents,  except  in  infant 
formulas  and  infant  foods.  Potassium 
lactate  and  sodium  lactate  were  added 
to  21  CFR  184.1639  and  184.1768  (52  FR 
10884).  That  regulation  affirmed  these 
substances  as  GRAS  at  levels  sufficient 
for  piupose  when  used  in  accordance 
with  good  manufacturing  practices. 

Proposed  Rule 

Based  upon  FDA's  prior  safety 
determinations,  as  evidenced  by  its 
GRAS  findings.  FSIS  published  a 
proposed  rule  on  March  1. 1990  (55  FR 
7339),  to  approve  the  use  of  potassium 
lactate  and  sodium  lactate  as  flavor 
enhancera  and  flavoring  agents  in 
various  meat  and  poultry  products  at 
levels  not  to  exceed  2.0  percent  in 
accordance  with  FDA  regulations  (21 
CFR  184.1639  and  184.1768).  These 
substances  would  not  be  permitted, 
however,  in  meat  or  poultry  products 
produced  for  consumption  by  infants. 

The  Administrator  has  determined 
that  (1)  the  proposed  use  of  potassium 
lactate  and  sodium  lactate  would  be  in 
compliance  with  applicable  FDA 
requirements.  (2)  their  use  would  be 
functional  and  suitable  for  the  products 
intended.  (3)  the  substances  would  be 
used  at  the  lowest  level  necessary  to 
accomplish  their  intended  technical 
effect,  and  (4)  the  use  of  these 
substances  in  products  at  levels  not  to 
exceed  2.0  percent  would  not  render  the 
products  aoulterated,  misbranded.  or 
otherwise  not  in  accordance  with  the 
requirements  of  the  Federal  Meat 
Inspection  Act  and  the  Poultry  Products 
Inspection  Act. 

Discussion  of  Comments 

The  Agency  received  18  comments  in 
response  to  the  proposed  rule.  Eight 
comments  were  submitted  by  meat  and 
poultry  processors.  4  by  ingredient 
manufacturers.  3  by  trade  groups.  2  by 
academia.  and  1  by  a  research 
organization.  Eleven  of  the  18  comments 
were  in  support  of  the  proposed  rule, 
while  the  remaining  7  opposed  the 
proposed  rule. 

1 .  Meat  Poultry  Processors 

The  seven  meat  and  poultry 
processors  that  supported  the  proposed 
rule  in  its  entirety  believe  that  the  flavor 
enhancing  properties  of  sodium  lactate 
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add  si^ificanlly  to  the  flavor  of  meet 
and  poultry  products.  One  of  the 
supporters  stated  that  the  proposal  dtes 
that  sodiiim  lactate  and  potassium 
lactate  were  affirmed  as  GRAS  by  FDA 
for  use  as  direct  htunan  food  in^edients 
as  flavor  enhancers  and  flavor 
ingredients.  The  regulations  affirmed 
these  substances  as  GRAS  at  levels 
sufficient  for  purpose  when  used  in 
accordance  with  good  man\ifecturing 
practices.  Therefore,  the  commenters 
proposed  that  the  upper  usage  level  of 
2.0  percent  based  on  formulation  be 
deleted  from  the  proposal  and  that  use 
be  pannitlad  at  1^^  sufficient  for 
purpose,  llie  one  processor  that 
<^posed  the  proposed  rule  believes  that 
the  primary  purpose  of  using  lactate 
salts  is  to  improve  food  safisty  by 
retarding  growth  of  common  spoilage 
bacteria.  This  processor  stated  that  the 
secondary  effects  are  as  a  flavor 
enhancer  or  flavoring  agent.  The 
processor  also  stated  that  the 
Department  should  amsider  a  category 
of  "lactate  salts."  . 

2.  Trade  Groups 

One  trade  group  supports  the  use  of 
potassium  lactate  and  sodium  lactate, 
but  also  believes  that  the  uses  should  be 
allowed  at  levels  sufficient  for  purpose. 
Another  trade  group  objects  to  the 
proposed  use  of  these  substances  as 
flavor  enhancers  and  flavoring  agents  in 
meat  and  poultry  products  and  requests 
that  the  moposed  regulation  either  be 
modified  to  recognize  that  lactates  are 
hmng  used  for  their  preservative 
characteristics  or  be  withdrawn. 

The  other  trade  association  that 
opposed  the  proposed  rule  supports  a 
complete  represmitation  of  the  uses  of 
potasaium  lactate  and  sodium  lactate  in 
one  rulemaking.  It  stated  that  the  use  of 
these  ingredients  in  meat  and  poultry 
products  has  functional  value  for  their 
intended  technical  effect  and  are  self- 
limiting  in  terms  of  the  amount  to  be 
used  and  should  be  permitted  by 
regulation. 

3.  Academia 

Two  universities  supported  the 
proposed  rule.  One  university  believes 
that  lactates  provide  a  substantial 
benefit  in  relation  to  product  flavor 
when  incorporated  into  processed  meat 

f>roducts.  h  contends  that  indicating 
actates  by  their  conunon  and  usual 
name  in  the  ingredients  statement 
would  provide  sufficient  information  for 
tiie  consumer  to  satisfy  the  requirements 
of  ingredient  identification. 

The  other  university  gave  a  summary 
of  its  research  that  documents  the  flavor 
enhancing  duracteristics  of  sodium 
.lactate.  The  data  strongly  suggest  that 


the  addition  of  sodium  lactate  to  cotdced 
beef  products  enhances  the  flavor  of 
these  products.  Trained  sensory 
evaluation  panels  reported  that  cooked 
beef  ("brothy"),  serum  ("bioody'1.  and 
grain  ("cowy")  flavor  notes  were 
enhaxkcad  with  the  addition  of  sodium 
lactate.  According  to  consumer  sensory 
panel  evaluations,  sodium  lactate- 
treated  samples  were  more  desirable 
overall  in  texture  and  flavor.  Overall 
flavor  and  beef  flavor  were  enhanced  by 
the  addition  of  sodium  lactate. 

Although  treated  samples  were  saltier, 
there  was  no  difference  in  desirability  of 
the  salty  taste.  Treated  roasts  were  more 
offta  described  by  consimier  panelists 
as  being  more  flavorfiil  with  a  stronger 
beefy  or  meaty  flavor,  while  control 
samples  were  more  bland  with  a  weak 
beefy  flavor  and  not  enough  seasonings 
or  salt.  These  research  data  also 
document  the  use  of  sodium  lactate  in 
limiting  microbial  growth  in  cooked, 
whole  muscle  beef  top  roimd  roast.  This 
imiversify  strongly  supports  either  the 
incorporation  of  the  "antimicrobial" 
benefits  into  the  cxirrent  ruling  or  the 
drafting  of  a  second  proposed  rule 
which  documents  the  use  of  potassium 
lactate  and  sodium  lactate  as  a  means  of 
controlling  microbial  growth.  Also,  the 
university  supports  limiting  usage  of 
sodium  lactate  to  a  maximum  of  5.0 

Sercent  in  the  final  product  for  either 
avor  enhancement  or  microbial  growth 
inhibition  uses. 


4.  Ingredient  Manufacturers 

Of  the  four  food  ingredient  companies 
commenting  on  the  proposed  rule,  only 
one  voiced  its  support.  The  major 
concerns  of  the  companies  opposing  the 
proposed  rule  were:  (1)  The  primary 
intended  effect  of  sodium  lactate  is 
extended  shelf  life,  even  possible 
storage  without  refrigeration;  (2)  only 
one  preservative  would  be  avaiUdBla  to 
industry  whidi  would  add 
approximately  3  cents  par  pound  cost  to 
the  proihict  containing  it  tnus  creating 
a  monopoly  and  un&ir  treatment  to 
industry.  (3)  this  would  be  the  first  time 
in  modem  history  that  a  preservative 
would  be  allowed  in  fresh  and  noD- 
cuied  cooked  meat  products  produced 
under  FSIS  regulations;  (4)  the  proposed 
rtile  does  not  recognize  the  most 
commfx)  use  of  the  lactates  whidi  is  as 
an  antimicrobial  agent  to  reduce 
undesirable  microorganism  growth;  (S) 
the  proposed  rule  is  unclear  as  to 
whether  the  proposed  2.0  percent 
maximum  usage  level  refers  to  sodium 
lactate  and  potassium  lactate  at  the  100 
percent  pure  basis,  whidi  is  not 
commerdally  available,  or  the  60 
percent  solutions  in  water  which  are  the 
normal  prodiicts  of  commerce;  and  (6) 


tliay  wen  not  aware  that  potassium 
lactate  has  a  "salty  taste"  like  that  of 
sodiimi  ladate. 

5.  Research  Organization 

A  research  organization  supported  a 
rulemaking  that  is  based  on  complete 
representation  of  sodixmi  lactate  and 
potassium  lactate  and  their  functional 
pn^Milies. 

Raqranse  to  Cmnments 

lliis  rulemaking  permits  the  use  of 
potassiiun  lactate  and  sodium  lactate  as 
flavor  enhancers  and  flavoring  agents  in 
various  meat  and  poultry  products.  The 
second  rulemaking,  under  consideration 
by  the  Agency,  proposes  the  use  of 
potassiiun  lactate  and  sodium  lactate  as 
secondary  barriers  to  the  growth  of 
certain  pathogenic  microorganisms  in 
refrigwrated.  ready-to^at.  hermetically 
pacl^ed,  cooked  uncured  and  cured 
meat  and  poultry  products. 

Potassium  lactate  and  sodium  lactata 
may  be  considered  as  having 
"antimicrobial"  properties,  and  the 
Agency  already  allows  the  use  of  certain 
substances  vnih  antimicrobial 
properties  but  classifies  them  by  tfamr 
primary  functions.  For  example,  sodium 
nitrate  and  glucono  delta-lactone  have 
antimicrobial  properties  but  are  curing 
agents  and  acidulants,  respectively. 
With  regard  to  the  concern  that  only  one 
preservative  would  be  available  to 
industry,  both  potassium  lactate  and 
sodium  lactate  are  available  to  the 
industry,  but  are  not  proposed  for  use  as 
"preservatives,"  nor  do  data  support 
that  a  product  containing  potassium 
lactate  and  sodium  lactate  could  be 
stored  at  room  temperatures  without 
rewlting  in  a  spoiled  product  Also, 
potassium  lactate  and  sodium  lactate  are 
not  classified  as  "preservatives"  by 
FDA. 

Potassiun^lactate  and  sodium  lactate 
usually  exist  as  solutions  of  60  percent 
lactate  to  40  percent  water.  The  2.0 
percent  given  in  the  proposed  rule 
means  2.0  percent  on  a  pure  basis. 
Potassium  lactate  and  sodium  lactate^ 
will  be  listed  by  their  common  name  in 
the  ingredients  statement  This  will 
provide  consumers  with  suffident 
information.  Additionally,  suffident 
data  exist  to  support  the  flavor 
enhancing  effects  of  ladates. 


Final  Rule 

After  careful  consideration  of  the 
comments  and  other  available 
information,  FSIS  is  amending  the  chart 
of  approved  substances  in  9  CFR  318.7 
and  381.147  to  include  the  use  of 
potassium  lactate  and  aodium  lactate  as 
flavor  enhancers  and  flavoring  agents  at 
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levels  not  to  exceed  2  percent  for  use 
various  meat  and  poultry  products. 

ListofSabiects 

9CFRPart318 

Food  additives.  Meat  inspection. 
9  CFR  Part  381 

Food  additives.  Poultry  inspection. 


in      PART  318-CNTRY  INTO  OFFICIAL 
ESTABUSHMENTS;  RBNSPECTION 
AND  PREPARATION  OF  PflOOUCTS 

1.  The  authority  citation  for  part  318 
continues  to  read  as  follows: 

Anttocity:  7  U.S.C  450, 1901-1906;  21 
U.S.C  601-695;  7  CFR  2.17. 2.55. 

2.  Section  318.7(c)(4)  is  amended  by 
adding  to  the  chart  of  substances,  under 


the  Class  of  substance  "Flavoring 
agents;  protectors  and  developers."  the 
following  substances  at  the  end  thereof: 

f31t.7    Approval  of  subelwwee  for  use  In 
the  preparatfofi  of  preduds. 

(c)*  •  • 
(4)  •  '  • 


CiMSOl 


SUxtancs 


PwpoM 


Products 


Amount 


Flavoring  agwtlK  imMMon  and  d«-    Potatrium  iKtat* To  «Bvor  pcoAict 

vdopeft. 


Sodhjm  lactate 


VaUoM  nw«  and  iMM  lood  prod-  Not  to  «MOoad  2  pwcant  o(  (omwla- 
ucti.  awifpt  miant  tonnula  and  Son;  m  aocofdance  wim  21  CFR 
Want  lood>  184.1630. 

^      . Not  to  anead  2  pereant  o»  tonnula- 

flon;  In  aooordanca  wHh  21  CFR 
104.1768. 


*lntomMllan  w  to 
bKpaetan  TactMiieal 


FoodSaMyand 


uMOtM*  lubMnM  K  ipprovad  may  to 
Satvioa.  U.S.  Otpaittnanl  ct  Agrtcutura. 


upon  inqi*ytd*aaaad  to  Da 


Mid  Ubalng  DMakm.  Maal  and  Pouaiy 


PART  381— POULTRY  PRODUCTS 
INSPECTION  REGULATIONS 

3.  The  authority  citation  for  part  381 
continues  to  read  as  follows: 

Anthanty:  7  U.S.C  450;  21  U.S.C  451- 
470;  7  CFR  2.17.  2.55. 


4.  Section  381.147(f)(4)  is  amended  by  1381.147    noetrietfmsen  iheuee  of 

adding  to  the  table  of  substances,  under  subeleneee  In  pouWry  products 

the  Class  of  substance  "Flavoring  .        •        •        •        • 

agentsr  protectors  and  developers."  the  jq  •  •  • 

following  substances  at  the  end  thereof:  >^i  •  •  • 


Class  o(  aubatanca 


Subatanca 


Puipoaa 


Products 


Amounts 


Flavoiing  agan^ 
valopen. 


praiscton  and  da-    Potassium  lactate To  flavor  protkict 


Sodkan  lactate 


Vaflous  poultry  and 
products,  except 
widimantiood.* 

»„.4l0...—  ~ 


pouKry  (ood 
formula 


Not  to  exceed  2  percent  c«  formula- 
tion; m  accordance  with  21  CFR 
184.1639. 

Not  to  aaoead  2  percent  o<  formula- 
tion: m  aooordwioo  wWi  21  CFR 
164.1768. 


>Meniiaiien  aa  to  flw 
■MpacBon  lacnraEV 


predueH  tor 
Food  SalMy  and 


uaa  ol  Ma  auDManoa  la  approMd  >iay  to  «*?*2?  "SSlUf^liZ 
f««  Smka.  as.  OwH«MM  d  /taricHSuiiak  Sm*  BuSdtag.  l«li 


addraaaad  to  •»  Slandanti  and 


%:;:i:j!rrDi^iSmiT*ssj;i^^ 


DMilon.  Maal  and  Poutiy 

Dcaoeso. 


Done  at  Washington.  DC  on  December  31, 
1992. 

B.  Rnaaell  Craaa, 

Administrator.  Food  Safety  and  Inspection 
Service. 

IFR  Doc  93-696  Filed  1-12-93;  8:45  am] 
IHJJNa  COOK  S*i« 


ACTION:  Final  rule. 


DEPARTMENT  OF  THE  TREASURY 

omc«  Of  tiM  Comptroller  of  the 
Curreitcy 

12  CFR  Part  7 
[Docket  Na  •3-4)1] 

Meaaonger  Sorvfcos 

AQCNCV:  Comptroller  of  the  Cxurency. 
Treasury. 


SUMMARY:  This  action  revises  the 
Interpretive  Ruling  of  the  Office  of  the 
Comptroller  of  the  Currency  (the  Office 
or  OCC)  regarding  the  use  of  messenger 
services  by  national  banks  and  their 
customers  to  facilitate  transactions 
between  them.  This  action  is  needed  to 
update  the  ruling  to  reflect  current  case 
law.  The  action  is  intended  to  provide 
guidance  to  national  banks  concerning 
the  applicability  to  messenger  services 
of  the  branching  restrictions  set  forth  in 
the  McFadden  Act. 

EFFECTIVE  DATE:  January  13. 1993. 

FOR  FURTHER  MFORMATNM  CONTACT: 
Jerome  Edelstein.  Senior  Counsel. 
Corporate  Operations  and  Resolutions 
Division.  (202)  874-5300;  Cindy 
Hausch.  Licensing  Policy  and  Systems 


Analyst,  Bank  Organization  and 
Structure,  (202)  874-5060. 

SUPPLEMENTARY  MFORMATKNl: 

L  Background 

Interpretive  Rule  7.7490, 12  CFR 
7.7490,  has  long  established  the 
standards  imder  which  national  banks 
and  their  customers  may  use  messenger 
services  to  transport  items  pertaining  to 
deposits,  withdrawals  and  other 
business  transactions  between  the  bank 
and  the  homes  or  offices  of  specific 
customers  without  the  need  for  the  . 
national  bank  to  seek  branch  approval. 
During  the  past  several  years,  however, 
certain  issues  have  been  raised  with 
respect  to  the  use  of  such  services  and 
the  utility  of  this  ruling  has  been  called 
into  question.  See,  e.g..  Brown  v.  Clarke, 
873  F.2d  627  (2d  Or.  1989). 
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Specifically,  issues  relate  to  the  use  by 
national  bulks  of  messenger  services  for 
branching  and  non-branching  hmctions 
and  about  the  use  of  messenger  services 
owned  by  the  bank  or  by  third  parties. 
Applying  the  relevant  statutes,  case 
law,  and  OOC  precedents  on  a  case-by- 
case  basis,  the  CXX  has  analyzed 
proposals  to  use  such  facilities  to 
determine  whether  they  are  authorized 
under  the  incidental  powers  clause  of 
12  U.S.C.  24(7)  and.  when  applicable, 
the  McFadden  Act.  12  U.S.C  36.  which 
governs  national  bank  branching.  The 
following  revision  to  Interpretive  Rule 
7.7490  reflects  the  OOC's  position  on 
these  issues. 

n.  Purpose  of  this  Reriskm 

This  revision  seeks  to  clarify  the 
CXX's  position  in  situations  in  which: 
(1)  A  national  bank  establishes  a 
messenger  service  or  uses  a  messenger 
service  established  by  a  third  party  for 
non-branching-related  transactions;  (2)  a 
messenger  service  established  by  a  third 
party  is  used  for  branching-related 
transactions;  and  (3)  a  national  bank 
establishes  a  messenger  service  for 
branching-related  transactions. 

The  rule  establishes  .a  safe  harbor 
under  which  national  banks  and  their 
customers  may  use  third-party 
messenger  services  to  enga^  in 
transactions  pertaining  to  branching 
activities  without  the  messenger  service 
being  deemed  a  branch.  This  safe  harbor 
is  not  meant  to  be  exclusive.  Alternative 
factors,  as  determined  on  a  case-by-case 
basis,  may  justify  a  similar  conclusion. 

ni.  Analysis 

The  ruling  is  based  on  case  law  which 
has  placed  emphasis  on  two  primary 
factors  in  determining  whether  a 
particular  facility  is  subject  to  the 
McFadden  Act:  whether  the  activity 
involved  is  a  branching  function;  and 
whether  the  facility  has  been 
"established"  by  the  national  bank. 

A.  Messenger  Services  Are  Considered 
To  Be  Bank  Branches  if  They  Engage  in 
"Branching  Functions"  and  Are 
"Established"  by  the  Bank 

1.  Branching  Fimctions 

A  national  bank  may  undertake 
branching  functions  only  at  its  main 
office  or  at  a  branch  office.  It  is 
undisputed  that  the  functions 
mentioned  in  12  U.S.C.  36(f) — receiving 
deposits,  making  loans,  and  paying 
checks — are  branching  functions  subject 
to  the  McFadden  Act's  limitations.  The 
Supreme  Court  in  Clarke  v.  Securities 
Industry  Association,  479  U.S.  388 
(1987)  (Clarke),  however,  left  open  the 
question  of  whether  functions  other 


than  these  three  functions  constitute 
branching  functions — what  it  referred  to 
as  "core  banking  functions" — subject  to 
the  branching  limitations  set  forth  in  the 
McFadden  Act.  Id.  at  409.  But  the  Court 
did  make  it  clear  that  not  all  of  the 
activities  in  which  a  national  bank 
engages  are  considered  "core  banking 
functions" — that  is,  not  all  activities  are 
branching  functions.  Id.  (discount 
brokerage  service  is  not  a  core  banking 
function  and,  thus,  is  not  subject  to  the 
McFadden  Act).  A  national  bank  may 
engage  in  such  nonbranching  functions 
without  regard  to  the  restrictions 
imposed  by  the  branching  laws. 

The  Supreme  Court  also  held  that 
where  a  national  bank  owns  and 
controls  a  facility  involved  in  branching 
functions,  that  facility  will  be 
considered  to  be  a  branch  despite 
contractual  arrangements  regarding  the 
relationship  between  the  bank  and  the 
customer  that  would  suggest  otherwise. 
Thus,  the  Supreme  Court  held  that  an 
armored  car,  undeniably  owned  and 
controlled  by  a  national  bank,  was  a 
branch  of  that  bank  if  it  engaged  in 
branching  functions  specified  in  12 
U.S.C.  36(f).  See  First  National  Bank  of 
Plant  Cityv.  Dickinson.  396  U.S.  122 
(1969)  ("Plant  Qty").  The  Court  noted 
that  the  national  bank  in  that  case 
employed  the  teller  and  driver-guard, 
operated  the  car  under  the  name  of  the 
bank,  directed  all  of  its  movements  and 
routing,  paid  for  the  cost  of  the  car's 
operations,  and  assumed  complete 
responsibility  for  the  deposits  during 
transport  through  an  insurance  policy 
bought  and  paid  for  by  the  bank.  Id.  at 
127-128.  The  Court  concluded  that  the 
facility  was  a  branch  of  the  bank  despite 
a  contractual  arrangement  between  each 
customer  and  the  bank  which  specified 
that,  in  providing  the  service,  the  bank 
was  acting  as  agent  for  the  customer  and 
transmittal  of  currency  and  cash  items 
would  not  be  deemed  to  be  a  deposit 
until  delivered  to  a  bank  teller  at  the 
bank's  office.  Id. 

2.  "Establishment"  of  a  Branch 

Assuming  a  facility  engages  in 
transactions  pertaining  to  the  branching 
functions  within  the  meaning  of  section 
36(f).  the  next  issue  in  determining 
whether  that  faciUty  is  a  "branch"  is 
whether  the  facility  has  been 
"established"  by  the  bank.  Two  cases 
are  particularly  relevant  to  this  issue.* 

a.  The  Smitn  and  Marine  Midland 
Cases.  In  Independent  Bankers 
Association  v.  Smith,  534  F.2d  921  (D.C. 
Or.),  cert,  denied.  429  U.S.  862  (1976) 


*  The  Suprome  Court  in  Pkmt  Qty  did  not  have 

to  address  this  issue.  Under  the  facts,  it  was  clear 
that  the  national  bank  had  established  the  facility. 


(Smith),  die  court  rejected  the 
Comptroller's  argument  that  a  bank- 
owned  CBCT.  which  the  court  found  to 
receive  deposits,  was  not  a  branch 
because  the  CBCT  was  indistinguishable 
£rom  the  mail  or  a  telephone  used  to 
facilitate  deposit  taking.  The  court 
stated  that  facilities  such  as  mailboxes 
were  not  bank  branches  because  they 
were  not  "established  (i.e.,  owned  or 
rented)"  by  the  baiiL  "rhe  court 
concluded,  however,  that  because  the 
CBCT  was  owned  by  the  bank,  it  was  a 
branch.  In  accordance  with  this 
determination,  the  OCC  incorporated 
the  "owned  or  rented"  standard  into  its 
regulation  pertaining  to  the 
establishment  by  nationalbanks  of 
CBCTs  as  branches.  12  CFR  5.31. 
Subsequently,  the  Court  of  Appeals  for 
the  Second  Circuit  applied  this  test  in 
determining  that  an  automatic  teller 
machine  owned  by  a  supermarket  did 
not  constitute  a  branch  of  a  national 
bank  the  customers  of  which  used  the 
facility.  See  Independent  Bankers 
Association  of  New  York  State  v.  Marine 
Midland  Bank.  757  F.2d  453  (2d  Cir. 
1985).  cert,  denied,  476  U.S.  1186  (1986) 
(Marine  Midland). 

The  court  in  Marine  Midland 
observed  that  the  supermarket,  rather 
than  the  bank,  determined  where  the 
facility  was  to  be  located,  maintained 
the  facility,  decided  whether  to  allow 
customers  of  different  banks  to  use  the 
facility,  and  identified  the  machine  as 
its  own.  id.  at  462.  In  addition,  the  court 
concluded  that  the  transaction  fees  paid 
by  the  bank  each  time  a  customer  used 
the  facility  did  not  constitute  "rent"  and 
did  not  render  the  facility  a  bank 
branch.  Id.  at  463. 

The  OCC  believes  that  the 
establishment  standard  as  developed  in 
Smith  and  Marine  Midland  is  directly 
applicable  to  messenger  services.  If,  as 
in  Smith,  mailing  a  deposit  with  postage 
paid  by  the  bank  does  not  cause  the  Post 
Office  to  be  a  branch,  the  OCC  believes 
that  other  forms  of  third  party 
messenger  services  need  not  be  subject 
to  the  McFadden  Act's  restrictions. 
Moreover,  at  least  one  case  predating 
Smith  and  Marine  Midland  applied  an 
approach  similar  to  those  cases  in 
holding  that  a  third  party  messenger 
service  was  not  a  branch.  See  Dickinson 
V.  Bay  National  Bank  and  Trust  Co., 
Marianne  Civil  Action  No.  673  (N.D. 
Fla.  1973). 

b.  OCC  Precedent.  In  addition  to  the 
considerations  set  forth  in  Smith  and 
Marine  Midland,  the  OCC  in  its  rule  and 
related  interpretations  regarding 
whether  messenger  services  are 
branches,  has  long  considered  the 
following  to  be  relevant  in  determining 
whether  a  messenger  service  fecility  is 
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a  branch:  the  existaaca  of  an  «gKiqr 
agreenMat  betwmn  Um  BMM«i|pr 
service  and  the  cuatomar,  the  mk 
undertaicaD  by  the  naaaeBgar  sarvioa 
during  transit,  and  the  t&A  that  items 
are  not  onsidarad  to  be  received  by  the 
bmik  until  deliwred  to  the  bank's 
iremisea  and  are  considated  to  be  paid 
jy  the  bank  when  they  v  given  to  the 
meaaenger.  The  OCX:  is  retaining  these 
factors  as  part  of  the  aafis  haibor  test  for 
deteminix^  whether  such  fodllties  are 
branches. 

IV.  FTpla— Hna  oTriM  larWen 

Based  on  the  general  principles  set 
forth  above,  the  OCC  is  revising  its 
ourent  ruliJog  on  messenger  servicss.  12 
CFR  7.7400.  to  provide  more  ^>ecific 
guidance  to  national  banks  with  respect 
to  the  estabHshmant  of  messenger 
services  and  to  clarify  the  drcunutances 
under  which  branch  applications  are 
required  for  such  facilities.  The 
followring  summarixes  the  revised 
ruling: 

A.  Section  7.7490(a):  Definition  of 
Messe^'*4ter  Service 

Paiap  jph  (a)  defines  a  "messenger 
service"  as  any  service  used  by  a 
national  bank  and  its  customers  to  pick 
up  from  and  deliver  to  specific 
customers  at  locations,  such  as  their 
homes  or  offices,  items  relating  to 
transactions  between  the  customer  and 
the  bank. 

B.  Section  7.7490(bf:  Kck  up  and 
Delivery  ofUeatg  Retating  to 
NonbrantJting  Activities 

Paragraph  (b)  sUtes  that,  under  12 
U.S.C  24(7),  messenger  services 
involving  nonbranching  functions  may 
be  established  by  national  banks  or 
established  by  third  parties  and  used  by 
national  banks  and  their  customers.  The 
paragraph  states  that  because  only 
nonbranching  functions  are  involved, 
the  McFedden  Act  is  inapplicable  and  a 
nationail  bank  may  establish  such  a 
service  %vithout  OCC  branching 
approval.  Such  functions  include, 
among  other  things,  securities  brokerage 
(see  Clarke  at  479  U.S.  388),  and 
activities  of  a  loan  production  office  (12 
CFR  7.7380).  The  paragraph  also  states 
that,  in  providing  or  using  messenger 
services  to  facilitate  nonbraiu:hing 
activities,  national  banks  may  set  terms, 
conditions,  and  limitations  that  they 
deem  appropriate  to  assun  compliance 
with  sale  and  sound  banking  practioaa. 

This  paragraph  does  not  apply  to 
branching  activities  as  defined  in  12 
U.S.C  36(0.  i.*-.  the  receipt  of  deposits, 
payment  of  checks,  or  lending  of  money, 
In  addition,  as  sUted,  the  Supreme 
Court  has  left  open  the  question  of 


whether  additioaal  activitiaa  may  ba 
coosidared  to  be  oora  banking  functions 
and.  thus,  branching  activities  within 
Uie  niaani<«  of  aactian  36(f).  Sea  Oaik 
at  400.  In  the  event  that  additional 
activities  are  determined  to  be  core 
banking  fiinctions.  proposed  §  7.7490(b) 
would  not  apply  to  the  provision  of 
such  services.  Rathar.  the  provision  of 
such  services  would  be  addrassed  by 
§  7.7490  (c)  or  (d). 

C.  Section  7.7490(c):  Pick  up  and 
Delivety  of  hems  Pertaining  to 
Bnmching  Functions  Where  tiie 
Messenger  Service  Facility  U 
Established  by  a  Third  Patty 

This  paragraph  addresses  messenger 
services  used  by  national  banks  and 
their  customen  to  deliver  items  in 
connection  with  activities  that  are 
branching  functions.  The  facts  and 
circumstances  of  such  use  will 
determine  whether  the  messenger 
service  will  be  considered  to  have  been 
established  and  operated  by  the  third 
party  and  thus  not  be  considered  to  be 
a  branch. 

Paragraph  (cMD  states  that  transport 
of  items  in  connection  with  these 
branching  functions  may  be 
accomplished  thraog))  a  messenger 
service,  notwithstanding  branching 
limitations,  if  a  third  party  establi^es 
and  operates  the  service.  The  paragraph 
provides  that,  in  acting  pursuant  to  this 
ruling,  the  national  bcnk  may  establish 
terms,  conditions,  end  limitations,  noA 
inconsistent  with  this  ruling,  that  it 
deems  appropriate  to  assure  compliance 
with  safe  and  sound  banidng  practices. 

Paragraph  (cK2)  provides  that  whether 
a  messenger  service  has  been 
established  by  a  third  party  will  be 
determined  based  on  an  evaluation  of 
all  of  the  circumstances.  The  paragraph, 
however,  sets  forth  a  safe  harbor,  based 
on  case  lew  and  OCC  precedent,  under 
whidi  a  messenger  service  would  be 
considered  to  be  established  and 
operated  by  a  third  party  and  thus 
would  not  be  considered  to  be  a  branch 
of  the  bank. 

If  a  messenger  service  complies  with 
all  of  the  requirements  set  forth  in  (c)(2), 
the  OCC  will  not  consider  the  facility  to 
be  a  branch.  As  stated,  this  test  is  not 
meant  to  be  exclusive.  Undoubtedly, 
there  could  be  other  factors  that  would 
cause  a  facility  not  to  be  considered  a 
brandi  because  it  vras  not  "established" 
by  the  national  bank.  Likewise,  there 
may  be  facts  and  drcumstanoes  under 
which  the  failure  to  satisfy  certain  of  the 
listed  factors  would  not  cause  the 
facility  to  be  considered  as  a  branch  of 
the  bank. 

Paragraph  (cK3)  permits  a  national 
bank  to  de&ay  costs  incurred  by  a 


customer  in  transpoitiiig  ilama  by  a 
niaaaaigar  aarvioa  without  cauaing  the 
servica  to  be  cQBsidared  as 
"aatahUshad"  by  the  bank.  For  example, 
the  OOCand  tbs  courts  have  long 
reco^sed  that  such  costs  may  be  paid 
by  the  bank  on  a  transactian-l]^- 
transaction  basia.  See  Marine  Jkfidknd 
at  463,  and  §  5.31(0(4)  (pertaining  to 
payment  on  a  transactional  fee  baaia  by 
a  national  bank  lor  custoaaar's 
transactions  at  a  CBCT  facility  owned  by 
a  third  party).  See  also  OCX:  Interprttiva 
Letter  Na  188  of  May  12, 1081. 
reprinted  at  Fed.  Banking  Law  Rap. 
(CCH)  para.  85.269  (payment  of 
transactional  fee  by  a  national  bank  far 
use  of  third  party-owned  CBCT  by  a 
customer  is  analogous  to  the 
distribution  by  a  bank  to  its  customen 
of  poataga-paid  envelopes  far  purpoaes 
of  deposit-by-mail  services).  Iliis 
para^aph  also  staAas  that  the  bank  may 
impoae  terms,  conditions,  and 
limitations  with  respect  to  the  payment 
of  such  exists. 

D.  Section  7.7490(d):  Branching 
Activities  Where  the  Bank  has 
Established  the  Facility 

This  paragraph  states  that,  if  a 
national  bank-eatablishad  messenger 
service  is  condocting  a  branching 
activity,  the  facility  is  sub^  to  the 
relevant  provisians  of  12  CFR  part  5 
regarding  OOC  branch  approvals. 

Notice  and  Comment 

The  OOC  has  determined  that  notice 
and  comment  and  delayed  affsctivenass 
are  unnecessary  under  5  U.S.C  553 
(b)(A)  and  (d)(2)  which  exempts 
interpretive  rules  from  such  prooedures. 

Regulatory  Flexflnlity  Act 

It  is  hereby  certified  that  this 
Interpretive  Ruling  will  not  have  a 
significant  economic  impact  on  e 
substantial  number  of  small  entities. 
Accordingly,  a  regulatory  flexibility 
analysis  is  not  required.  The  purpose  of 
the  ruling  is  to  clarify  the  authority  of 
all  national  banks,  regardless  of  size, 
and  of  their  customers  to  use  messenger 
services  to  facilitate  transactions 
between  them. 

Executive  Order  12291 

The  OCC  has  determined  that  this 
document  is  not  a  major  regulation  as 
defined  in  Executive  Order  12291  and  a 
regulatory  impact  analysis  is  not 
required.  Ovwall.  the  Office  expects  the 
dianges  to  benefit  consumen  and 
national  banks  by  clarifying  the 
authority  of  national  banks  and  their 
customen  to  use  meaaaoger  services  to 
facilitate  transactions  between  them. 
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Lilt  of  Sn^scti  in  12  CFR  Part  7 

Ctedit.  Insurance,  Investments, 
Nati(Hial  banks.  Reporting  and 
recordkeeping  requirements.  Securities, 
Surety  bonds. 

Authority  and  issuance 

For  the  reasons  set  forth  in  the 
preamble,  part  7  of  chapter  I  of  title  12 
of  the  Code  of  Federal  Regulations  is 
amended  as  set  forth  below: 

PART  7— INTERPRETIVE  RUUNGS 

1.  The  authority  citation  for  part  7 
continues  to  read  as  follows: 

Aatfaoritjr:  12  U.S.C  1  etseq.;  12  U.S.C 
93a. 

2.  Section  7.7490  is  revised  to  read  as 
foUews: 

17.7480    Meeaengar  aarvlee. 

(a)  Definition.  For  purposes  of  this 
secdon,  a  "messenger  service"  refsrs  to 
any  service,  such  as  a  couriw  service  or 
armored  car  service,  that  is  used  by  a 
national  bank  and  its  customers  to  pick 
up  from,  and  deliver  to.  specific 
customers  at  locations  such  as  their 
homes  or  offices  items  relating  to 
transactions  between  the  bank  and  such 
customers. 

(b)  Pickup  and  delivery  of  items 
relating  to  nonbmnching  activities. 
Pursuant  to  12  U.S.C  24(7),  a  national 
bank  may  establish  and  operate  a 
messenger  service,  or  use,  with  its 
customers,  a  third  party  messenger 
service,  to  transport  items  relevant  to 
the  bank's  transactions  with  its 
customers  without  regard  to  the 
limitations  set  forth  in  12  U.S.C  36. 
provided  the  service  does  not  engage  in 
branching  functions  within  the  meaning 
of  12  U.S.C  36(f).  In  establishing  or 
using  such  a  facility,  the  national  bank 
may  establish  terms,  conditions,  and 
limitations  that  it  deems  appropriate  to 
assure  compliance  with  safa  and  sound 
banking  practices. 

(c)  Pickup  and  delivery  of  items 
pertaining  to  branching  functions  by  a 
messenger  service  established  by  a  third 
patty.  (1)  Pursuant  to  12  U.S.C  24(7).  a 
national  bank  and  its  customers  may  use 
a  messenger  service  to  pick  up  from, 
and  deliver  to,  customers  items  which 
relate  to  branching  functions  within  the 
meaning  of  12  U.S.C  36(0  without 
regard  to  the  limitations  set  forth  in  12 
U.S.C  36.  provided  the  messenger 
service  is  established  and  operated  by  a 
third  party.  In  using  such  a  facility,  a 
national  bank  may  establish  terms, 
conditions,  and  limitations,  not 
inconsistent  with  this  ruling,  as  it 
deems  appropriate  to  assure  compliance 
with  safa  and  sound  banking  practices. 


(2)  Whether  a  messenger  service  is 
established  by  a  third  party  is  based  on 
a  case-by-case  review  of  all  of  the 
circumstances,  provided  a  messenger 
service  is  established  by  a  third  party  if: 

(i)  A  party  other  than  the  national 
bank  owns  the  service  and  its  facilities 
(or  rents  them  from  another  party  other 
than  the  bank)  and  employs  the  persons 
engaged  in  the  provision  of  the  service; 
and 

(ii)  The  messenger  service: 

(A)  Makes  its  services  available  to  the 
public,  including  other  depository 
institutions; 

(B)  Retains  ultimate  discretion  to 
determine  which  customers  and 
geographical  areas  it  will  serve; 

(C)  Maintains  iiltimate  responsibility 
for  scheduling,  movement,  and  routing; 

(D)  Does  not  operate  under  the  name 
of  the  bank,  and  the  bank  and  the 
messenger  service  do  not  advertise,  or 
otherwise  represent,  that  the  bank  itself 
is  providing  the  service,  although  the 
bank  may  advertise  that  its  customers 
may  use  one  or  more  third  party 
messenger  services  to  transact  business 
with  the  bank; 

(E)  Assumes  responsibility  for  the 
items  during  transit  and  maintains 
adequate  insurance  covering  holdups, 
employee  fidelity,  and  other  in-transit 
losses;  and 

(F)  Enters  into  contracts  with 
customers  which  provide  that  the 
messenger  service  acts  as  the  agent  for 
the  customer  when  the  items  are  in 
transit  between  the  bank  and  the 
customer  and,  in  the  case  of  items 
intended  for  deposit,  such  items  shall 
not  be  deemed  to  have  been  deposited 
until  delivered  to  the  bank  at  an 
established  bank  office,  and.  in  the  case 
of  items  representing  withdrawals,  such 
items  shall  be  deemed  to  be  paid  when 
the  item  is  given  to  the  messenger 
service. 

(3)  A  national  bank  is  permitted  to 
defray  all  or  a  part  of  the  costs  incurred 
by  a  customer  in  transporting  items 
throiigh  a  messenger  service.  Payment  of 
such  expenses  may  only  cover  costs 
associated  with  each  transaction 
involving  the  customer  and  the 
messenger  service.  The  national  bank 
may  impose  such  terms,  conditions,  and 
limitations  as  it  may  deem  appropriate 
with  respect  to  the  payment  of  such 
costs. 

(d)  Pickup  and  delivery  of  items 
pertaining  to  branching  activities  where 
the  messenger  service  is  established  by 
the  national  bank.  A  national  bank  may 
establish  and  operate  a  messenger 
service  to  transport  items  relevant  to  the 
bank's  transactions  with  its  customers  if 
such  transactions  involve  one  or  more 
branching  functions  within  the  meaning 


of  12  U.S.C  36(f).  provided  the  bank 
receives  approval  to  establish  the 
proposed  branch  pursuant  to  the 
relevant  provisions  of  12  CFR  part  S. 

Dated:  August  27, 1992. 
StspiMn  R.  StaBOnBk. 
Acting  ComptroUer  of  the  Currency. 
(FR  Doc  93-697  Filed  1-12-93;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

12CFRPart22S 

[RaguMon  Y;  Ooctiat  No.  H4mS\ 

Review  Criteria  for  Bank  Holding 
Company  Applicationa 

ACaCY:  Board  of  Governors  of  the 
Federal  Reserve  System. 
ACTION:  Final  rule. 

SUMMARY:  The  Board  is  correcting  a 
codification  error  in  a  document 
published  in  58  FR  471,  January  6, 1993. 
That  document  amended  Regulation  Y 
to  implement  certain  regulatory 
improvements  contained  in  sections 
202(d)  and  210  of  the  Federal  Deposit 
Insurance  Corporation  Improvement  Act 
of  1991. 

EFFECTIVE  DATE:  February  4, 1993. 
FOR  FURTHER  MFORMATKM  CONTACT. 
Scott  G.  Alvarez,  Associate  General 
Counsel  (202-452-3583).  or  Brian  E.J. 
Lam.  Attorney  (202-452-2067).  Legal 
Division.  Boud  of  Governors  of  the 
Federal  Reserve  System.  For  the  hearing 
impaired  only.  Telecommunications 
Device  for  the  Deaf  (TDD),  Dorothea 
Thompson  (202-452-3544).  Board  of 
Governors  of  the  Federal  Reserve 
System,  20th  and  C  Streets,  NW.. 
Washington  DC  20551. 
SUPPLEMENTARY  INFORMATION:  The  final 
rule  published  in  the  Federal  Register 
on  January  6, 1993,  revised  §  225. 2(k) 
(defining  the  term  "person")  rather  than 
revising  §  225.2(1)  (defining  the  term 
"principal  shareholder")  of  the  Board's 
Regulation  Y  (12  CFR  225. 2(k)  and  (1)). 
This  final  rule  restores  the  pre-existing 
definition  of  the  term  "person"  in  § 
225.2(k),  and  properly  revises  §  225.20) 
to  define  the  terms  "controlling 
shareholder"  and  "principal 
shareholder"  as  intended  by  the  final 
•  rule  published  on  January  6, 1993. 

List  of  Sub|ects  in  12  CFR  Part  225 

Administrative  practice  and 
procedure,  Banks,  banking.  Federal 
Reserve  System,  Holding  companies. 
Reporting  and  recordkeeping 
requirements.  Securities. 

For  the  reasons  set  for*h  in  the 
preamble,  and  pursuant  to  the  Board's 
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authority  under  Mcdon  5Q>)  of  the  Bank 
Holdii^  Cofopany  Act  of  19S6, 12 
U.S.C.  1844(b).  tha  Board  amaads  part 
225  of  Chaptar  n  of  Titk  12  of  the  Coda 
of  Federal  Regulations  as  follows: 

PART  22S-BANK  HOLDMQ 
COMPANIES  AND  CHANGEVI  BANK 
CONTTtOL 

1.  Tha  authority  dtatkm  for  part  225 
is  revised  to  read  as  follows: 

Aothority:  12  U.S.C  1817(0(13). 
1818(b).  1828(o).  18311. 1843(c)(8). 
1844(b).  19720).  3106.  3108.  3907.  3909. 
3310,  3331-3351. 

2.Section  225.2  is  amended  by 
revising  paragraphs  (k)  and  (!)  to  read  as 
follows: 

I22SJ    DalinMoiM. 


(k)  Person  indudea  an  individual. 
bank.  oorpotatiaD.  paitnarship.  trust, 
association,  joint  venture,  pool, 
syndicate,  sole  proprietorship, 
unincorporatad  organixation.  or  any 
other  form  of  entity.. 

(1)(1)  CoatmUing  ahanhokhr  means  a 
person  that  owns  or  oontiola,  directly  or 
indirectly,  25  percent  or  mora  of  any 
class  of  voting  securities  of  a  bank  or 
other  company. 

(2)  Principal  shareholder  means  a 
person  that  owns  or  controls,  directly  or 
indirectly,  10  percent  or  mora  of  any 
class  of  voting  securities  of  a  bank  or 
other  company,  or  any  parson  that  tha 
Board  determines  has  the  power. 
directly  or  indirectly,  to  exerdse  a 
controlling  influenoB  over  the 
management  or  polkiee  of  a  bank  or 
other  company. 

By  order  of  the  Board  of  Govoniors  of  the 
Fedaal  Rasarva  System,  laauaiy  7. 1903. 
WilliMiW.Wihs. 
Secretary  of  Om  Bocn. 
IFR  Doc.  93-771  Pfled  1-12-93;  «:45  am] 
BNiMa  ooK  Biaavr 


SMALL  BUSMES8  ADMMSTTUT10N 

13  cm  Part  121 

SmaU  Bualnaaa  Staa  Standarda; 


AGENCY:  Small  Business  Administration. 
ACnOM:  hiterim  final  rule. 

flUMMOWY;  The  Small  Businaas 
Administration  (SBA)  is  establishing  on 
an  interim  baais  a  sixe  standard  of  S18.0 
million  in  average  annual  receipts  far 
Environmental  Servkaa.  an  activity 
whidi  involvaa  work  idantiftad  with  a 


number  of  dtfierant  fonctiana  induding: 
preiiniinary  assaaamant,  site  inspadiao, 
testing,  remedial  invaatiaattan, 
feasibility  studiaa.  ramadial  daaign, 
containment,  ramadial  action  and 
seciuity  aid  sit*  doaaouts.  t  is  SBA'e 
detaiminatiaa  that  environniantal 
servioaa  is  an  emarging  induatry  in 
which  firms  perform  tasks  that  depart 
from  traditional  activitiaa  in  any  one 
industry  as  presently  defined  under  the 
Standard  Industrial  Oaaaificatftta  (SIC) 
System;  this  could  result  In  a  different 
and  distinct  industry  etructure  in  whidi 
firms  tend  to  be  of  a  different  sixa  than 
firms  spedalizing  in  any  other  indiistry. 
Until  SBA  is  able  to  review  the 
characteristics  of  this  new  "emerging" 
industry  it  is  choosing  to  use  die  siza 
standard  of  $18.0  million. 

The  reason  imderWing  the  cieetian  of 
a  new  environmental  services  size 
standard  is  to  clarify  the  present 
uncertainty  among  contracting  officers 
in  determining  tha  SIC  classification  of 
contracts  involving  environmental 
services. 

In  addition.  SBA  is  seeking 
information  and  data  which  would 
either  support  18.0  million  size 
standard  for  this  activity  or  suggest  the 
need  for  a  difierant  size  standard.  For 
commentors  offering  a  different  size 
standard,  SBA  is  seeking  data  which 
would  provide  some  perspective  of  the 
magnitude  of  dlffierences  in  industry 
structure  (e.g..  average  firm  size  in 
receipts  and  assets,  size  distribution  of 
firms,  the  concentration  of  economic 
activity  among  a  few  firms,  etc.). 
between  firms  spedalizing  in 
environmental  services  and  firms 
spedalizing  in  activities  which  are 
related,  sudi  as  sanitary  services  and 
refuse  collection  and  dispoaal,  as  well 
as  any  other  information  which 
supports  an  alternative  standard.  While 
SBA  has  suffident  information  to  justify 
this  interim  rule,  this  request  for  public 
comment  is  meant  to  provide  SBA  with 
complete  statistical  data  for  this 
activity/industry.  SBA  believes  it  is 
necessary  to  sedi:  public  input  as  a 
complement  to  its  own  research  on  this 
activity/industry  since  it  is  not  yet 
identified  as  a  separate  industry  imder 
the  SIC  system  and  therefore  data  are 
not  gathered  for  this  activity/industry  by 
the  Federal  agendes. 
DATES:  This  interim  rule  is  affoctiva 
January  13. 1093;  ooramenU  must  be 
.    submitted  on  or  beiiDre  Fabruaiy  12, 
1993. 

ADDRESSES:  Send  comments  to:  Gary  M. 
Jackaon,  Director.  Siaa  Standarda  Staff. 
U.S.  Small  Buaineaa  Administration. 
409  Srd  Street,  SW.  Suite  8150. 
Washi^on.  DC  20416. 


FOR  FURTHER  i^ORMMIOil  COMTACR 

Robert  N.  Ray,  Economist.  Size 
Standards  Staff,  TaL  (202)  205-6618. 
SUPPUMENTMIV  avORMATiON:  The  SmaU 
Business  Administration  (SBA)  is 
establishing,  on  an  interim  basis,  a  size 
standard  of  $18.0  million  for  the 
activity/industry  of  anvinmmental 
servioea.  At  preaant.  tha  most  doaely 
matched  claaalficatioo  of  procuramants 
for  this  activity  is  Sanitary  Sanrioaa,  Not 
Elsewhere  Classified  (SIC  code  4959),  an 
industry  wfai<^  involves  eatabUshmenta 
performing  sanitary  services  not 
identified  with  other  sanitary  service 
industries.  A  second  indiistry  whidi  has 
limited  appUcabiUty  to  some  of  the 
functions  is  Refuse  Systems  (SIC  code 
4953).  an  industry  which  involves 
establishments  primarily  engaged  in  the 
collection  and  disposal  of  refuse  by 
processing  or  destruction  in  the 
operation  of  indnerators,  wraito 
treatment  plants,  landfills,  or  other  sites 
for  the  di^Msal  of  such  materials.  Both 
SIC  codes  4959  and  4953  have  varied 
activitiee.  Claasifying  mvironmental 
services  within  diese  SIC  oodaa  results 
in  soma  activitiaa  which  are  usually 
performed  by  foirfy  small  firma  (e.g., 
colleotian  and  din>oeal  of  garbage, 
ashes,  rubbish  and  sweeping  services) 
having  the  aeme  siae  standard  as  other 
activitiea  in  tha  same  industry  that  are 
usuaUy  performed  by  much  larger  finas 
(e.g..  collection  and  dispoaal  of 
hazardous  waste,  radioactive  wraste.  oil 
spill  deanup  and  operation  of  landfill 
or  waste  disposal  siftaa,  primarily  for  the 
Federal  government).  Such  anoraaliaa 
may  occasionalfy  occur  under  SBA's 
system  in  which  size  standarda  are 
usually  saaodatnH  widi  faforsiigit 
Standard  Industrial  Classification  {SSQ 
code  industries.  Whan  theee  anomaliea 
occur.  SBA  will  consider  dining  a 
separate  new  industry  claasifiratifln. 
SBA  also  will  consider  a  separata 
industry  baaed  upon  diangaa  within  the 
activities  of  the  present  SIC  code 
suggesting  that  a  new  industry  is  taking 
shape  which  would  have  a  different 
structure  than  the  industries  with  which 
it  is  associated  under  its  current 
designations.  This  consideratian  saoms 
to  appfy  to  environniantal  servicaa,  an 
activity  in  which  Federal  CTOcuraments 
hava  expanded  significantly  in  recent 
years. 

The  size  standard  far  environmental 
services  is  eataUiriied  on  an  interim 
basis  because  no  SiC  code  currantfy 
exists  wfaidi  ancompaaaea  the  typaa  of 
activities  aaaodated  writh  environmental 
services.  Over  tha  past  decade, 
restoration  of  contaminated  aitaa  has 
grown  significantfy  into  a  majar  activity, 
involving  naw  tachnokigiaa  and  a 
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variety  of  fines  from  verious  tndestries. 
A  number  of  diSsrent  SiC  codes  have 
bean  designeted  for  environmental 
aenrioes.  es  discussed  Ictsr  in  the  lule, 
but  none  tuHy  describe  the  type  of 
activity  being  perfonned  by  firms.  SBA 
believes  this  action  is  in  the  public 
interest  in  lespoase  to  the  confusion 
experienced  by  contracting  activities 
over  the  industry  classification  of 
environmental  services  and  the 
resulting  size  standard.  Furthermore, 
Fadeial  contracting  is  beginnixig  to 
expand  with  raulti-yaar  contracts 
ranging  in  sizes  from  $25.0  million  to 
$100  million.  Aooordingly,  en 
appropriate  industry  designation  and 
size  standard  are  needed  to  eliminate 
the  uncertainty  over  which  firms  are 
considered  small  business  in  the 
activity  of  environmental  services. 
Under  SBA's  size  staiKkrds  regulations, 
§  121.301(c),  if  a  size  standard  for  a  new 
industry  has  not  been  established,  SBA 
may  issue  an  interim  rule  establishing  a 
size  standard.  It  is  not  expected  that  the 
Standard  Industrial  Classification 
System  will  establish  a  separate 
industry  code  for  enviroimiental 
services  for  many  years.  However,  for 
SBA's  small  business  set-aside  and  8(a) 
programs,  an  industry  designation  is 
greatly  needed  to  ensure  an  appropriate 
size  standard  exists  for  small  businesses 
engaged  in  environmental  services. 

In  evaluating  an  emerging  industry  for 
size  standard  purposes,  the  SBA  miist 
consider  whether  the  activity  under 
consideration  for  a  distinct  size 
standard  is  a  component  of  e  large  four- 
digit  SIC  code  industry  or  includies 
activities  which  are  incorporated  in 
several  SIC  industries.  The  latter  would 
seem  to  be  the  case  for  environmental 
servtoes.  Other  industries  in  addition  to 
SIC  Code  4959  and  4953  in  which 
environmental  services  sometimes  have 
been  classified  include:  SIC  code  8734 
(Pollution  Testing);  SIC  code  8711, 
(Engineering  Services);  SIC  code  1629 
(Heavy  Construction,  Not  Elsewhere 
Classified);  SIC  code  1795,  (Wrecking 
and  DemoUtion  Work);  SIC  code  1799 
(Spedal  Trade  Contractors,  Not 
Elsewhere  Classifisd);  and  SIC  code 
8731  (Commercial,  Physical  and 
Biological  Researdi).  Significantly, 
these  industries  have  widely  varying 
size  standards.  Thus.  SBA  is  sohciting 
public  comments  on  its  policy  of 
combining  activitiee  which  involve 
three  or  more  activities  in  diftsrent 
industries  into  the  smgle  industry 
category  of  environmental  services  with 
a  size  standard  of  $18.0  million.  SBA. 
however,  also  must  evaluete  the 
appropriate  size  standeid  for  this 
industry/activity.  Us  standard  approach 


for  evaloadng  a  size  standard  is 
discussed  below. 

In  ccnsidering  tlw  appropriateneaa  of 
a  size  standaid,  SBA  inmluataa  an 
industry  using  five  primary  factors.  The 
primary  fiactars  include:  industry 
competition,  avraage  firm  size,  start-iu> 
costs,  distribution  of  firms  by  size  and 
die  impact  on  SBA's  pronanis. 
Preliminary  informationl>ased  on  both 
established  data  sources  and  anecdotal 
information,  using  the  above  factors  as 
guidelines,  point  to  the  need  for  a 
relatively  high  tize  standard  for  the 
activity  of  environmental  services. 
However.  SBA's  information  may  not  be 
sufficiently  broadbased  for  it  to  support 
a  permanent  size  standard.  Therefore, 
an  interim  size  standard  is  being 
ertdilished  akmg  with  a  request  for 
public  comment  on  this  action. 
Information  relating  to  any  of  these 
factors  would  greetly  assist  SBA  in  its 
evaluation  of  the  acceptability  of  the 
interim  size  standard  of  $18.0  million  in 
average  aimual  receipts  for 
environmental  service.  These  factors  are 
reviewed  below  based  upon  SBA's 
research.  This  information  is  provided 
to  demonstrate  the  basis  for  SBA's 
action  and  to  assist  the  miblic  in 
providing  additional  relevant 
information  to  the  SBA. 

Factors  Influmcing  the  Size  Standard 
Decision  Process 

As  an  indicator  of  industry 
competition,  SBA  first  looks  at 
competition  within  the  industry  as 
measured  by  the  share  of  industry  sales 
controlled  by  producers  above  a 
relatively  high  size.  In  this  case.  SBA 
would  be  most  interested  in  information 
which  would  indicate  industry  activity 
for  firms  active  in  environmental 
services  that  individually  exceed  $25.0 
million  in  annual  sales.  To  the  extent 
that  economic  activity  is  concentrated 
in  an  industry  or  a  component  of  an 
industry  by  a  few  producers  that  are 
relatively  large,  SBA  tends  to  set  higher 
size  standards  to  assist  firms  in  a 
broader  size  range  to  compete  with 
firms  that  are  dominant  in  the  industry. 
If  this  pattern  occurs  for  environmental 
service  activities  to  a  greater  degree  than 
alternate  industry  activities  (e.g., 
construction,  sanitary  services,  rehise 
collection,  testing,  research  and 
development  and  engineering),  there 
would  be  a  justification  for  a  higher  size 
standard  for  this  activity- 
Average  firm  size  is  toe  second  factor 
considered  by  SBA.  For  equity  reasons, 
SBA  tends  to  set  higher  size  standards 
in  industries  with  high  average  firm  size 
and  low  size  standards  in  industries 
with  low  average  firm  size.  Any 
information  which  commentors  have 


relating  to  diHereooea  in  the  average 
size  of  firms  active  in  environmental 
service  activities  as  contrasted  vritfa 
average  firm  size  for  the  ralated 
industries  woold  aseist  SBA  to  evaluate 
the  need  for  a  separate,  distinct  sixa 
standard  for  enviroasMnUl  sanrioa 
activities. 

Indexas  of  start-up  costs  am  die  third 
factor  to  evaluate  size  standards.  High 
start-up  costs  afi^act  a  firm's  initial  size 
because  potential  entrants  into  an 
industry  must  have  sufficient  capital  to 
start  a  viable  business,  and  these  capital 
requirements  vary  significantly  by 
industry.  To  the  extent  that  finns  active 
in  environmental  services  have  greater 
capital  expenses  than  firms  active  in 
related  industries,  the  SBA  would  be 
justified  in  considering  a  higher  size 
standard  for  environmental  services. 
High  average  start-up  costs  are  viewed 
as  a  justification  for  a  relatively  high 
size  standard,  while  low  average  start- 
up costs  are  usually  associated  with 
smaller  size  standards. 

The  fourth  foctor — firm  size 
distribution — relates  the  proportion  of 
industry  sates,  empfoyment  and  other 
economic  activity  accounted  for  by 
firms  of  different  sizes  within  an 
industry  to  its  size  standard.  If  the 
preponderance  of  an  industry's  output 
is  by  smaller  firms,  this  would  tend  to 
support  a  low  size  standard.  The 
opposite  would  be  the  case  iot  an 
industry  in  which  firm  size  distributioD 
indicates  that  output  is  concentrated 
among  intermediate  sized  and/ or  large 
firms. 

The  fifth  and  final  factor  to  be 
considered  is  the  impact  of  the 
proposed  size  standard  revision  on 
SBA's  programs.  These  usually  involve 
a  calculation  of  small  business  shares  of 
Federal  procurament.  and  often  the  size 
of  Federal  contracts  in  an  industry.  In 
general,  the  lower  the  share  of  Federal 
procurement  activity  by  small  firms  in 
an  industry,  and  the  greater  the  average 
size  of  Federal  contracts,  the  greater 
would  be  the  justification  for  a  higher 
size  standard.  Patterns  of  SBA  lending 
guarantees  by  industry  have  also  been 
used  by  SBA  in  the  past  to  evaluate  the 
need  for  a  size  standard  revision  to  meet 
SBA's  program  needs.  Any  information 
which  commentors  may  have  relating  to 
the  impact  of  the  present  size  standards 
or  the  interim  size  standard  on  any  of 
SBA's  major  programs  could  affect  the 
decision  for  environmental  services. 

Selediaa  er$l«^  MiHion  Size 
Standaad 

As  abeady  discuaaed,  the  primary 
concern  of  this  interim  rule  is  to 
standaidtzs  the  deasification  of 
contracts  for  environmental  aenrioes  and 
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establish  a  size  standard  of  $18.0 
million.  A  preliminary  evaluation  of  the 
various  factors  associated  with  firms 
which  specialize  in  this  activity 
suggests  the  need  for  a  size  standard 
which  is  at  the  highest  level  among 
SBA's  dollar  based  size  standards. 

The  primary  source  of  data 
underlying  this  appraisal  is  Wards 


Business  Directory,  a  publication  which 
describes  a  firm's  activities  within  its 
industry  classification.  It  is  possible 
from  this  business  source  to  determine 
whether  a  firm  is  active  in 
environmental  services  required  for 
Federal  services.  The  largest  single 
grouping  of  firms  which  is  capable  of 
performing  environmental  services,  are 


listed  in  SIC  code  4953.  Data  for  this 
industry  are  used  in  table  1.  This  table 
first  portrays  all  firms  within  this  SIC, 
many  of  which  specialize  in  garbage  and 
trash  collection  activities.  The  second 
part  of  this  table  separates  out  by  size 
those  firms  within  the  SIC  code  which 
are  involved  in  environmental  services 
from  the  larger  industry. 


Table  1 

[Sin  DWribuBon  ol  f\nm  m  fWuM  Sysums  Tolil  hdurty  (SIC  code  4»53)1 


Rim 


No.  oinnw 
No.olEfflpL 


SizedlMS 

man  100 

•npL 


2.200 


100-240 
wnpL 


29 

3,800 


25O-a08 


18 
8,400 


1,000-«.90e 


11 
21.100 


5,0004- 
ampi. 


6 
138.500 


ToM 


104 
174.000 


Firms  Specializing  in  Em^ironmenial  Se«vlcee  m  SIC  code  4953 


No.  ofFlmte 
No.  olEmpi. 


28 

1.400 


14 
1.900 


10 
4,200 


10 
18.600 


4 
133.100 


159,200 


Soure*  DM  dwMd  Horn  Wwd*  ButlnM*  OnOor,  ol  US.  PH*«»»  inO  Pubfc  Ccmpant—    1988. 


This  table  clearly  indicates  that  very 
large  firms  in  this  industry  tend  to  be 
involved  in  environmental  Services.  The 
larger  the  size  class  of  firm,  the  more 
likely  that  it  is  dominated  by  firms  that 
have  the  ability  to  do  environmental 
services.  This  table,  therefore,  suggests 
that  the  size  standard  for  firms  involved 
in  environmental  services  should  be 
significantly  higher  than  the  size 
standard  for  all  of  refuse  systems  ($6.0 
million),  and  tends  to  support  the 
decision  to  set  the  size  standard  for  this 
activity  at  a  level  which  is  three  times 
that  of  other  refuse  collection  and 
disposal  activities.  However,  this  data 
source  is  somewhat  limited  (Wards 
generally  gathers  comprehensive 
information  on  larger  firms  while 
providing  only  limited  information  on 
smaller  firms  in  an  industry's 
distribution  of  firms).  As  such,  SEA  is 
electing  to  establish  an  interim  final  rule 
for  this  activity,  a  rule  which 
specifically  invites  a  response  from  the 
public  as  to  the  advisability  of  this 
decision. 

The  classification  of  this  activity/ 
industry  under  the  industry  of  Facilities 
Support  Management  Services  (SIC  code 
8744)  rather  than  either  of  the  two 
refuse  collection  and  disposal  industries 
(SIC  code  4953 — Refuse  Systems;  and 
SIC  code  4959) — Sanitary  Services, 
N.E.C)  reflects  SBA's  awareness  that 
this  activity/industry  is  comprised  of 
activities  in  three  or  more  different 
industries  similar  to  Base  Maintenance 
which  is  also  a  subcategory  of  Facilities 
Support  Management  Services.  SBA 
believes  that  Base  Maintenance  is 
dosely  related  in  concept  to 


environmental  services  in  other  ways  as 
well  since  the  great  majority  of 
environmental  services  will  occur  on 
Federal  lands  and  installations  similar 
to  base  maintenance,  and  virtually  all 
economic  activity  in  both  industries  is 
related  to  Federal  procurement.  Thus, 
both  the  number  of  activities  and  the 
dependence  of  both  activities  to  Federal 
purchases  suggest  a  similarity  between 
base  maintenance  and  environmental 
services. 

As  already  discussed.  SBA 
specifically  invites  comment  on  the 
appropriateness  of  the  size  standard  of 
$18.0  million  (either  higher  or  lower)  for 
environmental  services.  Comments 
suggesting  other  standards  should 
address  the  questions  of: 

(1)  The  interaction  of  this  size 
standard  with  SBA's  programs; 

(2)  The  relative  levels  of  participation 
at  different  size  standards; 

(3)  The  effect  of  this  proposed  size 
standard  or  other  alternative  size 
standard  on  the  businesses  within  the 
industry  and; 

(4)  The  prospect  of  significant  new 
entries  into  these  businesses  in  response 
to  a  change  in  the  size  standard. 

Compliance  With  Regulatory  Flexibility 
Act.  Executive  Orders  12291. 12612, 
12778  and  the  Paperwork  Reduction 
Act 

Based  on  all  available  information. 
SBA  believes  that  this  interim  final  rule 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  within  the  meaning  of  the 
Regulatory  Flexibility  Act.  5  U.S.C.  601. 
et  seq.  An  increase  from  $6.0  million  to 
$18.0  million  for  those  firms  in  the 


refuse  systems  industry  that  are  active 
in  environmental  services  is  estimated 
(from  admittedly  limited  data)  to  affect 
nine  firms  with  receipt  levels  in  the  $6.0 
million  to  $18.0  million  range.  These 
nine  firms  are  collectively  estimated  to 
generate  $80  million  or  an  amoimt 
equivalent  to  $8.9  million  per  firm. 
Under  a  size  standard  of  $18.0  million, 
these  nine  firms  could,  on  average,  each 
increase  revenues  by  $4.6  million  by 
being  awarded  Federal  contracts  while 
still  retaining  eligibility  for  SBA's 
procurement  and  financial  preference 
programs.  This  totals,  among  all  nine 
firms,  $41  million,  well  below  the  $100 
million  threshold  required  for  a  major 

rule. 

The  SBA  also  estimates  tliat  none  of 
these  newly  eligible  firms  would  be 
seeking  assistance  under  SBA's  business 
loan  program.  SBA's  guaranteed  loans 
are  limited  to  $750,000,  a  figure  much 
less  than  the  level  of  assistance  which 
is  likely  to  be  sought  by  firms  involved 
in  the  heavily  capital  intense  activity  of 
environmental  services. 

Based  on  these  estimates,  SBA 
certifies  that  this  rule  will  not  be  a 
major  rule  within  the  meaning  of 
Executive  Order  12291,  because  it  is  not 
expected  to  have  an  annual  economic 
impact  of  $100  million  or  more  as 
previously  discussed.  This  regulation 
will  not  likely  result  in  a  major  increase 
in  costs  or  prices  or  have  a  significant 
effect  on  the  United  States  economy. 

SBA  certifies  that  this  rule  will  not 
impose  any  requirement  subject  to  the 
Paperwork  Reduction  Act  of  1980.  44 
U.S.C,  chapter  35.  SBA  certifies  that 
this  rule  will  not  have  federalism 
implications  warranting  the  preparation 
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of  a  Federalism  Assessment  in 
accordance  with  Executive  Order  12612. 

For  purposes  of  Executive  Order 
12778.  SBA  certifies  that  this  rule  is 
drafted,  to  the  extent  practicable,  in 
accordance  with  the  standards  set  foitfa 
in  section  2  of  that  order. 

List  of  Subjects  ie  13  CFR  Part  121 

Government  procurement. 
Government  pioperty,  Grant  programs — 


business.  Loan  programs— 4»i  si  ness. 
Small  business. 

Accoidingly.  part  121  of  13  CFR  is 
amended  as  follows: 

PART  121-{AMENDED] 

1.  The  autiiority  citation  far  part  121 
oontinues  to  read  as  follows: 

AfUhority:  15  U.S.C  632(a).  and  632(b)(6), 
637(i)aDd  644(c). 


1121401 

2.  fci  i  121.601.  la  &e  laUe.  Ma|or 

Group  87  is  amended  by  revisiog  SKI 
code  874410  read  as  follows: 


§121.W1    Standard  li  idualiM 
ClaasWoarian 


SIC  (*=New  SIC  cods  In  1967,  not  uMd  in  1972) 


Oesa1p«on  (N.E.CsNol  etsawhere  dassMed) 


nufnbv  af 


m^  ■■Mo  If- 

A*  II I  mi  1 1 11  ■  «J 

or  mMonsoi 


8744* 


Fadimes  Suppofi  Managsrasni  Sefytoss* 
Base  iyUintsnancs*° 
Envifonmental  Servioss" 


t3J 

13.5 
1&0 


3.  In  §  121.601.  the  footnotes  section 
following  the  Standard  Industrial 
Classification  Table,  footnote  21  is 
added  as  follows: 

2'  SIC  code  8744:  If  the  primary 
purpose  of  the  federal  procurement  is 
for  Environmental  Services  which 
consist  of  such  activities  as  remedial 
activities  to  restore  a  contaminated 
environment,  preliminary 
environmental  assessment  studies, 
remedial  investigation  and  feasibility 
studies,  remedial  design,  site 
inspection,  remedial  action  and/or 
security  and  site  closeouts  (generally 
accounting  for  50  percent  or  more  of  the 
procurement  activity)  the  appropriate 
classification  of  the  procurement  would 
be  loider  SIC  code  8744,  Environmental 
Services,  with  a  size  standard  of  $18.0 
million  in  annual  receipts. 

Dated:  October  21, 1992. 
Patricia  Saiki, 

Admintstrator,  U.S.  Small  Business 

Administration 

IFR  Doc.  93-675  Filed  1-12-93;  8:45  ami 

BHJJNG  CODESOZS-ei-M 


DEPARTMENT  OF  COMMERCE 
Bureau  of  the  Census 
15  CFR  Part  50 
[Docket  No.  921 188-2288] 
RIN  0607-AA17 

Fee  Structure  for  Age  Search  and 
Citizenship  Information 

AGENCY:  Bureau  of  the  Census. 
ACnON:  Final  rule. 


SUMMARY:  The  Bureau  of  the  Census  is 
hereby  amending  title  15,  Code  of 
Federal  Regulations,  chapter  I,  part  50, 
§  50.5,  fee  structure  for  age  search  and 
citizenship  information,  to  increase  the 
fee  for  an  age  search  from  $25.00  to 
$40.00,  to  increase  the  additional  fee  for 
a  full  schedule  traiucript  from  $6.00  to 
$10.00,  and  to  reduce  the  number  of 
censuses  searched  per  fee  from  two  to 
one.  This  change  is  being  made  to 
recover  the  actual  cost  to  process  a 
request  We  conducted  an  in-depth 
analysis  of  the  costs  associated  with 
processing  requests  for  searches  of 
census  records  and  have  determined 
that  the  current  fee  structure  does  not 
allow  us  to  recover  our  costs.  Title  13. 
United  States  Code,  requires  recovery  of 
the  costs.  No  transcript  of  any  record 
will  be  furnished  that  would  violate 
statutes  requiring  that  information 
furnished  to  the  Bureau  of  the  Census  be 
held  confidential  and  not  used  to  the 
detriment  of  the  person  to  whom  it 
relates. 

EFFECTIVE  DATE:  January  31, 1993. 
FOR  FUR1MER  MFORMATiON  CONTACT:  Jane 
Woods,  Bureau  of  the  Census,  1201  E. 
10th  Street,  Jeffersonville.  IN  47132. 
(812) 288-3212. 

SUPPLEMENTARY  INFORMATION:  Ulis  is  not 
a  major  rule  within  the  meaning  of 
section  1  of  Executive  Order  12291.  It 
will  not  result  in:  (1)  An  annual  effect 
on  the  economy  of  $100  million  or 
more:  (2)  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries.  Federal,  state,  or  local 
government  agencies,  or  geographic 
regions;  or  (3)  significant  adverse  effects 
on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  U.S.-based  enterprises 


to  compete  with  foreign-besed 
enterprises  in  domestic  or  export 
markets. 

The  rulemaking  provisions  of  tf» 
Administrative  Pracedure  Act  (APA),  5 
U.S,C  section  553  are  inapplicable 
because  this  rule  fails  within  the 
proprietary  exception  of  subparagraph 
(a)(2)  of  section  553.  The  purpose  of  the 
rule  is  to  make  a  technicd  amendment 
adjusting  the  agency's  fee  structure  to 
cover  the  actual  cost  for  searching  the 
records  and  furnishing  information 
therefttjm.  The  actual  or  estimated  cost 
recovery  is  required  by  13  U.S.C.  8(a). 
This  cost  increase  is  minimal,  reflecting 
the  actual  costs  for  searching  and 
furnishing  the  information,  and  funds 
for  this  purpose  are  not  available  from 
any  other  source.  Requests  fOT  searches 
should  be  directed  to  the  Bureau  of  the 
Census,  P.O.  Box  1545,  Jeffersonville,  IN 
47131-0001. 

Since  notice  and  opportimity  to 
comment  are  not  required  by  the  APA 
or  any  other  law,  this  rule  is  not  a 
"rule"  within  the  meamng  of  the 
Regulatory  Flexibility  Act  and  neither 
kn  initial  nor  final  regulatory  flexibility 
analysis  will  be  prepared- 

This  rule  does  not  impose  an 
information  collection  requirement  for 
purposes  of  the  Paperwork  Reduction 
Act. 

The  legal  authority  is  title  13.  United 
States  Code. 

List  of  Sobieols  tnlS  CFR  Part  50 

Census  data. 

For  the  reasons  set  forth  herein,  part 
50  of  chapter  I  of  Title  15  of  the  Code 
of  Federal  Regulations  is  amended  to 
read  as  follows: 
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PART  50-SPEClAL  SERVICES  AND 
STUDIES  BY  THE  BUREAU  OF  THE 
CENSUS 

1.  The  authority  citation  for  15  CFR 
part  50  continues  to  read  as  follows: 

Anthority:  Sec.  3, 49  Stat.  293.  as 
amended;  15  U.S.C  192a. 

InterpreU  ot  applies  Sec  1, 40  Stat  1256. 
as  amended.  Sec  1,  49  Stat.  292.  Sec  8, 60 
Stat.  1013,  as  amended,  15  U.S.C  192. 189a. 
13  U.S.C  8. 

2.  Section  50.5  is  revised  to  read  as 
follows: 


iSOS    Fee  atnidur*  for  age  search 
cJlUeweNp  bifuiineMorii 


Typeolaafvtoa 


Saaichas  ol  one  canaue  tor  ana  peraon 

wvJ  one  banscilp< 

Each  adiMtonal  copy  ol  census  transcUpt .. 
Each  M  schedule  rsqussled ~ 


Fee 


$40.00 

2.00 

10.00 


Not*.— The  $10.00  for  each  fiill  schedule 
requested  is  in  addition  to  the  fee  increase  to 
$40.00 

Dated:  January  6, 1993. 
Baibani  Everitt  Bryant, 
Dinctor.  Bureau  of  the  Census. 
(FR  Doc  93-640  Filed  1-12-93;  8:45  am] 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

16  CFR  Pwts  1615  and  1616 

Standard*  for  Flammability  ol 
CMIdran'a  Slaapwaan  SIzm  0  Through 
6X  and  7  Through  14;  Stay  of 
Enforcamant 

AGENCY:  Consumer  Product  Safety 

Commission. 

ACTION:  Stay  of  enforcement. 

SUMIARY:  This  notice  annoimces  the 
sta^s  decision  to  stay  enforcement  of 
sleepwear  requirements  against 
garments  currently  being  used  as 
sleepwear  that  are  labeled  and  marketed 
as  imderwear  if  these  garments  are  skin- 
tight or  nearly  skin-ti^t  and  garments 
that  are  essentially  identical  in  design, 
material,  and  fit  to  such  "underwear" 
garments. 

DATES:  The  stay  becomes  effective  on 
January  13, 1993. 

POR  FURTHER  MF0RMAT10N  CONTACT: 
Patricia  A.  Fairall.  Office  of  Compliance 
and  Enforcement,  Consumer  Product 
Safety  Commission.  Washington,  DC 
20207;  telephone  (301)  504-0400. 
SUCPLEMENTARY  MFORMATION:  Elsewhere 
in  this  issue  of  the  Federal  Register,  the 
Commission  is  issuing  an  advance 
uotice  of  proposed  rulemaking 
("ANPR")  concerning  the  possible 


amendment  of  the  Commission's 
flammability  standards  for  children's 
sleepwear  in  sizes  0  through  6X  and  7 
through  14.  The  current  flammability 
standard  for  children's  sleepwear  in 
sizes  0  through  6X  is  codified  at  16  CFR 
part  1615  and  the  standard  for 
children's  sleepwear  in  sizes  7  through 
14  is  codified  at  16  CFR  part  1616. 

While  the  Commission  considers  this 
possible  amendment,  the  staff  will  stay 
enforcement  of  the  sleepwear 
requirements  against  certain  garments 
described  below. 

As  stated  in  the  ANPR  which  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  staff  has  noted  that 
many  garments  currently  in  the 
marketplace  and  labeled  as  "playwear" 
or  "underwear"  are  suitable  for  use  as 
sleepwear  and  are  being  used  as 
sleepwear  in  a  substantial  number  of 
cases.  Pending  Commission 
consideration  of  amendments  to  the 
sleepwear  standards,  the  Compliance 
staff  is  staying  enforcement  against 
some  of  these  garments.  The  staff  does 
not  intend  to  enforce  the  sleepwear 
requirements  against  garments  currently 
being  used  as  sleepwear  that  are  labeled 
and  marketed  as  underwear  if  those 
garments  are  relatively  free  of 
ornamentation  and  are  skin-tight  or 
nearly  skin-tight.  Such  garments  may  be 
either  one  or  two  piece  garments  and 
typically  are  manufoctured  of  a  fabric 
such  as  rib  knit,  interlock  knit,  or  waffle 
knit.  iTie  stay  will  also  cover  garments 
that  are  essentially  identical  in  design, 
material,  and  fit  to  such  "underwear" 
garments.  Examples  of  the  type  of 
garments  covered  by  the  stay  are 
illustrated  on  pages  4  and  6  of  the 
Supplemental  CPSC  Staff  Guide  to  the 
Enforcement  Policy  Statements  of  the 
FlammabiUty  Standard  for  Children's 
Sleepwear  (1989). 

Although  the  staff  will  stay 
enforcement  against  these  garments 
under  its  sleepwear  standards,  these 
garments  must  comply  with  the 
Standard  for  the  Flammability  of 
Clothing  Textiles.  16  CFR  part  1610. 

Dated:  January  4. 1993. 
Sadye  E.  Dann, 

Secretary,  Consumer  Product  Safety 
Commission. 

|FR  Doc  9J-777  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Admlnlatration 

21CFRParta314and601 

[DoelwtNo.»1N-027a) 

RmO0OS-AO6« 

Naw  Drug,  Antibiotic,  and  Biological 
Drug  Product  Ragulatlona;  Accalaratad 
Approval;  Corraction 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACTION:  Final  rule;  correction. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
document  that  issued  final  regulations 
under  which  the  agency  will  accelerate 
approval  of  certain  new  drugs  and 
biological  products  for  serious  or  life- 
threatening  illnesses,  with  provisions 
for  any  necessary  continued  study  of  the 
drugs'  clinical  benefits  after  approval  or 
with  restrictions  on  use,  if  necessary. 
The  document  was  published  in  the 
Federal  Register  of  December  11, 1992 
(57  FR  58942)  with  an  inadvertent  error. 
This  document  corrects  that  error. 

EFFECTIVE  DATE:  January  11. 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robin  F.  Thomas,  Office  of  Policy  (HF- 
27).  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockvilie,  MD 
20857.  301-443-2994. 

In  FR  Doc.  92-30129,  appearing  on 
page  58942,  in  the  Federal  Register  of 
Friday,  December  11, 1992,  the 
following  correction  is  made:  On  page 
58945,  in  the  second  column,  the 
following  text  is  added  to  the  end  of  the 
last  paragraph  to  read  as  follows:  "As 
discussed  later  in  this  document,  the 
decision  whether  to  seek  review  under 
accelerated  approval  or  traditional 
procedures  lies  with  the  drug's  sponsor. 
Of  course,  should  an  applicant  seek 
approval  under  the  accelerated  approval 
requirements,  and  FDA  finds  neither 
postmarketing  studies  nor  restricted  use 
is  required  as  a  basis  for  approval,  FDA 
will  approve  the  drug  tmder  its  existing 
standard  procedures." 

Dated:  December  31, 1992. 
Michael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 
(FR  Doc  93-692  Filed  1-12-93;  8:45  am] 
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SUMMARY:  1 
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Iministration, 


DEPARTMEHT  OF  THE  TREASURY 

Internal  Revenue  Service 

26  CFR  Parte  1  and  602 

rrD84681 

mN  1S4S-AQ67 

TeleHle  Voice  Signature  teet 

agency:  Internal  Revenue  Service, 

Treasxiry. 

ACTION:  Temporary  regulations. 

SUMMARY:  This  document  contains 
temporary  regulations  providing  that  an 
individual  Federal  income  tax  return 
completed  as  part  of  the  TeleFile  Voice 
Signature  test  will  be  treated  as  a  return 
that  is  signed,  authenticated,  verified, 
and  filed  by  the  taxpayer  as  required  by 
the  Internal  Revenue  Code.  The 
temporary  regulations  affect  those 
taxpayers  who  are  eligible  to,  and  elect 
to,  file  their  individual  income  tax 
returns  for  the  1992  calendar  year  by 
telephone  imder  the  test.  The  temporary 
regulations  are  needed  to  implement  the 
test  The  text  of  the  temporary 
regulations  set  forth  in  this  document 
also  serves  as  the  text  of  the  proposed 
regulations  for  the  notice  of  proposed 
rulemaking  on  this  subject  in  the 
Proposed  Rules  section  of  this  issue  of 
the  Federal  Register. 
EFFECTIVE  DATE:  These  regulations  are 
effective  January  14, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Celia  Gabrysh  (202)  622-4960  (not  a 
toll-free  call). 

SUPPLEMENTARY  INFORMATION: 

Paperwork  Reduction  Act 

This  regulation  is  being  issued 
without  prior  notice  and  public 
procedure  pursuant  to  the 
Administrative  Procedure  Act  (5  U.S.C. 
553).  For  this  reason,  the  collection  of 
information  requirement  contained  in 
this  regulation  has  been  reviev^ed  and. 
pending  receipt  and  evaluation  of 
public  comments,  approved  by  the 
Office  of  Management  and  Budget 
-(OMB)  under  control  number  1545- 
1348.  The  estimated  burden  per 
respondent  varies  fitim  5  minutes  to  9 
minutes,  depending  upon  individual 
circimistances,  with  an  average  of  7 
minutes. 

These  estimates  are  an  approximation 
of  the  average  time  exi>ected  to  be 
necessary  for  a  collection  of 
information.  They  are  based  on  such 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  may  require  greater  or  less 
time,  depending  on  their  particular 
circumstances. 


For  further  information  concerning 
this  collection  of  information,  and 
where  to  submit  comments  on  this 
collection  of  information,  the  accuracy 
of  the  estimated  burden,  and 
suggestions  for  reducing  this  burden, 
please  refer  to  the  preamble  to  the  cross- 
reference  notice  of  proposed  rulemaking 
published  in  the  Pit>p<Med  Rules  section 
of  this  issue  of  the  Federal  Register. 

Background 

The  Internal  Revenue  Service  is 
actively  engaged  in  efforts  to  broaden 
the  base  of  the  existing  Electronic  Filing 
program  and  to  reduce  the  filing  burden 
of  taxpayers.  Among  these  efforts  is  the 
TeleFile  Voice  Signatiire  test.  The 
purpose  of  the  test  is  to  explore  the 
tec^ical  faasibility,  public  acceptance, 
vulnerability,  and  other  benefits  and 
costs  of  giving  certain  taxpayers  the 
option  of  filing  their  individual  income 
tax  returns  by  telephone. 

The  Internal  Revenue  Service  will 
notify  certain  individuals  who  live  in 
the  Cincinnati  District  Office  geographic 
area  that  they  may  be  eligible  to 
participate  in  the  TeleFile  Voice 
Signature  test.  Taxpayers  eUgible  to 
participate  in  this  test  (which  is  limited 
to  one  filing  season)  are  individuals 
who  (1)  are  eligible  to  file  Form  1040EZ. 
Income  Tax  Return  for  Single  Filers 
With  No  Dependents,  (2)  reside  within 
the  geographic  boimdaries  of  the 
Cincinnati  District  Office,  and  (3)  will 
file  their  1992  income  tax  returns  from 
the  same  address  fit)m  which  they  filed 
their  1991  income  tax  returns. 

Under  sections  6012, 6061,  and  6065 
of  the  Internal  Revenue  Code,  each 
individual  with  gross  income  in  excess 
of  a  specified  amount  must  file  an 
annual  income  tax  retiun  that  (i)  is 
signed  in  accordance  with  prescribed 
forms  and  instructions  and,  (ii)  except 
as  otherwise  provided  by  the  Service, 
contains  (or  is  verified  by)  a  written 
declaration  that  the  return  is  made 
under  penalties  of  perjury. 

This  document  amends  the  Income 
Tax  Regulations  (26  CFR  part  1)  by 
adding  temporary  regulations 
§§  1.6012-7T.  1.6061-2T  and  1.6065- 
2T.  which  provide  rules  to  facilitate  the 
implementation  of  the  TeleFile  Voice 
Signature  test.  Generally,  the  temporary 
regulations  provide  that  a  taxpayer's 
individual  income  tax  return  Mrill  be 
treated  as  having  been  properly  filed  if 
the  taxpayer  is  eligible  to  participate  in 
the  TeleFile  Voice  Signature  test  and, 
pursuant  to  the  instructions  firom  the 
TeleFile  system  interactive  voice 
computer,  provides  the  requested 
information  and  the  voice  signature 
during  the  telephonic  filing  session. 


Explanation  of  Provisioiu 

A  participating  taxptym  will  be 
treated  as  luving  filed  an  individual 
income  tax  return  at  the  time  the 
TeleFile  Voice  Signature  system 
computer  states  to  the  taxpayer  that  the 
filing  is  completed.  The  taxpayer's  voice 
signature  will  be  treated  as  a  signing 
and  verification  of  the  individual 
Federal  income  tax  return  by  the 
taxpayer.  By  providing  a  voice  signature 
during  the  tewphonic  filing  session,  the 
taxpayer  will  be  treated  as  having  made 
the  income  tax  return  imder  penalties  of 
perjury. 

Special  Analyses 

It  has  been  determined  that  these 
temporary  rules  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  has  also  been 
determined  that  section  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C 
chapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C.  chapter  6)  do  not  apply  to 
these  regulations,  and  therefore,  a  final 
Regulatory  Flexibility  Analysis  is  not 
required.  Pursuant  to  section  780S(f)  of 
the  Internal  Revenue  Code,  the  notice  of 
proposed  rulemaking  for  the  regulations 
will  be  submitted  to  the  Chief  Coimsel 
for  Advocacy  of  the  Small  Business 
Administration  for  comment  on  the 
regulations'  impact  on  small  business. 

Need  for  Tanqxtrary  Regulatioiis 

Tliere  is  need  for  immediate  guidance 
with  respect  to  the  provisions  contained 
in  this  Treasury  decision.  For  this 
reason,  it  is  found  impracticable  to  issue 
this  Treasury  decision  with  prior  notice 
as  required  by  section  553(b)  of  title  5 
of  the  United  States  Code. 

Drafting  Information 

The  principal  author  of  these 
temporary  regulations  is  Celia  Gabrysh 
of  the  Office  of  Assistant  Chief  Counsel 
(Income  Tax  &  Accounting).  Internal 
Revenue  Service.  However,  personnel 
from  other  offices  of  the  Internal 
Revenue  Service  and  Treasury 
Department  participated  in  their 
development. 

ListofSubjecU 

26  CFR  1.6001-1  Through  1.6109-2 

Income  taxes.  Reporting  and 
recordkeeping  requirements. 

26  CFR  Part  602 

Reporting  and  recordkeeping 
requirements. 

Amendments  to  the  Regulations 

Accordingly,  26  CFR  parts  1  and  602 
are  amended  as  follows: 


-1        ^#k       %.T. 
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PART  l-WCOME  TAX;  TAXABLE 
YEARS  BEQMNMQ  AFTBI 
DECBIBERS1.1969 

Pangrapk  1.  The  authority  citatkm 
for  put  1  is  amended  in  part  by  adding 
the  following  citations  to  reed  as 
follows: 

Aaftwiflr2*U.SX:7i0ft*  *  *  Swlfan 
1.6012-7T  abo  IhumI  undv  2»  US.C.  SOIL 
*  *  *  Saetfcn  I.a061-2T  also  iasusd  uadv 
26U.SX16061.  *  •  •  Section  I.a06»-2T 
tlMi»uediindar2SU.S.C6065.-  *  * 

Par.  2.  Sections  IMM-TT.  1.6061-2T 
and  1.6065-2T  are  added  to  reed  as 
follows: 

f1J01»-7T   TalapHens  rafcim  fMng  uaing 


f1 


(a)  In  geiteral.  For  all  purposes  of  the 
Internal  Revenue  Code,  a  return 
completed  by  an  eligible  taxpayer  under 
the  TeleFile  Voice  Signature  test  in 
accordance  with  the  instructions 
provided  over  the  telephone  is  an 
individxial  income  tax  return  filed  at  the 
time  the  TeleFile  system  interactive 
voice  computer  states  to  the  taxpayer 
that  the  filing  is  completed.  For 
provisions  relating  to  the  signing  and 
verification  of  the  Telel^Ie  Voice 
Signature  test  returns  made  imder  this 
section,  see  SS  1.6061-27  and  1.6065- 
2T,  respectively. 

(b)  Manner  of  filing  return  by 
telephone.  An  eUgibre  taxpayer  who 
chooses  to  pertidpate  in  the  TeleFile 
Voice  Signature  test  must  dial  from  a 
touch-tone  telephone  the  telephone 
number  provided  by  the  hitemal 
Revenue  Service.  When  an  eligiUe 
taxpayer  dials  this  telephone  number, 
the  TeleFDe  system  interactive  voice 
computer  will  give  the  taxpayer  filing 
instructions.  The  taxpayer  must  provide 
all  the  information  and  a  voice  signatuie 
at  the  time  and  in  the  manner  required 
by  thoee  instructions. 

(c)  suable  taxpayer  defined.  An 
eligible  taxpayer  is  an  individual  who 
lives  in  the  Cincinnati  District  Office 
geographic  area,  who  is  eligible  to  file 
Form  1040EZ.  and  whose  current  name 
and  address  appears  on  the  mailing 
label  attached  to  the  taxpayer's  tax 
package  for  1992. 

(d)  Address  to  which  refitnds  are  sent. 
If  a  taxpayer  who  files  a  TeleFile  return 
is  entitled  to  a  refund,  the  taxpayer's 
refund  will  be  sent  to  the  address  on  the 
mailing  label  attached  to  the  taxpayer's 
tax  package  for  1992. 

(ej  Effective  dates.  This  section  is 
e^active  for  returns  filed  by  eligible 
taxpayers  in  the  TeleFile  Voice 
Signature  test  after  January  13. 1993. 
and  before  April  16. 1993.  No  returns 
can  be  filed  tturough  the  Teltf  ile  Voice 
Signature  test  after  April  IS,  1993. 


(a)  In  aenenl.  An  eligible  taxpayer 
who  makes  an  income  tax  return  under 
$  1.6012-7T  in  the  TeleFile  Voice 
Signature  test  is  treated,  for  all  purposes 
of  the  Internal  Revenue  Code,  as  having 
signed  that  return  by  providing  the 
voice  signatiue  at  \h»  time  and  in  the 
manner  required  by  the  instructions  that 
are  provided  over  the  telephtme  by  the 
TeleFile  system  interactive  voice 
computer.  For  i»oviaions  relating  to  the 
verification  of  the  TeleFile  returns  made 
under  S  1.6012-7T.  see  §  1.6065-2T. 

(b)  Effective  dates.  This  section  Is 
effective  for  returns  filed  by  eligible 
taxpayers  in  the  Teltf  ile  Voice 
Signature  test  after  Januaiy  13. 1993. 
and  before  April  16. 1993. 

f1J0S6-2T    Varfflcatien  el  raHNiM  by 
voice  aignatura  (temporary). 

(a)  In  general.  An  eligiUe  taxpayer 
who  makes  an  income  lax  return  under 
$  1 .601 2-7T  in  the  TeleFile  Voice 
Signature  lest,  by  providing  the  voice 
signature  at  the  lime  and  in  the  manner 
required  by  the  iiMtnictions  that  are 
provided  over  the  telephone  by  the 
TeleFile  system  interactive  voice 
computw,  is  treated  for  all  purposes  of 
the  Internal  Revenue  Code  as  having 
affirmed  that  the  return  Is  made  nndw 
penalties  of  per)ury  and  as  having 
verified  the  return. 

(b)  Effective  dates.  This  section  is 
effective  for  retxims  filed  by  eligible 
taxpayers  in  the  TeleFile  Voice 
Signature  test  after  January  13. 1993. 
and  before  April  16. 1993. 

PART  602— 0MB  CONTROL  NUMBERS 
UNDER  THE  PAPERWORK 
REDUCTION  ACT 

Par.  3.  The  authority  citation  for  part 
602  continues  to  read  as  follows: 

Anthority:  26  US.C  7005. 

Par.  4.  Section  602.101(c)  is  amended 
by  adding  the  following  entries  in  the 
table: 


fM2.101    OMBCemroi 


SUflqrai 

Commissioner  oflntBmal  Revenue. 

Approved:  December  16, 1992. 
Alaa  |.  WilaMky. 

Deputy  Assistant  Secretary  of  the  Treasury. 
[FR  Doc.  9J-658  Filed  1-12-93;  8:45  ami 

■HUMO  COOK  MIS  SI  M 


Office  of  Foreign  AsMto  Control 

31  CFR  Part  580 

Haitian  Transactions  RoguMloiw 

AQENCV:  Office  of  Foreign  Asseto 

Control,  Treesury. 

action:  Final  rule;  amendment. 


(c)«  •  • 


CFR  pari  or  tadton  wtwra  ManS- 


CwranCOMB 
tUiSWl  No. 


i.eoi»-rT 

1.6061-2T 


1545-134& 

1545-1348. 


PimMfirrr  This  rule  amends  the  Haitian 
Transactions  Regulations  (the 
"Regulations"),  to  give  genera) 
authorization  for  the  commercia] 
exportation  from  the  United  States  to 
Haiti  of  medicine  and  medical  supplies 
intended  strictly  for  medical  purposes. 
This  rule  also  announces  the  availability 
of  specific  licenses  for  the  exportation  to 
Haiti  of  persOTial  hygiene  items,  of 
ingredients  and  materials  for  the 
manufacture  of  medicines  and  of  paper 
and  school  supplies.  Specific  Ncmses 
are  also  available  for  generators  simI 
generator  parts,  if  they  are  intended  for 
use  in  humanitarian  pn^eCto. 
EFFECTIVE  DATE:  January  8, 1993. 
FOR  FURTHER  WfOfliUTIOM  COffTACT:  Jdin 
T.  Roth.  Chief  of  Polinr  Planning  and 
Program  Managemeni  (tel.:  202/622- 
1604),  Steven  I.  Pinter.  Chief  of 
Ucensing  (tel.:  202/622-2480).  or 
William  B.  Hoffman,  Chief  Counsel  (tel.: 
202/622-2410),  Office  of  Foreign  Assets 
Control,  Department  of  the  Treasury. 
Washington,  DC  20220. 
SUPPIXMENTARY  MFORMATIOM:  On  March 
31, 1992,  the  Department  of  the 
Treasury  promulgated  the  Regulations 
(31  CFR  pert  580)  in  consuhation  with 
the  Depwtment  c^  State  to  implement 
the  President's  Executive  Orders  of 
October  4, 1991,  declaring  a  national 
emergency  with  respect  to  Haiti  and 
ordering  specified  measures  against 
Haiti,  and  of  October  28, 1991,  ordering 
a  trade  embargo  against  Haiti. 

Section  580.510  is  amended  to  give 
general  authorization  for  the  exportation 
from  the  United  States  to  Haiti  of 
medicines  and  medical  supplies 
intended  strictly  for  medical  purposes, 
rather  than  requiring  the  specific 
licensing  of  tnxch  transacticms  as  is 
presently  required.  No  payments  to  the 
de  facto  regime  in  Haiti  or  to  anyone 
acting  on  behalf  of  the  regime  are 
permitted  in  connection  with  such 
transactions.  Section  S  580.510  Is  also 
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amended  to  indicate  that  specific 
licenses  are  available  on  a  case-by-case 
basis  for  the  exportation  ofpersonal 
hygiene  items  and  of  ingrements  and 
materials  tised  in  the  manufacture  of 
medicines. 

New  §  580.517  provides  that  specific 
licenses  may  be  issued  on  a  case-by-case 
basis  authorizing  the  exportation  of 
paper,  school  supplies,  generators  and 
generator  parts.  Generators  and 
generator  parts  must  be  intended  fat  use 
in  humanitarian  projects,  with  the 
nature  of  the  humanitarian  project  fully 
described  in  the  license  application. 

Because  the  Regulations  involve  a 
foreign  affairs  function,  Executive  Order 
12291  and  the  provisions  of  the 
Administrative  Procedure  Act,  5  U.S.C 
553,  requiring  notice  of  proposed 
rulemaking,  opportunity  for  public 
participation,  and  delay  in  erfective 
date,  are  inapplicable.  Because  no 
notice  of  proposed  rulemaking  is 
required  for  this  rule,  the  Regulatory 
Flexibility  Act.  5  U.S.C.  601  et  seq., 
does  not  apply. 

List  of  Subjecto  in  31  CFR  Part  580 

Administrative  practice  and 
procedure,  Banking  and  finance. 
Blocking  of  assets.  Exports.  Haiti, 
Imports,  Penalties,  Reporting  and 
recordkeeping  requirements.  Shipping, 
Transfer  of  assets.  Vessels. 

For  the  reasons  set  forth  in  the 
preamble,  31  CFR  part  580  is  amended 
as  follows: 

PART  58&-HArnAN  TRANSACTIONS 
REGULATIONS 

k.  The  authority  citation  for  part  580 
ccmtinues  to  read  as  follows: 

Authority:  50  U.S.C.  1701.  et  seq.:  E.O. 
12775, 3  CFR  1991  Comp..  p.  349  (Oct.  7, 
1991);  E.0. 12779.  3  CFR  1991  Comp..  p.  367 
(Oct.  30. 1991). 

Subpart  E— Ucensea,  Authorizations 
and  Statements  of  Licensing  Policy 

2.  Section  580.510  is  revised  to  read 
as  follows: 

fSaCSIO    Exports  of  mediclnss  snd 
msdical  supplies. 

(a)  Exportation  from  the  United  States 
to  Haiti  of  medicines  and  medical 
supplies  is  authorized.  No  payment  to 
the  de  facto  regime  in  Haiti,  or  to 
anyone  acting  for  or  on  behalf  of  the  de 
facto  regime,  is  authorized  in 
connection  with  such  shipment. 

(b)  "Medicines"  shall  mean  finished 
pharmaceutical  compoimds,  mixtures  or 
preparations  ready  for  ingestion, 
injection  or  topical  application.  It  shall 
not  include: 


(1)  Ingredients  or  materials  used  in 
the  manufacture  of  such  items;  <x 

(2)  Personal  hygiene  items. 

(c)  Specific  licenses  for  commercial 
exportation  to  Haiti  of: 

(1)  Ingredients  or  materials  used  in 
the  manufacture  of  medicines;  and 

(2)  Personal  hygiene  items  may  be 
issued  on  a  case-by-case  basis. 

3.  Section  580.517  is  added  to  read  as 
follows: 

1580.517    Exportation  of  esrtstnproduds 
for  uee  in  humanhartan  projeeta. 

Specific  Ucenses  may  be  issued  on  a 
case-by-case  basis  authorizing  the 
exportation  from  the  United  States  to 
Haiti  of  paper  and  school  supplies. 
Specific  Ucenses  may  be  issued  on  a 
case-by-case  basis  authorizing  the 
exportation  of  generators  and  generator 
parts  for  use  in  humanitarian  projects. 

Dated:  December  31, 1992. 
R.  Richard  Newcomb, 
Director,  Office  of  Foreign  Assets  Control. 

Approved:  January  4, 1993. 
Nancy  L.  Worthingtoii. 
Acting  Assistant  Secretary  (Enforcement). 
IFR  Doc  93-780  Filed  1-8-93;  3:54  pml 
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DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

43  CFR  Public  Land  Order  6953 
pD-943-02-4210-06;  IDI-29616.  iD»-2957S] 

Jurisdiction  Transfer,  Arkansae-Maho 
Land  Exchange  Act  of  1992;  ID 

AGENCY:  Bureau  of  Land  Management, 

Interior. 

ACTION:  Public  land  order. 


summary:  This  order  transfers 
jurisdiction  of  9.114.44  acres  of  public 
lands  from  the  Bureau  of  Land 
Management  to  the  Forest  Service  and 
7,978.91  acres  of  National  Forest  System 
lands  frt)m  the  Forest  Service  to  the 
Bureau  of  Land  Management. 
Subsequent  to  the  jurisdictional 
transfers,  the  7,978.91  acres  transferred 
to  Bureau  of  Land  Management  will,  in 
turn,  be  conveyed  to  the  Potlatch 
Corporation,  lliese  actions  are  being 
taken  pursuant  to  the  Arkansas-Idaho 
Land  Exchange  Act  of  1992  (Pub  L.  102- 
584). 

EFFECTIVE  DATE:  December  2. 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Sally  Carpenter,  BLM  Idaho  State  Ofiice, 
3380  Americana  Terrace,  Boise.  Idaho 
83706.  208-384-3163. 

By  virtue  of  the  authority  vested  in 
the  Secretary  of  the  Interior  by  section 


204  of  the  Federal  Land  Policy  and 
Muiagement  Act  of  1976,  43  U.S.C 
1714  (1988).  and  pursuant  to  the 
Arkansas-Idaho  Land  Exchange  Act  of 
1992,  Public  Law  102-584.  it  is  hereby 
ordered  as  follows: 

1.  Jurisdicticm  of  the  following 
described  public  lands  administered  by 
the  Bureau  of  Land  Management  is 
hereby  transferred  to  the  Forest  Service 
for  hiclusicm  in  the  National  Fewest 
System: 

BetaaMeridian 

T.  42  N.,  R.  1  B., 

Sec  6,  lots  4  and  8. 
T.  43  N.,  R.  2  B., 

Sec  4,  NWV4SBV4. 
T.  44  N..  R.  2  B., 
Sac  20,  SBV«NBV4: 
Sec.  24,  SEV4NBy4  and  SBV4; 
Sec  25,  NV^NBV4  and  SWV4NBV4; 
Sec  32,  WV1NWV4. 
T.  46  N.,  R.  2  B., 
Sec  1,  NV8SWV4  and  SV2SEV*: 
Sec.  2.  loU  3  and  4,  SWV4NBV4,  and 

NEV4SEV4: 
Sec  12,  E'/!iNEV4; 
Sec  13.  SEV4NBV4. 
T  47  N    R.  2  B 
Sec  25.  WM1SWV4,  SEV4SWV4.  and 

SWV4SBV4; 
Sec  26,  SEV4SEV4: 
Sec  27.  WVd«JBV4.  NWV4,  NEV4SWV4,  and 

W'/iSEVi; 
Sec.  34,  NViNPA  and  OTV4NBV4; 
Sec  35,  NV.NEV4,  NWV4,  and  NWV4SWV4. 
T.  43  N.,  R.  3  B.. 
Sec.  11.  SEV4SWV4  and  SViOTV4; 
Sec  12,  SWV4SWV4; 
Sec  13,  WViNWVi; 
Sec  14,  NBV4.  NBV4MWV4,  NViSBV4, 

SWV4SEV4,  and  NWV4SEy4SEV4; 
Sec.  15,  WVaNfW'/i.  SEV4NWy4.  N'/iiSWV4. 

and  SBV4SWy4: 
Sec  19,  BMiSEVi; 
Sec  20  all; 
Sec  21!  WViNB'A,  WVi,  W'ASE'A,  and 

SEV4SBV4' 
Sec  22,  WviNEV4,  SBV4NBV4,  NEV4hWV4, 

NEV4SWV4.  S'ASWVi.  and  SE'A; 
Sec  23,  WViihWV4NEV4  and  W'/iNWV4 

SWV4; 
Sec.  27,  WV2NEV4  and  WVi; 
Sec.  28.  E>/i,  NEV4NWV4.  and  S'/iSWV4; 
Sec.  29,  r4WV4NEV4,  SVaSW'A,  and  SVi 

SEV4: 
Sec  30,  SV1SEV4; 
Sec.  31 ,  EVz  and  SB 'ASW V4; 
Sec.  32,  WViNBVi,  WVi.  and  SviSBV4; 
Sec  33,  NVaNVi.  SWV4NBV4,  S'/iSWV., 

and  WviSBV4: 
Sec.  34.  NWV4NBV4,  NV1NWV4.  and  SEV4 
NWV4. 

Sec.  3,  lot  2,  SWV4NEV4,  and  E'/zSVIV*; 

Sec  4,  SV1NBV4  and  NWV4SEV4; 

Sec  5,  SV1NWV4,  NWV4SWV4,  and  SBV4 

SEV4: 
Sec  6  SViNBV^' 

Sec  8!  SWV4NBV4  and  NBV4SEV4; 
Sec.  9,  NBV4NBV4. 
T.  45  N.,  3  B.. 
Sec  24.  NviN'A; 
Sec.  26,  NEV4  and  EVxSRW. 
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Sac.  32.  SVUevd  iDd  rn^SBVfc: 
Sac.  34.  NB1«SB%^ 
T.4SN..IL4B.. 
Sac  2,  kHs  1  to  4.  lochwW*.  WViSW  Vk 

andB^kSBvCi; 
Sac  3.  loti  1  to  8.  Induaiva.  S%iNVi,  and 

SVL 

Tba  anaa  daacribad  Wtit*  9.114^ 

acraa  in  Latah  and  Shoahooa  Countias. 

2.  Jvrfsdictian  of  the  foIlowiRg 
described  Natkntl  Forest  System  knds 
is  hereby  transfaned  to  the  Bureau  of 
Land  Management  fat  subsequent 
transfer  to  the  Potlatch  Carporation.  Tb» 
transfer  to  the  Potlatdi  Coqxvatian  ¥rill 
be  subject  to  valid  existing  rights,  which 
vrill  be  enumerated  in  the  patent. 

(a)  The  following  deacribed  National 
Forest  System  Unds  have  Weeks  Law 
stat\is: 

Boise  Maridian 

T.41N..ILIB.. 

Sec  4. lot  Ind SBM•^ev(k. 
T.  43  N..  R.  1  B.. 
Sec  22.  NBV4S^4; 
Sec  28,  NVVViNEVd.  NBViNWVi.  md  W% 

SWV^' 
Sac  29.'wVhNBVh.  NWV%.  Nt^WVi.  and 

FV4SBV4; 
Sec  30.  lote  3  and  4.  N%%NBM.  SEVthSVi. 

BVhSW^.  and  fS%SB\fc: 
Sec  31.  Iota  1  and  2; 
Sec  33.  WViNWMi: 
T.  4S  N..  R.  1 B.. 
Sec  23.  NBV«SEV4: 
Sec  24,  SBVfcSWVb; 
Sec  25.  NV^NWVi: 
Sec  28.  SViNWViNWMi, 

SVhSvU«V>NWV^  and  SBV^NW^^; 
Sec  27,  SViNVkNEAfc. 
T.  42  N.,  R.  2  B.. 
Sec  1.  lots  3  and  4,  SVMWVb.  and 

NViSWVi; 
Sec  2,  loU  1  to  4.  inchisive.  SVMBVi.  and 

Sec  9.  NEV«NWVi; 

Sec  23.  NBV«SB%^ 
T.45N..R.2B., 

Sec  4.  SEv^SWM: 

Sec  S.  lots  16  and  17; 

Sec  14,  NWVi,  WViSWVi,  ud  NBV.SWV1. 
T.4»N.,R.2B., 

Sac  30,  kKs  3  ami  4,  SS%«SW«i,  and 
SBV4SBV4.  excluding  .80  acre; 

Sec  32.  SViNBVi.  NEV»SWV»,  and  SB^ 
T.4SN.,R.3B.. 

Sec  7.  lot  4  and  SS\«NW^: 

Sec8.¥r^«SW\4: 

Sec  9,  SWV4NBV4.  SBViNWMi.  and 
NBV«S%rV4: 

Sec  10,  lot  8: 

Sec  12.  SWV4SWV4  less  5.9  acne  nuA 
198  tL' 

Sec  IS,  SBV^KBVfc,  BVhSWM,  and  SB%: 

Sac  17,  NVU«\«  and  hSVbNWM; 

Sec  28,  SV^NBVi: 

Sec  29,  NWV4NBV1,  SVtf<W\«.  and 
NWVCiSBVi; 

Sec  31,  WV^NEV4  and  HB}MfWA. 
T.  45  N.,  R.  4  B., 

Sec  14,  SVd4V^ 

Sec  16.  loU  5  to  8.  faielarive,  and  S%^ 


Sec  19.  lot  1.  NVk  of  let  2.  NWVUC^ 

NViSVrf«V4,  NBViJ>m^  asfi 

N\6SEV4NWV^ 
Sec  30.  tots  2  to  4.  toduBhwt  S1W^WM^ 

and  E'/tSWVi: 
Sec  32.  NVM^  S^UffiVk  SB%li)<W  Vi.  md 

NEViiSWVd: 
Sec  34,  NWV^ 
T.  42  N.,  R.  1  W.. 

Sec  4.  tot  4  wd  SW%U««lf%^ 
T.  44  N..  R.  1  W., 
Sec29,SWV4: 
Sec  30.  SW%NBH  and  BHSBVi: 

Sec.  31.  E%B%: 

Sec  32,  SB^NB^b,  SVhS^  aed  NVhSB%fc: 

Sec33.EVte 

Sec  34.  NViSWVfc  and  SW<*SW%*. 
T.  45  N.,  R.  1 W., 
Sec  7,  lot  4. 

(b)  The  following  described  NatkHul 
Forest  System  lands  have  reserved 

public  domain  status: 

Soke  Meridian 

T  43  N.  R.  1  W.  ♦ 

Sec  12,  SMiNBVi.  NWV»  and  WViSWVi 
T.  44  N.,  R.  2  W., 

Sec  30.  NWV4SEV4. 
T.  43  N.,  R.  3  W.. 

Sec  3,  lot  4,  SWV4NW/4,  and  WVbSWA. 

T.  44  N..  R.  3  W., 

Sec  26.  NViNBVi.  SB%NB%,  and  NW%: 

Sec  32.  lot  1.  NBV4.  NBViNWVi.  and 
SViNWV*; 

Sec  34,  NEV4NEV4  and  SWV4SWV4. 

The  areas  described  aggregate  7,978.91 
acres  in  Benewah.  Latah,  and  Shoaboaa 
Counties. 

Dated:  December  2, 1992. 
DeveONBal. 
i^ssistoiit  Secretay  of  «Ae  Merior. 

The  followring  letter  from  the  \i.S. 
Forest  Service  provides  their 
concurrence  in  the  transfer  of 
jurisdiction  of  lands  identified  in  Public 
Land  Order  No.  6953: 

Honorable  hiannel  tBian.  Jr., 
Secnttay  a<  the  InSBnor,  Aoon  825}.  1849  C 
Stnei.  NW.,  Washingbm,  DXL  20240 
Deer  Mr.  Secretary:  This  is  to  documert  the 
Department  of  Ag^icultura's  coecuReoce 
with  the  traaaiar  of  jorisdictioa  o{  lands  as 
identified  in  Public  Land  Ordea  8953.  dated 
December  2. 1992.  Theee  landa  aie  being 
trensCBiied  from  the  JMrisdictian  of  the 
Secntaiy  of  Agriculture  to  the  Secratary  of 
the  Inteakir  for  conveyaaice  to  the  Potlatch 
Coiporation  as  nquirad  by  section  3(^21  of 
the  Arkansas-Idaho  I^nd  Exchange  Act  of 
1992  (Public  Uw  102-584). 

^nceraly. 
John  R  Beuter, 

Acting  Asustaat  Secntary.  Natand  Bmouna 
and  Environmeirt. 
|FR  Doc  93-602  Filed  1-12-93;  8:45  am) 


FEDERAL  EMCflGBICY 
MANAGEMENT  AOENCV 

44CFRP«ti4 

[Doeltol  Nei.  FEMA-TStt] 

LM  Of  CoiMMnMoo  BIglMo  «or  tho 
Sole  of  Rood  Irwuranco 

agency:  Federal  Insurance 

Administration,  FEMA. 

AcnOM:  Final  rule. 

BuyMOWr:  This  rule  identifies 
communitiea  partfcipeting  in  the 
National  Flood  Insurance  Progrsm 
(NFIF).  The**  ooanxnunities  have 
•pphed  to  the  program  and  have  agreed 
to  enact  certain  floodplain  management 
nMssures.  The  coBununities' 
partidpatkm  in  the  program  autborijes 
the  sale  of  flood  insurance  to  ownera  of 

f>roperty  located  in  the  comnranities 
isted. 

EFFECTIVE  OATCS:  The  dates  listed  In  the 
fourth  ccJumn  of  the  table. 
AOOncSSES:  Flood  insurance  poKdes  for 

{(roperty  located  in  the  commtmities 
isted  can  be  obtained  from  any  hcansed 
property  insurance  agent  or  broker 
serving  the  ^gible  community,  or  from 
the  NFIP  at:  Post  Office  Box  457. 
Lanham,  MD  20706,  (800)  638-7418. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Frank  H.  Thomas,  Assistant 
Administrator,  Office  of  Loss  Reduction, 
Federal  Insurance  Administratkm,  500 
C  Street.  SW..  room  417,  Washington, 
DC  20472,  (202)  646-2717. 
SUPPLEMENTARY  INFORMATION:  The  NFIP 
enables  property  owners  to  purchase 
flood  insurance  which  is  generally  not 
otherwise  avail^le.  In  return, 
communities  agree  to  adopt  and 
administer  local  floodplain  management 
aimed  at  protecting  Hvee  and  new 
construction  from  future  flooding  Since 
the  conmiunities  on  the  attached  list 
have  recently  entered  the  NFIP, 
subsidiaed  flood  inauranoe  is  now 
availaUe  for  property  in  Ae  comnmnity. 

In  addition,  the  Director  of  the 
Federal  Emafgency  Management  Agency 
has  identified  the  special  flood  hazard 
areas  in  some  of  these  communities  by 
publishing  a  Flood  Hazard  Boundary 
Map  (FIffiM)  or  Flood  Insurance  Rate 
Map  (HRM).  The  date  of  the  flood  map, 
if  one  baa  been  publisbed,  is  indicated 
in  the  fifth  cohnnn  of  the  table.  In  the 
communitiea  listed  where  a  flood  map 
has  been  piABshed,  sectiaa  102  of  the 
Flood  Disaater  Protectioo  Act  of  1973,  as 
amended.  42  U.S.C  4012(a).  raquiias 
the  purchase  of  flood  inaurance  as  a 
cooditioD  of  Federal  or  fiedesatty  ralelad 
financial  asaislKice  for  acquisition  or 
construction  of  bidkUngs  in  the  special 
flood  hazard  areas  shown  on  the  map. 


ThaDiMC 
effutltea  da( 
public  inter 
that  notice  e 
5  U.S.C.  55c 
unnecsssar] 

Natieoaf  Eia 

This  rale 
from  Aerec 
10.  Environ 
environmeu 
beenprepai 


West  VlrgMa: 
East  Bank, 


/  Y6L  581  No.  8  / 


13.  ms  /  Rules 


ftgguMliaM       4M3 


Tlw  DiMCtac  find»  tiMt  th*  diikgpad 
efiecttvt  dMBS  would  be  contrary  to  the 
pubDc  interest  The  Director  abo  finds 
that  notice  and  public  procedure  under 
5  U.S.C  S53(b)  are  impracticable  and 
unnecessary. 

NatioHB  EiiyiimiiwiitM'  Pulicjf  Act 

ThienWisatagoricaUy  excluded 
from  Afr  reqnfrementS'  of  44  CFR  pert 
10^  Environmental  Onn«t(iBmtfnn.  No 
environmental  impact  assessment  has 
been  prepared. 

RegufatBfy  FknUiily  Aaf 

The  Federal  brauranoe'  Admfnistmtur 
certifies  that  this  rule  will  not  haw  a 
significant  economic  impact  on  a 
substantial  number  of  smaff  entities  tn 
accordance  with  the  Regulatory 
Flexibility  Act,  5  U.S.C.  «M  etseq.. 
because  the  rale  creates  no  additianaf 
burtien,  but  lists  ftose  communities 
eligibl*  for  the  sale  of  flood  insurance. 


This  rule  la  not  &  ma^  rulft  uadat 

Executive  Order  11291,  Federal  

Regulation.  February  17. 1981.  3  CPR 
1981  Comp.,  p.  127.  No  regulatory 
impact  I 


Papenrork  Reduction  Act 

This  rule  does  not  involvB  ai^ 
collection  of  information  for  purpose*  of 
uw  Paperwork  Reduction  Acta  44  (7.S.C 
3501  et  seq. 

ExecutiT*  Order  12612,  Federalism 

This  nil»lnvoIves  no  policies  that 
have  federafiam  impHrations  under 
Executive  Order  12S12,  Federalism.  * 
October  26, 1987. 3  CFR,  1987  Con^. 
p.  252. 

Executive  Ovdbr  laTTBt  Cfvfl  ^Hfiee 
Reform 

This  rule  meets  the  a^iCcable 
standards  of  section  2(bK2l  of  Executive 


CMer  12778.  Octobac  25.  ISftl.  56  FR 
55195^  3  CFR,  1991  Comp.,  p.  309. 

List  of  Subjects  ia  44CnLPar<  64 

Floed  insurance.  Floodplains. 

Accordin^y.  44  GFR  pert  64  is 
amendsAwi 


P  ART  64-{AlfBIDB>t 

1.  TheaathoiKy  dtatioii  tor  part  64 
continues  to  read  as  follows: 


;  42  C.S.C  4091  ttm^. 
Rmnganization  Plan  No.  9air979,  3  C7B, 
1978  Comp.,  p.  329;  B.a  12327, «•  PR M8i9. 

3  CFR  1979  Comp.,  p.  376. 

164.6    [Amendsdl 

2.  Tks  tables  pubUdmd  andSrii* 
authority  of  §  64.6  are  i 
follows: 


mdtaME 

Osceola^  •!<■»  at  St , 
Iowa: 

[Mas  County,  uninooipocBlad  i 
Kansar 

MartoaCdantj^.  iwlncoipeielad  aieaa . 


Geofgia: 

Fkxtda: 

Freepoft  cNy  oT.  WaRon  Couniy 
GeoralK    . 


WestVlf^MtK 

mUK  BSMK|  SWfl  ^m. 


Ka— wh»Caiii%  . 


VWgMc 


SadBbuiy,  tOMfmNp  oi,  CofwfoiU  CoMMy . 
NawYork: 


t  at,  canton  CouNli^—. 
Saranac  to«wv  of.  CIMaa  County  — 
Angallca.  iWaga  o>.  Aleflawy  Gomty  , 


Rlchbuig,  vWaga  of,  Alegany  County  — 
VIrgMa: 

MNnnooia.  diy  oi,  Laka  County 

ntOULMt  9nOUttM  COMMglWtOMS 


Paten,  townahip  ol.  Frantdln  County 


CDnwnuntty 
No. 


180506 
190660 
200593 

130388 
120319^ 
130400 

540072 

510200 

422396 

361488 
360171 
360023 
360032 

510198 

120412 


421664 


Eflectiw»dalfto»aulhailaSentoMBBM«on  of  sal*  of  Rood  Inauranca  In  com- 
munity 


D6C.  M,  >9te . 
— <to_. 
Dec.  29, 199? . 

Dac1t.19Se. 
Dec  U,  t9S2  . 


Dee.  15, 199B 


May  29.  WX  fmn^  Jana  K  wee.  Ra»;  Now.  IB,  1982,  Sutp.;  Dee>  4, 
1988,  Rata. 


Apr.  11,  T97V,  Emeig.:  Sept  10,  1964,  Rag.;  Dec.  2.  ISSK  So^^  Dec  t1. 


Aug.  6^  ISTSt  Enaif.;  A^t.  19;^  I89i,  Ra»;  Aug.  19,  1991,  Suap.;  Dec  ft. 
1992,^  Ram. 

May  23,  19M,  Ein6i»:  JKk  17.  198«  Reg.;  Nov.  4.  1^  Suas4  Dae.  22. 

l«e2.RaK 
May  gt  1978,  Emai»:  Jwa  S,  1886,  Aa»;  Nov.  4,  198?,  Suar-;  Ote.  22. 

l0e2.Rflla 
June  »,  1978,  Emaig:;  Fab.  t,  T9M.  Reg.;  Nov.  4,  1982,'  Sua».:  Dec  23, 

1982,  Mk 
May  71.  1S7S,  Emaio:  J*"'  Sl  ^^^  M>u  Nov.  4,  1992,  Suap.;  Dec  23. 

1982,  Rain. 

Sitpt  16;  197S,  EmefB:;Sapt  10, 1984.  Ratn.;  Dec.  20,  T99e,  Su«4  Dec  29, 


Aug.  IS,  18S4tRain.;  Aug.  15.  1984,  Suapi;  Dec  29i 


■1.24,1977, 
1992,  Hem. 


Dec  2. 


Cufrani  cf9oc#v8 


Oct  2S.  1977. 
A^^  23. 197ft 

July  2. 1891. 
Mai«188B. 

June  1.1982. 

ssptmisM. 

Aug.  19;  1991. 


17.1 

3,19K. 
Fab:1,19M. 
Jon.  9,  IfTft 

Sapt  10^1984. 

Ahs.1S,19M. 


Dec  2, 1882: 
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SMMindkKatton 


VI 


Mtsaowt 

CoUavMs.  vMaga  ol.  St  OwrtM  County 

erf  man.  Off  (A.  St.  CtwrtM  County 

St  CtwiM  County.  uniiiuirporiHd  anm 
St  Pmntdti  ol.  St  CtwrtM  Courty  .... 
Wonizvaa.  dty  o(.  St  ChaitM  County  .... 
St  Ctwiw.  city  o(.  St  CtwrtM  County  .. 


Community 
No. 


290696 
290361 
290315 
290319 
290320 
290318 


Eftoctiv*  (Ma  Of  Mlhoi1zalk)n^:anc«lation  of  sale  o(  flood  insurance  in  oom- 

munily 


Oac.  15, 1992,  Sutpanaion  iMthdraww 

do '. 

do 

do 

do 

do 


Currant  affactlva 
map  data 


Oac.  IS,  1992. 
Oac.  15, 1992. 
Oac.  15. 1992. 
Oac.  15, 1992. 
Oac.  15. 1992. 
Oac.  15, 1992. 


Coda  lor  wdi»QloijmoolMmn:Eiw«i»-Cw»B»»cy.R»B.    n<gulir  Su>p.-S»wp>n1en.  nt>i.    fWnMMnnnt. 


(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  "Flood  Insxirance.") 

Issued:  )anuaiy  7, 1993. 
CM.  *'Biid''  Scbauerte. 
Administrator.  Federal  Insurance 
Administration. 

(FR  Doc.  93-768  Filed  1-12-93;  8:45  am] 
MJJNQ  COM  •nS-M-H 


44CFRPart64 
[Doctot  Na  FEMA-7S60] 

Suepeneion  of  Communtty  Eligibility 

AGEMCY:  Federal  Insurance 

Administration,  FEMA. 

ACnOW:  Final  rule. 

SUMMARY:  This  rule  identifies 
communities  where  the  sale  of  flood 
insiuance  has  been  authorized  under 
the  National  Flood  Insurance  Program 
(NFIP),  that  are  suspended  on  the 
effective  dates  listed  within  this  rule 
because  of  noncompliance  with  the 
floodplain  management  requirements  of 
the  program.  These  communities  are 
located  in  Dade  County,  Florida  and  are 
currently  participating  in  the  NFIP 
under  the  Dade  County  Metropolitan 
Government.  If  FEMA  receives 
documentation  that  the  community  has 
adopted  the  required  floodplain 
management  measures  prior  to  the 
effective  suspension  date  given  in  this 
rule,  the  suspension  will  be  withdrawn 
by  publication  in  the  Federal  Register. 
EFFECTIVE  DATE:  The  effective  date  of 
each  community's  suspension  is  the 
third  date  ("Susp.")  listed  in  the  fourth 
column  of  the  following  tables. 
ADDRESSES:  If  you  wish  to  deteraiine 
whether  a  particular  community  was 
suspended  on  the  suspension  date, 
contact  the  appropriate  FEMA  Regional 
Office  or  the  NFIP  servicing  contractor. 
FOR  FURTHER  INFORMATION  CONTACT: 
Frank  H.  Thomas,  Assistant 
Administrator,  Office  of  Loss  Reduction. 
Federal  Insurance  Administration,  500 
C  Street,  SW.,  room  417.  Washington, 
DC  20472,  (202)  646-2717. 
SUPPLEMENTARY  INFORMATION:  The 
National  Flood  Insurance  Program 


(NFIP),  enables  property  owners  to 
purchase  flood  insurance  which  is 
generally  not  otherwise  available.  In 
return,  communities  agree  to  adopt  and 
administer  local  floodplain' management 
aimed  at  protecting  lives  and  new 
construction  from  future  flooding. 
Section  1315  of  the  National  Flood 
Insurance  Act  of  1968,  as  amended,  42 
U.S.C.  4022.  prohibits  flood  insurance 
coverage  as  authorized  under  the 
National  Flood  Insurance  Program,  42 
U.S.C.  4001  et  seq..  unless  an 
appropriate  public  body  adopts 
adequate  floodplain  management 
measures  with  effective  enforcement 
measures. 

The  communities  listed  in  this 
document  have  been  participating  in  the 
NFIP  under  the  eligibility  of  the  Dade 
County  (Florida)  Metropolitan 
Government.  On  May  4-«.  1992,  FEMA 
conducted  a  comprehensive  Community 
Assistance  Visit  (CAV)  of  the 
administration  of  the  NFIP  by  Dade 
County  and  by  the  27  incorporated 
municipalities  within  Dade  County.  The 
CAV  identified  a  significant  number  of 
program  deficiencies  and  potential 
violations  in  many  of  the  municipalities 
and  in  the  unincorporated  areas  of  the 
county.  As  a  result  of  the  findings  and 
in  order  to  allow  the  coimty  and 
individual  municipalities  an 
opportunity  to  participate  in  the  NFIP's 
Community  Rating  System  (CRS),  it  was 
determined  by  the  Federal  Insurance 
Administration  to  change  the  eligibility 
status  of  Dade  County  from  one 
metropolitan  community  to  28  separate 
communities.  To  implement  the  change, 
a  coimtywide  Flood  Insurance  Rate  Map 
(FIRM)  has  been  issued.  It  becomes 
effective  on  January  20, 1993.  The  FIRM 
includes  community  boundaries  and 
new  community  identification  numbers 
(CID's).  Each  community  is  required  to 
meet  the  statutory  requirement  for 
compliance  with  program  regulations. 
44  CFR  part  59  et  seq.  Accordingly,  the 
communities  which  do  not  adopt 
compliant  ordinances  will  be  suspended 
on  the  effective  date  in  the  fourth 
column.  As  of  that  date,,  flood  insurance 
will  no  longer  be  available  in  the 


community.  However,  many  of  these 
communities  may  make  application, 
adopt  and  submit  the  required 
documentation  of  legally  enforceable 
floodplain  management  measures  after 
this  rule  is  published  but  prior  to  the 
actual  suspension  date.  These 
communities  will  not  bo  suspendedlnd 
will  continue  their  eligibility  for  the  sale 
of  insurance.  A  notice  withdrawing  the 
suspension  of  the  communities  will  be 
published  in  the  Federal  Register. 

In  addition,  the  Federal  Emergency 
Management  Agency  has  identified  the 
special  flood  hazard  areas  in  these 
communities  by  publishing  a  Flood 
Insurance  Rate  Map  (FIRM).  The  date  of 
the  FIRM  is  indicated  in  the  fifth 
column  of  the  table.  No  direct  Federal 
financial  assistance  (except  assistance 
pursuant  to  the  Robert  T.  Stafford 
Disaster  Relief  and  Emergency 
Assistance  Act  not  in  connection  with  a 
flood)  may  legally  be  provided  for 
construction  or  acquisition  of  buildings 
in  the  identified  special  flood  hazard 
area  of  communities  not  participating  in 
the  NFIP  and  identified  for  more  than 
one  year,  on  the  Federal  Emergency 
Management  Agency's  initial  flood 
insurance  map  of  the  community  as 
having  flood-prone  areas  (section  202(a) 
of  the  Flood  Disaster  Protection  Act  of 
1973,  42  U.S.C.  4106(a),  as  amended). 
This  prohibition  against  certain  types  of 
Federal  assistance  becomes  effective  for 
the  communities  listed  on  the  date 
shown  in  the  last  column. 

The  Administrator  finds  that  notice 
and  public  comment  under  5  U.S.C. 
553(b)  are  impracticable  and 
unnecessary  because  communities  listed 
in  this  final  rule  have  been  adequately 
notified. 

Each  community's  Chief  Executive 
Officer  has  received  a  6-month,  90-day. 
and  30-day  notifications  that  the 
community  will  be  suspended  unless 
the  community  makes  application  and 
adopts  the  required  floodplain 
management  measures  prior  to  the 
effective  suspension  date.  Since  these 
notifications  have  been  made,  this  final 
rule  may  take  effect  within  less  than  30 
days. 


Thkndei 
from  the  reqi 
10.  Ettvinxu] 
environment 
been  prepare 


TheFeder 
has  detemiz 
from  die  raqi 
Flexibility  A 
Flood  Inmra 
amended,  42 
flood  insorai 


'NoScedaiFk 
Cod9  for  fMcRn 
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Natii 


Act 


This  Eule  is  catBgotically  >xcUid«<i 
firom  the  requirements  of  44  CFR  part 
10.  EaviiQniB«BtAl  Considaratioa.  No 
environmental  impact  assessment  Itas 
been  prepared. 

Regulatory  Flexibility  Ad 

Th«  Federal  Insuianc*  Administntar 
has  detemnned  that  diis  rule  is  exempt 
from  flierecyrirwaents  of  fli»  Regulatory 
Flexibility  Act  becauw  tbvNatiaoal 
Flood  Insurance  Act  o(  1968,  as 
amended,  42  U.S.C  4002.  prohibits 
flood  insoiance  covengs  ualass  an 
appropriate  pt^ic  body  adopts 
adequate  floodplain  raanageiaeni 
measures  with  effectiv*  •ofotcesMiit 
measures.  Hie  omnnunities  hsted  no 
longer  comply  with  tlM  statulovy 
requirement,  and  after  die  affactiire  data. 
flood  insurance  will  no  longer  be 
availrt>}«  in  the  connRunities  iBikss 
they  take  remedial  action. 


Regulfltty  ] 

This  rule  is  not  a  inajbr  mle  ondler 

Executive  Order  122S1,  Pedaad  

Regnlation,  Frtmiary  17. 19»1. 3  CFR. 
1981  Cbmp.,  p.  127,HomgaUiaoTf 
impact  analysis  Ims  beaa  piepcred. 


Order  12778.  October  2S.  1991. 56  PR 
55195,  3  CFR.  1991  Cbaip.,  p.  30S. 


Paperwork  Reduction  Act 

This  rule  does  not  isvdwe  any  ~ 
collactioB  of  infonnetioB  far  pnrposes  of 
the  P^Mnwori:  RMhKtiaB  Act.  44  USjC 
3501  et  seq. 

Executive  Order  lZ612.Fe4^eraIism 

This  role  involves  no  palTcies  dwt 
have  fadecsbsm  impticatians  under 
ExecuCiTe  Order  12612.  Federalism. 
October  26. 1987,  3  CFR.  1987  Comp.. 
p.  252. 

Execirtrre  Order  IZ77»,  Civit  fostice 
Reform 

This  rule  meets  the  applicable 
standards  of  section  Z(bl(2l  of  Executive 


List  of  Subjects  in  44  CFR  Put  64 

Flood  insurance,  Floodpfoiiis. 
Accordingly.  44  CFR  part  64  is 
amended  as  follows: 

PART  64-iAMENOECH 

1.  The  aatfaority  citalioii  fiirpert  M 
continues  to  read  as  follows: 

Authority:  42  U.&C.  4004  el  sa^; 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Conip..  p.  3(29;  B:a  12127.44  FR  t93ft7. 
3  CFR,  i9f%  Cmp..  p^  37& 

§64.6    [Amended] 

2.  The  tables  published  under  the 
authority  of  $  64.6  are  amended  as 
follows: 


OatacanalaMeM* 

^\A^A^      ^^^J     !■     ■iialaM 

Convnunity 

EWacttKa  date  ot  authottiatlon/cawceteticn  ot  sale  o« 

Current  eWertwe  map 

asaisaMawlanMr 

state  and  location 

No. 

Hood  Insurancv  In  conrwnunity 

data 

available  m  apaciat 
flood  hazHtf  areas 

SUSPCNaONS 

imi«a  l¥ 

Florida: 

Bay   KaitxHjr   Islands,   town   of 

120637 

Aiig  14,  tSTO,  Eawig.;  Sept  29.  1972.  Reg^  Jaa  20. 

Jan.  20, 1983 

Jaa20, 1ML 

Dade  County. 

1993.  Susp. 

Rcfida  Cify.  city  of  Dade  Cowtf  . 

120641 

Aug.  14.  1970.  Emerg.;  Sept  29,  li^r^  Reg.:  Jan.  20. 

Jan.  20,  T993 

Oa 

1993.  Susp. 

HlatMh  GoKtonB,  city  d  Oa«te 

t206M 

Aug.  V«,  1»70,  Emerg.:  Sept  29,  1972.  Reg.:  Jen.  20. 

Jan.  20, 1983 

Ckk 

County. 

1993.  Susp. 

Homestead,  ctty  of  Dade  County 

120645 

Aug.  14,  1970.  Emerg.;  Sept.  29,  1972.  Reg.;  Jan.  20. 
1993.  Susp. 

Jan,  20, 1993 _ 

Do. 

Indian   Ccaek.    viUaae   oi    Dade 

120646 

Aug.  14,  1970.  Emerg.;  Sept.  29.  1972.  Reg.;  Jan.  20, 

Jan.  20,  1993 

Do. 

County 

1993.  Susp. 

iikndbi.  city  o(  Dade  County 

t30649 

Aug.  14,  1970,  Emerg-;  Scot  29.  1972.  Reg.;  Jan.  20. 

Jan.  20,  1993 - 

Da 

19«J,  Soap. 

Key  Biscayna.  ctty  at  Dad*  Cowv 

120648 

Aug.  14,  1970.  EMeig.;  Sept  29i  1972.  Reg.;  Jaa  20, 

Jan.  2aT9B3 

Do. 

ty. 

1993,  Swap. 

Medtey.  town  o<  Dade  County 

T2064t 

Aug.  14.  1970,  Emerg.;  Sept  29.  1972  Reg.;  Jan.  20, 
1993.  Susp^ 

Jan.  20,  1993 

Do. 

Ner»)  Bay  VWaga,  city  c*  Dad* 

120684 

Aug.  14,  1970,  Emefg.;  Sept  29;  1972,  Reg.;  Jan.  20. 

Jan.  20,  I99tt .- 

Oe. 

County. 

1993.  Suapi 

npa-Locka,  dly  of  Dade  County  „ 

120657 

Aug.  14,  1970.  Eniei^;  Sept  2t,  1972.  Reg^  Jan.  20, 

Jan.  20.  1993 

Da 

1993,  Suip. 

Suifaide,  Kwn  of  Dade  Coenly  -.. 

190656 

Aug.  14,  197a  Emeig.:  Sept  29.  1972.  Reg.;  Jan.  20, 

Jan.  20.  1999 

Oa 

1999.  Susp. 

. 

Sweetwater,  dty  oi  Oada  CeMi% . 

120660 

Aug.  M,  tWO;  Eft«etgL;  Sept  2»,  t972.  Ragi;  Jarv  20. 

I4SPHA.' 

Oa 

19931  Swap. 

Wast  Miami,  dty  of  Dndh  County 

120682 

Aug.  14v  1970,  Emeig.;  Sept  29,  t972.  Rag.;  Jan:  20, 

NSFHA» 

tlo. 

1993.  Sosp. 

'  No  Spedai  Flood  Kuaid  Aim*. 

iifMfQSftcyr  H>0.— ^ 

•gular,  Susp.— Suipansioa 

.J 1   «■ > 


-s I  \j^\     ca     XT..^     o    /   \»Ir^w%a^Aa%,    Tamianr   10     1009    /   Qiiloa   an/1   Vooiilfltinns 
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(Catalog  of  Federal  Domettic  Assistance  Na 
83.100,  "Flood  Insurance.") 

Issued:  January  7, 1993. 
CM.  "Bud"  SchauHle, 
Administrator,  Federal  Insurance 
Administration. 

(PR  Doc.  93-770  Filed  1-12-93;  8:45  am) 
BHjjNO  cooe  fl71»-ai-M 


NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

48  CFR  Part*  1832  and  1852 

Addition  of  Coverage  to  NASA  FAR 
Suppiement  on  the  Uae  of  Milestone 
Billing  Arrangements  for  Contract 
Financing 

AGENCY:  Office  of  Procurement. 

Procurement  Policy  Division.  National 

Aeronautics  and  Space  Administration 

(NASA). 

ACTION:  Final  rule. 


SUMMARY:  This  notice  amends  the  NAS.\ 
Federal  Acquisition  Regulation 
Supplement  (NFS).  Chapter  18  of  the 
Code  of  Federal  Regulations.  This  rule 
sets  forth  the  policies  and  criteria  for  the 
use  of  milestone  billing  arrangements 
for  contract  financing,  as  well  as  the 
cause  to  be  included  in  contracts  using 
such  financing.  It  also  sets  forth  the 
policy  regarding  advance  payment 
determinations  and  findings  for  the  use 
of  milestone  billing  arrangements  for 
expendable  launch  vehicle  (ELV) 
services  contracts. 
EFFECTIVE  DATE:  This  rule  shall  take 
effect  on  January  13, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Joseph  Le  Cren.  Procurement 
Analyst,  Contracting  Pricing  and 
Financial  Division  (Code  HC). 
Telephone:  (202)  358-0444. 

SUPPt^MENTARY  INFORMATION: 

A.  Background 

On  July  13. 1992.  a  proposed  rule  to 
amend  the  NFS  to  add  policies  and 
criteria  for  the  use  of  milestone  billing 
arrangements  for  contract  financing  was 
published  in  the  Federal  Register  (57 
FR  30933)  for  comment.  All  comments 
were  reviewed  and,  where  warranted, 
changes  have  been  made  in  the  final 
rule. 

Among  the  changes  made  are  two 
clarifications.  They  involve  1832.7001. 
where  it  was  made  clear  that  milestone 
billing  arrangements,  although  subject 
to  prompt  pay.  are  not  subject  to  interest 
penalties;  and  1832.7004  where  it  now 
states  that  milestone  payments  can 
continue  for  the  next  end  item,  if  the 
time  between  deliveries  of  one  major 


end  item  and  the  next  exceeds  three 
months  and  there  is  mutual  agreement. 

Several  policy  changes  were  also 
made.  Those  changes  were  to  1832.7004 
(c)  and  (e).  1832.7004(c)  was  revised  to 
allow  for  the  delegation  of  processing 
milestone  billing  vouchers  outside  of 
NASA  if  specific  directions  are 
provided  to  the  administrative 
contracting  officer,  and  the  contracting 
officer  performs  periodic  reviews  of  the 
process.  The  change  at  1832.7004(e)  was 
to  allow  the  milestone  billing  amounts 
to  be  changed  due  to  economic  price 
adjustments,  if  provided  for  in  the 
economic  price  adjustment  clause,  and 
the  changes  to  the  milestone  amounts 
occur  at  the  same  time  as  the  contract 
price  adjustment. 

Other  changes  also  occurred  in  the 
clause  at  1852.232-83.  specifically 
paragraphs  (b).  (c).  (f).  and  (h)(3).  The 
change  at  paragraph  (b)  is  to  streamline 
the  voucher  payment  process  by 
allowing  for  the  contractor's  voucher  to 
be  submitted  at  the  same  time  as  its 
certification,  instead  of  after  contracting 
officer  verification  of  completion  of  the 
milestone.  Paragraph  (c)  was  revised  to 
make  it  more  consistent  with 
1832.7004(a)  and  also  to  incorporate  the 
change  made  there.  Paragraph  (f)  was 
changed  to  allow  contractors  to  self- 
insure,  as  well  as  to  purchase  the 
insurance  described.  The  final  change 
was  made  at  paragraph  (h)(3)  to  allow 
for  the  payment  of  milestones 
completed  out  of  sequence  so  long  as 
the  prior  written  consent  of  the 
contracting  officer  is  obtained. 

Impact 

The  Director.  Office  of  Management 
and  Budget  (0MB),  by  memorandum 
dated  December  14. 1984.  exempted 
certain  agency  procurement  regulations 
from  Executive  Order  12291.  This 
proposed  regulation  falls  in  this 
category.  NASA  certifies  that  this 
regulation  will  not  have  a  significant 
economic  effect  on  a  substantial  number 
of  small  entities  under  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601  etseq). 
This  rule  does  not  impose  any  reporting 
or  record  keeping  requirements  subject 
to  the  Paperwork  Reduction  Act. 

List  of  Subjects  in  48  CFR  Parts  1832 
and  1852 

Government  procurement. 
Don  G.  Bush. 

Assistant  Administrator  for  Procurement. 

1.  The  authority  citation  for  48  CFR 
parts  1832  and  1852  continues  to  read 
as  follows: 

Anthorily:  42  U.S.C  2473(c)(1). 


PART  1832— CONTRACT  FINANONQ 

2.  Part  1832  is  amended  as  set  forth 
bslowc 

a.  Section  1832.402-2  is  added  to  read 

as  follows: 

1832.402-2    Expendable  launch  vehicle 
mnAem  contracts. 

Determinations  and  findings  are  not 
required  for  advance  payments  for 
contracts  supporting  expendable  launch 
vehicle  (ELV)  services  contracts 
(however,  see  1832.70  for  Milestone 
Billing  Arrangements).  Instead  all 
advance  payments  clauses  for  ELV 
services  contracts  shall  be  submitted  to 
Code  HC  for  concurrence  prior  to 
issuance  of  the  solicitation  (see 
1832.7005).  and  to  the  Assistant 
Administrator  for  Procurement  (Code 
HC)  for  approval  prior  to  award  (see 
1832.7006).  _    , 

b.  Subpart  1832.70  is  added  to  read  as 

follows: 

Subpert  1832.70— Milestone  Billing 
Arrangements 


1832.7001 
1832.7002 
1832.7003 
1832.7004 
1832.7005 
1832.7006 
award. 

1832.7007  Subcontracts  and  contract 
amendments. 

1832.7008  Solicitation  and  contract  clause. 


General. 

Policy. 

Criteria  for  use. 

Contractual  implementation. 

Concurrence  prior  to  solicitation. 

Approval  prior  to  contract 


Subpart  1832.7&-Mileatone  Billing 
Arrangements 

1632.7001    General. 

As  authorized  at  FAR  32.102(e). 
milestone  billing  arrangements  may  be 
used  for  contract  financing.  Milestone 
billing  arrangements  fall  between 
progress  payments  based  on  costs  with 
unusual  terms  and  advance  payments  in 
the  order  of  preference  specified  in  FAR 
32.106.  Milestone  billing  arrangements 
are  contractual  provisions  which 
provide  for  payments  to  a  contractor 
upon  successful  completion  of  specific 
performance  events  not  involving 
physical  deliveries  to  the  Government. 
As  milestone  arrangements  are  interim 
payments  with  respect  to  total  contract 
performance,  they  are  fully  recoverable, 
in  the  same  manner  as  progress 
payments,  in  the  event  of  default. 
Milestone  payments  shall  not  be 
considered  as  payments  for  contract 
items  delivered  and  accepted,  incentive 
price  revisions,  or  inspection  and 
acceptance  provisions  of  the  contract. 
Milestone  billing  arrangements  are 
contract  financing  payments  and  as 
such  are  not  subject  to  prompt  payment 
interest  penalties. 
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1832.7002  PoNey. 

In  negotiating  milestone  billing 
arrangements,  contracting  officers  must 
seek  to  establish  an  overall  level  of 
contract  financing  that  will  result  in  the 
contractor  maintaining  an  appropriate 
investment  in  contract  woric-in-process 
inventory.  The  level  of  contract 
financing  should  be  based  on  the 
number,  value  and  timing  of  the 
milestone  billing  events,  and  the 
manner  in  whic£  milestone  payments 
are  liquidated  against  contract  line  item 
deliveries.  Therefore,  proposed 
milestone  billing  arrangements  should 
be  carefully  evaluated  to  ensure  that 
contract  financing  objectives  are  being 
met,  that  the  proposed  milestone  billing 
arrangement  will  not  result  in  an 
unreasonably  low  or  negative  level  of 
contractor  work-in-process  inventory,  or 
create  an  administrative  burden  (e.g., 
too  frequent  payments). 

1832.7003  Criteria  for  use. 

(a)  Milestone  billing  arrangements  are 
limited  to  fixed-price  type  contracts  in 
excess  of  $10  million  with  long  lead 
times  (at  least  12  months)  between  the 
initial  incurrence  of  costs  under  the 
contract  and  the  delivery  of  the  first  end 
item. 

(b)  The  contract  shall  not  provide  for 
progress  payments  based  on  cost  or 
advance  payments,  with  the  exception 
of  expendable  launch  vehicle  (ELV) 
services  contracts  (see  1832.7003(d)). 

(c)  The  established  milestone  events 
will  be  readily  determinable. 

(d)  Milestone  billing  amounts  shall 
not  exceed  the  Government's  best 
estimate  of  the  cost  to  perform  each 
milestone  event.  For  ELV  services 
contracts,  42  U.S.C.  2459c  provides 
authority  to  make  advance  payments  in 
conjunction  with  milestone  billing 
arrangements.  Advance  payments 
provided  under  such  arrangements  must 
be  reasonably  related  to  launch  vehicle 
and  related  equipment,  fabrication,  and 
acquisition  costs.  However  42  U.S.C. 
2459c  provides  considerable  flexibility 
in  determining  what  types  of  costs 
(committed,  incurred,  expended)  may 
be  considered  in  determining  payment 
schedules  for  ELV  services  contracts. 
Individual  milestone  payments  may 
exceed  a  contractor's  incurred  costs 
during  performance  only  if  the  payment 
schedules  comply  with  the  intent  of  42 
U.S.C.  2459c.  are  considered  fair  and 
reasonable,  and  serve  the  Government's 
best  interests. 

(e)  The  contract  milestones  should 
represent  the  completion  of  substantial 
items  of  service  or  events  that  would 
normally  require  management  visibility 
and  attention  to  assure  their  timely 
accomplishment.  Milestones  should  not 


be  based  on  insignificant  events, 
administrative  functions,  percentage  of 
completion  estimates,  or  the  passage  of 
time.  The  number  of  milestone  events 
will  be  kept  to  a  minimum. 

1832.7004    Contractual  Implameittation. 

Contracts  containing  milestone  billing 
arrangements  will  include  the  following 
requirements: 

(a)  Normally,  milestcme  billings  will 
not  be  submitted  after  deliveries  of  a 
major  end  item  commences  upon  which 
milestone  payments  have  been  made.  In 
the  event  the  period  between  delivery  of 
such  major  end  item  and  the  next  end 
item  delivery  exceeds  three  months, 
milestone  payments  can  continue  to  be 
made  for  the  next  end  item  as  mutually 
agreed  for  appropriate  events. 

(b)  Completion  of  each  milestone 
must  be  certified  by  the  contractor  and 
verified  by  the  contract  administration 
office  in  order  for  payment  to  be  made. 

(c)  The  processing  of  milestone  billing 
vouchers  shall  not  he  delegated  outside 
NASA  without  specific  instructions 
from  the  contracting  officer,  and  the 
periodic  review  of  payments  by  the 
contracting  officer,  e.g.,  reviews  of 
action  taken  on  issues  that  have  arisen. 

(d)  The  relationship  between 
milestone  billing  events  and  deliverable 
contract  line  items  will  be  clearly 
established  in  the  contract.  A  milestone 
billing  event  should  normally  be 
associated  with  only  one  contract  line 
item.  However,  a  contract  line  item  may 
have  more  than  one  related  milestone 
billing  event.  Upon  delivery  and 
acceptance  of  a  contract  line  item  on 
which  milestone  payment(s)  has/have 
been  made,  the  amoimt  of  the  related 
milestone  pajrment(s)  will  be  deducted 
bom  the  amount  otherwise  payable  for 
the  contract  line  item. 

(e)  Milestone  billing  amounts  will  not 
be  subject  to  the  "Adjusting  Billing 
Prices"  paragraph  of  the  "Incentive 
Price  Revision-Firm  Target  clause  (FAR 
52.216-16(f))  in  fixed-price  incentive 
contracts,  and  will  not  be  adjusted  for 
actual  costs  incurred  above  or  below  the 
contract  target  cost.  Adjustments  to 
milestone  billing  amoimts  shall  not  be 
made  unless  specifically  provided  for  in 
the  economic  price  adjustment  (EPA) 
clause  of  the  contract.  Furthermore,  any 
adjustment  to  milestone  amoimts  arising 
from  an  EPA  clause  shall  be  made  at  the 
same  time  as  the  contract  price 
adjustment. 

(f)  Milestone  payments  are  interim 
payments  with  respect  to  total 
performance,  and,  as  such,  are  fully 
recoverable  in  the  case  of  default,  in  the 
same  manner  as  progress  payments. 


1832.7006    Concurrence  prior  ID 


Prior  to  the  issuance  of  a  solicitation 
in  which  a  milestone  billing 
arrangement  is  made  available, 
concurrence  shall  be  requested  in 
writing  from  Code  HC.  The  request  shall 
provide  the  reasons  why  a  milestone 
billing  arrangement  is  appropriate  and 
include  a  copy  of  the  milestone  billing 
arrangement  dause  if  it  differs  from  the 
clause  at  1852.232-83,  Milestone  Billing 
Arrangements. 

1832.7006    Approval  prior  to  contract 


Subsequent  to  solicitation,  but  prior 
to  contract  award,  a  request  for  approval 
of  the  milestone  billing  arrangement 
shall  be  submitted  to  the  Assistant 
Administrator  for  Procurement  (Code 
HC).  The  request  for  approval  should 
include  the  following  information: 

(a)  The  name  and  phone  number  of 
the  contracting  officer. 

(b)  A  copy  of  the  contractor's  support 
for  a  milestone  billing  arrangement, 
including  the  rationale  and  statement  of 
need  for  milestone  billings. 

(c)  A  copy  of  the  proposed  milestone 
billing  clause. 

(d)  Description  of  the  milestone 
billing  events,  with  a  schedule  of 
milestone  completion  dates  and 
milestone  values,  and  the  method  of 
verifying  completion. 

(e)  Description  of  the  contract  end 
items  with  their  delivery  schedule  and 
prices. 

(f)  Proposed  milestones  and  contract 
end  items,  with  appropriate  narrative 
showing  how  the  milestone  amounts 
were  estimated  and  distributed  to  the 
contract  end  items  for  interim  milestone 
payment  and  end  item  final  payment 
purposes. 

(^  Financial  analysis  (numeric  and 
graphic)  showing  cash  flow  and 
contractor  investment  in  the  contractor 
woric-in-process  inventory,  with  and 
without  milestone  billings. 

(h)  Any  other  information  considered 
relevant. 

1832.7007    8ut>contracte  and  contract 
amandnianta. 

Subcontracts  and  amendments  to 
prime  contracts  that  incorporate 
milestone  billing  arrangements  are  also 
subject  to  the  criteria,  contractual 
implementation,  concurrence  and 
approval  policies  in  this  subpart. 
Requests  for  concurrence  and  approval 
^lail  be  submitted  to  the  prime 
contractor  through  the  next  higher  tier 
subcontractor,  if  applicable,  to  the 
contracting  officer. 
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1832.700t 
dauM. 

M  Tha  coiKrfUng  ofRrwrahAll  intert 
a  clause  aubrtiiliaTly  ihM  June  as  the 
clause  at  lSS2.232-A3i.  MikitQne  BflUng 
ArraAgBiDaats*  in  W»*^***'""*  bii6 
cfwitPM-**  wbea  -a  fined-pdce  type 
contzactiviU  be  awarded  and« 
■lilestaae  biHiz^  anangemanl  is 

coBleaiplated. 

(bJThe  contracdqg  officer  shall 
include  a  {^usa  subsUKtiaBy  the  same 
as  the  clause  at  1852.232-B4.  Milertone 
Billing  Arrangements — Subcontracts,  in 
all  aJiritoliwn  aad  cotriaacts  wfaea  a 
fixed-price  subcontract  in  excess  of  SH) 
million  with  a  milestone  billiAg 
ffiTot^ftinant  is  contemplated. 

PARTIWl-eOUCITATIOH 
PROW8I0WG  AND  CONTRACT 
CLAUSES 

3.  Sactiaos  lA52.232-<t3  and 
ia52.232-84  are  added  to  read  as 

follows: 


As  pnescnfaed  ■  lS32.7008(aL  insert 

the  following cAauae. 

MitertuuB  BiHiBg  KnmngBiamaH  fDeccmber 
1992) 

(a)  Apaytnent  wfHbeinadetofhe 
con traOcff  upon  ciua|40tion  cf  oadi 
milestone  event  specifiBd  in  |«m;f|»h  ig)  •* 
thisckuae  in  the  aaiAiint  t^Mcifiad  lar  the 
relevant  milestone  evsoL 

lb)  Upon  completion  of  each  milestone 
billing  event,  the  contractor  stoH  notify  the 
contracting  offioBr  in  writing,  accomproied 
by  a  voucher  and  certification,  that  the 
milaatane -event  has  been  compieted.  !%• 
cootaactor's  written  notificftHnn  riiall  contain 
a  brief  narrative  of  the  work  activity 
accomplished  for  the  particular  nrilestone 
event.  The  contracting  ofFicer  shall  promptly 
verify  4>at«iioonssM  completiGn  of  (he 
milMlone  ev«Bt  has  eocurred,  mtify  the 
contractor  of  NASA's  concurrenca,  and 
farward  the  contractcr's  voucher  with  a  copy 
of  the  veriGcation  toihe  designated  payii\g 
office. 

fc)  Milestone  billhigi.  nonnally ,  will  not  be 
submitted  after  deliveries 'flfaMqar«a4  items 
commence  upon  which  milailaaBpa;nBBBts 
have  iieeo  loade.  in  the  event  the  period 
iKtween  delivery  of  such  major  end  item  and 
the  next  end  item  delivery  exceeds  three 
months,  nulestone  payments  can  fxmtiaoe  to 
be  made  for  the  next  item,  as  mutually  agreed 
for  appropriate  events. 

(d)  All  milestoBe  payments  are  interim 
contract  finy-'^fl  paynuBuXt  with  respect  to 
total  <xatfracl  pedonnance.  As  vvdi,  loey  are 
fully  recowaraUe  in  tlw  event  «f  default 
under  the  Debuit  clause.  Tberefoce,  aU 
milestone  payments  made  with  respect  1o 
contract  line  items  that  are  not  delivered  and 
accqrted  by  the  Govermnent  shall,  in  the 
event  of  a  termimttioa  for  MmAt.  be  paid  to 
the  Govwiuuetft  upon  ^aman*. 

(e)  TheoontnckorifaaHealBUMi  and 
record  a  preferred  creditart  iien  en  behalf  of 


the  GovaoMBeBt.  La..a  fin*  iian . 
to  ail  othar  lians.  in  a^h  jariiriirtinB  whaie 
f>rc)pBity  sulvect  to  (Us  contract  Is  located. 
The  *en  ^ball be-on  the  contractor's  waA-to- 
process  covered  by  "tiieujuti art,  except  to 'fte 
extent  that  theOwanaaeHt  fcjr  «M«e«f«ay 
other  terms  of  this  contract  or  otherwiaa. 
shall  have  vabd  tWe  to  the  tnpplias, 
aaadariak,  or-dAar  propartyas  naiaatafter 
cnditnv  of  (he  OBotaactor.  Tha  ps^Mrty 
subject  to  the  liens  shall  include  thai  to  be 
w:quired  under  subcontracts  where  payments 
an  to  te  made  to  the  euhooBtactor  ^OT  to 

the  aocepteaoe  qt  auA  pmpulj  -The 
oantador  sfaaU  faanptly  yuirida  as  tfaa 
Cuwuwme^a  oafijrof  aMiieafili*|B. 

that  it  caaiataJas  jl )  iaauBBBoa  Qo  plant  and 
equipment  against  fixe  and  othar  hazards,  ts 
the  extent  that  similar  properties  are  usually 
hism^ed  by  others  operating  ptaats  and 
properties  of  similar  liiancterte  Qie  seme 
general  locality,  Tl)  adequate  iaaanmoa 
agaiaat  liability  An  account  of  damage  ta 
pers""«  or  property:  and  p)  adequate 
insurance  under  all  tipplicable  workers' 
compensation  laws.  The  contractor  agrees 
that,  until  work  imder  this  contract  has  been 
Aoaiplatad  and  all  payawfntt  made  aader  the 
o^aaoter  havebeea  l^aidatad,  it  will 
piaintain  this  insucanoe  and  himiah  any 
certificates  with  sespect  to  iU  iasuxanca  that 
the  administeEing  office  may  require, 
(g)  Upon  successful  completion  of  a 
milestone  event,  the  contractor  may  request 
milestone  payments  based  on  the  following 
milestone  data: 


(End  of  clause) 
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awani 

Contiaci 
HnaSam 

Amoonl 

EaUmaiad 
liatexytcom- 

(1) 
(2) 
(3)eic. 

i 

(h)(l )  A  mflestuuB  west  atiay  ha 
suocasflfaiUy  oom^datad  ia  adifwn  af  tha 
date  appaahag  ia  paragraph 'igjaf  this  ctevse. 
However,  peyment  shaD  sat  be  made  prior  to 
that  date  without  tire  prior  written  consent  of 
the  contracting  officer. 

(2)  The  contractor  is  not  entitled  to  partial 
payment  for  less  than  successful  complation 
of  a  nilestaoe  aveat. 

(2}  All  jBeLBdiag  mflestoae  events  mast  be 
successfully  ooiapleled  befofe  payment  can 
be  made  for  the  next  milestone  event,  unless 
the  prior  written  r""«""t  of  the  oontmnting 
officer  is  obtained. 
(End  af  clause) 


AdrntaUtmiM 

50  CFBPtfts  217.222,  J 
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SmTinII* 


185S.232-M   MMenaMNtog 

As  prescribed  in  lfl32.7O0BW,  insert 
the  ftAlowingdanse. 

j^ilfsliK^  BiUiii*  j^naoiaaiaal^— 
Suhcoatracts  IPeramher  IBil^ 

(a)  The  Contiactcr  is  prohibited  fram  using 
milestone  billing  arrangements  in 
subcontracts  except  in  accordance  with 
sdbpart  1832.78. 

(b)  TheGorttrac»orsiha/n  insert  the 
substance  nf  this  dause.,  irlartiiigthls 
■aragnsph  fb],  in  ailsnbcuutiadsiinavoessof 
SlOsniUien. 


AOEMCY:  National  Marine  Fisheries 
Service  INMF3}.  NQAA.  Commraca 
ACTION:  Tamponary  tairtle  eMoludar 
device  saqtuMinant  for  wesaek  in  41m 
summer  flounder  tnwl  fishery.  asMl 
request  te  commeBtt. ^^ 

SUMMARY:  NMFS  requires  owners  and 
operators  of  vaaaeb  partkapatiag  ia  Ike 
trawl  fiflheiy  fer  surnnw  flow)  der  irom 
Oregiw  Uat  iD  tfaa  aouthMv  border  4if 
Nortb  CwollRa.  «o  use  tMrtia  excludar 
devioM  (I^Ds)  in  aay  net  tlMft  is  tigged 
for  fisUa«.  for  a  30-day  period  fltarting 
fonaaiy  7. 1993.  <mless«xemptod  frean 
doing  so  by  NMFS.  This  action 
SHpenades  tka  aation  pvbttsfaad  <n 
DecenAer  lA.  1«92  &7  m  eOllSh the 
lequiremests  herein  modify  and  extend 
the  fequiiemeDts  announaed  in  the 
preoeoi^g  acticn.  As  a  restth  of  tto 
action.  Ifa  size  of  the  area  avhMe  TS)8 
are  required  is  zednoed  bymcariag  Iha 
noitbem  boundary  bora  37'WN. 
latitude  \Cafm  Charies,  Virgiwa)  to 
35°4a.l"M.  latitude  (Ongon  Inlet,  North 
CaroBna).  The  parpose  of  this  action  is 
to  reiKeive  a  restriction  on  firiiarmen  in 
the  samaiw  flounder  fishery  while 
proTtdnng  prolectian  to  endangsFed  and 
threatewad  saa  twtles  <for  asi  eidaatded 
period  of  tine.  Hie  actioii  is  authoriaed 
by  »CFR  227.72(1^1. 
wncs:  This  action  is  affective  Jantiaiy  7, 
1993  throtigh  February  8, 1993. 
Comments  on  tins  action  mast  he 
received  l^  F«fcraary  8, 1«93. 
AUDRESSES:  Requests  for  a  copy  of  the 
environmental  assessment  for  this 
action  should  be  addressed  to  Dr. 
Michael  F.  Tillman,  Acting  Dirertor. 
Office  of  Protected  Resources,  NMFS, 
1335  East-Weat  Hi^way,  Silver  Spring, 
MD  2091Q. 

ISOB  aiRTMER  MFORMATION  COMTACT:  Phil 
Williams.  NMFS  National  Sea  Turtle 
Coordiaatflf  (301/713-2319).  Charias  A. 
Oravetz,  Chiet  Protected  Species 
PNgua,  hOilFS.  Southaast  liegion  (813/ 
«93-33£6).  ar  CoUean  Googan.  Protected 
SpedasProgEan.  NbdFSi,  Nortbaast 
fiegioB  {S08/281-«2eD. 
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SUPPLEMENTARY  MFOfWATION: 

Backgronnd 

All  set*  turtles  that  occur  in  U.S. 
waters  are  listed  as  either  endangered  or 
threatened  under  the  Endangered 
Species  Act  of  1973, 16  U.S.C  1531  et 
seq.  (ESA).  According  to  the  National 
Academy  of  Sciences,  incidental  takings 
in  shrimp  trawls  are  by  far  the  leading 
cause  of  numan-induc»d  mortality  to 
sea  turtles  in  the  water;  collectively, 
activities  in  non-shrimp  fisheries,  which 
include  the  summer  flounder  fishery, 
constitute  the  second  largest  source. 

NMFS  took  emergency  action 
pursuant  to  50  CFR  227.72(e)(6)  to 
require  the  use  of  TEDs  in  the  trawl 
fishery  for  summer  flounder  from  Cape 
Charles.  Virginia,  to  the  southern  bonier 
of  North  Carolina,  and  to  require  vessels 
to  carry  an  observer,  if  selected  to  do  so. 
These  requirements  were  initially 
effective  November  15, 1992,  through 
December  15. 1992  (57  FR  53603. 
November  12. 1992).  and  were  extended 
from  December  16. 1992.  through 
January  14. 1993  (57  FR  60135. 
December  18, 1992).  The  specific 
requirements,  their  background  and 
rationale,  and  summaries  of  pertinent 
biological  opinions  were  included  in  the 
cited  Federal  Register  publications  and 
are,  not  repeated  here. 

Recent  Events 

NMFS'  continuing  review  of  the 
available  information  regarding  the 
temporary  TED  requirement  imder  the 
ESA  in  the  summer  flounder  bottom 
trawl  fishery  indicates  that  conditions 
continue  to  necessitate  the  use  of  TEDs 
in  some  of  the  waters  off  North  Carolina. 
Sea  turtles  and  bottom  trawling 
continue  to  co-occur  in  these  waters 
based  on  observations  of  turtles,  both  at 
sea  and  from  strandings  on  ocean 
beaches. 

Incomplete  reports  show  that  99  sea 
turtles  have  stranded  on  ocean  beaches 
from  New  Jersey  through  North  Carolina 
from  October  29, 1992  through  January 
5, 1993,  coinciding  with  the  operation 
of  the  summer  flounder  fishery,  as  well 
as  other  fisheries,  in  the  mid-Atlantic 
region.  However,  since  NMFS' 
December  16, 1992,  action  to  continue 
requiring  TED  use  (57  FR  60135),  five 
sea  turtle  strandings  have  been  reported 
on  North  Carolina  beaches.  A  stranding 
of  a  loggerhead  sea  turtle  was  reported 
south  of  Cape  Hatteras,  North  Carolina, 
in  Drum  Inlet,  as  recently  as  January  2. 
1993. 

Three  loggerhead  sea  turtles  have 
been  reported  captured  by  a  summer 
floimder  trawler  equipped  with  a  TED 
during  this  temporary  TED  requirement. 
A  NMFS  observer  on  board  this  trawler 


south  of  Cape  Hatteras  observed  two 
turtles  cau^t  during  one  tow  and  a 
third  turtle  caught  in  a  second  tow.  Each 
of  the  turtles  dropped  into  the  water, 
apparently  unharmed,  upon  net 
retrieval  as  a  result  of  clogging  which 
caused  much  of  the  catch,  including  the 
turtles,  to  overflow  the  net. 

NMFS  and  the  U.S.  Coast  Guard  are 
continuing  to  conduct  cooperative 
enforcement  activities  in  the  waters  off 
of  southern  Virginia  and  North  Carolina. 
NMFS  has  determined  that  compliance 
with  the  TED-use  requirement  has  been 
good.  Boardings  have  shown  one  alleged 
violation  of  the  TED  requirement  since 
November  15, 1992. 

NMFS  has  determined,  based  on  past 
interactions  between  sea  turtles  and  the 
summer  flounder  fishery,  that  bottom 
trawl  nets  without  TEDs  capture  and 
kill  sea  turtles  at  a  rate  comparable  to 
that  of  the  shrimp  trawl  fishery  along 
the  southern  U.S.  Atlantic  coast,  where 
TED  use  is  now  required  at  all  times. 
Based  on  this  information,  when  turtles 
and  summer  flounder  bottom  trawling 
co-occur,  the  use  of  TEDs  should  be  a 
required  conservation  measure. 

However,  based  on  available  data 
regarding  tiulle  distribution,  fishing 
activity,  and  the  turtle  conservation 
measures  that  are  currently  in  effect,  the 
potential  threat  to  sea  turtles  within  the 
northern  boundary  of  the  TED-use  area 
from  Cape  Charles,  Virginia,  to  Oregon 
Inlet,  North  CaroHna.  has  diminished 
since  the  onset  of  the  summer  flounder 
season.  While  there  is  risk  to  sea  turtles 
associated  with  moving  the  northern 
boundary  of  the  TEI>-use  area 
southward,  NMFS  has  determined  that 
this  risk  is  acceptable  and  will  not 
jeopardize  the  continued  existence  of 
endangered  and  threatened  sea  turtles. 
The  distribution  of  sea  turtles  in  the 
waters  off  southern  Virginia  and  North 
Carolina  during  the  late  fall  and  winter 
appears  to  be  greatly  influenced  by  the 
Gulf  Stream  and  the  relatively  warm 
waters  associated  with  it.  During  the 
late  fall  and  winter,  as  nearshore  water 
temperatures  cool,  there  is  a  general 
southward  migration  of  sea  turtles  out  of 
the  estuarine  and  nearshore  waters  of 
the  Mid-Atlantic  Bight.  But.  turtles  may 
remain  off  southern  Virginia  and  North 
Carolina  because  of  the  presence  of 
relatively  warm  waters  associated  with 
the  northward  flowing  Gulf  Stream. 
This  is  especially  true  south  of  Cape 
Hatteras,  North  Carolina,  but  may  occur 
north  of  Cape  Hatteras  as  well. 

However,  the  influence  of  the  Gulf 
Stream  is  unpredictable  owing  to  the 
impacts  of  strong  north  winds  in  the  fall 
and  winter.  Strong  north  winds  will 
push  colder  nearshore  water  south,    - 
displacing  the  warmer  Gulf  Stream 


waters,  and  any  turtles  in  them, 
ofEshore.  If  the  north  winds  subside, 
however,  the  southward-flowing,  cold- 
water  system  relaxes,  and  turtles  move 
with  the  wanner  water  shoreward  and 
northward. 

In  addition,  turtles  are  cai>able  of 
withstanding  much  cooler  waters  than 
previously  believed.  During  the  1991- 
1992  summer  flounder  fishing  season, 
turtles  were  caught  by  trawlers  in  waters 
where  surface  temperatures  were  10  °C 
and  were  sighted  in  waters  where 
surface  temperatures  were  as  cold  as  6 
"C.  In  fact,  a  loggerhead  turtle,  equipped 
with  a  satellite  transmitter,  is  currently 
being  tracked  off  Maryland  and 
Delaware  in  surface  water  temperatures 
at  or  below  10  "C,  demonstrating  that 
some  turtles  appear  to  behave  normally 
in  relatively  cold  waters.  However, 
while  23  percent  of  the  turtles  sighted 
in  aerial  surveys  off  Virginia  and  North 
Carolina  during  the  1991-1992  fishing 
season  were  in  surface  water 
temperatures  of  10  °C  or  less, 
observations  or  captures  of  turtles  in 
waters  below  10  "C  were  substantially 
reduced. 

Based  on  observed  catch  rates  of 
turtles  during  the  1991-1992  fishing 
season,  the  greatest  risk  to  sea  turtles 
occurred  south  of  Cape  Hatteras.  Catch 
rates  were  substantially  greater  (six  to 
eight  times  as  great)  south  of  Cape 
Hatteras  throughout  the  fishing  season, 
though  the  density  of  turtles  sighted 
during  aerial  surveys  did  not  differ 
substantially  north  or  south  of  Cape 
Hatteras  throughout  the  season. 

In  1991,  based  on  available 
information,  including  the  relatively 
cooler  waters  observeinorth  of  Cape 
Hatteras,  NMFS  moved  the  northern 
boundary  of  the  turtle  conservation 
zone,  where  restricted  tow  times  were 
required,  from  Cape  Charles,  Virginia,  to 
Oregon  bilet.  North  Carolina,  effective 
December  27. 1991  (57  FR  213,  January 
3, 1992).  After  December  18. 1991,  there 
were  no  observed  or  reported  incidental 
captures  of  sea  turtles  in  the  trawl 
fishery  for  summer  flounder  north  of 
Oregon  Inlet.  Only  five  captures, 
including  one  mortality,  were  recorded 
in  December  1991  north  of  Oregon  Inlet, 
all  of  which  were  loggerhead  turtles. 

Recent  sea  surface  temperatures 
acquired  by  satellite  sensors  indicate 
that  temperature  conditions  north  of 
Oregon  Inlet  are  similar  to  those 
observed  in  the  latter  part  of  December 
1991.  Based  on  last  year's  observations, 
NMFS  expects  that  nearshore  water 
temperatures  north  of  Oregon  Inlet  will 
decline  further,  and  that  with  this 
decline,  the  probability  of  sea  turtle 
captures  will  also  decline.  Accordingly, 
NMFS  finds  that  it  can  reduce  the  art;a 
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off  soulhera  Virgirfa  «nd  Worfli  CareSina 

TED  rewlimiwnt  far  30  ifaY»  within  itw 
neWly  q— Iftnrtan  lu^iiJlBd  sraa 
wiftxnit  {aupBfdJginglhe  coriteiw^ 
exist«nce«  endangered  and  threateiie^ 

sea  tinlleB.  .  _ 

Based  on  last  jta's  inmuvAUobb  m 
fishing  arthrtty  after  janoaiyl .  l«Qt. -flw 
nuaisliure  suiumer  fkiunoer  iKiWoin 
trawl  fiAeiy  twconed  south  of  Oregon 
Intel,  and  the  renjamder  moved 
offshore,  particufarty  into  the  canyon 
areas.  No  tuitles  T»ei«  caphnad  on  heats 
with  chserrers  fiAing  i«  the  oiHK»e 
canyon  area  during  Jamary  and 
February  1992. 

Tluweif.  NNff  S  csmot  predict  the 
extent  or  tiBrii»g«*f  <&e  Gulf  Stro«« 
infloenoes  on  iwtle  tBetribatioB;  «b 
shows  last  season,  aech  mnuences  can 
occWftuoBghort  the  winter.  Thepefore. 
NKffS  wiTl  continue  to  morjitor  sea 
siMiace  temperatares  and  Gulf  Stream 
position  to  determine  the  ri«k  to  turtles 
by  capture  from  trawlers.  In  addition, 
NMFS  and  the  North  Carolina  Division 
of  Manne  Fisheries  will  monitor  fishing 
activity  and  will  continue  its 
requirement  for  observers  on  selected 
flounder  trawlers  north  and  sotrth  of 
Oregon  falet  to  monitor  any  incidentd 
capture  of  turtles.  If  monitoring  or 
observer  reports,  or  other  information 
indicate  that  the  level  of  incidental  take 
of  sea  turtles  authorized  as  a  resuh  of 
consultation  under  section  7  of  the  ESA 
is  being  approached  or  is  exceeded,  the 
TED  requirement  may  be  reinslituted 
north  of  Oregon  Inlet. 

I M  Ike  Temporary  TQMJae 

Bin         * 

No  comments  have  been  received  on 
NMPS'  December  16, 1992,  action. 


Sem  T«rtia  CaMarmtian  Measures 

Based  on  the  inlomMrtion  presented 
and  evidence  indicating  that  the 
summer  fk)W»der  tiawl  fishery  takes 
endangered  and  ihroaftened  sea  turtles, 
the  Assistant  Administrator  for 
Fisheries.  >roAA  (Aswstant 
Administrator),  has  determined  that 
oonrttTTued  action  is  necesser>-  to 
conserve  sea  tufftes  as  authorized  by  50 
CFRt27.72|eK€).  The  Assistarrt 
Administrator  has  determined  that 
incidental  takings  of  sea  turtles  during 
summer  flounder  fishing  are 
unauthertsed  unless  those  takings  are 
consistent  wfth  the  applicable  biological 
opinions  and  assoclafted  incidental  talse 
statements.  A  biological  opinion  on  the 
impacts  of  th*  summer  flounder  trawl 
fishery  managed  Hnderthe  Fldieiy 
Management  Plan  for  the  Summer 
Floonder  fishery  ffWP)  and 
Amendment  2  to  the  FKff  was  issued  on 


Augoat  !•.  t»W:  tk*  iwidartd  triw 
stataiMBlt  alows  far  Hm  4K«Mrt«d 
leAdl  4riba  of  1«  aaa  tumsK  IhiM  in  vy 
comhiaatsaii  vf  Ksov'a  ndk^, 
hawksbill,  'graan.  or  Mthnhaci  an 
turtJer.  «id  15  ia^HbaU  ta^m. 

prepared  for  tUb  actiom.  AMthaiizabaii 
for  tHs  action  diflaps  fco«  the  Auffist 
10,  l9«2.awll»ioiaB«ia«fcy4Bchuiuig 
bdOi  MiaUals8S«n4*akasky  iaqB^ 

t  Aes  win  be  caiculated  1m  wmmtit  Msing 
llDs,  triciags  far  wasaak  titat  are  wt 
wnug  TQ)6  my  bo  Wsad  aa  direct 
obeervaficos  or  oatimatea  fconitAar  «»- 
board  observers,  or  froM  othar  sources, 
sobh  »  reported  strendingB  of  sea 
turtles.  NMFS  has  aMhoriaed  a  tidca,  hy 
dedft  tJT  injury,  of  one  Kemp's  ridlay, 
hawkshifl.  graon.  or  leathaiback  saa 
turtle;  «r  tl»oe  loggerhead  turtles, 
dumg  the  effectiveness  period  of  this 
action.  If  the  authoriaed  take  is  met  or 
exceeded.  NMFS  mayje-estabti*  the 
requirement  to  useTTOs  north  of 
Oregon  tolet,  or  take  other  naceeawy 
measures. 

Requireoients 

This  action  is  authorized  by  58  CFR 
227.72:(eX6)-  The  definitians  in  50  CFR 
217.12,  as  revised  by  the  final 
regalations  (57  FR  573«,  OaoenAar  4. 
19921.  are  app3icabla  to  this  action,  as 
well  as  all  relevant  provisiosis  In  50  CFH 
parts  217.  222.  and  227.  For  exampla. 
§227.71(bK3)  provides  that  it  is 
imlawful  to  tsh  for  or  possess  fish  or 
wildlife  contrary  to  a  rostrictiaa 
specified  or  issued  under  §227. 72(fi)  {3) 
or  (5).  Section  227.72(bKl)  rtatesthst  it 
is  unlawful  to  avm,  operate,  or  ba 
onboard  a  vessel,  unless  that  vessad  is  m 
compliance  with  all  the  appUcAle 
provisions  of  S  227.72(el. 

For  purposes  of  this  action,  ^»  term 
"sonuner  flounder  restricted  area" 
means  all  offshore  waters,  whicfc  are 
defined  to  induda  waters  seaward  off  the 
COLXECS  tintemational  Regulations  ior 
Prevea^ng  CoUisioasat  Sea.  1972) 
demarcation  Una,  bounded  ata  the  north 
hy  «  line  along  S5''4B.1'N  latitude 
(Oregon  Inlet)  and  baoaded  on  the 
soaA  by  a  line  along  Sa'SSlJ.  latjludo 
(NorA  Carolina-South  Carolina  bontar). 

NMFS  herkiy  notifies  owners  and 
oparatocs  of  summer  flounder  trawl 
vessels  that  for  a  30-day  period,  startmg 
Janaary  7, 1993,  they  must  hare  an 
approved  TED  (as  defined  in  50  CFR 
217.12)  instead  in  each  not  that  is 
rigged  for  fishing  if  the  vessel  is  in  the 
summer  fJoander  restricted  area.  For  the 
porposa  of  this  actiop  and 
noth withstanding  SO  CFR 
227.72(a«2Xi).  •  nat  isriaed  4»  fishing 
if  it  is  an  the  water  or  if  it  is  shackled, 


tied,  or  othenviae  j 
trawl  door  or  board. 

The  provisions  of  50  CFR  22T.72W  W 
and  (5)  asjeaiaodhyAa  Saal 
ngMtaMns  CS7  FK  57348.  Oacenhar  4. 

1992),  an  apijiii  aHa  to  MMnar 
floanior  traayl  »a8sal«  aad  namar 
floiai^ar  trawi  eaar  «s  if  Ihay  Man 

ilMiaap  txawtere  or  shrimp  tsawlyar.^ 
For  puiposn  of  Ifais  actian.  luiiga  ■>« 
webbii«  aaay  baarttacfaad  oitssde  of«ie 
webluiig  flap  to  pnmirt  chaffing  oa 
fcwmwarf  shodting  TEDb.  if  it  daaam* 
intofata  wilfc  ax  athenriso  resiixt  laa 
turtle  aacape  opesiing.  It  is  the 
responsibifity  of  th«  owner  taxd  ^*^ 
operator  o«f  aay  suauner  Sounder  tsaad 
vessel  to  ensan  that  any  tm  tartletakan 
by  tint  vessel  is  handled  and 
lUBUiiLltaHiii  in  aooordaaoe  widi  the 
wqriwuients  specifiad  aaidar  SOCFK 
227.72W(11  CO  and  Oi). 

The  Aasiataat  Adannistrator  laay 
grant  a  written  waiver  sf  the 
requirement  for  a  saanaar  flouader 
tnwiarto  have  a  TEH  m  itsnetis)  if  that 
vessel  is  conducting  research  operations 
approved  under  50  CFK  227.72(e)a(SiIiii 
(tor  further  kifeRnatian  concamiag 
waivers  contact  Director.  Soothaaat 
Reainn.  >atfS.  9450  Kogar  Boulevard. 
SL  PBtiasbBrg.  FL  33702,  {ei3/893- 
33e6)i.  fa  tudar  for  this  %«iwer  to  be 
applicable,  the  written  waiver  issued  by 
the  Assistant  Administrator  must  be 
carried  onboard  the  vessel  at  all  times 
that  the  vessel  is  in  the  summer 
flounder  fostrictod  area  aad  does  nut 
have  a  TED  instalted  in  each  of  its  rats 

that  w  rigged  for  fidiia^ 

TIh  AssBStemt  Aihniaistrator  aiay 
cQixsid«>te  use  of  restricted  tow  times 
jnstBHi  of  TQ3s  in  die  future.  Any 
allowance  for  trawlers  to  use  reShicted 
tow  times  instead  of  TEDs  may  require 
that  the  vessd  operators  carry  a  NMFS- 
approved  observer  at  their  owa  oKp«»ee 
and  limit  tow  times  to  no  longer  than  75 
miaatos,  siaBsarBd  from  the  tiae  the 
tnwl  drwis  or  hoards  enter  the  wiater 
^Btdl  they  are  removed  from  the  watar. 

f^JFS  hereby  notifies  ovmers  and 
operators  of  SBramer  flounder  trawl 
vessels  that  they  anust  carry  a  NMFS- 
approvad  observer  onboard  sadi 
vessel(s)  if  selected  to  do  so  by  the 
Diioctor.  Southeast  Region.  NNffS.  upon 
written  aetification  sasit  to  either  the 
address  specifiod  for  the  vessel  ia  either 
the  HkffS  ar  state  fishing  pomit 
application,  or  for  registr^on  <»- 
doctoaentatioB  puipoaes,  orothwwise 
served  on  the  ownor  or  opecalor  of  the 
vessel.  A  summer  flounder  trawl  vessel 
must  comfdy  with  tha  tanas  and 
conditions  specified  in  sach  writtaa 
notification. 

A  NMFS-aniroved  observer  may  he 
requind  reRudleaa  of  wfaethar  tha 
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vessel  is  fishing  within  the  summer 
flounder  restricted  area  and  legardless 
of  whether  the  summer  flounder  trsKvl 
vessel  has  TEDs  installed  In  its  nets  if 
observOT  infnmation  is  necessary  to 
document  interactions  with  sea  turtles 
or  to  determine  the  efiectiveness  of 
conservaticm  measures. 

All  NMFS-approved  obaarvers  wiH 
report  any  viowdon  of  tiie  conservation 
measures  required  by  this  action,  or 
other  applicable  regulations  and  la«rr, 
such  information  can  be  uaed  for  law 
enforcement  purpoaes. 

Any  person  who  does  not  comply 
with  any  requirement  in  this  document, 
including  any  term  or  condition  in  any 
written  notification  issued  hereimder,  is 
in  violation  of  the  final  aea  turtle 
conservation  regulations,  codified  at  50 
era  227.71(b)(3). 

Additional  Sea  Tuitle  Coaservatkm 
Measures 

The  Asdstant  Administrator  may,  at 
any  time,  modify  the  requiremoits  of 
this  action  through  notification  in  the 
Federal  Kegistar,  if  necessary,  to  ensure 
adequate  protecticm  of  endangered  and 
threatened  sea  turtles.  Under  this 
procedure,  the  Assistant  Administrator 
will  impoae  any  necessary  additional  or 
more,  stringent  measures,  if  he 
determines  that  summer  floimder  trawl 
vessels  are  having  a  significant  adverse 
effect  on  sea  turtles.  Likewise, 
conservation  measures  may  be  modified 
if  the  incidental  take  for  the  fishery  is 

{>ro|ected  to  reach  the  incidental  take 
evel  established  by  the  biological 
opinion  for  this  action  iasued  as  a  result 
of  oonsultaticm  under  section  7  of  the 
ESA.  Additional  conservation  measures 
are  likely  if  one  or  more  Kemp's  ridley, 
hawksbiil,  green,  or  leatherback  sea 
turtle;  or  tbcree  loggeibead  turtles,  are 
lethally  taken  or  injured  by  summer 
flounder  trawlers  subject  to  this  notice 
during  the  30-day  effectiveness  period 
of  this  notice. 

The  Assistant  Administrator  will 
impose  additional  conservation 
measures  on  this  fishery  if  the 
incidental  take  level  is  approached  or 
exceeded,  or  if  significant  or 
unanticipated  levels  of  lethal  or 
nonlethal  takings  ot  strandings  of  sea 
turtles  associated  with  summer  flounder 
fishing  activities  occur.  Such  additional 
measures  may  expand  the  restricted  area 
or  the  time  during  which  TEDs  are 
required  or  impoae  requirements  to 
carry  NMFS-approved  obeervers  at  the 
expense  of  vessel  owners  ot  operators. 
The  Assistant  Administrator  may 
withdraw  or  modify  the  requirement  for 
specific  conservation  measures  or  any 
restriction  on  fishing  activities  if  the 
Assistant  Administrator  determines  that 


such  action  is  warranted.  Notification  of 
any  additional  sea  turtle  conservation 
meesures,  indnding  any  extension  of 
the  30-day  requirement  to  uae  TEDa  in 
summer  flounder  trawls,  will  be 
published  in  the  Federal  logiatar. 

Claasification 

The  Assistant  Administrator  has 
determined  that  this  action  ia  necessary 
in  order  to  continue  protections  for 
threatened  and  oidangered  aea  turtlea  in 
an  area  south  (^Oregon  Inlet;  wrlthout 
further  action  current  protections  under 
the  ESA  would  expire  on  January  14, 
1993.  and  significant  nxunbers  of  sea 
turtles  are  likely  to  be  taken  in  the 
summer  flounder  fishery  in  that  area. 
The  Assistant  Administrator  also  has 
determined  that  this  action  is  necessary 
to  relieve  a  restriction  cm  fishermen  in 
the  trawl  fishery  for  summer  flounder  in 
an  area  north  of  Oregon  Inlet  where 
there  is  less  risk  of  incidental  takings  of 
sea  turtles.  This  action  is  consistent 
with  the  ESA  and  other  applicable  law. 
This  action  does  not  require  a  regulatory 
impact  analysis  E.0. 12291  because  it  is 
not  a  major  rule. 

Because  neither  section  553  of  the 
Administrative  Procedure  Act  (APA). 
nor  any  other  law.  raouires  that  geneial 
notice  of  proposed  rulemaking  be 
published  for  this  action,  under  section 
603(b)  of  the  Regulatory  Flexibility  Act, 
an  initial  regulatory  flexibility  analysis 
is  not  required. 

Hie  Assistant  Administrator  prepared 
an  environmental  assessment  (EA)  for 
this  action  that  concludes  that  it  will 
have  no  significant  impact  on  the 
human  environment.  A  copy  of  the  EA 
is  available  (see  ADDRESSES). 

The  Assistant  Administrator  finds 
there  is  good  cause  to  take  this  action 
without  full  notice  and  oppcnrtunity  for 
comment  under  section  553(b)(B)  of  the 
Administrative  Procedure  Act  (APA). 
The  Assistant  Administrator  finds  that 
full  notice  and  opportunity  for  comment 
is  unnecessary,  impracticable,  and 
contrary  to  the  public  interest. 
Comments  were  requested  on  the  initial 
emergency  action  (57  FR  53603, 
November  12, 1992)  and  a  subsequmt 
action  (57  ra  60135,  December  18, 
1992).  Comments  received  were 
responded  to  previously.  Further 
comments  (m  this  action  are  invited. 
Providing  full  notice  and  opportunity 
for  comment  before  this  action  becomes 
effective  may  cause  unnecessary 
economic  hardship  on  fishermen  before 
January  14, 1092,  and  is  Ukefy  to  result 
in  significant  inddmital  takii^  of  sea 
txutles  after  that  date;  such  inddental 
takings  could  jeopardize  the  continued 
existence  of  some  spedes  of  sea  turtles 
or  cotild  result  in  the  closure  of  the 


fishery.  NMFS  vrill  continue  to  monitor 
the  situation  in  ordm  to  insure  that 
adequate  protections  are  maintained  for 
sea  turtles. 

In  addition,  the  Assistant 
Administrator  has  determined  that  good 
cause  exists  to  waive  the  delayed 
effectiveness  date  othevwiae  required  by 
section  553(d)  of  the  APA;  such  a  delay 
would  be  impracticable  and  contrary  to 
the  public  interest.  With  reniect  to  the 
area  south  of  Oregon  Inlet,  tJois  action 
continues  an  existing  requirement  to  use 
TEDs  in  the  summer  flounder  fishery 
and  additional  time  to  prepare  to 
comply  vrith  this  requirement  is 
\mneoessary.  With  rasped  to  the  area 
north  of  Oregon  Inlet,  this  action 
relieves  a  restriction  (the  requirement  to 
use  TEDs)  that  would  otherwiae  appfy 
to  fishermen  in  the  trawl  fishery  for 
summer  flounder  and  that  may  cause  an 
economic  hardship.  NMFS  will 
continue  to  provide  TED  technology 
assistance  to  fishermen  in  order  to 
fadlitate  compliance. 

ListofSubjecto 

50  CFR  Part  217 

Endangered  and  threatened  spedes. 
Exports,  Fish,  Imports,  Marine 
Mammals,  Transportation. 

50  CFR  Part  222 

Administrative  practice  and 
procedure,  Endangered  and  threatmed 
spedes.  Exports,  Imports,  Reporting  and 
recordkeeping  requirements, 
Tran^Kirtation. 

50  CFR  Part  227 

Endangered  and  threatened  spedes. 
Exports,  Imports,  Marine  Mammals, 
Transportation. 

Deted:  January  7, 1993. 
Samnd  W.  McKaan. 
Proffom  Managemeat  Officer. 
(FR  Doc  93-683  Filad  1-7-03;  3KM  pm] 
BHJJNQ  COOC  aiO-»-H 


50CFRPwt228 
pocket  No.  910800-2336] 

TaMng  of  Ringed  8mI«  Incidental  10 
On-lce  Seismic  ActMty 

January  6, 1993. 

AGENCY:  National  Marine  Hsharies 
Service  (NMFS),  NOAA,  Commerce. 
ACnON:  Final  rule. 

SUMMARY:  NMFS  is  issuing  regulations 
that  govern  the  taking  of  ringed  seals 
inddental  to  oil  and  gas  exploratory 
activities  (seismic  operations  on  the  ice) 
in  the  Beaufort  Sea  from  1993  through 
1997.  The  inddental  taking  of  small 
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numbers  of  marine  mammals  is  allowed 
under  section  101(a)(5)  of  the  Marine 
Mammal  Protection  Act  (MMPA)  if 
certain  findings  are  made  and 
regulations  are  issued  that  include 
requirements  for  monitoring  and 
reporting. 

EFFECTIVE  DATE:  This  rule  will  be 
effective  from  February  12, 1993 
through  December  31, 1997. 
AOORESSES:  Dr.  Michael  Tillman,  Acting 
Director.  Office  of  Protected  Resources, 
1335  East- West  Highway.  Silver  Spring. 
MD  20910.  Send  comments  on  the 
collection  of  information  burden 
estimate  to  the  Office  of  Information  and 
Regulatory  Affairs,  Project  (0648-0151). 
Office  of  Management  and  Budget. 
Washington,  DC  20503. 
FOR  FWmCR  MFOmiATION  COHTACT: 
Margaret  C  Lorenz,  Office  of  Protected 
Resources.  NMFS,  (301)  713-2322  or 
Ron  Morris.  Western  Alaska  Field 
Office.  (907)  271-5006. 

SUM>I.EMENTARY  MFORMATKW: 

Background 

Section  101(a)(5)  of  the  MMPA  directs 
the  Secretary  of  Commerce  (Secretary) 
to  allow,  on  request,  the  incidental,  but 
not  intentional,  taking  of  small  numbers 
of  marine  mammals  by  U.S.  citizens 
who  engage  in  a  specified  activity  (other 
than  commercial  nshing)  within  a 
specified  geographical  region  if  certain 
findings  are  made  and  regulations  are 
issued. 

Permission  may  be  granted  for  periods 
of  5  years  or  less  if  the  Secretary  finds 
that  the  taking  will  have  a  negligible 
impact  on  the  species  or  stock  and  will 
not  have  an  unmitigable  adverse  impact 
on  the  availability  of  the  species  or 
stock  for  subsistence  uses.  Specific 
regulations  governing  a  taking  of  ringed 
seals  incidental  to  on-ice  seismic 
activity  (47  FR  21254,  May  18, 1992. 
and  52  FR  1199,  Jan..  12. 1987)  expired 
December  31, 1991. 

Summary  of  Request 

On  April  8, 1992,  NMFS  received  a 
petition  from  BP  Exploration  (Alaska), 
Chevron  U.S.A.,  Inc.,  Halliburton 
Geophysical  Services.  Inc.  and  Western 
Geophysical  Company  to  renew  the 
incidental  take  regulations  in  50  CFR 
part  228,  subpart  B.  that  govern  the 
taking  of  ringed  seals  incidental  to 
seismic  activities  on  the  ice  offshore 
Alaska  for  a  period  of  5  years. 

The  scope  of  the  request  is  limited  to 
pre-lease  and  post-lease  seismic 
exploration  activities  in  State  waters 
and  the  Outer  Continental  Shelf  in  the 
Beaufort  Sea  offishore  Alaska  during  the 
ice-covered  season.  Operations  are 
usually  confined  bom  January  through 


May.  Seismic  surveys  are  conducted 
using  two  types  of  energy  sources:  (1) 
Vibroseis,  which  uses  large  trucks  with 
vibrators  mounted  on  them,  which 
systematically  put  variable  frequency 
energy  into  the  earth,  and  (2)  waterguns 
or  airguns  carried  by  a  sleigh  or  other 
vehicle.  Over  the  next  5-year  period,  the 
petitioners  expect  on-ice  seismic 
activity  to  cover  from  1.000  to  3.000  line 
miles  (200  to  600  miles)  (322  to  965  km) 
in  anygiven  year. 

NMFS  published  a  notice  of  the 
request  for  rulemaking  on  May  14, 1992 
(57  FR  20667),  and  a  proposed 
rulemaking  on  September  15. 1992  (57 
FR  42538). 

Summary  of  Final  Rule 

The  final  regulations  apply  only  to  the 
incidental  taking  of  ringed  seals  [Phoca 
hispida)  by  U.S.  citizens  engaged  in 
seismic  activities  on  the  ice  and 
associated  activities  in  the  Beaufort  Sea 
from  the  shore  outward  to  45  miles  (72 
km)  and  from  Point  Barrow  east  to 
Demarcation  Point  and  only  from 
January  1  through  May  31  of  any 
calendar  year. 

The  incidental,  but  not  intentional, 
taking  of  ringed  seals  by  U.S.  citizens 
holding  a  Letter  of  Authorization  is 
permitted  during  the  following 
activities: 

(1)  On-ice  geophysical  seismic 
activities  using  two  types  of  energy 
sources  (i.e..  vibroseis  or  waterguns  or 
aiiyuns)  and 

(Z)  Operation  of  transportation  and 
camp  facilities  associated  with  seismic 
activities. 

All  activities  must  be  conducted  in  a 
manner  that  minimizes  adverse  effects 
on  ringed  seals  and  their  habitat.  The 
activities  must  be  conducted  as  far  as 
practicable  from  any  observed  ringed 
seals  or  ringed  seal  lair.  No  energy 
source  may  be  placed  over  an  observed 
seal  lair. 

The  requirements  for  monitoring  and 
reporting  include  designating  a 
qualified  individual  to  observe  and 
record  the  presence  of  ringed  seals  and 
ringed  seal  lairs  along  shot  lines  and 
around  camps.  An  annual  report  must 
be  submitted  to  NMFS  within  90  days 
of  completing  the  year's  activities. 

Comments 

Comments  on  the  proposed 
rulemaking  were  received  from  the 
Marine  Mammal  Commission 
(Commission).  Unocal  Corporation  and 
two  individuals.  The  Commission  is 
concerned  that  although  it  seems 
unlikely  that  any  one  on-ice  seismic, 
drilling,  or  related  support  activity 
would  adversely  affect  the  ringed  seal 
populations  in  the  Beaufort  or  Chukchi 


seas,  it  may  be  that  the  activities 
collectively  are  having  or  could  have  a 
significant  adverse  effect  on  the  ringed 
seal  populations  and/or  the  dependent 
polar  bear  populations  (ringed  seals  are 
a  common  food  source  for  polar  bears). 
Therefore,  the  Commission 
recommended  that  NMFS  consult  with 
the  Minerals  Management  Service,  the 
Fish  and  Wildlife  Service,  the  Alaska 
Department  of  Fish  and  Game  and 
relevant  industry  and  Native  groups  to 
agree  upon  and,  as  possible,  arrange  for 
cooperative  funding  of  a  long-term 
program  to  monitor  the  status  of  the 
ringed  seal  population(s)  in  Alaskan 
waters. 

Also,  the  Commission  is  concerned 
that  the  required  monitoring  program  is 
not  adequate  to  determine  the  number 
of  ringed  seals  taken  by  the  activities 
and  the  significance  of  the  effects  of  the 
taking.  Two  marine  mammal  biologists 
also  suggested  that  the  proposed 
monitoring  requirements  would  not 
result  in  monitoring  as  intended  by  the 
MMPA  due  to  the  winter  behavior  of 
ringed  seals  which  prevents  them  or 
their  lairs  and  breathing  holes  from 
being  observed  from  the  surface  of  the 
ice  by  humans.  The  Commission 
recommended  that  NMFS  (a)  assess 
whether  the  activity-specific  monitoring 
program  required  by  the  proposed  rule 
is  likely  to  provide  an  accurate  estimate 
of  the  number  of  ringed  seals  affected  by 
the  authorized  activities,  and  the  nature 
and  significant  of  the  effects  and  (b) 
identify  and  take  into  account  activities, 
in  addition  to  Native  subsistence 
hunting  and  the  planned  seismic 
surveys  and  related  support  activities, 
that  may  affect  ringed  seals  and  their 
habitat  in  areas  o^hore  Alaska.  The 
biologists  believe  that  only  trained  dogs 
are  able  to  detect  the  presence  of  ringed 
seal  breathing  holes  and  lairs. 

Response  to  Conunents 

In  conjunction  with  a  spring  1993 
workshop  to  review  monitoring 
programs  required  for  open-water 
energy  exploration  activities  in  the 
Beaufort  Sea,  NMFS  plans  to  consult 
with  the  industry  and  relevant  Federal, 
State  and  local  agencies  concerning  a 
long-term  program  to  monitor  the  status 
of  ringed  seal  populations  in  Alaskan 
w&tors 

Although  the  industry  estimated  that 
on-ice  seismic  activities  might  cover  a 
maximum  of  1,800  square  nautical  miles 
annually  between  1987-1991.  NMFS 
actually  authorized  a  take  of  ringed 
seals  incidental  to  only  about  800 
square  nautical  miles  of  on-ice  seismic 
operations  during  the  entire  5-year 
period.  This  allowed  incidental  take 
may  have  resulted  in  a  displacement  of 
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about  480  ringed  seals  (out  of  an 
estimated  arctic  Alaska  population  of  1 
to  1.5  million)  during  diat  time.  No  oa- 
ice  seismic  operations  wrete  conducted 
in  1092,  and  no  more  than  600  square 
nautical  miles  are  predicted  for  any  year 
during  1993-1997.  Therefore,  NMFS 
does  not  believe  that  the  low  level  of  on- 
ice  seismic  activity  that  has  occurred  in 
the  past  and  that  is  predicted  for  the 
next  5  years  wrarrants  a  mcve  extensive 
monitoring  program  than  is  being 
required.  However,  at  the  workshop 
referenced  above,  NMFS  will  also 
consult  «vith  appropriate  groups  to 
determine  whether  a  diffiarent  or  more 
extensive  monitoring  plan,  as 
recommended,  is  appropriate. 

Classification 

The  Assistant  Administrator  for 
Fisheries,  NOAA  (Assistant 
Administrator),  has  determined  that  this 
is  not  a  "major  rule"  requiring  a 
regulatory  impact  analysis  under  E.O. 
12291.  The  regulations  are  not  likely  to 
result  in  (1)  an  annual  effect  on  the 
economy  oif  $100  million  or  more,  (2)  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal,  state,  or  local  government 
agencies,  or  geographic  regions  or  (3)  a 
significant  adverse  effisct  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  U.S.-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  export  markets. 

The  General  Counsel  of  the 
Department  of  Commerce  has  certified 
that  this  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  as  described  in 
the  Regulatory  Flexibility  Act  because 
members  of  the  industry  requesting  the 
authorization  are  major  energy 
exploration  companies.  Therefore,  a 
regulatory  flexibility  analysis  is  not 
required. 

This  rule  contains  collection-of- 
information  requirements  subject  to  the 
Paperwork  Reduction  Act.  These 
requirements  have  been  approved  by  the 
Office  of  Management  and  Budget 
(OMB)  under  section  3504(b)  of  the 
Paperwork  Reduction  Act  issued  under 
OMB  Control  Number  064S-0151. 
Public  reporting  burden  for.this 
collection  of  information  is  estimated  to 
average  27.5  houra  per  response 
including  the  time  to  review 
instructions,  search  existing  data 
sources,  gather  and  maintain  the  data 
needed  and  complete  and  review  the 
collection  of  information.  Send 
comments  regarding  this  burden 
estimate  or  any  other  aspect  of  the 
collection  of  information,  including 


suggestions  for  reducing  the  burden,  to 
NMFS  and  OMB  (see  AOOReSSES). 

This  rule  does  not  contain  policies 
with  federalism  impUcatiaDS  sufficient 
to  warrant  preparatitti  of  a  federalism 
assessment  under  E.0. 12612. 

The  Assistant  Administrator  has 
determined  that  this  rule  is  consistent  to 
the  maximum  extent  practicable  with 
the  approved  Coastal  Zone  Management 
Program  of  the  State  of  Alaska.  This 
determination  has  been  submitted  for 
review  by  the  responsibie  State  agency 
under  section  3.7  of  the  Coastal  Zone 
Management  Act. 

NMFS  prepared  an  environmental 
assessment  (EA)  for  this  rulemaking  and 
concluded  that  thore  would  be  no 
significant  impact  on  the  human 
environment  as  a  result  of  this  rule. 
Copies  of  the  EA  are  available  on 
request  (see  FOR  FURTHER  MFORMATKM 
CONTACT). 

List  of  Subjects  in  50  CFR  Part  228 

Marine  mammals.  Reporting  and 
recordkeeping  requirements. 

Dated:  January  6, 1993. 
Nancy  Focter, 

Acting  Deputy  Assistant  Administrator  for 
Fisheries. 

For  the  reasons  set  forth  in  the 
preamble,  50  CFR  part  228  is  amended 

as  follows: 

PART  228— REGULATIONS 
GOVERNING  SMALL  TAKES  OF 
MARINE  MAMMALS  INCIDENTAL  TO 
SPECIFIED  ACTIVITIES 

1.  The  authority  citation  for  part  228 
continues  to  read  as  follows: 

Authority.  16  U.S.C  1361  et  seq. 

2.  Section  228.11  is  revised  to  read  as 
follows: 

§228.11    Specified  activtty  and  sp«:JfiMl 
geographical  region. 

Regulations  in  this  subp>art  apply  only 
to  the  incidental  taking  of  ringed  seals 
{Phoca  hispida)  by  U.S.  citizens  engaged 
in  on-ice  seismic  exploratory  and 
associated  activities  over  the  Outer 
Continental  Shelf  of  the  Beaufort  Sea  of 
Alaska,  firom  the  shore  outward  to  45 
miles  (72  km)  and  from  Point  Barrow 
east  to  Etomarcation  Point,  from  January 
1  through  May  31  of  any  calendar  year. 

3.  Section  228.12  is  revised  to  read  as 
follows: 

S228.12    Effective  dates. 

Regulations  in  this  subpart  are 
effective  from  February  12, 1993 
through  December  31, 1997. 

4.  In  §  228.13,  paragraphs  (b)  and  (c) 
are  revised  to  read  as  follows: 


1228.12 


(b)  All  activities  identified  in 

§  228.13(a)  must  be  conducted  in  a 
manner  that  minimizes  to  the  greatest 
extent  practicable  adverse  effeicts  on 
ringed  seals  and  their  habitat. 

(c)  All  activities  identified  in 

§  228.13(a)  mtist  be  conducted  as  £u  as 
practicable  from  any  observed  ringed 
seal  or  ringed  seal  lair.  No  ener;^  source 
must  be  placed  over  an  observed  ringed 
seal  lair,  whether  or  not  any  seal  is 
present. 

5.  In  §  228.14.  paragraph  (b)  and 
paragraph  (c)  introductory  text  are 
revised  to  read  as  follows: 


1226.14 

iepofling> 


lor  Monilorlng  end 


(b)  Holdera  of  Letters  of  Authorization 
must  designate  a  qualified  individual  or 
individuals  to  obwrve  and  record  the 
presence  of  ringed  seels  and  ringed  seal 
lairs  along  shot  lines  and  around  camps, 
and  the  information  required  in 

§  228.14(c). 

(c)  An  annual  report  must  be 
submitted  to  the  Assistant 
Administrator  for  Fisheries  within  90 
days  after  completing  each  year's 
activities  and  must  include  the 
following  information: 

•        •        •        •        • 

(FR  Doc.  93-718  Filed  1-12-93;  8:45  am] 
BftUNO  cooc  Mie-aa-M 


50  CFR  Part  642 

[Docket  No.  920246-2229] 

Coastai  Migratory  Pelagic  Reaouroea 
of  the  Gulf  of  Mexico  and  South 
Atlantic 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  NOAA,  Commerce. 
ACTION:  Trip  limit  reduction. 

SUMMARY:  NMFS  reduces  the  trip  limit 
to  1000  pounds  (454  kg)  per  day  for  the 
commercial  fishery  for  Spanish 
mackerel  from  the  southern  zone  of  the 
Atlantic  migratory  group.  NMFS  has 
determined  that  80  percent  of  the 
adjusted  commercial  allocation  of 
Atlantic  migratory  group  Spanish 
mackerel  was  reached  on  January  7, 
1993.  This  trip  limit  reduction  is 
necessary  to  protect  the  overfished 
Atlantic  Spanish  mackerel  resource. 
EFFECTIVE  DATE:  The  1000-pound  (454- 
kg)  commercial  trip  limit  is  effective  on 
January  8, 1993,  tluough  March  31, 
1993,  unless  100  percent  of  the  adjusted 
commercial  allocation  is  harvested  prior 
to  March  31,  in  which  case  the  trip  limit 
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will  be  further  reduced  by  publication 
of  a  noUce  in  the  Federal  Register. 
FOR  FUOTHtR  tWORIIATION  COMTACT: 
Mark  F.  Godcharles.  813-893-3161. 
8UPPLEMEHTARY  •FORMATION:  The 
fishery  for  coastal  migratory  pelagic  fish 
(king  mackerel.  Spanish  mackerel,  cero. 
cobia.  little  tunny,  dolphin,  and  in  the 
Gulf  of  Mexico  only,  bluefish)  is 
managed  under  the  Fishery 
Management  Plan  for  the  Coastal 
Migratory  Pelagic  Resources  of  the  Gulf 
of  Mexico  and  South  Atlantic  (FMP). 
prepared  by  the  Gulf  of  Mexico  and 
South  Atlantic  Fishery  Management 
Councils,  and  its  Implementing 
regulations  at  50  CFR  part  642.  under 
the  authority  of  the  Magnuson  Fishery 
Conservation  and  Management  Act. 

Commercial  trip  limits  for  Atlantic 
migratory  group  Spanish  mackerel  for 
the  current  fishing  year  (April  1. 1992. 
through  March  31. 1993)  were  approved 
under  Amendment  6  to  the  FMP  and 
published  in  the  Federal  Register  on 


December  9. 1992  (57  FR  58151).  In 
accordance  with  50  CFR 
642.27(a)(2)(iii).  the  conmierdal  vessel 
trip  Umits  in  the  southern  rone  are  to  be 
set  at  1000  pounds  (454  kg)  per  day 
when  80  percent  of  the  adjusted 
allocation  is  taken.  The  southern  zone 
extends  from  the  Georgia/Florida 
boundary  (30''42'45.6"N.  latitude) 
southward  to  a  line  extending  directly 
east  from  the  Dade/Monroe  County, 
Florida,  boundary  (25'20.4'N.  laUtude). 
The  adjusted  allocation  for  Atlantic 
group  Spanish  mackerel,  as  set  forth  at 
50  CFR  642.27(b),  is  3.25  million 
pounds  (1.47  million  kg),  and,  thus.  80 
percent  of  the  adjusted  allocation  is  2.60 
million  pounds  (1.18  million  kg). 

As  required  by  50  CFR  642.27(b), 
NMFS  announces  that  80  percent  of  the 
adjusted  allocation  was  reached  on 
January  7, 1993.  Accordingly,  the 
commercial  trip  limit  for  Spanish 
mackerel  in  the  southern  zone  is  1000 
pounds  (454  kg)  per  day  effective 


January  8,  through  Mardi  31. 1993,  the 
end  of  the  fishing  year,  unless  100 
percent  of  the  adjusted  allocation  is 
taken  prior  to  that  date,  in  which  case 
the  trip  limits  will  be  hirther  reduced  to 
500  pounds  (227  kg)  by  notice  in  the 
Federal  Rifister. 

Classification 

This  action  is  required  by  50  CFR 
642.27  (a)(2)(Ui)  and  (b)  and  compUes 
with  E.0. 12291. 

Audunity:  16  U.S.C  1801  et  seq. 
Li«t  of  Subiects  in  50  CFR  Part  642 

Fisheries,  Fishing,  Reporting  and 
recordkeeping  requirements. 

Dated:  January  7, 1993. 
David  S.  Creatin. 

Acting  Director.  Office  of  Fisheries 
Conservation  and  Management.  National 
Marine  Fisheries  Service. 
IFR  Doc.  93-690  Filed  1-7-93;  3:27  pml 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  maldng  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

Farmers  Home  Administration 

7  CFR  Part  1956 
RIN  057S-AB26 

Debt  Settlement— Community  and 
Business  Programs 

AGENCY:  Fanners  Home  Administration, 

USDA. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Farmers  Home 
Administration  (FmHA)  proposes  to 
amend  its  policies  and  procedures 
governing  debt  settlement  of 
Community  Programs  Loans.  These 
changes  are  necessary  to  comply  with 
section  2384,  title  XXIII,  of  the  Food, 
Agriculture,  Conservation,  and  Trade 
Act  of  1990  (Pub.  L.  101-624).  This  law 
is  to  establi^  and  implement  a  program 
that  is  similar  to  the  program 
established  \lnder  section  353  of  the 
Consolidated  Farm  and  Rural 
Development  Act  (7  U.S.C.  2001). 
except  that  the  debt  restructuring  and 
loan  servicing  procedures  shall  apply  to 
delinquent  Community  Facility  hospital 
or  health  care  program  loans  rather  than 
Farmer  Program  loans.  The  intended 
effect  is  to  keep  these  facilities  in 
operation  with  manageable  debt. 
DATES:  Written  comments  must  be 
received  on  or  before  February  12, 1993. 
ADDRESSES:  Submit  written  comments 
in  duplicate  to  the  Office  of  the  Chief, 
Regulations  Analysis  and  Control 
Branch,  Farmers  Home  Administration, 
USDA,  room  6348,  South  Agriculture 
Building,  Washington,  DC  20250.  All 
written  comments  will  be  available  for 
public  inspection  during  regular 
working  hours  at  the  above  address.  The 
reporting  requirementt>  contained  in  this 
regulation  have  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  under  section  35G4(h)  of  the 
Paperwork  Reduction  Act  of  1980. 
Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
vary  from  30  minutes  to  30  hours  per 


response  with  an  average  of  8.15  hours 
per  response,  including  time  for 
reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information.  Send  conunents 
regarding  this  burden  estimate  or  any 
other  aspect  of  this  collection  of 
information,  including  suggestions  for 
reducing  this  burden  to:  Department  of 
Agriculture,  Clearance  Officer,  OIRM, 
room  404-W.  Washington,  DC  20250; 
and  to  the  Office  of  Management  and 
Budget,  Attention:  Desk  Officer  for  the 
Farmers  Home  Administration, 
Washington.  DC  20503. 
FOR  FURTHER  INFORMATION  CONTACT: 
Joyce  Brooks,  Loan  Specialist, 
Community  Facilities  Division.  Farmers 
Home  Administration,  room  6320. 
South  Agriculture  Building. 
Washington,  DC  20250,  telephone  (202) 
382-1506. 

SUPPLEMENTARY  INFORMATION: 

Classification 

This  proposed  action  has  been 
reviewed  imder  USDA  procedures 
established  in  Departmental  Regulation 
1512-1.  which  implements  Executive 
Order  12291.  and  has  been  determined 
to  be  nonmajor.  The  proposed  action  is 
not  likely  to  result  in  any  of  the 
following:  (a)  An  aimual  effect  on  the 
economy  of  $100  million  or  more;  (b)  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal,  State,  or  local  government 
agencies  or  geographic  regions;  or  (c) 
significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  the  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets.  This  action  is  not  expected  to 
substantially  affect  budget  outlay  or  to 
affect  more  than  one  agency  or  to  be 
controversial  The  net  result  is  expected 
to  provide  better  service  to  rural 
communities. 

Environmental  Impact  Statement 

This  docimaent  has  been  reviewed  in 
accordance  with  7  CFR  part  1940. 
subpart  G.  "Environmental  Program." 
FmHA  has  determined  that  the 
proposed  action  does  not  constitute  a 
major  Federal  action  significantly 
affecting  the  quality  of  the  human 
environment  and,  in  accordance  with 


the  National  Environmental  Policy  Act 
of  1969  (Pub.  L.  91-190).  an 
Environmental  Impact  Statement  is  not 
required. 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Alternatives 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome  and  are  easy 
from  the  public  to  understand,  use  or 
comply  with.  In  short,  the  Department 
is  committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  Notice. 

Executive  Order  12778 

The  proposed  regulation  had  been 
reviewed  in  light  of  Executive  Order 
(E.O.)  12778  and  meets  the  applicable 
standards  provided  in  sections  2(a]  and 
(2)(b)(2)  of  that  E.O.  Provisions  within 
this  part  which  are  inconsistent  with 
State  law  are  controlling.  All 
administrative  remedies  pursuant  to  7 
CFR  part  1900,  subpart  B,  must  be 
exhausted  prior  to  filing  suit. 

Intergovernmental  Review 

This  action  affects  the  following 
FmHA  programs  as  Usted  in  the  Cataiu^ 
of  Federal  Domestic  Assistance:  No. 
10.423  Commimity  FadUty  Loans.  This 
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program  is  subject  to  the  provisions  of 
E.0. 12372  which  requires 
intergovernmental  consuhation  with 
State  and  local  officials.  (7  CFR  part 
3015,  subpart  V;  48  FR  29112,  June  24. 
1983,  49  FR  2267,  May  31, 1984.  50  FR 
14088.  April  10. 1985.) 

Discussioia 

Section  2384  of  the  Food.  Agriculture, 
Conservation,  and  Trade  Act  of  1990. 
Public  Law  101-624,  amended  the 
Consolidated  Farm  and  Rural 
Development  Act  and  requires  the 
Secretary  of  Agriculture  to  develop  a 
debt  restructuring  and  loan  servicing 
program  for  FmHA  hospital  or  health 
care  facilities  borrowers.  This  program 
is  similar  to  the  loan  restructuring  and 
servicing  program  in  effect  for 
delinquent  Farmer  Program  loans.  This 
prop<»ed  rule  would  amend  current 
FmHA  regulations  to  implement  this 
program.  The  program  is  intended  to 
facilitate  the  continued  operation  of 
rural  hospitals  and  health  care  facilities 
by  implementing  all  possible  debt 
restructuring  options  available  that  will 
result  in  an  economically  viable  facility. 

Given  the  congressional  intent  to 
provide  rural  hospitals  and  health  care 
facilities  a  d^t  restructuring  option 
similar  to  that  provided  Farmer  Program 
borrowers,  this  proposed  regulation  is 
modeled  in  a  general  sense  on  the 
Farmer  Program  restructuring  scheme. 
Under  the  proposal,  a  hospital  or  health 
care  borrower  who  is  delinquent  on  its 
FmHA  loan,  and  is  unable  to  cine  its 
delinquency  through  more  traditional 
servicing  methods,  will  be  notified  of 
the  options  available  for  debt 
restructuring.  The  borrower  can  apply 
for  consideration  by  providing  fiiuncial 
and  operational  information  and 
proposing  its  own  plan  for  curing  the 
delinquency. 

In  ordor  to  be  eUgible  for 
consideration  for  debt  restructuring,  the 
borrower's  delinquency  must  have  been 
caused  by  factors  outside  the  borrower's 
control,  in  addition,  the  borrower  must 
have  acted  in  good  faith  with  regard  to 
the  FmHA  loan.  FmHA  will  make  these 
determinations  based  on  the  borrower's 
representation  and  the  Agency's  review 
of  other  documents  relevant  to  these 
preliminary  matters. 

Once  the  borrower  provides  the 
financial  and  operational  information 
required,  FmHA  will  conduct  a 
thorough  analysis  of  the  borrower's 
operations.  This  analysis  will  typically 
include  contrr'^ing  for  an  independent 
appraisal  of  the  collateral  seciiring  the 
loan  and  contracting  with  an 
independent  expert  to  prepare  an 
"operations  review."  This  review  vrill 
provide  FmHA  with  infmmation 


regarding  the  facility's  operations,  its 
financial  standing,  and  suggest 
alternatives  that  could  be  implemented 
to  address  the  delinquency. 

Using  the  information  obtained  from 
these  sources  and  in  consultation  with 
the  borrowers  and  the  experts.  FmHA 
will  calculate  two  values  as  required  by 
the  statute.  First.  FmHA  will  determine 
the  loan's  "net  recovery"  value.  This 
value  represents  the  current  value  of  the 
loan,  if  FmHA  were  to  foreclose. 
Generally,  the  value  is  calculated  by 
adding  the  value  of  assets  securing  the 
loan  and  subtracting  the  costs  that 
would  be  incurred  if  the  loan  was 
foreclosed.  Second,  FmHA  will 
determine  the  value  of  the  restructured 
loan.  This  value  is  determined  after  a 
prop>osed  plan  is  developed  for  the 
operation  of  the  facility.  That  is,  the 
operation  and/or  debt  is  modified  to 
determined  if  the  borrower  can  attain  a 
positive  cash  flow  and  pay  an  adjusted 
debt  service  payment  plus  fund  the 
FmHA  reserve  account. 

After  the  restructured  loan  value  and 
the  net  recovery  value  are  calculated. 
FmHA  can  determine  whether  the 
borrower's  request  for  debt  restructuring 
can  be  approved.  As  required  by  the 
statute.  FmHA  can  approve  debt 
restructuring  only  if  the  value  of  the 
restructured  loan  is  greater  than,  or 
equal  to.  the  net  recovery  value.  Onoe 
the  Agency  reaches  this  conclusion,  the 
borrower  will  be  notified  of  the  results 
and  given  its  options.  If  possible,  the 
debt  will  be  restructured  and  the  fadUty 
will  continue  operations.  If  the  net 
recovery  value  is  greater  than  the  value 
of  the  restructured  loan,  the  borrower 
may  choose  to  pay  off  the  loan  at  the 
reduced  net  recovery  value.  If  this 
option  is  not  chosen,  the  loan  likely  will 
be  accelerated. 

Finally,  if  the  borrower's  debt  is 
restructured  or  if  the  borrower  elects  to 
pay  off  the  debt  at  the  net  recovery 
value,  then  the  borrower  will  be 
required'to  execute  an  Appreciation 
Recaptiire  Agreement.  As  explained  in 
the  statute,  these  agreements  allow  the 
Agency  to  recoup  a  part  or  all  of  the 
debt  that  is  written  down  if  the 
borrower's  underlying  collateral 
appreciates  in  value  over  time  and  if  the 
borrower  sells  the  collateral  within  10 
years. 

Cist  of  Si^iects  in  7  CFR  Part  1956 

Accounting,  Loan  programs — 
Agricultural.  Rural  areas. 

Accordingly,  FmHA  proposes  to 
amend  chapter  XVIII,  title  7,  Code  oi 
Federal  Regulations,  as  follows: 


PART  IQS^-OEBT  SETTLEMEMT 

1.  The  authority  citation  for  Part  1956 
continues  to  read  as  follows: 

Authority:  7  U.S.C  1989: 42  U.S.C  1480: 
5  U.S.C  301: 31  U.S.C  3711:  7  CFR  2.23;  7 
CFR  2.7a 

Subpart  C— Oabt  Satllemant— 
Community  and  Businaaa  Programa 

2.  Section  1956.102  is  amended  by 
redesignating  the  introductory  text  as 
paragraph  (a),  adding  a  title,  and  by 
adding  a  new  paragraph  (b)  to  read  as 

follows:  • 

11956.102    Application  of  polieiee. 

[a)  General.*  *  • 

(b)  For  hospitals  and  health  care 
facilities  only.  Loan  servicing  and  debt 
restructuring  options  according  to 

§  1956.146  must  be  exhausted  before  the 
other  settlement  authorities  of  this 
subpart  are  applicable. 

3.  Section  1956.146  is  added  to  read 
as  follows: 

f  1956.146    Debt  resmicturing    hospHals 
•nd  ttealtti  care  fadllties. 

This  section  pertains  exclusively  to 
delinquent  Commimity  Facility  hospital 
and  health  care  focihties.  Those 
facilities  which  are  non-program  (NP) 
loans  as  defined  in  §  1951.203(f)  of 
subpart  E  of  part  1951  of  this  diapter  are 
excluded.  The  purpose  of  debt 
restructuring  is  to  keep  the  hospital  or 
health  care  facility  in  operation  with 
manageable  debt. 

(a)  Definitions.  As  used  in  this 
section,  the  foUowingdefinitions apply: 

(1)  Con^idation.  The  combining  of 
two  or  more  debt  instruments  into  one 
instnunent.  normally  accompanied  by 
amortization. 

(2)  Debt  writedown.  A  one-time 
reduction  of  the  debt  owed  to  FmHA 
including  principal  and  interest  with  a 
limit  of  $300,000  per  borrower.  The 
writedown  will  be  applied  first  to 
interest  and  then  principal. 

(3)  Delinquent  borrower.  For  purposes 
of  this  section,  delinquency  is  defined 
as  being  180  days  behind  schedule  on 
the  FmHA  payments.  That  is,  one  full 
annual  installment,  or  the  equivalent  for 
monthly,  quarterly,  or  semiannual 
installments. 

(4)  Delinquency  due  to  circumstances 
beyond  the  control  of  the  borrower. 
Includes  situations  such  as:  The 
borrower  has  less  money  than  planned 
due  to  unexpected  and  imcontrollable 
events  such  as  unexpected  loss  of 
service  area  population,  unforeseeable 
costs  incurred  for  compliance  with  State 
or  Federal  regulatory  leouirements.  or 
the  loss  of  key  personnel. 

(5)  Eligibilrty.  Applicants  must  be 
delinquent  due  to  circumstances  beyond 
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their  control  and  have  acted  in  good 
faith  by  trying  to  fulfill  the  agreements 
with  FmHA  in  connection  with  the 
delinquent  loans. 

(6)  interest  rate  reduction.  Reduction 
of  the  interest  rate  on  the  restructured 
loan  to  as  low  as  5  percent 

(7)  Loan  deferral.  The  temporary 
delay  of  principal  and  interest  payments 
for  up  to  6  months.  The  borrower  must 
be  able  to  demonstrate  the  ability  to  pay 
the  debt,  as  restructured,  at  the  end  of 
this  delay  p>eriod. 

(8)  Net  recovery  value.  A  calculation 
of  the  net  value  of  the  collateral  and 
other  assets  held  by  the  borrower.  This 
value  would  be  determined  by  adding 
the  fair  market  value  of  FmHA 's  interest 
in  any  real  property  pledged  as 
collateral  for  the  loan,  plus  the  value  of 
any  other  assets  pledged  or  otherwise 
available  for  the  repayment  of  the  debt, 
minus  the  anticipated  administrative 
and  legal  expenses  that  would  be 
incurred  in  connection  with  the 
liquidation  of  the  loan.  This  value  of  the 
assets  should  be  calculated  based  upon 
the  facility  continuing  to  operate  as  a 
going  concern.  Therefore,  the  facility 
should  be  valued  not  merely  as  an 
empty  building  but  as  a  facility 
continuing  to  offer  health  care  services 
which  may,  or  may  not,  be  similar  to 
that  offered  by  the  current  operators. 

(9)  Operations  review.  A  study  of 
management  and  business  operations  of 
the  facility  by  an  independent  expert. 
For  example,  a  study  of  a  hospital  and 
nursing  home  would  include  such  areas 
as:  General  and  administrative,  dietary, 
housekeeping,  laundry,  nursing, 
physical  plant,  social  services,  income 
potential,  Federal,  State,  and  insurance 
payments,  and  rate  analysis.  Also, 
recommendations  and  conclusions  are 
to  be  included  in  the  study  which 
would  indicate  the  creditworthiness  of 
the  facility  and  its  ability  to  continue  as 
a  going  concern.  In  analyzing  a 
borrower's  proposed  restructuring  plan, 
FmHA  may  contract  for  the  completion 
of  an  operations  review.  These  reviews 
will  be  developed  by  individuals  and 
entitles  who  have  demonstrated  an 
expertise  in  the  analysis  of  health  care 
facilities  h'om  an  operational  and 
administrative  standpoint.  FmHA  will 
consider  the  following  criteria  for 
selection:  Past  experience  in  health  care 
facility  analysis,  a  familiarity  with  the 
problems  of  rural  health  care  facilities, 
a  knowledge  of  the  particular  area 
currently  served  by  the  facility  in 
question,  and  a  willingness  to  work 
with  both  FmHA  and  the  borrower  in 
developing  a  final  plan  for  restructuring. 

(10)  Restructured  loan.  A  revision  of 
the  debt  instruments  including  any 
combination  of  the  following:  writing 


down  of  accumulated  interest  charges 
and  principal,  deferral,  consolidation, 
and  adjustment  of  the  interest  rates  and 
terms,  usually  followed  by 
reamortization. 

(b)  Borrower  notification.  All 
servicing  actions  permitted  under 
subpart  E  of  Part  1951  of  this  chapter  are 
to  be  exhausted  prior  to  consideration 
for  debt  restructuring  under  this  section. 
To  this  end,  the  servicing  ofiidal  must 
ensure  that  the  case  file  clearly 
documents  that  all  servicing  actions 
under  subpart  E  of  part  1951  have  been 
exhausted  and  that  the  borrower  is  at 
least  1  full  year's  debt  service  behind 
schedule  for  a  minimum  of  180  days. 
The  borrower  then  should  be  informed 
of  the  debt  restructuring  available  imder 
this  section  by  using  language  similar  to 
that  provided  in  Guide  1  of  this  subpart 
(available  in  any  FmHA  Office)  as 
follows: 

(1)  An  introductory  paragraph: 

(2)  A  paragraph  concerning  prior 
servicing  attempts; 

(3)  A  discussion  of  eligibility,  as 
defined  in  this  section,  including  the 
provision  that  the  borrower  acted  in 
good  faith  in  connection  with  their 
FmHA  loan  and  that  the  delinquency 
was  caused  by  circumstances  beyond 
their  control: 

(4)  A  paragraph  that  explains  the  goal 
of  the  debt  restructuring  program; 

(5)  A  paragraph  stating  that  debt 
restructuring  may  include  a 
combination  of  servicing  actions  listed 
in  paragraph  (a)(10)  of  this  section;  and 

(6)  Information  that  details  what  the 
borrower  must  do  to  apply  for 
restructuring.  A  response  must  be 
received  within  45  days  of  receipt  of 
this  letter  to  request  consideration  for 
debt  restructuring  and  the  request  must 
include: 

(i)  Projected  balance  sheets,  budgets, 
and  cash  flow  statements  which  include 
and  clearly  identify  funding  of  the 
FmHA  reserve  account  for  the  next  3 
years; 

(ii)  A  discussion  of  FmHA's  analysis 
and  calculation  process;  and 

(iii)  A  paragraph  identifying  the 
FmHA  official  who  may  be  contacted  for 
assistance. 

(c)  State  Director's  restructuring 
determination.  Upon  receipt  of  the 
delinquent  borrower's  request  for  debt 
restructuring  consideration,  the  FmHA 
State  Director  will: 

(1)  Within  15  days  of  receipt  of 
borrower's  request  if  an  operations 
review  is  deemed  necessary,  send  a 
memorandum  to  the  Administrator 
asking  for  program  authority  to  contract 
for  the  review  in  accordance  with 
FmHA  Instructions  2024-A.  Exhibit  D 
(available  in  any  FmHA  Office).  The 


name  of  the  borrower  involved  and  the 
projected  amount  of  funds  anticipated 
to  be  spent  for  the  contract  should  also 
be  provided.  It  is  anticipated  that  an 
operations  review  will  be  necessary  in 
most  cases  and  that  the  only  exceptions 
would  be  for  smaller  health  care 
facilities  or  facilities  that  have 
developed  a  proposed  plan  that  is 
comprehensive  and  realistic.  Upon 
receipt  of  the  Administrator's  program 
contracting  approval  authority,  a 
contract  is  to  be  awarded  to  an 
organization  qualified  to  perform  an 
operations  review  as  defined  in 
paragraph  (a)(9)  of  this  section.  The 
operations  review  normally  will  be 
completed  and  delivered  to  FmHA 
within  60  days  of  the  award  date. 

(2)  Contract  for  an  appraisal  to  be 
performed  by  an  independent  qualified 
fee  appraiser.  Note:  To  the  extent 
possible,  the  appraisal  ishould  be 
scheduled  for  completion  no  later  than 
the  completion  date  of  the  operations 
review. 

(3)  Complete  an  analysis  of  the 
operations  review,  appraisal,  and  other 
documentation  information,  and  make 
an  eligibility  determination. 

(i)  Eligibility  determination.  The  State 
Director  must  conclude  that  the 
borrower  is  eligible  for  debt 
restructuring  consideration.  This 
conclusion  will  be  clearly  documented 
in  the  case  file  based  on  a  review  of  the 
following: 

(A)  The  borrower  acted  in  good  faith 
with  regard  to  the  delinquent  loan.  The 
case  file  must  reflect  the  borrower's 
cooperation  in  exploring  servicing 
alternatives.  The  case  file  should 
contain  no  evidence  of  fraud,  waste,  or 
conversion  by  the  borrower,  and  no 
evidence  that  the  borrower  violated  the 
loan  agreement  or  FmHA  regulations. 

(B)  The  delinquency  was  caused  by 
circumstances  beyond  the  control  of  the 
borrower.  This  determination  will  be 
based  on  the  borrower's  narrative  on 
this  issue,  which  is  a  required  part  of 
the  application  for  debt  restructuring, 
and  a  separate  review  of  the  borrower's 
case  file  and  operations. 

(C)  As  part  of  the  application  for  debt 
restructuring,  the  borrower  submitted  a 
proposed  operating  plan  that  presents 
feasible  alternatives  for  addressing  the 
delinquency. 

(ii)  Borrower  determined  eligible.  If 
the  borrower  is  determined  to  be  eligible 
for  debt  restructuring,  a  determination 
of  a  net  recovery  value  and  level  of  debt 
the  facility  will  support  will  be  made. 
It  is  anticipated  that  meetings  with  the 
borrower,  the  contractor  who  performed 
the  operations  review,  and  others  as 
appropriate,  could  be  necessary  to 
develop  these  values;  although  it  should 
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be  enphasizad  throughout  these 
meetings  that  any  calculations  and 
conclusions  reached  are  preliminary  in 
nature,  pending  final  review  by  the 
Administrator.  For  debt  restructuring 
cakulations.  and  computing  a  feasible 
cashflow  protection,  the  following  order 
and  combinations  of  loan  servicing 
actions  will  he  followed: 

(A)  Loan  deferral  for  up  to  6  months. 

(B)  Interest  rate  reduction  to  not  less 
than  5  percent.  Interest  rate  reduction 
will  be  considered  only  in  conjunction 
with  an  extension  of  the  term  of  the  loan 
to  the  remaining  useful  hfe  of  the 
facility  or  40  years,  whichever  is  less.- 

(C)  Debt  writedovra.  Other  creditors  of 
the  borrower,  representing  a  substantial 
portion  of  the  total  debt,  are  expected  to 
participate  in  the  development  of  a 
restructuring  plan  which  includes  debt 
writedown.  However,  failure  of  these 
creditors  to  agree  to  participate  in  the 
plan  shall  not  preclude  the  use  of 
principal  and  interest  writedown  by 
FmHA  if  it  is  determined  that  this 
option  results  in  the  least  cost  to  the 
Federal  Government. 

(iii)  Borrower  determined  ineligible.  If 
the  Stati  Director  concludes  that  the 
borrowor  is  not  eligible  for  debt 
restructuring  consideration  for  any  of 
the  reasons  listed  in  paragraph  (c)(3)(i) 
of  this  section,  then  the  borrower  will  be 
noliGed  by  letter  that  includes  the 
following  information: 

(A)  The  basis  for  the  determination; 

(B)  The  next  step  in  servicing  the 
loan:  possible  acceleration  if  the 
delinquency  is  not  ciued;  and 

(C)  The  borrower  may  appeal  this 
determination  in  accordance  with 
subpart  B  of  part  1900  of  this  chapter. 

(iv)  State  Director's  recommendation. 
Upon  completion  of  the  determination 
ot  net  recovery  value  and  restructured 
debt  in  accordance  with  paragraph 
(c)(3)(ii)  of  this  section,  and  prior  to 
formal  presentation  to  the  borrower,  the 
State  Director  will  forward  a 
recommendation  to  the  National  Office 
with  the  following  documentation: 

(A)  That  all  other  servicing  efforts 
have  been  exhausted  as  required  in 
paragraph  (b)  of  this  section. 

(B)  Financial  statements  including 
balance  sheets,  income  and  expense, 
and  cash  flows  for  the  most  recent 
actual  year  and  projections  for  the  next 
3  years.  The  amount  of  FmHA's 
restructured  debt  and  reserve  account 
requirements  are  to  be  clearly  indicated 
on  the  projected  statements.  Also, 
operating  statistics  including  number  of 
beds,  patient  days  of  care,  outpatient 
visits,  occupancy  percentage,  etc..  for 
the  same  periods  of  time  must  be 
included; 


(Q  Copies  of  the  operations  review, 
developed  for  the  particular  loan,  and 
appraisal; 

(D)  Calculations  of  the  net  recovery 

value;  ,     ,  ». 

(E)  Debt  restructuring  calculations 

including  a  listing  of  the  various 
servicing  combinations  used  in  these 
calculations  as  contained  in  paragraph 
(cXSHii)  of  this  section.  For  example: 

(1)  Interest  rate  reduced  from  6.5 
percent  to  5  percent  on  all  loans;  and 

{2)  Extension  of  the  terms  from  25  to 
30  years. 

(F)  Information  concerning 
discussions  with  the  borrower  and  their 
agreement  or  disagreement  with  the 
calculations  and  recommendations; 

(G)  If  debt  restructuring  is  proposed: 
(1)  A  draft  of  Form  FmHA  451-33. 

"Reamortization  Request."  if  applicable, 
and  any  other  necessary  comments  or 
requirements  that  may  be  required  by 
the  Office  of  the  General  Counsel  and 
bond  counsel  in  §  1951.223(c)  (3)  and 
(4)  of  subpart  E  of  part  1951  of  this 
chapter.  ., 

(i)  A  draft  of  Form  FmHA  1956-1.  if 
applicable.  Complete  only  Parts  I.  II.  VI. 
and  VUL  Part  VI,  "Debtors  Offer  and 
Certification,"  will  be  in  a  separate 
attachment  and  contain  the  adjusted 
unpaid  principal  amount  for  which 
FmHA  approval  is  requested.  In  part  VI 
of  the  form,  type  "see  attached."  (H)  If 
the  proposed  restructured  debt  will  not 
cash  flow  or  is  less  than  the  net  recovery 
value,  omit  the  items  in  paragraph 
(c)(3)(iv)(G)  of  this  section. 

(d)  National  Office  processing  of  State 
Director's  request.  (1)  After  reviewing 
the  recommendation  to  either  debt 
restructure  or  liquidate  for  the  net 
recovery  value,  the  Administrator,  after 
concurring,  modifying,  or  not 
concurring  in  the  recommendation,  will 
return  the  submission  for  further 
processing.  . 

(2)  If  a  debt  writedown  is  used  in  the 
restructuring  process,  the  amount  will 
be  included  in  the  National  Office 
transmittal  memorandum.  The  draft 
Form  FmHA  1956-1  will  not  need  to  be 
finalized  and  returned  to  the 
Administrator  for  signature.  The  State 
Director's  signature  on  the  final  copy 
will  be  sufficient.  However,  a  copy  of 
the  National  Office  memorandum  is  to 
be  attached  to  the  Form  when 
completed. 

(e)  Borrower  notification  of  debt 
restructuring  and  net  recovery  value 
calculations.  The  State  Director  will 
provide  a  copy  of  the  basis  for  the  debt 
restructuring  or  net  recovery 
determination  to  the  borrower. 

(1)  If  the  value  of  the  restructured 
loan  is  equal  to,  or  greater  than,  the 
recovery  value,  the  borrower  will  be 


made  an  ofiiar  to  accept  the  restructured 
debt  by  Mfi"fl  language  similar  to  that 
provided  in  Guide  2  of  this  subpart 
(available  in  any  FmHA  Office)  and 
including  the  following  paragraphs: 

(i)  An  introductory  paragraph 
indicating  that  FmHA  has  concluded  its 
consideration  of  the  borrovrer's  request; 

(ii)  A  paragraph  indicating  FmHA's 
approwJof  the  debt  restructuring 
request  and  that  acceptance  must  be 
received  by  FmHA  within  45  days  from 
receipt  of  this  letter;  and 

(iii J  That  the  borrower's  acceptance 
will  require  the  execution  of  a  Shared 
Appredatior.  Agreement  similar  to 
Guide  4  of  this  subpart  (available  in  any 
FmHA  Office)  and  possible  new  debt 
instruments  accompanied  by  bond 
counsel  opinions. 

(2)  If  the  debt  analysis  calculaUons 
indicate  that  a  restructured  debt  would 
be  less  than  the  net  recovery  value  of 
the  security,  a  letter  using  language 
similar  to  that  provided  in  Guide  3  of 
this  subpart  (available  in  any  FmHA 
Office),  will  be  sent  to  the  borrower  that 
includes  the  following  paragraphs: 

(i)  An  introductory  paragraph 
indicating  that  FmHA  has  concluded  its 
consideration  of  the  borrower's  request; 
(ii)  Paragraphs  indicating  that: 

(A)  Theborrower  may  pay  FmHA  the 
net  recovery  value  of  the  loan.  The 
borroww  will  be  given  30  days  from 
receipt  of  this  letter  to  inform  FmHA  of 
its  intent,  90  days  to  finalize  the  payoff, 
and  wall  be  notified  that  an  election  to 
pay  off  FmHA  would  require  the 
execution  of  a  Net  Recovery  Buy  Out 
Recapture  Agreement;  or 

(B)  If  the  debt  is  not  paid  of  at  the  net 
recovery  value.  FmHA  will  proceed  to 
liquidate  the  loan. 

(f)  Borrower  responses  to  debt 
restructuring  and  net  recovery  value 
calculations.  Responses  from  the 
borrower  will  be  handled  as  follows: 

(1)  Acceptance  of  FmHA's 
restructured  debt  offer.  When  a 
borrower  accepts  the  offer  for  debt 
restructuring,  processing  will  be  in 
accordance  with  8 1951.223(c)  of 
subpart  E  of  part  1951  of  this  chapter 
using  the  adjusted  unpaid  principal  and 
outstanding  accrued  interest  at  the 
Administrators  approved  interest  rate 
and  terms.  The  borrower  will  be 
required  to  execute  a  Shared 
Appreciation  Agreement  which  will 
provide  that  should  the  borrower  sell  or 
transfer  title  to  the  facility  within  the 
next  10  years,  FmHA  is  entitled  to  a 
portion  of  any  gain  realized.  This 
agreement  will  include  language  similar 
to  that  found  in  Guide  4  of  this  subpart 
(avail^le  in  any  FmHA  Office).  The 
original  of  Form  FmHA  1956-1,  with 
appropriate  attachments  signed  by  the 
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State  UmcIm,  aad  ■  copy  oi  \h»  shasod 
appreciation  a^eement  will  b«  aeai  t» 
the  fismasa  OffioBw  Note:  Ail  docmaamts 
pertaiaing  (a  khis  toaaeaetioa  will  fa» 
sent  ta  tha  FkMBca  Office  ia  on«  ain^ 
complete  package;  ami 

(21  Accfptnace  by  bonxutetto  pay  off 
loaa  al  the  recovery  vaiu&  Processing  of 
this  tnosactiea  wSL  be  in.  aocoidanoB 
witk  §  1956.124  oitlua.  subpart. 
However*  the  accousl  does  not  need  to 
be  accelerated.  Theboirowetwillhe 
reqaired  to  execute  a  Net  Recovety  Bi^ 
Out  RecapUue  Agreement,  similar  to 
thai  found  in  Guide  S  of  this  subpart 
(available  in  any  FmHia  Officel.  The 
original  of  Fonn  FmHA  1056-1.  writb 
appropriate  attachments  sigped  by  the 
State  Director^  and  a  copy  oC  the 
recorded  Net  Recovery  Buy  Out 
Recapturo  A^»amenl  will  be  sent  to  the 
Finance  Office.  The  Executed  Net 
Recovery  Buy  Out  Recapture  A^vement 
win  be  recorded  in  the  county  rn  whidi 
the  facility  is  focated.  The  Finance 
Office  wilt  credit  the  accoimts  of 
borrowers  who  entered  into  Net 
Recovery  Buy  Out  Recapture 
Agreements  with  the  amount  paid  by 
the  borrower  (net  recovery  vriue^  ^k)te: 
All  documents  pertaining  to  this 
transaction  will  be  sent  to  the  Finance 
Office  in  one  single  compfete  package. 

fgf  CoKectton  anu  processing  of 
recapture.  (1>  When  FiitHA  becomes 
aware  of  tfte  saleortransfer  of  titleto 
the  facility  on  which  there  is  an 
efifsctrve  Net  Recovery  Buy  Out 
Recapytnre  Agreement  or  a  Shared 
Appreciation  Agreement  outatandijig 
and  a  determination  is  made  that  a 
recapture  is  appropriate,  FmHA  wtH 
nomy  the  borrower  of  the  followingr 

(i>  Dat*  and  amount  of  recapt\u«'dne: 
and 

(it)  FmHA  action  to  be- taken  ff 
borrower  does  net  respond  within  die 
desigoated  timefearae  with  the  amotsrt 
of  recapture  due. 

(2)  Whentheiec^tuivisrecBrved. 
the  payment  will  be  processed  on  Fonn 
FmHA  451-2;  "Schedda  of 
Remittance,"  ■$  a  miscellaoeous 
collectioa  in  accordanca  with  Subpart  B 
of  Part  19S1  of  this  diapter.  The  451- 

2  along  with  a  copy  of  the  Net  Secowy 
Buy  Out  Recaptuie  AgrecsDBit  or 
Sfaoiad  AppredatkHi  Agiaemei^  as 
appn^xi^a;  will  be  forwarded  to  tias 
Financs  Office. 

(3)  Wkea:  the  anErotmi  of  the  recapture 
has.  been  paid  and  ciedilied  to  the 
borrowet's  aceotml,  the  borrowor  wiU.  be 
relaasad  bom  tiabtlity  by  usiagLFena 
FmHA  1966-«.  "iiateaa*  from  Panoasl 
Liability,^  Btodtfied,.  as  auyuutinatai 

Ufc>  No  tecapture  dt».  II  FnUA 
determines  there-  is  bo  recBptiuv  daa> 
the  Nat  Recovery  Buy  OntBaeapftux* 


AffwnmaBt  or  Shared  Appreciation 
Apaonaaot  wiU  ba  a^eopriately 
annotated,  the  Bacaptnre  Agreemaat 
releosad  from  tharacard.  and  the 
agieaaaeat  ratBraad  to  the  boaiowes. 

I^fo^  rtoveniber  Z,  1992. 
LmYnoB  AvMmmn 

Admfaistratm;  Ftumers  Home 
AJniiifiitiutiuiL 

DatMh  Na¥enb«t  3,  M92. 


Admimmtrntor^HundDei^tiopmBnt 

Athminmtratioa. 
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HUCLEARRECULATORY 

commssKH 

10  CFR  Parts  30. 40..  70^.  and  72 
RIMatSft-A08S 

Timeffneas  In  Decommtssionfngor   , 
Matertals  FaciTItfas 

AGINCyr  Niidear  Reguktory 

Comnrissioik 

ACnoNr  Proposed  rale.  ■ 

II  .      .    ._ 

SUMMARY:  The  Nudeer  Regulatory 
Comaussioa  (NRC)  is  psoposing  to 
amend  its  regulations  to  reqmre  timely 
decontiBiination  and  decommissioning 
by  auclaar  natenal  licensees.  These 
anyendnmits  would  establish  specific 
time  periods  for  decoraraissioning 
■nvsad  poFtions  of  operating  nuclear 
materials  facilities  and  for 
decomnnsskming  die  entire  site  upon 
termination  of  operations.  The  NRC  is 
also  proposing  to  amend  the  regulations 
to  require  that  licensees  provide  a 
description  of  the  conditions  of  the  site 
as  prart  of  the  infomiatron  to  be 
submitted  in  support  of 
decomrnissioning  ptians.  The  proposed 
rule  is  intended  to  reduce  the  potential 
risk  to  public  health  and  the 
environment  from  radioactive  material 
at  such  fecilities  after  licensed  activities 
have  ceased. 

DATES:  Comment  period  expires  March 
29. 199^  Comments  received  afier  this 
date  win  be  considered  if  il  is  practical 
to  do  so,  but  consideration  can  only  be 
assured  if  rnmrnants  are  received  on  or 
before  this  date> 

AOOAESSES:  Mail  written  comments  to: 
Sacretecy,  U.S.  Nuclear  Regulatory 
CommisaioB,  WashisgtOB,  DC  20555. 
AttaaAioa:  Docketing  aiui  Service 
Braach. 

Deliver  coma:ieDts  between  7:45  a.m. 
and  4:15  p.BaL  on  Federal  workdays  to: 
11555  BockviUe  Pikav  Rockville. 
Maryland. 


Coptea  of  tka  ragidatory  aoalyaisv  the 
eawirofuneatal  assesaaaeat  aad  fiadia^ 
of  no  sipnficaat  enwJMBmarUal  uapact. 
tha  aappeetiag  staleaiaBt  subBitlad  to 
OMB.  and  comBaats  received  may  ba 
exanuned  all  the  NRC  Public  DocuBoat 
Room  al  212A  L  Street  NW.  (Lewar 
Lawai),  WashkBg^oB.DC 
FORRSnMBI  MFOtMNCnOMOOMCaCIt 
Paui  ).  KovBch.  Ottca  af  Nackar 
Regulatory  ftaiaaiih.  US.  Nodear 
Regvlatavy  GoiBiBisaioo,  Waahmgtan, 
DC  20556v  tekphoae  (301}  492-372% 

SWPL£MEMTARV  KffQRMATION: 

BackgEOiBid 

Over  the  past  several  years,  the 
Nucfear  R^utatoiy  Commission  (NRCi 
has  identified  over  49  nuclear  material 
sites  that  warrant  special  ^attention  by 
the  Commission.  The  sites  have 
buildings,  former  waste  dispHnai  aEaes; 
laig9  piles  of  taniag^  ^oand  water,  and 
soil  contaminated  widi  low  lavais  of 
uraniuai  or  thoriiim  (source  material)  or 
other  ladiaoucUdes.  Consequently,  tbay 
peasant  varying  degrees  of  radiolf^ical 
hazard,  cleaaiip  complexity,  and  cost. 
At  soow  sites,  Ivceasees  aca  finanrially 
and  tflf  hnif  ally  capable  of  completing 
cleanup  in  a  teasonabXe  timeframe, 
whereas  at  other  sites,  the  licensee  or 
respoBsiUe  party  is  uoable  or  unwilling 
to  perioriB  cleanup,  In  addition,  the 
sitas  are  cunsotly  in  various  stages  of 
dacoflmussioniag.  At  saaaa  sites, 
licenseea  hava  initiated 
decoBBasaioaing,  whereas  at  other 
sitae,  decommissioning  has  not  yet  bean 
planaed  or  initiated. 

In  19Q0,  the  NRC  implemeBtad  the 
Site  Dacoawiiasioniag  Management 
Plan  (SDMP>  to  identify  and  resolve 
issues  associated  with  the  timely 
cleanup  of  these  sites.  The  SDUP  does 
not  include  mere  routine 
decommissioning  cases.  The  SDMP  has 
been  eflective  in  ensuring  coordtnatioa 
and  rasoK^oa  el  some  of  tha  policy  aad 
regulatory  issues  afiacting  sita 
decoanassaktBing.  Progress  on  actual 
ste  remediation,  however,  contioaaa  to 
be  slow.  The  hmited  progress  to  date 
prompted  tha  Confmaiasion  to  direct  the 
NRC  staff  to  rniHafc»  actions  to  accelerate 
the  deaonp  of  SOMP  sites.  The  staff 
developed,  and  an  April  3, 1962.  the 
ComnrissioB  apiproved,  an  Action  Plas 
to  describe  NFbC's  case-by-casa  approach 
for  accelerating  remediation  of  sites 
listed  in  Uie  SCttfi>. 

These  SDMP  coDiaa»inated  sites  are 
q^pUtaaalie  of  thaaaad  for  deEuitiiva 
NRC  regulations  which  specify 
acceptable  time  periods  £or 
dacoamissioBiBg  nuclear  material 
facilities  wfaaa  tha  Uceased  actiwitias 
have  ceased.  If  decoaimissioDing  is 
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delayed  for  long  periods  folloMong 
cessation  of  operations,  there  is  a  risk 
that  safety  practices  at  the  inactive 
facility  or  the  inactive  portion  of  the 
operating  facility  may  become  lax  as  key 
personnel  relocate  and  management 
interest  wanes.  In  addition,  bankruptcy, 
corporate  takeover,  or  other  unforeseen 
changes  in  the  company's  financial 
status  may  complicate  and  perhaps 
further  delay  decommissioning. 

The  issuance  of  a  rule  to  establish 
timeliness  criteria  for  decommissioning 
nuclear  materials  licensee  facilities 
would  avoid  future  problems  resulting 
from  delayed  actions  on  cleanup  of 
contaminated  inactive  facilities,  and 
minimize  the  difficulties  associated 
with  a  case-by-case  approach  to 
requiring  timely  decontamination  and 
decommissioning. 

Discussion 

The  lack  of  definitive  criteria  as  to 
when  licensees  shall  commence  and 
complete  decommissioning  their 
facilities  has  resulted  in  instances  where 
the  Commission  has  had  to  issue  orders 
to  establish  schedules  for  timely 
decommissioning.  Because  timeliness  in 
decommissioning  is  a  generic  issue,  the 
Commission  is  proposing  to  amend  its 
regulations  to  clearly  delineate  the 
licensee's  responsibility  for  timely 
decommissioning.  The  proposed  rule 
would  provide  the  needed  regulatory 
basis  for  compelling  decommissioning 
in  a  timely  manner.  In  addition,  the 
proposed  rule  would  place  a  limit  on 
the  time  permitted  to  decontaminate 
and  decommission  and  place  the  burden 
of  proof  directly  on  the  licensee  fo 
demonstrate  that  a  longer  period  of  time 
is  required  for  completing 
decommissioning. 

In  developing  details  of  these 
proposed  requirements,  the  NRC 
considered  whether  to  impose  them  on 
all  licensees,  or  to  limit  the 
requirements  only  to  those  licensees 
who.  because  of  the  size  of  their 
operations,  had  greater  potential  for 
needing  significant  cleanup  before  their 
sites  could  be  fully  decommissioned — 
i.e..  those  licensees  covered  by  the 
financial  assurance  requirements  for 
decommissioning  in  10  CFR  30.35, 
40.36.  70.25,  and  72.30.  Limiting  the 
application  of  these  requirements  would 
affect  fewer  licensees  (approximately 
1,650  versus  24.000  NRC  and 
Agreement  State  licensees),  whereas 
applying  the  proposed  rule  to  all 
licensees  would  have  the  advantage  of 
ensuring  that  dormant  areas  with 
significant  levels  of  contamination  will 
be  decommissioned,  regardless  of  the 
size  or  extent  of  the  licensee's 
operations.  The  Commission  has 


determined  that  the  provisions  of  the 
rule  should  extend  to  all  10  CFR  Parts 
30. 40.  70.  and  72  licensees. 

The  proposed  rule  would  establish 
specific  requirements  for:  (1)  Timely 
decommissioning  of  the  entire  site  at  the 
end  of  all  licensed  activity  at  the  site, 
thereby  allowing  license  termination 
and  release  of  the  site  for  imrestricted 
use  (i.e..  "end-of-license" 
decommissioning);  and  (2)  timely 
decommissioning  of  separate  buildings 
and  outdoor  areas  where  licensed 
activities  have  ceased  while  licensed 
activities  continue  to  be  conducted  at 
other  site  locations  (i.e..  "end-of-use" 
decommissioning).  Licenses  would  be 
amended  to  exclude  decommissioned 
buildings  or  outdoor  areas  as  authorized 
places  of  use  following  satisfactory 
completion  of  end-of-use 
decommissioning. 

The  proposed  rule  would  define 
principal  activities  as  those  activities 
that  are  essential  to  achieving  the 
purpose  for  which  the  license  was 
issued  or  amended.  Principal  activities 
are  commonly  listed  or  described  in  the 
license  under  the  Authorized  Use 
heading.  Principal  activities  are  defined 
in  the  regulation  to  prevent  licensees 
from  avoiding  end-of-use 
decommissioning  requirements  by  using 

fiassive  activities.  For  example,  a 
icensee  could  not  store  licensed 
radioactive  material  in  an  otherwise 
unused  building  to  avoid  end-of-use 
decommissioning,  imless  storage  was  a 
principal  activity  for  that  building  as  a 
part  of  ongoing  operations. 

The  proposed  rulemaking  clarifies  the 
regulations  to  address  license 
termination,  expiration,  revocation, 
denial  of  renewal,  and  their  relationship 
to  each  other.  In  general,  a  license 
"expires"  when:  (1)  The  expiration  date 
stated  in  the  license  is  reached  (unless 
the  licensee  has  appropriately  filed  for 
renewal).  (2)  the  Commission  revokes 
the  license,  or  (3)  the  Commission 
formally  denies  an  application  to  renew 
the  license.  The  current  rules  provide 
that  a  license  continues  in  effect  until  a 
final  Commission  determination  has 
been  made  on  the  renewal  application. 
The  current  rules  do  not  specifically 
address  continued  authority  and 
responsibility  with  respect  to  materials 

fiossessed  under  the  Ucense  until  the 
icense  is  terminated  by  the 
Commission.  "Expiration"  of  a  license, 
whether  volimtary  or  involimtary,  refers 
to  the  end  of  a  licensee's  authorization 
to  perform  Ucensed  activities  under  the 
Atomic  Energy  Act  of  1954,  as  amended, 
with  the  exception  of  a  licensee's 
continuing  authorization  to  perform 
licensed  activities  incident  to  and 
necessary  for  site  decontamination  and 


decommissioning.  Licensees  with 
expired  licenses  must  then 
decommission-pureuant  to  the  time 
limits  and  other  requirements  stated  in 
the  regulations.  The  proposed  rule 
would  make  clear  that  the 
decommissioning  and  timeliness  criteria 
apply  to  all  licensees  for  whom  the 
authorization  to  perform  licensed 
activities  has  expired,  regardless  of 
whether  the  expiration  was  voluntary  or 
involuntary.  When  the  Commission  has 
determined  that  decommissioning  has 
been  completed  in  a  satisfactory 
manner,  the  Commission  will  relieve 
the  licensee  of  license  obligations  by 
terminating  the  license.  All  licenses 
remain  in  effect  until  formally 
terminated  by  the  Commission. 

The  proposed  rule  would  require 
licensees  to  submit  notification  of  the 
existence  of  inactive  buildings  or 
outdoor  areas  but  would  not  require 
them  to  provide  notification  of  the 
existence  of  inactive  parts  of  buildings, 
such  as  rooms  or  laboratories.  To 
include  parts  of  buildings  in  the 
regulation  was  seen  as  a  cumbersome 
regulatory  requirement  both  for 
licensees  and  the  NRC  without 
sufficient  resultant  benefit.  In  addition 
to  notification,  licensees  would  be 
required  to  initiate  decommissioning  or, 
within  12  months,  submit  a 
decommissioning  plan  for  Commission 
approval.  Decontamination  or 
decommissioning  of  internal  building 
areas  is  covered  under  the  normal 
inspection  and  licensing  process.  If  the 
cleanup  involved  routine  procedures 
used  by  the  licensee,  they  would  be 
handled  under  the  licensee's  existing 
license  or  radiation  safety  program.  If 
the  cleanup  involved  procedures  not 
employed  routinely  by  the  Ucensee, 
NRC  could  request  additional 
information  regarding  the  cleanup. 

The  time  requirements  for  completing 
decommissioning  consist  of  time 
periods  both  for  initiating  the 
decommissioning  process  and  for 
subsequently  completing 
decommissioning  activities.  In 
determining  the  appropriate  time 
requirement  for  initiating 
decommissioning,  the  NRC  staff 
considered  the  health  safety  benefits  to 
be  obtained  by  allowing  short-lived 
isotapes  to  decay  before  beginning 
decommissioning  operations,  and  also 
the  licensee's  need  to  make  business 
decisions  concerning  futiue  use  of 
inactive  buildings  or  outdoor  areas.  In 
determining  the  appropriate  time 
requirements  for  the  completion  of 
subsequent  decommissioning  activities, 
the  NRC  staff  considered  the  time 
needed  to  plan  and  safely  carry  out 
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decommissicuuBg  opaiatioas  based  on 
previous  sxpeciaace. 

WitL  ragged  to  imtiatinp  of  tbe 
decnnimissiopiiig,  pEoeesSt.  &a 
back^cumd  infarmatioB.  devebped  fbi 
the  ruremaking'  oa  gpnnmr  taqjiirHmonts 
for  decommissioning  (33  FK  24QlBi]un6 
27, 198A1  iacludad  an  evahtaftuia  of 
decommissioMiBftpIanein^and 
pieparatLon  re(^rem«ats  fox  th»  wida 
variaLy  of  diiOaceBt  sized  opexaftions 
licensed  under  10  CFR  parts  30;  40^  and 
70.  That  evaluatioa  isdifated  tW,  in 
general  for  materials  licenaa  CacilitieSt 
fuithei  bena£ts-  daiived  from. 
radiological  decay  are  not  likely  ta  be 
gained  by  delaying  decommissioning 
beyond  approximately  3  years  from  the 
dale  tbat  o^catMBS  ceaae;  Wi^  lespact 
to  making  business  dedsiona  oa  hictker 
use  ef  inactive  facilities,  the 
Commission  considers  a  period  of 
apipi»xiB)ately  24  montbs  to  be 
reasonable.  Tiais  would  pennit  licensees 
sufficient  time  to  make  decisiooa 
concerning  future  use  of  an  inactive 
facility,  vuiile  accommodating  periods 
of  inactivity  due  to  ooanal  opecatioasv 
testing,  or  routine  business  cycles. 

Based  on  the  24-nM)nth  time  period 
considered  reasonable  for  making, 
business  decisions,  and  considefing  that 
the  increaiefital  besefits  duet  ta 
radioactive  decay  between  the  second 
and  tdiifd  years  of  ineetivity  are  small, 
the  Comoussion  considers  a  p«iod  of 
appcQxiaaately  24  laontha  to  be  a 
reasooeble  tiaie  period  ta  penait  a 
building  or  outdoor  aree  to  remain 
inactive  without  undecgoiDg. 
deconmiissioaing.  Therefoie,  tha 
proposed  rule  would  stipulate  that 
licensees  must  notify  NRC  if  they  base 
buildings  or  outdoor  areas  where  no 
principal  activities  have  been  caxrducted 
for  24  monlks.  Notificatioa  would  also 
be  required  whea  the  license  has 
expired  or  when  the  licensee  has 
decided  to  permanently  cease  principal 
activities  and  begui  the  formal  process 
leading  to  license  termination.  The 
proposed  rule  would  allow  licensees  60 
days  to  provide  notification.  The 
proposed  rule  would  require  licensees 
not  required  to  submit  decoimnissioiuBg 
plans  to  begin  decoaunJs&ioning:  within 
the  60-day  period  provided  for 
noti£eaiion  ualess  the  Coranussion  has 
granted  a  delay  or  postponeoaent 
Liceosees  required  ta  submit 
decommissLoBing  plana  would  be 
required  to  submit  final 
decommissioning  plans  within  12 
months  fbUowiag  Botificalioa  to  cease 
principal  activiliav  The  tiBetables  £or 
required  dccDBumssioaing  activities  are 
discussed  below. 

The  Canuoissioa  leco^uzestbal 
licensees  may  not  wish  to 


dacooaniasioa  kha  siXe  or  separata 
biukhcgft  OF  outdoor  areas  whaa 
submitting  the  notification  described 
above;  thus,.  Ae  rule  would  peroui 
licensees  to  make  a  request  and  justi^ 
delay  or  pastponeraent.  Licensees 
would  be  requited  to  submit  the  request 
with  justification  30  days  piioc  to  the 
\ia»  aotificatiaa  would  have  been 
required  as  described  above.  In  pcactical 
termSt  this  weald  mean:  (1>  30'  days 
prior  to  the-  Itcaase  expiraition  date,  of 
(2)  30  days  folkvwing  Uie  decisicB  to 
permaaeotly  cease  pciaeTpal  activities  at 
the  site  or  in  separate  buildings  or 
outdoor  areas,  or  (3)  30  days  foUowing 
the  end  of  the  24-month  time  period  of 
inactivity  for  the  site  or  in  separa4a 
buildinga  ec  outdoor  area& 

With  regard  to  subsequent  completion 
of  decoaumssioning  activities,  li4»nsees 
who.  an  not  required  by  license 
condition  or  existing  regulatory 
requirements  to  submit  a 
decommissioning  plan  wouMbe 
permitted  a  maximum  of  18  months  to 
complete  decommissioning.  Liceosees 
who  are  requtied  to  submit  a 
decommissioning  plan  would  be 
permitted  12  months  to  prepare  and 
submit  the  plan  and  a  maximum  of  1& 
months  to  complete  decommissioniag 
followii^  NRC  approval  of  the  plan. 

The  proposed  regulations  will  permit 
licensees  to  request  the  Commission  to 
consider  extending  the  IS-mooth  time 
limit  for  decommissioning.  The 
CommlssioB  wiE  consider  site-specific 
factors  on  a  case-by-case  basis.  Factors 
that  the  Commission  may  consider  to  be 
appropriate  include;  (1)  Availability  of 
waste  disposal  fecilities,  (2|  Reductions 
m  dose  or  waste  volume  due  to 
radioactive  decay.  (3)  Technical 
feasibility  of  decommissioning,  C4l 
Regulatory  requirements  of  other 
government  agencies,  (5l  Lawsuits,  (6) 
Ground-water  treatment  activities,  (7) 
Monitored  natural  ground-water 
restoration^  or  (ft)  Other  factors  that 
could  result  in  more  environmental 
harm  than  deferred  clean-up-  or  that  are 
beyond  the  control  of  the  licensee. 

Based  on  the  time  periods  discussed 
above,  the  NRC  estimates  that  licensees 
who  are  not  required  to  submit 
decommissioning  plans  should 
complete  their  decommissioning 
activities  in  approximately  44  months  or 
less  afier  cessation  of  operations  Ci-e.,  24 
months  of  inactivity,  60  days  for 
notificatioiu  and  18  months  to  complete 
decommissioning).  Licensees  who  are 
required  to  submit  decommissioning 
plans  would  be  expected  to  complete 
their  decommissioning  activities  in 
approximately  56  months  or  lesa  (i.e.,  24 
atoaths  of  inactivity,  60days  Ear 
notification,  12  months  to  submit  a 


darrmwiiTfiifflBing  plaov  and  lA  maoths. 
to  complete  decommisaioniag). 
CoBRUSBien  review  aad  approval  of 
decommiaskwiiig  plana  (estinatod  to  be 
6  months  or  lessl  watdd  be  ua  addiAioik 
to  the  SBHBonth  t)o4aL 

Urtmium  reciwiery  lic?ns9es  consist  of 
conventiional  aullss.  coounercial  amd 
research  and  derelopfnenl  lA-aite: 
facilities,  ore  bkryiag  st^oas,.  and  haa^ 
leach  faciliides.  '^■se  sites  nay  conlMB 
processing  fan  litwa  tmA  waste  diiifiMt 
aie^  The  utao,.  other  tkoa  tlw-  wnto 
dispose  neas,  will  fae  decuiain  imi  nrwid 
uzd  released  for  onrestricted  use.  The 
waste  disposal  areas  are  reclaimed  and, 
wbcD  the  specific  licBRse  is  terminated, 
licensed  ior  long-temi  care  under  the 
genesal  license  in  §  40.28. 

The  current  requrrements  for 
deconHnissioning  and  reclamation  of 
these  siites  are  contained  in  appendix  A 
to  10  CFR  part  40.  In  particular, 
criterion'  9-  of  Appendix  A  requires  that 
there  must  be  a  Commission-approved 
plan  for: 

tl>  DecontaminatioR  and 
decommissioning  of  rrrill  buildings  and 
the  millrng  site  to  levels  which  allow 
unrestricted  use  of  these  areas  upon 
decommissioning,  and 

(2)  The  reclamation  of  tailings  and 
waste  disposal  areas  in  accordance  with 
technical  criteria  presented  in  section  I 
of  appendix  A. 

The  effect  of  the  proposed  rule  would 
be  to  require  the  uranium  recovery 
licensees  to  notify  the  Commission 
within  60  days  when  they  have 
permanently  ceased  operations  or  have 
not  conducted  operations  for  24  months 
(§  40.42{dl)  and  to  submit  a 
decommissioning  plan  within  12 
months  of  this  notdficatioa  or  license 
expiration.  The  ptovisions  in  the 
proposed  §  40.42(g)  on  the  content  of  a 
decommissioning  plan  are  coasistent 
with  the  intent  of  the  decommissioning 
plan  required  in  Criterion  9  of  appendix 
A  to  10  CFR  part  40.  Some  uranium 
recovery  licensees  may  require 
additional  time  to  conduct  fui^ 
decoauoissioning  and  site  survey  in 
order  to  sup-port  the  reclamation  of 
waste  disposal  areas. 

Because  waste  disposal  areas  are  not 
released  for  unrestricted  use  and 
criterion  9  of  appendix  A  to  10  CFR  Part 
40  and  subpart  T  of  40  CFR  pert  61 
specifically  raquiie  the  submittal  and 
approve  of  a  thnely  reclaavation  plan, 
the  provisioas  in  the  proposed  rule  in 
§  40.42(1)  for  the  content  of  a  pl^i  uid 
§  40.42Cg)  for  the  timing  of  completion 
of  the  plan  do  not  apply  to  the 
reclamation  plaa  for  the  waste  disposal 
areas  at  uranium  recovery  facilities. 
Section  40.42(k)  pcesents  die  e);emptioB 
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for  the  waste  disposal  areas  at  uranium 

recovery  facilities. 
To  coordinate  decommissioning  of 

uranium  recovery  facilities  and 

reclamation  of  disposal  areas,  the 

Commission  may  need  to  extend  the 

date  for  completion  of  the 

decommissioning  plan  and  final 

radiological  survey  until  the 
reclamation  of  the  disposal  area  has 

been  completed.  Typically,  the 
reclamation  of  a  disposal  area  may 
require  several  years  of  drying,  several 
construction  seasons,  and  a  period  of 

-stability  monitoring  prior  to  the  licensee 
proposing  to  terminate  the  license. 
Requests  for  delay  in  completion  of  the 
final  aspects  of  the  decommissioning 
plan  can  be  accommodated  through  the 
provisions  in  proposed  §  40.42(h). 
The  Commission  recognizes  the 
fluctuation  that  has  occurred  in  the 
uranium  industry.  The  proposed 
regulation  would  allow  the  Commission 
to  extend  the  24-month  period  of 
inactivity  if  the  Commission 
determined,  based  on  a  request  by  the 
licensee,  that  this  relief  is  not 
detrimental  to  the  public  health  and 
safety  and  is  otherwise  in  the  public 
interest. 

This  proposed  rule  would  also  clarify 
requirements  for  radiological  surveys 
performed  as  part  of  the  license 
termination  process.  This  proposed  rule 
would  clarify  that  licensees  need  only 
submit  the  final  survey  showing  that  the 
site  or  area  is  suitable  for  release  for 
unrestricted  use  after  decommissioning 
has  been  completed.  The  Commission 
has  recognized  that  existing 
requirements  may  be  construed  to 
require  two  surveys.  However,  the 
Commission  must  be  aware  of  the 
conditions  of  the  site  in  order  to 
adequately  review  and  approve  a 
decommissioning  plan.  Therefore,  a 
new  item  has  been  added  to  the  content 
of  a  proposed  decommissioning  plan 
which  requires  a  description  of  the 
conditions  of  the  site  or  separate 
building  or  outdoor  area  sufficient  to 
evaluate  the  acceptability  of  the  plan. 
This  may  be  a  preliminary  radiation 
survey  or  other  types  of  documentation 
which  characterize  the  conditions  of  the 
site. 

The  existing  regulations  (72.42(b)) 
require  that  applications  for  renewal  of 
ISFSI  and  MRS  licenses  be  filed  at  least 
2  years  prior  to  expiration  of  the 
existing  license.  This  rulemaking  would 
require  licensees  to  notify  the 
Commission  (at  least  2  years  prior  to 
license  expiration)  if  an  application  for 
renewal  will  not  be  filed.  The 
notification  requirement,  coupled  with 
the  12-month  time  period  for 
preparation  of  the  final 


decommissioning  plan,  is  equivalent  to 
the  current  requirement  in  §  72.54(a)  for 
submittal  of  a  plan  1  year  before 
expiration  of  the  license.  The 
requirement  also  has  the  effect  of  clearly 
documenting  the  licensee's  decision  on 
the  future  of  the  site  2  years  before 
license  termination. 

This  proposed  rule  would  implement 
the  Commission's  directive  on 
metrication  that  was  established  on 
October  7. 1992  (57  FR  46202).  Reports 
of  radiation  exposure  and  exposure 
rates,  dose  and  dose  rates  are  now  given 
using  SI  units,  with  special  units  in 
parentheses. 

This  proposed  rule  does  not  define 
radiological  criteria  for  release  for 
unrestricted  use.  The  NRC  intends  to 
establi^  these  levels  in  an  enhanced 
participatory  rulemaking  that  will  be 
noticed  in  the  Federal  Register.  Pending 
promulgation  of  the  new  radiological 
criteria,  licensees  are  expected  to 
comply  with  current  criteria  and 
practices  as  described  in  the  NRC 
Action  Plan  Ensuring  Timely 
Decommissioning  of  SDMP  Sites  (57  FR 
13389;  April  16, 1992).  Further 
information  on  acceptable  criteria  may 
be  obtained  through  the  NRC  regional  or 
headquarters  offices. 

In  keeping  with  the  Commission's 
April  11. 1991,  directive  to  the  NRC 
staff  concerning  cooperation  with  the 
Agreement  States,  the  NRC  staff 
discussed  its  plans  for  this  rulemaking 
with  the  Agreement  States.  The 
discussion  was  held  at  two  open 
meetings  in  Wichita,  Kansas,  on  May  14. 
1991.  "Hiese  meetings  were  held  to 
provide  information  and  discussion  in 
conjunction  with  the  annual  meeting  of 
the  Conference  of  Radiation  Control 
Program  Directors.  Inc.  During  the 
meetings,  the  questions  and  comments 
that  were  raised  focused  upon  the 
following: 

(1)  What  licensee  types  should  be 
covered  and  whether  all  facilities 
should  be  covered  or  only  those  with 
significant  (but  unspecified  levels  at 
that  time)  contamination; 

(2)  The  time  period  that  should  be 
allowed  for  decommissioning  and  the 
options  for  extending  the  time  period; 
and 

(3)  Other  procedural  questions  such 
as  the  need  for  a  residual  radioactivity 
rule,  related  guidance  on  timeliness, 
enforcement,  etc. 

The  staff  has  considered  the 
comments  made  at  the  meetings.  The 
content  of  the  proposed  rule  and  the 
Discussioii  section  of  this 
Supplementary  Information  address  the 
concerns  raised  at  the  meetings. 

The  NRC  recommends  that  the  rule  be 
made  a  Division  2  matter  of 


compatibility.  Under  this  level  of 
compatibility,  the  Agreement  States 
would  be  expected  to  adopt  a  timeliness 
in  decommissioning  rule  but  would  be 
permitted  flexibility  to  apply  more 
stringent  requirements  if  deemed 
appropriate  by  the  State. 

Although  a  total  of  about  24,000 
licensees  (including  both  NRC  and 
approximately  16.000  Agreement  State 
licensees)  would  be  affected  by  this 
rulemaking,  minimal  impact  is  expected 
upon  the  19,700  NRC  or  Agreement 
State  licensees  using  only  sealed 
sources  or  sources  with  short  half-lived 
material. 

Enforcement 

The  Commission  intends  to  modify 
Enforcement  Policy  in  10  CFR  part  2. 
appendix  C,  supplement  6,  such  that 
failure  to  provide  notification  or 
decommission  facilities  in  accordance 
with  this  proposed  rule  would  be 
considered  a  severity  level  3  violation. 
This  may  subject  licensees  to  civil 
penalties,  including  daily  civil 
penalties,  for  such  violations. 

Request  for  Comment 

Comments  are  invited  on  the 
proposed  regulatory  text  in  10  CFR 
30.36.  The  paragraphs  in  the  existing 
regulations  that  would  be  revised  to 
establish  these  criteria  and  timetables 
are  found  in  §§  30.36(a)-{e),  and 
30.37(a);  the  sections  in  the  proposed 
rule  being  added  to  establish  these 
criteria  and  timetables  are  30.36  (g),  (h), 
(i),  and  ()).  Sections  30.36(d)  and 
30.37(b)  have  been  deleted.  A  definition 
of  principal  activities  has  been  added  to 
§30.4.  . 

The  text  in  the  existing  regulation  m 
§§30.36  (c)(2)(i)(AHD),  (c)(2)(iii)(A). 
(c){2)(iii)(C),  (c)(2)(iii)(D),  and 
30.36(f)(l)-(3)  is  unchanged  (although 
renumbered).  The  text  of  these 
paragraphs  is  included  as  part  of  the 
codified  text  for  clarity,  completeness  of 
presentation,  and  ease  of  amendment. 
However,  comments  are  not  requested 
on  the  provisions  of  these  paragraphs 
nor  will  such  comments  be  considered 
as  part  of  this  proposed  rulemaking. 

Similar  amendments  are  being  made 
to  §40.42.  §  70.38  and  72.42. 
Specifically,  comments  are  invited  on 
the  propHJsed  regulatory  text  for  these 
parts.  The  paragraphs  in  the  existing 
regulations  that  would  be  revised  to 
establish  these  criteria  and  timetables 
are  §§  40.42(a}-(e).  and  40.43(a).  The 
section  being  added  to  establish  these 
criteria  and  timetables  are  40.42  (g).  (h). 
(i).  (j).  and  (k).  SecUons  40.42(d)  and 
40.43(b)  have  been  deleted.  A  definition 
of  principal  activities  has  been  added  to 
S40.4. 
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The  text  in  §§  40.42(c)(2)(i1(AHD): 
(c)(2)(iii)(A).  (c)(2)(iii)(C).  (c)(2)(lii)(D). 
and  40.42(fl(lH3)  is  unchanged 
(although  renumbered).  The  text  of 
these  paragraphs  is  included  as  part  of 
the  codified  text  for  clarity, 
completeness  of  presentation,  and  ease 
of  amendment.  However,  comments  are 
not  requested  on  the  provisions  of  these 
paragraphs  nor  will  such  comments  be 
considered  as  part  of  this  proposed 
rulemaking. 

Similarly,  with  regard  to  a  §  70.38, 
comments  are  invited  on  the  amended 
regulatory  text.  The  paragraphs  that 
would  be  revised  to  establish  these 
criteria  and  timetables  are  found  in 
§§  70.38  (aHe)  and  (f)(5).  The  sections 
being  added  to  establish  these  criteria 
and  timetables  are  70.38(g).  (h).  (i).  and 
(j).  Sections  70.33(b)  and  70.38(d)  have 
been  deleted.  A  definition  of  principal 
activities  has  been  added  to  §  70.4. 

The  text  in  §§  70.38(c)(2)(i)(A)-(D). 
70.38(c)(iii)(A).  (c)(iii)(C)-(E).  and 
70.38(f)(l)-(3)  is  unchanged  (although 
renumbered).  The  text  of  these 
paragraphs  is  included  as  part  of  the 
codified  text  for  clarity,  completeness  of 
presentation,  and  ease  of  amendment. 
However,  comments  are  not  requested 
on  the  provisions  of  these  paragraphs 
nor  will  such  comments  be  consiaered 
as  part  of  this  proposed  rulemaking. 
Similarly,  with  regard  to  part  72, 
comments  are  invited  on  the  amended 
regulatory  text  which  establishes  criteria 
and  timetables  for  decommissioning  of 
independent  storage  and  high  level 
waste  facilities.  The  paragraphs  that 
would  be  revised  to  establish  these 
criteria  and  timetables  are  found  in 
§  72.54(a)-(c).  The  sections  being  added 
to  establish  these  criteria  and  timetables 
are  72.54(f)(1),  (f)(2)  and  72.54(h)-(i). 
The  definition  of  principal  activities 
would  be  added  to  §  72.3.  The  text  in 
§  72.54(b)(2)-{c)  is  unchanged  (although 
renumbered).  The  text  of  these 
paragraphs  is  included  as  part  of  the 
codified  text  for  clarity,  completeness  of 
presentation,  and  ease  of  amendment. 
However,  comments  are  not  requested 
on  the  provisions  of  these  paragraphs 
nor  will  such  comments  be  considered 
as  part  of  this  proposed  rulemaking. 

With  regard  to  the  timetable 
established  10  CFR  30.36(b),  40.42(b). 
70.38(b)  and  72.54(a)  for  providing  NRC 
with  notification  that  facilities  have 
been  inactive  for  24  months,  as  well  as 
the  requirement  that  justifications  for 
delaying  or  postponing  initiation  of  the 
decommissioning  process  be  filed  23 
months  after  cessation  of  operations,  the 
Commission  specifically  requests 
comments  as  to  whether  these  time 
periods  provide  an  adequate  balancing 
o  reduction  in  exposure  levels  due  to 


decay  and  the  time  needed  to  make 
business  decisions  regarding  inactive 
buildings  or  outdoor  areas  as  a 
licensee's  site. 

Finding  of  No  Significant 
Enviroomental  Impact:  Availability 

The  Commission  has  determined 
under  the  National  Environmental 
Policy  Act  of  1969,  as  amended,  and  the 
Commission's  regulations  in  Subpart  A 
of  10  CFR  Part  51,  that  this  rule,  if 
adopted,  would  not  be  a  major  Federal 
action  significantly  affecting  the  quality 
of  the  human  environment,  and 
therefore,  an  environmental  impact 
statement  is  not  required.  The  proposed 
action  would  establish  specific 
requirements  for  timely 
decommissioning  of  nuclear  materials 
facilities.  The  proposed  action  is 
directed  to  improving  the  regulatory, 
licensing,  inspection,  and  enforcement 
framework  relating  to  these  facilities 
and  does  not  change  the  underlying 
fundamental  requirement  to 
decommission  facilities  to  levels 
acceptable  for  imrestricted  use.  Thus, 
this  proposed  action  will  not  adversely 
affect  the  quality  of  the  human 
environment.  The  environmental 
assessment  and  finding  of  no  significant 
impact  on  which  this  determination  is 
based  are  available  for  inspection  at  the 
NRC  Public  Document  Room.  2120  L 
Street,  NW.  (Lower  Level),  Washington, 
D.C.  Single  copies  may  be  obtained 
from:  Mr.  P.J.  Kovach,  Office  of  Nuclear 
Regulatory  Research,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555,  telephone  (301)  492-3729. 


Paperwork  Reduction  Act  Statement 

This  proposed  rule  amends 
information  collection  requirements  that 
are  subject  to  the  Paper  Reduction  Act 
of  1980  (44  U.S.C.  3501  et  seq.)  This 
rule  has  been  submitted  to  the  Office  of 
Management  and  Budget  for  review  and 
approval  of  the  paperwork  requirements 

The  public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  1  hour  per  response,  including 
the  time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information.  Send 
comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
the  Information  and  Records 
Management  Branch  (MNBB-7714). 
U.S.  Nuclear  Regulatory  Commission. 
Washington,  DC,  20555;  and  to  the  Desk 
Officer,  Office  of  Information  and 
Regulatory  Affairs,  NEOB-3019  (3150- 
0009,  3150-0017.  315-0020.  3150-0028. 


and  3150-0132).  Office  of  Management 
and  Budget.  Washington.  DC.  20503. 

Regulatory  Analysis 

The  NRC  has  prepared  a  draft 
regulatory  analysis  on  this  proposed 
regulation.  The  analysis  examines  the 
costs  and  benefits  of  the  alternatives 
considered  by  the  NRC.  The  draft 
regulatory  analysis  is  available  for 
inspection  at  the  NRC  Public  Document 
Room,  2120  L  Street  NW.  (Lower  Level), 
Washington.  DC.  Single  copies  of  the 
draft  analysis  may  be  obtained  from  Mr 
P.  J.  Kovach,  Office  of  Nuclear 
Regulatory  Research.  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555,  telephone:  (301)  492-3729. 

The  NRC  requests  public  comment  on 
the  draft  regulatory  analysis.  Comments 
on  the  draft  analysis  may  be  submitted 
to  the  NRC  as  indicated  under  the 
ADDRESSES  heading. 

Regulatory  Flexibility  Certification 

In  accordance  with  the  Regulatory 
Flexibility  Act  of  1980  (5  U.S.C.  605(b)), 
the  Commission  certifies  that  this  rule 
will  not,  if  promulgated,  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 
The  proposed  rule  would  impose 
requirements  for  timely 
decommissioning  of  a  site.  Although  the 
proposed  rule  would  include  all  24.000 
licenses  regulated  by  the  NRC  and  the 
Agreement  States,  decommissioning 
efforts  for  Ucensees  that  possess  and  use 
only  materials  vwth  short  half-lives  or 
materials  only  in  sealed  sources  are 
simple  and  require  only  that  enough 
time  be  permitted  to  either  allow  short- 
lived materials  to  decay  or  to  enable 
them  to  properly  dispose  of  their  sealed 
sources.  Therefore,  the  impact  of  the 
rule  on  these  licenses  should  not  be 
significant.  The  net  cost  to  the 
remaining  licensees,  estimated  to 
number  4300,  is  expected  to  be  small 
based  on  an  analysis  of  the  costs  of 
decommissioning,  including  waste 
disposal.  The  analysis  indicates  that  in 
nearly  all  cases,  the  cost  of 
decommissioning  (which  includes  the 
costs  of  waste  disposal)  would  increase 
ifdecommissioning  is  delayed. 
Completed  details  of  the  cost  analysis 
are  contained  in  Section  6.2  of  the 
Regulatory  Analysis  which  can  be 
obtained  in  the  manner  noted  above.  At 
realistic  discoimt  rates,  for  less  than  50 
licensees  the  calculated  costs  of 
delaying  decommissioning  may  be 
lower  than  for  decommissioning  in  a 
timely  manner.  However,  these 
licensees  are  not  likely  to  be  small 
entities  and,  in  addition,  there  actually 
may  be  significant  costs  of  cleanup  of 
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seooncUry  contamination  if 
decommisnoning  i»  delayed. 

Although  the  above  diacusaion 
indicates  that  there  is  a  not  a  significant 
impact  on  a  substantia)  number  of  small 
entities,  the  NRC  is  seeking  commenU 
and  su^ested  modiScations  because  of 
the  widely  differing  OMiditions  under 
which  materials  licensees  operate. 

Any  entity  subject  to  this  regulation 
which  determines  that,  because  of  its 
size,  it  is  likely  to  bear  a 
disproportionate  adverse  economic 
impact  should  notify  the  Commission  of 
this  in  a  comment  that  indicates  the 
following: 

(1)  The  Ucansee's  size  and  how  the 
proposed  regulation  would  result  in  a 
significant  economic  burden  upon  the 
licensee  as  compared  to  the  economic 
harden  on  a  larger  licensee. 

(2)  How  the  proposed  regulations 
could  be  modified  to  take  into  account 
the  Uoensee's  dialing  needs  or 
capabilities. 

(3)  The  benefits  that  would  accrue,  or 
the  detriments  that  would  be  avoided,  if 
the  proposed  regulations  w«e  modified 
as  suggested  by  the  licensee. 

(4)  How  the  proposed  regulaticm.  as 
modified,  would  mora  closely  equalize 
the  impact  of  NRC  regulations  or  create 
more  equal  access  to  the  benefits  of 
Federal  programs  as  opposed  to 
providing  special  advantages  to  any 
individual  or  group. 

(5)  How  the  proposed  regulation,  as 
modified,  would  still  adequately  protect 
pubhc  beahh  and  safety. 

Backfit  Analyais 

The  NRC  has  determined  that  the 
backfit  rule,  10  CFR  50.109,  does  not 
apply  to  this  proposed  rule  and, 
therefore,  that  a  bad^t  analysis  is  not 
required  for  this  proposed  rule  because 
these  amendments  do  not  involve  any 
provisions  \^icfa  would  impose  backfits 
as  defined  in  10  CFR  50.109(aKl). 


ListofSubiacU 

10  CFR  Part  30 

Byproduct  material.  Criminal  penalty. 
Government  contracts.  "> 

Intergovernmental  relations.  Isotofies, 
Nuclear  materials.  Radiation  protection. 
Reporting  and  recordkeeping 
requirements. 

10  CFR  Part  40 

Criminal  penalty,  GovemmeDt 
contracts.  Hazardous  materials — 
transportation,  Nudear  materials. 
Reporting  and  recordkeeping 
requirements.  Sonioe  mater^,  and 
Uroiium. 


10  CFR  Part  70 

Criminal  penalty.  Hazardous 
materials — transportation.  Material 
control  and  accounting.  Nuclear 
materials.  Packaging  and  containers. 
Radiation  protection.  Reporting  and 
recordkeeping  requirements.  Scientific 
equipmmt.  Security  measures.  Special 
nuclear  material. 

10  CFR  Part  72 

Independent  storage  of  spent  fuel  and 
high  level  waste.  Manpower  training 
programs,  Nuclear  materials. 
Occupational  safety  and  health. 
Reporting  and  recordkeeping 
requirements.  Security  measures,  and 
Spent  fuel. 

For  the  reasons  set  out  in  the 
preamble  and  under  the  authority  of  the 
Atomic  Energy  Act  of  1954.  as  amended, 
the  Energy  Reorganization  Act  of  1974, 
as  amended,  and  5  U.S.C  553,  the  NRC 
is  proposing  to  adopt  the  following 
amendments  to  10  CFR  parts  30,  40,  70, 
and  72. 

PART  30— RULES  OF  GENERAL 
APPUCABIUTY  TO  DOMESTIC 
LICENSING  OF  BYPRODUCT 
MATERIAL 

1.  The  authority  citation  for  part  30  is 
revised  to  read  as  follows: 

Authority:  Sees.  81.  82, 161, 182. 183. 186. 
68  Stat  935,  948,  953,  954, 955,  ••  amended; 
sec.  234.  83  Stat.  444,  as  amended  (42  U.S.C 
2111.  2112.  2201.  2232.  2233.  2236,  2282); 
sees.  201,  as  amended,  202, 206, 88  Stat. 
1242.  as  amended.  1244, 1246  (42  U.S.C 
5841,5842,5846). 

Section  30.7  also  issued  under  Pub.  L  95- 
601.  sec  10. 92  Stet.  2951  (42  U.S.C  5851). 
Section  30.34(b)  also  issued  under  sea  184, 
68  Stat.  954,  as  amended  (42  U.S.C  2234). 
Section  30.61  also  issued  under  sec  187. 68 
Stat.  955  (42  U.S.C  2237). 

2.  In  §  30.4  a  definition  of  the  term 
principal  activities  is  added  in 
alphabetical  order  to  read  as  follows: 

130.4    Definitions. 


Priitcipal  activities  means  activities 
authorized  by  the  license  which  are 
essential  to  achieving  the  purpose{s)  for 
which  the  license  was  issued  or 
amended,  excluding  storage  during 
whidi  no  licensed  material  is  aci:essed 
for  use  or  disposal  and  excluding 
activities  incidental  to  decontamination 
or  decommissioTiing 
•        •        •        •        • 

3.  Section  30.36  is  revised  to  read  as 
follows: 


faaac    ExptraUonandtenninatioAof 
Htsnasa  and  dacoiwmlaaloiilwo  o«  sHaa 
separate  btiUdkios  or  outdoor  Sfaas. 

(a)  Each  specific  license  exf^res  at  the 
end  of  the  day  on  the  expiration  date 
stated  in  the  license  except  when  a 
licensee  has  filed  an  application  for 
renewal  pursuant  to  §  30.37  not  less 
than  30  days  prior  to  the  expiration  date 
stated  in  the  existing  license.  When  an 
application  for  renewal  has  been  filed  at 
least  30  days  prior  to  the  expiration  date 
stated  in  the  existing  license,  the 
existing  license  expires  at  the  end  of  the 
day  on  which  the  Commission  makes  a 
final  determination  to  deny  the  renewal 
application  or,  if  the  determination 
states  an  expiration  date,  the  expiration 
date  stated  in  the  determination. 

(b)  Each  specific  license  revoked  by 
the  Commission  expires  at  the  end  of 
the  day  on  the  date  of  the  Commission's 
final  determination  to  revoke  the 
license,  or  on  the  expiration  date  stated 
in  the  determination,  or  as  otherwise 
provided  by  Commission  Order. 

(c)  Each  specific  license  continues  in 
effect,  beyond  the  expiration  date  if 
necessary,  with  respect  to  possession  of 
residual  byproduct  material  present  as 

.  contamination  imtil  the  Commission 
notifies  the  licensee  in  writing  that  the 
license  is  terminated.  During  this  time, 
the  licensee  shall — 

(1)  Limit  actions  involving  byproduct 
material  to  those  related  to 
decommissioning;  and 

(2)  Continue  to  control  entry  to 
restricted  areas  until  they  are  suitable 
for  release  for  unrestricted  use  and  the 
Commission  notifies  the  Ucensee  in 
writing  that  the  license  is  terminated. 

(d)  Within  60  days  of  the  occurrence 
of  any  of  the  following,  consistwit  with 
the  administrative  directions  in  §  30.6. 
each  licensee  shall  provide  notification 
to  the  Commission  in  writing  and  either 
begin  decommissioning  its  site,  or  any 
separate  building  or  outdoor  area  that 
contains  residual  radioactivity,  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use,  or  submit  within  12  months  of 
notification  a  decommissioning  plan,  if 
required  by  paragraph  (f)(1)  of  this 
section,  and  begin  decommissioning 
upon  approval  of  that  plan  if — 

(1)  The  license  has  expired  pursuant 
to  paragraph  (a)  or  (b)  of  this  section;  or 

(2)  The  licensee  has  decided  to 
permanently  cease  principal  activities, 
as  defined  in  this  part,  at  the  entire  site 
or  in  any  separate  Duilding  or  outdoor 
area  that  contains  residual  radioactivity 
such  that  the  building  <m  outdoor  area 
is  unsuitable  for  release  for  unrestricted 
use;  or 


contaminat 
significant! 
encountere 
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(3)  No  principal  activities  under  the 
license  have  been  conducted  for  a 
period  of  24  months:  or 

(4)  No  principal  activities  have  been 
conducted  for  a  period  of  24  months  in 
any  separate  building  or  outdoor  area 
that  contains  residual  radioactivity  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use. 

(e)  The  Commission  may  grant  a 
request  to  delay  or  postpone  initiation 
of  the  decommissioning  process  if  the 
Conunission  determines  that  such  relief 
is  not  detrimental  to  the  public  health 
and  safety  and  is  otherwise  in  the  public 
interest.  Such  requests  shall  be 
submitted  no  later  than  30  days  prior  to 
notification  pursuant  to  paragraph  (d)  of 
this  section.  The  schedule  for 
decommissioning  set  forth  in  paragraph 
(d)  of  this  section  shall  not  commence 
until  the  Commission  has  made  a 
determination  on  the  request. 

(0(1)  A  decommissioning  plan  shall 
be  submitted  if  required  by  license 
condition  or  if  the  procedures  and 
activities  necessary  to  carry  out 
decommissioning  of  the  site  or  separate 
building  or  outdoor  area  have  not  been 
previously  approved  by  the  Commission 
and  these  procedures  could  increase 
potential  health  and  safety  impacts  to 
workers  or  to  the  public,  such  as  in  any 
of  the  following  cases: 

(i)  Procedures  would  involve 
techniques  not  applied  routinely  during 
cleanup  or  maintenance  operations; 

(ii)  Workers  would  be  entering  areas 
not  normally  occupied  where  surface 
contamination  and  radiation  levels  are 
significantly  higher  than  routinely 
encountered  during  operation; 

(iii)  Procedures  could  result  in 
significantly  greater  airborne 
concentrations  of  radioactive  materials 
than  are  present  during  operation;  or 

(iv)  Procedures  could  result  in 
significantly  greater  releases  of 
radioactive  material  to  the  environment 
than  those  associated  with  operation. 

(2)  The  Commission  may  approve  an 
alternate  schedule  for  submittal  of  a 
decommissioning  plan  required 
pursuant  to  paragraph  (d)  of  this 
section,  if  the  Commission  determines 
that  the  alternative  schedule  is 
necessary  to  the  eff^ective  conduct  of 
decommissioning  operations  and 
presents  no  undue  risk  from  radiation  to 
the  public  health  and  safety  and  is 
otherwise  in  the  public  interest. 

(3)  Procedures  such  as  those  listed  in 
paragraph  (0(1)  of  this  section  with 
potential  health  and  safety  impacts  may 
not  be  carried  out  prior  to  approval  of 
the  decommissioning  plan. 


(4)  The  proposed  decommissioning 
plan  for  the  site  or  separate  building  or 
outdoor  area  must  include: 

(i)  A  description  of  the  conditions  of 
the  site  or  separate  building  or  outdoor 
area  sufficient  to  evaluate  tibe 
acceptability  of  the  plan; 

(ii)  A  description  of  planned 
decommissioning  activities; 

(iii)  A  description  of  methods  used  to 
ensure  protection  of  workers  and  the 
environment  against  radiation  hazards 
during  decommissioning; 

(iv)  A  description  of  the  planned  final 
radiation  survey;  and 

(v)  An  updated  detailed  cost  estimate 
for  decommissioning,  comparison  of 
that  estimate  with  present  funds  set 
aside  for  decommissioning,  and  plan  for 
assuring  the  availability  of  adequate 
funds  for  completion  of 
decommissioning. 

(vi)  For  decommissioning  plans 
calling  for  completion  of 
decommissioning  later  than  18  months 
after  plan  approval,  the  plan  shall 
include  a  justification  for  the  delay 
based  on  the  criteria  in  paragraph  (h)  of 
this  section. 

(5)  The  proposed  decommissioning 
plan  will  be  approved  by  the 
Commission  if  the  information  therein 
demonstrates  that  the  decommissioning 
will  be  completed  as  soon  as*  practicable 
and  that  the  health  and  safety  of 
workers  and  the  public  will  be 
adequately  protected. 

(g)(1)  Except  as  provided  in  paragraph 
(h)  of  this  section,  licensees  shall 
complete  decommissioning  of  the  site  or 
separate  building  or  outdoor  area  as 
soon  as  practicable  but  no  later  than  18 
months  following  initiation  of 
decommissioning. 

(2)  Except  as  provided  in  paragraph 
(h)  of  this  section,  when 
decommissioning  involves  the  entire 
site,  the  licensee  shall  request  license 
termination  as  soon  as  practicable  but 
no  later  than  18  months  following 
initiation  of  decommissioning. 

(h)  The  Commission  may  approve  a 
request  for  an  alternative  schedule  for 
completion  of  decommissioning  of  the 
site  or  separate  building  or  outdoor  area, 
and  license  termination  if  appropriate,  if 
the  Commission  determines  that  the 
alternative  is  warranted  by 
consideration  of  the  following: 

(1)  Whether  it  is  technically  feasible 
to  complete  decommissioning  within 
the  allotted  18-month  period; 

(2)  Whether  sufficient  waste^disposal 
capacity  is  available  to  allow  ' 
completion  of  decommissioning  within 
the  allotted  18-month  period; 

(3)  Whether  a  significant  volume 
reduction  in  wastes  requiring  disposal 


will  be  achieved  by  allowing  short-lived 
radionuclides  to  decay; 

(4)  Whether  a  significant  reduction  in 
radiation  exposure  to  workers  can  be 
achieved  by  allowing  short-lived 
radionuclides  to  decay;  and 

(5)  Other  site-specific  factors  which 
the  Commission  may  consider 
appropriate  on  a  case-by-case  basis, 
such  as  the  regulatory  requirements  of 
other  government  agencies,  lawsuits, 
ground-water  treatment  activities, 
monitored  natural  ground-water 
restoration,  actions  that  could  result  in 
more  environmental  harm  than  deferred 
cleanup,  and  other  factors  beyond  the 
control  of  the  licensee. 

(i)  As  the  final  step  in 
decommissioning,  the  licensee  shall — 

(1)  Certify  the  disposition  of  all 
licensed  material,  including 
accumulated  wastes,  by  submitting  a 
completed  NRC  Form  314  or  equivalent 
information;  and 

(2)  Conduct  a  radiation  survey  of  the 
premises  where  the  licensed  activities 
were  carried  out  and  submit  a  report  of 
the  results  of  this  survey,  unless  the 
licensee  demonstrates  that  the  premises 
are  suitable  for  release  for  unrestricted 
use  in  some  other  manner.  The  licensee 
shall,  as  appropriate — 

(i)  Report  levels  of  radiation  in  units 
of  micro  gray  (microrads)  per  hour  of 
beta  and  gamma  radiation  at  one 
centimeter  and  ganuna  radiation  at  one 
meter  from  surfaces,  and  report  levels  of 
radioactivity,  including  alpha,  in  units 
of  mega  becquerels  (disintegrations  per 
minute  of  microcuries)  per  100  square 
centimeters  removable  and  fixed  for 
surfaces,  mega  becquerels  (microcuries) 
per  milliliter  for  water,  and  becquerels 
(picocuries)  per  gram  for  solids  such  as 
soils  or  concrete;  and 

(ii)  Specify  the  survey  instrument(s) 
used  and  certify  that  each  instrument  is 
properly  calibrated  and  tested. 

(j)-S{>ecific  licenses,  including  expired 
licenses,  will  be  terminated  by  written 
notice  to  the  licensee  when  the 
Commission  determines  that: 

(1)  Byproduct  material  has  been 
properly  disposed; 

(2)  Reasonable  effort  has  been  made  to 
eliminate  residual  radioactive 
contamination,  if  present;  and 

(3)(i)  A  radiation  survey  has  been 
performed  which  demonstrates  that  the 
premises  are  suitable  for  release  for 
unrestricted  use;  or 

(ii)  Other  information  submitted  by 
the  licensee  is  sufficient  to  demonstrate 
that  the  premises  are  suitable  for  release 
for  unrestricted  use. 

4.  Section  30.37  is  revised  to  read  as 
follows: 
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§3QJ7    Amifcllon tor iwwl oi 

(a)  Application  for  ranewal  of  a 
specific  ii<»nM  shall  be  filed  on  NRC 
Form  314  and  in  aocordanoe  with 

§30.32. 

(b)  (Reserved). 

PART  40-OOIIIESTIC  LICENSING  OF 
SOURCE  MATERIAL 

5. jrhe  aathmity  dtation  for  part  40  is 
revised  to  read  as  foUowr 

Authority:  S«cs.  62,  63. 64,  65,  81. 161, 
182. 183.  186.  68  Stat.  932,  933,  935,  948, 
953.  954. 955,  as  amended.  f«c>.  lle(2),  63. 
84,  Pub.  L  95-604, 92  Stat  3033.  as 
amended,  3039.  lac  234, 83  Stat.  444,  as 
amended  (42  U.S.C.  2014(eM2).  2092,  2093, 
2094.  2095,  2111,  2113.  2114.  2201,  2232, 
2233.  2236,  2282):  sac  274.  Pub.  L  86-373, 
73  Stat.  688  (42  U.S.C  2021):  sees.  201,  as 
amended,  202, 206, 88  Slat.  1242,  as 
amended.  1244,  1246  (42  U.S^  5841,  SM2. 
5846):  sec.  275.  92  Slat.  3021,  as  amaoded  by 
Pub.  L  97-415, 96  Stat.  2067  (42  U.S.C. 
2022). 

Section  40.7  also  issued  under  Pub.  L.  95- 
601,  sec  10,  92  Stat.  2951  (42  U.S.C  5851). 
Sectkn  40.31(g)  also  issued  under  sec.  122, 
68  Stat  939  142  U.S.C  2152).  Section  40.46 
also  issued  under  sac  184. 68  Stat  954,  as 
amended  (42  U.S.C  2234).  Section  40.71  also 
issued  under  sec  187, 68  Stat  955  (42  U.SX1 
2237). 

6.  In  §  40.4  a  definition  of  the  term 
principal  activities  is  added  io 
alphabetical  order  to  read  as  follows: 

f40.4    OefMtfons. 

*        •         •         •        • 

Principal  activities  means  activities 
authorized  by  the  license  which  are 
essential  to  achieving  the  purpose(s)  for 
which  the  license  was  issued  or 
amended,  excluding  storage  during 
which  no  licensed  material  is  accessed 
for  use  or  disposal  and  excluding 
activities  incidental  to  dectaitamination 
or  decommissioning. 
«         •        •        •        • 

7.  Section  40  42  is  revised  to  read  as 

follows: 

§40.42    ExpkaMon and lanwiftabon  e« 
licenses  8f>d  decoiwnlaaioning  ol  sMee  and 
separata  iHiildinga  or  outdoor  areas. 

(a)  Each  specific  license  expires  at  the 
end  of  the  day  on  the  expiration  date 
stated  in  the  license  except  when  a 
licensee  has  filed  an  application  for 
renewal  pursuant  to  §  40.43  not  less 
than  30  days  prior  to  expiration  of  the 
existing  license.  When  an  application 
for  renewal  has  been  filed,  the  existing 
Ucense  expires  at  the  end  of  the  day  on 
which  the  Commission  makes  a  final 
determination  to  deny  the  renewal 
application  or,  if  the  determination 
states  an  expiration  date,  the  expiration 
date  stated  in  the  determination. 

(b)  Each  specific  license  revoked  bv 
the  Commission  expires  at  the  end  of 


the  day  of  the  date  of  the  Commission's 
final  cietennination  to  revoke  the 
license,  or  on  the  expiration  dale  stated 
in  the  determination,  or  as  otherwise 
provided  by  Commission  Order. 

(c)  Each  specific  Ucense  continues  in 
effect,  beyond  the  expiration  date  if 
necessary,  with  respect  to  poasessitm  of 
residual  source  material  present  as 
contamination  until  the  Commission 
notifies  the  Ucensee  in  writing  that  the 
license  is  terminated.  During  this  time, 
the  licensee  shall — 

(1)  Limit  actions  involving  source 
material  to  those  related  to 
decommissioning;  and 

(2)  Continue  to  control  entry  to 
restricted  areas  until  they  are  suitable 
for  release  for  unrestricted  use  and  the 
Commission  notifies  the  licensee  in 
writing  that  the  license  is  terminated. 

(d)  Within  60  days  of  the  occurrence 
of  any  of  the  following,  consistent  with 
the  administrative  directions  in  §40.5, 
each  licensee  shall  provide  notification 
to  the  Commission  in  writing  and  either 
begin  decommissioning  its  site,  or  any 
separate  building  or  outdoor  area  that 
contains  residual  radioactivity,  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use.  or  submit  within  12  months  of 
notification  a  decommissioning  plan,  if 
required  by  paragraph  (fXD  of  this 
section,  aiid  begin  decommissioning 
upon  approval  of  that  plan  if — 

(1)  The  license  has  expired  pursuant 
to  paragraph  (a)  or  (b)  of  this  section;  or 

U)  The  licensee  has  decided  to 
permanently  cease  principal  activities, 
as  defined  in  this  part,  at  the  entire  site 
or  in  any  separate  building  or  outdoor 

area;  or 

(3)  No  principal  activities  luider  the 
license  have  been  conducted  for  a 
period  of  24  months:  or 

(4)  No  principal  activities  have  been 
conducted  for  a  period  of  24  months  in 
any  separate  building  or  outdoor  area 
that  contains  residual  radioactivity  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use. 

(e)  The  Commission  may  grant  a 
request  to  delay  or  postpone  initiation 
of  the  decommissioning  process  if  the 
Commission  determines  that  such  relief 
'   is  not  detrimental  to  the  public  health 
and  safety  and  is  otherwise  in  the  public 
interest.  Such  requests  shall  be 
submitted  no  latw  than  30  days  prior  to 
notification  pursuant  to  paragraph  (d)  of 
this  section.  The  schedule  for 
decommissioning  set  forth  in  paragraph 
(d)  of  this  section  shall  not  commence 
tuitil  the  CommissicHi  has  made  a 
determination  on  the  ret^uest. 

(f)(1)  A  decommissioning  plan  shall 
be  sulunitted  if  required  by  Ucense 


condition  or  if  the  procedures  and 
activities  necessary  to  cany  out 
decommissioning  of  the  site  or  separate 
building  or  otitdoor  »ea  have  not  been 
previou^  approved  by  the  Commission 
and  these  procedures  could  increase 
potential  heahh  and  safaty  impacts  to 
workera  or  to  the  pubUc,  stidi  as  in  any 
of  the  fo)Io«ving  cases: 

(i)  Procedures  would  involve 
techniques  not  applied  routinely  during 
cleanup  or  maintenance  operations; 

(ii)  Woricen  would  be  entering  aroec 
not  normally  occupied  where  surlaoe 
contaminaticm  and  radiation  levels  are 
significantly  higher  than  routinely 
encountered  during  operation; 

(iii)  Procedures  could  resuH  in 
significantly  greater  airborne 
concentrations  of  radioactive  materials 
than  are  present  during  oper^on;  or 

(iv)  Procedures  could  resuh  in 
significantly  greater  releases  of 
radioactive  material  to  the  environment 
than  those  associated  with  operation. 

(2)  The  Commission  may  approve  an 
alternate  schedule  for  submittal  of  a 
decommissioning  plan  required 
pursuant  to  paragraph  (d)  of  this 
section,  if  the  Commission  determines 
that  the  alternative  schedule  is 
necessary  to  the  effective  conduct  of 
decommissioning  operatioiu  and 
presents  no  imdue  risk  from  radiation  to 
the  public  health  and  safety  and  is 
otherwise  in  the  pubUc  interest. 

(3)  Procedures  such  as  those  Usted  in 
paragraph  (f)(1)  of  this  section  with 
potential  health  and  safety  impacts  may 
not  be  carried  out  prior  to  approval  of 
the  decommissioning  plan. 

(4)  The  proposed  decommissioning 
plan  for  the  site  or  separate  building  or 
outdoor  area  must  include: 

(i)  A  description  of  the  conditions  of 
the  site  or  separate  building  or  outdow 
area  sufficient  to  evaluate  the 
acceptabiUty  of  the  plan; 

(ii)  A  description  of  planned 
decommissioning  activities: 

(iii)  A  description  of  methods  used  to 
ensure  protection  of  woikere  and  the 
environment  against  radiation  hazards 
during  decommissioning; 

(iv)  A  description  of  the  planned  final 
radiation  survey;  and 

(v)  An  updated  detailed  cost  estimate 
for  decommissioning,  comparison  of 
that  estimate  with  present  funds  set 
aside  for  decommissioning,  and  plan  Dor 
assuring  the  availabiUty  of  adequate 
funds  for  completion  of 
decommissioning. 

(vi)  For  decommissioning  plans 
calling  for  completion  of 
decommissioning  later  than  18  months 
after  plan  approval,  a  justification  for 
the  delay  based  on  the  criteria  in 
paragraph  (h)  of  this  section. 
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(5)  The  propoeed  deoommissioning 
plan  will  be  approved  by  the 
Conunission  if  the  infbtBiiati(»  therein 
demonstrates  thait  the  decommissioning 
will  be  completed  as  soon  as  practicd>le 
and  that  tib»  health  and  safstr  of 
workers  and  the  public  will  be 
adequately  protected. 

(^(1)  Ext^t  as  provided  in  paragraph 
(h)  of  this  section,  licenseee  shall 
complete  decommissioning  of  the  site  or 
separate  building  or  outdoor  area  as 
soon  as  practicable  but  no  later  than  18 
months  following  initiatirai  of 
decommisaicMiing. 

(2)  Except  as  provided  in  paragraph 
(h)  of  this  section,  when 
decommissioning  involves  the  entire 
site,  the  licensee  shall  request  licmse 
termination  as  soon  as  practicable  but 
no  later  than  18  months  following 
initiation  of  decommissioning. 

(h)  The  Commission  may  approve  a 
request  for  an  alternate  schedule  for 
completion  of  decommissioning  of  the 
site  or  separate  building  or  outdoor  area, 
and  license  termination  if  appropriate,  if 
the  Commission  determines  that  the 
alternative  is  warranted  by 
consideration  of  the  following: 

(1)  Whether  it  is  technically  feasible 
to  complete  decommissioning  within 
the  allotted  18-month  period; 

(2)  Whether  suffidmt  waste  disposal 
capacity  is  available  to  allow 
completion  of  decommissioning  within 
the  allotted  18-month  period; 

(3)  Whether  a  significant  volume 
reductim  in  wastes  requiring  disposal 
will  be  achieved  by  allowing  short-lived 
radionuclides  to  decey; 

(4)  Whether  a  significant  reduction  in 
radiation  exposure  to  workers  can  be 
achieved  by  allowing  short-lived 
radionuchdes  to  decay;  and 

(5)  Oher  site-spedfic  factors  which 
the  Commission  may  consider 
appropriate  on  a  case-by-case  basis, 
such  as  the  regulatory  requirements  of 
other  government  agencies,  lawsuits, 
ground-water  treatment  activities, 
monitored  natural  ground-wat« 
restoration,  actions  that  could  result  in 
more  environmental  harm  than  deferred 
cleanup,  and  other  factors  beyond  the 
control  of  the  licensee. 

(i)  As  the  final  step  in 
decommissioning,  the  licensee  shall — 

(1)  Certify  the  disposition  of  all 
licensed  material,  including 
acciunulated  wastes,  by  submitting  a 
completed  NRC  Fana  314  or  equival«it 
informaticm;  and 

(2)  Conduct  a  radiation  survey  of  the 
premises  where  the  licensed  activities 
were  carried  out  and  submit  a  report  of 
the  results  of  this  survey,  unless  the 
Uceasee  demcmstrates  that  the  premises 
are  suitable  for  release  for  imrestiicted 


use  in  some  other  manner.  The  licensee 
shall,  as  api»opriat»— 

(i)  Report  leveb  of  radiation  in  units 
of  micro  gray  (mioorads)  par  hour  of 
beta  and  gamma  radiation  at  on 
centimeter  and  gamma  radiation  at  one 
metOT  from  sur^ces,  and  report  levels  of 
radioactivity,  including  alpha,  in  units 
of  megal  becquerels  (disintegrations  per 
minute  or  microcuries)  per  100  square 
centimeters  rooaov^le  and  fixed  fat 
sxirfaces,  mega  becquerels  (microcuries) 
per  milliliter  fm  water,  and  becquerels 
(picociiries)  per  gram  for  solids  such  as 
soils  or  concrete;  and 

(ii)  Specify  the  survey  instrument(s) 
used  and  certify  that  eedi  instrument  is 
properly  calibrated  and  tested. 

(jj  Specific  liconses,  including  expired 
licenses,  will  be  twminated  by  writtm 
notice  to  the  licensee  when  the 
Commissicm  determines  that: 

(1)  Source  material  has  been  properly 
disposed; 

(2)  Reasonable  effort  has  been  made  to 
eliminate  residual  radioactive 
contamination,  if  present;  and 

(3)(i)  A  radiation  survey  has  been 
pedormed  which  demonstrates  that  the 
premises  are  suitable  for  release  for 
unrestricted  use;  or 

(ii)  Other  information  submitted  by 
the  licensee  is  sufficient  to  demonstrate 
that  the  premises  are  suitable  for  release 
for  imrestricted  use. 

(k)  Specific  licenses  for  uranium 
milling  are  exempt  bom  the  content 
requirements  in  paragraph  (f)  of  this 
section  and  the  timing  of  completion 
requirement  in  paragraph  (g)  of  this 
section  for  the  reclamation  plans 
submitted  uader  criterion  9  of  appendix 
A  to  this  part. 

8.  Section  40.43  is  revised  to  read  as 
follows: 

§40.43    RenewMri  of  UcenMS. 

(a)  Application  for  renewal  of  a 
specific  license  shall  be  filed  on  NRC 
Form  313  and  in  accordance  with 
§40.31  of  this  part. 

(b)  (Reserved). 

PART  70-DOMESTIC  UCENSINQ  OF 
SPECIAL  NUCLEAR  MATERIAL 

9.  The  authority  citation  for  part  70  is 
revised  to  read  as  follows: 

AMftorily:  Sees.  51.  53, 161, 182. 183, 68 
StaL  929, 930, 948,  953, 954,  as  amended. 
sec  234, 83  Stat.  444,  as  amended  (42  U.S.C 
2071,  2073,  2201,  2232.  2233.  2282);  sees. 
201.  as  amended,  202,  204,  206,  88  Stat. 
1242,  as  amended,  1244, 1245, 1246  (42 
U.S.C  5841,  5842,  5845.  5846). 

Sections  70.1(c)  and  70.20a(b)  also  issued 
under  sees.  135, 141.  Pub.  L  96-425,  96  Stat 
2232.  2241  (42  U.S.C  10155. 10161).  Section 
70.7  also  issued  under  Pub.  L.  95-601.  sec 
10. 92  Stat.  2951  (42  U.S.C  5851).  Sectirai 


70.21(g)  abo  lasoad  under  sac  122, 68  Stat 
939  (42  USSl  21&2).  SadkHi  70.31  also 
issuwi  under  aac.  S7d.  Pub.  L  93-377, 86 
SUL  47S  (42  VSJZ.  2077).  Sections  703*  and 
7a44  also  issued  under  sec  184, 68  Stat  9S4. 
as  amended  (42  U.S.C  2234).  Section  Taei 
also  issued  under  sees.  186. 187. 68  Stat  955 
(42  U.S.C  2236. 2237).  Sectioo  70.62  also 
issued  uDdOT  sac  106, 68  Stat.  B39,  as 
amended  (42  U.SX:  2138). 

10.  fai  S  70.4  a  definition  of  the  term 
principal  activities  is  added  in 
alphabetical  order  to  read  as  follows: 
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Principal  activities  means  activities 
authorized  by  the  license  whidi  are 
essential  to  achieving  the  purpose(s)  for 
wfaidi  the  license  was  issued  or 
amended,  exduding  storaga  during 
which  no  Uoensed  matntial  is  accused 
fd^  use  or  disposal  and  excluding 
activities  incidental  to  decontamination 
or  decommissioning. 


170^    [Amandedl 

11.  Section  70.33  is  amended  by 
removing  and  reserving  paraoraph  (b). 

12.  Section  70.38  is  revised  to  read  as 
follows:  • 

{70.38   Expiralion  sfw  tsmiinallon  off 
licensee  end  decommtsetonlngefeUse  end 
seperels  buNdings  or  outdoor  ersee. 

(a)  Each  specific  license  expires  at  the 
end  of  the  day  on  the  expiration  date 
stated  in  the  license  except  when  a 
Ucensee  has  filed  an  application  fat 
renewal  pursuant  to  S  70.33  not  less 
than  30  da3rs  prior  to  expiration  of  the 
existing  hcense.  When  an  appUcation 
for  renewal  has  been  filed,  the  existing 
license  expiree  at  the  end  of  the  day  on 
which  the  Conunission  makes  a  final 
determination  to  deny  the  renewal 
application  or.  if  the  determination 
states  an  expiration  date  stated  in  the 
determination. 

(b)  Each  specific  license  revoked  Inr 
the  Commission  expires  at  the  end  of 
the  day  on  the  date  of  the  Commission's 
final  determination  to  revoke  the 
license,  or  on  the  expiration  date  stated 
in  the  determination,  ot  as  otherwise 
provided  by  Coomiissicm  Order. 

(c)  Each  specific  license  continues  in 
effect,  beyond  the  expiration  date  if 
necessary,  with  respect  to  possession  of 
residual  special  nuclear  material  present 
as  contamination  imtil  the  Commission 
notifies  the  licensee  in  writing  that  the 
license  is  terminated.  Ehiring  this  time, 

.  the  licensee  shall — 

(1)  Limit  actions  involving  special 
nuclear  material  to  those  related  to 
deconunissioning;  and 

(2)  Continue  to  control  entry  to 
restricted  areas  until  they  are  suitable 
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for  release  for  unrestricted  use  and  the 
Commission  notifies  the  licensee  in 
writing  that  the  license  is  terminated. 

(d)  Within  60  days  of  the  occurrence 
of  any  of  the  following,  consistent  with 
the  administrative  directions  in  §  70.5. 
each  licensee  shall  provide  notification 
to  the  Commission  in  writing  and  either 
begin  decommissioning  its  site,  or  any 
separate  building  or  outdoor  area  that 
contains  residue!  radioactivity,  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use,  or  submit  within  12  months  of 
notification  a  decommissioning  plan,  if 
required  by  paragraph  (f)(1)  of  this 
:  section,  and  begin  decommissioning 
upon  approval  of  that  plan  if: 

(1)  The  license  has  expired  pursuant 
to  paragraph  (a)  or  (b)  of  this  section;  or 

(2)  The  licensee  has  decided  to 
permanently  cease  principal  activities, 
as  defined  in  this  part,  at  the  entire  site 
or  in  any  separate  building  or  outdoor 
area;  or 

(3)  No  principal  activities  under  the 
license  have  been  conducted  for  a 
period  of  24  months;  or 

(4)  No  principal  activities  have  been 
conducted  for  a  period  of  24  months  in 
any  separate  buiraing  or  outdoor  area 
that  contains  residual  radioactivity  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  unrestricted 
use. 

(e)  The  Commission  may  grant  a 
request  to  delay  or  postpone  initiation 
of  the  decommissioning  process  if  the 
Commission  determines  that  such  relief 
is  not  detrimental  to  the  public  health 
and  safety  and  is  otherwise  in  the  public 
interest.  Such  requests  shall  be 
submitted  no  later  than  30  days  prior  to 
notification  pursuant  to  paragraph  (d)  of 
this  section.  The  schedule  for 
decommissioning  set  forth  in  paragraph 
(d)  of  this  section  shall  not  commence 
until  the  Commission  has  made  a 
determination  on  the  request. 

(0(1)  A  decommissioning  plan  shall 
be  submitted  if  required  by  license 
condition  or  if  the  procedures  and 
activities  necessary  to  carry  out 
decommissioning  of  the  site  or  separate 
building  or  outdoor  area  have  not  been 
previously  approved  by  the  Commission 
and  these  procedures  could  increase 
potential  health  and  safety  impacts  to 
workers  or  to  the  public,  such  as  in  any 
of  the  following  cases: 

(i)  Procedures  would  involve 
techniques  not  applied  routinely  during 
cleanup  or  maintenance  operations: 

(ii)  Workers  would  be  entering  areas 
not  normally  occupied  where  surface 
contamination  and  radiation  levels  are 
significantly  higher  than  routinely 
encountered  during  operation; 


(iii)  Procedures  could  result  in 
significantly  greater  airborne 
concentrations  of  radioactive  materials 
than  are  present  during  operation:  or 

(iv)  Procedures  could  result  in 
significantly  greater  releases  of 
radioactive  material  to  the  environment 
than  those  associated  with  operation. 

(2)  The  Commission  may  approve  an 
alternate  schedule  for  submittal  of  a 
decommissioning  plan  required 
pursuant  to  paragraph  (d)  of  this 
section,  if  the  Commission  determines 
that  the  alternative  schedule  is 
necessary  to  the  effective  conduct  of 
decommissioning  operations  and 
presents  no  undue  risk  from  radiation  to 
the  public  health  and  safety  and  is 
otherwise  in  the  public  interest. 

(3)  Procedures  such  as  those  listed  in 
paragraph  (f)(1)  of  this  section  with 
potential  health  and  safety  impacts  may 
not  be  carried  out  prior  to  approval  of 
the  decommissioning  plan. 

(4)  TTie  proposed  decommissioning 
plan  for  the  site  or  separate  building  or 
outdoor  area  must  include— 

(i)  A  description  of  the  conditions  of 
the  site  or  separate  building  or  outdoor 
area  sufficient  to  evaluate  the 
acceptability  of  the  plan; 

(ii)  A  description  of  planned 
decommissioning  activities: 

(iii)  A  description  of  methods  used  to 
ensure  protection  of  workers  and  the 
environment  against  radiation  hazards 
during  decommissioning: 

(iv)  A  description  of  the  planned  final 
radiation  survey;  and 

(v)  An  updated  detailed  cost  estimate 
for  decommissioning,  comparison  of 
that  estimate  with  present  funds  set 
aside  for  decommissioning,  and  plan  for 
assuring  the  availability  of  adequate 
funds  for  completion  of 
decommiissioning. 

(vi)  A  description  of  the  physical 
security  plan  and  material  control  and 
accounting  plan  provisions  in  place 
during  decommissioning. 

(vii)  For  decommissioning  plans 
calling  for  completion  of 
decommissioning  later  than  18  months 
after  plan  approval,  a  justification  for 
the  delay  basiad  on  the  criteria  in 
paragraph  (h)  of  this  section. 

(5)  The  proposed  decommissioning 
plan  will  be  approved  by  the 
Commission  if  the  information  therein 
demonstrates  that  the  decommissioning 
will  be  completed  as  soon  as  practical 
and  that  the  health  and  safety  of 
workers  and  the  public  will  be 
adequately  protected. 

(^(1)  Except  as  provided  in  paragraph 
(h)  of  this  section,  licensees  shall 
complete  decommissioning  of  the  site  or 
separate  building  or  outdoor  area  as 
soon  as  practicable  but  no  later  than  18 


months  following  initiation  of 
decommissioning. 

(2)  Except  as  provided  in  paragraph 
(h)  of  this  section,  when 
decommissioning  involves  the  entire 
site,  the  licensee  shall  request  license 
termination  as  soon  as  practicable  but 
no  later  than  18  months  following 
initiation  of  decommissioning. 

(h)  The  Commission  may  approve  a 
request  for  an  alternate  schedule  for 
completion  of  decommissioning  of  the 
site  or  separate  building  or  outdoor  area, 
and  license  termination  if  appropriate,  if 
the  Commission  determines  that  the 
alternative  is  warranted  by 
consideration  of  the  following: 

(1)  Whether  it  is  technically  feasible 
to  complete  decommissioning  within 
the  allotted  18-month  period: 

(2)  Whether  sufficient  waste  disposal 
capacity  is  available  to  allow 
completion  of  decommissioning  within 
the  allotted  18-month  period; 

(3)  Whether  a  significant  volume 
reduction  in  wastes  requiring  disposal 
will  be  achieved  by  allowing  short-lived 
radionuclides  to  decay; 

(4)  Whether  a  significant  reduction  in 
radiation  exposure  to  workers  can  be 
achieved  by  allowing  short-lived 
radionuclides  to  decay;  and 

(5)  Other  site-specific  factors  which 
the  Commission  may  consider 
appropriate  on  a  case-by-case  basis, 
such  as  regulatory  requirements  of  other 
government  agencies,  lawsuits,  ground- 
water treatment  activities,  monitored 
natural  ground- water  restoration, 
actions  that  could  result  in  more 
environmental  harm  than  deferred 
cleanup,  and  other  factors  beyond  the 
control  of  the  licensee. 

(i)  As  the  final  step  in 
decommissioning,  the  licensee  shall — 

(1)  Certify  the  disposition  of  all 
licensed  material,  including 
accumulated  wastes,  by  submitting  a 
completed  NRC  Form  314  or  equivalent 
information;  and 

(2)  Conduct  a  radiation  survey  of  the 
premises  where  the  licensed  activities 
were  carried  out  and  submit  a  report  of 
the  results  of  this  survey,  unless  the 
licensee  demonstrates  that  the  premises 
are  suitable  for  release  for  unrestricted 
use  in  some  other  manner.  The  hcensee 
shall,  as  appropriate— 

(i)  Report  levels  of  radiation  in  units 
of  micro  gray  (microrads)  per  hour  of 
beta  and  gamma  radiation  at  one 
centimeter  and  gamma  radiation  at  one 
meter  from  surfaces,  and  report  levels  of 
radioactivity,  including  alpha,  in  units 
of  mega  becquerels  (disintegrations  per 
minute  or  microciuies)  per  100  square 
centimeters  removable  and  fixed  for 
surfaces,  mega  becquerels  (microcuries) 
per  milliliter  for  water,  and  becquerels 
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Lion  in  units 
jer  hour  of 


(picocuhes)  per  gnm  for  solids  such  as 
soils  or  conciete:  and 

(ii)  Specify  the  survey  instruinent(s) 
used  and  certify  that  each  instrument  is 
properly  calibrated  and  tested. 

()]  Specific  licenses,  including  expired 
licenses,  will  be  terminated  by  written 
notice  to  the  licensee  when  tl^ 
Commission  determines  that: 

(1)  Special  nuclear  material  has  been 
properly  disposed; 

(2)  Reasonable  effort  has  been  made  to 
eliminate  residual  radioactive 
contamination,  if  present;  and 

(3){i)  A  radiation  survey  has  been 
pwformed  which  demonstrates  that  the 
premises  are  suitable  for  release  for 
unrestricted  use;  or 

(ii)  Other  information  submitted  by 
the  licensee  is  sufficient  to  demonstrate 
that  the  premises  are  suitable  for  release 
for  unrestricted  use. 

PART  72— LICENSING 
REQUIREMENTS  FOR  THE 
INDEPENDENT  STORAGE  OF  SPENT 
NUCLEAR  FUEL  AND  HIGH-LEVEL 
RADIOACTIVE  WASTE 

13.  The  authority  citation  for  part  72 
is  revised  to  read  as  follows: 

Authority:  Sees.  51,  53,  57,  62,  63,  65,  69. 
81, 161, 182, 183, 184, 186. 187, 189,  68  Stat. 
929. 930,  932. 933,  934, 035,  948,  953.  954. 
935.  as  amended,  sec.  234.  83  Stat.  444,  as 
amended  (42  U.S.C.  2071,  2073,  2077,  2092, 
2093.  2095,  2099,  2111.  2201,  2232,  2233, 
2234,  2236,  2237,  2238,  2282);  sec.  274,  Pub. 
L.  86-373,  73  Stat.  688,  as  amended  (42 
U.S.C.  2021)isec.  201,  as  amended,  202.  206, 
88  Stat.  1242,  as  amended,  1244, 1246  (42 
U.S.C.  5841,  5842.  5846);  Pub.  L.  95-601,  sec. 
10,  92  Stet.  2951  (42  U.S.C  5851);  sec  102 
Pub.  L.  91-190,  83  Stat.  853  (42  U.S.C  4332). 
Sees.  131, 132, 133, 135. 137. 141.  Pub.  L 
97-425,  96  Stat.  2229,  2230,  2232,  2241,  sec., 
148,  Pub.  L  100-203, 101  Stat.  1330-235  (42 
use  10151, 10152, 10153. 10155, 10157, 
10161, 10168). 

Soction  72.44(g)  also  issued  under  sees. 
142(b)  and  148(c),  Pub.  L  100-203, 101  Stat. 
1330-232, 1330-236  (42  U.S.C  10162(b). 
101d8(c),  (d)).  Section  72.46  also  issued 
under  sec.  189,  68  Stat.  955  (42  U.S.C.  2239); 
sec.  134,  Pub.  L  97-425,  96  Stat.  2230  (42 
U.S.C  10154).  Section  72.96[d)  also  issued 
under  sec.  145(k),  Pub.  L  100-203, 101  Stat 
i330-235  (42  U.S.C  10165(g)).  Subpart  J  also 
issued  under  sees.  2(2).  2(15).  2(19).  117(a). 
141(h),  Pub.  L  97-425.  96  Stat.  2202,  2203. 
2204,  2222,  2244.  (42  U.S.C  10101, 10137(a), 
10161(h)).  Subparts  K  and  L  are  also  issued 
under  sec.  133,  98  Stat.  2230  (42  U.S.C 
10153)  and  Sec  218(a)  96  Stat.  2252  (42 
U.S.C  10198). 

14.  In  §  72.3,  a  definition  of  the  term 
principal  activities  is  added  in 
alphabetical  order  to  read  as  follows: 

S72.3    Definitions. 


license  which  are  essential  to  achieving 
the  purpo6e(s)  for  which  the  license  was 
issued  or  amended,  excluding  activities 
incidental  to  decontamination  or 
decommissioning.    . 

IS.  In  §  72.42,  a  new  paragraph  (d)  is 
added  to  read  as  follows: 


172.42    Duration  of  Uosnae; 


Principal  activities,  as  used  in  this 
part,  means  activities  authorized  by  the 


(d)  Eadi  licensee  shall  notify  the 
Commission  in  writing  at  least  2  years 
prior  to  expiration  of  its  existing  license 
if  an  appUcation  for  renewal  will  not  be 
filed  pursuant  to  this  section. 

16.  Section  72.54  is  revised  to  read  as 
follows: 

§72.54    Expiration  and  tannination  of 
licansas  and  docommiaaioning  of  aitaa  and 
saparata  buiidinga  or  outdoor  araaa. 

(a)  Each  specific  license  expires  at  the 
end  of  the  day  on  the  expiration  date 
stated  in  the  license  except  when  a 
licensee  has  filed  an  application  for 
renewal  pursuant  to  §  72.42  not  less 
than  24  months  prior  to  expiration  of 
the  existing  license.  When  an 
application  for  renewal  has  been  filed  at 
least  24  months  prior  to  the  expiration 
date  stated  in  the  existing  license,  the 
existing  license  expires  at  the  end  of  the 
day  on  which  the  Commission  makes  a 
final  determination  to  deny  the  renewal 
application  or,  if  the  determination 
states  an  expiration  date,  the  expiration 
date  stated  in  the  determination. 

(B)  Each  specific  license  revoked  by 
the  Commission  expires  at  the  end  of 
the  day  on  the  date  of  the  Commission's 
final  determination  to  revoke  the  license 
or  on  the  expiration  date  stated  in  the 
determination  or  as  otherwise  provided 
by  Commission  Order. 

(c)  Each  specific  license  continues  in 
effect,  beyond  the  expiration  date  if 
necessary,  with  respect  to  possession  of 
licensed  material  present  as  residual 
radioactivity  until  the  Commission 
notifies  the  licensee  in  writing  that  the 
license  is  terminated.  Ehiring  this  time, 
the  licensee  shall — 

(1)  Limit  actions  involving  spent  fuel 
or  other  licensed  material  to  those 
related  to  decommissioning  and 

(2)  Continue  to  control  entry  to 
restricted  areas  until  they  are  suitable 
for  release  for  imrestricted  use  and  the 
Commission  notifies  the  licensee  in 
writing  that  the  license  is  terminated. 

(d)  As  required  by  §  72.42(d),  or 
within  60  days  of  the  occurrence  of  any 
of  the  following,  consistent  with  the 
administrative  directions  in  §  72.4,  each 
licensee  shall  notify  the  Commission  in 
writing,  and  submit  within  12  months  of 
notification,  a  final  decommissioning 


plan  and  begin  decommissioDing  up<» 
approval  of  the  plan  if — 

(1)  The  licensee  has  decided  to 
permanMitly  cease  principal  activities, 
as  defined  in  this  part,  at  the  «itiie  site 
or  any  separate  building  or  outdoor  area 
that  contains  residual  radioactivity  such 
that  the  building  or  outdoor  area  is 
xinsuitable  for  release  for  unrestricted 
use;  or 

(2)  No  principal  activities  under  the 
license  have  been  conducted  for  a 
period  of  24  months;  or 

(3)  No  principal  activities  have  been 
conducted  for  a  period  of  24  months  in 
any  separate  building  or  outdoor  area 
that  contains  residual  radioactivity  such 
that  the  building  or  outdoor  area  is 
unsuitable  for  release  for  imrestricted 
use. 

(e)(1)  The  Commission  may  grant  a 
request  to  delay  or  postpone  initiation 
of  the  decommissioning  process  if  the 
Commission  determines  that  such  relief 
is  not  detrimental  to  the  public  health 
and  safety  and  is  otherwise  in  the  public 
interest.  Such  requests  shall  be 
submitted  no  later  than  30  days  prior  to 
notification  pursuant  to  paragraph  (d)  of 
this  section.  The  schedule  for 
decommissioning  set  forth  in  paragraph 
(d)  of  this  section  shall  not  conunence 
until  the  Commission  has  made  a 
determination  on  the  request. 

(2)  The  Commission  may  approve  an 
alternate  schedule  for  submittal  of  the 
final  decommissioning  plan  required 
pursuant  to  paragraph  (d)  of  this  section 
of  the  Commission  determines  that  the 
alternate  schedule  is  necessary  to  the 
effective  conduct  of  decommissioning 
operations  and  presents  no  undue  risk 
from  radiation  to  the  public  health  and 
safety,  and  is  otherwise  to  the  public 
interest. 

(f)  The  proposed  final- 
decommissioning  plan  must  include — 

(1)  A  description  of  the  current 
conditions  of  the  site  or  separate 
building  or  outdoor  area  sufficient  to 
evaluate  the  acceptability  of  the  plan: 

(2)  The  choice  of  the  alternative  for 
decommissioning  with  a-description  of 
the  activities  involved; 

(3)  A  description  of  controls  and 
limits  on  procedures  and  equipment  to 
protect  occupational  and  public  health 
and  safety: 

(4)  A  description  of  the  planned  final 
radiation  survey;  and 

(5)  An  updated  detailed  cost  estimate 
for  the  chosen  alternative  for 
decommissioning,  comparison  of  that 
estimate  with  present  funds  set  aside  for 
decommissioning,  and  plan  for  assuring 
the  availability  of  adequate  funds  for 
completion  of  decommissioning 
including  means  for  adjusting  cost 
estimates  and  associated  funding  leveb 
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over  any  storage  or  surveillance  period: 

and 

(6)  A  description  of  technical 
specifications  and  quality  assurance 
provisions  in  place  during 
decommissioning. 

(g)  For  final  decommissioning  plans 
in  which  the  major  dismantlement 
activities  are  delayed  by  first  placing  the 
ISFSI  or  MRS  in  storage,  planning  for 
these  delayed  activities  may  be  less 
detailed.  Updated  detailed  plans  must 
be  submitted  and  approved  prior  to  the 
start  of  such  activities. 

(h)  If  the  final  decommissioning  plan 
demonstrates  that  the  decommissioning 
will  be  completed  as  soon  as 
practicable,  performed  in  accordance 
with  the  regulations  in  this  chapter,  and 
will  not  be  inimical  to  the  common 
defense  and  security  or  to  the  health 
and  safety  of  the  public,  and  after  notice 
to  interested  persons,  the  Commission 
will  approve  the  plan  subject  to  such 
conditions  and  limitations  as  it  deems 
appropriate  and  necessary  and  issue  an 
order  authorizing  decommissioning. 

(i)(l)  Except  as  providing  in 

{>aragraph  (j)  of  this  section,  each 
icensee  shall  complete 
decommissioning  of  the  site  or  separate 
building  or  outdoor  area  as  soon  as 

!)racticable  but  no  later  than  18  months 
bllowing  approval  of  the  final 
decommissioning  plan  by  the 
Commission. 

(2)  Except  as  provided  in  paragraph  (j) 
of  this  section,  when  decommissioning 
involves  the  entire  site,  each  licensee 
shall  request  license  termination  as  soon 
as  practicable  but  no  later  than  18 
months  following  approval  of  the  final 
decommissioning  plan  by  the 
Commission. 

(j)  The  Commission  may  approve  a 
request  for  an  alternate  schedule  for 
completion  of  decommissioning  of  the 
site  or  separate  building  or  outdoor  area, 
and  license  termination  if  appropriate,  if 
the  Commission  determines  that  the 
alternative  schedule  is  warranted  by 
consideration  of  the  following: 

(1)  Whether  it  is  technically  feasible 
to  complete  decommissioning  within 
the  allotted  18-month  period; 

(2)  Whether  sufficient  waste  disposal 
capacity  is  available  to  allow 
completion  of  decommissioning  within 
the  allotted  18-month  period; 

(3)  Whether  a  significant  volume 
reduction  is  wastes  requiring  disposal 
will  be  achieved  by  allowing  short-lived 
radionuclides  to  decay; 

(4)  Whether  a  significant  reduction  in 
radiation  exposxire  to  workers  can  be 
achieved  by  allowing  short-lived 
radionuclides  to  decay:  and 

(5)  Other  site-specinc  factors  which 
the  Commission  may  consider 


appropriate  on  a  case-by-case  basis, 
such  as  regulatory  requirements  of  other 
government  agencies,  lawsuits,  ground- 
water treatment  activities,  monitored 
natural  ground- water  restoration, 
actions  that  could  result  in  more 
environmental  harm  than  deferred 
cleanup,  and  other  factors-beyond  the 
control  of  the  licensee. 

(k)  As  this  final  step  in 
decommissioning,  the  licensee  shall — 

(1)  Certify  the  disposition  of  all 
Hcensed  material,  including 
accumulated  wastes,  by  submitting  a 
completed  NRC  Form  314  or  equivalent 
information;  and 

(2)  Conduct  a  final  radiation  survey  of 
the  premises  where  the  licensed 
activities  were  conducted  and  submit  a 
report  of  the  results  of  this  survey, 
unless  the  licensee  demonstrates  that 
the  premises  are  suitable  for  release  for 
unrestricted  use  in  some  other  manner. 
The  licensee  shall,  as  appropriate — 

(i)  Report  levels  of  radiation  in  units 
of  micro  gray  (microrads)  per  hour  of 
beta  and  gamma  radiation  at  one 
centimeter  and  gamma  radiation  at  one 
meter  from  surfaces,  and  report  levels  of 
radioactivity,  including  alpha,  in  units 
of  mega  becquerels  (disintegrations  per 
minute  or  microcuries)  f>er  100  square 
centimeters  removable  and  fixed  for 
surfaces,  mega  becquerels  (microcuries) 
per  milliliter  for  water,  and  becquerels 
(picocuries)  per  gram  for  solids  such  as 
solid  or  concrete:  and 

(ii)  Specify  the  survey  instrument(s) 
used  and  certify  that  each  instrument  is 
properly  calibrated  and  tested. 

(Ij  Specific  licenses,  including 
expired  licenses,  will  be  terminated  by 
written  notice  to  the  licensee  when  the 
Commission  determines  that — 

(1)  The  decommissioning  has  been 
performed  in  accordance  with  the 
approved  final  decommissioning  plan 
and  the  order  authorizing 
decommissioning:  and 

(2)(i)  A  radiation  survey  has  been 
performed  which  demonstrates  that  the 
premises  are  suitable  for  release  for 
unrestricted  use;  or 

(ii)  Other  than  information  submitted 
by  the  licensee  is  sufficient  to 
demonstrate  that  the  premises  are 
suitable  for  release  for  unrestricted  use. 

17.  In  §  72.86,  paragraph  (b),  is 
revised  to  read  as  follows: 

172.86    Criminal  penaltiea. 

(b)  The  regulations  in  part  72  that  are 
not  issued  under  sections  161b,  161i,  or 
1610  for  the  purposes  of  section  223  are 
as  follows:  §§  72.1,  72.2.  72.3,  72.4.  72.5, 
72.7,  72.8.  72.9.  72.16,  72.18,  72.20, 
72.22.  72.24.  72.26.  72.28.  72.32.  72.34. 
72.40,  72.46.  72.56.  72.58,  72.60,  72.62, 


72.84.  72.86.  72.90.  72.96,  72.108, 
72.120.  72.122.  72.124,  72.126,  72.128, 
72.130.  72.182.  72.194,  72.200,  72.202. 
72.204.  72.206.  72.210.  72.214.  72.220, 
72.230,  72.236.  72.238.  and  72.240. 

Dated  at  Rockville,  Maryland,  this  7th  day 
of  January,  1993. 

For  the  Nuclear  Regulatory  Commission. 
Samuel  J.  Chilk. 
Secretary  of  the  Commission. 
(FR  Doc  93-745  Filed  1-12-93;  8:45  ami 

BUlMa  CODE  TS9e-01-«l 


FEDERAL  ELECTION  COMMISSION 

11  CFR  Part  104 
[Notice  1993-2] 

Recordkeeping  and  Reporting  by 
Political  Committees;  Best  Efforts 

agency:  Federal  Election  Commission. 
ACTION:  Notice  of  pubHc  hearing. 

summary:  The  Federal  Election 
Commission  is  considering  holding  a 
public  hearing  on  proposed  revisions  to 
its  regulations  which  require  that 
treasurers  of  political  committees 
exercise  best  efforts  to  obtain,  maintain 
and  report  the  complete  identification  of 
each  contributor  whose  contributions 
exceed  $200  per  calendar  year.  Further 
information  is  provided  in  the 
supplementary  information  which 
follows. 

DATES:  The  Commission  is  considering 
holding  a  hearing  on  March  24, 1993  at 
10  a.m.  if  a  sufficient  number  of  persons 
are  interested  in  testifying.  Requests  to 
testify  must  be  received  on  or  before 
February  26, 1993.  Persons  requesting  to 
testify  must  also  submit  written 
comments  by  February  26. 1993,  if  they 
have  not  previously  filed  written 
comments  on  the  proposed  rules. 
ADDRESSES:  Requests  to  testify,  and  any 
accompanying  comments,  must  be  made 
in  writing  and  addressed  to:  Ms.  Susan 
E.  Propper.  Assistant  General  Counsel, 
999  E  Street,  NW.,  Washington,  DC 
20463.  Commission  hearings  are  held  in 
the  Commission's  ninth  floor  meeting 
room,  999  E  Street,  NW.,  Washington, 
DC. 

FOR  FURTHER  INFORMATION  CONTACT: 
Ms.  Susan  E.  Propper.  Assistant  General 
Counsel,  (202)  219-3690  or  (800)  424- 
9530. 

SUPPt.EMENTARY  INFORMATION:  On 
September  24, 1992  (57  FR  44137)  the 
Commission  published  a  Notice  of 
Proposed  Rulemaking  regarding 
possible  changes  to  11  CFR  104.7(b). 
This  regulation  explains  the  actions 
neeessary  to  meet  the  treasurer's 
statutory  obligation  to  exercise  best 


CONSUME 
COMMISSI 
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Commissio 
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efforts  to  obtain  and  report  the  name, 
address,  occupation  and  employer  of  all 
contributors  who  give  over  $200  to  the 
political  committee  in  a  calendar  year, 
together  with  the  date  and  amount  of 
such  contributions.  See  2  U.S.C. 
434(b)(3)(A).  The  proposed  rules  would 
require  political  committees  to  make 
separate  and  distinct  requests  for  the 
necessary  information  when  they 
receive  solicited  or  unsolicited 
contributions  that  do  not  contain  the 
information  needed.  The  proposed 
changes  would  also  require  treasurers  to 
report  information  which  is  known  to 
them,  but  which  was  not  specifically 
provided  by  the  contributors.  The 
proposals  would  also  clarify  the  existing 
requirement  to  amend  reports  upon 
receipt  of  additional  contributor 
information. 

A  number  of  comments  were  received 
in  response  to  the  NPRM.  One 
commentor  suggested  that  the 
Commission  hold  a  public  hearing 
regarding  these  rules.  The  Commission 
is  willing  to  hold  a  hearing  if  a 
sufficient  number  of  those  interested  in 
the  proposed  changes  to  the  regulations 
would  like  an  opportunity  to  testify.  In 
particular,  testimony  is  sought  from 
political  committees  who  would  be 
subject  to  the  revised  best  efforts 
requirements.  The  Commission  is 
interested  in  testimony  on  whether 
political  committees  expect  to  find  the 
new  proposals  to  be  excessively 
burdensome  or  whether  the  proposed 
rules  would  provide  a  workable  method 
of  ensuring  more  complete  public 
disclosiu-e  of  contributor  information.  In 
addition,  the  Commission  would 
welcome  testimony  on  the  timing  of 
amended  reports  containing  this 
information. 

List  of  Subjects  in  11  CFR  Part  104 

Campaign  funds.  Political  candidates. 
Political  committees  and  parties. 
Reporting  requirements. 

Dated:  January  8, 1993. 
Scott  E.  Thomas, 

Chairman,  Federal  Election  Commission. 
[FR  Doc.  93-725  Filed  1-12-93;  8:45  am] 

BILUMG  CODE  <71S-01-H 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

16  CFR  Parts  1615  and  1616 

Standards  for  Flammabiiity  of 
Children's  Sieepwear:  Sizes  0  Through 
6X  and  7  Through  14;  Advance  Notice 
of  Proposed  Rulemaldng 

AGENCY:  Consumer  Product  Safety 
Commission. 


ACTION:  Advance  notice  of  proposed 
rulemaking. 

SUMMARY:  The  Commission  is 
considering  amendment  of  the 
flammabihty  standards  for  children's 
sieepwear  in  sizes  0  through  6X  and  7 
through  14.  The  amendment  under 
consideration  would  exempt  tight  fitting 
garments  and  garments  intended  for 
infants  from  the  existing  sieepwear 
standards.  The  Commission  is 
considering  such  an  amendment 
because  of  changes  in  the  marketplace 
and  consumer  preference.  This  notice 
discusses  the  risk  of  injury,  the  products 
subject  to  the  existing  regulation,  and 
the  changes  the  Commission  is 
considering.  The  Commission  invites 
comments  concerning  the  risk  of  injury 
identified  in  this  notice,  the  regulatory 
alternatives  being  considered,  and  other 
possible  alternatives  for  addressing  the 
risk.  The  Commission  also  invites 
submission  of  an  existing  standard  or 
statement  of  intention  to  modify  or 
develop  a  voluntary  standard  to  address 
the  risk  of  injury.  Elsewhere  in  this 
issue  of  the  Federal  Register  the  staff 
announces  its  decision  to  stay 
enforcement  of  sieepwear  requirements 
against  garments  currently  being  used  as 
sieepwear  that  are  labeled  and  marketed 
as  underwear  if  these  garments  are  skin- 
tight or  nearly  skin-tight  and  garments 
that  are  essentially  identical  in  design, 
material,  and  fit  to  such  "underwear" 
garments. 

DATES:  Comments  and  submissions  are 
due  not  later  than  March  15, 1993. 

ADDRESSES:  Comments  and  submissions 
should  be  sent,  preferably  in  five  copies, 
to  the  Office  of  the  Secretary,  Consumer 
Product  Safety  Commission, 
Washington,  DC  20207. 

FOR  FURTHER  INFORMATION  CONTACT: 
Terrance  R.  Karels,  Directorate  for         * 
Economic  Analysis,  Consumer  Product 
Safety  Commission,  Washington,  DC 
20207;  telephone  (301)  504-0962. 

SUPPLEMENTARY  INFORMATION: 

A.  Background 

Section  4  of  the  Flammable  Fabrics 
Act  ("FFA"),  15  U.S.C.  1193,  sets  forth 
procedures  for  issuing  or  amending 
flammabiiity  standards  for  products  of 
wearing  apparel  made  from  fabrics  and 
related  materials,  and  fabrics  and 
related  materials  used  in  products  of 
wearing  apparel.  Standards  or 
amendments  may  be  issued  under 
provisions  of  the  FFA  to  protect  the 
public  from  unreasonable  risks  of  the 
occurrence  of  fire  leading  to  death, 
personal  injury,  or  significant  property 
damage. 


In  1971,  the  Secretary  of  Commerce 
issued  a  flammabiiity  standard  for 
children's  sieepwear  in  sizes  0  through 
6X,  which  became  effective  in  1972. 
Tliat  standard  prescribes  tests  for 
children's  sieepwear  garments  and 
fabrics  intended  for  use  in  children's 
sieepwear.  The  flammabiiity  standard 
for  children's  sieepwear  in  sizes  0 
through  6X  is  codified  at  16  CFR  part 
1615. 

In  1973,  responsibility  for 
administration  and  enforcement  of  the 
FAA  was  transferred  to  the  Consumer 
Product  Safety  Commission  by 
provisions  of  section  30(b)  of  the 
Consumer  Product  Safety  Act  (15  U.S.C 
2079(b)).  hi  1974,  the  Commission 
issued  a  flammabiiity  standard  for 
children's  sieepwear  in  sizes  7  through 
14,  to  become  effective  in  1975.  The 
tests  in  that  standard  are  substantially 
the  same  as  those  in  the  standard  for 
children's  sieepwear  in  sizes  0  through 
6X.  The  flammabiiity  standard  for 
children's  sieepwear  in  sizes  7  through 
14  is  codified  at  16  CFR  part  1616. 

Both  standards  require  that  test 
specimens  must  self-extinguish  when 
exposed  to  a  small  open-flame  ignition 
source.  Self-extinguishing  fabrics  and 
garments  are  those  that  stop  burning 
when  removed  from  an  ignition  source. 
Both  standards  require  manufacturers  of 
sieepwear  garments  to  perform 
prototype  tests  on  specimens  of  fabric, 
seams,  and  trim  with  acceptable  results 
before  beginning  production  of 
sieepwear  garments.  Both  standards  also 
require  manufacturers  of  sieepwear 
fabrics  and  garments  to  group  fabrics 
and  garments  into  production  units  and 
to  randomly  sample  and  test  products 
from  each  production  unit. 

Neither  standard  requires  that  specific 
fabrics  or  flame-retardant  treatments  be 
used  in  the  manufacture  of  children's 
sieepwear. 

The  standards  define  "children's 
sieepwear"  to  mean: 

any  product  of  wearing  apparel  up  to  and 
including  size  6x  [or  sizes  7  through  141, 
such  as  nightgOMms,  pajamas,  or  similar  or 
related  items,  such  as  robes,  intended  to  l>e 
wom  primarily  for  sleeping  or  activities 
related  to  sleeping.  Diapers  and  underwear 
are  excluded  m)m  this  definition. 

16  CFR  1615.1(a)  and  1616.2(a). 

The  Commission  has  previously 
considered  certain  amendments  to  the 
children's  sieepwear  standards.  In  1977, 
the  Commission  proposed  an 
amendment  to  the  standard  for  sizes  0 
through  6X  to  exempt  sieepwear 
garments  smaller  than  size  1  from  the 
standard.  See  42  FR  4849.  However,  the 
Commission  subsequently  withdrew  the 
proposal.  The  Commission  concluded, 
at  that  time,  that  "the  potentially  higher 
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risk  tor  iniary  to  inivt  due  to  bums, 
exceeds  the  postibte  b«wfits  from 
untiMlBd  cottoa."  See  43  PR  31348-40 
Similarly,  when  tha  CoauniMioa 
considered  the  sleepw—r  standard  for 
sizes  7-14.  some  commants  rsqueating 
an  examiiCMn  for  doaa  fitting  pajamas 
were  reoatvad.  Hoiaavar,  at  ttal  time, 
the  Ck>inmission  did  not  behave  that 
such  an  exampticm  «ras  a{>propriata.  See 
40  FR  3276,  3278  (1975);  39  FR  15210 

(1974).  V      ^   J 

Now  that  the  Commission  has  bad 
more  experience  with  the  flammahility 
standards  and  has  had  an  opportiinity  to 
observe  chan^ss  in  tha  marketplace,  the 
Commission  is  considaring  amending 
the  standards  to  exempt  sleepwear 
garments  that  are  dose-fitting  or  that  are 
intended  for  infants  under  one  year  of 
age.  After  examining  the  data  on 
ignition  incidents  involving  tudx 
garments  and  considenng  consumers' 
preference  for  cotton  sloopuwar,  the 
Commission  believes  that  this 
exemption  is  likely  to  allow  greater 
consumer  preference  without  increasing 
the  risk  of  injury. 

The  Commission  also  believes  that 
such  an  exemption  would  alleviate  the 
current  ctmfusion  in  interpreting  the 
term  "children's  sleepwear."  Due  to 
frequent  changes  in  garment  design  and 
use,  the  distinction  between 
"sleepwear"  and  "daywear"  has  become 
increasingly  bhmred. 

In  1984,  the  Commission  staff 
developed  an  enforcement  guideline 

EampfaJet  with  guidelines  to  distinguish 
Btween  duldroi's  sleepwear  and  non- 
sleepwear  gannents.  Due  to  frequent 
fashion  changes,  the  pam[^et  has  since 
been  revised  five  times.  Under  its 
enforcement  policy.  16  CFR  1615.64(c) 
and  1616.65(c),  the  staff  considers  three 
factors  in  determining  whether  a 
garment  is  sleepwear  (1)  Its  suitabihty 
for  sleeping.  (2)  the  distribution  and 

firomotion  of  the  product,  and  (3)  the 
ikelihood  that  the  item  will  be  used  as 
sleepwear.  (Reference  1.) 

In  response  to  concerns  about  the 
marinating  of  garments  similar  to 
sleepwear  that  did  not  comply  with  the 
sleepwear  stuidards,  about  difficultiea 
with  the  term  sleepwear,  and  continued 
demand  by  consumers  for  cotton 
gannents,  the  Commission  established  a 
project  to  re-examine  the  scope  of  the 
children's  sleepwear  standards  in 
November  1991. 

As  a  result  of  this  examination,  the 
Commission  is  issuing  this  advance 
notice  of  proyoaed  niieroaking 
("ANPR ")  which  could  resuh  in 
amendment  of  the  diildren's  sleepwear 
standards  that  would  exempt  tight 
fitting  garments  and  gwmmts  intended 
for  infents  fitmi  the  ddjdran's  sleepweer 


standards.  These  gsrmants  vrould  still 
be  subject  to  the  general  wearing 
apparel  standard  codified  at  16  CFR  part 
1610. 

B.  Statutory  Provisiona 

The  sleepwear  standards  under  the 
FFA  were  issued  "to  protect  the  pubUc 
against  imreasonabla  risk  of  the 
occurrence  of  fire  leading  to  death  at 
personal  injury  or  significant  propoty 
damage."  15  U.S.C  1193(a).  Based  on 
current  information,  the  Commission 
believes  that  the  amendment  it  is 
considering  in  this  notice  would 
address  recuit  changes  in  the 
marketplace  but  would  not  lower  the 
level  of  protection  of  the  public  from  the 
unreascmable  risk  of  fire. 

The  FFA  sets  forth  the  process  by 
which  the  Commission  can  issue  or 
amend  a  flammahility  standard.  The 
Commission  first  must  issue  an  ANPR 
which:  (1)  Identifies  the  fabric  or 
product  and  the  nature  of  the  risk 
associated  with  the  fabric  ot  product:  (2) 
summarizes  the  regulatory  alternatives 
under  consideration;  (3)  provides 
information  about  existing  relevant 
standards  and  reasons  why  the 
Commission  does  not  preliminarily 
believe  that  these  standards  are 
adequate;  (4)  invites  interested  persons 
to  submit  comments  concerning  the 
identified  risk  of  injury,  regulatory 
alternatives  being  considered,  and  other 
possible  alternatives;  (5)  invites 
submission  of  an  existing  standard  or 
portion  of  a  standard  as  a  proposed 
regulation;  and  (6)  invites  submission  of 
a  statement  of  intention  to  modify  or 
develop  a  voluntary  standard  to  address 
the  risk  of  injury.  15  U.S.C.  1193(g). 

If,  after  reviewing  comments  and 
submissions  responding  to  the  ANPR, 
the  Commission  determines  to  continue 
the  rulemaking  proceeding,  it  will  issue 
a  notice  of  proposed  rulemaking.  This 
notice  must  contain  the  text  of  the 
proposed  rule  along  with  alternatives 
the  Commission  has  considered  and  a 
preliminary  regulatory  analysis.  15 
U.S.C  1193(i).  Before  issuing  a  final 
rule,  the  Commission  must  [wepara  a 
final  regulatory  analysis,  and  it  must 
make  certain  findings  concerning  any 
relevant  voluntary  standard,  the 
relationship  of  costs  and  benefits  of  the 
rule,  and  the  burden  imposed  by  the 
regulation.  Id.  1193(i).  The  Commission 
also  must  provide  an  opportunity  for 
interested  p>ersons  to  make  an  oral 
presentation  before  the  Commission 
issues  a  final  rule.  Id.  1193(d). 

C  Posaibia  Amandosenl 

This  notice  initiates  the  rulemaking 
process  to  amend  the  children's 
sleepwear  flammahility  standards. 


1.  The  Products 

'  The  products  of  concern  are 
children's  sleepwear  garments  in  sizes  0 
through  6X  and  7  through  14  that  are 
currently  subject  to  the  Commission's 
nammability  standards  in  16  CFR  parts 
1615  and  1616. 

Currently,  untreated  garments  made 
of  100  percent  cotton  cannot  be  sold  for 
children's  sleepwear  because  they  will 
not  pass  the  tests  in  the  children's 
sleepwear  flammahility  standards 
without  flame  retardant  treatment. 
There  has  been  an  increasing  trend 
toward  consumer  preference  for  cotton. 
There  have  been  changes  in  the  market 
as  a  result  of  this  demand,  such  as  (1) 
more  multipurpose  clothing  and  (2)  sale 
of  so-called  "long  underwear"  year 
round,  that  have  resulted  in  confusion 
between  "sleepwear"  and  non- 
sleep  wear.  (Reference  1.) 

Presently,  there  is  a  relatively  low  per 
capita  consumption  of  complying 
sleepwear.  (Reference  4.)  This  indicates 
that  consumers  may  be  using  other 
items,  such  as  cotton  long  underwear, 
playwear,  and  T-shirts,  for  sleeping.  The 
exemption  the  Commission  is 
considering  would  allow  certain  cotton 
garments  (close  fitting  or  intended  for 
infants  under  orw  year  of  age)  to  be  sold 
as  sleepwear.  The  availability  of  some 
tight  fitting  cotton  garments,  which 
appear  to  be  safer  than  looser  fitting 
garments,  for  sleepwear  might  result  in 
a  move  away  from  use  of  some  cotton 
non-sleepwear  items,  such  as  loose 
fitting  T-shirts,  as  sleepwear.  (Reference 

5.) 

At  the  present  time,  the  staff  estimates 
that  there  are  63  known  domestic 
manufacturers  of  children's  sleepwear. 
The  estimated  annual  sales  of  children's 
sleepwear  are  approximately  105 
million  imits.  The  retail  value  of  sales 
is  estimated  at  Sl.l  billion.  (Reference 
4.) 
2.  The  Risk  of  Injury 

The  standards  are  intended  to 
eliminate  the  risk  of  personal  injury  or 
death  from  fire  as  a  result  of  contact 
between  diildren's  sleepweer  and  an 
ignition  source. 

The  staff  reviewed  injury  data  from 
the  National  Electronic  Injury 
Surveillance  System  ("NOSS") 
involving  ignition  of  clothing  for  1980 
through  1991.  Children  less  than  15 
years  old,  the  group  presumably  covered 
by  the  sleepwear  standards,  made  up 
about  one-third  of  the  estimated 
injuries.  Among  this  gjroup  of  diildren, 
nightwear  accounted  for  only  about 
eight  percent  of  the  estimated  11.450 
injuries  in  those  cases  where  the  type  of 
garment  was  reported.  (Reference  2.) 
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Infants  younger  than  one  year  old 
accounted  for  a  very  small  proportion  of 
the  estimated  injuries  (1.3  percent]  in 
incidents  where  the  type  of  garment  was 
reported.  About  170  infants  were 
estimated  to  have  been  treated  for  bum 
injuries  involving  ignition  of  clothing. 
This  estimate  was  based  on  an  actual 
sample  of  only  three  cases,  one 
involving  daywear,  one  involving 
nightwear,  and  onp  involving  an 
unspecified  type  ofclothing.  (Reference 

Although  the  Commission  has  limited 
data  on  the  fit  of  sleepwear  garments 
involved  in  ignition  incidents,  in  a 
majority  of  incidents  involving 
sleepwear.  the  garments  worn  were 
nightgowns  which  are  loose  fitting. 
Approximately  96  percent  of  the 
estimated  910  nightwear  injuries 
involved  females,  while  only  35  percent 
of  the  estimated  9,710  daywear  injuries 
involved  females.  The  injury  reports 
indicate  that  nightgowns  were  the 
predominant  kiiid  of  nightwear 
involved  in  injuries  to  girls.  (Reference 

2.) 

Since  issuance  of  these  standards, 
several  studies  have  been  conducted 
concerning  the  Influence  of  garment 
configuration  on  clothing  ignition.  A 
Canadian  study  in  1985  indicated  that  a 
loose  and  flowing  garment  style  was  the 
dominant  factor  in  bum  severity  in 
clothing  bums  of  Canadian  children.  A 
1978  study  of  U.S.  clothing  fire 
incidents  found  that  ignition  often 
occurred  inliie  loosest  area  of  the 
garment.  (Reference  3.) 

Several  studies  involving  mannequins 
have  shown  that  garment  design  is  an    . 
important  factor  in  flammability. 
Although  mannequin  tests  cannot 
simulate  the  movement  of  a  victim,  and 
therefore  do  not  perfectly  reflect  reality, 
they  do  provide  some  useful  data.  Some 
sudi  studies  have  shown  that  even  use 
of  a  belt  can  slow  the  rate  of  flame 
spread  and  reduce  the  area  of  bum.  An 
Australian  study  used  mannequins  to 
compare  pajamas  and  nightgowns  of  the 
same  fabric  and  found  that  for  each  of 
five  fabrics  the  nightgowns  presented 
greater  risk.  (Reference  3.) 

As  explained  above,  it  appears  that 
non-complying  cotton  garments  are 
being  worn  as  sleepwear.  If  the 
standards  are  changed  to  allow  dose 
fitting  cotton  garments  for  sleepwear, 
consumers  may  substitute  such  items 
for  looser  fitting  cotton  garments.  This 
substitution  could  reduce  the  risk  of 
ignition  injuries.  (Reference  5.) 

Risk  of  clothing  ignition  may  be 
affected  by  things  other  than  the 
garments  themselves.  Research 
conducted  in  the  1970's  found  that 
common  ignition  sources  in  bums 


associated  with  wearing  apparel  were 
small  open  flames  such  as  matches. 
Utters,  and  candles.  Ranges,  open  fires, 
and  space  heaters  were  other  fiequent 
ignition  sources.  Substantial  market 
(Ganges  have  occurred  with  these 
ignition  sources  since  that  study.  The 
decline  in  thenumber  of  smokers  has 
Ukely  had  some  effect  on  the 
accessibility  of  matches  and  Ughters.  In 
1970,  50.2  percent  of  all  males  and  30.8 
percent  of  females  in  the  United  States 
smoked;  in  1987,  31  percent  of  males 
and  26.2  percent  of  females  smoked. 
The  percentage  of  households  with  gas 
ranges  has  also  declined  fitim  58 
percent  in  1960  to  42  percent  in  1987. 
Additionally,  gas  ranges  and  electric 
space  heaters  have  been  the  subject  of 
improved  voluntary  standards.  Also, 
sales  of  kerosene  heaters  have  declined 
significantly  in  the  past  ten  years.  These 
factors  may  have  contributed  to  a 
decreased  risk  of  injury  associated  with 
ignition  of  children's  sleepwear  over  the 
past  20  years.  (Reference  5.) 

3.  Regulatory  Alternatives 

Hie  Commission  is  considering 
amending  its  children's  sleepwear 
standards  to  accommodate  market 
changes  and  consumer  preferences  that 
have  arisen  since  issuance  of  the 
flammability  standards.  The 
Commission  believes  that  it  can  amend 
the  standard  to  address  these  changes 
without  reducing  the  protection  of  the 
public  against  the  unreasonable  risk  of 

fire. 

The  first  alternative  being  considered 
by  the  Commission  is  amendment  of  the 
children's  sleepwear  standards  to 
exempt  tight  fitting  garments  and 
garments  intended  for  infants.  These 
garments  would,  however,  continue  to 
be  subject  to  the  requirements  of  the 
Standard  for  the  Flammability  of 
Clothing  Textiles,  codified  at  15  CFR 
part  1610. 

The  Commission  seeks  comments 
concerning  the  group  of  garments  it  is 
considering  exempting  from  the 
sleepwear  standarids.  Comments 
addressing  how  the  Commission  should 
define  "tight  fitting  garments"  and  what 
sizes  or  types  of  garments  should  be 
considered  intended  for  infants  would 
be  helpful. 

A  second  alternative  is  for  the 
Commission  to  issue  an  enforcement 
policy  rather  than  amending  the 
flammability  standards.  Under  this 
approach,  the  Commission  would  issue 
a  notice  of  enforcement  poUcy 
explaining  that  the  Commission  would 
relax  its  enforcement  of  the  existing 
sleepwear  regulations  when  applying 
them  to  tight  fitting  garments  and 
sleepwear  intended  for  infants.  The 


notice  would  provide  guidance  to  the 
regulated  community  on  the  items  for 
which  enforcement  would  be  relaxed. 

Another  altemative  under 
consideration  is  to  maintain  the  existing 
sleepwear  standards  and  the  current 
enforcement  poUcy  without  change. 

4.  Existing  Relevant  Standards 

The  provisions  of  both  flammability 
standards  for  children's  sleepwear 
require  that  specimens  must  self- 
extinguish  when  exposed  to  an  open 
flame  ignition  source.  The  average  char 
length  must  not  exceed  7  inches,  and  no 
individual  char  length  may  exceed  10 
inches.  Both  standards  define 
"children's  sleepwear"  as  "any  product 
of  wearing  apparel  (up  to  size  6X  or 
sizes  7  throu^  14)  such  as  nightgowns, 
pajamas,  or  similar  or  related  items, 
such  as  robes,  intended  to  be  worn 
primarily  for  sleeping  or  activities 
related  to  sleeping.  Diapers  and 

underwear  are  excluded  from  this 

definition."  16  CFR  1615.1(a);  16  CFR 
1616.2(a). 

No  volimtary  standards  addressing 
the  flammabiUty  of  children's  sleepwear 
exist. 

As  part  of  its  review  of  the  FFA 
sleepwear  standards,  the  staff  examined 
the  sleepwear  standards  in  Canada, 
Australia,  and  New  Zealand.  All  three 
standards  make  a  distinction  between 
sleepwear  that  presents  a  low  fire 
hazard  and  those  items  that  present  a 
greater  risk.  (Reference  3.) 

Canada 

In  1971,  Canada  issued  minimal 
flammability  regulations  for  children's 
sleepwear  in  sizes  0  to  6X.  Because  bum 
injuries  and  deaths  to  children  resulting 
bom  the  ignition  of  sleepwear 
continued,  further  studies  were 
conducted.  These  studies  indicated  that 
garment  style  played  a  major  role  in  the 
flammabihty  hazard  of  sleepwear,  and 
that  loose  and  floiving  nightgowns  were 
responsible  for  the  most  severe  bums. 
Currently  diere  are  two  regulations  for 
flammability  of  children's  sleepwear  in 
Canada;  one  applies  to  sleepwear 
considered  to  be  a  low  fire  hazard  and 
the  other  to  sleepwear  that  presents  a 
greater  fire  haz^d. 

Sleepwear  in  the  high  fire  hazard 
category  are  children's  nightgowns, 
nightshirts,  dressing  gowns,  bathrobes, 
housecoats,  robes,  pajamas  and  baby 
doll  pajamas  in  sizes  up  to  and 
including  14X.  Testing  methods  are 
similar  to  those  of  the  U.S.  sleepwear 
standards.  Sleepwear  considered  to 
present  a  low  fire  hazard  are  sleepwear 
designed  for  hospital  use  in  sizes  0  to 
14,  sleepwear  designed  for  infants  up  to 
7kg  (15.4lb.),  and  polo  pajamas  and 
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sleepers  in  sixes  0  to  14X.  Tests  for 
these  gannents  are  similar  to  tbe 
Commission's  general  dothing 
flammsbility  standard. 

Australia 

In  AustraKa,  research  abo  was 
conducted  that  found  fitting  and 
clinging  sleepwear  garments  were  less 
likely  to  be  involved  in  bum  accidents 
than  loose  garments  and  that  bums  were 
likely  to  be  less  severe  with  the  closer 
fitting  garments.  Australia's  standard 
has  three  categories  of  sleepwear  based 
on  fire  risk.  Category  1  garments  are 
made  from  low  fire  hanrd  type  fabrics. 
They  must  be  labeled  "low  fire  danger." 
Category  2  garments  are  those  that  are 
stylml  to  be  form  fitting  and  are 
designed  to  reduce  fire  hazard.  The 
standard  provides  illustrations  of 
acceptable  styles  of  sleepwear.  bi 
addition  to  garment  style,  the  burning 
behavior  of  the  bbric  is  also  considered. 
These  garments  must  be  labeled  "styled 
to  reduce  fire  danger."  Category  3 
garments  are  all  other  garments  that  do 
not  fit  into  categories  1  or  2.  These 
garments  must  be  labeled  "warning  high 
fire  danger  keep  away  horn  fire." 

New  Zealand    * 

New  ZealaiMl's  requirements  ara 
similar  to.  but  more  stringent  than. 
Australia's.  They  require  all 
commercially  manufactured  nightwear 
for  children  from  1  to  14  years  old  be 
made  from  fabrics  defined  as  "low  fire 
risk"  or  be  designed  in  a  safer  (i.e.. 
closer  fitting,  pajama-type)  stylo. 

5.  Invitations  to  Comment 

In  accordance  with  section  4(g)  of  the 
FFA,  the  Commission  invites  comments 
on  this  notice.  Specifically,  the 
Commission  invites  tbe  following  types 
of  comments. 

1 .  Comments  concerning  the  risk  of 
in)ury  identified  in  this  notice,  the 
regulatory  alteriMtives  discussed  above, 
and  other  alternatives  to  address  the  risk 
of  injury; 

2.  An  existing  standard  or  portion  of 
a  standard  as  a  proposed  rale; 

3.  A  statement  of  intention  to  modify 
or  develop  a  voluntary  staiKlard  to 
address  the  risk  of  infury  identified  in 
the  notice  along  with  a  description  of  a 
plan  to  modify  or  develop  the  standard. 

In  addition,  tbe  Commission  is 
interested  in  obtaining  further 
informatioo  that  could  aasist  its 
development  of  an  appropriate 
amendment.  Thus,  the  Comnission 
seeks  comments  on  the  following  issues. 

1.  Guidance  on  defining  "tight  fitting 
garments"  and  "garraants  intmded  far 
infants." 


2.  The  need  for  labeling  on  any  tight 
fitting  or  infant  garments  that  could  be 
exempted  from  the  chikhen's  sle^wear 
standards. 

3.  Potential  economic  effects  of  the 
alternatives  discussed  in  this  notice  on 
manufacturers,  retailers,  and  consumers 
of  children's  sleepwear. 

4.  The  percentage  of  sales  of 
children's  sleepwear  that  are  loose 
fitting  garmenU  and  that  are  tight  fitting. 

5.  The  number  of  U.S.  sleepwear 
manufacturers  who  sell  their  products 
in  Canada. 

6.  Description  of  consumer  trends 
toward  non-traditional  cotton  sleepwear 
for  children. 

All  conmients  and  submissions 
should  be  addressed  to  the  Office  of  the 
Secretary.  Consumer  Product  Safety 
Commission.  Washington,  DC  20207. 
and  received  no  later  than  March  15, 
1993. 


5.  Briefing  Memorandum  from  Terrancs  R. 
iCaieb  to  the  Commiasion.  dated  November  3. 
1992. 
IFR  Doc  93-77S  Piled  1-12-93;  8:45  sml 
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D.  Stay  of  Enforcement 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  staff  announces  its  dedsion 
to  stay  enforcement  of  sleepwear 
requirements  against  (1)  garments 
currently  being  used  as  sleepwear  that 
are  labeled  and  marketed  as  underwear 
if  these  garments  are  skin-tight  or  nearly 
slun-tight  and  (2)  garments  that  are 
essentially  identical  in  design,  material, 
and  fit  to  such  "underwear"  garments. 

Dated:  January  4. 1993. 
Sady*  E.  Dunn. 

Secntory,  Consumer  Project  Safely 
Commission. 

Referencsft 

The  following  documents  contain 
infonnalioD  relevant  to  this  rulemaking 
proceeding  and  are  available  for  inspi^ption  at 
the  Offtce  of  the  Secretary.  Consumer 
Product  Safety  Commission,  room  420, 5401 
Westbard  Avenue.  Bethesda.  Maryland: 

1.  Memorandum  from  Liz  Camilla. 
Division  of  Regulatory  Management  and  Eric 
Stone.  Division  of  Administrative  Litigation, 
to  Terrance  R.  Karels.  Proiect  Manager,  dated 
March  13, 1992,  entitlMl  Problems 
Asodatad  with  Enforcement  of  the 
Children's  Sleepwear  Standards. 

2.  Memorandum  from  Bea  Harwood  and 
Terry  L  Kissinger.  EPHA,  to  Terrance  R. 
Karels,  Proiect  Manager,  dated  April  20. 
1992.  entitled  Injury  Data  Related  to  the 
Sleepwear  Flammability  Standards  and 
Information  on  Surveys  of  Bun  Treatment 
Centers.  ECPA.  dated  May  6. 1992.  entitled 
Final  Report.  Children's  Sleepwear  Project. 

3.  Memorandum  from  Linda  Pansier. 
ESME.  to  Terrance  R.  Karels. 

4.  Memorandum  from  Anthony  C  Homan. 
ECPA.  to  Tatrance  R.  Karels,  Pro^ 
Manager,  dated  March  25. 1992.  entitled 
Market  Sketch— Childran's  Sleepwear. 


DEPARTMEI^T  OF  THE  TREASURY 

Customs  Service 

19CFRPart4 

Extension  of  Time  UmK  In  Which  to 
File  Vessel  Repair  Docuntcnts 

agency:  U.S.  Customs  Service. 

Department  of  the  Treasury. 

ACTION:  Proposed  mle. 

SUMMARY:  This  document  proposes  to 
amend  the  Customs  Regulations  to 
extend  the  time  limit  allowed  to  vessel 
operators  to  file  documentation 
submitted  in  connection  with  vessel 
repair  entries,  to  include  applications 
for  relief  from  the  assessment  of  duties 
under  the  vessel  repair  statute.  It  is  also 
proposed  that  any  shipyard  cost 
estimates  available  be  submitted  at  the 
time  that  a  vessel  repair  entry  is  made. 
DATES:  Comments  must  be  received  on 
or  before  March  15. 1993. 
ADDRESSES:  Written  comments 
(preferably  in  triplicate)  may  be 
addressed  to  the  Regulations  and 
Disclosure  Law  Branch,  Franklin  Court, 
U.S.  Customs  Service,  1301  Constitution 
Avenue,  NW.,  Washington,  flt  20229. 
FOR  FURTHER  INFORMATION  CONTACT: 
Bruce  Friedman.  Office  of  Trade 
Operations.  202-343-0024  (operational 
matters),  or  Larry  L.  Burton,  202-482- 
6940  (legal  matters} 

SUPPI^MENTARY  MFORMATION: 

Background 

Section  1466  of  title  19  of  the  United 
States  Code  provides  that  a  duty  of  50 
per  cent  ad  valorem  shall  be  assessed 
upon  the  valiw  of  repairs  accomplished 
outside  of  the  United  States- on  certain 
American-flag  vessels.  The  statute  itself, 
as  well  as  numerous  judicial  and 
administrative  interpretations,  provides 
exceptions  to  the  assessment  of  duty 
under  specific  circumstances. 

The  statutory  mandate  is 
implemented  in  §4.14  of  the  Customs 
Regulations  (19  CFR  4.14).  which 
provides  the  necessary  working 
guidelines  for  Customs  as  well  as  vessel 
operators.  Among  the  matters  set  forth 
in  §  4.14  are  the  procedures  for  making 
entry  and  for  seeking  administrative 
refund  or  remission  of  assessed  duty.  It 
is  required  that  AmeriGan-fiag  vessels 
submit  a  vessel  repair  entry  to  Customs 
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within  5  woridng-  d^»  akm  amval  fien 
a  foreign  port  iottowiag  mof  diqiyanl 
work.  Dkpwu&ig  npsa  wfaadiav  actual 
shipiiprd  'urnicaB  an  ■vailabfa  at  tba 
time  an  entry  is  snbniittad,  tbe 
regjEiialitma  ptovuda  that  such  an  try  any 
be  denominated  aitlier  a  compiala  or 
incoDvplete  subflMMiaai. 

The  reguknions  cmreotly  provida 
thai,  absraat  the  ffaat  of  aa  axteasiao,  ia 
the  case  of  vocomplate  entiias 
docuaitiiits  provLdiag  a  htil  and 
complete  account  of  foreign  shipyard 
costs  incurred  must  be  subnutled  to 
CustDras  within  60  days  from  the  date 
of  vessel  arrival  in  the  United  States  (19 
CFR  4.14Cblt2KnH.  Vessel  repair 
liquidation  units  may  extend  this  time 
by  30  days.  Additional  axieasions  must 
be  approved  by  Customs  Headquarters. 
Comments  frave  long  been  hward  from 
vessel  operators  that  the  matter  of  final 
charges  is  frequently  ttle  sirbjact  of 
negotiation  between  themselves  and 
foreign  shipyards.  R  i«  cfaimed  that  tiiis 
process  often  makes  it  impossible  ta 
meet  the  regulatory  submissran  daadfina 
without  the  necessity  of  seeking  an 
extension  from  Customs.  Customs  has 
been  rehictanf  to  extend  the  fiHng 
period,  recognizing  that  extemfing  the 
period  for  the  gathering  of  alT  evidencw 
has  the  inevitable  efffect  of  delaying  tha 
eventurf  coflection  of  the  revarue.  R 
appears,  however,  tha*  sodfi  a  delay 
already  exist*  owing  to  the  farge  number 
of  operators  seeking  extensions,  and  that 
a  savings  to  both  vessel  operators  and 
Customs  may  be  realized  by  not  having 
to  process  nuraenxis  requests  for 
extension.  Qistofna  is  proposing, 
therefore,  to  extend  the  fiHng  period 
frcm  the  current  60-day  timit  to  a  period 
of  90  days, 

Cusbons  is  taldi^  tkis  oppoEtunity  to 
propose  an  additkmal  araendoMnt  to  the 
vessel  repair  regaladons.  in  the  case  of 
vessel  repair  entries  sstnBitted  as 
incoBiplete  accoonts.  Costoims  reqoires 
that  the  best  estiiBata  of  foreign  repak 
costs  must  be  piovidtd  pendiag  receipt 
of  actoai  final  invoiOBS.  Sacb  statements 
of  cost  are  used  to  pwlmtflto  the  araaa^ 
of  the  bond  or  duties  asrimatad  dtat 
must  be  deposilad  wilb  Cnstaan  prior 
to  departure  of  vessris  fnm  port 
It  has  been  Doted  thai,  aa  soaae 
occasioBs,  final  invotca  aoKiuBts  are 
wikUy  diveisant  front  isitiaUy 
estimated  caats,  and  ^m  itrrmme  uurf  be 
inadequately  ptotected  by  sbmH 
dei>osits  01  bonds.  H  ia  aho  kaomi  that, 
in  many  cases,  estimates  firoaa  fbteigD 
shipyards  have  bean  SMbMittad  to  vessel 
opetators  prkir  lo  the  comawaraaBent  ol 
repair  opaiatkan  This  Jaaotbang  more 
than  somd  busineaa  practice.  Customs 
merely  propcaes  to  npfdf  tbai.  when 
an  astimate  has  boeB  sBdaniMad  to  a 


vessel  opvatar,  the aiHiii alert  oast  Uad 
at  the  tiaw  of  suhiBiasiaB  of  an 
incarapletB  vaaaal  sapsir  aitfiy  ■nisK 
reflect  that  estimate. 

In  addition,  a  cross  reference  to  the 
bond  provisions  in  part  113,  not  revised 
when  that  part  was  revised,  is  cofroded. 

Comments 

Baioae  addpi>:ig  this  proposal. 
cooaidentioR  wiU  be  given  to  any 
written  coauneBts  tiniely  subaiktlad  to 
Custoaaa.  Coameets  submittad  will  be 
available  for  public  inspeetioB  in 
accordance  with  the  FreedoBi  of 
Infocmatoon  Act  (5  U.S.C.  552).  %\A, 
Treasury  Depwtment  RagulatioEis  (31 
CFR  1.4Kaikd  §  10a.ll(b>.  Customs 
Regulations  (19  CFR  103.1l(bl),  on 
regular  husinesa  daiys  between  the  houis 
of  9  ft.Hi.  and  A:3Q  p.m.  at  the 
Regulations  aad  EKsclosure  Law  Branch. 
U.S.  Customs  Swvice.  Fmnklin  Coutt, 
suite  4000. 1099  14th  St..  NW., 
Washington,  DC. 

Regulatory  Flexibility  Act 

For  the  reasons  set  forth  in  th«» 
preamble  and  pursuant  to  dw  proeisioaa 
of  the  Regulatory  Flexibility  Act  & 
U.S.C.  601  et  seq.),  U  is  certified  that,  if 
adopted,  the  proposed  ameodments  will 
not  have  a  signifiomt  economic  impact 
on  a  substantial  number  of  smalt 
entities.  AceocdiBgly.  they  aea  mat 
subject  to  the  regulatory  ana^rsis  or 
other  requirements  of  5  U.S.C.  603  and 
604. 

Executive  Order  12291 

This  document  does  not  meet  the 
criteria  for  a  "major  rule"  as  specified 
in  E.0. 12291.  Accordingly,  no 
regulatory  impact  analysis  has  been 
prepared. 

Drafting  Information 

The  principal  autbar  of  tins  dooment 
was  Larry  L.  Burton,  Carrier  Rulings 
Branch.  US^  Customs  Service.  Uewavat, 
personnel  from  other  Customs,  offices 
ptaiticipated  in  its  davelopmanl 

List  of  Subjects  in  19  CFl  Part  4 

Customs  diulias  and  inspection. 
Repeating  and  lecardka^ing 
requireaaants.  Vessels. 

Proposed  Anembaents 

Accordingly,  it  is  proposed  to  amend 
§  4.14  Customs  RaguIaUons  Cl9  CFR 
4.14],  as  set  forth  ^low. 

PART  4-VESSELS  M  FOReGN  AND 
DOIMRTIC  TRADES 

The  general  authority  dtetioR  far  part. 
4  and  the  relevant  specific  aiKhorky 
citation  for  ^4.14  cantisue  te  read  aa 
follows: 


;5U.&can:itu.&c.«. 

1624;  46  U.S.C.  appL  3; 

Section  4.V«  also  iaamA  uadat  19  U.S.C 
14fi£.  1498; 

•         •         *         *         • 

f4.t«   [Amandedl 

2.  Section  4.14.  paiagvapb  (bKl)  ia 
proposed  to  be  amended  by  removing 
the  reference  "§  113.14(m)"  and  adding, 
in  its  place,  "§113.13-. 

{  4.1 4    Foreign  equipment  purcHaaea  toy, 
and  I 


(b>«  •  • 

(21*  •  • 

3.  Section  4.14.  paragraph  (bK2l 
introductory  text,  is  proposed  to  be 
amended  by  adding  a  new  fifth  sentence 
to  read  as  follows:  •  •  •  Estimated 
foreign  shipyard  costs  in  the  possession 
of  or  known  to  the  vessel  operator  at  the 
time  of  fifing  the  entry  must  be 
submitted  with  an  entry  maitod  as  an 
incomplete  account. 

4.  Section  4.14.  paragraphs  (blUUu), 
(b)(2)(iiHB),  and  (dKlKUk  is  proposed  to 
be  amended  by  renMnhng  the  iHuabac 
"Sa"  whwe  it  appears,  and  adding,  in 
its  place,  the  nuraber  "90". 

Carol  HallHI. 
Commissioner  of  Castaai*. 

Apprawedc  January  4, 1903. 
Peter  K.  Nimes. 

Assistant  Seentary  of  the  Treaamy. 
IFK  Doc.  93-47t»  Fited  t-t2-9ff;  8:«  am} 
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19  CFR  Part  142 


sudttaa 


PubUcafion  of  FHar 
NaBBMoflndivlduals^ 
Importers  Assigned  the  Codes 

AGENCV.  U.S.  Customs  Secvica, 
Department  of  the  Treasury. 
ACTKW:  AdvuKsd  Qotica  of  proposed 
rulemaking.  


summary:  Thia  decanoit  ^ves  advanca 
notice  of  a  proposal  te  amaod  the 
Customs  R^latioaa  to  ptovida  for  th* 
publication  of  a  list  o<  filef  codes  and 
the  identity  of  individuals,  licaased 
Customs  brokers  or  importacs  assigBafl 
the  specific  nnmber.  This  publication 
vtrill  improve  cxmHtoI  far  verions 
components  of  the  tiada  coanumity  and 
rednce  numerous  questions  aad 
problems  for  Customs  lelaftmg  to  entry 
prooasnng  requirements,  but  caidd  akn 
provide  a  means  to  accasa  comiaarrinl 
import  uifomaatioa  heratofaoa  treated  as 
confidentiel  by  Castoma. 


4116  Federal  RegiHer  /  Vol.  58.  No.  8  /  Wednesday.  January  13.  1993  /  Proposed  Rules 


DATES:  Comments  must  be  received  on 
or  before  March  IS,  1993. 
ADDRESSES:  Comments  (preferably  in 
triplicate)  may  be  submitted  to  the 
Regulations  and  Disclosure  Law  Branch, 
U.S.  Customs  Service,  1301  Constitution 
Avenue.  NW..  Washington.  DC  20229. 
FOR  FURTHER  INFORMATION  CONTACT: 
Deann  Seckler,  Entry  Rulings  Branch, 
(202) 482-7040. 

SUPPLEMENTARY  INFORMATION: 

Background 

Customs  has  undertaken  numerous 
initiatives  relating  to  the  development 
and  implementation  of  a  comprehensive 
integrated  Automated  Commercial 
System  (ACS).  Since  its  inception  ACS 
has  enabled  Customs  and  the  trade 
community  to  more  efficiently  control 
the  flow  of  imported  merchandise  into 
the  United  States.  The  ACS  procedure 
was  a  significant  departure  fi'om  the 
manual  processing  of  Customs  entries. 
The  program  has  evolved  over  the  past 
20  years  and  certain  changes  to 
procedures  originally  developed  have 
been  modified  in  response  to  agency 
and  trade  community  needs. 

T.D.  85-122  describes  certain  entry 
procedures  required  by  the  ACS, 
including  the  identification  of  an  entry 
filer  code,  which  became  effective 
October  1, 1985.  The  entry  filer  code  is 
a  unique  3  character  (alphabetic, 
numeric,  or  alphanumeric)  code  which 
is  assigned  to  all  licensed  broker 
companies  currently  filing  Customs 
entries  and  importers  currently  filing  a 
significant  number  of  entries  on  a 
regular  basis.  Entry  filer  codes  are  not 
assigned  to  intermittent  importers.  The 
entry  preparer  uses  this  code 
nationwide  as  the  beginning  3 
characters  of  the  number  for  all  Customs 
entries,  regardless  of  where  the  entries 
are  filed. 

As  a  result  of  trade  community 
concerns,  Customs  proposes  to  publish 
a  list  of  filer  codes  and  the  identity  of 
individuals,  licensed  Customs  brokers 
or  importers  assigned  that  number.  This 
new  publication  will  improve  control 
for  various  components  of  the  trade 
community  and  reduce  numerous 
questions  and  problems  for  Customs 
relating  to  entry  processing 
requirements. 

Because  publication  of  the  filer  codes 
and  the  names  could  provide  a  means 
for  the  public  to  gain  access  to 
commercial  information  regarding 
import  transactions  which  Customs  has 
heretofore  treated  as  confidential,  under 
the  Trade  Secrets  Act  (18  U.S.C.  1905) 
and  the  Freedom  of  Information  Act  (5 
U.S.C.  552(b)(4)),  Customs  is  soliciting 
the  views  of  interested  parties.  Specific 


requests  for  this  proposal  have  been 
initiated  by  the  National  Customs 
Brokers  and  Forwarders  Association  of 
America,  sureties,  and  others. 

Comineiits 

In  order  to  assist  Customs  in 
determining  whether  to  proceed  with 
this  proposal,  this  notice  invites  written 
comments.  Consideration  will  be  given 
to  any  written  comments  that  are  timely 
submitted  to  Customs.  Comments 
submitted  will  be  available  for  public 
inspection  in  accordance  with  the 
Freedom  of  Information  Act  (5  U.S.C. 
552),  section  1.4.  Treasury  Department 
Regulations  (31  CFR  1.4).  and  section 
103.11(b),  Customs  Regulations  (19  CFR 
103.11(b)),  during  regular  business  days 
between  ^e  hours  of  9  a.m.  and  4:30 
p.m..  at  the  Regulations  and  Disclosure 
Law  Branch.  Franklin  Court.  1099  14th 
Street.  NW.,  suite  4000,  Washington, 
DC. 

Carol  HailBtt. 
Commissioner  of  Customs. 

Approved:  December  24. 1992. 
John  P.  SimpMO. 

Acting  Assistant  Secntary  of  the  Treasury. 
[PR  Doc.  93-779  Filed  1-12-93;  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HgMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  876 
[Docket  No.  92N-0382] 

Gastroenterology-Urology  Devices; 
Effective  Date  of  Requirement  for 
Premarfcet  Approval  of  Testicular 
Prosthesis 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Proposed  rule:  opjportunity  to 

request  a  change  in  classification. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
require  the  filing  of  a  premarket 
approval  application  (PMA)  or  a  notice 
of  completion  of  product  development 
protocol  (PDP)  for  the  testicular 
prosthesis,  a  medical  device.  The 
agency  is  also  summarizing  its  proposed 
findings  regarding  the  degree  of  risk  of 
illness  or  injury  designed  to  be 
eliminated  or  reduced  by  requiring  the 
device  to  meet  the  statute's  approval 
requirements  and  the  benefits  to  the 
puolic  bom  the  use  of  the  device.  In 
addition.  FDA  is  announcing  an 
opportunity  for  interested  persons  to 
request  that  the  agency  change  the 


classification  of  the  device  based  on 

new  information.  This  action  is  a 

followup  to  FDA's  notice  of  intent 

published  in  the  Federal  Register  of 

January  6. 1989  (54  FR  550). 

DATES:  Written  comments  by  March  15, 

1993;  requests  for  a  change  in 

classification  by  January  28, 1993.  FDA 

intends  that  if  a  final  rule  is  issued, 

based  on  this  proposed  rule,  PMA's  will 

be  required  to  be  submitted  within  90 

days  of  Uie  effective  date  of  the  final 

rule. 

ADDRESSES:  Written  comments  or 

requests  for  a  change  in  classification  to 

the  Dockets  Management  Branch  (HFA- 

305),  Food  and  Drug  Administration. 

rm.  1-23, 12420  Parklawn  Dr., 

Rockville.  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mark  D.  Kramer.  Center  for  Devices  and 

Radiological  Health  (HFZ-470).  Food 

and  Drug  Administration,  1390  Piccard 

Dr.,  Rockville,  MD  20850,  301-427- 

1194. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

Section  513  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
360c)  requires  the  classification  of 
medical  devices  into  one  of  three 
regulatory  classes:  Class  I  (general 
controls),  class  II  (special  controls),  and 
class  III  (premarket  approval). 
Generally,  devices  that  were  on  the    - 
market  before  May  28. 1976,  the  date  of 
enactment  of  the  Medical  Device 
Amendments  of  1976  (the  amendments) 
(Pub.  L.  94-295),  and  devices  marketed 
on  or  after  that  date  that  are 
substantially  equivalent  to  such  devices, 
have  been  classified  by  FDA.  For  the 
sake  of  convenience,  this  preamble 
refers  to  both  the  devices  that  were  on 
the  market  before  May  28. 1976,  and  the 
substantially  equivalent  devices  that 
were  marketed  on  or  after  that  date  as 
"preamendments  devices." 

Section  515(b)(1)  of  the  act  (21  U.S.C. 
360e(b)(l))  establishes  the  requirement 
that  a  preamendments  device  that  FDA 
has  classified  into  class  in  is  subject  to 
premarket  approval.  A  preamendments 
class  III  device  may  be  commercially 
distributed  without  an  approved 
premarket  approval  application  (PMA) 
until  90  days  after  FDA's  promulgation 
of  a  final  rule  requiring  premarket 
approval  for  the  device,  or  30  months 
after  final  classification  of  the  device 
under  section  513  of  the  act  (21  U.S.C. 
360c),  whichever  is  later.  Also,  a 
preamendments  device  is  not  required 
to  have  an  approved  investigational 
device  exemption  (IDE)  (21  CFR  part 
812)  contemporaneous  with  its 
commercial  distribution  until  the  date 
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identifiod  by  FDA  is  tfaa  final  rule 
rdqihrmg  tba  suknussioa  of  a  PMA  for 
the  device. 

SectioA  Sl5tf>UZ](A}  of  tlia  act 
provides  that  a  proceeding  to 
promulgate  a  final  rule  to  req|uire 
premaiket  approval  shall  be  initiated  by 
pubiicatioQ  in  the  Federal  Ragister  of  a 
notice  of  proposed  rulemaidng 
containing;  U)  The  proposed  rule.  (2) 
proposed  findings  with  respect  to  the 
degree  of  risk  of  illness  or  injury 
designed  to  be  eliminated  or  reduced  by 
requiring  the  device  to  have  so 
approved  PMA  or  a  declared  completed 
PDF  and  the  benefit  to  the  public  from 
the  use  of  the  device,  (3)  an  opportunity 
for  the  submission  of  comments  on  the 
proposed  rufe  and  the  proposed 
findings,  and  t*)  an  opporfuoity  to 
request  a  change  in  the  classification  of 
the  devtcB  based  on  new  information 
relevant  to  the  cfassrfication  of  the 
device. 

Section  515(bK2)fB)  of  fhe  act 
provides  that,  if  FDA  receives  a  request 
for  a  change  in  the  classification  of  the 
device  within  15  days  of  the  publication 
of  the  notice,  FDA  shd!.  wfthin  SOdays 
of  the  pubBcstron  of  the  notice,  consuh 
with  the  appropriate  FDA  advisory 
committee  and  publish  a  notice  denying 
the  reque^  for  change  of  dasstfication 
or  annotirtcinf  lis  intent  to  initiate  a 
proceeding  to  reclassify  the  device 
under  SKtkn  SI 3(e)  of  the  act.  If  FDA 
dues  not  initiate  such  a  proceeding, 
section  515(b)(3>  of  the  act  provides  that 
FDA  shaU,  aftar  th»  ckts*  of  dw 
comment  period  on  the  proposed  rule 
and  consideratioc  of  any  coranMots 
received,  promulgate  a  final  rule  to 
require  prexoorket  approval  cr  puhhsb  a 
notice  terminating  the  proceeding.  If 
FDA  terminates  the  proceeding,  FDA  i$ 
required  to  initiate  reckssification  of 
the  device  under  aectidn  S13M  of  the 
art,  unless  the  reason  for  teimuuttion  is 
that  the  device  is  a  banned  device  under 
section  516  of  the  act  [21  USH  360f). 

U  a  proposed  rule  to  require 
preraarket  approval  for  a 
praamendmeots  device  is  made  final, 
section  501(f)(2ltB)  of  the  act  t21  U.S.C. 
351(fJ(2KBU  require  that  a  PMA  or  a 
nubee  of  corapLetioa  of  a  PDP  Ux  any 
such  device  be  filed  within  SA  days  of 
the  date  of  promulgation  of  the  final 
rule  or  30  months  after  final 
classification  of  the  device  under 
section  SI  3  of  the  act,  whichever  is 
later.  If  a  PMA  or  a  notice  of  compl^ion 
of  a  PDF  is  not  filed  by  th»  later  of  the 
two  dates,  cocnmeccial  distribution  of 
the  device  is  required  to  ceas*.  The 
device  may,  however,  be  distributed  for 
investigational  use  if  the  laanufacturer, 
importer,  or  other  sponsor  of  the  device 
complies  with  die  IDE  regulatioas.  li  a 


PMA  or  a  BOtica  of  coQ^lafeion  of  a  PDP 
is  not  filed  by  IdM  ktM  (rf  th«  two  dfltas. 
and  no  IDE  is  in  effect,  the  device  is 
deemed  to  be  adulterated  within  the 
meaning  of  section  SOllfMlUA)  of  the 
act,  and  sak^aGt  to  seizure  and 
condemnatioa  vadar  sactioB  304  of  the 
ad  Ul  U.SC  33M  if  its  distributics 
c(»tinues.  Sfaipmeftt  of  the  device  in 
interstate  comnrarce  will  be  subject  to 
injunction  under  section  302  of  the  act 
(21  U.S.C.  332];,  and  the  iadividuals 
responsible  for  suda  sliipment  wUl  be 
subject  to  prosecution  under  section  303 
of  the  act  f21  U.S.C.  3»J.  FDA  has  hi 
the  past  requested  that  manufacturers 
take  actioa  to  prcvoU  &e  faztiMr  «s*  of 
devices  for  which  bo  PMA  has  been 
filed  and  may  datennine  that  soch  a 
request  is  appropriale  for  tasticuk* 
prostheses. 

The  act  does  not  p>enait  an  extamoB 
of  the  so-day  period!  altcs  nranulcation 
of  •  SmtelL  rale  wilkia  whka  aa 
application  or  a  notice  is  required  Itkbe 
filed.  The  House  Report  on  the 
amendments  states  that  "the  fliirty 
movlh  'grace  period'  arftirdied  alter 
classificatioR  of  a  device  into  class  IB  * 
*  *  is  suffiaoBt  time  for  manufactwers 
and  importecs  to  develop  the  date  and 
conduct  the  investigations  necessary  to 
support  an  apf^icadon  for  premaikst 
approvah"  (H.  Kept.  94-853.  Mth  Cong., 
2d  ses&  42  (1976)). 

A.  Classification  of  the  Testicular 
Prosthesis 

In  the  Federal  Register  of  November 
23, 1983  (48  FR  S3Q12  al  530241.  FDA 
issued  a  final  rule  classifying  the 
testicular  prosthesis  into  class  HI 
(§  876.S75a  (21  CFR  876.3750]).  The 
preamble  to  the  proposal  to  classify  the 
testicular  prosthesis  (46  FR  7580, 
Jaiutary  23, 1961)  included  the 
recommendation  of  the 
Gastroenterology-Urology  Devices  Panel 
(the  Panel),  an  FDA  advisory  committee, 
which  met  on  Septenabw  2£  and  27, 
1976,  regarding  the  classificatioo  of  the 
device.  The  Panel  recommended  that 
the  device  be  in  class  II.  but  identifiied 
certain  risks  to  health  preseoted  by  the 
device.  FDA  disagreed  with  the  Panel's 
recommendation  and  proposed  that  the 
testicular  prosthesis  be  clossifiAd  inlo 
class  UI.  The  proposal  stated  that  the 
agency  believed  that  insufficient 
information  existed  to  determine  that 
general  controls  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  (x  to 
establish  a  perforraance  standard  to 
provide  this  assurance.  The  proposal 
stated  that  premarket  ^proval  is 
necessary  for  this  device  because  it 
presents  a  potential  uatreasonable  risk  of 
injury  doe  to:  (1)  Possible  nai^atioo  of 


silicone  gel  bam  tho  iaterioi  ef  the 
prosthesis  to  adjacent  tissue  (with  or 
without  rupture  of  the  silicone 
elastomer  shell);  and  fZ)  possible  long- 
term  toxic  effects  of  the  siKcone 
polymers  fnm  whicji  the  prosthesis  is 
rabricated.  In  support  of  its  proposal  to 
strengthen  regnlatory  surveillance  of  the 
device,  FDA  cited  reiferences  supporting 
the  proposed  classffication. 

frr  the  Federal  Regnler  of  ^>rtl  7. 
1961  (46  FR  20687).  the  agency 
reopened  the  comment  period  for  the 
proposed  regulation  dassffying  this 
device  for  an  additional  60  days.  This 
additional  60-day  comment  period  was 
established  because  the  proposed 
classification  regalatioii  fcr  the 
testicular  prosthesis  bed  staled 
incorrectly  diat  the  Panel  reconrmended 
that  the  device  be  classified  into  ciass 
III,  rather  thm  class  B.  In  the  Federal 
Register  notice  of  Aprrl  7. 19S1,  FDA 
annosnced  that  on  April  13, 19n,  a 
meeting  of  the  Panel  would  he  held. 
During  this  meeting,  Ate  Panel  renewed 
all  comments,  mud  agana  reconmended 
that  the  testicular  prosthesis  be 
classified  into  class  IL  No  other 
comments  were  received  during  the 
remainder  of  the  comment  pwiod. 
Again,  FDA  disagreed  with  ^te  Psnefs 
recommendation  amd  proposed  that  the 
testicular  prosthesis  be  classified  into 
class  m.  FDA  searched  the  medical 
literature  and  further  documented  the 
risks  to  health  resukug  fnm  silicone 
implants. 

the  preamble  to  the  November  23, 
1983  final  rule  (48  FR  53012)  classifying 
the  device  advised  that  the  earliest  date 
by  wdiicfa  PMA's  for  the  device  could  be 
required  was  June  30, 1986.  or  90  days 
after  promidgaiion  <^a  rule  requiring 
premaiket  approval  for  the  device, 
whichever  occurs  l^er. 

In  the  Federal  Register  of  laauary  6^ 
1989  (54  FR  550).  FDA  pkdiliahad  a 
notice  of  intai^  to  initiate  proceedings- 
to  require  premarket  tqiproval  of  31 
preamendnoents  class  III  devices 
assigned  a  high  priority  by  FDA  for  the 
application  of  premarket  approval 
requirements.  Among  oiher  things,  the 
notice  described  the  factors  FDA  takes 
into  account  in  establishing  priorities 
for  proceedings  under  section  515(b)  of 
the  act  for  promulgating  final  rules 
requiring  that  prearaendraants  class  ID 
devices  have  approved  PMA's.  Using 
those  factors,  FDA  has  determined  that 
the  testicxdar  prosthesis  identified  in 
§876.3750  has  a  hi^  priority  for 
initiating  a  proceeding  to  rec^ire 
premarket  approvaL  Accordingly,  FDA 
is  commencing  a  proceeding  under 
section  515(b)  «rfthe  act  to  req*ftre  that 
the  testicular  prosthesis  has  an 
approved  PMA. 
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B.  Dates  New  Requirements  Apply 

In  accordance  with  section  515(b)  of 
the  act,  FDA  is  proposing  to  require  that 
a  PMA  or  a  notice  of  completion  of  a 
PDF  be  filed  with  the  agency  for  the 
testicular  prosthesis  within  90  days  after 
promulgation  of  any  final  rule  based  on 
this  proposal.  An  applicant  whose 
device  was  in  commercial  distribution 
before  May  28, 1976.  or  has  been  found 
by  FDA  to  be  substantially  equivalent  to 
such  a  device,  will  be  permitted  to 
continue  marketing  the  testicular 
prosthesis  during  FDA's  review  of  the 
PMA  or  notice  of  completion  of  the 
PDP.  FDA  intends  to  complete  the 
review  of  any  PMA  for  the  device 
within  180  dJays  and  a  notice  of 
completion  of  a  PDP  within  90  days. 
FDA  cautions  that,  under  section 
515(d)(l)(B)(i)  of  the  act.  FDA  may  not 
enter'into  an  agreement  to  extend  the 
review  period  for  a  PMA  beyond  180 
days  unless  the  agency  finds  that  "*  • 
•  the  continued  availability  of  the 
device  is  necessary  for  the  public 
health." 

FDA  intends  that,  under  21  CFR 
812.2(d),  the  preamble  to  any  final  rule 
based  on  this  proposal  will  state  that,  as 
of  the  date  on  which  a  PMA  or  notice 
of  completion  of  a  PDP  is  required  to  be 
filed,  the  exemptions  in  21  CFR 
812.2(c)(1)  and  (c)(2)  from  the 
requirements  of  the  IDE  regulations  for 
preamendments  class  III  devices  will 
cease  to  apply  to  any  testicular 
prosthesis  which  is:  (1)  Not  legally  on 
the  market  on  or  before  that  date,  or  (2) 
legally  on  the  market  on  or  before  that 
date  but  for  which  a  PMA  or  PDP  is  not 
filed  by  that  date,  or  for  which  PMA 
approval  has  been  denied  or  withdrawn. 

If  a  PMA  or  notice  of  completion  of 
a  PDP  for  the  testicular  prosthesis  is  not 
filed  with  FDA  within  90  days  after  the 
date  of  promulgation  of  any  final  rule 
requiring  premarket  approval  for  the 
device,  commercial  distribution  of  the 
device  must  cease.  The  device  may  be 
distributed  for  investigational  use  only 
if  the  requirements  of  the  IDE 
regulations  regarding  significant  risk 
devices  are  met.  The  requirements  for 
significant  risk  devices  include 
submitting  an  application  to  FDA  for  its 
review  and  approval.  An  approved  IDE 
is  required  to  be  in  effect  before  an 
investigation  of  the  device  may  be 
initiated  or  continued.  FDA,  therefore, 
cautions  that  IDE  applications  should  be 
submitted  to  FDA  at  least  30  days  before 
the  end  of  the  90-day  period  to  avoid 
interrupting  investigations. 

C.  Description  of  the  Device 

A  testicular  prosthesis  is  an 
implanted  device  that  consists  of  a  solid 


or  gel-filled  silicone  rubber  prosthesis 
that  is  implanted  surgically  to  resemble 
a  testicle. 

The  proposed  rule  to  require 
premarket  approval  of  testicular 
prostheses  applies  only  to  legally 
marketed  testicular  prostheses 
identified  above  that  were  commercially 
distributed  before  May  28. 1976,  and  to 
devices  introduced  into  commercial 
distribution  since  that  date  that  have 
been  found  to  be  substantially 
equivalent  to  such  testicular  prostheses. 

D.  Proposed  Findings  With  Respect  to 
Risks  and  Benefits 

As  required  by  section  515(b)  of  the 
act.  FDA  is  publishing  its  proposed 
findings  regarding;  (1)  The  degree  of  risk 
of  illness  or  injury  designed  to  be 
eliminated  or  reduced  by  requiring  the 
testicular  prosthesis  to  have  an 
approved  PMA  or  PDP.  and  (2)  the 
benefit  to  the  public  from  the  use  of  the 
device. 

E.  Degree  of  Risk 

On  April  13. 1981.  the  Panel  met  to 
review  and  consider  all  comments  that 
were  submitted  to  FDA  on  the  proposed 
regulation  to  classify  testicular  implants 
into  class  III.  During  this  meeting  the 
panel  reviewed  all  comments  and  again 
recommended  that  the  testicular 
prosthesis  be  classified  into  class  II. 
Again  FDA  disagreed  with  the  Panel's 
recommendation  and  proposed  that  the 
testicular  prosthesis  be  classified  into 

class  III. 

Because  the  silicone  gel-filled 
testicular  prosthesis  is  similar  in 
materials  and  construction  to  the 
silicone  gel-filled  breast  prosthesis 
(Refs.  1  through  3),  many  of  the  risks 
associated  with  the  use  of  the  silicone 
gel-filled  breast  prosthesis  may  also  be 
associated  with  the  use  of  the  silicone 
gel-filled  testicular  prosthesis. 
Additionally,  several  of  these  risks  may 
also  be  associated  with  the  use  of  the 
solid  silicone  rubber  testicular 
prosthesis.  FDA  has  now  determined 
that  the  following  are  significant  risks 
associated  with  the  use  of  either  the 
solid  or  the  gel-filled  silicone  rubber 
testicular  prosthesis: 

\.  Extrusion/erosion  of  the  testicular 
prosthesis.  Extrusion  and  erosion  of  the 
testicular  implant  through  the  scrotal 
wall  are  among  the  most  common 
complications  associated  with  the  use  of 
these  devices.  Prosthesis  extrusion  is 
usually  associated  with  concurrent 
wound  dehiscence  in  instances  where 
the  device  was  inserted  through  a 
scrotal  incision  (Refs.  1,  4  through  8). 
Skin  erosion  has  been  reported 
following  implantation  of  the  testicular 
prosthesis  due  to  the  presence  of  a 


Dacron  suture  tab  (Refs.  6.  8.  and  9), 
insertion  of  an  oversized  device  (Ref.  5), 
or  aggressive  dissection  of  the  subdartos 
pocket  (Ref.  10),  and  could  result  in 
subsequent  infection  or  device 
extrusion.  Beer  and  Kay  (Ref.  11) 
suggest  that  the  rate  of  extrusion  due  to 
wound  dehiscence  alone  is  between  3 
and  8  percent. 

2.  Displacement  of  the  testicular 
prosthesis.  Displacement  or  migration  is 
another  commonly  reported  adverse 
event.  The  prosthesis  can  migrate  to  a 
variety  of  locations  within  the  body, 
including  in  front  of  or  behind  the 
contralateral  testis  or  above  the  scrotum. 
Displacement  can  be  caused  by  either 
inadequate  scrotal  distension  prior  to 
insertion  or  improper  surgical 
placement/fixation  (Refs.  4,  5,  and  12). 

3.  Fibrous  capsular  contracture. 
Fibrous  capsular  contracture,  the 
formation  of  a  constricting  fibrous  layer 
around  the  prosthesis,  has  been 
associated  with  the  presence  of 
testicular  implants  (Ref.  6).  Capsular 
contracture  may  result  in  excessive 
scrotal  firmness,  discomfort,  pain, 
disfigurement,  and  displacement  of  the 
implant. 

Although  the  etiological  factors  of 
capsular  contracture  have  not  been 
reported  with  testicular  implants, 
several  factors  have  been  suggested  with 
the  breast  implant,  including  hematoma, 
infection,  and  foreign  body  reaction. 
Despite  these  reports,  no  single  factor 
has  been  demonstrated  to  be  the  sole 
cause  of  contracture.  The  etiology  of 
contracture  is  not  understood  (Refs.  13 
through  18). 

4.  Infection.  Infection,  a  risk  of  any 
surgical  implant  procedure,  is 
associated  with  the  use  of  testicular 
implants  (Refs.  4,  6.  7.  8. 11.  12. 19.  and 
20).  As  in  any  implantation  procedure, 
compromised  device  sterility  and 
surgical  techniques  may  be  major 
contributing  factors  to  this  risk.  Usually, 
the  occurrence  of  infection  necessitates 
the  removal  of  the  prosthesis  (Refs.  6,  7. 
8.  20,  and  21).  It  has  been  suggested 
with  the  silicone  gel-filled  breast 
prosthesis  that  infection  may  also 
contribute  to  the  early  development  of 
capsular  contracture  (Refs.  14, 15. 16, 
22.  and  23).  . 

5.  Human  carcinogenicity. 
Carcinogenesis  has  been  widely 
discussed  as  a  reputed  risk  secondary  to 
implantation  of  any  material.  Evidence 
from  the  literature  indicates  that,  in 
animal  studies,  different  forms  of 
silicone  have  been  associated  with 
various  types  of  cancer  (Refs.  24  through 
28).  Cases  of  several  types  of  cancer  in 
humans  have  been  reported  in 
association  with  various  forms  of 
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implanted  silicone  (Refs.  29  through 
32). 

6.  Human  reproductive  and 
teratogenic  effects.  The  effect  of  certain 
silicone  compounds  on  the  reproductive 
potential  of  the  male  is  largely 
unknown.  Le  Vier  and  Jankowiak  report 
that  at  least  one  form  of  organosiloxane, 
which  is  known  to  be  present  in  some 
silicone  gels,  mimics  estrogens  in  the 
male  rat.  leading  to  rapid  testicular 
atrophy  (Ref.  36). 

Teratogenesis  includes  the  origin  or 
mode  of  production  of  a  malformed 
fetus  and  the  disturbed  growth 
processes  involved  in  the  production  of 
a  malformed  fetus.  Studies  using 
silicone  fluid  in  animals  have  been 
minimal,  and  yield  contradictory  and 
inconclusive  results  (Refs.  33  through 
35).  Prolonged  contact  with  either  the 
solid  silicone  device,  or  the  silicone  gel- 
filled  membrane  and  its  components, 
presents  a  potential  risk  of 
teratogenicity  in  humans. 

The  risk  of  adverse  reproductive  and 
teratogenic  effects  from  testicular 
implants  exists  only  in  the  subset  of 
piatients  who  have  a  single  prosthesis 
with  a  remaining  functional  testicle. 

7.  Immune  related  connective  tissue 
disorders — immunological  sensitization. 
Immunological  sensitization  may  be  a 
serious  risk  associated  with  the 
implantation  of  a  testicular  prosthesis. 
Immune  related  connective  tissue 
disorders  have  been  reported  in  women 
who  have  silicone  gel-filled  breast 
prostheses  or  who  have  had  silicone 
injections  in  augmentation 
mammoplasty.  There  are  clinical  reports 
of  several  patients  who  have  undergone 
augmentation  mammoplasty  with 
silicone  gel-filled  breast  prostheses  and 
later  presented  with  connective  tissue 
disease-like  syndromes  (Ref.  37). 
Because  testicular  prostheses  consist  of 
similar  silicone  elastomers  and  gels, 
further  study  of  the  potential  risk  of 
immune  related  connective  tissue 
disorders  in  humans  with  these 
implants  is  warranted. 

8.  Biological  effects  of  silica. 
Amorphous  (fumed)  silica  is  bound  to 
the  silicone  in  the  elastomer  of  the 
testicular  prosthesis,  and  may  be 
fibrogenic  and  immunogenic.  Fumed 
silica  and  the  silicone  shell  each  elicit 
cellular  responses  in  rats  (Ref.  38).  The 
biological  effects  of  silica,  particularly 
the  immunologic  component  of  these 
reactions,  present  a  potential  risk  tmd 
need  to  be  examined. 

9.  Silicone  gel  leakage  and  migration. 
This  potential  risk  pertains  only  to  the 
gel-filled  silicone  rubber  testicular 
prosthesis.  Silicone  gel  leakage  and 
migration  from  the  silicone  elastomer 
envelope,  either  from  rupture  of  the 


envelope  or  by  leaking  of  the  gel 
through  the  envelope  (gel  "bleed"),  are 
also  significant  risks  of  silicone  gel- 
filled  testicular  prostheses.  Rupture  of 
the  envelope  with  gel  leakage  and 
subsequent  migration  may  be  secondary 
to  surgical  technique  or  mechanical 
stresses,  such  as  routine  manual 
massage,  trauma,  and  wear  on  the 
envelope,  and  necessitates  removal  of 
the  prosthesis.  In  addition  to  the  above, 
silicone  gel-filled  breast  implants, 
which  are  similar  to  testicular  implants 
in  materials  and  construction,  are 
reported  to  "bleed"  micro  amounts  of 
silicone  through  the  intact  silicone 
elastomer  shell  into  the  surrounding 
tissues  (Refs.  39  through  48).  Although 
diffusion  of  silicone  gel  through  the 
elastomer  shell  has  not  specifically  been 
measured  in  the  testicular  prosthesis, 
gel  bleed  continues  to  be  a  possible  risk 
with  this  device  and  needs  to  be 
evaluated.  Migration  of  the  gel  into  the 
human  body  presents  the  potential  for 
development  of  adverse  effects  such  as 
granulomas  or  lymphadenopathy  (Refs. 
29  and  30).  The  ultimate  fate  of 
migrating  silicone  gel  within  the  body  is 
currently  not  well  understood. 

10.  Degradation  of  polyurethane 
foam.  This  potential  risk  is  associated 
only  with  those  testicular  prostheses 
that  are  covered  with  polyiirethane 
foam.  The  polyurethane  foam  material  . 
that  has  been  used  to  cover  some 
testicular  prostheses  is  known  to 
degrade  over  time  with  a  potential 
breakdown  product  of  2,4 
diaminotoluene  (TDA),  a  known 
carcinogen  in  animals  (Refs.  49  through 
54).  The  fate  of  the  degraded  product  in 
vivo  is  unknown  to  date,  and  the  use  of 
this  material  in  testicular  implants  may 
have  been  discontinued  (Ref.  6).  Case 
reports  of  the  polyurethane  foam 
covered  silicone  gel-filled  breast 
implant  indicate  that  there  is  greater 
difficulty  with  the  removal  of  this  type 
of  prosthesis  due  to  a  fragmented 
polyurethane  shell  and/or  capsular 
tissue  ingrowth  (Refs.  55  through  61). 
Foreign  body  responses  have  been 
reported  concurrent  with  the  use  of  the 
polyurethane  foam  covered  testicular 
prosthesis  in  humans  (Ref.  6). 

F.  Benefits  of  the  Device 

The  testicular  prosthesis  is  intended 
to  simulate  the  presence  of  a  testicle 
within  the  male  scrotum,  and  it  is 
indicated  in  subjects  who  are  missing 
one  or  both  testes  due  to  either 
congenital  or  acquired  reasons. 
Testicular  prosthesis  implantation  is  a 
discretionary  surgical  procedure 
performed  for  psychological,  rather  than 
for  other  medical  reasons. 


Testicular  prostheses  are  commonly 
used  to  correct  congenital  anomalies  in 
young  males  who  are  bom  without  one 
or  both  testicles  (i.e.,  testicular  agenesis 
or  atrophy)  (Refs.  6, 19,  and  62  through 
64).  Additionally,  such  devices  are  often 
implanted  subsequent  to  removal  of  one 
or  both  testes  for  one  of  several  reasons: 
Malignant  cancer  of  the  prostate, 
testicular  cancer,  testicular  torsion, 
cryptorchidism,  failed  orchiopexy, 
epididymitis/orchitis,  or  testicular 
trauma  (Refs.  4.  6. 12,  and  65  through 
68). 

Men  facing  orchiectomy  (removal  of 
the  testicles)  may  experience  depression 
that  accompanies  this  degenerative 
change  in  body  image.  Such  feelings  of 
depression  have  been  equated  to  the 
experiences  of  women  who  have 
undergone  mastectomy  or  hysterectomy 
(Refs.  6,  8,  and  19).  Shame  and  feelings 
of  inferiority  are  common,  and  can  lead 
to  anxiety,  personality  changes,  changes 
in  one's  customary  life  style,  fear  of 
sexual  rejection,  and  psychogenic 
impotence  (Refs.  5  through  8,  11  and 
69).  It  has  also  been  reported  that  a 
visible  defect  in  a  child's  genital  region 
may  result  in  feelings  of  irtferiority, 
leading  to  social  isolation.  Such 
occurrences  may  produce  psychological 
problems,  and  they  may  have  an  effect 
upon  the  child's  emotional  development 
and  sexual  identity  (Refs.  2,  3,  5  through 
8, 11,  63,  and  70).  Implantation  of  a 
testicular  prosthesis  may  help  to 
alleviate  such  feelings  in  males  of  all 
ages,  thereby  improving  quality  of  fife 
(Refs.  69,  71,  and  72).  The  studies  which 
have  been  published  indicate  that 
recipients  of  testicular  prostheses 
exhibit  a  high  degree  of  satisfaction  with 
their  surgery  (Refs.  2,  67,  and  73). 
However,  these  conclusions  regarding 
the  psychological  benefit  of  the 
testicular  prosthesis  are  neither 
quantitative,  nor  were  they  measured 
using  established  standardized  tests. 

G.  Need  for  Information  for  Risk/Benefit 
Assessment  of  the  Device 

As  the  above  sections  indicate,  there 
is  reasonable  knowledge  of  the  risks  and 
benefits  associated  with  the  testicular 
prosthesis.  There  is,  however, 
insufficient  valid  scientific  evidence  to 
permit  FDA  to  perform  a  risk/benefit 
analysis.  Therefore,  FDA  is  now  seeking 
further  information  on  the  following 
safety  and  effectiveness  issues 
associated  with  the  testicular  prosthesis: 

1.  Long-term  effectiveness  data  for  the 
device  is  needed.  The  incidence  of 
implant  failure  and  attendant  causes,  as 
well  as  the  incidence  of  reoperations 
required,  have  not  been  clearly 
identified.  Such  device  failures  include, 
but  are  not  limited  to:  Implant 
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migralioa.  extrusion,  and  erosion.  Also, 
the  incidences  of  infection,  hematoma, 
pain/discomfort,  and  penile  and  scrotal 
edema  secondary  to  testicular  prosthesis 
implantation  are  poorly  luiderstood. 
This  information  is  necessary  in  order  to 
perform  an  appropriate  risk/benefit 
analysis. 

2.  The  incidence  of  fibrous  capsular 
contracture  must  be  clarified.  It  is  not 
clear  what  methods  are  used  in  the 
prevention  and  treatment  of  capsular 
contracture  in  patients  with  testicular 
implants,  nor  is  it  clear  how  these 
approaches  may  reduce  the  risks 
associated  with  use  of  this  device. 

3.  For  the  gel-filled  silicone  rubber 
testicular  prosthesis,  the  potential  risks 
associated  with  silicone  gel  leakage  and 
its  subsequent  migration  need  further 
clarification.  This  should  include 
consideration  of  gel  cohesiveness, 
envelope  thickn^s/strength.  diffusion 
of  the  gel  through  the  envelope  (gel 
"bleed"),  and  the  role  that  physical, 
mechanical,  and  chemical 
characteristics  of  silicone  elastomers 
and  gels  play  in  the  immediate  or  long- 
term  ruptiue  of  testicular  implants. 

4.  Data  from  both  long-term  clinical 
studies  and  mechanical  testing  are 
needed  to  determine  the  incidence  of 
rupture/fractiue  and  its  relationship  to 
the  physical  characteristics,  e.g.,  tensile 
strength  and  compressive  cyclic  fatigue 
strength,  of  the  device. 

5.  The  potential  long-term  adverse 
effects  of  testicular  implants,  such  as 
cancer,  immune  related  connective 
tissue  disorders,  and  reproductive  and 
teratogenic  effects,  are  unknown. 
Likewise,  in  the  polyurethane  foam 
covered  testicular  prosthesis,  the  long- 
term  effects  of  the  polyurethane  foam 
(such  as  mechanical  integrity  and 
carcinogenicity)  are  also  not 
understood.  The  agency  notes  that 
neither  the  particles,  which  may  be  shed 
from  the  shell  (Refs.  18  and  74),  nor  the 
chemical  forms  of  silicone  monomers  or 
other  additives,  which  may  leach  from 
the  shell,  have  been  characterized,  and 
their  metabolic  fates  are  not  known  (Ref. 
33).  Furthermore,  no  satisfactory 
independent  study  has  thoroughly 
evaluated  the  chronic  long-term 
toxicology  of  crosshnked  silicone 
polymers  of  different  molecular  sizes. 
Because  young  males,  including  infants, 
are  the  recipients  of  a  significant 
percentage  of  these  implants. 
information  regarding  the  chronic  toxic 
effects,  including  possible  reproductive 
and  teratogenic  efiiacts  of  silicone,  could 
be  of  substantial  importance  in 
determining  the  risk  to  these  patients. 

6.  The  immediate  post-surgical  and 
long-term  psychological  benefits  of  the 
da  vice,  as  compared  to  pre>surgical 


levels,  need  to  be  examined  and 
quantified.  In  order  to  document  the 
benefits  of  scrotal  construction/ 
restoration  with  testicular  prostheses, 
such  factors  as  patient  satisfaction, 
improved  self-image,  and  improved 
psychological  outlook,  need  to  be 
studied  using  well  established 
standardized  tests. 

FDA  believes,  therefore,  that  the 
testicular  prosthesis  should  imdergo 
premarket  approval  to  determine 
whether  the  risks  of  using  the  device  are 
adequately  balanced  by  its  benefits. 

n.  PMA  ContenU 

Any  PMA  for  the  device  must  include 
the  information  required  by  section 
515(c)(1)  of  the  act  and  the 
implementing  provisions  imder  21  CFR 
814.20.  Such  a  PMA  shall  include  a 
detailed  discussion,  accompanied  by  the 
results  of  applicable  precUnical  and 
clinical  studies,  of  the  above  identified 
risks  and  the  effectiveness  of  the  device. 
In  particular,  the  PMA  shall  include  all 
known  or  otherwise  available  data  and 
other  information  regarding:  (1)  Any 
risks  known  to  the  applicant  that  have 
not  been  identified  in  this  document, 
and  (2)  the  effectiveness  of  the  specific 
testicular  prosthesis  that  is  the  subject 
of  the  application  (or,  if  adequate 
justification  can  be  provided,  applicable 
effectiveness  information  for  other 
testicular  prostheses).  Valid  scientific 
evidence,  as  defined  in  21  CFR  860.7, 
addressing  the  safiaty  and  effectiveness 
of  the  device  should  be  presented, 
evaluated  and  summarized  in  a  section 
or  sections  of  the  PMA  separate  from 
known  or  otherwise  available  safety  and 
effectiveness  information  that  does  not 
constitute  valid  scientific  evidence  (e.g., 
isolated  case  reports,  random 
experiences,  etc.). 

A.  Manufacturing  Information 

All  manufacturing  information  for  the 
device  should  be  completely  described. 
The  information  should  include,  but  not 
necessarily  be  limited  to,  the  chemical 
formulation  and  manufacturing 
procedures  and  processes,  presented  in 
a  step-by-step  manner  from  the  starting 
materials  to  the  finished  product, 
including,  but  not  limited  to,  all 
nonreactants  and  reactants  (including 
intermediate  precursors)  for  the  outer 
shell,  patch,  internal  gel,  suture  tab,  and 
polyurethane  foem  covering  (if 
applicable).  A  complete  master  list  of 
the  common  chemical  names  and 
alternate  names  (manufacturer's  trade 
name  or  code)  for  all  nonreactants. 
reactants  (including  intermediate 
precursors)  and  products  should  be 
provided.  Chemical  characterization  of 
the  elastomer  intermediates,  outer  shell. 


patch,  internal  gel,  suture  tab.  and 
polyurethane  foam  covering  (if 
applicable)  sufficient  to  demonstrate 
control  of  the  chemical  processing  of  the 
device  materials  should  be  provided. 
This  should  be  based  on  lot-to-lot 
comparisons  of  the  following 
information:  (1)  The  molecular  weight 
distribution,  expressed  as  weight 
average  molecular  weight  (Mw),  number 
average  molecular  weight  (Mn),  peak 
molecular  weight  (Mp),  Z  average 
molecular  weight  (Mz),  polydispersity 
(MWD),  and  viscosity  average  molecular 
weight  (Mv)  of  these  precursors;  (2)  the 
results  of  analyses  for  residual  levels  of 
volatile  and  nonvolatile  cyclic 
compounds;  and  (3)  a  comparison  of 
viscosity,  number  average  molecular 
weight,  and  percent  volatiles  on  a  single 
graph.  Documentation  establishing  the 
extent  of  crosslinking  in  the  shell 
material,  or  the  silicone-hydride  and 
vinyl  content  of  crosshnked  shell 
material,  as  well  as  the  particle  size  of 
the  silica  if  present  in  the  shell,  patch, 
or  gel  should  be  provided.  The  standard 
operating  procedures  for  sterility  and 
materials  qualifications  should  be 
included. 

B.  Preclinical  Data 

Complete  identification  and 
quantification  of  all  chemicals, 
including  residual  cyclics  and 
oligomers,  extractable  from  each  of  the 
individual  structural  components  (outer 
shell,  patch,  internal  gel,  suture  tab,  and 
any  other  materials)  as  they  are  found  in 
the  final  sterilized  device  should  be 
reported.  The  solvents  used  for 
extraction  should  have  varying 
polarities  and  should  include,  but  not 
be  limited  to:  ethanol,  ethanol/saline 
(1:9),  and  dichloromethane.  Other,  more 
contemporary  extraction  techniques, 
such  as  analytical-scale  supercritical 
fluid  extraction,  also  may  be  useful,  at 
least  for  exhaustive  extraction  of  the 
silicone  materials.  Experimental 
evidence  must  be  provided  that 
exhaustive  extraction  is  achieved  with 
one  of  the  selected  solvents,  and  the 
percent  recovery,  especially  for  the 
more  volatile  components,  reported. 
The  molecular  weight  distribution  of  th« 
extract  should  also  be  provided  along 
with  the  number  and  weight  average 
molecular  weight,  and  polydispersity. 
All  experimental  methodology  must  be 
described,  and  raw  data  (including 
instrument  reports)  provided  along  with 
all  chromatographs.  spectrograms,  etc. 
The  limit  of  detection  (2X  noise  level) 
must  be  provided  when  the  analyte  of 
interest  is  not  detected.  Laboratory  test 
methods  and  animal  experiments  used 
in  the  characterization  of  the  physical, 
chemical  (other  than  exhaustive 
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extraction)  and  mechanical  properties  of 
the  device  should  be  applicable  to  the 
intended  use  of  the  device  in  humans. 
Information  relevant  to  the  distribution 
and  metabolic  fate  of  silicone  and  any 
other  materials  used  in  the 
manufacturing  of  the  device  should  be 
supplied. 

All  physical  and  chemical  properties 
of  the  device  should  be  completely 
characterized,  using  a  statistically  valid 
number  of  samples  per  test.  These 
properties  should  include,  but  not 
necessarily  be  limited  to,  tensile,  fatigue 
and  shear  strengths,  elastic  modulus, 
and  chemical  properties  of  the  sterilized 
finished  device.  These  tests  should 
include  the  following  specific  methods 
or  their  equivalent:  ASTM  Test  Method 
D412  to  measure  ultimate  elongation 
and  total  energy  to  rupture  of  the  outer 
shells,  patches,  and  other  elastomeric 
components  that  comprise  either  the 
lumen  (v»^ith  the  gel-filled  silicone 
rubber  testicular  prosthesis)  or  the  bulk 
(with  the  solid  silicone  rubber  testicular 
prosthesis)  of  the  finished  product; 
ASTM  Test  Method  D624  to  determine 
tear  resistance  of  all  elastomeric 
components,  including  the  patch 
material;  abrasion  resistance  test  of  the 
outer  elastomeric  component(s);  applied 
pressure  at  the  rate  of  1  Hertz  in  air 
versus  number  of  cycles  (S/N)  curve, 
constructed  on  the  basis  of  cyclical 
compression  testing  of  intact  sterilized 
devices;  and  ASTM  Test  Method  F703 
(section  7.2)  to  test  integrity  of  adhered 
or  fused  joints.  A  complete  report  of  the 
cohesivity  testing  of  the  gel  must  also  be 
reported  for  the  gel-filled  silicone 
rubber  devices. 

For  the  silicone  gel-filled  testicular 
prostheses,  the  gel  bleed  performance  of 
the  shell  (including  patch  materials  in 
separate  testing),  determined  from  the 
results  of  measurements  using  a 
standard  diffusion  cell  maintained 
slightly  below  body  temperature  (i.e., 
35°  C)  and  using  stirred,  physiologic 
saline  as  a  receptacle  medium  for  the 
bleed,  must  be  reported.  Each  variation 
in  shell  thickness  or  design  must  be 
measured  to  accurately  determine 
diffusion  coefficients  (with  appropriate 
time  dependencies).  The  chemical 
identification  of  the  bleed  product, 
including  molecular  weight 
distribution,  must  be  reported. 

Toxicological  effects  (e.g., 
cytotoxicity,  mutagenicity,  suppression 
of  the  immune  system,  allergenicity, 
and  reproductive  and  developmental 
toxicity)  should  be  identified.  Complete 
mutagenicity  testing  of  each  chemical 
extracted  ft-om  the  finished,  sterilized 
components  of  the  device  should 
include  the  following  tests:  Bacterial 
mutagenicity,  mammalian  mutagenicity. 


DNA  damage,  and  cell  transformation         C.  Clinical  Data 


assay. 

Acute,  subchronic  and  chronic 
toxicity  studies  using  the  chemicals 
recovered  by  the  above  exhaustive 
extraction  processes  should  be  provided 
in  the  evaluation  of  long-term 
biocompatibility  of  the  device, 
including  dose  response  and  time  to 
response  as  well  as  gross  and 
histopathological  findings  in  tissues 
both  surroimding  implants  and  distal  to 
implant  sites  (lymph  nodes, 
contralateral  testis,  prostate,  bladder, 
liver,  kidneys,  lungs,  etc.).  Animal 
studies  of  chronic  toxicity, 
carcinogenicity,  reproductive  toxicity, 
teratogenicity  and  later  effects  on 
offspring  should  be  performed  using 
scientifically  justified  test  methods. 
This  must  include  animal  testing  of  the 
individual  compounds  extracted  from 
the  final  sterilized  device.  In  particular, 
a  subset  of  these  studies  must  test  the 
compounds  extracted  from  the  materials 
of  the  sterilized  device  for  estrogen-like 
antigonadotropic  activity  in  an 
appropriate  animal  model  using 
scientifically  valid  methods.  Teratology/ 
reproductive  testing  of  the  final 
sterilized  device  and  extractables 
should  be  performed  in  an  appropriate 
species  using  validated  methods. 

Pharmacokinetic/'biodegradation 
studies  of  all  materials  contained  in  the 
finished  device  should  be  reported.  Of 
special  concern  are  questions  regarding 
the  ultimate  fate,  quantities,  sites/organs 
of  deposition,  routes  of  excretion,  and 
potential  clinical  significance  of  silicone 
retention  and  migration. 

For  the  polyurethane  foam  covered 
designs,  FDA  believes  that  in  vivo 
implant  studies  must  be  performed  to 
identify  and  determine  the 
bioabsorption,  distribution,  and 
elimination  of  the  polyurethane  coating 
(as  well  as  their  degradation  products) 
in  experimental  animals.  It  is  also 
important  to  identify  and  determine  the 
mechanism  and  rate  of  degradation,  as 
well  as  the  quantity  of  TDA  generated 
by  the  breakdown  of  polyurethane  foam 
covered  testicular  prostheses  after 
prolonged  exposure  under  in  vivo 
conditions  in  animals.  Additionally,  the 
agency  recommends  that  retrospective 
epidemiological  and  prospective 
clinical  studies  be  designed  to  assess  the 
potential  of  cancer  and  other  long-term 
complications  related  to  poljrurethane 
foam  covered  testicular  prostheses  in 
humans.  The  agency  suggests  that  these 
preclinical  and  epidemiological  studies 
be  conducted  as  a  separate  subset  of 
testicular  implant  safety  studies. 


Valid  scientific  evidence  should 
include  well-controlled  clinical  studies, 
with  detailed  long-term  foUowup,  in 
order  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
testicular  prosthesis.  Such  studies 
should  include  data  on  time  course 
presentations  of  clinical  data 
demonstrating  the  presence  or  absence 
of  device  migration,  skin  erosion, 
implant  extrusion,  rupture,  fibrous 
capsular  contracture,  infection,  or  any 
other  adverse  health  event,  including 
any  effects  on  the  immime  system  (both 
local  to  the  device  and  systemic)  and 
the  reproductive  system,  without  regard 
to  the  device  relatedness  of  the  event. 
The  diagnostic  criteria  for  each  type  of 
immunological  and  allergic 
phenomenon  should  be  defined  at  the 
beginning  of  the  study  and  cases  should 
be  well  documented  utilizing  these 
criteria. 

A  detailed  protocol  for  the  clinical 
trial,  with  explicit  patient  inclusion/ 
exclusion  criteria  and  a  well-defined 
foUowup  schedule,  should  be  specified. 
Any  deviations  from  the  protocol 
should  be  stated  and  justified.  Time 
course  presentations  of  patient 
satisfaction  with  and  psychological 
benefit  from  the  implantation  of  this 
device  as  well  as  information  on  the 
anatomical  effect  of  this  device  should 
be  provided.  Full  patient  accounting, 
including:  Theoretical  followup  (the 
number  of  patients  that  would  have 
been  examined  if  all  patients  were 
examined  according  to  their  followup 
schedules);  lost  to  followup,  including 
measures  taken  to  minimize  such  (with 
all  information  obtained  on  patients  lost 
to  followup);  time  course  of  revisions, 
including  all  explant  data;  and  time 
course  of  deaths,  should  be  reported.  As 
part  of  this,  each  clinical  report  should 
clearly  state  the  date  that  the  database 
was  closed  to  the  addition  of  new 
information.  Detailed  patient 
demographic  analyses  and 
characterizations  should  be  presented, 
and  should  show  that  the  patients 
included  in  the  study  are  representative 
of  the  population  intended  to  receive 
the  device. 

A  statistical  demonstration,  based  on 
the  number  of  patients  who  complete 
the  required  study  period,  should  show 
that  the  sample  size  of  the  clinical  study 
was  adequate  to  provide  accurate 
measures  of  the  safety  and  effectiveness 
of  this  device.  The  statistical 
demonstration  should  identify  the  effect 
criteria;  reasonable  levels  for  Type  I 
(alpha)  and  Type  II  (beta)  errors; 
anticipated  variances  of  the  response 
variables;  and  provide  any  assumptions 
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or  statistical  formulas  with  copies  of  any 
references  used  and  all  calculations 
made.  A  complete  description  of  any 
patient  randomization  technique  used, 
and  how  these  techniques  were 
employed  to  exclude  potential  sources 
of  bias,  should  be  provided.  Statistical 
justifications  for  pooling  across  several 
variables,  such  as  investigational  site, 
device  usage  (initial  implantation  versus 
revision),  type  of  device  (solid  or 
silicone  gel- filled,  polyurethane  foam 
coated  or  uncoated).  types  of  device 
surfaces,  device  placement,  and  incision 
site,  should  be  provided. 

Appropriate  control/comparison 
groups  should  be  included  and  justified 
and.  if  not.  their  absence  must  be 
justified.  All  hypotheses  to  be  tested 
must  be  clearly  stated.  Appropriate 
statistical  techniques  must  be  employed 
to  test  these  hypotheses  and  support 
claims  of  safety  and  effectiveness.  A 
sufficient  number  of  patients  needs  to 
be  followed  for  a  sufficient  length  of 
time  to  adequately  support  all  statistical 
claims  in  any  PMA  submission. 

For  the  polyurethane  foam  covered 
prosthesis,  the  following  information 
also  needs  to  be  presented:  (1)  The 
kinetics  of  the  end  products  generated 
from  the  degradation  of  the 
polyurethane  foam  (in  vivo);  (2)  the 
h^uency  and  incidence  of  infection 
and  complication  of  retrieval  of  the 
implant  by  surgeons  using  both 
polyurethane  foam  covered  and 
uncoated  prostheses  in  a  retrospective 
cohort  study;  and  (3)  the  neoplasticity  of 
the  material  as  well  as  its  general 
'  toxicity,  including  neurological, 
physiological,  biochemical,  and 
hematological  effects,  as  well  as 
pathology  following  prolongiad  and 
repeated  exposure  to  polyurethane  foam 
covered  testicular  prostheses. 

Any  epidemiological  studies  should 
contain  enough  subjects  to  detect  a 
small  but  significant  increase  in  one  or 
more  connective  tissue  diseases 
(especially  scleroderma)  that  may  be 
assodated  with  the  use  of  the  device. 

The  agency  beUeves  that  insufficient 
time  has  elapsed  to  permit  a  direct 
evaluation  of  the  risks  of  cancer  and 
immune  related  connective  tissue 
disorders  posed  by  the  presence  of 
silicone  in  the  human  body  and  that 
sufficient  epidemiological  data  or 
experimental  animal  data  are  not 
available  to  make  a  reasonable  and  fair 
judgment.  Therafore,  the  agency  will 
require  long-term  postapproval 
foUowup  for  any  testicular  prosthesis 
permitted  to  continue  in  commercial 
distribution.  Well-designed  clinical 
prospective  studies  with  long-term 
fullowup.  together  with  experimental 
animal  studies,  will  be  considered  as 


essential  in  the  determination  of  safety 
and  effectiveness  of  the  device.  Further, 
these  clinical  studies  must  collect  long- 
term  data  on  the  teratogenic/ 
reproductive  effects  of  the  device  as 
well  as  later  effects  on  offspring  (from 
those  patients  with  a  unilateral, 
functional  testicle). 

FDA  recognizes  that  the  primary 
benefit  of  testicular  prostheses  is 
cosmetic  in  nature.  The  effectiveness  of 
the  device  is  probably  the  maintenance 
or  enhancement  of  a  male's 
psychological  well-being  (Refs.  6  and  7). 
which  can  be  balanced  against  any 
illness  or  injury  from  the  use  of  the 
device.  FDA  understands  that 
evaluation  of  the  degree  of  benefit 
involves  an  assessment  of  patient 
satisfaction  and  psychological  well- 
being,  particularly  in  light  of  the 
function  of  the  device.  Such  evaluation 
includes  subjective  factors,  relates  to 
patient  expectations,  and  may  be 
transient  in  nature. 

The  evaluation  parameters  for  this 
portion  of  the  clinical  study  should  be 
structured  for  an  objective  and 
standardized  recording/measurement  of 
the  psychological  benefit  of  the  device. 
The  primary  requirements  for  an 
acceptable  scientific  documentation  of 
psychological  benefits  of  the  device  are 
the  use  of:  (1)  Prospective  research 
designs,  including  pre-and  post-surgical 
repeated  measures;  (2)  appropriate 
control/comparison  groups;  and  (3) 
standardized  test  instruments  rather 
than  informal,  yet-validated 
questionnaires.  Documentation  of  the 
psychological  consequences  of  testicular 
implants  shall  include:  (1)  Pre-surgical 
baseline  assessment  of  psychological 
status;  (2)  post-surgical  foUowup  of  any 
changes  in  psychological  status  for  at 
least  5  years,  or  until  physical  maturity 
of  the  subject  (whichever  occurs  later); 
(3)  statistical  comparison  of  post- 
surgical psychological  test  scores  versus 
pre-surgical  test  scores  within  the  group 
of  treated  patients;  (4)  statistical 
comparison  of  psychological  test  scores 
of  treated  patients  versus  untreated 
control  patients  at  all  pre-surgical  and 
post-surgical  assessment  intervals;  and 
(5)  correlation  of  the  psychological  data 
with  the  physical  outcomes  of  the 
implant  procedure.  The  risk/benefit 
assessment  (as  with  the  entire  PMA) 
must  rely  on  valid  scientific  evidence  as 
defined  in  21  CFR  860.7(c)(2)  ht>m  well- 
controlled  studies  as  described  in  21 
CFR  860.7(0  in  order  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  testicular  prosthesis 
in  the  surgical  correction,  restoration,  or 
construction  of  the  male  scrotal 
anatomy. 


Applicants  should  submit  any  PMA 
in  accordance  with  FDA's  "Premarket 
Approval  (PMA)  Manual."  The  manual 
is  available  upon  request  ftt)m  the 
Division  of  Small  Manufactiu^rs 
Assistance  (HFZ-220).  Center  for 
Devices  and  Radiological  Health,  Food 
and  Drug  Administration.  1901 
Chapman  Ave..  Rockville.  MD  20852. 

in.  Request  for  Conunents  With  Data 

FDA  is  providing  a  60-day  period  for 
interested  persons  to  submit  to  the 
Dockets  Management  Branch  (address 
above)  written  comments  regarding  this 
proposal  and  its  findings.  Two  copies  of 
any  comments  are  to  be  submitted, 
except  that  individuals  may  submit  one 

Tnose  wrishing  to  make  comments  are 
encouraged  to  discuss  all  aspects  of  the 
proposed  findings  regarding  the:  (1) 
Degree  of  risk,  illness  or  injury 
associated  with  the  use  of  the  testicular 
prosthesis,  (2)  experimental,  animal, 
and  human  studies  required  in  a  PMA 
of  the  device  in  order  to  assess  its  safety 
and  effectiveness.  (3)  feasibility  of  these 
studies  within  the  time  permitted  by  the 
act.  etc..  and  (4)  benefits  to  the  public 
from  the  use  of  the  device. 

The  comments  must  discuss  in  detail, 
for  example,  the  reasons  why  important 
new  information  on  the  safety  and 
effectiveness  of  the  device  could  not 
feasibly  be  submitted  within  the  time 
permitted,  or  why  animal  studies  may 
not  be  available  to  assess  long-term 
effects  such  as  connective  tissue 
disorders,  or  that  carefully  designed 
epidemiological  studies  may  not  be 
available  to  evaluate  the  long-term 
silicone  related  illnesses,  etc. 

CDRH  staff  are  available  to  provide 
guidance  to  manufacturers  on  any 
proposed  laboratory,  animal,  or 
epidemiological  studies  needed  in  a 
PMA  or  PDP. 

IV.  Opportunity  to  Request  A  Change  in 
Classification 

Before  requiring  the  filing  of  a  PMA 
or  PDP  for  a  device.  FDA  is  required  by 
section  515(b)(2)(A)(i)  through  (iv)  of 
the  act  and  21  CFR  860.132  to  provide 
an  opportunity  for  interested  persons  to 
request  a  change  in  the  classification  of 
the  device  based  on  new  information 
relevant  to  its  classification.  Any 
proceeding  to  reclassify  the  device  will 
be  under  the  authority  of  section  513(e) 
of  the  act. 

A  request  for  a  change  in  the 
classification  of  the  testicular  prosthesis 
is  to  be  in  the  form  of  a  reclassification 
petition  containing  the  information 
required  by  §  860.123,  including  new 
infonnation  relevant  to  the  classification 
of  the  device,  and  shall,  under  section 
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51S(b)(2)(B)  of  the  act.  be  submitted  by 
January  28. 1993. 

The  agency  advises  that  to  assure 
timely  filing  of  any  such  petiticm.  any 
request  should  be  submitted  to  the 
Ek>ckets  Managemmt  Branch  (address 
above)  and  not  to  the  address  provided 
in  §  860.123(b)(1).  If  a  timely  request  lor 
a  change  in  the  classification  of  the 
testicular  prosthesis  is  submitted,  the 
agency  wrill.  by  March  15. 1993.  after 
consultation  with  the  appropriate  FDA 
advisory  committee  and  by  an  order 
published  in  the  Federal  Register,  either 
deny  the  request  or  give  notice  of  its 
intent  to  initiate  a  diange  in  the 
classification  of  the  device  in 
accordance  with  section  513(e)  of  the 
act  and  §  860.130  of  the  regulations. 

V.  References 

The  following  references  have  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
and  may  be  seen  by  interested  persons 
between  9  a.m.  and  4  p.m..  Monday 
through  Friday. 
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VL  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(8)  that  this  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  effect 
upon  the  human  environment. 
Therefore,  neither  an  environmental 
assessment  nor  an  environmental 
impact  statement  is  required. 


Vn.  Economic  Impact 

FDA  has  examined  the  economic 
consequences  of  this  proposed  rule  in 
accordance  with  the  criteria  in  section 
.1(b)  of  Executive  Order  12291  and  finds 
that  this  proposal  would  not  be  a  major 
rule  as  specified  in  the  Order.  The 
agency  believes  that  only  a  small 
number  of  firms  will  be  affected  by  this 
proposed  rule,  and  the  agency  certifies 
under  the  Regulatory  Flexibility  Act 
(Pub.  L.  96-354)  that  the  proposed  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 


entities.  An  assessment  of  the  economic 
impact  of  any  final  rule  based  on  this 
proposal  has  been  placed  on  file  in  the 
Dockets  Management  Branch  (address 
above)  and  may  be  seen  by  interested 
persons  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday. 

Vni.  Comments 

Interested  persons  may,  on  or  before 
March  15. 1993,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Interested  persons  may,  on  or 
before  January  28, 1993,  submit  to  the 
Dockets  Management  Branch  a  written 
request  to  change  the  classification  of 
the  testicular  prosthesis.  Two  copies  of 
any  comments  or  requests  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  or  requests 
are  to  be  identified  with  the  docket 
number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  and  requests  may  be  seen  in 
the  office  above  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 
Comments  are  encouraged  on  all  aspects 
of  the  proposed  findings  and  the 
recommended  PMA  Contents. 

List  of  SubjecU  in  21  CFR  Part  876 

Medical  devices. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  imder 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that 
21  CFR  part  876  be  amended  as  follows: 

PART  87fr-GASTROENTEROLOGY— 
UROLOGY  DEVICES 

1.  The  authority  citation  for  21  CFR 
part  876  is  revised  to  read  as  follows: 

Authority:  Sees.  501, 510.  513. 515,  520. 
522.  701  of  the  Federal  Food,  Drug,  and 
CosmeUc  Act  (21  U.S.C  351.  360,  360c.  360e, 
360).  3601,  371). 

2.  Section  876.3750  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

S  876.3750    Tasticular  proetheeie. 

•        •        •        •        • 

(c)  Date  premarket  approval 
application  (PMA)  is  required.  A  PMA 
or  notice  of  completion  of  a  PDP  is 
required  to  be  filed  with  the  Food  and 
Drug  Administration  on  or  before  (insert 
date  90  days  after  the  effective  date  of 
a  final  rule  based  on  this  proposed  rule), 
for  any  testicular  prosthesis  Uiat  was  in 
commercial  distribution  before  May  28, 
1976.  or  that  has  on  or  before  (insert 
date  90  days  after  the  effective  date  of 
a  final  rule  based  on  this  proposed  rule), 
been  found  to  be  substantially 
equivalent  to  the  testicular  prosthesis 
that  was  in  commercial  distribution 
before  May  28, 1976.  Any  other 
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testicular  prosthesis  shall  have  an 
approved  PMA  or  a  dedared  completed 
PDP  in  effect  before  being  placed  in 
conunercial  distribution. 

Dated:  December  22. 1992. 
Michafd  K.  Taylor. 
Deputy  Ctanmiuianerfor  Policy. 
(FR  Doa  BS-742  PUed  1-12-93: 8:45  am) 


DEPARTMENT  OF  THE  TREASURY 

Internal  RewfHM  Service 

26  CFR  Part  1 
PA-15-42I 
mN  1S46-AQ6a 

TeleFtte  Voice  Signature  Test 

AGENCY:  Internal  Revenue  Service, 

Treasury. 

ACTION:  Notice  of  proposed  rulemaking 

by  cross-reference  to  temporary 

regulations. 

StiMMARY:  In  the  Rules  and  Regulations 
portion  of  this  issue  of  the  Federal 
Register,  the  Internal  Revenue  Service  is 
issuing  temporary  regulations  providing 
that  an  individu^  Federal  income  tax 
return  completed  as  part  of  the  TeleFile 
Voice  Signature  test  will  be  treated  as  a 
return  that  is  signed,  authenticated, 
verified,  and  filed  by  the  taxpayer  as 
required  by  the  Internal  Revenue  Code. 
The  temporary  regulations  afiisct  those 
taxpayers  who  are  eligible  to,  and  elect 
to,  file  their  individual  income  tax 
retiuns  for  the  1992  calendar  year  by 
telephone  imder  the  test.  The  temporary 
regulations  are  needed  to  implement  the 
test.  The  text  of  the  temporary 
regulations  also  serves  as  the  comment 
document  for  this  notice  of  proposed 
rulemaking. 

DATES:  Comments  and  requests  for  a 
public  hearing' must  be  received  by 
March  15, 1993. 

ADDRESSES:  Send  comments  and 
requests  for  a  public  hearing  to:  Internal 
Revenue  Service,  P.O.  Box  7604.  Ben 
Franklin  Station,  Attn:  CC-CORP:TJl 
(IA-15-92).  room  5228.  Washingtcm.  DC 
20044. 

FOR  FURTHER  MFORMATION  CONTACT: 
Celia  Gabrysh  (202)  622-4960  (not  a 
toll-free  call). 

SUPPLEMENTARY  INFORMATION:. 

Paperwork  Reduction  Act 

The  collection  of  information 
requirement  contained  in  this  notice  of 
proposed  rulemaking  has  been 
submitted  to  the  Office  of  Management 
and  Bucket  for  review  in  acccMdance 


with  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C  3504(h)).  Comments  on 
the  collection(s)  of  information  ^ould 
be  sent  to  the  Office  of  Management  and 
Budget,  Attenticm:  Desk  Officer  for  the 
Departm«)t  of  the  Treasury,  Office  of 
Information  and  Regulatory  Affairs, 
Wadiington.  DC  20503,  with  copies  to 
the  Internal  Revenue  Service,  Attn:  IRS 
Reports  Clearance  Office  T:FP. 
Washington,  DC  20224. 

The  collection  of  information 
requirement  in  these  regulations  is  in 
§§  1.6012-7T  and  1.6061-2T.  This 
information  is  required  by  the  Intemei 
Revenue  Service  to  implement  the 
TeleFile  Voice  Signature  test  The 
respondents  are  those  eligible  taxpayers 
that  choose  to  file  their  income  tax 
returns  under  the  test 

These  estimates  are  an  approximation 
of  the  average  time  expected  to  be 
necessary  for  a  collection  of 
information.  They  are  based  on  such 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  may  require  greater  or  less 
time,  depending  on  their  particular 
circumstances. 

Estimated  total  annual  reporting 
burden:  11,667  hours. 

The  estimated  average  annual  burden 
per  respondent:  7  minutes. 

Estimated  number  of  respondents: 
100,000. 

Estimated  annual  frequency  of 
responses:  once. 

Background 

The  temporary  regulations  published 
in  the  Rules  and  Regulations  portion  of 
this  issue  of  the  Federal  Register  add 
new  temporary  regulations  §§  1.6012- 
7T,  1.6061-2T  and  1.6065-2T  to  part  1 
of  title  26  of  the  Code  of  Federal 
Regulations.  The  temporary  regulations 
provide  that  an  individual  Federal 
income  tax  return  completed  as  part  of 
the  TeleFile  Voice  Signature  test  will  be 
treated  as  a  return  that  is  signed, 
authenticated,  verified,  and  filed  by  the 
taxpayer  as  required  by  the  Internal 
Revenue  Code.  For  the  text  of  the  new 
temporary  regulations,  see  TD.  8468 
published  in  the  Rules  and  Regulations 
portion  of  this  issue  of  the  Federal 
Register.  The  preamble  to  the  temporary 
regulations  explains  the  regulations. 

Special  Analyses 

It  has  been  determined  that  these 
proposed  regulations  are  not  major  rules 
as  defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  has  also  been 
determined  that  section  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C 
chapter  5)  and  the  Regulatory  Flexibility 
Act  (5  U.S.C.  diapter  6)  do  not  apply  to 


these  regulations,  and  therefbre,  an 
initial  Regulatory  Flexibility  Analysis  is 
not  required.  Pursuant  to  section  7805(f) 
of  the  Internal  Revenue  Code,  these 
regulaticns  will  be  submitted  to  the 
Chief  Counsel  of  Advocacv  of  the  Small 
Business  Administration  rar  comment 
on  the  regulations'  impact  on  small 
business. 

Commeata  and  Requests  for  a  Public 
Hearing 

Before  the  adoption  of  theae  proposed 
regulations,  consideration  %nU  be  given 
to  an  written  comments  that  are 
submitted  timely  (preferably  an  original 
and  eight  copies)  to  the  Commissioner 
of  Inteomal  Revenue.  All  comments  will 
be  available  for  public  inspection  and 
copying.  A  public  hearing  will  be  held 
upon  written  request  to  the 
Commissioner  of  Internal  Revenue  by 
any  person  who  also  submits  timely 
written  comments.  If  a  public  hearing  is 
held,  notice  of  the  time  and  place  will 
be  published  in  the  Federal  Register, 

Drafting  Inforraatioa 

The  principal  author  of  these 
proposed  regulations  is  Celia  Gabrysh  of 
the  Office  of  Assistant  Chief  Counsel 
(Income  Tax  &  Accounting),  Internal 
Revenue  Service.  However,  personnel 
from  other  offices  of  the  Internal 
Revenue  Service  and  Treasury 
Department  participated  in  their 
development. 

Proposal  of  Regulation* 

The  temporary  regulations  (TD.  8468) 
published  in  the  Rides  and  Regulations 
section  of  this  issue  of  the  Federal 
Register,  are  hereby  also  proposed  as 
final  regulations  under  sections  6012, 
6061,  and  6065  of  the  Internal  Revenue 
Code  of  1986. 
Shirley  D.  Psianoa, 
Commissioner  t^  Internal  Revenve. 
IFR  Doc  93-«7S  Filed  1-12-93;  8:45  ami 
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26  CFR  Parte  1, 20,  and  25 

[PS-102-8S] 
RIN1545-AIM5 

Income,  Gift  and  Eatata  Tax;  Hearing 

AGENCY:  Internal  Revenue  Service, 
Treasury. 

ACTION:  Rescheduling  of  the  date  of 
public  hearing  on  proposed  regulations; 
change  of  date  to  submit  requests  to 
speak  and  outlines  of  oral  comments. 

SUMMARY:  This  document  reschedules 
the  date  of  the  public  hearing  and 
changes  the  date  to  submit  requests  to 
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speak  and  outlines  of  oral  comments  on 
a  notice  of  proposed  rulemaking  on 
Income  Tax  Relations  relating  to 
income  tax  imposed  under  chapter  1. 
the  estate  tax  imposed  under  chapter  11 
and  the  gift  tax  imposed  under  chapter 
12  of  the  Internal  Revenue  Code  of  1986. 
DATES:  The  public  hearing  will  be  held 
on  Friday.  April  2. 1993,  beginning  at  10 
a.m.  Requests  to  speak  and  outlines  of 
oral  comments  must  be  received  by 
Friday.  March  12. 1993. 
ADDRESSES:  The  public  hearing  will  be 
held  in  the  IRS  Auditorium,  Seventh 
floor.  7400  Corridor;  Internal  Revenue 
Building.  1111  Constitution  Avenue. 
NW..  Washington,  DC.  Requests  to 
speak  and  outlines  of  oral  comments 
should  be  submitted  to  the  Internal 
Revenue  Service.  P.O.  Box  7604.  Ben 
Franklin  Station.  Attn:  CC:CORP:T:R 
[PS-102-881.  room  5228.  Washington. 
DC  20044. 

FOR  RmTHER  MFORMATION  COMTACT: 
Mike  Slaughter  of  the  Regulations  Unit, 
Assistant  Chief  Counsel  (Corporate). 
202-622-7190  (not  a  toll-free  number). 
SUPPLEMENTARY  INFORMATION:  A  notice 
of  public  hearing  appearing  in  the 
Federal  Register  on  Tuesday.  January  5. 
1993  (58  FR  322).  announced  among 
other  things,  that  a  public  hearing 
relating  to  proposed  regulations  relating 
to  income  tax  imposed  under  chapter  1, 
the  estate  tax  imposed  under  chapter  11 
and  the  gift  tax  imposed  under  chapter 
12  of  the  Internal  Revenue  Code  of  1986 
would  be  held  Tuesday,  March  2. 1993, 
beginning  at  10  a.m.  in  the  IRS 
Auditorium,  Seventh  floor.  7400 
corridor.  Internal  Revenue  Building. 
1111  Constitution  Ave.  NW.. 
Washington.  DC.  and  that  requests  to 
speak  and  outlines  of  oral  comments 
should  be  received  by  Tuesday, 
February  16, 1993.  The  proposed 
regulations  were  published  in  the 
Federal  Register  on  Tuesday,  January  5, 
1993  (58  FR  305). 

There  has  been  a  change  in  the  date 
of  the  public  hearing,  and  a  change  of 
date  to  submit  requests  to  speak  and 
outlines  of  oral  comments.  The  hearing 
will  be  held  on  Friday.  April  2, 1993, 
beginning  at  10  a.m.  The  requests  to 
speak  and  outlines  or  oral  comments 
must  be  received  by  Friday.  March  12. 
1993.  Because  of  controlled  access 
restrictions,  attendees  cannot  be 
admitted  beyond  the  lobby  of  the 
Internal  Revenue  Building  until  9:45 
a.m. 

An  agenda  showing  the  scheduling  of 
the  speakers  will  be  made  after  outlines 
are  received  from  the  persons  testifying. 
Copies  of  the  agenda  will  be  available 
free  of  charge  at  the  hearing. 


By  direction  of  the  Commissioner  of 
Internal  Revenue. 
Cynthia  E.  Grigiby. 

Alternate  Federal  Register  Liaison  Officer, 
Assistant  Chief  Counsel  (Corporate). 
[FR  Doc.  93-660  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  JUSTICE 

Parole  Commiseion 

28  CFR  Pari  2 

Paroling,  Recommitting,  and 
Supervising  Federal  Prisoners: 
Prisoners  Transferred  to  tt>e  United 
States  Under  Prisoner*ExctMnge 
Treaties 

agency:  United  States  Parole 
Commission.  Justice. 
ACnON:  Proposed  rule. 


StiMMARY:  The  U.S.  Parole  Commission 
is  proposing  to  add  to  its  regulation 
concerning  transfer  treaty  prisoners  a 
comprehensive  interpretation  of  the 
relevant  federal  statutes,  with  particular 
regard  to  the  relationship  between  the 
"release  date"  to  be  determined  by  the 
Commission  under  18  U.S.C.  4106A. 
and  the  "release  date"  to  be  determined 
by  the  Bureau  of  Prisons  (by  calculation 
of  foreign  and  domestic  good  time 
credits)  under  18  U.S.C.  4105(c)(1)  and 
18  U.S.C.  3624(a).  The  rule  is  proposed 
to  respond  to  a  recent  upsurge  of 
appellate  Htigation  from  transfer  treaty 
prisoners  seeking  to  have  their  good 
time  credits  deducted  from  the  "release 
date"  determined  by  the  Commission 
under  18  U.S.C.  4106A. 
DATES:  Comments  must  be  received  by 
March  15. 1993. 

ADDRESSES:  Send  comments  to  Office  of 
General  Counsel.  U.S.  Parole 
Commission.  5550  Friendship 
Boulevard.  Chevy  Chase.  Maryland 
20815. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  Preston,  Office  of  General 
Counsel,  telephone  (301)  492-5959. 
SUPPIEMENTARY  INFORMATION:  The  U.S. 
Parole  Commission  has  jurisdiction  to 
determine  a  release  date,  and  a  period 
of  supervised  release,  for  any  prisoner 
transferred  to  the  United  States  under  a 
prisoner-exchange  treaty,  who 
committed  a  crime  in  the  transferring 
country  on  or  after  November  1, 1987. 
18  U.S.C.  4106A(b)(l)(A).  Such 
determinations  are  based  upon  the 
treaty  obligation  of  the  United  States  to 
carry  out  the  conviction  and  sentence 
imposed  by  the  foreign  court.  Transfer 
treaty  prisoners  are  additionally  entitled 
to  the  benefit  of  any  good  time  credits 


(or  the  equivalent)  earned  in  the  foreign 
coxmtry.  After  their  transfer  to  the 
United  States,  they  also  receive  the 
benefit  of  applicable  good  time  credits 
under  U.S.  law.  Under  18  U.S.C. 
4105(c)(1).  these  combined  good  time 
credits  are  deducted  from  the  foreign 
sentence  to  give  the  prisoner  a  "release 
date"  pursuant  to  18  U.S.C.  3624  (which 
assigns  that  responsibility  to  the  U.S. 
Bureau  of  Prisons). 

The  release  date  established  by  the 
Parole  Commission  under  4106A  is 
made  by  reference  to  the  applicable 
sentencing  guideline  range,  as  if  the 
prisoner  has  been  convicted  of  a 
"similar  offense"  under  U.S.  law.  This 
release  date  is,  in  some  cases,  earlier 
than  the  release  date  established  by  the 
Bureau  of  Prisons  under  18  U.S.C. 
4105(c)(1).  See  Hansen  v.  U.S.  Parole 
Commission.  904  F.2d  306  (5th  Cir. 
1990).  In  other  cases,  the  Parole 
Commission  has  determined  that  the 
prisoner  should  serve  to  the  release  date 
established  by  the  Bureau  of  Prisons 
under  4105(c)(1),  especially  in  cases 
where  the  applicable  sentencing 
guideline  range  requires  as  much  or 
more  prison  time  than  the  foreign 
sentence  (less  good  time  credits)  will 
permit.  See  Thorpe  v.  Parole 
Commission.  902  F.2d  291  (5th  Cir. 
1990).  Transfer  treaty  prisoners  have  the 
right  to  appeal  the  Commission's  release 
date  determination  to  a  U.S.  Court  of 
Appeals.  18  U.S.C.  4106A(b)(2)(A). 

In  their  appellate  litigation,  many 
prisoners  have  asserted  that  good  time 
credits  required  by  section  4105(c)(1) 
should  be  deducted  from  the  release 
date  set  by  the  Commission  under 
4106A(b)(l)(A).  Some  prisoners  have 
also  argued  that  4106A(b)(l)(A)  requires 
that  a  mandatory  minimum  term  of 
supervised  release  provided  for  certain 
drug  offenders  under  U.S.  laws  must 
also  be  applied  by  the  Commission  in 
transfer  treaty  determinations,  resulting 
in  a  limit  on  the  period  of  imprisonment 
which  could  be  imposed  by  the 
Commission. 

This  appellate  litigation  is  the  reason 
for  the  proposed  interpretative  rule  that 
appears  below.  This  rule  makes  clear 
the  Parole  Commission's  interpretation 
that  Congress  did  not  intend  that  good 
time  credits  should  be  deducted  from 
the  "release  date"  determined  by  the 
Commission  under  4106A.  Instead,  the 
Commission's  construction  of  the 
statutes  at  4105  and  4106A  is  that 
Congress  assigned  the  U.S.  Bureau  of 
Prisons  its  traditional  role  of 
determining  a  mandatory  release  date  by 
deducting  good  lime  credits  from  the 
full  term  of  the  sentence,  and  that  it 
assigned  to  the  Parole  Commission  its 
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traditional  role  of  establishing  a 
discretionary  release  date,  pursuant  to  a 
guideline  range,  at  any  point  in  the 
sentence  up  to  (and  including)  the 
mandatory  release  date  determined  by 
the  Bureau  of  Prisons. 

Furthermore,  it  is  the  Commission's 
interpretation  of  4106A(b)(l)(A)  that 
Congress  never  intended  that  mandatory 
minimum  sentencing  provisions  apply, 
in  any  request,  to  transfer  treaty  cases. 
Molano-Garza  v.  U.S.  Parole 
Commission.  965  F.2d  20,  24-5  (5th  Cir. 
1992).  Thus,  guideline  provisions 
promulgated  by  the  U.S.  Sentencing 
Commission  solely  to  accommodate 
mandatory  minimum  sentencing  laws 
may  not  be  applied  by  the  Commission 
in  a  transfer  treaty  case. 

Finally,  the  rule  makes  it  clear  that  a 
period  of  supervised  release  will  always 
extend  from  the  release  date  set  by  the 
Commission  to  the  full  term  of  the 
foreign  sentence  unless  the  applicable 
treaty  permits  less  than  full  enforcement 
of  the  foreign  sentence. 

This  interpretative  rule  is  being 
published  for  public  comment  because 
it  may  be  viewed  as  having  some 
substantive  impact  upon  the  rights  and 
entitlements  of  transfer  treaty  prisoners 
under  the  above  statutory  provisions. 

Executive  Order  12291  and  Regulatory 
Flexibility  Statement 

iThe  U.S.  Parole  Commission  has 
etermined  that  this  proposed  rule  is 
not  a  major  fule  within  the  meaning  of 
Executive  Order  12291.  This  proposed 
rule,  if  adopted,  will  not  have  a 
significant  economic  impact  upon  a 
substantial  number  of  small  entities, 
within  the  meaning  of  the  Regulatory 
Flexibility  Act.  5  U.S.C.  §  605(b). 

List  of  Subjects  in  28  CFR  Part  2 

Administrative  practice  and 
procedure,  probation  and  parole, 
prisoners. 

i   Accordingly,  the  U.S.  Parole 
Commission  proposes  the  following 
Amendment  to  28  CFR  part  2. 

The  Proposed  Amendment 

(1)  The  authority  citation  for  28  CFR 

!>art  2  continues  to  read  as  follows: 
Authority.  18  U.S.C.  4203(a)(1)  and  4204 
a)(6). 

(2)  28  CFR  part  2.  §  2.62  is  proposed 
to  be  amended  by  adding  the  following 
new  paragraph  (1): 


§2.62 
treaty. 


Prisoners  transferred  pursuant  to 


■  w  w  ^ 

■    (1)  Statutory  interpretation.  (1)  It  is  the 
Commission's  interpretation  of  18 
U.S.C.  4106A  that  every  transfer  treaty 


prisoner  is  entitled  to  a  release  date 
determined  by  the  Commission  in 
accordance  with  the  applicable 
sentencing  guideline  range,  and  that 
upon  release  from  imprisonment  the 
transferee  must  serve  a  period  of 
supervised  release  extending  to  the  full 
term  of  the  sentence  imposed  by  the 
foreign  court.  However,  if  the  applicable 
treaty  allows  the  Commission  to  limit 
the  period  of  supervised  release  to  the 
maximum  term  specified  at  18  U.S.C. 
3583(b),  the  combined  period  of 
imprisonment  and  supervised  release 
may  be  less  than  the  full  term  of  the 
foreign  sentence. 

(2)  The  apphcable  sentencing 
guideline  range  is  determined  by 
selecting  the  offense  in  the  U.S.  Code 
that  is  most  similar  to  the  offense  for 
which  the  transfer  treaty  prisoner  was 
convicted  in  the  foreign  court,  and  by 
using  that  U.S.  Code  offense  as  the  basis 
for  calculating  a  guideline  range  as 
though  the  prisoner  has  been  convicted 
of  that  offense  in  a  U.S.  District  Court, 
hi  so  doing,  the  Commission  considers 
itself  required  by  law  and  treaty  to 
respect  the  ofi^ense  definitions  contained 
in  the  foreign  criminal  code  under 
which  the  prisoner  was  convicted,  as 
well  as  the  documentation  supporting 
that  conviction  supplied  by  the  foreign 
coiut. 

(3)  The  release  date  that  is  determined 
by  the  Parole  Commission  under  section 
4106A(b)(l)(A)  is  a  prison  release 
determination  and  does  not  represent 
the  imposition  of  a  new  "sentence"  for 
the  transfer  treaty  prisoner.  (Nor  does 
the  Commission  impose  a  "term  of 
supervised  release"  as  described  in  18 
U.S.C.  3583.)  Because  good  time  credits 
are  only  deducted  from  the  prisoner's 
sentence  under  18  U.S.C.  4105(c)(1). 
good  time  credits  are  not  deducted  from 
the  release  date  set  by  the  Commission 
under  section  4106A.  All  foreign  and 
domestic  good  time  credits  earned  by 
the  transfer  treaty  prisoner  are  deducted 
by  the  Bureau  of  Prisons  from  the  full 
term  of  the  sentence  imposed  by  the 
foreign  court,  pursuant  to  18  U.S.C. 
4105(c)(1)  and  18  U.S.C.  3624(a). 

(4)  If  the  Commission  has  set  a  release 
date  under  section  4106(b)(1)(A)  that  is 
earlier  than  the  mandatory  release  date 
under  section  4105(c)(1).  then  the 
release  date  set  by  the  Commission 
controls.  The  Commission  may, 
however,  determine  that  the  appropriate 
release  date  for  the  prisoner  under 
section  4106A(b)(l)(A)  is  the  mandatory 
release  date  earned  by  application  of 
good  time  credits  from  the  full  term  of 
the  foreign  sentence,  under  section 
4105(c)(1).  if  such  a  decision  is  found 
warranted  by  analogy  to  U.S.S.G. 

5G1. 1(a).  In  such  a  case,  the 


Commission  will  order  "continue  to 
expiration."  If  good  time  credits  result 
in  mandatory  release  date  that  is  earlier 
than  the  release  date  set  by  the 
Commission  under  section 
4106A(b)(l)(A),  then  the  mandatory 
release  date  controls.  Whether  the 
prisoner  is  released  on  the  date  set  by 
the  Commission  under  section  4106A, 
or  on  the  mandatory  release  date  set  by 
the  Bureau  under  section  4105  and 
section  3624,  the  prisoner  must 
complete  the  remainder  of  his  foreign 
sentence  on  supervised  release  unless 
the  Commission  expressly  provides 
otherwise. 

(5)  It  is  the  Commission's 
interpretation  of  section  4106A  that 
sentencing  guideline  provisions 
implementing  U.S.  Code  requirements 
for  mandatory  minimum  sentences  and 
terms  of  supervised  release  do  not  apply 
in  a  section  4106A(b)(l)(A)  release  date 
determination.  Alternatively,  it  is  the 
Commission's  position  that  there  is 
"good  cause"  in  every  transfer  treaty 
case  for  a  departure  from  any  applicable 
mandatory  minimum  sentence 
provision  in  the  sentencing  gmdelines, 
including  U.S.S.G.  8  5Gl.l(b),  because 
Congress  did  not  enact  mandatory 
sentence  laws  with  transfer  treaty 
offenders  in  mind.  Thus,  in  every 
transfer  treaty  case,  the  release  date  will 
be  determined  through  an  exercise  of 
Commission  discretion,  according  to  the 
sentencing  guideline  range  that  is 
derived  from  a  case-specific  "similar 
ofiense"  determination,  rather  than  by 
reference  to  any  provision  concerning 
mandatory  minimum  sentences  of 
imprisonment  or  terms  of  supervised 
release. 

Dated:  December  8, 1992. 
Jasper  R.  Clay.  |r^ 

Vice  Chairman.  U.S.  Parole  Commission. 
IFR  Doc.  93-688  Filed  1-12-93;  8:4Sain) 
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suMMAfm  The  Coast  Guard  is 
considering  a  major  revision  to  n»e 
regulations  in  33  CFR  part  126  that 
govern  the  handling  of  break-bulk, 
containerized,  and  dry  bulk  hazardous 
materials  on  waterfront  facilities.  Part 
126  was  written  in  the  1950's  and  does 
not  necessarily  take  into  account 
modem  transportation  methods. 
Comments  are  sought  on  the  changes 
needed  to  update  these  regulations, 
including  the  extent  to  which  current 
industry  standards  may  be  appropriate 
for  incorporation. 

DATES:  Comments  must  be  received  on 
or  before  April  13. 1993. 
AOOAEStES:  Comments  may  be  mailed  to 
the  Executive  Secretary.  Marine  Safety 
Council.  (G-LRA/3406)  (CGD  92-026). 
U.S.  Coast  Guard  Headquarters.  2100 
Second  Street.  SW..  Washington.  DC 
20593-0001,  or  may  be  delivered  to 
room  3406  at  the  above  address  between 
8  a.m.  and  3  p.m..  Monday  through 
Friday,  except  Federal  holidays.  The 
telephone  number  is  (202)  267-1477. 

The  Executive  Secretary  maintains  the 
public  docket  for  this  rulemaking. 
Comments  will  become  part  of  this 
docket  and  will  be  available  for 
inspection  or  copying  at  room  3406. 
U.S.  Coast  Guard  Headquarters. 
FOR  FURTHEH  WFORMATWH  CONTACT: 
Mr.  Gary  W.  Chappell.  Office  of  Marine 
Safety,  Security,  and  Environmental 
Protection  (G-MPS-3).  (202)  267-0491 

SUPPLEIICNTARY  tWORMATION: 

Request  fior  CooHnents 

The  Coast  Guard  encourages 
interested  persons  to  participate  in  this 
early  stage  of  rulemaking  by  submitting 
written  data,  views,  or  arguments. 
Persons  submitting  comments  should 
include  their  name  and  address,  identify 
this  rulemaking  (CGD  92-026)  and  the 
specific  section  of  this  notice  to  which 
each  comment  applies,  and  give  the 
reason  for  each  comment.  Persons 
u-anting  adaiowledgment  of  receipt  of 
comments  should  enclose  a  stamped, 
self-addressed  postcard  or  envelope. 
The  Coast  Guard  will  consider  all 
comments  received  during  the  comment 
period,  before  it  acts  further  on  this 
rulemaking.  It  may  change  this  proposal 
in  view  of  the  comments. 

The  Coast  Guard  plans  no  public 
hearing.  Persons  may  request  a  public 
hearing  by  writing  to  the  Marine  Safety 
Council  at  the  address  imder 
ADDRESSES.  The  request  should  include 
rea.sons  why  a  hearing  would  be 
beneficial.  If  it  determines  that  the 
opportunity  for  oral  presentations  will 
aid  this  rulemaking,  the  Coast  Guard 
vvil'  hold  a  public  hearing  at  a  time  and 


place  awiounced  by  a  later  notice  in  the 
Federal  Regisler. 
DrafUng  Information 

The  principal  persons  involved  in 
drafting  this  document  are  Mr.  Gary  W. 
Chapp^l.  Project  Manager,  and  Mr. 
Donald  W.  Faleris.  Project  Counsel. 
Office  of  Chief  Coui»el. 

Background 

The  scope  of  part  126  has  been  the 
subject  of  two  related  rulemaking 
projects.  One  of  those  projects  (CGD  86- 
034)  has  been  completed  and  became 
effective  on  October  4. 1990.  That 
rulemaking  amended  part  126  to  remove 
its  applicability  to  all  bulk  liquid 
hazardous  materials  other  than  17 
specified  liquefied  gasses.  It  also 
relocated  to  33  CFR  part  154  the 
regulations  governing  Uquid  bulk 
hazardous  materials. 

An  ANPRM  for  the  sectmd  regulatory 
project  (CGD  88-049)  was  published 
and  a  NPI^  is  being  drafted.  Among 
other  things  under  consideration  are 
amendments  to  part  126  so  that  it  vrill 
no  longer  apply  to  liquefied  gasses  in 
bulk.  Also  under  consideration  are 
amendments  to  delete  from  part  126  the 
requirements  for  liquid  cargo  transfer 
systems,  ciuxently  contained  in 
§  l26.15(o).  If  the  changes  under 
consideration  for  this  second  regulatory 
project  are  implemented,  regulations 
governing  liquefied  hazardous  gasses 
handled  in  bulk  will  be  located  in  33 
CFR  part  127. 

Purpose 

The  proposal  set  forth  in  this  advance 
notice  of  proposed  rulemaking  would 
amend  the  regulations  in  33  CFR  part 
126  which  set  safety  precautions  for  the 
handhng  of  explosives  and  other 
hazardous  materials  within  or 
contiguous  to  waterfront  facilities.  Part 
126  would  prescribe  specific  standards 
and  procedures  pertaining  to  break- 
bulk,  containerized,  and  dry  bulk 
hazaJdous  materials.  Since  the  part  126 
regulations  were  written  in  the  1950's 
and  have  not  been  substantially 
updated,  they  would  be  revised  to  better 
reflect  today's  transportation  methods, 
practices,  and  industry  standards. 
Appropriate  industry  standards  would 
be  incorporated  into  the  regulations. 
Existing  provisions  of  part  126  would 
also  be  modified  to  ensure  consistency 
with  new  provisions.  This  would 
improve  regulatory  coherence  and 
clarity. 

Approach 

By  limiting  the  scope  of  part  126  to 
packaged  and  dry  buDt  hazardous 
materials,  updating  requirements,  and 


incorporating  industry  standards  where 
appropriate,  this  proposal  would  better 
address  the  hazards  and  precautions  for 
these  hazardous  materials,  particularly 
containerized  materials. 

The  Coast  Guard  is  considering 
different  approaches  for  regulating  the 
handling  of  packaged  and  dry  bulk 
hazardous  materials  in  and  contiguous 
to  waterfront  facilities.  One  option 
would  require  waterfixjnt  facilities 
handling  such  hazardous  materials  to 
prepare  and  maintain  operations 
manuals  similar  to  the  manuals  required 
for  waterfit)nt  facilities  handling  liquid 
bulk  hazardous  materials.  Although 
these  manuals  need  not  be  as 
comprehensive  as  those  for  bulk  liquid 
facilities,  they  would  serve  two 
important  functions.  First,  the 
operations  manual  would  let  the  Coast 
Guard  Captain  of  the  Port  (COTP)  know 
where  hazardous  materials  are  being 
handled  in  the  port.  Currently,  a 
waterfix>nt  facility  handling  only 
packaged  and  dry  bulk  hazardous 
materials  is  not  required  to  notify  the 
COTP  of  its  intent  to  operate.  Without 
knowing  where  hazardous  materials  are 
being  handled,  the  COTP  cannot 
monitor  operations  or  plan  responses  to 
hazardous  material  releases.  Second,  the 
operations  manual  would  set  forth 
procedures  for  safely  handling 
hazardous  materials  and  for  responding 
to  fires  or  hazardous  material  releases. 
These  procedures  would  protect  facility 
employees,  the  public,  and  the 
environment. 

Another  option  would  require 
waterfront  facilities  handling  packaged 
and  dry  bulk  hazardous  materials  to 
comply  with  National  Fire  Protection 
Association  (NFPA)  Standard  307. 
hJFPA  307  was  developed  by  a 
committee  representing  both  industry 
and  government  interests,  and  became 
effective  on  August  17. 1990.  This 
standard  establishes  fire  protection 
design  specifications  and  operating 
procedures  for  piers,  wharves,  terminal 
buildings,  and  terminal  yards  on 
waterftt)nt  facilities.  It  has  been 
adopted,  and  is  being  enforced,  by  many 
local  governments.  Therefore, 
incorporating  NFPA  307  by  reference 
into  the  regulations  contained  in  part 
126  would  enhance  the  xmiformity  of 
Federal  and  local  standards. 


Regulatory  Evahiation 

At  this  early  stage  of  the  rulemaking 
process,  the  Coast  Guard  anticipates  that 
any  final  rule  will  not  be  considered 
major  under  Executive  Order  12291,  or 
significant  under  the  Department  of 
Transportation's  Regulatory  Policies  and 
Procedures  (44  FR 11040;  February  26. 
1979).  Most  of  the  new  requirements 
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would  follow  industry  standards  and 
therefore  shoidd  not  impose  a 
significant  cost  burden.  Some  changes, 
such  as  pier  or  wharf  construction 
requirements,  could  have  a  considerable 
economic  impact  on  some  facilities.  A 
few  fadUties  may  benefit  from 
regulatory  changes  to  the  stacking 
height  requirements,  which  would 
allow  more  efficient  storage  of  cargo. 
However,  because  regulations  have  not 
yet  been  drafted,  and  alternative 
approaches  to  regulation  are  being 
considered,  the  exact  extent  of  any  of 
these  impacts  cannot  be  analyzed  at  this 
time.  The  Coast  Guard  has  taken  steps 
to  prepare  an  economic  impact  study  to 
assist  in  eveluating  the  effects  of 
different  regulatory  approaches.  This 
information  will  be  used,  together  with 
public  comments  received  on  this 
proposal,  to  prepare  a  Regulatory 
Evaluation  to  assess  any  economic 
impacts  under  Executive  Order  12291 
and  the  Department  of  Transportation's 
Regulatory  Policies  and  Procedures, 
given  the  regulatory  approach 
eventually  undertaken. 

Small  Entities 

I   Under  the  Regulatory  FlexibiUty  Act 
(5  U.S.C.  601  et  seq.),  the  Coast  Guard 
must  consider  whether  this  proposal,  if 
adopted,  will  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  "Small 
entities"  include  independently  owned 
and  operated  businesses  that  are  not 
dominant  in  their  field  and  that 
otherwise  qualify  as  "small  business 
concerns"  under  section  3  of  the  Small 
Business  Act  {15  U.S.C.  632). 

At  this  time,  the  Coast  Guard  does  not 
anticipate  that  this  proposal  would  have 
more  than  a  minimal  impact  on  any 
small  entity  since  few  small  entities 
own  or  operate  waterfront  facilities  that 
would  be  affected  by  this  rulemaking.  If, 
however,  you  think  that  your  business 
qualifies  as  a  small  entity  and  that  this 
proposal  may  have  a  significant 
economic  impact  on  your  business, 
please  submit  a  comment  (see 
"ADDRESSES")  explaining  why  you  think 
your  business  qualifies  and  in  what  way 
and  to  what  degree  this  proposal  could 
economically  affect  your  business. 

Collection  of  Information 

Under  the  Paperwork  Reduction  Act 
(44  U.S.C.  3501  et  seq.).  the  Office  of 
Management  and  Budget  (OMB)  reviews 
each  proposed  rule  that  contains  a 
collection  of  information  requirement  to 
determine  whether  the  value  of  the 
information  is  worth  the  burden 
imposed  by  its  collection.  Collection  of 
information  requirements  include 


reporting,  recordkeeping,  notification, 
and  other  similar  requirements. 

If  rules  are  developed,  this  proposal 
.  may  require  operators  of  waterfront 
facihties  to  establish  and  maintain 
records  and  operations  manuals  which 
detail  the  facility's  procedvu«s  and 
activities  relative  to  handling  packaged 
or  dry  bulk  hazardous  materials. 
However,  the  Coast  Guard  is 
considering  a  number  of  alternative 
approaches  to  regulation,  some  of  which 
may  not  contain  collection  of 
information  requirements.  Therefore, 
the  exact  nature  of  those  requirements, 
if  adopted,  is  not  known  at  this  time. 
Consequently,  an  estimate  of  the 
potential  information  collection  burden, 
if  any,  is  not  yet  possible.  Persons  are 
encouraged  to  submit  comments  on  the 
advisability  and  potential  impact  or 
burden  which  may  result  ftx)m  requiring 
waterfit)nt  facilities  to  (1)  prepare  and 
maintain  operations  manuals,  including 

golicies  and  procedures  relative  to 
andling  explosives  and  other 
hazardous  materials  and  (2)  maintain 
records  on  an  ongoing  basis  which 
detail  the  hazardous  material  handling 
activities  of  the  faciUty. 

Federalism 

Given  the  alternative  approaches 
being  considered  by  the  Coast  Guard  at 
this  time,  any  rules  developed  under 
this  proposal  are  not  expected  to  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  FederaUsm 
Assessment  in  accordance  with  the 
principles  and  criteria  contained  in 
Executive  Order  12612.  States  and 
poUtical  subdivisions  are  not  preempted 
from  prescribing  safety  equipment 
requirements  or  safety  standards  with 
respect  to  structures.  Thus,  if 
regulations  developed  under  this 
proposal  incorporate  existing  NFPA  or 
other  industry  standards  which  have 
been  adopted  and  are  already  enforced 
by  State  or  local  governments, 
uniformity  between  Federal  and  local 
standards  would  be  enhanced.  If, 
however,  you  think  that  this  proposal 
may  have  federalism  implications  for 
State  and  local  governments,  please 
submit  a  comment  (see  "ADDRESSES") 
explaining  why  you  believe  this  to  be 
so,  and  in  what  way  and  to  what  degree 
you  think  that  this  proposal  would  have 
significant  federalism  implications. 

Environment 

The  Coast  Guard  expects  any  new 
requirements  for  packaged  and  dry  bulk 
hazardous  materials  would  not  have  a 
significant  effect  on  the  environment, 
although  increased  regulation,  if 
undertaken,  should  promote  safe 
handling  of  hazardous  materials  and 


better  preparation  of  responses  to 
hazardous  materials  releases,  thus  better 
protecting  the  environment.  If  rules  are 
developed,  the  Coast  Guard  will  prepare 
an  Environmental  Assessment  which 
will  address  potential  impacts  of  the 
rulemaking. 

Questions 

The  Coast  Guard  is  soliciting  input 
fit>m  the  public  regarding  all  of  the 
options  and  issues  set  forth  in  this 
advance  notice  of  proposed  rulemaking. 
Comments  pertaining  to  regulatory 
impacts,  such  as  adininistrative  and 
economic  burdens,  paperwork  burdens, 
federalism  impacts,  and  environmental 
impacts,  are  enco\uaged.  Suggestions  for 
other  possible  approaches  are  also 
welcome.  Specific  responses  to  the 
following  questions  will  assist  in 
evaluating  this  proposal  and  developing 
a  notice  of  proposed  rulemaking: 

(1)  Do  you  see  a  need  for  updating  the 
current  regulations  in  33  CFR  part  126 
for  packaged  and  dry  bulk  cargoes?  If  so, 
what  requirements  should  be  changed? 

(2)  How  do  these  regulations  currently 
impact  you  or  your  business? 

(3)  Do  you  see  a  need  for  reducing  the 
biu-den  that  these  regulations  impose  on 
you  or  your  business?  What  bimlens 
should  be  reduced? 

(4)  Do  you  see  a  need  for  increased 
safety  during  the  handling  of  packaged 
and  dry  bulk  hazardous  materials?  What 
hazards  need  to  be  addressed? 

In  addition  to  the  above  general  and 
specific  comments  on  this  proposal,  the 
Coast  Guard  requests  specific  responses 
to  the  following  questions  to  assist  in 
evaluating  this  proposal  and  developing 
a  notice  of  proposed  rulemaking,  if 
appropriate: 

(1)  Do  waterfitint  fadUties  cxurently 
regulated  under  part  126  typically 
consist  of  contiguous  or  noncontiguous 
land  or  structures?  If  noncontiguous,  are 
the  noncontiguous  areas  enclosed  by 
fences  or  other  barriers?  How  are  the 
noncontiguous  portions  separated  from 
the  contiguous  portions? 

(2)  How  far  from  the  water  is  the  most 
distant  noncontiguous  land  or  structure 
currently  regulated  under  part  126? 

(3)  Part  126  ourently  contains  a 
definition  of  "waterfit>nt  facility"  which 
includes  all  piers,  wharves,  docks,  and 
similar  structures  to  which  a  vessel  may 
be  secured;  areas  of  land,  water,  or  land 
and  water  under  and  in  immediate 
proximity  to  them;  buildings  on  such 
strudures  or  contiguous  to  them;  and 
equipment  and  materials  on  such 
strudures  or  in  such  buildings.  It  does 
not  indude  facilities  diredly  operated 
by  the  Department  of  Defense.  Is  this 
definition  suffidently  clear  to  enable  a 
person  to  determine  whether  part  126 
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applies  to  a  feclHty?  What  problems,  if 
any,  have  you  encounteted  in  applying 
or  interpreting  this  definition?  What 
parameters,  if  any,  should  be 
established  under  a  more  detailed 
definition  of  waterfront  facility  in  order 
to  arrive  at  a  practical,  useful  definition? 

(4)  If  the  definition  of  waterfront 
facility  is  in  need  of  clarification,  the 
Coast  Guard  may  consider  establishing 
a  definition  whidi  specifically  includes 
noncontiguous  land  and  structures. 
Such  a  definition  may  define  the  term 
"noncontiguous"  (e-g..  a  roadway, 
railway,  public  utility  right-of-way.  or 
other  natural  or  man-made  division 
with  certain  characteristics).  What 
factors  should  determine  whether 
noncontiguous  portions  of  land  or 
structures  are  considered  to  be  part  of  a 
waterfront  facility? 

(5)  Are  you  aware  of  any  other  Federal 
agency  asserting  similar  regulatory 
authority  over  all  or  any  portion  of  your 
facility? 

(6)  Is  NFPA  Standard  307  appropriate 
for  incorporation  into  regulations 
governing  waterfront  facilities  that 
handle  packaged  and  dry  bulk 
hazardous  materials?  Do  you  know  of 
other  industry  standards  that  should  be 
incorporated,  in  whole  or  in  part? 

Dated:  January  6. 1993. 
R.C  North, 

Captain.  US.  Coast  Guard.  Acting  Chief. 
Office  of  Marine  Safety.  Security  and 
Environmental  Protection. 
IFR  Doc.  93-792  Filed  1-12-93;  8:45  ami 
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33  CFR  Part  162 

[CG09  93-01) 

Temporary  Amandmant  to  Iniarxl 
Walarwaya  Navigation  Regulationa 
Estabiiahing  Spaad  Umito  on 
Connacting  Walara  From  Lake  Huron 
toLalwEria 

AGENCY:  Coast  Guard.  DOT. 

ACnOM:  Notice  of  proposed  rulemaking. 


StiMMARV:  The  Commander.  Ninth  Coast 
Guard  District,  proposes  to  make  a 
temporary  amendment  to  the  inland 
waterways  navigation  regulations  at  33 
CFR  162.138  establishing  speed  Hmits 
on  connecting  waters  from  Lake  Huron 
to  Lake  Erie  in  order  to  allow 
nondisplacement  power  vessels  less 
than  100  gross  tons  to  exceed  the 
normal  speed  limits,  when  approval  for 
each  transit  is  granted  by  the  Coast 
Giiard  Captain  of  the  Port,  during  the 
1993  season.  This  temporary 
amendment  is  necessary  to  prevent  an 
undue  restriction  on  commerce,  but  will 


only  be  invoked  by  the  Coast  Guard 
Captain  of  the  Port  when  he  determines 
that  no  undue  risk  to  safety  will  result. 
DATES:  Comments  must  be  received  on 
or  before  March  1, 1993. 
A00RES8CS:  ConunanU  and  supporting  ' 
materials  should  be  mailed  or  delivered 
to  the  Chief  of  the  Ninth  Coast  Guard 
District  Marine  Port  h  Environmental 
Safety  Branch,  room  2069. 1240  East 
Ninth  Street.  Cleveland.  Ohio.  44199- 
2060.  (216)  522-3994.  Please  reference 
the  name  of  the  proposal  and  the  docket 
number  in  the  heading  above.  If  you 
wish  receipt  of  your  mailed  comment  to 
be  acknowledged,  please  include  a 
stamped  self-addressed  envelope  or 
postcard  for  that  purpose.  Comments 
and  materials  received  will  be  available 
for  public  inspection  at  the  above 
location  from  9  a.m.  to  3  p.m.  Monday 
through  Friday. 

FOfl  RmTHEH  »«FO«MATION  COMTACT: 
Captain  Dennis  W.  Cleaveland.  U.S. 
Coast  Guard.  Chief  of  the  Ninth  Coast 
Guard  District  Marine  Port  h 
Environmental  Satiety  Branch,  room 
2069, 1240  East  Ninth  Street,  Cleveland, 
Ohio.  44199-2060. (216)  522-3994. 
SUPPI^MENTARY  INFORMATION:  The  Coast 
Guard  encourages  interested  persons  to 
participate  in  this  rulemaking  by 
submitting  comments  which  may 
consist  of  data,  views,  arguments,  or 
proposals  for  amendments  to  the 
proposed  regulations.  The  Coast  Guard 
does  not  currently  plan  to  have  a  public 
hearing.  However,  consideration  will  be 
given  to  holding  a  public  hearing  if  it  is 
requested.  Such  a  request  should 
indicate  how  a  pubic  hearing  would 
contribute  substantial  information  or 
views  which  cannot  be  received  in 
written  form.  If  it  appears  that  a  public 
hparing  would  substantially  contribute 
to  this  rulemaking,  the  Coast  Guard  will 
announce  such  a  hearing  by  a  later 
notice  in  the  Federal  Register.  The 
Coast  Guard  will  consider  all  comments 
received  before  the  closing  date 
indicated  above,  and  may  amend  or 
revoke  this  proposal  in  response  to  such 
comments. 

Drafting  Information 

The  drafters  of  these  regulations  are 
Captain  Dennis  W.  Cleaveland.  U.S. 
Coast  Guard,  project  officer.  Ninth  Coast 
Guard  District  Marine  Port  * 
Environmental  Safety  Branch,  and 
Commander  M.  Eric  Reeves.  U.S.  Coast 
Guard,  project  attorney.  Ninth  Coast 
Guard  District  Legal  Office. 

Diacnaskm  of  Regulations 

Current  regulations  in  33  CFR  162.138 
which  apply  to  connecting  waters  fix>m 
Lake  Huron  to  Lake  Erie  set  maximum 


speed  for  vessels  20  meters  or  more  in 
length  at  limits  ranging  from  4  to  12 
statute  miles  per  hour  in  various  areas. 
One  of  the  purposes  of  these  speed 
regulations  is  to  Umit  wake  damage,  and 
they  were  not  written  to  account  for  the 
substantially  lesser  wake  generating 
characteristics  of  nondisplacement 
vessels.  In  fact,  certain  vessels  designed 
for  nondisplacement  operation  would 
generate  larger  wakes  at  these  speeds 
because  they  would  therefore  be  forced 
to  operate  in  a  displacement  mode. 
Also,  the  current  regulations  were  not 
written  with  consideration  for  the 
different  operating  characteristics  of 
nondisplacement  vessels.  The 
Commander  of  the  Ninth  Coast  Guard 
District  proposes  to  temporarily  amend 
these  regulations  in  order  to  allow  trial 
runs  of  nondisplacement  vessels  which 
have  requested  permission  to  operate  in 
the  area.  The  period  for  trial  runs  would 
be  April  through  November  of  1993. 
Because  this  is  a  new  form  of  operation 
and  because  there  are  other  safety 
considerations  when  a  vessel  is 
operating  at  a  high  speed,  the 
Commander  of  the  Ninth  Coast  Guard 
District  is  proposing  to  set  an  upper 
limit  of  40  statute  miles  per  hour  and 
the  higher  speeds  will  only  be  allowed 
when  authorized  on  a  case  by  case  basis, 
for  each  proposed  transit  of  the  area,  by 
the  Coast  Guard  Captain  of  the  Port. 
Case  by  case  approval  is  also  necessary 
in  order  to  allow  for  coordination  with 
Canadian  and  local  officials. 

Federalism  Implications 

This  acticHi  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612.  and  it  has  been  determined  that 
the  proposed  rulemaking  does  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment.  This  amendment  does  not 
impose  any  new  regulatory 
requirements  in  an  area  not  heretofore 
regulated  by  the  Federal  Government, 
and  does  not  impose  any  requirements 
or  restrictions  on  State  or  local 
authorities. 

Environment 

The  Coast  Guard  has  considered  the 
environmental  impact  of  these 
regulations  and  concluded  that,  under 
section  2.B.2.C  of  the  Coast  Guard 
Commandant  Instruction  M16475.1B. 
they  are  categorically  excluded  from 
further  environmental  documentation. 

Ecoaomk  Assessment  and  Certificatioa 

These  regulations  are  considered  to  be 
non-major  under  Executive  Order  12291 
on  Federal  Regulation  and 
nonsignificant  under  Department  of 
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Transportation  regulatoiy  policies  and 
procediires  (44  FR 11034  of  February  26, 
1979).  The  economic  impact  of  theee 
regnlations  is  expected  to  be  80  minimal 
that  a  fall  regulatory  evaluation  is 
unnecessary.  In  fact,  the  Coast  Guard  is 
making  this  amendment  in  part  in  order 
to  avoid  causing  the  existing  regulations 
to  hare  an  unintended  economic  impact 
on  a  new  mode  of  commercial 
operation.  Since  the  impact  of  this 
regulation  is  expected  to  the  minimal, 
the  Coast  Guard  certifies  that,  if 
adopted,  it  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

Collection  of  Information 

These  regulations  will  impose  no 
collection  of  information  requirements 
under  the  Paperwork  Reduction  Act,  44 
U.S.C.  3501  et  seq. 

List  of  Subjects  in  33  CFR  Part  162 

Marine  safety.  Navigation  (water). 

Regulations 

In  consideration  of  the  foregoing,  the 
Coast  Guard  proposes  to  amend  part  162 
of  title  33,  Code  of  Federal  Regulations 
as  follows: 
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P>^RT  162  [AMENDED] 

i.  The  authority  citation  for  part  162 
IS  temporarily  amended  to  read  as 
follows: 

Authority:  33  U.S.C.  1231;  49  CFR  1.46.  33 
CFR  162.134(d).  and  33  CFR  162.138(b). 

2.  A  temporary  §T162.139  is  added  as 
follows: 

§T162.139    Nondiaplec«m«nt Vessels 
under  100  gross  tons. 

(a)  Notwithstanding  §§  162.134  and 
162.138(a),  nondisplacement  vessels  20 
meters  or  more  in  length  but  under  100 
gross  tons  may  operate  in  the 
nondisplacement  mode  at  speeds  not 
more  than  40  miles  per  hour,  and  may 
overtake  other  vessels,  when  conditions 
otherwise  safely  allow  and  approval  is 
granted  by  the  Coast  Guard  Captain  of 
the  Port  or  District  Commander  prior  to 
each  transit  of  the  area.  Except  for 
provisions  on  overtaking  other  vessels, 
the  provisions  in  §  162.134  continue  to 

.apply. 

(b)  This  section  becomes  effective  on 
April  1, 1993  and  terminates  on 
November  30, 1993. 

Dated:  December  16, 1992. 
G.A.  PeningtoB. 

E«ar  Admiral.  USCG,  Commander,  Ninth 
Coast  Guard  District. 
IFR  Doc  93-790  Filed  1-12-93;  8:45  am) 
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ENVmONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  180 
[OPP-3002S8;  Fnir-«077-11 

RmaoTO-Acis 

Revocation  of  Exemption  from 
Ftequirement  of  a  Toteranca  for  Certain 
Inert  Chemicals  in  Pesticide  Products 

AGSENCY:  Environmental  Protection 

Agency  (EPA). 

ACnow;  Proposed  rule. ^_ 

summary:  This  document  proposes  to 
revoke  exemptions  from  the 
requirement  of  a  tolerance  for  residues 
of  seven  pesticidally  inert  ingredients  in 
or  on  raw  agricultural  commodities 
(RAC's).  EPA  is  initiating  this  action 
because  the  data  base  for  these  inerts  is 
so  deficient  that  EPA  cannot  conclude 
that  a  tolerance  is  not  necessary  to 
protect  the  public  health. 
DATES:  Written  comments,  identified  by 
the  document  control  number  (OPP- 
3002581,  must  be  received  on  or  before 
March  15, 1993. 

ADDRESSES:  By  mail,  submit  written 
comments  to:  Public  Response  and 
Program  Resources  Branch,  Field 
Operations  Division  (H7506O,  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  401  M  St..  SW., 
Washington,  DC  20460.  In  person.  bring*» 
comments  to:  Rm.  1128.  CM  #2. 1921 
Jefferson  Davis  Highway.  Arlington.  VA. 

Information  submitted  as  a  comment 
concerning  this  document  may  be 
claimed  confidential  by  marking  any 
part  or  all  of  that  information  as 
"Confidential  Business  Information" 
(CBI).  Information  so  marked  will  not  be 
disclosed  except  in  accordance  with 
procedures  set  forth  in  40  CFR  part  2. 
A  copy  of  the  comment  that  does  not 
contain  CBI  must  be  submitted  for 
inclusion  in  the  public  record. 
Information  not  marked  confidential 
may  be  disclosed  publicly  by  EPA 
without  prior  notice.  All  written 
comments  will  be  available  for  public 
inspection  in  Rm.  1128  at  the  address 
given  above,  from  8  a.m.  to  4  p.m.. 
Monday  through  Friday,  excluding  legal 
holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  By 
mail:  Melissa  L.  Chun,  Registration 
Support  Branch  (H7505C).  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  401  M  St.,  SW., 
Washington,  DC  20460.  Office  location 
and  telephone  number:  Rm.  718.  CM  #2. 
1921  Jefferson  Davis  Highway, 
Arlington.  VA,  703-305-6354. 
SUPPLEMENTARY  INFORMATION:  Under  the 
Federal  Food,  Drug,  and  Cosmetic  Act 


(FFDCA),  EPA  estri^ishes  tolwances 
(maximum  legal  residue  levels)  or 
exemptions  from  the  requirement  of  a 
tolerance  for  pesticide  residues  in  food. 
Pesticide  products  are  usually  made  up 
of  one  or  more  pesticidally  active 
ingredient(s)  and  one  or  more 
ingredient(s)  which  are  not  intended  to 
be  pesticidally  active  (such  as  solvents) 
which  are  known  as  inerts. 

In  the  Federal  Register  of  April  22, 
1987  (52  FR  13305),  EPA  issued  a  notice 
which  announced  certain  policies 
designed  to  reduce  the  potential  for 
adverse  effects  firom  the  use  of  pesticide 
products  containing  toxic  inert 
ingredients.  In  developing  this  policy, 
the  Agency  has  categorized  inert 
ingredients  into  the  following  four  lists 
according  to  toxicity:  List  1 — Inerts  of 
toxicological  concern;  List  2 — 
Potentially  toxic  inerts,  with  high 
priority  for  testing;  List  3 — Inerts  of 
unknown  toxicity;  List  4 — Inerts  of 
minimum  concern. 

Based  on  a  review  of  the  toxicity 
information  on  chemicals  used  as  inert 
ingredients  in  registered  pesticide 
formulations,  the  Agency  concluded 
that  some  inert  ingredients  have  been 
shown  to  have  significant  toxicity.  The 
criteria  used  to  place  chemicals  on  List 
1  were  carcinogenicity,  adverse 
reproductive  effects,  neurotoxicity  or 
other  chronic  effects,  developmental 
toxicity  (birth  defects),  ecological 
effects,  or  the  potential  for 
bioaccumulation. 

Any  registrant  who  retains  an  inert 
ingredient  on  List  1  in  his  or  her 
registered  product(s)  must  submit  data 
to  support  continued  use.  The  Agency 
conducted  a  Data  Call-In  in  April  1988 
and  March  1989  to  require  that  the 
r^istrants  of  List  1  inerts  provide  the 
Agency  with  needed  data  under  section 
3(c)(2)(B)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodentidde  Act 
(FIFRA),  as  amended.  These  data 
included  chronic  toxicology,  produd 
chemistry,  residue,  and  environmental 
fate  data  and  are  necessary  to  support 
the  continued  registration  of  product(s) 
containing  the  above-noted  inert 
ingredients. 

Registrants  who  failed  to  respond  or 
responded  improperly  were  sent  Notices 
of  Intent  to  Suspend  (NOITS)  for 
products  containing  the  inert 
ingredients. 

Exemptions  from  tolerances  currently 
exist  for  seven  List  1  inerts:  chloroform, 
epichlorohydrin,  ethylene  dichloride, 
hexane,  methyl  chloride, 
perchloroethylene,  and  propylene 
oxide.  The  data  base  for  these  inerts  is 
so  deficient  that  EPA  cannot  conclude 
that  a  tolerance  is  not  necessary  to 
protect  the  public  health.  This 


4132 


Federal  Register  /  Vol.  58.  No.  8  /  Wednesday.  January  13.  1993  /  Proposed  Rules 


document  proposes  to  revoke 
exemptions  for  each  of  these  inerts. 

The  Agency  is  not  recommending  the 
establishment  of  action  levels  in  place 
of  these  exemptions  from  tolerance,  hi 
response  to  the  Data  Call-in,  the 
registrants  of  several  products 
containing  chloroform,  epichlorohydrin. 
and  perchloroethylene  canceled  their 
product  registrations.  The  remaining 
products  were  either  reformulated 
(ethylene  dichloride.  hexane, 
perchloroethylene,  propylene  oxide)  or 
the  product  registrations  were 
suspended  due  to  failure  to  respond  to 
the  Data  Call-Ins  (epichlorohydrin, 
hexane,  methyl  chloride, 
perchloroethylene,  and  propylene 
oxide).  Since  these  inerts  have  been 
eliminated  from  products  or  the  product 
registrations  have  been  canceled  or 
suspended,  there  is  no  legal  sale  or 
distribution  in  the  United  States. 
Furthermore,  since  sufficient  time  has 
elapsed  in  order  for  the  residues  to 
dissipate,  residues  should  not  appear  in 
any  domestically  produced 
commodities.  EPA  requests  that 
interested  persons  submit  information 
pertaining  to  whether  these  inerts  are 
used  in  foreign  countries  and  may  be 
present  in  commodities  grown  in  those 
countries  and  imported  to  the  United 
States. 

The  exemptions  from  tolerance,  listed 
in  40  CFR  part  180,  being  proposed  for 
revocation  are  as  follows: 
§  180.1001(c) — hexane,  methyl  chloride, 
perchloroethylene,  and  propylene 
oxide;  §  180.1001(d)— chloroform, 
epichlorohydrin.  ethylene  dichloride 
(1,2-dichloroethane).  and  hexane 
(including  isomeric  hexanes); 
§  180.1001(e) — ethylene  dichloride  (1,2- 
dichloroethane),  perchloroethylene.  and 
propylene  oxide. 

Simultaneously  with  this  proposal, 
EPA  is  informing  the  member  countries 
of  the  Codex  Alimentarius  Commission 
and  other  countries  of  its  proposed 
revocation  action  so  that  those  who 
might  be  affected  are  afforded  the 
opportunity  to  comment  on  the 
proposed  action. 


Within  30  days  after  publication  of 
this  dociunent  in  the  Federal  Register. 
any  person  who  has  registered  or 
submitted  an  appUcation  for  registration 
of  a  pesticide  under  the  Federal 
Insecticide.  Fungicide,  and  Rodenticide 
Act.  as  amended,  which  contains  these 
inert  ingredients  mav  request  that  this 
rulemaking  proposal  to  revoke  the 
tolerance  exemptions  for  these  inert 
ingredients  be  referred  to  an  Advisory 
Committee  in  accordance  with  section 
408(e)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act. 

Interested  persons  are  invited  to 
submit  written  comments  on  the 
proposed  regulation.  Comments  must 
bear  a  notation  indicating  the  document 
control  number,  (OPP-3002581.  All 
written  comments  filed  in  response  to 
this  notice  will  be  available  in  the 
Public  Information  Branch,  at  the 
address  given  above  from  8  a.m.  to  4 
p.m..  Monday  through  Friday,  except 
legal  holidays. 

Executive  Order  12291 

In  order  to  satisfy  requirements  for 
analysis  as  specified  by  Executive  Order 
12291,  the  Agency  must  determine 
whether  a  proposed  regulatory  action  is 
"major"  and  therefore  subject  to  the 
requirements  of  a  Regulatory  Impact 
Analysis.  The  Agency  has  determined 
that  this  proposed  action  is  not  a  major 
regulatory  action,  i.e.,  it  will  not  have  an 
annual  effect  on  the  economy  of  at  least 
JlOO  million,  will  not  cause  a  major 
increase  in  prices,  and  will  not  have  a 
significant  adverse  effect  on  competition 
or  the  ability  of  U.S.  enterprises  to 
compete  with  foreign  enterprises. 

The  proposed  regulatory  action  has 
been  reviewed  by  the  Office  of 
Management  and  Budget  as  required  by 
E.0. 12291. 

Regulatory  Flexibility  Act 

This  proposed  regulatory  action  has 
been  reviewed  under  the  Regulatory 
Flexibility  Act  of  1980  (Pub.  L.  96-354. 
94  Stat.  1164;  5  U.S.C.  601  et  seq).  and 
it  has  been  determined  that  it  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small 


businesses,  small  governments,  or  small 
organizations. 

This  regulatory  action  is  intended  to 
prevent  the  sale  of  food  commodities 
containing  pesticide  residues  only 
where  the  subject  pesticides  have  been 
used  in  an  unregistered  or  illegal 
manner. 

Since  all  products  containing  these 
inerts  have  been  canceled,  suspended, 
or  reformulated  without  these  inerts  in 
response  to  Data  Call-ins  in  1988  and 
1989.  there  should  be  no  further  use  of 
products  containing  these  inerts. 
Furthermore,  sufficient  time  has  elapsed 
for  residues  of  these  inerts  to  dissipate. 
Therefore,  the  Agency  does  not  expect 
any  impact  or  costs  on  users  or  business 
enterprises  of  any  size  as  a  result  of 
revoking  these  exemptions  from  the 
requirement  of  tolerances  for  these 
inerts. 

Accordingly.  I  certify  that  this 
proposed  regulatory  action  does  not 
require  a  separate  regulatory  flexibility 
analysis  under  the  Regulatory 
Flexibility  Act. 

List  of  Subjects  in  40  CFR  Part  ISO 

Administrative  practice  and 
procedure.  Agricultiual  commodities,. 
Pesticides  and  pests.  Reporting  and 
recordkeeping  requirements. 

Dated:  Decemlier  29. 1992. 

Victor  J.  KinuB. 

Acting  Assistant  Administrator  for 
Prwention.  Pesticides  and  Toxic  Substances. 

Therefore,  it  is  proposed  that  40  CFR 
part  180  be  amended  as  follows: 

PART  180-IAMENDEDl 

1.  The  authority  citation  for  part  180 
continues  to  read  as  follows: 

Authority:  21  U.S.Q  346a  and  371. 

2.  In  §  180.1001(c).  (d).  and  (e)  tables 
by  removing  the  following  entries,  as 
follows: 

f  180.1001    Exemptions  from  the 
requirement  of  a  toleranee. 


(c)  • 


EptoMonhydrti 
Ethylene  dteWc 


Hexane  (InckK 


EttiytanedicM 
Perehtoroethyl 
PropyteneoKk 


IFR  Doc.  93- 
BIUJNGCOOE 


Inait  mgradtanis 


Unite 


Uses 


Hexane  [Removedl 

Melhyt  chlortde  [Removed] 

PercHoroeChylone  [Removed] 
Propylene  oxide  (Removed] .. 


[Removed) - [Removed] 

[Removod] (Removed) 

[Removed] [Removed] 

(Removed]  (Removed) 
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LMk 


(d) 


hMit  IngiwSBnts 


Umlts 


UfM 


Chkxptoow  tn<ino¥>dl 


EpIcMoRihybrtn  [TtamoMd] 

Ethyteoe  dteNortde  (l^-dkMoroattwne)  (RamovecQ 


Hexsvte  (mchidbig  mniaric  hexanas)  (Removed] 


(Ramovwtl « fRemovedl 

[Bemovedl  — IHwnoved) 

IRomoved] _ [Removedl 

(Rwnovedl CR««>ved] 


(e)  *   *   • 


Inert  ingradients 


Umiis 


Uses 


Ethytooe  dichlortde  (1.2-dtehlofoe«hane)  tRemoved) IFtefnoved] 


PefcWoroettiylene  [Removed] 
Propylene  OKlde  (Removed]  ... 


(RemovecQ 


[Removedl 
[Removed] 


(RemovecQ [Removed] 


jFR  Doc.  93-376  Filed  1-12-93;  8:45  am) 
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40  CFR  Part  372 
[OPPTS-400068;  Fm.-4078-q 

Oi-iv-Octyl  Ptitttalate;  Toxic  Chemkai 
Release  Reporting;  Community  Right- 
To4(now 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

action:  Proposed  rule.  


SUMMARY:  EPA  is  proposing  to  grant  a 
petition  to  delete  di-n-octyl  phthalate 
(CAS  Number  117-«4-0)  from  the  list  of 
toxic  chemicals  subject  to  reporting 
under  section  313  of  the  Emergency 
Planning  and  Community  Right-To- 
Know  Act  (EPCRA)  of  1986.  EPA 
believes  that  this  chemical  satisfies  the 
statutory  criterion  for  deUsting  and 
therefore  should  not  be  included  on  the 
list. 

DATES:  Written  comments  on  this 
proposed  rule  should  be  submitted  by 
March  15, 1993. 

ADDRESSES:  Written  comments  shmild 
be  submitted  in  triplicate  to:  OPPT 


Docket  Cleik,  TSCA  Public  Docket 
Office  (TS-793),  Environmental 
Protecticm  Agency.  Rm.  NE-G004. 401 
M  St..  SW..  Washington.  DC  20460, 
Attn:  Docket  Number  OPPTS-400068. 
FOR  FURTHER  INFORMATION  CONTACT. 
Maria  J.  Doa.  Petitirais  Coordinatw, 
Emergency  Planning  and  Commxmity 
Right-To-Know  Information  Hotline, 
Environmental  Protection  Agency,  Mail 
Stop  OS-120.  401  M  St.,  SW., 
Washington,  DC  20460,  Toll  free:  800- 
535-0202. 
SUPPLEMENTARY  INFORMATION: 

I.  Introductiaa 

A.  Statutory  Authority 

This  proposal  is  issued  xmder  section 
313(d)  and  (eMD  of  the  Emergency 
Planning  and  Community  Right-To- 
Know  Act  of  1986  (42  U.S.C  11023). 
EPCRA  is  also  referred  to  as  Title  III  of 
the  Superfund  Anxmdments  and 
Reauthorization  Act  (SARA)  of  1986. 

B.  Background 

Section  313  of  EPCRA  requires  certain 
facilities  manufacturing,  processing,  or 
otherwise  using  toxic  diemicals  to 
rep(ut  their  environmental  releases  and 


off-site  transfers  of  such  chemicals 
annually.  Beginning  with  the  1991 
reporting  year,  such  facilities  also  must 
report  jpolluticm  prevention  and 
recycling  data  for  such  chemicals, 
pursuant  to  section  6607  of  the 
Pollution  Prevention  Act  (42  U.S.C 
13106).  EPCRA  section  313  establishes 
an  initial  list  of  toxic  chemicals  that  is 
comprised  of  mors  than  300  chemicals 
and  20  chemical  categories.  Any  person 
may  petition  EPA  to  add  chemicals  to  or 
delete  chemicals  from  the  list. 

EPA  issued  a  statement  of  petition 
policy  and  guidance  in  the  Federal 
Register  of  February  4. 1987  (52  FR 
3479),  to  provide  guidance  regarding  the 
recommended  content  and  format  for 
petitions.  EPCRA  section  313(e)  requires 
EPA  to  resjpond  to  petitions  within  180 
days  either  by  initiating  a  rulemaking  or 
by  publishing  an  explanation  of  why  the 
petition  is  denied. 

n.  DescriptioB  of  tlu  ^etitioii 

On  January  28, 1992,  EPA  received  a 
petition  from  Vista  Chemical  Company 
of  Houston,  Texas,  to  delist  di-n-octyl 
phthalate  (DnOP;  also  known  as  n- 
dioctyl  phthalate)  from  the  list  of  toxic 
chemicals  under  section  313  of  EPCRA. 
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The  petitioner  addressed  the  following 
topics:  physical  and  chemical 
properties,  production  and  use  patterns, 
releases,  and  concentration  levels 
beyond  the  facility;  the  current 
regulatory  status  of  DnOP;  the  basis  of 
delisting  authority;  and  DnOP  toxicity, 
including  acute  and  chronic  health  and 
environmental  effects.  The  petitioner 
concludes  that  DnOP  should  be  deleted 
from  the  EPCRA  section  313  list  because 
it  does  not  meet  any  of  the  criteria  for 
inclusion  in  the  section  313  Hst  of  toxic 
chemicals.  The  petitioner  also  states 
that  DnOP  is  not  known  and  cannot 
reasonably  be  anticipated  to  cause 
signiHcant  adverse  effects  on  human 
health  or  the  environment.  Further,  the 
petitioner  contends  that  there  are  other 
equally  innocuous  phthalate  esters  of 
similar  structure  produced  in  larger 
quantities  which  are  not  on  the  EPCRA 
section  313  list,  and  this  puts  DnOP 
producers  at  an  undue  commercial 
disadvantage. 

III.  Regttlat(H7  Status  of  DnOP 

DnOP  is  designated  as  a  hazardous 
substance  under  section  102  of  the 
Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act  of  1980  (CERCLA;  42  U.S.C.  9602). 
The  reportable  quantity  (RQ)  for  DnOP 
is  currently  set  at  5.000  lbs  (40  CFR 
302.4).  This  is  the  maximum  value 
defined  under  CERCLA  for  triggering 
release  reporting  to  Federal.  State,  and 
local  authorities.  In  addition,  discarded 
products,  off-specification  species, 
container  residues,  and  spill  residues  of 
DnOP  are  regulated  as  hazardous  waste 
U107  under  the  Resource  Conservation 
and  Recovery  Act  (RCRA). 

DnOP  is  on  the  Priority  Pollutant  List 
(PPL)  of  section  307  of  the  Clean  Water 
Act  (33  U.S.C.  1317).  The  other 
phthalate  esters  on  the  EPCRA  section 
313  list  (butyl  benzyl  phthalate,  di-n- 
butyl  phthalate,  di-2-ethylhexyl 
phthalate.  dimethyl  phthalate.  and 
diethyl  phthalate)  are  also  on  the  PPL. 
Insufficient  data  preclude  the  derivation 
of  ambient  water  quality  criteria  for 
DnOP  by  the  Agency. 

This  petition  does  not  request  that 
any  action  be  taken  under  any  statute 
other  than  EPCRA,  and  today's  proposal 
should  not  be  inferred  as  a  proposed 
action  under  any  statute  other  than 
EPCRA.  Each  statute  prescribes  different 
standards  for  adding  or  deleting 
chemicals  or  pollutants  from  their 
respective  list.  Specifically,  the  deletion 
of  DnOP  from  the  EPCRA  section  313 
list  does  not  preclude  its  continued 
regulatory  status  under  other 
environmental  statutes.  Today's 
proposal  is  based  solely  on  the  criteria 
in  EPCRA  section  313. 


IV.  EPA's  Review  of  DnOP 

The  technical  review  of  the  petition  to 
delete  DnOP  covers  the  chemistry, 
health  and  environmental  effects, 
production  and  use,  environmental 
release,  and  environmental  fate  of 
DnOP.  EPA  reports  prepared  in  support 
of  this  proposal  include  "Di-n-Octyl 
Phthalate  Exposure  Report  for  Delisting 
Petition"  (Ref.  1),  "Hazard  Assessment 
of  Di-n-Octyl  Phthalate  (DnOP)  in 
Response  to  Delisting  Petition  of  Vista 
Chemical  Company"  (Ref.  2),  "Final 
Economics  Report  for  TRI  Delisting  of 
DnOP"  (Ref.  3),  and  "Chemistry  Report 
on  Di-n-Octyl  Phthalate"  (Ref.  4).  These 
reports,  which  are  cited  in  Unit  VIII  of 
this  proposal,  contain  lists  of  references 
that  were  used  in  their  preparation. 

A.  Chemistry 

DnOP  is  a  linear  dioctyl  ester  of 
phthalic  acid.  It  is  a  colorless,  odorless, 
oily  liquid  with  a  low  rhelting  point  (- 
25  °C),  a  high  boiling  point  (estimated 
to  be  390  to  420  °C  at  760  torr  based  on 
measured  boiling  points  at  reduced 
pressure),  and  low  volatility  (The  vapor 
pressure  of  DnOP  is  estimated  to  be  lO^* 
to  10"'  torr  at  25  "C  based  on  boiling 
points  at  reduced  pressures). 

Information  on  DnOP  and  related 
chemicals  is  often  commingled  and 
misidentified.  For  example,  the  physical 
data  and  Toxic  Release  Inventory  (TRI) 
releases  and  transfers  of  DnOP's 
branched  isomer.  di-(2-ethylhexyl) 
phthalate  (DEHP),  the  largest  volume 
plasticizer  commonly  used  in  polyvinyl 
chloride  (PVC),  are  often  mistakenly 
reported  as  DnOP.  Both  DnOP  and 
DEHP  are  often  referred  to  as  dioctyl 
phthalate  (DOP)  in  the  literature  and  in 
industry  (as  is  diisooctyl  phthalate; 
DIOP).  Thus,  DOP  can  be  used  to 
indicate  any  of  the  eight-carbon  side- 
chain  containing  phthalates:  DnOP, 
DEHP,  or  DIOP.  The  petition  submitted 
by  the  Vista  Chemical  Company,  and 
this  proposed  rule,  address  only  DnOP. 

DnOP  has  a  very  low  water  solubility, 
but  it  is  highly  soluble  in  certain  organic 
solvents  and  oils.  Measured  values  for 
the  aqueous  solubility  of  DnOP  range 
from  50  milligrams  per  liter  (mg/L)  to 
0.020  mg/L,  with  estimated  values 
ranging  as  low  as  less  than  0.001  mg/L. 
Considering  the  methodological 
problems  in  many  of  the  water 
solubility  studies  (i.e.,  older  methods 
tended  to  give  overestimated  values  for 
the  solubility  of  DnOP),  EPA  beUeves 
that  the  measured  value  of  0.020  mg/L 
is  more  likely  to  approximate  the  true 
solubility  of  DnOP  than  higher 
measured  values. 

Phthalate  esters  undergo  step-wise 
hydrolysis  to  the  monoester  and  then  to 


the  dicarboxylic  acid,  phthalic  acid.  The 
hydrolysis  is  catalyzed  by  acid  or  base. 
For  phthalate  esters,  add  hydrolysis  at 
pH  4  to  6  is  generally  estimated  to  be 
slower  than  alkaline  hydrolysis  at  pH  8 
to  10.  Neutral  hydrolysis  is  too  slow  to 
measure.  Some  estimated  half-lives  for 
the  hydrolysis  of  UnOP  at  various  pH's 
are  shown  in  Table  1  below  (Ref.  4): 

Table  1  .—Hydrolysis  HaH-Llves  for  DnOP 
at  Various  pH's  (estimated) 

AckVBasa  Hydrolysis  at  30  °C.- 


pH 

Halt-Me.  days  (»s»- 
maied) 

1 

4 
7 
8 
10 

7 

7,220 

22.315 

2.238 

22 

B.  Toxicohgical  Evaluation 

Toxicological  data  on  the  health  and 
environmental  effects  of  DnOP  were 
obtained  from  information  submitted 
with  the  petition,  from  articles  retrieved 
from  the  literature,  and  from  Agency 
documents.  These  data  were  reviewed 
with  respect  to  the  statutory  criteria 
(EPCRA  section  313(d)(2)(A),  (B).  and 
(O).  Specifically,  the  data  were 
reviewed  for  evidence  indicating 
absorption  and  metabolism,  acute 
toxicity,  liver  and  kidney  toxicity, 
immunotoxicity,  carcinogenicity, 
mutagenicity,  developmental  and 
reproductive  toxicity,  neurotoxicity,  and 
environmental  effects  (Ref.  2). 

1.  Absorption  and  metabolism. 
Phthalic  acid  esters  are  expected  to  be 
readily  absorbed  from  the 
gastrointestinal  tract,  well  absorbed 
(about  one-third  of  exposure 
concentration)  from  the  lung,  and 
poorly  absorbed  from  the  skin.  Based  on 
data  from  other  phthalate  esters,  DnOP 
is  expected  to  be  rapidly  metabolized  to 
the  monoester  in  the  intestine  and  the 
liver.  The  n-octyl  side  chain  of  the 
monoester  is  expected  to  luidergo  a 
variety  of  oxidations.  In  general, 
phthalic  acid  esters  and  their 
metabolites  distribute  primarily  to  the 
liver,  kidneys,  fat,  and  gastrointestinal 
tract,  but  they  are  not  retained  for  long 
in  the  body.  The  esters  and  their 
metabolites  are  rapidly  excreted,  mainly 
in  the  urine. 

2.  Acute  toxicity.  DnOP  exhibits  very 
low  acute  toxicity  to  animals.  The  rat 
oral  LDjo  values  are  greater  than  13  g/ 
kg,  and  mouse  acute  oral  LDso  values  are 
greater  than  6.5  g/kg.  The  acute  dermal 
LD$o  value  is  greater  than  5  g/kg  for 
guinea  pigs.  DnOP  is  slightly  irritating 
to  rabbit  eyes  but  not  to  rabbit  skin. 

Data  on  numan  exposure  indicate  that 
DnOP  is  irritating  to  mucous 
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irious  pH's 


membranes  and  eyes  but  not  to  the  skin. 
Mild  contact  dermatitis  or 
hypersensitivity  reactions  have  been 
reported  among  workers  exposed 
dermally  to  phthalate  ester  mixtures; 
however,  human  dermal  patch  testing  of 
DnOP  showed  no  irritation  or 
sensitization.  The  oral  lethal  dose  for 
DnOP  in  humans  has  been  reported  to 
range  from  0.5  to  15  grams  per  kilogram 
(g/I^)  for  a  70  kg  adult. 

3.  Liver  toxicity.  Several  subchronic 
studies,  from  14  days  to  14  weeks 
duration,  indicate  that  DnOP  is 
hepatotoxic  to  rats  and  mice  at  high 
dose  levels  (1.0  to  7.5  g/kg)  by  the  oral 
route. 

4.  Kidney  toxicity.  Limited  subchronic 
(14-week)  data  on  the  nephrotoxicity  of 
DnOP  in  rodents  imply  that  the 
compound  may  be  toxic  to  the  kidney, 
but  only  at  high  doses  (0.3  g/kg 
intraperitoneally  (ip)  or  7.5  g/kg  in  the 
diet). 

5.  Immunotoxicity.  The  results  of  two 
rat  studies  are  inadequate  to  evaluate 
the  immunotoxic  potential  of  DnOP. 
The  methods  were  not  presented  in 
sufficient  detail  to  allow  comparison 
with  standard  procedures,  quantitative 
data  were  not  presented,  there  appear  to 
be  large  variances  associated  with  some 
of  the  means,  and  the  positive  control 
did  not  demonstrate  all  the 
immunosuppressant  effects  reported  in 
the  peer-reviewed  literature.  Thus,  these 
studies  provide  suggestive,  but  not 
definitive,  evidence  of  immunotoxicity 
in  rats  at  high  doses  (0.60,  5.0,  and  10.0 
g/kg)  by  ip  injection  over  periods  of  5 
days  or  45  to  90  days. 

6.  Carcinogenicity.  There  are  no 
epidemiological  studies  or  long-term 
animal  carcinogenicity  assays  of  DnOP 
to  permit  an  evaluation  of  the 
oncogenicity  of  the  chemical  to  humans. 
Data  on  structure-activity  relationships, 
chronic  toxicity,  and  genotoxicity  do 
not  provide  suf^cient  evidence  that  one 
may  reasonably  anticipate  that  DnOP 
will  cause  cancer  in  humans. 

7.  Mutagenicity.  DnOP  was  not 
mutagenic  in  several  short-term  assays 
with  or  without  metabolic  activation. 

8.  Developmental  and  reproductive 
toxicity.  The  results  of  several  studies, 
conducted  at  doses  of  2  to  7.5  g/kg  in 
mice  and  3  to  10  g/kg  in  rats,  show  that 
DnOP  has  a  very  low  potential  to  cause 
developmental  or  reproductive  toxicity 
in  laboratory  animals.  In  one  study, 
pregnant  rats  were  dosed  ip  with  DnOP 
at  5  or  10  g/kg  on  gestation  days  5, 10, 
and  15.  DnOP  did  not  appear  to  be 
embryotoxic,  even  at  10  g/kg.  Several  of 
the  resulting  fetuses  had  gross 
abnormalities.  Skeletal  abnormalities 
were  not  observed.  Thus,  DnOP 
produced  developmental  effiects  only  at 


extremely  high  doses.  A  reproductive 
toxicity  study  with  mice  fed  diets 
containing  about  2  to  7.5  g/kg  DnOP  per 
day  was  negative. 

9.  Neurotoxicity.  Available  data  are 
inadequate  to  assess  the  neurotoxicity  of 
DnOP  fully.  Two  studies  of  workers 
imply  that  phthalate  ester  mixtures  may 
be  neurotoxic  at  workplace  levels  (1  to 
60  milligrams  per  cubic  meter  (mg/m'); 
concentration  of  DnOP  not  known). 
Limited  animal  neurotoxicity  studies  in 
the  literature  imply  that  DnOP  may  be 
neurotoxic,  but  at  high  doses  (ca.  1.8  to 
12  g/kg).  All  of  these  studies  are 
severely  limited  and  are  inadequate  for 
hazard  assessment  under  EPCRA  section 
313.  All  suffer  from  a  lack  of  complete 
reporting  of  data,  and  in  several  studies 
it  is  not  clear  as  to  which  isomer,  DnOP 
or  DEHP,  was  present  or  tested.  There 
are  no  additional  supporting 
neurotoxicity  data  on  DnOP  in  humans 
and  no  indication  of  neurotoxic  effects 
in  other  available  animal  studies  of 
DnOP. 

10.  Environmental  effects.  Based  on 
available  information,  DnOP  is  not 
likely  to  have  adverse  effects  on  aquatic 
organisms  at  its  aqueous  solubility  limit 
during  acute  and  chronic  exposures 
(undissolved  material  is  not  bioavailable 
by  passive  diffusion  through  external 
membranes).  Effect  concentrations 
reported  in  the  petition  are  in  excess  of 
DnOP's  aqueous  solubility  limit.  When 
dialkyl  phthalates  analogous  to  DnOP 
were  tested  at  their  aqueous  solubility 
limits,  there  were  no  toxic  effects  to 
environmental  organisms. 

Based  on  information  from  other 
dialkyl  phthalates,  DnOP  is  expected  to 
bioconcentrate  in  aquatic  organisms  and 
be  transported  up  the  food  d^ain; 
however,  dispersion  rather  than 
biomagnification  is  likely  to  occur  as  the 
compound  becomes  incorporated  into 
organisms  higher  up  the  food  chain. 
That  is.  as  DnOP  is  transported  up  the 
food  chain,  residues  should  become 
smaller  rather  than  larger  since 
organisms  with  more  diverse  and 
specialized  metabolic  pathways  are 
more  likely  to  metabolize  the  compound 
than  are  organisms  lacking  advanced 
pathways. 

DnOP  biodegrades  imder  aerobic 
conditions.  It  is  persistent  under 
anaerobic  conditions.  Due  to  its 
persistence  and  hydrophobicity,  DnOP 
is  expected  to  accumulate  in  sediments. 
However,  DnOP  is  not  expected  to  be 
bioavailable  because  it  strongly  sorbs  to 
sediments. 

C.  Production,  Use,  Releases,  and 
Environmental  Fate 

1.  Production  and  use.  DnOP  is 
manufactured  as  a  component  of  mixed 


phthalate  esters  (linear  chain  C6,  Cg,  and 
Cio)  by  three  U.S.  companies:  Aristech 
Chemical  Corporation,  Teknor  Apex 
Company,  and  Vista  Chemical  Company 
in  a  total  of  14  to  15  million  pounds 
annually.  Teknor  Apex  Company 
produces  a  n-octyl,  n-decyl  phthalate 
ester  which  contains  DnOP.  The 
production  volume  of  DnOP  is  roughly 
5  percent  of  the  production  volume  of 
DEHP.  In  general,  DnOP  is 
manufactured  by  heating  an  excess 
mixture  of  normal  alcohols  with 
phthalic  anhydride  in  the  presence  of  a 
catalyst  to  form  a  mixture  of  esters. 

The  chemical  has  many  applications, 
the  most  important  of  which  is  its  use 
as  a  plasticizer  in  the  plastic  and  resin 
materials  industry.  It  is  a  plasticizer  for 
cellulose  ester  resins,  polystyrene 
resins,  and,  primarily,  PVC.  Plasticizers 
are  blended  with  the  synthetic  plastics 
and  resin  materials  to  improve  the 
workability  during  fabrication,  to  extend 
or  modify  the  natural  properties  of  the 
material,  and  to  develop  new  or 
improved  properties  not  present  in  the 
original  material.  They  can  be  present  in 
concentrations  frt)m  5  percent  to  60 
percent  of  the  total  weight  of  the 
plastics  and  resins.  DnOP  can  also  be 
used  as  a  dye  carrier  in  plastic 
production  (mostly  PVC)  and  as  a 
component  in  the  production  of 
adhesives.  plastisdls,  and  nitrocellulose 
lacquer  coatings  (Refs.  3  and  4). 

2.  Releases,  m  1989, 99  facilities 
reported  DnOP  releases  and  transfers 
under  EPCRA  section  313.  This  number 
includes  at  least  one  facility  (Mazda 
Motor  USA  Corporation  (Mazda),  the 
largest  releaser  of  DnOP  to  air  for  1989) 
which  was  confirmed  to  have 
erroneously  reported  releases  to  air  of 
DEHP  as  DnOP.  Additionally,  this 
facility  erroneously  reported  transfers  to 
publicly  owned  treatment  works 
(POTWs)  and  other  off-site  locations. 
Omitting  the  reporting  by  Mazda,  the 
corrected  releases  and  transfers  of  DnOP 
for  1989  are  as  follows:  112,476  pounds 
released  to  air;  1,251  poimds  released  to 
water;  1,813  pounds  released  to  land;  68 
pounds  injected  underground;  12,376 
pounds  transferred  to  POTWs;  and 
164,140  pounds  transferred  to  other  off- 
site  locations  (Ref.  3). 

3.  Environmental  fate.  DnOP  sorbs 
strongly  to  organic  matter  in  soils  and 
sediments.  Adsorption  is  likely  the  most 
important  transport  mechanism  in 
surface  waters. 

Hydrolysis  and  volatilization  are 
expected  to  be  relatively  slow  processes 
for  removal  of  DnOP  bom  surface 
waters. 

Under  aerobic  conditions, 
biodegradation  of  DnOP  occurs  with  a 
half-life  of  7  to  30  days.  Under  aerobic 
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conditions.  Um  gUMnl  biodegradation 
madtmxusm  conrirt*  of  enzymatic 
hydrolysb  of  th«  08t«  to  soiuMa 
intanna^alaa.  pcwamably  via  a 
phthaUcacid  aunoeatar.  Anaarobic 
biodegradation  ia  axpectad  to  be  vary 
slow  (vaatar  tban  aionths)  (Ref.  1). 

Dn^  itRMtgly  abaoifaa  ultraviolet 
(UV)  radiation  with  a  wavelength  of 
274.S  nanometers  (nm)  and  is  a 
candidate  for  photolysis  (i.e.. 
decomposition  by  absorption  of  li^t). 
However,  EPA  is  not  aware  of  any 
experimental  photolysis  data  for 
phthalale  esters.  An  estimation  for  the 
photolysis  half-life  of  DnOP  in  surface 
waters  ia  144  days.  Direct  photolysis  of 
I>aCX>  in  the  atmoaphera  is  not  expected 
to  occur  to  any  significant  extent: 
however,  DnOP  will  be  photodegraded 
by  photochamically  produced  hydroxyl 
radicals  found  in  the  atmoq>beie.  A 
half-lifa  of  14  hours  has  been  estimated 
(Rafs.  1  and  4). 

4.  Exposure,  Bottom  sediment  steady- 
state  conoentrationa  exceeding  10  mg  of 
DnCX>  per  kg  of  dry  weight  seoiments 
are  estimated  downstream  from 
manufacturing  fscihties,  thus 
potentially  exposing  benthic  organisms. 
However,  as  DnOP  strongly  sorbs  to 
sediments,  it  is  not  exposed  to  be 
bioavailable. 

It  is  estimated  that  80  percent  of  the 
DnOP  in  wastewater  is  removed  in 
secondary  waste  water  treatment 
systems.  DtaOP  ooooantrations  in 
surface  waters  (under  mean  flow 
conditions)  downatraam  from  facilities 
reporting  releases  are  estimated  to  be 
between  leas  than  1  ppb  and  9  ppb. 
Conoentratiao  Wv^  entering  major 
drinking  watw  utilities  wwe  estimated 
to  determine  potential  exposures  to 
large  populations,  and  the  levels  were 
estimated  at  lesa  than  0.5  ppb  (Ref.  1). 

V.  Ratt<MMl  fior  Daliedag 

EPA  is  proposing  to  grant  the  petition 
submitted  by  ^ista  Chemical  Company 
to  delete  DnOP  from  the  section  313  list 
of  toxic  chemicals.  The  decision  to  ^ant 
this  petition  is  based  on  the  total  weight 
of  available  evidence  for  all  applicable 
toxicity  endpoints. 

With  respect  to  deletions,  EPCRA 
provides  at  section  313(dK3)  that  "(a) 
chemical  may  be  deleted  if  the 
Administrator  detwmines  there  is  not 
sufficient  evidence  to  estabUsh  any  of 
the  criteria  described  in  paragraph 
l(d)(2)(A)-(C)I."  As  DnOP  exhibits  acute 
toxicity  only  at  kwels  that  greatly 
exceed  releases  and  resultant  exposures. 
DnOP  cannot  reasonably  be  anticipated 
'  to  cause  ". . .  significant  adverse  acute 
human  health  effects  at  concentration 
levels  that  are  reaaoaably  likely  to  exist 
beyond  facility  site  boundaries  as  a 


result  of  continuous,  or  frequently 
recurring  releases."  Thus.  EPA  does  not 
believe  that  DnOP  meets  the  toxicity 
criteria  for  listing  under  EPCRA  section 
313(dM2XA). 

EPA  does  not  brieve  that  DnOP 
meets  the  toxicity  criteria  of  EPCRA 
section  313(d)(2KB)  because  DnC«>  (1) 
cannot  reasonably  be  anticipated  to 
cause  cancer,  teratogenic  effects, 
iramunotoxicity,  or  neurotoxicity  and 
(2)  cannot  reasonabW  be  anticipated  to 
cause  liver  toxicity.  Iddney  toxicity,  or 
reproductive  and  developmental 
toxicity,  except,  as  discussed  in  Unit  IV, 
at  relatively  bdgh  dose  levels,  such  that 
EPA  believes  the  section  313(d)(2)(B) 
criteria  are  not  satisfied. 

EPA  does  not  believe  that  DnOP 
meets  the  toxicity  criteria  of  EKIRA 
section  313(dK2HC)  because  adverse 
eSacts  of  DnCX*  oa  aquatic  organisms 
occur  only  at  levels  that  are  in  excess  of 
the  aqueous  solubility  hmh  of  DnOP. 
Thus,  EPA  believes  that  any  potential 
significant  adverse  efiects  <»  the  aquatic 
environment  are  mitigated  by  DnC^'s 
low  solubility  in  water.  Furthermore, 
although  DnOP  does  bioconcentrate  in 
aquatic  organisms,  it  will  become 
dispersed  rather  than  laomagnified  in 
higher  organisms. 


V^  Rulemaking  Record 

The  record  supporting  this  proposed 
rule  is  contained  in  dodcet  number 
OPPTS-400068.  All  documents, 
including  an  index  of  the  dodcet,  are 
available  in  the  TSCA  Public  Dodcet 
Office  from  8  ajn.  to  noon  and  1  p.m. 
to  4  p.m..  Monday  through  Friday, 
excluding  legal  holidays.  The  TSCA 
Public  Docket  Office  is  located  at  EPA 
Headquarters,  Rm.  NE-G004,  401  M  St.. 
SW..  Washington.  DC  20460. 

Vn.  Request  for  Pnblk  Comaeirt 

EPA  requests  public  comment  on  this 
proposal  to  delete  DnOP  from  the  list  of 
chemicals  subject  to  EPCRA  section  313. 
Comments  should  be  submitted  to  the 
address  listed  under  the  ADDRESSES 
unit.  All  commanU  must  be  received  by 
March  15, 1993. 
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DL  Regulatory . 
Requirements 

A.  Executive  Order  12291 

Under  Executive  Order  12291.  EPA 
must  judge  whether  a  rule  is  "major" 
and  therefore,  requires  a  Regulate^ 
Impact  Analysis.  EPA  has  dotennined 
that  this  is  not  a  "major  ruk"  because 
it  will  not  have  an  ^act  on  die 
economy  of  $100  milbon  or  more.  Tliis 
proposed  rule  would  decreese  the 
impact  of  the  EPCRA  section  313 
reporting  requirements  on  covered 
facilities  and  would  result  in  cost- 
savings  to  industry,  EPA,  and  the  States. 
Therefore,  this  is  a  minor  rule  under 
Executive  Order  12291.  This  proposed 
rule  was  submitted  to  the  Office  of 
Management  and  Budget  (CMB)  under 
Executive  Order  12291.  In  1990.  the 
number  of  facilities  that  reported  on 
DnOT  was  82.  Thus,  under  the  proposed 
rule  these  82  facilities  would  no  longer 
report  on  this  chemical.  The  estimated 
cost  savings  to  industry  by  deleting  the 
listing  is  estimated  to  be  S1.39S  per  year 
per  reporting  facihty  that  no  longer  is 
required  to  report.  The  cost  saving  to 
EPA  is  $72  per  facility  per  report.  The 
total  cost  savings  to  EPA  and  industry 
is  estimated  to  be  $120,294  per  annum. 

B.  Regulatory  Flexitulitjr  Ad 

Under  the  Regulatory  Flexibility  Act 
of  1980,  the  Agmcy  must  conduct  a 
small  business  analysis  to  determine 
whether  a  substantial  number  of  small 
entities  will  be  significantly  affected  by 
a  proposed  rule.  Because  the  proposed 
rule  results  in  cost  savings  to  facilities, 
the  Agency  certifies  that  sn»aU  entities 
will  not  be  significantly  affected  by  the 
proposed  rule. 

C.  Paperwork  Reduction  Act 

This  proposed  rule  does  not  have  any 
infbrmaticm  collection  requirements 
under  tlie  provisions  of  the  Paperwork 
Reduction  Act  of  1980. 44  U.S.C  3501 
et  seq. 

List  of  Subjects  in  40  CFR  Part  372 

Chemicals.  Community  right-to-know. 
Environmental  protection.  Reporting 
and  recordkeeping  requirements.  Toxic 
chemicals. 

Dated:  January  6, 1993. 
Linda ).  Ftslier, 

Assistant  Administiatarfor  Prevention, 
Pesticides  and  Toxic  StAsUuKes. 

Therefore  it  is  proposed  that  40  CFR 
part  372  be  amended  to  read  as  follows: 

1.  The  authority  citation  for  part  372 
would  continue  to  reed  as  Callows: 

Authority:  42  U.S.C  11013  and  1102S. 
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1 372.65  [Amended] 

2.  Sections  37Z.6S(a)  and  (b)  are 
amended  by  removing  the  entire  entiy 
for  n-Dioctyl  phthalate  under  paragraph 
(a)  and  removing  the  entire  CAS  No. 
entry  for  117-84-0  tuider  paragraph  (b). 
IFR  Doc  93-787  Filed  1-12-93;  8:45  am] 
MUtMCOOe 


FEDERAL  MARITIME  COMMISSION 

46  CFR  Part  514 
podMt  No.  93-01] 

Electronic  Rling  of  Military  Rates 

AGENCY:  Federal  Maritime  Commission. 
ACTION:  Proposed  rule. 

StMMARY:  The  Federal  Maritime 
Commission  ("Commission"  or  "FMC"), 
pursuant  to  section  16  of  the  Shipping 
Act  of  1984  ("1984  Act")  and  section  35 
of  the  Shipping  Act.  1916  ("1916  Act") 
is  proposing  to  exempt  from  the  filing 
requirements  of  the  1984  Act  and  the 
1916  Act  and  remove  from  the 
requirements  of  46  CFR  part  514.  on 
certain  conditions,  transportation  of 
U.S.  Department  of  Defense  ("DOD") 
cargo  moving  under  terms  and 
conditions  negotiated  and  approved  by 
the  Military  Sealift  Command  ("MSC") 
and  set  for&  in  a  rate  guide  or  tender, 
hi  addition,  the  Commission  proposes  to 
allow  any  miUtary  rate  filed  in  a 
commercial  tariff  of  a  carrier  or 
conference  to  become  efiiective  upon 
fiUng. 

DATES:  Comments  are  due  February  12, 
1993. 

ADDRESSES:  Written  comments  (original 
and  15  copies)  must  be  submitted  to: 
Joseph  C  Polking,  Secretary,  Federal 
Maritime  Commission,  800  North 
Capitol  Street,  NW.,  Washington,  DC 
20573-0001. 

FOA  FURTHER  MFORMATION  CONTACT: 
John  Robert  Ewers,  Deputy  Managing 
Director,  Office  of  the  Managing 
Director,  Federal  Maritime  Commission, 
800  North  Capitol  Street,  NW., 
Washington,  DC  20573-0001. 
SUPPLEMENTARY  INFORMATION:  MSC  is 
responsible  for  arranging  ocean 
transportation  services  for  all 
components  of  DOD.  Although  MSC  can 
utilize  commercial  tariff  rates  and 
service  contracts  for  the  carriage  of  DOD 
cargo,  most  DOD  cargo  moves  pursuant 
to  rates  tendered  to  MSC  in  bid  form  i.e., 
"tenders,"  which,  if  accepted,  become 
special  contractual  arrangements  which 
MSC  enters  into  with  the  carriers.  The 
development  of  such  tenders,  therefore, 
is  quite  different  from  the  carrier         , 


generation  of  rates  for  commercial  cargo 
in  a  tariff  pubUcation.  While  miUtary 
tenders  are  required  to  be  filed,  they  are 
subject  to  a  continuing  special 
permission,  46  CFR  580.1(d),  which 
provides: 

(d)  The  fallowing  services  are  subfect  to 
continuing  special  permission  authority  to 
deviate  from  the  30-day  notice  requirement 
of  section  8  of  the  (1984]  Act  and  the  fonn 
and  content  requirements  of  this  part: 
Transportation  of  U.S.  Department  of  Defense 
cargo  by  American-flag  common  carriers 
under  terms  and  conditions  negotiated  and 
approved  by  the  Military  Sealig  Command 
(MSC),  if  all  the  following  conditions  are 
met 

(1)  Exact  copies  of  all  common  carrier 
quotations  or  tenders  accepted  by  MSC  are 
filed  with  the  Commission  as  soon  as 
possible  after  they  are  approved  by  MSC,  but 
on  not  less  than  one  day's  filing  notice  prior 
to  the  effective  date  thereof; 

(2)  All  tenders  are  filed  in  triplicate,  one 
copy  of  which  is  signed  and  maintained  at 
the  Commission's  Washington  Office  for 
public  inspection; 

(3)  A  letter  of  transmittal  accompanies  the 
filing  stating  that  the  documents  are 
submitted  in  accordance  with  the 
requirements  of  the  Shipping  Act  of  1984  and 
this  section; 

(4)  Tenders  submitted  for  filing  are  to  be 
numbered  by  the  respective  common  carriers 
as  part  of  a  distinct  tariff  series,  with  each 
common  carrier's  series  to  begin  with  the 
number  "1"  and  run  consecutively  thereafter; 

(5)  Each  tender  which  supersedes  a  prior 
tender  must  specifically  cancel  the  prior 
tender  by  its  series  number;  and 

(6)  Amendments  or  supplements  to  tenders 
must  also  be  filed  with  the  Commission  upon 
not  less  than  one  day's  filing  notice  and 
contain  an  appropriate  refarence  to  the 
original  tender  being  amended  or 
supplemented. 

In  Docket  No.  90-23,  Tariffe  and 
Service  Contracts,  the  Commission  is 
developing  rules  that  will  govern  the 
electronic  formatting  and  filing  of  all 
tariff  data  pursuant  to  the  Automated 
Tariff  Filing  and  biformation  ("ATH") 
system.  As  a  part  of  Docket  No.  90-23. 
the  Commission  carried  forward  the 
continuing  special  permission 
pertaining  to  military  rate  tenders  to 
ATFI.  The  proposed  continuing  special 
permission  was  set  forth  in  section 
514.3(b)(4)  *  of  the  proposed  rules  and 
comments  thereon  were  requested.  In 
response  to  comments,  the  continuing 
special  permission  was  modified, 
resulting  in  the  following  ptovision 
which  appeared  in  the  interim  rule  of 
August  12, 1992: 

|514.3(b)J  (4)  Department  of  Defense  cargo 
in  foreign  commerce— certain  requirements. 
Transportation  in  foreign  cuuunerce  of  U.S. 
Department  of  Defense  cargo  by  American- 


flag  common  carrien,  under  terms  and 
conditions  negotiated  and  approved  by  the 
MUitary  Sealift  Command  ("MSC'),  is 
subiect  to  continuing  special  permission 
authority  to  deviate  from  the  30-day  notice 
requirement  of  section  8  of  the  1984  Act,  if 
•11  of  the  following  conditions  are  met: 

(i)  All  common  carrier  quotations  or 
tenders,  including  amendments  thereto,  are 
filed  with  die  Commission  as  soon  as 
possible  after  they  are  accepted  and  approved 
by  MSC,  but  no  later  than  on  the  effective 
date; 

(ii)  MSC  tenders  are  filed  in  the  carrier's 
foreign  commodity  tarif!(s)  covering  the  trade 
route{s)  applicable  to  the  tender(s); 

(iii)  MSC  tenders  are  filed  for  distinct 
commodities  or  as  separate  TLI's  within  a 
commodity,  as  applicable,  using  the  filing/ 
amendment  code  "M"  imder  section 
514.9(b)(13); 

(iv)  The  use  of  the  filing/amendment  code 
"M"  is  understood  by  the  filer  to  mean  that 
the  tariff  material  filed  is  submitted  in 
accordance  with  the  requirements  of  the 
Shipping  Act  of  1984  and  this  part;  and 

(v)  The  terms  and  conditions  governing  the 
military  rates,  as  set  forth  in  the  applicable 
MSC  rate  agreement(s),  are  included  in  Tariff 
Rule  32,  section  514.15(b)(32),  and 
assessorials  are  property  formatted  and 
linked  to  the  conunodity  description  and/or 
TU. 

In  the  Supplementary  Information  to  the 
August  12  interim  rule,  the  Commission 
stated: 

Even  though  MSC  suggests  consideration 
of  parallel  filing  of  tenders  in  paper  form,  the 
Commission  does  not  think  this  is  necessary 
or  desirable.  The  purpose  of  ATFI  is  to  do 
away  with  paper  filing  to  the  extent  possible 
*  •  *.  157  PR  36259.1 

Pursuant  to  the  interim  rule's 
invitation  for  further  comment  in 
Docket  No.  90-23,  comments  on  the 
electronic  filing  of  military  rates  were 
filed  by  MSC,  as  well  as  by  two  ocean 
carriers,  Farrell  Lines,  Inc.  and  Sea-Land 
Service,  Inc.  ("Carriers").  Because  these 
comments  raised  issues  not  originally 
within  the  scope  of  proposed  Part  514. 
or  requested  reconsideration  of  actions 
previously  taken,  they  cannot  be 
implemented  in  the  interim 
amendments  in  Docket  No.  90-23. 
Accordingly,  these  issues  have  been 
severed  from  Docket  No.  90-23,  and  are 
being  considered  in  this  proceeding.' 

The  Carriers  argue  that  §  514.3(b)(4) 
has  "reregulated"  the  filing  of  U.S. 
military  rates,  thereby  eviscerating  the 
tariff  fiUng  exemption  now  found  in  46 
CFR  580.1(d).  Under  the  interim  rule, 
the  Carriers  point  out  that  each  filing 
carrier  will  be  required  to  take  all  the 
rates  accepted  by  MSC,  enter  them  into 
ATFI,  and  draft  algorithms  for 
assessorial  charges.  The  Carriers  further 


*  See  also  the  companion  provisioiu  at  sactioos 
S14.9(b)(13)  and  S14.15(bK32). 


'  A  propoMd  rule  and  an  interim  (final)  rule 
cannot  be  contained  in  the  same  document  for 
Federal  R«gi>lar  publication. 
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point  (Nil  that  dMM  latM  •■»  uMd  by 
only  OM  t^ppm.  iM.,  MSC  aod 
conclud»  that  tfa«f»  i»  ae  iatvost  aenwd 
by  filing  MSC  rates  in  ATFI  fcrmat. 
Henca.  aocanfing  to  the  Csrrfers, 
§  514.3(bK4)  is  ''unwamnted  and 
unworkable." 

The  r"n""«»"**  of  tha  Canlers  appear 
to  have  merit  Accotdingly,  the 
Comauaaion  pwmoaaa  to  anBtpt  tba 
tran^Mctalkm  ot  DQD  caago  BKiwing 
under  terms  and  ctmditions  negotiated 
and  approved  by  MSC  fron  the  tariff 
filing  requirenients  c^the  1916  and  1964 
Acts  and  remove  sudi  transportation 
from  the  rulea  of  this  part,  provided  a 
copy  of  the  applicable  military  rate 
guide  or  tenw  ia  filed  with  the  FMC 
The  result  of  this  proposed  rule  would 
be.  in  ^if*»^.  to  piaaarve  tha  status  quo 
with  raqiect  to  tha  treatment  of  rates 
contained  in  auUtary  rata  guides  or 
tenders.' 

Section  514.15(bN33).  which  requires 
Tariff  Rule  32  to  contain  all  terms  and 
conditions  pertaining  to  MSC  tenders,  is 
proposed  to  be  datotad  as  unnecessary. 
However.  S  514.9(bMl3).  which 
prescribes  the  symbol  "Vi"  far  military 
rates,  is  retained,  but  amended  for 
situations  whaia  tha  military  rates  may 
be  filed  by  the  carrier  itself  in  the 
carrier's  commercial  tariff. 

The  exemption  proposed  here  will  be 
under  saction  16  of  the  1984  Act  46 
U.S.C.  app.  section  1715,  and  section  35 
of  tha  1916  Act  46  U.S.C  app.  section 
833a.  which  require  findings  that  the 
exemption  will  not  substantially  impair 
effective  regulation,  be  unjustly 
discriminatory,  result  in  a  substantial 
reduction  in  competition  (1984  Act 
only),  or  be  detrimental  to  commerce. 

It  appears  that  1.  The  exemption  will 
not  substantially  impair  etEective 
regulation  by  the  Commission.  It  is 
imnecessary  for  military  rates  to  be 
converted  to  a  commercial  staff  format 
in  order  for  the  Commission  to  carry  out 
its  regulatory  responsihih'ties.  For  rate 
analyses,  and  fat  the  purpose  of 
investigation,  surveillanoe  and 
enforcement,  the  rate  guides  and  tenders 
in  their  present  format  should  be 
sufficient 

2.  The  exemption  will  not  be  mqustly 
discriminatory,  result  in  substantial 
reduction  in  competition,*  or  be 


*MSCBIi< 


■vaiUMatoaH 
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which  •au(hl  (o  malL*  dM 
fMtnaaM 


hMiUlB 

fmiBttM 
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ta  a  MibatMitiai  iwhictkM  in  cmpatMon  doM  not 
appaw  la  aadio*  as  of  IIm  IMS  A43L  la  any  want, 
tha  CoMMiaaiia  faik  to  ■■•  haw  pmanalkM  al  iha 
ttattu  quo  with  tmpatttmmUttKftitmlmatitn 


detrimental  to  coounaroa.  In  essanca. 
the  pnqposed  examptioo  would  preserve 
tha  status  quo  with  reqMCt  to  the 
treatment  of  rates  contained  in  militaiy 
rate  guides  or  tenders. 

Accordingly,  the  Commission  believes 
that  an  exemption  under  section  16  of 
the  1984  Act  and  section  35  of  the  1916 
Act  is  warranted. 

Althou^  the  Commission,  as  an 
independaot  regulatory  agency,  is  not 
subject  to  Executive  CMer  12291.  dated 
February  JI7. 1981.  it  mmethatess  has 
reviewed  the  proposed  rule  in  terms  of 
this  Order  and  has  determined  that  this 
rule  is  not  a  "major  rule"  as  defined  in 
Executive  Order  12291.  because  it  will 
not  result  in: 
.  (1)  An  annual  eCCact  on  the  economy 

of  $100  million  or  more; 

(2)  A  maior  increaae  in  costs  or  prices 
for  consumers,  individual  industries. 
Federal,  State  or  local  government 
agencies  or  geographic  regions;  or 

(3)  Significant  adverse  efFscts  on 
competition,  employment,  investment, 
productivity,  innovations,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

The  Federal  Maritime  Commission 
certifies,  pursuant  to  section  605(b)  of 
the  Regulatory  Flexibility  Act,  5  U.S.C. 
605(n),  that  this  rule  wilt  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities, 
including  small  businesses,  small 
organisational  units  and  small 
govenunent  jurisdictions.  To  the  extent 
that  rales  on  military  cargo  may  be  filed 
by  a  small  entity,  the  proposed  rule,  if 
adopted,  will  decrease  filing  burdens  by 
reverting  to  tha  status  quo  ante,  whereby 
military  rates  vrill  be  filed  by  the 
Military  Saalifl  Command,  rather  than 
by  the  small-entity  carriers,  as  required 
by  current  part  514. 

The  collection  of  information 
requirements  contained  in  46  CFR  part 
514  (and  Eidiibit  1  to  part  514)  have 
been  approved  by  the  Office  of 
Man^ement  and  Budget  (QMB)  in 
accordance  with  44  U.S.C  chapter  35 
and  have  bean  assigned  CA4B  control 
number  3072-0055.  The  proposed 
amendments  to  part  514  contained  in 
this  rulemaking  contain  no  information 
collection  requirements  additional  to 
those  already  approved. 

List  of  Sobiects  in  46  CHL  Part  314 

Barges,  Cargo,  Cargo  vessels.  Exports. 
Fees  and  user  charges.  Freight.  Haibors, 
Imports.  Maritime  carriers.  Motor 
carriers.  Ports.  Ratw  and  fares. 


Reporting  and  recordkaa;riB^ 
requirements,  Surety  bonds,  Trucks, 
Water  carriers.  Waterfitmt  fadlities, 
Water  tranqxKtatian. 

Hierefore,  for  the  reasons  set  forth  in 
tha  preamble,  and  pursuant  to  5  U.S.C 
552  and  553;  31  U.S.C.  9701;  46  U.S.C 
app.  804.  812.  814-817(a).  820.  833a. 
841a,  843,  844,  845.  845a,  845b,  847. 
1702-1712, 1714-1716, 1718, 1721  «k1 
1722;  section  2(bl  of  Public  Law  101-92. 
and  section  502  of  Public  Law  102-582; 
part  514  of  title  46.  Code  of  Federal 
Regulations,  is  proposed  to  be  amended 
as  follows: 

PART  S14— TARIFFS  AND  SERVICE 
CONTRACTS 

1.  The  authority  citation  for  part  514 
continues  to  read  as  follows: 

AalfaariiY:  5  U.S.C  S&2  AND  SS3;  31 
U.S.C  9701;  46  U.SH  app.  804. 812. 814- 
817(a].  820.  833a.  Mia.  S43.  844,  845. 845a. 
845b.  847. 1702-1712. 1714-1716. 1718, 
1721  and  1722;  and  sec.  2(b)  of  Pub.  L.  tOt- 
92. 103  Sta(.601. 

2.  In  §  514.3.  paragrai^  (bK4)  is 
revised  to  read  as  follows: 

{  514J    Exampttona  and  exclualona. 

•        •        •        •        • 

(b)*  •  • 

(4)  Departmeta  (^Defense  cargo— 
Transportation  of  U.S.  Department  of 
Defense  cargo  moving  ui>der  terms  and 
conditions  negotiated  and  approved  by 
the  Military  Seahit  Command  ("MSC") 
and  published  in  a  rate  guide  or  tender 
is  exempt  from  the  tariff  filing 
requirements  of  the  1916. 1933  and 
1984  Acts  and  the  rules  of  this  part  if 
an  exact  copy  of  the  rate  guide  or 
tender,  including  any  amendments 
thereto,  is  filed  with  the  Commission 
prior  to  the  efiiBctive  date  of  the  rate 
guide  or  tender. 

3.  hi  §  514.9.  para^ph  (bHl3)  is 
revised  to  read  as  foUov^s: 

i514J    FMngtemeodmentcodaaand 


would  raault  ia  • 
compctitioii. 


(b)*    •    • 

(13)  Where  a  rate  for  military  cargo  is 
incorporated  as  a  separate  TLI  in  the 
commercial  tariff  of  a  carrier  or 
confereius  the  fitrng/amandmant  coda 
"M"  shall  ba  used  to  identify  tha  TLL 
Any  such  military  rata  shall  ba  efiactive 
upon  filing. 


I514.U    [Ainende4 

4.  In  §  S14.15.  pwagraph  (bM32)  is 
removed  and  rttarked  "Reserved." 
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By  ^OoraBiiashm. 

Secretoiy. 

(FR  Ooc  93-695  Filed  l-12-«3;  8:45  am] 

BILUNe  CODE  <730-01-« 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47CfnCtiapler1 

MSS  Abow  1  GHz  Negotiated 
fhrienurtdng  Committee 

AGENCV.  Fadsral  CoBun-unicstions 

CocHBiasian. 

ACn0N:  Notice  of  public  meetings. 


Thursday.  **krA  4;  Tuesday,  March  8; 

Thursday,  Marci  18;  •nuirsday,  Maiti 

25;  end  Friday.  April  2.  AB  meetings  ere 

scheduled  to  be^n  at  9:30  a.m.  at  the 

Federd  Oommunicetions  Commission, 

1919  M  Street  NW.,  room  856, 

Washington,  DC  20554. 

Federal  Conununciatioas  Commission. 

Donna  E.Sea«7« 

Secretary. 

{PR  Doc  93-a75  Ftl^ii  1-12-43;  a.^5  ami 

BHjuNa  oooe  «n»4«.« 


SUMMARY:  Is  accordance  tvith  the 
Federal  Advisory  Committee  Act,  Public 
Law  92-463,  as  amended,  this  notice 
advises  interested  persons  of  the  second 
meeting  of  the  MSS  Above  1  GHz 
Negoti^ed  Rulemaking  Committee 
("Committee''^,  which  will  be  held  at 
the  Fedo'ai  Communications 
Commission  in  Washington,  D.C 
DATES:  Tliursday.  January  28, 1993  at 
9:30  ajn. 

AOOnesSES:  Federal  Communications 
Commission,  Rm.  856, 1919  M  Street, 
NW.,  Washington,  DC  20554. 
FOR  AOOmONAL  WFORMATION  CONTACT: 
Kathleen  Campbell.  Administrative 
Assistant  to  the  Committee,  at  (202) 
634-1952. 

SUPPLBdOfTARY  fWOflMATION:  The 
agenda  for  the  second  meeting  of  the 
MSS  Above  1  GHz  Negotiated 
Rulemaking  Committee  is  as  follows: 

1.  Opening  Remarks/Commonls 

2.  Adoption  of  Agenda 

3.  Minutes/Records  of  Previous  Meeting 

4.  Introduction  of  Documents 

5.  Informal  Woridng  Group  Reports- 
Issues 

6.  Acceptance/ Approval  of 
Recommended  Rules 

7.  Acceptance/Approval  of  Report  Text 

8.  Agenda  foe  future  meetings — 
Schedule  for  future  meetings 

9.  Other  Business 

Members  of  the  general  public  may 
attend  this  meeting.  The  Federal 
Communications  Commission  will 
attempt  to  accommodate  as  many 
people  as  possible.  However, 
admittance  will  be  limited  to  the  seating 
available.  There  will  be  no  puUic  oral 
participation,  hut  the  public  may  submit 
written  oonments  to  Fern  J.  Jarmolnek. 
the  Committee's  Designated  Federal 
O^icer,  befora  the  meeting. 

Subsequent  Committee  meetings  are 
scheduled  for  Thursday,  February  2; 
Monday,  February  8;  Thursday. 
February  18;  Thursday,  February  25; 


47  CFA  Part  73 

[MM  Oectot  No.  90-162,  PCC  92-673] 

Bfoadcaal  Sonrfces;  Financial  Interest 
md  Sfiidicirtion  Provlakms 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Proposed  rula 

^JMMAflY:  This  document  seeks 
comment  with  regard  to  how  the 
Commission  should  respond  to  the  U.S. 
Court  of  Appeals  for  the  Seventh  Circuit 
decision  in  Schun  Communications, 
Inc.,  et  (A.,  v.  FCC  (Schttrz)  whidi 
vacated  diis  Commission's  decision 
relaxing  end  modifying  its  financial 
interest  and  syndication  rules.  The 
Court  instructed  the  Commission  to 
provide  more  justification  for  its  rules, 
or  in  the  ahemative,  to  propose  a  new 
set  of  rules.  The  Notice  asfa 
conrmeaters  to  submit  new  information 
in  support  of  the  rules  or,  in  the 
alternative,  to  propose  a  revised  set  of 
financial  interest  and  syndication  rules. 
DATES:  Comments  are  due  by  February 
1, 1993,  and  reply  comments  are  due  by 
February  16, 1993. 

AOtMESSES:  Federal  Communications 
Commission,  Washington.  DC  20554. 
FOR  FURTHER  INFORMATION  CONTACr. 
Judith  Herman,  Mass  Media  Bureau, 
Policy  and  Rules  Division,  (202)  632- 
6302.' 

SUPPtEMBNTARY  INFORMATION: 

Second  Further  Notice  of  Proposed 
Ruleraakiag 

i^dopted:  December  31. 1992;  Released: 
Deceml)er  31, 1992. 

Ckmment  Date:  February  1, 1993. 

Reply  Comment  Date:  February  16,  1993. 

By  the  Commission:  Cbairnian  Sikes 
issuing  separate  statement. 

I.  Intredacfioa 

1.  On  November  5, 1992,  the  U.S. 
Coint  of  Appeals  for  the  SevenA  Orcuit 
in  ScbvTz  Communications,  Inc.,  et  al„ 
V.  FCC  (Sdnax) '  vacated  this 


Commission's  deciaiea  relaxiBg  and 
modifying  its  flnancM  tntereat  end 
syndication  rules.*  The  Court 
invalideted  ^le  Cormnission's  decision 
except  insofar  as  the  Court  found  it  to 
alN>oge(e  the  ori^al  (1970)  finandat 
interest  and  sysdioatioB  rales.^  The 
Court  stayed  its  ded^on  for  120  days, 
remanding  the  matter  to  the 
Gomraissian  for  further  proceedings 
consistent  with  its  rating,  bi  this  Second 
Further  Notice  of  Proposed  Rulemaking 
we  seek  comment  with  regard  to  how 
we  should  resolre  the  Cranft  ooscams. 

n.  Background 

2.  The  financial  ioterest  tad 
syndication  rules,  ori^ally  adopted  in 
1970,  were  designed  to  limit  the  power 
of  the  broadcast  television  netwcwks 
over  television  programming.  The  rules 
prohibited  the  television  oetworkt  from 
acquiring  any  financial  intereats  in  the 
subsequent  broadcast  of  outside 
produced  programs  (i.e.,  programs  not 
solely  produced  by  the  network)  other 
than  the  right  to  exhibit  sudi  programs 
on  the  network.  The  rules  also 
prohibited  the  networks  fitxn  actively 
engaging  in  the  domestic  syndication 
business,  or  from  having  any  ongoing 
interest  in  the  syndication  of  programs 
for  non-network  broadcast  distribution. 
Networks  were  allowed,  however,  to 
syndicate  outside  the  United  States 
programs  that  they  solely  produced  or 
that  were  produced  by  foreign  entities. 

3.  In  1991 ,  this  Commission 
determined,  after  an  extensive  notice 
and  comment  rulemaking  proceeding 
and  an  en  banc  hearing,  that  it  should 
relax,  but  not  repeal  the  financial 
interest  and  syndication  rules. 
Accordingly,  the  1991  rules:  (1) 
Eliminated  restrictions  on  network 
ownership  and  syndication  of  network 
programnring  as  to  ail  dayparts  and  all 
programs  other  than  prime  time 
entertainment  programming;  (2)  allowed 
networks  to  retain  all  ri^ts  in  all  "in- 
house"  productions;  (3)  permitted  . 
networi^  to  fill  up  to,  but  not  more 
than,  40  percent  of  their  prime  time 
enterteinment  schedule  with  "in-bouse" 
productions;  (4)  allowed  networks  to 
acquire  all  ri^s,  including  financial 
interests,  domestic  syndication  rights 


'  See  Schun  Communications,  htc.,  et  ol.  ■». 
Federal  Communications  Commistion  and  tfw 


United  States  Of  Amenca,  No».  91-2S50,  et  a/,  slip 
spiaian  (7th  Cir..  NaveObor  5. 1992).  and  modified. 
(Decenfaer  7.  l»a(). 

*  Report  and  Order  in  MM  Docket  No.  90-162.  6 
FCC  Red  3094  (1991)  56  FR  26242,  ^IIW«.  1«»1 
Recon.  grmted  in  part/denied  in  pvt.  7  PCC  Red 
345  (1991). 

'TheCwnmissioB  had  escpteMty  advised  the 
Court  (hat  it  had  no  independent  intention  to  and, 
tailact.  had  iKrt  repealed  the  1976  rules  in  its  Ortler. 
PtiMic  Notioe,  FCC  92-520  (rrfeased  hkrvember  ». 
1992)  (CbaiiTban  Sikei  and  Commissione  QuMo 
dissenting  and  isMiiag  ilalauieBld- 
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and  foreign  syndication  rights,  in 
outside  productions  on  their  own  or 
another  network,  subject  to  certain 
saifeguards:  (5)  allowed  networks  to 
engage  in  foreign  syndication  of 
network  programs  writhout  limitation; 
and  (6)  allowed  limited  network 
participation  in  first-run  syndication. 
The  Commission  also  adopted  a  new 
definition  of  "network"  and  imposed 
certain  behavioral  safeguards.^ 

m.  Discuaaion 

4.  The  Court  supported  two  important 
aspects  of  the  Commission's  reasoning 
in  this  proceeding.  First,  the  Court 
agreed  with  the  Commission's 
determination  that  the  structiue  of  the 
television  industry  has  changed 
significantly  since  the  financial  interest 
and  syndication  rules  were  adopted  in 
1970.  Schun  at  4.  Second,  the  Court 
agreed  that  the  Commission  has  the 
authority  to  regulate  the  networks  in 
accordance  with  the  public  interest, 
convenience,  or  necessity  and.  thus,  has 
the  authority  to  restrict  network 
programming  activities  so  as  to  foster  a 
diversity  of  programming  sources  and 
outlets  even  if  the  networks  were 
without  any  maricet  power.  Schurz  at  8- 
10. 

5.  The  Court  stated,  however,  that 
while  the  modified  rules  appear 
plausible,  the  decision  did  not  address 
all  the  objections  to  the  Commission's 
approach  that  were  raised  in  the  record 
of  this  proceeding.  The  Court 
concluded,  therefore,  that  the 
Commission's  justification  for  the  1991 
rules  was  inadequate.  The  Court 
remanded  the  decision  to  give  the 
Commission  an  opportunity  to  better 
articulate  its  justification.  'The  Court 
opined  that  such  a  proceeding  could 
result  in  significant  modifications  in  the 
rules.  Schurz  at  12. 

6.  The  Court  identified  several  areas 
warranting  further  explanation.  It  stated 
that  the  Commission  did  not  respond  to 
the  network's  objection  that  the  1991 
rules  do  not  increase  the  networks' 
access  to  the  programming  market  and 
may  decrease  it.  The  Court  noted,  for 
example,  that  the  networks  state  that  the 
40  percent  Umitation  on  the  amount  of 
prime-time  entertainment  they  can 
supply  from  in-house  production  is  a 
new  restriction,  having  no  counterpart 
in  the  original  rules."  Schurz  at  13. 


«Sm  47  CFR  73.65804.  73.6S9-73.662. 
73.3S26(aKll)  (1M1). 
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7.  Further,  the  Court  opined  that  the 
1991  rules  appear  to  harm  rather  than  to 
help  outside  producers  as  a  whole, 
especially  the  smallest  and  least  able  to 
bear  risk,  by  reducing  their  bargaining 
options.  The  Court  also  stated  that  the 
Commission's  decision  did  not  fully 
explain  how  the  1991  rules  prevent 
networks  from  extracting  financial 
interests  or  syndication  rights  from 
outside  producers.  In  particular,  it 
questioned  whether  the  new  safeguards 
(e.g.,  the  30-day  phased  negotiations) 
could  provide  meaningful  protection 
against  extraction.  Schurz  at  16. 

8.  The  Court  also  stated  that  the 
Commission  failed  to  respond  to  the 
argument  that  its  rules  limit  competition 
with  the  established  networks,  thereby 
Umiting  rather  than  promoting  diversity. 
Specifically,  the  Court  noted  that  the 
1991  rules  limit  Fox  Broadcasting 
Company  to  supplying  no  more  than  IS 
hours  of  programming  to  its  affiliates  if 
Fox  is  to  remain  exempt  &t)m  the  1991 
rules.  Thus,  the  Court  found  these  rules 
to  weaken  Fox's  incentives  to  furnish 
prime-time  programming  to  its  affiliates, 
many  of  whom  are  traditionally  weak 
UHF  stations,  which  appeared  contrary 
to  the  Commission's  desire  to  strengthen 
such  stations.  Schurz  at  17-18. 

9.  The  Court  also  found  that  the 
Commission's  Order  did  not  adequately 
address  the  1983  Tentative  Decision  and 
Request  for  Further  Comments  in 
Docket  82-345,"  and  its  legal 

'  significance  as  a  Commission  precedent. 
The  Court  said  that  the  Commission 
should  have  better  explained  the 
differences  between  the  1983  Tentative 
Decision  and  the  1991  Order.  Finally, 
the  court  said  that  while  the 
Commission's  Order  states  that  a 
primary  purpose  of  the  1991  rules  is  to 
promote  "diversity",  the  Commission 
did  not  define  the  term  nor  adequately 
explain  how  the  1991  rules  promote 
diversity.  Schurz  at  19.  Accordingly,  we 
seek  specific  comment  on  whether  and 
how  the  1991  rules  are  likely  to  preserve 
or  enhance  diversity  of  prime  time 
broadcast  television  programming 
services  and  outlets. 

10.  The  Court  conceded  that  the 
arguments  raised  by  the  Justice 
Department,  the  networks  and  others 
with  respect  to  the  efiisct  of  the  rules  on 
competition,  risk-sharing  and  diversity 
may  be  speculative,  theoretical  or 
wrong.  TTiese  arguments  were,  however, 
sufficiently  persuasive,  in  the  Court's 
opinion,  to  have  placed  a  burden  of 
explanation  that  the  Commission  did 
not  meet.  In  remanding  the  matter  to  the 
Commission,  the  Court  suggested  that 
we  could  seek  to  "rejustify"  the  1991 


rules  or,  in  the  alternative,  draft  new 
rules.  The  Court  imposed  a  deadline  of 
120  days.  The  Court  noted  that  the 
Commission  may  ask  the  Court  for  a 
stay,  but,  failing  that,  all  Commission 
financial  interest  and  syndication  rules 
would  be  eliminated  after  120  days.  In 
compUance  with  the  Court's  mandate, 
we  intend  to  reexamine  the  extensive 
record  already  compiled  with  a  view 
toward  reconciling  new  or  revised  rules, 
if  any,  with  the  Court's  concerns. 
Commenters  are  invited  to  submit  new 
information  in  support  of  the  1991  rules 
or,  in  the  alternative,  to  propose  a 
revised  set  of  financial  interest  and 
syndication  rules.  Comments  should  not 
merely  reiterate  parties'  positions 
already  on  the  record,  but  should 
instead  respond  specifically  and 
directly  to  the  Court's  opinion  and  the 
appropriate  Commission  response.  In 
addition,  we  will  consider  the  impact  of 
regulatory  changes  and  marketplace 
developments  that  have  occurred  during 
the  intervening  period.  For  example, 
commenters  may  want  to  assess  the 
impact  of  the  Commission's  modified 
network-cable  rules,'  or  the  program 
access  and  industry  structural  review 
initiatives  required  by  the  1992  Cable 
Act."  In  this  regard,  commenters  are 
invited  to  assess  the  need  for  a  revised 
review  period  or  the  adoption  of  a 
presumption  of  sunset  of  any  future 
rules  in  light  of  the  Court's  remand.  We 
particularly  encourage  parties  to 
consolidate  their  pleadings  whenever 
possible. 

IV.  Administrative  Matters 

A.  Regulatory  Flexibility  Analysis 

11.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act,  the  FCC  has 
prepared  an  initial  regulatory  flexibility 
analysis  (IRFA)  of  the  expected  impact 
of  these  proposed  policies  and  rules  on 
small  entities.  The  IRFA  is  set  forth  in 
appendix  A.  Written  pubUc  comments 
are  requested  on  the  IRFA.  These 
comments  must  be  filed  in  accordance 
with  the  same  filing  deadlines  as 
comments  on  the  rest  of  the  Second 
Further  Notice  of  Proposed  Rulemaking, 
but  they  must  have  a  separate  and 
distinct  heading  designating  them  as 
responses  to  the  regulatory  flexibility 
analysis.  The  Secretary  shall  cause  a 
copy  of  this  Second  Further  Notice  of 
Proposed  Rulemaking,  including  the 
initial  regulatory  flexibility  analysis,  to 
be  sent  to  the  Chief  Counsel  for 


Advocacy  of 
Administrati 
section  603(e 
Flexibility  A 
Stat.  1164.  5 


C.  Q>inment 


•»«FOC2dall063. 


^S«a  Report  and  Order  in  MM  Docket  tio.  82- 
434.  7  rcc  Red  6156  (1992)  57  FR  35468,  August 
10, 1992,  reconsiderati<Mi  pending. 

*  See,  Cable  Television  Consumer  Protection  and 
Competition  Act  of  1992.  Pub.  L.  No.  102-385, 106 
Stat.  (1992). 
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Advocacy  of  the  Small  Business 
AdmimstralJoo  in  accordance  with 
section  e03(ft)  of  the  Ragulatory 
Flexibility  Act.  Pub.  L.  No.  96-354, 94 
Stet.  1164.  5  U.S.C  601  etseq.  (1981). 

B.ExPcaie 

12.  This  is  a  non-restricted  notice  and 
comment  rule-making  proceeding.  Ex 
parte  presentations  are  peonitted, 
e?c:ept  during  the  Sunshine  Agenda 
period,  provided  they  are  disclosmi  as 
provided  in  the  CkMaraission's  rules.  See 
generally  47  CFR  1.1202. 1.203,  and 
1.206(a). 


Docket  No.  82- 
H  35468,  August 

nw  Protection  and 
.  Na  102-385, 106 


C.  Comment  Procedures 

13.  Pursuant  to  applicable  procedures 
set  forth  in  §§  1.415  end  1.419  of  the 
Commission's  Rules,  47  CSV.  1.415  and 
1.419,  interested  parties  may  file 
comments  on  or  before  February  1, 
1993,  and  reply  comments  on  or  before 
February  16, 1993.  To  file  formally  in 
this  proceeding,  you  must  file  an 
original  plus  five  copies  of  all 
comments,  reply  comments,  and 
supporting  comments.  If  you  want  each 
Commissioner  to  receive  a  personal 
copy  of  your  comments,  you  must  file 
an  original  plus  nine  copies.  You  should 
send  comments  and  reply  comments  to 
Office  of  the  Secretary,  Federal 
Communications  Commission, 
Washington,  DC  20554.  Comments  and 
reply  comments  will  be  available  for 
public  inspection  during  regular 
business  hours  in  the  FCC  Reference 
GerttOT,  room  239. 1919  M  Street,  NW., 
Washington.  DC  20554. 

14.  The  Commission  must  reach  a 
decision  in  an  expeditious  manner,  in 
light  of  the  120-day  deadline  imposed 
by  the  Court.  Thus,  comments  on  the 
issues  raised  in  this  Second  Further 
Notice  of  Proposed  Rulemaking  shall 
not  exceed  thirty  double-spaced  typed 
pages,  and  reply  comments  shall  not 
exceed  twenty  double-spaced  typed 
pages. 

p.  Ordering  Clauses 

15.  Authority  for  this  proposed 
Second  Further  Notice  of  Proposed 

■   Rulemaking  is  contained  in  sections  4(i) 
and  (j),  and  301,  303{i),  303(r),  313  and 
314  of  the  Communications  Act  of  1934. 
as  amended,  47  U.S.C.  1540. 154(j), 
301,  303(i).  303(r),  313  and  314. 

16.  For  further  information  on  this 
proceeding,  contact  Judith  Herman, 
Mass  Madia  Bureau.  C202)  632-6302. 

List  of  Sul^ecta  in  47  OH  Part  73 

Television  broadcasting. 


Federal  CoaumniGatioos  Cnrnnuwion. 

DmammtLSmarof, 

Secietcry. 

Appendix  A.— Initial  Regulatoiy 
Fhodbility  Analysis 

Punnant  to  the  Heguktoiy  Flexibility  Act 
of  1960,  the  Ceramisaion  fiads: 

L  Bemaoa  for  action.  This  Second  Further 
Notice  of  Proposed  Rulemaking  i>  initiated  to 
obtain  comment  regarding  the  appropriate 
action  the  Commission  should  take  in 
response  to  the  Court's  remand  of  the 
CommissioB's  decision  in  the  Order  in  this 
proceeding. 

n.  Objectives.  The  Commiaara  ladu  to 
reviewr  and  perhaps  modify  its  1991  financial 
interest  and  syndicstion  rules  in  light  of  the 
Court's  decision. 

ni.  Legal  basis.  Action  as  proposed  fiw  this 
rulemaking  is  contained  in  sections  4(1),  4()), 
301,  303(i),303(r),  313  and  314  of  the 
Communications  Act  of  1934,  as  amended, 
47  U.S.C  lS4(i),  154{j).  301,  303(i),  303(r), 
313  and  314. 

IV.  Bepoitbag.  recordkeepiag  and  other 
compliance  requirements.  >4one. 

V.  Federal  rules  which  overlap,  duplicate 
orconpid  with  this  rule.  None. 

VI.  Description,  potential  impact  and 
number  of  small  entities  affected.  Any  rule 
changes  in  this  proceeding  could  affect 
televisicm  prtigram  producers,  television 
networks  end  their  affiliate  stations,  non- 
network  television  stations,  cable  networks, 
cable  television  program  producers,  cable 
television  networks  and  cable  television 
operators.  After  evaluating  the  comments  in 
this  proceeding,  the  Commission  will  further 
examine  the  impact  of  any  rule  changes  on 
small  entities  and  set  forth  our  findings  in 
the  Final  Regulatory  Flexibility  Analysis. 

Vn.  Any  significant  alternatives 
minimizing  impact  tm  small  entities  and 
consistent  with  stated  objective.  None. 

Stateaient  of  FCC  Chainnan  Alfred  C  Sikas 
Regarding  the  Reassessment  of  the 
'Tinandal  Interest  and  Syndication"  Rule 

Decen^r31.1992. 

I  continue  strongly  to  believe  that  the 
Government  should  not  be  involved  in 
commercial  battles  between  television 
networks  and  the  producer  community  in 
general — especially  the  big  multinational 
entertainment  companies. 

I  can  hypothesize,  however,  sound  public 
policy  reasons  why  some  limited 
Government  role  might  be  wrarranted  if  it 
were  clearly  showm  there  is  no  other  means 
of  fostering  more  genuine  program  diversity. 
Consequently,  commenters  should  address — 
and  debate  should  surround — die  question 
whether  the  networks,  if  they  were  accorded 
bee  rein,  would  be  more  or  less  hospitable 
to  prospective  or  nascent  producers, 
especially  those  with  new  prog;ranmiing 
ideas.  If  networks  are  likely  to  be  less 
hospitable,  commenters  should  then 
recommend  reasonable  steps  this  agency 
might  take  to  ensure  an  environment  that  is 
more  conducive  to  aflowing  prospective  or 
nascent  producers  to  auke  a  contribution. 

It  may  well  be  that  6iere  is  no  good  reason 
to  assimie  any  Govemm«it  ndes  would  be 


publicly  beaafidai— w,  mora  aocurateiy. 
work  BMiitiHy  better  than  a  marketplaoe 
soluflon.  Markets  need  not  work  better  than 
regulation  to  be  desirable:  all  markets  need 
do  is  wOTk  as  eCtBcavaly  as  aaguktkn  aad. 
as  anyone  exposed  to  the  regulatory  process 
appreciates,  it  is  aot  hard  to  wade  "as 
effactivaly"  as  xegulatiaa.  We  shotdd. 
however,  endeavor  to  axplare  billy  this  oae 
question  of  how  best  to  foster  a  program 
production  environment  conducive  to  a 
diversity  greater  than  we  enjoy  today. 
Comments  on  this  point,  accordingly,  would 
be  welcome. 

|FR  Doc  93-613  Filed  1-12-93;  6:45  am] 
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DEPARTMENT  OF  ENERGY 
Offics  of  the  Secretiry 
48  CFR  Fart  970 


ImptenMnlation  of  DeqiiirMMnte  cf 
Mi^  Fraud  Ad  of  1«8 

AGENCY:  Department  of  Energy  (DOE). 
ACTKW;  Notice  of  proposed  rulemaking. 

SUMMARY:  11»  Department  of  Energy 
OX>E)  today  proposes  a  rule  whiti. 
when  issued  as  a  final  rule,  wiH  amend 
the  Department  of  Energy  Acquisition 
Regulation  (DEAR)  and  implement  the 
requirements  of  the  Major  Fraud  Act  of 
W88  (Pub.  L.  100-700),  enacted 
November  19, 1988,  hereafter  referred  to 
as  the  "Act."  The  intended  effect  of  this 
proposal  is  to  establish,  for 
incorporatitm  in  all  of  DOE's 
management  and  operating  (M&O) 
contracts,  awarded  or  extended  after 
November  19, 1988,  mandatory  contract 
provisions  prohibiting,  in  specified 
dnmmstances,  the  reimbursement  of 
certain  costs  related  to  legal  and  other 
proceedings. 

DATES:  Written  comments  must  be 
submitted  no  later  than  February  12, 
1993. 

ADDRESSES:  Commmits  must  be 
addressed  to:  Gwendolyn  S.  Cowan, 
Director.  Business  and  Financial  Pohcy 
Division  (PR-122).  Office  of 
Procurement.  Assistance  and  Program 
Management.  U.S.  Department  of 
Energy,  1000  Independence  Avenue 
SW.,  Washington.  DC  20S85. 
FOR  FURTHER  MFORMA1I0N  CONTACT: 
Gwendolyn  S.  Cowan.  Business  end 

Financial  Policy  Division  (PR-122), 

Office  of  Procunment,  Assistanoe  and 

Program  Kfanagement,  U.S. 

Department  of  Energy.  Vfeshington. 

DC  20585.  (202)  5B6-«159. 
Mary  Ann  Maslenon.  Office  of  the 

Assistant  General  Counsel  for 

Procurement  and  Finance  {GC-34), 


'4142  Federal  Register  /  Vol.  58.  No.  8  /  Wednesday,  lanuary  13.  1993  /  Proposed  Rules 


U.S.  Department  of  Energy, 
Washington.  DC  20585.  (202)  586- 
1900. 
SUPPLEMEMTARV  MFOfMATION: 

I.  Background 

n.  Pnx»ixiral  Requirements 

A.  Review  Under  Executive  Order  12291 

B.  Review  Under  the  Regulatory  Flexibility 
Act 

C  Review  Under  the  Paperwwk  Reduction 

Act 

D.  Review  Under  the  National 
Environmental  Policy  Act 

E.  Review  Under  Executive  Order  12612 

F.  Review  Under  Executive  Order  12778 
in.  Public  Qunments 

I.  Background 

Under  section  644  of  the  Department 
of  Energy  Organization  Act.  Public  Law 
95-91  (42  U.S.C.  7254).  the  Secretary  of 
Energy  is  authorized  to  prescribe  such 

Erocedural  rules  and  regulations  as  may 
e  deemed  necessary  or  appropriate  to 
accomplish  the  functions  vested  in  that 
position.  Accordingly,  the  DEAR  was 
promulgated  with  an  effective  date  of 
April  1. 1984  (49  FR 11922.  March  28. 
1984).  48  CFR  chapter  9. 

The  purpose  of  Uiis  rule  is  to  revise 
the  DEAR  to  formally  establish  policies, 
procedures  and  contract  provisions  to 
apply  the  Act's  provisions  in  all  cases 
where  a  criminal,  civil  or  administrative 

{)roceeding  is  brought  by  Federal.  State. 
ocal  or  foreign  government  against  an 
M*0  contractor.  Accordingly,  the 
proposed  DEAR  amendments  include 
provisions  for  determining  the 
allowabihty  of  an  M&O  contractor's 
costs  incurred  in  connection  with  a 
criminal,  civil  or  administrative 
proceeding  involving  contractor 
violation  of,  or  failure  to  comply  with, 
a  Federal.  State,  local  or  foreign  statute 
or  regulation. 

AllM&O  contracts  awarded  or 
extended  after  November  19. 1988.  the 
effective  date  of  the  Act,  are  subject  to 
the  Act  and  will  be  amended,  as  soon 
as  possible,  after  the  final  rule  is 
promulgated.  Existing  M&O  contracts 
awarded  or  extended  prior  to  the  Act's 
effective  date  will  be  amended  at  that 
time  of  the  next  contract  extension,  if 
extended. 

A  brief  description  of  the  proposed 
DEAR  amendments  to  part  970  follows: 

Under  DEAR  subpart  970.31, 
"Contract  Costs  Principles  and 
Procedures,  "subsection  970.3102-20, 
"Defense  of  fraud  proceedings,"  is 
replaced  in  its  entirety  by  a  new  section 
titled  "Costs  related  to  legal  and  other 
proceedings."  Subsection  970.3103, 
"Contract  clauses,"  is  revised  to 
prescribe  a  new  contract  clause  entitled 
"Costs  related  to  legal  and  other 
proceedings." 


Under  DEAR  subpart  970.52, 
"Contract  Qauses  For  Management  And 
Operating  Contracts,"  subsection 
970.5204-13,  "Allowable  costs  and 
fixed-fee  (management  and  operating 
contracts)."  is  revised,  in  paragraph 
(e)(33),  to  implement  the  Act  and 
include  a  reference  to  the  new  contract 
clause  specified  at  DEAR  970.5204-59; 
subsection  970.5204-14,  "Allowable 
costs  and  fixed-fee  (support  contracts)," 
is  revised,  in  paragraph  (e)(31),  to 
implement  the  Act  and  include  a 
reference  to  the  new  contract  clause 
specified  at  DEAR  970.5207-59;  and 
subsection  970.5204-59,  "Costs  related 
to  legal  and  other  proceedings,"  to 
implement  the  Major  Fraud  Act  Of 
1988. 

II.  Procedural  Requirements 

A.  Review  Under  Executive  Order  12291 

This  Executive  Order,  entitled 
"Federal  Regulation,"  requires  that 
certain  regulations  be  reviewed  by  the 
Office  of  Management  and  Budget 
(OMB)  prior  to  their  promulgation.  The 
Director,  OMB  by  memorandum  dated 
December  14, 1984,  exempted  certain 
agency  procurement  regulations  from 
Executive  Order  12291.  The  exemption 
applies  to  this  rule. 

B.  Beview  Under  the  Begulatory 
Flexibility  Act 

This  proposed  rule  was  reviewed 
under  the  Regulatory  Flexibility  Act  of 
1980,  Public  Law  96-354,  whidi 
requires  preparation  of  a  regulatory 
flexibility  analysis  for  any  rule  which  is 
likely  to  have  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  DOE  certifies  that  this  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small  entiti.es 
and.  therefore,  no  regulatory  flexibility 
analysis  has  been  prepared. 

C.  Review  Under  the  Paperwork 
Reduction  Act 

No  information  collection  or  reporting 
requirements  are  imposed  by  this 
proposed  rulemaking.  Accordingly,  no 
OMB  clearance  is  required  by  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  3501  et  seq). 

D.  Review  Under  the  National 
Environmental  Policy  Act 

DOE  has  concluded  that  promulgation 
of  this  rule  would  not  represent  a  major 
Federal  action  having  significant  impact 
on  the  human  environment  under  the 
National  Environmental  Policy  Act 
(NEPA)  of  1969  (42  U.S.C  4321  et  seq. 
(1976)).  or  the  Council  on 
Environmental  Quality  regulations  (40 
CFR  parts  1500-1508)  and  the  EXDE 
guidelines  (10  CFR  part  1021).  and. 


therefore,  does  not  require  an 

environmental  impact  statement  or  an 

environmental  assessment  pursuant  to 

NEPA. 

E.  Review  Under  Executive  Order  12612 

Executive  Order  12612  (52  FR  41685. 
October  30, 1987)  requires  that 
regulations,  rules,  legislation,  and  any 
other  policy  actions  be  reviewed  by  any 
substantial  direct  effects  on  States,  on 
the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  various  levels  of 
government.  If  there  are  sufficient 
substantial  direct  effects,  then  the 
Executive  Order  requires  preparation  of 
a  federalism  assessment  to  be  used  in  all 
decisions  involved  in  promulgating  and 
implementing  a  policy  action. 

"Today's  proposed  rule,  when 
finalized,  will  revise  certain  policy  and 
procedural  requirements.  However,  the 
Department  of  Energy  has  determined 
that  none  of  the  revisions  will  have  a 
substantial  direct  effect  on  the 
institutional  interests  or  traditional 
functions  of  States. 

F.  Review  Under  Executive  Order  12778 

Section  2  of  Executive  Order  12778 
instructs  each  agency  subject  to 
Executive  Order  12291  to  adhere  to 
certain  requirements  in  promulgating 
new  regulations  and  reviewing  existing 
regulations.  These  requirements,  set 
forth  in  sections  2(a)  and  (b)(2),  include 
eliminating  drafting  errors  and  needless 
ambiguity,  drafting  the  regulations  to 
minimize  litigation,  providing  clear  and 
certain  legal  standards  for  affected 
conduct,  and  promoting  simplification 
and  burden  reduction.  Agencies  are  also 
instructed  to  make  every  reasonable 
effort  to  ensure  that  the  regulation: 
specifies  clearly  any  preemptive  effect, 
effect  on  existing  Federal  law  or 
regulation,  and  retroactive  effect; 
describes  any  administrative 
proceedings  to  be  available  prior  to 
judicial  review  and  any  provisions  for 
the  exhaustion  of  such  administrative 
proceedings;  and  defines  key  terms. 
DOE  certifies  that  today's  proposal 
meets  the  requirements  of  sections  2  (a) 
and  (b)  of  Executive  Order  12778. 

in.  Public  Comments 

Interested  persons  are  invited  to 
participate  by  submitting  data,  views,  or 
arguments  with  respect  to  the  proposed 
DEAR  amendments  set  forth  in  this 
notice.  Three  copies  of  written 
comments  should  be  submitted  to  the 
address  indicated  in  the  ADDRESSES 
section  of  this  notice.  All  comments 
received  will  be  available  for  public 
inspection  in  the  DOE  Reading  Room, 
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lent  or  an 
ursuant  to 


Order  12778 


room  lE-190,  Forrestal  Building.  1000 
Independence  Avenue  SW., 
Washington,  DC  20585.  between  the 
hours  of  9  a.m.  and  4  p.m..  Monday 
through  Friday,  except  Federal  holidays. 
All  written  comments  received  by  the 
date  indicated  in  the  DATES  section  of 
this  notice  will  be  carefully  assessed 
and  fully  considered  prior  to 
publication  of  the  proposed  amendment 
as  a  final  rule.  Any  information 
considered  to  be  confidential  must  be  so 
identified  and  submitted  in  writing,  one 
copy  only.  DOE  reserves  the  right  to 
determine  the  confidential  status  of  the 
information  and  to  treat  it  according  to 
our  determination. 

The  Department  has  concluded  that 
this  proposed  rule  does  not  involve  a 
substantial  issue  of  fact  or  law  and  that 
the  proposed  rule  should  not  have 
substantial  impact  on  the  nation's 
economy  or  a  large  number  of 
individuals  or  businesses.  Therefore, 
pursuant  Public  Law  S5-91.  the  DOE 
Organization  Act,  and  the 
Administrative  Procedure  Act  (5  U.S.C. 
553).  the  Department  does  not  plan  to 
hold  a  public  hearing  on  this  proposed 
rule. 

List  of  Subjects  in  48  CFR  Part  970 

Government  procurement. 

For  the  reasons  set  out  in  the 
preamble,  part  970  of  chapter  9  of  title 
48  of  the  Code  of  Federal  Regulations  is 
proposed  to  be  amended  as  set  forth 
below. 

Issued  in  Washington,  DC,  on  December 
30, 1992. 
Berton  |.  Roth, 

Acting  Director.  Office  of  Procurement, 
Assistance  and  Program  Management. 

PART  970— DOE  MANAGEMENT  AND 
OPERATING  CONTRACTS 

1.  The  authority  citation  for  part  970 
continues  to  read  as  follows: 

Authority:  Sec.  161  of  the  Atomic  Energy 
Act  of  1954  (42  U.S.C.  2201);  sec.  644  of  the 
Department  of  Energy  Organization  Act,  Pub. 
L  95-91  (42  U.S.Q  7254);  sec.  201  of  the 
Federal  Qvilian  Employee  and  Contractor 
Travel  Expenses  Act  of  1985  (41  U.S.C  420); 
and  sec.  1534  of  the  Department  of  Defense 
Authorization  Act.1986.  Pub.  L.  99-145  (42 
U.S.C.  72S6a),  as  amended. 

2.  Section  970.3102-20  is  revised  to 
read  as  follows: 

97a31 02-20    Cost  prohibitton*  reiatad  to 
legal  and  othar  prooaadings. 

(a)  Contractor  costs  inciured  in 
connection  with  a  criminal,  civil  or 
administrative  proceeding  involving 
contractor  violation  of,  or  failure  to 
comply  with,  a  Federal.  State,  local  or 
foreign  statute  or  regulation  are  subject 


to  the  allowable  costs  limitations 
established  in  section  8  of  the  Major 
Fraud  Act  of  1988,  Public  Law  100-700 
(see  41  U.S.C.  256). 

(b)  Implementation  of  the  Major  Fraud 
Act's  contract  cost  limitations  is 
specified  in  the  applicable  cost 
principles  clauses  at  970.5204-13(e)(33) 
or  970.5204-14(e)(31}.  Definitive  cost 
principle  criteria  for  determining  the 
allowability  of  an  M&O  contractor's 
costs  incurred  in  coimection  with  a 
criminal,  civil  or  administrative 
proceeding  are  set  forth  in  the  contract 
clause  at  970.5204-59.  The  referenced 
clauses  are  effective,  retroactively,  for 
any  contract  awarded  or  extended  on  or 
after  November  19, 1988,  the  effective 
date  of  the  Major  Fraud  Act,  and  any 
change  made  to  the  cost  principle 
criteria  specified  therein  constitutes  a 
deviation  requiring  Proc\u«ment 
Executive  approval  pursuant  to 
970.3100-3. 

3.  Section  970.3103,  Contract  clauses, 
is  amended  by  adding  paragraph  (c)  to 
read: 

970.3103    Contract  clauaaa 

•  •        •        •        • 

(c)  The  clause  setting  forth  cost 
prohibitions  related  to  legal  and  other 
proceedings  at  970.5204-59  shall  be 
included  in  all  M&O  contracts. 

4.  Section  970.5204-13,  Allowable 
costs  and  fixed-fee  (management  and 
operating  contracts),  is  amended  by 
revising  paragraph  (e)(33)  to  read  as 
follows: 

1970.5204-13    Allowabia  coaU  and  fixad- 
faa  (managamant  and  oparating  contracta). 

•  •        •        •        * 

(e)'  *  • 

(33)  Costs  incurred  in  connection  with  any 
criminal,  civil  or  administrative  proceeding 
commenced  by  the  Federal  Government  or  a 
State,  local  or  foreign  government,  as 
provided  in  the  clause  titled  "Cost 
prohibitions  related  to  legal  and  other 
proceedings"  incorporated  elsewhere  in  this 
contract. 

•  *        *        •        • 

5.  Section  970.5204-14,  Allowable 
costs  and  fixed-fee  (support  contracts), 
is  amended  by  revising  paragraph 
(e)(31)  to  read  as  follows: 

f  970.5204-14    Allowabia  eoata  and  flxad- 
faa  (aupport  contracta). 

•  •        •        •        * 

(e)*  •  • 

(31)  Costs  incurred  in  connection  with  any 
criminal,  civil  or  administrative  proceeding 
commenced  by  the  Federal  Government  or 
State,  local  or  foreign  government,  as 
provided  in  the  clause  titled  "cost 
prohibitions  related  to  legal  and  other 
proceedings"  incorporated  elsewhere  in  this 
contract. 


6.  Section  970.5204-59,  Coat 
prohibitions  related  to  legal  and  other 
proceedings,  is  added  as  follows: 

1970.5204-59    Coat  prohfcWona  ralalad  to 
legal  and  olttar  prooaadlnga. 

(a)  E)efinitions. 

Cbnviction,  as  used  herein,  means  a 
judgment  or  conviction  of  a  criminal 
offense  by  any  court  of  competent 
jurisdiction,  whether  entered  upon  a 
verdict  or  a  plea,  including  a  conviction 
due  to  a  plea  of  nolo  contendre. 

Costs,  mclude.  but  are  not  Umited  to, 
administrative  and  clerical  expenses; 
the  cost  of  legal  services,  whether 
performed  by  in-house  or  private 
counsel;  the  costs  of  the  services  of 
accountants,  consultants,  or  others 
retained  by  the  contractor  to  assist  it;  all 
elements  of  compensation,  related  costs, 
and  expenses  of  employees,  officers  and 
directors;  and  any  similar  costs  incurred 
before,  during,  and  after  commencement 
of  a  proceeding  which  bears  a  direct 
relationship  to  the  proceeding. 

Fraud,  as  used  herein,  means — 

(1)  Acts  of  &Bud  or  corruption  or 
attempts  to  deft«ud  the  Government  or 
to  corrupt  its  agents, 

(2)  Acts  specified  under  10  CFR 
1035.5(a)(1)  which  constitute  a  cause  for 
debarment  or  suspension  (see  10  CFR 
1035.5  (a)  and  (b)).  and 

(3)  Acts  which  violate  the  False 
Claims  Act.  31  U.S.C  3729-3731.  or  the 
Anti-kickback  Act.  41  U.S.C.  51  and  54. 

Penalty,  does  not  include  restitution, 
reimbursement,  or  compensatory 
damages. 

Proceeding,  includes  an  investigation. 

(b)  Except  as  otherwise  described 
herein,  costs  inciured  in  connection 
with  any  criminal,  civil  or 
administrative  proceeding  commenced 
by  the  Federal  Government,  or  a  State, 
local  or  foreign  government,  are  not 
allowable  if  Uie  proceeding  relates  to  a 
violation  of,  or  failure  to  comply  with, 
a  Federal.  State,  local  or  foreign  statute 
or  regulation  by  the  contractor,  and 
results  in  any  of  the  following 
dispositions: 

(1)  In  a  criminal  proceeding, 
conviction. 

(2)  In  a  civil  or  administrative 
proceeding  involving  an  allegation  of 
fraud  or  similar  misconduct,  a 
determination  of  contractor  liability. 

(3)  In  the  case  of  any  civil  or 
administrative  proceeding,  the 
imposition  of  a  monetary  penalty. 

(4)  A  final  decision  by  an  appropriate 
Federal  official  to  debar  or  suspend  the 
contractor,  to  rescind  or  void  a  contract, 
or  to  terminate  a  contract  for  default  by 
reason  of  a  violation  of  or  feilure  to 
comply  with  a  law  or  regulation. 

(5)  A  disposition  by  consent  or 
compromise,  if  the  action  could  have 
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resulted  in  any  of  the  disposftioDS 
described  in  paragni^  (b)  (1).  (2).  and 
(3)or(4}oftlii8»ec«oo.  ^    ^, ,  , 

(a)  Not  oovared  by  pangraphs  (b)  (1) 
through  (5)  of  this  aactian.  but  where 
the  underlying  alleged  contractor 
misconduct  was  the  same  as  that  which 
led  to  a  difCueat  proceeding  whose 
costs  are  unalkiwabia  by  reason  of 
paragraphs  (b)  (1)  through  (5)  of  this 

section. 

(c)  If  a  proceeding  referred  to  in 
paragraph  (b)  of  this  secticm  is 
commenced  by  the  Federal  Government 
and  is  resolved  by  consent  or 
comproouse  pursuant  to  an  agreement 
entered  into  by  the  contractor  and  the 
Federal  Government,  then  the  costs 

.  incurred  by  the  contractor  in  connection 
with  such  proceeding  that  are  otherwise 
unallowi^  under  paragraph  (b)  of  this 
section  may  be  allowed  to  the  extent 
specifically  provided  in  such  agreement. 

(d)  If  a  prooaeding  referred  to  in 
paragraph  (b)  of  this  section  is 
commenced  by  a  State,  local  or  foreign 
government,  the  Contracting  Officer 
may  allow  the  costs  incurred  in  such 
proceeding,  provided  the  Procurement 
Executive  determines  that  the  costs 
were  incurred  as  a  result  of  compliance 
with  a  specific  term  or  condition  of  the 
contract,  or  specific  written  direction  of 
the  Contracting  Officer. 

(e)  Costs  incurred  in  connection  with 
a  proceeding  described  in  paragraph  (b) 
of  thi»  section,  but  which  are  no*  made 
unallowable  l^  that  paragraph,  may  be 
allowed  by  the  Contracting  Officer  only 
to  the  extent  that: 

(1)  the  total  costs  incurred  are 
reasonable  in  relation  to  the  activities 
required  to  deal  with  the  proceeding 
and  the  underlying  cause  of  action; 

(2)  Payment  of  the  costs  incurred,  as 
allow^le  and  allocable  contract  costs, 
is  not  prohibited  by  any  other 
provision(s)  of  this  contract. 

(3)  The  costs  are  not  otherwise 
recovered  from  the  Federal  Government 
or  a  third  party,  either  directly  as  a 
result  of  the  proceeding  or  otherwise; 

and 

(4)  The  amount  of  costs  allowed  does 
not  exceed  80  percent  of  the  total  costs 
incurred  and  otherwise  allowable  under 
the  contract.  Such  amount  that  may  be 
allowed  (up  to  the  80  percent  limit) 
shall  not  exceed  the  percentage 
determined  by  the  Contracting  Officer  to 
be  appropriate,  considering  the 
complexity  (^procurement  litigation, 
generally  accepted  principles  governing 
the  award  of  legal  fees  in  civil  actions 
involving  the  United  States  as  a  party, 
and  siich  other  factors  as  may  be 
appropriate.  However,  where  an 
agreement  reached  under  paragraph  (c) 
of  this  section  explicitly  considered  this 


80  percent  limitation,  then  an  amount 
up  to  the  full  amount  of  costs 
spedfically  provided  in  such  agreement 
may  be  allowed. 

(q  Contractor  costs  incurred  in 
connection  with  the  defense  of  suits 
brought  by  employees  or  ex-employees 
of  the  contractor  under  section  2  of  the 
Major  Fraud  Act  of  1988,  including  the 
cost  of  all  r^ef  necessary  to  make  such 
employee  whole,  where  the  contractor 
was  found  liable  or  settled,  are 
unallowable. 

(g)  Costs  which  may  be  unallowable 
imder  this  clause,  including  directly 
associated  costs,  shall  be  differentiated 
and  accounted  for  by  the  contractor  so 
as  to  be  separately  identifiaWe.  During 
the  pendency  of  any  proceeding  covered 
by  paragraphs  (b)  and  (f)  of  this  section. 
the  Contracting  Officer  shall  generally 
withhold  payment  and  not  authorize  the 
use  of  funds  advanced  under  the 
contract  for  the  payment  of  such  costs. 
However,  the  Contracting  Officer  may, 
in  appropriate  drcumstancas,  provides 
for  conditional  payment  upon  proviskm 
of  adequate  security,  or  other  adequate 
assurance,  and  agreements  by  the 
contractor  to  repay  all  imallowable 
costs,  plus  interest,  if  the  costs  are 
subsequently  determined  to  be 
unallowable. 

|FR  Doc  93-767  Filed  1-12-93;  8.45  am) 
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DEPARTMENT  OF  THE  INTERIOR 

FMi  And  WlkMU*  S«rvlc« 

50CFRPart17 
RIN  1018-AB 

Ewdangfd  and  Thw tawd  WWdlW* 
and  Plants;  Public  Haartng  and 
Reopening  of  Coromant  Parfod  on 
Propoaad  Endangared  Status  for  tha 
Plant  Ipomopals  sanctl-apkHua 

agency:  Fish  and  Wildlife  Service. 

Interior. 

ACTION:  Proposed  rule;  notice  of  public 

hearing  and  reopening  of  comment 

period. 


StJMMARY:  The  U.S.  Fish  and  Wildlife 
Service  (Service)  gives  notice  that  a 
public  hearing  will  be  held  and  the 
comment  period  is  reopened  on  the 
proposed  rule  to  list  Ipomopsis  sancti- 
spiritus  (Holy  Ghost  ipomopsis)  as  an 
endangered  species.  The  comment 
period  is  being  reopened  to  allow  the 
Service  to  accept  oral  or  written 
comments  al  the  hearing  and  for  a 
reasonable  period  of  time  thereafter. 
DATES:  The  public  hearing  will  be  held 
from  6:30  p.m.  to  9  p.m.  on  January  27. 


1993.  in  Santa  Fe,  New  Mexk».  The 
comment  period  for  this  proposal  is 
reopened  on  January  13, 1993  and  itow 
closes  on  February  23, 1993. 
AOOncSSES:  The  pt^^c  hearing  will  be 
held  at  the  Public  Employee's 
Retirement  Association  (PERA) 
Building.  Apodaca  HaU.  1120  Paseo  de 
Peralta.  Santo  Fe,  New  Mexka  Written 
comments  and  materials  should  be  sent 
to  the  Field  Supervisor,  U.S.  Fish  and 
Wildlife  Service,  New  Mexico 
Ecological  Services  FSek)  Office,  3530 
Pan  American  Highway,  Suite  D, 
Albuquerque,  New  Mexico  87107. 
Comments  and  materials  received  will 
be  available  for  public  inspection,  by 
appointment,  during  normal  business 
hours  at  the  above  Field  Office  address. 
FOR  FURTHER  WFORMATION  CONTACT:  For 
information  on  the  public  hearing, 
contact  Philip  Clayton  at  the  above 
Field  Office  address,  telephone  (505) 
883-7877. 

SUPPLEMENTARY  MF0RMAT10N: 

Background 

Holy  Ghost  ipomopsis  Is  a  member  of 
the  phlox  family  and  is  known  to  occur 
only  in  a  limited  area  of  the  Sangre  de 
Cristo  Mountains.  San  Miguel  County. 
New  Mexico.  Holy  Ghost  ipomopsis  is 
threatened  by  road  maintenance, 
wildfire  and  fire  management  policy, 
habitat  alteration,  and  pesticide 

:    application.  A  proposed  rule  to  list  this 
species  as  endangered  was  published  in 
the  Federal  Register  (57  FR  43682)  on 
September  22. 1992. 

Section  4(b)(5)(E)  of  the  Endangered 
Species  Act  of  1973  (Act),  as  amended 
(16  U.S.C  1531  at  seq.).  requires  tiiat  a 
public  hearing  be  held  if  requested 
within  45  days  of  the  publication  of  a 
proposed  rule.  On  October  21. 1992.  the 
Service  received  a  written  request  for  a 
public  hearing  from  Mr.  Bert  Turner. 
President  of  the  San  Miguel/Mora 
County  Farm  and  Livestock  Bureau. 
Wagon  Mound.  New  Mexico.  The 
Service  has  scheduled  this  public 
hearing  fm  January  27. 1993.  from  6:30 
p.m.  to  9  p.m.  in  the  Public  Employee's 
Retirement  Association  Building.  Santa 

-    Fe,  New  Mexico.  Those  parties  wishing 
to  make  statements  for  the  ncotd 
should  bring  a  copy  of  their  statement 
to  present  to  the  Service  at  the  start  of 
the  hearing.  Oral  statements  may  be 
hmited  in  length,  if  the  number  of 
parties  present  at  the  hearing 
necessitates  such  a  liinitation.  There  are, 
however,  no  limits  to  the  length  of 
written  comments  or  materials 
presented  at  the  bearing  or  mailed  to  the 
Service. 

The  comment  period  on  the  proposed 
rule  originally  closed  on  November  23, 
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1992.  The  Service  is  reopening  the 
comment  period  until  February  23, 

1993.  This  will  allow  the  Service  to 
accept  oral  or  written  commMits 
presented  at  the  hearing,  and  to  accept 
written  comments  for  a  reasonable 
period  of  time  after  the  hearing.  Written 
comments  should  be  submitted  to  the 
Service  office  in  the  ADDRESSES  section. 

Author 

The  primary  author  of  this  notice  is 
Phihp  Clayton,  U.S.  Fish  and  Wildlife 
Service,  New  Mexico  Ecological 
Services  Field  Office.  3530  Pan 
American  Highway.  Suite  D, 
Albuquerque.  New  Mexico  87107,  (505) 
883-7877. 

Authority:  The  authority  for  this  action  is 
the  Endangered  Species  Act  (16  U.S.C.  1361- 
1407;  16  U.S.C  1531-1544;  16  U.S.C  4201- 
4245;  Pub.  L  99-625, 100  Stat.  3500,  unless 
otherwise  noted). 

List  of  Subjwits  in  50  CFR  Part  17 

Endangered  and  threatened  species, 
Exports.  Imports.  Reporting  and 
recordkeeping  requirements,  and 
Transportation. 

Dated:  January  7. 1993. 
James  A.  Yoimg. 
Acting  Begiona]  Director 
|FR  Doc.  93-727  Filed  1-12-93;  8:45  am] 
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Fish  and  Wildlife  Service 

50  CFR  Part  17 
RiN  1018-AB69 

Endangered  and  Threatened  Wildlife 
and  Plants;  Notice  of  Public  Hearing 
and  Reopening  of  Comment  Period  on 
Proposed  Endangered  Status  for  23 
PlanU  From  the  Island  of  Kauai,  HI 

AGENCY:  Fish  and  Wildlife  Service. 

Interior. 

action:  Proposed  rule;  notice  of  public 

hearing  and  reopening  of  comment 

period.  

summary:  The  U.S.  Fish  and  Wildlife 
Service  (Service),  pursuant  to  the 
Endangered  Species  Act  of  1973,  as 
amended  (Act),  gives  notice  that  a 
public  hearing  will  be  held  on  the 
proposed  rule  to  list  23  plants  from  the 
island  of  Kauai.  Hawaii,  as  endangered 
species,  and  that  the  comment  period  on 
the  proposal  is  reopened.  The  proposal 
was  published  in  the  Federal  Register 
on  October  30, 1991  (56  FR  55862).  The 
public  hearing  will  be  held  on  February 
10, 1993,  in  Kapa'a.  Hawaii.  Interested 
parties  may  submit  oral  or  written 
comments  on  the  proposal  to  the 
Seorvice  at  the  hearing. 


DATES:  The  comment  period  on  the 
proposal  is  reopened  cm  January  13, 
1993.  The  public  hearing  vrill  be  held 
firom  6  to  8  p.m.  on  Wechiesday. 
February  10, 1993,  in  Kapa'a.  Hawaii. 
The  comment  period,  which  originally 
closed  on  December  30, 1991,  now 
closes  on  February  20, 1993. 
ADDRESSES:  The  pubUc  hearing  wiU  be 
held  in  the  auditorium  of  the  Kapa'a 
Public  Library,  1464  Kuhio  Highway, 
Kapa'a,  Kauai,  Hawaii.  Written 
comments  and  materials  should  be  sent 
to  Robert  P.  Smith,  Field  Supervisor, 
Pacific  Islands  Office,  U.S.  Fish  and 
Wildlife  Service.  300  Ala  Moana 
Boulevard,  room  6307.  P.O.  Box  50167. 
Honolulu,  Hawaii  96850.  Ck>mments 
and  materials  received  will  be  available 
for  pubUc  inspection,  by  appointment, 
during  normal  business  hours  at  the 
above  address. 

FOR  FURTHER  INFORMATION  CONTACT: 
Joan  E.  Canfield,  at  the  above  address 
(telephone  808/541-2749). 

SUPPt.EMENTARY  INFORMATION: 

Background 

Brighamia  insignis.  Cyanea  'asarifoUa, 
Cyrtandra  limahuliensis.  Delissea 
rhytidosperma,  Diellia  laciniata. 
Exocarpos  luteolus,  Hedyotis  cookiana. 
Hibiscus  clayi,  Lipochaeta  fauriei, 
Lipochaeta  micrantha,  Lipochaeta 
waimeaensis,  Lysimachia  filifolia, 
Melicope  haupuensis,  Melicope 
knudsenii,  Melicope  pallida.  Melicope 
quadrangularis,  Munroidendron 
racemosum.  Nothocestrum  peltatum. 
Peucedanum  sandwicense,  Phyllostegia 
waimeae,  Pteralyxia  kauaiensis, 
Schiedea  spergulina,  and  Solanum 
sandwicense  are  endemic  to  or  have  the 
majority  of  their  populations  on  the 
island  of  Kauai.  Hawaii.  Sixteen  of  these 
species  are  endemic  to  Kauai;  two 
additional  species  are  now  found  only 
on  that  island.  One  of  these  species  is 
now  or  was  previously  also  known  from 
Niihau.  five  from  Oahu,  two  from 
Molokai.  two  from  Maui,  and  one  from 
-    the  island  of  Hawaii. 

The  23  plant  species  and  their 
habitats  have  been  variously  affected  or 
are  currently  threatened  by  one  or  more 
of  the  following:  Habitat  degradation  by 
wild,  feral,  or  domestic  animals  (goats, 
pigs,  mule  deer,  cattle,  and  red  jungle 
fowl);  competition  for  space,  light, 
water,  and  nutrients  by  naturalized, 
introduced  vegetation;  erosion  of 
substrate  produced  by  weathering  or 
human-  or  animal-caused  disturbance; 
recreational  and  agricultural  activities; 
habitat  loss  from  fires;  and  predation  by 
animals  (goats  and  rats).  Due  to  the 
small  number  of  existing  individuals 
and  thefr  very  narrow  distributions. 


these  species  and  most  of  their 
populations  are  subject  to  an  increased 
likelihood  of  extinction  and/or  reduced 
reproductive  vigor  from  ttodiastic 
events. 

The  proposed  rule  to  list  these  plants 
as  endangered  was  published  on 
October  30. 1991  (56  FR  55862).  The 
comment  period  for  the  proposal 
originally  closed  on  December  30, 1991. 
In  order  to  accommodate  the  hearing, 
the  Service  reopens  the  pubUc  comment 
period.  Written  comments  may  now  be 
submitted  until  February  20. 1993.  to 
the  Pacific  Islands  Office  (See 
ADDRESSES  section). 

A  public  hearing  will  be  held  on 
Wednesday.  February  10, 1993,  from  6 
to  8  p.m.,  in  the  auditorium  of  the 
Kapa'a  Public  Library,  1464,  Kuhio 
Highway,  Kapa'a,  Kauai.  Hawaii.  Those 
parties  wishing  to  make  statements  for 
the  record  should  bring  a  copy  of  their 
statements  to  present  to  the  Service  at 
the  start  of  the  hearing.  Oral  statements 
may  be  limited  in  length,  if  the  number 
of  parties  present  at  the  hearing 
necessitates  such  a  linutation.  There  are 
no  limits  to  the  length  of  written 
comments  or  materials  presented  at  the 
hearing  or  mailed  to  the  Service. 
Written  comments  will  be  given  the 
same  weight  as  oral  comments.  Written 
comments  may  be  submitted  at  the 
hearing  or  mailed  to  the  Pacific  Islands 
Office  (see  ADDRESSES  section). 

Author 

The  primary  author  of  this  notice  is 
Dr.  Joan  E.  Canfield.  Fish  and  Wildlife 
Enhancement.  Pacific  Islands  Office. 
U.S.  Fish  and  WildlifB  Service.  P.O.  Box 
50167.  Honolulu.  Hawaii  96850  (808/ 
541-2749). 

List  of  Subjects  in  50  CFR  Part  17 

Endangered  and  threatened  species. 
Exports.  Imports.  Reporting  and 
recordkeeping  requirements,  and 
Transportation. 

Authority:  16  U.S.C.  1361-1407;  16  U.S.& 
1531-1544;  16  U.S.C  4201-4245;  Pub.  L  99- 
625. 100  Stat.  3500;  unless  otherwise  noted. 

Dated:  January  6, 1993. 
Richard  N.  Smith, 

Acting  Director.  U.S.  Fish  and  Wildlife 
Service. 

IFR  Doc.  93-741  Filed  i-12-93:  8:45  am) 
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DEPARTMBir  OF  COIMERCE 


50  CFR  Part  863 

PmMc  Ooaal  Qroundtali  FWwnr 

AGDICY:  National  Marina  Fisheries 
Service  (NMFS).  NOAA,  Cominefce. 
ACnON:  Notice  of  availability  of  an  , 
amendment  to  a  fishery  management 
plan  and  request  for  comments. 


r:  NMFS  isanaa  this  notice  that 

the  Pacific  nsbsty  Mauagwnant  Council 
has  submitted  Amendment  7 
(amendment]  to  the  Pacific  Coast 
Groundfish  Fishery  Management  Plm 
(FMPJ  for  review  by  die  Secretary  of 
Commerce  (Secratary).  Amendment  7 
proposes  to  estri>lish  a  fiamework 
authority  to  reduce  bycatch  of 
nongraundfidi  spedee  in  the  groandfidi 
fishery.  Written  camments  are  invited 
from  the  pirfdic  Copiea  of  the 

Mniliiwl  laay  ba  obtained  from  the 

address  bekiw. 

DATES:  Writfen  conunanU  must  be 
received  on  or  before  March  15. 1993. 
ADDRESSES:  Comments  ^oold  be  sent  to 
RoUand  A.  Scfamitten.  Director. 
Northwest  Region.  National  Marine 
Fisheries  Service.  NOAA.  7600  Sand 
Point  Way  HE..  BIN  Cl5700-Udg.  1. 
Seattle.  WA  98115-«070.  or  I^.  Gary 
Matlock.  Acting  Director.  Southwest 
Region,  National  Marine  Fisheries 
Service.  501  West  Ocean  Blvd.,  suite 
4200.  Long  Beach.  CA  90802-4213. 


Copies  of  the  ameodmaiit  aia  availaUa 
upon  lequeat  from  Lawiance  D.  Six. 
Executive  Director.  Pacific  Fishery 
Management  Council  Metro  Center. 
suite  420. 2000  SW.  First  Avenua, 
Portland.  OR  97201-5344. 
FOR  nmiNER  MfOMMTION  oontact: 
William  L.  Robinson.  Fisheries 
Mmagamait  Division.  Northwest 
Region.  NMFS.  at  206-526-6140; 
Rodney  R.  Mdnnis.  Fishariea 
Management  Division.  Southwest 
Region.  NMFS.  at  31(MW0-4040;  or 
Lawrence  D.  Six.  Pacific  Fishery 
Management  Council,  at  503-221-6352. 
StJPPl^MeiTMlY  MPOMMTION:  The 
M^nuson  Fishery  Conservation  and 
Mana^mant  Act.  16  U.S.C  1801  et  seq. 
(Magnuson  Act),  requirea  that  a  regional 
fishery  management  council  submit  ai^ 
amendment  to  a  fishery  management 
plan  it  has  prepared  to  the  Secretary  for 
review  and  approval,  disapproval,  or 
partial  disapproval  The  Magnuson  Act 
also  requires  that  the  Secretary,  upon 
receipt  of  the  amendment,  immediately 
publish  a  notice  stating  that  the 
amendment  is  available  for  public 
review  and  comment  The  Secretary  will 
consider  all  public  comments  received 
during  the  public  comment  period  in 
deciding  whether  to  approve  the 
amendment  for  implementation. 

Amendment  7  to  the  FMP  would 
estabUsh  the  authority  to  impose 
management  measures  on  the 
groundfish  fishery  to  reduce  the  bycatch 
of  salmon  and  other  non-groundfish 
species.  The  amendment  would:  (1)  Add 
a  new  management  ot^ective  under  the 


conservation  goal  (Le..  prevent 
overfishing  by  managing  for  appropriate 
harvest  levels,  and  prevent  any  net  loss 
of  the  habitat  of  living  marina  lesourcas) 
currently  contained  in  section  2.1  of  the 
FMP;  and  (2)  establish  a  regulatory 
process  (framework)  that  could  be  used 
to  implement  specific  managament 
measures  when  a  conservation  issue  has 
been  identified  or  in  response  to 
requirements  of  the  Endangered  Spedea 
Act  or  other  appHcable  law.  The 
amendment  itself  would  not  impose  any 
management  raeasuraa. 

An  enviramiMntal  asaeasmoit 
(required  imdar  die  National 
Environmental  Policy  Act)  and  a 
regulatory  impact  review  (satisfying  tha 
requirements  of  Executive  Order  12291) 
are  incorporated  in  the  amendment.  All 
are  available  for  public  review  as  noted 
above. 

Proposed  regulations  to  implement 
this  amendment  are  scheduled  to  be 
published  within  15  days  of  this  notice. 

List  of  S«diiecti  in  59  CFK  Part  CSS 

Administrative  practice  and 
procedure,  Fisheries.  Fishing.  Reporting 
and  recordkeeping  requirements. 

Authority:  16  U.S.C  1801  etaeq.) 
Dated:  January  7, 1993. 
David  S.  Craatin. 

Acting  Dinctor,  Offic9  ofFisherin 
Conservation  and  h4anagement.  National 
Marine  Fisheries  Service. 
IFR  Doc.  93-691  Filed  1-7-93;  3:27  pml 
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This  secdon  o(  the  FEDERAL  REGISTER 
contains  documents  otiar  tttan  rules  or 
proposed  rules  that  are  appNcabI*  to  tte 
putilic.  ^4otices  of  hearings  and  inveeligattons. 
committee  meetings,  agency  dsclalona  and 
ruiings,  delegatkms  of  authority.  (Mng  of 
petitions  and  applications  and  agency 
statements  of  organization  and  Kjncions  aia 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Agricultural  Research  Service 

Govermnent  Ovvned  Inventions 
Available  for  Licensing 

AGENCY:  Agricuhural  Research  Service, 
USDA. 

ACTIOfI:  Notice  of  Govemment  Owned 
Inventions  Available  for  Licensing. 

SUMMARY:  The  inventions  listed  below 
are  owned  by  the  U.S.  Govemment  as 
represented  by  the  Department  of 
Agriculture,  and  are  available  for 
licensing  in  accordance  with  35  U.S.C 
207  and  37  CFR  part  404  to  achieve 
expeditious  commercialization  of 
results  of  federally  funded  research  and 
development.  Foreign  patents  are  filed 
on  selected  inventions  to  extend  market 
coverage  for  U.S.  companies  and  may 
also  be  available  for  licensing. 

FOR  FURTHER  INFORMATKM  COMTACT: 
Technial  and  licensing  information  on 
these  inventions  may  be  obtained  by 
writing  to:  M.  Ann  Whitehead,  Patent 
Coordinator.  USDA,  ARS,  Room  403, 
Bldg.  005,  BARC-West,  Beltsville, 
Maryland  20705;  301-504-6786  or  Fax 
301-504-5060.  All  patent  applicants 
may  be  purchased,  specifying  the  serial 
number  listed  below,  by. writing  NTIS, 
5285  Port  Royal  Road.  Springfield, 
Virginia.  22161;  NTIS  Sales  Desk  703- 
487—4650.  Issued  patents  may  be 
obtained  from  the  Commissioner  of 
Patents,  U.S.  Patent  and  Trademaric 
Office.  Washington,  DC  20231. 

SUPPLEMENTARY  INFORMATION:  The 
inventions  available  for  licensing  are: 

6-436,541,  (U.S.  4,495.207)  Production 
of  Food-Grade  Com  Germ  Product  by 
Supercritical  Fluid  Extraction 

6-445.112.  (U.S.  4.474.755)  Bagworm 
Moth  Attractant  and  Plant  Protectant 

6-500.049.  (U.S.  4,522,838)  2-Acetyl-l- 
Pyrroline  and  Its  Use  for  Flavoring 
Foods 


6-527394.  (U^.  4,443.222)  Zinc 

Pyrithione  Process  to  Impart 

Antimicrobial  Properties  to  Textiles 
6-534.015.  (U.S.  4,493,854)  Productira 

of  Defatted  Soybean  Products  by 

Supercritical  Fluid  Extraction 
6-539,907,  (U.S.  4382,704)  Control  of 

Bean  Rust  with  Bacillus  svbtiUs 
6-566,469,  (U.S.  4,523,327) 

Sesbanimide  and  the  Use  Thereof  in 

Treating  LaukMnic  Tumors 
6-«35,945,  (U.S.  4,737,371)  Process  for 

Stabilizing  Whole  Cereal  Grains 
6-860,351,  (U.S.  4,721,727)  Control  of 

Pests  with  Annonaceous  Acetogenins 
6-922,616,  (U.S.  4,826.765)  Yeast 

Strains  Genetically  Engineered  to 

Produce  Wheat  Gluten  Proteins 
7-123.411  (U.S.  4.839,450)  Moisture- 

Shrinkable  Films  From  Starch  Graft 

Copolymers 
7-140,470.  (U.S.  4,835,818)  Differential 

Ginning  Process  and  Apparatus 
M.  Ann  Whitehead. 
National  Patent  Coordinator. 
[FR  Doc  93-760  Filed  1-12-93;  8:45  am] 
BILUNG  COOE  9410-m-H 


DEPARTMENT  OF  COMMERCE 

Foreign-Trade  Zones  Board 
[Docket  46-90] 

Foreign-Trade  Zone  72— Indianapolis, 
Indiana;  Application  for  Subzone; 
Forfclift  Truck  Plant;  Columbus, 
Indiana;  Amendment  to  Application 

Notice  is  hereby  given  that  the 
application  submitted  by  the 
Indianapolis  Airport  Aulhority,  grantee 
of  FTZ  72,  requesting  spedal-purp'ose 
subzone  status  for  the  forklift  truck 
manufacturing  facility  of  Toyota 
Industrial  Equipment  Mfg.,  Inc.  (TIEM) 
(subsidiary  of  Toyota  Automatic  Loom 
Works,  Ltd.  of  Japan)  in  Columbus, 
Indiana  (55  FR  49662, 11/30/90)  has 
been  amended  to  limit  the  scope  of  the 
authority  requested  in  the  application 
with  respect  to  componanls. 

The  original  appl  cation  requested 
authority  to  use  full  zone  procedures  for 
a  widerange  of  foreign-sourced    . 
components  so  that  TIEM  could  choose 
the  finished  product  duty  rale  (duty- 
free) for  those  comp<ments  (duty  rates  to 
11%).  The  amendment  limits  the 
request  to  foreign-sourced  engines  and 
transmissions  (duty  rates  to  5.7%).  All 
other  components  would  be  admitted  in 
domestic  or  foreign  privileged  status. 


The  application  remains  otherwise 
unchanged. 

The  comment  pwriod  is  reopened 
until  March  1, 1993. 

Doted:  January  6, 1993. 
loha  ).  Da  Pants,  |r„ 

Executive  Secretary. 

[PR  Doc  93-798  Filed  1-12-93;  8:45  ami 
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[Docket  No.  69-91) 

ForeigivTrade  Zone  41    Milwaukee, 
Wisconsin;  Applicatton  for  Expansion; 
Amendment  of  Application 

The  pending  application  of  the 
Foreign-Trade  Zone  of  Wisconsin,  Ltd., 
grantee  of  FTZ  41,  requesting  authority 
to  reorganize  and  expand  its  zone  in 
Milwaukee,  Wisconsin,  within  the 
Milwaukee  Customs  port  of  entry, 
(Docket  69-91.  filed  10/29/91,  56  FR 
57513, 11/12/91  and  amended  10/2/92, 
57  FR  45606),  has  been  further  emended 
to  request  authority  for  an  additional 
site. 

The  initial  application  requested 
authority  to  add  a  new  site  (Port  of 
Milwaukee  complex,  300  acres)  to  the 
zone  project  and  to  delete  three  existing 
sites. 

This  amendment  requests  authority 
for  an  additional  site  (210,500  sq.  ft.) 
located  at  1925  E.  Kelly  Lane,  Cudahy, 
Wisconsin.  It  would  accommodate  the 
activity  formerly  conducted  at  Site  1, 
which  is  being  deleted.  The  application, 
as  amended,  would  decrease  the  total 
number  of  sites  for  the  FTZ  41  project 
to  three. 

The  comment  period  is  reopened 
until  February  12. 1993. 

The  application  and  amendment 
material  are  available  for  public 
insp^tion  at  the  following  locations: 
U.S.  Department  of  Commerce,  District 

Office,  517  East  Wisconsin  Avenue, 

room  606,  Milwaukee.  Wisconsin 

53202. 
Office  of  the  Executive  Secretary. 

Foreign-Trade  Zones  Board,  IJ.S. 

Department  of  Commerce,  14th  and 

Pennsylvania  Avenue.  NW.,  room 

3716.  Washington.  DC  20230. 

Dated:  January  6, 1993. 
Joixn  |.  Da  Fonte,  Jr., 
Executive  Secretary. 

|FR  Doc.  93-799  Filed  1-12-93: 8:45  am) 
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International  Trade  Administration 

Antidumping  or  Countervailing  Duty 
Order,  Rnding,  or  Suspended 
Investigation;  Opportunity  To  Request 
Administrative  Review 

AGENCY:  International  Trade 
Administration/Import  Administration. 
Department  of  Commerce. 

ACTION:  Notice  of  opportunity  to  request 
administrative  review  of  antidumping  or 
countervailing  duty  order,  finding,  or 
suspended  investigation.      

BACKGROUND:  Each  year  during  the 
anniversary  month  of  the  publication  of 
an  antidumping  or  countervailing  duty 
order,  finding,  or  suspension  of 
investigation,  an  interested  party  as 
defined  in  section  771(9)  of  the  Tariff 
Act  of  1930  may  request,  in  accordance 
with  §  353.22  or  355.22  of  the 
Commerce  Regulations,  that  the 
Department  of  Commerce  ("the 
Department")  conduct  an  administrative 
review  of  that  antidumping  or 
countervailing  duty  order,  finding,  or 
suspended  investigation. 

OPPORTUNfrV  TO  REQUEST  A  REVIEW:  Not 

later  than  January  31, 1993,  interested 
parties  may  request  administrative 
review  of  the  following  orders,  finding, 
or  suspension  of  investigations,  with 
anniv  jrsary  dates  in  January  for  the 
following  periods: 


Antiduniping^Jly  prac«ad- 


Period 


Brazil:  txass  s»teet  &  strip 

{A-351-603). 
Canada:  tnaas  sheet  &  strip 
(A-122-e01). 

Canada:  cokx  picture  tutMS 
(A-1 22-605). 

France:  anohydrogs  sodium 
Metrasilicate  (A-427-09e). 

Japan  cotor  picture  lulMe 
(A-588-609). 

Singapore:  color  picture 
tubes  (A-559-601). 

Soain  potassium  per- 
manganate (A-46»-007). 

South  AJrica:  low-tuming 
brazing  copper  wrtre  am 
rod  (A-791-502). 

Taiwan:  certain  stainless 
steel  cooiong  iware  (A- 
583-603). 

The  People's  Republic  o( 
CtWu:  potassium  per- 
manganate lA-570-001). 

The  Republic  ol  Korea: 
brass  sheet  and  strip  (A^ 
560-603). 

The  Repubic  of  Koim: 
color  picture  tubes  (A- 
580-605). 

The  Republic  ol  Korea: 
stainless  steel  cooking 
ware  (A-580-e01). 


01/01/92- 
01/01/92- 
01/01/92- 
01/01/92- 
01/01/92- 
01/01/92- 
01/01/92 
01/01/92 


12/31/92. 
■12/31/92. 
•12/31/92. 
-12/31/92. 
-12/31/92. 
-12/31/92. 
-12/31/92. 
-12/31/92. 


01/01/92-12/31/92. 
01/01/92-12/31/92. 
01/01/92-12/31/92. 
01/01/92-12/31/92. 
01/01/92-12/31/92. 


Suspension  egreemenis 

Carwda:  potassium  cNorido 

(A-122-701). 
Colombia:  miniature  cama- 

ttorts  (C-301-601). 
Coeta  Rica:  trash  cut  How- 

ers  (C-223-eoi). 
Hungary:  truck  trailer  axle 

and  brake  assemblies  (A- 

437-001). 

Countervaiing  duty 
proceedings 

Argentina:  norwubber  loot- 
wear  (C-357-052). 
Brazil:  brass  sheet  and  strip 

(C-351-604). 
Ecuador  trash  cut  flowers 

(C-331-601). 
The    Republic    ol    Korea: 

stainless  steel  cookware 

(C-580-602). 
Spain:  stainless  steel  iMre 

rod  (C-469-004). 
Taiwan:      staMass      steel 

cookware  (C-683-«04). 
Thailand:  butt-weU  pipe  Ht- 

lings  (C-S49-804). 


Period 


01/01/92-12/31/92. 
01/01/92-12/31/B2. 
01/D1/B2-12/31/92. 
01At>1/»2-12/31/92. 


01/01/92-12/31/92. 
01/01/92-12/31/92. 
01A)1/92-12/31/92. 
01A)1/92-12/31/92. 

01/01/92-12/31/92. 
01/01/92-12/31/92. 
01/01/92-12/31/92. 


deposit  of  (or  bond  for)  estimated 
antidumping  or  countervailing  duties 
required  on  those  entries  at  the  time  of 
entry,  or  withdrawal  from  warehouse, 
for  consumption  and  to  continue  to 
collect  the  cash  deposit  previously 
ordered. 

This  notice  is  not  required  by  statute, 
but  is  published  as  a  service  to  the 
international  trading  community. 

Dated:  January  6, 1993. 
loceph  A.  Spetrini, 

Deputy  Assistant  Secretary  for  Compliance. 
(FR  Doc  93-794  Filed  1-12-93;  8:45  am] 
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ta  accordance  with  §§  353.22(a)  and 
355.22(a)  of  the  Commerce  regulations, 
an  interested  party  may  request  in 
writing  that  the  Secretary  conduct  an 
administrative  review  of  specified 
individual  producers  or  resellers 
covered  by  an  order,  if  the  requesting 
person  states  why  the  person  desires  the 
Secretary  to  review  those  particular 
producers  or  resellers.  If  the  interested 
party  intends  for  the  Secretary  to  review 
sales  of  merchandise  by  a  reseller  (or  a 
producer  if  that  producer  also  resells 
merchandise  from  other  suppliers) 
which  was  produced  in  more  than  one 
country  of  origin,  and  each  country  of 
origin  is  subject  to  a  separate  order,  then 
the  interested  party  must  state 
specifically  which  reselleKs)  and  which 
countries  of  origin  for  each  reseller  the 
request  is  intended  to  cover. 

Seven  copies  of  the  request  should  be 
submitted  to  the  Assistant  Secretary  for 
Import  Administration,  International 
Trade  Administration,  room  B-099.  U.S. 
Department  of  Commerce.  Washington. 
DC  20230.  Further,  in  accordance  with 
§  353.31  or  355.31  of  the  Commerce 
Regulations,  a  copy  of  each  request  must 
be  served  on  every  party  on  the 
Department's  service  list. 

The  Department  will  publish  in  the 
Federal  Register  a  notice  of  "Initiation 
of  Antidumping  (Countervailing)  Duty 
Administrative  Review",  for  requests 
received  by  January  31. 1993. 

If  the  Department  does  not  receive,  by 
January  31. 1993.  a  request  for  review  of 
entries  covered  by  an  order  or  finding 
listed  in  this  notice  and  for  the  period 
identified  above,  the  Department  will 
instruct  the  Customs  Service  to  assess 
antidumping  or  countervailing  duties  on 
those  entries  at  a  rate  equal  to  the  cash 


[A-583-009] 

Color  Television  Receivers,  Except  for 
Video  Monitors,  From  Taiwan; 
Preliminary  Results  of  Antidumping 
Duty  Administrative  Review 

agency:  International  Trade 

Administration/Import  Administration, 

Department  of  Commerce. 

ACTION:  Notice  of  preliminary  results  of 

antidumping  duty  administrative 

review. 


summary:  In  response  to  a  request  by 
Zenith  Electronics  Corporation,  the 
Department  of  Commerce  has  conducted 
an  administrative  review  of  the 
antidumping  duty  order  on  color 
television  receivers,  except  for  video 
monitors,  from  Taiwan.  This  notice 
covers  14  manufacturers/exporters  and 
the  period  April  1, 1991  through  March 
31, 1992.  The  review  indicates  the 
existence  of  dumping  margins  for 
certain  firms  during  the  period. 

As  a  result  of  this  review,  we  have 
preliminarily  determined  to  assess 
antidumping  duties  equal  to  the 
differences  between  United  States  price 
and  foreign  market  value. 

Interested  parties  are  invited  to 
comment  on  these  preliminary  results. 
EFFECTIVE  DATE:  January  13, 1993. 
FOR  FURTHER  tlFORMATWN  CONTACT:  John 
Kugelman  or  Michael  J.  Heaney,  Office 
of  Antidumping  Compliance, 
International  Trade  Administration, 
U.S.  Department  of  Commerce, 
Washington,  DC  20230;  telephone:  (202) 
482-0649/4475. 

SUPPl£MENTARY  INFORMATKJN: 
Backgroiud 

On  May  12, 1992.  the  Department  of 
Commerce  (the  Department)  published 
in  the  Federal  Register  (57  FR  20241) 
the  final  results  of  the  1990-1991 
(seventh)  administrative  review  of  the 
antidumping  duty  order  on  color 
television  receivers,  except  for  video 
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monitors,  from  Taiwan  (49  FR 18336, 
April  30, 1984).  In  April  1992.  Zenith 
Electronics  Corporation,  a  domestic 
interested  pwty,  requested,  in 
accordance  with  §  3S3.22(a)  of  the 
Commerce  Regulations,  that  we  conduct 
an  administrative  review  for  the  period 
April  1. 1991  through  March  31. 1992. 
We  published  a  notice  of  initiation  of 
the  antidumping  duty  administrative 
review  on  May  22. 1992  (57  FR  27169). 

The  Department  initiated  a  review  for 
Action  Electronics  Co..  Ltd.  (Action), 
AOC  International  (AOC),  Fuani  Electric 
Co.,  Ltd.  (Funai).  Hitachi  Television 
(Taiwan)  Ltd.,  (Hitachi).  Kuang  Yuan 
Co.,  Ltd.  (Kuang  Yuan).  Nettek  Corp. 
Ltd.  (Nettek),  Paramount  Electronics 
(Paramount).  Proton  Electronic 
Industrial  Qs..  Ltd.  (Proton).  Sampo 
CorpOTation  (Sampo).  Sanyo  Electric 
(Taiwan)  Co..  Ltd.  (Sanyo),  Shinlee 
Corporation  (Shinlee),  Tatung 
Corporation  (Tatung).  Teco  Electric  & 
Machinery  Co..  Ltd.  (Teco),  and 
Thomson  Consumer  Electronics,  Ino/ 
TCE  Television  Taiwan  Limited 
(Thomson)  for  the  1991-1992  period. 

The  Department  has  now  conducted  a 
review  for  this  period  in  accordance 
with  section  751  of  the  Tariff  Act  of 
1930,  as  amended  (the  Tariff  Act). 

Scope  of  the  Review 

Imports  covered  by  this  review  are 
shipments  of  color  television  receivers, 
except  for  video  monitors,  complete  or 
incomplete  from  Taiwan.  The  orders 
covers  all  color  television  receivers 
regardless  of  tariff  classification.  This 
merchandise  is  classified  under  the 
Harmonized  Tariff  Schedule  (HTS) 
items  8528.10.B0.  8529.90.15. 
8529.90.20.  and  8540.11.00.  HTS  item 
numbers  are  provided  for  convenience 
and  Customs  purposes.  The  written 
description  remains  dispositive. 

This  review  covers  14  manufacturers/ 
exporters  of  Taiwanese  color  television 
receivers,  except  for  video  monitors, 
and  the  period  April  1. 1991  through 
March  31, 1992. 

AOC.  Fimai,  Hitachi,  Kuang  Yuan, 
Sampo,  and  Sanyo  had  no  shipments  of 
the  subject  merchandise,  and  Nettek, 
Paramount,  Shinlee,  and  Teco  foiled  to 
respond  to  our  questionnaire.  For  those 
Hrms  which  had  no  shipments,  we 
continued  the  deposit  rate  for  each  firm 
for  the  last  period  for  which  a  review 
has  been  completed  and  during  which 
that  firm  had  shipments.  For  those  firms 
that  failed  to  respond  to  our 
questionnaire,  we  used  as  the  best 
information  available  (BIA),  the  highest 
margin  among  respondent  firms  in  the 
current  review  period,  or  the  highest 
rate  received  by  any  firm  in  prior 
reviews  whichever  was  hi^er.  See 


Final  results  of  Antidumping  Duty 
Administrative  Review,  Color 
Television  Receivers,  Except  for  Video 
Monitors  from  Taiwan,  57  FR  20241 
(May  12, 1992). 

On  June  22, 1992,  Kuang  Yuan 
requested  revocation  based  upon  it's 
sales  at  not  less  than  foreign  market 
value  during  the  periods  April  1, 1986 
through  Much  31, 1987,  and  April  1, 
1989  through  March  31, 1991,  and  no 
shipments  of  the  subject  merchandise 
during  the  periods  April  1, 1987 
throu^  March  31, 1989,  and  April  1, 
1991  throueh  March  31. 1992. 

On  Marcn  28, 1989,  the  Department 
changed  its  regulations  regarding 
revocation  of  antidumping  duty  orders. 
See  Antidumping  Duties,  final  rule,  54 
FR  12742  (preamble).  See  also,  19  CFR 
353.25  (1992).  Under  the  new 
regulations  periods  of  no  shipments  are 
no  longer  a  separately  listed  basis  upon 
which  the  Department  will  revoke  an 
antidumping  duty  order  as  it  pertains  to 
a  particular  manufacturer/exporter. 
Therefore,  though  periods  of  no 
shipments  may  oe  considered  among 
other  factors  when  the  Department  is 
considering  a  request  for  revocation 
pursuant  to  19  CFR  353.25(d),  that 
factor  alone  is  no  longer  a  sufficient 
basis  for  revocation.  See  preamble  at 
12758. 

Section  353.25(a)(2)(i)  of  our 
regulations  states  that  an  order  may  be 
revoked  in  part  if  one  or  more  producers 
"have  sold  the  merchandise  at  not  less 
than  foreign  market  value  for  a  period 
of  at  least  three  consecutive  years." 
Since  Kuang  Yuan  had  no  shipments 
during  the  current  review  period,  and 
since  a  period  of  "no  shipments"  is  not 
equivalent  to  a  period  of  sales  "at  not 
less  than  fair  value",  Kuang  Yuan  has 
failed  to  meet  the  revocation 
requirements  required  by 
§  353.25(a)(2)(i).  Moreover,  we  do  not 
consider  periods  of  "no  shipments" 
intermixed  with  periods  of  sales  at  not 
less  than  foreign  market  value  to  be  a 
sufHcient  basis  for  revocation  of  an 
antidumping  order  pursuant  to 
§  353.25(d)(ii).  We.  therefore,  are 
denying  Kuang  Yuan's  request  for 
revocalion. 

United  States  Price 

In  calculating  United  States  Price 
(U.S.  price),  we  used  purchase  price  or 
exporters  sales  price  (JESP),  both  as 
defined  in  section  772  of  the  Tariff  Act. 
Purchase  price  and  ESP  were  based  on 
the  packed,  f.o.b.  prices  to  the  first 
unrelated  purchasers  in  the  United 
States. 

We  made  deductions,  where 
appropriate  for  export  promotion  fees, 
finders'  faes,  foreign  and  U.S.  brdcerage 


fees,  foreign  inland  freight,  ocean 
£reight.  marine  insurance.  U.S.  inland 
fieight.  U.S.  Customs  duties,  discoimts. 
rebates,  credit  expenses,  commissions, 
warranties,  royalties,  advertising 
expenses,  bank  charges,  and  U.S. 
indirect  selling  expenses. 

We  accoimted  for  any  commodity 
taxes  imposed  in  Taiwan,  but  not 
collected  by  reason  of  exportation  to  the 
United  States,  by  multiplying  the 
appropriate  duty  paying  value  (DPV)  of 
the  merchandise  sold  in  the  United 
States  by  the  tax  rate  in  Taiwan,  and 
adding  the  result  to  the  U.S.  price.  In 
Taiwan,  the  DPV  is  the  ex-factory  price 
for  merchandise  produced  in  a  bonded 
fectory:  for  merchandise  produced  in  an 
unbonded  factory,  the  DPV  is  the  price 
to  the  first  unrelated  purchaser  in  the 
United  States. 

We  accounted  fcv  the  value  added  tax 
(VAT)  imposed  in  Taiwan,  but  not 
collected  by  reason  of  exportation  to  the 
United  States,  by  multiplying  the  U.S. 
invoice  value  by  the  VAT  rate,  and 
adding  the  result  to  U.S.  {wice.  Wh«e 
appropriate,  we  also  made  an  addition 
to  U.S.  price  for  import  duties  which 
were  rebated,  or  which  were  not 
collected,  by  reason  of  the  exportation 
of  the  merchandise  to  the  United  States. 

No  other  adjustments  were  claimed  or 
allowed. 

Foreign  Market  Value 

In  calculating  FMV.  we  used  home 
market  price  or  constructed  value,  as 
defined  in  section  773  of  the  Tariff  Act, 
as  appropriate. 

Home  Market  price  was  used  when 
sufficient  quantities  of  such  or  similar 
merchandise  were  sold  in  the  home 
market  above  the  cost  of  production 
(OOP)  to  provide  a  reasonable  basis  for 
comparison.  We  sued  home  mariiet  sales 
as  the  basis  for  FMV  for  Action,  Proton, 
and  Tatung. 

We  used  constructed  value  for 
Thomson  since  Thomson  had 
insufficient  sales  of  such  or  similar 
merchandise  in  both  the  home  and 
third-country  markets.  We  used 
constracted  value  for  Proton  for  those 
U.S.  models  for  which  we  could  find  no 
contemporaneous,  home-market  sales  of 
such  or  similar  merchandise  above  the 
COP. 

Home  market  price  was  based  upon 
the  packed,  delivered  price  to  unrelated 
purchasers  in  the  home  market.  Where 
applicable,  we  made  deductions  for 
inland  freight,  discounts,  rebates,  credit, 
warranties,  royalties,  advertising,  post- 
sale  warehousing,  commissions, 
differences  in  the  physical 
characteristics  of  the  merchandise,  aiul 
differences  in  packing. 
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We  also  made  adjustments,  where 
applicable,  for  indirect  selling  expenses 
to  offset  commissions,  and  to  o^t  U.S. 
selling  expenses  deducted  in  ESP 
calculations,  but  not  for  amounts 
exceeding  the  U.S.  commissions  and 
indirect  selling  expenses.  For  Action, 
we  made  adjustments  for  U.S.  indirect 
selling  expenses  on  purchase  price 
sales,  in  amounts  not  exceeding  home 
market  commissions.  Finally,  we  made 
circumstance  of  sale  (COS)  adjustments 
for  commodity  tax  di^erences  and  VAT 
differences,  where  appropriate. 

No  other  adjustments  were  claimed  or 
allowed. 

Constructed  value  consisted  of  the 
sum  of  the  costs  of  materials, 
fabrication,  general  expenses,  profit,  and 
the  cost  of  export  pacldng.  Because  the 
statutory  minimum  of  10  percent  of  the 
cost  of  materials  and  fabrication 
exceeded  the  actual  amoimt  of  general 
expenses,  we  added  the  statutory 
minimum  amount.  Because  the  statutory 
minimum  of  eight  percent  of  the  sum  of 
the  cost  of  materials,  fabrication,  and 
general  expenses  exceeded  the  actual 
profit,  we  added  the  statutory 
minimum.  See  section  773(e)(1)(B)  of 
the  Tariff  Act. 

Preliminary  Results  of  the  Review 

As  a  result  of  our  review,  we 
preliminarily  determine  that  the 
following  margins  exist: 


Manufaduraf/ex- 
poftar 

Review  pMtod 

Mwgm 
(pefc«nl) 

Action 

AOC  ..     

Fural 

Hitactit 

04*1/91-03/31/92 
04/01/91-03/31/92 
04/01/91-03/31/92 
04A)1/91-03/31/92 
04«1/91-03O1/92 
04/01/91-03/31/92 
04A)1/91-03/31/92 
04A)1/91-03O1/92 
04/01/91-03/31/92 
04/01/91-03/31/92 
04/01/91-03/31/92 
04/01/91-03/31/92 
04*1/91-03/31/92 
04*1/91-03/31/92 

16.11 
'23.89 
'23.89 
'23.89 

Kuang  Yuan 

Nanaii 

'0.00 
•23.89 

Paramounl  

•23.89 

21.94 

:        :    : 

i    i  i 

1        •    1 

'0.78 
'4.66 

«23.89 
18.27 

»  23.89 

Xtiomson 

.25 

<No  iNunwnH  dufing  tw  panod: 

revww  n  nitwn  m*r*  wm  tnionMntt. 

'NO 


in  Vi«  cum* 


or  tw  highMl 


bMl  Moimmxjn 
rMponcwni  wnnm 
fomMi  by  any 


Interested  parties  may  request  a 
disclosure  within  5  days  of  publication 
of  this  notice  and  may  request  a  hearing 
wit^Ji  10  days  of  the  date  of 
putjii    'i.on.  Any  hearing,  if  requested, 
will  be  l-:iid  44  days  after  the  date  of 
publication,  or  the  first  workday 
thereafter.  Interested  parties  may  submit 
case  briefs  within  30  days  of  the  date  of 
publication.  Rebuttal  briefs,  limited  to 
issues  raised  in  the  case  briefs,  may  be 
filed  no  later  than  37  days  after  the  day 
of  publication.  The  Department  will 
publish  a  notice  of  the  final  results  of 


this  administrative  review,  which  will 
include  the  results  of  its  analysis  of 
issues  raised  in  any  such  case  briefs. 

The  Department  shall  determine,  and 
the  Customs  Service  shall  assess, 
antidumping  duties  on  all  appropriate 
entries.  Individual  differences  between 
U.S.  Price  and  FMV  may  vary  from  the 
percentages  stated  above.  The 
Department  will  issue  appraisement 
instructions  directly  to  me  Customs 
Sorvics 

Furthermore,  the  following  deposit 
requirements  will  be  effective  for  all 
shipments  of  color  television  receivers, 
other  than  video  monitors,  from  Taiwan, 
entered,  or  withdrawn  fix>m  warehouse, 
for  consumption  on  or  after  the 
publication  date  of  the  final  results  of 
this  administrative  review,  as  provided 
by  section  751(a)(1)  of  the  Tariff  Act:  (1) 
The  cash  deposit  rates  for  reviewed 
firms  will  be  those  established  in  the 
final  results  of  this  review;  (2)  for 
merchandise  exported  by  manufacturere 
or  exporten  not  covered  in  this  review 
but  covered  in  previous  reviews  or  the 
original  less-than-fair-value 
investigation,  the  cash  deposit  will 
continue  to  be  the  rate  published  in  the 
most  recent  final  results  or 
determination  for  which  the 
manu&cturer  or  exporter  received  a 
company  specific  rate;  (3)  if  the  exporter 
is  not  a  firm  covered  in  this  review, 
earlier  reviews,  or  the  original 
investigation,  but  the  manufacturer  is, 
the  cash  deposit  rate  will  be  that 
established  for  the  manufacturer  of  the 
merchandise  in  the  final  results  of  this 
review,  earlier  reviews,  or  the  original 
investigation,  whichever  is  the  most 
recent:  (4)  the  cash  deposit  rate  for  any 
futiire  entries  from  all  other 
manufacturers  or  exporters,  who  are  not 
covered  in  this  or  prior  administrative 
reviews  and  who  are  unrelated  to  the 
reviewed  firms  or  any  previously 
reviewed  firm,  will  be  the  "All  Others" 
rate  established  in  the  final  results  of 
this  administrative  review.  This  rate 
represents  the  highest  rate  for  any  firm 
in  this  administrative  review  (whose 
first  shipments  to  the  United  States 
were  reviewed),  other  than  those  firms 
receiving  a  rate  entirely  based  on  the 
best  information  available.  These 
deposit  requirements,  when  imposed, 
shall  remain  in  effect  until  publication 
of  the  final  results  of  the  next 
administrative  review. 

This  notice  also  serves  as  a 
preliminary  reminder  to  importers  of 
their  responsibility  \mder  19  CFR 
353.26  to  file  a  certificate  regarding  the 
reimbursement  of  antidumping  duties 
prior  to  liquidation  of  the  relevant 
entries  during  this  review  period. 
Failure  to  comply  with  this  requirement 


could  result  In  the  Secretary's 
presumption  that  reimbursement  of 
antidumping  duties  occurred  and  the 
subsequent  assessment  of  double 
antidumping  duties. 

This  administrative  review  and  notice 
are  in  accordance  with  sections 
751(a)(1)  of  the  Tariff  Act  (19  U.S.C. 
1675(a)(1))  and  19  CFR  353.22. 

Dated:  January  6, 1993. 
Rolf  Th.  Lundberg.  Jr., 
Acting  Assistant  Secretaiyfor  Import 
Administration. 

(PR  Doc  93-796  Filed  1-12-93;  8:45  am] 
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IC-3S7-404] 

Certain  Textile  Mill  Products  From 
Argentina;  Final  Court  Decision  and 
Rescission  of  Revocation  of 
Countervailing  Duty  Order  Correction 

AGENCY:  International  Trade 
Administration/Import  Administration. 
Department  of  Commerce. 
ACTION;  Correction. 

On  November  18. 1992,  the 
Department  ofCommerce  (the 
Department)  published  in  the  Federal 
Register  (57  FR  54368)  notice  of  the 
final  court  decision  and  rescission  of 
coimtervailing  duty  order  on  certain 
textile  mill  products  from  Argentina. 

On  page  54369  in  the  second  colunm. 
the  first  paragraph  should  read:  "Thus, 
consistent  with  the  decision  of  the  QT 
in  Belton  (Slip  op.  92-39).  and  the  OT's 
subsequent  May  7. 1992  order. 
Commerce  hereby  rescinds  its  August 
13. 1990.  revocation  of  the 
countervailing  duty  order  on  certain 
textile  mill  products  from  Argentina. 
Commerce  hereby  reinstates  the  order, 
effective  May  18, 1992.  and  continues  to 
suspend  liquidation  of  entries  of  the 
subject  merchandise.  In  accordance 
with  the  countervailing  duty  order, 
published  at  50  FR  9846  (March  12. 
1985),  Commerce  is  directing  the  U.S. 
Customs  Service  to  require  a  cash 
deposit  in  the  amount  of  4.53  percent  ad 
valorem,  the  last  published  deposit  rate, 
for  each  entry  of  Uie  subject 
merchandise  from  Argentina  which  is 
entered,  or  withdrawn  from  warehouse, 
for  consumption  on  or  after  the  date  of 
issuance  of  this  notice,  November  9. 
1992." 

EFFECnVE  OATE:  November  18. 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lorenza  Olivas  or  Kelly  Parkhill.  Office 
of  Coimtervailing  Compliance. 
International  Trade  Administration, 
U.S.  Department  of  Commerce. 
Washington.  DC  20230;  Telephone: 
(202)  482-2786. 
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Dated:  January  6, 1993. 
Rolf  Th.  Lundberg.  Jr., 
Acting  Assistant  Secretary  for  Import 
Administration. 

IFR  Doc.  93-795  Filed  1-12-93;  8:45  amj 
WUJNO  COOE  SBie-OS-H 

[O-201-405,  C-357-404,  C-549-401] 

Certain  Textile  Mill  Products  From 
Mexico,  Certain  Apparel  From 
Argentina,  and  Certain  Apparel  From 
Thailand 

AGENCY:  IntemationalTrade 
Administration/Import  Administration, 
Department  of  Commerce. 
ACTION:  Certain  textile  mill  products 
from  Mexico,  certain  apparel  from 
■  Argentina,  and  certain  apparel  from 
Thailand:  Notice  of  amendment  to  the 
existing  conversion  of  the  scopes  of 
these  orders  from  the  Tariff  Schedules 
of  the  United  States  Annotated  to  the 
Harmonized  Tariff  Schedule. 

SUMMARY:  On  January  1, 1989.  the 
United  States  fully  converted  to  the 
international  harmonized  system  of 
tariff  classification.  On  January  11, 
1989,  the  Department  of  Commerce  (the 
Department)  published  the  Conversion 
to  Use  of  the  Harmonized  Tariff 
Schedule  of  Classifications  for 
Antidumping  and  Countervailing  Duty 
Proceedings  (54  FR  993;  January  11. 
1989)  (1989  Conversion)  for  all 
antidumping  and  countervailing  duty 
orders  in  effect  or  investigations  in 
progress  as  of  January  1. 1989.  On 
September  15, 1992  (57  FR  42545)  the 
Department  published  a  notice  of 
proposed  amendment  to  the  existing 
conversion;  interested  parties  were 
invited  to  comment  on  this  proposed 
amended  conversion.  Based  on  our 
analysis  of  the  comments  received,  the 
Department  is  now  publishing  an 
amended  conversion  of  the  scopes  of  the 
countervailing  duty  orders  on  textile 
mill  products  from  Mexico  and  on 
apparel  frt>m  Argentina  and  Thailand. 
EFFECTIVE  DATE:  January  1. 1989. 
FOR  FURTHER  INFORMATION  CONTACT: 
Christopher  Beach,  Dana  Mermelstein, 
or  Maria  MacKay,  Office  of 
Countervailing  Compliance,  Import 
Administration,  hitemational  Trade 
Administration,  U.S.  Department  of 
Commerce,  Washington.  DC  20230. 
telephone  (202)  482-2786. 

Background 

In  1985.  the  Department  issued  the 
following  countervailing  duty  orders: 
Certain  Textile  Mill  Products  from 

Mexico  (C-201-405)  (50  FR  10824; 

March  18. 1985). 


Certain  Apparel  from  Argentina  (C-357- 
404)  (50  FR  9846;  March  12, 1985). 
and 
Certain  Apparel  from  Thailand  (C-549- 
401)  (50  FR  9818;  March  12. 1985). 
The  scopes  of  these  orders  were 
originally  defined  solely  in  terms  of  the 
Tariff  Schedules  of  the  United  States 
Annotated  (TSUSA)  item  numbers;  no 
narrative  product  description  was 
provided.  On  January  1, 1989,  the 
United  States  fully  converted  from  the 
TSUSA  to  the  Harmonized  Tariff 
Schedule  (HTS).  Section  1211  of  the 
Omnibus  Trade  and  Competitiveness 
Act  of  1988  directed  the  Department  to 
"take  whatever  actions  are  necessary  to 
conform,  to  the  fullest  extent 
practicable,  with  the  tariff  classification 
system  of  the  Harmonized  Tariff 
Schedule  (for)  all  •  *  'orders*  *  •" 
in  effect  at  the  time  of  the 
implementation  of  the  HTS. 

Accordingly,  on  January  11, 1989, 
after  reviewing  comments  received  from 
the  public,  the  Department  published 
the  1989  Conversion  for  all  antidumping 
and  countervailing  duty  orders  in  effect 
or  investigations  in  progress  as  of 
January  1, 1989.  The  notice  also 
included  the  conversion  of  the  scopes  of 
the  referenced  textile  and  apparel  orders 
from  TSUSA  to  HTS  item  numbers.  The 
1989  Conversion  was  based  on  a  one-to- 
one  correspondence  of  the  TSUSA  and 
HTS  item  numbers.  In  the  notice,  the 
Department  stated  that  the  conversion 
could  be  amended,  as  warranted,  at  any 
time  during  the  applicable  proceeding 
as  a  result  of  the  submission  of 
comments  or  new  factual  information. 

As  a  result  of  comments  submitted  to 
the  Department  by  the  importing  public 
and  advice  received  from  the  U.S. 
Customs  Service,  the  Department 
determined  that  the  1989  Conversion 
did  not  accurately  reflect  the  scopes  of 
the  referenced  orders  and,  thus,  should 
be  amended.  The  Department,  with  the 
assistance  of  the  U.S.  Customs  Service 
and  the  U.S.  International  Trade 
Commission  (USITC),  has  compared  the 
TSUSA  and  the  HTS  classification 
systems.  Specifically,  for  each  of  the 
orders  mentioned  above,  we  compared 
the  TSUSA-defined  scopes  and  the 
HTS-defined  scopes  provided  by  the 
1989  Conversion,  and  identified  those 
HTS  numbers  that  more  reasonably 
correspond  with  the  scopes  of  the 
referenced  orders. 

On  September  15. 1992  (57  FR  42545) 
the  Department  pubUshed  a  notice  of 
proposed  amendment  to  the  existing 
conversion.  Based  on  our  analysis  of  the 
comment  received,  the  Department  has 
now  amended  the  1989  Conversion 
governing  the  countervailing  duty 


orders  on  textile  mill  products  from 
Mexico  and  on  apparel  frt>m  Argentina 
and  Thailand.  The  changes  are  reflected 
in  the  attached  Appendix. 

Analysis  of  Comments  Received 

We  gave  interested  parties  an 
opportunity  to  comment  on  our 
proposed  amended  conversion.  We 
received  a  comment  from  Finetex  Yam 
Corporation  ("Finetex").  a  U.S.  importer 
of  certain  texti!^  mill  products  from 
Mexica 

Comment  1 :  Finetex  states  that  the 
Department  should  exclude  certain 
acrylic  yams  classified  under  HTS 
subheadings  5509.31.00  and  5509.32.00 
frt}m  the  proposed  amended  scope  of 
the  order  on  certain  textile  mill 
products  from  Mexico.  Finetex  contends 
that  blended  yams  of  acrylic/nylon, 
containing  continuous  filament  nylon 
were  not  covered  by  the  petition  and  are 
not  within  the  scope  of  this  order.  As 
defined  by  TSUSA,  blends  consisting  of 
spun  acrylic  and  continuous  filament 
nylon  were  classifiable  imder  item 
number  310.6038  which  was  not  within 
the  scope  of  this  order.  In  addition, 
Finetex  argues  that  any  subsidy 
attributable  to  merchandise  covered  by 
the  TSUSA  item  number  listed  above 
was  excluded  firom  the  Department's 
subsidy  calculations  in  every 
administrative  review  of  this  order 
covering  the  periods  1985  through  1988. 
In  the  1989/1990  review  periods  the 
Department  continued  this  practice  by 
basing  its  calculations  on  those 
subsidies  attributable  to  the  covered  100 
percent  acrylic  yams,  excluding  the 
acrylic/nylon  blends  discussed  above, 
even  though  both  were  classified  under 
the  same  HTS  numbers. 

Finetex  contends  that  the  Department 
lacks  the  authority  to  alter  the  scope  of 
an  order  so  as  to  expand  it  beyond  the 
original  intent  (Smith  Corona  Corp.  v. 
United  States.  915  F.2d  683  (Fed. 
ar.l990)).  The  Department  must  ensure 
that  its  conversion  for  this  order  provide 
specifically  for  the  continued  exclusion 
of  singles  and  plied  yams  of  acrylic/ 
nylon  blends  containing  continuous 
filament  nylon. 

Department's  position:  We  agree  with 
Finetex,  the  singles  and  plied  yams  of 
acrylic/nylon  blends  containing 
continuous  filament  nylon  were  not 
covered  in  the  original  scope.  For  this 
reason,  the  Department  did  not  examine 
any  subsidy  attributable  to  this 
merchandise  in  the  administrative 
reviews  of  this  order  for  calendar  years 
1985  through  1990.  Therefore,  we  have 
amended  the  conversion  of  the  scope  of 
the  order  on  certain  textiles  from 
Mexico  by  providing  an  annotation  to 
HTS  items  numbers  5509.31.00  (singles) 
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and  5509.32.00  (plied)  which 
specifically  excludes  singles  and  plied 
yards  of  acrylic/nylon  blends  containing 
continuous  filament  from  the  scope  of 
this  order. 


Instnictioas  to  Gustonu 


The  Department  will  instruct  the 
Customs  Service  to  liquidate  without 
regard  to  countervailing  duties  all 
unliquidated  entries  of  the  subject 
merchandise  not  covered  in  the  attached 
Appendix  that  were  exported  on  or  after 
January  1. 1989.  The  Department  will 
also  instruct  Customs  to  liquidate  at  the 
appropriate  rate  all  unliquidated  entries 
of  the  subject  raerchandiie  covered  in 
the  attached  appendix  that  were 
exported  on  or  after  January  1. 1989. 

In  addition,  the  suspension  of 
liquidation  for  all  entries  of  the  subject 
merchandise  not  covered  in  the  attached 
appendix,  that  are  entered  or  withdrawn 
from  warehouse  on  or  after  the  date  of 
publicaliai  of  thft  ootice.  is  terminated. 
The  Departoaent  will  also  instruct  the 
Customs  Service  to  continue  to  suspend 
liquidation  and  collect  the  appropriate 
cash  deposit  of  estimated  countervailing 
duties  fcr  the  subject  merchandise  listed 
in  the  attached  Appendix,  entered  or 
withdrawn  bom  warehouse  on  or  after 
the  date  of  publication  of  this  notice. 

Datod:  )anuary  6. 1993. 
Depaty  Assisinnt  Secretary  for  Cowptiance. 


Argentina  C-357-404 


Appendix 
Certain  Apparel 

6104  41.00, 
6104.51.00, 
6104fi3.15, 
6106.10.00, 
6109  90.20. 
CUl.10.00. 
611S.20.Oti. 
6115.99.14. 
6201.12.20. 
6202.91.10, 
620293.40. 
f204.11.00. 
6204  2100, 
6204  39.20, 
6204.43.30. 
6204.53.20, 
6204.63  25. 
6206.20  30. 
6209.2010, 
6211.12.30, 
6214.40.00. 

Certojc  Textile  Mill  Pmducts  Uexico  C-iOt- 
405 


6104.43.10, 
61045310, 
6105.10.00, 
6106.20.10. 

eiiaio.20. 

6112.41.00. 
6115.91.00. 
611S.91.00. 
6202.11.00, 
6202.91.20. 
6203.22.30. 
6204.13.10, 
6204.31.20, 
6204.41.20. 
6204.44.30. 
6204.59  20. 
6204.69.20, 
6206.40.25. 
6209.20.50. 
6211.41.00. 


6104.44.10. 
6104.61.00, 
6105.20.20, 
6106.90.10, 
6110.20.20, 
6112.49.00. 
6115.93.10, 
611693.15. 
6202.13.30. 
£20292.20, 
6203.42.40, 
6204.19.10, 
6204.33.40. 
6204.42.30, 
6204.51.00, 
6204.61.00, 
6205.  la  20. 
6209.10.00, 
6209.90.30, 
6214.30.00. 


4010 
Sill 
5111 

S204. 
5205. 
5205. 
5205 
5205. 


10.10. 
11.70, 

3a»o, 

11.00. 
11.10, 
13.10. 
23  JM). 
31.00, 


5109.  laea 

6111.19.60. 
S112.2a30, 
S204.1900. 
5^05.12.10. 
5205.13.20. 
5205.24.00, 
5206.32.00. 


5109.90.60, 
5111.2a00, 
5112.30.30, 
52O4.2a00, 
5205.12.20. 
5205.14.ia 
5205.25.00, 
5205.33.00. 


5205.34.00, 

S20S.44.O0. 

5206.13.00. 

5206.31.00. 

5206. 34.00. 

5206.42.00. 

5206.45.00, 

5206.11.20. 

520S.19.4O. 

5206.22.40. 

5206.29.4a 

5208.31.6a 

5208.32.4a 

5208.39.2a 

5208.41.60. 

5208.42.40, 

5206.49.40. 

5206.51.«a 

5208.S2.5a 

5208.59.80. 

5209.31.6a 

5209.43.00. 

5210.21.40. 

5210.29.40, 

5210.39.40, 

5210.59.60, 

5401.10.00, 

S402.2a.3a 

5402.32.30. 

5402.41.00. 

5402.S1.0a 

5403. 2a3a 

5406.20.00. 

5407.43.20. 

5407.53.10, 

5407.60.05, 

S407.91.05. 

5407.94.05. 

5406.23.20. 

540&32.05. 

ssos.iaoo, 

5509.21.0a 

5509.32.00. 

5509.51.6a 

5509.69.40, 

5511:10.00, 

5513.11.00. 

5513.21. Oa 

5513.33.00. 

5513.43.0a 

5514.19.0a 

5514.41.00. 

5516.11.00. 

5516.14.00, 

5516.43.00, 

5516.92.00. 

5601.10.20, 

5602.21.00. 

5607.41.30. 

5607.50.20, 

5701. ia20, 

5702.31.ia 

5702.32.2a 

5702.42.10. 

5702.51.40. 

5702.91.40, 

5703.2aiO. 

5704.10.00, 

5801.31.0a 

5801.3Si)0, 

5803.90.3a 

5804.29X)a 

5806.32.10. 

5810.92.00. 

5902.90.00, 

5911.31.00, 


5205.42.00, 

S206.ll.0a 

5206.14.00, 

5206.32.0a 

5206.35.00. 

5206.43.00, 

5207.10.00, 

5206.12.40. 

5206.21.20. 

5206.22.60, 

5206.29.60. 

5208.31.80. 

520a.32.50. 

5208.39.8a 

5208.41.80, 

520842.50. 

520651.40, 

5206.S2.3a 

5206.53.00, 

5209.11.00, 

5209.32.00, 

5209.51.60. 

52ia21.60, 

5210.29.60, 

5210.39.60, 

5211.31.00, 

5401.20.00, 

5402.31.30, 

S402.32.6a 

5402.43.00. 

5402.52.00. 

5403.20.60, 

5407.41.00, 

5407.44.00. 

5407.53.20. 

5407.60.10, 

5407.92.05, 

5406.21.00, 

5408.24.00. 

5408.33.05, 

5S08.2C.00. 

5509.22.00. 

5509.41.00, 

5509.53.00, 

5509.99.20, 

5511.20.00, 

551313.00. 

5513.23.00. 

5513.39.00. 

5313.49.00, 

5514.21.00, 

5514.4900. 

5516.12.00, 

5516.41.00, 

5516.4400, 

5516.93.00, 

5601.22.00, 

5602.90.60. 

5607.4915, 

S60a.ll.00, 

5701.90.20, 

5702.31.20. 

5702.41.10. 

5702.42.20. 

5702.52.00, 

5702.92.00. 

5703.20.20, 

5704.9a00, 

5801.33.00. 

5801.36.00. 

5804.  laoa 

5804.30.00. 
58iai0.00, 
5902.10.00. 
5911.10.20, 
5911.32.00, 


5206.43.0a 
5206.12.00, 

5206.15.00. 

5206.33.00. 

5206.41.00. 

5206.44.00, 

5207.90.00. 

5208.13.00, 

5206.21.40. 

5206.23.0a 

5208.31.4a 

5208.32.3a 

5206.33.0a 

520B.41.4a 

520642.30, 

5206.43.00, 

5206.51.60. 

5208.52.4a 

5208.59.20, 

5209.ig.0a 

5209.41.60. 

5209.52.00. 

52ia22.0a 

5210.32.0a 

5210.52.00. 

5211.51.00. 

5402.10.30, 

5402.31.6a 

5402.33.3a 

5402.49.0a 

5402.59.00. 

5406.10.00. 

5407.42.00. 

5407.52.20. 

5407.54.00. 

5407.60.20, 

5407.93.05, 

5408.22.00. 

5406.31.05. 

5408.34.05, 

5509.12.00. 

5509.31.00. 

5509.51.30. 

5509.69.20. 

5509.99.40, 

5511.30.00, 

5513.19.00, 

5513.29.00, 

5513.41.00. 

5S14.11.00. 

5514.29.00. 

5515.13.05. 

5516.13.00. 

5516.42.00. 

5516.91.00, 

5516.94.00, 

S602.ia90. 

5603.00.90. 

5607.49.25, 

5701.10.16. 

5702.10.90, 

5702.32.10. 

5702.41.20, 

5702.51.20, 

5702.91.30, 

5703.10.00, 

S703.3a00, 

5705.00.20, 

5601.34.00, 

5603.10.00. 

5804.21.00, 

5805.00.25, 

5810.91.00. 

5902.20.00, 

5911.20.10, 

6001.10.20. 


6001.22.00,  6001.92.00,  6002.10.80. 

6002.20.10,  6002.2a6a  6002.30.aa 

6002.43.00.  6002.9X00,  6301.10i)a 

6301.20.00,  6301.30.00.  6301.4aoa 

6301.9a00.  6302.22.10.  6302.22.20. 

6302.32.10,  6302.32.20.  6302.40.ia 

6302.4a20,  6302.51.10.  6302.51.20. 

6302.51.30.  6302.51.40,  6302.52.10. 

6302.52.20.  6302.53.00.  6302.59.00. 

6302.91.00,  6302.92.00,  6302.93.20, 

6302.99JKI,  6303.12.00.  6303.19.0a 

6303.92.00,  6303.99.0a  6304.11.2a 

6304.19i)5.  6304.19.15,  6304.ia2a 

6304.91.00.  6304.92.00,  6304.93.0a 

6304.99.15.  6304.99.60.  7019.2ai0, 

9404.90.90; 
5209.32.00    Coverage  limited  to  bbrics,  BOt 

napped,  of  numbars  17  to  33. 
5209.52.00    Coverage  limited  to  fobrics,  not 

napped,  of  numbers  17  to  33. 
5402. 10.30    Corerage  limited  to  yams 

provided  for  ia  sobheading 

5402.10.304a 
5402.2030    Coverage  limited  to  yarns 

provided  for  in  subbeadiog 

5402.2a304a 
5402.33.30    CoveragB  limited  to  yams, 

valued  not  over  S2.20  per  kilogram 
5402 . 4 1 .00    Coverage  1  imited  to  yans 

providad  for  ia  subheading 

5402.41.004a 
5402.43.00    Coverage  limited  to  yams 

provided  for  in  subheading 

5402.43.0040. 
5402.49.00    Coverage  limited  to  yams 

provided  for  in  *ul>headings 

5402.49.0070  and  5402.49.008a 
5509. 31 .00    not  to  include  single  blended 

yams  oontaiaing  a  oombinatioa  of 

noncontinuous  acrylic  and  continuous 

nyion  filaments. 
5509.32.00    not  to  include  plied  blended 

yams  containing  a  combination  of 

noncontinuous  acrylic  and  continuous 

nylon  filaments. 

Certain  Apparel  Thailaad  C-549-401 
6101.20.00.  6102.20.00.  6104.22.00. 

6104.32.00.  6104.42.00.  6104.43.2a 

6104.44.20.  6104.52.0a  6104.62.ia 

6104.62.20.        eios.iaoo.        6106.ia00. 
6106.20.20.        6iiaio.io,        6iio.ia2a 

6110.2a20,  6110.3ai5,  6110.30.30, 

6112.11.00,  6112.20.20.  6112.3100. 

6112.39.00.  €112.41.00.  6112.49.00. 

6114.20.00,  6115.19.00,  6117.10.10, 

6117.ia20,  6117.20.0a  6117.90.00. 

6201.12.20.  6201.92.20.  6202.11.00. 

6202.13.30.  6202.19.0a  6202.91.10. 

6202.91.20.  6202.92.20.  6202.93.40. 

6202.93.50,  6202.99.00,  6203.11.20, 

6203.12.10,  6203.19.10,  6203.22.30, 

6203.32.20,  6203.42.40,  6204.11.00, 

6204.12.00,  6204.13.10,  6204.13.20, 

6204.19.10.  6204.19.2a  6204.19,30. 

6204.21.00.  6204.22.30.  6204.23.00. 

6204.31.20.  6204J3.40.  6204.39.20, 

6204.39.80.  6204.41.20.  6204.42.30. 

6204.43.30,  6204.43.40.  6204.44.30. 

6204.44.40,  6204.49.50.  6204.51.00. 

6204.53.20.  6204.59.2a  6204.59.40, 

6204.61.0a  6204.62.20.  6204.62.40. 

6204.63.25.  6204.69.20,  6204.69.90. 

6206.20.20.  6206.30.20.  6206.30.30. 

6206.4030.  6206.90J00.  6211.12.^. 
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6214.90.00, 


6211.20.50,  6214.20.00, 

6215.20.00.  6215.90.00. 

|FR  Doc.  93-797  Filed  1-12-93;  8:45  am] 
BHJLMO  COOe  3S10-OS-M 


[Dockat  Na  92111S-23151 

Market  Development  Cooperator 
Program 

AGENCY:  International  Trade 
Administration  (ITA),  Commerce. 
action:  Notice. 

SUMMARY:  The  mission  of  ITA  is  to 
promote  U.S.  exports  and  to  strengthen 
the  international  trade  position  of  the 
United  States.  The  degree  to  which  ITA 
can  fulfill  its  mission  is  enhanced 
through  partnerships  with  the  private 
sector.  To  encourage  such  partnerships, 
ITA  announces  a  pilot  program,  the 
Market  Development  Cooperator 
Program,  to  assist  trade  associations  and 
nonprofit  Industry  organizations 
working  together  with  ITA  to  develop, 
maintain,  and  expand  foreign  markets 
for  nonagricultural  goods  and  services 
produced  in  the  United  States.  For 
purposes  of  this  pilot  program, 
"nonagricultural  goods  and  services" 
means  goods  and  services  other  than 
agricultural  products  as  defined  in  7 
U.S.C.  451.  "Produced  in  the  United 
States"  means  having  substantial  inputs 
of  materials  and  labor  originating  in  the 
United  States,  such  inputs  constituting 
at  least  50  percent  of  the  value  of  the 
good  or  service  to  be  exported. 

The  advantage  of  joint  private  sector- 
ITA  effort  is  that  it  permits  the 
Government  and  private  industry  to 
pool  expertise  and  funds  so  that  each 
gets  more  mileage  out  of  its  market 
development  resources.  Partnerships  of 
this  sort  also  may  offer  a  sharper  focus 
on  long-term  export  market 
development  than  do  traditional  trade 
promotion  activities  and  serve  as  a 
mechanism  for  improving  Government- 
industry  relations. 

While  the  Market  Development 
Cooperator  Program  is  sponsored, 
guided  and  funded  by  the  Department  of 
Commerce  with  a  matching  requirement 
by  the  recipient,  applications  are 
expected  to  develop,  initiative  and  carry 
out  market  development  project 
activities.  As  an  active  partner,  ITA  will 
provide  assistance  identified  by  the 
applicant  as  being  essential  to  the 
achievement  of  project  goals  and 
objectives.  U.S  industry  is  best  able  to 
assess  its  problems  and  needs  in  the 
foreign  marketplace  and  to  recommend 
innovative  solutions  and  programs  that 
can  be  the  formula  to  success  in 
international  trade. 


Examples  of  activities  that  might  be 
included  in  an  applicant's  project  are 
described  below,  ^k>  one  of  these 
activities  or  any  combination  of  these 
activities  must  be  included  for  a 
proposal  to  receive  favorable 
consideration.  Applicants  are 
encouraged  to  purpose  activities  that  (1) 
would  be  most  ap{m>priate  to  the 
market  development  needs  of  their 
industry  or  industries-  and  (2)  display 
the  imagination  and  innovation  of  the 
private  sector  working  in  partnership 
with  the  Government  to  obtain  the 
maximum  market  development  impact. 
DATES:  Completed  applications  must  be 
submitted  or  be  i>ostmarked  no  later 
than  February  12, 1993. 
ADDRESSES:  To  obtain  a  copy  of  the 
application  kit,  please  send  a  written 
request  with  a  self-addressed  mailing 
label  to  Mr.  Jerry  Morse,  Director, 
Resource  Management  and  Planning 
Staff,  Trade  Developroent/OPCRM, 
room  3223,  HCHB,  U.S.  Department  of 
Commerce,  Washington,  DC  20230. 
Application  kits  also  may  be  picked  up 
in  room  3211,  U.S.  Department  of 
Commerce.  14th  and  Constitution 
Avenue  NW.,  Washington,  DC  20230. 
Only  one  application  kit  will  be 
provided  to  each  organization 
requesting  it,  but  the  kit  may  be 
reproduced  by  the  requester.  All  forms 
necessary  to  submit  an  application  will 
be  included  in  the  application  kit. 

Completed  applications  should  be 
sent  to  the  Office  of  Planning, 
Coordination  and  Resource  Management 
Trade  Development.  Room  3223,  HCHB 
14th  &  Constitution  Avenue  NW., 
Washington,  DC  20230. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Applicants  wanting  further  information 
on  this  pilot  program  should  contact  Mr. 
Jerry  Morse,  Director,  Resource 
Management  and  Planning  Staff,  Trade 
Development,  room  3211.  HCHB. 
Washington.  DC  20230,  (202)  482-1180. 

SUPPLEMENTARY  INFORMATION: 

Program  Authority:  The  Omnibus 
Trade  and  Competitiveness  Act  of  1983, 
Public  Law  No.  100-418,  title  II,  section 
2303, 102  Stat.  1342, 15  U.S.C.  4723. 

Departments  of  Commerce,  Justice, 
and  Stale,  the  Judiciary,  and  Related 
Agencies  Appropriations  Act,  1993, 
Public  Law  No.  102-395. 106  Stat.  1828. 

Progmm  Objective:  The  objective  of 
the  Maricet  Development  Cooperator 
Program  is  to  identify  promising  foreign 
market  opportunities  for  U.S.  exports 
and  to  introduce  U.S.  goods,  processes 
and  services  to  foreign  buyers. 

Funding  Instrument  and  Project 
Duration:  Since  it  is  anticipated  that 
ITA  will  be  substantially  involved  in  the 
implementation  of  each  project  for 


which  an  award  is  made,  the  funding 
instrument  for  this  pilot  program  will  be 
a  cooperative  agreement. 

It  is  contemplated  that  a  minimum  of 
foxir  (4)  cooperative  agreements  will  be 
concluded  with  eligible  entities  for  this 
pilot  program.  Each  cooperative 
agreement  will  not  exceed  a  total  of 
$500,000  regardless  of  the  duration  of 
the  award.  Funds  may  be  expended  over 
the  period  of  time  required  to  complete 
the  scope  of  work,  but  not  to  exceed 
three  years  (3)  from  the  date  of  the 
awardl. 

The  total  amount  of  funds 
appropriated  for  this  pilot  program  is 
$2.5  million. 

Program  Priorities:  Applicants  will  be 
expected  to  supply  two  thirds  (2/3)  of 
total  project  costs,  with  the  Federal 
portion  to  be  one  third  (1/3).  For 
applications  targeting  the  Newly 
Independent  States  (NIS)  that  made  up 
the  former  Soviet  Union,  the 
Department  of  Commerce  recognizes 
that  there  may  be  extraordinary  risk, . 
difRculty  and  cost  involved  in 
developing  these  markets.  Therefore,  in 
unusual  circumstances,  the  Department 
of  Commerce  will  consider  raising  the 
Federal  portion  of  funding  for  projects 
emphasizing  the  NIS  up  to  50  percent 
(50%)  of  proposed  eligible  project  costs. 
The  overall  maximum  of  Department  of 
Commerce  funds  of  $500,000  per 
cooperative  agreement  still  applies  for 
NIS  projects. 

The  Ciepartment  of  Commerce  will 
support  only  the  direct  costs  of  each 
project.  Each  applicant  will  support  a  • 
portion  of  the  direct  costs  (to  be 
specified  in  the  application)  and  all  of 
the  indirect  costs  of  its  project.  For 
purposes  of  this  program,  "direct  costs" 
will  be  defined  as  personnel,  fringe 
beneBts,  travel,  equipment,  supplies, 
contractual,  and  other  (e.g.,  rent  and 
furnishings  for  an  overseas  office). 

A  minimum  of  one  half  (*/j)  of  each 
applicant's  support  must  be  in  the  form 
of  cash.  Applicants'  support  of  the  non- 
Federal  share  may  consist  of  cash  or  in-, 
kind  contributions  (goods  and  services). 

Maricet  Development  Cooperator 
Program  funds  should  not  be  viewed  as 
a  replacement  for  funding  frt)m  other 
sources,  either  public  or  private.  An 
important  goal  of  this  program  is  to 
increase  the  sum  of  Federal  and  non- 
Federal  maricet  development  activities. 
This  goal  can  best  be  achieved  by  using 
program  funds  to  encourage  new 
initiatives.  In  addition  to  new 
initiatives,  expansion  of  the  scope  of  an 
existing  project  also  may  qualify  for 
funding  consideration.  The  Department 
of  Commerce  will  fund  such  projects  as 
if  they  are  entirely  new  initiatives,  not 
just  the  expansion  portion  of  the  project 
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Applkants  nay  ckacga  oompanias  in 
die  indastry  or  oikar  indintry 
organizations  ruawnahie  fees  to  taloa 
pwt  in  or  avail  tkanaalvaa  of  aarvicas 
piovidad  at  part  of  applicant's  projecta. 
Plaos  to  charga  iiaa  afaould  be  describad 
in  detail  in  tlw  i^pticant's  application. 

Eligibility:  Tkada  aaaociations  and 
nonprofit  indusliy  oipmiiations  are 
eligible  to  apply  tor  cooperative 
agreeoMnts  under  this  pilot  program. 

Eligible  entitiee  may  join  together  to 
submit  an  applicaticn  as  a  joint  venture 
and  to  share  costs.  For  example,  tvro 
trade  associations  representing  different 
segments  of  a  singto  industry  or  related 
industries  can  pool  their  resources  and 
submit  one  application.  Foreign 
businesses  and  private  groups  also  may 
join  with  U.S.  organizations  to  submit 
applications  and  to  share  the  costs  of 
proposed  projects. 

Applications  will  be  accepted  from 
eligible  entities  representing  any 
industry,  subsector  of  an  industry  or 
related  industries.  Some  industries  are 
represented  by  more  than  one  eligible 
entity.  Each  applicant  must  permit  all 
companies  in  the  industry  in  question  to 
participate,  on  equal  terms,  in  all 
activities  that  are  scheduled  as  part  of 
a  proposed  project 

ApplicatioQS  may  be  targeted  for  any 
market  in  the  tyorld.  While  it  is 
expected  that  proposed  projects  will 
entail  an  overseas  presence,  some 
activities  may  take  place  in  the  United 
States  if  it  is  necessary  to  the  project's 
success. 

Application  Fe(iuirements: 
Competitive  applicatioa  kits  will  be 
available  from  the  Department  of 
Conuneroe  starting  December  1992. 
Standard  Forms  424  (Rev.  4-68).  424A 
(Rev.  4-88).  and  424B  (Rev.  4-88). 
whidi  are  required  as  part  of  the 
application,  are  available  from  the 
contact  person  indicated  ^mve. 
Applicants  must  submit  a  signed 
original  and  two  copies  of  the 
applicatiaQ  and  auppcfting  materials.  It 
is  antidpatBd  that  it  will  take  4  weeks 
to  process  applications. 

Closing  Date:  The  closing  date  for 
applications  tor  this  pilot  program  is 
February  12. 1993. 

Credentials/Documentation:  Eligible 
entities  desiring  to  participate  in  this 
pilot  program  must  demonstrate  the 
ability  to  provide  a  competent, 
experienced  staff  and  other  resources  to 
assure  adequate  development, 
supervision  and  execution  of  the 
proposed  project  activities.  Applicants 
also  should  describe  in  detail  all 
assistance  expected  bvm  the 
Department  of  Commerce  or  other 
Federal  Government  agencies  to 


impieaaaait  project  activities 
sucoass&dly. 

Each  applicant  must  alao  provide  a 
description  of  the  membarsfaip  of  the 
eligible  entity,  the  degree  to  which  the 
entity  represents  the  industry  or 
industries  in  question,  and  the  tola,  if 
any.  ibreign  raambership  plays  in  the 
affairs  of  the  eligible  entity. 

Applicants  should  summariae  both 
the  recant  history  of  their  industry  or 
indtistries'  competitiveness  in  the 
intacnational  marketplace  and  the 
export  praoKition  history  of  the  eligible 
entity  or  antitiae  submitting  the 
application. 

Profed  Plans:  Developing  a  project 
plan  requires  solid  background  researdi. 
AppUoants  should  study,  and 
applications  should  reflect  such  study 
of  the  following: 

1.  The  maricat  potential  of  the  good  or 
service  to  be  promoted  in  a  particular 
maiket(s), 

2.  The  oompetitioo  from  host-country 
and  diifd-oountTy  suppliers,  and 

3.  The  economic  ntuation  and  prospects 
that  bear  upon  the  ability  of  a  country 
to  import  the  good  or  service. 
Applicants  also  should  present  in 

their  applications  an  assessment  of 
industry  resources  that  can  be  brought 
to  bear  for  developing  a  market;  the 
industry's  ability  to  meet  potential 
market  demuid  expeditiously,  and  the 
industry's  after-sales  service  capability 
in  a  particular  foreign  raarket(s). 

After  describing  their  complete  basic 
research,  applicants  should  develop 
marketing  plans  that  set  forth  the  overall 
objectives  of  the  projects  and  the 
specific  activities  applicants  will 
luidertake  as  part  of  those  projects. 
Applications  should  display  the 
imagination  cuwi  innovation  of  the 
private  sector  working  in  partnership 
with  the  Government  to  obtain  the 
maximum  market  development  impact. 
Examples  of  Activities  that  Migf\t  Be 
Included  in  Apptkxmt  Applications: 
llie  following  are  examples  of  activities 
which  might  be  included  in  an 
application.  No  one  of  these  activities  or 
any  combination  of  these  activities  must 
be  included  for  an  application  to  receive 
favorable  considantion.  Applicants  are 
encouraged  to  propose  activities  that 
wrould  b«  most  appropriate  to  the 
market  development  needs  of  their 
industry  or  industries: 

(1)  Opening  an  overseas  office  or 
offices  to  perform  a  variety  of  market 
development  services  for  companies 
joining  a  consortium  to  avail  themselves 
of  such  services  Isuch  an  office  should 
not  duplicate  the  programs  or  services 
of  the  U.S.  and  Foreign  Commercial 
Service  (US&PCS)  post(8)  in  Ae  region!; 


(2)  Detailing  a  private  sector 
individual  to  a  US&FCS  post  in 
accordance  with  15  U.S.C.  4723(c); 

(3)  Entering  into  a  contract  with  a 
bona  fide  market  research  company  to 
conduct  detailed,  product-specific 
market  research; 

(4)  Assigning  industry  specialists  to 
work  with  Department  of  Commerce/ 
U.S.  Executive  Director  Procurement 
Liaison  Offices  at  the  Multilateral 
Development  Banks  to  seek  out  and 
develop  procurement  opportunities; 

(5)  Ihiderwriting  the  cost  of  mersees 
market  research  or  participation  in 
overseas  trade  exhibitions  and  trade 
missions,  or  covering  the  expenses  of 
reverse  trade  missions  and/or  foreign 
buyer  group  travel  to  domestic  trade 

shows; 

(6)  Overseas  product  demonstrationr, 

(7)  Seminars  m  the  United  States  or 
in  the  maAet(s)  to  be  developed; 

(8)  Technical  trade  servicing  which 
helps  overseas  buyers  to  choose  the 
right  U.S.  good  or  service  and  to  use  the 
good  for  service  efficiently; 

(9)  Joint  promotions  with  foreign 
customers; 

(10)  Training  of  foreign  nationals  to 
perform  after-sales  service  or  to  act  as 
distributors; 

(11)  Working  with  organizations  in 
the  foreign  marl^place  responsible  for 
setting  standards  and  for  product  testing 
to  improve  market  access;  and 

(12J  Publishing  an  export  resource 
guide  or  an  export  product  directory  for 
the  industry  or  industries  in  question. 

Evaluatioa  Criteria:  The  Department 
of  Commerce  is  interested  in  projects 
that  demonstrate  the  possibility  of  both 
significant  rssulu  during  the  project 

Eeriod  and  lasting  benefits  extending 
eyond  the  project  period.  To  that  end, 
consideration  for  financial  assistance 
under  the  Market  Development 
Cooperator  Program  will  be  based  upon 
the  following  evaluation  criteria: 

(1)  Anticipated  increase  in  U.S. 
exports  generated  by  the  proposed 
expenditure  of  funds,  including  criteria 
for  quantitative  measurement  and 
evaluation; 

(2)  Degree  to  which  a  project  has  a 
multiplier  effect  whereby  industry  and 
Government  working  in  partnership  can 
maximize  outreach  to  companies 
capable  of  expanding  into  new  markets 
or  capable  of  increasing  market  share  in 
present  markets; 

(3)  Export  potential  of  the  good{s)  or 
service(s)  to  be  promoted; 

(4)  Probability  of  success  in 
maintaining  or  increasing  exports  of  Ae 
subject  U.S.  good(s)  or  service(s); 

(5)  Compatibility  with  U.S.  trade  and 
commercial  policy; 

(6)  Willingness  and  Ability  of  the 
applicant  to  back  up  promotional 
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activities  with  aggressive  raariceting  and 
after-sales  senrice; 

(7)  Intent  and  capability  of  the 
applicant  to  enlist  the  participation  of 
small  and  medium  size  American 
companies  in  consortia  and  activities 
that  are  to  be  part  of  the  proposed 
project; 

(8)  Size  of  the  cash  portion  of  the 
applicant's  funding  for  the  proposed 
prefect; 

(9)  Probability  that  the  pro}ect  can  be 
continued  on  a  self-sustained  basis  after 
the  completion  of  the  award; 

(10)  Creativity  and  innovation 
displayed  by  the  work  plan  while  at  the 
sa  mo  time  being  realistic: 

(11)  Institutional  capacity  of  the 
opplicant  to  carry  out  the  wcvk  plan; 
and 

(12)  Reasonableness  of  the  itemized 
budget  for  project  activities. 

Evaluation  criteria  1-3  are  of  utmost 
importance  in  the  selection  process  and 
will  be  worth  55  out  of  a  possible  100 
points  as  follows: 
Criterion  #1 — maximum  25  points 
Criterion  #2 — maximum  IS  points 
Criterion  #3 — maximum  15  points 

Evaluation  criteria  4-12  together  will 
bu  worth  a  total  of  45  points.  Evaluation 
(.riteria  4-12  will  be  weighted  equally. 

Additional  Requirements:  All 
'ipplicants  are  advised  of  tlie  following: 

1.  Past  Perfofmance — Unsatisfactory 
purformance  under  prior  Federal  awards 
may  result  in  an  application  not  being 
t;onsidered  for  funding. 

2.  Preaward  Activities — If  applicants 
incur  any  costs  prior  to  an  award  being 
made,  they  do  so  solely  at  their  own  risk 
of  rtot  being  reimbursed  by  the 
Guiernment.  Notwithstanding  any 

\  «fi)al  assurance  that  they  may  have 
;»:ceived,  there  is  no  obligation  on  the 
I  vart  of  the  Department  of  Commerce  to 
'.  i;Ver  pre-award  costs. 

.1.  No  CA>Hgation  for  Future  Funding — 
U  an  application  is  selected  for  funding, 
*  c- F3(  partment  cf  Commerce  has  no 
obligation  to  provide  any  additional 
f  itiire  funding  in  connection  with  that 
HA&rd.  Renewal  of  an  award  to  increase 
farlding  or  extend  the  period  of 
p^ijformance  is  at  the  total  discretion  of 
I  ha  Department  of  Commerce. 

4.  Delinquent  Federal  Debts — No 
svv^'d  of  Federal  funds  shall  be  made  to 

applicant  who  has  an  outstanding 
tnquant  Federal  debt  until  eilhen 
\)  The  delinquent  account  is  paid  in 

t 

3}  A  negotiated  repayment  schedule 
is  established  and  at  least  one  payment 
is  nH:eived;  or 

(C)  Other  arrangements  satisfoctory  to 
tlie  Department  of  Commerce  are  made. 

5.  Intergovernmental  Review — 
Executive  Order  12372 


"Intergovernmental  Review  of  Federal 
Pro-ams"  does  not  apply  to  this 
program. 

6.  Name  Chedc  Review — All  non- 
profit and  foi^prt^t  applicants  are 
subject  to  a  name  check  raview  process. 
Name  checks  are  intended  to  reveal  if 
any  key  individuals  associated  with  the 
applicant  have  been  convicted  of  or  are 
pres«)tly  facing  criminal  (barges  such 
as  fraud,  theft,  perjury,  or  other  matters 
which  significantly  reflect  on  the 
applicant's  management  honesty  or 
financial  integrity. 

7.  Primary  Applicant  Certificaticms — 
Primary  applicants  must  submit  a 
completed  Form  CD-511, 
"Certifications  Regarding  Debarment, 
Suspension  and  Other  ResponsibiUty 
Matters;  Drug  Free  Workplace 
Requirements  and  Lobbying."  In 
addition,  applicants  are  advised  that: 

A.  Nonprocurrement  Debarment  and 
Suspension — Prospective  participants 
(as  defined  at  15  CFR  part  26,  section 
105)  are  subject  to  15  CFR  part  26, 
"Nonprocurement  Debarment  and 
Suspension"  and  the  related  section  of 
the  certification  form. 

B.  Drug  Free  Workplace — Grantees  (as 
defined  at  15  CFR  part  26,  section  605) 
are  subject  to  15  CFR  part  26,  subpart 

F,  "Government-wide  Requirements  for 
Drug-Free  Workplace  (Grants)"  and  the 
related  section  of  the  certification  form. 

C.  Anti-Lobbying — Persons  (as 
defined  at  15  CFR  part  28,  section  105) 
are  subject  to  the  lobbying  provisions  of 
31  U.S.C.  1352,  "Limitations  on  use  of 
appropriated  funds  to  influence  certain 
Federal  contracting  and  financial 
transactions,"  and  the  lobbying  section 
of  the  certification  form  which  applies 
to  applications/bids  for  grants, 
cooperative  agreements,  and  contracts 
for  more  than  $100,000,  and  loans  and 
loan  guarantees  for  more  than  $150,000, 
or  the  single  family  maximimi  mortgage 
limit  for  affected  programs,  whichever  is 
greater;  and 

D.  Anti-Lobbying  Disclosures — ^Any 
applicant  that  has  paid  or  will  pay  for 
lobbying  using  any  funds  must  submit 
an  SF-LLL,  "Disclosiu-a  of  Lobbjnng 
Activities,"  as  required  under  15  CFR 
part  28,  Appendix  B. 

8.  Lower  Tier  Certifications — 
Recipients  shall  require  applicants/ 
bidders  for  subgrants,  contracts, 
subcontracts,  or  other  lower  tier  covered 
transactions  at  any  tier  imder  the  award 
to  submit,  if  applicable,  a  completed 
Form  CD-512,  "Certifications  Regarding 
Debarment,  Suspension,  Ineligibility 
and  Voluntary  Exclusion — Lower  Tier 
Covered  Transactions  and  Lobbying" 
and  d»*HofM»r«  form,  SF-4-LL, 
"Disclosure  of  Lrfibying  Activities." 
Form  CD-512  is  intended  for  the  use  of 


recipients  and  riraukl  not  be  transmlttad 
to  the  Department  of  Cbmmeroe.  SF- 
LLL  submitted  by  any  tier  recipient  or 
subrecipient  should  be  submitted  to  the 
Department  of  Commerce  in  accordance 
ivith  the  instructions  contained  in  the 
award  document 

9.  Fa7se  Statements — ^A  false 
statement  on  the  application  is  groimds 
for  denial  or  termination  of  funds  and 
grounds  for  possible  punishment  by  a 
fine  or  imprisonment  as  provided  in  18 
U.S.C  1001. 

10.  Federal  Policies  and  Procedures — 
Recipients  and  sub  recipients  are 
subject  to  all  applicable  Federal  laws 
and  Federal  and  Departmental  policies, 
regulations,  and  procedures  applic^e 
to  Federal  financial  assistance  awards. 

Classification:  This  notice  does  not 
constitute  a  major  rule  within  the 
meaning  of  section  l(b]  of  Executive 
Order  12291  because  it  is  not  likely  to 
result  in  an  annual  efliact  on  the 
economy  of  $100  million  or  more;  a 
major  increase  in  costs  of  prices  for 
consumers,  individual  industries. 
Federal,  State,  or  local  government 
agencies,  or  geographic  regions;  or 
significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets.  Accordingly,  a  Regulatory 
Impact  Analysis  was  not  required  or 
prepared. 

Tbe  requirements  of  section  553  of  the 
Administrative  Procedure  Act  (5  U.S.C 
553)  including  having  to  give  notice  and 
an  opportunity  for  comment  do  not 
apply  to  this  notice  because  the  notice 
relates  to  grants,  benefits  or  contracts. 
Since  notice  and  an  opportunity  to 
comment  are  not  required  under  any 
other  statute,  a  Regulatory  Flexibility 
Analysis  is  not  required  under  the 
Regulatory  Flexibility  Act  and  was  not 
prepared. 

Tne  Department  of  Commerce  has 
determined  that  the  Federal  assistance 
covered  by  this  notice  not  significantly 
affect  the  quality  of  the  human 
environment.  Therefore,  no  draft  or  final 
Environmental  Impact  Statement  has 
been  or  will  be  prepared. 

This  notice  does  not  contain  policies 
with  Federalism  implications  sufficient 
to  warrant  preparation  of  a  Federalism 
assessment  under  Executive  Order 
12612. 

Dated:  January  7, 1993. 
|«rry  Morse, 

Director,  Resource  Management  and  Planning 
Staff,  Trade  Dev^opment. 
JFR  Doc  93-726  Piled  1-12-93;  8:45  am) 
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National  Oceanic  and  Atmospheric 
Administration        • 

Tttreatened  Marine  Mammals;  Steller 
Sea  Lion;  Buffer  Area  Exemption 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA.  Commerce. 
AcnON:  Notice  of  exemption 
determination. 

SUMMARY:  The  Alaslca  Regional  Office, 
NMFS.  has  received  and  granted  a 
request  from  Dr.  George  L.  Hunt,  Jr..  of 
the  University  of  California,  Irvine,  for 
an  exemption  to  allow  passage  into  the 
3-nautical-mile  buffer  zones  around  the 
Buldir  Island,  Kiska  Island.  Ayugadak 
Point,  Ulak  Island,  and  Semisopochnoi 
Island  Steller  sea  lion  rookeries.  The 
request  is  to  continue  National  Science 
Foundation-supported  seabird  research 
that  cannot  be  accomplished  without 
entering  the  buffer  areas. 
EFFECTIVE  DATE:  January  13, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Steven  Zimmerman,  Alaska  Region, 
National  Marine  Fisheries  Service,  P.O. 
Box  21668,  Juneau,  AK  99802  (907- 
586-7235). 
SUPPt-EMENTARY  INFORMATION: 

Background 

On  November  26, 1990,  NMFS 
published  a  final  rule  (55  FR  49204)  that 
listed  the  Steller  (northern)  sea  lion  as 
a  threatened  species  under  the 
Endangered  Species  Act  (16  U.S.C. 
1531-1543).  That  rule  contained  several 
protective  regulations  codified  at  50 
CFR  227  12(a),  including  the 
establishment  of  buffer  zones  around  35 
sea  lion  rookeries  in  the  Gulf  of  Alaska, 
Bering  Sea  and  Aleutian  Islands.  These 
buffer  zones  prohibit  the  approach  of 
any  vessel  within  3  nautical  miles  (nm) 
(5.5  km)  of  these  rookeries  or  the 
approach  of  any  person  on  land  not 
privately  owned  within  one-half 
statutory  mile  (0.8  km)  or  within  sight 
of  a  listed  rookery  site,  whichever  is 
greater. 

The  final  rule  gave  the  Director, 
Alaska  Region,  NMFS  (Regional 
Director),  with  the  concurrence  of  the 
Assistant  Administrator  for  Fisheries, 
NOAA  (Assistant  Administrator),  the 
authority  to  grant  exemptions  to  the 
prohibitions  of  50  CFR  227.12(a)(6). 
Exemptions  allowing  entry  into  buffer 
zones  may  be  granted  only  if  (1)  the 
activity  will  not  have  a  significant 
adverse  impact  on  Steller  sea  lions;  (2) 
the  activity  has  been  conducted 
historically  and  traditionally  in  the 
buffer  zones;  and  (3)  there  is  no  readily 
available  and  acceptable  alternative  to, 
or  site  for,  the  activity. 


in  a  letter  dated  October  28, 1992,  Dr. 
George  L.  Hunt.  Jr..  submitted  a  request 
to  the  Regional  Director  for  an 
exemption  to  allow  passage  into  the 
buffer  zones  around  the  Buldir  Island. 
Kiska  Island,  Ayugadak  Point.  Ulak 
Island,  and  Semisopochnoi  Island 
Steller  sea  lion  rookeries.  The  request  is 
to  continue  National  Science 
Foundation-supported  seabird  research 
that  cannot  be  accomplished  without 
entering  the  buffer  areas.  Information 
suppli^  by  Dr.  Hunt  in  his  letter,  and 
in  discussions  with  NMFS  staff, 
indicates  that  the  request  meets  the 
conditions  required  for  granting 
exemptions: 

(1)  Steller  sea  lions  on  these  islands 
will  not  be  disturbed  by  the  research 
activity.  The  proposed  research  is  to 
document  the  distribution  and 
abundance  of  foraging  auklets,  using  the 
RA^  Alpha  Helix.  No  rookery 
approaches  from  land  are  proposed.  To 
ensure  that  Steller  sea  lions  will  not  be 
disturbed,  the  research  vessel  will  be 
required  to  remain  at  least  0.5  nm  from 
the  boundary  of  Steller  sea  lion 
rookeries  at  all  times. 

(2)  The  proposed  research  is  a 
continuation  of  a  long-term  study,  and 
thus,  there  is  historical  precedent  for 
this  action. 

(3)  There  are  no  reasonable  and 
feasible  alternatives  for  the  proposed 
activity.  Auklet  colonies  are  located  on 
only  a  few  of  the  Aleutian  Islands,  and 
these  birds  forage  in  a  limited  number 
of  areas.  The  research  cannot  be 
relocated  to  an  area  where  there  are  no 
sea  lion  rookeries.  Also,  researchers 
need  to  sample  the  same  locations 
where  past  work  was  conducted  to 
assess  seasonal  or  annual  changes  in 
foraging  patterns,  and  to  achieve 
research  goals. 

For  these  reasons,  the  Regional 
Director  recommended  granting  these 
exemptions  and  the  Assistant 
Administrator  concurs.  In  a  letter  of 
authorization  to  Dr.  Hunt,  the  Regional 
Director  stressed  that  authority  is 
granted  solely  to  obtain  necessary 
observations  related  to  this  seabird 
research  project.  Research  vessels  must 
not  approach  within  0.5  nm  of  the  sea 
lion  rookeries,  and  are  requested  to  stay 
as  far  away  from  the  rookeries  as 
possible.  No  disruption  or  disturbance 
of  sea  lions  on  the  rookeries  is 
authorized. 

NMFS  has  determined  that  the 
proposed  action  is  likely  to  cause  only 
minimal  disruption  in  normal  sea  lion 
behavior  and  is  not  likely  to  imperil  the 
survival  or  impede  the  recovery  of 
Steller  sea  lions.  The  maintenance  of  a 
0.5-nm  minimum  approach  within  the 
buffer  zones,  in  conjunction  with  other 


existing  regulations,  is  expected  to 
provide  adequate  protection  for  Steller 
sea  lions. 

Dated:  January  7. 1993. 
Nancy  Foster, 

Acting  Deputy  Assistant  Administrator  for 
Fisheries. 
IFR  Doc.  93-717  Filed  1-12-93;  8:45  am) 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Air  Force  USAF 
Scientific  Advisory  Board;  Meeting 

The  USAF  Scientific  Advisory  Board 
(SAB)  Ad  Hoc  Committee  on  GPS 
Integrity  and  Denial  will  meet  from  8 
a.m.  to  5  p.m.  on  9-10  February  1993  at 
USSPACECOM  and  AFSCPACECOM, 
Colorado  Springs,  Colorado. 

The  purpose  of  this  meeting  is  to 
receive  information  briefings  on  GPS 
capabilities,  threats,  potential 
vulnerabilities  and  program  impacts. 
The  meeting  will  be  closed  to  the  public 
in  accordance  with  section  552b(c)  of 
title  5,  United  States  Code,  specifically 
subparagraphs  (1)  and  (4). 

For  further  information,  contact  the 
SAB  Secretariat  at  (703)  697-8404. 
PaUy ).  Conner, 

Air  Force  Federal  Register  Liaison  Officer 
[PR  Doc.  93-678  Filed  1-12-93;  8:45  ami 
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Department  of  the  Army 

Armed  Forces  Epidemioiogical  Board; 
Open  Meeting 

AGENCY:  Armed  Forces  Epidemiological 

Board.  DOD. 

ACTION:  Notice  of  open  meeting. 

1.  In  accordance  with  section  10(a)(2) 
of  the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-462)  announcement  is  made 
of  the  following  committee  meeting: 

NAME  OF  THE  COMMITTEE:  Armed  Forces 

Epidemiological  Board,  DOD. 

DATES  OF  THE  MEETING:  25-26  February 

1993. 

TIME:  0800-1600. 

PLACE:  Ramada  Renaissance, 

Washington/Dulles. 

PROPOSED  AGENDA:  25-26  February 

1992 — Service  preventive  medicine 

reports,  HIV  education,  influenza 

vaccine  for  1993-1994  influenza  season. 

2.  This  meeting  will  be  open  to  the 
public  but  limited  by  space 
accommodations.  Any  interested  person 
may  attend,  appear  before  or  file 
statements  with  the  committee  at  the 
time  and  in  the  manner  permitted  by  the 
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committee.  Intwested  persons  wishing 

to  participate  should  advise  the 

Executive  Secretary.  AFEB.  Skyline  Six. 

5109  Leesburg  Pike,  room  667.  Falls 

Church,  VA  22041-3258. 

Gregory  Dt,  Shawaltar, 

Alternate  Army  Federai  Rtgister  Liaisoa 

Offlcer. 

[FR  Doc.  93-723  Filed  1-12-93;  8:4S  am) 
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DEPARTMENT  OF  EDUCATION 

Fund  for  the  Improvement  and  Reform 
of  Schools  and  Teaching;  Board 
Meeting 

AGENCY:  Fund  for  the  hnprovement  and 

Reform  of  Schools  and  Teaching  Board, 

Education. 

ACTION:  Notice  of  an  open  meeting. 

SUMMARY:  This  notice  sets  forth  the 
schedule  and  agenda  of  an  open  meeting 
of  the  Fund  for  the  Improvement  and 
Reform  of  Schools  and  Teaching  Board. 
This  notice  also  describes  the  functions 
of  the  Board.  Notice  of  this  meeting  is 
required  under  section  10(a)(2)  of  the 
Federal  Advisory  Committee  Act.  This 
document  is  intended  to  notify  the 
general  public  of  their  opportunity  to 
attend. 

DATES  ANO  TIMES:  January  28, 1993.  9 
a.ra.-5  p.m.;  January  29, 1993,  9  a.m.- 
12  p.m. 

ADDRESSES:  Hyatt  Regency  Washington, 
400  New  Jersey  Avenue,  NW., 
Washington.  DC  20001. 
FOR  FURTHER  INFORMATION  CONTACT: 
Panla  Shipp,  Fund  for  the  Improvement 
and  Reform  of  Scliools  and  Teaching. 
U.S.  Department  of  Education,  555  New 
Jersey  Avenue,  NW.,  room  522, 
Washington.  DC  20208-5524.  (202)  219- 
1496. 

SUPPLEMENTARY  INFORMATION:  The  Fund 
for  Iho  Improvement  and  Reform  of  • 
Schools  and  Teaching  (FIRST)  Board 
was  established  under  section  3231  of 
the  Hawkins-Stafford  Elementary  and 
Secondary  School  Improvement 
Amendments  of  1988  (Pub.  L.  100-297). 
The  Board  was  established  to  advise  the 
Secretary  concerning  developments  in 
education  that  merit  his  attention; 
identify  promising  initiatives  to  be 
supported  under  the  authorizing 
legislation;  and  advise  the  Secretary  and 
the  Director  of  FIRST  on  the  selection  of 
projects  uiKler  considerati<m  for 
support,  and  on  planning  documents, 
guidelines  and  procedures  for  grant 
competitions  carried  out  by  FIRST. 

The  meeting  of  the  FIRST  Board  will 
be  open  to  the  public.  On  January  28, 
1993,  the  Board  will  introduce  its  new 


niiembers  and  approve  the  minutes  from 
the  September  meeting.  The  agenda  will 
include  an  update  on  Wortd  Class 
Standards  and  related  initiatives  to 
develop  curriculum  {raewworks  and 
improved  assessmorts.  Time  will  be 
allotted  for  Q&A's. 

The  Board  will  also  discuss,  and  the 
FIRST  Family  School  Partnership— Pre- 
application  process,  and  an  update  on 
the  recentfy  funded  FIRST  Projects. 
These  discussions  will  continue  on 
January  29, 1993.  The  meeting  %vill 
conclude  with  a  discussion  of  the 
upcoming  agenda  for  wid  date  of  the 
next  Board  meeting. 

Records  are  kept  of  all  Board 
proceedings,  and  are  avail^le  for  public 
inspection  at  the  office  of  the  Fund  for 
the  Improvement  and  Reform  of  Schools 
and  Teaching,  U.S.  Depwrtment  of 
Education,  555  New  Jersey,  NW..  room 
522.  Washington,  DC  20208-5524.  from 
the  hours  of  8:30  a.m.  to  5  p.m. 
Dianne  Ravitch, 

Assistant  Secretary  for  Educational  Fleseaicb 
and  Improvement. 
IFR  Doc  93-722  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

(Docket  Noa.  ES83-17-000,  at  aL] 

Electric  Rate,  Small  Power  Production, 
and  Interiocking  Directorate  Filings; 
Glen  Park  Associates  Limited 
Partnership,  et  al. 

Take  notice  that  the  following  filings 
have  been  made  with  the  Commission: 

1.  Glen  Park  Associates  Limited 
Partnership 

(Docket  No.  ES93-1 7-000) 
January  4, 1993. 

Take  notice  that  on  December  30, 
1992,  Glen  Park  Associates  Limited 
Partnership  (Glen  Park)  filed  an 
application  with  the  Federal  Energy 
Regulatory  Commission  under  section 
204  of  the  Federal  Power  Act  requesting 
authorization  for  blanket  prior  approval 
to  issue  securities  and  to  assume 
obligations  with  respect  to  securities. 
Glen  Park's  Hling  relies  upon  the 
Commission's  action  in  Alternative 
Energy,  Inc.,  Docket  No.  ES91-3O-O00. 
56  FERC  161.270  (1991). 

Glen  Paris  is  a  New  York  Hmited 
partnership  and  owns  and  operates  the 
32.4  MW  Glen  Park  Hydroelectric 
Project  (FERC  No.  4796)  located  on  (he 
Black  River  in  Jefferson  County.  New 
York.  The  output  of  the  project  is  sold 


to  Niagara  Mohawk  Power  Corporation 
pursuant  to  long  term  power  sale 
contract  which  has  previously  been 
accepted  for  filing  by  this  Commissioa. 
ConimeTit  date:  January  29, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

2.  Consoliilalsd  Edieoa  Cempeay  cf 
New  York,  Inc. 

(Docket  No.  BS93-30S-0001 
January  S.  1903. 

Take  notice  that  on  December  30, 
1992,  Consolidated  Edison  Company  of 
New  York,  Inc.  (Con  Edison)  tendered 
for  filing  a  Supplemmit  to  Con  Edison 
Rate  Schedule  FERC  No.  94  for 
transmission  service  for  the  Long  Island 
Lighting  Company  (ULOO).  The  Rate 
Sdiedule  provides  for  transmission  of 
power  and  energy  from  the  New  Yoric 
Power  Authority's  Blenheim-Gilboe 
station.  The  Supplement  provides  for  a 
decrease  in  annual  revenues  under  the 
Rate  Schedule  by  a  total  of  $106,215. 
Con  Edison  has  reqxiested  waiver  of 
notice  requirements  so  that  the 
Supplement  cm  be  made  effective  as  of 
July  1, 1992. 

Con  Edison  states  that  a  copy  of  this 
filing  has  been  served  by  mail  upon 
ULCO. 

Comment  date:  January  21, 1993,  In 
accordance  with  Standanl  Paragraph  E 
at  the  end  of  this  iKitice. 

3.  Consolidated  Edison  Company  of 
New  York.  Inc. 

(Dockst  Na  ER93-290-00(H 
January  5, 1993. 

Take  notice  that  on  December  21, 
1992,  Consolidated  Edison  Company  of 
New  York,  Inc.  (Con  Edison)  tendered 
for  filing  a  Supplenoent  to  its  Rate 
Schedule  FERC  No.  105,  an  agreement 
to  provide  transmission  service  for 
Orange  and  Rockland  Utilities,  Inc. 
(O&R).  The  Supplement  provides  for  a 
decrease  in  the  monthly  transmission 
charge  from  $0.83  to  $0.79  per  kilowatt 
thus  decreasing  annual  revenues  under 
the  Rate  Schedule  by  a  total  of 
$60,000.00.  Con  Edison  has  requested 
waiver  of  notice  requirements  so  that 
the  decrease  can  be  made  effective  as  of 
July  1, 1992. 

Con  Edison  states  that  a  copy  of  this 
filing  has  been  served  by  mail  upon 
O&R. 

Comment  date:  January  20, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

4.  Enter  Power,  Inc. 

(Docket  No.  ER93-291-000I 
January  5. 1993. 

Take  notice  that  Entergy  Power.  Inc. 
(Entergy  Power),  on  December  22. 1992 
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tendered  for  filing  two  Notices  of 
Cancellation  for  two  short  term  sales  of 
capacity  and  associated  energy  to  the 
Tennessee  Valley  Authority. 

Entergy  Power  requests  an  effective 
date  of  August  3.  1992  for  the  Notice  of 
Cancellation  for  Entergy  Power  Rate 
Schedule  FERC  No.  6  (including 
Supplement  No.  1).  Entergy  Power 
requests  an  effective  date  of  September 
1. 1992  for  the  Notice  of  Cancellation  for 
Enteigy  Power  Rate  Schedule  FERC  No. 
7  (including  Supplement  No.  1).  Entergy 
Power  requests  waiver  of  the 
Commission's  notice  requirements 
under  §  35.15  of  the  Commission's 
Regulations. 

Comment  date:  January  20. 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

S.  Boston  Edison  Company 


[Docket  No.  ER86-645-006) 
January  5. 1993. 

Take  notice  that  on  December  4, 1992, 
Boston  Edison  Company  of  Boston, 
Massachusetts  submitted  for  filing 
additional  information  to  supplement 
its  June  15, 1992  filing  to  comply  with 
Opinion  Nos.  350  andSSO-A  issued  on 
July  9. 1990  and  April  14. 1992, 
respectively  (52  FERC  1 61,010;  59 
FERC  1 61,062).  This  submittal  was 
made  in  response  to  a  November  4, 1992 
letter  order  of  the  Commission. 

Boston  Edison  states  that  it  has  served 
copies  of  the  submittal  on  all  persons 
listed  on  the  official  service  list  in  the 
proceeding. 

Comment  date:  January  20, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

6.  Baltimore  Gas  and  Electric  Co. 

(Docket  No.  ER93-93-000) 
January  6, 1993. 

Take  notice  that  on  December  30. 
1992,  Baltimore  Gas  and  Electric 
Company  (BG&E)  tendered  for  filing  an 
Amendment  to  its  October  30. 1992 
filing  of  the  System  Energy  Sales 
Agreement  between  Baltimore  Gas  and 
Electric  Company  (BG&E)  and  the  Long 
Island  Lighting  Company  (LILCO)  in  the 
above  captioned  docket.  The 
Amendment  consists  of  changes  to 
section  6a  of  the  Agreement. 

BG&E  has  requested  waiver  of  the 
Commission's  notice  requirements  to 
allow  an  effective  da^e  of  November  2, 
1992  as  originally  requested. 

Copies  of  the  filing  were  served  on  the 
Maryland  and  New  York  Public  Service 
Commission. 

Comment  dote;  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  thii  notice. 


7.  Milford  Power  Limited  Partnership 

(Docket  No.  ER93-304-0001 
January  6, 1993. 

Take  notice  that  Milford  Power 
Limited  Partnership  (Milford).  on 
December  30. 1992.  tendered  for  filing 
proposed  changes  in  its  Rate  Schedule 
FERC  No.  1. 

The  proposed  change  to  Milford's  rate 
formulae  was  required  to  accommodate 
a  change  in  the  gas  supply  arrangements 
for  the  Milford  Project.  The  prposed 
change  in  Milford's  rate  of  formulae  is 
expected  to  have  a  de  minimis  effect  on 
Milford's  revenues. 

A  copy  of  the  filing  was  served  upon 
New  England  Power  Company. 

Comment  date:  January  21. 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

8.  Ohio  Power  Co. 

(Docket  Nos.  ER82-553-O06;  ER82-554-0061 

January  6. 1993. 

Taks  notice  that  on  December  29, 
1992,  Ohio  Power  Company  (OI*Co) 
tendered  for  filing  a  proposed  plan  for 
repayment  of  amounts  owed  to  OPCo  by 
its  Municipal  Resale  Electric  Service 
customers  and  Wheeling  Power 
Company  pursuant  to  the  Commission's 
Order  issued  in  Docket  No.  ER82-553- 
004  and  ER82-554-004. 

Copies  of  the  filing  were  served  upon 
Wheeling  Power  Company,  the  Public 
Service  Commission  of  West  Virginia, 
the  affected  municipal  customers,  the 
Public  Utilities  Commission  of  Ohio  and 
other  parties  of  record. 

Comment  date;  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

9.  Northern  States  Power  Company 
(Minnesota)  and  Northern  States  Power 
Company  (Wisconsin) 

(Docket  No.  ER93-135-0001 
January  6, 1993. 

Take  notice  that  on  December  30, 
1992.  Northern  States  Power  Company 
(Minnesota)  and  Northern  States  Power 
Company  (Wisconsin)  (jointly  NSP 
Companies)  tendered  for  filing  a  certain 
Transmission  Services  Agreement 
entered  into  by  the  NSP  Companies 
pursuant  to  the  Settlement  Tariff 
portion  of  the  NSP  Companies  FERC 
Electric  Tariff.  Original  Volume  No.  1. 
This  administrative  filing  was  required 
under  the  Federal  Energy  Regulatory 
Commission's  Policy  Statement  issued 
October  9. 1992.  regarding  filing  of 
service  agreements  under  tariffs  of 
general  applicability. 

The  NSP  Companies  request 
acceptance  for  filing  of  a  standard  form 
Transmission  Services  Agreement  with 
the  Wisconsin  Public  Power,  Inc. 


SYSTEM  (WPPI)  effective  November  1, 
1991.  The  proposed  Agreement 
supersedes  the  executed  agreement  with 
WPPI  executed  under  NSP's  original 
October  1990  Tariff,  and  replaces  the 
unexecuted  draft  Settlement  Tariff 
agreement  contained  in  NSP's  initial 
filing.  The  amendment  also  provides 
certain  corrections  and  additional 
information  supplementing  the  initial 
filing. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

10.  Minnesota  Power  &  Light  Co. 


(Docket  No.  ER93-289-OOOJ 
January  6, 1993. 

Take  notice  that  on  December  21, 
1992,  Minnesota  Power  &  Light 
Company  (MP&L)  tendered  for  filing  an 
Amendment,  dated  November  24. 1992, 
to  the  Electric  Service  Agreement 
between  MP&L  and  Dahlberg  Light  and 
Power  Company.  The  Amendment 
provides,  among  other  things,  for  a  ten 
year  extension  of  the  Agreement, 
through  December  31,  2004. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

1 1 .  Central  Vermont  Public  Service 
Corp. 

(Docket  No.  ER93-302-000) 
January  6. 1993. 

Take  notice  that  on  December  29, 
19'92,  Central  Vermont  Public  Service 
Corporation  (Central  Vermont  or  the 
Company)  tendered  for  filing  with  the 
Federal  Energy  Regulatory  Commission 
(the  Commission)  notification  that  the 
Company  would  continue  to  provide 
service  pursuant  to  an  Option  Power 
Sales  Agreement  and  Amended 
Distribution  Service  Agreement  (the 
Agreement)  between  Central  Vermont 
and  the  State  of  Vermont  Department  of 
Public  Service  which  was  filed  and 
approved  previously  in  Docket  No. 
ER90-151-000.  Central  Vermont  states 
that  the  Agreement  expired  in 
accordance  with  its  terms  on  October 
3 1 ,  1993 ,  and  requests  waiver  of  the 
Commission's  regulations  in  order  to 
permit  the  notification  of  the  customer's 
desire  to  continue  to  receive  service 
thereafter  in  accordance  with  the  rates, 
terms  and  conditions  of  the  Agreement 
to  be  effective  as  of  that  date,  and  the 
Company's  willingness  to  provide  sudi 
service. 

Comment  date.-January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 
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12.  Philadelphia  Electric  Co. 

(Docket  No.  ER93-301-000] 

January  6, 1993. 

Take  notice  that  on  December  29, 
1992,  Philadelphia  Electric  Company 
'(PE)  tendered  for  filing  under  section 
205  of  the  Federal  Power  Act  and  part 
35  of  the  regulations  issued  thereunder, 
an  Agreement  between  PE  and  Long 
Island  Lighting  Company  (LILCO)  dated 
December  22, 1992. 

PE  states  that  the  Agreement  sets  forth 
the  terms  and  conditions  for  the  sale  of 
system  energy  which  it  expects  to  have 
available  for  sale  firom  time  to  time  and 
the  purchase  of  which  will  be 
economically  advantageous  to  LILCO.  In 
order  to  optimize  the  economic 
advantage  to  both  PE  and  LILCO,  PE 
requests  that  the  Commission  waive  its 
customary  notice  period  and  permit  the 
agreement  to  become  effisctive  on 
January  1, 1993. 

PE  states  that  a  copy  of  this  filing  has 
been  sent  to  LILCO  and  will  be 
furnished  to  the  Pennsylvania  Public 
Utility  Commission  and  the  New  York 
Public  Service  Commission. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standarid  Paragraph  E 
at  the  end  of  this  notice. 

13.  Pacific  Gas  and  Electric  Co. 

lEtocket  No.  ER93-154-O0O1 
January  6, 1993. 

Take  notice  that  on  December  31, 
1992.  Pacific  Gas  and  Electric  Company 
(PG&E)  tendered  for  filing  a  request  for 
deferment.  On  December  22, 1992, 
F^C  staff  requested  additional 
information  for  the  31  Agreements 
previously  filed  in  this  docket  with 
FERC  on  November  17, 1992  hi 
response  to  the  Commission's 

Supplemental  Order  Rescinding 
Refund  Obligation  and  Announcing 
Additional  30-Day  Amnesty  Period  for 
the  Filling  of  Jurisdictional  Agreements 
Involving  Contributions  in  Aid  of 
Construction".  In  order  to  allow 
sufiicient  time  for  PG&E  to  gather  this 
information,  PG&E  is  requesting  a 
deferment  of  (1)  the  lesser  of  90  days 
from  December  22, 1992  or  (2)  the  end 
of  any  new  amnesty  period  that  may 
result  from  the  technical  conference 
scheduled  for  January  28. 1993  in 
Docket  No.  PL93-2-000. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

14.  PacifiCorp 

(Docket  No.  ER93-25-0001 

January  6, 1993. 

Take  notice  that  PacifiCorp  on 
December  30, 1992.  tendered  for  filing 
in  accordance  with  18  CFR  part  35  of 


the  Commission's  Rules  and    . 
Regulations,  an  amended  filing  to  this 
docket. 

Copies  of  this  filing  were  supplied  to 
Bonneville  and  the  Public  Utility 
Commission  of  Oregon. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

15.  Midwest  Power  Systems  Inc. 

(Docket  No.  ER93-10-003] 

January  6, 1993. 

Take  notice  that  on  October  28, 1992, 
Midwest  Power  Systems  Inc.  (Midwest) 
filed  an  application  with  the  Federal 
Energy  Regulatory  Commission  under 
section  204  of  the  Federal  Power  Act 
requesting  authorization  to  issue  not 
more  than  $750  million  principal 
amount  of  General  Mortgage  Bonds  and/ 
or  Medium-Term  Notes  and  the 
guarantee  of  the  issuance  and  sale  of 
Pollution  Control  Revenue  Bonds.  Also, 
Midwest  requested  exemption  from  the 
Commission's  competitive  bidding 
regulations.  The  filing  was  noticed  on 
November  3, 1992,  with  no  comments  or 
protests  being  filed.  By  letter  orders 
dated  December  2, 1992  and  December 
11, 1992.  the  Chief  Accountant 
authorized  the  requests. 

On  January  5, 1993,  Midwest  filed  an 
amendment  with  the  Federal  Energy 
Regulatory  Commission  under  section 
204  of  the  Federal  Power  Act  requesting 
authorization  for  exemption  from 
compliance  with  the  negotiated 
placement  requirements  at  18  CFR 
34.2(b)(2)(i)(B)  of  the  Commission's 
regulations  under  the  Federal  Power 
Act. 

Comment  date:  January  14, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

Standard  Paragraphs 

E.  Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a 
motion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street,  NE., 
Washington,  DC  20426,  in  accordance 
with  Rules  211  and  214  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214).  All  such  motions  or  protests 
should  be  filed  on  or  before  the 
comment  date.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 


Commission  and  are  available  for  public 

inspection. 

LobaCaabdl. 

Secretary. 

(FR  Doc  93-700  Filed  l-12-«3: 8:45  am] 

■ILLMO  COOC  SnC-tMl 

[OodMt  Noc  ER93-1 16-000.  at  aL] 

Puget  Sound  Power  A  Light  Co.; 
Electric  Rate,  Smalt  Power  Production, 
and  Interiocking  Oiroctorate  RUnga 

December  31, 1992. 

Take  notice  that  the  foilowing  filings 
have  been  made  with  the  Commission: 

1.  Puget  Sound  Power  fc  Light  Co. 
(Docket  Na  ER93-11&-00G] 

Take  notice  that  on  December  24. 
1992,  Puget  Sound  Power  &  Light 
Company  tendered  for  .f^ '  i-g  additional 
information  concerning  its  earlier  filing 
in  this  docket. 

Comment  date:  Januan- 14, 1993.  in 
accordance  with  Stand'ira  Paragraph  E 
at  the  end  of  this  notice. 

2.  Arroyo  Energy.  Limited  Partnersidp 

(Docket  No.  QF92-179-0001 

On  December  28, 1992,  Arroyo 
Energy,  Limited  Partnership 
(Applicant),  tendered  for  filing  an 
amendment  to  its  filing  i.i  this  docket 
The  amendment  provides  additional 
uiformation  pertaining  to  the  ownership 
structure  of  its  proposed  cogeneration 
fecility.  No  determination  has  been 
made  that  the  submittal  constitutes  a 
complete  filing. 

Comment  date:  January  14, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

3.  Puget  Sound  Power  fc  Light  Co. 

(Docket  No.  ER93-119-0001 

Take  notice  that  on  December  18, 
1992,  Puget  Sound  Power  &  Light 
Company  tendered  for  filing  additional 
information  concerning  its  earUer  filing 
in  this  docket  of  an  agreement  with 
Pacific  Gas  and  Electric  Company  for 
seasonal  exchange  of  capacity  and 
associated  energy. 

Comment  date:  January  14. 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

4.  Puget  Sound  Power  &  Light  Co. 

(Docket  No.  BR93-117-0001 

Take  notice  that  cm  December  24. 
1992.  Puget  Sound  Power  &  Light 
Company  tendered  for  filing  additional 
information  concerning  its  earlier  filing 
in  this  docket. 

Comment  date:  January  14, 1993,  in 
accordance  vrith  Standard  Paragraph  E 
at  the  end  of  this  notice. 
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SUndard  Paragraphs 

E.  Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a 
motion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commission, 
825  North  Capitol  Street,  NE., 
Washington,  DC  20426.  in  accordance 
with  Rules  211  and  214  of  the 
Commission's  Rules  of  Practice  and 
Procedure  {18  CFR  385.211  and 
385.214).  All  such  motions  or  protests 
should  be  filed  on  or  before  the 
comment  date.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  bo 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Lois  D.  Cachell, 
Secretary. 

|FR  Doc  93-701  Filed  1-12-93:  8:45  am] 
BIUJNO  COOC  STIT-aMI 


Notice  of  ApplicaUon  Fitod  with  th« 
Commission 

January  7, 1993 

Take  notice  that  the  following 
hydroelectric  application  has  been  filed 
with  the  Federal  Energy  Regulatory 
Commission  and  is  available  for  public 
inspection. 

a.  Type  of  Application:  Request  for 
Extension  of  Time  to  Commence  Project 
Construction. 

b.  Project  No.:  6641-025. 

c.  Date  Filed:  December  16. 1992. 

d.  Applicants:  The  Qty  of  Marion. 
Kentucky  and  Smithland  Hydroelectric 
Partners. 

e.  Name  of  Project:  Smithland  Lock 
and  Dam  Hydro  Project. 

/.  Location:  In  Livingston  County. 
Kentucky,  on  the  Ohio  River. 

g.  Filed  Pursuant  to:  5>ection 
1701(c)(3)  of  the  Energy  Policy  Act  of 
1992.  Public  Law  No.  102-486. 

h.  Applicant  Contacts:  J.  Pierce, 
Smithland  Hydro  Partners.  120  Calumet 
Court.  Aiken.  SC  29801,  (803)  648-0276. 
Louis  Rosenman.  Attorney,  do  City  of 
Marion.  Kentucky  and  Smithland 
Hydroelectric  Partners  1725  DeSales 
Street,  NW..  Suite  800.  Washington.  DC 
20036.  (202)  659-6568. 

1.  FERC  Contact:  Mr.  Lynn  R.  Miles. 
(202) 219-2671. 

).  Comment  Pate:  February  5. 1993. 

k.  Description  of  the  Request: 
Pursuant  to  Section  1701(c)(3)  of  the 
Energy  Policy  Act  of  1992,  Public  Law 
No.  102-486,  the  licensee  requests  that 
the  deadlines  for  the  acquisition  of  real 


property  and  the  commencement  of 
construction  on  FERC  Project  No.  6641 
be  extended  to  June  29. 1996.  and  the 
deadUne  for  the  completion  of 
construction  be  extended  to  June  29, 
2000.  The  licensee  states  that  it  has 
diligently  pursued  the  development  of 
the  project  and  has  invested  over 
$1,000,000  in  this  effort  The  licensee 
further  contends  that  the  U.S.  Army 
Corps  of  Engineers  proposed 
construction  and  operation  of  a 
prototype  Wicket  Gate  Test  Facility  at 
the  project  site  conflicts  with  the 
construction  of  Project  No.  6641,  due  to 
identical  sites  and  overlapping 
construf:tion  schedules. 

1.  This  notice  also  consists  of  the 
following  standard  paragraphs:  B,  C, 
andD2. 

B.  Comments,  Protests,  or  Motions  to 
hitervene— Anyone  may  submit 
comments,  a  protest,  or  a  motion  to 
intervene  in  accordance  with  the 
requirements  of  the  Rules  of  Practice 
and  Procedure.  18  CFR  385.210.  .211. 
.214.  In  determining  the  appropriate 
action  to  take,  the  Commission  will 
consider  all  protests  or  other  comments 
filed,  but  only  those  who  file  a  motion 
to  intervene  in  accordance  with  the 
Commission's  Rules  may  become  a 
party  to  the  proceeding.  Any  comments, 
protests,  or  motions  to  intervene  must 
be  received  on  or  before  the  specified 
comment  date  for  the  particular 
application. 

u  Filing  and  Service  of  Responsive 
Documents— Any  filings  must  bear  in 
all  capital  letters  the  title 
"COMMENTS." 

"RECOMMENDATIONS  FOR  TERMS 
AND  CONDITIONS."  "NOTICE  OF 
INTENT  TO  FILE  COMPETING 
APPUCATION."  "COMPETING 
APPUCATIONS."  "PROTEST"  or 
"MOTION  TO  INTERVENE."  as 
applicable,  and  the  project  number  of 
the  particular  application  to  which  the 
filing  is  in  response.  Any  of  these 
documents  must  be  filed  by  providing 
the  original  and  the  number  of  copies 
required  by  the  Commission's 
regulations  to:  The  Secretary.  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street,  NE..  Washington, 
DC  20426.  An  additional  copy  must  be 
sent  to:  The  Director.  Office  of 
Hydropower  Licensing.  Division  of 
Project  Compliance  and  Administration. 
Federal  Energy  Regulatory  Commission. 
ATTN:  HL-21.  room  1148  UCP.  at  the 
above  address.  A  notice  of  intent, 
competing  application,  or  motion  to 
intervene  must  also  be  served  upon  each 
representative  of  the  applicant  specified 
in  the  particular  application. 

D2.  Agency  Comments — ^The 
Commission  invites  faderal.  state,  and 


local  agencies  to  file  comments  on  the 
described  application.  (Agencies  may 
obtain  a  copy  of  the  application  directly 
from  the  applicant).  If  an  agency  does 
not  file  comments  within  the  time 
specified  for  filing  comments,  the 
Commission  will  presume  that  the 
agency  has  none.  One  copy  of  an 
agency's  comments  must  also  be  sent  to 
the  applicant's  representatives. 
UisD.CaslMll. 
Secretary. 
|FR  Doc.  92-702  Filed  1-12-92;  8:45  am] 

BIUJNQ  COOC  STIT-ei-ll 

[Docket  Noe.  CP93-129-000,  el  al.] 

Texas  Eastern  Transmission  Corp.  et 
al.;  Natural  Gas  Certificate  Filings 

Take  notice  that  the  following  filings 
have  been  made  with  the  Commission: 

1.  Texas  Eastern  Transmission  Corp. 

[Docket  No.  CP93-129-0001 

January  4. 1993. 

Take  notice  that  on  December  23, 
1992,  Texas  Eastern  Transmission 
Corporation  (Texas  Eastern),  5400 
Westheimer  Court.  Houston.  Texas 
77056-5310.  filed  in  Docket  No.  CP93- 
129-000  a  request  pursuant  to  §  157.205 
of  the  Commission's  Regulations  to  add 
an  existing  delivery  point  to  an  existing 
service  agreement  with  Libra  Marketing 
Company  (Libra)  at  an  interconnection 
with  Libra  in  San  Patricio  County,  Texas 
under  Texas  Eastern's  blanket  certificate 
issued  in  Docket  No.  CP82-535-000. 
pursuant  to  section  7  of  the  Natural  Gas 
Act.  all  as  more  fully  set  forth  in  the 
request  on  file  with  the  Commission  and 
open  to  public  inspection. 

Texas  Eastern  proposes  to  add 
existing  6-inch  tap  connection  on  its  6- 
inch  No.  16-L  in  San  Patricio  County. 
Texas.  Texas  Eastern  would  add  the 
existing  delivery  point  to  the  amended 
service  agreement  dated  August  31, 
1992.  for  service  to  Libra  under  Texas 
Eastern's  Rate  Schedule  IT-1.  Texas 
Eastern  states  that  the  peak  and  average 
day  deliveries  at  the  delivery  point 
would  be  100.000  dth  of  natural  gas. 
Texas  Eastern  states  that  the  addition  of 
the  existing  facilities  would  have  no 
effect  on  its  peak  day  or  annual 
deliveries  and  would  be  accomplished 
without  detriment  or  disadvantage  to  its 
other  customers.  Texas  Eastern  states 
that  Libra  would  reimburse  Texas 
Eastern  for  the  cost  of  the  fecilities 
which  is  estimated  to  be  $78,000.  Libra 
would  install  approximately  24,000  feet 
of  8-inch  pipeline  and  two  single  6-inch 
meter  runs  with  regulators  connecting  to 
Texas  Eastern's  Line  No.  16-L.  it  is 
indicated. 
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Comment  date:  February  16, 1993.  in 
accordance  with  Standard  Paragraph  G 
at  the  end  of  this  notice. 

2.  Southern  Natural  Gas  Co.  ^ 


IDocket  tio.  CP93-000) 
January  4, 1993. 

Take  notice  that  on  December  23. 
1992.  Southern  Natural  Gas  Company 
(Soulhem).  filed  in  Dodcet  No.  CP93- 
134-000,  an  application  pursuant  to 
section  7(b)  of  the  Natural  Gas  Act  for 
permission  and  approval  to  abandon  a 
sales  service  provided  to  Florida  Gas 
Transmission  Con^pany  (Florida), 
effective  April  30, 1992,  all  as  more 
fully  set  forth  in  the  application  which 
is  on  file  with  the  Commission  and  open 
to  public  inspection. 

Southern  is  requesting  authorization 
to  abandon  firm  sales  service  provided 
to  Florida  under  Rate  Schedule  OCDL- 
1,  because  Florida  has  already 
abandoned  its  purchase  from  Southern 
on  April  30, 1992,  pursuant  to  Order 
No.  490.  As  a  result,  Southern  is 
requesting  the  retroactive  effective  date 
to  coincide  with  the  effective  datia  of 
Florida's  abandonment. 

Southern  states  in  its  application  that 
it  has  not  sold  gas  to  Florida  since  the 
April  30  date,  3ie  contract  between  the 
two  parties  has  expired,  and  that  no 
facilities  are  proposed  to  be  abandoned 
with  the  request  herein. 

Comment  date:  January  25, 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

3.  Colorado  Interstate  Gas  Co. 

IDocket  No.  CP93-120-000J 
January  4, 1993 

Take  notice  that  on  December  18, 
Colorado  hiterstate  Gas  Company  (CIG) 
Post  Office  Box  1087,  Colorado  Springs, 
Colorado  80944,  filed  pursuant  to 
section  7(c)  of  the  Natural  Gas  Act 
(NGA),  an  application  in  Docket  No. 
CP93-1 20-000  for  a  certificate  of  public 
convenience  and  necessity  to  construct 
and  operate  facilities  necessary  to 
increase  the  injection  capability  into  the 
Fort  Morgan  Storage  Field,  all  as  more 
fully  set  forth  in  the  application  on  file 
with  the  Commission  and  open  to 
public  inspection. 

CNG  indicates  that  the  proposed  new 
facilities  are  part  of  its  restructuring 
proposal  under  Order  Nos.  636  et  seq. 
which  was  filed  by  QG  on  October^!, 
1992  in  Docket  No.  RS92-4-000.  QG 
requests  authority  to:  (1)  Install 
approximately  5,800  feet  of  8-inch  and 
6-inch  pipeline  and  appurtenant 
facilities  to  connect  six  existing 
injection/ withdrawal  wells — FMU#17. 
FMU#19.  FMU#20.  FMU#21,  FMU«23 
and  FMU#24— to  the  Fort  Morgan  high- 


pressure  gathering  system;  and  (2) 
install  approximately  2.200  additional 
horsepower  consisting  of  two  1.100 
horsepower  compressor  units,  and 
approximately  1,000  feet  of  12-inch  yard 

Eiping  and  appurtenant  facilities  to  be 
oused  in  a  separate  building,  located 
approximately  200  feet  east  of  the 
existing  Fort  Morgan  compressor 
building  within  the  existing  yard. 

QG  indicates  that  these  facilities  are 
required  to  increase  the  injection 
capability  into  the  Fort  Morgan  Storage 
Field  firom  approximately  60  MMcf  per 
day  to  approximately  100  MMcf  per  day 
with  actual  injection  capability 
dependent  on  system  operating 
conditions.  QG  states  that  it  is  not 
requesting  authority  to  increase  the  peak 
day  or  seasonal  deliverability. 

QG  states  that  the  estimated  cost  of 
the  proposed  facilities  as  set  forth  in 
Exhibit  K  is  $3,612,500  and  the  cost  of 
service  associated  with  the  proposed 
facihties  as  included  in  Exhibit  N.  The 
cost  of  the  proposed  facilities  will  be 
financed  from  funds  on  hand  and 
internally  generated  cash  from 
operations. 

Comment  date:  January  25. 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  the  notice. 

4.  Columbia  Gas  Transmission  Corp. 


inch  turbine  meter  for  the  delivery  of  up 
to  10.000  dth  per  day  of  natural  gas  and 
3.650,000  dth  per  year  of  naturalgas,  on 
a  firm  basis,  to  Equitable  to  serve 
Airport  Corridor,  a  commercial 
customer  in  Allegheny  County, 
Pennsylvania  at  an  estimated  cost  of 
$375,000  which  would  be  reimbursed 
by  Equitable  and;  (3)  a  4-inch  tap.  2 
filter  separators.  12"  x  IS"  building  and 
a  4-inch  turbine  meter  for  the  delivery 
of  up  to  3,000  dth  per  day  of  natural  gas 
and  1,095,000  dth  per  year  of  natural 
gas,  on  a  firm  basis,  to  Equitable  to  serve 
McAllister  Crossroad,  a  commercial/ 
industrial  customer  in  Beaver  County. 
Pennsylvania  at  an  estimated  cost  of 
$266,000  which  would  be  reimbursed 
by  Equitable.  Columbia  states  that  the 
three  additional  deUvery  points  have 
been  requested  by  Equitable  for 
commercial  and  industrial  service  under 
Rate  Schedule  X-70  to  be  provided 
pursuant  to  Article  IV  of  the  Stipulation 
and  Agreement  In  Settlement  entered 
into  by  Kentucky  West  Virginia  Gas 
Company  and  Columbia  filed  August  5, 
1992,  in  Docket  Nos.  TQ89-1-46-000, 
etal. 

Comment  date:  February  16, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  the  notice. 

5.  Colorado  Interstate  Gas  Co. 


[Docket  No.  CP93-89-0001 
January  4, 1993 

Take  notice  that  on  December  3, 1992, 
Columbia  Gas  Transmission  Corporation 
(Columbia),  1700  MacCorkle  Avenue, 
SE.,  Charleston,  West  Virginia  25314. 
filed  in  Docket  No.  CP93-89-000.  as 
supplemented  on  December  14. 1992,  a 
request  pursuant  to  §  157.205  of  the 
Commission's  Regulations  to  construct 
and  operate  three  points  of  delivery  for 
intemiptible  and  firm  transportation 
service  to  Equitable  Gas  Company 
(Equitable)  Butler,  Allegheny  and 
Beaver  Coimties,  Pennsylvania  under 
Columbia's  blanket  certificate  issued  in 
Docket  No.  CP83-76-000,  pursuant  to 
section  7  of  the  Natural  Gas  Act,  all  as 
more  fully  set  forth  in  the  request  on  file 
with  the  Commission  and  open  to 
public  inspection. 

Columbia  proposes  to  construct  and 
operate  (1)  an  8-inch  tap,  2  filter 
separators,  12'xl6'  building  and  an  8- 
inch  turbine  meter  for  the  delivery  of  up 
to  10,000  dth  per  day  of  natural  gas  and 
3,650.000  dth  per  year  of  natural  gas,  on 
an  intemiptible  basis,  to  Equitable  to 
serve  Witco  Chemical,  an  industrial 
customer  in  Butler  County, 
Pennsylvania  at  an  estimated  cost  of 
$406,000  which  would  be  reimbursed 
by  Equitable;  (2)  a  6-inch  tap,  2  filter 
separators,  12'xl6' building  and  an  8- 


(Docket  No.  CP93-136-0001 
January  4. 1993. 

Take  noticd  that  on  December  28, 
1992,  Colorado  Interstate  Gas  Company 
(QG),  Post  Office  Box  1087,  Colorado 
Springs,  Colorado  80944,  filed  in  Docket 
CP93-136-000  an  application  pursuant 
to  section  7(b)  of  the  Natural  Gas  Act  for 
permission  and  approval  to  abandon  the 
sale  of  natural  gas  to  Questar  Pipeline 
Company  (Questar),  a  firm  sales 
customer,  all  as  more  fully  set  forth  in 
the  application  which  is  on  file  with  the 
Commission  and  open  to  public 
inM)ection. 

CIG  proposes  to  abandon  the  sale  of 
1,500  Mcf  of  natural  gas  per  day  to 
Questar  and  547.000  Met  on  an  annual 
basis,  carried  out  under  the  terms  of 
CIG's  Rate  Schedule  P-1.  CIG  requests 
abandonment  authorization  in  response 
to  a  request  fi-om  Questar  in  a  letter 
dated  November  13,  1992.  It  is  stated 
that  QG  requests  an  effective  date  for 
the  abandonment  of  October  1. 1992.  to 
be  concurrent  with  the  termination  of 
the  service  agreement  between  QG  and 
Questar.  it  is  asserted  that  no  other 
customers  of  CIG  would  be  affected  by 
the  proposed  abandonment. 

No  facihties  are  proposed  to  be 
abandoned. 

Comment  date:  January  25, 1993.  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 
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6.  Penn-York  Enei^gy  Corp. 

(Dockal  hio.  CP7fr-492-0Sl) 
January  4. 1993. 

Take  notice  that  on  December  22. 
1992,  Penn-York  Energy  Corporation 
(Applicant),  10  La&yette  Square. 
Bui&lo.  New  York  14203,  61ed  in 
Docket  No.  CP76-492-051  pursuant  to 
section  7(c)  of  the  Natural  Gas  Act  this 
Petition  to  Amend  the  "Order 
Approving  Settlement  Offer  with 
modifications  and  Issuing  Certificate" 
issued  February  4, 1981.^  Applicant 
herein  requests  authority  to  modify  the 
authorized  capacity  of  its  three  storage 
fields  by  2.7  Bcf,  all  as  more  fully  set 
forth  on  the  request,  on  file  with  the 
Commission  and  open  to  public 
inspection. 

Applicant  seeks  authority  to  increase 
the  authorized  base  capacity  of  its  three 
storage  fields  by  an  additional  2.7  Bcf. 
Specifically,  Applicant  seeks  authority 
to  increase  the  base  gas  capacity  of  its 
Beech  Hill  storage  field  by  2.2  Bcf  to 
13.1  Bcf.'  Applicant  also  seeks  authority 
to  increase  the  base  gas  capacity  of  the 
East  Independent  Field  by  300,000  Mcf 
and  the  Vv  ast  Independent  Field  by 
200,000  Mcf. 

In  1990,  Applicant  indicates  that  the 
pressiire  in  its  storage  fields  was 
continuing  to  decline.  Ehiring  the 
withdrawal  cycle  in  1990-91. 
Applicant's  withdrawal  from  its  storage 
fields  was  11.14  Bcf.  After  injecting  5.7 
Bcf  of  additional  gas.  Applicant  states 
that  the  volume  withdrawn  increased  to 
12.23  Bcf  during  the  1991-92 
withdrawal  cycle.  Based  upon  the 
improvement  in  withdrawal  quantities. 
Applicant  states  that  the  reservoir  is 
expanding.  Thus,  the  Applicant 
indicates  that  the  additional  base  gas  is 
necessary  to  improve  the  deteriorating 
performance  of  Applicant's  storage 
fields. 

Applicant  states  that  the  additional 
2.7  Bcf  of  base  gas  that  was  provided  to 
AppUcant  by  its  customers  through  the 
operation  of  the  storage  loss  allocaticm 
provision  in  Section  2.4  of  the  SS-1  and 
SS-2  Rate  Schedule  fFLA")  has 
already  injected.  Applicant  also  states 
that  it  does  not  request  any  change  in 
rates  or  terms  of  service  to  Applicant's 
customers  in  this  application.  Applicant 
reiterates  that  it  only  seeks  authority  for 
the  increase  in  base  gas  capacity  by  2.7 
Bcf. 


^Pern-York  Energy  Coq>omUon.M?fIIC 
161.135(1967). 

2  Indiaiv*  of  AppUcant't  Patitioo  to  AaMod  Hi 
CmtiBcttm  at  Public  Omnaimem  tad  HiciiiHy  Id 
inruMi  by  3  Bcf  lfa»  ham  mt  Ofmaltj  ol  th»  Ditch 
Hill  Field  propoMd  at  Dottat  Na  CPTe-IM-OSa 


Comment  date:  January  25. 1993.  in 
accordance  with  the  first  Standard 
Paragraph  F  at  the  end  of  this  notice. 

7.  Willistoa  Basin  Interstate  Pipeline 
Co. 

IDocket  No.  CP93-123-000] 

January  6, 1993. 

Take  notice  that  on  December  21. 
1992,  Williston  Basin  Interstate  Pipeline 
Company,  (WilUston  Basin),  200  North 
Third  Street.  Suite  300,  Bismarck,  North 
Dakota  58501,  filed  an  application 
pursuant  to  section  7(b)  of  the  Natural 
Gas  Act  for  an  order  permitting  the 
abandonmwit  of  certain  transmission 
and  gathering  facilities  located  in 
Wyoming  as  well  as  the  abandonment  of 
certain  jurisdictional  services  all  as  a 
result  of  the  sale  of  property,  as  more 
fully  set  forth  in  the  application  which 
is  on  file  with  the  Commission  and  open 
to  public  inspection. 

Williston  Basin  will  sell  the  facilities 
to  K  N  Energy,  Inc.,  Wind  River 
Gathering  Company,  K  N  Gas  Gathering, 
Inc.,  and  Northern  Gas  Company. 
Williston  Basin  describes  sales  prices 
and  accounting  treatment  in  the 
application.  The  application  affects 
services  to  the  town  of  Pavillion, 
Wyoming  and  13  farm  customers  in 
Fremont  County,  Wyoming. 

Comment  date:  Jenuaiy  27, 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

8.  WiUistoo  Basin  Interstate  Pipeline 
Co. 

IDocket  No.  CP93-121-000] 
January  6, 1993. 

Take  notice  that  on  December  21, 
1992,  Williston  Basin  Interstate  Pipeline 
Company  (Williston  Basin),  200  North 
Third  Street.  Suite  300,  Bismarck,  North 
Dakota  58501.  filed  in  Docket  No.  CP93- 
121-000,  an  application  for  a  Certificate 
of  Public  Convenience  and  Necessity 
pursuant  to  section  7(c)  of  the  Natural 
Gas  Act  for  authorization  to  uprate  59.8 
miles  of  existing  12-inch  natural  gas 
transmission  pipeline  from  its  Worland 
Compression  Station  in  Washakie 
County,  Wyoming  to  theMadden/Wind 
River  Junction  in  Fremont  County, 
Wyoming  by  increasing  its  maximum 
allowable  operating  pressure  (MAOP) 
from  850  psig  to  1,017  psig  and  to 
modify  the  discharge  piping  and  install 
an  additional  gas  cooler  at  the  Worland 
Compressor  Station.  Williston  Basin 
states  that  it  will  also  relocate  the  first 
stage  regulators  presently  located  at  the 
Worland  and  Thermopolis  town  border 
stations  to  their  respective  lateral  line 
interconnections  with  the  uprated  main 
transmission  line.  The  estimated  cost  of 
the  project  is  approximately  $577,638. 


Uprating  is  required,  according  to 
Williston  Basin,  because  of  a  proposed 
sale  of  facilities  in  the  Wind  River  Basin 
area  of  Wyoming  to  K  N  Energy,  Inc. 
proposed  in  the  abandonment 
application  of  Williston  Basin  in  Docket 
No.  CP93-1 23-000. 

Comment  date:  January  27, 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

9.  U-T  Offiriiore  System 

IDocket  No.  CP93-1 13-000) 
January  6, 1993? 

Take  notice  that  on  December  16. 
1992.  U-T  Offshore  System,  (U-TOS)  ' 
P.O.  Box  1396,  Houston,  Texas  77251, 
filed  in  Docket  No,  CP93-113-000  an 
apphcation  pursuant  to  section  (7)(b)  of 
the  Natural  Gas  Act,  as  amended,  and 
the  Rules  and  Regxilations  of  the  Federal 
Energy  Regulatory  Commission 
(Commission),  for  an  order  permitting 
and  approving  abandonment  of  firm  and 
associated  interruptible  overrun 
transportation  services  provided  to 
Transcontinental  Gas  Pipe  Line 
Corporation  (Transco)  under  U-TOS' 
Rate  Schedules  T-2  and  I,  respectively, 
all  as  more  fully  set  forth  in  the 
application  which  is  on  file  with  the 
Commission  and  open  to  public 
inspection. 

Service  for  Transco  was  certified  in 
Docket  No.  CP76-118  by  order  issued 
January  13, 1977.  Texas  Gas 
Transmission  Corporation,  et  al.  57  FPC 
199  (1977).  Transco's  currently  effective 
contract  demand  under  the  T-2  Rate 
Schedule  is  199,608  Mcf  per  day,  and  its 
overrun  quantity  imder  Rate  Schedule  I 
is  413,000  Mcf  per  day. 

U-TOS  states  that  it  was  notified  by 
Transco  by  letter  dated  June  5, 1992  of 
Transco's  intent  to  terminate  the  service 
agreement  underlying  the  T-2  Rate 
Sdiedule  at  the  end  of  the  primary  term 
thereof,  i.e.,  on  June  10, 1993. 
Accordingly,  U-TOS  requests  an  order 
permitting  and  approving  abandonment 
of  Rate  Sdiedule  T-2  and  related  Rate 
Schedule  I  (interruptible  overrun) 
service  effective  on  June  10, 1993. 

U-TOS  states  that  it  does  not  propose 
to  abandon  any  facilities  in  the  instant 
application.  U-TOS  states  that  no 
service  to  any  of  its  customers  will  be 
affected  by  the  abandon  mnt 
authorization  requested  herein. 

Coffunent  date:  January  20, 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

10.  High  Island  Offshore  System 

IDocket  No.  CP93-118-000 
January  6, 1993. 

Take  notice  that  on  December  18, 
1992,  H^  Island  Offshore  System 
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(HIOS).  500  Renaissance  Center,  Detroit. 
Michigan  48243,  filed  an  application 
pursuant  to  section  (7)(b)  of  the  Natural 
Gas  Act,  as  amended,  and  the  Rules  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commission), 
for  authorization  to  abandon 
transportation  service  (currently  being 
rendered  for  Trunkline  Gas  Company 
(Trunkline). 

In  its  application,  HIOS  proposes  to 
terminate  its  firm  transportation  service 
which  HIOS  is  rendering  in  accordance 
with  HIOS'  Rate  Sdiedide  T-12,  as  well 
as  associated  Intemiptible  Overrun 
Transportation  Service  volumes 
rendered  in  accordance  with  HIOS'  Rate 
Schedule  I,  all  as  more  fully  set  forth  in 
the  application  which  is  on  file  with  the 
Commission  and  open  to  public 
inspection. 

HIOS  proposes  to  terminate  these 
services  at  the  end  of  the  primary  term 
of  Rate  Schedule  T-12,  i.e.,  effective 
June  14, 1993,  in  accordance  with  the 
terms  of  such  rate  schedule  and  in 
accordance  with  timely  notice  given  by 
Trunkline  to  HIOS. 

HIOS  states  that  it  does  not  propose 
to  abandon  any  facilities  in  the  instant 
application.  HIOS  states  that  no  service 
to  any  of  its  other  customers  will  be 
affected  by  the  abandonment 
authorization  requested  herein. 

Comment  date:  January  20, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  the  notice. 

11.  K  N  Energy,  Inc. 

(Docket  No.  CP93-12S-0001 
January  6, 1993. 

Take  notice  that  on  December  21, 
1992.  K  N  Energy,  Inc.  (KN),  P.O.  Box 
281304,  Lakewood,  Colorado  80228, 
filed  an  application  pursuant  to  section 
7(c)  of  the  Natural  Gas  Act,  as  amended, 
and  part  157  of  the  Commission's 
Regulations  thereunder  for  a  certificate 
of  public  convenience  and  necessity 
authorizing  the  acquisition  from 
Williston  Basin  Interstate  Pipeline 
Company  (WBI)  and  the  ownership  and 
operation  of  certain  pipeline  and 
appurtenant  facilities  comprising 
Williston  Basin's  Madden  Lateral  in 
Fremont  County,  Wyoming.  The 
facilities  to  be  acquired  consist  of 
approximately  10.3  miles  of  8-inch 
transmission  pipeline,  gathering 
facilities,  a  field  dehydration  unit,  and 
appurtenant  facilities,  in  Fremont 
County,  Wyoming;  all  as  more  fully 
described  in  the  appUcation  on  file  with 
the  Commission.  K  N  will  pay  WBI  the 
net  book  value  of  $400,535.07  for  the 
facilities. 

Comment  date:  January  27, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  n<^ce. 


12.  K  N  Energy,  Inc. 

(Docket  No.  CP93-137-000] 
January  6, 1093. 

Take  notice  that  on  December  30, 
1992.  K  N  Energy.  Inc.  (K  N).  P.O.  Box 
281304.  Lakewood,  Colorado,  80228, 
filed  in  Docket  No.  CP93-137-000  a 
request  pursuant  to  §  157.205(b)  157.208 
and  157.212  of  the  Commission's 
Regulations  under  the  Natural  Gas  Act 
(18  CFR  157.205(b),  157.208  and 
157.212)  seeking  certificate  authority, 
under  its  blanket  certificate  issued  in 
Docket  Nos.  CP83-140-000  and  CP83- 
140-001  to  jointly  with  Williston  Basin 
Interstate  Pipeline  Company,  install  and 
own  a  new  measuring  station  at  the 
Northwest  end  of  the  Madden  Lateral 
and  to  add  such  measuring  station  as  a 
redelivery  point  under  its  Rate  Schedule 
X-4.  all  as  more  fully  set  forth  in  the 
request  on  file  with  the  Commission  and 
open  to  pubUc  inspection.  The  facility 
will  cost  $300,000. 

Comment  date:  February  16, 1993.  in 
accordance  with  Standard  Paragraph  G 
-at  the  end  of  this  notice. 

13.  Williston  Basin  Interstate  Pipeline 
Company 

(Docket  Na  CP93-122-0001 
January  6. 1993. 

Take  notice  that  on  December  21. 
1992,  Williston  Basin  Interstate  Pipeline 
Company  (WiUiston  Basin),  200  North 
Third  Street,  Suite  300,  Bismarck.  North 
Dakota  58501,  filed  a  request  pursuant 
to  §§  157.205. 157.211  and  157.212  of 
the  Commission's  Regulations,  for 
authorization  to  construct  a  new 
metering  station  and  appurtenant 
facilities  and  to  add  sudi  new  metering 
station  to  the  intemiptible 
transportation  service  rendered  to  K  N 
Energy.  Ina  (K  N)  under  Rate  Schedule 
X-3  pursuant  to  the  prior  notice 
procedure  under  Williston  Basin's 
blanket  certificate  issued  in  Docket  Nos. 
CP82-487-000,  et  al.  and  CP83-1-000. 
all  as  more  fully  set  forth  in  the  request 
which  is  on  file  with  the  Commission 
and  open  to  public  inspection. 

In  conjunction  with  an  application 
filed  the  same  date  to  abandon  certain 
facilities  by  sale.  Williston  Basin  seeks 
authorization  to  construct  and  operate  a 
new  metering  station  and  a  receipt/ 
delivery  point  to  the  intemiptible 
transportation  service  provided  to  K  N 
under  Rate  Sdiedule  X-3.  The  proposed 
metering  station  receiptydelivery  point 
will  be  located  in  the  vicinity  of  the 
existing  interconnection  of  the  8-inch 
Madden  (Lost  Cabin)  pipeline  to  the  12- 
inch  Riverton-Worland  line  on  existing 
pipeline  right-of-way. 

Williston  Basin  states  that  the 
facilities  to  be  constructed  will  consist 


of  two  8-inch  bi-directional  flow  orifice- 
type  gas  custody  transfer  meters, 
miscellaneous  regulators,  gauges  and 
valves,  a  fence,  one  meter  building,  and 
one  building  containing  instruments 
and  SCADA  telemetering  equipment. 
The  total  cost  of  the  proposed  facilities 
is  estimated  to  be  $300,000.  The  cost  of 
the  proposed  facilities  is  to  be  shared  by 
Williston  Basin,  Wind  River  Gathering 
Company  and  K  N.  Williston  Basin 
further  states  that  the  installation  of  the 
proposed  facilities  should  have  no 
significant  effect  on  its  peak  day  or 
annual  requirements. 

Comment  date:  February  16, 1993,  in 
accordance  with  Standard  Paragraph  G 
at  the  end  of  this  notice. 

Standard  Paragraphs 

F.  Any  person  desiring  to  be  heard  or 
make  any  protest  with  reference  to  said 
file  with  the  Federal  Energy  Regulatory 
Commission,  825  North  Capitol  Street, 
NE..  Washington.  DC  20426.  a  motion  to 
intervene  or  a  protest  in  accordance 
with  the  requirements  of  the 
Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214)  and  the  Regulations  under  the 
Natural  Gas  Act  (18  CFR  157.10).  All 

Erotests  filed  with  the  Commission  will 
B  considered  by  it  in  determining  the 
appropriate  action  to  be  taken  but  will 
not  serve  to  make  the  protestants  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  to  a  proceeding  dr  to 
participate  as  a  party  in  any  hearing 
therein  must  file  a  motion  to  intervene 
in  accordance  with  the  Commission's 
Rules. 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject  to 
jurisdiction  conferred  upon  the  Federal 
Energy  RegiUatory  Commission  by 
Sections  7  and  15  of  the  Natural  Gas  Act 
and  the  Commission's  Rules  of  Practice 
and  Procedure,  a  hearing  will  be  held 
without  hirther  notice  before  the 
Commission  or  its  designee  on  this 
filing  if  no  motion  to  intervene  is  filed 
within  the  time  required  herein,  if  the 
Commission  on  its  own  motion  beUeves 
that  a  formal  hearing  is  required,  further 
notice  of  such  hearing  will  be  duly 
given. 

Under  the  procedure  herein  provided 
for,  unless  otherwise  advised,  it  will  be 
unnecessary  for  the  applicant  to  appear 
or  be  represented  at  the  hearing. 

G.  Any  person  or  the  Commission's 
staff  may,  within  45  days  after  the 
issuance  of  the  instant  notice  by  the 
Commission,  file  pursuant  to  Rule  214 
of  the  Commission's  Procedural  Rules 
(18  CFR  385.214)  a  motion  to  intervene 
or  notice  of  intervention  and  pursuant 
to  §  157.205  of  the  Regulations  imder 
the  Natural  Gas  Act  (18  CFR  157.205)  a 
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protest  to  the  request.  If  no  protest  is 
filed  within  the  time  allowed  therefore, 
the  proposed  activity  shall  be  deemed  to 
be  authorized  effective  the  day  after  the 
lime  allowed  for  filing  a  protest.  If  a 
protest  is  filed  and  not  withdrawn 
within  30  days  after  the  time  allowed 
for  filing  a  protest,  the  instant  request 
shall  be  treated  as  an  application  for 
authorization  pursuant  to  section  7  of 
the  Natural  Gas  Act. 
Lois  D.  Caahell. 
Secretary. 
|FR  Doc.  93-703  Filed  1-12-93;  8:45  ami 

(BNXMC  COO€  e71 7-01-11 


authorization  pursuant  to  section  7  of 

the  Natural  Gas  Act. 

Loia  D.  Cachell. 

Secretary. 

(FR  Doc  93-704  Filed  1-12-93;  8:45  am] 

BNJJNO  COM  •717-01-M  U 


(Docket  No.  CP93-1 24-000] 

ANR  Pipeline  Co.;  Request  Under 
Blanket  Authorization 

December  31. 1992. 

Take  notice  that  on  December  21. 
1992,  ANR  Pipeline  Company  (ANR). 
500  Renaissance  Center.  Detroit. 
Michigan  48243.  filed  in  Docket  No. 
CP93-1 24-000  a  request  pursuant  to 
§§157.205  and  157.211  of  the 
Commission's  Regulations  for 
authorization  to  operate  under  the 
provisions  of  the  Natural  Gas  Act  (NGA) 
certain  facilities  that  have  been 
constructed  pursuant  to  section  311  of 
the  Natural  Gas  Policy  Act  of  1978.  all 
as  more  fully  set  forth  in  the  request 
which  is  on  file  with  the  Commission 
and  open  to  public  inspection. 

ANR  proposes  on  extension  of  the 
temporary  exemption  granted  by  the 
Commission  to  permit  ANR  to  continue 
to  use  the  uncertificated  section  311 
facilities  whic;h  are  the  subject  of  this 
application  to  provide  converted 
transportation  services  pending 
certification  of  the  facilities. 

Any  person  or  the  Commission's  staff 
may,  within  45  days  after  issuance  of 
the  instant  notice  by  the  Commission, 
file  pursuant  to  Rule  214  of  the 
Commission's  Procedural  Rules  (18  CFR 
385.214)  a  motion  to  intervene  or  notice 
of  intervention  and  pursuant  to 
§  157.205  of  the  Regulations  under  the 
Natural  Gas  Act  (18  CFR  157.205)  a 
protest  to  the  request.  If  no  protest  is 
filed  within  the  time  allowed  therefor, 
the  proposed  activity  shall  be  deemed  to 
be  authorized  effective  the  day  after  the 
time  allowed  for  filing  a  protest.  If  a 
protest  is  filed  and  not  withdrawn 
within  30  days  after  the  time  allowed 
for  filing  a  protest,  the  instant  request 
shall  be  treated  as  an  application  for 


Office  of  Hearing  and  Appeals 

Cases  Filed  During  the  Week  of 
Decemt)er  18  through  December  25, 
1992 

During  the  Week  of  December  18 
through  December  25. 1992.  other  relief 
Hsted  in  the  appendix  to  this  Notice 
were  filed  with  the  Office  of  Hearings 
and  Appeals  of  the  Department  of 
Energy. 

Under  DOE  procedural  regulations,  10 
CFR  part  205,  any  person  who  will  be 
aggrieved  by  the  DOE  action  sought  in 
these  cases  may  file  written  comments 
on  the  application  within  ten  days  of 
service  of  notice,  as  prescribed  in  the 
procedural  regulations.  For  purposes  of 
the  regulations,  the  date  of  service  of 
notice  is  deemed  to  be  the  date  of 
publication  of  this  Notice  or  the  date  of 
receipt  by  an  aggrieved  person  of  actual 
notice,  whichever  otxurs  first.  All  such 
comments  shall  be  filed  with  the  Office 
of  Hearings  and  Appeals,  Department  of 
Energy.  Washington,  DC  20585. 

Dated:  January  6. 1993. 
George  B.  Breznay, 

Director,  Office  of  Hearings  and  Appeals. 

REFUND  APPLICATIONS  RECEIVED 
(Week  ol  December  18  to  December  25.  19921 


ENVIRONMENTAL  PROTECTION 
AGENCY 

IAD-iFnL-4554-41 

Hazardous  Air  Pollutants  List 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

action:  Notice  of  Denial. 


Date  re- 
cetved 

Nanria  ot  refund  pro- 
ceeding/name ot  re- 
tund  application 

Case  No. 

12/18/92  thru 
12/25«2. 

Texaco  Oil  Relund 
appllcaiions  re- 
ceived. 

RF321- 
13529  thru 
RF321- 
19538. 

^2J^B/92  thru 
12/25«2. 

GuW  0*1  Refund  ap- 
plications received. 

RF300- 
20778  thru 
RF30O- 
2C803. 

12/18/92  Itwu 
12/25/92. 

Atlantic  nk:*>tieW  ap- 
plications received. 

RF304- 
13463  thru 
RF304- 
13483. 

12/18/92  thru 
12«5«2. 

Cnxie  OU  Refund 
app»ications  re- 
ceived. 

RF272- 
94012  thru 
RF272- 
94021. 

12«1/92  

Armstrong  and 
Troutwine,  Inc. 

RF309-1426. 

12/21/92  

12/23/92  

12«3«2  

TTie  City  d  Los  An- 
geles. CA. 

LawteH  Highway 
Canal. 

St.  Martinvine  Canal 

flF347-3. 

RF346-16. 

RF346-17. 

IFR  Doc.  93-766  Filed  1-12-93;  8:45  am) 
BILUNC  COOE  M50-01-H 


SUMMARY:  Under  section  112(b)(3)(A)  of 
the  Clean  Air  Act  (CAA)  as  amended  in 
1990.  any  person  may  petition  the 
Administrator  to  modify  the  initial  list 
of  hazardous  air  pollutants  (HAPs)  in 
CAA  section  112(b)(1)  by  adding  or 
deleting  a  particular  chemical 
substance,  or  by  removing  specific 
substances  from  listed  categories  other 
than  coke  oven  emissions,  mineral 
fibers,  or  polycyclic  organic  matter.  In 
this  notice,  the  U.S.  Environmental 
Protection  Agency  (EPA)  announces  that 
it  is  denying  a  petition  to  remove  five 
specific  substances  (diethylene  glycol 
monobutyl  ether  (112-34-5),  diethylene 
glycol  monobutyl  ether  acetate  (124-17- 
4),  triethylene  glycol  monomethyl  ether 
(112-35-6),  triethylene  glycol 
monoethyl  ether  (112-50-5),  and 
triethylene  glycol  monobutyl  ether 
(143-22-6)1  fi-om  the  category  of  glycol 
ethers  as  listed  in  CAA  section 
112(b)(1). 

FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Nancy  B.  Pate,  Petition  Coordinator, 
Emission  Standards  Division  (MD-13), 
Office  of  Air  Quality  Planning  and 
Standards,  U.S.  Environmental 
Protection  Agency,  Research  Triangle 
Park,  North  Carolina  27711;  (919)  541- 
5347. 

SUPPLEMENTARY  INFORMATION:  On 
October  16, 1991,  EPA  received  a 
petition  from  the  Chemical 
Manufacturers  Association  (CMA)  to 
remove  diethylene  glycol  monobutyl 
ether  (112-34-5),  diethylene  glycol 
monobutyl  ether  acetate  (124-17-4), 
triethylene  glycol  monomethyl  ether 
(112-35-6),  triethylene  glycol 
monoethyl  ether  (112-50-5).  and 
triethylene  glycol  monobutyl  ether 
(143-22-6)  from  the  category  of  glycol 
ethers  listed  as  a  Hazardous  Air 
Pollutant  (HAP)  in  section  112(b)(1). 
The  EPA  is  denying  the  petition  because 
the  petitioner  did  not  provide  sufficient 
data  or  analysis  to  enable  the  EPA  to 
determine  whether  emissions  of  these 
substances  could  be  reasonably 
anticipated  to  cause  adverse  effects  to 
human  health  or  the  environment.  In 
particular,  the  petition  contained 
insufficient  information  concerning  the 
actual  or  estimated  exposures  which 
would  result  from  emissions  firom 
manufacture  and  use  of  these  specific 
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substances.  Although  public 
information  indicated  that  over  140 
million  pounds  of  these  substances  are 
used  annually  in  the  U.S.  and  that  there 
is  a  general  trend  towards  greater  usage, 
the  petitioner  did  not  provide 
measurements  or  estimates  regarding 
the  emissions  associated  with  such  use. 
In  the  absence  of  such  information,  EPA 
cannot  make  the  substantive 
determination  contemplated  by  CAA 
Section  112(b)(3). 

After  determining  that  the  CMA 
petition  was  insufficient,  EPA  afforded 
OvlA  an  opportunity  to  withdraw  its 
petition,  develop  further  emission  and 
exposure  information,  and  resubmit  the 
petition  at  a  later  time.  The  CMA 
decided  not  to  withdraw  the  petition. 
After  additional  discussion,  CMA 
agreed  that  any  supplementary 
information  would  be  submitted  only  in 
the  context  of  a  new  petition.  EPA  then 
met  with  CMA  representatives  to 
discuss  the  substantive  deficiencies  that 
needed  to  be  remedied  prior  to 
submission  of  a  new  petition. 

As  a  general  matter,  when  EPA 
determines  that  a  petition  submitted 
under  CAA  section  112(b)(3)  is  deficient 
or  imcomplete,  EPA  intends  to  return 
the  petition  to  the  petitioner,  along  with 
a  brief  description  of  the  deficiency  or 
missing  information.  Rather  than 
formally  denying  a  petition  in  such 
circumstances,  EPA  will  afford  the 
petitioner  an  opportunity  to  remedy  the 
deficiency  or  supply  the  missing 
information  prior  to  formal  action  on 
the  petition.  However,  under  CAA 
section  112(b)(4),  if  a  petition  to  delete 
or  remove  a  substance  was  filed  prior  to 
November  15, 1991,  EPA  must  grant  or 
deny  tlie  petition  prior  to  promulgating 
emission  standards  for  affected  source 
categories.  In  view  of  the  decision  by 
CMA  not  to  withdraw  its  incomplete 
petition,  EPA  has  decided  that  it  must 
formally  deny  that  petition  rather  than 
return  it  to  GMA,  in  order  to  assure  that 
EPA  is  not  prevented  in  the  future  from 
issuing  any  emission  standard 
applicable  to  sources  emitting  the  five 
glycol  ethers. 

This  denial  notice  constitutes  final 
action  under  CAA  section  112(b)(3)(A). 
This  denial  action  disposes  only  of  the 
CMA  petition  submitted  on  October  16, 
19G1,  and  CMA  may  submit  without 
prejudice  a  new  petition  to  remove  the 
specified  five  glycol  ethers  from  the 
HAP  list.  This  denial  action  is  based  on 
a  determination  of  nationwide  scope 
and  effect  and  is  therefore  reviewable 
only  in  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia,  as 
provided  by  CAA  section  307(b)(1).  This 
action  is  not  a  rule  and  does  not  modify 
the  list  of  hazardous  air  pollutants  in 


CAA  section  112(bKl).  It  is  not  subject 
to  the  provisions  of  Executive  Order 
12291  or  the  Regulatory  FlexibiUty  Act. 

Dated:  January  7, 1993. 
Michael  Shapiro. 

Acting  Assistant  Administrator  for  Air  and 
Radiation. 
[FR  Doc.  93-758  Filed  1-12-93;  8:45  am] 

BHJJNQ  COOC  MM-SMi 

[AMS-FRLj-«S54-6] 

Motor  Vehide-Related  Air  Toxics 
Study— AvaUat>ility  of  Public  Review 
Draft 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

action:  Notice  of  availability  of  public 
review  draft  of  motor  vehicle-related  air 
toxics  study.       

summary:  Today's  action  provides 
notice  of  availability  of  a  public  review 
draft  of  the  Motor  Vehicle-Related  Air 
Toxics  Study.  This  report  is  required  by 
section  202(1)  (1)  of  the  Clean  Air  Act  as 
amended  in  1990.  A  public  review  draft 
of  the  report  is  being  released  to  provide 
interestmi  parties  with  an  opportunity  to 
review  the  document  and  provide  EPA 
with  comments.  Public  comments 
received  will  be  summarized  in  the  final 
report,  as  required  by  section  202(1)(1). 
DATES:  Comments  must  be  received  by 
March  1, 1993. 

ADDRESSES:  To  obtain  a  copy  of  this 
draft  report,  please  send  requests  by  fax 
or  by  mail  to  Penny  M.  Carey.  Fax:  (303) 
668-4368.  Mailing  address:  U.S.  EPA 
National  Vehicle  and  Fuel  Emissions 
Laboratory,  EPSD-TSB,  2565  Plymouth 
Road,  Ann  Arbor,  MI  48105.  A  copy  has 
also  been  placed  in  the  public  docket. 

Written  comments  on  the  draft  report 
should  be  sent  in  duplicate  to  Air 
Docket  Section  (LE-131].  Attention: 
Docket  No.  A-91-19,  U.S.. 
Environmental  Protection  Agency,  401 
M  Street  SW.,  Washington,  DC  20460. 
The  Agency  requests  that  a  separate 
copy  also  be  sent  to  Penny  M.  Carey, 
U.S.  EPA  National  Vehicle  and  Fuel 
Emissions  Laboratory,  EPSD-TSB,  2565 
Plymouth  Road,  Ann  Arbor,  MI.  48105. 

Materials  relevant  to  this  report  have 
been  placed  in  Docket  No.  A-91-19  by 
EPA.  The  docket  is  located  at  the  above 
address  in  room  M-1500.  Waterside 
Mall  (ground  floor),  and  may  be 
inspected  from  8:30  a.m.  to  12  noon  and 
from  1:30  p.m.  to  3:30  p.m.,  Monday 
through  Friday.  A  reasonable  fee  may  be 
charged  by  EPA  for  copying  docket 
materials. 
FOR  FURTHER  MFOMtATKM  CONTACT: 

Penny  M.  Carey,  U.S.  EPA  National 
Vehicle  and  Fuel  Emfssions  Laboratory, 


EPSD-TSB,  2565  Plymouth  Road,  Ann 
Arbor,  MI.  48105.  Telephone:  (313)  668- 
4355. 

SUPPtfMENTARY  MPOIWATION:  Section 
202  (1)  (1)  of  the  Clean  Air  Act  directs 
EPA  to  complete  a  study  of  the  need  for, 
and  feasibility  of,  controlling  emissions 
of  toxic  air  pollutants  which  are 
unregulated  under  this  Act  and 
associated  with  motor  vehicles  and 
motor  vehicle  fuels.  The  study  shall 
focus  on  those  categories  of  emissions 
that  pose  the  greatest  risk  to  human 
health  or  about  which  significant 
uncertainties  remain,  including 
emissions  of  benzene,  formaldehyde, 
and  1,3-butadiene.  The  proposed  report 
shall  be  available  for  public  review  and 
comment  and  shall  include  a  summary 
of  all  comments. 

Section  202(I)(2)  also  directs  that, 
based  on  the  study,  EPA  promulgate 
(and  from  time  to  time  revise) 
regulations  containing  reasonable 
requirements  to  control  hazardous  air 
pollutants  from  motor  vehicles  and 
motor  vehicle  fuels.  The  regulations 
shall,  at  a  minimum,  apply  to  emissions 
of  benzene  and  formaldehyde. 

This  study  is  the  result  of  the  first 
directive  of  section  202(1).  Specific 
pollutants  or  pollutant  categories  which 
are  discussed  in  this  report  include 
benzene,  formaldehyde,  1,3-butadiene, 
acetaldehyde,  diesel  particulate, 
gasoline  particulate,  gasoline  vapors,  as 
well  as  selected  metals  emd  motor 
vehicle-related  pollutants  identified  in 
section  112  of  the  Clean  Air  Act.  The 
study  focuses  on  carcinogenic  risk, 
which  is  the  major  impact  of  benzene, 
1-3-butadiene,  and  formaldehyde, 
emissions  specifically  mentioned  in 
section  2G2(1)(1).  The  report  also 
discusses  non-cancer  efiiacts  for  these 
and  other  pollutants. 

With  respect  to  benzene, 
formaldehyde,  1.3-butadiene, 
acetaldehyde,  diesel  particulate, 
gasoline  particulate,  and  gasoUne 
vapors,  the  draft  report  discusses  the 
chemical  and  physical  properties  of  the 
pollutant,  formation  and  control 
technology,  emissions  (including  other 
emission  sources),  atmospheric 
reactivity  and  residence  times,  exposure 
estimation,  EPA's  carcinogenicity 
assessment,  other  views  of 
carcinogenicity  assessment,  recent  and 
ongoing  research,  carcinogenic  risk,  and 
non-carcinogenic  health  effects  from 
inhalation  exposure.  The  draft  report 
also  describes  the  quaUtative  change  in 
toxic  pollutant  levels  with  the  use  of 
alternative  clean  fuels,  along  with  a 
summary  of  EPA's  nonroad  engine  and 
vehicle  study.  Finally,  the  report 
jiff^nf^Mf  the  costs  of  various  existing 
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regulatory  control  programs  and 
provides  a  qualitative  discussion  of  the 
toxics  benefits  of  these  programs. 

This  report  attempts  to  summarize 
what  is  known  about  motor  vehicle- 
related  air  toxics  and  to  present  all 
significant  scientific  opinion  on  each 
is-sue. 

Dated:  January  7, 1993. 
Michael  H.  Shapiro, 

Acting  Assistant  Administntor  for  Air  and 
Radiation. 

(FR  Doc  93-783  Filed  1-12-93;  8:45  ami 
BIUJNOCOOCI 


[AMS  FRL  4554-S] 

California  Stater  Motor  Vehicle 
Pollution  Control  Standarda;  Waiver  of 
Federal  Preemption:  Declelon 

AGENCY:  Environmental  Protection 

Agency. 

action:  Notice  regarding  waiver  of 

federal  preemption.     . 

SUMMARY:  EPA  is  granting  California  a 
waiver  of  Federal  preemption  pursuant 
to  section  209(b)  of  the  Clean  Air  Act  to 
enforce  amendments  to  its  motor 
vehicle  emission  standards  and  test 
procedures  to  phase-in  substantially 
more  stringent  "low-emission  vehicle 
(LEV)"  standards  fm  light-duty  vehicles. 
California  also  amended  its 
corresponding  regulations. 
A00RE8SCS:  A  copy  of  the  above 
standards  and  procedures,  the  decision 
document  containing  an  explanation  of 
the  Administrator's  determination,  and 
the  record  of  those  documents  used  in 
arriving  at  this  decision,  are  available 
for  public  inspection  during  normal 
wondng  hours  (8:30  a.m.  to  12  p.m.  and 
1:30  p.m.  to  3:30  p.m.)  at  the  U.S. 
Environmental  Protection  Agency,  Air 
Docket  (LE-131).  (Docket  A-91-71), 
room  M-1500,  Waterside  Mall,  401  M 
Street,  SW..  Washington,  DC  20460. 
Copies  of  the  decision  document  can  be 
obtained  from  EPA's  Manufacturers 
Operations  Division  by  contacting 
Robert  Doyle  or  Karl  Simon,  as  noted 
below. 

FOR  FURTHER  MFORMATKM  CONTACT: 
Robert  M.  Doyle.  Attorney/Advisor,  or 
Karl ).  Simon,  Environmental  Engineer, 
Manufacturers  Operations  Division 
(640S-J),  U.S.  Environmental  Protection 
Agency,  401  M  Street  SW.,  Washington, 
DC  20460.  Telephone:  (202)  233-4258 
(R.  Doyle).  (202)  233-0209  (K.  Simon). 
SUPPLEMENTARY  MFORMATION:  I  have 

decided  to  grant  California  a  waiver  of 
Federal  preemption  pursuant  to  section 
200(b)  of  the  dean  Air  Act.  as  amended 
(Act).  42  U.S.C  7543(b).  for 
amendments  to  its  e^diaust  emission 


standards  and  test  procedures  which 
establish  new  categories  of  light-duty 
vehicles  based  on  levels  of  exhaust 
emission  standards.'  These  * 

amendments  also  require  manufacturers 
to  meet  a  "Non-Methane  Organic  Gas" 
fleet  average  requirement,  a  "Zero 
Emission  Vehicle"  production 
requirement,  and  other  requirements.  A 
comprehensive  description  of  the 
California  LEV  program  can  be  found  in 
the  decision  document  for  this  waiver 
and  in  materials  submitted  to  the  Docket 
byCARB. 

Section  209(b)  of  the  Act  provides 
that,  if  certain  criteria  are  met,  the 
Administrator  shall  waive  Federal 
preemption  for  California  to  enforce 
new  motor  vehicle  emission  standards 
and  accompanying  enforcement 
procedures.  The  criteria  include 
consideration  of  whether  California 
arbitrarily  and  capriciously  determined 
that  its  standards  are,  in  the  aggregate, 
at  least  as  protective  of  public  health 
and  welfare  as  the  applicable  Federal 
standards;  whether  California  needs 
State  standards  to  meet  compelling  and 
extraordinary  conditions;  and  whether 
California's  amendments  are  consistent 
with  section  202(a)  of  the  Act. 
CARB  determined  that  these 
standards  and  accompanying 
enforcement  procedures  do  not  cause 
CaHfomia'S  standards,  in  the  aggregate, 
to  be  less  protective  to  public  health  and 
welfare  than  the  applicable  Federal 
standards.  Information  presented  to  me 
by  parties  opposing  California's  waiver 
request  did  not  demonstrate  that 
Cahfomia  arbitrarily  or  capriciously 
reached  this  protectiveness 
determination.  Therefore,  I  cannot  find 
California's  determination  to  be 
arbitrary  and  capricious. 

CARB  has  continually  demonstrated 
the  existence  of  comp>elling  and 
extraordinary  conditions  justifying  the 
need  for  its  own  motor  vehicle 
population  control  program,  which 
includes  the  subject  standards  and 
procedures.  No  information  has  been 


>  CallfornU't  waiver  raquett  ("LEV  waiver 
request")  also  included  amendmenls  eslablishiitg 
new  tUndards  for  certain  low-emission  categories 
of  medium-duty  vehicles  ("MDVs").  There  is  a 
pending  waiver  request  bom  the  California  Air 
Ratourcaa  Board  (CARB)  for  other  regulatory 
amendments  pertaining  to  MDVs  (Docket  A-ei-S5: 
see  S7  FR  909  Uanuary  9, 1902))  which  was 
submitted  to  ERA  before  the  LEV  waiver  request 
Because  my  action  on  the  LEV  waiver  request 
precedes  my  action  on  Docket  A-91-SS,  I  will  defer 
action  on  the  portions  of  the  LEV  waiver  request 
that  add  new  standards  and  requirements  for  the 
low-entissioo  categories  of  MDVs  until  action  U 
taken  on  the  MDV  waiver  request.  Therefore,  these 
MDV  amandmenU  should  not  be  considered  as 
included  in  Iha  CARB  regulations  which  ara  the 
sufaiect  o(  this  waiver.  (CARB  U  In  agreement  with 
IhU  dafarral.) 


submitted  to  demonstrate  that  California 
no  longer  has  a  compelling  and 
extraonlinary  need  for  its  own  program. 
Therefore,  I  agree  that  California 
continues  to  have  compelling  and 
extraordinary  conditions  which  require 
its  own  program,  and,  thus,  I  cannot 
deny  the  waiver  on  the  basis  of  the  lack 
of  compelling  and  extraordinary 
conditions. 

CARB  has  submitted  information  that 
the  requirements  of  its  emission 
standards  and  test  procedures  are 
technologically  feasible  and  present  no 
inconsistency  with  Federal 
requirements  and  are,  therefore, 
consistent  with  section  202(a)  of  the 
Act,  Information  presented  to  me  by 
parties  opposing  California's  waivet 
request  did  not  satisfy  the  burden  of 
perauading  EPA  that  the  standards  are 
not  technologically  feasible  within  the 
available  lead  time,  considering  costs.  In 
addition,  (California's  amendments 
generally  parallel  the  Federal 
certification  test  procedures,  and  do  not 
establish  inconsistent  test  procedures. 
Accordingly,  I  hereby  grant  the  waiver 
requested  by  California. 

My  decision  will  affect  not  only 
persons  in  California  but  also  the 
manufacturere  outside  the  State  who 
must  comply  with  California's 
requirements  in  order  to  produce  motor 
vehicles  for  sale  in  California.  For  this 
reason,  I  hereby  determine  and  find  that 
this  is  a  final  action  of  national 
applicability. 

Under  section  307(b)(1)  of  the  Act, 
judicial  review  of  this  final  action  may 
be  sought  only  in  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Qrcuit.  Petitions  for  review 
must  be  filed  by  March  15, 1993.  Under 
section  307(b)(2)  of  the  Act,  judicial 
review  of  this  final  action  may  not  be 
obtained  in  subsequent  enforcement 
proceedings. 

As  with  past  waiver  decisions,  this 
action  is  not  a  rule  as  defined  in  the 
Regulatory  Flexibility  Act,  5  U.S.C. 
601(2).  Therefore,  EPA  has  not  prepared 
a  supporting  regulatory  flexibility 
analysis  addressing  the  impact  of  this 
action  on  small  business  entities. 

Dated:  January  7, 1993. 
WUliam  K.  Reilly. 
Administrator. 

IFR  Doc  93-784  Piled  1-12-93;  8:45  ami 
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[OPP-66171:  FRL-4t82-2] 

Methazde;  Receipt  of  Request  for 
Voluntary  Cancellation;  Cancellation 
Order 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  to  cancel  registrations. 

SUMMARY:  This  notice,  piirsuant  to 
section  6(0(1)  of  the  Federal  Insecticide. 
Fungicide,  and  Rodenticide  Act 
(FIFRA),  announces  EPA's  receipt  and 
acceptance  of  a  request  from  Sandoz 
Agrb,  Inc.  to  voluntarily  cancel  the 
remaining  registrations  of  pesticide 
products  containing  methazole  (2-(3.4- 
dichlorophenyl)-4-methyl-l,2,4- 
oxadiazolidine-3,5-dione).  Slandoz  Agro, 
Inc.  is  the  sole  registrant  of  methazole 
products.  EPA  is  accepting  the 
voluntary  cancellation  request  based  on 
FIFRA  section  6(a)(2)  data  submitted  by 
the  registrant  to  the  Agency  which 
indicates  that  imreasonable  worker  risks 
may  be  associated  with  the  use  of 
methazole.  This  notice  also  announces 
the  restriction  of  distribution  and  sale  of 
canceled  methazole  products  until 
additional  toxicological  data  regarding 
the  potential  risks  have  been  considered 
by  the  Agency. 

DATES:  The  cancellations  and  interim 
restriction  of  distribution  and  sale  of 
existing  stocks  are  effective  on  January 
13. 1993. 

FOR  FURTHER  INFORMATION  CONTACT:  By 
mail:  Joseph  Bailey.  Special  Review  and 


Reregistration  Division  (H7508W), 
Environmental  Protection  Agency,  401 
M  St..  SW..  Washington.  DC  20460. 
Office  location  and  telephone  number: 
Special  Review  Branch.  Room  2G6. 
Crystal  Station  1,  2800  Jefferson  Davis 
Highway.  Arlington,  VA  (703)  308- 
8173. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

Methazole  is  a  selective  herbicide 
used  to  control  several  varieties  of 
weeds  in  cotton.  It  is  registered  for 
preemergence  use  west  of  the 
Mississippi  and  directed  postemergence 
use  both  east  and  west  of  the  ^ 
Mississippi.  Its  use  is  prohibited  in  the 
states  of  Arizona  and  CaUfomia.  Most  of 
the  methazole  produced  for  cotton 
production  is  applied  in  Louisiana  and 
Mississippi  with  some  use  occurring  in 
other  cotton  producing  states.  The 
season  for  methazole  use  typically 
begins  in  April/May. 

n.  Voluntary  Cancellation 

Under  FIFRA  section  6(f)(1)(A). 
registrants  may  request  at  any  time  that 
EPA  cancel  any  of  their  pesticide 
registrations.  If  the  pesticide  for  which 
cancellation  was  requested  is  registered 
for  any  minor  agricultural  use,  section 
6(f)(1)(C)  dictates  that  EPA  publish  in 
the  Federal  Register  a  notice  of  the 
receipt  of  the  cancellation  request,  and 
allow  90  days  for  public  comment 
before  granting  the  request  unless  either 


the  registrants  request  a  waiver  of  the 
90-day  period  or  the  Administrator 
determines  that  the  continued  use  of  the 
pesticide  would  pose  an  unreasonable 
adverse  effect  on  the  environment. 

On  May  18. 1992,  Sandoz  Agro,  Inc. 
requested  voluntary  cancellation  of  the 
remaining  two  registered  methazole 
products.  Prior  to  the  submission  of  the 
voluntary  cancellation  request,  Sandoz 
Agro,  Inc.  had  submitted  to  the  Agency, 
pursuant  to  FIFRA  section  6(a)(2). 
preUminary  results  from  a  rat 
reproduction  study  indicating  that  a 
high  percentage  of  the  dosed 
generation's  offspring  developed 
cataracts.  The  Agency  concluded  from 
these  test  results  that  an  unacceptable 
risk  is  possible  to  those  workers 
exposed  to  methazole.  particularly 
mixer/loaders  and  applicators.  The 
products  for  which  cancellation  was 
requested  are  listed  in  Table  1  (section 
3  registrations  only)  below. 

On  August  12, 1992,  the  Agency 
notified  Sandoz  Agro,  Inc.  that  it  had 
accepted  their  request  for  voluntary 
cancellation;  however,  due  to  the 
potential  risks  posed  to  workers 
exposed  to  methazole.  the  Agency 
waived  the  90-day  comment  period 
usually  afforded  to  such  voluntary 
cancellations.  In  the  Agency's  notice,  it 
was  stated  that  a  cancellation  order 
establishing  provisions  for  existing 
stock  disposition  would  be  forthcoming. 


Table  1.— Methazole  Section  3  (national)  Registrations:  Voluntary  Cancellation  Requests 

Company  Registration  Number 

Company  Name/Address 

Product  Registration  Number 

Product  Name 

5594t 

Sandoz  Agro,  Inc. 

1 300  East  Touhy  Avenue 

Des  Ptames,  IL  60018 

55947-22 
55947-23 

Tectwilcal  Probe 

Probe  75  Wettable  Powder 

Methazole  will  no  longer  be 
considered  a  registered  active  ingredient 
and  will  be  removed  from  List  B 
reregistration  chemicals.  Once  an  active 
ingredient  is  canceled,  any  person 
wishing  to  bring  the  pesticide  back  on 
the  market  would  need  to  apply  to  EPA 
for  a  "new  chemical"  registration.  Such 
a  registration  generally  would  not  be 
approved  until  all  applicable  data 
requirements  are  satisfied. 

IILtxisting  Stocks  Provision 

In  accordance  with  the  Agency's  June 
26, 1991  Existing  Stocks  of  Pesticide 
Products  Statement  of  Policy, 
distribution  and  sale  of  existing  stocks 
of  canceled  pesticide  products  that  raise 
risk  concerns  will  not  be  allowed  unless 
it  is  demonstrated  that  such  distribution 


and  sale  would  not  result  in 
unreasonable  adverse  effects.  At  this 
time,  the  Agency  is  not  granting  any 
provisions  for  the  distribution  and  sale 
of  existing  stocks  of  methazole  products. 
The  Agency  has  agreed  to  consider 
additional  data  to  be  submitted  by 
Sandoz  Agro.  Inc.  which  may  provide  a 
more  refined  risk  assessment  for 
workers  exposed  to  methazole. 
Methazole  is  no  longer  being  produced 
by  Sandoz  Agro.  Inc.  and  the  only 
remaining  stocks  are  held  in  the  chain 
of  distribution  by  sellers,  distributors, 
and  end-users.  FIFRA  section 
12(a)(1)(A)  states  that  it  is  unlawful  for 
any  person  in  any  state  to  distribute  or 
sell  to  any  person  any  pesticide  whose 
registration  has  been  canceled  unless 
such  distribution  or  sale  has  been 


authorized  l)y  the  Administrator. ' 
Therefore,  distributors  and  sellers  with 
methazole  products  in  their  possession 
are  responsible  to  ensure  that  any 
existing  stocks  held  are  not  distributed 
or  sold  imtil  the  Agency  provides 
notification  of  a  final  decision  on  the 
disposition  of  such  existing  stocks. 
Sandoz  Agro.  Inc.  has  notified 
customers  who  may  have  methazole  in 
their  possession  that  they  should  not 
move  any  of  the  existing  stocks  until  the 
Agency  has  reviewed  the  additional 
data  and  reached  a  final  detemination 
regarding  the  potential  risk.  Existing 
stocks  in  the  hands  of  end-users  may 
continue  to  be  used  until  such  stocks 
are  exhausted  provided  that  such  use  is 
in  strict  accordance  with  the  product's 
previously-approved  labeling. 
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Dated:  Dscember  24. 1992. 
Douglas  D.  Campt, 

Director,  Office  ofPtsticide  Programs. 
|FR  Doc  83-788  FUed  1-12-93;  8:4S  ami 
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FEDERAL  DEPOSIT  MSUIUMCE 
CORPORATION 

Information  coUaction  aubmlttatf  to 
0MB  for  raviaw 

agency:  Federal  Deposit  Insurance 

Corporetiofi. 

ACTION:  Notice  of  infbnnatioR  coHection 

submitted  to  OMB  far  reriew  and 

approval  undw  the  Paperwork 

Reduction  Act.  

SUtwiAWV:  Tbe  aubmiaaion  ia 

summanaed  aa  foUows: 

Type  of  ileview:  Rartakn  of  a  carrsntly 

approved  coUactian. 
Title:  Certified  SUtamanf— Semiannual 

Deposit  Insurance  Assessment. 
Form  Number:  FDIC  6420/07, 6420/10. 

6420/11. 
0\fB  timber  3064-0057. 
Expiration  Date  of  Current  OMB 

Clearance:  02/28/93. 
Frequency  of  Response:  SemiannxwHy. 
Respondents:  Insured  depository 
institutions  that  are  members  of  the 
Bank  Insurance  Fund  (BIF>  and  tbe 
Savings  Association  Insurance  Fund 
(SAIP). 
Nutaber  of  BespdndentK  14.50a 
Number  of  Responses  Per  Respondent: 

2. 
Total  Annual  Responses:  29  J)00. 
Average  Number  of  Hours  Per  Response: 

1. 
Total  Annual  Rurden  Hours:  29.000. 
OMB  Reviewer  Gary  Waxman,  (202) 
395-7340.  OiUce  of  Management  and 
Budget,  Paperwork  Reduction  Project 
3064-0057.  Washington.  DC£0503. 
FDIC  Contact:  Steven  F.  Hanft.  (202) 
898-3907,  Office  of  the  Executive 
[  Secretary,  room  F-400,  Federal 
Deposit  Insurance  Corporation,  550 
17th  Street.  NW.,  Washington,  DC 
20429. 
Comments:  Comments  on  this  collection 
of  infoftnatfon  are  welcome  and 
should  be  submitted  on  or  before 
March  15, 1993. 
ADDRESSES:  A  copy  of  the  submission 
may  be  obtained  by  calfing  or  writing 
the  FDIC  contact  Ksted  above. 
Comments  regarding  the  submission 
should  be  ad^eesed  to  both  the  OMB 
reviewer  and  the  FDIC  contact  Ksted 
above. 

SUPPLEMBVrAflY  MFOfMATRM;  The  FDIC 
is  reqoestmg  OMB  approval  to  extend 
the  period  of  ose  of  the  forma  fitad  by 


insiued  depository  institutions  that  are 
members  of  tbe  Bank  Insurance  Fund 
(BIF)  and  the  Savings  Association 
Insurance  Fund  (SAJF)  certifying  the 
semiannual  assessanent  due  under  the 
provisions  of  section  7  of  the  Federal 
Deposit  Insurance  Act.  The  forms  show 
the  deposit  liabilities,  less  authorized 
deductions,  the  compntation  of  the 
assessment  base  and  the  amount  of  the 
assessment  due  for  each  semiannual 
assessment  period  Invohred.  The  FDIC 
is  also  requesting  aj^roval  for  minor 
revisions  to  the  forms.  Further,  the  FDIC 
is  also  requesting  permisskm  to 
combine  OMB  collection  3064>0101 
(Assessment  for  SAIP  hiambers)  and 
OMB  coHecti<»i  3064-0057 
(Assessments  for  BIF  Members)  into  a 
single  collectioo.  The  combination  is  an 
administrative  convenience  that  will  not 
affect  the  reporting  raquirements 
contained  in  the  collections. 

Dated:  ^nuary  8, 1993. 
Federal  Deposit  Insurance  Corporation 
Hoyle  L.  RobinsoR, 
Executive  Secretary. 
[FR  Doc  a3-77&  Fitod  1-12-93;  a.-45  atai 

BtUJNO  COOC  VM-M-W 

Coaatal  Barrier  Iroprovemant  Act 
Proparty  AvailabiMy;  Chambers  Tract  I 
(735.66  acres)*  Chainbars  County.  TX 

AGENCY:  Federal  Deposit  Instirance 

Corporation. 

ACTION:  Notice. 


summary:  Notice  is  hereby  given  that 
the  property  known  as  the  "Chambers 
Tract  I"  located  in  Chambers  County, 
Texas  is  affected  by  section  10  of  the 
Coastal  Barrier  Improvement  Act  of 
1990,  as  specified  below. 
DATES:  Written  Notices  of  Serious 
Interest  to  purchase  or  effect  other 
transfer  of  the  property  may  be  mailed 
or  fixed  to  the  Federal  Deposit 
Insurance  Corporation  until  April  13, 
1993. 

ADDRESSES:  Copies  of  detailed 
descriptions  of  the  property  can  be 
obtained  by  contacting  the  following 
person:  James  Pridgen.  Federal  Deposit 
Insurance  Corporation,  4440  Piedras 
Drive  South.  San  Antonio.  TX  78228. 
Telephone  (210) 731-2049,  Fax (210) 
737-1101. 

SUPPLEMENTARY  INFORMATION:  The 
1537.79  acre  property  is  divided  into 
two  tracts.  Tract  I  and  Ttact  U  contain 
735.66  and  802.13  acres  respectively. 
Tract  n  is  not  covered  under  the  Coastal 
Barrier  Improvement  Act.  Tract  I  ia 
located  approximately  one  mile  south  of 
FM  1995,  with  frontage  on  the  east  side 
of  the  Anahuac  National  WIMIIfo  Refuge 


road  easement.  The  property  Is  in  the 
southeast  quadrant  of  Chambers  Coimty. 
frontiog  tika  noith  boundary  Uiw  of  the 
Anahuac  National  Wildlife  Refuge.  The 
Tract  is  predominantly  cleared,  irrigated 
farm  land  with  \o¥*er  elevatiims  akmg 
Oyster  Bayou. 

Written  Dotica  of  serious  interest  to 
purchase  the  property  must  be  received 
on  or  before  April  13. 1993,  by  James 
Pridgen  at  the  above  address. 

Those  entities  eligible  to  submit 
written  notices  of  serious  interest  are: 

1 .  Ageiuies  or  entities  of  the  Federal 
government. 

2.  Agencies  or  entities  of  the  state  or 
local  government,  and 

3.  "QuaUfied  organizations"  pxirsuant 
to  section  ITXKh)  of  the  Internal  Revenue 
Code  of  1986  (26  U.S.C.  170(hKs)J. 
FORM  OF  NOTICE:  Notices  of  serious 
interest  should  be  in  the  following  form: 
Notice  of  Serious  Interest  re:  Chambers 
Tract  1  Land.  Chambers  County,  Texas. 

1.  Name  of  eligible  entity. 

2.  Declaration  of  eh'gibilily  to  submit 
notice  under  criteria  set  forth  in  Public 
Law  101-591.  section  10(bl(2). 

3.  Brief  description  of  proposed  terms 
of  purchase  or  other  offiBr  (e.g.  price  and 
method  of  financing). 

4.  Declaration  by  entity  that  it  intencb 
to  use  the  property  primarily  for 
wildlife  refoge,  sanctuary,  open  space, 
recreational,  historical,  cuhural  or 
natural  resource  conservation  purposes. 

Dated:  Januaiy  7. 1993. 
Federal  Deposit  Insurance  Corporation 
Uoyle  L.  Robinsoa, 
Executi\-e  Secretary. 
IFR  Doc.  93-699  Filed  l-l*-93;  8:45  ami 

WLUNG  COOe  •714-41-M 


FEDERAL  MARITtME  COMMISSION 

Agreement(s)  Filed;  Jacksonville/ 
Marine  Transportation  Services,  rt  af. 

The  Federal  Maritime  Cc»Qraission 
hereby  ^ves  notice  of  the  filing  of  the 
following  agreement(s)  pursuant  to 
section  5  of  the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington,  DC  Office  of  the  Federal 
Maritime  Commission,  800  North 
Capitol  Street.  NW..  9th  Floor. 
Interested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary, 
Federal  Maritime  Commission. 
Washington,  DC  20573,  within  10  days 
after  tPie  date  of  the  Federaf  Register  fn 
which  this  notice  appears.  The 
requiiements  far  comments  are  found  in 
S  572.603  of  title  46  of  the  Code  of 
Federal  Regulations.  Interested  persons 
shonM  consult  this  section  before 
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communicating  with  the  Commission 

regarding  a  pending  agreement. 

Affvement  No.  224-200468-003. 

Tide:  Jacksonville/Marine 
Transportation  Services  Sea  Barge 
Group  Terminal  Agreement. 

Parties:  Jacksonville  Port  Authority 
Marine  Transportation  Services  Sea 
Baiige  Group,  Inc. 

Synopsis:  The  amendment  modifies 
Agreement  provisions  pertaining  to 
the  commencement  of  throughput 
charges  and  to  rental  and  other  rates 
specified  in  the  Agreement. 

Agreement  No.  224-200713. 

Title:  L.A.  Cruise  Ship  Terminals/ 
Holland  America  Terminal 
Agreement. 

Parties:  L.A.  Cruise  Ship  Terminals,  Inc. 
("L,.A.  Cruise")  Holland  America 
Lines  Westours  Inc.  ("Holland 
America"). 

Synopsis:  The  Agreement  provides  that 
L.A.  Cruise  will  provide  terminal 
facilities  and  services  to  Holland 
America  in  the  Port  of  Los  Angeles. 

Agreement  No.  207-011397. 

Title:  Empremar/CTE  Agreement. 

Parties:  Empremar  S.A.  Compania 
Trasatlantica  Espanola  S.A. 

Synopsis:  The  proposed  Agreement 
permits  the  parties  to  operate  a  joint 
service  in  the  trade  between  U.S. 
Atlantic  and  Gulf  ports  and  points, 
and  ports  and  points  in  Venezuela, 
Mexico,  Columbia,  Ecuador,  Peru  and 
Chile.  It  also  permits  the  parties  to 
agree  on  the  number  of  vessels  they 
will  operate,  pool  profits,  and 
establish  rates,  charges,  rules  and 
practices.  The  parties  have  requested 
a  shortened  review  period. 

Dated:  )anuary  7, 1993. 

By  Order  of  the  Federal  Maritime 
Commission. 
Joseph  C  Polking, 
Secretary. 
IFR  Doc.  93-705  Filed  1-12-93;  8:45  am) 
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Agreement(s)  Filed;  Houston/Port* 
Cooper/T.  Smith  Stevedoring,  et  at. 

The  Federal  Maritime  Commission 
hereby  gives  notice  that  the  following 
agreement(s)  has  been  filed  with  the 
Commission  pursuant  to  section  15  of 
the  Shipping  Act,  1916,  and  section  5  of 
the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington,  DC  Office  of  the  Federal 
Maritime  Commission,  800  North 
Capitol  Street,  NW.,  9th  Floor. 
Interested  parties  may  submit  protests 
or  comments  on  each  agreement  to  the 
Secretary,  Federal  Maritime 


Commission,  Washington,  DC  20573, 
within  10  days  after  the  date  of  the 
Federal  Register  in  which  this  notice 
appears.  The  requirements  for 
comments  and  protests  are  found  in 
§  560.602  and/or  572.603  of  title  46  of 
the  Code  of  Federal  Regulations. 
Interested  persons  should  consult  this 
section  before  communicating  with  the 
Commission  regarding  a  pending 
agreement. 

vVny  person  filing  a  comment  or 
protest  with  the  Commission  shall,  at 
the  same  time,  deliver  a  copy  of  that 
document  to  the  person  filing  the 
agreement  at  the  address  shown  below. 
Agreement  No.:  224-200715. 
Title:  Houston/Terminal  Agreement. 
Parties:  Port  of  Houston  Authority 

("Port")  Port-Cooper/T.  Smith 

Stevedoring  ("Cooper"). 
Filing  Party:  Martha  T.  Williams,  Staff 

Counsel,  Port  of  Houston,  111  East 

Loop  North,  P.O.  Box  2562,  Houston, 

Texas  77252-2562. 
Synopsis:  The  Agreement  permits 

Cooper  to  utilize  the  Port's  Open  & 

Shed  Areas  Number  16  through  18  for 

cargo  handling  purposes  during 

calendar  years  1993  and  1994. 
Agreement  No.:  224-200716. 
Title:  Houston/Flanagan  Stevedores 

Terminal  Agreement. 
Parties:  Port  of  Houston  Authority 

("Port")  James  J.  Flanagan  Stevedores 

("Flanagan"). 
Filing  Party:  Martha  T.  Williams.  Staff 

Counsel,  Port  of  Houston,  111  East 

Loop  North,  P.O.  Box  2562,  Houston, 

Texas  77252-2562. 
Synopsis:  The  Agreement  permits 

Flanagan  to  utilize  the  Port's  Open  & 

Shed  Areas  Number  21  through  24  W. 

for  cargo  handling  purposes  during 

calendar  years  1993  and  1994. 
Agreement  No.:  224-200718. 
Title:  Houston/Strachan  Shipping 

Terminal  Agreement. 
Parties:  Port  of  Houston  Authority 

("Port")  Strachan  Shipping  Company 

("Strachan"). 
Filing  Party:  Martha  T.  Williams,  Staff 

Counsel,  Port  of  Houston,  111  East 

Loop  North,  P.O.  Box  2562.  Houston, 

Texas  77252-2562. 
Synopsis:  The  Agreement  permits 

Strachan  to  utilize  the  Port's  Harbours 

Cut  Transit  Shed  Number  Two 

Section  B  (West)  for  cargo  handling 

purposes  during  calendar  years  1993 

and  1994. 
Agreement  No.:  224-200719. 
Tj(7e;  Houston/Ryan  Walsh  Terminal 

Agreement. 
Parties:  Port  of  Houston  Authority 

("Port")  Ryan  Walsh  Incorporated 

("Ryan  Walsh"). 
Filing  Party:  Martha  T.  WilUams,  Staff 

Counsel,  Port  of  Houston.  Ill  East 


Loop  North.  P.O.  Box  2562,  Houston. 
Texas  77252-2562. 

Synopsis:  The  Agreements  permits  Ryan 
Walsh  to  utilize  the  Port's  Open  and 
Shed  Areas  Number  30  and  32  for 
cargo  handling  purposes  during 
calendar  years  1993  and  1994. 

Agreement  No.:  224-200720. 

Title:  Houston/Ceres  Gulf  Terminal 
Agreement. 

Parties:  Port  of  Houston  Authority 
("Port")  Ceres  Gulf  Incorporated 
("Ceres  Gulf). 

Filing  Party:  Martha  T.  Williams.  Staff 
Counsel,  Port  of  Houston.  Ill  East 
Loop  North.  P.O.  Box  2562,  Houston. 
Texas  77252-2562. 

Synopsis:  The  Agreement  permits  Ceres 
Gulf  to  utilize  the  Port's  Open  and 
Shed  and  Shed  Areas  Number  19  and 
20  for  cargo  handling  purposes  during 
calendar  years  1993  and  1994. 

Agreement  No.:  224-200721. 

Tttle:  Houston/Port  Houston  Terminal 
C.E.S.,  Inc.  Terminal  Agreement. 

Parties:  Port  of  Houston  Authority 
("Port")  Port  Houston  Terminal 
C.E.S..  Inc.  ("PHT,  Inc."). 

Filing  Party:  Martha  T.  Williams,  Staff 
Counsel,  Port  of  Houston,  111  East 
Loop  North,  P.O.  Box  2562,  Houston. 
Texas  77252-2562. 

Synopsis:  The  Agreement  PHT.  Inc.  to 
utilize  the  Port's  Open  and  Shed 
Areas  Number  8  and  9  for  cargo 
handling  purposes  during  calendar 
years  1993  and  1994. 
Dated:  January  7. 1993. 

By  Order  of  the  Federal  Maritime 
Conunission. 
Joseph  C  Polking, 
Secretary. 
IFR  Doc.  93-706  Filed  1-12-93;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

Community  Bank-Corp.  of  Sheboygan, 
Inc.,  et  al.;  Acquisitions  of  Companies 
Engaged  in  Permissible  Nonbanking 
Activities 

The  organizations  listed  in  this  notice 
have  applied  under  §  225.23(a)(2)  or  (f) 
of  the  Board's  Regulation  Y  (12  CFR 
225.23(a)(2)  or  (0)  for  the  Board's 
approval  under  section  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a))  to  acquire  or 
control  voting  securities  or  assets  of  a 
company  engaged  in  a  nonbanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 
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Eack  >ppKc«tk»n  k  •vaikbl*  £or 
immediate  inspection  ak  th«  Federal 
Reaarve  B«&k  indkatocL  Onoa  lbs 
applicatioa  ha*  bean  acoapted  for 
processing,  it  will  alao  be  avaiUbta  fov 
inspection  at  the  officea  of  the  Board  of 
Governors.  Intemsted  person*  may 
express  their  views  In  writing  on  the 
question  whether  conaammabon  of  the 
proposal  can  "reasonably  be  axpectad  to 
produce  benefits  to  tha  pnltlic  such  as 
greater  coBvenienoa.  incnaaad 
competition,  or  gains  in  eflldency,  that 
outweigh  poaiibia  adverse  e0BCls,  such 
as  undoe  concentration  of  lesources, 
declassed  or  onfisir  competition, 
conflicts  of  interests,  or  unsound 
banking  pncticas."  Any  request  for  a 
hearing  oo  this  questkm  must  be 
accompMn  Jad  hf  s  statement  of  the 
reasons  a  written  presentation  would 
not  sufBce  in  lieu  of  a  beering, 
identifying  specificatfy  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  faidicating  how  the  party 
commenting  vrould  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  each  of  thasa  applications 
must  be  received  at  the  Reserve  Bank 
indicated  foi  the  application  or  the 
offices  of  the  Board  of  Covemcrs  not 
later  than  February  5, 1993. 

A.  Federal  Reserve  Bank  of  Chicago 
Pavid  S.  Epstein,  Vice  President^  230 
South  LaSalle  Street,  Chicago,  Illinois 
60690: 

1.  Community  Bank-Carp,  of 
Sheboygan,  Inc.,  Sheboygan,  Wisconsin; 
to  acquire  G  &  H  Insurance  Agency, 
Sheboygan,  Wisconsin,  which  will 
become  Commuoity  Insurance  and 
Financial  Services.  Inc.,  Sheboygan, 
Wisconsin,  and  therein  engage  in 
insurance  agency  activities  pursuant  to 
§  22S.25(b)(a)  of  the  Board's  Reguiatimi 
Y.  These  activities  will  be  conducted  in 
the  State  of  Wisconsin. 

B.  Federal  Reserve  Bank  of  San 
Francisco  (Kenneth  R.  Binning, 
Director,  Bank  Holding  Company)  101 
Market  Street.  San  Francisco.  California 
94105: 

1.  Zioos  Bancorporation,  Salt  Lake 
City,  Utah;  to  Miter  into  a  joint  venture 
vinth  American  Bankers  Insurance 
Group,  faic,  Miami,  Florida,  by  sailing 
American  Bankers  Insurance  Group. 
Inc.,  approximately  $1.5  million  in 
variable  rate  voting  preferred  stock  of 
2Uons  Baztcarporation's  wholly-ou^ned 
subsidiary.  Zions  Insurance  Company. 
Salt  Lake  Qty.  Utah,  and  to  continue  to 
engage  thraugb  the  lattar  in  credit  lifo. 
accident  and  disability  iitsuraaica 
activities  pursuant  to  §  225JSa»)(B)  of 
the  Board's  Reguktimi  Y. 


BoasA  ef  Covaraats  of  Iha  Fadecat 
System,  jHMMry  7,  IflOO. 
ImntfM-HihMin. 
Associate  SecrnkwyaflkmBoatH. 
IFR  Doc.  93-772  Pttid  l-l>-«3;  a^ft  imI 


of  Applicallon*  to  Engig*  tf»  nofvo  In 
Permissible  NonbanUng  Acthritlas 

The  companies  listed  in  this  notice 
have  filed  an  application  under  § 
22S.23(a)(ll  of  the  Board's  Regulation  Y 
(12  CFR  Z25.23(aKl)]  for  the  Board's 
approval  under  section  4Cc)(8]  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843(c)(sn  and  §  225.21  (a)  of  Regulation 
Y  (12  CFR  225.21(4)}  to  commence  or  to 
engage  de  novo,  either  dkectly  or 
through  a  subsidiary,  in  a  nonbaoking 
activity  that  is  listed  in  S  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  othenirisa 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 

Eacn  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  LndiGated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  availdble  for 
inspection  at  the  ofilces  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consuBunation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  beneSts  to  the  puhKc,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efHcieccy,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsouiMl 
banking  practices."  Any  reqiuast  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  vrould 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  v/ould  be  presented  at  a 
hearii^  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  othenvise  noted,  comments 
regarding  the  applications  must  be 
received  at  the  Reserve  Bank  indicated 
or  the  offices  of  the  Board  of  Governors 
not  later  than  February  1, 1993. 

A.  Federal  Resarve  Mnk  of  New 
York  (WiUiam  L.  Rutledge^  Vice 
President)  33  Liberty  Street.  New  Yodc. 
New  York  10045: 

1.  Creditanstah-Boikiaienm,  Afienna, 
Austria;  to  engage  de  novo  tbrou^  its 
subsicfiary.  Steinberg  Asset  ttfau^gBment 
Ckimpany,  LJP^  New  Yark,  New  York,  in 


invealBMMl  advisory  activiliea  pwsiMnt 
to  S  225.250^)  of  tho  Boardiv 

Regulation  Y, 

2.  Internationale  Atedrrtondan  Gmmp 
N.V.,  Amsterdam,  llta  Notfaatknda:  to 
engage  de  novo  thiou^  its  sufasidiaiy. 
Internationale  Nederianden  Capital 
Corporation.  New  York.  New  York,  in 
making,  servicing,  and  acquiring  loans 
and  other  extensions  of  credit 
(including  iaauing  letters  of  credit  and 
accepting  drafts),  directly  or  indirectly, 
for  ING's  own  account  or  the  account  of 
others,  such  as  would  be  made,  for 
example,  by  a  consumer  or  commercial 
finance,  credit  card.  mortg^gf»  or 
factoring  company  pursuant  to  § 
225.25(b)(1)  of  the  Board's  Reeulation  Y. 

3.  Internationale  Nederlanaea  Groap 
N.V.,  Amstardam. The  Netherlands; to 
engage  de  novo  through  its  subsidiary. 
Internationale  Nederianden  Securities 
Corporation.  New  York.  New  York,  in 
providing  securities  brokerage  s^vicas, 
related  securities  credit  activities,  and 
incidental  activities  such  as  offering 
custodial  services,  individual  retirement 
accounts,  and  cash  management 
services  solely  as  agent  ior  the  account 
of  customers  and  providirtg  such 
securities  brokerage  services  in 
combination  with  the  investment 
advisory  services  listed  below;  serving 
as  an  advisory  company  for  mortgage 
and  real  estate  investment  trusts; 
serving  as  investment  adviser  to 
investment  companies  registered  under 
the  Investment  Company  Act  of  1940, 
including  sponsoring,  organizing,  and 
managing  closed-end  investment 
companies:  providing  portfolio 
investment  advice  to  any  other  person; 
furnishing  general  economic 
information  and  advice,  general 
economic  statistical  forecasting  services 
and  industry  studies;  providing 
financial  advice  to  state  and  local  and 
foreign  governments,  such  as  with 
respect  to  the  issuance  of  their 
securities;  providing  financial  and 
transactional  advice  to  institutional 
customers  with  respect  to  restructuring, 
financing  and  negotiating  mergers, 
acquisitioits,  divestitiu«s,  joint  ventures, 
leveraged  buyouts,  recapitalizations, 
capital  structurings,  structxiring  and 
arranging  Inan  syndications,  financings 
and  other  corporate  txunsactions. 
rendering  fairness  opiruons,  providing 
valuation  services,  and  conducting 
feasibility  studies:  and  providii^ 
financial  and  transactional  advice 
regarcRng  the  structuring  and  arranging 
of  swaps,  caps,  and  similar  transactions 
relating  to  interest  rates,  currency 
exchange  rates  or  prices,  and  economic 
financial  indicea  ptirsuant  to  § 
225.25(b)f4)  and  (bKl5)  of  the  Board's 
Regulation  Y. 


Board  of  Gc 
System,  itam 
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Board  of  Governors  of  the'Federal'ReieiTe 
System,  ^MUMiy7,^lW3. 
JenniCBr  I.^folnaMi, 

Assodote  SpcrMa/yo/tfw'Boeut/. 

[FR  Doc  g3-773  Filed  1-12-93;  ar45  ami 

BiUMO  COOE4>1»-M<F 

First  Rdelity  Bancorporation,  «t^.; 
Formations  of;  AcquisMonaJ^r;**! 
MeniOTSBf  Banlgl  lolrilng'^onyantes 

The  companies  listed  in  this  uOtioB 
have  applied  Tor  the^oard's  approval 
under  section  3  of  tha.Bank  Haiding 
Company  Act  (12  U.SJl  1842UnaS 
225.14  of  the  Board 'sTlegiilation  Y  (12 
CFR  225,14)-:iolNcoiaBe  bank  holding 
company  or  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  jn  acting  on  the  applications 
are  set  forth  in  section  3(c)  of  the;Act 
(12  U.S.Q  1842(c)). 

Each  application  is  available'for 
immediate  inspection  at  thePederal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  Tor 
inspection  at  ihe  offices  of  the  Board  of 
GovamoES.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  or  to  the  offices  of  the 
Board  of  Governors.  Any  comment  on 
an  application,  that  requests  a  hearing 
must,  include  a  statement  of  why  a 
written, presentation  would  not  suffice 
in  lieu  of  a  hearing.ld«ntiiying 
specifically  any  questions  of  fact  that 
are  in  dispute.and  summarizing  the 
evidence  that  would  be  presented  at  a 
heariiig. 

Unmss- otherwise-noted,  comments 
Tegarding-aadiTiflbese  apjilications 
must  beTBoeiyed  not  later  tliMi1=%bruary 
5,1993. 

A.  Federal  Reserve  Bank  of 
PhUadeliifaia  (TlicnnasfC.  Desdi,  ViuB 
President)  lOaNorthBth Street. 
Philadelphia,  Pennsylvania  19105: 

1.  First  Fidelity  Boncorparation, 
Lawiencaville,  New  Jersey;  toacquire 
100 -percent  of  the  voting  shares  of 
Nortlieast  Bancorp,  Inc.,  New  Haven, 
Connecticut,  and  hereby  indirectly 
acquire  Union  Trust  Company. 
Stamford,  Connecticut. 

B.  Federal  Reserve  Bank  of  Qeveland 
(JohnJ.  Wi3rtBd.ir..'Vice  Prreident)  1455 
East  Sixth  Street.  Oeveland,  CHiio 

44TO1: 

1.  Fidelity  Bancorp,  Inc.,  Pittsburgh, 
Pennsylvania;  to  become  a  "bank  holding 
company 'byacquiring  100  percent  of 
the  voting  shares  ofFidellty  Savii^ 
Bank.  Pittsburgh,  PeraisyivHnia. 

C  Federal  VBRTve'Bank  of 
Richmond  (Uoyd  W.'flostian,  Jr.,'Senior 
Vice  President)  701 'East  BjrdStreat. 
Richmond,'Virginia^32©l: 


T  /COBVinatfcidlVorporatTon, 
Durham,  North  Uardrnm;  toacquire  100 
percent  oT-Bie^votingahBresofCCB 
Sevtags^Bei*.1nc.,  SSB.LeBorr.  North 
Oanflina,"tiiM«oee9«orby  conversion  to 
Mutoal  Savtnn  Bank. 

^.Thmam  Bancorp,lnc.,  Beddey, 
West  Virginia;  toTOergewittiAlle^JiBny 
BankfeareffCurporation.Lewisburg. 
West  Vh'g^inia.^Bmilhereby  hidiiecfly 
acquire Greei^irier  Valley  National 
BaiA.  Ixwisbuig.  'West  'Virpnia.<and 
First  National  texk  in-Warlinton. 
Nhrflinton.  West^Virginia. 

D.Tedenil  lesenra  SoA  xS  iMaKta 
(2ane<R.  KaUey,  Vice  President)  104 
Marietta  Street,  N.Wt,  Atlanta.  Georgia 
^0303: 

1 .  Geirtmy  Bancorp,  Inc. , 
Milledgeidlte.  Georgia;  to  tecorae  a  bank 
holding  company  by  acquiring  100 
percent  of  the  voting  shares  of  Centmy 
Bank  andTnist,  MilledgeviUe,  Georgia. 

E.  FedefallteaeFve  B«9k  ePChica^ 
(Davia  S.'EpatBin.'Vice  President)  230 
South  LaSeHe'Street,  Chicago,  Illmois 

60690: 

l.leRoj^C.  Darby,  Inc.,  Monona, 
Iowa;  to  merge  •wlftfCe3^stone 
Bancsharos,  Inc.^Elkader.lowa,  and 
thereby  hidinectly  acquire  Peoples  State 
Bank,  Elkader,  Iowa. 

2.  IvHdstatesBtmosharm,  Inc., 
Misaouri^^feHey,  Iowa;  to  acquire  96.33 
percent  of  the  voting  aharoB  of  Peoples 
"National  Beiik,  Avoca.  Iowa. 

f.^BdaralR— yvB  Bank  of 
Minneapolis  (James  M.  Lyon.  Vice 
President)  210  Marquette  Avenue. 
Minneaqp6lJs.'MiiiueaotB:554B0: 

1.  Ckjmmunity  First  Bankshares,  Inc., 
Faigo,  North  B^u>ta;  to  meige  with 
Citizens  Bancorp,  Inc..  Morris. 
Minne8ata.<aBd'  ther^  indirectly 
acquire  Citizens  Bank^Monis. 
Minnesota. 

2.  First  Natioiuil  Corporation  North 
DaJtota.  Grand  Forks,  North  Dakota;  to 
become  a  bank  holding  company  by 
becoming  the  sucessor  by  merger  with 
First  National  Corporation.  Grand  Forks, 
North  i3akota..aad  thereby  indirectly 
acquire  First  National  Bank  North 
Dakota,  Grand  Forks,  North  Dakota. 

3.  Meliette  Holding  Company, 
Mellette.  South  Dakota:  to  become  a 
bank  hoidiaig  compMiy  by  acquiring  100 
percent  of  the  voting  shares  of  Farmers 
State  Bank  otfMellette.  Mellette,  South 

Dakota. 
G.Tedend  iteserre  Bairii  of  Kansas 

City  0<^  ^-  Yorke,  Senior  Vice 
Presidont)^25  Grand  Avenue,  Kansas 
City.  Missouri  64198: 

1.  Archer,  hrc..  Palmer.  Nebraska,  and 
Osceola  Insurance.'Inc.,X>sce6la. 
Nebraska."  to  aequiJBl4.«  percent  of  fee 
votingfl4»ar8»ttf  Guaranty  Corporation, 
Denver.  Colorado,  and  thereby 


indirectly  aBq«dietknrait1y  Beiik  and 
TrusttJompany.Tlenver.  Cehirado. 

BouU  orGovemon  ottheTederal  Reserve 
System,  lanuaiy  7,  WW. 
jennifiBrJ.  Johnson, 
Associate  Stattary  oftheSomrd. 
(FRSec  03-774.Eilad ^U-miJM&ma] 


Van  BumnfiancDCpocattonfmplpyaa 
Stock  OMmersbip.Plan,.at.al.; 
Formatiens  of,  Acqui8itir>nsJjy,.and 
Mergara  aUBatOMaUkiQ  Cainpaniaa; 
and  Acqulattlona  ofMonbanklng 
Companiaa 

Tbe  companies  listed  in  this  notice 
have  applied  under  S225^M  of  the 
Board's  Regulation 'YtI2X3«  225.14) 
for  the  Board's  approwal  imder  section 
3  of  ttieBankHoldingCompany  Act  (12 
U.S.C.  1842)  to  become  a  bank  hoHing 
company  or  to  acquire  voting  securities 
of  a  bank  or  bank  holding  company,  the 
listed  companies-have  ^teo  applied 
under!  225.23(a)(2)  of *Bguhrtion  Y  (12 
CFR  2Z5.23(B)(2))  for  the  Board's 
approval  muter  section  4(c)(0)  of  die 
BankBoMing  Company  Act  (12  U:S.C  . 
1843(c)(8))  and.^  225.21(a)  of  Regulation 
Y  (12CFR  2S.'21(a))  toacquire  or 
control  voting  securities  or  assets  of  a 
company  engagedin  a  noiibanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  asxkwely  related  to 
banking  and  permissible  fori)ank 
holding  companies,  or  to  engage  in  sudi 
an  at:tivity.  Unless  otiierwise  noted, 
these  activities  will  be  conducted 
throu^iout  fee  United  States. 

The  applicatiom  are  available  for 
immediate  inspection  at  the  Federal 
HeservB  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  Tor 
inspection  at  the  offieas  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whefeer  consummation  of  fee 
proposal  can  "reasonably  be  expected  to 
produce  benefit  to  the  pubUc,  sudias 
greater  convenience,  inciesBed 
competition,  orgains  in  dffideBcy,  that 
outweigh  possible  adverseaffects,  siich 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied'by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  keu  of-aJHMring. 
identffying  speci&oally  any  questions  of 
facttJwstare  in  dispute,  suramarizingfee 
evidence  that  would  be  presented  at  a 
hearing.-aBd  indiostfatgiiow  the  party 
commentingweuid  beaggrwved  by 
approval  dffee  proposal. 
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Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  February  5, 
1993. 

A.  Federal  Reserve  Bank  of  Chicago 
(David  S.  Epstein.  Vice  President)  230 
South  LaSalle  Street,  Chicago,  Illinois 
60690: 

1.  Van  Buren  Bancorporation 
Employee  Stock  Ownership  PlaH. 
Keosauqua.  Iowa;  to  become  a  bank 
holding  company  by  acquiring  100 
percent  of  the  voting  shares  of  Van 
Buren  Bancorporation,  Keosauqua, 
Iowa,  and  thereby  indirectly  acquire 
State  Savings  Bank.  Cantril,  Iowa,  and 
Farmers  State  Bank,  Keosauqua,  Iowa. 

In  connection  with  this  application. 
Applicant  and  Van  Buren 
Bancorporation  have  applied  to  engage 
de  novo  in  the  making,  servicing  or 
acquisition  of  loans  pursuant  to  § 
225.25(b)(1)  of  the  Board's  R^jlation  Y. 

B.  Federal  Reserve  Bank  of 
Minneapolis  (James  M.  Lyon,  Vice 
President)  250  Marquette  Avenue, 
Minneapolis,  Minnesota  55480: 

1.  Norwest  Corporation,  Minneapolis, 
Minnesota:  to  merge  with  Financial 
Concepts  Bancorp,  Inc.,  Green  Bay, 
Wisconsin,  and  thereby  indirectly 
acquire  University  Bank,  Green  Bay, 
Wisconsin. 

In  connection  with  this  application. 
Applicant  also  proposes  to  acquire  the 
mortgage  servicing  business  of 
University  Bank,  Green  Bay,  Wisconsin, 
and  thereby  engage  in  mortgage  banking 
activities  including  portfolio  servicing 
through  Norwest's  subsidiary,  Norwest 
Mortgage,  Inc.,  pursuant  to  § 
225.25fb)(l)  of  the  Board's  Regulation  Y; 
and  to  acquire  the  brokerage  business  of 
University  Bank,  Green  Bay,  Wisconsin, 
and  thereby  engage  in  full-service 
brokerage,  government  securities,  and 
limited  underwriting  activities  in  Green 
Bay,  Wisconsin,  through  Norwest's 
subsidiary,  Norwest  Investment 
Services,  Inc.,  pursuant  to  Board  Order. 
Norwest  Corporation,  76  Federal 
Reserve  Bulletin  79  (1990).  These 
activities  will  be  conducted  in  Green 
Bay,  Wisconsin. 

C  Federal  Reserve  Bank  of  Kansas 
City  (John  E.  Yorke,  Senior  Vice 
President)  925  Grand  Avenue,  Kansas 
City,  Missouri  64198: 

1.  Green  Top.  Inc..  Central  Qty, 
Nebraska:  to  merge  with  Anmer 
Corporation,  Neligh,  Nebraska,  and 
thereby  indisectly  acquire  97.19  percent 
of  First  United  Bank.  Neligh,  Nebraska, 
i  and  64.07  {>ercent  of  the  voting  shares 
of  Schuyler  State  Bank  and  Trust  Co.. 
Schuyler,  Nebraska:  Dawson 
Corporation,  Lexington,  Nebraska,  and 


thereby  indirectly  acquire  84.28  percent 
of  The  Farmers  State  Bank  and  Trust 
Co.,  Lexington,  Nebraska:  Heartland 
Bancorporation,  Aurora,  Nebraska,  and 
thereby  indirectly  acquire  80.04  percent 
of  The  Farmers  State  Bank  and  Trust 
Co.,  Aurora,  Nebraska,  and  100  percent 
of  The  Crete  State  Bank,  Crete, 
Nebraska:  North  Platte  Cdirporation. 
Torrington,  Wyoming,  and  thereby 
indirectly  acquire  95.9  percent  of  The 
atfzens  Bank  &  Trust  Co.,  Torrington. 
Wyoming.  100  percent  of  The  First 
National  Bank,  Worland,  Wyoming,  and 
95.86  percent  of  the  voting  shares  of 
Western  Bank  of  Cody,  Cody,  Wyoming: 
Pinnacle  Bancorp,  lac..  Ft.  Lupton, 
Colorado,  and  thereby  indirectly  acauire 
90.53  percent  of  the  voting  shares  ot 
First  Security  Bank,  Ft.  Lupton, 
Colorado,  100  percent  of  First  Security 
Bank,  Craig,  Colorado:  and  100  percent 
of  First  Security  Bank,  Windsor, 
Colorado;  Pinnacle  Bancorp,  Inc.. 
Abilene,  Kansas,  and  thereby  indirectly 
acquire  98  percent  of  First  National 
Bank,  Abilene,  Kansas:  Pinnacle 
Bancorp,  Inc.,  Papillion,  Nebraska,  and 
thereby  indirectly  acquire  96.35  percent 
of  Bank  of  Papillion,  Papillion, 
Nebraska:  Pinnacle  Bancorp,- Inc., 
Newcastle,  Wyoming,  and  thereby 
indirectly  acquire  85.86  percent  of  First 
Security  Bank,  Newcastle,  Wyoming: 
and  Shelby  Insurance,  Inc..  Shelby, 
Nebraska,  and  thereby  indirectly  acquire 
100  percent  of  The  First  National  Bank, 
Shelby,  Nebraska. 

In  connection  with  this  application. 
Applicant  also  proposes  to  engage  de 
novo  in  making  and  servicing  loans 
pursuant  to  §  225.25(b)(1)  of  the  Board's 
Regulation  Y. 

Board  of  Governors  of  the  Federal  Reserve 
System.  January  7, 1993. 
Jennifer  J.  fohnMrn. 
Associate  Secretary  of  the  Board. 
|FR  Doc.  93-775  Filed  1-12-93;  8:45  am) 
BiuMO  cooe  t2io-oi-r 


HARRY  S.  TRUMAN  SCHOLARSHIP 
FOUNDATION 

Scholarships;  Closing  Date  for 
Nominations  From  Eligible  Two- Year 
Institutions  of  Higher  Education 

Notice  is  hereby  given  that,  p'jrsuant 
to  the  authority  contained  in  the  Harry 
S.  Truman  Memorial  Scholarship  Act, 
Public  Law  93-642  (20  U.S.C.  2001), 
nominations  are  being  accepted  from 
eligible  two-year  institutions  of  higher 
education  for  Truman  Scholarships. 
Procedures  are  prescribed  at  45  CFR 
Part  1801,  and  were  published  in  the 
Federal  Register  on  September  23. 1991 
(56  FR  48076). 


In  order  to  be  assured  of 
consideration,  all  documentation  in 
support  of  nominations  must  be 
received  by  The  Truman  Scholarship 
Review  Committee,  Reo^ition 
Programs,  Operations  Division.  2255 
North  Dubuque  Road,  Iowa  City,  Iowa 
52243  no  later  than  February  25, 1993. 
Louia  H.  Blair, 
Executive  Secretary. 
|FR  Doc.  93-714  FHed  1-12-93;  8:45  am] 

BILUNC  COOC  n20-A8-H 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Administration  for  Children  and 
Families 

Agency  Information  Collection  Under 
0MB  Review 

AGENCY:  OfRce  of  Financial 
Management,  Administration  for 
Children  and  Families,  HHS. 
ACTION:  Notice^ 

Under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35),  we  have  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  a  request  for  approval  of  a 
reinstatement  of  a  previously  approved 
information  collection  titled:  "The 
Annual  Budget  Request  for  Title  IV-B 
Funds  and  Annual  Summary  of  Child 
Welfare  Services".  This  request  is  made 
by  the  Office  of  Financial  Management 
of  the  Administration  for  Children  and 
Families  (ACF). 

ADDRESSES:  Copies  of  the  Information 
Collection  request  may  be  obtained  from 
Steve  Smith  of  the  Office  of  Information 
Systems  Management,  ACF,  by  calling 
(202) 401-9235. 

Written  comments  and  questions 
regarding  the  requested  approval  for 
information  collection  should  be  sent 
directly  to:  Kristina  Emanuels,  OMB 
Desk  Officer  for  ACF,  OMB  Reports 
Management  Branch,  New  Executive 
Office  Building,  room  3002,  725  17th 
Street,  NW.,  Washington,  DC  20503, 
(202) 395-7316. 

Information  on  Document 

Tj//e:  Annual  Budget  Request  for  Title 
IV-B  Funds  and  Annual  Summary  of 
Child  Welfare  Services  Form  CWS- 
101 

OMB  Afo.:  0980-0047 

Description:  The  Annual  Budget 
Request  for  title  IV-B  Funds  and  the 
Annual  Summary  of  Child  Welfare 
Services  are  two  companion 
information  collection  documents 
which  States  must  submit  to  the 
Administration  for  Children  and 


Dated:I)cc 
L«ny  3«em 

Depnl/  Direc 
Systens  Mai 
IFR  Doc  93- 

BtLUNG  COOE 


Centers  fo 
Prewantion 


announces 
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FamilMS  to  request  gsant  «mnrds 
under  title  IV-^  of  lh«  Social  Security 
j\ct.  The  purpose  of  title  IV-B^nants 
is  to  Aoable  the  Fedeial  government  to 
coopecate  with^tate  public  weliaca 
agencies  in -establishing,  extending, 
and  strengthening  child  welfare 
services.  The  infonnation  obtained 
from  Ihe  use  of  Foim  CWS-101 
AnnualBud^tReqHest  for  title  W-^ 
Funds  will  enable  States  «nd  Indian 
Tribal  Ocgaoizations  to  lequast  its 
share  of  the  fadacal  aUotmenl. 
Without  this  infonnation.  no yant 
amounts  can  be  determined  and  no 
grants  can  be  made. 
The  form  usedior  the  collection  of 
information  for  the  Annual  Summary  of 
Child  Welfare  Services  will  be 
submitted  by  States  to  pixivide  a 
summary  of  child  welfare  services  for 
the  next  ^rear  by  aervice,  by  source  cff 
funds,  and  by  nimiber  of  clients  to  he 
served.  Indian  Tribal  Organizations  do 
not  need  to  submit  the  Annual 
Summary  of  Child^WelfaM  Servioes. 
Annual  Number  ofJieipondeats:  95 
Annual  Frequency:  1.6 
Average  Burden  HouisPer  ftesponx:  6 
Total  BunienHeuts:  855 

Dated:  JDcoembcr  30,:i]ia2. 
Lcny  Swemro, 

Depnt  ^  Director,  Office  oftnfonnaHon 

Systtns  Managenrettt. 

IFR  Dx.  93-679  Filed  t-1 2-^3;  9:45  am) 

BILUNG  COOE  -4f90-01'4l 


the  teste  omaotlyQaaataiiied  on  the 
4Maived  teat  list;  a  review  of  the 
oategorization  of  high-density 
lipoproteiis  (HDL)  cholesterol  test 
systoms;  a  discussion  of  the  Gram  stain, 
Tzank  and  other  test  aystems  celatiMW  to 
the  pl^yaicim-peEfonBed  miscroscopy 
oatego^:  A  review  of  direct  antigen  testa 
for  Group  A  Streptacaccus;  end  other 
pertinanttast  iesuaa. 

Written  comments  are  welcome  and 
ri»>M>d  be  raceivad  by  the  contact 
person  listed-beiow  no  later  than 
January  20,1993.  Capias  of  comments 
that  are  .germane  to  tbe  topics  on  the 
agenda  willbeaupplied  to  the 
subcommittee  members  for  review  prior 
to  the  meeting.  Public  oral  comments 
will-be  accepted  at  the  discretion  of  the 
Chairman  at  the  close  of  the  meeting  if 
time  permits. 

Agenda  itams^are  subject  to  change  as 
priorities  dictate. 

Contact  Person  for  Additional 
//j/ormaWon;Henry"M.  Colvin,  Assistant 
Director'for  Program  Policy  .-Division  of 
Laboratory  Systems,  Public  Health 
Practice  Prcgram  Office,  CDC.  1600 
aifton  Road.  NE..  Mailstop  G-25, 
Atlanta.  lieoi^ia  10333.  telephone  404/ 
639-1706. 

Dated:  January  7, 1993. 
Robert  L.  Foster, 

Assistant  Director.  Of^  of  Program  Support, 

Centers  far  Disease  Control  and  Prevention 

(CDC). 

H=R  Doc  «3-7t5^'ited  l-12-«3; «:«  am) 
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Clinical  Laboratory  Improvement 
Advisory  CommlttBe  (CUAC) 
Subcommittee  on  Teat  Categodzatton; 
Meeting 

In  accordance  with  section  10(a)C2)  of 
the  Federal  Advisory  Committee  Act 
(rut.  L.  92-463),  the  Centers  for  Disease 
Control  and  Prevention  (CDC), 
announces  the.following  committee 
meeting. 

Name:  CUAC  Subcommittee  on  Test 
Categorization. 

Time  and  Z3ate:B  a.m.-5  p.m.,  January 
29, 1993. 

Place:  CDC,  Auditorium  A,  Building 
2, 1600  Clifton  Road.TJE..  Atlanta. 
Georgia  30333. 

Starus.  Open  to  the  public,  limited 
only  by  the^pace  available. 

Purpose:  llie  subcommittee  will 
advise  CLIAC  on  revisions  to  Ihe.list  of 
waived  tests  and  the  categorization  of 
tests  of  moderate  and  high  complexity. 

Agenda:'T^i8ihe  initial  meeting  of 
this  subcommittee.The  agenda  will 
inc  udea  review  iS-Oxe  critena  used  And 


j»narities:  addreraes  the  development 
end  epplication  of  new  technologies; 
and  reviews  the  extent  to  which 
progress  has  been  made  toward 
eliminatJM  tuberciilaais. 

Matters  ToBeJ3iscussed:  The  status  of 
antituberculosis  xlrug  distribution  by 
CDC  and  antituberoilosis  drug  costs; 
criteria  for  a  model  XB  ptogiam;  cesulte 
of  the  National  Survey  o&Pbyaicaens' 
Knowledge  and  Practices  Concerning 
Tuberculosis,  .and  the'Etlmographic 
Studies  of  Five  At-Risk  Groups; 
limitations  of  population-based 
tuberculin-skin  test  screening;  new 
Guidelines  lor  Preventing  Tuberculosis 
Transmission;  Tuberculosis  in  Jails; 
global  TB  contrdl  efforts; 
Recommendations  for  State  TB  Control 
Laws;  and  surveillance  case  definition 
for  tuberculosis. 

Agenda  items  are  subject  to  change  as 
priorities  dictate. 

Vantact  PBTson'forMore  Information: 
Dixie  E.  Sni^.7r.,1»tD.,  Associate 
Director  for  Science,  and  Executive 
Secretary,  AOT,  National  Center  for 
Prevention  Services,  GDC.IBDO Clifton 
Ro«d,'NE..  Mailstap.E-07.  Atlanta, 
Georgia  30333,:telephene404/639- 
2776. 

Dated:  laouary  7,.1A93. 
Robert  L.  Foster, 

Assiaant  Director.  Office  ofPregram  Support, 
Centers  for  Diemue  Control  oad  PreverOion 
(CDC). 

(FR  Doc.  93-716  Paed  l-ia-«3;  «:45  am] 
BiLUNC  eoaE4iw-i*-«i 


Advisory  €ouTOil  for  t)»£limination  of 
Tubereuloais;  lleeting 

In  accordance  with  section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463),  the  Centers  for  Disease 
Control  and  Prevention  (OX^) 
aniuuinces  the  following  council 
meeting. 

Naw.e:  Advisory  Council  for  the 
Elimination  of  Tuberculosis  (ACET). 

Time  andBates:  fi:30  a.m.-4:3D  p.m., 
lanuary  28, 1993.  Br30a.m.-3;30  p.m., 
January  29, 1993. 

Place:  Lanier  Plaza  Conference 
Center,  Ebcacutive  II  and  III  Conference 
Rooms,  418  Armour  Drive,  t^..  Atlanta, 
Georgia  30324. 

Status:  Open  to  the  public,  limited 
only  by  the-speoe available. 

Purpose:  TAis  Council  advises  and 
maksiecomraendations  to  the 
Secretary.  Department  of  Health  and 
Human  Services,  the  Aasstcmt  Secretaiy 
for  Health,  and  the  Disector.  CDC, 

"»yriing  thP  aliiinatinn  of 

tubei3Culo»is..SpacificaIly.-the  counril 
makes  reconuneadaiions  Jegsrdios 
policies.  atTateyes.  AbjectiveSrand 


Food  and  i>nig  Administration 

Temporary  Determent  oT  Itotlvltles 
Relating  to  Biologies  Submissions 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

action;  Notice. 

summary:  The  Feed  and  Drug 
Administration  (FDA)  is  announcing 
that  the  Document  Control  Center  oflhe 
Center  fox  Biologies  Evaluation  and 
Research  (CBER)  will  be  moving  from 
various  locations  in  Rookville  and 
Bethesda,  MD  to  the  Woodmont  Office 
Center  in  Rockville,  MD  in  January. 
19S3.  Durii^  the  period  raquired  for 
relocation  of  ihe  office,  ihe  agency  %vill 
temporarily  deler  those  submissions 
sid)ject  to  CBER-EBview  and  approval, 
and  the  review  period,  if  any,  on 
pending  aubmifisians  will  be  suspeaded. 
FDA  is  ako  -sequastii^  that  sponaon 
voluntanlysafrein  from  filiog 
submissieas  dutiag  iliis  jpanad.      , 
.-FDAastimateB  that  the  defarmeat 
period  will  be  about  3  waaks.  FDAadll 
publish  a  iu>tiaB^cD*idii^  the  new 
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address  for  submissions  and  identifying 
the  exact  period  during  which  action  on 
pending  submissions  was  temporarily 
deferred. 

FOR  FURTHER  INFOmMTION  CONTACT: 
Mark  A.  Elengold,  Center  for  Biologies 
Evaluation  and  Research  (HFM-11), 
Food  and  Drug  Administration.  8800 
Rockville  Pike.  Bethesda.  MD  20892. 
301-295-9000. 

SUPPI^MENTARY  MFOmiATION:  CSER  is 
responsible  for  many  FDA  activities 
implementing  the  Federal  Food,  Drug, 
and  Cosmetic  Act  and  section  351  of  the 
Public  Health  Service  Act  (42  U.S.C 
262),  including: 

(1)  Developing  policy  and  procedures 
governing  the  premarket  approval, 
review,  and  evaluation  of  biological 
products; 

(2)  Receiving,  reviewing,  evaluating, 
and  taking  appropriate  action  on 
investigational  new  drug  applications 
(IND's)  and  investigational  device 
exemption  applications  (IDE's)  for 
certain  products  for  which  CHER  has 
been  assigned  responsibility; 

(3)  Receiving,  reviewing,  evaluating, 
and  taking  appropriate  action  on 
product  license  applications  (PLA's) 
and  establishment  license  applications 
(ELA's)  submitted  for  biological 
products; 

(4)  Receiving,  reviewing,  evaluating, 
and  taking  appropriate  action  on  new 
drug  applications  (NDA's),  premarket 
approval  applications  (PMA's),  and 
premarket  notifications  (SlOk's)  for 
which  CBER  has  been  assigned 
responsibility;  and 

(5)  Receiving,  reviewing,  evaluating, 
and  taking  appropriate  action  on 
recommendations  concerning  denial, 
suspension,  or  revocation  of  PLA's  and 
ELA's. 

In  an  effort  to  consolidate  CBER 
offices,  FDA  is  moving  various  CBER 
offices  Grom  their  present  locations  in 
Bethesda  and  Rockville,  MD  to  the 
Woodmont  Office  Center  in  Rockville. 
MD.  This  move  will  occur  in  January, 
1993.  Because  FDA  will  be  moving  staff, 
equipment,  and  files,  CBER  will  be 
unable  to  start  worii  or  continue  work 
on  existing  submissions  and  reports 
until  its  new  offices  are  ready;  therefore. 
FDA  plans  to  temporarily  defer  action 
on  those  siibmissions  subject  to  CBER 
review  and  approval,  including  IND's, 
PLA's,  ELA's.  NDA's.  SlOk's,  PMA's.  or 
IDE's.  FDA  is  also  requesting  that 
sponsors  voluntarily  refrain  from  filing 
submissions  during  this  period,  which 
began  on  January  2, 1993.  and  will 
continue  until  January  22. 1993. 

FDA  antidpatet  that  this  period  will 
be  about  3  weeks  or  less.  During  this 
period,  although  FDA  will  continue  to 


accept  mail,  it  will  not  be  officially 
logged  in  nor  will  review  of  submissions 
begin.  Any  review  period  will  not  begin 
until  the  relocation  is  completed  and 
CBER  review  functions  resume.  CBER 
will  attempt  to  keep  the  mail  in  the 
order  of  the  day  received.  When  work 
resumes,  it  will  be  done  according  to  the 
order  that  it  was  received.  Also,  the 
review  periods  on  pending  submissions 
will  be  suspended  during  the  relocation 
period.  CBER  will  attempt  to  minimize 
the  period  during  which  regular 
procedures  are  suspended.  Following 
the  move,  FDA  will  publish  a  notice 
providing  the  new  address  for 
submissions  and  identifying  the  exact 
period  during  which  action  on  new  and 
existing  submissions  was  temporarily 
deferred. 

Persons  who  may  be  affected  by  this 
temporary  deferment  should  call  the 
contact  person  listed  above  or  CBER's 
Division  of  Congressional  and  Public 
Affairs  at  301-295-9000  with  any 
questions  regarding  CBER's  move  to  the 
Woodmont  Office  Center.  Questions 
regarding  emergency  IND's  and  waiver 
of  the  3(Hiay  waiting  period  for  IND's 
will  be  directed  to  appropriate  staff. 

Dated:  January  7, 1993. 
Michael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 
(FR  Doc.  93-740  Filed  1-12-93;  8:45  ami 
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(OoclMt  No.  84N-02411 

1992  Revision  of  the  National  Shellfish 
Sanitation  Program  Manual  of 
Operations,  Part  I  "Sanitation  of 
Shellfish  Growing  Areas"  and  Part  II 
"Sanitation  of  the  Harvesting, 
Processing,  and  Distribution  of 
Shellfish;"  Availability 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACnOH:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  annoimdngthe 
availability  of  the  1992  revision  of  the 
National  Shellfish  Sanitation  Program 
(NSSP)  Manual  of  Operations,  part  I. 
"Sanitation  of  Shellfish  Growing  Areas" 
and  part  n,  "Sanitation  of  the 
Harvesting.  Processing,  and  Distribution 
of  Shellfiw."  This  project  was  initiated 
in  cooperation  with  the  Interstate 
Shellfish  Sanitation  Conference  (ISSQ 
to  help  assxire  that  only  safe  and 
sanitary  shellfish  are  offered  for  sale  in 
interstate  commerce. 
A00RC8SC8:  Submit  written  requests  for 
single  copies  of  the  manual  (free  of 
charge)  to  the  Food  and  Drug 
Administration,  Shellfish  Sanitation 


Branch  (HFS-407).  200  C  St.  SW.. 
Washington,  DC  20204.  Requests  should 
be  identified  with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Send  two  self-addressed 
adhesive  labels  to  assist  that  office  in 
processing  your  requests.  The  manual  is 
available  for  public  examination  in  the 
Dockets  Management  Branch  (HFA- 
305).  Food  and  Drug  Administration, 
rm.  1-23, 12420  Parklawn  Dr., 
Rockville,  MD  20857,  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
FOR  FURTHER  INFORMATION  CONTACT: 
David  M.  Dressel,  Office  of  Seafood. 
Center  for  Food  Safety  and  Applied 
Nutrition  (HFS-407).  Food  and  Drug 
Administration,  200  C  St.  SW.. 
Washington.  DC  20204,  202-254-3971. 
8UPPl£MENTARY  INFORMATION:  FDA  is 
responsible  for  the  Federal 
administration  of  the  NSSP,  which  is  a 
voluntary  program  involving  State 
shellfish  control  agendes,  the  shellfish 
industry.  FDA.  and  other  Federal 
agendes.  Six  foreign  countries  also 
actively  partidpate  in  the  NSSP  through 
international  bilateral  agreements. 
The  NSSP  is  concerned  with  the 
sanitary  control  of  hesh  and  frozen 
molluscan  shellfish  (oysters,  clams, 
mussels,  and  scallops)  offered  for  sale  in 
interstate  commerce.  The  program  has 
been  in  existence  since  1925.  In  the 
interest  of  assuring  uniform 
administrative  and  technical  controls, 
the  NSSP  has  developed  and 
maintained  recommended  shellfish 
control  practices.  These  control 
practices  have  been  published  in  the 
form  of  a  Manual  of  Operations,  parts  I 
andn. 

In  1982.  interested  State  offidals  and 
members  of  the  shellfish  industiy 
formed  the  ISSC  The  purpose  of  the 
IsisC  is  to  provide  a  formal  strudure 
wherein  State  regulatory  authorities  can 
establish  updated  guidelines  for 
improving  shellfish  sanitation  and 
safety.  The  ISSC  bas^  established 
uniform  procedures  for  developing  and 
adopting  new  guidelines.  Those  persons 
interested  in  obtaining  additional 
information  about  the  ISSC  should 
contad  Kmneth  Moore,  Chairman. 
Interstate  Shellfish  Sanitation 
Conference,  c/o  South  CaroUna 
Department  of  Health  and 
Environmental  Control.  2600  Bull  St., 
Columbia.  SC  29202. 

FDA  and  the  ISSC  entered  into  a 
memorandum  of  understanding  (MOU) 
that  was  published  in  the  Federal 
Register  of  March  30. 1984  (49  FR 
12751).  This  agreement  states,  among 
other  things,  that  FDA  will  provide 
technical  assistance  to  the  ISSC. 
induding  partidpating  in  the 
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cooperative  efforts  of  the  Conference,  to 
develop  or  revise  program  criteria  and 
guidelines. 

Based  on  the  MOU,  FDA  developed 
drafl  revisions  of  the  NSSP  Manual  of 
Operations,  parts  I  and  II,  in  cooperation 
with  the  ISSC.  FDA  announced  the 
availability  of  the  1986  revision  of  part 
I  in  the  Federal  Register  of  June  5, 1987 
(52  FR  21375).  The  initial  working  draft 
of  part  n  was  made  available  for 
comment  In  the  Federal  Register  of 
September  11, 1985  (50  FR  37055),  with 
a  revised  second  draft  being  made 
available  for  further  comment  on  July 
11, 1986  (51  FR  25261).  Based  on  the 
comments  received,  and  in 
consideration  of  the  comments  and 
views  expressed  on  parts  I  and  II  by 
State  regulatory  ofBcials,  industry 
representatives,  and  other  interested 
parties  at  the  ISSC's  1987  and  1988 
annual  meetings  in  Austin,  TX,  and 
Denver,  CO,  respectively,  FDA 
announced  the  availabiUty  of  the  1988 
revision  of  the  completed  Manual  of 
Operations  in  the  Federal  Register  of 
February  17, 1989  (54  FR  7281). 
Subsequent  revisions  were  announced 
in  the  Federal  Register  of  April  25, 1990 
(55  FR  17503)  and  December  13, 1990 
(55  FR  51341). 

Continuing  v^rith  this  arrangement, 
FDA  and  ISSC  are  now  announcing  the 
availability  of  the  1992  revision  of  the 
NSSP  Manual  of  Operations,  part  I, 
"Sanitation  of  Shellfish  Growing  Areas" 
and  part  H,  "Sanitation  of  the 
Harvesting,  Processing,  and  Distribution 
of  Shellfish."  The  1992  revision 
contains  changes  and  improvements  to 
the  NSSP  considered  and  passed  at  the 
1991  and  1992  ISSC  national  meetings 
held  in  Fort  Lauderdale,  FL,  and 
Schaumburg,  IL. 

The  revised  manual  includes:  (1)  A 
completely  new  section  devoted  to 
aquaculture;  (2)  inclusion  of  scallops 
intended  for  consumption  in  the  "whole 
animal"  or  "roe-on"  product  forms 
(scallop  products  consisting  of  only  the 
adductor  muscle  are  not  covered  by  the 
NSSP);  (3)  guidelines  that  suggest 
increased  frequency  of  data  analysis  by 
State  officials  who  monitor  and  classify 
shellfish  growing  waters;  and  (4)  new 
inspection  criteria  for  use  by  State 
officials  when  certifying  shellfish 
processors  for  listing  in  the  Interstate 
Certified  Shellfish  Shippers  List.  Major 
*  topics  include:  General  administrative 
and  laboratory  procedures;  growing  area 
surveys  and  classification;  contingency 
plans  for  the  control  of  marine 
biotoxins:  and  the  accepted  sanitary 
procedures  for  the  harvesting,  handling, 
shucking,  and  packing  of  shellfish. 


Dated:  January  6, 1993. 
Michael  R.  Taylor. 
Deputy  Commissioner  for  Policy. 
[FR  Doc.  93-693  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

Offic*  of  the  Assistant  Secretary  for 
Public  and  Indian  Housing 

[Docket  No.  N-83-2059;  FR-2697-N-061 

Correction  to  Address  information  In 
Lead-Based  Paint  Guidelines 

AGENCY:  Office  of  Assistant  Secretary  for 
Public  and  Indian  Housing,  HUD. 
ACTION:  Notice;  correction. 

SUMMARY:  This  document  updates  and 
corrects  the  address  of  a  public  agency 
in  Hawaii  that  was  incorrectly  set  out  in 
dn  appendix  to  the  Department's  April 
18, 1990  pubUshed  Lead-Based  Paint 
Interim  (Adelines.  It  has  recently  come 
to  HUD'S  attention  that  the  telephone 
number  listed  for  the  Honolulu,  Hawaii 
agency  was  that  of  a  private  individual. 
FOR  FURTHER  INFORMATION  CONTACT: 
Janice  Rattley,  Director,  Office  of 
Construction,  Rehabilitation  and 
Maintenance.  Office  of  Public  and 
Indian  Housing,  room  4138,  Department 
of  Housing  and  Urban  Development, 
451  Seventh  Street,  SW.,  Washington, 
DC  20410.  Telephone  (202)  708-1800 
(TDD:  (202)  708-0850).  (These  are  not 
toll-free  numbers.) 

SUPPt^MENTARY  INFORMATION:  On  April 
18, 1990,  the  Department  published  its 
Lead-Based  Paint  Hazard  Identification 
and  Abatement  Guidelines  (55  FR 
14556). 

Among  other  matters,  the  Guidelines 
contained  a  state-by-state  listing  of 
agencies  conducting  "Childhood  Lead 
Poisoning  Prevention  Programs  and 
Activities." 

On  page  14624  of  the  April  18, 1990 
Guidelines,  the  listing  for  the  State  of 
Hawaii  contained  an  incorrect 
telephone  number.  As  a  result  of  that 
publishing  error,  Hawaii  resident's 
private  number  was  carried  as  that  of 
the  agency,  and  this  individual  has 
received  occasional  telephone  calls 
(including  calls  originating  bom  the 
mainland  from  individuals  not  sensitive 
to  the  time  zone  difference  experienced 
in  Hawaii)  intended  for  the  agency. 

The  purpose  of  this  docxmient  is  to 
republish  the  name  and  telephone 
number  of  the  appropriate  Hawaiian 
state  agency  to  be  contacted  on  matters 
pertaining  to  childhood  lead  poisoning 
prevention  activities: 


That  agency  is:  Children  with  Special 
Needs  Branch.  Department  of  Health. 
741  Sunset  Avenue,  Honolulu.  HI 
96816,  telephone  (808)  733-9070,  Alan 
Taniquchi,  MD,  Branch  Chief. 

Individuals  and  entities  making  use  of 
HUD'S  Lead-Based  Paint  Guidelines  are 
requested  to  take  notice  of  this 
correction  contained  in  the  Published 
Guidelines. 

Dated:  January  7, 1993. 
Grady  ).  Norris, 

Assistant  General  Counsel  for  Beguiations. 
[FR  Doc  93-713  Filed  l-12-fl3:  8:45  ami 
BMXMQ  COOe  4210-a»-M 


DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 
IA2-050-93-7122-03-X218;  AZA-054-92-21 

Arizona;  Temporary  Closure  of 
Selected  Public  Lands  In  La  Paz 
County,  Arizona,  During  the  OperaUon 
of  the  1993  SCORE  Partcer  400  Off- 
Road  Vehicle  Race 

AGENCY:  Bureau  of  Land  Management 

(BLM). 

ACTION:  Notice  of  temporary  closure  of 

selected  public  lands. 


SUMMARY:  The  District  Manager  of  the 

Yuma  District  announces  the  temporary 

closure  of  selected  public  lands  under 

the  District's  administration.  This  action 

is  being  taken  to  provide  for  public 

safety  and  to  prevent  unnecessary 

environmental  degradation  during  the 

officially  permitted  running  of  the  1993 

SCORE  Parker  400  Off-Road  Vehicle 

Race. 

DATES:  January  20, 1993,  through 

January  24, 1993. 

FOR  FURTHER  INFORMATION  CONTACT: 

BLM  Rangers  Rob  Smith  or  Marie  Harris. 

or  Outdoor  Recreation  Planner  Myron 

McCoy,  Havasu  Resource  Area,  3189 

Sweetwater  Avenue,  Lake  Havasu  City, 

Arizona  86403,  telephone  (602)  855- 

8017. 

SUPPLEMENTARY  INFORMATION:  Specific 

restrictions  and  closure  periods  are  as 

follows: 

Designated  Course 

1.  The  portion  of  the  course 
comprised  of  BLM  lands,  roads,  and 
ways  south  of  the  Bill  WiUiams  River, 
east  and  north  of  Highway  72,  and  west 
of  Wenden  Road  is  closed  to  public 
vehicle  use  from  midnight  (12  a.m.) 
Wednesday,  January  20, 1993,  to  noon 
(12  p.m.)  Sunday,  January  24, 1993 
(Mountain  Standard  Time). 


i>n      Vt. 
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2.  ViludM  an  prohlbilBd 
followi^  four  WiUamMB 
one  WiUBHHM  Slady  Aim: 

a.  AZ-09»-12  {Canltar  Mauolite 

Wilderness  Area) 
k  A7i  nw  ISA  (SwaaaM  WUdeiafln  Adm) 
c.  AZ-as*-73  (Backaya  Mauaiaias 

Wildenieaa  Ana) 

d.  AZ-050-17  (East  Cactus  Plain 
Wilderness  Area) 

e.  AZ-05O-14A/B  (Cactus  Plalii 
Wilderness  Study  Afoa) 

3.  The  entire  area  encompasaed  by  IIm 
1    iiiiiilii  r    --•-" ^"- 


1  mi 

are  closed  to  all  vehidasaiioept 

authorized  and  emergency  vehicles. 

nOOBSS  TOB888  IBBQBlx  xD  xflB' 

closed  to  vehicles.  All  closed  routes  will 
be  ported  llwefiglwt  the  ckifeis  period. 

4.  Spectator  viewing  is  limited  to  two 
designated  spectstor  areas*. 

a.  South  of  Shea  Road  (approximately 
fi  nules  east  of  Pater,  Anaone}. 

b.  Bouse  Road,  also  known  as 
Swansea  Road  (ebmlt  1^  aiiles  irai^  af 
Bouse,  Arirona). 

Cainpiaig  is  allowed  oaly  in  Iha  t«r« 
designated  apaotatar  anas.  VAide 
travel  or  parking  outside  theee 
designated  locations  is  prohibited.  All 
vehicles  operated  within  these  two 
locations  shall  be  legally  registered  for 
street  and  hi^way  operation.  No  off- 
highway  vehicle  use  is  permitted  in  4w 
race  area.  Spectators  should  not  brii^ 
their  oH^-hi^way  vehicles  to  the  race  as 
this  activity  is  prohibited. 

5.  Vehicle  parking  or  skipping  aloag 
Bouse  Road.  SkeA  Road,  and  Swansea 
Road  is  pn&ibited  except  at  tlie  two 
designated  spectator  areas. 

6.  All  vehicles  operated  within 
designated  pit  areas  shall  be  legally 
registered  for  street  and  highway 
operation. 

7.  Spectators  are  not  permitted  on  the 
race  course  or  in  any  wash  located 
within  the  raoeosuna,  uidudiag  all  of 
Osborne  Wash. 

8.  Cutting  or  coHectkm  of  firewood  is 
prohibited  within  tlw  closure. 

Signs  and  naps  directing  the  put>lic 
to  the  designated  spectator  areas  %nli  be 
provided  by  the  ELM  and  the  event 
sponsor. 

The  above  restrictions  do  not  apply  to 
emergency  vehicles  and  vehicles  oitniad 
by  the  United  States,  the  State  of 
^zona,  or  La  Paz  County.  Vehicles 
under  permit  for  operation  by  event 
partidpflBts  must  laUow  die  race  pemtit 
stipulations.  Oparatan  of  pemitted 
vehioiasahatt  BaiaSaHi  a  aautHn  spaad 
limit  «f  35  fades  par  hour  «■  aJl  La  ftz 
CouiAjaadBLM  naacb  and  wajrs.  Tlus 
spaad  iiarit  iAhU  aot  appfy  to  vahidas 
entered  in  tto  mob  during  noa  day, 
Saturday,  Janaaiy  t3, 1M3. 


Authority  for  closora  afpublir  lands 
is  found  in  title  43,  Codeaf  Fadaral 
Regulations,  sufapails  8340  and  8342; 
title  43.  Code  of  Federal  Regulations, 
subpart  8360  and  subpart  8364.  §  1;  and 
title  43,  Code  of  Federal  Regulations, 
subpart  B372.  Persons  wno  violate  tiits 
closure  order  are  subject  to  airest  and. 
upon  conviction,  stay  ba  fioed  aot  more 
than  $100,000  and/or  imprisoned  for 
not  motm  tfaaa  12  montfis 

This  notice  is  published  under  tha 
authority  of  title  43,  Code  of  Federal 
RugaMtiuiis,  mvpait  S364. 

Dated:  luuiaiy  7.  laSX 
BiU  D.  Weltwa, 
Acting  Yuma  District  kfanager. 
mt  Doc.  «-ns  P«ed  ^-12-SS:  8:45  anf 
aajjNO  COR  «ii«^a>-« 


Fsmdn^^ofi  DiflMcA  Adviso^  OumncM, 

AOENCV:  Bureau  of  Land  Managament, 

Interior. 

ACTION:  Farmiflgton  District  Advisory 

Council:  notioe  of  aslablishaMBt 

SUMMARY.  This  notice  is  published  in 
accordance  with  section  9(a)(2)  of  the 
Federal  Advisory  Committee  Ac3t  of 
1972,  5  U.S.C  Appendix.  Notice  is 
hereby  given  that  the  Secretwy  of  the 
Interior  is  establishing  the  Buroau  of 
Lmd  Manegement's  (BLM)  Farmington 
District  Advisory  Council,  in  New 
Mexico.  The  purpose  of  the  Council  will 
be  to  advise  tlte  BLM  Faimington 
Distri<^  Maaager  on  the  vnious  citiaens' 
interests  concerning  the  management 
and  use  of  ti>e  public  land  resourcas 
located  within  tha  newly  created  BlIA 
FanningtoQ  District  The  Council  is 
required  by  the  Federal  Land  Policy  and 
Management  Act  of  1976,  43  U.S.C 
1739. 

The  Council  will  be  composed  of  10 
members,  who  will  be  appointed  by  and 
serve  at  the  pleasure  of  the  Secretary  of 
the  Interior.  The  initial  appointments 
will  be  for  staggerod  terms  as  follo%vs: 
Thrae  members  will  be  appointed  for  a 
1-year  tens,  three  members  will  be 
appointed  for  a  2-yaar  term,  and  four 
members  will  be  appointed  for  a  3-year 
tern.  Subsequent  mamber  appointiaeBts 
will  be  for  Z-yat  terms.  Manbets' 
eligibility  for  reappointBient  fer 
additional  terms  may  be  a^eoted  by 
ivies  astablishad  by  the  Depattseolt  of 
tkalatorior. 

Councii  mewbars  will  advise  tba 
District  Manager  on  ftoffaats  and 
policies  ooaoemisg  man^gomaaft  of  tiia 
public  iMnds  wilhia  Ibe  Faoningloa 
DiaiiioL  As  ra^MMd  by  tha  Fedanl 
Advisory  GoBuniltaa  Act,  S  U.S,C 
Appendix,  membersbip  oftbeCannn'l 


is  to  be  balanced  in  tanas  of  points  of 
view  and  funcrtions  to  be  parfomiad.  To 
achieve  this  balance,  members  will  be 
selected  hx>m  am^ng  persons  who  are 
qualified  throi^  education,  trainmg, 
knowledge,  or  experience  to  provide 
informed  advice  concerning  eight 
categories  of  interest  Electad  Official  of 
General  Purpose  Covemineiil; 
Environmantal  Prdtertion;  Non- 
Renewable  Resources;  Public-aT-Large 
Recreation;  Renewable  Resources; 
TranspoitationfRiE^t8-of-¥fay;  and 
Wildlifia. 

FOR  ifURfHeR  mformahon  COOT  act: 
ConHniltee  Manageinant  Offioar, 
Department  of  «be  loteoar.  1849  C  Stuaat 
NW..  Wttfaii^lQa,  DC  20240.  tekpboaa 
(202)  206-6182. 

Dated:  Oaoeniber  31 .  IMZ. 
Manuel  laji.  |r., 
Secretaryxjftke  Interior. 
IFR  Doc.  ^3-680  Filed  l-t2-«;  8:45  taH 

BtUiMG  COOC  4)10-1»« 


(UT-O40-Q2-4830-81J 

Cedar  Ctty  OlArlCl  Advisory  CouncH; 
Meefting 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACnON:  Notice  of 'meeting  of  the  Cedar 
City  District  Advisory  CounciL 

SUMMARY:  Notice  is  hereby  given  In 
accordance  with  Public  Law  92-463  of 
a  meeting  of  the  Cedar  Gty  District 
Advisory  CounciL  Agenda  items  will 
include  <liscussion  about  the  Dixie  and 
Escalante/Kanab  Resource  Management 
Plans,  aod  an  update  of  current  district 
activities  such  as  Warm  Springs  EIS. 
mining  claims,  North  Creek  Reservoir 
proposal,  landfill  closures,  the  Hk  Plan, 
and  desert  tortoise  activities. 

DATES:  February  18. 1993.  The  meeting 
will  be^in  at  9:30  a.m.  at  the  Cedar  City 
District  Office.  176  East  D.L.  Sargent 
Drive.  Cedar  City.  Utah. 

FOR  FUR1>1£R  fNfORMATION  CONTACT: 
District  Manager  Gordon  R.  Staker, 
Cedar  City  District,  176  East  D.L. 
Sargent  Drive,  Cedar  City,  Utah  64720. 
Telephone:  801-«86-2401. 

SUPfXLEMENTARYMFOHMATION:  Advisory 
Council  Mnntit^aia  opan  to  the  pubUc. 
Interested  peraons  oay  make  ocal 
rtatffai'gntt  or  file  wiittao  statamentt  for 
tha  Council's  cansidaration.  Anyone 
wishing  to  anka  a  statenwot  noti^  tiia 
District  idnnngw  by  Friday,  February  12. 
IflM.  A  time  haul  may  he  astabiished 
by  the  J 


Dated:  Januar 
GordoaR.Stak 

District  Manage 
[PR  Doc.  93-73; 

BNXINO  COOC  431( 

[CA-01 0-4212- 

Rnalty  Action 
LandlnAnMK 
Sacramantot 


Selected  Pub! 

Selected  PubU< 

Amador  Count 

T.  5N..  R.  IDE- 
Sea  16:  NW 
Sec.  17:  N'/il 
Sec.  32:  NEV 
Sec.  33:  NW 


Sacramento  C 
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Dated:  January  5, 1993. 
Gordon  R.  Stoker. 
District  Manager. 
[FR  Doc.  93-733  Filed  1-12-93: 8:45  am] 

BtLLMO  COOC  4910-OCHi 


[CA-010-4212-13.  CACA  312S9] 

Realty  Action;  ExctMnga  of  Public 
Land  in  Amador,  Calaveraa  and 
Sacramento  Counties,  CA 

AGENCY:  Bureau  of  Land  Management, 
Department  of  the  Interior. 
SUMMARY:  The  following  described 
pubUc  land  (surface  and  mineral  estate) 
is  being  considered  for  exchange  under 
section  206  of  the  Federal  Land  Policy 
and  Management  Act  of  1976  (43  U.S.C. 
1716): 

Selected  Public  Land 

Selected  Public  Land 

Amador  County 

T.  5N..  R.  lOE.,  M.D.M. 
Sea  16:  NWV4SWV« 
Sec.  17:  NV.NV2SEV4,  N'/iS'ANPASEVi 
Sec.  32:  NEV4SBV4 
Sec.  33:  NWV4SWV4.  SW'ANW'A 

Calaveras  County 

T.  2N..  R.  13N.,  M.D.M. 

Sec  11:  lot  14 
T.  3N..  R.  13E..  M.D.M. 

Sec.  32:  loU  23.  24.  25.  26,  27  and  28 
T.  6N..  R.  14E.  M.D.M. 
Sec.  7:  SWV«SEV4 

Sacramento  County 

T.  8N..  R.  8E..  M.D.M. 
Sea  14:  SWV4NEV4  excluding  lot  1 

Containing  270  acres,  more  or  less. 

The  selected  public  land  described 
above  is  hereby  segregated  from 
settlement,  location  and  entry  under  the 
public  land  laws  and  from  the  mining 
laws  for  a  period  of  two  years  from  the 
date  of  publication  of  this  notice  in  the 
Federal  Register. 

The  above  land  is  being  considered 
for  possible  transfer  to  a  nonprofit 
conservation  organization.  In  exchange, 
the  public  would  receive  private  land 
located  on  either  the  North  Fork  or 
South  Fork  of  the  American  River  or  the 
Merced  River,  or  marshlands  and 
waterfowl  habitat  located  in  the 
CaUfomia  Central  Valley.  This  proposal 
is  considered  to  be  in  the  public  interest 
and  is  consistent  with  current  land  use 
plans. 

SUPPt.EMENTARY  INFORMATKW:  The  above 
described  Federal  land  would  be 
transferred  subject  to  a  reservation  to 
the  United  States  for  ditches  and  canals; 
also  any  rights-of-way  of  record  would 
be  identified  as  prior  existing  rights. 
All  necessary  clearances  including 
clearances  for  archaeology,  and  rare 


plants  and  animals  would  be  completed 
prior  to  any  conveyance  of  title  by  the 
U.S. 

FOR  AOOmONAL  MFORMATXM  CONTACT: 
Contact  Mike  Kelley  at  t916)  985-4474 
or  at  the  address  Usted  below. 
ADDRESSES:  For  a  period  of  45  days  from 
publication  of  this  notice  in  the  Federal 
Register,  interested  parties  may  submit 
comments  to  the  District  Manager,  c/o 
Area  Manager.  Folsom  Resource  Area, 
63  Natoma  Street.  Folsom,  CA  95630. 
DJLSwickard. 
Area  Sfanager. 

(FR  Doc.  93-736  Filed  1-12-93;  8:45  am] 
■NJJNO  CODE  4310-«0-M 


pi>-943-4»-4210-04:  i(X-26669] 

issuance  of  Ijmd  Exchange 
Conveyance  Document;  Idaho 

AGENCY:  Bureau  of  Land  Management, 

Interior. 

ACTION:  Exchange  of  public  and  private 

lands. 


exchange.  The  values  of  the  Federal  and 
private  lands  were  equal. 

3.  The  land  acquired  by  the  United 
States  will  remain  closed  to  the  public 
land,  mining,  and  mineral  leasing  laws. 

Dated:  January  4, 1993. 
William  E.  Ireland,  Cliie^ 
Bealty  Operations  Section. 
(FR  Doc.  93-681  Filed  1-12-93;  8:45  am] 
BtLUNO  COOe  4S10-QO-M 


SUMMARY:  The  United  States  has  issued 
an  exchange  conveyance  dociunent  to 
American  Public  Land  Exchange 
Company.  Inc.  under  section  206  of  the 
Federal  Land  Policy  and  Management 
Act.  The  land  acquired  by  the  United 
States  will  remain  closed  to  the  pubUc 
land,  mining,  and  mineral  leasing  laws. 
EFFECTIVE  DATE:  January  13, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Sally  Carpenter,  BLM,  Idaho  State 
Office.  3380  Americana  Terrace,  Boise, 
Idaho,  (208)  384-3163. 

1.  In  an  exchange  made  under  the 
provisions  of  section  206  of  the  Act  of 
October  21, 1976,  90  Stat.  2756,  43 
U.S.C.  1716,  the  following  described 
lands  have  been  conveyed  from  the 
United  States: 

Boise  Meridian 

T.  4N.,  R.  18  E.. 
Sec.  18.  block  39.  lot  7,  and  block  40.  lots 

6  to  8,  inclusive,  including  vacated  alley. 
Comprising  0.52  acres  of  public  land. 

2.  In  exchange  for  these  lands,  the 
United  States  acquired  the  following 
described  land: 

Boise  Meridian 

T.  4  N..  R.  17  E., 

Sea  12,  a  subdivision  of  Tax  Lot  4807 
known  as  lot  2  of  Industrial  East 
Subdivision;  excepting  therefrom,  the 
North  71  feet 

Comprising  1.48  acres  of  private  land. 

The  purpose  of  the  exchange  was  to 
acquire  non-Federal  land  which  has 
high  public  value  for  administrative  site 
purposes.  The  public  interest  was  well 
served  through  completion  of  the 


[IO-010-03-«210-04;  101-28381] 

Exchange  of  Put>lic  and  Private  Lande; 
Elmore  County,  ID 

agency:  Bureau  of  Land  Management. 

Interior. 

ACTION:  Notice  of  Realty  Action  IDI- 

28361;  exchange  of  public  and  private 

lands  in  Elmore  County,  Idaho. 


SUMMARY:  The  following  described 
public  lands  have  been  determined  to  be 
suitable  for  disposal  by  exchange  imder 
Section  206  of  the  Federal  Land  Policy 
and  Management  Act  of  October  21. 
1976  (43  U.S.C.  1716): 

Boiae  Meridian,  Idaho 

T.  4  S.,  R.  3  E 
Sea  31:  LoU  1, 2, 3, 

Sea  32:  NWV4SWV4. 

Containing  156  acres,  more  or  less. 

In  exchange  for  the  above  described 

Smblic  lands.  BLM  will  acquire  the 
oUowing  described  private  lands  from 
Jean  M.  Smith: 

Boiae  Meridian,  Idaho 

T.  5  S.,  R.  3  E. 
Sea  9:  Lots  2  and  3. 
Containing  51.55  acres,  more  or  less. 

The  purpose  of  this  exchange  is  to 
dispose  of  public  lands  that  have,  for  a 
number  of  years,  been  operated  for 
concentrated  livestock  management 
purposes  under  the  authority  of  section 
4  of  the  Taylor  Grazing  Act.  These 
public  lands  possess  very  little  public 
resource  value,  are  difficult  and 
imeconomic  to  manage,  and  would 
better  be  managed  in  private  ownership. 
The  public  lands  will  be  exchanged  for 

Erivate  lands  lying  within  the 
oundaries  of  the  Trueblood  WildUfe 
Management  Area  that  contain 
important  raptor  and  raptor  prey 
habitat,  important  waterfowl  and 
upland  game  habitat,  important 
recreation  values,  and  riparian  habiUt 
along  over  a  Vi  mile  stretch  of  the  Snake 
River.  The  public  interest  will  be  well 
served  by  the  completion  of  this 
exchange,  as  the  consummation  thereof 
will  fulfill  the  Secretary's  Fish  and 
Wildlife  2000,  Recreation  2000,  and 
riparian  management  initiatives.  The 
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equal  vahia  basis.  As  appnisa)  has 
shown  the  laatls  to  in  tn  equal  Tsraa. 


OAVS:  for  a  period  ar4S  4ays  &MB  tka 
date  of  publication  ef  this  notice  in  the 
Federal  Register,  iateMSted  patties  may 
submit  comments  to  fhelHstrict 
Manager.  Bureau  of  Land  Management, 
Boise  District,  39t8  BerriopmeiA 
Avenue.  Boise.  Idaho  83756.  Objections 
to  uiiS  propeeel  wtii  ^e  Teneweo  "wy  T&e 
State  Director,  who  flMy  eaaftato. 
modify,  or  vacate  this  realty  actitm.  In 
tbe  abaenoeeif  any  adeatae  ceooa^ft. 
this  realty  action  will  becone  Ike  fiaai 
determination  of  the  Department  of  the 
Interior. 

FOR  RNHMEB  MIFDBMATIOM  COHTACT:  Jaha 
SulliKan,  Btuneau  Resanrm  Area  Kealty 
Specialist  at  (208)  384-J33B.  The 
EBviraDflMBtal  Assesrment  is  available 
for  review  at  ^M  aknw  address. 

StiPPLENCNTART  MPOnMTKM: 
■  Ihiblication  of  this  notice  m  the  Tederal 
Register  segregates  the  pi&Kc  lands 
from  operation  of  the  public  land  laws, 
except  the  exchange  provisions  oTthe 
Federal  Land  Policy  aad  iiiiaiiyinBatit 
Act,  and  the  mining  laws,  but  net  Ihe 
mineral  leasing  laws.  The  s^vegatrve 
effect  will  end  upon  issmnce  of  patent 
or  two  (2J  yetfs  iraffi  ihe  date  of 
publication,  whichever  occurs  first. 

Lands  to  be  tiansfarred  bom  the 
United  Steles  will  be  subject  to  the 
following  reservations,  terms,  and 
conditions: 

Excepting  and  Reserving  to  the  United 
States:  1.  A  right-of-way  thereon  for 
ditches  or  canals  constructed  by  the 
authority  of  the  United  States,  Act  of 
Augiot  30, 1890  <43  U.S.C  MS). 

Suhjet^  To:  2.  Those  ri^rts  for  electric 
powerQne  Bne  pui  poses  granted  to 
Idaho  Pewet  Company,  its  successors  or 
assigns,  by  Ri^t-of-Way  Mo.  BL- 
054697.  xmder  the  Act  of  Kferdi  4. 1911 
(43  U.S.C  961). 

3.  Those  rights  for  irrigation  canal 
purposes  granted  to  the  Snake  River 
Irrigation  District,  its  successors  or 
assigns,  by  K^t-of-Way  No.  ID1-03816, 
under  the  Act  of  March  3. 1891  (43 
U.S.C  946-931)  as  amended. 

4.  Those  rights  for  buried  telephone 
cable  purposes  granted  to  Gem  State 
Utilities  Ckirporation,  its  successors  or 
assigns,  b^  Right-of-Way  No.  IDI-16430, 
under  the  Act  of  October  21. 1976  (43 
use  17fil^ 

Dated:  Jiai—ii  4.  MP. 

J. 

District  i 

PH  Doc  «^6«2  Wed  1-1S-93:  «:«5  ami 


Colorado:  FUing  Of  Plata  Of  Survay 

DeoaBilisr  18. 19BZ. 

The  plats  of  survey  oTibe  feVowiqg 
described  land,  will  be  officieny  filed  in 
the  Cdtyndo  State  Office,  Bureamrf 
Loid  Management,  Lttewood. 
Colorado,  effective  19  ajn.,  Decenfber 
18,1992.  

Tin  plat  (in  three  jaeets)  lepfesenttng 
the  dependent  fesurvey  <>f  portions  of 
the  Twelfth  Auxiliary  Guide  Meridian 
West  (east  boundary),  south  aid  north 
boundwiaa.  aabdiridflaid  hoes,  and 
certain  claim  lines,  and  theaubdiviuaa 
of  certain  sections.  T.  2  N..  R.  101  W., 
Sixth  Principal  Meridian,  Colorado. 
Group  No.  851,  was  accepted  October 
20, 1992. 

The  plat  (in  feur  sheets}  representing 
the  dependent  resurvey  of  (he  north 
bouadary.  pertionB  «f  the  sididiviBitnial 
lines,  and  certain  claim  lines,  and  the 
subtbviatoa  af  oaHHin  sect  fair,.  T.  2  N^ 
R.  100  W.,  Sixth  Principal  Meridian. 
Colorado,  Group  No.  ttSl,  %ras  accepted 
November  Z3, 1992. 

The  plat  representing  the  dependent 
resurvey  of  a  portion  of  certain  mineral 
claims  in  section  23,  T.  3  S.,  R.  73  W.. 
Sixth  Principal  Meridian,  Colorado, 
Group  No.  1002,  was  accepted 
November  17. 1992. 

Tbeee  surveys  were  executed  to  meet 
certain  adaoinistratiro  needs  cS  ^m 
Bureaa. 

The  plat  lepresentiDg  the  d^Madent 
resurv^  of  a  portion  m  the  Elwecth 
Standard  Parallel  North  (souih 
bounday.  T.  45  N.,  R.  13  WJ.  portions 
of  the  south  *vi  west  bonadaries,  and 
the  subch visional  lines,  the  subdivisian 
of  certain  esctions,  and  the 
remonunenlatioB  of  oertaiB  origtaal 
comers,  T.  44  N.,  R.  13  W.,  New  Mexioo 
Principal  Meridian,  Colorado,  Group 
Nos.  449  and  937,  was  accepted  October 
29. 1992. 

The  plat  (in  two  sheets)  representing 
the  dependent  resurvey  of  portions  of 
the  subdivisional  lines  and  Mineral 
Survey  Numbers  20734  and  20797,  and 
the  surrey  of  the  east  and  west  center 
line  of  section  18,  T.  11  N.,  R.  79  W., 
Sixth  Principal  Meridian,  Colorado. 
Group  No.  870,  was  accepted  November 
23,1992. 

The  plan  representing  the  dependent 
resurvey  of  a  portion  of  the  Cc^orado- 
Wyoming  State  Boundary  from  the 
113th  to  the  115th  mile  post  and  a 
portion  of  the  subdivisional  lines,  and 
the  subfiviaon  of  section  23  and  26  of 
Fractional  T.  12  N.,  R.  79  W.,  Sfarth 
Principal  Meriifian.  QoHarada  Group 
No.  870.  was  accepted  November  23, 
1992. 


The  plat  represeBtiBg  Ae  i 
resiuvey  of  a  portion  of  the 
subdivisional  lines  and  thai 
of  sedioM  96aMd  17.T.  8  S,  St  74  Mf... 
Sixth  Principal  Meridiaa.GilBaado. 
Group  Na  940.  was  accepted  November 
13. 1992. 

The  plat  represenlSng  (he  dependent 
resurv^  Af  yactioia  «f  iha  Ba«  Una 
(south  boMaidaryi.  subdivisioDal  iliaea. 
and  certain  treats,  and  theaabdivieior 
of  section  28.  T.  1  N.,  R.  82  W.,  Sixth 
Priadpal  MerMKen,  Gelerade.  Oeop 
No.  951.  was  accepted  November  13, 
1992. 

llMse  aorwcys  w«ee  eaecalad  ta  meat 
certain  adaataiietaatiee  aeeds  af  ihe  US. 
Forest  Service. 

The  plat  repteseatog  the  depwrfent 
resurvey  of  portions  of  the  south  and 
east  boundaries,  subdivisioaal  lines, 
and  the  subdivision  of  certain  sections, 
T.  34  N.,  R.  10  W.  (South  trf the  «le 
Line),  New  Mexico  Principal  Meririinn. 
Colorado,  Group  No.  903.  was  accepted 
December  1,1992. 

This  snrvay  waseaecQted  to  aaeet 
certain  administrative  aeeds  ef  the 
Bureau  of  fodian  AfEairs. 

The  plat  (in  two  sheets)  represenli^g 
the  dependent  resurvey  of  portions  of 
the  Ute  Base  Line  (south  boundary.  T. 
1  N.,  R.  2  W.,  Ute  MeridianJ.  the 
subdivisional  lines,  and  the  Cokuado 
National  Monument  Boandair,  tha 
subdivision  of  sections  21  aad  27,  and 
the  metes-and-bounds  survey  of 
National  Park  Service  Land  in  sections 
17,  21,  and  27,  Fractional  T- 11  S„  R. 
101  W.,  Sixth  Principal  Meridian. 
Colorado,  Group  No.  987,  was  accepted 
November  13,  t9«2. 

This  survey  was  execeted  to  laaet 
certain  administraitive  needs  of  the 
National  Park  Service. 

All  inquiries  about  ihis  land  shoaJd 
be  sent  to  the  Colorado  Stale  (Nfice, 
Bureau  of  Land  Management,  2t50 
Youngfield  Street,  Lalwwood,  Colorado, 
80215. 

HenerLGasoa, 

Acting  Chief.  CadastraJ  Surveyor  for 
Colorado. 
|FR  Doc.  93-739  FUed  1-12-93;  8:45  ami 
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[IO-043-421(V4«:  IOI-14M81 

Proposed  Continuation  of  Wlthdraaial; 
Idaho 

AGENCY:  Biireau  of  Land  Management, 

Interior. 

AcnON:Notica 

SUMlMnr:  TlwIhirBau  ofLand 
Managemant  proposes  ^let  a  2709.39 
acre  wtthdrawsA  ha  Powersite 
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Classificatkin  No.  435,  cantinue  farsn 
additional  twenty  years.  The  land  is  still 
needed  for  watarpower  purposes.  These 
lands  will  remain  cloaed  to  suifKe 
entry,  but  have  be«i  and  will  remain 
open  to  mineral  leasing  and  mining. 
EFffiCnvE  DATE:  Comments  should  be 
received  within  90  days  of  the  date  of 
publication  of  this  notice. 
FOR  FURTHER  XTORMATIOM  CONTACT? 
Lanry  R.  Lievsay,  Idaho  State  OfBce, 
BLM,  3380  Americana  Terrace,  Boise, 
Idaho  83706,  (208)  384-3166. 

The  Bureau  of  Land  Management 
prqposes  that  the  existing  land 
withdrawal  made  by  the  U.S.  Geological 
Survey  Ordw  dated  August  16, 1955.  be 
continued  for  a  period  of  20  years 
pursuant  to  Section  204  of  the  Federal 
Land  Policy  and  Management  Act  of 
1976. 90  StaL  2751;  43  U.S.C  1714. 
insofer  as  it  affects  the  foUowing 
described  land: 

BeiaeMiridiaB 

T.  1S..R.2W.. 

Sec  25.  NViiSWi^  and  SWViSBVi: 

Sec.  28.  lots  6  and  7; 

Sec.  33,  NEViNBV^ 

Sea  34,  SEViNB^  and  NW%NWVi. 
T.  2  S..  R.  1  E.. 

Sec.  18,  NWV^NEVi. 
T.  3  S..  R.  1  B.. 

Sec.34,B^6NBV^ 
T.3S..R.2E.. 

Sec  31.  lots  2, 3  aad  6. 
T.  4  S.,  R.  2  B., 

Sec4.SVhSW%; 

Sec  5,  lots  4  and  8  and  SBV^SBMi: 

Sec  6.  lots  2. 5  and  6: 

Sec.  8.  lots  1. 2  and  4: 

Sec  9.  lots  1  to  8  Inchishie: 

Sec.  10.  lots  3. 4. 7  and  8: 

Sec  26.  lot  5. 
T.  4  S..  R.  3  E. 

Sec  31,  ^</iNB%. 

Sec  9,  lots  1  and  4. 
T.  5  S.f  R.  8  D.p 

Sea  32.  lot  1; 

Sea  33,  lot  1  and  SB%SW%. 
T.  6  S..  R.  8  B., 

Sec  1,  lots  10  and  11; 

See.  2,  lot  7; 

Sec  4.  lots  4. 5. 8  snd  9; 

Sea  5.  lot  1; 

Sea  14  NW%. 
X*  5  S.,  K.  9  K., 

Sea  26,  lots  2  to  4  indusive;  sea  27, 
NE%SB\4: 

Sea  31.  SEVtNWVb: 

Sea  32,  lot  6: 

Sec  33.  loU  2  to  8  inclusive; 

Sea  34,  lots  3  and  4. 
T.  5  S..  R  10  R. 

Sea  21,  lots  2  and  3; 

Sea  22,  lot  la 
T.  6  S..  R.  10  B., 

Sec  6.  lots  1  and  2. 

The  areas  described  aggpegals  2788.39 
acres  in  Ada.  Elmore  and  Owyhee  Counties. 

The  withdrawal  is  eesential  for 
protectioo  of  potential  wataipuwei 


development  The  existing  withdrawal 
closes  the  described  land  to  surisce 
entry  but  not  to  mineral  leasing  and 
mining.  No  diange  in  the  segregative 
effect  at  use  of  t^  land  is  proposed  by 
this  action. 

For  a  period  of  90  days  from  the  date 
of  publication  of  this  notice,  all  persons 
who  wish  to  submit  comments  in 
connection  with  the  proposed 
withdrawal  ccmtinuation  may  present 
their  views  in  writing  to  the  Idaho  State 
Director  at  the  above  address. 

The  authorized  officer  of  the  Bureau 
of  Land  Management  will  imdertake 
such  investigations  as  necessary  to 
determine  the  existing  and  potential 
demand  for  the  land  and  its  resources. 
A  report  wdll  also  be  prepared  for 
omsideration  by  the  Seaetary  of  the 
Interior,  the  PrMident  and  Ccoigress. 
who  will  determine  whether  or  not  the 
withdrawal  will  be  continued;  and  if  so. 
for  how  long.  The  final  determination  of 
the  withdrawal  will  be  published  in  the 
Federal  Register.  The  existing 
writhdrawal  will  continue  until  such 
determination  is  made. 

Dated:  January  S.  1903. 
William  E.Iralaad, 
Chie/.  Aeoity  ppsratioiis  Sectioa. 
(PR  Doc  93-884  Filed  1-12-43;  8:45  am] 


Btireau  of  RadwfMtlon 

Rhrer  MainterMnct  Program  for  tlM  Rio 
Grande,  rai 

AGENCY:  Bweau  of  Reclamation, 
Interior. 

ACTION:  Notice  of  availabiHty  of  draft 
supplement  to  the  final  environmental 
impisct  statement  (Dfttft  Supplement): 
DES-93-02. 

StIMIIARY:  Pursuant  to  section  102(2X0 
of  the  National  Environmental  Poliqr 
Act  of  1969,  as  amended,  the  Bureau  of 
Reclamation  (Reclamation)  has  prepared 
a  draft  supplement  to  the  1977  final 
environmental  imptkct  statement  on  a 
reformulated  river  maintenance  program 
within  the  Rio  &ande  floodway.  The 
proposed  maintenance  program  consists 
of  6  broadbased  alternatives  for  river 
channel  maintenance,  based  on  10 
distinctive  morphological  reeches  of  the 
Rio  Grande. 

DATES:  A  60-day  public  review  period 
begins  with  the  publication  of  this 
notice.  Written  comments  on  the  Draft 
Supplement  may  be  submitted  within 
the  60-day  review  period  (by  March  15, 
1993)  to  die  Regional  Director  or 
Projects  Mannar  at  the  addresses 
below. 


ADDRESSES:  Single  copies  (rf  the  Draft 
Supplement  may  he  raquaafead  from 
Reclamation's  oCBoas  at  the  addresses 
below. 

Copies  of  the  Draft  Supplement  are 
available  for  inspection  at  the  following 
locations: 
Regional  Director.  Bureau  of 

Reclamatian.  Attention:  UC-700, 

Federal  Building.  125  South  SUta 

Street.  Sah  Lake  City  UT  84138; 

telephone:  (801)  524-5517. 
Biireau  of  Reclamation,  Denver  Office 

Library.  Denver  Federal  Center.  6th 

and  Kipbng.  Building  67.  room  167, 

Denver  CO  80225;  telephoDK  (303) 

236-6963 
Projects  Managsr.  Bureau  of 

Reclamatian.  Attantioo:  ALB-150. 

505  Marquette  NW,  Suite  1313. 

Albuquerque  NM  87102-2162; 

telephone:  (505)  766-1753 
Bureau  of  Reclamation.  Techaical 

Liaison  IKvisiaa.  U.S.  Depaitmant  of 

die  Intanor,  1849  C  Streets  NW.. 

Washington  DC  20240;  telephone: 

(202)343-4662 
Middle  Rio  Grande  Consarvancy 

District.  193  Second  Street  SW.. 

Albuquarqua  NM  87130;  telephone: 

(505)  247-0234 

libraries 

Albuquerque  dty  Ufanriee: 

Main  Litnary,  501  Coppar  Avanaa 
NW. 

Ema  Ferguson.  3700  San  Mateo 
Boulevard  NE. 

Ernie  Pyle.  900  Giiard  Boulevard  SE. 

Esperanza.  5600  B^Mtana  Drive  NW. 

Juan  Tabo.  3407  Juan  Tabo  Boulevard 
NE. 

Lomas  and  Tramway.  908  Eastridge 
Drive  NE. 

Los  Griegos,  1000  (kiegos  Road  NW. 

San  Pedro,  5600  Trumbull  Avenue 
SE. 

South  Valley,  Bernalillo  County.  3906 
Isleta  Boulevard  SW. 

Taylor  Ranch.  5700  Bognt  Street  NW. 
University  of  New  Mexico  Library. 

Albuquerque,  New  Mexico 
New  Mexico  State  University,  Las 

Cruces,  New  Mexico 
FOR  FURTNER  WTORMATIOM  CONTACT: 
Mr.  William  E.  Burleigh  (Activity 
Manager,  Albuquerque  Prefects  Office), 
telephone:  (505)  766-2518. 
StJPPLBIISfTARV  MFORMATKM:  Under  the 
reformulated  river  maintenance 
program,  river  chumel  maintenance 
wrilfbe  dasigned  and  constructed  based 
on  the  hydrologic  characteristics  of  the 
Rio  Grande  and  take  into  account  the 
environmental  values  assodsted  with 
eedi  reach.  Future  mitigation  measures 
will  be  addressed  on  a  site-qpecific  basis 
based  on  "best  management  {wactfces." 
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Dated:  December  10. 1992. 
Kathy  E  Gordon. 
Deputy  Assistant  Commissioner 
Administration. 

(FR  Doc  93-782  Filed  1-12-93;  8:45  am) 
MLUNQ  COM  4>1»-0MI 


National  Perk  Servica 

National  Register  of  Historic  Places; 
NHL  Boundaries 

January  4. 1993. 

The  National  Park  Service  has  been 
working  to  establish  boundaries  for  all 
National  Historic  Landmarks  for  which 
no  specific  boundary  was  identified  at 
the  time  of  designation  and  therefore  are 
without  a  clear  delineation  of  the 
amount  of  property  involved.  The 
results  of  such  designation  make  it 
important  that  we  define  specific 
boundaries  for  each  landmark. 

In  accordance  with  the  National 
Historic  Landmark  program  regulations 
36  CFR  part  65.  the  National  Park 
Service  notifies  owners,  public  officials 
and  other  interested  parties  and 
provides  them  with  an  opportunity  to 
make  comments  on  the  proposed 
boundaries. 

The  60-day  comment  period  on  the 
attached  National  Historic  Landmark 
has  ended,  and  the  boundaries  have 
been  established.  Copies  of  the 
documentation  of  the  landmark  and  its 
boundaries,  including  maps,  may  be 
obtained  from  Jerry  L.  Rogers.  Associate 
Director.  Cultural  Resources,  and 
Keeper  of  the  National  Register  of 
Historic  Places.  National  Park  Service, 
P.O.  Box  37127.  Washington.  DC  20013- 

7127.  Attention:  Chief  of  Registration 

(Phone:  202-343-9536). 

Carol  0.  Shall. 

Chief  of  Begistration.  National  Fegisterof 

Historic  Places.  Interagency  Resources 

Division. 
Boundaries  established  for  Chilkoot 

Trail  and  Dyea  National  Historic 

Landmark.  Taiya  River  Valley,  Alaska; 

designated  a  Landmark  on  June  16. 

1978. 

Beginning  at  Bench  Mark  "Lame"  in 
T28S  R59E.  Cooper  River  Meridian 
(CRM),  thence  in  a  northerly  direction 
along  a  line  one-half  mile  east  of  the 
center  of  the  Taiya  River  to  a  point  on 
the  U.S.  Canadian  Border  one-half  mile 
southeast  of  Monument  120  in  T25S. 
R60E.  CRM.  thence  northwest  along  the 
U.S. -Canadian  border  for  a  distance  of 
one  mile,  thence  in  a  southerly  direction 
along  a  hne  one-half  mile  west  of  the 
center  of  the  Taiya  River  to  a  point  due 
west  of  Bench  Mark  "Lame."  thence  due 
east  to  Bench  Mark  "Lame."  Where  the 
Taiya  River  has  more  than  one  channel 


running  side-by-side,  the  "center"  of  the 
river  is  the  center  of  the  easternmost 
channel  for  purposes  of  the  eastern 
boundary  line  of  this  description  and 
the  "center"  of  the  river  is  the  center  of 
the  westernmost  channel  for  purposes  of 
the  western  boundary  line  of  this 
description. 

jFR  Doc.  93-724  Filed  1-12-93;  8:45  ami 
MLUNO  COOC  4310-70-M 


Uttle  Bighorn  National  Monument 
Advisory  Committee 

AGENCY:  National  Park  Service. 

Department  of  the  Interior. 

i^CnON:  Notice. 

SUMMARY:  The  Secretary  of  the  Interior 
is  soliciting  nominations  to  serve  on  the 
Little  Bighorn  National  Monument 
Advisory  Committee.  Pursuant  to  Public 
Law  102-201.  the  purpose  of  the 
Committee  is  to  advise  the  Secretary  on 
matters  pertaining  to  a  memorial 
honoring  the  Indian  participants  at  the 
Battle  of  the  Little  Bighorn. 
DATES:  All  nominations  should  be 
submitted  on  or  before  February  12. 
1993. 

ADDRESSES:  Nominations  should  be  sent 
to:  Victoria  E.  Barrios.  Director.  Boards 
and  Commissions.  U.S.  Department  of 
the  Interior.  18th  and  C  Streets.  NW.. 
Washington.  DC  20240.  All  nominations 
should  be  accompanied  by  complete 
biographical  and  professional 
information,  and  include  home  and 
business  addresses  and  telephone 
numbers. 

FOR  FURTHER  INFORMATION  CONTACT: 
Bernard  Pagan.  National  Park  Service. 
U.S.  Department  of  the  Interior.  18th 
and  C  Streets,  Washington.  DC.  A  copy 
of  the  charter  for  this  Committee  is 
available  upon  request. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  Public  Law  102-201.  the  Secretary  of 
the  Interior  will  design,  construct,  and 
maintain  a  memorial  at  the  Little 
Bighorn  Battlefield  National  Monument 
to  honor  the  Indian  participants  in  the 
battle.  Also  pursuant  to  Public  Law 
102-201.  the  Secretary  has  established 
the  Little  Bighorn  Battlefield  National 
Monument  Advisory  Committee.  The 
purpose  of  the  Committee  is  to  provide 
advice  to  the  Secretary  to  ensure  that 
the  memorial  is  appropriate  to  the 
Monument,  its  resources  and  landscape; 
sensitive  to  the  history  being  portrayed; 
and  artistically  commendable.  Also,  the 
Secretary  will  consult  with  the 
Committee  on  the  selection  of  the  site 
for  the  memorial  and  on  a  national 
design  competition  to  select  the  design 
of  the  memorial. 


Public  Law  102-201  stipulates  that 
the  Committee  shall  be  composed  of  11 
members  appointed  by  the  Secretary:  6 
individuals  representing  Native 
American  tribes  who  participated  in  the 
Battle  of  the  Little  Bighorn  or  who  now 
reside  in  the  area,  2  individuals  who  are 
nationally  recognized  artists,  and  3 
individuals  knowledgeable  in  history, 
historic  preservation,  and  landscape 
architecture.  Through  this  notice,  the 
Secretary  is  soliciting  nominations  for 
any  of  the  appointments  from  interested 
organizations  or  individuals. 
Manuel  Lufan.  |r.. 
Secretory  of  the  Interior. 
IFR  Doc.  93-747  Filed  1-12-93;  8:45  am] 

BIUJNO  CODE  431»-7»-M 


Grand  Canyon  National  Park;  Colorado 
River  Running  Services 

SUMMARY:  The  National  Park  Service  is 
seeking  parties  interested  in  applying 
for  contracts  to  operate  river  running 
services  for  park  visitors  on  the 
Colorado  River  within  Grand  Canyon 
National  Park.  Existing  contracts  are 
expiring.  Eighteen  separate  contracts  are 
to  be  awarded. 

SUPPLEMENTAL  INFORMATION:  It  is 
expected  that  within  sixty  (60)  days  the 
National  Park  Service  will  issue  a 
Prospectus  describing  the  terms  and 
conditions  that  will  apply  to  applicants 
for  the  above  contracts.  Parties 
interested  in  making  such  applications 
should  contact  Ms.  Teresa  Jackson. 
Division  of  Concession  Pro^gram 
Management.  Western  Regional  Office. 
(415)  744-3981  (fax  telephone  number 
(415)  744-3951)  to  place  themselves  on 
the  mailing  list  for  the  Prospectus. 

Dated:  November  23. 1992. 
Lewis  Albert. 

Acting  Begional  Director.  Western  Region. 
IFR  Doc.  93-746  Filed  1-12-93;  8:45  am] 

BttXINC  COOE  4310-TO-M 


INTERNATIONAL  TRADE 
COMMISSION 

Certain  Cutting  Tools  for  Flexible 
Plastic  Conduit  and  Components 
Thereof;  Notice  of  Designation  of 
Additional  Commission  Investigative 
Attorney 

pnvestigation  No.  337-TA-344J 

Notice  is  hereby  given  that,  as  of  this 
date,  Alesia  M.  Woodworth.  Esq.  and 
Gabrielle  Siman.  Esq.  of  the  Office  of 
Unfair  Import  Investigations  are 
designated  as  the  Commission 
investigative  attorneys  in  the  above- 
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dted  investigation  instead  of  Gafarielle 
Siman.  Esq. 

The  Secretaiy  is  requested  to  puUish 
this  Notice  in  the  Federal  Register. 

Dated:  January  6. 1993. 
Lyna  L  Leviae. 

Director.  OfpC9  of  Unfair  bnport 
Investigatkm*. 
(FR  Doa  93-753  Pikd  1-12-93;  8:45  am) 


Pnvestigelione  Nee.  70t-TA-t14*f««gK 
317  (Finel)  and  kweeMgeiene  Nee.  73t-TA- 
S52  through  S6((Flneqil 

Caitaln  HoMMtod  Lead  and  Blamulh 
CartMMi  Slaal  Products  From  Brazil, 
Franca,  Germany,  and  the  United 
Kingdom 

AOENCV:  United  States  international 

Trade  Commission. 

ACnON:  Revised  schedule  for  the  sub{ect 

investigations. 

EFFECTWC  DATE:  December  30. 1992. 
FOR  RIRTHCR  WfOnmTlOW  COffTACTi 
Jim  McChue  (202-205-3191).  Office  of 
Investigations,  U.S.  IntematicRial  Ttede 
Commissicm.  500  E  Street  SW.. 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  ooDtacting 
the  Commission's  TDD  teiminel  oo  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 
SUPPLEMENTARY  INFORMATION:  On 
November  2, 1992.  and  November  13. 
1992.  respectively,  the  Commiasian 
instituted  the  subject  investigations  and 
established  a  schedule  for  their  conduct 
(57  FR  54607,  Nov.  19. 1992  and  57  FR 
58220,  Dec.  9. 1992).  Subaequently,  on 
December  28. 1992.  the  Department  of 
Commerce  advised  the  Commission  it 
was  exteiKling  the  date  for  its  final 
determinations  in  the  investigations 
concerning  France.  Germany,  and  the 
United  IGngdom  from  January  11, 1993 
to  January  19, 1993.'  1^  Commission, 
therefore,  is  revising  its  schedule  in  the 
investigations  to  confmm  mth 
Commerce's  new  schediUe. 

The  Commission's  new  schedule  for 
the  investigations  is  as  follows:  requests 
to  appear  at  the  hearing  must  be  filed 
with  the  Secretary  to  the  Commission 
not  later  than  January  19. 1993;  the 
prehearing  conference  will  be  held  at 
the  U.S.  International  Trade 
Commission  Building  at  9:30  a.m.  on 


January  22, 1993;  the  pfri>eering  steff 
report  will  be  frfeoed  in  the  nonpidrfic 
record  on  January  15. 1993;  the  deedUne 
for  filing  preheering  briefi  is  January  26, 
1993;  the  heeiing  wiU  be  held  at  the 
U.S.  bitemationel  Tndm  Commission 
Building  at  9:30  a.m.  on  February  2, 
1993:  anid  the  deadline  for  filing 
poatheering  bried  is  February  10, 1993. 

For  further  information  csDoeining 
these  investigations  see  the 
Commission's  notice  of  investigation 
dted  above  and  the  Conmiissitm's  Rules 
of  Practice  and  Procedure,  pert  201, 
subparts  A  through  E  (19  CFR  part  201), 
and  part  207.  sut^Mits  A  and  C  (19  CFR 
part  207). 

AuBMnljr:  TDMe  iiiMMligatKMS  are  being 
conductwi  underautbority  of  te  Tulff  Ad 
of  1930,  title  VIL  This  aotke  is  pubtMwd 
pursuant  to  §  207.20  of  the  Commission's 
rules. 

Issued:  January  7. 1993. 

By  order  of  tiM  Conimissiaik. 
PaulR.1 


Acting  Secretary. 

iFR  Doc  93-756  Filed  1-12-93;  8.-45  am] 


'  Commerce  is  icbeduled  to  make  its  final 

determinations  In  the  investigations  concerning 
Brazil  by  January  25, 1993. 


Pnvestigelion  Ne.  337-TA-337] 

Certain  Integrated  Circuit 
Taiacommunicatlon  Cnlpa  and 

Dialing  Appaiattia;  None*  of 
Commiaaion  Datennlnalion  Not  To 
Review  an  InWal  Datorminalion  rlndMg 
a  Reapondent  in  Default 

AGENCY:  U.S.  International  Trade 

Commission 

ACTION:  Notice 

SUMMARY:  Notice  is  hereby  given  that 
the  U.S.  Intematicmal  Trade 
Commission  has  determined  not  to 
review  the  presiding  administrative  law 
judge's  initial  determination  (ID)  in  the 
above^aptioned  investigation  finding 
respondent  Kingtel  Telecommunication 
Corp.  ("ICingtel"]  in  default,  and  that 
Kingtel  has  thereby  waived  its  right  to 
appear,  to  be  served  with  documents, 
and  to  contest  the  allegations  in  issiie  in 
this  investigation. 
FOR  FURTHER  INFORMATKM  CONTACT. 
Matthew  T.  Bailey,  Esq.,  Office  of  the 
General  Counsel,  U.S.  International 
Trade  Commission,  telepbcme  202-205- 
3108. 

SUPPLEIKNTARY  INFORMATION:  On 
September  22. 1992.  the  presiding 
administrative  law  Judge  (ALJ)  issued  an 
order  (Order  No.  70)  giving  Kingtel  until 
October  1, 1992,  to  show  cause  why  it 
should  not  be  found  to  be  in  default. 
Kingtel  failed  to  respond  to  that  order. 
On  December  10, 1992,  the  ALJ  issued 


an  ED  finding  Kinglel  to  be  in  deisnlt 
and  to  have  wrived  its  right  to  sfmear, 
to  be  served  with  documents,  aiKl  to 
contest  the  ellegatiaos  in  issue  in  tiiis 
investigation. 

This  action  is  taken  under  the 
avtbority  of  sectioB  337  of  the  Tariff  Act 
of  1930.  IS  VJ&XL  1337.  and  f  210.53  of 
the  Commission's  Inlarim  Rules  of 
Practice  and  Procedar*.  19  CFR  210.53. 

Copies  of  the  ID  and  all  otbsr 
nonconfidential  documents  filed  in 
connection  with  this  investigation  era 
availdtle  for  inspection  during  officisl 
business  hours  (8:45  sjn.  to  5:15  pja.) 
in  the  Office  of  the  Secretary.  U.S. 
Intemstionel  Trede  Commission.  500E 
Street  SW..  Wsshii^on.  DC  20436. 
telephone  202-205-3000.  Heering- 
impaired  persons  are  advised  that 
information  on  the  natter  can  be 
obtained  by  contenting  the 
Commission's  TDD  terminal  on  202- 
205-1810. 

Issued:  January  7, 1993. 

By  order  of  the  Cnmrntsskw 
Paol  R.  Bardoa, 
Acting  Secretary. 

fPR  Doc.  93-7S5  Filed  1-12-93;  8;45  am} 
SNJJNQ  oooc  7oao-oa-M 

PnvestiQstion  No.  337-TA-3411 

Certain  Static  Random  Accaaa 
Memoriaa,  Componanta  Thereof,  and 
Producta  Containing  Same; 
Commiaaion  Oetarmination  not  to 
Review  an  Initial  Datarminallon  FliKling 
a  Raapondara  in  D^auR 

AGENCY:  Intemetional  Trade 

Commission. 

ACnON:  Notice. 

SUMMARY:  Notice  is  hereby  given  that 
the  U.S.  Intemeti<Mial  Trade 
Commission  hes  determined  not  to 
review  the  presiding  administrative  law 
judge's  (ALJ's)  initial  determination  (ID) 
in  the  aboveKXptimied  investigation 
finding  respmident  Micro-Comp 
Industries  ("Micro-Comp")  in  default, 
and  that  MicroOxnp  hM  thereby 
waived  its  right  to  appear  and  to  cmitest 
the  allegations  in  issue  in  the 
investigsticHi. 

FOR  FURTNER  aiFORMATION  CONTACT: 
Matthew  T.  Bailey,  E^..  Office  of  the 
General  Cotmsri.  U.S.  International 
Trade  Commission,  telephone  202-205- 
3108. 

SUPPLBNENTARY  MFORMATION:  On 
November  19. 1992.  the  ALJ  issued  an 
order  (Order  No.  1)  giving  Micro-Comp 
until  December  1, 1992,  to  show  cause 
why  it  should  not  be  held  in  default. 
Micro-Comp  did  not  respcmd  to  that 
order.  On  Decembm-  3. 1992.  the  ALJ 
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issued  an  ID  (Order  No.  3)  finding 
Micro-Comp  in  default.  In  doing  so.  the 
ALJ  found  that  Micro-Comp  had  waived 
its  right  to  appear  and  to  contest  the 
allegations  at  issue  in  the  investigation. 

This  action  is  taken  under  the 
authority  of  section  337  of  the  Tariff  Act 
of  1930. 19  U.S.C.  1337.  and  $  210.53  of 
the  Commission's  Interim  Rules  of 
Practices  and  Procedure.  19  CFR  210.53. 

Copies  of  the  ID  and  all  other 
nonconfidential  documents  filed  in 
connection  with  this  investigation  are 
available  for  inspection  during  official 
business  hours  (8:45  a.m.  to  5:15  p.m.) 
in  the  Office  of  the  Secretary,  U.S. 
International  Trade  Commission,  500  E 
Street  SW..  Washington,  DC  20436, 
telephone  202-205-3000.  Hearing- 
impaired  persons  are  advised  that 
information  on  the  matter  can  be 
obtained  by  contacting  the 
Commission's  TDD  terminal  on  202- 
205-1810. 

Issued:  January  6, 1993. 

By  order  of  the  Commission. 
Panl  R.  Bardos, 
Acting  Secretary. 
|FR  Doc  93-754  Filed  1-12-93;  8:45  am) 

WUJNQCOOC 


INTERSTATE  COMMERCE 
COMMISSION 

[Finanea  Dodwl  No.  32207] 

AlbMiy  Bridg*  Co^  Inc.;  AcqulsKlon 
and  OfMratlon  Examplion.  South 
Carolina  Cantral  Railroad  Co.,  Inc.,  d/ 
b^  Georgia  Graal  Southam  Division 

Albany  Bridge  Company,  Inc.  (ABC), 
A  non-carrier,  has  filed  a  verified  notice 
under  49  CFR  part  1150  subpart  D— 
Exempt  Transactions  to  acquire  and 
operate  a  railroad  bridge  and  related 
track  from  South  Carolina  Central 
Railroad  Company,  Inc.,  d/b/a/  Georgia 
Great  Southern  Division  (GGS).  The 
railroad  bridge  (about  3470  feet  in 
length)  and  related  track  are  located 
between  the  point  of  switch  at  track 
chaining  station  5473+20  and  track 
chaining  station  543+50  of  GGS' 
mainline  track  in  Albany,  Dougherty 
County,  GA.  These  rail  properties  are 
currently  used  by  GGS  to  enter  the  rail 
yard  of  Gulf  and  Ohio  Railways,  Inc.,  d/ 
b/a/  Atlantic  k  Gulf  Railroad  (A&GA),  to 
interchange  with  A&GR.  The  exemption 
became  effective  December  22, 1992, 
and  the  parties  expect  to  consummate 
the  transaction  on  or  after  that  date.' 


As  part  of  the  agreement  between  the 
parties.  GGS  will  retain  a  perpetual  right 
to  use  the  property  to  continue 
interchanging  traffic  with  A&GR.  In 
addition,  CSX  Transportation,  Inc., 
currently  has  trackage  rights  over  the 
GGS  segment  to  be  acquired  by  ABC. 
GGS  will  assign  the  trackage  rights 
agreement  to  ABC  when  the  transaction 
is  consummated. 

This  proceeding  is  related  to  Finance 
Docket  No.  32208,  H.  Peter  Claussen 
and  Linda  C.  Claussen— Continuance  in 
Control  Exemption— Albany  Bridge 
Company,  Inc.,  wherein  H.  Peter 
Claussen  and  Linda  C.  Claussen, 
noncarrier  individuals,  concurrently 
have  filed  a  petition  for  exemption  to 
continue  to  control  ABC  and  three  other 
rail  carriers  on  ABC's  becoming  a 
carrier.' 

Also  concurrently  filed,  in  Finance 
Docket  No.  32222,  Gulf  and  Ohio 
Railways  dTb/a/  Atlantic  h  Gulf 
Railroad— Operation  Exemption — 
Albany  Bridge  Company.  Inc.,  is  a 
verified  notice  wherein  A&GR  seeks  an 
exemption  to  operate  the  involved  rail 
properties  on  behalf  of  ABC»  ABC  will 
retain  a  residual  common  carrier 
obligation  to  provide  service  over  the 
line. 

Any  comments  must  be  filed  with  the 
Commission  and  served  on  Adam  M. 
Mycyk.  Weiner,  Brodsky,  Sidman  & 
Kider.  P.C.  Suite  800. 1350  New  York 
Avenue,  NW..  Washington,  DC  20005- 
4797. 

If  the  verified  notice  contains  false  or 
misleading  information,  the  exemption 
is  void  ab  initio.  Petitions  to  revoke  the 
exemption  under  49  U.S.C.  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not 
automatically  stay  the  exemption's 
effectiveness. 


[Financa  Dockat  No.  32228] 

Tha  Atchiaon,  TofMka  and  Santa  Fe 
Railway  Co.;  Traclcaga  RighU 
Exemption;  Trinidad  Railway,  Inc. 

Trinidad  Railway,  Inc.,  has  aweed  to 
grant  trackage  rights  to  The  Atchison, 
Topeka  and  Sante  Fe  Railway  Company 
over  approximately  29.6  miles  of  rail 
line  between  milepost  0.0  at  Jensen,  CO, 
and  milepost  29.6  at  Stonewall,  CO.  The 
trackage  rights  were  to  become  effective 
on  December  30, 1992. 

This  notice  is  filed  under  49  CFR 
1180.2(d)(7).  Petitions  to  revoke  the 
exemption  under  49  U.S.C.  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not  stay  the 
transaction.  Pleadings  must  be  filed 
with  the  Commission  and  served  on: 
Michael  A.  Smith,  The  Atchison, 
Topeka  and  Santa  Fe  Railway  Company, 
1700  E.  Golf  Road,  Schaumburg,  IL 
60173. 

As  a  condition  to  the  use  of  this 
exemption,  any  employees  affected  by 
the  trackage  rights  will  be  protected 
pursuant  to  Norfolk  and  Western  Ry. 
Co.— Trackage  Rights— BN.  354  I.C.C. 
605  (1978),  as  modified  in  Mendocino 
Coast  Ry.,  Inc.— Lease  and  Operate,  360 
I.CC.  653  (1980). 
Dated:  January  7. 1993. 
By  the  Commission.  David  M.  Konschnik, 
Director,  Office  of  Proceedings. 
Sidney  L.  Striddand.  )r.. 
Secretary. 

IFR  Doc.  93-731  Filed  1-12-93: 8:45  am) 
BNJJNG  COOe  703S-01-M 


Decided:  January  7, 1993. 

By  the  Commission.  David  M.  Konschnik, 
Director,  Office  of  Proceedings.     _ 
Sidney  L.  Strickland.  Jr., 
Secretory. 

(FR  Doc.  93-734  Filed  1-12-93;  8:45  am) 
BNAJNO  COOC  70M-01-M 


'  The  paitiM  Indicate  in  the  verified  notice  th«l 
they  expect  to  coosummale  the  transaction  "on  or 
about"  December  22. 1992.  Since  it  is  unclear  what 
is  meant  by  "about",  the  parties  are  reminded  that 


consummation  may  not  occur  before  the 
exemption's  effective  date. 

>  The  daussens  now  control  through  stock 
ownership  three  other  rail  common  carriers:  Gulf 
and  Ohio  Railways;  Wiregrass  Central  Railroad 
Company;  and  H  *  S  Railroad  Company.  Although 
the  Claussens  will  own  all  of  the  outstanding  slock 
of  ABC.  they  have  placed  this  stock  in  an 
irrevocable  voting  trust  with  an  independent  voting 
trustee  pending  Commission  action  on  the  petition 
filed  in  Finance  Docket  ^4o.  32208. 

'Commission  action  in  the  operation  exemption 
proceeding  will  be  deferred  until  the  Commission 
acts  on  the  continuance  in  control  petition  in 
Financa  Docket  tto.  3220a 


[Financa  Docicat  No.  32210] 

Exemption;  Grand  Trucit  Corp.; 
Continuanca  in  Control;  Qrand  Trunk 
Western  Railroad,  Inc. 

Grand  Trunk  Corporation  (GT),  has 
filed  a  verified  notice  of  exemption  for 
continuance  in  control  of  Grand  Tnmk 
Western  Railroad,  hic.  (GTW  II).  upon 
GTW  II's  becoming  a  carrier. 

GTW  n,  a  noncarrier,  has  filed 
concurrently  a  verified  notice  of 
exemption  in  Finance  Docket  No. 
32209,  Grand  Tnmk  Western  Railroad, 
Inc. — Acquisition  Exemption — Grand 
Trunk  Western  Railroad  Company,  to 
acquire  all  of  Grand  Trunk  Western 
Railroad  Company's  (GTW  I)  property, 
assets  and  liabilities  with  the  exception 
of  GTW's  100  percent  ownership 
interest  in  Domestic  Three  Leasing 
Corp.  and  its  stock  interest  in  Belt 
Railway  Company  of  Chicago.  GTW  n 
will  assume  all  obligations  and 
agreements  to  which  GTW  I  is  currently 
a  party.  The  parties  planned  to 
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consummate  the  transaction  on  or  about 
December  31. 1992. 

GTW I  and  GTW 11  are  wholly  owned 
by  GT  which  in  turn  is  owned  by  the 
Canadian  National  Railway  Company 
(CN).  CN  also  owns  St.  Clair  Tuimel 
Company.  These  transactions  are  among 
a  series  of  transactions  relating  to  the 
relocation  of  an  existing  railroad  tunnel 
under  the  St.  Clair  River,  between 
Samia.  Ontario  and  Port  Houron,  MI.* 
According  to  GT.  GTW  II's  acquisition 
of  GTW  I's  operating  assets  and 
liabilities  is  intended  to  help  facilitate 
the  financing  of  the  tunnel. 

This  is  a  transaction  within  a 
corporate  family  of  the  type  specifically 
exempted  from  prior  approval  under  49 
CFR  1180.2(d)(3).  The  parties  indicate 
that  the  continuance  in  control  by  GT  of 
GTW  n  will  not  result  in  adverse 
changes  in  service  levels,  significant 
operational  changes,  or  a  change  in  the 
competitive  balance  with  carriers 

rutside  the  corporate  family. 
As  a  condition  to  the  use  of  this 
exemption,  any  employees  affected  by 
the  transaction  will  be  protected  by  the 
conditions  set  forth  in  New  York  Dock 
Ry. — Control — Brooklyn  Eastern  Dist., 
60  I.CC.  60  (1979). 

Petitions  to  revoke  the  exemption 
under  49  U.S.C  10505(d)  may  be  filed 
at  any  time.  The  filing  of  a  petition  to 
revoke  will  not  automatically  stay  the 
transaction.  Pleadings  must  be  filed 
with  the  Commission  and  served  on: 
Charles  A.  Spitulnik,  Hopkins  &  Sutter, 
888  16th  Street,  NW.,  suite  700, 
fVashington,  DC  20006. 

Decided:  January  6, 1993. 

By  the  Commission,  David  M.  Konschnik, 
Mrector,  Office  of  Proceedings. 
Sidney  L.  Strickland,  |r., 
Secretary. 

|FR  Doc.  93-737  Filed  1-12-93;  8:45  am) 
MUmO  COOC  7036-«t-4l 


*  Notices  of  exemption  were  served  on  August  4, 
992,  in:  Finance  Docket  Na  3211S,  Grand  Trunk 
Western  Railroad  Company — Trackage  Rights 
Exemption— St  Clair  Tunnel  Company;  Finance 
Docket  No.  32118,  St  Chair  Tunnel  Company- 
Acquisition  Exemption — Grand  Trunk  Western 
Railroad  Company:  and  Finance  Docket  No.  32117, 
Canadian  National  Railway  Company — 
Continuance  in  Control  Exomptian— St  Clair 
Tunnel  Company.  Notices  of  exemption  were 
served  on  December  10, 1992,  in:  Finaivce  Docket 
No.  32196,  St.  Clair  Tunnel  Company— Acquisition 
Exemption— Canadian  National  Railway  Company; 
and  Finance  Docket  No.  32197,  Canadian  National 
Railway  Company— Trackage  Rights  Exemption — 
St  Clair  Tunnel  Company. 


(FInane*  Dodwt  No.  32209] 

Grand  Trunk  Waatam  Railroad,  Inc^ 
AcquiaHion  Exemption;  Grand  Trunk 
Weatem  Railroad  Co. 

Grand  Trunk  Western  Railroad,  Inc. 
(GTW  n),  a  noncarrier,  has  filed  a  notice 
of  exemption:  (1)  To  acquire 
approximately  834  miles  of  rail  line 
owned  by  the  Grand  Trunk  Western 
Railroad  Company  (GWT  I)  in  the  States 
of  Michigan,  Ohio,  and  Indiana;  *  and 
(2)  to  acquire  approximately  40  miles  of 
incidental  trackage  rights  over  four  rail 
lines  in  the  States  of  Michigan,  Ohio, 
and  Indiana.  Additionally,  GTW  n  will 
acquire  all  of  GTW  I's  property,  assets 
and  liabilities  except  GTW  I's  100 
percent  ownership  interest  in  Domestic 
Three  Leasing  Corp.  and  its  stock 
interest  in  Belt  Railway  Company  of 
Chicago.  GTW  II  will  also  acquire  all 
obligations  and  agreements  to  which 
GTW  I  is  currently  a  party. 

The  rail  line  being  acquired  consists 
of  14  subdivisions  described  as  follows: 

(1)  South  Bend  Subdivision  between 
milepost  4.90  in  Chicago,  IL,  and 
milepost  178.6  in  Battle  Creek,  MI; 

(2)  Flint  Subdivision  between 
milepost  178.6  in  Battle  Creek,  MI,  and 
milepost  335.9  in  Port  Huron,  MI,  and 
Flint  Subdivision  (old  main  line) 
between  milepost  272.3  and  milepost 
273.8,  and  between  milepost  269.98  and 
milepost  263.73,  all  in  Flint,  MI; 

(3)  Kalamazoo  Subdivision  between 
milepost  0.00  in  Pavilion  Township,  MI, 
and  milepost  9.22  in  Kalamazoo,  MI; 

(4)  Holly  Subdivision  between 
milepost  0.3  in  Detroit,  MI,  and 
milepost  67.0  in  Durand,  MI,  and  Holly 
Subdivision  (Pontiac  Belt  Line)  between 
milepost  0.0,  and  milepost  2.5  in 
Pontiac,  MI; 

(5)  Grand  Rapids  Subdivision 
between  milepost  67.0  and  milepost 
69.17  in  Durand,  MI; 

(6)  Shoreline  Subdivision  between 
milepost  0.0  in  Toledo,  OH,  and 
milepost  54.8  in  Detroit,  MI; 

(7)  Mount  Clemens  Subdivision 
between  milepost  4.6  in  Detroit,  MI,  and 
milepost  59.89  in  Port  Huron,  MI; 

(8)  Romeo  Subdivision  between 
milepost  38.5  in  Pontiac,  MI,  and 
milepost  0.0  in  Richmond,  MI; 

(9)  Jackson  Subdivision  between 
milepost  35.3  and  milepost  38.4  in 
Pontiac  MI; 

(10)  Cass  City  Subdivision  between 
milepost  0.0  in  Pontiac,  MI,  and 
milepost  8.01  in  Orion  Township,  MI; 


(11)  Dearborn  Subdivision  between 
milepost  0.0  in  Flat  Rock.  MI,  and 
milepost  13.64  in  Deaibom,  MI; 

(12)  River  Subdivision  between 
milepost  1.7  in  Ecorse,  MI,  and  milepost 
17.2  in  Flat  Rock,  MI; 

(13)  Plat  Rock  Subdivision  between 
milepost  17.2  in  Flat  Rock,  MI,  and 
milepost  200.50  in  Springfield,  OH;  and 

(14)  Springfield  Subdivision  between 
milepost  200.50  and  milepost  202.70  in 
Springfield,  OH. 

The  incidental  trackage  rights  that 
GW  n  will  acquire  as  part  of  the 
transaction  will  be  over  the  following 
lines: 

(1)  Consolidated  Rail  Corporation's 
line  between  milepost  99.60  and 
milepost  100.94  in  South  Bend,  IN; 

(2)  Norfolk  Southern's  line  between 
milepost  46.8  and  milepost  50.2  in 
Detroit,  MI; 

(3)  St.  Qair  Tunnel  Company's  line 
between  milepost  40.5  in  Richmond, 
MI,  and  milepost  55.6  in  Port  Huron, 
MI;  and 

(4)  CSX  Transportation,  Inc's  line 
between  milepost  107.3  in  Leipsic,  OH, 
and  milepost  128.3  in  Lima,  OH. 

The  parties  planned  to  consummate 
the  transaction  on  or  about  December 
31, 1992.  Upon  consummation  of  the 
transaction,  GTW  II  will  become  a  class 
learner. 

This  transaction  is  related  to  a  notice 
of  exemption  filed  concurrently  in 
Finance  Docket  No.  32210,  Grand  Truck 
Corporation — Continuance  in  Control 
Exemption — Grand  Truck  Western 
Railroad,  Inc.,  for  GT's  continuance  in 
control  of  GTW  II  when  GTW  II 
becomes  a  carrier  upon  consummation 
of  the  transaction  described  in  this 
notice.  These  transactions  are  also 
related  to  a  series  of  transactions 
involving  the  relocation  of  the  existing 
railroad  tunnel  which  crosses  under  the 
St.  Clair  River  between  Samia,  Ontario 
and  Port  Huron,  MI.' 


'  GTW  I  and  GTW  n  are  wholly  owned 
subsidiaries  of  Grand  Trunk  Corporation  (GT) 
which  in  turn  is  owned  by  the  Canadian  National 
Railway  Company  (CN).  CN  also  owns  the  St  Clair 
Tunnel  Company. 


'  Notice  of  exemption  were  pvbiiihed  in  the 
Federal  Register  and  served  on  August  4, 1992,  in: 
Finance  Docket  No.  321 1 5,  Grand  Ttudi  Western 
Railroad  Company — ^Trackage  Rights  Exemption — 
St.  Clair  Tunnel  Company,  for  GTW  I's  acquisition 
of  trackage  rights  from  St  Qair  Tunnel  CompaDy 
(SCTC)  over  16.4  miles  of  rail  line  between  Pott 
Huron,  MI  and  Richmond,  NQ;  Finance  Docket  Na 
32116,  St  Clair  Tunnel  Ccwipany— Acquisition 
Exemption — Grand  Trunk  Western  Railroad 
Company,  for  SCTC's  acquisition  of  the  16.4  miles 
of  rail  lines  set  forth  above  from  GTW  I;  and 
Finance  Docket  No.  32117,  Canadian  National 
Railvray— Continuance  in  Control  Exemption — St 
Oair  Tunnel  Company,  for  CN's  continuance  in 
control  of  SCTC  upon  SCTC  becoming  a  carrier. 
Additionally,  notices  of  exemption  were  published 
in  the  Fe«>aral  Ragieiar  and  served  on  December  10, 
1992,  in:  Finance  Dodiet  No.  32196,  St.  Clair 
Tuimel  Company — Acquisition  Exemption — 
Canadian  National  Railway  Company,  for  SCTC's 
acquisition  of  CN's  St.  Oair  Subdivision;  and 

Conticucd 


41S4 


Pdkral  Ragiter  /  Vol.  58.  No.  8  /  Wednesday.  Jaimaiy  13.  \W3  /  NoUces 


Any  commenU  must  be  filed  with  the 
Comraiwioo  and  served  on:  Charles  A. 
Spitulnik.  Hopkins  k  Sutter.  888  16th 
Street.  NW.,  suite  700.  Washington.  DC 

20006. 

The  notice  is  filed  under  49  CFR 
1150.31.  If  the  notice  contains  false  or 
misleading  information,  the  exemption 
is  void  ab  initio.  Petitions  to  revoke  the 
exemption  undw  49  U.S.C  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not 
automatically  stay  the  transaction. 

Deddad:  Januarjr  6. 1993. 

By  the  Commission,  David  M.  Konschnik. 
Director,  Office  of  Proceedings. 
Sidnar  L.  StricUaad.  Ir., 
Secretary. 
[FR  Doc  93-738  Filed  1-12-93,  8;45  am] 

BKIMQ  COOK  7S»-01-ai 


[FlMHoe  DoclMl  No.  32217] 

Morris  H.  Kulmar,  Kam  W. 
Schtjmachar,  Troy  W.  Schumachar, 
and  Michaal  J.  Van  Waganan; 
Continuanca  In  Control  Exemption; 
Tulara  VaMay  Railroad  Co. 

Morris  H.  Kulmer.  Kern  W. 
Schumacher.  Troy  W.  Schumacher,  and 
Michael  J.  Van  Wagenen  (applicants) 
have  filed  a  notice  of  exemption  to 
continue  in  control  of  Tulare  Valley 
Railroad  Company  (Tulare)  upon  the 
latter's  becoming  a  carrier.  Tulare,  a 
noncarrier,  has  concurrently  filed  a 
notice  of  exemption  in  Finance  Docket 
No.  32215.  Tulare  Valley  Railroad 
Company^— Acqxiisition  and  Operation 
Exemption — ^The  Atchison,  Topeka  & 
Santa  Fe  Railway  Company,  to:  (1) 
Acquire,  by  purrfiase  or  lease,  and  to 
operate  approximately  1.58  miles  of  rail 
lines  owned  by  The  Atchison.  Topeka  & 
Santa  Fe  Railway  Company  (ATSF);  and 
(2)  acquire  incidental  trackage  rights 
over  lines  of  Southern  Pacific 
Transportation  Company  (SP)  and  ATSF 
in  the  State  of  California.  Tulare 
expected  the  transaction  to  be 
consummated  on  or  about  December  21, 
1992. 

Applicants  also  control  T  and  P 
Railroad.  Inc.  (TAP),  which  is  a  class  III 
rail  carrier  operating  in  the  State  of 
Kansas,  and  SF  &  LR  Railway.  Inc. 
(SF&LR).  which  vras  expected  to  become 
a  carrier  upon  consummation  on  or 
about  December  22. 1992.  of  a 
transaction  subject  to  the  proceeding  in 
Docket  No.  AB-3  (Sub-No.  lOlX) 
involving  the  acquisition  of  an  18.23- 


mile  line  in  Texas.  Applicants  indicate 
that:  (1)  The  rail  lines  of  T&P,  SF&LR. 
and  Tulare  will  not  connect  with  each 
other:  (2)  the  transactions  are  not  part  of 
a  series  of  anticipated  transactions  that 
would  connect  the  railroads  with  each 
other  or  any  railroad  in  their  cwporate 
family;  and  (3)  the  transaction  does  not 
involve  a  class  I  carrier.  The  transaction 
therefore  is  exempt  fiom  the  prior 
approval  requirements  of  49  IJ.S.C. 
11343.  See  49  CFR  1180.2(d)(2). 
•     As  a  condition  to  the  use  of  this 
exemption,  any  employees  affected  by 
the  transaction  will  be  protected  by  the 
conditions  set  forth  in  New  York  Dock 
Ry— Control— Brooklyn  Eastern  Dist.. 
360  I.CC.  60  (1979). 

Petitions  to  revoke  the  exemption 
under  49  U.S.C  10505(d)  may  be  filed 
at  any  time.  The  filing  of  a  petition  to 
revoke  will  not  automatically  stay  the 
transaction.  Pleadings  must  be  filed 
with  the  Commission  and  served  on: 
Adam  M.  Mycyk.  Weiner.  Brodsky. 
Sidman  k  Kider,  P.C,  Suite  800, 1350 
New  York  Avenue,  NW.,  Washington, 
DC  20005-4797. 

Decided:  January  7, 1993. 

By  the  Commission,  David  M.  Konschnik, 
Director.  Office  of  Proceedings. 
Sidaey  L.  Strickland.  Ir.. 
Secretary. 
|FR  Doc  93-735  Filed  1-12-93;  8:45  am) 
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(Finance  pocket  No.  32215] 

Tulare  Valley  Railroad  Co.;  Acquisition 
and  Operation  Exemption;  The 
Atchison,  Topeka  &  Santa  Fe  Railway 
Co. 

Tulare  Valley  Railroad  Company 
(Tulare),  a  noncarrier,  has  filed  a 
verified  notice  of  exemption:  (1)  To 
acquire,  by  purchase  or  lease,  and  to 
operate  approximately  158  miles  of 
lines  of  railroad  owned  by  The 
Atchison.  Topeka  k  Santa  Fe  Railway 
Company  (ATSF)  in  the  State  of 
California;  and  (2)  to  acquire  incidental 
trackage  rights  over  one  line  segment  of 
Southern  Pacific  Transportation 
Company  (SP)  and  three  line  segments 
of  ATSF  in  the  State  of  California. 
Tulare  will  become  a  class  III  rail 
carrier.  The  transaction  was  to  be 
consummated  on  or  about  December  21, 
1991. » 


Financa  Dockal  No.  32197,  Canadian  National 
Railway  Company — Tiackage  Righu  Exemption — 
SL  Clair  Tunnal  Company,  whareby  SCTC  granted 
tracfc^e  rigbu  back  to  CH  ovor  tba.St.  Clair 
Subdivision. 


'  This  proceeding  is  related  to  Finance  Docket  No 
32217,  htorrisH.  Kulmer.  ot  al— Continuance  in 
Control  Exemption— Tulare  Valley  Railroad 
Company,  whecain  Morria  H.  Kulmer  and  others 
have  concunenlly  Klad  a  vahried  notice  of 
exemptioa  to  continue  in  cootrot  of  Tulare  whan  it 
bacooiei  a  carriat  upon  consummation  of  the 
transaction  described  in  this  notice. 


The  rail  lines  involved  in  the 

acquisition,  by  purchase  or  lease, 
consist  of  nine  branch  and  spur  lines, 
which  are  described  below.  Lines  to  be 
purchased  include:  (1)  ATSF's 
undivided  50  percent  Interest  in  the 
Arvin  brandi  line  between  milepost  316 
♦  4092  feet  at  Magimden.  CA.  and 
milepost  333  +  4400  feet  at  Arvin.  CA;' 
(2)  ATSF's  undivided  50  percent 
interest  in  the  Oil  City  branch  line 
between  milepost  308  +  477  feet  at  Oil 
Junction.  CA,  and  milepost  312  +  2902 
feet  at  Mahha.  CA;^  (3)  the  Porterville 
branch  line  between  milepost  71  + 
2969.2  feet  at  Ducor.  CA,  and  milepost 
19  at  Cutler.  CA;  (4)  the  Porterville 
branch  line  between  milepost  111  + 
4029  feet  and  milepost  111  +  383  feet, 
both  near  Oil  Junction,  CA;  (5)  the 
Visalia  branch  line  between  milepost  1 
+  290  feet  at  Corcoran,  CA,  and  milepost 
67  at  Calwa.  CA;  (6)  the  Cameo  spur  line 
between  milepost  0  +  160  feet  at  Fresno. 
CA.  and  milepost  6  near  Fresno,  CA;  (7) 
the  Orange  Cove  spur  line  between 
milepost  20.6  at  Wyeth,  CA.  and 
milepost  11  ♦  1126.5  feet  at  Orange 
Cove,  CA:  and  (8)  ATSF's  rights-of-way 
between  milepost  11  ♦  1126.5  feet  al 
Orange  Cove,  CA.  and  milepost  0  +  2936 
feet  at  Minkler,  CA,  and  between 
milepost  19  +  2930  feet  at  Minkler.  CA, 
and  milepost  6  near  Fresno,  CA.  The 
following  line  will  be  leased:  The 
Landco  spur  line  between  the 
Porterville  Subdivision  milepost  111  ♦ 
4029  feet  near  Oil  Junction,  CA,  and 
milepost  113  ^  3717  feet  at  or  near 
Bakersfield,  CA.  The  initial  term  of  the 
lease  will  be  for  5  years  and  renewable 
for  consecutive  5-year  terms. 

The  incidental  trackage  rights  that 
Tulare  will  acquire  as  part  of  the 
proposed  transaction  wll  be  over  the 
following  ATSF  lines:  (1)  The  Visalia 
Subdivision  line  between  milepost  1  + 
290  feet  east  of  the  Corcoran  yard  and 
milepost  951  +  200  feet  and  milepost 
951  +  2600  feet  near  the  southwestern 
end  of  the  Visalia  Subdivision;  (2)  the 
Visalia  Subdivision  line  between 
milepost  67  east  of  the  Calwa  Yard  and 
the  Cameo  spur  line  (Stockton 
Subdivision)  milepost  0  +  160  feet;  and 
(3)  the  Bakersfield  Yard  between  the 
Porterville  Subdivision  milepost  113  + 
3717  feet  west  of  the  Bakersfield  Yard 
and  the  Bakersfield  Subdivision 
milespost  885  +  931  feet  east  of  the 
Bakersfield  Yard.  Tulare  will  also 
acquire  trackage  rights,  by  assignment 
from  ATSF.  over  SP's  line  between  Oil 
Junction,  CA  (SP  milepost  308.6— ATSF 


>  SP  o%wiu  the  olhar  undivided  SO  percent 
intarasL 

*  SP  owns  the  other  undirided  50  percent 
interest.  ^ 
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Porterville  Subdivision  milepost  110.7) 
and  Ducor.  CA  (SP  milepost  287. 1— 
ATSF  Porterville  Subdivision  milepost 
71.9). 

Tulare  indicates  that  some  of  the 
involved  lines  have  marginal  traffic 
densities  and  that,  if  any  of  the  acquired 
properties  cannot  be  operated  profitably 
on  a  long-term  basis,  it  will  seek 
Commission  authority  to  abandon  such 
segments. 

Any  comments  must  be  filed  with  the 
Commission  and  served  on:  Adam  M. 
Kfycyk,  Weiner,  Brodsky.  Sidman  & 
Kider,P.C.,  Suite  800. 1350  New  York 
Avenue,  NW.,  Washington,  DC  20005^ 
4797. 

This  notice  is  filed  under  49  CFR 
1150.31.  If  the  notice  contains  false  or 
misleading  information,  the  exemption 
is  void  ab  initio.  Petitions  to  revoke  the 
exemption  under  49  U.S.C  10505(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not 
automatically  stay  the  transaction. 

Decided:  January  7, 1993. 

By  the  Commission,  David  M.  Konschnik, 
Director,  Office  of  Proceedings. 
Sidney  L.  Strickland,  Jr., 
Secretary. 

IFR  Doc.  93-732  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  JUSTICE 

Antitruct  Division 

Notica  Pursuant  to  the  National 
Cooperative  Research  Act  of  1984; 
Cable  Television  Laboratories,  Inc. 

Notice  is  hereby  given  that,  on 
October  8, 1992,  pursuant  to  section  6(a) 
of  the  National  Cooperative  Research 
Act  of  1984, 15  U.S.C  4301  et  seq.  ("the 
Act"),  Cable  Televivion  Laboratories, 
Inc.  ("CableLabs")  and  Com21,  Inc. 
("Com21")  filed  a  written  notification 
simultaneously  with  the  Attorney 
General  and  the  Federal  Trade 
Commission  diclosing  (1)  the  identities 
of  the  parties  and  (2)  the  nature  and 
objectives  of  the  venture.  Hie 
notification  was  filed  for  the  purpose  of 
involving  the  Act's  provisions  limiting 
the  recovery  of  antitrust  plaintiffs  to 
actual  damages  under  specified 
circumstances.  Pursuant  to  section  6(b) 
of  the  Act,  the  identities  of  the  parties 
are  CableLabs,  Boulder,  CO;  and  Com21, 
Atherton,  CA. 

The  area  of  planned  activity  is 
cooperation  in  the  exchange  of 
information  about  and  development  of 
interface  concepts  between  storage 
devices.  Asynchronous  Tranfer  Mode 
("ATM")  systems  and  cable  system 
networks,  including  the  functions, 


operation  and  architecture  of  ATM 

systems  and  cooperation  in  the  conduct 

of  laboratory  and  field  tests  of  such 

interface  concepts. 

Joseph  H.  Widmar. 

Director  of  Operations,  Antitrust  Division. 

(FR  Doc.  93-685  Filed  1-12-93;  8:45  am] 
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Antitrust  Division 

Notice  Pursuant  to  the  National 
Cooperative  Research  Act  of  1984; 
"Hybrid  Superconducting  Digital 
Systems" 

Notice  is  hereby  given  that,  on 
November  16, 1992,  pursuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984. 15  U.S.C.  4301  et. 
seq.  ("the  Act"),  Conductus  has  filed 
written  notifications  simultaneously 
with  the  Attorney  General  and  the 
Federal  Trade  Commission  disclosing 
(1)  the  identities  of  the  parties,  and  (2) 
the  nature  and  objectives  of  the  venture. 
The  notifications  were  filed  for  the 

{>urpose  of  invoking  the  Act's  provisions 
imiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  imder 
specified  circumstances.  Pursuant  to 
section  6(b)  of  the  Act,  the  identities  of 
the  parties  and  its  general  areas  of 
planned  activities  are  given  below. 

The  parties  to  the  ventuire  are 
Conductus,  Sunnyvale,  CA;  TRW. 
Redondo  Beadi,  CA;  Hewlett-Packard. 
Palo  Alto,  CA;  Stanford  University,  Palo 
Alto,  CA;  and  University  of  CaUfomia, 
Berkeley,  Berkeley.  CA.  The  parties 
entered  into  a  collaborative  research 
agreement  on  November  9, 1992.  to 
create  significant  advances  in 
technology  for  electronic  measurement. 
)ocq>h  H.  Widmar. 

Director  of  (^rations.  Antitrust  Division. 
IFR  Doc.  93-686  Filed  1-12-93;  8;45  ami 
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Notice  Pursuant  to  the  National 
CooperathM  Research  Act  of  1984; 
Spectra  Diode  Lat>oratories,  Inc.  and 
Xerox  Corp. 

Notice  is  hereby  given  that,  on 
December  2, 1992,  pursuant  to  section 
6(a)  of  the  National  Cooperative 
Research  Act  of  1984, 15  U.S.C.  4301  et 
seq.  ("the  Act").  Spectra  Diode 
Laboratories,  Inc.  and  Xerox 
Corporation  have  filed  written 
notification  simultaneously  with  the 
Attorney  General  and  the  Federal  Trade 
Commission  disclosing  (1)  the  identities 
of  the  parties  and  (2)  the  nature  and 
objectives  of  the  venture.  The 
notifications  were  filed  for  the  purpose 


of  invdung  the  Act's  provisions  Umiting 
the  recovery  of  antitrust  plaintifb  to 
actual  damages  under  specified 
circumstances.  Pursuant  to  section  6(b) 
of  the  Act.  the  identities  of  the  parties 
to  the  venture  are  Spectra  Diode 
Laboratories.  San  }ose,  CA;  and  Xerox 
Corporation,  Stamford,  CT.  Stanford 
University,  Palo  Alto,  CA,  will  be  a 
subcontractor  under  the  agreement.  The 
objective  of  the  venture  is  to  develop  a 
full  monolithic  approach  to  the 
development  of  a  muhi-wavelength 
addressable  laser  diode  array  where  the 
lasers  are  spaced  on  10  um  centers  and 
operate  independently  at  predetermined 
wavelengths  ranging  firom  430  nm  to  1.1 
um. 

loMph  R  WidnMT, 

Director  of  Operations,  Antitrust  Division. 
[FR  Doc.  93-687  Filed  1-12-93;  8:45  am] 
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DEPARTMENT  OF  LABOR 

Employment  and  Training 
Administration 

Determinations  Regarding  Eligibiilty 
To  Apply  for  Worker  A<4ustment 
Assistance 

In  accordance  with  section  223  of  the 
Trade  Act  of  1974  (19  U.S.C  2273)  the 
Department  of  Labcv  herein  presents 
summaries  of  determinations  regarding 
eligibility  to  apply  for  adjustment 
assistance  issued  during  the  period  of 
December  1992. 

In  order  for  an  affirmative 
determination  to  be  made  and  a  " 

certification  of  eligibility  to  apply  for 
adjustment  assistance  to  be  issued,  each 
of  the  group  eligibility  requirements  of 
section  222  of  the  Act  must  be  met. 

(1)  That  a  significant  number  or 
proportion  of  the  workers  in  the 
woricers'  firm,  or  an  appropriate 
subdivision  thereof,  have  become  totally 
or  partially  separated. 

(2)  That  sales  or  production,  or  both, 
of  the  firm  or  subdivision  have 
decreased  absolutely,  and 

(3)  That  increases  of  imports  of 
articles  like  or  directly  competitive  with 
articles  produced  by  die  firm  or 
appropriate  subdivision  have 
contributed  importantly  to  the 
separations,  or  threat  thereof,  and  to  the 
absolute  decline  in  sales  or  production. 

Negative  Determinatioas 

In  each  of  the  following  cases  the 
investigation  revealed  that  criterion  (3) 
has  not  been  met.  A  siirvey  of  customers 
indicated  that  increased  imports  did  not 
contribute  importantly  to  worker 
separations  at  the  firm. 
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TA-W-27,931:  ThioktJ  Corp^  Oditance 
Opentions,  hkmhall,  TX 
TA-W-27.878:  Dougfas  Pacific  Veneer, 
Inc..  Bandon,  Off 

In  the  following  cases,  the 
investigati<»i  revealed  that  the  criteria 
for  eligibility  has  not  been  met  for  the 
reasons  specified. 

TA-W-27.ee9;  Monessen.  Inc., 
Monessen,  PA 

Increaaed  imports  did  not  contribute 
importantly  to  worker  separations  at  the 
firm. 

TA-W-27.920:  Bell  Helicopter.  Fort 
Worth.  TX 

Increased  imports  did  not  contribute 
importantly  to  worker  separations  at  the 
firm. 

TA-W-27,945:  Santa  Fe  Drilling  Co.. 
Houston.  TX 

Increased  imports  did  not  contribute 
importantly  to  worker  separations  at  the 
firm. 

TA-W-27.932:  DSrH  Manufacturers. 
Inc..  Muskegon,  MI 

Increased  imports  did  not  contribute 
importantly  to  worker  separations  at  the 
firm. 

TA-W-27,963:  Dresser  Industries. 
Security  Div.,  Eunice,  LA 

U.S.  imports  of  oil  and  gas  field 
machinery  were  negligible  in  1991  and 
in  January-July  1992. 

TA-W-27,462E;  Transco  Gas  Pipe  Liite 
Qorp.,  Houston,  TX 

The  investigation  revealed  that 
criterion  (2)  has  not  been  met.  Sales  ot 
productioD  did  not  decline  during  the 
relevant  period  as  required  for 
certification. 

TA-W-27.366;  Forest  Oil  Corp., 
Lafoyetie.LA 

The  investigation  revealed  that 
criterion  (2)  and  criterion  (3)  have  not 
been  met.  Sales  or  prodilCtion  did  not 
decline  during  the  relevant  period  as 
required  for  certification.  Increases  of 
imports  of  articles  like  or  directly 
competitive  with  articles  produced  by 
the  firm  or  appropriate  subdivision  have 
not  contributed  importantly  to  the 
separations,  or  threat  thereof,  and  to  the 
absolute  decline  in  sales  or  production. 

Affirmative  Determinations 

TA-W-27.959;  Pennzoil  Sulphur  Co., 
Pecos.  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
26, 1992. 


TA-W-27.960:  Penmoil  Sulphur  Co., 
Cohesion,  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
26, 1992. 

TA-W-27.462A;  Transco  Exploration  9r 
Production  Co..  Headquartered  in 
Houston.  TX  and  Operating  at  Various 
Locations  in  The  Following  States:  B; 
CO.  C;  LA.  D:  TX 

A  certification  was  issued  covering  all 
workers  engaged  in  the  production  of 
exploration  and  production  of  crude  oil 
and  natural  gas  who  became  totally  or 
partially  separated  on  or  after  November 
28, 1992. 

TA-W-27,4€i:  Transco  Energy  Corp., 
Aviation  Dept..  Houston,  TX 

A  certification  was  issued  covering  all 
workers  engaged  in  the  production  of 
exploration  and  production  of  crude  oil 
and  natural  gas  who  became  totally  or 
partially  separated  on  or  after  June  8. 
1991. 

TA-W-27.462:  Transco  Energy  Corp., 
Administration.  Houston,  TX 

A  certification  was  issued  covering  all 
workers  engaged  in  support  for  the 
exploration  and  production  of  crude  oil 
and  natural  gas  who  became  totally  or 
partially  separated  on  or  after  June  8. 
1991 

TA-W-27.902:  Dana  Fashions.  Inc.. 
Brent.  AL 

A  certification  was  issued  covering  all 
workers  seperated  on  or  after  September 
28, 1991. 

TA-W-27.977;  Exxon  Co.,  USA 
Corporate  Headquarters  Staff,  Located 
Throughtout  Houston,  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  Augiist  13, 
1991. 

TA-W-27.97S;  Charles  Komar  &  Sons 
Seamprufe  Corp..  McAlester,  OK 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
29, 1991. 

TA-W-27.966;  Frontier  Processing  Co., 
Littleton,  CO 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
28. 1991. 

TA-W-27,924:  Leakesville 
Manufacturing.  Inc.,  Leakesville,  MS 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
14. 1991. 


TA-W-27,9U:  Grace  Energy  Corp., 
Dallas,  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  Octobw  7. 
1991. 

TA-W-27.788:  Paper  Converting 
Machine  Co.,  Green  Bay.  WI 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  January  1. 
1992. 

TA-W-27.9S6:  Oil  Technology  Service, 
Inc.,  Houston.  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
23, 1991. 

TA-W-28.013:  Amoco  Corp., 
Information  Technoktgy  Dept,  Houston 
Westlake  Office  and  Houston  Data 
Center,  Houston,  TX 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October 
30, 1991. 

TA-W-27.840;  American  Standard.  Inc.. 
Louisville.  KY 

A  certification  was  issued  covering  all 
workers  separated  on  or  after  October  1, 
1992. 

I  hereby  certify  that  the 
aforementioned  determinations  were 
issued  during  the  month  of  December 
1992.  Copies  of  these  determinations  are 
available  for  inspection  in  room  C-4318, 
U.S.  Department  of  Labor,  200 
Constitution  Avenue,  NW.,  Washington, 
DC  20210  during  normal  business  hours 
or  will  be  mailed  to  persons  to  write  to 
the  above  address. 

Dated:  January  4. 1992. 
Marvin  M.  Fooks. 

Director.  Office  of  Trade  Adjustment 
Assistance. 

IFR  Doc  9a-751  Filed  1-12-93: 8:45  am) 
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ln>festigationa  Ragarding  CaflMcatlona 
of  Eligibility  To  Apply  for  Worter 
Adjustmant  AMistanco 

Petitiions  have  been  filed  with  the 
Secretary  of  Labor  under  Section  221(a) 
of  the  Trade  Act  of  1974  ("the  Act")  and 
are  identified  in  the  appendix  to  this 
notice.  Upon  receipt  of  these  petitions, 
the  Director  of  the  Office  of  Trade 
Adjustment  Assistance,  Employment 
and  Training  Administration,  has 
instituted  investigations  pursuant  to 
section  221(a)  of  the  Act. 

The  purpose  of  each  of  the 
investigations  is  to  determine  whether 
the  workers  are  eligible  to  apply  for 
adjustment  assistance  under  title  II, 
chapter  2,  of  the  Act.  The  investigations 
will  further  relate,  as  appropriate,  to  the 
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detennination  of  the  dote  on  whidi  total 
or  partial  separations  began  or 
threatened  to  begin  and  the  8id)divisian 
of  the  firm  involved. 

The  petitioners  or  any  other  persons 
showing  a  substantial  interest  in  the 
subject  matter  of  the  investigations  may 
request  a  public  hearing,  provided  sudi 
request  is  filed  in  writing  with  the 
Director,  Office  of  Trade  Adjustment 


Assistance,  at  the  address  shown  below, 
not  later  than  January  25. 1993. 

Interested  persons  are  invited  to 
submit  written  comments  regarding  the 
subject  matter  of  the  investigations  to 
the  Director,  Office  of  Trade  Adjustment 
Assistance,  at  the  address  shown  below, 
not  later  than  January  25, 1993. 

The  petitions  filed  in  this  case  are 
available  for  inspection.at  the  Office  of 


the  DirectOT.  OCBoe  of  Trade  Adjustment 
Assistance,  Employment  and  Training 
Administration.  US.  Department  of 
Labor,  200  Ccmstitntiaa  Aveime  NW..    ' 
WashingUm.  DC  20210. 

Signed  at  Washington,  DC,  this  28th  day  of 
Decoi^wr  1992. 
Manrin  M.  Fooks, 

Director,  Office  of  Tradt  Adtuatment 
Assistance. 


APPENOK 


PeUionu:  UrtonNto&aannm- 


LocaUon 


Dtlaie- 
oaivad 


rWBOn  NO. 


TTHirnb  PlMili»McAlM.  tnc  (Mffas) 

Lucas  Aaroapaoa  Poimw  Transmission  (Wkis) 

Fteck.  IncjWtai)  

Sioviwns  Nuoon  (VnuB)  — •«• 

lylidand  SoultNMst  Div/MA  Hanna  Co  (Wkn)  . 

T-ear  Dtv/IMa  SwacH  (Whr^ 

OeevWa  Btousa  Co  (LGWU) 

DeflvWe  Cultmg  (ILGWU) 

Martsch  lot  (WkJs) 

Coil  Coating  (USWA) 

Coltac  IndMtrtas.  Inc  (VMcis)  _ 
KUA-  Com.  Anzac  DIv.  (Wkra) ...._ 
Ramoo  01  and  Gas,  Inc  (WMos)  „. 

Flfvya,  Inc  (WAo^  _«_._ ~.. 

OgMwy  Norton  Company  (Wkn) 

Noithrop  Coip  (VMoa) 

CoaNnga  Coip  (Co) 

CoaHnga  Coip  (Co) 


Traversa  City,  Ml 

UUca.  NY  

BSoxi.  MS 

BufUnylon,  MA  —. 

MIdtand,  TX 

MMoid.  CT 
OanieisvWe.  PA ._ 

Satington.  PA 

Broussard,  U<  — 

Wkfiea  OH 

Pmaburgh.  PA — 
Bangor,  ME  — -.. 

Tuiaa,  OK _.._ 

Oany,  NH 

Cleveland,  OH  _ 

Norwood,  MA 

Lalayette.  LA  ...„. 
Los  Angeles,  CA . 


12/28^ 
12/28/82 

12/2002 

i2ea«2 

12/28/92 
12/28/92 
12/28^ 
12/28«e 
12/2B«2 
12/28/92 
12/28/B2 
12/28(92 
12/28/92 
120802 

12/28/92 
12/28/92 


12/17/92 
12/18/92 
12/14A2 
11/11/92 
1^6«2 
12n8«2 
12/18(92 
12/ia«2 
12/1 SB2 
12/1  Me 
12/18/92 
12/08O2 
12/03/82 
1^8/92 
12/16«2 
12/0M2 
12/17/92 
12/17/92 


28.143 
28,144 
28,145 
28,146 
28,147 
28,148 
28.149 
28,150 
28,151 
28,152 
28,153 
28,154 
28,156 
28,156 
28,157 

28,isa 

28,159 
28,160 


Indaslrial  oouplnos. 


Enginaertng  oavalopmani. 
Oiantfgaa. 

Blouses  and  sldrtB. 
Blouses  and  sMrts. 


CoS  oosang  fof  sisel  Induslry. 
Stainless  aiKl  alloy  steal  pvoductt. 


01  and  gas. 

Transports  buHi  raw  materials. 


01  and  gas  producHoa 
01  and  gas  production. 


(FR  Doc.  93-749  Filed  1-12-93: 8:45  am] 
Muam  cooe  4sia-a»-is 

[TAJU-Zrjia,  TA-W-27,742A,  and  TiMW- 
27,742B 


TImco  Servicaa,  Inc^  at  al^ 
LA;  AoMndad  CarttficaNon  Regarding 
Eligibility  To  Apply  for  Workar 
Adjuatmant  Aaaiatanca 

In  accordance  with  section  223  of  the 
Trade  Act  of  1974  (19  U.S.C  2273)  the 
Department  of  Labcn'  issued  a 
Ositification  of  Eligibility  to  Apply  for 
Worker  Adjustment  Assistance  on 
October  21, 1092,  applicable  to  all 
workers  of  Timco  Services,  Inc.,  and 
Timco-TMS,  Inc.,  both  of  LaCayette. 
Louisiana.  The  certification  notice  was 
published  in  the  Federal  Register  on 
November  3. 1992  (57  FR  49721). 

At  the  request  of  the  State  Agency,  the 
Department  reviewed  the  oertificatitm 
for  workers  of  the  subject  firms.  The 
investigation  findings  show  that  the 
claimants'  wages  kr  both  Timco 
Services,  Inc.,  and  Timco-TMS,  inc.,  are 
being  reported  undo*  Southooast 
Servk»s,  Inc..  Lafayette,  Lotiisiana,  die 
parent  firm. 

Accordingly,  the  Department  is 
amending  the  certification  to  property 
reflect  the  correct  worko-  groups. 

The  intent  of  the  Department's 
certificatiaa  is  to  include  all  wroricers  of 


Timco  Services,  Inc.,  Hmco-TMS.  Inc., 
and  Southcoast  Services,  Inc.,  Lafeyette, 
Louisiana  irrespective  to  which  accoimt 
their  unemployment  instuence  (UI) 
taxes  are  paid. 

The  amended  notice  appfic^Ie  to 
TA-W-27,742  is  hereby  published  as 
follows: 

"All  wr(vkers  of  Timco  Services,  In&. 
Lafeyette,  Louisiana.  Timco-TMS,  Inc.. 
La&yette,  Louisiana  a/k/a/  Southcoast 
Services,  Inc.,  Lafeyette,  Louisiana  who 
became  totally  or  paxtirily  separated  from 
employment  on  or  after  August  17, 1991,  are 
eligible  to  apply  for  adjustment  assistance 
imder  section  223  of  the  Trade  Act  of  1974." 

Signed  at  Washington.  DC  this  December 
31,1992. 

Marvia  M.  Fooks, 

Director,  Office  of  Tmde  Adfustment 
Assistance. 

(FR  Doc.  93-750  Filed  1-12-93;  8:45  am) 
BNJJNQ  CODE  4B1»-3»-M 


[TA-¥V-27,7051 

UNOCAL  Corp.,  Lafayetta,  LA; 
CMamlaaal  of  Application  for 
Raconaidaratlon 

Pursuant  to  29  CFR  90.18  an 
application  for  administrative 
reconsideration  was  filed  with  the 
Director  of  the  Office  of  Trade 
Adjustment  Assistance  for  wrarkffls  at 
UNOCAL  Oirporation,  Lafayette, 


Louisiana.  The  review  indicated  that  the 
application  contained  no  new 
substantial  information  which  would 
bear  importanUy  on  the  Department's 
determination.  Therefore,  dismissal  of 
the  application  was  issued. 
TA-W-27.705;  UNOCAL  Corporatlao 
Laiayette,  Louisiana  (December  31, 
1992) 

Signed  at  Washington.  DC  tUs  31st  day  of 
December,  1992. 
Manrin  M.  Faoka, 

Director,  Office  ofTtade  Adjustment 
Assistance. 

(FR  Doc  93-748  Filed  1-12-93: 8:45  ami 
aaxMO  cooe  4sia-as-« 


NATIONAL  CREDIT  UNION 
ADMINISTRATION 


Public 

Raqutramant 

Review 


Submlllad  to  OMB  for 


Dated:  January  4, 1993. 

The  National  Credit  Union 
Administration  has  sidnnitted  the 
follo%ving  public  information  collection 
requirement  to  OMB  for  review  and 
durance  under  the  Papowoik 
Reduction  Act  of  1980.  Public  Law  96- 
511.  Copies  of  the  submissions  may  be 
obtained  by  callhig  the  NCUA  Clearance 
Officer  listed.  Comments  regarding 
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information  collections  should  be 

addressed  to  the  0MB  reviewer  listed 

and  to  the  NCUA  Clearance  Officer. 

NCUA.  Administrative  Office,  room 

7344. 1776  G  Street,  Washington.  DC 

20456. 

National  Qredit  Union  Administration 

OA£B  Number;  3133- 
Form  Number:  None. 
Type  of  Review:  New  collection. 
Title:  Written  Investment  Policies. 
Recording  Credit  Decision. 
Documenting  Investment  in  Certain 
Securities. 
Description:  To  ensure  that  federal 
credit  unions  make  safe  investments, 
the  rule  requires  that  they  establish 
written  investment  policies  and 
review  them  annually,  record  credit 
decisions  regarding  deposits  in 
certain  financial  institutions,  and 
document  analyses  of  certain 
securities  purchased  to  reduce 
interest  rate  risk. 
Respondents:  Federal  credit  unions. 
Estimated  Number  of  Respondents: 

8.075. 
Estimated  Burden  Hours  Per  Response: 

6  hours. 
Frequency  of  Response:  On  occasion. 
Estimated  Total  Reporting  Burden: 

48.450. 
OAffl  Number  3133- 
Form  Number:  NCUA  10603. 
Type  of  Review:  Review  of  new 

collection. 
Title:  Survey  Nonmember  Accounts. 
Description:  NCUA  intends  to  revise 
rules  and  regulations  and  operating 
procedures  dealing  with  nonmember 
deposit  and/or  accoimts  in  certain 
federal  credit  unions.  The  information 
obtained  in  the  survey  will  be  helpful 
in  the  decision  making  process. 
Estimated  Number  of  Respondents:  37. 
Estimated  Burden  Hours  Per  Response: 

40  minutes. 
Frequency  of  Response:  One  time 

collection. 
Estimated  Total  Reporting  Burden:  24.7 

hours. 
OMB  Number:  3133-0011 
Form  Number:  NCUA  9600. 
Type  of  Review:  Reinstatement  of  a 
previously  approved  collection  for 
which  approval  has  expired. 
Title:  Application  for  Insurance  of 
Accounts  State-chartered  Credit 
Unions. 
Description:  The  Federal  Credit  Union 
Act  and  NCUA  regulations  require 
that  liederal  credit  unions  convert  to 
state  charters  and  desiring  to  maintain 
fiaderal  insurance  must  reapply  for 
insurance.  All  state-chartered  credit 
unions  desiring  federal  insurance 
must  apply  as  well. 


Respondents:  Federal  and  state- 
chartered  credit  unions. 

Estimated  Number  of  Respondents:  123. 

Estimated  Burden  Hours  per  Response: 
307.5  hours. 

Frequency  of  Response:  One  time. 

Estimated  Total  Reporting  Burden:  369. 

Oh4B  Number:  3133-0024 

Form  Number:  4302  through  4310. 

Type  of  Review:  Extension  of  the 
expiration  date  of  a  currently 
approved  collection  without  any 
change  in  the  substance  or  in  the 
method  of  collection. 

Title:  12  CFR  part  708.  subpart  A. 
Mergers  of  Federally  Insured  Credit 
Unions. 

Description:  12  CFR  part  708,  subpart  A. 
provides  merger  procedures  for  credit 
union  where  at  least  one  of  the  credit 
unions  involved  is  federally  insured. 
This  subpart,  although  issued  as  part 
of  a  NPRM.  is  substantively  the  same 
as  existing  part  708. 

Estimated  Number  of  Respondents:  380. 

Estimated  Burden  Hours  per  Response: 
3.30  hours. 

Frequency  of  Response:  On  occasion. 

Estimated  Total  Reporting  Burden: 

1.254. 
OMB  Number:  3133-0035. 
Form  Number:  None. 
Type  of  Review:  Extension  of  the 
expiration  date  of  a  currently 

S proved  collection  without  any 
ange  in  the  substance  or  in  the 
method  of  collection. 

Title:  Trustees  and  Custodians  of 
Pension  Plans. 

Description:  A  federal  credit  union 
acting  as  trustee  or  custodian  of  a 
Keogh  Plan  or  individual  retirement 
account  must  maintain  individual 
records  for  each  member/participant 
showing  all  transactions  in  detail. 

Respondents:  Federal  credit  unions. 

Estimated  Number  of  Respondents: 
3.968. 

Estimated  Burden  Hours  per  Response: 
50  hours. 

Frequency  of  Response:  On  occasion. 

Estimated  Total  Reporting  Burden: 
198.400. 

OMB  Number:  3133-0052. 

Form  Number:  None. 

Type  of  Review:  Reinstatement  of  a 
previously  approved  collection  for 
which  approval  has  expired. 

Title:  Federal  Credit  Union 
Membership. 

Description:  Federal  Credit  Unions. 

Estimated  Number  of  Respondents: 
1.997. 

Estimated  Burden  Hours  per  Response: 
1  hour. 

Frequency  of  Response:  On  Occasion. 

Estimated  Total  Reporting  Burden: 
1,997. 


OMB  Number:  3133-0058. 

Form  Number:  None. 

Type  of  Review:  Extension  of  the 

expiration  date  of  a  currently 

approved  collection  without  any 

change  in  the  substance  or  in  the 

method  of  collection. 
Title:  Credit  Committee  Records  Article 

IX,  section  3  and  4  of  the  Federal 

Credit  Union  Bylaws. 
Description.  Record  keeping 

requirbmervt.  not  collection  of  data. 

Credit  unions  must  maintain  records 

of  the  actions  they  take  regarding 

approval/disapproval  of  loans. 
Respondents:  Federal  credit  unions. 
Estimated  Number  of  Respondents: 

7.989. 
Estimated  Burden  Hours  per  Response: 

8  hour. 
Frequency  of  Response:  Monthly. 
Estimated  Total  Reporting  Burden: 

63.912. 
OMB  Number:  3133-0064. 
Form  Number:  NCUA  700(>-A.  7001. 

7002,  7003,  and  7004. 
Type  of  Review:  Reinstatement  of  a 
previously  approved  collection  for 
which  approval  has  expired. 
Title:  Request  for  Funds— CLF. 
Description:  Forms  used  by  each 
borrower  requesting  a  loan  from  the 
Central  Liquidity  Facility. 
Respondents:  Federally  insured  credit 

unions. 
Estimated  Number  of  Respondents:  25. 
Estimated  Burden  Hours  per  Response: 

1  hour. 
Frequency  of  Response:  Only  when 

borrowing. 
Estimated  Total  Reporting  Burden:  26. 

OMB  Number:  3133-0080.  . 

Form  Number:  fione. 

Type  of  Review:  Extension  of  the 
expiration  date  of  a  currently 
approved  collection  without  any 
change  in  substance  or  in  the  method 
of  collection. 

Title:  Special  Meetings  of  Federal  Credit 
Union  (FCU)  Board. 

Description:  This  section  of  the  Federal 
Credit  Union  Bylaws  requires  that  the 
credit  union  president  call  a  special 
meeting  of  the  board  of  directors  upon 
receipt  of  a  written  request  to  do  so 
signed  by  a  majority  of  the  directors. 

Respondents:  Federal  credit  unions. 

Estimated  Number  of  Respondents:  799 

Estimated  Burden  Hours  per  Response: 
0.4  hours. 

Frequency  of  Response:  On  occasion. 

Estimated  Total  Reporting  Burden:  320. 

OMB  Number:  3133-0117. 

Form  Number:  None. 

Type  of  Review:  Reinstatement  of  a 
previously  approved  collection  for 
which  approval  has  expired. 

Title:  Designation  of  Low  Income  Status. 


1.1     10Q1    /   Mntirflfi 


f  /  Vol.  59,  No.  a  /  Wednesday.  January  13.  1993  /  NMku 


4189 


Desaiptitm:  Credit  unkmt  serving 
predominently  low-inoonie  members, 
as  d^ned  in  §  701.32  must  receive  a 
low-income  designetion  from  the 
NCUA  before  accepting  nonmember 
deposits  odier  then  credit  union  and 
public  deposits. 

Respondents:  Federally  insured  credit 
unions. 

Estimated  Number  t^  Respondents:  15. 

Estimated  Burden  Hours  per  Response: 
IS  hours. 

Frequency  of  Response:  One  time. 

Estimated  Total  Reporting  Burden:  225. 

OMB  Number:  3133-0118. 

Form  Number:  NCUA  8023. 

Type  of  Review:  Extension  of  the 
expiration  date  of  a  currently 
approved  collection  without  any 
change  in  the  substance  or  in  the 
method  of  collection. 

Title:  Requirements  for  An  CXitside 
Audit;  Requirements  for  Insurance. 

Description:  The  rule  prescribes  the 
regulatory  requirement  for  an  outside, 
independent  audit  of  any  federally 
insured  credit  union  by  a  certified 
public  accountant  under  certain 
specified  conditions.  The  rule  was 
added  to  reflect  applicable  provisions 
of  Public  Law  101-73.  the  Federal 
Financial  bistitutions.  Reform, 
Recovery,  and  Enforcement  Act  of 
1989. 

Estimated  Number  of  Respondents:  634. 

Estimated  Burden  Hours  per  Response: 
160  hours. 

Frequency  o/flespo/ise.- Reporting  only 
required  if  noncompliance  with 
existing  regulations. 

Estimated  Total  Reporting  Burden: 
101,440. 

Clearance  Officer:  Wilmer  A.  Theard  or 
Patricia  Slye.  (202)  682-9700, 
National  Credit  Union 
Administration,  room  7344, 1776  G 
Street,  NW.,  Washington.  DC  20456. 

OMB  Reviewer:  Gary  Waxman  (202) 
395-7340,  Office  of  Management  and 
Budget,  room  3208,  New  Executive 
Office  Building,  Washington,  DC 
20503. 

Becky  Baker, 

Secretary  of  the  NCUA  Board. 

[FR  Doc.  93-689  Filed  1-12-93;  8:45  am] 
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SeCURfTIES  AND  EXCHANGE 
COMMISSION 


rl^P  MQL  ^Wfr^WWlH^^ 


92-48] 
January  6, 1993. 


Saw  negullory  OrganizaMooa; 
Propoaad  fMe  Ctiwtga  by  National 
AsaodaMon  of  SacurHlaa  Daalara,  Inc. 
HaMMnQ  to  EalaMlafNiiaiil  of 
RaquifSfnanla  fof  Raal-Tinw  FlapuitlnQ 
of  Mambara'  Over-Tha-Counlar 
Tranaactiona  in  Caftaln  Equity 
Sacurttiaa 

Pursuant  to  section  19(bKl)  of  the 
Seciirities  Exchange  Act  of  1934. 15 
U.S.C  78s(bKl)  ("Act"),  notice  is  hereby 
given  that  on  November  24. 1992,  the 
National  Assodatton  of  Securities 
Dealers,  bic.  ("NASD")  filed  with  the 
Securities  and  Exdiange  Commission 
("Commission")  the  proposed  rule 
change  as  described  in  Items  I.  n.  and 
in  below,  which  Items  have  been 
prepared  by  the  NASD.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization's 
Statement  of  the  Terms  of  Substance  at 
the  Proposed  Rule  Change 

The  NASD  her^y  files  this  proposed 
rule  change,  pursuant  to  section  19(b)(1) 
of  the  Act  and  Rule  19b— 4  thereunder, 
to  establish  requirmnents  for  real-time 
trade  reporting  of  members'  over-the- 
countOT  transactions  in  equity  securities 
that  are  not  currently  reportable  on  a 
real-time  basis.  Securities  affected  by 
this  proposal  are  those  for  which 
members  now  submit,  on  a  daily  basis, 
their  aggregate  volume  data  and  price 
ranges  pursuant  to  Schedule  H  to  the 
NASD  By-Laws.  The  proposed  reporting 
requirements  are  patterned  after  those 
established  for  Nasdaq  listed  securities 
(i.e..  Parts  XII  and  XIII  of  Schedule  D  to 
the  NASD  By-Laws).  (New  language  is 
italicized  while  deleted  language  is 
bracketed.) 

Part  XIV— Reporting  Transactions  in 
Over-the-Counter  Equity  Securities 

This  Part  has  been  adopted  pursuant 
to  Article  VII  of  the  Corporation 's  By- 
Laws  and  sets  forth  the  trade  reporting 
requirements  applicable  to  members' 
transactions  in  equity  securities  for 
which  real-time  trade  reporting  is  not 
otherwise  required  (hereinafter  referred 
to  as  "OTC Equity  Securities"). 
Members  shall  utilize  the  Automated 
Confirmation  Transaction  Service 
("Act")  for  trade  reporting  in  OTC 
Equity  Securities. 


Section  1 — Definitions 

(a)  Terms  used  in  this  Part  shall  have 
the  stune  meaning  as  those  d^nedia 
the  Association's  By-Laws  and  Rules  of 
Fair  Practice  unless  otherwise  speckled 
herein. 

(b)  "OTC  Equity  Security"  means  any 
equity  security  not  classified  as  a 
"designated  security",  for  purposes  of 
Parts  Xn  and  Xm  c^  Schedule  D  to  the 
Corporation's  By-Laws.  This  term  also 
includes  certain  exchange-listed 
securities  that  do  not  otnerwise  qualify 
for  real-time  trade  reporting  because 
they  are  not  "eligible  securities"  as 
defined  by  section  1(d)  of  Schedule  G  to 
the  NASD  By-Laws.  The  term  "OTC 
Equity  Security"  shall  not  include 
"restricted  securities. "  as  defined  by 
Rule  144(aX3)  under  the  Securities  Act 
of  1933,  nor  any  securities  designated  in 
the  PORTAL  Market^. 

(c)  "Automated  Confirmation 
Transaction  Sendee"  or  ACT  is  the 
service  that,  among  other  things, 
accommodates  reporting  and 
dissemination  of  last  scue  reports  in 
OTC  Equity  Securities.  Regarding  those 
OTC  Equity  Securities  that  are  not 
eligible  for  clearance  and  settlement 
through  the  facilities  of  the  National 
Securities  Clearing  Corporation,  the 
ACT  comparison  function  will  not  bO 
available.  However,  ACT  will  support 
the  entry  and  dissemination  of  last  sale 
data  on  such  securities. 

(d)  "OTC  Market  Maker"  means  a 
member  of  the  Association  that  holds 
itself  out  as  a  market  maker  by  entering 
proprietary  quotations  or  Indications  of 
interest  for  a  particular  OTC  Equity 
Security  in  any  inter-dealer  quotation 
system,  including  any  system  that  the 
Securities  and  Exchmge  Commission 
has  qualified  pursuant  to  section  1 7B  of 
the  Securities  Exchange  Act  of  1934.  A 
member  is  an  OTC  Market  Maker  only 
in  those  OTC  Equity  Securities  in  wlUch 
it  displays  market  making  interest  via 
an  inter-dealer  quotation  system. 

(e)  "Non-Market  Maker"  means  a 
member  of  the  Association  that  is  not  an 
OTC  Market  Maker  trith  respect  to  a 
particular  OTC  Equity  Security. 

Section  2 — Transaction  Reporting 

(a)  When  and  How  Transactions  Are 
Reported 

(1)  OTC  Market  Makers  shall,  within 
90  seconds  after  execution,  transmit 
through  ACT  last  sale  reports  of 
transactions  in  OTC  Equity  Securities 
executed  during  normal  market  hours. 
Transactions  not  reported  within  90 
seconds  after  execution  shall  be 
designated  as  late. 

(2)  Non-Market  Makers  shall,  within 
90  seconds  after  execution,  transmit 
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through  ACT  or  the  ACT  service  desk  (if 
qualified  pursuant  to  Part  DC  of 
Schedule  D  to  the  By-Laws),  or  if  ACT 
is  unavailable  due  to  system  or 
transmission  failure,  by  telephone  to  the 
Market  Operations  Department  in  New 
YoHc  City,  last  sale  reports  of 
transactions  in  OTC  Equity  Securities 
executed  during  normal  market  hours. 
Transactions  not  reported  within  90 
seconds  after  execution  shall  be 
designated  as  late. 

(3)  Last  sale  reports  of  transactions  in 
OTC  Equity  Securities  executed  between 
9  a.m.  and  9:30  a.m.  Eastern  Time  shall 
be  transmitted  through  ACT  within  90 
seconds  after  execution  and  shall  be 
designated  as  ".T"  trades  to  denote  their 
execution  outside  normal  market  hours. 
Last  sale  reports  of  transactions  in  OTC 
Equity  Securities  between  the  hours  of  4 
p.m.  and  5:15  p.m.  Eastern  Time  shall 
also  be  transmitted  through  ACT  within 
90  seconds  after  execution:  trades 
executed  and  reported  after  4  p.m. 
Eastern  Time  shall  be  designated  as 
".T"  to  denote  their  execution  outside 
normal  market  hours. 

(4)  All  members  shall  report  weekly  to 
the  h4arket  Operations  Department  in 
New  York  City,  on  a  form  designated  by 
the  Board  of  Governors,  last  sale  reports 
of  transactions  in  OTC  Equity  Securities 
that  'are  executed  outside  the  hours  of  9 
a.m.  and  5:15  p.m.  Eastern  Time. 

(5)  A  pattern  or  practice  of  late 
reporting  without  exceptional 
circumstances  may  be  considered 
conduct  iiKonsistent  with  high 
standards  of  commercial  honor  and  just 
and  equitable  principles  of  trade,  in 
violation  of  Article  III.  Section  1  of  the 
Rules  of  Fair  Practice. 

(b)  Which  Party  Reports  Transaction 

(1)  In  transactions  between  two  OTC 
Kfarket  Makers,  only  the  member 
representing  the  sell  side  shall  report. 

(2)  In  transactions  between  an  OTC 
Market  Maker  and  a  Non-Market  Maker, 
only  the  OTC  Market  Maker  shall  report. 

13)  In  transactions  between  two  Non- 
Market  Makers,  only  the  member 
representing  the  sell  side  shall  report. 

(4)  In  transactions  between  a  member 
and  a  customer,  the  member  shall 
report.  ■* 

(c)  Information  To  Be  Reported 

Each  last  sale  report  shall  contain  the 
following  information: 

(1)  Symbol  of  the  OTC  Equity 
Security; 

(2)  Number  of  shares; 

(3)  Price  of  the  transaction  as  required 
by  paragraph  (d)  below;  and 

(4)  A  symbol  indicating  whether  the 
transaction  is  a  buy.  sell,  or  cross. 


(d)  Procedures  for  Reporting  Price  and 
Volume 

Members  that  are  required  to  report 
pursuant  to  paragraph  (b)  above  shall 
transmit  last  sale  reports  for  all 
purchases  and  sales  in  OTC  Equity 
Securities  in  the  following  manner: 

(1)  For  agency  transactions,  report  the 
number  of  shares  and  the  price 
excluding  the  commission  charged. 

(2)  For  dual  agency  tranactions,  report 
the  number  of  shares  only  once,  and 
report  the  price  excluding  the 
commission  charged. 

(3)  For  principal  transactions,  except 
as  provided  below,  report  each  purchase 
and  sale  transaction  separately  and 
report  the  number  of  shares  and  the 
price.  For  principal  transactions  that  are 
executed  at  a  price  which  includes  a 
mark-up,  mark-down  or  service  charge, 
the  price  reported  shall  exclude  the 
mark-up,  mark-down  or  service  charge. 
Such  reported  price  shall  be  reasonably 
related  to  the  prevailing  market,  taking 
into  consideration  all  relevant 
circumstances  including,  but  not  limited 
to,  market  conditions  with  respect  to  the 
OTC  Equity  Security,  the  number  of 
shares  involved  in  the  transaction,  the 
published  bids  and  offers  with  size 
displayed  in  any  inter-dealer  quotation 
system  at  the  time  of  the  execution 
(including  the  reporting  firm's  own 
quotation),  the  cost  of  execution,  and 
the  expenses  involved  in  clearing  the 
transaction. 

Exception:  A  "riskless"  principal 
transaction  in  which  a  Non-Market 
Maker,  after  having  received  from  a 
customer  an  order  to  buy.  purchases  the 
security  as  principal  from  another 
member  or  customer  to  satisfy  the  order 
to  buy  or,  after  receiving  from  a 
customer  an  order  to  sell,  sells  the 
security  as  principal  to  another  member 
or  customer  to  satisfy  the  order  to  sell, 
shall  be  reported  as  one  transaction  in 
the  same  manner  as  an  agency 
transaction,  excluding  the  mark-up  or 
mark-down. 

(e)  Transactions  Not  Required  To  Be 
Reported 

The  following  types  of  transactions 
shall  not  be  reported: 

(1)  Transactions  which  are  part  of  a 
primary  distribution  by  an  issuer,  a 
registered  secondary  distribution  (other 
than  "shelf  distributions"),  or  of  an 
unregistered  secondary  distribution; 

(2)  Transactions  made  in  reliance  on 
section  4(2)  of  the  Securities  Act  of 
1933; 

(3)  Transactions  where  the  buyer  and 
seller  have  agreed  to  trade  at  a  price 
substantially  unrelated  to  the  current 
market  for  the  security. 


(4)  Purchases  or  sales  of  securities 
effected  upon  the  exercise  of  an  option 
pursuant  to  the  terms  thereof  or  the 
exercise  of  any  other  right  to  acquire 
securities  at  a  pre-established 
consideration  uruvlated  to  the  current 
market. 

Interpretation  of  the  Board  of  Governors 

The  Corporation  seeks  to  emphasize 
the  obligations  of  members  to  report 
transactions  in  OTC  Equity  Securities 
within  90  seconds  after  execution.  All 
transactions  in  OTC  Equity  Securities 
not  reported  within  90  seconds  after 
execution  shall  be  reported  as  late,  and 
the  Corporation  routinely  monitors 
members'  cpmpliance  with  the  90 
second  requirement.  If  the  Corporation 
finds  a  pattern  or  practice  of  unexcused 
late  reporting,  that  is,  repeated  reports 
of  executions  in  OTC  Equity  Securities 
after  90  seconds  without  reasonable 
justification  or  exceptional 
circumstances,  the  member  may  be 
found  to  be  in  violation  of  Article  HI. 
Section  1  of  the  Corporation's  Rules  of 
Fair  Practice.  Exceptional 
circumstances  will  be  determined  on  a 
case-by-case  basis  and  may  include 
conditions  such  as  extreme  volatility  in 
an  OTC  Equity  Security,  or  in  the 
market  as  a  whole.  Timely  reporting  of 
all  transactions  in  OTC  Equity 
Securities  is  necessary  and  appropriate 
for  the  fair  and  orderly  operation  of  the 
marketplace,  and  to  ensure  the 
collection  of  adequate  information  for 
surveillance  purposes:  the  Corporation 
will,  therefore,  view  noncompliance  as  a 
rule  violation. 

Part  (XIV]  XV— Mutual  Fund  Quotation 
Program 


II.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
NASD  included  statements  cor.remirg 
the  purpose  of,  and  basis  for,  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  tlie  proposed 
rvile  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  FV  below.  The  NASD  has 
prepared  summaries,  set  forth  in 
sections  (A),  (B),  and  (C)  below,  of  the 
most  signiHcant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of.  and 
Statutory  Basis  for.  tiie  Proposed  Rule 
Change 

Through  the  instant  filing,  the  NASD 
is  seeking  the  SEC's  approval  of  a  rule 
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package  that  would  extend  real-time 
transaction  reporting  to  NASD  members' 
transactions  in  equity  securities  that  are 
not  subject  to  real-time  reporting  under 
existing  provisions  of  the  NASD  rules.* 
The  universe  of  securities  affected  by 
this  rule  proposal  is  the  same  universe 
for  which  members  now  submit 
aggregate  volume  and  price  range  data  at 
the  end  of  each  business  day  pursuant 
to  Section  2  of  Schedule  H  to  the  NASD 
By-Laws.'  Since  the  adoption  of 
Schedule  H  in  1988,  the  NASD  has 
collected  Schedule  H  data  solely  for 
regulatory  purposes  and  has  not 
disseminated  such  information  via  the 
Nasdaq  network  or  the  networks  of 
commercial  vendors. 

Under  this  proposal,  the  NASD  will 
capture  trade-by-trade  information — on 
a  real-time  basis  within  90  seconds  of 
execution — for  OTC  Equity  Securities  by 
means  of  members'  entries  into  the 
Automated  Confirmation  Transaction 
Service  ("ACT").  The  data  elements 
comprising  a  transaction  report  would 
be  the  same  as  those  now  required  for 
transaction  reports  in  Nasdaq  and 
exchange-listed  securities  reported 
through  ACT.  Implementation  of  the 
proposed  reporting  rules  will  enable  the 
NASD  to  capture  sufficient  trade  details 
to  construct  a  transaction  audit  trail 
reflecting  members'  daily  trading  in 
OTC  Equity  Securities.  This 
development  will  materially  enhance 
the  NASD's  regulatory  database  and 
permit  the  use  of  automated 
.surveillance  techniques  comparable  to 
those  utilized  for  the  Nasdaq  Stock 
Market.  Moreover,  the  collection  of 
transactional  data  through  ACT  will 
allow  the  NASD  to  phase  out  Schedule 
H  price/volume  reporting  for  OTC 
Equity  Securities.^  Assuming 
Commission  approval,  the  proposed 
reporting  rules  will  result  in  consistent 
trade  reporting  and  audit  trail 
requirements  across  all  market  segments 
for  which  the  NASD  has  primary  self- 


'  See  Parts  XII  and  XID  of  Schedule  D  and 
Schedule  G  to  the  NASD  By-Laws.  CCH  NASD 
Manual,  111865.  ia67A,  and  1917. 

'  Currently,  the  requirement  to  report  price/ 
volume  data  pursuant  to  Schedule  H  to  the  NASD 
By-Laws  extends  to  members'  activity  in  "Non- 
Nasdaq  Securities."  Paragraph  (a)  of  Schedule  H 
Defines  that  term  to  mean  any  equity  security  that 
is  neither  included  in  the  Nasdaq  System  nor  traded 
on  any  national  seciuities  exchange.  Paragraph  (a) 
also  extends  Schedule  H  reporting  to  over-the- 
counter  transactions  in  exchange-listed  securities 
that  do  not  qualify  for  real-time  trade  reporting 
because  they  are  not  "eligible  securities,"  as 
daflned  in  section  1(d)  of  Schedule  G  to  the  NASD 
By-Laws.  The  term  "OTC  Equity  Security",  as  used 
in  this  rule  proposal,  would  encompass  this  limited 
group  of  exchange-listed  equity  securities  as  well  as 
those  equities  that  are  neither  Nasdaq  or  exchange- 
listed. 

'This  phase  out  will  be  accomplished  through  a 
subsequent  Rule  19b-4  filing  by  the  NASD. 


regulatory  responsibility.  The  proposed 
reporting  requirements  would  be  put 
into  effect  no  later  than  mid-August  of 
1993,  which  corresponds  to  the  target 
date  for  completing  the  associated 
system  changes. 

The  instant  proposal  is  also  intended 
to  cause  the  OTC  Bulletin  Board  service 
("OTCBB")  to  meet  the  requirements  of 
section  17B  of  the  Act.  which  was 
added  to  the  statute  by  the  Securities 
Enforcement  Remedies  and  Penny  Stock 
Reform  Act  of  1990.  This  section 
requires  the  Commission  to  facilitate  the 
establishment  of  one  or  more  automated 
quotation  systems  (vmder  the  auspices 
of  a  self-regulatory  organization)  for  the 
entry  and  display  of  dealers'  quotations 
in  "penny  stocks"  (as  now  defined  by 
Rule  3a51-l  under  the  Act).  Section 
17B(b)(2)  specifies  the  characteristics 
required  of  such  systems.  With  the 
addition  of  facilities  for  collecting, 
processing,  and  disseminating  last  sale 
information  on  OTC  Equity  Securities, 
the  NASD  believes  that  the  OTCBB  will 
satisfy  those  minimum  statutory 
requirements.  The  Commission  has 
designated  the  OTCBB,  on  an  interim 
basis,  as  a  Qualifying  Electronic 
Quotation  System  for  purposes  of 
certain  penny  stock  disclosure  rules 
adopted  under  section  15(g)  of  the  Act.* 

In  defining  members'  reporting 
obligations  under  the  instant  proposal, 
the  term  "OTC  Market  Maker" 
encompasses  only  those  firms  that  hold 
themselves  out  as  market  makers  in 
some  inter-dealer  system,  including  a 
system  qualified  by  the  Commission 
under  Section  17B  of  the  Act.  This 
status  attaches  on  a  security-by-security 
basis.  A  firm's  status  as  a  Non-Market 
Maker  is  similarly  determined  on  a 
security-by-security  basis.  Basically,  a 
Non-Market  Maker  incurs  the  obligation 
to  report  a  transaction  in  an  OTC  Equity 
Security  (within  90  seconds  of 
execution)  only  when  the  contra  party  is 
not  an  OTC  Market  Maker  in  the  subject 
security.  This  approach  is  consistent 
with  the  reporting  obligations  already 
established  for  the  Nasdaq  Stock 
Market.  Hence,  the  proposed  reporting 
rules  are  equally  comprehensive  in  their 
application. 

The  NASD  recognizes  that  the  market 
structure  reforms  of  section  17B  were 
directed  at  penny  stocks  and  that  the 
universe  of  OTC  Equity  Securities  is 
broader.  Nonetheless,  the  NASD 
proposes  to  collect  and  disseminate 
transactional  information  real-time,  on 
all  domestic  OTC  Equity  Securities, 
regardless  of  whether  they  are  quoted  in 


*  Letter  from  Margaret  H.  McFarland,  Deputy 
Secretary.  SEC,  to  Richard  Ketchum,  Executive  Vic« 
President,  NASD,  dated  December  30. 1992. 


the  OTCBB.  This  last  sale  information 
will  be  made  available  through 
customary  vendor  channels  as  well  as 
the  NASD's  communications  netwoiic. 
Finally,  last  sale  information  input  by 
member  firms  on  the  subset  of  OTC 
Equity  Securities  consisting  of  foreign 
and  ADR  issues  will  be  collected  and 
used  exclusively  for  regulatory  purposes 
without  real-time  dissemination.  This 
limitation  is  believed  appropriate 
because,  at  the  Commission's  request, 
OTCBB  dealers  in  such  secujities  may 
only  update  their  quotes  twice  daily, 
and  are  therefore  precluded  from 
entering  firm  quotations  into  the  OTCBB 
for  such  issues.  The  NASD  will  not 
publish  trade  reports  on  these  securities 
in  order  to  avoid  any  reconsideration  of 
the  present  exemption  btxn  registration 
pursuant  to  Rule  12g3-2(b)  under  the 
Act. 

The  NASD  believes  that  the  proposed 
rule  change  is  consistent  with  sections 
llA(a)(l),  15A(b)(6)  and  17B  of  the  Act. 
Section  llA(a)(l)  sets  forth  the 
Congressional  findings  and  policy  goals 
respecting  operational  enhancements  to 
the  securities  markets.  Basically  the 
Congress  found  that  new  data 
processing  and  communications 
techniques  should  be  applied  to 
improve  the  efficiency  of  maricet 
operations,  broaden  the  distribution  of 
maricet  information,  enhance  the  abihty 
of  investors  to  monitor  the  quality  of 
executions  received,  and  foster 
competition  among  maii^et  participants. 
Section  15A(b)(6)  requires,  inter  alia, 
that  the  NASD's  rules  be  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  promote  just  and 
equitable  principles  of  trade,  and 
facilitate  transactions  in  securities. 
Finally,  section  17B  contains 
Congressional  findings  and  directives 
respecting  the  collection  and 
distribution  of  quotation  and  last  sale 
information  on  certain  low-priced 
equity  securities  (classified  as  "penny 
stocks"  piu^uant  to  Rule  3a51-l  under 
the  Act)  that  are  neither  Nasdaq  nor 
exchange-listed. 

B.  Se!f-Regutatory  Organization's 
Statement  on  Burden  on  Competition 

The  NASD  believes  that  the  rule 
change  will  not  result  in  any  burden  on 
competition  that  is  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 

C.  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members.  Participants,  or  Others 

Comments  were  neither  solicited  nor 
received. 
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nLBata-oCESactivMieM  af  the- 
Propo— AB«k  Cbangplid  Timing  for 


Within  35  days  of  the  date  of 
publication  of  diis  notice  in  the  Faderal 
RegiMei  ar  within  such  longer  period  (1) 
as  the  Cbmmissioa  may  desi^iata  up  to 
90  days  of  such  date  if  it  finds  such, 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii).as  to  which  the  NASD  consents,  the 
CoBuniasioD  will: 

A.  By  order  approve<such  proposed 
rule  change,  or 

B.  Instlruta  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV,  Settcilatia»  of  Commenta 

Interested  persons  are  invited  to 
submil  wxittea  data,  views,  and 
aiguneBts^coneaming  the  foregoing.  In 
addition.  theCommiaaon  specifically 
solicits  comment  on  whether  the 
OTCBB-  should  b»  considered  an 
automated  <|uotation  system  for  penny 
stodis  witliin.  the  meaning  of  section 
17B  of  theExchange  Act,  i^ion  the 
incorporation  of  last  salerepoiting- 
capabilttjr. 

Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission.  450  Fiflh  Street  NW.. 
Washington.  DC  20549.  Copies  of  the 
submissixuis,  aQ  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
changathataw  filed  with  the 
Commission,,  and  all  written 
commuaicationa  relating  to  the 
'proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be-  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C  552,  will  be 
available  fior  inspection  and  copying  in 
tha  Commission's  Public  Reference 
Room.  Copies  of  such  filing  will  also  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  NASD.  All 
submissions  should  tefar  to  the  file 
number  in  the  caption  above  and  should 
be  submitted  by  February  3. 1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority,  17  CFR  200.3O-3(a)(12) 
Mugaret  H.  McFarUnd, 
Depu  ty  Secretaiy. 

IFR  Doc.  93-752  Filed  l-ia-93;  8:45  ami 
BiujNG  coaatn»«i-ia 


[PaL  Na  IC-MSOSi  Na.  U1-33081 

AnwHcan  Gfenaral  FIxa*4ncoin« 
AccumuiatibrTFund.  rnc.;  Application 
forarrOnJkr 

January  4. 1993                          • 
AtTirtTT  Securitiae  and  Exchange- 
Commission' ("SEC"). 
action:  Notice  of  application  for  an 
order  under  the  Investment  Company 
Act  of  W40  (the  "1940  Act"). 

APPUCAMT.  American  Geaieral  Fixed- 
Income  Acctrniulation  Fimd.  Inc.  (ti» 
"Applicant"); 

Ra^EVMcr  ta40  act  section:  Order 
requested  under  section  8(f)  of  the  1940 
Act. 

SUMNMNV  OF  APPUCATION:  The  Applicant 
seeks  an  order  declaring  that  it  has 
ceased  to  be  an  investment  company  as 
defined  by  the  1940  Act. 
FUNG  DATC:  The  application  was  filed 
on  November  12, 1992.  and  amended 
and  restated  on  December  8, 1992  and 
December  24. 1992. 

HEARING  0«  NOTlFTCAnON  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unlbss  the  Commission  orders  a 
hearing.  Interested  persons  may  request 
a  hearing  by  writing  to  the  SEC's 
Secretary  and  serving  the  Applicant 
with  a  copy  of  the  request,  personally  or 
by  mail.  Hearing  requests  should  be 
received  by  tha  SEC  by  5:30  p.m.  on 
January  29. 1903,  and^ouldbe 
accompanied  by  proof  of  service  on  the 
Applicant  in  the  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  requester's  interest,  the  reason  for 
the  request  and  the  issues  contested. 
Persons  may  request  notification  of  a 
heariiog  by  writing  to  the  Secretary  of 
the  SEC 

A00RE5SC9:  Secretary,  SEC,  450  5th. 
Street  NW..  Washington.  DC  20549. 
APMJCANT.  American  General  Fixed- 
Income  Accumulation  Fund,  Inc.,  2800 
Post  Oak  Boulevard,  Houston.  Texas 
77056. 

FOR  FURTHER  INFORMATION  CONTACT: 
Yvonne  M.  Hunold,  Senior  Attorney,  at 
(202)  272-2676.  or  Wendell  Faria. 
Deputy  Chief,  at  (202)  272-2060.  Office 
of  Insurance  Product*  (Division  of 
Investment  Mana^ment). 
SUPFtEMENTAirr  INFOHMATTON:  Following 
is  a  summary  of  the  application;  the 
complete  application  is  available  for  a 
fee  from  the  SEC's  Public  Reference 
Branch. 

AppUcant'a  Rapmeatationa 

1.  The  Applicant  was  organized  aaa 
corporation  on  October  20, 1981,  under 
the  Iaw&  of  Maryland.  The  Applicant 


remains  in.  existaDca  and  in  good 
standing  in^  Maryland. 

2.  On  November  2. 1981.  tha 
Applicant  filed  a  Notification  of 
Registration  as  an  open-end  investment 
company  on  Fonn  Nr*A,.and  ita  initial 
registration,  statement  on  Form  H--\ 
under  the  1940  Act  and  under  the- 
SecurUies  Act  of  M33  (File  No.  2- 
74664).  Five  hundred  milliom 
(500,000,000)  shares  of  common  stock, 
all  of  one  class.  $0.01  par  value  per 
share  ("Common  Stock"),  ware 
registered  at  that  time.  Applicant's 
registration  statement  became  effective 
on  January  4, 1982,  and  the  initial 
public  o&ring  commenced  on  January 
28, 1992. 

3.  On  July  24. 1991.  the  Applicant's 
Board  of  Directors  ("Board")  authorized 
the  Applicant  to  join  in  tha  filing  of  an 
Application  ("Application")  for:  (i)  An 
Order  imder  section  26(b)  of  the  1940 
Act  approving  the  substitution  of  shares 
of  American  General  Series  Portfolio 
Company  ("AGSPC")  and  American 
Capital  Life  Investment  Trust  ("LIT")  for 
shares  of  the  Applicant,  and  (ii)  an 
Order  under  section  17(b)  or, 
alternatively,  section  6(c),  of  the  1940 
Act  exempting  the  Applicant  from 
secUons  17{aJ(l)  and  17(a)(2)  of  the  1940 
Act  to  the  extent  necessary  to  permit 
certain  purchase  and  sale  transactions 
between  affiliates  in  connection  with 
the  substitution.  On  September  20, 
1991,  tha  Commission  issued  an  order 
granting  the  Application  (Investment 
Co.  Act  Rel.  No.  18326). 

4.  On  September  12. 1991,  the  Board 
authorized  the  dissolution  of  Applicant. 
No  vote  of  Applicant's  securityholders 
was  required  by  law,  and  none  was 
sought.  No  proxy  materials  were 
distributed  to  Applicant's 
securityholders. 

5.  On  September  30, 1991.  the 
Applicant  had  3,036,781  sharesof 
Conmion  Stock  outstanding,  for  an 
aggregate  net  asset  value  of  $19,066,039. 
or  $6.28  per  share. 

6.  Effective  September  30. 1991,  the 
Applicant  transferred  seGuritie.s  valued 
at  $7,109,211.22  and. $194.645. 13  in 
cash  to  LIT,  and  securities  valued  at 
$11,250,410.27,  $351,219.87  in  cash  and 
$160,476.25  in  accrued  interest  to 
AGSPC.  on  behalf  of  its  securityholders 
in  satisfaction  of  redemption  requests 
made  by  such  securityholders  in 
connection,  with  the  substitution.  In 
addition,  $76.26  in  cash  was  paid  to 
American  Capital  Companies 
Shareholder  Services,  Inc..  the  transfer 
agent,  in  redemption  of  shares  held  in 
an  audit  account. 

7.  The  Applicant  bore  all  expenses  it 
incurred  in  connection  with  carrying 
out  its  part  of  the  substitution.  These       | 
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expenses  consisted  of  legal  fees, 
printing,  postage/shipping  and  filing 
fees.  The  Applicant,  in  turn,  allocated 
its  expenses  to  its  investment  adviser, 
American  Capital  Asset  Management, 

Inc. 

8.  Applicant  has  transferred  all  of  its 
portfolio  securities  and  other  assets  to 
its  securityholders. 

9.  Applicant  has  no  securityholders  to 
whom  distributions  to  complete 
liquidation  have  not  been  made.  The 
Applicant  has  no  securityholders. 
assets,  debts  or  other  liabilities 
outstanding. 

10.  The  Applicant  has  not,  within  the 
last  18  months,  for  any  reason, 
transferred  any  of  its  assets  to  a  separate 
trust,  the  beneficiaries  of  which  were 
Applicant's  securityholders. 

11.  Applicant  is  not  a  party  to  any 
litigation  or  administrative  proceeding. 

12.  Applicant  is  not  engaged,  nor  does 
it  propose  to  engage,  in  any  business 
activities  other  than  those  necessary  to 
wind  up  its  affairs; 

13.  As  of  the  date  of  filing  of  the 
Application,  the  Applicant  was  current 
in  all  filing  required  to  be  made  under 
the  1940  Act,  including  Form  N-SAR. 

14.  The  Applicant  will  file  Articles  of 
Dissolution  in  accordance  with 
Maryland  law  after  receipt  of  an  order 
of  the  Commission  declaring  that  the 
Applicant  is  no  longer  an  investment 
company  under  the  1940  Act. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authority. 
Margaret  H.  McFarland, 
Deputy  Secretary. 

(PR  Doc.  93-694  Filed  1-12-93;  8:45  amj 
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SMALL  BUSINESS  ADMINISTRATION 

Reporting  and  Recordkeeping 
Requirements  Under  OMB  Review 

ACTION:  Notice  of  Reporting 
Requirements  Submitted  for  Review. 

StiMMARY:  Under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35),  agencies  are  required  to 
submit  proposed  reporting  and 
recordkeeping  requirements  to  OMB  for 
review  and  approval,  and  to  publish  a 
notice  in  the  Federal  Register  notifying 
the  public  that  the  agency  has  made 
such  a  submission. 

DATES:  Comments  should  be  submitted 
within  30  days  of  this  publication  in  the 
Federal  Register.  If  you  intend  to 
comment  but  cannot  prepare  comments 
promptly,  please  advise  the  OMB 
Reviewer  and  the  Agency  Clearance 
Officer  before  the  deadline. 


COPIES:  Request  for  clearance  (S.F.  83), 
supporting  statement,  and  other 
documents  submitted  to  OMB  for 
review  may  be  obtained  frran  the 
Agency  Clearance  Officer.  Submit 
comments  to  the  Agency  Clearance 
Officer  and  the  ONffi  Reviewer. 
FOR  FURTHER  INFORMATION  CONTACT: 
Agency  Clearance  Officer.  Cleo 

Veibillis,  Small  Business 

Administration,  409  3rd  Street  SW., 

5th  Floor.  Washington,  DC  20416. 

Telephone:  (202)  205-6629 
OMB  Reviewer:  Gary  Waxman,  Office  of 

Information  and  Regulatory  Affairs. 

Office  of  Management  and  Budget. 

New  Executive  Office  Building. 

Washington,  DC  20503. 

Title:  U.S.  Small  Business 

Administration's  Applicant  Survey 
SB  A  Form  No.:  SB  A  Form  1843 
Frequency:  Quarterly  and  Annually 
Description  of  Respondents:  Individuals 

seeking  employment 
Annual  Responses:  7,500 
Burden:  1,275 

Dated:  January  8, 1993. 
Calvin  lenkins. 

Director,  Office  of  Administrative  Services. 
IFR  Doc  93-781  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  TRANSPORTATION 


Coast  Guard 
(CGO-91-224] 

Extension  of  Certification  of 
Alternative  Advisory  Group  in  Lieu  of 
a  Council 

AGENCY:  Coast  Guard.  DOT. 

ACTION;  Notice.     

StJMMARY:  On  December  17, 1992.  the 
Coast  Guard  extended  for  six  months 
the  certification  of  the  Prince  William 
Soimd  Regional  Citizens'  Advisory 
Council  as  an  alternative  voluntary 
advisory  group  pursuant  to  the  Oil 
Pollution  Act  of  1990.  The  certification 
has  been  extended  through  June  30. 
1992  to  allow  the  group  to  use 
guidelines  recently  finaUzed  by  the 
Coast  Guard  in  the  group's  next  request 
for  annual  certification. 
FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Janice  Jackson,  Project  Manager.  Marine 
Environmental  Protection  Division,  (G- 
MEP-3),  (202)  267-0500,  U.S.  Coast 
Guard  Headquarters,  2100  Second  Street 
SW.,  Washington,  DC  20593-0001. 
SUPPI^MENTARY  INFORMATION:  Congress 
passed  the  Oil  Terminal  and  Oil  Tanker 
Environmental  Oversight  and 
Monitoring  Act  of  1990,  33  U.S.C.  2732 


(the  Act),  to  foster  the  long-term 
partner^ip  among  industry, 
government,  and  local  communities  in  . 
overseeing  compliance  with 
environmental  concerns  in  the 
operation  of  crude  oil  terminals  and 
tankers. 

Paragraph  (o)  of  the  Act  (33  U.S.C 
2732(o))  permits  an  alternative 
voluntary  advisory  group  to  represent 
the  communities  and  interests  in  the 
vicinity  of  the  oil  terminal  facilities  in 
Prince  William  Sound  in  lieu  of  a 
council  of  the  type  specified  in  33 
U.S.C  2732(d),  if  certain  conditions  are 
met.  The  Act  requires  that  the  group 
enter  into  a  contract  to  ensure  annual 
funding  and  receive  annual  certification 
by  the  President  that  it  fosters  the 
general  goab  and  purposes  of  the  Act    . 
and  is  broadly  representative  of  the    . 
community  and  interests  in  the  vicinity 
of  the  terminal  facilities.  Accordingly, 
in  1 991 .  the  Presi  dent  granted 
certification  to  the  Prince  William 
Sound  Regional  Citizens'  Advisory 
Council. 

The  authority  to  certify  alternative 
advisory  groups  was  subsequently 
delegated  to  the  Commandant  of  the 
Coast  Guard,  and  redelegated  to  the 
Chief.  Office  of  Marine  Safety,  Security 
and  Environmental  Protection.  The 
Coast  Guard  recertified  the  Prince 
William  Sound  Regional  Qtizens' 
Advisory  Council  as  an  alternative 
voluntary  advisory  group  in  1992  (57  FR 
14440).  At  that  time  the  Coast  Guard 
advised  alternative  voluntary  advisory 
groups  that  guidelines  would  be  issued 
to  assist  them  in  the  annual 
recertification  process.  Because  the 
guidelines  for  recertification  will  not  be 
available  before  its  current  certification 
expires,  the  Coast  Guard  has  extended 
the  certification  of  Prince  William 
Sound  Regional  Qtizens'  Advisory 
Council. 

Extension  of  Certification 

By  letter  dated  December  17. 1992. 
the  Chief,  Office  of  Marine  Safety, 
Security,  and  Environmental  Protection 
extended,  through  June  30, 1993.  the 
certification  for  the  Prince  William 
Sound  Regional  Citizens'  Advisory 
Council  to  act  as  an  ahemative 
voluntary  advisory  group  tuider  the 
provisions  of  33  U.S.C  2732(o). 

Issued  on:  January  6, 1993. 
R.C  North. 

Captain,  U.S.  Coast  Guard  Acting  Chief, 
Office  of  Marine  Safety,  Security  and 
Eitvironmental  Protection. 
IFR  Doc.  92-793  Filed  1-12-92;  8:45  am) 
HLUNO  CODE  4»10-14-M 
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Dtecontinuanc*  of  OMSt  Guard 
Ifodkim  FraquMwy  (IIF)  Mbraa 
Radlof  Itgraphy  Sandc— 

AGB4CVrCoaBt  Guard.  DOT. 

ACTION;  Notice  of  Intent. 

SUMMARY:  The  United  States  Coast 
Guard  intenda  to  discontinue 
watchj^ping  on  the  distress  &eq>iency 
500  KHs  at  all  of  its  Communication 
Stationa  and  cutters,  and  cease  all  Moise 
Code  services  in  the  medium  frequency 
radiotelegraphy  band  effective  August  1, 
1993. 

RM  FUfmCRMFORMATION  CONTACT: 
LCDR  Frank  Irr.  Telecommunications 
Operations  Division  (G-TTO).  Office  of 
Command*  Control  and 
rnmmiminiHnnn,  U.S.  Coast  Guard, 
2100  Second  Street  SW.,  Washington. 
1X120593-0001.  telephone  (202)  267- 
1348.  teleCox  (202)  267-4662.  or  telex 
892427  (ODASTGUARD  WASH). 
Normal  office  hours  are  between  7  a.m. 
and  3:30  p.m.  Monday  through  Fdday. 
except  holidays. 

SUPPLEMPfTJWY  wronMAiPOH;  Morse 
radiotelegraphy  was  first  used  to  save 
lives  at  sea  in  1899.  In  1914.  afterthe 
sinking  of  the  TITANIC,  the  first 
International  Convention  for  the  Safsty 
of  Life  at  Sea  (SOLAS)  was  adopted, 
requiring  certain  riiips  to  maintain  a 
continuous  Morse  radiotelegraphy 
listening  watch  to  ensure  that  calls  from 
a  ship  in  distress  would  be  received. 
Coast  stations  had  similar  requirements 
ta  maintain  a  continuous  listening 
watch  during  their  hours  of  service. 
This  maritime  radio  distress  system  was 
originally  developed  as  a  ship-to-ship 
alerting  system,  but  slowly  evolved  into 
a  ship-to-shore  alerting  system  as  radio 
perfcmnance  improved  and  shore-based 
rescue  coordination  centers  were 
created.  Use  of  Morse  telegraphy  as  the 
primary  international  distress  and 
calling  system  for  ships  at  sea  has 
remained  relatively  unchanged  for 
almost  100  years. 

The  Global  Maritime  Distress  and 
Safety  System  (GMDSS)  amendments  to 
the  SOLAS  Convention  wwe  adopted  in 
1988.  This  system  is  more  efficient  and 
provides- the  mariner  with  options  for 
initiating  or  relaying  distress  alerts,  and 
passing  and  receiving  maritime  safety 
information.  Options  now  available  in 
the  United  States  include  Inmarsat 
satellite,  radio  telex,  MF/HF  single 
sideband,  VHF  radiotelephone,  and 
satellite  emei<gency  position  indicating 
radiobeacons  (QHRB^  for  distress  alerts 
and  telecommunications;  and  Inmarsat 
SafstyNET,  Navtex  md  HP  Navtex  fbr 
maritime  safety  infonnatiaabroadcastB. 


The  SOLAS  Convention  requires  thai: 
ships  install  Navtex  equipment  and 
satellite  ETDtBs  by  August  1. 1908. 

Navtex  broadcasts  include  the  same 
notices  to  marinere,  weather,  search  mid 
rescue  and  fixed  fishing  gear  location 
products  that  have  been  provided  by. 
United  States  MF  Morse  broadcasts. 
Distress  and  other  calls  to  any  U.S. 
Coast  Guard  Communication  Station, 
can.  also  be  made  oa  any  of  the 
following  HF  single  sideband 
radiotelephone  channels:  424  (4134 
kHz).  601  (6200  kHz).  816  (8240  kHz). 
1205  (12242  kHz). 

The  Coast  Guard  believes  that  the 
above  options  are  sufficient  to  ensure 
that  adequate  distress-and  safiaty 
communication  capabilities  are 
available.  Therefore,  effective  August  1. 
1993,  the  Coast  Guard  will  cease  all 
medium  frequency  Morse 
radiotelegraphy  services. 
D.E  Ciancaglini. 

Bear  Admiral.  U.S.  Coast  Guard.  Chief.  Office 
of  Command,  Control  and  Communications. 
|FR  Doc  93-791  Filed  1-12-93;  8:45  am] 
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SacofuJ  Coast  Guartf  District  Industry 
Day 

MBmesft:  Coast  Guard ,  DOT. 
ACTION:  Notice  of  meeting. 

DISCUSSION  OF  NOTICE:  On  18  March 
1993,  the  Commander.  Second  Coast 
Guard  District  will  sponsor  an  Industry 
Day  program  to  provide  an  open 
exchange  of  information,  ideas,  and 
opinions  on  matters  of  mutual  interest 
or  concern  to  the  inland  marine 
community  and  the  Coast  Guard. 
Industry  Day  activities  will  be  held  at 
the  Heiiry  Vm  Hotel,  4690  North 
Lindbergh,  St.  Louis,  Missouri  as 
follows: 

Wednesday,  17  March 

5-7  p.m.  Registration  for  early  arrivals. 

Thursday,  18  March. 

7:30  a.m. — ^Registration  continues. 

8:30  a.m. — General  Session:  Opening 
comments-Selected  Presentations. 

10  a.m. — ^Panel  EHscussions:  Three 
separate  small  group  panels  focusing' 
on  Towing  Industry,  Shoreside 
Facilities,  and  Small  Passenger  Vessel 
Industry. 

12  p.m. — Banquet'Style  luncheon. 

1:30  p.m. — Panel  Uacussions  continue. 

4:30  p.m. — Industry  Day  concludes. 
Advance  registration  and  payment  of 

the  $24.00  conference- fee  is  required. 

Hm  fee  includes  the  luncheon  and 


refi^shments.  Registration  forms  or 
additional  informatim  on  the  Industry 
D^y  activities  and  events  achedulbd  by 
othar^roups<to  coincide  with  Indiistry 
Day  may  he  c^Hained  from  one  of  the 
officers  named  below.  Written 
recommendatians  far  ageaida  discusaion 
topics  are  micouraged  and^ould  ba 
mailed  directly  to  one  of  the  officers 
named  below.  Registration  forms  and 
fees  should  be  mailed  directly  to  the 
Henry  Vm  Hotel.  Attn:  Reservations, 
c/o  Amelia  Koncki,  4690  N.  Lindbergh, 
St.  Louis,  Missouri  63044  and  must  be 
received  by  March  15, 1993. 
FOR  PUmMER  MFORMATKm«CONTACTr 
Commander  Jonathan  S.  Glantz  or 
Lieutenant  Qiarles  L:  McAllister, 
Commander  (mpb);  Second  Coast  Guard 
District.  1222  Spruce  Street,  room 
2.102G.  St.  Louis.  Missouri  63103-2832. 
The  telephone  nimiber  is:  (3T4)  539- 
2655. 

Dated:  December  29, 1992. 
Norman  T.  Sannden, 
Rear  Admiral  (Lower  Half),  Unitad  States 
Coast  Guard,  Commander,  Second  Coast 
Guard  District. 
IFR  Doc.  93-789  Piled l-lZ-98;  8:45  am] 


Federal  Tranait  Adminiatration 

FTA  Sectiona  3  and  9  Grant 
Obligationa 

agency:  Federal  Transit  Administretion 
(FTA).  DOT. 
ACTION:  Notice. 

SUMMARY:  The  Department  of 
Transportation  and  Related  Agencies 
Appropriations  Act,  1993,  Public  Law 
102-338.  signed  into  law  by  President 
George  Bush  on  October  6. 1992. 
contains  a  provision  requiring  the 
Federal  Trnuit  Adm.inistration  (FTA)  to 
publish  an  announcement  in  the 
Federal  Register  every  30  days  of  ^ants 
obligated  pursuant  to  sections  3  and  9 
of  the  Federal  Transit  Act,  as  amended. 
The  statute  requires  that  the 
announcement  include  the  grant 
numb«.  the  grant  amount,  and  the 
transit  property  receiving  each  grant. 
This  notice  provides  the  information  as 
required  by  statute. 
FOR  FURTHER  MFORMATION  contact: 
Janet  Lynn  Sahaj,  Chief,  Resoiurce 
Management  and  State  Programs 
Division,  Office  of  Capital  and  Fonnula 
Assistanoa,  Depotment  of 
Transpoitationi  Fedwal  Transit 
Administration,  Office  of  Grants 
Management,  400  Seventh  Street,  SW;, 
room  9305.  Washington.  DC  20590, 
(202)  366-2053. 
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SUPPLEMENTARY  MFOmiATION:  The 
section  3  pro^wn  provides  capital 
aafiislanca  Id  digikV  nc^iente  ia  tiiree 
(jalHguiies:  Fixml  guiituwuy 
Riodomizatim,  canstructioa  of  new 
fixed  guidewa]r  systems  and  extensions, 
and  bus  puicluses  and  constzuctiut  of 
bus  related  ficatities.  The  sacti«n  & 


propam  apportieaa  binds  on  a  fonnula 
basis  to  pzQvide  mpitAl  aod  npurating 
assistance  in  urbanized  areas.  Sectitm  9 
grants  reported  may  include  flexible 
fends  trausfmed  from  the  Federal 
Highway  Administl-ation  to  ttie  FTA  Coc 
use  in  transit  proj^ects  in  urbanized 
aiea&.  These  flexibla  funds  are 

Section  a  Grants 


authorized  under  th3  Intennodal 
Sw^face  Transportation  Efficiency  Act  of 
1991  (ISTEA)  to  be  used  for  hig)iway  or 
transit  purposes.  Pursuant  to  the  statute 
FTA  reports  the  {bUowiag  ffooL 
JaJMUtBkiuii. 


ToMirii  propady 


i:  Authority  d  MigtaBy  County,  mMwgk,  PA — 

MhN0an  OepaMnatar'nanaportatiaii  Wililiii 

Wt^emt  Oevaic|XM«CA«tncy.  SL  Lairi»,  iD-H. 

CUfs*  Tucson,  TtMMRi  AZ - - - 

StPmncisco  B^Af  Rapid  TfaniKDiOiEt.  SWiRandtca  ChiMawtf>  CA 

MMnpelttan  Dad* Tnrall  Agency.  MhiK  rnalueh,  RL 

StM»  of  HawaD.  NmmI,.  Hawaii .._ 

OevbWnes  MuHapiaia  Transit  AuttaMyi  OMMein««  lA 

CH^rai^  OfltroK  OapaMRMMof  TrawpwMMv  OaHot.  M 

a»  oH»WnneapQl»  OWceotCHyCiMiaiafci',  MitwmapaiH-St  Paul,  MW  . 


>  Jareey  TranrttCaipoTatlon.  New  ypik,  HY  KiiiKwatloin.  NJ 
RhodB  Island  ITlipilMil  of  Transportation  PfoiridBnce-PaMtueiwI,  Ri  MA 


GisnkNB. 


PA-OS-OZZT-OO 

m-Qi-ara-co 

P*»O-03-0(K7S-M 

AZ-od'-ooie-oo 

a^-09-03B*-OB 
FL-(»^t3t-aO 
HMJS-OOfft-OO 

iA-o3-ooa»-ar 
m-cs-o^^D-<n 

MM-03-0045-00 
HJ-03-00W-00 
R»-0S-0016-<» 


Gieni  amoufif 


$T3,20QUX>0 

9,675.000 

39.383,000 

3,254,316 

t2.ooo.aoo 

7.2Sr.0QO 
2.000,000 
80,000 
?,41S3S0 
9,000,000 

2t,aoo.ooo 

3,312,000 


OtMgaHon' dMB 


TQtzarM 

TtfWSB 

Tznsm 

12/22192 

W3B92 
12g2/92 

izfDsraz 

t2J2Sf32 


Section  9  Grants 


Tranaltprapaity 


Gary  PobHc  Transpoitalleit  Corporation,  CNeage,  It.— Northwestem  IN  . 

TrwwHAuttwilyotBNwClty,  LouteviHe,  ITMN 

DalKArea  Rapitf  TraMM.  Dallas-Ft  WoMti.  TX 

CHy  o»  Waco,  Wato,  TX  _ 

CHy  of  Pt)oenlx,  PHoenix,  AZ _.......,..........»...........*.«.......»»m».....».... 

Cil|i  of  Pty>«nix,  PfweiiiM,  AZ .^.^ ^ 

CKit  ct  Ptwenix.  PhoaolM,  AZ _ ,. 

Katanuoo  Mate  TcanaH,  Kalamazoo,  Mt 

Mtmicipallty  oi  Ai«Jwb»  Anchorage,  AK . 

atf  0*  Tucson,  Tiiesoi%  AZ ~~ 

cay  of  Modesto,  MBdarto,  CA . . 

CKy  sf  Lompoc,  Lompoc,  CA 


Sen  Otago  AssodMon  of  Qovemmenla,  Sarr  Diego,  CA . 

SunHne  Transit  Age««cy,  Palm  Springs,  CA  .« -. 

CHyotPuetJlo,  Pue«o,  CO 

>  County,  Grand  Juncaon,  CO » 


CaNnaaMcut  Depwanant  cH  Transportatlatr,  Connecticai , 

Cannacacut  DepartmaMi  e(  Transportation,  Connecticut 

Greater  HBTtioitfTransirDlstrlcr,  Hartforrf-MWdfeto*»n,  CT „ 

Connecticut  Department  of  Transportation,  Connecticut _ ... . 

MIfofd  Transit  District,  Bridgeport-MiHord,  CT _ 

East  VoiiHieCkMniy^-East  Voiuaia  TransporlatiorT  Authority,  Daytona  Beactt,  ft  „ — 

BiDwaftt  Ov  Btf  or  Co  Commissionam— Bncmard  Co  Mass  Tiansir  tSvision;  ft  LaudUKlaia  Ho»ywood-P<w- 
panaBch,  R_ 

Sarasota  County  Transportation  Auttioiity,  Sarasota-Bradenton,  FL 

Panam»eHyMeliui)uliaii  Planning  OrganlzaHan,  Panarr.a  City,  R. 

CKyoiTalWiaaaaa—TaNahasaBeTransK  Authority,  Tallahassee,  FL 

City  of  l^ew  Smyrna  Beactv— S«nyrm  TraB*  Systtnv  Daytooa  Baach,  PL -.. 

Cedar  Rapids  Transit  Department,  Cedar  Rapids,  lA  

Kaylwa  Baa  Oyatom.  Dubuque,  lA-lt. 

C«y  of  SlouwOiy,  SloiwCHy,  lA-NE-SO - 

Greatar  Lafayalla  PtOte  TranaporXoiT  Coipowttam  Ufayette^fVasr  Lafayelta.  M 

CityofKottoan,  ladlBna.Hol«oa»,  IN — . 

Evana>*laUib«»T«aaltSa<dy.  EvanavHle,  IN-KY  ..._ 

Fort  Wayne  Public  Taospertatton  Coip.,  Fort  Wayne,  IN 

Indianapolis  PublieTrwtspodallQn  Corporation,  Indiaoapolls,  IN 

Johnson  County  Tianslt.  Kansas  City.  KS-MO 

Jefferson  Parish.  New  Orleans,  LA _ _ 

City  of  Baton  Rouge,  Batorr  Rouge,  LA _ 

Bail(sh^e  County  Ragienat  PlanniaaCDinmMcR,  Pittsfield,  MA 


Greater  Attieboro-Taualen  Regional  Transit  Authority,  Taunton,  MA 

Southeastern  Reglonaf  Tranait  Authority,  New  Bedford,  MA 

Worcaalar  Ragianal  Tianall  Authority,  Vi^wceelef.  MA-CT  

Memmadl  Valay  Ra^onaf  Tranal  Autlwty,  Lawanea  HavertiM.  MA-NH 

cape  AmrTraBspertatian  Authority.  Beaton.  Ut, 

Greater  Portland  Transit  Oistitct,  PoitlaMt,  ME 


Suburban  MoMtty  Authority  fbrRagtonafTraiiapoitallon,  Detroit  DAI . 

Grand  napwa  A>aa  Trawalt  AtHhotty,  Grand  Rapids,  Ml 

Toiirt  Ciaa*  AraaTianapmoKon  AuMwdf^  Banlaa  Htor,  Ml 

Gtty  of  Mooifwad,  FaiB^Moedtaad,.  Nf>MN 

C»y  of  Springfiald  City  UtWilas.  SprinfMd,  MO 


CranriWo. 


IN-90^C17/MXI 
KY-90-XWO-01 
JX-90-X24S-W 

Tx-9D-xaBO-ao 
AZ-go-xo30-ao 

AZ-90-X031-OD 

AZ-9O-XD33-O0 

M»-gO-XT57-01 

AK-SO-XOTO-00 

AZ--90-X034-00 

CA-m-X4S2-ao 

CA-90-X507-00 
CA-90-X521-00 

CAr^o-xs22-aa 
co-90-xo7i-aa 

CO-gi>-X072-<J0 

CT-aa-x2i3^oo 

CT-gO-X214-QD 
CT-90-X21S-00 
CT-90-X216-00 
CT-90-X217-00 
FL-90-X1 98-00 
FL-90-X1 99-00 

FL-90-X207-00 
FL-90-X212-00 
FL-9O-X213-00 
FL-90-X2 14-00 
1A-90-X 139-00 
IA-9&-X  140-06 
IA-90-X1 45-00 
IN-90-X 172-00 
IN-90-X1 73-00 
IN-90-X 174-00 
IN-90-X1 75-00 
IN-90-X177-00 
KS-90-X066-0B 
LA-90-X 138-00 
LA-90-X139-00 
MA-90-X 144-00 
MA-90-XT4&-ea 
MA-90-X 146-00 
MA-90-X146-00 
MA-SO-X1SO-0Q 
MA-90-X 153-00 
ME^W)-X064-00 
MI-90-X1 50-01 
MI-90-X164-00 
Mi-90-X1«^^e 

MN-so-xa»-oa 

MO-WVXOTS-OS 


Grart  amourc 


$2,028,211 
S6M& 

19SMJX0 
1.663,270 

12,127  JS3A 

S35.S6B 

S7QQ.00O 

iaa.os6 

7S1.42a 

4,607  AU 

1.293U1SS 

1£Ufl32 

ono^vOT 

1,081.642 

1.474.,SB& 

284.a2a 

ii>«s,9ea 

4^(54,000 

1.675300 

484317 

7S«00» 

1,112,147 
7.220.9a* 

2.600.800 

179,680 

757,800 

19S30S 

1,026,926 

3M,29a 

571,428 

848,435 

3Q3.37a 

1,505,454 

1.148327 

3.391300 

296.315 

2.340^000 

1.743.077 

20308 

1,123^969 

1363303 

2,488.190 

4.2IBJ75 

75;000 

401,020 

2.174378 

1.530.723 

404.T38 

298.896 

818380 


Obftgatton  data 


IQfKVBff 

loooaa 
1001/92 
loavaa 
11/BSM 
ivosoe 
iiAsat 

taasse 

1^2880 

\2a2m. 
Insane 

120400 

uaaiai 

12/291^92 
12/29/92 
1208162 

t2tZM9Z 

12/21/82 
12/21/92 
1»2t/5? 
12a  1A2 
12/1^92 

taosfw 

xaaatoi 

12/18/92 

^2/^vn 
i2.'ias» 

t2/taS2 
T2/23f92 
120092 
12/22/92 
1929^ 
120MS 
1209IS2 

i^agne 

12/2902 
12A)af92 
12/ia02 
12/18/92 
t2nW9F 
12/1«Aa 
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Section  9  Grants— Continued 


Tmnsit  propwty 


BI-SlaM  Development  Agency.  SL  Louts.  MO-H. 

Kmwm  CNy  Aree  TrmsportMlon  Authority.  Kaneae  City.  MO-KS  

City  o(  I  Itlieiriiiro    Henntno  4  Community  Deveiopment,  HatUestxirg,  MS  . 

Oly  o«  Durtiem.  Durtwm,  NC 

City  ol  AtfwwMe.  AehevWe.  NC 

CHy  ol  Raleis^  Raleigh.  NC 

Town  ol  Chapel  HH.  Dwhaffl,  NC 


City  ol  Bismeicii.  Bismaitk.  NO 

Cooperative  AMence  lor  Seacoest  Tranaportalion.  Portsmouth- Dover-Rochester.  NH-ME 

New  Jersey  Tiansit  Corpoiatloft.  New  Yorti.  NY— Norttieasiem  NJ 

New  Jersey  Tiansn  Corporation.  New  Yorti,  NY— Nonheestem  MJ 

Regional  TrMMpoitation  Commission  ol  Ciaitt  County.  Us  Veges,  NV 

nat^oi^  TrwMportaiion  Commisalon  ol  Washoe  County.  Reno.  NV 

Magara  Frontier  TraneportaHon  Authority.  BuKaio-Niagara  FaUs.  NY 

Oukheaa  County.  Poughkeepsle.  NY ~ 

New  YorH  ktatfopoMan  Transportation  Authortty.  New  Yorti.  NY— Northeastern  NJ 
New  Yorti  lUetropolitan  Transportation  Authority.  New  Yorti.  NY— Northeastern  NJ 
Magara  Frontier  Transportation  Authority.  Butlalo-Niagara  Fals.  NY 

Utica  Tiana*  Authority.  UHca-Bome.  NY 

Santoga  County  Planning  Board.  Aibany-Schenectady-Trey.  NY 
GiaalH  Glana  Fans  Transit  System.  Glen  Falls.  NY 


I  Frontier  TianspottaOon  Authortty,  Buftalo-Nlagara  FaHs.  NV  ..„ 

Cviion  ReglorMi  Transit  Authority.  Canton.  OH 

Portage  Area  Reglorwl  Transportation  Authortty.  Akron.  OH 

Greater  Cleveland  Regional  Transit  Authority.  Cleveland.  OH 

Malrapottan  Tulsa  TcansH  Authority.  Tulsa.  OK 

Rogue  Vaiey  Transportation  District.  Medlord.  OR 
Cwmbertand-Oauphin-Hanistiurg  Tiansit  Authority.  Hanistturg.  PA 

City  ol  Sharon.  Sharon.  PA-OH  

jomheactsm  Pennsylvania  Transportation  Authority.  Philadelphia.  PA-NJ 

Commonweeith  ol  Puerto  Rico— Department  olTiansp.  and  PuMcWortis.  San  Juan.  PR 

MunldpaMy  o»  l^lanatl.  Vega  Baja-Manatl.  PR _ — 

MekopoMan  Bus  Authority.  San  Juan.  PR 

IMurtdpaMy  o<  ManaU.  Vega  Baia-Manatl.  PR . 


Rhode  ielwid  Department  o<  Transportation.  Piovidenc»4>awlucliet.  RI-MA  . 

City  ol  Rapid  cay.  Rapid  CKy.  SO 

cay  o»  Slowi  Fa«B.  Skxn  Fais.  SO 

Oly  ol  Knoowea.  KnoocwMa.  TN 

cay  ol  San  Angato.  San  Angalo,  TX 

cay  ol  Oalvestoa  Galveston.  TX ; 

CNy  ol  Piano,  DaHs  Ft  \Nort^  TX 

cay  d  Deaumont.  Beaumont.  TX  _ 

cay  ol  AmaiMo.  AmarMo.  TX 


Corpus  Christt  Regional  TransM  Aulhoray.  Corpus  Chrtstl.  TX 

Panlnaula  Tiansportadon  DIstilct  Commission,  Newport  News-Hamplan.  VA  . 

cay  ol  CNMtoOeavMa.  ChartonesvHie.  VA — 

SnohomWi  County  Transportation  Authority,  Seattle.  WA 


Grant  No. 


MO-9O-X0e7-00 

MO-90-X0e8-00 

MS-90-X044-00 

NC-9(>-Xt39-01 

NC-90-X147-00 

NC-9(V^X146-00 

NC-90-X149-00 

NO-9a-X028-00 

NH-dO-X03S-00 

NJ-90-X035-00 

NJ-90-X03&-O0 

NV-90-X018-01 

NV-90-X019-00 

NY-W-X233-00 

NY-90-X23fr^» 

NY-90-X237-01 

NY-90-X239-00 

NY-90-X243-00 

NY-9O-X248-00 

NY-90-X249-00 

NY-9O-X2SO-00 

NY-90-X251-00 

OH-90-X173-00 

OH-90-X177-00 

OH-90-X179-00 

OK-90-X042-00 

OR-9a-X042-01 

PA-90-X24t-01 

PA-90-X243-00 

PA-90-X24ft-00 

PR-9O-X011-0e 

PR-90-X066-Ot 

PR-90-X072-O0 

Pfl-90-X073-(» 

RI-90-X021-00 

SO-90-X021-00 

St>-9(>-X022-00 

TN-90-X106-00 

TX-flO-X257-00 

TX-flO-X2Se-00 

TX-90-X262-00 

TX-90-X2e3-00 

TX-90-X264-00 

TX-90-X26S-00 

VA-90-X09&-01 

VA-90-X104-00 

WA-90-X138-00 


Grara  amount 


9.958.709 

4/*51,0t1 

238.095 

649,869 

702.641 

2.130.373 

1.016.999 

344.792 

2.674 

30.000,000 

4.000,000 

1.728,036 

4,000,000 

796,400 
50.000.000 
93.726.964 

492.000 

472.089 
1.048,000 

302.636 
7.394,347 
1.069.001 

253.901 

13.446.720 

2.092,493 

111.419 
1.117,403 

286364 

54.662.196 

1,600.000 

592.000 
7.251.519 

440.000 
5.e64>l9 

443.756 

741,032 
1,484  AM 

664.990 

819.600 
13,000 

836,431 
1,000333 
2309344 
1356,196 

525324 

300.000 


Obligation  date 


12/23/92 
1206/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/21/92 
12/28/92 
12/29/92 
12/23/92 
12/22/92 
12/28/92 
12/28/92 
12/23/92 
12/23/92 
12/23/92 
12/16/92 
12/28/92 
12/24/92 
12/23/92 
12/26/92 
12/26/92 
12/16/92 
12/23/92 
12/18/92 
12/22/92 
12/28/92 
12/21/92 
12/24/92 
12/16/92 
12/26/92 
12^1/92 
12^1/92 
12/21/92 
12/29/92 
1208/92 
120a«2 
12/21/92 
1202/92 
1202/92 
12/22/92 
12/22/92 
12/22/92 
12/22/92 
12/22/92 
12/18/92 
12/22/92 


Issued  on:  January  8, 1993. 
Brian  W.  Clyiner. 
Administrator. 

|FR  Doc.  93-763  Filed  1-12-93;  8:45  am) 
MUJNG  cooc  4eie-«7-« 


National  Highway  Traffic  Safety 
Administration 

(Oocltat  No.  92-S4;  Notice  2] 

Detenninatlon  ttwt  Nonconforming 
1986  Byw  318  Paaaenger  Cars  Are 
Eligible  for  Importation 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA).  DOT. 
ACTION:  Notice  of  determination  by 
NHTSA  that  nonconforming  1986  BMW 
316  passenger  cars  are  eligible  for 
importation. 

SUMMARY:  This  notice  announces  the 
determination  by  NHTSA  that  1986 
BMW  316  passenger  cars  not  originally 


manufactured  to  comply  with  all 
applicable  Federal  motor  vehicle  safety 
standards  are  eligible  for  importation 
into  the  United  States  because  they  are 
substantially  similar  to  a  vehicle 
originally  manufactured  for  importation 
into  and  sale  in  the  United  States  and 
certified  by  its  manufacturer  as 
complying  with  the  safety  standards 
(the  1986  GMW  325).  and  they  are 
capable  of  being  readily  modified  to 
conform  to  the  standards. 
DATE:  The  determination  is  effective 
January  13,  1993. 

FOR  FimTHER  INFORMATION  CONTACT: 
Ted  Bayler.  Office  of  Vehicle  Safety 
Compliance,  NHTSA  (202-36&-5306). 

SUPPLEMENTARY  INFORMATION: 

Background 

Under  section  108(c)(3KA)(i)  of  the 
National  Traffic  and  Motor  Vehicle 
Safety  Act  (the  Act).  15  U.S.C 
1397(c)(3)(A)(i).  a  motor  vehicle  that 


was  not  originally  manufactured  to 
conform  to  all  applicable  Federal  motor 
vehicle  safety  standards  shall  be  refused 
admission  into  the  United  States  on  and 
after  January  31, 1990,  unless  NHTSA 
has  determined  that 

(I)  the  motor  vehicle  is  *  *  *  substantially 
similar  to  a  motor  vehicle  originally 
manufactured  for  importation  into  and  sale 
in  the  United  States,  certified  under  section 
114  |of  the  Act],  and  of  the  same  model  year 
*  *  *  as  the  model  of  the  motor  vehicle  to. 
he  compared,  and  is  capable  of  being  readily 
modified  to  conform  to  all  applicable  Federal 
motor  vehicle  safety  standaids  *  *  * 

Petitions  for  eligibiUty  determinations 
may  be  submitted  by  either 
manufacturers  or  importers  who  have 
registered  with  NHTSA  pursuant  to  49 
CFR  part  592.  As  specified  in  49  CFR 
593^7,  NHTSA  publishes  notice  in  the 
Federal  Register  of  each  petition  that  it 
receives,  and  affords  interested  persons 
an  opportunity  to  comment  on  the 
petition.  At  the  dose  of  the  comment 
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period.  NHTSA  detemuBes.  on  the  basis 
of  the  petaion  and  any  comments  that 
it  has  received,  whether  the  vehicle  is 
elig^)le  for  impartation.  The  agency 
than  piiMiabas  this  detecminatinn  in  the 
Federal  Bagister. 

Wallace  Environmental  Testing. 
Laboratories.  &1C.  of  Houston.  Texas 
(Registered  Importer  R-90-0051 
petitioned  NHTSA  lo  determine 
whether  1986  BMW  316  passengei  cars 
are  eligible  for  importation  into  the 
United  States.  hOfTSA  piAhshad  notice 
of  the  patilioa  oaOctobai  7. 1992  (57 
FR  46236)  to  affosd  an  opportunity  for 
public  commenL  The  reader  is  reared 
to  thai  notice  for  a  thorough  description 
of  the  petition,  ^4oco^una^lswe^e 
reoeived  in  response  to  the  notice. 
Based  on  its  review  of  the  information 
submitted  by  the  petitioner.  NHTSA  has 
determined  to  grant  the  petition. 

Vehicle  Eligibility  Number  for  Subiect 
Vehicles 

The  importer  of  a  vehicle  admissible 
under  any  final  determination  must 
indicate  on  the  form  US-7 
accompanying  entry  the  appropriate 
vehicle  eB^jibWity  number  indicating 
thai  *•  vehicle  is  eligible  far  entry.  VSP 
#25  is  the  vehicle  eligibility  number 
assigned  to  vehicles  admissible  under 
this  notice  of  final  determination. 

Final  DatMnanatiait 

Accordingly,  on  the  basis  of  the 
foregorng,  NHTSA  hereby  determines 
that  a  1986  BNfW  316  is  substantially 
similar  to  a  1986  BMW  325  originally 
manufactured  for  importation  into  and 
sate  in  the  United  States  and  certified 
under  section  114  of  the  National  Traffic 
and  Motor  Vehicle  Safety  Act.  and  is 
capable  of  being  readily  modified  to 
conform  to  all  applicable  Federal  motor 
vehicle  safety  standards. 

Authority:  15  U.SC  1397(c)(3)(A)(i)(l)  and 
(C)(ii);  49  CFR  593.8;  delegations  of  authority 
at  49  CFR  1.50  and  501.8. 

Issued  on:  January  7, 1991 
WiUiam  A.  Boehly. 

Associate  Administrator  for  Enforcement. 
[PR  Doc.  93-765  Filed  1-12-93;  fl:45  am] 

BILLING  CODE  4aiO-S»~l» 

[Docket  No.  92-47;  »totice2] 

Transportation  ManufBctiuing  Corp.; 
Grant  of  Petition  for  Determination  of 
Inconsequentfat  Noncomptiartce 

This  notice  grants  the  petitrem  of  the 
Transportation  Manufacturing 
Corporation  (TMC)  of  Roswell,  New 
Mexico,  to  be  exempted  from  the 
notification  and  remedy  requirements  of 
••IB  National  Traffic  and  Motor  Vehicle 


Safety  Act  (15  U.S£L  1381  et  seq.)  on 
the  basis  that  fts  noacompliance  with 
Federal  Motor  Vehicle  Safety  Standard 
No.  106.  "BrdLe  Hoses,"  is 
inconsequential  as  it  related  to  motor 
vehicle  safety. 

Notice  of  receipt  of  the  petition  was 
published  on  September  11. 1992.  and 
an  opportunity  afforded  for  comment 
(57FR41804>. 

Paragraph  S7JLJ  of  Standard  No.  106 
specifies  that,  "tejxcept  for  hose 
reinforced  by  v>rire,  an  air  brrice  hose 
shall  vwithatand  a  tensile  force  of  ft 
poimds  per  inch  of  length  befoie 
s^mratioa  of  adjacent  layersw** 

TMC  was  notified  by  Daaa 
Cocporatioa  tfite  maBufactmer  of  this 
hose)  of  a  pofenti^  cover  adhemon 
noncompliance  invoLvuig  its  H33806 
hoee  which  TMC  used  fair  air  brake 
{qijplications  on  buses  manufaetuied  at 
Roewell.  New  Mexico.  Sora«  of  tha 
subject  boses  do  not  coaiply  with  the 
adhesion  requirements  of  FMVSS  No. 
106.  "Brake  Hoses." 

TMC  supports  its  petition  for 
inconsequential  noncompliance  with 
the  following. 

TMC  states  that  the  subject  hoses  are 
used  in  two  applications.  In  the  first,  the 
hose  operates  at  S5  pounds  per  square 
inch  fpsi)  air  pressure  and  the  only 
function  is  to  keep  the  parking  brake  off. 
If  the  hoee  were  to  fail  completely  in 
this  application,  the  parking  brake 
would  imniediaftely  engage.  The  service 
brake  woutd  remain  functional,  but  air 
pressure  would  rapidly  be  lost  in  the 
system.  In  the  second,  the  hose  operates 
at  100  psi  air  pressure  and  it  functions 
as  part  of  the  backup  brake  system,  hi 
this  application,  a  hose  failure  would 
not  affect  the  operation  of  a  properly 
fonctionlng  mein  service  brake  system. 

Due  to  the  length  of  time  the  subject 
hoses  have  been  on  the  buses, 
differentiating  the  possibly 
noncompliant  hoses  fi-om  the  compliant 
ones  would  be  difficult,  if  not 
impossible,  due  to  wear  and  tear  fitjm 
typical  use.  TMC  estimates  that  less 
than  eight  percent  of  the  installed  hoses 
are  of  the  potentially  noncompliant 
type,  but  over  4.500  hoses  would  be 
required  to  be  repalced  if  a  recall  were 
required.  TMC  believes  that  the 
potential  safisty  problems  would  be 
greater  if  all  4.500  hoses  were  replaced 
without  factory  quality  control,  than  if 
the  existing  hoses  corttinue  to  be  used. 

hi  summary,  based  on  TMCs 
warranty  history  and  the  function  of  the 
hoses.  T^C  believes  that  the 
noncompliance  will  not  affect  the  safety 
of  their  vdiides  and,  therefore,  is 
inconsequential  as  it  relates  to  motor 
vehicle  safaty. 


No  fftmimmtg  woe  Mceived  on  the 

pfftiti«n 

A  petition  1^  Naviatar  laiamatioBal 
relating  to  adheaioa  fiukues  in  hosaa 
manidacturad  by  Dana  was  granted  on 
October  11. 1901  (56  FR  51440).  oa  \ha 
basis  of  the  following  argumenU: 

1.  The  end  *ise  of  die  hoses  is  suck 
that  they  are  subject  to  pressure,  not 
vacuum  apphcations. 

2.  If  die  hoses  are  used  in  vacuum 
applications,  tbeir  crimped  end  fittings 
make  it  unlikely  that  air  would  becooM 
trapped  between  the  layers  of  the  hose. 

3.  If  there  iaaoy  permeation  of  air 
from,  the  inner  tube,  the  hoses  ate 
designed  to  release  it  through  the  pin- 
pricked  outer  layer. 

The  hoses  used  by  the  petitioner  are 
Dana  Weatherbead  hoses  and  they  are 
nsed  in  pressure  apphcations.  The  outer 
layer  of  the  hoses  is  pin-pric±ed.  The 
hoses  are  equipped  with  the  same 
crimped  end  fittings  as  the  Weatherbead 
hoses.  Thus,  the  same  factors  exist  in 
this  case  as  the  previous  petition  whicb 
was  granted. 

AccoftKiigly.  petitioner  has  met  its 
burden  of  persuasion  that  the 
noncompliance  herein  described  is 
inconsequential  as  it  relates  to  motor 
vehicle  safety,  and  its  petition  is 
gnmted. 

(15  U.SjC.  1417;  delegations  of  autboufy  at 
49 CFRl. 50 and 4»  CFR  501.81 

Issued  on:  January  7, 1993. 
Barty  Felrice. 

Associate  AdnunitXmtor  far  Rulemaking. 
IFR  Doc.  93-69«  Filed  1-12-93;  8:45  ami 
BiLUNO  ooaet 


Research  and  Spadai  Progran* 
Administration 

[Notice  no.  93-3} 

Metric  Conwarsion  PoUcy 

AGENCY:  Research  and  Special  Programs 
Administration  (RSPA).  DOT. 
ACnONt  Notice  of  proposed  policy  and 
request  for  comments. 

StJniMRY:  This  document  solicits 
comments  on  a  proposed  poUcy  that 
would  promote  an  orderly  conversion  to 
the  metric  system  for  all  RSPA  programs 
which  are  affected  by  the  statutory 
mandates  of  Section  5164  of  the 
Omnibus  Trade  and  Competitiveness 
Act,  Public  Law  100-418.  This  Act 
makes  it  the  policy  of  the  United  States 
to  designate  the  metric  system  of 
measurement  as  the  preferred  system  of 
weights  and  measures  for  United  States 
trade  and  commerca  The  Act  requires 
Federal  agencies  to  use  the  metric 
system  in  procuranentSv  ^ants,  and 
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other  business-related  activities  to  the 
extent  economically  feasible  by  the  end 
of  1992.  RSPA  will  comply  with  the 
policy  established  by  the  Department  of 
Commerce,  the  agency  leading  this 
effort,  and  by  the  Department  of 
Transportation. 

DATES:  Written  Comments  must  be 
received  on  or  before  February  22, 1993. 
ADDRESSES:  Submit  written,  signed 
comments  to  the  number  assigned  to 
this  notice.  Research  and  Special 
Programs  Administration,  Voipe 
National  Transportation  Systems  Center, 
Management  Systems  Offlce,  room 
1127, 55  Broadway,  Cambridge,  MA 
02142.  All  comments  received  will  be 
available  for  examination. 
FOR  FURTHER  MFORMATION  CONTACT: 
David  M.  Daley,  Management  Systems 
Office,  at  the  above  address  or  telephone 
(617)494-2419. 

SUPfLEMEHTARY  MFORMATION: 

I.  Background 

Federal  agencies  are  required  to  use 
the  metric  system  of  measurement  in 
procurement,  grants  and  other  business- 
related  activities,  except  to  the  extent 
that  such  use  is  impractical  or  is  likely 
to  cause  significant  inefficiencies  or  loss 
of  markets  to  the  United  States  firms, 
such  as  when  foreign  competitors  are 
producing' competing  products  in  non- 
metric  units.  (Omnibus  Trade  and 
Competitiveness  Act  Pub.  L.  100-418, 
section  5164.)  The  U.S.  Department  of 
Commerce  pubUshed  its  guidance  for 
Federal  agencies,  which  requires  these 
agencies  to:  (1)  Establish  metric 
conversion  plans  and  dates  for  use  of 
the  metric  system  to  procurement, 
grants,  and  other  business-related 
activities;  (2)  coordinate  with  other 
Federal  agencies.  State  and  local 
governments  and  the  private  sector;  (3) 
assist  in  the  removal  of  barriers  to 
metric  system  transition;  and  (4) 
provide  for  full  public  involvement  and 
timely  information  about  significant 
metrification  policies,  programs  and 
actions. 

The  Department  of  Commerce  further 
requires  that  Federal  agencies  shall  give 
due  consideration  to  known  effects  of 
their  actions  on  State  and  local 
governments  and  the  private  sector  as 
well  as  publications  or  agency 
statements  of  general  applicability  and 
future  effect  designed  to  implement, 
interpret,  or  prescribe  law  or  policy  or 
describe  the  paying  business  particular 
attention  to  efiect  on  small  business. 
(Omnibus  Trade  and  Competitiveness 
Act  Pub.  L  100-^18,  section  5164.) 

The  Department  ojf  Transportation  has 
issued  implementing  guidance  tmder 
DOT  Order  1020.  IC  The  Order  states 


that  the  Department  of  Commerce 
interprets  the  1992  deadline  for  metric 
conversion  to  mean  that  plans 
scheduling  such  conversion  should  be 
in  place  by  then,  with  some  conversion 
underway  and  other  conversions 
scheduled,  as  appropriate,  for  later 
dales.  For  purposes  of  these  guidelines 
such  scheduled  conversions  should  be 
completed  where  possible  by  1997,  and 
where  necessary  go  beyond  that  year. 

II.  Purpose 

The  purpose  of  this  notice  is  to  solicit 
comments  on  the  action  and  the 
proposed  timetable  for  conversion  to  the 
metric  system  for  all  RSPA  pro-ams. 

Metric  conversion  for  RSPA  is  not 
voluntary;  it  is  now  mandatory  for 
RSPA's  procurement,  grants,  and  other 
business-related  activities,  except  to  the 
extent  that  such  use  is  impractical  or  is 
likely  to  cause  significant  inefficiencies 
or  loss  of  markets  to  United  States  firms. 

A.  Definitions 

Metric  system  means  the  international 
System  of  Units  (SI)  established  by  the 
General  Conference  of  Weights  and 
Measures  in  1960.  as  interpreted  or 
modified  from  time  to  time  for  the 
United  States  by  the  Secretary  of 
Commerce  under  the  authority  of  the 
Metric  Conversion  Act  of  1975. 

Other  business-telated  activities 
means  measurement-sensitive 
commercial  or  business-directed 
transactions  or  programs,  i.e.,  standard 
or  specification  development,  procedure 
or  practice  requirements  of  an  agency. 

Measurement-sensitive  means  that  the 
choice  of  a  measurement  imit  is  a 
critical  component  of  the  activity:  i.e., 
an  agency  rule/regulation  to  collect 
samples  or  measure  something  at 
specific  distances  or  to  specific  depths, 
or  specifications,  requiring  intake  or 
disdiarge  of  a  product  to  certain 
volumes  or  flow  rates;  guidelines  for 
clearances  between  objects  for  safety,  - 
security  or  environmental  purposes,  etc 

B.  General  Policy 

RSPA  will  promote  an  orderly 
transition  to  the  metric  system  for  all 
programs  in  accordance  with  the 
statutory  requirements.  Department  of 
Commerce  policy  guidance  and 
Department  of  Transportation  guidance. 

The  Federal  Acquisition  Regulations 
issued  by  the  General  Services 
Administration  (GSA).  in  addition  to 
other  GSA  and  DOT  regulations  and 
policies,  will  govern  metric  conversion 
of  RSPA's  procurement  policies.  RSPA 
will  determine  the  training  needs  of 
personnel  most  closely  associated  with 
implementation  of  the  metric 
conversion  plan.  Requests  for 


conversion  tables  and  staff  training  will 
provide  minimal  impact  on  budgetary 
planning  for  most  programs. 

Training  activities  will  be  coordinated 
through  the  DOT's  Metric  Coordinating 
Committee.  RSPA  will  establish  a 
working  committee  with  representative<; 
from  each  program  area  to  coordinate 
the  implementation  of  its  metric 
conversion  plan.  RSPA  timetable  for 
total  metric  conversion  is  FY  1997. 

C.  Program  Exclusions 

Metric  usage  shall  not  be  required  to 
the  extent  such  use  is  impractical  or  is 
likely  to  cause  significant  inefficiencies 
or  loss  of  markets  to  United  States  firms. 
(Omnibus  Trade  and  Competitiveness 
Act  Pub.  L.  100-418,  section  5164). 

Issued  on:  January  7, 1993. 
Douglas  Hun, 
Acting  Administrator. 
|FR  Doc.  93-764  Filed  1-12-93;  8:45  am) 
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DEPARTMENT  OF  THE  TREASURY 

Public  Information  Collection 
Requirements  Submitted  to  OMB  for 
Review 

Dated:  January  7, 1993. 

The  Department  of  Treasiiry  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980. 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  room  3171  Treasury  Annex. 
1500  Pennsylvania  Avenue.  NW.. 
Washington,  DC  20220. 

Financial  Management  Service 

OMB  Number:  1510-0035 
Form  Number:  None 
Type  ofBeview:  Extension 
Title:  Assignment  Form 
Description:  This  form  is  used  when 

awardholders  wish  to  assign  or 

transfer  all  or  a  portion  of  their  award 

to  another  person.  In  doing  so. 

awardholder  forfeits  all  future  rights 

to  the  portion  assigned. 
Besponaents:  Individuals  or  households 
Estimated  Number  of  Bespondents:  150 
Estimated  Burden  Hours  Per  Besponse: 

30  minutes 
Frequency  of  Besponse:  Other  (as 

needed) 
Estimated  Totd  heporting  Burden:  75 

hours 


Department 
IFR  Doc.  93- 
BILUNOCOOC 


Federal  Regjgter  /  Vol.  58.  No.  8  /  Wednesday.  January  13,  1993  /  Notices 


4199 


Clearance  Officer:  Jacqueline  R.  Perry. 
(301)  344-8577,  Financial 
Management  Service.  3361-L  75th 
Avenue,  Landover.  MD  20785. 

OMB  Reviewer  Milo  Sunderhauf,  (202) 
395-6880,  Office  of  Management  and 
Budget,  room  3001.  New  Executive 
Office  Building,  Washington,  DC 
20503. 

Lois  K.  Holland, 

DepaiimenUd  Reports,  Management  Officer. 

IFR  Doc.  93-762  Filed  1-12-93;  8:45  ami 
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Public  Infonnation  Collection 
Requirements  Submitted  to  OMB  for 
Review 

Dated:  January  7, 1993. 

The  Department  of  Treasury  has 
submitted  the  following  public 
infonnation  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-51 1 .  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury.  Room  3171  Treasury  Annex, 
1500  Pennsylvania  Avenue,  NW., 
Washington.  DC  20220. 

Internal  Revenue  Service 

OMB  Number:  1545-0633 
Form  Number:  IRS  Notices  437,  438. 
466 

Type  of  Review:  Extension 

Title:  Notice  of  Intention  to  Disclose 

Description:  Notice  is  required  by  26 
U.S.C.  6110(f).  A  reply  is  necessary  if 
recipient  disagrees  with  the  Service's 
proposed  deletions.  The  Service  uses 
the  reply  to  consider  propriety  of 
making  additional  deletions  to  public 
inspection  version  of  written 
determinations  or  related  background 
file  documents. 

Respondents:  Individuals  or 
households.  State  or  local 
governments.  Farms,  Businesses  or 
other  for-profit.  Non-profit 
institutions.  Small  businesses  or 
organizations 

Estimated  Number  of  Respondents: 
5,000 

Estimated  Burden  Hours  Per 
Respondent:  30  minutes 

Frequency  of  Response:  On  occasion 

Estimated  Total  Reporting  Burden: 
2,500  hours. 

OMB  Number:  1545-0806 

Regulation  ID  Number:  EE-12-78  Final 

Type  of  Review:  Extension 


Title:  Nonbank  Trustees  of  Pension  and 
Profit-Sharing  Trusts  Benefiting 
Owner-Employees 

Description:  IRS  section  408(a)(2) 
permits  a  person  other  than  a  bank  to 
be  the  trustee  of  an  IRA.  To  do  so, 
application  needs  to  be  filed  and 
various  qualifications  need  to  be  met. 
IRS  uses  the  information  to  determine 
whether  a  person  qualifies  to  be  a 
non-bank  trustees. 

flespondents:  Businesses  or  other  for- 
profit.  Small  businesses  or 
organizations 

Estimated  Number  of  Respondents/ 
Recordkeepers:  340 

Estimated  Burden  Hours  Per 
Respondent/Recordkeeper:  46 
minutes 

Frequency  of  Response:  On  occasion 

Estimated  Total  Reporting/ 
Recordkeeping  Burden:  260. 

OMB  Number:  1545-0881 

Form  Number:  IRS  Form  8271 

Type  of  Review:  Extension 

Title:  Investor  Reporting  of  Tax  Shelter 
Registration  Number 

Description:  All  persons  who  are 
claiming  a  deduction,  loss,  credit,  or 
other  tax  benefit,  or  reporting  any 
income  on  their  returns  from  a  tax 
shelter  required  to  be  registered 
(under  IRC  6111)  must  report  the  tax 
shelter  registration  niunber  on  that 
return.  Form  8271  is  used  for  this.  We 
use  the  information  to  associate 
claimed  benefits  with  the  tax  shelter 
and  to  determine  if  any  compliant 
actions  are  needed. 

Respondents:  Individuals  or 
households.  State  or  local 
governments,  Farms.  Businesses  or 
other  for-profit.  Non-profit 
institutions.  Small  businesses  or 
organizations 

Estimated  Number  of  Respondents/ 
Recordkeepers:  297,500 

Estimated  Burden  Hours  Per 
Respondent/Recordkeeper: 

Recordkeeping 7  minutes 

Learning  about  the  law  or  the  form 15 

minutes 

Preparing  the  fomi 17  minutes 

Copying,  assembling,  and  sending  the 

form  to  the  IRS 14  minutes 

Frequency  of  Response:  Annually 

Estimated  Total  Reporting/ 
Recordkeeping  Burden:  258,825  hours 

Clearance  C^icer:  Garrick  Shear.  (202) 
622-3869,  Internal  Revenue  Service, 
Room  5571, 1111  Constitution 
Avenue,  NW..  Washington.  DC  20224. 

OMB  Reviewer:  Milo  Sunderhauf,  (202) 
395-6880,  Office  of  Management  and 
Budget,  Room  3001.  New  Executive 


Office  Building.  Washington,  DC 
20503. 
Lois  K.  HoUuid, 

Departmental  Reports.  Management  Officer. 
(PR  Doc.  93-761  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  VETERANS 
AFFAIRS 

Information  Collection  Under  OMB 
Review 

AGENCY:  Department  of  Veterans  Affairs. 
action:  Notice. 


The  Department  of  Veterans  Affairs 
has  submitted  to  OMB  the  following 
proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
Chapter  35).  This  document  lists  the 
following  information:  (1)  The  title  of 
the  information  collection,  and  the 
Department  from  number(s),  if 
applicable;  (2)  a  description  of  the  need 
and  its  use;  (3)  who  will  be  required  or 
asked  to  respond;  (4)  an  estimate  of  the 
total  annual  reporting  hours,  and 
recordkeeping  burden,  if  applicable;  (5) 
the  estimated  average  bimlen  hours  per 
respondent;  (6)  the  &«quency  of 
response;  and  (7)  an  estimated  number 
of  respondents. 

ADDRESSES:  Copies  of  the  proposed 
information  collection  and  supporting 
documents  may  be  obtained  from  Patti 
Viers.  Records  Management  Service 
(723),  Department  of  Veterans  Affairs, 
810  Vermont  Avenue.  NW.. 
Washington.  DC  20420  (202)  233-3172. 

Comments  and  questions  about  the 
items  on  the  list  should  be  directed  to 
VA's  OMB  Desk  Officer,  Joseph  Lackey, 
NEOB,  room  3002,  Washington.  DC 
-  20503.  (202)  395-7316.  Do  not  send 
requests  for  benefits  to  this  address. 
DATES:  Comments  on  the  information 
collection  should  be  directed  to  the 
OMD  Desk  Officer  on  or  before  February 
12. 1993. 
Dated:  January  6, 1993. 
By  direction  of  the  Secretary:   • 
Frank  E.  Lalley, 

Associate  Deputy  Assistant  Secretary  for 
Information  Resources  Policies  and  Oversight 

Extension 

1.  38  CFR  1.519  Lists  of  Names  and 
Addresses. 

2.  The  information  is  used  to 
determine  whether  an  applicant  for  a 
list  of  VA  beneficiary  names  and 
addresses  is  a  nonprofit  organization 
and  intends  to  use  the  list  for  a  proper 
purpose. 
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3.  Strte  or  lecd  Gotemineiito    Non- 
profit  institutions. 

4. 106  hours. 

S.  60  minutas. 


6.0b< 

7. 106  lespondeiiu. 

IFR  Doc  S3-7ift9  FUed  1-12-93;  8:45  and 
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Sunshine  Act  Meetings 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  of  meetings  published  under 
the  "Govenvnent  in  the  Sunshine  Act"  (Pub. 
L.  94-409)  5  U.S.C.  552b(e)(3). 


coMMOomr  rttures  trading  commission 

"FEDERAL  REOISTEfl"  CITATION  OF 
PREVIOUS  ANNOUNCEMENT:  58  FR  375. 
PREVIOUSLY  ANNOUNCED  TIME  AND  DATE  OF 

MEETING:  10:30  a.m.,  Thursday,  January 

4, 1993. 

CHANGES  IN  THE  MEETINGS:  The 

Commodity  Futures  Trading 

Commission  has  cancelled  the  meeting 

previously  announced  to  discuss 

Enforcement  Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Jean  A.  Webb.  254-6314. 

fean  A.  Webb. 

Secretary  of  the  Commission. 

|FR  Doc.  93-882  Filed  1-11-93;  2:26  pml 

BILUNG  COOE  OS1-41-M 

DEFENSE  NUCLEAR  FAOLmES  SAFETY 
BOARD: 

Pursuant  to  the  provisions  of  the 
"Government  in  the  Sunshine  Act"  (5 
U.S.C.  552b).  notice  is  hereby  given  of 
the  Board's  meeting  described  below. 
The  Board  will  also  conduct  a  public 
hearing  pursuant  to  42  U.S.C.  2286b  and 
invites  any  interested  persons  or  groups 
to  present  any  comments,  technical 
information,  or  data  concerning  current 
health  or  safety  questions  at  the  Hanford 
Site. 

TIME  AND  DATE:  5:30  p.m.  February  11, 
1993 — Department  of  Energy 
presentations;  8:00  p.m. — Opportunity 
for  interested  persons  to  present  oral 
comments  concerning  the  matters  to  be 
considered. 

PLACE:  Federal  Building  Auditorium, 
825  Jadwin  Avenue,  Richland,  WA 
99352. 

STATUS:  Open.  While  the  Government  in 
the  Sunshine  Act  does  not  require  that 
the  scheduled  briefing  be  conducted  in 
a  meeting,  the  Board  has  determined 
that  an  open  meeting  in  this  specific 
case  furthers  the  public  interests 
underlying  both  the  Sunshine  Act  and 
the  Board's  enabling  legislation. 
MATTERS  TO  BE  CONSIDERED:  The  open 
public  meeting  and  hearing  are  being 
held  so  as  to  provide  the  Board  with  the 
latest  and  best  information  on  a  number 
of  current  health  and  safety  questions  at 
the  Hanford  Site,  and  to  receive  from 
members  of  the  public  any  pertinent 


comments  they  wish  to  make  on  these 
orother  Hanford-related  health  and 
safety  issues.  The  Department  of  Energy 
will  take  appropriate  measures  to 
safeguard  any  classified  or  controlled 
nuclear  information  it  presents  at  this 
meeting.  The  public  hearing  portion  is 
independently  authorized  by  42  U.S.C. 
2286b. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kenneth  M.  Pusateri,  General  Manager, 
Defense  Nuclear  Facilities  Safety  Board, 
625  Indiana  Avenue.  NW.  Suite  700. 
Washington.  DC  20004.  (202)  208-6400. 
This  is  not  a  toll  free  number, 

SUPPLEMENTARY  INFORMATION:  Requests 
to  speak  at  the  hearing  may  be 
submitted  in  writing  or  by  telephone. 
We  ask  that  commentators  describe  the 
nature  and  scope  of  the  oral 
presentation.  Those  who  contact  the 
Board  prior  to  close  of  business  on 
February  8, 1993,  will  be  scheduled  for 
time  slots,  beginning  at  approximately 
8:00  p.m.  The  Board  will  post  a 
schedule  for  those  speakers  who  have 
contacted  the  Board  before  the  hearing. 
The  posting  will  be  made  at  the 
entrance  to  the  Federal  Building 
Auditorium  at  the  start  of  the  5:30  p.m. 
meeting. 

Anyone  who  wishes  to  comment, 
provide  technical  information  or  data 
may  do  so  in  writing,  either  in  lieu  of. 
or  in  addition  to  making  an  oral 
presentation.  The  Board  members  may 
question  presenters  to  the  extent 
deemed  appropriate.  The  Board  will 
hold  the  record  open  until  February  22. 
1993,  for  the  receipt  of  materials.  A 
transcript  of  the  meeting  will  be  made 
available  by  the  Board  for  inspection  by 
the  public  at  the  Defense  Nuclear 
Facilities  Safety  Board's  Washington 
office  and  at  the  DOE's  public  reading 
room  at  DOE's  Richland  Field  Office. 
Federal  Building.  Room  157  (Al-65), 
825  Jadwin  Avenue,  Richland,  WA 
99352. 

The  Board  specifically  reserves  its 
right  to  further  schedule  and  otherwise 
regulate  the  course  of  the  meeting  and 
hearing,  to  recess,  reconvene,  postpone 
or  adjourn  the  meeting,  conduct  further 
reviews,  and  otherwise  exercise  its 
power  under  the  Atomic  Energy  Act  of 
1954,  as  amended. 
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Dated:  January  1 1 .  1993. 
Robert  M.  Andenen, 

General  Counsel. 

IFR  Doc.  93-949  Filed  1-11-93;  2:29  pm] 

BiLUNG  CODE  Mae-KD-M 

EQUAL  EMPLOYMENT  OPPORTUNITY 
COMMISSION 

"FEDERAL  REGISTER"  CfTATION  OF 
PREVIOUS  ANNOUNCEMENT:  57  FR  61965, 
Tuesday,  December  29. 1992. 

PREVIOUSLY  ANNOUNCED  TIME  AND  DATE  OF 
MEETING:  10:00  a.m.  (Eastern  Time). 
Tuesday,  January  12, 1993. 

CHANGE  IN  THE  MEETING:  The  meeting  has 
been  cancelled. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Frances  M.  Hart.  Executive  Officer,  on 
(202)  663-4070. 

Dated:  January  11, 1993. 
Frances  M.  Hart. 

Executive  Officer.  Executive  Secretariat. 
[FR  Doc.  93-959  Filed  1-11-93;  2:46  pml 
BHJJNO  COOE  e7S»-0MI 

FARM  CREDIT  ADMINISTRATION 

Farm  Credit  Administration  Board; 
Regular  Meeting 

SUMMARY:  Notice  is  hereby  given, 
pursuant  to  the  Government  in  the 
Sunshine  Act  (5  U.S.C.  552b(e){3)),  of 
the  forthcoming  regular  meeting  of  the 
Farm  Credit  Administration  Board 
(Board). 

DATE  AND  TIME:  The  regular  meeting  of 
the  Board  will  be  held  at  the  offices  of 
the  Farm  Credit  Administration  in 
McLean.  Virginia,  on  January  14, 1993, 
from  10:00  a.m.  until  such  time  as  the 
Board  concludes  its  business. 

FOR  FURTHER  INFORMATION  CONTACT: 
Curtis  M.  Anderson,  Secretary  to  the 
Farm  Credit  Administration  Board, 
(703)  883-4003.  TDD  (703)  883-4444. 

ADDRESSES:  Farm  Credit 
Administration,  1501  Farm  Credit  Drive, 
McLean,  Virginia  22102-5090. 

SUPPLEMENTARY  INFORMATION:  Parts  of 
this  meeting  of  the  Board  will  be  open 
to  the  public  (limited  space  available). 
and  parts  of  this  meeting  will  be  closed 
to  the  public.  The  matters  to  be 
considered  at  the  meeting  are: 

Open  Session 
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A.  Ai^HOvalofMinutet 

B.  Reports 

1.  Collateral  Evaluation  R<yitoHon> 

C  Unfijushed  Busiaets 

1.  Privacy  Act  Notice  Jot  Inve»t!gativB  Files 

of  the  Office  of  Inspector  General 

D.  NewBusinett 

1.  Regulations 

a.  Employee  Responsibilities  and  Conduct: 
12  CFR  Part  601  (Pinal). 

2.  Kules  far  Transaction  of  Business 

daaedSeariaa* 

A.  NewBuBiness 

1.  Enfofcaflaent  Acttons 


■Session  dosed  to  the  public— exempt 
poisuHit  to  S  U.SJC  SS2McN«)  and  (O). 

DatKl:  iMMary  11. 1M3- 
Cwti*M.AMlavM^ 
Seentar. /tea  Oedit  iWnMMrattB 
IPR  Doc  93-900  Piled  1-1 1-99;  9:4$  ami 


FEDERAL  HOUSMG  fVUNCC  WMflO 
TNE  AND  DATE:  9M  AJL.  THURSOAV, 
JANUARY  21, 1993, 9:99  AJU.,  FR0AV, 
JANUARY  22,  1999 


PUkCE:  2000  W.  Westcourt  Way.  Tampe, 

Arizona. 

STATUS:  This  entire  meeting  will  be 

closed  to  the  public. 

MATTERS  TO  BE  CONStOEREO: 

PORTIONS  CLOSED  TO  THE  PUBLIC:  The 

Board  will  consider  the  following: 

1.  GSe  Stvdiea. 

2.  System  2000 

3.  i^ency's  1993  Priorities 

4.  Board  Management  Issues. 

The  above  matters  an  exempt  under 
one  or  mora  of  sections  552b(c)  (2)  and 
(9)  (A)  and  (B)  of  title  5  of  the  United 
States  Code. 


CONTACT  PERSONS  POR  f 

MMmilAtMJW  Elaine  L.  Baker.  Exscntive 

Seoelaiy  to  the  Bccrd.  (202)  40S-2837. 

Pliilip  L.  Caaavcr. 

ktamaging  Dinctor. 

IFR  Doc.  93-943  Filed  1-11-93:  2:29  pral 


BOARD  OF  OOVERNORB  Of  1ME  FEDERAL 
RESERVE  SYSTEM 

TME  AND  DATES:  ll.-OO  ajn.,  Tuesday. 
January  19. 1903. 
PLACE:  Maniner  S.  Ecdes  Federal 
I  Board  Building.  C  SUoet 


entrance  between  20th  and  2l8l  Streets. 

N.W..  Washington.  D.C.  20551. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 

1.  Proposals  regarding  a  Federal  Reserve 
Bank's  renovation  project. 

2.  Personnel  actions  (appointments, 
promotions,  assi^nmeots,  reassignments.  and 
salary  actions)  involving  individual  Federal 
Roaerve  System  employees. 

3.  Any  items  canried  fofwanl  from  a 
previously  aonouaoad  raeetios- 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Mr.  Joseph  R.  Coyne,  Assistant  to  the 
Board:  (202)  452-3204.  You  may  call 
(202)  452-3207.  beginning  at 
approximately  5  pjn.  two  business  days 
before  this  meeting,  for  a  recorded 
announcement  of  bank  and  bank 
holding  company  applications 
schedided  for  the  meeting. 

Dated:  January  11. 1993. 
JennifBr  |.  Joluieoii, 
Associate  Secretary  of  the  Board. 
IFR  Doc  93-994  Filed  1-11-03: 3:49  pm] 
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This  section  of  the  FEDERAL  REGISTER 
contains  editorial  corrections  of  prevtousty 
published  Presidential,  Rule,  Proposed  Rule, 
and  Notice  documents.  These  corrections  are 
prepared  by  ttie  Office  of  the  Federal 
Register.  Agency  prepared  corrections  are 
issued  as  signed  documents  and  appear  in 
the  appropriate  document  categories 
eisawtiere  in  the  issue. 


DEPARTMENT  OF  LABOR 

Mine  Safety  and  Health  Administration 

Petitions  for  IModification 

Correction 

In  notice  document  92-31578 
beginning  on  page  62390  in  the  issue  of 
Wednesday.  December  30, 1992.  make 
the  following  corrections: 

1.  On  page  62391,  in  the  first  column, 
under  the  heading  "5.  Mid-Continent 
Resources,  Inc.",  in  the  third  line, 
"Corbondale"  should  read 
"Carbondale". 

2.  On  the  same  page,  in  the  second 
column,  under  the  heading  "10. 
Westmoreland  Coal  Co.".  the  Docket 
No.  should  read  "M-92-181-C". 

StUING  CODE  t50S-01-O 


PENSION  BENEFIT  GUARANTY 
CORPORTATION 

29  CFR  Parts  2616  and  2617 

BIN  1212-AA41  and  RIN  1212-AA47 

Distress  Terminations  of  Single- 
Employer  Plans;  Standard 
Terminations  of  Single-Employer  Plans 

Correction 

In  rule  document  92-30057  beginning 
on  page  59206  in  the  issue  of  Monday, 
December  14, 1992,  make  the  following 
corrections: 

1.  On  page  59208,  in  the  third 
column,  the  first  two  headings  should 
read: 

"Standard  Termination  Time  Line" 

"420  Days  or  Approximately  14 
Months" 

2.  On  page  59215,  in  the  2d  column, 
in  the  16th  and  18th  Unes,  "i.e.,"  should 
read  "i.e.,"  each  time  it  app>ears. 

3.  On  page  59216,  in  the  second 
column,  in  the  ninth  line  from  the 
bottom,  "(e.g.,"  should  read  "(e.g..". 

4.  On  the  same  page,  in  the  third 
column,  in  the  last  line,  after  "not" 


insert  "impossible,  and  the  PBGC  has 
therefore  added  paragraph  (e).)" 

S2616.1    [ConeclMq 

5.  On  page  59218,  in  the  second 
column,  in  §  2616.1(b),  in  the  last  line, 
"January  28, 1992."  should  read 
"January  28. 1993." 

12617.24   {Correetod] 

6.  On  page  59230,  in  the  third 
column,  in  §  2617.24(b),  the 
parentheUcal  "(i)"  and"'(ii)"  should 
read  "{l)"and  "(2)"  respectively. 

7.  On  page  59231,  in  the  first  column, 
in  §  2617.24(d)(4),  in  the  seventh  Une, 
"e.g.,"  should  read  "e.g.,. 

8.  On  the  same  page,  in  the  same 
column,  in  §  2617.24(e),  the  first  and 
second  lines  should  read  "(e)  Benefits  of 
participants  not  in  pay  status  but  form 
and  starting  date  laiown." 

aauNO  CODE  isos-oi-o 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  InatRutea  of  Health 

Privacy  Act  of  1974;  Annual 
PubHcation  of  Nolicaa  of  Systama  of 


agency:  Public  Health  Service.  DHHS. 
ACTION:  Privacy  Act:  Annual 
republication  of  notices  of  revised 
systems  of  records^ 

8UMMAWY:  The  National  Institutes  of 
Health  (NIH)  has  conducted  a 
comprehensive  review  of  all  Privacy  Act 
systems  of  records  and  is  publishing  the 
restihing  revisions.  Ncme  of  the 
revisions  meet  the  OMB  criteria  for  a 
new  or  altered  system  of  records 
requiring  an  advance  period  for  public 
comment.  These  changes  are  in 
compliance  with  circular  A-130, 
appendix  1.  The  notices  republished 
below  are  complete  and  accurate  as  of 
December  14, 1992. 
StlfPLEMBfTARY  MF0MIAT10N:  The 
following  information  summarizes  the 
current  status  of  systems  of  records 
which  had  minor  modifications  during 
1992  and  lists  all  systems  maintained  by 
NIH: 

A.  System  name.  The  following 
systems  have  been  updated  to  reflect  a 
change  in  the  name  of  the  system: 

09-25-0036,  Extramural  Awards  and 
Chaitsred  Advisory  Committees:  IMP  AC 
(GrantA^ontract/Cooperative  Agreement/ 
Chartered  Advisory  Committee.  HHS/NIH/ 
DRG  and  HHS/NIHA>fO. 

09-2S-0075,  Institutions  Submitting 
Assurances  for  Protection  bom  Research 
Risks  and  Animal  Welfare.  HHS/NIH/OD/ 
OER. 

09-2S-O087.  Administration:  Senior  Staff, 
HHS/NIH/NIAH). 

00-25-0151.  Administration:  Public  Health 
Service  ALERT  Records  Concerning 
Individuals  Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to 
Sanctions  for  Such  Misconduct,  HHS/PHS/ 
OSR. 

09-25-G154,  Biomedical  Research  Records 
of  Subiects:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control,  HHS/NIH/ 
NO;  and  (2)  Women's  Health  Initiative  (WHI) 
Studies,  HHS/NIH/CH). 

09-25-0201,  Qinica]  Research:  National 
Institute  of  Mental  Health  Patient  Records, 
HHS/NIH/NIMH. 

09-2S-O212,  Clinical  Research: 
Neuroadence  Research  Center  Patient 
Medical  Records,  HHS/NIH/NIMH. 

B.  System  locatioB.  The  following 

rims  have  been  updated  to  reflect  a 
ge  in  the  system  locations.  These 
changes  do  not  afiiact  the  access  by  the 
indi>ddual  to  the  individual's  records. 

09-25-0005,  Administration:  Library 
Operations  and  User  ID.  File,  HHS/NIH/OD. 


09-25-0028,  Qinical  Research:  Patient 
Medical  Histories,  HHS/NIH/NINDS  and 
HHS/NIH/NIDCD. 

09-25-0060,  Qinical  Research:  Division  of 
Cancer  Treatment  Qinical  Investigations. 
HHS/NIH/NQ. 

09-25-0069,  NIH  Qinical  Center: 
Admissions  of  the  National  Cancer  Institute, 
HHS/NlH/NQ. 

09-25-0087,  Administration:  Senior  Staff, 
HHS/NIH/NLMD. 

09-25-0112,  Grants  and  Cooperative 
Agreements:  Research,  Research  Training. 
Fellowship  and  Constructicm  Applications 
and  Related  Awards,  HHS/NIH/OD. 

09-25-0115,  Administration:  Curricula 
Vitae  of  Consultants  and  Qinical 
Investigators,  HHS/NIH/NIAID. 

09-25-0126.  Qinical  Research:  National 
Heart,  Lung,  and  Blood  Institute 
Epidemiological  and  Biometric  Studies, 
HHS/NIH/NHLBI. 

09-25-0151,  Administration:  Public  Health 
Service  ALERT  Records  Concerning 
Individuals  Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to 
Sanctions  for  Such  Misconduct,  HHS/PHS/ 
OSR. 

09-25-0154,  Biomedical  Research  Records 
of  Subjects:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control.  HHS/NIH/ 
NQ;  and  (2)  Women's  Health  Initiative  (WHI) 
Studies,  HHS/NIH/OD. 

09-25-0165,  National  Institutes  of  Health 
Acquired  Immunodeficiency  Syndrome 
(AIDS)  Research  Loan  Repayment  Program, 

misrtmvGD. 

09-25-0201,  Qinical  Research:  National 
Institute  of  Mental  Health  Patient  Records, 
HHS/NIH/NIMH. 

09-25-0202,  Patient  Records  on  PHS 
Beneficiaries  (1935-1974)  and  Civilly 
Committed  Drug  Abusers  (1967-1976) 
Treated  at  the  PHS  Hospitals  in  Fwt  Worth, 
Texas,  or  Lexington,  Kentucky.  HHS/NIH/ 
NIDA. 

09-25-0203.  National  Institute  on  Drug 
Abuse,  Addiction  Research  Center,  Federal 
Prisoner  and  Non-Prisoner  Research  Files, 
HHS/NIH/NIDA. 

09-25-0205,  Alo^l,  Drug  Abuse,  and 
Mental  Health  Epidemiologic  and  Biometric 
Research  Data,  HHS/NIH/NIAAA,  HHS/NIH/ 
NIDA  and  HHS/NIH/NIMH. 

09-25-0209,  Subject-Partidpants  in  Drug 
Abuse  Research  Snidies  Supporting  New 
Drug  Applications.  HHS/NIH/NIDA. 

09-25-0210,  Shipment  Records  of  Drugs  of 
Abuse  to  Authorized  Researchers,  HHS/NIH/ 
NIDA. 

C.  Categories  of  indhriduab  cowed 
by  the  system.  The  following  systems 
hove  been  updated  to  reflect  a  change  in 
the  categories  covered  by  the  system. 
This  change  does  not  alter  the  character 
or  purpose  of  the  system. 

09-25-0124,  Administration: 
Pharmacology  Research  Associates,  HHS/ 
NIH/NIGMS. 

09-25-0154,  Biomadical  Research  Records 
of  SubjecU:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control.  HHS/NIH/ 
NQ:  and  (2)  Women's  Heahh  faiitiative  (WHI) 
Studies,  HHS/NIH/OD. 


09-25-0208,  Drug  Abuse  Treatment 
Outcome  Study  (DATOS),  HHS/NIH/NIDA. 

09-25-0209,  Subject-Participants  in  Drug 
Abuse  Researdi  Studies  Supporting  New 
Drug  Applications.  HHS/NIH/NIDA. 

D.  Categories  of  records.  The 

following  systems  have  been  updated  to 
reflect  a  change  in  the  categories  of 
records  in  the  system.  This  change  does 
not  alter  the  character  or  pxirpose  of  the 
system. 

09-25-01 24 ,  Administration: 
Pharmacology  Research  Associates,  HHS/ 
NIH/NIGMS. 

09-25-0206,  Psychotherapy  of  Opiate- 
Dependent  Individual,  HHS/NIH/NIDA. 

09-25-0207,  Subject-Participants  in 
Pharmacokinetic  Studies  on  Drugs  of  Abuse, 
HHS/NIH/NIDA. 

E.  Authority.  The  following  systems 
have  been  updated  to  reflect  a  diange  in 
the  authority.  This  change  does  not  alter 
the  character  or  purpose  of  the  system. 

09-25-0112,  Grants  and  Cooperative 
Agreements:  Research,  Research  Training, 
Fellowship  and  Construction  Applications 
and  Related  Awards,  HHS/NIH/OD. 

09-25-0154,  Bicnnedical  Research  Records 
of  Subjects:  (1 )  Cancer  Studies  of  the  Division 
of  Cancer  Preventioa  and  Contnri,  HHS/NIH/ 
I^Q;  and  (2)  Women's  Health  Initiative  (WHI) 
Studies,  HHSmiH/a}. 

09-25-0158,  Administration:  Records  of 
Applicants  and  Awardees  of  the  NIH 
Intramural  Research  Training  Awards 
Program,  IIHS/NIH/OD. 

09-25-0204,  Records  of  Contracts 
Afvarded  to  ladividuals.  HHS/NIH/NIDA. 
HHS/NIH/NL\AA,  and  HHS/NIH/NIMH. 

09-25-0205,  Alcohol,  Drug  Abuse,  and 
Mental  Health  Epidemiologic  and  Biometric 
Research  Data.  HHS/NIHmiAAA,  HHS/NIH/ 
NIDA  and  HHS/NIH/NIMH. 

09-25-0206,  Psychotherapy  of  Opiate- 
Dependent  Individual.  HHS/NIH/NIDA. 

D9-25-0207,  Subject-Participants  in 
Pharmacokineti&Studies  on  I^ugs  of  Abuse. 
HHS/NIH/NIDA. 

09-25-0208,  Drug  Abuse  Treatment 
Outcome  Study  (DATOS),  HHS/NIH/NIDA. 

09-25-0209,  Subject-Participants  in  Drug 
Abuse  Research  Studies  Supporting  New 
Drug  Applications,  HHS/NIH/NIDA. 

09-25-0210.  Shipment  Records  of  Drugs  of 
Abuse  to  Authorized  Researcben,  HHS/NIH/ 
NIDA. 

F.  Storage.  There  are  no  changes  in 
this  category. 

G.  Retrieval.  There  are  no  changes  in 
this  category.  < 

H.  Safi^inards.  The  following  systems 
have  been  updated  to  reflect  a  change  in 
the  safeguards: 

09-25-0140,  International  Activities: 
International  Scientific  Researcben  in 
Intramural  Laboratories  at  the  National 
butimtes  of  Health,  HHS/NIH/FIC 

09-25-0202,  Patient  Records  <m  PHS 
Beneficiaries  (1935-1974)  and  Qvllly 
Committed  Drug  Abusers  (1967-1976) 
Treated  at  the  PHS  Hospitals  in  Foit  Worth, 
Texas,  or  L«dngton.  Kentucky.  HHS/NIH/ 
NIDA. 


09-25-020( 
Dependent  In 

09-25-0205 
Abuse  Resear 
Drug  Applica 
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09-25-0206.  Psychotherapy  of  Opiate- 
Dependent  Individual,  HHS/NIH/NIDA. 

09-25-0209,  Subject-Participants  in  Drug 
Abuse  Research  Studies  Supporting  New 
Drug  Applications,  HHS/NIH/NIDA. . 

I.  Retention  and  disposal.  The 

following  systems  have  been  updated  to 
reflect  a  change  in  retention  and 
disposal: 

09-25-0165,  National  Institutes  of  Health 
Acquired  Immunodeficiency  Syndrome 
(AIDS)  Research  Loan  Repayment  Program, 
HHS/NIH/OD. 

09-25-0207,  Subject-Participants  in 
Pharmacokinetic  Studies  on  Drugs  of  Abuse, 
HHS/NIH/NIDA. 

).  System  managers)  and  addressCes). 

The  following  systems  have  been 
updated  to  reflect  a  change  in  the 
system  manager  or  the  address  of  the 
system  manager.  These  changes  do  not 
affect  the  access  by  the  individual  to  the 
individual's  records. 

09-25-0005,  Administration:  Library 
Operations  and  User  I.D.  File,  HHS/NIH/OD. 

09-25-0028,  Clinical  Research:  Patient 
Medical  Histories.  HHS/NIH/NINDS  and 
HHS/NinyNIDCD. 

09-25-0036,  Extramural  Awards  and 
Chartered  Advisory  Committees:  IMPAC 
(Grant/Conlract/Cooperative  Agreement/ 
Chartered  Advisory  Committee  Information), 
HHS/NIH/DRG  and  HHS/NIH/CMO. 

09-25-0060.  Clinical  Research:  Division  of 
Cancer  Treatment  Qinical  Investigations, 
HHS/NIH/NO. 

09-25-0087,  Administration:  Senior  SUff, 
HHS/NIH/NIAID. 

09-25-0112,  Grants  and  Cooperative 
Agreements:  Research,  Research  Training, 
Fellowship  and  Construction  Applications 
and  Related  Awards,  HHS/NIH/OD. 

09-25-0115,  Administration:  Curricula 
Vitae  of  Consultants  and  Clinical 
Investigators,  HHS/NIH/NIAID. 

09-25-0142,  Clinical  Research:  Records  of 
Subjects  in  Intramural  Research, 
Epidemiology,  Demography  and  Biometry 
Studies  on  Aging,  HHS/NIH/NIA. 

09-25-0143,  Biomedical  Research:  Records 
of  Subjects  in  Clinical,  Epidemiologic  and 
Biometric  Studies  of  the  National  Institute  of 
Allergy  and  Infectious  Diseases,  HHS/NIH/ 
NIAID. 

09-25-6151,  Administration:  Public  Health 
Service  ALERT  Records  Concerning 
Individuals  Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to 
Sanctions  for  Such  Misconduct,  HHS/PHS/ 
OSK. 

09-25-0152,  Biomedical  Research:  Records 
of  Subjects  in  National  Institute  of  Dental 
Research  Contracted  Epidemiological  and 
Biometric  Studies.  HHS/NIH/NIDR. 

09-25-0153.  Biomedical  Research:  Records 
of  Subjects  in  Biomedical  and  Behavioral 
Studies  of  Child  Health  and  Human 
Development,  HHS/NIH/NICHD. 

1o9-25-Ol56,  Records  of  Participants  in 
Programs  and  Respondents  in  Surveys  Used 
to  Evaluate  Programs  of  the  National 
Institutes  of  Health.  HHS/NIH/OD. 

09-25-0161.  Administration:  NIH 
Consultant  File.  HHS/NIH/DRG. 


09-25-0202,  Patient  Records  on  PHS 
Beneficiaries  (1935-1974)  and  Civilly 
Committed  Drug  Abusers  (1967-1976) 
Treated  at  the  PHS  Hospitals  In  Fort  Worth, 
Texas,  or  Lexington,  Kentucky,  HHS/NIH/ 
NIDA. 

09-25-0203,  National  Institute  on  Drug 
Abuse,  Addiction  Research  Center,  Federal 
Prisoner  and  Non-Prisoner  Research  Files, 
HHS/NIH/NIDA. 

09-25-0204,  Records  of  Contracts 
Awarded  to  Individuals.  HHS/NIH/NIDA, 
HHS/NIH/NIAAA,  and  HHS/NIH/NIMH. 

09-25-.O205,  Alcohol,  Dnig  Abuse,  and 
Mental  Health  Epidemiologic  and  Biometric 
Research  Data,  HHS/NIH/NIAAA,  HHS/NIH/ 
NIDA  and  HHS/NIH/NIMH. 

09-25-0206,  Psychotherapy  of  Opiate- 
Dependent  Individual,  HHS/NIH/NIDA. 

09-25-0207,  Subject-Participants  in 
Pharmacokinetic  Studies  on  Drugs  of  Abuse, 
HHS/NIH/NIDA. 

09-25-0209,  Subject-Participants  in  Drug 
Abuse  Research  Studies  Supporting  New 
Drug  Applications,  HHS/NIH/NIDA. 

09-25-0212,  Clinical  Research: 
Neuroscience  Research  Center  Patient 
Medical  Records,  HHS/NIH/NIMH. 

K.  Record  access.  The  following 
system  has  been  updated  to  reflect  a 
change  in  the  record  access  procedures. 

09-25-0112,  Grants  and  Cooperative 
Agreements:  Research,  Research  Training, 
Fellowship  and  Construction  Applications 
and  Related  Awards,  HHS/NIH/OD. 

L.  Notification  procedures.  The 

following  systems  have  been  updated  to 
reflect  a  change  in  the  ofHce,  official, 
and/or  address  to  write  to  in  order  to 
determine  whether  or  not  the  system 
contains  a  record  about  the  individual. 

09-25-0112.  Grants  and  Cooperative 
Agreements:  Research,  Research  Training, 
Fellowship  and  Construction  Applications 
and  Related  Awards,  HHS/NIH/OD. 

09-25-0140,  International  Activities: 
International  Scientific  Researchers  in 
Intramural  Laboratories  at  the  National 
Institutes  of  Health,  HHS/NIH/FIC. 

09-25-0153,  Biomedical  Research:  Records 
of  Subjects  in  Biomedical  and  Behavioral 
Studies  of  Child  Health  and  Human 
Development,  HHS/NIH/NICHD. 

09-25-0154,  Biomedical  Research  Records 
of  Subjects:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control,  HHS/NIH/ 
NQ;  and  (2)  Women's  Health  Initiative  (WHI) 
Studies,  HHS/NIH/OD. 

09-25-0165,  National  Institutes  of  Health 
Acquired  Immunodeficiency  Syndrome 
(AIDiS)  Research  Loan  Repayment  Program, 
HHS/NIH/OD. 

09-25-0208,  Drug  Abuse  Treatment 
Outcome  Study  (DATOS),  HHS/NIH/NIDA. 

M.  The  following  systems  have  been 
changed  for  clarity  and  editing 
purposes.  In  addition,  the  language  in 
the  sections  on  Safeguards,  Record 
Access  Procedures,  and  Contesting 
Record  Procedures  for  the  systems  Usted 
in  the  Table  of  Contents  has  been  edited 
to  improve  the  clarity  and  specificity  of 


the  system  notice  and/or  to  incorporate 
standardized  language  to  achieve 
uniformity. 

09-25-0005,  Administration:  Library 
Operations  and  User  I.D.  File,  HHS/NIH/OD 

09-25-0036,  Extramural  Awards  and 
Chartered  Advisory  Committees:  IMPAC 
(Grant/Contract/Cooperative  Agreement/ 
Chartered  Advisory  Committee  Information). 
HHS/NIH/DRG  and  HHS/NIH/CMO. 

09-25-0060,  Clinical  Research:  Division  of 
Cancer  Treatment  Qinical  Investigations. 
HHS/NIH/NCI. 

09-25-0112.  Grants  and  Cooperative 
Agreements:  Research.  Research  Trainmg, 
Fellowship  and  Construction  Applications 
and  Related  Awards.  HHS/NIH/OD. 

09-25-0115,  Administration:  Curricula 
Vitae  of  Consultants  and  Clinical 
Investigators,  HHS/NIH/NIAID. 
09-25-0124,  Administration: 
Pharmacology  Research  Associates,  HHS/ 
NIH/NIGMS. 

09-25-0140,  International  Activities: 
International  Scientific  Researchers  in 
Intramural  Laboratories  at  the.National 
Institutes  of  Health,  HHS/NIH/FIC. 

09-25-0142,  Clinical  Research:  Records  of 
Subjects  in  Intramural  Research, 
Epidemiology,  Demography  and  Biometry 
Studies  on  Aging.  HHS/NIH/NL\. 

09-25-0143,  Biomedical  Research:  Records 
of  Subjects  in  Qinical.  Epidemiologic  and 
Biometric  Studies  of  the  National  Institute  of 
Allergy  and  Infectious  Diseases.  HHS/NIH/ 
NIAID. 

09-25-0154.  Biomedical  Research  Records 
of  Subjects:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control.  HHS/NIH/ 
NQ;  and  (2)  Women's  Health  Initiative  (WHI) 
Studies,  HHS/NIH/OD. 

09-25-0161,  Administration:  NIH 
Consultant  File,  HHS/NIH/DRG. 

09-25-0201,  Clinical  Research:  National 
Institute  of  Mental  Health  Patient  Records. 
HHS/NIH/NIMH. 

09-25-0203,  National  Institute  on  Drug 
Abuse,  Addiction  Research  Center,  Federal 
Prisoner  and  Non-Prisoner  Research  Files, 
HHS/NIH/NIDA. 

09-25-0205,  Alcohol.  Drug  Abuse,  and 
Mental  Health  Epidemiologic  and  Biometric 
Research  Data.  HHS/NIH/NIAAA,  HHS/NIH/ 
NIDA  and  HHS/NIH/NIMH. 

09-25-0206,  Psychotherapy  of  Opiate- 
Dependent  Individual,  HHS/NIH/NIDA. 

09-25-0208,  Drug  Abuse  Treatment 
Outcome  Study  (DATOS),  HHS/NIH/NIDA. 
09-25-0209,  Subject-Participants  in  Drug 
Abuse  Research  Studies  Supporting  New 
Drug  Applications,  HHS/NIH/NIDA. 

09-25-0212,  Clinical  Research: 
Neuroscience  Research  Center  Patient 
Medical  Records.  HHS/NIH/NIMH. 

N.  Organization  name  change.  The 

NIH  has  assumed  responsibility  for  the 
following  systems  from  ADAMHA  and 
has  renamed  and  revised  them  as 
follows. 

09-25-0201,  Clinical  Research:  National 
Institute  of  Mental  Health  Patient  Records, 
HHS/NIH/NIMH. 

09-25-0202,  Patient  Records  on  PHS 
Beneficiaries  (1935-1974)  and  Civilly 
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Ttaatod  ■(  the  PHS  HiMpitab  ia  PM  Vfgrth. 
Texas,  or  Lsxington.  Kantacky.  NHS/NIW 
NIOA. 
0»-3S-«a03.l 


PrisoiMrud 
HHS/MHmmA. 


HHS/MH/MDA. 


HHS/NnVNIAAA.H 


Reseuch  Data.  HHS/NIH/NIAAA.  NRS/NBV 
NIDA  M<  NHSmiH/iaMU. 

■yckotkn^  of  OpM»- 
t  kKftvidual.  HHSMIVNKkA. 

60-25-0309.  SMbt»M»tlctp1i  !■ 
nniMMi*iiiirti  tliiitlai  (m  Pnigi  nf  iltrart 
HHS/NIH/NBA. 

09-25-020a,  Drug  AkwM  Ttaahanrt 
Outcome  Study  (DAT05).  HHS/MH/NIOA. 

09-as-oaoo.  g^jaO-Pitkiijati  !■  Un% 
AbuM  RsflMTch  Stadiet  Supporthig  Nvw 
Drug  AppKcaOoiw.  NHS/NUVNOM. 

0»-2S-«21O.  S)>ipiB«Bt  Raeardi  of  I>«g>  of 
Abuae  to  AudKwiMd  RMMrdMn.  KHS/MN/ 
NIDA. 

e»  25  0211.  fcitramufri  ReMuch  Program 
Records  of  In-  and  Out-Patieats  Wifh  Vwimts 
Typea  of  Akx>iioi  Ab«a»  and  Dapaadeae». 
ReUtives  of  PMieiMs  WHli  AlcakoUsm,  and 
Haririly  VMamaefa.  HHSn^m/MAAA. 

00-25-«n2.  CHnka)  Kaaearchr 

MsAcbI  RBOOfftii,  WIS/NfH/NIMI  I* 

a 


of  raoardBwhidi 
ill  tba  19(12  WOH 
Iwmg  datelMi  b«caiis*: 

09-2S-0(M8.  CUokal  Research:  Serolocy- 
Epidemiology  PavMito  ITiiiMrh.  HHS/NIU/ 
NIAID.  The  study  baa  haan  tomphtnrf  and 
the  raoocda  destroyed. 

09-25-0096,  Contracts:  NQ  Coakact 
Mnnayinnt  System  Principal  Invest iytaai. 
Pro^  OfOcan  and  Contract  Spedalists.  Tka 
system  no  longer  contains  personal 
information  on  individuals. 

Tb«  foUowi^  is  •  te  of  actrm 
systeiM  of  rocoffls  moiiitatBOa  uy  NH. 

Tabk  of  CoolenlB 


09-29-OOin,  dteical  Reasorch:  Patient 
Records.  HHSmnVNHLBI.  poMsbed 
Federal  Regislar.  Vol.  55.  Nunber  101.  May 
24. 1990. 

00-25-0005.  AdministratiaD:  Lifamry 
Operatiooa  ami  User  UX  Pi)*.  HHS/NIH/OD. 
published  Psdatai  RegHrtar.  Vol.  5«.  No.  79, 
April  24. 1901.  p.  IMM 

09-25-0007,  Adniaistration:  NIH  Safety 
Classes  Issuaace  Program.  HHS/NIH/ORS. 
publiabed  Fadetal  Register.  VoL  56.  Na  8. 
January  11. 1991. 

09-25-0010,  Research  Resouroes:  Regisky 
of  Individuals  Potentialty  Exposed  to 
Microbial  Agents,  HHS/NIN/NCI,  pubHshad 
Federal  Register,  Vol.  56,  No.  8,  January  It, 
1991. 

0»-25-Q011.  Oiaical  Rasaarcb:  Bkwd 
Donor  Records.  HHS/N1H/0C.  poMistaed 
Federal  IsgMsr.  VoL  55.  Nonibar  lOt.  May 
24,199a 


r.VQLSft.Na.i. 


09-25-0012.  Qiaicnl  1 
Normal  Vidnntoat 
publishadMdml 
Jamiaty  11.  MOfL 

00-25-0014.  CUnicai  Raaaaich:  Student 
Records.  HHS/NIH/OC.  published  Fedasal 
BagMsr,  VoL  SOw  No.  a.  Jawiary  11. 1901. 

00-25-0015.  Qinial  Rasaarch' 
CoIUboaattw  Oteicil  Efttapsy 
HHS/NIH/NINDS.  ptri>lishedFe 
Eagialer.  VoL  56.  Na  «,.  January  11.  lOOt. 

09-2&-OOM.  C&nicat  Raaaaack 
ColUhacativ*  Fsftetttal  Pto^  HHS/NIH/ 
NINOS.  pubOahad  Fadenl  Eegialas.  VoL  SC. 
Na  8.  January  11. 1001. 

00-25-0028.  Clinicat  Rfesaarch:  Nervous 
System  Srudles.  HHS/NntmiNOS.  pubfisbad 
Federal  R^Mer,  VM.  SO.  Nb.  8.  Iknuary  11. 
1991. 

0»-2S-O02O,  dtnica)  Research:  Patient 
MedicafHistDrias.  KHS/NIH/hRNDS  and 
HKS/NIH/NDCD,  pabHshed  Fadar^ 
Ragktar.  VoL  56.  No.  8,  January  11. 1901. 

00-25-0091,  Qlulca}  Raaaaich  Serotoglcal 
and  Vfnis  Data  1b  Stodies  Related  to  the 
Central  Nervous  System,  HftS/MH/MNDS. 
published  radaial  Ragialar,  Vol.  56.  No.  8, 
January  11. 1991. 

09-25-0099.  hiluinaHcael  Acthrttier 
FellowaUpa  Atsardad  by  Feaaiga 
Ctoganiaatians.  HHS/NIH/FIC.  pabliahad 
Federal  Rapalw.  VoL  56.  No.  8.)aniMry  11. 
1991. 

09-2S-00M.  hUBBHtioMl  Acthiiliec 
"iliihai  ha  HiiHsaia  nijiam  IfflfT" 
F1C.I  llliit   iPiiiiilRiifilM.VoLSO.Wau 
8.  January  11.  MOl. 

0»-25-003S  intsmabonal  ActiviliaK 
Health  Scientist  Bxdumga  Propams.  HHS/ 


MH/FK.  pubilshod  Federal 
56.  Noi  0.  JtaMMffy  11. 1991 

0O-2S-O03O.  Bttraauaal  A 
CbailsaadAMsary 


*.  \taL 


and 

DIFAC 


Chartered  Advisocy  Committae.  HHS/NIH/ 
DRG  and  HHSmiK/ai«0.  pubUsbad  Federal 
Ragislai.  Yoi.  SO.  No.  8.  January  It.  1991. 

09-25-0037.  CBaical  Research:  The 
Baltimore  Loogitodfaial  Stady  of  Aghxg.  HHS/ 
NlH/hRA,  publtebed  Fedaral  Ragisier.  Vol 
56,  No.  8,  juroary  11. 1991. 

0»-25-<l038.  CMnical  Reeaarch:  Patient 
Data.  HHS/NIH/NIDDK.  pubHsfaed  Federal 
Register.  Vol.  96,  Na  8.  jUraary  11. 1991. 

00-25-0099,  CKnical  Researchr  DiabeCss 
Mellitus  Research  Study  of  Southwestern 
American  Indians,  HHS/NIH/N1IX7K, 
pobtisbed  Fedbral  Register.  VoL  56.  Na  8. 
Jenuary  It,  1991. 

09-25-0040.  Clinical  Research: 
Soutliwestem  American  Indian  Patient  Data. 
HHS/NlHyNIDDK.  pubfished  Federal 
Regjatar,  Vol.  56,  No.  8.  January  11. 1991. 

09-25-0041 ,  Research  Resources: 
Scientiets  Requesting  Hormone  Distribution. 
HHS/NIH/NIDDK.  published  Federal 
Register,  Vol.  56.  No.  8,  Jamiary  11, 1991. 

09-25-0042,  Clinicai  Research;  Natioaal 
Institute  of  Dental  Research  Patient  Records. 
HHS/NIH/NIDR.  pi^ilisbad  Fedaral  Register. 
VoL  56.  No.  8.  January  It,  1991. 

09-25-0044.  Clinic^  Research:  Sensory 
Testing  Research  Plogram,  HHS/NIH/NIDR. 
published  Federal  Regiafer,  Vol.  56,  No.  8, 
^nuary  11.1991. 

09-25-0046.  Chnical  Research:  Catalog  of 
Qhitcal  Spadraens  from  Patients.  Vohmtoera 


and  Labontara  Pacaoual.  HUSAMU/NIAK), 

pulllAairsiMainniilir.VoL50>Ha.». 

JanMatylLMftl. 

00  25  OflOXClhriral  RosaMck  Viskia 
Studies.  HHSmDMMD.  yihliahad  Federal 
Eagialer.  VoL  56.  Na«.ianuaiy  11. 1901. 

09-25-0054.  Adtalulst!  atlon.  noperty 
Aujuuutli»HHSffnWORS.pobiiaiwd 
Fedaral  Kaflatar,  ¥ai  56v  NoL  •.  )BMNry  11. 
1991. 

00-25-0057.  CUnicai  Rasearche  BuriUtt'a 
Lymphona  Regbtty.  HHSnUHIHO. 
publiabad  Fadaral  Ragialar.  VoL  56.  Nol  0^ 
January  11. 1991. 

09-25-0060.  CUnicai  Haaaaick  Division  of 
Caaosr  Ttaatmaat  Clinical  Investiffitinns. 
mtSnmVUa.  published  Fedaeal  Bigialar. 
VoL  56.  Na  8.  January  11. 1991. 

00-2S-0007,  CBnical  Reeeasch;  NatfcNMl 
Cancer  lMidBM»Swv«ya.  HHSmuimCI, 
publUbad  Federal  Rsiialii.  Vol  50. Nol  8. 
Januwy  11.1901. 

00-25-0069.  NIH  CUirtcal  Ctelar 
AdmisaioM  of  the  Natioud  Cuicar  lostitula. 
HHS/NIH/NO.  published  Federal  Regislar. 
Vol.  55,  No.  101,  May  24, 1990. 

09-2S-0024.  Oteical  Rasaandk  Divisioa  of 
Owoar  Blolagy  and  DHgBOSM  PMiealTMals, 
HHSmmma.  pyhllihsil  Federal  Ragislisr. 
VoL  50^  Nn  0.  Jawairji  11. 1901. 

09-25-0075.  Institutions  Sttbaritting 
Assurances  far  PwHectloo  fcoaa  Raeeaich 
Risk*  and  Aataal  Welfare;  mS/NIIMXV 
OER.  pnMstad  Mderal  Ragiilar.  VoL  SO. 
Nft  9i fMwuyy lit  vVvl> 

09-25-0077.  BMogieal  Carclnogpneafs 
Branck  RamaB  S^w'-linan  Program,  HHS ' 
NDVNCI.  pnMIshed  Federal  RagMar.  VoL 
56.  Na  8.  January  11, 1991. 

00-20-0078.  Adminlstiation:  Oansaltant 
Pile.  HHS/NIH/NHLBI.  pubtlsfaed  Federal 
RagMer.  VU.  50.  Na  8,  January  11. 1991. 

09-25-0087.  Administratioa:  Senior  SlaS; 
HHS/NIHn«AID.  pubUshad  Federal 
Regialar.  VoL  56.  Na  (.  January  1 1. 1001. 

09-25-0091.  Administration:  Geaeial  FUas 
on  Employees.  Donoss  and  Correspondantt. 
HHS/NIH/NBL  published  Federal  Register. 
VoL  56.  No.  S.January  11. 1991. 

09-25-0003.  Administration: 
Administration  Authors.  Reviewers  and 
Membars  of  the  Journal  of  the  National 
Cancer  Instituta.  HHS/NUVNO.  pubUsbed 
Federal  Ragialer.  VoL  56,  Na  a.  isfutaiy  11. 
1901. 

09-25-0099,  Qinical  Research:  Patient 
Medical  Records,  HHS/NIH/CC.  publiahad 
Federal  Ragislar,  Vol.  55.  Nandiar  101.  h4ay 
24.1990. 

09-25-0100.  CUaical  Rasearch: 
Naosopfaasmecology  Studies.  HHS/NIH/ 
NINDS,  published  Federal  Register.  Vol.  SO, 
Na8.)intMryll.l991. 

09-25-0102.  Admiaistiatioo;  Qrania 
Associatas  PiagraB  Worldag  Files.  HHS/ 
NIH/DRG.  poU^shed  Federal  Ragisler.  VoL 
56.  Na  8.  JaiMiary  11, 1991. 

09-25-0105,  Administration:  Heahb 
Records  of  Bmployeas,  Visiting  Scientists, 
Fellows,  Contractors  Mid  Relatives  of 
InpatienU.  HHS/NIH/OD.  published  Federal 
fiUJatnr.  VoL  56.  Na  8,  January  11. 1991. 

09-25-0100.  Administration:  Bxecubva 
Secretariat  Conespoadence  Racords.  HHS/ 
NIH/OD,  paMishad  Federal  Registar,  \6L  56, 
No.  8.  January  11. 1901. 


yi 


09-25-0108. 
Student  Scient 
Scientists  Emei 
Federal  Registi 
1991. 

09-25-0112. 
Agreements:  Ri 
Fellowship  ant 
and  Related  A\ 
published  Fed( 
January  11, 19! 
09-25-0115, 
VitaeofConsu 
Investigators,  I 
Federal  Regist 
1991. 

09-25-0118 

Services  Conti 

published  Fed 

January  11, 19 

09-25-0121 

Senior  Interna 

HHS/NIH/FIC 

Vol.  56,  No.  8, 

09-25-0124 

Pharmacology 

NIH/NIGMS,  1 

Vol.  56,  No.  8, 

09-25-0126 

Heart,  Lung,  a 

Epidemiologi( 

HHS/NIH/NH 

Register,  Vol. 

09-2 5-01 2£ 

Prosthesis  am 

Studies,  HHS- 

Federal  Regis 

1991. 

09-25-01 2< 
Research  Stuc 
Speech,  Lang 
Disorders,  Hi- 
Federal  Regis 
1991. 

09-25-0131 
the  IMvision  c 
HHS/NIH/NC 
Vol.  56,  No.  8 
09-25-013' 
Epidemiolog] 
Environment 
KIEHS,  publi 
No.  8,  Janupr 
09-25-014 
International 
Intramural  Li 
Institutes  of  I 
Federal  Regi 
1991. 

09-25-014 
Subjects  in  Ii 
Epidemiolog 
Studies  on  A 
Federal  Regi 
1991'. 

0*-25-014 
of  Subjects  ii 
Biometric  St 
Allerg>'  and  1 
NIAID.  publi 
No.  8.  Januai 
0»-25-01< 
Epidemiolog 
Disease  and 
Institute,  HH 
Register.  Vo 
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0»-25-0108,  Personnel:  Guest  Researcheis/ 
Student  Scientists/Special  Volunteers/ 
Scientists  Emeriti,  HHS/NIH/DPM,  published 
Federal  Register,  Vol.  56,  No.  8,  January  11. 
1991. 

09-25-0112,  Grants  and  Cooperative 
Agreements:  Research,  Research  Training. 
Fellowship  and  Construction  Applications 
and  Related  Awards,  HHS/NIH/OD. 
published  Federal  Reguter,  Vol.  56.  No.  8, 
January  11. 1991. 

0&-25-0115,  Administration:  Curricula 
Vitae  of  Consultants  and  Clinical 
Investigators,  HHS/NIH/NLAID.  published 
Federal  Register,  Vol.  56.  No.  8.  January  11. 
1991. 

09-25-0118.  ContracU:  Professional 
Services  Contractors.  HHS/NIH/NCI. 
published  Federal  Register,  Vol.  56,  No.  8, 
January  11, 1991. 

09-25-0121,  International  Activities: 
Senior  International  Fellowships  Program, 
HHS/NIH/FIC.  published  Federal  Register, 
Vol.  56.  No.  8.  January  11. 1991. 
09-25-0124,  Administration: 
Pharmacology  Research  Associates,  HHS/ 
NIH/NIGMS,  published  Federal  Register, 
Vol.  56,  No.  8,  January  11, 1991. 

09-25-0126,  Clinical  Research:  National 
Heart,  Lung,  and  Blood  Institute 
Epidemiological  and  Biometric  Studies. 
HHS/NIHyNHL£I,  published  Federal 
Register,  Vol.  56,  No.  8,  January  11. 1991. 
09-25-0128,  Clinical  Research:  Neural 
Prosthesis  and  Biomedical  Engineering 
Studies.  HHS/NIH/NINDS.  published 
Federal  Register,  Vol.  56.  No.  8,  January  11. 
1991. 

09-25-0129.  Clinical  Research:  Clinical 
Research  Studies  Dealing  with  Hearing. 
Speech,  Language  and  Chemosensory 
Disorders,  HHS/NIH/NIDCD,  published 
Federal  Register,  Vol.  56.  No.  8,  January  11. 
1991. 

09-25-0130.  Clinical  Research:  Studies  in 
the  Division  of  Cancer  Cause  and  Prevention, 
HHS/NIH/NCI,  published  Federal  Register, 
Vol.  56,  No.  8,  January  11, 1991. 

09-25-0134,  Clinical  Research: 
Epidemiology  Studies,  National  Institute  of 
Environmental  Health  Sciences,  HHS/NIH/ 
NIEHS,  published  Federal  Register,  Vol.  56. 
No.  8.  January  11, 1991. 

09-25-0140.  International  Activities: 
International  Scientific  Researchers  in 
Intramural  Laboratories  at  the  National 
Institutes  of  Health.  HHS/NIH/FIC,  published 
Federal  Register,  Vol.  56,  No.  8,  January  11, 
1991. 

09-25-0142,  Clinical  Research:  Records  of 
Subjects  in  Intramural  Research, 
Epidemiology,  Demography  and  Biometry 
Studies  on  Aging.  HHS/NIH/NIA.  published 
Federal  Register,  Vol.  56.  No.  8.  January  11. 
1991. 

09^25-0143.  Biomedical  Research:  Records 
of  Subjects  in  Clinical.  Epidemiologic  and 
Biometric  Studies  of  the  National  Institute  of 
Allerg>'  and  Infectious  Diseases,  HHS/NIH/ 
MAID,  published  Federal  Register,  Vol.  56, 
No.  6,  January  11. 1991. 

09-25-0145,  Clinical  Trials  and 
Epidemiological  Studies  Dealing  with  Visual 
Disease  and  Disorders  in  the  National  Eye 
Institute.  HHS/NIH/NEI,  published  Federal 
RegMter,  Vol.  56,  No.  8,  January  11. 1991. 


09-25-0148.  Contracted  and  Contract- 
Related  Research:  Records  of  Subjects  in 
Clinical,  Epidemiological  and  Biomedical 
Studies  of  the  National  Institute  of 
Neurological  Disorders  and  Stroke  and  the 
National  Institute  on  Deafness  and  Other 
Communication  Disorders.  HHS/NIH/NINDS 
and  HHS/NIH/NIDCD,  published  Federal 
Register,  Vol.  56,  No.  8.  January  11, 1991. 

09-25-0151,  Administration:  Public  Health 
Service  ALERT  Records  Concerning 
Individuals  Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to 
Sanctions  for  Such  Misconduct,  HHS/PHS/ 
OSR.  published  Federal  Register,  Vol.  56. 
No.  8.  January  11. 1991. 

0^25-0152.  Biomedical  Research:  Records 
of  Subjects  in  National  Institute  of  Dental 
Research  Contracted  Epidemiological  and 
Biometric  Studies.  HHS/NIH/NIDR. 
published  Federal  Register,  Vol.  56.  No.  8, 
January  11, 1991. 

09-25-0153,  Biomedical  Research:  Recmtls 
of  Subjects  in  Biomedical  and  Behavioral 
Studies  of  Child  Health  and  Human 
Development,  HHS/NIH/NICHD,  published 
Federal  Register.  Vol.  56,  No.  8,  January  11, 
1991. 

09-25-0154,  Biomedical  Research  Records 
of  Subjects:  (1)  Cancer  Studies  of  the  Division 
of  Cancer  Prevention  and  Control,  HHS/NIH/ 
NQ;  and  (2)  Women's  Health  Initiative  (WHIJ 
Studies,  HHS/NIH/OD. 

09-25-0156,  Records  of  Participants  in 
Programs  and  Respondents  in  Surveys  Used 
to  Evaluate  Programs  of  the  National 
InsUtutes  of  Health,  HHS/NIH/OD,  published 
Federal  Register,  Vol.  56,  No.  8,  January  11. 
1991. 

09-25-0158.  Administration:  Records  of 
Applicants  and  Awardees  of  the  NIH 
Intramural  Research  Training  Awards 
Program.  HHS/NIH/OD,  published  Federal 
Register,  Vol.  56,  No.  8,  January  11, 1991. 
09-25-0160,  United  States  Renal  Data 
System  (USRDS),  HHS/NIH/NIDDK 
published  Federal  Register,  Vol.  56,  No.  8, 
January  11, 1991. 

09-25-0161,  Administration:  NIH 
Consultant  File.  HHS/NIH/DRG  published 
Federal  Register.  Vol.  56,  No.  8,  January  11, 

1991. 

09-25-0165,  National  Institutes  of  Health 
Acquired  Immunodeficiency  Syndrome 
(AIDS)  Research  Loan  Repayment  Program, 
HHS/NIH/OD,  published  Federal  Register, 
August  5, 1991,  Vol.  56,  No.  150,  p.  37223. 

09-25-0166,  Administration:  Radiation 
Safety  Information.  HHS/NIH/ORS, 
published  Federal  Register,  September  26, 

1991.  Vol.  56,  No.  187.  p.  48806. 
09-25-0167,  National  Institutes  of  Health 

(NIH)  Transhare  Program.  HHS/NIH/OD, 
published  Federal  Register,  September  2, 

1992.  Vol.57.  No.171,  p.  40194. 
09-25-0201.  Clinical  Research:  National 

Institute  of  Mental  Health  Patient  Records. 
HHS/NIH/NIMH,  published  Federal  Register, 
November  24. 1986,  Vol.  51.  No.  226,  p. 
42376. 

09-25-0202,  Patient  Records  on  PHS 
Beneficiaries  (1935-1974)  and  Civilly 
Committed  Drug  Abusers  (1967-1976) 
Treated  at  the  PHS  Hospitals  in  Fort  Worth, 
Texas,  or  Lexington,  Kentucky,  HHS/NIH/ 
NIDA,  published  Federal  Register,  January 
11, 1991,  Vol.  56.  No.  8.  p.  1235. 


09-25-0203.  National  Institute  on  Drug 
Abuse,  Addiction  Research  Center,  Federal 
Prisoner  and  Non-Prisoner  Research  Files, 
HHS/NIH/NIDA  published  Federal  Regiatw, 
January  11. 1991,  VoL  56,  No.  8,  p.  1235. 

09-25-0204,  Records  of  Contracts 
Awarded  to  Individuals.  HHS/NIH/NIDA. 
HHS/NIH/NIAAA.  and  HHS/NIH/NIMH. 
published  Federal  Register,  January  11. 1991, 
Vol.  56.  No.  8.  p.  1235. 

09-25-0205.  Alcohol.  Dnig  Abuse,  and 
Mental  Health  Epidemiologic  and  Biometric 
Research  Data,  HHS/NIH/NIAAA,  HHS/NIH/ 
NIDA  and  HHS/NIH/NIMH,  published 
Federal  Register,  December  24, 1991,  Vol.  56, 
No.  247,  p.  66675. 

09-25-0206,  Psychotherapy  of  Opiate- 
Dependent  Individual,  HHS/NIH/NIDA, 
published  Federal  Regiatar,  November  24, 
1986,  Vol.  51,  No.  226,  p.  42388. 

09-25-0207,  Subject-Participants  in 
Pharmacokinetic  Studies  on  Drugs  of  Abuse, 
HHS/NIH/NIDA  published  Federal  Regiatar, 
November  24. 1986.  VoL  51.  No.  226,  p. 
42390. 

09-25-0208,  Drug  Abuse  Treatment 
Outcome  Study  (DATOS),  HHS/NIH/NIDA, 
published  Federal  Register.  December  24, 
1991,  Vol.  56,  No.  247.  p.  66675. 

09-25-0209,  Subject-Participants  in  Drug 
Abuse  Research  Studies  Supporting  New 
Drug  Applications,  HHS/NIH/NIDA. 
published  Federal  Register,  November  24. 
1991.  VoL  51.  No.  226.  p.  42392. 

09-25-0210.  Shipment  Records  of  Drugs  of 
Abuse  to  Authorized  Researchers.  HHS/NIH/ 
NIDA.  published  Federal  Register,  January 
11. 1991.  VoL  56.  No.  8.  p.  1237. 

09-25-0211.  Intramural  Research  Program 
Records  of  In-  and  Out-PatienU  With  Various 
Types  of  Alcohol  Abuse  and  Dependence. 
Relatives  of  Patiente  With  Alcoholism,  and 
Healthy  Volunteers,  HHS/NIH/NIAAA, 
published  Federal  Register,  November  24, 
1986.  Vol.  51.  No.  226,  p.  42376. 
09-25-0212.  Clinical  Research: 
Neuroscience  Research  Center  Patient 
Medical  Records,  HHS/NIH/NIMH. 
published  Federal  Register,  June  14. 1988. 
Vol.  53.  No.  114,  p.  23850. 

Dated:  December  22, 1992. 
Bemadine  Healy, 
Director.  National  Institutes  of  Health. 


09-25-0005 
SYSTEM  NAME: 

Administration:  Library  Operations 
and  User  I.D.  File,  HHS/NIH/OD. 

SECURITY  CLASSIFlCATtON: 

None. 

SYSTEM  location: 

This  system  of  records  is  an  umbrella 
system  comprising  separate  sets  of 
records  located  in  National  Institutes  of 
Health  (NIH)  facilities  in  Bethesda, 
Maryland,  or  facilities  of  contractors  of 
the  NIH.  Write  to  the  appropriate  system 
manager  Usted  below  for  a  list  of  current 
contractor  locations. 
National  Institutes  of  Health,  Building 

10,  Room  1L07,  9000  Rockville  Pike, 

Bethesda,  MD  20892  and 


4210 
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Natioml  kutitirtM  of  HMkh.  ButUing 

12A.  Room  301«.  9000  RedhffHe  PikB. 

Betliescb.  MD  20892  and 
NBtianal  Institutes  of  Hnlth.  BuUcfing 

38.  Room  1S33. 8600  Rockville  Piks. 

BeyiMda.  kfD  20804  wd 
NaUoMl  iMtitolM  •!  HMkk.  Boikttng 

38.  Roaoi  B1E23. 9800  Rockvilb  Pflc*. 

Bethesda.  MD  20894  aad 
NatioMl  hMtitulM  of  Hashfa.  Bi^hting 

SaA.  Room  4N4ig.  8800  Rodcrillv 

P{ke.  Betbesda.  MD  20894  aad 
National  Technioit  Infnimatinn  Sefvlce, 

Afxounting  Department.  8001  Foibea 

Placaw  Room  208P.  Springfiatd. 

VirgJBia  221S1 

CATEOOMES  OF  WHMDIMi»Cawnce  «V  VHt 
SYSTEM: 

Umr  of  Uksary  Sarvioaa. 


cATEOoNn  OF  Mcoim  M -MK  mmit 

Name,  organization,  address,  phoiw 
number,  oaer  cod9  and  identHlcation 
nund>er:  and  whan  applicable,  credit 
card  number  and  bilfiBg  information. 

MIfNOIVTV  ran  ■MKTUMNCC  OFTMCSVSTEK 

SecUon  301  of  the  Public  Haafth 
Service  Act.  daaaciUBg  tke  naaiat 
powers  and  dMiaa  af  tba  PwbMc  Haallb 
Sarvke  raktfaig  to  laaaeidi  aad 
invastigatJOD  |42  U&C  24lX 


rURPOSCOFTHK! 

(1)  To  noBilar  Ufcrary  OMteriel. 
services,  and  arcvlation  contran  (27  to 
pronrida  user  documentation;  t3}  to 

Erovide  copying  aarvioes  (dupttcatioo  of 
brary  materials);  aDd  (4)  to  menaga 
invoice  and  btibng  tranaactkuM  for 
library  services. 


ROUTWEUSESCV 

svsTiMk  sicujOBW  CMaaoMfSor  ustasaMB 

THE  PURPOSES  OF  SUCH  MSCS: 

1.  Disclosure  any  be  made  to  a 
congressional  office  from  the  racoid  of 
an  individual  in  rasponse  to  an  in<|uiiy 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  Toe  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
informatian  from  this  system  of  records 
to  the  Department  of  Justice,  or  to  a 
court  or  other  tribua^  wben  (a)  HHS, 
or  any  component  thereof;  or  (b)  any 
HHS  employee  in  his  or  her  official 
capacity:  or  (c)  any  HHS  employee  in 
his  or  her  individaet  capacity  wbeie  the 
Departeient  of  Justice  (or  HHS.  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
vrfiere  HHS  determines  that  the 
litigatioo  is  Iftely  to  affoct  HHS  or  any 
of  its  components,  is  a  party  to  Btigatioa 
or  has  an  iitterast  in  such  litigation,  and 
HHS  detmiines  that  the  use  of  such 
records  by  the  Depeitsiaot  ef  )»rtice, 


court  or  other  tribunel  is  lelewant  and 
necessa^  to  the  htigatian  and  would 
help  in  tm  effective  representation  of 
the  governmental  party,  provided, 
however  that  in  each  case.  HHS 
dataniteaa  that  such  disdosuie  is 
comparihie  with  the  pwrpeee  for  which 
the  racerds  ware  collected. 

3.  Disclosure  Hiey  be  mede  to 
contractors  and  staff^to  monitor  h*brary 
material,  services,  circulation  control;  to 
provide  uear  dooimantation;  and  to 
process  or  refine  the  records.  KsdpieBls 
are  required  to  maintaia  Privacy  Act 
asfagMsrds  with  respect  to  those  records. 

4.  Disriosure  msy  ba  aMde  for  billing 
purposes  to:  fa)  Coiitiactots  providing 
copying  services;  and  (h)  ffftS  for 
MEDLARS  Services. 


nsposaio  OF  HECoaos  B«  TMC  system: 

STQNMC: 

Records  are  stored  on  computer  tape 
and  cKsc.  microfiche,  peper  and  nle 
cards. 


Records  are  retriavad  by  name,  user 
code  and/or  identification  maaber. 

SAFEGUAnOSi 

1.  AuAorixtd  (/scxs:  Employees  who 
maintain  records  in  this  system  are 
instoucted  to  grant  regaks  access  ealy  to 
Library  staff  awaibers  vrtf  need  to 
verify  that  Library  identinutiou  cards 
have  been  issued  ta  dioss  Library  users 
requesting  services  such  as  MECttJNC 
and  other  oamuulM  oaKae  bibliographic 
searches,  translations  and  iotariifaiary 
loans.  Other  one-time  and  spedsl  access 
by  other  easpioyees  is  granted  on  a 
noodto-kaow  bests  »»  specifically 
audiotiaed  by  the  sjrstem  manager.  The 
contractor  maintains  a  list  of  personnel 
having  authority  to  access  records  to 
perform  their  duties. 

2.  Pbysieal  Safeguards:  Tha  offices 
housing  the  cebinets  end  file  drawers 
for  storage  of  lecords  sre  locked  during 
all  library  ofrduty  lunirs.  During  all 
duty  hours  offices  am  attended  by 
employees  who  maintain  the  files.  The 
contractor  has  secured  records  storage 
areas  which  are  not  left  unattended 
during  the  worlung  hours  and  file 
cabinets  which  are  locked  after  hows. 

3.  PwcadttrtJ  Safeguards:  Access  to 
the  file  is  strictly  coDtioUed  by 
employees  who  maintain  the  files. 
Records  may  be  removed  from  files  only 
at  the  remiest  of  the  system  manager  or 
other  authorized  employees.  Access  to 
computerized  lecorcu  ia  controlled  by 
the  use  of  security  codes  known  only  to 
authosiMd  uasn.  Contractor  personnel 
receive  instruction  concerning  the 


significance  ef  safeguards  under  Ae 

Privacy  Act. 

These  practices  are  in  compnance 
wifh  die  standards  of  Chapter  45-13  of 
the  HHS  General  Administration 
Manual.  "Safopiacding  Records 
Coataiaed  in  Systems  of  Racoids." 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6,  "ADP  Systeais  Sscority,"  of 
the  HHS  Information  Resowces 
Management  Manual  and  the  National 
Institute  of  Staadacds  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub^ 
31). 

RETENTWN  AMXMPOSAL: 

Records  are  retained  and  disposed  af 
under  the  audaocity  of  the  Nm  Bscards 
Control  Sdkadale  contained  in  NSi 
Mamsel  Chapter  1743.  Appendix  t-~ 
"Keeping  and  Destroying  Records'* 
(HHS  Records  Management  Manuaf, 
Appendix  B-361).  item  8000-D-2, 
which  allows  rscoids  to  be  kept  until 
superseded  or  foe  a  maxinnina  period  af 
6  years.  Refer  to  Um  NIH  Maatiei 
Chapter  far  ^Mcific  coaditions  oa 
disposal 

SYSrat  MAMSam  AMD  AOONCSS: 

The  Policy  Caaidinaliag  Official  for 

this  system  is  die  Manegement  Analyst. 

Office  of  Administration,  National 

Library  of  Medicine.  Building  38.  Room 

2N21. 8800  Rockville  Pike.  Bethesda. 

MD  20894. 

Chief.  nifiiaacB  sad  IttUiognphic 
Serviosa  SactioB,  Library  Bsancfa. 
National  Center  for  Research 
Resources,  NMioBe)  bwtitules  of 
Health.  BolMhig  10.  Room  1L21.  9000 
Rockvitte  Pike.  Bediesda.  MD  20892 
and 

Librarian,  Division  of  Computer 
Reseetdi  and  Technology.  National 
Institutes  of  Hsslth.  Buik^  12A. 
Room  3018. 9000  Rockville  Pika. 
Bediesda.  ka>  208S2  and 

Supervisory  Lifasarisn.  Presemation 
Section.  PubKc  Services  Divimm. 
Library  Operations,  National  Library 
of  Meoicine,  National  Institutes  of 
Health.  Building  38.  Room  B1E23. 
8600  Rockville  Pike.  Bethesda.  MD 
20894  and 

Chief.  Public  Services  Division.  Library 
Operations.  National  Library  of 
Medicine.  National  Institutes  of 
HeaMi,  Building  38.  Room  1S33. 8600 
RocfcviDe  Pike,  Bethesda,  MD  20994 
and 

Chief,  Medlars  Managpment  Section, 
Bibliographic  Services  Division. 
Library  Operations.  National 
Institutes  of  Health.  National  Library 
of  Medicine.  Buildine  3aA,  Room 
4N419w  8600  Rockvilto  Pike.  Bethesde. 
MD  20894 
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SYSTEM  NAME 

Clinical  F 
Histwies,  H 
NIH/NIDCE 
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NOTOTCMnMI 

Write  to  tlw  Systam  Mniagar  to 
determine  if  ■  recard  Mistc  The 
requester  must  also  verify  his  or  her 
identity  by  providing  either  a 
DotarizatiaD  of  the  request  or  a  written 
certificaticm  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  diat 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act,  sub|ect 
to  a  five  thousazKl  dollw  fine. 

RECOmi  ACCESS  phocedure: 

Same  as  notification  procedures. 
Requesters  should  also  raaaonably 
specify  the  record  contents  being 
sou^t.  hidividuals  may  also  request  an 
accounting  of  diaclofiurea  that  have  been 
made  of  their  records,  if  any. 

C0NTE8T1NQ  RECORD  mOCCOUME: 

Write  to  the  official  at  the  address 
specified  under  notification  procedures 
above,  and  reasonably  identify  the 
record  and  specify  the  information  to  be 
contested,  the  corrective  action  sought, 
and  the  reasons  for  the  correction,  along 
with  supporting  information  to  show 
bow  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant  The 
right  to  contest  records  is  limited  to 
information  wfaidi  is  incomplete, 
irrelevant,  incorrect,  or  untimefy 
(obsolete). 

RECORD  SOURCE  CATEOOWS; 
Individual,  NIH  Library  ID  card  dat& 

systems  exeipteo  from  certam  provokms 
oftheact: 

None. 

SYSTEM  name: 

Clinical  Research:  Patient  Medical 
Histories,  HHS/NIH/NINDS  and  HHS/ 
NDi/hODCD. 

SECURirY  CLASSinCATIOK: 

None. 

SYSTEM  locahon: 

Building  10.  Building  31,  and 
Building  36,  NIH,  9000  Rodnrille  Pike. 
Bethesda,  MD  20892. 

Write  to  the  system  manager  at  the 
address  below  for  the  address  of  any 
Federal  Records  Center  where  records 
fitim  this  system  mey  be  stored. 

CATEQORKS  OF  MOWnUALS  CQMCNB)  BY  TNE 
SYSTEM: 

Past  and  presoat  patients  (rf  the 
National  Institiiie  ol  Neurological 
Disorders  and  Stroke  Q40a)S)  and  the 
National  Institute  on  Daafoess  and 
Other  Communication  Disorders 
(NIDCD).  and  individuals  being  refisned 


for  admission  to  the  l^t  CBirical 
Center. 


CATEOORCS  OF  RGCQROS  MTME  system: 

Medical  histories  and  diagnoses. 

AUTHORrrr  FOR  MAINTENANCE  or  THE  system: 
42  U.S.C.  241.  2898, 289c. 

PURPOSE  OF  INK  SYSIEM: 

Clinical  researdi  on  various  diseases 
of  the  nervous  sye/bem  and  hearing, 
hearing  loss,  and  coimmmicatian 
disorders  by  HHS  scientists  and  their 
authorixad  coUaborstois.  with  the 
specific  aim  of  improving  patient  care 
and  treatmratt  by  evahi^Lig  therapeutic 
procedures. 

ROUTINE  USES  OF  RECORDS  MAMTAMB)  M  the 
system,  mCUJOMO  CATEOORKS  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Clinical  research  data  are  made 
available  to  approved  or  coUabtvating 
researchers,  including  HHS  cootractors 
and  grantees.  Certain  diseases  and 
conditions,  including  infectious 
diseases,  may  be  reputed  to  appropriate 
representatives  of  State  or  Federal 
Government  as  required  by  State  or 
Federal  law. 

2.  Information  may  be  used  to 
respond  to  congressional  inquiries  for 
constituents  concerning  admission  to 
the  NIH  Clinical  Center. 

3.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  ue  Department  determines 
that  the  claim,  if  siiccessful,  is  likely  to 
directly  afiect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  in 
defending  against  a  claim  based  upon  an 
individual's  mental  or  physical 
condition  and  alleged  to  ^ve  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  or  other  appropriate  Federal 
agency  to  enable  thai  agency  to  present 
an  effective  defense,  provided  that  such 
disclosure  is  compatiole  with  the 
purpose  for  which  the  records  were 
collected. 

FOUCCS  AMD  FRACnCSS  POM  SIDRNM^ 
REnVEVMQ,  ACCaSMO,  HETANSHS^  AND 
nSPOSaW  OF  RKOMOS  M 1ME  SVSVBl: 


STORAOE: 

Records  are  stored  in  fire  folders. 


1.  Authorixed  Users:  Employees  who 
maintain  records  in  this  system  ara 
instructed  to  grant  access  only  to  HHS 
researdiers  and  their  authorized 
collaborators. 

2.  Physical  SafiBgaards:  Records  ara 
kept  locked  in  a  file  cahinet  when  not 
in  use  and  in  a  location  which  is  locked 
diulng  non-working  hours. 

3.  Procedural  Safeguards:  Records  are 
returned  to  the  files  at  the  close  of  each 
working  day  and  are  used  only  in  the 
system  Toctiion  or  in  a  dasigDated  work 
area. 


Records  araietiiafvod  fay 


Records  ara  retained  and  disposed  of 
tmder  the  authcwity  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1  — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  300O-G-3, 
which  allows  records  to  be  kept  as  hmg 
as  they  are  useful  in  scientific  reseavdL 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESS: 

Director  of  Intramural  Research,  NINDS 
Building  10.  Room  5N214,  NIH,  9000 
Rockville  Hke,  Bethesda,  MD  20892 
and 

Director  of  Intramural  Research,  NIDCD, 
Building  31.  Room  3C25,  NIH,  9000 
Rockville  Pike,  Bethesda.  MD  20892 

NOTmCATION  PROCEDURE: 

To  determine  if  a  record  exists, 
contact: 

Chief,  Administrative  ftrvfces  Brauui, 
NINDS,  Building  31.  Room  8A49. 
NIH,  9000  Rockville  Pike,  Bethesda, 
MD  20892  or 

Chief,  Admini^rative  Management 
Branch,  NIDCD,  Building  31,  Room 
3C21.  NIH.  9000  Rodcville  Pike. 
Bethesda,  MD  20892 

The  requester  must  also  verify  his  or 
her  identity  by  providing  Mther  a 
notarization  of  the  request  at  a  written 
certification  that  the  requeatm  is  who  he 
or  she  claims  to  be  and  understands  thai 
die  knowing  and  willful  request  far 
acquisition  of  a  reoud  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act.  subject 
to  a  five  thattsutd  dollar  fin&  An 
individual  who  leqnaste  notificatian  of 
or  access  to  a  medical/dentel  reoocd 
shall,  at  the  tiuM  the  request  is  made, 
designate  in  Mrriting.  a  responsible 
representetive  who  will  be  willing  to 
review  the  record  and  inform  Ae  subject 
individxi^  of  ito  ooirtanto  al  the 
represmtative's  discretion. 
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RECORD  ACCESS  PAOCEOURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

CONTESTWG  RECORD  PROCEDURE: 

Contact  the  official  at  the  address 
specified  under  notification  procedures 
above,  and  reasonably  identify  the 
record  and  specify  the  information  to  be 
contested,  the  corrective  action  sought, 
and  the  reasons  for  the  correction,  with 
supporting  justification.  The  right  to 
contest  records  is  Umited  to  information 
which  is  incomplete,  irrelevant, 
incorrect,  or  untimely  (obsolete). 

RECORD  SOURCE  CATEGORIES: 

Referring  and  attending  physicians, 
hospital  records. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 
09-25-0036 
SYSTEM  NAME: 

Extramural  Awards  and  Chartered 
Advisory  Committees:  IMPAC  (Grant/ 
Contract/Cooperative  Agreement 
Information/Chartered  Advisory 
Committee  Information),  HHS/NIH/DRG 
and  HHSmm/CMO. 

SECuRmr  classification: 
None. 

SYSTEM  LOCATXM: 

Westwood  Building,  5333  Westbard 

Avenue.  Bethesda.  MD  20892  and 
Building  12,  NIH  Computer  Center, 

9000  Rockville  Pike.  Bethesda.  MD 

20892 

For  information  pertaining  to  the 
chartered  advisory  committees  of  the 
National  Institutes  of  Health:  Building 
31,  Room  3B-55.  9000  Rockville  Pike. 
Bethesda.  MD  20892. 

CATEGORIES  OF  IM)IVK>UALS  COVERED  BY  THE 
SYSTEM: 

Applicant  and  Principal  Investigators; 
Program  Directors;  NRSA  Trainees  and 
Fellows;  Research  Career  Awardees;  and 
Chartered  Advisory  Committees. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Applications,  awards,  associated 
records,  trainee  appointments,  and 
current  and  historical  information 
pertaining  to  chartered  advisory 

committees. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  system: 

42  U.S.C.  241c.  58  Stat.  691c  &  d 
repealed. 


PURPOSE  OF  THE  system: 

(1)  To  support  centralized  grant 
programs  of  the  Public  Health  Service. 
Services  are  provided  in  the  areas  of 
grant  application  assignment  and 
referral,  initial  review,  council  review, 
award  processing  and  grant  accounting. 
The  data  base  is  used  to  provide 
complete,  accurate,  and  up-to-date 
reports  to  all  levels  of  management.  (2) 
To  maintain  commimication  with 
former  fellows  and  trainees  who  have 
incurred  a  payback  obligation  through 
the  National  Research  Service  Award 
Program.  (3)  To  maintain  current  and 
historical  information  pertaining  to  the 
establishment  of  chartered  advisory 
committees  of  the  National  Institutes  of 
Health  and  the  appointment  or 
designation  of  their  members. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUOtNG  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  the 
National  Technical  Information  Service 
(NTIS).  Department  of  Commerce,  for 
dissemination  of  scientific  and  fiscal 
information  on  funded  awards  (abstract 
of  research  projects  and  relevant 
administrative  and  financial  data). 

2.  Disclosure  may  be  made  to  the 
cognizant  audit  agency  for  auditing. 

3.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

4.  Disclosure  may  be  made  to 
qualified  experts  not  within  the 
definition  of  Department  employees  as 
prescribed  in  Department  Regulations 
for  opinions  as  a  part  of  the  application 
review  process. 

5.  Disclosure  may  be  made  to  a 
Federal  agency,  in  response  to  its 
request,  in  connection  with  the  letting 
of  a  contract,  or  the  issuance  of  a 
license,  grant  or  other  benefit  by  the 
requesting  agency,  to  the  extent  that  the 
record  is  relevant  and  necessary  to  the 
requesting  agency's  decision  in  the 
matter. 

6.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
poUcy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained:  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  t6 
(1)  establish  reasonable  administrative. 
technical,  and  physical  safeguards  to 


prevent  imauthorized  use  or  disclosure 
of  the  record.  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  imless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosxira  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (b)  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  imderstanding  of.  and 
willingness  to  abide  by  these  provisions. 

7.  The  Department  contemplates  that 
it  may  contract  with  a  private  firm  for 
the  purpose  of  collating,  analyzing, 
aggregating  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  to  such  a  contractor. 
The  contractor  will  be  required  to 
maintain  Privacy  Act  safeguards  with 
respect  to  such  records. 

8.  Disclosure  may  be  made  to  the 
grantee  institution  in  connection  with 
performance  or  administration  under 
the  conditions  of  the  award. 

9.  Disclosure  may  be  made  to  the 
Department  of  Justice,  or  to  a  court  or 
other  tribunal,  from  this  system  of 
records  when  (a)  HHS,  or  any 
component  thereof;  or  (b)  any  HHS 
employee  in  his  or  her  official  capacity; 
or  (c)  any  HHS  employee  in  his  or  her 
individual  capacity  where  the 
Department  of  Justice  (or  HHS,  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee:  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  any  interest  in  such  litigation, 
and  HHS  determines  that  the  use  of 
such  records  by  the  Department  of 
Justice,  court  or  other  tribunal  is 
relevant  and  necessary  to  the  litigation 
and  would  help  in  the  effective 
representation  of  the  governmental 
party,  provided,  however,  that  in  each 
case.  HHS  determines  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 


POUOESANO 
RETRCWNOiA 
DISPOSMQOF 


Fsdnal  Register  /  Vol.  58,  Na  8  /  W^odnesday.  JaBoaiy  13,  1993  /  Notkes 


4213 


POUOES  MO  PfUCnOS  POR  sraRMQ, 
REmEWNG,  ACCESawg,  NETMNMI 
CHSPOSatQ  OF  RECOflM  M IME  SVSTEM: 

STOIKGS; 

Records  are  stored  on  discs  and 
magnetic  tapes. 

RrmtEVAaurf: 

Records  are  retrieved  by  name, 
application,  grant  or  coatract  ID 
number. 

SAFEGUARDS: 

- 1.  Authorized  Usersz  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
PHS  extramural  stafl'.  Other  one-time 
and  special  access  by  other  employees 
is  granted  on  a  need-to-know  basis  as 
specifically  authorized  by  the  ^stera 
manager. 

2.  Pitysicai  Safegoords:  Miysical 
access  to  DRG  worii  areas  is  lestiicted  to 
DRG  employees. 

3.  Procedural  Safeguards:  Access  to 
source  data  files  is  s^ctly  controlled  by 
files  staff.  Records  may  be  removed  from 
files  only  at  the  request  of  the  system 
manager  or  other  authorized  employee. 
Access  to  computOT  files  is  controlled  by 
the  use  of  registered  accounts,  registered 
initials,  keywords,  etc.  The  computw 
system  maintains  an  audit  record  of  all 
attempted  and  successful  requests  for 
access. 

These  practices  are  in  compliance 
with  the  standards  of  Chaptw  45-13  of 
the  HHS  General  Administration 
Manual,  "Safiaguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6,  "ADP  Systems  Security,"  <rf 
the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETE>mON  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  4000-A-2, 
which  allows  records  to  be  destroyed 
when  no  longer  needed  for 
administrative  purposes.  Refer  to  the 
NIH  Manual  Chapter  for  specific 
dispositicm  instructions. 

SYSTEM  MANAGERS  AND  ADDRESSES: 

Chief,  Information  Systems  Brandi, 
Division  of  Research  (kants, 
Westwood  Building,  5333  Westbard 
Avenue,  Bethesda,  MD  20892. 
For  information  pertaining  to  the 

chartered  advisory  committees  of  the 


National  histitutes  of  Heahh:  NIH 
Committee  Management  Officer, 
Building  31,  Room  3B-S5. 9000 
Rockville  Pike,  Bethesda,  MD  20892. 

notvcahqn  procedure: 

To  determine  if  a  record  exists  write 
to: 
Privacy  Act  Coordinator,  IXvision  of 

Research  Grants,  Westwood  Building, 

Room  449,  5333  Westbard  Avenue, 

Bethesda,  MD  20892. 

For  information  pertaining  to  the 
chartered  advisory  committees  of  the 
National  Institutes  of  Health:  NIH 
Committee  Management  Officer, 
Building  31,  Room  3B-55, 9000 
Rockville  Pike.  Bethesda,  MD  20892. 

The  requester  must  also  verify  his  or 
her  id«itity  t^  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

record  access  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reestmaMy 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

contestinq  RECORD  procedure: 

Contact  the  official  und«r  notification 
procedures  above,  and  reasonably 
identify  the  record  and  specify  the 
informaticn  to  be  contested,  and  state 
the  corrective  action  sought  and  the 
reasons  for  the  correction,  with 
supporting  justification.  The  right  to 
contest  recwds  is  limited  to  information 
which  is  incomplete,  irrelevant, 
incorrect,  or  untimely  (obsolete). 

RECORD  SOURCE  CATEGORCS: 

Individual,  individual's  educational 
institution  and  references. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  act: 

None. 
09-25-0060 
SYSTEM  NAME: 

Clinical  Reseuch:  Divisi(Hi  of  Cancw 
Treatment  Clinical  Investigations,  HHS/ 
NIH/NCL 

SECURfTY  CLASSmCATION: 

None. 

SYSTEM  location: 

National  Institutes  of  Health,  8601  Old 

Georgetown  Road,  Bethesda,  MD 

20892  and 


Frederidi  Cancer  Research  and 
Development  Center,  Building  426, 
Frederick.  MD  21701  and 

National  Cancer  Institute,  Biological 
Response  Modifies  Program  (BRMP), 
501  W.  7th  Street,  Suite  No.  3, 
Frederick,  MD  21701  and 

National  Cancer  institute.  Navy 
Hospital,  Building  8,  Room  3146, 
Bethesda,  MD  21814  and 

National  Cancer  Institute,  Division  of 
Cancer  Treatmmit,  Cancer  Therapy 
Evaluation  Program.  Executive  Plaza 
North,  Room  707.  Bethesda.  MD 
20892.  and  at  hospitals  and  clinics, 
educational  and  research  institutions. 
Federal,  State  or  local  govemmeot 
agendas,  and  private  faciUties. 

CATEGORCS  OF  INOIVIDUALS  COVERED  BY  TME 
SYSTEM: 

All  patients  who  have  been 
hospitalized  or  seen  in  outpatient 
clinics  on  treatment  research  protocols 
in  the  National  Cancer  Institute. 

CATEGORCS  OF  RECORDS  M  THE  SYSTEM; 

Medical  records. 

AUTHORrrr  for  maintenance  of  tne  system: 
42  use  241,  281, 282. 

PURPOSE(S)  OF  THE  SYSTEM: 

(1)  Patient  care  and  treatment  (2) 
Qinical  and  epidemiological  research. 

ROUTINE  USE»OF  RKOROS  MAMTAMB)  M  THE 
SYSTEM  MCLUOmS  CATEGORCS  OF  USaS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Difldosuie  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  in  order  to 
accomplish  the  research  purpose  fw 
which  the  records  are  collected.  The 
recipients  are  required  to  maintain 
Privacy  Act  safeguards  with  respect  to 
these  records. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
bom  the  congressional  office  made  at 
the  request  of  that  individual. 

3.  Disclosure  may  be  made  to  a 
contracts  when  the  Department 
contmnplates  that  it  will  contract  with 
a  private  firm  for  the  purpose  of 
coUatii^.  analyzing,  aggregating  or 
otherwise  refining  records  in  this 
system.  Relevant  records  will  be 
disclosed  to  such  a  contracts.  The 
contractor  shall  be  required  to  maintain 
Privacy  Act  safeguards  with  respect  to  ' 
such  records. 

4.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
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directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  in 
defending  against  a  claim  based  upon  an 
individud's  mental  or  physical 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  or  other  appropriate  Federal 
agency  to  enable  that  agency  to  present 
an  effective  defense,  provided  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

KNXiES  AND  PfUCnCES  TOR  STORMQ, 
RETMEVMO,  ACCCSSMQ.  RETAIMNQ,  AND 
WSPOSINQ  Of  MC0R08  »•  TH6  system: 

STOfUQE: 

Records  are  stored  on  magnetic  tapes, 
microcomputer  disks,  index  cards, 
microfiche,  and  manual  paper  records. 

retmevabuty: 

Records  are  retrieved  by  patient  name 
or  number. 

SAFEOUAROS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical,  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  Users:  Employees  who 
maintain  records  In  this  system  are 
instructed  to  grant  regular  access  only  to 
physicians,  scientists  and  support  staff 
of  the  National  Cancer  Institute,  or  its 
contractors,  whose  duties  require  the 
use  of  such  information.  Other  one-time 
and  special  access  by  other  employees 
is  granted  on  a  need-to-know  basis  as 
specifically  authorized  by  the  system 
manager. 

2.  Physical  Safeguards:  Records  are 
kept  in  a  limited  access  area.  Offices  are 
locked  during  off-duty  hours.  Input  data 
for  computer  files  is  coded  to  avoid 
individual  identification. 

3.  Procedural  Safeguards:  Access  to 
manual  files  is  strictly  controlled  by 
files  staff.  Files  may  be  accessed  only  at 
the  requtst  of  the  system  manager  or 
other  authorized  employee.  Access  to 
computer  files  is  controlled  through 
security  codes  known  only  to 
authorized  users.  Access  codes  are 
changed  frequently. 

These  practices  are  in  compliance 
with  the  standards  of  Chapter  45-13  of 
the  HHS  General  Administration 


Manual.  "Safeguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6.  "ADP  Systems  Security."  of 
the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETEHTION  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the^JIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361),  item  3000-G-3. 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESSES: 

Head,  Biostatistics  and  Data 
Management  Section,  National 
Institutes  of  Health,  8601  Old 
Georgetown  Road,  Bethesda.  MD 
20892  and 

Chief.  Clinical  Research  Branch. 
Biological  Response  Modifiers 
Program.  Frederick  Cancer  Research 
and  Development  Center,  501  W.  7th 
Street.  Suite  #3,  Frederick.  MD  21701 
and 

Navy  Hospital,  Deputy  Branch  Chief, 
NQ— Naval  Medical  Oncology 
Branch.  Building  8,  Room  5101, 
Bethesda,  MD  20814  and 

Head,  Drug  Management  and 
Authorization  Section,  Cancer 
Therapy  Evaluation  Program,  Division 
of  Cancer  Treatment,  National  Cancer 
Institute.  Executive  Plaza  North, 
Room  707,  Bethesda.  MD  20892  and 

Director,  Extramural  Clinical  Studies. 
BRB,  BRMP,  Division  of  Cancer 
Treatment,  National  Cancer  Institute, 
Frederick  Cancer  Research  and 
Development  Center,  Fort  Detrick, 
Frederick,  MD  21701 


dental  record  shall,  at  the  time  the 
request  is  made,  designate  in  vmting  a 
responsible  representative  who  vvill  be 
willing  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of,  or  access  to,  a  child's  or 
incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
fomily  member)  to  whom  the  record,  if 
any,  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  ciild  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

C0NTEST1NQ  RECORD  procedure: 

Contact  the  official  imder  notification 
procedures  above,  and  reasonably 
identify  the  record  and  specify  the 
information  to  be  contested,  and  state 
the  corrective  action  sought.  The  right  to 
contest  records  is  hmited  to  information 
which  is  incomplete,  irrelevant, 
incorrect,  or  untimely  (obsolete). 

RECORD  SOURCE  CATEGORIES: 

Hospital  medical  records,  referring 

f)hysician,  referring  hospitals,  clinical 
aboratories.  patient  contact,  and  Central 
Tumor  Registries. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
Of  THE  ACT: 

None. 
09-25-0069 
SYSTEM  NAME: 

NIH  Clinical  Center  Admissions  of  the 
National  Cancer  Institute,  HHS/NIH/ 
NQ. 

SECURITY  CLASSmCATUN: 

None. 


NOTIFICATION  PROCEDURE: 

Write  to  the  system  manager  for  the 
appropriate  location  to  determine  if  a 
record  exists.  The  requester  must  also 
verify  his  or  her  identity  by  providing 
either  a  notarization  of  the  request  or  a 
written  certification  that  the  requester  is 
who  he  or  she  claims  to  be  and 
understands  that  the  knowing  and 
willful  request  for  acquisition  of  a 
record  pertaining  to  an  individual  under 
false  pretenses  is  a  criminal  offense 
under  the  Act,  subject  to  a  five  thousand 
dollar  fine. 

An  individual  who  requests 
notification  of  or  access  to  a  medical/ 


SYSTEM  LOCATXM: 

National  Institutes  of  Health,  Chief. 

Family  Studies,  Section,  DCE, 

Executive  Plaza  North,  Rooms  400 

and  439, 6130  Executive  Blvd., 

Bethesda,  MD  20892  and 
National  Institutes  of  Health,  Division  of 

Computer  Research  and  Technology, 

Building  12 A,  9000  Rockville  Pike. 

Bethesda.  MD  20892  and 
WEST  AT,  Inc.,  Manugistics  Building, 

Suite  402,  2115  E.  Jefferson  Street. 

Rockville,  MD  20852  and 
Survey  Research  Associates,  Inc.. 

Executive  Office  Center.  Suite  201. 

2101 E.  Jefferson  Street.  Rockville. 

MD  20852 
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Write  to  the  System  Manager  at  the 
address  below  for  the  address  of  the 
Federal  Records  Center  where  records 
firom  this  system  may  be  stored. 

CATEGORIES  OF  INDIVIDUALS  COVCPED  BY  THE 
SYSTEM: 

Current  and  former  cancer  patients 
and  their  family  members  admitted  to 
the  NIH  Clinical  Center  or  the  National 
Cancer  Institute  (NCI). 

CATEGORIES  OF  RECORDS  Hi  THE  SYSTEM: 

Medical  histories,  reports  and 
correspondence. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  system: 
42  U.S.C.  285a. 

PURI>OSE  OF  THE  SYSTEM: 

National  Cancer  Institute  physicians 
and  supporting  staff  are  involved  in 
research  on  the  cause  and  diagnosis  of 
disease  and  the  treatment  of  patients, 
requiring  the  maintenance  of  working 
files  to  chart  progress,  responses  to 
treatment,  etc 

ROUnNE  uses  of  records  MAINTAINED  M  THE 
SYSTEM.  INCLUOMG  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  in  order  to 
accomplish  the  research  purpose  for 
which  the  records  are  collected.  The 
recipients  are  required  to  maintain 
Privacy  Act  safeguards  with  respect  to 
these  records. 

2.  Disclosure  may  be  made  to  a 
congressional  ofBce  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

3.  Disclosure  may  be  made  to  a 
contractor  when  the  Department 
contemplates  that  it  will  contract  with 
a  private  firm  for  the  purpose  of 
collating,  analyzing,  aggregating  or 
otherwise  refining  records  in  this 
system.  Relevant  records  will  be 
disclosed  to  such  a  contractor.  The 
contractor  shall  be  required  to  maintain 
Privacy  Act  safeguards  with  respect  to 
such  records. 

4.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity:  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  in 
defending  against  a  claim  based  upon  an 
individuii's  mental  or  physical 


condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  or  other  appropriate  Federal 
agency  to  enable  that  agency  to  present 
an  effective  defense,  provided  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

5.  (a)  PHS  may  inform  the  sexual  and/ 
or  needle-sharing  partners)  of  a  subject 
individual  who  is  infected  with  the 
human  immunodeficiency  virus  (HIV) 
of  their  exposure  to  HIV,  under  the 
following  circumstances:  (1)  The 
information  has  been  obtained  in  the 
course  of  clinical  activities  at  PHS 
facilities  carried  out  by  PHS  personnel 
or  contractors;  (2)  The  PHS  employee  or 
contractor  has  made  reasonable  efforts 
to  counsel  and  encourage  the  subject 
individual  to  provide  the  information  to 
the  individual's  sexual  or  needle- 
sharing  partners):  (3)  The  PHS 
employee  or  contractor  determines  that 
the  subject  individual  is  unlikely  to 
provide  the  information  to  the  sexual  or 
needle-sharing  partner(s)  or  that  the 
provision  of  such  information  cannot 
reasonably  be  verified;  and  (4)  The 
notification  of  the  partner(s)  is  made, 
whenever  possible,  by  the  subject 
individual's  physician  or  by  a 
professional  counselor  and  shall  follow 
standard  counseling  practices. 

(b)  PHS  may  disclose  information  to 
State  or  local  public  health  departments, 
to  assist  in  the  notification  of  Uie  subject 
individual's  sexual  and/or  needle- 
sharing  partner(s),  or  in  the  verification 
that  the  subject  individual  has  notified 
such  sexual  or  needle-sharing  partner(s). 

POUCIES  AND  PRACTKES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Records  are  stored  in  file  folders  and 
on  computer  files. 

RETRIEVABIUTY: 

Records  are  retrieved  by  identification 
number. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  Users:  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
physicians,  scientists  and  support  staff 


of  the  National  Cancer  Institute  and  the 
Clinical  Center  whose  duties  require  the 
use  of  such  information.  Other  one-time 
and  special  access  by  other  employees 
is  granted  on  a  need-to-know  basis  as 
specifically  authorized  by  the  system 
manager. 

2.  Physical  Safeguards:  Records  are 
kept  in  limited  access  areas.  Offices  are 
locked  during  off-duty  hours.  Input  data 
for  computer  files  is  coded  to  avoid 
individual  identification. 

3.  Procedural  Safeguards:  Access  to 
manual  files  is  strictly  controlled  by  ' 
files  staff.  Files  may  be  accessed  only  at 
the  request  of  the  system  manager  or 
other  authorized  employee.  Access  to 
computer  files  is  controlled  through 
security  codes  known  only  to 
authorized  users.  Access  codes  are 
changed  frequently. 

These  practices  are  in  compliance 
with  the  standards  of  Chaptw  45-13  of 
the  HHS  General  Administration 
Manual,  "Safeguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Qiapter  PHS  hf:  45-13, 
and  Part  6.  "ADP  Systems  Security,"  of 
the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTION  AND  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361),  item  3000-<^, 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESSES: 

National  Cancer  Institute,  NIH,  Division 
of  Cancer  Etiology,  Epidemiology  and 
Biostatistics  Program,  Chief,  Family 
Studies  Section,  EEB,  Executive  Plaza 
North,  Suite  439,  Bethesda.  MD  20892 
and 

Chief,  Clinical  Genetics  Section. 
Clinical  Epidemiology  Branch, 
Executive  Plaza  Nor^,  Suite  400. 
Bethesda.  MD  20892 

NOTIFICATION  PROCEDURE: 

Write  to  system  manager  to  determine 
if  a  record  exists.  The  requester  must 
also  verify  his  or  her  identity  by 
providing  either  a  notarization  of  the 
request  or  a  written  certification  that  the 
requester  is  who  he  or  she  claims  to  be 
and  understands  that  the  knowing  and 
willful  request  for  acquisition  of  a 
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record  peitainixig  to  aa  individual  under 
false  pretenses  is  a  criminal  offense 
undwr  the  Act,  subject  to  a  five  thousand 
dollar  fine. 

An  individual  who  requests 
notification  of  or  access  to  a  medical/ 
dental  record  shall,  at  the  time  the 
request  is  made,  designate  in  writing  a 
responsible  representative  who  will  be 
willing  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of.  or  access  to,  a  child's  or 
incompetent  person's  medical  record 
shaH  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any,  will  be  sent  The  parent  or  guardian 
must  verify  relationship  to  the  child  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECOBO  ACCESS  PflOCEOORE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
soi^t.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

C0NTEST1N6  NECORO  PWOCCOUnC: 

Contact  the  official  under  notification 
procedures  above,  and  reasonably 
identify  the  record  and  specify  the 
information  to  be  contested,  and  state 
the  corrective  action  sought  The  right  to 
contest  records  is  limited  to  information 
whicli  is  incomplete,  irrelevant, 
incorrect,  or  untimely  (obsolete). 

RECOnO  SOURCE  CATEOOmeS: 

Patients'  personal  physicians.  NIH 
staff  treating  the  patients  or  performing 
tests,  requested  outside  records,  and 
patients  themselves. 

SYSTEMS  EXEMTTEO  ftKM  CERTAIN  PROVKJONS 
OF  THE  ACT: 

None. 

0»-2S-0C75 

SYSTEM  name: 

Administration:  Institutions 
Submitting  Assurances  for  Protection 
From  Research  Risks  and  Animal 
Welfare.  HHS/NIH/OD/OER. 

SECURirv  CLASSmCATKM: 

None. 

SYSTEM  location: 

National  Institutes  of  Heahh,  Building 
31,  Room  5B59, 9000  Rodcville  Pike. 
Bethesda.  MD  20892. 

CATEGORIES  OF  MOMOUALS  COWERED  BY  THE 
SYSTEM: 

Persons  submitting -research  propomb 
to  the  National  Institutes  of  Health 


involving  risks  to  subjects  or  matters 
pffrtfiniag  to  the  protection  of  the  rights 
and  welfare  of  human  research  subjects. 

CATEGORCS  OF  RECOROS  IN  THE  SYSTEM: 

Research  protocol,  identification  of 
Principal  Investigator,  institution. 

AUTHORmr  FOR  KMMNTENAMCE  OF  THE  SYSTEM: 

42  U.S.C  24l{c)(g). 
PURPOSE  OF  THE  SYSTEM: 

Monitoring  of  research  proposals  that 
may  involve  undue  risks  to  subjects  or 
ethical  considerations. 

ROUTINE  USES  OF  RECOROS  MAINTAINEO  IN  THE 
SYSTEM.  MCUIDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  the 
Department  may  disclose  such  records 
as  it  deems  desirable  or  necessary  to  the 
Department  of  Justice  to  enable  that 
Department  to  present  an  effective 
defense,  provided  that  such  disclosure 
is  compatible  with  the  purpose  for 
which  the  records  were  collected. 

POUCCS  AND  PRACTICES  FOR  STORfUG, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECOROS  IN  THE  SYSTEM: 

STORAGE: 

Records  are  stored  on  card  file. 

RETRIEVABttJTY: 

Records  are  retrieved  by  name  of 
Principal  Investigator. 

SAFEGUARDS: 

1.  Authorized  Users:  Members  of  the 
professional  staff  of  the  Office  for 
Protection  from  Research  Risks  (OPRR) 
may  use  information  from  the  file  in 
connection  with  follow-up  procedures 
of  research  proposals  identified  as 
involving  potential  risk  to  the  protection 
of  the  rights  and  welfare  of  human 
research  subjects. 

2.  Physical  Safeguards:  Records  are 
maintained  In  offices  which  are 
monitored  during  business  hours  and 
are  locked  durisB  off-duty  hours. 

3.  Procedural  Saieguards:  Requests  for 
inibmiatiaa  from  the  file  are  made  to 


the  Compliance  Cowdinator  who 
supervises  and  is  responsible  for  the 
file.  Computer  files  are  password 
protected. 

RETENTKM  AND  OtSFOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— - 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  7000-A-l, 
which  allows  records  to  be  destroyed 
after  a  maximum  period  of  6  years  after 
the  file  is  closed  Refer  to  the  NIH 
Manual  Chapter  for  specific  disposition 
instructions. 

SYSTEM  MANAGER  AND  ADDRESS: 

Director,  OPRR,  National  Institutes  of 
Health.  Building  31.  Room  5B59,  9000 
Rockville  Pike,  Bethesda.  MD  20892. 

NOTnCATION  PROCEDtJRE: 

Write  to  System  Manager  to  determine 
if  a  record  exists.  The  requester  must 
also  verify  his  or  her  identity  by 
providing  either  a  notarization  of  the 
request  or  a  written  certification  that  the 
requester  is  who  he  or  she  claims  to  be 
and  understands  that  the  knowing  and 
willful  request  for  acquisition  of  a 
record  pertaining  to  an  individual  imder 
false  pretenses  is  a  criminal  offense 
under  the  Act,  subject  to  a  five  thousand 
dollar  fine. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

C0MTEST1NG  RECORD  PROCEDURE: 

Contact  the  official  under  notification 
procedures  above,  and  reasonably 
identify  the  record  and  specify  the 
information  to  be  contested,  and  state 
the  corrective  action  sought.  The  right  to 
contest  records  is  limited  to  information 
which  is  incomplete,  irrelevant, 
incorrect,  or  untimely  (obsolete). 

RECORD  SOURCE  CATBKMMES: 

Proposals  submitted  by  individuals, 
but  identified  by  employees  or 
consultants  of  HHS  as  possibly 
involving  undue  hazards. 

SYSTEMS  EXEMPTED  FRQM  CERTAIN  PROVISIONS 
OF  THE  act: 

None. 

09-2S-0087 

SYSTEM  NAME: 

Administratian:  Seaior  Staff.  HHS/ 
NIH/NIAID. 
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SECUmrv  CLASSIfKATION: 

None. 

SYSTEM  LOCATION: 

National  Institutes  of  Health,  Building 
31.  Room  7A34, 9000  Rockville  Pike, 
Bethesda,  MD  20892. 

Write  to  System  Manager  at  the 
address  below  for  the  address  of  the 
Federal  Records  Center  where  records 
from  this  system  may  be  stored. 

CATEGORIES  OF  INDIVIOUALS  COVERED  BY  THE 
SYSTEM: 

Ciurent  and  former  key  professional 
employees  of  the  Institute  and 
ctHisuItants. 

CATEGORIES  Of  RECORDS  IN  THE  SYSTEM: 

Press  releases,  curriculum  vitae, 
nominations  for  awards  and 
photographs. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

42  U.S.C.  241(d)  289a. 

PURPOSE  OF  THE  SYSTEM: 

For  background  records  to  provide 
public  announcements  on  National 
Institute  of  Allergy  and  Infectious 
Diseases  (NIAID)  research. 

naUHNE  USES  OF  RECORDS  MAIKTAMED  IN  THE 
SYSTEM,  INCLUOiNa  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

Disclosure  may  be  made  to  a 
congressional  ofBce  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVIf4Q,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Stored  in  file  folders. 

RETRIEVABILITY: 

Retrieved  by  name. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical,  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  Users:  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
staff  whose  duties  require  the  use  of 
such  information.  Authorized  users  are 
located  in  the  Office  of  the  Director, 
NIAID.  Other  one  time  and  special 
access  by  other  employees  is  granted  on 
8  need-to-know  basis  as  specifically 
authorized  by  the  system  manager. 

2.  Physical  Safeguards:  Records  in 
this  system  are  stored  in  file  folders 


which  are  kept  in  locked  cabinets.  The 
room  is  locked  during  off-duty  hours. 
3.  Procedural  Safeguards:  Access  to 
files  is  strictly  controlled  by  files  staff. 
Records  may  be  removed  from  files  only 
at  the  request  of  the  system  manager  or 
other  authorized  employee. 

RETENTION  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  1100-G.  Refer  to 
the  NIH  Manual  Chapter  for  specific 
disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESS 

Director,  Office  of  Communications, 
National  Institutes  of  Health,  Building 
31,  room  7A50,  9000  Rockville  Pike, 
Bethesda,  MD  20892. 

NOTtFICATXM  PROCEDURE: 

To  de'termine  if  a  record  exists,  write 
to:  National  Institutes  of  Health,  Privacy 
Act  Coordinator.  NIAID,  Solar  Bldg., 
room  4C-01,  6003  Executive  Blvd., 
Rockville,  MD  20892. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  iwder  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

RECORD  ACCESS  PROCEDURE: 

Same  as  record  notification 
procedures.  Requesters  should  also 
reasonably  specify  the  record  contents 
being  sought.  Individuals  may  also 
request  listings  of  accountable 
disclosures  that  have  been  made  of  their 
records,  if  any. 

CONTESTING  RECORD  PROCEDURE: 

Contact  the  System  Manager  at  the 
address  above,  and  reasonably  identify 
the  record  and  specify  the  information 
to  be  contested,  and  state  the  corrective 
action  sought  and  the  reasons  for  the 
correction,  with  supporting  justification. 
The  right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Individuals  and  newspaper  clippings. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVIStONS 
OF  THE  ACT: 

None. 


09-2S-0112 
SYSTEM  NAME: 

Grants  and  Cooperative  Agreements: 
Research,  Researcn  Training, 
Fellowship  and  Construction 
Applications  and  Related  Awards,  HHS/ 
NIH/OD. 

SECURITY  classification: 

None. 

SYSTEM  location: 

See  Appendix  I. 

categories  of  indtvduals  covered  by  the 
system: 

Grant  applicants  and  Principal 
Investigators;  Program  Directors; 
Institutional  and  Individual  Fellows; 
Research  Career  Awardees;  and  other 
employees  of  Applicant  andVor  grantee 
institutions. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Grant  and  cooperative  agreement 
applications  and  review  history,  awards, 
financial  records,  progress  reports, 
payback  records,  and  related 
correspondence. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

"Research  and  Investigation," 
"Appointment  and  Authority  of  the 
Directors  of  the  National  Research 
Institutes,"  "National  Institute  of  Mental 
Health,"  "National  Institute  on  Drug 
Abuse,"  "National  Institute  on  Alcohol 
Abuse  and  Alcoholism,"  "National 
Cancer  Institute,"  "National  Heart,  Lung 
and  Blood  Institute,"  "National  Institute 
of  Diabetes,  and  Digestive  and  Kidney 
Diseases,"  "National  Institute  of 
Arthritis  and  Musculoskeletal  und  Skin 
Diseases,"  "National  Institute  on 
Aging,"  "National  Institute  on  Allergy 
and  Infectious  Diseases,"  "National 
Institute  of  Child  Health  and  Human 
Development,"  "National  Institute  of 
Dental  Research,"  "National  Eye 
Institute,"  "National  Institute  of 
Neurological  Disorders  and  Stroke," 
National  Institute  of  General  Medical 
Sciences,"  "National  Institute  of 
Environmental  Health  Sciences," 
"National  Institute  on  Deafness  and 
Other  Communication  Disorders,"  and 
the  "National  Library  of  Medicine,"  of 
the  Public  Health  Service  Act.  (42 
U.S.C.  241.  284.  285,  285(b),  (c).  (d).  (e), 
(f),  (g).  (h).  (i).  (j),  (k),  (1).  (m),  286b- 
286b-7. 

PURPOSE(S)  OF  THE  SYSTEM: 

(1)  Information  provided  is  used  by 
NIH  staff  for  review,  award,  and 
administration  of  grant  programs. 

(2)  Information  is  also  used  to 
maintain  communication  with  former 
fellows  who  have  incurred  an  obligation 
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through  the  National  Research  Service 
Award  Program. 

(3)  Staff  may  also  use  cuiriculum 
vitae  to  identify  candidates  who  may 
serve  as  ad  hoc  consultants  or 
committee  and  council  members  in  the 
grant  peer  review  process. 

(4)  As  a  part  of  tiie  cost  analysis  of  a 
proposed  grant,  a  budget  review  is 
conducted  of  the  percentage  of  time  and 
effort  listed  under  personnel  category, 
equipment  and  supply  categories,  and 
other  items  listed  under  "other" 
category. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  M  THE 
SVSTEM.  IMCtUOliO  CATEGORIES  Of  USERS  AND 
THE  PURPOSES  Of  SUCH  USES: 

1.  Disclosure  may  be  made  of 
assignments  of  research  investigators 
and  project  monitors  to  specific  research 
projects  to  the  National  Technical 
Information  Service  (NTIS).  Department 
of  Commerce,  to  contribute  to  the 
Smithsonian  Science  Information 
Exdiange,  Inc. 

2.  Disclosure  may  be  made  to  the 
cognizant  audit  agency  for  auditing. 

3.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  Ae  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  the 
Department  may  disclose  such  records 
as  it  deems  desirable  or  necessary  to  the 
Department  of  Justice  to  enable  that 
Department  to  present  an  effective 
defense,  provided  such  disclosure  is 
compatible  with  the  p\uT)ose  for  which 
the  records  were  collected. 

4.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

5.  Disclosure  may  be  made  to 
quaUfied  experts  not  within  the 
definition  of  Department  employees  as 
prescribed  in  Department  Regulations, 
45  CFR  56.2.  for  opinions  as  a  part  of 
the  apphcatioD  review  and  award 
administration  processes. 

6.  Disclosure  may  be  made  to  a 
Federal  agency,  in  response  to  its 
request,  in  connection  with  the  letting 
of  a  contract,  or  the  issuance  of  a 
license,  grant  or  other  benefit  by  the 
reque<iting  agency,  to  the  extent  that  the 
record  is  relevant  and  necessary  to  the 
requesting  agency's  decision  on  the 
matter. 


7.  A  record  H»ay  be  disclosed  for  a 
resenrdi  purpose,  when  the  Departmwit: 
(A)  Has  determined  that  the  use  or 
disclosiffe  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected;  or 
obtained;  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (Q  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record.  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (b>  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  P)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

8.  Disclosure  may  be  made  to  a 
private  firm  for  the  purpose  of  collating, 
analyzing,  aggregating  or  otherwise 
refining  records  in  a  system.  Relevant 
records  will  be  disclosed  to  such  a 
contractor.  The  contractor  shall  be 
required  to  maintain  Privacy  Act 
safeguards  with  respect  to  such  records; 

9.  Disclosure  may  be  made  to  the 
grantee  institution  in  connection  with 
the  review  of  an  application  or 
performance  or  administration  under 
the  terms  and  conditions  of  the  award. 
or  in  connection  with  problems  that 
might  arise  in  performance  or 
administration  if  an  award  is  made  on 
a  grant  proposal. 

10.  Disclosure  may  be  made  to  the 
profit  institution's  president  or  official 
responsible  for  signing  the  grant 
application  in  connection  with  the 
review  or  award  of  a  grant  application 
and  in  connection  with  the 
administration  and  performance  of  a 


grant  under  the  terms  and  oondrtions  ef 

the  awards. 

DBCLOSURE  TO  CONSUMER  ReWWnNB 

DISCLOSURES  PURSUANT  TO  S  ILtX.  SSaa^t^ 

Disclosures  may  be  made  from  this 
system  to  "consumer  reporting 
agencies"  as  defined  in  the  Fair  Credit 
Reporting  Act  (15  U.S.C.  1681a(f))  or  the 
Federal  Claims  Collection  Act  of  1966 
(31  U.S.C  3701(a)(3)). 

The  Department  may  disclose  to 
consumer  reporting  agencies 
information  on  individuals  who  have 
failed  to  meet  payback  obligations 
incurred  under  awards  made  under 
authority  of  the  National  Research 
Service  Awards  Program  (41  U.S.C. 
2891-1).  Information  disclosed  includes 
data  identifying  the  individual,  the 
amount,  status  and  history  of  the 
obligation,  and  that  the  obligation  arose 
from  an  award  made  under  the  National 
Research  Service  Awards  Program. 

POUCIES  AND  PRACTICES  FOR  STORINQ, 
RETRIEVING.  ACCESSING.  RETAINING,  kNO 
DISPOSING  Of  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Stored  in  file  folders,  on  computer 
tapes  and  discs,  cards  and  in  notebooks. 

retrievabiuty: 
Retrieved  by  name  and  grant  number. 

SAFEGUARDS: 

A  variety  of  physical  and  procedural 
safeguards  are  implemented,  as 
appropriate,  at  the  various  locations  of 
this  system: 

1.  Authorized  Users:  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
officials  whose  duties  require  use  of  the 
information.  These  officials  include 
review  groups,  grants  management  staff. 
other  extramural  program  staff,  health 
scientist  administrators,  data  processing 
and  analysis  staff  and  management 
officials  with  oversight  responsibilities 
for  extramiiral  programs.  Other  one-time 
and  special  access  is  granted  on  an 
individual  basis  as  specifically 
authorized  by  the  system  manager. 
Authorization  for  access  to 
computerized  files  is  controlled  by  the 
system  manager  or  designated  official 
and  is  granted  on  a  need-to-know  basis. 
Lists  of  authorized  users  are  maintained. 

2.  Physicxil  Safeguards:  Secured 
facilities,  locked  rooms,  locked  cabinets, 
personnel  screening;  records  stored  in 
order  of  grant  numbers  which  are 
randomly  assigned. 

3.  Procedural  Safeguards:  Access  to 
file  rooms  and  files  is  strictly  controlled 
by  files  staff  or  other  designated 
officials;  chaxge-out  cards  identifying 
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users  are  ce<^ic8d  for  each  file  used; 
inactive  records  are  transfaiietf  to 
controlled  storage  in  Federal  RecoMb 
Center  in  a  timeSjr  feshion;  retrieval  of 
records  from  inactive  storage  is 
contoolled  by  the  system  manager  or 
desgpnted  effidal  asui  by  the  NIU. 
Records  Management  Officer;  computer 
files  are  password  protected  and  access 
is  activefy  monitored  by  the  Computer 
Center  to  prevent  abuse.  Employees  are 
given  specialized  training  in  the 
requirement*  of  the  Privacy  Act  as 
applied  to  the  grants  program. 

These  particular  safeguards  are 
developed  ia  accordance  with  Chapter 
45-13.  "Safeguarding  Records 
Contained  in  Systems  of  Records,"  of 
the  HHS  General  Administration 
ManuaU  supplemeitfary  Chapter  PHS  hf: 
45-13,  and  Part  6,  "ADP  Systems 
Security",  of  the  HHS  Information 
ResoQTces  Managemeat  Manual  and  the 
National  Institute  of  Standards  and 
Technology  Federal  Information 
Processing  Standards  (FlPSPub.  41  and 
PIPS  Pub.  31). 

RETENTION  AND  OtSFOSALr 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  hi  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Reccirds" 
(HHS  Records  MffliagBment  \fenuaK 
Appendix  B-361).  items:  4000-B-l; 
4000-B-4;  400O-C-1  and.  4600-D-l. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 


SYSTCM  MANAGEN  AND  A0DRC56: 

See  Appendix  H. 

N0TFICAI10N  procedure: 

Write  to  official  at  the  address 
specified  in  Appendix  n  to  detenaine  if 
a  record  exists.  The  requester  must  also 
verify  his  or  her  identity  by  providing 
either  a  netarization  of  the  request  o»  a 
written  certification  that  the  requester  is 
who  he  or  she  claims  to  be  and 
understands  that  the  knowing  and 
willful  request  for  acquisition  of  a 
record  pertaining  to  an  individual  under 
false  pretenses  is  a  criminal  offense 
under  the  Act,  subject  to  a  five  thousand 
dollar  fine. 

RECORf  ACCESS  PROCEDURE: 

Write  to  the  official  at  the  address 
specified  in  Appendix  IV  to  obtain 
access  to  a  record,  and  provide  the  same 
information  as  is  required  under  the 
Notificatioa  Proceduree  above. 
Requesters  should  also  Beasonably 
specify  the  record  contents  being 
sought. 

Individuak  may  abo  request  listings 
of  accountable  disclosures  that  have 
been  made  of  their  records,  if  any. 


CONTESTmO  NECOND  PNOeCOOREr 

Contact  the  official  at  the  address 
speeifiedia  Appendix  n.  and 
reasonably  identify  the  record  aad 
specify  the  infwmation  being  contested,^ 
the  corrective  action  sought,  and  your 
reasons  for  requesting  the  correctio*, 
along  with  supporting  informetioe  to 
show  how  the  record  is  inaccurate, 
incomplete.^  untimely  o»  irrelevant.  The 
right  ta  contest  reeoKis  is  limited  to 
infonoation  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATBSafHESl 

InfcMrmaticoi  submitted  by  applicant;- 
supplemented  by  outside  reviewers  and 
internal  staff. 

SYSTEMS  ElKMrTEO  FROM  CSmiM  PROVISIONS 
OF  THE  act: 

None.  • 

AppsBdix  I— Sy«ieiii  Lacahan 

NationafCkncer  Institute.  Ejiecutiva  Pl»» 
South.  Suite  T-42,  BlTOExecuttv* 
Boulevard,  Bcttiesda,  MD  20»92 
National  Heart,  Lung,  and  Blood  Institute, 
Westwood  Building.  Room  4A09,  5333 
Westbard  Avenue,  Bethesda.  MD  20892 
National  Library  of  Medicine.  Building  38A, 
Room  5N509,  8608  Rockviile  F»ke. 
Bethesda,  MD  20894 
National  Institute  of  Allergy  and  Infectious 
Dise^^es,  Chief.  Grants  Nbnageinent 
Branch.  DEA.  Solar  Bldg  ,  Room  4B-21. 
6003  Executive  Blvd.,  Rockviile,  MD  20892 
National  Institute  of  Allergy  and  Infectious 
Diseases.  Chief,  Ma.aagement  Information 
Systems  Section.  FMISB,  OAM.  Westwood 
Building.  Room  733.  5333  Westbard 
Avenue,  Bethesda.  MD  20892 
National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases,  Westwood  Building, 
Room  619,  5333  Westbard  Avenue, 
Bethesda,  MD  20892 
National  histitute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases. 
Westwood  Building.  Room  5A03.  5333 
Westbard  Avenue.  Bethesda,  MD  20892 
National  Institute  of  Child  Health  and 
Human  Development,  6t00  Execrriive 
Blvd..  Room  7A07,  Bethesda.  MD  20892 
National  Institute  on  Aging,  Gateway 
Building.  Room  2N-212,  7»W  Wisconsin 
Avenue,  Bethesda,  MD  20892 
National  Institute  of  Dental  Research,  Grants 
Management  Officer.  Westwood  BuiWing, 
Room  518,  Bethesda.  MD  20892 
National  histitute  ofEnvironmental  Health 
Sciences,  Grants  Managensent  OfTicer, 
Buildhig  2,  Room  204, 104  Alexander 
Drive,  Research  Triangle  Park,  NC  277TO 
National  Institute  of  General  Medical 
Sciences,  Grants  Management  Officer, 
Westwood  Building,  Room  953.  5333 
Westbard  Avenue.  Bethesda,.  MD  20892 
National  Institute  of  Neurological  Disorders 
and  Stroke,  Federal  Building,  Room  10AT2. 
7550  Wisconsin  Avenue.  Bethesda.  MD 
20892 
National  Institute  on  Deafness  and  Other 
Communication  Disorders.  Executive  Plata 


South,  Roanr4W)B,  6)20  Cncotive 
Boulevard,  Rodnrilfe,  MD  aiNB7 
NatioBai  Eye  ftwtitute.  BuildSng  3t.  Etoom 
6A47,  9009  Rodmll*  PiiM,  BethOTda.  k«     ' 
20897 
National  Center  for  Research  Resources. 

Westwood  Building.  Room  853.  5333 

Westbard  Avenue.  Bethesda,  MD  20892 
National  Center  Sor  Nursing  Resewrh, 

Building  31.  Room  5B06.  90G0  Rorkvilta 

Pike.  Bethesda,  MD  20892 
Fogarty  Infemirtinnai  Center.  Bmldtn((31, 

Room  B2C3^.  9000  RockviHe  Pike, 

Bethesda.  MD  20892 
Washington  National  Records  Center.  4209 

Suitland  Road.  Suitland,  MD  20409 
National  Institute  on  Drug  Abuse.  Grants 

Management  Branch,  Room  8A-54. 

Parklawn  Building.  5600  Fishers  Lane. 

Rockville.  MD  208S7 
National  Institute  on  Alcohol  Abuse  and 

Alcoholism.  Grants  Management  Branch. 

Room  16-36.  Parklawn  Building.  5600 

Fishers  Laae.  Rockville,  MD  20857 
National  Institute  Sf  Mental  Health.  GiranU 

Management  Bfaach.ORM.  Room  7C-15, 

Parklawn  Building.  5600  Fisheis  Lane, 

RockviUe.  MD  20857 

AppeiMfix  H— SjcNja  Mauagur  tad  AMnm 

National  Cancer  Institute.  Grants 

Management  Analyst,  Executive  Plaza 
Soeth.  Suite  234.  6120  Executive 
Boulevard,  Bethesda.  MD  20892 
National  Heart.  Lung,  and  Blood  Institute, 
Chief,  Gtanta  Operations  Branch.  Division 
of  Extiamural  Affairs.  Westwood  Building. 
Room  4A10.  5333  Westbard  Avenue. 
Bethesda.  MO  20892 
National  Heart,  Lung,  and  Bloed  Institute. 
Administrative  Ofiicer,  Division  of 
Extramural  Affairs,  Westwood  Building. 
Room  7A11,  Bethesda.  MD  20892 
National  Library  of  Medicine.  Associate 
Director  for  Extramural  Progranas.  Building 
38A.  Room  5N505,  8600  Rockvilfe  Pike, 
Bethesda,  MD  20894 
National  Insritute  of  Allei^  and  Infectious 
Diseases.  ChieCGranta  Management 
Branch.  DEA.  Solar  Bldg..  Room  *B-21, 
6003  Executive  Blvd..  Rockville.  MD  20892 
National  Institute  of  Allergy  and  Infiectiotis 
Diseases,  Chief.  Management  Iniormation 
Systems  Section.  FMISB.  OAM,  Westwood 
Building.  Room  333,  5333  Westbard 
Avenue.  Bethesda,  MD  2G8S2 
National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases.  Greats 
Management  Officer,  Westwood  Building. 
Room  407,  5333  Westbard  Avemie, 
Bethesda,  MD  20892 
National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Disease.  Grants  Management 
Ofiicer,  Room  837.  Westwood  Building. 
5333  Westbwd  Awmue,  Bethesda.  MD 
20892 
National  Institute  of  Child  Health  and 
Human  Development.  Chief,  OCRce  of 
Grants  &  Contracts.  rWO  Executive  Bl»d., 
Room  8A01 ,  Bethesda.  N4D  20892 
National  Institute  on  Aging.  Gnmts 
Mtmogement  Officer,  Gateway  Buildiag; 
Room  2N-212.  TMT  Wisconsin  Aveuw. 
Bethesda.  MD  SMSe 
Nationet  Institute  of  Dental  Wnsearch.  Ccantt 
Management  Officer.  NIDR.  Westwood 
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Building.  Room  518.  5333  Westbard 
Avenue.  Bethesda.  MD  20892 
National  Institute  of  Environmental  Health 
Sciences.  Grants  Management  Officer, 
Building  2.  Room  204. 104  Alexander 
Drive.  Research  Triangle  Park.  NC  27709 
National  Institute  of  General  Medical 
Sciences.  Grants  Management  Officer. 
NIGMS,  Westwood  Building.  Room  953. 
Bethesda.  MD  20892 
National  Institute  of  Neurological  Disorders 
and  Stroke,  Grants  Management  Officer. 
Federal  Building.  Room  1004A,  Bethesda. 
MD  20892 
National  Institute  on  Deafness  and  Other 
Communication  Disorders.  Grants 
Management  Officer,  Executive  Plaza 
South.  Room  400B.  6120  Executive 
Boulevard.  Rockville.  MD  20852 
National  Center  for  Nursing  Research.  Grants 
Management  Officer.  Building  31.  Room 
5B06.  9000  Rockville  Pike.  Bethesda,  MD 
20892 
National  Eye  Institute.  Grants  Management 

Officer.  Building  31.  Room  6A48, 9000 
.  Rockville  Pike.  Bethesda.  MD  20892 
National  Center  forHesearch  Resources, 
Director,  Office  of  Grants  and  Contracts 
Management,  Westwood  Building,  Room 
853,  5333  Westbard  Avenue,  Bethesda,  MD 
20892 
Fogarty  International  Center.  Scientific 
Review  Administrator.  International 
Studies  Branch,  Building  31,  Room  B2C32. 
9000  Rockville  Pike,  Bethesda,  MD  20892 
National  Institute  on  Drug  Abuse,  Chief, 
Grants  Management  Branch,  Room  8A-54, 
Parklawn  Building,  5600  Fishers  Lane. 
Rockville,  MD  20857 
National  Institute  on  Alcohol  Abuse  and 
Alcoholism,  Chief,  Grants  Management 
Branch,  Room  16-36,  Parklawn  Building, 
5600  Fishers  Une,  Rockville,  MD  20857 
National  Institute  of  Mental  Health,  Grants 
Management  Officer,  ORM,  Room  7C-15, 
Parklawn  Building,  5600  Fishers  Lane, 
Rockville,  MD  20857 

Appendix  III— Notification  Procedures 

National  Cancer  Institute.  See  Appendix  II. 
National  Heart,  Lung,  and  Blood  Institute, 

Privacy  Act  Coordinator,  Building  31, 

Room  5A08,  Bethesda,  MD  20892 
National  Library  of  Medicine.  See  Appendix 

II. 
National  Institute  of  Allergy  and  Infectious 

Diseases.  See  Appendix  II. 
National  Institute  of  Diabetes  and  Digestive 

and  Kidney  Diseases,  Administrative 

Officer,  Building  31, .Room  9A46,  9000 

Rockville  Pike,  Bethesda,  MD  20892 
National  Institute  of  Child  Health  and 

Human  Development.  See  Appendix  II. 
National  Institute  of  Aging.  See  Appendix  II. 
National  Institute  of  Dental  Research,  NIDR 

Privacy  Act  Coordinator,  Building  31, 

Room  2C-35, 9000  Rockville  Pike, 

Bethesda,  MD  20892 
National  Institute  of  Environmental  Health 

Sciences.  See  Appendix  II. 
National  Institute  of  General  Medical 

Sciences.  See  Appendix  U. 
National  Institute  of  Neurological  Disorders 

and  Stroke.  See  Appendix  II. 
National  Institute  on  Deafness  and  Other 

Conununication  Disorders.  See  Appendix 

IL 


National  Eye  Institute.  See  Appendix  11. 
National  Center  for  Nursing  Research.  See 

Appendix  II. 
National  Center  for  Research  Resources.  See 

Appendix  II. 
Fogarty  International  Center.  See  Appendix 

U. 
National  Institute  on  Drug  Abuse.  See 

Appendix  II. 
National  Institute  on  Alcohol  Abuse  and 

Alcoholism.  See  Appendix  II. 
National  Institute  of  Mental  Health.  Privacy 

Act  Coordinator,  Room  15-81,  Parklawn 

Building,  5600  Fishers  Lane,  Rockville,  MD 

20857 

Appendix  IV— Records  Access  Procedures 

National  Cancer  Institute,  Privacy  Act 

Coordinator,  Building  31,  Room  10A30. 
'  9000  Rockville  Pike,  Bethesda,  MD  20892 
National  Heart,  Lung,  and  Blood  Institute. 

See  Appendix  III. 
National  Library  of  Medicine.  See  Appendix 

II. 
National  Institute  of  Allergy  and  Infectious 
Diseases.  Privacy  Act  Coordinator,  Solar 
Bld'g  ,  Room  4C-01,  Rockville,  MD  20892 
National  Institute  of  Diabetes  and  Digestive 

and  Kidney  Diseases.  See  Appendix  II. 
National  Institute  of  Child  Health  and 

Human  Development.  See  Appendix  II. 
National  Institute  on  Aging.  See  Appendix  II. 
National  Institute  of  Dental  Research,  Grants 
Management  Officer,  Westwood  Building, 
Room  518,  5333  Westbard  Avenue, 
Bethesda,  MD  20892 
National  Institute  of  Environmental  Health 

Sciences.  See  Appendix  II.  ^ 

National  Institute  of  General  Medical 
Sciences.  Privacy  Act  Coordinator, 
Westwood  Building,  Room  722,  Bethesda, 
MD  20892 
National  Institute  of  Neurological  Disorders 
and  Stroke,  Chief,  Administrative  Services 
Branch,  Building  31,  Room  8A49,  9000 
Rockville  Pike,  Bethesda,  MD  20892 
National  Institute  on  Deafness  and  Other 
Communication  Disorders,  Chief, 
Administrative  Management  Branch, 
Building  31,  Room  3C02,  9000  Rockville 
Pike,  Bethesda,  MD  20892 
National  Eye  Institute,  Administrative 
Officer,  Building  31,  Room  6A17,  9000 
Rockville  Pike,  Bethesda,  MD  20892 
National  Center  for  Research  Resources, 
Privacy  Act  Coordinator,  Westwood 
Building,  Room  10A15,  5333  Westbard 
Avenue.  Bethesda,  MD  20892 
Fogarty  International  Center.  See  Appendix 

II. 
■  National  Institute  on  Drug  Abuse.  See 

Appendix  II. 
National  Institute  on  Alcohol  Abuse  and 

Alcoholism.  See  Appendix  II. 
National  Institute  of  Mental  Health.  See 
Appendix  H. 

09-2&-0115 

SYSTEM  NAME: 

Administration:  Curricula  Vitae  of 
Consultants  and  Clinical  Investigators. 
HHS/NIH/NIAID. 

SECURmr  CLASStRCATICN: 

None. 


SYSTEM  location: 

National  Institutes  of  Health,  Solar 
Bldg.,  Room  3A01.  6003  Executive 
Blvd..  Bethesda,  MD  20892 
and 

Ogden  BioServices  Corporation,  621A 
Lofstrand  Une.  Rockville.  MD  20850 
Write  to  the  System  Manager  at  the 

address  below  for  the  address  of  the 

Federal  Records  Center  where  records 

are  stored. 

CATEGORIES  OF  INOtVIDUALS  COVERED  BY  THE 
SYSTEM: 

Consultants  and  Clinical  Investigators 
under  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID) 
Investigational  New  Drug  Applications, 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Curriculum  vitae. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 
42  U.S.C.  241.  289a. 

PURPOSE  OF  THE  SYSTEM: 

(1)  To  maintain  a  record  of  the 
investigators  under  Investigational  New 
Drug  (IND)  applications,  and 

(2)  To  appoint  consultants  to  the 
NIAID  Institutional  Review  Board  (IRB). 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  The  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
information  from  this  system  of  records 
to  the  Department  of  Justice,  or  to  a 
court  or  other  tribunal,  when  (a)  HHS, 
or  any  component  thereof;  or  (b)  any 
HHS  employee  in  his  or  her  official 
capacity;  or  (c)  any  HHS  employee  in 
his  or  her  individual  capacity  where  the 
Department  of  Justice  {or  HHS.  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  any  interest  in  such  litigation, 
and  HHS  determines  that  the  use  of 
such  records  by  the  Department  of 
Justice,  court  or  other  tribunal  is 
relevant  and  necessary  to  the  litigation 
and  would  help  in  the  effective 
representation  of  the  governmental 
party,  provided,  however  that  in  each 
case,  HHS  determines  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 


POLICIES  AND  f 
RETRIEyiNG,  At 
DISPOSiNQOFI 


RETRIEVABlUr 

Retrieved 

SAFEGUARDS: 

Measures 
disclosures  i 


To  detem 
to:  NIAID  P 
Control  Dat 
Executive  E 

TTie  requt 
her  identity 
notarizatior 
certiiicatior 
or  ^e  clain 
the  knowin; 
acquisition 
individual  \ 
criminal  ofl 
to  a  five  the 
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POUCIES  ANO  PRACTICES  FORSTOMNO, 

REmEymo,  xccESsmo^  REnuNNO,.  and 
dlsposmc  of  records  w  the.  system: 

storagk: 
Stored  in  books. 

RrmEVABnjTYt 
Retrieved  by  name. 

SAFEGUARDS: 

Measures  ta  prev«nt  iinaiUhnriaed 
disclosures  are  implemanted  as 
appropriate  for  each  location  and  for  the 
particular  records  maintaioed  m  each 
project.  Each  site  impfeonnts  personnel, 
physical,  and  procedural  safeguards 
such  as  the  following 

1.  AuthoriaxdVsen:  Einf^oyees  who 
mai&tffifi  records  in  this  system,  are 
instructed  to  grant  reguJer  access  only  to 
NIAID  staff  whose  doties  r«()uir»  the'  use 
of  such  information.  Authorized  us«s 
are  located  in  the  Clinicai  and 
Regulatory  Affairs  Bsanch^  Ittvision  of 
Microbiology  and  Infaetious  Diseases^ 
NIAm  Other  one-tima  and  special 
access  by  other  employees  is  granlai  oa 
a  need-to-know  basis  as  specifically 
authorized  by  the  system  manager, 

2.  Physicai  Safegucexis:  Buildii^  is 
locked  during  off-duty  hours. 

3.  Ptoesdural  Se^uards:  Access  to 
files  is  strictly  cootFoUed  by  files  staff. 
Records  may  be  leraovsd  from  61ea  only 
at  the  reque^  of  die  system  manager  or 
other  ai^orized  employee. 

RETENTION  AND  OtSPOSAU 

Records  are  retainad  and  disposed  of 
under  the  authority  ai  the  NM  Records 
Control  Schedule  contained  in  NIB 
Manu^  Chapter  1743^  Appendix  1 — 
"Keeping  and  E)eatn>ying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),item  1100-G.  Refer  to 
the  NIH  Manual  Qbapter  for  specific 
disposition  instructioB& 

SYSTEM  MANAGER  AND  ADDRESS: 

Acting  Chief,  Clinical  and  Regulatory 
Affairs  Branch,  DMID,  NIAID  Sols 
Bldg.,  Room  3A-01,  600a  Executive 
Blvd.,.  Rockville.  MD  20892. 

NomexnoN  procedure: 

To  determine  if  a  record  exists,  write 
to:  NIAID  Privacy  Ad  Coordinator, 
Control  Data  Bldg..  Room  4C-ai.  6003 
Executive  Blvd.,  Rockville,  MD  20S92. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  recpiest  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  imder  the  Act,  si^ject 
to  a  five  thousffiid  doUai  fine. 


RECORD  ACCESS  PROCEDORE: 

Same  as  record  notification 
procedures.  Requesters  should  also 
reasonably  specify  the  record  contents 
being  sought.  Individuals  may  also 
request  listings  of  accountable 
disclosures  that  have  been  mad^  of  ttieir 
records,  if  any. 

CONTESTING  RECORD  PROCEDURE: 

Write  to  the  official  specified  under 
notification  procedures  above,  and 
reasonably  identify  the  record  and 
specify  the  infbrmation  being,  contested, 
the  corrective  action  sought,  and  your 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  inaccurate, 
incomplete,  untimely  or  irrelevanL  Tlie 
right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Individuals. 

SYSTEMS  EXLMnLO'  RKMI CER  r AKT  PHOVISKMS 
OFTNEACir 

None. 

o»-a5-oiaM 

SYSTEM  NAME: 

Administration:  Pharmacology 
Reseanch  Aasodates,  HBS/N&t^MGMS 

SECURITY  CLASSIFieATION: 

None. 

SYSTEM  LOCATION: 

National  Institutes  of  Health, 
Westwood  Building,  Room  919,  5333 
Westbard  Avenue,  B^esda,  MD  20892. 

Write  to  System  Manager  at  the- 
address  below  for  the  a^ress  of  th« 
Federal  Recwds  Coiter  where  records 
are  stored. 

CATEGORIES  OF  INOIVIOaALS  COVERED  BY  THE 
SYSTEM: 

Applicants  £ar  positions  as 
Pharmacology  Research  Associates  with 
the  National  Institute  of  General 
Medical  Sciences  (NIGMS)  and  current 
and  former  Pharmacology  Research 
Associates. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Individual  application  forms, 
addresses,  telephone  numbers,  hsts  of 
awards  received,  research  kejrwords. 
preceptor  and  institute  during  time  of 
fellowship  for  former  fellows,  academic 
transcripts,  reprints  and  references, 
curriculum  vitae  and  salary  adiustraent 
memorandum  for  fallows. 

AUTHORITT  FOR  MAINTENANCE  OFTHE  SYSTEM: 
42  use  209. 


PURP0SE(;^  OF  mc  system: 

For  review,  award  and  administialion 
of  the  Pharmocolcgy  Research  Aaaociats 
Program  (PRAT). 

ROiniNE  USES  OF  RECORDS  MAINTAIMEO  Wi  T^ 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 

THE  PURPOsa  OF  SUCH  uses: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  Tne  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
information  from  this  systent  of  records 
to  the  Department  o£  Justice,  or  to  a 
court  or  other  tribunal,  when  (a)  HHS. 
or  any  component  thereof:  or  (b)  any 
HHS  employee  in  his  or  bar  official 
capacity;  or  (c)  any  ffifS  employee  in 
his  or  her  individual  capacity  where  the 
Department  of  Justica  (or  HHS,  where  il 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  RHS  or  any 
of  its  compKinents,  is  a  party  to  litigation 
or  has  any  mterest  in  such  Utigation, 
and  HHS  determines  that  the  use  of 
such  records  by  the  Department  of 
Justice,  court  or  other  tribunal  is 
relevant  and  necessary  to  the  litigation 
and  would  help  in  the  effective 
representation  of  the  governmental 
party,  provided,  however  that  fn  each 
case,  HHS  determines  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

POUaES  AND  PIMCTK»RM  STOmiB, 
RETRtEVMG,  ACCCSSMC,  RCTAWMe,  ANO 
DtSPOSWe  OF  RECtMOS  IM  THE  SYSTEM: 

STORAGE: 

File  folders. 

RETRiEVAaiurrr 
By  name  of  applicaut. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical,  and  procedural  safeguards 
such  as  the  following: 

1..  Authorized  Users:  Employees  who 
maintain  the  system  are  instructed  to 
grant  access  only  to  authorized 
personnel  (System  Manager  and  staff 
assigned  to  the  pro^'am). 

2.  Physical  Safeguards:  The  records 
are  maintained  in  locked  file  cabinets 
when  not  in  use  and  system  location  is 
locked  during  nonworking  hotirs. 

3.  Procedural  Safeguards:  Access  to 
files  is  strictly  controlled  by  responsible 
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individuals  who  have  been  instructed  in 
the  Privacy  Act  requirements.  Records 
are  returned  to  the  locked  cabinets 
when  not  in  use. 

RETENTXm  AND  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743.  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361).  item  230O-320-2(a). 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MAHAQER  AND  ADDRESS: 

Director.  PRAT  Program. 
Pharmacological  Sciences.  NIGMS. 
Westwood  Building  Room  919. 
Bethesda,  MD  20892 

NOTIRCATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  System  Manager  and  provide  the 
following  information:  applicant's  name 
and  date  of  application. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  blse  pretenses  is  a 
criminal  o^ense  under  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

CONTESTINQ  RECQRD  PROCEDURE: 

Contact  the  official  at  the  address 
specified  under  notification  procedures 
above,  and  reasonably  identify  the 
record  and  specify  the  information  to  be 
contested,  the  corrective  action  sought. 
The  right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  obtained  from  applicants, 
university  registrars,  and  persons 
supplying  recommendations  through 
the  PRAT  Program.  Salary  adjustment 
memos  from  preceptors.  Information  on 
former  fellows  obtained  from  former 
fellows. 

SYSTEMS  EXEMPTED  HMM  CERTAIN  PROVISiONS 
Of  THE  ACT: 

None. 


09-2S-0126 
SYSTEM  name: 

Clinical  Research:  National  Heart, 
Lung,  and  Blood  Institute 
Epidemiological  and  Biometric  Studies, 
HHS/NIH/NHLBI. 

SECURITY  CLASSIFICATION: 

None. 

SYSTEM  LOCATION: 

Records  included  in  this  system  are 
located  in  hospitals,  universities, 
research  centers,  research  foundations, 
and  coordinating  centers  under  contract « 
with  the  National  Heart,  Lung,  and 
Blood  Institute,  and  in  NHLBI  facilities 
in  Bethesda.  Maryland.  Write  to  the 
system  manager  at  the  address  below  for 
a  list  of  locations,  including  the  address 
of  any  Federal  Records  Center  where 
records  from  this  system  may  be  stored. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Participants  in  these  studies  include 

(1)  individuals  who  have  been  or  who 
are  presently  being  treated  by  the 
National  Heart.  Lung,  and  Blood 
Institute,  for  diseases  or  conditions  of 
the  heart,  lung,  blood  vessels  and  blood; 

(2)  individuals  whose  physical,  genetic, 
social,  economic,  environmental, 
behavioral  or  nutritional  conditions  or 
habits  are  being  studied  in  relation  to 
the  incidence  of  heart,  lung,  blood 
vessel  and  blood  diseases  among  human 
beings;  and  (3)  normal  volunteers  who 
have  agreed  to  provide  control  data 
germane  to  these  studies. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

This  system  consists  of  a  variety  of 
clinical,  medical,  and  statistical 
information  resulting  from  or  contained 
in  research  findings,  medical  histories, 
vital  statistics,  personal  interviews, 
questionnaires,  or  direct  observation. 
The  system  also  includes  records  of 
current  addresses  of  study  participants, 
photographs,  fingerprints,  and 
correspondence  from  or  about 
participants  in  these  studies. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Sec.  412.  413  of  the  Public  Health 
Service  Act  (42  U.S.C.  287a.  287b). 

PURPO$E(S)  OF  THE  SYSTEM: 

(1)  Summaries  of  data  resulting  from 
these  studies  are  used  by  the  National 
Heart.  Lung,  and  Blood  Institute  to 
monitor  and  evaluate  the  incidence  of 
the  diseases  or  the  conditions  under 
investigation  and  the  relationship  of 
various  factors  to  the  occiurrence  of 
these  diseases.  (2)  The  sumniaries  are 
also  used  for  program  planning  and 
evaluation  purposes. 


ROUHNE  USES  OF  RECORDS  MAINTAMED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  in  order  to 
accomplish  the  research  purpose  for 
which  the  records  are  collected.  The 
recipients  are  required  to  protect  such 
records  from  improper  disclosure. 

2.  Referrals  may  be  made  of 
assignments  of  research  investigators 
and  project  monitors  to  specific  research 
projects  to  the  Smithsonian  Institution 
to  contribute  to  the  Smithsonian 

"^  Science  Information  Exchange,  Inc. 

3.  In  the  event  the  Department  deems 
it  desirable  or  necessary,  in  determining 
whether  particular  records  are  required 
to  be  disclosed  under  the  Freedom  of 
Information  Act,  disclosures  may  be 
made  to  the  Department  of  Justice  for 
the  purpose  of  obtaining  its  advice. 

4.  Where  the  appropriate  official  of 
the  Department,  pursuant  to  the 
Department's  Freedom  of  Information 
Regulation  determines  that  it  is  in  the 
public  interest  to  disclose  a  record 
which  is  otherwise  exempt  from 
mandatory  disclosure,  disclosure  may 
be  made  from  this  system  of  records. 

5.  The  Department  contemplates  that 
it  will  contract  with  a  private  firm  for 
the  purpose  of  collating,  analyzing, 
aggregating  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  to  such  a  contractor. 
The  contractor  shall  be  required  to 
maintain  Privacy  Act  safeguards  with 
respect  to  such  records. 

6.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  Uie  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  iii 
defending  against  a  claim  based  upon  an 
individual's  mental  or  physical 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  or  other  appropriate  Federal 
agency  to  enable  that  agency  to  present 
an  effective  defense,  provided  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

7.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
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Secretary  to  cany  out  quality 
assessments,  medical  audits  or 
utilization  review. 

8.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  ofHce  made  at 
the  request  of  that  individual. 

9.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (b)  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  [c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

POUaES  ANO  PRACTICES  FOH  STORING, 
RETRIEVING.  ACCESStNG.  RETAINING.  ANO 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
magnetic  tapes  or  discs,  punched  cards, 
bound  note  books. 

RETRIEVABILiTY: 

Name  and/or  participant 
identiHcation  number. 

safeguards: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 


particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  users:  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
authorized  researchers,  physicians  and 
their  assistants  whose  duties  require  the 
use  of  such  information. 

2.  Physical  safeguards:  Records  are 
kept  in  locked  file  cabinets  and  in  some 
instances  in  locked  offices  or  guarded 
buildings.  Locations  are  locked  during 
non-working  hours,  and  are  attended  at 
all  times  during  working  hours. 

3.  Procedural  safeguards:  Access  to 
the  data  is  controlled  by  the  System 
Manager  and  the  Project  Officer.  Data 
stored  in  computers  is  accessed  through 
the  use  of  key  words  known  only  to 
principal  investigators  or  authorized 
personnel. 

The  particular  safeguards 
implemented  at  each  site  are  developed 
in  accordance  with  Chapter  45-13. 
"Safeguarding  Records  Contained  in 
Systems  of  Records,"  of  the  HHS 
General  Administration  Manual, 
supplementary  Chapter  PHS.hf:  45-13. 
and  Part  6.  "ADP  Systems  Security",  of 
the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTION  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  3000-G-3, 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESS: 

Associate  Director  for  Epidemiology^ ' 
and  Biometry.  National  Heart,  Lung,  and 
Blood  Institute,  Federal  Building,  2C- 
08,  7550  Wisconsin  Avenue,  Bethesda, 
MD  20892. 

notification  procedure: 

To  determine  if  a  record  exists, 
contact:  NHLBI  Privacy  Coordinator, 
Building  31.  Room  5A-08.  National 
Institutes  of  Health,  9000  Rockville 
Pike,  Bethesda,  MD  20892. 

Requesters  must  provide  the 
following  information  in  writing:  (1) 
Full  name;  (2)  Name  and  location  of 
research  study;  and  (3)  Approximate 
dates  of  enrollment. 


'  The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

An  individual  who  requests 
notification  of  or  access  to  a  medical/ 
dental  record  shall,  at  the  time  the 
request  is  made,  designate  in  writing  a 
responsible  representative  who  will  be 
willing  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of,  or  access  to,  a  child's  or 
incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any,  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  child  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

contesting  record  procedure: 

Write  to  System  Manager  as  indicated 
above.  The  contestor  must  reasonably 
specify  in  writing  the  record  contents  at 
issue  and  state  the  corrective  action 
sought  and  the  reasons  for  the 
correction.  The  right  to  contest  with 
supporting  justification.  The  record  is 
limited  to  information  which  is 
incomplete,  irrelevant,  incorrect,  or 
untimely  (obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  contained  in  these 
records  is  obtained  directly  from 
individual  participants  and  from 
medical  and  clinical  research 
observations. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVIStONS 
OF  THE  ACT: 

None. 
0»-25-«140 

SYSTEM  NAME: 

International  Activities:  International 
Scientific  Researchers  in  Intramural 
Laboratories  at  the  National  Institutes  of 
Health,  HHS/NIH/FIC 

SECURITY  classification: 

None. 
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SYSTEM  location: 

Fogarty  International  Center.  Building 

16A.  Room  101.  9000  Rockville  Pike. 

Bethesda.  MD  2089r 
and 
Division  of  Computer  Research  and 

Technology.  Building  12A.  Room 

3061.  National  Institutes  of  Health. 

9000  Rockville  Pike.  Bethesda, 

Maryland  20892 

Ancillary  records  are  located  in  the 
Office  of  the  Associate  Director  for 
Intramural  Affairs,  laboratories, 
administrative  and  personnel  offices 
where  participants  are  assigned.  Write 
to  System  Manager  at  the  address  below 
for  the  address  of  the  Federal  Records 
Center  where  records  are  stored. 

CATEGORIES  OF  INOIVDUALS  COVERED  BY  THE 
SYSTEM: 

Health  scientists  at  all  levels  of  their 
postdoctoral  or  equivalent  research 
careers  who  are  invited  to  the  National 
Institutes  of  Health  for  further  training 
or  to  conduct  research  in  their 
biomedical  specialties  under  the 
auspices  of  FIC's  administration  of 
International  Activities.  Most  of  these 
scientists  are  foreign,  however  some 
may  be  resident  aliens  or  U.S.  citizens. 

Individuals  in  these  categories 
include  Visiting  Associates.  Visiting 
Scientists.  Foreign  Special  Experts  who 
are  employees  and  Visiting  Fellows, 
Guest  Researchers,  Exchange  Scientists. 
Intomalional  Research  Fellows,  Fogarty 
Scholars.  Special  Volunteers.  Adjunct 
Scientists  and  Residents  who  are  not 
employees. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

History  of  fellowship,  employment 
and/or  stay  at  NIH;  education, 
immigration  data  and  references.  For 
payroll  purposes,  social  security 
numbers  are  requested  of  all  applicants 
accepted  into  the  program. 

AUTHORTrV  FOR  MAIHTEMANCE  OF  THE  SYSTEM: 

42  use  2421  and  section  307  of  the 
Public  Health  Service  Act. 

PURPOSE  OF  THE  SYSTEM: 

To  document  the  individual's 
presence  at  the  NIH,  to  record 
immigration  history  of  the  individual  in 
order  to  verify  continued  eligibility  in 
existing  programs,  and  to  meet 
requirements  in  the  Code  of  Federal 
Regulations  (8  CFR.  "Aliens  and 
Nationality."  and  22  CFR.  "Foreign 
Relations"). 

ROUTINE  USES  OF  RECORDS  MAMTAINEO  M  THC 
SYSTEM,  mCLUOmO  CATEQORKS  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  uses: 

1.  Information  is  made  available  to 
authorized  employees  and  agents  of  the 


U.S.  Government  including,  but  not 
limited  to.  the  General  Accounting 
Office,  the  Internal  Revenue  Service, 
and  the  FBI  and  Immigration  and 
Natiiralization  Service.  Department  of 
Justice,  for  purposes  of  investigations, 
inspections  and  audits. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  the  individual. 

3.  The  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
information  from  this  system  of  records 
to  the  Department  of  Justice,  or  to  a 
court  or  other  tribunal,  when  (a)  HHS. 
or  any  component  thereof;  or  (b)  any 
HHS  employee  in  his  or  her  official 
capacity;  or  (c)  any  HHS  employee  in 
his  or  her  individual  capacity  where  the 
Department  of  Justice  (or  HHS.  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  any  interest  in  such  litigation, 
and  HHS  determines  that  the  use  of 
such  records  by  the  Department  of 
Justice,  court  or  other  tribunal  is 
relevant  and  necessary  to  the  litigation 
and  would  help  in  the  effective 
representation  of  the  governmental 
party,  provided,  however  that  in  each 
case.  HHS  determines  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

POUCIES  AND  PRACTICES  FOR  STORING, 
RETRIEVIIW,  ACCESSING,  RETAINING,  ANO 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Records  are  stored  in  file  folders  and 
on  file  cards,  computer  tapes,  computer 
disks  and  microfilm. 

RETRIEVABIUrV: 

By  name,  country  of  citizenship, 
institution,  fellowship  number,  social 
security  number,  visa  and  immigration 
status,  program  category,  dates  of  stay  at 
NIH,  NIH  component,  and  home 
address. 

SAFEGUARDS: 

A  variety  of  safeguards  is 
implemented  for  the  various  sets  of 
records  included  under  this  system 
according  to  the  sensitivity  of  the  data 
they  contain. 

1.  Authorized  users:  NIH 
administrative  and  personnel  staff 
screened  by  FIC  staff  to  access 
information  on  a  naed-to-know  basis. 
Only  FIC  sta£f  are  authorized  to  add. 
change,  or  delete  data.  Access  by  other 


employees  is  granted  on  a  need-to-know 
basis  as  specifically  authorized  by  the 
system  manager. 

2.  Physical  safeguards:  The  records 
are  maintained  in  file  cabinets  in  offices 
that  are  locked  during  off-duty  hours. 

3.  Procedural  safeguards:  Access  to 
files  is  strictly  controlled  by  files  staff. 
Records  may  be  removed  from  files  only 
at  the  request  of  the  system  manager  or 
other  authorized  employees.  For 
computerized  records,  access  is 
controlled  by  the  use  of  security  codes 
known  only  to  authorized  users;  access 
codes  are  changed  periodically.  The 
computer  system  maintains  an  audit 

'  record  of  all  requests  for  access. 

These  practices  are  in  compliance 
with  the  standards  of  Chapter  45-13  of 
the  HHS  General  Administration 
Manual.  "Safeguarding  Records 
Contained  in  Systems  of  Records." 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6.  "ADP  Systems  Security."  of 
the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTION  ANO  WSPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361).  item  2300-320. 
which  allows  records  to  be  destroyed 
after  a  maximum  period  of  6  years  after 
the  close  of  a  case.  Refer  to  the  NIH 
Manual  Chapter  for  specific  disposition 
instructions. 

SYSTEM  MANAGER  ANO  ADDRESS: 

Chief,  International  Services  and 
Communications  Branch,  Building  16A, 
Room  101.  Fogarty  International  Center. 
National  Institutes  of  Health,  9000 
Rockville  Pike.  Bethesda,  Maryland 
20892. 

NOTIFICATION  PROCEDURE: 

Write  to  the  System  Manager  to 
determine  if  a  record  exists.  The 
requester  must  also  verify  his  or  her 
identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  imderstands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  luider  false  pretenses  is  a 
criminal  offense  under  the  Act.  subject 
to  a  five  thousand  dollar  fine. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedure. 
Requesters  should  also  reasonably 


SYSTEMS  EXI 
OF  THE  ACT: 

None. 
09-25-0142 
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specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

COWTESTING  RECORD  PROCEDURE: 

Contact  the  ofTicial  listed  under 
notification  procedure  above,  and 
reasonably  identify  the  record,  and 
specify  the  information  to  be  contested, 
and  state  the  corrective  action  sought 
and  the  reasons  for  the  correction.  The 
right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Subject  individuals  and  other  Federal 
agencies. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 
Q9>2S-0142 
SYSTEM  NAME: 

Clinical  Research:  Records  of  Subjects 
in  Intramural  Research,  Epidemiology, 
Demography  and  Biometfy  Studies  on 
Aging.  HHS/NIH/NIA. 

SECURITY  CLASSIFICATION: 

None. 

SYSTEM  LOCATION: 

Records  included  in  this  system  will 
be  located  in  hospitals  and  clinics, 
research  centers  and  research 
foundations,  and  in  facilities  of  the 
National  Institute  on  Aging  (NIA)  in 
Bethesda,  MD.  They  may  be  stored  at 
Federal  Records  Centers.  A  list  of 
locations  is  available  upon  request  from 
the  System  Manager. 

categories  of  individuals  covered  by  the 
system: 

Participants  in  these  studies  will 
include:  (1)  individuals  whose  physical, 
genetic,  social,  psychological,  cultural, 
economic,  environmental,  behavioral, 
pharmacological,  or  nutritional 
conditions  or  habits  are  studied  in 
relationship  to  the  normal  aging  process 
and/or  diseases  and  other  normal  or 
abnormal  physical  or  psychological 
conditions  of  the  aged,  and  (2)  normal 
volunteers  who  are  participants  in  such 
studies. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

This  system  will  consist  of  a  variety 
of  health,  demographic,  and  statistical 
information  resulting  from  or  contained 
in  research  findings,  medical  histories, 
vital  statistics,  personal  interviews, 
questionnaires,  or  direct  observations. 
The  system  will  also  include  recotds  of 
current  addresses  of  study  participants, 


and  correspondence  from  or  about 
participants  in  the  studies.  When 
supplied  on  a  voluntary  basis,  Social 
Security  numbers  will  also  be  included. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Authority  is  provided  by  Sections 
301.  Research  Contracting,  and  463-4. 
Health  Research  Extension  Act  of  1985. 
Pub.  L.  99-158. 

PURPOSE(S)  OF  THE  SYSTEM: 

The  National  Institute  on  Aging  will 
use  the  data  collected;  (1)  In  research 
projects  on  (a)  the  health  status  of 
individuals  and  changes  in  health  status 
over  time,  (b)  the  incidence  and 
prevalence  of  certain  diseases  and 
problems  of  the  aged  in  certain 
populations,  and  (c)  the  changes  that 
take  place  as  individuals  age;  (2)  and  for 
program  planning  and  evaluation. 

ROUnNE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Records  may  be  disclosed  to  HHS 
contractors,  collaborating  researchers 
and  their  staffs  in  order  to  accomplish 
the  basic  research  purpose  of  this 
system.  The  recipients  will  be  required 
to  maintain  Privacy  Act  safeguards  with 
respect  to  such  records. 

2.  Data  may  be  disclosed  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 
assessment,  pedicel  audits  or 
utilization  review. 

3.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the^record  might 
bring;  (C)  has  required  the'recipient  to    • 
(1)  establish  reasonable  administrative. 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (b)  for 
use  in  another  research  project,  under 


these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

4.  In  the  event  the  Department  deems 
it  desirable  or  necessary,  in  determining 
whether  particular  records  are  required 
to  be  disclosed  under  the  Freedom  of 
Information  Act,  disclosure  may  be 
made  to  the  Department  of  Justice  for 
the  purpose  of  obtaining  its  advice. 

5.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  the 
Department  may  disclose  such  records 
as  it  deems  desirable  or  necessary  to  the 
Department  of  Justice  to  enable  that 
Department  to  present  an  effective 
defense,  provided  that  such  disclosure 
is  compatible  with  the  purpose  for 
which  the  records  were  collected. 

6.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  the  individual. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSINO,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
magnetic  tapes  or  discs,  punched  cards, 
or  bound  notebooks.  Stored  data  may 
include  textual,  photographic.  X-ray,  or 
other  material. 

retrievabiuty; 

Information  will  be  retrieved  by 
personal  identifiers  such  as  name,  code 
number  and/or  Social  Security  number, 
when  this  is  supplied  on  a  voluntary 
basis. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel. 
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physical  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  users:  Access  will  be 
limited  to  principal  investigators, 
collaborating  researchers  and  necessary 
support  Stan. 

2.  Physical  safeguards:  Hard  copy 
data  will  be  maintained  in  locked  flle 
cabinets.  Information  stored  in 
computer  systems  will  be  accessible 
only  through  proper  sequencing  of 
signal  commands  and  access  codes 
specifically  assigned  to  the  Project 
Officer  or  contractor. 

3.  Procedural  safeguards:  Access  to 
the  information  will  be  controlled 
directly  by  the  Project  Officer  or  his  or 
her  representative  at  remote  locations, 
ana  by  the  system  manager  at  NIA 
locations.  Contractors  and  collaborating 
researchers  will  be  notified  that  they  are 
subject  to  the  provisions  of  the  Privacy 
Act,  and  will  be  required  to  make  formal 
agreements  to  comply  with  these 
provisions. 

The  particular  safeguards 
implemented  in  each  project  are 
developed  in  accordance  with  Chapter 
45-13  and  supplementing  Chapter  PHS 
hf:  45-13  of  the  HHS  General 
Administration  Manual  and  Part  6,  ADP 
Systems  Security,  of  the  HHS 
Information  Resources  Management 
Manual,  and  the  National  Institute  of 
Standards  and  Technology  Federal 
Information  Processing  Standards  (FIPS 
Pub.  41  and  FTPS  Pub.  31). 

RETENTIOM  AND  DtSPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361).  item  30OO-G-3. 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  ANO  ADDRESS: 

Associate  Director,  Epidemiology, 
Demography  and  Biometry  Program, 
National  Institute  on  Aging,  Gateway 
Building,  Suite  3C309.  7201  Wisconsin 
Avenue,  Bethesda,  MD  20892. 

NOTIFtCATXW  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  above 
address  and  provide  the  following 
information  in  writing: 

1.  Full  name  at  time  of  participation 
in  the  study. 

2.  Date  of  birth. 

3.  Home  address  at  the  time  of  study. 

4.  The  facility  where  the  examination 
was  given  or  where  information  was 
collected. 


5.  Approximate  date  or  dates  of 
participation, 

6.  Name  of  study,  if  known. 

7.  Current  name,  address  and 
telephone  number. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act.  subject 
to  a  five  thousand  dollar  fine. 

An  individual  who  requests 
notification  of  or  access  to  a  medical  or 
dental  record  shall,  at  the  time  the 
request  is  made,  designate  in  writing  a 
responsible  representative  who  will  be 
wilUng  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion. 

RECORD  ACCESS  PfWCEOURE: 

Contact  the  system  manager  at  the 
above  address  and  provide  the  same 
information  as  outlined  under  the 
notification  procedures.  Requesters 
should  also  reasonably  specify  the 
record  contents  being  sought. 
Individuals  may  also  request  listings  of 
accountable  disclosures  that  have  been 
made  of  their  records,  if  any. 

CONTESTING  RECORD  PROCEDURE: 

Contact  the  System  Manager  at  the 
above  address.  The  contestor  must 
reasonably  identify  the  record,  specify 
in  writing  the  information  being 
contested,  and  state  the  corrective 
action  sought  and  the  reasons  for  the 
correction.  The  right  to  contest  records 
is  limited  to  information  which  is 
incomplete,  irrelevant,  incorrect  or 
untimely  (obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  will  be  obtained  directly 
from  individual  participants  and  from 
medical  and  clinical  research 
.  observations,  or  indirectly  from  existing 
source  documents  such  as  disease 
registries. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVfSIOMS 
Of  THE  act: 

None. 
0»-25-0143 
SYSTEM  NAME: 

Biomedical  Research;  Records  of 
Subjects  in  Clinical,  Epidemiologic  and 
Biometric  Studies  of  the  National 
Institute  of  Allergy  and  Infectious 
Diseases,  HHS/NIH/NIAID. 

SECURITY  classification: 

None. 


system  location: 

At  National  Institutes  of  Health 
faciUties  in  Bethesda.  Maryland,  and  at 
hospitals,  medical  schools,  imiyersities. 
research  institutions,  commercial 
organizations,  state  agencies,  and 
collaborating  Federal  agencies.  Inactive 
records  may  be  retired  to  Federal 
Records  Centers.  A  list  of  locations  is 
available  upon  request  from  the  System 
Manager. 

CATEGORIES  OF  MDIVKMJALS  COVERED  BY  THE 
SYSTEM: 

Patients  with  infectious  diseases, 
immunologic  diseases  involving  adverse 
reactions  of  the  body  (e.g.,  allergic 
reactions)  and  related  diseases  (e.g. 
Acquired  Immunodeficiency  Disease 
Syndrome/ AIDS),  normal  healthy 
volunteers  who  serve  as  controls  for 
comparison  with  patients,  relatives  of 
patients  and  other  individuals  whose 
characteristics  or  conditions  are  being 
studied  for  possible  connections  with 
the  occurrence  of  the  diseases  under 
investigation. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

This  system  consists  of  a  variety  of 
clinical,  medical,  and  epidemiological 
information  resulting  from  or  contained 
in  direct  observations,  medical  records 
and  other  histories,  vital  statistics 
reports,  records  on  biological  specimens 
(e.g.,  blood,  urine,  etc.).  personal 
interviews,  questionnaires,  progress 
reports,  correspondence  or  research 
findings. 

AUTHORITY  FOR  MAINTENANCE  Of  THE  SYSTEM: 
42  U.S.C.  241.  289a,  289c. 

PURPOSE  Of  THE  SYSTEM: 

This  system  will  be  used  to  support: 

(1)  Epidemiologic,  clinical  and 
biometric  investigations  into  the  causes, 
nature  (morbidity  and  mortality), 
outcome,  therapy  and  cost  of  infectious, 
immunologic  and  related  diseases;  and 

(2)  Review  and  evaluation  of  the 
progress  of  these  research  projects,  and 
identification  of  and  planning  for 
improvements  or  for  additional 
research. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  Of  USERS  ANO 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  in  order  to 
accomplish  the  research  purpose  for 
which  the  records  are  collected.  The 
recipients  are  required  to  protect  such 
records  from  improper  disclosure. 

2.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 
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assessments,  medical  audits  or 
utilization  review. 

3.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  to 
(1)  e^ablish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unanthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  Cb)  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
perscm  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

4.  In  the  event  the  Department  deems 
it  desirable  or  necessary,  in  determining 
whether  particular  records  are  required 
to  be  disclosed  under  the  Freedom  of 
Information  Act,  disclosures  may  be 
made  to  the  Department  of  Justice  for 
the  purpose  of  obtaining  its  advice. 

5.  The  Department  contemplates  that 
it  may  contract  with  one  or  more  private 
firms  for  the  purpose  of  collating, 
analyzing,  aggregating  or  otherwise 
refining  records  in  this  system.  Relevant 
records  will  be  disclosed  to  such  a 
contractor.  The  contractor  will  be 
required  to  maintain  Privacy  Act 
safeguards  with  respect  to  such  records. 

6.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  Ukely  to 


directly  aHect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  in 
defending  against  a  claim  based  upon  an 
individual's  mental  or  physical 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  or  other  appropriate  Federal 
agency  to  enable  that  agency  to  present 
an  effective  defense,  provided  that  such 
disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

7.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

POUCtES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  ANO 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
computer-accessible  forms  (e.g.  tapes  or 
discs),  pimdied  cards,  bound 
notebooks,  microfilm,  charts,  graphs, 
and  X-rays. 

RETRIEVAaUTY: 

Information  is  retrieved  by  name  and/ 
or  participant  identification  number. 

SAFEGUARDS: 

1.  Authorized  users:  Access  to  or 
disclosure  of  information  is  limited  to 
collaborating  researchers,  contractors 
and  NIAID  employees  who  are  involved 
in  the  conduct,  support  or  review  and 
evaluation  of  the  research  activities 
supported  by  this  system. 

2.  Physical  safeguards:  Data  are  kept 
in  secured  areas  (e.g.  rooms  which  are 
locked  when  not  in  regular  use, 
buildings  with  controlled  access).  Data 
stored  in  computer-accessible  form  is 
accessed  through  the  use  of  key  words 
known  only  to  principal  investigators  or 
authorized  personnel;  all  other 
information  is  stored  in  locked  files. 

3.  Procedural  safeguards:  Contractors 
and  collaborating  researchers  are 
required  to  comply  with  the  provisions 
of  the  Privacy  Act  and  with  Department 
regulations. 

These  and  other  appropriate 
safeguards  are  implemented  in  each 
project  in  accordance  with  Chapter  45— 
13,  "Safeguarding  Records  Contained  in 
Systems  of  Records,"  of  the  HHS 
General  Administration  Manual, 
supplementary  Chapter  PHS.hf:  45-13. 


and  Part  6.  "ADP  Systems  Security",  of 
the  HHS  Information  Resources 
Man^ement  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTION  ANO  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Sdiedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361),  item  3000-G-3, 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  ANO  ADDRESS: 

Chief,  Epidemiology  and  Biometry 
Branch,  DMID,  National  Institute  of 
Allergy  and  Infectious  Diseases,  Solar 
Building,  Room  3A24,  Bethesda, 
Maryland  20892.  and  Chief, 
Epidemiology  Branch,  DAIDS,  Room 
240P,  Solar  Building.  6003  Executive 
Blvd..  Rockville.  MD  20892. 

NOTIFICATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to:  NIAID  Privacy  Act  Coordinator, 
Solar  Bldg..  Room  4C-01.  6003 
Executive  Blvd.,  Rockville,  MD  20892, 
and  provide  the  following  information: 

1.  System  name, 

2.  Complete  name  and  home  address 
at  the  time  of  the  study, 

3.  Birth  date, 

4.  Facility  conducting  study, 

5.  Disease  type  (if  known), 

6.  Approximate  dates  of  enrollment  in 
the  research  study. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  five  thousand  dollar  fine. 

An  individual  who  requests 
notification  of  or  access  to  a  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing,  a 
responsible  representative,  who  may  be 
a  physician,  other  health  professional, 
or  other  responsible  individual,  who 
will  be  willing  to  review  the  record  and 
Inform  the  subject  individual  of  its 
contents  at  the  representative's 
discretion. 

A  parent  or  guardian  who  requests 
notification  of,  or  access  to,  a  child's  or 
incompetent  person's  medical  record 
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shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any,  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  child  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECORD  ACCESS  PnOCEOUItE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

COIfTESTING  RECORD  PROCEDURE: . 

Write  to  the  official  specified  under 
notification  procedures  above,  and 
reasonably  identify  the  record  and 
specify  the  information  being  contested, 
the  corrective  action  sought,  and  your 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  inaccurate, 
incomplete,  untimely  or  irrelevant.  The 
right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  contained  in  these 
records  is  obtained  directly  from 
individual  participants,  from 
physicians,  research  investigators  and 
other  collaborating  persons  and  from 
medical  records  and  clinical  research 
observations  at  hospitals,  HHS  agencies, 
universities,  medical  schools,  research 
institutions,  commercial  institutions, 
slate  agencies,  collaborating  Federal 
agencies. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
Of  THE  ACT: 

None. 
09-25-0151 
SYSTEM  NAME: 

Administration:  Public  Health  Service 
ALERT  Records  Concerning  Individuals 
Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to 
Sanctions  for  Such  Misconduct.  HHS/ 
PHS/OSR. 

SECURmr  CLASStnCATION: 

None. 

SYSTEM  LOCATION: 

Office  of  Science  Research,  Public 
Health  Service  (PHS).  5515  Security 
Lane,  Suite  700,  Rockville,  MD  20852. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 

system: 

Subjects  may  include  (1)  researchers 
currently  or  formerly  employed  by  the 
Federal  Government;  (2)  individuals 


being  considered  for  appointment  to 
Public  Health  Service  (PHS)  advisory 
committees;  (3)  investigators  on 
research  grants,  fellowships,  cooperative 
agreements,  or  contracts  awarded  by  any 
PHS  agency.  ("Investigators"  may 
include  principal  investigators,  co- 
investigators,  program  directors, 
trainees,  recipients  of  career  awards  or 
fellowships,  or  other  individuals  who 
conduct  or  are  responsible  for  research 
or  research  training  funded  by  PHS.);  (4) 
research  investigators,  such  as  guest 
workers,  not  employed  by  PHS  but  who 
conduct  research  in  PHS  facilities  or  are 
closely  associated  with  research 
conducted  by  PHS;  (5)  other 
individuals,  such  as  subgrantees. 
subcontractors  or  assistants  on  research 
or  research  training  grants,  contracts  or 
cooperative  agreements,  who  by 
training,  experience,  occupation  or 
other  qualifications  are  potential 
candidates  for  research  or  research 
training  grants,  contracts,  cooperative 
agreements  or  other  benefits. 

Such  individuals  would  be  subjects  of 
records  in  this  system  if  they  fall  within 
either  of  the  following  two  categories: 
(1)  Subjects  of  formal  investigations  for 
scientific  misconduct  or  serious 
misappropriation  of  Federal  research 
funds,  if  the  PHS  Ageucy-level/Staff 
Office  Misconduct  Policy  Officer  has 
determined  that  the  alleged  misconduct 
is  serious  enough,  or  that  the 
investigation  has  produced  sufficient 
information,  to  warrant  attention  when 
a  PHS  agency  considers  awarding 
research  or  research  training  funds  or 
other  benefits  to  such  individuals;  (2) 
Subjects  of  sanctions  imposed  as  a 
result  of  determinations  that  scientific 
misconduct  or  serious  misappropriation 
of  Federal  research  funds  has  occurred. 
Such  sanctions  include  (a)  actions 
affecting  eligibility  for  research  and 
training  awards,  such  as  special 
conditions  for  receipt  of  an  award, 
suspension  or  termination  of  an  award, 
or  debarment  of  an  individual;  (b) 
actions  affecting  eligibility  for 
appointment  to  a  committee  which 
advises  PHS;  (c)  special  restrictions  on 
regulated  research,  such  as 
disqualification  from  eligibility  to  use 
investigational  drugs  or  special 
conditions  for  protection  of  human 
research  subjects;  and  (d)  termination  of 
employment  or  other  disciplinary  action 
against  an  employee  of  PHS. 

CATEGORIES  Of  RECORDS  IN  THE  SYSTEM: 

This  system  contains  records  relating 
to  investigations  or  findings  of 
misconduct  in  science  and  to  actions 
that  PHS  has  taken  in  connection  with 
such  investigations  or  findings. 
Misconduct  in  science  is  defined  as  (1) 


the  serious  deviation,  such  as 
fabrication,  falsification,  or  plagiarism, 
from  accepted  practices  in  proposing, 
conducting  and  reporting  the  results  of 
research;  or  (2)  the  material  failure  to 
comply  with  Federal  requirements 
affecting  specific  aspects  of  the  conduct 
of  research,  e.g..  the  protection  of 
human  subjects  and  the  welfare  of 
laboratory  animals. 

In  addition  to  records  relating  to 
misconduct  in  science,  the  system 
includes  records  relating  to 
investigations  or  findings  of  serious 
misappropriation  of  Federal  research 
funds — e.g..  diversion  of  such  funds  to 
personal  use.  It  does  not  include  records 
documenting  normal  business 
transactions  between  a  PHS  agency  and 
an  awardee  institution,  except  to  the 
extent  that  such  records  are  directly 
relevant  to  consideration  of  the  fitness 
of  an  individual  to  receive  a  PHS  award 
or  other  benefit. 

The  system  consists  of  two 
subsystems  which  contain  the  following 
types  of  records:  (1)  Records  on  pending 
or  ongoing  investigations  identifying  the 
alleged  misconduct;  the  individual  and/ 
or  institution  under  investigation;  any 
present,  past  or  pending  research,  and/ 
or  research  training  awards;  PHS 
agencies  or  offices  involved,  and  the 
organization  responsible  for  the 
investigation;  (2)  Records  summarizing 
sanctions  imposed  because  of  a  finding 
of  misconduct,  which  adversely  affect 
the  individual's  eligibility  for  research 
or  research  training  awards  or  other 
benefits  for  a  specified  period  of  time. 
Either  subsystem  may  contain  responses 
from  subject  individuals. 

AUTHORITY  FOR  MAINTENANCE  Of  THE  SYSTEM: 

Authority  for  this  system  comes  from 
the  legislation  which  authorizes  PHS  to 
make  awards  for  biomedical  research 
and  research  training,  and  from  PHS's 
concomitant  responsibility  to  assure 
both  that  funds  disbursed  under  awards 
are  spent  for  authorized  purposes  and 
that  recipients  of  such  funds  conform  to 
all  appropriate  laws  and  regulations. 
(Public  Health  Service  Act:  42  U.SC. 
241,  242b,  242c,  2421,  242m,  247c,  281  - 
289h,  290aa-9,  290bb,  290bb-l.  290cc. 
300a-2.  300b-l-b-3.  300c-12.  300z-7, 
as  these  provisions  relate  to  awards  for 
biomedical  research  and  research 
training;  Occupational  Safety  and 
Health  Act:  29  U.S.C.  669). 

PURPOSE  OF  THE  SYSTEM: 

This  system  of  records  enables  PHS 
agencies  to  discharge  effectively  their 
responsibilities  in  the  award  and 
administration  of  research  and  training 
grants,  cooperative  agreements  and 
contracts,  while  protecting  the  privacy 
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and  other  rights  of  individuals  under 
investigation  or  sanction  for  scientiHc 
misconduct  or  misappropriation  of 
funds.  The  ALERT  system  is  used  to 
coltoct,  control  and  disseminate  to  PHS 
agency  officials  on  a  need-to-know  basis 
information  that  an  individual  (1)  is 
under  investigation  for  possible 
misconduct  in  science  or 
misappropriation  of  funds,  or  a  decision 
has  been  made  to  undertake  such  an 
investigation;  or  (2)  has  been  subjected 
to  a  sanction  at  the  conclusion  of  an 
investigation  for  misconduct  or 
misappropriation  of  funds. 

Specifically.  (1)  PHS  records  the 
existence  of  such  sanctions  in  the 
system  so  that  PHS  agencies  can  track 
and  implement  the  sanctions,  for 
example  by  refusing  to  accept  an 
application  or  proposal  from  a  debarred 
person.  In  addition,  PHS  informs 
members  of  technical  merit  review 
groups  of  actions  taken  if  the  disclosure 
bears  directly  on  the  scientific  merit  of 
an  application  or  proposal  under 
consideration  or  the  fiscal  integrity  of 
the  investigator  or  applicant,  or  if 
necessary  to  ensxire  an  unbiased  review 
by  providing  an  acairate  account  of  the 
case,  for  example,  when  information 
concerning  the  conduct  investigated  has 
been  disclosed  by  other  sources,  such  as 
the  press  or  other  communications 
media.  PHS  does  not  use  this  system  to 
make  decisions  on  imposition  of 
sanctions.  (2)  When  investigative 
findings  fail  to  confirm  an  instance  of 
misconduct  or  show  that  any 
misconduct  was  not  of  sufficient 
importance  to  warrant  imfKksing 
sanctions,  leading  to  a  decision  not  to 
impose  any  sanctions,  (a)  the 
individual's  name  is  removed  from  the 
ALEKT  system  of  records  and  the 
individual  is  notified  in  writing;  (b) 
responsible  PHS  agency  officials  are 
notified  of  the  outcome;  (c)  if  any 
interim  administrstive  sanctions  had 
been  imposed,  they  are  lifted;  and  (d)  if 
a  competing  application  or  proposal 
from  the  individual  is  ponding  or 
anticipated  in  the  near  future,  the 
Misconduct  Policy  Officer  of  the 
relevant  agency  consults  with  officials 
responsible  for  review  of  the  application 
or  proposal  to  identify  and  resolve  any 
concerns  that  might  affect  the 
objectivity  of  the  review.  For  example, 
technical  merit  review  groups  would  be 
informed  of  the  outcome  of  the 
investigation  if  there  were  reason  to 
beheve  that  reviewers  had  received 
incomplete  or  misleading  infarroatioD 
about  the  case.  (3)  PHS  agencies  use 
ALERT  system  records  on  pending  or 
ongoing  investigations  to  make 
informod  decisions  on  api>rc^»nate 


actions  regarding  awards  of  research, 
research  training  and  related  activities 
or  other  benefits  to  individuals  under 
investigation  as  follows:  (a)  PHS  agency 
officials  responsible  for  the  award  of 
research  funds,  in  consultation  with  the 
PHS  agency-level  Misconduct  Policy 
Officer,  weigh  information  on 
investigations  in  deciding  whether  to 
take  interim  administrative  action,  such 
as  delaying,  restricting  or  denying 
award  of  research  funds.  Any  interim 
action  is  taken  with  a  view  towards 
protecting  the  rights  of  all  parties 
involved  and  minimizing  disrupticui  to 
an  ongoing  project,  the  awardee 
institution,  and  the  activities  of  those 
involved  in  the  project,  (b)  To  obtain 
independent  advice  on  appropriate 
actions  with  respect  to  potential 
competing  awards  to  individuals  or 
organizations  under  investigation,  these 
officials  or  their  designees  inform  the 
members  of  the  appropriate  National 
Advisory  Council  or  Board,  advisory 
bodies  legally  established  to  advise  PHS 
on  funding  of  research  projects,  of  the 
existence  and  status  of  an  investigation. 
Such  disclosure  is  made  in  closed 
session  when  the  Council  or  Board  is 
considering  the  funding  of  research  by, 
the  individual  or  institution.  To  avoid 
influencing  Technical  Reviews,  PHS 
will  not  inform  members  of  scientific 
review  groups  about  instances  of 
possible  misconduct  or  ongoing 
investigations.  However,  if  a  given  case 
has  received  such  extensive  publicity 
that  review  of  an  application  or 
proposal  may  be  compromised,  the 
responsible  PHS  agency  official  may 
defer  the  review  or  inform  the  reviewers 
of  the  status  of  PHS's  activities  with 
respect  to  the  possible  misconduct.  (4) 
The  PHS  Committee  on  Misconduct  in 
Science,  and  individual  PHS  Agency/ 
Staff  Office  Misconduct  Policy  Officers, 
review  ALERT  records  in  order  to 
inform  appropriate  officials  within  their 
organizations  who  are  responsible  for 
deciding  on  the  actions  described  in 
other  items  of  this  section.  (5)  PHS 
Committee  Management  Officers  may 
review  records  in  the  system  concerning 
candidates  for  appointment  to  advisory 
committees  in  oraer  to  make  informed 
decisions  about  making,  delaying  or 
denying  appointments.  (6)  Upon 
request,  the  system  manager  may 
disclose  information  to  PHS  agency 
officials  who  are  considering  hiring  a 
subject  individual.  (7)  When  a  researdi 
activity  within  PHS  (i.e.,  intramural 
research  activity)  is  the  subject  of  an 
investigation  by  a  PHS  regulatory 
agency,  information  on  that 
investigation  in  this  system  may  be 
communicated  to  the  PHS  intramural 


officials  responsible  for  the  research 

activity. 

ROUTINE  USES  or  RECOROS  KUiNTANteO  M  THE 
SYSTEM,  INCLUONQ  CATE00HC8  OF  USERS  AND 
THE  PURPOSES  OF  SUCM  USES: 

1.  PHS  may  notify  responsible 
officials  of  awardee  institutions  or 
organizations  when,  in  connection  with 
an  investigation  or  finding  of 
misconduct  by  an  individual  emplojred 
by  or  affiliated  with  the  institution  or 
organization,  a  PHS  agency  takes  an 
action  affecting  research  and  research 
training  awards  to  the  institution  or 
organization.  Information  disclosed  will 
be  limited  to  the  name  of  the  subject 
individual,  description  of  the  action  and 
the  reasons  for  it. 

2.  Information  may  be  disclosed  to 
qualified  experts  not  within  the 
definition  of  Department  employees  as 
prescribed  in  Department  Regulations  to 
the  extent  the  information  is  pertinent 

■  to  the  review  of  applications  by  those 
e}q>erts. 

3.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

4.  Disclosure  may  be  made  from  this 
system  of  records  to  the  Department  of 
Justice,  or  to  a  court  or  other  tribunal, 
when  (a)  HHS,  or  any  component 
thereof;  or  (b)  HHS  employee  in  his  or 
her  individual  capacity  or  (c)  any  HHS 
employee  in  his  or  her  individual 
capacity  where  the  Department  of 
Justice  (or  HHS,  where  it  is  authorized 
to  do  so]  has  agreed  to  represent  the 
employee;  or  (d)  the  United  States  or 
any  agency  thereof  where  HHS 
determines  that  the  litigation  is  likely  to 
affect  HHS  or  any  of  its  components  is 

a  party  to  litigation  or  has  an  interest  in 
sudi  litigation,  and  HHS  determines 
that  the  use  of  such  records  by  the 
Department  of  Justice,  coiirt  w  other 
tribunal  is  relevant  and  necessary  to  the 
litigation  and  would  help  in  the 
effective  representation  of  the 
governmental  party,  provided,  however, 
that  in  each  case,  HHS  determines  that  -- 
such  disclosxire  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

POUOES  AND  PRACnCCS  FOR  STORING. 
RETRCWNQ.  ACCESSING,  RETAMMQ,  AND 
DISPOSMG  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE:  • 

Records  are  stored  in  file.folders. 

retrievabhjtt: 

Records  are  retrieved  by  name  of  the 
individual  under  investigation  or 
subject  to  sanction. 
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safeguards: 

1.  Authorized  users:  Records  are 
available  only  to  the  system  manager. 
PHS  Agency-level/staff  Office 
Misconduct  Policy  Officers,  the  Deputy 
Director  for  Extramxiral  Research  and 
Training.  NIH.  and  other  responsible 
PHS  agency  officials  considering  the 
award  of  funds  for  research,  research 
training  or  related  activities  or  other 
benefits  to  a  subject  individual  or 
institution,  the  appointment  of  a  subject 
individual  to  an  advisory  committee, 
the  hiring  of  a  subject  individual,  or  the 
management  of  a  PHS  agency  research 
activity  under  investigation.  Any 
disclosure  to  other  individuals  must  be 
authorized  by  the  system  manager. 

2.  Procedural  safeguards:  Access  to 
records  is  strictly  controlled  by  the 
system  manager  and  the  officials 
specified  under  "Authorized  Users." 
Individuals  who  receive  disclosures 
from  this  system  are  informed  that  the 
information  is  confidential.  They  are 
instructed  to  address  all  questions  and 
inquiries  from  any  party  either  to  the 
system  manager  or  to  the  appropriate 
Misconduct  Policy  Officer  for  reply. 
Disclosures  to  Boards,  Councils  or 
review  groups  are  made  in  sessions 
which  are  closed  to  the  public.  In 
addition,  PHS  staff  and  others  not 
directly  responsible  for  a  potential 
award  may  be  barred  when  a  Board  or 
Council  considers  an  ALERT  case,  if 
they  would  not  have  been  informed 
about  the  case  otherwise.  Only  the  PHS 
Committee  on  Misconduct  in  Science  or 
individual  PHS  agency-level 
Misconduct  Policy  Officers,  acting  on 
the  advice  of  the  system  manager,  may 
authorize  additions,  alterations  or 
deletion  of  records  in  this  system. 

3.  Physical  safeguards:  Records  are 
kept  in  locked  file  cabinets  in  offices 
which  are  locked  when  not  attended. 
Special  measures,  commensurate  with 
the  sensitivity  of  the  records,  are  taken 
to  prevent  unauthorized  copying  or 
disclosure  of  records. 

These  practices  are  in  compliance 
with  the  standards  of  chapter  45-13  of 
the  HHS  General  Administration 
Manual  and  supplementary  chapter  PHS 
hf:45-13. 

RETEKT10N  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  17^3.  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361).  item  400Q-E-3. 
which  allows  records  on  an 
investigation  in  progress  to  be  retained 
until  the  investigation  is  completed.  If 
the  investigation  results  in  a 


determination  that  no  misconduct 
occiirred.  or  that  any  misconduct  was 
not  significant  enough  to  warrant 
official  sanction,  the  record  relating  to 
that  investigation  is  destroyed.  If  an 
investigation  results  in  oninal  sanction, 
a  record  of  such  sanction  is  maintained 
for  the  duration  of  the  sanction  and  is 
then  destroyed.  Refer  to  the  NIH  Manual 
Chapter  for  specific  disposition 
instructions. 

SVSTUI  MANAQER  AND  ADDRESS: 

Deputy  Director,  Office  of  Science 
Research,  Public  Health  Service,  5515 
Security  Lane.  Suite  700,  Rockville,  MD 
20852. 

NonncATiON  procedure: 

Individuals  are  routinely  notified  in 
writing  when  they  become  the  subject  of 
a  record  in  this  system,  unless  a  law 
enforcement  agency  has  instructed  PHS 
not  to  do  so.  Subject  individuals  are  also 
informed  routinely  when  their  records 
are  deleted  from  the  system.  Individuals 
may  request  notification  by  writing  to 
the  system  manager  at  the  address 
above;  provide  your  full  name  and  state 
that  the  inquiry  concerns  Privacy  Act 
system  of  records  number  09-25-0151. 
The  requester  must  also  verify  his  or  her 
identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  imder  false  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  a  fine  of  not  more  than  five  thousand 
dollars. 

RECORD  ACCESS  PROCEDURE: 

Individuals  may  write  to  the  system 
manager  at  the  address  above  and 
provide  the  same  information  as 
required  for  notification.  Requesters 
should  also  reasonably  specify  the 
record  contents  being  sought. 
Individuals  may  also  request  listings  of 
accountable  disclosures  that  have  been 
made  of  their  records,  if  any. 

CONTESnNO  RECORD  PROCEDURE: 

Write  to  the  system  manager  and 
reasonably  identify  the  record  and  the 
information  being  contested:  and  state 
your  reasons  for  requesting  the  change, 
along  with  supporting  information  to 
show  that  the  record  is  untimely, 
incomplete,  irrelevant  or  inaccvirate. 
The  right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  in  these  records  is 
obtained  from  subject  individuals. 


awardee  institutions  or  organizations. 
PHS  agencies  and  organizations 
responsible  for  investigations. 

SYSTEMS  EXEMPTED  HUM  CERTAM  PROVISIONS 
OF  THE  ACT: 

None. 


0»-25-O152 

SYSTEM  NAME: 

Biomedical  Research:  Records  of 
Subjects  in  National  Institute  of  Dental 
Research  Contracted  Epidemiological 
and  Biometric  Studies,  HHS/NIH/NIDR. 

SECURITY  classification: 

None. 

system  location: 

Records  included  in  this  system  are 
collected  by  contractors  and  are  located 
in  hospitals  and  clinics;  research 
centers;  educational  institutions; 
commercial:  local.  State  and  Federal 
government  agencies;  and  in  National 
Institute  of  Dental  Research  (NIDR) 
facilities.  Inactive  records  may  be  stored 
at  Federal  Records  Centere.  A  list  of 
locations  and  contracts  is  available 
upon  request  from  the  System  Manager. 

CATEGORIES  OF  MDIVIOUALS  COVERED  BY  THE 

system: 

Voluntary  participants  in 
epidemiological  and  biometric  studies 
sponsored  by  NIDR.  Including  adults 
and  minors,  both  males  and  females, 
writh  known  or  suspecrted  diseases  or 
disorders  of  the  teeth  and  supporting 
structures,  as  well  as  normal  or  non- 
suspect  individuals  in  control  or  study 
groups  for  purposes  of  comparison. 

CATEGORIES  OF  RECORDS  W  THE  system: 

This  system  consists  of  medical  and 
dental  records  and  information  resulting 
from  personal  interviews, 
questionnaires,  or  direct  observation. 
The  system  may  also  include  current 
addresses  of  study  participants, 
radiographs,  records  on  biological 
specimens  (e.g..  teeth,  plaque,  etc.), 
study  models,  computerized 
epidemiological  data  and 
correspondence. 

AUTHORITY  FOR  MAWIENANCE  OF  THE  SYSTEM: 

Sections  301. 401. 405  and  453  of  the 
Public  Health  Service  Act  (42  U.S.C 
241,  281.  284,  285h).  These  sections 
establish  the  National  Institute  of  Dental 
Research  and  authorize  the  conduct  and 
support  of  dental  and  oral  research  and 
related  activities. 

PURPOSE(S)  OF  THE  SYSTEM: 

This  system  is  used  to;  (1)  Support 
research  on  diseases  and  disordera  of 
the  oral  cavity  (teeth  and  their 
supporting  structures);  their  causes  and 
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treatment;  the  incidence  and  prevalence 
of  these  diseases  and  disorders;  and 
familial,  demographic  and  behavioral 
factors  related  to  their  causes  and 
treatment:  (2)  Provide  data  for  program 
review,  evaluation,  planning,  and 
administrative  accountability. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCUJOMQ  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USE: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  for  the 
purpose  of  analyzing  data  and  preparing 
scientific  reports  and  articles  in  order  to 
accomplish  the  research  purpose  for 
which  the  records  are  collected.  The 
recipients  are  required  to  maintain 
Privacy  Act  safeguards  with  regards  to 
such  records. 

2.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 
assessment,  medical  audits  or 
utilization  review. 

3.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (B)  has  determined  that  the 
research  purpose,  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the    ' 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (b)  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  audit,  or  (d)  when 
required  by  law;  (D)  has  secured  a 
vkTitten  statement  attesting  to  the 


recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

4.  The  Department  contemplates  that 
it  will  contract  with  a  private  firm  for 
the  purpose  of  collating,  analyzing, 
aggregating  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  to  such  a  contractor. 
The  contractor  will  be  required  to 
maintain  Privacy  Act  safeguards  with 
respect  records. 

5.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  to 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  the  individual. 

6.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  clai.Ti,  if  successful,  is  Ukely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee,  for 
example  in  defending  against  a  claim 
based  upon  an  individual's  mental  or 
physical  condition  and  alleged  to  have 
arisen  because  of  activities  of  the  Public 
Health  Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  to  enable  that  Department  to 
present  an  effective  defense,  provided 
that  such  disclosure  is  compatible  with 
the  purpose  for  which  the  records  were 
collected. 

POUCIES  AND  PRACTICES  KW  STORING. 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
magnetic  tapes  or  disks,  punched  cards, 
or  bound  notebooks. 

RETRIEVABUJTY: 

Information  is  retrieved  by  name  and/ 
or  a  participant  identification  number. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  users:  Employees  who 
maintain  records  in  these  systems  are 
instructed  to  grant  regular  access  only  to 
contractor  personnel;  consultants  to  the 
contractor;  the  NIDR  project  officer;  and 
NIDR  employees  whose  duties  require 
the  use  of  such  information.  Access  to 
the  data  controlled  by  the  Project 
Director,  the  NIDR  Project  Officer,  and/ 
or  the  System  Manager. 


2.  Physical  safeguards:  Records  are 
stored  in  locked  files  or  secured  areas. 
Computer  terminals  are  in  secured 
areas. 

3.  Procedural  safeguards:  Names  and 
other  identifying  particulars  are  deleted 
when  data  from  original  records  is 
encoded  for  analysis.  Encoded  data  is 
indexed  by  code  numbers.  Tables 
linking  these  code  numbers  with  actual 
identifiers  are  maintained  separately. 
Code  numbers  and  identifiers  are  linked 
only  if  there  is  a  specific  need.  Data 
stored  in  computers  is  accessed  through 
the  use  of  keywords  known  only  to  the 
principal  investigators  or  authorized 
personnel.  These  keywords  are  changed 
frequently. 

The  particular  safeguards 
implemented  in  each  project  will  be 
developed  in  accordance  with  Chapter 
45-13,  "Safeguarding  Records 
Contained  in  Systems  of  Records,"  of 
the  HHS  General  Administration 
Manual,  supplementary  Chapter  PHS.hf: 
45-13,  and  Part  6.  "ADP  Systems 
Security",  of  the  HHS  Information 
Resources  Management  Manual  and  the 
National  Institute  of  Standards  and 
Technology  Federal  Information 
Processing  Standards  (FIPS  Pub.  41  and 
FIPS  Pub.  31). 

RETENTION  AND  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  3000-G-4. 
which  does  not  allow  records  to  be 
destroyed.  Refer  to  the  NIH  Manual 
Chapter  for  specific  disposition 
instructions. 

SYSTEM  MANAGER  AND  ADDRESSES: 

Chief,  Contract  Management  Section, 
Extramural  Program,  National 
Institute  of  Dental  Research, 
Westwood  Building,  Room  533,  5333 
Westbard  Avenue,  Bethesda,  MD 
20892 

NGTIRCATION  PROCEDURE: 

Write  to:  Privacy  Act  Coordinator, 
National  Institute  of  Dental  Research, 
9000  Rockville  Pike,  Building  31,  Room 
2C-35,  Bethesda,  MD  20892. 
and  provide  the  following  information 
in  writing: 

1.  Full  name  at  time  of  participation 
in  the  study. 

2.  Name  and  description  of  the  study. 

3.  Location  and  approximate  dates  of 
participation. 

The  requester  must  also  verifj'  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
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certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  requmt  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  falsa  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

An  individual  who  requests 
notification  of.  or  access  to.  a  medical  or 
dental  record  shall,  at  the  time  the 
request  is  made,  designate  in  writing  a 
responsible  representative  who  will  bo 
willing  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of.  or  access  to.  the  medical 
record  of  a  child  or  incompetent  person 
shall  designate  a  family  physician  or 
other  health  profassional  (other  than  a 
family  member)  to  whom  the  records,  if 
any.  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  child  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECOnO  ACCESS  PAOCEOUnCS: 

Same  as  notification.  Requesters 
should  also  reasonably  specify  the 
record  contents  being  sought. 
Individuals  may  also  request  listings  of 
accountable  disclosures  that  have  been 
made  of  their  records,  if  any. 

CONTESTINQ  RECORD  PROCEDURES: 

Contact  the  System  Manager  at  the 
address  above.  The  contestor  must 
reasonably  identify  the  record,  specify 
in  writing  the  information  being 
contested,  and  state  the  corrective 
action  sought,  and  the  reason(s)  for  the 
corrective  action,  with  supporting 
justification.  The  right  to  contest  records 
is  limited  to  information  which  is 
incomplete,  irrelevant,  incorrect,  or 
untimely  (obsolete). 

RECORD  SOUttCE  CATEGORCS: 

Information  contained  in  these 
records  is  obtained  directly  from 
individual  participants  and  from 
medical/dental  and  clinical  research 
observations. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 
09-25-0153 
SYSTEM  NAME: 

Biomedical  Research:  Records  of 
Subjects  in  Biomedical  and  Behavioral 
Studies  of  Child  Health  and  Human 
Development,  HHS/NIH/NICHD. 

SECURITY  CLASSIFICATION: 

None. 


SYSTEM  location: 

Records  included  in  this  system  are 
located  in  hospitals  and  clinics, 
research  centers,  educational 
institutions,  commercial  organizations, 
local  and  State  agencies,  and  other 
Executive  Branch  agencies  of  the 
Federal  Government  under  contract  to 
the  National  histitute  of  Child  Health 
and  Human  Development  (NICHD),  and 
in  NICHD  facilities  in  Bethesda, 
Maryland.  Inactive  records  may  ba 
stored  at  Federal  Records  Centers.  A  list 
of  specific  locations  and  contractors  is 
available  upon  request  from  the  System 
Manager,  whose  address  is  listed  below. 

CATEOORKS  OF  ettrnOOALS  COVERED  eV  TME 
system: 

Participants  in  these  studies  include 
adults  and  children  (a)  who  are 
presently  or  have  been  treated  by  the 
NICHD,  (b)  whose  physical,  genetic, 
social,  economic,  environmental, 
behavioral  or  nutritional  conditions  or 
habits  are  being  studied  by  the  NICHD, 
or  (c)  normal  volunteers  who  have 
agreed  to  provide  control  data  for 
purposes  of  comparison. 

categories  OF  RECORoe  in  the  system: 

This  system  consists  of  a  variety  of 
clinical,  medical,  and  statistical 
information  collected  in  biomedical  and 
behavioral  research  studies,  such  as 
medical  histories,  vital  statistics, 
personal  interviews,  questionnaires, 
current  addresses  of  study  participants, 
radiographs,  records  on  biological 
specimens,  study  models,  and 
correspondence  from  or  about 
participants  in  these  studies. 

AUTHORtTV  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Section  301.  Research  and 
Investigation,  and  Section  441.  National 
Institute  of  Child  Health  and  Human 
Development,  of  the  Public  Health 
Service  Act  as  amended  (42  U.S.C  241. 
298d). 

PURPOSE(S)  OF  THE  SYSTEM: 

This  system  is  used:  (1)  For  program 
review,  evaluation,  planning,  and 
administrative  management  for  research 
on  child  health  and  human 
development;  (2)  to  monitor  the 
incidence,  prevalence  or  development 
of  the  disease,  condition,  behavior,  or 
health  status  under  investigation:  (3)  to 
determine  the  relation  of  various  factors 
(e.g.,  social,  economic,  environmental, 
physical,  and  medical)  to  the  occurrence 
of  the  disease,  condition,  development, 
behavior,  or  health  status  under 
investigation:  (4)  to  identify  abnormal 
disease,  condition,  or  health  status  and 
inform  the  Centers  for  Disease  Control 
(CDC)  or  the  Food  and  Drag 


Administration  (FDA)  of  the  existence 
of  such  conditions.  CDC  uses  this 
information  in  fulfilling  its 
congressionally  mandated  responsibility 
for  the  monitoring  of  disease  and 
prevention  of  epidemics.  FDA  uses  this 
information  in  carrying  out  its 
congressional  mandate  for  controlling 
ceitain  potentially  harmful  products. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  BtTI* 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating     . 
researchers  and  their  staff  for  the 
purpose  of  analyzing  data  and  preparing 
scientific  reports  and  articles  In  order  to 
accomplish  the  research  purpose  for 
which  the  records  are  collected.  The 
recipients  are  required  to  comply  with 
the  requirements  of  the  Privacy  Act  with 
respect  to  such  records. 

2.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 
assessment,  medical  audits  or 
utilization  review. 

3.  The  Department  contemplates  that 
it  may  contract  with  a  private  firm  for 
the  purpose  of  collating,  analyzing, 
aggregating  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  tosuch  a  contractor. 
The  contractor  will  be  required  to 
comply  with  the  requiremoits  of  the 
Privacy  Act  with  respect  to  such 
records. 

4.  Certain  diseases  and  conditions, 
including  infiactious  diseases,  may  be 
reported  to  appropriate  representatives 
of  State  or  Federal  Government  as 
required  by  State  or  Federal  law. 

5.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  whidi  the 
record  was  provided,  collected,  or 
obtained:  (B)  has  determined  that  the 
researtdi  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record.  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justificatiOTJ  of  a  research  or  health 
nature  for  retaining  such  information, 
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and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  Cbj  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identiHed  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by,  these 
provisions. 

6.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

7.  hi  the  event  of  litigation  where  the 
defendant  is:  (a)  The  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  fb)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  Ukely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee;  for  example, 
in  defending  against  a  claim  based  upon 
an  individual's  mental  or  physical 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  to  enable  that  Department  to 
present  an  effective  defense,  provided 
that  such  disclosure  is  compatible  with 
the  purpose  for  which  the  records  were 
collected. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
microfilm,  magnetic  tapes  or  disks, 
punched  cards,  or  bound  notebooks. 

retrievabiuty: 

Information  is  retrieved  by  name  and/ 
or  a  participant  identification  number. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel. 


physical  and  procedural  safeguards 
such  as  the  following: 

1.  Authorized  users:  Employees  who 
maintain  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
contractor  personnel;  consultants  to  the 
contractor;  the  NICHD  project  officer; 
and  NICHD  employees  whose  duties 
require  the  use  of  such  information.  One 
time  and  special  access  to  the  data  is 
controlled  by  the  System  Manager,  the 
NICHD  Project  Officer,  and  the  Contract 
and/or  Project  Director. 

2.  Physical  safeguards:  Records  are 
stored  in  locked  files  or  secured  areas. 
Computer  terminals  are  in  seciired 
areas. 

3.  Procedural  safeguards:  Names  and 
other  identifying  particulars  are  deleted 
when  data  from  original  records  is 
encoded  for  analysis.  Encoded  data  is 
indexed  by  code  numbers.  Tables 
linking  these  code  numbers  with  actual 
identifiers  are  maintained  separately. 
Code  numbers  and  identifiers  are  linked 
only  if  there  is  a  specific  need,  such  as 
alerting  the  volunteer  subjects  to  any 
findings  in  the  study  that  might  afi^ect 
their  health.  Data  stored  in  computers  is 
accessed  through  the  use  of  passwords/ 
keywords  known  only  to  the  principal 
investigators  or  authorized  personnel. 
These  passwords/keywords  are  changed 
frequently. 

Ine  particular  safeguards 
implemented  in  each  project  will  be 
developed  in  accordance  with  Chapter 
45-13,  "Safeguarding  Records 
Contained  in  Systems  of  Records,"  of 
the  HHS  General  Administration 
Manual,  supplementary  Chapter  PHS  hf: 
45-^3;  Part  6,  "ADP  Systems  Security," 
of  the  HHS  ADP  Systems  Manual,  and 
the  National  Institute  of  Standards  and 
Technology  Federal  Information 
Processing  Standards  (FIPS  Pub.  41  and 
nPS  Pub.  31). 

RETENTXm  AND  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361).  item  3000-G-3. 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  the  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  ANO  ADDRESS: 

Chief,  Contracts  Management  Branch, 
NICHD,  Executive  Plaza  North.  Room 
7A07.  6100  Executive  Blvd.,  North 
Bethesda,  MD  20892. 

NOTIFICATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to:  NICHD  Privacy  Act  Coordinator, 


Executive  Plaza  North,  Room  4A01B, 
6100  Executive  Blvd.,  North  Bethesda. 
MD  20892  and  provide  the  following 
information  in  writing: 

1.  Full  name  and  address  at  time  of 
participation  in  the  study. 

2.  Name  or  description  of  the  study. 

3.  Location  and  approximate  dates  of 
participation. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act,  subject 
to  a  five  thousand  dollar  fine. 

An  individual  who  requests 
notification  of,  or  access  to,  a  medical 
record  shall,  at  the  time  the  request  is 
-  made,  designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents  at  the 
representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of,  or  access  to,  the  medical 
record  of  a  child  or  incompetent  person 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any.  will  be  sent.  The  parent  or  guardian 
must  verify  his  or  her  relationship  to  the 
child  or  incompetent  person  as  well  as 
his  or  her  own  identity. 

RECORD  ACCESS  PROCEDURES: 

Same  as  notification  procedure  above. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

CONTESTING  RECORD  PROCEDURES: 

Write  to  the  official  specified  under 
notification  procedures  above,  and 
reasonably  identify  the  record  and 
specify  the  information  being  contested, 
the  corrective  action  sought,  and  your 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  inaccurate, 
incomplete,  untimely  or  irrelevant.  The 
right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Information  contained  in  these 
records  is  obtained  directly  from 
individual  participants,  medical  and 
clinical  research  observations,  and  other 
Federal  agencies. 
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SYSTEMS  EXEMPTED  FDOM  CERTAIN  PfMVWONS 
OF  THE  ACT: 

None. 
09-2S-0154 

SYSTEM  NAME: 

Biomedical  Research  Records  of 
Subjects:  (1)  Cancer  Studies  of  the 
Division  of  Cancer  Prevention  and 
Control.  HHS/NIH/NQ;  and  (2) 
Women's  Health  Initiative  (WHl) 
Studies.  HHS/NIH/OD. 

SEOMfTY  CLASSmCATION: 

None. 

SYSTEM  LOCATION: 

National  lastitutes  of  Health,  Exaculive 
Plaza  North,  room  343K.  6130 
Executive  Blvd.,  Bethesda.  MD  20892. 

and 

National  Institutes  of  Health,  Building 

12,  9000  Rockville  Pike.  Bethesda. 

MD  20892, 

and 

National  Institutes  of  Health,  Building  1. 

room  260.  9000  Rockville  Pike. 

Bethesda,  MD  20892. 
and  at  hospitals,  medical  schools, 
universities,  research  institutions, 
commercial  organizations,  collaborating 
State  and  Federal  Government  agencies, 
and  Federal  Records  Centers.  Write  to 
system  manager  at  the  address  below  for 
the  address  of  current  locations. 

CATECORIES  Of  IN0IVI0UAL5  COVERED  BY  THE 
SYSTEM: 

NQ:  Adults  and  children  in  the 
following  categories:  Patients  with 
cancer,  persons  for  whom  cancer  risk 
can  potentially  be  lowered:  and  persons 
without  signs  or  symptoms  who  may  be 
identified  through  screening  and 
detection  methods  as  having  cancer  or 
being  at  increased  risk  of  developing 
cancer.  For  certain  types  of 
epidemiologic  studies,  e.g.,  case-control 
studies.  NQ  may  also  collect,  for 
purposes  of  comparison,  records  on 
other  persons.  These  comparison  groups 
could  include  normal  individuals  (e.g.. 
family  members  or  neighborhood 
controls),  or  other  patient  groups  ie.g.. 
hospital  controls)  who  do  not  have 
cancer  or  are  not  at  a  particularly  high 
risk  of  developing  cancer.  WHI:  Women 
for  whom  risk  of  cancer  and/or  other 
chronic  disease  may  potentially  be 
lowered.  Women  without  signs  or 
symptoms  of  chronic  disease  who  may 
be  identified  through  screening  and 
detection  methods  as  being  at  risk  for 
serious  chronic  ailments.  WHI  may  ako 
collect,  for  purposes  of  comparison, 
longitudinal  records  on  other  women  for 
whom  no  added  disease  ridi  has  been 
identified. 


CATEOOMES  Of  RECONOS  M  THE  SYSTEM: 

Information  identifying  participants 
(such  as  name,  address.  Social  Security 
Number),  medical  records,  progress 
reports,  correspondence, 
epidemiological  data,  and  records  on 
biological  specimens  (e.g.,  blood, 
tumors,  urine,  etc). 

AUTHOWTY  FOR  MAINTENANCE  OT  THE  SYSTEM: 

NQ:  Sections  301.  Research  and 
Investigation,  405,  Appointment  and 
Authority  of  the  Directors  of  the 
National  Research  Institutes,  and  Title 
rv.  Part  C  Subpart  1— National  Cancer 
Institute,  of  the  Public  Health  Service 
(PHS)  Act  (42  U.S.C.  241,  284  and  285- 
285»-5).  WHI:  42  U.S.C  241  and 
Section  402,  Appointment  and 
Authority  of  Director  of  NIH,  of  the  PHS 
(42  U.S.C.  282). 

punposE(s)  Of  THE  system: 

Records  in  this  system  will  be  used, 
(1)  to  evaluate  cancer  and  other  chronic 
disease  control  programs,  including 
prevention,  screening,  detection, 
diagnosis,  treatment,  rehabilitation,  and 
continuing  care;  (2)  to  identify 
characteristics  of  persons  who  may  be 
particularly  susceptible  to 
environmental  or  occupaticuial  factors 
for  substances  which  cause  or  prevent 
cancer  and/or  other  chronic  diseases;  (3) 
to  determine  risk  bctors  or  substances 
which  cause  or  prevent  cancer  and/or 
other  chronic  diseases,  and  the  wa]rs  in 
which  they  do  so;  (4)  to  evaluate 
statistical  and  epidemiological 
methodologies  for  risk  factor 
assessment,  clinical  trials,  cancer 
control  studies,  and  the  study  of  the 
natural  history  of  cancers  andA>r  othw 
chronic  diseases;  (5)  to  plan  tar, 
administer,  and  review  research 
activities  as  described  in  the  above 
purposes;  (6)  information  from  this 
system  may  be  reported  to  the  Food  and 
Drug  Administration  (FDA)  as  a 
condition  for  approval  of  clinical 
investigations  of  new  drugs,  or  to  report 
adverse  effects  of  drugs  so  that  FDA  can 
make  informed  decisions  on  authorizing 
use  of  such  drugs. 

ROOriNE  USES  Of  RGCOROS  MAMTAMEO  M  THE 
SYSTEM,  INCUIOtNG  CATEGORIES  Of  USERS  AND 
T^  PURPOSES  Of  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors,  grantees  and  collaborating 
researchers  and  their  staff  in  order  to 
accomplish  the  research  purposes  for 
which  the  records  are  collected.  The 
recipients  are  required  to  comply  with 
the  requirements  of  the  Privacy  Act  with 
respect  to  such  records. 

2.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 


assessments,  medical  audits  or 
utiUzation  review. 

3.  The  Department  contemplates  that 
it  may  contract  with  a  private  firm  for 
the  purpose  of  collating,  analyzing, 
aggregating  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  to  such  a  contractor. 
The  contractor  will  be  required  to 
comply  with  the  requirements  of  the 
Privacy  Act  with  respect  to  such 
records. 

4.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(A)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (B)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (C)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  researdt  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except  (a)  in 
emergency  circumstances  amcting  the 
health  or  safety  of  any  individual,  (b)  for 
use  in  another  research  project,  under 
these  same  conditions,  and  with  written 
authorization  of  the  Department,  (c)  for 
disclosure  to  a  properly  identified 
person  for  the  purpose  of  an  audit 
related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportiufity 
consistent  with  the  purpose  of  the  audit, 
or  (d)  when  required  by  law;  (D)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of.  and 
willingness  to  abide  by  these  provisions. 

5.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

6.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  liie  Department,  or  any 
employee  of  the  Department  in  his  or 
her  oradal  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  aSact  the  operations  of  the 
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Department  or  any  of  hs  components;  or 
(c)  any  Department  emplojree  in  his  or 
her  individud  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example, 
in  defending  a  claim  against  the  Public 
Health  Service  based  upon  an 
individtial's  mental  or  physical  ' 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  such 
individual,  the  Department  may 
disclose  such  records  as  it  deems 
desirable  or  necessary  to  the  Department 
of  Justice  to  enable  that  Department  to 
present  an  effective  defense,  provided 
that  such  disclosure  is  compatible  with 
the  purpose  for  which  the  records  were 
collected. 

POUOES  AND  PdACnCES  ran  STOMNO, 

RrmEvmo,  acccssinq,  retainmo  and 
oisPOSiNO  OF  nECORos  m -TME  system: 

stoiuqe: 

File  folders,  microfihn.  charts,  graphs, 
computer  tapes,  disks,  and  punch  cards. 

RETmEVAMjrv: 

By  name,  Social  Security  Number 
when  supplied  voluntarily  or  contained 
in  existing  records  used  in  projects 
under  this  system,  or  other  identifying 
number. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  each  location  and  for  the 
particular  records  maintained  in  each 
project.  Each  site  implements  personnel, 
physical  and  procedural  safeguards 
such  as  the  foUowing: 

1 .  Authorized  users:  NQ  and  WHI 
employees  who  maintain  records  in  this 
system  are  instructed  to  grant  regular 
access  only  to  physicians,  scientists, 
and  support  staff  of  the  National  Cancer 
Institute  and  Women's  Health  Initiative, 
respectively,  or  their  contractors, 
grantees  or  collaborators  who  need  such 
information  in  order  to  contribute  to  the 
research  or  administrative  purposes  of 
the  system.  The  system  managers 
specifically  authorize  one-time  and 
special  access  by  others  on  a  need-to- 
know  basis  consistent  with  the  purposes 
and  routine  uses  of  the  system. 

2.  Physical  safeguards:  Records  are 
kept  in  limited  access  areas.  Offices  and 
records  storage  locations  are  locked 
during  off-duty  hours.  Input  data  for 
computer  files  is  coded  to  avoid 
individual  identification.  Where 
possible,  information  on  individual 
identities  is  kept  separate  from  data 
used  for  analy^s. 

3.  Procedure]  safeguards:  Access  to 
manual  files  is  granted  only  to 
authorized  personnel,  as  described 


above.  Access  to  computer  files  is 
controlled  through  security  codes 
known  only  to  authorized  users.  Names 
and  other  details  iiecessary  to  identify 
individuals  are  iKit  included  in  data 
files  used  for  analysis.  These  files  are 
indexed  by  code  numbers.  Code 
numbers  and  complete  identifiers  are 
linked  only  if  there  is  a  specific  need, 
such  as  for  data  verification. 

Contractors,  grantees  or  collaborators 
who  maintain  records  in  this  system  are 
instructed  to  make  no  further  disclosure 
of  the  records  except  as  authorized  by 
the  system  manager  and  permitted  by 
the  Privacy  Act.  Privacy  Act 
requirements  are  specifically  included 
in  contracts  and  in  agreements  with 
grantees  or  collaborators  participating  in 
research  activities  supported  by  this 
system.  HHS  project  director,  contract 
officers  and  project  officers  oversee 
compliance  with  these  requirements. 

The  particular  safeguards 
implemented  at  each  site  are  developed 
in  accordance  with  Chapter  45-13, 
"Safeguarding  Reccnds  Contained  in 
Systems  of  Records,"  of  the  HHS 
General  Administration  Manual, 
supplementary  Chapter  PHS.hf:  45-13. 
and  Part  6,  "ADP  Systems  Security",  of 
the  HHS  Infmination  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards- (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTION  AND  OtSPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual. 
Appendix  B-361).  item  300O-G-3, 
which  allows  records  to  be  kept  as  long 
as  they  are  useful  in  scientific  research. 
Refer  to  tbe  NIH  Manual  Chapter  for 
specific  disposition  instructions. 

SYSTEM  MANAGER  AND  ADDRESS: 

Associate  Director.  Surveillance 
Program.  DCPC.  National  Cancer 
Institute,  Executive  Plaza  North. 
Room  343K.  6130  Executive  Blvd.. 
Bethesda.  MD  20892 

and 
Director.  Women's  Health  Initiative. 
Office  of  the  Director.  National 
Institutes  of  Health,  Building  1.  Room 
260. 9000  Rockville  Pike,  Bethesda, 
MD  20892 

NOTIFICATION  MIOCEOURE: 

To  determine  if  a  file  exists,  write  to 
the  appropriate  system  manager  and 
provide  the  following  information: 


a.  System  name:  "Biomedical 
Research  Records  of  Subjects:  (1)  Cancer 
Studies  of  the  Division  of  Cancer 
Prevention  and  Control,  HHS/NIH/NQ; 
and  (2)  Women's  Health  Initiative 
Studies.  HHSmiHA>D." 

b.  Complete  name  at  time  of 
participation; 

c.  Facility  and  home  address  at  the 
time  of  participation; 

d.  In  some  cases,  where  records  are 
retrieved  by  an  identifying  number, 
such  as  the  Social  Security  Number  or 
Hospital  Identification  Number,  it  may 
be  necessary  to  provide  that  number.  In 
some  cases,  to  ensure  proper 
identification  it  may  be  necessary  to 

Erovide  date(s)  of  participation  (if 
Qown).  birth  date,  disease  type  (if 
known),  and  study  name  and  location  (if 
known). 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  felse  pretenses  is  a 
criminal  offense  under  the  Act.  subject 
to  a  maximum  fine  of  five  thousand 
dollars. 

Individuals  seeking  notification  of  or 
access  to  medical  records  should 
designate  a  representative  tincluding 
address)  who  may  be  a  physician,  other 
health  professional,  or  other  responsible 
individual,  who  would  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents,  at  the 
representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of.  or  access  to.  a  child's  or 
incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  memlwr)  to  whom  the  record,  if 
any.  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  dhild  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECORD  ACCESS  mOCEDURES: 

Write  to  the  appropriate  system 
manager  and  provide  the  same 
information  as  requested  imder  the 
notification  procedure  above. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

CONTESTING  RECORD  PROCEDURES: 

Write  to  the  appropriate  system 
manager,  identify  the  record,  and 
specify  the  information  contested.  State 
the  corrective  action  sought  and  your 
reasons  for  requesting  the  correction. 
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and  provide  supporting  information  to 
show  that  the  record  is  inaccurate, 
incomplete,  irrelevant,  untimely,  or 
unnecessary.  The  right  to  contest 
records  is  limited  to  information  which 
is  incomplete,  irrelevant,  incorrect,  or 
untimely  (obsolete). 

RECORD  SOURCE  CATEGORIES: 

HHS  agencies,  institutions  under 
contract  to  the  U.S.  Government,  such 
as  xiniversities.  medical  schools, 
hospitals,  research  institutions, 
commercial  institutions,  state  agencies, 
other  U.S.  Government  agencies, 
patients  and  normal  volunteers, 
physicians,  research  investigators  and 
other  collaborating  personnel. 

SYSTEMS  EXEHrrEO  FROM  CERTAIN  PROVISIONS 
OFTNCACT: 

None. 
0»-2S-015« 
SYSTEM  NAME: 

Records  of  Participants  in  Programs 
and  Respondents  in  Surveys  Used  to 
Evaluate  Programs  of  the  National 
Institutes  of  Health.  HHS/NIH/OD. 

SECURITV  CLASSinCATION: 

None. 

SYSTEM  LOCATION: 

This  system  of  records  is  an  umbrella 
system  comprising  separate  sets  of 
records  located  either  in  the 
organizations  responsible  for 
cond  jcting  evaluations  or  at  the  sites  of 
programs  or  activities  under  evaluation. 
Locations  include  National  Institutes  of 
Health  (NIH)  facilities  in  Bethesda, 
Maryland,  or  facilities  of  contractors  of 
the  NIH.  Write  to  the  appropriate 
System  Manager  below  for  a  list  of 
current  locations. 

CATEGORIES  Of  mOIVIOUALS  COVERED  BY  THE 
SYSTEM: 

Individuals  covered  by  this  system  are 
those  who  provide  information  or 
opinions  that  are  useful  in  evaluating 
prc^ams  or  activities  of  the  NIH,  other 
persons  who  have  participated  in  or 
benefitted  from  NIH  programs  or 
activities:  or  other  persons  included  in 
evaluation  studies  for  purposes  of 
comparison.  Such  individuals  may 
include  (1)  participants  in  research 
studies;  |2)  applicants  for  and  recipients 
of  grants,  fellowships,  traineeships  or 
other  awards;  (3)  employees,  experts 
and  consultants;  (4)  members  of 
advisory  committees;  (5)  other 
researchers,  health  care  professionals,  or 
individuals  who  have  or  are  at  risk  of 
developing  diseases  or  conditions 
studied  by  NIH;  (6)  persons  who 
provide  feedback  about  the  value  or 


usefulness  of  information  they  receive 
about  NIH  programs,  activities  or 
research  results;  (7)  persons  who  have 
received  Doctorate  level  degrees  from 
U.S.  institutions;  (8)  persons  who  have 
worked  or  studied  at  U.S.  institutions 
that  receive(d)  institutional  support 
from  NIH. 

CATEGORKS  or  RECOftOS  m  THE  SYSTEM: 
This  umbrella  system  of  records 
covers  a  varying  number  of  separate  sets 
of  records  used  in  different  evaluation 
studies.  The  categories  of  records  in 
each  set  depend  on  the  type  of  program 
being  evaluated  and  the  specific 
purpose  of  the  evaluation.  In  general, 
the  records  contain  two  types  of 
information:  (1)  Information  identifying 
subject  individuals,  and  (2)  information 
which  enables  NIH  to  evaluate  its 
programs  and  services. 

(1)  Identifying  information  usually 
consists  of  a  name  and  address,  but  it 
might  also  include  a  patient 
identification  number,  grant  number. 
Social  Security  Number,  or  other 
identifying  number  as  appropriate  to  the 
particular  group  included  in  an 
evaluation  study. 

(2)  Information  used  for  evaluation 
varies  according  to  the  program 
evaluated.  Categories  of  evaluative 
information  include  personal  data  and 
medical  data  on  participants  in  clinical 
and  research  programs;  personal  data, 
publications,  professional  achievements 
and  career  history  of  researchers;  and 
opinions  and  other  information  received 
directly  from  individuals  in  evaluation 
surveys  and  studies  of  NIH  programs. 

The  system  does  not  include  any 
master  list,  index  or  other  central  means 
of  identifying  all  individuals  whose 
records  are  included  in  the  various  sets 
of  records  covered  by  the  system. 

AUTHORfTY  FOR  MAINTENANCE  Of  THE  SYSTEM: 

Authority  for  this  system  comes  from 
the  authorities  regarding  the 
establishment  of  the  National  Institutes 
of  Health,  its  general  authority  to 
conduct  and  fund  research  and  to 
provide  training  assistance,  and  its 
general  authority  to  maintain  records  in 
connection  with  these  and  its  other 
hinctions  (42  U.S.C.  203.  241.  2891-1 
and  44  use.  3101). 

PURPOSE  Of  TME  SYSTEM: 

This  system  supports  evaluation  of 
the  policies,  programs,  organization, 
methods,  materials,  activities  or  services 
used  by  NIH  in  fulfilling  its  legislated 
mandate  for  (1)  conduct  and  support  of 
biomedical  research  into  the  causes, 
prevention  and  cure  of  diseases;  (2) 
support  for  training  of  research 
investigators;  (3)  communication  of 
biomedical  information. 


This  system  is  not  used  to  make  any 
determination  affiecting  the  rights, 
benefits  or  privileges  of  any  individual. 

ROtniNE  USES  Of  RECORDS  MAMTAMED  m  TME 
SYSTEM,  INCLUDMG  CATEOORKS  Of  USERS  AND 
THE  PURPOSES  Of  SUCH  USES: 

1.  Disclosure  may  be  made  to  HHS 
contractors  and  collaborating 
researchers,  organizations,  and  State 
and  local  officials  for  the  piirpose  of 
conducting  evaluation  studies  or 
collecting,  aggregating,  processing  or 
analyzing  records  used  in  evaluation 
studies.  The  recipients  are  required  to 
protect  the  confidentiality  of  such 
records. 

2.  Disclosure  may  be  made  to 
organizations  deemed  qualified  by  the 
Secretary  to  carry  out  quality 
assessments,  medical  audits  or 
utilization  review. 

3.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

4.  The  Department  may  disclose 
information  from  this  system  of  records 
to  the  Department  of  Justice,  to  court  or 
other  tribimal,  or  to  another  party  before 
such  tribunal,  when  (a)  HHS.  or  any 
component  thereof,  or  (b)  any  HHS 
employee  in  his  or  her  official  capacity; 
or  (c)  any  HHS  employee  in  his  or  her 
individual  capacity  where  the 
Department  of  Justice  (or  HHS,  where  it 
is  authorized  to  do  »o)  has  agreed  to 
represent  the  employee;  or  (d)  the 
UnMed  States  or  any  agency  thereof 
where  HHS  or  any  of  its  components,  is 
a  party  to  litigation  or  has  an  interest  in 
such  litigationi  and  HHS  determines 
that  the  use  of  such  records  by  the 
Department  of  Justice,  the  tribunal,  or 
the  other  party  is  relevant  and  necessary 
to  the  litigation  and  would  help  in  the 
effective  representation  of  the 
governmental  party,  provided,  however 
that  in  each  case.  HHS  determines  that 
such  disclosure  is  compatible  with  the 
purpose  for  which  the  records  were 
collected. 

POUCIES  AND  PRACTICES  FOR  STORMG, 
RETRIEVmG.  ACCESSMO.  RETAMMG,  ANO 
DISPOSmG  Of  RECORDS  m  THE  SYSTEM: 

STORAGE: 

Data  may  be  stored  in  file  folders, 
bound  notebooks,  or  computer- 
accessible  media  (e.g..  magnetic  tapes  or 
discs). 

RETRIEVABIUrV: 

Information  is  retrieved  by  name  and/ 
or  participant  identification  number 
within  each  evaluation  study.  There  is 
no  central  collection  of  records  in  this 
system,  and  no  central  means  of 
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identifying  individuals  whose  records 
are  included  in  the  separate  sets  of 
records  that  are  maintained  for  • 
particular  evaluation  studies. 

SAFEGUARDS: 

A  variety  of  safeguards  are 
implemented  for  the  various  sets  of 
records  in  this  system  according  to  the 
sensitivity  of  the  data  each  set  contains. 
Information  already  in  the  public 
domain,  such  as  titles  and  dates  of 
publications,  is  not  restricted.  However, 
sensitive  information,  such  as  personal 
or  medical  history  or  individually 
identified  opinions,  is  protected 
according  to  its  level  of  sensitivity. 
Records  derived  from  other  systems  of 
records  will  be  safeguarded  at  a  level  at 
least  as  stringent  as  that  required  in  the 
original  systems.  Minimal  safeguards  for 
the  protection  of  information  which  is 
not  available  to  the  general  public 
include  the  following: 

1.  Authorized  users:  Regular  access  to 
information  in  a  given  set  of  records  is 
limited  to  NIH  or  to  contractor 
employees  who  are  conducting, 
reviewing  or  contributing  to  a  specific 
evaluation  study.  Other  access  is 
granted  only  on  a  case-by-case  basis, 
consistent  with  die  restrictions  required 
by  the  Privacy  Act  (e.g.,  when 
disclosure  is  required  by  the  Freedom  of 
Information  Act),  as  authorized  by  the 
system  manager  or  designated 
responsible  official. 

2.  Physical  safeguards:  Records  are 
stored  in  closed  or  locked  containers,  in 
areas  which  are  not  accessible  to 
unaudiorized  users,  and  in  facilities 
which  are  locked  when  not  in  use. 
Records  collected  in  each  evaluation 
project  are  maintained  separately  from 
those  of  other  projects.  Sensitive  records 
are  not  left  exposed  to  unauthorized 
persons  at  any  time.  Sensitive  data  in 
machine-readable  form  may  be 
encrypted. 

3.  Procedural  safeguards:  Access  to 
records  is  controlled  by  responsible 
employees  and  is  granted  only  to 
authorized  individuals  whose  identities 
are  properly  verified.  Data  stored  in 
maiaframe  computers  is  accessed  only 
through  the  use  of  keywords  known 
only  to  authorized  personnel.  When 
personal  computers  are  used,  magnetic 
media  (e.g.  diskettes)  are  protected  as 
under  Physical  Safeguards.  When  data 
is  stored  ivithin  a  personal  computer 
(i.e..  on  a  "hard  disk"),  the  machine 
itself  is  treated  as  tfaou]^  it  were  a 
racwd,  or  records,  under  Physical 
Safeguards.  Contracts  for  operation  of 
this  system  of  recofds  require  protection 
of  the  records  in  accordance  with  these 
safeguards;  NIH  piaject  and  ctmtracting 
officera  aiooikir  contractor  compliance. 


These  practices  are  in  compliance 
with  the  standards  of  Chapter  45-13  of 
the  HHS  General  Administration 
Manual,  "Safeguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6,  "ADP  Systems  Security."  of 
the  HHS  Information  Resources 
Manageonent  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FTPS  Pub. 
31). 

RETENTION  AND  OBKtSAt: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Sdiedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361).  item  llOO-C-2.  Refer 
to  the  NIH  Manual  Chapter  for  specific 
disposition  instructions. 

SYSTEM  MANAGERS  AND  AOORESSES: 

See  Appendix  1. 

Pohcy  coordination  for  this  system  is 
provided  by:  Director,  Division  of 
Planning  and  Evaluation,  Office  of 
Science  Pohcy  and  Legislation,  National 
Institutes  of  Health,  Building  31,  Room 
4B25,  9000  Rockville  Pike,  Bethesda, 
MD  20892. 

NormcAnoN  mocEOURE: 

To  determine  if  a  record  exists,  write 
to  the  official  of  the  organization 
responsible  for  the  evaluation,  as  listed 
in  Appendix  2.  If  you  are  not  certain 
which  component  of  NIH  was 
responsible  for  the  evaluation  study,  or 
if  you  believe  there  are  records  about 
you  in  several  components  of  NIH,  write 
to:  NIH  Privacy  Act  Coordinator, 
Building  31.  Room  3B07,  9000  Rockville 
Pike,  Bethesda,  MD  20892. 

Requesters  must  provide  the 
following  information: 

1.  Full  name,  and  name(s)  used  while 
studying  or  employed; 

2.  Name  and  location  of  the 
evaluation  study  or  other  NIH  program 
in  which  the  requester  participated  or 
the  institution  at  which  the  requester 
was  a  student  or  employee,  if 
applicable; 

3.  Approximate  dates  of  participation, 
matriculation  or  employment,  if 
applicable. 

The  requester  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
ceitification  that  the  requester  is  who  he 
or  she  claims  to  be  and  imderstands  that 
the  knowiag  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  undsr  the  Act,  street 
to  a  five  thousand  dollar  fine. 


An  individual  who  requests 
notification  of  or  access  to  a  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing,  a 
responsible  representative,  who  may  be 
a  physician,  other  health  professional. 
or  odier  responsible  individual,  who 
will  be  willing  to  review  the  record  and 
inform  the  subject  individual  of  its 
contente  at  the  representative's 
discretion. 

A  parent  or  guardian  who  requests 
notification  oL  or  access  to,  a  child's  or 
incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any,  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  diild  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

RECORD  ACCESS  PROCEDURES: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
Ustings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

C0WTEST1N0  RECORD  PROCEDURES: 

Write  to  the  official  specified  under 
notification  procedures  above,  and 
reasonably  identify  the  record  and 
specify  the  information  being  contested, 
the  corrective  action  sought,  and  yoiu" 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  inaccxirate, 
incomplete,  untimely  or  irrelevant  The 
right  to  contest  riacords  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEQORCS: 

Information  contained  in  these 
records  is  obtained  directly  from 
individual  participants;  from  sjwtems  of 
records  09-25-0036,  "Grants:  IMPAC 
(Grants/Contract  Information),  HHS/ 
NIH/DRG;"  09-25-0112,  "Grants: 
Research,  Research  Training, 
Fellowship  and  Construction 
Applications  and  Awards,  HHS/NIH/ 
OD";  NSF-6.  "Doctorate  Record  File", 
NSF-43,  "Doctorate  Work  History  File" 
(previously  entitled  "NSF-^3,  "Roster 
and  Survey  of  Doctorate  Holders  in  The 
United  States"  and  other  records 
maintained  by  die  operating  programs  of 
NIH;  the  National  Academy  of  Sciences, 
professional  associations  such  as  the 
AAMC  and  ADA.  and  other  contractors; 
grantees  or  collaborating  researchers;  or 
publicly  avatlabie  sources  such  as 
bibliographies. 
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SYSTiMS  ncMrm)  FNOM  ccRTAM  movnwNS 

OFTMCACr: 

None. 
AnpcMUx  1— Syataoi  Managsn 

National  Institutes  Health.  Office  of  the 
Diiector,  Director,  Division  of  Planning  and 
Evaluation,  Office  of  Science  Policy  and 
Legislation.  Building  31,  Room  4B25, 9000 
Rockville  Pike.  Bethesda,  MD  20892 

National  Institutes  Health.  Office  of  the 
Director,  Director,  Division  of  Personnel 
Management.  Building  1.  Room  Bl-60, 
9000  Rockville  Pike.  Bethesda.  MD  20892 

National  Heart,  Long,  and  Blood  Institute 
(NHLBI).  Director,  Office  of  Program 
Planning  ft  Evaluation,  Building  31.  Room 
5A03.  Bethesda.  MD  20892 

National  Library  of  Medicine  (NLM). 
Assistant  Director  for  Planning  and 
Evaluation.  Building  38,  Room  2S18. 
Bethesda,  MD  20894 

National  Eye  kistitute  (NEI),  Associate 
Director.  Office  of  Science  Policy  and 
Legislation.  Building  31,  Room  6A27. 
Bethesda,  MD  20892 

National  Cancer  Institute  (NO),  Public 
Health  Educator,  OOC,  NQ,  National 
Institutes  of  Health,  Building  31,  Room 
4B43.  Bethesda,  MD  20892 

National  Institute  on  Aging  (NIA),  Chief. 
Office  of  Planning,  Analysis,  Technical 
Information  and  Evaluation,  Federal 
Building,  Room  6A09,  7550  Wisconsin 
Avenue,  Bethesda,  MD  20892 

National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID).  Chief.  Evaluation  and 
Reporting  Section.  Policy  Analysis  and 
Legislation  Branch,  Office  of 
Administration  Management,  Building  31, 
Room  7A52,  Bethesda.  MD  20892 

National  Institute  of  Child  Health  and 
Human  Development  (NICHD),  Chief, 
Office  of  Science  Policy  and  Analysis, 
Building  31,  Room  2A10,  Bethesda.  MD 
20892 

National  Institute  on  Deafness  and  Other 
Communication  Disorders,  Chief,  Program 
Planning  and  Health  Reports  Branch. 
Building  31.  Room  3C3S,  9000  Rockville 
Pike,  Bethesda,  MD  20892 

National  Instihite  of  Dental  Research  (NIDR). 
Chief,  Office  of  Planning  Evaluation,  and 
Communications,  Building  31,  Room  2C36, 
Bethesda,  MD  20892 

National  Institute  of  Environmental  Health 
Sciences  (NIEHS)  Program  Analyst,  Office 
of  Program  Planning  and  Evaluation,  P.O. 
Box  12233,  Research  Triangle  Park,  N.Q 
27709 

National  Institute  of  General  Medical 
Sciences  (NIGMS).  Chief,  Office  of  Program 
Aiulysis,  Westwood  Building,  Room  934, 
5333  Westbard  Avenue,  Bethe:da,  MD 
20892 

Fogarty  International  Center  (FIC).  National 
Institutes  of  Health.  Assistant  Director  for 
Planning.  Evaluation  and  Public  Affairs. 
Building  31,  Room  B2C32.  Bethesda.  MD 
20892 

Division  of  Research  GranU  (DRG),  Assistant 
Director  for  Special  Projects.  Westv¥Ood 
Building.  Room  457. 5333  Westbard 
Avenue.  Bethesda.  MD  20892 

National  Center  for  Research  Resources 
(NCRR).  Evaluation  Officer,  Office  of 


Science  Policy.  Westwood  BuHding,  Room 
8A03,  Bethesda.  MD  20892 

National  Center  for  Nursing  Research 
(NCNR).  Chief,  Office  of  Planning.  Analysis 
and  Evaluation.  Building  31,  Room  5B13, 
Bethesda.  MD  20892 

National  Institute  of  Mental  Health.  Associate 
Director,  Ofike  of  Program  Planning  and 
Science  Policy,  Parklawn  Building.  Room 
7C-06, 5600  Fishers  Lane.  Rockville.  MD 
20857 

Appendix  2— NotificatioB  and  Access 
Officials 

N1H.  Office  of  the  Director.  Associate 
Director  for  Science,  Policy  and 
Legislation.  Building  1,  Room  137, 9000 
Rockville  Pike,  Bethesda,  MD  20892 

National  Institutes  Health,  Office  of  the 
Director,  Director,  Division  of  Personnel 
Management.  Building  1,  Room  Bl-60, 
9000  Rockville  Pike,  Bethesda,  MD  20892 

National  Heart,  Lung,  and  Blood  Institute 
(NHLBI).  Privacy  Act  Coordinator. 
Building  31,  Room  5A29,  Bethesda,  MD 
20892 

National  Library  of  Medicine  (NLM), 
Assistant  Director  for  Planning  and 
Evaluation.  Building  38,  Room  2S18. 
Bethesda,  MD  20894 

National  Eye  Institute  (NEI).  Executive 
Officer,  Building  31.  Room  6A25, 
Bethesda,  MD  20892 

Fogarty  International  Center  (FIC),  National 
Institutes  of  Health.  Assistant  Director  for 
Planning.  Evaluation  and  Public  Affairs. 
Building  31.  Room  B2C32.  Bethesda,  MD 
20892 

Division  of  Research  Grants  (DRG),  Assistant 
Director  for  Special  Projects,  Westwood 
Building,  Room  457.  5333  Westbard 
Avenue,  Bethesda,  MD  20892 

National  Center  for  Research  Resources 
(NCRR).  Evaluation  Officer,  Office  of 
Science  Policy.  NIH.  Westwood  Building, 
Room  8A03,  Bethesda.  MD  20892 

National  Cancer  Institute,  Privacy  Act 
Coordinator,  National  Institutes  of  Health, 
Building  31.  Room  10A30.  Bethesda.  MD 
20892 

National  Institute  of  Mental  Health.  Privacy 
Act  Coordinator,  Parklawn  Building.  Room 
15-81,  5600  Fishers  Lane.  Rockville,  MD 
20857 

09-25-0158 

SYSTEM  NAME: 

Administration:  Records  of 
Applicants  and  Awardees  of  the  NIH 
Intramural  Research  Training  Awards 
Program,  HHS/NIH/OD. 

SECUWTV  CtASSmCATWN: 

None. 

SYSTEM  tOCAIKM: 

Office  of  the  Associate  Director  for 
Intramural  A^irs,  National  Institutes 
of  Health.  Building  1,  Room  140. 9000 
Rockville  Pike,  Bethesda.  MD  20892 
and 

Office  of  Education,  Building  10.  Room 
1C125. 9000  Rockville  Pike.  Bethesda. 
MD  20892, 


and  at  locations  in  each  of  the 
intramural  offices  and  laboratories  Mere 
the  IntrAnural  Research  Trainine 
Awards  (IRTA)  Fellow  is  located  and 
assigned,  including  the  respective 
Scientific  Director's  office,  the 
administrative  and  personnel  offices, 
and  in  Division  of  Personnel 
Management  branches  responsible  for 
administering  the  IRTA  Program. 

CATEQOfMES  OF  MOMDUALS  COVERED  BY  THE 

system: 

Applicants  for  IRTA  Fellowships, 
current  IRTA  Fellows,  and  former  IRTA 
Fellows. 

CATEGOraES  OF  RECORDS  IN  TME  SYSTEM: 

These  records  contain  information 
relating  to  education  and  training, 
employment  history,  scientific 
publications;  research  goals;  letters  of 
reference;  and  personal  information 
such  as  name,  oate  of  birth,  Social 
Security  number,  home  address  and 
citizenship;  and  information  related  to 
fellowship  awards  such  as  stipend 
levels,  training  assignments,  training 
expenses  and  travel  allowances. 

AUTHORmr  FOR  MAMTENANCE  OF  the  system: 

42  use  284(b)(1)(C).  286l>-3,  and 
287C-1  authorizes  PHS  to  make  awards 
for  biomedical  researt^  and  research 

training. 

PURPOSE(S)  OF  THE  SYSTEM: 

Records  in  this  system  are  used  to 
determine  individuals'  eligibility  and 
evaluate  their  qualifications  for  IRTA 
Fellowships;  to  document  the  basis  for 
management  actions  relating  to 
Fellowships  that  are  awarded;  and  to 
provide  data  for  program  evaluation. 

ROUTINE  USES  OF  RECORDS  MAMTAMED  M  THE 
SYSTEM,  MaUDMQ  CATEQORKS  OF  USERS  AND 
THE  FURFOSES  OF  SUCH  USE: 

1.  Disclosure  may  be  made  to  the 
Office  of  Personnel  Management  for 
evaluation  of  NIH  Personnel  programs. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  written  request  of  that  individual. 

3.  Disclosure  may  be  made  to  the 
Department  of  Justice  or  to  a  court  or 
other  tribunal  from  this  system  of 
records,  when  (a)  HHS.  or  any 
component  thereof,  or  (b)  any  HHS 
employee  in  his  or  her  official  capacity; 
or  (c)  any  HHS  employee  in  his  or  her 
individual  capacity  where  the 
Department  of  Justice  (or  HHS.  where  it 
is  authori29ed  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
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of  its  components,  is  a  party  to  litigation 
or  has  an  interest  in  such  litigation,  and 
HHS  determines  that  the  use  of  such 
records  by  the  Department  of  Justice, 
court  or  other  tribunal  is  relevant  and 
necessary  to  the  litigation  and  would 
help  in  the  effective  representation  of 
the  governmental  party,  provided, 
however,  that  in  each  case  HHS 
determines  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 

4.  Disclosure  may  be  made  to  a 
Federal.  State  or  local  agency 
maintaining  civil,  criminal  or  other 
pertinent  records,  such  as  current 
licenses,  if  necessary  to  obtain  a  record 
relevant  to  an  agency  decision 
concerning  the  selection  or  retention  of 
a  fellow. 

5.  Disclostire  may  be  made  to  a 
Federal  agency,  in  response  to  its 
request,  in  connection  with  hiring  or 
retention  of  an  employee,  the  issuance 
of  a  security  clearance,  an  investigation 
of  an  employee,  the  letting  of  a  contract, 
or  the  issuance  of  a  license,  grant,  or 
other  benefit  by  the  requesting  agency, 
to  the  extent  that  the  record  is  relevant 
and  necessary  to  the  requesting  agency's 
decision  on  the  matter. 

POUeiES  AND  PRACnCCS  FOR  STORMO, 

retrkvinq,  acccssmq,  retammo,  ano 
otsposmq  of  records  m  the  system: 

storage: 

Records  are  stored  in  file  folders,  and 
on  magnetic  tapes  and  disks. 

retrievabiuty: 

Records  are  retrieved  by  name.  Social 
Security  number,  or  institute  list 
number. 

SAFEGUARDS: 

1.  Authorized  users:  Access  is  granted 
only  to  NIH  scientists,  administrative 
office  staff,  personnel  staff  and  financial 
management  staff  directly  involved  in 
the  administration  of  the  IRTA  Program. 

2.  Physical  safeguards:  File  folders  are 
kept  in  locked  drawers  or  locked  rooms 
when  system  personnel  are  not  present. 

3.  Procedural  safeguards:  Access  to 
file  folders  is  controlled  by  system 
personnel.  Records  may  be  removed 
from  the  files  only  with  the  approval  of 
the  system  manager  or  other  authorized 
employees.  Data  stored  in  the  automated 
system  is  accessed  through  the  use  of 
keywords  known  only  to  authorized 
personnel. 

Hiese  practices  are  in  compliance 
with  the  standards  of  Chapter  45-13  of 
the  HHS  General  Administration 
Manual.  "Safeguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Chapter  PHS  hf:  45-13, 
and  Part  6,  "ADP  Systems  Security."  of 


the  HHS  Information  Resources 
Management  Manual  and  the  National 
Institute  of  Standards  and  Technology 
Federal  Information  Processing 
Standards  (FIPS  Pub.  41  and  FIPS  Pub. 
31). 

RETENTKM  and  DISPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1— 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  4000-^-3.  Refer 
to  the  NIH  Manual  Chapter  for  specific 
disposition  instructions. 

SYSTEM  MANAGER  ANO  ADDRESSES: 

Associate  Director  for  Intramural 
Affairs,  NIH,  Building  I,  Room  103, 
9000  Rockville  Pike,  Bethesda, 
Maryland  20892 

NOHFICATKM  PROCEDURE: 

Write  to  the  System  Manager  to 
determine  if  a  record  exists.  The 
requestor  must  also  verify  his  or  her 
identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be  and  understands  that 
the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  under  the  Act.  subject 
to  a  five  thousand  dollar  fine. 

RECORDS  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosures  that 
have  been  made  of  their  records,  if  any. 

CONTESTING  RECORD  PROCEDURE: 

Write  to  the  official  specified  under 
the  notification  procedures  above,  and 
reasonably  identify  the  record  and 
specify  the  information  being  contested, 
the  corrective  action  sought,  and  your 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  untimely, 
incomplete,  irrelevant  or  inaccurate. 
The  right  to  contest  records  is  limited  to 
information  which  is  incomplete, 
irrelevant,  incorrect,  or  untimely 
(obsolete). 

RECORD  SOURCE  CATEGORIES: 

Applicants,  persons  and  institutions 
supplying  references. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 


09-25-0161 


SYSTEM  NAME: 

Administration:  NIH  Consultant  File, 
HHS/NIH/DRG. 

SECURITY  CLASSIFICATION: 

None. 

SYSTEM  LOCATKMI: 

This  system  of  records  is  an  umbrella 
system  comprising  separate  sets  of 
records  located  in  each  of  the  NIH 
organizational  components  or  lacilities 
of  contractors  of  the  NIH. 

Division  of  Computer  Research  and 
Technology.  Etata  Management 
Branch.  Building  12A.  Room  4041B, 
National  Institutes  of  Health, 
Bethesda,  Maryland  20892 

Write  to  the  appropriate  system 
manager  listed  in  Appendix  I  for  a  list 
of  current  locations. 

CATEGORIES  OF  MDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Consultants  who  provide  the 
evaluation  of  extramural  grants  and 
cooperative  agreement  applications  and 
research  contract  proposals,  including 
the  NIH  Reviewers'  Reserve. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Names,  addresses.  Social  Security 
numbers,  resumes,  curriculum  vitae 
(C.V.s),  areas  of  expertise,  publications, 
travel  records,  and  payment  records  for 
consultants. 

AUTHORrrY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Section  301  of  the  Public  Health 
Service  Act.  describing  the  general 
powers  and  duties  of  the  Public  Health 
Service  relating  to  research  and 
investigation,  and  section  402  of  the 
Public  Health  Service  Act.  describing 
the  appointment  and  authority  of  the 
Director  of  the  National  Institutes  of 
Health  (42  USC  241.  282  and  290aa). 

PURPOSE  OF  THE  SYSTEM: 

This  umbrella  system  comprises 
separate  sets  of  records  located  in  each 
of  the  NIH  organizational  components 
or  facilities  of  contractors  of  the  NIH. 
These  records  are  used:  (1)  To  identify 
and  select  experts  and  consultants  for 
program  reviews  and  evaluations;  (2)  To 
identify  and  select  experts  and 
consultants  for  the  review  of  special 
grant  and  cooperative  agreement 
applications  and  research  contract 
proposals;  and  (3)  To  pay  consultants 
and  provide  necessary  reports  related  to 
payment  to  the  Internal  Revenue 
Service. 
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ROUHNE  USES  OF  RECORDS  MAMTAMEO  M  THE 
SYSTEM,  MCLUOmC  CATEQORKS  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  Disclosure  may  be  made  to  the 
Department  of  Justice  or  to  a  court  or 
other  tribimal  from  this  system  of 
records,  when  (a)  HHS,  or  any 
component  thereof;  or  (b)  any  HHS 
employee  in  his  or  her  official  capacity; 
or  (c)  any  HHS  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affSect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  an  interest  in  such  litigation,  and 
HHS  determines  that  the  use  of  such 
records  by  the  Department  of  Justice, 
court  or  other  tribunal  is  relevant  and 
necessary  to  the  litigation  and  would 
help  in  the  effective  representation  of 
the  governmental  party,  provided, 
however,  that  in  each  case  HHS 
determines  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 

3.  Disclosure  may  be  made  to 
contractors  to  process  or  refine  the 
records.  Contracted  services  may 
include  transcription,  collation, 
computer  input,  and  other  records 
processing. 

4.  Information  in  this  System  of 
records  is  used  routinely  to  prepare  W- 
2  and  1099  Forms  to  submit  to  the 
Internal  Revenue  Service  and  applicable 
State  and  local  governments  those  items 
to  be  included  as  income  to  an 
individual. 

POUCIES  AND  PRACTICES  FOR  STORMO, 
RETRKVtNS,  ACCCSSMO,  RETAMNO,  AND 
OISPOSMO  OF  RECORM  M  THE  STSTEM: 

STORAGE: 

Records  may  be  stored  in  file  folders, 
computer  tapes  and  disks,  micrdflche, 
and  microfilm. 

RETRIEVAaRjrY: 

Records  are  retrieved  by  name, 
address,  or  expertise. 

SAFEGUARDS: 

1.  Authorized  users:  Data  on  computer 
files  is  accessed  by  keyword  known 
only  to  authorized  users  who  are  NIH  or 
contractor  employees  involved  in 
managing  a  review  or  program  advisory 
committee,  conducting  a  review  of 
extramural  grant  applications, 
cooperative  agreement  applications,  or 
research  contract  proposals,  performing 
an  evaluation  study  or  managing  the 
consultant  file.  Access  to  information  is 
thus  limited  to  those  with  a  need  to 
know. 


2.  Physical  safeguards:  Rooms  where 
records  are  stored  locked  when  not  in 
use.  Chiring  regular  business  hours 
rooms  are  unlocked  but  are  controlled 
by  on-site  personnel. 

3.  Procedural  safeguards:  Names  and 
other  identifying  particulars  are  deleted 
when  data  fi-om  original  records  are 
encoded  for  analysis.  Data  stored  in 
computers  is  accessed  through  the  use 
of  keywords  known  only  to  authorized 
users.  Contractors  who  maintain  records 
in  this  system  are  instructed  to  make  no 
further  disclosure  of  the  records  except 
as  authorized  by  the  system  manager 
and  permitted  by  the  Privacy  Act. 

This  system  of  records  will  be 
protected  according  to  the  standards  of 
Chapter  45-13  of  the  HHS  General 
Administration  Manual,  "Safeguarding 
Records  Contained  in  Systems  of 
Records,"  supplementary  Chapter  PHS 
hf:  45-13,  and  part  6.  "ADP  Systems 
Security,"  of  the  HHS  Information 
Resources  Management  Manual  and  the 
National  Institute  of  Standards  and 
Technology  Federal  Information 
Processing  Standards  (FIPS  Pub.  41  and 
FIPS  Pub.  31). 

RETENTION  AND  OtSPOSAL: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Schedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  1100-G.  Refer  to 
the  NIH  Manual  Chapter  for  specific 
disposition  instructions. 

SYSTEM  MANAGER(S)  ANO  ADDRESS: 

The  policy  coordinator  for  this  system 

is  also  the  system  manager  listed  for  the 

Division  of  Research  Grants. 

Chief,  Physiological  Sciences  Review 
Section,  Referral  and  Review  Branch, 
Division  of  Research  Grants, 
Westwood  Building,  Room  203A, 
5333  Westbard  Avenue,  Bethesda, 
Maryland  20892 
and 

See  Appendix  I 

NOTIFICATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  appropriate  system  manager  as 
listed  in  Appendix  I. 

The  requestor  must  also  verify  his  or 
her  identity  by  providing  either  a 
notarization  of  the  request  or  a  written 
certification  that  the  requestor  is  whom 
he  or  she  claims  to  be.  The  request 
should  include:  (a)  Full  name,  and  (b) 
appropriate  dates  of  participation. 

RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requestors  should  also  reasonably 


specify  the  record  contents  being 
sought.  Individuals  may  also  request 
listings  of  accountable  disclosives  that 
have  been  made  of  their  records,  if  any. 

CONTESnNQ  RECORD  PROCEDURE: 

Contact  the  official  imder  notification 
procedures  above,  reasonably  identify 
the  record,  specify  the  information  to  be 
contested,  and  state  the  corrective 
action  sought  with  supporting 
information.  The  right  to  contest  records 
is  limited  to  information  which  is 
incomplete,  irrelevant,  incorrect,  or 
untimely  (obsolete). 

RECORD  SOURCE  CATEOORCS: 

Subject  individual. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVKIONS 
OF  THE  ACT: 
None. 

Appendix  I — System  Mutagen 

Office  of  the  Director  (OD),  Extramural 
Programs  Management  OfHcer,  Building  1, 
Room  328.  Bethesda.  MD  20892 

National  Center  for  Research  Resources 
(NCDIR),  Director.  Office  of  Review, 
Westwood  Building,  Room  SAIS. 
Bethesda,  MD  20892 

National  Cancer  Institute  (NQ).  Chief, 
Review  Logistics  Branch,  Westwood 
Building,  Room  850,  Bethesda.  NfD  20892 

National  Eye  Institute  (NEI).  Review  and 
Special  Projects  Officer,  Building  31,  Room 
6A06,  Bethesda.  MD  20892 

National  Heart,  Lung,  and  Blood  Institute 
(NHLBI).  Associate  Director  for  Review, 
Westwood  Building.  Room  S57A, 
Bethesda.  MD  20892 

National  Institute  on  Aging  (NIA),  Chief, 
,    Scientific  Review  Office.  Gateway 
Building.  Suite  2C212,  7201  Wisconsin 
Avenue,  Bethesda.  MD  20892 

National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID).  Deputy  Director. 
Division  of  Extramural  Activities,  Solar 
BIdg.,  Room  4C-03, 6003  Executive  Blvd. 
Rockvillfl,  MD  20892. 

National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases 
(MAMS),  Chief.  Grants  Review  Branch, 
Westwooid  Building,  Room  406,  Bethesda, 
MD  20892 

National  Institute  of  Child  Health  and 
Human  Development  (NICHD),  Director, 
Division  of  Scientific  Review,  Executive 
Plaza  North,  Room  520,  Bethesda,  MD 
20892 

National  Institute  on  Deafness  and  Other 
Communication  Disorders  (NIDCD),  Chief, 
Scientific  Review  Branch.  Executive  Plaza 
South.  Room  400B.  620  Executive 
Boulevard.  Rockville.  MD  20852 

National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK),  Chief, 
Review  Branch,  Westwood  Building,  Room 
603,  Bethesda,  MD  20892 

National  Institute  of  Dental  Research  (NIDR), 
Chief,  Scientific  Review  Section.  POB, 
Westwood  Building,  Room  519.  Bethesda, 
MD  20892 

National  Institute  of  Environmental  Health 
Sciences  (NIEHS),  Deputy  Director, 
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Division  of  Bxtnmural  Research  and 
Training.  P.O.  Box  12233,  Research 
Triangle  Park.  NC  27709r 

National  Institute  of  General  Medical 
Sciences  (NIGMS),  Chief.  Office  of  Review 
Activities,  Westwood  Building,  Room 
QAIB,  Bethesda.  MD  20892 

National  Institute  of  Neurological  Disorders 
and  Stroke  (NINDS).  Chief,  Scientific 
Review  Branch,  Federal  Building,  Room 
9C10A,  Bethesda,  MD  20892 

National  Center  for  Nursing  Research 
(NCNR).  Executive  Secretary,  NRRC  and 
NACNR,  Building  31,  Room  5B19, 
Bethesda,  MD  20892 

National  Library  of  Medicine  (NLM),  Chief, 
Biomedical  Information  Support  Branch, 
Building  38A,  Room  5S522,  Bethesda,  MD 
20894 

National  Center  for  Human  Genome  Research 
(NCHGR),  Chief,  Office  of  Scientific 
Review,  Building  38A,  Room  606, 
Bethesda,  MD  20892 

National  Institute  of  Mental  Health.  Contract 
Officer,  Contracts  Management  Branch, 
ORM,  Parklawn  Building,  Room  7C18, 
5600  Fishers  Lane.  Rockville,  MD  20857 

National  Institute  on  Alcohol  Abuse  and 
Alcoholism,  Contract  Officer,  Contracts 
Management  Branch,  OPRM,  Parklawn 
Building.  Room  14C06,  5600  Fishers  Lane, 
Rockville,  MD  20857 

National  Institute  of  Drug  Abuse,  Contract 
Officer,  Contracts  Management  Branch, 
OPRM,  Paridawn  Building,  Room  10-49. 
5600  Fishers  Lane,  Rockville,  MD  20857 


09-2S-0165 

SYSTEM  NAME: 

National  Institutes  of  Health  Acquired 
Immunodeficiency  Syndrome  (AIDS) 
Researcii  Loan  Repajnment  Program, 
HHS/NIH/OD. 

SECUMTY  ClASSIRCA-nON: 

None: 

SYSTEM  locahon: 

Office  of  AIDS  Research  (OAR), 
National  Institutes  of  Health.  Building 
31.  Room  5C12,  9000  Rockville  Pike, 
Bethesda.  Maryland  20892 
and 
Division  of  Computer  Research  and 
Technology  (DCRT).  NaUonal 
Institutes  of  Health,  Building  12A, 
Room  4037, 9000  Rockville  Pike. 
Bethesda.  Maryland  20892 
and 
Operations  Accounting  Branch,  Division 
of  Financial  Management  PFM). 
National  Institutes  of  Health.  Building 
31,  Room  B1B55.  9000  Rockville  Pike. 
Bethesda.  Maryland  20892, 
See  Appendix  I  for  a  listing  of  other 
NIH  offices  responsible  for 
administration  of  the  AIDS  Research 
Loan  Repayment  Program.  Write  to  the 
System  Manager  at  the  address  below 
for  the  address  of  any  Federal  Records 
Center  where  records  from  this  system 
may  be  stored. 


CATEOOWES  OF  WWVDUALS  COVERED  BY  THE 

system: 

Individuals  who  have  applied  for, 
who  have  been  approved  to  receive, 
who  are  receiving,  and  who  have 
received  funds  under  the  NIH  AIDS 
Research  LRP;  and  individuals  who  are 
interested  in  participation  in  the  NIH 
AIDS  Research  LRP. 

CATEGORIES  OF  RECORDS  M  THE  SYSTEM: 

Name,  address,  Social  Sectirity 
number;  service  pay-back  obligations, 
standard  school  budgets,  educational 
loan  data  including  deferment  and 
repayment/delinquent/default  status 
information;  employment  data; 
professional  and  credentialing  history  of 
licensed  health  professionals  including 
schools  of  attendance;  personal, 
professional,  and  demographic 
background  information;  employment 
status  verification  (which  includes 
certifications  and  verifications  of 
continuing  participation  in  AIDS 
research);  Federal.  State  and  local  tax 
information,  including  copies  of  tax 
returns. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Section  487A  (42  USC  288-1)  of  the 
PHS  Act.  as  amended,  directing  the  NIH 
to  establish  and  implement  a  program  of 
educational  loan  repayment  for 
qualified  health  professionals  who  agree 
to  conduct,  as  employees  of  NIH,  AIDS 
research.  The  provisions  of  section  338B 
of  the  PHS  Act  (42  USC  2541-1),  as 
amended,  governing  the  NHSC  loan 
repayment  program,  are  incorporated 
except  as  inconsistent.  The  Internal 
Revenue  Code  at  26  USC  6109  requires 
the  provision  of  the  SSN  for  the  receipt 
of  loan  repayment  funds  under  the  NIH 
AIDS  Research  LRP. 

PURPOSE(S)  OF  THE  system:    * 

(1)  To  identify  and  select  applicants 
for  the  NIH  AIDS  Research  LRP;  (2)  To 
monitor  loan  repayment  activities,  such 
as  payment  tracking,  deferment  of 
service  obligation,  and  defdult;  and  (3) 
To  assist  NIH  officials  in  the  collection 
of  overdue  debts  owed  under  the  NIH 
AIDS  Research  LRP.  Records  may  be 
transferred  to  system  No.  09-15-0045, 
"Health  Resources  and  Services 
Administration  Loan  Repayment/Debt 
Management  Records  System.  HHS/ 
HRSA/OA."  for  debt  collection 
purposes  when  NIH  officials  are  unable 
to  collect  overdue  debts  owed  under  the 
NIH  AIDS  Research  LRP. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM.  mCLUOINQ  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USE: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 


from  the  congressional  office  made  at 
the  request  of  that  individual. 

2.  Disclosure  may  be  made  to  the 
Department  of  Justice  or  to  a  court  or 
other  tribunal  from  this  system  of 
records,  when  (a)  HHS,  or  any 
component  thereof;  or  (b)  any  HHS 
employee  in  his  or  her  official  capacity: 
or  (c)  any  HHS  employee  in  his  or  her 
individual  capacity  where  the 
Department  of  Justice  (or  HHS,  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  of  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  an  interest  in  such  litigation,  and 
HHS  determines  that  the  use  of  such 
records  by  the  Department  of  Justice, 
court  or  other  tribunal  is  relevant  and 
necessary  to  the  litigation  and  would 
help  in  the  effective  representation  of 
the  governmental  party,  provided, 
however,  that  in  each  case  HHS 
determines  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 

3.  In  the  event  that  a  system  of  records 
maintained  by  this  agency  to  carry  out 
its  functions  indicates  a  violation  or 
potential  violation  of  law,  whether  dvil, 
criminal,  or  regulatory  in  nature,  and 
whether  arising  by  general  statute  or 
particular  program  statute,  or  by 
regulation,  rule  or  order  issued  pursuant 
thereto,  the  relevant  records  in  the 
system  of  records  may  be  referred  to  the 
appropriate  agency,  whether  Federal. 
State,  or  local,  charged  with  enforcing  or 
implementing  the  statute  or  rule, 
regulation  or  order  issued  pursuant 
thereto. 

4.  NIH  may  disclose  records  to 
Department  contractors  and 
subcontractors  for  the  purpose  of 
collecting,  compiling,  aggregating, 
analyzing,  or  refining  records  in  the 
system.  Contractors  maintain,  and  are 
also  required  to  ensure  that 
subcontractors  maintain.  Privacy  Act 
safeguards  with  respect  to  such  records. 

5.  NIH  may  disclose  information  from 
this  system  of  records  to  private  parties 
such  as  present  and  former  employers, 
references  listed  on  applications  and 
associated  forms,  other  references  and 
educational  institutions.  The  purpose  of 
such  disclosures  is  to  evaluate  an 
individual's  professional 
accomplishments,  performance,  and 
educational  background,  and  to 
determine  if  an  applicant  is  suitable  for 
participation  in  the  NIH  AIDS  Research 

LRP. 

6.  NIH  may  disclose  information  from 
this  system  of  records  to  a  consumer 
reporting  agency  (credit  bureau)  lo 
obtain  a  commercial  credit  report  to 
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assew  ood  verify  the  aUlity  of  an 
individual  to  repay  debts  oiwed  to  die 
Federal  Goverament  Disclosures  are 
limited  to  the  individuel's  neme, 
address,  Social  Secnrity  omnber  and 
other  information  necessary  to  identify 
hiih/her.  the  funding  being  sought  or 
amount  and  status  oil  the  debt;  and  the 
progmn  under  whidi  ^  applicant  or 
claim  is  being  proosssed. 

7.  NIH  may  oisdose  from  this  sjretam 
of  recwds  a  delinquent  debtor's  or  s 
defaulting  partidpant's  name,  addrsss, 
Sodal  Security  numbsr,  and  other 
information  necessary  to  identify  him/ 
her  the  amount,  status,  and  history  of 
the  claim,  and  the  agency  or  program 
under  which  the  claim  arose,  as  follows: 

a.  To  another  Federal  agmcy  so  that 
agency  can  effect  a  salary  offset  for  debts 
owed  by  Federal  employees;  if  the  claim 
arose  under  the  Social  Seciuity  Act.  the 
employee  must  have  agreed  in  writing 
to  tne  salary  oflset. 

b.  To  ancrther  Federal  agency  so  that 
agency  can  effect  an  unauthorized 
administrative  offset;  i.e.,  withhold 
money,  other  than  federal  salaries, 
payable  to  or  held  on  behalf  of  the 
individual. 

c.  To  the  Treasxiry  Department, 
Internal  Revenue  Service  (IRS),  to 
request  an  individual's  ciurent  mailing 
address  to  locate  him/her  for  purposes 
of  either  collecting  or  compromising  a 
debt,  or  to  have  a  commercial  credit 
report  prepared. 

8.  NUi  may  disclose  Information  from 
this  system  of  records  to  another  agency 
that  has  asked  the  Department  to  efHttct 
a  salary  or  administrative  offset  to  help 
collect  a  debt  owed  to  the  United  States. 
Disclosure  is  limited  to  the  individual's 
name,  address.  Social  Security  number, 
and  other  information  necessary  to 
identify  the  individiuJ  to  information 
about  the  money  payable  to  or  held  for 
the  individual,  and  other  information 
concerning  the  ofiiset. 

9.  NIH  may  disclose  to  the  Treasury 
Department.  Internal  Revenue  Service 
{TRS),  infonnation  about  an  individual 
applying  for  loan  repayment  under  any 
loan  repayment  program  authorized  by 
the  Public  Health  Service  Act  to  find  out 
whether  the  applicant  has  a  delinquent 
tax  account.  This  disclosxue  is  for  the 
sole  purpose  of  determining  the 
applicant's  creditworthiness  and  is 
limited  to  the  individual's  name, 
address.  Social  Security  number,  other 
infonnation  necessary  to  identify  him/ 
her.  and  the  program  for  which  the 
information  is  b^ng  obtained. 

10.  Km  may  report  to  the  Treasury 
Department,  Intenial  Revenue  Service 
(IRS),  as  taxable  incooM,  the  written-off 
smount  of  s  debt  owed  by  sa  individual 
to  the  Fedsnl  GoeeminsBt  whsa  a  debt 


becomes  partly  or  ifi^oDy  uncollectible, 
either  beosuse  the  time  period  for 
collection  und«-  the  statute  of 
limitations  has  expired,  or  because  the 
Government  agrees  with  the  individual 
to  forgive  or  compromise  the  debt. 

11.  NIH  may  disclose  to  debt 
collection  agents,  other  Federal 
agencies,  and  other  third  parties  who 
are  authorized  to  collect  a  Federal  debt, 
information  necessary  to  identify  a 
delinquent  debtor  or  s  defaulting 
participant  Disclosure  will  be  limited  to 
the  individual's  name,  address,  Sodal 
Security  number,  and  other  informatioa 
necessary  to  identify  him/her;  the 
amount,  status,  and  history  of  the  claim, 
and  the  agency  or  program  under  which 
the  claim  arose. 

12.  NIH  msy  disclose  information 
from  this  system  of  records  to  any  third 
party  that  may  have  information  about 
a  delinquent  debtor's  or  a  defaulting 
participant's  current  address,  sudi  as  a 
U.S.  post  office,  a  State  motor  vehicle 
administration,  a  professional 
organization,  an  alumni  association, 
etc..  for  the  purpose  of  obtaining  the 
individual's  current  address.  This 
diadosure  will  be  strictly  limited  to 
infonnation  necessary  to  identify  the 
individual,  without  any  reference  to  the 
reason  for  the  agency's  need  for 
obtaining  the  current  address. 

13.  NIH  may  disclose  information 
from  this  system  of  records  to  other 
Federal  agendes  that  also  provide  loan 
repayment  at  the  request  of  these 
Federal  agendes  in  conjunction  with  a 
matching  program  conducted  by  these 
Federal  agendes  to  deted  or  curtail 
freud  and  abuse  in  Federal  loan 
repayment  programs,  and  to  colled 
delinquent  Ioans.or  benefit  payments 
owed  to  the  Federal  Government. 

14.  NIH  may  disclose  bom  this  system 
of  records  to  the  Department  of 
Treasury,  Internal  Revenue  Service 
(IRS):  (1)  A  delinquent  debtor's  or  a 
defoulting  partidpant's  name,  address, 
Social  Security  number,  and  other 
information  necessary  to  identify  the 
individual;  (2)  the  amoimt  of  the  debt; 
and  (3)  the  program  under  which  the 
debt  arose,  so  that  IRS  can  offiset  against 
the  debt  any  income  tax  refunds  which 
may  be  due  to  the  individual. 

15.  NIH  may  disclose  infonnation 
provided  by  a  lender  to  other  Federal 
agendes,  debt  collodion  agents,  and 
other  third  parties  who  are  authorized  to 
colled  a  Federal  debt.  The  purpose  of 
this  disclosure  is  to  identify  an 
individual  vdio  is  delinquent  in  loen  or 
benefit  payments  owed  to  the  Federal 
Government 


tmcumtmioi 

AOtlCKS; 

Disclosures  pursuant  to  5  U.S.C. 
S52a(bXl2):  IXsdosures  may  be  made 
from  this  system  to  "consumer  reporting 
agendes"  as  defined  in  the  Fair  Credit 
Reporting  Ad  (15  U.S.C.  1681a(f))  or  the 
Federal  Claims  Collection  Ad  of  1966 
(31  U.S.C  3701(a)(3)).  The  purposes  of 
these  disdosures  are:  (1)  To  provide  an 
incentive  for  debtors  to  repay 
delinquent  Federal  Government  debts 
by  making  these  debts  part  of  their 
credit  records,  and  (2)  to  enable  NIH  to 
improve  the  quality  of  loan  repaym«it 
decisions  by  taking  into  account  the 
finandal  reliability  of  applicants, 
including  obtaining  a  commradal  credit 
report  to  assess  and  verify  the  ability  of 
an  individual  to  repay  d^ts  owed  to  the 
Federal  Government.  Disclosure  of 
records  will  be  limited  to  the 
individual's  name.  Social  Security 
number,  and  other  information 
necessary  to  establish  the  identity  of  the 
individual,  the  amount,  status,  and 
history  of  the  claim,  and  the  agency  or 
program  under  which  the  claim  arose. 

POUCKS  AND  PfUCnCCS  FON  STOMNO, 
RET1«EVV«e,  ACCCSSNNl,  WCT/MtSWO.  AND 
OtSfOSINQ  OS  RCCOROS  IN  TME  SYSmi: 

STOeAQE: 

Records  are  maintained  in  file  folders, 
computer  tape,  discs,  and  file  cards.. 

ncnscvAaHjTv: 

Records  are  retrie  /ed  by  name,  Sodal 
Securify  number,  or  other  identifying 
numbers. 

SAFEOUAROS: 

1.  Authorized  users:  Data  on  computer 
files  is  accessed  by  keyword  known 
onfy  to  authorized  users  who  are  NIH 
employees  responsible  for 
implementing  the  NIH  AIDS  Researdi 
LRP.  Access  to  infonnation  is  thus 
limited  to  those  with  a  need  to  know. 

2.  Physical  safeguards:  Rooms  where 
records  are  stored  and  locked  when  not 
in  use.  During  regular  business  hours 
rooms  are  imlocked  but  are  controlled 
by  on-site  personnel.  Security  guards 
perform  random  checks  on  the  phjrsical 
security  of  the  data. 

3.  Procedural  and  technical 
safeguards:  A  password  is  required  to 
access  the  twminal  and  a  data  set  name 
controls  the  release  of  data  to  only 
authorized  users.  All  users  of  personal 
information  in  connection  with  the 
performance  of  their  jobs  (see 
Authorized  Users,  above)  proted 
infonnation  from  public  view  and  from 
imautborized  personnel  entering  an 
unsupervised  office. 

These  practices  are  in  compliance 
with  the  standards  of  Chapter  45-13  of 


RETENTION  AND  C 
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the  HHS  General  AdministraticMi 
Manual,  "Safeguarding  Records 
Contained  in  Systems  of  Records," 
supplementary  Chapter  PHS  hf:  45-13, 
the  Department's  Automated 
Information  System  Security  Handbook, 
and  the  National  Institute  of  Standards 
and  Technology  Federal  Infbrmation 
Processing  Standards  (PIPS  Pub.  41  and 
PIPS  Pub.  31). 

RETENnOM  AND  disposal: 

Records  are  retained  and  disposed  of 
under  the  authority  of  the  NIH  Records 
Control  Sdiedule  contained  in  NIH 
Manual  Chapter  1743,  Appendix  1 — 
"Keeping  and  Destroying  Records" 
(HHS  Records  Management  Manual, 
Appendix  B-361),  item  2300-537-1. 
Participant  case  ^les  are  transferred  to 
a  Federal  Records  Center  one  year  after 
closeout  and  destroyed  five  years  later. 
Closeout  is  the  process  by  which  it  is 
determined  that  all  applicable 
administrative  actions  and  loan 
repayments  have  been  completed  by  the 
LRP  and  service  obHgations  have  been 
completed  by  the  participant.  Applicant 
case  files  are  destroyed  three  years  after 
disapproval  or  withdrawal  of  their 
application.  Official  appeal  and 
litigation  case  files  are  destroyed  six 
years  after  the  calendar  year  in  which 
the  case  is  closed.  Other  copies  of  these 
files  are  destroyed  two  years  after  the 
calendar  year  in  which  the  case  is 
closed. 

SYSTEM  MANAQCR  AND  AOOfCaS: 

Director,  NIH  AIDS  Research  Loan 
Repayment  Program,  Office  of  AIDS 
Research,  National  Institutes  of  Health. 
Building  31.  room  5C12. 9000  Rockville 
Pike,  Bethesda,  Maryland  20892. 

NOmCATMN  PROCBWRES: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  listed  above.  The 
requester  must  also  verify  his  or  her 
identity  by  providing  either  a 
notarizaticHi  of  the  request  or  a  written 
certification  that  the  requester  is  who  he 
or  she  claims  to  be.  The  request  should 
include:  (a)  Full  name,  and  (b) 
appropriate  dates  of  participation.  The 
requester  must  also  understand  that  the 
knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  an 
individual  under  false  pretenses  is  a 
criminal  offense  imder  the  Act,  subject 
to  a  five  thousand  dollar  fine. 
Requestera  appearing  in  person  must 
provide  a  valid  driver's  license  or 
passport,  including  photo,  and  at  least 
one  other  form  of  identification. 

RECONO  ACCESS  moccouMS: 

Write  to  the  System  Manager 
specified  above  to  attain  access  to 


records  and  provide  the  same 
information  as  is  required  under  the 
Notification  Procedures.  Reqiiestera 
should  also  reascHiably  spediy  the 
record  contents  being  sought. 
Individuals  may  also  request  on 
accounting  of  disclosure  of  their 
reamls,  if  any. 

CCNTESTINQ  RECORD  raOCEOURES: 

Contact  the  System  Manager  specified 
above  and  reasonably  identify  the 
record,  specify  the  information  to  be 
contested,  the  corrective  action  sought, 
and  your  reasons  for  requesting  the 
correction,  along  with  supporting 
information  to  sbow  how  the  reoord  is 
inaccurate,  incomplete,  untimely  or 
irrelevant.  The  ri^t  to  contest  records 
is  limited  to  information  which  is 
incomplete,  irrelevant,  incorrect,  or 
untimely  (obsolete).  " 

RECORD  SOURCE  CATEOOMES: 

Subject  individual;  participating 
lending  institutions;  educational 
institutions  attended;  other  Federal 
agencies;  consumer  reporting  agencies/ 
credit  bureaus;  and  thhd  parties  that 
provide  references  concerning  the 
subject  individual. 

SYSTEMS  EXEMTTED  FROM  CERTAIN  WWVWMNS 
OF  THE  ACT: 

None. 
Appendix  I— -Syslca  LocatJont 

Office  of  AIDS  Research,  National  Institutes 
of  Health,  Building  31,  Room  5C12, 9000 
Rockville  Pike,  Bethesda,  Maryland  20892 

Division  of  Computer  Research  and 
Technology,  National  Institutes  of  Health. 
Building  12A,  Room  4037, 9000  Rockville 
Pike,  Bethesda,  Maryland  20892 

Operations  Accounting  Branch,  Division  of 
Financial  Management,  Naticmal  Institutes 
of  Health,  Building  31,  Room  B1B55, 9000 
Rockville  Pike,  Bethesda,  Maryland  20892 

Division  of  Cancer  Treatment,  National 
Cancer  Institute,  National  Institutes  of 
Health,  Building  31,  Room  3A44, 9000 
Rockville  Pike,  Bethesda.  MD  20892 

Division  of  Cancer  Etiology,  National  Cancer 
Institute,  National  Institutes  of  Health, 
Building  41,  Room  A208, 9000  Rockville 
Pike,  Bethesda,  MD  20892 

Division  of  Cancer  Biology,  Diagnosis,  and 
Centers,  National  Cancer  Institute,  National 
Institutes  of  Health,  Building  31,  Room 
3A05,  9000  Rodcville  Pike,  Bethesda,  MD 
20892 

National  Heart,  Lung,  and  Blood  Institute, 
National  InstiUites  of  Health.  Building  10, 
Room  7N218, 9000  Rockville  Pike, 
Bethesda.  MD  20892 

National  Institute  of  Dental  Research. 
National  Institutes  of  Health,  Building  31, 
Room  2C23, 9000  Rockville  Pike,  Bethesda, 
MD  20892 

National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases.  National  Institutes  of 
Health,  Buildhig  10.  Room  9N222. 9000 
Rockville  Pike,  Bethesda,  MD  20892 


National  Institute  of  Neurological  Disorders 
and  Stroke,  National  Institutas  of  Hedth, 
Buil^ig  10,  Roam  SN220, 9000  Rockville 
Pike,  Bethesda,  MD  20802 

National  Institute  ol  AUssgy  and  Infectious 
Diseases,  National  Institutes  of  Health, 
Building  31,  Room  7A0S,  9000  RockviUe 
Pike,  Bethesda.  MD  20602 

Phannacological  Sciences  Program,  National 
Institute  of  General  Medical  Sciences, 
National  Institutes  of  Healtfi,  5333 
Westberd  Avenue,  Room  919, 9000 
Rockville  Pflce.  BelheMh.  MD  20092 

National  bistttute  of  Child  HaaMi  aad 
Hiunan  Devek>pa>ent.  National  Institutes  of 
Healtii,  Building  31,  Room  2A2S,  9000 
Rockville  Pike,  Betiiesda,  MD  20892 

National  Eye  Instituta,  Natiaaal  Institutes  of 
Health,  Building  10,  Room  10N202, 9000 
RockvUle  Pike.  Bethesda.  MD  20692 

National  Institute  of  Environmental  Health 
Sciences,  National  Institutes  of  Health, 
P.O.  Box  12233,  Research  Triangle  Parii. 
NC  27709 

Gerontology  Research  Center,  National 
Institute  on  Aging,  National  Institutes  of 
Health,  4940  Eastern  Avenue,  Baltimore, 
MD  21224 

National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases. 
National  Institutes  of  Health,  Buildiiu  31. 
Room  4C13, 9000  Rockville  Pike,  Bethesda. 
MD  20892 

National  Institute  of  Deafnew  and 
Coaununicatkn  Disarders,  National 
Institutes  of  Healtii.  Building  31,  Room 
3C02, 9000  Rockville  Pike.  Bethesda.  MD 
20892 

National  Center  fin  Researdi  Resources. 
National  Institutes  of  Health,  Building  31, 
Room  3B36, 9000  Rodcville  Pike,  Bethesda. 
MD  20892 

National  Center  far  Nursing  Research, 
National  Institutes  of  Health.  Buikling  31, 
Room  SB06, 9000  Rockville  Pike,  Betiiesda. 
MD  20892 

Critical  Care  Medicine  Department.  Qinical 
Center,  National  Institutes  of  Health, 
Building  10,  Room  7D43, 9000  Rockville 
Pike,  Betitesda.  MD  20892 

Natioml  Institute  cm  Alcohol  Abuse  and 
Akobolian.  National  Institi^s  of  Health, 
Parkiawn  Building.  Room  IfiOOS,  5600 
Fishers  Lane,  Rockville.  MD  20857 

National  Institute  on  Drug  Abuse,  National 
Institutes  of  Health,  Parkiawn  Building. 
Room  10A38,  5600  Fidiers  Lane,  Rockville, 
MD  20857. 

National  Institute  of  Mental  Heelth.  National 
Institutes  of  Health.  Pnklawn  Building, 
Room  1599, 5600  Piabers  Lane,  Rockville, 
MD  20857. 

09-25-0201 

SYSTEM  NAMb 

Clinical  Research:  Natiooal  Institute 
of  Mental  Heehh  Patient  Recocds,  HHS/ 
NIH/NIMH. 

SECuRmr  cussmcATKM: 
None. 

SYSTEM  LOCATKMC 

National  faistitiites  of  Health,  9000 
Rockville  Pike,  Bethesda.  Maryland 
20205. 
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CATKMMKt  OF  MOMOUALt  COVERED  SY  TNI 
SVSTEM: 

In-  and  out-patients  with  emotional, 
psychiatric  and  neurophysiological 
disability,  normal  subjects,  and  research 
subjects. 

CATEQOMES  OF  RECORDS  IN  THE  SYSTEM: 

Research  data  of  wide  variety 
including  biochemical  measures, 
psychophysiological  and  psychological 
tests,  questionnaires,  clinical  and 
behavioral  observations  and  interviews, 
physical  examinations,  and 
correspondence. 

AUTHORffY  FOR  KMIMTEMftiCE  OF  THE  system: 

PubUc  Health  Service  Act,  sections 
301. 302.  and  303  (42  U.S.C.  241.  242, 
242a). 

PURMSE(S)  OF  THE  SYSTEM: 

These  records  are  used  for  diagnosis 
and  treatment  of  patients  with 
neuropsychiatric  illnesses;  behavioral 
research  relating  to  the  causes, 
diagnoses,  and  treatment  of 
neuropsychiatric  disorders:  and  basic 
research  on  behavioral  processes  and 
personality  development. 

ROUTINE  USES  OF  RECORDS  MAMTAMED  IN  THE 
SYSTEM,  MCUXMNQ  CATEGORIES  OF  USERS  AND 
THE  FURFOSES  OF  SUCH  USE: 

1.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(a)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained:  (b)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (c)  has  required  the  recipient  to- 
ll) establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  and  (2)  remove  or  destroy 
the  information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except — (A)  in 
emereency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (B) 
for  use  in  another  research  project, 
under  these  same  conditions,  and  with 
written  authorization  of  the  Department, 
(C)  for  disclosure  to  a  properly 
identified  person  for  the  purpose  of  an 
audit  related  to  the  research  project,  if 


information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (D)  when  required  by  law;  (d)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of.  and 
willingness  to  abide  by  these  provisions. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  a  verified 
inquiry  from  the  congressional  office 
made  at  the  written  request  of  that 
individual. 

3.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  and 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 
that  the  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  the 
Department  may  disclose  such  records 
as  it  deems  desirable  or  necessary  to  the 
Department  of  Justice  to  enable  that 
Department  to  present  an  effective 
defense,  provided  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 

raLCIES  AND  FRACnCES  FOR  STORmO, 
RETWEV1NQ.  ACCESSING.  RETAINHW,  AND 
OlSPOSiNO  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

In  original  state;  files,  indexes, 
magnetic  and  other  tapes. 


REimEVABIUTY: 

Retrieved  by  name  (coded). 

SAFEGUARDS: 

1.  Authorized  users:  Only  authorized 
medical  and  research  staff  have  access 
to  these  records. 

2.  Physical  safeguards:  Magnetic 
tapes,  files,  indexes,  and  other  tapes  that 
contain  individually  identifiable  data 
are  stored  in  a  locked  cabinet  in  a 
limited  access  area. 

3.  Procedural  safeguards:  Magnetic 
data  are  further  protected  by  special 
account  numbers  and  passwords. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual,  and  Part  6. 
"ADP  System  Security"  in  the  HHS 
ADP  Systems  Security  Manual. 

RETENTION  AND  DISPOSAL: 

Records  may  be  retired  to  a  Federal 
Records  Center  and  subsequently 
disposed  of  in  accordance  with  the  NIH 
Records  Control  Schedule.  The  records 


control  schedule  and  disposal  standard 
for  these  records  may  be  obtained  by 
writing  the  System  Manager  at  the 
address  below. 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Director.  Intramural  Research 
Program,  National  Institute  of  Mental 
Health,  Building  10.  Room  4N-224. 
9000  Rockville  Pike,  Bethesda. 
Maryland  20205. 

NOTIFICATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  address 
above.  Provide  notarized  signature  as 
proof  of  identity.  The  request  should 
include  as  much  of  the  following 
information  as  possible:  (a)  Full  name; 
(b)  nature  of  illness  (if  any);  (c)  ward  or 
laboratory;  (d)  title  of  study;  (e)  name  of 
researcher  conducting  study.  An 
individual  who  requests  notification  of 
or  access  to  a  medical/dental  record 
shall,  at  the  time  the  request  is  made, 
designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents  at  the 
representative's  discretion.  A  parent  or 
guardian  who  requests  notification  of 
child's/incompetent  person's  record 
shall  at  the  time  the  request  is  made 
designate  a  family  physician  or  other 
health  professional  (other  than  a  family 
member)  to  whom  the  record,  if  any. 
will  be  sent.  The  designate  will  receive 
the  record  in  all  cases  and  upon  review 
will  determine  whether  the  record 
should  be  made  available  to  the  parent 
or  guardian. 

RECORD  ACCESS  PROCEDURES: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request  an 
accounting  of  disclosures  of  his/her 
record,  if  any. 

CONTESTING  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  and  state  the  corrective 
action  sought,  with  supporting 
information  to  show  how  the  record  is 
inaccurate,  incomplete,  untimely,  or 
irrelevant. 

RECORD  SOURCE  CATEGORIES: 

Information  gathered  fiom  individuals 
under  study,  either  patient  or  normal 
subject,  contract  surveys,  hospital 
records,  medical  and  nursing  staff  notes. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVIStONS 
OF  THE  ACT: 

None. 


CATEGORIES  0( 
SYSTEM: 

Civilly  coi 
(1967-1976) 
beneficiariei 
either  the  PI 
Texas,  or  Le 

CATEGORIES  O 

Administi 
treatment  ac 
name  and  at 
demographi 
such  as,  but 
history  info: 
as  well  as  tr 
laboratory  t( 
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09-25-0202 
SYSTEM  name: 

Patient  Records  on  PHS  Beneficiaries 
(1935-1974)  and  Civilly  Committed 
Drug  Abusers  (1967-1976)  Treated  at 
the  PHS  Hospitals  in  Fort  Worth.  Texas, 
or  Uxington.  Kentucky.  HHS/NIH/ 
NIDA. 

SECUftmr  CLASSmCATION: 

N<^ne. 

SYSTEM  location: 

Addiction  Research  Center,  National 

Institute  on  Drug  Abuse.  Francis  Scott 

Key  Medical  Center.  PO  Box  5180. 

Baltimore,  Maryland  21224. 
Federal  Records  Center.  1557  St.  Joseph 

Avenue.  East  Point,  Georgia  30344. 
Washington  National  Records  Center. 

4205  Suitland  Road.  Washington.  DC 

20409. 
National  Business  Activities.  8200 

Preston  Court,  Suite  One,  Jessup, 

Maryland  20794. 

categories  of  momouals  covered  by  the 
system: 

Civilly  committed  narcotic  addicts 
(1967-1976)  and  adult  PHS 
beneficiaries  (1935-1974)  treated  at 
either  the  PHS  hospital  in  Fort  Worth. 
Texas,  or  Lexington,  Kentucky. 

CATEGORIES  Of  RECORDS  IN  THE  SYSTEM: 

Administrative  records,  such  as 
treatment  admission  and  release  dates, 
name  and  address,  and  other 
demographic  data;  medical  records, 
such  as.  but  not  limited  to.  medical 
history  information,  drug  abuse/use  data 
as  well  as  treatment  information,  any 
laboratory  tests,  etc. 

AimtORTTY  FOR  MAINTENANCE  Of  THE  SYSTEM: 

Narcotic  Addict  Rehabilitation  Act  of 
1966,  and  Narcotic  Addict 
Rehabilitation  Amendments  of  1971, 
Titles  I  and  HI  (42  U.S.C.  3411  et  seq. 
and  28  U.S.C.  2901  et  seq.),  and  Pubhc 
Health  Service  Act,  sections  321-326, 
341  (a)  and  (c)  (42  U.S.C.  248-253.  257 
(a)  and  (c)). 

PURf>OSE(S)  OF  THE  SYSTEM: " 

The  records  were  collected  originally 
to  monitor  the  individual's  progress 
while  being  treated  at  either  of  two  PHS 
hospitals  and  to  ensure  continuity  of 
that  care.  These  systems  are  now 
inactive.  The  records  are  used  to 
respond  to  requests  from  subject 
individuals  (or  his/her  designated 
representative)  to  (1)  establish  eligibility 
for  certain  Federal  benefits  for  the 
individual  or  his/her  dependent{s).  and 
(2)  provide  information  to  subsequent 
health  care  providers  at  the  request  of 
the  individual  regarding  medical 


treatment  received  to  ensure  continuity 
of  care. 

ROUTINE  USES  Of  RECORDS  MAMTAMEO  M  THE 
SYSTEM,  INCLUDING  CATEGORIES  Of  USERS  AND 
THE  PURPOSES  Of  SUCH  USFS' 

None. 

POLICIES  AND  PRACTICES  FOR  8T0RWG, 
RETRIEVINQ.  ACCESStNG.  RETAMMQ,  AND 
OtSPOSING  Of  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Rscnrds  at  National  Institute  on  Drug 
Abuse  (NIDA)  are  on  microfilm  and 
contain  only  part  of  the  admission  and 
discharge  information.  The  microfilm  is 
stored  in  a  file  cabinet  in  a  locked  room. 
Records  sent  to  Federal  Records  Center 
are  stored  in  GSA-approved  storage 
containers. 

RETRIEVABILnY: 

The  administrative  records  and 
microfilm  are  filed  by  patient  name.  The 
medical  records  are  filed  either  by 
patient  name  or  by  patient's  hospital 
number  with  a  cross-reference  list  at 
NIDA  matching  number  to  name. 

SAFEGUARDS: 

1.  Authorized  users:  Only  the  System 
Manager  and  designated  staff. 

2.  Physical  safeguards:  The  microfilm 
is  in  a  room  which  has  limited  access, 
or  stored  at  a  security  coded  warehouse. 
The  room  is  located  in  a  building  with 
a  24-hour  security  patrol/television 
surveillance  system.  Sign  in  and  out 
procedures  are  used  at  all  times.  The 
warehouse  has  security  access,  records 
can  only  be  retrieved  by  the  System 
Manager  or  designated  staff  using  a 
confidential  code  number.  The 
warehouse  is  patrolled  on  a  24-hour 
basis  with  television  surveillance. 

3.  Procedural  safeguards:  Only  the 
System  Manager  and  his/her  staff  have 
access  to  the  microfilm  information  and 
have  been  trained  in  accordance  with 
the  Privacy  Act. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual. 

RETENTION  AND  DISPOSAL: 

All  administrative  and  medical 
records  have  been  retired  to  a  Federal 
Records  Center.  The  records  collected 
under  the  Narcotic  Addict 
Rehabilitation  Act  of  1966  will  be 
destroyed  when  they  are  25  years  old. 
which  will  be  in  2001  because  the  last 
patient  was  released  from  treatment  in 
1976.  The  PHS  beneficiaries'  records 
will  be  destroyed  at  the  same  time.  The 
records  will  be  shredded  in  2003  upon 
written  request  from  the  System 
Manager. 


SYSTEM  MANAQEIHS)  AND  ADDRESSES: 

Clinical  Director.  Addiction  Research 
Center.  National  Institute  on  Drug 
Abuse.  Francis  Scott  Key  Medical 
Center.  Box  5180.  Baltimore.  Maryland 
21224. 

NOTmCATMN  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  address 
above.  An  individual  may  learn  if  a 
record  exists  about  himself  or  herself 
upon  written  request  with  a  notarized 
signature.  The  request  should  include,  if 
Vuiown:  Patient  hospital  record  number, 
full  name  or  any  aUas  used,  patient's 
address  during  treatment,  birth  date, 
veteran  status  (if  applicable)  and 
approximate  dates  in  treatment,  and 
Social  Security  Number. 

An  individual  who  requests 
notification  of  a  medical  record  shall,  at 
the  time  the  request  is  made,  designate 
in  writing  a  responsible  representative 
who  will  be  willing  to  review  the  record 
and  inform  the  individual  of  its  content 
at  the  representative's  discretion. 

RECORD  ACCESS  PROCEDURES: 

Same  as  Notification  Procedxires. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

CONTESTING  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above,  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  and  state  the  corrective 
action  sought,  with  supporting 
information  to  show  how  the  record  is 
inaccurate,  incomplete,  untimely,  or 
irrelevant. 

RECORD  SOURCE  CATEGORCS: 

Patients;  patients'  drug  treatment 
program  counselors;  court  records; 
hospital  personnel. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 

09-25-0203 

SYSTEM  NAME: 

National  Institute  on  Drug  Abuse, 
Addiction  Research  Center,  Federal 
Prisoner  and  Non-Prisoner  Research 
Files,  HHS/NIH/NIDA. 

SECURITY  CtASSmCATMN: 

None. 

SYSTEM  LOCATION: 

Addiction  Research  Center,  Francis 
Scott  Key  Medical  Center— Building 
C,  P.O.  Box  5150,  Baltimore, 
Maryland  21224 


•»_j 1    n 
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Maryland  Medical  L^bontotia*.  Inc. 

Pathology  Building.  1901  Silver 

Spring  RoMi.  BeltinMHa.  Maiyland 

21227 
Federal  Records  Center.  1S57  St  Joaeph 

Avenue.  East  Point.  Geoigia  30344- 
Wa^ngton  NaticHial  Records  Center. 

4205  Suitland  Road.  Washington.  DC 

20409 
NOVA,  Ftands  Soott  Key  Medical 

Center— Building  C  4940  Eastern 

Avenue.  Baltimore.  Maryland  21224 
National  Business  Activltiea.  8200 

Preston  Court.  Suite  One.  Jessup. 

Maryland  20794 

CATGOOME*  or  MOMOUALS  COMNEO  •¥  1MK 
SVtTEM: 

Volunteers,  adult  males  (Erom  1068  to 
present),  adult  females  (beginning  in 
1985)  and  adolescents  (ages  13-18. 
Wg<""'»B  ^  ^963)  and  children 
(neonate  to  12  banning  in  1989). 
Clinical  research  profects  conducted  at 
the  Addiction  Research  Center  (ARC). 
This  S3r8tein  also  includes  records  on 
adult  Federal  prisoners  involved  in 
research  projects  at  ARC  when  located 
at  Lexington,  KentucW.  from  1968- 
1976,  and  some  reconM  from  system  09- 
30-0020  to  be  used  for  statistical 
research  only. 

CATnOMES  OF  NEMMM  M  THE  •V»ICM: 

The  categories  of  records  involved  are 
administrative,  medical  and  research 
records. 

AUTNOMTV  fOR  MMNTEMMCE  OF  TNE  rmae 

PuUic  Health  Service  Act.  section 
301(a)  (42  U.S.C  241(a));  sections  341(a) 
and  344(d)  (42  U.S.C  257(a)  and 
260(d)):  sections  503  and  515  (42  U.S.C 
290aa-2  and  290cc).  These  sections 
authorize  the  conduct  of  research  in  all 
areas  of  drug  abuse. 

MnP0CE(8)  OF  THE  tYVmi: 

(1)  To  collect  and  maintain  a  data 
base  for  remarch  activities  at  ARC.  and 
(2)  to  enable  Federal  drug  abuse 
researdMrs  to  evaluate  and  monitor  tlie 
subjects'  health  during  participation  in 
a  research  project.  The  areas  of  research 
include,  but  are  not  limited  to, 
biomedical,  clinical,  behavioral, 
pharmacological,  psychiatric 
psycbosodaL  epioemiological. 
etiologiod.  statistical,  treatment  and 
prevention  of  narcotic  addiction  and 
drug  abuse. 

ROUTME  USES  OF  RECOMOa  MMNTAMEO  M  TME 
SVSraa,  MCLUOMO  CATEQOMES  OF  USERS  AND 
THE  FURFOSES  OF  SUCH  USES: 

1.  The  National  Institute  on  Drug 
Abuse  (NIDA)  uses  a  contractor  to 
recruit  volunteers  and  to  screen  these 
individuals  for  their  acceptability  to 
participate  in  specific  research  projects. 


and  limiu  the  contractor's  access  to  the 

records  to  these  procedures.  NIDA  also 
uses  a  contractor  to  perform  routine 
medical  Mjoratoiy  tests  on  blood  and 
urine  samples.  These  routine  tesU  verify 
that  the  subject  is  in  good  health.  Both 
contractors  disclose  records  from  this 
system  only  to  NIDA  and  are  required 
to  maintain  Privacy  Act  safeguards  with 
respect  to  such  records. 

2.  (a)  PHS  may  inform  the  sexual  and/ 
or  needle-sharing  partner(s)  of  a  subject 
individual  who  is  infiscted  with  the 
human  immunodeficiency  virus  (HIV) 
of  their  exposure  to  HIV,  under  the 
following  drcumstanoes:  (1)  The 
information  has  been  obtained  in  the 
course  of  clinical  activities  at  PHS 
facilities  carried  out  by  PHS  personnel 
or  contractors;  (2)  The  PHS  employee  or 
contractor  has  made  reasonable  efforts 
to  counsel  and  encourage  the  subject 
individual  to  provide  the  information  to 
the  individual  s  sexual  or  needle- 
sharing  partners);  (3)  The  PHS 
employee  or  contractor  determines  that 
the  subject  individual  is  unlikely  to 
provide  the  information  to  the  sexual  or 
needle-sharing  partner(s)  or  that  the 
provision  of  such  information  cannot 
reasonably  be  verified;  and  (4)  The 
notification  of  the  partner(s)  is  made, 
whenever  possible,  by  the  subject 
individual's  physician  or  by  a 
professional  counselor  and  shall  follow 
standard  counseling  practices. 

(b)  PHS  may  disclose  information  to 
State  or  local  public  health  departments, 
to  assist  in  the  notification  of  the  subject 
individual's  sexual  and/or  needle- 
sharing  partnerls).  or  in  the  verification 
that  the  subject  individual  has,  notified 
such  sexual  or  needle-sharing  partnerfs). 

raUOES  AND  FRACTKCS  FOR  STORMO, 

RETRKWO,  ACCESSMO,  RETAMMQ.  AND 
DKMSaM  OF  RECORDS  M 1ME  SVStEM: 

STORAOE: 

Data  may  be  stored  in  file  folders  or 
on  computer  disks  or  magnetic  tapes. 

RETWEVAaurv: 

Administrative  and  medical  records 
are  indexed  and  retrieved  by  the 
subject's  name.  Research  records  are 
indexed  and  retrieved  by  the  subject's 
name  and  an  identification  code. 

SAfCOUARDS: 

1.  Authorized  areas:  Only  authorized 
ARC  staff  (Principal  Invest^tor  and 
his/her  research  team)  are  allowed 
access  to  these  files,  llie  contractor  staff 
has  access  to  the  files  during  the 
recruitment/screening  process. 

2.  Physical  safeguaras:  Files  and  file 
rooms  are  locked  after  business  hours. 
Building  has  electronic  controlled  entry 
at  all  times  with  a  24-hour  gtiard/ 


television  surveillance  system.  The 
computer  terminals  are  in  a  further 
secured  area. 

3.  Procedural  safeguards:  All  users  of 
personal  information  in  ooimedion  with 
the  performance  of  their  jobs  protect 
information  from  unauthorized 
personnel.  Access  codes  to  the  research 
records  are  available  only  to  the 
Principal  Investigator  and  his/her 
research  team.  Access  to  the  records  is 
strictly  limited  to  those  staff  members 
trained  in  accordance  with  the  Privacy 
Act  The  contractor  staff  members  are 
required  to  senire  the  information  in 
accordance  with  the  Privacy  Act  ARC 
Project  Officer  and  contracting  officials 
will  monitor  contractor  compliance. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual;  and  Chapter  6- 
05.  "Risk  Management."  under  Part  8  in 
the  Department's  AW  Systems  Security 

Manual.  ,  .     . 

In  addition,  because  much  of  the  data 
collected  in  these  research  projects  are 
sensitive  and  confidential,  special 
safeguards  have  been  established. 
Certificates  of  confidentiality  have  been 
issued  under  Protection  of  Identity— 
Research  Subjects  Regulations  (42  CFR 
part  2a)  to  those  projects  initiated  since 
February  1980.  This  authorization 
enables  persons  engaged  in  research  on 
mental  health,  including  research  on  the 
use  and  effect  of  psydioactive  drugs,  to 

Krotect  the  privacy  of  research  subjects 
y  withholding  their  names  or  other 
identifying  characteristics  from  all 
persons  not  connected  with  the  conduct 
of  the  research.  Persons  so  authraized 
may  not  be  compelled  in  anv  Federal, 
State,  or  local  dvil,  criminal, 
administrative,  legislative,  or  other 
proceeding  to  identify  such  individuals. 
In  addition,  these  records  are  subject  to 
42  CFR  part  2.  the  Confidentiality  of 
Alcc^ol  and  Drug  Abuse  Patient 
Records  Regulations  (42  CFR  2.58). 
which  state:  "Where  the  content  of 
patient  records  has  bean  disclosed 
pursuant  to  these  regulations  for  the 
purpose  of  conducting  scientific 
research  •  •  •  information  contained 
therein  whidi  would  directly  or 
indirectly  identify  any  patient  may  not 
be  disdoeed  by  the  redpient  thereof 
either  voluntarily  or  in  response  to  any 
legal  process  whether  Fedwal  or  State." 

RETENTION  AND  OOFOSAU 

Records  will  be  disposed  of  in 
accordance  with  the  NIH  Records 
Control  Schedule,  Le..  when  the  records 
are  10  years  old  or  no  longer  required 
for  administrative  or  research  purposes. 
The  records  on  individuals  who  do  not 
qualify  for  a  specific  researdi  proiect  are 
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kept  for  one  year  by  the  contractor  who 
then  destroys  them  by  shredding. 

SYSTEM  MANAQER(S)  ANO  ADDRESS: 

Clinical  Director,  NIDA,  Addiction 
Research  Center,  Francis  Scott  Key 
Medical  Center— Building  C.  P.O.  Box 
5150,  Baltimore,  Maryland  21224. 

NomcATioN  procedure: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  address 
above.  Provide  a  notarized  signature  as 
proof  of  identity.  This  can  be  waived  if 
the  request  is  made  through  official 
federal,  state,  or  local  clianhels.  The 
request  should  include  the  patient's 
register  number  and/or  the  number  of 
years  of  incarceration  (for  prisoner 
sul^ects),  full  name  at  time  of 
participation  in  the  research  project, 
date(s)  of  research  participation,  and 
title  of  research  project  or  name  of  drug 
being  studied.  Aji  individual  who 
requests  notification  of  a  medical  record 
shall,  at  the  time  the  request  is  made, 
designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents  at  the 
representative's  discretion. 

A  parent  or  legal  guardian  who 
requests  notification  of  an  adolescent's 
record  shall  designate  a  family 
physician  or  other  health  professional 
(other  than  a  family  member)  of  the 
Addiction  Research  Center  staff  to 
whom  the  record,  if  any,  will  be  sent. 
The  parent  or  legal  guardian  must  verify 
in  writing  the  relationship  to  the 
adolescent  as  well  as  his/her  own 
identity. 

RECORD  ACCESS  PROCEDURES: 

Same  as  Notification  Procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  that  have 
been  made  of  his/her  records,  if  any. 

CONTESTINQ  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  and  state  the  corrective 
action  sought  tind  reasons  for  requesting 
the  correction,  along  with  supporting 
information  to  show  how  the  record  is 
inaccurate,  incomplete,  untimely,  or 
irrelevant. 

RECORD  SOURCE  CATEQORCS: 

The  individual;  observation*  and 
medical  recordings  (such  as  blood 
pressure,  dosage  of  compound 
administered,  etc.)  made  by  the 
Principal  Investigator  and  his/her 
research  team:  system  of  records 


number  09-30-0020;  drug  treatment 
programs;  Bureau  of  Prisons;  case 
woKers;  psychiatrists;  research 
laboratories;  and  pharmacies  and 
hospitals.  Many  of  these  records  are 
confidential  and  privileged 
commimication  is  guaranteed  tmder 
section  344(d)  of  the  PHS  Act 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISiONS 
OF  THE  ACT: 


None. 
0d-2S-0204 

SYSTEM  NAME: 

Records  of  Contracts  Awarded  to 
Individuals,  HHS/NIH/NIDA,  HHS/NIH/ 
NIAAA,  and  HHS/NIH/NIMH. 

SECURfTY  ClASSIRCATION: 

None. 

SYSTEM  LOCATION: 

National  Institute  on  Drug  Abuse, 
Contracts  Management  Branch,  Room 
10-49,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Maryland 
20857 

National  Institute  on  Alcohol  Abuse  and 
Alcoholism.  Contracts  Management 
Branch.  Room  14C-06.  Parklawn 
Building.  5600  Fishers  Lane, 
Rockville,  Maryland  20857 

National  Institute  of  Mental  Health, 
Contracts  Management  Branch,  ORM, 
Room  7C-18,  Parklawn  Building, 
5600  Fishers  Lane,  Rockville, 
Maryland  20857 

Washington  National  Records  Center, 
4205  Suitland  Road,  Washington,  DC 
20409 

CATEGORIES  OF  WDMOUALS  COVERED  BY  THE 
SYSTEM: 

An  individual  who  receives  a  contract 
as  well  as  individuals  who  apply  or 
compete  for  an  award  but  do  not  receive 
the  award  and  their  consultants. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Curriculum  vitae,  salary  information, 
evaluations  of  proposals  by  contract 
review  committees. 

AUTHORfTY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Public  Health  Service  Act,  sections 
301,  503,  502  and  504  (42  U.S.C.  241, 
290aa-2,  290aa-l,  and  290-aa3). 

PURPOSE(S)  OF  THE  SYSTEM: 

To  document  the  history  of  each 
contract  procurement  action  and  award 
made  within  NIH  to  an  individual.  The 
records  are  also  used  by  contract  review 
committee  members  when  evaluating  a 
proposal  submitted  by  an  individual. 


NOUTME  USES  OF  RECOROa  MAMTAMED  M  TNi 
aVSTEM,  MCLUOMQ  CATEQONKS  OF  USERS  ANO 
THE  PURPOSES  OF  SUCH  USES: 

1.  Disclosure  may  be  made  to  a 
congressional  office  firom  the  record  of 
an  individual  in  response  to  a  verified 
inquiry  from  the  congressional  office 
made  at  the  written  request  of  that 
individual. 

2.  The  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
information  from  this  system  of  records 
to  the  Department  of  Justice,  or  to  a 
court  or  other  tribunal,  when  (a)  HHS, 
or  any  component  thereof;  or  (b)  any 
HHS  employee  in  his  or  her  official 
capacity;  or  (c)  any  HHS  employee  in 
his  or  her  individual  capacity  where  the 
Department  of  Justice  (or  HHS,  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  an  interest  in  such  litigation,  and 
HHS  determines  that  the  use  of  such 
records  by  the  Department  of  Justice,  the 
court  or  other  tribunal  is  relevant  and 
necessary  to  the  litigation  and  would 
help  in  the  effective  representation  of 
the  governmental  party,  provided 
however,  that  in  each  case,  HHS 
determines  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 

3.  A  record  from  this  system  may  be 
disclosed  to  the  following  entities  in 
order  to  help  collect  a  debt  owed  the 
United  States:  (a)  To  another  Federal 
agency  so  that  agency  can  effect  a  salary 
offset;  (b)  to  another  Federal  agency  so 
that  agency  can  effect  an  administrative 
o^et  under  common  law  or  under  31 
U.S.C  3716  (withholding  from  money 
payable  to,  or  held  on  bwalf  of,  the 
individual);  (c)  to  the  Treasury 
Department  to  request  his/her  mailing  " 
address  under  I.R.C.  6103(m)(2)  in  order 
to  locate  him/her  or  in  order  to  have  a 
credit  report  prepared;  (d)  to  agents  of 
the  Department  and  to  other  third 
parties  to  help  locate  him/her  in  order 
to  help  collect  or  compromise  a  debt;  (e) 
to  debt  collection  agents  imder  31 
U.S.C.  3718  or  imder  common  law  to 
help  collect  a  debt;  and  (f)  to  the  Justice 
Department  for  litigation  or  further 
administrative  action.  Disclosure  under 
part  (d)  of  this  routine  use  is  Umited  to 
the  individual's  name,  address.  Social 
Security  number,  and  other  information 
necessary  to  identify  him/her. 
Disclosure  under  parts  (a)-(c)  and  (e)  is 
Umited  to  those  items;  the  amoimt, 
status,  and  history  of  the  claim;  and  the 
agency  or  program  tmder  which  the 
claim  arose.  An  address  obtained  from 
IRS  may  be  disclosed  to  a  credit 
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reporting  agmicy  under  part  (d)  only  for 

purposes  of  preparing  a  commercial 
credit  report  on  the  individual.  Part  (a) 
applies  to  clulms  or  debts  arising  or 
payable  tmder  the  Social  Security  Act  if 
and  only  if  the  employee  consents  in 
writing  to  the  of!set 

4.  Nm  may  diadoae  information  from 
its  records  in  this  system  to  consumer 
reporting  agencies  in  order  to  obtain 
credit  reports  to  verily  credit  worthiness 
of  contract  applicants.  Permissible 
disclosures  include  name,  address, 
Social  Security  number  or  other 
information  necessary  to  identify  the 
individual:  the  funding  being  sought: 
and  the  program  for  which  the 
information  is  being  obtained. 

5.  When  a  debt  becomes  partly  or 
wholly  uncollectible,  either  because  the 
time  period  for  collection  under  the 
statute  of  limitations  has  e:q)ired  or 
because  the  Government  agrees  with  the 
individual  to  forgive  or  compromise  the 
debt,  a  ncard  from  this  system  of 
records  may  be  disclosed  to  the  Internal 
Revenue  Service  to  report  the  written- 
off  amount  as  taxable  Income  to  the 
individual. 

6.  A  record  from  this  system  may  be 
disclosed  to  another  Federal  agency  that 
has  asked  the  Department  to  effect  an 
administrative  offset  under  common  law 
or  under  31  U.S.C  3716  to  help  collect 

a  debt  owed  the  United  States. 
Disclosure  under  this  routine  use  is 
limited  to;  name,  address.  Social 
Security  number,  and  other  information 
necessary  to  identify  the  individual, 
information  about  the  money  payable  to 
or  held  for  the  individual,  and  other 
information  concerning  the 
administrative  oEbet 

7.  NIH  may  disclose  from  this  system 
of  records  to  the  Department  of 
Treasury.  Internal  Revenue  Service 
{TRSy.  (1)  A  delinquent  debtor's  name, 
address.  Social  Security  number,  and 
other  information  necessary  to  identify 
the  debtor;  (2)  the  amount  of  the  debt: 
and  (3)  the  program  under  whidi  the 
debt  arose,  so  that  IRS  can  offset  against 
the  debt  any  income  tax  refunds  which 
may  be  due  to  the  debtor. 

tNSCLOSUHESTO 


Dischsiires  ptasuant  to  5  U.S.C 
522a(b)(12).  ENsclosures  may  be  made 
from  this  system  to  "consumer  reporting 
agencies"  as  defined  in  the  Fair  Qedit 
Importing  Act  (15  U.S.C  1681  (F))  or  the 
Federal  Claims  Collection  Act  of  1966 
(31  U.S.C  3701(aX3)).  The  purpose  of 
such  disclosures  is  to  provide  an 
incentive  for  debtors  to  repay 
delinquent  Federal  Government  debts 
by  making  these  debu  part  of  their 
credit  records.  Infonnation  discloeed 


will  be  limited  to  name.  Social  Security 
number,  address,  other  infonnation 
necessary  to  establish  the  identity  of  the 
individual,  and  amount,  status,  and 
history  of  the  claim,  and  the  agency  or 
progfam  under  wliich  the  claim  arose. 
Such  disclosures  will  be  made  only  afler 
the  procedural  requirements  of  31 
U.S.C.  3711(0  have  been  met. 

POUCIES  AND  PRACTICES  FOR  STORMO. 
RETMEVINa,  ACCCSSINQ,  HCTAININO.  AND 
DISK>S«4G  OF  RCCOROS  IN  TME  SYSTEM: 

STORAQE: 

Documents  filed  in  folders  in 
enclosed  and/or  locked  file  cabinets. 

RETRCVABUTV: 

By  contract  number  and  cross  indexed 
by  individual's  name. 

SAFEGUARDS: 

1.  Authorized  users:  Federal  contract 
and  support  personnel.  Federal  contract 
review  staff  and  outside  consultants 
acting  as  peer  reviewera  of  the  project. 

2.  Physical  safeguards:  All  folders  are 
in  file  cabinets  in  a  room  that  is  locked 
after  business  hours  in  a  building  with 
controlled  entry  (picture  identification). 
Files  are  withdrawn  fiom  cabinet  for 
Federal  staff  who  have  a  need  to  know 
by  a  sign  in  and  out  procedure. 

3.  Procedural  safeguards:  Access  to 
records  is  strictly  limited  to  those  staff 
members  trained  in  accordance  with  the 
Privacy  Act. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual. 

RETEMTION  AND  disposal: 

Records  are  retired  to  a  Federal 
Records  Center  and  subsequently 
disposed  of  in  accordance  with  the  NIH 
Records  Control  Schedule.  The  records 
control  schedule  and  disposal  standard 
for  these  records  may  be  obtained  by 
writing  the  System  Manager  at  the 
address  below. 

SYSTEM  MANAOER(S)  AND  ADDRESSES: 

National  Institute  on  Drug  Abuse.  Chief, 
Contracts  Management  Branch, 
OPRM.  Room  10-49.  Parklawn 
Building,  5600  Fishere  Lane. 
Rockville.  Maryland  20857 

National  Institute  on  Alcohol  Abuse  and 
AlcohoUsm.  Chief,  Contracts 
Management  Branch,  Room  14C-06. 
Parklawn  Building.  5600  Fishers 
Lane.  Rockville.  Maryland  20857 

National  Institute  of  Mental  Health. 
Chief.  Contracts  Management  Branch. 
Room  70-18.  Parklawn  Building. 
5600  Fishers  Lane.  Rockville. 
Maryland  20857 


MOmCATlON  pnocsoure: 
To  determine  if  a  record  exists,  write 

to  the  appropriate  System  Manager  at 
the  address  above.  An  individual  may 
learn  if  a  record  exists  about  himself^ 
herself  upon  vmtten  request  with 
notarized  signature.  The  request  should 
include,  if  luiown,  contractor's  name, 
contract  number,  and  approximate  data 
contract  was  awarded.  Aji  individual 
may  also  request  accounting  of 
disclosures  that  have  been  made  of  his/ 
her  record,  if  any. 

record  ACCESS  PROCEDURES: 

Same  as  notification  procedures. 
Requesters  should  reasonably  specify 
the  record  contents  being  sought  An 
individual  may  also  request  an 
accounting  of  disclosxires  of  his/her 
record,  if  any. 

CONTESHNO  RttORO  PROCEOIMES: 

Contact  the  official  at  the  address 
specified  under  notification  procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  the  corrective  action  sought, 
along  with  supporting  information  to 
show  how  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant. 

R6C0RD  SOURCE  CATEGORIES: 

Contract  proposals  and  supporting 
contract  documents,  contract  review 
committees,  site  visitors. 

SYSTEMS  EXEMPTED  FROM  CERTAM  PROVISIONS 

oftneact: 

None. 

09-2S-020S 
SYSTEM  NAME: 

Alcohol,  Drug  Abuse,  and  Mental 
Health  Epidemiologic  and  Biometric 
Research  Data,  HHS/NIH/NIAAA.  HHS/ 
NIH/NIDA  and  HHS/NIH/NIMH. 

SECURTTY  classification: 

None. 

SYSTEM  location: 

Records  are  located  at  the  research 
facilities  which  collect  or  provide 
research  data  for  this  system  under 
contract  to  the  agency.  Contractors  may 
include,  but  are  not  limited  to,  research 
centere.  clinics,  hospitals,  universities, 
research  fotmdations,  national 
associations,  and  coordinating  centers. 
Records  may  also  be  located  at  the 
research  facilities  of  the  National 
Institute  on  Alct^ol  Abuse  and 
Alcoholism  (NL\AA),  the  National 
Institute  on  Drug  Abuse  (NIDA);  and  the 
National  Institute  of  Mental  Health 
(NIMH).  A  current  list  of  sites  is 
available  by  writing  to  the  appropriate 
System  Manager  at  the  address  below. 


CATEOORKSOf 
SYSTEM: 

Individual 
research  in  8 
methodologi 
studies  and: 
and  alcohol  < 
mental,  alcol 
disorders.  TI 
selected  as  n 
adult  and/or 
special  grou] 
but  are  not  Ij 
individuals  i 
referred  for  ( 
health,  and  i 
related  treati 


groups  expo 
such  as  relat 
have  experie 
alcohol,  and 
life  stresses, 
mental,  alcd 
related  illnei 

CATEOORKSOI 

The  syster 
individual  a: 
research  stu( 
are  not  limit 
health/ment 
drug  consun 
individual;  < 
security  nun 
present  life  i 
characteristi 
utilization  o 
alcohol,  and 
family  histoi 
and  charactc 
health/ment 
and/or  drug 

AUTHORfTYFOr 

Public  Hei 
301  and  405 
General  Resi 
Authorities) 
sections  301 
A  and  B  (42 
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CATEOOIMES  OF  MOMOUALS  COVEflEO  BY  IME 

system: 

Individuals  who  are  the  subjects  of 
research  in  epidemiologic  clinical, 
methodologic.  and  longitudinal  research 
studies  and  surveys  of  mental  health 
and  alcohol  and  drug  use/abuse  and 
mental,  alcohol,  and/or  drug  abuse 
disorders.  These  individuals  are 
selected  as  representative  of  the  general 
adult  and/or  child  population  or  of 
special  groups.  Special  groups  include, 
but  are  not  limited  to,  normal 
individuals  serving  as  controls;  clients 
referred  for  or  receiving  medical,  mental 
health,  and  alcohol  and/or  drug  abuse 
related  treatment  and  prevention 
services;  providers  of  services; 
demographic  sub-groups  as  applicable, 
such  as  age,  sex,  ethnicity,  race, 
occupation,  geographic  location;  and 
groups  exposed  to  hypothesized  risks, 
such  as  relatives  of  individuals  who 
have  experienced  mental  health  and/or 
alcohol,  and/or  drug  abuse  disorders, 
life  stresses,  or  have  previous  history  of 
mental,  alcohol,  and/ or  drug  abuse 
related  illness. 

CATEOOMES  OF  RECORDS  M  THE  SYSTEM: 

The  system  contains  data  about  the 
individual  as  relevant  to  a  particular 
research  study.  Examples  include,  but 
are  not  limited  to,  items  about  the 
health/mental  health  and/or  alcohol  or 
drug  consumption  patterns  of  the 
individual;  demographic  data;  social 
security  numbers  (voluntary);  past  and 
present  life  experiences;  personality 
characteristics;  social  functioning; 
utilization  of  health/mental  health, 
alcohol,  and/or  drug  abuse  services; 
family  history;  physiological  measures: 
and  diaracteristics  and  activities  of 
health/mental  health;  alcohol  abuse, 
and/or  drug  abuse  care  providers. 

AUTHOfVTY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Public  Health  Service  Act,  sections 
301  and  405  (42  U.S.C.  241.  and  284. 
General  Research  and  Investigation 
Authorities);  Public  Health  Service  Act, 
sections  301,  302,  303  and  title  V,  parts 
A  and  B  (42  U.S.C.  241,  242,  242(a)). 

PURPOSE(S)  OF  THE  SYSTEM: 

The  purpose  of  the  system  of  records 
is  to  collect  and  maintain  databases  for 
research  activities.  Analyses  of  these 
data  involve  groups  of  individuals  with 
given  characteristics  and  do  not  refer  to 
special  individuals.  The  generation  of 
information  and  statistical  analyses  will 
ultimately  lead  to  a  better  description 
and  understanding  of  mental,  alcohol, 
and/or  drug  abuse  disorders,  their 
diagnosis,  treatment  and  prevention, 
and  the  promotion  of  good  physical  and 
mental  health. 


ROUTME  USES  OF  RECOROS  MAMTAMEO  M  TNC 
SYSTEM.  MCUnHQ  CATEOOOKS  OF  USERS  AND 
THE  FURFOSCS  OF  SUCH  USES: 

1.  A  ncard  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(a)  As  determioed  that  the  use  or 
disclosure  does  not  violate  legal  or 
pohcy  limitations  imder  which  the 
record  was  provided,  collected,  or 
obtained;  e.g..  disclosiu«  of  alcohol  or 
drug  abuse  patient  records  will  be  made 
only  in  accordance  with  the  restrictions 
of  confidentiality  statutes  and 
regulations  42  U.S.C.  290  (dd-3).  42 
U.S.C.  241  and  405, 42  CFR  part  2,  and 
where  applicable,  no  disclosures  will  be 
made  inconsistent  with  an  authorization 
of  conHdentiality  under  42  U.S.C  242a 
and  42  CFR  part  2a:  (b)  as  determined 
that  the  research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (c)  has  required  the  recipient  to^ 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  and  (2)  remove  or  destroy 
the  information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  imless 
the  recipimt  has  presented  adequate 
justification  of  a  research  ot  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except — (A)  in 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (B) 
for  use  in  another  research  project, 
under  these  same  conditions,  and  with 
written  authorization  of  the  Department, 
(C)  for  disclosure  to  a  properly 
identified  person  for  the  purpose  of  an 
audit  related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportimity 
consistent  with  the  purpose  of  the  audit, 
or  (D)  when  required  by  law;  and  (d)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by,  these 
provisions. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  a  verified 
inquiry  fi-om  a  congressional  office 
made  at  the  written  request  of  that 
individual. 

3.  In  the  event  of  litigation,  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 
her  official  capacity;  (b)  the  United 
States  where  the  Department  determines 


that  the  claim,  if  suoceesful.  is  likely  to 
directly  afiiect  the  operati<ms  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee:  the 
Department  may  disclose  such  records 
as  it  deems  desirable  or  necessary  to  the 
Department  of  Justice  to  enable  that 
Department  to  present  an  eSactive 
defense,  provided  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected  (e.g.. 
disclosure  may  be  made  to  the 
Department  of  Justice  or  other 
appropriate  Federal  agencies  in 
defending  claims  against  the  United 
States  when  the  claim  is  based  upon  an 
individual'^s  mental  or  physical 
condition  and  is  alleged  to  have  arisen 
becauise  of  the  individual's  participation 
in  activities  of  a  Federal  Government 
supported  research  project). 

4.  The  Department  contemplates  that 
it  wiU  contract  with  a  private  firm  for 
the  purpose  of  collecting,  analyzing, 
aggregating,  or  otherwise  refining 
records  in  this  system.  Relevant  records 
will  be  disclosed  to  siich  contractor.  The 
contractor  shall  be  required  to  maintain 
Privacy  Act  safi^uards  with  respect  to 
such  records. 

POUOES  AND  FNACnCtS  FDR  STDRaM* 
RETRKVMO,  ACCESSMQ,  RETA— »Q>  AND 
DtSPOSMG  OF  RECOROS  M  THE  system: 

STORAGE: 

Records  may  be  stored  on  index  cards, 
file  folders,  computer  tapes  and  disks, 
microfiche,  microfilm,  and  audio  and 
video  tapes.  Normally,  the  fectual  data, 
with  study  code  numbera,  are  stored  on 
computer  tape  or  disk,  while  the  key  to 
personal  identifiere  is  stored  separately, 
without  factual  data,  in  paper  files. 

RETRtEVABRJTY: 

During  data  collection  stages  and 
foUowup,  if  any.  retrieval  by  personal 
identifier  (e.g.,  name,  social  security 
number)  (in  some  studies),  or  medical 
record  number,  is  necessary.  During  the 
data  analysis  stage,  data  are  normally 
retrieved  by  the  variables  of  interest 
(e.g.,  diagnosis,  age,  occupation). 

SAFEGUARDS: 

1.  Authorized  users:  Access  to 
identifiers  and  to  link  files  is  strictly 
limited  to  the  authorized  personnel 
whose  duties  require  such  access. 
Procedures  for  detemining  authorized 
access  to  identified  data  are  established 
as  appropriate  for  each  location. 
Personnel,  including  contractor 
personnel,  who  may  be  so  authorized 
include  those  directly  involved  in  data 
collection  and  in  the  design  of  research 
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studies.  e.g..  interviewers  and 
interviewer  supervisors:  project 
managers;  statisticians  involved  in 
designing  sampling  plans. 

2.  Physical  safeguards:  Records  are 
stored  in  locked  rooms,  locked  file 
cabinets,  and/or  secured  computer 
facilities.  Personal  identifiers  and  link 
files  are  separated  as  much  as  possible 
and  stored  in  locked  files.  Computer 
data  access  is  limited  through  the  use  of 
key  words  known  only  to  authorized 
personnel. 

3.  Procedural  safeguards:  Collection 
and  maintenance  of  data  is  consistent 
with  legislation  and  regulations  in  the 
protection  of  human  subjects,  informed 
consent,  confidentiality,  and 
confidentiality  specific  to  drug  and 
alcohol  abuse  patients  where  these 
apply.  When  an  Institute  Division  or  a 
contractor  provides  anonymous  data  to 
research  scientists  for  analysis,  study 
numbers  which  can  be  matched  to 
personal  identifiers  will  be  eliminated, 
scrambled,  or  replaced  by  the  agency  or 
contractor  with  random  numbers  which 
cannot  be  matched.  Contractors  who 
maintain  records  in  this  system  are 
instructed  to  make  no  furUier  disclosure 
of  the  records.  Privacy  Act  requirements 
are  specifically  included  in  contracts  for 
survey  and  research  activities  related  to 
this  system.  The  HHS  project  directors, 
contract  officers,  and  project  officers 
oversee  compliance  with  these 
requirements. 

4.  Implementation  guidelines:  DHHS 
Chapter  45 — and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual  and  Part  6, 
"ADP  System  Security"  of  the  HHS  ADP 
Systems  Security  Manual. 

KTENTION  AND  nSPOSAL: 

Personal  identifiers  are  retained  only 
as  long  as  they  are  needed  for  the 
purposes  of  the  current  research  project, 
and  for  foUowup  studies  generated  by 
the  present  study.  Removal  or  disposal 
of  identifiers  is  done  according  to  the 
storage  medium  (e.g..  erase  computer 
tape,  shred  or  bum  index  cards,  etc.).  A 
staff  person  designated  by  the  System 
Manager  will  oversee  and  will  describe 
and  confirm  the  disposal  in  writing. 

SYSTEM  MANAOEN(S)  AND  AOOflESSES: 

Director.  Division  of  Epidemiology  and 
Services  Research.  National  Institute 
of  Mental  Health.  Room  10-105. 
Paridawn  Building.  5600  Fishers 
Lane.  Rockville.  Maryland  20857 

Director.  Division  of  Clinical  and 
Treatment  Researdi.  National 
Institute  of  Mental  Health,  Room  18C- 
28,  Parklawn  Building.  5600  Fishers 
Lane.  Rockville,  Maryland  20857 


Director.  Division  of  Neurosdence  and 
Behavioral  Research,  National 
Institute  of  Mental  Health.  Room  11- 
103.  Parklawn  Building.  5600  Fishers 
Lane.  Rockville.  Maryland  20857 
Director,  Office  of  AIDS  Programs, 
National  Institute  of  Mental  Health. 
Room  15-99,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville.  Maryland 
20857 
Director,  Division  of  Biometry  and 
Epidemiology,  National  Institute  on 
Alcohol  Abuse  and  Alcoholism.  Room 
14C-26.  Parklawn  Building.  5600 
Fishers  Lane,  Rockville,  Maryland 
20857 
Director,  Division  of  Clinical  and 
Prevention  Research,  National 
Institute  on  Alcohol  Abuse  and 
Alcoholism.  Room  14C-10,  Parklawn 
Building,  5600  Fishers  Lane. 
Rockville.  Maryland  20857 
Director,  Division  of  Clinical  Research. 
National  Institute  on  Drug  Abuse, 
Room  lOA-38,  Parklawn  Building, 
5600  Fishers  Lane,  Rockville, 
Maryland  20857 
Director,  Division  of  Epidemiology  and 
Prevention  Research,  National 
Institute  on  Drug  Abuse,  Room  9A- 
55.  Parklawn  Building,  5600  Fishers 
Lane,  Rockville.  Maryland  20857 
Director.  Medications  Development 
Division,  National  Institute  on  Drug 
Abuse,  Room  llA-55,  Parklawn 
Building,  5600  Fishers  Lane, 
Rockville.  MD  20857 

NomcA-noN  procedure: 

To  determine  If  a  record  exists,  write 
to  the  appropriate  System  Manager  at 
the  address  above.  Provide  individual's 
name;  current  address;  date  of  birth; 
date,  place  and  nature  of  participation 
in  specific  research  study;  name  of 
individual  or  organization 
administering  the  research  study  (if 
known):  name  or  description  of  the 
research  study  (if  known);  address  at  the 
time  of  participation:  and  a  notarized 
statement  by  two  witnesses  attesting  to 
the  individual's  identity. 


RECORD  ACCESS  PROCEDURE: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

An  individual  who  requests 
notification  of,  or  access  to.  a  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents  at  the 
representative's  discretion. 

A  parent  or  guardian  who  requests 
notification  of,  or  access  to,  a  child's  or 


incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any.  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  child  or 
incompetent  person  as  well  as  his  or  her 
own  identity. 

CONTESTINQ  RECORD  PROCEDURE: 

Contact  the  appropriate  official  at  the 
address  specified  under  System 
Manager(s)  above  and  reasonably 
identify  the  record,  specify  the 
information  being  contested,  and  state 
corrective  action  sought,  with 
supporting  information  to  show  how  the 
record  is  inaccurate,  incomplete, 
untimely,  or  irrelevant. 

RECORD  SOURCE  CATEGORIES: 

The  system  contains  information 
obtained  directly  tram  the  subject 
individual  by  interview  (face-to-face  or 
telephone),  by  written  questionnaire,  or 
by  other  tests,  recording  devices  or 
observations,  consistent  with  legislation 
and  regulation  regarding  informed 
consent  and  protection  of  human 
subjects.  Information  is  also  obtained 
from  other  sources,  such  as  health, 
mental  health,  alcohol,  and/or  drug 
abuse  care  providers;  relatives: 
guardians:  and  clinical  medical  research 
records. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OFTNEACT: 

None. 
09-25-0206 
SYSTEM  name: 

Psychotherapy  of  Opiate-Dependent 
Individual.  HHS/NIH/NIDA. 

SECURfTY  CLASSIRCATKM: 

None. 

SYSTEM  L0CA1K>N: 

Drug  Dependence  Treatment  and 
Research  Center,  Philadelphia 
Veterans  Administration  Hospital 
(116D),  University  of  Pennsylvania, 
39th  Street  and  Woodland  Avenue, 
Philadelphia,  Pennsylvania  19104. 


CATEGORIES  Of  INOIVIOUALS  COVERED  BY  TXE 

system: 

Research  subjects  are  adult  clients 
admitted  to  a  participating  drug  abuse 
treatment  program  of  psychotherapy 
and  drug  counseling  offered  by  and 
located  in  the  Philadelphia  Veterans 
Administration  Hospital,  between 
September  30. 1977.  and  September  29, 
1981. 

cateoor«s  op  records  m  t>«  system: 

Name  and  address  of  study  subjects 
and  their  responses  »o  interview 
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instrnments  and  tests  in  the  following 
areas:  Sociodemographic  characteristics; 
and  psychiatric  diagnosis;  symptom, 
sodd  functioning,  and  personality 
measures.  Information  on  the  drug 
abuse  treatment  and  psychotherapy 
provided,  including  audiotapes  of 
therapy  sessions  and  therapists' 
evaluations,  are  also  included. 

AUTHORITY  FOU  MAWTEKAHCS  Of  THE  SYSTEM: 

Drug  Abuse  Prevention,  Treatment 
and  Rehabilitation  Act  (1972),  section 
410  (21  U.S.C.  1177);  PubUc  Health  Act, 
sections  301  and  405  (42  U.S.C.  241  and 
284). 

PURPOSE(S)  Of  THE  SYSTEM: 

The  system  was  created  to  provide  a 
data  base  to  be  used  by  NIDA  for 
research  leading  to  a  better  knowledge 
and  understanding  of  the  psychiatric 
status  of  opiate-dependent  individuals 
and  to  determine  the  efficacy  of 
psydiotherapy  as  part  of  a  treatment 
program  for  such  individuals.  We  do  not 
anticipate  any  disclosure  of  individually 
identifiable  information  to  other  persons 
or  organizations  within  the  Department 
of  Health  and  Human  Services.  Should 
a  request  for  disclosure  occur  within  the 
Department,  such  as  provided  by 
section  3(b)  of  the  Privacy  Act, 
disclosure  would  not  be  permitted 
except  in  accordance  with 
confidentiality  regulations. 

ROUTME  USES  Of  RECORDS  MAINTAINED  M  TNi 
SYSTEM,  mCUIOMa  CATEGORIES  Of  USERS  ANO 
THE  PURPOSES  Of  SUCH  USES: 

1.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(a)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
policy  limitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (b)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (c)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  imauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
inforination  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except:  (A)  In 
emergency  circumstances  amcting  the 


health  or  safety  of  any  individual,  (B) 
for  use  in  another  research  project, 
under  these  same  conditions,  and  with 
written  authorization  of  the  Department, 
(C)  for  disclosure  to  a  properly 
identified  person  for  (he  purpose  of  an 
audit  related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (D)  when  required  by  law. 

fOUOES  ANO  PRACTKES  FOR  STORMO, 
RETRIEVINO,  ACCESSMO,  RETAINmO,  ANO 
OISPOSMO  Of  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Records  are  maintained  on  interview 
forms,  audiotapes,  keypunch  cards, 
magnetic  tapes,  and  disks. 

RETRIEVABIUTY: 

Research  records  and  locational 
information  for  followup  are  maintained 
in  numerical  order  by  assigned  client 
number.  A  list  is  also  maintained  by 
name  and  assigned  client  number  for 
cross  reference. 

SAfEGUAROS: 

1.  Authorized  users:  Federal  Project 
Officer  and  contract  staff  designated  on 
the  negotiated  contract  to  work  as  part 
of  the  contract  staff.  These  persons 
could  be,  but  not  limited  to,  Project 
Director,  and  his/her  assistants  and 
secretary.  All  contract  staff  are  required 
to  maintain  all  Privacy  Act  safeguards 
requirements. 

2.  Physical  safeguards:  Records  are 
stored  in  files  that  are  locked  in  a  room 
that  is  locked  after  hours.  The  building 
has  controlled  entry  (i.e.,  picture 
identification  and/or  sign  in  and  out 
procedures).  The  computerized 
information  is  password  protected. 

3.  Procedural  safeguards:  An 
authorization  under  section  303(a)  of 

"  the  Public  Health  Service  Act  as 
amended  (42  U.S.C.  242a(a), 
implemented  by  confidentiality 
regulations  (42  CFR  part  2a),  has  been 
issued  to  the  contractor  to  assure  that 
the  contractor  may  not  be  compelled  in 
any  legal  proceeding  to  identify  the 
research  subjects.  In  addition,  these 
records  are  subject  to  the  protective 
restrictions  of  the  Confidentiality  of 
Alcohol  and  Drug  Abuse  Patient 
Records  Regulations  (42  CFR  2.56). 
Project  documentation,  including 
cross-reference  list,  completed  interview 
forms,  audiotapes,  and  computerized 
data  files,  is  maintained  under  strict 
controls  in  a  sec\ure  room  at  the 
contractors'  facilities  to  ensure  data 
integrity  and  confidentiality.  The  list, 
interview  forms  and  audiotapes  are 
stored  in  a  locked  and  secure  work 


space  imtil  data  is  entered  on  magnetic 
media  and  verified.  The  forms  and 
cross-reference  list  are  destroyed  by 
burning  or  shredding,  and  audiotapes 
are  erased  when  the  connection  to  the 
individual  is  no  longer  necessary  in  the 
analysis  of  the  data.  The  original 
analysis  has  been  completed,  but 
reanalyses  are  done  periodically  and  are 
expected  to  be  completed  in 
approximately  5  years  (1997).  After 
study  source  documents  are  disposed  of, 
no  connection  can  be  made  between 
computer  file  data  and  the  individual. 
Magnetic  tapes  and  disks  are  kept  in  a 
vault  area.  During  all  stages  of 
processing  and  storage,  senior  project 
personnel  control  access  to  and  removal 
and  replacement  of  all  documents  from 
specified  working  and  storage  areas. 
Access  is  permitted  only  upon  the 
written  authority  of  the  Principal 
Investigator  or  Co-Principal 
Investigators.  The  contractor  has 
developed  an  extensive  computer 
facilities  security  system  which  is  used 
by  programmers  to  protect  computer 
account  codes  and  data  from  access  by 
imauthorized  users. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual,  and  Part  6, 
"ADP  System  Security"  in  the  HHS 
ADP  Systems  Security  Manual. 

RETENTION  ANO  DISPOSAL: 

After  reanalysis  of  the  data  is 
completed  (which  is  anticipated  to  be 
no  more  than  5  years  from  current  time 
(1992),  the  NIDA  project  officer  will 
authorize,  in  writing,  the  destruction  of 
the  personal  identifiers  and  source 
documents  imless  the  information  is 
needed  for  research  purposes. 

SYSTEM  MANAQER(S)  ANO  ADDRESS: 

Branch  Chief,  Treatment  Research 
Branch,  Division  of  Clinical  Research. 
National  Institute  on  Drug  Abuse, 
Room  lOA-30,  Parklawn  Building, 
5600  Fishers  Lane,  Rockville. 
Maryland  20857 

NonRCATWN  procedure: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  address 
above.  An  individual  may  learn  if  a 
record  exists  about  himself  or  herself 
upon  written  request  with  notarized 
signature.  The  request  should  include,  if 
known:  Name  of  the  researcher,  name  of 
the  study,  location  of  the  research  site, 
approximate  date  of  data  collection,  any 
alias  used  by  individual,  and  assigned 
client  number. 

An  individual  who  requests 
notification  of,  or  access  to,  a  medical 
record,  shall,  at  the  time  the  request  is 
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tn^A>,  dasigoate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inforaa  the  subiect 
individual  of  its  contents  at  the 
representative's  disctetion. 


Same  as  Notification  Procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

coNTESTaM  wcono  mocaMMca: 

Contact  the  official  at  the  address 
specified  imder  Notification  Procedures 
above  and  reesonably  identify  the 
record,  specify  the  information  being 
contested,  and  state  the  corrective 
action  sou^t,  with  supporting 
infomiatkn  to  show  how  the  record  is 
inaccunte.  incomplete,  untimely,  or 
irrelevant. 

RKOfW  SOURCE  CATEOOMEt: 

Research  subfects,  drug  treatment 
programs,  clinical  evaluators, 
counselors,  psychiatrists, 
psychotherapists,  family  members, 
roseaich  assistants,  pharmacies, 
hospitals. 

svttemi  exeivteo  mom  c8vtmh  ^rovwons 
OFTMEACT: 

None. 

O0-2S-O2O7 

*V«TEMNAME: 

Subject-Participants  in 
Pharmacokinetic  Studies  on  Drugs  of 
Abuse.  HHS/NIH/NIDA. 

SECUMTY  CLASanCATKM: 

None. 

•V3TEM  LOCAHON: 

Department  of  Psychiatry.  School  of 
Medicine.  University  of  North 
Carolina.  Chapel  HiU.  North  Carolina 
27514 

Researdi  Triangle  Institute.  Life 
Sciences  Division.  Research  Triangle 
Park,  North  Carolina  27154 

University  of  California.  San  Francisco, 
Langley  Porter  Psychiatric  Institute, 
San  Francisco.  California  94143 

CATEQOMES  OF  MOMOUALS  COVENEO  BY  TME 
SYSTEM: 

Normal,  healthy  adults  who 
voluntarily  participate  in  studies  on  the 
pharmacokinetics  of  dr\igs  of  abuse,  at 
the  University  of  North  Carolina,  during 
the  period  November  1979  throng 
September  1984,  and  at  the  Research 
Triangle  Institute  and  Langley  Porter 
Psychiatric  Institute,  during  the  period 
September  1987  through  September 
1993. 


CATiOOMES  OF  RECOmS  M 1W  SVSIEM: 

Research  records  on  each  sub|ect- 
participant  contain  the  following 
inforautioa:  Nana:  clinician's  records 
including  OMklical  history,  laboratory 
test  resuUs,  physical  examinations, 
psychological  profile,  and  drug  use 
profile:  dinig  study  data  including 
records  of  drugs  administered. 
exposures  to  radioactivity,  and  drug 
reections;  and  date  of  study  in  whidi 
the  subject  participated. 

AUTNOMTV  FOR  MAaHENANCE  OF  THE  SYSTEM: 

Public  Heahh  Service  Act.  sections 
301(a).  503  and  405  (42  U.S.C.  241  and 
284). 

FUWFOaC(l)  OF  TWE  SYSTEM: 

The  primary  purpose  of  this  system  is 
to  support  research  on  the 
pharmacokinetics  of  drugs  of  abusa  The 
term  "pharmacokinetics"  refers  to  the 
manner  in  which  the  human  body 
processes  a  drug. 

The  clinical  investigator  used  data  of 
a  medical  nature  that  is  contained  in  the 
system  to  make  determinations 
regarding  drug  dosages  and/or 
radiochemical  exposures  appropriate  to 
the  individual  human  subject- 
participants,  in  order  to  preserve  and 
protect  the  health  of  each.  The  system 
also  provides  baseline  data  for  studying 
the  drug  effects. 

The  Food  and  Drug  Administration 
(FDA)  also  may  use  the  reowds  in 
routine  inspections  FDA  conducts  in 
accordance  with  its  responsibilities  to 
develop  standards  on  the  composition, 
quality,  safety,  and  efficacy  of  drugs 
administered  to  humaits,  and  to  monitor 
experimental  usage  of  drugs. 

ROUTSC  uses  OF  aeCONOS  MASITAaCO  M  THE 
SYSTEM,  SMUONO  CATEOOWES  OF  USERS  AND 
THE  FURFOSES  OF  SUCN  USES: 

1.  We  may  disclose  to  a  congressional 
office  the  record  of  an  individual  in 
response  to  a  verified  inquiry  firom  the 
congressional  office  made  at  the  written 
request  of  the  individual. 

2.  NIH  contractors,  use  the  records  in 
this  system  to  accomplish  the  research 
purpose  for  which  the  records  are 
collected.  The  contractors  are  required 
to  maintain  Privacy  Act  safeguards  with 
respect  to  such  records. 

POUCIES  AND  FWACnCES  FOR  STORSMi, 
RETRKVMQ,  ACCESSMO,  RETAIMNQ.  AND 
OtSPOSatO  OF  RECORDS  M  THE  system: 

STORAOE: 

The  contractor  maintains  the  records 
on  paper  in  file  folders. 

RETRIEVABaJTY: 

The  contractor  indexes  and  retrieves 
the  records  by  the  subject-participant's 
name. 


SAFEOUAROS: 

1.  Authorixed  users:  Only  the  contract 
Project  Director  and  his/her  research 
team  and  the  Federal  Project  Officer  and 
his/her  support  staff  have  access  to 
these  reccvas. 

2.  Physical  safeguards:  The  contractor 
keeps  all  records  in  a  locked  metal  file 
cabinet  in  premises  with  limited 
accessibility.  Only  the  clinical 
investigator  (Proiect  Director)  has  the 
key  to  the  locked  files. 

3.  Procedural  safeguards:  Only  fiw 
contract  staff  have  access  to  the  files. 
Persons  other  than  subject  participants 
who  request  individually  identifiable 
data  from  a  record,  must  provide  written 
consent  from  the  subject  participant 
permitting  the  requested  disclosure.  The 
only  exception  would  be  for  disclosure 
to  persons  or  organizations  permitted  by 
the  Privacy  Act.  section  3(B)  to  obtain 
personally  identifiable  data. 

4.  Impiementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual.  In  addition,  the 
contract  staff  complies  with  contractor's 
(School  of  Medicine  of  the  University  of 
North  Carolina)  standard  procedures  for 
safeguarding  data. 

RETENTION  AND  disposal: 

The  records  will  be  kept  no  later  than 
September  1998  (5  years  after  the 
anticipated  completion  of  the  studies). 
At  that  time,  the  NIDA  project  officer 
will  authorize  in  writing  the  clinical 
investigators  to  destroy  the  records  by 
shredding  or  burning. 

system  MANAaER(S)  AND  ADDRESS: 

Prefect  Officer,  Pharmacokinetic 
Studies  on  Drugs  of  Abuse.  Division  of 
Basic  Research,  National  Institute  on 
Drug  Abuse,  National  Institutes  of 
Health,  Room  lOA-19.  Parklawn 
Building,  5600  Fishers  Lane.  Rodcville, 
Maryland  20857. 

NOTIFiCATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  system  manager  listed  above. 
Provide  the  following  information: 
Subject-participant's  full  name  and  a 
letter  of  request  (or  permission,  if  the 
requester  is  not  the  subject-participant) 
with  notarized  signature  of  the 
individual  who  is  the  subject  of  the 
record,  approximate  date(s)  of 
experiment(s)  in  which  the  individual 
participated,  and  drug  name  (if  known). 
In  addition,  an  individual  who  requests 
notification  of,  or  access  to,  a  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subjeU 
individual  of  its  content  at  the 
representative's  disoetion. 


CATEGORIES 
SYSTEM: 
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RECORD  ACCESS  raOCEOURES: 

Same  as  Notification  Procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

CONTESTING  RECORD  PROCEDURES: 

Contact  the  System  Manager  at  the 
address  above  and  reasonably  identify 
the  record,  specify  the  information  to  be 
contested,  the  corrective  action  sought, 
with  supporting  information  to  show 
how  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant. 

RECORD  SOURCE  CATEGORIES: 

The  subject-participants  and  the 
contractor  personnel  conducting  the 
research  studies. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 
0»-25-0208 
SYSTEM  NAME: 

Drug  Abuse  Treatment  Outcome 
Study  (DATOS),  HHS/NIH/NIDA. 

SECURITY  classification: 

None. 

system  location: 

For  records  collected  between  1979 
through  1986:  National  Institute  on  Drug 
Abuse,  Division  of  Clinical  Research, 
5600  Fishers  Lane,  Rockville,  Maryland 
J0857. 

New  Records  collected  between  1991 
hrough  1995  will  be  located  with 
Reseat  Triangle  Institute,  Life 
Sciences  Division,  Research  Triangle 
Park,  N.C.  27709,  an  NIH  contractor. 

categories  of  INOtVKMJALS  COVERED  8Y  TNC 
SYSTEM: 

Voluntary  adult  clients  of  federally 
funded  treatment  programs,  including 
Treatment  Alternative  Street  Crime 
(TASC)  Programs  of  the  Department  of 
Justice,  who  requested  to  be  included  in 
TOPS  bom  1979  through  1986.  New 
data  collected  from  voluntary  adults  and 
young  adult  clients  of  public  and 
private  funded-treatment  programs 
beginning  in  1991  and  will  continue 
through  1995. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

The  categories  are:  Demographic  data, 
treatment  outcome  data,  treatment 
process  data,  client  locator  information, 
and  personal  identifiers  (name  and 
assigned  numerical  identifier). 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Public  Health  Service  Act,  sections 
301  and  405  (42  U.S.C.  241  and  284). 


PURP0SE(8)  OF  TNC  SYSTEM: 

The  purpose  of  the  system  is  to 
compile  information  on  drug  abusers  in 
drug  abuse  treatment  programs  in  order 
to  derive  information  on  the  treatment 
environments  and  abusers'  behaviors 
and  characteristics  subsequent  to 
treatment.  Researchers  and  drug  abuse 
service  providers  may  use  the  aggregate 
data  to  address  issues  and  generate 
hypotheses  to  understand  better  the 
interactions  among  the  client  and 
commimity. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

1.  Within  the  restrictions  set  forth  in 
HHS  regulations  concerning  the 
confidentiality  of  drug  abuse  patient 
records  (42  CFR  2.56),  we  may  disclose 
a  record  for  a  research  purpose,  when 
the  Department:  (a)  Has  determined  that 
the  use  or  disclosure  does  not  violate 
legal  or  policy  limitations  under  which 
the  record  was  provided,  collected,  or 
obtained;  (b)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  unless  the 
record  is  provided  in  individually 
identifiable  form,  and  (2)  warrants  the 
risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring;  (c)  has  required  the  recipient  to 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  (2)  remove  or  destroy  the 
information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except:  (A)  In 
emergency  circumstances  affecting  the 
health  or  safety  of  any  individual,  (B) 
for  use  in  another  research  project, 
under  these  same  conditions,  and  with 
written  authorization  of  the  Department, 
(C)  for  disclosure  to  a  properly 
identified  person  for  the  purpose  of  an 
audit  related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (D)  when  required  by  law;  (d)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to,  abide  by  these 
provisions. 

2.  The  Research  Triangle  Institute,  an 
NIH  contractor,  uses  the  records  in  this 
system  to  accomplish  the  research 
purpose  for  which  the  records  are 


collected.  In  the  event  of  foUowup 
studies  or  continuation  studies  because 
the  contract  has  been  terminated  for 
convenience  by  the  Government,  we 
may  disclose  records  in  this  system  to 
a  subsequent  NIH  contractor.  We  would 
require  the  new  contractor  to  maintain 
Privacy  Act  safeguards  with  respect  to 
such  records. 

POLKIES  AND  PRACTICES  FOR  STORMQ, 
RETRIEVING,  ACCESSWQ,  RETAMMO,  ANO 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

storage: 

Interview  forms,  magnetic  tapes,  and 
disks. 

RETRIEVABILnY: 

Records  are  indexed  and  retrieved  by 
unique  alpha  numerical  identifier.  In 
order  to  relate  the  data  collected  to 
specific  individuals,  one  must  use  the 
link  file  discussed  under  Safeguards.     - 

SAFEGUARDS: 

1.  Authorized  users:  Contractor 
personnel,  the  agency  project  officer, 
and  agency  employees  whose  duties 
require  the  use  of  the  information  in  the 
system. 

2.  Physical  safeguards:  The  data 
management  task  leader,  the  project 
leader,  or  the  project  director  provide 
technical  supervision  of  all  data 
collection  and  processing  activities. 
Individually  identified  forms  are  stored 
in  a  secure,  vault-like  room  provided  for 
this  purpose.  Authorized  personnel 
have  access  to  the  room  by  one  locked 
door  with  controlled  entry,  i.e.,  only  on 
the  written  authority  of  the  professional 
staff  member  in  charge.  Computerized 
records  are  kept  in  a  vault  area  with 
limited  accession. 

3.  Procedural  safeguards:  Because 
some  of  the  data  collected  in  this  study, 
such  as  data  on  drug  use,  are  sensitive 
and  confidential,  special  safeguards 
have  been  established.  A  Certificate  of 
Confidentiality  has  been  issued  xmder 
42  CFR  part  2a.  This  authorization 
enables  persons  engaged  in  research  on 
mental  health,  including  research  on  the 
use  and  eRiect  of  psychoactive  drugs,  to 
protect  the  privacy  of  research  subjects 
by  withholding  the  names  or  other 
identifying  characteristics  from  all 
persons  not  connected  with  the  conduct 
of  the  research.  Persons  so  authorized 
may  not  be  compelled  in  any  Federal, 
State,  or  local  civil,  criminal, 
administrative,  legislative,  or  other 
proceedings  to  identify  such 
individuals.  In  addition,  these  records 
are  subject  to  42  CFR  part  2,  the 
Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records  Regulations  (42 
CFR  2.56),  which  state:  "Where  the 
content  of  patient  records  has  been 
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disclosed  punuaat  to  (thaw  legulabons) 
for  the  purpoae  of  ooDducting  sdeotific 
reseaicn  *  *  *  inJbnnatioo  contained 
therein  which  would  directly  or 
indirectly  identify  any  patient  may  not 
be  disclosed  by  the  ledpieiit  thweof 
either  voluntarily  or  in  response  to  any 
legal  process  vifhether  Federal  or  State," 

Anolher  safeguard  is  that  the  forms 
containing  subject  identification 
information  for  client  followup  and  data 
matching  purposes  do  not  include  any 
reference  to  the  purpose  of  the  study. 
Identification  and  location  information 
is  kept  separate  from  any  information 
that  would  suggest  that  the  respondent 
has  been  in  a  drug  treatment  program. 

Information  on  completed  forms  is 
entered  immediately  on  the  computer. 
Completed  forms  and  computerized 
data  are  released  only  to  authorized 
persons.  Only  aggregate  data  are 
provided  and  used  in  the  preparation  of 
necessary  and  appropriate  reports. 

A  link  file  system  is  used.  This  system 
has  three  components:  (1)  Personal 
information,  (2)  data  base  information, 
and  (3)  the  link  file,  which  contains 
identifying  niunber  pairs  which  can  be 
used  to  match  data  with  individuals. 
The  Mlvantage  of  this  system  is  that  the 
data  base  can  be  used  directly  fw  report 
generatfcm,  etc.,  without  the  use  of 
decrypting  stimNitines  or  access  to  the 
personal  inConnation  or  matching  link 

In  additico.  the  computer  center  being 
utilized  has  developed  an  extensive 
security  system  to  fvotect  computer 
account  codes  and  data.  This  system  is 
described  in  a  puUication  that  is 
available  from  the  System  Manager 
upon  request. 

We  do  not  anticipate  any  disclosure  of 
individually  idmtiJSable  infbnnatioo  to 
other  persons  or  organizations  within 
the  Depaitmeat  of  Health  and  Human 
Services.  Nor  does  the  contractor 
provide  individually  identification 
information  to  the  Department  of 
Justice,  with  which  NIDA  has  a 
cooperative  agreement  for  this  study. 

4.  Implementation  guidelines:  We 
used  the  National  Bureau  of  Standards 
guidelines  and  Part  6.  HHS  ADP 
Systems  Security  Manual.  "ADP  System 
Security"  in  developing  the  computer 
safiaguard  procedures.  Safisguards  for 
ncmautomated  records  are  in  accordance 
with  DHHS  Chapter  45-13  and 
supplementary  Chapter  PHS.hf.  45-13 
of  the  General  Administration  ManuaL 
In  addition,  proiect  staff  complies  with 
the  contractor's  (Research  Triangle 
Institute)  standard  procedures  for 
safsguarding  data. 

The  contractor  provides  only 
aggregate  information  to  NIDA^ 


RCrtimONANO 

The  contractor  destroys  interview 
forms  by  shredding  or  burning 
immediately  alter  contractor  staff  have 
completed  and  verified  direct  entry  on 
magnetic  tape  or  disk  storage.  The 
contractor  will  destroy  individual 
identification  and  location  data  by 
shredding  or  burning,  imder  the  explicit 
written  authorization  of  the  System 
Manager,  which  is  anticipated  to  be  no 
longer  than  5  years  after  the  termination 
of  the  study  unless  the  information  is 
needed  for  research  purposes.  We  will 
retain  aggregate  data  tapes  frv  research 
purposes.  TTiese  tapes  will  not  have  any 
individually  identifiable  information.  In 
accordance  with  the  NIH  Records 
Control  Sdiedule.  these  tapes  will  be 
retained  for  S  years  aftw  completion  of 
the  project  (approximately  2000).  At 
that  time,  the  tapes  will  be  retired  to  the 
Federal  Records  Center  and  destroyed 
when  they  are  10  years  old  or  when  they 
are  no  longer  needed  for  researdi 
purposes. 

SYSTEM  lfMNAQER(S)  AND  AOOREM: 

Drug  Abuse  Treatment  Outcome 
Study  (DATOS).  Project  Officer. 
Treatment  Researdi  Brandi.  Division  of 
Clinical  Research.  National  Institute  on 
Drug  Abuse.  National  Institutes  of 
Health,  Room  lOA-30.  Parklavm 
Building,  5600  Fishers  Lane.  Rodcville. 
Maryland  20857. 

NOTIFICATION  PROCaMME: 

To  determine  if  a  record  exists,  %vrite 
to  the  System  Manager  at  the  address 
above.  An  individual  may  learn  if  a 
record  exists  about  himselC^erself  up<Hi 
written  request,  with  notarized 
signature.  The  request  should  include,  if 
known,  name  of  the  researcher,  location 
of  the  research  site,  approximate  date  of 
data  collection,  any  alias  used,  and 
subject  identification  number. 

An  individual  who  requests 
notification  of  a  medical  record  shall,  at 
the  time  the  request  in  made,  designate 
in  writing  a  responsible  representative 
who  will  be  willing  to  review  the  record 
and  inform  the  subject  individual  of  its 
contents  at  the  representative's 
discretion. 

A  parent  or  legal  guardian  who 
requests  notification  of  an  adolescent's 
record  shall  designate  a  family 
physician  or  other  health  professional 
(other  than  a  family  member)  of  the 
Division  of  Clinical  Research  staff  to 
whom  the  record,  if  any,  will  be  sent 
The  parent  or  legal  guardian  must  verify 
in  uniting  the  relationship  to  the 
adolescent  as  well  as  his/her  o«im 
identity. 


RECOwo  Access  wwccouwm; 

Same  as  Notification  Procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

Persons  other  than  subject 
individuals,  who  request  individually 
identifiable  data  frwn  a  record  must 
provide  written  consent  from  the  subject 
individual  permitting  the  requested 
disclosure.  The  only  exception  (if  not  In 
conflict  with  confidentiality  regulations) 
would  be  for  disclosure  to  persons  or 
organizations  permitted  by  the  Privacy 
Act,  section  3(b).  to  obtain  personally 
identifiable  data. 

CONTEtnNO  NECOM)  MOCeHMCt: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  the  corrective  action  sought, 
with  supporting  information  to  show 
how  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant 

RECOftO  SOUnCC  CATEOOraES: 

Research  subjects,  and  staff  in 
participating  drug  abuse  treatment 
programs,  written  clinical  evaluations, 
counselors,  psychiatrists, 
psychotherapists,  family  members, 
research  assistants,  hospitals. 

SYSTEMS  EXEMna  FWM  CERTMN  mOMHONi 

ottmeact: 

None. 

0»^S-020» 


SYSTEM  I 

Subject4>articipants  in  Drug  Abuse 
Research  Studicts  Supporthxg  New  Drug 
AppUcaUons.  HHS/NIH/NIDA. 

SECURITY  CLASSmCATION: 

None. 

SYSTEM  LOCATION: 

Veterans  Administration  Hospital. 

Cooperative  Studies  Program. 

Department  of  Veterans  Medical 

Center.  Perry  Point.  MD  21902 
Dixon  and  Williams  Pharmaceutical. 

5775  Hyde  Park  Qrcle,  Jacksonville. 

Florida  32210 
Medications  Development  Division. 

Room  llA-55.  and  Division  of 

Clinical  Research,  Room  lOA-38. 

Pariclawn  Building.  National  Institute 

on  Drug  Abuse.  5600  Fishers  Lane. 

Rockville.  MD  20857 

CATEQORCS  OF  MOMDUALS  covered  BY  1NB 

system: 

Voluntary  aduh  clients  of  faderally 
funded  and  other  drug  abuse  treatment 
programs  who  have  requested  to  receive 
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investigational  new  or  mariwted  drugs, 
such  as  but  not  limited  to,  naltrexone, 
levo-alpha  aoetylmethadol  (LAAM),  or 
Buprenorphine  as  part  of  their 
treatment.  Data  collection  for  the  earlier 
LAAM  studies  b^an  in  1975  and 
continued  through  September  1979; 
additional  LAAM  studies  began  in  1992 
and  will  continue  through  September 
1997,  naltrexone  studies  began  in  1977 
and  continued  through  June  1964;  and 
studies  for  other  investigational  new 
compounds  (buprenorphine,  gepirone, 
etc)  began  in  1992  and  will  continue 
through  September  1997. 

CATEOOMES  OF  RECORD*  M  TIC  tVSTEM: 

Demographic  data,  treatment  outcome 
data,  treatment  process  data,  client 
locator  information,  and  personal 
identifiers  (name  and  assigned 
numerical  identifier). 

MfTNORmr  FOR  MAWfTENANCc  OF -nc  system: 

Public  Health  Service  Act,  sections 
301. 464p,  and  405  (42  U.S.C  241.  and 
284). 

PURI>OSE(S)  OF  THE  SYSTEM: 

1.  To  maintain  information  on  the 
effectiveness  of  drugs  with  abuse 
potential  in  various  treatment 
environments  and  modalities  and 
changes  in  the  behavior  and 
characteristics  of  drug  abusers  who 
received  these  substances  as  part  of 
their  treatment  regimen. 

2.  To  provide  data  required  by  the 
Food  and  Drug  Administration  (FDA)  to 
support  new  drug  applications  for 
various  dnigs  with  abuse  potential.  A 
new  dnig  application  is  a  notice  to  FDA 
that  a  pharmaceutical  company  believes 
they  have  enough  data  to  demonstrate 
the  safety  and  efficacy  of  a  substance  to 
satisfy  FDA  for  marketing  the  substance. 
FDA  may  also  use  the  records  in  routine 
inspections.  FDA  conducts  in 
accordance  with  its  responsibilities  to 
develop  standards  on  the  composition, 
quality,  safety  and  efficacy  of  drugs 
administered  to  humans,  and  to  monitor 
experimental  usage  of  drugs. 

ROUTINE  USES  OF  RECORDS  MAMTAMEO  MTME 
SYSTEM,  MCURMNQ  CATEOORCS  OF  USBtt  AND 
THE  FURF08ES  OF  SUCH  USES: 

1.  NIH  contractor(s)  use  the  records  in 
the  system  in  order  to  accomplish  the 
research  and  development  purposes  for 
which  the  records  were  collected.  In  the 
event  of  a  foUowup  study  or 
continuation  study,  the  responsible 
project  officer  may  disclose  records  in 
this  system  to  a  subsequent  ADAMHA 
contractor(s).  Any  new  contractors)  is 
and  would  be  required  to  maintain 
Privacy  Act  safeguards  with  respect  to 
such  records  and  to  comply  with  the 


confidentiality  restrictions  of  42  CFR 
part  2. 

POUCCS  AND  FRACnCES  FOR  STORMO, 
RETRIEVINQ,  ACCESSIMO,  RETAMMO,  AND 
DtSPOSeiQ  OF  RECORDS  M  THE  system: 

STORAOE: 

Interview  forms,  magnetic  tapes,  disks 
and  microfiche  in  boxes  in  closed 
cabinets  in  a  locked  room  with  limited 
accessibility. 

retrcvabuty: 

The  records  are  indexed  and  retrieved 
by  subject-partidpant's  name  and 
imique  numerical  identifier.  In  order  to 
relate  the  data  collected  to  specific 
individuals,  however,  one  must  use  the 
link  file  discussed  under  safeguards. 

1.  Authorized  users:  For  the 
naltrexone  study,  the  System  Manager 
or  Federal  Project  Officer  and  only 
authorized  contract  staff  have  access  to 
the  records  (computerized  and  hard 
copy  files)  in  the  system.  The  contractor 
provides  only  aggregate  data  in  reports 
to  NIDA,  FDA,  or  the  public.  Only  the 
NIDA  personnel  mentioned  previously 
and  selected  authorized  contract  staff 
have  access  to  the  stored  LAAM  records. 

A  certificate  of  confidentiality  has 
been  issued  to  researchers  conducting 
the  naltrexone  study  under  42  CFR,  part 
2,  Protection  of  Identity-^Eleseardi 
Subjects.  This  authorization  enables 
persons  engaged  in  research  on  mental 
health,  including  research  on  the  use 
and  effect  of  psychoactive  drugs,  to 
protect  the  privacy  of  research  subjects 
by  withholding  the  names  or  other 
identifying  characteristics  from  all 
persons  not  connected  with  the  conduct 
of  the  research.  Persons  so  authorized 
may  not  be  compelled  in  any  Federal, 
State  or  local  civil,  criminal, 
administrative,  legislative,  or  other 
proceedings  to  identify  such 
individuals.  The  earlier  LAAM  study 
(from  1975  through  1979)  was  not 
conducted  under  a  certificate  of 
confidentiality.  The  1992  LAAM  studies 
are  being  conducted  under  the 
protection  afforded  by  a  confidentiality 
certificate.  These  regulations  do  not 
prohibit  voluntary  disclosure  by  the 
researcher.  However,  the  records  of  both 
studies  also  are  subject  to  42  CFR  part 
2,  the  Confidentiality  of  Alcohol  and 
Drug  Abuse  Patient  Records  Regulations 
(42  CFR  2.56).  which  state:  "Where  the 
content  of  patient  records  has  been 
disclosed.  Pursuant  to  (these 
regulations)  for  the  purpose  of 
conducting  scientific  research  *  *  * 
information  contained  therein  which 
would  directly  or  indirectly  identify  any 
patient  may  not  be  disclosed  by  the 


recipient  thereof  either  voluntarily  of  in 
response  to  any  legal  process  %vhether 
Federal  or  State." 

The  contractor's  institutional  review 
board  reviewed  and  approved  the 
safeguards  describedabove  in 
accordance  with  45  CFR  part  46  on  the 
Protection  of  Human  Subjects. 

2.  Physiail  safeguards:  For  the 
naltrexone  records,  the  oontractor(8) 
stored  individually  identified  forms  in  a 
locked  room  %vith  controlled  entry,  l.e.. 
only  on  %vritten  authority  of  the 
professional  staff  member  in  charge  of 
data  handling  and  processing).  The 
contractor  stt^  entered  the  collected 
information  onto  computer  tape  or  disks 
as  soon  after  contact  with  the  subject- 
participant  as  possible,  and  stores  the 
computerized  records  in  a  secured  area 
with  access  limited  as  above. 

For  the  LAAM  records,  NIDA  stores 
the  individually  identified  forms  in  a 
lockable  cabinet  in  a  secure  room.  Only 
authorized  NIDA  personnel,  i.e., 
Division  of  Clinical  Research  and 
Medications  Development  professional 
staff  (research  psychologist  or  medical 
officer)  and  their  support  staff  (prooam 
assistant,  clerk-typist,  or  secretary)  nave 
access  to  the  room  with  controlled 
entry.  The  room  is  in  a  building  whicb 
has  a  24-hour  guard/television 
surveillance  system  and  has  controlled 
entry  (picture  identification  sign  in  and 
out  procedures)  before  and  after  normal 
woridng  hours. 

Anotner  safeguard  for  both  studies  is 
that  the  forms  containing  subject 
identification  informaticm  do  not 
include  any  reference  to  the  purpose  of 
the  study.  The  identification 
information  is  separate  from  any 
information  that  would  suggest  that  the 
respondent  is  or  has  been  in  a  drug 
abuse  treatment  program.  In  addition, 
the  computer  center  being  utilized  for 
naltrexone  has  developed  an  extensive 
security  system  to  protect  computer 
account  codes  and  data. 

3.  Procedural  safeguards:  Access  to 
the  computerized  records  of  the 
naltrexone  study  is  protected  by  a 
computerized  password  routine  which 
is  changed  periodically.  In  addition,  the 
project  staff  complies  with  tl\e 
contractor's  standard  procedures  for 
safeguarding  data.  The  link  file  system 
that  identifies  individuals  %vith  personal 
data  has  three  components:  (1) 
Identification  information,  (2)  data  base 
information,  and  (3)  the  link  file,  which 
contains  identifying  nimaber  pairs 
which  match  data  with  individuals.  The 
advantage  of  this  system  is  that  one  may 
use  the  baseline  data  directly  for  report 
generation,  etc.  without  using  the 
subroutines  or  accessing  the  personal 
information  or  link  files. 
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4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual  and  Part  6, 
"ADP  System  Security"  in  the  HHS 
ADP  Systems  Security  Manual. 

RETENTION  AND  DOMSAL: 

The  naltrexone  staff  will  destroy 
identifiable  information  by  shredding  or 
burning  when  it  is  no  longer  needed  for 
analysis  or  research  purposes;  then  the 
tapes  will  be  erased.  NIDA  will  destroy 
individual  identification  and  match-up 
information  by  shredding  or  burning  5 
years  after  FDA  completes  the  review 
and  approves  the  new  drug 
applications. 

NIDA  will  retain  the  aggregate  data 
tapes  from  both  studies  for  research 
purposes.  These  tapes  will  not  have  any 
individually  identifiable  information.  In 
accordance  with  the  FDA  regulations 
governing  new  drug  applications,  the 
aggregate  tapes  will  be  retained  for  5 
years  after  FDA  approves  the  new  drug 
applications.  At  that  time,  the  tapes  will 
be  retired  to  the  Federal  Records  Center 
and  destroyed  when  they  are  5  years  old 
or  when  they  are  no  longer  needed  for 
research  purposes. 

SYSTEM  UANAQEfHS)  AND  ADDRESS: 

Project  Officer,  Naltrexone  Study. 
Division  of  Clinical  Research.  Room 
lOA-30,  Parklawn  Building,  National 
Institute  on  Drug  Abuse,  5600  Fishers 
Lane,  Rockville,  MD  20857 

Project  Officer,  LAAM  and  Other 
Oimpound  Records.  Medications 
Development  Division,  Room  llA-55, 
Parklawm  Building,  National  Institute 
on  Drug  Abuse.  5600  Fishers  Lane. 
Rockville.  MD  20857 

NOmCATION  PROCEDURE: 

An  individual  may  determine  if  a 
record  exists  about  himself/herself  upon 
written  request,  with  notarized 
signature  if  request  is  made  by  mail,  or 
with  suitable  identification  if  request  is 
made  in  person,  to  the  appropriate 
system  manager  at  the  address  above. 
The  following  information  should  be 
included,  if  luiowm:  subject-participant's 
full  name  and  a  letter  of  request  with 
notarized  signature  of  the  subject- 
participant  of  the  record,  any  alias  used, 
subject-participant's  identification 
number,  name  of  the  researcher,  name 
of  clinic  or  research  center,  name  of 
substance,  and  approximate  date  of 
study  participation. 

An  individual  who  requests 
notification  of  a  medical  record  must,  at 
the  time  the  request  is  made,  designate 
in  writing  a  responsible  representative 
who  will  be  willing  to  review  the  record 
and  inform  the  subject  individual  of  its 


contents  at  the  representative's 
discretion. 

RECORD  ACCESS  PROCEDURES: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

CONTESTINQ  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  notification  procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  the  corrective  action  sought, 
with  supporting  information  to  show 
how  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant. 

RECORD  SOURCE  CATEGORIES: 

Research  subject-participants,  staff  in 
the  participating  drug  abuse  treatment 
programs,  written  clinical  evaluations, 
private  physicians,  counselors, 
psychiatrists,  psychotherapists,  family 
members,  research  assistants,  and 
hospital  records. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 
09-25-0210 
SYSTEM  NAME: 

Shipment  Records  of  Drugs  of  Abuse 
to  Authorized  Researchers,  HHS/NIH/ 
NIDA. 

SECURTTY  CUSSIFICATION: 

None. 

SYSTEM  location: 

Research  Technology  Branch.  Division 
of  basic  Research.  National  Institute 
on  Drug  Abuse,  Room  lOA-13. 
Parklawn  Building.  5600  Fishers 
Lane,  Rockville,  Maryland  20857 

Research  Triangle  Institute,  Research- 
Triangle  Park,  North  Carolina  27709 

CATEGORIES  OF  INOMOUALS  COVERED  BY  THE 

system: 

Individual  researchers  and 
organizations  who  are  registered  with 
the  Drug  Enforcement  Administration 
(DEA),  Department  of  Justice  (DOJ), 
some  since  1966,  and  who  have 
voluntarily  submitted  documentation  to 
the  National  Institute  on  Drug  Abuse 
(NIDA)  in  order  to  obtain,  through  the 
NIDA  Drug  Supply  Program  (DSP), 
drugs  of  abuse  for  use  in  a  research 
project. 

cateoorks  Of  records  m  the  system: 

While  the  records  in  this  system  are 
research  project-related,  they  support 
the  eligibility  of  individual  researchers 


to  receive  drugs  of  abuse.  Types  of 
information  contained  in  the  records 
are:  Researcher's  name,  curriculum 
vitae.  research  protocol.  DEA  and  (if 
applicable)  Nuclear  Regulatory 
Commission  registration  numbers  (when 
a  radiolabeled  compound  is  requested 
and  shipped),  business  address  (location 
of  research  project)  and  telephone 
number,  summary  of  research  project(s). 
requests  for  substance(s),  name  and 
amount  of  each  compound  requested 
and  shippe.'.  Jates  material  is  shipped 
and  received,  shipment  numbeis.  and 
order  form  numbers. 

authority  for  maintenance  of  the  system: 

Public  Health  Service  Act.  sections 
301,  and  405  (42  U.S.C.  241  and  284); 
Controlled  Substances  Act  of  1970  (21 
U.S.C.  801  et  seq.);  Atomic  Energy  Act 
of  1954,  as  amended,  section  81  (42 
U.S.C  2111);  and  Energy  Reorganization 
Act  of  1974,  section  201  (42  U.S.C. 
5841).  Energy  Reorganization  Act  of 
1974,  section  201  (42  U.S.C.  5841). 

PURPOSE(S)  OF  THE  SYSTEM: 

To  facilitate  operation  of  DSP  which 
is  a  centralized  research  support  service 
through  which  the  United  States 
Government  supplies  to  the  national 
and  international  scientific  community 
for  research  purposes,  most  Schedule  I 
and  many  Schedule  II-V  controlled  and 
noncontrolled  substances  as  specified  in 
the  Controlled  Substances  Act  (CSA)  of 
1970  (21  U.S.C.  801  et  seq.).  Controlled 
substances  are  chemicals  and  other 
substances,  and  their  immediate 
precursors,  that  the  Attorney  General 
has  determined  to  have  such  potential 
for  abuse  as  to  warrant  regulation  under 
the  CSA.  Some  of  these  substances  are 
radiolabeled  materials.  Radiolabeled 
materials  are  substances  to  which  a 
small  amount  of  radioactivity  is  added 
for  use  in  various  studies,  such  as  drug 
metabolism  and  mechanisms  of  drug 
actions. 

This  system  of  records  was 
established  to  facilitate  DSP  by  enabling 
NIDA: 

1.  To  verify  that  requests  for  drugs  of 
abuse,  some  of  which  are  radiolabeled, 
are  from  authorized  individuals/ 
organizations  for  use  in  a  research 
project; 

2.  To  verify  that  the  amounts  of  the 
materials  requested  by  researchers  for 
animal,  in  vivo,  and  in  vitro  research  are 
justified  and  available; 

3.  To  supply  controlled  substances  in 
amounts  approved  by  the  Food  and 
Drug  Administration  (FDA)  to 
researchers  conducting  research  with 
human  subjects; 
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4.  To  ship  these  materials  securely  in 
accordance  with  CSA  and  the  Atomic 
Energy  Act;  and 

5.  To  maintain  records  of  these  • 
transactions. 

FDA  also  may  use  the  records  in 
routine  inspections  in  accordance  with 
FDA's  responsibilities  to  develop 
standards  on  the  composition,  safety, 
and  efficacy  of  drugs  administered  to 
humans,  and  to  monitor  experimental 
usage  of  drugs. 

ROUTINE  USES  OF  RECOROS  MiMNTAMEO  M  THE 
SYSTEM,  mCLUDMO  CATEOORIES  OF  USERS  AND 
TME  PURPOSES  OF  SUCH  USES: 

1.  We  may  disclose  the  record  of  an 
individual  to  a  congressional  office  in 
response  to  a  verified  inquiry  from  the 
congressional  office  made  at  the  written 
request  of  the  individual. 

2.  We  may  disclose  information  to 
DEA.  DOJ.  to  enable  DEA  to  carry  out 
its  responsibilities  as  described  in  the 
Controlled  Substances  Act  of  1970. 

3.  An  NIH  contractor  routinely  uses 
the  records  in  this  system  to  ship 
controlled  substances  to  authorized 
recipients.  Such  contractor  is  required 
to  maintain  Privacy  Act  safeguards  with 
respect  to  these  records. 

4.  An  NIH  contractor  may  have  access 
'  to  the  records  in  this  system  in  the 

performance  of  its  software 
modification/correction  tasks  specified 
in  its  contract.  Such  contractor  is 
required  to  maintain  Privacy  Act 
safeguards  with  respect  to  these  records. 

5.  The  Department  of  Health  and 
Human  Services  (HHS)  may  disclose 
information  from  this  system  of  records 
to  the  Department  of  Justice,  or  to  a 
court  or  other  tribunal,  when  (a)  HHS, 
or  any  component  thereof;  or  (b)  any 
HHS  employee  in  his  or  her  official 
capacity;  or  (c)  any  HHS  en?fHoyee  in 
his  or  her  individual  capacity  where  the 
Department  of  Justice  (or  HHS.  where  it 
is  authorized  to  do  so)  has  agreed  to 
represent  the  employee;  or  (d)  the 
United  States  or  any  agency  thereof 
where  HHS  determines  that  the 
litigation  is  likely  to  affect  HHS  or  any 
of  its  components,  is  a  party  to  litigation 
or  has  an  interest  in  such  litigation,  and 
HHS  determines  that  the  use  of  such 
records  by  the  Department  of  Justice,  the 
court  or  other  tribimal  is  relevant  and 
necessary  to  the  litigation  and  would 
help  in  the  effective  representation  of 
the  governmental  party,  provided 
however,  that  in  each  case,  HHS 
determines  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected. 


POUCIES  AND  PRACTICES  FOR  STORMQ, 
RETRIEVmQ,  ACCESSMQ,  RETAMMQ,  AMD 
MSPOSNM  OF  RECORDS  M  THE  SYSTEM: 

storaoe: 

NJDA  maintains  "hard  copy"  records 
in  file  folders  and  automated  records  on 
computer  disk. 

RETRCVABILITY: 

Authorized  NIDA  and  contractor 
personnel  index  and  retrieve  the 
computerized  records  by  a  researcher 
code  number  assigned  by  a  computer 
program  at  the  time  a  new  record  is 
established.  Authorized  NIDA  personnel 
index  and  retrieve  "hard  copy"  records 
by  researcher's  name.  NIDA  maintains  a 
computerized,  alphabetical  cross- 
reference  list  that  matches  names  and 
numbers. 

SAFEGUARDS: 

1.  Authorized  users:  The  Chief, 
Research  Technology  Branch  and  his  or 
her  support  staff,  program  assistant  and 
clerii-typist.  and  the  contracts'  project 
directors  and  their  support  staffs  have 
access  to  the  records. 

2.  Physical  safeguards:  The  "hard 
copy"  records  and  main  computer  are 
physically  located  at  the  Parklawn 
Building,  Rockville,  Maryland.  The 
computerized  records  are  kept  in  a  room 
with  limited  admittance.  The  room  is 
locked  after  working  hours.  The  "hard 
copy"  records  are  stored  in  locked  file 
cabinets  in  a  room  with  very  limited 
admittance.  This  room  is  also  locked 
after  working  hours.  The  Parklawn 
Building  has  a  24-hour  guard  patrol 
service. 

3.  Procedural  safeguards:  The 
terminals  are  housed  in  a  secured  work 
area  with  limited  admittance.  Contract 
personnel  use  a  password  identification 
system  to  obtain  access;  NIDA  changes 
the  passwords  periodically. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual,  and  Part  6, 
"ADP  System  Security,"  in  the  HHS 
ADP  Systems  Security  Manual. 

RETENTION  AND  disposal: 

NIDA  maintains  an  individual's 
record  for  5  years  after  the  researcher's 
last  request  for,  or  shipment  of,  a  drug 
of  abuse.  We  consider  the  record 
inactive  after  that,  and  erase  it  from  the 
computer  disk  by  a  delete  routine.  The 
delete  routine  automatically  deletes  the 
computerized  cross-reference  as  well. 
We  destroy  the  "hard  copy"  record  by 
shredding.  The  system  is  checked  once 
a  year  for  inactive  records. 

SYSTEM  MANAQER(S)  and  address: 

Project  Director,  Drug  Supply 
Program.  Research  Tec^ology  Brandi. 


Division  of  Preclinical  Research.  Room 
lOA-13,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Maryland 
20857. 

NOmCATION  PROCCOURC: 

To  determine  if  a  record  exists,  write 
to  the  System  Manager  at  the  address 
above.  An  individual  may  learn  if  a 
record  exists  about  himself  or  herself 
upon  written  request.  The  request 
should  include  the  reseandier's  name 
and  business  address  at  the  time  of  last 
shipment.  The  request  must  be  signed  in 
ink  by  the  individual  researcher. 
Verifiable  proof  of  identity  is  required. 

RECORD  ACCESS  PROCEDURES: 

Same  as  Notification  Procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  An  individual  may  also  request 
an  accounting  of  disclosures  of  his/her 
record,  if  any. 

CONTESTWO  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  the  corrective  action  sought, 
with  supporting  information  to  show 
how  Uie  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant 

RECORD  SOURCE  CATCQOnCS: 

Initial  source  is  the  individual 
researcher.  Some  of  the  DEA  registration 
information  provided  by  a  researcher  is 
verified  through  a  DEA  computer  check. 
FDA  provides  information  concerning 
type  and  amount  of  controlled 
sub8tance(s)  to  be  shipped  to  an 
individual  researcher  for  research 
projects  involving  human  subjects. 

SYSTEMS  EXEMPTED  PROM  C8VTAIN  PROVWONS 
OF  THE  ACT: 

None. 
09-2S-0211 
SYSTEM  NAME: 

Intramural  Researdi  Program  Records 
of  hi-  and  Out-Patients  With  Various 
Types  of  Alcohol  Abuse  and 
Dependence.  Relatives  of  Patients  With 
Alcoholism,  and  Healthy  Volunteers, 
HHS/NIH/NIAAA. 

SECURITY  ClASSmCATION: 

None. 

SYSTEM  LOCATION: 

NaUonal  bistitutes  of  Health.  9000 
Rockville  Pike.  Bethesda.  Maryland 
20892. 

A  list  of  specific  project  sites  is 
available  from  the  System  Manager. 
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CATEOOMES  OF  MnWUALS  COVCNEO  ev  TT« 
system: 

In-  and  out-patients  with  alcohol 
abuse  and  dependence,  alcohol-induced 
organic  brain  syndromes;  their  relatives; 
and  healthy  volunteers. 

CATIQOMES  OF  NECOROS  M  TME  system: 

Research  data  of  wide  variety 
including  biochemical  measures, 
psychophysiological  and  psychological 
tests,  questionnaires,  clinical  and 
behavioral  observations  and  interviews, 
physical  examinations,  and 
correspondence. 

AUTHOItTY  FOR  MWMTEMAHCE  OF  T>«  system: 

Public  Health  Service  Act.  as 
amended,  sections  301  (42  U.S.C.  241) 
and  510  (42  U.S.C  290bb).  These 
sections  authorize  the  conduct  of 
general  health  research  and  research 
into  alcohoUsm  and  alcohol  abuse. 

FURPOSE(S)  OF  TNE  SYSTEM: 

These  records  are  used  for  diagnosis 
and  treatment  of  patients  with  alcohol 
abuse  and  dependence  and  related 
conditions;  behavioral  research  relating 
to  the  causes,  diagnoses,  and  treatment 
of  addictions;  and  basic  research  on 
behavioral  and  biological  processes. 

IHXJT1NE  USES  OF  RECORDS  MAMT AMED  M  TME 
SYSTEM,  MCUXNNQ  CATEOORKS  OF  USERS  AND 
TME  FURFOSES  OF  SUCM  USES: 

Records  in  this  system  are  covered  by 
section  527  of  the  Public  Health  Service 
Act  (42  U.S  C.  290ee-3)  and  42  CFR. 
chapter  I,  subchapter  A,  part  2,  on 
confidentiality  of  alcohol  and  drug 
abuse  patient  records.  In  accordance 
with  these  regulations,  the  records  are 
confidential  and  may  only  be  disclosed 
with  the  written  consent  of  the  patient 
with  specific  restrictions,  and  without 
the  patient's  consent  in  the  following 
instances:  (1)  To  medical  personnel  to 
the  extent  necessary  to  meet  a  bona  fide 
emergency;  (2)  to  qualified  personnel  for 
the  purpose  of  conducting  scientific 
research;  or  (3)  if  authorized  by  an 
appropriate  order  of  a  court  of 
competent  jurisdiction  granted  after 
application  showing  good  cause 
therefor,  after  certain  considerations, 
and  with  appropriate  safeguards. 
Routine  uses  of  informati(Hi  in  this 
system  are  limited  to  the  following: 

1.  A  record  may  be  disclosed  for  a 
research  purpose,  when  the  Department: 
(a)  Has  determined  that  the  use  or 
disclosure  does  not  violate  legal  or 
poUcy  Umitations  under  which  the 
record  was  provided,  collected,  or 
obtained;  (b)  has  determined  that  the 
research  purpose  (1)  cannot  be 
reasonably  accomplished  imless  the 
record  is  orovided  in  individually 
identifiable  form,  and  (2)  warrants  the 


risk  to  the  privacy  of  the  individual  that 
additional  exposure  of  the  record  might 
bring:  (c)  has  required  the  recipient  to^ 
(1)  establish  reasonable  administrative, 
technical,  and  physical  safeguards  to 
prevent  unauthorized  use  or  disclosure 
of  the  record,  and  (2)  remove  or  destroy 
the  information  that  identifies  the 
individual  at  the  earliest  time  at  which 
removal  or  destruction  can  be 
accomplished  consistent  with  the 
purpose  of  the  research  project,  unless 
the  recipient  has  presented  adequate 
justification  of  a  research  or  health 
nature  for  retaining  such  information, 
and  (3)  make  no  further  use  or 
disclosure  of  the  record  except — (A)  in 
emergency  circumstances  a^cting  the 
health  or  safety  of  any  individual,  (B) 
for  use  in  another  research  project, 
under  these  same  conditions,  and  with 
written  authorization  of  the  Department, 
(C)  for  disclosure  to  a  properly 
identified  person  for  the  purpose  of  an 
audit  related  to  the  research  project,  if 
information  that  would  enable  research 
subjects  to  be  identified  is  removed  or 
destroyed  at  the  earliest  opportunity 
consistent  with  the  purpose  of  the  audit, 
or  (D)  when  required  by  law;  (d)  has 
secured  a  written  statement  attesting  to 
the  recipient's  understanding  of,  and 
willingness  to  abide  by  these  provisions. 

2.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  a  verified 
inquiry  from  the  congressional  office  at 
the  written  request  of  that  individual,  in 
accordance  with  42  CFR,  chapter  I. 
subchapter  A,  part  2. 

POLICIES  AND  PRACTICES  FOR  STORMQ, 
RETRKVINO,  ACCESSINQ.  RETAiNmO,  ANO 
DtSPOSiNO  OF  RECORDS  IN  TME  SYSTEM: 

STORAGE: 

Records  may  be  stored  in  file  folders, 
on  index  cards,  computer  tapes  and 
disks,  microfiche,  microfilm  and  audio 
and  video  tapes.  Normally  the  factual 
data,  with  study  code  numbers,  are 
stored  on  computer  tape  or  disk,  while 
the  key  to  personal  identifiers  is  stored 
separately,  without  factual  data,  in 
paper  files. 

RETRKVABILfTY: 

During  data  collection  stages  and 
followup,  retrieval  by  personal 
identifier  (e.g.,  name  or  medical  record 
number)  is  necessary.  During  the  data 
analysis  stage,  data  are  normally 
retrieved  by  variables  of  interest,  e.g., 
age,  diagnosis,  etc. 

SAFEGUARDS: 

Measures  to  prevent  unauthorized 
disclosures  are  implemented  as 
appropriate  for  the  particular  records 
maintained  in  each  project.  Depending 


on  the  sensitivity  of  the  project, 
additional  safeguards  may  be  added. 

1.  Authorized  users:  Only  NIAAA 
medical  and  research  staff  have  access 
to  these  records,  as  authorized  by  the 
system  manager. 

2.  Physical  safeguards:  Records  are 
stored  in  locked  rooms,  locked  file 
cabinets,  and/or  secured  computer 
facilities.  Personal  identifiers  and  liiik 
codes  are  separated  as  much  as  possible 
and  stored  in  locked  files. 

3.  Procedural  safeguards:  Collection 
and  maintenance  of  data  are  consistent 
with  legislation  and  regulations  for 
protection  of  human  subjects,  informed 
consent,  confidentiality,  and 
confidentiality  specific  to  drug  and 
alcohol  abuse  patients.  Computer  data 
access  is  limited  through  the  use  of  key 
words,  a  series  of  account  numbers,  and 
passwords  which  are  changed 
frequently  and  known  only  to 
authorized  personnel. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
Administration  Manual,  and  Part  6. 
"ADP  System  Security"  in  the  HHS 
Information  Resource  Management 
Manual. 

RETENTION  AND  DISPOSAL: 

Records  are  held  for  5  years  after 
completion  of  the  project,  retired  to  a 
Federal  Records  Center,  and 
subsequently  disposed  of  after  10  years. 

SYSTEM  MANAGER<S)  AND  ADDRESS: 

Clinical  Director.  Laboratory  of  Clinical 
Studies,  Division  of  Intramural 
Clinical  and  Biological  Research, 
National  Institutes  of  Health,  Building 
10,  Room  3B-19,  9000  Rockville  Pike, 
Bethesda,  Maryland  20892 

NOTIFICATION  PROCEDURE: 

To  determine  if  a  record  exists,  write 
to  the  Systelfl  Manager  at  the  address 
above.  Provide  notarized  signature  as 
proof  of  identity.  The  request  should 
include  as  much  of  the  following 
information  as  possible:  (a)  Full  name; 
(b)  nature  of  illness  (if  any):  (c)  title  of 
study;  (d)  name  of  researcher 
conducting  study.  An  individual  who 
requests  notification  of  or  access  to  a 
medical/dental  record  shall,  at  the  time 
the  request  is  made,  designate  in  writing 
a  responsible  representative  who  will  be 
willing  to  review  the  record  and  inform 
the  subject  individual  of  its  contents  at 
the  representative's  discretion.  A  parent 
or  guardian  who  requests  notification  of 
child's/incompetent  person's  record 
shall  at  the  time  the  request  is  made 
designate  a  family  physician  or  other 
health  professional  (other  than  a  family 
member)  to  whom  the  record,  if  any. 
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will  be  sent.  The  designee  will  receive 
the  Tecord  in  all  cases  and  upon  review 
will  determine  whether  the  record 
should  be  made  available  to  the  parent 
or  guardian. 

RECORD  ACCESS  PROCEDURES: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 
sought.  Individuals  may  also  request  an 
accounting  of  disclosures  of  their 
records,  if  any. 

CONTESTWQ  RECORD  PROCEDURES: 

Contact  the  official  at  the  address 
specified  under  Notification  Procedures 
above  and  reasonably  identify  the 
record,  specify  the  information  being 
contested,  and  state  the  corrective 
action  sought,  with  supporting 
information  to  show  how  the  record  is 
inaccurate,  incomplete,  untimely,  or 
irrelevant. 

RECORD  SOURCE  CATEGORIES: 

Information  gathered  from  individuals 
under  study,  either  patient  or  normal 
subject,  contract  surveys,  hospital 
records,  medical  and  nursing  staff  notes, 
and  from  Privacy  Act  system  of  records 
90-25-0099.  "Clinical  Research:  Patient 
Medical  Records,  HHS/NIH/CC." 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISKMS 
Of  THE  ACT: 

I  None.  ^ 

9-2S-0212 
SYSTEM  NAME: 

Clinical  Research:  Neuroscience 
Research  Center  Patient  Medical 
Records,  HHS/NIH/NIMH. 

SECURITY  CLASSmCATION: 

None. 

SYSTEM  LOCATION: 

Neuroscience  Research  Center  at  Saint 
Elizabeths  Hospital,  William  A.  White 
Building.  Room  144,  2700  Martin  Luther 
King.  Jr.  Avenue.  SE.,  Washington,  DC 
20032,  and  at  private  organizations 
under  contract.  A  list  of  specific  sites  is 
available  from  the  System  Manager. 

cateooraes  of  moividuals  covered  by  the 
system: 

Registered  clinical  research  patients 
and  some  individuals  not  registered  as 
patients  but  seen  for  diagnostic  tests. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Inpatient  and  outpatient  medical 
clinical  records. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

The  Public  Health  Service  Act, 
section  301  (42  U.S.C.  241),  "Research 
and  Investigation,"  and  section  321  (42 
J.S.C.  248).  "Hospital." 


PURPOSE(S)  OF  THE  SYSTEM: 

(1)  To  provide  a  continuous  history  of 
the  treatment  afforded  individual 
patients  in  the  National  Institute  of 
Mental  Health  Clinical  Research 
Program  at  the  WiUiam  A.  White 
Building. 

(2)  To  provide  a  data  base  for  the 
clinical  research  conducted  at  the 
William  A.  White  Research  program. 

ROUTINE  USES  Of  RECORDS  MAINTAMEO  IN  THE 
SYSTEM,  MCLUOtNG  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  Of  SUCH  USES: 

1.  Disclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  a  verified 
inquiry  from  the  congressional  office 
made  at  the  written  request  of  that 
individual. 

2.  Social  woii:  staff  may  give  pertinent 
information  to  commimity  agencies  to 
assist  patients  for  their  families. 

3.  Referring  physicians  receive 
medical  information  for  continuing 
patient  care  after  discharge. 

4.  Information  regarding  diagnostic 
problems,  or  having  unusual  scientific 
value  may  be  disclosed  to  appropriate 
medical  research  organizations  or 
consultants  in  connection  with 
treatment  of  patient  or  in  order  to 
accomplish  the  research  purposes  of 
this  system.  For  example,  tissue 
specimens  may  be  sent  to  the  Armed 
Forces  Institute  of  Pathology;  x-rays  may 
be  sent  for  the  opinion  of  a  radiologist 
with  extensive  experience  in  a 
particular  kind  of  diagnostic  radiology. 
The  recipients  are  required  to  maintain 
Privacy  Act  safeguards  with  respect  to 
these  records. 

5.  Records  may  be  disclosed  to 
representatives  of  the  Joint  Commission 
on  Accreditation  of  Hospitals 
conducting  inspections  to  ensure  that 
\lvB  quality  of  the  William  A.  White 
Clinical  Research  Program  medical 
recordkeeping  meets  established 
standards. 

6.  Certain  infectious  diseases  are 
reported  to  government  jurisdictions  as 
required  by  law. 

7.  Misdical  information  may  be 
disclosed  to  tumor  registries  for 
maintenance  of  health  statistics. 

8.  The  Department  contemplates  that 
it  may  contract  with  a  private  firm  for 
transcribing,  updating,  copying,  or 
otherwise  refining  records  in  this 
system.  Relevant  records  will  be 
disclosed  to  such  a  contractor.  The 
contractor  will  be  required  to  comply 
with  the  requirements  of  the  Privaq/  Act 
with  respect  to  such  records. 

9.  In  the  event  of  litigation  where  the 
defendant  is  (a)  the  Department,  any 
component  of  the  Department,  or  any 
employee  of  the  Department  in  his  or 


her  official  capacity:  (b)  the  United 
States  where  the  Department  determines 
that  t|ie  claim,  if  successful,  is  likely  to 
directly  affect  the  operations  of  the 
Department  or  any  of  its  components;  or 
(c)  any  Department  employee  in  his  or 
her  individual  capacity  where  the 
Justice  Department  has  agreed  to 
represent  such  employee,  for  example  in 
defending  a  claim  against  the  Public 
Health  Service  based  upon  an 
individual's  mental  or  physical 
condition  and  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health 
Service  in  connection  with  sudi 
individual,  disclosiue  may  be  made  to 
the  Department  of  Justice  to  enable  that 
Department  to  present  an  effective 
defense,  provided  that  such  disclosure 
is  compatible  with  the  purpose  for 
which  the  records  were  collected. 

POUCIES  AND  PRACTICES  FOR  STORMQ, 
RETRKVMQ,  ACCESSWQ,  NETAMMQ,  AND 
DISPOSMG  OF  RECORDS  M  THE  system: 

STORAGE: 

Records  are  stored  in  file  folders  and/ 
or  on  microfiche,  and  on  computer 
tapes.  Files  are  stored  in  locked  file 
cabinets  or  lodged  rooms. 

RETRIEVASaJTY: 

The  records  are  retrieved  by  unit 
number  and  patient  name. 

SAFEGUARDS: 

1.  Authorized  users:  Employees 
maintaining  records  in  this  system  are 
instructed  to  grant  regular  access  only  to 
physicians  and  dentists  and  other  health 
care  professionals  officially 
participating  in  patient  care  and  to 
contractors  or  to  NIMH  researchers 
spedfioally  authorized  by  the  system 
manager. 

2.  Physical  safeguards:  All  record 
facilities  are  locked  when  system 
personnel  are  not  present 

3.  Procedural  safeguards:  Access  to 
files  is  strictly  controlled  by  the  system 
manager.  Records  may  be  removed  only 
by  system  personnel  rollowing  receipt  of 
a  request  signed  by  authorized  user. 
Access  to  computerized  records  is 
controlled  by  the  use  of  security  codes 
known  only  to  the  authorizer  user. 
Codes  are  user-  and  function-specific. 
Contractor  compliance  is  assured  . 
through  inclusion  of  Privacy  Act 
requirements  in  contract  clauses,  and 
through  monitoring  by  contract  and 
project  officers.  Contractors  who 
maintain  records  in  this  system  are 
instructed  to  make  no  disclosure  of  the 
records  except  as  authorized  by  the 
system  manager. 

4.  Implementation  guidelines:  DHHS 
Chapter  45-13  and  supplementary 
Chapter  PHS.hf:  45-13  of  the  General 
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Adminiftratioo  Mutual,  and  Part  6. 
"ADP  System  Security"  in  the  HHS 
Information  Resource  Management 
Manual. 

RETENTION  AND  MSKMAL: 

Records  are  retained  for  5  years  after 
last  discharge  or  upon  deeth  of  a  patient 
and  then  transferred  to  the  Washington 
National  Records  Center,  where  they  are 
retained  until  30  years  after  discharge  or 
death. 

SYSTCM  MAIMQEN(a)  AM>  AOONESS: 

Clinical  EHrector.  Neuroscience 
Research  Center,  Division  of  Intramural 
Researdi  Programs,  National  Institute  of 
Mental  Health.  Saint  Elizabeths 
Hospital,  Room  133.  William  A.  White 
Building.  2700  Martin  Luther  King  Jr., 
Avenue,  SE.,  Washington.  DC  20032. 

NOnRCA-nON  fftOCEOUNC: 

To  determine  if  a  record  exists,  write 
to  the  System  manager  at  the  address 
above.  An  individual  or  a  legally 
authorized  representative  may  learn  if  a 
record  exists  about  that  individual  upon 
written  request  with  notarized 
signature.  The  request  should  include: 


(a)  Full  name  or  any  alias  used,  (b) 
social  saciuity  number,  and  (c) 
approximate  time  of  participation  in  the 
hospital/project. 

An  individual  who  requests 
notiHcation  of  or  access  to  a  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing  a  femily 
physician  or  health  professional  (other 
than  a  family  member)  to  whom  the 
record  will  be  released.  The 
representative  must  verify  relationship 
to  the  individual  as  well  as  his/her  own 
identity. 

A  parent  or  guardian  who  requests 
notification  of.  or  access  to,  a  child's/ 
incompetent  person's  medical  record 
shall  designate  a  family  physician  or 
other  health  professional  (other  than  a 
family  member)  to  whom  the  record,  if 
any.  will  be  sent.  The  parent  or  guardian 
must  verify  relationship  to  the  dbild/ 
incompetent  person  as  well  as  his/her 
own  identity. 

RECORD  ACCESS  fWOCgOURES: 

Same  as  notification  procedures. 
Requesters  should  also  reasonably 
specify  the  record  contents  being 


sought.  Individuals  may  also  request  an 
accounting  of  disclosures  of  their 
records,  if  any. 

CONTESTINQ  RECORD  PROCEDURES: 

Contact  the  System  Manager  at  the 
address  specified  under  Notification 
Procedures  above  and  reasonably 
identify  the  record,  specify  the 
information  being  contested,  and  state 
the  corrective  action  sought  and  the  - 
reasons  for  correcting  the  information, 
along  with  supporting  justification  to 
show  how  the  record  is  inaccurate, 
incomplete,  or  irrelevant. 

RECORD  SOURCE  CATEQORKS: 

Referring  physicians,  other  medical 
facilities  (with  patient's  consent), 
patients,  relatives  of  patients. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVtSKMS 
OF  THE  act: 

None. 
[FR  Doc.  93-459  Filed  1-12-93;  8:45  ami 
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DEPARTMENT  OF  HOUSMQ  AND 
URBAN  DEVELOPMENT 

Office  of  the  Secretary 

24  CFR  Parte  770, 882.  889. 890. 941 
(Doeiwt  Mo.  R-e3-1627;  FR-3256-t-011 
mN  2S01-AB37 

Determination  of  Areaa  of  Undue 
Concentration  of  Poverty-Level 
Population;  and  Conforming 
Amend  menta 

AGENCY:  Office  of  the  Secretary.  HUD. 
action:  Interim  rule  with  request  for 
comments. 

SUMMARY:  This  rule  amends  HUD's 
regulations  to  create  a  new  regulatory 
part,  which  eslablishes  objective, 
quantitative  criteria  for  detennining 
whether  a  proposed  site  for  HUD- 
assisted  housing  contains  an  undue 
concentration  of  persons  living  in 
poverty  (poverty-level  population).  The 
"undue  concentration"  determination  is 
one  of  the  site  and  neighborhood 
standards  currently  applied  to  the 
selection  of  sites  for  HUD-assisted 
housing.  These  site  and  neighborhood 
standards  are  codified  in  HUD's 
regulations  governing  programs  that 
involve  construction,  rehabilitation  and 
acquisition  of  HUD-assisted  housing. 
The  existing  imdue  concentration 
standard,  however,  does  not  set  out  the 
criteria  by  which  a  determination  of 
undue  concentration  is  to  be  made. 

Accordingly,  this  rule  creates  a  new 
regulatory  part,  which  prescribes 
uniform  and  objective  criteria  for 
making  an  undue  concentration 
determination.  This  rule  also  makes 
conforming  amendments  to  other 
regulations  to  reference  the  standards 
set  forth  in  new  part  770.  The  purpose 
of  this  rule  is  to  ensure  that  proposed 
sites  for  HUD-assisted  housing  are 
evaluated  under  the  undue 
concentration  standard  in  a  uniform  and 
consistent  manner. 
DATES:  Effective  Date:  February  12. 
1993. 

Comment  Due  Date:  March  15. 1993. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  rule  to  the  Office  of  General 
Counsel,  Rules  Docket  Clerk,  room 
10276,  E)epartment  of  Housing  and 
Urban  Development,  451  Seventh  Street, 
SW.,  Washington,  DC  20410. 
Communications  should  refer  to  the 
above  docket  nimiber  and  title.  A  copy 
of  each  communication  submitted  will 
be  available  for  public  inspection  and 
copying  on  weekdays  between  7:30  a.m. 
and  5:30  p.m.  at  the  above  address. 


FOR  FURTHER  MFORMATION  CONTACT: 
David  E.  Shenk.  Director  of  the  Division 
of  Economic  and  Market  Analysis, 
Office  of  Policy  Development  and 
Research.  Department  of  Housing  and 
Urban  Development,  room  8222. 451 
Seventh  Street,  SW..  Washington,  DC 
20410-5000,  telephone  (202)  708-0577 
or  (202)  708-0770  (TDD).  (These  are  not 
toll-free  numbera.) 

SUPPLEMENTARY  INFORMATION: 

Background 

HUD's  approval  of  a  proposed 
location,  or  site,  for  HUD-assisted 
housing  is  conditioned  upon  the  site 
meeting  certain  standards.  These 
standards,  referred  to  as  "site  and 
neighborhood  standards."  assess  the 
suitability  of  the  proposed  site,  and  the 
area  surrounding  the  site,  to 
accommodate  and  sustain  assisted 
housing.  The  site  and  neighborhood 
standards  address  such  issues  as  the 
area's  need  for  subsidized  housing,  the 
environmental  impact  on  the  area  of 
additional  multifamily  housing,  the 
area's  concentration  of  minority 
residents,  and  the  area's  concentration 
of  low-income  persons.  These  standards 
are  codified  in  HUD's  regulations 
governing  programs  that  involve 
construction,  rehabilitation  and 
acquisition  of  HUD-assisted  housing. 
(See.  e.g.,  24  CFR  882.404,  882.708. 
941.202.) 

The  standard  for  assessing  the 
concentration  of  low-income  persons 
has  been  codified,  to  date,  as  follows — 
"the  site  must  promote  greater  choice  of 
housing  opportimities  and  avoid  undue 
concentration  of  assisted  persons  in 
areas  containing  a  high  proportion  of 
lower  income  persons."  (See  24  CFR 
880.206,  881.206,  882.404,  882.708, 
883.309, 941.202.)  This  language 
appropriately  reflects  the  policy 
intended  to  be  served  by  this  standard 
(the  undue  concentration  standard) — 
promoting  the  provision  of  assisted 
housing  in  a  variety  of  locations  by 
avoiding  significant  concentrations  of 
low-income  families  in  any  one  section 
of  a  metropolitan  area.  However,  the 
language  fails  to  explain  the 
methodology  to  be  used  to  ensure  that 
this  policy  is  served.  To  date,  HUD  has 
not  provided  any  detailed  guidance,  in 
regulation  or  handbook,  concerning  how 
a  determination  is  to  be  made  that  the 
proportion  of  lower  income  persons 
residing  in  the  area  of  a  proposed  site 
for  HUD-assisted  housing  is  sufficiently 
high  that  approval  of  additional  assisted 
housing  for  that  area  would  result  in  an 


undue  concentration  of  assisted 
persons.^ 

Before  issuance  of  this  rule.  HUD  had 
refrained  fiom  requiring  use  of 
quantitative,  objective  criteria  in  making 
an  undue  concentration  determination 
on  the  premise  that  a  proper  undue 
concentration  determination  requires 
HUD's  Regional  and  Field  Offices  (who 
have  responsibility  for  making  undue 
concentration  determinations)  to  assess 
a  wide  variety  of  subjective,  non- 
quantitative  local  factors.  HUD  was 
concerned  that  prescribing  quantitative 
criteria,  applicable  to  all  sites,  would 
interfere  unfairly  with  the  flexibility 
needed  at  the  local  level  to  consider 
local  factors  and  conditions.  However,  a 
recent  study  of  undue  concentration 
reviews  performed  throughout  the  HUD 
Regions  disclosed  that  there  was  less 
reliance  and  decision-making  based  on 
local  subjective  factors,  and  greater 
reliance  on  locally-developed 
quantitative,  objective  criteria. 

The  study  revealed  that  all  the 
Regions  applied  distinct  percentage 
thresholds  (although  varied,  from 
Region  to  Region)  to  determine  whether 
an  area  under  consideration  for  HUD- 
assisted  housing  contained  an  undue 
concentration  of  lower-income  persons 
or  assisted  persons,  or  both,  and  several 
Regions  used  a  percentage  threshold  as 
a  rigid  benchmark  for  determining 
undue  concentration.  The  study  also 
revealed  that  several  Regions  used 
census  tracts  to  define  the  geographical 
boundaries  of  the  area  under 
consideration,  and  relied  primarily  on 
the  most  recent  decennial  census  data. 
The  study  on  imdue  concentration 
reviews  also  included  interviews  with 
the  HUD  Regional  and  Field  officials 
responsible  for  undue  concentration 
determinations.  The  study  disclosed 
that  the  majority  of  these  officials 
supported  uniform  guidance  for  arriving 
at  undue  concentration  determinations. 

On  the  basis  of  this  study.  HUD  has 
concluded  that  a  better  and  preferred 
approach  to  an  undue  concentration 
determination  would  be  one  that  applies 
uniform,  objective  factors.  The 
substantial  reliance  by  the  Regions  on 
objective  criteria,  rather  than  on 
subjective  criteria,  indicates  to  HUD 
that,  contrary  to  its  initial  assumption, 
determining  the  concentration  of  lower 
income  persons  is  a  determination  that 


'  The  "undue  concentration"  determination 
should  not  be  confused  with  HUD's  detenninatioa 
of  whether  a  proposed  location  for  HUD-assisled 
housing  is  in  an  area  with  a  concentration  of 
minority  residents.  Although  related,  the  undue 
concentration  and  minority  concentration 
determinations  are  two  sepanle  and  distinct 
determinations.  This  rule  only  addretaat  the  undue 
coDcanlralion  requirenent 
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is  made  mom  Msiljr.  and  MdMps  mora 
aocuiotely.  by  apptyiag  oo^activ* 
crilaria. 

HUD  also  has  ooDcfaidad  oa  tbe  bosu 
of  its  stuihr  that  If  objaoUvB  oitaria  are 
to  spphaa,  than  tfaa  taoM  objective 
criteria  should  be  applied  throu^MMit  all 
thftRflgiofis  to  reduce  di^tarity  hi 
undue  concentration  detsnninatioas. 
HUD  noted  that  although  the  Regions 
applied  diffiarent  percentage  thneholds 
to  determine  undue  ooocentratioa.  the 
differences  were  not  extreme,  but 
nevertheless  produced  vaiylng  results 
for  sites  with  almost  identical 
characteristics.  The  Regions'  use  of 
similar,  if  not  identical,  percentage 
thresholds  indicates  that  use  of  unifonn, 
quantitative  criteria  in  the  undue 
concentration  process  would  not 
unfairly  interfere  with  local  assessments 
of  undue  concentration. 

Additionally.  HUD  has  concluded, 
following  its  review  of  local  undue 
concentration  determinations,  that  the 
fundamental  goal  of  the  undue 
concentration  standard  (and  indeed  of 
all  the  site  and  nei^bortiood  standards) 
is  not  so  mu(^  to  identify  the  most 
suitable  site  for  assisted  housing, 
because  a  site  can  be  approvable  imder 
HUD's  site  and  nei^iborhood  standards 
without  being  the  most  ideally  suited 
site  for  a  HUD-assisted  housing 
development  Rather,  the  fundamental 
goal  of  the  tmdue  concentration 
standard  is  to  exclude  sites  in  those 
areas  that  are  clearly  unsuitable  for 
assisted  housing— those  areas,  wfaidi 
because  of  social  and  economic 
conditions,  are  unable  to  accommodate 
and  sustain  assisted  housing.  HUD  has 
determined  that  this  6mdamantal  goal 
can  be  achieved  by  application  of  the 
imdue  concentration  standard  in  a 
imiform  and  objective  manner. 
Accordingly,  new  part  770  establiriies 
uniform,  numerical  criteria  for  maldi^ 
an  undue  concentration  determination. 

Changaa  to  Uadee  Concentratioa 
Standard 

In  revising  the  undue  concentration 
standard,  HUD  has  not  only  introduced 
numerical  criteria  by  which  a 
determination  of  undue  ooncentiatira  is 
to  be  made,  but  has  made  certain 
significant  changes  to  the  undue 
concentration  concept 

First,  the  revised  tmdue  concentration 
standard  shifts  the  focus  from  the 
number  of  assisted  persons  and  the 
number  of  lower-income  persons  in  the 
area  of  the  proposed  site  to  a  single 
group— the  number  of  persons  living  at 
or  below  the  poverty  level  (hereafter, 
"poverty-level  popul«rtion*T,  The 
poverty  income  thresholds  were 
developed  by  the  Federal  Govemmaot 


for  administrative  uae*.  lor  example,  aa 
a  criterion  for  detarmining  eligibiUty  ior 
some  hnv-inoome  attietanna  prapami, 
such  as  the  Community  Servloas  Block 
Grant  program  and  the  Head  Start 
program.  The  U.S.  Bureau  of  the  Census 
uses  these  thresholds  to  determine  the 
poverty  status  of  persons  baaed  on 
income  daAa  ofatahied  from  the 
decennial  census.  HUD  is  adopting  the 
poverty  income  standard  far  using  in 
making  undue  ooooentratiaa 
determinatiaas  because  research 
sponsored  by  HUD  found  a  significant 
relationship  between  high  levels  of 
poverty  and  undesirabie  nei^borhood 
living  conditiotts. 

The  primary  research  on  this  issue  is 
described  in  an  article  published  by  the 
National  Researdi  Council  in  a  book 
entitled  Inner-City  Pi^erty  in  the  United 
States  (Lm  Lynn,  Jr.,  and  M.  McGeary 
eds.  1990).  In  this  article,  the  authors 
concluded  that  the  neif^iborhoods  with 
high  rates  of  poverty  population 
exhibited  most  of  the  social  and 
physical  environmental  problems  that 
would  make  them  undesirri>!e  places  to 
live.  The  reseerchers  chose  the  40 
percent  poverty  population  standard 
after  mapping  census  tract  statistics  and 
visiting  a  number  of  the  cities.  Their 
observations  led  them  to  conclude  that 
tracts  exceeding  this  threshold  are 
typically  characterised  as  havi^ 
undesirable  living  conditions.  Ine 
research  included  analysis  showing  that 
these  neighborhoods  generally  had  the 
highest  levels  of  unemployment 
incidence  of  crime,  single  parent 
families  receiving  assistance,  and 
percentage  of  population  with  less  than 
a  high  school  education.  A  longitudinal 
study  of  1970  and  1980  data  also 
revealed  that  most  of  these 
neighborhoods  had  experienced  an  out- 
migration  of  residents  who  were  not 
poor.  City  and  local  Cmsus  Bureau 
officials  consulted  by  the  researchers 
concurred  in  this  assessment 

It  should  be  noted  that  HUD  does  not 
use  the  poverty  income  standard  to 
detOTmine  eligibility  for  HUD-essisted 
housing.  The  applicable  statutes 
governing  HUD's  assisted  housing 
programs  require  HUD  to  develop 
income  limit  schedules  which  are  based 
on  metropolitan  area  or 
nonmetropoUtan  county  median 
incomes.  These  income  limits  are 
separate  and  distinct  from  the  poverty 
standard.  In  particular,  the  income 
limits  used  for  HUD  assisted  housing 
are  locally  based  and  have  adjustments 
for  hottsing'oosts. 

The  poverty  income  standard  also 
differs  from  the  criteria  that  are  used  by 
local  jurisdictions  to  define  areas  of 
low-income  ooocentratioa  for  purpoaes 


ofa 

AfioidebUity  SlMlBgjr  K3iAS).  (See  24 
CFR  nert  01)  HUD  provides  thaee 
juriadictioos  with  infanaatiae  from  die 
decennial  census  on  houaeholds  in  the 
low-inoooM  catagorias  below  80 
percent  50  paroaat  and  30  percent  of 
the  local  median  ianiily  incooM.  The 
undue  coocentratiao  standard  baaed  on 
poverty  income  diffsrs  from  the  CHAS 
low-income  standard  in  that  the  poverty 
income  standard  is  intended  to  identify 
a  subset  of  low-incooie  census  tracts 
that  also  have  significant  social 
problems.  As  mxh^  the  areas  identified 
as  having  reached  the  poverty  income 
threshold  are  more  distressed  and 
troid>led  tlian  areas  that  are  categotiaed 
in  the  CHAS  as  low-income. 

On  the  basis  of  its  naaarch.  HUD  has 
detannined  that  the  inoome  level  with 
which  the  undue  conoentratioo 
standard  should  be  concerned  is 
poverty-level,  and  that  "concentration** 
should  be  measured  without  regard  to 
whether  the  poverty-level  population 
resides  in  assisted  housing.  Ilie  areas 
where  social  and  economic  conditions 
are  undesirable  for  potential  residents 
and  untraiable  for  sustaining  assisting 
housing  are  those  areas  that  contain  a 
significant  concentration  of  persons 
below  the  poverty  level  HUD  believes 
that  by  focusing  solely  on  the 
proportion  of  poverty-level  population, 
the  undue  concentration  standard  will 
provide  a  more  accurate  assessment  of 
areas  that  are  socially  and  ecoDomioally 
troubled  and.  therefore,  unsuitable  for 
additional  assisted  housing. 

Second,  the  revised  undue 
concentration  standard  combines  the 
"high  proportion"  and  "undue 
concentration"  aspects  of  the  former 
undue  concentration  standard.  With  the 
focus  of  the  standard  now  solely  on  the 
poverty-level  population,  the  standard 
no  kM^er  requires  two  measurement 
components — one  to  assess  the 
OMicentration  (imdue  concentratioa)  of 
assisted  housing,  end  one  to  assess.the 
concentration  (high  proportion)  of  lower 
income  persons.  HUD  believes  that  the 
concentration  of  poverty  level 
populatimi  more  accurately  describes 
what  is  considered  acceptable  or 
unacceptable  in  the  area  in  which  HUD- 
assisted  housing  is  proposed  to  be 
located.  HUD  ^liiU  exclude  from 
consideration  as  sites  far  HUD-assisted 
housing  those  sites  located  in  areas  that 
contain  an  unaoceptably  hi^ 
proportion  (an  undue  conoentratioo)  of 
poverty-level  pt^ulation.  (The 
percentage  of  poverty-level  populatioa 
that  identifies  an  area  as  betng  an  arsa 
of  undiM  concantratioa  it  discussed 
later  in  this  preenMe.) 
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Third,  the  undue  concentration 
standard  has  been  revised  to  promote  a 
single  objective.  As  noted  earlier,  the 
undue  concentration  standard  has,  to 
date,  been  set  forth  in  regulation  as 
follows:  "the  site  must  promote  greater 
choice  of  housing  opportunities  and 
avoid  undue  concentration  of  assisted 
persons  in  areas  containing  a  high 
proportion  of  lower  income  persons." 
(Emphasis  added.)  The  revised  undue 
concentration  standard  establishes  its 
objective  as  promoting  a  greater  choice 
of  housing  opportunities  by  avoiding 
the  location  of  HUD-assisted  housing  in 
areas  with  significant  concentrations  of 
persons  living  below  the  poverty  level. 

The  following  overview  presents  a 
summary  of  the  principal  provisions  of 
new  part  770.  and  discusses  the 
additional  changes  that  have  been  made 
to  the  undue  concentration  standard. 

Overview  of  Interim  Rule 

Purpose 

The  interim  rule  sets  forth  the 
purpose  of  the  undue  concentration 
standard,  which  is  to  promote  a  greater 
choice  of  housing  opportunities  by 
avoiding  the  location  of  assisted 
housing  developments  in  areas 
containing  an  luidue  concentration  of 
poverty  level  population.  These  areas, 
because  of  iheir  high  poverty  rate,  have 
been  determined  to  be  socially  and 
economically  untenable  for  sustaining 
assisted  housing.  (As  discussed  later  in 
this  preamble,  under  the 
"Applicability"  section,  these  "areas" 
do  not  include  nonmetropolitan  areas.) 
As  discussed  previously,  the  imdue 
concentration  standard  implements  an 
important  HUD  policy— promoting  the 
provision  of  assisted  housing  in  a 
variety  of  locations  by  avoiding  areas 
with  significant  concentrations  of 
poverty-level  populations.  This  policy  is 
consistent  with  objectives  set  forth  in 
various  statutes  under  which  HUD 
administers  its  programs.  These  statutes 
include:  The  Housing  Act  of  1949  (42 
U.S.C.  1441-1490h)  and  its  objective  of 
eliminating  substandard  and  other 
inadequate  housing  through  the 
clearance  of  slums  and  blighted  areas; 
and  title  I  of  the  Housing  and 
Community  Development  Act  of  1974 
(42  U.S.C  5301-5320)  and  its  objective 
of  reducing  the  isolation  of  income 
groups  within  communities  and 
geographic  areas. 

Tne  interim  rule  also  provides  that 
the  purpose  of  new  part  770  is  to 
establish  objective  and  quantitative 
criteria  for  making  an  undue 
concentration  determination,  and  thus, 
to  ensure  that  applications  submitted  in 
connection  with  the  construction. 


rehabilitation  or  acquisition  of  HUD- 
assisted  housing  are  evaluated  fairly  and 
uniformly  with  respect  to  the  tudue 
concentration  site  standaid. 

Applicability 

The  interim  rule  sets  forth  which 
HUD  programs  are  subject  to  the  revised 
undue  concentration  standard  (covered 
program).  HUD  programs  not  listed  in 
the  interim  rule  are  not  covered  by  the 
revised  undue  concentration  standard. 
This  section  of  the  preamble  lists  the 
HUD  programs  subject  to  the  revised 
undue  concentration  standard.  This 
section  of  the  preamble  also  discusses 
why  certain  HUD  programs,  which 
involve  construction,  acquisition  or 
rehabilitation  of  housing,  are  not  subject 
to  the  revised  undue  concentration 
standard. 

Covered  HUD  Programs 
The  revised  undue  concentration 

standard  is  applicable  to  the  following 

HUD  programs: 

— Section  8  Housing  Assistance 
Payments  Program— Existing  Housing: 
Special  Procedures  for  Moderate 
Rehabilitation.  24  part  882.  subpart  D; 

— Section  8  Housing  Assistance 
Payments  Program— Existing  Housing: 
Section  8  Certificate  Program 
Attached  to  Units  (Project-Based 
Certificate  Assistance)  24  part  882, 
subpart  G; 

— Supportive  Housing  for  the  Elderly, 
24  CFR  part  889: 

— Supportive  Housing  for  Persons  with 
Disabilities.  24  CFR  part  890: 

—Public  Housing  Development,  24  CFR 
part  941. 

Coverage  of  "Acquisition"  of  Housing 

To  date,  the  undue  concentration 
standard  has  not  been  expressly 
applicable  to  the  "acquisition"  of 
housing  assisted  by  HUD.  The  undue 
concentration  has  been  applied  to 
rehabilitation,  which  may  involve 
acquisition.  Two  new  programs — 
Supportive  Housing  for  the  Elderly  (24 
CFR  part  889),  and  Supportive  Housing 
for  Persons  with  Disabilities  (24  CFR 
part  890)  have  expressly  made  their  site 
and  nei^borhood  standards  applicable 
to  the  acquisition  of  housing.  In 
amending  the  site  and  neighborhood 
standards  of  these  programs  to  include 
the  undue  concentration  standard,  the 
revised  undue  concentration  standard  is 
made  applicable  to  the  acquisition  of 
housing. 

Site  and  neighborhood  standards  for 
HUD's  public  housing  develdpment 
program  (24  CFR  part  941)  currently  are 
not  applicable  to  the  acquisition  of 
public  housing.  However,  HUD  is 
developing  a  rule  which  would  make 


comprehensive  amendments  to  part  941 
to  update  the  regulations  of  this  part  to 
conform  to  recent  statutory  amendments 
applicable  to  public  housing.*  This  rule 
would  make  the  prescribed  site  and 
neighborhood  standards  (including  the 
undue  concentration  standard), 
expressly  applicable  to  the  acquisition 
of  public  housing. 

HUD  Programs  Not  Covered 

The  revised  undue  concentration 
standard  is  not  applicable  to  the 
following  programs: 
— Section  8  Housing  Assistance 
Payments  Program  for  New 
Construction  (24  CFR  part  880); 
— Section  8  Housing  Assistance 
Payments  Program  for  Substantial 
RehabiHtation  (24  CFR  part  881); 
— Section  8  Housing  Assistance 
Payments  Program  for  State  Housing 
Agencies  (24  CFR  part  883). 
The  previous  undue  concentration 
standard  was  applicable  to  the  above 
three  programs.  However,  the  new 
funding  authority  for  these  three 
programs  has  been  repealed  for  nine 
years,  and  the  regulations  governing 
these  programs  have  been  retained  only 
for  their  management  content.  The 
interim  rule  therefore  does  not  amend 
these  regulations  to  incorporate  the 
revised  undue  concentration  standard. 

In  addition  to  the  above  three 
programs,  the  revised  imdue 
concentration  standard  is  not  applicable 
to  the  following  Homeless  Housing 
Assistance  Programs  of  the  Stewart  B. 
McKinney  Homeless  Assistance  Act  (42 
U.S.C.  11301-11404C).  which  include: 
—Emergency  Shelter  Grants  (24  CFR 

part  576); 
—Transitional  Housing  (24  CFR  part 

577): 
— Permanent  Housing  for  Handicapped 
Homeless  Persons  (24  CFR  part  578): 
—Single  Room  Occupancy  Housing  (24 

CFR  part  882,  subpart  H);  and 
—Shelter  Plus  Care  (24  CFR  subtitle  A. 

appendix  D). 
The  undue  concentration  standard  also 
is  not  applicable  to  the  Housing 
Opportunities  Program  for  Persons  with 
Aids  (24  CFR  part  574). 

The  Homeless  Housing  Assistance 
Programs  and  the  Housing 
Opportunities  Program  for  Persons  vfith 
AIDS  are  not  subject  to  the  revised 
undue  concentration  standard  because 
these  programs  are  intended  to  provide 
assisted  housing  with  supportive 


'  See  Department  of  Housing  and  Urijan 
Development  Semiannual  Regulatory  Agenda, 
published  in  the  Federal  Ka|^Mar  on  November  3. 
1992  (57  FR  31392):  see.  especially,  sequence 
number  1501  at  57  FR  51436.  titled  "Public 
Housing  Development— Program  Amendments," 
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services  for  special  needs  population 
(e.g.,  persons  with  disabilities,  the 
homeless,  the  terminally  ill)  for  the 
purpose  of  (1)  improving  living 
conditions  for  special  needs  populations 
already  living  in  low-income  areas,  or 
(2)  providing  assisted  housing  to 
complement  existing  neighborhood 
supportive  services  for  special  needs 
populations.  Application  for  the  luidue 
concentration  standard  to  these 
programs  would  interfere  with  the 
objectives  of  these  programs. 

Additionally,  the  undue 
concentration  standard  is  not  applicable 
to  HUD's  homeownership  programs: 
The  HOPE  Programs  (HOPE  is  an 
acronym  for  "Homeownership  and 
Opportunity  for  People  Everywhere"), 
including  the  HOPE  for  Public  and 
Indian  Housing  Homeownership 
Program,  HOPE  for  Homeownership  of 
Multifamily  Units  Program,  and  HOPE 
for  Homeownership  of  Single  Family 
Housing  Programs  (these  programs  are 
codified  as  appendix  A  to  subtitle  A  of 
24  CFR);  the  Low  Rent  Housing 
Homeownership  Opportunities  Program 
(24  CFR  part  904);  and  the  section  5(h) 
Homeownership  Program  (24  CFR  part 
906).  These  programs  are  not  subject  to 
the  undue  concentration  standard 
because  their  purpose  is  not  the 
establishment  of  additional  HUD- 
assisted  housing  in  certain  areas.  The 
purpose  of  these  programs  is  to  provide 
homeownership  opportunities  for 
eligible  low-income  famiUes  and 
individuals  by  assisting  these  families 
and  individuals  acquire  ownership  of 
single  family  homes,  or  units  in 
multifamily  dwellings,  including  public 
and  Indian  housing  developments. 
These  programs,  in  themselves, 
constitute  a  means  for  stabilizing  and 
upgrading  neighborhood  conditions. 

The  rules  does  not  apply  to  the  HOME 
Investment  Partnerships  Program  (24 
CFR  part  92)  because  that  program  is  a 
block  grant,  and  Congress  intended  to 
allow  flexibility  to  local  governments  in 
making  use  of  the  funds,  within  the 
parameters  established  by  the  statute. 
For  HUD  to  impose  a  rigid  constraint  on 
the  location  of  assisted  housing  under 
HOME  would  run  counter  to  the  local 
discretion  intended  by  Congress. 

Exemption  for  Nonmetropolitan  Areas 

The  standard  is  not  applicable  to 
nonmetropolitan  areas.  Because 
nonmetropolitan  areas  have  lower 
population  densities  than  metropolitan 
areas,  the  concentration  of  certain 
population  groups  >s  not  a  concern  in 
these  areas.  Thus,  application  of  the 
undue  concentration  standard  to 
nonmetropolitan  areas  would  be 


burdensome  without  servmg  a  useful 
purpose. 

Date  of  Applicability  of  Revised  Undue 
Concentration  Standard 

The  interim  rule  clarifies  that 
evaluation  of  a  site  under  the  criteria  set 
forth  in  new  part  770  only  would  be 
applicable  to  applications  for  assistance 
submitted  in  response  to  a  notice  of 
funding  availability  (NOFA).  published 
after  the  effective  date  of  this  interim 
rule,  that  is  soliciting  applications  for 
construction;  rehabilitation  or 
acquisition  of  housing  that  is  subject  to 
HUD's  site  and  neighborhood  standards. 

Responsibility  for  Undue  Concentration 
Determinations 

The  interim  rule  clarifies  that  HUD's 
Regional  and  Field  Offices  have 
responsibility  for  evaluating  the  area  in 
which  HUD-assisted  housing  is 
proposed  to  be  located. 

The  Relevant  Population 

As  discussed  earlier  in  this  preamble, 
the  revised  undue  concentration 
standard  focuses  on  the  poverty-level 
population  of  the  area  of  the  proposed 
site.  HUD  believes  that  attention  solely 
to  the  percentage  of  poverty-level  in  the 
area  of  the  proposed  site  population  will 
provide  a  more  accurate  basis  for 
determining  areas  that  are  socially  and 
economically  troubled,  and  which, 
therefore,  should  be  excluded  from 
consideration  as  suitable  locations  for 
assisted  housing.  HUD  further  believes 
that  this  shift  in  focus  provides  a  more 
direct  and  simplified  method  for  making 
an  undue  concentration  determination. 

In  new  part  770,  "poverty-level 
population"  refers  to  those  persons  who 
are  living  below  the  poverty  level,  as 
determined  by  the  U.S.  Bureau  of  the 
Census  (Census  Bureau).  The  number  of 
persons  classified  as  being  above  or 
below  the  poverty  level  in  census  tracts 
is  based  on  information  contained  in  the 
decennial  census. 

Defining  the  Area  of  the  Project 

The  first  step  in  making  an  undue 
concentration  determination  is  defining 
the  geographical  boundaries  of  the  area 
of  the  proposed  site  for  HUD-assisted 
housing.  New  part  770  defines  the  area 
of  the  site  or  "site  area"  as  the  census 
tract,  or  census  tracts  if  the  proposed 
site  area  is  located  in  more  than  one 
census  tract  or  borders  another  tract,  in 
which  the  HUD-assisted  housing  is 
proposed  to  be  located.  HUD  selected 
the  census  tract  as  the  applicable  area 
because  the  census  tract  constitutes  a 
predetermined  geographic  area  for 
which  there  exists  considerable  social 
and  economic  data  compiled  by  the 


Census  Bureau.  Census  tract  boundaries 
are  established  cooperatively  by  local 
Census  Statistical  Areas  Committees  in 
accordance  with  Census  Bureau 
guidelines.  As  noted  by  the  Census 
Bureau,  in  the  technical  appendices  of 
census  tract  publications,  census  tracts 
"are  designed  to  be  relatively 
homogeneous  areas  with  respect  to 
population  characteristics,  economic 
status,  and  living  conditions."  (See 
Appendix  A,  "Area  Classifications",  in 
Summary  Population  and  Housing 
Characteristics,  1990  CPH-1.  U.S. 
Department  of  Commerce,  Bureau  of  the 
Census.) 

Defining  Undue  Concentration 

New  part  770  establishes  a  clear 
numerical  standard  for  determining 
whether  a  site  area  contains  an  undue 
concentration  of  poverty-level 
population.  Part  770  provides  that  if  the 

f>ercentage  of  the  site  area's  poverty- 
evel  population  is  equal  to  or  greater 
than  40  percent  of  the  total  population 
of  the  area,  or  will  be  equal  to  or  greater 
than  40  percent  of  the  total  population 
if  the  proposed  housing  is  approved  for 
HUD  assistance,  then  the  site  area  will 
be  determined  to  have  an  undue 
concentration  of  poverty-level 
population. 

Use  of  the  40  percent  threshold  is 
based  on  HUD-sponsored  research  that 
related  the  incidence  of  poverty  to  the 
incidence  of  social  problems  in  census 
tracts  and  neighborhoods.  The  research 
found  that  the  40  percent  criterion 
provided  the  most  distinct  dividing  line 
between  neighborhoods  that  contain  a 
high  level  of  poverty,  and  those  that,  in 
addition  to  having  a  high  level  of 
poverty,  also  have  significant  social 
problems.  The  research  involved 
mapping  census  tract  statistics  and 
conducting  on-site  assessments  in  a 
number  of  urban  cities  in  the  United 
States.  The  research  revealed  that 
census  tracts  and  neighborhoods  with  a 
minimum  of  40  percent  poverty-level 
population  experienced  significantly 
higher  levels  of  unemployment,  higher 
incidence  of  crime,  higher  percentage  of 
residents  with  less  than  a  high  sdiool 
education,  than  did  census  tracts  with  a 
poverty-level  population  below  the  40 
percent  level. 

Determining  Areas  of  Undue 
Concentration 

To  determine  whether  a  site  area 
contains  a  poverty-level  population  of 
40  percent  or  more,  new  part  770 
requires  the  applicable  HUD  office  to 
consult  the  most  recent  decennial 
census  data  available  to  determine  the 
percentage  of  persons  in  the  site  area 
who  have  incomes  below  the  poverty 
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level.  If  the  census  data  raveal  that  the 
population  for  die  site  ana  under 
review  is  below  the  40  percent 
threshold,  a  determination  must  be 
made  whether  approval  of  HUD-assisted 
housing  f^  that  area  would  increase  the 
poverty  level  population  of  the  site  area 
to  the  40  percent  threshold.  To  make 
this  determination,  part  770  provides 
that  the  applicable  HUD  office  must 
divide  the  estimated  total  poverty-level 
population  of  the  site  area  (estimated  to 
include  the  expected  poverty-level 
population  of  the  proposed  assisted 
housing  development)  by  the  estimated 
total  population  of  the  site  area 
(estimated  to  include  the  total  expected 
population  of  the  proposed  assisted 
housing  development).  This  procediue 
is  as  follows: 

(1)  Determining  the  estimated  total 
population  of  the  site  area.  To 
determine  the  estimated  total 
population  of  the  site  area,  the  number 
of  persons  residing  in  the  site  area  shall 
be  added  to  the  estimated  total 
population  of  the  proposed  housing 
development. 

(a)  Tne  number  of  persons  residing  in 
the  site  area  shall  be  determined  from 
the  most  recent  deceimial  census  data 
available. 

(b)  The  estimated  total  population  of 
the  proposed  housing  development  is 
determined  by  multiplying  (i)  the 
average  niunbar  of  persoils  for  each  iinit 
size  of  the  development,  by  (ii)  the  total 
number  of  imits  of  that  size  in  the 
proposed  housing  development.  The 
total  niunber  of  persons  for  each  imit 
size  are  then  added,  and  the  sum 
represents  the  estimated  total 
population  of  the  proposed  housing. 

Unit  size  is  determined  by  the  number 
of  bedrooms  in  the  unit.  The  average 
number  of  persons  per  unit  size  is  as 
follows,  based  on  occupancy  guidelines 
for  HUD  assisted  housing: 
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The  revised  imdue  concentration 
standard  further  provide  that  few  units 
with  more  than  four  bedrooms,  the 
average  number  of  persons  per  bedroom 
for  general  occupancy  units  is  1.5 
persons.  For  units  in  elderly  and 
disabled  housing,  the  averages  are:  One 
person  for  efficiency  (0-bedroom)  and 
one-bedroom  units;  and  two  persons  for 
two-bedroom  units. 

(2)  Detennining  the  estimated  total 
poverty-level  population  of  the  site  area. 


To  determine  the  estimated  total 
poverty-level  population  of  the  site  area, 
the  number  of  poverty-level  persons 
residing  in  the  site  area  shall  be  added 
to  the  estimated  poverty-level 
population  of  the  proposed  housing 
development. 

(a)  Tne  number  of  poverty-level 
persons  residing  in  the  site  area  shall  be 
determined  from  the  most  recent 
decennial  census  data  available. 

(b)  The  estimated  poverW-level 
population  of  the  proposed  housing 
development  shall  be  based  on  65 
percent  of  the  estimated  total 
population  of  the  development,  as 
determined  under  paragraph  (l)(b) 
above.  HUD  has  determined  that,  on 
average,  65  percent  of  the  residents  of 
section  8  housing  and  public  housing 
have  incomes  below  the  poverty-level. 

Exception  to  the  Undue  Concentration 
Site  Standard  for  Revitalization  of  Site 
Area 

New  part  770  provides  for  the 
possibiHty  of  an  exception  to  be  granted 
to  the  undue  concentration  site  standard 
on  the  basis  of  revitalization  of  the  site 
area.  New  part  770  provides  that  an 
exception  to  the  undue  concentration 
standard  may  be  granted  on  the  basis  of: 
(1)  Revitalization  of  the  site  area 
initiated  by  the  Federal  Government 
through  the  designation  of  Federal 
enterprise  zones;  and  (2)  revitalization 
of  the  site  area  under  the  sponsorship  or 
approval  of  the  unit  of  general  local 
government.  These  two  circumstances 
are  further  discussed  below. 

The  rule  provides  for  an  applicant 
seeking  HUD  assistance  to  request  an 
exception  to  the  undue  concentration 
standard  at  the  time  of  submission  of 
the  application  for  assistance.  However, 
for  this  to  occur,  the  applicant  will  need 
to  know  before  submission  of  the 
application  whether  the  proposed  site 
for  HUD-assisted  housing  constitutes  an 
"area  of  undue  concentration,"  as  this 
term  is  defined  in  the  rule.  Thus,  the 
rule  provides  for  the  applicant  to 
request  the  responsible  HUD  office  to 
make  an  undue  concentration 
determination  for  the  proposed  site  area. 
Where  the  HUD  office  has  made  such  a 
determination,  the  applicant  may 
request  an  exception  under  the 
revitalization  of  site  area  exception  if  it 
believes  that  the  site  qualifies  under  one 
of  the  two  revitalization  circumstances 
provided  in  the  rule,  and  discussed 
below.  The  request  for  an  exception 
must  be  in  writing,  and  accompany  the 
applicant's  application  for  assistance. 
No  special  form  for  requesting  an 
exception  is  required. 

[i]  Federally-designated  enterprise 
zone.  The  first  revitalization 


circumstance  involves  revitalization 
initiated  by  the  Federal  Government 
through  the  designation  of  Federal 
enterprise  zones.  Generally,  the  purpose 
of  a  Federal  enterprise  zone 
development  program  is  to  promote  the 
revitalization  of  economically  distressed 
areas,  primarily  by  encouraging,  through 
significant  tax  incentives,  the  formation, 
retention  and  expansion  of  businesses 
within  the  designated,  the  employment 
of  "zone"  residents,  and  the 
improvement  of  local  services  and 
opportunities  for  housing  in  the 
designated  zone.  (See  24  CFR  part  596.) 
If  the  site  area  is  located  within  the 
boundaries  of  a  Federally-designated 
enterprise  zone,  an  exception  to  the 
undue  concentration  standard  will  be 
granted  automatically. 

(2)  Revitalization  of  site  area  under 
local  jurisdiction  sponsorship  or 
approval.  The  second  revitalization 
circumstance  involves  revitalization  of 
the  site  area  under  the  sponsorship  or 
approval  of  the  \mit  of  general  local 
government.  If  the  site  area  is  currentiy 
undergoing  revitalization  as  a  result  of 
either  public  or  private  sector  support 
(or  both),  and  if  there  are  firm  plans  for 
revitalization  of  the  area  that  have  been 
adopted  or  approved,  or  far  which 
adopti(»  or  approval  is  pending,  by  the 
unit  of  general  local  government  or 
another  appropriate  governing  body,  an 
exception  to  the  unchte  concentration 
standard  may  be  granted.  For  an 
exception  to  be  granted  on  this  basis, 
the  responsible  HUD  office  must  verify, 
through  a  review  of  supporting 
documentation  obtained  by  HUD  with 
the  cooperation  and  assistance  of  the 
applicant,  that  the  expenditure  of  funds 
and  the  concentrated  efforts  being 
imdertaken  will  result  in  significant 
improvements  to  the  site  area.  If  the 
revitalization  plan  is  pending  (for 
example,  all  planning  stages  are  not 
completed,  or  final  plan  approval  has 
not  been  received),  any  HUD  approval 
of  an  assisted  housing  development  will 
be  conditional,  and  subject  to  the 
approval  of  the  final  plan  by  the 
applicable  local  governing  body,  which 
must  occur  no  later  than  two  years  from 
the  date  of  the  assisted  housing 
application. 

Revitalization  plans  need  not  be 
restricted  to  the  site  area  under 
consideration,  or  tailored  to  meet  the 
requirements  of  the  assisted  housing 
application.  Revitalization  plans  can  be 
broader  in  scope,  in  terms  of  geographic 
area  and  subject  matter  coverage,  and 
they  can  be  part  of  dty-wide 
redevelopment  or  luban  renewal 
processes,  as  would  be  the  case  for  a 
Comprehensive  Hoiising  Affordability 
Strategy  (CHAS).  However,  to  qualify  as 
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an  approvable  exception  under  part  770, 
the  revitalization  activities  alreaidy 
underway,  and  those  proposed,  must  be 
determined  to  have  direct  physical, 
social  and  economic  impact  on  the  site 
area.  The  revitalization  plans,  therefore, 
must  include  the  foUowiiiB  information: 

(a)  A  listing  and  evaluauon  of  the 
specific  projects  and  budget  informatian 
on  the  amounts  of  State  and  local  funds 
already  expended,  or  committed  for 
expenditvire  within  two  years,  for 
redevelopment,  revitalization  and 
preservation  efforts  in  the  site  area; 

(b)  A  listing  and  evaluation  of  the 
specific  projects  and  budget  informatian 
on  Oie  amounts  of  Federal  funds  already 
spent  or  committed  for  Federal  loan  and 
grant  programs  for  redevelopment, 
revitaiizaticHi  and  preservation  efforts  in 
the  site  area; 

(c)  A  listing  of  private  sector 
investment  in  residential  and 
nonresidential  developments  and 
improvements  in  the  area,  including 
those  that  are  completed,  under 
construction  or  are  to  begin  construction 
within  two  years; 

(d)  Evidence  of  active  steps,  programs, 
and  progress  in  improving  social 
coniutions  and  expanding  services  in 
the  site  area; 

(e)  Evidence  of  a  continuing 
commitment  for  renewal,  revitalization 
or  preservation  of  the  area  based  on  the 
development  schedule  of  the  local 
revitalization  plan,  which  shows  the 
specific  developments  and  activities 
that  will  have  been  completed  or 
substantially  imderway  by  the  time  the 
HUD-assisted  housing  has  been 
developed,  and  the  approximate  date  of 
completion  of  redevelopment  of  the 
area:  and 

(0  If  revitalization  is  occurring  as  a 
result  of  private  sector  support, 
evidence  that  the  revitalization  efforts 
involved  will  significantly  improve 
conditions  by  the  time  the  proposed 
HUD-assisted  housing  is  develcwed. 

Because  a  jurisdiction's  housing 
strategy  in  areas  of  undue  concentration 
is  a^cted.  the  revitalization  plan  shall 
be  referenced  and  made  part  of  any 
Comprehensive  Housing  Affordability 
Strategy  (CHAS)  covwing  the  site  area. 

Justification  tor  Interim  Rnlemaldng 

It  is  HUD's  general  policy  to  publish 
a  rule  for  notice  and  comment  before 
issuing  a  riile  for  effect,  in  accordance 
with  its  own  rule  on  rulemaking, 
codified  at  24  CFR  part  10.  However, 
part  10  provides  for  exceptions  from 
that  general  rule  where  the  agency  finds 
good  cause  to  omit  advance  notice  and 
public  participation.  The  good  cause 
tequirement  is  satisfied  when  prior 
puolic  procedure  is  determined  to  be 


"impracticable,  unnecessary,  or  contrary 
to  the  public  interest"  (See  24  CFR 
10.1)  HUD  finds  that  good  cause  exists 
to  publish  this  rule  for  effect  without 
first  soliciting  public  comment  in  that 
prior  public  procedure  is  contrary  to  the 
public  interest. 

HUD  believes  that  it  is  in  the  interest 
of  applicants  submitting  applications  for 
assistance  for  construction, 
rehabilitation  or  acquisition  of  HUD- 
assisted  housing  which  requires  site 
approval,  that  HUD  prescribe  uniform 
criteria  for  use  in  the  undue 
concentration  review  process.  As 
discussed  in  this  preamble,  to  date. 
HUD  has  not  established  specific 
criteria  for  determining  whether  an  area 
would  be  approvable  or  dispprovable 
imder  the  undue  concentration 
standard.  Thus,  applicants  have  been 
without  adequate  guidance  concerning 
whether  the  sites  proposed  for  HUD- 
assisted  housing  are  possibly 
approvable  uniter  the  undue 
concentration  standard. 

The  establishment  of  uniform  criteria 
to  be  used  in  the  undue  concentration 
review  process  will  reduce  the 
possibiUty  of  disparate  treatment  of  sites 
within  and  among  the  Regions 
containing  similar  characteristics,  and 
ensure  undue  concentration 
determinations  that  will  advance  the 
policy  of  promoting  a  greater  choice  of 
housing  opportunities  by  excluding 
those  areas  determined  to  be  the  least 
suitable  to  support  assisted  housing. 

Although  this  rule  is  being  published 
for  immediate  effect.  HUD  requests 
public  comments  on  the  standards 
prescribed  in  new  part  770.  All  public 
comments  will  be  considered  by  HUD  in 
the  development  of  a  final  rule  on  this 
subject. 

OtherMattcrt 

Environmental  Impact 

A  Finding  of  No  ^gnificant  Impact 
with  respect  to  the  environment  has 
been  made  in  accordance  with  HUD 
regulations  at  24  CFR  part  50.  which 
implement  section  102(2)(C)  of  the 
National  Policy  Act  of  1969.  The 
Finding  of  No  Significant  Impact  is 
available  for  p wuc  inspection  during 
regular  business  hours  in  the  Office  of 
the  Rules  Docket  Clerk  at  the  above 
address. 

Regulatory  Impact 

This  rule  would  not  constitute  a 
"major  rule"  as  that  term  is  defined  in 
section  1(b)  of  the  Executive  Order  on 
Federal  Regulations  issued  by  the 
President  on  February  17. 1981.  An 
analysis  of  the  rule  indicates  that  it 
would  not  (1)  have  an  annual  effect  on 


the  economy  of  $100  million  or  more; 
(2)  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries.  Federal,  State,  or  local 
government  agencies,  or  geographic 
rMions;  or  (3)  have  a  significant  advene 
effect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States  based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  e^qtort 
markets.  Although  the  criteria  Cor 
determining  an  undue  concoitration  of 
poverty-level  population  has  been 
quantified  by  this  rule.  HUD  does  not 
anticipate  a  significant  difiiarence 
between  the  number  and  types  of 
housing  sites  approved  or  refected 
under  the  previous  standard,  and  those 
approved  or  rejected  imder  the  new 
standard. 

Impact  on  Smail  Entities 

The  Secretary,  in  accordance  with  the 
R^ulatory  Flexibility  Act  (5  U.S.C 
605(b)),  has  reviewed  and  approved  this 
rule,  and  in  so  doing  certifies  that  this 
rule  will  not  have  a  significant 
economic  impact  on  small  entities. 
Applicants  for  HUD-assistanoe  for 
construction,  acquisition  or 
rehabiUtation  of  HUD-assisted  housing 
are  subject,  under  HUD's  existing 
regulations,  to  certain  site  and 
neighboriiood  standards.  These 
standards  include  avoidance  of  areas 
that  contain  an  undue  concentration  of 
persons  Uving  in  poverty.  This  rule 
esi^Ushes  numerical  criteria  by  vdiich 
HUD  will  determine  whether  a 
proposed  site  area  contains,  or  will 
contain  if  the  application  for  HUD- 
assisted  housisig  is  approved,  an  undue 
concentration  of  poverty-level 
population.  The  establishment  of  this 
criteria  will  ensure  acoeptdile, 
consistent  and  uniform  project  site 
determinations  within  and  among 
HUD's  Regions. 

Federalism  Impact 

The  General  Coimsel,  as  the 
Designated  Official  under  secti<m  6(a)  of 
Executive  Order  12612.  Federalism,  has 
determined  that  the  pdides  contained 
in  this  rule  would  not  have  substantial 
direct  effscts  on  States  or  their  political 
subdivisions,  or  the  relationship 
between  the  Federal  aoveminent  and 
the  States,  or  on  the  dMiibution  of 
power  and  responsibilities  among  the 
various  levels  of  government  This  rule 
further  implemenU  HUD's  stated  policy, 
consistent  with  statutonr  objectives,  to 
avoid  locating  assisted  houdng  in  areas 
that  contain  an  undue  concMitraticm  of 
persons  living  in  poverty  by  establishing 
numerical  criteria  pursuant  to  which  the 
HUD  will  determine  whether  a 
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proposed  site  aiee  contains,  or  will 
contain  if  the  application  for  assisted 
housing  is  apprcnred.  an  undue 
concentration  of  povnty  level 
population. 

Impact  on  the  Family 

The  General  Counsel,  as  the 
Designated  OfBdal  under  Executive 
Order  12606,  the  Family,  has 
determined  that  this  rule  does  not  have 
the  potential  for  significant  impact  on 
family  formation,  maintenance,  and 
general  well-beii^,  and  thus,  is  not 
subject  to  review  under  the  Order.  The 
puipose  of  the  revised  undue 
concentration  standard  is  to  avoid 
locating  assisted  housing  in 
neighborhoods  where  social  and 
economic  conditions  are  undesirable  for 
potential  residents,  and  untenable  for 
sustaining  assisted  housing  viability.  No 
significant  change  in  this  policy  will 
result  from  promulgation  of  this  rule. 

Semiannvud  Agenda  of  Regulations 

This  rule  tvas  listed  as  sequence 
number  1380  in  HUD's  Semiannual 
Agenda  of  Regulations  published  on 
November  3. 1992  (57  FR  51392.  51409) 
pursuant  to  Executive  Order  12291  and 
Regulatory  Flexibility  Act 

ListofSttbiecta 

24  CFR  Part  770 

Grant  programs— housing  and 
community  development.  Reporting  and 
recordkeeping. 

2A  CFR  Part  882 

Grant  programs— housing  and 
community  development.  Lead 
poisfHiing.  Manufactured  homes, 
Homeless,  Rent  subsidies.  Reporting 
and  recordkeeping  requirements. 

24  CFR  Part  689 

Aged.  Low  and  moderate  income 
housing,  Capital  advance  programs- 
housing  and  community  development. 
Rent  subsidiee,  Reporting  and 
recordkeeping  requirements. 

24  CFR  Part  890 

Disabled.  Mental  health  programs. 
Qvil  rij^ts.  Low  and  moderate  income 
housing.  Capital  advance  programs — 
housing  and  community  development. 
Rent  sulMidies.  Reporting  and 
recordkeeping  requirements. 

24  CFR  Part  941 

Grant  programs — housing  and 
community  development.  Loan 
program*— housing  and  community 
development.  Pubuc  housing. 

Accordingly,  title  24  of  the  Code  of 
Federal  Regulations  is  amended  bv 
adding  a  new  part  770.  and  by  making 


conforming  amendments  to  parts  882. 
889.  890,  and  941  to  nuA  at  follows: 

1.  A  new  part  770  is  added  to  read  as 
follows: 

PART  770— DeTERWHATION  OF 
AREAS  OF  UNDUE  CONCENTRATION 
OF  POVERTY-LEVEL  POPULATION 

Sk. 

770.101  Purposa. 

770.102  AppUcabiUty. 

770.103  Definitioas. 

770.104  ProcaduTN  far  datannining  areas  of 
undue  conosatration. 

770. 105  Bxcaptioa  far  ravttalixatioD  of  site 
area. 

Aolfaorily:  42  U.S.C  1437: 42  U.S.C  1441; 
42  U.S.C.  3606: 42  U.S.C  5301;  42  U.S.Q 
3S3S(d). 


fTTaiOl 

The  purpose  of  this  part  is  to 
recognize  the  importance,  in  the 
administration  of  its  housing  programs, 
of  promoting  a  greater  choice  of  housing 
opportunities  by  avoiding  the  location 
of  HUD-assisted  housing  in  areas 
containing  an  undue  concentration  of 
persons  Uving  in  poverty  (poverty-level 
population).  Accordingly,  this  part 
establishes  the  criteria  to  b^  used  by 
HUD  to  determine  wheth  v  an  area  in 
which  HUD-assisted  housing  is  located 
or  proposed  to  be  located  contains,  or 
would  contain,  if  the  housing  were 
approved  by  HUD,  an  undue 
concentration  of  poverty-level 
population. 

f77ai02    AppNciMllty. 

(a)  Covered  HUD  programs.  The 
undue  concentration  site  standard,  as 
set  forth  in  this  part,  is  applicable  to  the 
following  HUD  programs: 

(1)  Section  8  Housing  Assistance 
Payments  Program-Existing  Housing; 
Special  Procedures  for  Moderate 
Rehabilitation  (24  CFR  part  882.  subpart 
D): 

(2)  Section  8  Housing  Assistance 
Payments  Program— Existing  Housing; 
Section  8  Certificate  Program  Attached 
to  Units  (F^iect-Based  Certificate 
Assistance)  (24  CFR  part  882.  subpart 
G): 

(3)  SuppMtive  Housing  for  the  Elderly 
(24  CFR  part  889): 

(4)  Supportive  Housing  for  Persons 
%vith  Disabilities  (24  CFR  part  890); 

(5)  Public  Housing  Development  (24 
CFR  part  941). 

(b)  Exemption  for  nonmetropolitan 
areas.  The  undue  concentration 
standard  is  not  applicable  to 
nonmetropolitan  areas. 

(c)  Date  of  applicability.  This  part  is 
applicable  to  appUcations  for  assistance 
submitted  in  response  to  a  notice  of 
funding  availability  (NOFA),  published 


after  February  12. 1993.  that  is  soliciting 
applications  for  construction, 
rehabilitation  or  acquisition  of  HUD- 
assisted  housing  under  one  of  the 
programs  set  forth  in  paragraph  (a)  of 
this  section. 

|770.ia    DallnWona. 

As  used  in  this  part: 

Area  of  the  site  or  site  area  means  the 
census  tract  within  a  metropolitan  area 
in  which  HUD-assisted  housing  is 

Eropoaed  to  be  located.  If  the  assisted 
ousing  site  encompasses  more  than 
one  census  tract,  the  site  area  is  defined 
to  include  all  of  the  affected  census 
tracts.  For  assisted  housing  sites  located 
on  census  tract  boundaries,  the  site  area 
means  the  census  tract  in  which  the 
assisted  housing  is  located  and  the 
census  tract(s)  adjacent  to  the  boundary 
on  which  the  assisted  housing 
development  is  located. 

Area  of  undue  concentration  means  a 
site  area  in  wUdi  the  HUD-assisted 
housing  is  proposed  to  be  located,  and 
in  which  the  percentage  of  population 
living  below  tne  poverty-level,  based  on 
information  from  the  most  recent 
decennial  census,  is  equal  to  or  greater 
than  40  percent  of  the  total  population 
of  the  site  area,  or  would  be  equal  to  or 
greater  than  40  percent  of  the 
populaticHi  of  the  site  area,  if  the 
application  for  HUD-assisted  housing 
were  approved  by  HUD  for  assistance. 

Census  tract  means  the  geographical 
area  delineated  by  the  U.S.  Bureau  of 
the  Census  in  the  most  recent  decennial 
census  as  a  census  tract  Block 
Numbering  Areas  (BNAs)  are  the  census 
tract  equivalents  f6r  delineating  small 
statistical  subdivisions  where  censxis 
tracts  have  not  been  established. 

HUD  or  Department  means  the 
Department  of  Housing  and  Urban 
Development,  including  its  Regional 
and  Field  Offices  to  v/hidx 
responsibility  is  assigned  to  perform 
functions  under  this  part. 

HUD-assisted  housing  means  low- 
income  housing  acquired,  developed    . 
(constructed)  or  rriiabilitated  witn 
assistance  provided  by  HUD  under  one 
or  more  of  the  programs  listed  in 
§  770.102(a). 

Metropolitan  area  means  a 
Metropolitan  Statistical  Area  or  Primary 
Metropolitan  Statistical  Area  as 
established  by  the  Office  of  Management 
and  Budget 

Poverty-level  population  means  the 
population  of  me  applicable  site  area 
with  incomes  below  the  poverty  level, 
as  detwmined  by  the  U.S.  Bureau  of  the 
Census  in  the  most  recent  decennial 
census. 

Population  mearu  the  total 
population  of  the  ^plicable  site  area 
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based  on  data  from  the  most  recent 
decennial  census. 

i77ai04    Prooeduiee  for  determining 
■TMS  o(  undue  eonoentradon. 

(a)  Compliance  with  undue 
concentration  standard.  Proposed  sites 
for  new  construction,  rehabilitation  or 
acquisition  of  housing  developments, 
for  which  assistance  is  sought  under  one 
or  more  of  the  programs  listed  in 

§  770.102(a).  must  promote  a  greater 
choice  of  housing  opportunities  by 
avoiding  imdue  concentration  of 
poverty-level  population.  To  determine 
whether  a  proposed  site  meets  this 
specific  site  and  neighborhood  standard, 
the  following  procedures  api^y. 

(b)  Responsibility  for  determining 
compliance  with  undue  concentration 
standard.  HUD's  Regional  and  Field 
Offices  have  responsibility  for 
determining  whether  a  proposed  site  for 
HUE>-assisted  housing  is  located  in  an 
area  of  undue  concentration,  or  whether 
the  site  area  would  become  an  area  of 
undue  concentration  if  the  housing  were 
approved  for  assistance. 

(c)  Unacceptable  site  area.  Unless 
granted  an  exception  to  the  undue 
concentration  standard  under  §  770.105 
of  this  part,  or  granted  a  waiver  under 
HUD's  general  waiver  authorities  (24 
CFR  799.101,  899.101,  999.101).  a 
proposed  site  will  be  ineHgible  for 
approval  under  the  undue  concentration 
standard  if  the  site  is  located  in  an  area 
in  which  the  percentage  of  poverty-level 
population  is  equal  to  or  greater  than  40 
percent  of  the  total  population  of  the 
site  area,  or  will  become  equal  to  or 
greater  than  40  percent  of  ^e 
population  of  the  site  area,  if  the 
housing  is  approved  for  assistance. 

(d)  Undue  concentration 
determination — (1)  Detennining 
percentage  of  poverty-level  population. 
To  determine  whether  a  site  area 
contains  (or  would  contain,  if  proposed 
housing  is  approved  for  assistance)  an 
undue  concentration  of  poverty-level 
population,  the  appUcable  HUD  office 
will  consuh  the  most  recent  decennial 
census  data  to  determine  the  percentage 
of  persons  living  in  the  site  area  who 
have  incomes  below  the  poverty  level. 
Subject  to  certain  exceptions  set  forth  in 
§  770.105  of  this  part,  proposed  sites 
will  be  approved  under  the  undue 
concentration  site  standard  only  if  the 
percentage.of  poverty-level  population 
is  less  than  40  percent  of  the  population 
ofthe  site  area. 

(2)  Determining  profected  increase  in 
poverty  level  population  fbr  below- 
threshold  sites.  To  determine  whether  a 
site  area  with  a  poverty-level  population 
below  the  40  percent  threshold  would 
be  increased  to  40  percent  or  greater  if 


the  site  were  approved  by  HUD,  the 
applicable  HUD  office  will  diride  the 
estimated  total  poverty-level  population 
ofthe  site  area  (estimated  to  include  the 
expected  poverty-level  ofthe  housing 
for  which  HUD  assistance  is  sought)  by 
the  estimated  total  population  ofthe  site 
area  (estimated  to  include  the  total 
expected  population  of  the  proposed 
housing  development).  The  estimated 
total  population  ofthe  site  area,  and  the 
estimated  total  poverty-level  population 
of  the  site  area  will  be  determined  based 
on  the  most  recent  decennial  census 
data  available  as  follows: 

(i)  Determining  the  estimated  total 
population  ofthe  site  area.  To 
determine  the  estimated  total 
population  of  the  site  area,  the  number 
of  persons  residing  in  the  site  area  shall 
be  added  to  the  estimated  total 
{Kjpulation  of  the  proposed  housing 
development. 

(A)  The  number  of  persons  residing  in 
the  site  area  shall  be  determined  from 
the  most  recent  decennial  census  data 
available. 

(B)  The  estimated  total  population  of 
the  proposed  development  is 
determined  by  multiplying  the  average 
number  of  persons  for  each  unit  size  of 
the  development,  by  the  total  number  of 
imits  of  that  size  in  the  proposed 
housing  development.  The  total  number 
of  persons  for  rach  unit  size  are  then 
added,  and  the  sum  represents  the 
estimated  total  population  ofthe 
proposed  housing  development. 

(C)  Unit  size  is  categorized  by  the 
number  of  bedrooms  in  the  unit.  The 
average  number  of  persons  per  unit  size 
is  as  follows,  based  on  occupancy 
guidelines  for  HUD  assisted  housing: 


SiMOfunK 


Efficiency  ((MMdraom)  _„ 

One  bedroom 

Two  beclrooms 

Three  bedrooms « 

Four  bedrooms 


Avenge 
per  una 


1 

^£ 

3 

4.5 

6 


For  units  with  more  than  four 
bedrooms,  the  average  number  of 
persons  per  bedroom  for  general 
occupancy  units  is  1.5  persons.  For 
units  in  elderly  and  disabled  housing, 
the  averages  are:  One  person  for 
efficiency  (O-bedroom)  and  one- 
bedroom  units;  and  two  persons  fbr  tMro- 
bedroom  units. 

(ii)  Detennining  the  estimated  total 
poverty-level  popukrUoa  of  the  site  area. 
To  determine  the  estimated  total 
poverty-level  population  of  the  site  area, 
the  number  of  poverty-level  persons 
residing  in  the  site  area  shall  be  added 
to  the  estimated  poverty-level 


population  of  the  prt^Meed  housing 
development. 

(A)  The  number  of  poverty-level 
paeons  residing  in  the  sHe  area  shall  be 
determined  from  the  most  recent 
decennial  census  data  available. 

(B)  The  estimated  poverty-levd 
population  (rf  the  nropoaed  housing 
development  shall  be  65  percent  of  the 
estimated  total  population  of  the 
development,  as  (wtennined  under 
paragraph  (d)(2)(i)  of  this  section. 

1770.105    Exeapdonforravitaizadonof 
site  area. 

A  proposed  site  for  HUD-assisted 
housing  located  in  an  area  of  undue 
concentration  may  be  granted  an 
exception  from  the  undue  concentration 
site  standard  on  the  basis  that  the  site 
area  is  undergoing  or  will  undergo 
revitahzation.  ¥ot  an  exoepticm  to  be 
granted  on  this  basis,  the  appUcant 
seeking  HUD  assistance  for  the 
proposed  housing  development  must  • 
request  a  determination  by  the 
responsible  HUD  office  thaH  the 
proposed  site  fbr  the  housing 
development  is  located  in  an  area  of 
undue  concmitration.  Where  the  HUD 
office  has  made  such  a  determination, 
the  applicant  may  request  an  exception 
if  it  believes  the  requirements  of 
paragraph  (a)  or  (b)  of  this  section  are 
met.  The  request  for  an  exception  must 
be:  fai  writing;  accompany  the 
applicant's  application  for  assistance; 
and  identify  whether  an  exception  is 
requested  under  paragra^  (a)  or 
paragraph  (b)  of  tnis  section.  No  special 
form  for  requesting  an  exception  is 
required. 

(a)  Federally-designated  enterprise 
zone.  If  the  site  area  is  located  within 
the  bmmdariea  of  a  Federally-designated 
Enterprise  Z<Hie.  an  exception  to  the 
undue  concentraticm  standard  will  be 
granted  automatically. 

(b)  Revitalization  of  site  area  under 
local  jurisdiction  sponsorship  or 
approval— (I)  Verifiable  evidence  of 
planned  revitalization.  If  the  site  area  is 
currently  undergoing  revitalization  as  a 
result  of  either  puUic  or  privete  sector 
support  (or  both),  and  if  were  are  firm 
plans  for  revitaUzation  of  the  area  that 
have  been  adopted  or  approved,  or  for 
which  adoption  or  approval  is  pending, 
by  the  unit  of  general  local  government 
or  another  appnmriate  governing  body, 
an  exception  to  the  undue  concentration 
standard  may  be  granted.  For  an 
exception  to  be  granted  on  this  basis, 
the  responsible  HUD  office  must  verify, 
through  a  review  of  supporting 
documentation,  obtained  by  HUD  with 
the  cooperation  and  assistance  of  the 
applicant,  that  the  expenditure  of  funds 
and  the  concentrated  efforts  being 
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undertaken  «^U  result  in  significant 
improvements  to  the  site  area. 

(2)  Conditional  approval  where 
tevitalixation  plans  are  pending.  If  the 
revitalization  plan  is  pending  (lor 
example,  all  planning  stages  are  not 
completed  or  final  approval  has  not 
been  received  from  the  applicable 
governing  body),  any  HUD  approval  of 
an  assisted  housing  development  will  be 
conditional  and  subject  to  the  approval 
of  the  final  plan  by  the  applicable 
governing  body  no  later  than  two  years 
from  the  date  of  the  assisted  housing 
application. 

(3)  Form  of  revitalization  plans. 
Revitalization  plans  need  not  be 
restricted  to  the  site  area  or  tailored  to 
meet  the  requirements  of  the  assisted 
housing  application.  Revitalization 
plans  can  M  broader  in  scope,  in  terms 
of  geographic  area  and  sub)ect  matter 
coverage,  and  they  can  be  part  of  dty- 
wide  redevelopment  or  urban  renewal 
processes,  as  would  be  the  case  for  a 
Comprehensive  Housing  Affordability 
Strategy  (CHAS).  In  order  to  qualify  as 
an  approvable  exception  to  under  this 
part,  the  revitalization  activities  already 
imderway  and  those  proposed  must  be 
determined  to  have  direct  physical, 
social  and  economic  impact  on  the  site 
area. 

(4)  Required  components  of 
revitalization  plan.  Approvable 
revitalization  plans  must  include  the 
following  infontiation: 

(i)  A  listing  and  evaluation  of  the 
specific  projects  and  budget  information 
on  the  amounts  of  State  and  local  funds 
already  expended,  or  committed  for 
expenditure  within  two  years,  for 
redevelopment,  revitalization  and 
preservation  efforts  in  the  site  area: 

(ii)  A  listing  and  evaluation  of  the 
specific  projects  and  budget  information 
on  the  amounts  of  Federal  funds  already 
spent  OT  committed  for  Federal  loan  and 
grant  programs  for  redevelopment. 
revitaUzaticm  and  preservation  efforts  in 
the  site  area: 

(iU)  A  listing  of  private  sector 
investment  in  residential  and 
nonresidential  developments  and 
improvements  in  the  area,  including 
those  that  are  completed,  under 
ctHistruction  or  are  to  begin  construction 
mthin  two  years; 

(iv)  Evidence  of  active  steps,  programs 
and  progress  in  improving  social 
concutions  and  eoqMnding  services  in 
the  site  area; 

(v)  Evidence  of  a  continuing 
commitmMit  for  rwiewal.  revitalization 
ot  pieservatim  of  the  area  based  on  the 


development  sdiedule  of  the  local 
revitalization  plan,  which  shows  the 
specific  developments  and  activities 
Sat  will  have  been  completed  or 
substantially  underway  by  the  time  the 
HUD-assisted  housing  has  been 
developed,  and  the  approximate  date  of 
completion  of  redevelopment  of  the 
area:  and 

(vi)  If  revitalization  is  occurring  as  a 
result  of  private  sector  support, 
evidence  that  the  revitalization  efforts 
involved  will  significantly  improve 
conditions  by  the  time  the  proposed 
HUD-assisted  housing  is  developed. 

(5)  Relationship  of  revitalization  plan 
to  CHAS.  Because  a  jurisdiction's 
housing  strategy  in  areas  of  undue 
concentration  is  affected,  the 
revitalization  plan  shall  be  referenced 
and  made  part  of  any  Comprehensive 
Housing  Affordability  Strategy  (CHAS) 
covering  the  site  area. 

PART  882-SECTK>N  8  HOUSING 
ASSISTANCE  PAYMENTS 
PROGRAM-EXISTINQ  HOUSING 

2.  The  authority  for  part  882 
continues  to  read  as  follows: 

Authority:  42  U.S.C  1437a,  1437c.  1437f; 
42  U.S.C  3S3S(d). 

3.  In  §  882.404,  paragraph  (b)(3)  is 
revised  to  read  as  follows: 

ISS2.404    Housing  <|ualtty»tandards. 

(b)«  •  • 

(3)  Promote  a  greater  choice  of 
housing  opportunities  by  avoiding  areas 
that  contain  (or  would  contain  if  the 
housing  were  approved  for  assistance) 
an  undue  concentration  of  poverty-level 
population,  as  determined  under  24 
CFR  part  770. 

•  •        •        •        • 

4.  In  §  882.706.  paragraph  (d)  is 
revised  to  read  as  follows: 

fM2.7M    New  conetnictlon:  Site  and 
nalghborttood  atandarde. 

•  •        •        •        • 

(d)  The  site  must  promote  a  greater 
dioice  of  housing  opportunities  by 
avoiding  areas  that  contain  [at  would 
contain  if  the  housing  were  approved 
for  assistance)  an  undue  concentration 
of  poverty-level  population,  as 
determined  under  24  CFR  part  770. 


PART  88»-SUPPORTIVE  HOUSING 
FOR  THE  ELDERLY 

5.  The  authority  for  part  889 
continues  to  read  as  follows: 


AnUwrily:  12  U.&C  ITOlq;  42  U.S.C 
353S(d). 

6.  In  8  889.230,  a  new  paragraph  (!)  is 
added  to  read  as  follows: 

1889.230   8H»  and  neighborhood 
Btandarda. 

•        •        •        •        • 

(f)  The  site  must  promote  a  greater 
choice  of  housing  opportunities  by 
avoiding  areas  that  contain  (or  would 
contain  if  the  housing  were  approved 
for  assistance)  an  undue  concentration 
of  poverty-level  population,  as 
determined  under  24  CFR  part  770. 

PART  890--SUPPORTfVE  HOUSING 
FOR  PERSONS  WITH  DISABILITIES 

7.  The  authority  for  part  890 
continues  to  read  as  follows: 

Authority:  42  U.S.C  6013: 42  U.S.C. 
3535(d). 

8.  In  §  890.230.  a  new  paragraph  (h) 
is  added  to  read  as  follows: 

1690.230   Site  and  neighborhood 
atandarde. 

•        •        •        •        • 

(h)  The  site  must  promote  a  greater 
choice  of  housing  opportunities  by 
avoiding  areas  that  contain  (or  would 
contain  if  the  housing  were  approved 
for  assistance)  an  undue  concentration 
of  poverty-level  population,  as 
determined  under  24  CFR  part  770. 

PART  941— PUBLIC  HOUSING 
DEVELOPMENT 

9.  The  authority  for  part  941 
continues  to  read  as  follows: 

Authority:  42  US.C  1437b.  1437c,  and 
1437g:42U.S.C353S(d). 

10.  In  §941.202.  paragraph  (d)  is 
revised  to  read  as  follows: 

1941.202    8ita  and  neighborhood 
atandarde. 

(d)  The  site  must  promote  a  greater 
choice  of  housing  opportunities  by 
avoiding  areas  that  contain  (or  would 
contain  if  the  housing  were  approved 
for  assistance)  an  undue  concentration 
of  poverty-level  population,  as 
determined  under  24  CFR  part  770. 

Dated:  December  24, 1992. 
lackKaay. 
Secretary. 
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DEPARTMENT  OF  HOUStW  AND 
URBAN  DEVELOPMENT 

Offlc*  of  the  Secmtary 

24  CFR  Part  888 

(DocM  No.  93-3550:  Fn-3346-N-01I 

Section  8  Housing  Asslatanc* 
Payment*  Program— Contract  Rent 
Annuai  Ad|ustment  Factors 

AGENCY:  Office  of  the  Secretary.  HUD. 
ACTION:  Notice  of  revised  aontract  rent 
annual  adjustment  factors. 

summary:  The  United  States  Housing 
Act  of  1937  (1937  Act)  requires  that  the 
assistance  contracts  signed  by  owners 
participating  in  the  Department's 
Section  8  Housing  Assistance  Payments 
programs  provide  for  annual  or  more 
frequent  adjustment  in  the  maximum 
monthly  rentals  for  units  covered  by  the 
contract  to  reflect  changes  based  on  fair 
market  rents  prevailing  in  a  particular 
market  area,  or  on  a  reasonable  formula. 
This  Notice  announces  revised  Annual 
Adjustment  Factors  (AAFs).  which  are 
based  on  a  formula  using  data  on  rent 
and  utilities  cost  changes  from  the 
Bureau  of  Labor  Statistics  Consumer 
Price  Index,  the  Bureau  of  the  Census 
American  Housing  Surveys,  and  the 
HUD  Random  Digit  Dialing  (RDD)  rent 
diange  surveys.  The  revised  AAFs  are  to 
be  used  to  adjust  contract  rents  of 
program  units  in  the  Section  8  Housing 
Assistance  Payment  programs. 
EFFECTIVE  DATE:  January  13. 1993. 
FOR  FUmXCT  INFORMATION  CONTACTS 
Gerald ).  Benoit,  Rental  Assistance 
Division,  Office  of  Public  and  Indian 
Housing  (202)  708-0477  (TDD:  (202) 
708-0850),  for  questions  relating  to  the 
Section  8  Voucher,  Certificate,  and 
Moderate  Rehabilitation  programs; 
James  Tdiash,  Program  Planning 
Division.  Office  of  Multifamily  Housing 
Management  (202)  708-3944  (TDD: 
(202)  708-4594),  for  questions  relating 
to  all  other  Section  8  programs;  fcfr 
technical  information  regarding  the 
development  of  the  schedules  for 
specific  areas  or  the  method  used  for 
calculating  the  AAFs,  Michael  R.  Allard 
Economic  and  Market  Analysis 
Division,  Office  of  Policy  Development 
and  Research  (202)  70ft-0577  (TDD: 
(202)  708-0770).  Mailing  address  for 
above  persons:  Department  of  Housing 
and  Urban  Development.  451  Seventh 
Street  SW.,  Washington.  DC  20410. 
(Telephone  numbers  are  not  toll-free.) 
SUPPLEMENTARY  MFORMATION:  Section 
8(c)(2)(A)  of  the  United  SUtes  Housing 
Act  of  1937  (42  U.S.C  1437t(c)(2)(A)) 
requires  the  Department  to  provide  for 


adjustments  in  the  maximum  monthly 
leots  fbr  units  covered  by  the  Section  8 
Housii«  Assistance  Payments  (HAP) 
Contracts.  Adjustments  must  nBatX 
changes  in  the  Fair  Market  Rants  (FMRs) 
prevailing  in  particular  mariost  areas,  oc 
they  must  be  based  on  a  reasonable 

formula.  .  „  .    . 

HUD  has  elected  to  establish  the 
AAFs  using  the  formula-based 
alternative.  HUD  regulations  provide 
that  the  AAFs  will  be  publiriied 
annually  in  the  Federal  Register  (24 
CFR  888.202).  These  revised  AAFs  are 
appUcable  (subject  to  the  limitatioas  on 
applicability  discussed  below)  for 
adjusting  Contract  Rents  on  or  after 
November  8. 1992,  the  anniversary  date 
for  this  publication. 

Applicability  of  AAFs  to  Verious 
Section  8  Programs 

In  general,  AAFs  e^ablished  Iqr  this 
Notice  are  used  to  adjust  Contract  Rents 
for  Section  8  program  units.  The 
following  provides  a  general  description 
of  how  AAFs  apply  under  the  several 
Section  8  Housing  Assistance  Payments 
programs.  Tho  application  of  the  AAFs 
should  be  determined  by  reference  to 
the  HAP  Contract  and  to  appropriate 
program  regulations  or  requirements. 

In  certain  cases.  AAFs  are  not  used  to 
adjust  Contract  Rents.  AAFs  are  not 
used  for  the  Section  8  Voucher  program. 
In  addition,  AAFs  are  not  used  for 
Section  8  Certificate  program  units 
subject  to  24  CFR  882.110(d).  which 
applies  to  units  in  certain  otherwise 
subsidized  projects  that  are  rented  to 
Section  B  Certificate  program  families. 
(The  housing  assistance  payment  far 
such  a  unit  is  equal  to  the  diEEerence 
between  the  subsidized  rent  and  the 
rent  payable  by  the  eligible  family. 
Adjustments  to  the  subsidized  rents  are 
made  in  accordance  with  rules  and 
procedures  governing  the  particular 
subsidized  housing  program  involved.) 
In  addition,  AAFs  are  not  used  for  units 
placed  under  HAP  contract  in  recent 
years  under  the  Section  202/Section  8 
program.  Instead,  those  rents  are  baaed 
on  a  HUD-approved  budget  for  the 
project. 
Contract  Rents  for  many  pro)e(^ 
>    receiving  Section  8  subsidies  imder  the 
Loan  Management  provisions  of  24  CFR 
part  886,  subpart  A,  and  for  projects 
receiving  Section  8  subsidies  under  the 
Property  Disposition  provisions  of  24 
CFR  part  886,  subpart  C,  are  adjusted,  at 
HUD's  option,  either  by  appljring  the 
AAFs  or  by  adjusting  rents  in 
accordance  with  24  CFR  207.19(e). 

The  AAFs  apply  to  rental  units  of  all 
bedroom  sizes  in  each  rent  intervaL 
Under  the  Section  8  Moderate 
RehabiUtation  program,  the  public 


housing  agency  (PHA)  should  use  the 
base  rent,  not  the  Contract  Rent,  to 
select  the  correct  AAF  to  apply  to  the 
bftso  rooti 

Each  AAF  applies  to  a  specified 
geographical  area.  Program  participants 
should  refer  to  the  Table  at  the  end  of 
Schedule  C  that  provides  the  list  of 
states  included  in  each  of  the  ten  HUD 
Regions  and  of  the  metropolitan  areas 
with  separate  local  CPI  surveys  (defined 
by  counties  of  New  England  towns)  to 
make  certain  that  they  are  using  the 
correct  factors.  Units  located  in 
metropolitan  areas  with  separate  local 
CPI  surveys  must  use  the  corresponding 
AAFs  for  that  metropolitan  area.  Units 
that  are  located  in  metropolitan  areas 
widiout  a  local  CPI  survey  or  are  located 
outside  metropolitan  areas  must  use  the 
respective  metropolitan  or 
nonmetropolitan  area  AAFs  for  the  HUD 
Region  within  which  the  state  is 

located. 

Ownera  of  Section  8  units  (other  than 
units  assisted  under  the  Section  8 
Certificate,  Moderate  Rehabilitation 
(both  regular  and  SRO).  Project-based 
Assistance  Certificates,  and  FmHA 
programs)  who  have  HAP  Contracts 
with  anniversary  dates  falling  on 
November  8, 1992  through  January  13, 
1993  may  request  that  the  AAFs  be 
applied  retroactively  to  the  anniversary 
date  of  their  HAP  Contracts. 
Retroactivity  is  permitted  to  avoid  any 
detriment  to  ownere  because  of  HUD's 
delay  in  the  annual  publication,  as 
required  by  24  CFR  888.202,  of  the 
factors.  For  imits  assisted  under  the 
Section  8  Certificate,  Moderate 
Rehabilitation  (both  regular  and  SRO), 
Project-based  Assistance  Certificates, 
and  the  FmHA  programs,  the  factors  are 
not  applied  retroactively;  the  annual 
adjustments,  as  of  any  anniversary  date 
are  determined  using  the  AAFs  most 
recently  published  in  the  Federal 
Register  (see  24  CFR  882.108(a)(l)(i)  and 
884.109(b)(2)). 

Calcalation  of  Annual  Adjustment 
Factors 

In  the  September  26, 1991  Federal 
Register  publication  of  the  final  FMRs 
for  FY  1992,  HUD  announced  that  it 
intended  to  use  the  RDD  survey 
technique  as  the  method  for  obtaining 
the  formula-based  rent  change  factors. 
This  year's  AAFs  initiate  use  on  a 
national  basis  of  the  RDD  regional 
survey  results.  The  RDD  sxuvey  method 
is  based  on  a  sampling  procedure  that 
uses  computere  to  select  a  statistically 
random  sample  of  rental  housing,  dial 
end  keep  track  of  the  telephone  calls 
•nd  process  the  responses.  This 
technique  has  been  tested  in  areas 
where  extensive  Census  data  are 
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available  and  has  been  found  to  be  very 
reliable.  Starting  this  year,  ROD  surveys 
were  conducted  for  the  metropolitan 
parts  (exclusive  of  CPI  areas)  and 
nonmetropolitan  parts  of  the  10  HUD 
Regions,  a  total  of  20  surveys.  The 
results  of  these  20  surveys  replace  the 
previous  AAFs  which  were  based  on 
CPI  data  for  the  four  Census  Regions 
that  comprise  the  United  States.  The 
increased  number  of  rent  change  factors 
covering  the  much  smaller  and  more 
homogeneous  HUD  Regions  result  in  a 
significant  improvement  over  the 
current  system. 

AAFs  are  provided  for  the 
metropolitan  parts  (exclusive  of  CPI 
areas)  and  the  nonmetropolitan  parts  of 
the  ten  HUD  Regions,  for  the  73 
metropolitan  areas  with  local  CPI 
surveys  and  for  the  State  of  Hawaii.  The 
formula  for  calculating  the  AAFs  for 
each  area  was  developed  as  follows:  (1) 
Changes  in  the  shelter  rent  and  utilities 
components  were  calculated  based  on 
the  most  recent  CPI  and  ROD  annual 
average  change  data;  (2)  the  shelter  rent 
factor  was  calculated  by  eliminating  the 
effiect  of  heating  costs  that  are  included 
in  the  rent  of  some  of  the  units  included 
in  the  CPI  surveys;  (3)  the  gross  rent 
factors  were  calculated  by  weighing  the 
rent  and  utility  components  of  rent  with 
the  updated  1980  Census  Regional  and 
state  components;  and  (4)  the  AAFs 
were  then  adjusted  to  reflect  rent  change 


variations  by  rent  range  determined 
from  1990  national  AHS  data. 

Puerto  Rico  and  the  Virgin  Islands  use 
the  HUD  R^on  IV  AAFs.  All  areas  in 
Hawaii  use  Sie  AAF  schedule  for 
Hawaii,  which  is  based  on  the  CPI 
siuvey  for  the  Honolulu  metropolitan 
area;  the  Pacific  Islands  use  the  HUD 
Region  IX  nonmetropolitan  AAFS.  The 
Anchorage  metropolitan  area  has  its 
own  AAFs  based  on  a  local  CPI  survey; 
all  other  areas  in  Alaska  use  the  HUD 
Region  X  nonmetropolitan  area  AAFs. 

Section  8  Certificate  Program  AAFs  for 
Manufactu-red  Home  Spaces 

This  Notice  contains  a  separate  set  of 
AAFs  for  adjusting  Contract  Rents  for 
manufactured  home  spaces.  There  is 
one  factor  for  each  area,  which 
represents  the  change  in  the  median 
rent  for  the  area.  These  factors  were 
derived  by  following  steps  one  and  two 
in  the  formula  described  above. 

Other  Matters 

An  environmental  assessment  is 
unnecessary,  since  revising  Annual 
Adjustment  Factors  is  categorically 
excluded  from  the  Department's 
National  Environmental  Policy  Act 
procedures  under  24  CFR  50.20(7). 

The  General  Counsel,  as  the 
Designated  Official  under  section  6(a)  of 
Executive  Order  12612,  Federalism,  has 
determined  that  the  policies  contained 
in  this  Notice  do  not  have  federalism 


implications  and,  thus,  are  not  subject 
to  review  under  the  Order.  The  Notice 
merely  announces  the  adjustment 
factors  to  be  used  to  adjust  contract 
rents  in  the  Section  8  Housing 
Assistance  Payment  programs,  as 
required  by  the  United  States  Housing 
Act  of  1937. 

The  General  Counsel,  as  the 
Designated  Official  under  Executive 
Order  12606,  The  Family,  has  also 
determined  that  this  Notice  does  not 
have  potential  significant  impact  on 
family  formation,  maintenance,  and 
general  well-being  and,  thus,  is  not 
subject  to  review  under  the  Order.  The 
Notice  merely  announces  the 
adjustment  factors  to  be  used  to  adjust 
contract  rents  in  the  Section  8  Housing 
Assistance  Payment  programs,  as 
required  by  the  United  States  Housing 
Act  of  1937. 

The  Catalog  of  Federal  Domestic 
Assistance  program  number  for  Lower 
Income  Housing  Assistance  programs 
(Section  8)  is  14.156. 

Accordingly,  the  Department 
publishes  these  Contract  Rent  Annual 
Adjustment  Factors  for  the  Section  8 
Housing  Assistance  Payments  Program 
as  set  forth  in  the  following  tables: 

Dated:  January  4, 1993. 
Frank  Keating. 

Acting  Secretary 
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SCHEDULE  C 


CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS 


HUO  REGION  I  METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED     EXCLUDED 

UNDER  $  270 

1.031 

1.029 

$  270  TO   319 

1.029 

1.027 

%    320  TO   379 

1.028 

1.026 

$  380  TO   429 

1.026 

1.022 

$  430  TO   489 

1.024 

1.022 

$  490  TO   539 

1.023 

1.017 

%   540  TO   649 

1.020 

1.013 

$  650  TO   759 

1.017 

1.011 

$  760  TO   859 

1.014 

1.007 

S  860  PLUS 

1.011 

1.007 

HUO  REGION  II 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  230 

1.040 

1.038 

$  230  TO   269 

1.038 

1.036 

$  270  TO   319 

1.036 

1.034 

$  320  TO   359 

1.034 

1.032 

$  360  TO   409 

1.032 

1.023 

$  410  TO   449 

1.030 

f  .023 

$  450  TO*  539 

1.026 

1.020 

$  540  TO   629 

1.022 

1.015 

$  630  TO   719 

1.018 

1.012 

$  720  PLUS 

1.014 

1.010 

HUD  REGION  III 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  180 

1.054 

1 .056 

$  180  TO   219 

1.051 

1.050 

%   220  TO   259 

1.048 

1.050 

%   260  TO   289 

1.046 

1.047 

$  290  TO   329 

1.043 

1.035 

%    330  TO   359 

1.040 

1.035 

f  360  TO   439 

1.035 

1.030 

$  440  TO   509 

1.030 

1.023 

$  510  TO   579 

1.024 

1.018 

$  580  PLUS 

1.019 

1.018 

HUD  REGION  IV 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  %    190 

1.039 

1.035 

$  190  TO   229 

1.038 

1.035 

$  230  TO   269 

1.036 

1.035 

y   270  TO   309 

1.034 

1,031 

$  310  TO   349 

1.032 

1.024 

$  350  TO   389 

1.030 

1.024 

$  390  TO   459 

1.026 

1.021 

$  460  TO   539 

1.022 

1.014 

$  540  TO   619 

1.018 

1.010 

%   620  PLUS 

1.014 

1.010 

BY  RENT  RANGE 

PREPARED  ON  120292 
HUD  REGION  I  NONMETROPOLITAN 

HIGHEST  COST  UTILITY 


UNDER  $ 
260  TO 
320  TO 
370  TO 
420  TO 
480  TO 
530  TO 
630  TO 
740  TO 
850  PLUS 


260 
319 
369 
419 
479 
529 
629 
739 
849 


INCLUDED 
1.021 
1.020 
1.019 
1.018 
1.017 
1.016 
1.014 
1.012 
1.010 
1.008 


EXCLUDED 
1.017 


017 
017 
015 
013 
012 
009 
006 
1.004 
1.003 


HUO  REGION  II 


NONMETROPOLITAN 
HIGHEST  COST  UTILITY 


UNDER  % 
220  TO 
260  TO 

310  TO 
350  TO 
400  TO 
440  TO 
530  TO 
620  TO 
700  PLUS 


220 
J  59 
309 
349 
399 
439 
529 
G19 
G99 


INCLUDED 
1.054 
1.051 
1.048 
1.046 
1  .043 
1.040 
1.035 
1.030 
1.024 
1.019 


EXCLUDED 
1.050 
1.050 
1  .049 
1.045 
1  .043 
1.036 
1.029 
1.023 
1.017 
1  017 


HUD  REGION  III 


NONMETROPOLITAN 
HIGHEST  COST  UTILITY 


UNDER  $ 
180  TO 
210  TO 
250  TO 
280  TO 
320  to 
350  TO 
420  TO 
490  TO 
560  PLUS 


180 
209 
249 
279 
319 
349 
419 
489 
559 


INCLUDED 
1.049 
1.046 


1  .044 
1.041 
1.039 
1.037 
1.032 
1.027 
1.022 
1.017 


EXCLUDED 
1.055 
1  .046 
1.043 
1.042 
1.033 
1.033 
1.026 
1.022 
1.015 
1.015 


HUD  REGION  IV 


NONMETROPOLITAN 
HIGHEST  COST  UTILITY 


UNDE 
$  190 
$  230 
$  260 
$  300 
$  340 
$  380 
$  450 
$  530 
$  600 


R  %    190 

TO   229 


TO 
TO 
TO 
TO 
TO 
TO 
TO 
PLUS 


259 
299 
339 
379 
449 
529 
599 


INCLUDED 
1.034 
1  .033 
1.031 
1.029 
1.027 
1.026 
1.022 
1.019 
1.016 
1.012 


EXCLUDED 
1.029 
1.029 
1.029 
1.025 
1.019 
1.019 
1.017 
1.008 
1.008 
1.008 


1^ 


2? 
I 
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SCHEDULE  C  -  CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS  -  BY  RENT  RANGE 


HUD  REGION  V  METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

180 

1.038 

1.037 

$  180  TO 

219 

1.036 

1.037 

$  220  TO 

249 

1.034 

1.034 

$  250  TO 

289 

1.032 

1.030 

$  290  TO 

329 

1.030 

1.026 

$  330  TO 

359 

1.029 

1.026 

%   360  TO 

439 

1.025 

1.020 

$  440  TO 

509 

1.021 

1.017 

$  510  TO 

579 

1.017 

1.011 

$  5S0  PLUS 

1.013 

1.011 

HUD  REGION  VI 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

180 

1.043 

1.042 

$  180  TO 

209 

1.041 

1.041 

$  210  TO 

249 

1.038 

1.039 

$  2S0  TO 

289 

1.036 

1.033 

$  290  TO 

319 

1.034 

1.030 

$  320  TO 

359 

1.032 

1.026 

$  360  TO 

429 

1.028 

1.023 

$  430  TO 

499 

1.024 

1.017 

$  500  TO 

569 

1.019 

1.011 

$  570  PLUS 

1.015 

1.011 

HUO  REGION  VII 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

180 

1.050 

1.056 

$  180  TO 

219 

1.048 

1.050 

$  220  TO 

249 

1.045 

1.047 

$  250  TO 

289 

1.043 

1.041 

%   290  TO 

319 

1.040 

1.033 

$  320  TO 

359 

1.038 

1.033 

$  360  TO 

429 

1.033 

1.028 

$  430  TO 

499 

1.028 

1.024 

%   500  TO 

579 

1.023 

1.017 

$  580  PLUS 

1.018 

1.016 

HUD  REGION  VIII  METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  \ 

170 

1.0S2 

1.047 

S  170  TO 

209 

1.050 

1.047 

$  210  TO 

239 

1.047 

1.044 

$  240  TO 

279 

1.045 

1.038 

$  280  TO 

309 

1.042 

1.037 

$  310  TO 

349 

1.039 

1.033 

$  350  TO 

419 

1.034 

1.026 

$  420  TO 

479 

1.029 

1.018 

$  480  TO 

549 

1.024 

1.014 

$  5S0  PLUS 

1.019 

1.012 

PREPARED  ON 

HUD  REGION  V  NONMETROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

180 

1.027 

1.030 

$  180  TO 

209 

1.026 

1.026 

$  210  TO 

249 

1.025 

1.026 

$  250  TO 

279 

1.023 

1.019 

$  280  TO 

319 

1.022 

1.017 

$  320  TO 

349 

1.021 

1.017 

$  350  TO 

429 

1.018 

1.013 

$  430  "TO 

499 

1.015 

1,011 

$  500  TO 

569 

1.012 

1.007 

$  570  PLUS 

1.010 

1.007 

HUD  REGION  VI 

NONMETROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

170 

1.025 

1.027 

$  170  TO 

209 

1.024 

1.021 

$  210  TO 

239 

1.022 

1.018 

$  240  TO 

279 

1.021 

1.015 

$  280  TO 

309 

1,020 

1.014 

$  310  TO 

349 

1.019 

1.012 

$  350  TO 

419 

1.016 

1.010 

$  420  TO 

489 

1.014 

1.009 

$  490  TO 

559 

1.011 

1,004 

$  560  PLUS 

1.009 

1.004 

HUD  REGION  VII 

NONMETROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

170 

1.025 

1.027 

$  170  10 

209 

1.024 

1.026 

$  2  10  TO 

239 

1  .023 

1.022 

$  240  TO 

279 

1.021 

1.019 

$  280  TO 

309 

1.020 

1,017 

$  310  TO 

349 

1.019 

1.015 

$  350  TO 

419 

1.016 

1.013 

$  420  TO 

489 

1.014 

1.011 

$  490  TO 

559 

1.011 

1.006 

$  560  PLU 

S 

1.009 

1.006 

HUD  REGION  VIII  NONMETROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

170 

1.055 

1.052 

$  170  TO 

199 

1.052 

1.049 

$  200  TO 

229 

1.049 

1.047 

$  230  TO 

269 

1.046 

1,040 

$  270  TO 

299 

1.044 

1.032 

$  300  TO 

329 

1.041 

1.032 

$  330  TO 

399 

1.036 

1.025 

%   400  TO 

469 

1.030 

1,021 

$  470  TO 

529 

1.025 

1,014 

$  530  PLUS 

1.019 

1.014 

120292 
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SCHEDULE  C 


TRACT  RENT  ANNUAL  ADJUSTMENT 

FACTORS.  SECTION  8 

HUD  REGION  IX 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  230 

1.042 

1.039 

$  230  TO   279 

1.040 

1.035 

$  280  TO   329 

1.038 

1.033 

$  330  TO   369 

1.036 

1.031 

$  370  TO   419 

1.033 

1.028 

$  420  TO   469 

1.031 

1.025 

$  470  TO   559 

1.027 

1.017 

$  560  TO   649 

1.023 

1.013 

%   650  TO   739 

1.019 

1.009 

$  740  PLUS 

1.015 

1.009 

HUD  REGION  X 

METROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  190 

1.071 

1.071 

$  190  TO   229 

1.068 

1.067 

$  230  TO   259 

1.064 

1.061 

$  260  TO   299 

1.060 

1.057 

$  300  TO   339 

1.057 

1.053 

$  340  TO   379 

1.053 

1.044 

%   380  TO   449 

1.046 

1.039 

S  450  TO   529 

1.039 

1.029 

$  530  TO   609 

1.032 

1.019 

$610  PLUS 

1.025 

1.019 

STATE  HAWAII 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  390 

1.  118 

1.  123 

$  390  TO   469 

1.113 

1.116 

$  470  TO   549 

1.  107 

1.  108 

%   550  TO   629 

1.  101 

1.103 

%   630  TO   709 

1  095 

1.097 

$  710  TO   789 

1.089 

1.083 

$  790  TO   939 

1.077 

1.069 

$  940  TO  1099 

1.065 

1.056 

$1100  TO  1259 

1.054 

1.042 

$1260  PLUS 

1.042 

1.042 

PMSA  ANAHEIM- 

SANTA  ANA,  CA 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  420 

1.045 

1.045 

$  420  TO   499 

1.043 

1.041 

$  500  TO   579 

1.041 

1.039 

$  580  TO   659 

1.039 

1.034 

$  660  TO   749 

1.036 

1.031 

$  750  TO   829 

1.034 

1.027 

$  830  TO   999 

1.030 

1.026 

$1000  TO  1159 

1.025 

1.022 

$1160  TO  1329 

1.021 

1.018 

$1330  PLUS 

1.016 

1.013 

HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS 


BY  RENT  RANGE 
PREPARED  ON 
HUD  REGION  IX  NONMETROPOLITAN 

HIGHEST  COST  UTILITY 
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0> 


INCLUDED 

EXCLUDED 

UNDER  $ 

230 

1.045 

1.043 

$  230  TO 

269 

1.043 

1.036 

$  270  TO 

319 

1.041 

1  036 

$  320  TO 

359 

1.039 

1  035 

$  360  TO 

409 

1.036 

1.031 

$  410  TO 

449 

1.034 

1.026 

$  450  TO 

539 

1.030 

1.020 

$  540  TO 

629 

1.025 

1.015 

$  630  TO 

719 

1  021 

1.01O 

$  720  PLUS 

1  016 

1.010 

HUO  REGION  X  NONMETROPOLITAN 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

180 

1.068 

1.069 

$  180  TO 

2iy 

1.065 

1.065 

$  220  TO 

249 

1.061 

1.055 

$  250  TO 

289 

1.053 

1  055 

$  290  TO 

319 

1.054 

1.052 

$  320  TO 

359 

1.051 

1  041 

$  360  TO 

429 

1.044  ■ 

1.035 

$  430  TO 

509 

1.038 

1.026 

$  510  TO 

579 

1.031 

1  020 

$  580  PLUS 

1.024 

1.020 

PMSA  AKRON.  OH 

HIGHEST  COST  UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

210 

1.076 

1 .089 

$  210  10 

249 

1.072 

1.087 

$  250  TO 

289 

1  068 

1.074 

$  290  TO 

339 

1.065 

1.063 

$  340  TO 

379 

1.061 

1.053 

$  380  TO 

419 

1.057 

1.052 

$  420  TO 

509 

1  050 

1.032 

$  510  TO 

589 

1.042 

1.031 

$  590  TO 

669 

1  034 

1.031 

$  670  PLUS 

1  027 

1.031 

MSA  ANCHORAGE.  AK 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 

310 

1.  114 

1  131 

T  310  TO 

379 

1.108 

1  116 

$  380  TO 

439 

1.103 

1.102 

$  440  TO 

499 

1.097 

1.087 

$  500  ro 

559 

1.091 

1.087 

$  560  TO 

629 

1.086 

1.071 

$  630  TO 

749 

1.074 

1.057 

$  750  TO 

879 

1.063 

1.040 

$  880  TO 

999 

1.052 

1  040 

$1000  PLUS 

1.040 

1  040 

^ 
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BY  RENT  RANGE 

PREPARED  ON  120292 


PMSA  ANN  ARBOR.  MI 

HIGHEST  COST 


UNDER  $ 
280  TO 
340  TO 
400  TO 
450  TO 
610  TO 
870  TO 
680  TO 
790  TO 
910  PLUS 


280 
339 
399 
449 
509 
569 
679 
789 
909 


INCLUDED 
1.016 
1.015 
1.014 
1.014 
1.013 
1.012 
1.010 
1.009 
1.007 
1.006 


UTILITY 
EXCLUDED 
1.028 
1.023 
1.022 
1.019 
1.019 
1.017 
1.014 
1.012 
1.012 
1.012 


PMSA  AURORA -ELGIN.  IL 

HIGHEST  COST 


UNDER  $ 
310  TO 
370  TO 
440  TO 
500  TO 
560  TO 
620  TO 
7S0  TO 
870  TO 


$1000  PLUS 


310 
369 
439 
499 
559 
619 
749 
869 
999 


INCLUDED 
1.063 
1.060 
1.057 
1.053 
1.050 
1.047 
1.041 
1.035 
1.029 
1.022 


UTILITY 
EXCLUDED 
1.068 
1.065 
1.054 
1.045 
1.045 
1.037 
1.029 
1.021 
1.019 
1.019 


PMSA  BEAVER  COUNTY.  PA 

HIGHEST  COST 


UNDER  $ 
190  TO 
220  TO 
260  TO 
300  TO 
330  TO 
370  TO 
450  TO 
520  TO 
600  PLUS 


190 
219 
259 
299 
329 
369 
449 
519 
599 


INCLUDED 
1.054 
1.051 
1.049 
1.046 
1.043 


041 
035 
.030 
,025 


1.019 


UTILITY 
EXCLUDED 
1.040 
1.039 
1.033 
1.021 
1.013 
1.013 
1.00O 
1.0OO 
1.000 
1.000 


PMSA  BOSTON.  MA 


HIGHEST  COST  UTILITY 


UNDER  $ 
$  420  TO 
$  50O  TO 
%  580  TO 
%  670  TO 
$  750  TO 
%  830  TO 
$1000  TO 
$1170  TO 


420 
499 
579 
669 
749 
829 
999 
1169 
1329 


$1330  PLUS 


INCLUDED 
1.016 
1.015 
1.014 
1.014 
1.013 
1.012 
1.010 
1.009 
1.007 
1.006 


EXCLUDED 
1.008 
1.007 
1.006 
1.005 
1.003 
1.000 
1.000 
1.000 
1.000 
1.000 


MSA  ATLANTA. 

GA 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

270 

1.010 

1.016 

$  270  TO 

319 

1.010 

1.014 

$  320  TO 

369 

1.009 

1.012 

$  370  TO 

429 

1.009 

1.010 

$  430  TO 

479 

1.008 

1.010 

t  480  TO 

529 

1.008 

1.008 

%    530  TO 

639 

1.007 

1.007 

$  640  TO 

739 

1.006 

1.006 

$  740  70 

849 

1.005 

1.005 

$  850  PLUS 

1.004 

1.005 

MSA  BAITIMORE.  MD 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  S 

260 

1.057 

1.057 

$  260  TO 

319 

1.054 

1.052 

$  320  TO 

369 

1.051 

1.043 

$  370  TO 

419 

1.049 

1.043 

%    420  TO 

469 

1.046 

1.034 

t   470  TO 

529 

1.043 

1.034 

$  530  TO 

629 

1.037 

1.028 

»  630  TO 

739 

1.032 

1.013 

♦  740  TO 

839 

1.026 

1.013 

t   840  PLUS 

1.020 

1.013 

PMSA  BERGEN-PASSAIC.  NJ 

HIGHEST  COST 

UTILITY 

r 

INCLUDED 

EXCLUDED 

UNDER  $ 

410 

1.050 

1.049 

$  410  TO 

499 

1.047 

1.048 

$  500  TO 

579 

1.045 

1.044 

%   580  TO 

659 

1.042 

1.040 

$  660  TO 

749 

1.040 

1.033 

$  750  TO 

829 

1.037 

1.033 

$  830  TO 

989 

1.032 

1.027 

%    990  TO 

1159 

1.027 

1.021 

$1160  TO 

1329 

1.023 

1.015 

$1330  PLUS 

1.018 

1.015 

PMSA  BOULDER - 

LONGMONT.  CO 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

270 

-  1.045 

1.041 

$  270  TO 

319 

1.043 

1.041 

$  320  TO 

379 

1.041 

1.034 

%    380  TO 

429 

1.039 

1.030 

$  430  TO 

479 

1.036 

1.026 

$  480  TO 

539 

1.034 

1.020 

$  540  TO 

649 

1.030 

1.013 

$  650  TO 

749 

1.025 

1.007 

$  750  TO 

859 

1.021 

1.007 

$  860  PLUS 

1.016 

1.007 

b) 


SCHEDULE  C  •  ( 

ONTRACT  RENT  ANNU 

AL  ADJUSTMENT 

FAC1UR5. 

PMSA  BRAZORIA. 

TX 

HIGHEST  COST 

UTILITY 

■V- 

INCLUDED 

EXCLUDED 

UNDER  $  230 

1.107 

1.124 

$  230  TO  269 

1.  101 

1.116 

'   ':,'  "•'  ' 

t  270  TO   319 

1.096 

1.108 

,"-■'•"- 

$  320  TO   359 

1.091 

1.088 

$  360  TO   409 

1.085 

1.086 

f  410  TO   449 

1.080 

1.072 

%   4S0  TO   539 

1.070 

1.057 

%   540  TO   629 

1.059 

1.044 

$  630  TO   729 

1.048 

1.044 

%   730  PLUS 

1.038 

1.044 

PMSA  BROCKTON. 

MA 

. 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  t  340 

1.016 

1.007 

$  340  TO   409 

1.015 

1.005 

— 

$  410  TO   479 

1.014 

1.005 

$  480  TO   549 

1.014 

1.004 

$  550  TO   619 

1.013 

1.002 

$  620  TO   679 

1.012 

1.002 

S  680  TO   819 

1.010 

1.000 

$  820  TO   959 

1.009 

1.00O 

$  960  TO  1099 

1.007 

1.000 

$1100  PLUS 

1.006 

1.000 

PMSA  CHICAGO. 

IL 

HIGHEST  COS! 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  f  310 

U063 

1.068 

$  310  TO   369 

1.060 

1.062 

%   370  TO   429 
i  430  TO   489 

1.057 

1.055 

1.053 

1.052 

$  490  TO   549 

1.050 

1.044 

$  550  TO   609 

1.047 

1.036 

$  610  TO   729 

1.041 

1.028 

$  730  TO   859 

1.035 

1.020 

$  860  TO   979 

1.029 

1.020 

$  980  PLUS 

1.022 

1.020 

PMSA  CLEVELAND.  OH 

HIGHEST  COST  UTILITY 

INCLUDEO 

EXCLUDED 

UNDER  $  220 

1.076 

1.092 

$  220  TO   269 

1.072 

1.082 

$  270  TO   309 

1.068 

1.072 

$  310  TO   349 

1.065 

1.064 

$  350  TO  399 

1.061 

1.053 

$  400  TO   439 

1.057 

1.052 

$  440  TO   529 

1.050 

1.043 

$  530  TO   619 

1.042 

1.031 

%   620  TO   709 

1.034 

1.030 

$  710  PLUS 

1.027 

1.030 

HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS  -  BY  RENT  RANGE 
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PMSA  BHIDGEPORT-MILFORD.  CT 

HIGHEST  COST  UTILITY 


UNDER  % 
330  TO 
390  TO 
460  TO 
520  TO 
590  TO 
650  TO 
780  TO 
910  TO 


330 
389 
459 
519 
589 
649 
779 
909 
1039 


$1040  PLUS 


INCLUDED 
1.050 
1.047 
1.045 
1.042 
1.040 
1.037 
1.032 
1.027 
1.023 
1.018 


EXCLUDED 
1.053 


047 
042 
041 
034 
027 
021 
015 
1.015 
1.015 


PMSA   BUFFALO.    NY 


HIGHEST   COST   UTILITY 
INCLUDED  EXCLUDED 


UNDER  $  210 

1.056 

1.053 

$  210  TO   249 

1.053 

1.048 

$  250  TO   289 

1.050 

1.044 

$  290  TO   339 

1.047 

1.041 

$  340  TO   379 

1.044 

1.033 

$  380  TO   419 

1.042 

1.027 

$  420  TO   499 

1.036 

1.027 

$  bOO  TO   689 

1.031 

1.013 

$  590  TO   669 

1.025 

1.013 

$  670  PLUS 

1.020 

1.013 

PMSA  CINCINNATI.  OH-KY-IN 

HIGHEST  COST 

UTILITY 

INCLUDEO 

EXCLUDED 

UNDER  $  220 

1.053 

1.055 

$  220  TO   259 

1.050 

1.050 

$  260  TO   299 

1.047 

1.050 

$  300  TO   349 

1.045 

1.037 

$  350  TO   389 

1.042 

1.037 

$  390  TO   439 

1.040 

1.029 

$  440  TO   519 

1.034 

1.021 

$  520  TO   609 

1.029 

1.016 

$  610  TO   699 

1.024 

1.015 

$  700  PLUS 

1.019 

1.015 

PMSA  DALLAS. 

TX 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  250 

1  .  069 

1.067 

$  250  TO   299 

1.065 

1.058 

$  300  TO   349 

1.062 

1.052 

$  350  TO   399 

1.058 

1.048 

$  400  TO   449 

1.055 

1.040 

$  450  TO   499 

1.052 

1.029 

$  500  TO   599 

1.045 

1.020 

$  600  TO   699 

1.038 

1.011 

$  700  TO   799 

1.031 

1.011 

$  800  PLUS 

1.024 

1.011 
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SCHEDULE  C  -  CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMF.NTS  PROGRAMS 


BY  RENT  RANGE 
PREPARED  ON 


120292 


PMSA  DANBURY.  CT 

HIGHEST  COST  UTILITY 


UNDER  $  350 
$  350  TO  419 
$  420  TO  489 
$  490  TO  559 
$  560  TO  639 
$  640  TO  709 
$  710  TO  849 
$  850  TO  989 
$  990  TO  1129 
$1130  PLUS 


INCLUDED 
1.050 
1.047 
1.045 
1.042 
1.040 
1.037 
1.032 
1.027 
1.023 
1.018 


EXCLUDED 
1.054 
1.047 
1.044 
1.040 
1.035 
1.027 
1.021 
1.014 
1.014 
1.014 


PMSA  DETROIT.  MI 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 

240 

1.016 

1.023 

$  240  TO 

289 

1.015 

1.023 

$  290  TO 

329 

1.014 

1.023 

$  330  TO 

379 

1.014 

1.020 

$  380  TO 

429 

1.013 

1.017 

$  430  TO 

479 

1.012 

1.015 

$  480  TO 

569 

1.010 

1.015 

$  570  TO 

669 

1.009 

1.011 

$  670  TO 

759 

1.007 

1.011 

$  760  PLUS 

1.006 

1.011 

PMSA  FORT  WORTH-ARLINGTON. 

TX 

HIGHEST  COST  UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

230 

1.067 

1.063 

$  230  TO 

279 

1.064 

1.063 

$  280  TO 

329 

1.061 

1.056 

%   330  TO 

379 

1.057 

1.054 

$  380  TO 

419 

1.054 

1.047 

$  420  TO 

469 

1.051 

1.040 

$  470  TO 

559 

1.044 

1.033 

$  560  TO 

659 

1.037 

1.025 

$  660  TO 

749 

1.030 

1.017 

$  750  PLUS 

1.024 

1.017 

PMSA  GARY-HAMMOND.  IN 

HIGHEST  COST  UTILITY 

INCLUDED 

EXCLUDED 

UNDER  f 

250 

1.063 

1.067 

%   250  TO 

299 

1.060 

1.062 

$  300  TO 

349 

1.057 

1.055 

$  350  TO 

399 

1.053 

1.045 

$  400  TO 

449 

1.050 

1.045 

$  450  TO 

499 

1.047 

1.038 

$  500  TO 

599 

1.041 

1.027 

$  600  TO 

699 

1.035 

1.020 

$  700  TO 

789 

1.029 

1.020 

$  790  PLUS 

1.022 

1.020 

PMSA  DENVER. 

UNDER  % 

230 

230  TO 

279 

280  TO 

329 

330  TO 

369 

370  TO 

419 

420  TO 

469 

470  TO 

559 

560  TO 

649 

650  TO 

749 

750  PLUS 

CO 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


1.045 
1.043 
1.041 
1.039 


.036 
.034 
.030 
.025 
,021 


1.016 


1.044 
1.039 
1.033 
1.031 
1.023 
1.020 
1.014 
1.008 
1.007 
1.007 


PMSA  FORT  LAUDERDALE -HOLLYWOOD-POMPANO  BEAC 
HIGHEST  COST  UTILITY 


UNDER  $ 
290  TO 
350  TO 
410  TO 
460  TO 
520  TO 
580  TO 
690  TO 
810  TO 
930  PLUS 


290 
349 
409 
459 
519 
579 
689 
809 
029 


INCLUDED 
1.047 
1.044 
1.042 
1.040 
1.037 
1.035 
1.030 
1.026 
1.021 
1.017 


EXCLUDED 
1.050 
1.047 
1.042 
1.039 
1.033 
1.033 
1.028 
1.021 
1.016 
1.016 


PMSA  GALVESTON-TEXAS  CITY.  TX 

HIGHEST  COST  UTILITY 


UNDER  $ 
$  200  TO 
%  240  TO 
%  290  TO 
»  330  TO 
$  370  TO 
$  410  TO 
%  490  TO 
$  570  TO 
$  650  PLUS 


200 
239 
289 
329 
369 
409 
489 
569 
649 


INCLUDED 
1.  107 
1.  101 
1.096 
1.091 
1.085 
1.080 
1.070 
1.059 
1.048 
1.038 


EXCLUDED 
1.  122 
1.118 
1.109 
1.087 
1.087 
1.072 
1.058 
1.043 
1.043 
1.043 


PMSA  HAMILTON 


■MIDDLETOWN.  OH 

HIGHEST  COST  UTILITY 


UNDER  $ 
220  TO  . 
260  TO 
310  TO 
350  TO 
390  TO 
440  TO 
530  TO 
610  TO 
700  PLUS 


220 
259. 
309 
349 
389 
439 
529 
609 
699 


INCLUDED 
1.053 
1.050 
1.047 
1.045 
1.042 
1.040 
1.034 
1.029 
1.024 
1.019 


EXCLUDED 
1.055 
1.050 
1.046 
1.036 
1.036 
1.029 
1.021 
1.016 
1.015 
1.015 
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SCHEDULE  C  -  CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8 


PMSA  HOUSTON.  TX 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 

210 

107 

1.121 

$210  JO 

249 

101 

1.117 

$  250  TO 

289 

096 

1 .  107 

$  290  TO 

339 

.091 

1.086 

$  340  TO 

379 

.085 

1.086 

$  380  TO 

419 

.080 

1.072 

$  420  TO 

499 

.070 

1.059 

$  500  TO 

589 

.059 

1.044 

$  590  TO 

669 

.048 

1.043 

$  670  PLUS 

.038 

1.042 

PMSA  JOLIET.  IL 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  % 

320 

1.063 

1.069 

%    320  TO 

379 

1.060 

1.063 

$  380  TO 

439 

1.057 

1.056 

$  440  TO 

509 

1.053 

1.053 

$  510  TO 

569 

1.050 

1.044 

$  570  TO 

629 

1.047 

1.037 

$  630  TO 

759 

1.041 

1.029 

$  760  TO 

879 

1.035 

1.021 

$  880  TO 

1009 

1.029 

1.021 

$.1010  PLUS 

1.022 

1.020 

PMSA  KENOSHA.  WI 


HIGHEST  COST  UTILITY 
INCLUDED    EXCLUDED 


UNDER  $ 

240 

1.063 

1.070 

$  240  TO 

289 

1.060 

1.060 

$  290  TO 

339 

1.057 

1.057 

$  340  TO 

389 

1.053 

1.052 

$  390  TO 

439 

1.050 

1.046 

$  440  TO 

489 

1.047 

1.037 

$  490  TO 

579 

1.041 

1.030 

$  580  TO 

679 

1.035 

1.021 

$  680  TO 

779 

1.029 

1.021 

$  780  PLUS 

1.022 

1.021 

PMSA  LAWRENCE 

-HAVERHILL.  MA 

-NH 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

350 

1.016 

1.010 

$  350  TO 

419 

1.015 

1.008 

$  420  TO 

489 

1.014 

1.007 

$  490  TO 

559 

1.014 

1.006 

$  560  TO 

629 

1.013 

1.002 

$  630  TO 

709 

1.012 

1.001 

$  710  TO 

849 

1.010 

1.000 

$  850  TO 

989 

1.009 

1.00O 

$  990  TO 

1129 

1.007 

1.000 

$1130  PLUS 

1.006 

1.000 

HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS  -  BY  RENT  RANGE 

PREPARED  ON  120292 
PMSA  JERSEY  CITY,  NJ 

HIGHEST  COST  UTILITY 


UNDER  $ 
290  TO 
350  TO 
410  TO 
470  TO 
530  TO 
580  TO 
700  TO 
820  TO 


290 
349 
409 
469 
529 
579 
699 
819 
929 


930  PLUS 


INCLUDED 
1.050 
1.047 
1.045 
1.042 
1.040 
1.037 
1.032 
1.027 
1.023 
1.018 


EXCLUDED 
1.054 
1.050 
1.045 
1.041 
1.032 
1.032 
1.028 
1.016 
1.015 
1.015 


MSA  KANSAS  CITY.  MO-KS 

HIGHEST  COST 


UNDER  $ 
210  TO 
250  TO 
290  TO 
330  TO 
370  TO 
420  TO 
500  TO 
580  TO 
670  PLUS 


210 
249 
289 
329 
369 
419 
499 
579 
669 


INCLUDED 
1.051 
1.049 
1.046 
1.044 
1 .  04  1 
1.038 
1.033 
1.028 
1.023 
1.018 


UTILITY 
EXCLUDED 
1.058 
1.048 
1.048 
1.042 
1.031 
1.025 
,1.017 
1.017 
1.017 
1.017 


PMSA  LAKE  COUNTY.  IL 

HIGHEST  COST 


UNDER  $ 
320  TO 
380  TO 
450  TO 
510  TO 
580  TO 
640  TO 
770  TO 
900  TO 


320 
379 
449 
509 
579 
639 
769 
899 
1029 


$1030  PLUS 


INCLUDED 
1.063 
1.060 
1.057 
1.053 
1.050 
1.047 
1.041 
1.035 
1.029 
1.022 


UTILITY 
EXCLUDED 
1.069 
1.063 
1.055 
1.054 
1.044 
1.038 
1.028 
1.020 
1.020 
1.020 


PMSA  LORAIN-ELYRIA.  OH 

HIGHEST  COST 


UNDER  $ 
210  TO 
250  TO 
290  TO 
330  TO 
370  TO 
410  TO 
500  TO 
580  TO 
660  PLUS 


210 
249 
289 
329 
369 
409 
499 
579 
659 


INCLUDED 
1.076 
1.072 
1.068 
1.065 
1.061 
1.057 
1.050 
1.042 
1.034 
1.027 


UTILITY 
EXCLUDED 
1.089 
1  083 
1  074 
1  065 
1  054 
1.054 
1  042 
1  030 
1  030 
1.030 
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SCHEDULE  C 


CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS 


PMSA  LOS  ANGELE 


UNDER  $  370 
$  370  TO  449 
$  450  TO  519 
$  520  TO  589 
$  590  TO  669 
$  670  TO  739 
$  740  TO  889 
$  890  TO  1039 
$1040  TO  1189 
$1190  PLUS 


S-LONG  BEACH,  CA 
HIGHEST  COST  UTILITY 

INCLUDED  EXCLUDED 

1.045  1.042 

1.043  1.041 

1 .  04 1  1 .  039 

1.039  1.034 

1.036  1.032 

1.034  1.027 

1.030  1.027 

1.025  1.022 

1.021  1.018 

1.016  1.013 


PMSA  MIAMI-HIALEAH,  FL 

HIGHEST  COST 


UNDER  $ 
$  280  TO 
$  330  TO 
$  390  TO 
$  440  TO 
$  500  TO 
$  550  TO 
$  660  TO 
$  770  TO 
$  880  PLUS 


280 
329 
389 
439 
499 
549 
659 
769 
879 


INCLUDED 
1.047 
1.044 
1.042 
1.040 
1.037 
1.035 
1.030 
1.026 
1.021 
1.017 


UTILITY 
EXCLUDED 
1.047 
1.046 
1.042 
1.039 
1.032 
1.032 
1.028 
1.021 
1.016 
1.015 


PMSA  MILWAUKEE.  WI 


UNDER  $  230 

$  230  TO  269 

$  270  TO  319 

$  320  TO  359 

$  3C0  TO  409 

$  410  TO  459 

$  460  TO  549 

$  550  TO  639 

$  640  TO  729 
$  730  PLUS 

PMSA  MONMOUTH- 


UNOER  $  340 
$  340  TO  409 
$  410  TO  479 
$  480  TO  549 
$  550  TO  619 
$  620  TO  679 
$  680  TO  819 
$  820  TO  959 
$  960  TO  1099 
$1100  PLUS 


HIGHEST  COST  UTILITY 

INCLUDED  EXCLUDED 

1.057  1.057 

1.054  1.052 

1.051  1.047 

1.049  1.044 

1 . 046  1 . 036 
1.043  1.030 
1.037  1.022 
1.032  1.015 

1.026  1.015 
1.020  1.015 

OCEAN,  NJ 
HIGHEST  COST  UTILITY 

INCLUDED  EXCLUDED 

1.050  1.052 

1.047  1.048 
1.045  1.047 
1.042  1.039 
1.040  1.034 
1.037  1.032 
1.032  1.028 

1.027  1.021 
1.023  1.016 
1.018  1.015 


PMSA  LOWELL, 


BY  RENT  RANGE 

PREPARED  ON  120292 
MA-NH 

HIGHEST  COST  UTILITY 


UNDER  $ 
320  TO 
380  TO 
450  TO 
510  TO 
570  TO 
640  TO 
760  TO 
890  TO 


320 
379 
449 
509 
569 
639 
759 
889 
1019 


$1020  PLUS 
PMSA  MIDDLESEX- 


UNDER  $  380 
$  380  TO  459 
$  460  TO  529 
$  530  TO  609 
$  610  TO  689 
$  690  TO  759 
$  760  TO  909 
$  910  TO  1069 
$1070  TO  1219 
$1220  PLUS 


INCLUDED 
1.016 
1.015 
.  1  .014 
1.014 
1.013 
1.012 
1.010 
1.009 
t  .007 
1.006 


EXCLUDED 
1.007 
1.007 
1.005 
1.004 
1.004 
1.000 
1.000 
1.000 
1.000 
1.0OO 


SOMERSET-HUNTERDON,  NJ 
HIGHEST  COST  UTILITY 

INCLUDED  EXCLUDED 

1 . 050  1 . 050 

1 .047  1 .050 

1.045  1.044 

1.042  1.040 

1 . 040  1 . 032 

1.037  1.032 

1.032  1.028 

1.027  1.021 

1.023  1.015 

1.018  1.015 


MSA  MINNEAPOLIS- 
H 
I 
UNDER  $  290 
$  290  TO   339 
$  340  TO   399 
$  400  TO   459 
$  460  TO   509 
$  510  TO   569 
$  570  TO   689 
$  690  TO   799 
$  800  TO   909 
$  910  PLUS 


ST.  PAUL,  MN-WI 
IGHEST  COST  UTILITY 

NCLUDED  EXCLUDED 

1.026  1.026 

1.025  1.025 

1.024  1.024 

1.022  1.023 

1.021  1.021 

1.020  1.019 

1.017  1.016 

1.015  1.013 

1.012  1.008 

1.009  1.008 


PMSA  NASHUA.  NH 


UNDER  $  350 
$  350  TO  419 
$  420  TO  489 
$  490  TO  559 
$  560  TO  629 
$  630  TO  699 
$  700  TO  839 
$  840  TO  969 
$  970  TO  1109 
$1110  PLUS 


HIGHEST  COST  UTILITY 

INCLUDED  EXCLUDED 

1.016  1.010 

1.015  1.005 

1.014  1.004 

1.014  1.004 

1.013  1.002 

1.012  1.000 

1.010  1.000 

1 . 009  1 . 000 

1 . 007  1 . 000 

1 . 006  1 . 000 
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SCHEDULE  C    CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS 


PMSA  NASSAU-SUFFOLK.  NY 


UNDER  $ 
410  TO 
490  TO 
570  TO 
650  TO 
730  TO 
810  TO 
970  TO 


$1130  TO 


410 
489 
569 
649 
729 
809 
969 
1129 
1299 


$1300  PLUS 


HIGHEST  COST 
INCLUDED 

1.050 

1.047 

1.045 

1.042 

1.040 

1.037 

1.032 

1.027 

1.023 

1 .018 


UTILITY 
EXCLUDED 
1.051 
1.049 
1.045 
1.039 
1.035 
1.034 
1.027 
1.022 
1.016 
1.016 


PMSA  NEWARK.  NJ 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 
340  TO 
410  TO 
480  TO 
550  TO 
610  TO 
680  TO 
820  TO 
960  TO 


340 
409 
479 
549 
609 
679 
819 
959 
1089 


$1090  PLUS 
PMSA  NORWALK.  CT 


1.0S0 
1.047 
1.045 
1.042 
1.040 
1-037 
1.032 
1.027 
1.023 
1.018 


1.052 
1.048 
1.047 
1.039 
1.034 
1.033 
1.028 
1.016 
1.016 
1.016 


HIWEST   COST  UTILITY 
INCLUDED  EXCLUDED 


UNDER  $ 

380 

1.050 

1.052 

$  380  TO 

449 

1.047 

1.046 

$  450  TO 

529 

1.045 

1.045 

$  530  TO 

599 

1.042 

1.041 

$  600  TO 

679 

1.040 

1.034 

$  680  TO 

749 

1.037 

1.028 

$  750  TO 

899 

1.032 

1.021 

$  900  TO 

1049 

1.027 

1.015 

$1050  TO 

1199 

1.023 

1.015 

$1200  PLUS 

1.018 

.  1.015 

PMSA  ORANGE  COUNTY.  NY 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $ 

310 

1.050 

1.054 

$  310  TO 

369 

1.047 

1.050 

$  370  TO 

439 

1.045 

1.044 

$  440  TO 

499 

1.042 

1.040 

$  500  TO 

559 

1.040 

1.032 

$  560  TO 

619 

1.037 

1.032 

$  620  TO 

749 

1.032 

1.028 

$  750  TO 

869 

1.027 

1.022 

$  870  TO 

999 

1.023 

1.015 

$1000  PLUS 

1.018 

1.015 

BY    RENT    RANGE 
PREPARED   ON 
PMSA   NEW   YORK.    NY 

HIGHEST    COST    UTILITY 


120292 


UNDER  % 

300  ro 

360  TO 
430  TO 
490  TO 
550  TO 
610  TO 
730  TO 
850  TO 
970  PLUS 


300 
359 
429 
489 
549 
609 
729 
849 
969 


INCLUDED 
1.050 
1.047 
1.045 
1.042 
1.040 
1.037 
1.032 
1.027 
1.023 
1.018 


EXCLUDED 
1.052 
1.048 
1.046 
1.039 
1.035 
1.033 
1.028 
1.022 
1.015 
1.015 


PMSA  NIAGARA 


FALLS.  NY 

HIGHEST  COST  UTILITY 


UNDER  $ 
210  TO 
250  TO 
300  TO 
340  TO 
380  TO 
420  TO 
510  TO 
590  TO 
680  PLUS 


210 
249 
299 
339 
379 
419 
509 
589 
679 


INCLUDED 
1.056 
1.053 
1.050 
1.047 
1.044 
1.042 
1.036 
1.031 
1.025 
1.020 


EXCLUDED 
1.053 
1.052 
1.044 
1.044 
1.033 
1.027 
1.019 
1.013 
1.013 
1.013 


PMSA  OAKLAND.  CA 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 
370  TO 
440  TO 
520  TO 
690  10 
660  TO 
740  TO 
880  TO 
$1030  TO 
$1180  PLUS 


370 
439 
519 
589 
659 
739 
879 
1029 
11 79 


1.061 
1.058 
1.055 
1.052 
1.049 
1.046 
1.040 
1.034 
1.028 
1.022 


PMSA  OXNARD- VENTURA.  CA 

HIGHEST  COST 


UNDER  $  350 
$  300  TO  429 
$  430  TO  499 
$  500  TO  569 
$  570  TO  639 
$  640  TO  709 
$  710  TO  849 
$  850  TO  989 
$  990  TO  1139 
$1140  PLUS 


INCLUDED 
1.045 
1.043 
1.041 
1.039 
1.036 
1.034 
1.030 
1.025 
1.021 
1.016 


1.057 
1.052 
1.048 
1.043 
1.032 
1.032 
1.026 
1.019 
1.011 
1.011 


UTILITY 
XCLUDEO 
1.042 
1.041 
1.039 
1.036 
1.031 
1.028 
1.027 
1.022 
1.018 
1.012 
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SCHEDULE  C  -  CONTRACT  RENT  ANNUAL  ADJUSTNENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS  -  BY 


PMSA  PHILADELPHIA.  PA-NJ 


HIGHEST  COST 

UTILITY 

-,*    •- 

INCLUDED 

EXCLUDED 

UNDER  $  280 

1.057 

1.060 

$  280  TO   339 

1.054 

1.055 

$  340  TO   389 

1.051 

1.049 

$  390  TO   449 

1.049 

1.036 

$  450  TO   509 

1.046 

1.036 

$  AID  TO   559 

1.043 

1.030 

$  860  TO  679 

1.037 

1.033 

$  6SO  TO  769 

1.032 

1.016 

%   760  TO  669 

1.036 

1.014 

%   600  ^LUS 

1.030 

1.014 

^MSA  PORTLAND. 

OR 

HIGHEST  COST 

UTILITY 

INCLUOeO 

EXCLUDED 

UNDER  6  240 

1.061 

1.098 

$  240  TO   289 

1.066 

1.067 

$  290  TO   329 

1.063 

1.064 

%   330  TO  379 

1.077 

1.079 

%   380  TO   429 

1.073 

1.062 

%   430  TO   479 

1.066 

1.062 

%   460  TO  669 

1.069 

1.063 

$  670  TO  669 

1.060 

1.042 

$  670  TO  769 

1.041 

1.031 

$  760  PLUS 

1.032 

1.031 

PMSA  SI VERS IDE 

-SAN  eSANAROINO,  CA 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  360 

1.045 

1.042 

S  290  TO   349 

1.043 

1.041 

$  350  TO   409 

1.041 

1.039 

$  410  TO  469 

1.039 

1.034 

$  460  TO  519 

1.036 

1.031 

6  620  TO  579 

1.034 

1.037 

t   660  TO  669 

1.030 

1.037 

»  700  TO  809 

1.035 

1.033 

%   610  TO  629 

1.031 

1.018 

6  630  PLUS 

1.016 

1.012 

PMSA  SALIM-GLOUCESTER.  MA 

HIGHEST  C0S1 

r  UTILITY 

INCLUOEO 

EXCLUDED 

UNDER  $  370 

1.016 

1.009 

$  370  TO   439 

1.015 

1.007 

$  440  TO   509 

1.014 

1.004 

6  610  TO  566 

1.014 

1.004 

$  590  TO   659 

1.013 

1.003 

$  660  TO  729 

1.012 

1.000 

S  730  TO  679 

1.010 

1.000 

S  660  TO  1039 

1.009 

1.000 

S1030  TO  1169 

1.007 

1.000 

S1 170  PLUS 

1.006 

1.000 

RENT  RANGE 
PREPARED  ON 
PMSA  PITTSBURGH.  PA 

HIGHEST  COST  UTILITY 


120292 


UNDER  $ 
200  TO 
240  TO 
280  TO 
320  TO 
360  TO 
400  TO 
490  TO 
570  TO 
660  PLUS 


200 
239 
279 
319 
359 
399 
489 
969 
649 


INCLUDED 
1.054 
1.051 
1.049 
1.046 
1  .043 
1.041 
1.035 
1.030 
1.025 
1.019 


EXCLUDED 
1.039 
1.036 
1.031 
1.023 
1.015 
1.015 
1.000 
1.000 
1.000 
1.000 


PMSA  RACINE.  WI 


UNDER  S 
$  220  TO 
$  260  TO 
%  300  TO 
$  340  TO 
$  390  TO 
»  430  TO 
$  920  TO 
$  60O  TO 
$  690  PLUS 


220 
259 
299 
339 
389 
429 
919 
599 
689 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


1.037 
1.0S4 
1.051 
1.049 
1.046 
1.043 
1.037 
1.032 
1.026 
1.020 


1.095 
1.054 
1.046 
1.044 
1.038 
1.029 
1.021 
1.014 
1.014 
1.014 


PMSA  ST.  LOUIS 


,  MO-IL 
HIGHEST  COST  UTILITY 


UNDER  $ 
230  TO 
280  TO 
320  TO 
370  TO 
410  TO 
460  TO 
690  TO 
640  TO 
740  PLUS 


230 
279 
319 
369 
409 
459 
S49 
639 
739 


INCLUDED 
1.015 
1.014 
1.013 
1.012 
1.012 
1.011 
1.010 
1.008 
1.007 
1.005 


EXCLUDED 
1.015 
1.012 
1.010 
1.009 
1.009 
1.007 
1.004 
1.003 
1.001 
1.001 


MSA  SAN  DIEGO.  CA 


HIGHEST  COST  UTILITY 
INCLUOEO     EXCLUDED 


UNDER  $ 

330 

1.028 

1.027 

S  330  TO 

389 

1.026 

1.025 

S  390  TO 

459 

1.026 

1.024 

$  460  TO 

529 

1.024 

1.020 

%   630  TO 

589 

1.022 

1.020 

%   690  TO 

659 

1.021 

1.018 

$  660  TO 

789 

1.018 

1.012 

6  790  TO 

919 

1.015 

1.011 

%   920  TO 

1049 

1.013 

1.007 

SIOSO  PLUS 

1.010 

1.007 

c*> 


SCHEDULE  C  -  CONTRACT  RENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION 
PMSA  SAN  FRANCISCO.  CA 


8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS  -  BY  RENT  RANGE 

PRFPARED  ON 
PMSA  SAN  JOSE 


120292 


HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  440 

1.061 

1.056 

$  440  TO   529 

1.058 

1.049 

$  530  TO   619 

1.055 

1.047 

$  620  TO   709 

1.052 

1.044 

$  710  TO   799 

1.049 

1.033 

$  800  TO   889 

1.046 

1.033 

%    890  TO  1069 

1.040 

1.026 

$1070  TO  1239 

1.034 

1.019 

$1240  TO  1419 

1.028 

1.011 

$1420  PLUS 

1.022 

1.011 

PMSA  SANTA  CRUZ.  CA 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  400 

1.061 

1.055 

$  400  TO   469 

1.058 

1.051 

$  470  TO   549 

1.055 

1.047 

$  550  TO   629 

1.052 

1.044 

$  630  TO   709 

1.049 

1.033 

$  710  TO   789 

1.046 

1.033 

$  790  TO   949 

1.040 

1.026 

$  950  TO  1109 

1.034 

1.019 

$1110  TO  1269 

1.028 

1.011 

$1270  PLUS 

1.022 

1.011 

PMSA  SEATTLE.  WA 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 

290 

$  290  TO 

349 

$  350  TO 

409 

$  410  TO 

469 

$  470  TO 

529 

$  530  TO 

579 

$  580  TO 

699 

$  700  TO 

819 

$  820  TO 

929 

$  930  PLUS 

PMSA  TACOMA, 

UNDER  $ 

230 

$  230  TO 

279 

$  280  TO 

329 

$  330  TO 

369 

$  370  TO 

419 

$  420  TO 

469 

$  470  TO 

559 

$  560  TO 

649 

$  650  TO 

749 

$  750  PLUS 

1.086 
1.082 
1.078 
1.073 
1.069 
1.065 


1.056 
1.048 
1.039 
1.031 


1.096 
1.087 
1.084 
1.080 
1.064 
1.064 
1.053 
1.043 
1.033 
1.033 


WA 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


1.086 
1.082 
1.078 
1.073 
1.069 
1.065 
1.056 
1.048 
1.039 
1.031 


1.093 
1.090 
1.085 
1.077 
1.063 
1.063 
1.054 
1.045 
1.033 
1.033 


CA 

HIGHEST  COST  UTILITY 

INCLUDED     EXCLUDED 


UNDER  $ 
410  TO 
490  TO 
570  TO 
650  TO 
730  TO 
820  TO 
980  TO 


$1140  TO 
$1300  PLUS 


410 
489 
569 
649 
729 
819 
979 
1139 
1299 


1  .061 
1.058 
1.055 
1.052 
1.049 
1.046 
1.040 
1.034 
1  .028 
1.022 


1.054 
1.051 
1.047 
1.044 
1.032 
1.032 
1.026 
1.019 
1.011 
1  .011 


PMSA  SANTA  ROSA-PETALUMA .  CA 


HIGHEST  COST  UTILITY 


UNOE 

350 

420 

490 

560 

630 

700 

830 

970 


R  $  350 
ro   4  19 


TO 
TO 
TO 
TO 
TO 


489 
559 
629 
699 
829 


$1  110 


TO  969 
TO  1109 
PLUS 


INCLUDED 
1.061 
1.058 
1.055 
1.052 
1.049 
1.046 
1.040 
1.034 
t.028 
1.022 


EXCLUDED 
1.054 
1.052 
1.048 
1  .044 
1.034 
1.033 
1.025 
1.018 
1.01  1 
1.011 


PMSA  STAMFORD.  CT 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $  450 

050 

1.052 

$  450  TO   539 

047 

1.046 

$  540  TO   629 

.045 

1.043 

$  630  TO   729 

.042 

1.040 

$  730  TO   819 

.040 

1.034 

$  820  TO   909 

.037 

1.028 

$  910  TO  1089 

032 

1.022 

$1090  TO  1269 

.027 

1.014 

$1270  TO  1449 

.023 

1.014 

$1450  PLUS 

.018 

1.014 

PMSA  TRENTON.  NJ 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $ 

350 

1.057 

1.056 

$  350  TO 

409 

1.054 

1.053 

$  410  TO 

479 

1.051 

1.049 

$  480  TO 

549 

1.049 

1.045 

$  550  TO 

619 

1.046 

1.038 

$  620  TO 

689 

1.043 

1.031 

$  690  TO 

829 

1.037 

1.024 

$  830  TO 

969 

1.032 

1.016 

$  970  TO 

1109 

1.026 

1.016 

$1110  PLUS 

1.020 

1.015 

\^ 
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SCHEDULE  C  -  CONTRACT  ^ENT  ANNUAL  ADJUSTMENT  FACTORS.  SECTION  8  HOUSING  ASSISTANCE  PAYMENTS  PROGRAMS 


PMSA  VALLEOO 


•FAIRFIELD-NAPA.  CA 

HIGHEST  COST  UTILITY 


UNDER  $ 
300  TO 
360  TO 
420  TO 
490  TO 
550  TO 
610  TO 
730  TO 
850  TO 


S 
$ 
$ 
$ 

$ 
$ 
$ 
$ 

$  970  PLUS 


300 
359 
419 
489 
549 
609 
729 
849 
969 


INCLUDED 
1.061 
1.058 
1.055 
1.052 
1.049 
1.046 
1.040 
1.034 
1.028 
1.022 


EXCLUDED 
1.056 
1.052 
1.049 
1.044 
1.033 
1.033 
1.027 
1.019 
1.011 
1.011 


PMSA  VINELAND- 


MILLVILLE-BRIDGETON.  NJ 
HIGHEST  COST  UTILITY 


UNDER  $ 
$  280  TO 
$  330  TO 
$  390  TO 
$  440  TO 
$  500  TO 
%  550  TO 
$  660  TO 
$  770  TO 


280 
329 
389 
439 
499 
549 
659 
769 
879 


$  880  PLUS 


INCLUDED 
1.057 
1.054 
1.051 
1.049 
1.046 
1.043 
1.037 
1.032 
1.026 
1.020 


EXCLUDED 
1.055 
1.052 
1.050 
1.046 
1.038 
1.030 
1.023 
1.015 
1.015 
1.015 


COUNTY  WESTCHESTER,  NY 

HIGHEST  COST 


UNDER  % 
360  TO 
440  TO 
510  TO 
580  TO 
650  TO 
730  TO 


t 

$ 

t 

$ 

$ 

$ 

$  870  TO  1019 

$1020  TO  1159 

$1160  PLUS 


360 
439 
509 
579 
649 
729 
869 


INCLUDED 
1.050 
1.047 
1.045 
1.042 
1.040 
1.037 
1.032 
1.027 
1.023 
1.018 


UTILITY 
exCLUOEO 
1.053 
1.047 
1.046 
1 .039 
1.034 
1.034 
1.027 
1.021 
1.016 
1.015 


BY  RENT  RANGE 

PREPARED  ON  120292 


PMSA  VANCOUVER.  WA 


HIGHEST  COST  UTILITY 
INCLUDED     EXCLUDED 


UNDER  $  220 

1.092 

1.095 

$  2?0  TO   259 

1  .088 

1.092 

$  260  TO   309 

1.083 

1.084 

$  310  TO   349 

1.078 

1  .076 

$  350  TO   389 

1.074 

1 .065 

$  390  TO   439 

1.069 

1.063 

$  440  TO   519 

1.060 

1  .054 

$  520  TO   609 

1.051 

1  .042 

$  610  TO   699 

1.042 

1.032 

$.  TOO  PLUS 

1  .033 

1.031 

MSA  WASHINGTON 

DC-MO-VA 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  380 

1.042 

1.044 

$  380  TO   459 

1.040 

1.043 

$  460  TO   539 

1.038 

1.038 

$  540  TO   609 

1.036 

1.037 

$  610  TO   680 

1.034 

1.034 

$  690  TO   769 

1.032 

1.029 

$  770  TO   919 

1.028 

1.025 

$  920  TO  1069 

1.023 

1.019 

$1070  TO  1229 

1.019 

1.015 

$1230  PLUS 

1.015- 

I.OIS 

PMSA  WILMINGTON.  DE-NJ-MD 

HIGHEST  COST 

UTILITY 

INCLUDED 

EXCLUDED 

UNDER  $  290 

1.067 

1.067 

$  290  rO   339 

1.054 

1.054 

$  340  TO   399 

1.051 

1.046 

$  400  TO   459 

1.049 

1.037 

$  460  TO   519 

1.046 

1 .  03 1 

$  520  TO   569 

1.043 

1.029 

$  570  TO   689 

1.037 

1.022 

$  690  TO   799 

1.032 

1.013 

$  800  TO   919 

1.026 

1.013 

$  920  PLUS 

1.020 

1.013 
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tCNEOeU  C  •  COMTMCT  ROT  JUMUAl  AOJUSTMEMT  FACTORS 


SCNEMIE  C  •  C 


*W  ««a<9nt 


Rtgion  I 
Rtsion  II 
Rcsion  III 
Rcsien  IV 
Rtelon  V 

R«9ion  VI 
Rtgion  VII 
Rtflfen  VIII 
Rtsfon  IX 
Rtgion  X 

Sff 


WtroooMfn  »rM 

&&£ 

1.019 
1.026 
1.0)8 
1.027 
1.027 

1.029 
1.037 
1.033 
1.025 
1.048 


Akron,  ON  PMSA 
An*h«{ii-Swta  Ana,  CA  PNSA 
Aneher*9*.  AK  NSA 
Ann  Arbor,  NI  PNSA 
Atlanta,  6A  NSA 

Aurora-Elsin,  IL  PNSA 
Ra(t<aor«,  NO  NSA 
Baavar  County,  PA  PNSA 
•argan-Paasalc,  NJ  PNSA 
•oaton,  NA  PNSA 

•ouldar-Lonsaont,  CO  PNSA 
Brazoria,  TX  PNSA 
Bridgtfwrt-Nilford,  CT  PNSA 
Brockton,  NA  PNSA 
Buffalo,  NY  PNSA 

Chicago,  IL  PNSA 
Cincinnati,  ON-KY-IN  PNSA 
Clavaland,  ON  PNSA 


Oalli 


TX  PNSA 


Danbury,  CT  PNSA 


,  CO  PNSA 
Datroit,  NI  PNSA 

Ft  Lauderdala-HoUywd-Poaipano  Bch,  FL  PNSA 
Fort  Worth-Arlington,  TX  PNSA 
Calvaston-Toxas  City,  TX  PNSA 

Cary-ll— and,  IN  PNSA 
Naailton-Niddlatoun,  ON  PNSA 
Nouston,  TX  PNSA 
Joraay  City,  NJ  PNSA 
Jolitt,  IL  PNM 

Kansas  City,  NO-KS  NSA 
Kanosha,  UI  PNSA 
Laka  County,  IL  PNSA 
Lawranca-Havcrhill.  NA-NN 
Lerain-Elyria,  ON  PNSA 

Los  Angalas-Long  Beach,  CA  PNSA 
LOHtll,  NA-NN  PNSA 
Niaai-Hialaah,  FL  PNSA 
Niddltsax-Sonersat-Nuntardon,  NJ  PNSA 
Nilwaukac,  UI  PNSA 


MorittrBooUtan  Area 

ttL 

1.011 
1.038 
1.035 
1.021 
1.017 

1.012 
1.015 
1.034 
1.«27 
1.045 

m 

1.087 


1.068 
1.028 
1.091 
1.019 
1.010 

1.049 
,1.036 
1.026 
1.035 
1.003 

1.027 
1.092 
1.036 
1.003 
1.037 

1.048 
1.039 
1.068 
1.042 
1.036 

1.027 
1.019 
1.035 
1.043 
1.092 

1.049 
1.039 
1.092 
1.036 
1.048 

1.042 
1.048 
1.048 
1.003 
1.068 

1.028 
1.003 
1.035 
1.036 
1.040 


Riverside*Sai 
St.  Louis,  M 
Salea-Cloucei 
San  Diego,  O 
San  Franc  isc( 


Washington,  I 
Westchester, 
Wilmington,  I 


UMI 
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fiCHEmiLf  C .  COMTUCr  lENT  ANNUAi  ADJUSTMBIT  FACTORS- . 

wsA/yw^ 

NinncapoUfSt.  I>mjI,  NN-UI  MSA 
Norweuth -Ocean,  NJ  PMSA 
Nashua.  NH  PMSA 
Nassau-Suffolk,  NY  PNSA 
New  fork,  NY  PNSA 

Newark,  NJ  PMSA 
Niagara  Falls,  NY  PMSA 
Norwalk,  CT  PMSA 
Oakland,  CA  PMSA 
Orange  County,  NY  PMSA 

Oxnard-Ventura,  CA  PMSA 
Philadelphia,  PA-NJ  PMSA 
PittaburBh,  PA  PMSA 
Portland,  OR  PMSA 
Racine,  UI  PMSA 

Riverside-San  Bernardino,  CA  »*SA 
St.  Louis,  MO-tL  PMSA 
Salea-Cloueester,  MA 
San  Diego,  CA  MSA 
San  Francisco,  CA  PMSA 

San  Jose,  CA  PMSA 
Santa  Cruz,  CA  PMSA 
Santa  Rosa-Petaluna,  CA  PMSA 
Seattle.  UA.  PMSA 
Stamford,  CT  PMSA 

Tacona,  UA  PMSA 
Trerton,  NJ  PMSA 
Vallejo-Fairfield-Napa,  CA  PMSA 
Vancouver,  UA  PMSA 
Vineland-Millville-Bridgeton,  NJ  PMSA 

Uashington,  DC-MD-VA  MSA 
Uestchester,  County,  NY 
Wilmington,  DE-NJ-MO 


I 


£A£ 

1.019 
1.036 
1.003 
LOSS 
1.03S 

1.036 
1.037 
1.036 
1.03S 
1.03S 

1.028 
1.040 
1.026 
1.067 
1.040 

1.028 
1.009 
1.003 
1.018 
i.035 

1.03S 
1.035 
1.03S 
1.067 
1.036 

1.067 
1.040 
1.035 
1.067 
1.040 

1.030 
1.036 
1.040 


V 
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scMEOuiE  c  •  coiTucT  uiT  AMuu  tojusTMEiT  FACTon  •  -  aim  omRmom 

SUTES  IM  HUP  ttGlOMS 

tegion  I Cof»wcticut,  Maine,  Massachusetts,  New  Haspshfre,  Rhode  Island  and  Ver«»nt 

Region  II *•"  Jersey  and  Mew  York 

Region  III Oela»*are,  Maryland,  »>ef«sylvania,  VirQinia  and  West  Virginia  (Washington.  O.C.  has  ■ 

separate  factor) 
Region  IV AlabaiM,  Florida.  Georgia,  Kentucky,  Mississippi,  North  Carolina,  South  Carolina, 

Tefv>esse«,  Puerto  Rico  and  the  Virgin  Islands 

Region  V Illinois,  Indiana,  Michigan,  Minnesota,  Ohio  and  Wisconsin 

Region  vi!l!!! Arkansas,  Louisiana,  OklahoM,  New  Mexico  and  Texas 

Region  VI i  I""*.  Kansas,  Missouri  and  ■et>raska 

Reaien  VIII       Colorado,  Montana,  North  Dakota,  South  Dakota,  Utah  and  Wyoning 

Region  IX..!!!!'. Arixona,  California,  Neviada  and  the  Pacific  Islands  (Hawaii  has  a  separate  factor) 

Region  X.!!!!!!!!! Alaska,  Idaho,  Oregon  and  Washington 

HSJt/pt<5J^  COUNTIES  IM  MgTROPOCnAM  AREAS 

Akron.  ON  PI«A Portage  and  S»«»it 

Anaheia-Santa  Ana.  CA  PMSA..., Orange 

Anchorage,  AK  MSA Anchorage 

Ann  Arbor.  Ml  PMSA Washtenan  .^     .    . 

Atlanta.  CA  MSA iarron,  iutts,  Cherokee,  Clayton,  Cobb.  Coweta.  De  Kalb,  Douglas.  Fayette. 

Forsyth,  Fulton,  Gwinnett,  Henry,  Newton.  Paulding,  Rockdale,  Spalding  and  Walton 

Aurora-Elgin.  IL  PMSA Kane  and  Kendall 

Battiaore.  MD  MSA A«ie  Ar»«lel,  galtimore,  Carroll,  Harford,  Howard.  Oueen  Annes  and 

Baltiaore  City         .   . 

■mvot  Coimty,  PA  PMSA teaver 

Bergen-Passaic,  MJ  PMSA lergcn  and  Passaic 

Boston  NA  PMSA Iristol  Co»#ity  (PART):  Towns  of  Mansfield,  Norton,  and  Raynhaai 

'  Essex  County  (PART):  ToMW  of  Lynn,  Lymfield.  Nahant  and  Saugua 

Middlesex  Couity  (PART):  Towhs  of  Acton,  Arlington,  Ashland,  Ayer,  Bedford. 

BelMont,  Boxborough.  Burlington,  Caii«>ridge,  Carlisle,  Concord,  Everett,  Framingham, 

Croton,  Nelliston.  Hopkinton,  Hudson,  Lexington,  Lincoln.  Littleton.  Maiden, 

Marlborough,  Maynard,  Mcdford,  Melrose,  Natick,  Newton,  North  Readin,  Reading, 

Sherbom,  Shirley,  Sos»rville,  Stonehais,  Stow.  Sudbury.  Townsend.  Wakefield,  Wattham. 

Watertown,  Wayland.  Weston.  Wilmington.  Winchester  and  Woburn 
Norfolk  County  (PART):  Towns  of  Bellingham.  Braintree,  Brooklfnc.  Canton,  Cohassct, 

DccttM,  Dover,  Foxborough.  Franklin,  Nolbrook,  Medfield,  Medway,  Millis.  Hilton. 

Utta>m.   Norfolk,  Norwood,  Ouincy.  Randolph.  Sharon.  Stoughten,  Walpete,  Uelleslcy. 

Uestwood,  WeyMouth  and  Vrcntha* 
Ply«outh  County  (PART):  Towns  of  Carver,  Duxbury,  Hanover.  Hanson.  Hinghaa.  Hull, 

Kingston,  Lakevi lie,  Narshfield,  Middleboroug.  Norwet I,  Pcfiferoke,  Plywouth,  Plynpton. 

Rockland  and  Scituate 

Suffolk  Cowity  (PART):  Tawic  of  Boston,  Chelsea,  Revere  and  Winthrop 
Worcester  Cow«ty  (PART):  Towns  of  Berlin,  Bolton,  Harvard,  Hopedale,  Lancaster, 

Mendon.  Milford,  Southborough  and  Upton 

ioulder-LongMont.  CO  PMSA. Boulder 

Braioria.  TX  PMSA Brazoria 

Bridgeport-Mi Iferd.  CT  PMSA Fairfield  County  (PART):  Towns  of  Bridgeport.  Easton,  Fairfield.  Monroe.  Shelton, 

Stratford  and  Trurixill 

New  Haven  County  (PART):  Towns  of  Ansonia,  Beacon  Falls.  Derby,  Milford,  Oxford  and 
SeywMjr 
Brockton.  NA  PMSA Bristol  County  (PART):  Town  of  Easton 

Norfolk  County  (PART):  Town  of  Avon 

Plyanuth  County  (PART):  Towns  of  Abington.  Bridgewater,  Brockton,  East  Bridgew, 
Halifax,  West  Bridgewater  and  Whitman 

Buffalo.  NT  PMSA Erie 

Chicago.  IL  PMSA Cook,  Du  Page  and  McHenry 

Cinciiwati,  ON-rr-IN  PMSA Dearborn,  IH;  Boone,  Caiupbell  and  Kenton.  KT;  Clermont,  Hamilton  and  Warren,  OH 

Cleveland.  ON  PMSA Cuyahoga,  Geauga,  Lake  and  Medina 

Dallas,  TX  PMSA Collin.  Dallas,  Denton,  Ellis,  Kaufman,  and  Rockwall 

Dar*ury.  CT  PMSA Fairfield  County  (PART):  Towns  of  Bethel,  Brookfield,  Oanbury,  New  Fairfield, 

Newtown,  Redding,  Ridgefield  and  Sherman 

Litchfield  County  (PART):  Towns  of  Bridgewater,  and  New  Milford 

Denver,  CO  PMSA Adams.  Arapahoe.  Denver,  Douglas  and  Jefferson 

Detroit,  Ml  PMSA Lapeer.  Livingston,  Macoab,  Monroe,  Oakland,  St.  Clair  and  Wayne 

Ft  Lauderdale-NoUywd-Pompano  Bch,  FL  PMSA.  .Broward  ^ 
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fOPt  Worth-Arlington,  TK  PUSk Johnson.  P«rker  and  T«rr«rt 

Calveston-Texas  City,  TX  P»«A .Galveston 

Cary-Namaond,  IN  PMSA Lake  and  Porter 

MMilton-Niddletown,  W  PMSA Butler 

Houston.  TX  PMSA fort  »end.  Marria,  Liberty,  Mont»o«ery  and  Waller 

Jersey  City,  NJ  PMSA Hudson 

Joliet,  IL  PMSA Grundy  and  Will 

Kansas  City,  NO-KS  MSA Johnson.  Leavenworth,  Miani  and  Wyandotte.  KS;  Cass,  Clay,  Jackson,  Lafayettt,' 

Platte  and  Ray,  MO 

Kenoaha.  Wl  PMSA Kenosha 

Lake  County,  IL  PMSA Lake 

Lawrence-Haverhill,  NA-NH Essex  County,  MA  (PART):  Towns  of  Amesbury,  Andover.  Boxford.  Georgetown,  Croveland, 

Haverhill.  Lawrence,  Merrimoc.  Methuen,  Newbury.  Newburyport,  North  Andove,  Salisbury 

and  West  Newbury 
Rockinghaa  Co«x>ty,  NH  (PART):  Towns  of  Atkinson,  Brentwood,  Danville.  Derry, 

East  Kingston,  Hampstead,  Kingston,  Newton,  Plaistow,  Saten,  Sandown,  Seabrook 

and  Windfa* 

Lorain-Elyria,  OH  PMSA Lorain 

Los  Angeles-Long  Beach,  CA  PMSA Los  Angeles 

Lowell,  MA-NH  PMSA Middlesex  Cot«>ty,  MA  (PART):  Towns  of  Billerica,  Chelnsford,  Oracut,  Dunstable,  Lowell, 

Pepperell.  Tewksbury,  Tyngsborough  and  Westford 

Hillsborough  County.  NH  (PART):  Town  of  Pelham 

Miami-Hialeah.  FL  PMSA Dade 

Middlesex-Somerset-Hunterdon.  NJ  PMSA Hunterdon.  Middlesex  and  Sonerset 

Milwaukee,  WI  PMSA Milwaukee.  Ozaukee,  Washington  and  Waukesha 

Mirweapolis-St.  Paul,  MN-Wl  MSA Anoka,  Carver,  Chisago.  Dakota,  Hennepin,  Isanti,  Ransey,  Scott, 

Washington  and  Wright,  MN;  St.  Croix,  WI 

Monmouth-Ocean,  NJ  PMSA Monmouth  and  Ocean 

Nashua.  NH  PMSA Hillsborough  County  (PART):  Towns  of  Ai*erst,  Brookline.  HoUis.  Hudson, 

Litchfield,  Merrimack.  Milford.  Mont  Vernon.  Nashua  and  Wilton 

Rockingham  County  (PART):  Town  of  Londonderry 

Nassau-Suffolk.  NT  PMSA Nassau  and  Suffolk 

New  York,  NT  PMSA Bronx.  Kings.  New  York.  Putnam,  Queens.  Richmond  and  Rockland 

Newark,  NJ  PMSA Essex,  Morris,  Sussex  and  Union 

Niagara  Falls,  NY  PMSA Niagara 

Norwalk,  CT  PMSA Fairfield  County  (PART):  Towns  of  Norwalk,  Weston.  Westport  and  Wilton 

Oakland.  CA  PMSA Alameda  and  Contra  Costa 

Orange  County,  NY  PMSA f Orange 

Oxnard-Ventura,  CA  PMSA Ventura 

Philadelphia.  PA-NJ  PMSA Burlington,  Canden  and  Gloucester,  NJ;  Bucks,  Chester,  Delaware,  Montgomery 

and  Philadelphia,  PA 

Pittsburgh,  PA  PMSA Alleghany,  Fayette,  Washington  and  Westmoreland 

Portland,  OR  PMSA Clackamas,  Multnomah,  Washington  and  Yan#till 

Racine.  WI  PMSA Racine 

Riverside-San  Bernardino.  CA  PMSA Riverside  and  San  Bemadino 

St.  Louis.  MO-IL  PMSA Clinton.  Jersey,  Madison,  Monroe  and  St.  Clair,  IL;  Franklin,  Jefferson, 

St.  Charles.  St.  Louis  and  St.  Louis  City,  MO 
Salem-Gloucester,  MA Essex  County  (PART):  Towns  of  Beverly.  Danvers.  Essex,  Gloucester,  Hamilton, 

Ipswich.  Manchester,  Marblehead.  Middleton,  Peabody,  Rockport,  Rowley,  Salcn, 

Swanpscott,  Topsf ield  and  Wenham 

San  Diego,  CA  MSA.... San  Diego 

San  Francisco,  CA  PMSA Marin,  San  Francisco  and  San  Mateo 

San  Jose,  CA  PMSA Santa  Clara 

Santa  Cruz,  CA  PMSA .....Santa  Cruz 

Santa  Rosa-Petaluna,  CA  PMSA Sonoma 

Seattle,  WA.  PMSA King  and  Snohomish 

Stamford,  CT  PMSA. Fairfield  County  (PART):  Towns  of  Darien,  Greenwich,  New  Canaan  and  Stamford 

Tacoma,  WA  PMSA Pierce 

Trenton,  NJ  PMSA Mercer 

VaUejo-Fairfield-Napa,  CA  PMSA Napa  and  Solano 

Vancouver,  WA  PMSA Clark 

Vin«land-Mi(lville-Bridgeton,  NJ  PMSA C««ii>erland 

Washington,  DC-MD-VA  MSA Washington,  DC;  Calvert,  Charles.  Frederick.  Montgomery  and 

Prince  Georges.  MO;  Arlington.  Fairfax.  Loudoun,  Prince  William,  Stafford,  Alex-ndria, 
Fairfax  City,  Falls  Church,  Manassas  and  Manassas  Park,  Va 
Wilmington,  DE-NJ-MD Newcastle,  DE;  Cecil,  MD;  and  Salem,  NJ 
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Prodamation  6524  of  Januaxy  11,  1903 

Martin  Luther  King,  Jr.,  Federal  Holiday,  1993 


/^ 


By  tbe  President  of  llie  United  St^es  of  America 

A  Prodamatkm 

By  setting  aside  a  day  in  honor  of  the  late  Reverend  Dr.  Martin  Luther 
King,  Jr.,  our  Nation  reaffirms  its  commitment  to  the  noble  goals  for  which 
he  labored  and  eventually  gave  his  life:  equal  opportunity  and  justice  for 
all. 

Throughout  his  quest  to  end  racial  segregation  in  the  United  States  and 
to  promote  understanding  and  respect  among  all  people,  Martin  Luther 
King  urged  America  to  fulfill  its  promise— and  its  potential— as  a  Nation 
dedicated  to  the  belief  "that  all  men  are  created  equal,  that  they  are  endov^red 
by  their  Creator  with  certain  unalienable  Rights,  that  among  these  are  Life, 
Liberty  and  the  pursuit  of  Happiness." 

Always  mindful  of  those  words  from  our  Declaration  of  Independence,  Dr. 
King  viewed  his  work  as  a  must-win  struggle  for  the  soul  and  future  of 
the  Nation.  He  knew  that  efforts  to  promote  far-reaching  social  change, 
in  a  peaceful,  nonviolent  manner,  would  require  patience,  determination, 
and  sacrifice.  Yet,  despite  experiencing  stubborn  opposition,  imprisonment, 
and  even  threats  to  his  life,  he  also  believed  that  the  civil  rights  movement 
would  prevail.  "We  will  reach  the  goal  of  freedom  in  Birmingham  and 
all  over  the  Nation,"  he  wrote  to  his  followers  from  jail,  "because  the 
goal  of  America  is  freedom.  .  .  .  our  destiny  is  tied  up  with  America's 
destiny." 

With  his  inspired  leadership  and  eloquent  appeals  to  all  who  would  listen, 
Martin  Luther  King  set  in  motion  a  ground  swell  of  change  in  the  United 
States.  The  Civil  Rights  Act  of  1957,  the  Civil  Rights  Act  of  1964,  and 
the  Voting  Rights  Act  of  1965  were  critical  milestones  in  the  fight  for 
equality  under  the  law.  Although  Dr.  King's  assassination  in  1968  at  the 
age  of  39  prevented  his  living  to  see  the  fulfillment  of  his  dreams  for 
America,  his  legacy  has  continued  to  challenge  and  inspire  us.  Over  the 
years  the  United  States  has  continued  to  eliminate  legal  and  attitudinal 
barriers  that  have,  in  the  past,  limited  opportunities  on  the  basis  of  race. 
We  must  go  on  striving  to  realize  Dr.  King's  vision  of  an  America  where 
individuals  are  "not  judged  by  the  color  of  their  skin  but  by  the  content 
of  their  character." 

While  government  plays  a  critical  role  in  the  fight  against  discrimination 
through  the  enforcement  of  civil  rights  laws  and  its  own  hiring  practices, 
our  efforts  to  promote  racial  harmony  and  justice  in  the  United  States 
must  begin  at  home.  Martin  Luther  King  described  the  family  as  the  "main 
educational  agency  of  mankind."  and  it  is  within  the  family  that  we  must 
first  teach  lessons  about  love  and  fairness,  decency  and  kindness,  and  the 
difference  between  right  and  wrong.  We  honor  the  legacy  of  Martin  Luther 
King  when  we  show  Our  children,  by  word  and  example,  what  it  means 
to  lead  "a  committed  life"— a  life  dedicated  to  excellence  and  to  the  service 
of  one's  fellowman.  We  equip  our  children  for  such  a  life  when  we  encourage 
them  to  recognize  their  own  self-worth,  as  well  as  the  inherent  rights  and 
worth  of  others.  "Every  man  is  somebody,"  declared  Dr.  King,  "because 
he  is  a  child  of  God." 
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A  minister  by  vocaUon.  Martin  Luther  King  sought  righteous  hearts  as  well 
as  just  laws.  He  warned  that  humankind  suffered  from  "a  poverty  of  the 
spirit  which  stands  in  stark  contrast  to  our  scientific  and  technological 
abundance."  In  this  last  decade  of  the  20th  century,  as  we  marvel  at  the 
historic  achievements  of  the  past  100  years  and  anticipate  the  many  to 
come,  let  us  enrich  our  children  with  a  wealth  of  encouragement,  hope, 
and  moral  guidance— and  with  living  examples  of  racial  comity  and  friend- 
ship. 

By  Public  Law  98-144.  the  third  Monday  in  January  of  each  year  has 
been  designated  as  a  legal  public  holiday. 

NOW.  THEREFORE.  I.  GEORGE  BUSH.  President  of  the  United  States  of 
America,  by  virtue  of  the  authority  vested  in  me  by  -the  Constitution  and 
laws  of  the  United  States,  do  hereby  proclaim  Monday.  January  18,  1993. 
as  the  Martin  Luther  King.  Jr..  Federal  Holiday. 

IN  WITNESS  WHEREOF.  I  have  hereunto  set  my  hand  this  eleventh  day 
of  January,  in  the  year  of  our  Lord  nineteen  hundred  and  ninety-three, 
and  of  the  Independence  of  the  United  States  of  America  the  two  hundred 
and  seventeenth. 
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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documsmi  having  gsnaial 
appKcabiiity  and  legal  affect,  moat  of  wNch 
are  keyed  to  and  codified  in  tie  Code  of 
Federal  Regulations,  wtiich  is  pubiished  under 
SO  ttlles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  Is  sold  t>y 
ttte  Superintendent  of  Documents.  Prices  of 
new  bo6ka  are  listed  in  the  Rrst  FEDERAL 
REGISTER  issue  of  each  week. 


ADMINISTRATIVE  CONFERENCE  OF 
THE  UNITED  STATES 

1CFR  Part  305 

RecomnMndations  and  Statamenta  of 
tha  Adminiatrativa  Conforanca 
Regarding  Adminiatrativa  Practica  and 
Procedure 

AGOICV:  Administrative  Conference  of 
the  United  States. 
ACTION:  Recommendations  and 
amendments;  correction. 

SUMMARY:  The  Adihinistrative 
Conference  of  the  United  States  is 
correcting  an  error  in  the  title  of  a 
Conference  recommendation  that  was 
published  in  the  Federal  Register  on 
December  29, 1992  (57  FR  61759). 
EFFECTIVE  DATE:  December  29. 1992. 
FOR  FURTHER  INFORMATION  CONTACT: 
Renee  Bamow,  Information  OfGcer 
(202-254-7020). 
SUPPLEMENTARY  INFORMATION: 
Recommendations  adopted  by  the 
Administrative  Conference  of  the 
United  States  at  its  Forty-Seventh 
Plenary  Session  were  published  in  the 
Federal  Register  on  E)ecember  29, 1992 
(57  FR  61759).  At  the  same  time,  the 
Conference  removed  the  texts  (but  not 
the  titles)  of  certain  recommendations 
and  statements  from  the  Code  of  Federal 
Regulations  because  they  are  deemed  to 
be  no  longer  of  general  interest  The  title 
of  one  recommendation  whose  text  was 
removed  contained  an  error  which  this 
document  corrects  below. 

Dated:  January  6, 1993. 
Michael  W.  Bowers,  ' 

Deputy  Research  Director. 

The  following  correction  is  made  to 
"Recommendations  and  amendments" 
published  in  the  Fedwal  Registor  on 
December  29, 1992  (57  FR  61759). 

On  page  61768,  third  column,  the 
section  number  for  Recommendation 
No.  79-7.  Appropriate  Restrictions  on 


Participation  by  a  Former  Agency 
Official  in  Matters  Involving  the 
Agency,  is  changed  from  "§  305.79-4" 
to  "§  305.79-7". 

[FR  Doc  93-«70  Filed  1-13-93: 8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 

Agricultural  Markattng  Sarvloa 

7CFRPart52 
[FV-M-202] 

United  Stataa  Standarda  for  Qradaa  Of 
Canned  Green  Beana  and  Canned 
Waxed  Beana 

AGENCY:  Agricultural  Mari»ting  Service. 

USDA. 

ACTION:  Final  rule. 

SUMMARY:  In  compliance  with  the 
requirements  for  periodic  review  of 
existing  regulations  and  in  response  to 
petitions  from  the  National  Food 
Processors  Association  (NFPA)  the 
Agricultural  Marketing  Service  (AMS)  is 
revising  the  United  States  Standards  for 
Grades  of  Canned  Green  Beans  and 
Canned  Waxed  Beans.  The  final  rule 
changes  the  U.S.  grade  standards  for 
canned  green  beans  and  canned  waxed 
beans. 

EFFECTIVE  DATE:  February  16. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Leon  R.  Gary,  Processed  Products 
Branch.  Fruit  and  Vegetable  Division, 
Agricultural  Marketing  Service,  U.S. 
Department  of  Agriculture.  P.O.  Box 
96456,  room  0709,  South  Building, 
Washington.  DC  20090-6456. 
Telephone:  (202)  720-6247. 

SUPPt^MENTARY  INFORMATION:  This 
action  has  been  reviewed  imder 
Executive  Order  12291  and 
Departmental  Regulation  1512-1  and 
has  been  designated  as  a  "nonmajor" 
rule.  It  will  not  result  in  an  annual  effect 
on  the  economy  of  $100  million  or 
more.  There  will  be  no  major  increase 
in  cost  or  prices  for  consumers; 
individual  industries;  Federal.  State,  or 
local  government  agencies;  or 
geographic  regions.  It  will  not  result  in 
significant  effects  on  com])etition, 
employment,  investments,  productivity, 
innovations,  or  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 


Executive  Order  1277t 

This  final  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  This  action  is  not 
intended  to  have  retroactive  effect.  This 
final  rule  will  not  preempt  any  State  or 
local  laws,  regulations,  or  policies, 
unless  they  present  an  irreconcilable 
conflict  with  this  rule.  There  are  no 
administrative  procedures  which  must 
be  exhausted  prior  to  any  judicial 
challenge  to  the  provisions  of  this  rule. 

The  Administrator,  Agricultural 
Maiiceting  Service,  has  certified  that  this 
action  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities,  as  defined  in 
the  Regulatory  Flexibility  Act,  (5  U.S.C 
601  et  seq.).  The  changes  to  the 
standards  reflect  current  marketing 
practices.  In  addition,  use  of  these 
standards  is  voluntary.  A  small  entity 
may  avoid  incurring  additional 
economic  impact  by  not  emplo)ring  the 
standards. 

In  1984,  the  Standards  Subcommittee 
of  the  Fruit  and  Vegetable  Products 
Technical  Committee,  National  Food 
Processors  Association  (NFPA), 
requested  that  the  United  States 
Department  of  Agriculture  (USDA) 
prepare  a  draft  revision  of  the  U.S.  grade 
standards  for  canned  green  beans  and 
canned  wax  beans.  The  draft  was  to 
incorporate  a  grading  system  where 
individual  tolerances  would  be  assigned 
to  each  individual  defect.  This  system  of 
grading,  referred  to  as  "individual 
attributes,"  would  provide  statistically 
derived  acceptable  quality  levels 
(AQL's)  based  on  the  tolerances  in  the 
current  B^de  standards. 

In  addition  to  their  original  request,  in 
March  1988,  NFPA  asked  USDA  to 
modify  the  draft  revised  standards  to 
reduce  the  recommended  minimum 
drained  weight  for  whole  beans  in  No. 
303  (303  X  406)  containers  by  one-half 
(0.5)  ounce.  After  studying  the  petition, 
USDA  determined  that  to  maintain 
consistency  in  the  standards  the 
minimum  drained  weight  for  whole 
beans  in  No.  300  (300  x  409)  containers 
should  also  be  reduced  by  one-half  (0.5) 
oimce.  At  this  time  NFPA  also  asked  for 
a  reduction  in  the  minimum  drained 
weight  for  french  style  (sliced 
lengthwise)  beans  in  8  ounce  Tall  (211 
X  304)  containers  by  two-tenths  (0.2) 
ounce,  and  in  No.  303  (303  x  406) 
containers  by  forty-five  hundredths 
(0.45)  ounce.  NFPA  stated  that  virtually 
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none  of  its  members  packing  whole  or 
french  style  green  or  wax  beans  in  these 
containers,  even  under  optimum 
o{>erating  conditions,  was  able  to  meet 
the  current  recommended  minimum 
drained  wei^t.  They  explained  that 
attempts  to  oo  so  resulted  in 
unacceptable  damage  to  the  beans  and, 
more  seriously,  in  false  seams,  knocked 
down  flanges,  and  other  seam  defects 
that  compromised  the  commercial 
sterility  of  the  product. 

USDA  then  prepared  another  draft 
incorporating  the  requested  changes  in 
drained  wei^ts  and  several  other  minor 
editorial  changes.  USDA  staff  discussed 
this  draft  writh  the  NFPA  Subcommittee 
on  Standards  in  January  1989.  At  this 
meeting  the  Subcommittee  asked  USDA 
to  revise  the  draft  standards  again  to 
include  the  sample  sizes,  acceptable 
quality  levels  (AQL's).  tolerances  and 
acceptance  numbers  for  lot  inspection. 

The  propM»d  standards,  as  published 
in  the  Federal  Register,  incorporated 
these  suggestions.  The  proposal  to 
revise  the^.S.  Standards  for  Grades  of 
Canned  Green  and  Canned  Wax  Beans 
was  published  in  the  Federal  Register 
on  July  15, 1991  (56  FR  32121).  In 
addition,  the  standards  would 
incorporate  USDA's  policy  of  replacing 
dual  grade  nomenclature  with  single 
letter  grade  designations.  Under  the 
proposal,  "U.S.  Grade  A"  (or  "U.S. 
Fancy"),  "U.S.  Grade  B"  (or  "U.S.  Extra 
Standard")  and  "U.S.  Grade  C"  (or  "U.S. 
Standard")  would  simply  become  "U.S. 
Grade  A."  "U.S.  Grade  B."  and  "U.S. 
Grade  C" 

The  proposed  revision  of  the 
volimtary  grade  standards  would  also 
bring  the  quality  factors  of  stems,  and 
extraneous  vegetable  material  (EVM)  in 
line  with  the  Food  and  Drug 
Administration  minimum  quality 
standards  and  eliminate  the  quality 
factor  "clearness  of  liquor"  since  this 
factor  does  not  always  reflect  the  quality 
of  canned  green  and  canned  wax  beans. 

In  addition  to  these  substantive 
changes,  the  proposed  standards  would 
be  modified  to  present  them  in  a  simple 
easy-to-use  format.  Consistent  with 
recent  revisions  of  other  U.S.  grade 
standards,  definitions  of  terms  and  easy- 
to-read  tables  replace  the  textual 
descriptions.  These  changes  would 
facilitate  a  better  understanding  and 
more  imifbrm  application  of  the  grade 
standards. 

A  copy  of  the  proposed  rule  was  also 
provided  to  the  Agricultural  Research 
Service  for  help  in  identifying  studies, 
monographs,  data  collection  or  other 
information  relevant  to  the  possible 
effect  of  pesticide  use  of  the  "cosmetic 
appearance  elements"  of  the  proposed 
rule.  None  u-as  reported. 


Four  comments  were  received  in 
response  to  the  Notice  of  Proposed 
Rulemaking:  two  from  industry 
members  and  two  from  food  processing 
associations.  One  industry  member 
commented  that  the  proposed  rule  did 
not  improve  the  definitions  for  the 
various  defects  and  that  the  allowances 
for  mechanical  damage  in  cut  and  whole 
style  are  too  restrictive  for  current 
mechanical  processing  methods.  All 
comments  noted  that  the  proposed 
allowances  for  short  pieces  in  cut  style 
had  been  substantially  tightened  from 
those  in  the  ciirrent  standards  and  could 
be  met  only  with  great  difficulty  and 
considerable  cost.  All  those  commenting 
requested  that  a  series  of  illustrations 
depicting  various  green  bean  defects  be 
developed  by  USDA. 

Also  it  was  noted  in  every  comment 
that  the  recommended  minimum 
drained  weights  for  No.  300  metal 
containers  should  be  ninety  percent 
(90%)  of  the  recommended  minimum 
drained  wei^ts  for  No.  303  metal 
containers. 

In  their  comments,  NFPA  also 
petitioned  for  a  reduction  in  the 
recommended  minimum  drained 
weights  for  various  other  styles  and 
container  sizes. 

Final  Rule 

With  respect  to  the  comment  that 
proposed  allowances  for  mechanical 
damage  in  cut  and  whole  style  are  too 
restrictive  for  current  mechanical 
processing  methods,  USDA  notes  that 
no  data  was  submitted  to  support  the 
claim.  Therefore,  the  allowances  for 
mechanical  damage  will  remain  the 
same  as  published  in  the  proposed  rule. 

Regarding  the  comments  that 
proposed  tolerances  for  short  pieces  in 
cut  style  were  substantially  tighter  than 
those  in  the  current  standards  and 
would  be  costly  to  meet,  USDA 
reviewed  data  provided  regarding  short 
pieces  and  is  in  agreement  with  these 
comments.  The  tolerances  for  short 
pieces  in  cut  style  beans  are  adjusted  in 
this  final  rule  to  be  more  in  line  writh 
the  current  tolerances. 

USDA  agrees  with  the  comments 
suggesting  the  development  of  a  series 
of  illustrations  depicting  various  green 
bean  defects.  USDA  will  provide  for 
such  illustrations.  These  illustrations 
will  be  included  in  a  grading  manual. 

USDA  agrees  with  ttie  comments  that 
the  recommended  minimum  drained 
weights  for  No.  300  metal  containers 
should  be  approximately  90%  of  the 
recommended  minimum  drained 
weights  for  No.  303  metal  containers. 
The  recommended  minimum  drained 
weights  for  No.  300  metal  containers 


will  be  adjusted  accordingly  in  this  final 

rule. 

With  regard  to  NFPA's  request  for 
reductions  in  the  recommended 
minimum  drained  weights  for  various 
other  styles  and  container  sizes,  USDA 
is  denying  this  request  since  these 
changes  are  outside  the  scope  of  the 
proposed  rule.  USDA  will,  however, 
consider  Uiese  proposed  changes  for 
future  revisions  based  on  supportive 
data  under  a  separate  petition. 

Further,  additional  miscellaneous 
changes  are  made  to  the  standards  in 
this  final  rule  for  clarity. 

Upon  review  of  all  background 
information  and  public  comments 
collected  during  the  rulemaking 
process,  USDA  determined  that  this 
final  rule  for  the  United  States 
Standards  for  Grades  of  Canned  Green 
and  Caimed  Wax  Beans  appearing  after 
this  preamble  should  be  published  in 
the  Federal  Register  and  beconie 
effective  30  days  after  publication. 

List  of  Subjecto  in  7  CFR  Part  52 

Food  grades  and  standards.  Food 
labeling,  Frozen  foods,  Fruit  jmces. 
Fruits,  Reporting  and  recordkeeping 
requirements.  Vegetables. 

For  the  reasons  set  forth  in  the 
preamble,  this  final  rule  amends  7  CFR 
part  52  as  follows: 

PART52-{AMENDEO) 

1.  The  authority  for  part  52  continues 
to  read  as  follows: 

Authority:  7  U.S.C  1622, 1624. 

2.  The  Subpart— United  States 
Standards  for  Grades  of  Canned  Green 
Beans  and  Canned  Wax  Beans,  7  CFR 
52.441-52.453  (formeriy  52.441- 
52.456),  is  revised  to  read  as  follows: 

Subpart— UnHad  States  Standard*  tor 
Qrade*  of  Canned  Qrean  Baans  and 
Canned  Wax  Baana 
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Definitions  of  terms. 

Recommended  fill  of  container. 

Recommended  minimum  drained 


Sec. 

52.441 

52.442 

52.443 

52.444 

52.445 

weights. 

52.446  Types. 

52.447  Sizes. 

52.448  Kinds  of  pack. 

52.449  Grades. 

52.450  Factors  of  quality. 

52.451  Allowances  for  defects. 

52.452  Sample  size. 

52.453  Quality  requirements  criteria. 

f  52.441    Product  daaeriptfon. 

Canned  green  beans  and  canned  wax 
btens  are  the  products  defined  in  the 
Food  and  Drug  Standard  of  Identity  for 
canned  green  beans  and  canned  wax 
beans  (21  CFR  155.120).  For  the 
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Z  continues 


purposes  of  these  standards  and  unless 
the  text  indicates  othwwlse,  the  terms 
"canned  beans"  or  "beans"  referred  to 
in  this  text  mean  canned  gnen  beans  or 
canned  wax  beans. 

152.442    StyiM. 

(a)  Whole  means  canned  beans  that 
consist  of  whole  pods,  including  pods 
which  after  removal  of  either  or  both 
ends  are  not  less  than  44  mm  (1.75  in) 
in  length  or  transversely  cut  pods  not 
less  than  70  mm  (2.75  in)  in  length  and. 
except  for  "vertical  pack"  or 
"asparagus"  style,  are  not  arranged  in 
any  definite  position  in  the  container. 

(b)  Whole  vertical  pack  means  canned 
beans  that  are  "whole"  and  are  packed 
parallel  to  the  sides  of  the  container. 

(c)  Whole  asparagus  style  means 
canned  beans  that  are  "whole"  and 
consist  of  pods  that  are  cut  at  both  ends, 
are  of  substantially  equal  lengths,  and 
are  packed  parallel  to  the  sides  of  the 
container. 

(d)  Sliced  lengthwise.  Shoestring. 
Julienne,  or  French  style  means  canned 
beans  consisting  of  pods  that  are  sliced 
lengthwise. 

(e)  Cut  or  cuts  means  canned  beans 
consisting  of  pods  that  are  cut 
transversely  into  pieces  less  than  70  mm 
(2.75  in),  but  not  less  than  19  mm  (0.75 
in),  in  length,  and  may  contain  shorter 
end  pieces  which  result  from  cutting. 

(f)  Short  cut  or  short  cuts  means 
canned  beans  consisting  of  pieces  of 
pods  of  which  not  less  than  75  percent 
are  less  than  19  mm  (0,75  in)  in  length 
and  not  more  than  1  percent  are  more 
than  32  mm  (1.25  in)  in  length. 

(g)  Mixed  or  mixture  means  a  mixture 
of  two  or  more  of  the  following  styles 
of  canned  beans:  "whole;"  "sliced 
lengthwise:"  "cuts;"  or  "short  cuts". 

fS2.443    DefinMofMeltanna. 

(a)  Acceptable  Quality  Level  lAQf4 
means  the  maximum  percent  of 
defective  units  or  the  maximum  number 
of  defects  per  himdred  units  of  product 
that,  for  the  purpose  of  acceptance 
sampling,  can  be  considered  satisfactory 
as  a  process  average. 

{^]  Blemish.  (\)  Minor  blemished 
means  any  unit  which  is  affected  by 
scars,  pathological  injury,  insect  injury 
or  other  means  in  which  the  agraegate 
area  affected  exceeds  the  area  of  a  circle 
3  mm  (0.125  in)  in  diameter  or  the 
appearance  or  eating  quality  «f  the  unit 
is  slightly  affected. 

(2)  Major  blemished  means  any  unit 
which  is  affected  or  damaged  by 
discoloration  or  any  other  means  to  the 
extant  that  the  appearance  or  eating 
quality  of  the  unit  is  more  than  sli^tly 
a£fected. 

(c)  Character.  (1)  Round  type— Green 
Beans. 


(i)  Good  character  ("A")  means  the 
pods  are  full  fleshed;  the  pods  are 
tender. 

(ii)  Reasonably  good  character  ("B") 
means  the  pods  are  reasonably  {lc«hly; 
the  pods  are  tender. 

(ill)  Fairly  good  character  ("C")  means 
the  pods  have  not  entirely  lost  their 
fleshy  structure;  the  pods  are  fairly 
tender. 

(iv)  Poor  character  ("Sstd")  means  the 
beans  fail  the  requirements  for  "fairly 
good  character." 

(2)  Round  type— Wax  Beans. 

(i)  Good  character  ("A")  means  the 
pods  are  full  fleshed  and  may  show 
slight  breakdown  of  the  flesh  between 
seed  cavities;  the  pods  are  tender. 

(ii)  Reasonably  good  character  ("B") 
means  the  pods  are  reasonably  fleshy 
and  may  show  substantial  breakdown  of 
the  flesh  between  the  seed  cavities;  the 
pods  are  reasonably  tender. 

(iii)  Fairly  good  character  ("C")  means 
the  pods  may  show  total  breakdown  of 
the  flesh  between  the  seed  cavities  with 
no  definite  seed  pocket,  but  still  retain 
flesh  on  the  inside  pod  wall:  the  pods 
are  fairly  tender. 

(iv)  Poor  character  ("Sstd")  means  the 
beans  fail  the  requirements  for  "fairly 
good  character." 

(3)  Romano  or  Italian  type. 

(i)  Good  character  T'^  "J  means  the 
pods  have  a  full  inner  membrane, 
typical  of  the  variety  and  are  tender. 

(ii)  Reasonably  good  character  ("B") 
means  the  pods  have  a  reasonably  well 
developed  inner  membrane  and  are 
reasonably  tender. 

(iii)  Fairly  good  character  ("C")  means 
the  pods  may  lack  an  inner  membrane; 
the  pods  are  fairly  tender. 

(iv)  Poor  character  (Sstd")  means  the 
beans  fail  the  requirements  for  "fairly 
good  character." 

(d)  Color  defective  means  any  unit 
that  varies  mairicedly  firom  the  color  that 
is  normally  expected  for  the  variety  and 
grade. 

(e)  Defect  means  any  nonconformance 
of  a  unit(s)  of  product  from  a  specified 
requirement  ot  a  single  quality 
characteristic. 

(f)  £xtraneous  vegetable  material 
(EYM)  means  any  harmless  vegetable    ' 
material  (other  than  the  bean  pods) 
including,  but  not  limited  to,  stalk,  vine 
material,  stem  material  attached  to  vine, 
leaves  of  the  bean  plant,  and  leaves  or 
portions  of  other  harmless  plants. 

(g)  Flavor  and  odor.  Good  flavor  and 
odor  means  the  product  has  a  good 
characteristic  flavor  and  odor  and  is  free 
fit>m  objectionable  flavors  and  odors. 

(h)  Fiber. 

(1)  fidifa/e/!ber  means  fiber  developed 
in  the  wall  of  the  bean  pod  that  i» 
noticeable  upoo  chewing,  but  may  be 


consumed  with  the  rest  of  the  bean 
material  without  objection. 

(2)  Inedible  fiber  meana  fiber 
developed  in  die  wall  of  die  bean  pod 
that  is  objectionable  upon  chewing  and 
tends  to  separate  from  the  rest  of  the 
bean  material. 

(i)  Mechanical  damage  means  any 
unit  that  is  broken  or  split  into  two 
parts,  (equal  1  defisct)  or  has  ragged 
edges  that  are  greater  than  ^s  indi,  or 
is  crushed  or  is  damaged  by  mechanical 
means  to  such'an  extent  that  the 
appearance  is  seriously  affected. 

u)  Single  sample  unit  means  the 
amount  of  product  specified  (1200 
grams  for  french  style  and  400  units  for 
all  other  styles)  to  be  used  for  unofBdal 
inspection.  It  may  be: 

(1)  The  entire  contents  of  a  container, 

(2)  A  portion  of  the  contents  of  a 
container;  or 

(3)  A  combination  of  the  contents  of 
two  or  more  containers. 

(k)  Short  piece  means  any  imit  in  cut 
style,  mixed  style  or  short  cut  style  that 
is  less  than  13  mm  (0.50  in)  in  length, 
and  any  unit  in  whole  style  that  is  less 
than  32  mm  (1.25  in)  in  length, 
measured  along  the  longest  dimension 
parallel  to  the  bean  suture  Hne. 

0)  Sloughing  means  the  separation  of 
the  outer  surface  layer  of  tissue  from  the 
pod. 

(m)  Small  pieces  and  odd  cuts,  in 
fr«ndi  style,  mean  pieces  of  pod  less 
than  13  mm  (0.50  in)  in  length  or  pieces 
of  pod  not  conforming  to  the  normal 
appearance  of  a  sliced  lengthwise  bean 
unit. 

(n)  Stem  means  any  part  or  portion 
(loose  or  attached)  of  the  hard  or  tough 
fibrous  material  that  attaches  the  bean 
pod  to  the  vine  and  is  objectionable 
upon  eating. 

(o)  Tolerance  means  the  percentage  of 
defective  units  allowed  for  each  quality 
factor. 

(p)  Tough  string  mean  strings  or 
pieces  of  strings,  removed  from  the 
cooked  bean  pod,  that  will  support  a 
227  g  (V^  lb)  weight  for  not  less  than  five 
(5)  seconds. 

(q)  Unit  means  a  bean  pod  or  any 
individual  portion  thereof. 

iS2.444    Raoomimndedmoleontalnsr. 
The  recommended  fill  of  container  is 
not  incorporated  in  the  grades  of  the 
finished  product  since  fill  of  container, 
as  such,  is  not  a  factor  of  quality  for  the 
purposes  of  these  grades.  It  is 
recommended  that  each  container  of 
canned  beans  be  filled  with  beans  as  full 
as  practicable  writhout  impairment  of 
quality  and  that  the  product  and 
packing  medium  occupy  not  less  than 
90  percent  of  the  total  capacity  of  the 
container. 
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fS2.44S    R«eenwiMndMi  minimum  draiiMd 


(a)  The  drained  weight 
lecommendations  in  Tables  No.  I  and  la 
of  this  section  are  not  incorporated  in 
the  grades  of  the  finished  product  since 
drained  weight,  as  such,  is  not  a  factor 
of  quality  for  the  purposes  of  these 
grades. 

(b)  The  drained  weight  of  beans  is 
determined  by  emptying  the  contents  of 
the  container  upon  a  United  States 
Standard  No.  8  circular  sieve  of  proper 
diameter  containing  8  meshes  to  the 
inch  (0.0937-inch  ±3%,  square 
openings)  so  as  to  distribute  the  product 
evenly,  inclining  the  sieve  slightly  to 
fedlitate  drainage,  and  allowing  to  drain 


for  2  minutes.  A  sieve  8  inches  in 
diameter  is  used  for  No.  2Vi  size  cans 
(401x411)  and  smaller  sizes,  and  a  sieve 
12  inches  in  diameter  is  used  for 
containers  larger  than  the  No.  2Vi  size 
can. 

(c)  Compliance  v«th  the 
recommended  minimum  drained 
weights  for  canned  beans  in  Table  I  and 
Table  la  of  this  section  is  determined  by 
averaging  the  drained  weights  from  all 
of  the  containers  in  the  sample  which  is 
representative  of  a  specific  lot  and  such 
lot  is  considered  as  meeting  the 
recommendations  if  the  following 
criteria  are  met: 

(1)  The  average  of  the  drained  weights 
from  all  of  the  containers  in  the  sample 


meets  the  recommended  minimum 
drained  weight  for  the  applicable  style. 

(2)  The  drained  weights  from  the 
containers  whidi  do  not  meet  the 
recommended  minimum  drained  weight 
are  not  more  than: 

(i)  19.9  g  (0.7  oz)  lower  than  the 
recommended  minimum  average  for  No. 
3  cylinder  can  size  and  smaller. 

(ii)  56.7  g  (2.0  oz)  lower  than  the 
recommended  minimum  average  for  No. 
10  cans. 

(3)  The  number  of  containers  in  the 
sample  which  do  not  meet  the 
requirements  of  paragraph  (c)(2)  of  this 
section  does  not  exceed  the  acceptance 
numbers  prescribed  for  the  sample  size 
as  outlined  In  7  CFR  52.1  through  52.83. 


TAOi  l.-RECOMMENDED  I^INIMUM  DRAINED  WEK3HTS  FOR  CANNED  GREEN  BEANS  AND  WAX  BEANS 

[Ouncas-Englteh  (AvoWupot*  Sy»tom)I 


Comalrar  size  or  designation 


8  oz.  M 

8oz.gMa  — 
No.i  (ptcmc). 

No.  300  .. 

No.  300  glass 

NO.  1  ttl 

No.  303 

No.  303gtass 

No.  2 — 

No.  2'/i -. 

No.  2'h  glass 
No.  3cy«ndar 
No.  10 ~. 


4.0 

3.e 

5.6 

7.2 

8.2 

8.5 

8.0 

9.0 

10.5 

16.0 

15.8 

26.6 

57.5 


Whola  verti- 
cal peck 
end  whole 
aapemgue 


4.6 
4.9 

6.1 

8.6 

9.2 

9.5 

9.5 

10.0 

11.9 

17.0 

16.8 

N/A 

N/A 


Shortcuts 
andcuu 
lees  than 

1V%I 


4.5 

4.4 

6.0 

8.3 

8.5 

9.2 

9.2 

9.7 

11.2 

16.4 

16.2 

27J 

63.0 


Inches  and 


4.1 

44 

5.7 

7J 

8.2 

8.7 

8.7 

9.2 

11.0 

16.2 

WO 

27.0 

60.0 


and  Short 
cuts 


4.5 

4.4 

6.0 

8.3 

8.5 

9.2 

9.2 

9.7 

11.2 

16.4 

16.2 

27.3 

63.0 


Siloed 
lenotftwlse 
or  French 

style 


3.9 
4.0 
5.7 
7.4 

aa 

9.7 

8.2S 

9.2 

11i) 
16.2 
16.0 
2TJ0 
59.0 


TABLE  lA.— RECOMMENDED  MINIMUM  DRAINED  WEIGHTS  FOR  CANNED  GREEN  BEANS  AND  WAX  BEANS 

(Gmnw-Metiic  (Systeme  mtemattonel)] 


Container  size  or  designation 


8  oMal .... 
Soz.  glass 
No.  1  (picnic) 

No.  300 _ 

No.  3001 
NO.I 
No  303 
No.  3031 
No.  2 


No.  2% 

No.  2Vk  glass 
No.  3cy«nder 
No.  10 


113.4 
110.6 
158.8 
204.1 
232.5 
241.0 
226.8 
256.2 
297.7 
453.6 
447.9 
745.1 
163ai 


Whole  verti- 
cal pack 
andw^wle 
aspeiagus 


130.4 
127.6 
172.9 
243.8 
260.8 
269.3 
268.3 
263.5 
337.4 
482.0 
47ej 
N/A 
N/A 


Shortcuts 
and  cuts 
less  than 

V/irbwhet 


127.6 
124.7 
170.1 
235.3 
241.0 
2604 
260.8 
275.0 
317.5 
464.9 
459.3 
774.0 
1786.1 


cuie-m 
Inches  and 


116.2 
1134 
161.6 
221.1 
232.5 
246.6 
246.6 
260.0 
311.9 
469^ 
453.6 
765.5 
1701.0 


MbmHMis 

and  short 

cuts 


127.6 
124.7 
170.1 
235.3 
241.0 
260.8 
260.8 
275.0 
317.5 
464.9 
459.3 
774.0 
1786.1 


SItoed 
lenoNhwAse 
or  French 

style 


110.6 
113.4 
161.6 
209.8 
232.5 
246.6 
233.9 
260J 
311 J 
4S9.3 
453.6 
76S.S 
1672.7 


152.444    Types. 

The  type  of  canned  beans  is  not 
incorporated  in  the  grades  of  finished 
product,  since  it  is  not  a  factor  of 
quality.  The  types  of  canned  beans  are 
described  as  "roimd  type"  and 
"Romano  or  Italian  type." 

(a)  iiound  type  means  canned  beans 
having  a  width  not  greater  than  \Vz 
times  the  thjr'if"'***  of  the  beans. 


(b)  Romano  or  Italian  type  means 
canned  beans  having  a  width  greater 
than  IV^  times  the  thidmess  of  the 
beans. 

152.447    Siise. 

The  size  of  canned  beans  is  not  a 
factor  of  ouality  for  the  purposes  of 
these  grades,  llie  size  of  a  whole,  cut, 
or  short  cut  bean  is  determined  by 


measuring  the  thickness  at  the  shorter 
diameter  of  the  bean  transversely  to  the 
long  axis  at  the  thickest  portion  of  the 
pod.  The  designations  of  the  various 
sizes  of  round  type  and  flat  type 
(Romano  or  Italian)  beans  are  shown  in 
Tables  II  and  Da  below. 
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Table  II.— Sizes  of  round  Type  Beans 


Number  deslgrwtkxw 

wofu  OMignnion 

Thtctmeta  In  %4  Inct) 

TNchneea  In  mHbneleri 

Whol6 

Culorttort 

Size  1  

Ttrv 

Smal 

Madkim 

Madhjm  large _ 

Large _ 

Exim  large 

Smal 

Smal 

Smal .._.                  »    .„ 

Madum 

Large  .._ „ 

Extra  large 

Letathan  14V«  

14'A  but  laaa  then  lavh 

IBMi  but  leaa  than  21  

21  but  leaa  mM  24 

21  but  lom  than  27 

LeaattwiSA 

Size  2 

Size  3 

Size  4 

Size  5 - 

S.8  but  leae  tfien  7.3. 
7.3builaaa»ian8.3. 
8J  but  laaa  then  9.S. 
9  5  but  laae  Vian  10  7 

Size  6 _ 

27  or  more „ 

Table  IIa.— Sizes  of  Romano  or  Italian  Type  Beans 


Number  designaliona 

Word  dealgneUon 

Thicknets  In  144  Inch 

Thickneas  In  mMlmeiars 

Wt¥)le 

Cut  or  short 

Size  2 

Smal 

Medium 

Medium  large 

Larae 

Extra  large  

Smal 

Lees  then  14Vk  

14Vk  but  lees  than  18\4 „ 

18'/i  but  lees  then  21  

21  but  less  than  24 

24  Of  mora  ..„ 

Leaalh«i5.B. 

Size  3 

Size  4 

Medhim 

Medkim  large  ................ 

3.8  bU  laaa  than  7.3. 
7.3  but  laae  than  8.3. 

Size  5 

Sizes 

Large 

Extra  large  

8.3  bU  leaa  than  S.5. 
9.5  Of  mora. 

§52.448    Kindsofpack. 

The  kind  of  pack  of  canned  beans  is 
not  incorporated  in  the  grades  of 
finished  product,  since  it  is  not  a  factor 
of  quality.  The  kinds  of  pack  of  canned 
beans  are  described  as  "regular  pack" 
and  "special  padc." 

(a)  Regular  pack  means  canned  beans 
that  are  packeid  containing  single 
varietal  characteristics. 

(b)  Special  pack  means  canned  beans 
that  are  intentionally  packed  containing 
two  or  more  varietal  characteristics 
(such  as  a  mixture  of  greien  and  wax 
beans). 

§52.449    Qradaa. 

(a)  U.S.  Grade  A  is  the  quality  of 
canned  green  and  canned  wax  beans 
that: 

(1)  Meets  the  following  prerequisites 
in  which  the  beans: 

(i)  Have  similar  varietal 
characteristics  (except  "special  packs"); 

(ii)  Have  a  good  flavor  and  odor; 

(iii)  Have  a  good  appearance; 

(iv)  Are  not  materially  affected  by 
sloughing; 

(v)  Are  practically  free  from  small 
pieces  (units  less  than  13  mm  (0.50  in) 
in  length]  and  odd  cut  units  (imits  not 
representative  of  the  intended  shape  of 
cut)  for  the  style  of  "sliced  lengthwise." 

(2)  Is  within  the  limits  for  defects  as 
specifred  in  Tables  Ilia,  IVa,  Va,  Via,  or 
Vna  in  §  52.451  as  applicable  for  the 
style. 


(b)  U.S.  Grade  B  is  the  quality  of 
canned  green  beans  and  canned  wax 
beans  that: 

(1)  Meets  the  following  prerequisites 
in  which  the  beans: 

(i)  Have  similar  varietal 
characteristics  (except  "special  packs"): 

(ii)  Have  a  good  flavor  and  odor; 

(iii)  Have  a  reasonably  good 
appearance; 

(iv)  Are  not  materially  affected  by 
sloughing: 

(v)  Are  reasonably  free  from  small 
pieces  [units  less  than  13  mm  (0.50  in) 
in  length]  and  odd  cut  units  (units  not 
representative  of  the  intended  shape  of 
cut)  for  the  style  of  "sliced  lengthwise." 

(2)  Is  within  the  limits  for  defects  as 
specified  in  Tables  lUa,  IVa,  Va,  Via,  or 
Vila  in  §  52.451  as  applicable  for  the 
style. 

(c)  U.S.  Grade  C  is  the  quality  of 
canned  green  beans  and  canned  wax 
beans  that: 

(1)  Meets  the  following  prerequisites 
in  which  the  beans: 

(i)  Have  similar  varietal 
characteristics  (except  "special  packs"); 

(ii)  Have  a  good  flavor  and  odor; 

(iii)  Have  a  reasonably  good 
appearance; 

fiv)  Are  not  seriously  affected  by 
sloughing. 

(2)  Is  within  the  limits  for  defects  as 
specifred  in  Tables  lUa,  IVa,  Va,  Via,  or 
vna  in  §  52.451  as  applicable  for  the 
style. 


(d)  Substandard  is  the  quality  of 
canned  green  beans  and  canned  wax 
beans  that  fail  the  requirements  of  U.S. 
Grade  C 

§52.450    Factors  of  quality. 

The  grade  of  canned  green  and 
canned  wax  beans  is  based  on 
requirements  for  the  following  quality 
factors: 

(a)  Varietal  characteristics  (except 
"special  packs"); 

(b)  Flavor  and  odor; 

(c)  Sloughing: 

(d)  Small  pieces  and  odd  cuts  ^sliced 
lengthvnse  style  only); 

(e)  Appearance; 

(f)  Extraneous  vegetable  material 
(EVM); 

(g)  Stems: 

(h)  Major  blemished: 

(i)  Total  blemished  (includes  major 
blemished  and  minor  blemished); 

(j)  Mechanical  damage; 

(k)  Short  pieces  (except  sliced 
lengthwise  style); 

(1)  Color; 

(m)  Character; 

(n)  Tough  strings; 

(o)  Inedible  fiber; 

(p)  Edible  fiber. 

f  S2.451    AllowancM  for  defects. 


Table  III.— Acceptable  Quauty  Levels  (AQL's)  and  Tolerances  for  Whole  Style  Canned  Green  Beans  and 

Wax  Beans 


Qualily  tactof 

Grade  A 

Grades 

Grade  C 

AQL 

Tderanca 

AQL 

Tolerance 

AQL 

Tolerance 

Stems „...- 

Bldmishsd-niftlor « • »,.......»« » 

0.40 
1.50 
0.65 

1.00 
2.50 
1.25 

0.65 
2.50 
1.50 

1.25 
3.75 
2.50 

2.50 
4.00 
2.50 

3.75 
5.50 
3.75 

4300 
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TABLE  III  -ACCEPTABLE  QUAUTY  LEVELS  (AQL'S)  AND  TOLERAMCES  FOR  WHOLE  STYLE  CANNED  GREEN  BEANS  ASn 

Wax  Beans— Continued 


OuMylactor 


Blamlah«Hotal 

Mactwnical  dvMga 

StXHt  pISCM  „.__.— 

Tough  ««tngi 

Color  detodivM  — 


Ctwmcter— citd 
Edbl*  Hmt 


Ond*A 


AOL 


1.50 
4.00 
20.00 
1.00 
4.00 

aso 

1.00 
040 
1.00 
0.04 


2M 

S.SO 

2SJ9 

1.7S 
S^ 
10.75 
1.75 
1.00 
1.75 

aio 


QfWtoB 


AOL 


ZSO 
6.50 
Hlh 
2J0 
BJO 
NM 
8.50 
1X0 
AM 
1.00 


&78 
&80 
N/A 
3.75 
t0.7B 

10.75 
1.75 
5J0 
1.75 


GcKlaC 


AOL 


6.50 
a50 
N/A 
8.50 
15.00 

N/A 
&S0 
&50 
4.00 


8.50 
ia7B 

WA 
1075 
17.78 

Wh 

N/A 
10.7S 
10.76 

5.50 


TABLE  IIIA.— ACCEPTANCE  NUMBERS  FOR  WHOLE  STYLE  CANNED  GREEN  BEANS  AND  WAX  BEANS 


Unas  of  product 


Exnrwous  vvgelabta  mai«W 
Slam 


Maior  biomishM 

ToW  biamltfw>  (nwior^fnlnof) 


Start  ptacM  — 
Toug^  sirlngt  .... 

Edbto  Rmt  - 

\ntatM  Iber 

Color  defective 
"B"charac«Of     - 

"C"  character 

■"Ssur  character 


GiidaA 


1200   2400 


:_ 


8 

25 

12 

25 

5* 

262 

18 

18 

1 

50 

118 

18 

8 


15 

46 

22 

46 

112 

512 

32 

32 

2 

112 

227 

32 

IS 


5200 


28 

92 

43 

92 

232 

1087 

64 

64 

4 

232 

476 

64 

28 


8400 


43 

144 

67 

144 

366 

1740 

99 

99 

6 

366 

758 

99 

43 


11800 


57 

195 

89 

196 

498 

2381 

134 

134 

8 

499 

1037 

134 

57 


QmdaB 


1200 


12 
39 
25 
39 
92 

(') 
39 

39 
18 

118 

(') 

118 

18 


2400 


22 

73 

46 

73 

176 

{') 
73 
73 
32 
227 

D 

227 

32 


5200 


43 
149 

92 
149 
388 

(') 
140 
148 

64 
478 

D 

478 

64 


8400 


67 
234 
144 
234 
584 

o 

234 

234 
99 

758 
(') 

758 
99 


11600 


318 
195 
318 
799 

D 

318 

318 

134 

1097 

(') 

1097 

134 


GradcC 


1200 


39 
59 
39 
92 
118 

O 
118 
118 

se 

200 

(') 

(') 

118 


2400 


73 
112 

73 
178 
227 

o 

227 
227 
112 
388 

D 
(') 

227 


5200 


149 
232 
149 
368 

476 

(') 
476 
478 
232 
822 

(') 

0) 

476 


8400 


234 
366 

234 
584 

758 
(') 

7se 

758 

386 

1314 

O 

(') 

758 


11600 


318 
499 

318 

798 

1037 

O 

1037 

1037 

498 

1803 

O 

D 

1037 


•rtoMM. 


TABLE  IV  -ACCEPTABLE  QUALfTY  LEVELS  (AQL'S)  AND  TOLERANCES  FOR  CUT  STYLE  CANNED  GREEN  BEANS  AND  WAX 

BEANS 


Quaaty  factor 


EVM 

Stoma 

Biamishad— maior  .„ 

Bte(nistw(>-tolal 

Mechanical  damage 

Short  pieces  ..._ ~ 

TougMtrtngs  

Cokx  deiectivea  ....- 

Chaiacia*— "B" 

Character— tr 

Charecter-tstd 

E<lWe  flber 

InadWe  flber 


GndaA 


AOL 


0.40 
1.50 
0J6 
1.50 
2J0 
8J0 
1JX> 
4.00 
8J0 
1.00 
0.40 
1.00 
OM 


1.00 
2.50 
1.25 
2.50 
3.75 

aso 

1.75 
5.50 

1075 
t.75 
\J0O 
1.75 

ai2S 


GradeB 


AOL 


0.65 
2.50 
1.50 
2.50 
4.00 
10.00 
2.50 

aso 

N/A 

a50 

1.00 
2.50 
0.65 


Tolerarwa 


1.2S 
3.75 
2.50 
3.75 
5.50 

12.50 
3.7S 

10.75 
N/A 

1075 
1.75 
3.75 
1.25 


GradeC 


AOL 


1.50 
4.00 
2.50 
6.50 
8.50 
15.00 

aso 

1&00 
N/A 
N/A 

aso 
aso 

2.50 


Tolerance 


2.50 

aso 

a75 
aso 

10.75 
18.25 

aso 

17.75 
N/A 
N/A 

107S 

aso 
a7S 


UMI 


TABLE  IVA.— ACCEPTANCE  NUMBERS  FOR  CUT  STYLE  CANNED  GREEN  BEANS  AND  WAX  BEANS 

QradeA                         | 

GradeB 

OradeC 

umia  of  product 

1200 

2400 

5200 

8400 

11600 

1200 

2400 

5200 

8400 

11600 

1200 

2400 

5200 

0400 

11800 

Extraneous  vegetable  material 
Stems - 

Maiof  tilominhai          <    . 

8 
25 
12 
25 
30 
92 
18 
18 

1 

SO 

118 

18 

8 

IS 

46 

22 

46 

73 

1T8 

32 

32 

2 

112 

227 

32 

15 

28 
92 
43 
92 
149 
388 
64 

4 
232 

476 
64 
28 

43 

144 

67 

144 

234 

584 

90 

99 

8 

388 

758 

99 

43 

57 
195 

89 
195 
318 
799 
134 
134 
8 
480 
1037 
134 

57 

12 
38 
25 
39 
59 

138 
38 
39 
12 

118 
D 

118 
18 

22 

73 

48 

73 

112 

266 

73 

73 

22 

227 

(') 

227 

32 

43 
149 

92 
149 
232 
557 
149 
148 

43 
476 

(') 
476 

64 

67 
234 
144 
234 
366 
867 
234 
234 

87 
758 

(') 
758 

99 

89 
318 
196 
318 
499 

1218 

318 

318 

89 

1037 

{') 

1037 

134 

25 

58 

39 

92 

118 

200 

92 

82 

39 

200 

O 

n 

118 

46 
112 

73 
176 
227 
388 
176 
178 

73 
388 

O 
227 

02 

232 

149 
368 
476 
822 
368 
368 
149 
822 
O 

n 

476 

144 
368 

234 
584 

758 

1314 

584 

564 

234 

1314 

(') 

n 

758 

10S 
498 

318 

Total  blemishes  (maior^inlnoff)  .. 
MM^har^ial  damaoe           

798 
1037 

Short  plecee 

1803 
799 

EdUe  Itwr - 

Inedfclefber 

Color  dsficfwea 

'Vcharader 

"C-  charaaer 

"SeW"  charadar  _._ „... 

798 

318 

1803 

(') 

D 

1037 

r» 

c 

TolannM 

8J0 

ia75 

MA 

ia78 

17.78 

M/A 

N/A 

10.7S 

10.75 



5J0 

100 

11800 

234 

318 

386 

499 

234 

318 

584 

799 

758 

1037 

D 

V) 

758 

1037 

758 

1037 

388 

499 

1314 

1803 

V) 

O 

(') 

{') 

758 

1037 

VAX 


•  C 


2JS0 
5.50 
3.75 
8.50 

10.75 

18^ 
8.50 

17.75 
ft/A 
hIA 

10.75 

aso 
a7S 


MOO 

11800 

144 

106 

388 

490 

234 

318 

584 

799 

758 

1037 

1314 

1803 

584 

790 

584 

790 

234 

318 

1314 

1803 

(') 

(') 

n 

C) 

758 

10S7 

Federal  Regigter  /  Vol.  58,  No.  9  /  Thureday.  January  14.  1993  /  RiJes  and  Regulations        4301 

Table  v.— Acceptable  Quality  Levels  (AQL's)  and  Tolerances  for  Short  Cut  Style  Cannb>  Green  Beans 

AND  Wax  Beans 


OuaWy  factor 


EVM 

Stems „ 

Blaniished-nwijor 
Btemished-total . 
Mechanical  damaga 

Short  pieces 

Tough  strings „ 

Color  defectlvas  

Character-'B" 

Character-X" „.. 

Character-ssM 

EdBXe  Iber 

Inedt>le  fiber 


GndaA 


AOL 


0.15 
0.65 
0.65 
1.50 
12.50 
12.50 
1.00 
4.00 
8.50 
1.00 
0.40 
1.00 


Tolaranoa 


0.50 

1.25 

1.25 

2.50 

15.25 

15.25 

1.75 

5.50 

10.75 

1.75 

1.00 

1.75 

0.10 


GndaB 


AOL 


0.40 
1.00 
1.50 
2.50 
15.00 
15.00 
2.50 
8.50 
N/A 
8.50 
1.00 
2.50 
0.65 


Tolerance 


1XX> 
1.7» 
2.50 
3.75 

17.75 

17.75 
3.75 

10.75 
N/A 

10.75 
1.75 
3.75 
1.25 


GfKleC 


AOL 


0.86 

1.50 

2.50 

6.50 

20.00 

20.00 

2.50 

15.00 

N/A 

N/A 

8.50 

6.50 

2.50 


1.25 
2M 
3.75 
8.50 

23.25 

23.25 
3.75 

17.75 
HIA 
N/A 

ia75 
8J0 
3.75 


Table  Va.— Acceptance  Numbers  for  Short  Cut  Style  Canned  Green  Beans  and  Wax  Beans 

Units  o(  product 

Grade  A 

Grade  B 

GradeC 

1200 

2400 

5200 

8400 

11600 

1200 

2400 

5200 

8400 

11600 

1200 

2400 

5200 

8400 

11600 

Extraneous  vegetable  material  .. 

4 

7 

12 

18 

24 

8 

15 

28 

43 

57 

12 

22 

43 

67 

89 

Stems „.. 

12 

22 

43 

67 

89 

18 

32 

64 

99 

134 

25 

46 

92 

144 

195 

Major  blemishes 

12 

22 

43 

67 

89 

25 

46 

92 

144 

195 

38 

73 

149 

234 

318 

Total  blemishes  (maior^fnlnoO  _ 

25 

46 

92 

144 

195 

39 

73 

149 

234 

318 

82 

178 

388 

584 

799 

Mechanical  damage ._. 

166 

326 

669 

1100 

1508 

200 

388 

822 

1314 

1803 

262 

512 

1067 

1740 

2391 

Short  pieces 

168 

326 

689 

1100 

1508 

200 

388 

822 

1314 

1803 

262 

512 

1087 

1740 

2391 

Tough  sMngs 

18 

32 

64 

90 

134 

39 

73 

149 

234 

318 

30 

73 

149 

234 

318 

Edisle  fiber 

18 

32 

64 

99 

134 

39 

73 

149 

234 

318 

92 

178 

368 

584 

790 

lnedi>le  fiber . 

1 

2 

4 

6 

8 

12 

22 

43 

67 

89 

39 

73 

149 

234 

318 

Color  de(ecth«s 

58 

112 

232 

366 

499 

118 

227 

476 

758 

1037 

200 

368 

822 

1314 

1803 

"B"  character 

118 

227 

476 

758 

1037 

(') 

(') 

(') 

C) 

D 

(') 

(') 

n 

D 

O 

X"  character 

18 

32 

64 

99 

134 

118 

227 

478 

756 

1037 

(') 

(') 

n 

D 

(') 

"Sstd"  character 

8 

15 

28 

43 

57 

18 

32 

64 

99 

134 

118 

227 

478 

758 

1037 

Nol 


Table  VI.— Acceptable  Quality  Levels  (AQL's)  and  Tolerances  for  Mixed  Cut  Style  Canned  Green  Beans 

AND  Wax  Beans 


Quality  (actor 

GiadaA 

QradeB 

OradaC 

AOL 

Tolaranca 

AOL 

Tolaranoa 

AOL 

Tolaranoa 

EVM 

SMnw ,...,. 

0.40 
0.65 
0.65 
1.50 
12.50 
12.50 
1.00 
4.00 

aso 

1.00 
0.40 
1.00 
0.04 

1.00 

1.25 

1.25 

2  50 

15.00 

15.00 

1.75 

5.50 

10.75 

1.75 

1.00 

1.75 

0.10 

0.65 
1.00 
1.50 
2.50 
15.00 
15.00 
2.50 
8.50 
N/A 
&50 
1.00 
2.50 
0.85 

1.2S 
1.75 
2.50 
3.75 

17.75 

17.75 
3.75 

ia75 
N/A 

10.75 
1.75 
3.75 
1J» 

1.00 

2J0 

2.50 

8.50 

20.00 

20.00 

5.00 

15X0 

WA 

N/A 

8.50 

8.50 

2.50 

1.75 
3.75 

Blemished-total ._„    

Mechanical  damaga _.... .....„..™... .. „. 

3.75 

8.50 

23.25 

Color  defectiww ! !! Z 

Charactef--B- 

Character-X" 

Character— said ; _„ 

EdMaflbM'  „.,.,„ , ... 

23.25 
8.75 
17.75 
N/A 
»VA 
ia75 
8.50 

Inedtoie  fiber _ „„ 

3.75 

Table  VIa.— Acceptance  Numbers  for  Mixed  Cut  Style  Canned  Green  Beans  and  Wax  Beans 


UnKs  o(  product 

GradaA 

Grades 

GradeC 

1200 

2400 

5200 

8400 

11600 

1200 

2400. 

5200 

8400 

11600 

1200 

2400 

5200 

8400 

11600 

Extraneous  vegetable  maiertal  .. 
Stems 

8 

25 

12 

25 

169 

169 

18 

18 

1 

50 

118 

15 

46 

22 

46 

326 

326 

32 

32 

2 

112 

227 

28 

92 

43 

92 

889 

689 

64 

64 

4 

232 

476 

43 

144 

67 

144 

1100 

1100 

99 

99 

8 

368 

758 

67 

195 

89 

195 

1508 

1508 

134 

134 

8 

489 

1037 

12 

39 

25 

38 

200 

200 

39 

39 

12 

118 

(') 

.   2i 

73 

46 

73 

388 

388 

73 

73 

22 

227 

(') 

43 
149 

92 
149 
822 
822 
149 
149 

43 
476 

(') 

67 
234 

144 

234- 

1314 

1314 

234 

234 

67 

758 

0) 

89 

318 

195 

318 

1803 

1803 

318 

318 

88 

1037 

D 

18 

39 

39 

92 

262 

262 

73 

92 

39 

200 

C) 

32 

73 

73 
178 
512 
512 
138 
176 

73 
388 

D 

64 
149 
149 
388 
1087 
1087 
288 
388 
148 
822 

D 

99 

234 

234 

584 

1740 

1740 

453 

584 

234 

1314 

D 

134 
318 
318 

Total  blemlehea  (m^-HMnor)  .. 

798 
2381 

Short  pieces 

2391 

Tough  strings      

EdUe  fiber 

619 
799 

lnedt>le  fiber    ...„..„ 

Color  defectives 

"B"  character     

318 

1803 

D 

Vi^Ammmi    V 
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saoA 
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TABI^VlA.--ACCB^MICeWUIgB«  FOR  MWED  CUT  STYUCANMaOR^  BEANS  AMD  WW  BCA^^ 


GfKtoA 

QradaB 

QiadaC 

Untoofproduel 

1200 

2400 

S200 

8400 

11600 

1200 

2400 

S200 

8400 

11600 

1200 

2400 

6200 

8400 

11600 

1« 
8 

32 

IS 

64 
26 

90 

43 

134 
57 

118 
18 

227 
32 

476 
64 

7S6 
99 

1037 

134 

118 

227 

0> 
476 

O 
758 

1087 

-Stur  chwdBT 

'  No  MM. 


TABLE  \ni -ACCei^ABLE  aiAUTY  UVBJ  (ACK.'S)  AND  TOLERANCES  fW  FRB«CH  STYLE  C^^ 

Wax  Beans 


QuaMylKMir 


EVM 


Tough  Mringt 
Color  (MadivM 


OiwcHf-'C" 

Edbtol 


OfadtA 


AOL 


0>I0 
1^ 
0J6 
1.50 
1J0 
4.00 
40.00 
5.00 
1.00 
1.00 
0.04 


1.00 
2J0 
1.25 
2.50 
2J0 
5J0 
44.40 
6.75 
1.75 
1.75 
0.l6[ 


OndaB 


AOL 


0.65 
2.50 
1.50 
2.50 
4.00 
&S0 
WA 
20.00 
4M 
4i» 
1.00 


1.25 
3.75 
^50 
3.75 
5.50 

10.75 
NTA 

23.75 
5.50 
5.50 
1.75 


GmdaC 


AOL 


2J0 
4.00 
2.50 
&50 
8.50 

15.00 
NM 
MA 

10.00 
8.50 
4.00 


S.7S 

5J0 

3.78 

ia7S 

10.75 

17.75 

NTA 

MA 

12.50 

ia78 

S.S0 


TABLE  Vlla-ACCEPTANCE  NUMBERS  FOR  FReiCH  STYLE  CANNED  GREEN  BEANS  AND  WAX  BEANS 


Ei*anacu«  vyy  matofial 

SMtm  (number  d  ttani^ 

Mator  btomishM  (gnum)  ^ 

Toai  t)temiihaa=:(M|4-mln 

(gnm) 

Tough     SMngt     (number    ol 

■«rtnB») 

EdUa  FtMT  (nunter  ol  ptKM) 

Inadbto     Ffear     (number     ol 

piecM) - 

Color  Oalactvw  (gram) 

-B-  cxvmim  (grama) 

X"  Ctwadar  (gram^ 

-Said"  Charadar  (grama) 

•Nofent. 


QadaA 


3000 


8 

25 
36 

75 

25 

18 

1 

177 

1521 

219 

54 


7200 


IS 
46 
66 

136 

46 
32 

2 
336 

2997 

414 

96 


15600     25200     34800 


28 

92 
129 

276 

92 
64 

4 

696 

6414 

858 

182 


43 
144 
201 

432 

144 

96 

6 

1098 

10299 

1360 

297 


57 
196 
267 

586 

195 
134 

8 

1497 

14178 

1857 

402 


QndaB 


3600 


12 
39 
75 

177 

59 
50 

18 
354 

{') 
786 
177 


7200 


22 

73 
136 

219 

112 
112 

32 

681 

(') 

1537 

336 


15600     25200     34800 


43 
149 
276 

447 

232 
232 

64 
1428 

0) 
3261 


67 
234 
432 

702 

366 
386 


89 
318 
565 

964 

499 
490 


OiadaC 


3600 


39 

58 
117 

354 

118 
118 


90 

134 

50 

2274 

3111 

600 

D 

(') 

9 

5220 

7173 

(•) 

1098 

1487 

4U 

7200 


73 
112 
219 

681 

227 
227 

112 

1164 

(') 

D 

796 
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iS2.452    Sample  >lie. 

The  sample  size  used  to  determine 
whether  the  requirements  of  these 
standards  are  met  shall  be  as  specified 
in  the  sampling  plans  and  procedures  in 
the  "Regulations  Governing  Inspection 
and  Certification  of  Processed  Fruits 
and  Vegetables,  Processed  Products 
Thereof,  and  Certain  Other  Processed 
Food  Products"  (7  CFR  52.1  through 
52.83). 

IS2.4S3    QuaHlyrequirwnentscritaria. 

(a)  lot  Inspection.  A  lot  of  canned 
beans  is  considered  as  meeting  the 
requirements  for  quality  if: 

(1)  The  prerequisite  requirements 
specified  in  §  52.449  are  met:  and 

(2)  None  of  the  allowances  for  the 
individual  quality  factors  specified  in 
Table  ffla,  IVa,  Va.  Via,  or  Vila  in 

S  52.451  as  appUcable  for  the  style,  are 
exceeded. 


(b)  Sing/e  sample  unit.  Eadi  unofficial 
sample  unit  submitted  for  quality 
evaluation  will  be  treated  individually 
and  is  considered  as  meeting  the 
requirements  for  quality  if: 

(1)  The  prerequisites  requirements 
specified  in  §  52.449  are  met;  and 

(2)  The  Acceptable  Quality  Levels  in 
Table  m.  IV,  V.  VI,  or  VH  in  S  52.551  as 
applicable  for  the  style  are  not 
exceeded. 

fl52.454-62.4M    [Removedl. 

(3)  Sections  52.454,  52.455.  and 
52.456  are  removed  and  reserved. 

Dated:  January  8. 1993. 
Duiiai  Malay, 

Admiaistralor. 

IFR  Doc.  93-930  Filed  1-13-03;  8:45  am] 
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7CFR  Part  928 

fDoeliel  No.  FV-«»-9a»-1) 

Papayaa  Qnmn  In  Hawaii;  Ordar 
Diracting  That  a  Rafarandum  ba 
Conductad;  Datannlnatlon  of 
Rapraaantallva  Paftod  for  Volar 
EHglbinty;  and  Daaignatlon  of 
Rafarandum  Aganta  to  Conduct  tha 
Rafarandum 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION;  Referendum  order. 

SUMMARY:  This  document  directs  that  a 
referendum  be  conducted  among 
eligible  growers  of  Hawaiian  papqras  to 
determine  wh^her  they  favor 
continuance  of  the  mari»ting  order 
regulating  the  handling  of  papayas 
grown  in  tbe  production  area. 
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DATES:  Tha  lepieMDtative  producdoB 
period  is  from  July  1. 1991,  through 
June  31. 1992.  The  referendum  will  be 
conducted  from  March  1  through  March 
31. 1993. 

AOOftESSEft:  Copies  (^  the  text  (rf  the 
aforesaid  marketing  order  may  be 
obtained  from  the  office  of  the 
refarendum  agent  at  2202  Monterey 
Street,  suite  102B,  Fresno.  Califanria. 
93721,  or  the  Office  of  the  Dodcet  Clerk. 
MarVirting  Order  Administration 
Branch,  Fruit  and  Vegetable  Division. 
AMS,  USDA,  P.O.  Box  96456.  room 
2525-S.  Washington,  DC  20090-6456. 
FOR  FURTHER  MF0RMAT10N  CONTACT. 
Charles  L.  Rurii,  Marketing  Order 
Administration  Bnmdi,  Fruit  and 
Vegetable  Dirision.  Agricuhural 
Marketing  Service.  U.S.  Department  of 
Agricuhme,  room  2522-S,  P.O.  Box 
96456,  Washington,  DC  20090-6456; 
telei^one:  (202)  720-2431:  or  Kurt  J. 
Kiflune),  Califcmia  Marketing  Field 
Office.  Marketing  Order  Administration 
Branch,  FTuit  and  Vegetable  Division. 
Agricahoral  Maiketing  Service,  U.S. 
Department  of  Agriculture,  2202 
Monterey  Street,  suite  102B,  Fresno, 
CaBfomia.  93721:  triephone:  (209)  487- 
5901. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  Marketing  Order  No.  928  (17  CFR  part 
928),  hereinafter  refiBrred  to  as  the 
"order,"  and  the  apphcable  provisions 
of  the  Agricultural  Marketing 
Agreement  Act  of  1937,  as  amended  (17 
U.S.C  601-674),  hereinafter  referred  to 
as  the  "Act,"  it  is  hereby  directed  that 
a  referendum  be  conducted  within  the 
period  March  1  through  March  31, 1993. 
among  growers  in  the  production  area 
who,  during  the  period  July  1, 1991, 
through  June  30, 1992,  (which  period  is 
hereby  determined  to  be  a 
representative  period  for  purposes  of 
such  referendum),  were  enge^ed  in  the 
production  of  papayas  covered  by  the 
said  marketing  order  to  ascertain 
whether  continuance  of  the  order  is 
favored  by  the  growers. 

The  Secretary  of  Agriculture  has 
determined  that  continuance  referenda 
are  an  effective  means  for  ascertaining 
whether  growers  fevor  continuation  of 
maiketing  order  programs.  The 
Secretary  would  consider  termination  of 
the  cwder  if  less  than  two-thirds  of  the 
growers  voting  in  die  referendum  and 
growers  of  less  than  two-thirds  of  the 
volume  of  papayas  represented  in  the 
referendum  fevor  continuance. 
However,  in  evaluating  the  merits  of 
continuance  versus  termination,  the 
Secretary  will  not  only  consider  the 
results  of  the  continuance  referendum, 
but  also  all  other  relevant  information 
concerning  the  operation  of  the  order 


and  the  relative  benefits  and 

disadvantages  to  growers,  handlara.  and 
consumers  in  order  to  determine 
whether  continued  operation  of  tha 
ordat  %wouId  tend  to  effectuate  the 
declared  pcrficy  ot  the  Act. 

In  any  event,  section  8c(16)(B)  of  the 
Act  requires  the  Secretary  to  terminata 
an  order  whmever  the  Secretary  find* 
that  a  ma}ority  of  all  growers  fevor 
termination,  and  such  majority 
produced  fat  maricet  more  than  50 
percent  of  the  commodity  covered 
under  such  order. 

In  accordance  with  the  Paperworii 
Reduction  Act  of  1980  (44  U.S.C. 
chapter  35).  the  ballot  materials  that 
will  be  uscid  in  tha  referendiun  hMein 
oidared  have  been  auhmitled  to  and 
approved  by  the  Office  of  Management 
and  Budget  (OMB)  and  have  been 
assigned  OMB  No.  0581-0102.  It  has 
been  estimated  that  it  will  take  an 
average  of  20  minutes  for  each  of  the 
approxim^ely  120  growers  of  papayas 
to  participate  in  the  voluntary 
referendum  balloting. 

Mr.  Kurt  J.  Kimmel.  California 
Marketing  Field  Office,  Fruit  and 
Vegetable  Division,  Agricultural 
Maiketing  Service,  USDA,  is  hereby 
cferigpated  as  the  reCwwidum  agent  of 
the  Secretary  of  Apiculture  to  conduct 
sndi  referendum.  The  procedure 
applicable  to  the  referendum  shall  be 
the  Trocadure  for  the  Conduct  of 
Referenda  in  Connection  With 
Marketing  Orders  for  Fniits,  Vegetables, 
and  Nuts  Pursuant  to  the  Agricultural 
Marketing  Apeement  Act  of  1937,  as 
Amended"  (7  CFR  part  900.400  et  seq.). 

Ballots  will  be  mailed  to  all  growers 
and  may  also  be  obtained  from  the 
referendiun  agent  and  from  his 
appointees  at  the  above  address. 

List  of  Subjecto  in  7  CFl  Part  928 

Marketing  agreements.  Papayas, 
Reporting  and  recordkeeping 
requirements. 

Authority:  Agricultural  Marketing 
A9««naiit  Act  of  1937.  as  amended,  sees.  1- 
19, 4»  Stat  31.  as  ineaded;  7  U.S.C  601- 
674. 

Dated:  January  8, 1993. 
lafaa  B.  Fryrtwiiinri. 

Deputy  Agtiikua  SeaHary.  klaHceting  and 
Inspection  Services. 
(PR  Doc  93-920  Filed  1-13-93;  6:45  am) 
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AOEHCy:  Comakodity  Qedit  Corpoation. 

USDA. 

ACnON:  Final  rule. 

SUMMARY:  On  August  3. 1992,  the 
Commodity  Credit  Corporation  (COQ 
issued  a  proposed  rule  with  reject  to 
the  1993  Production  Adjustment 
Progtam  for  feed  grains,  which  is 
conducted  by  the  OCC  in  accordance 
with  the  AgrioUtural  Act  of  1949.(1949 
Act),  as  amended.  The  1993  feed  grain 
Acreage  Reduction  Program  (ARP) 
percentages  have  been  determined  to  be 
10  percent  for  com.  5  percent  for  grain 
sorghum,  and  0  percent  for  barfey  and 
oats.  This  final  rale  amends  the 
regulations  to  set  forth  the  aoeage 
reduction  percentage  for  the  1993  crop 
of  feed  grains.  No  paid  land  diversion 
(PLD)  program  will  be  implemented  for 
the  1993  crop  of  feed  grains.  Also,  this 
final  rule  amends  the  regulations  to  set 
forth  the  1993  price  support  rates  for 
fsed  grains  and  oilseeds.  These  actions 
are  required  by  section  105B,  in  the  case 
of  feed  grains,  and  section  205,  in  the 
case  of  oilseeds,  of  the  1949  Act. 
EFFECTIVE  DATE:  January  14, 1993. 
FOR  FURTHER  MF0RMAT10N  CONTACT: 
Philip  W.  Sronce,  Director,  Grains 
Analysis  Division.  Agricultural 
StabiUzation  and  Conservation  Service, 
United  States  Department  of  Agriculture 
(USDA),  P.O.  Box  2415,  Washington.  DC 
20013-2415  or  call  202-720-4418. 
SUmfMENTARV  MFORMATXNt:  The  Final 
Regulatory  Impact  Analysis  describing 
the  options  considered  in  dav^ping 
this  rule  and  the  impact  of  the 
implementation  of  each  option  is 
available  on  request  from  the  above- 
named  individual. 

This  final  rule  has  been  reviewed 
under  USDA  procedures  estabKshed  in 
accordance  with  Executive  Order  12291 
and  Departmental  Regulation  1512-1 
and  has  been  designated  as  "major."  It 
has  be«i  determimd  that  these  program 
provisions  will  result  in  an  annual  ^fect 
on  the  economy  of  $100  million  or 
more. 

The  titles  and  numbers  of  the  Federal 
Assistance  Programs,  as  found  in  the 
Catalog  of  Fedwal  Domestic  Assistance, 
to  which  this  rule  applies,  are  as 
follows: 
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FMd  Gram  Produdlon  SlaMzaaon 
Corwnodliy  Loam  and  Pwctmrn  ... 


NumtMH 


10.066 
10.061 


It  has  been  determined  that  the 
Regulatory  Flexibihty  Act  is  applicable 
to  this  final  rule  because  the  CCC  is 
required  by  section  105B(o)  of  the  1949 
Act  to  publish  a  notice  of  proposed 
rulemaking  with  respect  to  certain 
provisions  of  this  rule.  A  Final 
Regulatory  Flexibility  Analysis  for  the 
1993  Feed  Grain  ARP  was  prepared  as 
part  of  the  Final  Regulatory  Impact 
Analysis.  Copies  of  this  analysis  are 
available  from  the  above-named 
individual. 

This  final  rule  has  been  reviewed  in 
accordance  with  Executive  Order  12778. 
The  provisions  of  this  final  rule  do  not 
preempt  State  laws;  are  not  retroactive; 
and  do  not  require  the  exhaustion  of  any 
administrative  appeal  remedies. 

It  has  been  determined  by  an 
environmental  evaluation  that  this 
action  will  not  have  a  significant  impact 
on  the  quality  of  the  human 
environment.  Therefore,  neither  an 
Environmental  Assessment  nor  an 
Environmental  Impact  Statement  is 
needed. 


This  program/activity  is  not  subject  to 
the  provisions  of  Executive  Order 
12372.  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  See  the  Notice 
related  to  7  CFR  part  3015.  subpart  V. 
published  at  48  FR  29115  Qune  24. 
1983). 

The  amendments  to  7  CFR  parts  1413 
and  1421  set  forth  in  this  final  rule  do 
not  contain  information  collections  that 
require  clearance  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  chapter  35). 

This  final  rule  amends  7  CFR  parts 
1413  and  1421  to  set  forth  the 
determination  of  the  1993  Production 
Adjustment  Program  for  feed  grains  and 
the  1993  price  support  rates  for  feed 
grains  and  oilseeds.  General 
descriptions  of  the  statutory  basis  for 
the  1993  Feed  Grain  ARP  percentage 
determinations  in  this  final  rule  were 
set  forth  at  57  FR  34087  (August  3. 
1992). 

The  public  was  asked  to  comment  on 
the  five  1993  feed  grain  ARP  options 
shown  in  Table  1. 


Table  1.— 1993  feed  Grain  ARP 
Options 


Crap 


OpSon 


Com 7.5  0 

Qrain  Mighum  7.5  0 

Bwlay 7.5  0 

CMS 0  0 


Percani 

6 
5 
5 

0 


7.5  12.6 

0  7.5 

0  7.5 

0  0 


Comments  received  during  the 
specified  comment  period  are 
summarized  as  follows: 

A  total  of  1 .944  respondents 
commented,  including  171  from  an 
open  lettw  from  the  Iowa  American 
Com  Growers  Association  and  1,556 
from  a  producer  survey  collected  by  the 
Nebraska  Com  Development,  Utilization 
and  Marketing  Board  at  Harvest  Husker 
Days.  One  thousand  nine  hundred  and 
seventeen  of  the  respondents 
commented  on  the  com  ARP,  128  of  the 
respondents  commented  on  the  grain 
sorghum  ARP,  and  145  of  the 
respondents  commented  on  the  barley 
ARP.  Table  2  shows  a  breakdown  of  the 
comments  received  by  type  of 
respondent. 


Table  2.-Summary  of  Comments  on  ARP  Levels,  by  COMMOomr  and  Respondent  Type 
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3 
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17 
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15 
16 

0 

1 

0 

14 

15 


Respondents  favoring  the  lower  ARP's 
noted  that  the  U.S.  needs  to  produce 
more  to  take  advantage  of  export 
opportunities.  Many  confirmed  USDA's 
analysis  that  lower  ARP's  result  in 
higher  producer  incomes.  Advocates  for 
a  0-percent  barley  ARP  indicated  the 
need  for  adequate  supplies  to 
aggressively  implement  the  Export 
Enhancement  Program  for  barley. 

Respondents  favoring  the  higher 
ARP's  noted  that  feed  grain  prices 
would  be  higher  and  Government  costs 


would  be  lower  with  higher  ARP  levels. 
Many  producers  wanted  higher  ARP's, 
which  would  increase  prices  and 
improve  the  profitability  of  their  farms. 

After  considering  these  comments,  the 
Secretary  of  Agriculture  (Secretary) 
made  an  initial  annoxmcement  on 
September  29. 1992.  of  an  ARP  of  10 
percent  for  com,  5  percent  for  grain 
sorghum,  and  0  percent  for  barley  and 
oats.  The  Secretary  is  authorized  to 
make  adjustments  in  the  1993  program 
no  later  than  November  15. 


On  November  16, 1992,  the  Secretary 
announced  that  the  initially  announced 
ARP  levels  would  not  be  changed.  A 
change  was  not  warranted  because  feed 
grain  supplies  had  increased  only  5 
percent  since  September. 

The  Secretary  determined  that  the 
ARP  percentages  annoimced  on 
September  29  would  maintain  U.S. 
competitiveness  in  world  markets  while 
balancing  the  risks  of  excessive  supplies 
and  possible  shortages. 

The  announced  com  ARP  level  of  10 
percent  is  2.5  percentage  points  below 
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the  statutory  maximiini  of  12.5  percent 
The  1949  Act  provides  that  an  ARP  of 
0  to  12.5  percent  may  be  implemented 
if  the  com  ending  stocks-to-use  (S/U) 
ratio  for  the  previous  marketing  year  is 
equal  to  or  less  than  25  peroant.  When 
the  1993  ARP  lerels  were  initially 
announced,  the  S/U  for  the  1992^ 
marketing  year  was  estimated  to  be  22.7 
percent.  In  the  case  of  grain  soij^um 
and  barley,  the  1949  Act  provides  for 
ARP  percentages  from  0  to  20  percent 
Section  1104  of  the  AgricuItunJ 
Reconciliation  Act  of  1990  provides  for 
a  minimum  7.5  percent  ARP  for  ttie 

1992  through  1995  crops  under  certain 
conditions.  However,  section  1302(b)  of 
that  Act  also  authorizes  the  Secretary  to 
waive  any  ARP  requirement  if  an 
agreement  relating  to  the  General 
Agreement  on  Tari%  and  Trade 
negotiations  was  not  entered  into  by 
June  30, 1992.  Since  such  negotiations 
had  not  produced  such  an  a^naement, 
these  minimum  requirements  could  be 
waived. 

A  10-percent  ARP  for  com  reflects  the 
prospects  for  a  large  1992  crop.  At  the 
same  time,  a  5-percent  ARP  for  pain 
soigbum  and  a  zaro-peroent  barley  ARP 
signal  to  competitors  that  the  U.S.  will       Avenge  muket  pitce 
maintain  its  commitment  to  rraaaki 
competitive  in  world  maiiceU  and  also 
signal  to  domestic  and  foreign 
customers  that  the  U.S.  will  be  a  reliable 
supplier. 

Table*  3  Ihroi^  5  ttaw  the 
estim^ed  impacts  of  three  decent 

1993  ARP  options  based  on  Septnnber 
1902  estimates,  the  month  in  which  the 
initial  1993  ARP  decisiona  wera  made. 

Two  barley  ARP  options  of  0  percent 
are  included  to  show  the  cross- 
commodity  impacts  of  difibrent  ARP 
leveb  for  com  and  grain  sorghum. 

Table  3.— Corn  Swvtr  mho  Deuand 
Estimates 

1903 


TABLE  3.— Corn  Supply  and  Demand 
Estimates— Continued 
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Table  4.— <jRain  Sorghum  Supply  and 
Dbaano  Estimates 

1993  pngmm  opftMB 
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Table  S.— Barely  Supply  and  Demand 
Estimates 


iMSpregiafB  opMons 
1  2  3 
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Acreage  Reduclkiu 

In  accordance  with  section  105B(^1) 
of  the  1049  Act.  the  ARP  has  been 
establidied  with  respect  to  the  1903 


sorghum  at  5  peccent.  and  barl^  asd 
oats  at  0  petceaL  Accordiii^y. 
producers  will  be  required  to  reduce 
their  1993  acreage  of  com  and  grain 
soighum  for  harvest  from  the  crop 
acieap  base  eetabMied  far  fieedyalna 
for  a  form  by  at  least  thia  estsMishad 
percentage  in  order  to  be  eligible  for 
price  support  loana,  purchase,  and 
payments  for  the  reqMctive  feed  ^aint. 

Paid  Land  Diverskm 

In  accordance  with  section  105B(e)(S) 
of  the  1949  Act,  a  paid  land  diversion 
program  will  not  be  implemented  for 
the  1993  crop  of  foed  grains. 

Price  Support  Rates 

In  accordance  with  sections  10SB(a) 
and  205  of  the  1949  Act.  the  price 
support  ratee  have  been  eetaUished 
with  respect  to  the  1993  crop  of  com  at 
$1.72  per  bushel,  grain  sorghum  at  $1.63 
per  bushel,  barlev  at  $1.40  per  bushel, 
oats  at  $0.88  per  bushel,  and  the  price 
support  rates  have  been  established 
with  respect  to  the  1993  crop  of  rye  at 
$1.46  per  busheL  In  accorduic*  wi& 
section  205  of  the  1949  Ad.  the  price 
support  rates  have  bean  establidbad 
with  respect  to  the  1993  crops  of 
soybeans  ^  $5.02  per  busbM.  and 
canola,  flaxseed,  mustard  seed, 
rapeseed.  safilowar,  and  sunflower  seed 
at  $0,089  per  pound. 

List  01  Siib)ect8 

7CFRPartl413 

Acreege  allotments.  Cotton,  Disaster 
assistance,  Feed  grains,  Price  simport 
programs.  Reporting  and  recordkeeping 
requirements.  Rice,  Soil  conservation. 
Wheat 

7CFaPartU21 

Grains,  Loan  programs/agricultare. 
Oilseeds.  Peanuts.  Price  support 
programs.  Reporting  and  recxwdke^Hng 
requirements.  Soybeans,  Siuety  bonds. 
Warehouses. 

Accordingly,  7  CFR  parU  1413  and 
1421  are  amended  as  follo«rB: 

PART  141>-FEB>  ORAM,  RICE. 
UPLAND  AND  EXTRA  LONO  STAPLE 
COTTON.  WHEAT  AND  RELATED 
PROGRAMS 

1.  The  authority  citation  for  7  CFR , 
part  1413  continues  to  read  as  follows: 

AxAmttp  7  U.S.C  1308,  t308a.  1309. 
1441-2,  M44-3. 14441 1445b-3a.  1461- 
1469:  U  U.SC  714b  and  714c 

2.  fea  $  1413.54.  paragnnlis  (aK2)  and 
(d)  are  revised  to  read  as  nrfkrwr 


i1413JM 


Average  martost  price         2.10       2116       2.15    crop  of  com  ^  10  percent,  graia 


M 
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(2)(i)  For  the  1991  crop: 

(A)  Com.  grain  sorghum,  and  barley, 
7.5  percent,  and 

(B)  Oats,  0  percent: 
(ii)  For  the  1992  crop: 

(A)  Com,  grain  sorghum,  and  barley. 
S.O  percent,  and 

(B)  Oats,  0  percent;  and 
(iii)  For  the  1993  crop: 

(A)  Com.  10  percent. 

(B)  Grain  sorghimi,  5  percent,  and 

(C)  Barley  and  oats.  0  percent. 

(d)  Paid  land  diversion  program 
payments: 

(1)  For  the  1991  crop: 

(i)  Shall  not  be  made  available  to 
producers  of  wheat, 

(ii)  Shall  not  be  made  available  to 
producers  of  Csed  grains. 

(iii)  Shall  not  be  made  available  to 
producers  of  upland  cotton. 

(iv)  Shall  not  be  made  available  to 
producers  of  ELS  cotton,  and 

(v)  Shall  not  be  made  available  to 
producers  of  rice;  and 

(2)  For  the  1992  crop: 

(i)  Shall  not  be  made  available  to 
producers  of  wheat. 

(ii)  Shall  not  be  made  available  to 
producers  of  feed  grains, 

(iii)  Shall  not  be  made  available  to 
producers  of  upland  cotton, 

(iv)  Shall  not  be  made  available  to 
producers  of  ELS  cotton,  and 

(v)  Shall  not  be  made  available  to 
producers  of  rice;  and 

(3)  For  the  1993  crop: 

(i)  Shall  not  be  made  available  to 
producers  of  wheat,  and 

(ii)  Shall  not  be  made  available  to 
producers  of  fiaed  grains. 


PART  1421-CRAINS  AND  SIMILARLY 
HANDLED  COMMOOtTlES 

3.  The  authority  citation  for  7  CFR 
part  1421  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1421, 1423, 142S. 
1441Z,  1444M.  1445b-3a,  1445b-3a,  14440- 
3. 1445e.  and  1446f:  15  U.S.C  714b  and  714c 

4.  In  §  1421.7,  paragraphs  (c)(2) 
through  (6)  and  (c)(9)  and  (10)  are 
revised  to  read  as  follows: 

f  1421.7    Adjustment  o(  basic  tupport 


(5)(i)  1991  Grain  sorghum— ^1.54  per 
bushel; 

(ii)  1992  Grain  sorghum— 41.63  per 
bushel; 

(iii)  1993  Oain  sorghum— 51.63  per 
bushel:  ,     .   , 

(6)(i)  1991  Rye— $1.38  per  bushel; 

(ii)  1992  Rye— $1.46  per  bushel; 

(iii)  1993  Rye— $1.46  per  bushel; 

(9)(i)  1991  Soybeans— $5.02  per 

bushel;  ,     ^  , 

(ii)  1992  Soybeans— $5.02  per  bushel; 

(iii)  1993  Soybeans— $5.02  per  bushel; 

(10)(i)  1991  Canola,  flaxseed,  mustard 
seed,  rapeseed,  safflower,  and  simflower 
seed — $0,089  per  pound; 

(ii)  1992  Canola.  flaxseed,  mustard 
seed,  rapeseed,  safflower.  and  sxmflower 
seed— n$0.089  per  poimd; 

(iii)  1993  Canola.  flaxMed.  mustard 
seed,  rapeseed.  safflower,  and  sunflower 
seed— $0,089  per  pound. 
•        *        •        *        • 

Signed  on  January  8, 1993  at  Washington, 
DC 

John  A.  Stevanion, 

Acting  Executive  Vice  President.  Commodity 
Credit  Corporation. 

(PR  Doc.  93-922  Filed  1-13-S3;  8:45  am) 
■LUNO  OOOC  M10-aS41 


(cT*  •  • 

(2)(i)  1991  Com-^1.62  per  bushel; 
(ii)  1992  Com— $1.72  per  bushel; 
(iii)  1993  Cora— $1.72  per  bushel; 
(3)(i)  1991  Barley— $1.32  per  bushel: 
(ii)  1992  Barley— ^1.40  per  bushel; 
(iii)  1993  Barley— $1.40  per  bushel: 
(4)(i)  1991  Oats— $0.83  per  bushel: 
(ii)  1992  Oats— $0.88  per  bushel; 
(iii)  1993  Oats— $0.88  per  bushel: 


Animal  and  Plant  HmKIi  Inapaction 
Sarvica 

9CFRPart94 
[Dodm  No.  92-141-2] 

Importation  of  Animal  Producta  and 
Byproducta  From  Countrlaa  Whara 
BSE  Exiata;  Ramovai  of  Danmarfc 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
ACTION:  Interim  mle  and  request  for 
comments. 

SUMMARY:  We  are  amending  our 
regulations  by  removing  Denmark  from 
the  list  of  coimtries  where  bovine 
spongiform  encephalopathy  (BSE) 
exists.  Denmark  was  added  to  the  list  in 
September  1992  after  the  disease  was 
diagnosed  in  a  cow  in  that  country.  We 
are  taking  this  action  becavise 
epidemiological  investigations  reveal 
that  the  disease  occurred  in  only  one 
animal  imported  into  Denmark  from 
Great  Britain,  and  that  animal  and  the 
herd  into  which  it  was  imported  have 
been  destroyed.  The  effect  of  this  action 
is  to  relieve  certain  prohibitions  or 
restrictions  on  the  importation  of  certain 
fresh,  chilled,  and  frozen  meat,  and 
certain  other  animal  products  and 
animal  byproducts  from  ruminants 
which  have  been  in  Denmaric.  without 
presenting  a  significant  risk  of 
introducing  B^  into  the  United  States. 


DATES:  This  interim  mle  is  effective 
January  14. 1993.  Consideration  will  be 
given  only  to  comments  received  on  or 
before  March  15, 1993. 
ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief. 
Regulatory  Anaiysis  snd  Development, 
PPD.  APHIS.  USDA.  room  804,  Federal 
Building,  6505  Belcrest  Road, 
Hyattsville,  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  02- 
141-2.  Comments  received  may  be 
inspected  at  USDA.  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue  SW.,  Washington.  DC,  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  MFORMATION  CONTACT: 
Dr.  John  Gray,  Senior  Staff  Veterinarian. 
Import-Export  Products  Staff,  VS, 
APHIS,  USDA.  room  756,  Federal 
Building.  6505  Belcrest  Road, 
Hyattsville,  MD  20782,  (301)  436-7885. 

SUPPLEMENTARY  MFORMATION: 

Background 

The  regulations  in  9  CFR  parts  94  and 
95  (referrod  to  below  as  the  regulations) 
govem  the  importation  of  meat,  animal 
products,  animal  byproducts,  hay,  and 
straw  into  the  United  States  in  order  to 
prevent  the  introduction  of  various 
animal  diseases,  including  bovine 
spongiform  encephalopathy  (BSE). 
Sections  94.18  and  95.4  of  the 
regulations  prohibit  and  restrict  the 
importation  of  certain  meat,  animal 
products,  and  animal  byproducts  from 
ruminants  which  have  been  in  countries 
in  which  BSE  exists.  These  countries  are 
listed  in  $  94.18  of  the  regulations. 

Bovine  spongiform  encephalopathy  is 
a  neurological  disease  of  bovine  animals 
and  other  ruminants.  The  disease  is  not 
kno%vn  to  be  cont^ous.  The  major 
means  of  spread  of  BSE  appears  to  be 
through  the  use  of  ruminant  feed 
containing  protein  and  other  products 
from  ruminants  infected  with  BSE. 
Therefore,  BSE  could  become 
establisheid  in  the  United  States  if 
materials  carrying  the  BSE  agent,  such 
as  certain  meat,  uiimal  products,  and 
animal  byproducts  from  ruminants  in 
countries  in  which  BSE  exists,  are 
imported  into  the  United  States  and  are 
fisd  to  ruminants  in  the  United  States.  At 
the  present  time,  BSE  is  not  known  to 
exist  in  the  United  States.  However,  it 
is  Imown  to  exist  in  France,  Qeat 
Britain.  Northern  Ireland,  the  Republic 
of  Ireland.  Oman,  and  Switzerland. 

In  an  interim  mle  published  in  the 
Faderal  Register  and  effective  on 
September  22. 1992  (57  FR  43606- 
43607.  Docket  No.  92-141-1).  we 
amended  the  regulations  by  adding 
Denmark  to  the  list  of  countries  whoe 
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BSE  exists,  after  the  disease  was 
diagnosed  in  a  cow  in  that  country. 
Comments  were  required  to  be  received 
on  or  before  November  23, 1992.  We 
received  two  comments  prior  to  this 
closing  date,  both  submitted  by 
representatives  of  foreign  governments. 
These  comments  opposed  the  interim 
rule  and  explained  how  this  situation 
occurred.  Tliere  are  no  reports  of  any 
additional  animals  in  Denmark  being 
affected  with  BSE.  Base  on  results  of  our 
continuing  study  of  the  situation 
described  in  the  interim  rule  of 
September  22,  and  on  the  comments 
received,  we  are  removing  Denmark 
from  the  list  of  countries  where  BSE  is 
known  to  exist.  The  list  of  countries 
appears  in  §  94.18  of  the  regulations. 

An  earlier  report,  by  the  Chief 
Veterinary  Officer  of  the  Danish 
Ministry  of  Agriculture,  stated  that  BSE 
had  been  detected  in  one  cow  and 
suspected  in  another  cow  imported  into 
Denmark  from  Great  Britain.  This  led  to 
our  adding  Denmark  to  the  list  of 
countries  where  BSE  is  known  to  exist. 
This  action  was  taken  in  order  to  reduce 
the  risk  of  introducing  BSE  into  the 
United  States.  Epidemiological 
investigations  have  since  revealed  that 
there  was  only  one  infected  cow,  a 
Highland  cow  bom  in  Scotland  in  June 
1987  and  imported  into  Denmark  in 
June  1988.  Two  concentrates  which 
were  fed  to  the  herd  of  origin  during  the 
winter  of  1987/88  have  been  identified, 
and  these  two  concentrates  have  been 
associated  with  other  cases  of  BSE  in 
the  northeastern  part  of  Scotland.  The 
Danish  Veterinary  Service  required  the 
affected  cow  and  the  entire  herd  into 
which  it  was  imported  to  be  killed  and 
the  premises  thoroughly  cleaned  and 
disinfected. 

Further  investigations  by  the  Danish 
Government  established  that  meat  and 
bone  meal  have  not  been  imported  into 
Denmark  from  Great  Britain  for  many 
years,  and  the  Danish  Government  has 
imposed  an  official  ban  on  the 
importation  of  such  materials. 
Additionally,  Danish  farmers  and 
veterinarians  have  been  thoroughly 
informed  of  the  symptoms  of  BSE, 
especially  in  relation  to  imported 
animals,  and  notification  of  a  detection 
of  symptoms  of  BSE  is  required.  Finally, 
all  Danish  rendering  plants  are 
supervised  and  inspected  daily  for 
hygiene  and  processing.  Diagnostic 
capabilities  for  BSE  are  available  at  the 
National  Veterinary  Laboratory  in 
Copenhagen.  Therefore,  we  are 
removing  Denmark  from  the  list  of 
countries  where  BSE  is  known  to  exist. 


Immediate  Action 

The  Administrator  of  the  Animal  and 
Plant  Health  Inspection  Service  has 
determined  that  there  is  good  cause  for 
pubUshing  this  rule  without  prior 
opportunity  for  public  comment. 

Prompt  implementation  is  needed  to 
relieve  unnecessary  restrictions  on  the 
importation  of  certain  fresh,  chilled,  and 
frozen  meat,  and  certain  other  animal 
products  and  animal  byproducts  from 
ruminants  which  have  been  in 
Denmark.  With  these  restrictions  lifted, 
U.S.  importers  will  be  able  to  resume 
their  importation  of  the  animal  products 
and  animal  byproducts  described  above. 
Danish  producers  and  exporters,  denied 
these  U.S.  markets  by  our  September 
interim  rule,  will  be  able  to  resume  their 
business  with  the  United  States. 

Since  prior  notice  and  other  public 
procedures  with  respect  to  this  interim 
rule  are  impracticable  and  contrary  to 
the  public  interest  under  these 
conditions,  there  is  good  cause  under  5 
U.S.C.  553  for  making  it  effective  upon 
publication  in  the  Federal  Register.  We 
will  consider  comments  that  are 
received  within  60  days  of  publication 
of  this  interim  rule  in  the  Federal 
Register  After  the  comment  period 
closes,  we  will  publish  another 
document  in  the  Federal  Register.  It 
will  include  discussion  of  any 
comments  we  receive  and  any 
amendments  we  are  making  to  the  rule 
as  a  result  of  the  comments. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  rule  in 
conformance  with  Executive  Order 
12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  rule  will  have  an  effect  on  the 
economy  of  less  than  $100  million;  will 
not  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
industries.  Federal,  State,  or  local 
government  agencies,  or  geographic 
regions:  and  will  not  cause  a  significant 
adverse  effect  on  competition, 
employment,  investment,  productivity, 
innovation,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

For  this  action,  the  Office  of 
Management  and  Budget  has  waived  the 
review  process  required  by  Executive 
Order  12291. 

The  provisions  of  this  rule  will  not 
have  a  significant  economic  impact. 
Placing  Denmark  on  the  list  of  countries 
in  which  BSE  exists  restricted  or 
prohibited  the  importation  of  certain 


meat,  animal  products,  and  animal 
byproducts  from  ruminants  that  have 
been  in  Denmark.  These  restriction*;  and 
prohibitions  had  a  minor  negative 
economic  impact  on  U.S.  importers. 
Denmark  is  not  a  major  export  sourre  of 
ruminant  meat  It  exported  123,000 
metric  tons  in  1991,  less  than  3  percent 
of  the  world  total.  The  United  States 
imported  only  180  tons,  or  $345,000 
worth,  of  ruminant  meat  irom  Denmark 
in  1991,  representing  less  than  three- 
hundredths  of  one  percent  of  the  total 
amount  of  ruminant  meat  imported  into 
the  United  States.  There  does  not  appear 
to  be  a  significant  amount  of  ruminant 
products  or  byproducts,  other  than 
meat,  imported  from  Denmark. 

At  present,  there  are  14  U.S.  importers 
who  import  ruminant  meat  from 
Denmark.  Thirteen  of  these  would  be 
considered  small  entities.  Relieving 
these  restrictions  would  restore  their 
ability  to  import  ruminant  meat  from 
Denmark.  The  proportion  of  ruminant 
meat  imported  from  Denmark  is  so 
small  that  there  would  be  very  little  or 
no  impact  on  U.S.  producers  and 
consumers.  Additionally,  price  and 
competition  in  the  United  States  would 
not  be  affected. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12778 

This  rule  has  been  reviewed  under 
Executive  Order  12778,  Civil  Justice 
Reform.  This  rule:  (1)  Preempts  all  State 
and  local  laws,  regulations,  and  policies 
that  are  inconsistent  with  this  rule;  (2) 
has  no  retroactive  effect;  and  (3)  does 
not  require  administrative  proceedings 
before  parties  may  file  suit  in  court 
challenging  this  rule. 

Paperwork  Reduction  Act 

This  interim  rule  contains  no 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

List  of  Subjects  in  9  CFR  Part  94 

Animal  diseases.  Imports,  Livestock, 
Meat  and  meat  products.  Milk,  Poultry 
and  poultry  products,  Reporting  and 
recordkeeping  requirements. 

Accordingly,  the  regulations  in  9  CFR 
part  94  are  amended  as  follows: 
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PART  94— RINOERPEST.  FOOT-AND- 
MOUTH  DISEASE,  FOWL  PEST  (FOWL 
PLAGUE).  VELOGENIC 
VISCEROTROPIC  NEWCASTLE 
DISEASE.  AFRICAN  SWINE  FEVER. 
HOG  CHOLERA.  AND  BOVINE 
SPONSIFORM  ENCEPHALOPATHY; 
PROf  (IBITED  AND  RESTRtCTEO 
IMPORTATIONS 

4.  The  authority  dtaticm  for  part  94 
cjntinues  to  read  as  follows: 

Aalbority:  7  U.S.C  147a.  ISOee,  161, 162, 
and  450;  19  U.S.Q  1306: 21  U.S.Q  111,  114a, 
134a.  134b.  134C.  uul  134f.  31  U.S.C  9701; 
42  U.S.C  4331. 4332;  7  CFR  2.17, 2.51.  and 

371.2(d). 

2.  In  §  94.18.  paragraph  (a)  is  revised 
to  read  as  follows: 

f94.18    Ruminant maal and adMa^ 
product*  from  niminanla  that  have  bean  In 
counfriaa  wiMr*  bovine  apongttomi 
encephaiopalhy  exists. 

(a)  Bovine  spongiform 
encephalopathy  exists  in  the  following 
countries:  France.  Great  Britain, 
htorthem  Ireland,  the  Republic  of 
Ireland.  Oman,  and  Switzerland. 
•        •        •        •        • 

Done  in  Washington.  DC  this  6th  day  of 
January  1993. 
Lonnie ).  King. 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
|FR  Doc.  93-923  Filed  1-13-93;  8:45  am] 
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OHlM  Of  Thrtn  Supervision 

12  CFR  Parts  506. 509. 516. 528. 541. 
543.545.552,556,558.559.561.563. 
563b.  563e,  567. 571 .  579  and  580 

[No.  92-603) 

RIN  155O-AA60 

Regulatory  Review 

AGENCY:  Office  of  Thrift  Supervision. 

Treasury. 

ACTION;  Final  rule. 

SUMMARY:  The  President  announced  cm 
January  28, 1992,  a  review  of  all  Federal 
regulations  and  policies  for  the  purpose 
of  eliminating  over-burdensome 
regulations  that  discourage  economic 
growth.  The  Office  of  Thrift  Supervision 
(OTS)  reviewed  its  regulations  and 
policies,  considered  public  comments 
and  testimony  and  issued  a  notice  of 
proposed  rulemaking  on  September  3, 
1992.  listing  recommended  changes  and 
deletions.  Today,  the  OTS  is  issuing  its 
final  regulation  implementing  the 


modifications  to  its  regulations 
consistent  with  the  President's  program. 
DATES:  February  16. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Deborah  Kennedy,  Project  Manage, 
(202)  906-7324,  Policy;  Jennifer  Lowe. 
Program  Analyst.  (202)  906-5633. 
Specialized  Programs;  Mary  H.  Gottli^, 
Paralegal  Supervisor.  (202)  906-7135, 
Deborah  Dalun,  Assistant  Chief  Coimsel, 
(202)  906-6445.  or  Karen  Solomon. 
Deputy  Chief  Council.  (202)  906-7240. 
Regulations  and  Legislation  Division. 
Chief  Counsel's  Office.  1700  G  Street, 
NW.,  Washington.  DC  20552. 

SUPPI^MENTARY  MFORMATION: 

A.  Background 

On  January  28. 1992,  the  President 
announced  a  Regulatory  Review 
Program  for  all  Federal  government 
agencies.  The  agencies  were  asked  to 
"weed  out  unnecessary  and  burdensome 
government  regulations,  which  impede 
economic  growth."  We  solicited  public 
comments  and  received  58  comment 
letters  and  heard  testimony  from  19 
savings  associations,  law  firms  and 
trade  associations.  The  staff  considered 
these  comments  in  its  review  and 
identified  a  number  of  rules  to  delete  or 
modify  that  fall  within  the  guidelines  of 
the  President's  program.  Proposed 
modifications  were  published  on 
September  3. 1992.  57  FR  40350  (Sept, 
3. 1992). 

The  changes  implemented  today 
balance  the  benefits  of  promoting 
growth  and  reducing  regulatory  burden 
against  the  need  to  ensure  a  safe  and 
sound  thrift  industry.  While  the  changes 
implemented  in  this  rulemaking  touch 
almost  every  facet  of  our  regulations, 
they  are  consistent  with  maintaining 
safe  and  sound  operations  at  OTS- 
regulated  savings  associations.  None  of 
the  changes  alone  will  have  a  major 
impact  on  the  industry,  but  taken 
together  they  will  significantly  reduce 
regulatory  burden  and  clarify  OTS 
regulatory  requirements. 

B.  Comment  Summary 
We  received  ten  comment  letters  in 
-    response  to  the  notice  of  proposed 
rulemaking  on  Regulatory  Review,  all 
generally  supporting  our  review 
initiative.  The  commenters  were  eight 
savings  associations  and  two  trade 
associations.  Most  commenters  raised 
additional  areas  for  review  with  specific 
suggestions  for  changes. 

1.  Regulations  Restating  Statutes  or 
Listing  Powers 

Three  commenters  considered  the 
general  question  of  whether  we  should 
delete  regulations  that  merely  repeat 


statutory  requirements  or  replace 
individual  regulations  setting  forth 
savings  association  powers  with  a  more 
general  authorizing  regulation.  Two 
concluded  that  a  luge  number  of 
rogations  is.  in  this  case,  warranted  to 
ensure  enforceability  and  to  simplify 
tracking  OTS  requirements  for  savings 
associations.  Eliminating  specific 
regulations  could  increase  uncertainty 
as  to  what  savings  associations  may  be 
auUiorized  to  do,  or  create  further 
burdensome  applications  or  notices. 
One  commenter  noted  that  OTS 
regulations  afford  federal  thrifts  the 
ability  to  argue  premnption  of  state 
regulation  and  a  general  rule  might 
weaken  the  preemption  case.  In  view  of 
the  concerns  raised  by  these 
commenters,  we  have  decided  not  to 
modify  our  regulations  that  track 
statutory  powers  and  set  forth  specific 
savings  association  powers  at  this  time. 

2.  Affiliates  Transactions 

Two  commenters  approved  of  the  \xae 
of  "insider"  rather  than  "affiliated 
person"  as  a  further  step  to  harmonize 
our  transactions  with  affiliates  rules 
with  those  of  the  other  banking 
agencies.  Another  considered  the  term 
"insider"  to  have  negative  implications 
and  urged  another  choice.  We  believe 
that  no  other  term  readily  maintains  the 
similarity  of  our  rule  "Loans  to 
Executive  Officers.  Directors  and 
Principal  Shareholders  of  Savings 
Associations".  57  FR  45977  (October  6, 
1992).  with  those  of  the  other  banking 
agencies.  In  order  to  ensure  adequate 
opportunity  to  consider  the  implications 
of  any  changes  to  our  "affiliated  person" 
rules,  however,  we  are  undertaking  a  ^ 
review  of  all  of  our  "affiliated  person" 
regulations  in  a  separate  rulemaking  and 
will  make  appropriate  proposab  for 
revisions  to  terminology  therein. 
In  response  to  oiir  request  for 
comments  on  all  portions  of  the 

Zlations.  a  commenter  suggested 
ting  §  563.33(b),  dealing  with 
activities  undertaken  for  affiliates.  The 
section  limits  the  circumstances  imder 
which  an  employee  of  a  savings 
association  may  work  for  an  affiliated 
person.  Upon  review,  we  have 
concluded  that  this  provision  is 
unnecessary  because  it  is  subsumed 
within  the  restrictions  applicable  to 
savings  associations  pursuant  to  section 
23B  of  the  Federal  Reserve  Act,  12 
U.S.C.  3710-1.  It  will  be  deleted  in  this 
rule. 

One  commmter  asked  that  we 
incorporate  section  23A  of  the  Federal 
Reserve  Act,  12  U.S.C  371c  by 
reference,  instead  of  incorporating  muc^ 
of  the  text  of  that  statute  into  our 
regulations.  Because  savings 
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associations  continue  to  be  subject  to 
several  unique  statutory  provisions 
governing  their  transactions  with 
affiliates,  consolidating  all  the 
applicable  standards  in  the  regulation 
helps  to  clarify  how  the  various 
provisions  apply  to  savings  associations. 
Thus,  we  have  determined  not  to  change 
§  563.41  at  this  time. 

3  Compliance 

a.  Home  Mortgage  Disclosure 

Three  commenters  wrote  favoring 
elimination  of  the  nondiscrimination 
disclosure  requirements  at  §  528.6  as 
duplicative  of  the  requirements  set  forth 
in  12  CFR  part  203,  which  are  made 
applicable  to  savings  associations 
pursuant  to  the  Home  Mortgage 
Disclosure  Act  (HMDA),  12  U.S.C.  2801 
et  seq.  One  commenter  asserted  that  the 
current  requirement  of  §  528.6  requiring 
savings  associations  to  continue 
reporting  the  "reason  for  denial"  on 
their  HMDA  Loan  Application  Registers 
is  unnecessary  as  long  as  other 
published  OTS  guidance  contains  the 
requirement. 

We  agree  that  §  528.6  is  largely 
duplicative  of  part  203  and  we  are 
therefore  deleting  all  redundant 
provisions.  We  disagree,  however,  that 
the  "reason  for  denial"  is  unnecessary. 
The  "reason  for  denial"  provides  us 
with  useful  information  that  assists  the 
examination  process.  We  beUeve  that 
retaining  the  regulatory  requirement 
assures  that  this  important  data  field  is 
completed  by  all  OTS-regulated  filers, 
including  any  majority-owned  savings 
association  service  corporations  or 
affiliates.  Therefore,  we  are  amending 
§  528.6  to  clarify  that  savings 
associations  and  other  OTS-regulated 
filers  that  are  required  to  keep  HMDA 
Loan  AppUcation  Registers  pursuant  to 
part  203  must  enter  the  reason  for  denial 
for  all  loan  denials.  Because  of  the 
changes  in  §  528.6,  we  are  deleting  the 
definitions  in  §§  S2B.l(d),  (e),  (f).  and  (g) 
as  unnecessary 

b.  Truth  in  Savings 

One  commenter  suggested  the 
elimination  of  §  563.7,  "Fixed-term 
accounts  (certificate  accounts),"  and 
§  563.27,  "Advertising,"  because  they 
duplicate  requirements  found  in 
Regulation  DD  of  the  Federal  Reserve 
Board,  12  CFR  part  230.  The  Truth  in 
Savings  Act  (12  U.S.C.  4301  et  seq.. 
contained  in  the  Federal  Deposit 
Insurance  Corporation  Improvement  Act 
of  1991  (FDICLM,  Pub.  L.  No.  102-242, 
105  Stat.  2236)  directed  the  Federal 
Reserve  Board  to  issue  final 
implementing  regulations  by  September 
1992.  Regulation  DD  was  published  by 


the  Board  on  September  21, 1992  and  is 
applicable  to  all  savings  associations. 

In  light  of  the  publication  of 
Regulation  DD,  which  covers  the  field  of 
savings  disclosures  and  advertising,  we 
agree  that  certain  portions  of  §  563.7  and 
563.27  are  no  longer  necessary  and 
should  be  removed.  In  particular,  we  are 
amending  §  563.7  to  delete  paragraph 
(d),  which  contains  contract  provisions 
required  in  certificate  accounts.  This 
paragraph  is  not  necessary  given  the 
extensive  disclosure  requirements 
contained  in  Regulation  DD  specifying 
that  clear,  written  disclosures  must  be 
provided  to  consumers  in  a  form  they 
may  keep.  See  12  CFR  230.3-230.6.  In 
addition,  because  Regulation  DD 
contains  newly  adopted  advertising 
requirements  in  12  CFR  230.8, 
§  563.27(a)  has  been  superseded  and, 
therefore,  is  removed.  Section 
563.27(b)(2)  is  also  removed  because 
restrictions  on  name  and  corporate  title 
advertising  are  no  longer  necessary  for 
consumer  protection.  We  do,  however, 
retain  in  §  563.27  the  prohibition  against 
misrepresentation  of  an  association's 
services,  contracts,  investments,  and 
financial  condition.  Regulation  DD 
prohibits  misleading  advertising  of  an 
institution's  deposit  contracts,  but  the 
OTS's  prohibition  section  is  broader 
We  intend  to  continue  monitoring 
compliance  with  this  section. 

In  addition  to  those  sections 
mentioned  by  the  commenter,  we  have 
reviewed  OTS  regulations  and 
determined  that  paragraphs  (b),  (c),  (d), 
(e),  and  (g)  of  §  561.16  should  be 
removed  in  light  of  the  new  provisions 
in  Regulation  DD  covering  bonuses  paid 
on  accounts,  12  CFR  230.4(b)(7), 
230.8(d),  and^the  removal  of  identical 
provisions  from  the  Federal  Reserve 
System's  Regulation  Q,  as  amended  in 
conjimction  with  its  adoption  of 
Regulation  DD.  Section  545.12  is 
amended  to  remove  reference  to  the 
paragraphs  of  §  561.16  that  are  being 
deleted, 

c.  Community  Development 

Section  5(c)(3)(B)  of  the  Home 
Owners'  Loan  Act  (HOLA)  authorizes 
federal  savings  associations  to  invest  up 
to  two  percent  of  their  assets  in  real 
property  and  loans  located  in  "a 
geographic  area  or  neighborhood 
receiving  concentrated  development 
assistance  by  a  local  government  under 
title  I  of  the  Housing  and  Community 
Development  Act  of  1974."  42  U.S.C. 
5301  et  seq.  OTS's  implementing 
regulation,  12  CFR  545.41.  originally 
promulgated  in  1974,  was  drafted  to  be 
consistent  with  how  the  Department  of 
Housing  and  Urban  Development  (HUD) 
was  then  administering  its  Title  I 


programs.  Since  then,  HUD  has  made 
numerous  changes  in  its  Title  I 
programs.  As  a  result,  OTS's  regulation 
is  outdated  and  contains  obsolete 
standards  and  criteria. 

In  the  proposed  nile,  we  solicited 
comments  on  how  to  update  12  CFR 
545.41.  In  particular,  the  agency 
requested  comments  on  meaningful 
ways  to  identify  areas  or  neighborhoods 
receiving  concentrated  Title  I  assistance. 
We  received  no  comments. 

We  are  amending  our  community 
development  regulation  to  eliminate  the 
outdated  criteria  contained  in  12  CFR 
545.41(a]  and  to  substitute  a  simple 
restatement  of  the  authorization  set 
forth  in  section  5(c)(3)(B)  of  the  HOLA. 
This  amendment  will  avoid  the  need  to 
update  the  regulation  each  time 
modifications  are  made  to  Title  I 
programs.  Savings  associations  that 
have  questions  about  whether  particular 
investments  will  qualify  under  section 
5(c)(3)(B)  of  the  HOLA  may  contact  the 
OTS. 

We  will  also  pursue  an  amendment  to 
HOLA  section  5(c)(3)(B)  to  eliminate  its 
outdated  references  to  HUD  criteria  that 
no  longer  exist. 

4.  Lending  Requirements 

One  commenter  urged  us  to  further 
explore  ways  to  authorize  "untroubled 
associations"  to  use  salvage  powers  to 
exceed  Loans  to  One  Borrower  (LTOB) 
limits  in  "selected  circumstances."  We 
believe  the  concept  has  merit,  and  is 
feasible  under  12  U.S.C.  1464(u)  and  12 
CFR  563.93  in  certain  circumstances. 
We  plan  to  issue  guidance  soon  that 
would  allow,  with  prior  OTS  approval, 
greater  use  of  salvage  powers.  Expanded 
salvage  powers  generally  will  be 
available  for  well-capitalized,  well- 
managed  institutions,  but  will  be  closely 
controlled  for  other  institutions. 

Another  commenter  recommended 
that  we  remove  the  regulations 
governing  loans  in  §§  545.32  through 
545.45  because  they  are  likely  to  change 
as  a  result  of  OTS  adoption  of 
interagency  uniform  real  estate  lending 
standards.  Changes  to  these  regulations 
will  be  made  as  a  part  of  the  rulemaking 
process  for  real  estate  lending  standards. 

Another  commenter  urged  us  to  drop 
the  requirement  to  maintain  reports  of 
the  status  of  tax  payments  in  loan  files 
(§  563.170(c)(l)(xi)).  We  are  considering 
changing  this  provision  as  part  of  our 
implementation  of  section  132  of 
FDICIA,  which  requires  the  OTS  and  the 
other  banking  agencies  to  establish  loan 
documentation  requirements. 

One  commenter  suggested  that  we 
modify  our  Appraisal  regulation  (part 
564)  to  allow  for  the  use  of  the 
Departure  Provision  of  the  Uniform 
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St«Hl«rdsofProfi»sitmalAppnusal  risk exp«miB.  See  57 FR 40524  (Sept  3.  „  a»«?8«to§509^MpftheL«a^ 

Practice.  This  proyi«iooeU<^J«Umited  1992).                                           _  Rules  torn  th«»  listed  in  the  proposal 

actions  to  industry  appraisal  Another  commenter  recommended  including  the  following: 

a^rWeSeKtwf  proposal  has  that  we  delete  the  liquidUv                            ^^'^'^°''il^rF:::TF^1^2fi^' 

merit  and  will  on  an  interagency  basis,  requirements  at  §  566.2.  Tliese  are  (g).  and  (h)  have  been  made  to  clanfy 

S^rtWrrecomiSSndadoT  Satutorily  mandated  by  12  U.S.C  1465.  £e  additional  filing  procedures.  T^e 

The  same  commenter  requested  that  thus,  we  can  not  eUminate  them  as  part  term  "Secretary."which  refers  to  the 

we  not  delete  two  sections-571.1.  of  this  rulemaking.  They  are  being  Secretary  to  the  Office,  who  receives 

"Appraisal  of  reel  estate  securing  assets  considered,  however,  as  part  of  the  adjudicatory  fihngs,  will  replace  the 

ofsavings  associations"  and  563.90.  interagency  study  of  legulatoiy  burden  term  "Corporate  Secretary,   which 

"Appraisals  on  loans  outside  lending  that  will  contain  recommendations  for  refers  to  the  person  who  receives 

area  "We  believe  that  both  sections  can  legislative  changes.  applications  and  other  corporate  fiUngs. 

be  deleted  without  compromising  safety  A  commenter  asked  us  to  consider  The  proposed  amendment  to  paragraph 

and  soundness.  Section  571.1  is  a  raising  the  reporting  thresholds  for  (d)  has  been  withdrawn  as  redundant; 

statement  of  policy  that  does  not  criminal  referrals  in  §  563.180(d).  The  there  is  no  change  to  existing  paragraph 

establish  any  specific  regulatory  commenter  explained  that  law  (d). 

requirements.  The  section  generally  Usts  enforcement  officials  do  not  take  action  p,p,r^,k  Reduction  Act 

the  authority  of  the  OTS  to  require  on  many  claims  that  fall  within  our                          „             *■  «_       »i 

appraisals  and.  even  with  its  deletion.  reporting  requirements  because  they  are        The  coUection  of  mformation 

the  OTS  retains  such  authority.  Section  too  small.  We  are  currently  working  to  requirement  contained  m  this  final 

563.90  requires  institutions  to  obtain  revise  this  regulation  and  will  issue  regulation  has  be«i  submitted  to  and 

appraisals  on  loans  outside  their  changes  to  it  in  a  separate  rulemaking.  approved  by  the  Office  of  Management 

Iwiding  areas.  Even  %vith  the  deletion  of  One  commenter  noted  that  §  563.96.  and  Budget  in  accordance  with  the 

this  section,  institutions  continue  to  be  limiting  investments  in  accounts  of  requirements  of  the  Paperwork 

required  to  obtain  appraisals  in  commercial  banks  and  thrift  institutions  Reduction  Act  (44  U.S.C.  3507).  The 

accordance  with  part  564.  and  debt  securities  hedged  with  forward  collection  of  information  is  contained  hi 

The  commenter  also  requested  that  commitments,  is  difficult  to  understand.  12  CFR  516.1(c). 

we  mandate  appraisals  for  all  reel  We  agree  that  the  provision  needs  to  be         Section  516.1  contains  OTS 

estate-related  loans,  even  those  that  fall  revised  and  that  these  requirements  application  processing  guidelines  and 

at  or  below  the  $100,000  threshold  could  be  covered  in  other  areas  of  our  procedures.  Applications  are  labelled  to 

established  by  our  appraisal  rule.  As  regulations.  We  plan  to  revise  the  rule  ensure  that  all  appropriate  OTS  offices 

discussed  more  fully  in  the  preamble  to  in  the  near  future,  possibly  in  receive  copies.  To  expedite  processing, 

the  final  regulation  that  established  the  conjunction  with  the  interagency  project  OTS  is  now  requiring  the  filing  of  two 

$100,000  threshold  level,  we  believe  it  on  Interbank  Liabilities.  additional  copies  of  all  applications/ 

is  unnecessary  for  the  regulation  to  Commenters  mentioned  several  notices  that  raise  significant  issues  for 

require  an  appraisal  for  loans  at  or  proposed  changes  that  they  highly              concurrent  review  by  Washington  and 

below  that  level  due  to  the  low  risk  of  approved.  Among  these  were  deletion  of    RegicHial  offices, 

loss  generally  associated  with  such  the  "giveaway"  rules  (§  545.21).                    The  information  collection  under 

loans.  obsolete  gold  regulations  (§§  545.79.           QMB  Control  Number  1550-0056 

The  same  commenter  also  opposed  571.10  and  571.17).  certain  redundant       entitled  "Requirements  for  Filings"  was 

use  of  the  term  "evaluation"  (rather  lending  disclosures  (§  563.99(d)).               amended  to  include  this  new  collection, 

than  "appraisal")  for  loans  that  do  not  restrictions  on  prepayment  penalties  on         The  following  summarizes  the 

require  the  services  of  a  licensed  or  arm  loans  (S  545.34),  and  certain              estimated  additional  burden  of  the 

certified  appraiser  under  the  appraisal  restrictions  on  corporate  nbmes  and           information  collection  in  §  516.1(c): 

regulation  (part  564).  AnoUier  UUw  They  also  approved  deleting  Form    Nun,ber  of  hours  per  response 05 

commenter  asked  for  clarification  of  the  aR  filings  (§  563.45)  and  the  outdated        Number  of  annualrespoMes -.. 630 

differences  between  evaluations  and  liability  growth  rule  (§  563.131).                  jotal  number  of  hours  yearly 31.5 

appraisals  for  real  estate.  We  believe  Commenters  also  favored  the  proposed       Average  cost  per  hour $20.00 

that  the  differences  between  the  terms  changes  to  rules  on  the  numbere  of             Total  yearly  cost - ~  $630.00 

;'evaluaUons"  and  "appraisals"  are  directors  for  savings  associations                   The  foUoMring  summarizes  the 

""?2S*"* !  o*"?"^!!"?-  ?"    ■    I     i^  ^S  5"-^^^  ^'^  ^^  removal  of  certain        esUmated  total  burden  for  the  amended 

55  (TB-55)  Real  Estate  Appraisal  and  restrictions  on  advisory  boards                   package  under  control  number  1550- 

Evaluation  Guidelines,  issued  on  (§  545.123).  Except  as  discussed  above.       0056- 

October  13. 1992.  explains  each  type  of  we  received  no  other  comments  on  the 

valuaUon  and  its  use.  proposed  rules.                                            Number  of  hours  per  response .055 

*^    *^  Number  of  annual  responses 6,300 

5.  Other  Comments  c.  Changes  in  the  Proposed  Rules              Total  number  of  hours  yearly 346.5 

A  commenter  suggested  that  we  Resides  those  changes  discussed             r^^l^l^^  ^°" K  5m  m 

repeal  Thrift  Bulletin  13  (TB-13)  when  above,  the  modifications  to  our  rules          ^°*"'  y^^'^  ~** $6,930.oo 

an  interest  rate  risk  element  is  and  regulations  listed  in  this  final  rule           Comments  concerning  the  accuracy  of 

incorporated  into  the  capital  are  materially  unchanged  from  those          these  estimates  and  suggestions  for 

requirements.  In  the  supplemental  listed  in  the  proposal.  Some  minor             reducing  this  burden  should  be  directed 

notice  of  proposed  rulemaking  for  changes  have  been  made,  however,  to         to  Office  of  Management  and  Budget, 

incorporating  the  interest  rate  our  Local  Rules  of  Practice  and                   Paperwork  Reduction  Project  (1550). 

component  into  the  risk-based  capital  Procedure  in  Adjudicatory  Proceedings      Washington.  DC  20503. 

rule,  we  proposed  replacing  TB-13  with  ("Local  Rules")^                                        

a  new  S  571 .3  that  sets  forth  the  fubMquant  to  Ai^ust  12.  i9ei  Sm  sa  fr  38402, 

responsibilities  of  directors  and  1  the  Local  Rule*  apply  to  CTTS  admlnlstrtUve           38.305.  38.317  (Aug.  12.  IWl)  (codiBed  at  12  CTR 

management  in  managing  interest  rate  enforcement  proceedings  commenced  on  or                  50fl.100-509.104). 


Executive  Oi 


12  CFR  Part. 


12  CFR  Part 


12  CFR  Part . 


12  CFR  Part ; 
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16  FR  38402, 
led  at  12  CFR 


Execudve  Order  12291 

The  OTS  has  detennined  that  this 

regulation  does  not  constitute  a  "ma|or 
rule"  and,  therefore,  does  not  require 
the  preparation  of  a  final  regulatory 
impact  analysis. 

Regulatory  Flexibility  Act 

Pursuant  to  section  605(b)  of  the 
Regulatory  Flexibility  Act.  it  is  certified 
that  this  regulation  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  smaller  entities. 
Accordingly,  a  Regulatory  Flexibih^ 
Act  Analysis  is  not  required. 

List  of  Subjects 

12  CFR  Part  506 

Reporting  and  recordkeeping 
requirements. 

12  CFR  Part  509 

Administrative  practice  and 
procedures.  Penalties. 

12  CFR  Part  516 

Applications,  Reporting  and 
recordkeeping  requirements.  Savings 
associations. 

12  CFR  Part  528 

Advertising.  Civil  rights.  Credit.  Fair 
housing.  Mortgages.  Reporting  and 
recordkeeping  requirements.  Savings 
associations.  Signs  and  sjrmbols. 

12  CFR  Parts  541,  543,  556.  558.  559. 
561,  579  and  580 

Savings  associations. 

12  CFR  Part  545 

Accounting,  Consumer  protection. 
Credit,  Electronic  funds  transfers. 
Investments,  Manufactured  homes, 
Mortgages,  Reporting  and  recordkeeping 
requirements.  Savings  associations. 

12  CFR  Parts  552  and  563b 

Reporting  and  recordkeeping 
requirements,  Savings  associations. 

Securities. 

12  CFR  Part  563 

Accounting,  Advertising.  Crime, 
Currency,  Flood  insurance,  Investments, 
Reporting  emd  recordkeeping 
requirements.  Savings  associations. 
Securities.  Surety  bonds. 

12  CFR  Part  563e 

Community  development.  Credit. 
Investments,  Reporting  and 
recordkeeping  requirements,  Savings 
associations. 

12  CFR  Part  567 

Capital,  Reporting  and  recordkeeping 
requirements.  Savings  associations. 


12  CFR  Part  571 

Accountii^.  Conflicts  of  interest, 
Gold,  Investments,  Reporting  and 
recordkeeping  lequireroents.  Savings 
associations. 

Accordingly,  the  Office  of  Thrift 
Supervision  amends  chapter  V,  title  12. 
Code  of  Federal  Regulations,  as  set  forth 
below. 

SUBCHAPTER  A-ORQANiZATK>N  AND 
PROCEDURES 

PART  506— INFORMATION 
COLLECTION  REQUIREMENTS  UNDER 
THE  PAPERWORK  REDUCTION  ACT 

1.  The  authority  citation  for  part  506 
continues  to  read  as  follows: 

Authority:  44  U.S.C.  3501  et  seq. 

la.  Section  506.1  is  amended  by 
adding  four  new  entries  to  the  table  in 
paragraph  (b)  in  numerical  order  to  read 
as  follows: 

§  506.1    0MB  control  numbers  ■■tlQned 
pursuant  to  ttte  Papefwerk  Reduction  Act 

•        •        *        •        • 

(b)  Display 

12  CFR  part  or  secdon  where  IdenU-     n^^SHLnt 

No. 


516.1(b) _ - ~       1560-0056 


563.99-563.101  (Subpart  D),  Appert- 

dlx  A . 155O-0078 

563.100 . 1550-0078 

563.101 1550-007B 


PART  509    RULES  OF  PRACTICE  AND 
PROCEDURE  IN  ADJUDICATORY 
PROCEEDINGS 

lb.  The  authority  citation  for  part  509 
continues  to  read  as  follows: 

Authority:  5  U.S-C  556;  12  U.S.C  1464, 
1467, 1467a.  1813;  15  U.S.Q  781. 

2.  Section  509.104  is  amended  by 
revising  paragraphs  (b)  and  (f),  by 
redesignating  paragraph  (g)  as  paragraph 
(i),  and  by  adding  new  paragraphs  (g] 
and  (h)  to  read  as  follows: 

§509.104    Additional  procedures. 

•        •        •        •        • 

(b)  Motions.  All  motions  shall  be  filed 
with  the  administrative  law  judge  and 
an  additional  copy  shall  be  filed  with 
the  Secretary  to  the  Office,  who  receives 
adjudicatory  filings,  ("Secretary"); 
provided,  however,  that  once  the 
administrative  law  judge  has  certified 
the  record  to  the  Director  pursuant  to 
§  509.38  of  this  part,  all  motions  must  be 
filed  with  the  Director,  to  the  attention 


of  the  Secretary,  within  the  10  day 
period  following  the  filing  of  exceptions 
allowed  for  the  filing  of  replies  to 
exceptions.  Responses  to  such  motions 
filed  in  a  timely  manner  with  the 
Director,  other  than  motions  for  oral 
argument  before  the  IXrector.  shall  be 
allowed  pursuant  to  the  prooadures  at 
§  509.23(d]  of  this  part.  No  response  is 
required  for  the  Director  to  make  a 
determination  on  a  motion  for  oral 
argument. 

(f)  Service  upon  the  Office.  Service  of 
any  docwnent  upon  the  Office  shall  be 
made  by  filing  with  the  Secretary,  in 
addition  to^he  individuals  and/or 
offices  designated  by  the  Office  in  its 
Notice  issued  pursuant  to  §  509.18  of 
this  pert,  or  such  other  means 
reasonably  suited  to  provide  notice  of 
the  persoa  and/or  office  designated  to 
receive  filings. 

(g)  Filings  with  the  Director.  An 
additional  copy  of  all  materials  required 
or  permitted  to  be  filed  with  or  referred 
to  the  administrative  law  judge  pursuant 
to  subpart  A  and  B  of  thispart  shall  be 
filed  with  the  Secretary.  This  rule  shall 
not  apply  to  the  transcript  of  testimony 
and  exhibits  adduced  at  the  hearing  or 
to  proposed  exhibits  submitted  in 
advance  of  the  hearing  pursuant  to  an 
order  of  the  administrative  law  judge 
under  §  509.32  of  this  part.  Materials 
required  or  permitted  to  be  filed  with  or 
referred  to  the  Director  pursuant  to 
suparts  A  and  B  of  this  part  shall  be 
filed  with  the  Director,  to  the  attention 
of  the  Secretary. 

(h)  Filing  and  certification  of  record. 
At  the  same  time  the  administrative  law 
judge  files  with  and  certifies  to  the 
Director  for  final  determination  the 
record  of  the  proceeding,  the 
administrative  law  judge  shall  furnish  to 
the  Director  a  certified  index  of  the 
entire  record  of  the  proceeding.  The 
certified  index  shall  include,  at  a 
minimum,  an  entry  for  each  paper, 
document  or  motion  filed  with  the 
administrative  law  judge  in  the 
proceeding,  the  date  of  the  filing  and  the 
identity  of  the  filer.  The  certified  index 
shall  also  include  an  exhibit  index 
containing,  at  a  minimum,  an  entry 
consisting  of  exhibit  number  and  title  or 
description  for  Each  exhibit  introduced 
and  admitted  into  evidence  at  the 
hearing;  each  exhibit  introduced  but  not 
admitted  into  evidence  at  the  hearing; 
each  exhibit  introduced  and  admitted 
into  evidence  after  the  completion  of  the 
hearing;  and  ^ach  exhibit  introduced 
but  not  admitted  into  evidence  after  the 
completion  of  the  hearing. 
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PART  516-APPUCATION 
PROCESSING  GUIDEUNES  AND 
PROCEDURES 

3.  The  authority  citation  for  part  516 
is  revised  to  read  as  follows: 

Authority:  5  U.S.C  552.  559: 12  U.S.C. 
1462a,  1463, 1464. 

4  Section  516.1  is  amended  by 
adding  a  sentence  to  precede  the  last 
sentence  of  paragraph  (c)  introductory 
text  to  read  as  follows: 

1516.1    OfflcMOftheOffloeofThrHt 
Supervision:  Infonmrtion  and  submittals. 
•        •        •        *        • 

(c)  Filings.  •  •  •  Two  additional 
conformedcopies  shall  be  filed  with  the 
Applications  Filing  Room,  Office  of 
Thrift  Supervision.  1700  G  Street.  NW., 
Washington.  DC.  20552  of  any 
application,  notice  or  other  filing  that 
raises  a  significant  issue  of  law  or 
policy,  as  defined  by  OTS  order  or  other 
OTS  guidance.  •  *  • 

SUBCHAPTER  B-CONSUMER-RELATED 
REGULATIONS 

PART  52»-NONDISCRIiyilNATION 
REQUIREMENTS 

5.  The  authority  citation  for  part  528 
is  revised  to  read  as  follows: 

Aathority.  12  U.S.C  1464,  2810  et  seq.. 
2901  et  seq..  15  U.S.C  1691,  42  U.S.C  1981, 
1982,  3601-3619. 

fS2t.1    [Amended] 

6.  Section  528.1  is  amended  by 
removing  paragraphs  (d)  through  (g). 

7  Section  528.6  is  revised  to  read  as 
follows: 

f528J    Loan  application  rsgistsr. 

Savings  associations  and  other 
lenders  required  to  file  Home  Mortgage 
Disclosure  Act  Loan  Application 
Registers  with  the  Office  of  Thrift 
Supervision  in  accordance  with  12  CFR 
part  203  must  enter  the  reason  for 
denial,  using  the  codes  provided  in  12 
CFR  part  203,  with  respect  to  all  loan 
denials. 

SUBCHAPTER  C-REOULATIONS  FOR 
FEDERAL  SAVINGS  ASSOaATIONS 

PART  541— OEFINmONS 

8.  The  authority  citation  for  part  541 
is  revised  to  read  as  follows: 
Aathority:  12  U.S.C  1462a,  1463, 1464. 

1541.9    [Removed] 

9  Section  541  9  is  removed. 

fS41.12    [Removed] 

10  Section  541.12  is  removed. 


§541.24    [Removed] 
11  Section  541.24  is  removed. 

PART  543-INCORPORATlON. 
ORGANIZATION,  AND  CONVERSION 
OF  FEDERAL  MUTUAL 
ASSOCIATIONS 

12.  The  authority  citation  for  part  543 
is  revised  to  read  as  follows: 

AnHMrity:  12  U.S.C  1462, 1462a.  1463, 
1464, 1467a,  2901  etseq. 

1543.1    [Amended] 

13.  Section  543.1  is  amended  by 
removing  the  first  sentence  of  paragraph 
(a). 


PART  545-OPERATIONS 

14.  The  authority  citation  for  part  545 
continues  to  read  as  follows: 

Authority:  12  U.S.C  1462a,  1463. 1464, 
1828. 

15.  Section  545.12  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

1545.12    Demand  deposit  accounts. 

(b)  A  Federal  savings  association  shall 
not  pay  interest  on  a  demand  deposit: 
however,  finders'  fees  offered  in 
accordance  with  §  561.16(b)  of  this 
chapter  are  not  payments  of  interest. 

1545.21    [Removed] 

16.  Section  545.21  is  removed. 

17.  Section  545.34  is  amended  by 
revising  the  second  sentence  of 
paragraph  (b)  and  the  second  sentence 
of  paragraph  (c)  to  read  as  follows,  and 
by  removing  the  last  sentence  of 
paragraph  (c): 

1545.34    Limitations  for  home  loans 
aecured  by  bofroiwer  occupied  property. 

(b)  •  •  •  With  respect  to  any  loan 
made  after  July  31. 1976.  on  the  setnuity 
of  a  home  occupied  or  to  be  occupied 
by  the  borrower,  no  late  charge, 
regardless  of  form,  shall  be  assessed  or 
collected  by  a  Federal  savings 
association,  unless  any  monthly  billing, 
coupon,  or  notice  the  Federal  savings 
association  may  provide  regarding 
installment  payments  due  on  the  loan 
discloses  the  date  after  which  the  charge 
may  be  assessed.  •  •  • 

(c)  *  •  "A  Federal  savings 
association  may  impose  a  penalty  on  the 

firepayment  of  a  loan  as  provided  in  the 
oan  contract. 

1545.36    [Amended] 

18.  Section  545.36  is  amended  by 
removing  the  second  and  third 
sentences  in  paragraph  (d). 


19.  Section  545.41  is  amended  by 
revising  i>aragraph  (a)  to  read  as  follows 

1545.41    Community  devetopment  loen* 
and  Investments. 

(a)  General.  Federal  savings 
associations  have  the  authority  to  make 
investments  pursuant  to  section 
5(c)(3)(B)  of  the  Act. 


1545.75    [Amended] 

20.  Section  545.75  is  amended  by 
removing  and  reserving  paragraph 
(b)(5). 

§545.79    [Removed] 

21.  Section  545.79  is  removed. 

§545.93    [Rentoved] 

22.  Section  545.93  is  removed. 
§545.123    [Removed] 

23.  Section  545.123  is  removed. 

PART  552— INCORPORATION, 
ORGANIZATION.  AND  CONVERSION 
OF  FEDERAL  STOCK  ASSOCIATIONS 

24.  The  authority  citation  for  part  552 
is  revised  to  read  as  follows: 

Authority:  12  U.S.C  1462, 1462a,  1463. 
1464. 1467a. 

25.  Section  552.&-1  is  asiended  by 
revising  the  first  sentence  of  paragraph 
(b)  to  read  as  follows: 

§552.6-1    Board  of  directors. 

(b)  Number  and  term.  The  board  of 
directors  shall  consist  of  not  fewer  than 
five  nor  more  than  fifteen  as  prescribed 
in  the  bylaws.  •  •  • 

§552.7    [Removed] 

26.  Section  552.7  is  removed. 
§552J    [Amended] 

27.  Section  552.8  is  amended  by 
removing  and  reserving  paragraph  (b). 

PART  556— STATEMENTS  OF  POLICY 

28.  The  authority  citation  for  part  556 
is  revised  to  read  as  follows: 

Authority;  5  U.S.C  552,  559: 12  U.S.C 
1464, 1701J-3: 15  U.S.C.  1693-1693r 

§556.7    [Removed] 

29.  Section  556.7  is  removed. 

30.  Part  558  is  revised  to  read  as 
follows: 


PART  558— I 
C0NSERVA1 
FOR  FEDERi 
ASSOOATK 


The  (name  c 
association)  is 
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PART  55»-POSSE8S10N  BY 
CONSERVATORS  AND  RECEIVERS 
FOR  FEDERAL  AND  STATE  SAVINGS 
ASSOCIATIONS 

558.1  Procedura  upon  taking  possession. 

556. 2  Notice  of  sppointxnent. 
AMthwiljr:  U  U.SjC.  1462. 1462^  1463. 

1464, 1467a. 


( OF  POLICY 


§558.1 
possession. 

(a)  The  conservator  or  receiver  for  a 
Federal  or  stats  savings  association  shall 
take  possession  of  the  savings 
association  by  taking  possession  of  the 
principal  office  of  the  Federal  or  state 
savings  association  and  in  accordance 
with  the  terms  of  the  Director's 
appointment. 

.(b)  Upon  taking  possession,  the 
conservator  or  receiver  shall 
immediately: 

(1)  Give  notice  of  the  epiraintment  to 
any  officer  or  employee  in  the  principal 
office  who  appears  to  be  in  chugs  of 
that  office. 

(2)  Serve  a  copy  of  the  order  of 
appointment  upon  the  savings 
association  or  upon  its  conservator  or 
receiver  by: 

(i)  Leaving  a  certified  copy  of  the 
order  of  appointment  at  the  principal 
office  of  the  savings  association;  or 

(ii)  Handing  a  certified  copy  of  the 
order  of  appointnmit  to  the  previous 
conservator,  receiver  or  other  legal 
custodian  of  the  savings  association,  or 
to  the  officer  or  employee  of  the  savings 
association  (m*  of  the  previous 
oNiservator,  receiver  ot  other  legal 
custodian  in  the  priixipal  office  of  the 
savings  association  who  appears  to  be  in 
charge. 

(3)  Take  possession  of  the  savings 
association's  books,  records  and  assets. 

(4)  Notify  in  writing,  served 
personally  or  by  regi^eced  mail  or 
telegraph,  all  persons  and  entities  that 
the  conservator  or  receiver  knows  to  be 
holding  or  in  possession  of  assets  of  the 
.savings  association,  tbat  the  conservator 
or  receiver  has  succeeded  to  all  rights, 
titles,  powers  and  privileges  of  the 
savings  associations. 

(5)  File  with  the  Corporate  Secretary 
a  statement  that  possession  was  taken, 
including  the  time  of  the  taking,  w^di 
statement  shall  be  crochisive  evidence 
thereof. 

(6)  Post  a  notice  on  the  door  of  the 
principal  and  other  offices  of  the 
savings  association  in  substantially  the 
following  form: 

(i)  For  the  appointment  of  a 
conservator 

The  (name  of  Fedaial/stats  savings 
association)  is  in  the  hands  of  (name)  as 


Conservator  under  appointment  by  the 
Director  of  tlie  Office  of  Thrift  Supervision. 

Conservator , 

Date  ■ 

'    (ii)  For  the  appointmoit  of  a  Receiver: 

(A)  During  the  period  beginning  on 
December  31, 1988  and  ending  on 
October  1,1993: 

The  (name  of  savings  asaociatioo)  is  in  the 
hands  of  the  Resolution  Trust  CorporatioB  as 
Receiver  under  appointment  by  the  Director 
of  the  Office  of  Thrift  Supervision. 

Receiver , 

Date . 

(B)  After  October  1, 1993: 

The  (name  of  savings  association)  is  in  the 
hands  of  the  Federal  Deposit  hisurance 
Corporation  as  Receiver  under  appointment 
by  the  Director  of  the  Office  of  lltfift 
Supervision. 

Receiver , 

Date . 

(7)  By  operation  of  law  and  without 
any  conveyance  or  other  instrument,  act 
or  deed,  succeed  to  the  rights,  titles, 
powers  and  privileges  of  the  savings 
association,  and  to  the  rights,  powers, 
and  privileges  of  its  stockholders, 
membws,  aocountbolders.  depositors, 
officers,  and  directors.  No  stockholder, 
member,  accountholder,  depositor, 
officer  or  director  shall  thereafter  have 
or  exercise  any  right  power,  or 
privilege,  or  act  in  connection  with  any 
of  the  savings  association's  assets  or 
property. 

§558.2    Notice  of  appolntiMnt. 

If  the  Director  of  the  OTS  appoints  a 
conservator  or  receiver  under  this  part, 
the  Corporate  Secretary  shall  mail  a 
certified  copy  of  the  OTS's  appointment 
to  the  saving  association's  address  as  it 
appears  in  the  OTS's  records,  and  notice 
of  the  appointment  shall  be  filed 
immediately  for  publication  in  the 
Federal  Register. 

PART  55»-{REMOVED] 

31.  Part  559  is  removed. 

SUBCHAPTER  O-REOULATIONS 
APPLICABLE  TO  ALL  SAVINGS 
ASSOaATIONS 

PART  561— DEFINITIONS 

32.  The  authority  citation  f(u-  part  561 
is  revised  to  read  as  fbllowr 

Authority:  12  U.S.C.  1462. 1462a.  1463, 

1464, 1467a. 

§56U    [Remove^ 

33.  Section  561.5  is  removed. 

§561.16    [Antended] 

34.  Section  561.16  is  amended  by 
removing  paragraphs  (b)  through  (e). 
and  (g),  and  by  redesignating  parajpaph 
(f)  as  paragraph  Cb). 


§561.17    [Removed] 

35.  Section  561.17  is  removed. 

§561.22   (nemevedl 

36.  Section  561.22  Is  removed. 

§561.46   IRemoved] 

37.  Section  561.46  is  removed. 

PART  56»-OPERATIONS 

38.  The  authority  citation  for  part  563 
continues  to  read  as  follows: 

Authority:  12  U.S.C  1462. 1462a,  1463, 
1464, 1467a.  1466, 1817. 1628.  3806;  42 
U.S.C  4106:  Pub.  L  102-242.  sac  306.  lOS 
Stat  2236. 2355  (1991). 

§563.7   [Amende^ 

39.  SecticMi  563.7  is  amended  by 
removing  paragraph  (d)  and 
redesignating  paragraph  (e)  as  paragraph 
(d). 

§563.24    CRamevedl 

40.  Section  563.24  is  removed. 

§56X27    lAmsnrtsdJ 

41.  Section  563.27  is  amended  by 
removbig  paragraphs  (a)  and  (bK2),  and 
by  removing  the  heading  of  paragraph 
(b)  and  the  paragraph  designations  (b) 
and  (b)(1). 

§563.29    (Removodi 

42.  Section  563.29  is  removed. 

§563.32    [Remove^ 

43.  Section  563.32  is  removed. 

§563.33    lAwendsdl 

44.  Section  563.33  is  amended  by 
removing  and  reserving  paragraph  04. 

§563,34   CRemoved) 

45.  Section  563.34  is  removed. 

§563.45    [Removed] 

46.  Section  563.45,  indtiding  Form 
AR.  is  removed. 

47.  Section  563.48  is  amended  by 
removing  from  the  first  sentence  of 
paragraph  (e)  the  phrase  "(including 
purchasing)"  and  by  adding  in  Ueu 
thereof  d»e  phrase  "(but  not  including 
purdiasing)". 

§563J0   [Removed] 

48.  Section  563.90  is  removed. 

§963J3   [Amended] 

40.  Section  563.93  is  amMided  by 
removing  the  phrase  "as  defined  in 
paragraph  (b)(13)  of  this  section"  from 
para^aphs  (bM6Xi)  and  (dXsMii).  and  by 
adding  in  lieu  thereof  the  phrase  "as 
defined  in  paragraph  (bXll)  of  this 
sectioo." 
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IS63JS    [AmwMtodl 

50.  Section  563.99  is  amended  by 
removing  and  reserving  paragraph  (d). 

fS63.131    [Removed] 

51.  Section  563.131  is  removed. 

52.  Section  563.132  is  amended  by 
revising  paragraph  (a)(l)(ii)  to  read  as 
follows: 

1563.132    SecurWee  leaved  through 


(a)  •  •  * 

(1)'  '  • 

(ii)  An  operating  subsidiary  (as 
defined  in  §  545.81(b)  of  this  chapter),  a 
service  corporation  (as  defined  in 
§  561.45  of  this  subchapter),  or  any 
other  subsidiary  of  a  state-chartered 
savings  association  not  organized  in 
compliance  with  §  545.82  of  this 
chapter,  if  any  proceeds  of  such 
securities  are  remitted  to  a  parent 
savings  association  (unless  such  a 
subsidiary  demonstrates  to  the  OTS  that 
the  purpose  for  such  an  issuance  was 
totally  for  the  subsidiary's  reasonable 
corporate  needs  based  on  reasonable 
written  projections  of  its  financing 
requirements). 
•        •        •        •        • 

fS63.192    [Removed] 

53.  Section  563.192  is  removed. 

PART  563b-CONVERSIONS  FROM 
MUTUAL  TO  STOCK  FORM 

54.  The  authority  citation  for  part 
563b  continues  to  read  as  follows: 

Authority:  12  U.S.C  1462. 1462a.  1463. 
1464. 1467a;  15  U.S.C  78c.  781.  78m.  78n. 
78w 

55.  Section  563b.3  is  amended  by 
adding  a  new  paragraph  (i)(4)(vi)  to  read 
as  follows: 


f563b.3   General  principlee  for 
eonvereione. 

(i)  Acquisition  of  the  securities  of 
converting  and  converted  savings 
associations) — *  *  * 

(4)  Exceptions.  '  *  * 

(vi)  No  application  under  paraoraph 
(i){3)(i)  of  this  section  generally  shall  be 
required  for  any  propcffied  acquisition 
that  requires  prior  approval  of.  or 
clearance  by.  the  OTS  under  12  CFR 
part  574  provided  that  the  application 
reqiiiied  to  be  filed  pursuant  to  part  574 
of  this  chapter  addresses  in  specific 
detail  how  the  proposed  transaction  will 
comply  with  the  criteria  for  approval 
under  paragraph  (i)(5)  of  this  section, 
and  the  proposed  acquisiticm  is  not 
opposed  by  the  recently  converted 
association  subject  to  paragraph  (i)(3)(i) 
of  this  section  Where,  pursuant  to  this 


paragraph  (i)(4)(vi).  no  separate 
application  under  paragraph  (i)(3)(i)  of 
this  section  is  required,  the  prohibition 
on  offers  to  acquire  equity  securities 
contained  in  paragranh  (i)(3)(i)  of  this 
section  shall  not  apply. 

PART  Seae-COMMUNITY 
REINVESTMENT 

56.  The  authority  citation  for  part 
563e  is  revised  to  read  as  follows: 

Antborily:  12  U.S.C  1462a.  1463, 1464. 
1467a.  2901  et  seq. 

|S63e.6    [Amended] 

57.  Section  563e.6  is  amended  by 
removing  the  phrase  "District  Director" 
from  the  third,  fifth,  and  sixth 
paragraphs  in  the  sample  notice,  and 
adding  in  lieu  thereof  the  phrase 
"Regional  Director". 

PART  567— CAPITAL 

58.  The  authority  citation  for  part  567 
is  revised  to  read  as  follows 

Authority:  12  U.S.C  1462. 1462a.  1463. 
1464, 1467a. 

1567.20    [Removed] 
59  Section  567.20  is  removed. 

PART  571— STATEMENTS  OF  POLICY 

60.  The  authority  citation  for  part  571 
is  revised  to  read  as  follows: 

Authority:  5  U.S.C  552,  559: 12  U.S.C 
1462a,  1463. 1464. 

IS71.1    [Removed] 
61  Section  571.1  is  removed. 

§571.3    [Removed] 

62.  Section  571.3  is  removed. 

1571.10    [Removed] 

63.  Section  571 10  is  removed. 

fS71.16    [Removed] 

64.  Section  571.16  is  removed. 

1571.17    [Removed] 

65.  Section  571.17  is  removed. 

1571.25  [Removed] 

66.  Section  571.25  is  removed. 

1571.26  [Removed] 

67.  Section  571.26  is  removed. 
SUBCHAPTER  E-[RESERVEO] 

PARTS  579  AND  580-{REMOVED] 

68.  Parts  579  and  580  are  removed 
and  subchapter  E  is  removed  and 
reserved. 

Dated:  December  2, 1992. 


By  the  Office  of  Thrift  Supervision. 
Timothy  Ryan. 
Director 

(FR  Doc  93-720  PUed  1-13-93;  8:45  am) 
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DEPARTMENT  OF  TRANSPORTATION 
Fedaral  Aviation  Admlnlatratlon 
14  CFR  Part  71 
[Airspeoe  DodMt  No.  91-AEA-25] 

Chang*  of  Oporating  Hour*  of  Control 
Zona:  Chlneotaagua  (Wallop*  l*l«nd), 
VA 

AQCNCV:  Federal  Aviation 
Administration  (FAA).  DOT 
ACnON:  Final  rule;  correction. 


SUMMARY:  This  document  contains  a 
correction  to  the  final  rule  published  in 
the  Federal  Register  on  August  25. 
1992.  The  final  rule  amended  the  name 
and  operating  hours  of  the  Chincoteague 
(Wallops  Island).  VA.  Control  Zone. 
This  correction  adds  to  the  description 
the  ceiling  height  that  was  inadvertently 
omitted. 

EFFECTIVE  DATE:  January  14. 1993. 
FOR  FURTHER  MF0RMAT10N  CONTACT. 
Mr.  Curtis  L.  Brewington.  Designated 
Airspace  Spedahst.  System 
Management  Branch.  AEA-530.  F.A.A. 
Eastern  Region.  Fitzgerald  Federal 
Building  #111.  John  F.  Kennedy 
International  Airport.  Jamaica.  New 
York  11430;  telephone:  (718)  553-0857. 
SUPPLEMENTARY  MFORMATKW: 

History 

Federal  Register  Document  92-20347, 
Airspace  Docket  No.  91-AEA-25, 
published  on  August  25. 1992  (57  FR 
38435).  revised  the  name  and  changed 
the  operating  hours  of  the  Chincoteague 
(Wallops  Island),  VA.  Control  Zone.  The 
height  of  the  Wallops  Island.  VA, 
Control  Zone  was  inadvertently  omitted 
from  the  description.  This  action 
corrects  that  error. 

Correction  to  Final  Rule 

Accordingly,  pxirsuant  to  the 
authority  delegated  to  me.  the 
publication  on  August  25. 1992  (Federal 
Register  Document  92-20347)  and  the 
description  in  FAA  Order  740O,7A 
which  is  incorporated  by  reference  in  14 
CFR  71.1.  are  corrected  as  follows: 

§71.1    [Corraeledl 

1.  On  page  38435.  columns  2  and  3. 
the  description  for  Wallops  Island.  VA. 
Control  Zone  is  corrected  to  read  as 
fbllovrs: 


AEA  VA  CZ  Wal 

NASA  Wallop 
Island.  VA  (let  3 
75»27'44"W.) 

Snow  Hill  vol 
75'27'5(rW.) 

That  airspace  ( 
surfoce  to  2,500 
radius  of  NASA 
within  1.8  miles 
MD,  VORTAC  1( 
the  4.4-mile  radi 
VOR.  This  contr 
during  the  speci: 
established  in  ac 
Airmen.  The  efft 
thereafter  be  con 
Airport/Facility 
•         •         • 

Issued  in  Jama 
22, 1992.      - 
Gary  W.  Tucker 
Manager.  Air  Trt 
IFR  Doc.  93-810 

BtLUNC  CODE  4810 


14  CFR  Part  7 
[Airspace  Docin 

Enlargement  < 
Foot  Mean  Sei 
Tranaitlon  Are 

AGENCY:  Feder 
Administratioi 
ACTION:  Final  i 


FOR  FURTHER  » 
Gene  Enstad.  / 
System  Manag 
Air  Traffic  Div 
Region,  Feden 
Administratioi 
Boulevard.  Lai 
telephone  (31C 
SUPPLEMENTAR 


•    •\ 
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Section  71.171    Designation 

•  •        •        •        • 

AEA  VA  CZ  Chincotegaue,  VA    [Removed] 

•  •        *        •        • 

AEA  VA  CZ  Wallop*  Uland,  VA  (Added) 

NASA  Wallops  Right  Facility.  Wallops 
Island.  VA  (lat  Srse'SCTN..  long. 
75"27'44'^.) 

Snow  Hill  VORTAC  (Ut.  38»03'24'T^..  long. 

js'ZT'sarv/.) 

That  airspace  extending  upward  from  the 
surface  to  2.500  feet  MSL  within  a  4.4-mile 
radius  of  NASA  Wallops  Flight  Facility  and 
within  1.8  miles  each  side  of  the  Snow  Hill. 
MD.  VORTAC  181°  radial,  extending  from 
the  4.4-mile  radius  to  2.2  miles  sou^  of  the 
VOR.  This  control  zone  shall  be  effective 
during  the  specific  dates  and  times 
established  in  advance  by  a  Notice  to 
Airmen.  The  effective  date  and  time  will 
thereafter  be  continuously  published  in  the 
Airport/Facility  Directory. 

•  •        •        •        • 

Issued  in  Jamaica,  New  York,  on  December 
22. 1992.  ^ 

Gary  W.  Tucker. 
Manager.  Air  Traffic  Division. 
(FR  Doc.  93-810  Filed  1-13-93;  8:45  ami 
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14CFRPart71 

[Airspace  Oociwt  No.  92-AWP-1«l 

Enlargement  of  the  Riverside,  CA  700 
Foot  Mean  Sea  L^vel  (MSL)  and  AI)Ove 
Transition  Area 

AGENCY:  Federal  Aviation 
Administration  (FAA).  DOT. 
action:  Final  rule. 

SUMMARY:  This  action  enlarges  the 
Riverside.  CA  700  foot  MSL  and  above 
transition  area.  This  enlargement  will 
provide  controlled  airspace  for  aircraft 
executing  a  missed  approach  for  the 
Very  High  Frequency  Omnidirectional 
Range-B  (VOR-B)  Standard  Instrument 
Approach  Procedure  (SIAP)  to  the 
Riverside  Mimicipal  Airport,  CA. 
EFFECTIVE  DATE:  0901  UTC,  April  1, 
1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
Gene  Enstad.  Airspace  Specialist, 
System  Management  Branch,  AWP-530, 
Air  Traffic  Division,  Western-Pacific 
Region.  Federal  Aviation 
Administration,  15000  Aviation 
Boulevard,  Lawndale,  California  90261, 
telephone  (310)  297-0010. 
SUPPLEMENTARY  INFORMATION: 

History 

On  September  29, 1992.  the  FAA 

proposed  to  amend  part  71  of  the 

Federal  Aviation  Regulations  (14  CFR 
part  71)  to  enlarge  the  Riverside.  CA  700 
foot  MSL  and  above  transition  area  (57 


FR  44712).  Interested  parties  vrere 
invited  to  participate  in  this  rulemaking 
proceeding  by  submitting  written 
comments  on  the  proposal  to  the  FAA. 
No  comments  were  received.  The 
coordinates  in  the  proposal  were  North 
American  Datum  27;  however,  these 
coordinates  have  been  updated  to  North 
American  Datum  83.  Transition  areas 
are  published  in  section  71.181  of  FAA 
Order  7400.7A.  dated  November  2, 
1992,  and  efiiective  November  27, 1992, 
which  is  incorporated  by  reference  in  14 
CFR  71.1.  The  transition  areas  listed  in 
this  document  will  be  published 
subsequently  in  the  Order. 

The  Rule 

This  amendment  to  part  71  of  the 
Federal  Aviation  Regulations  enlarges 
the  Riverside,  CA  transition  area.  This 
transition  area  will  provide  controlled 
airspace  for  aircraft  executing  a  missed 
approach  for  the  VOR-B  SL\P  to  the 
lUverside  Municipal  Airport.  CA.  The 
additional  700  foot  MSL  and  above 
transition  area  encompasses  about  five 
square  miles.  In  addition,  a  minor 
latitude  and  longitude  typographical 
error  in  defining  the  Riverside,  CA  700 
foot  and  above  transition  area  was  made 
in  the  Notice  of  Proposed  Rulemaking 
and  is  corrected  in  this  final  rule. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  It,  therefore,  (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034;  February  26, 1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  aRiact  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subjecta  in  14  CFR  Part  71 

Aviation  safety,  Incorporation  by 
reference,  Transition  areas. 

Adoption  of  the  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 


PART  71— DESIGNATION  OF 
FEDERAL  AIRWAYS,  AREA  LOW 
ROUTES,  CONTROLLED  AIRSPACE, 
AND  REPORTINQ  POINTS.  JET 
ROUTES.  AND  AREA  HIGH  ROUTES 

1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

Authority:  49  U.S.C  app.  1348(a).  1354(a). 
1510;  E.O.  10854.  24  FR  9565.  3  CFR,  1959- 
1963  Comp..  p.  389;  49  U.S.C  106(g);  14  CFR 
11.69. 

f71.1    (Amwtded) 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400.7A, 
Compilation  of  Regulations,  dated 
November  2. 1992,  and  effective 
November  27, 1992,  is  amended  as 
follows: 

Section  71.181    Designation  of  Transition 
Areas 

•         •         •         •         • 

AWP  CA  TA  Riverside  CA  (Revised) 
That  airspace  extending  upward  from  700 

feet  alx>ve  the  siirface  bounded  by  a  line 

beginning  at  lat  34''10'00"N,  long. 

117"'59'03'TV;  to  lat.  34»10'00^.  long. 

lirOl'03'Trt';  to  lat.  33''50'00^,  long. 

117"01'03'^;  to  lat.  33''42'30^,  long. 

116''56'33'^;  to  lat.  33*38'00^.  long. 

117»09'03'^;  to  lat  33''43'00^.  long. 

Iiri5'03*^;  to  lat  33»43'<KrN,  long. 

Iir20'03'^;  to  lat  33M2'00n>I,  long. 

117»20'03'%V;  to  lat  33'42'00^,  long. 

117''25'03'TV;  to  lat  33»39'00^.  long. 

lir25'03'TV;  to  lat  33»39'OOT>1,  long. 

lir30'03"W;  to  lat.  33*46'00^.  long. 

Iir45'03'^;  to  lat  33»56'00n^.  long. 

lir'53'03'TV;  to  lat  33'56'00^,  long. 

lir'59'03'TV,  thence  to  the  point  of 

beginning.  That  airspace  extending  upward 

&t>m  1,200  feet  above  the  surfece  t)ounded  by 

a  line  beginning  at  lat  34''30'00"N.  long. 

117''43'03"W;  thence  east  along  lat 

34''30'00T»J.  to  the  southeast  boundary  of  V- 

21,  thence  along  the  southeast  boundary  of 

V-21  to  long.  116'30'03"W,  thence  direct  to 

lat.  34''40'30^.  long.  116''29'43'^;  to  lat. 

34"'30'00>I,  long.  116»26'23"W;  to  lat 

34'16'OO'TJ.  long.  116'18'03'TV;  to  lat. 

33"'30'00'T4.  long.  116°18'03"W;  thence 

westerly  along  lat  33'30'00^,  to  long. 

117''30'03'TV;  to  lat  33»39'00"N,  long. 

117''30'03'^;  to  lat  33'46'OO'TM,  long. 

117«45'03"W;  to  lat  33''56'00~N.  long. 

117»53'03'TV;  to  Ut  33»56'00'TJ.  long. 

lir59'03'TV;  to  lat  34»10'00^.  long. 

117''59'03'^;  to  lat  34»10'00'T«J,  long. 

1 1 7°43'03'^,  thence  to  the  point  of 

beginning. 

Issued  in  Los  Angeles.  California,  on 
December  11, 1992. 
Richard  R.  Uen. 

Manager.  Air  Traffic  Division,  Western-Pacific 
Region. 

(FR  Doc.  93-885  Filed  1-13-93;  8:45  am] 
MIXMO  cooc  4ai»-<s-«i 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  AihiilnletieUon 

21  CFR  Parte  510  and  558 

Animal  Druga,  Faada,  and  Related 
ProducU;  Ctiange  of  Sponaor 

AGEMCV:  Food  and  Drug  Administration, 

HHS. 

ACnow;  Final  rule. 

SUMMARY:  The  Food  and  Drag 
Administiaticm  (FDA)  is  amending  the 
animal  drug  regulations  to  reflect  a 
change  of  sponsor  for  a  new  animal  drug 
application  (NADA)  from  Agri  Beef  Co. 
to  Blanco  Animal  Health.  A  Division  of 
Eli  Ully  and  Co. 

EFFECTIVE  OATE:  January  14, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Benjamin  Puyot.  Center  for  Veterinary 
Medicine  (HFV-130).  Food  and  Drug 
Administration.  7500  Standish  PI., 
Rockville.  MD  20855.  301-295-8646. 
SUPPLEMENTARY  tlFORMATION:  Agri  Beef 
Co.,  2201  North  20th  St.,  P.  O.  Box  47. 
Nampa.  ID  83653.  has  informed  FDA 
that  it  has  transfBired  ownership  of.  and 
all  rights  and  interests  in,  approved 
NADA  140-939  for  Monensin/Tylosin 
liquid  B  fised  to  Blanco  Animal  Health, 
A  Division  of  Eli  Lilly  and  Co.,  Lilly 
Corporate  Center.  Indianapolis.  IN 
46285.  Accordingly,  the  agency  is 
amending  the  regulations  in  21  CFR 
558.355(n(3)(ix)  to  reflect  the  change  of 
sponsor.  Also.  FDA  is  amending  the 
regulations  in  21  CFR  510.600(c)(1)  and 
(c)(2)  by  removing  Agri  Beef  Co.  because 
the  firm  is  no  longer  the  sponsor  of  any 
approved  NADA's. 

ListofSubiects 

21  CFR  Part  510 

Administrative  practice  and 
procedure.  Animal  drugs,  Labeling. 
Reporting  and  recordkeeping 
requirements. 

21  CFR  Part  558 

Animal  drugs,  Animal  feeds. 

Therefore,  under  the  Federal  Food, 
Drag,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  and  redelegated  to 
the  Center  for  Veterinary  Medicine,  21 
CFR  parts  510  and  558  are  amended  as 
follows: 

PART  S10-MEW  ANIMAL  DRUGS 

1.  The  authority  citation  for  21  CFR 
pert  510  continuee  to  read  as  follows: 

Aothority:  Sees.  201,  301,  501, 502, 503. 
512. 701. 706  of  the  Federal  Food.  Drug,  and 
Cotmetic  Act  (21  U.S.a  321, 331. 351. 352. 
353.  360b,  371, 376). 


fSIOJOO   [AnMntfadI 

2.  Section  510.600  Names,  addresses, 
and  drvg  hbeler  codes  of  sponsors  of 
approved  applications  is  amended  in 
the  table  in  paragraph  (c)(1)  bv 
removing  the  entry  "Agri  Beef  Ca"  and 
in  the  table  in  paragraph  (c)(2)  by 
removing  the  entry  "022941". 

PART  558— NEW  ANIMAL  DRUGS  FOR 
USE  IN  ANIMAL  FEEDS 

3.  The  authority  citation  for  21  CFR 
part  558  continues  to  read  as  follows: 

Amharity:  Sees.  512.  701  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C 
360b,  371). 

f  S58.355    [Amended] 

4.  Section  558.355  h4onensin  is 
amended  in  paragraph  (f)(3)(ix)  by 
removing  the  number  "022941"  and 
adding  in  its  place  "000986". 

Dated:  January  7. 1993. 
Robot  C  UvingBton, 
DiKCtor.  Office  of  New  Animal  Drug 
Evaluation.  Center  for  Veterinary  Mediciae. 
(FR  Doc.  93-603  Filed  1-13-92;  8:45  am] 
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DEPARTMENT  OF  JUSTICE 
Drug  Enforcement  Administration 

21  CFR  Part  1308 

Schedulea  of  Controlled  SulMtancea: 
Placement  of  Cattilnona  and  2> 
Difnethoxy-4-«thylamphetamlnelnto 

Schedule  I 

AGENCY:  Drag  Enforcement 
Administration,  Department  of  Jtistice. 
ACTION:  Final  rale. 


SUMMARY:  With  the  issuance  of  this  final 
rale,  the  Administrator  of  the  Drag 
Enforcement  Administration  PEA) 
places  cathinone  and  2.5-dimethoxy-4- 
ethylamphetamine  (DOET)  into 
Schedule  I  of  the  Controlled  Substances 
Act  (CSA)  (21  U.S.C.  801  et  seq.).  As  a 
result  of  this  rale,  the  regulatory 
controls  and  criminal  sanctions  of  a 
Schedule  I  substance  under  the  CSA 
will  be  applicable  to  the  manufacture, 
distribution,  and  possession  of 
cathinone  and  DOET.  This  action  is 
taken  to  enable  the  United  States  to 
meet  its  obligations  imder  the 
Convention  on  Psychotropic 
Substances. 

EFFECTIVE  DATE:  February  16, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Howard  McClain.  Jr.,  Chief,  Drug  and 
Chemical  Evaluation  Section.  Drag 
Enforcement  Administration, 
Washington.  DC  20537,  Telephone: 
(202)307-7183. 


SUPPt^MENTARY  MFORMATION:  Cathinone 
and  DOET  are  psychoactive  substances 
\thitii  are  regulatsd  under  Schedule  I  of 
the  United  Nations  Convention  on 
Psychotropic  Substances,  1971.  The 
United  States  is  a  signatory  to  that 
Convention.  The  CSA  requires  the 
Secretary  of  the  Department  of  Health 
and  Human  Services  (KIHS),  should  he 
concur  with  the  scheduling  decision  of 
the  United  Nations  Commission  on 
Narcotic  Drugs  and  should  he  determine 
that  control  measure*  under  the  CSA  are 
not  adequate  to  meet  the  requirements 
of  the  Convention,  to  recommend  to  the 
Attorney  General  that  he  initiate 
proceedings  for  scheduling  the 
substancelsee  21  U.S.C  811(d)(3)(B)]. 
By  letter  dated  July  2, 1987,  the 
Assistant  Secretary  for  Health,  acting  on 
behalf  of  the  Secretary,  recommendod  to 
the  Administrator  of  the  DEA  that  he 
initiate  scheduling  actions  under  the 
CSA  to  assure  compliance  with  the 
international  requirements.  The 
Administrator  proposed  placing 
cathinone  and  DOET  into  Schedule  I  of 
the  CSA  in  a  notice  which  was 
published  in  the  Federal  Register  (52 
FR  41736.  October  30, 1987).  In 
response  to  the  proposal,  an  individual 
requested  a  hearing  if  the  placement  of 
cathinone  and  DOTT  into  Sdiedule  I 
would  affect  his  religious  use  of  a 
number  of  psychoactive  substances. 
Because  the  comment  was  not  filed  in 
a  timely  manner  and  the  request  for  a 
hearing  was  not  made  in  accordance 
with  the  procedures  set  forth  in  21  CFR 
1308.45,  the  request  was  denied. 
The  Administrator,  by  letter  of 
December  13, 1988,  requested  a 
scientific  and  medical  evaluation  of  the 
Assistant  Secretary  for  Health  Isee  21 
U.S.C.  811(b)l.  The  Assistant  Secretary 
responded  by  letter  of  November  5, 1992 
and  recommended  that  cathinone  and 
DOET  be  placed  into  Schedule  I. 
Enclosed  with  the  letter  were 
documents  which  were  entitled  "Basis 
for  the  Recommendation  for  Control  of 
Cathinone  into  Schedule  I  of  the 
Controlled  Substances  Act"  and  "Basis 
for  the  Recommendation  for  Control  of 
2.5-Dimethoxy-4-ethylamphetamine 
(DOET)  into  Schedule  I  of  the 
Controlled  Substances  Act".  Each 
document  presented  an  evaluation  and 
scheduling  recommendation  which 
were  based  on  a  review  of  the  factors 
which  the  CSA  requires  the  Attorney 
General  and  the  Secretary  to  consider 
[see  21  U.S.C.  811(c)l.  The  Assistant 
Secretary  found  that  because 
cathinone's  abuse  potential  is  similar  to 
those  of  the  stimulants,  amphetamine 
and  methamphetamine,  both  of  which 
have  high  potentials  for  abuse  and  are 
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controlled  in  Schedule  II  of  the  CSA, 
and  because  cathinone  has  not  been 
accepted  for  medical  use  in  treatment  in 
the  United  States,  cathinone  should  be 
controlled  in  Schedule  L  In  relation  to 
EXDET,  the  Assistant  Secretary  found 
that  because  its  abuse  potential  is 
similar  to  that  of  the  hallucinogens, 
mescaline,  2,5-dimethoxy-4- 
methylamphetamine  and  2,5- 
dimethoxyamphetamine  all  of  which  are 
controlled  in  Schedule  I  of  the  CSA,  2,5- 
dimethoxy-4-ethylamphetamine  POET) 
should  be  controlled  similarly  in 
Schedule  I. 

Cathinone  is  the  major  psychoactive 
component  of  the  plant  Qitha  edulis 
(khat).  The  yoimg  leaves  of  khat  are 
chewed  for  a  stimulant  effect. 
Enactment  of  this  rule  results  in  the 
placement  of  any  material  which 
contains  cathinone  into  Schedule  I. 
When  khat  contains  cathinone,  khat  is 
a  Schedule  I  substance.  During  either 
the  maturation  or  the  decomposition  of 
the  plant  material,  cathinone  is 
converted  to  cathine,  a  Schedule  IV 
substance.  In  a  previously  pubUshed 
final  rule,  the  Administrator  stated  that 
khat  will  be  subject  to  the  same 
Schedule  IV  controls  as  cathine.  (see  53 
FR  17459,  May  17, 1988).  When  khat 
does  not  contain  cathinone,  but  does 
contain  cathine.  khat  is  a  Schedule  IV 
substance. 

While  the  clandestine  synthesis  of 
cathinone  has  not  been  encoimtered  by 
the  DEA,  the  illicit  synthesis  of  the 
methyl  analog,  methcathinone,  has  been 
encountered  at  twelve  clandestine 
laboratories.  Methcathinone  was  placed 
into  Schedule  I  on  May  1, 1992 
pursuant  to  21  U.S.C  811(h)  (see  57  FR 
18825,  May  1, 1992).  In  January  1992, 
the  DEA  encountered  a  clandestine 
laboratory  which  had  manufactured 
DOET. 

Based  on  the  information  gathered 
and  reviewed  by  the  DEA,  DHHS  and 
the  recommendation  of  the  Assistant 
Secretary  for  Health,  the  Administrator 
of  the  DEA,  pursuant  to  the  provisions 
of  21  U.S.C  811(a),  finds  that: 

(A)  Cathinone  and  DOET  each  have  a 
high  potential  for  abuse. 

CB)  Cathinone  and  DOET  have  no 
currently  accepted  medical  use  in 
treatment  in  the  United  States. 

(C)  There  is  a  lack  of  accepted  safety 
for  use  of  cathinone  or  DOET  under 
medical  supervision. 

The  above  findings  are  consistent 
with  placement  of  cathinone  and  DOET 
mto  Schedule  I  of  the  CSA. 

Regulations  that  are  effective  on  and 
after  February  16, 1993,  and  imposed  on 
cathinone  and  DOET  are  as  follows: 

1.  Registration.  Any  person  who 
manufactures,  distributes.  deUvers, 


imports  or  exports  cathinone  or  DOET 
or  who  engages  in  research  or  conducts 
instructionalactivities  with  respect  to 
these  substances,  or  who  proposes  to 
engage  in  such  activities,  must  be 
registered  to  conduct  such  activities  in 
accordance  with  parts  1301  and  1311  of 
title  21  of  the  Code  of  Federal 
Regulations. 

2.  Security.  Cathinone  and  DOET 
must  be  manufactured,  distributed  and 
stored  in  accordance  with  §§  1301.71- 
1301.76  of  title  21  of  the  Code  of  Federal 
Regulations. 

3  Labeling  and  packaging.  All  labels 
and  labeling  for  commercial  containers 
of  cathinone  and  DOET  must  comply 
with  the  requirements  of  §§  1302.03- 
1302.05, 1302.07  and  1302.08  of  title  21 
of  the  Code  of  Federal  Regulations. 

4.  Quotas.  All  persons  required  to 
obtain  quotas  for  cathinone  or  DOET 
shall  submit  applications  pursuant  to 
§§  1303.12  and  1303.22  of  title  21  of  the 
Code  of  Federal  Regulations. 

5.  Inventory.  Every  registrant  required 
to  keep  records  and  who  possesses  any 
quantity  of  cathinone  or  DOET  shall 
take  an  inventory  piusuant  to 
§§1304.11-1304.19  of  title  21  of  the 
Code  of  Federal  Regulations  of  all  stocks 
of  these  substances  on  hand. 

6.  Records.  All  registrants  required  to 
keep  records  pursuant  to  §§  1304.21- 
1304.27  of  title  21  of  the  Code  of  Federal 
Regulations  shall  maintain  such  records 
on  cathinone  and  DOET. 

7.  Reports.  All  registrants  required  to 
submit  reports  pursuant  to  §§  1304.34- 
1304.37  of  title  21  of  the  Code  of  Federal 
Regulations  shall  do  so  regarding 
caUiinone  and  DOET. 

8.  Order  Forms.  All  registrants 
involved  in  the  distribution  of 
cathinone  or  DOET  must  comply  with 
the  order  form  requirements  of 
§§1305.01-1305.16. 

9.  Importation  and  Exportation.  All 
importation  and  exportation  of 
cathinone  or  DOET  shall  be  in 
compliance  with  part  1312  of  title  21  of 
the  Code  of  Federal  Regulations. 

10.  Criminal  Liability.  Any  activity 
with  respect  to  cathinone  or  DOET  not 
authorized  by,  or  in  violation  of,  the 
CSA  or  the  Controlled  Substances 
Import  and  Export  Act  shall  be 
unlawful. 

Pursuant  to  5  U.S.C.  605(b),  the 
Administrator  certifies  that  the 
placement  of  cathinone  and  DOET  into 
Sdiedule  I  will  have  no  impact  upon 
small  biisinesses  or  other  entities  \yhose 
interests  must  be  considered  under  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354).  This  drug  control  action  relates  to 
the  control  of  substances  that  have  no 
legitimate  use  or  manufacturer  in  the 
United  States. 


This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  E.0. 12612,  and  it 
has  been  determined  that  this  matter 
does  not  have  sufficient  federalism 
implications  to  require  the  preparation 
of  a  FederaUsm  Assessment. 

In  accordance  with  the  provisions  of 
21  U.S.C.  811(d),  this  scheduling  action 
is  a  formal  rulemaking  that  is  required 
by  United  States  obligations  under  an 
international  convention,  namely  the 
Convention  on  Psychotropic 
Substances.  1971.  Such  formal 
proceedings  are  conducted  pursuant  to 
the  provisions  of  5  U.S.C.  556  and  557 
and,  as  such,  have  been  exempted  from 
the  consultation  requirements  of 
Executive  Order  12291  (46  FR  13193). 
Accordingly,  this  action  is  not  subject  to 
those  provisions  of  E.0. 12778  which 
are  contingent  upon  review  by  OMB. 
Nevertheless,  the  Administrator  has 
determined  that  this  is  not  a  "major 
rule,"  as  that  term  is  used  in  E.0. 12291, 
and  that  it  would  otherwise  meet  the 
applicable  standards  of  sections  2(a)  and 
2(b)(2)  of  E.0. 12778. 

List  of  SubjecU  in  21  CFR  Fait  1308 

Administrative  practice  and 
procedure.  Drug  traffic  control, 
Narcotics,  Prescription  drugs. 

Based  upon  the  notification  of  the 
Secretary-General  of  the  United  Nations 
and  in  accordance  with  the 
recommendations  of  the  Assistant 
Secretary  for  Health  of  the  Department 
of  Health  and  Human  Services  and 
under  the  authority  vested  in  the 
AUomey  General  by  21  U.S.C.  811(a) 
and  delegated  to  the  Administrator  by 
the  regulations  of  the  Department  of 
Justice  (28  CFR  0.100),  the 
Administrator  hereby  amends  21  CFR 
part  1308  as  follows: 

PART  130»-SCHEDULES  OF 
CONTROLLED  SUBSTANCES 

1.  The  authority  citation  for  21  CFR 
part  1308  continues  to  read  as  follows: 

Autfaority:  21  U.S.C.  811. 812, 871(b) 
unless  otherwise  noted. 

2.  Section  1308.11  is  amended  by 
redesignating  existing  paragraphs  (d)(3) 
through  (d)(28)  as  (d)(4)  through  (d)(29) 
and  adding  new  paragraph  (d)(3)  to  read 

"as  follows: 


f1308.11    SchMMeL 

(d)  '  •  • 

(3)  2,5-diinethoxy-4-«diylamphet- 

amine ...^........m.mmm......... 7399 

Some  trade  or  other  names:  DOET 
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3.  Section  1308.11  is  amended  by 
redesignating  paragraphs  (f)(1)  through 
(f)(4)  as  (f)(2)  through  (fM5)  and  adding 
paragraph  (f)(1)  to  read  as  follows: 

|iaOt.11    Schedule  L 

•        •        •        •        • 

(C  •  •  * 

(1)  cathinone ~~ 1235 

Some  trade  or  other  names:  2-amino-l* 
phenyI-1-propanone,  alpha- 
aminopropiophenone,  2- 
aminopropiophenone,  and 
norephedrone. 

Dated:  January  7. 1993. 
Robot  C  BooiMr, 
Administrator  of  Drug  Enforcement. 
IFR  Doc  93-877  Filed  1-13-93;  8.45  on] 
■UMQ  COM  Mte-M-M 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

omea  of  tha  Aaalatant  Sacratary  for 
Public  and  Indian  Houaing 

24CFRPM1990 

[Docket  No.  N-93-3S60:  FR  30M-N-04] 

Low-lncofna  Public  Houaing— Pro)act- 
Baaad  Accounting 

AGDiCY:  Office  of  the  Assistant 
Secretary  for  Public  and  Indian 
Housing.  HUD. 

action:  Request  for  comment  on 
estimated  reporting  and  recordkeeping 
burden. ^ 

summary:  This  request  for  public 
comment  is  related  to  the  final  rule  on 
project-based  accounting  for  low- 
income  public  housing  that  was 
published  on  December  23, 1992.  It 
deals  with  the  subject  of  the  burden  of 
information  collections  contained  in 
that  rule.  The  Department  has  not 
changed  the  burden  estimate,  but  it  is 
inviting  further  comment  firom  the 
public. 

DATES:  Comments  are  now  being 
accepted  by  0MB  and  HUD. 
ADDRESSES:  Interested  persons  are 
invited  to  respond  to  this  notice  by 
sending  comments  on  the  reporting  and 
recordkeeping  burden  of  the  project- 
based  accounting  requirement,  in 
accordarce  with  24  CFR  part  990, 
subpart  C,  to  both  of  the  following 
persons:  HUD  Rules  Docket  Qerk.  room 
10276,  Office  of  General  Counsel, 
Department  of  Housing  and 
Development,  451  Seventh  Street  SW.. 
Washington.  DC  20410-0500;  and  HUD 
Desk  Officer,  Office  of  Information  and 
Regulatory  Affairs,  Office  of 


Management  and  Budget,  725 
Seventeenth  Street  NW.,  Washington, 
DC  20503.  Communications  should  refer 
to  the  above  docket  number  and  title.  A 
copy  of  each  commimication  submitted 
will  be  available  for  inspection  and 
copying  during  regular  business  houra 
(7:30  a.m.-5:30  p.m.  Eastern  Time)  at 
the  Seventh  Street  address. 
FOR  FURTHER  INFORMATION  CONTACT. 
Mr.  John  T.  Comerford,  Director. 
Financial  Management  DivisioD,  Office 
of  Management  Operations,  Public  and 
Indian  Housing,  room  4212.  U.S. 
Department  of  Housing  and  Urban 
Development.  451  Seventh  Street  SW., 
Washington.  DC  20410.  telephone  (202) 
708-1872  (voice)  or  (202)  708-0850 
(TDD).  (These  telephone  numbers  are 
not  toll-free.) 

SUPPLEMENTARY  tlFORMATION:  In  the 
final  rule,  published  on  December  23, 
1992  (57  FR  61226),  adding  a  subpart  C 
to  24  CFR  part  990,  the  Department 
mentioned  that  the  estimated  reporting 
and  recordkeeping  burden  had  been 
challenged  by  commenters.  This  Notice 
explains  why  the  Department  has  not 
changed  the  burden  estimate,  while 
inviting  further  comment  from  the 
pubUc. 

Numerous  objections  were  raised  by 
conunenters  in  response  to  the 
estimated  reporting  and  recordkeeping 
burden  of  1 V*  hours  per  PHA  for 
providing  year-end  information  by 
project.  Commenters  argued  that 
project-based  accounting  (PBA)  would 
increase  staff  hours  tremendously, 
require  computer  hardware  and 
software  redesign,  staff  training  time, 
additional  staff  for  handling  accotinting 
and  reporting  detail,  increase 
accounting  and  auditing  fees,  and 
require  the  hiring  of  consultants. 

The  respondents  who  raised 
objections  to  the  estimate  of  burden 
hours,  in  HUD's  view,  have 
misinterpreted  the  extent  of  the 
intended  impact  of  project-based 
accounting  on  the  PHA  accounting 
system.  For  example,  respondents 
assumed  that  the  PBA  requirement 
imposed  a  mandatory  framework  of 
accounting  or  reporting  that  would 
require  extensive  revision  of  their 
existing  accounting  systems;  that 
separate  operatingbudgets  and/or  HUD 
reporting  forms  would  have  to  be 
prepared  and  submitted  by  project;  that 
separate  General  Ledgers  would  have  to 
be  maintained  by  project;  that  PBA 
meant  the  assignment  of  specific  staff  to 
individual  projects  which  would  either 
require  the  hiring  of  additional  staff  or 
resuh  in  idle  time  for  existing  staff;  that 
operating  subsidy  and  operating 


reserves  would  have  to  be  calculated 
and  maintained  by  project. 

On  the  other  haind.  tne  estimate  of 
burden  hours  was  based  on  the 
assxunption  by  the  Department  that 
many  PHAs,  particularly  larger  PHAs. 
have  existing  systems  in  place  that 
provide  for  tiie  accumulation  and 
allocation  of  resoiiroes  by  management 
area;  that  little,  if  any.  modification  of 
existing  systems  would  be  required  in 
order  to  further  identify  consolidated 
income/expense  categories  by  project  or 
cost  center;  that  the  only  continuing 
additional  time  would  be  in  the 
preparation  of  the  required  year-end 
information  reports  for  the  Board.  The 
elimination  in  the  final  rule  of  the 
requirement  to  allocate  indirect  income/ 
expense  among  projects/cost  centers 
further  ensiires  tnat  the  impact  on 
existing  accounting  systems  will  be 
minimal,  even  for  smaller  PHAs. 
Therefore,  the  Department  did  not 
change  the  number  of  estimated  burden 
hours  because  we  believe  that,  on  the 
average,  the  ongoing  additional  time 
required  by  the  PHA  will  be  limited  to 
preparing  the  annual  project/cost  center 
reports  for  distribution  to  the  Board. 

The  Office  of  Management  and  Budget 
is  currently  reviewing  the  reporting  and 
recordkeeping  burden  imposed  by  the 
rule  and  would  welcome  additional 
comments  concerning  the  new 
requirements  by  housing  authorities, 
and  entities  that  work  with  them,  that 
have  had  experience  with  these  new 
requirements.  HUD  plans  to  re-examine 
the  burden  estimates  after  the  new  PBA 
requirement  is  operational,  and. 
therefore,  also  welcomes  comments 
concerning  the  burden  experienced  by 
housing  authorities,  especially  specific 
descriptions  of  the  steps  taken  by  the 
housing  authorities,  the  type  of  staff  or 
consultant  employed  for  the  task,  and 
the  time  actuaUy  taken  by  each  type  of 
staff  member  to  implement  the 
requirements  for  each  project  or  cost 
center. 

Dated:  January  5. 1993. 
Grady  J.  Norris, 

Assistant  General  Counsel  for  Regulations. 
(FR  Doc.  93-945  Hied  1-13-93;  8:45  am] 
BHJJNO  coot  4tia-aMi 


PENSION  BENEFIT  GUARANTY 
CORPORATION 

29  CFR  Part  2602 

Ethical  Conduct  of  Employaaa 

AGENCY:  Pension  Benefit  Guaranty 

Corporation. 

ACTKW:  Final  rule. 


«nn4     /    1>..1<.«    an<l  'DamilaHnne 
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SUMMARY:  The  Pension  Benefit  Guaranty 
Corporation  ('TBGC")  is  repealing 
provisions  of  its  regulations  on  the 
ethical  conduct  of  employees  (part  2602. 
sdbpait  A).  Most  of  the  repealed 
provisions  are  superseded  by  Office  of 
Government  Ethics  ("OGF*)  rules 
establishing  uniform  standards  of 
conduct  and  financial  disclosiue 
requirements  for  executive  branch 
employees.  PBGC,  in  accordance  with 
OGE  guidance,  is  not  repealing 
provisions  of  the  regulations  concerning 
clearance  to  engage  in  certain  outside 
activities. 

EFFECTIVE  DATE:  The  removal  of 
§  2602.20  through  2602.32  is  effective 
October  5, 1992.  All  other  amendments 
are  effective  February  3, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Holli  Beckerman  Jaffe.  Attorney,  Office 
of  the  General  Counsel  (Code  22500). 
Pension  Benefit  Guaranty  Corporation. 
2020  K  Street.  NW..  Washington,  DC 
20006;  202-778-8864  (202-778-1958 
forTTY  and  TDD).  These  are  not  toll- 
free  numbers. 

SUPPLEMENTARY  INFORMATION:  In  1977. 
the  Pension  Benefit  Guaranty 
Corporation  ("PBGC")  issued  part  2602 
of  the  regulations  (29  CFR  part  2602, 42 
PR  43066),  now  designated  as  Subpart  A 
(57  FR  45713.  October  5, 1992), 
primarily  pursuant  to  Executive  Order 
11222  (30  FR  6469)  and  regulations 
issued  by  the  Qvil  Service  Commission 
(5  CFR  735.104,  33  FR  12487).  Executive 
Order  12674  (April  12, 1989).  as 
modified  by  Executive  Oder  12731 
(October  17. 1990).  revoked  Executive 
Order  11222  (section  501(a))  and 
directed  the  Office  of  Government 
Ethics  C'OGE")  to  "establish  a  single, 
comprehensive,  and  clear  set  of 
executive-branch  standards  of  conduct 
that  shall  be  objective,  reasonable,  and 
enforceable"  (section  201): 

OGE  has  now  issued  5  CFR  part  2635, 
Standards  of  Ethical  Conduct  for 
Employees  of  the  Executive  Branch  (57 
FR  35006,  August  7, 1992).  These 
standards  of  conduct,  when  they 
become  effective  on  February  3, 1993, 
supersede  agency  regulations 
promulgated  pursuant  to  5  CFR  part  735 
and  authorize  agencies  to  issue  (jointly 
with  OGE)  "supplemental  agency 
regulations  whidi  the  agency 
determines  are  necessary  and 
appropriate,  in  view  of  its  programs  and 
operations,  to  fulfill  the  purposes"  of 
part  2635  (§  2635.105(a).  57  FR  35043). 
Part  2635  does  not  supersede  and  its 
requirements  for  supplemental  agency 
regulations  do  not  apply  to  regulations 
that  an  agency  has  authority, 
independent  of  part  2635,  to  issue 
(§  2635.105(c)(3),  57  FR  35044). 


The  PBGC  is  amending  part  2602  by 
repealing  provisions  of  suopart  A  that 
will  be  superseded  v/haaJOCE't 
regulations  take  effect  (February  3. 
1993)  (removal  of  §§  2602.3(c)  (2)  and 
(3),  2602.4  through  2602.7,  2602.8  (a) 
through  (c).  2602.9  (a)(2)  through  (c). 
2602.10  through  2602.13.  and  2602.17 
throu^  2602.19  of  the  regulations).  The 
PBGC  is  considering  regulations  that 
will  supplement  subpart  H  of  part  2635 
(Outside  Activities)  (57  FR  35061-66) 
by  requiring  employees  to  obtain  prior 
approval  of  certain  outside  activities. 
Hence,  it  is  not  removing  paragraphs  (d) 
and  (e)  of  §  2602.8  (Outside  employment 
and  other  activity)  of  the  regulations.  As 
permitted  by  §2635.803  (Prior  approval 
for  outside  employment  and  activities) 
(57  FR  35062).  the  above-listed 
paragraphs  of  the  PBGC's  regulation  will 
remain  in  effect  for  one  year  after  the 
effective  date  of  OGE's  final  rule 
(February  3, 1993)  or  until  the  issuance 
of  PBGC  supplemental  agency 
regulations,  whichever  occurs  first  The 
PBGC  is  removing  paragraph  (a)(1)  of 
§  2602.9  (Financial  interests)  of  the 
regulations.  However,  the  PBGC  will  be 
considering  whether  to  issue 
supplemental  agency  regulations 
addressing  the  holding  and  acquiring  of 
^edfic  financial  interests,  as  provided 
in  paragraph  (a)  of  §  2635.403 
(Prohibited  financial  interests)  of  OGE's 
regulations  (57  FR  35053).  The  PBGC 
will  issue  any  supplemental  regulations 
with  OGE  in  a  separate  rulemaking. 

In  addition,  although  part  2635  does 
not  supersede  all  provisions  of  §  2602.3 
(Counseling  service)  of  the  regulations, 
the  PBGC  is  removing  the  entire  section 
as  unnecessary  because  the  information 
and  instructions  contained  therein 
regarding  the  ethnics  counseling  service 
will  be  (Sstributed  to  its  employees 
pursuant  to  OGE's  final  rule  establishing 
new  subpart  G  of  5  CFR  part  2638, 
Executive  Agency  Ethics  Training 
Programs  (57  FR  11886.  April  7. 1992). 
Section  2602.3  will  therefore  be 
superfiuous. 

The  PBGC  also  is  removing  §  2602.16 
of  the  regulations  as  unnecessary.  This 
section  addresses  political  activities  that 
are  permitted  and  prohibited  under 
federal  law,  summarizing  applicable 
requirements  that  appear  in  federal 
statutes  and  r^ulations.  The  PBGC  has 
not  prohibited  or  limited  employee 
participation  in  any  activity  that  is 
permitted  under  5  CFR  733.111(a),  the 
Office  of  Personnel  Management's 
("OPM's")  regulation  on  permissible 
activities  [e.g.,  displaying  a  political 
pictiue,  sticker,  badge,  or  button). 

OGE  also  has  issued  5  CFR  part  2634, 
Financial  Disclosure,  Qualified  Trusts, 
and  Certificates  of  Divestiture  For 


Executive  Branch  Employees  (57  FR 
11800,  April  7, 1992).  EOsctive  October 
5, 1992.  these  regulations  superseded 
the  current  executive  brandi 
confidential  reporting  regulation  at  5 
CFR  part  735.  subpart  D  and  §  735.106 
and  agencies'  implementing  regulations. 
Therefore,  the  PBGC  is  further 
amending  part  2602  by  removing 
§§2602.20  through  2602.32  (Statement 
of  Employment  and  Financial  Interests) 
of  the  regulations  and  appendix  A 
(Identification  of  PositioDS  the 
Incumbents  of  Which  File  Financial 
Statements)  thereto. 

The  PBGC  has  concluded  that  with 
the  removal  of  the  provisions  discussed 
above,  §§  2602.1  (Purpose  and  scope) 
and  2602.2  (Definitions)  of  the 
regulations  no  longer  are  necessary. 
Therefore,  it  also  is  removing  these 
sections. 

Sections  2602.14  (Gambling,  betting, 
and  lotteries)  2602.15  (General  conduct 
prejudicial  to  the  Government)  of  the 
regulations  are  not  superseded  by  part 
2635  or  any  other  OGE  regulation. 
However,  pursuant  to  Executive  Order 
12674,  0PM  has  issued  a  final  rule  to 
complement  part  2635  by  establishing 
executive  branch-%vide  standards  in 
these  areas  that  will  be  enforceable  by 
the  employing  agency  (57  FR  57433. 
November  30, 1992).  Accordingly,  the 
PBGC  is  removing  §§  2602.14  and 
2602.15. 

This  rule  relates  to  agency 
management  and  personnel  (5  U.S.C. 
553(a)(2]).  As  such,  the  notice  of 
proposed  rulemaking  and  delayed 
effective  date  requirements  of  the 
Administrative  Procedure  Act  do  not 
apply  (5  U.S.C  553  (b)  and  (d)). 

List  of  Subjects  in  29  CFR  Part  2602 

Conflict  of  interests.  Government 
employees.  Penalties,  Political  activities 
(Government  employees).  Production 
and  disclosure  of  information, 
Testimony. 

For  the  reasons  set  forth  above,  29 
CFR  part  2602  is  amended  as  follows: 

PART  2602— (AMENDED] 

1.  The  authority  citation  for  Part  2602 
is  revised  to  read  aa  follows: 

Authority:  29  U.S.C  1302(b):  E.0. 11222. 
30  FR  6469:  5  CFR  735.104. 

SubfMTt  A  Of  Part  2602— (AmMKted] 

2.  Subpart  A  of  part  2602  is  amended 
by  removing  the  undesignated  center 
heading  "General",  §§2602.1  through 
2602.5.  the  undesignated  center  heeding 
"Standards  of  Conduct",  §§  2602.6  and 
2602.7,  paragraphs  (a)  through  (c)  of 

§  2602.8,  and  §§  2602.9  through 
2602.19. 
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3.  Subpart  A  of  part  2602  is  further 
amended  by  removing  the  imdssignated 
center  heading  "SUtements  of 
Employment  and  Financial  Interests", 
§§  2602.20  through  2602.32  and 
appendix  A. 

Issued  in  Washington.  DC  this  8th  day  of 
January.  1993. 
|aaMaB.Lockhai1III. 

Executive  Director.  Pension  Benefit  Guaranty 
Corporation. 

(FR  Dot  93-730  Filed  1-13-93;  8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

30  CFR  Part  913 

Illinois  Abandoned  Mine  Land 
ReclamiAon  f*lan 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Interior. 

ACnON:  Final  rule;  approval  of 

amendment. 


SUMMARY:  OSM  is  announcing  the 
approval  of  a  proposed  amendment  to 
the  Illinois  Abandoned  Mine  Land 
Reclamation  Flan  (hereinafter  referred 
to  as  the  Illinois  AMLR  Plan)  under  the 
Surface  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA). 
Public  Law  95-87.  30  U.S.C.  1231  et 
sea.,  as  amended. 

The  amendment  pertains  to  changes 
to  SMOIA  made  by  the  Abandoned 
Mine  Land  (AML)  Reclamation  Act  of 
1990.  Public  Law  101-508,  which  was 
enacted  November  5. 1990.  The 
amendment  is  intended  to  revise  the 
Illinois  AMLR  Plan  to  address  the 
changes  to  SMCRA. 
EFFECTIVE  DATE:  January  14. 1993. 
FOn  FURTHER  MFORMATION  CONTACT: 
Mr.  James  F.  Fulton,  Director.  Office  of 
Surface  Mining  Reclamation  and 
Enforcement.  Springfield  Field  Office. 
511  West  Capitol,  suite  202.  Springfield. 
Illinois  62704,  Telephone  (217)  492- 
4495. 
SUPPI.EMENTARY  MFORMATION: 

I.  Background  on  the  Illinois  Program. 

II.  Submission  of  Amendment. 
UI.  Diractor's  Findings. 

IV.  Summary  and  Disposition  of  Comments. 

V.  Director's  Decision. 

VI.  Procedural  Determinations. 

I.  Backgroand  on  the  Illinois  Program 

Title  IV  of  SMCRA  established  an 
Abandoned  Mine  Land  Reclamation 
(AMLR)  program  for  the  purposes  of 
reclaiming  and  restoring  lands  and 


water  resources  adversely  affected  bv 
past  mining.  This  program  is  funded  by 
a  reclamation  fee  imposed  upon  the 
production  of  coal.  As  enacted  in  1977, 
loads  and  waters  eUgible  for 
reclamation  were  those  that  were  mined 
or  affected  by  mining  and  abandoned  or 
left  in  an  inadequate  reclamation  status 
prior  to  August  3, 1977,  and  for  which 
there  was  no  continuing  reclamation 
responsibiUty  under  State  or  Federal 
law.  The  AML  Reclamation  Act  of  1990, 
(Pub.  L.  101-508.  title  IV,  subtiUe  A, 
Nov.  5, 1990.  enacted  Nov.  5. 1990) 
amended  SMCRA,  30  U.S.C.  1231  et 
seq..  to  provide  changes  in  the  eligibility 
of  project  sites  fw  AML  expenditures. 
Title  IV  of  SMCRA  now  provides  for 
reclamation  of  certain  mine  sites  where 
the  mining  occurred  after  August  3. 
1977.  These  include  interim  program 
sites  where  bond  forfeiture  proceeds 
were  insufficient  for  adequate 
reclamation  and  sites  affected  any  time 
between  August  4. 1977,  and  November 
5, 1990,  for  which  there  were 
insufficient  funds  for  adequate 
reclamation  due  to  the  insolvency  of  the 
Iwnd  surety.  Title  IV  provides  that  a 
state  with  an  approved  AMLR  program 
has  the  responsihility  and  primary 
authority  to  implement  the  program. 

The  Secretary  of  the  Intenor  approved 
tiie  Illinois  AMLR  Plan  on  June  1. 1982. 
Information  pertinent  to  the  general 
background  of  the  Illinois  AMLR  Plan 
submission,  as  well  as  the  Secretary's 
findings  and  the  disposition  of 
comments  can  be  found  in  the  June  1, 
1982.  Federal  Reguter  (47  FR  23886). 
Subsequent  actions  concerning  plan 
amendments  are  identified  at  30  CFR 

913.25. 

The  Secretary  adopted  regulations  at 
30  CFR  part  884  that  specify  the  content 
requirements  of  a  State  reclamation  plan 
and  the  criteria  for  plan  approval.  The 
regulations  provide  that  a  State  may 
submit  to  the  Director  proposed 
amendments  or  revisions  to  the 
approved  reclamation  plan.  If  the 
amendments  or  revisions  change  the 
scope  followed  by  the  State  in  the 
conduct  of  its  reclamation  program,  the 
Director  must  follow  the  procedure  set 
forth  in  30  CFR  884.14  in  approving  or 
disapproving  an  amendment  or  revision. 

II.  Submission  of  Amendment 

By  letter  dated  August  13, 1992 
(AdminisUative  Record  No.  IL-400- 
AML),  the  Illinois  Abandoned  Mined 
Lands  Reclamation  Council  (Council) 
submitted  to  OSM  a  proposed 
amendment  to  the  Illinois  AMLR  Plan 
on  its  own  initiative,  as  provided  for  by 
30  CFR  884.15.  The  proposed 
amendment  consists  of  revisions  to  the 
Illinois  Abandoned  Mined  Lands  and 


Water  Reclamation  Act  (State  Act).  111. 
Rev.  Stet.  ch.  96Vi.  par.  8001.01- 
8003.08.  The  proposed  revisions  will  be 
enacted  through  Illinois  House  Bill 
3773.  which  passed  both  chambers  of 
the  Illinois  General  Assembly  and  was 
signed  into  law  by  the  Governor  of 
Illinois  on  September  1. 1992. 
Specifically,  the  State  Act  is  revised  by 
changing  section  l.OS—Oefinitions,  and 
adding  new  section  2.13 — ^Interim 
Program  and  Insolvent  Surety  Sites. 

OSM  announced  receipt  of  the 
proposed  amendment  in  the  October  28. 
1992^  Federal  Register  (57  FR  48757) 
and  in  the  same  notice  opened  the 
pubUc  conmient  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment 
The  public  comment  period  ended  on 
November  27, 1992. 

m.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
part  884,  are  the  Director's  findings 
concerning  the  proposed  amendment  to 
the  Illinois  plan.  Any  minor  revisions 
not  specifically  discussed  below  are 
found  to  be  no  less  stringent  than 
SMCRA  and  no  less  effective  than  the 
Federal  regulations. 

The  legal  opinion  of  the  chief  legal 
officer  of  the  Council  submitted  by  letter 
dated  October  19, 1992.  states  that  the 
proposed  amendment  provides  the  State 
with  all  necessary  legal  power  and 
authority  to  accomplish  reclamation  of 
insolvent  surety  and/or  interim  program 
sites  in  accordance  with  tiUe  IV  of 
SMCRA  (Administrative  Record  No.  IL- 
412-AML).  Therefore,  the  Director  finds 
in  accordance  with  30  CFR  884.14(a)(3) 
that  Illinois  has  the  necessary  legal 
authority  to  carry  out  the  provisions  of 
this  proposed  amendment. 

1.  Section  1.03— Definitions 

Illinois  is  revising  section  1.03  of  the 
State  Act  to  add  the  following  language 
to  the  definition  of  "abandoned  lands": 

"Abandoned  lands  also  means,  in  the 
appropriate  context,  lands  and  waters 
eligible  for  reclamation  under  section 
2.11  (Non-coal  Reclamation)  and  section 
2.13  (Interim  Program  and  Insolvent 
Surety  Sites)  of  this  Act."  The  general 
Federal  counterpart  to  Illinois' 
definition  of  "abandoned  lands"  is 
section  404  of  SMCRA.  The  Director 
finds  the  proposed  revision  at  section 
1.03(1)  to  be  consistent  with  the 
amendments  to  SMCRA  added  as  a 
result  of  the  AML  Reclamation  Act  of 
1990. 
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2.  Section  2,13— Interim  Program  and 
Insolvent  Surety  Sites 

I  niinoif  is  adding  Mctkm  2.13  to  the 
State  Act  to  include  thoae  poat-1977 
abandoned  mine  lands  and  water*  made 
eligible  far  radametion  fay  title  IV  of 
SMCRA  as  amended  by  Ae  AKOL 
Reclamation  Act  of  1990.  The  new 
secticMi  authorixes  end  empowers  the 
Council  to  enter  and  perfacm 
reclamation  or  drainage  abatament  on 
the  eligible  lands  and  waters  within 
unreclaimed  sites  that  were  mined  far 
coal  or  were  affected  by  such  mining. 
wastebanks,  coal  procMsing,  or  other 
coal  mining  processes  and  left  in  an 
inadequate  reclamation  status  after 
August  3, 1977,  if:  (1)  The  surfaoe  coal 
mining  o{>eration  occurred  during  the 
period  beginning  August  4, 1977,  and 
ending  on  June  1, 1982,  and  any  funds 
for  reclamation  or  abatement  which  are 
available  firom  any  soiirce  are  not 
sufficient  to  provide  for  adequate 
reclamation  or  abatement;  or  (2)  the 
surface  coal  mining  operation  occurred 
during  the  period  begiiming  on  August 
4, 1977.  and  ending  on  November  5, 
1990.  and  the  surety  of  the  mine 
operator  became  insolvent  during  that 
period  and  as  of  November  5, 1990. 
funds  immediately  available  from  any 
source  are  not  sufBcient  to  provide  for 
adequate  reclamation  or  abatement. 

Section  402(g)(4HB)  of  SMCRA 
provides  for  the  expenditure  of  funds 
for  the  reclamation  or  drainage 
abatement  of  sites  if  the  surface  coal 
mining  operation  occurred  during  the 
period  beginning  on  August  4. 1977. 
and  either:  (a)  Ending  on  or  before  the 
date  of  approval  of  the  State  program 
and  any  funds  for  reclamation  or 
abatement  are  not  sufBcient  to  provide 
for  adequate  reclamation  or  abatement, 
or  (b)  ending  on  or  before  November  5, 
1990.  and  during  which  period  the 
surety  of  the  mine  operator  became 
insolvent.  The  Director  finds  the 
proposed  amendment  at  section  2.13(a) 
no  less  stringent  than  the  requirements 
of  section  402(g)(4)(B)  of  SMCRA. 

Section  2.13  also  requires  the  Council 
to  follow  the  priorities  specified  in 
section  2.03(a)  (1)  and  (2)  when 
determining  which  site  to  reclaim. 
Priority  (1)  is  the  protection  of  public 
health,  safety,  general  welfare,  and 
property  from  extreme  danger  of  adverse 
effects  of  coal  mining  practices.  Priority 
(2)  is  the  protection  of  public  health, 
safety,  and  genoral  welmre  from  adverse 
efiiacts  of  coal  mining  practices.  The 
Council  is  also  required  to  ensure  that 
the  reclamation  priority  of  dies 
reclaimed  is  the  same  or  mora  uigoat 
than  the  reclamation  priority  for  eligible 
lands  and  waters  that  were  abandoned 


or  left  in  an  inadequate  redamation 
status  beflDre  August  3, 1977.  fai  section 
2.03  of  the  current  State  Act.  the 
Council  is  authoriaad  to  eetabUsh 
additional  criterie  induding  but  not 
limited  to  the  proximity  of  abandoned 
Ifflids  to  mxmidpelities.  residential 
areas,  and  public  facilities  sudi  as  water 
supplies,  parks  and  recreational  areas. 
Section  2S01.13(c)  of  Illinois'  AML 
regiilations  also  establishes  criteria  for 
sites  identified  as  containing  significant 
problem  conditions,  indud^g.  but  not 
limited  to.  the  proximity  of  the  site  to 
populated  or  public  use  areas. 

Section  403(a)(1)  of  SMCRA  defines  a 
Priority  I  site  as  one  where  reclunatian 
is  needed  to  protect  the  public  heetth. 
safety,  general  welfare,  and  property 
from  extreme  danger  of  adverse  effects 
of  coal  mining  practices.  Section 
403(aK2)  defines  Priority  II  the  same  as 
Priority  I  except  that  it  refers  only  to 
adverse  effects  of  coal  mining  practices 
without  the  element  of  extreme  danger. 
Section  402(g)(4KC)  of  SMCRA  requires 
that  priority  be  given  to  those  sites 
which  are  in  the  immediate  vicinity  of 
a  residential  area  or  which  have  an 
adverse  economic  impact  upon  a  local 
community.  The  Director  finds  the 
proposed  amendment  at  section  2.13(b), 
when  read  in  conjunction  with  section 
2.03  of  the  current  State  Ad  and  section 
2S01.13(c)  of  the  Illinois  AML 
regulations,  to  be  no  less  stringent  than 
the  requirements  of  sections  403(a)  and 
402(g)  of  SMCRA. 

3.  Section  2501 — Eligible  Lands  and 
Waters 

During  a  review  of  Illinois'  AML 
regulations,  it  was  determined  that  62 
L\C  2501.10  (Eligible  Lands  and  Water) 
limits  eligibility  for  reclamation 
activities  with  Federal  funds  to  coal 
lands  and  water  disturbed  prior  to 
Augiist  3, 1977.  While  the  existing 
regulations  do  not  predude  the 
designation  of  additional  eligible  sites 
as  defined  by  title  IV  of  SMCRA,  as 
amended,  and  the  State  Ad,  there  is 
some  ambiguity  between  the  statute  and 
existing  regulations.  Therefore,  Illinois 
will  be  advised  that  upon  final  approval 
of  the  Federal  Regulations  required  by 
the  enactment  of  Public  Law  101-508 
for  sites  where  the  original  surfaoe  coal 
mining  operations  occurred  after  August 
3, 1977,  tiie  niinois'  AMLragulation  at 
62  lAC  2501.10  may  need  to  be 
amended  to  provide  for  the  reclaraetion 
of  interim  program  sites  end  of 
permanent  program  sites  where  the 
sureties  are  hisolvent. 


IV.  Summary  and  Disposition  of 
Comments 

PiMic  Comments 

The  public  comment  period  and 
opportunity  to  request  a  piiblic  hearing 
aimounced  in  the  Odober  28, 1992, 
Federal  Register  (57  PR  48757)  ended 
on  November  27, 1992.  No  comments 
were  received  and  the  scheduled  public 
hearing  was  not  held  as  no  one 
requested  an  opportunity  to  provide 
testimony. 

Agency  Comments 

Pursuant  to  section  SO30>)  of  SMCRA 
and  the  implemoiting  reguletions  at  30 
CFR  732.17(hXll)(i).  comments  were 
solidted  frtun  various  Federal  agendes 
with  an  actual  or  potential  interest  in 
the  Illinois  program.  No  comments  were 
received. 

V.  Diredor's  DecisioB 

Based  on  the  above  findings,  the 
Diredor  is  approving  the  program 
amendment  to  the  Iliinois  AMLR  Plan 
submitted  by  Illinois  on  August  13, 
1992. 

The  Federal  rales  et  30  CFR  part  913 
codifying  decisions  concerning  the 
niinds  prt^rem  ere  being  emended  to 
implement  this  decision.  This 
amendment  to  the  Federal  rules  is  being 
made  effective  immediately  to  expedite 
the  State  program  emendment  process 
and  to  encourage  states  to  bring  their 
programs  in  conformity  with  the  Federal 
standards  without  \mdue  delay. 
Consisteiury  of  State  and  Federal 
standards  is  required  by  SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.17(h)(llKii).  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  reaped  to  any  provisions  of  a  state 
program  amendment  which  relate  to  afr 
or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C.  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C  7401  et  seq.].  The 
Dirador  has  detennined  that  this 
amendment  contains  no  such  provisions 
and  the  EPA  commmited  that  the 
proposed  amendment  is  unlikely  to 
impact  any  of  its  program  areas. 

Effect  of  Director's  Decision 

Section  503  of  SMCRA  provides  that 
a  State  may  not  exerdse  jurisdiction 
imder  SMCRA  unless  the  State  program 
is  approved  by  the  Secretaiv.  Similarly, 
30  CFR  732.17(a)  requires  that  any 
alteratian  at  ui  approved  State  program 
be  submitted  to  OSM  review  as  a 
program  amendment  Thus,  any  changas 
to  a  State  program  are  not  enforceable 
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until  approved  by  OSM.  The  Federal 
regulations  at  30  CFR  732.17(g)  prohibit 
any  unilateral  changes  to  approved 
programs.  In  his  oversight  of  the  Illinois 
program,  the  Director  will  recognize 
only  the  statutes,  regulations,  and  other 
materials  approved  by  him  together 
with  any  consistent  implementing 
policies,  directives  and  other  materials, 
and  will  reqture  the  enforcement  by 
Illinois  of  only  such  provisions. 

VL  Procedural  Determinations 

Executive  Order  12291 

On  March  30, 1992,  the  Office  of 
Management  and  Budget  (OMB)  granted 
OSM  an  exemption  from  sections  3, 4, 
7  and  8  of  Executive  Order  12291  for 
actions  related  to  approval  or 
disapproval  of  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof.  Therefore, 
preparation  of  a  regulatory  impact 
analysis  is  not  necessary  and  OMB 
regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  reauired  by  < 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law.  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
acttial  language  of  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof  since  each  such 
plan  is  drafted  and  adopted  by  a  specific 
State  or  Tribe,  not  by  OSM.  Decisions 
on  proposed  State  and  Tribal  abandoned 
mine  land  reclamation  plans  and 
revisions  thereof  submitted  by  a  State  or 
Tribe  are  based  on  a  determination  of 
whether  the  submittal  meets  the 
requirements  of  title  IV  of  SMCRA  (30 
U.S.C.  1231-1243)  and  the  Federal 
regulations  at  30  CFR  Parts  884  and  888. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  agency 
decisions  on  proposed  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof  are  categorically 
excluded  from  compliance  with  the 
National  Environmental  Policy  Act  (42 
U.S.C.  4332)  by  the  Manual  of  the 
Department  of  the  Interior  (516  DM  6, 
appendix  8,  paragraph  8.4B(29)). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C 
3507  et  seq. 


Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  Federal  regulations  for  which  an 
economic  analysis  was  prepared  and 
certification  made  that  such  regulations 
would  not  have  a  significant  economic 
effect  upon  a  substantial  number  of 
small  entities.  Hence,  this  rule  will 
ensure  that  existing  requirements 
established  by  SMCRA  or  pievioiisly 
promulgated  by  OSM  will  be 
implemented  by  the  State.  In  making  the 
determination  as  to  whether  this  rule 
would  have  a  significant  economic 
impact,  the  Department  relied  upon  the 
data  and  assumptions  in  the  analyses  for 
the  corresponding  Federal  regulations. 

List  of  Subjects  in  30  CFR  Part  913 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  December  2, 1992. 
David  G.  SiaqMon, 

Acting  Assistant  Director.  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
preamble,  title  30,  chapter  Vn. 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 

PART913-ILLlNOiS 

1.  The  authority  citation  for  part  913 
continues  to  read  as  follows: 

Attthmty:  30  U.S.C  1201  et  seq. 

2.  In  §  913.25,  a  new  paragraph  (d)  is 
added  to  read  as  follows: 

1913.25    Approval  of  abandoned  mine  land 
rectamation  plan  amendments. 

(d)  The  Illinois  Abandoned  Mine 
Land  Reclamation  Plan  amendment 
submiUed  on  August  13. 1992,  is 
approved  effective  January  14. 1993. 
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30  CFR  Put  914 

Indiana  Regulatory  Program 
Amendment 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Interior. 

ACTION:  Final  rule;  approval  of 

amendment. 


SUMMARY:  OSM  is  announcing  the 
approval  of  proposed  amendments  to 
the  Indiana  permanent  regulatory 
program  (hereinafter  referred  to  as  the 
Indiana  program)  under  the  Surface 
Mining  Control  and  Reclamation  Act  of 
1977  (SMCRA).  The  amendment 
(Program  Amendmoit  Number  92-6) 
consists  of  revisions  to  Indiana's  Surface 
Coal  Mining  and  Reclamation  Statute 
(IC  13-4.1)  made  during  the  second 
regular  session  of  the  Indiana  General 
Assembly  (1992)  under  House  Enrolled 
Act  (HEA)  No.  1298.  The  revisions 
concern  a  newly  enacted  State 
reclamation  fee,  and  changes  to  the 
Small  Operators  Assistance  Program 
raising  the  qualifying  annual  tonnage 
from  100,000  tons  to  300.000  tons.  The 
proposed  changes  are  intended  to 
incorporate  the  additional  flexibility 
afforded  by  the  revised  Federal 
regulations. 

EFFECTIVE  IMTE:  January  14. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mr.  Roger  W.  Calhoun.  Director. 
Indianapolis  Field  Office,  Office  of 
Surface  Mining  Reclamation  and 
Enforcement.  Minton-Capehart  Federal 
Building.  575  North  Pennsylvania 
Street,  room  301,  Indianapolis,  IN 
46204.  Telephone  (317)  226-6166. 
SUPPI^MENTARY  MFORMATION: 

I.  Background  on  the  Indiana  Program, 
n.  Submission  of  the  Amendment 
m.  Director's  Findings. 

IV.  Summary  and  Diiqposition  of  Comments. 

V.  Director**  Decision. 

VI.  Procedural  Determinations. 

L  Background  on  the  Indiana  Program 

On  July  29. 1982,  the  Indiana  program 
was  made  e^sctive  by  the  conditional 
approval  of  the  Secretary  of  the  Interior. 
Information  pertinent  to  the  general 
background  on  the  Indiana  program, 
including  the  Secretary's  findings,  the 
disposition  of  comments,  and  a  detailed 
explanation  of  the  conditions  of 
approval  of  the  Indiana  program  can  be 
found  in  the  July  26. 1982  Federal 
Register  (47  FR  32107).  Subsequent 
actions  concerning  the  conditions  of 
approval  and  program  amendments  are 
identified  at  30  CFR  914.10. 914.15.  and 
914.16. 

n.  Submission  of  the  Amendment 

By  letter  dated  July  16, 1992 
(Administrative  Record  No.  IND-1106), 
the  Indiana  Department  of  Natural 
Resources  (II^4R)  submitted  proposed 
Program  Amendment  Number  92-6  to 
the  Indiana  program  at  Indiana  Code 
(IC)  13-4.1.  The  proposed  amendment  is 
part  of  Indiana's  1992  Hoiise  Enrolled 
Act  No.  1298.  The  amendment:  (1)  Adds 
a  new  sacaon  IC  13-4.1-3-2(c) 
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concerning  a  reclamation  fee  for 
operators  of  underground  coal  mining 
operations  with  no  support  facilities 
located  within  Indiana  but  producing 
coal  in  Indiana;  (2)  changes  IC  13-4.1- 
3-3(c)  and  IC  13-4.1-3-3.5(a)(l)  and 
(a)(5)  concerning  Indiana's  Small 
Operators  Assistance  Program  (SOAP) 
provisions;  and  (3)  repeals  IC  13-4.1-1- 
1. 

HEA  1298  contains  other  provision 
changes  which  are  not  submitted  as 
State  program  amendments.  The 
changes  at  IC  13-4.1-6-9(e)  and  IC  13- 
4.1-l5-l(b)  merely  clarify  existing 
Indiana  program  provisions  and 
procedures  and  the  new  language  does 
not  constitute  a  change  whidi  needs  to 
be  submitted  as  a  State  program 
amendment  (IND-1072  and  I1>ID-1145). 
The  changes  at  IC  13-7-«.6-5.3.  IC  13- 
7-16.5-9.  IC  13-8-5-9,  and  IC  13-8- 
10-16  do  not  pertain  to  the  Indiana 
program. 

OSM  announced  receipt  of  the 
proposed  amendment  in  the  October  28, 
1992.  Federal  Register  (57  FR  48781), 
and,  in  the  same  notice,  opened  the 
pubhc  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment. 
The  comment  period  closed  on 
November  27, 1992.  The  scheduled 
public  hearing  was  not  held  as  no  one 
requested  an  opportunity  to  provide 
testimony. 

ni.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17,  are  the  Director's 
Hndings  concerning  the  proposed 
amendment  to  the  Indiana  program. 
Revisions  which  are  not  discussed 
below  concern  nonsubstantive  wording 
changes,  or  revise  paragraph  notations 
to  reflect  organizational  changes 
resulting  from  this  amendment. 

1  IC  13-4.1-3-2(c)    Reclamation  Fee 

This  new  provision  is  added  to 
provide  that  until  July  1, 1995,  all 
operators  of  imderground  coal  mining 
operations  with  no  support  facilities 
located  within  Indiana,  but  producing 
coal  from  reserves  located  within 
Indiana  shall  pay  to  the  Indiana 
Department  of  Natural  Resources  (IDNR) 
a  reclamation  fee.  The  proposed 
reclamation  fee  shall  be  one  cent  per  ton 
of  coal  produced  from  Indiana,  and  the 
fee  shall  be  deposited  in  the  natural 
resources  reclamation  division  fund. 
The  natural  resources  reclamation 
division  fund  was  previously 
established  to  receive  money 
appropriated  to  administer  the  Indiana 
program. 


SMCRA  at  section  S07(a)  and  the 
Federal  regulations  at  30  CFR  777.17 
provide  that  an  application  for  a  surface 
coal  mining  and  reclamation  permit 
shall  be  accompanied  by  a  fee 
determined  by  the  regulatory  authority. 
Such  fee  may  be  less  than,  but  shall  not 
exceed,  the  actual  or  anticipated  cost  of 
reviewing,  administering,  and  enforcing 
the  permit.  The  Federal  provisions  also 
provide  that  the  regulatory  authority 
may  develop  procedures  to  allow  the  fee 
to  be  paid  over  the  term  of  the  permit. 
The  Director  finds  that  the  proposed  fee 
is  consistent  with  and  no  less  stringent 
than  SMCRA  at  section  507(a)  and  no 
less  effective  than  the  Federal 
regulations  at  30  CFR  777.17. 

2.  IC  13-4.1-3-3(c)    Small  Operators 
Assistance  Program  (SOAP) 

Indiana  proposes  to  amend  IC  13—4.1- 
3-3(c)  consistent  with  the  change  made 
to  section  507(c)  of  SMCRA  by  section 
6011  of  the  Federal  Omnibus  Budget 
Reconciliation  Act  of  1990.  Section 
6011  of  the  Federal  Omnibus  Budget 
Reconciliation  Act  revises  section  507(c) 
of  SMCRA,  effective  October  1, 1991,  to 
increase  from  100,000  tons  to  300,000 
tons  the  maximum  annual  coal 
production  under  which  a  mine 
operator  is  eligible  for  participation  in 
the  SOAP  program.  Indiana  is  proposing 
to  make  a  corresponding  change  in  the 
SOAP  eligibility  tonnage  figures  in  the 
Indiana  regulations.  Indiana  proposes  to 
substitute  the  300,000  ton  eligibility 
limit  for  the  existing  100,000  ton 
eligibility  limit. 

While  the  State's  proposed 
amendment  is  in  accordance  with 
section  507(c)  of  SMCRA,  as  amended 
by  the  Federal  Omnibus  Budget 
Reconciliation  Act  of  1990,  the  Federal 
regulations  at  30  CFR  795.6(a)(2)  still 
provide  for  a  production  level  of 
100,000  tons  with  respect  to  operator 
eligibility  under  the  SOAP  program. 
Thus,  there  appears  to  be  an 
inconsistency  between  the  Indiana 
regulation  and  the  Federal  regulation. 
However,  section  507(c)  of  SMCRA,  as 
amended  by  the  1990  Act,  supersedes  in 
part  30  CFR  795.6(a)(2)  to  the  extent  that 
SOAP  applicants  may  receive  grants  if 
their  probable  total  and  actual 
production  from  all  locations  during 
any  12  month  period  does  not  exceed 
300,000  tons. 

Therefore,  the  Director  finds  the 
State's  proposal  to  be  no  less  effective 
than  30  CFR  795.6(a)(2)  as  superseded 
in  part  by  amended  section  507(c)  of 
SMCRA. 

3.  IC  13-4.1-3-3.5(a)  (1)  and  (5)  SOAP 

Indiana  proposes  to  amend 
subsections  (a)  (1)  and  (5)  by  changing 


the  cited  production  levels  of  100.000 
tons  to  300,000  tons  with  respect  to  the 
production  limits  that  must  be  observed 
in  order  for  the  applicant  and/or  the 
applicant's  successor  to  avoid  liability 
for  reimbursing  the  IDNR  for  costs  of 
laboratory  services  performed  pursuant 
to  IC  13-4.1-3-3(c).  The  proposed 
amendment  is  in  accordance  with  the 
revision  made  by  Section  6011  of  the 
Federal  Omnibus  Budget  Reconciliation 
Act  of  1990  to  section  507(c)  of  SMCRA 
in  increasing  the  production  level 
which  the  operator  must  meet  to  be 
eligible  to  participate  in  SOAP. 
However,  in  determining  applicant 
Uability,  the  Indiana  proposal  does  not 
consider  those  applicants  whose 
eligibility  was  determined  under  the 
100,000-ton  production  level.     

The  Federal  regulations  at  30  CFR 
795.12(a)(2)  still  provide  for  a  100.000- 
ton  production  level  in  determining  an 
operator's  liability.  OSM  is  proposing  to 
amend  its  regulations  regarding 
applicant  liability  at  30  CFR  795.12(a)(2) 
by  deleting  reference  to  the  100. 000- ton 
provision  and  adding  language  which 
refers  to  the  coal  tonnage  governing 
SOAP  eligibility  in  effect  at  the  time 
assistance  was  approved,  thereby 
defining  a  transition  phase  keyed  to  the 
time  an  operator  is  approved  for 
assistance.  In  its  proposed  rule,  OSM 
has  indicated  its  willingness  to  consider 
comments  on  alternatives  other  than  its 
proposal. 

In  order  not  to  und'lv  delay  the 
State's  implementation  of  the  new 
production  levels  for  SOAP  eligibiUty, 
the  Director  is  approving  the  State's 
proposed  amendment  to  the  regulations 
with  the  understanding  that  reference  to 
the  300,000-ton  production  level  in 
determining  applicant  liability  refers  to 
those  applicants  whose  eligibility  for 
SOAP  assistance  is  determined  under 
the  300,000-ton  production  level 
effective  with  the  publication  of  this 
final  rule,  and  the  liability  of  those 
applicants  whose  eligibility  was 
determined  under  the  100,000-ton 
production  level  will  continue  to  be 
based  on  100,000  tons.  The  Director's 
approval  is  further  based  on  the 
understanding  that  further  amendment 
to  the  State's  regulations  may  be 
required  when  OSM  issues  a  final  notice 
regarding  its  changes  to  30  CFR  part 
795. 

4.  IC  13-4. 1-1-1    Legislative  Findings 

Indiana  proposes  to  delete  IC  13-4.1- 
1-1  in  its  entirety.  The  deleted 
provisions  are  legislative  findings  which 
were  incorporated  in  the  Indiana 
program  at  its  inception,  and  which  are 
now  considered  to  be  outdated 
(Administrative  Record  Number  IND- 
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1144).  There  are  no  Federal  counterparts 
to  the  deleted  legislative  findings. 
However,  the  Director  finds  that  the 
deletion  of  IC  13-4.1-1-1  does  not 
render  the  Indiana  program  less 
stringent  than  SMCRA  nor  less  effective 
than  the  Federal  regulations. 

IV.  Siunmary  aad  Di^oeitioa  of 


Agency  Comments 

Pursuant  to  section  503(b)  of  SMC31A 
and  30  CFR  732.17Ch)(ll)(i).  comments 
were  solicited  from  various  interested 
Federal  agencies.  No  comments  were 
received  concerning  the  proposed 
amendments  to  the  Indiana  program. 

Public  Comments 

The  public  comment  period  and 
opportunity  to  request  a  public  hearing 
was  announced  in  the  October  28, 1992, 
Federal  Register  (57  fR  48761).  The 
comment  period  closed  on  November 
27. 1992.  No  comments  were  received 
during  the  comment  period,  and  no  one 
requested  an  opportiuiity  to  testify  at 
the  scheduled  public  hearing  so  no 
hearing  was  held. 

V.  Director's  Decisioa 

Based  on  the  findings  above,  the 
Director  is  approving  Indiana's  program 
amendment  number  92-€  as  submitted 
by  Indiana  on  July  16. 1992.  However, 
as  discussed  in  Finding  3  above,  the 
approved  program  amendment  does  not 
apply  to  existing  SOAP  grantees  who 
were  qualified  under  the  100.000  ton 
criterion.  The  Federal  regulations  at  30 
CFR  part  914  codifying  decisions 
concerning  the  Indiana  program  are 
being  amended  to  implement  this 
decision.  Consistency  of  State  and 
Federal  standards  is  required  by 
SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.17(h)(ll)(ii).  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  that  relate  to  air  or 
water  qoality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C.  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C.  7401  et  seq).  The 
Director  has  determined  that  this 
amendment  contains  no  provisions  in 
these  categories  and  that  EPA's 
concurrence  is  not  required.  However, 
by  letter  dated  September  29, 1992 
(Administrative  Record  Number  IND- 
1154).  EPA  concurred  without 
comment 


VL  Procedural  Determinationa 
£xaculive  Order  12291 

On  July  12. 1994,  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4,  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditional 
approval  of  State  regulatory  programs, 
actions  and  program  amendments. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and. 
Reclamatifflu  Act  (SMCRA)  (30  U.S.C. 
1253  and  1255)  and  30  CFR  730.11. 
732.13  and  732.17(h)(10),  decisions  on 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  parts  730,  731,  and  732  have  been 
met. 
National  Environmental  Policy  Ad 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(c)  of  the  National 
Environmental  Policy  Act,  42  U.S.C 
4332(2)(C). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  entities  under  the 


Regulatory  FlexibiUty  Act  (5  U.S.C  601 
et  seq.).  "nie  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  oeitification  made  that 
sucA  regulations  would  not  have  a 
significant  economic  effiact  upon  a 
subtrtantial  number  of  small  entities. 
Hence,  this  nde  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  wrill  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  nue  would  have  a 
significant  economic  impact,  the 
Department  relied  up<Hi  the  data  and 
assumptions  bx  the  counterpart  Federal 
regulations. 

List  of  SubiecU  in  30  CFR  Part  914 

Intergoveriunental  relations,  Surfiaoe 
mining.  Underground  mining. 

Dated:  December  9, 1902. 
David  G.  SimpMin, 

Acting  Assistant  DinctoT,  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
preamble,  title  30,  chapter  VII, 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below. 

PART914— mOIANA 

1.  The  authority  citation  for  part  914 
continues  to  read  as  follows: 

Authority:  30  U.S.C  1201  et  seq. 

2.  In  §  914.15.  paragraph  (rr)  is  added 
to  read  as  follows: 

1914.15    Approval  otreQutatoryprogrM* 

WTWIKNIMntS. 

•  •  •  •  • 

(rr)  The  following  amendment 
(Program  Amendment  Number  92-6)  to 
the  Indiana  program  as  submitted  to 
OSM  on  July  16, 1992,  is  approved, 
effective  January  14, 1993:  IC  13-4.1-3- 
2(c)  concerning  a  one  cent  reclamation 
fee;  IC  13-4.1-3-3(c)  and  IC  13-4.1-3- 
3.5(a)  (1)  and  (5)  which  concern  the 
maximum  annual  coal  production  imder 
which  a  mine  operator  is  eligible  for 
participation  in  the  Small  Operatore 
Assistance  Program  (SOAP);  and  the 
deletion  of  IC  13-4.1-1-1  concerning 
legislative  findings. 

(PR  Doc.  9»-B63  Filed  1-13-93;  8:45  am] 
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ACTION:  Final  rule;  approval  of 
amendment. 

SUMMARY:  OSM  is  announcing  the 
approval  of  proposed  Revised  Program 
Amendment  Number  57  to  the  Ohio 
permanent  regulatory  program 
(hereinafter  referred  to  as  the  Ohio 
program)  under  the  Surfece  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA).  The  amendment  was  initiated 
by  Ohio  and  is  intended  to  revise  one 
rule  in  the  Ohio  Administrative  Code  to 
change  the  locations  at  which 
appUcants  must  file  copies  of  permit 
applications,  revisions,  and  renewals  in 
order  to  allow  pubUc  inspection  of  those 
documents. 

EFFECTIVE  DATE:  January  14, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Richard  J.  Seibel,  Director, 
Columbus  Field  Office,  Office  of  Surface 
Mining  Reclamation  and  Enforcement, 
2242  South  Hamilton  Road,  room  202, 
Columbus,  Ohio  43232;  (614)  86&-0578. 

SUI>Pt.EMENTARY  INFORMATION: 

I.  Background  on  the  Ohio  Program, 
n.  Submission  of  Amendment. 
QI.  Director's  Findings. 
IV.  Summary  and  Disposition  of 
Comments. 
V  Director's  Decision. 
VI.  Procedural  Determinations. 

I.  Background  on  the  Ohio  Program 

On  August  16, 1982,  the  Secretary  of 
the  Interior  conditionally  approved  the 
Ohio  program.  Information  on  the 
general  background  of  the  Ohio  program 
submission,  including  the  Secretary's 
findings,  the  disposition  of  comments, 
and  a  detaikd  explanation  of  the 
conditions  of  approval  of  the  Ohio 
program,  can  be  foimd  in  the  August  10, 
1982,  Federal  Register  (47  FR  34688). 
Subsequent  actions  concerning  the 
conditions  of  approval  and  program 
amendments  are  identified  at  30  CFR 
935.11,  935.12,  935.15,  and  935.16. 

n.  Submission  of  Amendment 

By  letter  dated  May  12, 1992 
(Administrative  Record  Number  OH- 
1698),  Ohio  submitted  proposed 
Program  Amendment  Number  57  to 
revise  the  Ohio  program  at  Ohio 
Administrative  Code  (OAC)  1501:13-5- 
01(A)(4)(a).  In  this  amendment,  Ohio 
proposed  to  change  the  locations  at 
which  appUcants  must  file  copies  of 
permit  apphcations,  revisions,  and 
renewals  in  order  to  allow  public 
inspection  of  those  documents. 

C3SM  announced  receipt  of  the 
proposed  amendment  in  the  July  14, 
1992,  Federal  Register  (57  FR  31163), 
and,  in  the  same  notice,  opened  the 
public  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 


adequacy  of  the  proposed  amendment. 
The  public  comment  period  closed  on 
August  13, 1992.  The  pubUc  hearing 
scheduled  for  August  10, 1992,  was  not 
held  as  no  one  requested  an  opportunity 
to  testify. 

In  response  to  a  comment  made  by  the 
Soil  Conservation  Service  of  the  United 
States  Department  of  Agriculture 
(Administrative  Record  No.  OH-1711). 
Ohio  revised  Program  Amendment 
Number  57  and  resubmitted  the 
amendment  by  letter  dated  July  22, 1992 
(Administrative  Record  No.  OH-1760). 
In  this  revised  amendment.  Ohio 
proposed  to  change  the  priority  order  in 
which  the  three  filing  locations  were 
listed  at  OAC  1501:13-5-01  paragraph 
(A)(4)(a)  in  the  May  12, 1992,  submittal. 

OSM  aimoimcea  receipt  of  proposed 
Revised  Program  Amendment  Niunber 
57  in  the  September  23, 1992,  Federal 
Register  (57  FR  43954),  and,  in  the  same 
notice,  opened  the  public  comment 
period  and  provided  for  a  public 
hearing  on  ihe  adequacy  of  the  proposed 
amendment.  The  comment  period 
closed  on  October  8, 1992.  The  pubUc 
hearing  scheduled  for  October  5, 1992, 
was  not  held  as  no  one  requested  an 
opportunity  to  testify. 

m.  Director's  Findings 

Set  forth  below,  pivsuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17,  are  the  Director's 
findings  concerning  the  proposed 
amendment  to  the  Ohio  program. 

Ohio  is  revising  Ohio  Administrative 
Code  (OAC)  1501:13-5-01  paragraph 
(A)(4)(a)  to  read: 

(a)  The  applicant  shall  make  a  full 
copy  of  the  complete  application  for  a 
permit,  a  significant  permit  revision,  or 
a  permit  renewal  available  for  the  public 
to  inspect  and  copy.  This  shall  be  done 
by  filing  copy  of  the  appUcation 
submitted  to  the  Chief  at  the  Division  of 
Reclamation  district  office  responsible 
for  inspection  of  the  proposed 
operation,  or  if  no  such  office  is 
maintained  in  the  coimty  where  the 
mining  is  proposed  to  occiu",  the 
applicant  shall  file  a  copy  of  the 
application  with  the  county  recorder  of 
than  county  or  at  the  office  of  the  Soil 
Conservation  Service  of  the  United 
States  Department  of  Agriculture  (SCS) 
located  in  the  county  where  the  mining 
is  proposed  to  occur. 

The  current  rule  at  OAC  1501:13-5- 
01(A)(4)(a)  requires  that  coal  mining 
permit  applications,  permit  revisions 
and  permit  renewals  be  filed  for  pubUc 
access  with  the  county  recorder  where 
the  mining  is  proposed,  or  if  approved 
by  the  Chief,  at  the  Division  of 
Reclamation  District  office  responsible 
for  inspection  of  the  proposed  operation 


if  it  is  determined  that  that  office  will 
be  more  accessible  to  local  residents 
than  the  county  courthouse.  The 
proposed  rule  woiild  make  permit 
applications,  revisions,  and  renewals 
available  for  pubUc  inspection  at  the 
Division  of  Reclamation  office,  county 
courthouse,  or  the  SCS  office.  The 
proposed  rule,  therefore,  adds  an 
alternative  filing  location  for 
accessibiUty  by  the  pubUc  and  changes 
thepriority  order  of  these  pubUc  offices. 

The  counterpart  Federal  rule  at  30 
CFR  773.13(a)(2)  states  that  the 
applicant  shall  file  a  full  copy  of  the 
application  for  a  permit,  significant 
revision,  or  renewal  of  a  permit  with  the 
recorder  at  the  courthouse  of  the  coimty 
where  the  mining  is  proposed  to  occur, 
or  an  accessible  public  office  approved 
by  the  regulatory  authority.  The  intent 
behind  the  local  filing  requirement  is 
the  accessibility  to  the  local  residents. 

The  proposed  rule  is  similar  to  its 
Federal  coiuiterpart  except  that  it  adds 
the  SCS  as  an  alternative  filing  location. 
The  SCS  mamtains  an  office  in  every 
county  in  Ohio  thereby  satisfying  the 
accessibiUty  requirement  and  fulfilling 
the  intent  of  the  Federal  regulations. 
Therefore,  the  Director  finds  that  the 
proposed  rule  is  no  less  effective  than 
the  Federal  regulations  at  30  CFR 
773.13(a)(2). 

IV.  Summary  and  DiqKMition  of 
Comments 

Public  Comments 

The  pubUc  comment  period  and 
opportunity  to  request  a  pubUc  hearing  - 
announced  in  the  July  14, 1992,  Federal 
Register  (57  FR  31163)  closed  on  August 
13, 1992.  The  public  comment  period 
was  reopened  again  in  the  September 
23, 1992,  Federal  Register  (57  FR 
43954)  until  October  8, 1992.  Comments 
were  received  from  the  Ohio  Historic 
Preservation  Office  (OHPO).  The  OHPO 
did  not  object  to  the  proposed 
amendment.  The  scheduled  pubUc 
hearings  were  not  held  as  no  one 
requested  an  opportunity  to  provide 
testimony. 

Agency  Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17(h)(ll)(i),  comments  were 
solicited  from  various  Federal  agencies 
with  an  actual  or  potential  interest  in 
the  Ohio  Program.  The  U.S.  Army  Corps 
of  Engineers  and  the  U.S.  Department  of 
Labor,  Mine  Safety  and  Health 
Administration,  responded  that  they 
had  no  comments  on  the  proposed 
amendment. 

The  SCS  accepted  the  proposed 
amendment  as  written  (Administrative 
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Record  No.  OH-1711  and  OH-1770). 
However,  the  SCS  recommended  that 
the  Soil  and  Water  Conservation  District 
office  (SWCD)  be  identified  as  the 
location  in  which  to  file  permit 
applications  rather  than  the  SCS.  The 
SCS  maintained  that  this  would  be 
appropriate  since  SCS  programs  and 
activities  in  Ohio  are  carried  out 
through  the  local  SWCD  office.  Ohio  has 
considered  SCS's  comment,  but  has 
decided  to  use  SCS  as  a  fihng  location 
(Administrative  Record  No.  OH-1797). 
The  SWCD  offices  are  jointly  huided  by 
the  State  of  Ohio  and  individual 
counties.  Since  funding  of  these  offices 
could  vary  from  county  to  county,  there 
is  the  possibihty  that  certain  offices 
could  be  eliminated  or  understaffed 
thereby  reducing  pubUc  accessibiUty  to 
permit  appUcations,  revisions,  and 
renewals.  Ohio,  therefore,  has  chosen 
the  SCS  rather  than  the  SWCD  as  a  fiUng 
location.  As  discussed  above,  the 
Director  has  determined  that  Ohio's 
selection  of  the  SCS  as  an  alternative 
filing  location  is  no  less  effective  than 
the  Federal  regulations. 

V.  Director's  Decinon 

Based  oa  the  above  findings,  the 
Director  is  approving  Ohio  Revised 
Program  Amendment  Nimiber  57,  as 
submitted  by  Ohio  on  May  12, 1992, 
and  revised  and  resubmitted  by  letter 
dated  July  22, 1992. 

The  Federal  r«^lations  at  30  CFR 
p)art  935  codifying  decisions  concerning 
the  Ohio  program  are  being  amended  to 
implement  this  decision.  "Hiis  final  rule 
is  being  made  effective  immediately  to 
expedite  the  State  program  amendment 
process  and  to  encourage  States  to 
conform  their  programs  with  the  Federal 
standards  without  imdue  delay. 
Consistency  of  State  and  Federal 
standards  is  required  by  SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.17{h)(ll)(u),  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  resp>ect  to  any  provisions  of  a  State 
program  amendment  w^ch  relate  to  air 
or  water  quality  standards  promulgated 
under  the  authcffity  of  the  Clean  Water 
Act  (33  U.S.C  1251  et  seq.)  or  the  Qean 
Air  Act  (42  U.S.C  7401  et  seq.).  The 
Director  has  determined  that  this 
amendment  contains  no  such  provisions 
and  that  EPA  concurrence  is,  therefore, 
uimecessary.  However,  by  letters  dated 
July  24, 1992  (Administrative  Record 
No.  OH-1751)  and  Sq)tember  29. 1992 
(Administrative  Record  No.  OH-1784). 
EPA  submitted  its  concurrence  without 
comment. 


VI.  Procedural  Determinations 

Executive  Order  No.  12291 

On  July  12, 1984.  the  Office  of 
Management  and  Budget  (0MB)  granted 
OSM  an  exemption  from  sections  3, 4, 
7,  and  8  of  Executive  Order  12291  fw 
actions  directly  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions  and  program 
amendments.  Therefore,  preparation  of 
a  regulatory  impact  analysis  Is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  appUcable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of 
SMCRA  (30  U.S.C.  1253  and  1255)  and 
30  CFR  730.11.  732.15  and 
732.1 7(h)(10).  decisions  on  proposed 
State  regulatory  programs  and  program 
amendments  submitted  by  the  States 
must  be  based  solely  on  a  determination 
of  whether  the  submittal  is  consistent 
with  SMCRA  and  ite  implementing 
Federal  regulations  and  whether  the 
requirements  of  30  CFR  parts  730,  731 
and  732  have  been  met 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)] 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  majcH' 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C 
4332(2MC). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
informatlcm  collection  requirements 
which  require  approval  by  the  Office  of 
Management  and  Budget  under  44 
U.S.C  3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entitles 
under  the  Regulatory  FlexibiUty  Act  (5 
U.S.C.  601  et  seq.].  The  State  submittal 
which  is  the  sub^  of  this  rule  is  based 
upon  coimterpart  Federal  regulations  for 


which  an  economic  analysis  was 
prepared  and  certification  made  that 
sucn  regulations  would  not  have  a 
significant  economic  effiect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  reUed  up<ni  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  935 

Intergovernmental  relations,  Surface 
mining,  Undergroimd  mining. 

Dated:  December  21, 1992. 
Alfrwl  WhitahooM. 

Acting  Assistant  Dinctor,  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
pieemble,  title  30,  chapter  VII. 
subdiaptOT  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 


PART  935-OHIO 

1.  The  authority  citation  for  part  935 
continues  to  read  as  follows: 

Authority:  30  U.S.C  1201  etseq. 

2.  In  $  935.15,  a  new  paragraph  (kkk) 
is  added  to  reed  as  follows: 

I93S.15    Approval  of  regulatory  proyam 
•mendmentSi 

(kick)  The  following  amendment  to  the 
Ohio  regulatory  program,  as  submitted 
to  OSM  on  May  12, 1992,  and  revised 
and  resubmitted  on  July  22. 1992.  is 
approved,  effective  January  14, 1992. 
Revised  Amendment  Number  57  which 
consists  of  revisions  to  the  Ohio 
Administrative  Code  (OAC)  at  1501:13- 
5-01(A)(4)  paragraph  (a)  concerning 
where  applicants  must  file  copies  of 
permit  appUcations,  revisions,  and 
renewals  in  order  to  allow  pubUc 
inspection  of  those  doc\unents. 

(FR  Doc  93-468  Filed  1-13-93;  8:45  am) 
MUMQ  cooi  «i»-as-« 


30  CFR  Part  935 

Ohio  Peimanent  Regulatory  Program; 
Evaluation  of  Revegetation  Succeea 

AQENCV:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

action:  Final  rule;  approval  of 

amendnltat. 

SUMMARY:  OSM  is  announcing  the 
approval,  with  one  exertion,  of 
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Revised'ProgFam  Amendment  No.  25  to 
the  Ohio  permanent  regulatory  program 
(hereinafter  referred  to  as  the  Ohio 
program)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA).  The  amendment  consists  of  a 
revision  to  the  Ohio  Administrative 
Code  (OAC)  at  1501:13-9-15(J)(l)  and 
documents  which  describe  Ohio's 
proposed  ocular  inspection  method.  The 
proposed  amendment  will  determine 
how  the  area!  extent  of  vegetative 
ground  cover  will  be  evaluated  when 
making  performance  bond  release 
decisions  on  surface  coal  mined  lands. 
EFFECTIVE  DATE:  January  14, 1993. 
FOR  FURTHER  WFORMATKM  CONTACT:  Mr. 
Richard  J.  Seibel.  Director,  Columbus 
Field  OfGce.  Office  of  Sur&ce  Mining 
Reclamation  and  Enforcement,  2242 
South  Hamilton  Road,  room  202. 
Columbus,  Ohio  43232;  (614)  866-0578. 
SUPPLEMENTARY  INFORMATION: 

I.  Background  on  the  Ohio  Program. 

II.  Submission  of  Amendment. 
DI.  Director's  Findings. 

IV.  Summary  and  Disposition  of 
Comments. 

V.  Director's  Decision. 

VI.  Procedural  Determinations. 

I.  Background  on  the  Ohio  Program 

On  August  16, 1982,  the  Secretary  of 
the  Interior  conditionally  approved  the 
Ohio  program.  Information  on  the 
general  background  of  the  Ohio  program 
submission,  including  the  Secretary's 
Hndings,  the  disposition  of  comments, 
and  a  detailed  explanation  of  the 
conditions  of  approval  of  the  Ohio 
program,  can  be  foimd  in  the  August  10, 
1982,  Federal  Register  (47  FR  34688). 
Subsequent  actions  concerning  the 
conditions  of  approval  and  program 
amendments  are  identified  at  30  CFR 
935.11,  935.12,  935.15.  and  935.16. 

n.  Submission  of  Amendment 

Pursuant  to  30  CFR  732.17(f)(1),  OSM 
sent  Ohio  a  letter  on  November  6, 1985, 
notifying  the  State  that  certain  sections 
of  Ohio's  regulations  were  less  effective 
than  or  inconsistent  with  the  Federal 
requirements  for  surface  coal  mining 
and  reclamation  operations 
(Administrative  Record  No.  OH-0679). 
One  of  these  rules  which  was 
determined  by  the  Director  to  be 
deficient  was  OAC  1501:13-9-15(E) 
which  concerned  the  method  of 
measuring  revegetation  success.  Ohio 
responded  on  May  16, 1986,  by 
submitting  proposed  Program 
Amendment  No.  25  to  the  Ohio 
regulatory  program.  In  his  decision  on 
this  proposed  amendment,  the  Director 
found  that  Ohio's  proposed  method  of 
evaluating  revegetation  as  set  forth  in 
OAC  1501:13-9-15  was  less  effective 


than  the  Fedwal  rules  at  30  CFR 
816.116.  Tlie  Director  reached  this 
decision  because  the  Ohio  program  did 
not  include  a  statistically  valid 
sampling  technique  for  the  evaluation  of 
revegetation  and  because  the  existing 
method  of  using  ocular  inspections  had 
not  been  justified  to  show  mat  it  has  the 
equivalent  of  a  90  percent  confidence 
level  or  is  no  less  effective  than  the 
Federal  standard.  Therefore,  pursuant  to 
30  CFR  732.17,  the  Director 
promulgated  30  CFR  935.16(f),  which 
required  Ohio  to  amend  its  program  to 
include  a  statistically  valid  technique 
for  the  evaluation  of  revegetation  to 
augment  its  existing  method  to  be  as 
effective  as  the  Federal  rules  at  30  CFR 
816.116(a)  (July  17, 1987;  52  FR  26959). 

Ohio  responded  on  November  3, 

1987,  by  submitting  administrative 

record  information  pertaining  to  30  CFR 
935.16(f).  At  Ohio's  request,  OSM 
agreed  to  conduct  a  study  of  the  Ohio 
method  of  evaluating  revegetation 
success  and  to  defer  action  until  this 
study  was  completed.  The  study  was 
completed  and  OSM  announced  the 
findings  in  the  December  15, 1989, 
Federal  Register  (54  FR  61395).  The 
Director  found  that  the  administrative 
record  information  submitted  by  Ohio 
and  the  study,  which  was  conducted 
jointly  by  OSM  and  Ohio,  had  not 
demonstrated  that  Ohio's  existing 
method  of  evaluating  the  success  of 
revegetation  was  no  less  effective  than 
the  Federal  rules  at  30  CFR  816.116(a). 

By  letter  dated  December  12, 1989 
(Administrative  Record  No.  OH-1245), 
Ohio  proposed  a  continuation  of 
Revised  Program  Amendment  No.  25.  In 
this  continuation,  Ohio  proposed  to 
revise  section  1501:13-9-15  of  the  OAC 
to  include  a  statistically  valid  method  of 
evaluating  revegetation  success  in  order 
to  satisfy  the  OSM  requirement  at  30 
CFR  935.16(f).  This  method  would  be 
used  on  "questionable"  areas.  The 
ocular  method  would  be  retained  as  the 
primary  means  of  ground  cover 
evaluation. 

On  January  8, 1990  (Administration 
Record  No.  OH-1259),  OSM  published 
a  notice  in  the  Federal  Registo-  (55  FR 
649)  aimouncing  receipt  of  Ohio's 
proposed  continuation  of  Revised 
Program  Amendment  No.  25  and 
inviting  public  comment  on  its 
adequacy.  The  public  comment  period 
ended  on  February  7, 1990. 

By  letter  dated  March  23, 1990 
(Administrative  Record  No.  011-1292). 
OSM  notified  Ohio  that  the  proposed 
revisions  to  OAC  section  1501:13-9-15 
were  less  effective  than  the  Federal 
regulations  at  30  CFR  816.116(a) 
because  Ohio  proposed  to  use 
statistically  valid  sampling  methods 


only  on  "questionable"  areas  and  that 
the  Federal  regulations  required 
"statistically  valid  sampling  techniques 
in  all  situations  regardless  of  the 
outcome  of  any  prior  or  accompanying 
ocular  evaluation." 

By  letter  dated  July  24. 1990  (Ohio 
Administrative  Record  No.  OH-1343). 
Ohio  submitted  further  proposed 
revisions  to  OAC  section  1501:13-0-15 
which  were  intended  to  respond  to 
OSM's  comments  of  March  23 ,  1990. 
Ohio  proposed  to  revise  paragraph  (I)(l) 
to  specify  that  success  of  revegetation 
shall  be  measured  using  a  statistically 
valid  sampling  technique  with  a  ninety 
percent  statistical  confidence  interval 
(i.e.  one-sided  test  with  0.10  alpha 
error).  Ohio  also  proposed  to  revise 
paragraph  (I)(3)(c)(iv)  to  delete  the 
requirement  that,  for  Phase  III  bond 
release,  species  planted  must  meet  the 
standard  that  no  single  areas  vtrith  less 
than  thirty  percent  cover  shall  exceed 
the  lesser  of  three  thousand  square  feet 
or  0.3  |}OTcent  of  the  land  affected. 

On  August  10, 1990,  OSM  published 
a  notice  in  die  Federal  Roister  (55  FR 
32643)  announcing  receipt  of  Ohio's 
additional  revisions  to  the  continuation 
of  Revised  Program  Amendment  No.  25 
and  inviting  public  comment  on  its 
adequacy.  The  public  comment  period 
ended  on  September  10, 1990. 

By  letter  dated  October  24. 1990 
(Administrative  Record  No.  C^-1398). 
OSM  provided  Ohio  with  its  questions 
and  comments  about  the  additional 
revisions  submitted  on  July  24, 1990. 
OSM  requested  that  Ohio  provide  the 
details  of  Ohio's  statistically  valid 
sampling  method  for  OSM's  review  and 
approval.  OSM  also  requested  that  Ohio 
provide  a  justification  for  the  proposed 
deletion  of  the  vegetation  standard 
limiting  the  size  of  areas  with  less  than 
thirty  percent  vegetative  cover  (barren 
area  standard).  On  December  19, 1990. 
OSM  agreed  to  a  time  extmision  for 
Ohio  to  respond  to  the  October  24. 1990, 
letter  and  provided  further  clarification 
of  the  issues  involved  (Administrative 
Record  No.  OH-1418). 

By  letter  dated  March  1. 1991 
(Administrative  Record  No.  OH-1471). 
Ohio  submitted  administrative  record 
information  in  support  of  the  revisions 
proposed  on  July  24, 1990.  and 
responded  to  OSM's  comments  of 
October  24, 1990.  In  its  response,  Ohio 
provided  information  on  its  proposed 
method  of  sampling  revegetation 
success  and  rationale  for  deleting  the 
proposed  barren  area  standard.  OSM 
reopened  the  public  comment  period  in 
the  March  27. 1991.  Federal  Register 
(56  FR  12691).  The  comment  p«iod 
closed  on  April  26, 1991. 
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By  letter  dated  March  21 ,  1991 
(Administrative  Record  No.  OH-1489). 
Ohio  withdrew  its  March  1, 1991, 
submission  and  its  July  24. 1990, 
proposed  revisions  to  OAC  1501:13-9- 
15  paragraphs  {DM  and  (I)(3)(c)(iv). 
OSM  annoiinced  Ohio's  withdrawal  in 
the  May  7. 1991.  Federal  Register  (56 
FR  21113). 

By  letter  dated  June  18. 1991,  Ohio 
submitted  an  informal  version  of 
ReviseMd  Program  Amendment  No.  25  for 
preliminary  review  by  OSM.  This 
informal  submission  proposed  that  Ohio 
will  use  two  visual  estimates  of 
revegetation  success  followed  by   ' 
statistical  verification  of  those  visual 
estimates.  In  this  informal  submission. 
Ohio  proposed  to  retain  the  revegetation 
standard  limiting  the  size  of  areas  with 
less  than  thirty  percent  vegetative  cover. 

By  letter  dated  August  9, 1991 
(Administrative  Record  No.  OH-1556). 
Ohio  withdrew  the  informal  submission 
of  June  18.  1991.  and  resubmitted  a 
formal  version  of  Revised  Program 
Amendment  No.  25.  In  this  formal 
amendment  submission,  Ohio  proposed 
revisions  to  OAC  section  1501:13-9-15 
to  delete  paragraph  (I)(3)(c)(i)(d) 
limiting  the  size  of  areas  with  less  than 
thirty  percent  vegetative  cover  and  to 
add  new  paragraph  (I)(3)(c)(ii)  stating 
that  "Success  of  the  ground-cover  (for 
phase  in  bond  release  for  herbaceous 
species  only)  shall  be  measured  using  a 
statistically  valid  sampling  technique 
with  a  ninety  per  cent  statistical 
confidence  interval  (i.e.  one-sided  test 
with  0.10  alpha  error)." 

As  part  of^its  August  9. 1991. 
resubmission,  Ohio  also  reinstated  the 
March  1. 1991.  Administrative  Record 
information  which  provided  the  details 
of  Ohio's  proposed  use  of  the  Rennie- 
Farmer  Stick  Method  of  sampling 
ground  cover.  The  March  1, 1991. 
Administrative  Record  information  also 
provided  Ohio's  reasons  for  proposing 
the  deletion  of  its  barren  area  standard. 
On  August  27. 1991,  OSM  published 
a  notice  in  the  Federal  Register  (56  FR 
42299)  announcing  receipt  of  Ohio's 
August  9. 1991.  submission  of  Revised 
Program  Amendment  No.  25  and 
inviting  public  comment  on  its 
adequacy.  The  public  comment  period 
ended  on  September  26. 1991. 

By  letter  dated  January  3. 1992 
(Administrative  Record  No.  OH-1623). 
OSM  provided  Ohio  with  its  questions 
and  comments  about  the  August  9, 
1991,  submission  of  the  amendment. 
OSM  requested  that  Ohio  provide  the 
details  of  Ohio's  procedure  for  statistical 
testing  of  the  sampHng  results.  OSM 
also  requested  that  Ohio  provide  a 
justification  that  Ohio's  proposed 
standard  of  70  percent  ground  cover  is 


comparable  to  immined  sites  in  the 
State.  Finally.  OSM  requested  that  Ohio 
furtiier  revise  the  rule  to  require 
statistically  valid  samoling  tor  ground 
cover,  production,  and  stocking.  OSM 
found  that  Ohio's  current  system  was 
not  compatible  with  statistical  sampling 
and  that  Ohio  had  inadvertently  mixed 
two  sampling  methods  together. 

By  letter  dated  February  10. 1992 
(Administrative  Record  No.  OH-1647), 
Ohio  requested  a  meeting  between  Ohio. 
OSM,  and  C^io  Agriculttiral  Research 
and  Development  Center  (OARDC) 
personnel  to  clarify  the  issues  and 
concerns  expressed  in  OSM's  January  3, 
1992,  letter.  On  March  31. 1992, 
representatives  of  Ohio,  OSM,  and  the 
OARDC  met  at  OARDC  to  discuss  those 
issues  (Administrative  Record  OH-1672 
and  OH-1683). 

By  letter  dated  June  22, 1992 
(Administrative  Record  No.  OH-1725), 
Ohio  submitted  a  new  version  of 
Revised  Program  Amendment  No.  25 
and  withdrew  its  August  9, 1991, 
submission.  The  new  submission  is 
intended  to  address  the  issues  in  OSM's 
January  3, 1992.  letter.  The  Jime  22, 
1992.  submission  proposes  to  revise 
OAC  1501:13-9-05  paragraph  (J)(l)  to 
incorporate  additional  language 
previously  proposed  in  Ohio's  July  24, 
1990.  submission  of  paragraph  (I)(l)  and 
in  Ohio's  August  9, 1991,  submission  of 
paragraph  (I)(3)(c)(ii).  Accompanying 
this  proposed  rule  change,  Ohio 
submitted  four  documents.  These 
documents  discuss  the  statistical 
validity  of  a  100-percent  population 
census,  describe  Ohio's  ocular  method 
of  ground  cover  evaluation,  and  discuss 
how  inspectors  will  be  trained  to 
implement  the  Ohio  method. 

On  August  18, 1992.  OSM  published 
a  notice  in  the  Federal  Register  (57  FR 
37136)  announcing  receipt  of  Ohio's 
June  22, 1992.  submission  of  Revised 
Program  Amendment  No.  25  and  invited 
public  comment  on  its  adequacy.  The 
public  comment  period  ended  on 
September  17, 1992. 

m.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.15  and  732.17,  are  the  Director's 
findings  concerning  the  proposed 
amendment  to  the  Ohio  program. 

The  proposed  amendment  consists  of 
two  parts:  a  proposed  one-sentence 
addition  to  Ohio's  rules  at  OAC 
1501:13-9-15(J)(l)  and  documents 
pertaining  to  a  proposed  ocular 
inspection  method  for  evaluating 
vegetative  ground  cover  when  making 
performance  bond  release  decisions. 
■  The  proposed  regulatory  language  reads 
as  follows:  "Success  of  revegetation 


shall  be  measured  using  a  statistically 
valid  sampling  technique  with  a  ninety 
percent  statistical  confidence  interval 
(i.e.  one-sided  test  with  0.10  alpha 
error)."  The  proposed  language  is 
substantively  identical  to  the  last 
sentence  in  30  CFR  816.116(a)(2).  The 
Director,  therefore,  finds  that  the  rule 
language  is  no  less  effective  than  the 
Federal  rules. 

The  second  part  of  the  amendment 
consists  of  documents  describing  Ohio's 
proposed  ocidar  method  of  ground 
cover  evaluation  plus  supporting 
statements  concerning  the  method's 
statistical  validity  and  the  training 
which  Ohio  inspectors  will  undergo 
prior  to  using  the  method.  This     ^^ 
submission  was  in  response  to  30  CFR 
935.16(f)  which  required  that  by  May 
31. 1990.  Ohio  small  amend  its  progpun 
to  include  a  statistically  valid  technique 
for  the  evaluation  of  revegetation 
success  to  augment  or  replace  its  current 
method  to  be  as  effective  as  30  CFR 
816.116(a).  "This  Federal  rule  requires 
that  statistically  valid  sampling 
techniques  for  measuring  success  shall 
be  selected  by  the  State  regulatory . 
authority  and  included  in  an  approved 
regulatory  program. 

The  second  part  of  Ohio's  June  22, 
1992,  submission  is  substantively 
identical  to  previous  State  submissions 
which  the  Director  reviewed  in  the  July 
17, 1987,  Federal  Register  (52  FR 
26966)  and  in  the  December  15, 1989, 
Federal  Register  (54  FR  51397).  Ohio 
described  its  June  22, 1992,  proposal  to 
OSM  as  follows: 

Ohio's  four-tiered  vegetative  cover 
standard  requires  that,  at  a  minimum,  at  least 
89  percent  of  the  area  being  evaluated  for 
bond  release  has  at  least  75  percent  cover,  no 
more  than  10  percent  of  the  area  has  between 
30  and  75  percent  cover  (i.e.  sparse),  no  more 
than  one  percent  of  the  area  has  less  than  30 
percent  cover  (i.e.  twrren),  and  that  there 
exists  no  single  tract  greater  than  either  3.000 
square  feet  or  0.3  percent  cover  of  the  total 
area  with  less  than  30  percent  cover  (i.e. 
single  hamn  area).  This  system  of  standards 
entails  visual  estimation  of  the  areal  extent 
of  vegetation  falling  within  a  range  of  values 
for  ground  cover,  rather  than  estimation  of 
the  overall  percentage  of  cover. 
•         •         •         •         • 

Prior  to  the  bond  release  inspection,  the 
inspector  reviews  the  planting  plan 
contained  in  the  permit  file  and  the  portion 
of  the  permit  application  map  representing 
the  area  for  which  the  Iwnd  release  has  been 
requested.  The  inspector  calculates  the  total 
square  footage  of  the  bond  release  area  and 
determines  the  maximum  square  footage  of 
sparse  (I.e.  10  percent  of  the  release  area), 
barren  area  (i.e.  one  percent  of  the  release 
area),  and  the  maximum  extent  of  single 
barren  area  (0.3  percent  of  the  xelease  area  or 
3.000  square  fiset,  whichever  is  less)  within 
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which  the  vegatative  cow  would  be 
dateimined  to  be  suocessftiL 

The  inspector  auigned  to  the  permit  U 
accompanied  by  ancfdier  inapector  or  the 
district  office  supervisor  at  the  time  of  the 
actual  bond  release  inspection.  Upon  arrival 
at  the  bond  release  site,  the  inspectora 
determine  the  most  efficient  route  over  the 
bond  release  area  to  ensure  that  the  entire 
area  can  be  visually  evaluated.  As  the 
inspectors  walk  the  route,  any  portion  of  the 
area  which  is  observed  to  have  less  than  75 
percent  ground  cover  is  visually  segregated 
and  measured  by  tape  measiire  or  pacing,  and 
the  results  are  recoided  on  the  inspection 
form.  Further  measurements  are  taxen  within 
the  segregated  area  if  it  is  determined  by 
visual  olnervation  that  barren  portions  (less 
than  30  percent  cover)  are  interspersed  with 
sparse  (between  30  and  75  percent  cover).  If 
any  single  barren  exceeds  the  lesser  of  3.000 
square  feet  or  0.3  percent  of  the  total  bond 
release  area,  the  inspector  terminates  the 
inspection  and  the  bond  release  is 
immediately  denied. 

Upon  completion  of  the  inspection,  if  no 
single  barren  area  larger  than  the  acceptable 
limit  exists,  the  inspector  tallies  the  total 
square  footage  of  sparse  and  barren  area.  If 
both  categories  fall  within  the  acceptable 
limits  calculated  prior  to  the  Inspection,  and 
if  no  other  conditioiu  exist  for  wmich  bond 
release  would  be  denied  in  accordaitce  with 
Chapter  1513  of  the  Ohio  Revised  Code  and 
administrative  rule8,^he  bond  release  request 
is  approved. 

Ohio  has  argued  that  the  above  ocular 
method  is  a  100-percent  sampling  of  the 
vegetative  cover  on  sites  considered  for 
bond  release  and  that  such  sampling  is 
just  a  special  case  of  simple  random 
sampling  (Administrative  Record  No. 
OH-1725).  OSM  rejects  this  argument. 
The  Ohio  method  is  an  ocular  estimate 
of  percent  cover  by  category:  it  is  not  a 
measurement  since  no  discrete  points 
are  sampled  and  the  distance  from  the 
observer  to  the  point  observed  is  not 
fixed.  A  100-percent  census  requires 
measurement  of  100  percent  of  the  area 
which  the  Ohio  technique  does  not 
accomplish  (Administrative  Record  No. 
OH-1795).  Furthermore,  there  is  no 
estimate  of  the  mean  and  variance,  both 
of  which  are  necessary  to  implement  the 
proposed  language  at  OAC  1501:13-0- 
15(J)(1).  The  proposed  ocular  method  of 
evaluating  ground  cover  does  not 
implement  the  proposed  rule  at  OAC 
1501:13-B-150j(1).  The  proposed  rule 
language  and  ihe  ocular  inspection 
method  submitted  by  Ohio  are  not 
consistent  with  each  other.  To  perform 
a  statistical  test,  a  sample  must  be  taken 
and  a  mean  and  variance  calculated. 
This  is  not  possible  given  Ohio's 
proposed  ocular  method.  The  State 
recognized  this  in  its  previous  proposal 
when  it  stated  that  "Ohio  has  not  need 
[sic]  to  conform  to  a  90  percent 
statistical  confidence  interval  because  it 


does  not  utilize  a  sampling  tedmlque" 
(July  17, 1987;  52  FR  at  26967). 

In  the  Pall  of  1988,  OSM  and  Ohio 
jointly  conducted  a  study  of  randomly 
selected  mining  sites  upon  which  Ohio 
had  approved  bond  release 
(Administrative  Record  No.  OH-1196). 
The  purpose  of  the  study  was  to 
compare  the  results  of  Ohio's  proposed 
ocular  method  of  evaluating  vegetative 
ground  cover  with  those  obtained  ^ 
using  a  statistically  valid  method.  Ine 
study,  which  was  reported  in  the 
December  15, 1989.  Federal  Register  (54 
FR  51395)  concluded  that  Ohio^s  ocular 
method,  which  is  the  same  method 
proposed  on  June  22, 1992,  was  not  as 
effective  as  a  statistically  valid  method. 
Accordingly,  the  Director  fotmd  that 
Ohio  had  not  demonstrated  that  its 
method  of  evaluating  the  success  of 
revegetation  is  no  less  eSiactive  than  the 
Federal  rules  at  30  CFR  816.116(a).  No 
new  field  studies  have  been  submitted 
by  Ohio  to  refute  these  findings  and 
conclusions.  Furthermore,  the  Director 
is  unaware  of  any  studies  sponsored  by 
universities,  government  agencies,  or 
other  parties  which  demonstrate  that 
ocular  estimation  of  the  areal  extent  of 
ground  cover  is  no  less  effective  than 
Uie  sampling  methods  approvable  under 
30  CFR  816.116(a). 

In  developing  the  Federal  rules  at  30 
CFR  816.116(a),  OSM  considered  the 
use  of  ocular  methods  but  rejected  them 
in  the  final  rulemaking.  OSM  made  this 
decision  because  the  ocular  method 
whereby  an  inspector  visually  inspects 
the  site  and  determines  whether  success 
has  been  achieved,  is  highly  dependent 
upon  the  training,  experience  and 
objectivity  of  the  inspector.  Ocular 
methods  were  belie>^  to  provide 
results  that  were  too  varitible  for  bond 
release  decision  making  (March  23. 
1982: 47  FR  at  12599).  This  belief  is 
supported  by  others  who  have  studied 
the  subject  of  ground  cover 
measiuement.  In  1982,  Raelson  and 
McKee,  two  agronomists  at 
Pennsylvania  State  University,  studied 
the  measurement  of  plant  cover  to 
evaluate  revegetation  success  on  sur&ce 
coal  mines  (Administrative  Record  Na 
OH-1796).  They  surveyed  the  literature 
on  the  methods  available  for  measuring 
groimd  cover  sudi  as  the  quadrat 
sampling  method,  line-intercept 
method,  point-frequency  method  and 
the  visual  estimation  method.  They 
arrived  at  the  following  conclusions 
concerning  the  visual  estimation 
method: 

The  visual  estimate  method  is  fast  R  vnM 
designed  to  provide  initial  survey 
infonnatku  oo  the  v^etatioo  (tf  large  areas 
for  whidi  detailed  measurameats  are  not 
jxMsible.  It  is,  however,  highly  inaccurate. 


Results  of  many  studies  have  shown  that 
even  well  trained  field  observers  can  diffar 
by  twenty-five  or  more  percent  or  more  in 
their  assessment  of  the  cover  of  the  same 
area.  Greig  Smith  (1964)  pointed  out  that  the 
accuracy  of  the  method  decreases  thnni^  the 
day  as  observers  become  tired  and  less  aJeit 
In  additioQ.  cover  estimates,  even  by  the 
same  observer,  can  vuy  throughout  die  day 
and  bom  day  to  day.  Im  visual  f*'">f*"  d 
cover  method  re«]uires  an  objective  standard 
to  calibrate  the  observer's  'eye.'  The  visual 
estimation  method,  while  often  used,  is  not 
well  suited  for  purposes  of  enforcing  legal 
reclamation  standwds. 

A  field  exercise  by  the  authors  on  a 
reclaimed  surface  mine  which 
compared  visual,  qiiadrat,  and  point 
frequency  methods  of  ground  cover 
estimation  supported  the  statement  that 
visual  estimates  are  inherently 
subjective. 

Onio's  proposed  ocular  method  is  a 
refinement  of  the  visual  method  studied 
by  Raelson  and  McKee.  It  involves  the 
estimation  of  three  cover  classes  instead 
of  a  single  visual  estimate  and  observers 
receive  training  in  making  such 
estimates.  Nevertheless,  the  Director 
beUeves  that  it  involves  greater 
subjectivity  than  other  methods 
acceptable  under  30  CFR  816.116(a)(1).  - 

In  summary,  the  Director  finds  that 
Ohio  has  not  demonstrated  that  its 
proposed  ocular  method  is  no  less 
effective  than  statistically  valid 
sampling  techniques  required  tmder  30 
CFR  816.116(a)(1).  He  rejects  Ohio's 
argument  that  the  proposed  ocular 
method  is  a  100-percent  sample  and  that 
it  qualifies  as  a  statistically  valid 
sampling  technique  acceptable  for 
malting  performance  bond  release 
decisions.  Furthermore,  its  use  as 
proposed  by  Ohio  would  result  in  an 
inconsistency  between  proposed  rule 
language  at  OAC  1501:13-9-15(J)(l)  and 
actual  practice  diuing  inspections. 

This  decision  is  consistent  with 
decisions  on  other  proposed  State 
program  amendments,  where  the 
Director  has  not  approved  ocvlai 
estimation  of  revegetation  success.  See, 
"(Djetermination  of  pwrcent  moisture 
content  and  dry  forage  production  based 
on  representative  subsamples  of 
ocularly  estimated  stratified  samples  is 
not  consistent  with  the  Federal 
requirements."  56  FR  6559.  6561 
(February  19. 1991)— Kansas:  "{0]cular 
estimation  of  spades  cover,  vegetative 
cover  and  total  ground  cover"  is  less 
effective.  51  FR  42209, 42212 
(November  24, 1986}— Wyoming;  "ITlhe 
Secretary  finds  that  the  portion  of  the 
State's  Technical  Handbook  which 
allows  the  use  of  the  ocular  method  for 
determining  success  Is  Ian  effective 
than  30  CFR  816.116  and  817.116  which 
only  aUow  vdid  atatietical  sampling 
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techniques  for  this  purpose."  50  FR 
28324.  28332  Quly  11. 1985)— West 
Virginia. 

rv.  Summary  and  Disposition  of 
Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17(hKll)(i).  comments  were 
solicited  from  various  Federal  agencies 
with  an  actual  or  potential  interest  in 
the  Ohio  program.  The  U.S.  Department 
of  Agriculture.  Soil  Conservation 
Service;  the  U.S.  Army  Corps  of 
Engineers  and  the  U.S.  Department  of 
Labor,  Mine  Safety  and  Health 
Administration  responded  but  did  not 
have  any  substantive  comments. 

No  pi^lic  comments  were  received 
for  the  June  22. 1992,  submission. 
However,  in  response  to  an  earlier 
program  amendment  submission,  there 
was  a  comment  by  the  Ohio  Mining  and 
Reclamation  Association  (the  "OMRA"). 
The  OMRA  disagreed  with  OSM's 
determination  that  Ohio's  current 
method  for  measuring  revegetation  war 
not  statistically  valid.  The  OMRA 
argued  that  Ohio's  method  is 
statistically  valid  because  the  insnectors 
review  the  entire  permit  area.  It  also 
argued  Ohio's  current  system  hasn't 
posed  a  problem  and  that  to  change  this 
system  would  not  improve  the  method 
of  evaluating  revegetation. 

The  Director  disagrees  with  the 
OMRA.  As  discussed  in  the  Director's 
Findings,  Ohio's  ocular  method  for 
evaluating  revegetation  success  is  not 
statistically  vaUd  and  does  not  meet  the 
90  percent  statistical  confidence 
interval.  As  discussed  in  the  Findings. 
Ohio's  current  system  has  posed  a 
problem.  That  is.  the  system  is  based  on 
the  subjective  judgment  of  each 
inspector,  so  that  the  results  of  each 
inspection  cannot  be  repeated  with  any 
degree  of  certainty.  This  is 
demonstrated  by  the  joint  study 
conducted  by  OSM  and  Ohio.  \he 
results  of  which  was  reported  in  the 
December  IS.  1989.  Federal  Register  (54 
FR  51397).  In  that  study.  OSM 
determined  that  there  was  a  wide 
confidence  interval  between  the  three 
observers,  which  is  not  allowed  under 
the  Federal  rules  at  30  CFR  816.11B(a). 
"[Sjtatistically  vahd  techniques  and  a 
nationt^de  standard  of  statistical 
confidence  are  necessary  to  insure 
objective,  standardized  and  equitable 
evaluations  of  revegetation  success."  51 
FR  4485,  4493  (February  5, 1986). 

V.  Director's  Dectsion 

Based  on  the  above  findings,  the 
Director  is  approving,  with  one 
exception.  Revised  Program 
Amendment  No.  25.  as  submitted  by 


Ohio  on  June  22, 1992.  The  Director  has 
determined  that  the  proposed  revision 
to  OAC  1501:13-9-15(JMl)  i«  no  less 
effective  than  the  Federal  rules  at  30 
CFR  816.116(a)(2).  However,  the 
proposed  ocular  method  for  evaluating 
ground  cover  which  was  submitted  as 
part  of  the  June  22. 1902.  amendment 
has  been  determined  by  the  Director  to 
be  not  as  effective  as  30  CFR 
816.116(a)(1)  which  reauires  that 
statistically  valid  sampling  techniques 
for  measuring  success  be  included  as 
part  of  approved  State  regulatory 
programs.  Therefore,  the  amendment 
requirement  for  the  Ohio  program  at  30 
CFR  035.16(f)  has  not  been  fully 
satisfied  and  remains  outstanding. 
Specifically,  Ohio  mxist  amend  its 
program  to  include  a  statistically  valid 
sampling  tedmique  for  evaluating  the 

area!  extent  of  ground  cover.      

The  Federal  regulaUons  at  30  CFR 
part  935  codifying  decisions  concerning 
the  Ohio  program  are  being  amended  to 
implement  this  decision.  "Inis  final  rule 
is  being  made  effective  immediately  to 
expedite  the  State  program  amendment 
process  and  to  encourage  States  to 
conform  their  programs  with  the  Federal 
standards  without  undue  delay. 
Consistency  of  State  and  Federal 
standards  is  required  by  SMCRA. 

EPA  Concurrence 

Under  30  CFR  732.17(h)(ll)(ii).  the 
Director  is  required  to  obtain  the  written 
concturence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  which  relate  to  air 
or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C.  1251  et  seq.)  or  the  Qean 
Air  Act  (42  U.S.C  7401  et  seq.).  The 
Director  has  determined  that  this 
amendment  contains  no  such  provisions 
and  that  EPA  concurrence  is  therefore, 
imnecessary.  However,  by  letter  dated 
September  22, 1992  (Administrative 
Record  No.  OH-1775).  EPA  submitted 
its  concurrence  without  comment. 

Effect  of  Director's  Decision 

Section  503  of  SMCRA  provides  that 
a  State  may  not  exercise  jurisdiction 
under  SMCRA  unless  the  State  program 
is  approved  by  the  Secretarv.  Similarly, 
30  CFR  732.17(a)  requires  that  any 
alteration  of  an  approved  State  program 
be  submitted  to  OSM  for  review  as  a 
program  amendment.  Thus,  any  changes 
to  a  State  program  are  not  enforceable 
until  approved  by  OSM.  The  Federal 
regulations  at  30  CFR  732.17(g)  prohibit 
any  unilateral  changes  to  approved 
programs.  In  the  oversight  of  the  Ohio 
program,  the  Director  will  recognize 
only  the  approved  program,  together 


with  any  consistent  implementing 
policies,  directives  and  other  materials, 
and  will  reauire  the  enforcement  by 
Ohio  of  suoi  provisions. 

VI.  Procedural  Determinatioos 

Executive  Order  12291 

On  July  12. 1084.  the  Office  of 
Management  and  Budget  (OMB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4,  7  and  8 
of  Executive  Order  12201  for  actions 
related  to  approval  or  conditional 
approval  of  State  regulatory  programs, 
actions  and  program  amendments. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  sucn  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C 
1253  and  1255)  and  30  CFR  730.11. 
732.13  and  732.17(h)(10).  decisions  on 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  reqxiirements  of  30 
CFR  parts  730,  731,  and  732  have  been 
met. 

National  Envirotunental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(c)  of  the  National 
Environmental  Policy  Act.  42  U.S.C 
4332(2)(C). 


Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act.  44  U.S.C 
3507  et  seq. 
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Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  entities  under  the 
Regulatory  Flexibility  Act  (5  U.S.C  601 
et  seq.).  llie  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  munber  of  small  entities. 
Hence,  this  rule  will  ensiue  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
Siate.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  935 

Intergovernmental  relations,  Surface 
mining,  Underground  mining. 

Dated:  December  24, 1992. 

Jeffrey  0.  Jarrett, 

Acting  Assistant  Director,  Eastern  Support 
Center. 

For  the  reasons  set  out  in  the 
preamble,  title  30  Chapter  VU, 
subchapter  T  of  the  Code  of  Federal 
regulations  is  amended  as  set  forth 
below 

PART  935— OHIO 

1.  The  authority  citation  for  part  935 
continues  to  read  as  follows: 

Authority:  30  U.S.C.  1201  et  seq. 

2.  In  §  935.15,  a  new  paragraph  (jjj)  is 
added  to  read  as  follows: 

S  935.1 5    Approval  of  regulatory  program 
amendments. 


(jjj)  The  following  amendment  to  the 
Ohio  regulatory  program,  as  submitted 
to  OSM  on  June  22, 1992.  with  one 
exception,  is  approved,  effective  January 
14, 1993:  The  approved  amendment 
consists  of  a  revision  to  the  Ohio 
Administrative  Code  at  1501:13-9- 
15(J](1)  which  pertains  to  standards  for 
measuring  success  of  revegetation.  OSM 
is  not  approving  Ohio's  proposed  ocular 
method  of  ground  cover  evaluation. 

3.  In  §  935.16(f)  is  revised  to  read  as 
follows: 

$935.16    Raquirad  regulatory  program 
amendments. 


(f)  By  May  14, 1993.  Ohio  shall  amend 
its  program  to  include  a  statistically 
valid  technique  for  the  evaluation  of 


revegetation  success  to  augment  or 
replace  its  current  method  to  be  as 
effective  as  30  CFR  816.116(a). 

(PR  Doc.  93-873  Filed  1-13-93;  8:4S  am] 
BNJJNO  CODE  4*10-aS-M 


30  CFR  Part  938 

Pennsylvania  Reguiatory  Program; 
Regulatory  Reform 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

ACTION:  Final  rule. 

SUMMARY:  OSM  is  announcing  the 
approval  of  a  proposed  amendment  to 
the  Pennsylvania  permanent  regulatory 
program  (hereina^er  referred  to  as  the 
Pennsylvania  program)  approved  imder 
the  Surface  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA).  The 
proposed  amendment  defines  the  term 
"historical  resource,"  requires  that 
permitting  decisions  take  into  account 
the  effect  of  the  proposal  coal  mining  on 
prgperties  listed  on  or  eligible  for  listing 
on  the  National  Register  of  Historic 
Places  (NRHP),  and  describes  permit 
application  informational  requirements 
pertaining  to  archaeological,  cultural 
and  historical  resources  listed  on  or 
eligible  for  listing  on  the  NRHP  within 
the  permit  and  adjacent  areas  including 
identification  of  the  steps  to  be  taken  to 
protect  the  historic  resoim»s. 
EFFECTIVE  DATE:  January  14, 1993. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Robert  J.  Biggi,  Director,  Harrisburg 
Field  Office,  Office  of  Surface  Mining 
Reclamation  and  Enforcement, 
Harrisburg  Transportation  Center,  Third 
Floor,  suite  3C,  4th  and  Market  Streets. 
Harrisburg,  Pennslyvania  17101. 
Telephone  (717)  782-4036. 
SUPPLEMENTARY  INFOflMATION: 

I.  Background  on  the  Pennslyvania  Program. 

II.  Submission  of  Amendment. 

III.  Director's  Findings. 

IV.  Summary  and  Disposition  of  Comments. 

V.  Director's  Decision 

VI.  Procedural  Determinations. 

I.  Backgroiuid  on  the  Pennslyvania 
Program 

The  Secretary  of  the  Interior 
conditionally  approved  the 
Pennsylvania  program  on  July  31, 1982. 
Information  on  the  background  of  the 
Pennsylvania  program  including  the 
Secretary's  findings,  the  disposition  of 
comments,  and  a  detailed  explanation  of 
the  conditions  of  approval  of  the 
Pennsylvania  program  can  be  found  in 
the  July  30, 1982,  Federal  Register  (47 
FR  33050).  Subsequent  actions 
concerning  the  conditions  of  approval 


and  program  amendments  are  identified 
at  30  CFR  938.11.  938.12.  938.15  and 
938.16. 

n.  Submission  of  Amendment 

By  letter  dated  December  18, 1991 
(Administrative  Record  Number  PA 
803.00),  Pennsylvania  submitted  a  State 
program  amendment  to  address  four 
outstanding  part  732  Notifications, 
listed  below: 

1.  Historic  Properties,  ]wae  9, 1987, 
Administrative  Record  Number  PA  651 

2.  Regulatory  Reform  Review  H, 
December  16, 1988.  Administrative 
Record  Number  PA  723. 

3.  Ownership  and  Control,  May  11, 
1989,  Administrative  Record  Number 
PA  773. 

4.  Regulatory  Reform  Review  lU, 
January  2, 1990,  Administrative  Record 
Number  PA  787.03. 

Other  revisions  are  contained  in  the 
proposed  amendment  package  to 
address  provisions  necessary  for 
Pennsylvania  to  implement 
amendments  to  the  Pennsylvania 
Surface  Mining  Conservation  and 
Reclamation  Act  (Pub.  L  No.  1570,  Act 
171  of  December  12, 1986)  and  changes 
to  clarify  existing  regulations. 

OSM  announced  receipt  of  the 
proposed  amendment  in  the  April  13, 
1992,  Federal  Register  (57  FR  12785), 
and,  in  the  same  notice,  opened  the 
public  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  proposed  amendment. 
The  comment  period  closed  on  May  13, 
1992.  At  the  request  of  the  Pennsylvania 
Coal  Association,  a  public  meeting  was 
held  on  June  30, 1992. 

To  simplify  the  processing  of  the  large 
amendment  package,  OSM  separated  the 
package  into  smaller  amendments, 
according  to  subject  matter,  which  then 
would  be  handled  in  individual  final 
rules.  This  final  rule  addresses  all  the 
revisions  proposed  by  Pennsylvania  in 
response  to  the  June  9, 1987,  part  732 
Notification  (Administrative  Record  No. 
PA-651)  concerning  cultiual  and 
historical  resources  and  other  related 
State  initiated  changes  to  bring  the 
Pennsylvania  program  into  compliance 
with  the  Federal  program. 

in.  Director's  Findings 

Set  forth  below,  pursuant  to  SMCRA 
and  the  Federal  regulations  at  30  CFR 
732.17.  are  the  Director's  findings 
concerning  the  proposed  amendment  to 
the  Pennsylvania  program. 
Nonsubstantive  changes,  which  are 
proposed  throughout  these  rules,  to 
make  grammatical  corrections  and  to 
correct  subsection  letter  notations  are 
not  specifically  discussed. 
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1.  Section  86.1    Definitions— Historical 
Resources 

Pennsylvania  proposes  to  add  a 
definition  of  "historic  resource"  to 
section  86.1.  Under  the  proposed  rules 
"historic  resource"  means: 

"A  building,  structure,  object,  distrirt. 
place,  site  or  area  significant  in  the  history, 
architecture,  maritime  heritage,  archaeology 
or  culture  of  this  Commonwealth,  iU 
communities  or  the  nation.  The  term  'historic 
resource"  includes  the  terms  'culture! 
resource.'  'archaeological  reeource.'  'historic 
place."  'historic  iwoperty."  'archaeological 
site"  and  'archaeological  property'  as  used  in 
Chapters  8&-90  of  this  Tide."" 

Although  the  Federal  regulations  do 
not  define  "historic  resource,"  the 
proposed  definition  is  not  inconsistent 
with  the  use  of  the  term  in  the  Federal 
regulations  in  reference  to  the  NRHP. 
Therefore,  the  Director  finds  the 
proposed  definition  of  "historic 
resources"  will  not  render 
Pennsylvania "s  rules  less  effective  than 
the  counterpart  Federal  regulations. 

2  Section  86.37(aH6)    Criteria  for 
Permit  Approval  or  Denial 

Pennsylvania  proposes  to  revise  this 
rule  to  include  language  to  require  that 
the  regulatory  authority,  as  part  of  the 
%vritten  findings  for  permit  application 
approval,  take  into  account  the  effects  of 
the  proposed  coal  mining  activities  on 
properties  listed  or  eligible  for  listing  on 
the  NRHP.  In  addition,  the  proposal 
fiirther  revises  the  rule  to  provide  that 
such  a  finding  may  be  supported  in  part 
by  inclusion  of  appropriate  permit 
conditions  or  operational  plan  changes 
to  protect  historic  resources,  or  a 
documented  decision  that  no  additional 
protective  measures  are  necessary. 

Since  the  proposed  revision  to  section 
86.37(a)(6)  is  substantively  identical  to 
the  Federal  counterpart  regulation  at 
§  773.15(c)(ll).  the  Director  finds  that 
the  proposed  rules  are  no  less  effective 
than  that  Federal  regulation. 

3.  Section  86.102    Areas  Where  Miiu/ig 
is  Prohibited  or  Limited 

Pennsylvania  proposes  to  revise 
section  86.102  to  add  language  to  extend 
the  restriction  on  surface  mining 
activities  which  will  affect  a  publicly- 
owned  park  or  a  place  included  on  the 
NRHP  to  include  such  places  "eligible 
for  inclusion  on"  the  NRHP.  The 
counterpart  Federal  regulation  at  30 
CFR  761.11(c)  is  similar,  except  that  it 
does  not  include  publicly-owned  parks 
or  places  "eligible  for  inclusion"  on  the 
NRHP.  Since  the  proposed  rules  would 
extend  the  protection  of  publicly-owned 
parks  or  places  eligible  for  listing,  the 
Director  finds  that  the  added  language 
would  not  render  the  State  rules  less 


eRective  than  the  counterpart  Federal 

regulations. 

4.  Sections  87.42(2),  86.22(2), 

88.491{aXlXii).  89.38(a).  and  90.11(a)(3) 

General  Environmental  Resource 

Information 

Peimsylvania  proposes  to  revise  its 
rules  concerning  the  inftHmationai 
requirements  of  coal  mining  permit 
applications  to  include  the  nature  of 
archaeological,  as  well  as  cultural  and 
historic  resources  within  the  permit  or 
adjacent  areas  which  are  listed  on  or 
eligible  for  listing  on  the  NRHP.  In 
addition,  the  rules  provide  that  the 
regulatory  authority  may  require  the 
applicant  to  evaluate  the  identified 
historic  resources  through  collection  of 
additional  information,  field 
investigations  or  other  appropriate 
analysis.  In  its  issue  letter  to 
Pennsylvania  (Administrative  Record 
No.  PA-803.12),  OSM  noted  that  section 
88.49l(a)(l)(ii)  did  not  require 
information  on  historic  resources 
located  within  the  areas  adjacent  to  the 
proposed  permit  area.  Pennsylvania,  in 
its  response  (Administrative  Record  No. 
PA-603.14)  resolved  OSM's  concern  by 
clarifying  that  the  requirement  for 
information  on  historic  resources  within 
areas  adjacent  to  the  permit  for  all 
anthracite  mining  activities  is  contained 
in  88.22(2).  ^    j     . 

Therefore,  the  Director  finds  that 
Pennsylvania's  proposed  rules  are 
substantively  identical  and  no  less 
effective  than  the  Federal  counterpart 
regulations  at  30  CFR  779.12(b)  and 
783.12(b). 

5.  Sections  87.54(a)(9).  88.31(a)(9). 
88.491(i)(7).  and  90.21(a)(9)    Maps. 
Cross  Sections,  and  Related  Information 

Pennsylvania  proposes  to  revise  its 
rules  concerning  the  requirement  to 
submit,  as  part  of  a  coal  mining  permit 
application,  maps  and  plans  showing 
the  boundaries  of  any  public  park  and 
location  of  cultural  or  historical 
resource  listed  on  the  NRHP.  The 
proposed  rule  extends  this  requirement 
to  those  sites  which  are  eligible  for 
listing  on  the  NRHP.  Since  the  proposed 
rules  are  substantively  identical  to  the 
respective  Federal  regulations  at  30  CFR 
779.24(i)  and  783.24(i).  the  Director 
finds  them  to  be  no  less  effective  than 
these  Federal  regulations. 


adverse  impacts  of  the  proposed  coal 
mining  operations  on  public  parks  and 
historic  places.  Since  the  meesures 
proposed  by  the  State  are  substantively 
Mentical  to  the  corresponding  Federal 
regulations  at  30  CFR  780.31  and 
784.17,  the  Director  finds  that  they  are 
no  less  effective  than  the  Federal  rules. 

IV.  Summary  and  DiqMMition  of 
Commenta 


6.  Sections  87.77.  88.56.  88.381(c)(9). 
88.492(f).  89.38  (b)&  (eland  90.40 
Protection  4)f  Public  Parks  and  Historic 
Places 

Pennsylvania  is  proposing  to  revise  its 
rules  to  require  that  each  permit 
application  describe  the  measures  that 
will  be  used  to  protect  or  minimize 


Public  Comment 

The  public  comment  period  and 
opportunity  to  request  a  public  hearing 
announced  in  the  April  13. 1992. 
Federal  Register  aided  on  May  13. 
1992.  Written  comments  and  a  request 
for  a  public  meeting  were  received  from 
the  Pennsylvania  Coal  Association 
(PCA).  None  of  the  comments  pertained 
to  the  cultural  and  historical  provisions 
contained  in  the  amendment  package. 
The  public  meeting  was  held  on  June 
30, 1992.  and  comments  presentedby 
the  PCA  (Administrative  Record  No. 
PA-603.15).  However,  these  comments 
did  not  pertain  to  any  of  the  issues 
contained  in  this  final  rule  and  are, 
therefore,  not  discussed  in  this  final 
rule. 
Agency  Comments 

Pursuant  to  section  503(b)  of  SMCRA 
and  the  implementing  regulations  at  30 
CFR  732.17{h)(ii)(i),  comments  were 
solicited  from  various  Federal  and  State 
agencies  with  an  actual  or  potential 
interest  in  the  Pennsylvania  program, 
including  the  Pennsylvania  Historical 
Museum  Commission  and  the 
Pennsylvania  Advisory  Council  on 
Historical  Preservation.  Responses  were 
received  from  the  Department  of  Labor, 
Mine  Safety  and  Health  Administration. 
Districts  1  and  2;  the  Department  of 
Interior,  Bureau  of  Mines;  and  the 
Department  of  Agriculture,  Soil  ^ 

Conservation  Service.  The  responses  did 
not  contain  any  comments  concerning 
revision  to  the  State's  cultural  and 
historical  rules. 

V.  Director'a  Decision 

Based  on  the  findings  discussed 
above,  the  Director  is  approving 
Pennsylvania's  program  amendment 
pertaining  to  cultural  and  historical 
protection  provisions  of  its  rules  as 
submitted  on  December  18, 1991. 

Effect  of  the  Director's  Decision 

Section  503  of  SMCRA  providw  that 
a  State  may  not  exercise  jurisdiction 
under  SMCRA  unless  the  State  program 
is  approved  by  the  Secretary.  Similarly, 
30  CFR  732.17(a)  requires  that  any 
alteration  of  an  approved  State  program 
be  submitted  to  OSM  for  review  as  a 
program  amendment  Thus  any  dianges 
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to  the  State  program  are  not  enforceable 
until  approved  by  OSM.  The  Federal 
regulations  at  30  CFR  732.17(g)  prohibit 
any  unilateral  changes  to  approved  State 
programs,  hi  the  oversight  of  the 
Pennsylvania  program,  the  Director  will 
recognize  only  the  statutes,  regulations 
and  other  materials  approved  by  him, 
together  with  any  consistent 
implementing  policies,  directives  and 
other  materials,  and  %vill  require  the 
enforcement  by  Pennsylvania  of  only 
such  provisions. 

EPA  Concurrence 

Under  30  CFR  732.17(h)(ll)(ii),  the 
Director  is  required  to  obtain  the  written 
concurrence  of  the  Administrator  of  the 
Environmental  Protection  Agency  (EPA) 
with  respect  to  any  provisions  of  a  State 
program  amendment  which  relate  to  air 
or  water  quality  standards  promulgated 
under  the  authority  of  the  Clean  Water 
Act  (33  U.S.C  1251  et  seq.)  or  the  Clean 
Air  Act  (42  U.S.C.  7401  et  seq.).  The 
Director  has  determined  that  this 
amendment  contains  no  such  provisions 
and  that  EPA  concurrence  is,  therefore, 
imnecessary. 

VI.  Procedural  Determinations 

Executive  Order  12291 

On  July  12, 1984,  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  OSM  an  exemption  from  sections  3, 
4,  7  and  8  of  Executive  Order  12291  for 
actions  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions  and  program 
amendments.  Therefore,  preparation  of 
a  regulatory  impact  analysis  is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Executive  Order  12778 

The  Department  of  the  biterior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of 
SMCRA  (30  U.S.C  1253  and  1255)  and 
30  CFR  730.11,  732.15  and 
732.17(h)(10),  decisions  on  proposed 
State  regulatory  programs  and  program 
amendments  submitted  by  the  States 
must  be  based  solely  on  a  determination 
of  whettier  the  submittal  is  consistent 
with  SMCRA  and  its  implementing 
Federal  regulations  and  whether  the 


other  requirements  of  30  CFR  parts  730. 
731  and  732  have  been  met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  ma)or 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C 
4332(2)(C). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  biterior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  coimterpart  Federal 
regulations. 

List  oi  Subiects  in  30  CFR  Part  938 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  December  4, 1992. 
Jeffivjr  D.  Jarratt, 

Acting  Assistant  Director.  Eastern  Support 
Center. 

For  the  reasons  set  forth  in  the 
preamble,  title  30,  chapter  Vn, 
subchapter  T  of  the  Code  of  Federal 
Regulations  is  amended  as  set  forth 
below: 

PART  938-PENNSYLVANIA 

1.  The  authority  citation  for  part  938 
continues  to  read  as  follows: 

Authority:  30  U.S.C  1201  et  seq. 

2.  Section  938.15,  is  amended  by 
adding  a  new  paragraph  (x)  to  read  as 
follows: 


f938.1S    Approval  of  raguMory  program 


(x)  The  following  amendments  to  the 
Pennsylvania  regulatory  program  were 
approved  effective  January  14. 1993, 

86.1    Definitions:  "historic  resource." 
86.37(a)(6)    Qiteria  for  permit  approval  or 

denial. 
86.102    Areas  where  mining  is  prohibited  or 

limited. 
87.42(2):    General  environmental  resource 

information. 
87.54(a)(9)    Maps,  cross  sections,  and  related 

infcnmation. 
87.77    Protection  of  public  parks  and 

historic  places. 
88.22(2]    General  environmental  resource 

information. 
88.31(a)(9)    Maps  and  plaiu. 
88.56    Protection  of  public  parks  and 

historic  places. 
88.381(c)(9)    General  requirements; 

protection  of  public  paries  and  historic 

places. 
88.491(a)(l)(ii)    Minimal  requirements  for 

infonnation  on  environmental  resources. 
88.491  (i)(7)    Maps  and  cross  sections. 
88.492(f)    Protection  of  public  parks  and 

historic  places. 
89.38(a)    Archaeological  and  historical 

resources  and  public  paAs. 
89.38(b)&(c]    Archaeological  and  historical 

resources  and  public  parks. 
90. 1 1  (a)(3)    General;  nature  of 

archaeological,  cultiiral  and  historic 

resources. 
90.21(a)(9)    Maps  and  cross  sections. 
90.40    Protection  of  public  parks  and 

historic  places. 

[FR  Doc.  93-860  Filed  1-13-93;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

32  CFR  Part  706 

Certiflcatione  and  Exemptions  Under 
the  International  Regulations  for 
Preventing  Collisions  at  Sea,  1972; 
Amendment 

AGENCY:  Department  of  the  Navy,  DOD. 
ACnOH;  Final  rule. 

SUMMARY:  The  Department  of  the  Navy 
is  amending  its  certifications  and 
exemptions  under  the  International 
Regulations  for  Preventing  Collisions  at 
Sea.  1972  (72  COLREGS),  to  reflect  that 
the  Judge  Advocate  General  of  the  Navy 
has  determined  that  USS  JOHN  PAUL 
JONES  (DDG  53)  is  a  vessel  of  the  Navy 
which,  due  to  its  special  construction 
and  purpose,  cannot  comply  fully  with 
certain  provisions  of  the  72  COLREGS 
without  interfering  with  its  special 
functions  as  a  naval  destroyer.  The 
intended  effect  of  this  rule  is  to  warn 
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mahiMn  in  waters  wbere^72  COLREGS 
apply. 

EFFECTIVE  DATE:  December  8. 1992. 
FOn  FURTHER  MPOmUTION  CONTACT: 
Captain  RJL  Rossi.  JAGC  U.S.  Navy. 
Admiralty  Counsel.  Office  of  the  Judge 
Advocate  General.  Navy  Department. 
200  Stovall  Street.  Alexandria.  VA 
22332-2400.  Telephone  number  (703) 
325-9744. 

SUPM-EMEMTARY  •^FORMATION:  Pursuant 
to  the  authority  granted  in  33  U.S.C 
1605.  the  Department  of  the  Navy 
amends  32  CFR  part  706.  This 
amendment  provides  notice  that  the 
Judge  Advocate  General  of  the  Navy. 
under  authority  delegated  by  the 
Secretary  of  the  Navy,  has  certified  that 
USS  JOHN  PAUL  JONES  (DDG  53)  is  a 
vessel  of  the  Navy  which,  due  to  its 
special  construction  and  purpose, 
cannot  comply  fully  with  72  COLREGS: 
Annex  1.  section  3{a)  pertaining  to  the 
location  of  the  forward  masthead  light 
in  the  forward  quarter  of  the  vessel,  the 
placement  of  the  after  masthead  light, 
and  the  horizontal  distance  between  the 
forward  and  after  masthead  lights: 
Annex  L  section  2(0(i)  pertaining  to 
placement  of  the  masthead  light  or 


lights  above  and  clear  of  all  other  lights 
and  obstructions;  and.  Annex  \,  section 
3(c)  pertaining  to  placement  of  task 
lights  not  less  than  2  meters  from  the 
fore  and  aft  centeriine  of  the  ship  in  the 
athwartship  direction;  without 
interfering  with  its  special  function  as  a 
Navy  ship.  The  Judge  Advocate  General 
has  also  certified  that  the  lights 
involved  are  located  in  closest  possible 
compliance  with  the  applicable  72 
COLREGS  requirements. 

Moreover,  it  has  been  determined,  in 
accordance  with  32  CFR  parts  296  and 
701.  that  publication  of  this  amendment 
for  pubUc  comment  prior  to  adoption  is 
impracticable,  unnecessary,  and 
contrary  to  public  interest  since  it  is 
based  on  technical  findings  that  the 
placement  of  Ughts  on  this  vessel  in  a 
manner  differently  from  that  prescribed 
herein  will  adversely  affect  the  vessel's 
ability  to  perform  its  military  functions. 

List  of  Subjecto  in  32  CFR  Part  706 

Marine  safety.  Navigation  (water),  and 
Vessels. 


Table  Five 


PAI1T706-{AMENDEO] 

Accordingly.  32  CFR  part  706  Is 
amended  as  follows:  

1.  The  authority  citation  for  32  CFR 
part  706  continues  to  read: 

Autherity:  33  U.S.C  1605. 

}706J    [AiMnded] 

2.  Table  Four  of  8  706.2  is  amended 
by: 

a.  Adding  the  following  vessel  to 
Paragraph  15: 


Vftssai 

NumtMT 

Horizontal  dWanes 

from  me  lore  and  alt 

nmienme  olthe  waa- 

taiintreaitn*aftBhlp 

orBcoon 

USS  X)HN  PAUL 
JONES. 

DOG  53 

1.89  meters. 

b.  Adding  the  following  vessel  to 
Paragraph  16: 

VasMi 

Numbar 

ObatfucHon  an(^ 

reiatlva  iNp's  haatf- 

mga 

USS  JOHN  PAUL 
JONES. 

DOG  53 

89.47  tm  106.39 
dagreaa. 

3.  Table  Five  of  §  706.2  is  amended  by 
adding  the  following  vessel: 


Vassal 


USS  JOHN  PAUL  JONES  . — 


Number 


DOG  53 


Masthead  HgMB  not 
over  al  other  HgMs 

and  otiatmcaons. 

Annex  1.  sac.  2(f) 


Forwaid  mastftaad 

Ight  not  in  lorMRl 

quaftar  ol  sNp.  Annex 

laac.3(a) 


Attar  masmaedlaM 

laieih«tV«  ship's 

length  att  of  tocMfd 

madhMd  NghL  Annex 

L  aa&  3(a) 


Percentage  hoit- 

2ontal  sepaiaiion  a)- 

talnad. 


12.5 


Dated:  December  8, 1992. 

Approved: 
WX.  Schachle.  Jr., 

Rear  Admiral.  JAGC.  VS.  Navy  Acting  Judge 
Advocate  Genetnl. 

|FR  Doc  93-906  Filed  1-13-93;  8:45  ami 
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32  CFR  Part  706 

Certifications  and  Exemptiont  Under 
the  International  Reguiationa  for 
Preventing  Collisions  at  Sea.  1972; 
Amendment 

agency:  Department  of  the  Navy.  DOD. 
ACTION:  Final  rule. 


SUMMARY:  The  Department  of  the  Navy 
is  amending  its  certifications  and 
exemptions  under  the  International 
Regulations  fat  Preventing  Collisions  at 
See.  1972  (72  COLREGS).  to  reflect  that 
the  Judge  Advocate  General  of  the  Navy 
has  determined  that  USS  KEARSARGE 
(LHD  3)  is  a  vessel  of  the  Navy  which, 
due  to  its  special  construction  and 


purpose,  cannot  comply  fully  with 
certain  provisions  of  the  72  COLREGS 
without  Interfering  with  its  special 
functions  as  a  naval  amphibious  assault 
ship.  The  intended  effect  of  this  rule  is 
to  warn  mariners  in  waters  where  72 
COLREGS  apply. 

EFFECTIVE  DATE:  December  22. 1992. 
FOR  FURTHER  MFORMATION  CONTACT: 
Captain  R.R.  Rossi.  JACX:.  U.S.  Navy. 
Admiralty  Counsel,  Office  of  the  Judge 
Advocate  General.  Navy  Department. 
200  Stovall  Street.  Alexandria.  VA 
22332-2400.  Telephone  number  (703) 
325-9744. 

SUPPLEMB4TARY  INFORMATION:  Pursuant 
to  the  authority  granted  in  33  U.S.C 
1605,  the  Department  of  the  Navy 
amends  32  CFR  part  706.  This 
amendment  provides  notice  that  the 
Judge  Advocate  General  of  the  Navy, 
under  authority  delegated  by  the 
Secretary  of  the  Navy,  has  certified  that 
USS  KEARSARGE  (LHD  3)  is  a  vessel  of 
the  Navy  which,  due  to  its  special 
constructicm  and  purpose,  cannot 


comply  folly  with  72  (X)LREGS:  Rule 
21(a).  pertaining  to  the  location  of  the 
masthead  lights  over  the  fore  and  aft 
centeriine  of  the  ship;  Annex  1,  section 
2(g).  pertaining  to  the  distance  of  the 
sidelights  above  the  hull;  Annex  I, 
section  3(a).  pertaining  to  the  location  of 
the  forwuti  masthead  light  in  the 
forward  quarter  of  the  ship;  the 
placement  of  the  after  masthead  light 
and  the  horizontal  distance  between  the 
forward  and  after  masthead  lights:  and 
Annex  I.  section  30>),  p«taining  to  the 
positioning  of  the  sidelights  in 
relationship  to  the  forward  masthead 
light,  without  interfering  with  its  special 
functions  as  a  Navy  ship.  TTie  Judge 
Advocate  General  of  the  Navy  has  also 
certified  that  the  aforementioned  lights 
are  located  in  closest  possible 
compliance  with  the  applicable  72 
CXDLREGS  requirements. 

Moreover,  it  has  been  determined,  in 
accordance  with  32  CFR  parts  296  and 
701.  that  publication  of  this  amendment 
for  public  comment  prior  to  adoption  is 
impracticaUe,  mmecessaiy,  and 


USSKEARSAl 


USSKearsag« 


Dated:  De( 
Approved: 
WX.Scliadh 
Fear  Admin 
Advocate  Ce 
(PR  Doc.  93- 

BHiJMG  CODE 


Patent  and 


Revision  o 
Provisiona 
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contrary  to  public  interest  since  it  is 
based  on  technical  findings  that  the 
placement  of  li^ts  on  this  vessel  in  a 
manner  differently  from  that  prescribed 
herein  will  adversely  affiact  the  vessel's 
ability  to  perform  its  military  functions. 


List  of  Subjects  in  32  CFR  Part  708 

Marine  safety.  Navigation  (water),  and 
Vessels. 

PART  70&-[AMENDEO] 

Accordingly.  32  CFR  part  706  is 
amended  as  follows: 


TABLE  TWO 


1.  The  authority  dUtion  for  32  CFR 
part  706  continues  to  read: 

AntlMriljr:  33  U.S.C  1605. 
1706.2    [Amwide^l 

2.  Table  II  of  §  706.2  is  amended  by 
adding  the  foUowii^  vessel: 


Vessel  number 


USS  KEARSARGE  (LHD  3) 


Masthead 

Ignis  dis- 

tanoetosted 

otiiaslinme- 

len:niie2l 

(a) 


8.9 


Foiwanlan- 
cttorHgM  dis- 
tance twkMT 
flight  deck  in 
(netws;  2(K), 
annex! 


FonNBfd  an- 
chor ight. 
number  o( 
Rile  30(8X1) 


Aft  anchor 

Iq^  dislance 

MowMghl 

deck  in  me- 

lsn;nile 

21(e)  njt» 

30(a)  00 


AR 

Ighl  numtMr 
oTnjIe  30(a) 


SktoHghts 


iielowMghl 
deck  In  me- 
ters 2(g), 
\ 


3.0 


SMe  i^4s 
dMancetor- 
iMfdofior- 


T3(b) 
anrwx  I 


91 


SIdeBghts 
dntance  In- 
board of 

ship's  skise 

)n  meters 

3(b)srwm(l 


3.  Table  Five  of  §  706.2  is  amended  by 
adding  the  following  vessel: 


Table  Five 


Vaasal 


USSKaamge . 


^klmt>er 


U03 


Maslheed  aghts  not 
over  all  other  ligWs 
and  obstructions. 
[I.  sac  2(f) 


FonMid  masttead 

Ighl  not  kt  forward 

quarter  of  ship.  Annex 

I  sec.  3(a) 


After  masthead  Hght 

lese  than  1/2  »y's 

length  aft  o(  forward 

masthead  NghL  Annex 

I.  sac.  3(a) 


Percentage  tK>rt- 

amal  sepaiakon  al 

taJned. 


38.5 


Dated:  December  22, 1992. 

Approved: 
W  X.  Schadrte.  Jr., 

Bear  Admiral,  JAGC.  U.S.  Navy  Acting  Judge 
Advocate  General. 
IFR  Doa  93-951  Filed  1-13-93;  8:45  am] 

BHJJNe  (X>OE  aS1ft-AE-MS 


DEPARTMENT  OF  COMMERCE 

Patent  and  Trademark  Office 

37  CFR  Parts  1  and  10 
[DoekM  No.  920539-2313] 
RIN06S1-AA51 

Revision  of  Patent  Cooperation  Treaty 
Provisions 

AGENCY:  Patent  and  Trademark  Office, 

Ck)mmerce. 

action:  Final  rule. 

SUMMAItV:  The  Patent  and  Trademailc 
Office  (Office)  is  amending  the  rules  of 
practice  relating  to  applications  filed 
under  the  Patent  Cooperation  Treaty 
(PCTT):  (1)  To  amend  the  rules  in 
accordance  with  revised  regulations 
under  the  PCT;  (2)  to  bring  the  rules 
regarding  applications  entering  the 
national  stt^ge  under  35  U.S.C.  371  more 
in  line  with  existing  regulations 
applicable  to  national  applications  filed 
under  35  U.S.C.  Ill;  and  (3)  to  clarify 


existing  practice  under  the  PCT.  The 
changes  ynll  result  in  more  streamlined 
and  simplified  procedures  for  filing  and 
prosecuting  international  and  national 
stage  applications  under  the  PCT. 
EFFECTIVE  DATE:  May  1. 1993. 
FOR  FURTHER  INFORMATION  COI«TACT: 
Vincent  Turner  by  telephone  at  (703) 
305-9384  or  by  mail  addressed  to  the 
Commissioner  of  Patents  and 
Trademarks,  Washington.  EX:  20231  and 
marked  to  the  attention  of  Vincent 
Turner  (Crystal  Park  2,  room  919). 
SUPPLEMENTARY  MFORMATION:  The  Office 
published  a  notice  of  proposed 
rulemaking  relating  to  revision  of  the 
Patent  (Cooperation  Treaty  provisions,  in 
the  Federal  Register,  57  FR  29248  (July 
1, 1992)  and  in  the  Official  Gazette, 
1140  Off.  Gat  Pat.  Office  27  Quly  14. 
1992).  No  oral  hearing  was  held.  Eight 
individuals  or  organizations  submitted 
written  comments  in  response  to  the 
notice  of  proposed  rulemaking.  The 
eight  written  comments  are  available  for 
public  inspection  in  the  Office  of  the 
Assistant  Commissioner  for  Patents, 
room  919,  Crystal  Park  II,  2121  Crystal 
Drive,  Arlington,  VA.  ^ 

Familiarity  with  the  notice  of 
proposed  rulemaking  is  assumed. 
Changes  in  the  text  of  the  rules 
published  for  comment  in  the  notice  of 
proposed  rulemaking  are  disctissed. 
Comments  received  in  writing  in 


response  to  the  notice  of  proposed 
rulemaking  are  discussed. 

This  rule  change  will  improve  filing 
and  processing  procedures  for 
applicants  botn  in  the  filing  of 
international  applications  and  in  the 
filing  of  national  stage  applications 
under  35  U.S.C.  371. 

Background 

During  the  first  14  )rears  under  the 
PCT,  the  annual  volume  of  international 
patent  applications  filed  in  the  U.S. 
Receiving  Office  has  increased  fit>m  jtist 
under  100  to  almost  10,000  in  fiscal  year 
1991.  The  volume  of  U.S.  national  stage 
applications  has  shown  similar  growth 
to  the  point  that  the  U.S.  is  now 
designated  more  than  10,(X)0  times  each 
year  by  applicants  filing  international 
applications  imder  the  PCT. 
Historically,  approximately  60%  of 
those  applicants  that  designate  the  U.S. 
enter  the  national  stage  in  the  United 
States. 

On  July  8  to  12. 1991.  representatives 
of  the  patent  offices  of  the  member 
countries,  in  a  series  of  meetings  held  in 
(Geneva,  Switzerland,  agreed  upon 
several  changes  to  the  PCT  rmulations 
which  are  designed  to  make  the  PCT 
more  user-fiiendly.  These  adopted 
dbanges  require  corresponding  dianges 
in  Title  37,  CFK. 

The  practice  imder  the  revised  PCT 
r^ulations  will  permit  an  applicant  to 
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provide,  in  addition  to  at  least  one 
specified  designation,  a  precautionary 
designation  ofall  other  PCT  member 
countries  and  regions  so  that  any 
intended  designation  which  may  haVe 
been  overlooked  on  filing  can  be 
corrected  within  15  months  of  the 
priority  date  by  confirmation  of  the 
designation.  Applicants  are  cautioned, 
however,  that  in  order  for  the 
confirmation  of  a  designation  of  the  U.S. 
to  be  valid,  the  inventor  must  have  been 
named  in  the  application  papers  as 
filed,  37  CFR  1.421(b). 

International  applications  are 
searched  and  published  prior  to  the  20- 
month  deadline  for  entry  into  the 
national  stage.  If  a  demand  for 
preliminary  examination  is  filed  before 
expiration  of  19  months  from  the 
priority  date,  the  time  for  entry  into  the 
national  stage  is  extended  to  30  months 
from  the  priority  date  and  the 
international  application  will  be  subject 
to  preliminary  examination  under 
chapter  II  of  the  PCT.  The  practice 
under  the  revised  PCT  regulations 
permits  an  appUcant  to  indicate  in  the 
demand  that  preliminary  examination  is 
to  be  based  on  an  accompanying  PCT 
article  34  amendment  and,  if  the 
amendment  is  not  received  with  the 
demand,  the  applicant  will  be  notified 
and  given  a  time  period  within  which 
to  file  the  missing  amendment.  This 
new  procedure  will  ensure  that 
examination  will  go  forward  based  on 
the  desired  PCT  Article  34  amendment. 
Also,  the  Office  is  aware  that  certain 
apphcants  have  had  difficulty  in 
properly  filing  national  stage 
applications  due  to  the  different 
requirements  in  the  rules  for  PCT  and 
U.S.  national  applications.  Some 
differences  cannot  be  avoided  due  to 
different  procedures  required  under  the 
PCT  from  U.S.  national  practice.  It  is 
desirable,  however,  to  minimize  these 
differences  and  to  simplify  national 
stage  filing  procedures. 

International  applications  have 
become  abandoned  for  failure  to  timely 
provide  an  oath  or  declaration,  a  filing 
fee  and/or  an  accurate  translation.  In 
national  practice  under  35  U.S.C.  111.  if 
any  of  these  items  was  not  presented  at 
the  time  of  fihng,  a  notice  would  be 
mailed  to  the  applicant  setting  a  period 
of  time  to  provide  the  missing  item(s) 
and  to  pay  a  fee.  The  amendments  to  the 
rules  governing  entering  the  national 
stage  will  establish  a  greater  degree  of 
uniformity  of  practice  and  requirements 
for  filing  an  application  under  35  U.S.C. 
Ill  and  entering  the  national  stage  in  an 
international  application  under  35 
U.S.C  371. 

Amending  §  1.494  and  1.495  results  in 
regulations  much  like  the  present  §  1.53. 


The  major  exception  is  that  a 
notification  of  any  missing  parts  in 
§  1.494  and  1.495  will  only  M  mailed  in 
those  instances  where  the  applicant  has 
paid  the  basic  national  fae  within  20  or 
30  months  from  the  priority  date 
depending  on  whether  election  of  the 
U.S.  under  chapter  II  of  the  PCT  has 
been  made  prior  to  19  months. 
Applicants  can  no  longer  pay  the  basic 
national  fee  with  a  surcharge  after  the 
20/30  months  deadline.  Failure  to  pay 
the  basic  national  fee  within  20/30 
months  from  the  priority  date  will  result 
in  abandonment  of  the  appUcation. 
Paying  the  fee  gives  a  clear  indication  to 
the  Office  that  the  applicant  desires  to 
enter  the  national  stage.  If  the  required 
oath,  declaration  or  translation  has  not 
been  filed  within  20/30  months  from  the 
priority  date,  as  appropriate,  the  Office 
will  send  applicant  a  notice  and  provide 
a  period  of  time  to  supply  the 
deficiency.  Upon  paying  the  basic 
national  fee  within  20/30  months  from 
the  priority  date,  the  applicant  will  have 
the  opportunity  to  inform  the  Office  of 
a  U.S.  correspondence  address,  if  any. 
Thus,  the  Office  will  avoid  imnecessary 
handling  of  approximately  40%  of  those 
applications  that  designate  the  U.S.  Iwt 
do  not  enter  the  national  stage,  and  will 
be  able  to  send  a  notice  to  a  U.S. 
correspondence  address  in  most  cases. 

Often  at  20  or  30  months  from  the 
priority  date,  the  only  commxmication 
which  has  been  received  by  the  Office 
is  a  copy  of  the  international  application 
fi^m  the  International  Bureau  with  the 
address  of  the  foreign  attorney  or  agent 
who  represented  the  applicant  in  the 
international  stage.  The  foreign  attorney 
or  agent  may  not  be  conversant  in 
English  or  knowledgeable  about  U.S. 
practice,  factors  which  often  contribute 
to  complicating  the  processing  of 
applications.  Thus,  the  new  practice, 
which  requires  payment  of  the  basic 
national  fee  on  or  before  20  or  30 
months  from  the  priority  date,  has 
several  advantages:  (1)  It  vrill  enable  the 
applicant  to  identify  the  U.S.  attorney  or 
agent  for  correspondence  from  the 
Office;  (2)  the  Office,  after  a  check  of  the 
national  stage  papers  at  20  or  30 
months,  will  mail  a  notice  identifying 
any  deficiencies  and  affording  applicant 
a  period  for  correction  of  those 
deficiencies;  and  (3)  as  in  national 
practice  under  §  1.53.  it  will  enable 
applicants  to  extend  the  period  of  time 
under  §  1.136  for  submission  of  a  proper 
oath,  declaration  or  translation. 

The  changes  to  §§  1.494  and  1.495 
address  the  problems  which  have  been 
most  fi^quently  encountered  in  entering 
the  national  stage  in  the  United  States. 
The  new  practice  of  notifying  applicants 
of  the  omission  of  a  proper  oath. 


declaration  or  translation  and  setting  an 
extendable  period  of  time  for  correcticm 
will  allow  applicants  greater  flexibility 
in  the  time  ror  submission  of  these 
documents,  thus  avoiding  the 
consequence  of  abandonment  and 
potential  loss  of  rights  in  the  United 
States. 

Implementation 

The  rule  changes  which  reflect 
corresponding  amendments  in  the  PCT 
regulations  were  implemented  on  01 
July  1992  when  the  amendments 
became  effective.  The  remaining  rule 
changes  will  be  effective  on  01  May 
1993.  Setting  a  date  for  the  rules  to  take 
effect  several  months  in  the  futiue  will 
allow  time  for  applicants  to  change  their 
procedures  to  conform  to  these  rules. 

Those  intemati(Hial  applications 
entering  Uie  national  stage  under  §  1.494 
where  20  months  from  the  priority  date 
expires  on,  or  before,  30  April  1993  are 
under  the  old  rule  (§  1.494  effective  01 
July  1987)  and  those  international 
applications  entering  the  national  stage 
under  $  1.495  where  30  months  bom  the 
priority  date  expires  on,  or  before,  30 
April  1993  are  under  the  old  rule 
(§  1.495  effective  01  July  1987).  Those 
international  applications  entering  the 
national  stage  under  section  1.494 
where  20  months  from  the  priority  date 
expires  on.  or  after,  01  May  1993  are 
imder  the  new  rule  (S  1.494  effective  01 
May  1993)  and  those  international 
applications  entering  the  national  stage 
under  §  1.495  where  30  months  from  the 
priority  date  expires  on.  or  after.  01  May 
1993  are  under  the  new  rule  (§  1.495 
effective  01  May  1993).  For  example: 

(1)  If  a  copy  of  an  international 
application  (which  designates  the  U.S.) 
that  has  a  priority  date  of  30  August 
1991  is  filed  in  the  Office  by  30  April 
1993  (within  20  months  from  the 
priority  date),  applicant  may  enter  the 
national  stage  under  37  CFR  1.494  by 
submitting  any  required  English 
translation,  the  basic  national  fee  and 
the  oath  or  declaration  not  later  than  30 
June  1993.  Of  course,  the  payment  of  the 
surcharge  and  processing  fee  (37  CFR 
1.492(e)  and  (f))  would  dso  be  due. 

(2)  If  a  copy  of  an  international 
application  (which  elected  the  U.S. 
before  expiration  of  19  months  from  the 
priority  date)  that  has  a  priority  date  of 
30  October  1990  is  filed  in  the  Office  by 
30  April  1993  (within  30  months  from 
the  priority  date),  appUcant  may  enter 
the  national  stage  by  submitting  any 
required  English  translation,  the  basic 
national  fee  and  the  oath  or  declaration 
not  later  than  30  June  1993.  Of  course, 
the  payment  of  the  surcharge  and 
processing  fae  (37  CFR  1.492(e)  and  (f)) 
would  also  be  due. 
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(3)  If  a  copy  of  an  intomational 
appUcation  (which  designates  the  U.S.) 
that  has  a  priority  date  of  01  September 
1991  is  filed  in  the  Office  by  03  May 
1993  (within  20  months  from  the 
priority  date — 01-02  May  1993  being  a 
Saturday  and  Sunday,  respectively), 
then  applicant  must  pay  the  basic 
national  fee  by  03  May  1993  to  avoid 
abandonment  of  the  application.  If  the 
basic  national  fee  is  timely  paid,  a 
notice  will  then  be  sent  to  applicant 
giving  a  time  period  within  which  to  file 
the  oath  or  declaration  and  any  required 
translation  (new  §  1.494(c)). 

(4)  Any  international  application 
having  a  priority  date  of  01  September 
1991.  or  later,  is  under  the  new  rule. 
Thus,  if  applicant  files  papers  for  the 
national  stage  indicated  to  be  under  the 
procedure  of  the  old  rule  (§  1.494)  in  the 
Office  before  01  May  1993  (i.e..  before 
expiration  of  20  months  from  the 
priority  date)  but  omits  the  basic 
national  fee,  the  application  will, 
nonetheless,  become  abandoned  at 
midnight  on  03  May  1993  (after  20 
months  from  the  priority  date — 01-02 
May  1993  being  a  Saturday  and  Sunday, 
respectively)  because  applications 
where  the  20-month  deadline  expires  on 
or  after  01  May  1993  come  luder  the 
new  practice.  In  accordance  with  new 

§  1.494  (i)  a  copy  of  the  international 
application  must  be  furnished  to  the 
Office,  and  (ii)  the  basic  national  fee 
must  be  paid  before  expiration  of  20 
months  from  the  priority  date. 

Response  to  Comments  on  the  Rules 

Eight  written  comments  were  received 
in  response  to  the  notice  of  proposed 
rulemaking.  All  of  the  comments  were 
considered  in  adopting  the  changes  set 
forth  herein.  The  comments  end 
responses  to  the  comments  follow. 

Comment  1.  One  comment  stated  that 
"The  proposed  addition  to  §  1.431(b)(1) 
of  'and  the  papers  filed  at  the  time  of 
receipt  of  the  international  application 
[so]  indicate'  goes  beyond  the 
requirements  set  forth  in  the  PCT  and  is 
contrary  to  PCT  Administrative 
Instructions,  section  329."  Two  other 
similar  comments  were  received  and 
urged,  in  effect,  that  §  1.431(b)(1)  be 
revised  to  adopt  the  procedure  set  forth 
in  section  329  of  the  PCT 
Administrative  Instructions. 

Response:  The  suggestion  has  not 
been  adopted.  The  provisions  adopted 
in  §  1.431(b)(1)  are  consistent  %vith,  and 
required  by,  article  11  of  the  PCT  as 
interpreted  by  the  Office.  Section  329  of 
the  PCT  Adn^istrative  Instructions 
was  issued  by  the  International  Bureau 
after  the  Bureau  was  advised  that  the 
Office  believed  new  section  329  to  be 
inconsistent  with  requirements  oi 


Article  11  of  the  Treaty  and  inconsistent 
with  over  13  years  of  practice  in  the 
United  States.  In  the  opinion  of  the 
Office.  PCT  Administrative  Instrtictioa 
329  is  inamsistent  with  PCT  Article  11 
and  Rule  20.4(a),  which  require  the 
Office  to  promptly  determine  whether 
the  applicant  does  not  obviously  lack, 
by  reasons  of  residence  or  nationality, 
the  right  to  file  an  international 
application.  In  accordance  with  PCT 
Rule  89.1(b),  "The  Administrative 
Instructions  shall  not  be  in  conflict  with 
the  provisions  of  the  Treaty,  these 
regulations.*  *  '."The  United  States 
will  not  follow  Administrative 
Instruction  329. 

Comment  2.  One  comment  stated  that 
in  §  1.431(c).  the  reference  to  "PCT  Rule 
15.2"  should  be  to  "PCT  Rule  15" 
because  PCT  Rule  15.1  is  also  relevant, 
and  the  reference  to  "§  1.445"  should  be 
changed  to  refer  to  "PCT  Rules  14  and 

16.1  because  §  1.445  does  not  cover  the 
European  Patent  Office  (EPO)  search  fee 
which  is  also  paid  to  the  USPTO." 

Response:  The  suggestion  has  not 
been  adopted.  The  references  to  Rule 

15.2  and  §  1.445  are  considered  proper 
in  the  context  in  which  they  are  usaid. 
The  references  to  Rule  15.2  and  §  1.445 
are  not  new  and  have  worked  well  in 
directing  applicants  regarding 
international  application  requirements. 
The  EPO  search  fee  is  not  mentioned  in 
§  1.431,  but  is  published  in  each  issue 
of  the  Official  Gazette  for  applicant's 
information. 

Comment  3.  One  comment  stated  that 
in  §  1.431(d),  the  words  "one 
designation  fee'  should  be  deleted  since 
this  is  covered  by  §  1.432(b)  and  that 
"timely  made"  in  line  5  be  changed  to 
"paid  within  the  one-month  period"  for 
clarity. 

Response;  The  first  suggestion  in  the 
comment  is  not  adopted.  The  reference 
to  "one  designation  fee"  in  §  1.431(d)  is 
repeated  in  §  1.432(b)  to  add  clarity  on 
this  important  point.  The  second 
suggestion  in  the  comment  is  not 
adopted  since  it  would  introduce  error 
into  §  1.431(d).  Indeed,  all  the  fees  must 
be  paid  timely,  and  need  not  be  paid 
within  the  one-month  period  set 
pursuant  to  §  1.431(c),  e.g..  some  fee(s) 
may  be  paid  prior  to  the  one-month 
period.  Presumably  the  one-month 
period  mentioned  in  the  comment  refers 
to  a  period  set  pursuant  to  §  1.431(c) 
which  may- not  need  to  be  set  in  every 
case. 

Comment  4.  One  cxunment  indicated 
that  (in  the  fourth  paragraph  of  the 
Supplementary  Information  section)  the 
discussion  of  new  §1.432  includes  a 
reference  to  a  "generic"  designation  of 
all  countries  whidt,  instead,  should 
lefar  to  a  precautionary  designation  of 


all  countries  except  the  required 
specified  dnsignation(s). 

Response:  "rhe  appropriate  dumge  has 
been  made  to  the  ciiscussion  of  S  1.432 
to  clarify  that  an  applicant  may  provide, 
in  addition  to  at  least  one  specified 
designation,  a  precautionary  desi^iatioa 
of  all  other  PCT  member  countries  and 
regions  so  that  any  intended  designation 
which  may  have  been  overlooked  <m 
filing  can  be  corrected  within  15  months 
of  the  priority  date. 

Comment  5.  One  comment  stated  that 
in  §  1.432(a)  and  (b)  the  word  "request" 
should  be  capitalized  in  view  of 
§  1.401(d).  A  corresponding  comment 
was  made  with  respect  to  §  1.451(a). 

Response:  This  suggeatioa  is  adopted 
since  PCT  Rule  4.10  requires  the 
designations  to  appear  on  the  Request 
(form  RO/101)  and  §  1.432  continues  to 
require  that  the  designation(6)  be 
indicated  in  the  Request  on  filing. 
Similarly,  with  respiact  to  §  1.451(a),  the 
suggestiim  is  ad(^>tod. 

Comment  6.  One  comment  stated  that 
in  §  1.432(a)  "or  regions"  should  be 
changed  to  "for  the  purpose  of  obtaining 
national  or  regional  patents". 

Response:  The  suf^estion  is  adopted 
to  the  extent  that  §  1.432(a)  has  been 
changed  by  replacing  "or  regions"  with 
"including  an  indication  that  applicant 
wishes  to  obtain  a  regional  patent, 
where  applicable."  'Hie  adopted 
wording  is  preferable  since  it  is  the 
same  as  the  wording  of  PCT  Rule 
4.9(a)(u). 

Comment  7.  One  comment  objected  to 
the  requirement  ccmtained  in  §  1.432(a) 
that  designations  in  the  international 
application  shall  be  stated  as  provided 
in  PCT  Rule  4.9(a)  and  section  115  of 
the  Administrative  Instnictioas  Under 
the  PCT.  Also,  the  comment  urged  that 
the  PCT  Administrative  Instructions 
should  be  reproduced  in  §§  1.432  and 
1.451  so  that  applicants  have  access  to 
them. 

Response;  Section  115  of  the  PCT 
Administrative  Instructions  makes 
reference  to  the  names  and 
abbreviations  of  all  countries.  Inclusion 
of  such  a  long  list  would  imneoessarily 
encumber  §  1.432(a).  The 
Administrative  Instructions  are  reedily 
available,  and  a  list  of  countries  is 
provided  in  the  Manual  of  Patent 
Examining  Procedure  (chapter  200). 
Applicants  using  a  current  Request  fonn 
will  inhoantly  comply  with  PCT  Rule 
4.9(a)  and  sections  110  and  115  of  the 
PCT  Administrative  Instrxictions. 

Coiiunent  6.  One  comment  asked  "If 
an  applicant  does  not  pay  the  fee(s)  set 
out  in  §  1.432(cK2)  or  (3),  will  he/she  bs 
given  9SX  additional  month  to  pay  the 
fees  described  in  $  1.432(b)(1)  and  (2)r 
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Response:  No  extension  of  time  is 
available  to  the  iS-month  deadline  of 
§  1.432(c).  The  time  period  set  under 
§  1.432(b)  does  not  apply  to  section 
§  1.432(c).  If  payment  for  the 
designations  to  be  confirmed  under 
§  1.432(c)  is  not  received  by  15  months 
from  the  priority  date,  those 
precautionary  designations  are 
considered  to  be  withdrawn,  PCT  Rule 
4.9(b). 

Comment  9.  One  comment  suggested 
adding  references  to  PCT  Rule  4.9(.a) 
and  (b)  in  various  locations  in  §  1.432. 
Response:  The  suggestion  is  adopted 
by  adding  appropriate  references  to  PCT 
Rule  4.9(a)  and  (b). 

Comment  10.  One  comment  suggested 
that  the  last  sentence  in  §  1.432(b)  be 
moved  to  become  the  second  sentence 
of  §  1.432(b)  and  the  third  sentence  be 
moved  to  become  the  last  sentence  of 
§  1.432(b). 

Response:  These  suggestions  are  not 
adopted  since  they  would  not  constitute 
an  improvement  to  §  1.432(b). 

Comment  11.  One  comment  suggested 
that,  in  §  1.432(c)(3)  unconfirmed 
designations  indicated  to  be 
"considered  withdrawn"  should  be 
changed  to  "regarded  as  withdrawn  by 
the  applicant". 

Response:  This  suggestion  has  not 
been  adopted  because  it  does  not  further 
clarify  8 1.432(c)(3).  Unconfirmed 
designations  are  considered  to  be 
withdrawn  by  the  applicant  under  PCT 
Rule  4.9(b)(ii)  and  are  also  considered  to 
be  withdrawn  by  the  Office. 

Comment  12.  One  comment  suggested 
that  §  1.446(d)  should  be  expanded  to 
indicate  that  a  refund  of  the  search  fee 
will  be  given  even  after  the  search  copy 
has  been  transmitted  just  so  long  as  the 
withdrawal  is  effective  before  start  of 
the  international  search. 

Response:  This  suggestion  has  not 
been  adopted  since  refunds  may  or  may 
not  be  appropriate  in  the  noted  instance. 
For  example,  if  the  EPO  acting  as  an 
international  searching  authority  begins 
the  search  after  withdrawal  but  before 
receipt  of  the  withdrawal  from  the  U.S. 
receiving  office,  a  refund  may  not  be 
made. 

Comment  Id.  On  comment  suggested 
that  in  §  1.446(e)  "demand"  should  be 
capitalized  in  view  of  §  1.401(g). 
Response:  This  suggestion  is  adopted. 
Comment  14.  One  comment  suggested 
that  the  reference  in  §  1.451(a)  to  section 
"201"  of  the  Administrative  Instructions 
should  be  changed  to  "115" 

Response:  This  suggestion  is  adopted 
since  section  "201"  of  the 
Administrative  Instructions  has  been 
changed  effective  July  1. 1992.  and  is 
now  section  "115". 


Comment  IS.  One  comment  noted 
that  the  proposed  change  in  $  1.455(a) 
does  not  reflect  that  a  common 
representative  need  not  be  "appointed". 

Response:  A  new  sentence  has  been 
inserted  into  §  1.455(a)  to  address  the 
situation  where  no  common 
representative  or  agent  has  been 
appointed.  Where  no  common 
representative  or  agent  has  been 
appointed,  the  first  mentioned  applicant 
who  is  entitled  to  file  in  the  U.S. 
receiving  office  is  considered  to  be  the 
common  representative,  PCT  Rules 
2.2bis  and  90.2(b). 

Comment  16.  One  comment  noted 
that  the  proposed  change  in  §  1.455(a) 
does  not  reflect  that  if  a  new  common 
representative  is  appointed,  the 
previous  common  representative  is 
automatically  revoked. 

Response:  The  last  sentence  of 
§  1.455(a)  has  been  changed  to  reflect 
that  the  later  appointment  of  an 
attorney,  agent  or  common 
representative  revokes  any  earlier 
appointment  unless  otherwise 
indicated. 

Comment  17.  One  comment  suggested 
that  "In  §§  1.475(a),  1.488(a)  and 
1.499(e)  reference  should  be  added  to 
PCT  Rule  13,  Administrative 
Instructions,  section  206.  and  possibly 
to  Annex  B  of  the  Administrative 
Instructions." 

Response:  The  suggestion  is  not 
adopted  because  it  gives  no  reasons  for 
the  proposed  change  and  it  is  not 
evident  that  the  change  is  needed. 

Comment  18.  One  comment  stated 
that  in  the  Supplementary  Information 
discussion  of  §  1.475(b),  the  explanation 
of  "specially  adapted"  was  different 
from  the  explanation  in  Annex  B.  part 
I  of  the  Administrative  Instructions. 

Response:  Tlie  discussion  of 
$  1.475(b)  has  been  revised  to  conform 
to  Annex  B,  Part  I  of  the  Administrative 
Instructions. 

Comment  19.  One  comment  stated 
that  in  §  1.484(b)  no  need  is  seen  for 
adding  the  last  two  sentences  because 
"The  provision  relates  only  to 
International  Searching  Authority 
practice  and  is  set  forth  in  more  detail 
by  the  PCT  Rules." 

Response:  Section  1.484(b)  is  directed 
to  conduct  of  the  International 
Preliminary  Examining  Authority  rather 
than  the  International  Searching 
Authority.  The  explanation  in  8 1.484(b) 
is  retained  because,  although  it  parallels 
PCT  Rule  69.1(e),  it  informs  applicants 
that  delay  in  submission  of  an 
amendment  will  delay  the  start  of 
examination.  AppUcants  should  be 
aware  that,  since  the  time  for  issuance 
of  the  final  report  is  fixed  by  PCT  Rule 
69.2  and  may  not  change,  any  delay  in 


the  start  of  examination  may  work  to 
applicants'  disadvantage.  For  example, 
the  minimum  time  may  have  to  be  set 
for  response  to  any  opinions,  there  may 
be  time  for  only  one  opinion  and/or 
there  may  be  less  time  for  interview's. 

Comment  20.  On  comment  suggested 
that  8 1-485  should  be  amended  to  take 
into  account  that  amendments  are 
permitted  under  PCT  Rule  66.4bis  even 
after  the  time  period  set  by  the 
International  Preliminary  Examining 
Authority. 

Response:  This  suggestion  is  not 
adopted.  Section  1.465  sets  forth  when 
an  amendment  may  be  filed  so  that  it 
will  be  considered.  Amendments  filed 
at  other  times  may  not  be  considered. 

Comment  21.  Chie  comment  suggested 
that  the  beginning  of  section  1.492 
should  be  dianged  to  reflect  that,  in 
view  of  H.R.  3531,  the  national  stage 
fees  are  under  35  U.S.C.  41(a)  rather 
than  under  35  U.S.C.  376. 

Response:  H.R.  3531  was  enacted  into 
law  (Public  Law  102-204).  Accordingly, 
the  suggestion  in  the  comment  has  been 
adopted  by  revising  the  introductory 
language  in  8 1-492  to  remove  the 
reference  to  35  U.S.C.  376. 

Comment  22.  One  comment  urged 
that  in  the  Discussion  of  Specific  Rules 
for  §§  1.494(b)  and  1.495(b),  the 
discussion  should  be  modified  to  clarify 
that  the  applicant  need  only  check  "his 
or  her"  files  to  be  sure  that  the  Bureau's 
notice  regarding  transmittal  of  a  copy  of 
the  international  application  has  been 

received. 

Response:  The  language  has  been 
■  revised  to  eliminate  any  ambigmty. 

Comment  23.  One  comment  suggested 
that  "as  filed"  in  8 1.494(c)  should  be 
set  off  by  commas  as  in  8 1.495(c). 

Response:  Section  1.494(c)  has  been 
changed  as  suggested. 

Comment  24.  One  comment 
questioned  the  phrases  "accurate 
translation"  ana  "proper  translation"  as 
used  in  the  Supplementary  Information 
discussion  and  stated  that  these  phrases 
do  not  further  explain  the  word 
"translation"  as  used  in  the  statute. 
Another  comment  suggested  that  the 
rule  should  provide  for  correction  of 
errors  in  the  translation  without  penalty 
of  abandonment  or  siircharge. 

Response:  The  sUtute  (35  U.S.C. 
371(c)(2))  requires  that  applicant  file  a 
translation  of  the  international 
application  to  avoid  abandonment  (35 
U.S.C.  371(d)).  The  Office  has  received 
purported  translations  which  include 
amendments  to  the  text  of  the 
international  application  and  other 
inconsistencies  with  the  text  of  the  non- 
English  language  document.  It  is  helpful 
to  explain  that  a  translation  must  be 
accurate  and  a  proper  translation.  The 
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Office  does  not  inspect  a  piirported 
translation  for  all  errors,  it  only  inspects 
for  errors  which  are  apparent  on  the  face 
of  the  document.  For  example,  where 
the  non-English  language  international 
application  has  6  claims  and  the 
purported  translation  has  8  claims, 
obviously  the  requirement  for  a  proper 
translation  has  not  been  met. 
Submission  of  inaccurate  translations 
require  additional  processing  by  the 
Office,  thus  the  requirement  for  a 
processing  fee  is  appropriate. 

Comment  25.  One  comment  stated 
that  in  the  Supplementary  Information 
discussion  of  §  §  1.494  and  1.495  the 
reference  to  the  U.S.  correspondence 
address  should  be  modified  to  add  "if 
any"  since  none  is  required. 

Response:  The  suggestion  has  been 
adopted. 

Comment  26.  One  comment  stated 
that  in  the  preamble  of  §  1.495(e)  there 
appears  to  be  a  contradiction  in  that  the 
first  sentence  suggests  a  translation  of 
the  aimex  may  be  filed  within  the  time 
period  set  under  1.495(c)  whereas  the 
second  sentence  suggests  the  translation 
of  the  annex  must  be  filed  by  30  months 
or  "be  considered  cancelled." 

Response:  The  sentences  are 
compatible.  The  first  sentence  applies  to 
the  case  where  the  translation,  oath  or 
declaration  have  not  been  submitted  by 
30  months.  In  such  case,  they  (and  any 
annex)  may  be  submitted  within  the 
time  period  of  paragraph  (c).  The  second 
sentence  applies  to  the  case  where  the 
translation  and  oath  or  declaration  have 
been  submitted  by  30  months, 
whereupon  no  additional  time  is  set 
under  paragraph  (c).  Thus,  in  the  first 
instance,  if  applicants  are  given 
additional  time  to  submit  the  translation 
or  oath  or  declaration,  they  may  also 
submit  the  annex  in  that  same 
additional  time.  But  where  the 
translation  and  oath  or  declaration  have 
been  submitted  by  30  months,  an 
additional  time  period  will  not  be 
provided  simply  for  submitting  a 
translation  of  the  annex.  Of  course, 
applicant  may  submit  a  preliminary 
amendment  under  37  CFR  1.121 
including  the  subject  matter  of  the 
annex. 

Comment  27.  One  comment  suggested 
tiiat  §§  1.494(b)(3)  and  1.495(b)(3) 
should  be  amended  to  permit  an 
extension  of  time  for  the  basic  national 
fee  so  that  it  may  be  submitted,  like  the 
declaration  and  translation,  after  20  and 
30  months. 

Response:  The  suggestion  is  not 
adopted.  Submission  of  the  basic 
national  fee  gives  the  Office  a  clear 
indication  that  applicant  intends  to 
enter  the  national  stage.  This  helps  the 
Office  to  avoid  processing  of  those  40% 


of  the  international  applications  which 
designate  the  U.S.  but  do  not  enter  the 
national  stage.  Also,  filing  of  the  basic 
national  fee  by  20  or  30  months  will 
ordinarily  provide  the  Office  with  the 
correspondence  address  of  the  person 
prosecuting  the  national  stage 
application.  Without  this 
correspondence  address,  the  Office 
would  send  any  notice  of  missing  parts 
to  the  correspondence  address  in  me 
international  application  (e.g.,  the 
person  who  prosecuted  the  international 
stage  and  who  may  not  be  qualified  to 
prosecute  the  U.S.  national  stage).  The 
rules  as  amended  address  the  greatest 
hurdle  for  entry  into  the  national  stage 
which  has  been  submission  of  the  oath 
or  declaration  by  the  22  or  32-month 
deadline. 

Comment  28.  One  comment  suggested 
tiiat  §  §  1.494(d)  and  1.495(d)  should 
indicate  tiiat  the  PCT  Article  19 
amendments  (which  have  not  been 
received)  are  not  only  considered  to  be 
cancelled,  but  are  also  "disregarded 
under  PCT  Rule  49.5(c-bis)." 

Response.- The  suggestion  is  not 
adopted  because  this  additional 
reference  to  PCT  Rule  49.5(c-bis)  is  not 
helpful.  The  indication  tiiat  tiie  PCT 
Article  19  amendments  are  cancelled  is 
in  accordance  witii  35  U.S.C.  371(d).  It 
is  standard  practice  in  the  examination 
of  a  patent  application  in  the  United 
States  to  disregard  amendments  that 
have  been  cancelled. 

Comment  29.  One  comment  suggested 
that,  witii  respect  to  §  1.494,  "The 
proposed  rules  do  not  make  clear  the 
relationship  between  paragraphs  (c)  and 
(g)  as  to  the  time  period  set  for  later 
furnishing  of  the  translation  into 
English." 

Response:  Paragraph  (c)  provides  that 
applicant  will  be  provided  a  period  of 
time  to  file  the  translation  (if  the 
requirements  of  paragraph  (b)  have  been 
met)  and  paragraph  (g)  provides  that  the 
application  becomes  abandoned  if  any 
required  translation  is  not  filed  within 
the  time  period  set  in  paragraph  (c). 
Thus,  where  the  other  requirements 
have  been  met  but  the  translation  has 
not  been  provided,  paragraph  (c) 
provides  a  time  period  for  submission  of 
the  translation  and  paragraph  (g) 
provides  the  sanction  (abandonment)  for 
failing  to  comply  within  the  set  period. 

Comment  30.  One  comment 
questioned  whether  the  time  period  for 
translation  of  any  PCT  Article  19 
amendments  should  be  extendable  with 
any  extension  for  translation  of  the 
international  application.  A 
corresponding  comment  was  made  with 
respect  to  §  1.495. 

Response:  An  extension  of  time  for 
submission  of  the  translation  of  any  PCT 


Article  19  amendment  is  not  possible  in 
view  of  the  provisions  of  35  U.S.C. 
371(d). 

Comment  31.  One  comment  suggested 
tiiat  §§  1.494(g)  and  1.495(h)  should  be 
modified  by  replacing  "the  translation" 
with  "any  reouired  translation." 

i?esponse.- The  suggestion  is  adopted. 
Translations  are  not  required  where  the 
international  application  was  filed  in 
English. 

Comment  32.  One  comment  suggested 
that  at  the  beginning  of  §  1.495(c)  after 
"paragraph  (b)"  the  word  "of  should  be 
addea 

Response:  The  suggestion  is  adopted. 

Comment  33.  One  comment  suggested 
that  §  1.495(d)  could  be  deleted  since 
under  PCT  Rules  70.16  and  74.1 
relevant  amendments  under  PCT  Article 
19  must  be  annexed  to  the  international 
preliminary  examining  report  and 
therefore  must  be  translated  imder 
%  1.495(e).  It  was  further  noted  that 
superseded  PCT  Article  19  amendments 
need  not  be  translated. 

Response:  The  suggestion  is  not 
adopted.  Section  1.49S(d)  covers  the 
situation  where  the  PCT  Article  19 
amendment  is  not  annexed.  For 
example,  where  applicant  enters  the 
national  stage  in  the  U.S.  and  withdraws 
the  international  application  before 
issuance  of  the  final  report.  In  this 
instance,  translation  of  the  PCT  Article 
19  amendments  would  have  to  be 
submitted  by  the  date  of  commencement 
of  the  national  stage  (which  cannot  be 
later  than  30  months)  or  be  considered 
cancelled. 

Comment  34.  One  comment  observed 
that  under  §  1.495(e)  if  there  is  no  time 
period  to  be  set  for  submission  of  the 
translation  of  the  international 
application  and/or  the  oath  or 
declaration,  there  is  no  possibility  for 
extra  time  (after  the  30-month  deadline) 
for  submission  of  a  translation  of  the 
annex.  It  was  suggested  that  section 
1.495(e)  be  reworded  to  permit  extra 
time  (after  the  30-month  deadline)  for 
submission  of  a  translation  of  the  annex 
even  where  the  translation  of  the 
international  application  and/or  oath  or 
declaration  had  been  submitted  by  30 
months. 

Response:  The  suggestion  is  not 
adopted.  Where  the  translation  of  the 
international  application  and/or  the 
oath  or  declaration  have  been  submitted 
by  30  months,  it  is  appropriate  to 
promptiy  forward  the  appUcation  for 
examination  rather  than  delay 
examination  for  a  translation  of  the 
annex  (especially  since  often  it  appears 
that  applicant  does  not  wish  to  proceed 
on  the  basis  of  the  aimex).  Some 
applicants  prefer  to  submit  preliminary 
amendments  under  $  1.121  (which  may 
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be  dooe  even  aftar  30  montlu)  rather 
than  to  submit  a  tianslatiim  of  the 
annex. 

Comment  35.  One  comment  uraad 
that  S  1.495(e)  is  inconsistent  in  that  it 
states  that  the  30-moDth  time  bmit  may 
not  be  extended,  and  then  statea  Ast  if 
the  translation  of  the  international 
appUcation  is  not  filed  within  30 
months  from  the  priority  date  additional 
time  may  be  set  under  paragraph  (c)  of 
this  section. 

Response:  The  two  statements  are  not 
contradictory.  The  time  period  for 
submission  of  the  translation  and  oath 
or  declaration  is  a  new  time  period  and 
is  not  an  extension  of  the  30-month  time 
limit.  The  fixed  time  limit  for 
submission  of  the  basic  national  fee  is 
30  months  for  the  priority  date.  If  the 
basic  national  fee  is  not  paid  by  this  30- 
month  deadline,  the  application  is 
abandoned.  If,  on  the  o^er  hand,  the 
basic  national  fee  is  paid  by  30  months 
from  the  priority  date,  the  pendency  of 
the  international  application  continues 
past  30  months.  If  the  translation  or  oath 
or  declaration  have  not  been  filed  by  the 
30-month  deadline  (but  the  basic 
national  fee  has  been  paid),  the 
application  is  not  abandoned  and  a  time 
period  is  set  for  submission  of  the 
missing  translation  and  oath  or 
declaration. 

Comment  36.  One  comment  asked  "Is 
it  the  intention  of  the  Patent  and 
Trademark  Office  to  affect,  in  any  way, 
the  current  practice  of  assigning  a  date 
on  which  the  section  371(c)(4) 
requirement  (oath  or  declaration)  will  be 
deemed  to  have  been  met,  if  an 
applicant  submits  an  oath  or  declaration 
in  response  to  a  Notice  of  Missing  Parts, 
thereby  ultimately  affecting  the  section 
102(e)  date  to  wliich  the  eventually 
granted  U.S.  patent  will  be  entitled?" 

Response:  Nothing  in  the  new  rule 
will  affect  the  35  U.S.C.  102(e)  date 
which  will  continue  to  be  the  date  that 
the  last  of  the  35  U.S.C.  371(c)  (1),  (2) 
and  (4)  requirements  are  fulfilled. 

Comment  37.  One  comment  suggested 
that  section  1.821  be  clarified  to  reflect 
that  the  notice  requiring  compliance 
with  paragraphs  (b)  through  (f)  is  sent 
by  the  international  searching  authority. 

Response:  The  suggestion  is  not 
adopted.  Section  1.821  does  not  specify 
who  will  send  the  notice  and  there  is  no 
need  to  do  so  in  the  rule. 

Comment  38.  One  comment 
questioned  as  to  section  10.9  whether  a 
pro  se  applicant  bom  Brazil,  who  is 
either  an  individual  or  a  company, 
would  have  the  right  to  practice  before 
the  U.S.  as  an  international  searching  or 
international  preliminary  examining 
authority. 


Respond:  Section  10.0  has  been 
amended  to  clarify  that  it  is  not  directed 
to  pro  se  appUcuits. 

DiscaMkM  of  Specific  lake 

The  follo%ving  is  a  table  correlating 
per  Rule  changes  with  the  new  37  CFR 
changes.  Sections  1.431(b)(l}, 
1.431(bM3)(ii).  1.451(a).  1.482(aK2)0). 
1.492(e).  1.494  and  1.495.  which  are 
also  amended,  are  not  shown  in  the 
table  because  they  are  changes  that  are 
not  required  by  PCT  Rule  changes. 


RUtf  CORRELATION  TABLE 

37  CFR  Cheng* 

PCT  nila  Changs 

1.431(cH«) 

lebit,  27.1. 

1.432(a) 

4.1{b)(lw).4A 

1.432(b) 

5.5.ieus. 

1.432(C) 

15.5 

1.434(a) 

3.1. 

1.445(*K4) 

15.5. 

1.446(d) 

15.6. 16.2. 

1. 446(6) 

57.6 

1.455(a) 

90.2.2bls. 

1.475 

13. 

1.476(a) 

13l 

1.480(b) 

83L1. 

1.482(b) 

57.5. 

1.484(b) 

60.1(g),  66. 68.1. 

1.485 

60.1(g). 

1.487 

ia 

1.488(a) 

13. 

1.489 

13. 

1.821(h) 

I3iar.l(c). 

10.8(C) 

90. 

Section  1.431(b)(1)  is  amended  to 
clarify  that  an  international  filing  date 
will  be  accorded  to  an  International 
application  filed  in  the  United  States 
where  at  least  one  applicant  is  indicated 
to  be  a  resident  or  national  of  the  United 
States  in  the  papers  as  filed.  If  the 
papers,  as  filed,  indicate  a  residence  or 
nationality  for  at  least  one  applicant,  the 
United  States  Receiving  Office  can 
promptly  determine  whether,  as 
required  by  PCT  Article  11.  "the 
applicant  does  not  obviously  lack"  the 
requisite  residence  or  nationality  to  file 
an  international  application  in  the 
United  States  Patent  and  Trademark 
Office.  .   . 

Section  1.431(b)(3)(ii)  is  amended  to 
add  a  cross-reference  to  $  1.432  which 
sets  forth  the  requirements  regarding 
designations. 

Section  1.431(c)  is  amended  to  reflect 
that  the  United  States  Receiving  Office, 
rather  than  the  International  Bureau, 
will  be  responsible  for  collecting  fees 
not  paid  in  full  at  the  time  of  filing  the 
international  application  or  within  one 
month  thereafter.  The  change  reflects 
the  procedural  change  under  the  new 
PCT  Regulations  that  the  Receiving 
Office,  rather  than  the  International 
Bureau,  will  be  responsible  for 
communicating  deficiency  notices  to  the 
applicant  and  collecting  the  necessary 
fees.  Under  the  procedure  in  paragraph 


(c).  a  notice  of  any  fee  deficiency  will 
be  mailed  by  the  RaoaiTiiig  Office 
setting  a  tiine  period  of  one  month  tor 
payment  of  the  fee  deficiency  and  a  late 
payment  fee  equal  to  the  greater  of  (1) 
50%  of  Uie  amount  of  the  deficient  fees 
up  to  a  maximum  amount  equal  to  the 
basic  fee,  or  (2)  an  amount  equal  to  the 
transmittal  fee.  The  time  period  of  one 
mcmth  for  response  to  this  notice  cannot 
be  extoided. 

Section  1.431(d)  is  eliminated  as 
unnecessary  since  the  United  States 
Receiving  Office  will  take  over  the 
reaponsibility  for  collecting  fees  in  place 
of  tne  International  Bureau. 

Section  1.431(e)  is  redesignated  as 
1.431(d)  and  clarifies  that  the  failure  to 
timely  pay  the  fees  pursuant  to 
paragraph  (c)  will  result  in  the 
withdrawal  of  the  international 
application. 

Section  1.432(a)  is  amended  to  clarify 
that  the  applicant  must  specify,  on 
filing,  at  least  one  national  or  regional 
designation  in  order  to  be  granted  a 
filing  date  for  the  international 
application.  This  specific  designation  is 
required  whether  or  not  all  detdgnations 
are  indicated  pursuant  to  paragraph  (c) 
of  this  section.  The  reference  to  section 
201  of  the  Administrative  Instructicms 
has  been  changed  to  sectirai  115  to 
correspond  to  the  change  in  the 
Administrative  Instructions. 

Section  1.432(b)  is  amended  to 
establidi  a  procedure  for  the  late 
payment  of  fees  for  designations  that 
were  specified  on  filing  an  international 
application,  and  a  pro^dure,  pursuant 
to  per  Rule  I6bis.l(c),  in  accordance 
with  section  321  of  the  PCT 
Administrative  Instructions  for 
allocating  fees,  where  the  amount  paid 
is  insufficient  to  cover  all  the  fees.  The 

{>ayment  of  the  designation  fees  with  a 
ate  payment  fee  (previously  termed  a 
"surcharge")  is  not  new.  Under  the 
revised  PCT  regulations,  however,  the 
Receiving  Office,  rather  than  the 
International  Bureau,  will  be 
responsible  for  communicating 
deficiency  notices  to  the  applicant.  The 
designation  fees  may  be  paid,  without 
necessity  for  a  late  payment  fee,  within 
one  year  from  the  priority  date  or  within 
one  month  from  the  date  of  receipt  of 
the  international  application  if  that 
month  expires  after  the  expiration  of 
one  year  from  the  priority  date.  The 
applicant  will  be  notified  and  given  one 
month  within  which  to  pay  any 
deficient  designation  fees  plus  a  late 
payment  fee.  The  amount  of  the  late 
payment  fae  is  equal  to  50%  of  the 
deficient  fees,  but  will  not  be  less  than 
the  amount  of  the  tranamittal  fae 
(currently  $200)  and  will  not  exceed  the 
amoimt  of  tha  basic  fee  (currently  $525). 
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The  one-month  time  limit  for  payment 
of  the  deficient  designation  faes  and  late 
payment  fee  may  not  be  extended.  If, 
after  expiration  of  the  one-month  time 
period,  at  least  one  designation  fee  has 
not  been  paid  (with  any  late  payment 
fee  whidi  is  due),  the  international 
application  will  be  withdrawn.  If,  after 
expiration  of  the  one-month  time 
period,  at  least  one  designation  fee  has 
been  paid  (with  any  late  payment  fee 
which  is  due)  but  the  amount  paid  is 
not  sufficient  to  cover  the  late  payment 
fee  and  all  the  designation  fees,  the 
amount  paid  will  be  allocated,  pursuant 
to  PCT  Rule  16bis.l(c),  in  accordance 
with  section  321  of  the  Administrative 
Instructions.  Section  321  of  the 
Administrative  Instructions  provides 
that  the  amoimt  will  be  allocated  in 
accordance  with  any  instructions 
received  from  the  applicant  or,  if  no 
instructions  have  been  receiveid,  in  the 
order  in  which  the  designations  appear 
in  the  request  part  of  the  international 
application.  Designations  for  which  no 
designation  fee  is  timely  filed  will  be 
withdrawn.  In  §  1.432(b),  the  reference 
to  parenthetical  numbers  (1)  and  (2) 
used  to  describe  the  late  payment  fee  as 
proposed  has  been  deleted  in  the  final 
rule  to  improve  clarity. 

New  §  1.432(c)  establishes  a 
procedure  wherein,  in  addition  to  the 
designation(s)  under  paragraph  (a),  the 
applicant  could  indicate,  on  filing,  all 
designations  permitted  imder  the  Treaty 
and  confirm  desired  designations  of 
countries  or  regions  up  to  15  months 
from  the  priority  date.  Section  1.432(c) 
as  promulgated  requires  that  applicant's 
indication  of  all  designations  permitted 
under  the  Treaty  in  addition  to  the 
designation(s)  under  paragraph  (a)  be 
made  in  the  Request  in  acconiance  with 
PCT  Rule  4.9(b).  The  confirmation  must 
include  both  a  written  notice  of  the 
countries  or  regions  being  confirmed, 
the  appropriate  designation  fees  and  a 
confirmation  fee  based  on  the  number  of 
coimtries  or  regions  being  confirmed.  If 
the  amoimt  of  the  fees  is  insufficient, 
the  Receiving  Office  will  allocate  the 
amount  paid  in  accordance  with  any 
priority  of  designations  specified  by  the 
applicant  or,  if  no  priority  is  specified, 
in  accordance  with  section  321  of  the 
Administrative  Instructions.  A  notice 
reminding  applicant  of  the  15-month 
deadline  will  not  be  provided. 
Unconfirmed  designations  will  be 
considered  withdrawn. 

Section  1.434  is  amended  to  allow 
applicants  to  develop  their  own 
computer-generated  Request  form  so 
long  as  the  forms  comply  with  the 
requirements  of  sections  102  (h)  and  (i) 
of  the  Administrative  Instructions. 
Printed  Request  forms  will  continue  to 


be  available  fit>m  the  United  States 
Patent  and  Trademark  Office. 

New  §  1.445(a)(4)  defines  the  amount 
of  the  confirmation  fee  required  for  the 
designations  confirmed  under 
§  1.432(c).  The  confirmation  fee  is  equal 
to  50%  of  the  sum  of  the  designation 
fees  for  the  designations  being 
confirmed.  For  example,  a  confirmation 
of  four  additional  designations  (at  $127 
per  designation,  or  $508)  would  require 
a  $254  confirmation  fee.  The  total 
amount  of  the  fees  due  would  be  $762, 
which  is  the  sum  of  $508  and  $2^4. 

Section  1.446(d)  is  amended  to  clarify 
that  the  international  (basic  and 
designation,  PCT  Rule  15.1)  and  search 
fees  may  be  refunded  \mder  certain 
drcimistances  linked  to  whether  the 
record  copy  or  search  copy  has  been 
transmitted  to  the  International  Bureau 
or  International  Searching  Authority, 
respectively.  The  transmittal  fee  and 
any  late  payment  faes  will  not  be 
refunded,  but  will  be  retained  to  cover 
Office  processing  costs.  If  the  record 
copy  or  search  cop/lias  been 
transmitted,  the  FUiceiving  Office  caimot 
refund  or  authorize  the  refund  of  the 
international  or  search  fees.  Any  request 
for  a  refund  filed  after  the  record  copy 
or  search  copy  has  been  transmitted 
should  be  directed  to  the  International 
Bureau  (for  the  international  fee)  or  the 
International  Searching  Authority  (for 
the  international  search  fee)  for 
consideration  of  whether  a  refund 
should  be  made. 

New  §  1.446(e)  indicates  that  a  refund 
of  the  handling  fee  by  the  International 
Preliminary  Examining  Authority  is 
permitted  only  in  the  situations  where 
the  demand  is  considered  not  to  have 
been  submitted  or  upon  withdrawal  of 
the  demand  before  the  demand  has  been 
sent  to  the  International  Bureau.  If  the 
demand  has  been  sent  to  the 
International  Bureau,  requests  for 
refund  of  the  handling  fee  should  be 
directed  to  the  International  Bureau. 

Section  1.451(a)  is  amended  to  clarify 
that  the  applicant  must  specify,  on 
filing,  the  priority  of  a  previously  filed 
application  in  order  to  be  granted 
priority  in  the  international  application. 
The  right  to  priority  is  not  necessarily 
lost  if  the  claim  is  not  on  the  Request 
form,  but  will  be  lost  if  the  claim  does 
not  appear  in  the  papera  presented  on 
filing  of  the  application. 

Section  1.455(a)  is  amended  to  clarify 
that  the  term  "common  representative" 
means  an  applicant  appointed  by  the 
other  applicants  or  considered  to  be  the 
representative  of  the  other  applicants. 
Further,  since  attorneys  and  agents  are 
registered  to  practice  before  the  Office 
rather  than  licensed,  §  1.455(a)  has  been 
amended  by  replacing  the  word 


"licensed"  with  "rM^stered."  The 
paragraph  also  clarifies  who  can 
represent  applicants  in  an  international 
application  before  the  U.S.  International 
Searching  Authority  or  the  U.S. 
International  Preliminary  Examining 
Authority,  e.g..  (1)  An  attorney  or  agent 
registered  to  practice  before  the  Office, 
and  (2)  an  attorney  or  agent  not 
registered  to  practice  before  the  Office, 
but  authorized  to  practice  before  the 
national  office  writh  which  the 
international  application  was  filed  and 
for  which  the  United  States  is  an 
International  Seardiing  Authority  or 
International  Preliminary  Examining 
Authority.  In  the  latter  case, 
representation  is  restricted  to  practicing 
before  the  U.S.  International  Searching 
Authority  and/or  the  U.S.  International 
Preliminary  Examining  Authority.  For 
example,  if  an  international  application 
is  filed  in  the  Brazilian  Patent  Office,  an 
agent  authorized  to  practice  before  the 
Brazilian  Patent  Office  may  prosecute 
that  application  before  the  U.S. 
International  Searching  Authority  or  the 
U.S.  International  Preliminary 
Examining  Authority.  Paragraph  (a)  also 
provides  mat.  unless  otherwise 
indicated,  the  appointment  of  an 
attorney,  agent  or  common 
representative  revokes  any  earlier 
appointment  as  specified  in  PCT  Rule 
90.6(b). 

Section  1.475  is  amended  to  adopt  the 
unity  of  invention  principles  of  PCT 
Rule  13,  as  amended.  Section  1.475  is 
further  amended  to  reflect  that  the  same 
unity  of  invention  principles  are 
appUed  by  the  international  searching 
and  preliminary  examining  authorities 
and  during  the  national  stage. 
Duplicative  provisions  in  §§  1.487  and 
1.499  are  deleted. 

The  principles  of  unity  of  invention 
are  used  to  determine  the  types  of 
claimed  subject  matter  and  tne 
combinations  of  claims  to  different 
categories  of  invention  that  are 
permitted  to  be  included  in  a  single 
international  or  national  stage  patent 
application.  The  basis  principle  is  that 
an  application  should  relate  to  only  one 
invention  or,  if  there  is  more  than  one 
invention,  that  applicant  would  have  a 
right  to  include  in  a  single  application 
only  those  inventions  vmich  are  so 
linked  as  to  form  a  single  general 
inventive  concept 

Section  1.475ia)  is  amended  to 
contain  both  the  definition  of  the 
requirement  for  xmity  of  invention,  and 
the  unity  of  invention  criteria  that  must 
be  satisfied,  where  a  group  of  inventions 
ik  claimed,  in  order  to  have  a  right  to 
include  multiple  inventions  in  a  single 
application.  A  group  of  inventions  is 
linked  to  form  a  single  general  inventive 
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concept  where  there  is  a  technical 
relationship  among  the  inventions  that 
involves  at  least  one  common  or 
corresponding  special  technical  featiire. 
The  expression  "special  technical 
features"  is  defined  as  meaning  those 
technical  featiires  that  define  the 
contribution  which  each  claimed 
invention,  considered  as  a  whole,  makes 
over  the  prior  art  For  example,  a 
compound  is  the  common  technical 
fieature  in  an  application  claiming:  (1) 
The  compound  per  se.  (2)  a  method  of 
making  the  compound  and  (3)  a  method 
of  using  the  compound.  A 
corresponding  technical  feature  is 
exemplified  by  a  key  defined  by  certain 
claimed  structural  characteristics  which 
correspond  to  the  claimed  features  of  a 
lock  to  be  used  with  the  claimed  key. 

Section  1.475(b)  is  amended  to  define 
several  combinations  of  different 
categories  of  claims  which  always  fulfill 
the  unity  of  invention  requirements  of 
§  1.47S(a)  where  the  same  or 
corresponding  special  technical  feature 
is  claimed.  There  may  be  other 
combinations  of  difiiarent  categories  of 
claims  which  fulfill  the  requirement  for 
unity  of  invention,  but  the 
determination  of  unity  must  be  made 
under  §  1.475(a).  not  S  1.475(b). 

In  $  1.475(b),  a  process  is  "specially 
adopted"  for  the  manufacture  of  a 
product  if  the  claimed  process 
inherently  produces  the  claimed 
product  with  the  technical  relationship 
defined  in  §  1.475(a)  being  present 
between  the  claimed  process  and  the 
claimed  product.  The  expression 
"specially  adapted"  as  used  in  this 
section  does  not  imply  that  the  product 
could  not  also  be  manufactiued  by  a 
different  process. 

In  §  1.475(b),  an  apparatus  or  means  is 
"specifically  designed"  for  carrying  out 
the  process  when  the  apparatus  or 
means  is  suitable  for  carrying  out  the 
process  with  the  technical  relationship 
defined  in  S  1.47S(a)  being  present 
between  the  claimed  apparatus  or 
means  and  the  claimed  process.  The 
expression  "specifically  designed"  does 
not  imply  that  the  apparatus  or  means 
could  not  be  used  for  carrying  out 
another  process,  not  does  it  imply  that 
the  process  could  not  be  carriea  out 
using  an  alternative  apparatus  or  means. 

Section  1.475(c)  is  amended  to  require 
that  imity  of  invention  might  not  be 
present  if  a  combination  of  categories  of 
invention  different  from  those  described 
in  §  1.475(b)  are  presented  in  an 
application.  The  requirements  of 
§  1.475(a)  are  always  met  by  the 
combinations  described  in  §  1.475(b) 
where  the  same  or  corresponding 
special  technical  feature  is  claimed.  All 
o^r  combination  must  be  tested 


against  the  imity  of  invention  standard 
of  §  1.475(a). 

Section  1.475(d)  is  amended  by 
deleting  reference  to  the  different 
combinations  of  categories  of  invention 
that  always  meet  the  unity  of  invention 
standard  (now  set  forth  in  §  1.475(b)). 
and  to  make  reference  to  the 
determination  of  the  main  invention 
where  multiple  products,  processes  of 
manufacture  or  uses  are  claimed.  The 
significance  of  determining  the  main 
invention  is  set  forth  in  §  1.476(c). 

Section  1.475(e)  is  amended  to  require 
that  the  determination  regarding  unity 
of  invention  be  made  without  regard  to 
whether  a  group  of  inventions  is 
daimed  in  separate  claims  or  as 
alternatives  within  a  single  claim.  The 
basic  criteria  for  unity  ofinvention  are 
the  same,  regardless  of  the  manner  in 
which  applicant  chooses  to  draft  a  claim 
or  claims. 

Section  1.475(f)  is  deleted  since  PCT 
Rule  13  has  been  amended  and  the  basic 
principles  of  unity  of  invention  are 
incorporated  into  other  portions  of 
§1.475. 

Section  1.476(a)  is  amended  to  delete 
the  reference  to  §  1.475(f)  (which  is 
deleted)  and  PCT  Rule  13. 

Section  1.480(b)  is  amended  to  allow 
applicants  to  develop  their  own 
computer-generated  Demand  form  so 
long  as  the  limitations  in  sections  102 
(h)  and  (i)  of  the  Administrative 
Instructions  are  met.  Printed  Demand 
forms  will  continue  to  be  available  from 
the  Office. 

Section  1.482(a)(2)(i)  is  amended  to 
clarify  that  an  additional  prelimiiiarv 
examination  fee  may  be  charged  for  lack 
of  unity  in  Chapter  II  irrespective  of 
whether  there  was  a  similar  charge  in 
Chapter  I.  Normally  there  will  be  a 
charge  for  lack  of  unity  both  in  Chapter 
I  and  in  Chapter  II.  In  some  instances, 
although  a  charge  for  the  search  of  an 
additional  invention  is  justified  in 
Chapter  I,  the  examiner  chooses  to 
proceed  vrithout  charging  for  the  search 
of  the  additional  invention(s).  However, 
circumstances  may  change  (e.g..  an 
amendment  submitted  with  the  Demand 
expanding  the  claims  to  the  additional 
inventionls))  in  Chapter  II  so  as  to 
warrant  the  examiner's  requirement  for 
an  additional  fee  for  examination  of 
examiner's  requirement  for  an 
additional  fee  for  examination  of  the 
additional  invention(s). 

Section  1.482(b)  is  amended  to 
remove  the  reference  to  the  supplement 
to  the  handling  fee  which  had  been 
collected  for  the  benefit  of  the 
International  Bureau  and  which  has 
been  deleted  from  the  PCT  regulations. 
At  present,  applicants  must  pay  as  many 
supplements  to  the  handling  fee  as  there 


are  languages  into  which  the  elected 
Offices  require  translations  of  the 
international  preUminary  examination 
report.  Under  the  new  PCT  regulations, 
all  coxmtries  will  accept  an  English 
translation  of  the  international 
preliminary  examination  report,  thus 
limiting  the  International  Bureau's 
translation  costs.  Accordingly,  only  one 
handling  fee  will  need  to  be  paid  by  the 
applicant,  without  any  supplement, 
irrespective  of  the  need  for  a  translation 
of  the  report. 

Section  1.484(b)  is  amended  to  permit 
an  applicant  to  indicate  in  the  demand 
that  international  preUminary 
examination  is  to  begin  based  on  the 
application  as  amended  rather  than  on 
the  appUcation  as  filed.  If  a  PCT  Article 

19  amendment  is  not  received  by  the 
Office  by  20  months  from  the  priority 
date,  preliminary  examination  will 
proceed.  Where  the  demand  indicates 
examination  is  to  be  based  on  an 
accompanying  PCT  Article  34 
amendment,  but  the  PCT  Article  34 
amendment  has  not  been  provided  to 
the  Office  with  the  demand,  the 
applicant  will  be  notified  and  given  a 
time  period  to  submit  the  amendment 
Thus,  if  the  applicant  wrishes 
preliminary  examination  based  on  an 
amended  version  of  the  international 
application,  the  demand  must  so 
indicate  and  the  amendment  (PCT 
Article  19  or  34)  must  (1)  accompany 
the  demand;  or  (2)  in  the  case  of  a  PCT 
Article  19  amendment,  be  received  by 

20  months  from  the  priority  date;  or  (3) 
in  the  case  of  the  PCT  Article  34 
amendment,  be  submitted  within  the 
nonextend^le  time  period  set  by  the 
Office. 

Section  1.485  is  amended  to  be 
consistent  with  §  1.484  and  provides  for 
amendments  to  be  filed  with  the 
demand  or  within  a  time  period  set  by 
the  International  Prelimiiiary  Examining 
Authority. 

Section  1.487  is  removed  as 
unnecessary  because  the  amendments  to 
§  1.475  addiress  the  unity  of  invmtion 
principles  to  be  applied  by  the 
International  Preliminary  Examining 
Authority. 

Section  1.488(a)  is  amended  to 
replace  the  reference  to  $  1.487,  which 
is  removed,  with  a  reference  to  §  1.475. 

Section  1.492  is  amended  to  revise  the 
introductory  claxise  to  eliminate  the 
reference  to  35  U.S.C  376. 

Section  1.492(e)  is  amended  to 
eliminate  the  sxircharge  for  filing  the 
basic  national  fee  after  20  or  30  months 
from  Uie  priority  date.  In  accordance 
with  the  new  practice  undw  S§  1-494 
and  1.495,  the  basic  national  fee  must  be 
filed  no  later  than  20  months,  or  30 
mcmths  if  a  timely  election  was  filed, 
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from  the  priority  date  in  order  to  avoid 
abandonment  of  the  application. 

Sections  1.494  and  1.495  is  amended 
to  modify  the  practice  for  entering  the 
national  stage  as  a  designated  or  elected 
office  by  more  closely  aligning  it  with 
national  application  practice  under 
§1.53. 

Section  1.494(a)  is  amended  to  clarify 
that  absence  of  a  Demand  form  is  no 
longer  the  controlling  event,  but  rather 
failure  to  elect  the  United  States  within 

19  months  of  the  priority  date  will 
trigger  the  time  periods  set  forth  in 
paragraphs  (b)  and  (c)  of  this  section. 

Section  1.494(b)  is  amended  to 
require  that  the  basic  national  fee  and  a 
copy  of  the  international  application 
must  be  Bled  with  the  OfBce  by  20 
months  from  the  priority  date  to  avoid 
abandonment.  The  22-month  period  for 
filing  thei>asic  national  fee  with  a 
surcharge  in  previous  rule  1.494(c)  has 
been  eliminated.  The  International 
Bureau  normally  provides  the  copy  of 
the  international  application  to  the 
Office  in  accordance  with  PCT  Article 
20.  At  the  same  time,  the  International 
Bureau  notiRes  the  applicant  of  the 
communication  to  the  Office.  In 
accordance  with  PCT  Rule  47.1,  that 
notice  shall  be  accepted  by  all 
designated  offices  as  conclusive 
evidence  that  the  communication  has 
duly  taken  place.  Thus,  if  the  applicant 
desires  to  enter  the  national  stage  and 
applicant  has  received  the  notice  fit>m 
the  International  Bureau,  applicant  need 
only  pay  the  basic  national  fee  by  20 
months  ftt)m  the  priority  date.  The  20- 
month  time  limit  for  submission  of  the 
basic  national  fee  and  a  copy  of  the 
international  application  is  not 
extendable. 

Section  1.494(c)  is  amended  to 
provide  that  applicants  who  have 
provided  the  basic  national  fee  and  a 
copy  of  the  international  application  by 

20  months  from  the  priority  date  but 
who  omit  a  proper  translation,  oath  or 
declaration  will  receive  a  notification 
setting  a  time  period  for  submission  of 
the  omitted  requirements.  The  time 
period  set  in  the  notice  can  be  extended 
pursuant  to  §  1.136.  Filing  of  the  oath  or 
declaration  later  than  20  months  will 
require  the  payment  of  the  surcharge  set 
forth  in  §  1.492(e).  Filing  of  the 
translation  later  than  20  months  will 
require  the  payment  of  the  processing 
fee  set  forth  in  §  1.492(f). 

Section  1.494(d)  is  amended  to  clarify 
the  existing  practice  that  PCT  Article  19 
amendments  must  be  submitted  by  20 
months  from  the  priority  date,  which 
time  may  not  be  extended.  Of  course, 
the  failure  to  do  so  does  not  result  in 
loss  of  the  subject  matter  of  the  PCT 
Article  19  amendments.  The  applicant 


may  submit  that  subject  matter  in  a 
preliminary  amendment  filed  under 
§  1.121.  In  many  cases,  filing  an 
amendment  uinder  §  1.121  is  preferable 
since  grammatical  or  idiomatic  errors 
may  be  corrected. 

Section  1.494(g)  is  removed  in  view  of 
the  amendments  to  sections  (b),  (c)  and 
(d). 

Section  1.494(h)  is  redesignated  as 
1.494(g)  and  is  amended  to  specify 
when  an  application  that  fails  to  enter 
the  national  stage  becomes  abandoned. 
Abandonment  occurs  at  20  months  from 
the  priority  date  if  the  basic  national  fee 
and  a  copy  of  the  international 
application  have  not  been  provided  to 
the  Office.  If  they  have  been  provided  to 
the  Office  within  20  months  and  the 
translation  and/or  oath  or  declaration 
are  not  filed  timely,  abandonment 
occurs  upon  expiration  of  the  time  limit 
set  in  the  notification  pursuant  to 
paragraph  (c).  Thus,  in  the  latter 
situation,  abandonment  would  occur  at 
the  expiration  of  the  time  period  set  in 
the  notice  to  file  the  missing  translation, 
and/or  oath  or  declaration.  The  phrase 
"where  the  United  States  has  been 
designated  but  not  elected  prior  to  19 
months  from  the  priority  date" 
(emphasis  added)  has  been  changed  to 
"where  the  United  States  has  been 
designated  but  not  elected  by  the 
expiration  of  19  months  from  the 
priority  date"  (emphasis  added)  for 
clarity.  A  corresponding  change  has 
been  made  in  §  1.495(h). 

Section  1.49S(a)  is  amended  to  clarify 
that  the  election  of  the  U.S.  need  not  be 
made  in  the  E)emand,  but  can  be  made 
subsequently  if  filed  before  expiration  of 
19  months  from  the  priority  date  to  start 
the  time  periods  set  forth  in  paragraphs 
(b)  and  (c)  of  this  section. 

Section  1.495(b)  is  amended  to 
require  that  the  basic  national  fee  and  a 
copy  of  the  international  appUcation 
must  be  filed  with  the  Office  by  30 
months  from  the  priority  date  to  avoid 
abandonment.  The  32-month  period  for 
filing  the  basic  national  fee  with  a 
surcharge  in  previous  rule  1.495(c)  has 
been  eliminated.  The  International 
Bureau  normally  provides  the  copy  of 
the  international  application  to  the 
Office  in  accordance  with  PCT  Article 
20.  At  the  same  time  the  International 
Bureau  notifies  applicant  of  the 
communication  to  the  Office.  In 
accordance  with  PCT  Rule  47.1.  that 
notice  shall  be  accepted  by  all 
designated  offices  as  conclusive 
evidence  that  the  commimication  has 
duly  taken  place.  Thus,  if  the  applicant 
desires  to  enter  the  national  stage,  the 
applicant  normally  need  only  check  to 
be  sure  that  notice  irom  the 
International  Bureau  has  been  received 


and  then  pay  the  basic  national  fee  by 
30  months  from  the  priority  date.  The 
30-month  time  limit  for  submission  of 
the  basic  national  fee  and  a  copy  of  the 
international  application  is  not 
extendable. 

Section  1.495(c)  is  amended  to 
provide  that  applicants  who  have 
provided  the  basic  national  fee  and  a 
copy  of  the  international  application  by 
30  months  &t>m  the  priority  date,  but 
who  omit  a  proper  translation,  oath  or 
declaration,  will  receive  a  notification 
setting  a  time  period  for  submission  of 
the  omitted  requirements.  The  time 
period  set  in  the  notice  can  be  extended 
pursuant  to  §  1.136.  Filing  of  the  oath  or 
declaration  later  than  30  months  will 
require  the  payment  of  the  surcharge  set 
forth  in  §  1.492(e).  FiUng  of  the 
translation  later  than  30  months  will 
require  the  payment  of  the  processing 
fee  set  forth  in  §  1.492(f). 

Section  1.495(d)  is  amended  to  clarify 
the  existing  and  continuing  practice  that 
the  PCT  Article  19  amendments  must  be 
submitted  by  30  months  bom  the 
priority  date.  The  deadline  for 
submitting  PCT  Article  19  amendments 
may  not  be  extended.  The  failure  to  do 
so  will  not  result  in  loss  of  the  subject 
matter  of  the  PCT  Article  19 
amendments.  Applicant  may  submit 
that  subject  matter  in  a  preUminary 
amendment  filed  under  §  1.121.  In  many 
cases,  fihng  an  amendment  under 
§  1.121  is  preferable  since  grammatical 
or  idiomatic  errors  may  be  corrected. 

Section  1.495(e)  is  amended  to  specify 
that  a  translation  into  English  of  any 
annexes  to  the  international  preliminary 
examining  report  which  are  not  received 
by  30  months  ttom  the  priority  date  may 
only  be  submitted  within  the  time 
period  set  in  paragraph  (c)  for 
submission  of  any  omitted  translation  of 
the  international  application,  or  oath  or 
declaration.  If  any  required  translation 
of  the  international  application  and  oath 
or  declaration  have  been  provided  to  the 
Office  by  30  months,  a  notice  under 
paragraph  (c)  will  not  be  sent,  and  if  the 
translation  of  annexes  is  not  submitted 
within  30  months,  the  annexes  will  be 
considered  cancelled. 

Section  1.495(h)  is  removed  in  view 
of  the  amendments  to  sections  (b),  (c). 
(d)  and  (e). 

Section  1.495(i)  Is  redesignated  as 
1.4g5(h)  and  specifies  when  an 
application  that  fails  to  enter  the 
national  stage  becomes  abandoned  if  the 
United  States  was  elected  prior  to  19 
months  from  the  priority  date. 
Abandonment  occurs  at  30  months  from 
the  priority  date  if  the  basic  national  fee 
and  a  copy  of  the  international 
application  have  not  been  provided  to 
the  Office.  If  they  have  been  provided  to 
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the  OfBce  within  30  months  and  the 
translation  and/m'  oath  or  declaration 
are  not  filed  timely,  abandonment 
occurs  upon  expiration  of  the  time  limit 
set  in  the  notification  pursuant  to 
paragraph  (c).  Thus,  in  the  latter 
situation,  abandonment  would  occur  at 
the  expiration  of  the  time  period  set  in 
the  notice  to  file  the  missing  translation, 
and/or  oath  or  declaration. 

Section  1.499  is  amended  by 
removing  paragraphs  (a)  through  (e) 
because  the  amendments  to  8 1.475 
address  the  unity  of  invention 
principles  to  be  applied  in  the  national 
stage.  The  reference  to  the  official  action 
being  called  a  requirement  for 
restriction  has  been  eliminated  as 
imnecessary. 

Section  1.821(h)  is  amended  to 
provide  that  if  applicant  fails  to  timely 
provide  the  required  computer-readable 
form,  the  United  States  International 
Searching  Authority  shall  search  only  to 
the  extent  that  a  meaningful  search  can 
be  carried  out. 

Section  10.9  is  amended  to  add  a  new 
paragraph  (c)  to  be  consistent  with 
section  1.455,  clarifying  that  an  attorney 
or  agent  having  the  right  to  act  before 
the  national  office  with  which  the 
international  application  is  filed  may 
represent  the  applicant  before  the  U.S. 
International  Searching  Authority  or  the 
U.S.  International  Preliminary 
Examining  Authority.  An  individual 
who  has  the  right  to  practice  before  the 
national  office  with  which  an 
international  application  is  filed,  and 
who  is  not  registered  under  §  10.6.  may 
not  prosecute  patent  applications  in  the 
national  stage  in  the  Orace. 

Other  Considerations 

The  rule  changes  are  in  conformity 
with  the  requirements  of  the  Regulatory 
Flexibility  Act,  5  U.S.C.  601,  et  seq.. 
Executive  Orders  12291  and  12612,  and 
the  Paperwork  Reduction  Act  of  1980, 
44  U.S.C.  3501.  et  seq. 

The  General  Counsel  of  the 
Department  of  Commerce  has  certified 
to  the  Chief  Counsel  for  Advocacy, 
Small  Business  Administration,  that  the 
rule  changes  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  (Regulatory 
Flexibility  Act,  5  U.S.C.  605(b)),  because 
the  rules  provide  more  streamlined  and 
simplified  procedures  for  filing  and 
prosecuting  international  and  national 
stage  appUcations  imder  the  PCT. 

TTie  Patent  and  Trademark  Office  has 
determined  that  these  rule  changes  are 
not  a  major  rule  under  Executive  Order 
12291.  The  aimual  effect  on  the 
economy  will  be  less  than  $100  million. 
I  There  will  be  no  major  increase  in  costs 
or  prices  for  customers:  individual 


industries;  Federal,  state  or  local 
government  agencies;  or  geographic 
regions.  There  will  be  no  significant 
adverse  effects  on  competition, 
employment,  investment,  productiviw. 
innovation,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

The  Patent  and  Trademark  Office  has 
also  determined  that  this  notice  has  no 
faderaUsm  implications  affiscting  the 
relationship  between  the  National 
Government  and  the  States  as  outlined 
in  Executive  Order  12612. 

These  rule  changes  will  not  impose 
any  additional  burden  under  the 
Paperwork  Reduction  Act  of  1980.  44 
U.S.C.  3501,  et  seq.  The  paperwork 
burden  imposed  by  adherence  to  the 
PCT  is  currently  approved  by  the  Office 
of  Management  and  Budget  under 
control  number  0651-0021. 

Notice  is  hereby  given  that  pursuant 
to  the  authority  granted  to  the 
Commissioner  of  Patents  and 
Trademarks  by  35  U.S.C.  6.  the  Patent 
and  Trademark  Office  amends  title  37  of 
the  Code  of  Federal  Regulations  as  set 
forth  below. 

List  of  Subjects. 

37  CFR  Part  1 

Administrative  practice  and 
procedure.  Courts,  Freedom  of 
Information,  Inventions,  and  patents. 
Reporting  and  record  keeping 
requirements.  Small  businesses. 

37  CFR  Part  10 

Administrative  practice  and 
procedure,  Inventions  and  patents, 
Lawyers,  Reporting  and  record  keeping 
requirements.  Trademarks. 

For  the  reasons  set  forth  in  the 
preamble,  37  CFR  parts  1  and  10  are 
amended  as  follows: 

PART  1— RULES  OF  PRACTICE  IN 
PATENT  CASES 

1.  The  authority  citation  for  37  CFR 
part  1  continues  to  read  as  follows: 

Aathorily:  35  U.S.C.  6  unless  otherwise 
noted.  * 

2.  Section  1.431  is  amended  by 
removing  paragraph  (e)  and  revising 
paragraphs  (b)(1)  through  (b)(3)(ii),  (c) 
and  (d)  to  read  as  follows: 

11.431    International  application 
requirements. 

(b)  An  international  filing  date  will  be 
accorded  by  the  United  States  Receiving 
Office,  at  the  time  to  receipt  of  the 
international  application,  provided  that: 

(1)  At  least  one  applicant  (§  1.421)  is 
a  United  States  resident  or  national  and 


the  papers  filed  at  the  time  of  receipt  of 
the  international  application  so  indicate 
(35  U.S.C.  361(a).  PCT  Art.  ll(l)(i)}. 

(2)  The  international  application  is  in 
the  English  language  (35  U.S.C  361(c). 
PCT  Art.  ll(l)(ii)). 

(3)  The  hitemational  application 
contains  at  least  the  following  elements 
(PCTArt.  iKlKiii)): 

(i)  An  indication  that  it  is  intended  as 
an  international  application  (PCT  Rule 

4.2);  ,     , 

(ii)  The  designation  of  at  least  one 
Contracting  State  of  the  International 
Patent  Cooperation  Union  (§  1.432); 

(c)  Payment  of  the  basic  portion  of  the 
international  fee  (PCT  Rule  15.2)  and 
the  transmittal  and  search  fees  (§  1.445) 
may  be  made  in  full  at  the  time  the 
international  application  papers 
required  by  paragraph  (b)  of  this  section 
are  deposited  or  within  one  month 
thereafter.  If  the  basic  transmittal  and 
search  fees  are  not  paid  within  one 
month  from  the  date  of  receipt  of  the 
international  application,  applicant  will 
be  notified  and  given  one  month  within 
which  to  pay  the  deficient  fees  plus  a 
late  payment  fee  equal  to  the  greater  of: 

(if  50%  of  the  amount  of  the  deficient 
fees  up  to  a  maximum  amount  equal  to 
the  basic  fee.  or 

(2)  an  amount  equal  to  the  transmittal 
fee  (PCT  Rule  16bis). 

The  one-month  time  limit  set  in  the 
notice  to  pay  deficient  fees  may  not  be 
extended. 

(d)  If  the  payment  needed  to  cover  the 
transmittal  fee,  the  basic  fee.  the  search 
fee,  one  designation  fee  and  the  late 
payment  fee  pursuant  to  paragraph  (c)  of 
this  section  is  not  timely  made,  the 
Receiving  Office  will  declare  the 
international  appHcation  withdrawn 
under  PCT  Article  14(3)(a). 

3.  Section  1.432  is  revised  to  read  as 
follows: 

f  1 .432    Designation  of  States  and  payment 
of  designation  fees. 

(a)  The  designation  of  States 
including  an  indication  that  applicant 
wishes  to  obtain  a  regional  patent, 
where  applicable,  shall  appear  in  the 
Request  upon  filing  and  must  be 
indicated  as  set  forth  in  PCT  Rule  4.9 
and  section  115  of  the  Administrative 
Instructions.  Applicant  must  specify  at 
least  one  national  or  regional 
designation  on  filing  of  the  international 
application  for  a  filing  date  to  be 
granted. 

(b)  If  the  fees  necessary  to  cover  all 
the  national  and  regional  designations 
specified  in  the  Request  are  not  paid  by 
the  applicant  within  one  year  from  the 
priority  date  or  within  one  month  bom 
the  date  of  receipt  of  the  international 
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application  if  that  month  expires  after 
the  expiration  of  one  year  from  the 
priority  date,  applicant  will  be  notified 
and  given  one  month  within  whidi  to 
pay  the  deficient  designation  fees  plus 
a  late  payment  fee  equal  to  the  greater 
of  50%  of  the  amount  of  the  defici«iit 
fees  up  to  a  maximum  amount  equal  to 
the  basic  fee,  or  an  amount  equal  to  the 
transmittal  fee  (PCT  Rule  16bis).  The 
one-mionth  time  limit  set  in  the 
notification  of  deficient  designatimi  fees 
may  not  be  extended.  Failure  to  timely 
pay  at  least  one  designation  fee  will 
result  in  the  withdrawal  of  the 
international  application.  The  one 
designation  fee  may  be  paid: 

(1)  Within  one  year  from  the  priority 
date. 

(2)  within  one  month  from  the  date  of 
receipt  of  the  international  application 
if  that  month  expires  after  the  expiration 
of  one  year  bom  the  priority  date,  or 

(3)  with  the  late  payment  fee  defined 
in  this  paragraph  within  the  time  set  in 
the  notification  of  the  deficient 
designation  fees.  If  after  a  notification  of 
deficient  designation  fees  the  applicant 
makes  timely  payment,  but  the  amount 
paid  is  not  sufficient  to  cover  the  late 
payment  fee  and  all  designation  fees, 
the  Receiving  Office  will,  after 
allocating  payment  for  the  basic,  search, 
transmittal  and  late  payment  fees, 
allocate  the  amount  paid  in  accordance 
with  per  Rule  16bis.l(c)  and  withdraw 
the  unpaid  designations.  The 
notification  of  deficient  designation  fees 
pursuant  to  this  paragraph  may  be  made 
simultaneously  with  any  notification 
pursuant  to  §  1.431(c). 

(c)  On  filing  the  international 
application,  in  addition  to  specifying  at 
least  one  national  or  region^ 
designation  under  PCT  Rule' 4.9(a). 
applicant  may  also  indicate  under  PCT 
Rule  4.9(b)  that  all  other  designations 
permitted  under  the  Treaty  are  made. 
The  latter  indication  under  PCT  Rule 
4.9(b)  must  be  made  in  a  statement  on 
the  Request  that  any  designation  made 
under  this  paragraph  is  subject  to 
confinnation  (PCT  Rule  4.9(c))  not  later 
than  the  expiration  of  15  months  frt>m 
the  priority  date  by: 

(1)  Filing  a  written  notice  with  the 
United  States  Receiving  Office 
specifying  the  national  and/or  regional 
designations  being  confirmed; 

(2)  Paying  the  designation  fee  for  each 
designation  being  confirmed:  and 

(3)  Paying  the  confirmation  fee 
specified  in  $  1.445(a)(4). 
Unconfirmed  designations  will  be 
considered  withdrawn.  If  the  amount 
submitted  is  not  sufficient  to  cover  the 
designation  fae  and  the  confirmation  fee 
for  each  designation  being  confirmed. 


the  Receiving  Office  will  allocate  the 
amount  paid  in  accordance  with  any 
priority  of  designations  specified  by 
applicant  If  applicant  does  not  specify 
and  priority  of  designations,  the 
allocation  of  the  amount  paid  will  be 
made  in  accordance  with  PCT  Riile 
16bis.l(c). 

4.  Section  1.434  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 


8.  Section  1.455  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 


11.455 


fl.484    Therequeet 

(a)  The  request  shall  be  ioaade  on  a 
standardized  form  (PCT  Rules  3  and  4). 
Copies  of  printed  Request  forms  are 
available  from  the  Patent  and 
Trademark  Office.  Letters  requesting 
printed  forms  should  be  marked  "Box 
PCT." 

5.  Section  1.445  is  amended  by 
adding  new  paragraph  (a)(4)  to  read  as 
follows: 

f  1.445    Intomatlenelapplicrtlon  filing, 
procMSlnfl  and  March  feee. 

(a)  •  •  * 

(4)  A  confinnatioa  fee  (PCT  Rule  96)  equal 
to  S0%  of  the  sum  of  designation  fees  for  the 
national  and  regional  designations  being 
confiimed  {§  1.432(c)). 

6.  Section  1.446  is  amended  by 
revising  paragraph  (d)  and  adding 
paragraph  (e)  to  read  as  follows: 

11.446    Refund  of  hHMiMtkMMl  application 
filing  end  processing  fees. 

(d)  The  international  and  search  fees 
will  be  refunded  if  no  international 
filing  date  is  accorded  or  if  the 
application  is  withdrawn  before 
transmittal  of  the  record  copy  to  the 
International  Bureau  (PCT  Rules  15.6 
and  16.2).  The  search  fee  will  be 
refunded  if  the  application  is 
withdrawn  before  transmittal  of  the 
search  copy  to  the  International 
Searching  Authority.  The  transmittal  fee 
will  not  be  refunded. 

(e)  The  handling  fee  (§  1.482(b))  wiU 
be  refunded  (PCT  Rule  57.6)  only  if: 

(1)  The  Demand  is  withdrawn  oefore 
the  Demand  has  been  sent  by  the 
International  Preliminary  Examining 
Authority  to  the  International  Bureau,  or 

(2)  The  Demand  is  considered  not  to 
have  been  submitted  (PCT  Rule  54.4(a)). 

7.  Section  1.451  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

11.451    The  priority  claim  and  priority 
document  In  an  Intwnational  application. 

(a)  The  claim  for  priority  must  be 
made  on  the  Request  (PCT  Rule  4.10)  in 
a  manner  complying  with  sections  110 
and  115  of  the  Administrative 
Instructions. 


In 


(a)  Applicants  of  international 
applications  may  be  represented  by 
attorneys  or  agents  registered  to  practice 
before  the  Patent  and  Trademark  Office 
or  by  an  applicant  appointed  as  a 
common  representative  (PCT  Art  49, 
Rules  4.8  and  90  and  §  10.10).  If 
applicants  have  not  appointed  an 
attorney  or  agent  or  one  of  the 
applicants  to  represent  them,  and  thoe 
is  more  than  one  applicant,  the 
applicant  first  named  in  the  request  and 
who  is  entitied  to  file  in  the  U.S. 
Receiving  Office  shall  be  considered  to 
be  the  common  representative  of  all  the 
applicants.  An  attorney  or  agmt  having 
the  right  to  practice  before  a  national 
office  with  which  an  international 
application  is  filed  and  for  which  the 
United  States  is  an  International 
Searching  Authority  or  International 
Preliminary  Examining  Authority  may 
be  appointed  to  represent  the  applicants 
in  the  intemationu  application  before 
that  authority.  An  attorney  or  agent  may 
appoint  an  associate  attorney  or  agent 
who  shall  also  then  be  of  record  (PCT 
Rule  90.1(d)).  The  appointment  of  an 
attorney  or  agent,  or  of  a  common 
representative,  revokes  any  earlier  - 
appointment  imless  otherwise  indicated 
(PCT  Rule  90.6  (b)  and  (c)). 

9.  Section  1.475  is  revised  to  read  as 
follows: 

11.475    Unity  of  Invention  before  the 
intemationel  Searching  Authority,  the 
Intemationel  PraMminery  Examining 
Authority  and  during  the  natiorMi  stagai. 

(a)  An  international  and  a  national 
stage  application  shall  relate  to  one 
invention  only  or  to  a  group  of 
inventions  so  linked  as  to  form  a  single 
general  inventive  concept  ("requirement 
of  unity  of  invention").  Where  a  group 
of  inventions  is  claimed  in  an 
appUcation,  the  requirement  of  unity  of 
invention  shall  be  fuffilled  only  when 
there  is  a  technical  relationship  among 
those  inventions  involving  one  or  more 
of  the  same  or  corresponding  special 
technical  features.  The  expression 
"special  technical  features"  shall  mean 
those  technical  features  that  define  a 
contribution  which  each  of  the  claimed 
inventions,  considered  as  a  whole, 
makes  over  the  prior  art. 

(b)  An  international  or  a  national 
stage  application  containing  claims  to 
different  categories  of  invention  will  be 
considered  to  have  unity  of  invention  if 
the  claims  are  drawn  only  to  one  of  the 
following  combinations  of  categories: 
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(1)  A  product  and  •  process  specially 
adapted  for  the  manufacture  of  said 
product;  or 

(2)  A  product  and  a  process  of  use  of 
said  product;  or 

(3)  A  product,  a  process  specially 
adapted  for  the  manufacture  of  the  said 
product,  and  a  use  of  the  said  product: 
or 

(4)  A  process  and  an  apparatus  or 
means  specifically  designed  for  carrying 
out  the  said  process;  or 

(5)  A  product,  a  process  specially 
adapted  for  the  mantifacture  of  the  said 
product,  and  an  apparatus  or  means 
specifically  designed  for  carrying  out 
the  said  process. 

(c)  If  an  application  contains  claims  to 
more  or  less  than  one  of  the 
combinations  of  categories  of  invention 
set  forth  in  paragraph  (b)  of  this  section, 
unity  of  invention  mi^t  not  be  present. 

(d)  If  multiple  products,  processes  of 
manufacture  or  uses  are  claimed,  the 
first  invention  of  the  category  first 
mentioned  in  the  claims  of  the 
appUcation  and  the  first  recited 
invention  of  each  of  the  other  categories 
related  thereto  will  be  considered  as  the 
main  invention  in  the  claims,  see  PCT 
Article  17(3)(a)  and  §  1.476(c). 

(e)  The  determination  whether  a 
group  of  inventions  is  so  linked  as  to 
form  a  single  general  inventive  concept 
shall  be  made  without  regard  to  whether 
the  inventions  are  claimed  in  separate 
claims  or  as  alternatives  within  a  single 
claim. 

10.  Section  1.476  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

f  1.476    Determination  d  unity  of  Invention 
befof*  the  International  Searching 
Authority. 

(a)  Before  establishing  the 
international  search  report,  the 
International  Searching  Authority  will 
determine  whether  the  international 
appUcation  complies  with  the 
requirement  of  unity  of  invention  as  set 
forth  in  §  1.475. 

11.  Section  1.480  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

f  1.480    Demand  for  international 
preNminary  examination. 

•        •        •        •        • 

(b)  The  Demand  shall  be  made  on  a 
standardized  form.  Copies  of  printed 
Demand  forms  are  available  from  the 
Patent  and  Trademark  Office.  Letters 
requesting  printed  Demand  forms 
should  be  marked  "Box  PCT". 

12.  Section  1.482  is  amended  by 
revising  paragraphs  (a)(2)(i)  and  (b)  to 
read  as  follows: 


11.482    imamational  praOmlnaiy 
•nminatkin  fees. 

(a)  '  '  • 
(2)  An  additional  preliminanr 

examination  foe  when  required,  per 
additional  invention: 

(i)  Where  the  Intematioiial 
Searching  Authority  for  the 
international  application  wras  the 
United  States  Patent  and 
Trademark  OfBce $140.00 

(b)  The  handling  fee  is  due  on  filing 
the  Demand. 

13.  Section  1.484  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

11.484    Conduct  of  Intamalional 
praNminary  axamlnetion. 

*        •        •        •        • 

(b)  International  preliminary 
examination  will  begin  promptly  upon 
receipt  of  a  Demand  which  requests 
examination  based  on  the  application  as 
filed,  or  as  amended  by  an  amendment 
which  has  been  received  by  the  United 
States  International  Preliminary 
Examining  Authority.  Where  a  Demand 
requests  examination  based  on  a  PCT 
Article  19  amendment  which  has  not 
been  received,  examination  may  begin 
at  20  months  without  receipt  of  a  PCT 
Article  19  amendment.  Where  a 
Demand  requests  examination  based  on 
a  PCT  Artide  34  amendment  which  has 
not  been  received,  appUcant  will  be 
notified  and  given  a  time  period  within 
which  to  submit  the  amendment. 
Examination  will  begin  after  the  earliest 
of: 

(1)  Receipt  of  the  amendment; 

(2)  Receipt  of  appUcant's  statement 
that  no  amendment  will  be  made;  or 

(3)  Expiration  of  the  time  period  set 
in  the  notification. 

No  international  preliminary 
examination  report  will  be  established 
prior  to  issuance  of  an  international 
search  report. 

14.  Section  1.485  is  revised  to  read  as 
follows: 

11.485    Amendments  by  applicant  during 
International  preliminary  examination. 

(a)  The  applicant  may  make 
amendments  at  the  time  of  filing  of  the 
Demand  and  within  the  time  limit  set  by 
the  International  Preliminary  Examining 
Authority  for  response  to  any 
notification  under  S  1.484(b)  or  to  any 
written  opinion.  Any  such  amendments 
must: 

(1)  Be  made  by  submitting  a 
replacement  sheet  for  every  sheet  of  the 
application  which  differs  from  the  sheet 
it  replaces  unless  an  entire  sheet  is 
cancelled,  and 


(2)  Include  a  description  of  how  the 
replacement  sheet  diniars  from  the 
replaced  sheet. 

(b)  If  an  amendment  cancels  an  entire 
sheet  of  the  international  application, 
that  amendment  shall  be  commimicated 
in  a  letter. 

|1j487    [Removed] 

15.  Section  1.487  is  removed. 

16.  Section  1.488  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

f  1.488    Determination  of  unity  of  invention 
before  the  Intamationai  Preliminary 
ExamMng  Authority. 

(a)  Before  establishhig  any  written 
opinion  or  the  international  preliminary 
examination  report,  the  International 
Preliminary  Examining  Authority  will 
determine  whether  the  international 
application  complies  with  the 
requirement  of  unity  of  invention  as  set 
forth  in  §  1.475. 
•        •        •        •        • 

17.  Section  1.492  is  amended  by 
revising  the  introductory  clause  and 
paragraph  (e)  to  reed  as  follows: 

11.492    National  atage  fees. 

The  following  fees  and  charges  are 
established  for  international 
applications  entering  the  national  stage 
under  35  U.S.C  371: 


(e)  S\ircharge  for  filing  the  oath  or 
declaration  later  than  20  months  from 
the  priority  date  pursuant  to  §  1 .494(c) 
or  later  than  30  months  from  the  priority 
date  piusuant  to  §  1.495(c): 

By  a  small  entity  (S  1.9(f))..™ $85.00 

By  other  than  a  small  entity $130.00 

•         •         •         •         • 

18.  Section  1.494  is  amended  by 
removing  paragraph  (h)  and  by  revising 
paragraphs  (a),  (b),  (c),  (d)  and  (g)  to 
read  as  follows: 

11.494  Entering  the  national  stage  in  the 
United  States  of  America  as  a  Designated 
Office. 

(a)  Where  the  United  States  of 
America  has  not  been  elected  by  the 
expiration  of  19  months  from  the 
priority  date  (see  §  1.495),  the  applicant 
must  fulfill  the  requirements  of  PCT 
Article  22  and  35  U.S.C.  371  within  the 
time  periods  set  forth  in  paragraphs  (b) 
and  (c)  of  this  section  in  order  to 
prevent  the  abandonment  of  the 
international  application  as  to  the 
United  States  of  America.  International 
applications  for  which  those 
requirements  are  timely  fulfilled  will 
enter  the  national  stage  and  obtain  an 
examination  as  to  the  patentability  of 
the  invention  in  the  United  States  of 
America. 

(b)  To  avoid  abandonment  of  the 
appUcation,  the  applicant  shall  furnish 
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to  the  United  States  Patent  and 
Trademark  Office  not  later  than  the 
expiration  of  20  months  from  the 
priority  date: 

(1)  A  copy  of  the  international 
application,  unless  it  has  been 
previously  communicated  by  the 
International  Bureau  or  imless  it  was 
originally  filed  in  the  United  States 
Patent  and  Trademarii  Office:  and 

(2)  The  basic  national  fee  (see 

§  1.492(a)).  The  20-month  time  limit 
may  not  be  extended. 

(c)  If  applicant  complies  with 
paragraph  (b)  of  this  section  before 
expiration  of  20  months  from  the 
priority  date  but  omits: 

(1)  a  translation  of  the  international 
application,  as  filed,  into  the  English 
language,  if  it  was  originally  filed  in 
another  language  (35  U.S.C.  371(c)(2)) 
and/or 

(2)  the  oath  or  declaration  of  the 
inventor  (35  U.S.C.  371(c)(4);  see 

§  1.497),  applicant  will  be  so  notified 
and  given  a  period  of  time  within  which 
to  file  the  translation  and/or  oath  or 
declaration  in  order  to  prevent 
abandonment  of  the  application.  The 
payment  of  the  processing  fee  set  forth 
in  §  1.492(f)  is  required  for  acceptance 
of  an  English  translation  later  than  the 
expiration  of  20  months  after  the 
priority  date.  The  payment  of  the 
surcharge  set  forth  in  §  1.492(e)  is 
required  for  acceptance  of  the  oath  or 
declaration  of  the  inventor  later  than  the 
expiration  of  20  months  after  the 
priority  date.  A  copy  of  the  notification 
mailed  to  applicant  should  accompany 
any  response  thereto  submitted  to  the 
Office. 

(d)  A  copy  of  any  amendments  to  the 
claims  made  under  PCT  Article  19,  and 
a  translation  of  those  amendments  into 
English,  if  they  were  made  in  another 
language,  must  be  furnished  not  later 
than  the  expiration  of  20  months  from 
the  priority  date.  Amendments  under 
PCT  Article  19  which  are  not  received 

I  by  the  expiration  of  20  months  fit)m  the 
priority  date  will  be  considered  to  be 

1  cancelled.  The  20-month  time  limit  may 
not  be  extended. 


(g)  An  international  application 
I  becomes  abandoned  as  to  the  United 
,  States  20  months  from  the  priority  date 
if  the  requirements  of  paragraph  (b)  of 
this  section  have  not  been  complied 
with  within  20  months  from  the  priority 
date  where  the  United  States  has  been 
designated  but  not  elected  by  the 
expiration  of  19  months  from  the 
priority  date.  If  the  requirements  of 
paragraph  (b)  of  this  section  are 
complied  with  within  20  months  from 
the  priority  date  but  any  required 


translation  of  the  international 
application  as  fil^d  and/or  the  oath  or 
declaration  are  not  timely  filed,  an 
international  application  vrill  become 
abandoned  as  to  the  United  States  upon 
expiration  of  the  time  period  set 
pursuant  to  paragraph  (c)  of  this  section. 

19.  Section  1.495  is  amended  by 
removing  paragraph  (i)  and  by  revising 
paragraphs  (a),  (b),  (c),  (d),  (e)  and  (h)  to 
read  as  follows: 

f  1.495    Entwing  th«  natlonai  stage  In  the 
United  States  of  Amsrics  as  an  Elsctad 
Offics. 

(a)  Where  the  United  States  of 
America  has  been  elected  by  the 
expiration  of  19  months  from  the 
priority  date,  the  applicant  must  fulfill 
the  requirements  of  35  U.S.C.  371 
within  the  time  periods  set  forth  in 
paragraphs  (b)  and  (c)  of  this  section  in 
order  to  prevent  the  abandonment  of  the 
international  application  as  to  the 
United  States  of  America.  International 
applications  for  which  those 
requirements  are  timely  fulfilled  will 
enter  the  national  stage  and  obtain  an 
examination  as  to  the  patentability  of 
the  invention  in  the  United  States  of 
America. 

(b)  To  avoid  abandonment  of  the 
application  the  applicant  shall  furnish 
to  the  United  States  Patent  and 
Trademaric  Office  not  later  than  the 
expiration  of  30  months  from  the 
priority  date: 

(1)  A  copy  of  the  international 
application,  unless  it  has  been 
previously  conununicated  by  the 
International  Bureau  or  unless  it  was 
originally  filed  in  the  United  States 
Patent  and  Trademark  Office;  and 

(2)  The  basic  national  fee  (see 

§  1.492(a)).  The  30-month  time  limit 
may  not  be  extended. 

(c)  If  applicant  complies  with 
paragraph  (b)  of  this  section  before 
expiration  of  30  months  from  the 
priority  date  but  omits: 

(1)  A  translation  of  the  international 
application,  as  filed,  into  the  English 
language,  if  it  was  originally  filed  in 
another  language  (35  U.S.C.  371(c)(2)) 
and/or 

(2)  The  oath  or  declaration  of  the 
inventor  (35  U.S.C.  371(c)(4);  see 

§  1.497),  applicant  will  be  so  notified 
and  given  a  period  of  time  within  which 
to  file  the  translation  and/or  oath  or 
declaration  in  order  to  prevent 
abandonment  of  the  application.  The 
payment  of  the  processing  fee  set  forth 
in  §  1.492(f)  is  required  for  acceptance 
of  an  English  translation  later  than  the 
expiration  of  30  months  after  the 
priority  date.  The  payment  of  the 
surcharge  set  forth  in  §  1.492(e)  is 
required  for  acceptance  of  the  oath  or 


declaration  of  the  inventor  later  than  the 
expiration  of  30  months  after  the 
priority  date.  A  copy  of  the  notification ' 
mailed  to  applicant  should  accompany 
any  response  thereto  submitted  to  the 
Office. 

(d)  A  copy  of  any  amendments  to  the 
claims  made  under  PCT  Article  19,  and 
a  translation  of  those  amendments  into 
EngUsh,  if  they  were  made  in  another 
language,  must  be  furnished  not  later 
than  the  expiration  of  30  months  from 
the  priority  date.  Amendments  under 
PCT  Article  19  which  are  not  received 
by  the  expiration  of  30  months  bom  the 
priority  date  will  be  considered  to  be 
cancelled.  The  30-month  time  limit  may 
not  be  extended. 

(e)  A  translation  into  English  of  any 
annexes  to  the  international  preliminary 
examination  report,  if  the  annexes  were 
made  in  another  language,  must  be 
furnished  not  later  than  the  expiration 
of  30  months  from  the  priority  date. 
Translations  of  the  annexes  which  are 
not  received  by  the  expiration  of  30 
months  from  the  priority  date  may  be 
submitted  within  any  period  set 
pursuant  to  paragraph  (c)  of  this  section 
accompanied  by  the  processing  fee  set 
forth  in  §  1.492(f).  Annexes  for  which 
translations  are  not  timely  received  will 
be  considered  cancelled.  The  30-month 
time  limit  may  not  be  extended. 

(h)  An  international  ipplication 
becomes  abandoned  as  to  the  United 
States  30  months  from  the  priority  date 
if  the  requirements  of  paragraph  (b)  of 
this  section  have  not  been  complied 
with  within  30  months  from  the  priority 
date  and  the  United  States  has  been 
elected  by  the  expiration  of  19  months 
firom  the  priority  date.  If  the 
requirements  of  paragraph  (b)  of  this 
section  are  complied  with  within  30 
months  from  the  priority  date  but  any 
required  translation  of  the  international 
application  as  filed  and/or  the  oath  or 
declaration  are  not  timely  filed,  an 
international  application  will  become 
abandoned  as  to  the  United  States  upon 
expiration  of  the  time  period  set 
pursuant  to  paragraph  (c)  of  this  section. 

20.  Section  1.499  is  revised  to  read  as 
follows: 

S 1 .499    linKy  of  Invention  during  the 
national  stags. 

If  the  examiner  find  that  a  national 
stage  application  lacks  unity  of 
invention  under  §  1.475,  the  examiner 
may  in  an  Office  action  require  the 
applicant  in  the  response  to  that  action 
to  elect  the  invention  to  which  the 
claims  shall  be  restricted.  Such 
requirement  may  be  made  before  any 
action  on  the  merits  but  may  be  made 
at  any  time  before  the  final  action  at  the 


4348         Fedard  RegJiter  /  Vol.  58.  No.  9  /  Thuwday.  January  14.  1993  /  Rules  and  Regulations 


discretion  of  the  examiner.  Review  of 
any  such  raouiiement  is  provided  under 
§$1,143  and  1.144. 

21.  Sectlcm  1.821  is  amended  by 
revising  paragraph  (h)  to  read  as 
follows: 

f1J21    NHdeoHdawidtor  amino  add 

•ni 


(h)  If  any  of  the  requirements  of 
paragraphs  (b)  through  (f)  of  this  section 
are  not  satisfied  at  the  time  of  filing,  in 
the  United  States  Receiving  Office,  an 
international  application  under  the 
Patent  Cooperation  Treaty  (PCT), 
applicant  has  one  month  from  the  date 
of  a  notice  which  will  be  sent  requiring 
compliance  with  the  requirements,  or 
such  other  time  as  may  be  set  by  the 
Commissioner,  in  which  to  comply.  Any 
submission  in  response  to  a  requirement 
imder  this  paragraph  must  be 
accompanied  by  a  statement  that  the 
submission  does  not  include  new  matter 
or  go  beyond  the  disclosure  in  the 
international  application  as  filed.  Such 
a  statement  must  be  a  verified  statement 
if  made  by  a  person  not  registered  to 
practice  before  the  Office.  If  applicant 
fails  to  timely  provide  the  required 
computer  readable  form,  the  United 
States  International  Searching  Authority 
shall  search  only  to  the  extent  that  a 
meaningful  search  can  be  performed. 

PARTKMAMENDED] 

22.  The  authority  citation  for  37  CFR 
part  10  will  continue  to  read  as  follows: 

Authority:  5  U.S.C  500;  15  U.S.C  1123;  35 
U.S.C6,31.32,41. 

23.  Section  10.9  is  amended  by 
adding  new  paragraph  (c)  to  read  as 
follows: 

fias    Limited  reeognMon  In  patent  caaaa. 

(c)  An  individual  not  registered  under 
§  10.6  may.  if  appointed  by  appUcant  to 
do  so,  prosecute  an  international 
appUcation  only  before  the  U.S. 
International  Searching  Authority  and 
the  U.S.  International  Preliminary 
Examining  Authority,  provided:  the 
individual  has  the  right  to  practice 
before  the  national  office  with  which 
the  international  application  is  filed 
(PCT  Art.  49.  Rule  90  and  §  1.455). 

Dated:  January  7, 1993. 
Douglas  B.  Ommt, 

Acting  Assistant  Secretary  and  Acting 
Commissioner  of  Patents  and  Trademarks. 
IFR  Doc  93-«23  Filed  1-13-03;  8)45  am] 


ENVIRONMENTAL  PWOTECHOM 
AGENCY 

40CFRPart81 

(FRL-4662-41 

Daaignation  of  Araat  for  Air  Quality 
Planning  Purpoaea;  Wyoming; 
Radaalgnatlon  of  Partleulata  Mattar 
Attainmant  Araaa 

AGENCY:  Environmental  Protection 

Agency. 

ACTION:  Final  rule. 


StJMMARV:  In  this  action  EPA  is 
approving  a  February  11, 1992  request 
from  the  Governor  of  Wyoming  to 
redesignate  the  Powder  River  Basin  in 
portions  of  Campbell  and  Converse 
Counties  as  a  separate  particulate  matter 
attainment  area  under  Section  107  of  the 
Clean  Air  Act.  as  amended  (CAA).  In 
addition.  EPA  is  redesignating  two 
additional  particulate  matter  attainment 
areas  within  the  Powder  River  Basin 
which  represent  the  baseline  areas  of 
two  major  sources  that  had  submitted 
complete  prevention  of  significant  (PSD) 
applications  after  the  major  source 
baseline  date.  EPA  is  approving  the 
State's  redesignation  request  because 
the  State  has  adequately  followed  the 
applicable  federal  requirements  and 
policy.  Approval  of  the  section  107 
redesignation  eliminates  the  minor 
source  baseline  date  for  particulate 
matter  which  previously  applied  in  the 
Powder  River  Basin  attainment  area. 
According  to  the  State  regulations,  the 
minor  source  baseline  date  will  not  be 
triggered  until  the  submittal  of  the  first 
complete  PSD  permit  application  for  a 
major  stationary  source  or  major 
modification  locating  in  or  significantly 
impacting  the  Powder  River  Basin 
particulate  matter  attainment  area,  or 
January  1, 1996,  whichever  occun  first. 
Thus,  only  after  the  new  minor  source 
baseline  date  is  established  will  changes 
in  emissions  at  minor  sources  affect  the 
increment. 

EFFECTIVE  DATE:  This  action  will  become 
effective  on  March  15, 1993  unless 
notice  is  received  by  February  16, 1993 
that  someone  wishes  to  submit  advene 
or  critical  comments.  If  the  effective 
date  is  delayed,  timely  notice  will  be 
published  in  the  Federal  Register. 
ADDRESSES:  Copies  of  the  revisions  are 
available  for  pubUc  inspection  between 
8  a.m.  and  4  p.m.  Monday  through 
Friday  at  the  following  offices: 
Environmental  Protection  Agency, 
Region  Vm.  Air  Programs  Branch,  999 
18th  Street,  suite  500,  Denver.  CO 
80202-2466. 
Air  Quality  Division,  Department  of 
Environmoital  Quality,  122  West  25th 


Street,  Hersdiler  Building.  Oieyeime, 
Wyoming  82002. 

FOR  FURTMER  INFORMATION  CONTACT: 

Vicki  Stamper.  Environmental 
ProtecticMi  Agency.  Region  vm,  Air 
Programs  Brandi.  suite  500,  Denver.  CO 
B020Z-2466,  (303)  293-1765. 

SUPPlfMENTARY  INFORMATION: 

L  Background  of  Radaaigaalion  Raqoest 

The  State's  regulations  had  previously 
established  August  7. 1977  as  the 
baseline  date  for  total  suspended 
particiilate  (TSP).  and  the  entire  State 
was  defined  as  the  baseline  area.  This 
meant  that  all  major,  as  well  as  minor, 
sources  constructed  anywhere  in  the 
State  after  August  7, 1977  would 
consimie  the  available  TSP  increment 
The  establishment  of  a  statewide 
baseline  date  and  baseline  area  was 
more  stringent  than  required  by  the 
federal  PSD  regulations.  Under  the 
federal  regulations,  the  minor  source 
baseline  date  for  TSP  is  defined  as  the 
earliest  date  after  August  7, 1977  on 
which  the  first  complete  PSD 
appUcation  was  submitted  by  a  ma)or 
stationary  source  or  a  major 
modification  (see  40  CFR 
52.21(a)(14)(iii)).  In  addition,  the  federal 
definition  for  "baseline  area"  provides 
states  with  the  option  of  establishing 
numerous  baseline  areas  under  Section 
107(d)  of  the  CAA,  as  long  as  the 
baseline  areas  did  not  intersect  or  were 
not  smaller  than  the  area  of  1  (ig/m  > 
ambient  impact  of  any  maior  stationary 
source  or  major  modification  which 
established  the  minor  source  baseline 
date  or  which  was  subject  to  PSD 
permitting  requirements  (see  40  CFR 
52.21(a){15)). 

On  September  5, 1990.  the  State 
adopted  revisions  to  its  regulations, 
providing  definitions  for  "minor  source 
baseline  date"  and  "baseline  area" 
consistent  with  the  federal  definitions 
and,  thus,  allowing  for  the 
establishment  of  the  Powder  River  Basin 
as  a  separate  baseline  area  with  a  new 
minor  source  baseline  date.  The 
regulatory  revisions  were  submitted  for 
approval  in  the  State  Implementation 
Plan  (SIP)  on  November  20. 1990. 
Because  tiie  revisions  were  consistent 
with  federal  requirements.  EPA 
promulgated  approval  of  the  revisions 
on  May  24, 1991  (56  FR  23B11). 

Subsequent  to  EPA's  approval  of  the 
regulatory  revisions,  on  February  11. 
1992,  the  State  requested  formal 
redesignation  of  the  Povrder  River  Basin 
as  a  separate  Section  107  particulate 
matter  attainment  nree.  measured  in 
terms  of  TSP. 
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n.  Technical  Adequacy  Review  of 
Request  ^ 

EPA  has  specific  policy  governing  the 
redesignatlon  of  baseline  areas,  as 
discussed  in  the  August  7, 1980  Federal 
Register  in  which  the  current  federal 
PSD  regulations  were  adopted  (see  45 
FR  52676).  That  notice  provides  for 
redefining  baseline  areas  through  area 
redesignations  pursuant  to  Section  107 
of  the  CAA,  "as  long  as  no  PSD  source 
has  located  in,  or  significantly  impacted 
on  a  clean  area  being  considered  for 
redesignation,  the  area  can  be 
redesignated  as  a  new  attainment  or 
unclassifiable  area,  even  if  the  area 
[was]  previously  part  of  a  larger  clean 
area  in  which  the  baseline  date  had 
been  set"  (see  45  FR  52716).  Under  this 
redesignation  policy,  an  ambient  air 
quality  impact  greater  than  or  equal  to 
1  ^/m^  is  considered  to  be  a  significant 
impact  (see  45  FR  52716).  EPA's  policy 
was  reaffirmed  in  EPA's  October,  1990 
draft  New  Source  Review  Workshop 
Manual  (see  page  C.9). 

The  State's  February  11, 1992 
submittal  consisted  of  the  following:  (1) 
A  description  of  the  boundary  of  the 
proposed  revisions  to  the  Section  107 
particulate  matter  attainment  area;  (2)  a 
description  of  the  PSD  permitting 
history  of  the  area,  which  indicated  that 
two  major  sources  in  the  Powder  River 
Basin,  Pacific  Power  and  Light  and 
Hampshire  Energy,  had  submitted 
complete  PSD  permit  applications  after 
the  major  source  baseUne  date:  (3)  a 
description  of  the  boundaries  of  the  1 
(ig/m^  significant  impact  areas  for  the 
two  major  sources  in  the  Powder  River 
Basin;  (4)  maps  of  the  1  ^g/m^ 
significant  impact  area  of  the  two  major 
sources:  and  (5)  supporting  modeling 
results  which  were  used  to  define  the  1 
^g/m^  significant  impact  areas  of  the 
major  sources.  Basically,  the  area  which 
the  State  was  requesting  redesignation 
was  defined  as  the  area  encompassing 
the  Powder  River  Basin  excluding  the 
significant  impact  areas  of  the  two  major 
sources  which  had  submitted  complete 
PSD  penfiit  applications. 

EPA's  review  of  the  modeled  1  iig/m} 
impact  areas  for  the  two  major  sources 
identified  deficiencies  in  the  type  of 
model  used  to  estimate  the  impact  areas. 
EPA's  concerns  were  that  the  State  may 
have  underestimated  the  impact  areas  of 
the  two  major  sources  because  they  did 
not  take  into  account  the  effects  of 
complex  terrain,  as  required  by  EPA's 
Guideline  on  Air  Quality  Models.  These 
deficiencies  were  discussed  with  the- 
State  in  a  May  14, 1992  meeting,  and  it 
was  agreed  that  EPA  would  run  the 
required  models  using  the  State's  data 


for  the  major  sources  and  meteorological 
conditions. 

EPA  subsequently  completed  the 
modeling  analysis  for  the  two  major 
sources  in  the  Powder  River  Basin 
following  the  procedures  outlined  in  the 
Guideline  on  Air  Quality  Models.  In 
accordance  with  the  intermediate 
terrain  policy,  the  highest  predicted 
ambient  concentration  from  the 
modeling  results  was  used  in 
determining  the  extent  of  the  1  ^g/m' 
impact  area  in  elevated  terrain  areas. 
The  modeling  resulted  in  an  increased 
impact  area  for  the  Hampshire  Energy 
site.  Specifically,  the  impact  area  of  the  '^ 
Hampshire  Energy  site  was  extended 
approximately  one-half  mile  both  to  the 
east  and  south  of  the  original  modeled 
boundary.  The  modeled  impact  area  of 
Pacific  Power  and  Light  remained 
unchanged.  In  a  July  24. 1992  letter  to 
the  State,  EPA  provided  the  results  of  its 
modeling  analyses  and  the  revised 
boundaries  of  the  1  ^g/m3  impact  area 
for  the  Hampshire  Energy  site. 

The  State  responded  to  EPA's 
modeling  results  in  a  September  18, 
1992  letter,  in  which  a  revised  boundary 
description  for  the  1  ug/m^  significant 
impact  area  of  the  Hampshire  Energy 
site  consistent  with  EPA's  modeled 
results  was  submitted.  In  that  letter,  the 
State  requested  that  the  described 
changes  be  made  part  of  the  Powder 
River  Basin  redesignation  request 
submitted  to  EPA  on  February  11. 1992, 
and  the  EPA  proceed  with  approval  of 
the  request. 

The  State  has  followed  the  terms  of 
EPA's  redesignation  policy  in  its 
February  11, 1992  and  September  18. 
1992  requests  to  establish  the  Powder 
River  Basin  as  a  separate  Section  107 
particulate  matter  attainment  area. 
Authority  for  the  State's  action  is 
provided  for  in  Section  107(d)(3)(D)  of 
the  CAA,  which  states:  "the  Governor  of 
any  State  may,  on  the  Governor's  own 
motion,  submit  to  the  Administrator  a 
revised  designation  of  any  area  or 
portion  thereof  within  the  State  (and 
EPA]  shall  approve  such  redesignation." 
Therefore.  EPA  is  approving  the  State's 
request  to  redesignate  the  Powder  River 
Basin  as  a  Section  107  particulate  matter 
attainment  area.  In  addition,  EPA  is 
redesignating  the  areas  which  represent 
the  baseline  areas  for  Hampshire  Energy 
'  and  Pacific  Power  and  Light  as  separate 
particulate  matter  attainment  areas. 

This  approval  eliminates  the  minor 
source  baseline  date  for  particulate 
matter  that  was  previously  established 
in  the  Powder  River  Basin  attainment 
area.  According  to  the  revised  State 
regulations,  the  minor  source  baseline 
date  for  the  Powder  River  Basin 
attainment  area  will  not  be  triggered 


\mtil  the  submittal  of  the  first  complete 
PSD  permit  application  for  a  major 
stationary  source  or  major  modification 
locating  in  or  significantly  impacting 
the  Powder  River  Basin  particulate 
matter  attainment  area,  or  January  1. 
1996.  whichever  occurs  first.  Thus, 
minor  source  emissions  that  exist  on  the 
Powder  River  Basin  attainment  area 
imtil  the  time  that  the  minor  source 
baseline  date  is  triggered  will  become 
part  of  backgroundemissions  for  the 
area.  Once  the  minor  source  baseUne 
date  is  triggered,  all  new  growth  from 
minor  sources  will  begin  consuming 
increment.  The  minor  source  baseline 
dates  for  the  Hampshire  Energy  and 
Pacific  and  Light  particulate  matter 
attainment  area  are  the  dates  that  their 
respective  PSD  appUcations  were 
deemed  complete. 

Final  Action:  EPA  is  approving  the 
State  of  Wyoming's  request  to 
redesignate  the  Powder  River  Basin  as  a 
Section  107  particulate  matter 
attainment  area.  The  Powder  River 
Basin  particulate  matter  attaiimient  area 
is  defined  as  follows:  That  area  bounded 
by  Township  40  through  52  North,  and 
Ranges  69  through  73  West,  inclusive  of 
the  Sixth  Principal  Meridian,  Campbell 
and  Converse  Counties,  excluding  the 
Pacific  Power  and  Light  particulate 
matter  attainment  area  and  the 
Hampshire  Energy  particulate  matter 
attainment  area.  The  Pacific  Power  and 
Light  particulate  matter  attainment  area 
is  defined  as  follows:  NWV4  of  Section 

27,  T50N,  R71W,  Campbell  County, 
Wyoming.  The  Hampshire  Energy 
particulate  matter  attainment  area  is 
defined  as  follows:  Section  6  excluding 
the  SWV4:  EV2  Section  7;  Section  17 
excluding  the  SWV*:  Section  14 
excluding  the  SEVi:  Sections  2,  3,  4.  5, 
8. 9, 10, 11, 15, 16  of  T48N,  R70W  and 
Section  26  excluding  the  NEV4;  SWy4 
Section  23;  Sections  19,  20,  21.  22.  27, 

28,  29,  30,  31.  32.  33,  34,  35  of  T49N. 
R70\V. 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  SEP.  Each 
request  for  revision  to  the  SIP  shall  be 
considered  separately  in  light  of  specific 
technical,  economic,  and  environmental 
factors  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 

Under  5  U.S.C.  Section  605(b).  the 
Administrator  has  certified  that 
redesignations  do  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  (See  46  FR 
8709). 

This  action  has  been  classified  as  a 
Table  3  action  by  the  Regional 
Administrator  under  the  procedures 
published  in  the  Federal  Register  on 
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January  19. 1989  (54  FR  2214-2225).  On 
January  6. 1989.  the  Office  of 
Management  and  Budget  (0MB)  waived 
Table  2  and  3  SIP  revisions  (54  FR  2222) 
firom  the  requirements  of  Section  3  of 
Executive  Order  12291  for  a  period  of 
two  years.  EPA  has  submitted  a  request 
for  a  permanent  waiver  for  Table  2  and 
3  SIP  revisions.  OMB  has  agreed  to 
continue  the  temporary  waiver  until 
such  time  as  it  rules  on  EPA's  reouest. 
Under  section  307(b)(1)  of  the  CAA, 
petitions  for  judicial  review  of  this 
section  must  be  filed  in  the  United 
States  Court  of  Appeals  for  the 
appropriate  circuit  by  (60  days  from  the 


date  of  publication).  Filing  a  petition  for 
reconsideration  by  the  Administrator  of 
this  final  rule  does  not  affect  the  finality 
of  this  rule  for  the  purposes  of  judicial 
review  nor  does  it  extend  the  time 
within  which  a  petition  for  judicial 
review  must  be  filed,  and  shall  not 
postpone  the  effectiveness  of  such  rule 
or  action.  This  action  may  not  be 
challenged  later  in  proceedings  to 
enforce  its  requirements  (see  Section 
307(b)(2)). 

List  of  Subjects  in  40  CFR  Part  81 

Air  pollution  control,  National  parks. 
Wilderness  areas. 

Wyoming— ISP 


Dated:  December  23, 1992. 
Jack  W.  McGraw, 
Acting  Reffoaal  Administrator. 

40  CFR  Part  81  is  amended  as  follows: 
PART81-(AMENDE01 

1.  The  authority  citation  for  Part  81  is 
revised  to  read  as  follows: 

Authority:  42  U.S.C  7401-7671q. 

2.  Section  81.351  is  amended  by 
revising  the  Wyoming  TSP  table  to  read 
as  follows: 

181.351    Wyoming. 


DwionaMdarM 


Does  not  meet 

primary  sland- 

•idi 


Trona  Industrial  Area  (Sweelwater  County) - ~ 

Powder  FHver  Basin 

Cannpbeli  County  (part) 

ComwM  County  (part)  _„  ,.,  iii_^  ^ 

Ttvt  area  bounded  by  TownstKp  40  through  S2  North,  and  Range*  68  through  73  West,  in- 
clusive ol  the  Sixth  Principal  Meridian.  Campbell  and  Converse  Counties,  excluding  the 
aieas  denned  as  the  Pacific  Power  and  Ught  atulnmenl  area  and  the  Hampshire  Energy 
attainmenl  area 

PacHlc  Power  and  Light  Area - 

Campbe«  County  (part)  _^    _   ^ ^ 

That  area  bounded  by  NWV*  o«  Section  27.  T50N.  R71W.  Campbel  County.  Wyoming 

Hampshire  Energy  Area  

Campbea  County  (part)  ^^      ^, ^___ 

That  area  bounded  by  Setaion  6  aidudlng  that  SWV.:  E'/k  Section  7;  SacSon  17  Mfcidng 

the  SWV4;  Section  14  excluding  the  SE%;  Sections  2.  3. 4,  5, 8,  8. 10. 11. 15, 16  ol  T48N. 

R70W  and  S«:tlon  26  sxdudbig  the  NE'A;  SW%  Section  23;  Sections  18.  20,  21,  22. 27, 

28.  29.  30.  31.  32.  33.  34.  35  0»  T49N.  R70W 

Rest  o<  State - - 


Does  not  meet 
secondary 
standards 


Cannolba 

dassWad 


Better  than  na- 
si slai 
aids 


X 
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COMMISSION  OF  CIVIL  RIGHTS 

45  CFR  Part  708 

Regulations  for  Collectlon  by  Salary 
Offset  From  Indebted  Current  or 
Former  Employees 

AGENCY:  United  States  Commission  on 

Civil  Rights . 

ACTION:  Final  regulation. 

SUMMARY:  This  regulation  implements 
the  collection  procedures  of  the  E)ebt 
Collection  Act  of  1982.  Public  Law  97- 
365,  codified  in  5  U.S.C.  5514.  Without 
the  Debt  Collection  Act  of  1982,  the  U.S. 
government  would  be  unable  to 
administratively  deduct  from  an 
employee's  current  salary  any  amount  to 
satisfy  a  debt  without  the  employee's 
consent,  llie  only  exception  to  this 
would  be  the  collection  of  taxes  (26 
U.S.C.  6331).  This  regulation  permits 
the  Commission  to  set  off  an  employee's 


current  salary  to  satisfy  a  debt  to 
another  agency  of  the  United  States  or 
to  the  Commission,  and  to  request 
another  agency  to  offset  a  debt  to  the 
Commission  from  the  salary  of  one  of 
their  current  employees.  This  authority 
is  necessary  since  involuntary  wage 
garnishment  is  not  a  collection  tool 
available  to  the  Federal  government.  At 
the  same  time,  the  due  process  rights  of 
the  U.S.  employees  are  protected. 
EFFECTIVE  DATE:  This  regulation  shall 
become  effective  March  15. 1993. 
ADDRESSES:  Solicitor's  Unit,  United 
States  Commission  on  Qvil  Rights.  624 
9th  Street.  NW..  Washington,  DC  20425. 

Copies  of  this  notice  are  available  on 
tape  for  those  with  impaired  visions  or 
other  physical  handicap.  They  may  be 
obtained  at  the  above  address. 
FOR  FURTHER  INFORMATION  CONTACT: 
Emma  Monroig,  Sohdtor.  (202)  376- 
8351,  TDD  (202)  376-2683. 

Background:  Under  the  Debt 
Collection  Act  of  1982,  when  the  head 
of  a  Federal  agency  determines  that  an 
employee  of  an  agency  is  indebted  to 
the  United  States  or  is  notified  by  the 


head  of  another  Federal  agency  that  an 
agency  employee  is  indebted  to  the 
United  States,  the  employee's  debt  may 
be  offset  against  his/her  salary.  Certain 
due  process  rights  must  be  afforded  to 
an  employee  before  salary  offset 
deductions  begin. 

As  required  by  the  Debt  Collection 
Act  of  1982,  this  regulation'is  consistent 
with  salary  offset  regulations  issued  by 
the  Office  of  Personnel  Management  on 
July  3. 1984. 49  FR  27472.  codified  in 
5  CFR  part  550  subpart  K. 
PAPERWORK  REDUCTION  ACT:  Under 
section  3518  of  the  Paperwork 
Reduction  Act  of  1980.  5  CFR  1320.3(c) 
the  information  collection  provisions 
contained  in  this  regulation  are  not 
subject  to  review  and  approval  by  the 
Office  of  Management  and  Budget. 

Executive  Order  12291 

This  rule  has  been  revievred  and 
determined  not  to  be  a  "major  rule"  as 
defined  by  Executive  Order  12291, 
dated  February  17. 1981  because  it  will 
not  result  in  (1)  An  annual  effect  on  the 
economy  of  more  than  $100  million  or 
more;  (2)  a  major  increase  in  costs  and 
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1  as  follows: 


ir  Part  81  is 


prices  for  consumers,  individuals, 
industries.  Federal,  State,  or  local 
government  agencies,  or  geographic 
regions;  or  (3)  significant  adverse  effects 
on  competition,  employment, 
investment,  productivity,  innovation,  or 
the  ability  of  United  States  based^ 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

Regulatory  Flexibility  Act 

This  rule  applies  only  to  individual 
Federal  employees.  It  will  have  no 
"significant  economic  impact  upon  a 
substantial  number  of  small  entities" 
within  the  meaning  of  secticm  3(a)  of  the 
Regulatory  FlexibiUty  Act,  PubUc  Law 
96-354,  5  U.S.C  605(b).  Accordingly, 
no  regulatory  flexibility  analysis  is 
required. 

List  of  SubjecU  in  45  CFR  Part  708 

Administrative  offset,  Administrative 
practice,  Claims,  Debt  collection, 
Government  employee,  Wages. 

For  the  reasons  set  out  in  the 
preamble,  part  708  of  title  45  of  the 
Ck)de  of  Federal  Regulations  is  added  to 
read  as  follows: 

PART  70»-COLLE(mON  BY  SALARY 
OFFSET  FROM  INDEBTED  CURRENT 
AND  FORMER  EMPLOYEES 

Sec 

708.1  Purpose  and  scope. 

70«.2  Policy. 

708.3  Definitions. 

7084  Applicability. 

708.5  Notice. 

708.6  Petitions  for  hearing. 

708.7  Hearing  procedures. 

708.8  Written  decision. 

708.9  Coordinating  offset  with  another 
Federal  agency. 

708.10  Procedures  for  salary  offiset. 

708.11  Refunds. 

708.12  Statute  of  limitations. 

708.13  Non-waiver  of  righU  by  payments. 

708.14  Interest,  penalties,  and 
administrative  costs. 

Authority:  5  U.S.C.  5514;  sec.  8(1)  of  EG. 
11609;  redesignated  in  sec.  2-1  of  E.O. 
12107. 

i  708.1    Purpose  and  scope. 

(a)  These  regulations  provide  the 
procedure  pursuant  to  5  U.S.C.  5514 
and  5  CFR  part  550  subpart  K  for  the 
collection  by  administrative  offset  of  a 
Federal  employee's  salary  without  his/ 
her  consent  to  satisfy  certain  debts  owed 
to  the  Federal  government  This 
procedure  applies  to  all  Federal 
employees  who  owe  debts  to  the  U.S. 
Commission  on  Civil  Rights  ("the 
Commission").  This  provision  does  not 
apply  when  the  employee  consents  to 
recovery  from  his/her  current  pay 
accoimt. 


(b)  This  procedure  does  not  apply  to 
debts  or  claims  arising  under: 

(1)  The  Internal  Revenue  Code  of 
1954,  as  amended  (26  U.S.C.  1  et  aeq.): 

(2)  The  Social  Security  Act  (42  U.S.C. 
301  et  seq.); 

(3)  The  tariff  laws  of  the  United 
States;  or 

(4)  To  any  case  where  collection  of  a 
debt  by  salary  offset  is  explicitly 
provided  for  or  prohibited  by  another 
statute  (e.g..  travel  advances  in  5  U.S.C. 
5705  and  employee  training  expenses  in 
5  U.S.C.  4108). 

(c)  The  Commission  shall  except  from 
salary  offset  provisions  any  adjustments 
to  pay  arising  out  of  an  employee's 
election  of  coverage  or  a  change  in 
coverage  imder  a  Federal  benefits 
programs  requiring  periodic  payroll 
deductions  from  pay,  if  the  amount  to 
be  recovered  was  accumulated  over  four 
pay  periods  or  less. 

(d)  These  procedures  do  not  preclude 
an  employee  or  former  employee  from 
requesting  a  waiver  of  a  salary 
overpajrment  under  5  U.S.C.  5584. 10 
U.S.C.  2774,  or  32  U.S.C.  716  or  in  any 
way  questioning  the  amount  or  vaUdity 
of  the  debt  by  submitting  a  subsequent 
claim  to  the  General  Accounting  Office 
(GAO)  in  accordance  with  procedures 
prescribed  by  the  GAO.  In  addition,  this 
procedure  does  not  preclude  an 
employee  from  requesting  a  waiver 
pursuant  to  other  statutory  provisions 
appUcable  to  the  particular  debt  being 
coUected. 

1706.2  Policy. 

It  is  the  policy  of  the  Commission  to 
apply  the  procedures(s)  in  these 
regulations  uniformly  and  consistently 
in  the  collection  of  internal  debts  from 
its  current  and  former  employees. 

5708.3  DelinMons. 

For  the  purposes  of  these  regulations 
the  following  definitions  apply:. 

(a)  Agency  means  (1)  an  Executive 
agency  as  defined  in  section  105  of  title 
5  United  States  Code,  including  the  U.S. 
Postal  Service  and  the  U.S.  Postal  Rate 
Commission; 

(2)  A  military  department  as  defined 
in  section  102  of  title  5,  United  States 
Code; 

(3)  An  agency  or  court  in  the  judicial 
branch,  including  a  court  as  defined  in 
section  610  of  title  28,  United  States 
Code,  the  District  Court  for  the  Northern 
Mariana  Islands,  and  the  Judicial  panel 
on  Multidistrict  Litigation; 

(4)  An  agency  of  the  legislative 
brandi.  including  the  U.S.  Senate  and 
the  U.S.  House  of  Representatives;  and 

(5)  Other  independent  establishments 
that  are  entities  of  the  Federal 
Government. 


(b)  Creditor  agency  means  the  agency 
to  which  the  debt  is  owed. 

(c)  Debt  means  an  amount  owed  to  the 
United  States  from  sources  which 
include  loans  insured  or  guaranteed  by 
the  United  States,  and  amounts  due  the 
United  States  boin  fees,  leases,  rents.   - 
royalties,  services,  sales  of  real  or 
personal  property,  overpayments, 
penalties,  damages,  interest,  fines  and 
fcHfaitures  (except  those  arising  under 
the  Uniform  Code  of  Military  Justice), 
and  all  other  similar  sources. 

(d)  Assistant  Staff  Director  for 
Management  means  the  Assistant  Staff 
Director  for  Management  of  the  U.S. 
Commission  on  Civil  rights  or  his/her 
absence,  or  in  the  event  of  a  vacancy  in 
the  position  or  its  elimination,  the 
Personnel  Officn. 

(e)  Disposable  pay  means  that  part  of 
current  basic  pay.  special  pay.  incentive 
pay,  retired  pay,  retainer  pay,  or  in  the 
case  of  an  employee  not  entitled  to  basic 
pay,  other  authorized  pay  remaining 
from  an  employee's  Federal  pay  after 
required  deductions  for  social  security, 
Federal,  state  or  local  income  tax,  health 
insurance  premiums,  retirement 
contributions,  life  insurance  premiums. 
Federal  employment  taxes,  and  any 
other  deductions  that  are  required  to  be 
withheld  by  law. 

(f)  Employee  means  a  current 
employee  of  an  agency,  including  a 
current  member  of  the  Ain>ed  Forces  or 
a  Reserve  of  the  Armed  Forces 
(Reserves). 

(g)  Former  employee  means  an 
employee  who  is  no  longer  employed 
with  the  Commission  but  is  ciirrently 
employed  with  another  Federal  agency. 

(h)  FCCS  means  the  Federal  Claims 
Collection  Standards  j<Mntly  published 
by  the  Department  of  Justice  and  the 
General  Accounting  Office  at  4  CFR 
101.1  et  seq. 

(i)  Hearing  official  means  an 
individual  respimsible  for  conducting 
any  hearing  with  respect  to  the 
existence  or  amount  of  a  debt  claimed, 
and  who  renders  a  decision  on  the  basis 
of  such  hearing.  A  hearing  official  may 
not  be  under  the  supervision  or  control 
of  the  Assistant  Staff  Director  for 
Management  of  the  U.S.  C(Hnmission  on 
Qvil  Rights. 

(j)  Paying  agency  means  the  agency 
employing  the  individual  who  owes  the 
debt  and  is  responsible  for  authorizing 
the  payment  othis  or  her  current  pay. 

(k)  Pay  interval  will  normally  be  the 
biweekly  pay  period  but  may  be  some 
regularly  recurring  period  of  time  in 
which  pay  is  received. 

(1)  Retainer  Pay  means  the  pay  above 
the  maximum  rate  of  an  employee's 
grade  which  be/she  is  allowed  to  keep 
in  special  situations  rather  than  having 
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the  employee's  rate  of  basic  pay 
reduced. 

(m)  Salary  offset  means  an 
administrative  ofiaei  to  collect  a  debt 
under  5  U.S.C  5514  by  deductionCs)  at 
one  or  more  officially  established  pay 
intervals  from  the  cxirrent  pay  account 
of  an  employee  without  his  or  her 
consent. 

(n)  IVajVer  means  the  cancellation, 
remission,  forgiveness,  or  non-recovery 
of  a  debt  allegedly  owed  by  an  employee 
to  an  agency  as  permitted  or  required  by 
5  U.S.C.  5584. 10  U.S.C.  2774.  or  32 
U.S.C  716.  5  U.S.C.  8346(b)  or  any  other 
law. 

f  708.4    AppNcabilHy. 

These  regulations  are  to  be  followed 
when: 

(a)  The  U.S.  Commission  on  Civil 
Rights  is  owed  a  debt  by  an  individual 
who  is  a  current  employee  of  the 
Commission;  or 

(b)  The  U.S.  Commission  on  Civil 
Rights  is  owed  a  debt  by  an  individual 
currently  employed  by  another  Federal 
agency;  or 

(c)  The  Commission  employs  an 
individual  who  owes  a  debt  to  another 
Federal  agency. 

§708.5    Notice. 

(a)  Deductions  shall  not  be  made 
unless  the  employee  who  owes  the  debt 
has  been  provided  with  written  notice 
signed  by  the  Assistant  Staff  Director  for 
Management  (ASDM)  or  in  his/her 
absence,  or  in  the  event  of  a  vacancy  in 
that  position  or  its  elimination  the 
Personnel  Officer  (or  the  U.S. 
Department  of  Agriculture,  National 
Finance  Center  acting  on  behalf  of  the 
Commission)  of  the  debt  at  least  30  days 
before  salary  offset  commences. 

(b)  The  written  notice  from  the 
ASDM,  acting  on  behalf  of  the 
Commission,  as  the  creditor  agency, 
shall  contain: 

(1)  A  statement  that  the  debt  is  owed 
and  an  explanation  of  its  origin,  nature, 
and  amount; 

(2)  The  agency's  intention  to  collect 
the  debt  by  .deducting  from  the 
employee's  current  disposable  pay 
account: 

(3)  The  amount,  frequency,  proposed 
beginning  date,  and  duration  of  the 
intended  deduction(8); 

(4)  An  explanation  of  the 
requirements  concerning  the  current 
interest  rate,  penalties,  and 
administrative  costs,  including  a 
statement  that  such  charges  will  be 
assessed  unless  excused  in  accordance 
with  the  Federal  Claims  Collections 
Standards  (4  CFR  101.1  et  seq.); 

(5)  The  employee's  right  to  inspect, 
request,  or  receive  a  copy  of  the 
government  records  relating  to  the  debt; 


(6)  The  employee's  right  to  enter  into 
a  written  repayment  schedule  for  the 
voluntary  repayment  of  the  debt  in  lieu 
of  offset; 

(7)  The  right  to  a  hearing  conducted 
by  an  impartial  hearing  official  (either 
an  administrative  law  judge  or  an 
official  who  is  not  under  the  control  of 
the  Commission); 

(8)  The  method  and  time  period  for 
petitioning  for  a  hearing; 

(9)  A  statement  that  the  timely  filing 
(i.e..  within  15  calendar  days)  of  a 
petition  for  a  hearing  will  stay  the 
commencement  of  collection 
proceedings: 

(10)  A  statement  that  a  final  decision 
on  the  hearing  (if  one  is  requested)  will 
be  issued  at  the  earliest  practical  date 
but  not  later  than  60  days  after  the  filing 
of  the  petition  requesting  the  hearing 
unless  the  employee  requests  and  the 
hearing  official  grants  a  delay  in  the 
proceedings. 

(11)  A  statement  that  an  employee 
knowingly  submitting  false  or  frivolous 
statements  (5  CFR  part  550.1101), 
representations,  or  evidence  may  subject 
the  employee  to  disciplinary  procedures 
under  5  U.S.C.  chapter  75  and  5  CFR 
part  752;  penalties  under  the  False 
Claims  Act,  31  U.S.C.  3729-3731;  or 
criminal  penalties  under  18  U.S.C.  286. 
287, 1001.  and  1002; 

(12)  A  statement  of  other  rights  and 
remedies  available  to  the  employee 
under  statutes  or  regulations  governing 
the  program  for  which  the  collection  is 
being  made; 

(13)  A  statement  that  an  employee 
will  be  promptly  refunded  any  amount 
paid  or  deducted  for  a  debt  which  is 
later  waived  or  found  not  valid  imless 
there  are  applicable  contractual  or 
statutory  provisions  to  the  contrary;  and 

(14)  The  name,  address,  and  phone 
number  of  an  official  who  can  be 
contacted  concerning  the  indebtedness. 

§708.6    Petitiona  for  hearing. 

(a)  Except  as  provided  in  paragraph 
(d)  of  this  section,  an  employee  who  . 
wants  a  hearing  must  file  a  written 
petition  for  a  hearing  to  be  received  by 
the  Assistant  Staff  Director  for 
Management  not  later  than  15  calendar 
days  from  the  date  of  receipt  of  the 
Notice  of  Offset.  The  petition  must  state 
why  the  employee  believes  the 
determination  of  the  Commission 
concerning  the  existence  or  amount  of 
the  debt  is  in  error. 

(b)  The  petition  must  be  signed  by  the 
employee  and  should  identify  and 
explain  with  reasonable  specificity  and 
brevity  the  facts,  evidence,  and 
witnesses  which  the  employee  believes 
support  his/her  position. 


(c)  If  the  employee  objects  to  the 
percentage  of  disposable  pay  to  be 
deducted  from  each  check,  the  petition 
should  state  the  objection  and  the 
reasons  for  it. 

(d)  i£  the  employee  files  a  petition  for 
a  hearing  later  than  the  15  calendar  days 
from  the  date  of  receipt  of  the  Notice  of 
O^t.as  described  in  paragraph  (a)  of 
this  section,  the  hearing  official  may 
accept  the  request  if  the  employee  can 
show  that  there  was  good  cause  (such  as 
due  to  circumstances  beyond  his/her 
control  or  because  he/she  was  not 
informed  or  aware  of  the  time  limit)  for 
failing  to  meet  the  deadline  date. 

(e)  An  employee  will  not  be  granted 
a  hearing  and  will  have  his/her 
disposable  pay  offset  in  accordance  with 
the  ASDM's  offset  schedule  if  he/she 
fails  to  show  good  cause  why  he/she 
failed  to  file  the  petition  for  a  hearing 
within  the  stated  time  limits. 

§708.7    HMrtng  procedures. 

(a)  If  an  employee  timely  files  a 
petition  for  a  hearing  under  the  above 
procedures,  the  Assistant  Staff  Director 
for  Management  shall  select  the  time, 
date,  and  location  for  the  hearing. 

(b)  The  hearing  shall  be  conducted  by 
an  impartial  hearing  official. 

(c)  The  hearing  shall  conform  to 
procedures  contained  in  the.  Federal 
Claims  Collection  Standards,  4  CFR 
102.3(c). 

(d)  The  Commission,  as  the  creditor 
agency,  will  have  the  burden  of  proving 
the  existence  of  the  debt. 

(e)  The  employee  requesting  the 
hearing  shall  have  the  burden  of  proof 
to  demonstrate  that  the  existence  or 
amount  of  the  debt  is  in  error. 

§708.8    Written  decision. 

(a)  The  hearing  official  shall  issue  a 
written  opinion  no  later  than  sixty  (60) 
days  after  the  filing  of  the  petition  for 
hearing;  or  no  longer  than  sixty  (60) 
days  from  the  proceedings  if  «m 
extension  has  been  granted  pursuant  to 
§708.5(b)(10). 

(b)  The  written  opinion  will  include: 
A  statement  of  the  facts  presented  to 
demonstrate  the  nature  and  origin  of  the 
alleged  debt:  the  hearing  official's 
analysis,  findings,  and  conclusions:  the 
amount  and  validity  of  the  debt;  and  if 
applicable,  the  repayment  schedule. 

§  708.9    Coordinating  offset  with  another 
Federal  agency. 

(a)  The  Commission  is  the  creditor 
agency  when  the  Assistant  Staff  Director 
for  Management  determines  that  an 
employee  of  another  Federal  agency 
owes  a  delinquent  debt  to  the 
Conunission.  The  Assistant  Staff 
Director  for  Management  shall,  as 
appropriate: 
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(1)  Arrange  ht  a  hearing  upon  the 
proper  petitioning  by  the  eniployae; 

(2)  Certify  in  writ&g  that  the 
employee  of  the  paying  agency  owes  the 
debt,  the  amount,  and  besis  of  the  debt, 
the  date  on  which  payment  is  due,  the 
date  the  Government'*  right  to  collect 
the  debt  first  accrued,  and  that  the 
Commission's  regulaticms  for  salary 
offset  have  been  approved  by  the  C>ffice 
of  Personnel  Management; 

(3)  If  the  collection  must  be  made  in 
installments,  the  Commission,  as  the 
creditor  agency,  will  advise  the  paying 
agency  of  the  amount  or  percentage  of 
disposable  pay  to  be  collected  in  eadi 
installment  and  the  number  and  the 
commencement  date  of  the  installments; 

(4)  Advise  the  paying  agency  of  the 
actions  taken  under  5  U.S.C.  5514(a) 
and  provide  the  dates  on  which  action 
was  taken,  unless  the  employee  has 
consented  to  salary  offset  in  writing  or 
signed  a  statement  acknowledging 
receipt  of  procedures  required  by  law. 
The  written  consent  or 
acknowledgement  must  be  sent  to  the 
paving  agency; 

(5)  It  the  employee  is  in  the  process 
of  separating,  the  Commission  will 
submit  its  debt  claim  to  the  paying 
agency  as  provided  in  this  part.  The 
paying  agency  must  certify  any  amounts 
already  collected,  notify  the  employee, 
and  send  a  copy  of  the  certification  of 
the  monies  already  collected  and  notice 
of  the  employee's  separation  to  the 
Commission.  If  the  paying  agency  is 
aware  that  the  employee  is  entitled  to 
Civil  Service  or  Foreign  Service 
Retirement  and  Disability  Fund  or 
similar  payments,  it  must  provide 
written  notification  to  the  agency 
responsible  for  making  such  payments 
stating  the  amoimt  of  the  debt  and 
indicating  that  the  provisions  of  this 
part  have  been  followed;  and 

(6)  If  the  employee  has  already 
separated  and  all  payments  due  from 
the  paying  agency  have  been  paid,  the 
Assistant  Stah  Director  for  Management 
may  request,  unless  otherwise 
prohibited,  that  money  payable  to  the 
employee  from  the  Gvil  Service 
Retirement  and  Disability  Fund  or  other 
similar  funds  be  collected  by 
administrative  offset.  The  Commission 
will  provide  the  agency  responsible  for 
these  payments  with  a  properly  CMtified 
claim. 

(b)  The  Commission  is  the  paying 
agency  when  an  employee  of  this 
agency  owes  a  debt  to  another  Federal 
agency  which  is  the  creditor  asency. 

(1)  Upon  receipt  of  a  properly 
certified  debt  cmm  from  a  creditor 
agency,  deductions  will  be  sdieduled  to 
begin  at  the  next  established  pay 
interval. 


(2)  The  Commission  must  give  the 
emplojree  written  notice  that  h  has 
received  a  certified  debt  claim  fivm  a 
creditor  agency  (including  the  amoimt), 
and  the  date  that  deductions  will  be 
sdieduled  to  begin  and  the  amount  of 
the  deduction. 

(3)  The  Commission  shall  not  review 
the  merits  of  the  creditor  agency's 
determination  of  the  amotmt  of  the 
certified  claim  or  of  its  validity. 

(4)  If  the  employee  transfers  to 
another  paying  agency  after  the  creditor 
agency  has  submitted  its  debt  claim  but 
before  the  debt  is  collected  completely, 
the  Commission  must  certify  the  total 
amount  collected  to  the  creditor  agency 
with  notice  of  the  employee's  transfar. 
One  copy  of  this  certification  must  be 
furnished  to  the  employee.  The  creditor 
agoicy  will  submit  a  properly  certified 
claim  to  the  new  paying  agency  before 
collection  can  be  resumed. 

(5)  When  the  Commission,  as  a  paying 
agency,  receives  an  incomplete  debt 
claim  from  a  creditor  agency,  it  must 
return  the  debt  claim  with  a  notice  that 
procedures  under  5  U.S.C  5514  and  this 
subpart  must  be  provided  and  a 
properly  certified  debt  claim  received 
before  action  will  be  taken  to  collect 
from  the  employee's  current  pay 
accoimt. 

1708.10   Procedures  for  salary  efleet 

(a)  Deductions  to  liquidate  an 
employee's  debt  will  be  by  the  method 
ana  in  the  amoimt  stated  in  the 
Assistant  Staff  Director  for 
Management's  written  notice  of  intent  to 
collect  from  the  employee's  current  pay. 
unless  alternative  arrangements  for 
repayment  are  made. 

(bj  If  the  employee  filed  a  petition  for 
a  hearing  with  the  Assistant  Staff 
Director  for  Management  before  the 
expiration  of  the  period  provided,  then 
deductions  will  begin  after  the  hearing 
official  has  provided  the  employee  with 
a  hearing,  and  a  final  written  decision 
has  been  rendered  in  favor  of  the 
Commission. 

(c)  A  debt  will  be  collected  in  a  lump- 
sum if  possible. 

(d)  u  an  employee  is  finandalfy 
unable  to  pay  in  one  lump  sum  or  the 
amount  of  the  debt  exceeds  15  percent 
of  disposable  pay  for  an  offidally 
established  pay  interval,  collectkA  must 
be  made  in  installments.  The  size  of  the 
installment  deductionCs]  will  bear  a 
reasonable  relationship  to  the  size  of  the 
debt  and  the  deduction  will  be 
established  for  a  period  not  greater  than 
the  antidpated  period  of  emi^ymenL 
The  deduction  for  the  pay  intervals  for 
any  period  must  not  exoMd  15%  of 
disposable  pay  unless  the  employee  has 
agned  in  writing  to  a  deduction  of  a 


greater  amount.  If  possible,  the 
installment  payment  will  be  suffident 
in  size  and  frequency  to  liquidate  the 
debt  in  no  more  than  three  years. 

(e)  Installment  payments  may  be  less 
than  15  percent  of  di^KMaUe  pay  if  the 
Assistant  Staff  Directed  for  Management 
determines  that  the  15  percent 
deduction  would  create  an  extreme 
finandal  hardship. 

(0  Installment  payments  of  less  than 
$25.00  per  pay  period  or  $50.00  per 
month,  will  only  be  accepted  in  the 
most  unusual  drcumstances. 

(g)  Unliquidated  debts  may  be  offset 
by  the  paying  agency  under  31  U.S.C. 
3716  against  any  financial  payment  due 
to  a  separating  employee  including  but 
not  limited  to  final  salary  payment, 
retired  pay,  or  lump  sum  leave,  etc  as 
of  the  date  of  separation  to  the  extent 
necessary  to  liquidate  the  debt. 

(h)  If  the  debt  cannot  be  liquidated  by 
offset  bom  any  final  payment  due  a 
separated  employee  it  may  be  recovered 
by  the  offset  in  accordance  with  31 
U.S.C.  3716  from  any  later  payments 
due  the  former  employee  from  the 
United  States. 

1708.11  Refunds. 

(a)  The  Commission  will  refund 
promptly  any  amounts  deducted  to 
satisfy  debts  owned  to  the  Commission 
when  the  debt  is  waived,  found  not 
owed  to  the  Ccmmission,  or  when 
directed  by  an  administrative  or  judicial 
order;  or 

(b)  The  creditor  agency  will  promptfy 
return  any  amounts  deduded  and 
forwarded  by  the  Commission  to  satisfy 
debts  owed  to  the  creditor  agency  when 
the  debt  is  waived,  found  not  owed,  or 
when  directed  by  an  administrative  or 
judicial  order, 

(c)  Upon  receipt  of  monies  returned  in 
accordance  with  paragraph  (b)  of  this 
secticm,  the  Commission  will  refund  the 
amount  to  the  current  or  former 
employee. 

(d)  Unless  required  by  law.  refunds 
under  this  subsection  shall  not  bear 
interest  nor  shall  liability  be  conlarrad 
to  the  Commission  for  debt  or  refunds 
owed  by  other  creditor  agendas. 

1708.12  Statute  of  Hmttations. 

If  a  debt  has  been  outstanding  for 
mora  than  10  years  after  the  agency's 
right  to  collect  the  debt  fint  accrued,  the 
agency  may  not  collect  by  salary  offMt 
unlees  facts  material  to  the 
government's  right  to  colled  were  not 
known  and  could  not  reasonaUy  have 
been  known  by  the  ofiSdal  or  omdals 
who  were  charged  with  the 
responsibility  tor  discovery  and 
collection  of  such  debts. 
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f  706.13    Non-walv«r  of  rights  by 
payments. 

An  employee's  involuntary  payment 
of  all  or  any  part  of  a  debt  collected 
under  these  regulations  will  not  be 
construed  as  a  waiver  of  any  rights  that 
employee  may  have  under  5  U.S.C.  5514 
or  any  other  provision  of  contract  or  law 
unless  there  are  statutory  or  contractual 
provisions  to  the  contrary. 

1 708.1 4    Intsrsst,  psnsltlss,  and 
•dministrativs  costs. 

Charges  may  be  assessed  for  interest, 
penalties,  and  administrative  costs  in 
accordance  with  the  Federal  Claims 
Collection  Standards.  4  CFR  102.13. 

Dated:  December  18. 1992. 
Emma  Moaroig, 
Solicitor. 
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FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Part  64 

[CC  Dockat  No.  9^-337.  FCC  92-516] 

International  Accounting  Rates 

AGENCY:  Federal  Communications 

Commission. 

ACnow;  Final  rule. 

SUMMARY:  On  November  17, 1992,  the 
Commission  adopted  an  Order  on 
Reconsideration  denying  MCI 
Telecommunications  Corporation's 
(MQ)  request  that  the  Commission  only 
approve  accounting  rate  reductions 
implemented  simultaneously  among  all 
competing  U.S.  carriers  and  US  Sprint 
Communications  Company  Limited 
Partnership's  (Sprint)  request  that  the 
notification  and  streamlined  waiver 
procedures  adopted  in  Regulation  of 
International  Accounting  Rates,  Phase  I. 
Report  and  Order  (Phase  I  Report  and 
Order)  not  be  applied  to  telex  and 
packet  switched  traffic.  The  Order  on 
Reconsideration  also  amends  the 
reporting  requirements  found  in 
§  64.1001(g)  of  the  Commission's  Rules, 
47  CFR  64.1001(g)  to  require  that  a  U.S. 
common  carrier  submitting  a  waiver  or 
notification  pursuant  to  the  ISP  certify 
that  it  has  informed  the  relevant  foreign 
administration  that  U.S.  policy  requires 
that  competing  U.S.  carriers  have  access 
to  accounting  rates  negotiated  by  the 
filing  carrier  with  the  foreign 
administration  on  a  nondiscriminatory 
basis. 

EFFECTIVE  DATE:  April  14, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Adam  Kupetsky.  Attorney,  Common 
Carrier  Bureau. 


SUPPLEMENTARY  MFORMATION:  This  is  a 

summary  of  the  Commission's  Order  on 
Reconsideration  adopted  on  November 
17, 1992  and  released  on  November  27. 
1992.  The  full  text  of  this  Commission 
decision  is  available  for  inspection  and 
copying  during  normal  business  hours 
in  the  FCC  Reference  Center  (Room 
239).  1919  M  St..  NW.,  Washington.  DC. 
The  complete  text  of  this  decision  also 
may  be  purchased  from  the 
Commission's  copy  contractor. 
Downtown  Copy  Center.  (202)  452- 
1422, 1990  M  St.,  NW..  Washington.  DC 
20036. 

Summary  of  Order  on  Reconsideration 

1.  The  Order  on  Reconsideration 
denies  MCI's  and  Sprint's  petitions  for 
reconsideration  of  the  Commission's 
Phase  I  Report  and  Order. 

2.  MQ  requested  that  the  Commission 
approve  only  those  accounting  rate 
reductions  with  a  particular  foreign 
administration  that  are  implemented 
simultaneously  among  all  competing 
U.S.  common  carriers.  While 
disagreeing  with  MQ's  specific 
proposal,  the  Commission  affirmed  that 
Commission  policy  should  be  to  detect 
and  take  steps  to  eliminate 
discriminatory  treatment  of  U.S. 
carriers.  As  an  initial  step,  the 
Commission  changed  its  rules  to  require 
a  U.S.  carrier  submitting  an  ISP  waiver 
or  notification  to  certify  that  it  made 
clear  to  the  foreign  administration  that 
FCC  policy  requires  that  competing  U.S. 
carriers  have  access  to  accounting  rates 
negotiated  by  the  U.S.  carrier  with  a 
particular  foreign  administration  on  a 
nondiscriminatory  basis.  The 
Commission  also  outlined  further 
measures  it  may  be  wiUing  to  take 
should  discrimination  continue,  and 
noted  its  authority  to  establish  an 
accounting  rate  for  a  particular  service 
with  a  particular  country. 

3.  Sprint  petitioned  for 
reconsideration  of  the  application  of  the 
ISP  notification  and  streamlined  waiver 
procedure  to  telex  and  packet  services. 
In  denying  Sprint's  petition,  the 
Commission  found  Uiat  adoption  of 
Sprint's  proposal  would  unnecessarily 
delay  the  attainment  of  lower,  more 
cost-based  international  accounting 
rates. 

Paperwork  Reduction 

4.  Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  2.18  hours  per  response, 
including  the  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collections  of 
information.  Send  comments  regarding 


this  burden  estimate  or  any  other  aspect 
of  the  collection  of  information, 
including  suggestions  for  reducing  the 
biirden.  to  the  Federal  Communications 
Commission,  Records  Management 
Division,  room  418.  Paperwork 
Reduction  Project  (3060-0454). 
Washington.  DC  20554  and  to  the  Office 
of  Management  and  Budget.  Paperwork 
Reduction  Project  (3060-0454). 
Washington.  DC  20503. 


Ordering  Clauses 

5.  Accordingly,  it  is  therefore  ordered 
that  the  petitions  for  reconsideration 
filed  by  Sprint  and  MQ  are  denied. 

6.  It  is  further  ordered  that  pursuant 
to  authority  contained  in  sections  1. 4. 
201-205.  211,  218-220.  303  and  405  of 
the  Communications  Act  of  1934,  as 
amended.  47  U.S.C.  151, 154,  201-205. 
211,  218-220,  303  and  405.  part  64  of 
the  Commission's  Rules,  47  CFR  part  64, 
IS  AMENDED  as  set  forth  below. 

7.  It  is  further  ordered  that  this  Order 
on  Reconsideration  and  the  amendment 
to  the  rules  set  forth  in  Appendix  A 
shall  become  effective  ninety  days  after 
publication  in  the  Federal  Register. 

List  of  Subjects  in  47  CFR  Part  64 

Communications  common  carriers: 
Reporting  and  recordkeeping 
requirements:  Telegraph:  Telephone. 

Amendatory  Text 

PART  64-MISCELLANEOUS  RULES 
RELATING  TO  COMMON  CARRIERS 

1.  The  authority  citation  for  part  64 
continues  to  read  as  follows: 

Authority:  Section  4, 48  Stat.  1066.  as 
amended;  47  U.S.C  154,  unless  otherwise 
noted.  Interpret  or  apply  sacs.  201,  218,  225, 
48  Stat.  1070.  as  amended,  1077;  47  U.S.C 
201.  218,  225  imless  otherwise  noted. 

2.  Paragraph  (g)  of  §64.1001  is  revised 
to  read  as  follows: 

S64.1001    International  settlamanta  policy 
and  waivers. 


(g)  Notification  letters  and  waiver 
requests  must  contain  notarized 
statements  that  the  filing  carrier: 

(1)  Has  not  bargained  for,  nor  hds 
knowledge  of.  exclusive  availability  of 
the  new  accounting  rate: 

(2)  Has  not  bargained  for.  nor  has  any 
indication  that  it  will  receive,  more  than 
its  proportionate  share  of  return  traffic; 
and 

(3)  Has  informed  the  foreign 
administration  that  U.S.  policy  requires 
that  competing  U.S.  carriers  have  access 
to  accounting  rates  negotiated  by  the 
filing  carrier  with  the  foreign 
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administration  on  a  nondiscriminatory 
basis. 

•        •        •        •        • 

Federal  Communications  Commission. 

Donna  R.  S««rcy, 

Secretary. 

[FR  Doc  93-605  Filed  1-13-93;  8:45  am] 
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47  CFR  Part  73 

[MM  Docket  No.  92-211;  RM-8061] 

Radio  Broadcasting  Services; 
Lumberton,  MS 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Final  rule. 

SUMMARY:  This  document  substitutes 
Channel  237C1  for  Channel  237C2  at 
Lumberton,  Mississippi,  in  response  to 
a  petition  hied  by  Stone-Lamar 
Broadcast  Services  Corporation,  and 
modifies  the  license  for  Station  WLUN 
to  specify  operation  on  Channel  237C1 
in  accordance  with  §  1.420(g]  of  the 
Commission's  Rules.  See  57  FR  44549, 
September  28, 1992.  The  coordinates  for 
Channel  237C1  are  30-39-34  and  89- 
09-59.  With  this  action,  this  proceeding 
is  terminated. 

EFFECTIVE  DATE:  February  22, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kathleen  Scheuerle,  Mass  Media 
Bureau,  (202)  634-6530. 
SUPPLEMENTARY  INFORMATION:  This  is  a 
summary  of  the  Commission's  Report 
and  Order,  MM  Docket  No.  92-211, 
adopted  December  7, 1992,  and  released 
January  8, 1993.  The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  FCC  Dockets 
Branch  (room  230).  1919  M  Street,  NW., 
Washington,  DC.  The  complete  text  of 
this  decision  may  also  be  purchased 
from  the  Commission's  copy 
contractors.  Downtown  Copy  Center, 
1990  M  Street,  NW.,  Suite  640, 
Washington,  DC  20036,  (202)  452-1422. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  Broadcasting. 

PART  73— {AIMENDED] 

1.  The  authority  citation  for  part  73 
continues  to  read  as  follows: 

Authority:  47  U.S.C.  154,  303. 

§73.202    [Amendwl] 

2.  Section  73.202(b),  the  Table  of  FM 
Allotments  under  Mississippi,  is 
amended  by  removing  Channel  237C2 
and  adding  Channel  237C1  at 
Lumberton. 


Federal  Communications  Commission. 

Mkhael  C  Rugar. 

Chief,  Allocations  Branch,  Policy  and  Bales 

Division,  Mass  Media  Bureau. 

(FR  Doc.  93-890  Filed  1-13-93;  8:45  am] 
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47  CFR  Part  73 

[MM  Doclwt  No.  82-219;  RW-8039] 

Radio  Broadcasting  Services;  Tarido, 
MO 

AGENCY:  Federal  Communications 

Commission. 

ACTION:  Final  rule. 

SUMMARY:  This  document  substitutes 
Channel  228C3  for  Channel  228A  at 
Tarkio,  Missouri,  and  modifies  the 
license  for  Station  KTRX(FM)  to  specify 
operation  on  Channel  228C3,  in 
response  to  a  petition  filed  by  KANZA, 
bic.  See  57  FR  46369,  October  8. 1992. 
The  coordinates  for  Channel  228C3  at 
Tarkio  are  40-33-50  and  95-15-00. 
With  this  action,  this  proceeding  is 
terminated. 

EFFECTIVE  DATE:  February  22, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Kathleen  Scheuerle,  Mass  Media 
Bureau,  (202)  634-6530. 
SUPPLEMENTARY  INFORMATION:  This  is  a 
summary  of  the  Commission's  Report 
and  Order,  MM  Docket  No.  92-219, 
adopted  December  11, 1992,  and 
feleased  January  8, 1993.  The  full  text 
of  this  Commission  decision  is  available 
for  inspection  and  copying  during 
normal  business  hours  in  the  FCC 
Dockets  Branch  (room  230),  1919  M 
SU«et,  NW.,  Washington,  DC.  The 
complete  text  of  this  decision  may  also 
be  purchased  from  the  Commission's 
copy  contractors,  Downtown  Copy 
Center,  1990  M  Stteei.  NW.,  suite  640, 
Washington,  DC  20036,  (202)  452-1422. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  Broadcasting. 

PART  73— {AMENDED] 

1.  The  authority  citation  for  part  73 
continues  to  read  as  follows: 

Authority:  47  U.S.C.  154,  303. 

$73,202    [Amanded] 

2.  Section  73.202(b).  the  Table  of  FM 
Allotments  under  Missouri,  is  amended 
by  removing  Channel  228A  and  adding 
Channel  228C3  at  Tarkio. 

Federal  Communications  Commission. 

Michael  C.  Ruger, 

Chief,  Allocations  Branch,  Policy  and  Rules 

Division,  Mass  Media  Bureau. 

(FR  Doc.  93-886  Filed  1-13-93;  8:45  am) 
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INTERSTATE  COMMERCE 
COMMISSION 

49  CFR  Part  1039 

[Ex  Part*  No.  346  (Sub-No.  27)] 

Rail  General  Exemption  Autttorlty; 
Transportation  Equipment 

AGENCY:  Interstate  Commerce 

Commission. 

ACTION:  Final  rule. 

SUMMARY:  The  Commission  is  exempting 
firom  its  regulation  the  rail 
transportation  of  motor  vehicles  (STCC 
37-11)  and  motor  vehicle  parts  or 
accessories  (STCC  37-14).»  The 
Commission  has  concluded  that 
regulation  of  the  rail  transportation  of 
these  commodities  is  not  necessary  to 
carry  out  the  rail  transportation  policy, 
and  that  such  regulation  is  not  needed 
to  protect  shippers  firom  an  abuse  of 
market  power.  Accordingly,  these 
commodities  are  being  added  to  the  list 
of  exempt  commodities  in  our 
regulations,  as  set  forth  below. 
EFFECTIVE  DATE:  This  action  is  effective 
on  February  13, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Joseph  H.  Dettmar  (202)  927-5660.  [TDD 
for  hearing  impaired:  (202)  927-5721]. 
SUPPLEMENTARY  INFORMATION:  In  a 
decision  served  July  9, 1992,  57  FR 
30709  (July  10. 1992),  we  instituted  a 
proceeding  to  consider  whether  to 
exempt  from  the  provisions  of  49  U.S.C. 
subtitle  IV  the  rail  transportation  of 
Transportation  Equipment  (STCC  37). 
Our  analysis  of  the  proposed  exemption 
focused  on  two  Transportation 
Equipment  subcategories,  motor 
vehicles  (STCC  37-11)  and  motor 
vehicle  parts  or  accessories  (STCC  37- 
14),  that,  taken  together,  accoimt  for 
approximately  96  percent  of  STCC  37 
revenue.  We  concluded,  preliminarily, 
that  exemption  of  the  rail  transportation 
of  STCCs  37-11  and  37-14  would  be 
consistent  with  the  49  U.S.C.  10505(a) 
exemption  criteria. 

In  a  decision  served  August  20, 1992, 
57  FR  37763  (August  20,  1992).  we 
narrowed  the  scope  of  the  proposed 
exemption  to  motor  vehicles  (STCC  37- 
11)  and  motor  vehicle  parts  or 
accessories  (STCC  37-14).  This  had  the 
effect  of  harmonizing  the  scope  of  the 
proposed  exemption  and  the  rationale 
that  we  had  asserted  in  support  thereof.' 


'  STCC  is  the  acronym  for  the  Standard 
Transportation  Commodity  Code. 

'In  the  decision  served  July  9, 1992,  we  had  also 
proposed,  as  an  ancillary  measure,  the  elimination 
of  the  49  CFR  1039.16  exemption  applicable  to  th« 
rail  transportation  of  otherwise  regulated  new 
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CommenU  hav*  bean  filed  by  tha 
Association  of  Amwican  Railroads 
(AAR)  on  behalf  of  itself  and  its  member 
railroads,  the  Motor  Vdiide 
-Manufacturers  Association  of  the  United 
States.  Inc.  (MVMA).  and  Patrick  W. 
Simmons  (on  behalf  of  the  United 
Transportation  Union,  Illinois 
Legislative  Board). 

The  AAR  and  the  MVMA  support  the 
proposed  exemption,  essentially  for  the 
reasons  provided  in  the  decision  served 
July  9. 1992.» 

Mr.  Simmons  opposes  the  proposed 
exemption.  He  contends  that  rail  carrier 
employees  are  injured  by  reckless 
competition  between  rail  carriers, 
because  such  competition  results  in 
pressxire  by  management  btt  employee 
concessions. 

The  rail  carrier  exemption  provision. 
49  U.S.C  10S05(a).  requires  us  to 
exempt  "a  person,  class  of  persons,  or 
a  transaction  or  service"  ¥fhen  we  find: 

(1)  That  regulation  is  not  necessary  to 
carry  out  the  49  U.S.C.  10101a  rail 
transportation  policy  (RTF);  and 

(2)  Either  (a)  that  the  transaction  or 
service  is  of  limited  scope,  or  (b)  that 
regulation  is  not  needed  to  protect 
shippers  from  an  abuse  of  market 
power. 

We  think  that  the  proposed 
exemption  of  motor  v^icles  and  motor 
vehicle  parts  or  accessories  satisfies  the 
section  1050S(a)  exemption  criteria.  We 
are  convinced  that  regulation  is  not 
necessary  to  carry  out  the  RTP.  An 
exemption  should  not  bring  about  any 
public  health  or  safety  concerns, 
discourage  fair  wages  or  safe  and 
suitable  working  conditions,  result  in 
predatory  pricing  or  practices,  or 
discourage  energy  conservation.  On  the 
contrary,  an  exemption  should  result  in 
positive  benefits  that  will  promote  the 
RTP.  Exemption  will  relieve 
administrative  and  paperwork  burdens 
associated  with  tariff  filing  and  contract 
summary  filing.  It  will  insulate  this 
traffic  from  frivolous  but  potentially 
burdensome  regulatory  proceedings.  It 
will  allow  quick  and  unhindered  rate 
and  service  adjustments  when  changed 
market  conditions  mandate  them.  The 
proposed  exemption  should  generally: 
Allow,  to  the  maximum  extent  possible, 
competition  to  establish  reasonable 
rates;  minimize  the  need  for  Federal 


highway  trailers  or  containers.  This  andilary 
profiocal.  designed  only  to  minimise  redundancy  in 
OUT  regulations,  did  not  survive  the  narrowuy  of 
the  scope  of  the  propoead  euatplMxi  lo  STOCi  37- 
11  and  37-14. 

*Tke  AAS  alao  Mpporta  a  siaiiar  esMmption  far 
us«l  Motor  ••hidM  (STOC  41-llS).  We  will 
coMidar  UmI  aMHar  aapMMaijr.  ia  Ex  P«te  No.  MS 
(Sub-t4a  27 Ai  RaU  GaMCil  BMnptioo  AuAatitf— 
Us«l  Motor  Vahiciaa. 


regulatory  control;  and  ansura  tha 
continuation  of  a  sound  rail 
transpfxtation  system. 

Mr.  Simmons  bars  that  any  inoeaae 
in  competitioo  will  have  an  adverse 
impact  on  rail  labor,  in  that  the 
increased  competitive  posture  of  the 
railroads  will  prompt  rail  management 
to  pressure  rail  lalxu-  for  additional 
concessions.  All  section  10505 
exemptions  that  Increase  competition, 
and  indeed  all  Commission  actions  that 
increase  competition,  would  be  subject 
to  attack  on  this  basis.  Given  the  several 
provisions  in  the  RTP  that  favor 
competition,*  we  will  not  find  a 
propoaed  exemption  to  be  inoNiiistent 
witn  the  RTP  merely  because  it  tends  to 
Increase  competition. 

We  are  also  convinced  that  regulation 
of  the  rail  transportation  of  STCX^s  37- 
11  and  37-14  is  not  needed  to  protect 
shippers  from  an  abuse  of  market 
power.  On  account  of  motor  carrier 
competition,  geographic  competition 
generally,  and  various  shipper  options 
and  powers,  there  is.  overall,  effective 
competition  for  the  rail  transportation  of 
motor  vehicles  and  motor  vehicles  parts 
and  accessories. 

We  are  therefore  exempting  the  rail 
transportation  of  motor  vehicles  (STCC 
37-11)  and  motor  vehicle  parts  or 
accessories  (STCC  37-14)  from  the 
provisions  of  49  U.S.C.  subtitle  IV. 

Enviroiunantal  and  Eitargy 
Coosidarationa 

We  conclude  that  this  action  will  not 
significantly  affect  either  the  quality  of 
the  human  environment  or  the 
conservation  of  energy  resources. 

Regulatory  Flexibility  Analysis 

We  conclude  that  this  action  will  not 
have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  shippers  of  motor  vehicles  and 
motor  vehicle  parts  and  accessories  are. 
by  and  large,  major  corporations. 

•  List  ofSubjects  in  49  CFR  Part  1039 

Agricultural  commodities,  Intermodal 
transportation.  Manufactured 
commodities.  Railroads. 

Decided:  December  30. 1992. 

By  the  Commission,  Chairman  Philbin. 
Vice  Chairman  McDonald.  Commissiooeis 
Simmons  and  Phillips.  Cooimissioner 
Simmons  commented  with  a  separate 
expression. 

Sidney  L.  Strickland.  Jr^ 
Secretary. 

For  the  reasons  set  forth  in  the 
preamble,  title  49,  chapter  X,  part  1039 
of  the  Code  of  Federal  Regulations  la 
amended  as  follows: 


PART  1039-EXEMPTION8 

1.  The  authority  citation  for  part  1039 
continues  to  road  as  follows: 

Aothorily:  40  U.S.C  10321. 10505. 1070e. 
10761, 10762, 11105, 11902. 11903.  and 
11904;  and  5  U.S.C  553 

2.  In  S  1039.11,  the  material  in  tha 
chart  in  paragraph  (a),  following  STCC 
No.  36,  is  revised  to  read  as  follows: 

11039.11    macaKanaoua  commodMaa 
examfMione. 

(a)'  •  ' 


STCC 
Na 


STCClaiW 


ConvnodKy 


37  11  ...  eooi-T,««. 
i-i-«e. 

37  14  _    — do 


Motor  vaMols  parts  or  ao- 


38 


38 


eooi-a«fi. 
1-14-eo. 


Inalnwwntt.  p^o«ogr■pNo 
goods,  optical  goods. 
Miches  or  docks. 

Mliielimnia  preduds  at 
manuMcMng. 


(FR  Doc  93-«81  Filed  1-13-93: 8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 
Rah  and  WikHlfa  Servic* 
50  CFR  Part  17 
RIN 1018-AB66 

Endangwad  and  Tlw— tonad  WWdBIa 
and  Planta;  Endangarad  Statua  for 
Thraa  Foraign  Butterfllea 

AGENCY:  Fish  and  Wildlife  Service. 

Interior. 

ACTION:  Final  rule. 


«  See  49  U.S.C  10l01a(l).  (4).  mi  (9). 


SUMMARY:  The  Service  determines 
endangered  status  for  the  Homerus. 
Corsican.  and  Luzon  peacock 
swallowtail  butterflies,  whidi  are  found, 
respectively,  in  Jamaica,  Corsica 
(France)  and  Sardinia  (Italy)  and  the 
Philippines.  All  occupy  restricted 
ranges  and  are  jeopardized  by  human 
habitat  disruption  and  collection.  This 
rule  will  implement  the  protection  of 
tiie  Endangered  Spedes  Act  of  1973  for 
these  three  butterflies. 
EFFECTIVE  DATE:  February  16, 1993. 
ADDRESSES:  The  complete  file  for  this 
rule  is  available  for  public  inspection, 
by  appointment,  from  8  a.m.  to  4  p.m., 
Mon<ky  through  Friday,  in  room  750. 
4401  Fairfax  Drive,  Arlington,  Virginia 
22203. 
FOR  FURTHER  MFORMATION  CONTACT:  Dr. 

Charles  W.  Dane,  Chief.  Office  of 


Scientific  Au 
Arlington  Sq 
and  Wildlife 
20240  (phon( 
921-1708;  ?J 
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SdentiBc  Authority:  Mail  Stop: 
Arlington  Square,  room  725;  U.S.  Fish 
and  WildUfe  Service;  Washington,  DC 
20240  (phone  703-358-1708  orFTS 
921-1708;  FAX  703-358-2202). 

SUPPLEMENTARY  INFORMAHON: 

Background 

The  swallowtail  butterflies  of  the 
insect  family  Papilionidae  occur  mainly 
in  tropical  parts  of  the  world.  They  are 
generally  large  and  colorful,  and  thus  of 
special  attraction  to  people,  but  also  are 
particularly  susceptible  to  excessive 
collection  and  environmental 
disruption.  Four  species  have  been 
placed  on  appendix  I  of  the  Convention 
on  International  Trade  in  Endangered 
Species  of  Wild  Fauna  and  Flora 
(Convention).  One  of  these,  Queen 
Alexandra's  birdwing  [Troides 
alexandrae)  was  added  to  the  U.S.  List 
of  Endangered  and  Threatened  Wildlife 
in  the  Federal  Register  of  September  21, 
1989  (54  FR  38950-38951).  The  other 
three-— the  Homerus,  Corsican,  and 
Luzon  peacock  swallowtail  butterflies — 
are  now  classified  as  endangered  by  the 
International  Union  for  Conservation  of 
Nature  (lUCN).  The  Homerus  was 
selected  by  the  lUCN  Species  Survival 
Commission  as  one  of  12  critically 
endangered  species  that  "highlight  the 
serious  and  often  still  deteriorating 
world  situation  for  species"  (Fitter 
1988).  Partly  in  conjunction  with  an 
effort  to  establish  closer  aUgnment 
between  the  RJCN  classifications,  the 
Convention  appendices,  and  the  U.S. 
Lists  of  Endangered  and  Threatened 
Species,  when  warranted,  the  Service, 
in  the  Federal  Register  of  September  10, 
1991  (56  FR  46145-46148).  proposed 
endangered  status  for  the  three 
butterflies  described  below. 

The  Homerus  swallowtail  butterfly 
[Papilio  homerus)  is  the  largest  member 
of  the  family  in  the  Western 
Hemisphere.  It  has  a  wingspan  of  about 
6  inches  (150  millimeters).  The  wings 
are  black  or  dark  brown,  the  upper 
surfaces  having  broad  yellow  bands  and 
the  lower  surfaces  having  narrower 
yellow  bands  and  blue  spots.  The 
species  is  known  only  from  Jamaica  in 
the  West  Indies. 

The  Corsican  swallowtail  [Papilio 
hospiton)  is  a  short-tailed,  black  and 
yellow  butterfly,  with  blue  and  red 
markings.  Its  wingspan  is  about  3  inches 
(72-76  millimeters).  It  is  found  only  on 
the  islands  of  Corsica  (France)  and 
Sardinia  (Italy). 

The  Luzon  peacock  swallowtail 
(Papilio  chikae)  is  a  beautiful  green- 
black,  red  and  purple,  long-tailed 
butterfly.  Its  forewing  length  is  about  2 
inches  (55  millimeters). 


Summary  of  Comments  and 
Recommendations 

In  the  proposed  rule  of  September  10, 
1991,  and  associated  notifications,  all 
interested  parties  were  requested  to 
submit  information  that  might 
contribute  to  development  of  a  final 
rule.  Cables  were  sent  to  United  States 
embassies  in  countries  within  the  ranges 
of  the  subject  species,  requesting  new 
data  and  the  comments  of  the 
governments  of  those  countries.  Four 
comments  were  received.  Dr.  Tim  R. 
New,  Chairman  of  the  lUCN  Species 
Survival  Commission  Lepidoptera 
Group,  supported  the  Usting  of  all  three 
butterflies.  The  Science  Office  of  the 
U.S.  Embassy  in  Rome  collected  data 
supporting  the  listing  of  P.  hospiton. 
However,  both  Rudi  Mattoni,  editor  of 
the  Journal  of  Research  on  the 
Lepidoptera.  and  Professor  H.  E)escimon 
of  the  University  of  Provence  in  France 
submitted  comments  suggesting  that  P. 
hospiton  might  not  be  endangered.  Both 
observed  that  suitable  habitat  for  this 
species  is  still  widespread  and  that 
overcollecting  is  not  a  major  problem. 
Nonetheless,  they  also  indicated  that  the 
species  is  rare  and  at  least  potentially 
jeopardized  by  habitat  destruction.  In 
addition.  Professor  Descimon  pointed 
out  other  possible  problems,  including 
hybridization,  heavy  parasitism,  and 
difficulty  in  enforcing  protective  4aws. 
These  factors,  together  with  information 
available  fix)m  other  sources,  have  led 
the  Service  to  conclude  that 
classification  of  P.  hospiton  as 
endangered  is  appropriate. 

Summary  of  Factors  Afifecting  the 

After  a  thorough  review  and 
consideration  of  all  information 
available,  the  Service  has  determined 
that  the  three  butterflies  named  above 
should  be  classified  as  endangered. 
Section  4(a)(1)  of  the  Endangered 
Species  Act  (16  U.S.C.  1531  et  seq.)  and 
regulations  (50  CFR  part  424) 
promulgated  to  implement  the  listing 
provisions  of  the  Act  were  followed.  A 
species  may  be  determined  to  be  an 
endangered  or  threatened  species  due  to 
one  or  more  of  the  five  factors  described 
in  section  4(a)(1).  These  factors  and 
their  application  to  the  Homerus, 
Corsican,  and  Luzon  peacock 
swallowtail  butterflies  are  as  follows 
(information  largely  from  Collins  and 
Morris  (1985)  and  from  proposals  to  add 
the  three  species  to  appendix  I  of  the 
Convention). 


A.  The  Present  or  Threatened 
Destruction,  Modification,  or 
Curtailment  of  its  Habitat  or  Range 

Habitat  destruction  is  the  main  factor 
in  the  decline  of  at  least  two  of  these 
species.  The  Homerus  swallowtail 
originally  was  recorded  from  most  parts 
of  Jamaica,  but  now  is  restricted  to  two 
disjunct  areas  of  virgin  forest,  each 
comprising  only  a  few  square 
kilometers.  Both  populations  are 
continuing  to  dedine,  largely  because  of 
logging  and  agricultural  activity. 

The  Corsican  swallowtail  has 
declined  dramatically  on  both  Corsica 
and  Sardinia.  On  each  island,  the  food 
plants  of  the  butterfly  are  believed  by 
the  local  people  to  be  poisonous  to 
sheep,  and  are  therefore  being  destroyed 
by  fires.  In  addition,  developments  such 
as  ski  resorts  have  destroyed  habitat  on 
Corsica.  Populations  of  the  butterfly  are 
now  extremely  localized. 

The  Luzon  peacock  swallowtail  is 
found  in  a  mountainous  area,  part  of 
which  is  a  popular  siunmer  tourist 
resort.  New  roads  and  other 
developments  are  reducing  available 
habitat  for  the  butterfly. 

B.  Overutilization  for  Commercial, 
Recreational,  Scientific,  or  Educational 
Purposes 

Excessive  collection  by  butterfly 
enthusiasts  and  commercial  interests  is 
a  problem  for  all  three  species,  and  is 
the  main  factor  jeopardizing  the  Luzon 
peacock  swallowtail.  The  latter  is 
among  the  most  beautiful  and  desirable 
members  of  the  family,  and  its  habitat 
is  becoming  easily  accessible  through 
road  construction.  It  is  readily  captured, 
as  its  flight  is  very  slow  and  it  is 
attracted  by  decoys.  Commercial 
collecting  has  been  intensive  and  prices 
on  the  international  market  have  been 
remarkably  high  for  this  species.  In  1983 
specimens  were  being  sold  in  Japan  for 
the  equivalent  of  U.S.  $150.  In  1986  a 
dealer  in  the  Philippines  reportedly  was 
purchasing  pairs  from  local  collectors  at 
high  volume  and  for  the  equivalent  of 
U.S.  $40. 

The  Corsican  swallowtail  also  has 
suffered  through  excessive  taking  by 
both  local  and  foreign  collectors,  who 
are  aware  of  its  rarity.  Collecting  of  the 
Homerus  swallowtail  is  difficult  in  its 
moimtainous  habitat,  but  may  be  a 
problem  since  it  does  command  a  high 
price  and  there  are  no  effective 
protective  measures  in  place.  In  1984  a 
female  was  advertised  in  the  United 
States  for  $2,800  and  a  male  for  $1,575. 

C.  Disease  or  Predation 

Not  now  knoMm  to  be  immediate 
problems,  but  of  potential  concern  in 
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any  case  of  a  species  reduced  to  very 
limited  numbers  or  habitat.  As  noted 
above,  parasitism  may  be  a  threat  to  P. 
hospiton. 

D.  The  Inadequacy  of  Existing 
Regulatory  Mechanisms 

The  Homerus  swallowtail  is  not 
covered  by  any  specific  conservation 
measures.  The  Corsican  swallowtail  is 
protected  from  direct  taking  on  Corsica 
under  French  law,  but  the  Sardinian 
population  is  not  protected.  There  are 
no  regulatory  measures  on  either  island 
to  prevent  habitat  destruction,  which  is 
the  main  problem.  The  Luzon  peacock 
swallowtail  and  its  habitat  are 
completely  unprotected.  Being  on 
Appendix  I  of  the  Convention  helps  to 
control  International  trade  in  these 
species,  but  does  not  affect 
environmental  disruption  or  local 
collecting. 

E.  Other  Natural  or  Manmade  Factors 
Affecting  its  Continued  Existence 

None  now  known. 

The  decision  to  determine  endangered 
status  for  the  Homerus,  Corsican,  and 
Luzon  peacock  swallowtail  butterflies 
was  based  on  an  assessment  of  the  best 
available  scientific  information,  and  of 
past,  present,  and  probable  future 
threats  to  these  insects.  All  three  have 
suffered  substantial  losses  in  habitat 
and/or  numbers  in  recent  years  and  are 
vulnerable  to  human  exploitation  and 
disturbance.  If  conservation  measures 
are  not  implemented,  further  declines 
are  likely  to  occur,  increasing  the  danger 
of  extinction  for  these  butterflies. 
Critical  habitat  is  not  being  determined, 
as  such  designation  is  not  applicable  to 
foreign  species. 

Available  Consenration  Measures 

Conservation  measures  provided  to 
species  listed  as  endangered  or 
threatened  pursuant  to  the  Act  include 
recognition,  recovery  actions, 
requirements  for  Federal  protection,  and 
prohibitions  against  certain  practices. 
Recognition  tluough  listing  encourages 
conservation  measures  by  Federal, 
international,  and  private  agencies, 
groups,  and  individuals. 

Section  7(a)  of  the  Act,  as  amended, 
and  as  implemented  by  regulations  at  50 
CFR  part  402.  requires  Federal  agencies 
to  evaluate  their  actions  that  are  to  be 
conducted  within  the  United  States  or 
on  the  high  sees,  with  respect  to  any 
species  that  is  proposed  or  listed  as 
endangered  or  threatened  and  wdth 
respect  to  iu  proposed  or  designated 
critical  habitat  (if  any).  Section  7(a)(2) 
reqxiires  Federal  agendas  to  ensure  that 


activities  they  authorize,  fund,  or  carry 
out  are  not  likely  to  jeopardiie  the 
continued  existence  of  a  listed  species 
or  to  destroy  or  adversely  modify  its 
critical  habitat.  If  a  proposed  Federal 
action  may  affect  a  listed  species,  the 
responsible  Federal  agency  must  enter 
into  formal  consultation  with  the 
Service.  No  such  activities  are  currently 
known  with  respect  to  the  species 
covered  by  this  rule. 

Section  8(a)  of  the  Act  authorizes  the 
provision  of  limited  financial  assistance 
for  the  development  and  management  of 
programs  that  the  Secretary  of  the 
Interior  determines  to  be  necessary  or 
useful  for  the  conservation  of 
endangered  species  in  foreign  countries. 
Sections  8fb)  and  8{c)  of  the  Act 
authorize  the  Secretary  to  encourage 
conservation  programs  for  foreipi 
endangered  species,  and  to  provide 
assistance  for  such  programs,  in  the 
form  of  personnel  and  the  training  of 
personnel. 

Section  9  of  the  Act,  and 
implementing  regulations  found  at  50 
CFR  17.21  set  forth  a  series  of  general 
prohibitions  and  exceptions  that  apply 
to  all  endangered  wildlife.  These 
prohibitions,  in  part,  make  it  illegal  for 
any  person  subject  to  the  jurisdiction  of 
the  United  States  to  take,  import  or 
export,  ship  in  interstate  commerce  in 
the  course  of  commercial  activity,  or  sell 
or  offer  for  sale  in  interstate  or  foreign 
commerce  any  endangered  wildlife.  It 
also  is  illegal  to  possess,  sell,  deliver, 
transport,  or  ship  any  such  wildlife  that 
has  been  taken  in  violation  of  the  Art- 
Certain  exceptions  apply  to  agents  of  the 
Service  and  State  conservation  agencies. 

Permits  may  be  issued  to  carry  out 
otherwise  prohibited  activities 
involving  endangered  wildlife  under 
certain  circumstances.  Regulations 
governing  permits  are  codified  at  50 
CFR  17.22.  Such  permits  are  available 
for  scientific  purposes,  to  enhance 
propagation  or  survival,  or  for 
incidental  take  in  connection  with 
otherwise  lawful  artivities.  All  such 
permits  also  must  be  consistent  with  the 
purposes  and  policies  of  the  Act,  as 
required  by  section  lOvd).  In  some 
instances,  permits  may  be  issued  during 
a  specified  period  of  time  to  relieve 
undue  economic  hardship  that  would  be 
suffered  if  such  relief  were  not 
available. 

The  Service  will  review  these  spedes 
to  determine  whether  any  of  them 
should  be  placed  on  the  Annex  of  the 
Convention  on  Nature  Protection  and 
Wildlife  Preservation  in  the  Western 
Hemisphere,  which  is  implemented 
throu^  section  8A(e)  of  tne  Act.  and 


whether  they  should  be  considered  for 
other  appropriate  international 
agreements,  induding  the  Cartagena 
Convention's  Protocol  for  Spedally 
Protected  Areas  and  Wildlife. 

National  Environmental  Policy  Act 

The  Service  has  determined  that  an 
Environmental  Assessment,  as  defined 
under  the  authority  of  the  National 
Environmental  Policy  Art  of  1969.  need 
not  be  prepared  in  connection  with 
regulations  adopted  pursuant  to  section 
4(a)  of  the  Endangered  Spedes  Ad.  as 
amended.  A  notice  outlining  the 
Service's  reasons  for  this  determination 
was  pubUshed  in  the  Federal  Register  of 
Ortober  25. 1983  (48  FR  49244). 
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List  of  Subjects  in  SO  CFR  Part  17 

Endangered  and  threatened  spedes. 
Exports.  Imports,  Reporting  and 
recordkeeping  reqxiirements,  and 
Transportation. 

Regulations  Promulgation 

Accordingly,  part  17.  subchapter  B  of 
chapter  I.  title  50  of  the  Code  of  Federal 
Regulations,  is  hereby  amended  as  set 
foii&i  below: 

Part  17— {Amended] 

1.  The  authority  dtation  for  part  17 
continues  to  read  as  follows: 

Authority:  16  U.S  C  1361-1407;  16  U.S.C. 
1531-1544;  16  U.S.C  4201-4245;  Pub.  L  99- 
625, 100  Stat  3500;  unless  otherwise  noted. 

2.  Amend  §  17.11(h)  by  adding  the 
following.  In  alphabetical  order  under 
INSECTS,  to  the  List  of  Endangered  and 
Threatened  Wildlife: 

f  17.11    Endangared  and  thrMrtsnad 
«»UdUte. 

•        •        •        •        • 

(c)*  •  • 
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Insects 


Bulertly,  Corslcan  s«»al-       PgpMo  hospllon  . 


Corsica.  SardNa Entire „ E 


NA  NA 


Bularfly,  Homenjs  swal-       Pi^)tlo  ttomerus  — Jamaica 


En«n 
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NA  NA 


Butterfly,  Uizon  peacock      Paptio  cMhse  . 
aMalowlal. 


rwwpplnw 


cfwre 


NA  NA 


07;  16  U.S.C 
5;  Pub.  L  99- 
rwise  noted. 


Dated:  October  1. 1992. 
Brace  Blanchard, 
Acting  Director. 

(PR  Doc.  93-856  FUed  1-13-93: 8:45  am] 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

Animal  and  Plant  Health  Inapactlon 
Service 

9  CFR  Part  78 

(Docket  No.  92-140-1] 

Brucellosis  In  Cattle;  State  and  Area 
Classifications 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 

ACTION:  Interim  rule. 

SUMMARY:  We  are  amending  the 
brucellosis  regulations  concerning  the 
interstate  movement  of  cattle  by 
changing  the  classification  of  Oregon 
from  Class  A  to  Class  Free.  We  have 
determined  that  Oregon  now  meets  the 
standards  for  Class  Free  status.  This 
action  relieves  certain  restrictions  on 
the  interstate  movement  of  cattle  from 
Oregon. 

DATES:  Interim  rule  effective  January  14. 
1993.  Consideration  will  be  given  only 
to  comments  received  on  or  before 
March  15. 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief. 
Regulatory  Analysis  and  Development. 
PPD.  APHIS.  USDA.  room  804,  Federal 
Building.  6505  Belcrest  Road, 
Hyattsville.  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
140-1.  Comments  received  may  be 
inspected  at  USDA,  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue  SW..  Washington,  DC,  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dr.  John  D.  Kopec.  Senior  Staff 
Veterinarian.  Cattle  Diseases  and 
Surveillance  Staff.  VS,  APHIS,  USDA, 
room  729,  Federal  Building.  6505 
Belcrest  Road.  Hyattsville.  MD  20782. 
(301) 436-6188. 


SUPPLEMENTARY  INFORMATION: 
Background 

Brucellosis  is  a  contagious  disease 
efliacting  animals  and  man,  caused  by 
bacteria  of  the  genus  Brucella. 

The  brucellosis  regulations  contained 
in  9  CFR  part  78  (referred  to  below  as 
the  regulations)  provide  a  system  for 
classifying  States  or  portions  of  States 
according  to  the  rate  of  Brucella 
infection  present,  and  the  general 
effectiveness  of  a  brucellosis  control  and 
eradication  program.  The  classifications 
are  Class  Free,  Class  A.  Class  B.  and 
Class  C.  States  or  areas  that  do  not  meet 
the  minimum  standards  for  Class  C  are 
required  to  be  placed  under  Federal 
quarantine. 

The  brucellosis  Class  Free 
classification  is  based  on  a  finding  of  no 
known  brucellosis  in  cattle  for  the  12 
months  preceding  classification  as  Class 
Free.  The  Class  C  classification  is  for 
States  or  areas  with  the  highest  rate  of 
brucellosis.  Class  B  and  Class  A  fall 
between  these  two  extremes. 
Restrictions  on  moving  cattle  interstate 
become  less  stringent  as  a  State 
approaches  or  achieves  Class  Free 
status. 

The  standards  for  the  different 
classifications  of  States  or  areas  entail 
maintaining  (1)  a  cattle  herd  infection 
rate  not  to  exceed  a  stated  level  during 
12  consecutive  months;  (2)  a  rate  of 
infection  in  the  cattle  population  (based 
on  the  percentage  of  brucellosis  reactors 
found  in  the  Market  Cattle  Identification 
(MQ)  program — a  program  of  testing  at 
stockyards,  farms,  ranches,  and 
slaughter  establishments)  not  to  exceed 
a  stated  level:  (3)  a  surveillance  system 
that  includes  testing  of  dairy  herds, 
participation  of  all  recognized 
slaughtering  establishments  in  the  MQ 
program,  identification  and  monitoring 
of  herds  at  high  risk  of  infection 
(including  herds  adjacent  to  infected 
herds  and  herds  from  which  infected 
animals  have  been  sold  or  received), 
and  having  an  individual  herd  plan  in 
effect  within  a  stated  number  of  days 
after  the  herd  owner  is  notified  of  the 
finding  of  brucellosis  in  a  herd  he  or  she 
owns:  and  (4)  minimum  procedural 
standards  for  administering  the 
program. 

Before  the  effective  date  of  this 
interim  rule.  Oregon  was  classified  as  a 
Class  A  State  because  of  its  herd 
infection  rate  and  its  MQ  reactor 
prevalence  rate. 


To  attain  and  maintain  Class  Free 
status,  a  State  or  area  must  (1)  remain 
free  from  field  strain  Brucella  abortus 
infection  for  12  consecutive  months  or 
longer;  (2)  maintain  for  12  consecutive 
months  an  MCI  reactor  prevalence  rate 
not  to  exceed  one  reactor  per  2.000 
cattle  tested  (0.050  percent);  and  (3) 
have  a  specified  surveillance  system,  as 
described  above,  including  an  approved 
individual  herd  plan  in  effect  within  15 
days  of  locating  the  source  herd  or 
recipient  herd. 

Aner  reviewing  the  brucellosis 
program  records  for  Oregon,  we  have 
concluded  that  the  State  meets  the 
standards  for  Class  Free  status. 
Therefore,  we  are  removing  Oregon  from 
the  list  of  Class  A  States  in  §  78.41(b) 
and  adding  it  to  the  list  of  Class  Free 
States  in  §  78.41(a).  This  action  relieves 
certain  restrictions  on  moving  cattle 
interstate  from  Oregon. 

Immediate  Action 

Robert  Melland,  Administrator  of  the 
Animal  and  Plant  Health  Inspection 
Service,  has  determined  that  there  is 
good  cause  to  publish  this  interim  rule 
without  prior  opportunity  for  public 
comment.  Immediate  action  is 
warranted  to  remove  unnecessary 
restrictions  on  the  interstate  movement 
of  cattle  from  Oregon. 

Since  prior  notice  and  other  public 
procedures  with  respect  to  this  interim 
rule  are  impracticable  and  contrary  to 
the  public  interest  under  these 
conditions,  there  is  good  cause  under  5 
U.S.C.  553  to  make  it  effective  upon 
publication.  We  will  consider  comments 
that  are  received  within  60  days  of 
publication  of  this  interim  rule  in  the 
Federal  Register.  After  the  comment 
period  closes,  we  will  publish  another 
document  in  the  Federal  Register.  It 
will  include  discussion  of  any 
comments  we  receive  and  any 
amendments  we  are  making  to  the  rule 
as  a  result  of  the  comments. 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  rule  in 
conformance  with  Executive  Order 
12291,  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  rule  will  have  an  effect  on  the 
economy  of  less  than  $100  million;  will 
not  cause  a  major  increase  in  costs  or 
prices  for  consumers,  individual 
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industries,  Federal.  State  or  local 
government  agencies,  or  geographic 
regions;  and  will  not  cause  a  significant 
adverse  effect  on  competition, 
employment,  investment  productivity, 
innovation,  or  on  the  ability  of  United 
States-based  enterprises  to  compete 
with  foreign-based  enterprises  in 
domestic  or  export  markets. 

For  this  action,  the  Office  of 
Management  and  Budget  has  waived  the 
review  process  required  by  Executive 
Order  12291. 

Cattle  moved  interstate  are  moved  for 
slaughter,  for  use  as  breeding  stock,  or 
for  feeding.  Changing  the  brucellosis 
status  of  Oregon  from  Class  A  to  Class 
Free  will  promote  economic  growth  by 
reducing  certain  testing  and  other 
requirements  governing  the  interstate 
movement  of  cattle  from  the  State. 
Testing  requirements  for  cattle  moved 
interstate  for  immediate  slaughter  or  to 
quarantined  feedlots  are  not  affected  by 
this  change.  Cattle  from  certified 
brucellosis-free  herds  moving  interstate 
are  not  affected  by  this  change. 

The  groups  affected  by  this  action  will 
be  herd  owners  in  Oregon,  as  well  as 
buyers  and  importers  of  cattle  from  the 
State. 

There  are  an  estimated  23.000  herds 
in  Oregon,  98  percent  of  which  are 
owned  by  small  entities  that  would  be 
affected  by  this  rule.  Most  of  these  herds 
are  not  certified-free.  Test-eligible  cattle 
offered  for  sale  from  other  than 
certified-free  herds  must  have  a  negative 
test  under  present  Class  A  status 
regulations,  but  not  under  regulations 
concerning  Class  Free  status.  In  1991, 
Oregon  tested  25,081  cattle  imder  the 
Class  A  status  regulations  for  change-of- 
ownership.  This  testing  costs 
approximately  $3.25  per  head,  ot 
$81,513.00.  If  such  testing  were 
distributed  equally  among  all  herds 
affected  by  this  rule.  Class  Free  status 
would  have  less  than  $5.00  per  herd. 

Therefore,  we  believe  that  changing 
the  brucellosis  status  for  Oregon  would 
not  have  a  significant  economic  on  the 
small  entities  affected  by  this  interim 
rule. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  nxunber  of  small  entities. 

Executive  Order  12372 

This  program/activity  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance 
under  No.  10.025  and  is  subject  to 
Executive  Order  12372,  which  requires 
intergovernmental  consultation  with 
State  and  local  officials.  (See  7  CFR  part 
3015,  subpart  V.) 


Executive  Order  12778 

This  interim  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  This  rule:  (1)  Preempts 
all  State  and  local  laws  and  regulations 
that  are  in  conflict  with  this  nue;  (2)  has 
no  retroactive  effect;  and  (3)  does  not 
require  administrative  proceedings 
before  parties  may  file  smt  in  coiirt 
challenging  this  rule. 

Pap«work  ReductkMi  Act 

This  rule  contains  no  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seq.). 

List  of  Subjects  in  9  CFR  Part  78 

Animal  diseases.  Bison.  Cattle,  Hogs, 
Quarantine.  Reporting  and 
recordkeeping  requirements. 
Transportation. 

Accordingly,  9  CFR  part  78  is 
amended  as  follows: 

PART  78-8RUCELL0S1S 

1.  The  authority  citation  for  part  78 
continues  to  read  as  follows: 

Authority.  21  U.S.C.  lll-114a-l,  114g, 
115. 117, 120, 121, 12»-126, 134b,  134f;  7 
CFR  2.17, 2.51,  and  371.2(d). 

S7a41    {Amended] 

2.  Section  78.41,  paragraph  (a),  is 
amended  by  adding  "Oregon," 
immediately  after  "Ohio.". 

3.  Section  78.41,  paragraph  (b),  is 
amended  by  removing  "Oregon,". 

Done  in  Washington,  DC,  this  8th  day  of 
January  1993. 

Lonnie  J.  King. 

Acting  Administrate,  Animal  and  Kant 

HealOt  Inspection  Service. 

(PR  Doc  93-948  Filed  1-13-93;  8:45  am] 
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9  CFR  Part  92 
[Docket  92-167-1] 

Umtted  Ports;  Baudette,  MN 

M/ENCr:  Animal  and  Plant  Health    ' 
Inspection  Service,  USDA. 
ACTION:  Proposed  rule. 

StJMMARY:  We  are  proposing  to  amend 
the  animal  importation  regulations  by 
adding  Baudette,  MN,  to  the  list  of 
Umited  ports  of  entry  for  ruminants  and 
swine  and  ruminant  and  swine  products 
(such  as  test  specimens  of  ruminants 
and  swine)  that  do  not  appear  to  require 
restraint  and  holding  inspection 
facilities.  We  have  determined  that 
inflection  facilities  and  Animal  and 
Plant  Health  Inspection  Service 


personnel  are  available  to  provida 
inspection  service  for  this  location,  lliis 
proposed  action  would  provide 
importers  with  an  aheraative  port 
through  whidi  to  import  certain 
ruminants  and  svrine  and  ruminant  and 
swine  products. 

DATES:  Consideraticm  will  be  given  only 
to  comments  received  on  or  before 
March  15, 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chiot 
Regulatory  Analysis  and  Development, 
PPD,  ALPHIS,  USDA.  room  804.  Federal 
Building,  6505  Belcrast  Road. 
Hyattsville.  MD  20782.  please  state  that 
jrour  comments  refer  to  Docket  No.  92- 
167-1.  Comments  received  may  be 
inspected  at  USDA.  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue,  SW.,  Washington,  DC,  between 
8  a.m.  and  4:30  p.m.,  Monday  through 
Friday,  except  holidays. 

FOR  RiRTHER  MFORMAT10N  CONTACT: 
Dr.  Joyce  BowUng,  Staff  Veterinarian. 
Import-Export  Animals  Staff.  VS. 
APHIS,  USDA.  room  766.  Federal 
Building,  6505  Belcrest  Road. 
Hyattsville,  MD  20782  (301)  436-8170. 

SUPPLEMENTARY  MF0RMAT10N: 
Background 

The  animal  importation  regulations 
(contained  in  9  CFR  part  92  and  referred 
to  below  as  the  regulations),  among 
other  things,  list  ports  that  have 
inspection  or  quarantine  faciUties  fat 
ruminants  and  ruminant  products  and 
for  swine  and  swine  products  ofiined  for 
entry  into  the  United  States.  Section 
92.403(e)  designates  limited  ports  for 
the  importation  of  ruminants  and 
ruminant  products  (sudi  as  ruminant 
test  specimens)  that  do  not  appear  to 
require  restraint  and  holding  inspection 
facilities.  Section  92.S03(e)  «i«>a<pia«<Mi 
limited  ports  having  inspection  fedfities 
for  the  entry  of  swine  end  swine 
products  (such  as  swine  test  specimens) 
that  do  not  appear  to  require  restraint 
and  holding  inspection  fadUties. 

Beaudette,  MN  does  not  have  the 
feciUties  to  hold  large  animals  or  to 
restrain  animals  that  need  to  be 
individually  inspected  before  entering 
the  United  States.  However,  Animal  and 
Plant  Health  Inspection  Service 
personnel  are  available  to  provide 
inspection  services  at  Baudette.  MN. 
Therefore,  we  are  proposing  to  amend 
§§  92.403(e)  and  92.503(e)  of  the 
regulations  by  adding  Baudette,  MN,  as 
a  Umited  port.  This  action  would 
provide  importers  an  alternative  limited 
port  of  entry  in  Minnesota  for  certain 
ruminants  and  SMrine  and  ruminant  and 
swine  products. 
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Executive  Order  12291  and  iUgulatory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
conformance  with  Executive  Order 
12291.  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  proposed  rule  would  have  an  effect 
on  the  economy  of  less  than  $100 
milUon:  would  not  cause  a  major 
increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal.  State,  or  local  government 
agencies,  or  geographic  regions;  and 
would  not  cause  a  significant  adverse 
effect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  abiUty  of  United  States-based 
enterprises  to  compete  Mrith  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

We  anticipate  that  the  addition  of 
Baudette.  MN.  to  the  list  of  limited  ports 
for  the  importation  of  ruminants  and 
swine  and  ruminant  and  swine  products 
would  not  cause  a  substantial  change  in 
the  number  of  these  animals  or  products 
entering  the  United  States  or  in  the 
number  of  persons  importing  them. 

The  entities  affected  by  this  proposed 
rule  would  be  those  importers  who 
would  wish  to  use  the  new  ports.  We 
beUeve  that  most  of  these  entities  would 
be  considered  small  entities,  but  we  do 
not  know  how  many  of  them  would  opt 
to  use  a  new  limited  port  if  one  were  to 
become  available.  Minnesota  already 
has  a  limited  port  for  the  entry  of 
ruminants  and  ruminant  products  and 
swine  and  swine  products.  The  addition 
of  a  limited  port  at  Baudette  would 
provide  importers  with  an  alternate  and, 
in  some  cases,  a  more  conveniently 
located  Umited  port,  thereby  making 
importations  easier.  We  do  not 
anticipate  that  there  will  be  a  significant 
economic  impact  on  any  small  entities 
as  a  result  of  this  proposed  rule. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Qvil 
Justice  Reform.  If  this  proposed  rule  is 
adopted: 

(1)  All  State  and  local  laws  and 
regulations  that  are  in  conflict  with  this 
rule  will  be  preempted: 

(2)  No  retroactive  effect  will  be  given 
to  this  rule;  and 

(3)  Administrative  proceedings  will 
not  be  required  before  parties  may  file 
suit  in  court  challenging  this  rule. 


Paperwork  Reduction  Act 

This  rule  contains  no  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  {44  U.S.C.  3501 
etseq.). 

Regulatory  Reform:  Less  Burdensome  of 
More  Efficient  Alternatives 

The  Department  of  Agriculttire  is 
committed  to  carrying  out  its  statutory 
and  r^ulatory  mandates  in  a  manner 
that  best  serves  the  pubUc  interest 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  understand,  use,  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992, 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regulatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
ahemative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 

List  of  Subjects  in  9  CFR  Part  92 

Animal  diseases.  Imports,  Livestock, 
Poultry  and  poultry  products. 
Quarantine,  Reporting  and 
recordkeeping  requirements. 

Accordingly.  9  CFR  part  92  would  be 
amended  as  follows: 

PART  92-lMPORTATION  OF  CERTAIN 
ANIMALS  AND  POULTRY  AND 
CERTAIN  ANIMAL  AND  POULTRY 
PRODUCTS:  INSPECTION  AND  OTHER 
REQUIREMENTS  FOR  CERTAIN 
MEANS  OF  CONVEYANCE  AND 
SHIPPING  CONTAINERS  THEREON 

1.  The  authority  citation  for  part  92 
would  continue  to  read  as  follows: 

Authority:  7  U.S.C  1622: 19  U.S.C  1306; 
21  U.S.C  102-105.  111.  134a,  134b,  134c. 


134d.  134f.  and  135;  31  U.S.C  9701;  7  CFR 
2.17.  2.51.  and  371.2(d). 

192.403    (AnwndMQ 

2.  Paragraph  (e)  of  S  92.403  would  be 
amended  by  adding  "Baudette  and" 
immediately  before  "Minneapolis". 

S  92.503    [Amended] 

3.  Paragraph  (e)  of  §  92.503  would  be 
amended  by  adding  "Beaudette  and" 
immediately  before  "Minneapolis". 

Done  in  Washington.  DC.  this  8th  day  of 
January  1993. 
Lonnie  J.  King, 

Acting  Administrator.  Animal  and  Plant 
Health  Inspection  Service. 
|FR  Doc.  93-925  Filed  1-13-93;  8:45  ami 
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9  CFR  Part  92 
[Docket  No.  92-103-1] 

Porta  Designated  for  Importation  of 
Birds  and  Poultry;  Port  Canaveral,  FL 

AGENCY:  Animal  and  Plant  Health 

Inspection  Service.  USDA. 

ACTION:  Proposed  rule. _^__  ' 

SUMMARY:  We  are  proposing  to  amend 
the  regulations  concerning  the 
importation  of  animals  and  animal 
products  by  adding  Port  Canaveral.  FL. 
to  the  list  of  ports  designated  for  the 
importation  of  pet  birds,  performing  or 
theatrical  birds,  performing  or  theatrical 
poultry,  and  certain  other  poultry  and 
poultry  products,  such  as  poultry  test 
specimens,  or  hatching  eggs  and  day  old 
cnicks.  which  do  not  appear  to  require 
restraint  and  holding  facilities.  This 
action  would  provide  an  alternative  port 
of  entry  for  these  birds  and  poultry,  and 
poultry  products,  thereby  facilitating 
their  importation  into  the  United  States. 
DATES:  Consideration  will  be  given  only 
to  comments  received  on  or  before 
February  16, 1993. 

ADDRESSES:  Please  send  an  original  and 
three  copies  of  your  comments  to  Chief, 
Regulatory  Analysis  and  Development. 
PPD,  APHIS.  USDA,  room  804.  Federal 
Building.  6505  Belcrest  Road. 
Hyattsville,  MD  20782.  Please  state  that 
your  comments  refer  to  Docket  No.  92- 
103-1.  Comments  received  may  be 
inspected  at  USDA,  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue  SW..  Washington.  DC.  between 
8  a.m.  and  4:30  p.m..  Monday  through 
Friday,  except  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Keith  Hand,  Senior  Staff  Veterinarian, 
Import-Export  Animals  Staff.  VS. 
APHIS.  USDA.  room  ^68.  Federal 
Building,  6505  Belcrest  Road, 
Hyattsville.  MD  20782.  (301)  436-5097. 
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SUPPLEMENTARY  INFORMATION: 
Background 

The  regulations  in  9  CFR  part  92 
(referred  to  below  as  the  regulations) 
contain,  among  other  things,  provisions 
concerning  the  importation  of  birds  and 
poultry  into  the  United  States.  These 
provisions  are  designed  to  prevent  the 
introduction  of  exotic  Newcastle  disease 
and  other  communicable  diseases  of 
poultry  into  the  United  States. 

Section  92.102(a)  lists  special  ports 
designated  for  the  importation  of  pet 
birds  imported  under  the  provisions  of 
§  92.101(c)(3).  Section  92.2G3(d) 
designates  limited  ports  available  for  the 
entry  of  poultry  and  poultry  products, 
such  as  poultry  test  specimens,  or 
hatching  eggs  and  day  old  chicJcs,  which 
do  not  appear  to  require  restraint  and 
holding  facilities.  In  accordance  with 
§  92.101(f),  performing  or  theatrical 
birds  may  be  imported  at  the  ports  of 
entry  listed  in  §  92.102(a)  or  §  92.203(d). 
And,  in  accordance  with  §  92. 201(c), 
performing  or  theatrical  poultry  may  be 
imported  at  the  ports  listed  in 
§  92.203(d). 

Pet  birds,  performing  or  theatrical 
birds,  and  performing  or  theatrical 
poultry  are  generally  imported  in  small 
numbers  and  in  carrying  cases  or  cages, 
and  do  not  require  restraint  and  holding 
facilities.  It  appears  that  Port  Canaveral, 
FL,  could  be  used  for  the  importation  of 
these  birds  and  poultry,  and  for  certain 
other  poultry  and  poultry  products  that 
do  not  require  restraint  and  holding 
facilities.  Therefore,  we  propose  to  add 
Port  Canaveral,  FL,  to  the  list  of  ports 
in  §§  92.102(a)  and  92.203(d). 

Executive  Order  12291  and  Regulatory 
Flexibility  Act 

We  are  issuing  this  proposed  rule  in 
conformance  with  Executive  Order 
12291.  and  we  have  determined  that  it 
is  not  a  "major  rule."  Based  on 
information  compiled  by  the 
Department,  we  have  determined  that 
this  proposed  rule  would  have  an  effect 
on  the  economy  of  less  than  $100 
million;  would  not  cause  a  major 
increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal,  State,  or  local  government 
agencies,  or  geographic  regions;  and 
would  not  cause  a  signiHcant  adverse 
effect  on  competition,  employment, 
investment,  productivity,  innovation,  or 
on  the  ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

This  proposed  rule,  if  adopted,  would 
affect  owners  of  pet  birds,  performing  or 
theatrical  birds,  performing  or  theatrical 
poultry  and  certain  other  poultry  and 


poultry  products,  imported  into  the 
United  States.  This  proposed  rule  would 
benefit  them  by  providing  an  alternative 
port  of  entry.  The  convenience  this 
alternative  port  would  provide  would 
not  result  in  any  significant  economic 
benefit.  Further,  we  do  not  expect  that 
this  proposed  rule,  if  adopted,  would 
result  in  any  increase  in  me  number  of 
these  birds  and  poultry,  and  poultry 
products,  imported  into  the  United 
States. 

Under  these  circumstances,  the 
Administrator  of  the  Animal  and  Plant 
Health  Inspection  Service  has 
determined  that  this  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Executive  Order  12778 

This  proposed  rule  has  been  reviewed 
under  Executive  Order  12778,  Civil 
Justice  Reform.  If  this  proposed  rule  is 
adopted: 

(1)  All  State  and  local  laws  and 
regulations  that  are  inconsistent  with 
this  rule  will  be  preempted; 

(2)  No  retroactive  effect  will  be  given 
to  this  rule;  and  • 

(3)  Administrative  proceedings  will 
not  be  required  before  parties  may  file 
suit  in  court  challenging  this  rule. 

Paperwork  Reduction  Act 

This  proposed  rule  contains  no  new 
information  collection  or  recordkeeping 
requirements  under  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C,  3051 
et  seq.). 

Regulatory  Reform:  Less  Burdensome 
or  More  Efficient  Altemativaa 

The  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutory 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  understand,  use,  or  comply 
with.  In  short,  the  Department  is 
cotnmitted  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992. 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
full  extent  possible,  consistent  with  law. 

The  Department  has  developed  and 
reviewed  this  regiilatory  proposal  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  to  ensuring 
that  the  final  regulatory  product  is 


minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  pubUc  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  the  proposal. 
Gomments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  notice. 

List  of  Subjects  in  9  CFR  Part  92 

Animal  diseases,  Imports,  Livestock. 
Poultry  and  poultry  products. 
Quarantine,  Reporting  and 
recordkeeping  requiremmits. 

Accordingly,  9  CFR  Part  92  would  be 
amended  as  follows: 

PART  92-4MPORTATION  OF  CERTAIN 
ANIMALS  AND  POULTRY  AND 
CERTAIN  ANIMAL  AND  POULTRY 
PRODUCTS;  INSPECTION  AND  OTHER 
REQUIREMENTS  FOR  CERTAIN 
MEANS  OF  CONVEYANCE  AND 
SHIPPING  CONTAINERS  THEREON 

1.  The  authority  citation  for  part  92 
would  continue  to  read  as  follows: 

Authority:  7  U.S.C  1622;  19  U.S.C  1306; 
21  U.S.C  102-105,  111.  134a,  134b.  134c, 
134d.  134f  and  135;  31  U.S.C  9701;  7  CFR 
2.17.  2.51  and  371.2(d). 

192.102    [Amended] 

2.  In  §  92.102,  paragraph  (a)  would  be 
amended  by  adding  "and  Port 
Canaveral"  immediately  after  "Miami". 

192.203    [Amended] 

3.  In  §  92.203,  paragraph  (d)  would  be 
amended  by  adding  "Port  Canaveral." 
immediately  after  "Jacksonville.". 

Done  in  Washington,  DC,  this  8th  day  of 
January  1993. 
Lonnie  J.  King, 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
[FR  Doc.  93-924  Piled  1-13-93;  8:4S  am] 
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NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Part  20 

Radiological  Criteria  for  ' 
Decommiaaioning  of  NRC-licanaed 
Facilltlea;  Workahop 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTKM:  Notice  of  workshop. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  (NRQ  is  preparing  to 
initiate  an  enhanced  participatory 
rulemaking  on  establisldng  the 
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radiolo^cal  critOTia  far  tk» 
decommiwhMiiag  of  NRC-licOTMed 
focilities.  The  Conmissioa  iiit«id»  to 
enhance  th»iMitk:i|Mlkn  of  sflKtod 
intensU  in  tbo  ralaowkins  by  soKctting 
conuBaotary  finxn  thowi  interests  on  the 
rulemaktaig  issuM  bcfcc*  tlw  staff 
dev^apt  the  draft  prapoaed  lula.  Tha 
(;;;ffin»ni«rir«  pknii  tn  mnThirT  r  — -*^*  "* 
worksbopa  to  sottdt  coninMataiy  ban 
affected  interests  on  the  fundamental 
approaches  and  issues  that  must  be 
addressed  in  establishing  the 
radiological  criteria  for 
decommissioning.  TTw  first  workriiop 
will  be  held  in  Gbicago.  Illinois  on 
January  27  and  28. 1903  and  will  be 
open  to  tha  public- 

DATES:  January  27, 1993  for  9  a.m.  to  6 
p.m.;  January  28. 1993  from  8:30  a.m.  to 
4:30  p.m. 

As  disclosed  later  in  this  notice,  the 
workshop  discussions  will  focus  on  the 
issues  and  approachee  identified  in  a 
Rulemaking  Issues  Paper  prepared  by 
the  NRC  stafF.  The  Commission  will 
accept  written  Gomments  on  the 
Rulemaking  Issues  Paper  from  the 
public,  as  weQ  as  firom  workshop 
participants.  Written  comments  should 
be  submitted  by  May  28. 1993. 
AOORESSES:  The  workshop  will  be  held 
at  the  Park  Hyatt  Hotel.  800  North 
Michigan  Avenue.  Chicago,  Illinois. 

Send  written  comments  on  the 
RuleoMking  Issues  Papw  to:  Secr^lary. 
U.S.  Nuclear  Bagulatoiy  CbaamissMn. 
Washington.  DC  20655.  ATTN: 
Docketing  and  Service  Branch.  Hand 
deliver  comments  to  11555  Rockville 
Piln.  Rockrine.  Maryland  between  7:45 
a.m.  and  4:15  p.m.  on  Federal  workdays. 
The  Rulemaking  Issues  Paper  is 
available  from  Francis  X.  Cameron  (See 
FOR  FURTHER  MFORMATION  CONTACT). 
FOR  FURTHER  INFORMATION  CONTACT: 
Francis  X.  Cameron.  Special  Counsel  Cor 
Public  Liaison  and  Waste  Management. 
Office  of  the  General  Counsel. 
Washington.  DC  20555.  Telephone: 
301-504-1642. 

SUPf>t.EMENTARY  MFORMAT10N: 
Background 

The  NRC  has  the  statutory 
responsibility  for  protection  of  health 
and  safety  related  to  the  use  of  source, 
byproduct,  and  special  nuclear  material 
under  the  Atomic  Energy  Act.  The  NRC 
believes  that  one  portion  of  this 
responsibility  is  to  ensure  the  safe  and 
timely  decommissioning  of  nuclear 
facilities  which  it  licenses  and  to 
provide  guidance  to  licensees  on  how  to 
plan  for  and  prepare  their  sites  for 
decomnusskoing.  Once  Bcansed 
activities  have  cMsad.  liosasees  are 
required  to  decnmnrissfci  their  facsUties 


so  that  their  licenses  nay  be  tenninalsd. 
This  requires  that  the  radioactlvihF  in 
land,  groundwater,  buikttngs,  ana 
equipment  iwsuhing  from  me  Hcansed 
operation  be  reduced  to  levrts  that 
allow  the  property  to  be  rdeasad  for 
unrestricted  use.  Licensees  must  thsn 
demonstrate  that  all  facilities  have  been 
properly  decontaminated  and  that 
radioactive  material  has  bean 
transferred  to  authorized  reripsents. 
Confirmatory  surveys  are  conducted  by 
NRC,  where  appropriate,  to  verify  thai 
sites  meet  NRC  radiological  criteria  for 
decommissioning. 

The  typea  of  nuclear  frwl  cycie 
feciUties  that  will  require 
decommissioning  include  nuclear 
power  plants;  non-power  (research  and 
test)  reactors;  fuel  rabrication  plants, 
uranium  hexafiueride  production 
plants,  and  independent  spent  fuel 
storage  installations.  In  addition  there 
are  currently  about  24,000  materials 
licensees.  About  one  third  of  diese  are 
NRC  hcensees,  while  the  remainder  are 
licensed  by  Agreement  Stales  acting 
under  the  authority  of  the  Atomic 
Energy  Act.  section  274. 

These  licensees  include  universities, 
medical  institutions,  radioactive  source 
manufacturers,  and  companies  that  use 
radioisotopes  for  industrial  purposes. 
About  50%  of  NRCs  7.500  materials 
licensees  use  etther  seeled  radioective 
sources  or  small  amounts  of  rfjort-Iived 
radioactive  materials.  Decommissioning 
of  these  facilities  should  be  relatively 
simple  because  there  is  usually  little  or 
no  residual  radioactive  cootaminatioo. 
Of  the  remaining  50%.  a  small  number 
(e.g.  radioactive  source  manufacturers, 
radiopharmaceutical  producers,  and 
radioactive  ore  processors)  conduct 
operations  that  could  produce 
substantial  radioectrve  contamination  in 
portions  of  the  facility.  These  fecilities. 
like  the  fuel  cycle  facilities  identified 
above,  must  be  decontamir»ated  before 
they  can  be  safely  released  for 
unrestricted  use. 

Several  hundred  NRC  and  Agreement 
State  licenses  are  terminated  each  year.^ 
The  majority  of  these  licenses  involve 
hmited  operations,  produce  little  or  no 
radioactive  contamination,  and  do  not 
present  complex  decommissioning 

Eroblems  or  potential  risks  to  pubnc 
ealth  or  the  environment  from  residual 
contaniination.  However,  as  the  nuclear 
industry  matures,  it  is  expected  that 
mora  and  more  of  the  larger  nuclear 
facilities  that  have  been  operating  for  a 
number  of  veers  will  reach  the  mm)  of 
their  usefol  lives  and  be 
decommissioned.  Therefore,  both  the 
number  mtd  complexity  of  fadlities  that 
«vill  require  decomnissioning  is 
expected  to ' 


The  Commlssioo  beilevoa  thet  there  is 
a  need  to  incorporate  into  its  regulations 
radiological  criteria  for  termination  of 
licenses  and  release  of  land  and 
structures  for  unrestricted  use.  The 
intent  of  this  action  would  be  to  orovide 
a  clecH-  and  consistent  regulatory  bests 
for  determining  the  extent  to  which 
lands  and  structures  must  be 
decontaminated  before  a  site  can  be 
decommissioned.  The  Commission 
believes  that  inclusion  of  criteria  in  the 
regulations  would  result  in  more 
ef^ient  and  consistent  licensing 
actions  related  to  tfie  numerous  and 
frequently  complex  site 
decontamination  and  decommissioning 
activities  anticipated  in  the  fiitine.  A 
rulemaking  effort  would  also  provide  an 
opporttmity  to  reassess  the  basis  for  the 
residual  contamination  levels  contained 
in  existing  guidance  in  li^  of  changes 
in  basic  ramation  protection  standards 
and  decommissioning  experience 
obtained  during  the  past  15  years. 

The  new  criteria  would  apjrfy  to  the 
decommissioning  of  power  reactors, 
non-power  reactors,  fuel  reprocessing 

Slants,  fuel  fabrication  plants,  uranium 
exafluoride  production  plants, 
independent  spent  fuel  storage 
installations,  and  materials  license*. 
The  criteria  would  apply  to  nudear 
facilities  that  operate  through  their 
normal  lifetime,  as  well  as  to  those  that 
may  be  shut  down  prematurely.  The 
proposed  criteria  would  not  apply  to 
uranium  (other  than  source  material) 
mines  and  mill  tailings,  high-level  waste 
repositories,  or  low-level  waste  disposal 
facilities. 

Until  the  new  criteria  are  in  place,  the 
Commission  intends  to  proceed  with  the 
decommissioning  of  nuclear  facilities  on 
a  site-specific  basis  as  the  need  arises 
considering  existing  criteria.  Case  and 
activity-specific  risk  decisions  will 
continue  to  be  made  as  necessary  during 
the  pendency  of  this  process. 

The  Enhanced  Participatory 
Rulemaking 

The  Coramission  believes  it  is 
desirable  to  provide  Ua  early  and 
comprehensive  input  from  affected 
interests  on  important  public  health  and 
safety  issues,  such  as  the  devefopment 
of  radiological  criteria  for 
decommissioning.  Aocordii^ly,  the 
Commission  is  initiating  an  enhancing 
participatory  rulemaking  to  estabbd) 
these  criteria.  The  rfjjective  of  the 
rulemaking  is  to  enhance  the 
participation  of  affected  interests  in  die 
rulemaking  by  soliciting  commentary 
frtini  these  interests  on  the  rulemaking 
issues  before  the  NRC  staff  develops  the 
draft  proposed  rule.  The  NRC  staff  will 
consider  this  commentMy  in  the 
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development  of  the  draft  proposed  rule, 
as  well  as  dociunent  how  these 
comments  were  considered  in  arriving 
at  a  regulatory  approach.  The 
Commission  believes  that  this  will  be  an 
effective  method  for  illuminating  the 
decision  making  process  on  complex 
and  controversial  public  health  and 
safety  issues.  This  approach  will  ensure 
that  the  important  issues  have  been 
identified;  will  assist  in  identifying 
potential  information  gaps  or 
implementation  problems;  and  will 
facilitate  the  development  of  potential 
solutions  to  address  the  concerns  that 
affected  interests  may  have  in  regard  to 
the  rulemaking. 

The  early  involvement  of  affected 
interests  in  the  development  of  the  draft 
proposed  rule  will  be  accomplished 
through  a  series  of  workshops.  A 
workshop  format  was  selected  because 
it  will  provide  representatives  of  the 
affected  interests  with  an  opportiinity  to 
discuss  the  rulemaking  issues  with  one 
another  and  to  question  one  another 
about  their  respective  positions  and 
concerns.  Although  the  workshops  are 
intended  to  foster  a  clearer 
understanding  of  the  positions  and 
concerns  of  the  affected  interests,  as 
well  as  to  identify  areas  of  agreement 
and  disagreement,  it  is  not  the  intent  of 
the  workshop  process  to  attempt  to 
develop  a  consensus  agreement  on  the 
rulemaking  issues.  In  addition  to  the 
commentary  from  the  workshop 
participants,  the  workshops  will  be 
open  to  the  public  and  the  public  will 
be  provided  with  the  opportunity  to 
comment  on  the  rulemaking  issues  and 
the  workshop  discussions  at  discrete 
intervals  during  the  workshops. 

The  normal  process  for  conducting 
Commission  rulemakings  is  NRC  staff 
development  of  a  draft  proposed  rule  for 
Commission  review  and  approval, 
publication  of  the  proposed  rule  for 
public  comment,  consideration  of  the 
comment  by  the  NRC  staff,  and 
preparation  of  a  draft  final  rule  for 
Commission  approval.  In  the  enhanced 
participatory  rulemaking,  not  only  will 
comments  be  solicited  before  the  NRC 
staff  prepares  a  draft  proposed  rule,  but 
the  mechanism  for  soliciting  there  early 
comments  will  also  provide  an 
opportunity  for  the  affected  interests 
and  the  NRC  staff  to  discuss  the  issues 
with  each  other,  rather  than  relying  on 
the  traditional  one-to-one  written 
correspondence  with  the  NRC  staff. 
After  Commission  review  and  approval 
of  the  draft  proposed  rule  that  is 
developed  using  the  workshop 
commentary,  the  general  process  of 
issuing  the  proposed  rule  for  pubUc 
comment,  NRC  staff  evaluation  of 
comments,  and  preparation  of  a  draft 


final  rule  for  Commission  approval,  will 
occur. 

Participants 

In  order  to  have  a  manageable 
discussion  among  the  workshop 
participants,  the  number  of  participants 
in  each  workshop  must  be  Umited. 
Based  on  discussions  with  experts  on 
workshop  facilitation,  the  NRC  staff 
believes  that  the  optimum  size  of  the 
workshop  group  is  fifteen  to  twenty 
participants.  Due  to  differing  levels  of 
interest  in  each  region,  the  actual 
number  of  participants  in  any  one 
workshop,  as  well  as  the  number  of 
participants  that  represent  a  particular 
interest  in  any  one  workshop,  may  vary. 
Invitations  to  attend  the  workshops  will 
be  extended  by  the  NRC  staff  using 
several  selection  criteria.  First,  to  ensure 
that  the  Commission  has  the  benefit  of 
the  spectrum  of  viewpoints  on  the 
issues,  the  NRC  staff  is  attempting  to 
achieve  the  participation  of  the  full 
rainge  of  interests  that  may  be  affected 
by  the  rulemaking.  The  NRC  staff  has 
identified  several  general  interests  that 
will  be  used  to  select  specific  workshop 
participants — State  governments,  local 
governments,  tribal  governments, 
Federal  agencies,  citizens  groups, 
nuclear  utilities,  fuel  cycle  facilities, 
and  non-fuel  cycle  facilities.  In  addition 
to  these  interests,  the  staff  also  plans  to 
invite  representatives  from  the 
contracting  industry  that  performs 
decommissioning  work  and 
representatives  from  professional 
societies,  such  as  the  Health  Physics 
Society  and  the  American  Nuclear 
Society.  The  NRC  anticipates  that  most 
of  the  participants  will  be 
representatives  of  organizations. 
However,  it  is  also  possible  that  there 
may  be  a  few  participants  who,  because 
of  their  expertise  and  influence,  will 
participate  without  any  organizational 
affiliation. 

The  second  selection  criterion  is  the 
ability  of  the  participant  to 
knowledgeably  discuss  the  full  range  of 
the  rulemaking  issues.  The  NRC  staff 
wishes  to  ensure  that  the  workshops 
will  elicit  informed  discussions  of 
options  and  approaches,  and  the 
rationale  for  those  options  and 
approaches,  rather  than  simple 
statements  of  opinion.  The  NRC  staff's 
identification  of  potential  participants 
has  been  based  on  an  evaluation  of  such 
factors  as  the  extent  of  a  potential 
participant's  experience  with  a  broad 
range  of  radiation  protection  issues  and 
types  of  nuclear  facilities,  specific 
experience  with  the  decommissioning 
issue,  and  the  extent  of  a  potential 
participant's  substantive  comment  and 


participation  on  previous  Commission 
regulatoiy  or  licensing  acticms. 

The  third  criterion  emphasizes 
participation  firom  organizations  within 
the  region  encompasMd  by  the 
workshop.  As  much  as  practicable, 
those  organizations  that  primarily 
operate  within  the  region,  as  opposed  to 
regional  imits  of  national  organizations, 
will  have  priority  in  terms  of 
participating  in  the  corresponding 
regional  workshops.  Organizations  with 
a  national  standing  will  be  part  of  the 
"national"  workshop  to  be  neld  in 
Washington,  DC 

Workshop  Format 

To  assure  that  each  workshop 
addresses  the  issues  in  a  consistent 
manner,  the  workshops  will  have  a 
common  pre-defined  scope  and  agenda 
focused  on  the  Rulemaking  Issues  Paper 
discussed  below.  However,  the 
workshop  format  will  be  sufficiently 
flexible  to  allow  for  the  introduction  of 
any  additional  issues  that  the 
participants  may  want  to  raise.  At  each 
workshop,  the  NRC  staff  will  begin  each 
discussion  period  with  a  brief  overview 
of  the  workshop  will  be  devoted  to  a 
disciissioh  of  the  issues  by  the 
participants.  The  workshop  commentary 
will  be  transcribed  and  made  available 
to  participants  and  to  the  public. 

Personnel  bom  The  Keystone  Center, 
a  nonprofit  organization  located  in 
Keystone,  Colorado,  will  serve  as 
neutral  facilitators  for  each  workshop. 
The  facilitators  will  chair  the  workshop 
sessions  and  ensure  that  participants  are 
given  an  opportunity  to  express  their 
viewpoints,  assist  participants  in 
articulating  their  interests,  ensure  that 
participants  are  given  the  opportimity  to 
question  each  other  about  their 
respective  viewpoints,  and  assist  in 
keeping  the  discussion  moving  at  a  pace 
that  will  allow  all  major  issue  areas  to 
be  addressed. 

Rulemaking  Issues  Paper 

The  NRC  staff  has  prepared  a 
Rulemaking  Issues  Paper  to  be  used  as 
a  focal  point  for  the  workshop 
discussions.  This  paper,  which  will  be 
distributed  to  participants  in  advance  of 
the  workshops,  sets  forth  in  neutral 
terms  the  issues  that  must  be  addressed 
in  the  rulemaking,  as  well  as 
background  information  on  the  nature 
and  extent  of  the  problem  to  be 
addressed.  In  framing  the  issues  and 
approaches  disctissed  in  the 
Rulemaking  Issues  Paper,  the  NRC  staff 
has  attempted  to  anticipate  the  variety 
of  views  that  exist  on  these  approaches 
and  issues.  The  paper  will  provide 
assistance  to  the  participants  as  they 
prepare  for  the  workshops,  suggest  the 
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workihop  agenda,  and  wtablish  the 
level  of  teduiical  discDWion  that  can  be 
expected  at  the  woricshops.  The 
workshop  discussions  are  intended  to 
be  used  by  the  staff  in  developing  the 
draft  proposed  rule.  Prior  to  the 
workshops  no  staff  positions  will  be 
taken  on  the  rulemriung  approaches  and 
issues  identified  in  the  Rulemaking 
Issues  Paper.  As  noted  earlier,  to  the 
e^dent  that  the  Rulemaking  Issues  Paper 
fails  to  identify  a  pertinent  issue,  this 
may  be  corrected  at  the  workshop 
sessions. 

The  disciission  of  issues  is  divided 
into  two  parts.  First  are  two  primary 
issues  dealing  with:  (1)  The  objectives 
for  developing  radiological  criteria;  and 
(2)  application  of  practicality 
considerations.  The  objectives 
constitute  the  fundamental  approach  to 
the  establishment  of  the  radiological 
criteria,  and  the  NRC  staff  has  identified 
four  fti<:tinri  possibilities  including: 

(1)  Risk  Limits,  which  is  the 
establishment  of  limiting  values  above 
which  the  risks  to  the  public  are 
deemed  unacceptable,  but  allows  for 
criteria  to  be  set  below  the  limit  using 
practicality  considerations; 

(2)  Risk  Goals,  where  a  goal  is 
selected  and  practicality  considerations 
are  used  to  e^ablish  criteria  as  close  to 
the  goal  as  practical; 

(3)  Best  ESbit.  where  the  technology 
for  decontamination  considered  to  be 
the  best  available  is  applied;  and 

(4)  Return  to  Preexisting  Background, 
where  the  decontamiaation  would 
continue  until  the  radiological 
conditions  were  the  same  as  existed 
prior  to  the  licensed  activities. 

Following  the  primary  issues  are 
several  secondary  issues  that  are  related 
to  the  disciissions  of  the  primary  issues, 
but  whid>  the  NRC  staff  believe  warrant 
separate  presentations  and  discussions. 
These  secondary  issues  incliide  the  time 
frame  for  dose  calculation,  the 
individuals  or  groups  to  be  protected, 
the  use  of  separate  criteria  for  specific 
exposure  pathwrays  such  as 
groundwater,  the  treatment  of  radon, 
and  the  treatment  of  previously  buried 
materials. 

The  Rulemaking  Issues  Paper  will  be 
provided  to  each  potential  woiiishop 
participant.  Additional  copies  will  be 
available  to  members  of  the  public  in 
attendance  at  the  workshop.  Copies  will 
also  be  available  from  the  NKC  staff 
contact  identified  above.  In  addition  to 
the  comments  on  the  Rulemaking  Issues 
Paper  provided  at  the  workshops,  the 
Commisaioo  is  also  receptive  to  the 
submittal  of  written  comments  on  the 
rulemaking  iaauaa,  aa  noted  under  tha 
heading  IMJCt. 


Dated  at  RockviDe.  MD  this  Oth  day  of 
January.  1993. 

For  the  Nuclear  Regulatory  Commission. 
Samuel ).  Oiilk. 
Sectvtary  of  the  Commission. 
|FR  Doc  93-850  Filed  1-13-93: 8:45  ami 
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DEPARTMENT  OF  TRANSPORTATWN 

Federal  Aviation  Administration 

14  CFR  Part  39 

[Docket  No.  92-CC-20-AOI 

Airarorthiness  DlractlvM;  Aviono 
Mtidry  A  Oa  lUlodal  CAP  10B  Airptanaa 

AGENCY:  Federal  Aviation 

Administration.  DOT. 

ACTtON*.  Notice  of  proposed  rulemaking 

(NPRM). 


SUMMARY:  This  notice  proposes  to 
supersede  Airworthiness  Directive  (AD) 
80-24-51.  which  currently  requires 
inspecting  both  the  center  wing  lower 
skin  and  main  spar  upper  flange  at  the 
wing  root  areas  for  cracks  on  certain 
Avions  Mudry  A  Cie  Model  CAP  lOB 
airplanes,  and  repairing  any  czacked 
part.  An  accident  investigation  has 
revealed  cracking  and  failure  of  the 
wing  main  spar  in  the  vicinity  of  a  boh 
hole  at  the  wing  root  area  on  one  of  the 
affected  airplanes  that  was  in 
compliance  with  the  existing  AD.  The 
proposed  action  would  require 
installing  an  inspectiMi  opening  in  the 
wing,  repetitively  inspecting  the  upper 
and  lower  wing  spar  caps  for  cracks, 
and  repairing  any  cracks.  The  actions 
specified  by  the  proposed  AD  are 
intended  to  prevent  fatigue  failure  of  the 
wing  spar,  which  could  lead  to  loss  of 
control  of  the  airplane. 
DAT5S:  Comments  must  be  received  on 
or  before  March  26, 1993. 
ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Central  Region. 
Office  of  the  Assistant  Chief  Counsel. 
Attention:  Rules  Docket  No.  92-C&-20- 
AD.  room  155«.  601  E.  12th  Street. 
Kansas  City.  Missouri  64106.  Comments 
may  be  inspected  at  this  location 
between  8  a.m.  and  4  p.m..  Monday 
through  Friday,  holidays  excepted. 

Service  information  that  is  discussed 
in  the  propoead  AD  may  be  obtained 
bom  Avions  Mudry  &  Ge,  B  J>.  214. 
27300  Bemay.  France;  Telephone  (33) 
32  43  47  34;  Facsimile  (33)  32  43  47  90. 
This  inhumation  may  also  be  snraminad 
at  the  Rules  Dodcat  at  the  address  above 
FOR  RIRTNBI  ■WWIMAriOW  OOWrACT:  Mr. 
Raymond  A.  Stoer,  Program  Officer. 


Brussels  Aircraft  Certification  Office, 
FAA,  Europe,  Africa,  and  Middle  East 
Office,  c/o  American  Embassy,  B-1000 
Brussels,  Belgium;  Telephone  (322) 
513.38.30  ext.  2710;  Facsimile  (322) 
230.68.99;  or  Mr.  William  Timberlake, 
Project  Officer.  Smell  Airplane 
Directorate.  Airplane  Certification 
Service.  FAA,  1201  Wabiut,  suite  900. 
Kansas  City,  Missouri  64106;  Telephone 
(816)  426-6932;  Facsimile  (816)  426- 
2169. 

SUPPLEMENTARY  MFORMATtai: 

ConencBts  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguir.ents  as 
they  may  desire.  Communications 
should  identify  the  Rules  Docket 
number  and  be  submitted  in  triplicate  to 
the  address  specified  above.  All 
communications  received  on  or  before 
the  closing  date  for  comments,  spedfied 
above,  will  be  considered  before  taking 
action  on  the  proposed  rule.  The 
proposals  contained  in  this  notice  may 
be  changed  in  light  of  the  comments 
received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  AH  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments. 
in  the.  Rules  Docket  for  examination  by 
interested  persons.  A  report  that 
summarizes  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  mada:  "Comments  to 
Docket  No.  g2-CE-20-AD."  Tha 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

AvaiUbility  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Central  Region,  Office  of  Ae 
Assistant  Chief  Counsel.  Attention: 
Rules  Docket  No.  92-CE-20-AD,  room 
1558. 601  E.  12th  Street.  Kansas  City, 
Missouri  64106. 

DiscusstoB 

AD  80-24-51,  Amendment  39-4119, 
currently  reouires  inspecting  both  the 
center  wing  loww  skin  and  main  spar 
upi>er  flange  in  the  wing  root  areas  for 
cracks  on  certain  Avions  Mudry  ft  Cie 
Model  CAP  lOB  aiiplanas,  and  repairii^ 
any  cradied  ptft. 
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An  accident  investigation  of  a  recent 
in-flight  feilure  of  one  of  the  referenced 
airplanes  has  revealed  cracking  and 
failure  of  the  vtring  main  spar  in  the 
vicinity  of  a  bolt  hole  at  the  wing  root 
In  addition,  two  other  Avions  Mudry  & 
Cie  Model  CAP  lOB  airplanes  have 
developed  cracks  in  the  same  general 
areas,  which  were  detected  during 
inspections  conducted  after  the 
referenced  accident.  All  three  of  the 
referenced  airplanes  were  in  compliance 
with  AD  80-24-51. 

Avions  Mudry  ft  Cie  has  issued 
Service  Bulletin  (SB)  CAPlOB  No.  15 
(ATA  57-003)  and  SB  CAPlOB  No.  16 
(ATA  57-004),  both  dated  April  14, 
1992.  These  service  bulletins  specify 
procedures  for  installing  an  inspection 
opening  in  the  wing,  and  inspecting  the 
upper  and  lower  wing  spar  caps. 

The  affected  airplane  model  is 
manufactured  in  France  and  is  type 
certificated  for  operation  in  the  United 
States  \mder  the  provisions  of  §  21.29  of 
the  Federal  Aviation  Regulations  and 
the  applicable  bilateral  airworthiness 
agreement  The  Direction  Generale  De 
L" Aviation  Civile  (DGAC).  which  is  the 
airworthiness  authority  for  France. 
recently  issued  similar  AD  action  in 
order  to  assure  the  continued 
airworthiness  of  these  airplanes  in 
France.  After  examiiring  the 
circumstances  and  reviewing  all 
available  information  related  to  the 
accident  and  incidents  described  above, 
the  FAA  has  determined  that  AD  action 
should  be  proposed  for  products  of  this 
type  design  that  are  operated  in  the 
United  States. 

Siace  an  imsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  in  other  Avions  Mudry  &  Cie 
Model  CAP  lOB  airplanes  of  the  same 
type  design,  the  proposed  AD  would 
supersede  AD  80-24-51  with  a  new  AD 
that  would  require  installing  an 
inspection  opening  in  the  wing, 
repetitively  inspecting  the  upper  and 
lower  wing  spar  caps  for  cracks,  and 
repairing  any  cracks.  The  proposed 
actions  would  be  accomplished  in 
accordance  with  the  service  bulletins 
referenced  above. 

The  FAA  estimates  that  24  airplanes 
in  the  U.S.  registry  would  be  afl^ected  by 
the  proposed  AD,  that  it  would  take 
approximately  25  hours  per  airplane  to 
accomplish  the  proposed  action,  and 
that  the  average  labor  rate  is 
approximately  $55  an  hour.  Parts  are 
fabricated  from  commonly  available 
spruce  or  plywood.  The  cost  of  the 
spruce  or  plywood  would  vary,  but  $50 
is  used  for  the  purpose  of  this  proposed 
AD.  Based  on  these  figures,  the  total 
cost  impact  of  the  proposed  AD  on  U.S. 
operators  is  estimated  to  be  $34,200. 


The  regulations  proposed  herein 
would  not  have  simstantial  direct  eECacts 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distributicm  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment 

For  the  reasons  discussed  above,  I 
certify  that  this  action  (1)  is  not  a  "major 
rule"  under  Executive  Order  12291;  (2) 
is  not  a  "significant  rule"  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR 11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  has  been  placed  in  the  Rules 
Docket.  A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft.  Aviation 
safety,  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  Part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  1354(a),  1421 
and  1423;  49  U.S.C  106(g);  and  14  CFR 
11.89. 

§39.13-1AMENOED] 

2.  Section  39.13  is  amended  by 
removing  AD  80-24-51,  Amendment 
39-4119,  and  by  adding  the  following 
new  airworthiness  directive: 

Avions  Mudry  k  Ok  Docket  Na  92-GB-20- 
AD.  Supersedes  AD  80-24-51, 
Amendment  39-4119.  Applicability: 
Model  CAP  lOB  airplanes  (all  serial 
numbers),  certificated  in  any  category. 
Compliance:  Required  as  indicated, 
imless  already  accomplished. 
To  prevent  fiatigue  failure  of  the  wing  spar, 
which  could  lead  to  loss  of  control  of  the 
airplane,  accompiisb  the  following: 

(a)  For  airplanes  having  a  serial  number  of 
263  or  lower,  within  the  next  100  hours  TIS. 
install  a  permanent  Inspection  opening  in  the 
wing  in  accordance  with  the  Tecnnical 


Instructions  section  of  Avions  Mudry  k  Qe 
Service  Bulletin  (SB)  CAPlOB  No.  16  lATA 
57-004),  dated  April  27, 1992. 

Note  1:  The  installation  specified  in 
paragraph  (a)  of  this  AD  is  incorporated 
during  productioD  for  airphnes  having  a 
serial  number  of  264  or  higher. 

(b)  For  all  serial  number  airplanes,  within 
the  next  100  hours  TIS  and  thereafier  at 
intervals  not  to  exceed  1,000  hours  TIS, 
inspect  the  upper  and  lower  wing  spar  cape 
for  cracks  in  accordance  with  the  Technical 
Instructions  section  of  Avions  Mudiy  ft  Qe 
SB  CAPlOB  No.  15  (ATA  57-003).  dated 
April  14, 1992.  If  cracks  are  found,  pirior  to 
further  flight,  obtain  a  repair  scheme  bam  the 
manufactmer  through  the  Manager,  Brussels 
Aircraft  Certification  Office,  at  the  address 
specified  in  paragraph  (d)  of  this  AD,  and 
incorporate  this  repair  scheme. 

(c)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  Im 
accomplished. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Brussels  Aircraft 
Certification  Office. 

(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  initial  or  repetitive 
compliance  times  that  provides  an  equivalent 
level  of  safety  may  be  approved  l>y  the 
Manager,  Brussels  Aircraft  Certification 
Office,  FAA,  Europe.  Africa,  and  Middle  East 
OfGce.  c/o  American  Embassy,  B-1000 
Brussels,  Belgium.  The  request  shall  be 
forwarded  through  an  appropriate  FAA 
Maintenance  Inspector,  who  may  add 
comments  and  then  send  it  to  the  Manager. 
Brussels  Aircraft  Certification  Office. 

(e)  All  persons  affected  by  this  directive 
may  obtain  copies  of  the  docimients  referred 
to  herein  upon  request  to  Avions  Mudry  ft 
Cie,  B.P.  214,  27300  Bemay,  France;  or  may 
examine  this  document  at  the  FAA,  Central 
Region^  Office  of  the  Assistant  Chief  Counsel, 
Room  1558. 601  E.  12th  Street,  Kansas  Qty, 
Missoxiri  64106. 

(f)  This  amendment  supersedes  AD  80-24- 
51.  Amendment  39-4119. 

Issued  in  Kansas  Qty,  Missouri,  on  January 
8.1993. 

Gerald  W.  Pierce. 

Acting  Manager.  Small  Airplane  Directorata, 
Aircraft  Cei^ication  Service. 
(FR  Doa  93-640  Filed  l-13-«3;  8:45  am) 
BHjjNa  COOK  4ete-i>-u 
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directive  (AD)  that  is  applicable  to 
certain  M(i)oimell  Douglas  Model  DC- 
6  series  airplanes.  This  proposal  would 
require  the  implementation  of  a 
supplemental  structural  inspection 
program  either  by  the  accomplishment 
of  specific  inspections  or  by  the  revision 
of  the  FAA-approved  maintenance 
program  to  include  such  a  urogram. 
This  proposal  is  prompted  by  a 
structural  reevaluation.  which  has 
identified  certain  significant  structural 
components  to  inspect  for  fatigue  cracks 
as  these  airplanes  approach  and  exceed 
the  manufactiuer's  original  design  lifis. 
Fatigue  cracks  in  these  areas,  if  not 
detected  and  corrected  in  a  timely 
maimer,  could  compromise  the 
structural  integrity  of  these  airplanes. 
DATES:  Comments  must  be  received  by 
March  11,1993. 

ADDRESSES:  Submit  comments  in 
triphcate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  92-NM- 
132-AD,  1601  Lind  Avenue,  SW., 
Renton.  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9  a.m.  and  3  p.m., 
Monday  through  Friday,  except  Federal 
holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
McDonnell  Douglas  Corporation,  P.O. 
Box  1771,  Long  Beach,  CaHfomia 
90846-0001,  Attention:  Business  Unit 
Manager,  Technical  Publications — 
Technical  Administrative  Support.  Cl- 
L5B.  This  information  may  be  examined 
at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW., 
Renton,  Washington;  or  at  the  FAA,  Los 
Angeles  Aircraft  Certification  Office 
(AGO),  3229  East  Spring  Street,  Long 
Beach,  California. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Wahib  Mina,  Aerospace  Engineer,  Los 
Angeles  Aircraft  Certification  Office, 
ANM-120L,  FAA,  Transport  Airplane 
Directorate,  3229  East  Spring  Street. 
Long  Beach,  California  90806-2425; 
telephone  (310)  988-5324;  fax  (310) 
988-5210. 
SUPPI^MENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposied  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Commimications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 


proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Conunenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-NM-132-AD."  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA.  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
92-NM-132-AD.  1601  Lind  Avenue. 
SW.,  Renton.  Washington  98055-4056. 

Discussion 

A  significant  number  of  transport 
category  airplanes  are  approaching  their 
design  life  goal.  It  is  expected  that  these 
airplanes  will  continue  to  be  operated 
beyond  this  point.  The  incidence  of 
fatigue  cracking  on  these  airplanes  is 
expected  to  increase  as  airplanes  reach 
and  exceed  this  goal.  In  order  to 
evaluate  the  impact  of  increased  fatigue 
cracking  with  respect  to  maintaining  the 
safe  design  of  the  McDonnell  Douglas 
Model  DC-6  airplane  structure,  the 
manufacturer  has  conducted  a  structural 
reassessment  of  these  airplanes  using 
engineering  evaluation  techniques.  The 
criteria  for  this  reassessment  are 
contained  in  FAA  Advisory  Circular 
(AC)  91-60,  "Continued  Airworthiness 
of  Older  Airplanes." 

In  response  to  AC-91-60,  McDonnell 
Douglas  Corporation  initiated  the 
development  of  a  Supplemental 
Inspection  Document  (SID)  for  Models 
DC-6,  DC-6A,  DC-6B,  C-118A.  and 
R6D-1  series  airplanes,  (hereinafter 
referred  to  as  "Model  IX>-6"). 
McDonnell  Douglas  Corporation 
coordinated  its  efforts  with  the 
operators  of  Model  DC-6  series 
airplanes.  To  make  maximum  use  of 
service  experience  and  existing 
maintenance  programs.  Model  DG-6 
operators  have  participated  with  the 
manufacturer  and  the  FAA  in  generating 
the  Model  DC-6  SID. 


McDonnell  Douglas  Corporation 
developed  criteria  and  guidelines  for 
(1)  Selecting  the  mafor  areas  of  the 
structure,  identified  as  Principal 
Structural  Elements  (PSE).  which  are 
candidates  for  supplemental  inspection 
by  using  the  latest  engineering  analysis 
techniques;  and  (2)  analyzing  existing 
inspection  programs.  This  supplemental 
inspection  program  evaluates  the 
adequacy  of  current  normal 
maintenance  inspection  programs  to 
detect  fatigue  damage,  and  provides 
detailed  non-destructive  inspection 
procedures  to  supplement  the  operators' 
existing  inspection  programs,  as 
necessary. 

The  program  was  established  upon 
the  evaluation  of  each  PSE  selected.  A 
PSE  is  defined  as  "that  structure  whose 
failure,  if  it  remained  undetected,  could 
lead  to  the  loss  of  the  aircraft." 
Selection  of  a  PSE  is  influenced  by  the 
susceptibility  of  a  structural  area.  part, 
or  element  to  fatigue,  corrosion,  stress 
corrosion,  or  accidental  damage. 

The  FAA  has  reviewed  and  approved 
McDonnell  Douglas  Corporation  SID 
Report  No.  L26-014,  dated  January 
1992,  which  describes  the  structural 
supplemental  inspection  procediu-es  of 
all  Model  DC-6  series  airplanes. 

The  DC-6  SID.  Chapters  1. 11.  m.  and 
rv.  addresses  five  basic  issues: 

1.  Identification  of  the  selected  PSE's; 

2.  When  to  accomplish  inspection; 

3.  Frequency  of  inspection; 

4.  Number  of  inspections  required;  and 

5.  Non-destructive  inspection  (NDI) 
procedures  for  detecting  cracks. 
The  SID  inspection  program  is  based 

on  Model  DC-6  current  usage, 
durability  assessment  of  the  structure 
using  current  analysis  techniques,  and 
selection  of  the  ciurent  non-destructive 
inspection  methods.  In  order  to 
implement  the  SID  inspection  program, 
each  operator  must  compare  its  current 
structural  maintenance  program  to  the 
SID  requirements  for  each  PSE.  If  the 
current  inspections  equal  or  exceed  the 
SID  requirements  for  a  given  PSE,  no 
supplemental  inspections  would  be 
required  for  that  PSE  under  the  SID 
program.  However,  if  the  opposite  is 
true,  supplemental  inspections  in  the 
form  of  more  frequent  inspections  or 
more  sensitive  NDI  methods,  or  both, 
would  be  nefcessary  in  addition  to  the 
operator's  normal  maintenance  program. 

Since  the  emphasis  of  the  SID 
program  is  on  aging  aircraft,  the 
inspection  program  emphasis  is  on  the 
high  time  aircraft  of  each  PSE 
population.  The  date  and  flight  hours 
(or  landings)  at  which  modification  or 
replacement  of  a  PSE  is  made,  would  be 
required  to  be  reported  by  the  operator 
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to  the  manufiacturar  for  aadi  applicable 
airplane  by  fuselage  number  and/or 
foctory  mrial  nuinber  and  PSE  number. 
That  particular  configuration  is  then 
evaluated  by  McDonnell  Douglas 
Corporation.  The  inspection  threshold 
and  interval  will  be  estabbshed,  and  a 
diange,  if  needed,  will  be  published  in 
the  next  revision  of  the  SID. 

Inspection  Program 

The  expected  fatigue  life  of  each  PSE 
is  determined  by  a  demonstrated  life, 
either  by  service  experience  or  by 
analysis.  The  time  when  the 
supplemental  inspections  are  to  begin  or 
be  completed  is  determined  firom  the 
expect^  fatigue  life  and  crack 
propagation  diaracteristics  of  each  PSE. 
All  inspections  are  to  be  accomplished 
before  the  airplane  exceeds  the  fetigue 
life  threshcdd. 

The  results  of  the  supplemental 
inspections  are  to  be  reported  to  the 
manufecturer  on  a  form  provided  in  the 
SID.  This  information  will  be  presented 
in  the  periodic  revisions  for  the  SID. 

Effects  of  Existing  Maintenance 

Proffvms 

In  developing  the  SID,  the 
manufecturer,  operators,  and  the  FAA 
reviewed  the  operation  and 
maintenance  practices  of  existing 
maintenance  programs  with  respect  to 
the  basic  requirements  of  the  SOD 
program.  As  a  result,  the  McDonnell 
Douglas  DC-6  SID  allows  aSected 
operators  to  take  credit  for  maintenance 
already  being  performed,  and  gives  the 
operators  flexibility  in  revising  their 
maintenance  programs  to  incorporate 
this  supplemental  program  for  their 
airplanes. 

Proposed  Requirements  of  this  AD 
Action 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  the  implementation  of  a 
supplemental  structural  inspection 
program,  and  the  repair  or  replacement 
of  any  cracked  structure  detected  during 
the  inspections.  Operators  would  have 
the  option  to  implement  the  program 
either  by  the  accomplishment  of  specific 
inspections  cw  by  revising  the  FAA- 
approved  maintenance  program  to 
include  such  a  program.  Paragraph  (a)  of 
the  proposal  provides  for 
accomplishment  of  the  specific 
inspections  described  in  the  referenced 
SID;  the  intent  of  this  paragraph  is  to 
address  those  operators  that  are  not 
operating  under  an  FAA-approved 
maintenanoe/in^tection  program. 
Paragraph  (b)  provides  an  alternative 


method  of  compliance  to  those 
operaton  that  operate  under  such  a 
program:  this  alternative  procedure 
allows  these  operators  to  revise  their 
FAA-approvea  maintenance/insi>ecti(» 
programs  to  include  a  schedule  for  the 
supplemental  structural  Inspections. 

Economic  Impact 

Thore  are  approximately  75 
McEkmnell  Douglas  Model  DC-6  series 
airplanes  of  the  afiected  design  in  tiie 
worldwide  fleet  The  FAA  estimates  that 
57  airplanes  of  U.S.  registry  wrould  be 
affected  by  thb  pn^KMed  AD.  Of  theae 
57  airplanes,  13  are  operated 
press«uized  and  44  are  operated  noo- 
pressurized. 

For  the  13  pressurized  airplanes,  the 
FAA  estimates  that  it  would  take 
approximately  330  vraik  houn  per 
airplane  to  accomplish  the  proposed 
inspection  actions,  at  an  average  labor 
rate  of  $55  per  work  hour.  Based  on 
these  figures,  the  total  cost  impact  on 
U.S.  operatora  of  pressurized  Model 
DC-€  series  airplanes  of  $235,950.  or 
$18,150  per  airplane. 

For  the  44  non-pressurized  airplanes, 
the  FAA  estimates  that  it  would  take 
approximately  210  wcnk  houra  pet 
airplane  to  accomplish  the  proposed 
inspection  actions,  at  an  average  labor 
rate  of  $55  per  work  hour.  Based  on 
these  figures,  the  total  cost  impact  of  the 
proposed  AD  on  U.S.  operatore  of  non- 
pressurized  Model  DC-6  series 
airplanes  of  $506,200,  or  $11,550  per 
airplane. 

Based  on  the  figures  discussed  above, 
the  total  cost  impact  of  this  proposed 
AD  on  U.S.  operators  is  estinoated  to  be 
$744,150.  This  total  cost  figure  assxmies 
that  no  operator  has  yet  accomplished 
the  requirements  of  this  proposed  AD 
action. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  (m*  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Thwefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  "major  rule"  imder  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  the  DOT  Regulatory  PoUdes 
and  Procedures  (44  FR  11034,  February 
26, 1979);  and  (3)  if  promulgated,  will 
not  have  a  significant  economic  impact, 
positive  or  negative,  on  a  substantial 


nun^MT  of  small  entities  under  the 
criteria  of  the  Regulatory  FlaxibUity  Act 
A  copy  of  the  dzaft  legulatory  evehiatlai 
prspaied  for  this  actioo  is  contained  in 
the  Rules  Dodcet  A  copy  of  it  may  be 
obtained  by  contacting  the  Rules  Docket 
at  the  location  provided  under  the 
caption  ADDRESSES. 

LisI  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
'safaty.  Safety 

Tlie  Pnqpoaed  Amendnient 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  39-AIRWORTHINESS 
DIRECTIVES 

1.  The  audiority  citation  for  part  39 
continues  to  raed  as  followr 

Antharity:  49  U.SXI  App.  13S4U).  1421 
and  1423;  49  U.&C.  106(g);  and  14  CFR 
11.89. 

139.13    [Amandsdl 

2.  Section  39.13  is  amended  by 
adding  the  foUowii^  new  sirworthinass 
directive: 

MdDoaadl  Doo^m:  Dodcet  92-NM-133- 
AD. 

AppUcabQity:  AD  Model  DC-6,  DC-6A. 
DG-6B.  C-118A.  and  R6D-1  series  aiiplaner. 
certificated  in  any  category. 

Compliance:  Required  as  indicated,  imless 
accompUriied  previoasly. 

To  ensure  tfae'continuing  structural 
integrity  of  tfaeee  airplanes,  accomplish  the 
follo%ving: 

(a)  Except  as  provided  by  paragraph  (b)  of 
this  AD,  inspect  eadi  Principal  Structural 
Element  (PSE)  defined  in  Chapter  1,  Section 
6,  and  Chapter  III,  of  McDonnell  Douglas 
Corporation  Report  Na  L26-014,  DC-6 
Supplemental  Inspectloo  Document  (SID), 
dated  January  1992  (hereai^er  referred  to  as 
"the  SID"),  In  accordance  with  the  non- 
destructive Inspection  methods  set  forth  Ih 
Chapter  n  of  the  SID,  and  in  accordance  with 
the  schedule  specified  in  paragraphs  (aXl) 
and(aX2)ofdiisAD: 

(1)  Complete  the  initial  Inspectkn  of  eech 
PSE  specified  in  Chapter  I,  Section  6,  and 
Chapter  HI  of  the  SID  as  follows: 

(i)  For  PSE's  that  have  not  yet  reached  dieir 
inspection  tlireshold  as  of  one  year  after  the 
effective  date  of  this  AD,  the  initial 
inspection  must  be  accomplished  no  later 
that  the  threshold  specified. 

(ii)  For  PSE's  that  have  exceeded  their 
Inspection  threshold  as  of  one  year  after  the 
effective  date  of  this  AD,  the  initial 
inspection  must  be  accomplished  within  on 
repeat  (R)  interval  Cor  the  PSE,  measured 
from  a  date  one  year  after  tlw  effective  date 
ofthUAD. 

(2)  Subsequent  inspections  must  be 
accomplished  at  intervab  not  to  exceed  ih» 
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intervals  specified  in  Chapter  III,  Section  1, 
of  the  SID  for  the  specific  NDI  sequence  code 
used  at  the  previous  inspection. 

(b)  As  an  alternative  to  the  requirements  of 
paragraph  (a)  of  this  AD:  Within  one  year 
after  the  effective  date  of  this  AD,  incorporate 
a  revision  into  the  FAA-approved 
maintenance  inspection  program  which 
provides  for  inspection  of  the  PSE's  defined 
in  Chapter  I.  Section  6,  and  Chapter  UI  of  the 
SID.  The  non-destructive  inspection 
techniques  set  forth  in  the  SID  provide 
acceptable  methods  for  accomplishing  the 
inspections  required  by  this  AD. 

(c)  Discrepant  structure  detected  during  the 
inspections  required  by  this  AD  must  be 
replaced  or  repaired  prior  to  further  flight,  in 
accordance  with  the  McDonnell  Douglas  DG- 
6  Structural  Repair  Manual;  or  in  accordance 
with  data  approved  by  the  Manager.  Los 
Angeles  Aircraft  Certification  Office,  FAA, 
Transport  Airplane  Directorate. 

(d)  All  inspection  results  (positive  or 
negative)  must  be  re(>orted  to  the  McDonnell 
Douglas  Corporation  in  accordance  with  the 
instructions  in  the  SID.  Information 
collection  requirements  contained  in  this 
regulation  have  been  approved  by  the  Office 
of  Management  and  Budget  (OMB)  under  the 
provisions  of  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C.  3501  et  seq.]  and  have  been 
assigned  OMB  Control  Number  2120-0056. 

(e)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Los 
Angeles  Certification  Office  (ACO),  FAA 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Lo«  Angeles  ACO. 

Note:  Information  concerning  the  existence 
of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Los  Angeles  AGO. 

(f)  Special  flight  permits  may  be  issued  in 
accordance  with  FAR  21.197  and  21.199  to 
operate  the  airplane  to  a  location  where  the 
requirements  of  this  AD  can  be 
accomplished. 

Issued  in  Renton,  Washington,  on  January 
8. 1993. 

N.  B.  Martenaoiit 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 
[FR  Doc.  93-837  Filed  1-13-93;  8:45  am] 
Huwa  COM  4tie-i»-u 


action:  Proposed  rule;  extension  of 
comment  period. 


Research  aiMi  Special  Programe 
Administration 

14  CFR  Part  234 

[Oodiet  No.  46624;  Nolioe  93-11 

Rm2137-ABM 

Amendmanls  to  the  On-Time 
Disdosura  Rule;  Extension  of 
Comment  Period 

AGENCY:  Research  aitd  Special  Programs 
Administration  (RSPA).  DOT. 


SUMMARY:  On  December  11. 1992.  RSPA 
published  a  notice  of  proposed 
rulemaking  (NPRM)  in  the  Federal 
Register  to  amend  the  on-time  flight 
reporting  requirements.  The  NPRM 
provided  a  30-day  comment  period, 
ending  January  11. 1993.  The  Air 
Transport  Association  of  America  (ATA) 
requested  that  the  comment  period  be 
extended  for  one  month.  ATA  stated 
that  the  NPRM  raises  significant 
operational  and  cost  issues  for  the 
affected  carriers,  and  the  hoUday  season 
will  impede  ATA's  efforts  to  prepare  a 
consolidated  industry  response  to  the 
NPRM.  RSPA  is  extending  the  comment 
period  for  an  additional  30  days  to 
allow  industry  time  to  evaluate  the 
proposal  and  facilitate  the  submission  of 
comments. 

DATES:  The  comment  period  is  extended 
from  January  11. 1993,  to  February  11. 
1993. 

ADDRESSES:  Comments  to  this  docket 
should  be  directed  to  the  Docket  Cleric. 
Docket  48524.  room  4107,  Department 
of  Transportation,  400  Seventh  Street. 
SW.,  Washington.  DC  20590.  Comments 
should  identify  the  docket  number  and 
be  submitted  in  duplicate  to  the  above 
address.  Receipt  of  comments  will  be 
acknowledged  if  the  commenter 
includes  a  stamped,  self-addressed 
postcard  on  which  the  following 
statement  is  made:  Comments  on  Docket 
48524.  The  Docket  Clerk  will  time-  and 
date-stamp  the  postcard  and  return  it  to 
the  commenter.  All  comments  will  be 
available  for  examination  in  the  Rules 
Docket  both  before  and  after  the  closing 
date  for  comments. 

FOR  FURTHER  INFORMATION  CONTACT: 

Bernard  Stankus,  Office  of  AirUne 
Statistics.  DAI-10,  Research  and  Special 
Programs  Administration,  Department 
of  Transportation,  at  the  address  above. 
Telephone:  (202)  366-4387. 

Issued  in  Washington,  DC,  on  January  8, 
1993. 

Alaa  I.  Robnts. 

Acting  Administrator,  Research  and  Special 
Programs  Administration. 
(FR  Doc  93-894  Filed  1-13-93:  8:45  am] 
■uMa  coca  4eio-«*-M 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

21  CFR  Part  1308 

Schedulee  of  Controlled  Substancee 
Temporary  Placement  of  Alpha- 
ethyttryptamine  Into  Schedule  I 

AQENCY:  Drug  Enforcement 
Administration.  Justice. 
ACTION:  Notice  of  intent. 


SUMMARY:  The  Administrator  of  the  Drug 
Enforcement  Administration  (DEA)  is 
issuing  this  notice  of  intent  to 
temporarily  place  alpha-ethyltryptamine 
into  Schedule  I  of  the  Controlled 
Substances  Act  (CSA)  ptirsuant  to  the 
temporary  scheduling  provisions  of  the 
CSA  (21  U.S.C  811(h)).  This  intended 
action  is  based  on  the  finding  by  the 
DEA  Administrator  that  the  placement 
of  alpha-ethyltryptamine  in  Schedule  I 
of  the  CSA  is  necessary  to  avoid  an 
imminent  hazard  to  the  pubUc  safety, 
Finalization  of  this  action  will  impose 
the  criminal  sanctions  and  regulatory 
controls  of  Schedule  I  on  the 
manufacture,  distribution,  and 
possession  of  alpha-ethyltryptamine. 
FOR  FURTHER  INFORMATION  CONTACT: 
Howard  McClain,  Jr.  Chief.  Drug  and 
Chemical  Evaluation  Section.  Ehng 
Enforcement  Administration. 
Washington,  DC  20537.  Telephone: 
(202)  307-7183. 

SUPPl^MENTARY  INFORMATION:  The 
Comprehensive  Crime  Control  Act  of 
1984  (Pub.  L.  98-473).  which  was 
signed  into  law  on  October  12. 1984. 
amended  section  201  of  the  Controlled 
Substances  Act  (CSA)  (21  U.S.C.  811)  to 
give  the  Attorney  General  the  authority 
to  temporarily  place  a  substance  into 
Schedule  I  of  the  CSA  if  he  finds  that 
such  action  is  necessary  to  avoid  an 
imminent  hazard  to  the  public  safety.  A 
substance  may  be  temporarily 
scheduled  under  the  emergency 
provision  of  the  CSA  if  that  substance 
is  not  Usted  in  any  other  schedule  imder 
section  202  of  the  CSA  (21  U.S.C.  812) 
or  if  there  is  no  approval  or  exemption 
in  effect  under  21  U.S.C.  355  for  the 
substance.  The  Attorney  General  has 
delegated  his  authority  vmder  21  U.S.C. 
811  to  the  Administrator  of  DEA  (28 
CFR  0.100).  In  making  a  finding  that 
placing  a  substance  temporarily  in 
Schedule  I  of  the  CSA  is  necessary  to 
avoid  an  imminent  hazard  to  the  public 
safety  the  Administrator  is  required  to 
consider  three  of  the  eight  factors  set 
forth  in  section  201(c)  of  the  CSA  (21 
U.S.C.  811(c)).  These  factore  are  as 
follows:  (4)  History  and  current  pattern 
of  abuse;  (5)  The  scope,  duration  and 
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significance  of  abuse;  and  (6)  What,  if 
any,  risk  there  is  to  the  public  health. 

Alpha-ethyltryptamine  has  been 
classified  as  a  central  nervous  system 
(CNS)  stimulant  as  well  as  a  tryptamine 
hallucinogen.  Chemically  it  is  a-ethyl- 
lH-indole-3-ethanamine  or  3-(2- 
aminobutyDindole.  It  is  structurally 
similar  to  N  J4-dimethyltryptamine 
PMT)  and  N  J4-diethyltryptamine 
(DET)  both  of  which  are  hallucinogens 
controlled  in  Schedule  I  of  the  CSA. 
Available  data  indicates  that  alpha- 
ethyltryptamine  produces  some 
pharmacological  effocts  qualitatively 
similar  to  those  of  other  Schedule  I 
hallucinogens. 

DEA  first  encountered  alpha- 
ethyltryptamine  in  1986  at  a  clandestine 
laboratory  in  Nevada.  Several  exhibits  of 
alpha-ethyltryptamine  have  been 
analyzed  by  DEA  and  state  forensic 
laboratories  since  1989.  Individuals  in 
Colorado  and  Arizona  have  purchased 
several  kilograms  of  this  substance  as 
the  acetate  salt  from  chemical  supply 
companies  and  have  distributed  and 
sold  quantities  to  individuals  for  the 
purpose  of  hiunan  consumption.  Touted 
as  an  MDMA  (3, 4- 

methylenedioxymethamphetamine)-like 
substance,  it  has  been  trafficked  as 
"TRIP"  or  "ET".  Distribution  and  use 
has  been  primarily  among  high  school 
and  college-aged  individuals.  In 
Arizona,  3ie  death  of  a  19  year  old 
female  was  attributed  to  acute  alpha- 
ethyltryptamine  toxicity.  Illicit  use  has 
been  documented  in  both  Germany  and 
Spain  where  two  deaths  have  resulted 
firam  alpha-ethyltryptamine  overdose. 

Alpha-ethyltryptamine  acetate  was 
marketed  by  the  Upjohn  Company  in 
1961  as  an  antidepressant  under  Uie 
trade  name  of  Monase.  After  less  than 
one  year  of  marketing,  Upjohn  withdrew 
its  New  Drug  Application  when  it 
became  apparent  that  Monase 
administration  was  associated  with  the 
development  of  agranulocytosis.  Recent 
scientific  data  would  also  suggest  that 
this  substance  may  produce 
neurotoncity  similar  to  the  neuro-toxic 
effects  produced  by  MDMA  and  PCA 
(para-cnloroamphetamine). 

The  continued  uncontrolled 
availabiUty  of  alpha-ethyltryptamine,  its 
CNS  stimulatory  and  hallucinogenic 
properties  similar  to  those  of  DMT,  DET 
and  MDMA,  its  association  with 
agranulocytosis  and  possible 
neurotoxicity,  pose  an  imminent  hazard 
to  public  safety.  DEA  is  not  aware  of  any 
therapeutic  use  of  this  substance  in  the 
United  States. 

In  accordance  vn\h  the  provisions  of 
section  201(h)  of  the  CSA  (21  U.S.C 
811(h))  and  28  CFR  0.100  the 
Administrator  has  considered  the  three 


factors  required  for  a  determination  of 
whether  temporarily  scheduling  alpha- 
ethyltryptamine  under  the  CSA  is 
necessary  to  avoid  an  imminent  hazard 
to  the  piibUc  safety.  Baaed  on  a 
consideration  of  these  fectors  and  othw 
relevant  information,  the  Administrator 
finds  that  placement  of  alpha- 
ethyltryptamine  into  Schedule  I  of  the 
CSA  is  necessary  to  avoid  an  imminent 
hazard  to  the  pimlic  safety. 

As  required  by  section  201(h)(4)  of  the 
CSA  (21  U.S.C.  811(h)(4)).  the 
Administrator  has  notified  the  Assistant 
Secretary  for  Health,  delegate  of  the 
Secretary  of  Health  and  Human 
Services,  of  his  intention  to  temporarily 
place  alpha-ethyltryptamine  into 
Schedule  I  of  the  CSA.  Comments 
submitted  by  the  Assistant  Secretary  for 
Health  in  response  to  this  notification 
including  whether  there  is  an 
exemption  or  approval  in  effect  for 
alpha-ethyltryptamine  under  the 
F^eral  Food,  Drug  and  Cosmetic  Act, 
shall  be  taken  into  consideration  before 
a  final  order  is  published.  Because  the 
Administrator  finds  that  it  is  necessary 
to  temporarily  place  alpha- 
ethyltiyptamine  into  Schedule  I  to  avoid 
an  imminent  hazard  to  the  public  safety, 
the  final  order,  if  issued,  will  be 
effective  on  the  date  of  publication  of 
the  Federal  Register.  Further,  it  is  the 
intention  of  the  Administrator  to  issue 
such  a  final  order  as  soon  as  possible 
after  the  expiration  of  thirty  days  bom 
the  date  of  publication  of  tius  notice  and 
the  date  that  notification  was 
transmitted  to  the  Assistant  Secretary 
for  Health. 

The  Administrator  of  the  Drug 
Enforcement  Administration  hereby 
certifies  that  this  notice  of  intent  to 
temporarily  place  alpha-ethyltryptamine 
into  Schedule  I  of  the  CSA  will  have  no 
significant  impact  upon  entities  whose 
interests  must  be  considered  under  the 
Regulatory  FlexibiUty  Act,  5  U.S.C.  801 
et  seq. 

The  temporary  scheduling  of  alpha- 
ethyltryptamine  is  not  a  major  rule  for 
the  purposes  of  Executive  Order  (E.O.) 
12291  of  February  17, 1981.  It  has  been 
determined  that  drug  scheduling 
matters  are  not  subject  to  review  by  the 
Office  of  Management  and  Budget 
(0MB)  pursuant  to  the  provisions  of 
E.O.  12291.  Accordingly,  this  proposed 
emergency  scheduling  action  is  not 
subject  to  provisions  of  E.O.  12778 
which  are  contingent  upon  review  by 
OMB.  This  regulation  both  responds  to 
an  emergency  situation  posing  an 
imminent  danger  to  the  public  safsty. 
and  is  essential  to  a  criniinal  law 
enforcement  function  of  the  United 
States.  Accordingly,  it  is  not  subject  to 
a  moratorium  on  regulations  ordered  by 


the  President  of  the  United  States  in  his 
memorandum  of  January  28, 1992,  as 
amended. 

This  action  has  been  analyzed  in 
accordance  with  the  prindplet  and 
criteria  in  E.0. 12291,  and  it  has  been 
determined  that  the  temporary 
placement  of  alpha-ethyltryptamine  into 
Schedule  I  of  the  CSA  does  not  have 
suffidmt  fiaderalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment. 

List  of  Subjects  iB  21  CFR  Part  1308 

Administrative  practice  and 
procedure,  Dnig  traffic  control, 
Narcotics,  Prescription  drugs,  Reporting 
and  record  keeping  requirements. 

Under  the  authority  vested  in  the 
Attorney  General  by  section  201(h)  of 
the  CSA  (21  U.S.C.  811(h)),  and 
delegated  to  the  Administrator  of  the 
DEA  by  Department  of  Justice 
regulations  (28  CFR  0.100),  the 
Administrator  hereby  intends  to  order 
that  21  CFR  part  1308  be  amended  as 
follows: 

PART  1308-SCHEOUI.ES  OF 
CONTROLLED  SUBSTANCES 

1.  The  authority  citation  for  21  CFR 
part  1308  continues  to  read  as  follows: 

Authority:  21  U.S.C.  811, 812. 871b.  unleu 
otherwisa  noted. 

2.  Section  1308.11  is  amended  by 
adding  paragraph  (g)(5)  to  read  as 
follows: 

S1308.11    Schedule  I 


(g)*  •  • 

(1)  N.{l-banzy(-4-plp«rtdyq^-pheaylpropan- 
amkto  (tMnzy««ntary),  to  opUcal 
siomeii,  sato  and  nto  o(  Iwnwri 9618 

(2)  N-(l-(2-lhi«nyl)(n«lhyl-4^lpM(dylhN- 
phanylprapanamida  (ttwnyNaintanyt).  to 
opUcal  taotrwa,  sato  and  Mto  of  iKXTwn      9634 

(5)  alpha-oihynrypttinlno,  to  optical  Iso- 
mora.  Mta  and  nto  ol  iKxnon „„ 7249 

Some  otftor  namM:  abyptamlno;  a-«tfiy(-1H- 
lndoie-3-atfwnamlno:  X2-Bnilnotxityq 
Indola. 

Date:  January  8. 1993. 
Robert  C  Bonner, 
Administrator  of  Drug  Enforcement. 
(FR  Doc.  93-878  Filed  1-13-93;  8:45  ami 
MUMO  CODE  44ie-0MI 


4372  Federal  Regfater  /  Vol  58,  No.  9  /  Thursday.  January  14,  1993  /  Proposed  Rulee 


DEPAimiEHT  OF  THE  TREASURY 

Internal  Rewamw  Sendee 

26  CFR  Parts  26  and  301 
(PS-73-M:  P$-3»-«0] 
fm  1S4S-AL7S:  1S45-A0n 

QMwraHon-SMippIng  Trwiefer  T«in 
Heerfn9 

AGENCY:  Intemal  Revenue  Service. 

Treasury. 

ACTION:  Notice  of  public  hearing  on 

propoeed  regulations. 


summary:  This  document  provides 
notice  of  a  public  heeling  on  proposed 
InoaoM  Tax  Reguletians  relating  to  the 
generatioo-skipping  translar  tax 
imposed  under  chapter  13  of  the 
Internal  Revenue  Code. 
DATES:  The  public  hearing  will  be  held 
on  Wednesday.  April  21, 1993. 
beginning  at  10  a.m.  Requests  to  speak 
and  outlines  of  oral  comments  must  be 
received  by  Wednesday,  March  31, 
1993. 

ADDRESSES:  The  public  hearing  will  be 
held  in  the  IRS  Commissioner's 
Conference  Rooan.  room  3313.  Mtemal 
Revenue  Building.  1111  Constitution 
Avenue,  NW.,  Washington,  DC. 
Requests  to  ^eak  and  outlines  of  oral 
comments  should  be  submitted  to  the 
Internal  Revenue  Service,  P.O.  Box 
7604,  Ben  Franklin  Station.  Attn: 
CC:CORP:T:R  lPS-73-88;  PS-32-901. 
room  5228,  Washii^on.  DC  20044. 
FOR  FURTMER  MRWMAIKM  CONTACT: 

Mike  Slaughter  of  the  Regulation  Unit. 
Assistant  Chief  Counsel  (Corporate), 
202-622-7190  (not  a  toll-free  number). 
SUPPLEMENTARY  MFORMATION:  The 
subject  of  the  pubhc  hearing  is  proposed 
regulations  that  would  apply  additions 
to  the  Generation-Skipping  Transfer 
Regulations  (26  CFR  part  26)  under 
sections  2601  through  2663  of  the 
Internal  Revenue  Code  (Code).  The 
proposed  reguletians  were  published  in 
the  Federal  Register  for  Thursdey, 
December  24. 1992  (57  FR  61356  and 
61353). 

The  preamble  of  the  proposed 
regulations  inadvertently  made 
reference  to  the  public  hearing  being 
held  on  February  18, 1993.  and  the 
outline  of  oral  comments  being  due  on 
February  1. 1993.  Those  dates  are 
inaccurate.  The  public  bearing  is 
scheduled  for  April  21, 1993,  and  the 
outline  of  oral  comments  is  due  on 
March  31, 1993. 

The  rules  of  §  601.601(a)(3)  of  the 
"Statement  of  Procedural  Rules"  (26 
CFR  part  601)  shall  apply  with  respect 
to  the  public  hearing.  Persons  who  have 


submitted  written  comments  within  the 
time  piescribed  in  the  notice  of 
proposed  rulemakinc  and  who  also 
desire  to  present  arai  conunents  et  die 
heeling  on  tiie  proposed  regulations 
should  submit  not  later  than 
Wednesday,  Mardi  31, 1993,  an  outline 
of  the  oral  commentsAestimony  to  be 
presented  at  the  hearing  and  tiuB  time 
they  wish  to  devote  to  each  subject 

Eadi  speaker  (or  groups  of  speakers 
representing  a  single  entity)  will  be 
limited  to  10  minutes  for  an  oral 
presentation  exclusive  of  the  time 
consumed  by  the  questions  Crom  the 
panel  for  the  govenmient  and  answers 
to  these  questions. 

Because  of  controlled  access 
restrictions,  attendees  carmot  be 
admitted  beyond  the  lobby  of  the 
Internal  Revenue  Buildii^  until  9:45 
a.m. 

An  agenda  showing  the  scheduling  of 
the  speakers  will  be  made  after  outlines 
are  received  from  the  persons  testifying. 
Copies  of  the  agenda  will  be  available 
free  of  charge  at  the  bearing. 

By  diraction  of  the  Commisriooer  of 
Internal  Revenue. 
Qmtfai*  E.  Grigpby. 

Alternate  Federal  Register  Uaisoa  Officer. 
Assistant  Chief  Couasei  (Corpoaxte}. 
|FR  Doc  9^-«61  FUed  1-13-93;  a:4S  am] 
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DEPARTMBn- OF  THE  INTERIOR 

Office  of  SuHaca  Mining  Radamallon 
artd  Eniofcafnanl 


30  CFR  Part  914 

Indiana  Raguialory  Program 
Afnendmanl 

AGENCr.  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Interior. 

ACTION:  Proposed  rule. 

SiJMMARr.  OSM  is  announcing  receipt  of 
a  proposed  amendment  submitted  by 
Indiana  as  a  modification  to  the  State's 
regulatory  program  (hereinafter  referred 
to  as  the  Indiana  program)  under  the 
Sw^aoe  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA) 

The  amendment  (Program 
Amendment  92-7)  submitted  consists  of 
proposed  dianges  to  the  Indiana  Surface 
Mining  Rules  concerning  subadence 
liability.  This  amendment  is  intended  to 
revise  the  permitting  requirements  and 
the  performance  standards  for 
subsidence  control  applicable  to 
undergroimd  coal  mining  qperations. 

This  document  sets  forai  the  times 
and  locations  that  the  Indiana  program 


and  the  proposed  amendment  to  that 
program  wiU  be  available  for  public 
inspection,  the  comment  period  during 
which  interested  pwsons  may  submit 
written  comments  on  the  proposed 
amendment,  and  the  procedures  that 
will  be  followed  for  a  public  bearing,  if 
one  is  requested. 

DATES:  Written  comments  must  be 
received  on  or  before  4  p  jn.  on  Fetnuary 
16. 1993;  if  requested,  a  public  hearing 
on  the  proposed  amendment  is 
scheduled  for  1  p.m.  on  February  8. 
1993;  and.  requests  to  i»esent  oral 
testimony  at  Um  hearing  most  be 
received  on  or  before  4  p  jn.  on  January 
29, 1993. 

ADDRESSES:  Written  comments  and 
requests  to  testify  at  the  hearing  should 
be  directed  to  Mr.  Roger  W.  CaUioun. 
Director,  faidiaiupolis  Field  OfEux,  at 
the  address  listed  below.  If  a  hearing  is 
requested,  it  vrill  be  held  at  the  same 
address. 

Copies  of  the  Indiana  program,  the 
amendment,  a  listing  of  any  sdieduied 
public  meetings,  and  all  written 
comments  received  in  response  to  this 
document  will  be  available  for  public 
review  at  the  following  locations,  during 
normal  business  hours,  Monday  through 
Friday,  excluding  holidays; 
Office  of  Surfoce  Mining  Reclamation 
and  Enforcement,  faidianapoKs  Field 
Office,  Minton-Capehart  Federal 
Building,  575  North  Peimsyivania 
Street,  room  301,  Indianapolis,  IN 
46204.  Telephone:  (317)  226-6166. 
Indiana  Department  of  Natural 
Resources,  402  West  Washington 
Street,  room  295,  Indianapolis.  IN 
46204.  Telephone:  (317)  232-1547. 
Each  requester  may  receive,  free  of 
charge,  one  copy  of  the  proposed 
amendment  by  contecting  the  OSM 
Indianapolis  Field  OfBce. 
FOR  FURTHER  MFORMA110N  CONTACT:  Mr. 
Roger  W.  Calhoun,  Director,  telephone 
(317)  226-6166. 


SUPPI^MENTARY  IIFORIIATION: 

I.  Background  on  the  Indiana  Program 

On  July  29, 1982.  the  Indiana  program 
was  made  effective  by  the  conditional 
approval  of  the  Secretary  of  the  Interior. 
faiHHination  pertinent  to  the  general 
background  on  the  Indiana  program, 
including  the  Secretary's  findings,  the 
disposition  of  comments,  and  a  detailed 
explanation  of  the  conditions  of 
approval  of  the  Indiana  program  can  be 
found  in  Ae  July  26. 1982,  Federal 
Register  (47  FR  32107).  Subsequent 
actions  concerning  the  conditions  of 
approval  and  program  amendments  are 
identified  at  30  CFR  914.10. 914.15.  and 
914.16. 
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n.  Discussion  of  the  Proposed 
Amendment 

By  letter  dated  December  2, 1992. 
(Administrative  Record  No.  IND-117S). 
the  Indiana  Department  of  Natural 
Resources  (IDNR)  submitted  a  proposed 
amendment  to  the  hidiana  program  at 
310  bidiana  Administrative  Code  (lAC) 
12-3-87.1. 12-3-130.1  and  12-3-131.1. 

The  proposed  amendment  consists  of 
the  addition  of  the  following  bidiana 
rules: 

1.  310  IAC12-3-87.1     Underground 
Mining  Permit  Applications: 
Reclamation  Plan;  Subsidence  Contra! 
Plan. 

This  provision  would  require  the 
identification  in  the  permit  application 
of  existing  structures  and  renewable 
resource  lands  in  the  proposed  permit 
area  and  whether  any  subsidence  would 
cause  damage  or  diminution  of  value.  If 
damage  or  diminution  of  value  could 
occur,  a  subsidence  control  plan  is 
required  which  contains:  A  description 
of  the  mining  method:  a  map  of 
underground  workings,  planned 
subsidence  areas,  and  areas  where 
prevention  or  minimization  measures 
will  be  taken:  a  description  of  physical 
conditions  which  would  affect 
subsidence  and  related  damage; 
subsidence  monitoring;  a  description  of 
subsidence  control  measures;  a 
description  of  anticipated  effects  of  any 
planned  subsidence;  a  description  of 
subsidence  mitigation  and  remedial 
measures;  and  other  information 
specified  by  the  director  of  IDNR 

2.  310  lAC  12-5-130.1     Underground 
Mining;  Subsidence  Control;  General 
Requirements. 

This  provision  would  require  a 
permittee  to  either  adopt  measures 
which  prevent  subsidence  from  causing 
material  damage,  maximize  mine 
stability,  and  maintain  the  value  and 
use  Of  lands;  or  adopt  mining 
technology  which  provides  for  planned 
subsidence  in  a  predictable  and 
controlled  manner.  The  permittee  shall 
comply  with  the  approved  subsidence 
control  plan.  The  permittee  shall  correct 
material  damage  caused  to  surface 
lands,  and,  to  the  extent  required  under 
Indiana  law,  correct  damage  to 
structures  or  facilities  by  repair  or 
compensation.  The  rule  identifies 
structures  where  mining  shall  not  be 
conducted  beneath  or  adjacent  to  imless 
the  subsidence  control  plan 
demonstrates  that  subsidence  will  not 
cause  material  damage  to,  or  reduce  the 
reasonably  foreseeable  use  of  such 
structures.  The  rule  identifies  when  the 
director  of  IDNR  may  or  must  hmit  or 


suspend  coal  extraction.  This  provision 
also  requires  the  submittal  of  a  detailed 
report  of  the  imderground  woridngs 
including:  Maps,  descriptions  of 
workings,  and  confidentiaUty  request. 

3.    310  lAC  12-5-131.1    Underground 
Mining;  Subsidence  Control;  Public 
Notice. 

This  provision  requires  notification  of 
proposed  imderground  mining  to 
owners  and  occupants  of  surface 
property  and  structures  and  pipeline 
operators.  The  provision  also  specifies 
the  availability  and  contents  of  the 
notices. 

The  full  text  of  the  proposed  program 
amendment  submitted  by  Indiana  is 
available  for  public  inspection  at  the 
addresses  Usted  above.  The  Director 
now  seeks  pubhc  comment  on  whether 
the  proposed  amendment  is  no  less 
effective  than  the  Federal  regulations.  If 
approved,  the  amendment  will  become 
part  of  the  Indiana  program. 

m.  Public  Comment  Procedures 

In  accordance  with  provisions  of  30 
CFR  732.17(h),  OSM  is  now  seeking 
comment  on  whether  the  amendment 
proposed  by  Indiana  satisfies  the 
requirements  of  30  CFR  732.15  for  the 
approval  of  State  program  amendments. 
If  the  amendment  is  deemed  adequate, 
it  will  become  part  of  the  Indiana 
program. 

Written  Comments 

Written  comments  should  be  sjjecific, 
pertain  only  to  issues  proposed  in  this 
rulemaking,  and  include  explanations  in 
support  of  the  commenter's 
recommendations.  Comments  received 
after  the  time  indicated  undef  DATES  or 
at  locations  other  than  the  Indianapolis 
Field  Office  will  not  necessarily  be 
considered  in  the  final  rulemaking  or 
included  in  the  Administrative  Record. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT  by  the  close  of 
business  on  January  29, 1993.  If  no  one 
requests  an  opportunity  to  comment  at 
a  public  hearing,  the  hearing  will  not  be 
held. 

FiUng  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  imtil  all  persons 
scheduled  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 


been  scheduled  to  comment  and  who 
wish  to  do  so  will  be  heard  following 
those  scheduled.  The  hearing  will  end 
after  all  persons  who  desire  to  comment 
have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportujiity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  pilbUc 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendment  may 
request  a  meeting  at  the  IndianapoUs 
Field  Office  by  contacting  the  person 
listed  under  FOR  FURTHER  MFORMATXW 
CONTACT.  All  such  meetings  will  be 
open  to  the  public  and,  if  possible, 
notices  of  meetings  will  be  posted  in 
advance  at  the  locations  Usted  above 
under  ADDRESSES.  A  summary  of  the 
meeting  will  be  included  in  ^e 
Administrative  Record. 

IV.  Procedural  Determinations 

Executive  Order  12291 

On  July  12, 1984.  the  Office  of 
Management  and  Budget  (OMB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4,  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditional 
approval  of  State  regulatory  programs, 
actions  and  program  amendments. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  lo  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C. 
1253  and  1255)  and  30  CFR  730.11, 
732.13  and  732.17{h){10).  decisions  on 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  parts  730,  731,  and  732  have  been 
met. 
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National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  mafor 
Federal  actions  within  the  meaning  of 
section  102(2)(c)  of  the  National 
Environmental  Policy  Act  (42  U.S.C. 
4332(2X0). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  imder  the 
Paperwork  Reduction  Act  (44  U.S.C 
3507  et  seq). 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  entities  imder  the 
Regulatory  Flexibility  Act  (5  U.S.C  601 
et  seq).  The  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  efiisct  up<m  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  die 
Department  relied  upon  the  data  and 
assimiptions  for  the  oounterpert  Federal 
regulations. 

List  (tfSubiects  ia  30  CFR  Part  914 

Intergovernmental  relations.  Surface 
mining,  Underground  mining. 

Dated:  December  24, 1992. 
)«ffir«y  D.  Jarratt. 

Acting  Assistant  Dmctor  Eastern  Support 
Center 

fPR  Doc  93-871  Filed  1-13-93;  8:45  am] 
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30CFRP«1914 

IndiMW  AtMnoofMQ  MifM  Land 
R#clMMnon  Proofwn 

AOBCY:  Office  of  Surfiaoe  Mining 

Reckmstinn  and  EnforceniMit  (OSM). 

Interior. 

acwow:  Frepoeed  role. 

SUIMARY:  OSM  is  announcing  the 
receipt  of  a  proposed  amendment  to  the 
Indima  Abmdaned  Mine  Land 
Redamatian  (AMLR)  Program 


(hereinafter  referred  to  as  the  Indiana 
Program)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA),  30  U.S.C.  1201  et  seq..  as 
amended.  The  proposed  amendment  is 
intended  to  provide  the  policies  and 
procedures  with  which  Indiana  would 
conduct  die  Abandoned  Mine  Land 
Reclamation  emergency  program  on 
behalf  of  OSM. 

This  notice  sets  forth  the  times  and 
locations  that  the  Indiana  program  and 
the  proposed  am«idment  to  that 
program  will  be  available  for  public 
inspection,  the  comment  period  during 
which  interested  persons  may  submit 
written  comments  on  the  proposed 
amendment,  and  the  procedures  that 
will  be  followed  regarding  the  public 
hearing,  if  one  is  requested. 
DATES:  Written  comments  must  be 
received  on  or  before  4  p.m.  on  February 
16, 1993.  If  requested,  a  pubhc  heering 
on  the  proposed  amendments  will  be 
held  at  1  p.m.  on  February  8, 1993. 
Requests  to  present  oral  testimony  at  the 
hearing  must  be  received  on  or  before  4 
p.m.  on  January  29, 1993. 
AOORESSES:  Written  comments  and 
requests  to  testify  at  the  hearing  should 
be  mailed  or  hand-deUveied  to  Mr. 
Roger  W.  Calhoun,  Director. 
InoenapoHs  Field  Office,  at  the  address 
listed  below.  If  a  hearing  is  requested, 
it  will  be  held  at  the  same  address. 

Copies  of  the  Indiana  program,  the 
proposed  amendment,  a  listing  of  any 
scheduled  pubUc  meetings  and  all 
written  comments  received  in  response 
to  this  notice  will  be  available  for  public 
review  at  the  addresses  listed  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  holidays: 
Office  of  Surface  Mining  Reclamation 
and  Enforcement,  Indianapolis  Field 
Office,  Minton-Capehart  Federal 
Building.  575  N.  Pennsylvania  Street, 
room  301,  Indianapolis,  IN  46204. 
Telephone:  (317)  226-6166 
Indiana  Department  of  Natural 
Resources.  402  West  Washington 
Street,  room  295,  Indienapolis.  IN 
46204.  Telephone:  (317)  232-1547 
Each  requester  may  reoeiva,  free  of 
charge,  one  copy  of  the  propped 
amendment  by  contacting  the  OSM 
Indianapolis  Field  Office. 

FOR  wiRnen  wtowmatioh  coNracT; 
Mr.  Roger  W.  Calhoun.  Director. 
Indianapolis  Field  Office.  (317)  226- 
6700. 

StIPPLEMENTARV  MFOfWATKM: 

L  Background  an  the  Indisna  Program 

On  July  29. 1982.  the  Indiana  propam 
was  made  effecdve  by  approval  of  the 
Seaetary  of  the  Interior.  Infannation 


pertinent  to  the  general  background  on 
Indiana's  program,  including  the 
Secretary's  findings,  the  disposition  of 
comments,  and  a  detailed  eirolanation  of 
the  conditions  of  approval  of  the 
Indiana  program  can  be  found  in  the 
July  26, 1982,  Federal  Register  (47  FR 
32110).  Subsequent  acdons  concerning 
the  conditions  of  approval  and  AMLR 
program  amendments  are  identified  at 
30  CFR  914.20  and  914.25. 

Section  410  of  SMCRA  authorizes  the 
Secretary  to  use  funds  under  the  AMLR 
program  to  abate  or  control  emergency 
situations  in  which  adverse  effects  of 
past  coal  mining  pose  an  inunediate 
danger  to  the  public  health,  safety,  or 
general  welfare.  On  September  29, 1982 
(47  FR  42729),  OSM  invited  States  to 
amoMi  their  AMLR  Plans  for  the 
purpose  of  undertaking  emergency 
reclamation  programsonbehalf  of  OSM. 
States  wrould  have  to  demonstrate  that 
they  have  the  statutory  authority  to 
imdeftake  emergencies,  the  technical 
capability  to  dedgn  and  supervise  the 
emergency  work,  and  the  administrative 
mechanisms  to  quickly  respond  to 
emergencies  either  directly  or  through 
contractors. 

Under  the  provisions  of  30  CFR 
884.15.  any  State  may  submit  proposed 
amendments  to  its  spproved  AMLR 
Plan.  If  the  proposed  amendments 
cfaaoge  the  tct^  of  nia|ar  policies 
followed  by  the  State  in  the  conduct  of 
its  AMLR  program,  the  Director  must 
follow  the  {xocedures  set  out  in  30  CFR 
884.14  in  revienving  and  mproving  or 
disapproving  the  proposed 
amendments. 

The  proposed  assumption  of  the 
AMLR  emergency  program  on  behalf  of 
OSM  is  a  major  addition  to  the  Indiana 
AMLR  program.  To  assure  the 
emergency  program.  Indiana  must  revise 
the  Indiana  Pl^  to  include  conducting 
the  AML  emergency  nrogram.  This 
amendment  proposed  changes  to  the 
Indiana  Plan  to  authorize  Indiana  to 
conduct  the  AMLR  emergency  program 
on  behalf  of  OSM.  This  proposed  rule 
begins  OSM's  review  jmcess  on 
Indiana's  Program  AmendmenL 

n.  Discussion  of  the  Proposed 
Amendment 

By  letter  received  November  17. 1992 
(Administrative  Record  No.  Iha>-1171). 
the  Indiana  Department  of  Natural 
Resources  (IDNR).  Division  of 
Reclamaticm.  submitted  a  proposed 
Program  Amendment  to  the  Indiana 
Program.  This  araendmmt  is  intoided 
to  demonstrate  Indiana's  cspdulity  to 
efisctively  perform  the  AMLR 
emergency  program  on  behalf  of  OSM. 
In  support  of  Ami  prc^Msed  amendment. 
Indiana  abo  submitted  re^tonses  to 
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OSM's  September  29, 1982.  guidelines 
for  State  proposals  to  assume  the 
emergency  program  (47  FR  42729). 

Indiana  8  proposed  revisions  to  the 
Indiana  Program  are  briefly  summarized 
below: 

1.  The  proposed  amendment  would 
allow  Indiana  to  assume  the 
administration  of  the  AMLR  emergenqr 
program  on  behalf  of  OSM.  The 
following  information  is  contained  in 
Indiana's  formal  submission  to  OSM: 

A.  The  agency  designated  by  the 
Governor  as  authorized  to  receive  ^ants 
and  administer  an  emergency  program. 

B.  A  legal  opinion  from  the  chief  legal 
officer  that  the  designated  agency  has 
the  authority  under  State  law  to  conduct 
the  emergency  program  in  accordance 
with  the  requirements  of  section  410  of 
title  IV  of  the  Act. 

C.  A  description  of  the  policies  and 
procedures  to  be  followed  by  the 
designated  agency  in  conducting  the 
reclamation  program  including: 

(1)  The  purpose  of  the  emergency 
reclamaticm  program. 

(2)  The  coordination  of  emergency 
reclamation  work  between  the  State, 
OSM  and  any  Indian  Tribe  reclamation 
proraBm  located  within  the  State. 

(3)  Policies  and  procedures  regarding 
land  acquisition  on  emergency  projects 
in  connection  with  30  CFR  879.11(b)(2). 

(4)  Policies  and  procedures  regarding 
emergency  reclamation  on  private  land 
under  30  CFR  part  882.  and  on  public 
lands. 

(5)  Policies  and  procedures  regarding 
emergency  project  rights-of-enlry  imder 
30  CFR  877.14  and  other  realty 
functions. 

(6)  Pubhc  participation  and 
involvement  in  the  preparation  of  the 
State  emergency  program. 

D.  A  description  of  the  administrative 
and  managerial  structure  to  be  used  in 
conducting  the  emergency  reclamation 
proraam  including: 

(1)  The  organization  of  the  designated 
agency's  emergency  program. 

(2)  A  description  of  the  adequacy  of 
staff  numbers  and  technical  skulls  to  be 
committed  to  the  emergency  program. 

(3)  Administrative  proceauresTor  (a) 
investigating  and  reporting  emergency 
complaints;  (b)  determining  eligibility; 
(c)  rights-of-entry  and  necessary 
appraisals;  (d)  project  supervision;  and 
(e)  final  project  inspection  and 
preparation  and  submission  of  final 
project  reports. 

(4)  The  purchasing  and  procurement 
systems  to  be  used  by  the  agency  which 
will  quickly  respond  to  emergency 
situations. 

(5)  The  accounting  system  to  be  used 
by  the  agency. 

(6)  Technical  capability  to  design  and 
supervise  the  emergency  work. 


E.  A  general  description,  derived  from 
available  data,  of  emergency 
reclamation  activities  to  be  conducted, 
including  known  or  suspected 
geographical  areas  within  the  State, 
including: 

(1)  A  map  locator  showing  the  general 
location  of  known  or  suspected 
emergencies. 

(2)  A  description  of  the  problems 
causing  these  emergencies. 

F.  Narrative  description  which 
supports  the  State's  position  that  the 
procedures,  personnel  and  other 
proposed  aspects  of  its  program  give 
evidence  of  its  abilities  to  promptly  and 
effectively  mitigate  the  full  range  of 
anticipated  emergency  conditions. 

2.  After  assuming  the  emergency 
program  Indiana  would  conduct 
potential  emergency  site  investigations, 
and  following  OSM  concurrence  that  an 
emergency  situation  exists,  perform 
remedial  reclamation. 

3.  Minor  wording  changes  may  occiir 
in  other  sections  of  the  plan,  but  do  not 
substantively  change  the  plan. 

The  full  text  of  proposed  program 
amendment  submitted  by  Indiana  is 
available  for  public  inspection  at  the 
addresses  listed  above.  The  Director 
now  seeks  public  comment  on  whether 
the  proposed  amendment  is  no  less 
effective  than  the  Federal  regulations.  If 
approved,  the  amendment  will  become 
part  of  the  Indiana  program. 

III.  Public  Comment  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  884.1 5.  OSM  is  now  seeking 
comment  on  whether  the  amendment 
proposed  by  Indiana  satisfies  the 
applicable  requirements  for  the 
approval  of  State  AMLR  program 
amendments.  If  the  amendment  is 
deemed  adeqiiate,  it  will  become  part  of 
the  Indiana  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Indianapolis  Field  office 
will  not  necessarily  be  considered  in  the 
final  rulemaking  or  included  in  the 
Administrative  Record. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  listed  under  FDR  FURTHER 
INFORMATION  CONTACT  by  close  of 
business  on  January  29, 1993.  If  no  one 
requests  an  opportimity  to  comment  at 


a  public  hearing,  the  hearing  will  not  be 
held 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  comment  and  who 
wish  to  do  so  will  be  heard  following 
those  scheduled.  The  hearing  will  end 
after  all  persons  who  desire  lo  comment 
have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportunity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendments  may 
request  a  meeting  at  the  Indianapolis 
Field  Office  by  contacting  the  person 
Usted  under  FOR  FURTHER  INFORMATION 
CONTACT.  All  such  meetings  will  be 
open  to  the  public  and,  if  possible, 
notices  of  the  meetings  will  be  posted  in 
advance  at  the  locations  listed  above 
under  ADDRESSES.  A  summary  of 
meeting  will  be  included  in  the 
Administrative  Record. 

Executive  Order  12291 

On  March  30. 1992,  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3, 4,  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  disapproval  of 
State  and  Tribal  abandoned  mine  land 
reclamation  plans  and  revisions  thereof. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
0MB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  £)epartment  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof  since  each  such 
plan  is  drafted  and  adopted  by  a  specific 
State  or  Tribe,  not  by  OSM.  Decisions 
on  proposed  State  and  Tribal  abandoned 
mine  land  reclamation  plans  and 
revisions  thereof  submitted  by  a  State  or 
Tribe  are  based  on  a  determination  of 
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whether  the  submittal  meets  the 
requirements  of  title  IV  of  the  Surface 
Mining  Control  and  Reclamation  Act 
(SMC31A)  (30  U.S.C.  1231-1243)  and  the 
Federal  regulations  at  30  CFR  parts  884 
and  888. 

Naticmal  Eimroiimental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  agency 
decisions  on  proposed  State  and  Tribal 
abandoned  mine  land  reclamation  plans 
and  revisions  thereof  are  categorically 
excluded  from  compliance  with  the 
National  Environmental  Policy  Act  (42 
U.S.C.  4332)  by  the  Manual  of  the 
Department  of  the  Interior  (516  DM  6, 
appendix  8.  paragraph  8.4B(29)). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act.  44  U.S.C. 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  signiHcant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  (or  Tribal) 
submittal  which  is  the  subject  of  this 
rule  is  based  upon  Federal  regulations 
for  which  an  economic  analysis  was 
prepared  and  certiHcation  made  that 
such  regulations  would  not  have  a 
significant  economic  effiect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  established  by  SMCRA  or 
previously  promulgated  by  OSM  will  be 
implemented  by  the  State  (or  Tribe).  In 
making  the  determination  as  to  whether 
this  rule  would  have  a  significant 
economic  impact,  the  Department  relied 
upon  the  data  and  assumptions  in  the 
analyses  for  the  corresponding  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  914 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  December  16, 1992. 
I^Grey  lirratt. 

Acting  Assistant  Director.  Eastern  Support 
Center. 
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30  CFR  Part  915 

Iowa  Pannanent  Ragulatory  Pro^^am 

agency:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

ACTION:  Proposed  rule;  public  comment 

Eeriod  and  opportunity  for  public 
eanng  on  proposed  amendment. 

SUMMARY:  OSM  is  announcing  the 
receipt  of  a  proposed  amendment  to  the 
Iowa  permanent  regulatory  program  (the 
"Iowa  program")  under  the  Surface 
Mining  Control  and  Reclamation  Act  of 
1977  (SMCRA).  The  proposed 
amendment  consists  of  changes  to 
provisions  of  the  Iowa  regulations 
pertaining  to  permanent  regulatory 
program,  exemption  for  coal  extraction 
incidental  to  the  extraction  of  other 
minerals,  restriction  of  financial 
interests  of  State  employees,  exemption 
for  coal  extraction  incident  to 
government-financed  highway  or  other 
construction,  protection  of  employees, 
initial  regulatory  program,  areas 
unsuitable  for  mining,  permits  for 
operations  and  exploration,  small 
operator  assistance,  bonding  and 
insurance,  permanent  program 
performance  standards,  inspection  and 
enforcement,  blaster  certification,  and 
contested  cases  and  public  hearings. 
The  amendment  is  intended  to  revise 
the  State  program  to  be  consistent  with 
the  corresponding  Federal  standards, 
clarify  ambiguities,  and  improve 
operational  efficiency. 

This  notice  sets  forth  the  times  and 
locations  that  the  Iowa  program  and 
proposed  amendment  to  that  program 
are  available  for  public  inspection,  the 
comment  period  during  which 
interested  persons  may  submit  written 
comments  on  the  proposed  amendment, 
and  procedures  that  will  be  followed 
regarding  the  public  hearing,  if  one  is 
requested. 

DATES:  Written  comments  must  be 
received  by  4  p.m.,  c.s.t.  on  February  16, 
1993.  If  requested,  a  public  hearing  on 
the  proposed  amendment  will  be  held 
on  February  8, 1993.  Requests  to  present 
oral  testimony  at  the  hearing  must  be 
received  by  4  p.m..  c.s.t.  on  January  29, 
1993. 

ADDRESSES:  Written  comments  should 
be  mailed  or  hand  delivered  to  Jerry  R. 
Ennis  at  the  address  listed  below. 

Copies  of  the  Iowa  program,  the 
proposed  amendment,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  the  addresses  listed  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  holidays. 
Each  requester  may  receive  one  free 


copy  of  the  proposed  amendment  by 
contacting  OSM's  Kansas  City  Field 
Office. 

Jerry  R.  Ennis,  Director,  Kansas  City  Field 
Office,  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  934 
Wyandotte,  Room  500,  Kansas  City,  MO 
64105;  Telephone:  (816)  374-6405. 

Department  of  Agriculture  and  Land 
Stewardship,  Division  of  Soil 
Conservation,  Wallace  State  Office 
Building,  East  9th  and  Grand  Streets,  Des 
Moines,  Iowa  50319;  Telephone:  (515) 
281-«147. 

FOR  FURTHER  INFORMATKM  CONTACT: 
Jeny  R.  Ennis,  Telephone:  (816)  374- 
6405. 

SUPP1.EMENTARY  INFORMATION: 

I.  Background  on  the  Iowa  Program 

On  January  21, 1981.  the  Secretary  of 
Interior  conditionally  approved  the 
Iowa  Program.  General  background 
information  on  the  Iowa  program, 
including  the  Secretary's  findings,  the 
disposition  of  comments,  and  the 
conditions  of  approval  of  the  Iowa 
program  can  be  found  in  the  January  21, 
1981,  Federal  Register  (46  FR  5885). 
Subsequent  actions  concerning  Iowa's 
program  and  program  amendments  can 
be  found  at  30  CFR  915.15  and  915.16. 

n.  Discussion  of  Proposed  Amendment 

From  October  1, 1983,  to  December 
20,  1989,  a  number  of  changes  were 
made  to  Federal  regulations  concerning 
surface  coal  mining  and  reclamation 
operations.  During  this  time  period, 
pursuant  to  Federal  regulations  at  30 
CFR  732.17,  OSM  notified  Iowa  in  four 
separate  732  letters,  listed  below,  that 
the  State  rules  must  be  amended  to  be 
consistent  with  the  revised  Federal 
regulations. 

1.  Regulatory  Reform  Review  II, 
December  12, 1988,  Administrative 
Record  Number  LA-336. 

2.  Ownership  and  Control,  May  11. 
1989,  Administrative  Record  Number 
IA-340. 

3.  Regulatory  Reform  Review  HI. 
November  28, 1989,  Administrative 
Record  Number  IA-347. 

4.  Incidental  Coal  Extraction, 
February  7, 1990,  Administrative 
Record  Number  IA-349. 

By  letter  dated  November  23, 1992 
(Administrative  Record  No.  IA-372), 
Iowa  submitted  a  proposed  amendment 
to  its  program  pursuant  to  SMCRA.  Iowa 
submitted  the  proposed  amendment 
with  the  intent  of  satisfying  the 
outstanding  732  letters  firom  OSM  and 
the  required  program  amendments  at  30 
CFR  915.16(a)  (56  FR  56578).  The 
amendment  also  contains 
nonsubstantive  revisions  to  eliminate 
editorial  and  typographical  errore. 
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The  substantive  diangeS  proposed  by 
Iowa  are  discussed  briefly  below: 

(1)    lAC  27-40.1  (3)  and  l4) 
Professional  Land  Surveyor 

Iowa  proposes  to  delete  the  pfovi8i<ms 
that  aumorize  land  surveyors  to  prepare 
and  certify  cross-sections,  maps,  and 
plans  anywhere  in  the  Iowa  program. 

■(2)    lAC  27-40.1(5)    Registered 
Professional  Engineer 

Iowa  proposes  to  require,  throxi^out 
the  Iowa  program,  that  professional 
engineers  performing  design  or 
certification  work  in  conjimction  with 
the  program  be  registered  in  Iowa. 

(3)  lAC  27-40.3(63)    General 

Iowa  proposes  to  replace  the   

incorporation  by  reference  of  30  CFR 
part  700  as  in  effect  on  July  1. 1987. 
with  the  Federal  rules  as  in  efiiact  on 
July  1, 1992. 

(4)  lAC  27-40.4(83)    Permanent 
Regulatory  Program  and  Bxemption  for 
Ckxd  Extraction  Incidental  to  trie 
Extraction  of  Other  Minerals. 

Iowa  proposes  to  replace  the    

Incorporation  by  reference  of  30  CFR 
part  701  as  in  effiact  on  July  1. 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992.  Iowa  also  proposes  to 
adopt  by  reference  the  Federal  rules 
concerning  exemption  for  coal 
extraction  incidental  to  the  extraction  of 
other  minerals  at  30  CFR  part  702.  as  in 
effect  on  July  1. 1992. 

(5)  lAC  27-40.4(7)    Administrative 
Review 

Iowa  proposes  to  delete  the  Federal 
rule  at  30  CFR  702.11(f)  and  replace  it 
with  a  similar  provision  that  includes 
State  specific  regulatory  citations. 

(6)  LAC  27-40.4(8)    Revocation  and 
Enforcement 

Iowa  proposes  to  delete  the  Federal 
rules  at  30  CFR  702.17(c)  (2)  and  (3)  and 
replace  them  with  similar  provisions 
that  include  State  specific  regulatory 
citations. 

(7)  lAC  27-40.4(9)    Previously  Mined 
Area 

Iowa  proposes  to  delete  its 
incorporation  of  the  Federal  definition 
of  "previously  mined  area"  at  30  CFR 
701.5  and  replace  it  with  a  definition 
that  «vould  mean  land  previously  mined 
on  whidi  there  were  no  surface  coal 
mining  operations  subject  to  the 
standards  of  the  SMCRA;  all  highwalb 
created  after  August  3. 1977,  and  all 
fully  reclaimed  sites  wfould  be  excluded 
from  the  definition. 


(8)  lAC  27-40.4(10)    FuB  WcAer  Year 

Iowa  prcposAS  tn  add  at  its 
incorporation  of  30  CFR  701.5  a 
definition  of  "fiiU  water  year."  to  mean 
at  a  minimum  the  9  nlonth  period  from 
March  through  November. 

(9)  IAC27-40M83)   Restrictions  on 
Financial  Interests  of  State  Employees 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  705  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(10)  lAC  27-40.6(83)    Exemptions  for 
Coal  Extraction  Incident  to  Government- 
Financed  Highway  or  Other 
Construction 

Iowa  proposes  to  replace  the   

incorporation  by  reference  of  30  CFR 
part  707  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1,1992. 

(11)  lAC  27-40.7(83)    Protection  of 
Employees 

Iowa  proposes  to  replace  the 
incorporation  by  referanoe  of  30  CFR 
part  865  as  in  enact  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1,1992. 

(12)  lAC  27-40.11(83)    Initial  Program 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  710  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(13)  lAC  27-40.12(83)    General 
Performance  Standards — Initial 
Progjcam 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  715  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(14)  lAC  27-40.13(83)    Special 
Performance  Stcundards — Initial 
Program 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  718  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(15)  lAC  27-40.21(83)    Areas 
Designated  by  an  Act  of  Congress 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  761  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(16)  lAC  27-40.21(5)    Procedures 

Iowa  proposes  to  delete  the 
requirement  at  30  CFR  761.12(c)  that 


wdiere  the  pn^>oaed  opentioo  virould 
include  Federal  lands  within  the 
boundaries  of  any  imtianal  forest,  and 
the  applicant  see^  a  determination  that 
mining  is  pomissible  under  30  CFR 
761.11(B),  the  applicant  shall  submit  a 
permit  application  to  the  Director  for 
processing  under  subcfaapter  D  of  this 
diapter.  The  provision  proposed  for 
deletion  also  requires  that  before  acting 
on  the  permit  application,  the  Director 
shall  ensiire  that  the  Seaetary's 
determination  has  been  received  and  the 
findings  required  by  section  522(e)(2)  of 
the  Act  have  been  made. 

(17)  lAC  27-40.22(83)    Criteria  for 
desifftating  areas  as  unsuittAle  for 
surface  coal  miniitg  operations. 

lo¥n  proposes  to  replace  the 
incorporation  by  refiM«nce  of  30  CFR 
part  762  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(18)  lAC  27-40.23(83)    State 
Procedures  for  Designating  Areas 
Unsuitable  for  Surface  Coal  Mining 
Gyrations 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  764  as  in  effect  on  July  1. 1987. 
with  the  Federal  rules  as  in  e^ct  on 
July  1. 1992. 

(19)  lAC  27-40.30(83)    Requirements 
for  Coal  Exploration 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  772  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(20)  LAC  27-40.31(83)    Requirements 
for  Permits  and  Permit  Processing 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
part  773  as  in  effiect  on  July  1, 1987,  • 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(21)  lAC  27-40.31(2)    Public 
Participation  in  Permit  Processing 

Iowa  proposes  to  add  a  requirement  to 
30  CFR  773.13(a)(l){ii)  that  the 
newspaper  advertisement  include  the 
following  information.  The  legal 
description  would  have  to  include 
popular  township,  county,  township, 
range,  section,  and  the  United  States 
Geological  Survey  map  identification  by 
property  owners.  Section  lines  would  be 
marked,  and  the  sections  would  be 
identified  on  the  map.  The  measure  of 
the  proposed  permit  area  %vould  be 
given  to  the  nearest  acre. 
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(22)  lAC  27-40.31(12)    Comments  and 
Objections  on  Permit  Applications 

Iowa  proposes  to  revise  30  CFR 
773.13(b)(1)  by  defining  the  time 
allowed  for  submission  of  comments  on 
permit  applications  to  be  within  60  days 
of  notification. 

(23)  lAC  27-40.31(13)    Review  of 
Permit  Applications 

Iowa  proposes  to  revise  30  CFR 
773.15(a)(2)  by  adding  a  provision 
allowing  the  Division  to  require  the 
applicant  to  re-apply  for  the  same  area, 
if  a  case  of  willful  suppressing  or 
falsifying  of  any  facts  or  data  is 
identified. 

(24)  lAC  27-40.31(14)    Improvidently 
Issued  Permits:  Rescission  Procedures 

Iowa  proposes  to  delete  the  Federal 
rule  at  30  CFR  773.21(c)  and  replace  it 
with  a  similar  provision  that  includes 
State  specific  regulatory  citations. 

(25)  LAC  27-40.32(83)    Revision; 
Renewal:  and  Transfer.  Assignment,  or 
Sale  of  Permit  Rights 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  774  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(26)  lAC  27-40.32(1)    Definitions 

Iowa  proposes  to  revise  the  

definitions  of  terms  within  30  CFR  part 
774  with  a  clarification  that  the  rules 
utilize  the  term  "revision"  to  describe  a 
change  to  a  permit  that  constitutes  a 
significant  departure  fitim  the  original 
permit;  any  change  to  an  Iowa  permit 
that  does  not  constitute  a  significant 
departure  from  the  original  permit 
would  be  called  an  "amendment"  to  the 
permit  in  the  context  of  these  rules. 

Iowa  would  further  clarify  these 
requirements  with  a  requirement  that 
the  notice,  pubUc  participation,  and 
notice  of  decision  requirements  of  30 
CFR  773.13,  773.19(b),  and  728.21  apply 
to  all  revisions  or  "significant  revisions" 
as  they  are  described  in  the  Federal 
regulations. 

Iowa  would  further  clarify  the 
distinction  between  revisions  and 
amendments  by  noting  that  significant 
departures  would  be  treated  as 
revisions,  and  would  include  any 
change  in  permit  area,  mining  method, 
or  reclamation  procediue,  which  would, 
in  the  opinion  of  the  regulatory 
authority,  significantly  change  the  effect 
that  mining  operations  would  have  on 
either  those  persons  impacted  by  the 
permitted  operation  or  on  the 
environment;  changes  which  would  not 
constitute  a  significant  departure  firom 


the  original  permit  would  be  processed 
as  an  amendment  to  the  permit. 

(27)    lAC  27-40.32(3)    Request  to 
Change  Permit  Roundary 

Iowa  proposes  to  add  a  clarification 
that  an  incidental  boundary  revision 
would  be  considered,  on  demonstration 
by  the  operator,  for  an  area  in  which  the 
coal  seam  to  be  mined  is  contiguous  to 
that  proposed  in  the  approved  permit. 


(28)    lAC  27-40.32(6) 
Revisions — General 


Permit 


Iowa  proposes  to  add  a  requirement  to 
30  CFR  774.13(a)  that  the  term 
"revision"  would  apply  to  a  significant 
departiue  in  mining  and  reclamation 
operations  defined  at  subrule  lAC  27- 
40.32(l)(b)(2)(a),  and  would  require  a 
public  notice.  The  Division  would  use 
the  term  "amendment"  for  an 
insignificant  revision,  which  would  not 
require  a  public  notice. 

(29)  lAC  27-40.32(8)    Permit 
Renewal — General 

Iowa  proposes  to  add  at  30  CFR 
774.15(a)  a  requirement  that  permit 
renewal  would  not  be  required  if  the 
Division  determines  that  the  phase  n 
bond  was  released  over  the  entire 
permit  area  before  the  expiration  of  the 
permit  term. 

(30)  lAC  27-40.32(9)    Permit 
Renewal—Application  Requirements 

Iowa  proposes  to  add  to  the 
application  information  required  at  30 
CFR  774.15(b)(2  a  requirement  that  the 
renewal  application  include  the  current 
status  of  the  mine  plan,  other  details, 
and  the  time  table  of  the  remaining 
phases  of  the  operation  and  reclamation 
plans,  if  different  fi'om  the  previously 
approved  time  table. 

(31)  lAC  27-40.32(83)    General 
Content^Requirements  for  Permit 
Applications 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
part  777  as  in  effect  on  July  1. 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(32)  lAC  27-40.32(83)    Permit 
Application — Minimum  Requirements 
for  Legal.  Financial.  Compliance,  and 
Related  Information 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
part  778  as  in  effect  on  July  1. 1987, 
with  the  Federal  niles  as  in  effiect  oi;i 
July  1. 1992. 


(33)  lAC  27^40.32(83)    Surface 
Mining  Permit  Applications— Minimum 
Requirements  for  Information  on 
Environmental  Resources 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  779  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(34)  lAC  27-40.35(2)    VegetaUon 
Information 

Iowa  proposes  to  replace  the 
regulation  at  30  CFR  779.19(b)  to  require 
that  the  specified  vegetation  map  (at  a 
scale  of  1:2400  or  larger),  or  the  aerial 
photo,  must  include  sufficient  adjacent   , 
areas  to  allow  evaluation  of  vegetation 
as  important  habitat  for  fish  and  wildlifia 
for  those  species  of  fish  and  wildlife 
identified  under  30  CFR  780.16. 

(35)  lAC  27-40.35(3)    Land  Use 
Information 

Iowa  proposes  to  require  that  the  land 
use  information  required  at  30  CFR 
779.22(a)(1)  include  a  map  at  a  scale  of 
1:2400  or  larger  or  an  aerial  photo,  and 
a  supporting  narrative  of  the  uses  of  the 
land  existing  at  the  time  of  the  filing  of 
the  application. 

(36)  L\C  27-40.35  (9).  (10).  and  (1 1) 
Climatological  Information 

Iowa  proposes  to  make  the 
information  required  at  30  CFR 
779.18(a)  mandatory  for  all  applications. 

Iowa  also  proposes  to  add  a 
requirement  that  the  locations  of  rain 
gauges  nearest  to  the  permit  area, 
preferably  in  the  same  watershed  as  the 
permit  itself,  be  marked  on  a  map;  and 
these  rain  gauges  would  be  described  in 
the  text  as  well,  along  with  the  period 
of  available  record  for  those  gauges. 

Additionally,  Iowa  proposes  to  add  a 
requirement  that  a  brief  description  be 
provided  about  the  impact  of  the 
climatological  factors  on  operation  and 
reclamation  plans,  specifically  about 
what  parts  of  the  year  would  be  more 
conducive  to  various  mining  and 
reclamation  operations. 

(37)  L\C  27-40.35  (12).  (13).  and  (1 4) 
Maps:  General  Requirements 

Iowa  proposes  to  define  at  30  CFR 
779.24(g)  the  "hydrologic  area"  as  being 
the  area  that  consists  of  the  permit  area 
and  the  adjacent  area. 

Iowa  also  proposes  to  add  a 
requirement  at  30  CFR  77g.24(h)  that 
maps  include  each  public  road  (and  its 
identification)  located  in  or  within  100 
faet  of  the  proposed  permit  area. 

Iowa  adoitionally  proposes  to  add  a 
requirement  at  30  CFR  779.24(1)  that 
maps  include  section  lines  and  section 
identification. 
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(38)  lAC  27-40.36(83)  and  40.38(83) 
Suifoce  and  Underground  Mining 
Permit  Applications— Minimum 
Requirements  for  Reclamation  and 
Operation  Plan 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  780  and  784  as  in  effect  on  July  1, 
1987,  with  the  Federal  rules  as  in  effect 
on  July  1. 1992. 

(39)  lAC  27-40.36(3)  and  40.38(8) 
Probable  Hydrologic  Consequence 

Iowa  proposes  to  require  that 
determinations  of  Probable  Hydrologic 
Consequence  (PHC)  address  all 
proposed  mining  activities  associated 
with  the  permit  area  for  which 
authorization  is  sought,  as  opposed  to 
addressing  only  those  activities 
expected  to  occur  during  the  term  of  the 
permit. 

(40)  lAC  27-40.36  (5)  and  (6) 
Hydrologic  Information 

Iowa  proposes  at  30  CFR  780.21(a)  to 
add  a  requirement  that  the  methodology 
for  measurement  of  the  quantity  of  both 
surface  water  and  groundwater  also  be 
described. 

Iowa  also  proposes  to  make 
mandatory  for  all  permit  applications 

the  modeUng  of  surface  and      

groundwater  information  at  30  CFR 
78G.21(d). 

(41)  lAC  27-40.39(83)    Requirements 
for  Permits  for  Special  Categories  of 
Mining 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  785  as  in  effect  on  July  1. 1987, 
with  the  Federal  rules  as  in  effect  on 
Jtily  1.1992, 

(42)  I  AC  27-40.39(1)    Permits 
Incorporating  Vqriances  From 
Approximate  Original  Contour  (AOC) 
Restoration  Requirements  for  Steep 
Slope  Mining 

Iowa  proposes  to  add  by 
incorporation  the  Federal  regulations  at 
30  CFR  785.16,  to  allow  permit 
variances  from  AOC  in  conjimction  with 
steep  slope  mining. 

(43)  lAC  27-40.39(8)    Coal 
Preparation  Plants  Not  Located  Within 
the  Permit  Area  of  a  Mine 

Iowa  proposes  to  add  to  30  CFR 
785.21(a)  a  requirement  that  off-site 
processing  plants  operated  in 
connection  with  a  mine  but  off  the  mine 
site  would  be  regulated  without  regard 
to  its  proximity  to  the  mine. 


(44)  lAC  27^40.41(83)  Small  Operator 
Assistance 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  795  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(45)  lAC  27-40.51(83)  Bond  and 
Insurance  Requirements  for  Surface 
Coal  Mining  and  Reclamation 
Operations  Under  Regulatory  Programs 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  800  as  in  effact  on  July  1. 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(46)  lAC  27-40.51(5)  Requirements  to 
Release  Performance  Bonds 

Iowa  proposes  to  reinstate  the 
requirement  at  30  CFR  800.40(c)(2)  that 
phase  n  reclamation  bond  not  be 
released  until  the  requirements  for 
prime  farmland  reclamation  at  30  CFR 
part  823  are  fulfilled. 

(47)  lAC  27-40.51(7)  Bond  Release 
Application 

Iowa  proposes  to  revise  this 
regulation,  incorporating  30  CFR 
800.40(a)(2).  to  require  that  after  the 
application  for  bond  release  is  deemed 
complete  by  the  Division,  an 
advertisement  must  be  placed  by  the 
permittee  within  30  days  of  the  date  of 
notification  of  completeness;  further, 
the  permittee  would  have  to  submit  a 
copy  of  the  advertisement  to  the 
Division  within  30  days  of  the  last 
publication. 

(48)  lAC  27-40.61(83)  Permanent 
Program  Performance  Standards — 
General  Provisions 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  810  as  in  effect  on  July  1. 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(49)  lAC  27-40.61(1)  Responsibility 

Iowa  proposes  to  eliminate  the 
requirement  that  the  Iowa  program  be  at 
least  as  stringent  as  the  Federal  program 
at  30  CFR  819.4(b),  which  states  that 
State  regulatory  authorities  shall  ensure 
that  performance  standards  and  design 
requirements  at  least  as  stringent  as  the 
standards  in  30  CFR  parts  810-828  are 
implemented  and  enforced  imder  every 
State  program. 

Iowa  proposes  to  eliminate  the 
requirement  that  the  Iowa  program  be  at 
least  as  stringent  as  the  Federal  program 
at  30  CFR  810.4(c),  which  states  that 
each  person  conducting  coal  exploration 
or  surface  coal  mining  and  reclamation 
operatioiis  is  responsible  for  complying 


with  performance  standards  and  design 
requirements  which  are  at  least  as 
stringent  as  the  standards  in  30  CFR 
parts  810-828  and  the  applicable 
regulatory  program. 

(50)  lAC  27-40.61(83)  Permanent 
Program  Performance  Standards — Coal 
Exploration 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  815  as  in  effect  on  Jxily  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(51)  lAC  27-40.63(83)  and  40.64(83) 
Permanent  Program  Performance 
Standards — Surface  and  Underground 
Mining  Activities 

Iowa  proposes  to  replace  the    

incorporation  by  reference  of  30  CFR 
part  816  and  817  as  in  effect  on  July  1, 
1987,  with  the  Federal  rules  as  in  effect 
on  July  1, 1992. 

(52)  lAC  27-40.63(7)  Backfilling  and 
Grading:  Thin  Overburden 

Iowa  proposes  to  delete  the 
incorporation  of  30  CFR  816.104,  but 
rather  require  that  any  permit 
application  shall  address  overburden 
(and  the  applicable  performance 
standards)  as  "thick  overburden"  in 
accordance  with  the  definition 
established  at  30  CFR  816.105. 

(53)  LAC  27-40.63(9)  Impoundments 

Iowa  proposes  to  add  at  the  end  of  30 
CFR  816.49(a)(10)(i)  a  requirement  that 
yearly  inspections  of  impoundments  be 
done  in  the  second  quarter  of  each 
calendar  year;  further,  the  inspection 
report  would  be  submitted  to  the 
Division  with  the  second  quarter  water 
monitoring  report. 

(54)  lAC  27-40.63(12)  Disposal  of 
Noncoal  Mine  Wastes 

Iowa  proposes  to  delete  the 
requirements  of  30  CFR  816.89  and 
replace  them  as  follows.  Noncoal  mine 
wastes  including  (but  not  limited  to) 
grease,  garbage,  abandoned  mining 
machinery,  lumber,  and  other 
combustible  materials  generated  during 
mining  activities  must  be  placed  and 
stored  in  a  controlled  manner  in  a  ,.^ 
landfill  permitted  by  the  Iowa 
Department  of  Natural  Resources 
pursuant  to  Iowa  Administrative  Code 
Chapters  101, 102,  and  103.  Lubricants, 
paints,  and  flammable  liquids  would 
not  be  allowed  to  be  buried  in  the  State 
of  Iowa;  but  they,  and  other  toxic 
wastes,  must  be  disposed  of  in  the 
legally  prescribed  manner.  Final 
disposal  of  noncoal  mine  wastes  would 
have  to  be  in  a  designated.  State- 
approved  solid  waste  disposal  site 
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permitled  by  the  Iowa  Osputinant  of 
Natmal  RaaouioM  punuont  to  Iowa 
AdminiiAialiTa  Coda  Chaptsn  101. 102. 
and  103.  But  notwithHandkig  any  cMhar 
provision  in  this  cfaaptar.  any  noncoal 
mine  waste  defined  as  "hazardous" 
under  section  3001  of  the  Resource 
Conservation  and  Recovery  Act  (RCRA) 
(Pub.  L.  94-580  as  amended)  and  40 
CFR  part  261  would  have  to  be  handled 
in  accordance  with  the  requirements  of 
Subtitle  C  of  RCRA  and  any 
implementing  regulations. 

(55)  lAC  27-40.65(83)  Special 
Permanent  Program  Petformance 
Standards— Auger  Mining 

Iowa  proposes  to  replace  the    ^^ 
incorporation  by  reference  of  30  CFR 
part  819  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(56)  lAC  27-40.66(83)  Special 
Permanent  Program  Performance 
Standards — Operations  on  Prime 
Farmland 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
part  823  as  in  effsct  on  July  1, 1987, 
with  the  Federal  rules  as  in  effiact  on 
July  1. 1992. 

Iowa  also  proposes  to  delete  its 
incorporation  of  30  CFR  823.11(a), 
which  establishes  a  variance  to  the 
applicability  of  these  regulations.  That 
iiKXirporated  Federal  rule  exempts  from 
the  requiremenU  of  30  CFR  part  823 
those  coal  preparation  plants,  support 
facilities,  and  roads  of  surfsce  and 
underground  mines  that  are  actively 
used  over  extended  periods  of  time  and 
where  such  uses  affect  a  minimal 
amount  of  land;  the  Federal  rule 
requires,  rather,  that  such  uses  meet  the 
requirements  of  30  CFR  part  816  or  part 
817  as  applicable. 

(57)  lAC  27-40.67(83)  Permanent 
Program  Performance  Standards — Coal 
Preparation  Plants  Not  Located  Within 
the  Permit  Area  of  a  hdine 

Iowa  proposes  to  replace  the    ^^ 
incorporation  by  rafenmce  of  30  CFR 
part  827  as  in  effect  on  July  1. 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(58)  lAC  27-40.67(2)  Interim 
Paformance  Standards 

Iowa  proposes  to  delete  its 
incorparation  of  30  CFR  827.13(a)  and 
replace  it  with  a  requirement  that 
persons  operating  or  who  have  operated 
coal  preparation  plants  after  April  10, 
1981.  must  comply  with  the  applicable 
interim  or  permanent  program 
performance  standards  far  the  Iowa 
program. 


(59)  lAC  27-40.68(83)  Special 
Permanent  Program  Performance 
Staiuiards—In  Situ  Processing 

Iowa  proposes  to  replace  the    ^^ 
incorporation  by  refBrance  of  30  CFR 
part  828  as  in  effect  on  July  1, 1987. 
with  the  Federal  rules  as  in  effect  on 
July  1. 1992. 

(60)  lAC  27-40.71(83)    State 
Regulatory  AuAoiity— Inspection  and 
Enforcement 

Iowa  proposes  to  replace  the   ^^ 
incorporation  by  reference  of  30  CFR 
part  840  as  in  effect  on  July  1, 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(6i)    lAC  27-40.73(2)g.    Cessation 
Orders 


Iowa  proposes  to  add  a  requirement 
that,  within  60  days  after  the  issuance 
of  a  cessation  order,  the  Division  must 
notify  in  writing  any  person  who  has 
been  idenUfied  (under  27-40.31(83)  (30 
CFR  773.17(i))  and  27-40.34(83)  (30 
CFR  778.13(c)  and  (d)))  as  owning  or 
controlling  the  permit,  that  the  cessation 
order  was  issued  and  that  the  person 
has  been  identified  as  an  owner  or 
controller. 

(62)  LAC  27-40.74(83)    Civil  Penalties 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
845  as  in  effect  on  July  1. 1987.  with  the 
Federal  rules  as  in  effect  on  July  1, 1992. 

(63)  lAC  27-40.74(5)    Procedures  for 
Assessment  Conference 

Iowa  proposes  to  delete  the 
procedures  for  assessment  conference 
requirements  at  30  CFR  845.18  and 
replace  them  with  similar  requirements 
that  include  State  specific  language  and 
citations. 

(64)  lAC  27-40.74(6)    Request  for  a 
Hearing 

Iowa  proposes  to  delete  the  request 
for  a  hearing  requirements  at  30  CFR 
845.19  and  replace  them  with  similar 
requirements  that  include  State  specific 
language  and  citations. 

(65)  lAC  27-40.74(7)    Final 
Assessment  and  Payment  of  Penalty 

Iowa  proposes  to  delete  the  final 
assessment  and  payment  of  penalty 
requirements  at  30  CFR  845.20  and 
replace  them  with  similar  requirements 
that  include  State  specific  language  and 
citations. 

(66)  lAC  27-40.74(8)    Use  of  Civil 
Penalties  for  Reclamation 

Iowa  proposes  to  add  a  provision 
allowing  the  Division  (in  accordance 
with  Iowa  Code  section  83.10(6))  to 


expend  funds  collected  from  dvil 
penalties  to  perfann  ledamation  work 
on  sites  where  the  bood  has  been 
forfeited  and  additional  funds  are 
needed  to  complete  the  reclamation  of 
the  site. 

(67)  lAC  27-40.75(83)    Individual 
Gvil  Penalties 

Iowa  proposes  to  ado^  by  reference 
30  CFR  part  846  as  in  eOect  on  "July  1, 
1991  Isicl,"  concerning  individual  dvil 
penalties. 

(68)  lAC  27-40.75(2)    Definitions 

Iowa  proposes  to  delete  the 
definitions  of  "violation,  failure,  or 
refusal"  at  30  CFR  846.5  and  replace 
them  with  similar  requirements  that 
include  State  specific  language  and 
citations. 

(69)  lAC  27-40.75(3)    Final  Order  and 
Opportunity  for  Review 

Iowa  proposes  to  delete  the 
requirements  of  30  CFR  846.17(b)(1)  and 
replace  them  with  similar  requirements 
diat  include  State  specific  language  and 
citations. 

(70)  lAC 27-40.75(4)    Service 

Iowa  proposes  to  delete  the 
requirements  of  30  CFR  846.17(c)  and 
replace  them  with  similar  requirements 
that  include  State  specific  language  and 
citations. 

(71)  lAC  27-40.81(83)    Standards  for 
Certification  of  Blasters 

Iowa  proposes  to  replace  the 
incorporation  by  reference  of  30  CFR 
part  850  as  in  effect  on  July  1. 1987, 
with  the  Federal  rules  as  in  effect  on 
July  1, 1992. 

(72)  LAC  27-40.82(83) 
Blasters 

Iowa  proposes  to  replace  the    ^^ 
incorporation  by  reference  of  30  CFR 
part  955  as  in  effect  on  July  1, 1987, 
with  the  rules  as  in  effect  on  July  1. 
1992. 


Certification  of 


m.  Public  Comment  Procedures 

In  accordance  with  the  provision  of 
30  CFR  732.17(h),  OSM  is  seeking 
comments  on  whether  the  proposed 
amendment  satisfies  the  applicable 
program  approval  criteria  of  30  CFR 
732.15.  If  Uie  amendment  is  deemed 
adequate,  it  will  become  part  of  the 
Iowa  program. 

Written  Oimments 

Written  comments  should  be  specific, 
pertain  only  to  the  issue  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  recommendations. 


Comments! 
indicated  uj 
locations  ot 
Field  Office 
considered 
included  in 

Public  Heai 


Public  Mee 
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Comments  received  after  the  time 
indicated  under  "DATES"  or  at 
locations  other  than  the  Kansas  City 
Field  Office  will  not  necessarily  be 
considered  in  the  fined  rulemaking  or 
included  in  the  administrative  record. 

Public  Hearing 

Persons  wishing  to  testify  at  the 
pubUc  hearing  should  contact  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT  by  4  p.m.,  C.S.t. 
January  29, 1993.  The  location  and  time 
of  the  hearing  will  be  arranged  with 
those  persons  requesting  the  hearing.  If 
no  one  requests  an  opportunity  to  testify 
at  the  pubUc  hearing,  the  hearing  will 
not  be  held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  comment  having  been 
heard.  Persons  in  the  audience  who 
have  not  been  scheduled  to  testify,  and 
who  wish  to  do  so,  will  be  heard 
following  those  who  have  been 
scheduled.  The  hearing  will  end  after  all 
persons  scheduled  to  testify  and  persons 
present  in  the  audience  who  wish  to 
testify  have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportunity  to  testify  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendment  may 
request  a  meeting  at  the  OSM  office 
listed  under  FOR  FURTHER  INFORMATION 
CONTACT.  All  such  meetings  will  be 
open  to  the  public  and,  if  possible, 
notices  of  meetings  will  be  posted  at  the 
location  listed  under  ADDRESSES.  A 
written  summary  of  each  meeting  will 
be  made  a  part  of  the  administrative 
record. 

rv.  Procedural  Determinations 

Compliance  With  the  National 
Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d}  of  SMCRA  (30  U.S.C.  1292(d)l 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C. 
4332(2)(C). 


Compliance  With  Executive  Order  No. 
12291 

On  July  12, 1984.  the  Office  of 
Management  and  Budget  (0MB)  granted 
OSM  an  exemption  from  sections  3. 4. 
7,  and  8  of  Executive  Order  12291 
(Reduction  of  Regulatory  Burden)  for 
actions  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions,  and  program 
amendments.  Therefore,  preparatida  Of 
a  Regulatory  Impact  Analysis  is  not 
necessary  and  0MB  regulatory  review  is 
not  required. 

Compliance  With  the  Regulatory 
Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  effect  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal, 
which  is  the  subject  of  this  rule,  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
signiHcant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

Compliance^ith  Executive  Order 
12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778 
(Civil  Justice  Reform)  and  has 
determined  that,  to  the  extent  allowed 
by  law,  this  rule  meets  the  applicable 
standards  of  subsections  (a)  and  (b)  of 
that  section.  However,  these  standards 
are  not  applicable  to  the  actual  language 
of  State  regulatory  programs  and 
program  amendments  since  each  such 
program  is  drafted  and  promulgated  by 
a  specific  State,  not  by  OSM.  Under 
sections  503  and  505  of  SMCRA  (30 
U.S.C.  1253  and  1255)  and  30  CFR 
730.11,  732.15,  and  732.17(h)(10), 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the  States  must  be  based 
solely  on  a  determination  of  whether  the 
submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  requirements  of  30  CFR 
Parts  730,  731,  and  732  have  been  met. 


Compliance  With  the  Paperwork 
Reduction  Ad 

This  rules  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C 
3507  et  seq. 

List  of  Subjects  in  30  CFR  Part  915 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  Decemlier  7, 1992. 
Raymond  L.  Lowrte, 

Assistant  Director.  Western  Support  Center. 
(PR  Doc.  93-862  Filed  1-13-93;  8:45  am] 

BILUNO  COOe  431O-0KH 

30  CFR  Part  916 

Kansas  Permanent  Regulatory 
Program 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM), 
Interior. 

ACTION:  Proposed  rule;  reopening  and    ^ 
extension  of  public  comment  period  on 
proposed  amendment. 

SUMMARY:  OSM  is  reopening  the  public 
comment  period  and  annoimcing  the 
receipt  of  revisions  to  a  previously 
submitted  amendment  to  the  Kansas 
permanent  regulatory  program 
(hereinafter,  the  "Kansas  program") 
under  the  Surface  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA).  The 
revised  amendment  proposes  further 
changes  to  provisions  of  the  Kansas 
regulations  pertaining  to  meaning  of 
terms,  permit  applications, 
administrative  hearing  procedure, 
permit  renewal,  permit  transfers, 
assignments,  and  sales,  coal  exploration, 
bonding  procedure,  performance 
standards,  underground  mining,  small 
operator  assistance  program,  lands 
unsuitable  for  surface  mining,  training 
and  certification  of  blasters,  employee 
financial  interests,  and  inspection  and 
enforcement.  The  amendment  is 
intended  to  revise  the  State  program  to 
be  consistent  with  the  corresponding 
Federal  standards,  clarify  ambiguities, 
and  improve  operational  efficiency. 

This  document  sets  forth  the  times 
and  locations  that  the  Kansas  program 
and  proposed  amendment  to  that 
program  are  available  for  public 
inspection,  the  conunent  period  during 
which  interested  persons  may  submit 
written  comments  on  the  proposed 
amendment,  and  procedures  that  will  be 
followed  regarding  the  public  hearing,  if 
one  is  requested. 
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DATES:  Written  commaBts  must  be 

received  by  4:00  p.m.,  cs-t..  January  29. 

1993. 

ADDRESSES:  Written  comments  should 

be  mailed  or  hand  delivered  to  Jerry  R. 

Ennis  at  the  address  listed  below. 

Copies  of  the  Kansas  program,  the 
proposed  amendment,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  the  addresses  listed  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  holidays. 
Each  requester  may  rvceive  one  free 
copy  of  the  proposed  aroaDdmant  by 
contacting  OSM's  Kansas  City  Field 
Office. 

Jerry  R.  Ennis.  Director.  Kansas  Qty 
Field  Office,  Office  of  Surface  Mining 
Reclamation  and  Enforcement.  934 
Wyandotte,  room  SCO,  Kansas  Qty, 
MO  64105  Telephone:  (816)  374-6405 
Kansas  Depaitment  of  Healtii  and 
Environment.  Bureau  of 
Environmental  Remediation.  Surface 
Mining  Section.  1501  S.  Joplin,  P.O. 
Box  1418,  Pitt^urg.  KS  66762 
Telephone:  (316)  231-8615. 
FOR  fUmCR  MKMHAIION  CONTACT: 
Jury  R.  Ennis.  telephone:  (816)  374- 
6405. 

SUfPLEHENTARY  MFORMATION: 


I.  BaclKgroviid  (m  the  Kaaaaa  Program 

On  January  21. 1981.  the  Secretary  of 
Interior  conditionally  approved  the 
Kansas  program.  General  background 
inframatian  on  the  Kansas  program, 
induding  the  Secretary's  findings,  the 
disposition  of  comments,  and  the 
conditions  of  approval  of  the  Kansas 
program  can  be  round  in  the  January  21, 
1981,  Federal  Ragbler  (46  FR  5892). 
Subsequent  actions  concerning  Kansas' 

Erogram  and  program  amendments  can 
B  found  at  30  CFR  916.12. 916.15.  and 
916.16. 

n.  Discuaaion  of  Propoaad  Amradment 

By  letter  dated  July  10, 1992. 
(Administrative  Record  No.  KS-511) 
Kansas  submitted  a  proposed 
am«ndm«it  to  its  program  pursuant  to 
SMCRA.  Kansas  submitted  the  proposed 
amendment  with  the  intent  of  satisfying 
the  required  program  amendments  at  30 
CFR  916.16(b)  and  at  the  State's  own 
initiative  to  improve  its  program. 

OSM  announoad  receipt  of  the 
propoaed  amendment  in  the  August  18. 
1992.  Federal  Eagia«8r  (57  FR  37132) 
and.  in  the  same  notioe,  opened  the 
public  comment  period  and  provided 
opportunity  for  a  public  hearing  on  the 
adequacy  of  the  pn^xieed  amemlment 
lite  public  comiawrt  period  ended  on 
Septembw  18. 1082.  Hm  pubUc  heating 
scheduled  fat  September  14. 1992.  was 


not  held  because  no  one  requested  an 
opportunity  to  testify. 

By  letter  dated  October  22, 1992 
(Administrative  Record  No.  KS-540), 
OSM  provided  Kansas  with  its 
questions  and  commmits  about  the  July 
10, 1992,  amendment  submission.  In 
response  to  OSM's  letter,  Kansas 
submitted  a  revised  amendment  by 
latter  dated  December  23, 1902 
(Administrative  Record  Na  KS-545). 
This  new  amendment  submission 
contains  further  revisions  to  Articles  2 
through  4  and  6  throu^  15  of  the 
Kansas  Administrative  Regulations 
(K.A.R.).  The  amendment  proposes 
numerous  changes  to  the  format  and 
nonsubstantive  wording  changes  to 
clarify  the  regulations.  The  substantive 
changes  proposed  by  Kansas  are 
discussed  briefly  below: 

(1)  Complete  and  Accurate 
App/jcotio/i 

ICAJL  47-2-14:  Kansas  proposes  to 
delete  its  definition  of  complete  and 
accurate  application. 

(2)  Meaning  of  Terms 

K.A.R.  47-2-75:  Kansas  proposes  to 
update  its  regulations  concerning 
definition  of  terms  by  changing  its 
adoption  by  reference  of  30  CFR  700.5, 
701.5,  705.5.  773.5.  and  846.5  from 
those  that  existed  on  July  1. 1990.  to 
those  that  existed  on  July  1. 1992. 


(3)    P&mit  Application 

a.  1LA.R.  47-3-2:  Kansas  proposes  to 
update  its  regulations  concerning 
application  for  mining  permit  by 
changing  its  adoption  by  reference  <tf  30 
CFR  777.11,  777.13,  777.14.  and  777.15 
from  those  that  existed  on  July  1. 1990. 
to  those  that  existed  on  July  1. 1992. 

b.  K.A.R.  47-3-42:  Kansas  proposes  to 
update  its  regulations  concerning 
application  for  mining  permit  by 
(hanging  its  adoption  by  reference  of 
reference  of  30  CFR  778.13. 778.14. 
778.15,  778.16. 778.17(a).  778.18, 

778.21.  778.22.  779.4.  770.11.  770.12, 
770.18.  770.19.  779.21.  770.22.  770.24, 
770.25,  780.4,  780.11,  780.12, 780.13, 
780.14.  780.15.  780.16,  780.18,  780.21, 

780.22.  780.23, 780.25.  780.27.  780.20. 
780.31.  780.33.  780.3S.  780.37,  780.38, 
785.13.  785.17.  785.18.  785.20,  785.21. 
785.22.  773.13.  773.15,  773.19,  773.20. 
773.21,  701.11(e),  and  773.12  from  those 
that  existed  on  July  1, 1990,  to  those 
that  existed  on  Jufy  1. 1092. 

(4)    Rules  of  Procedure 

K-AJL  47-4-14a(c)(l):  Kansas 
proposas  that  hearings  shall  beheld  in 
the  locatian  designatad  by  tibm  presiding 
officer  •  *  *  axoapt  at  otharwiaa 


provided  by  the  Stole  Act.  1LA.R.  47-2- 
64. 

(5)  Formal  Hearing 

K.A.R.  47-4-14a(d)(2)(D):  Kansas 
proposes  that  in  the  event  the  presiding 
officer  fails  to  grant  a  petition  for 
disqualification,  the  petitioning  party 
may  file  an  affidavit  of  personal  bias  or    - 
disqualification  with  substantiating 
facts,  and  the  secretary  of  the  Kansas 
department  of  health  and  environment 
shall  determine  the  matter  of 
disqualification. 

(6)  Orders.  Initial  and  Final 
K.A.R.  47-4-14a(dMl3)(F):  Kansas 

proposes  diat  the  presiding  officer  shall 
allow  the  parties  to  a  proceeding  an 
opportimity  to  submit  proposed 
findings  of  &ct  and  oonclusions  of  law 
together  with  a  supporting  brief  at  a 
time  designated  by  the  presiding  officer. 

(7)  Permit  Renewals 

K.A.R.  47-6-3:  Kansas  proposes  to 

update  its  regulations  concerning  permit 
renewals  by  changing  its  adoption  by 
reference  oif  30  CFR  774.15  from  those 
that  existed  on  July  1, 1990,  to  those 
that  existed  on  July  1, 1992. 

(8)  Permit  Transfers,  Assignments,  and 
Sales 

K.A.R.  47-6-4:  Kansas  proposes  to 
update  its  regulations  concerning  permit 
renewals  by  changing  its  adoption  by 
reference  of  30  CFR  774.17,  from  those 
that  existed  on  July  1. 1900.  to  those 
that  existed  on  July  1, 1002. 

(9)  Permit  Conditions 

K.A.R.  47-6-6:  Kansas  proposes  to 
update  its  regulati<Nis  concOTnii^  permit 
conditions  by  changing  its  adoption  by 
reference  of  30  CFR  773.17,  from  those 
that  existed  on  July  1, 1000,  to  those 
that  existed  on  July  1, 1002. 

(10)  Termination  of  Jurisdiction 
K.A.R.  47-6-8:  Kansas  proposes  to 

update  its  reg^tions  concerning 
termination  (k  jurisdiction  by  changing 
its  adoption  by  reference  of  30  CFR 
700.11,  from  those  that  existed  on  July 
1, 1900,  to  those  that  existed  on  July  1. 
1002. 

(11)  Exemption  for  Coal  Extraction 
Incident  to  Government  Financed 
Midway  or  Other  Construction 

K..AJL  47-6-0:  Kansas  proposes  to 
update  its  regulations  cooceming 
exemption  for  coal  extraction  inddent 
to  government  financed  highway  or 
other  coBstiuctian  by  chaining  its 
adoption  by  refoimoa  of  30  CFR  707.4, 
707.5, 701.11.  and  707.12  from  those 
that  existed  on  |aly  1. 1900,  to  those 
that  existed  on  July  1. 1002. 
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(1 2)    Exemption  of  Coal  Extractkm 
Incidental  to  the  Extractioa  of  Other  , 
Minerals 

K.AJt  47-6-10:  Kansas  proposes  to 
update  its  regulations  cmcerning 
exemption  for  coal  extraction  incidental 
to  the  extracti<Hi  of  other  minerals  by 
changing  its  ad<^iti<m  fay  refisraice  of  30 
CFR  702.1.  702.5.  702.10.  702.11, 

702.12.  702.13.  702.15.  702.16,  702.17, 
and  702.18  from  those  that  existed  on 
July  1. 1990,  to  those  that  existed  on 
July  1.1992. 

(13J    Coal  Exploration 

KA.R.  47-7-2:  Kansas  proposes  to 
update  its  r^ulations  concerning  coal 
exploration  by  changing  its  adoption  by 
reference  of  30  CFR  772.11.  772.12. 

772.13.  772.14,  and  772.15  from  those 
that  existed  on  July  1. 1990,  to  those 
that  existed  on  July  1. 1992. 

(1 4)  Bonding  Procedures 

K.A.R.  47-8-9:  Kansas  proposes  to 
update  its  regulations  concerning 
bonding  procedures  by  dianging  its 
adoption  by  reference  of  30  CFR  800.4. 
800.5,  800.11.  800.12.  800.13,  800.14. 
800.15.  800.16,  800.17,  800.20.  800.21. 
800.30,  800.40,  800.50.  and  800.60  from 
those  that  existed  on  July  1. 1990.  to 
those  that  existed  on  July  1, 1992. 

(15)  SelfBond 

K.A.R.  47-6-9,  incorporating  by 
reference  30  CFR  800.12(c):  Kansas 
proposes  to  delete  the  provision  at  30 
CFR  800.12(c)  that  would  allow  Kansas 
to  use  a  self  bond  for  the  performance 
bond. 

(16)  Performance  Standards 

K.A.R.  47-9-1:  Kansas  proposes  to 
update  its  regulations  concerning 
performance  standards  by  changing  its 
adoption  by  reference  of  30  CFR  parts 
810,  815,  816,  817,  819,  823,  827. and 
828  from  those  that  existed  on  July  1. 
1990  to  those  that  existed  on  July  1, 
1992. 

(1 7)  Backfilling  and  Grading:  Time 
and  Distance  Requirements 

K.A.R.  47-9-1  (c).  incorporating  by 
reference  30  CFR  816.101  and  816.102: 
Kansas  proposes  to  delete  its 
requirements  at  30  CFR  816.102  that 
absent  an  approved  schedule, 
backfilling  and  grading  will  be 
completed  within  180  days  following 
coal  removal  and  shall  not  be  more  than 
four  spoil  ridges  behind  the  pit  being 
worked,  the  spoil  from  the  active  pit 
being  considered  the  first  ridge.  Kansas 
that  adds  the  requirements  of  30  CFR 
816.101  concerning  time  and  distance 
requlremoits  for  backfilling  and 
grading. 


(18)  Undergroond  Mii^i^ 

K.A.R.  47-10-1:  Kansas  proposes  to 
update  its  regulations  concerning 
underground  mining  by  dianging  its 
adoption  by  rderence  of  30  GPR  parti 
783  and  784  from  those  that  existed  on 
July  1, 1990.  to  those  that  existed  on 
July  1, 1992. 

(19)  Small  Operate  Assistance 
Program 

K.A.R.  47-11-8:  Kansas  proposes  to 
update  its  regulations  concerning  the 
small  operator  assistance  program  by 
changing  its  adopticm  by  reference  of  30 
CFR  795.3.  795.6.  795.7.  795.8.  795,9. 

795.10.  795.11,  and  795.12  from  those 
that  existed  on  July  1, 1990.  to  those 
that  existed  on  Jiily  1. 1992. 

(20)  Lands  Unsuitable  for  Surface 
Mining 

K.A.R.  47-12-4:4Cansas  proposes  to 
update  its  regulations  concerning  lands 
unsuitable  for  surface  mining  by 
changing  its  adoption  by  refcncica  of  30 
CFR  761.5.  761.11.  761.12. 762.5, 

762.11,  762.13,  762.14,  764.13,  764.15, 

764.17,  764.19.  764.21.  764.23,  and 
764.25  from  those  that  existed  on  July 
1, 1990.  to  those  that  existed  on  July  1. 
1992. 

(21)  Training  and  Certification  of 
Blasters 

K.A.R.  47-13-4:  Kansas  proposes  to 
update  its  regulations  concerning 
training  and  certification  of  blasters  by 
changing  its  adoption  by  reference  of  30 
CFR  part  850  from  those  that  existed  on 
July  1, 1990.  to  those  that  existed  on 
July  1. 1992. 

(22)  Employee  Financial  Interest 

K.A.R.  47-14-4:  Kansas  proposes  to 
update  its  regulations  concerning 
employee  financial  interest  by  changing 
its  adoption  by  reference  of  30  CFR 
705.4  (a)  and  (c).  705.6(b).  705.11  (a), 
(b),  (c)  and  (d).  705.13.  705.15,  705.17, 

705.18,  705.19(a),  and  705.21  from  those 
that  existed  on  July  1. 1990.  to  those 
that  existed  on  July  1. 1992. 

(23)  Inspection  and  Enforcement 

K.A.R.  47-15-la:  Kansas  pn^Kiees  to 
update  its  regulations  conconing 
inspection  and  enforcement  by  changing 
its  adopticm  by  reference  of  30  CFR 
840.11.  840.14.  843.5.  840.12.  842.14. 

842.15.  843.11,  843.12,  843.13,  843.15, 

843.16,  843.20,  and  840.16  from  those 
that  existed  on  July  1, 1900,  to  those 
that  existed  on  July  1. 1992. 

m.  Public  Comment  Prooeduraa 

In  accordance  vrith  the  provisions  of 
30  CFR  732.17(h),  OSM  is  aeddng 
comnMnts  cm  whether  the  proposed 


amendment  satisfies  die  a|q}licable 
program  approval  criteria  of  30  CFR 
732.15.  If  Oie  amendment  is  deemed 
adequate,  it  will  become  part  of  the 
Kansas  program. 

Wrieten  Comniente 

Written  comments  should  be  specific 
pertain  only  to  the  issue  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  renommwndations. 
Comments  received  aiter  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Kansas  Qty  Field  Office 
will  not  necessarily  be  considered  in  the 
final  rulemaking  or  inchided  in  the 
administrative  record. 


Public  Hearing 

Persons  wishing  to  testify  at  the 
public  hearing  should  contact  the 
person  listed  \mder  TOR  FURTHER 
MF0RUAT10N  CONTACT  by  4  p  jn.,  CS.t 
January  29, 1993.  The  location  and  time 
of  the  bearing  will  be  arranged  with 
those  persons  requesting  the  hearing.  If 
no  one  requests  an  opportunity  to  testify 
at  the  public  hearing,  the  hearing  will 
not  be  held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  writtm  statnnents  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  puUic  hearing  will  continue  cm 
the  specified  data  until  all  persons 
scheduled  to  comment  having  been 
heard.  Persons  in  the  audience  who 
have  not  been  scheduled  to  testify,  and 
who  wish  to  do  so.  will  be  heard 
following  those  %«^o  have  been 
schedulmL  The  hearing  will  end  after  all 
pereons  sdieduled  to  testify  and  persons 
present  in  the  audience  who  wish  to 
testify  have  been  heard. 

Public  Meeting 

If  only  one  perscm  requests  an 
opportimity  to  testify  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representativse  to 
discuss  the  proposed  amandmsot  may 
request  a  meeting  at  the  OSM  office 
listed  under  TOR  RJRTHER  MTOmiATKM 
CONTACT.  All  such  meetings  will  be 
open  to  the  public  md,  if  possible, 
notices  of  meetings  will  be  posted  at  the 
locations  listed  under  ADORCStCt.  A 
%vrittui  summary  of  each  meeting  will 
be  made  a  part  of  the  administntive 
record. 


4384  Federal  Regtoter  /  Vol.  58.  No.  9  /  Thursday,  January  14.  1993  /  Proposed  Rules 


IV.  Procadnnl  Determinatioiu 

Compliance  With  the  Nationd 
Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  [30  U.S.C  1292(d)l 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C. 
4332(2)(C). 

Compliance  With  Executive  Order  No. 
12291 

On  July  12. 1984,  the  Office  of 
Management  and  Budget  (0MB)  granted 
OSM  an  exemption  from  sections  3.  4. 
7.  and  8  of  Executive  Order  12291  for 
actions  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions,  and  program 
amendments.  Therefore,  preparation  of 
a  Regulatory  Impact  Analysis  is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Compliance  With  the  Regulatory 
Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  effect  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal, 
which  is  the  subject  of  this  rule,  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

Compliance  With  Executive  Order 
12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778 
(Civil  Justice  Reform)  and  has 
determined  that,  to  the  extent  allowed 
by  law,  this  rule  meets  the  applicable 
standards  of  subsection  (a)  and  (b)  of 
that  section.  However,  these  standards 
are  not  applicable  to  the  actual  language 
of  State  regulatory  programs  and 
program  amendments  since  each  such 
program  is  drafted  and  promulgated  by 
a  specific  State,  not  by  OSM.  Under 


sections  503  and  505  of  SMCRA  (30 
U.S.C  1253  and  1255)  and  30  CFR 
730.11,  732.15,  and  732.17(h)(10), 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the  States  must  be  based 
solely  on  a  determination  of  whether  the 
submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  requirements  of  30  CFR 
parts  730,  731.  and  732  have  been  met. 

Compliance  With  the  Paperwork 
Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act.  44  U.S.C. 
3507  et  seq. 

List  of  Subjects  in  30  CFR  Part  916 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  January  5, 1993. 
Raymond  L.  Lowrie, 

Assistant  Director.  Western  Support  Center 
(PR  Doc  93-872  Filed  1-13-93:  8:45  am) 
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30  CFR  Part  917 

Kentucky  Permanent  Regulatory 
Program;  Hearinga 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

ACTKW:  Proposed  rule;  reopening  and 

extension  of  comment  period  on 

proposed  amendment.    ^^^ 

SUMMARY:  OSM  is  announcing  the 
receipt  of  revisions  to  a  previously 
prepared  amendment  to  the  Kentucky 
permanent  regulatory  program 
(hereinafter  referred  to  as  the  Kentucky 
program)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA).  By  letter  of  December  10, 
1992  (Administrative  Record  No.  KY- 
1202).  Kentucky  resubmitted  a  proposed 
program  amendment  that  revises  and 
completes  their  proposed  hearing 
regulations  as  amended  during  the 
Kentucky  regulation  promulgation 
process  under  Kentucky  Revised 
Statutes  (KRS)  chapter  350.  The 
proposed  amendment  includes  the  final 
promulgation  of  regulation  changes  to 
Kentucky  Administrative  Regulations 
(KAR)  at  405  KAR  7:001,  405  KAR 
7:091.  405  KAR  7:092.  405  KAR  8:001. 
and  405  KAR  12:020  that  relate  to 
hearings.  This  proposed  amendment 
supplements  two  earlier  proposed 
program  amendments  (Administrative 
Record  No.  KY-1170,  submitted  July  28, 


1992  and  KY-1180.  submitted 
September  18, 1992). 

This  docimient  sets  forth  the  times 
and  locations  that  the  Kentucky 
program  and  the  proposed  amendment 
are  available  for  public  inspection,  the 
comment  period  which  interested 
persons  may  submit  written  comments 
on  the  proposed  amendment,  and  the 
procedures  that  will  be  followed 
regarding  a  public  hearing,  if  one  is 
requested. 

DATES:  Written  comments  must  be 
received  on  or  before  4  p.m.  on  January 
29, 1993.  If  requested,  a  public  hearing 
on  the  proposed  amendment  will  be 
held  at  10  a.m.  on  January  25. 1993. 
Requests  to  present  oral  testimony  at  the 
hearing  must  be  received  on  or  before  4 
p.m.  on  January  19. 1993. 
ADDRESSES:  Written  comments  and 
requests  for  a  hearing  should  be  mailed 
or  hand  delivered  to:  WiUiam  J. 
Kovacic.  Director,  Lexington  Field 
Office,  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  2675 
Regency  Road.  Lexington.  Kentucky 
40503-2922.  Copies  of  the  Kentucky 
program,  the  proposed  amendment,  and 
all  written  comments  received  in 
response  to  this  document  will  be 
available  for  review  at  the  addresses 
listed  below.  Monday  through  Friday.  9 
a.m.  to  4  p.m..  excluding  holidays.  Each 
requestor  may  receive,  free  of  charge, 
one  copy  of  the  proposed  amendment 
by  contacting  OSM's  Lexington  Field 
Office. 

Office  of  Surface  Mining  Reclamation 
and  Enforcement.  Lexington  Field 
Office.  Regency  Road.  Lexington, 
Kentucky  40503-2922,  Telephone: 
(606) 233-2896. 
Office  of  Surface  Mining  Reclamation 
and  Enforcement,  Eastern  Support 
Center,  Ten  Parkway  Center, 
Pittsburgh.  Pennsylvania  15220, 
Telephone:  (412)  937-2828. 
Department  for  Surface  Mining 
Reclamation  and  Enforcement,  No.  2 
Hudson  Hollow  Complex,  Frankfort, 
Kentucky  40601,  Telephone:  (502) 
564-6940. 

If  a  public  hearing  is  held,  its  location 
will  be:  The  Harley  Hotel,  2143  North 
Broadway,  Lexington,  Kentucky  40505. 
FOR  FURTHER  INFORMATION  CONTACT: 
William  J.  Kovacic,  Director,  Lexington 
Field  Office,  Telephone  (606)  233-2896. 

SUPPLEMENTARY  INFORMATION: 

L  Background 

On  May  18. 1982.  the  Secretary  of  the 
Interior  conditionally  approved  the 
Kentucky  program.  Information 
pertinent  to  the  general  backgroimd. 
revisions,  modifications,  and 
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amendments  to  the  i»opo»«d  permanoit 
program  sutMnissioii.  as  well  aa  the 
Secretary's  findinga,  the  dispoaition  of 
conuiMiiU  and  a  detailed  explanatioa  <rf 
the  conditions  of  approval  can  be  fEwnd 
in  the  May  18. 1982.  Federal  ^ 
(47  FR  214CM-21435).  SubsaqiMDt 
actions  concerning  the  amditicHM  of 
approval  and  program  amendments  are 
identified  at  30  CFR  917.11,  917.15, 
917.16,  and  917.17. 

II.  Discussion  of  Amendment 

By  letter  of  December  10, 1992. 
(Administrative  Recwd  No.  ICY-1202) 
Kentucky  resubmitted  a  proposed 
program  amendment  that  revises  and 
completes  their  proposed  hearing 
regulations  as  amended  during  the 
Kentucky  regulation  promulgation 
process  under  Kentucky  Revised 
Statutes  (KRS)  chapter  350.  The 
proposed  amendment  includes  the  final 
promulgation  of  regulation  changes  to 
Kentucky  Administrative  Regulations 
(KAR)  at  405  KAR  7:001,  405  KAR 
7:091,  405  KAR  7:092,  405  KAR  8:001, 
and  405  KAR  12:020  that  relate  to 
hearings.  This  proposed  amendment 
supplements  two  eariier  proposed 
program  amendments  (Administrative 
Record  No.  KY-1170,  submitted  July  28. 
1992  and  KY-1180,  submitted 
September  18, 1992).  This  resubmission 
is  the  same  as  the  proposed  amendment 
KY-1170  as  modified  and  submitted  in 
the  proposed  program  amendment  KY- 
1180  except  for  the  following  final 
changes  made  during  the  State 
regulation  promulgation  process.  The 
changes  are  as  follows: 

1.  405  KAR  7:001  section  1(63) 
amended  the  definition  of  "person." 

2.  405  KAR  7:091  section  5(a) 
amended  the  section  by  clarifying  a 
cross  reference  to  the  subsection  on 
service. 

III.  Public  Comment  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  now  seeking 
comment  on  whether  the  amendment 
proposed  by  Kentucky  satisfies  the 
applicable  program  approval  criteria  of 
30  CFR  732.15.  If  the  amendment  is 
deemed  adequate,  it  will  become  part  of 
the  Kentucky  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commentor's  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Lexington  Field  Office 
will  not  necessarily  be  considered  in  the 


final  rulemaking  or  included  in  the 
Administrative  Hecatd. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  ccmtact  the 
person  listed  under  FOR  RJRTHER 
wformahon  contact  by  4  pjn.  on 
January  25. 1993.  If  no  one  requests  an 
opportunity  to  comment  at  a  public 
hearing,  the  hearing  will  not  be  held. 
Filing  of  a  written  statem«it  at  the  time 
of  the  hearing  is  requested  as  it  will 
greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  imtil  all  persons 
scheduled  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  commmt.  and  who 
wish  to  do  so,  will  be  heard  following 
those  scheduled.  The  hearing  will  Mid 
after  all  persons  scheduled  to  comment 
and  persons  present  in  the  audience 
who  wi^  to  comment  have  been  beard. 

Public  Meeting 

If  only  one  person  requests  an 
opportxmity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  he  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendments  may 
request  a  meeting  at  the  OSM,  Lexington 
Field  Office  listed  under  ADDRESSES  by 
contacting  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT.  All  SUch 
meetings  will  be  open  to  the  public  and, 
if  possible,  notices  of  meetings  will  be 
posted  in  advance  at  the  locations  listed 
under  ADDRESSES.  A  written  summary  of 
each  meeting  will  be  made  a  part  of  the 
Administrative  Record. 

Executive  Order  12291 

On  July  12, 1984,  the  Office -of 
Management  and  Budget  (CAifB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  firom  sections  3,  4.  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditicmal 
approval  of  State  regulatory  programs, 
actions  and  program  amendinents. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12278 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 


standards  are  not  apfrficabte  to  the 
actual  language  of  State  reguktory 
programa  and  pfogcam  amendments 
since  each  such  program  is  drafted  lad 
promulgated  by  a  specific  State.  luit  by 
OSM.  Under  sections  503  and  SOS  of  the 
Siir&ce  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C 
1253  and  1255)  and  30  CFR  730.11. 
732.15  and  732.17(h)(10).  dedaions  on 
proposed  State  regulatory  programs  and 
program  amendments  anbmittad  by  the 
States  must  be  based  solely  on  a 
determination  of  wdiether  the  submittal 
is  consistent  with  Sb^CRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  parts  730, 731  and  732  have  been 
met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  |30  U.S.C.  1292(d)l 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C 
4332(2)(C). 

Paperwork  Beductkm  Act' 

This  rule  does  not  contain 
information  collection  reqxurements  that 
require  approval  of  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C. 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Intericn'  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
sul^tantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  coimterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determinaticm  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Fait  917 

Intergovernmental  relations,  Surfece, 
mining.  Underground  mining. 
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Dated:  Decsmber  29, 1992. 
JtBny  D.  |amtt. 

Acting  Assistant  Dinctor,  Eastern  Support 
Center. 

(FR  Doc  93-864  Filed  1-13-93;  8:45  am] 
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30  CFR  Part  917 

Kantucky  Parmanant  Ragutatory 
Program;  Termination  and  Raasaartlon 
of  Jurisdiction 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

ACTION:  Proposed  rule:  reopening  and 

extension  of  comment  period  on 

proposed  amendment. 

summary;  OSM  is  announcing  the 
receipt  of  revisions  to  a  previously 
prepared  amendment  to  the  Kentucky 
permanent  regulatory  program 
(hereinafter  referred  to  as  the  Kentucky 
program)  under  the  Surfece  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA).  By  letter  of  December  9. 1992 
(Administrative  Record  No.  KY-1199) 
Kentucky  resubmitted  a  proposed 
program  amendment  which  was 
originally  submitted  on  July  21, 1992 
(Auninistrative  Record  Number  KY- 
1199)  Kentucky  resubmitted  a  proposed 
program  amendment  which  was 
originally  submitted  on  July  -21, 1992 
(Administrative  Record  Number  KY- 
1165).  The  resubmission  incorporates 
revisions  made  diuing  the  Kentucky 
promulgation  process  under  Kentucky 
Revised  Statutes  (KRS)  Chapter  13A. 
The  amendment  consists  of  proposed 
modifications  to  Kentucky 
Administrative  Regulations  (KAR)  at 
405  KAR  7:030. 1:007  and  3:007  that 
relate  to  termination  and  reassertion  of 
iurisdiction. 

This  doaunent  sets  forth  the  times 
and  locations  that  the  Kentucky 
program  and  the  proposed  amendment 
are  available  for  public  inspection,  the 
comment  period  during  which 
interested  persons  may  submit  written 
comments  on  the  proposed  amendment, 
and  the  procedures  that  will  be  followed 
regarding  a  public  hearing,  if  one  is 
requested. 

DATES:  Written  comments  must  be 
received  on  or  before  4  p.m.  (m  January 
29, 1993.  If  requested,  a  public  hearing 
on  the  proposed  amendment  will  be 
held  at  10  a.m.  on  January  25, 1993. 
Requests  to  present  oral  testimony  at  the 
heuing  must  be  received  on  or  before  4 
p.m.  on  January  19, 1993. 
ADDRESSES:  Written  comments  and 
requests  for  a  hearing  should  be  mailed 
or  hand  delivered  to:  William  J. 


Kovacic,  Director,  Lexington  Field 
Office.  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  2675 
Regency  Road.  Lexington.  Kentucky 
4053.  Copies  of  the  Kentucky  program, 
the  proposed  amendment,  and  all 
written  comments  received  in  response 
to  this  notice  will  be  available  for 
review  at  the  address  listed  below. 
Monday  through  Friday.  9  a.m.  to  4 
p.m..  excluding  hoUdays.  Each 
requestor  may  receive,  free  of  charge, 
one  copy  of  the  proposed  amendment 
by  contacting  OSM's  Lexington  Field 
office. 
Office  of  Surface  Mining  Reclamation 

and  Enforcement,  Lexington  Field 

Office.  2675  Regency  Road. 

Lexington,  Kentucky  40503. 

Telephone:  (606)  233-2896 
Office  of  Surface  Mining  Reclamation 

and  Enforcement,  Eastern  Support 

Center,  Ten  Parkway  Center. 

Pittsburgh.  Pennsylvania  15220. 

Telephone:  (412)  937-2828 
Department  for  Surface  Mining 

Reclamation  and  Enforcement.  No.  2 

Hudson  Hollow  Complex,  Frankfort. 

Kentucky  40601.  Telephone:  (502) 

564-6940 

If  a  public  hearing  is  held,  its  location 
will  be:  The  Harley  Hotel.  2143  North 
Broadway.  Lexington,  Kentucky  40505. 

FOR  FURTHER  M4F0RMATI0N  CONTACT: 
William  J.  Kovacic,  Director.  Lexington 
Field  Office.  Telephone  (606)  233-2896. 

SUPPtEMENTARY  INFORMATION: 

I.  Bacl(ground 

On  May  18, 1982,  the  Secretary  of  the 
Interior  conditionally  approved  the 
Kentucky  program.  Information 
pertinent  to  the  general  background, 
revisions,  modifications,  and 
amendments  to  the  proposed  permanent 
program  submission,  as  well  as  the 
Secretary's  findings,  the  disposition  of 
comments  and  a  detailed  explanation  of 
the  conditions  of  approval  can  be  found 
in  the  May  18, 1982,  Federal  Register 
(47  FR  21404-21435).  Subsequent 
actions  concerning  the  conditions  of 
approval  and  program  amendments  are 
identified  at  30  CFR  917.11.  917.15, 
917.16,  and  917.17. 

n.  Discussion  of  Amendment 

By  letter  of  December  9. 1992, 
(Administrative  Record  No.  KY-1199) 
Kentucky  resubmitted  a  proposed 
program  amendment  which  was 
originally  submitted  on  July  21, 1992 
(Administrative  Record  Number  KY- 
1165).  The  resubmission  incorporates 
revisions  made  diuing  the  Kentucky 
promulgation  process  under  Kentucky 
Revised  Statutes  (KRS)  Chapter  13A. 
The  amendment  consists  of  proposed 


modifications  to  Kentucky 
Administrative  Regulations  (KAR)  at 
405  KAR  7:030, 1:007  and  3:007  that 
relate  to  the  termination  and  reassertion 
of  jurisdiction. 

lliis  resubmission  is  the  same  as  the 
July  21, 1992,  submittal  except  for  the 
following  changes  made  during  the 
State  regulation  promulgation  process. 
The  changes  are  as  follows: 

The  regulations  at  405  KAR  1:007  and 
3:007  were  changed  to  cover  the  possibility 
that  temiination  of  jurisdiction  could  occur 
after  November  1, 1992  on  sites  that  were 
mib)ect  to  interim  program  standards  but  for 
which  no  bond  was  posted,  in  which  case  the 
termination  of  jurisdiction  must  be  based 
upon  a  written  determination  that  applicable 
requirements  have  been  met,  rather  than 
upon  a  bond  release  determination. 

Also  included  in  the  proposed 
program  amendment  is  the  Statement  of 
Consideration  that  explains  the  pubUc 
comments  received  by  Kentucky  during 
the  State  promulgation  process. 

m.  Public  Comment  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  now  seeking 
comment  on  whether  the  amendment 
proposed  by  Kentucky  satisfies  the 
applicable  program  approval  criteria  of 
30  CFR  732.15.  If  the  amendment  is 
deemed  adequate,  it  will  become  part  of 
the  Kentucky  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commentor's  recommendations. 
Comments  received  after  the  time 
indicated  under  "DATES"  or  at  locations 
other  than  the  Lexington  Field  Office 
will  not  necessarily  be  considered  in  the 
final  rulemaking  or  included  in  the 
Administrative  Record. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  Usted  imder  FOR  FURTHER 
VtfORMATION  CONTACT  by  4  p.m.  on 
January  25. 1993.  If  no  one  requests  an 
opportunity  to  comment  at  a  pubUc 
hearing,  the  hearing  will  not  be  held. 
Filing  of  a  written  statement  at  the  time 
of  the  hearing  is  requested  as  it  will 
greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  comment,  and  who 
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wish  to  do  so.  will  be  heard  following 
those  scheduled.  The  hearing  will  end 
after  all  persons  scheduled  to  comment 
and  persons  present  in  the  audience 
who  wish  to  comment  have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportunity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  the  OSM  representatives  to 
discuss  the  proposed  amendments  may 
request  a  meeting  at  the  OSM,  Lexington 
Field  Office  listed  under  "ADDRESSES" 
by  contacting  the  person  listed  imder 
FOR  FURTHER  INFORMATION  CONTACT.  All 
such  meetings  will  be  open  to  the  public 
and,  if  possible,  notices  of  meetings  will 
be  posted  in  advance  at  the  locations 
listed  imder  ADDRESSES.  A  written 
summary  of  each  meeting  will  be  made 
a  part  of  the  Administrative  Record. 

Executive  Order  No.  12291 

On  July  12, 1984,  the  Office  of 
Management  and  Budget  (OMB)  granted 
OSM  an  exemption  from  sections  3, 4, 
7,  and  8  of  Executive  Order  12291  for 
actions  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions  and  program 
amendments.  Therefore,  preparation  of 
a  regulatory  impact  analysis  is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  review  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Ckintrol  and 
Reclamation  Act  (SMC31A)  (30  U.S.C. 
1253  and  1255)  and  30  CFR  730.11, 
732.15  and  732.17(h)(10),  decisions  on 
proposed  State  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  reqtiirements  of  30 
CFR  parts  730,  731  and  732  have  been 
met.- 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 


provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C 
4332(2)(C). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  reqviirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C. 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
\mder  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  917 

Intergovernmental  relations,  Siuface 
mining,  Underground  mining. 

Dated:  December  18, 1992. 
lefifrey  D.  Jarratt, 

Acting  Assistant  Director.  Eastern  Support 
Center. 

(FR  Doc.  93-865  Filed  1-13-93;  8:45  am] 
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30  CFR  Part  924 

MiMlMlppi  Regulatory  Program 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM), 

Interior. 

ACTION:  Proposed  rule^ 

SUmURY:  OSM  is  annoimcing  the 
receipt  of  proposed  amendments  to  the 
Mississippi  r^ulatory  program 
(hereinafter  referred  to  as  the 
Mississippi  program)  under  the  Sur&ce 
Mining  Control  and  Reclamation  Act  of 
1977  (SMCRA).  By  letter  dated 
December  15, 1992,  Mississippi 
submitted  a  proposed  amendment 


which  covers  a  wide  variety  of  topics. 
This  submittal  constitutes  a  complete 
rewrite  of  the  Mississippi  regulations 
making  them  consistent  with  current 
Federal  regulations. 

This  document  sets  forth  the  times 
and  locations  that  the  Mississippi 
program  and  proposed  amendments  to 
that  program  are  available  for  pubUc 
inspection,  the  comment  period  during 
which  interested  persons  may  submit 
written  comments  on  the  proposed 
amendments,  and  the  procedures  that 
v^U  be  followed  regarding  the  pubUc 
hearing,  if  one  is  requested. 
DATES:  Written  comments  must  be 
received  on  or  before  4  p.m.  on  February 
16, 1993.  If  requested,  a  pubUc  hearing 
on  the  proposed  amendments  will  be 
held  at  1  p.m.  on  February  8, 1993. 
Requests  to  present  oral  testimony  at  the 
hearing  must  be  received  on  or  before  4 
p.m.  on  January  29, 1993. 
ADDRESSES:  Written  comments  should 
be  mailed  or  hand  delivered  to  Mr.  Jesse 
Jackson,  Jr.,  Director,  Birmingham  Field 
Office,  at  the  address  listed  below. 
Copies  of  the  Mississippi  program,  the 
proposed  amendments,  and  all  written 
comments  received  in  response  to  this 
notice  v^ll  be  available  for  public 
review  at  the  addresses  Usted  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  hoUdays. 
Each  requester  may  receive,  free  of 
charge,  one  copy  of  the  proposed 
amendments  by  contacting  OSM's 
Birmingham  Field  Office. 

Office  of  Surface  Mining  Reclamaticm  and 
Enforcement,  Biimingham  Field  Office, 
135  Gemini  Circle,  suite  215.  Homewood. 
Alabama  35209,  telephone:  (205)  290- 
7282. 

Mississippi  Department  of  Environmental 
Quality,  The  Office  of  Geology,  Mining  and 
Reclamation,  2380  Highway  80  West, 
Jackson,  Mississippi  39209,  telephone: 
(601)  961-5500. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Jesse  Jackson,  Jr.,  Director, 
Birmingham  Field  Office  (205)  290- 
7282. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

On  September  4, 1980,  the  Secretary 
of  the  Interior  unconditionally  approved 
the  Mississippi  program.  Information 
pertinent  to  the  general  backgnnmd  on 
the  Mississippi  program,  including  the 
Secretary's  nnd^gs,  the  disposition  of 
comments  and  a  detailed  explanation  of 
the  conditions  of  approval  can  be  found 
in  the  September  4, 1980,  Federal 
Register  (45  FR  58S20).  Subsequent 
actions  concerning  the  conditions  of 
approval  and  program  amendments  are 
identified  at  30  CFR  924.10  and  924.16. 
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n.  DMtiMsinn  of  Amendseals 

Since  the  time  of  approval  of  the 
Mississippi  program  in  1980.  there  have 
been  no  changes  to  the  program  based 
on  the  fact  that  no  mining  was  occurring 
in  the  State.  However,  in  October  1988, 
due  to  some  renewred  interest  in  mining 
activity,  Mississippi  commenced  to 
rewrite  its  regulations  to  conform  with 
cuirent  Federal  regulations.  Since  that 
time.  Mississippi  has  made  several 
informal  submittals  of  the  rewritten 
regulation  package  to  OSM.  The 
December  15. 1992.  formal  submittal 
constitutes  a  complete  rewrite  of  the 
Mississippi  regulations.  While  the 
submittal  is  in  amendment  to  the 
Mississippi  program,  there  are  changes 
to  literally  every  section  of  the 
regulations.  Due  to  the  extensive  nature 
of  the  rewrite,  no  attempt  will  be  made 
to  identify  changes  made  to  each 
individual  regulation.  The  sections 
proposed  to  be  amended  are  parts  100 
through  265  of  the  Rules  and 
Regulations  for  the  Surface  Mining  of 
Ck>al  in  Mississippi. 

m.  PvUic  Comment  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  now  seeking 
comnients  on  whether  the  amendments 
proposed  by  Mississippi  satisfy  the 
applicable  program  approval  criteria  of 
30  CFR  732.15.  If  the  amendments  are 
deemed  adequate,  they  will  become  part 
of  the  Mississippi  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Birmingham  Field  Office 
will  not  necessarily  be  considered  in  the 
final  rulemaking  or  included  in  the 
Administrative  Record. 

Public  Hearing  -^ 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT  by  4  p.m.  on 
January  29, 1993.  If  no  one  requests  an 
opportunity  to  comment  at  a  public 
hearing,  the  hearing  will  not  be  held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it    . 
will  greatly  assist  the  transcriber. 

SuDmission  on  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  healing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  comment  have  been  heard. 


Persons  in  the  audience  who  have  not 
been  acheduled  to  comment,  and  who 
wish  to  do  so,  will  be  heard  following 
tlKiM  scheduled.  The  hearing  will  Mid 
after  all  persons  scheduled  to  comment 
and  persons  present  in  the  audience 
who  wish  to  comment  have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
oppcHtunity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendments  may 
request  a  meeting  at  the  OSM  office 
listed  under  ADDRESSES  by  contacting 
the  person  listed  under  FOR  FURT>«R 
MFORMATION  CONTACT.  All  such  meetings 
will  be  open  to  the  pubUc  and  if 
possible,  notices  of  meetings  will  be 
posted  at  the  locations  listed  under 
ADDRESSES.  A  written  summary  of  each 
meeting  will  be  made  a  part  of  the 
Administrative  Record. 

IV.  Procedural  Determinations 

Executive  Order  1 2291 

On  July  12, 1984,  the  Office  of 
Management  and  Budget  (0MB)  granted 
the  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM)  an 
exemption  from  sections  3,  4,  7  and  8 
of  Executive  Order  12291  for  actions 
related  to  approval  or  conditional 
approval  of  State  regulatory  programs, 
actions  and  program  amendments. 
Therefore,  preparation  of  a  regulatory 
impact  analysis  is  not  necessary  and 
OMB  regulatory  review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law,  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of  the 
Surface  Mining  Control  and 
Reclamation  Act  (SMCRA)  (30  U.S.C 
1253  and  1255)  and  30  CFR  730.11, 
732.13  and  732.17(h)(10),  decisions  on 
proposed  Stale  regulatory  programs  and 
program  amendments  submitted  by  the 
States  must  be  based  solely  on  a 
determination  of  whether  the  submittal 
is  consistent  with  SMCRA  and  its 
implementing  Federal  regulations  and 
whether  the  other  requirements  of  30 
CFR  Parts  730,  731,  and  732  have  been 
met. 


National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(c)  of  the  National 
Environmental  Policy  Act.  42  U.S.C. 
4332(2)(c). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  the  Office  of 
Management  and  Budget  under  the 
Paperwork  Reduction  Act,  44  U.S.C. 
3507  et  seq. 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  entities  under  the 
Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq).  The  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  making  the  determination  as  to 
whether  this  rule  would  have  a 
significant  economic  impact,  the 
Department  relied  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Siibiects  in  30  CFR  Put  924 

Intergovernmental  relations,  Surface 
mining,  Underground  mining. 

Dated:  December  24, 1992. 
lefirey  D.  Jarrett. 

Acting  Assistant  Director,  Eastern  Support 
Center. 
(PR  Doc.  93-869  Filed  1-13-93;  8:45  ami 
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30  CFR  Part  935 

Ohio  Permanent  Regulatory  Program; 
Revision  of  Administrative  Rule 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Intwior. 

ACTION:  Proposed  rule. - 

SUMMARY:  OSM  is  announcing  the 
receipt  of  Revised  Program  Amendment 
Number  58  to  the  Ohio  permanent 
regulatory  program  (hereinafter  referred 


Federal  Register  /  Vol.  58.  No.  9  /  Thursday,  January  14.  1993  /  Proposed  Rules 


4389 


to  as  the  Ohio  program)  under  the 
Surface  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA).  The 
amendment  was  initiated  by  Ohio  and 
is  intended  to  revise  one  rule  in  the 
Ohio  Administrative  Code.  The 
proposed  rule  revisions  would  phase  in, 
over  a  two-year  period,  the  requirement 
for  two  years  of  ground  cover  and 
productivity  evaluation  for  final  bond 
release  on  pasture  land. 

This  document  sets  forth  the  times 
and  locations  that  the  Ohio  program  and 
proposed  amendments  to  that  program 
will  be  available  for  public  inspection, 
the  comment  period  during  which 
interested  persons  may  submit  written 
comments  on  the  proposed 
amendments,  and  the  procedures  that 
will  be  followed  regarding  the  public 
hearing,  if  one  is  requested. 
DATES:  Written  comments  must  be 
received  on  or  before  4  p.m.  on  February 
16, 1993.  If  requested,  a  public  hearing 
on  the  proposed  amendments  will  be 
held  at  1  p.m.  on  February  8, 1993. 
Requests  to  present  oral  testimony  at  the 
hearing  must  be  received  on  or  before  4 
p.m.  on  January  29, 1993. 
ADDRESSES:  Written  comments  and 
requests  to  testify  at  the  hearing  should 
be  mailed  or  hand-delivered  to  Mr. 
Richard  J.  Seibel,  Director,  Columbus 
Field  Office,  at  the  address  listed  below. 
Copies  of  the  Ohio  program,  the 
proposed  amendments,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  the  addresses  listed  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  holidays. 
Each  requester  may  receive,  free  of 
charge,  one  copy  of  the  proposed 
amendments  by  contacting  OSM's 
Columbus  Field  Office. 

Office  of  Surface  Mining  Reclamation  and 
Enforcement.  Columbus  Field  Office,  2242 
South  Hamilton  Road,  room  202, 
Columbus,  Ohio  43232,  telephone:  (614) 
866-0578. 

Ohio  Department  of  Natural  Resources, 
Division  of  Reclamation,  1855  Fountain 
Square  Court,  Building  H-3,  Columbus, 
Ohio  43224.  telephone:  (614)  265-6675. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Richard  J.  Seibel,  Director,  Columbus 
Field  Office.  (614)  866-0578. 

SUPPLEMENTARY  INFORMATION: 
I.  Background 

On  August  16. 1982,  the  Secretary  of 
the  Interior  conditionally  approved  the 
Ohio  program.  Information  on  the 
general  backgroimd  of  the  Ohio  program 
submission,  including  the  Secretary's 
findings,  the  disposition  of  comments, 
and  a  detailed  explajiation  of  the 
conditions  of  approval  of  the  Ohio 


program,  can  be  foimd  in  the  August  10, 
1982  Federal  Register  (47  FR  34688). 
Subsequent  actions  concerning  the 
conditions  of  approval  and  program 
amendments  are  identified  at  30  CFR 
935.11, 935.12, 935.15,  and  935.16. 

n.  Discussion  of  the  Proposed 
Amendments 

In  response  to  an  OSM  requirement. 
Ohio  submitted  proposed  Program 
Amendment  No.  43  by  letter  dated 
January  16, 1990  (Administrative 
Record  No.  OH-1265).  In  part,  this 
amendment  proposed  to  revise  Ohio 
Administrative  Code  (OAC)  section 
1501:13-9-15(D{3)(c)  to  add  the 
requirement  that,  for  phase  III  bond 
release,  revegetated  areas  must  meet 
ground  cover  and  production  standards 
for  any  two  years  of  the  five-year  period 
of  extended  responsibility,  except  the 
first  year.  The  Director  of  OSM 
approved  this  proposed  rule  revision  on 
July  27,  1992  (57  FR  33122). 

By  letter  dated  May  12, 1992 
(Administrative  Record  No.  OH-1699), 
Ohio  submitted  proposed  Program 
Amendment  Number  58.  This 
amendment  proposed  to  add  new 
paragraphs  (D)  (1)  and  (2)  at  OAC 
section  1501:13-1-01  concerning  the 
termination  and  possible  reassertion  of 
regulatory  jurisdiction  over  all  or  part  of 
a  reclaimed  coal  mine  following  the 
release  of  performance  bond.  The 
Director  of  OSM  approved  these 
proposed  additions  on  September  11, 
1992  (57  FTl  41690). 

On  October  14, 1992,  Ohio  held  a 
public  hearing  on  the  final  filing  of  the 
rule  revision  to  OAC  section  1501:13-9- 
15(I)(3)(c)  as  approved  by  OSM  in 
Program  Amendment  Number  43.  At 
that  hearing,  Ohio  received  comments 
recommending  a  two-year  period  to 
phase  in  the  new  requirements  for  final 
bond  release.  Ohio  decided  to  adopt  this 
suggestion  by  revising  OAC  section 
1501:13-1-01  which  establishes  the 
effective  date  and  applicability  of  the 
Ohio  rules  over  mining  and  reclamation 
operations. 

As  discussed  above,  OSM  recently 
approved  Program  Amendment  Number 
58  which  revises  OAC  section  1501:13- 
1-01.  Because  Ohio  has  not  yet 
promulgated  Program  Amendment 
Number  58,  Ohio  has  decided  to 
resubmit  proposed  Revised  Program 
Amendment  Number  58  to  further 
revise  OAC  section  1501:13-1-01  to 
incorporate  the  two-year  phase-in 
period  suggested  at  its  public  hearing. 
Ohio  resubmitted  Revised  Program 
Amendment  Number  58  on  December  9, 
1992  (Administrative  Record  No.  OH- 
1798).  In  this  revised  amendment,  Ohio 
is  proposing  to  add  the  following 


sentence  to  OAC  section  1501:13-1- 
01(B): 

Each  area  for  which  there  has  been  no 
phase  in  bond  relaase  and  which  Is  planted 
with  a  pennanent  cover  of  herbaceous 
species  shall  not  Iw  required  to  meet  the 
requirements  of  paragraph  (IK3HQ  of  rule 
1501:13-9-15  of  the  Administrative  Code  (or 
two  years  of  the  extended  responsibility 
period  until  after  January  1, 1994. 

m.  Public  Comment  Procadnres 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  now  seeking 
comment  on  whether  the  amendments 
proposed  by  Ohio  satisfy  the  applicable 
program  approval  criteria  of  30  CFR 
732.15.  If  the  amendments  are  deemed 
adequate,  they  will  become  part  of  the 
Ohio  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Columbus  Field  Office 
will  not  necessarily  be  considered  in  the 
final  rulemaking  or  included  in  the 
Administrative  Record. 

Public  Hearing 

Persons  wishing  to  comment  at  the 
public  hearing  should  contact  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT  by  4  p.m.  on 
January  29, 1993.  If  no  one  requests  an 
opportunity  to  comment  at  a  public 
hearing,  the  hearing  will  not  be  held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  pubhc  hearing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  comment  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  comment  and  who 
wish  to  do  so  will  be  heard  following 
those  scheduled.  The  hearing  will  end 
after  all  persons  scheduled  to  conunent 
and  persons  present  in  the  audience 
who  Wish  to  comment  have  been  heard. 

Public  Meeting 

If  only  one  person  requests  an 
opportimity  to  comment  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendments  may 
request  a  meeting  at  the  Columbus  Field 
Office  by  contacting  the  person  listed 
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under  FOR  WNTNM  i 
CONTACT.  All  such  meetings  shall  b« 
open  to  the  pabUc.  and.  if  posftible. 
Boticei  of  die  meetiogf  will  be  posted  at 
the  locatioas  listed  under  AOONCSSEB.  A 
writtao  sununary  of  eadi  public  meedng 
will  be  made  a  pert  of  the 
Adninistiati  ve  Record. 

IV.  Procederal  Delefiiiatinns 

Executive  Onier  No.  12291 

Ob  July  12, 1964,  the  Office  of 
Management  and  Budget  (OMB)  granted 
OSM  an  exemption  from  sections  3, 4, 
7,  end  8  of  Executive  Order  12291  for 
actions  directly  related  to  approval  or 
conditional  approval  of  State  regulatory 
programs,  actions,  and  program 
amendments.  Therefore,  preparation  of 
a  Regulatory  Impact  Analysis  is  not 
necessary  and  OMB  regulatory  review  is 
not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that,  to  the  extent 
allowed  by  law.  this  rule  meets  the 
applic^le  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  sucii  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Undar  sections  503  and  505  of 
SMCRA  (30  U.S.C.  1253  and  1255)  and 
30  CFR  730.11,  732.15,  and 
732.17(h)(10).  decisions  on  proposed 
State  r^ulatory  programs  and  program 
amendments  submitted  by  the  States 
must  be  besed  solely  on  a  determination 
of  whether  the  submittal  is  consistent 
with  SMCRA  and  its  implementing 
Federal  regulations  and  whether  the 
requirements  of  30  CFR  parts  730,  731, 
and  732  have  been  met 

National  Envimnmental  Policy  Act 

No  aoviionmMital  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C  1202(d)) 
provides  that  agency  decisions  on 
propMed  State  regulatory  program 
provisions  do  not  constitute  major 
Fedeiyl  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act,  42  U.S.C. 
4332(2)(Q. 

Paperwork  Reduction  Act 

This  rule  doee  not  contain 
information  collection  requirements 
which  require  approval  by  the  Office  of 
Management  and  Budget  under  44 
U.S.C  3507  etseg. 


Regulatory  Plexibitity  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  ei  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
sucn  regulations  would  not  have  a 
signifiixnt  economic  efiiaot  upon  a 
substantial  number  of  small  entities. 
Hence,  this  rule  will  ensure  that  existing 
requirements  previously  promulgated 
by  OSM  will  be  implemented  by  the 
State.  In  maldng  the  determination  as  to 
wrhether  this  rule  would  have  a 
significant  economic  impact  the 
Department  reUed  upon  the  data  and 
assumptions  for  the  counterpart  Federal 
regulations. 

List  of  Subjects  in  30  CFR  Part  935 

Intergovemmmtal  relations.  Surface 
mining.  Underground  mining. 

Dated:  Decnnber  18, 1992. 
]«any  D.  f  arrett. 

Acting  Assistant  Director,  Eastern  Support 
Center. 
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30  CFR  Part  944 

Utah  Parmanant  Regulatory  Program 

AGENCY:  Office  of  Surface  Mining 

Reclamation  and  Enforcement  (OSM). 

Interior. 

ACnON:  Proposed  rule;  public  comment 

period  and  opportunity  for  public 

hearing  on  proposed  amendment. 

SUMMAJ^Y:  OSM  is  announcing  the 
receipt  of  a  proposed  amendment  to  the 
Utah  permanent  regulatory  program 
(hereinafter,  the  "UUh  program")  under 
the  Surfeoe  Mining  Control  and 
Reclamation  Act  of  1977  (SMCRA).  The 
proposed  amendment  consists  of 
changes  to  one  provision  of  Utah's  Coal 
Mining  Rules,  which  provides  for  Utah's 
reassertion  of  jurisdiction  over  coal 
mining  and  reclamation  operations  in 
cases  of  fraud,  collusion,  or 
misrepresentation.  The  amendment  is 
intended  to  revise  the  Utah  program  to 
be  consistent  with  the  corresponding 
Federal  regulations. 

This  document  sets  forth  the  times 
and  locations  that  the  Utah  program  and 
proposed  amendment  to  that  program 
are  available  for  public  inspection,  the 
comment  period  during  whidi 
interested  persons  may  submit  written 


comments  on  Ae  proposed  amendment. 

and  the  procedures  that  wrili  be  followed 

regarding  the  public  hearing,  if  one  is 

requested. 

DATES:  Written  comments  must  be 

received  by  4  p.m..  m.s.t  Fri>ruary  16. 

1993.  If  requested,  a  public  hearing  on 

the  proposed  amendment  will  be  held 

on  Febniary  8, 1993.  Requests  to  present 

oral  testimony  at  die  hearing  must  be 

received  by  4  p.m.,  m.s.t  on  January  29, 

1993. 

ADDRESSES:  Written  comments  should 

be  mailed  or  hand  delivered  to  Robert 

H.  Hagen  at  the  address  listed  below. 

Copies  of  the  Utah  program,  the 
proposed  amendment,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  die  addresses  listed  below 
during  normal  business  hours.  Monday 
throu^  Friday,  excluding  holidays. 
Each  requester  may  receive  one  free 
copy  of  the  proposed  amendment  by 
contacting  OSM's  Albuquerque  Field 
Office. 

Robert  H.  Hagen,  Director,  Albuquerque 
Field  Office,  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  SOS 
Marquette  Avenue,  NW.,  suite  1200. 
Albuquerque,  NM  87102,  Telephone: 
(505) 766-1486. 
Utah  Division  of  Oil,  Gas  and  Mining. 
355  West  North  Temple.  3  Triad 
Center,  suite  350,  Salt  Lake  Qty,  UT 
84180-1203.  Telephone:  (801)  538- 
5340. 
FOR  FURTHER  INFORMATION  CONTACT: 
Robert  H.  Hagen,  Telephone:  (505)  766- 
1486. 


SUPPLEUENTARV  MFORMATION: 

I.  Backgroond  on  the  Utah  Program 

On  January  21, 1981,  the  Secretary  of 
the  Interior  conditionally  approved  the 
Utah  program.  General  background 
information  on  the  Utah  program, 
including  the  Secretary's  findings,  the 
disposition  of  comments,  and  the 
conditions  of  approval  of  the  Utah 
program  can  be  found  in  the  January  21. 
1981,  Federal  Register  (46  FR  5899). 
Subsequent  actions  concerning  Utah's 
program  and  program  amendments  can 
be  found  at  30  CFR  944.15,  944.16.  and 
944.30. 

II.  Proposed  Ameadmeat 

By  letter  dated  November  5. 1992. 
Utah  submitted  a  proposed  amendment 
to  its  program  pursuant  to  SMCRA 
(administrative  record  No.  UT-801). 
Utah  submitted  the  proposed 
amendment  in  response  to  a  required 
amendment,  whicn  OSM  codified  at  30 
CFR  944.16(p)  in  the  September  11. 
1992.  Federal  R^iHer  (57  FR  41692). 
The  provision  of  the  Utah  Coal  Mining 
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Rules  that  Utah  propoMS  to  amend  is 
Utah  Admin.  R.  64S-100-452. 

Existing  Utah  Admin.  R.  645-100-452 
provides  that«  foUowring  a  tannination 
under  Utah  Admin.  R.  645-100-451.  the 
Division  vrill  reassert  jurisdicdon  under 
the  regulatory  program  ova  a  site  if  it 
is  demonstrated  that  the  bond  releese  or 
written  detmmination  retaned  to  undw 
Utah  Admin.  R.  645-100-«51  vras  based 
upon  fraud,  collusicHi,  ca 
misrepresentaticm  of  a  material  fact  by 
the  permittee.  Utah  proposes  to  delete 
the  phrase  "by  the  pomittee"  from  Utah 
Admin.  R.  64S-100-4S2. 

m.  Public  Comnieat  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h).  OSM  is  seeking 
comments  <mi  whether  the  proposed 
amendment  satisfies  the  applicable 
program  approval  criteria  of  30  CFR 
732.15.  If  the  amendment  is  deemed 
adequate,  it  will  become  part  of  the 
Utah  program. 

Written  Comments 

Written  comments  should  be  ^>ecific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter's  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Albuouerque  Field  Office 
will  not  necessarily  oe  considered  in  the 
final  rulemaking  or  included  in  the 
administrative  record. 

Public  Hearing 

Persons  wishing  to  testify  at  ihe 
public  hearing  should  contact  the 
person  listed  under  FOn  RWTHEH 
■NFORMATION  COWTAGT  by  4  p.m.,  m.S.t. 
on  January  29. 1993.  The  location  and 
time  of  the  hearing  will  be  arranged 
with  those  persons  requesting  the 
hearing.  If  no  one  requests  an 
opportunity  to  testify  at  the  pubhc 
hearing,  the  hearing  will  not  be  held. 

Fihng  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  pr^wre  adequate  reqranses 
and  appropriate  questions. 

The  public  hearing  will  continue  cm 
the  specified  date  until  all  persons 
scheduled  to  testify  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  schedule  to  testify,  and  who  wrish 
to  do  so,  will  be  heard  following  those 
who  have  been  scheduled  The  hearing 
will  end  after  all  persons  scheduled  to 
testify  and  persons  preaent  in  the 
audinice  wRio  wish  to  testify  have  been 
heard. 


Public 

If  (»fy  one  person  requests  an 
opportunity  to  testify  at  a  hearing,  a 

Eublic  meeting,  rather  than  a  pubKc 
earing,  may  be  held.  Persons  wishing 
to  meet  writh  OSM  representatives  to 
discuss  the  proposed  amendment  may 
request  a  meeting  by  contacting  the 
person  listed  uitder  KM  RIRTHER 
MFORMATION  COfTTACT.  AH  such  meetings 
will  be  open  to  the  puUic  and.  if 
possible,  notices  of  meetings  will  be 
posted  at  the  locaticms  listed  under 
ADDRESSES.  A  writtm  summary  of  each 
meeting  will  be  made  a  part  of  the 
administrative  record. 

rV.  Procedural  Determinatrans 

Executive  Order  1229 J 

On  July  12, 1984,  the  Office  of 
Management  and  Budget  (0MB)  granted 
OSM  an  exemption  frooi  sections  3. 4, 
7,  and  8  of  Executive  Order  12291  for 
actions  related  to  approval  or 
conditional  approval  of  State  regulatray 
programs,  actions,  and  program 
amendments.  Therefore,  preparation  of 
a  regulatory  impact  analysis  is  not 
necessary,  and  the  0MB  regulatory 
review  is  not  required. 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778  and 
has  determined  that  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  appHcable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
since  each  such  program  is  drafted  and 
promulgated  by  a  sj>ecific  State,  not  by 
OSM.  Under  sections  503  and  505  of 
SMCRA  (30  U.S.C.  1253  and  12550}  and 
the  Federal  regulations  at  30  CFR 
730.11.  732.15.  and  732.17(h}(10). 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the  States  must  be  based 
solely  on  a  determination  of  whether  the 
submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  other  requirements  of 
30  CFR  parts  730,  731,  and  732  have 
been  met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  hr  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C  1292(d)) 
provides  that  agency  decisions  oo 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  withha  the  meaaing  of 
secUoQ  102(2HC)  of  the  Natiooal 
Environmental  Pobcy  Act  (42  U.SwC 
4332(2KQ). 


Paperwork  Reductioa  Act 

This  rule  does  not  contain 
informatian  oollectkm  requirements  thai 
require  approval  by  0MB  under  die 
Paperwork  Reduction  Act  (44  U.S.C 
3507  at  seq.). 

Regulatory  FhxSbiUty  Act 

The  Department  of  the  Interior  has 
determined  diat  dda  rate  will  not  bava 
a  significant  economic  iaipact  on  a 
substantial  number  of  small  «ititi«s 
under  the  Regulatory  Fkodbtlity  Act  (5 
U.S.C.  601  et  se?.).  The  State  submittal 
which  is  the  siibjed  of  diis  rule  is  baaed 
upon  counterpait  Federal  regulatians  for 
which  an  economic  anafysis  was 
jHepared  and  cartifJcation  made  that 
such  regulations  would  not  have  a 
significant  econon^  efhct  upon  a 
substantial  number  of  small  entities. 
Accordingly,  this  rule  will  ensure  that 
existing  requirements  previously 
promu^atmi  by  OSM  will  be 
implemented  by  the  State.  In  making  the 
deterqiination  as  to  whether  this  rule 
would  have  a  significant  economic 
impact,  the  Department  relied  upon  the 
data  and  assumptions  for  the 
counterpart  Federal  regulations. 

List  of  Sobieds  ia  30  CFR  Part  M4 

Intergovernmental  relationa.  Surfeca 
mining.  Underground  mining. 

Dated:  December  7, 1M2. 
Raymond  L.  Lowria, 

Assistant  Director.  Western  Support  Cmter. 
IFR  Doc  »3-«59  Filed  l-13-ft3;  %A5  am) 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40CFRCIiaplaf1 

[FRL-4552-q 

Open  Maating  on  Propoaad  Wood 
Fumltura  Rutoa  and/or  Control 
Tadmlquaa  Guidaflnaa 

AOENCY:  Environmental  Prolactian 

Agency. 

ACTION:  Notice  of  public  exploratory 

meeting. 

summary:  As  part  of  EPA's  effort  to 
detwmine  the  desirability  of  regulatny 
negotiati(m  or  some  other  consouus- 
bas(9d  approach  to  develop  pn^iosed 
rules  r^iulating  hazardous  air  pollutant 
emissions  and/or  a  Cttitnrf  Tedmlqnes 
Guideline  covering  volatile  Ofganic 
compound  emissions  associated  with 
wood  furniture  manufacturing,  this 
meeting  will  discuss  possible  scope  and 
issues. 
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DATES:  The  meeting  will  take  place  on 
January  26-27.  On  January  26.  it  will 
start  at  9  a.m.  and  end  at  5  p.m.  On 
January  27.  it  will  start  at  9  a.m.  and  end 
at  3  p.m. 

A00RESSE8:  The  meeting  will  take  place 
at  the  Mission  Valley  Inn,  2110  Avent 
Ferry  Road,  Raleigh.  NC  27606.  (919) 
826-3173. 

FOR  RWTHER  mfOfmATKH  CONTACT: 
For  additional  information  on 
substantive  aspects  of  the  meeting, 
please  contact  Ellen  Ducey  of  EPA's 
Office  of  Air  Quality  Planning  and 
Standards.  (919)  541-5408.  For 
additional  information  on  procedural  or 
administrative  matters  please  contact 
Susan  Wildau  or  John  Lingelbach,  EPA's 
co-convenors,  at  (303)  442-7367. 

Dated:  January  11, 1993. 
OirisKirtz. 

Director.  Consensus  and  Dispute  Resolution 
Program. 

IFR  Doc  93-935  Filed  1-13-93;  8:45  am) 
— jjMO  cooc  mo  W-M 


FOR  FURTHER  MFORMATKM  CONTACT: 
Persons  needing  further  information  on 
the  technical  and  substantive  issues 
related  to  the  rule  should  contact  Clare 
Ryan.  National  Vehicle  and  Fuel 
Emissions  Laboratory,  Environmental 
Protection  Agency,  2656  Plymouth  Rd.. 
Ann  Arbor.  Michigan  48105;  phone 
(313)  668-4577.  Persons  needing  further 
information  on  procedural  matters 
should  call  Deborah  Dalton.  Consensus 
and  Dispute  Resolution  Program. 
Environmental  Protection  Agency, 
Washington.  DC  20460;  phone  (202) 
260-5495. 

Dated:  January  11. 1993. 
Deborah  Dalton. 

Deputy  Director,  Consensus  and  Dispute 
Resolution  Proffam.  Office  of  Policy, 
Planning  and  Evaluation. 
(PR  Doc.  93-936  Filed  1-13-93;  8:45  am] 
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40  CFR  ChafJter  1 
[FR-4S52-71 

Public  Meeting  on  Small  Non^oad 
Engines  Regulation 

agency:  Environmental  Protection 

Agency. 

ACTION:  PubUc  meeting. 


summary:  We  are  giving  notice  of  a 
public  meeting  concerning  the  status 
and  potential  use  of  a  consensus  based 
process  to  develop  data  and  regulations 
for  the  control  of  emissions  from  small 
non-road  engines  under  the  Gean  Air 
Act  Amendments. 

The  EPA  has  decided  that  this 
particular  regulatory  process  will  focus 
on  gasoline  engines  from  0-25 
horsepower.  Small  diesel  engine  (0-50 
hp)  regulations  will  be  developed  on  a 
separate  but  parallel  track  and 
discussion  of  diesel  issues  will  not  be 
included  in  the  discussion  of  0-25 
horsepower  gasoline  issues. 

The  agenda  will  include:  The  scope  of 
the  regulation,  design  of  a  consensus 
based  process,  potential  participants  in 
the  regulatory  process,  regulation 
development  schedule  and  exchange  of 
information  on  available  new  data.  The 
meeting  is  open  to  the  public  without 
advance  registration. 
DATES:  The  meeting  will  be  held  on 
January  28. 1993  firom  1  p.m.  to  5  p.m. 
and  on  January  29, 1993  from  8:30  a.m. 
to  3  p.m. 

ADDRESSES:  The  location  of  the  meeting 
will  be  the  Sheraton  Inn.  3200 
Boardwalk.  Aim  Arbor.  Michigan  48108. 


FEDERAL  COMIMUNICATIONS 
COMMISSION 

47  CFR  Part  73 

[MM  Docket  No.  92-301,  RM-81361 

Radio  Broadcasting  Servicas; 
Henderson,  TX 

AGENCY:  Federal  Communications 

Commission. 

action:  Proposed  rule. 


SUMMARY:  The  Commission  requests 
comments  on  a  petition  filed  by  Dean 
Broadcasting.  Inc.,  licensee  of  Station 
KGRI-FM.  Channel  260A,  Henderson. 
Texas,  proposing  the  substitution  of 
Channel  260C3  for  Channel  260A  at 
Henderson  and  modification  of  Station 
KGRI-FM 's  license  to  specify  operation 
on  the  higher  powered  channel. 
Channel  260C3  can  be  allotted  to 
Henderson  in  compliance  with  the 
Commission's  minimum  distance 
separation  requirements  with  a  site 
restriction  of  16.3  kilometers  (10.2 
miles)  southwest  in  order  to  avoid  a 
short-spacing  to  vacant  but  applied  for 
Channel  259C2,  Shreveport,  Louisiana. 
The  coordinates  for  Channel  260C3  at 
Henderson  are  North  Latitude  32-01-20 
and  West  Longitude  94-52-58.  In 
accordance  with  §  1.420(g)  of  the 
Commission's  Rules,  we  will  not  accept 
competing  expressions  of  interest  for 
use  of  Channel  260C3  at  Henderson  or 
require  the  petitioner  to  demonstrate  the 
availability  of  an  additional  equivalent 
class  channel  for  use  by  such  parties. 
DATES:  Comments  must  be  filed  on  or 
before  March  1, 1993,  and  reply 
comments  on  or  before  March  16, 1993. 


ADDRESSES:  Federal  Communications 
Commission.  Washington.  DC  20554.  In 
addition  to  filing  comments  with  the 
FCC.  interested  parties  should  serve  the 
petitioner,  or  its  counsel  or  consultant, 
as  follows:  Donald  E.  Martin.  Esq..  2000 
L  Street.  NW..  suite  200,  Washington. 
DC  20036  (Counsel  for  petitioner). 
FOR  FURTHER  INFORMATION  CONTACT: 
Pamela  Blumenthal,  Mass  Media 
Bureau.  (202)  634-6530. 
SUPflfMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Making.  MM  Docket  No. 
92-301.  adopted  December  9, 1992.  and 
released  January  8. 1993.  The  full  text 
of  this  Commission  decision  is  available 
for  inspection  and  copying  during 
normal  business  hours  in  the  FCC 
Dockets  Branch  (room  230),  1919  M 
Street,  NW.,  Washington,  DC.  The 
complete  text  of  this  decision  may  also 
be  purchased  from  the  Commission's 
copy  contractor.  Downtown  Copy 
Center,  (202)  452-1422. 1990  M  Street. 
NW..  suite  640  Washington,  DC  20036. 

Provisions  of  the  Regulatory 
Flexibility  Act  of  1980  do  not  apply  to 
this  proceeding. 

Members  of  the  public  should  note 
that  from  the  time  a  Notice  of  Proposed 
Rule  Making  is  issued  until  the  matter 
is  no  longer  subject  to  Commission 
consideration  or  court  review,  all  ex 
parte  contacts  are  prohibited  in 
Commission  proceedings,  such  as  this 
one,  which  involve  channel  allotments. 
See  47  CFR  1.1204(b)  for  rules 
governing  permissible  ex  parte  contacts. 

For  information  regarding  proper 
filing  procedures  for  comments,  see  47 
CFR  1.415  and  1.420. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  broadcasting. 
Federal  Communications  Commission. 
Michael  C  Rugar, 

Chief.  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 
IFR  Doc.  93-887  Filed  1-13-93;  8:45  am) 
BHJJNG  COOE  tria-oi-H 


47  CFR  Part  73 

[MM  Docket  No.  92-300,  RM-8138] 

Radio  Broadcasting  Services; 
Katchum,  ID 

AGENCY:  Federal  Communications 

Commission. 

ACTION;  Proposed  rule. 

SUMMARY:  This  document  requests 
comments  on  a  petition  by  Idaho 
Broadcasting  Consortium.  Inc., 
requesting  the  substitution  of  Channel 
284C  for  Channel  284A  at  Ketchimi, 
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Idaho,  and  the  nodificatian  alStattan 
KYAA(FM)'t  canatruction  pannit  to 
specify  operation  on  QlkumI  284Cnie 
proposed  coordinates  for  Channel  284C 
at  Ketchum  are  North  Latitude  43-3S- 
36  and  West  Longitude  114-23-49. 

DATES:  Comraents  must  be  filed  on  or 
before  Klardi  1, 1093,  and  reply 
coouxkents  on  or  before  March  16. 1993. 

ADDRESSES:  Federal  Communications 
Commission,  Wadiingtan,  DC  20554.  In 
addition  to  filing  comments  with  the 
FCC,  interested  parties  should  serve  the 
petitioner,  or  its  counsel  or  consultant, 
as  follows:  Lee  W.  Shubert,  Dawn  M. 
Sciarrino,  Haley.  Bader  k  Potts.  4350 
North  Fairfax  Drive,  suite  900, 
Arlington.  VA  2220S-1633  (Attorneys 
for  Idaho  Broadcasting  Ccmsortium, 
Inc.). 

FOR  FURTHER  INFORMATION  COIfTACT: 
Nancy  J.  Walls,  Mass  Media  Bureau, 
(202) 634-6530. 

SUPPLEMEMTARV  MfORMATION:  This  is  a 
synopsis  of  the  Commissiai's  Notice  of 
Proposed  Rule  Making,  MM  Dodcet  No. 
92-300.  adopted  December  9, 1992,  and 
released  January  8, 1992.  The  full  text 
of  this  Commissian  decision  is  availaUe 
for  in^wctiM)  and  copying  during 
normal  business  hours  in  the  FCC 
Dockets  Branch  (room  230),  1919  M 
Street,  NW.  Washington,  DC.  The 
complete  text  of  this  decision  may  also 
be  purchased  from  the  Commission's 
copy  contractors.  Downtown  Copy 
Center.  (202)  452-1422. 1990  M  Street, 
NW.,  suite  640,  Washington.  DC  20036. 

Provisions  of  the  Regulatcuy 
Flexibility  Act  of  1980  do  not  apply  to 
this  proceeding. 

Members  of  the  public  should  note 
that  from  the  time  a  Notice  of  Proposed 
Rule  Making  is  issued  until  the  matter 
is  no  longer  subject  to  Commission 
consideration  or  court  review,  all  ex 
parte  contacts  are  pn^bited  in 
Commission  proceedings,  such  as  this 
one,  which  involve  channel  allotments. 
See  47  CFR  1.1204(b)  for  rules 
governing  permissible  ex  parte  contacts. 

For  infcHrmation  regarding  proper 
filing  procedures  for  comments,  see  47 
CFR  1.415  and  1.420. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  broadcasting. 
Federal  Communications  Ccmunission. 
Midual  C  Roger. 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 
(FR  Doc  gS-888  Filed  1-13-93l8:45  ami 
BIUJM6  coot  ens-aMt 


47  CFR  Part  79 

Telavialon  BroadeMtlng  Oarvtcaa; 
Applaton,  Naw  London  and  Surfng, 
Wlacortsin 

AGENCY:  Federal  Communkalkns 

Commission. 
ACTION:  Proposed  rule. 

SUMMARY:  Thia  docummt  raqueeta 
comment  on  a  petition  filed  cy 
Wisconsin  Voice  of  Quiadan  Youth. 
Inc..  licensee  of  Station  WSOOflV). 
Channel  14.  Suring,  Wiaconain, 
requesting  the  reaUotment  of  Channel 
14  from  Suring  to  Api^eton,  Wisctmahi, 
or  from  Suring  to  New  London, 
Wisconsin  and  the  modificadon  of  its 
hcense  acccxdingly,  pursuant  to 
Commission  Rule  1.420(i).  The 
petitioner  is  reqiiested  to  proTide 
additional  information  regarding  public 
interest  benefits  in  support  of  its 
proposal  Pn^KMed  coordinates  for 
Channel  14  in  Appleton  are  liotih 
Latitude  44-29-00  and  West  Longitude 
88-22-30.  Propooed  coordinates  for 
Channel  14  in  New  London  are  North 
Latitude  44-22-10  and  West  Longitude 
88-37-40.  Canadian  concurrence  has 
been  requested  for  the  proposed 
coordinates  at  Ai^Ietmi  and  New 
London.  Either  proposal  also  requires  a 
change  in  dte  ofFiset  for  vacant  Chaimel 
14,  JoKet,  Illinois,  from  a  minus  to  a 
plus  ofiiset.  The  refierence  coordinates 
for  vacant  Channd  14,  Joliet.  would 
remain  North  Latitude  41-31-40  and 
West  Longitude  W-04-55. 
DATES:  Comments  must  be  filed  on  or 
before  March  1, 1993,  and  reply 
comments  on  or  before  Maroi  16, 1993. 
ADDRESSES:  Federal  Commuunications 
Commission,  Washington.  DC  20554.  In 
addition  to  filing  comments  with  the 
FCC,  interested  persons  should  serve 
the  petitioner,  or  its  counsel  or 
consultant,  as  follows:  James  R.  Bayes, 
Esq.  and  Wayne  D.  Johnsen,  Esq..  Wiley, 
Rein  k  Fielding,  1776  K  Sbwt.  NW., 
Washington.  DC  20006  (Counsel  to 
Wisconsin  Voice  of  Christi'an  Youth, 
hic.) 

FOR  FURTHER  MFORMATKM  CONTACT: 
Arthur  D.  Scrutchins.  Mass  Media 
Bureau,  (202)  634-6530. 
SUPPLEMENTARY  INFORMATION:  This  iS  a 
synopsis  of  the  Commission's  Notice  of 
Proposed  Rule  Malting.  MM  Docket  No. 
92-299,  adopted  December  8. 1992.  and 
released  January  8, 1993.  The  full  text 
of  this  Commissi(»  dadsicm  is  available 
for  inspecti<Hi  and  copying  during 
normal  business  hours  in  the  FOC 
Dockets  Branch  (room  230),  1919  M 
Street,  NW..  Washington,  DC.  The 


complete  taxt  of  tUa  dadaion  nwy  also 
be  purchased  from  t^  Onwtiwakai's 
copy  contiactor's  Duamtww  Copy 
Center,  (202)  45^1432. 1990  M  Street. 
NW..  sidta  640.  Waahington.  DC  20038. 

Provisions  of  the  Regalalary 
Flexibility  Act  of  1980  do  not  ^ip)y  to 
this  proceeding. 

Members  of  the  puUic  afaonki  note 
that  from  the  time  a  Notica  of  Proposed 
Rule  Making  is  issued  until  the  mattsr 
is  no  longer  subject  tp  Commission 
consideration  or  coast  i— iaw.  all  ex 
parte  contacts  are  prohibited  in 
CiMnmission  proceedings,  sodi  as  this 
one,  which  invtrfva  chaimal  ailotmenta. 
See  47  CFR  2.120404  fat  rulaa 
governing  pennisaiMa  ax  parte  cositacts. 

For  information  regarding  proper 
filing  procedures  for  ootnoMots,  sea  47 
CFR  1.415  and  1.420. 

List  of  Subjeda  in  47  CPK  Part  73 

Television  broadcasting. 
Federal  Conununicatkns  Ganamissxm. 
Michael  C  Iii0ir. 

Chief,  Allocations  Branch  PoHey  and  Rales 
Division.  Mass  Media  Bureau. 
[FR  Doc  93-889  Filed  1-13-03: 8:45  am] 
BtUMQ  cooc  tm-ei-M 


DEPARTMENT  OF  TRANSPORTATION 

Offica  ol  tha  Sacratary 

49  CFR  Part  41 

[Docket  No.  48599:  IMioe  83-4} 

RIN  2105-AB79 

Seismic  Safety  of  Fadarai  and 
Fadaralty  Aaalstad  or  RaguiiAad  Naw 
Building  Conatructktn 

AGENCY*.  Office  of  die  Secretary,  DOT. 
ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  U.S.  Department  of 
TranspOTtation  propoaea  to  implraient 
the  provisions  of  Executive  Order  (E.O J 
12699.  "Seismic  Salaty  of  Fedwal  and 
Federally- Assisted  or  Regtdated  New 
Building  Qmstmctieo.'*  Under  the 
Executive  Order  each  affected  Federal 
agency  is  given  the  responsibihty  for 
developing  and  implementing  its  own 
missicm-appropriate  and  cost-efiEectrva 
regulations  govaming  seismic  safety. 
For  IX>T.  tlds  indudes  the  design  and 
construction  of  any  of  its  new  buildings 
for  use  of  ownership,  as  well  as  the  need 
for  seismic  safety  recognition  in  all 
grant  and  safety  programs  affecting 
federally  leasad,  assisted  or  ragulatod 
buildings.  The  purpoae  is  to  redxice  the 
risk  of  death  or  inpny  to  building 
occupants,  improve  the  capabilitiea  of 
essential  buildings  to  functioo  during  or 
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after  an  earthquake,  and  to  reduce 
earthquake  losses  of  pubUc  buildings 
and  investments.  The  rules  proposed  in 
this  document  may  be  hirther 
implemented  by  rulemaking  actions  of 
the  DOT  Ofwrating  Administrations. 
DATES:  Comments  must  be  received  on 
or  before  March  1, 1993. 
AOOnESSES:  Comments  should  be  sent  to 
Docket  Clerk,  Docket  No.  48599, 
Department  of  Transportation,  400  7th 
Street,  SW..  room  4107.  Washington.  DC 
20590.  Commenters  are  requested  to 
provide  an  original  and  four  copies  of 
their  comments.  Commenters  wishing  to 
have  their  comments  acknowledged 
should  enclose  a  stamped,  self- 
addressed  postcard  with  their  comment. 
The  docket  cleik  will  time  and  date 
stamp  the  card  and  return  it  to  the 
commenter. 

FOR  nJRTHER  MFOfMATION  CONTACT: 
Paul  B.  Larsen,  Office  of  the  Assistant 
General  Counsel  for  Environmental. 
Gvil  Rights  and  General  Law,  (202) 
366-9161,  or  Donald  R.  Trilling, 
Director,  Office  of  Transportation 
Regulatory  Affairs,  (202)  366-4220,  U.S. 
Department  of  Transportation,  400  7th 
St..  SW.,  Washington,  DC  20590. 
SUPPLEMENTARY  MFOAMATION: 

Introduction 

Seismic  hazards  pose  a  serious  threat 
throughout  much  of  the  United  States. 
It  is  therefore  important  in  most  parts  of 
the  nation  to  design  structures 
according  to  appropriate  seismic 
standards  in  order  to  mitigate  losses 
from  earthquakes.  The  Federal 
Government,  through  the  Earthquake 
Hazards  Reduction  Act  of  1977,  has 
developed  the  National  Earthquake 
Hazards  Reduction  Program  (NEHRP),  to 
reduce  the  risks  to  life  and  property 
from  future  earthquakes.  Through  work 
of  the  NEHRP.  the  President  has  issued 
Executive  Order  12699,  "Seismic  Safety 
of  Federal  and  Federally  Assisted  or 
Regulated  New  Building  Construction." 
which  calls  for  Federal  agencies  to  use 
appropriate  seismic  design  and 
construction  standards  in  design  and 
construction  of  Federally  owned,  leased, 
assisted,  and  regulated  new  bmldings. 
To  support  the  implementation  of  this 
order,  the  Interagency  Committee  on 
Seismic  Safety  in  Construction  (ICSSC) 
recommends  the  use  of  seismic  codes 
and  standards  that  are  substantially 
equivalent  to  the  NEHRP  Recommended 
Provisions  for  the  Development  of 
Seismic  Regulations  for  New  Buildings 
(Provisions  and  Commentary).  This 
document  offers  guidelines  (including 
maps  defining  the  seismic 
groimdshaking  hazard  nationwide) 
which  represent  the  state-of-the-art  in 


seismic  design,  have  been  widely 
reviewed,  and  are  currently  being 
incorporated  into  national  standards 
and  codes  for  adoption  by  state  and 
local  building  codes. 

Seismic  Hazard 

An  earthquake  is  the  oscillatory, 
sometimes  violent  movement  of  die 
Earth's  surface  that  follows  a  release  of 
energy  in  the  Earth's  crust.  This  energy 
can  be  generated  by  a  sudden 
dislocation  of  segments  of  the  crust,  by 
volcanic  eruption,  and  even  by 
manmade  explosions.  Seismic  hazards 
that  may  be  induced  by  earthquakes 
include  ground  shaking,  surface 
faulting,  Uquebction,  landslides,  lateral 
spreading,  seiches,  and  tsimami. 
Seismic  risk  is  a  measure  of  potential 
losses  due  to  the  expected  seismic 
hazards  in  a  given  area.  Therefore,  an 
unpopulated  area  has  a  lower  seismic 
risk  than  an  urban  area  exposed  to  the 
same  seismic  hazards.  Similarly,  poorly 
constructed  buildings  are  exposed  to 
greater  seismic  risk  than  well 
constructed  ones  in  the  same  location. 

Although  in  the  United  States  most 
earthquakes  occur  in  areas  bordering  the 
Pacific  Ocean,  history  shows  that  other 
areas  across  the  U.S.  are  susceptible  to 
seismic  hazard.  On  August  31, 1886  an 
earthquake  estimated  at  7.5  on  the 
Richter  scale  shook  Charleston,  South 
Carolina,  causing  extensive  damage  and 
killing  an  estimated  60  to  100  people. 
On  the  basis  of  geologic  and  geophysical 
studies,  it  appears  that  quakes  of  this 
magnitude  are  possible  at  geologically 
similar  locations  along  the  eastern 
seaboard.  In  the  winter  of  1811-1812. 
the  New  Madrid  seismic  zone,  located 
in  the  Central  U.S.,  produced  three  of 
the  largest  earthquakes  known  to  have 
occurred  in  North  America.  This  area  is 
regarded  by  seismologists  as  the  most 
hazardous  zone  east  of  the  Rocky 
Mountains  and  it  remains  seismically 
active.  The  Lome  Prieta  earthauake  that 
hit  the  San  Francisco/Oakland  area  on 
October  17. 1989  measured  7.1  on  the 
Richter  scale  and  killed  64  people.  The 
shock  caused  an  estimated  $7.1  bilUon 
in  damage,  and  caused  failure  in  key 
transportation  links  including  the  San 
Francisco-Oakland  Bay  Bridge  and  a  IV^ 
mile  long  section  of  Interstate  880  in 
Oakland. 

On  the  West  Coast  of  the  U.S.  most 
people  have  experienced  earthquakes, 
and  recognize  that  major  earthquakes 
will  occur.  The  absence  of  large- 
magnitude  earthquakes  in  the  Central 
and  Eastern  U.S.  since  the  Charleston 
earthquake  in  1886  has  resulted  in  a 
lack  of  awareness  on  the  part  of  the 
general  public  of  the  existence  of  an 
earthquake  threat  in  these  areas. 


Nevertheless,  the  examples  above 
illustrate  why  seismic  hazard  is  more 
than  a  West  Coast  issue.  Forty-six  states 
as  well  as  many  U.S.  territories  and 
possessions  are  at  risk  from  earthquakes. 

Ground  shaking  is  the  seismic  hazard 
that  affects  all  biiildings  in  an  area 
impacted  by  an  earthquake. 
(Liquefaction,  landslides,  and  other 
seismic  hazards  are  generally  localized 
disturbances.)  Because  of  the  universal 
eff^  of  ground  shaking,  it  is  the  hazard 
that  is  addressed  in  greatest  detail  by 
building  codes. 

llie  ground  shaking  hazard  is 
generally  represented  on  maps.  The 
United  States  Geological  Survey  (USGS) 
has  developed  national  maps  of  ground 
shaking  hazard  that  present  equal  levels 
of  expected  horizontal  acceleration  due 
to  ground  shaking.  These  maps  are 
published  in  the  Commentary  to  the 
1991  NEHRP  Recommended  Provisions. 
On  these  maps,  the  plotted  acceleration 
at  any  location  represents  a  90  percent 
probability  that  it  will  not  be  exceeded 
in  50  years.  These  maps  have  become 
the  basis  for  the  hazard  maps  included 
in  up-to-date  seismic  design  guidelines 
and  codes.  Similar  maps  are  being 
developed  for  select  areas  at  a  larger 
scale  that  portray  other  seismic  hazards. 
These  illustrate  the  significant  variation 
that  can  be  expected  due  to  multiple  ' 
seismic  hazards  within  a  local  region. 

The  derivation  of  the  ground  shaking 
maps  considered,  for  each  location,  a 
number  of  factors.  These  included 
historical  seismicity,  proximity  to 
known  fiaults,  and  results  of  geological 
investigations.  Because  of  the 
complexity  of  these  factors,  the 
development  of  the  maps  required  a 
great  deal  of  professional  judgement  and 
expertise. 

The  ground  shaking  maps  described 
above  quantify  the  significant  variation 
in  the  expected  hazard  nationwide.  The 
maps  are  the  basis  which  allow  a  single 
building  code  to  be  applicable 
nationwide:  the  design,  detailing,  and 
construction  requirements  are  varied 
according  to  the  expected  hazard  as 
presented  in  the  maps.  Thus,  a  single 
design  provision  results  in  stringent 
requirements  in  a  high  hazard  area  and 
less  stringent  requirements  in  a  low 
hazard  area. 

Seismic  Design 

Unlike  hurricanes,  large  earthquakes 
caimot  be  predicted:  they  strike  without 
warning  with  great  destructive  force. 
Most  casualties  occur  from  the  ground 
shaking  that  can  cause  buildings  and 
other  structures  to  collapse  and  objects 
to  fall.  Related  ground  failure  hazards 
also  can  cause  serious  losses  in  local 
areas.  For  these  reasons,  buildings  and 
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other  structures  need  to  be  designed  to 
resist  earthquake  forces. 

The  importance  of  using  sound 
engineering  and  construction  practices 
in  design  and  construction  is  evident 
when  the  effctpts  of  two  very  similar 
earthquakes  are  compared:  the  1971  San 
Fernando,  California  earthquake  and  the 
1972  Managua,  Nicaragua  earthquake, 
with  magnitudes  of  6.6  and  6.2 
respectively.  Both  earthquakes  occiured 
at  times  of  day  when  most  people  were 
at  home,  and  both  affiacted  a  population 
of  approximately  1  million.  The  San 
Fernando  earthquake  affected  an  area 
with  much  new  construction  that  had 
been  designed  under  a  building  code 
that  included  earthquakeTrequirements. 
This  quake  caused  58  deaths  and  $550 
million  in  economic  losses.  The 
Managua  quake  affected  a  dty  where 
few  buildings  had  been  designed  using 
modem  requirements.  This  event 
caused  over  5,000  deaths  and  an 
economic  loss  comparable  to  the  aimual 
gross  national  product  of  the  entire 
country.  Studies  of  structural 
performance  in  earthquakes  indicate 
that  severe  damages  and  collapses  of 
buildings  almost  always  are  the 
consequence  of  inadequate  design  or 
construction.  The  successful 
performance  of  buildings  designed  and 
constructed  in  accord  with  modem 
seismic  standards  show  that  effects  of 
severe  earthquakes  can  be  resisted 
economically. 

In  California,  where  the  perception  of 
earthquake  hazards  has  been  hi^,  up- 
to-date  seismic  preparedness  and 
mitigating  practices  are  regularly 
adopted  and  enforced,  particularly  in 
the  form  of  seismic  design  and 
construction  provisions  in  building 
codes.  However,  in  the  Central  and 
Eastern  United  States  recognition  of 
earthquake  hazards  is  more  recent.  In 
the  past,  the  model  building  codes  used 
in  the  Central  and  Eastern  United  States 
have  tended  to  lag  behind  the  West 
Coast  in.adoption  of  modem  seismic 
design  and  construction  provisions. 
However,  in  1991  these  model  code 
organizations  incorporated  the  NEHRP 
Recommended  Provisions  into  their 
1992  editions,  bringing  the  seismic 
requirements  of  their  model  codes  up  to 
date  with  the  most  current  information 
available.  State  and  local  regulatory 
authorities  may  adopt,  modify,  and 
enforce  these  model  code  provisions  to 
achieve  seismic  safety  in  new  building 
oonstmction  in  their  jurisdictions. 

The  impact  of  an  earthquake  includes 
not  only  immediate  destruction  of  life 
and  property,  but  also  potential  dangers 
to  critical  facilities  and  services, 
including  hospitals,  fire  stations,  police 
stations  and  emergency  operating 


centers.  Functions  of  these  critical 
facilities  may  be  crippled  leading  to 
further  losses  from  lack  of  these  services 
in  a  time  of  great  need.  Modem  seismic 
standards  require  a  higher  level  of 
seismic  design  and  safety  for  these 
facilities  in  order  to  support  their 
functionality  following  an  earthquake. 

Federal  Action 

The  Earthquake  Hazards  Reduction 
Act  of  1977  (42  U.S.C.  7701  et  sea.)  was 
enacted  by  Congress  to  reduce  risks  to 
life  and  property  from  future 
earthquakes  in  the  U.S.  through 
establishment  and  maintenance  of  an 
effective  earthquake  hazards  reduction 
program.  The  Act  states  that 
"Earthquakes  have  caused,  and  can 
cause  in  the  future,  enormous  loss  of 
life,  injury,  destruction  of  property,  and 
economic  and  social  dismption.  With 
respect  to  future  earthquakes,  such  loss, 
destruction,  and  disruption  can  be 
substantially  reduced  through  the 
development  and  implementation  of 
earthquake  hazards  reduction  measures 
including  improved  design  and 
construction  methods  and  practices 
*  •  •.  The  Act  also  directs  the 
President  "to  establish  and  maintain  an 
effective  earthquake  hazards  reduction 
program."  To  implement  such  a 
program,  the  President  was  to  develop 
a  plan,  which  specified  "the  roles  for 
Federal  agencies  and  recommended 
appropriate  roles  for  State  and  local 
units  of  government,  individuals,  and 
private  organizations."  The  National 
Earthquake  Hazards  Reduction  Program 
(NEHRP)  was  established  in  response  to 
this  legislation  on  Jime  22, 1978.  when 
it  was  transmitted  by  the  President  to 
Congress. 

The  objectives  of  the  NEHRP  include 
the  development  of  technologically  and 
economically  feasible  design  and 
construction  methods  to  make 
structures,  both  new  and  existing, 
earthquake  resistant;  the  development 
and  promotion  of  model  codes;  the 
development  of  improved 
understanding  and  capability  with 
respect  to  defining  and  reducing  seismic 
risk:  the  education  of  the  public 
regarding  earthquake  phenomena;  and 
research  in  other  earthquake  related 
areas. 

The  NEHRP  joint  memorandum  to  the 
heads  of  agencies  transmitting  the 
National  Earthquake  Hazards  Reduction 
Program.  June  22, 1978,  page  C-2.  states 
that  "The  Federal  government  should 
set  a  strong  example  in  the  construction 
and  safety  of  its  facilities  and  develop 
guidelines  and  standards  for  Federally- 
assisted  or  licensed  critical  facilities. 
The  evolutionary  improvement  of  local 
building  codes,  whidi  are  the  bases  for 


all  private  construction,  including 
Federally-assisted,  non-critical 
construction,  must  be  accomplished  by 
encouragement  and  persuasion, 
particularly  through  working  with  State 
and  local  officials  and  profmsional 
organizations."  In  order  to  assist  the 
Federal  departments  and  agencies 
involved  in  construction  to  develop  and 
incorporate  earthquake  hazards 
reduction  measures  in  their  ongoing 

Sirograms.  the  Interagency  Coounittee 
or  Seismic  Safety  in  Construction 
(ICSSC)  was  established.  The  ICSSC  is 
composed  of  members  representing  30 
Federal  departments  and  independent 
agencies  involved  with  construction  or 
responsible  for  governmental  assistance 
for  construction.  Executive  Order  12699. 
"Seismic  Safety  of  Federal  and 
Federally  Assisted  or  Regulated  New 
Building  Construction"  was  prepared  by 
the  ICSSC  to  implement  certain 
provisions  of  the  Earthqiiake  Hazards 
Reduction  Act.  It  was  signed  by  the 
President  on  January  5, 1990. 

Executive  Order  12699 

The  Executive  Order  requires  all 
Federal  agencies  to  ensure  that  new 
Federal  buildings  are  designed  and 
constmcted  in  accord  with  appropriate 
seismic  design  and  constmction 
standards.  The  Order  pertains  to  any 
new  building  which  is  federally  owned, 
leased,  assisted,  or  regulated.  A  building 
is  defined  as  any  structure,  fully  or 
partially  enclosed,  used  or  intended  for 
sheltering  persons  or  property. 

Seismic  safety  requirements  for  new 
Federal  buildings  are  intended  to 
"reduce  the  risks  to  the  lives  of 
occupants  of  buildings  owned  by  the 
Federal  government  and  to  persons  who 
would  be  affscted  by  the  bilure  of 
Federal  buildings  in  earthquakes,  to 
improve  the  capability  of  essential 
Federal  buildings  to  function  during  or 
after  an  earthqiiake.  and  to  reduce 
earthquake  losses  of  public  buildings." 
Any  new  Federal  building  that  entered 
the  detailed  design  stage  after  January  5, 
1990  mxist  be  designed  and  constructed 
in  accordance  with  appropriate  seismic 
standards. 

Similar  requirements  are  stated  for 
Federally  leased,  assisted,  or  regulated 
buildings  in  order  to  reduce  risks  to  the 
lives  of  persons  who  would  be  affected 
by  earthquake  Cailures  of  these  buildings 
and  to  protect  public  investments. 

For  space  constructed  and  leased  for 
Federal  occupancy,  the  Executive  Order 
applies  to  agreements  executed  after 
January  5. 1990.  For  assistance,  grants, 
and  regiilatory  programs,  the  Executive 
Order  (the  Earthquake  Hazard 
Reduction  Act.  42  U.S.C  7701  et  seq] 
requires  agencies  to  plan  and  initiate 
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within  three  year*  (i.a.,  by  Febraary  1. 
1993)  measures  to  assure  appropriate 
consideratian  of  seismic  saMy.  This 
fJPRM  responds  to  that  raquiransnt 

The  Executive  Older  requires  the  use 
of  natiooally  recognizad  private  sector 
standaids  and  practices,  unless  noce  is 
adequate.  This  is  in  aocordanoe  with 
QMB  Circular  A-lld.  Local  building 
codes  which  are  determined  by  the 
cognizant  agency  or  by  the  ICSSC  to 
pravide  adequMeiy  far  seismic  safety 
may  be  used  as  welL  Special  seismic 
standards  and  practices  required  by 
unique  agency  mission  needs  also  may 
baiund. 

Each  agency  is  responsible  for  issiung 
or  amending  its  regulations  or 
[Hocedures.  planning  for 
implementation  through  its  own  budget 
prooess.  and  regularly  reviewing  its 
regulations  and  procedures.  The  Federal 
Emergency  Management  Agency 
(FEMA)  is  responsible  for  requesting  an 
annual  status  report  firora  each  agency 
and  reporting  annually  to  the  President 
and  Congress  on  the  execution  of  the 
Executive  Order. 

Secticn  4(a)  of  the  Executive  Order 
charges  the  ICSSC  with  recommending 
appropriate  and  cost-effiective  seismic 
design  and  canstniction  standards  and 
practices.  In  its  official  recommendation 
to  FEMA,  "Recommendation  of  Design 
and  Construction  Practices  in 
Implementation  of  Executive  Order 
12699."  the  ICSSC  recommwids.  as  the 
mini""""  standard  for  all  Federal 
agencies,  the  use  of  standards  and 
practices  which  are  substantially 
equivalent  to  or  exceed  the  most  recent 
or  the  immediately  preceding  edition  of 
the  NEHRP  Reconunended  Provisions 
for  the  Development  of  Seismic 
Regulaticms  for  New  Buildings. 

An  assessment  pre{»red  by  the 
Council  of  American  Building  Officials 
and  re%iewed  by  the  ICSSC  compared 
the  seismic  fwovisions  of  major  model 
building  codes  vhih  the  provisions  of 
the  1988  NEHRP  recommended 
provisions.  Each  of  the  following  model 
codes  was  found  to  provide  a  level  of 
seismic  safety  substantially  equivalent 
to  that  provided  by  the  1988  NEHRP 
recommended  provisions:  1991 ICBO 
Uniform  Building  Code.  1992 
Supplement  to  the  BOCA  National 
Buildiog  Code,  and  the  1992 
Amendments  to  the  SBOC  Standard 
Building  Code.  The  ICSSC 
recommendation  supports  the  use  of 
these  editions  of  the  model  codes  as 
appropriate  for  use  in  implementing  the 
Executive  Order.  In  addition,  the 
reconunendatiaa  states  that  "state, 
county,  local  or  other  jtirisdictional 
buiidh)g  ordinances  adopting  and 
enforcing  these  model  codes  in  their 


entirety,  without  significant  revisions  or 
changaa  in  the  direction  of  less  seismic 
seiaty.  ere  ^o  deemed  adequate  for 
impleBaoting  the  Order." 

^e  recommendation  goes  on  to  state 
that  any  other  ordinances  must  be 
determined  by  the  responsible  cognizant 
agsDcy  to  be  substantially  equivalent  to 
the  NEHRP  recommended  provisions 
before  they  can  be  considered  to  be 
appropriate  for  implementing  the  Order. 
A  copy  of  the  recommendation  can  be 
found  in  ICSSC  RP  2.1-A,  "Guidelines 
and  Procedures  for  Implementation  of 
the  Executive  Order  on  Seismic  Sefety 
of  New  Building  Construction."  whidi 
inchides  additional  ICSSC  consensus 
guidance  for  implementation.  ICSSC  RP 
2.1-A  is  available  from  the  U.S. 
Department  of  Commerce,  National 
Institute  of  Standards  and  Technology, 
Building  and  Fire  Research  Laboratory, 
Ceithersbure,  MD  20899. 

The  NEHRP  recommended  provisions 
are  not  a  standard  or  model  code,  but 
constitute  a  resource  document  that  may 
be  used  to  develop  effective  seismic 
standards  and  building  codes.  The 
primary  function  of  the  NEHRP 
recommended  provisions  is  to  provide 
the  minimum  criteria  considered 
prudent  and  economically  justified  for 
life  safety  and  the  protection  of  property 
as  it  impacts  life  safety  in  buildings 
subject  to  earthquakes  at  any  location  in 
the  United  States.  The  provisions  were 
developed  as  a  NEHRP  project  funded 
by  FEMA.  They  are  reviewed,  updated, 
and  published  by  the  Building  Seismic 
Safety  Council  (BSSC),  a  private  sector 
organization  representing  nearly  60 
organizations  concemed  with  seismic 
safoly.  The  Provisions  have  been 
extensively  reviewed  and  balloted  by 
the  building  community  to  provide  a 
key  source  for  the  development  of 
seismic  provisions  for  national 
standards,  model  building  codes,  and 
building  regulations  for  state  and  local 
governments  in  seismic  areas.  An 
updated  version  of  the  NEHRP 
recommended  provisions  is  prepared 
every  three  years  by  the  BSSC.  The  most 
recent  edition  available  is  1991.  A  non- 
technical explanation  of  the 
background,  objective,  and  methods 
related  to  the  NEHRP  recommended 
provisions  is  available  from  FEMA. 

In  late  1989.  the  Building  Officials 
and  Cede  Administrators  International 
(BOCA)  appointed  an  ad  hoc  committee 
to  review  the  1988  Edition  of  the 
NEHRP  recommended  provisions  with 
the  purpose  of  developing  a 
comprehensive  and  consistent  position 
on  code  requirements  for  earthquake 
loads  that  will  reflect  tecbnolofgr,  dengn 
practices  and  national  codas  and 
standards.  The  Southem  Building  Code 


Congress  (SBCC)  participated  in  a 
similar  cooperative  efibrt.  As  a  result  of 
these  sfibcts.  the  1992  versions  of  the 
BOCA  NatioQal  Building  Code  and  the 
SBOC  Standard  Building  Code  have 
incorporated  the  NEHRP  recommended 
provisions  into  their  seismic 
requirements.  The  NEHRP 
Raoommended  Provisions  are  also  being 
considered  by  the  American  Society  of 
Civil  En^neers  (ASCE)  for  adoption  into 
the  National  Standard  ASCE  7-88, 
"Minimum  Design  Loads  for  Buildings 
and  Other  Structures." 

Section  3(a)  of  the  Order  requires 
implementation  actions  to  "consider  the 
seismic  hazards  in  various  areas  of  the 
country  to  be  as  shown  in  the  most 
recent  edition  of  the  American  National 
Standards  Institute  Standard  ASS, 
Minimum  Design  Loads  ka  Buildings 
and  Odier  Structures,  or  subsequent 
maps  adopted  for  Federal  use  in  accord 
with  this  order."  The  died  standard 
map  is  now  available  as  ASCE  7.  This 
map  is  based  on  the  nationwide  maps  of 
horizontal  groimd  acceleration 
developed  by  the  USGS  that  also  serve 
as  the  base  for  the  design  maps  included 
with  the  NEHRP  Recommended 
Provisions. 

The  ICSSC  has  recommended  the  use 
of  standards  and  codes  equivalent  to  the 
NEHRP  Recommended  Provisions. 
Therefore,  the  NEHRP  maps  are 
considered  appropriate  for  Federal  use 
in  implementing  the  Executive  Order. 

Versions  of  the  NEHRP  maps  have 
been  adopted  along  with  the  NEHRP 
Recommended  Provisions  into  the 
BOCA  National  and  SBCC  Standard 
building  codes.  The  seismic  zone  map 
in  the  1991  International  Conference  of 
Building  Officials  (ICBO)  Uniform 
Building  Code  is  also  based  on  one  of 
the  USGS  maps  of  horizontal  grotmd 
acceleration.  iTie  ICBO  map  should  be 
used  with  the  ICBO  code.  It  is  not 
appropriate  to  use  the  NEHRP  maps 
with  the  ICBO  Uniform  Building  Code, 
because  the  design  requiremenls  of 
building  codes  are  keyed  to  the 
numerical  values  of  the  map  they 
refoence. 

The  proposed  rules  apply  only  to  new 
construction.  All  buildings  owned, 
leased,  constructed,  assisted  throu^ 
such  methods  as  loans,  grants  or 
guarantees  of  loans,  or  regulated  by  DOT 
must  conform  to  the  ieqiiirements  of  the 
new  rules.  Under  the  Earthquake  Hazard 
Reduction  Act,  49  U.S.C  7701  et  seq., 
the  Department  of  Transportation  is 
independently  responsible  for  ensuring 
that  appropriate  seismic  design  and 
construction  standards  are  applied  to 
new  construction  under  its  puarview.  In 
the  Oepaitment  of  Transportation  the 
DOT  Operating  Administrations  will 
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further  implement  this  rule,  where 
necessary. 

Section  41.110  states  the  general 
purpose  of  the  rule.  The  rule  applies  to 
buildings.  A  building  means  any 
structure,  fully  or  partially  enclosed, 
used  or  intended  for  sheltering  persons 
and  property.  "New  building"  is  not 
deBned.  However,  it  is  commonly 
accepted  construction  practice  in  this 
country,  as  expressed  in  the  model 
codes,  to  treat  additions  as  new 
buildings.  Therefore,  this  rule  should  be 
interpreted  to  apply  to  additions  to 
existing  buildings  as  well  as  to  new 
buildings. 

Section  41.115  states  that  the  rule 
applies  to  buildings  leased  for  DOT 
occupancy.  The  1988  NEHRP 
Recommended  Provisions  required  that 
the  entire  building  meet  the  most 
stringent  requirements  of  any  use  that 
occupies  15  percent  or  more  of  the  total 
building  area.  It  is  therefore  reasonable 
to  require  that  seismic  safety  provisions 
apply  to  buildings  in  which  15  percent 
or  more  of  the  total  space  will  be  leased 
for  DOT  use. 

Section  41.117  provides  that  any 
buildings  constructed  with  DOT 
Hnancial  assistance  must  be  designed 
and  constructed  in  accordance  with 
approved  seismic  standards. 

Section  41.119  provides  that 
buildings  regulated  by  DOT  are  subject 
to  the  rule. 

Section  41.120  identifies  the 
acceptable  model  codes.  Emergency 
work  or  assistance  in  compliance  with 
the  Stafford  Act,  42  U.S.C.  5170a, 
5170b.  5174,  5178.  5192  and  5193  is  not 
required  to  meet  the  requirements  of  a 
seismic  safety  program. 

Finally,  §41.125  provides  that 
nothing  in  this  rule  is  intended  to  create 
any  ri^t  or  benefit  against  DOT,  its 
Operating  Administrations,  its  officers 
or  any  person. 

Preliminary  Regulatory  Evaluation 
(PRE) 

Executive  Order  12291,  dated 
February  17, 1981,  directs  Federal 
agencies  to  promulgate  new  regulations 
or  modify  existing  regulations  only  if 
potential  benefits  to  society  for  each 
regulatory  change  outweigh  potential 
costs.  E.0. 12291  also  requires  the 
preparation  of  a  Regulatory  Impact 
Analysis  of  all  "major"  rules  except 
those  responding  to  emergency 
situations  or  other  narrowly  defined 
exigencies.  A  major  rule  is  one  that  is 
likely  to  result  in  an  annual  effect  on  the 
economy  of  $100  million  or  more,  a 
major  increase  in  consumer  costs,  or  a 
significant  adverse  effect  on 
competition.  The  Department  of 
Transportation  has  determined  that  this 


rule  is  not  "major"  as  defined  in 
Executive  Order  12291. 

The  Department  has  prepared  a 
Preliminary  Regulatory  Evaluation 
(PRE),  which  assesses  the  overall  costs 
and  benefits  of  the  rule,  and 
demonstrates  that  it  has  reasonable 
justification. 

The  NEHRP  recommended  provisions 
represent  a  set  of  carefully  evaluated 
construction  practices.  This  approach 
recognizes  that  the  provision  oi  seismic 
design  is  in  large  measiue  an  economic 
issue:  The  extent  of  seismic  measures 
mandated  by  a  code  must  be  gauged  by 
their  probable  benefit  in  saving  lives  as 
well  as  their  cost  to  owners  and  ultimate 
occupants. 

Cost— Determining  the  efiiact  of 
requiring  the  use  of  modem  seismic 
provisions  on  the  initial  cost  of  a 
building  is  enormously  complex.  It  is 
possible  to  arrive  at  many  different 
answers  depending  upon  the  role  in 
society  of  the  person  answering  the  cost 
question,  whether  or  not  the  building  is 
required  to  remain  functional  after  a 
major  earthquake,  whether  a  special 
effort  is  made  to  reduce  property  losses, 
and  whether  or  not  some  seismic  design 
requirements  are  already  in  effect. 

The  major  factors  influencing  the  cost 
of  complying  with  seismic  design 
requirements  are: 

1.  The  complexity  of  the  shape  and 
structural  framing  system  for  the 
building.  (It  is  much  easier  to  provide 
seismic  resistance  in  a  building  with  a 
simple  shape  and  framing  plan.) 

2.  The  cost  of  the  structiural  system 
(plus  other  items  subject  to  special 
seismic  design  requirements)  in  relation 
to  the  total  cost  of  the  building.  (In 
many  buildings,  the  cost  of  providing 
the  structiu-al  system  may  be  only  25 
percent  of  the  total  cost  of  the  project.) 

3.  The  stage  in  design  at  which  the 
provision  of  seismic  resistance  is  first 
considered.  (The  cost  can  be  inflated 
greatly  if  no  attention  is  given  to  seismic 
resistance  until  after  the  configuration 
of  the  building,  the  structural  firaming 
plan,  and  the  materials  of  construction 
have  already  been  chosen.) 

The  approximate  construction  cost 
impacts  resulting  from  implementation 
of  an  earlier  version  of  the  NEHRP 
recommended  provisions  were 
determined  by  Stephen  F.  Weber  during 
a  BSSC  study  of  the  societal 
implications  of  using  improved  seismic 
provisions.  These  case  studies  were 
developed  on  the  basis  of  a  1983-84 
BSSC  trial  design  program  conducted  to 
evaluate  the  usability,  technical 
validity,  and  cost  impact  of  the 
application  of  an  amended  version  of 
Applied  Technology  Council  (ATC) 
"Tentative  Provisions  for  the 


Development  of  Seismic  Regulations  for 
Buildings",  which  was  the  precursor  of 
the  NEI^IP  Recommended  Provisions. 

Weber's  study  was  based  on  the 
results  of  52  case  studies  that  compared 
the  costs  of  constructing  the  structural 
components  of  a  wide  variety  of 
buildings  designed  according  to  two 
distinct  criteria:  The  prevailing  local 
building  code  and  the  proposed  set  of 
improved  seismic  safiaty  provisions.  For 
eaoi  of  the  52  designs  included,  a  set  of 
building  reqiiirements  or  general 
specifications  was  developed  and 
provided  to  the  responsible  design 
engineering  firm,  but  the  designers  were 
given  latitude  to  ensure  that  building 
design  parameters  were  compatible  with 
local  construction  practice.  Each 
building  was  designed  once  according 
to  the  amended  Tentative  Provisions 
and  again  according  to  the  prevailing 
local  code  for  the  particular  location  of 
the  design.  Some  of  the  case  studies  also 
compared  the  structural  engineering 
design  time  required  for  the  two  design 
criteria.  The  case  studies  included 
multifamily  residential,  office, 
industrial,  and  commercial  building 
designs  in  nine  cities  that  cover  the 
range  of  seismic  hazard  levels  foimd  in 
the  United  States  (Los  Angeles,  Seattle. 
Memphis,  Phoenix.  New  York,  Chicago, 
Ft.  Worth,  Charleston,  and  St.  Louis). 

In  siupmary,  Weber's  study  of  the 
results  of  the  BSSC  trial  design  program 
provides  some  idea  of  the  approximate 
cost  impacts  expected  from  application 
of  the  NEHRP  recommended  provisions. 
For  the  29  trial  designs  conducted  in  the 
5  cities  (Chicago,  Ft.  Worth,  Memphis, 
New  York,  and  St.  Louis)  whose  local 
building  codes  had  no  seismic  design 
provisions  at  the  time  of  the  study,  the 
average  projected  increase  in  total 
building  construction  costs  was  2.1 
percent.  For  the  23  trial  designs 
conducted  in  the  4  cities  (Charleston, 
Los  Angeles,  Phoenix,  and  Seattle) ' 
whose  local  building  codes  did  have 
seismic  design  provisions  at  that  time, 
the  average  projected  increase  in  total 
building  construction  costs  was  0.9 
percent.  The  average  increase  in  cost  for 
all  9  cities  combined  was  1.6  percent 
Although  no  analyses  of  the  cost  effiact 
of  the  1985, 1988,  and  1991  Editions  of 
the  NEHRP  Recommended  Provisions 
have  been  conducted,  it  is  anticipated 
that  the  modifications  made  to  the 
earlier  version  studied  would  have  little 
effect  on  costs  in  cities  subject  to  high 
seismic  risk  and  would  reduce  the  cost 
increase  in  cities  subject  to  less  risk. 

Bene/jfs— There  are  three  forms  of 
benefits  that  fall  luider  the  analysis:  The 
benefit  expected  in  any  year  bom 
avoiding  me  loss  of  the  value  of  the 
building  itself,  because  it  has  been  built 
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to  mw  higher  standards;  th«  benefit  of 

the  IWm  aavMl  m  tfM  building  h«cau80 

the  bmkfing  has  witttstood  the  ground 

shaking;  and  the  benefit  of  the  fonction 

preseived.  became  the  building  is  M» 

to  protect  the  mission  it  houses. 
In  ihe  PfiE.  these  benefits  hare  been 

evaluated,  using  a  statistical  analysis 
which  w^  not  be  repeated  here.  The 
benefits  in  this  case  are  limited  to  the 
sevings  {in  life,  nioperty  and 
maintenance  of  fonction)  that  come 
about  because  a  future  buiKJiiw  will  be 
built  to  a  new  too^MT  standard  under 
this  ruia,  rather  ^Sam  the  standard  that 
would  have  been  in  effect  earlier  if  no 
new  rule  were  in  place. 

To  enlarge  on  this,  under  the 
proposed  role,  a  building  vrould  be  buih 
to  surviTe  tiie  high  level  of  riiock  and/ 
or  accelerations  portrayed  on  the 
NEHilP  contour  maps,  nrhidi  have  a  90 
percent  piobebility  of  non-exceedance 
in  56  years,  fa  the  absence  of  the  rule, 
the  building  would  be  buih  to  a  lesser 
standard,  which  would  have  allowed  for 
the  suTvivrfjility  of  the  building  only 
under  lesser  ^ocks  or  accelerations. 

The  benefits  counted  are  only  those 
for  instances  where  dw  shodu  or 
accelerations  were  so  hig^  they  would 
have  destroyed  a  building  buih  to  the 
earlier  lower  standard,  but  buildings 
buih  to  the  new  standard  would 
survive.  Similarly,  the  costs  counted  are 
those  that  are  added  because  the 
building  is  being  buih  to  the  new, 
higher  standard,  rather  than  the  earlier 
lower  standard. 

It  should  be  kept  in  mind  that  there 
is  a  ten  percent  probability  that  shocks 
or  accelerations  stronger  than  those 
portrayed  on  Haa  NEIWP  maps  vrill  be 
experienced,  and  even  the  buildings 
constructed  to  the  new  standard  cannot 
be  expected  to  survive  shocks  of  that 
magnitude.  These  instance  are  not 
counted  in  either  costs  or  benefits. 

When  the  benefits  are  aggregated  for 
the  lives  saved,  the  preservation  of  the 
building,  and  the  continued  functioning 
of  the  transportation  mission  housed  in 
that  buildiAg.  the  rule  is  cost  beneficial. 

For  locations  where  there  have  been 
no  provisions  for  earthquake  protection, 
as  exemplified  by  the  29  building  group 
in  the  Weber  study,  the  cost  benefit  ratio 
is  2.2,  using  a  10  percent  discount  rate. 
For  locations  where  there  have  been 
some  provisions  for  earthquake 
protection,  as  exemplified  by  the  23 
building  group  in  the  Weber  study,  the 
cost  benefit  ratio  is  5.1,  using  a  10 
percent  discount  rate. 


The  following  material  would  be 
incorporated  by  reforence  in  newrly 
estabfirfjed  49  CFR  part  41.  Each  of  the 


followinc  model  codes  has  beenfeond 
to  provicM  a  level  of  seismic  safety 
substantiany  eqnivrient  to  that  provided 
by  use  of  the  1968  NEHRP 
Recommended  Provisians:  Tha  1991 
International  Conference  of  Building 
Officials  (KSO)  Uniform  Building  Codr, 
the  1992  Supplement  to  theBuilding 
Officials  and  Code  Administrators 
fateniational  [BOCA)  Nationd  Building 
Code;  and  Ae  1992  Amendment  to  the 
Southern  Building  Code  Congress 
(SBOC)  Standard  Buildmg  Code. 
Revisions  of  &ese  model  codes  that  are 
substantially  equivalent  to  or  exceed  the 
then  current  or  immediately  preceding 
edition  of  the  NEHRP  Recommended 
Provisions,  as  it  is  updated,  can  be 
approved  by  a  DOT  Operating 
Acuninistration  to  meet  the 
requirements  of  this  part. 

Regulatory  Evahiatioa 

The  proposed  rule  is  not  considered 
tc  be  major  under  Executive  Order 
12291.  but  is  significant  under 
Department  of  Transportation 
Regulatory  Policies  and  Procedures  (44 
FR 11040).  February  26. 1979. 
Therefore,  DOT  has  determined  that  a 
Regulatory  Impact  Analysis  under 
Executive  Order  12291  is  not  reqviired. 
Furthermore.  DOT  expects  the 
regulatory  impact  of  this  proposal  to  be 
minimal.  Reference  is  made  to  the 
discussion  of  cost  of  seismic  protection 
below.  Study  indicates  that  the  average 
projected  increase  in  building 
construction  costs  for  nine  major  U.S. 
cities  would  be  1.6%.  which  should  not 
have  a  significant  impact  on  initial 
building  construction  costs. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C  eoi  et  seq.)  the  Department 
must  consider  whether  this  proposal 
will  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  "Small  entities"  include 
independently  owned  and  operated 
small  businesses  that  are  not  dominant 
in  their  field  and  that  otherwise  qualify 
as  "small  business  concerns"  under 
section  3  of  the  Small  Business  Act  (15 
U.S.C  632).  Because,  as  discussed 
above,  the  Department  expects  the 
impact  of  this  proposed  rule  to  be 
minimal,  the  Department  certifies  under 
5  U.S.C  605lb)  that  this  proposed  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities. 

CoUectiaa  of  infiematiasi 

This  proposed  rule  contains  no 
collection  of  information  requirements 
under  the  Paperwork  Reduction  Act  (44 
U.S.C  3501  et  seq.) 


FederaBsw 

The  Department  has  analyzed  this 
proposed  rule  in  aocordance  with  the 
prindplss  and  aitatia  contained  in 
Executive  Oordsr  12612  and  has 
determined  that  this  proposed  role  has 
minimal  federalism  impucations  whidi 
are  insufficient  to  warrant  the 
preparation  of  a  Fadaralism  Assessment. 

Environnent 

The  Department  considered  the 
environinantal  impact  of  this  proposed 
rule  and  concluded  diat  this  rule  is 
categorically  excluded  from  further 
environmental  documentation.  This 
action  solely  relates  to  the  seismic  safety 
of  buildings  and  clearly  has  no 
ODvironmental  impact 

List  of  Sofbfects  in  49  CFR  Part  41 

Buildings.  Seismic  safety  construction 
standards. 

For  reasons  sat  out  in  the  preamble, 
the  Department  of  Transportation 
proposes  to  establish  a  new  49  CFR  part 
41  as  follows: 

PART  41^SBSyiC  SAFETY 

Sec. 

41.100    Purpose  and  Applicability. 

41.105    Oefioitioiu. 

41.110    Naw  DOT  owned  buildingi  and 

additkns  to  buildingB. 
41.115    New  buildings  to  be  leased  for  DOT 

occupancy. 
41.117    Buil(Ungs  built  Mrith  Federal 

41.119  DOT  regulated  buildings. 

41.120  Acceptable  model  codes. 
41.12S    Judicial  review. 

Authority:  42  U.S.C.  7701  ef  seq.;  49  U.S.C 
322:  ExecuUve  Order  12699,  55  FR  835, 3 
C2TI 1990  Comp.,  p.  269. 


141.100 

(a)  This  part  implements  the 
provisions  of  49  U.S.C.  7701  et  seq.  and 
Executive  Order  12699.  "Seismic  Safety 
of  Federal  and  Federally-Assisted  at 
Regulated  New  Building  Construction." 
Under  the  Executive  Order  the  DOT  is 
given  Ae  responsibility  for  developing 
and  imptementing  its  own  mission- 
appropriate  and  cost-effective 
regulations  governing  seismic  safety. 

(b)  This  rule  applies  to  new  DOT 
owned  buildings  and  to  new  DOT 
leased,  assisted  and  regulated  buildings. 
The  purpose  of  the  lute  is  to  reduce  risk 
to  lives  of  the  bmlding  occupants, 
improve  the  cap^ilities  of  essential 
buildings  to  function  during  or  after  an 
earthquake,  and  to  reduce  earthquake 
losses  of  public  buildings  and 
iirvestments. 

(c)  This  rule  may  be  further 
implemented  by  the  DOT  Operating 
Administrations. 
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141.106    DaflnMons. 

As  used  in  this  chspte 

DOTmeaiis  the  U.S.  Department  of 
Tran^KKtation. 

Operating  Administration  includes 
the  Office  <^  die  Secretaiy. 

141.110    New  DOT  owned  buNdinge  end 
•dditions  to  buikUngs. 

(a)  DOT  Operating  Administrations 
responsible  for  the  design  and 
construction  of  new  DOT  Federally 
owned  buildings  will  ensiue  that  each 
building  is  deseed  and  constructed  in 
accord  with  the  seismic  design  and 
construction  standards  set  out  in 
§41.120. 

(b)  This  requirement  pertains  to  all 
building  projects  for  which 
development  of  detailed  plans  and 
specifications  is  initiated  after  January 
5, 1990.  It  applies  to  additions  to 
existing  buildings  as  well  as  to  new 
buildings.  It  applies  worldwide. 

(c)  For  DOT  Federally  owned 
buildings,  a  certification  of  compliance 
with  the  seismic  design  and 
construction  requirements  of  this  part  is 
required  prior  to  the  acceptance  of  the 
building.  Such  statements  of 
comphance  may  include  the  engineer's 
and  ardiitect's  authenticated 
verificatian  of  seismic  design  codes, 
standards,  and  practices  used  in  the 
design  and  construction  of  the  building, 
construction  observation  reports,  local 
or  state  briilding  department  plan 
review  documents,  or  other  documents 
deemed  appropriate  by  the  DOT 
Operating  Administration. 

S41.11S    Mew  buildings  to  b*  leased  for 
DOTooeupeney. 

(a)  DOT  Operatino  Administrations 
responsible  for  the  design  and 
construction  of  new  buildings  to  be 
leased  for  DOT  occupancy  use  will 
ensure  that  each  building  is  designed 
and  constructed  in  accord  with  the 
seismic  design  and  construction 
standards  set  out  in  §  41.120. 

(b)  This  reqmrement  pertains  to  all 
new  building  projects  for  which  the 
agreement  covering  development  of 
detailed  plans  and  specifications  is 
executed  after  January  5, 1990. 

(c)  For  new  Federally  leased 
bmldings,  a  certification  of  compliance 
with  the  seismic  design  and 
construction  requirements  of  this  part  is 
required  prior  to  the  acceptance  of  the 
building.  Such  statements  of 
compliance  may  include  the  engineer's 
and  ardiitect's  authenticated 
verification  of  seismic  design  codes, 
standards,  and  practices  used  in  the 
design  and  construction  of  the  building, 
construction  observation  reports,  local 
or  state  building  department  plan 


review  documents,  or  other  documents 
deemed  appropriate  by  the  DOT 
C^rating  Administration. 

141.117   BufldlngsbuiHwiaiFedarti 
•esistanoe. 

(a)  Each  DOT  Operating 
Administration  assisting  in  the 
finandng,  through  Federal  grants  or 
loans,  or  guaranteeing  the  &iancing, 
through  loan  or  mortgage  insurance 

Erograms,  of  newly  constructed 
uildings  will  ensure  that  any  biiilding 
constructed  with  such  assistance  is 
constructed  in  accord  with  seismic 
standards  set  out  in  $  41.120. 

(b)  This  section  applies  to  new 
buildings  and  additions  to  existing 
buildings  financed  in  whole  or  in  part 
throti^  Federal  grants  or  loans 
administered  by  DOT  Operating 
Administrations,  or  through  guaranteed 
financing  through  loan  or  mortgage 
insurance  programs  administered  by 
DOT  Operating  Administrations. 

(c)  Any  building  constructed  with 
Federal  financial  assistance,  after  [Insert 
effective  date  of  final  rule]  must  be 
designed  and  constructed  in  accord 
with  seismic  standards  approved  by  the 
DOT  operating  Administration  under 

§  41.120  in  order  to  be  eligible  for 
Federal  financial  assistance. 

(d)  For  buildings  built  with  Federal 
assistance,  a  certification  of  compliance 
with  the  seismic  design  and 
construction  requirements  of  this  part  is 
required  prior  to  the  furnishing  of  such 
assistance.  Such  statements  of 
compliance  may  include  the  engineer's 
and  architect's  authenticated 
verification  of  seismic  design  codes, 
standards,  and  practices  used  in  the 
design  and  construction  of  the  building, 
construction  observation  reports,  local 
or  state  building  department  plan 
review  documents,  or  other  documents 
deemed  appropriate  by  the  DOT 
Operating  Administration. 

i41.11«    DOT  regulated  buildbtge. 

(a)  Each  DOT  Operating 
Administration  with  responsibility  for 
regulating  the  structural  safety  of 
buildings  and  additions  to  existing 
buildings  will  ensure  that  each  DOT 
regulated  building  is  designed  and 
constructed  in  accord  with  seismic 
desi^  and  construction  standards  as 
provided  by  this  rule. 

(b)  This  requirement  pertains  to  all 
new  building  projects  for  which 
development  of  detailed  plans  and 
specifications  begins  after  [Insert 
effective  date  of  final  rule]. 

(c)  Any  building  for  which  a  DOT 
Operating  Administration  is  responsible 
for  regulating  the  structural  safety  must 


comply  with  the  seismic  design  and 
constructian  standards  hi  this  pert, 
(d)  For  DOT  regulated  buildingB  a 
certification  of  oomplianoe  with  the 
seismic  design  and  oonstmctiaa 
requirements  of  this  partis  required 
prior  to  the  acceptance  of  the  building. 
Such  statements  of  compliance  may 
include  the  engineer's  aind  architect's 
authenticated  verification  of  seismic 
design  codes,  standards,  and  practices 
usedin  the  design  and  construction  of 
the  building,  construction  observation 
reports,  local  or  state  building 
department  plan  review  documents,  or 
other  documents  deemed  appropriate  by 
the  DOT  Operating  Administration. 


141.120 

(a)  This  section  describes  the 
standards  that  must  be  used  to  meet  the 
seismic  design  and  construction 
reouirements  of  this  part 

(d)(1)  The  following  are  model  codes; 

(i)  The  1991  International  Conference 
of  Building  Officials  (ICBO)  Unifmin 
Building  Qxle,  published  by  the 
Intematianal  Conference  of  Building 
Officials,  5360  South  Worionan  Mill 
Rd..  Whittier.  CaL  90601: 

(ii)  the  1992  Supplement  to  the 
Building  Officials  and  Code 
Administrators  International  (BOCA) 
National  Building  Code,  published  by 
the  Building  Officials  and  Code 
Administrators,  4051  West  Flossmoor 
Rd..  Country  Chib  Hills,  111.  60478- 
5795;  and  (iii)  the  1992  Amendments  to 
the  Southern  Building  code  congress 
(SBCC)  Standard  Building  Code, 
published  by  the  Southern  Building 
Code  Congress  International,  900 
Montclair  Rd.,  Birmingham,  Ala.  35213- 
1206.* 

(2)  Versions  of  the  NEHRP  seismic 
maps  have  been  adopted  along  with  the 
NEHRP  Recommended  Provisions  into 
the  BOCA  National  and  SBCC  Standard 
building  codes.  The  seismic  zone  map 
in  the  ICBO  Uniform  Building  Code  is 
also  based  on  one  of  the  USGS  maps  of 
horizontal  ground  acceleration. 
However,  the  ICBO  map  should  be  used 
only  with  the  ICBO  code.  Also,  it  is  not 
appropriate  to  use  the  NEHRP  maps 
with  the  ICBO  Uniform  Building  Code, 
because  the  design  requirements  of 
building  codes  are  kcwed  to  the 
numerical  values  of  the  map  they 
reference. 

(c)  Revisions  to  the  model  codes  listed 
in  paragraph  (b)  of  this  section  that  are 
substantially  equivalent  to  or  exceed  the 
then  current  or  immediately  preceding 


1  ThM*  codM  hav«  bMO  found  to  provide  a  toral 
of  saiimic  safBty  tutMtwIiaUy  aqutoitait  to  Ihet 
providad  by  um  of  the  19S8  National  Earthquaka 
Haxardt  Raductian  Pragnm  (NEHRP) 
Raconunandad  ProvlsioiU. 
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edition  of  the  NEHKP  recommended 
provisions,  as  it  is  updated,  may  be 
approved  by  a  DOT  Operating 
Administration  to  meet  the 
requirements  in  this  part. 

(d)  State,  county,  local,  or  other 
jiuisdictional  building  ordinances 
adopting  and  enforcing  the  model 
codes,  listed  in  paragraph  (b)  of  this 
section,  in  their  entirety,  without 
significant  revisions  or  changes  in  the 
direction  of  less  seismic  safety,  meet  the 
requirements  in  this  part.  For 
ordinances  that  do  not  adopt  the  model 
codes  Usted  in  paragraph  (b)  of  this 
section,  substantial  equivalency  of  the 
ordinances  to  the  seismic  safety  level 
contained  in  the  NEHRP  recommended 
provisions  must  be  determined  by  the 
DOT  Operating  Administration  before 
the  ordinances  may  be  used  to  meet  the 
requirements  of  this  part. 

(e)  DOT  Operating  Administrations 
that,  as  of  January  5, 1990.  required 
seismic  safety  levels  higher  than  those 
imposed  by  this  rule  in  new  building 
construction  programs  will  continue  to 
maintain  such  levels  in  force. 

(f)  Emergencies.  Nothing  in  this  rule 
applies  to  assistance  provided  for 
emergency  work  or  for  assistance 
essential  to  save  Uves  and  protect 
property  and  public  health  and  safety 
performed  pursuant  to  section  402,  403, 
502,  and  503  of  the  Robert  T.  Stafford 
Disaster  Relief  and  Emergency 
Assistance  Act  (Stafford  Act),  42  U.S.C. 
5170a.  5170b.  5192.  and  5193.  or  for 
temporary  housing  assistance  programs 
and  individual  and  family  grants 
performed  pursuant  to  Sections  408  and 
411  of  the  Stafford  Act.  42  U.S.C.  7174 
and  5178.  However,  this  rule  applies  to 
other  provisions  of  the  Stafford  Act  after 
a  Presidentially  declared  major  disaster 
or  emergency  when  assistance  actions 
involve  new  construction  or  total 
replacement  of  a  building. 

141.125    Judicial  review. 

Nothing  in  this  rule  is  intended  to 
create  any  right  or  benefit,  substantive 
or  procedural,  enforceable  at  law  by  a 
party  against  the  DOT,  its  Operating 
Administrations,  its  officers,  or  any 
person. 

Issued  this  8th  day  of  January,  1993  at 
Washington  DC 
Andrew  H.  Card,  Jr., 
Secretary  of  Transportation. 
IFR  Doc  93-895  Filed  1-13-93;  8:45  am) 
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FMeral  Railroad  Admlnletratlon 

49  CFR  Part  234 

[FRA  DoclMt  No.  RSQC-6;  Nolioa  No.  5] 

RIN  2130— AA70 

TIm«<y  Reaponae  to  Grade  Crceaing 
Signal  Syatem  Malfunctlona  Notice  of 
Extenaion  of  Comment  Period 

AGENCY:  Federal  Railroad 
Administration  (FRA).  DOT. 
action:  Notice  of  Proposed  Rulemaking: 
extension  of  comment  period. 


interested  parties  sufficient  time  to 
respond  to  information  developed  in  the 
open  meeting.  FRA  is  therefore 
extending  the  comment  period  in  this 
proceeding  to  February  15, 1993. 

Issued  In  Washington,  DC  on  January  8, 
1993. 

Gilbert  E.  Carmirh—I, 
Administrator. 

IFR  Doc.  93-898  Filed  1-13-93;  8:45  am) 
MUJNO  COOC  4»10-0S-«i 


SUMMARY:  FRA  is  issuing  notice  that  the 
period  for  public  comment  in  this 
proceeding  is  being  extended  to 
February  15, 1993. 
DATES:  Written  comments  must  be 
received  no  later  than  February  15, 
1993.  Comments  received  after  that  date 
will  be  considered  to  the  extent  possible 
without  incurring  additional  expense  or 
delay. 

ADDRESSES:  Written  comments  should 
be  submitted  to  the  Docket  Clerk.  Office 
of  Chief  Counsel,  FRA,  400  Seventh 
Street  SW..  Washington,  DC  20590. 
Persons  desiring  to  be  notified  that  their 
written  comments  have  been  received 
by  FRA  should  submit  a  stamped,  self- 
addressed  postcard  with  their 
comments.  The  Docket  Clerk  will 
indicate  on  the  postcard  the  date  on 
which  the  comments  were  received  and 
will  return  the  card  to  the  addressee. 
Written  comments  will  be  available  for 
examination  during  regular  business 
hours  in  room  8201  of  the  Nassif 
Building  at  the  above  address. 
FOB  FURTHER  INF0RMATK5N  CONTACT: 
William  E.  Goodman.  Chief.  Signal  and 
Train  Control  Division,  Office  of  Safety 
Enforcement,  FRA.  400  Seventh  Street, 
SW.,  Washington,  DC  20590  (telephone 
202-366-0495),  or  Mark  Tessler,  Trial 
Attorney,  Office  of  Chief  Counsel.  FRA. 
400  Seventh  Street.  SW..  Washington. 
DC  20590  (telephone  202-366-0628). 
SUPPLEMENTARY  INFORMATION:  On  June 
29, 1992.  FRA  published  a  Notice  of 
Proposed  Rulemaking  regarding  timely 
response  to  grade  crossing  signal  system 
malhinctions.  57  FR  28819.  A  public 
hearing  was  held  on  September  15. 

1992.  An  open  meeting  was 
subsequently  held  on  December  11. 
1992  which  included  discussions  of 
standards  for  safe  maintenance, 
inspection  and  testing  of  active  warning 
devices  and  as  well  as  timely  response 
to  malfunction  of  such  devices.  At  the 
December  11  meeting,  a  request  was 
made  to  extend  the  comment  closing 
date  from  January  15  to  February  15. 

1993.  This  extension  would  provide 


DEPARTMENT  OF  THE  INTERIOR 
Fiah  aiMl  Wildlife  Service 

50  CFR  Part  17 

RIN  101»-AB83 

Endangered  and  Threatened  Wildlife 
and  Planta;  Correction  to  Propoaal  to 
Uat  the  Relict  Darter  and  Bluemaalt 
(sjewel)  Darter  aa  Endangered 
Speciea 

agency:  Fish  and  Wildlife  Service. 

Interior. 

ACTION:  Correction  to  proposed  rule. 


SUMMARY:  The  Fish  and  Wildlife  Service 
corrects  the  proposed  rule  published 
Friday,  December  11. 1992  (57  FR 
58774)  that  proposed  to  list  the  relict 
and  bluemask  {=jewel)  darters  as 
endangered  species.  An  inaccurate 
scientific  name  was  given  for  the  reUct 
darter  in  the  table  entry  at  57  FR  58778. 
A  correction  is  provided. 
EFFECTIVE  DATE:  January  14. 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Larry  Shannon,  Chief,  Division  of 
Endangered  Species,  U.S.  Fish  and 
Wildhfe  Service  (452  ARLSQ). 
Washington.  DC  20240  (703/358-2171). 

SUPPLEMENTARY  INFORMATION: 

Background 

As  published,  the  proposed  regulation 
provides  the  scientific  classification  of 
Etheostoma  {Doration)  sp.  as  a  table 
entry  for  the  relict  darter  at  §  17.11(h). 
Since  the  species  had  been  formally 
described  as  Etheostoma  chienense  at 
the  time  of  publication  of  the  proposed 
rule,  and  since  this  was  the  specific 
epithet  used  to  refer  to  the  relict  darter 
in  the  preamble,  the  discrepancy  in  the 
table  entry  could  cause  confusion;  a 
correction  is  provided  below. 
Accordingly,  the  publication  of 
December  11. 1992.  of  the  proposed  rule 
to  amend  50  CFR  17.11(h).  whiv:u  was 
the  subject  of  FR  Doc.  92-30176.  is 
corrected  as  follows: 

§17.11    [Con»cledl 

At  57  FR  58778.  in  $  17.11(h)  the  table 
entry  for  the  relict  darter  imder  the 
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"Scientific  name"  is  corrected  by 
changing  "Etheostoma  {Catonotus)  sp. 
to  read  Etheostoata  chienense". 

Dated:  January  7, 1983. 
Richard  N.  Smith, 
Director,  Fish  and  Wildlife  Service. 
IFR  Doc.  93-855  Filed  1-13-93;  8:45  am] 

BOXMO  COOe  4S1»-ii-M 


50  CFR  Part  17 

RIN1018-AB83     ' 

Endangered  and  Threatened  Wildlife 
and  Plente:  Propoeal  to  Delist 
Echinocereus  triglochidletue  var. 
inermis  (spineless  hedgehog  cactus) 

AGENCY:  Fish  and  Wildlife  Service, 

Interior. 

ACTION:  Proposed  rule. 

SUMMARY:  The  U.S.  Fish  and  Wildlife 
Service  (Service)  proposes  to  remove 
Echinocereus  triglochidiatus  var. 
inermis  (spineless  hedgehog  cactus) 
from  the  list  of  Endangered  and 
Threatened  Plants.  This  action  is  based 
on  a  review  of  all  available  data,  which 
indicate  that  this  plant  is  not  a  discrete 
and  valid  taxonomic  entity  and  does  not 
meet  the  definition  of  a  species  (which 
includes  subspecies  and  varieties  of 
plants)  as  defined  by  the  Endangered 
Species  Act  of  1973,  as  amended,  and 
therefore  was  listed  in  error.  E.  t.  var. 
melanacanthus  is  really  a  sporadically 
occiuring  spineless  form  of  E.  t.  var. 
melanacanthus  is  a  common  variety 
with  a  widespread  distribution  from 
northern  Utah  and  Colorado  south  to  the 
states  of  Durango  and  San  Luis  Potosi  in 
central  Mexico.  If  made  final,  this 
proposed  rule  would  eliminate  Federal 
protection  of  the  Endangered  Species 
Act,  as  amended.  Comments  from  the 
public  regarding  this  proposed  rule  are 
sought 

DATES:  Comments  from  all  interested 
parties  must  be  received  by  March  15, 
1993.  Public  hearing  requests  must  be 
received  by  March  1, 1993. 
ADDRESSES:  Comments  and  materials 
concerning  this  proposal  should  be  sent 
to  the  Colorado  State  Supervisor.  U.S. 
Fish  and  Wildlife  Service,  Fish  and 
Wildlife  Enhancement,  730  Simms 
Street,  room  290,  Golden,  Colorado 
80401;  or  to  the  U.S.  Fish  and  Wildlife 
Service,  Fish  and  Wildlife 
Enhancement,  Western  Colorado 
Suboffice.  52^25Vi  Road,  suite  B-113, 
Grand  Junction,  Colorado  81505-6199. 
Comments  and  materials  received  will 
be  available  for  public  inspection,  by 
appointment,  during  normal  business 
hours  at  the  above  addresses. 


FOR  FURTHER  SiFOmiATHM  CONTACT:  Ms. 

Lucy  Jordan,  botanist,  at  the  above 
Grand  Junction  address  (Phone:  303/ 
243-2778). 

SUPPLEMENTARY  INFORMATION: 
Back^tnud 

The  spineless  hedgehog  cactus  has 
been  known  for  neariy  100  years.  It  wms 
first  collected  in  the  La  Sal  Motmtains 
of  Utah  by  the  German  botanist  Carl 
Albert  Puipus  and  published  by  Karl 
Schuman  in  1986  as  Echinocereus 
phoeniceus  Engelm  var.  inermis  K. 
Schuman  (Taylor  1985).  The  Purpus 
type  collection  is  not  available  for  study 
since  it  was  destroyed  during  World 
Warn. 

Throughout  its  history,  the  spineless 
hedgehog  cactus  has  generally  not  been 
recognized  as  taxonomically  valid.  For 
instance,  in  the  first  and  only  complete 
flora  of  Colorado,  Harrington  (1954) 
considered  it  only  as  a  form.  The 
current  attention  to  the  spineless 
hedgehog  cactus  began  in  the  early 
1970's  when  Gerald  Arp  conducted 
graduate  work  at  the  University  of 
Colorado  on  the  cacti  of  Colorado.  Arp 
(1973)  made  the  combination 
Echinocereus  triglochidiatus  Engelm. 
var.  inermis  (Schum.)  G.K.  Arp  to  bring 
the  spineless  hedgehog  into  alignment 
with  the  current  taxonomic  treatment  of 
the  genus.  Although  he  recognized  that 
the  spineless  hedgehog  had  not  been 
considered  taxonomically  valid,  Arp 
(1973)  based  his  taxonomic  recognition 
of  it  on  its  existence  "*  *  '  as  a  distinct 
and  identifiable  population."  His 
taxonomic  recognition  of  the  spineless 
hedgehog  cactus  coincided  with  the 
passage  of  the  Endangered  Species  Act 
(Act)  of  1973  and  its  new  provisions  for 
the  protection  of  endangered  and 
threatened  plants.  E)espite  vigorous 
debate  among  Arp,  Lyman  Benson  (a 
national  authority  on  the  Cactaceae), 
and  Colorado  botanists  concerning  the 
taxonomic  validity  of  the  spineless 
hedgehog  cactus,  the  Fish  and  Wildlife 
Service  (Service)  took  a  conservative 
approach  and  listed  it  as  endangered  on 
November  7. 1979  (44  FR  64744),  to 
provide  interim  protection  from  the 
primary  threat  of  collecting.  The  debate 
was  based  on  the  taxonomic 
significance  of  the  single  difference  of 
spinelessness  and  the  existence  of 
distinct  populations  in  nature. 

The  subsequent  recovery  plan  (U.S. 
Fish  and  Wildlife  Service  1986)  called 
for  further  studies  to  resolve  this 
taxonomic  question.  In  the  recovery 
plan,  a  possible  microsite  difference  in 
habitat  between  spineless  plants  on  flat 
mesa  tops  or  ridge  tops  and  spined 
plants  on  adjacent  sideslopes  within  a 


local  sies  was  noted,  suggesting  the 
possibility  of  populational  integrity. 
However,  these  difiierent  microsties  are 
only  separated  by  short  distances  (as 
little  as  15  m  (50  ft),  and  the  plants  are 
essentially  intermingled  anyway. 
Subsequent  inventories  in  the  13  years 
since  the  listing  have  found  that,  in  bet, 
even  this  slij^  difference  in 
microhabitat  does  not  usually  exist  in 
nature,  and  both  spined  and  spineless 
plants  are  found  on  either  flats  or  slopes 
(James  Ferguson.  Bureau  of  Land 
Management,  pars,  oomm.,  1085).  Also, 
spineless  plants  have  been  found  in 
much  more  widely  scattmed  areas. 

At  the  time  of  listing,  only  fb\ir 
populations  were  known.  Now, 
spineless  hedgehog  cacti  have  been 
found  at  over  20  sites,  160  km  (100  mi) 
to  the  west  (Heil  and  Porter  1989)  and 
40  km  (25  mi)  to  the  east  and  south 
(James  Ferguson,  pers.  comm..  1986)  of 
the  original  area.  Thus,  the  spineless 
hedgehog  cactus  has  been  found  to  be 
only  a  form  widely  interspersed  within 
the  range  of  the  spined  var. 
melanacanthus  in  southeast  Utah  and 
southwest  Colorado,  over  an  area 
approximately  320  km  (200  mi)  by  160 
km  (100  mi)  wide.  Even  in  the  li^  of 
the  Service's  listing  of  the  spineless 
hedgehog  cactus,  subsequent  taxtmomic 
treatments  have  recognized  it  as  a  form 
only.  These  treatments  include  Benson 
(1982).  Taylor  (1985).  Weber  (1987),  and 
Welsh  et  al.  (1987).  The  consensus  of 
scientific  opinion  thus  supports  its 
recognition  as  a  form  only,  and  not  a 
taxonomic  entity  eligible  for  recognition 
under  the  Act. 

In  addition,  attempts  by  cactus 
nurserymen  to  breed  spineless  plants 
from  mature,  15-year-old  stock  have 
yielded  a  mixtiue  of  spined  and 
^ineless  progeny.  Thus,  the  spineless 
hedgehog  plants  apparently  do  not 
breed  true,  providing  another  line  of 
evidence  that  they  are  simply  forms 
(Steven  Brack,  cactus  horticulturist. 
Belen.  New  Mexico,  pers.  comm.,  1991). 

The  final  rule  stated  that  another 
reason  for  taxonomic  recognition  was 
that  it  was  recognized  as  a  distinct 
entity  by  cactus  collectors.  Cactus 
taxonomy  is  well-lcnown  for  the 
notorious  splitting  of  narrowly  defined 
morphological  variants  of  horticultural 
interest  to  collectors,  but  with  no 
populational  integrity  in  nature.  The 
spineless  hedgehog  is  one  more  case  in 
point.  Horticultural  recognition  is  not 
necessarily  the  same  as  scientific 
recognition  of  a  valid  taxonomic  entity 
in  nature,  and.  hence,  a  reason  fior 
listing. 
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Summary  of  Factors  Afifocting  the 
Species 

50  CFR  424.11  requires  that  certain 
factors  be  considered  before  a  snedes 
can  be  hsted.  reclassified,  or  delisted. 
These  factors  and  their  application  to 
Echinocereus  tri^ochidiatus  Engel.  var. 
inermis  (K.  Schum.)  G.K.  Arp.  (spineless 
hedgehog  cactus)  are  as  follows: 

A.  The  Present  or  Threatened 
Destruction,  Modification,  or 
Curtailment  of  Its  Habitat  or  Range 
Echinocereus  triglochidiatus  var. 
inermis  has  been  determined  to  be  more 
than  a  spineless  form  off.  t  var. 
melanacanthus  intermingled 
throughout  the  range  of  this  variety  in 
southeastern  Utah  and  southwestern 
Colorado.  E.  t.  var.  melanacanthus  is  a 
common  variety  itself,  extending  from 
Utah  and  Colorado  south  into  the  states 
of  Durango  and  San  Luis  Potosi  in 
central  Mexico  (Benson  1982).  The 
common  E.  t.  var.  melanacanthus. 
which  includes  E.  t  var.  inermis.  is  not 
significantly  threatened.  The  final  rule 
that  designated  E.  t.  var  inermis  as  an 
endangered  species  identified  habitat 
modification  from  pinyon-juniper 
chaining  and  mining  activities.  Because 
E.  t.  var.  inermis  is  not  a  vaUd  taxon  and 
does  not  meet  the  definition  of 
"species"  as  defined  in  the  Act,  and 
because  the  taxon  of  which  it  is  a  part 
is  common  and  wide  ranging,  this  threat 
has  no  applicability  to  these  cacti. 

B.  Ovenitilization  for  Commercial. 
Recreational,  Scientific,  or  Educational 
Purposes 

The  final  rule  cited  overcollecting  by 
commercial  and  private  cactus 
collectors  as  the  primary  threat.  Here 
again,  as  stated  above  in  Section  A,  this 
threat  is  not  applicable  to  the  common 
and  wide-ranging  E.  t.  var. 
melanacanthus  which  includes  E.  t.  var. 
inermis. 

C.  Disease  or  Predation 

Disease  or  predation  is  not  a  threat  to 
E.  t.  var.  melanacanthus  which  includes 
E.  t.  var  inermis. 

D.  The  Inadequacy  of  Existing 
Regulatory  Mechanisms 

Echinocereus  triglochidiatus  var. 
melanacanthus,  as  a  common  and  wide 
ranging  taxon.  is  not  threatened  by  the 
inadequacy  of  regulatory  mechanisms. 
All  native  cacti  are  in  Appendix  II  of  the 
Convention  on  International  Trade  in 
Endangered  Spedes  of  Wild  Fauna  and 
Flora  (Convention).  The  Convention 
regulates  and  in  some  cases  prohibits 
the  export  and  international  trade  in 
species  fisted  in  the  appendices.  E.  t. 
var.  melanacanthus  will  continue  to  be 


subject  to  the  requirements  of  the 
Convention. 

E.  Other  Natural  and  Manmade  Factors 
Affecting  Its  Continued  Existence 

None  are  knovwi.         

The  regulations  of  50  CFR  424.11(d) 
state  that  a  species  may  be  delisted  if: 
(1)  It  becomes  extinct,  (2)  it  recovers,  or 
(3)  the  original  classification  data  were 
in  error.  The  Service  believes  current 
scientific  information  exists  that 
demonstrates  that  E.  t.  var.  inermis  does 
not  represent  a  valid  taxonomic  entity, 
and.  therefore,  does  not  meet  the 
definition  of  "species"  as  defined  in 
section  3(16)  of  the  Act  Therefore,  E.  t. 
var.  inermis  was  listed  in  error. 

EefectoofRule 

The  proposed  action  would  result  in 
the  removal  of  this  cactus  from  the  List 
of  Endangered  and  Threatened  Plants. 
Federal  agencies  would  no  longer  be 
required  to  consuU  with  the  Secretary  of 
the  Interior  to  insure  that  any  action 
authorized,  funded,  or  carried  out  by 
such  agency  is  not  likely  to  jeopardize 
the  continued  existence  of  E.  (.  var. 
inermis.  There  is  no  designated  critical 
habitat  for  this  cactus.  Federal 
restrictions  on  taking  of  this  species 
would  no  longer  apply.  There  are  no 
specific  preservation  or  management 
programs  for  this  plant  that  would  be 
terminated. 


Public  Comments  Solicited 

The  Service  intends  that  any  final 
action  resulting  from  this  proposal  will 
be  as  accurate  and  as  effective  as 
■possible.  Therefore,  comments  on 
suggestion  regarding  any  aspect  of  this 
proposal  are  hereby  solicited  from  the 
public,  other  concerned  governmental 
agencies,  the  scientific  community, 
industry,  or  other  interested  parties.  The 
Service  particularly  requests  any 
evidence  of  populations  of  E. 
triglochidiatus  whose  individuals  are 
plants  referable  only,  or  largely,  to  the 
variety  inermis. 

The  Act  provides  for  a  public  hearing 
on  this  proposal,  if  requested.  Requests 
must  be  filed  within  45  days  of  the  date 
of  the  proposal.  Such  requests  must  be 
made  in  writing  and  addressed  to  the 
Service's  State  Supervisor  in  Golden. 
Colorado,  or  to  the  Western  Colorado 
Suboffice  in  Grand  Junction.  Colorado 
(see  ADDRESSES  above). 

National  Environmental  Policy  Act 

The  Service  has  determined  that  an 
Environmental  Assessment,  as  defined 
under  the  authority  of  the  National 
Environmental  Policy  Act  of  1969.  need 
not  be  prepared  in  connection  with 
regulations  adopted  pursuant  to  section 


4(a)  of  the  Endangered  Species  Act  of 
1973.  as  amended.  A  notice  outlining 
the  Service's  reasons  for  this 
determination  was  published  in  Federal 
Register  on  October  25. 1983  (49  FR 
49244). 
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Author 

The  original  author  of  this  proposed 
rule  was  John  L.  Anderson,  botanist. 
•U.S.  Fish  and  Wildlife  Service.  The  new 
author  is  Lucy  Jordan,  botanist  (see 
ADDRESSES  section  above). 

List  of  Subfects  in  50  CFR  Part  17 

Endangered  and  threatened  species. 
Exports.  Imports.  Reporting  and 
recordkeeping  requirements,  and 
Transportation. 

Proposed  Regulation  Promulgation 

Accordingly,  it  is  hereby  proposed  to 
amend  part  17,  subchapter  B  of  chapter 
I,  title  50  of  the  Code  of  Federal 
Regulations,  as  set  forth  below: 


PART  17— (AMENDED] 

1.  The  authority  citation  for  part  17 
continues  to  read  as  follows: 

Authority:  16  U.S.C  1361-1407;  16  U.S.C 
1531-1544;  16  U.S.C.  4201-4245;  Public  Uw 
99-625. 100  Stat.  3500.  unless  otherwise 
noted. 

{17.12    [Amwided] 

2.  It  is  proposed  to  amend  §  17.12(h) 
by  removing  the  entry  "Echinocereus 
tri^ochidiatus  var.  inermis  (spineless 
hedgehog  cactus)"  under  "Cactaceae" 
from  the  List  of  Endangered  and 
Threatened  Plants. 
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Dated:  September  28, 1992. 
Rkkard  N.  Smith. 
Director.  Fish  and  Wildlife  Service. 
(FR  Doc.  93-857  Filed  1-13-93;  8:45  am] 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  Other  than  rutes  or 
proposed  njiee  that  are  applicable  to  the 
pubNc.  Notices  at  hearings  and  investigations, 
commitlee  meetings,  agency  decisions  and 
rulngs,  delegations  ol  authority,  filing  of 
peMions  and  applications  and  agency 
statements  of  organizalion  and  fcjnctions  are 
exarr^iles  of  docunenis  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Forms  Under  Review  by  Office  of 
Management  and  Budget 

January  8. 1993. 

The  Department  of  Agriculture  has 
submitted  to  OMB  for  review  the 
following  proposal  for  the  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35)  since  the  last  list  was 
published.  This  list  is  grouped  into  new 
proposals,  revisions,  extension,  or 
reinstatements.  Each  entry  contains  the 
following  information: 

(1)  Agency  proposing  the  information 
collection; 

(2)  Title  of  the  information  collection; 

(3)  Form  numberfs),  if  applicable; 

(4)  How  often  the  information  is 
requested;  (5)  Who  will  be  required  or 
asked  to  report; 

(6)  An  estimate  of  the  number  of 
responses; 

(7)  An  estimate  of  the  total  number  of 
hours  needed  to  provide  the 
information; 

(8)  Name  and  telephone  number  of 
the  agency  contact  person. 

Questions  about  the  items  in  the 
listing  should  be  directed  to  the  agency 
person  named  at  the  end  of  each  entry. 
Copies  of  the  proposed  forms  and 
supporting  documents  may  be  obtained 
from:  Deoartment  Clearance  Officer, 
USDA,  dlRNI.  room  404-W  Admin. 
Bldg.,  Washington.  DC  20250.  (202) 
690-2118. 

Revision 

•  Animal  and  Plant  Health  Inspection 
Service 

Application  for  Veterinary 

Accreditation 
Recordkeeping;  Annually 
State  or  local  governments;  businesses 

or  other  for-profit;  Small  Businesses 

or  organizations;  49,024  responses; 

49,252  hours 
Julia  A.  Heamon  (301)  436-6954 

•  Agricultural  Stabilization  and 
Conservation  Service 


7  CFR  1435 — Subpart  Marketing 

Assessments 
CCC-80 
Monthly 
Business  or  other  for-profit;  756 

responses;  1,134  hours 
John  Doster  (202)  703-1305 

Extension 

•  Forest  Service 

Youth  Conservation  Corps  (YCC) 
Application  and  Medical  History 

FS-1800-3  and  FS-1800-18 

On  occasion 

Individuals  or  households;  27,500 
responses;  2,500  hours 

Ransom  Hughes  (703)  235-8861 

New  Collection 

•  Forest  Service 

National  Survey  on  Outdoor  Recreation 

On  occasion 

Individuals  or  households;  30,000 

responses;  9,900  hours 
Barbara  McDonald  (706)  546-2451 
Larry  K.  Roberaon. 
Deputy  Department  Oearance  Officer. 
[PR  Doc.  93-921  Filed  1-13-93:  8:45  am] 
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Animal  and  Plant  Health  Inspection 
Service 

[Ooclcat  No.  92-190-1] 

Animal  Damage  Control  Program; 
Supplement  to  Draft  Environmental 
Impact  Statement;  ftotice  of  Intent 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service.  USDA. 

ACTION:  Notice. 

SUMMARY:  We  are  advising  the  public 
that  the  Animal  and  Plant  Health 
Inspection  Service  intends  to  make 
available  a  supplement  to  the  draft 
environmental  impact  statement  (EIS) 
for  the  Animal  Damage  Control 
program.  The  draft  EIS,  prepared  in  June 
1990,  evaluated  environmental  impacts 
associated  with  wildlife  damage  control 
activities. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  Richard  L.  Wadleigh,  Staff  Officer. 
Operational  Support  Staff,  ADC.  APHIS, 
USDA,  room  819,  Federal  Building, 
6505  Belcrest  Road,  Hyattsville, 
Maryland  20782.  (301)  436-8281. 


SUPPLEMENTARY  MFOnMATION: 
Background 

Wild  animals  can  damage  and  destroy 
agricultural  crops,  grazing  lands, 
livestock  and  poultry,  aircraft  and  other 
transportation  resources,  buildings, 
irrigation  works,  or  other  structures,  and 
can  transmit  disease.  Occurrences  of 
this  nature  are  commonly  termed 
"wdldhfe  damage."  The  management  of 
the  problems  caused  by  wildlife  is 
commonly  termed  "wildlife  damage 
control"  and  is  a  recognized  discipline 
writhin  the  art  and  science  of  wildlife 
management. 

The  Federal  Government's 
involvement  in  wildlife  damage  control 
began  in  the  late  1800's.  The  Animal 
Damage  Control  Act  of  March  2, 1931  (7 
U.S.C.  426-426(b))  authorized  and 
directed  government  actions  in  wildlife 
damage  management.  In  1985.  Congress 
transferred  the  Animal  Damage  Control 
(ADC)  program  from  the  U.S. 
Department  of  Interior  (DOI)  to  the  U.S. 
Department  of  Agriculture  (USDA).  The 
Animal  and  Plant  Health  Inspection 
Service  (APHIS)  of  the  USDA  assumed 
the  management  of  the  ADC  program. 
which  includes  the  authority  for 
identifying,  demonstrating,  and 
applying  the  best  methods  of  controlling 
wildlife  damage  to  protect  agriculture, 
horticulture,  natural  resources,  wild 
game  animals,  fur-bearing  animals,  and 
birds.  The  APHIS  also  has  the  authority 
for  protecting  stock  and  other  domestic 
animals  through  the  suppression  of 
rabies  and  tularemia  in  predatory  or 
other  wild  animals;  and,  except  for 
urban  rodent  control,  the  authority  to 
control  nuisance  mammals  and  birds 
and  those  mammals  and  bird  species 
that  are  reservoirs  for  zoonotic  diseases. 

Oh  February  21,  1986  (51  FR  6290, 
Docket  No.  86-402),  we  gave  notice  of 
our  intent  to  adopt  the  final 
environmental  impact  statement  (EIS) 
that  had  been  prepared  by  FWS  in  1979 
for  the  ADC  program. 

On  November  16, 1987  (52  FR  43778- 
43779.  Docket  No.  87-151).  we  gave 
notice  of  our  intent  to  prepare  a  new  EIS 
evaluating  the  impacts  on  the 
environment  of  the  ADC  program's 
activities  to  control  damage  caused  by 
wild  animals.  We  also  requested 
comments  and  gave  notice  of  scoping 
meetings  to  allow  public  involvement  in 
tlie  first  step  of  the  EIS  process. 

On  June  18. 1990  (55  FR  24597- 
24598,  Docket  No.  90-099).  we  gave 
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notice  of  the  availability  of  the  draft  EIS. 
We  also  requested  comments  and  gave 
notice  of  public  meetings  to  further 
promote  public  involvement  in  the 
development  of  the  EIS. 

On  August  31, 1990  (55  FR  35700, 
Docket  No.  90-165),  we  extended  the 
comment  period  for  Docket  No.  90-099, 
which  advised  the  pubUc  that  we  had 
prepared  a  draft  EIS.  This  extension  was 
in  response  to  requests  from  a  sheep 
industry  oi^anization  and  an 
environmental  organization. 

On  September  20, 1991  (56  FR  47734, 
Docket  No.  91-131),  we  amended  the 
notice  of  intent  to  preparo  an  EIS  for  the 
ADC  program  to  include  the  Bureau  of 
Land  Management  (BLM)  of  the  DOI, 
and  the  Forest  Service  (FS)  of  the 
USDA,  as  cooperating  agencies  with 
APHIS. 

The  APHIS,  in  cooperation  with  BLM 
and  FS,  is  preparing  a  final  EIS  for  the 
ADC  program.  Because  of  the  length  of 
time  that  has  passed  since  the 
publication  of  the  draft  EIS  and  the  need 
for  more  detailed  analysis  to  respond  to 
comments  received  on  the  draft  EIS,  we 
intend  to  make  available  a  supplement 
to  the  draft  EIS  for  public  review  and 
comment.  The.supplement  to  the  draft 
EIS  will  include  amplified  analyses, 
which  will  expand  upon  the  following 
areas: 

(1)  The  quantitative  risk  assessment  of 
all  chemical  and  nonchemical  methods 
employed  by  the  program; 

(2)  The  economic  analysis;  and 

(3)  The  explanation  of  alternatives, 
including  an  in-depth  discussion  of  the 
ADC  decision  model. 

We  expect  to  complete  the 
supplement  to  the  draft  EIS  in  January 
1993.  Availability  of  the  supplement  to 
the  draft  EIS  and  an  invitation  to 
comment  on  the  supplement  to  the  draft 
EIS  will  be  published  in  a  subsequent 
Federal  Register  notice. 

Done  in  Washington,  DC,  this  8th  day  of 
January  1993. 
Lonnie  J.  King, 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 
|FR  Doc.  93-927  Filed  1-13-93;  8:45  ami 
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{Dodwt  No.  92-193-1] 

Availability  of  Environmental 
Aaaeeamenta  and  nndinga  of  No 
SIgniflcanI  Impact  ReMrtlve  to  iaauanee 
of  Permita  to  Field  Teat  Genetically 
Engineered  Organiama 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 
action:  Notice. 

SUMMARY:  We  are  advising  the  public 
that  three  environmental  assessments 
and  findings  of  no  significant  impact 
have  been  prepared  by  the  Animal  and 
Plant  HealUi  Inspection  Service  relative 
to  the  issiiance  of  permits  to  allow  the 
field  testing  of  genetically  engineered 
organisms.  The  environmental 
assessments  provide  a  basis  for  our 
conclusion  that  the  field  testing  of  these 
genetically  engineered  organisms  will 
not  present  a  risk  of  introducing  or 
disseminating  a  plant  pest  and  will  not 
have  a  significant  impact  on  the  quaUty 
of  the  human  environment.  Based  on  its 
findings  of  no  significant  impact,  the 
Animal  and  Plant  Health  Inspection 
Service  has  determined  that 
environmental  impact  statements  need 
not  be  prepared. 

ADDRESSES:  Copies  of  the  environmental 
assessments  and  findings  of  no 
significant  impact  are  available  for 
pubUc  inspection  at  USDA,  room  1141, 
South  Building,  14th  Street  and 
Independence  Avenue  SW., 
Washington,  DC,  between  8  a.m.  and 
4:30  p.m.,  Monday  through  Friday, 
except  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  Arnold  Foudin,  Deputy  Director, 
Biotechnology  Permits,  Biotechnology, 
Biologies,  and  Environmental 
Protection,  APHIS,  USDA,  room  850. 
Federal  Building,  6505  Belcrest  Road, 
Hyattsville.  MD  20782,  (301)  436-7612. 
For  copies  of  the  environmental 
assessments  and  findings  of  no 
significant  impact,  write  to  Mr.  Clayton 
Civens  at  the  same  address.  Please  refer 
to  the  permit  number  listed  below  when 
ordering  documents. 
SUPPLEMENTARY  INFORMATION:  The 
regulations  in  7  CFR  part  340  (referred 
to  below  as  the  regulations]  regulate  the 


introduction  (importation,  interstate 
movement,  and  release  into  the 
environment)  of  geneticaUy  engineered 
organisms  and  products  ibiat  are  plant 
pests  or  that  there  is  reason  to  believe 
are  plant  pests  (regiilated  articles).  A 
permit  must  be  obtained  before  a 
regulated  article  may  be  introduced  into 
the  United  States.  The  regulations  set 
forth  the  procedures  for  obtaining  a 
limited  permit  for  the  importation  or 
interstate  movement  of  a  regidated 
article  and  for  obtaining  a  permit  for  the 
release  into  the  environment  of  a 
regulated  article.  The  Animal  and  Plant 
Health  Inspection  Service  (APHIS)  has 
stated  that  it  would  prepare  an 
environmental  assessment  and,  when 
necessary,  an  environmental  impact 
statement  before  issuing  a  permit  for  the 
release  into  the  environment  of  a 
regulated  article  (see  52  FR  22906). 

In  the  course  of  reviewing  each  permit 
appUcation,  APHIS  assessed  the  impact 
on  the  environment  that  releasing  the 
organisms  imder  the  conditions 
described  in  the  permit  appUcation 
would  have.  APHIS  has  issued  permits 
for  the  field  testing  of  the  organisms 
Usted  below  after  concluding  that  the 
organisms  will  not  present  a  risk  of 
plant  pest  introduction  or  dissemination 
and  will  not  have  a  significant  impact 
on  the  quality  of  the  human 
environment.  The  environmental 
assessments  and  findings  of  no 
significant  impact,  whidi  are  based  on 
data  submitted  by  the  applicants  and  on 
a  review  of  other  relevant  Uterature, 
provide  the  public  with  documentation 
of  APHIS'  review  and  analysis  of  the 
environmental  impacts  associated  with 
conducting  the  field  tests. 

Environmental  assessments  and 
findings  of  no  significant  impact  have 
been  prepared  by  APHIS  relative  to  the 
issuance  of  permits  to  allow  the  field 
testing  of  the  following  genetically 
engineered  organisms: 


PeimilNo. 

Permittee 

Date  issued 

Organisms 

Field  test  location 

92-25»-01.  renewal  oi  permit 
92-015-02,   issued   on   04- 
30-92. 

Noithrup  King  Company  . 

12-04-92 

Soyt>ean  plants  genetically  engineered  to  express  the  enzyme 
5-enol-pynivyl  sNidmate-a-pnosphate  synthase  (EPSPS)  and 
a   metaboUzIng   enzyme  tor  tolerance   to  the   heitidde 
glyphosale. 

Hawaii. 

/  VcJ.  58.  Na  9  /  Thuraday.  JMiuary  14.  1993  /  NcticM 


9a-26s-<a 
1 


9e-30»-0t. 
92-Z74-Mk 
15-4BL 


AylcuNuial 


UMd^w  Compwiy  . 


12-(M-n 


12-07-W 


.  ,    to«9i«Hft9HWM«a»> 

^  lamMk/  (Ok)  lor  iMlitwri  to 

...^  andtar  ganaa  tor  tolManM  to  ttM  iMitt- 
I.  and/or  a  bett-gkjcuron-waaa  (GUS)  gam 

aaamartar. 
aaitaan  pftMli  flanaiariV  «i8lnMrad  10  a)«raaa  «w  anzi^Ma 
phoaphkMMcin  aoatyKwwfaraaa  (PAT)  tor  totamrca  to  «« 


PuaftoRtoak 


DcHwinWi 
January  ISBS. 
Lonnic  J.  KiB{ 

j^ctii^  Admit 
fnoitti  Inspcc 

[FR  Doc.  93-t 
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ThaaBi 
finding*  of  BO  tigBificnt  impact  kave 
bMO  praparad  k>  aocotdMG*  with: 

(1)  Th«  Nation^  EDviioBiMntal 
Policy  Act  of  196S  (NEPA)  (42  U.SXI 
4321et5ca). 

(2)  Regulatioas  of  tha  Council  on 
EnvinxunanUl  Quafity  for 
Implementing  the  Procadunl  Provisions 
of  NEPA  (40  CFR  parts  1500-1508), 

(3)  USDA  Regulations  Implementing 
r  JEPA  (7  CFK  part  lb),  and 

(4)  APHIS  Guidelines  Implementing 
NEPA  (44  FR  50381-S0384.  August  28. 
1979.  and  44  FR  51272-51274,  August 
31. 1979). . 

Done  in  Wasfaington,  DC.  this  8th  day  of 
January  1993. 
LoBiiia  J.  Kiag, 

A  ding  AdministntoT.  Animat  and  Plant 
Heakh  Inspectkm  Service. 
IFR  Doc.  93-928  Piled  1-13-93: 8:45  ami 
Biuan  oooc  sn»-4Mt 


[Doclwt  N«L  9»-t94-1) 

Receipt  of  PennK  AppUcationa  for 
RaiaM*  Into  tha  EnvironnMnt  of 
GeneOcaBy  Enginaerad  Organism* 

MBKT.  AaiBial  aad  Ploit  Health 
Inspacticm  Sarvica.  USDA. 


ACTION:  Notice. 


StMMMfvrt  We  ore  advisittg  dw  public 
that  six  applications  Cor  permits  to 
release  genetically  engineered 
organisms  into  the  environment  are 
being  reviewed  by  the  Animal  and  Plant 
Heahh  Inspection  Service.  The 
applications  have  been  submitted  in 
accordance  with  7  CFR  part  340.  which 
regulates  the  introduction  of  certain 
genetically  engineered  organisms  and 
products. 

ODnnfTtTiFfi'  Copies  of  tha  applications 
referenced  in  this  notice,  with  any 
confidential  business  information 
deleted,  are  available  for  public 
inspection  in  room  1141,  South 
Building.  U.S.  Department  of 
Agriculture,  14th  Street  tmd 
IndependeQce  Avenue  SW.,  v 

Washington.  DC.  between  8  &jn.  and 
4:30  p.m.,  Monday  through  Friday, 
except  holidays.  You  may  obtain  cojHas 
of  the  documents  l^  writing  to  the 
person  listed  under  FOR  FURTHER 
MFORMATION  CONTACT. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

Arnold  Foudin.  Deputy  DirertoT, 
Biotechnology  Permits.  Biotechnology. 
Biologies,  and  Environmental 
Protection.  APHIS.  USDA.  room  850. 


Federal  Building.  6505  Belcrest  Raad» 
HyattsviUe,  MD  20782.  (301)  436-7512. 

8«ffftBSNTARV  MFORMMKM:  Tba 

regttktiens  in  7  CFR  part  34e» 
"Introdiictian  oi  Osguiisms  and 
Products  Ahersd  or  Produced  Throu(^ 
Genetic  Engineering  Which  are  Ptant 
Pests  or  Which  There  is  Reason  to 
Believe  Are  Plant  Pests,"  require  a 
person  to  obtain  a  permit  before 
introducing  (importing,  moving 
interstate,  or  releasing  into  the 
environment)  into  the  United  States 
certain  genetically  engineered 
organisms  and  products  that  are 
considered  "regulated  articles."  The 
regulations  set  forth  procedures  for 
obtaining  a  permit  fbr  the  release  into 
the  environment  of  a  regulated  article, 
and  for  obtaining  a  limited  permit  for 
the  importation  or  interstate  movement 
of  a  regulated  article. 

Piursuant  to  these  regulations,  the 
Animal  and  Plant  Hea^  Inspection 
Service  has  received  and  is  reviewing 
the  following  applicatiims  for  permits  to 
release  genetically  engineered 
organisms  into  the  environment: 


ApptcaltonNo. 


92-337-01 


82-343-01.   mtmmat  e» 
022-04.  issuad  on  Ofr-21-92. 


92-349-01,    rsnawal   of   pemA   91- 
294-02.  Issued  on  12-04-9V 

92-349-02.    rwwwal   ol   pemM   91- 
301-01,  laauad  on  02-03-92. 


at  penut  fl- 
an 02-14-92. 


9e-34a-09. 

3oa-ot, 


92-349-04,    ntmmtt  Ol  *■««   tt- 
303-01,  laauad  on  03-05-93. 


Apptcant 


Uptofn  Company 


Calga»»  tncacpwalatf 


Frtto-Lay  Incorpofalad 


Filio-Lay.  Incofpcalad 


Frfto-Lay,  Inoorporaiad 


Ftaa-Uy. 


12-02-92 

i2-aa-98 

12-14-92 
12-14-82 
12-14-92 
12-14-88 


Oigantsms 


Tomaio  plants  and  lattuoa  ptams  ganaMcaay  anglnaafad 
to  aq>raas  tha  nudaocapaid  protein  d  tomato  speaad 
«M  «iraa  (TSWV)  tor  raaistance  to  TSWV. 

Tomato  plwlB  ganaMcaSy  engtweoted  to  eiprtn  an 
aniaanaa  polygaliiMronatn  (PG)  gene,  a  cytokMn 
ptodudtaa  gana.  and  atiytone  regulaiton  ganas.  al  of 
wNch  ara  inwMnd  In  ripening. 

Pototo  pianis  ganefcaHy  engineered  to  over-expraaa  a 
maiBbole  anzyma  to  i«duce  coW-sansitlve  swoalan- 
big  m  potato  lubara. 

Potato  ptans  ganoacaay  engineered  to  esipresa  mata- 
bolc  enzymes  in  order  to  Increase  levels  o(  dry  mattor 
In  pouto  tutMTS. 

Potato  plants  ganadcaly  engineered  to  exprasa  mala- 
bolc  enzymaa  In  order  to  inhaxt  aocumulatlon  of  aim- 
pie  sugars  m  potato  tubers. 

Putotu  ptaras  genetlcaly  engineeted  to  Sj^resa  alraaa 
aJtoHatlng  enzymea.  m  order  to  obtain  higher  to»ala  of 
loierartoe  In  potMo  tubers. 


FWd  teal  tocatoe 


CaSfomla. 


\Mlaoonain. 


Wlaoonaln. 


AGENCX:US 
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environmec 
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Dema  in  Waahington.  DC,  ^it  9(h  ■day  of 
Jasunry  UBS. 
Lonnla  |.  Kfaig. 

j^cti/^  Administrator,  Anfmaf  and  Pfont 
ffcaiCh  Inspection  Service. 
I?K  Doc  93-929  Filod  1-15-93;  «:45  am] 
MUMQ  CODE  S4tO-«4-M 


Forast  Service 

Ciwmpllenof  AHy  lilortti/FCllMi  Hm4 

AGENCX:  USDA,  Focest  Service. 
Northeni  Ssgioo. 
ACTION:  Nfldfication  that  a  tiraber 
salvage  project  designed  to  cecover 
windstorm  damage  timber  is  exempted 
from  appeals  under  provisions  of  36 
CFR  part  217. 

SUMMARY:  In  October  1991, 160  acres  of 
timber  In  the  North  Creek  area  were 
blown  down  during  a  severe  windstorm. 
In  1992.  the  Bonners  Ferry  District 
Ranger  proposed  a  salvage  tiofber  sale 
project  to  recover  damaged  sawtiTObet  in 
tlie  affected  area.  The  District  Ranger 
has  determined,  through  an 
environmental  analysis  documented  in 
the  Ally  North/Fallen  Haiil  Tin^r 
Salvage  Environmental  Assessment 
(EA).  that  there  is  good  cause  to 
expedite  these  actions  in  order  to 
rehabilitate  National  Forest  System 
lands  and  recover  damaged  resources. 
Salvage  of  commercial  sawtimber 
within  the  affected  area  must  be 
accomplished  quickly  to  avoid  further 
deterioration  of  sawtimber  and  to 
reduce  the  risk  of  catastrophic  wildfire 
and  sprace  bark  beetle  infestation  that 
could  damage  adjacent  healthy  timber 
stands. 

EFFECTIVE  date:  Effect ove  on  January  14, 
1993. 

FOR  FURTHER  INFORMATION  CONTACT. 
Ddihie  Henderson-Narton,  District 
Ranger,  Bonners  Ferry  Ranger  District. 
Idaho  Panhandle  National  Forests, 
Route  4.  Box  4fl60,  Bonners  Ferry.  H) 
83805. 

SUPFLEMENTARY  INFORMATION:  Severe 
windstorms  in  the  fall  of  1991  damaged 
approximately  150  acres  of  timber  in  the 
North  Creek  area.  The  windthrown 
timber  is  located  within  lands 
designated  as  suitable  for  timber 
management  and  assigned  to 
Management  Area  2  [Idaho  Panhandle 
Forest  Plan,  August  1987).  fa  September 
1992.  &e  Bonners  Ferry  District  Ranger, 
Idaho  Panhandle  National  Forest, 
proposed  the  salvage  harvest  of  the  trees 
damaged  by  the  windstorms.  This 
proposal  was  designed  to  meet  the 
following  needs,  (a)  reduce  potential  lor 
sprtice  bwk  bee^  infestations  in 


adjacent  nealtsy  timber  stands  vj 
luiplementsng  iRto^raTOQ  pest 
management  prescriptiaas.  M  radnce 
wildfire  faarard  by  reducing  fbe) 
loading,  (c)  rehabilitate  timber  stands 
that  are  understocked  through  ^« 
prepantioD  far  natuxd  ngannratioa, 
aadid)  salvage  merduDitiMB  tknbar 
products  and  contribute  to  a  contimuHis 
supply  of  lindwr  by  recoverii^ 
sawtimber  before  it  deteriorates  in 
valua 

An  interdisciplinary  taam  was 
convened,  and  scoping  began  in  1992. 
Four  environmental  issues  were 
identified  and  were  the  basis  for  the 
envimnraental  analysis  disclosed  in  the 
EA.  The  interdisciplinary  team  utilized 
information  and  analysis  disclosed  in 
the  Timber  Creek  and  Camp  Creek  EA 
and  Decision  Notice  (March  1981)  and 
the  East  Fork  Boulder  Creek  EA  and 
Decision  Notice  (November  1979)  as  the 
basis  for  conducting  their  review.  This 
information  is  incorporated  by 
reference.  Two  alternatives  were 
analyzed;  no  treatment  (no  action)  and 
a  salvage  and  rehabilitation  proposal 
(proposed  action).  The  selected 
alternative  would  salvage  160  MBF  of 
dead  and  damaged  timber  from 
approximately  160  acres.  All  salvage 
areas  are  accessible  from  existii\g  roads. 
No  road  construction  or  reconstruction 
will  occxu-  in  conjunction  with  this 
action. 

The  salvage  timber  sale  project  is 
designed  to  accomplish  the  objectives  as 
quickly  as  possible  to  minimize  the  risk 
of  a  spruce  bark  beetle  epidemic,  reduce 
the  potential  for  catastrophic  wild  fire 
and  to  recover  merchantable  sawtimber 
before  it  deteriorates  and  removal 
becomes  infeasible.  To  expedite 
implementation  of  this  decision, 
procedures  outlined  in  36  CFR 
217(a)(ll)  are  being  followed.  Under 
this  Regulation  the  following  may  be 
exempt  from  appeal: 

"Decisions  related  to  rehabilitation  of 
National  Forest  System  lands  and 
recovery  of  Forest  Resources  from 
natural  disasters  or  other  natnrd 
phenomena,  such  as  •  *  *  severe  wind 
•  •  •  when  the  Regional  Forester  *  •  * 
determines  and  gives  notice  in  the 
Federal  Register  that  good  causes  exists 
to  exempt  such  decisions  from  review 
under  this  part." 

Based  mi  the  environmental  analysis 
dtxrumented  in  the  Ally  North/Fallen 
Haul  Timber  Salvage  Sale  EA  and  the 
District  Ranger's  Decision  Notice  for  tiiis 
project,  1  have  determined  that  good 
cause  exists  to  exempt  this  -decieion 
from  administrative  review.  Therefore, 
upon  publication  of  this  notice,  '&i8 
project  will  not  be  subject  to  review 
vnder  36  CFV.  jmrt  217. 


Dated:  iemnmry  7,  tM3. 
lahaNLIimlM, 

Deputy  Begiooid  fontter,  NoiAeiu  Ke^on. 
(FRDec  93-639  mad  1-13-93;  8:45  am] 
HLUMo  coca  auft-iv4i 


ExMn^ion  off  WiRy  oWveQe  iifnbsr 
sne  rrutn  nippeei,  wmnogan  nmorm 
Forest,  WA 

AQOWCV.  Forast  Saraoe.  USDA. 
ACTION:  Notice  to  ewinpt  decinrms  from 
administrative  epperi. 

SUMMARY:  This  is  a  BetifioatioB  thM  the 
decisioQ  to  implement  the  Wally 
Salvage  Timber  Sale  in  the  area  of  the 
Middle  Fork  Beaver  Qreek  an  the 
Okanogan  National  FoEBSt  is  exempted 
from  appeal.  This  is  in  tamfremaooe 
with  provision  of  38  CTR217.4(a)(lD 
as  published  in  the  Federal  teftietir  on 
January  23. 1989  (54  FRa342^ 
EFFECTIVE  DATE:  January  1 4 ,  1993 . 
FOR  FURTHER  MFORMATION  CONTACT: 
Allen  R  Garr,  District  Ranger,  Twisp 
Ranger  District.  P.O.  Box  188,  Twisp, 
Washington  98856,  Hnme  (509)  997- 
2131. 

SUPPLEMENTARY  INFORMATION:  During  the 
month  of  June  in  1992  a  windstoim 
caused  timber  to  be  blown  down  in  the 
area  of  Middle  Fork  Beaver  Creek  in  the 
Okanogan  National  Forast.  This  blown- 
dovm  timber  is  located  in 
approximately  40  acres  of  land  suitable 
for  tinnier  production.  The  area  is 
located  in  Management  Area  25  wduch 
includes  intensive  timber  management 
as  a  goal. 

In  June  1992,  the  Twisp  District 
Rsngar  proposed  the  salvage  harvest  of 
the  blown-down  timber.  In  July  an 
interdisciplinary  team  (IDT)  surveyed 
the  affected  area  to  assess  the  damage  to 
the  resources  that  had  occurred.  The 
IDT  identified  the  need  to  salvage  the 
timber  which  had  blown  down  in  as 
short  a  time  as  possible  so  the  logs 
would  remain  merchantable. 
Merchantable  timber  in  the  area 
averages  12  inches  in  diameter  at  breast 
height  with  relatively  little  defect.  The 
environmental  analjrsis  of  this  action 
was  begun  in  mid- July.  The  IDT  began 
with  an  initial  scoping  session  on  July 
16, 1992.  After  press  neleases  and 
contacts  wift  individuals  and  Stale  and 
other  federal  agencies,  the  following  two 
issues  were  identified:  (1)  Whediar 
harvest  can  be  completed  prior  to  the 
trees  losing  comraascial  value;  Bod  (2) 
whether  harvest  "would  create 
detrimental  soil  conditians,  espedaily 
soil  compaction. 

Three  ahematives  were  anai]reed. 
incloding  Ae  No-Actitm  Alternative. 
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This  salvage  sale  will  harvest  about 
150.000  board  feet  of  mainly  blown- 
down  timber,  but  also  includes  some 
green-standing  trees  heavily  infected 
with  dwarf  mistletoe.  Removal  of  dwarf 
mistletoe  trees  is  necessary  to  ensure 
establishment  of  a  healthy,  thrifty 
plantation,  and  movement  toward  the 
desired  future  condition.  No  new  road 
construction  would  be  necessary  to 
implement  the  project.  All  skidding 
would  be  done  by  tractor;  designated 
skid  trails  will  limit  soil  compaction  to 
forest  plan  standards.  Harvest 
prescription  would  be  seed  tree 
followed  by  planting.  Planting  will 
ensiu«  movement  toward  the  desired 
future  condition. 

This  salvage  fits  within  category  4  of 
section  31.2  of  Forest  Service  Handbook 
1909.15.  Therefore,  this  action  may  be 
categorically  excluded  from 
documentation  in  an  environmental 
impact  statement  or  an  environmental 

AccaccfnAnt 

The  Wally  Salvage  Timber  Sale  is 
designed  to  accomplish  the  objectives  as 
quickly  as  possible  and  minimize  the 
amoimt  of  salvage  volume  lost.  To 
expedite  this  salvage  sale  and  the 
accompanying  work,  this  salvage  sale  is 
exempt  from  appeal  (36  CFR  part  217). 
Under  this  Regulation,  the  following  is 
exempt  from  appeal: 

Decisions  related  to  rehabilitation  of 
National  Forest  System  lands  and  recovery  of 
forest  resources  resulting  from  natural 
disasters  or  other  natural  phenomena,  such 
as  wildfires  •  *  •  when  the  Regional 
Forester  •  •  •  detennines  and  gives  notice 
in  the  Federal  Register  that  good  cause  exists 
to  exempt  such  decisions  from  review  under 
this  part.  ^ 

After  publication  of  this  notice  in  the 
Federal  Register,  this  Decision  Memo 
for  the  Wally  Salvage  Timber  Sale  may 
be  signed  by  the  Twisp  District  Ranger. 
Therefore,  this  project  will  not  be 
subject  to  review  under  36  CFR  part 
217. 

Dated:  January  5, 1993. 
Rklurd  A.  Ferraro, 
Deputy  Regional  Forester. 
|FR  Doc  93-«44  Filed  1-13-93;  8:45  ami 
■UJN6  COOe  M10-11-M 

Exemption  of  Douglaa  Salvage  Timber 
Sale  From  Appeal.  Okanogan  National 
Forest.  WA 

AGENCY:  Forest  Service.  USDA. 
ACTION:  Notice  to  exempt  decisions  from 
administrative  appeal. 

SUMMARY:  This  is  a  notification  that  the 
decision  to  implement  the  Douglas 
Salvage  Timber  Sale  in  the  area  of  the 
McFarland  Creek  on  the  Okanogan 


National  Forest  is  exempted  from 
appeal.  This  is  in  conformance  with 
provisions  of  36  CFR  217.4(a)(ll)  as 
published  in  the  Federal  Regieter  on 
January  23, 1989  (54  FR  3342). 
EFFECTIVE  DATE:  January  14. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Allen  N.  Garr,  District  Ranger.  Twisp 
Ranger  District,  P.O.  Box  188.  Twisp. 
Washington  98856,  Phone  (509)  997- 
2131. 

SUPPI.EMENTARY  MFORMATION:  During  the 
month  of  November  in  1991  a 
windstorm  caused  timber  to  be  blown 
down  in  the  area  of  McFarland  Creek  on 
the  Okanogan  National  Forest.  This 
blown-down  timber  is  located  in 
approximately  48  acres  of  land  suitable 
for  timber  production.  The  area  is 
located  in  Management  Area  25  which 
includes  intensive  timber  management 
as  a  goal. 

hi  June  1992,  the  Twisp  District 
Ranger  proposed  the  salvage  harvest  of 
the  blown-down  timber.  In  July  an 
interdisciplinary  team  (IDT)  surveyed 
the  affected  area  to  assess  the  damage  to 
the  resources  that  had  occurred.  The 
IDT  identified  the  need  to  salvage  the 
timber  which  had  blown  down  in  as 
short  a  time  as  possible  so  the  logs 
would  remain  merchantable. 
Merchantable  timber  in  the  area 
averages  11  inches  in  diameter  at  breast 
height  with  relatively  little  defect.  The 
environmental  analysis  of  this  action 
was  begun  in  mid-July.  The  IDT  began 
with  an  initial  scoping  session  on  July 
16, 1992.  After  press  releases  and 
contracts  with  individuals  and  State  and 
other  federal  agencies,  the  following 
three  major  issues  here  identified: 

1.  Whether  harvest  can  be  completed 
prior  to  the  trees  losing  commercial 
value. 

2.  Whether  harvest  would  change  the 
roadless  character  of  the  inventoried 
Hungry  Ridge  roadless  area,  which  is 
directly  adjacent  to  the  project  area. 

3.  Whether  harvest  would  result  in 
detrimental  soil  conditions,  especially 
compaction. 

Three  alternatives  were  analyzed, 
including  the  No-Action  Alternative. 
This  salvage  sale  will  harvest  about 
330,000  bMrd  feet  of  timber.  Road 
construction  necessary  to  implement 
salvage  includes  .81  miles  of  new 
construction.  All  skidding  would  be 
done  by  tractor;  designated  skid  trails 
will  limit  soil  compaction  to  forest  plan 
standards.  Harvest  prescription  would 
be  seed  tree  followed  by  planting. 
.    Planting  will  ensure  movement  of  the 
area  toward  the  desired  future  condition 
for  Management  Area  25.  All  units  and 
roads  are  located  outside  of  inventoried 
roadless  areas  identified  in  appendix  C 


of  the  Final  Environmental  Impact 
Statement  for  the  Okanogan  Land  and 
Resource  management  Plan. 

This  salvage  fits  within  category  4  of 
section  31.2  of  Forest  Service  handbook 
1909.15.  Therefore,  this  action  may  be 
categorically  excluded  from 
documentation  in  an  environmental 
impact  statement  or  an  environmental 
assessment. 

The  Douglas  Salvage  Timber  sale  is 
designed  to  accomplish  the  objectives  as 
quidkly  as  possible  and  minimize  the 
amount  of  salvage  volume  lost.  To 
expedite  this  salvage  sale  and  the 
accompanying  work  this  salvage  sale  is 
exempt  from  appeal  (36  CFR  part  217). 
Under  this  Regulation,  the  following  is 
exempt  from  appeal: 

Decisions  related  to  rehabilitation  of 
National  Forest  System  lands  and  recovery  of 
forest  resources  resulting  from  natural 
disasters  or  other  natural  phenomena,  such 
as  wildfires  •  •  •  when  the  Regional 
Forester  •  •  •  determines  and  gives  notice 
in  the  Federal  Register  that  good  cause  exists 
to  exempt  such  decisions  from  review  tmder 
this  part. 

After  publication  of  this  notice  in  the 
Federal  Register,  this  Decisi(»i  Memo 
for  the  Douglas  Salvage  Timber  Sale 
may  be  signed  by  the  Twisp  District 
Ranger.  Therefore,  this  project  will  not 
be  subject  to  review  under  36  CFR  part 
217. 

Dated:  January  5, 1993. 
Richard  A.  Ferraro. 
Deputy  Beg^onal  Forester. 
(FR  Doc.  93-845  Filed  1-13-93;  8.45  am) 
■CUNG  COOC  M10-11-H 


Exemption  of  Nicholson  Salvage  One 
and  Nicholson  Salvage  Two  Timber 
Sales  From  Appeal,  Okanogan  National 
Forest,  WA 

AGENCY:  Forest  Service.  USDA. 
ACTION:  Notice  to  exempt  decisions  from 
administrative  appeal. 

SUMMARY:  This  is  a  notification  that  the 
decision  to  implement  the  Nicholson 
Salvage  One  and  Nicholson  Salvage 
Two  Timber  Sales  in  the  headwaters  of 
Nicholson  Creek  on  the  Okanogan 
National  Forest  is  exempted  from 
appeal.  This  is  in  conformance  with 
provisions  of  36  CFR  217.4(a)(ll)  as 
published  in  the  Federal  Register  on 
January  23, 1989  (54  FR  3342). 
EFFECTIVE  DATE:  January  14, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Elaine  J.  Zieroth.  District  Ranger. 
Tonasket  Ranger  District.  P.O.  Box  466. 
Tonasket,  Washington  98855.  Phone 
(509)  486-2186. 

SUPPI^MENTARY  INFORMATION:  The 
proposed  harvest  units  in  each  of  these 
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gives  notice 
3d  cause  exists 
review  under 


two  salvage  timber  sales  have  severe 
forest  heahh  problems  caused  by  insect 
infestations  and  disease. 

These  units  were  origiaaiiy  pert  of  the 
Nicholson  Timber  Sale.  In  recogm^oe 
of  the  Severity  of  the  fbratt  health 
problems  in  the  area,  ei^t  uaits  ware 
separated  from  the  origiDal  Nicholson 
Timer  Sale,  and  split  into  Nicholson 
Salvage  One  and  Nicho^on  Salv^e 
Two  Tindier  Sales.  Sj^itting  the  saJvage 
into  two  sales  will  fecihtate  treatment  of 
all  of  these  high  priority  units  within  a 
year,  while  the  timber  is  still  of  value, 
and  before  insect  and  disease  can 
spread,  and  will  provide  timber  sales  for 
small  business  timber  sale  operators  in 
the  area. 

Public  scoping  and  the  environmental 
analysis  of  this  project  was  done  as  part 
of  the  Nicholson  Timber  Sale. 
Subsequently,  die  interdisciphnary 
team  (IDT)  met  and  identified  the  eight 
salvage  units  which  had  high  priority 
for  treatment.  The  following  five  issues 
were  identiHed: 

1.  Dead  and  dying  trees  would  lose 
their  merchantability  within  another 
)rear. 

2.  Dwarf  mistletoe-infected  overstory 
stands  in  several  proposed  salvage  imits 
would  infect  a  currently  manageable 
understory  stand. 

3.  Trees  dying  from  western  spruce 
budworm  activity  and  laminated  root 
rot  infection  are  increasing  the  fuel 
loading,  and  hence,  the  fire  hazard  on 
several  sites. 

4.  Prompt  salvage  of  timber  in  the 
Douglas-fir  root  rot  pockets  would  begin 
the  regeneration  of  wildlife  cover.  So 
much  of  the  timber  has  already  died  in 
the  diseased  area  that  it  has  little  or  no 
cover  value  for  deer  or  other  wildlife 

5.  Livestock  utilization  is  declining 
becciuse  cattle  are  not  adequately  able  to 
utilize  forage  in  areas  with  dead  and 
dovm  timber. 

The  Nicholson  Salvage  One  Sale  will 
produce  about  891,000  board  feet  of 
dead  or  dying  timber  from  three  units 
totaling  124  acres,  and  requires  no  road 
construction.  The  Nicholson  Salvage 
Two  Sale  will  produce  about  713,000 
boaid  feet  of  dead  or  dying  timber  from 
five  units  totaling  154  acres,  and 
requires  about  0.5  miles  of  road 
construc:tion.  Harvest  of  units  in  both 
sales  will  facilitate  quidier  movement  of 
the  area  toward  the  desired  future 
condition. 

These  salvage  timber  sales  fit  within 
category  4  of  section  31.2  of  Forest 
ServKe  Handbook  1909.15.  Therefore, 
these  actions  may  be  categorically 
excluded  from  documentation  in  an 
environmental  impact  statement  or  ui 
environmental  assessment 


The  Nicholson  Salvage  One  and 

Nicholson  Salvage  Two  Timber  Sales 
are  designed  to  accomplish  the 
ob)ectives  as  quickly  as  possible  and 
minimize  the  amount  of  salvage  volume 
lost.  To  expedite  these  salvage  sales  and 
tiie  accompan3dng  work,  diese  sahnge 
sales  are  exempt  frnm  appeal  {36  CFR 
part  217).  Under  this  Relation,  the 
following  is  exempt  from  appeal: 

Decisions  lelated  to  lehabilit^ion  of 
National  Forest  System  lands  and  recovery  of 
forest  resources  resulting  from  natoral 
disasters  or  other  natural  phenomena,  such 
as  wildfires  *  *  *  when  the  Regkao^ 
FoKster  *   *  *  detamiines  and  gives  notice 
in  the  FwUral  Bagjetw  that  good  cause  exists 
to  exempt  such  decisions  from  review  under 
this  part. 

After  publication  of  these  notices  in 
the  Federai  ftegister,  thase  Decision 
Kfemos  for  the  Nicholson  Salvage  One 
and  Nicholson  Salvage  Two  Timber 
Sales  nray  be  signed  by  the  Tonasket 
District  Ranger.  Therefore,  this  project 
will  not  be  subject  to  review  imder  36 
CFR  part  217. 

Dated:  January  5, 1993. 
Richard  A.  Ferraro, 
Deputy  Regional  Forester. 
[FR  Doc.  93-846  Filed  1-13-93;  8:45  ami 
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Exemption  of  Boulder  Salvage  Unlta  7 
and  9  From  Appeal,  Willamette 
National  Forest,  OR 

MSSEMCr:  Forest  Service,  USDA. 
ACnONrNotice  to  exempt  decisions  from 
administrative  appeal. 

SUMMARY:  This  is  a  notification  that  the 
decision  to  implement  Boulder  Salvage 
Units  7  and  9  in  the  area  of  Boulder 
Creek  on  the  Willamette  National  Forest 
is  exempted  from  appeal.  This  is  in 
conformance  with  provisions  of  36  CFR 
Part  217(a)(ll)  as  published  in  the 
Federal  Register  on  January  23, 1989 
(54  FR  3342). 

EFFECTWi  DATE:  January  14, 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Darrel  L.  Kenops,  Forest  Supervisor, 
Willamette  National  Forest.  P.O.  Box 
10607.  Eugene,  Oregon  97440,  Phone 
(503) 456-6517. 

SUPPLEMENTARY  INFORMATION:  In  1990  an 
intense,  localized,  windstorm  caused 
extensive  blow  down  in  the  Boulder 
Creek  area.  This  blown-down  material 
was  included  in  the  Boulderdash 
Timber  Sale  analysis  which  also 
included  ffeen  (kve),  standard  volume. 
The  green  non-diinning  portion  of 
Boulderdash  analysis  area  is  in 
Northern  spotted  owl  habitat  and 
therefore  tinder  inaction.  A  decision 


was  made  to  piooaed  with  •  Dedsion 
Nodoe  oo  the  n<»'«K>ttad  owl  habitat 
portion  at  the  Boaldsrdash  Timber  Sale 
ao  itoeuklbe  oibred  for  taia 
immediately.  The  Decision  Notice  will 
contain  two  separate  sales:  [1)  Estep 
Thin,  which  is  the  commercial  thinning 
portion  and  (2)  Boulder  S^age,  which 
is  Am  salvage  portion  (UaitB  7  and  0). 
Boulder  Salvage  also  <aiHaa4iis  one 
ovaistory  removal  unit  (Unit  4). 
Exemption  from  appeal  of  Boulder 
Salvage  Units  7  and  9  is  needed  to 
facilitate  the  rapid  removal  of  Ae 
material  to  reduce  oonuueiuu  loss  of 
the  wood  products;  redotx  tiie  potential 
for  catastrophic  loss  from  wildfire:  and 
to  help  reduce  the  spread  of  insect 
infestation  and  disease. 

The  interdisciplinary  Team  (IDT) 
began  the  analysis  of  the  impacts  of  this 
project  duriitg  a  meeting  held  December 
5, 1990.  After  the  completion  of  the 
scoping  process,  which  included 
mailing^  of  the  public  and  contacts  with 
individnals,  State,  and  other  FedeBal 
A^ndes  four  significant  issues  were 
identified: 

(1)  Habitat  diversity; 

(2)  Big  game  h^itat  mialitv: 

(3)  Timber  supply  and  yield;  and 

(4)  Hydrologic  recovery. 

The  nJT  developed  four  alternatives 
which  were  considered  in  detail, 
including  the  No- Action  AltemativB. 
The  efiiects  of  these  ahematives  are 
disclosed  in  an  environmental 
assessment,  which  was  prepared  for  the 
original  proposal.  The  Boulder  Salvage 
Units  7  and  9  portion  of  the  analysis 
(Alternative  Q  includes  19  acres  of 
salvage  producing  420,000  board  feet  of 
timber.  Approximately  .3  mile  of  new 
road  will  be  constructed  and  .8  mile  of 
existing  road  will  be  closed  following 
harvest  activities.  No  Pacific  yew  exists 
in  the  harvest  units.  Only  Unit  9  will 
require  replanting. 

The  Boulder  Salvage  Units  7  and  9 
portion  of  alternative  C  is  designed  to 
accompUsh  the  objectives  as  quickly  as 
possible,  to  minimize  the  loss  of  wood 
value,  and  enhance  rraource  protection. 
To  expedite  this  salvage  sale  and 
accompanying  work,  ^his  salvage  s^  is 
exem];rted  from  appeal  (36  CFR  part 
217).  Under  this  Regulation,  the 
following  is  exempt  from  appeal: 

Decision  related  to  the  rehabilitation  of 
National  Forest  System  lands  and  recovery  of 
forest  resources  resulting  from  natural 
disasters  or  other  natural  phenomena,  such 
as  wildfires  •  *  *  yrbtn  dw  Regional 
Forester  *   *  *  deteiminas  and  gives  notioe 
in  the  Federal  "ny**—  that  good  cause  exists 
to  exempt  such  decisions  from  review  under 
this  part. 

AAer  pi^ication  of  this  notice  in  the 
Federal  Register  this  Dedsfon  Notioe 
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for  the  Boulder  Salvage  Units  7  and  9 
may  be  signed  by  the  forest  Supervisor. 
Therefore,  this  project  will  not  be 
subject  to  review  under  36  CFR  part  217 

Dated:  January  5. 1993. 
Richard  A.  Farraro. 
Acting  Begional  Forester. 
IFR  Doc  93-843  Filed  1-13-93;  8:45  ami 
■UMQ  cooc  Mta-11-ai 


Dated:  January  6, 1993. 
Tony  Vender  Haide. 

Stivte^  Planning  6r  Anaiysis  Staff  Officer. 
IFR  Doc  93-842  Filed  1-13-93;  8:45  ami 
MjjNQ  coca  M10-1t-M 


Oregon  Dunes  National  Recreation 
Area  Ktonagement  Plan,  Sluslaw 
National  Forest.  Coos,  Douglas,  and 
Lane  Counties,  OR 

agency:  Forest  Service,  USDA. 

ACnON:  Revision  of  a  notice  of  intent  to 
prepare  environmental  impact 
statement. 


SUMMARY:  The  Forest  Service  published 
on  June  17, 1991  a  Notice  of  Intent  (56 
PR  27728)  to  prepare  a  Supplement  to 
the  1990  Final  Environmental  Impact 
Statement  (EIS)  for  the  Siuslaw  National 
Forest  Land  and  Resource  Management 
Plan.  Oregon,  which  would  consider  a 
range  of  alternatives  for  managing  the 
Oregon  Dunes  National  Recreation  Area 
(NRA).  Any  change  in  management 
direction  for  the  Oregon  Dunes  NRA 
will  resuh  in  amending  the  Forest  Plan. 
A  (haft  HS  was  to  have  been  available 
in  July  1992.  and  the  Responsible 
Official  was  to  have  been  the  Regional 
Forester,  Pacific  Northwest  Region. 

Following  preUminary  scoping  and 
environmental  analysis,  it  was 
determined  that  the  draft  proposed 
action  is  not  expected  to  significantly 
alter  the  goals  and  objectives  for  long- 
term  land  and  resource  management  of 
the  Siuslaw  National  Forest.  The 
proposed  action  is  also  not  expected  to 
have  an  important  effect  on  the  land  and 
resources  throughout  a  large  portion  of 
the  Forest  planning  area  or  significantly 
alter  the  long-term  relationship  between 
levels  of  %ooAs  and  services  originally 
projected.  Therefore,  the  amendment  to 
the  Forest  Plan  will  be  non-significant 
and. the  Responsible  Official  will  be  the 
Forest  Supervisor  of  the  Siuslaw 
National  Forest. 

At  this  time  the  draft  EIS  is  scheduled 
to  be  available  for  public  review  in 
March  1993.  The  final  EIS  is  expected 
to  be  pubUshed  in  September  1993. 

FOR  FURTHER  MFORMATION  CONTACT: 

Questions  and  comments  about  this 
draft  EIS  should  be  directed  to  Edwin 
Becker,  Area  Ranger,  Oregon  Dunes 
National  Recreation  Area.  855  Highway 
Avenue,  Reedsport.  OR  97467.  phone 
(503)  271-3611. 


COMMISSION  ON  CIVIL  RIGHTS 

Agenda  and  Notice  of  Public  MeeUng 
of  the  Minnesota  Advisory  Committee 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  rules  and 
regulations  of  the  U.S.  Commission  on 
Qvil  Rights,  that  a  planning  meeting  of 
the  Minnesota  Advisory  Committee  to 
the  Commission  will  be  held  from  9 
a.m.  until  5  p.m.  on  Monday,  February 
8. 1993  at  the  Crown  Sterling  Suites, 
425  S.  7th  Street,  Minneapolis. 
Minnesota.  The  purpose  of  this  meeting 
is  to  review  the  draft  report, 
"Stereotyping  of  Minorities  by  the 
Media",  and  to  discuss  other  dvil  rights 
issues  of  interest  to  the  Advisory 
Committee. 

Persons  desiring  additional 
information  should  contact  Mary  E. 
Ryland,  Committee  Chairperson  at  (218) 
727-3673  or  Constance  M.  Davis. 
Regional  Director  of  the  Midwestern 
Regional  Office,  U.S.  Commission  on 
Civil  Rights,  at  (312)  353-8311.  Hearing- 
impaired  persons  whp  will  attend  the 
meeting  and  require  the  services  of  a 
sign  language  interpreter  should  contact 
the  Regional  Office  at  least  five  (5) 
working  days  before  the  scheduled  date 
of  the  meeting. 

The  meeting  will  be  conducted 
pursuant  to  the  provisions  of  the  rules 
and  regulations  of  the  Commission. 

Dated  at  Washington.  DC.  January  8. 1993. 
Carol  Lea  Hurley. 

Chief,  He^onal  Programs  Coordination  Unit. 
[FR  Doc  93-905  Filed  1-13-93;  8:45  amj 
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Type  of  Request:  Extension  of  the 
expiration  date  of  a  currently  approved 
collection. 

Burden:  323  reporthig/recordkeepmg 

hours. 
Number  of  Respondents:  107. 
Avg  Hours  Per  Response:  3  hours. 
Needs  and  Uses:  the  Project  License 
Procedure  was  developed  to  provide  a 
single  license  for  the  export  of 
commodities  and/ or  technical  data 
needed  for  large-scale  overseas 
operations.  It  eliminates  the  necessity 
for  the  filing  and  processing  of 
numerous  individual  export  Ucense 
applications. 

Affected  Public:  Businesses  or  other 
for-profit  institutions,  small  businesses 
or  organizations. 
Frequency:  On  occasion. 
Respondent's  Obligation:  Required  to 
obtain  or  retain  a  benefit 

Oh4B  Desk  Officer:  Gary  Waxman. 
(202)  395-7340. 

Copies  of  the  above  information 
collection  proposal  can  be  obtained  by 
calUng  or  writing  Edward  Michals,  DOC 
Forms  Clearance  Officer,  (202)  482- 
3271,  Department  of  Commerce,  Room 
5327, 14th  and  Constitution  Avenue. 
N.W.,  Washington.  D.C.  20230. 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent  to 
Gary  Waxman.  0MB  Desk  Officer,  Room 
3208,  New  Executive  Office  Building, 
Washington.  D.C.  20503. 

Dated:  January  8, 1993 
Edward  Mkhals, 

Departmental  Forms  Qearance  Officer,  Office 
of  Management  and  Organization. 
[FR  Doc.  9^-956  Filed  1-13-93;  8:45  amJ 
BtLUNO  COOC  3B10-CW-r 


DEPARTMENT  OF  COMMERCE 

Agency  Form  Under  Review  by  the 
Office  of  Management  and  Budget 

DOC  has  submitted  to  0MB  for 
clearance  the  following  proposal  for 
collection  of  information  under  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.C.  Chapter  35). 

Agency:  Bureau  of  Export 
Administration. 

Title:  Project  License  Procedure. 

Agency  Form  Number:  None  but 
requirements  are  foimd  at  Section 
773.2(c)  of  the  Export  Administration 
Regulations. 

0MB  Approval  Number:  0694-0006. 


International  Trade  Administration 
Export  Trade  Certificate  of  Review 

AGENCY:  International  Trade 
Administration,  Commerce. 
ACTION:  Notice  of  Initiation  of  Process  of 
Revoke  Export  Trade  Certificate  of 
Review  No.  85-00005. 

SUMMARY:  The  Secretary  of  Commerce 
issued  an  export  trade  certificate  of 
review  to  Comet  Rice.  Inc.  Because  this 
certificate  holder  has  failed  to  file  an 
annual  report  as  required  by  law.  the 
Department  is  initiating  proceedings  to 
revoke  the  certificate.  This  notice 
summarizes  the  notification  letter  sent 
to  Comet  Rice.  Inc. 
FOR  FURTHER  INFORMATION  CONTACT: 
George  MuUer.  Director.  Office  of  Export 
Trading  Company  Affairs.  International 
Trade  Admmistiation.  202/482-5131. 
liiis  is  not  a  toll-free  number. 
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SUPPLEMENTARY  MFORMATION:  Title  ID  of 
the  Export  TracUrtg  Company  Act  of 
1982  ("the  Act")  (15  U.S.C.  4011-21) 
authorized  the  Secretary  of  CommeFce 
to  issue  export  trade  certificates  of 
review.  The  regulations  implementing 
title  m  ("the  Rsgulations")  are  found  at 
IS  CFR  part  325.  Piirsuant  to  this 
authority,  a  certificate  of  review  was 
issued  on  May  24. 1985  to  Comet  Rice. 
Inc. 

A  certificate  holder  is  required  by  law 
(Section  308  of  the  Act,  15  U.S.C  4018) 
to  submit  to  the  Department  of 
Commerce  annual  reports  that  update 
financial  and  other  information  relating 
to  business  activities  covered  by  its 
certificate.  The  aimual  report  is  due 
within  45  days  after  the  anniversary 
date  of  the  issuance  of  the  certificate  of 
review  (§§  325.14(a)  and  (b)  of  the 
Regulations).  Failure  to  submit  a 
complete  annual  report  may  be  the  basis 
for  revocation.  (§§  325.10(a)  and 
325.14(c)  of  the  Regulations). 

The  Department  of  Commerce  sent  to 
Comet  Rice,  Inc.  on  May  14, 1992,  a 
letter  containing  annual  report 
questions  with  a  reminder  that  its 
annual  report  was  due  on  July  8, 1992. 
Additional  reminders  were  sent  on 
August  11. 1992,  and  on  September  23. 
1992.  The  Department  has  received  no 
written  response  to  any  of  these  letters. 

On  January  11, 1993,  and  in 
accordance  with  §  32S.10(c)(2)  of  the 
Regulations,  a  letter  was  sent  by 
certified  mail  to  notify  Comet  Rice,  Inc. 
that  the  Department  was  formally 
initiating  the  process  to  revoke  its 
certificate.  The  letter  stated  that  this 
action  is  being  taken  for  the  certificate 
holder's  failure  to  file  an  annual  report. 

In  accordance  with  §  325.10(c)(2}  of 
the  Regulations,  each  certificate  holder 
has  thirty  days  fit>m  the  day  after  its 
receipt  of  the  notification  letter  in 
whicn  to  respond.  The  certificate  holder 
is  deemed  to  have  received  this  letter  as 
of  the  date  on  which  this  notice  is 
published  in  the  Federal  Register.  For 
good  cause  shown,  the  Department  of 
Commerce  can,  at  its  discretion,  grant  a 
thirty-day  extension  for  a  response. 

If  the  certificate  holder  decides  to 
respond,  it  must  specifically  address  the 
Department's  statement  in  the 
notification  letter  that  it  has  failed  to  file 
an  annual  report.  It  should  state  in 
detail  why  the  facts,  conduct,  or 
dnnmistances  described  in  the 
notification  letter  are  not  true,  or  if  they 
are,  why  they  do  not  warrant  revoking 
the  certificate.  If  the  certificate  holder 
does  not  respond  within  the  specified 
period,  it  %viu  be  considered  an 
admission  of  the  statements  contained 
in  the  notification  letter  (§  32S.10(c)(2) 
of  the  Regulations). 


If  the  answer  demonstrates  that  the 
material  facts  are  in  dispute,  the 
Department  of  Commerce  and  the 
Department  of  Justice  shall,  upon 
request,  meet  informally  with  the 
certificate  holder.  Either  Depaitmoit 
may  require  the  certificate  holder  to 
provide  the  documents  or  infbnnatiom 
that  are  necessary  to  support  its 
contentions  (Sec.  32S.10(c}(3)  of  the 
Regulations). 

The  Department  shall  publish  a  notice 
in  the  Federal  Register  of  the  revocation 
or  modification  or  a  decision  not  to 
revoke  or  modify  (§  325.10(c)(4)  of  the 
Regulations).  If  there  is  a  determination 
to  revoke  a  certificate,  any  person 
aggrieved  by  such  final  decision  may 
appeal  to  an  appropriate  U.S.  district 
court  within  30  days  firom  the  date  on 
which  the  Department's  final 
determination  is  published  in  the 
Federal  Register  (§§  325.10(c)(4)  and 
325.11  of  the  Regulations). 

Dated:  January  11, 1993. 
George  Muller, 

Director.  Office  of  Export  Trading  Company 

Affairs. 

(PR  Doc.  93-958  Filed  1-13-93;  8:45  am] 
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Minority  Buaineaa  Developinaiit 
Agency 

Buaineaa  Development  Center 
Applicatlona:  (Service  Area)  U.S.  Virgin 
lalanda 

AGENCY:  Minority  Business 
Development  Agency,  Commerce. 

ACTION:  Notice. 

summary:  The  Minority  Business 
Development  Agency  (MBDA)  is 
revising  the  closing  date  dted  in  the 
Announcement  to  solicit  Competitive 
Applications  under  its  Minority 
Business  [)evelopment  Center  Program 
to  operate  a  U.S.  Virgin  Islands  MBDC 
for  a  three  (3)  year  period,  starting  May 
1, 1993  to  April  30, 1994  in  the  U.S. 
Virgin  Islands  SMSA.  The  revised  new 
closing  date  is  January  22. 1993.  Refer 
to  the  Federal  Register  dated  December 
18, 1992,  57  FR  60172. 

Dated:  ;anuary  6, 1993. 
John  F.  Igldiait, 

Regional  Director,  New  }  orx  Regional  Office. 
[FR  Doc  93-911  Filed  1-13-93;  8:43  am] 
MUJNQ  CODE  »10-11-« 


National  Oceanic  and  Atmoapherlc 
Adminlatration 

Pacific  Rahery  Management  Council; 
Public  MeeUng 

agency:  National  Marine  Fisheries 
Service,  NOAA,  Commerce. 

The  Pacific  Fishery  Management 
Council's  Coastal  Pelagic  Species  Plan 
Development  Team  will  hold  a  pubUc 
meeting  on  January  27, 1993,  beginning 
at  10  a.m.  The  meeting  will  be  held  in 
the  small  conference  room  at  the 
National  Marine  Fisheries  Service, 
Southwest  Fisheries  Science  Center, 
8604  La  7olla  Shores  Drive,  La  Jolla, 
CaUfbmia. 

The  purpose  of  this  meeting  is  to 
discuss  the  statiis  of  the  coastal  pelagic 
species  fishery  management  plan. 

For  more  information  contact  Patricui 
Wolf  bom  the  California  Department  ot 
Fish  and  Game  at  (213)  590-5117  or 
Larry  Jacobson  from  the  National 
Marine  Fisheries  Service  at  (619)  546- 
7117. 

Dated:  January  8, 1993. 
David  S.  Ciwtin, 

Acting  Director,  Office  of  Fisheries 
Conservation  and  Management,  National 
Marine  Fisheries  Service. 
[FR  Doc.  93-832  Filed  1-13-93;  8:45  am) 
BKUMO  CODE  9$10-2a-H 


Pacific  nailery  Management  Council; 
Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service,  NOAA,  Commerce. 

The  Pacific  Fishery  Management 
Council's  Comprehensive  Data 
Gathering  Committee  (Committee)  will 
hold  a  public  meeting  on  January  25, 
1993.  from  10.a.m.  to  5  p.m.,  in  the 
conference  room  of  the  Pacific  States 
Marine  Fisheries  Commission,  2501 
SW..  First  Avenue,  suite  200,  Portland, 
Oregon. 

The  Committee  will  review  a  draft 
report  on  the  need  for  a  program  to 
gather  fishery  data  from  vessels  at  sea, 
as  well  as  data  that  can  be  obtained 
when  vessels  return  to  port.  The 
Committee  will  also  discuss  alternative 
approaches  to  potential  funding  sources 
and  cost  eRiectiveness  of  the  approaches. 

For  more  information  contact 
Lawrence  D.  Six,  Executive  Director, 
Pacific  Fishery  Management  Council, 
Metro  Center,  suite  420,  2000  SW..  First 
Avenue,  Portland,  Oregon  97201; 
telephone:  (503)  326-6352. 
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Datati:  January  S.  1993. 
David  S.  CraatiB. 
Acting  Director.  Offict  ofFisht, 
CoamnaOon  amd  UantigmtenU  National 
Marine  Fisheries  Senrice. 
IFR  Doc.  93-a33  Filed  1-13-93: 8:45  ami 


South  Attondc  Rahary  MaMgMnant 
Council;  Public  Maettnga/PuMic 
I  JeaHnga 

AGENCY:  National  Marine  Fisheries 
Service.  NOAA.  Commerce. 

The  South  Atlantic  Fishery 
Management  Council  (Council)  and  its 
Committees  will  hold  public  meetings 
on  January  25-29. 1993,  at  the  Holiday 
Inn-Melboume  Oceanfront.  Indialantic. 
FU  telephcme:  (407)  777-4100. 

CooBcil 

The  Council  session  will  begin  on 
January  28  at  1:30  p.m..  and  on  January 
29  at  8:30  a.m.  The  Council  will  discuss 
reports  and  recommendations  from  the 
Committees.  On  January  28  at  1:45  p.m. 
the  Council  will  hold  a  public  hearing 
to  solicit  comments  on  Florida's  request 
to  change  the  Federal  Special  Non-Trap 
Recreational  Spiny  Lobster  season  to:  (1) 
Coincide  with  the  State  season  that  falls 
on  the  last  consecutive  Wednesday  and 
Thureday  in  July  of  each  year:  (2)  limit 
harvest  methods  to  diving  and  the  use 
cf  bully  nets:  and  (3)  relax  rules  outside 
of  Monroe  County  during  the  two-day 
p«iod  to  divert  fishing  effort  away  from 
the  Florida  Keys  area.  A  public  hearing 
will  be  held  at  2:30  p.m.  to  solicit 
comments  on  the  1993-94  Wreckfish 
total  allowable  catch  (TAG).  After 
reviewing  reports  and  recommendations 
and  public  hearing  comments,  the 
Council  is  scheduled  to  approve  the 
1993-94  wreckfish  TAC 

Committees 

The  Council's  Scientific  and 
Statistical  Committee  will  meet  on 
January  25  at  8:30  a.m.  to  review: 

(1)  Biological  benefits  of  a  possible 
closed  season  for  rock  shrimp; 
.  '  (2)  A  stock  assessment  of  the  closed 
red  drum  fishery; 

(3)  A  request  nrom  Florida  to  change 
the  Federal  two-day  spiny  lobster 
recreational  season; 

(4)  A  report  for  the  1993-94  wreckfish 
TAC;  and 

(5)  An  assessment  report  for  the 
snapper-grouper  fishery. 

A  public  scoping  meeting  will  be  held 
on  January  25  at  6  p.m.  to  solicit  input 
on  spearfishing  and  the  use  of 
poweriirads.  mechanically-propelled 
sleds  and  rebreethers  to  harvest  species 
in  the  snapper-grouper  management 
plan  (including  amberjacks). 


The  Sa&pptt-Gnmpm  Committee  will 
meet  jointly  writh  iU  Advisory  Panel 
(A?)  on  January  26  at  8:30  ajn.  to 
discuss  draft  Amendment  #6  to  the 
Snapper-Grouper  Fishery  Management 
Plan  (FMP).  The  Amendment  could 
include  possible  quotas  for  amberjack. 
golden  tilefish.  blueline  (grapy)  tilefish, 
and  snowy  and  yellowedge  grouper,  a 
definition  of  allowable  gear,  a 
requirement  for  Federal  dealer  permits, 
and  a  moratorium  on  commercial 
permits.  The  CcHnmittee  and  AP  also 
will  discuss  marine  fishery  reserves  as 
a  management  option  for  snapper  and 
grouper. 

The  Committee  will  also  meet  with 
the  Wreckfish  AP  at  1:30  p.m.  to  discuss 
setting  the  1993-94  wreckfish  TAC  and 
the  status  of  the  fishery.  At  3:30  p.m. 
and  continuing  at  8:30  a.m.  on  January 
27,  the  Snapper-Grouper  Committee 
will  review  reports  and 
recommendations  from  the  Snapper- 
Grouper  Assessment  Group,  Advisory 
Panel  and  Scientific  and  Statistical 
Committee  to  develop  a 
recommendation  for  the  1993-94 
wreckfish  TAC.  The  Committee  also 
will  further  discuss  Amendment  #6  to 
the  Snapper-Grouper  FMP  and  will 
determine  the  next  step  in  addressing 
marine  fishery  reserves. 

The  Controlled  Access  Committee 
will  meet  at  1:30  p.m.  on  January  27  to 
further  review  options  for  controlled 
access  systems  and  effort  controls  for 
the  deep-water  snapper-grouper 
complex. 

The  Shrimp  Committee  is  scheduled 
to  meet  at  8:30  a.m.  on  January  28  to 
make  a  decision  on  approval  and 
submission  of  the  Shrimp  FMP  to  the 
Secretary  of  Commerce.  The  FMP  would 
allow  all  individual  states  to  request 
concurrent  shrimping  closures  in 
adjacent  Federal  waters  following  severe 
winter  mortality  of  white  shrimp.  The 
Committee  also  will  discuss  whether  to 
proceed  with  an  amendment  to  the  FMP 
to  address  problems  in  the  rock  shrimp 
fishery.  It  will  review  an  analysis  of 
possible  revenue  increeses  associated 
with  a  closed  season  to  allow  small  rock 
shrimp  to  reach  a  larger,  more  valuable 
size.  Based  on  the  outcome  of  this 
analysis,  the  Committee  will 
recommend  to  the  Council  whether  or 
not  to  proceed  with  an  amendment. 

A  detailed  agenda  with  specific 
meeting  times  is  available  to  the  public. 
For  more  information  contact  Carrie 
Knight.  Public  Information  Officer, 
South  Atlantic  Fishery  Management 
Council.  One  Southpark  Qrcle.  suite 
306;  Charieston.  SC  29407-4699. 
telephone:  (803)  571-4366. 


Dated:  January  7. 1993. 
David  S.  Craalin. 

Acting  Director.  Office  of  Fisheries 
Conservation  and  ManagBntent.  National 
Marine  Hsheries  Service. 
(FR  Doc.  93-834  Filed  1-13-93: 8:45  am] 
HUJNO  cooc  3si»-a-« 


COMMODTTY  FUTURES  TRAOING 
COIMMISSION 

Chicago  MarcantilaExchanga  and 
Intarmaritat  Ciaaring  Coip.;  Propoaaia 
lmpi«nianting  AddMonai  Croaa- 
Margining  Programa 

AGENCY:  Commodity  Futxires  Trading 

Commission. 

ACTKM:  Notice  of  proposed, contract 

market  and  clearing  organization  rule 

changes.       

SUMMARY:  The  Chicago  Mercantile 
Exchange  ( "CME")  and  The  Intermarket 
Clearing  Corporation  ('ICC")  have 
submitted  proposals  which  would  allow 
the  CME  and  ICC  to  expand  their  cross- 
margining  systems.  Under  these 
proposals,  the  ICC  and  CME  plan  on 
entering  into  an  agreement  with  The 
Options  Clearing  Corporation  ("OCC") 
to  accommodate  both  "bilateral"  cross- 
margining  between  CME  and  ICC  and 
"trilateral"  cross-margining  among 
CME.  ICC  and  OCC.  The  nroposed  cross- 
margining  programs  would  operate  in 
the  same  basic  way  as  the  existing 
CME-OCC  program. 

Acting  pursuant  to  the  authority      t 
delegatwl  by  Commission  Regulation 
140.96.  the  Director  of  the  Division  of 
Trading  and  Markets,  with  the 
concurrence  of  the  General  Counsel,  has 
determined,  on  behalf  of  the 
Commission,  that  publication  of  these 
pro{>osaIs  is  in  the  public  interest  and 
will  assist  the  Commission  in 
considering  the  views  of  interested 
persons.  Accordingly,  the  Division,  on 
behalf  of  the  CommisMon,  is  publishing 
the  proposals  for  public  comment. 
DATES:  Comments  must  be  received  on 
or  before  February  16. 1993. 
FOR  FURTHER  MFORMAT10N  CONTACT: 
Elizabeth  Patterson.  Special  Counsel,  or 
Christopher  Bowen.  Attorney-Advisor, 
Division  of  Trading  and  Markets, 
Commodity  Futures  Trading 
Commission.  2033  K  Street.  NW., 
Washington.  DC  20581.  Telephone: 
(202) 254-8955. 
SUPPLEMENTARY  Mf ORMATION: 

I.  Introduction 

By  a  letter  dated  September  21, 1992. 
ICC  submitted,  pursuant  to  section 
5a(12)  of  the  Act  and  Commission 


4  nni     /    K1a#Iaa« 


Federal  Regirter  /  Vol.  58.  No.  9  /  Thursday,  January  14.  1993  /  Notices 


4413 


Regulation  1.41(b),  a  proposal  to  enter 
into  a  cross-malting  agreement  with 
the  OCC  and  CME  to  accommodate  the 
same  bilateral  and  trilateral  cross- 
margining.  Similarly,  by  letter  dated 
December  3, 1992,  the  CME,  pursuant  to 
section  5a(12)  of  the  Commodity 
Exchange  Act  ("Act")  and  Commission 
Regulation  1.41(b),  submitted  to  the 
Commission  a  proposal  to  estabUsh  a 
bilateral  cross-maiyning  agreement 
with  ICC  and  a  trilateral  cross-margining 
agreement  with  ICC  and  OCC. 

In  sum,  the  bilateral  program  between 
CME  and  ICC  would  involve  the 
margining  of  ICC-cleared  stock  index 
futures  and  commodity  options  on 
stock-index  futures  and  Q^-cleared 
stock-index  futures  arid  commodity 
options  on  stock-index  futures  carried 
in  proprietary  and  non-proprietary 
cross-margining  accounts.  The  trilateral 
program  would  involve  the  margining  of 
such  ICC-cleared  and  CME-cleared 
contracts  along  with  OCC-cleared  stock- 
index  options  carried  in  proprietary  and 
non-proprietary  cross-margining 
accounts. 

According  to  CME  and  ICC,  the 
purpose  of  the  proposal  is  to  expand  the 
universe  of  available  hedge  positions 
and  thereby  to  encourage  wider 
participation  in  cross-margining. 

n.  Request  for  Comments 

Acting  pursuant  to  the  authority 
delegated  by  Commission  Regulation 
140.96,  the  Director  of  the  Division  of 
Trading  and  Markets,  with  the 
concurrence  of  the  General  Counsel,  has 
determined,  on  behalf  of  the 
Commission,  that  publication  of  the 
proposals  is  in  the  public  interest  and 
will  assist  the  Commission  in 
considering  the  views  of  interested 
persons.  Accordingly,  the  Division,  on 
behalf  of  the  Commission,  is  publishing 
the  proposals  for  public  comment.  The 
Commission  requests  comments  on  any 
aspects  of  the  proposals  that  members  of 
the  public  believe  may  raise  issues 
under  the  Act  or  Commission 
regulations. 

Copies  of  tiie  CME  and  ICC 
submissions  are  available  for  inspection 
at  the  Oflice  of  the  Secretariat, 
Commodity  Futures  Trading 
Commission,  2033  K  Street,  NW., 
Washington,  DC  20581.  Copies  may  also 
be  obtained  through  the  Office  of  the 
Secretariat  at  the  above  address  or  by 
telephoning  (202)  254-6314. 

Any  person  interested  in  submitting 
written  data,  views  or  comments  on  the 
proposals  should  send  such  comments 
to  Jean  A.  Webb,  Secretary.  Commodity 
Futures  Trading  Commission,  2033  K 
Street,  NW.,  Washington,  DC  20581  by 
the  specified  date. 


Issued  in  Washington,  DC  on  January  11, 
1993. 

Alan  Seifisrl. 

Deputy  Director,  Division  ofTrading  and 
Markets. 

(FR  Doc.  93-883  Filed  1-13-93;  8:45  am] 
BIUJNO  CODE  SMI-OMi 


DEFENSE  NUCLEAR  FAaUTIES 
SAFETY  BOARD 

Resolution  of  Potential  Conflict  of 
Interest 

The  Defense  Nuclear  FadUties  Safety 
Board  (Board)  has  identified  and 
resolved  a  potential  conflict  of  interest 
situation  in  connection  with  the 
employment  of  Dr.  Sol  Pearlstein  (Dr. 
Pearlstein)  as  Physicist  in  a  full-time, 
two-year  appointment.  During  his 
employment  by  the  Board,  Dr.  Pearlstein 
will  remain  on  a  unpaid  leave  of 
absence  from  Brooknaven  National 
Laboratories  (BNL),  where  he  is 
employed  in  a  permanent  position  by 
Associated  Universities,  Inc.  (AUI).  the 
operator  of  BNL.  Because  BNL  is  owned 
by  the  Department  of  Energy  (DOE),  Dr. 
Pearlstein's  continued  association  with 
BNL  while  he  is  employed  by  the  Board 
might  create  an  appearance  of  a  conflict 
of  interest  or  potential  conflict  of 
interest  with  respect  to  his  indirect 
association  with  E)OE.  (Dr.  Pearlstein 
has  recused  himself  &x)m  particular 
matters  before  the  Board  involving  AUI 
or  BNL.) 

Under  the  Board's  Organizational  and 
Consultant  Conflict  of  Interest 
Regulations,  10  CFR  part  1706  (OQ 
Regulations),  the  Board  may  engage 
National  Laboratories  personnel  who 
have  the  expertise  needed  by  the  Board 
in  the  performance  of  its  oversight 
responsibilities,  where  there  is  no 
conflict  of  interest  or  where  the  Board 
determines  that  such  engagement  is  in 
the  best  interest  of  the  Government  and 
waives  the  conflict.  The  OQ 
Regulations  require  that  in  all  cases 
involving  National  Laboratory 
personnel,  notice  of  the  circumstances 
of  the  contract,  stating  the  rationale  for 
use  of  the  personnel,  must  be  pubUshed 
in  the  Federal  Register.  Under  the  OQ 
Regulations,  an  organizational  or 
consultant  conflict  of  interest  means,  in 
relevant  part,  that  because  of  other  past, 
present  or  future  planned  activities  or 
relationships,  a  contractor  or  consultant 
is  unable,  or  potentially  unable,  to 
render  impartial  assistance  or  advice  to 
the  Board,  or  the  objectivity  of  such 
contractor  or  consultant  in  performing 
contract  work  for  the  Board  is  or  might 
be  otherwise  impaired.  Because  Dr. 
Pearlstein  will  remain  an  employee  of 


BNL  while  employed  by  the  Board,  the 
Board  has  determhied  to  comply  with 
the  Oa  Regulations,  even  through  Dr. 
Pearlstein  is  a  Board  employee  and  not 
a  Board  contractor  or  consultant. 

Based  on  a  comprehensive  review  of 
Dr.  Pearlstein's  situation,  including  the 
terms  of  his  leave  of  absence  from  AUI/ 
BNL,  the  work  he  performed  at  BNL. 
and  the  type  of  work  he  is  likely  to 
perform  for  the  Board,  the  Board  has 
determined  that  a  conflict  of  interest 
between  Dr.  Pearlstein's  employment  at 
a  DOE-owned  national  laboratory  and 
his  work  for  the  Board  is  not  likely  to 
arise  for  the  following  reasons. 

First,  the  work  that  Dr.  Pearlstein  was 
performing  at  BNL  or  is  likely  to  do  after 
his  work  for  the  Board  is  not  directly 
related  to  the  Board's  work  on  defease 
nuclear  facihties  under  the  Board's 
jurisdiction,  with  one  exception 
described  below.  The  Board 
imderstands  that  most  of  the  funding  at 
BNL  is  provided  by  non-defense 
sources,  including  the  Nuclear 
Regulatory  Commission  and  non- 
deranse  programs  in  DOE,  and  that  the 
DOE  Office  of  Energy  Research,  which 
is  not  engaged  in  defense-related  work, 
is  primarily  responsible  for  overeight  at 
BNL.  Because  BNL  does  Uttle  or  no 
work  for  the  defense  nuclear  faciUties, 
it  is  unlikely  that  the  Board  will  be 
examining  any  of  the  programs  at  BNL. 
Dr.  Pearlstein  himself  has  not  worked 
on  projects  administered  by  DOE- 
Derense  Programs,  nor  has  he  worked  on 
matters  involving  the  defense  nuclear 
facilities.  In  general,  the  kind  of  work 
that  Dr.  Pearlstein  conducted  at  BNL 
consisted  of  preparing  reference  data  to 
be  used  throughout  the  nuclear 
community,  rather  than  work 
specifically  oriented  to  benefit  DOE 
only.  Dr.  Pearlstein's  position  at  BNL 
prior  to  joining  the  Board  was  as 
Director  of  the  National  Nuclear  Data 
Center,  where  he  was  responsible  for  the 
indexing,  compilation,  evaluation, 
distribution  and  international  exchange 
of  nuclear  data,  data  benchmark 
calculations,  management  of  the  main- 
frame computer  systems,  and 
coordination  of  inter-laboratory  data 
evaluation  working  groups.  The  only 
program  Dr.  Pearlstein  was  involved  at 
BNL  that  might  have  feUen  imder  the 
Board's  jurisdiction  was  the  Accelerator 
Production  of  Tritium  project,  funded 
by  the  Office  of  Alternative 
Technologies  in  the  DOE  Office  of  New 
Production  Reactors,  which  Dr. 
Pearlstein  woriced  on  during  the  six  ' 
months  prior  to  his  joining  the  Board's 
technical  staff.  He  work  on  that  project 
involved  performing  comparisons 
between  theory  and  experiment  to 
validate  nuclear  data  and  developing 
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the  Annual  Operating  Plan.  To  data,  the 
Board  has  not  examined  DOE's  new 
production  reactors  programs,  many  of 
which  have  been  terminated  as  a  result 
of  the  Secretary  of  Energy's  dedsion  not 
to  proceed  with  a  new  production 
reactor.  If  the  Board  does  undertake 
oversight  activitiea  with  respect  to  the 
Accelerator  Production  of  Tritii<m 
project  in  the  future,  the  Board  and  the 
Tedmical  Directw  will  not  permit  Dr. 
Pearlstein  to  participate  in  mat  work  as 
a  Board  employee  and  will  screen  Dr. 
Pearlstein 's  weak  fat  the  Board  to  ensure 
that  he  is  not  reviewing  his  own 
previous  work  at  BNL  or  the  work  that 
BNL  is  doing  on  the  project.  In  short,  Dr. 
Pearlstein  will  not  be  called  upon  to 
review  his  own  previous  worii  while  be 
is  at  the  Board,  and  the  Board  does  not 
think  that  a  conflict  of  interest  with  Dr. 
Pearlstein 's  work  for  the  Boerd  will 
otherwise  arise  out  of  the  type  of  woric     i 
he  performed  at  BNL. 

The  Board  has  also  considered  the 
issue  of  whether  Dr.  Pearlstein 's  ability 
to  take  an  impartial,  objective  view  of 
the  activities  of  DOE  and  its  contractors 
at  the  defense  nuclear  fiwulities  under 
the  Board's  jurisdiction  would  be 
impaired  as  a  result  of  his  continuing 
association  with  AUI/BNL  and  thus 
indirectly  with  DOE.  In  evaluating  this 
issue,  the  Board  has  considered  the 
terms  of  Dr.  Pearlstein 's  leave  of 
absence,  as  well  as  the  role  DOE  plays 
in  funding  Dr.  Pearlstein 's  work  at  AUI/ 
BNL.  CThe  following  evaluation  of  the 
potential  for  retaliatory  action  by  AUI/ 
BNL,  DOE  or  others  in  determining 
whether  Dr.  Pearlstein's  ability  to  give 
impartial  advice  to  the  Board  might  be 
impaired  by  his  continuing  relationship 
writh  AUI/BNL  is  part  of  the  Board's 
effort  to  consider  all  possible  sources  of 
conflict  of  interest,  but  is  not  intended 
to  suggest  that  AUI/BNL.  DOE,  the 
Secretary  of  Energy  or  any  particular 
DOE  or  AUI/BNL  employee  would  in 
fact  act  Inappropriately  with  respect  to 
any  Board  employee.)  According  to 
information  received  from  (^cials  at 
BNL,  Dr.  Pearlstein  is  efliactively.  if  not 
formally,  guaranteed  a  job  at  BNL. 
though  not  necaesarily  the  same 
position  he  held  previously,  on  return 
from  his  leave  of  abs«x».  unless  there 
is  such  a  serious  funding  problem  at 
BNL  that  there  is  no  appropriate 
position  for  him  in  any  area  of  BNL. 
Even  if  funding  f(v  the  programs  Dr. 
Pearlstein  had  worked  in  were  cut  or 
eliminated,  the  Board  has  been 
informed  by  BNL  personnel  that  BNL 
would  try  to  find  another  appropriate 
position  for  Dr.  Pearlstein.  sudi  as  in 
the  area  that  does  work  for  the  Nuclear 
Regulatory  Commission.  The  Board  was 


further  informed  that  it  is  very  unxisual 
for  BNL  to  terminate  an  employee  with 
a  continuing  appointment,  such  as  Dr. 
Pearlstein  lutlds.  for  reasons  of  financial 
exigency.  Thus,  in  the  Board's  view.  Dr. 
Peeristein  should  not  fear  that  his 
actions  as  a  Board  employee  with 
respect  to  defense  nuclear  fiadlities 
would  cause  BNL  to  refuse  to  allow  him 
to  return.  Moreover,  Dr.  Pearistein 
apparently  is  already  eligible  for 
retirement  from  BNL  and  is  fully  vested 
in  the  defined  contribution  pension 

Elan,  so  that  his  entitlement  to  those 
snefits  would  not  be  jeopardized  even 
if  he  were  not  to  return  to  BNL. 

The  Board  also  thinks  it  very  imlikely 
that  DOE  might  try  to  retaliate  against 
Dr.  Pearlstein  for  any  critidsm  of  DOE 
by  not  renewing  the  funding  for  the 
civilian  programs  at  BNL  that  Dr. 
Pearlstein  has  worked  on  or  is  likely  to 
work  on,  or  by  refusing  to  approve  his 
salary  at  BNL  after  his  leave  of  absence 
at  the  level  existing  prior  to  his  Board 
service.  The  program  areas  of  DOE  that 
have  funded  most  of  Dr.  Pearlstein  woric 
at  BNL  (other  than  the  Accelerator 
Production  of  Tritium  project,  which  he 
could  not  be  involved  in  at  the  Board) 
should  not  be  interested  in  positions  he 
takes  at  the  Board  with  respect  to 
defense  nuclear  facilities.  Moreover,  to 
retaliate  against  Dr.  Pearlstein  by 
reducing  funding  for  programs  be  might 
be  involved  in  after  returning  to  BNL, 
DOE  would  have  to  justify  cutting 
funding  for  information  collection 
programs  it  generated  and  has 
supported  for  years,  at  a  facility  it  owns. 
Lastly,  the  credibility  of  Dr.  Pearlstein's 
work  at  the  National  Nuclear  Data 
Center  at  BNL,  where  he  directed  a 
group  of  scientists  in  evaluating  and 
validating  data  obtained  from  other 
laboratcuries  and  other  research  and 
maintaining  an  information  center  with 
valid  data,  depends  to  a  great  extent  on 
his  reputation  for  having  both 
knowledge  of  science  and  profiassional 
integrity.  For  DOE  to  take  actions  that 
might  impugn  Dr.  Pearlstein's 
professional  integrity  would  undermine 
the  credibility  of  work  at  BNL  that  DOE 
itself  sponsors. 

At  the  Board,  Dr.  Pearlstein  will  also 
be  evaluating  scientific  data  contained 
in  complex  safety  evaluations  prepared 
by  DOE  and  its  contractors.  He  probebly 
will  not  become  heavily  involved  in 
evaluating  and  critiquing  operations  at 
the  defense  nuclear  tiacilities.  because 
he  does  not  have  expertise  in  those 
areas.  His  interactions  with  DOE  will 
concern  scientific  and  mathematical 
matter*.  Ahho^ih  the  Board  expects  Dr. 
Pearl^ein's  wo»  to  be  useful  in 
advancing  the  Board's  mission,  the 
Board  does  not  beUeve  that  it  is  the  type 


of  wwk  that  should  pit  Dr.  Pearistein 
against  DOE  or  cause  personal  or 
institutional  animosiw. 

Consequently,  the  Board  does  not 
think  it  warranted  to  question  the  ability 
of  a  senior  scientist  of  Dr.  Pearlstein's 
stature  and  expertise,  whose  ability  to 
return  to  BNL  is  assured  in  all  but  the 
most  dire  finfn^*<  circumstances,  to 
give  objective  advice  to  the  Boerd  or  to 
keep  hiis  professional  judgment  frtnn 
being  colored  by  fears  of  retaliation  that 
is  highly  unlikely.  Moreover,  Dr. 
Peerutein  will  be  working  directly  for  a 
Board  member  or  under  the  supervision 
of  the  Technical  Director  and  will  not  be 
taking  any  final  actions  himself,  so  that 
any  question  of  impartiality  arising  in 
Dr.  Pearlstein's  case  would  be  mitigated. 
It  is  ultimately  the  Boerd  members, 
rather  than  the  members  of  the  Board's 
technical  staff,  who  make  significant 
decisions  and  take  Federal  action  on 
behalf  of  the  Board. 

Even  in  a  case  where  there  is  an 
actual  or  potential  conflict  of  interest, 
under  the  Board's  OQ  Regulations,  the 
Chairman  has  the  authority  to  waive 
that  conflict.  The  Chairman  has 
determined  in  the  case  of  Dr.  Pearlstein 
that  even  if  a  conflict  of  interest  or 
question  of  lack  of  impartiality  could  be 
said  to  exist,  it  is  in  the  best  interests 
of  the  Government  to  waive  that  conflict 
and  permit  Dr.  Pearlstein's  employment 
by  the  Board.  There  is  no  one  else  on 
the  Board's  technical  staff  who  has  a 
broad  and  extensive  background  in 
evaluating  nuclear  physics  data, 
particularly  in  the  area  of  nuclear 
applications.  Dr.  Peeristein  has 
extensive  experience  in  looking  at 
physics  data  and  evaluating  its  integrity. 
Although  the  Board  has  engaged  in 
extensive  recruiting  efforts,  no  one  else 
with  Dr.  Pearlstein's  kind  of  experience 
has  joined  the  technical  staff.  The  Board 
and  the  Technical  Director  for  the  Board 
are  of  the  opinion  that  Dr.  Pearlstein's 
expertise  and  experience  are  important 
in  facilitating  the  accomplishment  of  the 
Board's  mission,  particularly  in  the  area 
of  reactor  fodlities.  In  the  opinim  of 
one  of  the  Board  members  who  has 
woriced  with  Dr.  Pearlstein  before.  Dr. 
Pearlstein,  because  of  the  breadth  of  this 
experience  in  evaluating  data  developed 
in  research  by  other  admtists,  has  an 
abihty  to  synthesize  sdentific  data  from 
many  sources  to  find  solutions  to 
complex  and  novel  problems.  The  Board 
beheves  that  it  needs  some  senior 
technical  staff  members  with  that  depth 
of  experience  and  abilibr. 

Consequently,  even  if  there  is  a 
remote  theoretical  possibility  that  Dr. 
Pearlstein's  continued  asaodation  with 
BNL  might  create  a  conflict  of  interest, 
Q  weaver  of  the  conflict  is  justified  as 
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being  in  the  best  interesU  of  the 
Government,  and  has  been  approved  by 
the  Chairman  of  the  Board. 

Dated:  January  7, 1993. 
Julie  Kltzaa  Harr, 

Associate  General  Counsel. 

(FR  Doc  93-802  PUed  1-13-93:  S:45  ami 

8MjjNecooe( 


DEPARTMENT  OF  DEFENSE 

Public  Infonnalion  CoN«ctton 
RaquirMMfit  SutNntttod  to  0MB  for 
Raview 

AGENCY:  Department  of  Defense. 
ACTION:  Notice. 

The  Department  of  Defense  has 
submitted  to  OMB  for  clearance  the 
following  proposal  for  collection  of 
information  imder  the  provisions  of  the 
Paperworic  Reduction  Act  (44  U.S.C. 
chapter  35). 

Title,  Applicable  Form,  and  Applicable 
OMB  Control  Number:  Tender  of 
Service  and  Letter  of  Intent  for 
Personal  Propoty  Household  Goods 
and  Unaccompanied  Baggage 
Shipments;  OMB  Control  Number 
0702-0022. 
Type  of  Request:  Reinstatement. 
Average  Burden  Hours/Minutes  Per 

Response:  1  hr..  22  minutes. 
Responses  Per  Respondent:  18. 
Number  of  Respondents:  18,072. 
Annual  Burden  Hoars:  22.048. 
Annual  Responses:  18.072. 
Needs  and  Uses:  Since  household  goods 
move  at  government  expense,  data  is 
needed  to  choose  the  best  service  at 
least  cost.  The  information  provided 
amounts  to  a  bid  for  contract  to 
transport  household  goods  and 
unaccompanied  baggage.  The  service 
for  least  cost  carrier  receives  the 
contract. 
Affected  Public:  Business  of  othor  for- 
profit. 
Frequency:  On  occasion. 
Respondent's  (^ligation:  Required  to 

obtain  or  retain  a  benefit. 
OMB  Desk  Officer:  Mr.  Edward  C. 
Springer. 

Written  comments  and 
recommendations  on  the  proposed 
information  collection  should  be  sent  to 
Mr.  Springer  at  the  Office  of 
Management  and  Budget,  Desk  Officer 
for  E)oD,  room  3235,  New  Executive 
Office  Building,  Washington,  DC  20503. 
DOD  Clearance  Officer:  Mr.  WiUiam  P. 
Pearce. 

Written  requests  for  copies  of  the 
information  colleciion  proposal  should 
l>e  sent  to  Mr.  Pearce,  WHS/DIOR.  1215 
i4lferson  Davis  Highway,  suite  1204, 
Arlington,  Virginia  22202-4302. 


Dated:  January  11, 1993. 

AltemalBOSDFedmalllegfttBrLkdBoa 
Officer,  Departmmt  ofD^eam. 
(FR  Doc  93-654  Filed  1-13-03;  8:45  ami 
MUMQ  COM  asia-w-M 

OfHca  of  th*  Sacratary 

Stratagic  Environmantal  Raaaarch  and 
Davaiopmant  Program,  SdanUfle 
Advtaory  Board 

action:  Notice. 

In  accordance  with  section  10(a)(2)  of 
the  Federal  Adviscny  Committee  Act 
(Pub.  L.  92-463).  announcement  is 
made  of  the  following  Committee 
meeting: 

DATE  OF  MEETING:  Wednesday,  January 
27. 1993.  and  Thursday,  January  28, 
1993,  8  a.m.  to  approximately  5  p.m. 

PLACE:  Main  Auditorium,  National 
Guard  Building,  One  Massadiusetts 
Avenue,  NW.,  Washington,  DC 

MATTERS  TO  BE  C0N8IDERE0:  The 

Scientific  Advisory  Board  will  hold 
management  sessions,  wrill  receive  an 
overview  of  the  six  SERDP  Technology 
thrust  areas,  and  will  review  Phase  m 
proposals  that  are  equal  to  or  in  excess 
of  SIM.  Representatives  from  DoD.  DOE, 
and  EPA  will  provide  briefings  on  the 
overviews  and  individual  proiects. 

This  meeting  is  open  to  the  public. 
Any  interested  person  may  attend, 
appear  before,  or  file  statements  with 
the  Scientific  Advisory  Board  at  the 
time  and  in  the  manner  permitted  by  the 
Board. 

FOR  FURTHER  INFORMATION  CONTACT: 
Dr.  John  Ingram,  CERD^4,  room  6213, 
20  Massachusetts  Avenue,  NW., 
Washington,  DC  20314-1000,  202-272- 
1843. 

Dated:  January  11, 1993. 
LM.  Bjmum, 

Alternate  OSD  Federal  Regista'  Liaison 
Officer,  Department  ofD^nse. 
|FR  Doc.  93-853  Filed  1-13-93;  8:45  am] 
niXMQ  cooc  3t10-«t-« 


Departmaot  of  tha  Air  Forea 

USAF  Scientific  Adviaory  Board; 
k/leetlng 

The  Boost  Phase  Panel  of  the  USAF    . 
Scientific  Advisory  Board's  Committee 
on  Options  for  Theater  Air  Defense  will 
meet  on  11-12  February  1993,  at 
Kirtland  AFB,  Albuquerque.  NM  from  8 
a.m.  to  5  p.m. 

The  purpose  of  these  meetings  will  be 
to  receive  briefings  and  gather 


informaticm  oo  lasuea  related  to  theeter 
air  defense. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  section 
552b(c)  of  title  5,  United  States  Code, 
specifically  subparagraphs  (1)  and  (4) 
thereof. 

For  further  information,  contact  the 
Scientific  Advisory  Board  Secretariat  at 
(703)  697-4811. 
Polqrl.  Conor. 

Air  Force  Federal  Register  Liaison  Officer. 
(FR  Doc  93-819  Filed  1-13-93;  8:45  am) 
OHaJNO  COOK  a*ta-*i-« 


USAF  Scientific  Adviaory  Board 
Meeting 

The  Cruise  Missile  Panel  of  the  USAF 
Scientific  Advisory  Board's  Committee 
on  Options  for  Theater  Air  Defense  will 
meet  on  19  February  1993,  at  the 
ANSER  Corporation.  1215  Jefferson 
Davis  Highway,  Arlington,  VA  from  8 
a.m.  to  5  p.m. 

The  purpose  of  this  meeting  will  be  to 
receive  briefings  and  gather  information 
on  issues  related  to  theater  air  defense. 

The  meeting  will  be  closed  to  the 
pubUc  in  accordance  with  section 
552b(c)  of  title  5,  United  States  Code, 
specifically  subparagraphs  (1)  and  (4) 
thereof. 

For  further  infonnation,  contact  the 
Scientific  Advisory  Board  Secretariat  at 
(703)  697-4811. 
Patsy  J.  CoBoer,     . 

Air  Force  Federal  Register  Liaison  Officer. 
[FR  Doc  93-820  Filed  1-13-93;  8:45  am] 
oauNO  cooc  aro-at-H 


USAF  Scientific  Adviaory  Board; 
Meeting 

The  Pre-Launch  Panel  of  the  USAF 
Scientific  Advisory  Board's  Committee 
on  Options  for  Theater  Air  Defense  will 
meet  on  11  February  1993,  at  The 
ANSER  Corporatian.  1215  Jefferson 
Davis  Highway,  Ariington,  VA  from  8 
a.m.  to  5  p.m. 

The  purpose  of  this  meeting  will  be  to 
gather  information  on  issues  related  to 
theater  air  defense  cap^ilities,  and 
requirements  for  theater  air  defense 
through  the  year  2020. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  section 
552b(c)  of  title  5,  United  States  Code, 
specifically  subparagraphs  (1)  and  (4) 
thereof. 
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For  further  information,  contact  the 
Scientific  Advisory  Board  Secretariat  at 
(703) 697-4311. 
Patqr  J.  ConiMr. 

Air  Force  Federal  Register  Liaison  Officer. 
(FR  Doc  93-S21  Filad  1-13-93;  8:45  am] 
■iLUNO  cooe  ]»ie-tt-M 


USAF  Scientific  Advieory  Board; 
Meeting 

The  USAF  Scientific  Advisory 
Board's  Committee  on  IR 
Countermeasxires  and  Self  Defense 
Against  IR  Missiles  will  meet  on  16 
February  1993.  at  The  ANSER 
Corporation.  QysUl  Gateway  3. 1215 
Jefferson  Davis  Highway,  Arlington.  VA 
from  8  a.m.  to  5  p.m. 

The  purpose  of  this  meeting  is  to 
receive  briefings,  gather  information  for 
the  study. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  section 
552b(c)  of  title  5.  United  States  Code, 
specifically  subparagraphs  (1)  and  (4) 
thereof. 

For  further  information,  contact  the 
Scientific  Advisory  Board  Secretariat  at 
(703)  697-4811. 
Patty  J.  Conner, 

Air  Force  Federal  Register  Liaison  Officer. 
IFR  Doc  93-822  Filed  1-13-93;  8:45  am] 

BHJJNG  COM  SaiO-OI-M 


Department  of  the  Army 

Environmental  Impact  Statement  (EIS) 
for  ttie  Reuse  and  Disposal  of  Hamilton 
Army  Airfield.  CA 

AGENCY:  Department  of  Defense,  United 

States  Army. 

ACTK)H;  Notice  of  intent. 

SUMMARY:  This  Environmental  Impact 
Statement  (EIS)  will  evaluate  alternative 
methods  of  implementing  the 
Commission's  decision  to  close 
Hamilton  Army  Airfield  (HAAF), 
including  alternative  reuses  of  the 
disposed  property.  Development  of  the 
potential  alternative  reuses  of  the 
disp>osed  property  will  be  made  in 
conjunction  with  the  local  communities 
and  Department  of  Defense,  Office  of 
Economic  Adjustment.  As  required  by 
the  National  Environmental  Policy  Act 
of  1969,  the  Army  will  also  analyze  the 
"no  action"  alternative  as  a  baseline  for 
gauging  the  impacts  of  the  disposal  and 
reuse.  Public  Uw  100-526  (BRAC  I),  the 
Defense  Base  Closure  and  Realignment 
Act  of  1988.  mandates  the  closure  of 
Hamilton  Army  Airfield,  California.  The 
Army  is  required  by  law  to  analyze  the 
environmental  and  socioeconomic 


impacts  of  the  disposal  and  reuse  of  real 
property  at  HAAF.  An  EIS  will  be 
prepared  to  analyze  and  docxuient  the 
impacts  of  disposal  and  reuse. 

Scoping:  The  public  will  be  invited  to 
participate  in  the  scoping  process, 
review  of  the  draft  EIS.  and  a  pubUc 
hearing.  The  location  and  time  of  the 
scoping  meeting,  to  be  scheduled  during 
January  1993,  will  be  announced  in  the 
local  news  media.  Release  of  the  draft 
EIS  for  public  comment  and  the  public 
meeting  will  also  be  announced  in  the 
local  news  media  as  these  dates  are 
established. 

ADDRESSES:  Written  comments  may  be 
forwarded  to:  Mr.  Bob  Koenigs,  U.S. 
Army  Corps  of  Engineers,  Sacramento 
District.  CESPK-PD-R,  1325  J  Street. 
Sacramento,  California  95814-2922. 
FOR  FURTHER  INFORMATION  CONTACT: 
Questions  regarding  this  action  may  be 
directed  to  Mr.  Bob  Koenigs,  (916)  557- 
6712. 

Lewis  0.  Walker. 

Deputy  Assistant  Secretary  of  the  Army, 
(Environment.  Safety  and  Occupational 
Health)  OASA  (I.L&E). 
|FR  Doc  93-806  Filed  1-13-93;  8:45  ami 

WUJNC  CODE  1710-Oa-M 


DEPARTMENT  OF  ENERGY 

Environment.  Safety  and  Health 
Advisory  Committee  Reestabiishment 

Pursuant  to  section  9(a)(2)  of  the 
Federal  Advisory  Committee  Act  and  in 
accordance  with  title  41  of  the  Code  of 
Federal  Regulations,  section  101- 
6.1015,  and  following  consultation  with 
the  Committee  Management  Secretariat, 
General  Services  Administration,  notice 
is  hereby  given  that  the  Environment. 
Safety  and  Health  Advisory  Committee 
(ESHAC)  has  been  reestablished  for  a  2- 
year  period.  The  Committee  would 
provide  advice  to  the  Assistant 
Secretary  for  Environment.  Safety  and 
Health. 

The  Committee  will  continue  to 
operate  in  accordance  with  the 
provisions  of  the  Federal  Advisory 
Committee  Act.  the  Department  of 
Energy  Organization  Act  (Pub.  L.  95- 
91),  and  rules  and  regulations  issued  in 
implementation  of  those  Acts. 

Further  information  regarding  this 
Committee  may  be  obtained  from  Rachel 
Murphy  at  (202)  586-3279. 

Issued  in  Washington,  DC  on  January  8, 
1993. 

Howard  H.  Raiken, 

Advisory  Committee,  Management  Officer. 
IFR  Doc.  93-938  Filed  1-13-93;  8:45  am] 

BIUMO  COOe  MSO-OI-M 


Bonneville  Power  Admlniatratlon 

Proposed  Transmission  Rate 
Adjustment,  Put>Uc  Hearing,  and 
OpiXKtunitles  for  Public  Review  and 
Comment 

AGENCY:  Bonneville  Power 
Administration  (BPA).  DOE 
ACTION:  Notice  and  Opportunities  for 
Review  and  Comment.  BPA  file  No: 
TR-93. 

BPA  requests  that  all  comments  and 
documents  intended  to  become  part  of 
the  Official  Record  in  this  process 
contain  the  file  number  designation  TR- 
93. 

SUMMARY:  The  Pacific  Northwest 
Electric  Power  Planning  and 
Conservation  Act  (Northwest  Power 
Act)  provides  that  BPA  must  establish 
and  periodically  review  and  revise 
BPA's  rates  so  that  they  are  adequate  to 
recover,  in  accordance  with  sound 
business  principles,  the  costs  associated 
with  the  acquisition,  conservation,  and 
transmission  of  electric  power,  and  to 
recover  the  Federal  investment  in  the 
Federal  Columbia  River  Power  System 
(FCRPS)  and  other  costs  incurred  by 
BPA.  BPA  is  proposing  to  revise  its 
transmission  rate  schedules  to  be 
effective  October  1. 1993,  through 
September  30. 1995,  to  produce 
sufficient  revenues  for  BPA  to  meet  its 
statutory  requirements  for  Fiscal  Year 
(FY)  1994  and  FY  1995. 

Through  its  Programs  in  Perspective 
(PIP)  public  review  process  conducted 
during  the  summer  of  1992.  BPA  and 
interested  parties  completed  a  thorough 
review  of  BPA's  programs  and  program 
cost  levels  included  in  the  budgets  for 
FY  1994  and  FY  1995.  With  the 
exception  of  program  levels  delineated 
in  this  Notice,  the  Administrator  will 
not  reexamine  program  level  decisions 
in  the  rate  case.  The  PIP  process  also 
focused  on  BPA's  proposed  10- Year 
Financial  Plan  and  its  attendant 
financial  policies.  Consistent  with 
BPA's  pledge  at  the  end  of  the  1991  rate 
case,  implementation  of  the  10- Year 
Financial  Plan  will  be  addressed  in  this 
rate  case. 

Beginning  in  August  1992,  BPA 
conducted  a  series  of  workshops  on 
subjects  relevant  to  BPA's  ratemaking. 
The  purpose  of  the  workshops  was  to 
identify,  simplify,  and  reduce  the 
number  of  issues  that  might  become  part 
of  the  1993  rate  case  and  to  reduce  the 
amount  of  discovery  normally  required 
during  the  formal  rate  proceedings. 
Opportunity  was  provided  to  address 
10- Year  Financial  Plan  implementation 
issues  and  to  understand  risk  analysis, 
revenue  requirement,  revenue  forecast. 
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and  ratesetting  policy  dioices,  data 
inputs,  assumptions,  and  modeling.  All 
parties  to  the  1991  rate  caae,  and 
participants  in  prior  woricshops.  were 
invited  to  attend  the  workshops.  The 
workshops  were  well  attended  and 
provided  opportimities  for  informal 
public  comment  on  issues  prior  to  the 
formal  hearing  process. 

BPA  is  proposing  a  new  transmission 
rate  schedule,  the  Southern  Intertie 
Annual  Cost  (AC-93)  rate.  The  AG-93 
rate  will  be  available  to  parties  the 
execute  Pacific  Northwest  AC  Intertie 
Capacity  Ownership  Agreements. 

BPA  is  assessing  the  potential 
environmental  effects  of  its  initial  rate 
proposal  as  required  by  the  National 
Environmental  Policy  Act  (NEPA).  BPA 
intends  to  circulate  its  NEPA  analysis 
for  review  and  comment.  Comments 
will  be  received  outside  the  formal 
hearing  process,  but  will  be  included  in 
the  record  and  considered  by  the 
Administrator  in  making  his  final 
decision  establishing  BPA's  1993  rates. 

Opportunities  will  be  available  for 
interested  persons  to  review  BPA's 
proposal  to  adjust  its  1993  rates,  to 
participate  in  the  rate  hearing,  and  to 
submit  written  comments.  During  the 
development  of  the  final  rate  proposal, 
BPA  will  evaluate  all  written  and  oral 
comments  received  in  the  rate 
proceeding.  Consideration  of  comments 
and  more  current  data  may  result  in  the 
final  rate  proposal  differing  from  the 
rates  proposed  in  this  Notice. 

Responsible  Official:  Mr-  Sydney  D. 
Berwager,  Director,  Division  of 
Contracts  and  Rates,  is  the  official 
responsible  for  the  development  of 
BPA's  rates. 

DATES:  Persons  wishing  to  become  a 
formal  "party"  to  the  proceedings  must 
notify  BPA  in  writing  of  their  intention 
to  do  so  in  accordance  with 
requirements  states  in  this  Notice. 
Petitions  to  intervene  must  be  received 
by  January  25, 1993,  and  should  be 
addressed  as  follows:  Hearing 
Officer,  c/o  Kathryn  Silva— APR, 
Hearing  Clerk,  Bonneville  Power 
Administration,  P.O.  Box  12999, 
Portland,  Oregon  97212.  hi  addition,  a 
copy  of  the  petition  must  be  served 
concurrently  on  BPA's  Office  of  General 
Counsel— APR.  c/o  Kurt  R.  Casad,  P.O. 
Box  3621,  Portland,  Oregon  97208. 
Persons  who  have  been  denied  party 
status  in  any  past  BPA  rate  proceeding 
shall  continue  to  be  denied  party  status 
unless  they  establish  a  significant 
change  of  circumstances. 

A  prehearing  conference  will  be  held 
before  the  Hearing  Officer  at  9  a.m.  on 
January  28, 1993,  in  the  BPA  Rates 
Hearing  Room  located  at  2032  Lloyd 


CentOT,  Portland.  Oragin.  Ragistratirai 
for  the  prehearing  confeienoe  will  begin 
at  8:30  a.m.  BPA  wrill  profile  studies  and 
testimony  at  the  prehearing  cmfiBrenoe. 
The  Hearing  Officer  will  act  on  all 
intervention  petitions  and  oppositions 
to  intervention  petitions,  rule  on  any 
motions,  establish  additional 
procedures,  estabUsh  a  service  list. 
establish  a  procedural  schedule,  and 
consolidate  parties  with  similar 
interests  for  purposes  of  filing  jointly 
sponsored  testimony  and  brieb  and  for 
expediting  any  necessary  cross- 
examinaticm.  A  notice  of  the  dates  and 
times  of  any  hearings  %viU  be  mailed  to 
all  parties  of  record.  Objections  to 
orders  made  by  the  Hearing  officer  at 
the  prehearing  conference  must  be  made 
in  person  or  through  a  representative  at 
the  prehearing  conference. 

BPA  will  be  conducting  public  field 
hearings.  The  following  are  tentative 
dates  and  locations: 

February  10. 1993 
Fedeiral  Bldg.  Auditorium.  825  Jadwin 
Ave.,  Richland,  WA  99352 
February  11, 1993 
Shilo  Inn,  780  Lindsey  Blvd.,  Idaho 
Falls,  ID  83402 
February  16, 1993 
Best  Western  Landmark  Inn.  4300 
200th  St.  SW.,  Lynnwood,  WA 
98036 
February  17, 1993 
Red  Lion,  205  Coburg  Rd.,  Eugene,  OR 
97401 
February  18,  1993 
Ridpath  Hotel,  West  SIS  Sprague 
Ave.,  Terrace  Room  A&B,  Spokane, 
WA  99204 
When  BPA  holds  public  field 
hearings,  written  transcripts  are  made 
and  included  in  the  official  record. 
Dates  of  these  hearings  also  will  be 
announced  through  mailings  and  public 
advertising. 

The  following  proposed  schedule  is 
provided  for  informational  purposes.  A 
final  schedule  will  be  established  by  the 
Hearing  Officer  at  the  prehearing 
conference. 

January  25, 1993 
Deadline  for  interventions  to  be  filed 
with  Hearing  Clerk  at  above 
address. 
January  28, 1993 
Initial  studies  and  testimony  available 
at  BPA's  Rates  Hearing  Room,  2032 
Lloyd  Center,  Portland,  Oregon  and 
BPA's  Public  Information  Center, 
905  NE.  11th,  1st  Floor,  Portland, 
Oregon. 
January  28, 1993 
Prehearing  conference  to  set  schedule 
and  aet  on  petitions  to  intervene. 
March  2, 1993 
Parties  file  direct  cases. 


March  15, 1993 

Close  of  comments  by  participants. 
April  5, 1993 

Rebuttal  testimony  filed. 
April  12-16, 1993 

Settlemoit  discussion*. 
April  26-May  12. 1993 

Cross-examination. 
June  25, 1993 

Draft  Record  of  Decision  published. 
August  2, 1991 

Final  Record  of  Decision  published. 
ADDRESSES:  Written  comments  by 
participants  must  be  received  by  March 
IS,  1993,  to  be  considered  in  the  Draft 
Record  of  Decision  (ROD).  Written 
comments  should  be  submitted  to  the 
PubUc  Involvemmt  Manager — ^ALP, 
Bonneville  Power  Administration,  P.O. 
Box  12999,  Portland,  Oregon  97212. 
FOR  FURTHER  MFOfWATION  CONTACT:  Ms. 
Shirley  Price,  PubUc  Involvement 
Office,  at  the  address  listed  above,  503- 
230-3478  or  call  toll-free  1-800-622- 
4519.  Information  may  also  be  obtained 
from: 

Mr.  Geoige  Bell,  Lower  Columbia 
Area  Manager,  suite  243, 1500  Plaza 
Building,  1500  NE.  Irving  Street, 
Portland,  Oregon  97232,  503-230-4552. 

Mr.  Robert  N.  Laffel,  Eugene  District 
Manager,  room  206,  211  East  Seventh 
Avenue,  Eugene,  Oregon  97401.  503- 
465-6952. 

Mr.  Wayne  R.  Lee.  Upper  Columbia 
Area  Manager,  room  561,  920  West 
Riverside  Avenue,  Spokane, 
Washington  99201,  509-353-2518. 

Mr.  George  E.  Eskridge,  Montana 
District  Manager,  800  Kensington, 
Missoula,  Montana  59801, 406-329- 
3060. 

Ms.  Carol  Fleischman,  Spokane 
District  Manager,  room  112,  U.S. 
Courthouse,  920  West  Riverside. 
Spokane,  Washington  99201,  509-353- 
3279. 

Mr.  Ronald  K.  Rodewald.  Wenatchee. 
District  Manager,  room  307,  301  Yakima 
Street.  Wenatchee,  Washington  98807- 
0741,  509-662-4377,  extension  379. 

Mr.  Terence  G.  Esvelt.  Puget  Sound 
Area  Manager,  P.O.  Box  C19030,  suite 
400,  201  Queen  Anne  Avenue  North, 
Seattle,  Washington  98109. 206-553- 
4130. 

Mr.  Thomas  V.  Wagenhoffer,  Snake 
River  Area  Manager,  101  West  Poplar. 
Walla  Walla.  Washington  99362,  509- 
522-6226. 

Ms.  C.  Clark  Leone,  Idaho  Falls 
District  Manager,  1527  HolUpark  Drive. 
Idaho  Falls,  Idaho  83401.  208-523- 
2706. 

Mr.  James  Normandeau.  Boise  District 
Manager,  room  450,  304  N.  8th  Street, 
Boise,  Idaho  83702.  208-334-9137. 
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A.  Transmission  Rate  Schedules 

B.  General  Transmission  Rate  Schedule 
Provisions 

I.  Introduction 

On  December  18, 1992,  in  order  to 
satisfy  contiacttial  provisions  between 
BPA  and  iU  customers,  BPA  published 
in  the  Federal  Register  a  notice  of 
"faitent  to  Revise  Transmission  Rates  to 
Become  Effective  October  1, 1993,"  57 
FR  60179.  Since  then.  BPA  has 
continued  to  study  the  adequacy  of  its 
current  rates  and  has  concluded  that 
current  rates  must  be  adjusted  for  the 
FY  1994  and  FY  1995  rate  period. 

In  order  to  assess  its  current  rates, 
BPA  Rrst  determined  the  amount  of 
revenues  reqtiired  to  meet  its  financial 
obligations  in  FY  1994  and  FY  1995. 
BPA  has  determined  that  the  revenues 
BPA  would  expect  to  collect  firom 
projected  sales  under  its  cvirrent  rates 
will  not  adequately  recover  these 
revenue  requirements.  Therefore.  BPA 
proposes  to  establish  revised  1993 
transmission  rates.  BPA  files  its  rates 
with  the  Federal  Energy  Regulatory 
Commission  (FERC)  for  confirmation 
and  approval. 

The  proposed  transmission  rates  were 
prepared  in  accordance  with  BPA's 
statutory  authority  to  develop  rates, 
including  the  Bonneville  Project  Act  of 
1937.  as  amended.  16  U.S.C.  832  (1982): 
the  Flood  Control  Act  of  1944, 16  U.S.C 
825s  (1982);  the  Federal  Columbia  River 
Transmission  System  Act  (Transmission 
System  Act).  16  U.S.C.  838  (1982);  the 
Pacific  Northwest  Electric  Power 
Planning  and  Conservation  Act,  16 
U.S.C.  839  (1982);  and  the  Energy  Policy 
Act  of  1992.  Public  Law  No.  102-486. 
106  Stat.  2776  (1992). 

The  rate  schedules  contained  in  this 
publication  were  established  in 
accordance  with  the  Northwest  Power 
Act,  which  was  signed  into  law  on 
December  5, 1980.  The  proposed  rate 
schedules  reflect  many  requirements 
contained  principally  in  the  Northwest 
Power  Act's  rate  directives  (section  7) 
and  the  conditions  related  to  classes  of 
customers  and  services  contained  in  the 
Northwest  Power  Act's  power  sales 
directives  (section  5). 

BPA  proposes  that  its  transmission 
rate  schedules  and  the  General 


Transmission  Rate  Schedule  Provisions 
(GTRSPs)  associated  with  those 
schedules  become  effective  upon 
interim  approval  or  upon  final 
confirmation  and  approval  by  FERC 
BPA  will  request  FERC  approval 
effective  October  1, 1993.  Section  LA.  of 
the  GTRSPs  specifies  the  proposed 
effective  period  for  each  rate. 

The  1993  transmission  rate 
schedule8,and  the  GTRSPs  associated 
with  those  rate  schedules,  supersede 
BPA's  1991  rate  schedules  (which 
became  effective  October  1, 1991)  to  the 
extent  stated  in  the  Availability  section 
of  each  1993  rate  schedule.  BPA  will 
request  extension  of  the  TGT-1,  UFT- 
83,  and  FPT-91.3  rates  through 
September  30, 1995.  BPA  also  proposes 
to  extend  its  MT-91  rate  schedule.  The 
levels  in  this  schedule  were  approved 
by  FERC  in  a  separate  process. 

Many  transmission  agreements  were 
negotiated  prior  to  the  Transmission 
System  Act  and  reflect  conditions  and 
policies  prevalent  at  the  time  of 
negotiation.  Provisions  that  differ 
between  agreements  include  the  types  of 
facilities  available,  type  of  service, 
frequency  of  rate  adjustments, 
determination  of  losses,  and  calculation 
of  billing  determinants.  Some 
agreements,  for  example,  specify  that 
transmission  rates  may  be  changed 
annually,  while  other  agreements  limit 
rate  adjustments  to  once  every  3  years. 

Applicable  legislation  requires 
transmission  system  costs  to  be 
equitably  allocated  between  Federal  and 
non-Federal  power  utilizing  the  system. 
In  cases  where  BPA  is  required  by 
contractual  provisions  to  use  a  specific 
rate  design  method,  such  methods  are 
used  in  &is  rate  proposal. 

In  developing  the  proposed 
transmission  rates,  BPA  considered 
many  factors,  including  revenue 
requirements,  ease  of  administration, 
revenue  stability,  rate  continuity,  ease  of 
comprehension,  and  BPA's  statutory 
obligations.  The  studies  that  have  been 
prepared  to  support  the  proposed 
transmission  rates  will  be  available  for 
examination  on  January  28, 1993,  at 
BPA's  Public  Information  Center,  BPA 
Headquarters  Building,  1st  Floor,  905 
NE.  11th,  Portland,  Oregon.  The  studies 
will  be  mailed  to  all  parties  to  BPA's 
1991  rate  case  and  will  be  available  at 
the  prehearing  conference.  The  studies 
are: 

1.  Loads  and  Resources  Study  and 
Documentation 

2.  Revenue  Requirement  Study  and 
Documentation 

3.  Segmentation  Study 

4.  Wholesale  Power  Rate 
Development  Study  and  Documentation 


5.  Section  7(b)(2)  Rate  Test  Study  and 
Documentation 

6.  Transmission  Rate  Desi^  Study 
To  request  any  of  the  studies  by 

telephone,  call  BPA's  document  request 
line:  (503)  230-3478  or  call  toll-free  1- 
800-622-4520.  Please  request  the  study 
by  its  above-listed  title.  Aiso  state 
whether  you  require  the  accompanying 
documentation  (this  can  be  quite 
lengthy):  otherwise  the  study  alone  will 
be  provided.  (For  example,  ask  for  the 
"Revenue  Requirement  Study  and 
Documentation.") 


n.  Procedures  GoTeming  Rate 
Adjustments  and  Public  Participation 

Section  7(i)  of  the  Northwest  Power 
Act,  16  U.S.C.  839e(i),  reouires  that 
BPA's  rates  be  establishea  according  to 
certain  procedures.  These  procedures 
include,  among  other  things,  issuance  of 
a  Federal  Register  notice  annotmcing 
the  proposed  rates:  one  or  more 
hearings:  the  opporttmity  to  submit 
written  views,  supporting  information, 
questions,  and  arguments:  and  a 
decision  by  the  Administrator  based  on 
the  record.  This  proceeding  will  be 
governed  by  BP.^'s  rule  for  general  rate 
proceedings.  §  1010.9  of  BPA's 
"Procedures  Governing  Bonneville 
Power  Administration  Rate  Hearings," 
51  FR  7611  (March  5, 1986).  These 
procedures  implement  the  statutory 
section  7(i)  requirements.  Section 
1010.7  of  the  proceduresprohibits  ex 
parte  communications.  Tne  proceeding 
for  BPA's  proposal  to  adjust 
transmission  rates  will  be  combined 
with  the  proceedings  for  BPA's  proposal 
to  adjust  wholesale  power  rates. 

BPA  distinguishes  between 
"participants  in"  and  "parties  to"  the 
hearings.  Apart  from  the  formal  hearing 
process,  BPA  will  receive  comments, 
views,  opinions,  and  information  from 
"participants,"  who  are  defined  in  the 
procedures  as  any  person  who  may 
express  views,  but  who  does  not 
successfully  petition  to  intervene  as  a 
party.  Participants'  written  comments 
will  be  made  part  of  the  official  record 
of  the  case  and  considered  by  the 
Administrator.  The  participant  category 
gives  the  public  the  opportunity  to 
participate  and  have  its  views 
considered  without  assuming  the 
obligations  incumbent  upon  "parties." 
Participants  are  not  entitled  to 
participate  in  the  prehearing  conference, 
cross-examine  parties'  witnesses,  seek 
discovery,  or  serve  or  be  served  with 
doctiments',  and  are  not  subject  to  the 
same  procedural  requirements  as 
parties. 

Written  comments  by  participants 
will  be  included  in  the  record  if  they  are 
received  by  March  15, 1993.  This  date 
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follows  the  submission  of  BPA's  and  all 
other  parties'  direct  cases.  Written 
views,  supporting  information, 
questions,  and  arguments  should  be 
submitted  to  BPA's  Public  Involvement 
Office. 

The  second  category  of  interest  is  that 
of  a  "party"  as  defined  in  §§  1010.2  and 
1010.4  of  the  "Procedures  Governing 
Boimeville  Power  Administration  Rate 
Hearings,"  51  FR  7611  (March  5, 1986). 
Parties  may  participate  in  any  aspect  of 
the  hearing  process. 

Persons- wishing  to  become  a  formal 
"party"  to  BPA's  rate  proceeding  must 
notify  BPA  in  writing  of  their  request. 
Petitions  to  intervene  shall  state  the 
name  and  address  of  the  person  and  the 

Eerson's  interests  in  the  outcome  of  the 
earing.  Petitioners  may  designate  no 
more  than  two  representatives  upon 
whom  service  of  documents  will  be 
made.  BPA  customers  and  customer 
groups  whose  rates  are  subject  to 
revision  in  the  hearing  will  be  granted 
intervention  based  on  a  petition  filed  in 
conformance  with  this  section.  Other 
petitioners  must  explain  their  interests 
in  sufficient  detail  to  permit  the 
Hearings  Officer  to  determine  whether 
they  have  a  relevant  interest  in  the 
hearing.  Intervention  petitions  will  be 
available  for  inspection  in  BPA's  Public 
Information  Center,  1st  Floor,  905  NE. 
11th,  Portland,  Oregon.  Any  opposition 
to  a  petition  to  intervene  must  be  raised 
at  the  January  28, 1993,  prehearing 
conference.  All  timely  applications  will 
be  ruled  on  by  the  Hearing  Officer.  Late 
interventions  are  strongly  disfavored. 
Opposition  to  an  untimely  petition  to 
intervene  shall  be  filed  and  served 
within  2  days  after  service  of  the 
petition.  Interventions  are  subject  to'^ 
§  1010.4  of  BPA's  "Procedures 
Governing  Bonneville  Power 
Administration  Rate  Hearings."  51  FR 
7611  (March  5. 1986). 

The  record  will  include,  among  other 
things,  the  transcripts  of  any  hearings, 
any  written  material  submitted  by  the 
parties  and  participants,  dociunents 
developed  by  BPA  staff,  BPA's 
environmental  analysis  and  comments 
accepted  on  it,  and  other  material 
accepted  into  the  record  by  the  Hearing 
Officer.  The  Hearing  Officer  then  will 
review  the  record,  will  supplement  it  if 
necessary,  and  will  certify  the  record  to 
the  Administrator  for  decision. 

The  Administrator  Mrill  develop  final 
proposed  rates  based  on  the  entire 
record,  including  the  record  certified  by 
the  Hearing  Officer,  comments  received 
from  participants,  other  material  and 
information  submitted  to  or  developed 
by  the  Administrator,  and  any  other 
comments  received  during  the  rate 
development  process.  The  basis  for  the 


final  proposed  rates  will  be  first 
expressed  in  the  Administrator's  Draft 
ROD.  Parties  will  have  an  opportimity 
to  comment  on  the  Draft  ROD  as 
provided  in  BPA's  hearing  procedures. 
The  Administrator  will  serve  copies  of 
the  Final  ROD  on  all  parties  and  will 
file  the  final  proposed  wholesale  power 
and  transmission  rates  together  with  the 
record  with  FERC  for  confirmation  and 
approval. 

m.  Major  Studies  and  10-Year 
Financial  Plan 

A.  Major  Studies 

1.  Loads  and  Resources  Study 

The  Loads  and  Resources  Study 
presents  the  load  and  resource  data 
necessary  for  developing  BPA's 
wholesale  power  rates.  This  study 
incorporates  results  from  load  forecasts, 
resource  analyses,  power  contracts,  and 
BPA's  Resource  Program. 

The  load/resource  balance  determines 
BI^A's  obligation  to  serve  firm  loads 
during  the  test  years  and  each 
corresponding  42-month  critical  period. 
It  also  determines  the  supply  of  surplus 
firm  power  in  the  region  and  on  the 
Federal  system  in  each  critical  period. 
The  hydro-regulation  (hydro)  study 
incorporates  system  constraints  such  as 
the  water  budget  for  fish  migration,  the 
operation  of  thermal  plants,  exports  and 
imports  of  power,  and  projected 
resource  acquisitions.  For  this  rate 
proposal,  a  42-month  (critical  period) 
hydro  study  and  a  50-year  hydro  study 
were  completed.  The  50-year  study 
determines  nonfirm  energy  availability 
for  the  region. 

2.  Revenue  Requirement  Study 

The  Bonneville  Project  Act,  the  Flood 
Control  Act  of  1944,  the  Transmission 
System  Act,  and  the  Northwest  Power 
Act  require  BPA  to  design  rates  that  are 
projected  to  collect  revenues  siiffident 
to  recover  the  cost  of  acquiring, 
conserving,  and  transmitting  the  electric 
power  that  BPA  markets,  including 
amortization  of  the  Federal  investment 
in  the  FCRPS  over  a  reasonable  period, 
and  to  recover  BPA's  other  costs  and 
expenses.  The  Revenue  Requirement 
Study  determines  whether  current  rates 
will  produce  enough  revenues  to 
recover  all  BPA  costs  and  expenses. 
Including  BPA's  repayment  obligations 
to  the  U.S.  Tt«asury.  Revenue 
requirements  are  the  major  foctor  in 
determining  the  overall  level  of  BPA's 
proposed  power  and  transmission  rates. 

T^e  Transmission  System  Act  and  the 
Nordiwest  Power  Act  require  that 
transmission  rates  be  based  on  an 
equitable  allocation  of  the  costs  of  the 
Federal  transmission  system  between 


Federal  and  non-Federal  power  using 
the  system.  In  compUance  with  a  FERC 
order  dated  January  27. 1984,  26  FERC 
1 61,096,  the  Revenue  Reqxiirement 
Study  incorporates  the  results  of 
separate  repayment  studies  for  the 
generation  and  transmission 
components  of  the  FCRPS.  The 
repayment  studies  for  generation  and 
transmission  demonstrate  the  adequacy 
of  the  projected  revenues  to  recover  all 
of  the  Federal  investment  in  the  FCRPS 
over  the  allowable  repayment  period. 
The  adequacy  of  projected  revenues  to 
recover  test  period  revenue 
requirements  and  to  meet  repayment 
period  recovery  of  the  Federal 
investment  is  tested  and  demonstrated 
separately  for  the  generation  and 
transmission  functions. 

The  Revenue  Requirement  Study  for 
the  1993  initial  rate  proposal  is  based  on 
revenues  and  cost  estimates  for  FY  1994 
and  FY  1995.  BPA's  Revenue 
Requirement  Study  reflects  actual 
amortization  and  interest  payments  paid 
through  September  30, 1992.  In 
addition,  it  reflects  all  FCRPS 
obligations  inctured  pursuant  to  the 
Northwest  Power  Act,  including 
residential  exchange  costs. 

3.  Segmentation  Study 

BPA  operates  and  maintains  the 
Federal  Coliunbia  River  Transmission 
System  (FCRTS)  to  provide  transmission 
services  throughout  the  region.  Because 
most  services  do  not  require  the  use  of 
the  entire  system,  the  FCRTS  is  divided 
into  nine  segments,  each  providing  a 
distinct  type  of  service.  The  nine 
segments  are:  integrated  network; 
Pacific  Northwest-Pacific  Southwest 
(Southern)  Intertie;  Northern  Intertie, 
Eastern  Intertie,  generation  integration, 
fringe  area;  and  delivery  segments  for 
public  agency,  direct  service  industrial 
(DSI),  and  investor-owned  utility 
customers. 

The  Segmentation  Study  categorizes 
the  facilities  of  the  FCRTS  according  to 
the  types  of  services  they  provide.  "Iliis 
provides  the  basis  for  segmenting  the 
projected  transmission  revenue 
requirements  used  in  BPA's  rate 
proposals.  The  results  of  the  study 
incmde  the  historic  investment  and  the 
average  of  the  last  3  years'  operations 
and  maintenance  expenses.  In  addition, 
the  fecihties  of  the  integrated  networic 
are  similarly  divided  among  distinct 
services.  This  division  of  the  FCRTS 
into  segments  provides  for  the  equitable 
allocation  of  transmission  costs  between 
Federal  and  non-Federal  power  using 
the  system  based  on  the  usage  of  the 
segments. 
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4.  Wholesala  Powar  Rate  Devvlopntaot 
Study  (VVPRDS) 

The  WPRDS  consists  of  two  sections. 
The  first  section  is  a  cost  of  service 
analysis  (COSA)  and  the  second  section 
shows  the  steps  in  the  rate  design 
process.  The  COSA  apportions  BPA's 
test  period  revenue  requirement  to 
customer  classes  based  on  the  use  of 
specific  types  of  service  by  each 
Customer  class  and  in  accord  with  the 
rate  directives  of  the  Northwest  Power 
Act.  BPA's  reventie  requirement  is 
fbnctionalized  to  transmission  and 
generation  in  the  Revenue  Requirement 
Study.  Transmission  costs  are  identified 
with  segments  of  the  transmission 
system  in  BPA's  Segmentation  Study. 
The  results  of  these  studies  are  used  in 
the  COSA  to  determine  the  cosU  of 
providing  generation  and  transmission 
services  to  BPA's  customers. 

The  CCXSA  buther  identifies  costs  of 
specific  types  of  service  by  classifying 
generation  and  transmission  costs  to  the 
energy  and  capacity  components  of 
electric  po%ver.  and  seasonally 
differentiating  energy  costs  to  winter 
and  summer  periods.  The  final  mafor 
step  in  the  COSA  is  to  allocate  the 
functionalized.  segmented,  classified, 
and  seasonally  differentiated  costs  to 
customer  classes. 

The  rate  design  steps  use  the  allocated 
costs  developed  in  the  COSA  and 
modifies  them.  (1)  To  reflect  BPA's  rate 
design  objectives;  (2)  to  conform  with 
contractual  requirements;  (3)  to  reflect 
the  resuhs  of  other  BPA  studies  and 
commitments  made  in  other  public 
involvement  processes  under  section 
7(i)  of  the  Northwest  Power  Act;  and  (4) 
to  conform  with  requirements  of 
applicable  legislation.  BPA's  rate  design 
objectives  include  recovery  of  the 
revenue  requirement,  rate  and  revenue 
stability,  practicality,  fairness,  and 
efficiency. 

Rate  design  adjustments  to  the 
allocated  costs  include  an  excess 
revenue  adjustment.  In  the  initial  cost 
allocation.  BPA  allocates  its  entire  test 
period  revenue  reqiiirement  to  firm 
power  loads  on  the  basis  of  resources 
available  under  critical  water 
conditions.  However,  rates  are  set 
assuming  that  average  water  conditions 
occur  and  BPA  will  make  nonfirm 
energy  (NF)  sales.  Forecasted  NF 
revenues  are  credited  against  generation 
and  transmission  costs  allocated  to  firm 
loads.  Similarly,  revenues  from  nonfirm 
wheeling  \mder  the  Energy 
Transmission  (ET)  rate  schedule  are 
credited  to  firm  transmission  loads. 

Various  other  rate  design  adjustments 
are  performed.  All  of  the  adjustments 
are  functionalized.  classified. 


segmented,  and  saaaonaliaad  wrfaere 
appropriate.  After  ail  ad|ustments  are 
made,  the  final  power  ratee  are 
calculated. 

5.  Section  7(bK2)  Rate  Test  Study 

Section  7(bK2)  of  the  Northweat 
Power  Act  directs  BPA  to  assure  that  the 
wholesale  power  rates  efiactive  after 
July  1. 19B5,  to  be  charged  its  oublic 
body.  coof>erative,  and  Federal  agMicy 
customers  (the  7(b)(2)  customers)  for 
their  general  requirements  for  the  rate 
test  period  plus  the  ensuing  4  years  are 
no  higher  than  the  costs  of  power  to 
those  customers  for  the  same  time 
period  if  specified  assumptions  are 
made.  Hie  efiiect  of  the  rate  test  is  to 
protect  the  7(bH2)  customers'  wholesale 
firm  powar  rates  from  certain  costs 
resulting  from  provisions  of  the 
Northwest  Power  Act.  The  rate  test  can 
result  in  a  reallocation  of  costs  from  the 
7(b)(2)  customers  to  other  rate  classes. 
The  Section  7(b)(2)  Rate  Test  Study 
describes  the  application  and  results  of 
the  section  7(b)(2)  rate  test 
implementation  methodology. 

6.  Transmission  Rate  Design  Study 
a.  Tmnsmission  System  Revenue 

Requirement  Adjustment— Prior  to  the 
design  of  transmission  rates,  the 
WPRDS-derived  network  wheeling 
revenue  requirements  must  be  adjusted 
to  account  for  revenue  in  excess  of 
allocated  costs.  The  Energy 
Transmission  (ET-93)  rate  is  calculated 
first.  Revenues  received  from  the  ET-93 
rate  and  a  portion  of  the  revenue  fiom 
the  Nonfirm  Energy  (NF-93)  rate  are 
credited  against  the  allocated 
transmission  costs  of  firm  power  and 
wheeling  services  derived  in  the 
WPROS.  The  adjustment  network 
wheeling  revenue  requirement  is  the 
basis  for  setting  the  Formula  Power 
Transmission  (FPT-93)  and  Integration 
of  Resources  (IR-93)  rates.  The  FPT  and 
IR  rates  are  based  on  the  same  costs,  but 
the  FPT  rate  is  structured  based  on 
demand  and  distance  factors  while  the 
IR  rate  is  structured  as  a  postage-stamp 
rate  with  a  demand  and  enersy  charge. 

b.  Proposed  Transmission  Rate 
Schedules — (1)  Formula  Power 
Transmission  (FPT)— The  FPT-93  rate 
schedule  is  available  for  the  firm 
wheeling  of  power.  The  form  of  this  rate 
includes  a  distance  or  mileage 
component  for  transmission  lines  and 
various  transformation  and  terminal 
charges.  The  FPT  rate  form  is  designed 
to  reflect  a  wheeling  formula  that  is 
prescribed  by  contract  provisions. 

In  designing  the  FPT-93  rate,  the  first 
step  is  to  quantify  costs  for  the  specific 
types  of  transmission  facilities  treated  in 
the  rate  components.  Estimates  of  the 


use  of  these  bcilitiea  are  determined 
from  a  simulation  of  the  power  flow  of 
the  projected  peak  load  during  the  test 
period.  The  power  flow  study  assumes 
certain  resource  and  load  conditions 
that  BPA  believes  are  reasonable  for 
normal  hydro  conditions.  Unit  cost  for 
the  FPT  rate  components  are  derived  by 
dividing  facility  coat  by  power  flow 
focility  use. 

(2)  mtegration  of  Resources  (IR) — ^The 
IR-93  rate  is  a  flexible  transmission 
service  designed  to  reflect  BPA's 
postage-stamp  (independent  of  distance) 
pricing  policy.  The  W  service  does  not 
recognize  specific  contract  paths,  but 
rather  provides  access  to  all  FCRTS 
facilities  contained  in  the  definitions  of 
Main  Grid  and  Secondary  System. 

The  IR-93  rate  is  calculated  by  diving 
the  adjusted  revenue  requirement  for 
the  class  into  two  equal  parts  to  reflect 
a  50-50  classification  of  costs  to 
capacity  and  energy.  The  quotient  of 
these  costs  and  the  appropriate  billing 
determinant  (contract  demand  for 
capacity-related  costs,  total  energy  usage 
for  energy)  yields  the  rates. 

As  in  the  IR-91  rate,  a  short-distance 
discount  formula  is  retained  in  the 
proposed  IR-93  rate.  Utilities  have  a 
choice  of  either  remaining  oa  the  FPT 
rate  schedule  or  accepting  the  IR-93  rate 
schedule  as  the  only  rate  to  apply  to  all 
of  their  firm  wheeling  needs  over  Main 
Grid  and  Secondary  System  facilities  of 
the  FCRTS.  except  as  otherwise  agreed 
by  BPA.  Utilities  currently  purchasing 
FPT  may  choose  the  rate  ff^hodule  that 
yields  the  lower  total  charge  for 
transmission  service. 

(3)  Energy  Transmission  (ET),  Intertie 
Transmission  (IN,  IE,  IS),  and  Market 
Transmission  (MT)— For  this  rate  filing, 
rate  schedules  are  again  offered  on  the 
Northern  and  Southern  Interties  that 
apply  to  all  wheeled  power  on  these 
segments,  whatever  the  characteristics 
of  the  power.  The  IE  rate  schedule 
applies  only  to  nonfirm  energy  wheeled 
on  the  Eastern  Intertie.  The  ET  rate  is 
limited  to  intra-regional  FCRTS 
facilities  excluding  the  Interties. 

The  schedule  for  the  Energy 
Transmission  (ET-93)  class  of  service  is 
not  allocated  costs  in  the  WPRDS. 
Accordingly,  it  is  necessary  to 
determine  the  level  of  the  rate  by  other 
means.  The  ET-93  rate  is  designed  to 
approximate  the  average  cost  of  firm 
wheeling  on  the  network.  It  is 
calculated  by  dividing  the  costs 
allocated  to  FPT/IR  (minus  appropriate 
NF  revenues)  by  all  wheeling  under  firm 
wheeling  contracts. 

The  proposed  IS-93  rate  consists  of 
two  parts:  a  nonfirm  service  energy-only 
rate,  and  a  firm  rate  with  separate 
demand  and  energy  components. 
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The  Northern  Intertie  (IN-93)  rate 
schedule  is  calculated  by  dividing 
segment  costs  by  pro)ect(9d  wheeling 
energy. 

The  Eastern  Intertie  (IE-93)  rate 
approximates  the  average  cost  of 
Townsend-Garrison  Transmission 
(TGT-1).  It  is  calculated  as  the  ratio  of 
TGT-1  payments  from  participants 
owning  Colstrip  to  the  projected  overall 
wheeling  of  Colstrip. 

BPA  is  continuing  its  Market 
Transmission  (MT-91)  rate.  This  rate 
schedule  was  developed  for  use  among 
Western  Systems  Power  Pool  (WSPP) 
participants  and  allows  for  hourly, 
daily,  weekly,  and  monthly  charges. 

(4)  Southern  liitertie  Annual  Cost 
(AC) — BPA  is  proposing  the  Southern 
Intertie  Annual  Cost  (AC-93)  rate  to  be 
applied  to  potential  new  owners  of  AC 
Intertie  capacity  after  commercial 
operation  of  the  Third  AC  Intertie.  This 
new  rate  schedule  provides  for  the 
payment  by  potential  new  owners  of  21 
percent  of  operations,  maintenance, 
general  plant,  and  replacements  cost 
associated  with  the  AC  portion  of  the 
Southern  Intertie.  The  AC-93  rate  is 
proposed  as  a  "bridge"  rate.  BPA 
expects  to  negotiate  participation 
contracts  and  annual  cost  rate 
provisions  in  FY  1993  for  AC  Intertie 
capacity  ownership.  Any  rate  negotiated 
in  this  process  is  subject  to  provisions 
of  section  7(i)  of  the  Northwest  Power 
Act.  Costs  recovered  under  the  AC-93 
rate  schedule  may  be  subject  to 
adjustment  based  on  the  outcome  of  the 
negotiations  and  subsequent  rate  case. 

B.  10-Year  Financial  Plan 

At  the  end  of  the  1991  rate  case,  BPA 
committed  to  develop  a  10-year 
Financial  Plan  jointly  with  customers 
and  other  interested  parties  before 
adopting  long-term  financial  policies  on 
a  final  basis  that  could  affect  the  level 
of  BPA's  rates.  Ehiring  the  latter  part  of 
1991  and  throughout  1992,  BPA,  its 
customers,  and  other  interested  parties 
in  the  region  participated  in 
development  of  the  10- Year  Financial 
Plan.  In  April,  BPA  released  a  Staff 
Comment  Draft  of  the  10- Year  Financial 
Plan  for  public  review  and  comment. 
BPA  then  developed  the  proposed  10- 
Year  Financial  Plan,  taking  into 
consideration  the  comments  received  on 
the  earlier  draft.  In  June,  the  Proposed 
10- Year  Financial  Plan  was  released  for 
review  and  comment  in  BPA's  Programs 
in  Perspective  (PIP)  process.  A  final 
version  of  the  10- Year  Financial  Plan 
will  be  released  in  January  1993.  The 
financial  policies  included  in  the  10- 
year  Financial  Plan  are  reflected  in  the 
revenue  requirement  and  rate  levels  for 


review  and  implementation  in  the  1993 
rate  case. 

A  primary  component  contained  in 
the  10- Year  Financial  Plan  is  the 
agency's  long-term  policy  choice  to 
continue  a  95  percent  probability 
standard  of  meeting  Treasury  payments 
in  full  and  on  time  in  each  rate  period. 
The  10- Year  Financial  Plan  identifies 
the  target  level  of  financial  reserves 
necessary  to  achieve  this  standard,  and 
outlines  the  individual  risk  mitigation 
components  the  BPA  will  rely  on  as  part 
of  its  risk  mitigation  planning  to  achieve 
the  target  level  of  reserves.  The  10- Year 
Financial  Plan  also  identifies  the 
planned  sources  of  funding  for  FCRPS 
capital  investments,  and  culs  for  use  of 
debt  to  finance  FCRPS  capital 
investments,  except  that  revenues  may 
be  used  on  a  limited  basis  for  certain 
nuclear  project  capital  expenditures. 

In  implementing  the  long-term  95 
percent  probability  standard  of  meeting 
Treasury  payments  in  full  and  on  time 
in  each  rate  period,  BPA  is 
incorporating  a  phase-in  approach  for 
the  FY  1994-1995  rate  period  will  be 
established  to  achieve  a  90  percent 
probability  of  meeting  Treasury 
payments  over  the  two-year  period. 
Adoption  of  this  phase-in  approach 
helps  to  reduce  the  immediate  rate 
pressures  BPA  faces  while  still 
achieving  a  significantly  high 
probability  that  Treasury  payments  will 
be  made  in  full  and  on  time  in  each  year 
of  the  FY  1994-1995  rate  period. 

To  achieve  this  financial  objective, 
BPA's  Initial  Proposal  includes  three 
primary  tools  for  mitigating  risk.  These 
risk  mitigation  tools  include:  (1)  an 
increment  of  annual  Planned  Net 
Revenues  for  risk  that  is  explicitly 
included  in  revenue  requirements;  (2) 
adoption  of  an  Interim  Rate  Adjustment 
(IRA);  and  (3)  a  cost  deferral 
mechanism.  The  IRA  and  cost  deferral 
mechanisms  are  designed  to  be  used 
only  under  certain  predetermined 
conditions  wherein  BPA's  ending 
financial  reserve  level  at  the  end  of  FY 
1994  would  reach  a  specified  "trigger 
point." 

To  analyze  the  normal  operating  risk 
that  BPA  faces  in  a  given  rate  period, 
BPA  conducted  risk  analyses  using  the 
Short-Term  Risk  Evaluation  and 
Analysis  Model  (STREAM).  The 
STREAM  provides  for  a  systematic 
analytical  framework  for  evaluating 
BPA's  normal  operating  risks,  including 
streamflows,  aluminum  and  fuel  prices, 
nuclear  plant  performance,  economic 
conditions,  and  weather  conditions. 
Alternative  risk  mitigation  tools  and  the 
specific  tool  parameters  were  then 
tested  using  Oie  Tool  Kit  model.  The 
Tool  Kit  model  enables  an  evaluation  of 


the  sufficiency  of  alternative 
combinations  of  tools  to  provide  risk 
protection  sufficient  to  meet  the 
specified  probability  of  meeting 
Tnasuiy  payments  in  full  and  on  time 
in  each  year  of  a  given  rate  period.  The 
data,  assumptions,  and  logic 
incorporated  in  the  STREAM  and  Tool 
Kit  model  can  significantly  affect  the 
target  level  of  financial  reserves  and  the 
level  of  Planned  Net  Revenues  for  risk 
needed  to  meet  the  Treasury  payment 
standard. 

In  the  1993  rate  case,  BPA  will 
propose  methods  for  implementing 
various  aspects  of  the  financial  policies 
reflected  in  the  10- Year  Financial  Plan. 
Consistent  with  the  agreement  reached 
in  the  settlement  of  the  1991  rate  case, 
the  financial  policies  reflected  in  the  10- 
Year  Financial  Plan  will  be  subject  to 
further  review  and  implementation  in 
the  1993  rate  case.  Such  implementation 
issues  may  include:  STREAM  and  Tool 
Kit  assumptions,  design,  and  logic; 
target  levei'of  reserves;  specific  IRA 
design  issues;  public  process 
requirements  for  implementing  the  IRA; 
level  of  Planned  Net  Revenues  for  Risk; 
and  the  method  of  functionalizing 
Planned  Net  Revenues  for  risk  and  the 
Interest  Credit  between  the  generation 
and  transmission  functions. 

C.  Purpose  and  Scope  of  Hearing 

BPA's  proposal  to  revise  its  rates  is 
needed  in  order  to  continue  to  recover 
all  costs  and  expenses  allocated  to  the 
power  system,  including  amortization  of 
the  Federal  investment  in  the  FCRPS 
over  a  reasonable  period  of  time,  and  to 
recover  funds  sufficient  to  achieve  the 
goals  of  BPA's  10- Year  Financial  Plan. 
Inasmuch  as  cost  recovery  requirements 
alone  necessitate  substantial  increases 
to  BPA's  rates,  BPA  seeks  to  avoid 
further  disruption  of  its  customers' 
needs  for  rate  predictability  and 
stability.  Thus,  alternative  approaches 
to  rate  design  to  incorporate  or  modify 
price  signals  to  achieve  energy  and 
resource  efficiency  are  beyond  BPA's 
need.  Moreover,  lack  of  reliable 
information  on  such  alternatives,  the 
substantial  changes  that  are  occurring 
and  will  ocaa  in  operating 
characteristics  to  BPA's  system,  and  the 
ongoing  development  of  the  Endangered 
Species  Act  and  Systems  Operation 
Review  all  militate  in  favor  of  deferring 
alternative  rate  design  considerations  to 
the  1995  rate  case. 

At  the  conclusion  of  the  1991  rate 
case,  BPA  committed  to  develop  a  10- 
Year  Financial  Plan  through  a  process  of 
public  consultation.  In  addition,  BPA 
pledged  that  to  the  extent  the  proposed 
goals  of  the  10- Year  Financial  Plan 
directly  affected  rate  levels,  it  would 
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include  the  inoamental  Fste  Impacts 
and  aHocialed  rationale  as  part  of  ■ 
special  orgHWtal  7(\)  process. 

Beginniag  in  March  1991.  BPA 
soHdtsd  input  into  the  scope  and 
content  of  its  10- Year  Financial  Plan 
from  customen  in  interviews 
throughout  die  region.  From  October 
1991  to  April  1992,  numerous  technical 
and  policy  oriented  workgroups  held 
meetii^  to  identify  key  financial  issues 
and  to  develop,  malyse,  and  evaluate 
risk  mitigation  and  capital  funding 
options  mat  addressed  the  issues.  BPA 
then  roleesed  its  Proposed  10- Year 
Financial  Plan  in  Ai»il  for  review  and 
comment  in  its  Propams  In  Perspective 
(PIP)  public  involvement  process. 

1^  PIP  process  commenced  in  April 
in  order  to  develop  the  10-Year 
Financial  Plan  and  determine  program 
levels  for  FYs  1994  and  1995.  Interested 
persons  had  the  opportunity  to  solicit 
information  from  BPA,  meet  with 
Program  managers  to  discuss  program 
issues,  and  to  submit  oral  and  written 
comments  to  BPA  in  July  and  Augxist 
1992.  In  addition,  the  opportxmity  was 
extended  to  interested  parties  to  meet 
and  discuss  the  proporod  10- Year 
Financial  Plan  and  program  levels  with 
BPA  management,  including  the 
Administrator,  in  a  series  of  meetings 
that  occurred  throughout  the  region  in 
July.  Numerous  other  public  processes 
to  determine  BPA's  program  needs  fed 
into  PIP.  BPA  released  its  decision  on 
the  10- Year  Financial  Plan  and  pro-am 
levels  on  September  11.1992.  The  Final 
PIP  version  of  the  10- Year  Financial 
Plan  that  elaborates  BPA's  consideration 
of  the  regional  discussions  will  be 
released  in  January  1993  for  review  and 
implementation  in  BPA's  1993  rate  case. 

On  April  3. 1992.  when  the 
Administrator  formally  announced  the 
scope  aiKi  schedule  for  PIP  to  all 
customers  and  interested  parties,  he 
stated  as  follows  concerning  the 
intended  effect  of  PIP: 

"in  the  end.  tha  material  discussed  in  PIP 
requires  tb«  kind  of  maRagement  judgment 
calls  that  we  cannot  fairly  assign  to  our 
technical  or  legal  staih.  That  is  why  I  place 
such  iraportance  on  the  personal 
participation  during  PIP  itself  by  utility 
managers  and  poHc>'  makers  on  energy  and 
the  environment. 

After  PI?  and  by  September,  it  is  our  intent 
to  make  final  detenninationc  on  at)  of  our 
piugim  budget  levels  for  use  in  the  rate  case. 
These  final  program  level  d«nsJons  will  be 
incorporated  into  the  rate  case  revenue 
requirement  study.  If  for  soma  reason  budget 
issues  arise  thiit  cannot  be  resolved  in  PIP, 
we  would  provide  other  forums  (aside  from 
PIP  and  the  rate  case)  in  order  to  reach  those 
decisitms. 

After  PIP,  attention  will  then  shift  from 
these  planning  concerns  to  the  mora 


tadutical  issues  of  the  rate  caae  and  to  the 
host  of  other  contract  and  policy  fonuns  yet 
ahead  of  us.  The  rate  case  itself  will  focus  on 
issues  of  cx»t  allocatioa  and  recovery,  and,  if 
necessary,  loag-tenn  financial  goals.  The 
proceedii^  vrill  begin  first  with  informal 
woriukope  through  December  and  then  move 
into  tiM  fcfmal  rate  case  itself  at  the 
b^innii^  of  1993. "  (April  3, 1992. 
Administiator's  letter  to  all  customers  and 
intorested  parties.) 

This  was  reiterated  in  the 
Administrator's  September  11, 1992. 
document  closing  out  the  1992  PIP 
entitled  "Setting  the  Financial  Course 
for  Fiscal  Years  1993. 1994. 1995.  "  The 
Administrator  described  Attachment  B 
to  the  document  as  shovdng  "final 
program  levels."  and  stated,  "These 
levels  wiU  not  be  revisited  in  the 
upcoming  rate  case,  although  BPA  is 
willing  to  fiulher  discuss  them  as  part 
of  a  comprehensive  settlement  of  rate 
case  issues. 

Consistent  with  BPA's  prior 
agreement,  implementation  of  the  10- 
Year  Financial  Plan  will  be  addressed  in 
this  rate  case.  Except  for  the  limited 
exceptions  hereafter  noted,  program  and 
program  level  decisions  will  not  be 
addressed  in  this  rate  case.  Accordingly, 
pursuant  to  §  1010.3(0  of  the 
"Procediu«s  Governing  Bonneville 
Power  Administration  Rate  Hearings." 
51  FR  7611  (March  5.  1986),  the 
Administrator  directs  the  Hearing 
Officer  to  exclude  from  the  record  any 
material  attempted  to  be  submitted  or 
arguments  attempted  to  be  made  in  the 
hearing  which  seek  to  in  any  way  visit 
the  appropriateness  or  reasonableness  of 
BPA's  decisions  on  programs  or 
program  levels,  as  included  in  BPA's 
cost  evaluation  period  of  FY  1993 
through  FY  1995  and  its  test  period 
revenue  requirements  for  FY  1994  and 
FY  1995.  Excepted  from  this  direction 
on  account  of  their  variable  nature, 
dependency  on  BPA's  rate  case  models, 
or  timing,  are: 

(1)  Forecasts  of  residential  exchange 
benefits; 

(2)  Forecasts  of  purchase  power  costs; 

(3)  Provision  in  BPA's  revenue 
requirement  for  cash  working  capital  or 
cash  lag  needs; 

(4)  Repayment  matters,  such  as 
interest  rate  forecasts,  scheduled 
amoritzation,  depreciation, 
replacements,  and  interest  expense;  and 

(5)  Updates  to  forecasts  by  BPA  which 
may  occur  in  the  Spring  of  1993  and  for 
which  no  other  review  fonmi  has  been 
provided. 


IV.  TranaanissioB  Rate  Schednies  and 
General  TransflriaaieB  Rate  Schedule 
Provisions  (GTRSPs) 

A.  Transmission  Rate  Schedules 

Schedule  FPT-93. 1 .  Formula  Power 
Transmission 

Section  I.  Availability 

This  schedule  supersedes  schedule 
FPT-91.1  for  all  firm  transmission 
agreements  which  provide  that  rates 
may  be  adjusted  not  more  frequently 
than  once  a  year.  It  is  available  for  firm 
transmission  of  electric  p>ower  and 
energy  using  the  Main  Grid  and/ or 
Sectmdary  System  of  the  FCRTS.  This 
schedule  is  for  full-year  and  partial-year 
service  and  for  either  continuous  or 
intermittent  service  when  firm 
avail^ility  of  smvice  is  required.  For 
facilities  at  voltages  lower  than  the 
Secondary  System,  a  different  rate 
schedule  may  be  specified.  Service 
under  this  schedule  is  subject  to  BPA's 
GTRSPs. 

Section  11.  Rate 

A.  Full-Year  Service 

The  monthly  charge  per  kilowatt  of 
billing  demand  shall  be  one-twelfth  of 
the  sum  of  the  Main  Grid  Charge  and 
the  Secondary  System  Charge,  as 
applicable  and  as  specified  in  the 
Agreement. 

1.  Main  Grid  Charge 

The  Main  Grid  Charge  per  kilowatt  of 
Transmission  Demand  shall  be  tha  sum 
of  one  or  more  of  the  following 
component  factors  as  specified  in  tha 
Agreement: 

a.  Main  Grid  Distance  Factor:  Tha 
amount  computed  by  multiplying  the 
Main  Grid  Distance  by  $0.0375  par  mile; 

b.  Main  Grid  Intercoimection 
Terminal  Factor;  $0.32 

c.  Main  Grid  Terminal  Factor:  $0.45 

d.  Main  Grid  Miscellaneous  Facilities 
Factor:  $1.90 

2.  Secondary  System  Charge 

The  Secondary  System  Charge  per 
kilowatt  of  Transmission  Demand  shall 
be  the  sum  of  one  or  more  of  the 
following  component  factors  as 
specified  in  the  Agreement: 

a.  Secondary  System  Distance  FactCM". 
The  amount  determined  by  multiplying 
the  Secondary  System  Distance  by 
$0.2705  per  mile; 

b.  Secondary  System  Transformation 
Factor:  $4.01; 

c.  Secondary  System  Intermediate 
Terminal  Factor  $1.29; 

d.  Secondary  System  Interconnection 
Terminal  Factor:  $0.70. 
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B.  Partial-Year  Service 

The  monthly  chaise  per  kilowatt  of 
billing  demand  shallbe  as  specified  in 
Section  n.A  for  all  monChs  of  the  year 
except  for  agreements  with  terms  5 
years  or  less  and  which  specify  service 
for  fewer  than  12  months  per  year.  The 
monthly  charge  shall  be: 

1.  During  months  for  whidi  service  is 
specified.  Uie  monthly  charge  defined  in 
Section  n.A,  and 

2.  During  other  months,  the  monthly 
charge  defined  in  Section  n.A 
multiplied  by  0.2. 

Section  m.  Billing  Factor* 

Unless-otherwise  stated  in  the 
Agreement,  the  billing  demand  shall  be 
the  largest  of: 

A.  the  Transmission  Demand; 

B.  The  highest  hourly  Scheduled 
IDemand  for  the  month;  or 

C.  The  Ratchet  Demand. 

Schedule  FPT-91. 3— Formula  Power 
Transmission 

Section  I.  Availability 

This  schedule  continues  schedule 
FPT-91. 3  for  all  firm  transmission 
agreements  which  provide  that  rates 
may  be  adjusted  not  more  frequently 
than  once  every  3  years.  It  is  available 
for  firm  transmission  of  electric  power 
and  energy  using  the  Main  Grid  and/or 
Secondary  System  of  the  FCRTS.  This 
schedule  is  for  full-year  and  partial-year 
service  and  for  either  continuous  or 
intermittent  service  when  firm 
availability  of  service  is  required.  For 
facilities  at  voltages  lower  than  the 
Secondary  System,  a  difiierent  rate 
schedule  may  be  specified.  Service 
under  this  sdiedule  is  subject  to  BPA's 
GTRSPs. 

Section  II.  Rate 

A.  Full-Year  Service 

The  monthly  charge  per  kilowatt  of 
billing  demand  shall  be  one-twelfth  of 
the  sum  of  the  Main  Grid  Charge  and 
the  Secondary  System  Charge,  as 
applicable  and  as  specified  in  the 
Agreement. 

1.  Main  Grid  Charge 

The  Main  Grid  Charge  per  kilowatt  of 
lYansmission  Demand  shall  be  the  sum 
of  one  or  more  of  the  follomng 
component  factors  as  specified  in  the 
Agreement: 

a.  Main  Grid  Distance  Factor  The 
amount  computed  by  multiplying  the 
Main  Grid  Distance  by  $0.0281  per  mile; 

b.  Main  Grid  Interconnection 
Terminal  Factor.  $0.27; 

c.  Main  Grid  Terminal  Factor  $0.30; 

d.  Main  Grid  Miscellaneous  Facilities 
Factor:  $1.31. 


2.  Secondary  System  Charge 

The  Secondary  System  Charge  per 
kilowatt  of  Transmission  Demana  shall 
be  the  sum  of  one  or  mcHe  of  the 
following  component  facton  as 
specified  in  the  Agreement: 

a.  Secondary  System  Distance  Factor 
The  amount  dietermined  by  multiplying 
the  Secondary  Systran  Distance  by 
$0.1961  per  mile; 

b.  Secondary  System  TransfcMmation 
Factor:  $2.53; 

c.  Secondary  System  Intermediate 
Terminal  Factor:  $0.84; 

d.  Secondary  System  Interconnection 
Terminal  Factor  $0.44. 

B.  Partial-Year  Service 

The  monthly  charge  per  kilowatt  of 
billing  demand  shall  be  as  specified  in 
Section  II.A  for  all  months  of  the  year 
except  for  agreements  with  terms  S 
years  or  less  and  which  specify  service 
for  fewer  than  12  months  per  year.  The 
charge  shall  be: 

1.  During  months  for  which  service  is 
specified,  the  monthly  charge  defined  in 
Section  n.A,  and 

2.  Ehiring  other  months,  the  monthly 
charge  defined  in  Section  n.A 
multiplied  by  0.2. 

Section  m.  Billing  Factors 

Unless  otherwise  stated  in  the 
Agreement,  the  billing  demand  shall  be 
the  largest  of: 

A.  The  Transmission  Demand; 

B.  The  highest  hourly  Scheduled 
Demand  for  the  month;  or 

C.  The  Ratchet  Demand. 

Schedule  IR-93— Integration  of 
Resources 

Section  I.  Availability 

This  schedule  supersedes  IR-91  and 
is  available  for  firm  transmission  service 
for  electric  power  and  energy  using  the 
Main  Grid  and/or  Secondary  System  of 
the  FCRTS.  The  definitions  of  Main 
Grid  and  Secondary  Systems  are  the 
same  as  for  the  FPT-93.1  and  FPT-91.3 
rate  sdiedules  and  are  contained  in  the 
GTRSPs.  For  facilities  at  voltages  lower 
than  the  Secondary  System,  a  different 
rate  schedule  may  be  specified.  Service 
imder  this  schedule  is  subject  to  BPA's 
GTRSPs. 

Section  n.  Rate 

The  monthly  charge  shall  be  the  sum 
of  A  and  B  where: 

A.  The  Demand  Charge  shall  be: 

1.  $0,430  per  kilowatt  of  billing 
demand;  or 

2.  For  Points  of  Integration  (POI) 
specified  in  the  Agreement  as  being 
short  distance  POI's,  for  whldi  Main 


Grid  and  Secondary  System  facilities  aiw 
used  for  a  distance  of  less  than  75 
circuit  miles,  the  following  fonnulr 
applies: 

(0.2-K0.8/75xtnnnnissioQ  distuca)] 
(S0.430  par  kikmatt  of  billing  dMnandl 

Where: 

the  billing  demand  far  a  short 
distance  POI  is  the  demand  level 
specified  in  the  Agreement  for  such  POI, 
and  the  transmission  distance  is  the 
circuit  miles  between  the  PCM  for  a 
gmerating  resource  of  the  customer  and 
a  designated  Point  of  Delivery  serving 
load  of  the  customer.  Short  distance 
POI's  are  determined  by  BPA  after 
considering  factors  in  addition  to 
transmission  distance. 

B.  The  Energy  Chargp  shall  be: 

1.07  mills  per  kilowatthour  of  billing 
energy. 

Section  m.  Billing  Factors 

To  the  extent  that  the  Agreement 
provides  for  the  customer  to  be  billed 
for  transmission  in  excess  of  the 
Transmission  Demand  or  Total 
Transmission  Demand,  as  defined  in  the 
Agreement,  at  the  nonfirm  transmission 
rate  (currently  ET-43),  such 
transmission  service  shall  not  contribute 
to  either  the  Billing  Demand  or  the 
Billing  Energy  for  the  IR  rate  provided 
that  the  customer  requests  such 
treatment  and  BPA  approves  in 
accordance  with  the  prescribed 
provisions  in  the  Agreement 

A.  Billing  Demand 

The  billing  demand  shall  be  the 
largest  of: 

1.  the  Transmission  Demand,  except 
under  General  Transmission 
Agreements  where  a  Total  Transmission 
Demand  is  defined; 

2.  the  highest  hourly  Scheduled 
Demand  for  the  month;  or 

3.  the  Ratchet  Demand. 

B.  Billing  Energy 

The  billing  energy  shall  be  the 
monthly  sum  of  scheduled 
kilowatthours. 

Schedule  IS-93 — Southern  Intertie 
Transmission 

Section  I.  Availability 

This  schedule  supersedes  IS-91  and 
is  available  for  all  transmission  on  the 
Southern  Intertie.  Service  under  this 
schedule  is  subject  to  BPA's  GTRSPs. 

Section  n.  Rate 

A.  Nonfirm  Rate 

The  charge  for  nonfirm  transmission 
of  non-Federal  power  shall  be  2.8  mills 
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per  kilowatthour  of  billing  energy.  This 
charge  applies  for  both  north-to-south 
and  south-to-north  transactions. 

B.  Firm  Power  Transmission  Rate 

The  charge  for  firm  transmission 
service  granted  access  by  BPA  shall  be 
$0,633  per  kilowatt  per  month  of  billing 
demand  and  1.43  mills  per  kilowatthour 
of  billing  energy.  Firm  transmission  will 
only  be  made  available  to  customers 
under  this  rate  schedule  who  have 
executed  a  contract  with  BPA  specifying 
use  of  the  Firm  Power  Transmission  rate 
for  either  north-to-south  or  south-to- 
north  transactions. 

Section  m.  Billing  Factors 

A.  For  services  under  Section  n.A,  the 
billing  energy  shall  be  the  monthly  sum 
of  the  scheduled  kilowatthours.  plus  the 
monthly  sum  of  kilowatthours  allocated 
but  not  scheduled.  The  amount  of 
allocated  but  not  scheduled  energy  that 
is  subject  to  billing  may  be  reduced  pro 
rata  by  BPA  due  to  fon^  Intertie 
outages  and  other  imcontrollable  forces 
that  may  reduce  Intertie  capacity.  The 
amount  of  allocated  but  not  scheduled 
energy  that  is  subject  to  billing  also  may 
be  reduced  upon  mutual  agreement 
between  BPA  and  the  customer. 

B.  For  services  under  Section  n.B,  the 
bilUng  demand  shall  be  the 
Transmission  Demand  as  defined  in  the 
Agreement.  The  billing  energy  shall  be 
the  monthly  sum  of  scheduled 
kilowatthours.  unless  otherwise 
specified  in  the  Agreement. 

Schedule  IN-93— Northern  Intertie 
Transmission 

Section  I.  Availability 

This  schedule  supersedes  IN-91  and 
is  available  for  all  transmission  on  the 
Northern  Intertie.  Service  under  this 
schedule  is  subject  to  BPA's  GTRSPs. 

Section  II.  Rate 

The  charge  for  transmission  of  non- 
Federal  power  on  the  Northern  Intertie 
shall  be  0.96  mills  i>er  kilowatthour. 

Section  III.  Billing  Factors 

Billing  Energy 

The  bilhng  energy  shall  be  the 
monthly  sum  of  the  scheduled 
kilowatthours. 

Schedule  IE-93— Eastern  Intertie 
Transmission 

Section  I.  Availability 

This  schedule  supersedes  IE-91  and 
is  available  for  all  nonfirm  transmission 
on  the  Eastern  Intertie.  Service  undflr 
this  schedule  is  subject  to  BPA's 
GTRSPs. 


Section  II.  Rale 

The  charge  for  transmission  of 
nonfirm  energy  on  the  Eastern  Intertie 
shall  be  2.09  mills  per  kilowatthour. 

Section  m.  Billing  Factors 

Billing  Energy 

The  bilUng  ejiergy  shall  be  the 
monthly  sum  of  the  scheduled 
kilowatthours. 

Schedule  ET-93— Energy  Transmission 
Section  I.  Availability 

This  schedule  supersedes  ET-91, 
unless  otherwise  specified  in  the 
Agreement,  with  respect  to  deliveiy 
using  FCRTS  facilities  other  than  the 
Southern  Intertie,  Eastern  Intertie,  or  the 
Northern  Intertie,  and  is  available  for 
firm  (of  not  more  than  1  year  duration) 
or  nonfirm  transmission  between  points 
within  the  Pacific  Northwest.  BPA  may 
interrupt  nonfirm  service  which  is 
provided  under  this  rate  schedule. 
Service  under  this  schedule  is  subject  to 
BPA's  GTRSPs. 

Section  II.  Rate 

The  charge  for  transmission  of  non- 
Federal  electric  energy  shall  be  2.06 
mills  per  kilowatthour. 

Section  III.  Billing  Factors 

Billing  Energy 

The  billing  energy  shall  be  the 
monthly  sum  of  scheduled 
kilowatthours. 

Schedule  MT-91— Market  Transmission 

Section  I.  Availability 

This  schedule  supersedes  MT-89  and 
is  available  for  Transmission  Service  for 
transactions  using  PORTS  facilities 
pursuant  to  the  Western  Systems  Power 
Pool  (WSPP)  Agreement.  Service  under 
this  schedule  is  subject  to  BPA's 
GTRSPs. 

Section  II.  Rate 

The  charge  shall  be  determined  in 
advance  by  BPA.  The  charge  shall  be 
based  on  the  duration  of  the  proposed 
transaction  and  shall  not  exceed  the 
following  rates. 

A.  Hourly  Fate 

The  maximum  charge  shall  be  6.5 
mills  per  kilowatthour  where  the  total 
hourly  revenues  from  a  given 
transaction  during  a  calendar  day  shall 
not  exceed  the  product  of  the  Daily  rate 
and  the  maximum  demand  scheduled 
during  such  day. 

B.  Daily  Bate 

The  maximum  charge  shall  be  $.105 
per  kilowattday  where  the  total  demand 


charge  revenues  in  any  consecutive  7- 
day  period  shall  not  exceed  the  product 
of  the  Weekly  rate  and  the  highest 
demand  experienced  on  any  day  in  the 
7-day  pericxl. 

C.  Weekly  Rate 

The  maximum  charge  shall  be  $.52 
per  kilowattweek. 

D.  Monthly  Rate 

The  maximum  charge  shall  be  $2.27 
per  kilowattmonth. 

Section  m.  Billing  Factors 

The  biUing  factors  shall  be  specified 
in  advance  by  BPA.  as  to  representing 
the  Transmission  Service  use  or 
reservation. 

Schedule  UFT-83—Use-of -Facilities 
Transmission 

Section  I.  Availability 

This  schedule  supersedes  UFT-1  and 
UFT-2  unless  otherwise  provided  in  the 
Agreement,  and  is  available  for  firm 
transmission  over  specified  FCRTS 
facilities.  Service  under  this  schedule  is 
subject  to  BPA's  GTRSPs. 

Section  II.  Rate 

The  monthly  charge  per  kilowatt  of 
Transmission  Demand  specified  in  the 
Agreement  shall  be  one-twelfth  of  the 
annual  cost  of  capacity  of  the  specified 
facilities  divided  by  the  sum  of 
Transmission  Demands  (in  kilowatts) 
using  such  facilities.  Such  annual  cost 
shall  be  determined  in  accordance  with 
Section  III. 

Section  HI.  Determination  of 
Transmission  Rate 

A.  From  time  to  time,  but  not  more 
often  than  once  in  each  Contract  Year. 
BPA  shall  determine  the  following  data 
for  the  facilities  which  have  been 
constructed  or  otherwise  acquired  by 
BPA  and  which  are  used  to  transmit 
electric  power: 

1.  The  annual  cost  of  the  specified 
FCRTS  facilities,  as  determined  from  the 
capital  cost  of  such  facilities  and  aimual 
cost  ratios  developed  from  the  FCRTS 
financial  statement,  including  interest 
and  amortization,  operation  and 
maintenance,  administrative  and 
general,  and  eeneral  plant  costs. 

2.  The  yearly  noncoincident  peak 
demands  of  all  users  of  such  facilities  or 
other  reasonable  measurement  of  the 
facilities'  peak  use. 

B.  The  monthly  charge  per  kilowatt  of 
billing  demand  shall  be  one-twelfth  of 
the  sum  of  the  annual  cost  of  the  FCRTS 
facilities  used  divided  by  the  sum  of 
Transmission  Demands.  The  annual  cost 
per  kilowatt  of  Transmission  Demand 
for  a  facility  constructed  or  otherwise 


Federal  Register  /  Vol.  58,  No.  9  /  Thursday.  January  14.  1993  /  Noticee 


4425 


acquired  by  BPA  shall  be  detennined  in 
accordance  with  the  following  formula: 


A 

D 


Where: 

A=The  annual  cost  of  such  facility  as 

detennined  in  accordance  with  A.l. 

above. 
D=The  sum  of  the  yearly  noncoincident 

demands  on  the  facility  as  determined  in 

accordance  with  A.  2.  above. 

The  annual  cost  per  kilowatt  of 
facilities  listed  in  the  Agreement  which 
are  owned  by  another  entity,  and  used 
by  BPA  for  making  deliveries  to  the 
transferee,  shall  be  determined  from  the 
costs  specified  in  the  Agreement 
between  BPA  and  such  other  entity. 

Section  IV.  Determination  of  Billing 
Demand 

Unless  otherwise  stated  in  the 
Agreement,  the  factor  to  be  used  in 
determining  the  kilowatts  of  billing 
demand  shall  be  the  lanzest  of: 

A.  the  Transmission  Demand  ifi 
kilowatts  specified  in  the  Agreement; 

B.  the  highest  hourly  Measured  or 
Scheduled  Demand  for  the  month,  the 
Measured  Demand  being  adjusted  for 
power  factor;  or 

C.  the  Ratchet  Demand. 

Schedule  TGT-t — Townssnd-Garrison 
-Transmission 

Section  I.  Avilability 

This  schedule  shall  apply  to  all 
agreements  which  provide  for  the  firm 
transmission  of  electric  power  and 
energy  over  transmission  fadUties  of 
BPA's  section  of  the  Montana  (Eastem) 
Intertie.  Service  under  this  schedule  is 
subject  to  BPA's  GTRSPs. 

Siection  II.  Rate 

The  monthly  charge  shall  be  one- 
twelfth  of  the  simi  of  the  annual  charges 
listed  below,  as  applicable  and  as 
specified  in  the  agreements  for  firm 
transmission.  The  Townsend-Garrison 
500-kV  Unes  and  associated  terminal, 
line  compensation,  and  communication 
facihties  are  a  separately  identified 
portion  of  the  Federal  Transmission 
System.  Annual^evenues  plus  credits 
for  government  use  should  equal  annual 
costs  of  the  facilities,  but  in  any  given 
year  there  may  be  either  a  surplus  or  a 
deficit.  Such  surpluses  or  deficits  for 
any  year  shall  be  accounted  for  in  the 
computation  of  annual  costs  for 
succeeding  years.  Revenue  requirements 
for  firm  transmission  use  will  be 
decreased  by  any  revenues  received 
from  nonfirm  use  and  credits  for  all 
government  use.  The  general 


methodology  for  determining  the  finn 
rate  is  to  divide  the  reventie 
requirement  by  the  total  finn  capadtv 
requirements.  Therefore,  the  higher  the 
total  capacity  requirements,  the  lower 
will  be  the  unit  rate. 

If  the  government  provides  firm 
transmission  service  in  its  section  of  the 
Montana  [Eastern]  Intertie  in  exchange 
for  firm  transmission  service  in  a 
customer's  section  of  the  Montana 
Intertie,  the  payment  by  the  government 
for  such  transmission  services  provided 
by  such  customer  will  be  made  in  the 
form  of  a  credit  in  the  calculation  of  the 
Intertie  Charge  for  such  customer. 
During  an  estimated  1-  to  3-ye8r  period 
following  the  commercial  operation  of 
the  third  generating  unit  at  the  Colstrip 
Thermal  Generating  Plant  at  Colstrip, 
Montana,  the  capability  of  the  Federal 
Transmission  System  west  of  Garrison 
Substation  may  ^different  from  the 
long-term  situation.  It  may  not  be 
possible  to  complete  the  extension  of 
the  500-kV  portion  of  the  Federal 
Transmission  System  to  Garrison  by 
such  commercial  operation  date.  In  such 
event,  the  500/230  kV  transformer  will 
be  an  essential  extension  of  the 
Townsend-Garrison  Intertie  facilities, 
and  the  annual  costs  of  such  transformer 
will  be  included  in  the  calculation  of 
the  Intertie  Charge. 

However,  startmg  1  month  after 
extension  to  Garrison  of  the  500-kV 
portion  of  the  Federal  Transmission 
System,  the  annual  costs  of  such 
transformer  will  no  longer  be  included 
in  the  calculation  of  the  Intertie  Charge. 

A.  Nonfirm  Transmission  Charge: 
This  charge  will  be  filed  as  a  separate 

rate  schedule  and  revenues  received 
thereunder  will  reduce  the  amount  of 
revenue  to  be  collected  under  the 
Intertie  Charge  below. 

B.  Intertie  Charge  for  Firm 
Transmission  Service: 


fCR-EC) 
Intertie  Charge  =  [(TAC/1 2-NFR)  x         ] 
TCR 

Section  m.  Definitions 

A.  rAC=Total  Annual  Costs  of 
facilities  associated  with  the  Townsend- 
Garrison  500-kV  Transmission  line 
including  terminals,  and  prior  to 
extension  of  the  500-kV  portion  of  the 
Federal  Transmission  System  to 
Garrison,  the  500/230  kV  transformer  at 
Garrison.  Such  aimual  costs  are  the  total 
of: 

(1)  Interest  and  amortization  of 
associated  Federal  investment  and  the 
appropriate  allocation  of  general  plant 
costs; 


(2)  Operation  and  maintwianne  coats; 

(3)  Allowance  for  BPA's  general 
administrative  costs  which  are 
appropriately  allocable  to  such 
facilities,  and 

(4)  Payments  made  pursuant  to 
section  7(m)  of  Public  Law  96-501  with 
respect  to  these  fadlitiea.  Total  Aimual 
Costs  shall  be  adjusted  to  reflect 
reductions  to  impaid  total  costs  as  a 
result  of  any  amounts  received,  under 
agreements  for  firm  transmission  service 
over  the  Montana  Intertie,  by  the 
government  on  acootmt  of  any  raductioa 
in  Transmission  Demand,  terminatian 
or  partial  termination  of  any  such' 
agreement  or  otherwise  to  compensate 
BPA  for  the  unam(»tizad  investment, 
annual  cost,  removal,  salvage,  or  other 
cost  related  to  such  facilities. 

B.  NFfl=Nonfirm  Revenues,  which  are 
equal  to: 

(1)  The  product  of  the  Nonfirm 
Transmission  Charge  described  in  n(A) 
above,  and  the  total  nonfirm  energy 
transmitted  over  the  Townsend-Garrison 
line  segment  imder  such  charge  for  such 
month; 

Plus  (2)  the  product  of  the  Nonfirm 
Transmission  Charge  and  the  total 
nonfirm  energy  transmitted  in  either 
direction  by  me  Government  over  the 
Towmsend-Garrison  line  segment  for 
such  month. 

C.  Ci?=Capacity  Reqiiirement  of  a 
customer  on  the  Townsend-Garrison 
500-kV  transmission  facilities  as 
specified  in  its  firm  transmission 
agreement. 

D.  rCR=Total  Capacity  Requirement 
on  the  Townsend-Garrison  500-kV 
transmission  facilities  as  calculated  by    ' 
adding  (1)  the  sum  of  all  Capacity 
Requirements  (CR)  specified  in 
transmission  agreements  des^bed  in 
section  I;  and  (2)  the  Govemfnent's  firm 
capacity  requirement.  The 
Government's  firm  capacity  requirement 
shall  be  no  less  than  the  total  of  the 
amounts,  if  any,  specified  in  firm 
transmission  agreements  for  use  of  the 
Montana  Intertie. 

E.  £C=Exchange  Credit  for  each 
customer  which  is  the  product  of  (1)  the 
ratio  of  investment  in  the  Townsend- 
Broadview  500-kV  transmission  line  to 
the  investment  in  the  Townsend- 
Garrison  500-kV  transmission  line;  and 
(2)  the  capacity  which  the  Government 
obtains  in  the  Tovrasend-Broadview 
500-kV  transmission  line  through 
exchange  with  such  customer.  If  no 
exchange  is  in  effect  with  a  customer, 
the  value  of  EC  for  such  customer  shall 
be  zero. 
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Schedule  AC-93— Southern  Intertie 
Annual  Cost 

SMiioii  L  Availability 

This  schedule  is  applicable  to  all 
parties  (New  Owners)  that  execute  PNW 
AC  Intertie  Capacity  Ownership 
Agreements  (Agreements)  will  be 
effective  on  the  date  of  commercial 
operation  of  the  Cacilities  described  in 
the  Agreement  Service  under  this 
schedule  is  subject  to  BPA's  GTRSPs. 

Section  II.  Rate 

The  rate  charges  reflect  the  terms  of 
the  Memorandum  of  Understanding 
(MOU),  signed  in  the  Fall  of  1991. 


between  BPA  and  potential  New 
Owners.  The  MOU  provides  for  the 
payment  by  New  Owners  of: 

(1)  21  percent  of  BPA's  annual 
operations,  maintenance,  and  general 
plant  expense  (including  applicable 
overheads)  properly  chargeable  to  the 
AC  Intertie  facilities:  and  (2)  21  percent 
of  BPA's  share  of  capitalized 
replacements  on  the  AC  intertie.  The 
monthly  charge  shall  be  the  siun  of  the 
charges  specified  in  sections  II.A  and 
n.B. 

A.  Maintenance  and  General  Plant 

The  monthly  charge  shall  equal  $328 
per  megawatt  of  billing  demand. 


B.  Replacement 

The  monthly  charge  shall  equal  $0  per 
megawatt  of  billing  demand. 

Section  m.  Adiuatment  to 
Replacements  Rate 

A.  Detennination  of  Billing  Adjustment 

New  Owners  will  receive  a  billing 
adjustment  for  the  difiiarence  between 
actual  AC  Intertie  replacement  cost  and 
the  amount  paid  under  section  n.B.  The 
Replacement  Rate  Adjustment  equals: 


AC  Intertie  work  orders  ($000)  *  21 
725  MW  *  #  months 


Replacements  Rate 
(Section  II  B)  ($/MWmo) 


where  "•  months"  equals:  (1)  The 
number  of  months  that  this  rate 
schedule  is  in  effect  during  the  fiscal 
year  for  the  Initial  Replacement  Rate 
Adjustment:  or  (2)  the  number  of 
months  in  the  rate  period  for  the  Final 
Replacement  Rate  Adjustment. 

B.  Initial  Replacements  Rate  Adjustment 

New  Owners  will  receive  a  billing 
adjustment  for  each  fiscal  year  that  the 
actual  AC  Intertie  replacement  cost 
differs  from  the  amount  paid  under 
section  n.B.  At  the  end  of  each  year,  the 
cost  associated  with  AC  Intertie  work 
orders  that  have  closed  during  the  fiscal 
year  will  be  determined.  The  unit  rate 
that  would  result  using  these  closed 
work  orders  is  compared  to  the 
Replacements  rate  in  section  n.B  to 
determine  the  Initial  Replacements  Rate 
Adjustment. 

1.  Notice  Provisions 

Following  each  fiscal  year,  BPA  shaU 
notify  all  New  Owners  by  December  15 
of  the  proposed  Replacements  Rate 
Adjustment.  BPA  will  provide  the 
calculation  of  the  adjustment  and  a 
short  description  of  the  work  performed 
and  the  associated  cost  used  as  the  basis 
for  the  billing  adjustment.  In  addition  to 
%vritten  notification,  BPA  may,  but  is  not 
obligated  to,  hold  a  public  meeting  to 
clarify  its  determinations. 

Written  comments  on  the  Initial 
Replacements  Rate  Adjustment  will  be 
accepted  through  the  end  of  January. 
Consideration  of  comments  submitted 
by  the  New  Owners  may  result  in  the 
billing  adjustment  differing  from  the 
initially  proposed  adjustment.  BPA 
shall  notify  all  New  Owners  of  the 


Initial  Replacements  Rate  Adjustment 
by  February  28. 

2.  Adjustment  of  Monthly  Bills 

An  adjustment  will  be  made  on  the 
New  Owner's  monthly  bill  prepared 
during  March.  The  Initial  Replacements 
Rate  adjustment  will  be  multiplied  by 
the  sum  of  the  monthly  billing  factors 
fivm  the  relevant  fiscal  year  (or  the  New 
Onwer's  share  in  megawatts  of  BPA's 
PNW  AC  Intertie  Rated  Transfer 
CapabiUty  multiplied  by  the  number  of 
months  that  this  rate  schedule  is 
effiactive  during  the  fiscal  year).  If  the 
Initial  Replacements  Rate  Adjustment  is 
positive,  an  adjustment  on  the  monthly 
bill  prepared  during  March  will  be 
made  as  an  additional  charge  to  the  New 
Owner.  If  the  result  is  negative,  an 
adjustment  on  the  monthly  bill  prepared 
during  April  will  be  made  to  credit  the 
New  Owner. 

C.  Final  Replacements  Rate  Adjustment 

The  actual  cost  associated  with  the 
AC  Intertie  work  orders  that  occiu- 
during  the  rate  period  may  change  after 
BPA  performs  its  final  analysis  of  the 
work  orders.  BPA  shall  compare  the  ^ 
imit  rate  for  the  rate  period  using  the 
results  of  the  final  work  order  analysis 
to  the  average  of  the  unit  rates  from  the 
Initial  Replacements  Rate  Adjustments. 

1.  Notice  Provisions 

BPA  shall  notify  all  New  Owners  in 
May  1998  of  the  results  of  the 
calculations,  an  explanation  of  work 
order  change(s),  and  any  resulting 
billing  adjustment.  Written  comments 
from  New  Owners  will  be  accepted 
through  the  end  of  June.  BPA  shall 
notify  all  New  Owners  of  the  Final 


Replacements  Rate  Adjustment  by  July 
31.  Consideration  of  comments 
submitted  by  the  New  Ownera  may 
result  in  the  Final  Replacements  Rate 
Adjustment  differing  bom  the  initially 
proposed  adjustment. 

2.  Adjustment  of  Monthly  Bills 

If  the  absolute  value  of  the  Final 
Replacements  Rate  Adjustment  is 
greater  than  or  equal  to  $1  per  megawatt 
per  month,  an  adjustment  will  be  made 
on  the  New  Owner's  monthly  bill 
prepared  during  July.  For  each  New 
Owner,  the  Final  Replacements  Rate 
Adjustment  will  be  multiplied  by  the 
sum  of  the  monthly  billing  factors  from 
the  relevant  fiscal  year  (or  the  New 
Owner's  share  in  megawatts  of  BPA's 
PNW  AC  Intertie  Rated  Transfer 
Capability  multiplied  by  the  number  of 
months  that  this  rate  schedule  is 
effective  during  the  fiscal  year).  If  the 
Final  Replacements  Rate  Adjustment  is 
positive,  an  adjustment  on  the  monthly 
bill  prepared  diuing  July  will  be  made 
as  an  additional  charge  to  the  New 
Owner.  If  the  result  is  negative,  an 
adjustment  on  the  monthly  bill  prepared 
during  July  will  be  made  to  credit  the 
New  Owner.  Interest  willt>e  included  in 
any  adjustment. 

Section  IV.  Billing  Factor 

The  billing  demand  shall  be  the  New 
Owner's  capacity  ownership  share  in 
megawatts  of  BPA's  PNW  AC  Inertie 
Rated  Transfer  Capability  as  specified  in 
the  Agreement. 
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B.  General  Tmnsmission  Rate  Schedule 

Provisions 

Section  I.  Adoption  of  Revised 
Transmission  Rate  Schedules  and 
General  Transmission  Rate  Schedule 
Provisions 

A.  Approval  of  Rates 

These  rate  schedules  and  GTRSP  shall 
become  effective  upon  interim  approval 
or  upon  final  confirmation  and  approval 
by  FERC.  BPA  will  request  FERC     • 
approval  effective  October  1, 1993 
dirough  September  30, 1995. 

B.  General  Provisions 

These  1993  Transmission  Rate 
Schedules  and  associated  GTRSPs  are 
virtually  identical  to  and  supersede 
BPA's  1991  Transmission  Rate 
Schedules  and  GTRSPs  (which  became 
effective  October  1, 1991)  but  do  not 
supersede  prior  rate  schedules  reqiured 
by  agreement  to  remain  in  force. 

Transmission  service  provided  shall 
be  subject  to  the  following  Acts,  as 
amended:  the  Bonneville  Project  Act. 
the  Regional  Preference  Act  (Pub.  L.  88- 
552),  the  Federal  Columbia  River 
Transmission  System  Act,  and  the 
Pacific  Northwest  Electric  Power 
Planning  and  Conservation  Act,  and  the 
Energy  PoUcy  Act  of  1992,  Pub.  L.  102- 
486, 106  Stat.  2776  (1992). 

The  meaning  of  terms  used  in  the 
transmission  rate  schedules  shall  be  as 
defined  in  agreements  or  provisions 
which  are  attached  to  the  Agreement  or 
as  in  any  of  the  above  Acts. 

Section  n.  Billing  Factor  Definitions 
and  Billing  Adjustments 

A.  Billing  Factors 

1.  Scheduled  Demand 

The  largest  of  hourly  amounts 
wheeled  which  are  scheduled  by  the. 
customer  dxiring  the  time  period 
specified  in  the  rate  schedules. 

2.  Metered  Demand 

The  Metered  Demand  in  kilowatts 
shall  be  the  largest  of  the  60-minute 
clock-hour  integrated  demands 
measured  by  meters  installed  at  each 
POD  during  each  time  period  specified 
in  the  applicable  rate  schedule.  Such 
measurements  shall  be  made  as 
specified  in  the  Agreement.  BPA,  in 
determining  the  Metered  Demand,  will 
exclude  any  abnormal  readings  due  to 
or  resulting  from:  (a)  emergencies  or 
breakdowns  on,  or  maintenance  or,  the- 
FCRTS;  or  (b)  emergencies  on  the 
customer's  fodlities,  provided  that  such 
faciUties  have  been  adequately 
maintained  and  prudently  operated  as 
determined  by  BPA.  If  more  than  one 
class  of  power  is  delivered  to  any  POD, 


the  portion  of  the  metered  quantities 
assigned  to  any  class  of  power  shall  be 
as  agreed  to  by  the  parties.  The  amount 
so  assigned  shall  constitute  the  Metered 
Demand  for  such  class  of  power. 

3.  Transmission  Demand 

The  demand  as  defined  in  the 
Agreement. 

4.  Total  Transmission  Demand 

The  sum  of  the  transmission  demands 
as  defined  in  the  Agreement 

5.  Ratchet  Demand 

The  maximimi  demand  estabUshed 
during  the  previous  11  billing  months. 
Exception:  If  a  Transmission  demand  or 
Total  Transmission  Demand  has  been 
decreased  pursuant  to  the  terms  of  the 
Agreement  during  the  previous  11 
billing  months,  such  decrease  will  be 
reflected  in  determining  the  Ratchet 
Demand. 

B.  Billing  Adjustments 

Average  Power  Factor 

The  adjustment  for  average  power 
factor,  when  specified  in  a  transmission 
rate  schedule  or  in  the  Agreement,  shall 
be  made  in  accordance  with  the  averaga 
power  factor  section  of  the  General 
Wheeling  Provisions. 

To  maintain  acceptable  operating 
conditions  on  the  Federal  system,  BPA 
may  restrict  deliveries  of  power  at  any 
time  that  the  average  leading  power 
factor  or  average  lagging  power  factor 
for  all  classes  of  power  delivered  to 
such  point  or  to  such  system  is  below 
85  percent. 

Section  m.  Other  Definitioni 

Definitions  of  the  terms  below  shall 
be  apphed  to  these  provisions  and  the 
Transmission  Rate  Schedules,  unless 
otherwise  defined  in  the  Agreement. 

A.  Agreement 

An  agreement  between  BPA  and  a 
customer  to  whidi  these  rate  schedules 
and  provisions  may  be  appUed. 

B.  Eastern  Intertie 

The  segment  of  the  FCRTS  for  which 
the  transmission  facilities  consist  of  the 
Townsend-Garrisoh  double-circuit  500 
kV  transmission  line  segment  including 
related  terminals  at  Garrison. 


C.  Electric  Power 
Electric  peaking  capacity  (kW)  and/or 

electric  energy  (kWh). 

D.  FCRTS 
The  transmission  facilities  of  the 

Federal  Columbia  River  Power  System, 
which  include  all  transmission  facilities 
owned  by  the  government  and  operated 


by  BPA,  and  other  focilities  over  which 
BPA  has  obtained  transmission  rights. 

E.  Firm  Transmission  Service 

Transmission  service  which  BPA 
provides  for  any  non-Federal  power 
except  for  transmission  service  which  is 
scheduled  as  nonfirm.  If  the  firm  service 
is  provided  pursuant  to  the  Agreement, 
the  terms  of  the  Agreement  may  further 
define  the  service. 

F.  Integrated  Network 

The  segment  of  the  FCRTS  for  which 
the  transmission  facilities  provide  the 
bulk  of  transmission  of  electric  power 
within  the  Pacific  Northwest,  excluding 
facilities  not  segmented  to  the  netwoik 
as  shown  in  the  Wholesale  Power  Rate 
Development  Study  used  in  BPA's  rate 
development 

G.  Main  Grid 

As  used  in  the  FPT  and  IR  rate 
schedules,  that  portion  of  the  Integrated 
Network  with  facilities  rated  230  kV  and 
higher. 

H.  Main  Grid  Distance 

As  used  in  the  FPT  rate  schedules,  the 
distance  in  airline  miles  on  the  Main 
Grid  between  the  POI  and  the  POD, 
multiplied  by  1.15. 

J.  Main  Grid  Interconnection  Terminal 

As  used  in  the  FPT  rate  schedules. 
Main  Grid  terminal  fedlities  that 
interconnect  the  FCRTS  with  non-BPA 
facilities. 

/.  Main  Grid  Miscellaneous  Facilities 

As  used  in  the  FPT  rate  schedules, 
switching,  transformation,  and  other 
facilities  of  the  Main  (kid  not  included 
in  other  components. 

K.  Main  drid  Terminal 

As  used  in  the  FPT  rate  schedules,  the 
Main  Grid  terminal  fedlities  located  at 
the  sending  and/or  receiving  end  of  a 
line  exdusive  of  the  Interconnection 
terminals. 

L  Nonfirm  Transmission  Service 

Intemiptible  transmission  service 
which  BPA  may  provide  for  non-BPA 
power. 

M.  Northern  Intertie 

The  segment  of  the  FCRTS  for  which 
the  transmission  fadlities  consist  of  two 
500  kV  lines  between  Custer  Substation 
and  the  United  States-Canadian  border, 
one  500  kV  line  between  Custer  and 
Monroe  Substations,  and  two  230  kV 
lines  from  Boundary  Substation  to  the 
United  States-Canadian  border,  and  the 
assodated  substation  fadlities. 
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N.  Point  ofbitefftOion  (POI) 

Connection  points  between  the 
rcRTS  and  non-BPA  facilities  where 
non-Federal  power  is  made  available  to 
BPA  for  wheeling. 

O.  Point  of  Delivery  (POD) 

Connection  points  betwreen  the 
FCRTS  and  non-BPA  bdlities  where 
non-Federal  power  is  delivered  to  a 
customer  by  BPA. 

P.  Secondary  System 

As  used  in  the  FPT  and  IR  rate 
schedules,  that  portion  of  the  Integrated 
Network  fadlitias  with  operating 
voltage  of  115  kV  or  69  KV. 

Q.  Secondary  System  Distance 

As  used  in  the  FPT  rate  schedules,  the 
number  of  circuit  miles  of  Secondary 
System  transmission  lines  between  the 
secondary  POI  and  the  Main  Grid  or  the 
secondary  POO,  or  the  Main  Grid  and 
the  secondary  POD. 

A.  Secondary  System  Interconnectioo 
Terminal 

As  used  in  the  FPT  rate  schedules,  the 
terminal  facilities  on  the  Secondary 
System  that  interconnect  the  FCRTS 
with  non-BPA  faciUties. 

S.  Secondary  System  Intermediate 
Terminal 

As  used  in  the  FPT  rate  schedules,  the 
first  and  final  terminal  facilities  in  the 
Secondary  System  transmission  path 
exclusive  of  the  Secondary  System 
Interconnection  terminals. 

T.  Secondary  Transformation 

As  used  in  the  FPT  rate  schedules, 
transformation  from  Main  Grid  to 
Secondary  System  facilities. 

U.  Southern  Intertie 

The  segment  of  the  FCRTS  for  which 
the  major  transmission  facilities  consist 
of  two  500  kV  AC  lines  from  John  Day 
Substation  to  the  Oregon-California 
border;  a  portion  of  the  500  kV  AC  line 
from  Buckley  Substation  to  Sunmier 
Lake  Substation;  when  completed,  the 
Third  AC  facilities,  which  include 
Captain  Jack  Substation  and  the  Alvey- 
Meridian  500  kV  AC  Une:  one  1,000  kV 
DC  line  between  the  Celilo  Substation 
and  tlie  Oregon-Nevada  border;  and 
associated  substation  facilities. 

V.  Transmission  Service 

As  used  in  the  MT  rate  schedule. 
Transmission  Service  is  as  defined  in 
ihe  WSPP  Agreement. 


Sactiaa  IV.  Billing  InftmnaHan 

A.  Payment  of  Bills 

Bills  for  transmission  service  shall  be 
rendered  monthly  by  BPA.  Failure  to 
receive  a  bill  shall  not  release  the 
customer  from  Uability  for  payment. 
Bills  for  amounts  due  of  $50,000  or 
more  must  be  paid  by  direct  wire 
tiansfBr:  customers  who  expect  that 
their  average  monthly  bill  will  not 
exc»ed  $50,000  and  who  expect  special 
diHiculties  in  meeting  this  requirement 
may  request,  and  BPA  may  approve,  an 
exemption  ht)m  this  requirement.  Bills 
for  amounts  due  BPA  under  $50,000 
may  be  paid  by  direct  wire  transfer  or 
mailed  to  the  Bonneville  Power 
Administration,  P.O.  Box  6040, 
Portland,  Oreg<m  97228-6040.  or  to 
another  location  as  directed  by  BPA. 
The  procedures  to  be  followed  in 
making  direct  wire  transfers  will  be 
provided  by  the  Office  of  Financial 
Management  and  updated  as  necessary. 

1.  Computation  of  Bills 

The  transmission  billing  determinant 
is  the  electric  power  quantified  by  the 
method  specified  in  the  Agreement  or 
Transmission  Rate  Schedule.  Scheduled 
power  or  metered  power  will  be  used. 

The  transmission  customer  shall 
provide  necessary  information  to  BPA 
for  any  computation  required  to 
determine  the  proper  charges  for  use  of 
the  FCRTS.  and  shall  cooperate  with 
BPA  in  the  exchange  of  additional 
information  which  may  be  reasonably 
useful  for  respective  operations. 

Demand  and  energy  Dillings  for 
transmission  service  under  each 
applicable  rate  schedule  shall  be 
rounded  to  whole  dollar  amounts,  by 
eliminating  any  amount  which  is  less 
than  50  cents  and  increasing  any 
amounts  from  50  cents  through  99  cents 
to  the  next  higher  dollar. 

2.  Estimated  Bills 

At  its  option,  BPA  may  elect  to  render 
an  estimated  bill  to  be  followed  at  a 
subsequent  billing  date  by  a  final  bill. 
The  estimated  bill  shall  have  the 
validity  of  and  be  subject  to  the  same 
payment  provisions  as  a  final  bill. 

3.  Billing  Month 

For  charges  based  on  scheduled 
quantities,  the  billing  month  is  the 
calendar  month.  For  charges  based  on 
metered  quantities,  the  billing  month  is 
defined  as  the  interval  between 
scheduled  meter-reading  dates.  The 
billing  month  will  not  exceed  31  days 
in  any  case.  While  it  may  be  necessary 
to  read  meters  on  a  day  other  than  the 
scheduled  meter-reading  date,  for 
determination  of  billing  demand,  the 


billing  month  will  cease  at  2400  hours 
on  the  last  scheduled  meter-reading 
date.  Schedules  will  be  predetermined. 
The  customer  must  give  30  days  notice 
to  request  a  change  to  the  schedule. 

4.  Due  Date 

Bills  shall  be  due  by  close  of  business 
on  the  20th  day  aitor  the  date  of  the  bill 
(due  date).  Should  the  20th  day  be  a 
Saturday,  Sunday,  or  hoUday  (as 
celebrated  by  the  customer),  the  due 
date  shall  be  the  next  following  business 
day. 

5.  Late  Payment 

Bills  not  paid  in  full  on  or  before 
close  of  business  on  the  due  date  shall 
be  subject  to  a  penalty  of  $25.  In 
addition,  an  interest  charge  of  one- 
twentieth  percent  (0.05  percent)  shall  be 
applied  each  day  to  the  sum  of  the 
impaid  amount  and  the  penalty  charge. 
This  interest  charge  shall  be  assessed  on 
a  daily  basis  until  such  time  as  the 
impaid  amount  and  penalty  charge  are 
paid  in  full. 

Remittances  received  by  mail  will  be 
accepted  without  assessment  of  the 
charges  referred  to  in  the  preceding 
paragraph  provided  the  postmark 
indicates  the  payment  was  mailed  on  or 
before  the  due  date.  Whenever  a  power 
bill  or  a  portion  thereof  remains  unpaid 
subsequent  to  the  due  date  and  after 
giving  30  days'  advance  notice  in 
writing,  BPA  may  cancel  the  contract  for 
service  to  the  customer.  However,  such 
cancellation  shall  not  affect  the 
customer's  liability  for  any  charges 
accrued  prior  thereto  under  such 
agreement. 

6.  Disputed  Billings 

In  the  event  of  a  disputed  billing,  full 
payment  shall  be  rendered  to  BPA  and 
the  disputed  amount  noted.  Disputed 
amounts  are  subject  to  the  late  payment 
provisions  specified  above.  BPA  shall 
separately  account  for  the  disputed 
amount  If  it  is  determined  that  the 
customer  is  entitled  to  the  disputed 
amount,  BPA  shall  refund  the  disputed 
amount  with  interest,  as  determined  by 
BPA's  Office  of  Financial  Management. 

BPA  retains  the  right  to  verify,  in  a 
manner  satisfactory  to  the 
Administrator,  all  data  submitted  to 
BPA  for  use  in  the  calculation  of  BPA's 
rates  and  corresponding  rate 
adjustments.  BPA  also  retains  the  right 
to  deny  eligibility  for  any  BPA  rate  or 
corresponding  rate  adjustment  imtil  all 
submitted  data  have  been  accepted  by 
BPA  as  complete,  accurate,  and 
appropriate  for  the  rate  or  adjustment 
under  consideration. 
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7.  Revised  Bills 

As  necessary.  BPA  may  render  a 
revised  bill. 

a.  If  the  amount  of  the  revised  bill  is 
less  than  or  equd  to  the  amount  of  the 
original  bill,  the  revised  bill  shall 
replace  all  previous  bills  issued  by  BPA 
that  pertain  to  the  specified  customer 
for  the  specified  billing  period  and  the 
revised  bill  shall  have  the  same  date  as 
the  replaced  bill. 

b.  It  a  revision  causes  an  additional 
amount  to  be  due  BPA  or  the  specified 
customer  beyond  the  amount  of  the 
original  bill,  a  revised  bill  will  be  issued 
for  the  difference  and  the  date  of  the 
revised  bill  shall  at  its  date  of  issue. 

Issued  in  Portland.  Oregon,  on  January  5. 

KandaUW.  Hardy, 

Administrator. 

IFR  Doc  93-941  Filed  1-13-93;  8:45  ami 

BHJJNa  CODE  Msa-ei-M 


Office  of  Energy  Research 

Basic  Energy  Sciences  Advisory 
Committee;  Reestabiishment 

Pursuant  to  section  9(a)(2)  of  the 
Federal  Advisory  Ck)mmittee  Act  and  in 
accordance  with  title  41  of  the  Code  of 
Federal  Regulations,  §  101-6.1015,  and 
following  consultation  with  the 
Committee  Management  Secretariat. 
General  Services  Administration,  notice 
is  hereby  given  that  the  Basic  Energy 
Sciences  Advisory  Committee  has  been 
re-established  for  a  2-year  period 
beginning  in  December  1992.  The 
Committee  will  provide  advice  to  the 
Director,  Office  of  Energy  Research,  on 
the  Basic  Energy  Sciences  program. 

The  re-establishment  of  the  Basic 
Energy  Sciences  Advisory  Committee 
has  been  determined  to  be  essential  to 
the  conduct  of  the  Department's 
business  and  to  be  in  the  public  interest 
in  connection  with  the  performance  of 
duties  imposed  upon  the  Department  of 
Energy  by  law.  The  Committee  will 
operate  in  accordance  with  the 
provisions  of  the  Federal  Advisory 
Committee  Act,  the  Department  of 
Energy  Organization  Act  (Pub.  L.  95- 
91),  and  rules  and  regulations  issued  in 
implementation  of  those  Acts. 

Further  information  regarding  this 
advisory  committee  can  be  obtained 
from  Rachel  Murphy  at  (202)  586-3279. 

Issued  in  Washington,  DC,  on  January  8, 
1993. 

Marda  L.  Morris, 

Deputy  Advisory  Committee  Management 
Officer. 

IFR  Doc.  93-963  Filed  1-13-93;  8:45  am] 
BiujNO  cooe  e4so-oi-M 


Federal  Energy  Regulatoiy 
Commisalon 

[DoclcM  No.  ER93-263-00(q 

Tampa  Electric  Co.;  nilng 

January  8, 1993. 

Take  notice  that  on  December  7. 1992. 
Tampa  Electric  Company  (Tampa 
Electric)  tendered  for  filing  a  Letter  of 
Conunitment  providing  for  the  sale  by 
Tampa  Electric  to  the  Seminole  Electric 
Cooperative.  InctSeminole)  of  available 
capacity  and/or  energy.  The  Letter  of 
Commitment  was  tendered  as  a 
supplement  to  Service  Schedule  G 
(Backup/Reserve  Interchange  Service) 
imder  tne  existing  contract  for 
interchange  service  between  Tampa 
Electric  and  Seminole. 

Tampa  Electric  proposes  an  effective 
date  of  the  earlier  of  February  5. 1993. 
or  the  date  that  the  Letter  of 
Commitment  is  accepted  for  filing,  and 
therefore  requests  waiver  of  the 
Commission's  notice  requirement. 

Copies  of  the  filing  have  been  served 
on  Seminole  and  the  Florida  Public 
Service  Commission. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protest  with  the  Federal 
Energy  Regulatory  Commission.  825 
North  Capitol  Street.  NW..  Washington. 
DC  20426,  in  accordance  with  Rules  211 
and  214  of  the  Commission's  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  18  CFR  385.214).  All  such  motions 
or  protests  should  be  filed  on  or  before 
January  19, 1993.  Protests  will  be 
considered  by  the  Commission  in 
determining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Any  person  wishing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  with  the 
Commission  and  are  available  for  public 
inspection. 
Lois  D.  Cashell. 
Secretary. 

IFR  Doc.  93-830  Filed  1-13-93;  8:45  am) 
BHXING  COOE  SZir-W-M 


The  revised  tariff  sheet  is  filed 
pursuant  to  Section  4  of  the  National 
Gas  Act  and  part  154  of  the  Federal 
Energy  Regulatory  Commission's 
regulations.  TGPL  states  that  the  instant 
filing  is  for  the  limited  purpose  of 
revising  rates  under  TGPL's  FT-NT  Rate 
Schedule  such  that  the  cost  factors  and 
rate  design  methodology  imderlying 
sudi  rates  are  consistent  with  the  cost 
factors  and  rate  design  methods 
reflected  in  TGPL's  Docket  No.  RP92- 
137  general  rate  filing. 

Included  in  appendix  A  to  the  filing 
are  schedules  and  supporting 
workpapers  underlying  the  rates 
submitted  therein  and  an  explanation  of 
the  derivation  of  such  rates. 

TGPL  states  that  copies  of  the  instant 
filing  were  mailed  to  each  of  its  Rate 
Schmiule  FT-NT  shippers  and 
interested  State  Commissions.  In 
accordance  with  provisions  of  §  154.16 
of  the  Commission's  Regulations,  copies 
of  this  filing  are  available  for  public 
inspection,  during  regular  business 
hours,  in  a  convenient  form  and  place 
at  TGPL's  main  offices  at  2800  Post  Oak 
Boulevard  in  Houston.  Texas. 

Any  person  desiring  to  be  heard  or  to 
protest  said  filing  should  file  a  motion 
to  intervene  or  protect  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street  NE.,  Washington. 
DC  20426,  in  accordance  with  18  CFR 
385.214  and  385.211  of  the 
Commission's  Rules  and  Regulations. 
All  such  motions  or  protests  should  be 
filed  on  or  before  January  15, 1993. 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  motion  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  pilblic  inspection  in  the 
Public  Reference  Room. 
Lois  D.  Cashell. 
Secretary. 

[FR  Doc.  93-852  Filed  1-13-93;  8:45  am] 
MLUNO  cooc  •nr-ei-M 


[Dociwt  No.  RP93-63-O001 

Transcontinental  Gas  Pipe  Line 
Corporation;  Tariff  Filing 

January  8, 1993. 

Take  notice  that  Transcontinental  Gas 
Pipe  line  Corporation  (TGPL)  tendered 
for  filing  on  January  6. 1993  Fourth 
Revised  Fourth  Revised  Sheet  No.  50  to 
its  FERC  Gas  Tariff,  Third  Revised 
Volume  No.  1.  which  tariff  sheet  is 
proposed  to  be  effective  February  1. 
1993. 


[Dociwt  No.  RP92-165-00Q] 

TrunUine  Gas  Company;  Informal 
Settlement  Conference 

January  8, 1993. 

Take  notice  that  an  informal 
settlement  conference  will  be  convened 
in  this  proceeding  on  Friday,  January 
15, 1993,  at  10  a.m.,  at  the  offices  of  the 
Federal  Energy  Regulatory  Commission, 
810  First  Street,  NE.,  Washington,  DC, 
for  the  purpose  of  finalizing  a  draft 
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settlement  document  in  the  above- 
referenced  doAet.  ^^ 

Any  party,  as  defined  by  18  CFR 
385.102(c),  or  any  participant  as  defined 
in  18  CFR  385.1021b},  is  invited  to 
attend.  Persons  wishing  to  become  a 
party  must  move  to  intervene  and 
receive  intervenor  status  pursuant  to  the 
Commission's  regulations  (18  CFR 
385.214). 

For  additional  information,  contact 
Betsy  Carr  at  (202)  208-1240  or  Marc  G. 
Denkinger  at  (202)  208-2215. 
Lei*  D.  CailMO. 
Secretary. 

IFR  Doc.  93-851  Filed  1-13-93;  8;45  ami 
BiUJNQ  CODE  •nr-tt-ll 


Office  of  FotsH  Energy 

(DockM  No.  FE  CAE  92-21  li  •^-22; 
CurttksMon  Notice— 112] 

RHng  Certification  of  Compliance: 
Coal  CapabUity  of  New  Electric 
Powerplant  and  Induetrial  Fuel  Uae  Act 

AGENCY:  Office  of  Fossil  Energy, 

Department  of  Energy. 

ACnON:  Notice  of  filing. 

SUMMARY:  Eagle  Point  Cogeneration 
Partnership  (C&E  92-21)  and  Kissimmee 
Utihty  Authoriry  (C&E  92-22)  have 
submitted  coal  capabiUty  self- 
certifications  pursuant  to  section  201  of 
the  Powerplant  and  Industrial  Fuel  Use 
Act  of  1978.  as  amended. 
AOCMESSCS:  Copies  of  the  self- 
certification  filings  are  available  for 
public  inspection  upon  request  in  the 
Office  of  Fuels  Proems,  Fossil  Energy, 
room  3F-056.  FB-52,  Forrestal  Building, 
1000  Independence  Avenue,  SW., 
Washington,  DC  20585. 
FOR  FURTHER  MFORMATION  CONTACT: 
Ellen  Russell  at  (202)  586-0624. 
SUPPLEMENTARY  MF0RMAT10N:  Title  II  of 
the  Powerplant  and  Industrial  Fuel  Use 
Act  of  1978  (FUA),  as  amended  (42 
U.S.C.  8301  et  seq.),  provides  that  no 
new  baseload  electric  powerplant  may 
be  constructed  or  operated  without  the 
capability  to  use  coal  or  another 
alternate  fuel  as  a  primary  energy 
source.  In  order  to  meet  the  requirement 
of  coal  capability,  the  owner  or  operator 
of  such  feMnlities  proposing  to  use 
natural  gas  or  petroleum  as  its  primary 
energy  source  shall  certify,  pursuant  to 
FUA  section  201(d).  to  the  Secretary  of 
Energy  prior  to  construction,  or  prior  to 
operation  as  a  base  load  powerplant, 
that  such  powerplant  has  the  capability 
to  use  coal  or  another  alternate  fuel. 
Sach  certification  establishes 
,o'^p!iance  with  section  201(a)  on  the 
C'.^y  it  is  filed  with  the  Secretary  The 


Secretary  is  required  to  publish  a  notice 
in  the  Federal  Register  that  a 
certification  has  been  filed.  The 
following  owners/operators  of  proposed 
new  baseload  powerplants  have  filed 
self-certifications  in  accordance  with 
section  201(d). 
Owner  Eagle  Point  Cogeneration 

Partnership,  Roanoke,  Virginia 
Operator  Coastal  Technology,  Inc.. 

Roanoke,  Virginia 
Location:  Gloucester  ^unty.  New 

Jersey 

Plant  Configuration:  Combined  cycle 
cogeneration 

Capacity:  217  megawatts 

Fuel:  Natural  gas  and  refinery  by- 
product gas 

Purchasing  l/ti/ities:  Public  Service 
Electric  and  Gas  Company 

Expected  In-Service  Date:  May,  1991. 

Note:  On  November  13, 1987.  ANR 
Venture  Management  Co.  filed  a 
certification  for  this  facility  stating 
that  the  net  electrical  capacity  was 
170  MW.  This  latest  certification  has 
been  filed  to  notify  DOE  of  a  change 
in  the  name  of  the  owner  of  the 
facility  and  also  to  note  an  increase  in 
net  electrical  capacity  to  217  MW. 

OHTier:  Kissimmee  Utility  Authority, 
Kissimmee,  Florida 

Operator:  Kissimmee  Utility  Authority 

Location:  Osceola  County,  Florida 

Plant  Configuration:  Simple  cycle 
combustion  turbine  (Unit  1): 
Combined  cycle  (Unit  2) 

Capacity:  40  megawatts  (Unit  1);  120 
megawatts  (Unit  2) 

Fuei:  Natural  gas 

Purchasing  Utilities:  Kissimmee  Utility 
Authority  and  Florida  Municipal 
Power  Agency  systems. 

Expected  In-Service  Date:  March,  1994 
(Unit  1);  January,  1995  (Unit  2) 

Issued  in  Washington,  DC,  on  January  6, 
1993. 
CaiariM  F.  Vacek. 

Deputy  Assistant  Secretary  for  Fuels 
Programs,  Office  of  Fossil  Energy. 
IFR  Doc.  93-940  Filed  1-13-93;  8:45  am) 
■lUJHa  COOC  MS0-01-H 


Office  of  Hearinga  and  Appeaia 

Proposed  Implementation  of  Special 
Refund  Procedurea 

AGENCY:  Ofilce  of  Hearings  and  Appeals, 
Department  of  Energy. 
ACTION:  Notice  of  proposed 
implementation  of  special  refund 
procedures.  

SUMMARY:  The  Office  of  Hearings  and 
Appeals  (OHA)  of  the  Department  of 
Energy  (DOE)  announces  the  proposed 
procedures  for  disbursement  of 


$340,000,  plus  accrued  interest,  in 
alleged  cmda  oil  overcharges  obtained 
by  the  DOE  under  the  terms  of  a 
Consent  Order  and  Settlement 
Agreements  entered  into  with  Waltw  J. 
Scott  k  Benjamin  J.  Agajanian  Oil 
Producers.  William  J.  Scott,  and 
Walter  J.  Scott  d/b/a  Scott  Oil 
Company.  Case  Na  LEF-0053.  The 
OHA  has  tentatively  determined  that  the 
funds  obtained  from  these  three  firms, 
plus  accrued  interest,  will  be  distributed 
in  accordance  vrith  the  DOE's  Modified 
Statement  of  Restitutionary  Policy 
Concerning  Crude  Oil  Overcharges. 
DATES  AND  A00RE8SCS:  Comments  must 
be  filed  in  duplicate  on  or  before 
Fabruaiy  16. 1993.  and  should  be 
addressed  to  the  Office  of  Hearings  and 
Appeals,  Department  of  Energy,  1000 
Independence  Avenue  SW.. 
Washington,  DC  20585.  All  comments 
should  display  a  reference  to  case 
number  LEF-0053. 
FOR  FURTHER  INFORMATION  CONTACT: 
Thomas  O.  Mann.  Deputy  Director. 
Roger  Klurfeld,  Assistant  Director, 
Office  of  Hearings  and  Appeals.  1000 
Independence  Avenue  SW.. 
Washington.  DC  20585.  (202)  586-2094 
(Mann):  586-2383  (Klurfeld). 
SUPPLEMENTARY  tlFORMATION:  In 
accordance  with  10  CFR  205.282(b), 
notice  is  hereby  given  of  the  issuance  of 
the  Proposed  Dedsion  and  Order  set  out 
below.  The  Proposed  Decision  and 
Order  sets  forth  the  procedures  that  the 
DOE  has  tentatively  formulated  to 
distribute  to  eligible  claimants 
$340,000,  plus  accrued  interest, 
obtained  by  the  DOE  imder  the  terms  of 
Consent  Order  Settlement  Agreements 
entered  into  with  Walter  J.  Scott  & 
Benjamin  J.  Agajanian  Oil  Producers, 
Walter  J.  Scott  d/b/a  Scott  Oil  Company, 
and  William  J.  Scott  on  December  17, 
1986,  July  27. 1991,  and  December  2, 
1991.  The  funds  were  paid  by  these 
three  firms  towards  the  settlements  of 
common  violations  of  the  Federal 
petroleum  price  and  allocation 
regulations  that  were  in  efiisct  from 
.    August  19. 1973  through  January  28, 
1981. 

The  OHA  has  proposed  to  distribute 
the  Scott  Settlement  fund  in  accordance 
with  the  DOE'S  Modified  Statement  of 
Restitutionary  Policy  Concerning  Crude 
Oil  Overcharges,  51  FR  27899  (August  4, 
1986)  (the  MSRP).  Under  the  MSRP, 
crude  oil  overcharge  monies  are  divided 
between  the  federal  government,  the 
states,  and  injured  purchasers  of  refined 
petroleum  products.  Refunds  to  the 
states  would  be  distributed  in 
proportion  to  each  state's  consumption 
of  petroleum  products  during  the  price 
control  period.  Refunds  to  eligible 
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purdiasers  would  be  based  on  th» 
number  of  gallont  of  petioleuin 
products  much  they  purchased  and  the 
degree  to  whidi  diey  can  demonstrate 
in}ury. 

Any  member  <^  the  public  may 
submit  written  comments  reganung  the 
proposed  refund  procedures. 
Commenting  parties  are  requested  to 
provide  two  copies  of  their  submissions. 
Comments  must  be  submitted  within  30 
days  of  publication  of  this  notice  in  the 
Faderal  P^gMf*  and  should  be  sent  to 
the  addrms  set  forth  at  the  beginning  of 
this  notke.  All  ccHnments  reoaived  in 
this  proceeding  will  be  available  for 
public  inspection  between  the  hours  of 
1  p.m.  and  5  p.m.,  Monday  through 
Friday,  except  federal  hohdays.  in  the 
Public  Refiraence  Room  of  the  Office  of 
Hearings  and  Appeals,  located  in  room 
lE-234.1000  Independence  Avenue 
SW..  Washington.  DC  20585. 

Dated:  January  7, 1993. 
Gcogrt  B.  BfvSBsy. 

Director,  C^fke  of  Hearings  and  Appeals. 
January  7, 1993. 

Proposed  decision  and  Order  of  the 
Department  of  Energy — Implementation 
of  Special  Refund  Procedurea 

Name  of  Firm:  Walter  }.  Scott  & 
Benjamin  J.  Agaianian,  Oil  Producers, 
William  J.  Scott.  Walter  ).  Scott        d/ 
b/a  Scott  Oil  Company 

Date  of  Filing:  December  11, 1992 

Case  Number:  LEF-0053 

On  December  11. 1992.  the  Economic 
Regulatory  Administration  (ERA)  of  Uie 
Department  of  Energy  (DO^  filed  a 
Petition  for  the  Implementation  of 
Special  Refund  Procedures  with  the 
CXHce  of  Hearings  and  Appeels  (CXiA), 
to  distribute  the  funds  which  Walter  J. 
Scott  &  Benjamin  J.  Agajanian  Oil 
Produces.  Walter  J.  Scott  d/b/a  Scott 
Oil  Company,  and  William  J.  Scott 
remitted  to  the  DOE  pursuant  to  a 
December  17, 1986  Consent  Order,  a 
July  27, 1991  Settlement  Agreement  and 
General  Agreement  and  a  December  2, 
1991  Settlemoit  Agreement  and  General 
Release.  These  three  firms  have  remitted 
$340,000  pursuant  to  their  respective 
Consent  Order  and  Settlement 
Agreements,  to  which  $57,099  has 
accrued  as  of  November  30. 1992.  In 
accordance  with  the  procedural 
regulaticms  codified  at  10  CFR  part  205, 
subpart  V  (sulmart  V),  the  ERA  requests 
in  its  Petiti(Hi  tnat  the  OHA  establish 
special  procedures  to  make  refunds  in 
order  to  remedy  the  efiects  of  alleged 
regulatory  violations  whida  were 
resolved  by  the  above  mentioned 
Consent  Order  and  Settlement 
Agreements.  This  Proposed  Decision 


and  Order  seU  factii  the  OHA's  plan  to 
distribute  these  fimda. 

L  Background 

The  ERA  issued  Proposed  Remedial 
Orders  (PROa)  to  the  rix>v»  mantiaoad 
firms  oo  June  4, 1982,  alleging  diat  thay 
had  violated  the  DOE  nice  lejgulatiaas. 
In  dia  PROa,  the  ERA  found  that  die 
three  firms  had  sold  crude  oil  from 
various  leases  during  the  lespactiva 
audit  paiiods  A  jHioea  in  exoasi  of  the 
lowo^ier  ceiling  price  specified  in  10 
CFR  212.73.  On  Mudi  21, 1084.  the 
DOE  issued  a  Remedial  Order  that 
oonsolidaled  the  proposed  Remedial 
OrdOTt  issued  to  me  three  firms  for 
common  violations  of  the  Federal 
petroleum  price  and  allocaftion 
regul^cHis  that  were  in  aflKt  from 
August  19. 1973  through  January  28, 
1981.  The  DOE  and  Benjamin  J. 
Agajanian  entered  into  a  December  17, 
1986  Consent  Order,  whereby  Agajanian 
was  directed  to  pay  the  sum  of 
$105,000.  plus  interest,  to  the  DOE.  The 
DOJ  and  WiUiam  J.  Scott  entered  into  a 
Jiily  27. 1991  Settlement  Agreement  and 
General  Agreement,  whweby  Scott  was 
directed  to  pay  the  sum  of  $125,000. 
plus  interest,  to  the  IX)J  to  settle  all 
claims.  In  addition,  the  DOJ  and  Walter 
J.  Scott  entered  into  a  December  2. 1991 
Settlement  Agreement  and  General 
Release,  whereby  Scott  was  directed  to 
pay  the  sum  of  $110,000.  plus  interest 
to  the  DOJ  to  settle  all  claims.  The  three 
firms  in  total  have  remitted  $340,000,  to 
%vhich  $57,099  in  interest  has  accrued  as 
of  November  30, 1992,  making  available 
a  total  of  $397,099  (the  Scott  Settlement 
fund)  for  distribution  through  subpart  V. 
These  funds  are  being  held  in  an 
int«est-bearing  escrow  account 
maintained  at  the  E)epartment  of  the 
Treasury  pending  a  determination 
regarding  their  proper  distribution. 

n.  Jurisdiction  and  Authority 

The  subpart  V  regulaticms  set  forth 
general  guidelines  which  may  be  used 
by  the  OHA  in  formulating  and 
implementing  a  plan  of  distribution  of 
funds  received  as  a  result  of  an 
enforcement  proceeding.  The  HXX. 
pohcy  is  to  use  the  subpart  V  process  to 
distribute  such  funds.  For  a  more 
detailed  discussion  of  subpart  V  and  the 
authority  of  OHA  to  fashion  procedures 
to  distribute  refunds,  see  Petroleum 
Oveit±arge  Distribution  and  Restitution 
Act  of  1986, 15  U.S.C.  4501-07.  Office 
of  Enforcement,  9  DOE  \  82.508  (1981), 
and  Office  of  Enforcement,  8  DOT 
1 82,597  (1981)  (Vickers). 

We  have  considered  the  ERA'S 
petition  that  we  implement  a  subpart  V 
proceeding  with  respect  to  the  Sc»tt 
Settlement  fund  and  have  determined 


that  such  a  procaadiag  ia  ammi|niata. 
This  Propoaad  Dadaion  and  Order  aats 
forth  tha  OHA'a  tanlattve  plan  to 
distribute  thk  fund. 

in.  Pnqpoaed  Ralaiid  Prooadorea 

A.  Crude  Oil  Befund  Policy 

We  propose  to  distribute  die  funds 
obtained  pursuant  to  die  above 
mentioned  Consent  Order  and 
Settlement  Agreements  in  accordance 
with  the  DOE't  Modified  Statement  of 
RestitutionaTy  Policy  in  Crude  Oil 
Cases.  51  FR  27899  (August  4. 1986) 
(the  MSRP).  The  MSRP  was  issued  as  a 
result  of  a  court-apprawed  Settlmnent 
Agreement  In  re:  The  Department  ot 
Energy  Stripper  Well  Exemption 
Litigation.  653  F.  Supp.  106  (D.  Kan.). 
6  Fed.  Ene^  Guidelines  1 90.509 
(1986)  (the  Stripper  Well  Settlement 
Agreement).  The  MSRP  establishes  that 
40  percent  of  the  crude  oil  overcharge 
funds  will  be  remitted  to  the  federal 
government,  another  40  percent  to  the 
states,  and  up  to  20  percent  may  be 
initially  reserved  for  the  payment  of 
claims  by  injured  putiea.  The  MSRP 
also  specifies  that  any  mcmies  remaining 
after  all  valid  claims  by  injured 
purchas««  are  {>aid  be  di^ursed  to  the 
federal  government  and  the  states  in 
eqtul  amounts. 

The  OHA  has  utilized  the  MSRP  in  all 
subpart  V  proceedings  involving  alleged 
crude  oil  violationa.  See  Order 
Imi^ementing  the  MSRP.  51  FR  29689 
(August  20. 1986).  This  Order  provided 
a  period  of  30  days  for  the  fiHi^  of 
comments  or  objections  to  our  proposed 
use  of  the  MSRP  as  the  groundwork  for 
evaluating  claims  in  crude  oil  refund 
proceedings.  Follo%nng  this  period,  the 
OHA  issued  a  Notice  evaluating  the 
numwous  comments  which  it  received 
pursuant  to  the  Order  Implementing  the 
MSRP.  This  Notice  was  poblished  at  52 
FR  11737  (April  10. 1967)  (the  April  10 
Notice). 

The  AfMril  10  Notice  ccmtained 
guidance  to  assist  potential  claimants 
wishing  to  file  refund  applications  for 
crude  oil  monies  under  tne  subpart  V 
regulations.  Generally,  all  claimants 
would  be  required  to  (1)  dociunent  their 
piiichase  volumes  of  petroleum 
products  during  the  August  19. 1973 
throu^  January  27. 1981  crude  oil  price 
omtrol  pmiod.  and  (2)  prove  that  they 
were  injured  by  the  alleged  crude  oil 
overcluu-ges.  We  also  specified  that  end- 
users  of  petroleum  prodxicts  whose 
businesses  are  unrelated  to  the 
petroleum  indus^  will  be  presimied  to 
have  been  injured  by  the  alleged  crude 
ml  overcharges  and  need  not  submit  any 
additional  proof  of  injury  beyond 
documentation  of  their  purchase 
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volumes.  See  Qty  of  Cohunbus,  Georgia, 
16  DOE  1 85.550  (1987).  Additionallv. 
we  stated  that  crude  oil  refunds  would 
be  calculated  on  the  basis  of  a  per  gallon 
(or  "volumetric")  refund  amount,  which 
is  obtained  by  dividing  the  crude  oil 
refund  pool  by  the  total  consumption  of 
petroleum  products  in  the  United  States 
during  the  crude  oil  price  control 
period.  The  OHA  has  adopted  the 
refiind  procedures  outlined  in  the  April 
10  Notice  in  numerous  cases.  See,  e.g.. 
Shell  Oil  Co..  17  DOE  1 85.204  (1988) 
(Shell):  Mountain  Fuel  Supply  Co.,  14 
DOE  185.475  (1986)  (Mountain  Fuel). 

B.  Refund  Claims 

We  propose  to  adopt  the  DOE's 
standard  crude  oil  refund  procedures  to 
distribute  the  monies  in  the  Scott 
Settlement  fund.  We  have  chosen  to 
initially  reserve  20  percent  of  the  fund, 
plus  accrued  interest,  for  direct  refunds 
to  claimants  in  order  to  ensure  that 
sufficient  funds  will  be  available  for 
injured  parties.  This  reserve  figure  may 
later  be  reduced  if  circumstances 
warrant. 

The  OHA  will  evaluate  crude  oil 
refund  claims  in  a  manner  similar  to 
that  used  insubpart  V  proceedings  to 
evaluate  claims  based  on  alleged  refined 
product  overcharges.  See  Mountain 
Fuel.  14  DOE  at  88,869.  Under  these 
procedures,  claimants  will  be  required 
to  document  their  purchase  volumes  of 
petroleum  products  and  prove  that  they 
were  injiuwl  as  a  result  of  the  alleged 
violations. 

We  will  adopt  a  presumption  that  the 
crude  oil  overcharges  were  absorbed, 
rather  than  passed  on,  by  applicants 
which  were  (1)  end-users  of  petroleum 
products,  (2)  unrelated  to  the  petroleum 
industry,  and  (3)  not  subject  to  the 
regulations  promulgated  under  the 
Emergency  Petroleum  Allocation  Act  of 
1973  (EPAA).  15  U.S.C.  751-760h.  In 
'   order  to  receive  a  refund,  end-user 
claimants  need  not  submit  any  evidence 
of  injury  beyond  documentation  of  their 
purchase  volumes.  See  Shell.  17  DOE  at 
88,406. 

Petroleum  retailer,  reseller,  and 
refiner  applicants  must  submit  detailed 
evidence  of  injury,  and  they  may  not 
rely  upon  the  injury  presumptions 
utilized  in  some  refined  product  refund 
cases.  Id.  These  applicants  may, 
however,  use  econometric  evidence  of 
the  type  found  in  the  OHA  Report  on 
Stripper  Well  Overcharges.  6  Fed. 
Energy  Guidelines  1 90,507  (1985).  See 
also  Petroleum  Overcharge  Distribution 
and  Restitution  Act  section  3003(b)(2). 
15  use.  4502(b)(2).  If  a  claimant  has 
executed  and  submitted  a  valid  waiver 
pursuant  to  one  of  the  escrows 
established  by  the  Stripper  Well 


Settlement  Agreement,  it  has  waived  its 
rights  to  file  an  application  for  subpart 
V  crude  oil  refund  monies.  See  Mia- 
America  Dairymen  v.  Herrington,  878 
F.2d  1448  (Temp.  Emer.  Ct.  App),  3 
Fed.  Energy  Guidelines  1 26.617  (1989): 
In  re:  Department  of  Energy  Stripper 
Well  Exemption  Litigation,  707  F.  Supp. 
1267  p.  Kan.).  3  Fed.  Energy  Guidelines 
1 26,613  (1987). 

As  has  been  stated  in  prior  Deasions. 
a  crude  oil  refund  applicant  will  only  be 
required  to  submit  one  application  for 
its  share  of  all  available  crude  oil 
overcharge  funds.  See.  e.g.,  A. 
Tanicone,  Inc..  15  DOE  185,495  (1987). 
A  party  that  has  already  submitted  a 
daim  in  any  other  crude  oil  refund 
proceeding  implemented  by  the  DOE 
need  not  file  another  claim.  The  prior 
application  will  be  deemed  to  be  filed 
in  all  crude  oil  refund  proceedings 
finalized  to  date.  The  DOE  has 
established  June  30. 1994  as  the  current 
deadline  for  filing  an  Application  for 
Refund  from  the  crude  oil  funds. 
Quintana  Energy  Corp..  21  DOE  1 85.032 
(1991).  It  is  the  policy  of  the  DOE  to  pay 
all  crude  oil  refund  claims  at  the  rate  of 
$.0008  per  gallon.  While  we  anticipate 
that  applicants  that  filed  their  claims 
before  June  30. 1988  will  receive  a 
supplemental  refund  payment,  we  will 
decide  in  the  future  whether  claimants 
that  filed  later  applications  should 
receive  additional  refunds.  See,  e.g., 
Seneca  Oil  Co..  21  DOE  1 85,327  (1991). 
Notice  of  any  additional  amoimts 
available  in  the  future  will  be  published 
in  the  Federal  Register. 

C.  Payments  to  the  Federal  Government 
and  Uie  States 

Under  the  terms  of  the  MSRP,  we 
propose  that  the  remaining  eighty 
percent  of  the  alleged  crude  oil 
overcharge  amounts  subject  to  this 
Proposed  Decision,  plus  accrued 
interest,  should  be  disbursed  in  equal 
shares  to  the  states  and  federal 
government  for  indirect  restitution. 
Refunds  to  the  states  will  be  in 
proportion  to  the  consumption  of 
petroleum  products  in  each  state  during 
the  period  of  price  controls.  The  share 
or  ration  of  the  funds  which  each  state 
will  receive  is  contained  in  Exhibit  H  of 
the  Stripper  Well  Settlement 
Agreement,  6  Fed.  Energy  Guidelines 
1 90,509  at  90.687.  When  disbursed, 
these  funds  will  be  subject  to  the  same 
limitations  and  reporting  requirements 
as  all  other  crude  oil  monies  received  by 
the  states  under  the  Stripper  Well 
Settlement  Agreement. 

It  Is  Therefore  Ordered  That 

The  refund  amount  remitted  to  the 
Department  of  Energy  by  Walter  J.  Scott 


k  Benjamin  J.  Agajanian  Oil  Producers, 
Wilham  J.  Scott,  and  Walter  J.  Scott  d/ 
b/a  Scott  OirCompany  pursuant  to  the 
Consent  Order  and  Settlement 
Agreements  entered  into  on  December 
17. 1986,  July  27. 1991.  and  December 
2, 1991.  will  be  distributed  in 
accordance  with  the  foregoing  Decision. 

(PR  Doc.  93-961  Filed  1-13-93;  8:45  am) 
MUMG  cooc  Mse-ei-M 


pmaburgh  Energy  Technology  Center 

UnsoUctted  HnencM  Assistance 

Award 

AGENCY:  U.S.  Department  of  Energy. 

ACTION:  Acceptance  of  an  xmsolidted 

proposal  application  of  a  grant  award 

with  the  University  of  Arizona. 

SUHMARV:  The  Department  of  Energy 
(DOE)  announces  that  pursuant  to  10 
CFR  600.14  (D)  and  (E).  it  intends  to 
award  financial  assistance  (grant) 
through  the  Pittsburgh  Energy 
Technology  Center  to  the  University  of 
Arizona  for  a  research  effort  entitled 
"Regeneration  of  FGD  Waste  Liquors: 
Production  of  Ammonium  and 
Potassium  Sulfate  Mixed  Fertilizer." 
ADDRESSES:  Department  of  Energy, 
Pittsburgh  Energy  Technology  Center. 
Acquisition  and  Assistance  Division. 
P.O.  Box  10940.  MS  921-118, 
Pittsburgh.  PA  15236. 
FOR  FURTHER  INFORMATKW  CONTACT: 
Cynthia  Y.  Mitchell.  Contract  Specialist 
(412)892-4862. 
SUPPLEMENTARY  INFORMATION: 
Grant  Number:  DE-FG22-93PC92582. 
Title  of  Research  Effort:  "Regeneration 
of  FGD  Waste  Liquors:  Production  of 
Ammonium  and  Potassium  Sulfate 
Mixed  Fertilizer." 
Awardee:  University  of  Arizona. 
Tenn  of  Assistance  Effort:  Twelve  (12) 

monUis. 
Grant  Estimated  Total  Value:  48,787. 

Objective:  Based  upon  the  authority  of 
10  CFR  600.14  (D)  and  (E).  the  objective 
of  this  grant  is  for  Arizona  University  to 
study  a  method  for  regenerating  the 
waste  FGD  Liquors  from  the  Miami  Fort 
pilot  tests  and  to  produce  an  ammonia 
and  potassium  sulfate  mixed  fertiUzer 
product.  This  process  involves  the 
precipitation  of  the  N-S  compounds 
followed  by  their  hydrolysis.  The 
proposed  work  is  considered  to  be 
relevant  to  the  DOE  mission  in  that  the 
program  will  provide  a  mechanism  for 
communication,  interaction  and 
research  between  DOE  and  Arizona 
University  in  the  continuous  process  for 
the  regeneration  of  waste  scrubber 
liquors  firom  the  combined  SO,-NO, 
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scrubbing  systecns.  The  davektpinant  of 
this  tadnratogy  wouM  assiat  utilitiM  in 
compiying  with  the  ld90  Clean  Air  Act, 
v^iiie  stiU  mcouiagingaBd  eohanring 
the  use  of  coal,  whidi  is  a  nu^or  gpal  of 
the  DOE  Fkie  Gm  Cleanup  pfopem. 

Deted:  December  18. 1992. 
Dalt  A.  Sicflleim. 

Contracting  Officer. 

IFR  Doc.  93-939  Filed  1-13-93: 8:45  am) 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[OPP-36188;  Fltt.-4ia4-q 

Sugwcana  Borar  Contool  In  LouWana 
and  the  Ecological  RIaka  Aaaoelrtad 
With  Control  of  tha  Sugarcane  Boran 
Notice  of  Meeting 

AGOUCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  of  Meeting. 


SUMMARY:  EPA  will  conduct  a  public 
meeting  on  February  4. 1993.  to  solicit 
public  commMkl  oo  sugarcane  boiw 
control  in  Loui»ana.  including  risks, 
benefits,  altwnativtf  ccmtrol  methods 
and  possible  risk  reduction  measures. 
EPA  believes  that  when  used  in  the 
present  manner.  azinjAos-methyl  (trade 
name  Guthion).  the  primary  pesticide 
used  to  ccmtrol  the  sugarcane  boror. 
poses  a  hazard  to  the  environment.  EPA 
notes  that  the  other  pesticides  used  to 
control  sugarcane  borer  also  pose 
ecological  hazards. 

EPA  intends  to  take  action  to  reduce 
the  adverse  ecological  effects  posed  by 
pesticides  from  control  of  the  sugarcane 
borer  and  encourages  public 
participation  to  assist  in  its  decision. 
DATES:  The  meeting  will  be  held  cm 
Ftfcruary  4. 1993.  Written  comments 
from  interested  parties  not  able  to  attend 
the  meeting  must  be  received  on  or 
before  February  5. 1993.  Persons  who 
wish  to  speak  at  the  public  meeting  are 
encouraged  to  register  in  advance  by 
submitting  a  brief  written  request  to 
EPA  on  or  before  January  29. 1993. 
ADDRESSES:  The  meeting  is  open  to  the 
public  and  will  be  held  in  the  Norman 
E£ferson  Louisiana  State  University 
Agriculture  Center  Building.  Room  214. 
Louisiana  State  University  Campus. 
Highland  Road.  Baton  Rouge.  LA  70894- 
5203.  The  public  meeting  will  begin  at 
1:00  p.m.  and  will  continue  to  7:00  p.m. 
Interested  parties  who  cannot  attuid  the 
public  meeting  but  who  wish  to 
comment  may  do  so  by  submitting 
written  comments.  Comments  should  be 
addressed  to  the  pwson  listed  under  FOR 


FURTHER  arOHMATlOW  OOMfiyCT. 

Commenls  leoMvad  on  or  beioie  the 
tpedfiad  date  will  be  considflred  by  the 
Agency  before  a  final  dedakn  is 
reached  on  the  appropriate  action  to  ba 
taken  with  regard  to  sugarcane  borer 
control  at  &is  use  site. 
FOR  FURTHER  MF0RMAT10N  COMTACT:  By 
mail:  Tom  Moriarty.  Special  Review  and 
Reregistration  Division,  Office  of 
Pesticide  Programs  (H7508W). 
Environmental  Protection  Agency.  401 
M  St..  SW..  Warirfngton.  DC  20460.  In 
person:  Qystal  Station  3rd  Floor.  2800 
Jefferson-Davis  Highway.  Arlington,  VA, 
(703)  308-8035  (telephone).  (703)  308- 
8041  (fax). 
SUPPLEMENTARY  information: 

L  Background 

Sugarcane  production  in  Louisiana 
accoimts  for  35  percent  of  the  total  U.S. 
sugarcane  production  and  the  sugarcane 
borer  is  one  of  the  pests  that  threaten 
sugarcane  production.  Without  control 
of  this  pest,  the  Agency  estimates  that 
the  potential  yield  loss  in  Louisiana 
would  be  significant 

Several  insecticides  are  used  for 
control  of  the  sugarcane  borer  in 
Louisiana.  The  pesticide  most  often 
used  is  Guthion.  which  is  produced  by 
Miles  Incorporated  and  Makhteshim 
Chemical  Worics  of  Israel.  Guthion  is  an 
organc^hosphate  pesticide  registered  for 
use  on  over  100  crops  for  control  of  over 
200  pests.  It  is  an  acutely  toxic  pesticide 
and  all  liquid  formulations  with 
concentrations  of  13.5%  active 
ingredient  or  greater  have  been 
classified  for  "restricted  use". 

Laboratory  data  indicate  that  Guthion 
is  very  highly  toxic  to  aquatic 
organisms.  Field  data  on  Guthion 
confirm  the  laboratory  data  and  the 
Agency's  ecological  risk  concerns  for 
this  chemical.  Because  Guthion  is 
moderately  mobile  and  water  soluble,  it 
is  likely  to  move  from  where  it  is 
applied  into  surface  water.  Guthion  is 
aLsia  pwsistent  in  the  terrestrial 
environment  with  a  field  dissipation 
half-life  ranging  from  30  to  181  days. 
This  means  a  portion  of  the  product 
may  remain  on  or  near  the  surface  of  the 
plant  for  the  duration  of  this  time  and 
will  likely  be  present  even  longer. 

The  environmental  conditions  under 
which  sugarcane  is  grown  in  Louisiana 
and  the  chemical  characteristics  of 
Guthion  promote  runoff  of  this  chemical 
into  surrounding  surface  water.  Guthion 
is  typically  applied  during  a  time  of 
year  when  Louisiana  receives  frequent 
rain  showers.  In  addition,  the 
predominantly  clay-rich  soil  in  whidi 
sugarcane  is  grown  favors  runoff.  This 
has  led  to  direct  fish  mortality. 


Is  1901,  several  fiah4dll  iiuidents 
wwe  i^Kiirtad  in  ni^iich  Ae  total  number 
of  dead  fiA  wms  eattmatad  to  range  firaai 
4004)00  to  750.000.  FoUoMring  the  1901 
incidents,  significant  label  changes  were 
made  faw  GiahioB  uaa  Qo  sugarcane  to 
tiy  to  reduce  tha  liak  to  aqtukic 
organisms.  Despite  the  label  changes 
that  were  implemented  in  time  for  dta 
1902  use  saaaoB.  furthar  fi^kill 
incidents  were  r^KHtad  which  restthad 
in  Ml  estimatad  tfltal  of  28.000  fish 
mortalitias.  Bacauaa  of  tha 
characteristics  of  both  Gathion  and  its  . 
use  in  Louisiana,  the  Agency  believes 
thai  similar  fish-kill  events  are  lilcaiy  to 
occ\ir. 

Tha  primary  altem^ve  to  Guthicm  for 
controlof  tha sugaicana borer  is 
esfenvalesMe  (trade  name  Asana). 
Asana.  a  synthetic  p]^ethioid 
manufachued  by  DuPont.  is  very  highly 
toxic  to  aquatic  invertebrates  and  is  also 
toxic  to  fish.  EPA's  data  indicate  that 
Asana  is  equally  as  efficacious  as 
Guthion  in  controlling  the  sugarcane 
borer  and  is  slii^UW  leas  expensive. 

Othu  pesticraa  ahfltnatives  few 
contrt^  of  the  sugarcane  borer  include 
diazinon,  flowable  carbofuran.  and 
pborate.  While  eech  of  these  alternatives 
is  less  toxic  to  hA  than  either  Guthion 
or  Asana,  all  are  hi^y  toxic  to  birds  or 
mammals. 

It  is  undear  what  the  exact  impact  on 
yields  would  be  if  Guthion  was  no 
longer  available  for  use  on  sugarcane  in 
Louisiana:  however,  it  appears  that 
Asana  ofbrs  similar  control  at  similar 
costs.  Thwefore,  the  Agenqr  believes 
that  growers  wmild  not  experience  any 
significant  economic  impact  without  ^e 
availabiliW  of  GuthiotL 

While  all  of  the  chemical  altomatives 
pose  risks  to  the  envinMoment,  it  appears 
that  Guthion  poses  a  greetw  risk  than 
the  alternatives.  Non^eless,  the 
Agency  is  interested  in  reducing  risk 
posed  by  pesticides  used  to  control  the 
sugarcane  borer. 

n.  Infbrmatiott  Sou^t  by  EPA 

EPA  is  required  by  law  to  ensure  that 
pesticides  do  not  cause  imreasonable 
adverse  effects  on  people  or  the 
environment.  As  part  of  its  evaluation 
process,  the  Agency  collects  information 
on  the  risks  and  benefits  of  pesticides. 
The  Agency  is  interested  in  soliciting 
public  comment  on  means  to  control  the 
sugarcane  borer  in  Louisiana  while 
protecting  the  environment.  An  attempt 
has  already  been  made  to  reduce  the 
ecological  risk  from  Guthion  (through 
1991  label  changes)  and  the  Agency  is 
unaware  of  any  effadive  alternative 
means  to  control  the  sugarcane  borer 
which  does  not  also  cause  adverse 
ecological  effiacts.  Therefore,  the  Agency 
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has  decided  to  solicit  comment  from  all 
interested  parties  on  this  issue  before  it 
decides  what  action  it  will  take,  if  any. 
to  mitigate  risks  from  control  of  the 
susaicane  borer. 

The  Agency  is  specifically  interested 
in  hearing  public  comment,  or  receiving 
written  comment  on  the  following 

topics. 

1.  Quantity  and  use  of  pesticides  to 
control  sugarcane  borer.  This  includes 
the  number  of  the  difiiarent  pesticides 
used  to  control  the  sugarcane  borer  by 
fanners,  sugarcane  grower 
organizations,  or  the  State,  (including 
the  amount  of  pesticides  stored),  and 
the  number  of  acres  treated  with 
pesticides  to  control  the  sugarcane 
borer.  In  addition,  the  Agency  is 
interested  in  how  the  dinerent 
pesticides  are  used  such  as  application 
rates,  methods  of  appUcation,  frequency 
of  applications  and  timing. 

2.  Efficacy  of  the  various  pesticide 
controls  of  sugarcane  borer.  The  Agency 
would  like  information  on  the  biological 
efficacy  of  the  available  pesticide 
control  alternatives  (whether  growers 
would  anticipate  any  yield  loss  from  the 
use  of  Guthion  alternatives  taking  into 
consideration  the  wet  conditions  under 
which  sugarcane  is  grown  in  Louisiana). 
In  addition,  the  Agency  wo\ild  like  to 
know  if  there  woiild  be,  and  to  what 
degree,  a  resurgence  of  aphids  if  only 
the  Guthion  alternatives  were  availaole. 

3.  Pest  management  practices  and  risk 
reduction.  The  Agency  would  Uke 
public  input  on  the  possibility  and 
effectiveness  of  different  pest 
management  techniques  to  control  the 
sugarcane  borer,  including  non- 
chemical  pest  controls.  The  Agency 
encourages  comment  on.  but  not  limited 
to:  Restriction  of  application,  use  of 
buffer  zones,  integrated  pest 
management  techniques,  different  tank 
mixes,  or  reduced  wing  span  for  aerial 
apphcations.  The  Agency  is  specifically 
interested  in  possible  risk  mitigation 
measures  that  could  be  used  to  reduce 
the  ecological  risk  from  Guthion. 

4.  Cost  of  sugarcane  borer  control. 
The  Agency  would  like  to  know  what 
costs  (gains  or  losses  to  profits)  would 
be  incurred  by  sugarcane  growing 
parties  if  only  Guthion  alternatives  were 
available.  For  example,  cost  for 
additional  extension  agent  service,  or 
increased  applications,  or  change  in 
appUcation  equipment.  Information  on 
sugarcane  crop  budget  would  also  be 
helpful  in  the  Agency's  benefit  analysis 
ofthis  use  site. 

5.  £nvironjnentai  and  human  health 
effects  from  control  of  the  sugarcane 
borer.  Finally,  the  Agisncy  invites  public 
comment  on  any  knowm  numan 
poisoning  events  or  additional 


ecological  effects  (fish  or  bird  or 
mammal  mortaUties)  associated  with  the 
use  of  Guthion  or  any  of  the  alternatives 
when  used  to  control  the  sugarcane 
borer. 

m.  Registration  to  Make  Commenta 

Persons  who  wish  to  speak  at  the 
public  meeting  are  encouraged  to 
register  in  advance  by  submitting  a  brief 
written  request  to  EPA  on  or  before 
January  29. 1993.  However,  those  who 
do  not  register  by  January  29  may 
register  in  person,  on  February  4th.  to 
make  a  presentation  at  the  meeting,  if 
time  permits. 

The  Agency  encourages  parties  to 
submit  data  to  substantiate  comments 
whenever  possible.  All  comments,  as 
well  as  information  gathered  at  the 
public  meetings  will  be  available  for 
public  inspection  from  8:00  a.m.  to  4:30 

{).m.,  Monday  through  Friday  (except 
egal  holidays),  at  the  Public  Response 
and  Program  Resource  Branch,  Field 
Operations  Division,  Rm.  1132,  Crystal 
Mall  #2. 1921  Jefferson  Davis  Highway, 
Arlington,  VA. 

Information  submitted  as  part  of  any 
comment  may  be  claimed  as 
confidential  by  marking  any  or  all  of 
that  infcomation  as  Confidential 
Business  Information  (CBI).  Information 
so  marked  will  not  be  disclosed  except 
in  accordance  with  the  procedures  set 
forth  in  40  CFR  part  2.  A  copy  of  the 
comment  that  does  not  contain  CBI 
must  be  submitted  for  inclusion  in  the 
public  record.  Information  not  marked 
confidential  may  be  disclosed  publicly 
by  the  Agency  without  prior  notice  to 
the  submitter.  The  Agency  anticipates 
that  most  of  the  comments  vnll  not  be 
classified  as  CBI,  and  prefers  that  all 
information  submitted  be  publicly 
available.  Any  records  or  transcripts  of 
the  open  meetings  will  be  considered 
public  information  and  cannot  be 
declared  CBI. 

IV.  Structure  of  the  Meeting 

EPA  will  open  the  meeting  with  brief 
introductory  comments.  EPA  will  then 
invite  those  parties  who  have  registered 
by  January  29  to  present  their 
comments.  Those  who  registered  the 
day  of  the  meeting  will  be  offered  the 
opportimity  to  present  their  comments, 
if  time  permits.  EPA  anticipates  that 
each  speaker  will  be  permitted  about  10 
minutes  to  make  comments.  After  each 
speaker.  Agency  representatives  may 
ask  the  presenter  questions  of 
clarification.  The  Agency  reserves  the 
right  to  adjust  the  time  for  presenters 
depending  upon  the  number  of 
speakers. 

Members  of  the  public  are  encouraged 
to  submit  written  documentation  to  EPA 


at  the  meeting  to  ensxire  that  their  entire 
position  goes  on  record  in  the  event  that 
time  does  not  permit  a  complete  oral 
presentation.  Written  comments  should 
include  the  name  and  address  of  the 
author  as  well  as  any  sources  used.  Any 
information  may  be  delivered  to  Tom 
Moriarty  at  the  address  stated  earlier  in 
this  Notice. 
Dated:  January  8, 1993. 

Daniel  M.  Borolo, 

Director,  Special  Review  and  Reregistration 
Division,  Office  of  Pesticide  Programs. 

(FR  Doc.  93-926  Filed  1-13-93;  8:45  am] 
MUJNO  CODE  ««0-tO-F 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[OPP-50752;  FRL-417S-71 

Issuance  of  Experimental  Use  Permits 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

Acnow;  Notice. 

SUMMARY:  EPA  has  granted  experimental 
use  permits  to  the  following  applicants. 
These  permits  are  in  accordance  with. 
and  subject  to,  the  provisions  of  40  CFR 
part  172,  which  defines  EPA  procedures 
with  respect  to  the  use  of  pesticides  for 
experimental  use  purposes. 
FOR  FURTHER  INFORMATION  CONTACT:  By 
mail:  Registration  Division  (H7505C), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  401 
M  St..  SW.,  Washington,  DC  20460.  In 
person  or  by  telephone:  Contact  the 
product  manager  at  the  following 
address  at  the  office  location  or 
telephone  number  cited  in  each 
experimental  use  permit:  1921  Jeffierson 
Davis  Highway,  Arlington,  VA. 
SUPPLEMENTARY  INFORMATION:  EPA  has 
issued  the  following  experimental  use 
permits: 

lOO-EUP-95.  Issuance.  Qba-Geigy 
Corporation,  P.O.  Box  18300. 
Greensboro,  NC  27419.  This 
experimental  use  permit  allows  the  use 
of  16,000  i}o\mds  of  the  insecticide- 
mitidde  methidathion  on  4,000  acres  of 
almonds  and  citrus  to  evaluate  the 
control  of  various  insects  and  mites.  The 
program  is  authorized  only  in  the  State 
of  California.  The  experimental  use 
permit  is  effective  from  November  4, 
1992  to  November  4, 1993.  A  permanent 
tolerance  for  residues  of  the  active 
ingredient  in  or  on  almonds  and  citrus 
has  been  established  (40  CFR  180.298). 
(Dennis  Edwards,  PM 19,  Rm.  207,  CM 
«2,  (703-305-6386)) 

264-EUP-85.  Renewal.  Rhone- 
Poulenc  Ag  Company,  P.O.  Box  12014, 


[OPP-1808« 


SUMMARY:  E 


ADDRESSES 
comments. 
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2  T.W.  Alexander  Drive,  Research 
Triangle  Park,  NC  27709.  This 
experimental  use  permit  allows  the  use 
of  215  pounds  of  tne  fungicide 
iprodione  on  160,000  bu^els  of  shelled 
com  to  evaluate  the  control  of  storage 
molds  (aspeigillus  and  penicillium). 
The  program  is  authorized  only  in  the 
States  of  Iowa,  Illinois,  Indiana,  Kansas, 
Minnesota,  and  Nebraska.  The 
experimental  use  permit  is  effective 
from  October  28, 1992  to  December  31, 
1992.  A  temporary  tolerance  for 
residues  of  the  active  ingredient  in  or  on 
field  com  has  been  established.  (Susuan 
Lewis.  PM  21.  Rm.  227,  CM  #2.  (703- 
305-6900)) 

Persons  wishing  to  review  these 
experimental  use  permits  are  referred  to 
the  designated  product  manager. 
Inquires  concerning  these  permits 
should  be  directed  to  the  person  cited 
above.  It  is  suggested  that  interested 
persons  call  before  visiting  the  EPA 
office,  so  that  the  appropriate  file  may 
be  made  available  for  inspection 
purposes  from  8  a.m.  to  4  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays. 

Authority:  7  U.S.C  136. 

Dated:  January  S,  1993. 
Lawrence  E.  CuUeen, 

Acting  Director.  Registration  Division,  Office 
of  Pesticide  Programs. 
IFR  Doc.  93-933  Filed  1-13-93:  8:45  am] 
MLUNCi  cooe  «to-a»-F 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[OPP-1 80882;  FRL  4183-1] 

Receipt  of  Application  for  Em«r0ency 
Exemption  To  Use  Fenoxycarb; 
Solicitation  of  Public  Comment 

agency:  Environmental  Protection 

Agency  (EPA). 

ACnow:  Notice. ^^_ 

SUMMARY:  EPA  has  received  a  specific 
exemption  request  from  the  Washington 
Department  of  Agricultiire  (hereafter 
referred  to  as  the  "Applicant")  for  use 
of  the  pesticide  fenoxycarb  (CAS  72490- 
01-8)  to  control  pear  psylla  [Cacopsylla 
pyricola)  on  up  to  16,000  acres  of  pears. 
The  Applicant  proposes  the  first  food 
use  of  an  active  ingredient;  therefore,  in 
accordance  with  40  CFR  166.24.  EPA  is 
soliciting  public  comment  before 
making  the  decision  whether  or  not  to 
grant  the  exemption. 
DATES:  Comments  must  be  received  on 
or  before  January  29, 1993. 
ADDRESSES:  Three  copies  of  written 
comments,  bearing  the  identification 


notation  "Cff>P-180882"  should  be 
submitted  by  mail  to:  Public  Dodcet  and 
Freedom  of  Information  Section,  Field 
Operations  Division  (H7506C),  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  401  M  St..  SW.. 
Washington.  D.C  20460.  In  person, 
bring  comments  to:  Rm.  1128,  Crystal 
Mall  *2. 1921  Jefferson  Davis  Midway, 
Arlington,  VA. 

Information  submitted  in  any 
comment  concerning  this  notice  may  be 
claimed  confidential  by  marking  any 
part  or  all  of  that  information  as 
"Confidential  Business  Informaticm." 
Information  so  marked  will  not  be 
disclosed  except  in  accordance  with 
procedures  set  forth  in  40  CFR  part  2. 
A  copy  of  the  comment  that  does  not 
contain  Confidential  Business 
Information  must  be  provided  by  the 
submitter  for  inclusion  in  the  public 
record.  Information  not  marked 
confidential  may  be  disclosed  pubUcly 
by  EPA  vnthout  prior  notice.  All  written 
comments  filed  pursuant  to  this  notice 
will  be  available  for  public  inspection  in 
Rm.  1128,  Crystal  Mall  «2, 1921 
Jefferson  Davis  Highway,  Arlington,  VA. 
from  8  a.m.  to  4  p.m.,  Monday  through 
Friday,  except  legal  hoUdays. 
FOR  RJRTHER  INFORMATION  CONTACT:  By 
mail:  Andrea  Beard,  Registration 
Division  (H7505C),  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  401  M  St.,  SW.,  Washington, 
D.C.  20460.  Office  location  and 
telephone  number:  Rm.  718,  Crystal 
Mali  #2, 1921  Jefferson  Davis  Highway, 
ArUngton,  VA,  (703-305-7890). 
SUPPLEMENTARY  MFORMATKM:  Pursuant 
to  section  18  of  the  Federal  Insecticide. 
Fungicide,  and  Rodentidde  Act  (FIFRA) 
(7  U.S.C.  136p),  the  Administrator  may, 
at  his  discretion,  exempt  a  State  agency 
from  any  registration  provision  of 
FIFRA  if  he  determines  that  emergency 
conditions  exist  which  require  such 
exemption.  The  Applicant  has  revested 
the  Administrator  to  issue  a  spednc 
exemption  for  the  use  of  the  insecticide, 
fenoxycarb,  manufoctured  as 
Fenoxycarb  25  WP.  by  Qba-Geigy 
Corporation,  to  control  pear  psylla,  on 
up  to  16,000  acres  of  pears,  biformation 
in  accordance  with  40  CFR  part  166  was 
submitted  as  part  of  this  request. 

The  Applicant  states  that  pear  psylla 
is  a  major,  chronic  pest  of  all 
Washington  and  Oregon  pear  orchards. 
The  pear  psylla  causes  damage  by 
injecting  a  toxin  into  the  tree  during  the 
feeding  process,  which,  in  the  long  run, 
is  debilitating  and  reduces  vigor  and, 
ultimately,  yield.  The  pear  psylla  also 
causes  injury  by  the  copious  amounts  of 
honeydew  which  are  secreted  by  the 

feeding  nymphs.  Honeydew  on  the  fruit 


causes  deformed  frxdt  and  russeting. 
major  quaUty  problems  which  cause 
downgrading  of  fruit  and  increased 
cullage.  In  addition,  the  honeydew 
causes  secondary  problems  with  black 
sooty  mold  on  the  fruit.  If  the  pest  is  left 
totally  uncontrolled,  it  will  cause 
eventual  tree  debilitation  and  dramatic 
yield  decreases.  Pear  psylla  overwinter 
as  adults  in  the  trees.  Dormant  spraying 
is  necessary  to  reduce  the  overwintering 
adult  population  before  they  lay  eggs. 
The  only  efiiective  winter  spray 
materials  for  some  years  were  the 
S]mthetic  pyrethroids.  permethrin  and 
fenvalerate.  When  widespread 
resistance  to  these  materials  became 
evident  in  the  psylla  population  by 
1987-88.  the  AppUcant  states  that 
cyfluthrin  was  used  imder  crisis 
exemptions  in  1988  and  1990,  and 
under  specific  exemption  in  1989  and 
1991  and  found  to  be  highly  efficacious. 
The  AppUcant  also  made  use  of 
cyfluthrin  in  1992  under  the  provisions 
of  a  specific  exemption.  The  Applicant 
claims  that  an  emergency  situation  now 
exists,  in  that  failure  of  cyfluthrin  has 
been  demonstrated,  indicating  the 
development  of  pear  psylla  populations 
which  are  resistant  to  this  previously 
effective  material. 

The  AppUcant  is  requesting  the  use  of 
fenoxycarb,  and  claims  that  field  trials 
have  demonstrated  that  this  material 
provides  excellent  control  of  pear  psylla 
in  pears.  The  Applicant  wishes  to  treat 
up  to  16.000  acres  of  pear  trees  using  up 
to  4,000  pounds  of  active  ingredient  Up 
to  two  appUcations  would  he  made  per 
growing  season,  at  a  maximimi  rate  of  2 
oz.  active  ingredient  (8  oz.  product)  per 
acre,  diluted  in  water  to  make  a 
minimum  spray  volimie  of  50-400 
gallons  per  acre.  Application  of 
fenoxycarb  would  not  be  allowed  by  air 
or  through  chemigation  equipment.  This 
is  the  first  year  that  the  Applicant  has 
requested  this  use  of  fenoxycarb. 

This  notice  does  not  constitute  a 
decision  by  EPA  on  the  appUcation 
itself.  The  regulations  governing  section 
18  require  publication  of  a  notice  of 
receipt  in  the  Federal  Register  and 
soUcit  pubUc  comment  on  an 
appUcation  for  a  specific  exemption    . 
proposing  the  first  food  use  of  an  active 
ingredient.  Accordingly,  interested 
persons  may  submit  written  views  on 
this  subject  to  the  Field  Operations 
Division  at  the  address  above. 

The  Agency,  accordingly,  wilt  review 
and  consider  all  comments  received 
during  the  comment  period  in 
determining  whether  to  issue  the 
emergency  exemption  requested  bv  the 
Washington  Department  of  Agriculture. 
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Dited: 


2».19a2. 


Acting  Unetot,  tteglMtration  DMtion,  Office 
ofPntickkProffamt. 

(FR  Doc.  03-032  Filed  1-13-03  8:45  am] 


FEDERAL  RESERVE  SYSTEM 

Firat  Bank  Syatom,  Ine^  •!  al.; 
Formaliorw  of;  AcquiaMona  by;  and 
Itorgara  of  Bank  Holding  Cowpanlaa 

The  companiac  listed  in  this  notice 
have  applied  for  the  Board's  approval 
under  section  3  of  the  Bank  Holding 
Company  Act  (12  U.S.C  1842)  and  § 
225.14  of  the  Board's  Regulation  Y  (12 
OH  225.14]  to  become  a  bank  holding 
company  or  to  acquire  a  bank  or  bank 
hclding  company.  The  factors  that  are 
r  msidered  in  acting  on  the  applicaticHis 
are  set  forth-in  section  3(c)  of  the  Act 
(12  U.S.C.  1842(c)). 

Each  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  ofGces  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  or  to  the  offices  of  the 
Board  of  Governors.  Any  comment  on 
an  application  that  requests  a  hearing 
must  include  a  statement  of  why  a 
written  presentation  would  not  suffice 
in  lieu  of  a  hearing,  identifying 
specifically  any  questions  of  fact  that 
are  in  dispute  and  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  not  later  than  February 

o,  1993. 

A.  Federal  laavnTe  Bank  of 

Minneapolis  (James  M.  Lyon,  Vice 
President)  250  Marquette  Avenue, 
Minneapolis,  Minnesota  55480: 

I.  First  Baiik  System,  Inc.. 
Minneapolis,  Minnesota;  and  Central 
Bancorporation.  Inc.  Denver,  Colorado; 
to  acquire  100  percent  of  the  voting 
shares  of  Bank  Western  National 
Association,  Denver,  Colorado,  a  de 
novo  bank. 

B.  Federal  Resefre  Bank  of  Kansas 
City  (John  E.  Yorke.  Senior  Vice 
President)  925  Grand  Avenue,  Kansas 
City,  Missouri  64198: 

I.  Cherokee  County  Banshares,  Inc., 
Hulbert  Oklahoma:  to  become  a  bank 
holding  company  1^  acquiring  100 
percent  of  the  voting  shares  of  First 
State  Bank,  Hulbert  CMdahoma. 

C  Federal  Raserve  Bank  of  Dallas 
(W.  Arthur  Tribble,  Vice  President)  400 


South  Akard  Street.  Dallas,  Texas 
75222: 

I.  First  Bancorp.  Inc..  Dsnton.  Texas. 
Texas  Financial  Bancorporation,  faic. 
Miimeapolis,  Minnesota,  and  First 
Delaware  Bancorp,  Inc.,  Dover, 
Delaware;  to  acquire  100  percent  of  the 
voting  shares  of  The  Tenell  State  Bank. 
Terrell.  Texas. 

Board  of  Governors  of  the  Federal  Reserve 
System.  January  8, 1993. 
Jeiiiilhi  J.  loliBMni, 
Associate  Secretary  of  the  Board. 
(FR  Doc.  93-952  Filed  1-13-03;  8:45  am) 
aiUMQ  OOOf  M1«-tl-# 


UJB  Financial  Corp^  at  al.;  Notica  of 
AppUcationa  To  Engaga  da  novo  In 
Pannlaalbia  NonbonMng  ActtvMaa 

The  companies  listed  in  this  notice 
have  filed  an  application  under  § 
225.23(a)(1)  of  the  Board's  Regulation  Y 
(12  CFR  225.23(a)(1))  for  the  Board's 
approval  under  secticm  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a))  to  commence  or  to 
engage  de  novo,  either  directly  or 
through  a  subsidiary,  in  a  nonbanking 
activity  that  is  listed  in  %  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  {>ermi3sible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 

Each  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  th^  views  in  vrriting  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  imfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statemmt  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  wotild  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  the  applications  must  be 
received  at  the  Reserve  Bank  indicated 


or  the  offices  of  the  Board  of  Governors 
not  later  than  Febmary  3. 1993. 

A.  Federal  Reserve  Bank  of  New 
York  (William  L.  Rutledge,  Vice 
President)  33  Libwty  Street,  New  York, 
New  York  10045: 

1 .  UJB  Financial  Corp.,  Princeton, 
New  Jersey:  to  engage  de  novo  through 
its  subsidiary,  Richard  Blackman  k  Co., 
Inc.,  Paramus.  New  Jersey,  in  securities 
brokerage  activities  pursuant  to  $ 
225.25(b)(15);  and  investment  and 
financial  advisory  services  pursuant  to  $ 
225.25(b)(4Kiii)  of  the  Board's 
Regulation  Y. 

B.  Federal  Reserve  Bank  of 
Minneapolis  (James  M.  Lyon,  Vice 
President)  250  Marquette  Avenue, 
Minneapolis,  Minnesota  55480: 

1.  Dunn  County  Bankshares,  Inc.. 
Menomonie,  Wisconsin;  to  engage  de 
novo  in  making  and  servicing -one  loan 
pursuant  to  §  225.25(b)(1)  of  the  Board's 
Regulation  Y.  This  activity  will  be 
conducted  in  Eau  Claire,  Wisconsin. 

Board  of  Governors  of  the  Federal  Reserve 
System,  January  8. 1993. 
JennifiBr  J.  Johneon, 
Associate  Secretary  of  the  Board. 
[FR  Doc.  93-953  Filed  1-13-93;  8:45  ami 
BiujNC  cooc  aaio-oi-F 


First  Bank  System,  Inc.  and  Central 
Bancorporation,  Inc.;  Fomiationa  of, 
Acqulaltiona  by,  and  Margera  of  Bank 
Holding  Companies;  and  Acqulaltiona 
of  Nonbanking  Companlea 

The  companies  listed  in  this  notice 
have  applied  under  §  225.14  of  the 
Board's  Regulation  Y  (12  CFR  225.14) 
for  the  Board's  approval  under  section 
3  of  the  Bank  Holding  Company  Act  (12 
U.S.C.  1842)  to  become  a  bank  holding 
company  or  to  acquire  voting  securities 
of  a  bank  or  bank  holding  company.  The 
listed  companies  have  also  applied 
under  §  225.23(a)(2)  of  Regulation  Y  (12 
CFR  225.23(a)(2))  for  the  Board's 
approval  under  section  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a))  to  acquire  or 
control  voting  seciuities  or  assets  of  a 
company  engaged  in  a  nonbanking 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies,  or  to  engage  in  such 
an  activity.  Unless  otherwise  noted, 
these  activities  will  be  conducted 
throughout  the  United  States. 

The  applications  are  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
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Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effects,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  February  8, 
1993. 

A.  Federal  Reserve  Bank  of 

Minneapolis  (James  M.  Lyon,  Vice 
President)  250  Marquette  Avenue, 
Minneapolis,  Minnesota  55480: 

1.  First  Bank  System,  Inc., 
Minneapolis,  Minnesota,  and  Central 
Bancorporation,  Inc..  Denver,  Colorado; 
to  merge  with  or  acquire  up  to  100 
percent  of  the  voting  shares  of  Colorado 
National  Bankshares,  Inc.,  Denver, 
Colorado,  and  thereby  indirectly  acquire 
Colorado  National  Bank,  Denver, 
Colorado;  Colorado  National  Bank  • 
Belmont,  Pueblo,  Colorado;  Colorado 
National  Bank  -  Pueblo,  Pueblo. 
Colorado;  Colorado  National  Bank  - 
Glenwood,  Glenwood  Springs, 
Colorado;  Colorado  National  Bank  - 
Grand  Junction,  Grand  Jimction, 
Colorado;  Colorado  National  Bank  - 
Longmont,  Longmont,  Colorado; 
Colorado  National  Bank  -  Ft.  Collins. 
Fort  Collins.  Colorado;  and  Colorado 
National  Bank  -  Exchange,  Colorado 
Springs,  Colorado. 

In  connection  with  this  application, 
Applicants  also  propose  to  acquire 
Colorado  National  Insurance  Agency. 
Inc.,  Denver,  Colorado,  and  thereby 
engage  in  selling  credit  life,  and 
accident  and  disability  insurance 
piirsuant  to  §  225.25(b)(8)(i);  and 
Colorado  National  Life  Insurance 
Company,  Inc.,  Denver,  Colorado,  and 
thereby  engage  in  reinsuring  credit  life, 
and  accident  and  disability  insurance 
pursuant  to  §  225.25(b)(8)(i)  of  the 
Board's  Regulation  Y. 


Board  of  Govemon  of  the  Federal  Reserve 
System,  January  8. 1993. 
JonnifBr  |.  Johnaon. 
Associate  Secretary  of  the  Board. 
(FR  Doc.  93-954  Filed  1-13-93;  8:45  am] 
MLUNQ  coot  BIO-M-r 


nrtt  state  BancSharaa,  Inc.; 
Acquiaition  of  Company  Engaged  In 
Parmlaalble  NonbanUng  ActlvMea 

The  organization  listed  in  this  notice 
has  applied  under  §  225.23(a)(2)  or  (f) 
of  the  Board's  Regulation  Y  (12  CFR 
225.23(a)(2)  or  (f))  for  the  Board's 
approval  under  section  4(c)(8)  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843(c)(8))  and  §  225.21(a)  of  Regulation 
Y  (12  CFR  225.21(a})  to  acquire  or 
control  voting  securities  or  assets  of  a 
company  engaged  in  a  nonbanldng 
activity  that  is  listed  in  §  225.25  of 
Regulation  Y  as  closely  related  to 
banking  and  permissible  for  bank 
holding  companies.  Unless  otherwise 
noted,  such  activities  will  be  conducted 
throughout  the  United  States. 

The  application  is  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
application  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Govemora.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  consummation  of  the 
proposal  can  "reasonably  be  expected  to 
produce  benefits  to  the  public,  such  as 
greater  convenience,  increased 
competition,  or  gains  in  efficiency,  that 
outweigh  possible  adverse  effiedts,  such 
as  undue  concentration  of  resources, 
decreased  or  unfair  competition, 
conflicts  of  interests,  or  unsound 
banking  practices."  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
fact  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Comments  regarding  the  application 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  February  8, 
1993. 

A.  Federal  Reserve  Bank  of  Kansas 
City  (John  E.  Yorke,  Senior  Vice 
President)  925  Grand  Avenue,  Kansas 
City,  Missouri  64198: 

1.  First  State  BancShares,  Inc., 
Scottsbluff,  Nebraska;  to  acqtiire 
Security  First  Savings  &  Low 
Association,  Cheyenne,  Wyoming,  and 


thereby  engage  in  operating  a  savings 
association  pursuant  to  §  225.25(b)(9)  of 
the  Board's  Regulation  Y. 

Board  of  Govemois  of  the  Federal  Reaerve 
System,  January  8. 1993. 
jenniiiBr  |.  Johntoii, 

Associate  Secretary  of  the  Board. 

[FR  Doc.  93-955  Filed  1-13-93;  8:45  am] 

MLUNQ  cooc  ane-M-f 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Agency  for  Toxic  Sutwtancea  and 
Diaeaae  Regletry 

[ATSDR-66] 

Requeat  for  Nomlnationa  for  Peer 
Reviewera 

AGENCY:  Agency  for  Toxic  Substances 
and  Disease  Registry  (ATSDR).  PubUc 
Health  Service  (PHS),  Department  of 
Health  and  Human  Services  (HHS). 
action:  Notice. 

summary:  The  Agency  for  Toxic 
Substances  and  Disease  Registry 
(ATSDR).  United  States  Public  Health 
Service.  Department  of  Health  and 
Human  Services,  is  seeking  nominations 
for  peer  reviewera  for  studies  and 
research  projects  conducted  or 
sponsored  by  ATSDR. 
FOR  FURTHER  INFORMATION  CONTACT: 
John  S.  Andrews,  Jr.,  M.D.,  Associate 
Administrator  for  Science,  Mailstop  E- 
28,  ATSDR.  1600  Clifton  Road.  NE.. 
Atlanta.  Georgia  30333.  telephone  (404) 
639-0708.  Persons  interested  in  serving 
as  peer  reviewera  should  send  the 
following  information:  Name,  address, 
telephone  number,  FAX  number,  and  a 
curriculum  vitae  to  Dr.  Andrews  at  the 
above  address.  Persons  who  have 
previously  applied  should  submit  a 
revised  curriculum  vitae. 
SUPPLEMENTARY  INFORMATION:  ATSDR  in 
carrying  out  the  health-related 
authorities  of  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act,  as 
amended  (CERCLA)  (42  U.S.C.  9601  et 
seq.),  conducts  epidemiological  studies 
of  persons  exposed  to  hazardous 
substances  and  toxicilogical  studies  of 
hazardous  substances.  Protocols  and 
final  reports  of  studies  and  results  of 
research  funded,  sponsored,  or 
conducted  by  ATSDR  will  be  peer 
reviewed  in  accordance  with  me 
mandates  of  CERCLA.  section  104(i)(13) 
(42  U.S.C.  9604(i)(13)).  which  requires 
that  all  studies  and  results  of  research 
conducted  under  this  subsection  (other 
than  health  assessments)  shall  be 
reported  or  adopted  only  after 
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appropriate  peer  review.  Such  peer 
review  shall  be  completed,  to  the 
nmxiiT'M'"  extent  practicable,  within  a 
period  of  60  days.  Such  peer  review 
shall  be  conducted  by  panels  consisting 
of  no  less  than  three  nor  more  than 
seven  members,  who  shall  be 
disinterested  adentific  experts  selected 
for  such  pmpoae  by  the  Administrator 
of  ATSDR  on  the  basis  of  their 
repuUtioo  for  scientific  ot^ectivity  and 
the  lack  of  institutional  ties  wrlth  any 
persons  involvad  in  the  conduct  of  the 
study  or  research  imdar  review.  Peer 
reviewers  will  be  asked  to  sign 
statements  indicating  tturr  adcnowledge 
compliance  with  the  conflict-of-interest 

firovision  of  CERCLA  section  104(iMl3) 
42  use.  9604(i)(13)). 

Peer  reviewers  will  be  sent  protocols 
and  final  reports  of  studies  and  results 
of  research  and  asked  to  provide  their 
individual  written  comments  within  an 
agreed-upon  time  frame.  Peer  reviewers 
will  cat^orize  these  protocols  and  final 
reports  as  (1)  recommended,  (2) 
recommended  with  required  changes,  or 
(3)  not  recommended.  After 
categorization,  protocols  and  final 
reports  of  studies  and  results  of  research 
will  be  returned  to  ATSDR.  Individual 
peer  review  comments  wriU  be  released 
to  principal  investigators  and  the 
appropriate  ATSDR  Divisions  and  may 
be  subject  to  release  under  the  Freedom 
of  Information  Act  (5  U.S.C  552,  as 
amended). 

Experts  in  the  following  areas  are 
needed: 

Analytical  Chemistry 
Aquatic  Toxicity/Toxicity  Testing 
Biostatistics 

Cellular  and  Molecular  E{Hdemiology 
Cellular  and  Molecular  Toxicology 
Chronic  Disease  Epidemiology 
Clinical  Pathology 
Commimication 
Community  Medicine 
Computer  Science 
Developmental  Pediatrics 
Demography 

Environmental  Chemistry 
Environmental  Engineerhig 
Environmental  Epidemiology 
Environmmital  Fate  and  Transport  of 

Pollutants 
Environmental  Health 
Epidemiology 
Ethics 

Genetic  Toxicology 
Health  Physics 
Hydrogeology 
Immunology 
Internal  Medicine 
Laboratory  Medicine 
Marine  Biology 
Minority  Heaimi  Issues 
Neurobehavior 


Neurobdiavioial  Testing 

Neurotoxidhr 

Neurotoxicofogy 

Occupational  Medicine 

Pathology 

Pediatrics 

Physiology 

Preventive  Medicine 

Psychology 

PubUc  Health 

Pulmonary 

Reproductive  Health 

Reprodiictive  Toxicology 

Riu  Assessment 

Science  Policy 

Sociology 

Statistics 

Toxicokinstics/Pharmacokinetics 

Toxicology 

Reviewers  will  be  paid  a  consuhation 
fee  for  their  reviews.  In  general,  persons 
who  review  the  protocol  for  a  particulM- 
study  or  research  will  also  be  ssked  to 
review  the  final  report  for  the  study  or 
research. 

DatMi:  January  8, 1993. 
Walter  LOewdla, 

Acting  Adminittmtor.  Agntcyfer  Toxic 
Substancaa  and  Dktaat  negitby. 
|FR  Doc  93-838  PUod  1-13-03: 8.-45  am] 
BHJJNQ  cooe  4i«s-iem 


Natloiwi  hfMlltutM  or  HmMi 
StatMMtit  of  Oigantiallon,  Functioiw, 

Part  H.  Chapter  HN  (Natiooal 
Institutes  of  Health)  of  the  SUtement  of 
Organization.  Functions,  and 
Delegations  of  Authority  far  the 
Department  of  Health  and  Hiunan 
Services  (40  FR  22859.  May  27, 1975.  as 
amended  most  recently  at  57  FR  54243, 
November  17, 1992).  is  amended  to:  (1) 
Correct  the  standard  administrative 
codas  (SAC)  f<x  the  Office  of  Research 
on  Minority  Health  from  CHNE)  to 
HNAE),  and  the  Office  of  Research  on 
Women's  Health  from  (HNAF)  to 
(HNAG)  at  the  above-mentioned 
citation;  and  (2)  reflect  the 
reorganization  of  the  Division  of 
Computer  Rsaeaich  and  Technology 
(DCRT),  National  Institutes  of  HealUi 
(NIH),  to  better  meet  the  needs  of  the 
biomedical  community,  and  the  NIH 
community  at  large,  in  the  application 
of  advanced  omiputing  technology;  and 
more  clearly  reflect  its  reporting 
relationships.  The  reorgsnization 
consists  of:  (1)  The  reslignment  of  the 
Office  of  Administration  Management 
(HNU14).  and  the  establishm«it  of  the 
Office  of  Information  Resources 
Management  (HNU18)  within  the  Office 
of  the  Director.  DCRT;  (2)  the 
establishment  of  the  Office  of 


Computing  Resources  and  Services 
(HNU2),  and  the  Office  of 
Onnputational  Bioscienoe  CHNU3);  sad 
(3)  the  realignment  of  DCRT's  standard 
administrative  codes  (SACs). 

Section  HN-4,  OrganizaticHi  and 
Functions,  is  amended  as  follows:  (1) 
Under  the  heeding  Office  of  Research  on 
Minority  Health  (HNE).  replace  the 
standard  administrative  code  (HNE) 
with  the  standard  administrative  code 
(HNAE). 

(2)  Under  the  heading  Office  of 
Research  on  Women's  Health  (HNAF), 
replace  the  standard  administrative 
code  (HNAF)  with  the  standard 
administrative  code  (HNAG). 

(3)  Under  the  heading  Division  of 
Computer  Research  and  Technology 
(HNU),  insert  the  following: 

Office  of  Administrative  Management 

(HNU14) 

(1)  Advises  the  DCRT  Director  oo 
management  aspects  of  the  Division's 
programs,  policies,  and  procedures;  (2) 
provides  administrative  services  in 
support  of  DCRT  program  efforts;  (3) 
coordinates  DCRT's  response  to  NIH- 
wide  management  programs:  (4) 
provides  staff  support  in  information 
sciences  in  support  of  the  DCRT  and 
NIH  mission;  (5)  plans  and  carries  out 
scientific  and  technical  commxmications 
activities  for  DCRT;  and  (6)  manages  a 
core  collection  of  computer  and 
computer  science-related  information 
for  NIH. 

Ofpce  of  Information  Resources 
Management  (HNUlS) 

(1)  Advises  the  Director  and  Deputy 
Director  on  all  aspects  of  Infkmnation 
Resources  Management  (IRM)  activities, 
including  DCRT  IRM  strategic  planning, 
capacity  management  and  planning, 
security,  and  coordination  of  the 
acquisition  of  Federal  Information 
Processing  (FIP)  resources;  (2)  manages 
the  DCRT  IRM  program  activities;  (3) 
plans  and  conducts  user  surveys  and 
studies  to  assess  NIH  computing 
requirements;  (4)  serves  as  the  DCRT 
liaison  to  the  Office  of  Informstion 
Resources  Management,  OD/NIH.  on  all 
IRM  matters;  and  (5)  assists  DCRT  staff 
in  IRM  management,  including 
procurement  of  major  FIP  resources. 

p^ce  of  Computational  Bioscience 

(HNU2) 

(1)  Coordinates  and  manages  all 
Division  activities  related  to  the  conduct 
and  suppOTt  of  NIH  research  in  the 
computational  biosdmicas;  (2)  spplias 
computing  technology  to  researoi 
involving  molecular  structure 
determination  and  modeling,  protein 
and  DNA  sequence  analysis  snd 


concerning 
researdi,  an 


Sut)8tanc« 
Services  A 

Center  for '. 
Prevention 
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biomedical  imaging;  (3)  conducts  and 
supports  researdi  in  mathematical 
theoiy  and  biophjrsical  instnunentation 
to  flfxplain  biological  phenomaia  in 
tenns  of  chemistiy  aiui  i^i^sics;  (4) 
conducts  research  and  development  in 
computer  science  and  computational 
engineering;  (5)  promotes  the 
application  of  h^  performance 
computing  to  biomedical  research  and 
represents  the  Division  to  the  Federal 
program  in  Hig|i  Performance 
Computing  and  Communication 
(HPCC);  (6)  evaluates  the  overall 
performance  of  these  programs;  and  (7) 
commimicates  and  collaborates  with 
researchers  both  within  and  outside  NIH 
to  obtain  and  provide  infcmnaticm 
concerning  DCRT's  ongoing  and  fating 
researdi,  and  support  for  research. 

Office  of  Computing  Resources  and 
Services  (HNU3) 

(1)  Advises  the  Director  and  Deputy 
Director,  DCRT,  on  all  matters 
pertaining  to  the  management  of  DCRT 
ADP  service  and  support  programs;  (2) 
coordinates  and  oversees  all  programs 
related  to  the  development  and 
provision  of  networking  facilities;  (3) 
provides  centralized  computational  and 
data  processing  facilities  and 
professional  programming  services;  (4] 
provides  guidance  and  support  for  end 
users  of  distributed  computing 
technology,  including  personal 
computers,  workstations,  and  local  area 
networks;  (5)  provides  engineering 
design  to  facilitate  laboratory  and 
clinical  applications  of  automation 
technology;  and  (6)  provides  central 
systems  analysis,  and  design  and 
programming  resources  for  database 
projects  relating  to  scientific,  technical, 
management,  financial  and 
administrative  data. 

Doted:  January  6, 1993. 
Bemadina  Hsaly, 
Director.  STH. 
IFR  Doc.  93-835  Filed  1-13-93;  8:45  amj 

BUXHta  COOE  4140-01-M 


Substancs  AbuM  and  Mental  Health 
Sarvicea  Adminlatratlon 

Center  for  Subatance  Abuae 
Prevention;  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meeting  of 
the  Substance  Abuse  Prevention 
Conference  Review  Committee  of  the 
Center  for  Substance  Abuse  Prevention 
for  January  1993. 

Ine  initial  review  group  will  be 
performing  review  of  applications  for 
Federal  assistance;  therefore,  a  portion 
of  this  meeting  will  be  dosed  to  the 


public  as  detennined  by  the  Acting 
Administzator,  SAMHSA.  in  accordance 
with  S  U^C  S52b(c)(ft)  and  5  US.C 
app.  2 10(d). 

A  summary  of  die  maetiBg  and  roster 
of  committee  memban  may  be  obtained 
from:  Ms.  D.  Herman,  CSAP  ComButtee 
Management  Officer.  Substance  Abuse 
and  Msntal  Health  Services 
Administratioa,  Rodcwall  n  Building, 
suite  630, 5600  Fishers  Lane,  Rockville, 
MD  20857  (Telephone:  301-443-4783). 

Substantive  program  information  may 
be  obtained  finni  the  contact  v^iose 
name,  room  number,  and  telephone 
nunrtiK  is  listed  below. 

Committee  Name:  Substance  Abuse 
Prevention  ConfBnace  Review  Committee. 

Uaetiag  Date($):  )aauaiy  2S-29. 1903. 

Naoe:  Bethesda  Hyatt  Regency,  One 
Bethesda  Metro  Center,  Cartier  Tlffony  Room, 
Bethesda.  Maryland  20657. 

Open:  January  25, 1993  8  JO  a.m.-9  a.m. 

Closed:  Otherwise. 

Coatact:  Subetance  Abase  Prevention 
Conference,  Review  Committee,  Ferdinand 
W.  Hui,  Ph.D.,  Telephone:  (301)  443-4952. 

Dated:  January  S.  1993. 
Peggy  W.  Cockiill. 

Committee  Management  Officer,  Substance 
Abuse  andUent^  Health  Services 
Administration. 

fFR  Doa  93-801  Filed  1-13-93;  8;45  am) 
8UJJNQC00e41 


DEPARTMENT  OF  THE  INTERIOR 
Fieh  and  Wildlife  Service 
Receipt  of  AppUcationa  for  Permit 

The  following  applicants  have 
appKed  for  a  permit  to  conduct  certain 
activities  with  endangered  spedes.  This 
notice  is  provided  pursuant  to  section 
10(c)  of  the  Endangered  Species  Ad  of 
1973,  as  amended  (16  U.S.C.  1531,  et 
seq.y. 
Applicant:  John  J.  Jackson,  HI,  Metairie, 

LA.  PRT-774792. 

On  December  24, 1992,  a  notice  of  the 
proposed  import  of  one  horn,  removed 
from  a  live  rtiinoceros  in  Zimbabwe, 
was  published  in  the  Federal  Register. 
The  applicant  has  amended  his 
application  to  request  import  of  both 
horns  taken  from  one  sedated  black 
rhinoceros  [Diceros  bicomis).  The 
applicant  proposes  to  dart  a  rhinoceros 
with  anesdiesia  for  removal  of  the  horns 
by  a  qualified  individual.  He  reouests 
that  the  two  horns  be  considered  sport- 
hunted  trophies  and  states  the  proposed 
import  would  serve  to  enhance  survival 
of  the  spedes  in  the  wild. 
Applicant:  Hunter  Schuehle,  San 

Antonio,  TX.  PRT-767310. 


This  appticatiini  was  previously 
pubhriied  on  October  8  and  21. 1002. 
Since  that  time,  additional  informetion 
has  been  received  from  the  appUcant 
and  others  that  merits  opening  dw 
comment  period  on  the  appliation  for 
an  additional  30  days.  The  applicant 
requests  a  permit  to  authorize  interstate 
and  foreign  commerce,  export,  and  cull 
of  excess  male  red  lechwe  iJCobus 
leche),  dama  gazelle  {.Gazella  dama 
spp.),  barasingha  {Ceivus  duvaucelii. 
Eld's  brow-antlered  deer  {Cenms  eldi) 
and  Arabian  oryx  {Oryx  leucoryj^  from 
his  captive  herd  for  the  purpose  of 
continued  maintenance  of  the  herd  for 
enhancement  of  survival  of  the  spedes. 

Applicaat:  John  Povrers,  Baton  Rouge, 

LA.  PRT-774116. 

The  applicant  requests  a  permit  to 
import  Uie  sport-hunted  trophy  of  one 
male  bontebok  [Dantaliscus  dorcas 
dorcas),  culled  from  the  captive  herd 
maintained  by  W.S.  Murray,  "Graeff 
Reinet",  Groothoek,  Cape  Province, 
Republic  of  South  Africa,  for  the 
purpose  of  enhancunent  of  survival  of 
the  species. 
Applicant:  Hartwell  A.  Burnett,  Jr.. 

Woodinville.  WA.  PRT-774715. 

The  applicant  requests  a  pwmit  to 
import  the  sport-hunted  trophy  of  one 
male  bontebok  [Damaliscus  dorcas 
dorcas),  culled  from  the  captive  herd 
maintained  by  J.CP.  Van  E^ten. 
"Vidoria  West".  Riekertsfontein,  Cape 
Province  of  South  Africa,  for  the 
purpose  of  enhancement  of  survival  of 
the  species. 
Applicant:  Duke  University  Primate 

Center,  Durham.  NC  PRT-679043. 

On  Jime  17, 1992,  a  notice  of  this 
applicant's  proposed  activities  was 
published  in  the  Federal  Register.  Since 
that  time  the  applicant  has  clarified 
that,  in  addition  to  dead  spedmens. 
they  propose  to  take  blood  and  tissue 
samples  from  live  captive  animals  for 
sale  in  interstate  and  foreign  commerce 
for  purposes  of  sdentific  research  and 
for  enhancement  of  propagation  or 
survival.  Dead  spedmens  and  samples 
would  be  obtained  from  spedes  within 
the  following  families:  Lemiiridas, 
Indriidae.  Cheirogaleidae. 
Daubentoniidae.  Tarsiidae  and 
Lorisidae. 

Written  data  or  comments  should  be 
sulHiiitted  to  the  Diredor,  U.S.  Fish  and 
Wildlife  Service,  Office  of  Managemwit 
Authority.  4401  North  Fairfax  Drive, 
room  432,  Arlington,  Virginia  22203  and 
must  be  received  by  the  Diredor  within 
30  days  of  the  date  of  this  publication. 

Documents  and  other  information 
submitted  with  these  applications  are 
available  for  review  by  any  party  who 


4440 


Federal  Register  /  Vol.  58,  No.  9  /  Thursday,  January  14.  1993  /  NoUces 


submits  a  written  request  for  a  copy  of 
such  dociunents  to  the  following  office 
within  30  days  of  the  date  of  publication 
of  this  notice:  U.S.  Fish  and  Wildlife 
Service,  OfBce  of  Management 
Authority.  4401  North  Fairfax  Drive, 
room  432.  Arlington.  Virginia  22203. 
Phone:  (703/358-2104);  FAX:  (703/358- 
2281). 

Dated:  January  11, 1993. 
Susan  JacobMii, 

Acting  Chief,  Branch  of  Permits.  Office  of 
Management  Authority. 
IFR  Doc.  93-858  Filed  1-13-93;  8:45  am] 

MUJNO  COOe  4310-«S-M 


Bureau  of  Land  ManagenMnt 
[CA-050-93-4333-13] 

Closure  Order  of  Public  Lands  in 
Mendocino  County,  CA 

AGENCY:  Bureau  of  Land  Management, 
Interior.       -<i 
ACnON:  Clo 
in  Mend 


Order  of  Public  Lands 
Countytualifomia. 


SUMMARY:  Nonce  is  hereby  given  related 
to  the  closure  olBureau  of  Land 
Management  (BLM)  administered  lands 
to  public  use  from  the  hours  of  9:00 
p.m.  to  5:00  a.m.  in  accordance  with 
regulations  contained  in  43  CFR  subpart 
8364.1(a)  and  known  as  Little  Darby 
Environmental  Education  Area,  located 
in  T18N,  R13W,  Section  1,  in 
Mendocino  County  containing  20  acres 
more  or  less.  This  closure  shall  apply 
only  to  those  lands  included  in  the 
parking  area  and  picnic  site  located 
adjacent  to  Berry  Canyon  Road.  The 
closure  will  not  apply  to  the  remaining 
980  acres  nor  will  it  apply  to  any  peace 
officers,  firefighters,  or  any  other 
emergency  service  personnel  while  in 
the  performance  of  their  duties. 
Exemption  to  this  closure  may  be 
granted  to  groups  or  individuals  by 
permit  from  BLM. 

DATES:  This  Qosure  Order  is  effective 
January  14, 1993. 

SUPf>t.EMENTARY  NFOBMATION:  The  entire 
area  is  covered  by  dense  chaparral  and 
timber  and  was  developed  for  wildlife 
habitat  in  1965.  In  1979,  Little  Darby 
became  an  environmental  education 
area  with  a  parking  area,  interpretive 
trail,  and  picnic  site.  Use  of  the  area  has 
increased  as  schools  begin  to  recognize 
its  convenience  and  value  for 
environmental  education.  The 
interpretive  trail  is  used  by  members  of 
the  pubUc,  particularly  school  children, 
to  observe  tne  wide  variety  of  plant  and 
animal  species  and  the  diversity  of 
habitats  including  old  growth  Douglas 
Fir  community  found  within  the  area. 


The  night  closure  of  the  parking  and 
picnic  areas  is  necessitated  by  the 
increase  in  vandalism  and  consumption 
of  alcohol  occiirring  in  these  areas 
during  the  evening.  The  Bureau  will 
continue  to  manage  this  area 
specifically  for  wildlife  habitat  as  an 
environmental  study  area  where 
members  to  the  public  can  enjoy  this 
area  for  hiking  and  nature  study.  The 
parking  area  and  picnic  site  will  be 
posted  "Day  Use  Only".  Closed  9  p.m. 
to  5  a.m. 

FOR  FURTHER  INFORMATION  CONTACT: 
Bureau  of  Land  Management,  Areata, 
CaUfomia  office  at  (707)  822-7648. 
Lynda  Roosh, 

Areata  Resource  Area  Manager. 
IFR  Doc.  93-912  Filed  1-13-93;  8.45  ami 
MUMQ  cooe  4»ie-4»-M 

IAZ-010-«»-4332-02: 1784-0101 

Arizona  Strip  District  Grazing  Advisory 
Board;  Meetinga 

AGENCY:  Biueau  of  Land  Management, 

Arizona  Strip  District,  Interior. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  new  District  Manager 
will  be  introduced  to  the  Arizona  Strip 
District  Grazing  Advisory  Board.  Topics 
such  as  desert  tortoise,  incentive  based 
grazing  fee,  and  user  maintenance  will 
be  discussed. 

DATES:  The  meeting  will  be  held  at  the 
District  Office  located  at  390  North  3050 
East,  St.  George,  Utah  at  8  a.m.  on 
February  4, 1993. 

FOR  FURTHER  ttlFORMATION  CONTACT: 
Raymond  D.  Mapston,  District  Manager, 
Arizona  Strip  District,  390  North  3050 
East,  St.  George,  Utah  84770  (Phone 
801/6773-3545). 

SUPPLEMENTARY  INFORMATION:  The 
meeting  is  open  to  the  public.  Any 
person  who  would  like  to  comment  may 
do  so  the  final  30  minutes  of  the 
meeting. 

Dated:  January  6, 1993. 
Raymond  Mapaton, 
Arizona  Strip  District  Manager. 
[FR  Doc  93-909  Filed  1-13-93;  8:45  am) 
HLUNO  cooi  4sie-a>-M 


DEPARTMENT  OF  THE  INTERIOR 

Bursau  of  Land  Management 
[MT-«40-0»-4730-02] 

Land  Resource  Management 

AGENCY:  Bureau  of  Land  Management, 

Montana  State  Office,  Interior. 

ACTION:  Notice  of  filing  of  plat  of  survey. 


SUMMARY:  Plats  of  survey  for  the 
following  described  land  accepted 
December  2, 1992,  will  be  officially  filed 
in  the  Montana  State  Office,  Billings, 
Montana,  effective  30  days  after 
publication. 

Principal  Meridian,  Montana 

T.  23N.,Rs.  59and60E. 

The  plat,  of  the  NEV4  of  section  13, 
representing  the  corrective  dependent 
resurvey  of  portions  of  the  east 
boundary,  and  certain  subdivision  of 
section  lines,  and  the  survey  of  a 
portion  of  the  present  left  bank 
meanders  of  the  Yellowstone  River,  and 
an  abandoned  channel  of  the 
Yellowstone  River  in  section  13, 
Township  23  North,  Range  59  East,  and 
an  island  in  the  Yellowstone  River  in 
sections  13  and  18,  Township  23  North. 
Ranges  59  and  60  East,  Principal 
Meridian,  Montana. 

T.  2N..R.  45E. 

The  plat  representing  the  dependent 
resurvey  of  a  portion  of  the 
subdivisional  lines  and  the  adjusted 
original  meanders  of  the  former  right 
bank  of  the  Tongue  River,  downstream 
through  section  10,  and  the  subdivision 
of  section  10,  the  survey  of  the  new 
meanders  of  the  present  right  bank  of 
the  Tongue  River  through  section  10. 
and  a  division  of  accretion  line. 
Township  2  North.  Range  45  East. 
Principal  Meridian.  Montana. 

The  triplicate  original  of  the 
preceding  described  plats  will  be 
immediately  placed  in  the  open  files 
and  will  be  available  to  the  public  as  a 
matter  of  information. 

If  a  protest  against  this  survey,  as 
shown  on  the  plat,  is  received  prior  to 
the  date  of  official  filing,  the  filing  wrill 
be  stayed  pending  consideration  of  the 
protest.  The  protested  plat  of  survey 
will  not  be  officially  filed  until  the  day 
after  all  protests  have  been  accepted  or 
dismissed  and  become  final  or  appeals 
from  the  dismissal  affirmed. 

These  surveys  were  executed  at  the 
request  of  the  District  Manager.  Miles 
City  District  Office. 

EFFECTIVE  DATE:  December  28. 1992. 

FOR  FURTHER  INFORMATION  CONTACT: 
Bureau  of  Land  Management.  222  North 
32nd  Street,  P.O.  Box  36800,  Billings, 
Montana  59107-6800. 

.    Dated:  December  31, 1992. 
Robert  H.  Lawton, 
State  Director. 
IFR  Doc.  93-818  Filed  1-13-93;  8:45  ami 
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CONTACT: 

ent,  222  North 
00,  Billings, 


Mineral*  Managevnent  Sanrtce 

Outer  Continental  Shelf  (OCS)  OU  and 
Gas  Information  Program; 
Republication 

Editorial  Note:  FR  Doc.  93-11  was 
originally  published  at  page  352  in  the  issue 
of  Tuesday,  lanuaiy  5, 1993.  In  that 
publication  some  paragraphs  were  omitted. 
The  correction  document  is  republished 
below  in  Its  entirety. . 

agency:  Minerals  Management  Service 
(MMS),  Interior. 
action:  Notice  of  availabiKty. 

SUMMARV:  Notice  is  hereb>'  given  that 
the  Minerals  Management  S«rvice  has 
recently  released  a  publication  entitled 
"Accidents  Associated  with  Oil  and  Gas 
Operations.  Outer  CcHitinenta)  Shelf. 
195^-1990.  OCS  Report  MMS  92- 
0058."  This  324-pege  report  is  a 
compilation  of  descriptions  of  all 
blowouts,  explosions  and  fires,  pipeline 
breaks  or  leaks,  significant  pollution 
incidents,  and  major  accidents  that 
occurred  on  federally  leased  offshore 
lands  for  1956  through  1990. 

The  report  identifies  accidents  by 
area,  block  number,  lease  number, 
platform  number,  well  number,  and 
operator.  It  describes  the  type  of 
accident,  corrective  action  taken,  and 
the  amount  of  polhition.  It  provides 
figures  on  fatalities,  injuries,  and 
property  and  environmental  damage. 
ADDRESSES:  This  OCS  REPORT.  MMS 
92-0058,  is  available  for  inspection  at 
the  Technical  Communication  Services; 
Document  Distribution  Center;  Minerals 
Management  Service,  Mail  Stop  4530; 
381  Elden  Street,  room  1317;  Hemdon, 
Virginia  22070-4817.  telephone  (703) 
787-1080.  Copies  of  this  report  can  be 
obtained  from  the  same  address. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lloyd  M.  Tracey;  Engineering  and 
Standards  Branch;  Minerals 
Management  Service,  Mail  Stop  4700; 
381  Elden  Street;  Hemdon,  Virginia 
22070-4817,  telephone  (703)  787-1600. 
S  JPPLEMENTARY  INFORMATION:  This 
n  port  is  published  pursuant  to  30  CFR 
part  252— OCS  Oil  and  Gas  Information 
Program,  44  FR  46408,  August  7, 1979. 
An  outline  of  the  contents  of  the  report 
is  set  forth  below. 

Accidents  Associated  with  Oil  and  Gas 
Operations  in  the  OCS. 

I.  Introduction 

II.  Gulf  of  Mexico  (COM)  OCS  Region 

Table  1,  Crude  Oil  and  Condensate 
Spill  Incidents  of  200  or  More  Barrels, 
OCS— COM. 

Table  2-A,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
COM,  Blowouts. 


Table  2-B.  Accidents  Associated  with 
Oil  and  Gas  Operatians  on  the  OCS. 
GOM,  Explosions  and  Fires. 

Table  2-C,  Accidents  Associated  with 
Oil  and  Gas  Operatioos  on  the  OCS, 
GOM,  Pipeline  Breaks  or  Leeks. 

Table  2-D.  Accideats  Associated  with 
Oil  and  Gas  Operations  on  the  OCS. 
GOM,  Significant  PollutioD  Incidents. 
SObbl  (2.100  gal)  or  More. 

Table  2-E.  Accidaits  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
GOM,  Major  Accidents. 

m.  Pacific  OCS  Regioo 

Table  3,  Crude  Oil  and  Condensate 
Spill  Incidents  of  200  or  More  Barrels, 
OCS-^acific. 

Table  4-A,  Accidents  Associ^ed  with 
Oil  and  Gas  Operations  on  the  OCS, 
Pacific.  Blowouts. 

Table  4-B,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
Pacific  Explosions  and  Fires. 

T^le  4-C,  Accidents  Associated  with 
Oil  and  Gas  Operations  aa  the  OCS, 
Pacific.  Pipeline  Breaks  or  Leaks. 

Table  4-D,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
Pacific,  Significant  Pollution  Incidents, 
50  bbl(2,100  gal)  or  More. 

Table  4-E,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  tlw  OCS, 
Pacific,  Major  Accidents. 

IV.  Alaska  OCS  Region 

Table  5-E.  Acddmts  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
Aladm,  Major  Accidents. 

V.  Atlantic  OCS  Region 

Table  6-E,  Accidents  Associated  with 
Oil  and  Gas  Operations  on  the  OCS, 
Atlantic.  Major  Accidents. 

VI.  Summary  Tables  for  the  Entire  OCS 

Table  7.  Summary  of  Crude  Oil  and 
Condensate  Spill  Incidents  of  200  or 
More  Barrels.  OCS. 

Table  8,  Summary  of  Accidents 
Associated  with  Oil  and  Gas  Operations 
on  the  OCS.  1956-1990. 

VII.  Graphs  of  Data  Pertaining  to 
Accidents  Associated  With  Oil  and  Gas 
Operations  on  the  OCS 

Figure  1,  Crude  &  Condensate 
Spills2200  bbl.  OCS— GOM. 

Figure  2,  Crude  &  Condensate 
Spills^ZOO  bbl,  OCS— Pacific. 

Figure  3,  Volume  of  Crude  & 
Condensate  Spilled,  OCS— GOM. 

Figure  4,  Volume  of  Crude  k 
Condensate  Spilled,  OCS— Pacific. 

Figure  5,  Crude  &  Condensate 
Spills^200bbl.OCS. 

Figure  6,  Volume  of  Crude  & 
Condensate  Spilled,  OCS 


Figure  7,  Summery  c^  Accidents 
Associated  with  Oil  and  Gas  Operations 
cm  the  OCS. 

Dated:  Decamber  23, 199Z. 

Thomas  Gamhofar, 

Associate  Director  for  Offshore  Minerals 
ManagBment. 

^(FR  Doc.  93-11  Filed  1-4-93;  8:45aml 
BMHng  Cedi  1SQ»-et-0 

National  Park  Service 

Native  Amertcan  Grave*  Rotacttew 
and  Repatriation  Review  ComnNtiaa: 
Meeting 

AGENCY:  National  Park  Service. 
Department  of  the  Interior. 
ACTION:  Notice  of  meeting  of  the  Native 
American  Graves  Protection  and 
Repatriation  Review  Committee. 

Notice  is  hereby  given  in  accordance 
with  the  Federal  Advisory  Committee 
Act,  5  U.S.C.  Appendix  (1988).  that  the 
Native  American  Graves  Protection  and 
Repatriation  Review  Committee  will 
meet  on  February  26  and  27, 1993,  on 
the  island  of  Oahu,  Hawaii. 

The  Committee  was  established  by 
Congress  to  monitor,  review,  and  assst 
in  implementation  of  the  inventory  and 
identification  process  and  repatriation 
activities  required  imder  the  Native 
American  Graves  Protection  and 
Repatriation  Act  (25  U.S.C.  3001-3013). 

The  Committee  will  meet  on  Friday, 
February  26. 1993,  at  the  Bishop 
Museum,  1525  Bemice  Street, 
Honolulu,  HI  96817-0916.  Matters  to  be 
discussed  will  include  a  dilute 
between  Hui  Malama  I  Na  Kupuna  'O 
Hawaii  Nei  and  the  P.A.  Hearst 
Museum  of  Anthropology,  BeAeley.  CA. 

The  Committee  will  meet  on 
Saturday,  February  27, 1993,  at  the 
Turtle  Bay  Hilton  Hotel,  57-091 
Kamehameha  Highway.  Kahuku,  HI 
96731.  Matters  to  be  discussed  will 
include:  1)  progress  made,  and  any 
barriers  encountered,  in  implementing 
the  statute  in  Hawaii,  and  2)  the 
Committee's  1992  report  to  Congress. 
The  Committee  is  particularly  interested 
in  hearing  from  representatives  of 
Native  Hawaiian  organizations, 
museums,  and  Federal  agencies  and 
from  members  of  the  public  on  issues 
related  to  identification  trf  Native 
Hawaiian  cultural  items  and  the 
determination  of  cultural  affiliation. 

In  the  event  that  the  meeting  agenda 
is  not  completed  on  February  27. 1993, 
the  Committee  will  reconvene  Sunday, 
February  28, 1993,  at  the  Turtle  Bay 
Hilton.  Kahuku.  HI. 

Meetings  will  begin  eech  day  at  8:30 
a.m.  and  conclude  not  later  than  5:00 
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p.m.  Meetings  will  be  open  to  the 
public.  However,  facilities  and  space  for 
accommodating  members  of  the  public 
are  limited  and  persons  will  be 
accommodated  on  a  first-come,  first- 
served  basis.  Any  member  of  the  public 
may  file  a  written  statement  concerning 
the  matters  to  be  discussed  with  Dr. 
Francis  P.  McManamon.  Departmental  « 
Consiilting  Archeologist. 

Persons  wishing  further  information 
concerning  this  meeting,  or  who  wish  to 
submit  written  statements  may  contact 
Dr.  Francis  P.  McManamon, 
Departmental  Consulting  Archeologist, 
Archeological  Assistance  EHvision, 
National  Park  Service.  P.O.  Box  37127, 
Washington,  D.C.  20013-7127, 
Telephone  (202)  343-4101.  Draft 
summary  minutes  of  the  meeting  will  be 
available  for  public  inspection  about 
eight  weeks  after  the  meeting  at  the 
office  of  the  Departmental  Consulting 
Archeologist.  room  210,  800  North 
Capitol  Street,  Washington.  DC 

Dated:  January  7, 1993. 
Frauds  P.  McManamon. 
Departmental  Consulting  Archeolojgist, 
Chief.  Archeological  Assistance  Division. 
IFR  Doc  93-691  Piled  1-13-93;  8:45  am) 
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Office  of  Surface  Mining  Reciemation 
and  Enforcement 

information  Colleetion  8ul>mHted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Papenvorfc 
Reduction  Act 

The  proposal  for  the  collection  Usted 
below  has  been  submitted  to  the  Office 
of  Management  and  Budget  for  approval 
under  the  provisions  of  the  Paperwork 
Reduction  Act  {44  U.S.C.  chapter  35). 
Copies  of  the  proposed  collection  of 
information,  related  form  and 
explanatory  material  may  be  obtained 
by  contacting  the  Bureau's  clearance 
officer  at  the  phone  number  listed 
below.  Comments  and  suggestions  on 
the  requirements  should  be  made 
directly  to  the  Bureau  clearance  officer 
and  to  the  Office  of  Management  and 
Budget,  Paperworic  Reduction  Project 
(1029-0039),  Washington,  DC  20503. 
telephone  202-395-7340. 
Tide:  Underground  Mining  Permit 
Applications — Minimiun 
Requirements  for  reclamation  and 
Operation  Plan— 30  CFR  part  784 
OMB  Number:  1029-O039 
Abstract:  Sections  507,  508  and  516  of 
Public  Law  95-87  require 
underground  coal  mine  permit 
applicants  to  submit  an  operations 
and  reclamation  plan  and  establish 
performance  standards  for  the  mining 


operation.  Information  submitted  is 
used  by  the  regulatory  authority  to 
determine  if  the  applicant  can  comply 
with  the  applicable  performance  and 
environmental  standards  in  Public 
Uw  95-87. 

Bureau  Fonn  Number:  None 

Freqeuency:  On  occasion 

Description  of  Respondents: 
Underground  Coal  Mining  Operators 

Estimated  Completion  Time:  25  hours 

Annual  Responses:  3.017 

Annual  Burden  Hours:  75,792 

Bureau  Clearance  Officer:  John  A. 
Trelease.  (202)  343-1475 

Dated:  October  16, 1992. 
John  P.  MoieMO. 

Chief,  Division  of  Technical  Services. 
IFR  Doc.  93-902  Filed  1-13-93;  8:45  am] 
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Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
fbr  Review  Under  the  Papenwork 
Reduction  Act 

The  proposal  for  the  collection  of 
information  listed  below  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  approval  under  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.C.  chapter  35).  Copies  of  the 
proposed  collection  of  information, 
related  form  and  explanatory  material 
may  be  obtained  by  contacting  the 
Bureau's  clearance  officer  at  the  phone 
number  listed  below.  Comments  and 
suggestions  on  the  requirements  should 
be  made  directly  to  the  Bureau 
clearance  officer  and  to  the  Office  of 
Management  and  Budget,  Paperwork 
Reduction  Project  (1029-0038), 
Washington,  DC  20503,  telephone  202- 
395-7340. 

Title:  Underground  Mining  Permit 
Applications — Minimum 
Reqiiirements  for  Information  on 
Environmental  Resources,  30  CFR 
part  783 
OMB  Number:  1029-0038 
Abstract:  Applicants  for  undergroimd 
coal  mining  permits  are  required  to 
provide  adequate  descriptions  of  the 
environmental  resources  that  may  be 
affected  by  proposed  underground 
coal  mining  activities. 
Bureau  Form  Number:  None. 
Frequency:  On  occasion 
Description  of  Respondents: 

Undergroimd  Coal  Mining  Operators 
Estimated  Completion  Time:  21  hours 
Annual  Responses:  662 
Annual  Burden  Hours:  14,092 
Bureau  Gearance  Officer.  John  A. 
Trelease.  (202)  343-1475 


Dated:  October  16. 1992. 
John  P.  MoMMO, 

Chief  Division  of  Technical  Services. 
IFR  Doc.  93-903  Filed  1-13-93;  6:45  am] 
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Information  Collection  Submitted  to 
the  Office  of  Management  and  Budget 
for  Review  Under  the  Papenwork 
Reduction  Act 

The  proposal  for  the  collection  of 
information  listed  below  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  approval  under  the 
provisions  of  the  Paperwork  Redi'.ction 
Act  (44  U.S.C.  chapter  35).  Copies  of  the 
proposed  collection  of  information  and 
related  form  and  explanatory  material 
may  be  obtained  by  contacting  the 
Bureau's  clearance  officer  at  the  phone 
number  listed  below.  Comments  and 
suggestions  on  the  requirement  should 
be  made  within  30  days  directly  to  the 
Bureau  clearance  officer  and  to  the 
Office  of  Management  and  Budget 
Paperwork  Reduction  Project  (1029- 
0036),  Washington,  DC  20503, 
telephone  202-395-7340. 

Title:  Surface  Mining  Permit 
Applications — Minimum 
Requirements  for  Reclamation  and 
Operation  Plan— 30  CFR  part  780 

OMB  Number:  1029-0036 

Abstract:  Sections  507(b),  508(a)  and 
515(b)  and  (d)  of  Public  Law  95-67 
require  applicants  for  surface  mine 
permits  to  provide  a  description  of 
each  existing  structure  proposed  to  be 
used  in  the  mining  and  reclamation 
operation  and  a  compliance  plan  for 
structures  proposed  to  be  modified  or 
constructed  for  use  in  the  operation. 
This  information  is  used  by  the 
regulatory  authority  in  determining  if 
the  applicant  can  comply  with  the 
applicable  performance  and 
environmental  standards. 

Bureau  Form  Number:  None 
Frequency:  On  occasion 
Description  of  Respondents:  Surface 
Coal  Mining  Operators 

Ann  ua7  Responses:  7 ,487 

Annual  Burden  Hours:  213,078 

Average  Burden  Hours  Per  Response:  28 

Bureau  Clearance  Officer:  John  A. 
Trelease  (202)  343-1475 

Dated:  October  16, 1992. 
John  P.  MoMtM. 

Chief  Division  of  Technical  Services. 
(FR  Doc.  93-904  Filed  1-13-93;  8:45  am) 
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Information  C 
the  Office  of  I 
for  Review  Ur 
Reduction  Ac 
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provisions  of  I 
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proposed  coll 
related  form  n 
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Dated:  Octob 
John  P.  Mosesf 

Chief  Division 
[FR  Doc.  93-9C 
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Infonnatlon  Collection  Submitted  to 
the  Office  of  Menagement  and  Budget 
for  Review  Under  the  Paperwork 
Reduction  Act 

The  proposal  for  the  collection  of 
information  listed  below  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  approval  imder  the 
provisions  of  the  Paperwork  Reduction 
Act  (44  U.S.C.  chapter  35).  Copies  of  the 
proposed  collection  of  information  and 
related  form  may  be  obtained  by 
contacting  the  Bureau's  clearance  ofBcer 
at  the^ihone  nvimber  listed  below. 
Comments  and  suggestions  on  the 

Eroposal  should  be  made  directly  to  the 
ureau  clearance  officer  and  to  the 

Office  of  Management  and  Budget, 

Paperwork  Reduction  Project  (1029- 

0035),  Washington,  DC  20503, 

telephone  202-395-7340.  . 

Title:  Surface  Mining  Permit 
Applications — ^Minimxim 
Requirements  for  Environmental 
Resources,  30  CFR  part  779. 

OMB  approval  number:  1029-0035. 

Abstract:  Applicants  for  surface  coal 
mining  permits  are  required  to 
provide  an  adequate  description  of 
the  environmental  resources  that  may 
be  affected  by  proposed  surface 
mining  activities.  The  information 
will  be  used  by  the  regulatory 
authority  to  determine  if  the  applicant 
can  comply  with  environmental 
protection  performance  standards. 

Bureau  Form  Number:  None. 

Frequency:  On  occasion. 

Description  of  Respondents:  Coal  Mine 
Operators. 

Annual  Responses:  1,530. 

Annual  Burden  Hours:  145,344. 

Estimated  Completion  Time:  95  hours. 

Bureau  clearance  officer:  John  A. 
Trelease  202-343-1475. 

Dated:  October  16, 1992. 
John  P.  Montco, 

Chief  Division  of  Technical  Services. 
[FR  Doc.  93-908  Filed  1-13-93;  8:45  am) 
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INTERNATIONAL  TRADE 
COMMISSION 

pnvMtigation  No.  731-TA-622  (Fkwl)] 
Dry  Him  Photoreaiet  From  Japan 

AGENCY:  United  States  International 
Trade  Commission. 
ACTION:  Institution  and  scheduling  of  a 
final  antidumping  investigation. 

SUMMARY:  The  Commission  hereby  gives 
notice  of  the  institution  of  final 
antidumping  investigation  No.  731-TA- 
622  (Final)  under  section  735(b)  of  the 


Tariff  Act  of  1930  (19  U.S.C.  1673d(b)) 
(the  Act)  to  determine  whether  an 
industry  in  the  United  States  is 
materially  injured,  or  is  threatened  with 
material  injury,  or  the  establishment  of 
an  industry  in  the  United  States  is 
materially  retarded,  by  reason  of 
imports  from  Japan  of  dry  film 
photoresist,  provided  for  in  subheading 
3707.90.30  of  the  Harmonized  Tariff 
Schedule  of  the  United  States  (HTS). 
(Dry  film  photoresist  may  also  be 
entering  under  subheading  3702.39.00. 
3702.42.00.  3702.43.00.  3702.44.00,  and 
3702.95.00  of  the  HTS). 

For  further  information  concerning 
the  conduct  of  this  investigation, 
hearing  procedures,  and  rules  of  general 
apphcation,  consult  the  Commission's 
Rules  of  Practice  and  Procedure,  part 
201,  subparts  A  through  E  (19  CFR  part 
201),  and  part  207,  subparts  A  and  C  (19 
CFR  part  207). 
EFFECTTVE  DATE:  December  30, 1992. 

FOR  FURTHER  INFORMATION  CONTACT. 
Lany  Reavis  (202-205-3185).  Office  of 
Investigations,  U.S.  International  Trade 
Commission,  500  E  Street  SW., 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission's  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 

8UP(>LEMENTARY  INFORMATION: 


Background 

This  investigation  is  being  instituted 
as  a  result  of  an  affirmative  preliminary 
determination  by  the  Department  of 
Commerce  that  imports  of  dry  film 
photoresist  from  Japan  are  being  sold  in 
the  United  States  at  less  than  Mt  value 
within  the  meaning  of  section  733  of  the 
Act  (19  U.S.C.  1673b).  The  investigation 
was  requested  in  a  petition  filed  on  July 
16, 1992,  by  E.I.  Du  Pont  de  Nemours 
&  Co..  Wihnington,  DE;  Morton 
International,  bic,  Tustin,  CA;  and 
Hercules  Incorporated.  Middleton,  DE. 

Participation  in  the  Investigation  and 
Public  Service  List 

Persons  wishing  to  participate  in  the 
investigation  as  parties  must  file  an 
entry  of  appearance  with  the  Secretary 
to  the  Commission,  as  provided  in 
§  201.11  of  the  Commission's  rules,  not 
later  than  twenty-one  (21)  days  after 
publication  of  this  notice  in  the  Federal 
Register.  The  Secretary  will  prepare  a 
public  service  list  containing  the  names 
and  addresses  of  all  persons,  or  their 
representatives,  who  are  parties  to  this 


investigation  upon  the  eiroiration  of  the 
period  for  filing  entries  of  appearance. 

Limited  Disclosure  of  BusiiMM 
Proprietary  Infiomiation  (BPQ  Under  an 
AdministratiTe  Protective  Order  (APO) 
and  BPI  Service  List 

Pursuant  to  §  207.7(a)  of  the 
Commission's  rules,  the  Secretary  will 
make  BPI  gathered  in  this  final 
investigation  available  to  authorized 
applicants  under  the  APO  issued  in  the 
investigation,  provided  that  the 
application  is  made  not  later  than 
twenty-one  (21)  days  after  the 
publication  of  this  notice  in  the  Federal 
Register.  A  separate  service  list  will  be 
maintained  by  the  Secretary  for  those 
parties  authorized  to  receive  BPI  under 
the  APO. 

Staff  Report 

The  prehearing  staff  report  in  this 
investigation  will  be  placed  in  the 
nonpublic  record  on  February  26, 1993, 
and  a  public  version  will  be  issued 
thereafter,  pursuant  to  §  207.21  of  the 
Commission's  rules.  ^ 

Hearing 

The  Commission  will  hold  a  hearing 
in  connection  with  this  investigation 
beginning  at  9:30  a.m.  on  March  11, 
1993,  at  the  U.S.  International  Trade 
Commission  Building.  Requests  to 
appear  at  the  hearing  should  be  filed  in 
writing  with  the  Secretary  to  the 
Commission  on  or  before  March  4, 1993. 
A  nonparty  who  has  testimony  that  may 
aid  the  Commission's  deliberations  may 
request  permission  to  present  a  short 
statement  at  the  hearing.  All  parties  and 
nonparties  desiring  to  appear  at  the 
hearing  and  make  oral  presentations 
should  attend  a  prehearing  conference 
to  be  held  at  9:30  a.m.  on  March  9, 1993, 
at  the  U.S.  International  Trade 
Commission  Building.  Oral  testimony 
and  written  materials  to  be  submitted  at 
the  public  hearing  are  governed  by 
§§  201.6(b)(2),  201.13(f).  and  207.23(b) 
of  the  Commission 's  rules.  Parties  are 
strongly  encouraged  to  submit  as  early 
in  the  investigation  as  possible  any 
requests  to  present  a  portion  of  their 
hearing  testimony  in  camera. 

Written  Submissitms 

Each  party  is  encouraged  to  submit  a 
prehearing  brief  to  the  Commission. 
Prehearing  briefe  must  conform  with  the 
provisions  of  §  207.22  of  the 
Commission's  rules;  the  deadline  for 
filing  is  March  5, 1993.  Parties  may  also 
file  written  testimony  in  connection 
with  their  presentation  at  the  hearing,  as 
provided  in  §  207.23(b)  of  the 
Commission's  rules,  and  posthearing 
briefe,  which  must  conform  with  the 
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provisiafM  of  f  207^4  of  tbe 
Coauniasian'*  rales.  Tha  daadtiaa  far 
filing  posthearing  briefs  is  Klaich  19. 
1993:  witness  testimony  must  be  filed 
no  l^er  than  three  (3)  days  before  the 
hearing.  In  addition,  any  person  who 
has  not  entered  at  appearance  as  a  pcuty 
to  the  investigation  mar  submit  a 
written  statement  of  inroimation 
pertinent  to  tin  subject  of  die 
investigation  on  or  before  March  19, 
1993.  All  vrritten  submissions  must 
conform  wiA  Ae  provisions  of  §  201.8 
of  the  Commission's  rales;  any 
submissions  that  contain  BPI  must  also 
coafarm  with  the  requirements  of 
§§201.6,  207.3.  and  207.7  of  the 
Commission's  rules. 

hJ  accordance  with  §§  201.16(c)  and 
207.3  of  the  rules,  each  document  filed 
by  a  party  to  the  investigation  must  be 
served  on  all  other  parties  to  the 
investigation  (as  identified  by  either  the 
public  or  BPI  service  list),  and  a 
certificate  of  service  must  be  timely 
filed.  The  Secretary  will  not  accept  a 
document  for  filing  without  a  certificate 
of  service. 

Anlhority:  This  investigation  is  being 
condudad  under  authonty  of  the  Tariff  Act 
of  1930,  title  VII.  This  notice  is  published 
pursuant  to  §  207.20  of  the  Cammission's 
rules. 

Issued:  January  a.  1903. 
'  By  orderofthBCanHnission. 
Paul  R.  BardUa, 
Acting  Secntary 
IFR  Dcx.  93-825  Piled  1-13-93;  8:45  ami 
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pnvestigetion  No*.  731-TA-54a.  550,  and 
551  (Final)] 

Suffur  Dyea  From  China,  India,  and  ttw 
United  Kingdom;  Commtaalon 
Datarmfnatlon  to  Conduct  a  Portion  of 
the  Hoaring  in  Camara 

agency:  U.S.  International  Trade 

Commissicm. 

ACTIOM:  Closure  of  a  portion  of  a 

Commission  liearing  to  the  public. 

SUMMARY:  Upon  request  of  respondents 
in  the  above-captioned  final 
investigation,  the  (^mmission  has 
determined  to  conduct  a  portion  of  its 
hearing  scfaeduied  for  January  13, 1992, 
in  Camera.  See  Commission  rules 
207.23(a),  201.13.  and  201.35  through 
201.39  (19  CFR  207.23(a).  201.12.  and 
201.35  throu^  201.39).  The  remainder 
of  the  hearing  will  be  open  to  the 
pobUc.  The  Commissian  also  has 
determined  that  the  10-day  advance 
notice  of  the  change  to  a  meeting  was 
not  possible.  See  Commission  rules 


201  JS(cXl)  and  201.37(W  (19  CFR 
201.35(cKl)  and  201.37(b)). 

ran  RmTHER  atromunoN  contact: 
ICatherine  M.  Jones.  Office  of  the 
General  Counsel  U.S.  international 
Trade  CommiasioD.  500  £  Street.  SW., 
Washington.  DC  20436.  tatophone  202- 
205-3007.  Hearing  impaired  individuals 
are  advised  that  information  on  this 
matter  may  be  ditained  by  contacting 
the  Commissian 's  TTD  tanninal  on  202- 
205-1810. 

SUPPLEMENTARY  MRMHATKM:  The 
Commission  believes  that  good  cause 
exists  in  this  investigation  to  hold  a 
short  portion  of  the  hearing  in  camera. 
The  in  camera  portion  of  the  hearing 
will  be  for  the  purpose  of  addressing 
business  proprietary  information  (BPI) 
as  part  of  respondents'  presentation  in 
chief,  and  therefore  properly  the  subject 
of  an  j'n  camera  hearing  pursuant  to 
Commission  rule  201.36(b)(4)  (19  CFR 
201.36(d)(4)).  In  making  this  decision, 
the  Commission  nevertheless  reaffirms 
its  belief  that  wrherever  possible  its 
business  should  be  conducted  in  public. 

The  hearing  will  include  public 
presentations  by  petitioner  and 
respondents,  with  questions  fi'om  the 
Commission.  After  respondents'  public 
presentation,  the  Commission  will  hold 
an  in  camera  session,  during  which  time 
respondents  will  continue  their 
presentation  to  the  Commission  and 
cover  business  proprietary  information, 
followed  by  questioning  by  ^ 
Commissioners  and  time  for  rriiuttal  by 
petitioners  regarding  such  information. 
For  &e  in  conierq  portion  of  the  hearing, 
the  room  will  be  cleared  of  all  persons 
except  those  who  have  been  granted 
access  to  BPI  under  a  Commission  APO 
service  list  in  this  investigation.  See 
Commission  rule  201.35(b)  (19  CFR 
201.35(b)).  All  those  planning  to  attend 
the  in  camera  portion  of  the  hearing 
would  should  be  prepared  to  present 
proper  identification. 

Authority:  The  Genar^  Counsel  has 
certified,  pursuant  to  Commission  Rule 
201.39  (19  CFR  201.39).  that  in  her  opinion, 
a  portion  of  the  Commission's  hearing  in 
Sulfur  Dyes  from  China,  India,  and  the 
United  lUi«dom.  Inv.  Not.  731-TA-548. 550 
k  551  (Final),  may  be  doead  to  the  public  to 
prevent  disclosure  of  business  proprietary 
information. 

Issued:  January  8, 1993. 

By  ardar  of  die  Commission. 
PanlLBardoa, 
Acting  Seawtuy. 
(PR  Doc.  tS-aZfi  Pdod  1-13-03;  4.^5  ma] 


INTERSTATE  COMMERCE 


[FInanoa  Docket  No.  32226] 

Cantral  Vannont  RaiiaMy,  Inc.; 
AcquiaiUon  EyinpHon;  Canadian 
Nationai  RaUaNiy  Co. 

Central  Vermont  Railway,  Inc.  (CV).  a 
wholly  owned  subsidiary  of  the 
Canathan  National  Railway  Company 
(CN),  has  filed  a  verified  notice  of 
exemption  to  acquire:  (1)  CN's  Rouse 
Point  Subdivision  between  mil^mrt  1.2, 
at  the  U.S.— Canadian  border,  and 
milepost  0.0,  at  Rouse  Point,  NY.  and 
related  trackage  used  to  interchange 
traffic  with  the  Delaware  and  Hudson 
Railway  Company;  and  (2)  CN's 
Swanton  Subdivision  between  milepost 

15.6  at  East  Alburg.  VT,  and  milepost 

18.7  at  Alburg  Springs.  VT,  at  the  U.S.— 
Canadian  bonder.  The  transaction  was  to 
be  consummated  on  December  31, 1992. 

This  is  a  transaction  within  a 
corporate  family  of  the  type  specifically 
exempted  from  the  necessity  of  prior 
review  and  approval  under  49  CFR 
1180.2(d)(3).  It  %vill  not  result  in  adverse 
changes  in  service  levels,  significant 
operational  changes,  or  a  change  in  the 
competitive  balance  with  carriers 
outside  the  corporate  family. 

As  a  condition  to  use  of  tnis 
exemption,  any  employees  affected  by 
the  transaction  will  be  protected  by  the 
conditions  set  forth  in  New  YoA  Dock 
Ry.— Control— Brooklyn  Eastern  Dist., 
360  I.C.C.  60  (1979). 

Petitions  to  revdce  the  exemption 
under  49  U.S.C.  10505(d)  may  be  filed 
at  any  time.  The  filing  of  a  petition  to 
revoke  will  not  stay  the  transaction. 
Pleadings  must  be  filed  with  the 
Commission  and  served  on:  Robert  P 
vom  Eigen  and  Richard  J.  Arsenault, 
Hopkins  and  Sutter.  888  Sixteenth 
Street,  NW.,  Suite  700.  Washington.  DC 
20006. 

Decided:  lanuary  8. 1993. 

By  the  Commission.  David  M.  Kooschaik, 
Director.  Office  of  Proceedings. 
Sidney  L.  Strickland,  Jr., 
Secretary. 
(FR  Doc.  93-879  Filed  1-13-93;  8:45  ami 

BH.UNGOOOE  TtOf-M-M 

[Directed  Service  Order  No.  1512] 


Raquast  for  Directed  Servlc 
Authorizing  the  Great  Weatam  Raihvay 
Company  d/b/a  Piatt  Vaflay  Railway  To 
Operate  Unea  of  Damrer  Raflway, 
Inc.— Denver,  Coioiado— ea  Okaeled 
Carrier 

agency:  Interstate  Commerce 
Commission. 
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AcnON:  Directed  service  order. 

SUMMARY:  Pursuant  to  49  U.S.C. 
11125(a),  the  Commission  is  authorizing 
The  Great  Western  Railway  Company 
(GWRC/PVR)  d/b/a/  the  Piatt  VaUey 
Railway  (PVR)  to  operate  as  a  "Directed 
Rail  Carrier"  (DRC)— uncompensated 
and  without  Federal  subsidy  under  49 
U.S.C.  11125(b)(5)— over  the  Denver 
Railway.  Inc.  (DRI)  for  a  period  of  60 
days. 

This  unsubsidized  and 
uncompensated  directed  service  order  is 
based  on  the  representation  by  DRI  that 
the  railroad's  cash  position  does  not 
permit  the  acquisition  of  locomotive 
equipment  at  this  time,  and  thereby  its 
continued  operation  over  its  lines  in 
order  to  relieve  the  present  cessation  of 
service.  To  assure  continued  service  to 
shippers  that  are  affected  by  the 
discontinuance  of  operations,  the 
Commission  is  authorizing  GWRC/PVR 
as  DRC  to  provide  directed  service  over 
DRI's  two  line  segments  in  Denver,  CO 
for  60  days.  See  49  U.S.C.  11125(a)  (1) 
and  (3). 

DATES:  Effective  Date:  Directed  Service 
Order  No.  1512  shall  become  effective  at 
12:01  p.m.,  EST,  January  8, 1993. 
GWRC/PVR  shall  notify  DRI  and  the 
Commission  of  the  date  on  which  it 
commences  operations  under  this 
authority. 

Expiration  Date:  Unless  otherwise 
modified  by  order  of  the  Commission, 
Directed  Service  Order  No.  1512  vriW 
expire  at  11:59  a.m.,  March  9, 1993. 
FOR  FURTHER  INFORMATKM  CONTACT: 
Bernard  Gaillard  (202)  927-5500  or 
Melvin  F.  Clemens,  Jr.  (202)  927-5538. 
(FAX  (202)  927-5529}  (TDD  for  hearing 
impaired:  (202)  927-5721) 
SUPPLEMENTARY  INFORMATION:  On 
December  9,  and  December  28, 1992, 
Rocky  Moimtain  Pipe  Company/Fagan 
Iron  &  Metal,  Inc/Dry  Wall  Products  of 
Denver,  Inc./Christian  Salvesen  Inc./ 
Power  Assist  Co./Crystal  Packaging. 
Inc./Firestone  Building  Products 
Company  (shippers),  filed  requests  with 
the  Commission  for  directed  service  and 
in  support  of  an  authorization  for 
GWRC/PVR  to  provide  directed  service 
over  the  Unes  of  the  Denver  Railway, 
Inc.  pRI)  in  Denver,  CO,  due  to  an 
inability  of  DRI  to  serve  shippers  on  its 
lines  since  November  1992,  ^d  an 
absence  of  regular  service  since  April 
1992. 

DRI  operates  two  line  segments  in  an 
industrial  area  of  Denver,  CO,  the 
Stockyards  segment  of  3.2  miles,  which 
connects  with  the  Burlington  Northern 
Raihoad  Company  (BN),  and  the 
Airlawn  segment  of  8.03  miles,  which 
connects  with  the  Denver  and  Rio 


Grande  Western  Railroad  Company 
(DRGW).  The  two  line  Mgments  do  not 
connect,  and,  as  operated  by  DRI,  they 
must  be  operated  with  separate 
locomotives.  However,  in  preparation 
for  the  directed  service  operation. 
GWRC/PVR  has  negotiated  an 
agreement  with  DRGW  for  the 
replacement  of  a  switch  that  will  allow 
operation  between  the  two  line 
segments  by  a  single  locomotive  and 
crew. 

Pursuant  to  49  U.S.C.  11125(a).  the 
Commission  may  issue  a  directed 
service  order  for  up  to  80  days  when  it 
finds  that  a  rai!  carrier  cannot  transpoH 
traffic  offered  to  it  because  —(l)  its  cash 
position  makes  its  continuing  operation 
impossible;  (2)  transportation  has  been 
discontinued  under  court  order;  or  (3)  it 
has  discontinued  transportation  without 
obtaining  a  required  certificate  under  49 
U.S.C.  10903,  (emphasis  added).  Any 
Commission  order  under  these 
provisions  requiring  a  carrier  to  provide 
directed  service  also  requires  Federal 
compensation  to  the  DRC  for  those 
operations.  However,  this  provision  also 
allows  the  Commission  to  authorize  a 
carrier  to  provide  imcompensated 
directed  service  if  the  carrier  is  willing 
to  accept  that  responsibility  under  those 
terms. 

The  Commission  has  determined, 
from  shipper  statements  and  statements 
by  the  DRI,  and  through  its  Office  of 
Compliance  and  Consimier  Assistance 
(OCCA).  that  the  DRI's  operations  have 
been  sporadic  at  best  since  last  April 
1992  due  to  the  absence  of  suitable 
locomotive  equipment  with  which  to 
provide  switcning  service  to  shippers. 
In  April,  DRI  service  was  discontinued 
and  then  resumed  temporarily  on  the 
basis  of  negotiations  between  DRI,  the 
shippers,  OCCA.  and  the  Class  I 
connections  that  resulted  in  the  lease  of 
locomotives  to  DRI  by  the  Class  I 
connections  (BN  &  DRGW)  for  its 
operations.  However,  the  leasing 
carriers  have  since  terminated  those 
leases  and  required  the  return  of  the 
leased  locomotives,  allegedly  due  to 
DRI's  failure  timely  to  compensate  the 
carriers  for  the  leased  locomotives. 
Moreover.  DRI  has  been  imsuccessful  in 
acquiring  additional  or  replacement 
locomotive  equipment  from  other 
sources,  or  in  maintaining  its  owned 
equipment  in  acceptable  condition  to 
meet  the  Federal  Railroad 
Administration's  (FRA)  requirements. 
As  a  result,  OCCA  was  again  notified  on 
December  9, 1992,  that  service  to  DRI 
shippers  had  been  terminated  in  early 
November  1992.  As  contemplated  by  the 
statute,  this  cessation  of  service  wathout 
authority  meets  the  requisite  criteria  for 
directed  service.  Moreover,  the  GWRC/ 


PVR  has  indicated  that,  in  response  to 
DRI  shippers,  it  is  amenable  to  serving 
as  DRC  for  an  initial  period  of  60  days. 

Under  a  directed  service  order,  a  DRC 
may  voluntarily  provide  directed 
service  without  any  subsidy  or 
compensation  from  the  Federal 
Government  or  the  Commission.  See  St. 
Louis  S.W.  Ry.  Co.— Directed  Service- 
Chicago.  363  LCC.  1  (1980).  and 
Directed  Service  Order  No.  1504,  The 
New  York,  Susquehanna  and  Western 
Railway  Corporation — Directed 
Service — The  Delaware  and  Hudson 
Railway  Company,  (not  printed)  served 
June  22. 1988.* 

Considering  DRI's  inability  to 
maintain  sufficient  equipment  to 
provide  continuous  rail  service,  and  its 
repeated  cessation  of  operations  without 
providing  a  suitable  alternative,  we  find 
that  DRI's  current  situation  meets  the 
statutory  standards  of  49  U.S.C 
11125(a)  (1)  and  (3). 

In  view  of  the  urgent  need  fat 
continued  rail  service  over  lines  of  the 
DRI,  this  decision  grants  the  shippers' 
request  and  authorizes  GWRC/PVR  to 
provide  uncompensated  directed  service 
on  the  grounds  that  the  cessation  of 
service  by  DRI  creates  sufficient 
circumstances  to  meet  the  statutory 
requirements  for  such  an  order  and 
serves  the  public  interest. 

The  emergency  nature  of  this 
situation  compels  us  to  conclude  that 
advance  public  notice  and  hearings 
would  be  impractical  and  contrary  to 
the  immediate  public  interest  in 
assuring  the  resumption  of  essential  rail 
transportation  services.  Accordingly,  we 
exercise  our  authority  imder  49  U.S.C. 
11125(a)  to  waive  advance  public  notice 
and  hearings  in  the  present 
circumstances. 

Section  11125  allows  the  Commission 
to  direct  service  for  an  initial  period  of 
not  more  than  60  days,  with  an  option 
to  extend  the  directed  service  period  for 
an  additional  180  days,  if  cause  exists. 
We  believe  directed  service  authority  to 
be  necessary  here  at  least  for  an  initial 
60  day  period.  During  this  60  day 
period,  any  interested  person  may  file 
comments  seeking  extension  of  this 
order  for  up  to  180  daj-s. 

Terms  and  Conditions 

Effective  Date.  Directed  Service  Order 
No.  1512  shall  become  effective  at  12:01 
p.m..  January  8. 1993.  GWRC/PVR  shall 
be  authorized  to  commence  operations 
on  this  date  and  shall  notify  the 


>  Likewise,  the  Commission  may  authorize 
directed  rail  service  without  provision  for 
compensation  to  the  carrier  over  which  service  is 
directed.  See  Kansas  City  Terminal  Ry.  Co.— 
Opemte— Chicago  «./.«■  P..  360  LCC.  2S9  (1979). 
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CommiMion  ami  DRI  tmnittiatwly  that 
thay  have  dona  ao. 

Expintion  Data.  Uolaat  othenriae 
mod&ad  hv  tha  Comfiriaaion.  Diractad 
Service  Order  Ma  1512  will  expire  at 
11:59  a.in..  March  0. 1093. 

Compensation.  GWRC/PVR'a 
authority  under  Directed  Service  Order 
No.  1512  is  axsreaaly  conditianad  upon 
its  wraiver  of  ah  compensation  under  49 
U.S.C  1112S(b)(5}. 

Track  Safgty.  In  accordance  with  49 
use  11125(bK2Ma).  GWRC/PVR  need 
not  operate  over  any  DBI  line  segment 
certified  by  Ae  FRA  as  being  unsafe  or 
that  it  believes  is  unsafe  for  its 
operations. 

Qirs  and  operating  equipatent.  In 
operating  DRTs  line.  GWRC/PVR  diall 
use  its  own  cars  and  operating 
equipment  unless  otherwise  authorized 
in  swsequent  orders  of  the 
Commission. 

Employees.  In  providing  service 
under  this  directed  service  order 
GWRC/PVR  riiail  comply  with  the 
requirements  of  49  U.S.C  11125(bK4) 
with  respect  to  DRI  operating 
employees. 

Preservation  of  the  DRI  property. 
During  the  period  of  its  operation  of  the 
DRI  Unes,  GWRC/PVR  shall  be 
responsible  for  performing  that  degree 
of  maintenance  neceaaary  to  avoid 
further  deterioration  of  the  DRI  Hnes 
and  related  faciUtiea. 

Rates.  GWRC/PVR  are  authorized  to 
act  on  behalf  of  DRI  in  all  mattais  of 
tran^xxtatioB.  Rates  and  charges 
applicable  to  the  line  shall  be  thoae  in 
effect  at  the  time  GWRC/PVR 
commences  apantiooa  over  die 
respective  segments.  Inasmuch  as  tha 
rates  charged  to  DRI  shippers  are 
generally  for  switching  anvioas  and  are 
contained  in  the  respective  BN  and 
DRGW  tarifb,  GWRC/PVR  may  not  seek 
changes  in  those  rataa  and  chwges 
except  by  application  to  the 
Commiaaion  under  diia  authority.  All 
revenues  from  such  charges  shall  accrue 
to  the  account  of  GWRC/PVR,  based  on 
their  reapective  operations  duriiK  the 
effective  period  of  this  order,  and  shall 
not  ccnstitute  aaaets  of  the  DRI. 

Liat»lity  for  expenses.  Any 
rehabilitation,  openiti<Hial.  or  other 
costs  related  to  the  respective  operations 
is  authorized  shall  be  the  sole 
responsibihty  and  UabiUty  of  GWRC/ 
PVR.  Any  audi  ooata  or  axpendituree 
shall  not  in  any  way  be  deemed  an 
obligatian  or  liability  of  the  United 
Sutes  Goveramaot  GWRC/PVR  shall 
hold  the  United  States  Government 
harmleaa  from  any  and  all  claima  arising 
out  of  the  authorised  operationa. 
However,  GWRC/PVR  shall  not  be  liable 
for  any  paymants.  obligationa.  fines. 


fees,  or  other  encumhiaDoea  or 
obtigationa  aaaaaaed  or  aaaaasabia 
against  DRI  at  the  time  directed  aenrice 
operations  oomflaaaca  or  during  the 
perkKl  of  diractad  sarrice,  nor  shall 
GWRC/PVR  be  rasponatbla  to 
compensate  the  DRI  or  any  other  party 
of  interest  for  the  use  of  DRI  lines 
during  the  directed  aervice. 

Operatkiaal  difficulties.  Any 
operational  difficultiaa  aaaoriatwd  with 
the  authorized  operations  of  a  specific 
DRI  line  segpient  shall  be  reaoWed  by 
GWRC/PVR  through  negotiated 
agreement,  at  faiUng  agreement,  by  the 
commiaaion.  Any  resumption  of 
operationa  by  DRI  during  the  e£fective 
period  of  this  order  may  occur  only  after 
notice  to  the  Commiaaion  and  thirty  (30) 
daya  notice  to  the  DRC. 

We  find:  1.  DRI  has  discontinued 
service  over  its  lines  without  authority 
due  to  the  unavailability  of  locomotive 
equipment,  and  has  been  given  an 
opportunity  to  eatabliah  that  it  haa  the 
ability  to  raatora  full  operations.  DRI  has 
failed  to  demonstrate  why  the 
Commission  should  not  allow  GWRC/ 
PVR  temporarily  to  provide  continued 
rail  service  over  thoee  linea  in  its  behalf, 
and  aa  requested  by  its  shippms,  as  a 
DRC 

2.  In  order  to  prevent  further 
transportation  and  economic 
disruptions  due  to  DRI's  cessation  of 
operations,  it  is  neceaaary  for  the 
Commiaaion  to  authoriza  GWRC/PVR  to 
operate  DRI's  linea  under  49  U.S.C 
11125  writh  a  wraiver  of  any 
compenaatian  from  tha  Federal 
Government. 

3.  Oar  action  in  this  decision  will  not 
subatantially  impair  the  ability  of 
GWRC/PVR  to  aarve  its  own  patrons 
adequately  or  to  meet  its  oatstanding 
common  carrier  obligationa,  and  will 
insure  continued  rail  aervice  to  afiectad 
shippers  on  tha  DRI.  See  49  U.S.C 
11125(b)(2)(B). 

This  action  will  not  significantly 
affect  either  the  quality  of  the  homan 
environment  or  energy  conservation. 

A  is  ordered:  1.  Baaed  upon  its 
agreement  to  do  so  without  any  form  of 
compenaatian  from  tha  Federal 
Govammrat.  GWRC/PVR  is  authorized 
to  enter  upon  and  operate  DRI'a  Unea  at 
Denver,  00  pursuant  to  this  volimtary 
directed  aervice  order  under  49  U.S.C 
11125. 

(a)  Entry  by  GWRC/PVR  may  occur  on 
tha  date  thia  order  ia  efiiBctiva  and  may 
continua  no  later  than  the  sixtieth  day. 
after  the  effective  date  of  this  decision. 

(b)  GWRC/PVR  slMai  immediately 
notify  the  CommiaaiQn  and  tha  parties 
to  thia  proceeding,  in  writing,  of  the 
date  on  which  it  commenoea  operations 
under  thia  order. 


(c)  OperatioBa  under  thia  order  iliaH 
conform  to  the  directions  and 
conditions  praacribed  above  and 
contained  herein. 

2.  During  this  60  day  period,  any 
interested  person  may  file  comments 
seeking  extension  of  this  order  for  up  to 
180  days. 

3.  All  submissionB  filed  in  this 
proceeding  should  refer  to  DSO  No. 
1512  and  ^ould  be  sent  to  the 
Commission's  headquarters  at  12th 
Street  and  Constitution  Avenue.  NW., 
Washington.  DC  20423.  An  oii^nal  and 
10  copies  should  be  submitted. 

4.  The  provisions  of  this  decisian 
shall  apply  to  intrastate,  interstate,  and 
foreign  commerce. 

5.  The  Commission  retains 
jurisdiction  to  modify,  supplement,  or 
reconsider  this  decision  at  any  time. 

6.  Notice  of  this  decision  shall  be 
given  to  the  general  public  by 
publication  in  the  Federal  Regialer. 
This  decisian  will  alao  be  serwsd  on  the 
Federal  Railroad  Administration,  the 
Association  of  Ammican  Railroads,  the 
American  Short  Line  Railroad 
Association.  The  Railway  Labor 
Executives'  Association,  tha  DRL  and 
the  GWRC/PVR. 

7.  This  decision  and  order  shall 
become  effective  at  12:01  p.m.,  January 
8. 1993. 

8.  Unless  otherwise  modified  by  die 
Commission,  this  order  will  expirs  at 
11:59  a.m..  March  9. 1993. 

Decided:  January  8, 1993. 

By  the  Conunission,  Chairman  PhiRiin. 
Vice  Chairman  Simmons,  Commlasicniers 
PhiUipt,  McDonald,  and  Walden. 
Commissioner  Walden  did  not  paitidpeta  in 
the  disposition  oi  this  proceeding. 
Sidney  L.  Strickland,  |r.. 
Secretary. 

IFR  Doc  93-«76  Filed  1-13-93;  8:45  ml 
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DEPARTMENT  OF  LABOR 

GccupirtiofMl  Safely  and  HaaMh 
Adntinlatration 

Shipyard  Employment  Standarda 
Adviaory  ComnUttaa;  Meeting 

AGENCY:  Oocupatioaal  Safety  and  Health 
Administration  (OSHA).  LabOT. 
AcnON:  Notice  of  meeting. 

SUMMARY:  Notice  is  hereby  given  that 
the  Shipyard  Employment  Standarda 
Advisory  Committee  (SESAC), 
established  under  the  {Hovisiona  of  the 
Federal  Advisory  Conunittee  Act 
(FACA),  as  amended  (5  U.S.C.  App.  I) 
and  section  7(b)  of  the  OccupHiinial 
Safety  and  Haaldi  Act.  29  U.S.C  6S6(b). 
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will  oonvfliM  on  FSbniaiy  18, 1993,  at 
8:30  sjoa.,  at  the  Shsnton  buMr  Hubtn- 
Holel  300  South  C3wrles  Strast. 
Baltimore,  Maivlaid.  21201.  The 
meeting  will  ad)ouin  on  February  19, 
1993.  at  appnndmately  12:30  pjn.  Tha 
public  is  encouragBd  to  atteoa. 

The  agenda  is  as  follows: 
I.  Call  to  Order. 

n.  Review  of  transcripts  of  July  7-8, 
1992  and  September  2-3, 1992 

m.  Discusslop  of  the  following 
standards: 

(a)  29  CFR  pert  1915,  subpart  F. 
General  Working  Conditians. 

(b)  29  CFR  part  1915,  subpart  L. 
Electrical. 

(1).  Temporary  Services  (Power/ 
Wiring) 
(2).  Scope  and  Application 

(c)  29  CFk  part  1915.  subpart  U. 
Surface  Preparation  and 
Preservation. 

IV.  New  Business.  Discussion  of  the 
following  standards,  as  time 
permits. 

(a)  29  CFR  part  1915,  subpart  J,  Ships 
Machinery  and  Piping  Systems. 

(b)  29  CFR  part  1915,  subpart  S. 
Compressed  Gas  and  Compressed 
Air  Emupment. 

(c)  29  CFR  part  1915,  subpart  O, 
Occupational  Health  and 
Environmental  Control. 

Public  Participation:  Time  permitting, 
the  Committee  will  consider  oral 
presentations  relating  to  the  agenda 
items.  Persons  wishing  to  address  the 
Committee  should  submit  a  written 
request  to  Mr.  Thomas  Hall  (address 
below)  by  the  close  of  business, 
February  S,  1993.  The  request  must 
include  the  name  and  address  of  the 
person  wishing  to  appear,  the  capacity 
in  which  tbe  af^Maranoe  will  be  made, 
a  short  summary  of  the  intmded     ^ 
presentation,  and  an  estimate  of  the 
amount  of  time  needed.  Disabled 
individuals  wishing  to  attend  should 
contact  Mr.  Thomas  Hall  at  the  address 
listed  below  to  obtain  appropriate 
accommodations.  Individuals  or 
organizations  wishing  to  submit  vnritten 
statements  should  sand  S  copies  to  the 
address  below. 

FOA  FURTMER  MFORMATMN  CONTACT: 
Mr.  Thomas  Hall,  U.S.  Department  of 
Labor,  Occupational  Safety  and  Health 
Administration.  Office  of  bifbrmation 
and  Consumer  AfEurs,  room  N-3647. 
200  Constitution  Avenue.  NW., 
Washington,  DC  20210.  (202)  219-8617. 

Signed  at  Washington.  DC  thia  Sth  day  of 
January,  1993. 
Dorothy  L.  Steank, 
Acting  Assistant  Secretary  <^ Labor. 
|FR  Doc  93-B16  Filed  1-13-93;  8:45  ami    . 


NATIOHAL  LABOR  RELATIONS 
BOARD 

M  MambTi  of  f 


5  U.S.C  4314(cM4)  requiraa  that  the 
appointments  of  individiMis  to  saive  as 
members  of  perfbimanoa  review  boards 
be  published  In  the  Fsrfaral  Kagistar. 
Therefore.  In  compliance  with  this 
requirement,  notice  is  hereby  given  that 
the  individuials  whose  names  and 
position  titles  appear  below  have  been 
appointed  serve  as  members  of 
piwformance  review  boards  in  the 
NaticMial  Labor  Rslatians  Board  for  the 
rating  year  beginning  Octobw  1. 1991 
and  ending  September  30. 1902. 

Name  and  Title 

Robert  E.  Allen— Associate  General 

Counsel,  Advice 
Harold  J.  Detz— Chief  Counsel  to  Board 

Member 
Yvonne  T.  Dixon — Acting  Deputy 

General  Counsel 
Frederick  Frdlicher— Chief  Counsel  to 

Board  Member 
John  E.  Higgina— SoUdtor 
Susan  HolS— Chief  Counsd  to  Board 

Member 
Gloria  Joseph— Director  of 

Administratian 
Niduilas  E.  Karatinos— Acting  Associate 

General  Counsel  Enf .  Lit 
Barry  J.  Kearney— Deputy  Associate 

General  Counsel.  Advice 
Joseph  E.  Moore— Deputy  Executive 

Secretary 
W.  Garrett  Stack— Associaie  General 

Counsel,  Operatians-Management 
Elinor  H.  StiUnaD— C3iief  Counaal  to 

the  Chairman 
Berton  B.  Subrin— Director.  Office  of 

Representation  Appeals 
John  C.  Truesdale— %cecutive  Secretary 
Melvin  J.  Welles— CSiief  Administrative 

Law  Judge 
Joha  C  Trueadale, 
Executive  Secretary. 

[PR  Doc.  93-850  Filed  1-13-93;  8^45  am) 
OOM^ 


NATIONAL  SCIENCE  FOUNDATION 

SpMtel  ErophMic  PmmI  in  Materials 
ReMwch;  llMllns 

In  accordance  vrith  the  Federal 
Advisory  Committee  Act  (Pub.  L.  02- 
463,  as  amended),  the  Nati<Mial  Science 
Foundation  announces  the  following 
meeting. 

Date  and  time:  Febniaxy  8-9. 1893;  8  a.m. 
to  4  p  J&. 

Ploee:  Plocida  State  Unlvenity, 
Tallahaaaee.  PL  (Pabmaiy  BOt)  Lm  Alamoe 


National  Laboratoy,  Los  Alanna.  MM 
(February  9th). 

Type  o/MaetiiyQaaad 

Cboloct  Paraoe:  Dc  Adiiaaa  M.  da  Gmi^ 
Deputy  Division  Director.  Divlsiaa  of 
Materials  Research,  room  408,  National 
Science  Foundation,  1800  G  St  NW., 
Washington,  DC  20650.  Talaphone:  (202) 
357-9794;  FAX  (202)  357-7959. 

Purpote  ofMettingrTo  provide  adrfoa  and 
recommendatioDs  conoaniiiig  dw  uaitJiNiad 
support  tor  die  Natiooal  H^  MepMlIc  Flatd 
Laboratory  (NHMFL)  baliig  aalabttaiHd  tagr 
Florida  State  University,  the  University  of 
Florida,  and  Los  Alamos  National  Isbantary. 

Agenda:  To  review  and  evahiate  die 
progreas  repast  and  ptoposal  far  coattnaad 
fua^i«  far  the  NHMFL 

Aeosoa /br  Cf  ostRf:  The  propeaa  raport 
being  reviewed  includes  Informstioa  of  a 
proprietary  or  confidential  nature,  including 
technical  information;  financial  data,  anch  aa 
salaries;  and  personal  infonnation 
concerning  individuals  associated  with  the 
proposal.  These  matters  are  exempt  under  5 
U.S.C.  552b(c),  (4)  and  (6]  of  the  GovemmaBt 
in  tbe  Sunshine  Act 

Dated:  January  11, 1993. 
M.  Rebecca  Wlakkr. 

Committee  Management  Officer. 

(FR  Doc  93-847  Filed  1-13-93;  8:45  am] 
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Special  EmphMis  Panel  loJMwoiWng 
and  Communtcatlona  Rasaarcfi  and 
Infrastructure;  Masting 

In  accordance  Mrith  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463.  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting. 

Name:  Special  Emphasis  Panel  ia 
Networking  and  Communicatioas  Research 
and  Infrastructure. 

Date  and  Time:  February  1-3, 1993;  8:30 
a.m.  to  5  p.m. 

Place:  Room  536,  National  Scisooe 
Foundation.  1800  G  Street.  NW..  Washington, 
DC  20550. 

Type  of  Meeting:  Qosed 

Q>ntact  Person:  Dr.  Aubrey  Bush. 
Networking  and  Communications  Research 
Program,  National  Science  Foundatioo,  room 
416.  Washington,  DC  20S50  (202  357-0717). 

Purpose  of  Meting:  To  provide  advloa  and 
recommendations  concerning  propoaals 
submitted  to  NSF  for  financial  support 

Agendo:  To  review  and  evahiate  propoaals 
submitted  to  the  Networking  and 
Conununications  Research  Program. 

Reason  for  Qosing:  The  propoaals  being 
reviewed  include  information  of  a 
proprietary  or  coofidential  nature,  IndudiBg 
technical  infannalion;  finanrial  dala,  sndi  aa 
salaries,  and  personal  infarmatlaB 
concerning  individuals  assodalad  with  dia 
proposals. 

These  matters  are  exempt  undar  5 
U.S.C.  552  b.  (c)  (4)  and  (6)  of  the 
Gorerament  in  the  Sunsfame  Act. 
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Dated:  January  11, 1093. 
M.  Iflbwxa  Winkkr, 
Conunittee  ManagBmant  Officar. 
fFR  Doc  93-849  Piled  1-13-93:  8:45  am] 


ExfMTt  Panel  of  th«  Fwtoral 
Coordinating  Council  for  Sciortca, 
Enginaering  and  Tachnology 
(FCCSET):  Commlttaa  on  Education 
and  Human  Raaourcaa  (CEHR); 
MeaUng 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463.  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting. 

Dotes  and  Times:  February  15, 1993,  8:15 
a.m.  to  6  p.m.,  Pebruaiy  16. 1993. 8:15  a.m. 
to  3  p.m. 

Place:  Washiogton  DC-  Call  contact  person 
for  location. 

Type  of  the  Meeting:  Open 

Contact  Person:  Mr.  James  S.  Dietz, 
Program  Analyst,  the  Division  of  Research, 
EvsJuation  and  Dissemination,  the 
Directorate  of  Himian  Resources.  National 
Science  Foundation,  room  1249, 1800  G 
Street,  NW.,  Washington,  DC  20550. 
Telephone:  (202)  357-7425. 

Minutes:  May  be  obtained  from  the  contact 
person  listed  above. 

Purpose  of  tiie  Meeting:  The  National 
Science  Foundation  acting  through  the 
FCCSET/CEHR  established  an  Eacpert  Panel 
to  review  the  status  of  Federal  Science, 
Mathematics,  Engineering,  and  Technology 
(SMET)  programs  of  member  agencies.  The 
Expert  Panel  provides  advice  and 
recommendations  to  FCCSET/CEHR  on  the 
status  of  Federal  SMET  education  programs. 

Agenda:  Mission  Discussion. 
Panel  Discussion  on  Data  Update  Mission 
Subpanels  Discussion  for  K-12  Programs, 

Program  Evaluation  and  Undergraduate 

Programs 
Discussion  on  Reform  in  Science  Education 

and  the  Federal  Role 
Subpanel  Discussion  on  Graduate/Public 

Literacy  Programs  Roundtable  Panelists 

Report  on  Program  Topics  Summary 

Discussions  and  Closure 

Dated:  January  11, 1993. 
M.  Rebecca  Winkler. 
Committee  Management  Officer. 
[FR  Doa  93-848  Filed  1-13-93,  8:45  am) 
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NUCLEAR  REGULATORY 
COMMISSION 

Availability  of  Staff  Technical  PoaHion 
on  Geologic  Rapoaltory  Oparatlona 
Area  Underground  Facility  Daaigtt— 
Thermal  Loada 

AGENCY:  Nuclear  Regulatory 

Commission. 

ACTKM:  Notice  of  availability. 


•UMMAflV:  The  Nuclear  Regulatory 
Commission  is  annoimdng  the 
availability  of  NlJREG-146e.  "Staff 
Technical  Position  (STP)  on  Geologic 
Repository  Operations  Area 
Underground  Facility  Design— Thermal 
Loads.". 

AOOnesscS:  Copies  of  NUREG-1466, 
including  the  staff  disposition  of 
comments,  can  be  purchased  from  the 
Superintendent  of  Documents.  U.S. 
Government  Printing  Office.  P.O.  Box 
37082.  Washington,  D.C  20013-7082. 
Copies  are  also  available  from  the 
National  Technical  Information  Service. 
5285  Port  Royal  Road.  Springfield.  VA 
22161.  A  copy  of  NUREG-1466  is  also 
available  for  public  inspection  and/or 
copying  at  the  NRC  Public  Document 
Room.  2120  L  Street  (Lower  Level), 
NW.,  Washington.  DC  20555. 
FOR  FURTHER  INFORMATION  CONTACT: 
Anne  E.  Garcia,  Repository  Licensing 
and  Quality  Assurance  Project 
Directorate.  Division  of  High-Level 
Waste  Management.  Office  of  Nuclear 
Material  Safety  and  Safeguards.  Nuclear 
Regulatory  Commission,  11555 
Rockville  Pike.  Rockville.  MD  20852. 
Telephone  301/504-2438. 
SUPPLEMENTARY  MF0RMAT10N:  The 
purpose  of  this  STP  is  to  provide  the 
U.S.  Department  of  Energy  (DOE)  with 
a  methixiology  acceptable  to  the  NRC 
staff  for  demonstrating  compliance  with 
10  CFR  60.133(i).  The  Nuclear 
Regulatory  Commission  staffs  position 
is  Uiat  DOE  should  develop  and  use  a 
defensible  methodology  to  demonstrate 
the  acceptability  of  a  geologic  repository 
operations  area  (GROA)  undergroimd 
facility  design.  The  staff  anticipates  that 
this  methodolo^  will  include 
evaluation  and  aevelopment  of 
appropriately  coupled  models,  to 
account  for  Uie  thermal,  mechanical, 
hydrological,  and  chemical  processes  • 
that  are  induced  by  repository-generated 
thermal  loads.  With  respect  to  10  CFR 
60.133(i),  the  GROA  underground 
facility  design:  (1)  Should  satisfy  design 
goals/criteria  initially  selected,  by 
considering  the  performance  objectives; 
and  (2)  must  satisfy  the  performance 
objectives  10  CFR  60.111. 60.112.  and 
60.113.  The  methodology  in  this  STP 
suggests  an  iterative  approach  suitable 
for  the  underground  fecility  design. 

On  August  2. 1991,  the  Nuclear 
Regulatory  Commission  published,  in 
the  Federal  Register,  the  "Notice  of 
Availabihty"  for  the  draft  STP  and 
solicited  public  comments  (see  56  FR 
33478).  Approximately  50  comments 
were  received  from  two  different 
parties.  On  March  17. 1992.  the  staff 
conducted  a  technical  exchange  with 
DOE,  the  State  of  Nevada,  and  DOE 


program  participants  to  discuss  the 
intent  of  the  draft  STP.  Following  the 
March  1992  technical  exchange,  and  a 
review  of  the  public  comments, 
significant  changes  and  clarifications 
were  incorporated  into  the  revised  STP. 
Staff  responses  to  the  public  comments 
were  documented  separately  as 
appendix  D  to  NUREG-1466. 

On  July  29. 1992.  the  NRC  staff 
briefed  the  Advisory  Committee  on 
Nuclear  Waste  (ACNW)  on  the  revised 
STP  and,  as  a  result,  the  staff  received 
a  number  of  comments.  The  staffs 
responses  to  the  ACNW's  comments  are 
documented  separately,  as  Appendix  E 
to  NUREG-1466. 


Dated  at  Rockville,  Maryland  this  8th  day 
of  November,  1992. 

For  the  Nuclear  Regulatory  Commission. 
Robert  M.  Bemero. 

Director,  Office  of  Nuclear  Material  Safety 
and  Safeguards. 

IFR  Doc.  93-913  Filed  1-13-93;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-31697;  File  No.  SR-CBOE- 
92-05] 

Self-Regulatory  Organizationa;  Order 
Approving  Propoaed  Rule  Change  by 
the  Chicago  Board  Optiona  Exchange, 
Inc.,  Relating  to  the  Addition  of  New 
Strike  Prices  for  Index  Options 

January  7, 1993. 

I.  Introduction 

On  February  7. 1992.  the  Chicago 
Board  Options  Exchange.  Inc.  ("CBOE" 
or  "Exchange")  submitted  to  the 
Securities  and  Exchange  Commission 
("SEC"  or  "Commission"),  pursuant  to 
section  19(b)  of  the  Securities  Exchange 
Act  of  1934  ("Act") »  and  Rule  19b-4 
thereunder,*  a  proposal  to  enable  the 
Exchange  to  list  additional  strilce  prices 
for  Exchange-traded  index  options. 
Specifically,  under  the  proposal  the 
CBOE  may  add  up  to  four  strike  prices 
above  and  below  the  current  index  price 
when  a  new  options  series  is  opened,  up 
to  five  strike  prices  above  and  below  the 
current  index  price  when  the  current 
index  price  reaches  an  existing  strike 
price,  and  up  to  six  strike  prices  above 
and  below  the  current  index  price  wher 
unusual  market  conditions  warrant.' 


>  15  U.S.C  788(bMl)  (1982). 

» 17  CFR  240.19l>-4  (1991). 

'The  CBOE  originally  proposed  that  the 
Exchange  may  add  up  to  four  strike  prices  when  a 
new  series  is  opened,  up  to  six  strike  prices  when 
tha  current  index  price  reaches  an  existing  strike 
price,  and  up  to  seven  strike  prices  when  unusual 


market  conditi 

subsequently  a 
See  letter  firom 
General  Couns 
CBOE.  to  Shar 
dated  October 
Because  this  ai 
not  been  separ 

*  See  Securil 
(Mays,  1992), 

'  Prior  to  sill 
Commissioa,  t 
letters  on  the  r 
conunentalors 
participants  to 
available  in  CM 
these  commuo 
to  aobcoceits 
See  letters  froc 
President,  Inv< 
Richards,  to  )a 
Procedure  Con 
and  December 
Brisgel,  Senioi 
Shearson  Lehi 
Floor  Procedui 

*Interpretati 
that  the  strike 
a  strike  price  a 
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nmission, 


Notice  of  the  i»opoaed  ruto  changB 
was  publish^  for  comment  and 
appeared  in  the  Federal  Ragirtar  on 
May  IZ,  I99Z.*  Three  aHnmotta  weie 
received  in  connection  with  the 
proposaL'  This  ordet  a{^pro«ea  the 
proposal. 

n.  Deacriptiwi  eftfia  Piaf  bb>I 

Under  existing  Interpretation  Xn  to 
CSOE  Rule  24.9,  three  situations  permit 
the  Exchange  to  add  additional  strike 
prices  for  index  options:  (1)  When  a 
new  series  a#  index  c^itioB  contracts 
with  a  new  expiratiop  month  are 
opened;  (2)  when  the  vahie  of  the  index 
undetiying  a  dass  of  Index  options 
reaches  an  existing  strike  price;  and  (3) 
when  unusual  market  conditicMis  exist" 
Currently,  two  strike  prices  above  and 
below  the  current  index  price  may  be 
added  when  a  new  expiration  month  is 
added,  and  up  to  three  strike  prices 
above  and  below  the  current  index  price 
may  be  added  when  the  index  price 
reaches  an  existiixg  strike  price.  In 
addition,  up  to  four  strike  {uices  above 
and  below  the  current  index  porica  may 
be  added  in  unusiial  market  conditions. 

The  CBOE  proposal  would  permit  the 
Exchange  to  increase  the  number  of 
strike  prices  available  for  Exchange- 
trade  index  options  in  the  followii^ 
manner: 

(1)  When  a  new  series  of  index  option 
contracts  with  a  new  expiration  cycle 
month  are  opened  for  trading,  four 
strike  prices  above  and  below  the 
current  index  price  may  be  added; 

(2)  When  the  vahie  of  the  index 
underlying  a  class  of  index  options 
reaches  a  strike  price,  the  Exchange  may 
add  one  or  more  additional  strike  prices 
sudi  that  there  are  up  to  five  strike 


market  conditions  wanant  7h»  Ekdrnge 
subsequentiy  amaodad  lh«  ptopowi  as  noMd  abov*. 
See  letter  from  |c«niM  Moffic-SUvai,  Aaaodata 
General  Counsel  &  Cluaf  Enfdrcamaot  Attoroey. 
CBOE,  to  Sharon  Lawaon.  AMMlant  Director.  SEC. 
dated  October  8.  1992  VAmBodmrnt  Na  1"). 
Because  this  ameodnMit  is  minar  in  nattm  it  has 
not  been  separately  noticed  for  comatenL 

*  See  Securities  Exchange  Act  Release  No.  30668 
(May  6. 199Z),  57  FR  20306. 

■  Prior  to  st\bmitting  the  prapota)  to  the 
Commissiaa,  the  CBOE  received  tbraa  oomment 
letters  on  the  need  to  increaae  strike  pricea.  The 
commentators  focused  on  the  need  of  matkat 
participants  to  have  additional  strilte  pricea 
available  in  OEX  index  optioiu.  tm4,  ttierefore, 
these  commtntalors  support  the  CB^s  initiatives 
to  enhance  its  ability  to  add  additional  strike  price*. 
See  letters  from  Richard  L.  Speaker.  Senior  Vice 
President,  Investments,  Rateman.  EUJiIer,  Mil  k 
Ridiards.  to  ^ck  Callahan,  Owinnan.  OEX  Floor 
Procedure  Committee,  CBOE.  dated  August  8, 1991 
and  December  24. 1991i  Mod  letter  bvm  Lo«is 
Brisgel.  Senior  Vice  Piesidant/Financial  Consultant, 
Shearson  Lehman  Brothers,  to  lack  Oaflriian,  Index 
Floor  Procedures,  CBOE.  datod  Octoliar  31. 1991. 

•  Interprelabon  .01  to  CBOE  Rule  24.9  pwwides 
that  the  strike  price  interval  for  OEX  optkns  with 
a  strike  price  above  200  is  $5. 


prioM  above  and  fiv*  ibik*  pnces  briow 
the  tXiikB  price  which  has  baen  nadwd: 
and 

(3)  fai  unusual  market  conditions,  the 
Exchange  may  add  addHkaal  Mriaa  at 
index  ration  contracts  up  to  six  strike 
pricea  aoove  and  six  strike  prices  below 
the  current  index  price. 

As  descrlbad  above,  the  CBOE 
proposes  to  increaae  the  number  of 
strike  prices  available  for  trading, 
which,  the  Exchange  argues,  will 
enhance  liquidity,  makat  depth  and 
open  intaieat.  The  CBOE  indicatea  that 
the  additional  strike  pricea  ate 
neceaaitated  by  cuiient  market 
conditions  and  customer  demand.  In 
addition,  the  Exchange  believes  that 
additional  strike  prices  for  its  index 
option  contracts  will  provide  increased 
flexibility  for  market  participants, 
thereby,  permitting  options  positions  to 
be  mora  finely  tailoreid  to  achieve  their 
intended  investment  objectives. 

m.  Diacusaion 

The  Commission  finds  that  the  CBCJE 
proposal  is  consistent  widi  the 
requirements  of  the  Act  and  the  rules 
and  regulations  thereunder  applicable  to 
a  national  securities  exchange,  and.  in 
particular,  the  reqiiiraments  of  section  6. 
Specifically,  the  Commission  believes 
that  the  proposal  is  consistent  with 
section  6(bH5)  of  the  Act  because,  by 
offering  investors  more  flexibility  in  the 
tradfog  of  index  options,  it  will  protect 
investors  and  further  the  public  interest 
by  allowing  them  to  establish  options 
posititHis  that  are  better  tailored  to  meet 
their  investment  ot^ectives. 

The  Commission  also  believes  that  the 
CBOE  proposal  strikes  a  reascmable 
balance  between  the  Exdianga's  needs 
to  accommodate  market  participants  by 
offering  a  wide  array  of  investment 
opportunities  aiui  the  need  to  avoid 
excessive  proliferation  of  options  series. 
The  Commission  notes  that  the  CBOE 
proposal  permits  a  relatively  small 
increase  in  the  absolute  number  of 
index  options  series  that  may  be 
outstanding  at  any  one  time. 
Specifically,  the  proposal  permits  the 
introduction  and  continued  Usting  of 
only  tvro  additional  strikes  m  optioos 
series  above  those  currently  allowed 
under  the  CBOE's  rules  and  policies. 
The  proposal  also  sets  the  maximum 
permissible  number  of  strike  prices, 
with  the  Exchange  retaining  discretion 
to  list  ktwm  strikes  than  allowed. 
Finally.  CBOE.  rules  allow  the  Exdiange 
to  deUst  an  opticms  series  with  no  open 
interest  Therefore,  if  the  CBOE  lisU  an 
option  series  in  anticipation  erf  a  large 
market  movement  that  does  not 
materialize,  the  CBOE  would  be  able  to 


driist  such  aeciea  if  it  atttada  no  trading 
interest 

In  additkm.  baaed  on  lapiaaanlatioos 
from  the  Qptiona  Pnce  Raporting 
Authority  ("OPRA").  tbe  Caauriasian 
believes  that  OPRA  will  have  adaquale 
computer  nrocasains  capacity  to 
accommodate  the  aoditinnal  strika 
prices.  Specifically.  OPRA  lapiaaaotsd 
that  "(tlhe  addiboo  of  four,  six  and 
seven  OEX  sales  as  i«>poaed  in  CBOE's 
rule  filing  SR-CBC£-O2-05  will  have  no 
material  impact  on  OPRA3  capacity.'^ 
The  CBOE  &\v^  r^resenU  that  its 
current  system  capacity  is  sufficiaot  to 
meet  the  expected  deoiands  of  the 
additional  strike  prices.*  Neverthalaaa. 
the  Commission  requests  that  tha 
Exchange  monitor  uie  volume  of 
additional  options  series  listed  as  a 
result  of  this  rule  change  and  the  efiad 
of  these  additional  series  on  the 
capacity  of  the  CBC^'s,  OPRA's  and 
vendors'  automated  systems.* 

Lastly;  as  reflected  m  the  comment 
letters  received  in  connection  with  the 
proposal,  there  is  evidence  that 
sufficient  demand  exists  for  index 
options  series  that  are  four  strika  prices 
away  from  the  market.*"  Accordingly, 
we  do  not  anticipate  that  the  new  strike- 
prices  likely  will  diminish  tbtf  liquidity 
in  Exchange-traded  OEX  index 
options.**  In  addition,  in  light  of  the 
increased  short-term  volatility  of  stock 
indexes  due  to  market  conditions,  the 
Commission  believes  the  CBC^s 
proposal  will  help  to  ensure  that  strike 


'  See  Memorandum  from  Joseph  P.  Corrigan. 
Executive  Director,  OPRA,  to  )oanne  kMHc-Slver. 
CBOE,  dated  August  20, 1992  which  is  enclosed  In 
a  letter  boat  Joanne  MoiBc^ilver,  Aaaodata 
General  Counsel  *  Chief  EnJorcemat  Aaonwy, 
CBOE,  to  Thomas  Gira.  Bnmch  Chiet  Division  of 
Market  Regulation,  SEC  dated  Augnst  21, 199Z 
("CBOE  Letter'l. 

*  See  Memonmdmn  from  Kmno  Hidtstngh, 
Executive  Vice  President,  Systenu  OlvWan,  CBOC. 
to  JoMute  MofTtc-Silver,  Associate  Geaerri  Coonael 
k  Chief  EniotceoMQt  Attomey.  CBOE.  drted  Anpiit 
21,  1992  which  is  enclosed  in  the  CBOE  Letter, 
f  upra  note  7. 

'See  note  11.  in^. 

>»Tba  level  of  the  OEX  Index  bM  substantiaUy 
increased  from  the  date  thai  the  Contmissian 
originally  approved  the  CBOE's  strike  price  policy. 
See  Securities  Exchange  Act  Release  No.  21794 
(February  26, 1965),  90  FR  8691.  In  paiticnlar,  the 
OEX  Index  ww  at  176.12  in  March.  1963  and  now 
stands  at  39S.7S  (over  a  50%  inuaaae). 
Accordingly,  the  incteasa  In  the  OEX  kidex  valtt* 
supports  the  potential  listing  of  additional  strike* 
by  the  Exchange. 

"  We  note  that  the  CBCX  has  stated  that  it  nay 
want  the  CoKmiaaian  to  conidw  eddtticoai 
increase*  in  aUowaUa  strike*.  In  thia  Mfaid,  the 
CBOE  has  sUted  that  it  vriil  monitor  the  unpact  of 
the  additiocial  strikee  over  the  next  six  months  and 
will  report  to  the  Conmi*«imi  the  raialU  inc hiding 
any  adverse  coasei|itaBce*,  end  the  liiipafl  on  the 
orderliness  of  opening  rotation*.  The  lapart  should 
also  specifically  include  any  adverse  impect  on  the 
liquidity  of  outstanding  strikes  in  OEX  indea 
options  in  addition  to  the  eSscU  on  cqMcity  a* 
described  above. 
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prices  reasonably  related  to  the  market 
and  attractive  to  investors  are  available. 
The  ability  of  the  CBOE  to  add 
additional  strike  prices  as  market 
conditions  dictate  will  enhance  the 
flexibility  of  the  Exchanse  in  response 
to  varying  economic  and  market  events. 

In  sMia,  the  Commission  finds  the 
CBC^  proposal  diould  not  result  in  a 
substantial  increase  in  the  nxunber  of 
index  options  series  outstanding,  and 
should  help  to  ensiire  the  constant 
availability  of  various  stock  index 
option  that  are  attractive  to  investors. 
For  these  reasons,  the  Commission  finds 
that  the  benefits  to  be  derived  from  this 
proposal  in  accommodating  market 
participants'  investment  needs  and 
objectives  outweigh  the  possible  adverse 
e^cts  on  market  liquidity  due  to  the 
dispersion  of  trading  interest  in  more 
options  series. 

It  is  therefore  ordered,  pursuant  to 
section  19(b)(2)  of  the  Act."  that  the 
proposed  rule  change  (SR-CBOE-92- 
05).  is  approved. 

For  the  Coaunission.  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.'' 

Margant  H.  McFariand, 
Deputy  Secntary. 
[FR  Doc  93-831  Filed  1-13-93;  8:45  am] 
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DEPARTMENT  OF  STATE 

Office  of  Def«n««  Trad*  Controls 

[PubUe  Node*  1753] 

Munttiona  Export*  Involving  Armour  of 
Amorica  or  Arthur  Q.  SehrallMr 

agency:  Office  of  Defense  Trade 
Controls,  Department  of  State. 
ACTION:  Notice. 

SUMMARY:  Notice  is  hereby  given  that  all 
existing  Ucenses  and  other  approvals, 
granted  pursuant  to  section  38  of  the 
Arms  E^qMrt  Control  Act.  that  authorize 
the  export  or  transfer  by,  for  or  to. 
Armour  of  America.  Inc.  and  any  of  its 
subsidiaries  or  associated  companies, 
and  Arthur  G.  Schreiber.  of  derense 
articles  or  defense  services  are 
suspended.  In  addition,  it  shall  be  the 
policy  of  the  Department  of  State  to 
deny  all  export  ucense  applications  and 
other  requests  for  approval  involvins. 
directly  or  indirectly,  the  above  dted 
entities.  This  action  also  precludes  the 
use  in  connection  with  such  entities  of 
any  exemptions  from  license  or  other 
approval  included  in  the  International 


"  IS  U.S.C  TSMWO)  (loea). 

"  17  CFR  20a3O-3(aXl»  (IWl). 


Traffic  in  Arms  Regulations  (TTAR.  22 
CFR  parts  120-130). 

EFFECTIVE  DATE:  December  31, 1992. 

FOR  FURTHER  MF0RMAT10N  CONTACT: 

Clyde  G.  Bryant.  Jr..  Chief,  Compliance 
Analysis  Division,  Office  of  Defense 
Trade  Controls.  Center  for  Defense 
Trade.  Bureau  of  Politico-Military 
Affairs.  Department  of  State  (703:875- 
6650). 

SUPPLEMENTARY  MF0RMAT10N:  The 

Department  of  State  has  a  reasonable 
basis  to  believe  that  Armor  of  America. 
Inc  and/or  Arthtir  G.  Schreiber.  have 
violated  section  38  of  the  Arms  Export 
Control  Act  (AECA,  22  U.S.C.  2778)  and 
its  implementing  regulations,  the  ITAR 
(22  CFR  parts  120-130)  by  attempting  to 
export  from  the  United  States  defense 
articles  without  the  requisite  approval 
of  the  Department  of  State  (22  CFR 
127.1(a))  and/or  by  using  an  export 
control  docimient  containing  a  false 
statement  or  misrepresenting  or 
omitting  a  material  fact  for  the  purpose 
of  exporting  defense  articles  (22  CFR 
127.2(a)}. 

On  December  31, 1992,  the 
Department  of  State  stispended  all 
licenses  and  other  written  approvals 
(including  manufacturing  license  and 
technical  assistance  agreements) 
concerning  exports  of  defense  articles 
and  defense  services  to  Armour  of 
America,  Inc,  Los  Angeles.  California, 
and  Arthur  G.  Schreiber.  President  and 
Chief  Executive  Office  of  Armour  of 
America.  Inc. 

This  action  has  been  taken  pursuant 
to  sections  38  and  42  of  the  AECA  (22 
U.S.C  2778  ft  2791)  and  section 
126.7(a)(2)  of  the  ITAR  (22  CFR 
126.7(a)(2)).  It  will  remain  in  force  until 
rescinded. 

Exceptions  may  be  made  to  this 
policy  on  a  case-by-case  basis  at  the 
discretion  of  the  Office  of  Defense  Trade 
Controls.  However,  such  an  exception 
would  be  granted  only  after  a  hill 
review  of  all  circumstances,  paying 
particular  attention  to  the  following 
factors:  whether  an  exception  is 
warranted  by  overriding  foreign  policy 
or  national  security  interests;  whether 
an  exception  would  further  .law 
enforcement  concerns;  and  whether 
other  compelling  circumstances  exist 
which  are  not  inconsistent  with  the 
foreign  policy  or  national  security 
interests  of  the  United  States,  and  which 
do  not  conffict  with  law  enforcement 
concerns. 


Dated:  December  31. 1992. 
William  B.  Robinson. 

Director,  Office  of  Defense  Trade  Controls. 
Bureau  of  Politico-Military  Affairs. 
Department  of  State. 

(FR  Doc.  93-907  Filed  1-13-93: 8:45  am] 
BIUJNO  COOC  4rie-i8-M 


DEPARTMENT  OF  TRANSPORTATION 

Fadarai  Aviation  Adminiatration 
[Summary  Notloa  Na  PE-03-^] 

Patitiona  for  Examption;  Summary  of 
Patittona  Racaivad;  DIspoaitlona  of 
Patitiona  iasuad 

AGENCY:  Federal  Aviation 
Administration  (FAA)  (DOT). 
ACTKM:  Notice  of  petitions  for 
exemption  received  and  of  dispositions 
of  prior  petitions. 

SUMMARY:  Pursuant  to  FAA's  rulemaldng 
provisions  governing  the  application, 
processing,  and  disposition  of  petitions 
for  exemption  (14  CFR  part  11),  this 
notice  contains  a  summary  of  certain 
petitions  seeking  relief  from  specified 
requirements  of  the  Federal  Aviation 
Regulations  (14  CFR  chapter  I), 
dispositions  of  certain  petitions 
previously  received,  and  corrections. 
The  purpose  of  this  notice  is  to  improve 
the  public's  awareness  of,  and 
participation  in,  this  aspect  of  FAA's 
regulatory  activities.  Neither  publication 
of  this  notice  nor  the  inclusion  or 
omission  of  information  in  the  summary 
is  intended  to  affect  the  legal  status  of 
any  petition  or  its  final  disposition. 
DATES:  Comments  on  petitions  received 
must  identify  the  petition  docket 
number  involved  and  must  be  received 
on  or  before  February  2, 1993. 
ADDRESSES:  Send  comments  on  any 
petition  in  triplicate  to:  Federal 
Aviation  Administration,  Office  of  the 
Chief  Counsel.  Attn:  Rule  Docket  (AGC- 

10),  Petition  Docket  No. ,  800 

Independence  Avenue.  SW., 
Washington,  DC  20591. 

The  petition,  any  comments  received, 
and  a  copy  of  any  final  disposition  are 
filed  in  the  assigned  regulatory  docket 
and  are  available  for  examination  in  the 
Rules  Docket  (AGC-10),  room  915G, 
FAA  Headquarters  Building  (FOB  lOA), 
800  Independence  Avenue.  SW., 
Washington,  DC  20591;  telephone  (202) 
267-3132. 

FOR  FURTHER  MFORMATION  CONTACT:  Mrs. 
Jeanne  Trapani,  Office  of  Rulemaking 
(ARM-1),  Federal  Aviation 
Administration.  800  Independence 
Avenue,  SW..  Washington.  DC  20591; 
telephone  (202)  267-7624. 


-A     VT^      n     i    v^lk.. 


TM««««A*«f    ^A      1 0Ot    /    Mnti/^Ofi 
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This  notice  is  published  pursuant  to 
paragraphs  (c),  (e),  and  (g)  of  §  11.27  of 
part  11  of  the  Federal  Aviation 
Regulations  (14  CFR  part  11). 

Issued  in  Washington.  DC,  on  January  6, 
1903. 

Donald  P.  Bynw, 
.Assistant  Chief  Counsel  for  Regulations. 

Petitions  for  Exemptioii 

Docket  No.:  26734. 

Petitioner  Shannon  Engineering.  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
gi.g(a)andgi.531(a)(l). 

Description  of  Relief  Sougfit:  To 
extend  the  termination  date  of 
Exemption  No.  5517,  which  expires 
September  30, 1994,  and  which  allows 
a  reduction  in  the  500  hours  required  as 
pilot  in  command  or  copilot  of  turbojet 
airplanes  in  exchange  for  turbo-powered 
fU^t  time. 

Dispositions  of  Petitions 

Docket  No.:  25351. 

Petitioner:  USAir. 

Sections  of  the  FAR  Affected:  14  CTR 
121.378  and  121.378(a). 

Description  of  Relief  Sought/ 
Disposition:  To  allow  USAir  to  utilize 
certain  foreign  original  equipment 
manufacturers  and  related  repair 
facilities  to  perform  maintenance, 
preventive  maintenance,  and  alterations 
of  the  components,  parts,  and 
appUances  that  are  produced  by  these 
foreign  manufactiu«rs  and  used  on  the 
British  Airspace,  BAC-111,  BAE-148, 
Boeing  B-737-300.  B-737-400.  B-757, 
B-767-200ER.  Fokker  F-28.  and  F-lOO 
aircraft  operated  by  USAir. 

Grant,  December  28, 1992,  Exemption 
No.  5005C 

Docket  No.:  2B961. 

Petitioner:  Regional  Airline 
Association.  ' 

Sections  of  the  FAR  Affected:  14  CFR 
91.205(b)(ll). 

Description  of  Relief  Sought/ 
Disposition:  To  permit  the  operation  of 
multi-engine  turtraprop  airplanes 
without  pyrotechnic  signaling  devices 
when  operated  over  water  beyond 
power-off  gliding  distance  from  shore. 

Denial,  December  24, 1992,  Exemption 
No.  5581 

[FR  Doc.  93-804  Filed  1-13-43;  8:45  am] 
MLUNG  oooc  4aio-ia-H 


RTCA,  Inc^  Fifth  Meeting  of  Special 
Committee  172;  Future  Air-Oround 
Communicatlona  in  the  VHF 
Aeronautical  Band  (118-1^  MHZ); 
Meeting 

Pursuant  to  section  10(a)(2)  of  the 
jFederal  Advisory  Committee  Act  (Pub. 


L.  92-483.  5  U.S.C.  appendix  I),  notice 
is  hereby  given  for  Soedal  Committee 
172  meeting  to  be  held  January  26-29. 
1993.  at  the  RTCA  conference  room. 
1140  Connecticut  Avenue,  NW.,  Suite 
1020.  Waaliington.  DC  20036 
coEomencdng  at  9:30  a.m. 

Hie  agenda  for  this  meeting  is  as 
follows: 

(1)  Chairman's  Remarks; 

(2)  Approval  of  the  fourth  meeting's 
minutes; 

(3)  Worifdng  Groups  Reports: 

(a)  VHF  Communications  System 
Recommendations  Working  Group 
(WG-1);  and 

(b)  VHF  Data  Radio  Signal-in  Space 
MASPS  Working  Group  (WG-2); 

(4)  Tedmicalpresentations; 

(5)  Working  Group  Sessions.  Review 
Qurent  Draft  Material: 

(6)  Back  in  plenary: 

(a)  Review  Working  &oup  Progress; 
and 

(b)  Task  Assignment; 

(7)  Other  Busmess;  and 

(8)  Date  and  place  of  next  meeting. 
Attendance  is  open  to  the  interested 

pubhc  but  limited  to  space  available. 
With  the  approval  of  the  Chairman, 
members  of  the  public  may  present  oral 
statementa  at  the  meeting.  Persons 
wishing  to  present  statements  or  obtain 
information  shotild  contact  the  RTCA 
Secretariat.  1140  Connecticut  Avenue. 
NW.,  Suite  1020.  Washington.  DC 
20036;  (202)  833-9339.  Any  member  of 
the  pi^lic  may  present  a  written 
statement  to  the  committee  at  any  time. 

Issued  in  Washington,  DC,  on  January  7, 
1993. 

Joyce  J.  Gillan, 
Designated  C^ficar. 

(FR  Doc.  93-«08  Piled  1-13-93;  8:45  am] 
■HJJNQ  COM  4»ia-ia-M 


RTCA,  Inc.;  Hrst  Meeting  of  Special 
Committee  177,  Teetlng  Criteria  and 
Guidance  Relative  to  Portable 
Electronic  Devlcee  Carried  on  Board 
Aircraft;  Meeting 

Pxirsuant  to  section  10(a)(2)  of  the 
Federal  Advisory  Committee  Act  (Pub. 
L.  92-463,  5  U.S.C,  Appendix  I),  notice 
is  hereby  given  for  Special  Committee 
177  merting  to  be  held  January  26. 1993. 
at  the  RTCA  conference  room,  1140 
Connecticut  Avenue.  NW.,  suite  1020, 
Washington,  DC  20036,  commencing  at 
9:30  a.m. 

The  agenda  for  this  meeting  is  as 
follows: 

(1)  Introductory  Remarks; 

(2)  Develop  proposed  terms  of 
reference.  Review  reconunendation  of 
ad  hoc  group; 

(3)  Develop  initial  work  program  and 
detennine  milestones: 


(4)  Nominate  recommended  Spedsl 
Committee  177  Chairman; 

(5)  Assignment  of  tasks; 

(6)  Other  business;  and 

(7)  Date  and  place  of  next  meeting. 
Attendance  is  open  to  the  interested 

public  but  limited  to  space  available. 
With  the  approval  of  the  Chairman, 
members  of  the  public  may  present  oral 
statementa  at  the  meeting.  Persons 
wishing  to  present  statementa  or  obtain 
information  should  contact  the  RCTA 
Secretariat.  1140  Connecticut  Avenue. 
NW..  suite  1020.  Washington,  DC  20036; 
(202)  833-9339.  Any  member  of  the 
public  may  present  a  written  statemmt 
to  the  committee  at  any  time. 

Issued  in  Washington,  DC,  on  January  7. 
1993. 

Joyce  J.  Gillen, 
Designated  Officer. 

[FR  Doc.  93-809  Filed  1-13-^3;  8:45  ami 
BtUMG  CODE  4Sie-t»-H 


Intent  to  Rule  on  Application  to  bnpoee 
end  Use  the  Revenue  From  a 
Pasaenger  Facility  Charge  (PFC)  at 
Cttautauqua  County/Jameatovm 
Airport,  Jamestown,  NY 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 
ACTION:  Notice  of  intent  to  rule  on 
application. 

SUMMARY:  The  FAA  proposes  to  rule  and 
invites  public  comment  on  the 
application  to  impose  and  use  the 
revenue  from  a  PFC  at  Chautauqua 
Coimty/Jamestown  Airport  imder  the 
provisions  of  the  Aviation  Safety  and 
Capacity  Expansion  Act  of  1990  (Title 
IX  of  the  Omnibus  Budget 
RecondUation  Act  of  1990)  (Pub.  L. 
101-508)  and  part  158  of  the  Federal 
Aviation  Regulations  (14  CFR  part  158). 
DATES:  Commenta  must  be  received  on 
or  before  February  16, 1993. 
ADDRESSES:  Commenta  on  this 
application  may  be  mailed  or  delivered 
in  triplicate  to  the  FAA  at  the  following 
address:  Manager  New  Yoiic  Airporta 
District  Office,  181  South  Franklin 
Avenue,  room  305,  Valley  Stream,  New 
York.  11581.  In  addition,  one  copy  of 
any  commenta  submitted  to  the  FAA 
musi  be  mailed  or  delivered  to  Kenneth 
B.  Brentley.  Manager  ef  Airports  for  the 
County  of  Chautauqua.  New  Yoric.  at  the 
follov^g  address:  County  of 
Chautauqua,  P.O.  Box  51.  Falcmer.  New 
Yoric  14733. 

Air  carriers  and  foreign  air  carriers 
may  submit  copies  of  \vritten  comments 
previously  provided  to  the  County  of 
Chautauqua.  New  York  under  $  158.23 
of  part  158. 
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FOR  FURTHER  MFORMATION  contact: 
Philip  Brito,  Manager  New  York 
Airports  District  Office.  181  South 
Franklin  Avenue,  room  305.  Valley 
Stream.  New  York.  11581  (718-553- 
1882).  The  applicatian  may  he  reviewed 
in  parson  at  this  same  location. 

SUFfLBefTARY  ■•ORKUTIOM:  The  FAA 
proposes  to  rule  and  invites  public 
comment  on  the  application  to  impose 
and  use  the  revenue  from  a  PFC  at 
Chautauqua  County /Jamestown  Airport 
under  the  provisions  of  the  Aviation 
Safety  and  Capacity  Expansion  Act  of 
1990  rntle  DC  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990)  (Pub.  L. 
101-508)  and  part  158  of  the  Federal 
Aviation  Regulatioos  (14  CFR  part  158). 

On  November  18. 1992.  the  FAA 
determined  that  the  application  to 
impose  and  use  the  revenue  from  a  PFC 
submitted  by  the  County  of  Chautauqua 
was  substantially  complete  within  the 
requirements  of  §  158.25  of  part  158. 
The  FAA  will  approve  or  disapprove  the 
application,  in  whole  or  in  part,  no  later 
than  March  2, 1993. 

The  following  is  a  brief  overview  of 
the  application, 

Level  of  the  proposed  PFC:  $3.00. 

Proposed  charge  effective  date: 
December  1,1992. 

Proposed  charge  expiration  date: 
December  30. 1996. 

Total  estimated  PFC  revenue: 
$447,810. 

Brief  description  of  proposed  projects: 
The  PFC  funds  will  be  utilized  to  fund 
the  local  share  of  the  following 
proposed  AIP  projects. 

— ^Terminal  Building  expansion  and 

reconstruction 
— Overlay  commuter  ramp 
—Extend  taxiway  D 
— Snow  Removal  Equipmwit 
— Rebuilt  entry  road 
— Overlay  nmway  7/25 
— Remove  obstructions  (impose  only) 

Class  or  classes  of  air  carriers  which 
the  public  agency  has  requested  not  be 
required  to  collect  PFCs:  All  air  taxi/ 
commercial  operators  filing  form  1800- 
31.  Any  person  may  inspect  the 
application  in  person  at  the  FAA  office 
listed  above  imder  FOR  FURTMER 
INFORMATION  CONTACT  and  at  the  FAA 
Regional  Airports  office  located  at: 
Fitzgerald  Federal  Building.  John  F. 
Kennedy  International  Airport.  Jamaica. 
New  York.  11430. 

In  addition,  any  perscm  may.  upon 
request,  inspect  the  application,  notice 
and  other  documents  germane  to  the 
application  in  person  at  the  Chautauqua 
County/Jamestown  Airport. 


Imied  in  Jamaica,  New  Yatk  on  Dacwnho 
20.1W2. 

Assistant  Managar,  Airports  Division.  Bottom 

Region. 

(PR  Doc  93-807  Piled  l-W-93: 8:45  am] 

■UJNO  COOC  4SM-IMI 


Fadanrt  Raiiroad  AdminMralion 

Patition  for  Exwnption  or  Waivar  of 
Complianoa;  Michigan  Shora  Railroad 
ataL 

In  accordance  with  49  CFR  211.9  and 
211.41.  notice  is  hereby  given  that  the 
Federal  Railroad  Administration  (FRA) 
has  received  requests  for  exemptions 
from  or  waivers  of  complianc^with  a 
requirement  of  its  safety  standards.  The 
individual  petitions  are  described 
below,  including  the  party  seeking 
relief,  the  regulatory  provisions 
involved,  and  the  natuje  of  the  relief 
being  requested. 

Interested  parties  are  invited  to 
participate  in  these  proceedings  by 
submitting  written  views,  data,  or 
comments.  FRA  does  not  anticipate 
scheduling  a  public  hearing  in 
connection  with  these  proceedings  since 
the  facts  do  not  appear  to  warrant  a 
hearing.  If  any  interested  party  desires 
an  opportunity  for  oral  comment,  they 
should  notify  FRA,  in  writing,  before 
the  end  of  the  comment  period  and 
specify  the  basis  for  their  request. 

All  communications  concerning  these 
proceedings  should  identify  the 
appropriate  docket  number  (e.g..  Waiver 
Petition  Docket  Number  RSa*4-92-l) 
and  must  be  submitted  in  triplicate  to 
the  Docket  Clerk.  Office  of  Chief 
Coimsel,  Federal  Railroad 
Administration.  Nassif  Building.  400 
Seventh  Street.  SW..  Washington.  DC 
20590.  Communications  received  before 
February  22. 1993  will  be  considered  by 
FRA  before  final  action  is  taken. 
Comments  received  after  that  date  will 
be  considered  as  far  as  practicable.  All 
written  communications  concerning 
these  proceedings  are  available  for 
examination  during  regular  business 
hours  (9  a.m.-5  p.m.)  in  room  8201. 
Nassif  Building,  400  Seventh  Street. 
SW.,  Washinston.  DC  20590. 

The  individual  petitions  seeking  an 
exemption  or  waiver  of  compliance  are 
as  follows: 

Michigan  Shore  Railroad 

[Waiver  Petition  Docket  Number  RSGM-92- 
1) 

In  early  1992  the  Michigan  Shore 
Railroad  (MS)  was  granted  a  waiver  of 
oomplianoe  with  certain  provisions  of^ 
the  Safety  Glazing  Standards  (49  CFR 


part  223)  for  two  locomotives  under 
Docket  Number  RSGM-92-1.  The  MS 
states  there  have  been  no  incidents 
involving  glazing  and  have  requested  a 
waiver  for  one  additional  locomotive 
which  is  based  at  Muskegon.  Michigan. 

Mid  Atlantic  Railroad  Company 

(Waiver  Petition  Docket  Number  RSGM  92- 
211 

The  Mid  Atlantic  Railroad  Company 
(MRR)  seeks  a  permanent  waiver  of 
compliance  with  certain  provisions  of 
the  Safety  Glazing  Standards  (49  CFR 
part  223)  for  one  passenger  car.  The  car, 
which  was  built  in  1955/56,  is  to  be 
used  for  excursions,  special  events  and 
school  field  trips.  The  MRR  operates 
76.5  miles  of  track  between  Mullins. 
South  Carolina  and  Whiteville.  North 
Carolina  and  between  Chadboum,  North 
Carolina  and  Conway,  South  Carolina. 
Speed  does  not  exceed  25  mph. 

Texas  Parts  and  Wildlife  Department 

[Waiver  Petition  Docket  Number  RSGM-«2- 
24] 

The  Texas  Parks  and  WildUfs 
Department  (TPWX)  seeks  a  permanent 
waiver  of  compliance  with  certain 
provisions  of  the  Safety  Glazing 
Standards  (49  CFR  part  223)  for  three 
locomotives.  The  locomotives  are  used 
in  road  and  yard  service  between  Rusk 
and  Palestine,  Texas,  a  distance  of 
approximately  25.5  miles.  The  railroad 
states  that  the  area  is  sparsely  populated 
and  there  has  never  been  any 
vandalism.  The  locomotives  are 
currently  equipped  with  1/4-inch 
shatterproof  safety  glass. 

Pacific  Rail  Services 

[Waiver  Petition  Docket  Number  RSGM-92- 
25) 

Pacific  Rail  Services  (PRSX)  seeks  a 
permanent  waiver  of  compliance  with 
certain  provisions  of  the  Safety  Glazing 
Standards  (49  CFR  part  223)  for  two 
locomotives.  The  locomotives  are  used 
in  switching  service  at  the  South 
Intermodal  Yard  in  Tacoma, 
Washington.  PRS  crosses  one 
intersection  with  the  remainder  of  the 
tracks  being  on  private  property. 

San  Francisco  Belt  Railroad 

[Waiver  Petition  Docket  Number  RSGM-92- 
26] 

Kyle  Railways,  Inc.,  on  behalf  of  their 
subsidiary  San  Francisco  Belt  Railroad 
(SFBR),  seeks  a  permanent  waiver  of 
compliance  with  certain  provisions  of 
the  Safety  Glazing  Standards  (49  CFR 
part  223)  for  two  locomotives.  The  SFBR 
operates  approximately  IS  miles  of  track 
in  an  industrial  area  of  San  Francisco. 
Approximately  5  miles  of  the  track  is 
located  in  an  interchange  yard,  2  miles 
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in  a  storage  yard  and  the  remaining  8 
miles  are  spur  tracks  running  into  three 
separate  piers  on  San  Frandaco's 
southern  vraterfront.  The  railroad  states 
there  have  been  no  incidents  involving 
glazing  and  the  expense  of  installing 
certified  glazing  would  be  an  undue 
burden. 

National  Railroad  Passenger 
Corporation 

[Waiver  Petition  Docket  Number  H-92-81 

The  National  Railroad  Passenger 
Corporation  (Amtrak)  seeks  a  one  year 
test  waiver  of  compliance  from  certain 
provisions  of  the  Power  Brake  and 
Drawbars  Regulations  (49  CFR  part  232). 
Amtrak  is  requesting  that  it  be  permitted 
to  extend  the  clean,  oil,  test  ana  stencil 
(COT&S)  period  from  36  months  to  48 
months  on  73  Bi-Level  passenger  cars, 
21  of  which  are  "Cab  Cars",  owned  by 
the  Joint  Powers  Board's  Peninsula  Rail 
Commute  Operation.  The  cars,  which 
were  built  in  the  mid-1980's,  are 
managed  and  maintained  by  Amtrak 
and  operate  in  commuter  service 
between  San  Francisco  and  San  Jose, 
California. 

The  cars  are  equipped  with  36-C  type 
brake  equipment  ana  are  in  relatively 
light  service.  Each  car  travels  about 
40,000  miles  per  year  at  speeds  up  to  70 
mph.  The  cars  are  captive  to  this  service 
and  are  tested  prior  to  each  trip.  Amtrak 
feels  that  the  C0T4S  period  of  three 
years  is  too  short  for  this  service  and 
proposes  to  extend  the  COT&S 
requirement  to  four  years  as  long  as  the 
failure  rate  of  any  of  the  following  air 
brake-components  does  not  exceed  5%: 
26-C  Service  Portion;  Emergency 
Portion;  J-1  Relay  Valve;  No.  8  Vent 
Valve;  E-3  Brake  AppUcation  Valve; 
and  B-3-B  Conductors  Valve. 

Cab  car  equipment  would  continue  to 
be  maintained  under  49  CFR  part  229. 
Amtrak  proposes  that  all  records  for  the 
test  cars  would  be  maintained  in  San 
Francisco  and  be  available  for  FRA 
review  at  any  time. 

Issued  in  Washington,  DC,  on  January  8, 
1993. 

Phil  Olekszyk, 

Deputy  Associate  Administrator  for  Safety. 
IFR  Doa  93-«97  Filed  1-13-93;  8:45  am) 

BIUMO  CODE  4«10-M-M 


Petition  for  Exemption  or  Waiver  of 
Compliance;  Parr  Terminal  Railroad  et 
al. 

In  accordance  with  49  CFR  211.9  and 
211.41,  notice  is  hereby  given  that  the 
Federal  Raih-oad  Administration  (FRA) 
has  received  requests  for  exemptions 
from  or  waivers  of  compliance  with  a 
requirement  of  its  safiaty  standards.  The 


individual  petitions  are  described 
below,  including  ibe  party  seeking 
relief,  the  regulatory  provisions 
involved,  and  the  notxire  of  the  relief 
being  requested. 

Interested  parties  are  invited  to 
participate  in  these  proceedings  by 
submitting  written  views,  data,  or 
fX)mments.  FRA  does  not  anticipate 
scheduling  a  public  hearing  in 
connection  with  these  proceedings  since 
the  facts  do  not  appear  to  warrant  a 
hearing.  If  any  interested  party  desires 
an  opportunity  for  oral  comment,  they 
should  notify  FRA,  in  writing,  before 
the  end  of  the  comment  period  and 
specify  the  basis  for  their  request. 

All  communications  concerning  these 
proceedings  should  identify  the 
appropriate  docket  nimiber  (e.g..  Wavier 
Petition  Docket  Number  RS(»4-89-ll) 
and  must  be  submitted  in  triplicate  to 
the  Docket  Qerk,  Office  of  Chief 
Counsel,  Federal  Railroad 
Administration,  Nassif  Building,  400 
Seventh  Street.  SW.,  Washington.  DC 
20690.  Communications  received  before 
February  22. 1993  will  be  considered  by 
FRA  before  final  action  is  taken. 
Comments  received  after  that  date  will 
be  considered  as  far  as  practicable.  All 
written  communications  concerning 
these  proceedings  are  available  for 
examination  during  regular  business 
hours  (9  a.m.-5  p.m.)  &  room  8201. 
Nassif  Building.  400  Seventh  Street, 
SW..  Washington.  DC  20590. 

The  individual  petitions  seeking  an 
exemption  or  waiver  of  compUance  are 
as  follows: 

Parr  Terminal  Railroad 

(Waiver  Petition  Docket  Number  RSGM-89- 
11) 

In  1990  the  Parr  Terminal  Railroad 
(PRT)  was  granted  a  waiver  of 
compliance  with  certain  provisions  of 
the  Safety  Glazing  Standards  (49  CFR 
part  223)  for  locomotive  PRT  1402 
under  Docket  Number  RSGM-89-11. 
The  PRT  states  there  have  been  no 
incidents  involving  glazing  and  has 
requested  a  waiver  for  two  additional 
locomotives. 

Mobil  Mining  and  Minerals  Company 

[Waiver  Petition  Docket  Number  RSGM  92- 
51 

The  Mobil  Mining  and  Minerals 
Company  (ZMMQ  seeks  a  permanent 
waiver  of  compliance  with  certain 
provisions  of  the  Safety  Glazing 
Standards  (49  CFR  part  223)  for  one 
locomotive.  The  locomotive  is  used 
between  their  phosphate  rock  mine  and 
processing  fadUty  at  Nichols.  Florida. 


Wisconsin  Trolley  Museum 

[Waiver  Petition  Docket  NumtMr  RSGM-e2- 
161 

The  Wisconsin  Trolley  Museum 
(WTMX)  seeks  a  permanent  waiver  of 
compliance  with  certain  provisions  of 
the  Safety  Glazing  Standards  (49  CFR 
part  223)  for  one  locomotive.  The 
electric  locomotive  is  used  to  move  20 
to  30  carloads  of  freight  per  year.  The 
museiun  states  their  has  been  no 
vandaUsm  in  the  9  yean  they  have  been 
assodated  with  the  railroad. 

Central  of  Tennessee  Railway  and 
Navigation  Company 

[Wavier  Petition  Docket  Number  RSGM-92- 
171 

The  Central  of  Tennessee  Railway  and 
Navigation  Company,  Inc.  (CTRN)  seeks 
a  permanent  waiver  of  compliance  with 
certain  provisions  of  the  Safety  Glazing 
Standa^  (49  CFR  part  223)  for  one 
locomotive.  The  CTRN  operates 
approximately  28  miles  of  track  between 
Nashville  and  Ashland  Qty,  Tennessee. 
The  locomotive  was  built  in  1955  and 
rebuih  in  February,  1991.  The  railroad 
states  there  have  been  no  inddents  or 
vandalism  related  to  glazing. 

Utah  Central  Railway  Company 

[Waiver  Petition  Docket  Number  RSGM-92- 
181 

The  Utah  Central  Railway  Company 
(UCRY)  seeks  a  permanent  waiver  of 
compliance  with  certain  provisions  of 
the  Safety  Glazing  Standards  (49  CFR 

fiart  223)  for  two  locomotives.  The 
ocomotives  operate  in  an  industrial 
park  at  Ogden,  Utah  at  a  maximum 
speed  of  10  mph.  One  locomotive  is 
used  five  days  per  week  and  the  other 
on  an  as  needed  basis.  Roimd  trip 
mileage  each  day  is  approximately  10 
miles.  The  railroad  reports  there  have 
been  no  inddents  of  vandalism  relating 
to  glazing. 

PL&W  Railroad.  Inc. 

[Waiver  Petition  Docket  Number  RSGM  92- 
19) 

The  PL&W  Railroad.  Inc.  (PLWX) 
seeks  a  permanent  waiver  of  compUance 
with  certain  provisions  of  the  Safety 
Glazing  Standards  (49  CFR  part  223)  for 
one  locomotive.  The  previous  owner  of 
the  locomotive,  Yoimgstown  and 
Southern  Railway  Company,  had  been 
granted  Waiver  RSGM-89-17.  The 
primary  tise  for  the  locomotive  will  be 
for  tourist  excuraions  with  occasional 
backup  for  freight  operations.  The 
locomotive  will  operate  in  rural  and 
suburban  areas  of  western  Pennsylvania 
and  eastern  Ohio. 
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Nicolet  Badger  Northern  Bailroad 

[W«iv«r  Petitioo  DockM  Number  RSGM  92- 
20] 

The  Nicolot  B«dgw  Northem 
RailioMl.  bic.  (NBNRJ  seeks  a 
pennanent  waiver  of  compliance  with 
certain  provisioiu  of  the  Safoty  Glazing 
Standards  (49  CFR  part  223)  for  four 
paesaoger  cars  whidh  are  owned  by 
Golden  SUte  Ltd.  and  Great  Lakes 
Central.  Ltd.  The  cars  wiH  be  unrated 
in  eiccursicn  service  on  the  NBNR  at  a 
maximum  speed  of  30  mph.  The 
railroad  states  there  is  potential  to  use 
the  equipment  on  portions  of  the 
Wisconsin  Central.  The  areas  to  be 
included  are  northem  Wisconsin,  upper 
Michigan  and  eastern  Wisconsin. 

St  Louis  and  Chain  of  Rocks  RaUroad 

(Waiver  Petition  Docket  Number  RSGM-92- 
22] 

The  St.  Louis  and  Chain  of  Rocks 
Railroad  (SLCR)  seelcs  a  permanent 
waiver  of  compliance  with  certain 
provisions  of  the  Safety  Glazing 
Standards  (49  CFR  part  223)  for  two 
locomotives,  two  passenger  cars  and 
two  cabooses.  Free  excursion  trains  are 
operated  on  the  three  mile  museum 
railroad  on  one  Simday  per  mcmth 
between  April  and  October.  Maximum 
speed  is  5  mph  through  the  dty 
riverfront  park. 

Smoicy  Hill  Railway  and  Historical 

Society 

[Waiver  Petitioa  Docket  Number  PB-92-2] 

The  Smoky  Hill  Railway  and 
Historical  Society  (SHRX)  seeks  a 
permanent  waiver  of  compliance  with 
certain  provisions  of  the  Railroad  Power 
Brakes  and  Drawbus  Regulations,  49 
CFR  part  232.  The  SHRS  seeks  lehef 
from  the  present  requirements  for  clean, 
oil.  test  and  stencil  (COT&S)  of 
passenger  car  air  brake  equipment  as 
covered  in  %  232.17(b)(2).  The  majority 
of  their  cars  are  equipped  with  U-12 
valves  which  must  be  cleaned  every  15 
months  at  a  minimum  expense  of  $500 
per  car.  There  is  only  one  known  soiuce 
for  this  repair  work.  Newer  air  brake 
valves  can  be  cleaned  locally  at  less 
expense.  The  equipment  operates  in 
captive  service  on  a  museum/tourist 
raUroed  at  speeds  less  than  20  mph.  The 
railroad  states  that  an  initial  terminal  air 
brake  test  and  inspection  is  performed 
on  the  cars  each  day  they  are  in  use. 

National  Railroad  Passenger 
Corporation 

(Waiver  Petition  Docket  Number  PB-92-3] 

The  National  Railroad  Passenger 
QHporatian  (Amtrak)  seeks  a  permanent 
waiver  of  compliance  writh  certain 
provlsi<His  of  me  Power  Brake  and 


Drawbars  Regulations  (49  CFR  pert  232). 
Amtrak  plans  to  extend  Trains  1  and  2. 
which  presently  run  from  Los  Angeles 
to  New  Orleans,  to  Miami.  Florida.  This 
extends  the  trip  by  1040  miles  to- a  total 
of  3073. 1000-mile  inspectians  are 
currently  performed  at  El  Paso  and  San 
Antonio.  Texas.  The  distance  from  Los 
Angeles  to  El  Paso  is  855  miles,  from  El 
Paso  to  San  Antonio  is  605  miles  and 
San  Antonio  to  New  Orleans  is  573 
miles.  When  the  trip  is  extmded  to 
Miami,  a  1000-mile  inspection  will  be 
performed  at  Mew  Orleans,  the  distance 
from  New  Orleans  to  Miami  is  1040 
miles. 

Amtrak  is  requesting  a  waiver  of  the 
1000-mile  inspection  requirement  (49 
CFR  232.12(b))  for  the  New  Orleans  to 
Miami  segment  of  the  trip.  This  will 
exceed  the  reouirement  by  40  miles. 
Amtrak  feels  mat  the  three  inspections 
will  be  adeouate.  Service  is  expected  to 
begin  in  early  spring,  1993. 

Issued  in  Washington,  DC,  on  January  8, 
1993. 

Phil  Olekszyk. 

Deputy  Associate  Administrator  for  Safety. 
fFR  Doc.  93-«99  Filed  1-13-93;  8:45  am] 
aaxMacooc' 


Petition  for  Walvars  of  Compllanca; 
WhMHng  and  Laka  Erfa  RaHway  Co. 

In  accordance  with  49  CFR  211.9  and 
211.41,  notice  is  hereby  given  that  the 
Federal  Railroad  Administration  (FRA) 
has  received  a  request  for  waivers  of 
comphanoe  with  certain  requirements  of 
the  Federal  railroad  safety  laws  and 
regulations.  The  individual  petitions  are 
described  below,  including  the  party 
seeking  rehef,  the  regulatory  provisions 
involved,  the  nature  of  the  relief  being 
requested  and  the  petitioner's  argument 
in  favor  of  relief. 

Wheeling  and  Lake  Erie  Railway 
Company 

[Waiver  Petition  Docket  Numbers  LI-92-« 
and  RSOP-92-1] 

The  Wheeling  and  Lake  Erie  Railway 
Company  (Wad£)  requests  ivaivers  of 
compliance  with  certain  provisions  of 
49  CFR  part  229.  Locomotive  Safety 
Standards,  and  49  CFR  part  218. 
Railroad  Operating  Practices.  The  W&LE 
is  testing  a  number  of  prt>totype 
locomotives  equipped  with  a  remote 
control  system  manufactured  by  Vectron 
Corporation,  called  the  VR 10  Radio 
Controls  for  Locomotives.  The  W&LE 
states  that  use  of  the  VR  10  will  result 
in  reduced  operating  expenses  without 
compromising  the  safety  of  the 
operation. 

The  VR  10  system  contains  several 
components.  %vhidi  includes  a  battery 


operated,  portable  transmitter, 
measiiring  8  inches  by  6  inches  \q  5.5 
inches,  weighing  6V^  pounds,  and  is 
worn  by  the  operator.  The  VR  10  system 
provides  the  following  functions: 
Seven  step  throttle:  Five  step 
independent  brake;  Three  speed 
automatic  brake;  Horn.  bell,  and  sender 
controls;  Headli^t  control;  Tilt  switch/ 
Tilt  bypass  control;  Electronic  deadman; 
and  other  features  available  as  options. 

The  system  also  contains  two 
locomotive  mounted  electronic  and 
pneumatic  control  panels,  which  can  be 
installed  in  8  to  10  days,  according  to 
the  manufacturer.  When  the  locomotive 
is  being  opereted  from  the  remote 
control  transmitter,  the  operator  may  be 
at  any  location  either  on  the  train  or  on 
the  ground.  Positive  visual 
conformation  of  the  radio  control 
commands  is  provided  by  a  feedbadc 
system  using  two  banks  of  four  colored 
lights  secured  to  the  roof  of  the 
locomotive  above  the  cab  front 
windows.  The  W&LE  Operator's 
Manual/Remote  Control  Locomotives 
fully  describes  the  operational  and 
feedback  functions  and  signals  of  the 
VR  10  system. 

The  W&LE  states  that  currently  thwe 
are  no  Federal  Railroad  Administration 
regulations  to  govern  operating 
locomotives  from  outside  the 
(locomotive]  cab.  Section  229.5(b) 
defines  "cab"  as  that  portion  of  the 
[locomotive]  superstructure  designed  to 
be  occupied  by  the  crew  operating  the 
locomotive.  The  railroad  says  that  this 
definition  is  used  in  a  number  of  ' 
regulations  with  the  location  within  a 
"cab"  of  various  controls,  gauges, 
alarms,  and  cutoff  devices.  These 
requirements  are  complied  with  when 
the  locomotive  is  being  operated  with 
the  engineer  occupying  his  normal 

{position  in  the  cab.  When  the 
ocomotive  is  operated  with  a  remote 
control  from  outside  the  "cab",  the 
regulations  are  not  being  complied  with. 

It  is  because  of  this  noncompUance 
when  the  VR  10  system  is  being  used  to 
remotely  control  a  locomotive  that  the 
W&LE  is  petitioning  the  FRA  for  a 
waiver  from  the  following  Locomotive 
Safety  Standards  regulations: 

Section  229.13  Control  of  locomotives. 

Except  when  a  locomotive  is  moved 
in  acccvdanoe  writh  §  229.9,  whenever 
two  or  more  locomotives  are  coupled  in 
remote  or  miiltiple  control,  the 
propulsion  sjrstem.  the  senders,  and  the 
power  brake  system  of  each  locomotive 
shall  respond  to  control  from  the  "cab" 
of  the  controlling  locomotive.  If  a 
dynamic  brake  ct  regenerative  brake 
system  is  in  use.  that  portion  of  the 


Section  229. 
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system  in  use  shall  reqxHid  to  control 
from  the  "cab"  of  the  controlling 
locomotive. 

Section  229.53  Brake  gauges. 

All  gauges  \ised  by  the  engineer  for 
braking  the  train  or  locomotive  shall  be 
locatea  so  that  they  may  be 
conveniently  reed  from  the  engineer's 
iisual  position  in  the  "cab".  An  air 
gauge  may  not  be  more  than  three 
pounds  per  square  inch  in  error. 

Section  22933  Safety  cut-off  device. 

ThB  fuel  line  shall  have  a  safety  cut- 
off device  that — 

(a)  Is  located  adjacent  to  the  supply 
tank  or  in  another  safe  location. 

(b)  Closes  automatically  when  it  trips 
and  can  be  set  without  hazard;  and 

(c)  Can  be  hand  operated  from  clearly 
maiiied  locations,  one  inside  the  "cab" 
and  one  on  each  exterior  side  of  the 
locomotive. 

Section  229.115  Slip/slide  alarms. 

(a)  Except  from  MU  locomotives,  each 
locomotive  in  road  service  shall  be 
Rquipped  with  a  device  that  provides  an 
audible  or  visual  in  the  "cab"  of  either 
slipping  or  sliding  wheels  on  powered 
axles  under  power.  When  two  or  more 
locomotives  are  coupled  in  multiple  or 
remote  control,  the  wheel  slip/slide 
alarm  of  each  locomotive  sh^  be 
shown  in  the  "cab"  of  the  coatrolling 
locomotive. 

(b)  Except  as  provided  in  §  229.9,  an 
equipped  locomotive  may  not  be 
dispatched  in  road  service,  or  continue 
in  road  service  following  a  daily 
inspection,  unless  the  wheel  ship/slide 
protective  device  of  whatever  type — 

(1)  Is  functioning  for  each  powered 
axle  under  power;  and 

(2)  Would  function  on  each  powered 
axle  if  it  were  under  power. 

(c)  Elective  January  1, 1991.  all  new 
locomotives  capable  of  being  used  in 
road  service  shall  be  equipped  with  a 
device  that  detects  wheel  slip/slide  for 
each  powered  axle  when  it  is  imder 
power.  The  device  shall  produce  an 
audible  alarm  or  visual  alarm  in  the 
"cab". 

The  W&LE  is  also  requesting  a  waiver, 
FRA  Docket  No.  RSOP-92-1,  with 
certain  provisions  of  49  CFR  pari  218, 
Railroad  Operating  Practices.  Subpart 
B — Blue  Signal  Protection  of  Workmen, 
§§  218.23,  218.25.  218.27,  and  218.29 
set  forth  the  regulations  pertaining  to 
blue  signal  display.  Basically  the 
regulations  require  that  when  the  rolling 
equipment  to  be  protected  includes  one 
or  more  locomotives,  a  blue  signal  must 
be  attached  to  Uie  controUing 
locomotive  where  it  is  readily  visible  to 
the  engineman  or  operator  at  the 


controls  of  that  locomotive.  The  relevant 
portion  of  each  of  the  sections  for  which 
the  W&LE  are  seeHng  relief  are  as 
follows: 

Section  218.25  Workmen  on  main  tracL 

When  woikman  are  on,  luider,  or 
between  rolling  equipment  on  a  main 
track: 

(b)  If  the  rolling  equipment  to  be 

firotected  includes  one  or  more 
ocomotives,  a  blue  signal  must  be 
attached  to  the  controlling  locomotive  at 
a  location  where  it  is  readily  visible  to 
the  engineman  or  operator  at  the 
controls  of  that  locomotive. 

Section  218.27  Woikxnan  on  track  other 
than  main  track. 

When  workman  are  on,  under,  or 
between  rolling  equipment  on  a  main 
track: 

(a)  If  the  rolling  equipment  to  be 

{>rotected  includes  one  or  more 
ocomotives.  a  blue  signal  must  be 
attached  to  die  controlling  locomotive  at 
a  location  where  it  is  readily  visible  to 
the  engineman  or  operator  at  the 
controls  of  that  locomotive. 

Section  218.29  AHemate  methods  of 
protection. 

Instead  of  providing  blue  signal 
protection  for  woikman  in  accordance 
with  §  218.27,  the  following  methods  for 
blue  flag  protection  may  be  used: 

(a)(3)  A  blue  signal  must  be  attached 
to  each  controlling  locomotive  at  a 
location  where  it  is  readily  visible  to  the 
engineman  or  operates  at  the  controls  of 
that  locomotive. 

(d)  When  emergency  repair  woik  is  to 
be  done  on,  under  or  between  a 
locomotive  or  one  or  more  cars  coupled 
to  a  locomotive,  and  blue  signals  are  not 
available,  the  engineman  or  operator  at 
the  controls  of  that  locomotive  must  be 
notified  and  effective  meastires  must  be 
taken  to  protect  the  workmen  making 
the  repairs. 

A  waiver  would  permit  the  operation 
of  a  remote  cantroUed  locomotive  bom 
outside  the  cab  by  an  engineer,  who 
then  woiUd  not  bie  at  the  controls  to 
observe  a  readily  visible  blue  signaL 

Interested  parties  are  invited  to 
participate  in  these  proceedings  by 
submitting  ynittan  views,  data,  or 
comments.  FRA  does  not  anticipate 
scheduling  a  public  hearing  in 
connection  with  these  proceedings  since 
the  facts  do  not  appear  to  warrant  a 
hearing.  If  any  interested  parties  desire' 
an  opportunity  for  oral  comment,  they 
should  notify  FRA.  in  writing,  before 
the  end  of  the  comment  period  and 
specify  the  bads  for  Hkeix  request 

All  communicaticms  concerning  these 
proceedings  should  identify  the 


appropriate  docket  number  (e.g.,  Waiver 
Petition  Docket  Niunbrn  U-42-6)  and 
must  be  submitted  in  triplicate  to  the 
Docket  Clwk.  Office  of  Chief  Counsel. 
Federal  Railroad  Administraticn,  NaMif 
Building.  400  Seventh  Street.  SW.. 
Washington.  DC  20590. 
Communicatians  received  before 
Februaiv  22, 1993  will  be  considered  by 
FRA  berare  final  action  is  taken. 
Conunents  received  after  that  date  will 
be  considered  as  Car  as  practicable.  All 
written  commimicatians  omceming 
these  proceedings  are  available  far 
examinaticm  during  regular  business 
hours  (9  a.m.  to  5  p.m.)  in  room  8201. 
Nassif  Building.  400  Seventh  Street. 
SW..  Washington.  DC  20590. 

Issued  in  Washington,  DC,  on  January  8, 
1993. 

Phil  Oklozyk. 

Deputy  Associate  Administrator  for  Safety. 
[FR  Doc.  93-896  Filed  1-13-03;  8:45  am] 
■UJNQ  cooe  4tie-es-«i 


DEPARTMErfT  OF  THE  TREASURY 

Public  InfomMrtlon  CoHsetion 
R«quirwn*ntt  Submtttad  to  0MB  for 
Rovlew 

January  8, 1993. 

The  Department  of  the  Treasury  has 
submitted  the  following  public 
information  collection  requireni«it(s)  to 
OMB  for  review  and  deennce  under  the 
Paperworic  Radtiction  Act  of  1980. 
Public  Law  96-511.  Copies  <rfthe 
submi8sion(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Qaarance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer.  Department  of  the 
Treasxuy,  nxHn  3171  Treasury  Annex. 
1500  Pennsylvania  Avenue.  NW.. 
Washington,  DC  20220. 

Internal  Revenue  Service 

OMB  Number:  1545-0807. 

Regulation  ID  Number:  TD  7533  and 
7896  Final  Regulations  (LR  2013). 

Type  c^  Review:  ExieBsi<m. 

Title:  Time  for  Filing  Returns  of 
Corporations. 

Description:  Section  6072(b).  (c),  (d) 
and  (e)  of  the  Internal  Revenue  Code 
(IRC)  deals  with  the  filing  dates  of 
certain  corporate  retvuns.  Regulation 
section  1.6072-2  provides  additional 
information  concerning  theee  filing 
dates.  The  information  is  used  to  insure 
timely  filing  of  corporate  income  tax 
retxims. 

Respondents:  Businesses  or  other  for- 
profit,  non-profit  institutions,  small 
Dusinesses  or  organizations. 
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Estimated  Number  of  Respondents:  1. 

Estimated  Biuden  Hours  Per 
Respondent:  1  hour. 

Frequency  of  Response:  On  occasion 
and  annually. 

Estimatea  Total  Reporting  Burden:  1 
hour. 

Qearance  Officer:  Garrick  Shear  (202) 
622-3869.  Internal  Revenue  Service, 
room  5571, 1111  Constitution  Avenue, 
NW..  Wailiington.  DC  20224. 

(^48  Reviewer  Milo  Sunderhauf 
(202)  395-6880.  Office  of  Management 
and  Budget,  room  3001,  New  Executive 
Office  Building.  Washington,  DC  20503. 
Loto  K.  HoUukd. 

Departmental  Reports,  Management  Officer. 
IFR  Doc.  93-692  Filed  1-15-93;  8:45  unl 
■LUNQ  COM  4t30-«MI 


6316. 1301  Constitution  Avenue.  NW., 
Washington,  DC  20220. 

OhoReviewer: Milo  Sunderhauf 
(202)  395-6880,  Office  of  Management 
and  Budget,  room  3001,  New  Executive 
Office  Building,  Washington,  DC  20503. 
Lois  K.  Holiand, 

Departmental  Reports,  Management  (^ficer. 
(FR  Doc.  93-893  Filed  1-13-93;  8:45  sm] 
■UJNQOOOt' 


Public  hfomwtion  Collection 
Requirements  Submitted  to  0MB  for 


January  8, 1993. 

The  Department  of  the  Treasury  has 
submitted  the  following  public 
information  collection  requirement(s)  to 
OMB  for  review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1980, 
Public  Law  96-511.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  Clearance 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  room  3171  Troastiry  Annex. 
1500  Pennsylvania  Avenue.  NW.. 
Washington,  DC  20220. 

U.S.  Customs  Service 

OMB  Number:  1515-0087. 

Form  Number  CF  255. 

Type  of  Review:  Extension. 

Title:  Declaration  for  Unaccompanied 
Articles. 

Description:  Customs  Form  255  is 
completed  by  each  arriving  person  for 
each  parcel  or  container  which  is  to  be 
sent  from  an  insular  possession  at  a  later 
date.  It  is  used  for  claim  of  beneBt 
purposes  to  determined  a  traveler's 
allowable  exemption. 

Respondents:  Individuals  or 
households.  Businesses  or  other  for- 
profit. 

Estimated  Number  of  Respondents: 
7.500. 

Estimated  Burden  Hours  Per 
Respondent:  5  minutes. 

Frequency  of  Response:  On  occasion. 

Estimated  Total  Reporting  Burden: 
1.250  hours. 

aearance  Officer  Ralph  Meyer  (202) 
927-1552.  U.S.  Customs  Service, 
Paperwork  Management  Branch,  room 


UNTTEO  STATES  INFORMATION 
AGENCY 

Recruitment  for  end  Menegement  of 
Centrel  end  Eestem  Europeen  EFL 
Fellow  Progrem  end  RuMla  and 
Ukraine  Fellowe 

AGENCY:  United  States  Information 

Agency. 

ACnON:  Notice— request  for  proposals. 

SUMMARY:  The  U.S.  Information  Agency 
(USIA)  solidto  interest  from  U.S.  not- 
for-profit  institutions/organizations  in 
conducting  the  recruitment,  placement, 
and  administration  of  up  to  50  EngUsh 
as  a  Foreign  Language  (EFL)  Fellows 
and  English  for  Specific  Purposes  (EFL/ 
ESP)  Fellows  for  a  special  Eastern 
European  EFL  Fellow  program  to 
provide  EFL  teacher  trainers  for  teachers 
of  English  and  ESP  teachers  in  Albania, 
Poland.  Hungary,  the  Czech  Republic, 
Slovakia,  Romania,  Bulgaria,  Slovenia. 
Estonia.  Latvia.  Lithuania.  Croatia,  and 
Macedonia.  This  program  is  subject  to 
the  availability  of  funds  from  Support 
for  Eastern  European  Democracy  IV 
(SEED  IV)  funding  for  Fiscal  Year  1993. 
In  addition,  the  organization  will  recruit 
and  place  up  to  ten  Fellows  in  Russia 
and  Ukraine  and  supervise  the 
administration  of  their  grants.  The 
Fellows  recruited  for  Russia  and 
Ulcraine  will  be  supported  by  special 
USIA  funding  for  Newly  Independent 
States  (NIS)/Central  and  Eastern 
European  (CEE)  Initiatives. 
DATES:  Deadline  for  proposals:  All 
copies  must  be  received  at  the  U.S. 
Inrormation  Agency  by  5  p.m. 
Washington,  DC  time  on  Friday, 
February  12. 1993.  Faxed  doc\unents 
will  not  be  accepted,  nor  will 
documents  postmarked  on  Friday. 
February  12, 1993  but  received  at  a  later 
date.  It  is  the  responsibility  of  each 
grant  applicant  to  ensure  that  proposals 
are  received  by  the  above  deadline.  The 
grant  should  begin  on  or  about  15  March 
1993. 

ADDRESSES:  The  original  and  10  copies 
of  the  completed  application,  including 
required  forms,  should  be  submitted  by 
the  deadline  to:  U.S.  Information 
Agency,  Ref:  Recruitment  for  and 


Management  of  Central  and  Eastern 
European  EFL  Fellow  Program,  Office  of 
Grant  Management,  E/XE,  room  336, 
301  4th  St.,  SW,  Washington,  DC  20547. 
FOR  FURTHER  INFORMATION  CONTACT: 
Interested  organizations/institutions 
should  contact  Richard  A.  Murphy  at 
U.S.  Information  Agency,  301  4th  St., 
SW,  Office  of  Cultural  Centers  and 
Resources,  English  Language  Programs 
Division,  E/CE,  room  304,  Washington, 
DC  20547,  Telephone  (202)  619-5869  to 
request  detailed  application  packets, 
which  include  award  criteria  additional 
to  this  annotmcement,  all  nec&ssary 
forms,  and  guidelines  for  preparing 
proposals,  including  specific  budget 
preparation  information. 
SUPPt-EMENTARY  INFORMATION:  Pursuant 
to  the  Bureau's  authorizing  legislation, 
programs  must  maintain  a  non-political 
character  and  should  be  balanced  and 
representative  of  the  diversity  of 
American  political,  social  and  cultural 
hfe. 

Overview 

The  U.S.  Information  Agency  (USIA) 
is  soliciting  proposals,  from  U.S. 
professional,  not-for-profit  institutions/ 
organizations  to  recruit  and  place  up  to 
50  EFL  Fellows  and  to  supervise 
attendant  administration,  including 
travel  arrangements  and  payment  of 
stipends,  for  a  special  Eastern  European 
EFL  Fellow  program.  The  program  is 
meant  to  provide  teacher  trainers  and 
ESP  teachers  for  Albania,  Poland, 
Hungary,  the  Czech  Republic,  Slovakia, 
Romania,  Bulgaria,  Slovenia,  Estonia, 
Latvia,  Luthania.  Croatia,  and 
Macedonia.  Additionally,  the  grantee 
organization  will  recruit,  place  and 
administer  up  to  10  EFL  Fellows  for 
Russia  and  lAraine.  Recruitment  will  be 
conducted  to  fill  positions  in 
accordance  with  the  basic  objective  of 
USIA's  EFL  Fellow- program  for  Central 
and  Eastern  Europe  and  the  Baltic 
States,  which  is  to  promote  the  teaching 
of  English  as  a  vehicle  to  develop 
democracies  throughout  the  region.  The 
Eastern  European  EFL  Fellow  Program, 
initiated  in  1991  and  continued  in 
19i92,  was  a  response  to  the  dramatic 
increase  in  the  demand  for  English 
caused  by  the  political  changes  in 
Eastern  Europe  and  the  shift  in 
intellectual  input  from  East  to  West.  The 
1993  program,  while  continuing  the 
effort  to  promote  English  teaching  in 
Central  and  Eastern  Europe,  extends  it 
to  the  former  Soviet  Republics  of  Russia 
and  Ukraine. 

As  in  the  first  two  years  of  the  Eastern 
European  EFL  Fellow  Program,  USIA 
proposes  to  focus  its  resources  on  two 
areas: 


courses  m. 
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(a)  in-wivice  tMcher  training: 

(b)  English  few  specific  purposes  CESP) 
EFL  Fellows  wrill  coordinate  and 
implement  the  teecho'  training  program 
as  well  as  teach  individual  language 
courses  in  ESP. 

Guidelines 

Among  the  responsibilities  of  the 

institution/organization  receiving  the 

assistance  award  will  be: 
1.  Recruiting  and  placing  Fellows. 

This  will  include  the  following: 

— ^Disseminate  information  throtigh 
domestic  and  international  mailings 
and  other  means  concerning  the 
Eastern  European  Fellow  program. 

— Place  a  public  announcement  in 
various  professional  journals, 
including  the  Chronicle  of  Higher 
Education,  the  Commerce  Business 
Daily,  and  the  TESOL  Placement 
Bulletin. 

— Respcmd  to  CVs  and  letters  of  inquiry 
with  an  "applicant  package"  of 
application  materials,  designed  in 
consultation  with  USIA. 

— Conduct  all  correspondence  necessary 
to  complete  professional  dossiers  of 
each  FEL  Fellow  candidate  to  be 
interviewed. 

— Receive  and  process  applications  from 
candidates,  screening  for  acceptable 
Qualifications  set  forth  above. 

— Enter  data  from  applications/CVs  into 
an  EFL  applicant  database,  using 
Paradox  3.5  or  higher  software, 
sorting  for  degree,  experience, 
language,  and  area  preference. 

— ^Arrange  for  and  cany  out  interviews 
of  all  candidates  having  acceptable 

aualifications  at,  but  not  limited  to, 
le  annual  TESOL  convention  in 
Atlanta,  Georgia  April  13-17, 1993  in 
collaboration  with  USIA's  English 
Language  Programs  Division.  (At  least 
two  TEFL/TESL  qualified 
interviewers  should  be  assigned  to 
this  task.) 

— Establish  and  define  duties  expected 
of  each  EFL  Fellow  at  the  institution 
assigned,  through  correspondence 
with  that  institution  in  the  particular 
country  and  in  consultation  with 
USIA's  English  Language  Programs 
Division. 

—Select  up  to  50  EFL  Fellows  for 
teacher  training  and  English  for 
Special  Purposes  in  Eastern  Europe, 
including  up  to  eight  coordinators. 
Additionally,  select  up  to  ten  Fellows, 
including  one  coordinator  for  Russia 
and  Ukraine.  Each  Fellow  will  receive 
a  grant  from  USIA  for  one  year — with 
the  possibility  of  renewal.  The 
recruiting/management  organization 
will  be  provided  with  the  exact  mix 
of  Fellow  type  after  the  grant  is 
awarded.  Coordinators,  when  selected 


far  a  country,  will  develop  a  country- 
wdde  program  for  the  Fellows  and 
oversee  administrative  matters 
connected  ¥rith  the  program. 

—Contact  candidates  in  a  timely  Cii^on 
in  priority  order  for  acoaptances  based 
on  beet  Mgreute  qualifications. 

—Print  andmaU  Terms  and  Onditians 
of  the  individual  EFL  Fallow  grant 

—Provide  letter  of  appointment,  tax 
infcvmatiaD,  haalm  insurance 
information  and  certificate  to  the 
nominee. 

— Provide  candidates  with  background 
information  on  visas  and  monitor 
their  securing  of  visas. 

— Secure  the  signed  terms  and 
conditions  and  the  health  certificate. 

2.  FixHuuxs  and  Payments. 
—Make  all  financial  arrangements,  and 

process  the  EFL  Fellow  payments, 
distributing  the  first  stipmd  died^  to 
the  fellows  before  the  Washington 
orientation  session  and  the  remaining 
checks  during  the  course  of  their 
grant. 
— ^Maintain  detailed  accoimting  records 
using  IBM  compatible  software. 

3 .  Book  Allowance  for  Fellows. 

— Process  and  ship  EFL  books  ordered 
by  Fellows  from  American  publishers 
up  to  a  total  value  of  $700  plus 
shipping  for  each  Fellow. 

4.  Travel. 

— ^Make  all  travel  arrangements  for  the 
Fellows  to  include  travel  from  their 
residence  to  Washington  for 
orientation,  to  place  of  assignm«it 
and  retiim  to  residence,  including 
finalizing  their  itineraries,  booking, 
and  mailing  tickets  and  orientation 
letter  to  them.  Oversee  their  departure 
to  post. 

5.  Orientation. 

— In  cons\iltation  with  USIA's  English 
Language  Programs  Division,  arrange 
for  and  implement  a  four-day 
orientation  program  for  Fellows  in 
Washington,  D.C.,  utilizing  both 
outside  experts  and  USIA  officers. 

— Finalize  the  agenda;  design,  type,  and 
print  handouts;  type  insurance  cards 
for  Fellows. 

6.  Review. 

Prepare  and  submit  an  evaluation 
report  to  USIA  at  mid-point  and  at  the 
conclusion  of  the  project 

Note:  Proposal  sbould  include 
allowance  for  a  representative  from  the 
recipient  institution/organization  to 
visit  assignment  sites  proposed  for  the 
Fellows  bi  order  to  become  familiar 
with  conditions  at  the  host  institutions. 

Qualifications  Required  of  the 
Responding  Organization:  To  carry  out 
the  above  tasks  the  institution/ 
organization  must  be  a  not-for-profit  or 


educational  organizatian.  It  must  have 
four  yean  of  international  experience 
and  possess  a  proven  ability  to  network 
that  provides  and  allows  fcir  the  greatest 
dissemination  of  infbimatian  to  and 
among  the  profession  of  Teadms  of 
Engli^  as  a  Second  or  Foreign 
Language.  It  must  be  able  to  provide 
knowledgeeble,  TEFLKpialifiad, 
experienced  staff  capable  of 
interviewing  candidates  and  evaluating 
their  qiialifications  for  taarhing, 
developing  materials,  or  conducting 
teacher-training  in  the  context  of 
English  as  a  foraign  language. 

Proposed  Budget 

The  grantee  organization  will  be 
required  to  submit  two  comprehensive 
hne  item  budgets:  One  for  up  to  50 
Fellows  for  Eaustem  Europe  and  one  far 
up  to  10  Fellows  for  Russia  and 
Ukraine.  Specific  details  for  these 
budgets  are  available  in  the  application 
packet.  Proposals  requesting  more  than 
20%  of  USIA  funds  for  administrative 
costs  will  not  be  accepted. 

Review  Process 

USIA  will  acknowledge  receipt  of  all 

proposals  and  will  review  them  for 
technical  eligibility.  Proposals  will  be 
deemed  ineligible  if  they  do  not  folly 
adhere  to  the  guidelines  established 
herein  and  in  the  application  packet 
Eligible  proposals  will  be  forwarded  to 
panels  of  USIA  officers  for  advisory 
review.  All  eligible  proposals  will  also 
be  reviewed  by  the  appropriate 
geographic  area  office,  and  the  budget 
and  contracts  offices.  Proposals  may 
also  be  reviewed  by  the  Agency's  Office 
of  General  Coimsel.  Fimding  decisions 
are  at  the  discretion  of  the  AJssociate 
Director  for  Educational  and  Cultural 
Affairs.  Final  technical  authority  for 
grant  awards  resides  with  USIA's 
contracting  officer. 

i?evieH'  Criteria 

Technically  eligible  applications  will 
be  competitively  reviewed  according  to 
the  following  criteria: 

1.  Quality  of  program  idea:  Proposals 
should  exhibit  originality,  substance, 
rigor,  and  relevance  to  Agency  mission. 

2.  Program  planning:  Detailed  agenda 
and  relevant  work  plan  should 
demonstrate  substantive  rigor  and 
logistical  capacity.  Agenda  and  plan 
should  adhere  to  the  program  overview 
and  guidelines  described  above. 

3.  Ability  to  achieve  program 
objectives:  Objectives  ^ould  be 
reasonable,  feasible,  and  flexible. 
Proposals  should  clearly  demonstrate 
how  the  institution  wrill  meet  the 
program's  objectives  and  plan. 
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4.  Multiplier  effect/impact:  Proposed 
program  ^ould  strengthen  long-term 
mutual  understanding,  including 
muTriTniim  sharing  of  information  and 
establishment  of  long-term  institutional 
and  individual  linkages. 

5.  Institutional  Capacity:  Proposed 
personnel  and  institutional  resoiuces 
should  be  adequate  and  appropriate  to 
achieve  the  program  or  project's  goals. 
Proposal  should  present  clear  evidence 
of  the  ability  to  efficiently  recruit  and 
place  smtable  grantees  for  the  Eastern 
European  Fellow  Program.  This 
includes  demonstrated  ability  to  gain 
access  to  and  network  with  EFLTESL 
professionals  and  programs.  The 
proposal  should  include  evidence  of 
strong  administrative  and  managerial 
capabiUties  and  project  management 
experience.  At  least  two  persons  should 
be  assigned  to  the  recruiting  and 
placement  of  the  Fellows  at  the  1993 
TESOL  convention  in  Atlanta.  GA  and 
afterwards. 

6.  Institution's  Track  Record/Ability: 
Proposals  should  demonstrate  a  track 
record  of  successful  programs,  including 
responsible  fiscal  management  and  full 
compUance  with  all  repwting 


requirements  for  past  Agency  grants  as 
determined  by  USIA's  Office  of 
Contracts  (M/KG).  The  Agency  %vill 
consider  the  past  performance  of  prior 
grantees  and  the  demonstrated  potential 
of  new  applicants. 

7.  Follow-on  Activities:  Proposal 
should  provide  a  plan  for  continued 
follow-on  activity  (without  USIA 
support)  which  insures  that  USIA 
supported  programs  are  not  isolated 
events. 

B.Evaluation  Plan:  Proposals  should 
provide  for  a  quarterly  formative 
evaluation  by  the  grantee  institution  and 
a  summative  evaluation  at  the 
conclusion  of  the  project. 

9.  Cost-effectiveness:  The  overhead 
and  administrative  components  of 
grants,  as  well  as  salaries  and  honoraria, 
should  be  kept  as  low  as  possible.  All 
other  items  should  be  necessary  and 
appropriate.  Administrative  costs 
exceeding  20%  of  USIA  funds  will  not 
be  accepted. 

Notice 

The  terms  and  conditions  published 
in  this  RFP  are  binding  and  may  not  be 
modified  by  any  USIA  representative. 


Explanatory  information  provided  by 
the  Agency  that  contradicts  pubUshed 
language  will  not  be  binding.  Issuance 
of  the  RFP  does  not  constitute  an  award 
commitment  on  the  part  of  the 
Government.  Final  award  cannot  be 
made  until  funds  have  been  fully 
appropriated  by  Congress,  allocated  and 
committed  through  internal  USIA 
procedures. 

Notification 

All  applicants  will  be  notified  of  the 
results  of  the  review  process  on  or  about 
March  12. 1993.  Awarded  grants  will  be 
subject  to  periodic  reporting  and 
evaluation  requirements.  The  successful 
organization  may  be  awarded  renewal 
grants  for  up  to  three  years,  depending 
on  program  performance  and 
evaluations  conducted  by  USIA. 

Dated:  ]anuaiy  8, 1993. 
Barry  Fulton, 

Acting  Associate  Director,  Bureau  of 
Educational  and  Cultural  Affairs. 
[FR  Doc.  93-817  Filed  1-13-93;  8:45  am] 
BujjNO  cooc  nao-oi-M 
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TNs  section  of  the  FEDERAL  REGISTER 
contains  notices  of  meetings  published  under 
the  "Government  In  the  Sunshine  AcT  (Pub. 
L  94-409)  5  U.SC.  552b(e)(3). 


BOARD  OF  GOVERNORS  Of  THE  FEDERAL 
RESERVE  SYSTEM 

"FEDERAL  REGISTER"  CfTATION  OF 
PREVKXISlUfftOUNCEMENr:  58  FR  375, 
January  5, 1993. 


PREVIOUSLY  ANNOUNCED  TWK  AND  DATE  OF 
THE  MEETMG:  11:00  a.m.,  Monday, 
January  11. 1993. 

CHANGES  M  THE  MEETWI6:  Addition  of  the 
following  closed  item(s)  to  the  meeting: 

Federal  Reserve  Bank  and  Branch  director 
appointments. 

CONTACT  PERSON  FOR  MORE  MFORMATION: 
Mr.  Joseph  R.  Coyne,  Assistant  to  the 
Board:  (202)  452-3204. 


Dated:  January  11, 1993. 
jenoifiBr  J.  JdiaeoB, 
Associate  Secretary  of  the  Board. 
[FR  Doc.  93-1017  FUed  1-12-93;  9:06  am] 
BiUMO  CODE  sne-et-H 
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This  SMSon  of  tw  FEDERAL  REGISTER 
conWns  adtoriai  oorrKttora  Of  prawkHjriy 
pubMwd  PTMktaniil.  Rui*.  PrepOMd  Rul*. 
«id  Noin  documanli.  TboM  oofTKlions  an 
prapM<td  ty  tw  one*  of  ttw  FodMri 
RtgMv.  Agincy  praparad  ooiradlons  an 
tMMd  M  ttgrwd  documtniB  and  appMT  in 
th«  i«)prepriila  docunwnl  calmoflM 
etscwhw*  in  tfw  iMus. 


DEPARTMEKT  OF  HEALTH  AND 
HUMAN  SERVICES 

Publie  HMlth  S«rvlo« 

Offlc*  of  ttM  AMislanI  S«cr«tary  for 
HoMh;  StatomMil  of  OrganiiaUon. 
Functions  and  Dologationa  of 
Authority 

Correction 

In  notice  document  92-31894 
appearing  on  page  107  in  the  issue  of 
Monday.  January  4. 1993,  in  the  third 
column,  in  the  first  full  paragraph,  in 
the  first  line.  "Office  of  Women's  Health 
(HAWr  should  read  "O^ice  on 
Women's  Health  (HAWr. 

MXMO  OOOf  1«M-«M> 


UMI 


DEPARTMENT  OF  THE  TREASURY 

Offico  of  tho  ComptroUor  of  tho 
Curronqf 

12CFRPwt34 

[DodtMNa  92-27] 

FED&tAL  RESERVE  SYSTEM 

12  CFR  Part  208 

[ReOuMion  H;  DodMl  No.  R-07S5] 

FEDERAL  DEPOSIT  INSURANCE 
CORPOflATlON 

12  CFR  Part  368 

mN  3064  AB06 

DEPARTMENT  OF  THE  TREASURY 

Offica  Of  ThrMI  Suporvlaion 

12  CFR  Parts  545  and  563 

[DectolNo.9»-M4] 
RW1560-AA56 

Raal  Estats  Lsnding  Standards 

Correction 

In  rule  document  92-31481  beginning 
on  page  62890  in  the  issue  of  Thursday. 


December  31. 1992,  make  the  following 
corrections: 

1.  On  page  62897,  in  the  second 
column,  the  LOAN  A0MM8T1UT10M 
section  should  read  as  follows: 

LOAN  AOMMSnUTMN 

The  inititution  should  also  establish  loan 
administratkn  prooaduim  far  its  real  estata 
portfolio  that  address: 

•  Documentatioa,  including: 
Type  and  frequency  of  financial 
statements.  Including  requirements  for 
verification  of  information  provided  by 
the  borrower. 

Type  and  frequency  of  collateral 
evaluations  (appraisals  and  other 
estimates  of  value). 

•  Loan  closing  and  disbursement. 

•  Payment  processing. 

•  Escrow  administration. 

•  Collateral  administration. 

•  Loan  payoffs. 

•  Collections  and  foreclosure,  including: 

Delinquency  follow-up  procedures; 

Foreclosure  timing: 

Exteiuions  and  other  forms  of 

forbearancr. 

Acceptance  of  deeds  in  lieu  of 

foreclosure. 

•  Claims  processing  (e.g.,  seeking  recovery 
on  a  defoulted  loan  covered  by  a  government 
guaranty  or  insurance  program). 

•  Servicing  and  participation  agreements. 

2.  On  page  62898,  in  the  first  column, 
under  EXCLUOEO  TRANSACTIONS,  in  the 
fifth  paragraph,  in  the  second  line, 
"within"  should  read  "without". 

3.  On  the  same  page,  in  the  same 
column,  under  EXCLUDED  TRANSACTIONS, 
in  the  ninth  paragraph,  in  the  third  line, 
before  "extension"  insert  "the". 

BRXWO  COOC  1M»-*t-0 


f  206.16   [Cerreeladl 

On  page  60683.  in  the  first  column,  in 
§  205.18(b)(2).  in  the  first  line.  "20 
days"  should  read  "30  days". 


DEPARTMENT  OF  THE  TREASURY 
Fiscal  Sorvica 
31  CFR  Part  205 

RIN  1510-AA19 

Rules  snd  Procsdurss  for  Funds 
Transfars 

Correction 

In  rule  document  92-30757  beginning 
on  page  60676  in  the  issue  of  Monday. 
December  21. 1992.  make  the  following 
correction: 


Thursday 
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Department  of  Labor 

Occupational  Safety  and  Health 
Administration 


29  CFR  Parts  1910 

Permit-Required  Confined  Spaces  for 

General  Industry;  Final  Rule 
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DEPARTMENT  OF  LABOR 

Occupational  Safety  and  Health 
Administration 

29  CFR  Part  1910 

[Dodwt  Na  8-019] 

RIN 1218-AAS1 

PennH-Requirad  Confined  Spacaa 

AGENCY:  Occupational  Safety  and  Health 
Administration  (OSHA).  U.S. 
Department  of  Labor. 
ACTWH;  Final  rule. 

SUMMARY:  The  Occupational  Safety  and 
Health  Administration  (OSHA)  hereby 
promulgates  safety  requirements, 
including  a  permit  system,  for  entry  into 
those  confined  spaces,  designated  as 
permit-required  confined  spaces  (permit 
spaces),  which  pose  special  dangers  for 
entrants  because  their  configurations 
hamper  efforts  to  protect  entrants  from 
serious  hazards,  such  as  toxic,  explosive 
or  asphyxiating  atmospheres.  The  new 
stanoard  provides  a  comprehensive 
regulatory  framework  within  which 
employers  can  effectively  protect 
employees  who  work  in  permit  spaces. 

Few  OSHA  standards  specifically 
address  permit  space  hazards.  These 
standards,  in  turn,  provide  only  Umited 
protection.  OSHA  has  determined, 
based  on  its  review  of  the  rulemaking 
record,  that  the  existing  standards  do 
not  adeouately  protect  workers  in 
confined  spaces  from  atmospheric, 
mechanical  and  other  hazards.  The 
Agency  has  also  determined  that  the 
ongoing  need  for  monitoring,  testing 
and  communication  at  workplaces 
which  contain  entry  permit  confined 
spaces  can  be  satisfied  only  through  the 
implementation  of  a  comprehensive 
confined  space  entry  program.  OSHA 
anticipates  that  compliance  with  the 
provisions  of  this  standard  will 
effectively  protect  employees  who  work 
in  permit-  required  confined  spaces 
from  injury  or  death. 
EFFECTIVE  DATE:  This  final  rule  will 
become  effective  on  April  15, 1993. 
AOORESSES:  In  compliance  with  28 
U.S.C.  2112(a).  the  Agency  designates 
for  receipt  of  petitions  for  review  of  the 
standard,  the  Associate  SoUcitor  for 
Occupational  Safety  and  Health,  Office 
of  the  SoUcitor,  Room  S-4004,  U.S. 
Department  of  Labor,  200  Constitution 
Avenue  NW..  Washington,  DC  20210. 
FOR  FURTHER  MFORMATKM  CONTACT:  Mr. 
James  F.  Foster,  U.S.  Department  of 
Labor,  Occupational  Safety  and  Health 
Administration,  Office  of  Information 
and  Consumer  Affairs.  Room  N3647, 
Washington.  DC  20210.  (202)  523-6151 


SUPfLBIENTARY  information: 

LBackgrottnd 

Many  workplaces  contain  spaces 
which  are  considered  "confined" 
because  their  configtirations  hinder  the 
activities  of  any  employees  who  must 
enter,  work  in,  and  exit  them.  For 
example,  employees  who  vioA  in 
process  vessels  generally  must  squeeze 
in  and  out  through  narrow  openings  and 
perform  their  tauLS  while  cramped  or 
contorted.  For  the  purposes  of  this 
rulemaking,  OSHA  is  using  the  term 
"confined  space"  to  describe  such 
spaces.  In  addition,  there  are  many 
instances  where  employees  who  work  in 
confined  spaces  face  increased  risk  of 
exposure  to  serious  hazards.  In  some 
cases,  confinement  itself  poses 
entrapment  hazards.  In  other  cases, 
confined  space  work  keeps  employees 
closer  to  hazards,  such  as  asphyxiating 
atmospheres  or  the  moving  parts  of  a 
mixer,  than  they  would  be  otherwise. 
For  the  purposes  of  this  rulemaking, 
OSHA  is  using  the  term  "permit- 
required  confined  space"  (permit  space) 
to  describe  those  spaces  which  both 
meet  the  definition  of  "confined  space" 
and  pose  health  or  safety  hazards. 
In  its  June  5,  1989  NPRM  (54  FR 
24080),  OSHA  determined,  based  on  its 
review  of  accident  data,  that 
asphyxiation  is  the  leading  cause  of 
death  in  confined  spaces.  The 
ssphyxiations  that  have  occurred  in 
pennit  spaces  have  generally  resulted 
from  oxygen  deficiency  or  from 
exposure  to  toxic  atmospheres.  In 
addition,  there  have  been  cases  where 
employees  who  were  working  in  water 
towers  and  bulk  material  hoppers 
sUpped  or  fell  into  narrow,  tapering, 
discharge  pipes  and  died  of 
asphyxiation  due  to  compression  of  the 
torso.  Also,  employees  woridng  in  silos 
have  been  asphyxiated  as  the  resuh  of 
engulfrnent  in  finely  divided  particulate 
matter  (such  as  sawdust)  that  blocks  the 
breathing  passages. 

The  Agency  has,  in  addition, 
documented  confined  space  incidents  in 
which  victims  were  burned,  groimd-up 
by  auger  type  conveyors,  or  crushed  or 
battered  by  rotating  or  moving  parts 
inside  mixers.  Failure  to  deenergize 
equipment  inside  the  space  prior  to 
employee  entry  was  a  factor  in  many  of 
those  accidents.  OSHA  notes  that  the 
NPRM  (54  FR  24080-24085)  discussed 
the  hazards  which  confront  employees 
who  enter  permit  spaces  and  the 
inadequacy  of  existing  regulation  in 
greater  detail.  Additionally.  Section  II  of 
this  preamble.  Hazards,  presents  a 
detailed  discussion  of  the  hazards  to 
which  permit-space  entrants  have  been 
exposed,  demonstrating  that  this  final 


rule  is  reasonably  necessary  to  protect 
affected  employees  from  significant 

risks. 

OSHA  has  determined,  based  on  its 
review  of  the  rulemaking  record, 
including  investigation  reports  covering 
"pennit  space"  fatalities  (Exhibits  (Ex.) 
10  throu^  13  and  16).  that  many 
employers  have  not  appreciated  the 
degree  to  which  the  conditions  of 
permit  space  work  can  compound  the 
risks  of  exposure  to  atmospheric  or 
other  serious  hazards.  Further,  the 
elements  of  confinement.  Umited  access, 
and  restricted  air  flow,  can  result  in 
hazardous  conditions  which  would  not 
arise  in  an  open  workplace.  For 
example,  vapors  which  might  otherwise 
be  released  into  the  open  air  can 
generate  a  highly  toxic  or  otherwise 
harmful  atmosphere  within  a  confined 
space.  Unforttmately,  in  many  cases, 
employees  have  died  because  employers 
improvised  or  followed  "traditional 
methods"  rather  than  foUowing  existing 
OSHA  standards,  recognized  safe 
industry  practice,  or  common  sense. 
The  Agency  notes  that,  as  documented 
in  the  NPRM,  many  of  the  employees 
who  died  in  pennit  space  incidents 
were  would-be  rescuers  who  were  not 
properly  trained  or  eouipped. 

In  addition,  OSHA  helieves  that,  as 
noted  in  the  NPRM  (54  FR  24098),  the 
failure  to  take  proper  precautions  for 
permit  space  entry  operations  has 
resuhed  in  fataUties,  as  opposed  to 
injuries,  more  frequently  than  would  be 
predicted  using  the  appUcable  Bureau  of 
Labor  Statistics  models.  The  Agency 
notes  that,  by  their  very  nature  and 
configuration,  many  permit  spaces 
contain  atmospheres  which,  unless 
adequate  precautions  are  taken,  are 
immediately  dangerous  to  Ufe  and 
health  (IDLH).  For  example,  many 
confined  spaces  are  poorly  ventilated— 
a  condition  that  is  favorable  to  the 
creation  of  an  oxygen  deficient 
atmosphere  and  to  the  acciunulation  of 
toxic  gases.  Furthermore,  by  definition, 
a  confined  space  is  not  designed  for 
continuous  employee  occupancy;  henCe 
Uttle  consideration  has  been  given  to  the 
preservation  of  hiunan  Ufe  within  the 
confined  space  when  employees  need  to 
enter  it 

Accordingly,  the  Agency  has 
determined  that  it  is  necessary  to 
promulgate  a  comprehensive  standard 
to  reqxiire  employers  to  take  appropriate 
measures  for  the  protection  of  any 
employee  assigned  to  enter  a  permit 
space.  OSHA  beUeves  this  new  standard 
will  help  eUminate  confusion  and 
mistmderstanding  by  clearly  stating 
employer  responsibiUties. 

"Rie  record  and  determinations  that 
are  discussed  in  this  final  rule 
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adniiutft  a  SSDW  of  ellofftkby  OSHA, 
tksNMioaal  histitato  fbrOccapattaaal 
Sdbt;  utd  HMkh  (NIOSB),  tlM 
Amencaa  Nitkmal  Standudvliulituti 
{AtiSD  ZX17  CoiBMittSA,  and  otbewto 
addvws  pcfinit  spacs  hazards.  The 
chronology  of  thoas  affotti  m  set  iiarth  in 
ths  foUowkig  paragimlia. 

On  Toly  24, 1975,  OSHA  iasaad  an 
Advmice  Notic*  efPtopoaed 
Riiwaaknig  (ANPK).  "Standard  &» 
Woric  in  Cooltewl  Spaoas,"  for  tba 
purpose  of  cton^ag  data  aod 
informstion  to  be  uaed  in  devalqpiDg  a 
confined  ^Mcea  standard  (40  FR  30t80). 
ThisANPKaoii^tceannwttaoB  14 
issues,  mchK&ig  prcdjlems  wifth  existing 
regulations,  factors  involved  in  confined 
^pace  injuries  and  deaths,  and  the  steps 
necessary  far  the  control  of  hazards  in 
confined  spaces. 

On  ABgttSt  26, 1^7,  ANSI  adopted 
ANSI  Z117.1-1977,  "Safety 
Requirements  for  Working  in  Tanks  and 
Other  Confined  Spaces"  (Ex.  13-5).  That 
standard  set  "minimam  reqairements 
for  safe  entry,  continued  work  in,  and 
exit  fitMn  tanks  and  other  confined 
spaces  at  normal  atmospheric  pressure." 
llie  ANSI  standard  de&ied  confined 
spaces  as  enclosures  with  limited  means 
of  access  and  egress,  such  as  storage 
tagks,  (^n-topped  spaces  more  ^at 
four  feet  in  depth  with  poor  natural 
ventilation,  and  sewers.  Explanatory 
information  accompanying  the  standard 
stated  that  the  standard  addressed 
atmospheric  hazards,  physical  hazards, 
the  possibility  of  hquids,  gases,  or  solids 
entering  a  space  (e.g.,  drowning  or 
engulfment  hazard)  and  isolation  of 
entrants  in  case  of  need  (e.g.,  hazard  of 
entrapmmit  due  to  configuratitm).  The 
ANSI  standard  set:  (1)  general 
precautions  (such  as  testing,  evaliiation, 
ventilation  and  lockout)  to  oe  followed 
before  entry,  (2)  procedures  to  be 
followed  yrfhen  confitmting  particulffl' 
environmental  hazards  (such  as  oxygen- 
deficient,  flammable  and  toxic 
atmos{>here6,  nrnse,  and  radiation 
exposme),  (3)  entry  procedures 
(including  the  use  of  permit  to  authorize 
entry  and  illumination  of  the  space), 
and  (4)  special  procedures  for  hot  woik 
(e.g.,  welding]  or  removal  or  application 
of  preservative  coatings  or  linings 
performed  in  confined  spaces. 

Citing  both  "the  complexity  of  the 
issues  and  the  period  of  time  sinoe  the 
previous  Advffiic*  Notice/'  OSHA 
issued  another  ANPR.  "Catry  and  Woric 
in  Confined  Spaces"  (44  FR  60334),  on 
October  19, 1979.  The  24  questioBS 
raised  in  the  1979  ANPR  vrare  similer 
to.  but  more  detailed  than,  the  14  issues 
raised  in  the  1975  ANf^ 

The  1979  ANPR  again  requeelad 
suggestions  for  a  defiiutioa  of  "confined 


space,"  as  weU  aa  infannation  ie§aiding 
the  appropriate  procedurea  fior 
addressing  confinad  space  baxanU,.  and 
the  cost  of  tboea  pracMhoea.  OSHA 
raceiwad  6ft  comments  in  naponsa  la 
the  1979  ANPR.  These  comments,  while 
liHKlar  to  thosa  lecaivad  fai  reqwBsa  to 
the  1975  ANPR.  broadasad  tke 
infarmatioBal  base  which  sttpported 
OSHA  repidatory  action  to  tomss 
confined  qMcee  hazards. 

Moat  oonunenteis  suggested  that 
OSHA  davatopa  peaformance-  ciientsd 
standard  limiJar  to  OSHA'»  "fire 
pratactioo  standard"  (29  CFR  Part  1910. 
Subparts  E,  H,  and  L).  vdijch  waa  than 
being  revised  and  whidi  was 
subwquentiy  published  as  a  final  rule 
on  September  12. 1980  (45  FR  60704). 
Also,  many  comoMnters  suggested  that 
defining  tibB  hazards  confronted  in 
confined  ^acas  was  more  importvot 
than  defining  the  term  "confined 
space." 

In  Decambw  1979,  NIOSH  issued  a 
criteria  doamient,  "Woddng  in 
Con&Md  &>aces"  (Ex.  13-9),  which 
recommended  procedxires  for  protecting 
employees  from  the  hazards  of  entering, 
working  in,  or  exiting  confined  spaces. 
NIOSH  defined  the  term  "confined 
space"  to  mean  "a  space  which  by 
design  has  limited  openings  for  entry 
and  exit,  unfavorable  natural  ventilation 
which  could  contain  or  produce 
dangerous  air  contaminants,  and  which 
is  not  intended  for  continuous  era{rioyee 
occupancy."  The  criteria  document 
states:  "The  standard  is  designed  not 
only  to  mdce  the  confined  space  safe  for 
the  workOT,  but  also  to  make  the  weaker 
cognizant  of  the  hazards  associated  with 
this  woric  area  and  the  safo  w<^ 
practices  necessary  to  deal  widi  these 
hazards." 

The  NIOSH  recommended  standard 
included  prtrvisions  for  p»niit  to 
authwize  entry,  testing  and  monitoring, 
precautions  (nich  as  ventilation, 
purging  and  lockout),  medical 
surveillance,  training,  labrimg  and 
posting  of  oHifined  spaces,  entry 
proceduxas  (such  as  planning  for  entrv, 
stancfcy  person,  communicaticms,  and 
rescue),  personal  protective  equipment, 
rescue  equipment  and  recordkeeping. 
NIOSH  would  require  employers  whose 
confined  spaces  were  immediately 
dangerous  to  life  or  health  (categcvized 
as  "Class  A")  or  dangerous  (categoriaed 
as  "Qass  B")  to  implement  all  of  these 
measures,  except  that  employers  with 
Class  B  confined  spaces  would  have  a 
qualified  person  detrnmine  if  it  was 
necessary  to  conduct  monitoring. 
Employers  with  confined  spaces  "in 
which  the  potential  hazard  would  net 
reqiure  any  special  modification  of  the 
work  procediu«"  (categorized  as  "Qass 


C")  would  be  rsqaired  to  implement  a 
permit  ^fslBOftr  atBas|ibKic  tasting, 
training,  lahafaigapd  porting,  antey 
praoadnres  (excapt  far  stationing  of 
standhy  petaan)..  and  laosrdlcaaping  and 
to  pnvida  loacus  aqnipBMBt  OdMr 

t  would  ba  takan.  if  a  qoalifisd 
i  datanuBiad  umI  uHy  WOT 


On  hferdi  25. 19M.  OSHA  issued  an 
ANPR  (Coaatiuctian  ANPR)  "Entry  and 
Work  in  C(»fiaad  Spaces"  (45  FR 
192661.  to  obtain  inrormation  wdiidi 
could  ba  used  "to  nvisa  its  existing 
standards  in  order  to  eSiactively  cover 
hazuds  connected  with  these  (confined 
qtace)  activities  in  construction."  The 
Agency  stated  its  belief  that  "the 
hazards  of  work  in  confinad  spaces  are 
also  significant  in  the  construction 
industry."  The  Construction  ANPR 
posed  31  questions,  similar  to  those 
presented  in  the  1979  General  Industry 
ANPR.  regarding  the  anpropriata 
precautions  and  proceduxas  far 
controlling  confined  space  hazards 
which  consbuction  wodLsrs  may 
confixmt  The  Agency  received  75 
commenla.  most  of  which  restated 
general  industry-related  concerns  that 
were  raised  in  response  to  the  1979 
ANPR. 

On  April  4, 1980,  OSHA  scheduled 
public  meetings  (45  FR  22978)  where 
interested  parties  could  make  oral 
presentations  regarding  confined  space 
hazards  in  general  industry  and  in 
constructiorL  Those  meetings  were  held 
during  May  1980  in  Houston,  Texas,  in 
Denver,  Colorado,  and  in  Washington, 
D.C.  There  were  approximately  30 
participants  at  dime  meetings. 

fai  January  1986,  NIOSH  published  an 
"Alert"  titled  "Request  for  Assistance  in 
Preventing  Occupational  Fatalities  in 
Confined  Spaces"  (Ex  13-16).  The  Alert 
described  the  drcimutmices  imder 
which  16  workers  died  (14  of  them  due 
to  atmosphwic  hazards)  in  confined 
space  incidrats.  NIOSH  fcxnised  on 
problems  eraf^oyers  have  in  three  areas: 
(1)  reco^iizing  confined  ^aces;  (2) 
testing,  evaluating,  and  monitoring 
confined  space  stmosi^ierBs;  and  (3) 
devekifHng  and  impknienting  rescue 
procedures.  It  was  noted,  for  example, 
that  "fmlore  than  60%  ot  confined  space 
fatalities  occor  among  would-ba 
rescuers. "  The  Alert  recommended  that 
employers  protect  employees  who  enter 
confined  spaces  by  implem«iting 
neaswres  similar  to  those  piosonted  in 
the  1979  Criteria  Document 

fat  July  1987.  NIOSH  publisfaed  "A 
Guida  to  Safety  in  Con&iad  Space"  (Ex. 
14-145).  The  Guida  addressed 
identification  of  confined  qwces, 
measures  to  take  when  a  confined  space 
presents  atmospheric  hazards,  and 


4464 


Federal  Regwter  /  Vol  58.  No.  9  /  Thursday.  January  14.  1993  /  Rules  and  Regulations 


inddenU  where  "[l]ack  of  hazard 
awareness  and  unplanned  rescue 
attempts  led  to  (employee]  deaths." 
NIOSH  also  described  other  potential 
confined  space  hazards  (temperature 
extremes,  engulfinent.  noise,  slick  or 
wet  surfaces,  and  falling  objects)  and 

ftrovided  a  cheddist  for  employers  to 
bllow  in  evaliiating  confined  spaces 
and  in  planning  entry  operations. 

In  addition.  NIOSH's  Fatal  Accident 
Circumstances  and  Epidemiology 
(FACE)  project  focused  much  oFits 
effort  on  confined  space-related 
fatalities  from  1984  to  1988  (Ex.  14- 
145).  Personnel  from  NIOSH's  Division 
of  Safety  Research  evaluated  numerous 
incidents  and  prepared  reports  which 
contained  recommendations  for 
improved  employee  protection.  Those 
reports,  which  constituted  the  primary 
data  base  for  the  1986  "Alert"  and  the 
1987  "Guide",  contributed  significantly 
to  OSHA's  understanding  of  the  broad 
range  of  hazards  posed  by  confined 
spaces. 

In  May  1988.  the  ANSI  Z117.1 
Committee  withdrew  ANSI  Z117.1- 
1977  because  the  committee  had  not 
completed  action  to  renew  or  revise  the 
standard  within  the  5-year  period 
required  by  ANSI  procidures  for  such 
action. 

On  June  5. 1989.  OSHA  issued  a 
notice  of  proj)osed  rulemaking  (NPRM) 
(54  FR  24080)  to  set  requirements  for 
the  protection  of  employees  who  work 
in  or  near  permit-required  confined 
spaces  (permit  spaces).  In  brief,  the 
proposal  required  employers  to  identify 
any  permit  spaces  in  their  workplaces, 
prevent  unauthorized  entry  into  such 
spaces,  and  protect  authorized  entrants 
from  permit  space  hazards  through  a 
permit  space  program.  As  proposed,  the 
permit  space  program,  in  turn,  required 
employers  to  control  hazards:  properly 
inform,  train  and  equip  affected 
employees;  document  compliance  with 
the  program  and  authorize  any  entry 
operations  through  written  permits; 
station  an  attendant  to  monitor  entry 
operations;  take  the  appropriate 
precautions  for  rescuing  entrants  from 
permit  spaces:  and  assist  any 
contractors  hired  for  entry  operations  in 
complying  with  the  program 
requirements  by  informing  them  of  the 
hazards  identified  and  any  procedures 
developed  for  dealing  with  them.  In 
addition,  the  NPRM  presented  18  issues 
regarding  which  OSHA  solicited 
comments  and  information.  Detailed 
disciission  of  the  proposed  rule  and 
issues  raised  during  tne  rulemaking  may 
be  found  in  Section  m.  Summary  and 
Explanation  of  the  Standard,  later  in 
this  preamble. 


The  NPRM  set  a  comment  period 
which  ended  on  August  4. 1989.  On  July 
21. 1989.  in  response  to  several 
requests.  OSHA  pubUshed  a  notice  (54 
FR  30557)  which  extended  the  time  in 
which  written  comments  and  requests 
for  hearing  could  be  submitted  through 

October  4. 1989.  

On  September  1. 1989.  (54  FR  36644) 
the  Agency  promulgated  a  standard  for 
"The  control  of  hazardous  energy 
(lockout/tagout)".  29  CFR  1910.147.  to 
address  "the  unexpected  snergization  or 
start  up  of  machines  or  equipment,  or 
release  of  stored  energy  Itnat]  could 
cause  injury  to  employees."  OSHA 
anticipates  that  compliance  with  the 
lockout/tagout  standard,  in  conjunction 
with  the  permit-space  standard,  will 
effectively  protect  employees  who  work 
in  permit  spaces  from  mechanical  and 
other  energy  hazards.  (See  the 
discussion  of  issue  7  imder  NPRM 
Issues,  later  in  this  preamble,  for  further 
information  on  the  relationship  between 
the  two  standards.) 

On  October  5. 1989.  the  ANSI  Z117 
Committee  approved  ANSI  Z117.1- 
1989,  "Safety  Requirements  for 
Confined  Spaces."  The  1989  edition 
differs  from  the  1977  edition  in  two 
major  respects:  First,  it  distinguishes 
between  confined  spaces  based  on  their 
potential  to  pose  hazards.  Under  ANSI 
Z117. 1-1989.  employere  would  not 
need  written  permits  to  authorize  work 
or  attendants  for  spaces  which  fit  the 
definition  of  permit-required  confined 
space  but  have  low  potential  to  pose 
hazards.  Second,  it  provides  more 
specific  guidance  regarding  the 
identification  and  evaluation  of 
confined  spaces,  the  training  of 
personnel,  and  the  appropriate 
procedures  for  having  contractors  work 
in  confined  spaces  and  for  providing 
rescue  and  emergency  services. 

On  October  10. 1989,  OSHA  issued  a 
notice  of  informal  public  hearing  (54  FR 
41461),  which  announced  that  hearings 
would  be  held  in  Washington,  D.C.  and 
in  Houston.  Texas.  The  notice  set  out  15 
issues  regarding  which  the  Agency 
solicited  testimony,  with  supporting 
information.  The  testimony  and  other 
information  received  regarding  those 
issues  are  discussed  in  Section  HI, 
Summary  and  Explanation  of  the 
Standard,  later  in  this  preamble.  In 
addition,  OSHA  extended  the  written 
comment  period  through  November  1, 

1989. 

On  November  14, 1989,  OSHA  issued 
a  notice  of  additional  hearing  site  (54  FR 
47498),  which  announced  that  the 
Agency  would  hold  a  hearing  in 
Chicago,  Illinois  to  facilitate 
participation  by  interested  parties  in  the 
Chicago  area. 


Oa  November  14-15, 1989,  OSHA 
convened  public  hearings  on  the  NPRM, 
with  Administrative  Law  Judge  Aaron 
Silverman  presiding.  Hearings  were  also 
held  in  Houston.  Texas  (December  5-6. 
1989)  and  in  Chicago.  Illinois  (January 
30-February  2. 1990). 

At  the  conclusion  of  the  hearings. 
Judge  Silverman  set  a  post-  hearing 
period  for  the  submission  of  additional 
data  (ending  on  April  18, 1990)  and  for 
the  submission  of  additional  briefo. 
arguments  and  siunmations  (ending  on 
May  3. 1990).  On  April  11. 1990.  in 
response  to  requests  from  several 
parties.  Judge  Silverman  extended  the 
post-hearing  comment  periods,  so  that 
hearing  participants  had  until  May  18. 
1990  to  submit  additional  data  and  until 
June  4. 1990  to  submit  briefs.  arg\mients 
or  summations.  On  November  9. 1990. 
Judge  Silverman  closed  and  certified  the 
hearing  record  for  the  rulemaking.  The 
rulem^ng  record  contains  137  exhibits 
and  2,279  pages  of  hearing  transcript. 
OSHA  received  227  comments  on  the 
proposal  and  51  post-hearing  comments. 

In  the  course  of  drafting  the  final 
standard,  OSHA  has  carefully  reviewed 
the  record  for  this  rulemaking.  In 
addition  to  comments  and  testimony  at 
the  public  hearings,  the  Agency  has  also 
studied  confined  space  regulations 
generated  by  states  and  other  countries: 
materials  generated  by  NIOSH;  both 
ediUons  of  ANSI  Z117.1;  and  the 
guidelines  develo(>ed  by  other 
organizations  (sudi  as  the  American 
Petroleum  Institute  (Ex.  13-14)  and  the 
UAW-GM  Human  Resource  Center  (Ex. 
64,  65,  66.  67)). 

While  the  Agency  has  gained  many 
valuable  insights  frt)m  the  documents 
reviewed,  OSHA  beUeves  that  some 
standard-setting  groups  have  not 
focused  sufficiently  on  non-atmospheric 
hazards  and  have  concentrated  largely 
on  air  contaminants  and  oxygen- 
deficient  atmospheres.  For  example, 
both  the  1979  NIOSH  Criteria  Document 
and  ANSI  Z117.1-1989  require 
atmospheric  testing  before  entry  into  a 
"confined  space",  even  though  those 
standards  also  recognize  that  some  such 
spaces  will  pose  mechanical  and 
physical  hazards  rather  than 
atmospheric  hazards.  Consequently,  the 
OSHA  permit-required  confined  space 
standanl  diverges  from  the  approaches 
taken  in  the  ANSI  and  NIOSH 
documents  as  necessary  to  indicate 
clearly  that  the  OSHA  standard  is 
intended  to  protect  employees  from 
exposure  to  all  permit  space  hazards. 
Section  6(b)(8)  of  the  Occupational 
Safety  and  Health  Act  of  1970  (the  OSH 
Act)  requires  OSHA  to  explain  "why  a 
rule  promulgated  by  the  Secretary 
differa  substantially  from  an  existing 
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national  conaensus  standant,"  by 
publishing  "  a  statement  of  tiie  reasons 
why  tlie  mle  as  adopted  will  better 
e^ctoate  the  purposes  of  the  Act  than 
die  national  consensus  standard."  In 
compliance  with  that  requirement,  the 
Agency  has  reviewed  the  standards 
proposed  dxrou^  this  ntlemddng  widk 
refBienoeto  the  pertinent  consntsua 
standards.  OSHA  discusses  the 
reladon^ip  between  hidividual 
regulatory  provisions  and  the 
corresponmng  consensus  standards  in 
Section  IB,  Summary  and  ExplaaaUon 
of  the  Standard,  later  in  this  preamble. 
The  materials  upon  which  OSHA  has 
reHed  in  drafting  mis  final  rule  are 
available  for  review  and  copying  in  the 
OSHA  Docket  Office.  Those  materials 
include,  among  others,  transcripts  of  the 
1989  and  1990  informal  public  hearings, 
documents  received  by  C^HA  at  the 
hearings  and  during  the  post-  hearing 
comment  periods,  public  comments  on 
the  M'RM,  accident  reports,  existing 
regulatory  language,  responses  to  the 
1975  and  1979  ANPRs,  trmwcripts  (rfthe 
1960  public  meetings  and  the  sources 
listsd  in  the  "References"  sections  of 
bodi  the  NPRM  and  this  final  rule. 

n.  Hazards 

OSHA  has  determined,  based  up(» 
the  information  presented  in  this 
section  and  upon  the  complete  record 
developed  as  a  result  of  this  rulemalcing, 
that  working  in  permit-required 
confined  spaces  involves  signified 
risks  for  employees  and  that  this 
standard  is  necessary  to  alleviate  or 
control  such  risks. 

lacident  Data  and  Confiaed  Space 
tkaards  Analysis. 

The  1979  NIOSH  Criteria  documeot. 
"Working  in  Coofined  places",  cites  a 
study  by  the  Safety  Sciences  Division  of 
WSA,  Inc.,  San  Diego,  California,  which 
was  titled  "Search  of  Fatality  and  Injury 
Records  for  Cases  Related  to  Confined 
Spaces".  The  Safety  Sciences  study 
reviewed  approximately  20.CNX>  reports 
covering  industrial  accidents  n%tionally 
for  the  period  1974- 1977.  Even  with 
this  limited  sample,  276  confined  space 
accidents  which  resulted  in  234  deaths 
and  193  injuries  were  identified.  Safety 
Sciences  conducted  its  study  to 
determine  if  regulatory  action  was 
needed  to  control  confined  space 
hazards,  not  to  identify  the  exact  causes 
of  death  and  injury.  OSHA,  in  turn,  has 
been  unaMe  to  connect  the  234  fitalities 
and  193  iiqnries  to  specific  industry 
segments  or' work  activities. 

More  recently,  OSHA  escamined  its 
records  of  accident  investig^oos  for 
fetal  confined  space  iaddents.  In 
particular,  OSHA  sought  to  identify  the 


specific  hazards  and  work  activities 
involved.  OSHA  concluded  during  ttls 
review  that,  vrhere  multiple  deeths 
occairred,  the  majority  of  the  victims  in 
each  erent  died  trying  to  rescue  die 
original  entrant  from  a  ctmfined  space. 
This  determination  is  consistent  widi 
the  finding  by  NIOSH  m  its  19S6 
"Akrt"  tibat  "rescuers"  accounted  far 
moie  dian  60  percent  (tf  confined  nece 
fataKties.  Tins  evidence  indicates  that 
\mtrained  or  poorly  trained  rescuers 
constitute  an  especially  important 
"group  at  risk."  This  group  is  protected 
from  permit  space  hazards  tmoOT  the 
terms  of  this  final  rule. 

OSHA  has  also  gathered  incident  data 
from  a  number  of  other  sources,  such  as 
the  Fatal  Accidents  Circiunstances  aad 
Epidemiol-  ogy  (FACEJ  reports 
produced  by  NIOSH  and  reports 
produced  l^  the  states.  That 
information  has  been  very  useful  to 
OSHA,  even  though  in  some  cases  there 
was  not  enou^  c^ail  for  OSHA  to 
evaluate  the  circumstutces  of  the 
incidents. 

The  OSHA-lnvestigated  cases  wdridi 
OSHA  analyzed  to  determine  the  cause 
of  deirth  in  confined  spaces  have  been 
compiled  in  four  reports  prepared  by 
OSHA's  Office  of  Statistical  Studies  and 
Anel^es.  These  are:  "Selected 
OGCupeticmal  Fatalities  Related  to  Fire 
and/cv  Explosion  in  Confined  Work 
Spaces  as  Found  in  Reports  of  OSHA 
FataHty/Catastrop^e  Investigations"  ffSt 
13-10).  "Selected  Occupatioikal 
Fatalities  Related  to  Lockout/Tagovt 
Problems  as  Found  in  Reports  of  OSHA 
FatabtyA^atastrophe  Investig^aas"  (Ex. 
13-11),  "Selected  Occupational 
Fatalities  Related  to  Grain  Handling  as 
Found  m  Reports  of  OSHA  Fatality/ 
Catastrophe  Investigations"  (Ex.  13-1^. 
and  '*Sekcted  Occupational  Fatatities 
Related  to  Toxic  uid  Asphyxiating 
Atmospheres  in  ConfincMd  Work  Spaces 
As  Found  in  Reports  of  OSHA  Fatality/ 
Catastrophe  Investigations"  (Ex  13-15). 

These  four  reports  focused  on 
fetalities  because  OSHA  found  that  the 
reporting  of  injuries  from  permit  space 
incidents  wras  freqtiently  incomplete. 
OSHA  observes  that  injuries  ere  most 
hkefy  to  be  reported  when  they  occur  as 
part  of  an  incidoit  where  fatalities  do 
occur.  The  Agency  anticipates  that  this 
rulemaking  will  lead  to  improved  data 
collection  regarding  injuries  because 
employers  and  employees  are  b«ng 
clearly  alerted  to  OSHA's  concern  sbost 
permit  space  hazards. 
'  OSHA  anafyzsd  the  studies  to 
determine  die  underlying  causes  of  the 
conditions  which  existed  when 
confined  space  related  accidents 
occurred.  Fkom  this  information,  OSHA 
has  derekqted  measoies  that  would 


have  prevented  virtaaBy  dl  of  die 
acddaots  in  die  studies  and  has  oead 
thoee  meesves  as  die  bests  for  botk  the 
proposed  standwd  and  te  fieal  rale. 
OSHA  Botes  tbat  mooy  of  die  repocta 
did  not  fatty  documsptd» 
drcuiMtBioBS  of  the  aocidBnts  cowed. 
The  Agency  kae  determined,  howavsr, 
that  the  avaikhle  accident  data,  desfrili 
its  limitadons,  provides  the  neoaasary 
basis  far  cheietieiiiing  permit  ^>ece 
haiBwis  and  far  regoiring  protective 
meesniss.  OSHA  las  cootinuBd  to 
collect  accident  data  during  the  course 
of  this  rulemaking. 

OSHA  has  detamrined  tbat  a  veriety 
of  confined  spece  hazards  have  caused 
deeths  and  injuries.  Tte  fallowing 
discussion  desoribee  die  hazards 
identified  fay  OSHA.  Where  die  Agency 
has  obtained  incident  data  subsaauent 
to  die  publication  of  the  NPRM.  tho 
circumstances  of  some  td  those 
incidents  ese  summarized  as 
"examples".  The  dtscussinn  also 
references  the  portions  ol  the  NPRM 
where  pertinent  inddents  were 
described. 
1.  Atmospheric  Hazards. 

OSHA's  review  of  accident  data 
indicates  that  most  confined  space 
deaths  and  injuries  are  caused  by 
atmospheric  hazards.  OSHA  has 
classified  those  hazards  into  three 
categories:  toxic:  asphyxiating:  and 
flammable  or  explosive  atmospheres,  in 
order  to  account  for  their  differing 
effects. 

Some  chemical  substances  present 
multiple  atmospheric  hazards, 
depending  on  their  concentration. 
Methane,  for  example,  is  an  odorless 
substance  that  is  nontoxic  and  is 
harmless  at  some  concentrations. 
Methane,  however,  can  displace  all  or 
part  of  the  atmosphere  in  a  confined 
space: '  and  the  hazards  presented  by 
such  displacement  can  vary  greatly, 
depending  on  the  degree  of 
dispIacemenL  With  only  10  percent 
displacement,  methane  produces  an 
atmosphere  which,  while  adequate  fat 
respiration,  can  explode  violenUy.  By 
contrast,  with  90  percent  displanflment. 
methane  will  not  bum  or  explode,  but 
it  will  asphyxiate  an  unprotected 
worker  within  about  5  minutes. 

OSHA  is  concerned  that  employees 
may  be  exposed  to  atmospheric  hazards 
because  the  employer  has  not  properfy 
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evaluated  the  work  operations  or  the 
conditions  within  the  permit  space. 
Problems  can  arise,  for  example,  where 
an  employer  has  not  selected  the 
necessary  atmospheric  test  instruments 
or  has  not  ensured  their  proper  use. 
Problems  have  arisen  because  most  of 
the  instruments  used  to  test  the 
flammability  of  a  permit  space 
atmosphere  do  not  identi^  oxygen 
deficient  atmospheres.  In  ract.  because 
some  of  these  instruments  rely  on  the 
presence  of  oxygen,  their  readings  can 
be  inaccurate  in  oxygen-depleted 
atmospheres. 

For  example,  instnmients  of  the  hot- 
platinum-filament  type  are  designed  to 
measure  flammable  ^ases  and  vapors  in 
air.  The  depend  on  oxidation  for  their 
operation,  and  normal  quantities  of 
oxygen  in  the  air  are  necessary  for  their 
correct  operation.  Any  reduction  in 
oxidation  caused  by  lack  of  oxygen  will 
resuh  in  a  lower  flammability  reading. 
Such  test  instruments  would  indicate 
the  absence  of  an  explosion  hazard 
simply  because  the  atmosphere  did  not 
contain  sufficient  oxygen  for 
combustion  but  would  not  indicate  the 
oxygen  deficiency  that  posed  an 
asphyxiation  risk. 

On  the  other  hand,  a  test  performed 
only  to  determine  the  oxygen  level 
might  indicate  that  conditions  are 
acceptable  for  entry  without  respiratory 
protection,  despite  the  presence  of  10 
percent  methane,  an  explosive  level,  in 
the  atmosphere.  Therefore,  in  the  final 
rule,  OSHA  is  requiring  that  employers 
test  and  monitor  their  entry  spaces  with 
instruments  which  will  detect  all 
aspects  of  hazardous  atmospheres  that 
may  be  encountered  in  the  spaces. 

OSHA  presents  the  followmg 
examples  regarding  atmospheric 
hazards  to  illustrate  how  a  relatively 
uncomplicated  series  of  events  can  lead 
to  workplace  deaths  and  injuries,  hi 
each  case.  OSHA  beheves  that  death 
and  injury  would  have  been  prevented 
if  the  procedures  and  safeguards 
required  in  this  rule  had  been  used. 
OSHA  notes  that  the  hazards  confit>nted 
could  only  have  been  controlled 
effectively  through  the  use  of 
mechanical  veQtilation.  OSHA 
recognizes  that  many  confined  space 
workplaces  present  situations  which  are 
more  complex  than  those  described  in 
the  following  discussion. 

a.  Fatalities  in  asphyxiating 
atmospheres.  In  its  analysis  of  these 
confined  space  incidents.  OSHA  uses 
the  term  "asphyxiating  atmosphere" 
when  referring  to  an  atmosphere  which 
contains  less  than  19.5  percent  oxygen. 
Oxygen  levels  under  19.5  percent  are 
inadequate  for  an  entrant's  respiratory 
needs  when  performing  physical  woik. 


even  if  the  space  contains  no  toxic 
materials. 

There  are  many  potential  causes  of 
asphyxiating  atmospheres.  For  example, 
the  oxygen  in  a  space  may  have  been 
absorhed  by  materials,  such  as  activated 
charcoal,  or  consumed  by  diemical 
reaction,  such  as  the  rusting  of  a  vessel 
or  container.  In  another  situation,  the 
original  atmosphere  in  the  space  may 
intentionally  have  been  wholly  or  partly 
inerted  using  such  gases  as  helium, 
nitrogen,  argon,  or  carbon  dioxide. 
Victims  of  asphyxiation  often  are 
imaware  of  their  predicament  until  they 
are  incapable  of  saving  themselves  or 
even  calling  for  help. 

Three  incidents  involving  fatahties  in 
asphyxiating  atmospheres  were 
discussed  in  the  preamble  of  the  NPRM 
•  (54  FR  24083).  hi  addition.  OSHA  has 
received  information  during  the 
rulemaking  (Ex.  14-159)  that  further 
documents  the  hazards  of  exposure  to 
asphyxiating  atmospheres  In  permit- 
required  confined  spaces. 

Example  #1.  A  worker  at  a  Texas  steel 
mill  was  assigned  the  task  of  clearing  a 
blockage  at  Ine  No.  2  degasser  vessel 
dust  collector.  He  entered  the  vessel 
through  an  access  manhole  and 
proceeded  to  clear  the  obstruction.  A 
coworker,  assigned  to  assist,  left  the  area 
to  locate  an  electrical  receptacle.  About 
10  or  15  minutes  later,  the  coworker 
returned  and  found  the  worker  who  had 
entered  the  vessel  imconsdous.  The 
coworker  was  able  to  remove  the 
unconscious  man  and  called  for 
assistance.  Unfortimately,  the  worker 
died.  An  oxygen  test  showed  a  level  of 
10%  oxygen  in  the  vessel.  (The 
coworker  was  not  injured.) 

Example  92.  A  steel  worker  was 
asphyxiated  when  he  entered  a  tank  in 
the  reagent  storage  building.  There  were 
no  witnesses  to  the  incident,  but,  since 
the  tank  had  been  used  for  the  transport 
of  nitrogen,  it  was  assumed  that  the 
atmosphere  within  the  tank  was  oxygen 
deficient. 

b.  Fatalities  in  toxic  atmospheres.  The 
term  "toxic  atmospheres"  refers  to 
atmospheres  containing  gases,  vapors  or 
fumes  known  to  have  poisonous 
physiological  effects.  The  toxic  effiact  is 
independent  of  the  oxygen 
concentration.  The  most  commonly 
encoimtered  toxic  gases  are  carbon 
monoxide  and  hydrogen  sulfide. 

Some  toxic  atmospheres  may  have 
severe  harmful  effects  which  may  not 
manifest  tmtil  years  after  exposure, 
while  others  may  kill  quickly.  Some  can 
produce  both  immediate  and  delayed 
effects.  For  example,  while  cartxm 
disulfide  at  low  concentrations  may 
exhibit  no  immediate  sign  of  exposure, 
it  can  cause  permanent  and  cumulative 


brain  damage  as  a  restilt  of  repeated 
"harmless"  exposures.  At  higher 
concentrations,  it  can  kill  qtiickly. 

Two  incidents  involving  fatahties  in 
toxic  atmospheres  were  discussed  in  the 
preamble  of  the  NPRM  (54  FR  24083. 
24084).  hi  addition.  OSHA  has  received 
information  during  the  rulemaking  (Ex. 
14-63. 14-159)  that  further  documents 
the  hazards  of  exposure  to  toxic 
atmospheres  in  permit-required 
confined  spaces. 

Example  #1.  A  worker  hi  Maryland 
entered  a  6500  gallon  tank  trailer  to 
finish  cleaning  the  inside.  He  had  with 
him  a  bucket  containing  about  a  gallon 
of  a  cleaning  solvent  (identified  in  the 
accident  abstract  only  as  "Niagara  Trex 
1900  Presol'O.  In  only  five  to  seven 
minutes  the  employee  passed  out  and 
fell  to  the  tank  bottom.  There  was  no 
ventilation,  respirator  or  safety  harness 
with  Ufeline  provided.  The  outside 
"standby  man"  only  checked  the 
employee  periodically  (every  three  to 
five  minutes).  When  the  outside  man 
discovered  the  imconscious  employee, 
he  attempted  a  rescue  (without  benefit 
of  any  protective  equipment  for  himself) 
but  was  unsuccessful.  He  left  the  tank 
and  called  emergency  personnel.  The 
unconscious  employee  was  rescued  by 
emergency  personnel  and  immediately 
transported  to  a  hospital,  where  he  was 
declared  dead. 

Example  #2.  An  employee  of  a  zinc 
refinery  was  working  in  a  zinc  dust 
condenser  when  he  collapsed.  Another 
employee  donned  a  self-contained 
breathing  apparatus  (SCBA)  and 
attempt^  to  enter  the  condenser  to 
rescue  the  downed  employee.  He  was 
not  able  to  fit  through  the  portal  wearing 
the  SCBA,  so  he  removed  it,  handed  it 
to  another  employee  and  then  entered 
the  condenser.  He  planned  to  have  the 
other  employee  hand  the  SCBA  to  him 
through  tne  portal,  re-don  it  and  then 
continue  wiu  the  rescue.  He  collapsed 
and  fell  into  the  condenser  before  he 
could  re-don  the  SCBA.  The  first 
employee  was  declared  dead  at  the 
scene:  the  would-be  rescuer  died  two 
days  later.  The  toxic  air  contaminant 
was  later  determined  to  be  carbon 
monoxide. 

c  Fatalities  due  to  flammable  or 
explosive  atmospheres.  OSHA  considers 
an  atmosphere  to  pose  a  serious  fire  or 
explosion  hazard  if  a  flammable  gas  or 
vapor  is  present  at  a  concentration 

Cter  than  10  percent  of  its  lower 
imable  Umit  or  if  a  combustible  dust 
is  present  at  a  concentration  greater  than 
or  eqtial  to  its  lower  flammable  limit. 
(See  the  definition  of  "hazardous 
atmosphere"  in  §1910.146(b)  and  the 
discussion  of  the  definition  of 
"hazardous  atmosphere",  which 
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appears  in  Section  m.  Summary  and 
Explanation  of  the  Standard,  later  in 
this  preamble.)  This  category  of 
hazardous  atmospheres  includes 
atmospheres  containing  gases  such  as 
methane  or  acetylene;  vapors  of  solvents 
or  fiiel  such  as  carbon  disulfide, 
gasoline,  kerosene,  or  toluene:  or 
combustible  dusts,  such  as  coal  or  grain 
dusts. 

An  incident  involving  Rve  fatalities  in 
flammable  or  explosive  atmospheres 
was  discussed  in  the  preamble  of  the 
NPRM  (54  FR  24084).  In  addition, 
OSHA  has  received  information  during 
the  rulemaking  (Ex.  14-145)  that  further 
docimients  the  hazards  of  exposures  to 
flammable  or  explosive  atmospheres  in 
permit-required  confined  spaces. 

Example.  An  employee  of  a  trailer 
service  company  entered  a  8500  gallon 
cargo  tank  to  weld  a  leak  on  the  interior 
wall  of  the  tanker.  Despite  the  presence 
of  strong  fumes  of  lacquer-  thiimer  (the 
material  previously  carried  in  the 
tanker)  the  welder  decided  to  proceed 
with  the  repairs  even  though  the  written 
company  safety  policy  required  the  use 
uf  an  explosion  meter  at  that  point. 
When  he  began  welding,  an  eiqplosion 
occiirred.  The  employee  was  removed 
from  the  tank  and  taken  to  a  neaihy 
hospital,  where  he  was  declared  dead  by 
the  attending  physician. 
2.  Other  Hazards. 

FataUties  from  engulfment 
"Engulfment"  refers  to  situations  where 
a  confined  space  entrant  is  trapped  or 
enveloped,  usually  by  dry  bulk 
materials.  The  engulfed  entrant  is  in 
danger  of  asphyxiation,  either  through 
filling  of  the  victim's  respiratory  system 
as  the  engulfing  material  is  inhaled,  or 
through  compression  of  the  torso  by  the 
engulfing  material.  In  some  cases,  the 
engulfing  materials  may  be  so  hot  or 
corrosive  that  the  victims  sustain  fatal 
chemical  or  thermal  biums,  but  are  never 
buried  to  the  extent  that  they  caimot 
breathe. 

Two  incidents  involving  fetahties 
from  engulfment  were  discussed  in  the 
preamble  of  the  NPRM  (54  FR  24084). 
In  addition,  OSHA  has  received 
information  diuing  the  rulemaking  (Ex. 
14-159)  that  further  documents  the 
hazards  of  engulfinent  in  permit- 
required  confined  spaces. 

Example.  Two  Ohio  foundry 
employees  entered  a  sand  bin  to  clear  a 
jam.  While  they  were  working,  sand 
which  had  adhered  to  the  sides  of  the 
bin  began  to  break  loose  and  fall  on 
them.  One  employee  quickly  became 
buried  up  to  his  chest,  )u8t  below  his 
armpits.  The  other  employee  left  the  bin 
to  obtain  a  rope,  intending  to  use  it  to 
pull  his  coworker  out  of  the  sand.  He 


returned  to  the  bin,  tied  the  rope  aroimd 
the  partially  buried  employee  and  tried 
to  pull  him  free.  He  was  unsuccessful. 
During  his  attempted  rescue,  additional 
sand  fell,  completely  covering  and 
suffocating  the  employee  who  had  been 
only  partially  buried. 

Fatalities  due  to  mechanical  hazards. 
OSHA  has  determined  that  accidents 
have  resulted  in  confined  spaces  when 
employers  felled  to  isolate  equipment 
within  the  space  from  sources  of 
mechanical  or  electric  energy  or  whan 
the  equipment  was  improperly  guarded. 
In  each  case  reviewed,  death  resulted 
from  mechanical  force  injury,  such  as 
the  crushing  of  the  victim.  OSHA  has 
determined  from  its  review  of  accidents 
involving  mechanical  hazards  that  the 
correct  preventive  action  would  have 
been  to  seciire  the  machinery  at 
equipment  so  that  it  would  not  have 
been  inadvertently  activated  while 
employees  were  exposed  to  it.  This 
procediue  is  commonly  called 
"lockout". 

When  servicing  or  maintenance  woilc 
is  being  performed  on  machinery  or 
equipment  located  in  a  confined  space, 
OSHA's  standard  on  the  control  of 
hazardous  energy  sources  (lockout/ 
tagout),  §1910.147,  also  appUes.  When 
work  inside  a  permit  space  does  not 
involve  servicing  or  maintenance  of 
machinery  or  equipment  in  the  permit 
space,  OSHA's  standards  on  machine 
guarding,  in  Subpart  O  of  Part  1910, 
require  the  equipment  to  be  guarded  to 

grotect  employees  from  any  mechanical 
azards  posed  by  the  machine.  In  any 
event,  this  final  rule  on  permit-required 
confined  spaces,  §1910.146,  requires 
employers  to  evaluate  any  mechanical 
ha^uds  foimd  in  permit  spaces  and  to 
take  all  steps  necessary  to  protect 
entrants. 

An  incident  involving  a  fatality  due  to 
a  mechanical  hazard  is  discussed  in  the 
preamble  of  the  NPRM  (54  FR  24085). 

Fatalities  due  to  untrained  rescuers. 
As  noted  previously,  OSHA  has 
determined  that  a  high  percentage  of 
confined  space  accident  victims  have 
been  untrained  rescuers.  Indeed,  in 
some  cases,  the  unsuccessful  rescuers 
have  died  while  the  initial  entrants  have 
recovered.  "Hie  likelihood  that  good 
intentions  and  poor  preparation  will 
lead  to  tragedy  has  led  the  Agency  to 
estabhsh  criteria  for  rescue  which  will 
protect  co-workers  or  volimteers  from 
accidental  injury  or  death. 

Two  incidents  involving  untrained 
rescuers  were  disciissed  in  the  preamble 
to  the  NPRM  (54  FR  24085).  In  addition, 
OSHA  has  obtained  information  (Ex 
14-145)  during  the  rulemaking  that 
further  documents  the  hazards  of 


allowing  untrained  rescuers  to  enter 
permit  spaces. 

Example.  A  maintenance  worker 
entered  a  sewer  manhole  to  repair  a 
pipe  and  collapsed  at  the  bottom.  A 
coworker,  who  had  been  observing  the 
initial  entrant,  entered  the  manhole,  lost 
consciousness,  and  fall  to  the  bottom.  A 
supervisor  looked  in  the  manhole,  saw 
the  would-be  rescuer,  and  entered  to 
attempt  rescue.  The  supervisor  became 
dhoy,  cUmbed  &Y}m  the  manhole,  and 
passed  out.  When  he  regained 
consciousness,  the  supervisor 
summoned  rescue  and  emergency 
services.  Both  the  initial  entrant  and  the 
first  would-be  rescuer  died  of  hydrogen 
sulfide  poiscHiing.  ■ 

Conclusion.  OSHA  has  determined, 
based  upon  the  information  presented 
in  this  section  of  the  preamble  and  upon 
the  complete  record  developed  as  a 
result  of  this  rulemaking,  that  working 
in  permit-reqiiired  confined  spaces 
involves  significant  risks  for  employees 
and  that  this  standard  is  necessary  to 
alleviate  or  control  such  risks.  This 
conclusion  is  further  supported  in  the 
next  section  of  this  preamble.  Summary 
and  Explanation  of  the  Standard. 

m.  Summary  and  Explanation  of  the 
Standard 

The  following  discussion,  which 
tracks  the  final  rule  paragraph  by 
paragraph,  summarizes  me  significant 
substantive  diffsrenoes  between  this 
final  rule  and  the  proposed  rule  and 
explains  how  OSHA  determined  what 
the  final  rule  would  require.  This 
section  covers  the  comments,  testimony, 
and  information  received  regarding  the 
proposed  standard,  the  18  issues  raised 
in  the  NPRM,  and  the  15  issues  raised 
in  the  hearing  notice.  Each  issue  is 
addressed  imder  the  appropriate 
provision  of  the  final  nue  or,  if  the  issao 
does  not  relate  to  a  particular  provision 
of  the  standard,  in  a  separate  discussion 
at  the  end  of  this  section  of  the 
preamble.  References  in  parentheses  are 
to  exhibits  and  transcript  pages  ^  in  the 
rulemaking  record.  These  references  are 
not  meant  to  be  exhaustive  but  are 
examples  of  sources  that  support 
statements  made  in  the  preamble 
disciission. 

As  noted  in  Section  I.  Background, 
earlier  in  this  preamble,  section  6(b)(8) 
of  the  OSH  Act  requires  OSHA  to 
explain  why  a  rtile  which  deviates 


*  Oiici^  Tr.— Tmnacript  pagM  froin  tb*  hoaring 
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Hoiuton  Tr.— Tranaalpt  pagM  from  th«  hatrlng 
bald  in  Hoiuton,  TX  on  DKMnte  S-e,  1989. 

WMhlngton  Tr.— Tranacrtpt  pagaa  from  tfaa 
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substantially  from  a  pertiiient  consensus 
standard  better  eflectuates  the  purposes 
of  the  Act.  In  a  case  where  the  A^nocy 
has  determined  that  ANSI  language 
should  be  adopted,  the  Summary  and 
Explanation  so  indicates.  In  addition, 
this  section  of  the  preamble  addresses 
any  case  where  the  Agency  has 
determined  that  adoption  of  the 
pertinent  ANSI  language  would  not 
provide  appropriate  requirements  for 
employee  safisty. 

Paioffraph  (a).  Scope  and  Application. 

Paragraph  (a)  states  that  §1910.146 
contains  requirements  for  practices  and 
procedures  to  protect  employees  from 
the  hazards  of  entry  into  permit- 
required  confined  spaces.  This 
paragraph  explicitly  excludes 
agriculture,  construction,  and  shipyard 
employment  6x>m  the  scope  of  the 
standard.  This  language  simplifies  and 
clarifies  the  prop<Med  provision.  The 
proposed  rule  stated  that  the  section  set 
requirements  for  permit-required 
confined  spaces  (PRCSs)  in  General 
Industry  that  could  "be  identified  by  an 
employer  exercising  reasonable  care." 
Proposed  paragraph  (a)  also  would  have 
excluded  electa  power  generation  and 
transmission,  grain  handling  facilities, 
and  onshore  operations  of  the  maritime 
industry  from  the  scope  of  proposed 
§1910.146.  to  the  extent  that  PRCSs  in 
those  industries  were  "regulated  by  a 
more  specific  confined  space  entry 
standard." 

As  discussed  in  the  preamble  of  the 
NPRM  (54  FR  24089).  OSHA  considered 
prop<»ed  §1910.146  to  be  a  generic 
standard.  Therefore,  the  proposed  rule 
was  intended  to  apply  except  where 
superseded,  in  whole  or  in  part,  by 
industry-specific  regulations.  The  text  of 
proposed  paragraph  (a)  reflected  the 
Agency's  understanding  of  the 
relationship  between  proposed 
§1910.146  and  the  other  OSHA 
standards.  OSHA  soUdted  comments  on 
the  scope  of  the  standard  in  Issue  8  of 
the  NPRM  and  in  Issues  1  and  2  of  the 
hearing  notice. 

Some  rulemaking  participants  (Ex. 
14-38.  14-41, 14-44,  14-54, 14-57, 14- 
61. 14-63. 14-94. 14-127. 14-148. 14- 
151. 14-163, 14-173, 14-208, 14-213, 
14-216;  Chicago  Tr.  220-222)  stated 
that  OSHA  should  expand  the  proposed 
scope.  These  commenters  asserted  that 
all  employees  who  work  in  "permit 
spaces"  should  be  afforded  the 
protection  provided  by  compUance  with 
proposed  §1910.146.  regardless  of  the 
classification  of  the  industry  in  which 
they  work.  One  commenter  (Ex.  14-61) 
stated: 

OSHA't  contentiaB  thai  the  excluded 
industries  are  adequately  covered  by  misting 


(tudards  is  wishful  thinking  at  best.  Tbe 
very  seme  hazards  that  are  faced  by  general 
industry  are  found  in  the  agrlcultura, 
conctructioD  and  maritime  •aclofi..-  Thaie 
are  (lepeatadl  refnencaa  in  the  news  madia 
about  confined  space  accidents  in  all  three 
axampted  industries. 

Agreeing  with  this  point  of  view, 
another  commenter  (Ex.  14-54)  said: 

With  the  aumerous  confined  spaces  In 
agriculture,  construction,  maritime,  electric 
generation  and  transmission  Industries,  and 
grain  handling  {Kilities  and  the  number  of 
btaUtiee  that  occur  in  these  areas,  tliey 
should  not  be  exempt! 

Still  another  commenter  (Ex.  14-163), 
bolstering  his  arguments  with  OSHA 
Statistics,  stated: 

I  find  it  a  grave  error  not  to  include 
construction  in  the  proposed  rulemaking.  As 
your  statistics  succinctly  point  out,  between 
1974  and  1977,  276  confined  space  accidents 
claimed  234  lives  and  injured  an  additional 
193  individuals.  Electrical.  Gas  and  Sanitary 
Services  recorded  the  highest  average  annual 
fatalities  of  all  industries  listed  in  the 
Average  Annual  Fatality  Table  in  this 
proposed  rule  making.  The  majority  of  the 
tasks  that  this  industry  performs  falls  into  the 
construction  field.  Based  upon  these  figures, 
why  would  you  want  to  exclude 
construction? 

Other  rulemaking  participants  (Ex. 
14-35, 14-43,  14-53, 14-101, 14-110, 
14-153.  14-165. 14-180, 14-226; 
Washington  Tr.  173. 176. 178-180. 182. 
199.  209-210)  stated  that  the  proposed 
scope  should  be  narrowed.  These 
commenters  believed  that  proposed 
paragraph  (a)  did  not  sufficiently  take 
into  account  other  OSHA  standards  that 
already  adequately  protected  employees 
in  certain  industries  from  confined 
space  hazards.  For  example,  some 
suggested  that  OSHA  exempt  all 
maritime  operations  because  there  was 
already  adequate  regulation  for  that 
industry  (Ex.  14-42, 14-58. 14-62, 14- 
198. 14-212,  14-220).  Supporting  this 
view,  the  National  Fire  Protection 
Association  (NFPA,  Ex.  14-212)  stated: 

The  NFPA  feels  that  the  present  maritime 
industry  standard  addressing  entry  and  work 
in  confined  and  enclosed  spaces  exceeds  the 
provisions  of  the  generic  standard  and  has 
years  of  practical  application  evidence  to 
support  this  claim. 

Representatives  of  the 
telecommunications  industry  (Ex.  14- 
39, 14-53, 14-104, 14-106, 14-110; 
Washington  Tr.  146-148. 174-183. 196- 
199)  formed  a  large  portion  of  the  group 
of  commenters  supporting  a  narrowing 
of  the  scope  of  §1910.146.  This  group 
insisted  that  confined  space  hazards 
found  in  telecommunications  work  are 
already  adequately  and  properly 
addrMsed  in  §1910.268(o).  covering 
work  in  manholes  and  unvented 


underground  vaults.  For  example,  Mr 
Donald  Espach,  testifying  on  behalf  of 
GTE  Service  Corporation  (Washington 
Tr.  175-182),  made  the  case  for  this 
industry's  view.  He  noted  that  GTE  is  a 
multi-national  corporation  that  is  made 
up  of  three  core  businesses: 
telecommunications,  lighting  products, 
and  precision  materials.  He  maintained 
that  this  diversity  provided  a  unique 
perspective  on  OSHA's  proposed 
permit-required  confined  space 
standard.  With  respect  to  the  proposal's 
application  to  general  industry,  he 
stated: 

Based  on  our  experience  in  Towanda  and 
other  manufacturing  sites  in  GTE,  GTE 
believes  that  procedures  similar  to  the  OSHA 
proposals  are  appropriate  to  the  general 
industry.  The  OSHA  proposal  will  ensure 
that  {acilities  without  comprehensive 
confined  space  entry  program  will  develop  It. 
Compliance  with  such  programs  will  saw 
lives. 

He  argued  that  applying  the  proposed 
rule  to  telecommimications  manhole 
entry  operations  was  not  appropriate,  as 
follows; 

But  there  are  huge  differences  in  confined 
spaces  in  chemical  and  manufacturing  plants 
in  telecommunication  manholes.  First  and 
foremost,  the  inherent  hazard  of 
telecommunications  manholes  is 
significantly  less.  Telecommunication 
manholes  are  not  designed  to  contain  any 
kind  of  chemical  or  hazardous  substance. 
They  do  not  contain  a  residual  hazardous 
atmosphere.  Teleconunimication  manholes 
exist  to  provide  access  to  underground 
telephone  cables  and  conduits  during 
s{flicing,  testing,  maintenance  and  air 
pressurization  operations.  In  most  cases,  the 
atmosphere  in  telecommunication  manholes 
is  the  same  as  that  outside  the  manhole. 

Secondly,  telecommunications  manholes 
are  located  in  and  around  public  roads  and 
rights-of-way  all  over  the  United  States.  GTE 
alone  has  over  70,000  telecommunications 
manholes  and  the  entire  industry  protMbly 
has  about  1,000,000.  GTE  has  about  8.700 
employees  who  will  enter 
telecommunications  manholes  approximately 
320,000  times  a  year. 

While  there  is  no  question  as  to  the  need 
for  sptecial  procedures  to  protect  employees 
who  enter  telecommunications  manholes,  to 
be  effective  in  saving  lives,  these  procedures 
must  reflect  the  difficulties  inherent  in 
having  such  a  large,  widely-scattered 
workforce.  Telecommunications  manhole 
entries  are  routine,  performed  on  a  daily 
basis  and,  based  on  data  in  OSHA's  current 
record,  done  safely. 

The  third  major  difference  is  that  entry  into 
teleconununications  manholes  is  already 
regulated  by  OSHA.  Entry  hito 
telecommunications  mai^Ies  and  unvented 
cable  vaults  is  currently  regulated  by  Section 
1910.268(o)(2).  This  regulation  requires  that 
telecommunications  manholes  and  unvented 
cable  vaults  be  tasted  for  combustible  gas  and 
provided  with  continuous  forced  ventilation 
to  assure  an  adequate  oxygen  supply  and 
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remove  any  contaminants  which  may  be 
present.  It  is  an  industry-specific  relation, 
which  assures  the  safisty  of  the  employees  of 
this  industry. 

Mr.  Espach  further  stated  that,  based 
on  GTE's  experience  with  manhole 
operations,  which  included  4.5  million 
entries  with  no  deaths  or  serious 
injuries,  §1910.268(o)(2)  provided 
adequate  protection  to 
telecommunications  employees.  He 
contended  that  applying  §1910.146  to 
telecommunications  muihole  work 
would  be  unnecessary. 

A  third  group  of  commenters  {Ex.  14- 
42, 14-55, 14-58, 14-62, 14-198, 14- 
212. 14-220),  mainly  from  the 
construction  and  maritime  industries, 
stated  that  OSHA  should  promulgate  the 
scope  of  §1910.146  as  proposed, 
asserting  that  the  proposed  exclusions 
were  justiRed  by  differences  between 
the  included  and  excluded  industries. 
One  commenter  (Ex.  14-206)  from  the 
grain  handling  industry  explained: 

We  concur  with  the  scope  and  application 
in  the  proposal  which  exempts  con6ned 
spaces  in  grain  handling  facilities.  OSHA  has 
already  addressed  the  significant  confined 
space  entry  hazards  in  grain  handling 
facilities  through  29  CFR  1910.272(g)  which 
has  been  in  effect  since  March  30, 1988. 
Since  employers  in  the  grain  industry  are 
already  subject  to  an  industry-sp>ecific 
standard,  they  should  not  be  required  to 
implement  the  permit  system  set  out  in  the 
proposed  generic  standard. 

As  noted  earlier,  proposed  paragraph 
(a)  stated  "...this  section  (does  not] 
apply  to  confined  spaces  in  electric 
generation  and  transmission  industries, 
grain  handling  facilities,  or  onshore 
operations  of  the  maritime  industries 
wherever  these  confined  spaces  are 
regulated  by  a  more  specific  confined 
space  entry  standard."  Some  of  those 
commenting  on  the  scope  of  the 
proposal  mistakenly  assumed  that  the 
proposed  language  would  exempt  all 
confined  spaces  within  the  listed 
industries  and  no  others.  For  example, 
the  Tennessee  Valley  Authority  (Ex.  14- 
36)  indicated  that  it  understood  the 
language  of  proposed  paragraph  (a)  to  be 
an  unquahfied  exclusion  of  electric 
generation  and  transmission  from  the 
scope  of  proposed  §1910.146.  On  the 
other  hand,  the  comments  from  the 
telecommunications  industry  clearly 
indicate  that  they  believe  their  manhole 
and  underground  vault  work  would 
have  been  covered  under  proposed 
§1910.146,  since  a  specific  exclusion 
was  not  given. 

The  language  proposed  in  paragraph 
(a)  clearly  indicated  that  the  exclusion 
of  the  pertinent  industries  is 
conditioned  upon  the  promulgation  of 
standards  which  specifically  address 


any  permit  spaces  foxmd  in  those 
industries.  In  particular,  OSHA  notes 
that  the  Notice  of  Proposed  Rulemaking 
for  Electric  Power  Generation, 
Transmission,  and  Distribution  (54  FR 
5023)  sUted  that  proposed  §1910.269 
addressed  "enclosed  spaces",  which  are 
defined  to  be  spaces  that  contain  no 
atmospheric  hazards  under  normal 
conditions,  rather  than  "permit 
spaces". '  In  addition,  the  preamble  to 
proposed  §1910.269  explicitly  stated  (54 
FR  4984)  that  any  spaces  at  electric 
generation  or  transmission  fedlities  that 
met  the  definition  of  "permit  space" 
would  be  regulated  under  proposed 
§1910.146. 

Unfortunately,  in  spite  of  the  language 
of  the  two  proposals  (§§1910.146  and 
1910.269),  a  few  commenters  appeared 
to  be  confused  by  the  extent  of  the 
exclusionary  language  in  proposed 
§1910.146(a).  Therefore,  the  Agency 
believes  the  best  approach  is  not  to 
carry  forward  the  proposed  scope 
language  that  appeared  to  exclude  all 
permit  spaces  in  industries  that  are  or 
are  to  be  covered  by  other  sections  of 
Part  1910.  OSHA  notes  that  §1910.5(c). 
Applicability  of  standards,  already 
provides  necessary  guidance  in  the 
application  of  generic  standards.  In 
particular,  existing  §1910.5(c)(l).  which 
provides  for  a  specific  standard  to 
supersede  a  generic  standard,  states,  in 
part: 

If  a  particular  standard  is  specifically 
applicable  to  a  condition,  practice,  means, 
method,  operation,  or  process,  it  shall  prevail 
over  any  different  general  standard  which 
might  otherwise  be  applicable  to  the  same 
condition,  practice,  means,  method, 
operation ,  or  process. 

In  addition,  existing  §1910.5(c)(2), 
which  provides  for  application  of  a 
generic  standard,  states,  in  part: 

On  the  other  hand,  any  standard  shall 
apply  according  to  its  terms  to  any 
employment  and  place  of  employment  in  any 
industry,  even  though  particular  standards 
are  also  prescribed  for  the  industry,  as  in 
subpart  B  and  subpart  R  of  this  part,  to  the 
extent  that  none  of  such  particular  standards 
applies. 

Under  current  OSHA  practice,  as 
outlined  in  §1910.5(c),  confined  spaces 
that  are  presently  regulated  in  other 
sections  of  Part  1910  will  continue  to  be 
regulated  under  those  sections,  to  the 
extent  that  permit  spaces  are  already 
regulated  under  those  sections.  For 


example,  telecommunications  work  in 
manholes  and  undergroimd  vaults  is 
normally  covered  under  §1910.268(0). 
Such  work  will  continue  to  be  covered 
xinder  the  telecommunications  standard, 
and  the  provisions  of  §1910.146  would 
not  apply  as  long  as  the  provisions  of 
§1910.268(o)  protect  against  the  hazards 
within  the  muihole.  *  Confined  spaces 
that  are  not  covered  by  any  other  OSHA 
rule  will  fall  imder  §1910.146.  Thus, 
confined  spaces  other  than  manholes 
and  imderground  vaults  (such  as  boilers 
and  tanks)  being  entered  by 
telecommunicaUons  employees  would 
be  covered  by  §1910.146. 

Accordingly,  based  on  the  rulemaking 
record  and  on  the  language  of  existing 
§1910.5(c),  OSHA  has  determined  that 
the  detailed  exclusionary  language  in 
proposed  §1910.146(a)  is  unnecessary 
and  potentially  confusing.  Therefore, 
paragraph  (a)  of  the  final  rule  contains 
no  references  to  industry-specific 
regulations  in  Part  1910. 

With  respect  to  the  agriculture, 
construction,  and  shipyard  employment 
industries,  on  the  other  hand,  OSHA  is 
retaining  the  proposed  langtiage 
exempting  these  industries  from 
§1910.146,  except  for  editorial  changes. 
OSHA  is  aware  that  confined  space 
accidents  occur  in  agriculture, 
construction,  and  maritime  and  that 
employees  in  those  industries  do  face  a 
significant  risk  of  death  and  serious 
injury  from  these  accidents.  (See  Table 
1  for  a  breakdown  of  the  number  of 
confined  spaqs  accidents  in  the  relevant 
industries.)  However,  the  Agency 
believes  that  sufficient  differences  exist 
between  these  industries  and  general 
industry  to  warrant  separate  rulemaking 
activities.  For  example,  Part  1926, 
OSHA's  Construction  Standards, 
contains  requirements  dealing  with 
confined  space  hazards  in  imderground 
construction  and  in  underground 
electric  transmission  and  distribution 
work  (Subpart  S  and  §1926.956. 
respectively).  In  fact,  the  data  presented 
in  Table  1  are  based  on  accidents 
occurring  well  before  the  recent  revision 
of  Subpart  S  of  Part  1926.  OSHA 
believes  that  more  current  data  would 
show  a  decline  in  the  niunber  of  permit 
space  injuries  and  deaths  in  the 
construction  industry. 

The  Agency  also  beUeves  that 
agriculture,  construction,  and  shipyard 


'  The  question  of  whether  or  not  all  confined 
spaces  found  in  electric  povrer  gen«ration, 
transmission,  and  distritiution  woric  should  be 
addressed  In  a  separate  standard  was  an  issue  in  the 
rulemaking  on  proposed  §1910.269  (54  FR  4974, 
January  28, 1989).  The  resolution  of  this  issue  will 
l>e  discussed  as  part  of  the  preamble  to  the  final 
S1910.269. 


*  Taking  the  telecommunications  example* 
further,  the  Agency  can  eovision  manhole*  that  may 
be  more  appropriately  corarad  by  SlSlO.146. 
Although  it  is  run.  manhole*  can  become 
ovarwhehmngly  contaminated  with  toxins  or  other 
hazardotu  chamicaU  (Waihington  Tr.  159. 165).  If 
the  work  area  could  not  be  made  safe  before  entry, 
'a*  required  by  8l910.26«(o)(2KiXB).  entry  would 
have  to  l>e  perforaied  under  the  provisions  of 
§1910.146. 


4470        Fedtral  Rigfalar  /  Vol.  58.  No.  9  /  Thursday.  January  14.  1993  /  Rules  and  Regulations 


work  are  likely  to  pose  pennit-spacs 
woriung  conditions  that  are  unique  to 
these  industries.  OSHA  has  a  statutory 
mandate  to  consult  the  Advisory 
Committee  on  Construction  Safety  and 
Health  and  uses  the  Shipyard 
Employment  Standards  Advisory 
Committee  to  obtain  recommendations 
on  rules  for  industries  within  their 
purview,  lliese  advisory  committees 
frequently  identify  woridng  conditions 
that  are  unique  and  need  separate 
treatment  in  the  OSHA  standards. 
Except  as  discussed  in  the  following 
paragraphs,  the  Agency  has  not  yet 
submitted  the  generic  permit  space 
standard  to  these  committees  for  their 
review.  A  review  of  the  data  in  this 
rulemaking  record-can  enable  these 
committees  to  recommend  whatever 
action  is  necessary,  be  it  rulemaking, 
enforcement  of  existing  standards,  or  a 
combination  of  the  two.  Therefore, 
OSHA  believes  that  confined  space 
standards  for  agriculture,  construction, 
and  shipyard  work  should  be  addressed 
separately  so  that  the  Agency  can  focus 
on  aspects  of  permit  space  safety  that 
are  specifically  appropriate  for  Uiese 
areas.  Accordingly,  §1910.146(a),  as 

f>romulgated,  retains  the  proposed 
anguage  exempting  these  industries 
from  the  requirements  of  the  generic 
permit  space  standard. 

Table  1— Confined  Space  Accidents  in 
Ahcuhure.  Construction,  and  Maritime 
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'  "S«ai>-h  of  Fatality  aiKi  Injury  Racords  For 
Cases  Keiated  !o  Connnsd  Spaces'  prepared  by 
Safety  Scicocas.  San  Diaao,  CA,  lor  NIOSH. 
February  I97g.  a*  racordad  In  Ex.  14-«2. 

*  "Selcted  Occupational  FataUtia*  Related  to 
Fire  and/or  Exploaion  in  ConHnad  Work  Spaces  a* 
Found  In  Report*  of  OSHA  Patality/Catastfoptia 
iDvaatiBattou*  prapaiad  by  OSHA  OfBca  of 
Staliadnl  SludiM  and  Anaiyaaa.  Waahingtnn. 
D.C,  April  1M2.  as  racordad  in  Ex.  13-ia 

>  "Salctad  Occnpattanat  Falalitias  Related  to 
Toodc  and  Asphyxiating  AtmospbaNS  in  Confined 
Work  Spacas  m  Found  in  Reports  of  OSHA 
Fatality/CatMHopha  IwrasUfalkias"  prepared  by 
OSHA  OfBca  (^Oala  Analysis.  WasUngton.  D.C. 
July  isas,  as  recorded  in  Ex.  13-lS. 

Questions  have  also  arisen  regarding 
the  proper  manner  in  which  to  regulate 
land-based  shipyard  permit  spaces. 
OSHA  published  proposed  Subpart  B  of 
Part  1915  (53  FR  48092,  November  29, 
1988),  Explosive  and  Other  Dangerous 
AtmosphOTes  in  Vessels  and  Vessel 
Sections,  to  revise  the  requirements  for 
safe  entry  and  work  in  confined  spaces 
on  vessels.  In  particular,  proposed 


Subpart  B  addressed  atmospheric 
hazards  (oxygen  deficiency,  toxic 
contamination,  fire  and  explosion)  that 
may  arise  in  those  spaces.  Therefore, 
that  proposal  did  not  cover  non- 
atmospheric  hazards  in  vesseb  or  vessel 
sections.  In  addition,  that  proposal  did 
not  cover  any  confined  space  hazards  in 
land-based  shipyard  confined  spaces. 

At  the  time  OSHA  was  drafting  the 
proposed  general  industry  permit  space 
standard,  Uie  Agency  had  not  yet 
decided  how  it  would  address  the 
shipyard  confined  spaces  that  were  not 
covered  by  proposed  Subpart  B. 
Therefore,  proposed  paragraph  (a) 
explicitly  excluded  the  workplaces 
covered  by  proposed  Subpart  B  from  the 
scope  of  proposed  §1910.146  but 
provided  that  onshore  shipyard  "permit 
spaces"  would  be  excluded  from  the 
scope  only  insofar  as  those  spaces  were 
regulated  by  a  more  specific  standard. 
This  left  open  the  prospect  that,  if  no 
action  were  taken  to  extend  the  coverage 
of  proposed  Subpart  B  to  the  entire 
shipyard,  the  final  rule  for  general 
industry  permit  spaces  would  apply  to 
the  shipyard  permit  spaces  not  covered 
by  proposed  Subpart  B.  As  noted  earlier, 
some  rulemaking  participants  supported 
total  exclusion  of  shipyaixis  from 
§1910.146,  while  others  supported  their 
coverage  imder  that  proposed  rule. 

On  June  24, 1992.  OSHA  published  a 
notice  (57  FR  28152)  reopening  the 
rulemaking  record  for  proposed  Subpart 
B  to  receive  the  recommendations  of  the 
Shipyard  Employment  Standards 
Advisory  Committee  regarding  shipyard 
confined  spaces  and  to  solicit  comments 
regarding  the  appropriateness  of 
expanding  the  scope  of  Subpart  B  of 
Part  1915  to  cover  the  entire  shipyard 
and  of  incorporating  certain  provisions 
of  proposed  §1910.146  into  Subpart  B. 
The  comment  period  is  scheduled  to 
end  on  September  22, 1992.  Once  the 
record  has  been  closed  again,  the 
Agency  will  review  the  rulemaking 
record  and,  based  on  that  review, 
proceed  to  draft  a  final  rule  for  Subpart 
B. 

OSHA  notes  that,  under  the  terms  of 
proposed  paragraph  (a)  of  the  general 
industry  standard  and  §1910.5,  the 
promulgation  of  §1910.146  before  the 
promulgation  of  revised  Subpart  B 
would  have  resulted  in  the  regulation  of 
land-based  shipyard  permit  spaces  and 
shipyard  permit  spaces  with  non- 
atmospheric  hazards  under  the  general 
industry  standard.  However,  given  the 
Agency's  general  policy  in  favor  of 
setting  vertical  standards  for  the 
shipyard  industry  and  the  recent  efforts 
.  (for  example,  the  reopening  of  the 
Subpart  B  record)  to  develop  a  basis  for 
a  Subpart  B  standard  that  could  cover 


all  shipyard  confined  spaces,  OSHA 
behoves  that  it  would  be  inappropriate 
for  the  general  industry  standard  to 
regulate  any  shipyard  confined  spaces  at 
present 

Furthermore,  the  Agency  believes  that 
imposing  the  general  industry  standard 
on  some  shipyard  spaces  for  the  period 
OSHA  needs  to  complete  action  on 
proposed  Subpart  B  would  generate 
confusion  regarding  what  shipyard 
employers  are  required  to  do.  The 
Agency  also  notes  that  it  would  be     - 
unreasonable  to  impose  the  costs  of 
attaining  compliance  with  the  general 
industry  standard  on  the  shipyard 
industry  when  OSHA  has  not  yet 
determined  how  closely  the  final  rule 
for  Subpart  B  will  resemble  §1910.146. 

Therefore.  OSHA  is  exempting 
shipyard  confined  spaces  from 
compliance  with  finial  §1910.146.  The 
Agency  will  continue  its  efforts  to 
promulgate  the  revision  of  Subpart  B 
and  will  determine  what  further  action 
should  be  taken  regarding  the 
application  of  §1910.146  to  shipyard 
confined  spaces  under  the  Subpart  B 
rulemaking.  To  make  this  clear  in  the 
final  rule,  OSHA  is  specifying  that 
§1910.146  does  not  apply  to  the 
"shipyard  employmoit"  industry,  rather 
than  "purely  maritime"  industry,  as 

{)roposed.  Additionally,  the  Agency  has 
isted  the  standards,  by  Part  number, 
that  apply  to  the  exempt  industries. 

Penmng  the  resolution  of  this  issue. 
OSHA  will  continue  to  protect 
employees  who  are  exposed  to  "permit 
space"  hazards  in  land-based  shipyard 
confined  spaces  or  who  are  exposed  to 
non-atmospheric  "permit  space" 
hazards  in  any  ship3rard  confined  spaces 
by  using  the  general  duty  clause 
(§5(a)(l))  of  the  OSH  Act.  The  Agency 
believes  that  most  shipyard  employers 
comply  with  Subpart  B  of  Part  1915 
throughout  the  shipyard,  not  only  in 
vessels  and  vessel  sections.  Also,  OSHA 
does  not  consider  it  reasonable  for  these 
employers  to  enforce  two  different 
permit  space  standards.  Therefore,  in 
applying  the  general  duty  clause.  OSHA 
will  use  the  terms  of  Subpart  B  as 
guidelines  for  land-based  permit  spaces 
found  in  shipyard  worii. 

Also.  OSHA  has  not  carried  forward 
the  language  "which  can  be  identified 
by  an  employer  exercising  reasonable 
care"  from  proposed  paragraph  (a), 
because  the  Agency  has  determined  that 
this  text,  whidi  addresses  how  OSHA 
would  assess  an  employer's  compliance 
with  the  standard,  is  not  appropriate 
regulatory  language.  This  standard 
indicates  clearly  that  employers  are 
responsible  for  identifying  their  permit 
spaces  and  for  protecting  their 
employees  from  the  hazards  of  any  such 
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spaces.  Therefore,  while  an  emploj^s 
"reasonable  care"  mig^t  be  directly 
relevant  to  an  «iforcement  procee<fing, 
it  is  inappropriate  to  include 
"reasonable  care"  as  a  criteria  in  the 
standard  itself. 

Pcaxigrapb  (b),  Defhutioas. 

Paragraph  (b)  sets  forth  the  major 
terms,  with  definitions,  used  in  the  final 
rule.  Where  appropriate,  proposed  terms 
and  definitions  have  been  revised  or 
deleted,  and  new  terms  and  definitions 
have  been  added,  for  the  sake  of  clarity 
and  to  reflect  the  rulemaking  record. 
OSHA  has  revised  the  format  for  the 
proposed  paragraph,  by  not  numbaring 
the  definitions,  because  the  Agency 
determined  that  presenting  the  terms  in 
alphabetical  order  both  provided 
adequate  guidance  and  was  consistent 
with  acceptable  Federal  Register  format 
and  with  OSHA's  approach  to 
definitions  in  other  standwds. 

The  twm  "acceptable  entry 
conditioos"  means: 

...  the  conditions  that  must  exist  in  a 
permit  space  to  allow  entry  and  to  ensun 
that  employees  involved  with  a  pwraiit- 
required  confined  space  entry  can  safely 
enter  into  and  work  within  the  space. 

■  The  fHDposed  standard  defined  the 
term  "acceptable  environmental 
conditions."  That  definition  focused  on 
the  absence  of  "imcontrolled  hazardous 
atmospheres."  OSHA  has  determined 
that  the  term  "acceptable  entry 
conditions"  should  replace  the 
proposed  term  so  the  final  rule  cleariy 
indicates  that  no  unreasonable  permit 
space  hazards  of  any  kind  may  be 
present  when  entry  is  authorized.  In 
addition,  the  Agency  has  revised  the 
proposed  definition,  omitting  the 
discussion  of  "uncontrolled  hazardous 
atmospheres",  so  it  is  clear  that  air 
contaminants  are  not  the  only  hazards 
addressed. 

The  term  "attendant"  means  an 
individual  who  is  stationed  outside  one 
or  more  permit  spaces,  who  monitors 
the  authorized  entrants,  and  who 
performs  all  duties  assigned  to  the 
attendant  by  the  employer's  permit 
program.  While  this  definition  is 
substantially  the  same  as  that  contained 
in  the  proposed  standard,  it  has  been 
simplified  by  eliminating  proposed 
language  pertaining  to  training  and  the 
number  of  spaces  and  entrants  to  be 
monitored,  because  those  substantive 
provisions  are  more  properly  covered  in 
the  regulatory  text  of  the  final  standard. 

The  term  "aiithorized  entrant"  means 
an  emfrfoyee  who  is  authorized  by  the 
employer  to  enter  a  permit  space.  This 
definition,  which  is  substantially  the 
.  same  as  that  presented  in  the  proposed 


standard,  has  been  siinpfified  by  die 
efimination  of  language  that  more 
propOTly  appears  in  tfaa  standard's 
regulatory  text. 

The  term  "blanking  orbHnding'' 
means: 

...  the  absolute  closura  of  a  itipe.  line,  or 
duct  by  the  fostening  of  a  solid  plate  (such 
as  a  spectacle  btmd  or  a  skillet  mind)  diat 
completely  covers  the  bore  and  that  is 
capaoia  of  withstanding  the  maxinnim 
prassure  of  the  pipe,  lina,  or  duct  with  no 
leakage  beyond  the  pWte. 

The  proposed  definitioo  of  this  term 
diffisred  in  that  it  specified  "a  solid 
plate  ...  which  extends  at  least  to  the 
outer  edge  of  the  flange".  The  proposed 
definition  was  based  on  OSHA's  belief 
that  it  was  necessary  to  ctwnpletely 
occlude  the  bore,  and  that  it  was 
necessary  to  have  the  edge  of  the 
occluding  plate  extend  beyond  the 
flange.  The  Agency  expected  that  this 
approadi  would  provide  appropriate 
protection  that  could  be  verified 
writhout  difficulty. 

Testimony  ana  comments  (Ex.  14-88, 
14-118, 14-170, 14-188;  Houston  Tr. 
727-728,  772-773;  C2ucago  Tr.  91) 
indicated  that  blanking  or  blinding,  as 
defined  in  the  proposal,  would  be 
unnecessarily  cosUy  and  difficult  to 
accomplish  or  verify.  The  rulemaking 
participants  demonstrated  that  the  use 
of  skillet  blinds  or  spectacle  blinds 
would  provide  equivalent  protection 
without  imposing  the  costs  and 
diffioilties  of  the  proposed  definition. 
Additionally,  the  Anmican  Petroleum 
Institute  (API)  testified  (Houston  Tr. 
727): 

The  definition  of  blanking  or  Uinding  in 
paragraph  (b)f 4)  requires  diis  device  to 
extend  to  the  outer  edge  of  the  flange.  The 
standard  blind  used  in  oui  indostry  extends 
to  the  outer  edge  of  the  gasket  surface  and  not 
to  the  outer  edge  of  the  flange.  The  bolts  that 
hold  the  blind  in  place  are  inserted  through 
bolt  holes  in  the  flange  so  that  the  blind  must 
necassarily  be  smaller  in  diameter  than  the 
inner  diameter  of  the  bolt  circle.  Given  the 
nature  of  this  device,  it  is  not  possible  for  it 
to  extend  to  the  outer  edge  of  the  flange. 

Currently,  a  typical  refinery  has  hundreds 
of  such  blinds  which  would  become  obsolete 
if  this  provision  remains  and  would  have  to 
be  replaced.  Our  experience  has  been  that 
this  device  is  safe  and  effective  so  there  is  no 
valid  reason  to  mandate  a  change.  We  hope 
that  the  proposed  definitioD  of  blind  was 
only  an  inadvarteot  technical  acror. 

The  Agency  notes  that  blanking  and 
blinding  were  not  specifically  pequired 
by  the  proposal  (nor  are  they  absolutely 
required  by  the  final  rule).  This  was  just 
one  recognized  method  of  achieving  the 
isolation  of  a  permit  space.  In  feet,  the 
only  place  this  term  is  used  is  in  the 
de&iition  of  isolation.  However,  OSHA 
agrees  that  the  use  of  skillet  bfinds  and 


spectacle  Minds  will  adeqxurtely  protoct 
employees  and  that  Ae  proposed 
definition  was  unnecessarily  restrictiva. 
Therefore,  the  Agency  has  dianged  die 
definition  of  "blanidng  or  blinding"  by 
removing  die  "reqoirement"  that  die 
solid  plate  exteora  at  least  to  the  outer 
Bd^  of  the  flange.  Additionally, 
spectade  blinds  and  skillet  blinds  are 
listed  as  examples  of  solid  plates  wdiidi 
will  provide  adeqoate  blanking  or 
blinding. 

The  term  "confined  space"  means  a 
space  that: 

1)  Has  adequate  size  and 
configurati<»i  for  employee  mtry;  and 

2)  Has  limited  means  of  access  or 
egress;  and 

3)  Is  not  designed  for  continuous 
employee  occupancy. 

In  die  NPRM;  OSHA  only  defined  a 
"permit  required  confined  space"; 
"confined  space"  was  not  defined.  The  ' 
final  rule  cmtains  definitioas  for 
"confined  space",  "permit-required 
confined  space",  and  "non-pcsmit 
confined  space".  The  final  rule's 
definition  of  "confined  space"  has  been 
taken  dinody  from  the  portioa  of  the 
proposal's  definition  of  "permit 
reqidied  confined  space"  that  dealt  with 
the  confinement  prt^wrties  of  the  space 
(Sl910.146(bH23Mi)  dnough  (iii)).  The 
remainder  of  the  proposal's  definition  of 
"p«mit  required  confined  space" 
addreawd  me  odier  hazards  that  maybe 
presmt  within  the  space  and  has  been 
retainwl  in  die  final  definitian  of  that 
term.  (See  the  discusaions  of  the 
definitions  of  "non-permit  confined 
space"  and  '*pennit^e(^ured  confined 
space"  later  in  this  preambla  Issues  and 
comments  relating  to  proposed 
§1910.146(bM23)(i)  through  (iii)  are 
addressed  imder  the  disaission  of  the 
definition  of  "pernut-required  confined 
space.")  OSHA  bahevea  that  the 
addition  of  this  definition  will  assist 
employers  in  understanding  the 
relationdiip  between  the  three  types  of 
spaces  and  in  making  a  determination  of 
mdiat  spaces,  if  any,  in  dieir  workplaces 
are  covered  by  the  standard  (that  is,  are 
"permit-  required"  spaces). 

Hie  term   double  block  and  bleed" 
means  the  closure  of  a  line,  duct,  or 
pipe  by  dosing  and  locking  or  tagging 
two  in-line  valves  and  by  opening  and 
loddng  or  tagging  a  drain  or  vent  valve 
m  the  line  between  the  two  closed 
valves.  The  proposed  definition  was 
essentially  identtol,  except  for 
provision  that  a  drain  or  vent  valve 
would  be  "open  to  the  atmosphere", 
rather  than  simply  "open"  as  provided 
in  the  final  rale,  "hiis  change  was  made 
in  response  to  concerns  expressed  by 
the  Texas  Chemical  Council  (Ex.  14-86), 
the  Department  of  Defense  (Ex.  14-219) 
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and  the  NatioDal  Association  of 
Manufactuiera  (CSiicago  Tr.  91)  who 
pointed  out  that  the  definition  as 
proposed  could  lequiie  emploven  to 
violate  EPA  emission  standards  by 
preventing  the  use  of  scavenger  systems. 
OSHA's  sole  concern  is  to  prevent  the 
passage  of  toxic  material  into  the  permit 
space  during  occupancy.  The  Agency 
recomizes  tnat  the  original  wording 
couldhave  been  construed  to  prevent 
the  use  of  scavenger  systems. 
Additionally.  OSHA  notes  that  the  use 
of  scavenger  systems  would  probably 
contribute  to  control  of  permit  space 
atmospheric  hazards.  Therefore,  OSHA 
has  revised  the  prooosed  definition. 

The  definition  of  the  term 
"emergency"  in  the  final  rule  has  been 
taken  without  substantive  change  from 
the  corresponding  definition  in  the 
proposed  standard. 

Tlie  term  "engulfinent"  means  the 
siuTounding  and  effective  capture  of  a 
person  by  a  finely  divided  (flowable) 
soUd  substance  that  can  be  aspirated  to 
cause  death  by  filling  or  plugging  the 
respiratory  system  or  that  exerts  enough 
force  on  the  body  to  cause  death  by 
strangulation,  constriction,  or  crushing. 
The  propcMed  definition  was  similar, 
except  that  it  provided  less  information 
regarding  what  constitutes  engulfinent. 

Some  Rearing  witnesses  (Chicago  Tr. 
365-366, 458-460;  Houston  Tr.  1060, 
1088-1090)  expressed  concern  that  the 
proposed  definition  did  not  recognize 
all  types  of  engulfinent  by  a  soUd 
substance.  For  example,  Mr.  Richard 
Monczka,  representing  the  United 
Automobile  and  Agricultural  Implement 
Workers  of  America,  testified  that  the 
solids  covered  by  the  definition  should 
cover  any  material  capable  of  Howing 
into  and  filling  the  space. 

In  response  to  these  comments.  OSHA 
has  revised  the  language  of  the  proposal 
so  that  the  definition  in  the  final  rule 
reads  as  follows: 

Engulfinent  means  the  surrounding  and 
effective  capture  of  a  person  by  a  liquid  or 
finely  divided  (flowable)  solid  substance  that 
can  be  aspirated  to  cause  death  by  filling  or 
plugging  the  respiratory  system  or  that  can 
exert  enough  force  on  the  body  to  cause 
death  by  strangulation,  constriction,  or 
crushing. 

OSHA  believes  that  this  definition 
clearly  indicates  that  any  solid  or  liquid 
that  can  flow  into  a  confined  space  and 
that  can  drown  or  suffocate  an  employee 
can  be  the  engulfing  meditmi. 

The  term  "entry   refers  to  the  act  by 
which  a  person  passes  through  an 
opening  into  a  permit  space  and  to  the 
work  performed  in  that  space.  Entry  is 
considered  to  have  occurred  as  soon  as 
any  part  of  the  entrant's  body  breaks  the 
plane  of  an  opening  into  the  space. 


The  proposed  definition  of  this  term 
was  similar  to  the  one  in  the  final  rule, 
except  that  it  provided  that  entry  began 
when  the  entrant's  face  broke  the  plane 
of  a  permit  space  opening  and  that  it 
addressed  only  "intentional"  entry. 
Testimony  and  comments  (Ex,  14-62, 
14-71, 14-76, 14-80:  Houston  Tr.  827) 
indicated  that,  under  this  defii>ition,  an 
entrant  would  not  be  considered  inside 
a  space,  if  he  entered  feet  first,  until  the 
last  part  of  his  body,  his  face,  broke  the 
plane  of  the  opening.  Under  that 
concept  an  employee  could  clearly  be 
within  a  confined  space  but  not  have 
"entered",  because  his  face  had  not  yet 
entered  the  space.  Voicing  these 
arguments,  Mr.  Terry  Krug  of  the 
Atchison,  Topeka  and  Santa  Fe  Rail 
System  (Houston  Tr.  827)  testified: 

So  the  entrant  could  get  almost  all  the  way 
Into  the  space,  (for)  example,  arms,  legs, 
torso,  and  potentially  come  into  contact  with 
rotating  parts,  l>are  electrical  wiring,  fluids, 
corrosives,  skin  absorbing  toxicanU,  spiders, 
snakes,  biological,  radiation,  et  cetera  and  by 
your  present  definition  would  not  even  have 
entered  the  space. 

So  I  would  propose  to  change  that 
particular  wording  to  "any  part  of  the 
person's  l>ody  which  breaks  the  plane  of  the 
space". 

A  commenter  (Ex.  14-173)  stated: 

In  our  opinion,  this  definition  will  limit 
protection  of  worker  health  and  safiaty  by 
defining  entry  too  narrowly.  Entry  should 
occur  when  any  part  of  the  body  brealu  the 
plane  of  the  opening.  Reference  to  the  fiM» 
recognizes  the  respiratory  hazards,  but 
ignores  physical  and  chemical  hazards  to 
other  body  systems.  [Emphasis  supplied  in 
original.) 

OSHA  believes  that  the  proposed 
definition,  while  adequate  for  permit 
spaces  that  present  atmospheric 
hazards,  did  not  take  into  account  non- 
atmospheric  hazards.  OSHA  agrees  that 
exposure  to  permit  space  hazards  such 
as  caustic  chemicals  and  dangerous 
mechanical  devices  can  begin  as  soon  as 
any  ptart  of  an  entrant's  body  breaks  the 
plane  of  the  entry  portal  and  has  revised 
the  language  contained  in  the  proposed 
definition  accordingly. 

Other  commenters  (Ex.  14-116, 14- 
160)  maintained  that  the  definition  of 
entry  should  include  unintentional 
entry  because  the  proposal  should  also 
address  the  hazards  of  accidental  entry. 

OSHA  also  agrees  with  these 
comments.  Paragraphs  (c)(3)  and  (d)(1) 
require  the  employer  to  take  steps  to 
prevent  unauthorized  entry  into  permit- 
required  confined  spaces.  These  steps 
are  intended  to  include  measures,  such 
as  guarding  and  barricading,  necessary 
to  protect  employees  fi-om  accidentally 
entering  a  permit  space.  In  order  to 
ensure  that  employees  are  adequately 


protected  against  falling  into  or 
otherwise  inadvertently  entering  a 
permit  space,  the  Agency  has  revised 
the  language  in  the  proposed  definition 
to  include  unintentional  as  well  as 
intentional  entry. 

The  Agency  notes  that  "entry"  under 
final  §1910.146  does  not  include  entry 
into  any  confined  space  that  does  not 
'  pose  a  hazard  to  employees.  Only 
entries  into  confined  spaces  that  are 
permit-required  confined  spaces  are 
covered. 

The  definition  of  an  "entry  permit"  in 
the  final  rule  has  been  changed  sUghtly 
to  read  as  follows: 

Entry  permit  (permit)  means  the  written  or 
printed  document  that  is  provided  by  the 
employer  to  allow  and  control  entry  into  a 
permit  space  and  that  contains  the 
information  specified  in  paragraph  (f)  of  this 
section. 

Although  the  definition  is  essentially 
the  same  as  proposed,  it  has  been 
shortened  and  simplified  by  eliminating 
the  list  of  items  contained  on  the  permit 
and  replacing  diat  list  with  a  reference 
to  paragraph  (f),  where  the  items 
contained  on  a  [>ermit  are  specified. 

The  term  "entry  supervisor"  has  been 
added  and  is  defined  as: 

...  the  {>erson  (such  as  the  employer, 
foreman,  or  crew  chief)  responsible  ka 
determining  if  acceptable  entry  conditions 
are  present  at  a  permit  space  where  entry  is 
planned,  for  authorizing  entry  and  overseeing 
entry  operations,  and  for  terminating  entry  as 
required  by  this  section. 

The  proposed  rule  contained  no 
definition  of  the  entry  supervisor. 
However,  the  AFL-QO,  in  its  post- 
hearing  comment  (Ex.  142),  requested 
that  such  a  definition  be  added.  The 
AFL-aO  correctly  pointed  out  that  the 
proposed  rule  outlined  the  duties  of  the 
entrant,  the  attendant,  and  the  entry 
supervisor.  They  further  noted  that,  of 
these  three  groups,  only  the  entry 
supervisor  (individual  authorizing  or  in 
charge  of  entry)  was  xmdefined. 

OSHA  agrees  that  a  definition  of  the 
entry  supervisor  is  needed.  Under  the 
final  rule,  the  entry  supervisor: 

(1)  evaluates  the  conditions  in  and 
aroimd  any  permit  space  that  is  to  be 
entered; 

(2)  oversees  entry  operations,  as 
necessary,  to  determine  if  the  conditions 
are  acceptable  for  entry; 

(3)  where  acceptable  entry  conditions 
are  present,  either  authorizes  entry  to 
begin  or  allows  entry  operations  that  are 
already  underway  to  continue;  and 

(4)  takes  the  necessary  measures  to 
protect  personnel  from  permit  space 
hazards. 

Where  acceptable  entry  conditions  are 
not  present,  the  entry  supervisor  either  ^ 
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ions,  as 

the  conditions 


conditions  are 
irvisor  either 


prxAuhBa  entry  or,  if  entry  i»  aliaady 
imderway,  orders  the  authorized 
entra&tft  out  (A  the  permit  space  aad 
cancds  the  entry  permit. 

OSHA  has  determined  that  addiiig  the 
defiahion  of  "entry  supervisor"  will 
more  clearly  indicate  the 
responsilHlities  imposed  1^  paia^u^ 
(e)  and  ())  (proposed  as  pangraphs  (d) 
and  (g)).  In  conjunction  with  this  action. 
OSHA  is  relocating  the  language  of 
proposed  (g)(lMvi),  whidi  allowed  entry 
authorizers  to  serve  as  attendants  or 
authorized  entrants,  to  a  parenthetical 
note  in  the  new  definition.  The  language 
of  that  proposed  paragraph  was 
informational  rather  than  regulatory  or 
definitional  in  nature,  in  that  it  simply 
describes  something  an  entry  supervisor 
is  permitted  to  do.  The  Agency 
anticipates  that  there  will  be  many  entry 
situations,  especially  if  an  employer  has 
only  a  few  employees,  where  the  entry 
supervisor  will  serve  either  as  the 
attendant  or  as  an  authorized  entrant. 
The  language  of  the  note  indicates  that 
this  is  acceptable  as  long  as  the  entry 
supervisor  is  trained  and  equipped  for 
each  role  he  or  she  fills.  All  pertinent 
requirements  relating  to  the  duties  of 
attendants  and  authorized  entrants 
wouW  still  apply  to  the  entry  supervisor 
who  serves  as  an  attendant  cw  an 
authorized  entrant.  The  Agency  notes 
that  the  responsibilities  of  the  entry 
supervisor,  as  revised,  are  set  out  in 
paragraph  (j)  of  the  final  rule. 

OSHA  recognizes  that  there  are 
circumstances,  such  as  when  the  entry 
permit's  stated  duration  exceeds  one 
workshift,  under  which  more  than  one 
person  may  serve  as  entry  supervisor  for 
a  particular  entry  operation.  The  final 
rule  does  not  require  the  employer  to 
repeat  the  entry  authorization  process 
when  an  entry  supervisor  is  replaced,  if 
there  is  continuous  direct  responsibiKty 
for  the  entry,  with  direct  transfer  from 
one  entry  supervisor  to  next,  and  if  the 
successor  has  the  necessary  training  and 
performs  the  required  duties. 

The  term  "hazardous  atmosphere" 
means  an  atmosphere  th^  may  expose 
employees  to  the  risk  of  death, 
incapacitation,  impairment  of  abitity  to 
self-rescue,  serious  injury  or  acute 
illness  due  to: 

(1)  flammable  gas,  vapor,  or  mist  in 
excess  of  10  percent  of  tibe  lower 
flammable  limit  (LFL). 

(2)  airborne  combustible  dust  at  a 
concentration  that  exceeds  its  LFL. 

(3)  atmospheric  oxygdo  concentration 
that  is  less  than  13.5  percent  or  greater 
than  23.5  percent. 

(4)  atmospheric  concentration  of  any 
substance  for  which  a  dose  or  a 
permissible  exposure  limit  is  published 
in  Subpart  G  oi  Subpart  Z  of  Part  1910 


and  that  could  result  in  employee 
exposure  above  the  pertinent  dose  limit 
oc  pecmissible  exposure  limit,  and 

(5)  any  other  atmospheric  condition 
recognized  as  immediately  dangerous  to 
lifa  or  health. 

This  definition,  which  is  very  similar 
to  the  proposed  definition,  reflects  the 
wide  range  of  atmospheric  conditions 
thai  can  pose  permit  ^ace  hazards.  Tlie 
1flTTgii»gp  from  the  proposed  definition 
has  beea  modified  in  mree  respects. 
First,  the  phrase  "impairment  of  ability 
to  self-rescue  (that  is.  escape  unaided 
fitun  a  permit  ^ace)"  has  been  added 
to  the  definition's  introductory  text,  so 
that  that  text  now  reads: 

...  an  atmosphere  that  may  expoM 
employees  to  the  risk  of  death, 
incapacitation,  impairment  of  ability  to  self- 
rescue  (that  is,  escape  unaided  from  a  permit 
space),  iajury,  or  acute  illness  from  one  or 
more  of  the  following  causes: 

The  intent  of  this  addition  is  to  provide 
consistency  between  the  "immediately 
dangerous  to  life  or  health"  definition, 
which  includes  the  phrase  "interfere 
with  an  individual  s  ability  to  escape 
from  a  hazardous  atmosphere",  and  the 
definition  of  "hazardous  atmosphere" 
itself. 

Subheading  (1)  of  the  definition, 
dealing  with  lower  flanmiahle  limits,  is 
id«itical  to  the  equivalent  proposed 
provision. 

Some  commenters  (Ex.  14-134, 14- 
172)  objected  to  OSHA's  adoption  of  the 
10  percent  of  LFL  level  proposed  in 
paragraph  (b)(ll)(i).  They  argued  that  a 
20  percent  level  was  more  appropriate. 
One  of  them  (Ex.  14-134)  maintained 
that  existing  "combustible  gas  meters 
are  calibrated  at  20%  [of  the  lower 
flammable  limit)". 

OSHA  does  not  ap«e  with  these 
comments.  The  10  percent  level  is 
widely  recognized  as  being  the 
threshold  value  for  a  hazardous 
atmosphere.  This  value  is  used  in  ANSI 
Z117.1-1977  (Ex.  13-5).  in  the  NIOSH 
criteria  document  for  "Working  in 
Confined  Spaces"  (Ex.  13-9),  and  in 
other  OSHA  standards  (for  example, 
§1926.800(jMl)(viii)).  The  Agency 
believes  that  these  national  guidelines 
provide  much  stronger  support  for  the 
10  percent  limit  than  existing  company 
practice  provides  for  those  who  have 
adopted  a  hi^er  Umit  Additionally,  the 
fact  that  combustft)le  gas  meters  are 
calibrated  at  20  percent  of  the  LFL  is 
irrelevant  Meter  calibration  procedures 
are  usually  recommended  by  the 
manufacturer.  The  fact  that  certain 
meters  are  calibrated  at  20  percent  of  the 
LFL  means  only  that  they  are  the  most 
accurate  at  that  level;  it  does  not  mean 
that  these  meters  are  significantly 
inaccurate  at  10  percent  of  the  LFL 


The  second  change  is  in  subheading 
(2).  addressing  airborne  combustible 
dusts,  whidu  as  proposed,  included  the 
phrase  "[a  concentration]  that  obtcuies 
vision  at  a  distance  of  five  feet  Cl.52  m) 
or  less".  Tliis  provision  has  been 
changed  in  the  final  nde  to  read: 

Aiibone  combuatiUe  dust  at  a 
csQceatratioQ  that  meeU  or  axceedt  its  LFU 

The  reference  to  visibility  in  the 
proposal  was  meent  as  an  aide  to 
employws  emd  employees  in 
approximating  the  LFL  of  the  dost 
OSHA  believed  that  Hw  proposed 
langiMge  would  provide  Ae  btat 
possible  guidance,  given  that  there  was    , 
no  reliable  equipment  available  to 
provide  on-site  combustible  dust 
concentration  measuremeats.  However, 
some  commenters  (Ex.  14-143, 14-161; 
Chicago  T^.  31)  stated  that  theproposed 
language  would  be  unsafe,  as  there  are 
some  dusts  which  are  combustible  at 
concentrations  that  wrould  not  obscure 
visicm  at  5  feet  or  less.  OSHA  agrees  that 
this  portion  of  the  proposed  definition 
was  deficient  and  could  have  allowed  a 
hazard  to  arise.  OSHA  has  corrected  this 
deficiency  by  changing  the 
concentr^on  of  combustible  dust  to 
one  that  meets  or  exceeds  the  lower 
flammable  limit.  The  "rule  of  thumb" 
criteria  of  obsciu^d  vision  at  a  distance 
of  5  feet  or  less  has  been  retained,  for 
informational  purposes  only,  in  an 
explanatory  note. 

The  10  percent  limitation  applied  to 
flammable  gases,  vapors,  and  mists  has 
not  been  applied  to  combustible  dust 
This  is  bet^se  the  Agency  believes  that 
the  difficulty  in  measuring  combustible 
dust  concentrations  make  such  a  limit 
infeasible.  Also,  there  is  no  evidence  in 
the  record  to  support  lowering  OSHA's 
proposed  limit,  which  was  equivalent  to 
the  lower  flanunable  limit  itself.  The 
Agency  believes  that,  because  air-  bt^ne 
dust  concentrations  do  not  change 
rapidly  and  because  tiie  flammability 
hazard  posed  by  air-borne  dust  can 
'  usually  be  judged  visually,  employees 
will  be  adequately  protected. ' 

The  third  change  is  m  subhcnding  (3), 
addresang  atmospheric  oxygen 
concentration.  The  proposed  imnrision 
(paragraph  (b)(ll)(iii))  stated  that  an 
atmo^eric  concentrati(Hi  of  oxygen 


>  Atrrriof  100pwc<Dtoftfa«lowwB>inni«hle 
limit  fof  dusU  as  the  kmrar  nmit  of  what  i* 
considerad  tohe  ■  haankmt  atmaepiMre  with 
rMpact  to  coabu«(M*  diut  Bwy  Mill  ^jfiMT  to  be 
U^.  UofortimatBly,  tiM  ndaaakiiic  tecani  4oei  aot 
incfauU  any  infooMtiOB  that  the  Agency  could  UM 
to  set  a  lower  limit.  The  Onal  nila,  by  requiring 
employers  to  lake  meMwes  to  control  haswda,  will 
feic*  llw  amployar  to  oa*  pracadnrea  that  aoMira 
tl^  the  tovala  of  coaabiHtiU*  daat  do  oot  reKh  the 
lower  n»"'"«-t«u  Umit  at  dial  otherwiae  protect 
employees  tram  the  haiard*  of  Are  and  eoplosion. 


4474 


Fedml  Register  /  Vol.  58.  No.  9  /  Thursday.  January  14.  1993  /  Rules  and  Regulations 


above  22  percent  was  hazardous.  OSHA 
was  concsmed  that  an  atmosphere  with 
an  oxygen  concentration  greater  than  22 
percent  would  be  "oxygen  enriched" 
and,  therefore,  would  pose  a  hazard  of 
fire  and  explosion.  This  is  because 
excess  oxygen  can  extend  the  flammable 
range  of  gases  and  vapors  and  make 
combustible  materials  ignite  easily  and 
bum  rapidly. 

Some  of  the  rulemaking  participants 
(Ex.  14-46, 14-47. 14-«6. 14-103. 14- 
179;  Washington  Tt.  452-453. 577) 
expressed  the  view  that  the  22  percent 
throthold-for  oxygen  enrichment  was 
too  low  and  that  it  excessively  restricted 
the  range  of  acceptable  oxvgen 
concentrations.  A  few  of  the 
commenters  sitggested  values  of  25  or 
26  percent  for  £e  oxygen  enriched 
atmosphere  limit.  For  example.  CECOS 
International  (Ex.  14-46)  stated: 

In  proposed  29  OTl  1910.146(b)(ll).  the 
definition  of  ■  hazardous  atmocphere  would 
include  an  atmospheric  oxygen  concentration 
above  22  percent.  This  limit,  which  is  only 
a5%  above  the  normal  ambient 
concentration  presents  a  likelihood  that  a 
hazardous  atmosphere  might  be  talsely 
identified  when  normal  conditions  exist 
CECOS  suggests  that  an  oxygen-enriched 
atmosphere  Im  defined  as  one  containing 
greater  than  25%  oxygen. 

In  support  of  this  view,  the  NIOSH 
Criteria  Document  (Ex.  13-9)  set  25 
percent  as  the  concentration  at  which  an 
atmosphere  was  considered  oxygen 
enriched.  NIOSH  reaffirmed  that 
position  in  its  hearing  testimony 
(Washington  Tr.  131). 

Other  comments  (Ex.  14-57, 14-179, 
14-187)  received  suggested  that  23  or 
23.5  percent  would  be  a  more 
appropriate  number.  The  Motor  Vehicle 
Manufacturers  Association  (Ex.  14-179) 
explained: 

The  definition  for  "hazardous  atmosphere" 
...  identifies  an  oxygen  concentration  above 
22  percent  as  unacceptable.  We  recommend 
the  unacceptable  level  be  designated  as  more 
than  23.5  percent  oxygen  liy  volume.  This  is 
consistent  with  other  OSHA  regulations, 
such  as  29  CFR  1910.134.  If  there  is  some 
^  other  scientific  or  policy  rationale  for  this 
deviation,  OSHA  should  explain  it  and  allow 
opportimity  for  comment 

Some  rulemaking  participants  (Ex. 
14_47. 14-179;  Washington  Tr.  452- 
453. 577)  argued  that  the  OSHA 
standard  should  be  consistent  with  the 
1989  ANSI  standard  (Zll7.lT  and  other 
standards  addressing  safe  upper  limits 
on  oxygen  concentration.  In  particular, 
one  commenter  (Ex.  14-61)  observed 
that  the  proposed  22  percent  level  was 
well  witnin  the  acceptable  range  set  by 
ANSI  (19.5  to  23.5  percent)  and  stated 
"(oxygen  sensors]  could  easily 
experience  false  alarm  signals  of  oxygen 


enrichment  due  to  possible  combined 
effects  of  humidity,  temperature  or 
bartHnetric  pressure  inivferenoe  due  to 
this  small  differential  from  the  oxygen 
level  of  normal  air." 

OSHA  agrees  that  the  proposed 
threshold  for  oxygen  enrichment  was 
too  close  to  the  normal  range  of  oxygen 
concentration.  The  Agency  has 
determined,  based  on  the  rulemaking 
record,  that  setting  the  threshold  for 
oxygen  enrichment  at  23.5  percent  is 
appropriate  to  control  fire  and  explosion 
hazards.  OSHA  has  relied  heavily  on  the 
expertise  of  the  ANSI  Z117  Committee 
in  making  this  determination.  Althou^ 
a  25  percent  level  was  recommended  by 
NIOSH.  the  23.5%  figure  in  the  ANSI 
standard  appears  to  bis  more  widely 
accepted.  Therefore,  the  definition  of 
"hazardous  atmosphere"  in  final 
$1910.146(b),  in  conjunction  with  the 
definition  of  "oxygen  deficient 
atmosphere"  and  "oxygen  enriched 
atmosphere",  sets  the  acceptable 
concentration  of  oxygen  at  19.5  to  23,5 
percent. 

Subheading  (4)  has  not  been 
substantively  changed  from  proposed 
paragraph  (b)(ll)(iv),  except  that  a 
reference  to  Subpiart  G.  Occupational 
Heahh  and  Envimnmental  Control,  of 
Part  1910  has  been  added  because  that 
subpart  contains  dose  exposure  limits 
that  are  pertinent  to  protection  of 
employees  who  enter  permit  spaces. 
The  proposed  parenthetical  text  dealing 
with  the  situation  in  which  OSHA  has 
not  determined  a  dose  or  permissible 
exposure  limit  has  been  titled  as  a 
"note"  in  the  final  standard  to  indicate 
clearly  that  the  pertinent  language  is  not 
part  of  the  regulatory  text.  The  note, 
which  has  been  placed  after  subheading 
(5),  gives  other  sources  of  information 
that  can  be  used  to  determine 
appropriate  exposure  Umits  for 
substances  not  addressed  in  Subparts  G 
and  Z  of  the  OSHA  General  Industry 
Standards.  While  the  Agency  will  not  be 
enforcing  the  note  as  it  appears  in  the 
final  rule,  OSHA  will  use  these  other 
sources  to  assess  an  employer's 
compliance  with  subheading  (5)  of  the 
definition  of  "hazardous  atmosphere". 
Possession  of  Material  Safety  Data 
SheeU  as  required  by  §1910.1200  will 
put  employers  on  notice  of  the  potential 
for  IDLH  atmospheres  under  subheading 
(5).  which  OSHA  will  enforce. 

OSHA  has  included  a  note  after  this 
subheading  in  the  definition  of 
hazardous  atmosphere  to  clarify  that  an 
atmospheric  concentration  of  any 
substance  that  is  not  capable  of  causing 
death,  incapacitation,  impairment  of 
ability  to  self-rescue,  injiuy.  or  acute 
illness  due  to  its  health  effects  is  not 
covered  by  this  provision.  In  other 


words,  an  atmosphere  that  contains  a 
substance  at  a  concentration  exceeding 
a  permissible  exposure  Umit  intended 
solely  to  prevent  long-term  adverse 
health  effects  is  not  considered  to  be  a 
hazardous  atmosphere  on  that  basis 

alone.  ,     ,  . 

Subheading  (5)  of  the  final  rule's 
"hazardous  atmosphere"  definition, 
dealing  with  any  atmospheric  condition 
immediately  dangerous  to  life  or  health 
not  listed  in  subheadings  (1)  through 
(4).  is  identical  to  the  proposed 
provision  (para^ph  (d)(11)(v)).  There 
was  no  substantive  ob)ection  to  this 
provision  of  the  proposal. 

The  term  "hot  work  permit"  means: 

...  the  employer's  written  authorization  to 
pcnrform  operations  (for  example,  riveting, 
welding,  cutting,  tniming.  and  heating) 
capable  of  providing  a  source  of  ignition. 

The  definition  has  not  been  changed 
substantively  bom  that  contained  in  the 
proposed  standard.  (It  has  only  been 
reworded  slightly  to  provide  added 
clarity.)  No  significant  comments  were 
received  on  this  provision  in  the 

proposal. 

The  term  "immediately  dangerous  to 
life  or  health  (IDLH)"  means: 

...  any  condition  that  poses  an  immediate 
or  delayed  threat  to  lifs  or  that  would  cause 
irreversible  adverse  health  effects  or  that 
would  interfere  with  an  individlial's  ability 
to  escape  unaided  from  a  permit  space. 

The  final  definition  differs  from  the 
proposed  one  in  that  it  expUcitly 
includes  delayed  as  well  as  immediate 
threats  to  hfe  and  omits  any  reference  to 
eye  damage  or  irritation.  Several 
rulemaking  participants  (Ex.  14-45. 138; 
Chicago  Tr.  93, 177;  Houston  Tr.  775. 
814)  stated  that,  since  a  definition  of 
IDLH  has  already  been  promulgated  in 
paragraph  (b)  of  §1910.120  (OSHA's 
standard  on  hazardous  waste  operations 
and  emergency  response),  the  definition 
in  the  confined  space  final  rule  should 
be  consistent  wiUi  that  in  §1910.120  and 
should  include  delayed  as  well  as 
immediate  adverse  health  effects. 

OSHA  has  accepted  these  comments 
and  has  adopted  a  definition  of 
"immediately  dangerous  to  Ufe  or 
health"  that  is  consistent  with 
§1910.120.  OSHA  notes  that  the 
proposed  definition  of  "immediate 
severe  health  effects",  a  term  used  in  the 
proposed  definition  of  IDLH,  covered 
exposure-related  reactions  manifested 
within  72  hours  after  exposure  to  a 
permit  space  hazard.  For  the  sake  of 
consistency  with  the  standard  on 
hazardous  waste  operations  and 
emergency  response,  the  Agency  is  not 
carrying  forward  the  proposed 
definition  of  "immediate  severe  health 
effect"  and  is  Incorporating  the  concept 
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of  delayed  effects  directly  into  the 
definition  of  IDLH.  OSHA  has  also 
included  a  note  that  provides  an 
example  of  a  delayed  health  effect. 

The  reference  to  eye  damage  or 
irritation  in  the  proposed  standard  was 
included  to  indicate  conditions  that 
could  interfere  with  an  individual's 
ability  to  escape  from  a  hazardous 
atmosphere.  Because  the  use  of  these 
examples  seemed  to  cause  some 
confusion  (Ex.  14-45;  Houston  Tr.  774), 
OSHA  has  eUminated  them  from  the 
definition.  In  their  place,  the  definition 
explicitly  includes  any  condition  that 
"would  interfere  with  an  individual's 
ability  to  escape  unaided  fit>m  a  permit 
space"  as  a  criterion  for  the 
determination  of  whether  a  hazard  is 
IDLH.  This  change  also  make  the  IDLH 
definitions  in  the  OSHA  confined  space 
and  hazardous  waste  standards  more 
consistent. 

The  proposed  term  "immediate-severe 
health  effects"  has  not  been  carried 
forward  into  the  final  rule,  as  discussed 
earUer  in  relation  to  the  definition  of 
"immediately  dangerous  to  life  or 
health". 

The  term  "inerting"  means: 

...  the  displacement  of  the  atmosphere  in 
a  peimit  space  by  a  noncombustible  gas  (such 
as  nitrogen)  to  such  an  extent  that  the 
resulting  atmosphere  is  noncombustible. 

The  definition  in  the  final  rule 
replaces  the  proposed  phrase  "non- 
flammable, non-explosive  or  otherwise 
chemically  non-reactive"  with 
"noncombustible"  and  lists  nitrogen  as 
an  example  of  a  non-  combustible  gas. 
The  Agency  believes  that  these  changes 
simplify  and  clarify  the  definition.  Tae 
term  "diemically  non-reactive"  could 
have  been  interprelied  in  absolute  terms, 
rather  than  as  OSHA  intended  with 
respect  to  the  hazards  of  fire  and 
explosion. 

Some  commenters  (Ex.  14-94, 14- 
118, 14-161)  suggested  that  the  final 
rule  note  the  hazards  presented  by 
inerting  a  space.  They  pointed  out  that, 
while  inerting  a  space  reduces  the  risk 
of  fire  and  explosion,  it  creates  an  IDLH 
atmosphere,  which  must  be  eliminated 
or  controlled  before  permit  entry  is 
allowed. 

OSHA  has  accepted  this  suggestion 
and  has  incorporated  their  warning  into 
a  note  following  the  definition  of 
"inerting". 

The  final  rule  does  not  contain  the 
proposed  term  "in-plant  rescue  team". 
In  its  place  OSHA  is  using  the  term 
"rescue  service",  which  covers  both 
rescuers  who  are  employees  of  the 
employer  whose  workplace  contains  the 
permit  spaces  and  those  who  are 
employees  of  another  employer.  The  msb 


of  this  term,  its  definition,  and  issues 
related  to  rescue  services  are  addressed 
under  the  summary  and  explanation  of 
paragraph  (k)  of  the  final  rule. 
The  term  "isolation"  means: 

...  the  process  by  which  a  permit  space  is 
removed  from  service  and  completely 
protected  against  the  release  of  energy  and 
material  into  the  space  by  such  means  as: 
blanking  or  blinding:  misaligning  or 
removing  sections  of  lines,  pipes,  ot  ducts;  a 
double  block  and  bleed  system;  lockout  or 
tagout  of  all  sources  of  energy;  or  bloddng  or 
disconnecting  all  mechanical  linkages. 

The  proposed  definition  of  this  term, 
on  which  no  substantive  comments 
were  received,  included  language 
relating  to  the  types  of  hazards  for 
which  isolation  would  be  required 
("which  could  be  a  serious  hazard  to 
permit  space  entrants").  The  definition 
in  the  final  rule  does  not  carry  forward 
that  language,  focusing  instead  on 
describing  what  "isolation"  is. 

The  final  rule's  definition  of  "line 
breaking"  is  identical  to  that  contained 
in  the  proposed  rule.  OSHA  received  no 
substantive  comments  on  this 
definition. 

The  proposed  term  "low  hazard 
permit  space"  has  not  been  carried 
forward,  since  it  is  not  used  in  this  final 
rule.  Many  comments  (Ex.  14-47, 14- 
76, 14-86, 14-118)  indicated  that  the 
term  only  generated  confusion  and 
might  lead  to  a  false  sense  of  security  for 
employees  entering  a  confined  space 
designated  as  a  "low  hazard  permit 
space".  They  argued  that  the  term  gave 
a  misleading  impression  of  the  dangere 
that  could  be  faced  on  entry  into  permit 
spaces.  Based  on  its  review  of  the 
rulemaking  record,  OSHA  agrees  with 
these  comments  and  has  carried  forward 
neither  the  proposed  definition  nor 
proposed  paragraph  (i)  into  the  final 
rule.  A  detailed  discussion  of  the  "low 
hazard"  issue  is  contained  later  in  the 
sununary  and  explanation  of  paragraph 
(c)(5)  of  the  final  rule. 

A  definition  for  the  new  term  "non- 
permit  confined  space"  has  been 
included  in  the  final  standard.  It  is 
defined  as: 

...  a  confined  space  that  does  not  contain 
or,  with  respect  to  atmospheric  hazards,  have 
the  potential  to  contain  any  hazard  capable 
of  causing  death  or  serious  physical  harm. 

Some  commenters  (Ex.  14-04, 14- 
150, 14-168, 14-219, 14-225)  felt  that 
the  proposed  definition  of  a  permit- 
reqiiired  confined  space  was  not 
entirely  clear  and  that 
misinterpretations  were  possible.  They 
suggested  that  modifications  be  made  to 
that  definition.  To  solve  this  problem, 
OSHA  has  decided  to  define  a 
"confined  space"  and  "non-permit 


confined  space",  as  well  as  a  "permit- 
reqiiired  confined  space".  (See  the 
rekted  disciissions  of  the  definitions  of 
"confined  space"  and  "permit-required 
confined  space"  elsewhere  in  this 
preamble.)  The  definition  of  a  "non- 
permit  confined  space"  makes  it  clear 
that  a  space  must  contain  or,  with 
respect  to  atmospheric  hazards,  must 
have  the  potential  to  contain  a  hazard 
capable  of  causing  death  or  serious 
physical  harm,  in  addition  to  having  the 
configuration  of  a  confined  space,  to  be 
considered  a  permit-required  confined 
space. 

Examples  of  non-permit  confined 
.  spaces  include  vented  vaults,  motor 
control  cabinets,  and  dropped  ceilings. 
Althou^  they  are  "confined  spaces", 
these  spaces  have  either  natural  or 
permanent  mechanical  ventilation  to 
prevent  the  accumulation  of  a 
hazardous  atmosphere,  and  they  do  not 

E resent  ongulfrnent  or  other  serious 
azards. 

The  term  "oxygen  deficient 
atmosphere"  in  the  final  rule  is 
identical  to  that  contained  in  the 
proposal. 

OSHA  received  one  comment  on  this 
definition  (Ex.  14-103).  The  commentor, 
the  ANSI  Z88  committee  for  respiratcny 
protection,  stated  that  the  19.5  percent 
concentration  for  oxygen  deficiency 
should  be  changed  to  12.5  percent 
Their  reasoning  wras  based  on  the  vroTk 
of  the  ANSI  Z88.2  subcommittee,  which 
foimd  that  no  respiratory  protection  was 
needed  at  16  percent  oxygen 
concentration,  and  that  12.5  percent 
oxygen  concentration  was  the  level  that 
should  be  considered  immediately 
dangerous  to  Ufe  and  health  (IDLH). 

Rebutting  the  ANSI  comment  at  the 
Washington  hearing  (Washington 
Tr.132-133),  Mr.  Theodore  Pettit  and 
Mr.  Laiuence  Reed  of  the  National 
Institute  of  Occupational  Safety  and 
Health  (NIOSH).  stated: 

MK  PETTIT:  ANSI  hasn't  resolved  the  12.5 
that  they  are  throwing  around  or  the  16 
percent,  but  I  served  on  the  ANSI  committee 
on  confined  spaces.  The  117.1  revision  Is 
coming  out  19.5,  which  is  the  consensus 
industry  and  labor  [standard],  so  19.5  is  still 
the  standard  as  &r  as  wre  are  concerned.  And 
19.5  is  also  the  safspiard,  but  with  the  12.5 
you  have  absolutely  no  safeguard. 

MR.  REED:  In  the  development  of  its 
(Respirator  Decision  Logic],  the  literature 
which  I  believe  at  that  time  was  publislied 
in  1986  and  we  determined  that  19.5  percent 
was  the  cut-off  for  oxygen  sufBciency. 

In  Issue  15  of  the  NPRM  (54  FR 
24087),  OSHA  requested  information  on 
the  extent  to  %^ch  employees  would 
work  in  permit  spaces  which  have 
oxygen-oefident  atmoepheres.  OSHA 
also  sought  information  on  actual 
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oxygen  levels  encountered  in  oxygen- 
d^dent  pennit  tpaoes  and  on  the 
efiects  on  employees  of  entcffing  oxygen- 
defident  atmospheres. 

Several  commenteis  (Ex.  \4-A,  14-27. 
14-57. 14-«1. 14-62. 14-71. 14-94. 14- 
219)  addressed  Issue  IS.  None  of  them 
provided  infonnatioo  oo  the  number  of 
employees  who  work  in  oxygen- 
defident  atmosplieies.  However,  results 
of  oxygen  defidency  that  were  reported 
(Ex.  14-4. 14-57. 14-61.  14-94. 14-219) 
induded  dizziness,  tiredness,  dif&cuhy 
in  breathing,  confusion, 
unconsdousness,  and  death.  The  U.S. 
Air  Force  (Ex  14-219)  sent  a  copy  of  a 
report  addressing  exposure  to 
atmosphwes  containing  13  to  21  percent 
oxygen  for  long  periods  of  time  (not  in 
confined  spaces). 

In  Issue  16  of  the  NPRM  (54  FR 
24087),  OSHA  requested  informaticm. 
based  on  adiial  recorded  atinospheric 
measurements,  on  any  physical  or 
physiological  effects  caused  by  rapid 
transition  from  breathing  normal  air 
(21%  oxygen  content)  to  breathing 
atmospheres  with  less  than  normal 
oxygen  content  Only  the  U.S.  Air  Force 
(Ex.  14-219)  commented  on  this  issue. 
Their  view  was  ti»at,  in  general,  the 
suddenness  of  the  reduction  of  the 
oxygen  level  was  not  nearly  as 
important  as  the  physiological  effed  of 
the  final  oxygen  level. 

OSHA  has  not  accepted  the  ANSI  Z88 
recommended  change.  The  19.5  percent 
oxygen  level  is  widely  recognized  as 
being  the  minimum  level  needed  to 
ensure  an  adequate  supply  of  oxygen. 
The  NIOSH  Respirator  Dedsion  Logic 
(Ex.  14-145)  utilizes  19.5  percent 
oxygen  concentration  as  the  dedsion 
level  for  use  of  a  respirator,  and  the 
ANSI  Z117.1  standard  itself  recognizes 
this  concentration  as  a  minimum. 
Ckinsidering  the  possible  consequences 
of  exposure  to  atmospheres  containing 
too  little  oxygen  as  described  in  the 
record,  the  Agency  believes,  in  the 
absence  of  compeUing  evidence  to  the 
contrary,  that  the  proposed  level  is 
necessary  to  ensure  an  adequate  oxygen 
supply  for  entrants.  Therefore.  OSHA 
has  not  changed  the  definition  of 
oxygen  defident  atmosphere. 
The  term  "oxygen  enriched 
atmosphere"  means: 

...  an  atmosphere  containing  more  than 
23.5  percent  oxygen  by  volume. 

As  noted  earUer  in  reference  to  the 
definition  of  "hazardous  atmosphere", 
the  final  rule  has  adopted  a  safe  upper 
limit  on  oxygen  content  of  23.5  j)ercent 
rather  than  the  proposal's  22  oercent 
level.  The  comments  received  (» the 
definition  of  "oxygen  enriched 


atmosphere"  have  been  addressed  under 
the  discussion  of  that  term. 

The  term  "permit-required  confined 
space  (pennit  space)"  means  a  confined 
space  thst  presents  or  has  a  potential  to 
present  one  or  more  of  the  following: 

(1)  an  atmospheric  hazard; 

(2)  an  engulnnent  hazard: 

(3)  a  connguration  hazard:  or 

(4)  any  other  recognized  serious 
hazard. 

As  noted  in  Sedion  I.  BocJcground. 
earlier  in  this  preamble,  OSHA  has 
determined  that  a  clear  definition  for 
"permit-required  confined  space  (permit 
space)"  will  provide  the  necessary 
•  guidance  for  employers  to  determine 
when  they  are  subjed  to  the  pennit 
space  standard.  The  Agencnr  has 
determined  that  there  are  three 
drcumstances  (mobility-limiting  size 
and  configuration,  Umited  means  of 
access  and  egress,  and  imsuitabiUty  for 
continuous  employee  occupancy)  that 
are  common  to  all  confined  spaces.  As 
noted  earlier,  those  are  the  elements  that 
OSHA  has  induded  in  the  definition  of 
"confined  space".  OSHA  recognizes  that 
the  hazard  element  that  differentiates 
permit  spaces  from  confined  spaces  may 
vary  in  its  nature,  so  the  Agency  has  set 
out  several  ways  in  which  s  confined 
space  could  qualify  as  a  permit  space. 
Thus,  a  permit  space  is  a  confined  space 
that  has  certain  characteristics  that 
make  it  hazardous  for  employees  to 
enter  without  taking  spedal 
precautions. 

Section  II,  Hazards  earlier  in  this 
preamble,  discusses  most  of  these 
charaderistics.  That  discussion 
documents  confined  space  accidents 
that  were  caused  by  atmospheric, 
engulfment,  and  other  serious  (such  as 
mechanical)  hazards.  *  Atmospheric 
hazards  (such  as  oxygen  defidency, 
toxic  atmospheres,  and  flammable 
atmospheres)  are  the  most  common 
cause  of  confined  space  acddents. 
Engulfment  hazards,  though  not  as 
widely  recognized,  also  cause  the  deaths 
of  many  confined  space  entrants  by 
suffocating  or  drowning  the  victims. 
Confined  spaces  that  can  wedge  or 
otherwise  pin  an  employee  and  cause 
his  or  her  suffocation  have  also  caused 
at  least  one  of  the  deaths^  described  in 


*  Section  H  of  the  preamble  also  discusses 
accid«oU  related  (o  the  lack  of  training  for  rescuer*. 
The  actual  hazard  present  within  the  permit  space 
in  these  accidents  was  actually  an  atinospheric  one. 

^  Although  very  few  of  the  accident  descriptions 
in  the  record  illustrate  the  hazard  posed  by  spaces 
that  can  entrap  and  causa  the  aaphyxiation  of  a 
worker.  OSHA  believes  that  it  is  impoitaiit  to 
specifically  spell  out  the  hazard  in  the  definitioii. 
It  is  sonalhing  that  may  ewily  be  onrertooked  in  Iba 
•valuation  of  a  confined  tpucm  mti.  hf  highlighting 
the  eDtrapaaaat  haiard.  the  final  iwla  witl  bast 
protect  employee*. 


the  record  (Ex.  14-145).  These  are  the 
hazard  charaderistics  spedfically 
enumerated  in  the  definition  of  "permit- 
required  confined  space".  However,  as 
noted  earlier,  the  types  of  amfined 
spaces  posing  serious  hazards  to 
employees  are  wide  ranging.  Therefose, 
the  definition  of  PRCS  also  requires 
confined  spaces  that  pose  other 
unspecified  serious  hazards  to  be 
considered  permit  spaces,  as  well. 

The  definition  proposed  in 
§1910.146(b)(23)  was  sinular  to  the 
definition  promulgated  in  the  final  rule. 
OSHA  has  made  some  changes  for  the 
sake  of  clarity.  As  noted  earUer. 
provisions  corresponding  to  the  first 
three  subheadings  under  the  proposed 
definition  (paragraphs  (b)(23)(i)  through 
(iii))  have  been  put  under  the  generic 
definition  of  "confined  space ',  so  that 
there  is  no  need  to  repeat  them  in  the 
definition  of  PRCS.  Other  editorial 
changes  have  also  been  made  to  the 
language  of  proposed 
§1910.146(b)(23)(iv).  which  has  been 
incorporated  into  the  definition  of 
"permit-required  confined  space"  in  the 
final  rule. 

In  Issue  3  of  the  NPRM,  OSHA 
requested  comments  regarding  the 
adequacy  of  the  proposed  definition  of 
permit-required  confined  space  and 
solidted  suggestions  for  additional  or 
alternative  language. 

Over  50  commenters  responded  to 
this  issue.  Most  of  the  commenters 
suggested  that  OSHA  revise  the 
proposed  definition.  Several 
commenters  (Ex.  14-61, 14-86, 14-145. 
14-168. 14-219)  stated  that  poor  natural 
ventilation  should  be  a  component  of 
the  definition.  • 

Poor  natural  ventilation  is  not  a 
necessary  condition  for  a  confined  space 
to  be  a  permit  space.  (It  should  be  noted 
that  the  presence  or  absence  of  natural 
ventilation  is  not  relevant  to  whether  a 
space  is  confined;  it  can  only  be 
relevant  to  whether  a  confined  space  is 
considered  a  permit-required  confined 
space.)  OSHA  believes  that  the 
definition  of  hazardous  atmosphere 
adequately  addresses  the  safety  of  the 
atmosphere  within  the  space  without 
regard  to  whether  or  not  the  space  is 
poorly  ventilated.  While  natural 
ventilation  can  sometimes  prevent  the 
accumulation  of  a  hazardous 
atmosphere,  the  Agency  considers  the 
most  important  distinguishing 
charaderistic.  with  reaped  to 
atmospheric  hazards,  that  can  make  a 
confined  space  a  pennit  space  to  be  the 
content  of  the  air  itself.  Even  with  good 
ventilation  in  a  confined  space,  certain 
areas  within  the  space  may  be  able  to 
accumulate  a  hazardous  atmosphere. 


I  vr^l     KO     Xln     t%    I   TkitMfIg 


Taniiarv  14   1093  /  Rules  and  Rsffulations 


Federal  Register  /  Vol.  58,  No.  9  /  Thursday.  January  14,  1993  /  Rules  and  Regulationg         4477 


Another  commenter  (Ex.  14-191)  was 
concerned  that  proposed  paragraph 
(b)(23)  was  unclear  with  respect  to 
which  subparagraphs  ((i),  (ii),  (iii).  and 
(iv)]  a  space  had  to  meet  in  order  to 
qualify  as  a  permit  space.  They 
recommended  that  a  space  be  required 
to  satisfy  all  the  criteria  set  forth  in 
proposed  paragraphs  (b)(23)(i)  throiigh 
(iii)  plus  any  one  of  the  additional 
criteria  set  forth  in  paragraph  (b)(23)(iv) 
in  order  to  be  considered  a  confined 
space. 

OSHA  intended  that,  in  order  to 
qualify  as  a  permit  space,  a  space  have 
all  three  of  the  first  three  characteristics 
(paragraphs  (b)(23)(i)  through  (iii))  and 
at  least  one  of  the  characteristics  listed 
under  paragraph  (b)(23)(iv)  of  the 
NPRM's  definition.  In  the  final  rule, 
OSHA  has  clarified  this  intent  in  two 
ways. 

First,  the  final  rule  separates  the  PROS 
definition  into  two  components: 
"confined  space"  and  "permit-required 
confined  space".  The  characteristics 
common  to  all  confined  spaces 
(proposed  paragraphs  (b)(23)(i)  through 
(iii))  are  now  contained  in  the  definition 
of  "confined  space",  which  clearly 
indicates  that  all  three  criteria  must  be 
met  in  order  for  a  space  to  be  considered 
"confined".  A  permit  space  is  now 
defined  to  be  a  "confined  space" 
meeting  one  of  four  criteria 
corresponding  to  those  listed  in 
proposed  paragraph  (b)(23)(iv). 

Second,  OSHA  nas  adopted  language 
clarifying  the  intent  of  these  two 
definitions.  The  word  "and"  has  been 
inserted  between  the  first  and  second 
criteria  and  between  the  second  and 
third  criteria  of  the  definition  of  a 
"confined  space"  to  indicate  clearly  that 
all  three  criteria  must  be  met.  The 
introductory  text  of  the  definition  of 
"permit-required  confined  space"  states 
that  "one  or  more  of  the  [listed] 
characteristics"  (corresponding  to  those 
given  in  proposed  paragraph  (b)(23)(iv)) 
must  be  met  before  a  confined  space  is 
considered  a  permit  space. 

The  Agency  believes  that  the  final 
rule  clearly  states  the  criteria  for 
determining  what  spaces  qualify  as 
permit-required  confined  spaces. 

Proposed  paragraph  (b)(23)(i)  stated, 
as  the  first  criterion,  that  a  space  had  to 
be  "large  enough  and  so  configiired  that 
an  employee  can  bodily  enter  and 
perform  assigned  work"  in  order  to  be 
considered  a  permit-required  confined 
space.  Several  commenters  (Ex.  14-4, 
14-42. 14-94.  14-99.  14-143)  stated 
that  it  was  confusing  for  proposed 
paragraph  (b)(23)(i)  to  provide  that  a 
permit  space  was  sized  and  configured 
for  bodily  entry  when  the  definition  of 
"entry"  provided  that  entry  began  when 


the  employee's  foce  broke  the  plane  of 
the  opening  into  the  space.  Some  of  the 
commenters  (Ex.  14-42. 14-94)  noted 
that  the  proposed  definition  excluded 
spaces  whidi  contained  hazardous 
atmospheres  and  into  whidi  employees 
were  able  to  insert  only  their  heads  and 
shoulders.  For  example.  Mr.  Martin 
Finkel,  a  Certified  Marine  Chemist  with 
Marine  k  Environmental  Tetting,  Inc. 
(Ex  14-4)  stated: 

The  definition  of  Permit  Required 
Confined  Space,  as  stated,  does  not  allow  for 
small  spacals]  which  permit  entry  of  a 
workwt'ls  head,  but  not  his/her  whole  body. 
Such  a  space  may  prove  just  as  hazardous  d 
it  contains  an  IDLH  atmosphere  which  the 
worker  breathes.  I  recall  seeing  photos  of  a 
[£atality]  on  a  l>arge  where  only  the  worker's 
head  was  in  the  tank — his  body  remained 
sprawled  on  deck— yet  the  worker  was  )ust 
as  dead  as  if  he  had  entered  bodily. 
Therefore,  I  suggest  removing  (paragraph 
(b)l(23)(i)  entirely  from  the  definition  of 
Pemiit  Required  Confined  Space. 

The  Agency  has  not  adopted  this 
suggestion.  While  OSHA  is  concerned 
that  spaces  that  are  too  small  for 
complete  bodily  entry  may  pose  hazards 
for  employees,  the  Agency  did  not 
intend  to  cover  such  spaces  imder  the 
permit  space  standard.  OSHA  believes 
that  the  NPRM  preamble  discussion  of 
permit  space  incidents  and  of  proposed 
provisions  clearly  indicates  that  the 
proposed  rule  was  intended  to  cover 
only  spaces  that  were  large  enough  for 
the  entire  body  of  an  employee  to  enter. 
As  commenters  have  correctly  noted, 
the  proposed  definition  of  "permit 
required  confined  space"  did  not  cover 
the  "small"  spaces.  Such  spaces  do  not 
meet  the  definition  of  "confined  space", 
nor  do  they  pose  hazards  comparable  to 
those  associated  with  confined  spaces. 
Since  an  employee  cannot  totally  enter 
such  spaces,  he  or  she  should  not  have 
difficulty  withdrawing  firom  the  space. 
In  order  for  a  space  to  be  considered  a 
permit-required  confined  space,  it  must 
first  be  a  confined  space.  A  space  that 
cannot  be  entered  is  not  confined; 
therefore,  it  does  not  pose  hazards 
related  to  the  difficulty  of  exiting  the 
space. 

OSHA  realizes  that  an  employee  may 
still  be  injured  or  killed  as  a  result  of 
some  atmospheric  hazard  within  such 
an  enclosed  area;  however,  this  standard 
is  not  intended  to  address  all  locations 
that  pose  atmospheric  hazards.  The 
Agency  believes  that  the  procedures 
necessary  to  protect  workers  from 
atmospheric  hazards  alone  are  not  those 
required  by  this  standard,  but  are 
required  by  other  OSHA  standards,  such 
as  Subpart  Z  of  the  General  Industry 
Standards.  The  exposed  employee  must 
also  have  difficulty  exiting  the  space  for 


many  the  requirements  of  $1910.147  to 
apply.  For  example,  the  need  for  an 
attendant  to  be  present  is  doubtful 
Spaces  that  cannot  be  entered  are  small 
enough  to  be  readily  ventilated,  *  and  in 
many  cases  a  reaccumulation  of  a 
hazardous  atmosphere  is  highly 
imlikely.  Because  the  requirements  set 
forth  in  final  §1910.146  are  not 
appropriate  for  application  to  spaces 
into  which  an  employee  cannot 
completely  enter,  OSHA  has  retained 
the  language  proposed  in  paragraph 
(b)(23)(i).  which  appears  under  the 
definition  of  "connned  space"  in  the 
final  rule. 

OSHA  notes  that,  as  discussed 
previously  in  the  preamble,  "entnr"  as 
defined  in  the  final  rule  begins  when 
any  part  of  the  entrant's  body  breaks  the 
plane  of  the  entry  portal.  This  language 
indicates  the  Agency's  concern  that 
exposure  to  a  permit  space  hazard  can 
ocoir  before  the  entire  body  of  the 
entrant  is  inside  the  space.  The 
definition  of  "entry"  is  not  intended  to 
indicate  that  a  space  large  enough  to 
accommodate  only  part  of  an 
employee's  body  constitutes  a  permit 
space.  Therefore,  OSHA  has  determined 
that  the  definitions  of  "entry"  and 
"permit-required  confined  space"  are 
consistent. 

Proposed  paragraph  (b)(23)(ii)  stated, 
as  the  second  criterion,  that  a  space  had 
to  have  "limited  or  restricted  means  for 
entry  or  exit"  in  order  to  be  considered 
a  permit-required  confined  space.  The 
proposed  paragraph  listed  tanks, 
vessels,  silos,  storage  bins,  hoppers, 
vaults,  pits,  and  diked  areas  as  examples 
of  spaces  with  this  characteristic.  Some 
commenters  (Ex.  14-69)  feh  that  it  was 
appropriate  for  the  definition  to  cover 
open  top  spaces,  such  as  dikes  and 
excavations,  while  others  (Ex.  14-185) 
stated  that  those  same  spaces  should  not 
be  included. 

OSHA  Usted  these  spaces  as  examples 
of  limited  or  restricted  entry  or  exit,  not 
as  examples  of  permit  spaces,  as  some 
rulemaking  participants  believed.  The 
final  rule,  under  the  definition  of 
"confined  space",  adopts  a  sUghtly 
revised  version  of  the  language 
enumerating  the  examples  to  state  this 
intent  more  clearly.  As  indicated  in  the 
preamble  to  the  proposal  (54  FR  24089). 
OSHA  notes  that  doorways  and  other 
portals  through  which  a  person  can 


*  Subpart  Z  of  part  1910  would  require  the 
employer  to  um  feasible  anginaailng  controU  to 
maintain  atmospheric  contaminants  below 
permissible  exposure  limits.  Normally,  ventilation 
would  be  used  to  meet  the  Sub(>art  Z  requirements, 
and  the  accident  information  contained  in  the 
rulemaking  record  does  not  in-iicate  a  need  tor 
additional  regulation  of  spaces  that  cannot  be 
entered  completely. 
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walk  are  not  comideted  to  be  limited 
means  for  entry  or  exit 

Propoeed  par^raph  (bM23Miii)  atated. 
as  the  third  criterion,  that  a  space  had 
to  be  "not  designed  for  continuous 
employee  occupancy"  in  order  to  be 
considered  a  permit-required  confined 
space.  Some  commenters  expressed 
concern  regarding  the  use  of  the  phrase 
"continuous  occupancy"  in  this 
proposed  paragraph.  Some  of  them  (Ex. 
14-94. 14-143. 14-163)  argued  that 
many  spaces  are  not  daeigned  for 
continuous  employee  occupancy  but 
should  not  be  considned  as  confined 
spaces.  They  suggested  rewording  the 
proposed  definition  to  "an  enclosure 
with  a  primary  function  other  than 
human  occupancy."  (The  suggested 
language  is  essentially  identical  to 
language  in  the  ANSI  Z117.1-1989 
definition  of  "confined  space".) 

OSHA  notes  that  the  criterion  "not 
designed  for  continuous  human 
occupancy"  is  but  one  of  the  necessary 
three  criteria  reqxiired  few  a  space  to  be 
designated  a  confined  space.  Thus,  there 
may  oe  any  number  of  spaces  that  are 
not  designed  for  continuous  human 
occupancy,  but  that  cannot  be 
considered  to  be  confined  spaces  (or. 
subsequently,  "permit-required 
confined  spaces")  under  OSHA's 
definitions  because  they  do  not  meet 
both  of  the  other  two  criteria  set  forth 
in  the  "confined  space"  definition. 

The  Agency  has  determined  that  the 
suggested  language  fix)m  the  ANSI 
standard  is  not  appropriate.  The  ANSI 
language  fooises  on  what  the  primary 
function  of  the  space  is,  whereas 
OSHA's  definition  focuses  on  what  the 
space  is  designed  for.  If  the  space  is 
truly  designed  for  hiunan  occupancy, 
then  the  primary  function  of  the  space 
is  irrelevant.  For  example,  a  vented 
telecommunications  vault  is  typically 
designed  for  continuous  human 
occupancy — the  ventilation  for  the  vault 
ensures  the  presence  of  a  normal 
atmosphere  for  an  occupant  to  breathe, 
and  the  working  dimensions  of  the 
space  are  large  enough  to  allow  an  adult 
to  work  and  move  around  while  erect. 
It  could  be  argued,  however,  that  the 
primary  functicHi  of  the  vault  is  to  house 
telecommunications  equipment. 
Although  the  distinction  between  the 
"primary  function"  and  the  "design"  of 
a  space  may  seem  inconsequential, 
OSHA  believes  that  the  final  rule's 
definition  properly  places  the  focus  on 
the  design  of  the  space,  which  is  the  key 
to  whether  a  htmian  can  occupy  the 
space  under  normal  operating 
conditions. 

Another  commenter  (Ex.  14-144) 
stated  that  OSHA  should  eliminate 
"continuous"  from  the  definition 


because  its  "Manholes  and  vaulta— to 
the  extent  they  are  covered— ere 
designed  tat  employee  entry  and 
occupancy  in  order  to  service  teJephooe 
cables." 

OSHA  has  not  accepted  this 
recommendation.  One  of  the 
characteristics  of  a  confined  space  is 
that  it  is  not  designed  for  humans  to 
enter  and  woric  for  prolonged  periods 
without  any  additional  considBratioo  Ua 
saifety  and  health.  With  respect  to 
manholes  and  unvented  vaults,  the 
Agency  notes  that  atmospheric  testing 
and  portable  mechanical  ventilation  are 
among  the  recognized  procedures  that 
must  be  undertaken  (as  required  by 
§1910.268(o))  before  employees  can 
safely  enter  these  spaces.  *  'Therefore, 
the  final  rule's  definition  of  confined 
space  retains  the  proposed  phrase 
"continuous  human  occupancy". 

OSHA  notes  that  the  meaning  of 
proposed  paragraph  (b)(23Kiii)  has  been 
a  factor  in  general  duty  clause  (section 
5(a)(l])  enforcement  actions  brought  by 
the  Agency.  For  example,  General 
Dynamics  Land  Systems  Division 
(General  Dynamics)  contested  a  citation 
for  a  willful  violation  of  section  5(a)(1) 
for  failure  to  protect  employees  from 
confined  space  hazards.  The  employer 
referenced  the  proposed  language  to 
contend  that  an  M-1  tank  is  not  a 
(permit-required)  confined  space 
because  the  assembled  tank  is 
"intended"  for  continuous  employee 
occupancy.  The  Occupational  Safety 
and  Health  Review  Commission 
(OSHRC)  held  in  General  Dynamics 
Land  Systems  Div.  (15  OSHRC  1275. 
September  11, 1991)  that  the 
classification  of  a  space  would  be  based 
on  its  condition  at  the  time  employees 
would  enter,  not  on  the  ultimate  use  of 
the  space.  The  OSHRC  determined  that 
assembled  tanks  posed  a  recognized 
hazard  (freon  exposure)  and  that  it  was 
feasible  to  abate  the  hazard.  Therefore, 
the  OSHRC  held  that  OSHA  properly 
dted  General  Dynamics  for  failure  to 
implement  a  permit  space  program 
when  employees  were  assigned  to  enter 
assembled  M-1  tanks  in  which  freon 
was  being  used. 

Additionally,  the  Agency  notes  that 
the  preamble  of  the  NPRM  (54  FR  at 
24097)  stated  "Some  products  are 
considered  permit  spaces  while  they  are 
being  built,  and  entries  by  wukers  are 


*  Talecoaununicatiou  nMoholM  mhi  iin««itad 
vaults  do  poM  coofinad  (paca  hannla  (thottgh  thay 
an  not  ngulatad  undar  $1910.140).  Tha  nacasMiy 
piacautioiu  for  pRMacting  aaptoyaas  antaring  tbaM 
tptf^f  fcnm  rrmtitt^  «p«g«  hMaJJi  Mm  pf  aicrlbad 
by  $l0ia2ea(o).  A»  nolad  aarUar.  wrnrk  tat  aucfa 
mihrrhf  or  tmiIU  naad  not  cooiply  with 
§1910.14e  unlaw  Diay  ooalain  hasatdi  not  fully 

iby§ieiojaa(o). 


required  as  part  of  the  manufacturing 
process."  This  language  reflects  OSHA's 
recognition  that  there  are  spaces  (such 
as  assembled  M-1  tanks)  that  may  be 

Krmit  spaces  during  fabrication. 
cause  nazards  might  be  introduced  at 
that  time  and  because  they  are  not 
designed  for  continuous  occupancy 
until  their  manufacture  has  been 
completed.  However,  after  they  are 
completed  and  put  to  use,  the  hazards 
created  by  the  manufacturing  process 
are  not  present,  and  they  are  then 
designed  and  intended  for  continuous 
occupancy.  Thus,  they  would  not  be 
permit  speces  in  actual  use. 

Proposed  paragraph  (b)(23)(iv)  stated, 
as  the  fourth  criterion,  that  a  space  had 
to  contain  one  or  more  of  a  list  of  four 
specified  hazards  in  order  to  be 
considered  a  permit-  required  confined 
space,  llie  four  listed  hazards  were: 

(1)  Atmospheric  hazards  (proposed 
paragraph  (b)(23)(iv)(A)). 

(2)  Engulfrnent  hazards  (proposed 
paragraph  (b)(23)(iv)(B)), 

(3)  Entrapment  hazards  that  also  pose 
the  hazard  of  asphyxiation  (proposed 
paragraph  (b)(23)(iv)(C)).  and 

(4)  Any  other  recognized  serious 
safety  or  health  hazard  (proposed 
paragraph  (b)(23)(iv)(D)). 

The  first  three  hazard  characteristics 
provoked  no  controversy  or  substantive 
comment.  However,  some  commentere 
(Ex.  14-«4, 14-160. 14-171. 14-179) 
objected  to  proposed  paragraph 
(b)(23)(iv)(D)  arguing  that  the  criterion 
set  out  therein  was  so  broad  and  vague 
that  its  application  could  result  in  some 
spaces  being  inappropriately  designated 
as  permit  spaces.  For  example.  The 
National  Solid  Waste  Management 
Association  (Ex.  14-84)  felt  that: 

The  definition  contained  in  (proposed) 
$1910.146(6K23Hiv)  l«  too  vague  as  currently 
written  to  be  vvrakable,  specifically  the 
provision  in  subparagra{di  (D). 

Another  commenter  (Ex  14-62) 
suggested  that  OSHA  delete  the 
proposed  criterion  because  "Regulation 
of  these  hazards  is  best  left  to  other 
specific  OSHA  standards  for  these 
hazards."  Still  another  commenter  (Ex. 
14-63)  stated  that  OSHA  should  require 
employere  to  document  their 
determinations  regarding  this  criterion 
"to  assure  that  this  (criteria]  is  properly 
considered  in  assessing  the  space." 

OSHA  does  not  agree  with  the 
comments  regarding  proposed 
paragraph  (b)(23)(iv)(D).  In  particular, 
the  Agency  has  determined  that  the 
provision  needs  to  be  worded  in  the 
broadMt  poaaible  terms  so  that 
emplo3rere  are  required  to  protect 
afiiacted  employees  from  any  serious 
hazards  which  may  be  confronted  in  a 


space  progn 
means: 
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permit  spaca  Examples  of  "other" 
serious  hazards  are  radiation,  noise, 
electricity,  and  moving  parts  of 
machinery.  OSHA  also  believes  that  it  is 
unnecessary  to  specify  that  employers 
dociiment  their  compliance  with  this 
provision.  The  Agency  will  be  able  to 
determine,  based  on  an  inspection  of  a 
confined  space,  whether  or  not  the 
conditions  found  pose  hazards  serious 
enough  to  warrant  designating  the  space 
as  a  permit-required  confined  space.  In 
makhig  this  determination,  OSHA  will 
use  the  same  sources  of  information  any 
knowledgeable  person  would:  national 
consensus  standards  and  government 
and  industry  guidelines. 

OSHA  is  promulgating  the  definitions 
of  "confined  space",  ".non-permit 
confined  space",  and  "permit-required 
.confined  space"  as  previously 
described.  The  Agmcy  believes,  based 
on  the  rulemaking  record  considered  as 
a  whole,  that  the  final  rule's  definitions 
of  these  terms  properly  describe  the 
spaces  being  regulated  here,  that  these 
provisions  will  provide  gmdance  to 
employees  and  emplovers  for  complying 
with  §1910.146,  and  that  this  will  result 
in  the  best  protection  for  employees 
exposed  to  permit  space  hazards. 

The  term  "permit-required  confined 
space  program  (permit  space  program)" 
means: 

...  the  employer's  overall  program  for 
controlling,  and,  where  appropriate,  for 
protecting  employees  from,  permit  space 
hazards  and  for  regulating  employee  entry 
into  permit  spaces. 

Paragraph  (c)(4)  of  final  §1010.146 
requires  employers  whose  employees 
enter  a  permit  space  to  develop  and 
implement  a  written  "permit-required 
confined  space  program".  In 
promulgating  this  requirement,  OSHA 
has  used  this  term  to  stress  the 
importance  of  taking  a  systematic 
approach  to  permit  space  operations. 
Except  for  editorial  cnanges,  the 
definition  in  the  final  rule  is  very 
similar  to  the  proposed  definition  of  this 
term.  OSHA  has  replaced  the  projKised 
language  addressing  the  prevention  of 
unauthorized  employee  entry  with 
language  that  more  accurately  indicates 
the  general  purpose  of  a  permit  space 
program,  that  is,  "regulating  employee 
entnr  into  permit  spaces". 

The  term  "permit  system"  in  this  final 
rule  replaces  the  proposed  term  "entry 
permit  system".  "Permit  system"  is 
defined  as: 

...  the  employer's  written  procedure  for 
preparing  and  issuing  permits  for  entry  and 
for  returning  the  permit  space  to  service 
following  termination  of  entry. 

The  final  rule's  definition  is 
essentially  the  same  as  the  proposed 


definition  except  that  the  Umguage 
specifying  that  the  permit  system 
designates,  by  name  or  title,  the 
individuals  who  may  authorize  entry 
has  been  removed,  "niat  provision  is 
regulatory  in  nature  rather  than 
definitional. 

The  term  "prohibited  conditicm"  in 
the  final  rule  replaces  die  proposed  term 
"not-permitted  condition".  "PrtAibited 
condition"  is  defined  as: 

...  any  ooiMiiti(»  in  a  pennit  spaca  that  is 
not  allowed  by  the  permit  during  the  period 
when  entry  is  authorized. 

"Prtdiibited  condition"  is  the  torn 
used  in  the  final  standard's  regulatory 
text.  Although  no  substantive  comments 
were  received  on  the  proposed  term,  the 
Agency  is  using  "prohibited",  because 
the  term  "not-pmmitted"  is  stilted.  The 
new  term  certainly  conveys  the  same 
meaning  and  improves  the  readability  of 
the  standard.  The  definition  itself  has 
been  clarified  to  state  ^ledfically  that 
the  term  "prohibited  condition"  appUes 
only  to  the  period  during  which  entry 
into  the  permit  space  is  authorized. 
OSHA  notes  that  there  is  no  reason  fat 
a  condition,  or  set  of  conditions,  to  be 
prohibited  in  a  permit  space  until 
employee  entry  is  authorized.  While 
this  meaning  was  intended  in  the 
proposed  definition,  it  was  not  stated 
clearly. 

The  term  "rescue  service"  means: 

...  the  porsonnel  designated  to  rescue 
employees  from  permit  spaces. 

The  definition  of  this  term  has  been 
taken  from  the  proposed  definition  of 
"in-plant  rescue  team".  This  is  the  term 
that  has  been  adopted  to  apply  to  both 
in-plant  as  well  as  outside  rescue 
services.  The  use  of  this  term  in  place 
of  the  proposed  term  and  the  rationale 
behind  the  definition  are  explained 
under  the  discussion  of  paragraph  (k) 
later  in  this  preamble. 

The  final  rule  substitutes  the  term 
"retrieval  system"  for  the  proposed  term 
"retrieval  line"  and  defines  a  "retrieval 
system"  as: 

...  the  equipment  (including  a  retrieval 
line,  chest  or  full-body  harness,  wrisdets,  If 
appropriate,  and  a  lifting  device  or  anchor) 
used  for  non-entry  rescue  of  persons  from 
permit  spaces. 

The  proposed  definition  was  similar, 
except  that  it  recognized  the  use  of 
wristlets  as  an  acceptable  altomative  to 
the  use  of  a  chest  or  body  harness.  A 
representative  of  the  Chevron 
Corporation  (Houston  Tr.  862)  has 
stated: 

We  believe  that  wrristlet  devices  interfara 
with  effective  wonk  and  expose  the  employee 
to  additional  injury  in  the  fevaat)  of  a  reecua. 


OSHA  agrees  with  this  comment  and 
has  therefore  changed  the  definition  of 
"retrieval  system"  to  make  it  clear  that 
wristlets  are  not  ordinarily  acceptable 
fcff  use  by  themselves.  Wristlets  may  be 
used  only  in  oonjunction  with  a  cheat  or 
body  harness,  imless  the  employer  can 
demonstrate  that  the  use  of  a  diest  or 
full  body  harness  is  infiaasible  or  creates 
a  greater  hazard  and  that  the  use  of 
wristlets  is  the  safest  and  most  effective 
alternative.  (See  the  sununary  and 
explanation  of  paragraph  (kH3Mi)  of  the 
final  rule.)  FurUiermore.  OSHA  will 
permit  the  use  of  wristlMs  only  if  such 
use  will  not  intedere  with  the  work  [fat 
example,  by  entangling  entrants)  and 
will  not  expose  the  employee  to 
additional  injury  in  case  of  a  rescue. 

The  Chevron  representative  further 
stated  (Houstcm  Tr.  862): 

We  also  believe  that  continuously  attached 
retrieval  lines  present  entanglement 
problems.  Therefore,  we  recommwnd  that  the 
definition  read  "Means  a  line  or  rope  secured 
at  one  end  to  the  worker  tiy  a  chest,  waist  or 
full-body  harness  of  the  type  that  suspends 
a  person  in  the  upright  position  and  with  its 
other  end  secured  to  a  lifting  device  or  to  an 
anchor  point  outside  the  entry." 

Chevron  had  also  suggested  (Ex.  14- 
174)  that  the  proposed  definiticm  be 
revised  to  state:  "The  retrieval  line  may 
be  disengaged  at  the  worker  during 
those  periods  of  activity  that  the 
employer  identifies  as  creating  hazards 
of  entanglement" 

While  OSHA  recognizes  that 
entanglement  can  pose  difficulties  for 
entries  performed  using  retrieval 
systems,  the  Agency  htn  not  made  the 
suggested  dianges.  First,  the  Ag«acy 
believes  that  adding  the  suggested 
language  "of  the  type  that  suspends  a 
person  in  the  upri^t  position"  would 
not  address  concerns  regarding  potential 
entanglement  hazards.  OSHA  also 
believes  that  compliance  with  the 
requirements  of  paragraphs  (d)  and  (k) 
of  the  final  rule  (regarding  rescue 
equipment  and  procedures)  wrill 
minimize  entanglement  hazards. 
Therefore,  the  Agency  believes  that 
concerns  regarding  entanglement  can  be 
addressed  without  revising  the 
proposed  definition.  Second,  OSHA 
believes  that,  considering  the 
suddenness  with  whkii  pennit  spece 
hazards  often  manifiast  themselves, 
entrants  who  have  disengaged  from 
their  retrieval  lines  are  not  adequately 
protected  from  permit  space  hazards. 
"Hierefore,  the  Agency  expects  that 
employers  who  have  a  reasonable  besis 
for  determining  that  the  use  erf  retrieval 
systems  will  pose  excessive  risk  of 
entanglement  will  implunent  other 
rescue  equipment  and  fsocadaies. 
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Also,  a  hearing  participant  testified 
(Chicago  Tr.  96): 

In  (Sl910.]146(b)(2S),  we  do,  however, 
recommend  some  diffeTent  wording  for 
retrieval  line  in  that  it  appears  in  this  section 
that  a  retrieval  line  is  required  in  each  and 
every  confined  space  entry  situation.  There 
are  situations  where  retrieval  lines  are 
ineffective,  or  inappropriate,  or  simply  not 
required. 

In  particular,  the  hearing  participant 
stated  that  retrieval  lines  are  not  needed 
for  work  inside  the  mud  drum  of  a 
steam  boiler  because  entrant's  feet  never 
enter  the  permit  space  and  that  "the 
configuration  of  the  interior  of  a 
distillation  column  or  more  complex 
vessel  will  make  a  retrieval  Une 
inappropriate."  OSHA  notes  that  the 
proposed  definition  was  provided 
simply  for  the  guidance  of  those 
employers  who  choose  to  comply  with 
the  proposed  requirement  for  rescue 
capability  (proposed  §1910.146(c)(8)) 
through  the  use  of  retrieval  lines.  OSHA 
recognizes  that  the  use  of  retrieval 
systems  is  not  always  feasible  for  permit 
space  entry.  Therefore,  as  discussed 
further  under  the  summary  and 
explanation  of  paragraph  (k)(3)  of  the 
final  rule,  the  Agency  is  requiring  the 
use  of  retrieval  systems  unless  the 
system  would  increase  the  risk  to 
authorized  entrants  or  the  system  would 
not  contribute  to  rescue.  OSHA  believes 
employers  should  have  rescue 
personnel  perform  their  duties  from 
outside  the  permit  space  wherever 
possible,  so  that  rescuers  are  not 
exposed  to  permit  space  hazards. 

In  addition,  OSHA  has  clarified  the 
proposed  definition  by  specifying  the 
means  by  which  the  retrieval  system  is 
attached  to  the  authorized  entrant  and 
the  means  by  which  the  authorized 
entrant  is  Ufted  firom  the  permit  space. 
The  definition,  as  revised,  also  clearly 
indicates  that  retrieval  systems  are  to  be 
used  only  for  non-entry  rescues. 

The  term  "testing"  means: 

...  the  process  by  which  the  hazards  that 
may  confront  entrants  of  a  permit  space  are 
identified  and  evaluated.  Testing  includes 
specifying  the  tests  that  are  to  be  performed 
in  the  permit  space. 

This  definition,  which  did  not  appear 
in  the  NPRM,  was  added  to  indicate 
clearly  what  the  term  "testing"  means. 
The  final  rule,  like  the  NPRM,  sets 
testing  requirements  (in  §1910.146(d)(2) 
and  (d)(5),  for  example).  The  final  rule 
also  contains  non-mandatory  Appendix 
B,  which  contains  guidance  for 
employers  who  perform  atmospheric 
testing.  OSHA  intends  the  term  to  cover 
the  evaluation  of  permit  space 
conditions  both  at  the  time  an  employer 
initially  identifies  the  hazards  and 


devises  control  meastu^s  and  at  the  time 
entry  would  actually  take  place. 
Additionally,  the  Agency  has 
determined  that  it  is  appropriate  to 
specify  that  the  testing  process  includes 
specifying  the  tests  to  be  performed,  so 
that  OSHA  can  determine  if  the  tests 
performed  correspond  to  the  identified 
permit  space  hazards.  A  note  has  been 
included  to  indicate  the  purpose  of 
testing. 

Paragraph  (c).  General  Requirements. 

Paragraph  (c)  sets  forth  general 
requirements  for  employers  whose 
operations  era  within  the  scope  of 
§1910.146.  This  paragraph  reflects  the 
Agency's  determination,  discussed 
earlier  in  this  preamble,  that  it  is 
necessary  to  establish  a  comprehensive 
regulatory  framework  under  which 
employers  are  explicitly  required  to 
identify  any  permit  spaces  at  their 
workplaces  and  to  take  the  appropriate 
measures  for  the  protection  of  affected 
einployees. 

Proposed  paragraph  (c)  contained 
general  requirements  for  the 
identification  of  permit  spaces  and  for 
the  protection  of  affected  employees 
from  the  hazards  posed  by  any  permit 
spaces  identified.  The  introductory  text 
of  proposed  paragraph  (c)  would  have 
required  employers  to  identify  any 
permit  spaces  in  their  workplaces,  to 
determine  if  their  employees  would 
enter  any  such  spaces,  and  to  take  the 
appropriate  action  (closing  off  the 
permit  space,  retaining  a  contractor,  or 
instituting  a  permit  space  program) 
based  on  that  determination.  The 
balance  of  the  paragraph  (proposed 
paragraphs  (c)(1)  through  {c)(10)) 
specified  the  elements  of  the  permit 
space  program  to  have  been  followed  by 
employers  who  had  employees  (either 
their  own  or  those  of  contractors)  enter 
permit  spaces. 

The  permit  space  program 
requirements  from  proposed  paragraph 

(c)  have,  in  general,  been  placed  in 
paragraph  (d)  of  final  §1910.146.  (For  a 
cross-reference  of  the  destinations  of  the 
provisions  of  the  proposal,  see  the 
Distribution  Table.)  A  discussion  of 
these  paragraphs  can  be  found  in  the 
summary  and  explanation  of  paragraph 

(d)  later  in  this  preamble. 

Redesignation  Table  to  §1910.146 
Proposed  paragraph         Final  paragraph 

(a)  (a) 

(b) (b) 

(c)  intro  text  first  (c)(1) 

sentence. 

second  sentence  ....  (c)(6) 

third  sentence (c)(3) 

fourth  sentence (c)(4) 


Redesignation  Table  to  §1910.146 
Continued 

Proposed  paragraph         Final  paragraph 

(c)(1) (dK2) 

(c)(2) (d)(3) 

(c)(3) (d)(10) 

(c)(4) (c)(2) 

(c)(5) (d)(1) 

(c)(6) (g) 

(c)(7) (d)(4) 

(c)(8) (dM4)(viii).  (d)(9) 

(c)(9) ., (d)(3)(iv).  (d)(4)(vi) 

(cKlO) (cM8) 

(d)(1)  -..  (e)(1) 

(d)(2)(i) '  (f)(7) 

(dM2)(ii) (f)(8) 

(dK2)(iii)  (0(8) 

(d)(2)(iv) (f)(9) 

(d)(2)(v) :.  (f)(13) 

(d)(2)(vi) (0(11) 

(d)(2)(vii) (0(13) 

(d)(2)(viii)  (0(12).  (0(13) 

(d)(2Kix) (0(13) 

(d)(2)(x) (0(14) 

(d)(3)  intro  text Removed 

(d)(3)(i) (0(1) 

(d)(3)(ii) (0(2) 

(d)(3)(iii)  (0(3) 

(d)(3)(iv) (0(4) 

(d)(3)(v) (0(5) 

(d)(3)(v0 (0(6) 

(d)(3){vii) (0(6) 

(d)(4)  (0(15) 

(d)(5)  (e)(2) 

(d)(6)  (e)(5) 

(e)  intro  text (g) 

(e)(1) (hMD 

(e)(2)(i)  (hM3) 

(e){2)(ii) (hM4) 

(e)(3) (h)(2) 

(e)(4) (h)(5) 

(0  intro  text  (g),  (i)(4) 

(0(1)  (i)(3) 

(0(2)  (i)(l).  (i)(6) 

(0(3)(i) (IMS) 

(0(3)(ii) (i)(6) 

(0(3)(iii) (iK7) 

(0(3)(iv) (i)(8) 

(0(4)  (i)(9) 

(g)  intro  text  ..„ (g) 

(g)(l)(i)  (i)(2) 

(g)(l)(ii) ())(2) 

(g)(l)(iii) ; 0)(6) 

(g)(l)(iv)  (jK3) 

(g)(l)(v)  (jK3) 

(g)(l)(vi)  Removed 

(g)(2) .• (j)(5) 

(h)  intro  text  (k)  intro  text 

(h)(l)(i) (k)(l)(i) 

(h)(l)(ii) (k)(l)(ii) 

(h)(l)(iii)  (k)(l)(iii) 

(hMl)(iv) (k)(l)(iv) 

(h)(2)  (k)(2) 

(i) (c)(5) 

Paragraph  (c),  titled  "General 
requirements"  in  this  final  rule, 
corresponds  generally  to  the 
introductory  text  of  paragraph  (c)  in 
combination  with  paragraphs  (c)(4),  (3] 
and  (10)  of  the  proposed  rule.  The 
introductory  text  of  the  proposed 
paragraph  (c)  (titled  Permit  required 
confined  space  program  (entry  permit 
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program/)  did  not  pertain  directly  to  the 
establishment  of  a  permit  program,  but 
contained  information  and  requirements 
leading  up  to  the  development  of  a 
permit  program.  OSHA  has  decided  that 
the  inclusion  of  these  reqtiirements  in  a 
separate  paragraph,  preceding  the 
paragraph  pertaining  to  the  permit  entry 
program,  is  logical  and  adds  clarity  to 
the  final  rule.  Therefore,  paragraph  (c), 
titled  General  requirements,  has  been 
added  to  the  final  r\ile. 

Paragraph  (c)(1)  of  the  final  rule 
requires  employers  to  evaluate  their 
workplaces  and  to  determine  if  they 
contain  permit-required  confined 
spaces.  This  provision  corresponds  to, 
and  is  essentially  the  same  as,  the  first 
sentence  of  the  introductory  text  of 
proposed  paragraph  (c).  OSHA  has 
included  a  note  referencing  Appendix 
A.  the  decision  flowchart,  to  facilitate 
compliance  with  the  final  rule. 

A  Tew  rulemaking  participants  (Ex. 
14-116, 14-170, 138)  stated  that  it  was 
inappropriate  to  require  an  initial 
survey  of  workplaces  to  identify  permit 
spaces.  For  example,  the  Chemical 
Manufacturers  Association  (CMA).  in  its 
post-hearing  comment  (Ex.  138), 
objected  to  proposed  paragraphs  (c)  and 
(c)(1).  CMA  interpreted  the  proposal  to 
require  a  "grand  survey"  of  the 
workplace  to  identify  permit-required 
confined  spaces,  followed  by  an 
analysis  of  the  severity  of  the  associated 
hazards  in  those  spaces.  Another 
commenter,  the  Monsanto  Company 
(Ex.  14-170).  stated: 

Paragraph  (c)(1)  could  be  interiweled  to 
require  an  initial  survey  to  identify  all 
confined  spaces  and  to  assess  the  severity  of 
the  hazards  that  would  be  encountered  l^ 
those  who  may  enter  these  confined  spaces 
at  any  future  time.  Monsanto  agrees  with  the 
concept  of  identifying  confined  spaces  and 
their  hazards  but  strongly  disagrees  that  an 
initial  survey,  should  that  l»e  OSHA's  intent, 
is  necessary.  In  fact,  it  could  he 
counterproductive  to  good  hazard  control. 
Not  only  do  confined  spaces  change,  as 
QsHA  acknowledges,  but  the  hazards 
involved  in  tbe  confined  sp>acas  often  change. 
T)ie  hazards  could  be  different  for  tbe  same 
confined  space  depending  on  the  work  that 
is  planned  to  be  done  inside  the  space.  For 
all  of  these  reasons.  Monsanto  believes  that, 
and  has  demonstrated  that,  employees  can 
identify  confined  spaces  and  the  hazards 
thereof  by  1]  training  them  to  recognize 
confined  spaces.  2)  to  identify  the  hazards 
and  assess  their  sererity,  and  3)  select  and 
implement  their  protective  measures  just 
prior  to  executing  the  entry  and  as  a  part  of 
the  preparation  of  the  entry  permit.  We 
would  strongly  reconunend  that  OSHA  not 
require  an  initial  identification  of  all  spaces 
and  their  severities.  (Emphasis  supplied  in 
original.l 

NIOSH  testified  (Washington  Tr.  110) 
in  favor  of  the  proposed  requirement 


stating:  "In  37  of  the  44  incidents 
[investigated  as  part  of  the  FACE  project 
through  December  1988]  failiu^s  to 
recognize  the  operations  as  involving  a 
confined  space  was  a  contributing 
factor." 

OSHA  has  determined  that 
workspaces  that  meet  the  definition  of 
permit  space  need  to  be  identified  at  the 
time  the  final  rule  goes  into  effect  rather 
than  when  the  employer  decides  that 
certain  workspaces  will  be  entered.  The 
Agency  beUeves  that  the  initial 
workplace  survey  is  essential  because, 
at  the  very  least,  it  alerts  the  employer 
to  the  need  for  measures  to  prevent 
unauthorized  entry.  Also,  delays  in 
efforts  to  identify  permit  spaces  could 
compromise  the  safety  of  mitry 
operations  undertaken  to  deal  with 
emergencies  or  other  imforeseen 
circumstances.  If  an  employer  has  not 
evaluated  the  workplace,  he  or  she 
would  not  even  be  able  to  provide  the 
necessary  training  to  employees  so  that 
they  can  indeed  readily  identify  permit 
spaces.  In  any  event,  relying  on 
employees  as  the  primary  source  of 
information  for  identifying  and 
controlling  permit-required  confined 
spaces  would  improperly  place  the 
principal  burden  for  worker  safety  on 
the  employee  rather  than  on  the 
employer,  who  is  in  the  better  position 
to  identify  hazards  present  in  his  or  her 
own  workplace. 

OSHA  has  also  determined,  based  on 
the  incident  data  in  the  rulemaking 
record  (Ex.  13-10. 13-15, 13-16, 14- 
159),  that  the  failure  to  identify  permit 
spaces  properly  has  resulted  in  many 
fatalities  and  injuries.  The  Agency 
believes  that  the  initial  survey  will 
facilitate  employers'  efforts  to  develop 
and  implement  appropriate  measures  so 
that  a  protective  permit  space  program 
is  in  place  when  entry  ofjerations  are 
initiated. 

OSHA  notes  that  the  comments 
opposing  this  provision  in  its  proposed 
form  were  more  concerned  that  the 
Agency  would  require  a  detailed  hazard 
analysis  for  each  space  identified  as  a 
possible  permit-required  confined 
space.  Final  §1910.146(c)(l)  requires 
only  the  identification  of  permit  spaces. 
The  detailed  evaluation  and 
classification  of  hazards  found  within 
the  space  is  addressed  by  paragraph 
(d)(2),  which  is  discussed  later  in  this 
preamble.  OSHA  further  notes  that  any 
entry  into  a  confined  space  performed 
in  order  to  detwmine  whether  or  not 
that  space  is  a  permit  space  must  be 
performed  as  if  the  space  were  known 
to  be  a  permit  space. 

Paragraph  (c)(2),  which  cori«sponds 
to  proposed  paragraph  (c)(4),  addresses 
the  employer's  responsibility  to  inform 


their  employees  of  die  pieeeoce  of 
permit-required  coifined  spaces.  This 
paragraph  in  tbe  final  rule  requires 
employers  who  find  peimit  space*  ia 
their  woriicplaces  to  infonn  exposed 
employees  of  the  existence  and  location 
of  tnose  permit  spaces. 

Propoaad  paragraph  (c)(4)  would  havo 
required  all  permit  sp$CM  to  be  posted 
with  signs  indicting  what  hazards  were 
present  and  that  only  authorized 
entrants  could  mter.  Some  respondents 
to  the  NPRM  (Ex.  14-76, 14-77) 
objected  to  this  paragraph  of  the 
proposal,  basing  their  ohjections  on  the 
opinion  that  such  a  requirement  would 
be  prohibitively  expensive  and  an 
invitation  to  unauthorized  entries, 
particularly  by  teenagers,  and  to 
vandalism.  In  Issue  14  of  the  hearing 
notice  (54  FR  41463).  OSHA  asked  for 
further  information  on  the  proposed 
requirement  for  the  posting  of 
informational  signs  near  permit  spaces. 
OSHA  asked,  in  its  hearing  notice,  how 
such  spaces  should  be  identified  to 
protect  employees.  The  Agency  also 
requested  actual  and  projected  costs  of 
informing  employees  that  a  workplace 
contains  permit  spaces. 

The  Agency  received  extensive 
written  comments  addre&sing  paragraph 
(c)(4)  (Ex.  14-9, 14-30, 14-45, 14-52, 
14-57. 14-59, 14-68, 14-76, 14-78, 14- 
80, 14-86. 14-88. 14-91, 14-94, 14-101, 
14-111. 14-133, 14-143, 14-150. 14- 
153, 14-157, 14-163, 14-188. 14-170. 
14-173,  14-174. 14-176.  14-178. 14- 
179. 14-184. 14-189, 14-191, 14-214, 
14-222).  There  also  was  discussion  of 
the  issue  during  the  public  hearings 
(Houston  Tr.  779-780. 940-942;  Chicago 
Tr.  272-274,  447-448). 

One  commenter  offered  support  for 
&e  proposed  requirement  to  require 
signs  at  all  confined  spaces.  The  Quaker 
Oats  Company  (Ex.  14-173)  stated: 

We  recommeDd  that  eH  permit  spaces  be 
posted,  notifying  empioyees  that  hazards 
may  be  present  and  only  authorized  entrants 
[may]  enter.  These  signs  would  be 
appropriate  postings  during  noa-eotry  times 
and  during  the  permitted  entry.  All 
empioyees  should  be  instructed  as  to 
restricted  areas,  and  confined  spaces  should 
be  secured  whenever  feasible  with  positive 
barriers  such  as  locks. 

An  overwhelming  majority  of 
commenters,  however,  objected  to  the 
proposed  requirement  for  posting  signs 
identif3ring  all  perroit-requirad  confined 
spaces  and  the  hazards  contained 
within  the  spaces  (Ex.  14-9, 14-76, 14- 
78, 14-80. 14-88. 14-94. 14-111. 14- 
143. 14-153. 14-170, 14-176. 14-189, 
14-222, 138).  The  commaoters  who 
objected  to  the  proposed  requirement 
identified  several  burd«»  r^ated  to  the 
proposed  rule. 
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Some  objections  dted  the  great 
expense  and  total  impracticality  of 
posting  a  sign  at  the  entrance  to  every 
confined  space  in  the  workplace.  For 
example.  S.C.  Johnson  k  Son.  Inc. 
(Ex.14-222)  stated: 

Th«  problem  with  this  provision  is  that  it 
would  require  signs  to  be  posted  at  himdreds 
of  thousands  of  locations.  Virtually  every 
piece  of  equipment,  vault,  or  pit  large  enough 
for  an  employee  to  "stick  his  head  In"  would 
qualify  as  a  potential  confined  space. 

In  a  similar  vein,  the  Eastman  Kodak 
Company  (Ex.  14-176)  stated: 

In  a  complex  chemical  plant,  there  will  be 
hundreds  of  tanks,  reactors,  columns,  and 
other  process  vessels  which  qualify  under  the 
profKJsed  definitions. 

Union  Carbide  (Ex.  14-88)  also 
objected  to  the  numerous  signs  that 
would  be  required  as  follows: 

The  problem  with  both  provisions  is  that, 
as  applied  to  a  modem  chemical  plant,  they 
would  require  identification,  evaluation,  and 
notification  of  hundreds  or  thousands 
(perhaps  tens  of  thousands)  of  confined 
spaces.  Virtually  every  piece  of  equipment, 
vault  or  pit  large  enough  for  an  employee  to 
enter  would  qualify  as  a  confined  space,  and 
there  are  uncounted  numbers  of  those. 

Every  manhole  into  a  sewer  or  electrical  or 
telecommunications  area  is  a  confined  space. 
Would  OSHA  require  every  manhole  cover 
throughout  the  United  States  have  a  sign 
warning  of  the  hazards  which  may  be 
present? 

OSHA  also  received  testimony  at  the 
hearings  (Chicago  Tr.  272-274;  Houston 
Tr  779-780. 94(^-942)  regarding  the 
number  of  signs  that  would  be  required. 
For  example.  Rohm  &  Haas  (Houston  Tr. 
941)  testified  as  follows: 

This  aspect  would  require  us  to  {>ost  up  to 
3000  additional  signs  in  our  plant.  This  type 
of  labelling  would  be  counter-productive  and 
would  also  detract  from  the  performance- 
oriented  goal  of  the  standard. 

Posting  of  signs  would  create  over-reliance 
on  a  sign  to  identify  a  confined  space.  We  are 
concerned  that  we  may  miss  identifying 
many  of  these  spaces  during  the  plant-wide 
survey  mentioned  above,  and  as  a  result 
some  spaces  will  not  have  signs  posted.  If  an 
employee  relies  on  a  sign  to  tell  him  that  a 
confined  space  hazard  exists,  he  may 
determine  that  a  confined  space  hazard  is  not 
present  if  a  sign  is  not  posted. 

Similarly.  AMOCO  testified  (Chicago 
Tr.  272)  as  follows: 

Paragraph  (c)(4)  requires  the  posting  of 
signs  near  the  entrance  of  confined  spaces. 
There  is  no  qualifier  to  indicate  that  the  signs 
would  be  required  only  when  there  is  a 
potential  access  to  the  space.  A  broad 
interpretation  of  this  paragraph  would 
require  us  to  post  signs  at  the  potential 
entrances  of  confined  spaces  regardless  of 
whether  access  to  the  space  is  physically 
possible. 


In  our  fiKdlities.  there  are  Utsnlly 
thousands  of  potentiarentrancas  to  confined 
spaces. 

Some  commenters  identified  the 
impracticahty  of  identifying  such  spaces 
as  storm  and  sanitary  sewers.  For 
example.  United  Technologies  (Ex.  14- 
178)  stated: 

We  know  of  no  practical  method  of  posting 
signs  near,  yet  outside  of,  manholes  located 
at  grade  level  in  roadways,  parking  lots,  floor 
spaces,  etc. 

The  City  of  Cincinnati  (Ex.  14-9)  also 
noted  the  impracticality  of  applying  the 
posting  requirement  to  manholes  and 
sewers  as  follows: 

Many  areas  in  the  munlcipalify  meet  the 
criteria  of  "permit  required  confined  spaces." 
but  do  not  allow  for  the  posting  of  signs.  All 
of  our  sewers  fall  into  this  category,  both 
storm  water  and  combined  sewers. 

In  a  public  environment,  signs  on  eveiy 
manhole  in  the  street  is  impractical! 

Other  commenters  identified  the 
burden  of  hsting  individual  hazards  in 
a  confined  space  on  the  sign.  They 
argued  that  the  burden  of  updating  or 
replacing  signs  whenever  the  hazards 
within  a  confined  space  changed  or 
whenever  the  sign  was  destroyed  was 
unreasonable.  For  example.  Union 
Carbide  (Ex.  14-88)  commented  as 
follows: 

Besides  the  burdens  associated  with  those 
requirements.  Union  Carbide  is  concerned 
that  they  may  actually  pose  hazards  to 
employees.  The  main  hazard  is  an 
overreliance  on  lists  and  signs.  The  presence 
of  hundreds  or  thousands  of  signs  throughout 
a  chemical  plant  would  tend  to  downgrade 
awareness  on  the  part  of  employees,  who 
would  come  to  assume  that  if  a  space  is  not 
on  a  list  or  lacks  a  sign,  then  it  is  not  a 
permit-required  confined  space.  Yet,  the 
large  number  of  such  spaces  creates  the  very 
real  possibility  that  some  may  be  overlooked, 
despite  the  most  vigilant  of  programs.  The 
result  could  be  employee  entry  into  permit- 
required  confined  spaces  without  taking  the 
necessary  precautions.  Even  if  every  single 
permit  space  were  identified  on  a  list  and 
with  a  sign,  signs  fall  off  or  are  obsciired. 
particularly  in  chemical  plants  where  sign 
maintenance  is  a  major  undertaking.  Where 
hazards  change  with  changes  in  service,  a 
posted  sign  may  be  outdated  and  hence 
dangerously  misleading. 

Organizational  Resources  Counselors. 
Inc.  (ORG,  Ex.  14-143)  echoed  this 
concern: 

Also,  even  when  a  sign  has  been  posted 
outside  a  confined  space,  it  can  deteriorate, 
be  removed,  or  become  obscured.  Where 
hundreds  of  such  signs  must  be  posted,  it  is 
even  more  likely  that  at  least  some  of  the 
signs  will  be  damaged,  removed,  or  obscured. 

Finally,  requiring  each  sign  to  list  the 
hazards  which  could  be  present  in  each 
confined  space  would  be  an  administrative 
nightmare,  especially  where  the  hazards  of 


confined  spaces  change  frequently  or  are 
varied.  For  example,  the  hazards  posed  by 
entry  into  a  tank  or  vessel  will  depend  on  the 
last  contents.  Are  new  signs  to  be  posted 
every  time  a  new  chemical  is  introduced? 

One  hearing  participant  (Chicago  Tr. 
273)  also  claimed  that  sign  maintenance 
would  be  costly,  testifying  as  follows: 

Since  most  of  the  signs  in  a  refinery  or 
chemical  plant  are  exposed  to  weather,  their 
maintenance  would  be  extremely  expensive. 

The  Chemical  Manufacturers 
Association  (Ex.  138)  maintained  that 
signs  can  create  a  false  sense  of  security 
and  can  lead  to  information  overload. 
They  contended  that  a  large  number  of 
warning  signs,  which  would  be  required 
in  many  chemical  plants,  would  be 
inefiiBCtive  because  employees  tended  to 
ignore  them. 

As  an  alternative  to  posting  signs. 
many  commenters  suggested  the  use  of 
an  effective  confined  space  permit  entry 
system  in  combination  v«rith  training  as 
an  alternative  to  posting  signs  (Ex.  14- 
57. 14-76. 14-78. 14-86, 14-88. 14-91. 
14-94, 14-111. 14-143. 14-157. 14-170, 
14-176. 14-184. 138).  For  example. 
Beaumont  k  Associates  (Ex.  14-57) 
stated: 

Employee  training  al)out  confined  spaces 
should  be  allowed  in  place  of  signs 
designating  confined  spaces. 

Also,  the  Texas  Chemical  Council, 
(Ex.  14-86)  said: 

It  is  critical  that  employees  l>e  trained,  as 
well  as,  possibly  reminded,  depending  upon 
the  entry  condition. 

Union  Carbide  (Ex.  14-88)  supported 
the  training  alternative  as  follows: 

In  its  years  of  experience  with  confined 
space  permit  programs.  Union  Carbide  has 
learned  that  proper  employee  training  and 
education  to  identify  permit  spaces  and  their 
hazards  are  more  effective,  more  efficient, 
and  safer  than  the  overly  burdensome 
approach  proposed. 

Still  another  commenter  (Ex.  14-91) 
agreed  with  this  point,  stating: 

Training  is  a  more  appropriate  and 
effective  means  of  informing  employees  of 
permit  space  hazards. 

One  commenter  (Ex.  14-68) 
disagreed,  arguing  that  training  was  an 
ine^ctive  means  of  preventing 
unauthorized  entry,  as  follows: 

Training  is  not  an  effiactive  means  of 
preventing  unauthorized  entry  nor  is  a 
posted  sign.  The  use  of  the  conjunction,  "or." 
in  the  proposed  standard  leaves  the  employer 
a  choice  among  providing  a  positive  denial 
of  entry  provision  such  as  a  locked  t)arrier, 
posting  a  warning  sign  or  providing  training. 
There  shoidd  be  no  doubt  that  the  first  choice 
will  usually  be  "training"  such  as  "Don't  go 
in  thera."  At  most,  a  sifpa  may  be  posted  to 
supplement  the  instructions.  These 
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precautions  are  so  inadequate  as  to  be  no 
precaution,  ifimphasis  supplied  in  original.] 

Many  of  the  accidents  in  the 
rulemakinK  record  resiilted  when  an 
employee  failed  to  recognize  the 
hazards  involved  in  entering  a  permit- 
required  confined  space.  Therefore, 
OSHA  has  determined  that  it  is 
important  to  identify  permit  spaces  and 
to  inform  employees  of  their  presence 
and  the  hazards  involved. 

At  the  time  of  the  proposal,  OSHA 
believed  that  the  posting  of  warning 
would  be  the  most  cost  effective  method 
of  warning  employees.  In  that  regard, 
the  Agency  recognized  that  training  all 
employees  in  the  location  of  all  permit 
spaces  and  in  the  hazards  involved  in 
each  space  could  impose  significant 
costs  on  employers.  However,  as 
brought  out  t)y  the  rulemaking 
participants,  the  posting  requirement  in 
the  proposal  did  not  account  for  existing 
permit  space  programs  that  have  been 
successfully  protecting  employees, 
using  a  wide  range  of  approaches  to 
providing  the  necessary  information  to 
employees. 

The  record  also  indicates  that  some 
rulemaking  participants  interpreted 
proposed  paragraph  (c)(4)  to  require  the 
specific  hazards  posed  by  the  space  to 
be  listed  on  the  sign.  OSHA  did  not 
intend  the  sign  to  contain  a  list  of  all  the 
specific  hazards  posed  by  the  permit 
space.  Rather,  the  proposed  nue  would 
simply  have  required  the  basic  type  of 
hazard  (such  as  asphyxiation  and 
engulfinent)  to  be  mentioned.  In  fact,  in 
explaining  this  provision  of  the 
proposal  (54  FR  24091),  OSHA  stated: 

The  Agency  believes  that  employees  need 
this  information  to  understand  the 
seriousness  of  potential  hazards  in  the 
workplace.  The  Agency  anticipates  that 
compliance  with  this  requirement  would 
ensiire  that  employees  who  are  not  Involved 
in  permit  space  operations  would  be 
sufficiently  informed  so  that  they  would  not 
attempt  to  enter  permit  spaces.  OSHA  notes 
that  only  personnel  who  work  with  permit 
spaces  would  need  to  know  more  alwut  the 
potential  hazards. 

In  order  to  recognize  all  methods  of 
informing  employees  and  to  clarify  the 
intent  of  the  rule,  OSHA  is  adopting  a 
performance-oriented  version  of 
proposed  paragraph  (c)(4)  in  the  final 
standard.  Paragraph  (c)(2)  of  final 
§1910.146  reads  as  follows: 

If  the  workplace  contains  permit  spaces, 
the  employer  shall  inform  exposed 
employees,  by  posting  danger  signs  or  by  any 
other  equally  effective  means,  of  the 
existence  and  location  of  and  the  danger 
posed  by  the  permit  spaces. 

OSHA  beUeves  that  this  language  will 
require  employers  to  protect  their 
employees  hut  v«ll  also  allow  them  to 


use  the  most  cost-effective  method 
available.  For  example,  employers  who 
are  already  providing  sufficient  training 
to  protect  their  employees  effectively 
need  not  purchase  and  maintain 
unnecessary  signs.  On  the  other  hand, 
employers  can  choose  to  post  danger 
signs  to  protect  employees  if  they 
desire.  Whatever  method  is  used,  the 
standard  requires  it  to  inform  employees 
exposed  to  die  hazards  posed  by  permit- 
required  confined  spaces  of  the 
existence,  location,  and  danger  of  those 
spaces.  Additionally,  the  provision  in 
the  final  rule  makes  it  clear  that  the  sign 
is  to  indicate  the  danger  involved  in 
permit  space  entry,  not  to  list  all  the 
specific  hazards  that  might  be 
encountered. 

In  enforcing  this  provision,  OSHA 
will  check  to  ensure  that  methods  other 
than  warning  signs  are  truly  effective  in 
imparting  the  required  information  to 
employees.  General  training  in  the 
OSHA  standard,  for  example,  cannot  be 
expected  to  adequately  inform 
employees  of  the  location  of  permit 
spaces  in  the  workplace.  The  final  rule 
places  the  burdens  of  identifying  the 
spaces  and  of  controlling  the  resultant 
hazards  on  the  employer  not  on  the 
employee. 

Some  commenters  suggested  tbat 
OSHA  adopt  a  limited  posting  rule  that 
would  recognize  the  posting  of  copies  of 
the  entry  permit  at  the  entrance  to  those 
spaces  that  are  opened  for  entry  or  that 
would  require  signs  only  for  permit 
spaces  that  could  be  entered 
inadvertently.  For  example,  the 
Monsanto  Company  (Ex.  14-170) 
suggested: 

We  recommend  that,  instead  of  this 
burdensome  approach,  the  permit  itself  serve 
as  the  communication  of  the  hazards  since  it 
will  be  posted  during  an  actual  entry.  If  a 
vessel  has  multiple  entry  points  during  a 
confined  space  entry  then  additional  signs  or 
copies  of  the  permit  could  be  posted  at  those 
p>oints  to  serve  as  the  hazard  advisory. 

The  Chevron  Corporation  (Ex.  14- 
174) added: 

We  believe  that  this  section  should  be 
reworded  to  allow  either  signs  or  copies  of 
completed  permits  that  are  posted  near  or  at 
the  entrance  to  the  permit  space  to  be  used 
to  notify  employees  of  the  hazards  and  that 
only  authorized  individuals  may  enter  the 
permit  space.  The  permit  system  is  intended 
to  provide  all  information  about  the  permit 
space  on  the  permit  itself  and  it  only  seems 
reasonable  that  a  copy  of  the  permit  should 
be  able  to  serve  as  the  written  means  of 
information  about  the  space. 

In  its  prehearing  comment  (Ex.  14- 
143),  the  Organization  Resources 
Counselors,  Inc.  (ORG)  stated: 

ORG  believes  that  posting  a  sign  at  or  near 
every  identified  permit  space  is  unnecessary. 


costly,  and  inappropriate  for  thoae  spaces 
which  do  not  provide  an  opportunity  for 
random  or  inadvertent  entry.  In  an  averse 
chemical  plant  or  refinery,  there  will  be 
himdreds  of  vessels,  columns,  tanks,  and 
other  pieces  of  process  equipment  which 
would  meet  the  criteria  for  definitian  as 
permit  required  confined  spaces,  but  which 
offer  no  opportunity  tot  casual  or  inadvertent 
entry  because  these  spaces  are  closed  when 
in  service,  and  cannot  be  opened  to  peimit 
entry  without  significant  amounts  of  labor 
and  tools. 

It  is  appropriate  to  poet  a  sign  where  there 
is  opportunity  for  random  unauthorized,  or 
casual  or  inadvertent  [entry],  such  as  an  open 
pit.  In  addition,  it  would  be  appropriate  to 
post  signs  near  spaces  that  have  been  opened 
to  permit  entry  by  authorized  employees  to 
make  others  aware  tbat  entry  into  the  space 
is  prohibited  to  unauthorized  individuals. 

OSHA  has  not  adopted  any  of  these 
suggestions.  Posting  the  entry  permit 
would  not  serve  to  inform  unauthorized 
employees  of  the  danger  of  entry.  If 
there  is  no  authorized  entry  being 
conducted,  there  would  be  no  permit  to 
post.  Thus,  posting  entry  permits  would 
not  function  to  warn  employees  of 
spaces  that  were  not  the  subject  of  an 
entry  permit.  Additionally,  once 
authorized  entry  was  xmderway,  an 
attendant  would  be  stationed  to  prevent 
unauthorized  employees  from  gaining 
access  to  the  space  (final 
§1910.146(i)(8)). 

ORG'S  s\igeested  approach  would 
seemingly^ow  permit  spaces  to  be 
configured  so  that  employees  could 
enter  them  "casually"  or 
"inadvertently". »®  The  Agency  beUeves 
that  it  is  important  to  enstire  that 
unauthorized  employees  cannot  enter 
permit  spaces  unintentionally. 
Paragraphs  (c)(3).  (d)(1),  (i)(8),  and  (j)(5) 
of  the  final  rule  specifically  require 
employers  to  take  measures  intended  to 
prevent  such  entry.  Allowing  permit 
spaces  to  remain  unguarded  to  the 
extent  that  employees  could  "casually" 
or  "inadvertently"  enter  them  is 
prohibited  by  the  standard  altogether. 
For  example,  assuming  that  they  are 
configured  as  pennit-requiied  confined 
spaces,  open  pits  would  have  to  be 
guarded  in  some  manner  to  prevent 
access  to  the  spaces  except  when  an 
authorized  entry  was  undertaken. 


>o  ORC  alio  suggestMl  tibat  it  would  be 
appropriate  to  pott  pennit  spacas  wfaare  thara  is 
"opportunity  for  random  unauthorized"  entry. 
OSHA  considars  all  unautbocised  entry  to  be 
basically  random  in  natura.  Bacauie  of  the  natuia 
of  thair  commaots  and  of  thair  example  (open  pits), 
the  Agncy  does  not  bdieva  that  ORC  intended  to 
Tecommend  posting  all  pannit  spacaa  subiect  to 
unauthoiised  entry  with  signs.  Tharaiora.  OSHA 
hat  discuaawi  thair  suggeation  of  posting  pennit 
tpacaa  tufafect  to  "casual"  or  "inadvertent"  entry. 
While  it  it  pottibia  diat  ORC  and  oHun  who  nude 
similar  commanis  intended  aomalhing  else,  OSHA 
could  not  determine  «vfaat  dtat  intent  might  be. 
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Therefore.  OSHA  is  not  adopting  the 
ORC  suffiBSticm. 

OSHAbeUeves  that  ORCs  concerns 
regarding  the  number  and  types  of 
spaces  that  need  to  be  posted  are  being 
addressed  by  the  final  rule.  The  final 
rule  would  not  re<iune  the  posting  of 
any  permit  spece  wbose  ooiy  moans  at 
access  necessitates  the  use  of  tools  or 
keys,  provided  tixat  the  employees  who 
are  expected  to  gain  entry  into  these 
spaces  are  trained  to  recognize  the 
hazards  involved.  Restricting  access  to 
permit  spaces  in  this  maaner  protects 
enipk^rees  afisctively  without  the  use  of 

signs. 

Paragraph  (cN3)  of  the  final  rule 
addresses  employers  who  decide  that 
their  employees  will  not  enter  permit 
spaces.  Tlus  provision  requires  such 
employers  to  ttia  affective  measures  to 
prevent  their  employees  from  entering 
permit  spaces.  These  measures  could 
include  permanently  dosii»  the  space 
and  barriers,  supplonented  by  training 
employees  and  posting  danger  signs.  In 
any  event,  die  steps  taken  by  the 
employer  must  be  efiiactive  in 
preventing  employee  mtry  into  permit 
spaces. 

Paragraph  ((^3)  of  the  final  rule  has 
been  taken  from  the  third  sentence  of 
the  introductory  text  of  proposed 
paragraph  (c),  on  which  OSHA  received 
no  sub^antive  comment.  The  proposed 
introductory  text  simply  refarred  to 
proposed  peragraph  (cMlO).  relating  to 
duties  to  other  employers,  as  being  the 
only  requirement  other  than  those  in  the 
introductory  text  that  appHed  to 
employers  whose  employees  do  not 
enter  permit-required  confined  spaces. 
In  the  final  rule,  due  to  the  change  in 
format  of  paragraph  (c)  discussed 
earlier.  Sl910.146(c)(3)  lists  all  other 
requirements  that  must  be  met  by  these 
employers: 

(1)  Paragraph  (cKD  relating  to 
identification  of  permit  spaces  in  the 
workplace  (first  sentence  of 
introductory  text); 

(2)  Paragraph  (c)(2)  relating  to 
informing  employees  of  the  presence  of 
permit  spaces  (proposed  paragraph 
(c)(4)): 

(3)  Paragraph  (c)(6)  relating  to  changes 
in  confined  spaces  (second  sentence  of 
introductory  text);  and 

(4)  Paragraph  (c)(8)  relating  to  work 
by  contractors  (proposed  par^raph 
(c)(10)). 

OSHA  believes  that  these  provisions 
in  the  final  rule  will  protect  employees 
in  workplaces  where  permit  space  entry 
is  prohibited. 

Paragraph  (c)(4)  of  the  final  rule 
requires  that  employers  who  decide  to 
have  employees  enter  permit  spaces 
establish  written  permit  space  programs 


(permrit  programs)  which  comply  with 
$1910.146.  This  provision  is  based  on 
die  fourth  sentence  of  the  iatrodnctory 
text  of  proposed  paragruih  (c). 

OSHA  notes  that  the  final  rule,  unlike 
the  (Ropoaed  rule,  specifies  thet  the 
program  must  be  written.  A  written  plen 
is  necessary  so  diatxxmfuston  or 
misunderstandmg  regarding  the 
program's  requirements  is  avoided. 

A  written  permit  program  was 
strongly  supported  by  Mr.  J(dm  Moran. 
m  OSHA  expert  witnesses  who  testified 
at  die  Washington,  D.C  public  hearing. 
In  his  written  testimony  (Ex.  22).  Mr. 
Moran  stated  his  views  regarding  a 
written  program: 

The  preparation  of  an  empioyer-specific 
written  confined  space  program  is  essantial, 
in  my  view.  It  Mrves  not  oiily  as  an  esMOtial 
reference  fe>r  supervisor*  and  opeiaton.  but 
forces — or  should  force — thoughtful 
consideration  of  employer-specific  issues 
relevant  to  development  and  implementation 
of  an  effective  confined  spaces  program. 

The  Food  and  Allied  Service  Trades 
(FAST)  of  the  AFL-QO  (Ex  14-213) 
also  supported  a  written  program,  as 
follows: 

We  cannot  overstate  the  importance  of  a 
written  plan.  Having  the  plan  maintained  in 
this  form  and  available  for  worksite 
inspection  offers  an  invaluable  set  of 
protections  Oor  the  workers  employed  at 
facilities  where  confined  spaces  may  exist. 
[Emphasis  supplied  in  original.] 

Mr.  Keith  Mestrich  of  FAST  testified 
at  the  Chicago  public  hearing  (Chicago 
Tr.  37)  concerning  the  benefits  of  a 
written  plan: 

With  a  written  plain)  it  provides  workers 
and  the  representatives  a  chance  to  gp  into 
the  plant  and  take  a  look  exactly  how  the 
employer  plans  to  fill  out  the  permits;  who 
he  plans  to  allow  in  entry  spaces;  the  training 
that's  going  to  go  on;  everything  that  should 
be  happening  whenever  a  worker  goes  into  a 
confined  space. 

Mr.  Robert  Hill  of  the  Oil.  Chemical 
and  Atomic  Workers  International 
Union  (Houston  Tr.  1063)  also  felt  that 
the  permit  program  should  be  in 
writing: 

This  standard  should  state  that  the  permit 
required  confined  space  entry  program  must 
he  written  and  accessible  to  employees....  It 
is  the  workers  who  enter  and  perform  work 
in  the  permit  spaces. 

The  Utility  Workers  Union  also 
recommended  that  a  written  permit 
space  program  be  required.  Mr.  Michael 
Kenny,  testifying  on  their  behalf 
(Chicago  Tr.  649),  stated: 

Accountability  rates  an  equal  place  with 
training  for  a  successful  confined  space 

Erogram.  A  written  permit  system  identifying 
azards  in  the  permit  space,  restricting 
access  to  authorized  employees,  will  pigvide 
accountability. 


OSHA  e^ees  writh  these  commentars 
that  a  written  piogiam  provides  the  very 
basis  of  any  permit  space  entry 
operation,  providing  a  refarence  for 
guidance  and  direction  to  supervisors 
and  employees  alik&  A  program  that  is 
in  writing  will  also  serve  to  place 
accoimtafaility  for  all  functions  related 
to  permit  spece  entry  and  will  aid  in 
avoiding  mistakes  and 
misunderstandings.  Additionally, 
because  of  the  flexibtlity  and  discretion 
which  the  standard  provides  to  the 
employer  in  achieving  compliance,  a 
written  plan  is  essential  to  demonstrate 
that  all  aspects  of  permit  space  entry 
have  been  taken  into  consideration.  For 
these  reasons,  OSHA  has  decided  to 
specify  in  the  final  rule  that  the  permk 
space  program  be  in  writing.  The 
requirement  for  a  written  program  has 
also  been  added  to  the  introductory  text 
of  paragraph  (d)  of  the  final  rule. 
Additionally.  OSHA  is  requiring 
employers  to  make  the  written  program 
available  for  inspection  by  employees 
and  their  authorized  representatives. 
The  agency  believes  that  such  access  is 
essential  for  the  successful 
implementation  of  a  permit  space  entry 
program. 

Issue  3  of  the  hearing  notice  (54  FR 
41462)  requested  comment  on  the 
subject  of  worker  participation  in  the 
design  and  implementation  of  a  permit- 
required  confined  spaces  program.  In 
particular,  OSHA  was  interested  in 
information  about  successful  programs 
and  the  costs  and  benefits  associated 
with  employee  participation. 

The  Agency  received  several 
comments  on  the  subject  (Ex.  14-38. 
14-210.  14-215.  14-220.  14-222) and 
some  testimony  at  the  public  hearings 
(Washington  Tr.  225-226.  251.  386. 
589-590;  Houston  Tr.  1063-1064; 
Chicago  Tr.  317-318,  348-352.  356.  376. 
379-380.  411.  427-428.  532-533.  612- 
613. 622-623).  However,  most  of  these 
commenters  did  not  respond  directly  to 
the  issue.  The  majority  of  the 
commenters  expressed  support  for  the 
concept  of  employee  participation  in  the 
creation  of  a  permit  prtigram.  Some 
commenters  (Ex.  14-38. 14-210; 
Washington  Tr.  225-226.  251.  386.  589- 
590;  Houston  Tr.  1063-1064;  Chicago 
Tr.  317-318.  348-352.  356.  379-380. 
427-428)  even  felt  that  OSHA  should 
promulgate  a  provision  in  the  final  rule 
requiring  joint  management-employee 
committees  for  the  creation  of  such 
programs.  Others  (Ex.  14-215, 14-220. 
14-222;  Chicago  Tr.  532-533.  613.  622- 
623)  stated  that  OSHA  should  not 
interfere  with  what  these  commenters 
believed  was  primarily  a  labor- 
nianagement  issue. 
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The  commenten  who  were  in  &vor  of 
requiring  employee  participation  in  a 
permit  program  dted  the  benefits  of 
increased  compliance  and  improved 
procedures.  For  example,  Mr  Eric 
Prumin  of  the  Amalgamated  Clothing 
and  Textile  Workers  Union  testified  at 
the  Washington  hearing  CWashington  Tr. 
589-590).  Mr.  Frumin  said  that: 

We  don't  know  who  is  going  to  be 
responsible  for  designing  the  confined  space 
program  to  comply  with  this  standard,  but 
the  chances  are  quite  high,  it's  going  to  be 
someone  who  does  a  lot  of  things  other  than 
just  safety. 

Whatever  you  call  them— employer 
relations,  personnel,  security,  and  that 
problem  is  not  unique  to  one  plant  in 
Williamsburg,  Virginia.  All  over  this  country 
company  management  is  taking  on  more  and 
more  diverse  responsibilities  and  less 
specialization  in  the  area  of  safety. 

And  the  only  effective  check  on  whether 
untrained  managers  are  implementing 
inadequate  confined  space  programs  will  be 
the  ability  of  workers  to  be  involved  in  that 
process  and  to  make  sure  that  the  programs 
are  adequate. 

Given  the  extent  of  union  participation  in 
the  chemical  and  other  industries,  absent  a 
mandate  firom  OSHA,  that  involvement  will 
never  take  place  until  after  an  accident  or 
catastrophe  and  mayl)e  not  even  then. 

The  Independent  Liquid  Terminals 
Association  (ILTA,  Ex.  14-210)  agreed, 
and  also  pointed  out  that  employee 
involvement  would  increase 
compliance.  They  stated: 

ILTA  is  in  favor  of  involving  employees  in 
the  design  and  implementation  of  permit 
space  programs.  The  employees  can  offer 
invaluable  feedback  on  real  dangers  versus 
perceived  ones.  In  addition,  involving  the 
employees  will  contribute  to  the  successful 
implementation  of  the  program  since  it  will 
not  be  viewed  as  a  program  forced  upon  them 
without  their  input.  This  is  not  to  say  that 
every  employee  should  be  involved.  In  the 
terminal  business!,]  involving  terminal 
operations  personnel,  i.e.,  superintendents, 
engineers  etc.,  would  be  helpful. 

Other  commenters  also  agreed  that 
employee  involvement  was  desirable, 
but  believed  that  OSHA  should  not 
dictate  worker  involvement.  For 
example,  one  commenter  (Ex.  14-215) 
said: 

Amoco  considers  employee  suggestions 
when  making  decisions  concerning  confined 
space  entry  however  we  have  no  formal 
procedures  for  soliciting  and  reviewing 
employee  input.  Such  a  formalized  system 
could  delay  decision-making  regarding 
confined  space  entry.  If  any  problems  occur 
with  the  confined  space  entiy  program,  the 
employer,  not  the  employee  representatives, 
will  be  held  responsible.  Therefore,  we 
believe  that  the  employer  should  have  the 
ultimate  authority  for  making  decisions 
concerning  confined  space  entry.  How  an 
employer  addresses  employee  input  should 
be  a  matter  between  management  and  labor 


and  employee  participation  should  not  be 
mandated  l>y  regulation. 

Another  commenter  (Ex.  14-222) 
stated  the  view  that  employee 
involvement  was  impossible  to  mandate 
if  such  involvement  was  to  be 
effective's  follows: 

While  employee  participation  in 
procedures  development  can  have  many 
benefits,  it  cannot  be  mandated.  It  must  be 
volimtary. 

Efiiective  communication  is  the  key  to 
assuring  employee  feedback  and  suggestions. 
Such  communication  must  be  volimtary;  it 
cannot  be  forced/mandated.  (Where  poor 
employer/employee  communications  exist, 
there  is  little  effective  feedback.)  For  this 
reason,  we  suggest  that  OSHA  endorse,  but 
not  require,  that  active  employee 
participation  be  a  part  of  the  design/ 
implementation  of  a  firm's  permit  space 
program. 

The  Agency  agrees  that  involvement 
by  employees  is  vital  to  the  creation  of 
an  effective  permit  space  program  and 
that  such  involvement  should  be 
encouraged.  However,  OSHA  has 
determined  that  it  would  be  very 
difficult  to  mandate  labor-management 
collaboration  in  the  development  of  the 
permit  program.  None  of  the 
respondents  suggested  language  that 
would  provide  for  employee  input  into 
an  employer's  permit  space  program 
without  dictating  how  any 
disagreements  would  be  resolved. 
Additionally,  the  standard  does  provide 
opportunity  for  the  contribution  of 
employees  involved  in  permit  space 
entry  in  paragraph  (d)(13)  on  permit 
space  program  review  and  in  paragraph 
(g)(2)(iv)  on  review  of  employee  training 
upon  evidence  of  deficiencies. 
Therefore  the  Agency,  has  decided  not 
to  require  the  creation  of  a  formal 
system  for  employee  input  and  review 
of  entry  procedures. 

Paragraph  (c)(5)  of  the  final  rule  sets 
provisions  that  employers  can  follow  in 
lieu  of  complying  with  paragraphs  (d) 
through  (f)  and  (h)  through  (k),  if  the 
employer  can  demonstrate  that  the 
permit  space  contains  only  atmospheric 
hazards  and  that  continuous  forced  air 
ventilation  will  maintain  those  permit 
spaces  safe  for  entry.  This  paragraph  is 
based,  in  part,  on  paragraph  (i)  of  the 
proposed  rule. 

Paragraph  (i)  of  the  proposal.  Special 
permits  for  entry  into  low  hazard  permit 
spaces,  would  have  allowed  employee 
entry  into  a  "low-hazard"  permit- 
required  confined  space  without  an 
attendant  on  hand.  OSHA  included  this 
provision  in  the  proposal  based  on  the 
belief  that  either  the  space  posed  a  low 
level  of  risk  or  its  hazards  were 
controlled  so  as  to  reduce  the  level  of 
risk.  The  Agency  regarded  these  spaces 


as  posing  a  low  enough  risk  that  an 
attendant  would  not  nave  been 
necessary  and  that  more  limited 
procedures  co<ild  have  been  used  for 
entry.  While  a  permit  would  still  have 
been  required,  it  could  have  been  issued 
to  authorize  entry  as  often  as  necessary 
for  up  to  a  year. 

In  regard  to  proposed  paragraph  (i), 
Issue  11  of  the  NPRM  asked  the 
following  questions: 
'    (1)  To  what  extent  should  permit 
requirements  be  differentiated  based 
upon  level  of  risk? 

(2)  What  criteria  should  an  employer 
use  to  determine  if  the  use  of  a  special 
permit  is  appropriate? 

(3)  Should  OSHA  limit  an  employer's 
ability  to  qualify  for  use  of  a  special 
permit  once  he  or  she  has  had  a  special 
permit  revoked? 

In  Issue  13  of  the  hearing  notice  (54 
FR  41461),  OSHA  asked  for  comment  on 
an  issue  raised  by  a  commenter  (Ex.  14- 
45)  concerning  how  employers  would 
document  the  decision  that  a  certain 
permit  space  was  a  low  hazard  space. 
OSHA  also  asked  several  other 
questions  related  to  the  documentation 
of  an  employer's  determination  of  a 
space  as  "low  hazard".  In  addition. 
Issue  1 7  of  the  NPRM  solicited 
comments  regarding  the  existence  of 
work  areas  that  would  not  need  all  of 
the  protective  measures  required  by  the 
proposed  rule. 

Many  rulemaking  participants 
addressed  the  question  of  to  what  extent 
the  permit  requirements  should  be 
differentiated  based  on  the  risk  posed  by 
the  space.  Some  favored  separate 
treatment  of  different  levels  of  risk, 
either  explicitly  (Ex.  14-50, 14-81, 14- 
102, 14-149. 14-167. 14-182. 14-199. 
14-221)  or  implicitly  by  their  support  of 
proposed  paragraph  (i)  (Ex.  14-22, 14- 
27, 14-52,  14-57, 14-153. 14-170. 14- 
183;  Washington  Tr.  359;  Chicago  Tr. 
617;  Houston  Tr.  943).  Others  (Ex.  14- 
28. 14-94. 14-99, 14-111. 14-178. 14- 
184. 14-193, 14-217. 119;  Washington 
Tr.  383;  Houston  Tr.  789;  Chicago  Tr. 
214,  235,  370, 674)  argued  that  the 
requirements  should  be  the  same  for  all 
permit-required  confined  spaces. 

Two  commenters  (Ex.  14-81, 14-167) 
supported  OSHA's  statement  in  the 
preamble  to  the  proposal  (54  FR  24087) 
that  there  are  permit  spaces  that  either 
pose  such  a  low  level  of  risk  or  have 
their  hazards  so  controlled  that  they 
could  be  safely  entered  without  an 
attendant  under  a  permit  lasting  as  long 
as  a  year.  For  example,  the  National 
Ready  Mixed  Concrete  Association  (Ex. 
14-81)  stated: 

As  indicated  in  our  general  comments  ^ 
above.  NRMCA  strongly  believes  OSHA 
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should  OMmmyHatd  p— ft-wntiiraawHi 
based  on  the  lawel  o<ri*  imeHvd^^ 
particular  ooafiawi  Bpaoe*.  OSUA  comedy 
sUtM  that  (Imc*  MB  OQB&Md  spMM  which, 
while  sab^  to  the  piopaaad  iteBdard. 
either  pose  such  a  low  level  of  risk  or  have 
had  their  hazards  so  controned.  that  they 
could  be  entered  without  an  attendant  on 
hand  under  a  permit,  which  could  last  aa 
long  as  ■  year 

Other  rulemaking  participaiits  (Ex. 
14-22. 14-27. 14-52. 14-57, 14-153. 
14-170. 14-183;  Washington  Tr.  359; 
Chicago  Tr.  617;  Houston  Tr.  943)  lent 
their  support  to  this  concept  by 
advocating  separate  requirements  for 
low  hazard  permit  spaces.  Mr.  Donald 
Martin,  testifying  on  behalf  of  Rohm  and 
Haas.  Texas  (Houston  Tr.  943). 
supported  paragraph  (i).  as  follows: 

(P]aragraph  (i)  allows  for  special  permits 
for  entry  into  low  hazard  permit  spaces 
without  an  attendant  to  up  to  a  period  of  one 
year,  under  certain  provisions.  We  generally 
support  this  concept  because  it  requires  us  to 
formally  address  potential  hazards  that  could 
exist  in  our  motor  control  centers,  drive-in 
stor^e  trsilets  and  diked  areas  around  our 
storage  tank  &nns. 

Although  we  have  never  experienced  an 
injury  or  fetality  related  to  this  type  of 
confined  space  entry,  we  believe  it  should  be 
addressed  noaetheiess. 

In  their  initial  comments  on  the 
proposal,  Monsanto  (Ex.  14-170)  agreed 
with  the  reasoning  behind  paragraph  (i), 
as  follows: 

Monsanto  endorses  the  concept  of  OSHA 
allowing  a  confined  space  entry  without  an 
attendant  in  certain  types  of  situations. 

However,  on  the  basis  of  the  hearing 
testimoay.  Mot^anto  did  reconsider 
their  support  and,  in  their  post-hearing 
comment  (Ex.  140),  recommended  a 
single  level  of  pennit  space,  as  follows: 

In  continuing  to  reflect  on  this  issue,  we 
believe  that  die  "low  hazard**  or  ["Inon- 
pennittfld"  space  may  well  turn  out  to  be  a 
confusing  point  to  employers  and  to  the 
compliance  process  in  OSHA.  A  better 
approach  may  be  to  specify  one  level  of 
confined  space  instead  of  two.  Tht*  one  level 
would  require  a  permit  and  an  attendant. 
Any  other  spaces  would  fall  outside  the 
scope  of  diis  standard. 

Many  of  those  supporting  the  concept 
of  a  "low-hazard"  confined  space  (Ex. 
14-27. 14-«1. 14-95. 14-124;  14-139. 
14-149. 14-150. 14-153, 14-162. 14- 
164. 14-169. 14-221;  Washington  Tr. 
553;  Oiicago  Tr.  189;  Houston  Tr.  943) 
noted  its  application  to  specific  types  of 
spaces.  These  rulemaking  participants 
cited  dilied  areas,  manholes,  and  tanks 
as  examples  of  spaces  that  posed  an 
extremely  low  probability  of  having  an 
IDLH  atmosphere,  resulting  in  a  "low 
hazard"  classification. 

Other  rulemaking  partidpents  (Ex. 
14-28. 14-94. 14-99. 14-111. 14-178. 


14-184. 14-193. 14-217. 119; 
Washington  Tr.  383,  547;  Oiicago  Tr. 
214,  235.  370, 674;  Houston  Tr.  739) 
disagreed  with  the  coocrat  of  treating 
any  permit-required  confined  spaces  in 
a  different  manner.  Many  of  the 
commenters  addressing  this  issue  (&c. 
14-94,  14-111, 14-193. 14-217; 
Washington  Tr.  547).  fait  that  the 
creation  of  a  special  "km  ri^"  category 
of  permit  spaces  only  increased  the 
likelihood  of  confusion, 
misunderstanding  and  misplaced 
confidence,  possibly  increasing  the 
chances  of  an  accident.  For  example. 
Mr.  Robert  J.  Cordes  (Ex.  14-28)  stated: 

I  do  not  like  the  idea  of  a  special  canfined 
space  permit  based  upcm  the  level  of  risk, 
lliere  should  be  no  differentiation  in  permits 
based  upon  level  of  risk.  When  tba  employer 
initially  makes  his  judgments  about  thoae 
spaces  which  will  need  a  permit,  he  has  done 
just  that  A  space  either  needs  a  permit  or  it 
does  not  If,  as  an  example,  a  below-gnde  pit 
containing  a  water  pump  is  judged  to  be  a 
permit  required  space,  then  a  permit, 
including  a  test  for  oxygen,  etc.  is  required 
every  time  the  pit  is  entered.  An  attendant 
should  ba  required  every  time  a  permit  is 
required.  On  the  other  hand,  if  the  initial 
analysis  determined  that  there  is  no  need  to 
require  a  permit  when  the  pit  is  entered, 
none  is  needed  unless  something  special 
such  as  hot  work  is  scheduled.  No  attendant 
is  neaded  at  those  sites  which  do  not  require 
a  permit.  If  a  permit  is  required,  then  a 

r"iified  (i.e.  competent)  person,  who  could 
be  an  attendant,  should  conduct  all  tests 
and  complete  the  pwrmit  form.  One  form  and 
one  procedure  should  exist.  We  don't  want 
to  introduce  possibilities  for  confusion  and 
mistakes  by  having  special  rules  apply  to 
lower  level  risks... 

Texaco's  post-hearing  submission  (Ex. 
119)  reinforced  their  objection  to  "low 
hazard"  pennit  spaces: 

As  stated  in  Texaco's  testimony,  wre  do  not 
support  the  concept  of  "low  hazard  permit 
spaces".  Texaco  believes  that  paragraph  (i) 
simply  leads  to  confusion,  dilutes  the  scope, 
application,  and  jjrotection  offered  by  the 
Standard  and  renders  the  Standard 
unreason^y  vague.  We  again  recommend 
that  this  section  be  deleted  in  its  entirety. 

OSHA  has  decided  not  to  carry 
proposed  paragraph  (i)  forward  into  the 
find  rule.  The  Agency  agrees  with  the 
view  that  a  "low  hazard  '  designation 
for  certain  permit-required  confined 
spaces  would  lead  to  confusion  and 
reduce  the  protection  a5orded 
employees  under  final  §1910.146.  While 
OSHA  believes  that  difiierent  levels  of 
risk  should  lead  to  different  levels  of 
protection,  the  pennit  space  program 
vrill  necessarily  require  the  employer  to 
implement  protective  measures  that  will 
address  the  hazards  in  the  permit  spaces 
adequately  and  appropriately.  Under  the 
final  rule,  employers  will  neied  to  take 
increasingly  stronger  steps  to  ensure  the 


safety  of  employees  involved  in  entry 
operaticms  in  more  and  more  hazardous 
pennit  spaces.  The  basic  performance- 
oriented  nature  of  OSHA 's  pennit  space 
standard  forces  employers  to  develqa 
whatever  procedures  are  necessary  to 
eliminate  or  control  hazards  in  permit- 
required  confined  spaces,  Spaces  posing 
the  least  risk  (above  the  threshold  set  by 
the  definition  of  permit-required 
confined  space)  will  necessitate  the 
fewest  procedures  to  ensure  safe  entry. 
Spaces  containing  severe  or  multiple 
hazards  will  require  more  detailed  and 
comprehensive  procedures.  Lastly, 
confined  spaces  not  posing  the 
minimum  risk  set  by  the  definition  of 
permit-required  confined  space  require 
the  least  amount  of  effort  to  render  them 
safe  for  employees;  such  spaces  need 
neither  attendants  nor  permits. " 

On  the  other  hand,  there  are  some 
confined  spaces  that  do  not  normally 
contain  a  hazardous  atmosphere,  but 
that  might  under  certain  conditions. 
These  spaces  are  typically  designed  for 
employees  to  enter  periodically,  but 
they  usually  lack  adequate  ventilation  to 
prevent  the  accumulation  of  a  toxic  or 
flammable  atmosphere  or  to  prevent  the 
depleti(Hi  of  oxygen.  Many  of  the  "low- 
hazard"  spaces  mentioned  in  the  record 
are  spaces  of  this  type.  For  example, 
diked  areas,  as  noted  by  several 
commenters  (Ex.  14-124. 14-150. 14- 
168, 14-184, 113. 140).  do  not  normally 
pose  hazards  severe  enough  to  warrant 
the  issuance  of  permits  or  the  presence 
of  attendants.  The  telecommunications 
industry  (Ex.  14-95, 14-104, 14-110. 
14-139. 14-149. 14-162, 14-169. 14- 
188)  contended  that  their  manholes  do 
not  ccmtain  sufficient  hazards  to  justify 
coverage  under  the  permit  space 
standard.  Under  industry  practices 
currently  used  for  entry  into  such 
spaces,  these  confined  spaces  do  not 
have  a  potential  to  contain  any  hazard 
capable  of  rauf»'"g  death  or  serious 
physical  harm,  except  in  very  rare 
circumstances. 

OSHA  believes  that  the  practices 
necessary  to  moke  confined  spaces  that 
merely  have  the  potential  to  contain 
hazardous  atmospheres  (as  opposed  to 
one  that  contains  a  hazardous 
atmosphere  under  normal  conditions) 
safe  are  widely  recognized  and  used 
throughout  various  industries.  OSHA 
requirements  for  such  spaces  are 
contained  in  §§1910.268(o),  fbr 


'■  TbMS  spwMS  m  wMNMad  In  the  dsBnitioB 
of  non-panaU-nqidnd  cwnff— rt  «paoe  nd  in 
part^papks  icXl]  nd  (i^M  of  Ihe  final  c«k.  ThM» 
provisieos  reqitife  mnfkytu  to  wnimt*  Dmm 
confiaad  spaces  to  ecsura  tha.  tbay  are  not  patmlt 
tpaoa*  aad  to  le-avtiuate  them  if  their  use  or 
conftguntloo  changes  in  ■  """""^^  that  might  pose 
tuzards  to  entrants. 
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underground  telecommunfcationi 
manholes  and  unvented  vaults,  and 
1926.956,  for  undei^ground  electric 
transmisskm  and  distributiaa  yrark.  The 
Agency  induded  similar  requiiemeDts 
in  $1910.%9(e),  for  "enclosed  speces" 
in  its  proposed  stuidud  for  riectric 
power  generation,  transmission,  and 
distribution  work  (54  FR  5012),  and  in 
prop(»ed  §1910.146(i),  for  "low^azard" 
permit  speces.  The  practices  necessary 
for  ^iminating  the  potential  hazardous 
atmosphere  for  these  spaces  as  set  out 
in  these  documents  include  dieddng 
the  cover  for  evidence  of  possible 
hazards,  placing  barriers  after  the 
removal  of  the  cover,  prnfonning 
atmospheric  testing,  and  providing 
continuous  mechanical  ventilation. 
Atmospheric  testing  includes  testing  for 
oxygen  content,  for  the  presence  of 
flammable  vapors  and  gases,  and  for 
potential  toxic  air  contaminants. 
Mechanical  ventilation  is  provided  if  a 
hazardous  atmosphere  is  detected. 

OSHA  believes  that  these  practices 
can  be  adopted  to  ensure  saw  entry  into 
any  confined  space  that  can  be 
maintained  safe  for  entry  by  ventilation 
alone.  Some  confined  speces  are 
designed  for  employees  to  enter  imder 
normal  operating  conditions,  although 
they  do  not  provide  sufficient  natural  or 
mechanical  ventilation  to  ensure  an 
adequate  supply  of  oxygen  or  to 
disperse  flammable  gases  and  vapors 
and  toxic  air  contaminants  that  may  be 
introduced  accidentally  into  the  permit 
space  environment.  Testing  the 
atmosphere  within  the  space  and 
providing  adequate  continuous 
ventilation  can  normally  eliminate  the 
hazardous  atmosphere,  producing  the 
equivalent  of  a  non-  permit  confined 
space.  Other  types  of  permit  spaces  with 
only  atmospheric  hazards  can  be 
isolated,  purged,  and  ventilated  from 
outside  the  space.  If  no  entry  is  needed 
to  achieve  a  safe  atmo^here,  then 
procedures  similwr  to  those  described 
earUer  for  the  teleconununications  and 
electric  utility  industries  can  be 
followed  to  ensure  the  safety  of  entiants. 

By  contrast,  however,  for  a  permit 
space  that  contains  a  hazardous 
atmosphere  \uider  normal  operating 
conditions,  it  is  usually  necessary  to 
make  an  initlRl  entry  in  order  to  control 
the  hazards  within  the  space.  The  initial 
entry  involves  the  exposure  of  the 
entrant  to  any  hazards  within  the  space, 
since  the  purpose  of  the  entry  is  to 
control  the  hazards  for  future  entries. 
The  measures  that  must  be  taken  to 
control  the  hazards,  such  as  cleaning  the 
space,  vary  with  die  types  of  hazards 
present  within  the  space.  Similarly, 
permit  spaces  into  which  hazards  (such 
as  welding  or  toxic  or  flammable 


cleaning  materials)  an  introduced 
during  entry  need  the  protecdon 
afforded  fay  the  complete  permit  space 
program  in  order  to  assure  that  all 
measures,  in  addition  to  ventilation, 
necessary  for  the  protectkm  of  entrants 
are  followed.  In  these  cases,  the 
employer's  evaluation  of  the  space 
before  entry  must  take  into  account 
these  additional  souross  of  hazardous 
atmospheres  that  will  be  hitroduced 
into  the  space  diuing  entry.  Pre-entry 
monitoring  will  not  provide  the  needed 
assurances  of  safety  in  these  situations. 
Accordingly,  the  permit  system  is 
necessary  to  provide  protection  form 
hazards  in  die  permit  space  during  diese 
Wpes  of  entries.  The  permit  identifies 
the  measures  that  must  be  taken  to 
ensure  that  employees  can  safely  enter 
the  permit  space,  and  the  attencMnt 
watdies  for  conditions  not  envisioned 
during  the  preparation  of  the  permit  and 
for  other  prohioited  conditions.  These 
two  elements  of  the  permit  space 
program  are  essential  for  the  safety  of 
authorized  entrants  working  in  spaces 
that  would  contain  a  hazardous 
atmosphere  imder  normal  operating 
conditions. 

Additionally.  ANSI  Z117.1-1989  (Ex. 
129),  Section  2,  provides  that  a  spaca 
which,  by  configuration,  meets  the 
definition  of  a  confined  space  but  whidi 
is  found,  after  evaluation,  to  have  little 
potential  for  the  generation  of  hazards 
or  to  have  had  its  hazards  eliminated  by 
engineering  controb  is  to  be  considered 
as  a  non-permit  confined  space.  The 
ANSI  standard  treats  these  spaces 
separately  from  permit-required 
confined  spaces,  applying  only  the 
requirements  for  identification  of 
confined  spaces  and  evaluation  of  their 
hazards  and  for  atmospheric  testing, 
along  with  special  provisions  for  non- . 
permit  confined  spaces.  The  ANSI 
standard  does  not  apply  the  other 
requirements  of  the  consensiis  standard 
to  sudi  spaces,  but  provides  only  that 
these  other  requirements  be  considered 
for  apphcation  to  the  procedures  used 
for  entry. 

OSHA  has  determined  that  it  is  not 
appropriate  to  require  the  entry  permit 
program  to  be  implemented  for  entries 
into  permit  spaces  that  contain  only 
atmospheric  hazards  which  the 
employer  demonstrates  can  be 
controlled  vrith  ventilation  alone.  These 
spaces  can  be  made  safe  for  entry 
following  specific  procedures  that  are 
spelled  out  in  paragraph  (c)(5)  of  the 
&)al  rule.  Paragraph  (c)(5)  of  the  final 
rule  allows  emphnrers  to  conduct  entry 
operations  for  such  spaces  in 
accordance  with  these  procedures 
without  following  the  non-training 
related  provisions  of  the  permit  space 


program  (paragraphs  (d)  throurii  (f)  and 
(h)  throu0l  (k)  of^the  final  role).  The 
procedures  in  paragraph  (cH5)  are  based 
on  proposed  paragrapfi  (i),  with 
modifications  supported  by  die 
rulemaking  retxmi,  and  are  explained  in 
the  followhis  discussion. 

Additionally.  OSHA  has  determined 
that  spaces  diat  have  had  all  hazards 
eliminated  can  be  reclassified  as  non- 
permit  spaces  fior  as  long  as  the  hazards 
remain  eliminated.  (It  diould  be  noted 
that  continuous  forced  air  ventilation 
controls  atmospheric  hazards — it  does 
not  eliminate  tnem.)  For  spaces  posing 
only  non-atmospheric  haurds,  if  those 
ha^rds  can  be  removed  without  entrv 
into  the  space,  the  permit  space  may  be 
reclassified  as  a  non-permit  confined 
space  after  the  hazaros  are  removed.  For 
example,  the  engine  for  a  cement, mixer 
can  be  lodced  out,  and  the  mixer  can 
then  be  safely  entered  for  maintenance 
(assimiing  there  are  no  other  hazards 
inside  the  miving  driim).  For  spaces 
vkritii  atmospheric  hazards  and  for 
spaces  with  non-atmosj^eric  hazards 
that  can  only  be  eliminated  throu^ 
entry  into  the  space,  the  permit  space 
can  first  be  entered  following  all  the 
requirements  spelled  out  in  paragraphs 
(d)  through  On)  of  the  final  role;  and, 
after  the  employer  certifies  that  the 
hazards  have  been  eliminated,  the  space 
can  be  reclassified  as  a  non-permit 
confined  space.  Requirements  for  the 
procures  to  be  us»d  in  reclassifying 
permit  spaces  are  contained  In  final 
§1910.146(c)(7),  discussed  later  in  this 
section  of  the  preamble. 

OSKA  believes  that  the  approedi 
taken  in  paragraphs  (cK5)  and  (c)(7)  of 
the  final  rule  is  consistent  with  that 
taken  in  ANSI  Z117.1-1989.  The  major 
difference  is  that  the  consensus 
standard  treats  all  non-permit  required 
confined  spaces  "  alike,  whereas  the 
OSHA  standard  separates  them  into  two 
categories — permit  spaces  with 
atmospheric  hazards  controlled  by 


"  The  ANSI  definitiaiu  of  "conftiMd  tfcm" 
"pannit-nqoiTwi  coofliMd  •pan",  tnd  "ncm-p 
confiowl  qMca"  di&r  toMwrtat  boB  OSHA'i 
deflnidou  of  dMM  tam*.  OSHA't  dataMoB  of 
"p«nnit-required  confliMd  nan"  U  biricilty  th* 
same  as  ANST*  dafinitiaa  of  "conflnad  ipaoa". 
Under  the  ANSI  defiaitiOB.  ^  oooAiwd  ^Mow  h«** 
an  actual  or  potwtial  hanni.  white  OSHA'* 
definition  of  "coofinad  apaoa"  indadaa  apaoaa  with 
no  hazards  at  all  (wdtich  wa  aot  ragnlatad  imdar 
final  $191  a  146).  Tha  final  (vla'i  daftnttion  o( 
pennit-raqoirad  mnflnad  tpaoT  oo*«n  Ihaaa 
hazard-fraa  oQofiaad  apMaa.  at  wail  at  arMOMftit 
have  had  (hair  haxnda  ailaihwairt  aadar  ftn^afk 
(cX7).  TTia  ANSI  dafinillM  el  "mtm-fmrnH-m/iind 
confiaad  spaca"  covan  cowBaad  apacaa  whoaa 
haarda  hm  baan  aiinliiatad  hjr  angtnaarlnf 
controls  and  oonfiiiad  ipaoaa  Oal  ha«a  "^ttla 
potantial  for  gaDantiaa  of  haaiidf".  tt  is  tha  ANSI 
"noB-p«iBtt.niiuiiad  rwiHaad  Bftcm'  that  «a 
raguUtad  undar  paragrapiM  (cX7)  aid  ((«S)  oi  tha 

final  nila. 
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means  of  ventilation  alone  and  pennit 
spaces  that  have  been  reclassified  as 
non-permit  confined  spaces  because  the 
hazards  have  been  eliminated. 

This  two-pronged  approach  better 
protects  employees  than  the  ANSI 
standard  for  two  basic  reasons.  First,  by 
minimizing  the  amount  of  regulation 
that  applies  to  spaces  whose  hazards 
have  been  eliminated,  it  encourages 
employers  to  actually  remove  all 
hazards  from  permit  spaces,  which  is 
the  best  possible  protection  for  entrants. 
The  rules  that  do  apply  in  such 
situations  (paragraph  (c)(7),  discussed 
later  in  this  section  of  the  preamble)  are 
only  those  necessary  to  ensure  that  the 
hazards  have  indeed  been  removed. 
Second,  for  pennit  spaces  that  can  be 
maintained  safe  by  ventilation  alone, 
the  regulation  specifies  exactly  what  is 
required  of  the  employer.  As  noted 
earlier,  the  practices  required  by 
paragraph  (c)(5)  for  these  spaces  have 
been  demonstrated  in  the 
telecommunications  and  electric  utility 
industries  as  being  highly  effective  in 
protecting  entrants  from  the  )imited 
hazards  present  in  such  spaces  (Ex.  14- 
7, 14-39. 14-53. 14-«0, 14-171; 
Washington  Tr  180-181).  The  ANSI 
standard  does  not  specifically  require 
such  protective  measures  as  ventilation 
in  such  cases.  If  the  employer  needs 
additional  flexibility  in  controlling  the 
hazards  in  these  permit  spaces,  it  is 
available  by  following  the  full  permit 
procedures  outlined  in  paragraphs  (d) 
through  (k)  of  the  final  rule.  These 
provisions,  although  they  require 
additional  protection  in  the  form  of 
attendants  and  permits,  give  the 
employer  more  flexibility  in  applying 
different  controls  to  the  hazards  that  are 
present. 

Based  on  review  of  the  record,  OSHA 
has  determined  that  there  are 
circumstances  in  which  employers  can 
control  atmospheric  hazards  without 
following  the  full  permit  procedures 
outlined  in  paragraphs  (d)  through  (k)  of 
the  final  rule.  As  noted  earlier,  some 
industries,  such  as  telecommunications 
(regulated  under  §1910.268(o)),  have 
successfully  protected  employees  from 
atmospheric  hazards  in  workspaces 
through  testing  and  continuous 
ventilation,  without  following  all  the 
requirements  proposed  in  §1910.146. 
OSHA  believes  that  such  experience 
indicates  that  ventilation  and  testing 
could  protect  employees  throughout 
general  industry  from  atmospheric 
hazards  posed  by  similar  types  of  pennit 
spaces.  Accordingly,  OSHA  has  decided 
to  allow  employers,  under  certain 
conditions,  to  control  atmospheric 
hazards  within  a  permit  space  following 
specific  procedures  that  are  spelled  out 


in  the  final  rule  in  lieu  of  compliance 
with  paragraphs  (d)  through  (Q  and  (h) 
through  (k)  of  the  final  rule.  The  only 
requirements  from  the  full  permit  space 
program  that  would  apply  to  entry 
following  these  procedures  are  the 
training  provisions  in  paragraph  (g)  of 
the  final  rule.  The  Agency  has 
determined  that  training  employees  in 
the  procedures  is  necessary  and 
appropriate  and  that  paragraph  (g) 
contains  the  relevant  requirements  for 
this  training. 

Paragraph  (c)(5)(i)  of  the  final  rule  sets 
forth  the  conditions  that  must  be  met 
before  a  permit  space  may  be  entered 
under  the  alternative  procedures,  which 
are  specified  in  paragraph  (c)(5)(ii). 

The  first  condition,  set  out  in 
paragraph  (c)(5)(i)(A)  of  the  final  rule,  is 
that  the  employer  must  be  able  to 
demonstrate  that  the  only  hazard  posed 
by  the  permit  space  is  an  actual  or 
potential  hazardous  atmosphere.  The 
procedures  required  under  paragraph 
(c)(5)(ii)  are  only  appropriate  for 
atmospheric  hazards,  and  the  spaces  for 
which  these  procedures  can  be  used 
pose  only  this  type  of  hazard.  If  the 
space  poses  other  hazards  as  well,  either 
all  the  hazards  must  be  eliminated. 
under  paragraph  (c)(7)  of  the  final  rule, 
or  the  space  may  only  be  entered 
following  the  full  permit  space 
procedures  set  out  in  paragraphs  (d) 
through  (k). 

The  second  condition,  set  out  in 
paragraph  (c)(5)(i)(B)  of  the  final  rule,  is 
that  the  employer  must  be  able  to 
demonstrate  that  ventilation  alone  is 
sufficient  to  maintain  the  permit  space 
safe  for  entry.  In  order  for  the  space  to 
be  considered  safe,  the  atmosphere 
within  the  space  after  ventilation  may 
not  be  expected  to  approach  a 
hazardous  atmosphere.  This  is 
necessary  so  that,  if  the  ventilation 
shuts  down  for  any  reason  (such  as  loss 
of  power),  the  employees  will  have 
enough  time  to  recognize  the  hazard  and 
either  exit  the  space  or  restore  the 
ventilation.  A  guideline  of  50  percent  of 
the  level  of  flammable  or  toxic 
substances  that  would  constitute  a 
"hazardous  atmosphere"  may  be  used 
by  employers  in  making  the 
determination  required  under  paragraph 
(c)(5)(i)(B).  '*  Additionally,  the  work  to 


"  Two  examples  may  h«lp  to  clarify  this 
guideline. 

(1)  The  LFL  for  methane  is  a  concentration  of  S 
percent  by  volume.  Ten  percent  of  this  value  is  0.S 
percent,  a  concentration  which  would  be 
considered  hazardous,  by  definition.  Under  the 
guideline,  the  measured  concentration  of  methane 
should  not  exceed  0.25  percent  after  ventilation  in 
order  for  the  procedures  specifled  in  paragraph 
(cK5)(i>)  of  the  Tuial  rule  to  be  acceptable. 

(2)  The  S-hour  time  weighted  average  PEL  for 
chlorine,  under  Table  Z-1.  is  0.5  parts  per  million. 


be  performed  within  the  space  must  not 
introduce  any  hazards — work  with 
hazardous  quantities  of  flammable  or 
toxic  substances  and  hot  work  are  not 
permitted.  This  type  of  work  would 
introduce  hazards  oeyond  those 
accounted  for  by  the  determination  that 
the  permit  space  can  be  maintained  safe 
for  entry.  Paragraph  (c)(5)(i)(B)  indicates 
clearly  that  an  employer  who  relies  on 
continuous  forced  air  ventilation  to 
maintain  spaces  safe  for  entry  must  be 
able  to  estabUsh  that  other  measures  are 
not  needed  to  protect  entrants. 

The  third  condition,  set  out  in 
paragraph  (c)(5)(i)(C)  of  the  final  rule,  is 
that  the  employer  must  develop 
monitoring  and  inspection  data  that 
supports  the  demonstrations  required  by 
paragraphs  (c)(5)(i)(A)  and  (c)(5)(i)(B). 
The  atmospheric  monitoring  data  must 
show  that  ventilation  will  keep  the  air 
inside  the  permit  space  within  the 
guidelines  of  paragraph  (c)(5)(i)(B), 
discussed  earlier.  The  data  required  by 
paragraph  (c)(5)(i)(C)  are  essential  for 
the  employer  and  employees,  as  well  as 
OSHA,  to  be  able  to  determine  whether 
or  not  the  space  can  be  maintained  safe 
for  entry  with  the  use  of  ventilation 
alone. 

The  fourth  condition,  set  out  in 
paragraph  (c)(5)(i)(D)  of  the  final  rule,  is 
that,  if  an  initial  entry  is  performed  to 
gather  the  data  required  under 
paragraph  (c)(5)(i)(C),  it  be  conducted  in 
accordance  with  the  full  permit  space 
program  requirements  given  in 
paragraphs  (d)  throujgh  (k).  The  Agency 
recognizes  that  monitoring  and 
inspection  data  may  be  obtained  either 
through  entry  into  a  space,  or  from 
outside  the  space,  as  long  as  the  data 
provide  complete  and  acciirate 
information  on  air  contaminants 
throughout  the  confined  space.  In  many 
instances,  however,  it  will  be  necessary 
to  make  an  initial  entry  into  the  space 
in  order  to  make  the  necessary 
determination.  Paragraph  (c)(5)(i)(D) 
requires  that  any  entry  to  obtain  the  data 
be  performed  in  accordance  with  all  the 
provisions  of  the  standard,  because  any 
relief  from  permit  space  program 
requirements  is  not  allowed  until  the 
process  of  demonstrating,  inspecting, 
monitoring,  and  documenting  the 
conditions  to  be  expected  during  entry 
is  completed. 

The  nfth  condition,  set  out  in 
paragraph  (c)(5)(i)(E)  of  the  final  rule,  is 
that  the  determinations  and  supporting 


This  concentration  of  chlorine  would  be  considered 
hazardous  by  the  deCnition  of  "hazardous 
atmosphere".  Under  the  guideline,  the  measured 
concentration  of  chlorine  should  not  exceed  0.25 
parts  per  million  after  ventilation  in  order  for  the 
procedures  specified  in  paragraph  (cK5](ii)  of  the 
final  rule  to  be  acceptable. 


■''  Defined  i 
space,  such  as 
that  has  a  limi 
designed  for  p 
operating  con4 
conditions  doi 
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data  required  by  paragraiAs  (cMSKiMA) 
through  (cKSKiMC)  be  documaDted  and 
made  available  to  employees  who  enter 
the  spaces  undw  the  terms  of  peiagraph 
(c)(S).  This  documentation  will  enaUe 
the  employer,  emi^oyees,  and  OSHA  to 
evaluate  the  determination  that 
paragraph  (cM5)  apj^es  to  a  given 
permit  space. 

The  sixth,  and  final.  conditi(m,  set  out 
in  paragraph  (c)(5)(iXF)  of  the  final  rule, 
is  Uiat  Uie  entry  be  performed  in 
accordance  with  the  qiecific  procediues 
required  by  paragraph  (cKSHii)- 

Paragraph  (c)(5)(ii)  of  the  final  rule 
sets  forth  the  procedures  that  must  be 
followed  for  entries  under  paragraph 
(c)(5).  The  procedures  detailed  in  this 
paragraph  have  been  derived  fitMn 
several  sources.  Proposed  paragraph  (i) 
set  out  procedures  that  could  be  used 
for  6i>aces  that  presented  an  extremely 
low  probability  of  wicountering 
atmospheric  hazards.  Proposed 
paragraphs  (i)(l)  and  (i)(2)  would  have 
required  testing,  ventilaticm,  and  other 
measures  necessary  to  ensxire  that  the 
space  remained  safe  for  entry.  These 
provisions,  modified  as  warranted  by 
the  public  record,  have  formed  the  iMsis 
of  most  of  the  requirements  contained  in 
paragraph  (c)(5)(ii)  of  the  final  rale. 

Section  4  of  ANSI  Zl  17. 1-1989 
provides  requirements  necessary  for  safe 
entry  into  non-permit  confined  spaces. 
OSHA  also  relied  on  some  of  these 
provisions,  specifically  the  training  and 
testing  requirements  contained  in 
Sections  4.2  and  4.4,  respectively,  in  the 
development  of  paragraph  (c)(5)(ii)  of 
the  final  rule. 

Lastly,  the  Agency  based  some  of  the 
provisions  of  this  paragraph  of  the  final 
rule  on  the  existing  telecommunications 
and  proposed  electric  power  generation, 
transmission,  and  distribution 
standards.  Paragraph  (o)  of  §1910.268 
sets  forth  requirements  for  the 
protection  of  employees  performing 
telecommunications  work.  Current 
industry  practice  in  compliance  with 
these  requirements  has  provided 
effective  protection  for  employees 
performing  work  in  such  spaces  as 
manholes  and  unvented  vaults. 
Paragraph  (e)  of  proposed  §1910.269  set 
out  provisions  that  OSHA  believed  were 
necessary  (and  widely  used)  for  the 
protection  of  employees  performing 
electric  power  generation,  transmission, 
and  distribution  work  in  "enclosed 
spaces".  '*  (This  proposed  paragraph 


■'*  Defined  in  proposed  §1910.269  as  a  woricing 
space,  such  as  a  manhole,  vault,  tunnel,  or  shaft, 
that  has  a  limited  means  of  egress  or  entry,  that  is 
designed  for  periodic  enpiojrM  entry  imder  normal 
operating  coaditions,  and  that  under  normal 
conditions  does  not  contain  a  hasardous 


was  also  based  Ux9»ly  on  §1910.268(o}.) 
These  proposed  and  axifldiig  standards 
provide  provisions  that  OSHA  believas 
are  necessary  and  api»opriata  for  the 
protection  of  emplt^wes  in  the  two 
industries  from  atmoq>heric  hazards 
that  can  be  controlled  thnni^  the  use 
of  ventilaticm  alone.  OSHA  has 
determined  that  these  standards,  with 
appropriate  modification,  can  also  be 
used  to  protect  employees  in  general 
indusfry  from  permit  spaces  fnesenting 
atmospheric  hazards  that  can  be 
maintained  safe  for  entry  by  means  of 
ventilation  alone. 

Paragraph  (c)(5)(ii)(A)  of  the  final  nile 
requires  that  any  conditions  that  make 
it  unsafe  to  remove  an  entrance  cover  be 
eliminated  before  the  cover  is  removed. 
Some  conditions  within  a  permit  space, 
such  as  high  temperature  and  high 
pressure,  may  make  it  hazardous  to 
remove  a  cover  from  the  space.  For 
example,  if  the  atmospheric  hazards 
within  the  space  cause  high  pressure  to 
be  present  within  the  space,  the  cover 
could  be  blown  off  in  the  process  of 
removing  it  To  protect  employees  from 
such  hazards,  a  determination  must  be 
made  as  to  whether  or  not  it  is  safe  to 
remove  the  cover.  Such  a  determination 
would  require  the  employer  to  examine 
the  conditions  that  are  expected  to  be  in 
the  permit  space.  The  cover  would  be 
checked  to  see  if  it  is  hot;  and,  if  it  is 
fastened  in  place,  it  would  be  loosened 
gradually  to  release  any  residual 
pressiue.  An  evaluation  must  also  be 
made  of  whether  conditions  at  the  site 
could  cause  a  hazardous  atmosphere  to 
accumulate  in  the  space,  whidi  would 
make  it  unsafe  for  employees  to  remove 
the  cover.  The  cover  could  not  be 
removed  until  it  is  safe  to  do  so. 

Paragraph  (c)(5)(ii)(B)  of  the  final  rule 
requires  that  openings  to  permit  spaces 
be  guarded  to  protect  employees  from 
falling  into  the  space  and  to  protect 
employees  in  the  permit  space  fitMn 
being  injured  by  objects  entering  the 
space.  The  guard  could  be  in  the  form 
of  a  railing,  a  temporary  cover,  or  ttny 
other  temporary  terrier  that  provides 
the  required  protection.  If  the  opening 
to  the  space  is  situated  so  that 
employees  and  objects  cannot  fall  into 
the  space,  no  additional  guarding  is 
necessary.  This  provision  was  taken 
from  existing  §1910.268{o)(l)(i).  which 
sets  forth  an  equivalent  requirement  for 
undergroimd  telecommimicaticms  wmk. 

Paragraph  {c)(5)(ii)(C)  of  the  final  rule 
requires  the  internal  atmosphere  of  the 
permit  space  to  be  tested  with  a 
calibrated,  direct-reading  instrument 
before  any  employee  enters  the  space. 


atmosfdiere,  but  that  may  contain  a  hazardoos 
atmosphere  tiader  abnoimal  conditions. 


The  atmosphere  must  be  tested,  in 
sequence,  nw  oxygen  oootent.  for 
flammable  gases  aid  mpau,  and  for 
potential  air  contaminants.  This 
provision,  whidi  is  beaed  on  proposed 
paragraph  (iXl)(ii).  i>  necessary  to 
determine  whether  or  not  vendlatiaa 
alone  will  be  ehle  to  maintain  the  space 
safe  for  mtry.  The  restdts  of  this  testing 
mtist  be  within  the  expected  range  for 
the  space,  based  on  the  emplcwer's 
determination  tmder  paragraph 
(c)(5)(iKA).  ,     , 

Paragraph  (c)(5Nii)(D)  of  the  final  rule 
prohibits  employees  from  being  in  die 
space  when  a  hazardous  atmosphere  is 
present.  Any  entry  into  a  permit  space 
containing  a  hazardous  atmosphere 
must  be  conducted  in  accordance  with 
the  fiiU  permit  space  program 
requirements  given  in  paragraphs  (d) 
through  (k). 

Paragraph  (c){5Kii)(E)  of  the  final  rule 
sets  out  requirements  for  the  continuous 
forced  air  ventilation  that  must  be  used 
to  maintain  the  permit  space  safe  for 
entry.  First,  no  employee  may  mter  the 
space  until  the  forced  air  ventilation  has 
eliminated  any  hazardoiis  atmosf^are 
found  within  the  space.  Second,  the 
ventilation  must  be  directed  to  ventilate 
the  immediate  areas  where  an  employee 
is  or  v^ll  be  present  within  the  space 
and  mixst  continue  until  all  emplojrees 
have  left  the  space.  Third,  the  air  supply 
for  the  ventilation  must  be  from  a  clean 
source  and  must  not  increase  the 
hazards  in  the  space.  These  provisions, 
which  have  been  taken  from  ANSI 
Z117.1-1989  Sections  9.1  and  9.1.1  and 
bom  proposed  §1910.269(e)(10)  and 
(1 1),  ensure  that  the  atmosphere  within 
the  permit  space  remains  safe  during  the 
entire  entry  operation. 

Paragraph  (c)(5)(ii)(F)  of  the  final  rule 
requires  the  permit  space  to  be 
periodically  tested  as  necessary  during 
the  entry  to  ensure  that  the  continuous 
forced  air  ventilation  is  preventing  the 
accumulation  of  a  hazardous 
atmosphere.  The  frequency  at  which 
such  testing  would  have  to  be 
performed  is  dependent  on  the  nature  of 
the  pennit  space  and  the  results  of  the 
initial  testing  i>erformed  under 
paragrtph  (c){5)(ii){C)  of  the  final  rale. 
For  example,  if  the  initial  testing  found 
no  evidence  of  flammable  gases  or 
vapors  and  if  the  permit  space  is  not 
normally  expected  to  present  the 
hazards  posed  by  such  gases  and  vapors, 
no  further  testing  would  be  necessary.  If 
a  flammable  gas  or  vapor  is  initially 
detected,  frequent  or  continuous  testing 
would  be  appropriate.  The  testing 
required  by  final  paragraph  (c)(5)(ii)(F), 
in  combination  with  continuous  forced 
air  ventilation  required  by  paragraph 
(c)(5)(ii)(E),  ensures  that  entrants  remain 
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protected  the  entire  time  they  are 
present  within  the  permit  space. 

Paragraph  {c)(5)(ii)(G)  of  the  final  rule 
requires  employees  to  exit  the  permit 
space  immediately  if  a  hazardous 
atmosphere  is  detected.  Additionally, 
the  employer  is  required  to  evaluate  the 
permit  space  to  determine  how  the 
hazardous  atmosphere  developed  and  to 
implement  measures  to  protect 
employees  from  the  hazardous 
atmosphere  before  any  subsequent  entry 
under  paragraph  (c)(5)  procedures  is 
undertaken.  Obviously,  if  a  hazardous 
atmosphere  is  detected  during  entry,  the 
permit  space  has  not  been  maintained 
safe  for  entry.  For  any  subsequent 
entries  to  be  authorized  under 
paragraph  (c)(5),  the  employer  must 
determine  what  went  wrong,  must  take 
whatever  measures  are  needed  to 
prevent  a  reciurence,  and  must 
demonstrate  that  the  subsequent  entries 
can  be  performed  safely,  as  required  by 
paragraph  (c)(5)(i). 

Paragraph  (c)(5)(ii)(H)  of  the  final  rule 
requires  the  employer  to  verify  that  the 
permit  space  is  safe  for  entry  and  that 
the  measures  required  by  paragraph 
(c)(S)(ii)  have  bran  taken.  The 
verification  must  be  in  the  form  of  a 
certification  that  contains  the  date,  the 
location  of  the  space,  and  the  signature 
of  the  certifying  individual  and  that  is 
made  available  to  entrants.  The 
certification  documents  the  employer's 
compliance  efforts.  The  certification,  in 
combination  with  the  documentation 
required  imder  paragraph  (c)(5)(i)(E), 
will  maintain  employer  accountability 
for  compUance  with  paragraph  (c)(5)(ii), 
will  enable  OSHA  to  evaluate 
compUance  with  the  standard,  and, 
where  permit  space  incidents  have 
occurred,  will  assist  OSHA  in 
ascertaining  how  those  incidents  arose. 

Paragraph  (c)(6)  of  the  final  rule 
requires  employers  to  reevaluate  non- 
permit  confined  spaces  whenever 
changes  in  the  use  or  configiuation  of 
the  space  might  increase  hazards  to 
entrants.  If  the  reevaluatidn  warrants, 
the  space  must  be  reclassified  as  a 
permit  space. 

The  second  sentence  of  the 
introductory  text  of  proposed 
§1910.146(c).  bom  which  final 
paragraph  (c)(6)  was  taken,  would  have 
required  employers  to  reevaluate 
confined  spaces  in  which  changes  have 
ocuured  to  determine  whether  the 
space  has  become  a  permit  space.  This 
provision  read  as  follows: 

If  there  are  changes  in  a  confined  space 
which  previously  was  not  a  pennit  space,  the 
employer  shall  reevaluate  that  space  to 
deteimine  if  it  has  become  a  pemiit  space. 


One  commenter  (Ex.  14-45)  was 
concerned  that  all  non-permit  confined 
spaces  would  have  to  be  reassessed  for 
every  change,  however  minor.  In 
response  to  this  comment.  OSHA 
requested,  in  Issue  7  of  the  notice  of 
public  hearing  (54  FR  41462), 
information  on  whether  guidelines 
should  be  listed  to  indicate  when  work 
spaces  would  need  reevaluation.  The 
Agency  also  sought  information  on  what 
those  guideUnes  should  be.  * 

Most  of  the  testimony  on  this  issue 
dealt  with  the  conditions  imder  which 
a  permit  space  should  be  "reevaluated" 
after  entry.  For  example,  Mr.  Tom 
Lawrence,  representing  the  Monsanto 
Company  (Washington  Tr.  520-528). 
testified  that  the  atmosphere  in  the 
permit  space  would  have  to  be  retested 
if  the  entrants  left  the  space  unoccupied 
or  if  nearby  environmental  conditions 
were  to  impact  the  confined  space 
adversely. 

These  comments  are  not  directly 
relevant  to  the  issue  raised  in  the 
hearing  notice,  that  is,  under  what 
conditions  should  a  non-permit 
confined  space  be  reevaluated.  The  final 
rule  contains  separate  requirements 
intended  to  protect  employees  frt)m 
hazards  arising  when  conditions  in  a 
permit-required  space  change.  For 
example,  final  paragraph  (i)  requires  the 
employer  to  ensure  that  attendants 
know  of  and  can  recognize  potential 
permit  space  hazards  and  that  they 
monitor  activities  inside  and  outside  the 
space  to  determine  if  it  is  safe  for 
entrants  to  remain  inside.  It  is  the  duty 
of  the  attendant  to  order  entrants  to 
leave  when  evidence  of  an  imcontrolled 
hazard  exists  (final  paragraph  (i)(6)). 
Also,  it  is  the  duty  of  the  entry 
supervisor  to  determine,  at  appropriate 
intervals,  whether  the  conditions  within 
the  space  remain  safe  for  the  presence 
of  employees  and  to  cancel  the  permit 
whenever  conditions  are  otherwise 
(final  paragraph  (j)(6)).  The  Agency 
believes  that  the  final  rule  fully 
addresses  the  hazards  of  changes  within 
permit  spaces  during  entry  and  that  the 
wide  ranging  circumstances  causing 
new  hazards  not  addressed  by  the 
pennit  are  too  numerous  to  list  in  the 
standard. 

The  issues  at  hand,  however,  are:  (1) 
whether  OSHA  should  revise  the 
language  of  the  introductory  text  of 
proposed  paragraph  (c)  to  present 
guidelines  as  to  what  types  of  changes 
in  confined  spaces  would  necessitate 
reevaluation  of  non-permit  spaces  and 
(2)  what  types  of  changes  would  result 
in  the  reclassification  of  a  non-permit 
space  into  a  permit  space.  Only  three 
commenters  (Ex.  14-45, 14-57, 14-178) 
addressed  these  issues.  S.  C.  Johnson 


and  Son,  Inc.  (Ex.  14-45)  suggested  that 
the  language  be  revised  to  iiiaicate  that 
reevaluation  would  only  be  necessary 
when  the  changes  introduced  increased 
hazards.  The  oUier  two  argued  that 
periodic  evaluation  should  be  required 
as  changes  warrant. 

OSHA  believes  that  the  language 
contained  in  the  proposal  was  widely 
imderstood.  However,  the  Agency  is 
revising  the  text  of  this  provision  to 
indicate  more  clearly  that  reevaluation 
is  required  only  when  changes  "that 
might  increase  the  hazards  to  entrants" 
occur  and  to  indicate  that 
reclassification  of  a  non-  permit 
confined  space  to  a  permit-required 
confined  space  may  be  necessary.  OSHA 
believes  that  this  modification  will 
clarify  the  standard  and  will  result  in  a 
more  f)erformance-oriented  final  rule. 
OSHA  does  not  expect  employers  to 
reevaluate  spaces  because  trivial 
changes  have  occurred  that  do  not  affect 
the  nature  of  the  space  or  the  work 
performed  in  the  space. 

Paragraph  (c)(7)  of  the  final  rule  gives 
procedures  under  which  the  employer 
may  eliminate  hazards  within  a  permit 
space  so  that  it  may  be  reclassified  as  a 
non-permit  confined  space.  OSHA 
believes  that  this  paragraph  will  protect 
employees  by  encoxiraging  employers  to 
eliminate  (as  opposed  to  control) 
hazards  within  permit  spaces.  OSHA 
anticipates  that  some  spaces  will  be 
reclassified  back  and  forth  bom  time  to 
time,  because  of  changes  in  their 
configuration  or  use.  Accordingly,  the 
Agency  has  included  language  in  this 
paragraph  to  indicate  clearly  that  the 
reclassification  is  valid  only  as  long  as 
the  hazards  remain  eliminated. 

Paragraph  (c)(7)  reflects  the  pubUc 
input  on  Issues  11  and  17  of  the  NPRM 
and  Issue  13  of  the  hearing  notice,  as 
discussed  earlier  under  the  summary 
and  explanation  of  paragraph  (c)(5).  As 
noted  in  that  discussion.  OSHA  believes 
that  employees  are  fully  protected  from 
the  hazards  of  permit  space  entry  once 
all  hazards  within  the  space  have  been 
eliminated.  Clearly,  if  there  are  no 
hazards  within  the  permit  space,  an 
entrant  is  in  no  danger.  By  contrast,  if 
the  hazards  ara  simply  controlled  rather 
than  removed,  the  entrant  could  be 
injured  upon  failure  of  the  control 
system.  Therefore,  the  Agency  has 
determined  that  it  is  appropriate  to 
allow  employers  who  eliminate  hazard» 
within  pennit  spaces  to  reclassify  those 
spaces  as  non-permit  confined  spaces. 

Paragraph  (c](7)(i)  of  the  final  rule 
allows  the  employer  to  reclassify  a 
permit  space  as  a  non-permit  confined 
space  if  there  are  no  actual  or  potential 
atmospheric  hazards  and  if  all  other 
hazards  within  the  space  are  eliminated 
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without  entry  into  the  space.  The 
reclassification  would  be  vaUd  as  long 
as  the  non-  atmospheric  hazards  remain 
eUminated. 

This  paragraph  applies  only  to  permit 
spaces  containing  no  actual  or  potential 
atmospheric  hazeods.  OSHA  expects 
that  this  provision  will  apply  primarily 
to  spaces  containing  hazardous  energy 
sources  or  containing  engulhnent 
hazards.  The  control  of  hazardous 
energy  sources  is  addressed  by  existing 
§1010.147,  The  control  of  hazardous 
energy  sources  (lockout/tggout).  That 
standard  covers  the  service  and 
maintentuice  of  machines  and 
equipment  in  which  the  imexpected 
energizing  or  start  up  of  the  machines  or 
equipment  or  release  of  stored  energy 
could  cause  injury  to  employees.  OSHA 
believes  that  it  is  possible  in  some  cases 
to  deenergize  and  lockout  machinery 
and  equipment,  using  the  procedures 
specified  in  §1910.147. "  so  that  the 
energy  hazards  are  eliminated  without 
any  entry  into  the  permit  space.  For 
spaces  posing  only  engulfment  hazards, 
it  may  be  possible  to  remove  the  hazard 
by  removing  the  engulfing  material  from 
the  space  before  entry.  In  these  cases, 
the  Agency  believes  that  entry  into  these 
spaces,  after  the  hazards  have  been 
removed,  is  at  least  as  safe  as  (if  not 
safer  than)  entry  in  accordance  with  the 
full  permit  space  program  requirements 
given  in  paragraphs  (d)  through  (k). 
Paragraph  (c)(7)(i),  therefore,  allows  the 
reclassification  of  these  types  of  spaces 
after  their  hazards  have  been 
eliminated. 

The  reclassification  of  permit  spaces 
allowed  under  paragraph  (c)(7)(i)  of  the 
final  rule  recognizes  that  spaces  such  as 
mixers  and  material  bins  can  have  their 
hazards  removed  before  entry,  so  that 
entrants  are  fully  protected  without  the 
need  for  permits,  attendants,  or  other 
features  required  by  the  full  permit 
space  program  requirements  given  in 
paragraphs  (d)  through  (k).  Mixers  can 
be  IcxJced  out  before  it  is  entered  for 
servicing  or  maintenance,  removing  the 
mechanical  hazards.  A  material  bin 
posing  an  engulhnent  hazard  can  be 
emptied  before  entry,  thus  removing 
that  hazard.  These  are  the  types  of 
spaces  that  can  be  made  safe  for  entry 
following  paragraph  (c)(7)(i)  of  the  final 
rule. 


■'  If  (be  equipment  or  machinery  it  not 
deeneigized  and  loclced  out  or  ta^^d '»  accordance 
with  §1910.147,  then  It  muat  be  guarded  a<  required 
in  other  general  industry  standards,  audi  as  Subpart 
O,  for  machine  guarding,  and  $l9l0.303(g]  and  (h), 
for  the  guarding  of  electric  equipment  As  long  as 
the  equipment  or  machinery  inaide  the  permit 
space  remains  guarded,  employees  writhin  the  space 
are  not  considered  to  be  exposed  to  any  equipment- 
related  hazards. 


Permit  spaces  that  contain  or  have  the 
potential  to  contain  hazardous 
atmospheres  may  also  be  reclassified  as 
non-permit  spaces,  under  paragraph 
(c)(7)(ii)  of  the  final  rule.  The  Agency 
believes  that  these  spaces  need  to  be 
treated  the  same  as  any  space  that  must 
be  entered  in  order  to  eUminate  hazards. 
After  this  type  of  space  is  isolated, 
piuged,  and  ventilated  from  outside,  it 
must  be  entered  to  test  the  atmosphere 
and  inspect  conditions  within  the  space 
in  order  to  ensure  that  the  hazards  have 
indeed  been  eliminated.  (Once  again, 
control  of  a  hazardous  atmosphere  is  not 
the  same  as  its  elimination.) 

Paragraph  (c)(7)(ii)  of  the  final  rule 
allows  the  employer  to  reclassify  a 
permit  space  as  a  non-permit  confined 
space  after  a  permit  entry  is  performed 
to  eliminate  hazards  within  the  space. 
The  permit  entry  with  must  be 
conducted  in  accordance  with  the  full 
permit  space  program  requirements 
given  in  paragraphs  (d)  through  (k).  This 
reclassification  would  also  be  valid  only 
as  long  as  the  hazards  remain 
eUminated. 

As  noted  earlier,  OSHA  beUeves  that 
entry  into  a  permit  space  whose  hazards 
have  been  removed  is  safe.  Some  spaces, 
however,  must  be  entered  either  to 
remove  the  hazards  or  to  verify  that  the 
hazards  have  been  eliminated.  For 
example,  if  the  disconnecting  means  for 
an  energy  soiuce  is  inside  the  permit 
space,  the  space  must  be  entered  in 
order  to  deenergize  it  and  lock  it  out. 
Also,  as  noted  previously,  if  the  permit 
space  poses  any  atmospheric  hazards,  it 
must  first  be  entered  in  order  to  perform 
the  testing  and  inspection  that  is 
necessary  to  determine  whether  the 
hazards  have  been  eliminated.  As  long 
as  the  entry  to  remove  the  permit  space 
hazards  is  conducted  in  accordance 
with  the  full  permit  space  program 
requirements  given  in  paragraphs  (d) 
through  (k),  the  space  can  be  considered 
as  safe  and  reclassified  after  the  hazards 
have  been  removed. 

The  types  of  permit  spaces  that  could 
fall  under  paragraph  (c)(7)(ii)  include 
such  spaces  as  chemical  tanks  and 
boilers.  Chemical  tanks  can  frequently 
be  made  safis  by  draining  them  of  their 
contents,  purging  any  residual 
chemicals  with  water,  and  ventilating 
the  space  after  purging  is  complete. 
Boilers  can  be  made  safe  for  entry  by 
shutting  them  down,  opening  the  access 
ports  to  allow  for  temperature  reduction 
and  nattiral  ventilation,  and  entering  the 
space  to  remove  any  residual  hazards, 
such  as  loose  buildup  that  could  foil 
onto  entrants.  In  each  case,  an  entry, 
conducted  in  accordance  with  the  full 
permit  space  program  requirements 
given  in  paragraphs  (d)  through  (k). 


must  be  perftwrned  in  order  to  ensure 
that  the  nazuds  have  been  eliminated. 
Paragraph  (c)(7)(iii)  of  the  final  rule 
requires  employers  seeking  to  reclassify 
a  permit  space  to  document  the  basis  for 
the  determination  that  all  permit  space 
hazards  have  been  eliminated,  through 
a  certification  that  contains  the  date,  the 
location  of  the  space,  and  the  signature 
of  the  certifying  individual.  The 
certification  must  be  made  available  to 
each  employee  entering  the  space. 

This  provision  is  basically  equivalent 
to  paragraphs  (c)(5Mi)(E)  and^c)(5)(ii)(H) 
of  the  final  rule.  In  eadi  case,  the 
onployer  must  substantiate  all 
determinations  that  compliance  with 
the  alternate  provisions  ia  appropriate, 
so  that  employers,  employees,  and  the 
Agency  have  the  means  by  which  to 
evaluate  those  determinations. 
CompUance  with  this  provision  vdll 
require  careful  consideration  of  the 
spaces  to  be  reclassified.  OSHA  beUeves 
that  this  paragraph  imposes  a  reasonable 
burden,  considering  that  compUance 
will  enable  employers  to  have 
employees  enter  these  reclassified 
spaces  without  the  need  to  implement 
the  full  array  of  permit  space  program 
requirements. 

If  a  permit  space  hazard  arises  in  a 
space  that  has  been  reclassified  under 
paragraph  (c)(7),  paragraph  (c)(7)(iv)  of 
the  Kntd  rule  requires  employees  to  exit 
the  space  and  requires  employers  to 
reevaluate  the  space  to  determine  if  the 
space  must  be  reclassified  again  as  a 
permit  space. 

This  provision  indicates  clearly  that 
employers  retain  responsibility  for  the 
safety  of  employees  who  enter  spaces 
after  the  spaces  have  been  reclassified  as 
non-permit  confined  spaces.  The 
empuiyer  must  determine  if  it  is  still 
appropriate,  under  the  circumstances 
identified  through  the  reevaluation,  to 
classify  the  space  where  the  hazard 
arose  as  a  non-permit  confined  space.  A 
reevaluation  aimed  at  reestabUshing 
compUance  with  paragraph  (c)(7)  will 
encompass  the  demonstrations,  testing, 
inspection,  and  documentation  required 
in  paragraphs  (c)(7)(i)  through  (c)(7)(Ui) 
of  the  final  rule.  OSHA  anticipates  that 
some  employers  wiU  seek  to  reestablish 
compUance  with  paragraph  (c)(7),  while 
others  will  choose  to  conduct  the  entries 
in  accordance  with  the  fuU  permit  space 
program  requirements  given  in 
paragraphs  (d)  through  (k).  The 
Agency's  concern  is  that  the  approach 
chosen  adequately  protect  employees 
who  enter  the  spaces. 

Paragraph  (c)i8)  of  the  final  rule 
contains  requirements  pertaining  to  the 
responsibiUties  of  host  employers  to 
employees  of  other  employers 
(contractore)  who  are  to  perform  permit- 
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requirad  coafined  9p&CB  aatry.  This 
provisioo  oorresponds  to  paragraph 
(c)(10)  of  the  pn^posed  rale.  Hoet 
employers  who  comply  with  these 
requiremeDts  will  eim>le  their 
contractors  to  develop  and  implement 
pennit  space  programs  that  satisfy 
§1910.146.  As  noted  in  the  preamble  to 
the  proposal  (54  FR  24091),  a  contractor 
who  is  unfemiliar  with  a  particular 
workplace  may  experiaoce  difficulties 
in  identifying  and  controlling  penait 
^Moe  haztrds.  especially  where  the  host 
employer  assumes  that  the  contractor 
knows  bow  to  operate  safely  in  a 
particular  permit  space  simply  because 
the  contractor  has  a  particular 
professional  expertiae. 

In  Issue  18  of  the  NPRM  (54  FR 
24088).  OSHA  asked  if  die  term 
"contractor"  was  sufficiently  inclusive 
to  ensure  that  all  employers  who  have 
permit  space  operations  in  vrorkplaces 
they  do  not  control  benefit  from  the 
provision  in  proposed  paragraph  (c)(10). 
OSHA  also  adied  if  there  were 
employers  who,  while  neither  b«ng 
contractors  nor  having  control  of  the 
workplace,  would  have  employees  enter 
permit  spaces. 

Many  commenters  responded  to  the 
questions  posed  in  Issue  18  (Ex  14-61, 
14-62, 14-63, 14-123, 14-132. 14-158. 
14-161, 14-162, 14-170,  14-171. 14- 
182. 14-183, 14-185. 14-219).  The 
majority  felt  that  no  further  clarification 
of  the  term  "contractor"  was  necessary. 
For  example,  the  Etepartment  of 
Defense,  Force  Management  and 
Personnel  (Ex.  14-219)  stated. 

The  term  "contractor"  used  in  the 
proposed  standard  is  suitably  defined  to 
onsuTB  that  all  indi\-iduals  that  may  have  to 
work  in  coafined  spaces  would  tw  covered 
under  the  requirements. 

The  Duquesne  Light  Company  (Ex. 
14-182)  agreed: 

The  term  "contractor"  is  sufficiently 
inclusive  to  ensure  that  noncompany 
employees  are  made  aware  of  jjermit  space 
hazards  at  the  site  on  which  they  work. 

Three  commenters  (Ex.  14-63, 14- 
158. 14-171)  believed  that  the  term 
"contractor"  was  not  sufficiently 
inclusive.  The  comments  of  the 
American  Insurance  Association  (Ex. 
14-158)  were  typical  of  these: 

...  we  believe  that  the  term  "contractor" 
does  not  accurately  describe  all  employers 
whose  employees  may  he  required  to  enter 
into  confined  spaces  at  the  premises  of  a  host 
employer,  and  may  in  fact  mischaracterize 
the  nature  of  the  relationship  between  the 
host  and  the  visiting  or  guest  employee  in 
many  instances.  As  an  example,  although 
insurance  company  personnel  on  occasion 
are  called  upon  to  make  inspections  or 
observations  of  the  premises  of  their  insureds 
ftir  insurance  and  related  purposes,  insurers 


do  not  typically  act  as  "contractors"  for  their 
insureds  in  that  regard.  We  request  that 
OSHA  use  another  term  such  as  "di^Mtching 
empioyor"  or  a  similar  term  when  lefosrlng 
to  an  employer  whose  employses  ere  sent  to 
the  praadsas  of  a  host  employer. 

The  Atlantic  Richfield  Company  (Ex. 
14-123)  recommended  that  "contractor" 
be  dunged  to  read  "contractor/ 
subcontractor"  in  the  final  rule,  since 
many  primary  contractors  subcontract 
out  specific  tasks.  The  State  of  Maryland 
(Ex.  14-63)  recommended  that  the  term 
"contractor"  be  expanded  by  adding  to 
it  "or  temporary  employment  agency  or 
service." 

On  the  basis  of  the  information 
submitted  to  the  record.  OSHA  believes 
that  the  term  "contractor",  as  it  is  used 
in  the  regulatory  text,  is  inclusive 
enough  to  cover  all  employees  who  may 
be  required  to  enter  permit  spaces.  The 
Agency  has  continued  to  use  the  term, 
unchanged,  in  the  final  rule.  Temporary 
employment  agencies  or  subcontractors 
are  considered  to  be  "contractors"  by 
OSHA.  In  any  case,  OSHA  only  uses  the 
term  "contractor"  as  an  example 
(parenthetical)  of  the  usual  type  of 
"personnel  other  than  its  own 
employees"  that  a  host  employer  is 
likely  to  encounter.  In  this  final  rule, 
OSHA  intends  to  cover  the  operations  of 
all  employers  whose  employees  enter 
permit  spaces. 

Paragraph  (c)(8)  requires  host 
employers: 

(1)  To  inform  the  contractor  that  the 
workplace  has  permit  spaces  that  may 
be  entered  only  under  a  permit  space 
program: 

(2)  To  apprise  the  contractor  of 
hazards  associated  with  the  permit 
space; 

(3)  To  apprise  the  contractor  of  any 
permit  space  prtx^edures  the  host 
employer  has  implemented; 

(4)  To  coordinate  entry  operations 
with  the  contractor;  and 

(5)  To  debrief  the  contractor  at  the 
conclusion  of  entry  operations. 

This  provision  of  the  final  rule  is 
based  on  paragraph  (c)(10)  of  the  NPRM. 

Several  comments  were  received 
concerning  the  host  employer's 
responsibilities  to  the  contractor.  The 
commenters  agreed  that  the  host 
employer  should  be  required  to  inform 
contractors  of  the  hazards  present  in. 
and  the  precautions  the  host  employer 
has  previously  taken  regarding,  the  host 
employer's  permit  spaces  (Ex.  14-81, 
14-«6. 14-107. 14-111).  However,  there 
was  some  objection  to  the  proposed 
requirement  that  the  host  employer 
provide  "all  available  information"  on 
permit  space  hazards  to  the  contractor 
(Ex.  14-30. 14-157. 14-161. 14-171. 
113).  These  commenters  suggested  that 


the  requirement  was  too  broad  and 
recommended  that  the  host  employer 
provide  only  "pertinent"  information  to 
the  contractor.  For  example,  the 
American  Petroleum  Institute  (Ex.  14- 
166)  had  this  concern  with  paragraph 
(c)(10)oftheNPRM: 

In  many  drcumstaacea.  it  is  abaelutety 
vital  to  the  safety  of  all  wnkers  that  confined 
space  entries  in  existing  process  bcilities 
remain  under  the  dose  control  of  the  host 
company,  using  one  common  and  consistent 
set  of  procedures  atablished  for  the  fadlity, 
conforming  to  the  OSHA  rule. 

However,  the  language  proposed  seems  to 
preclude  this  approach,  and  instead  requires 
that  the  host  company  provide  the 
contractors  with  all  the  necessary 
Infiarmation,  and  that  the  contractors  then 
independently  comply  with  the  regulation 
through  their  own  (hverse  programs. 
[Emphasis  was  supplied  in  original.) 

The  Hartford  Steam  Boiler  Inspection 
and  Insiu'ance  Company  (Ex.  14-131) 
brought  up  a  subject  (identification  of 
permit  entry  permit  spaces)  which  was 
not  covered  in  the  NPRM.  They  stated: 

The  regulation  is  unclear  as  to  who  would 
identify  the  entry  permit  spacesl.l  the 
contractor  or  the  host  employer. 

A  comment  fixjm  S.C.  Johnson  &  Son. 
hic.  (Ex.  14-45)  asked  that  OSHA 
"furUier  clarify"  the  requirements 
concerning  a  host  employer's  duty  to 
other  employer's  employees.  Other 
commenters  (Ex  14-111, 14-131. 14- 
150).  while  not  disagreeing  with  the 
intent  of  proposed  paragraph  (c)(10). 
also  asked  that  it  be  clarified  or 
provided  recommended  language  for 
amending  the  provision. 

In  response  to  the  concerns  expressed 
relating  to  proposed  paragraph  (c)(10). 
OSHA  has  rewritten  and  reorganiaed  the 
standard's  provisions.  The  final  rule 
breaks  out  the  different  provisions  in 
the  proposed  paragraph  into  separate 
requirements. 

In  paragraph  (c)(8)(i).  OSHA  is 
requiring  that  the  host  employer  inform 
the  contractor  that  the  woricplace 
contains  permit  spaces,  and  that  entry 
into  those  spaces  is  allowed  only 
through  compliance  with  a  permit  space 
program  meeting  the  requirements  of 
this  standard.  This  very  basic 
information  would  have  been  required 
to  be  provided  to  contractors  in  any 
case,  under  the  proposed  provision  to 
provide  "all  available  information";  but 
OSHA  has  decided,  in  order  to 
eliminate  any  confusion  or 
misunderstanding,  to  specifically 
require  the  host  employer  provide  it  to 
the  contractor. 

This  is  the  type  of  approach  taken 
throughout  final  paragraph  (c)(8) — 
OSHA  has  provided  more  specific 
language  with  respect  to  what  is 
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lequiied.  as  opposed  to  the  relatively 
open-ended  general  language  contained 
in  the  proposial.  The  Agency  believes 
that  this  approach  is  responsive  to  the 
comments  received  on  proposed 
paragraph  (c)(10)  and  that  the  final 
provisions  give  better  guidance  to 
employers  as  to  what  is  expected  in 
terms  of  compliance. 

In  paragraph  (c)(8)(ii).  OSHA  is 
requiring  the  host  employer  to  provide 
the  contractor  with  the  elements  (the 
hazards  posed  by  and  the  host 
employer's  experience  with  the  space) 
that  indicate  that  the  space  in  question 
is  a  permit  space.  This  provision  does 
not  require  a  host  employer  to  make  a 
detailed  investigation  of  any  permit 
spaces,  but  merely  to  provide  to  the 
contractor  whatever  information  the 
host  employer  used  in  identifying  a 
permit  space. 

In  paragraph  (c)(8)(iii)  of  the  final 
rule,  OSHA  is  requiring  the  host 
employer  to  apprise  the  contractor  of 
the  precautions  or  procediures,  if  any, 
that  the  host  employer  has  implemented 
for  the  protection  of  employees  in  or 
near  permit  spaces  where  contractor 
personnel  will  be  working. 

OSHA  considers  that  the  information 
required  from  the  host  employer,  clearly 
set  out  in  paragraphs  (c)(8)(i)  through 
(c)(8)(iii).  is  the  minimum  needed  by  a 
contractor  to  perform  permit  space 
entries  at  a  host  employer's  workplace. 
This  is  the  same  information  that  the 
Agency  would  have  required  under 
proposed  paragraph  (c){10).  but  it  has 
oeen  presented  in  a  more  precise 
manner.  Except  for  the  open-ended 
nature  of  proposed  paragp-aph  (c)(10), 
there  was  no  substantive  objection  to 
the  provision  itself. 

OSHA  has  included  paragraphs 
(c){8)(iv).  (c)(8)(v),  and  (c)(9)  in  the  final 
rule  to  further  address  the  relationship 
between  the  host  employer  and  the 
contractor.  These  provisions,  which 
have  no  counterparts  in  the  proposal, 
cover  coordination  of  efforts  to  provide 
safe  permit  space  entry  operation  and 
the  exchange  of  information  between 
the  host  and  the  contractor.  They  are 
also  a  direct  outgrowth  of  the 
recognition,  as  reflected  in  the  record, 
that  coordination  between  host 
employers  and  contractors  is  essential  to 
the  safety  of  all  employees  who  must 
enter  permit  spaces. 

Various  witnesses  and  commenters 
(Ex.  14-63, 14-111. 14-124, 14-147) 
recommended  that  additional 
coordination  between  host  employer 
and  contractor  was  desirable  (see  the 
previous  discussion  of  paragraph  (c)(8)). 
With  respect  to  this  question,  some 
commenters  (Ex.  14-^3, 14-178, 14- 
183, 113. 138)  recommended  that  the 


rule  address  the  responsibilities  of 
contractors  in  more  detail.  For  example, 
the  State  of  Maryland's  Occupational 
Safety  and  Health  Program  (&c  14-63) 
stated:  "Mwyland  strongly  recommends 
that ...  consideration  be  given  to 
expanding  Section  (c)(10)  to  more 
dearly  define  the  role  of  the  contractor. 
Although  (c)(10)  indicates  to  the  'host 
employer'  that  he/she  has  obligations  to 
the  contractor,  the  obligations  of  the 
contractor  are  not  clearly  defined."  The 
State  of  Maryland  concluded  that  the 
contractor's  obligation  to  comply  with 
§1910.146,  whidb  was  clearly  noted  in 
the  preamble  to  the  NPRM  (54  FR 
24091)  should  be  made  explicit  in  the 
standard  as  well. 

Another  commenter  (Ex.  14-111) 
suggested  that  proposed  paragraph 
(c)(10)  require  contractors  to  comply 
with  all  provisions  of  §1910.146  and 
that  contractors  be  required  to  "...  obtain 
all  relevant  information  from  the  host 
employer  regarding  specific  workplace 
ha^^rds  that  could  only  be  recognizable 
by  the  host  employer."  The  commenter 
suggested  that  the  host  employer,  in 
turn,  be  required  to  "provide  the 
relevant  information  to  the  contractor." 

Another  rulemaking  participant  (Ex. 
14-124)  noted,  however,  the  lack  of 
information  a  host  employer  may  have, 
as  follows: 

...  OSHA  should  recognize  that  the  owner/ 
operator  may  not  have  expertise  in  confined 
space  entry  and  may  only  be  able  to  provide 
the  contractor  with  a  list  of  chemicals,  their 
MSDSs  and  physical  information  on  the 
confined  space.  The  owner/operator  may  be 
hiring  an  experienced  contractor  to  perform 
the  work  precisely  because  he  recognizes  that 
he  does  not  have  the  expertise  to  perform  the 
task  safely.  In  such  a  situation,  the  owner 
could  not  be  expected  to  advise  the 
contractor. 

This  commenter  recommended  that 
OSHA  revise  proposed  paragraph  (c)(l6) 
to  require  that  contractors  communicate 
and  coordinate  with  host  employers  as 
necessary  to  comply  with  proposed 
paragraphs  (c)(1)  through  (c)(9)  and  to 
provide  that  the  host  employer's  failure 
to  provide  information  requested  by  the 
contractor  does  not  relieve  the 
contractor  from  the  requirement  to 
comply  with  the  standard. 

OsHA  has  decided  that  the  regulatory 
burdens  placed  upon  host  employers 
concerning  permit  space  entry  in 
paragraph  (c)(8)  of  this  final  rule  should 
also  be  placed  upon  contractors  where 
appUcable.  Therefore,  the  Agency  is 
including  new  paragraph  (c)(9)  in  the 
final  rule  to  address  the  duties  of  the 
contractor  with  respect  to  safe  permit 
space  entry  operations.  OSHA  beUeves 
that  diese  additional  requirements  will 
contribute  significantly  to  the  increased 


safety  and  health  of  host  employer  and 
contractor  employees  where  such 
employees  are  involved  in  permit  space 
entry  operations. 

Paragraph  (c)(9)(i)  of  the  final  rule  is 
the  corollary  of  paragraph  (cK8)(ii)  and 
requires  that  the  contractor  obtain  any 
available  information  concerning  permit 
space  hazards  and  mtry  operations  from 
the  host  employer.  As  noted  earlier,  this 
exchange  of  information  should  help  the 
contractor  to  anticipate  the  permit  space 
hazards  that  may  be  present  during 
entry. 

Numerous  witnesses  at  the  hearings 
commented  about  the  host  employer-to- 
contractor  relationship.  The  opinion 
was  virtually  unanimous  that 
coordination,  including  coordination  of 
joint  permit  space  entry  operations 
between  the  two  employers,  was 
essential  (Ex.  138;  Washington  Tr.  540; 
Houston  Tr.  632,  724,  780;  Chicago  Tr. 
302).  These  Jtiearing  participants  argued 
that  it  is  vital  that  each  employer  be 
aware  of  the  other's  tasks  and  work 
procedures. 

Some  who  testified  (Washington  Tr. 
418)  felt  strongly  that  contractors  should 
be  required  to  comply  with  the  host 
employer's  entry  program,  because  they 
have  observed  cases  where  the 
contractor  either  had  an  inadequate 
program  or  no  program  at  all.  In  their 
written  comment  (Ex.  14-188),  the 
American  Petroleum  Institute  (API) 
complained  that  proposed  paragraph 
(c)(10)  might  be  construed  to  prohibit  a 
host  employer  bom  requiring  a 
contractor  to  use  the  host's  permit 
program.  API  recommended  in  its  post- 
hearing  comment  (Ex.  113)  that 
contractors,  to  minimize  confusion  and 
possible  misunderstanding,  adhere  to 
the  host  employer's  permit  program 
when  employees  of  each  employer 
simultaneously  conduct  ent^r 
operations,  stating: 

Often,  contractors  and  the  host  employer's 
employees  enter  the  same  confined  space  to 
peiform  work  activities.  Confusion  and 
misimderstanding  could  result  if  such  a 
space  is  subject  to  two  or  more  confined 
space  programs.  It  is  preferable  in  such  a 
situation  for  a  single  confined  space  program 
to  govern.  Usually  the  host  employer  is  in  the 
best  position  to  understand  the  hazards,  and 
require  a  imiform  plant-wide  procedure  for 
confined  space  entry. 

Another  commenter  (Ex.  14-86)  also 
expressed  concern  about  situations  in 
which  both  host  employers  and 
contractors  have  employees  woridng  in 
permit  spaces.  The  commenter 
suggested  that  the  standard  allow 
contractors  either  to  develop  their  own 
permit  space  programs  or  adopt  tlie 
program  used  by  the  hose  employer. 
Additionally,  this  rulemaking 
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porticipaDt  testified  (Houston  Tr.  781) 
that  "[s)ach  flsxibititv  is  nawied  to 
aoconunodato  tfae  wide  variety  of 
experience  levels  among  contractors 
regarding  confined  space  work  and  the 
wide  variety  of  tasks  required." 

Some  rulemaking  participants  (Ex. 
14-131. 14-138, 117;  Washington  Tr. 
359-360),  representing  companies  who 
inspect  boilers  and  pressure  vessels, 
sUtad  that  proposed  paragraph  (c)(10) 
should  require  host  employers  to  take 
all  measxuBS  necessary  to  render  permit 
spaces  safe  for  entry  and,  where 
possible,  "low-hazard"  before  having 
contractors  enter  those  spaces.  One 
witness  stated  (Wadungton  Tr.  360), 
"Such  a  requirement  would  not  put  an 
additional  burden  on  the  host  employer, 
while  it  would  provide  the  most 
effective  means  of  protecting  the  safety 
of  our  employees  and  those  of  other 
conLractoTS  or  similar  employers."  The 
Factory  Mutual  Engineering 
Association,  an  organiration  whose 
emplojraes  are  required  to  enter 
confined  spaces  owned  and  controlled 
by  other  employers,  recommended  in  its 
post-hearing  comment  (Ex.  117]  that 
host  employers  be  given  virtually  all 
responsibility  for  testing  and 
preparation  of  a  permit  space  for  entry 
by  coniractors,  unless  the  host's 
employees  never  enter  the  permit 


spaces. 


OSHA  agrees  with  the  testimony 
advocating  coordination  betvraen  the 
host  employer  and  contrsctor  and  has 
included  paragraphs  (c)(8Miv).  (cM9)(ii). 
and  (d)(l  1)  in  the  final  rule  to  require 
such  coordination.  Paragraph  (dK 
rsquires  employers  to  coordinate  entry 
operations  when  employees  of  more 
than  one  employer  are  working 
simultaneously  as  authonzed  entrants 
in  a  permit  space,  so  that  employees  of 
one  employer  do  not  endanger  the 
employees  of  any  other  employer.  This 
provision  applies  generally  to  all  multi- 
employer permit  space  entr>'  operations, 
sc  as  to  address  the  relevant  hazards 
under  the  variety  of  conditions  actually 
encountered.  The  hazards  of  muiti- 
empk>)-er  permit  space  entry  operations 
exist  whether  or  not  one  of  the 
employers  acts  as  a  host  employer.  '* 
Thwefore.  OSHA  has  adopted  paragraph 
(d)(ll}  to  cover  coordination  among  all 
employers  whose  employees  are  present 
during  entry  operations.  Paragraphs 
(c)(3j(iv)  and  (c)(9)(ii)  direct  the  host 
employer  and  contractor,  respectively. 


'*  A  mashoie  thet  U  tharad  by  two  utiKty 
ccmpanim  (fn  and  watnr,  ibr  8xunpi«)  is  oo«  cat* 
in  which  nailkar  aMpioyar  may  ba  ooaad«ad  tba 
host  «oi4>ioTflr  If  ttmployaat  a(  both  ampioymn  aia 
p'<>:,»<aL  but  nsiUMr  ampioyat  acts  at  tha  hau. 
VHUiipnpt  ((i)tl'i}  would  still  .^aquire  coordioalioa 
>.'•'  riermit  spaca  ant^  oparations. 


to  the  basic  requirement  far 
coordination  of  efforts  to  protect 
employees  from  permit  space  hazards. 
This  coordination  should  include  a 
determination  of  what  permit  program 
is  to  be  used  by  the  contractor.  The  final 
rule  does  not  prohibit  the  host  employer 
from  requiring  a  contractor  to  use  the 
host's  permit  program,  nor  does  it 
require  die  contractor  to  use  the  host's 
program.  The  host  emplojrer  may  choose 
to  condition  its  contract  on  the 
contractor's  compliance  with  the  boat's 
program,  as  is  often  the  case  in  the 
petrochemical  industry. 

While  OSHA  agrees  that  a  specified 
division  of  responsibilities  may  be 
appropriate  in  some  cases,  it  may  not  be 
so  in  odiers.  The  rulemaking  record 
indicates  that  there  is  a  wide  range  of 
circumstances  in  whidi  contractor 
personnel  enter  permit  spaces.  There  are 
circiraistances  in  which  contractors  set 
up  complete  permit  space  programs  at 
host  employers'  workplaces,  and  there 
are  situations  in  which  both  contractor 
and  host  employer  employees  are 
working  side-by-side  in  a  permit  space. 
For  example,  one  commenter  (Ex.  14- 
63)  stated.  "...  the  general  industry 
employer  often  will  leave  to  a  contractor 
the  job  of  cleaning,  repairing  and 
maintaining  confined  spaces,  such  as 
tanks,  vaults  and  vessels." 

Because  of  this,  OSHA  believes  that 
flexibility  is  necessary  and  that  the  host 
and  contractor  should  cooperate  and 
should  make  arrangements  to 
implement  a  permit  program  best  suited 
to  their  particular  situation.  The  final 
rule  provides  this  flexibility. 

Paragraph  (c)(8)(v)  of  the  final  rule 
requires  the  host  employer  to  debrief  the 
contractor  et  the  end  of  entiy  operations 
concerning  any  hazards  confronted  or 
created  during  entry  operations. 
Paragraph  (c)(9J(iii)  of  the  final  rule 
requires  the  contractor  to  inform  the 
host  employer  of  the  permit  program 
followed  and  of  any  hazards  confronted 
or  created  in  permit  spaces.  "Hiese 
provisions  had  no  counterpart  in  the 
proposal. 

Ehiring  the  hearings  several  witnesses 
were  asked,  because  they  had 
complained  about  poor  contractor 
performance  and  lack  of  accountability, 
if  they  would  favor  a  provision  in  the 
final  rule  requiring  contractors  to  report 
back  to  the  host  employer  concerning 
any  problflms  encountered,  and 
procediu^s  used,  during  permit  entry 
operations.  Many  witnesses 
(Washington  Tr.  420;  Houston  Tr.  743- 
744;  Chicago  Tr.  158)  agreed  that  such 
a  provision  would  be  desirable.  For 
example,  in  its  post-heanng  comment 
(Ex  119).  Texaco  stated: 


TIm  csalracl<<r  shoaM  be  required  to  notify 
dM  hott  in  case  of  a  haaard  devekipmeat  in 
onkr  ttart  stops  may  ba  taken  iar  protectioB 
of  panoDnet  protsctioa  of  personnel 
possibly  in  M^aoeet  fiicUitiM,  protection  of 
equipmast  and  adjaoant  equifmieot  (that  is. 
if  a  hazard  develops,  then  not  only  could  the 
contractor  be  affected,  but  the  ad)acent  host's 
employees  and  equipment  as  well).  The  host 
must  be  infonoBd  in  ordOT  to  investigate  and 
take  correcUve  action  if  warranted. 

The  Agaacy  agrees  that  the  host 
employer  ne«ds  to  be  informed  of  the 
pennit  space  program  the  contractor  is 
using.  This  information  will  enable  the 
host  employer  to  take  st^s  to 
coordinate  its  efforts  to  protect 
employees  bom  permit  space  hazards 
with  the  contractor.  Additionally,  it  is 
necessary  for  the  host  employer  to 
receive  information  on  any  hazards 
foimd  or  created  within  the  space 
during  entry  operations  in  order  to 
enable  tlw  boat  amplo3rOT  to  deal  vrith 
these  hazards  during  the  current  entry 
and  to  take  measuree  to  omtrol  them  in 
subsequent  entries.  Additionally,  the 
host  employer  will  have  this 
infonnation  available  to  assist  future 
contractors  who  may  be  called  upon  to 
perform  permit  space  entry.  OSHA  has 
therefore  added  a  provision,  paragraph 
(c)(9){iii),  that  requires  contractors  to 
inform  host  employers  of  the  permit 
program  followed  and  of  any  hazards 
omfronted  or  created  in  the  pennit 
space  during  entry  operations.  To  help 
ensure  that  six:h  infonnation  is 
provided  to  the  host  employer,  OSHA 
has  included  a  requirement  in  the  final 
rule,  paragraph  (c){8)(v),  that  the  host 
employer  debrief  the  contractor  at  the 
conclusion  of  entry  operations,  seeking 
the  same  information  that  the  contractor 
is  required  by  paragraph  (c)(9)(iii)  to 
provide  the  host  employer.  This 
exchange  of  information  is  thus  required 
by  OSHA  of  both  host  employer  and 
contractor. 

Paragraph  (d).  Permit  space  entry 
program. 

As  noted  previously,  requirements 
proposed  in  paragraph  (c)  that  related  to 
the  permit  space  program  have  been 
included  in  paragraph  of  the  final  rule. 
The  Agency  believes  that  separating 
general  provisions  bom  requirements 
pertaining  only  to  the  program  will 
make  the  final  standard  more 
understandable.  Accordingly,  paragraph 
(d)  sets  forth  requirements  for  the  design 
and  implementation  of  permit-required 
confined  space  programs.  The  Agency 
notes  that,  except  insofar  as  paragraph 
(dK2)  allows  employers  to  defer  hazard 
evaluation  until  actual  entry  operations 
are  planned,  employen  are  expected  to 
begin  developing  ttieir  pennit  space 
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proems  (sudi  as  arranging  for 
desi^ation  and  training  of  personnel  to 
be  involved  in  entry  operations  and  for 
rescue  and  emergency  services)  when 
they  identify  permit  spaces  that  are  to 
be  entered  ^  their  employees.  The 
Agency  observes  that  an  employer  who 
waits  until  the  last  minute  before  entry 
operations  begin  to  develop  an  permit 
space  program  is  unlikely  to  have 
property  trained  and  equipped 
personnel  available.  Paragraph  (d)  sets 
forth  requirements  for  planning  of 
entries,  so  that  by  the  time  Mitry  begins 
all  of  the  program  elem«its  are  in  place 
and  entries  are  conducted  safely. 

The  introductory  text  of  paragraph  (d) 
provides  that,  imder  the  permit-required 
confined  space  program  required  by 
paragraph  (c)(4)  of  final  §1910.146,  the 
emplo3rer  must  comply  with  all  the 
rules  given  in  the  remaining  paragraphs 
of  paragraph  (d).  The  introduction 
serves  merely  to  introduce  the  list  of 
duties  of  an  employer  imder  a  permit 
space  entry  program. 

Paragraph  (d)(1)  of  the  final  rule 
requires  the  employer  to  implement 
measures  necessary  to  prevent 
unauthorized  entry.  This  provision 
corresponds  to  proposed  paragraph 
(c)(5).  As  noted  previously,  OSHA 
believes  that  it  is  very  important  to 
prevent  unauthorized  access  to  permit 
spaces.  The  rulemaking  record 
demonstrates  that  such  entry  is 
frequently  fatal. 

Some  commenters  (Ex.  14-124, 14- 
130, 14-163, 14-189)  argued  that 
proposed  paragraph  (c)(5)  was 
unnecessary,  because  proposed 
paragraph  (c)(4)  covering  the  posting  of 
warning  signs  provided  sufficient 
protection. "  For  example,  Amoco 
Corporation  (Ex.  14-124)  stated: 

We  do  not  think  diat  it  is  necessary  to  pott 
signs  and  provide  baniers  in  lieu  of  training 
to  restrict  unauthoriied  entry.  The  employer 
should  have  the  option  of  using  either  signs 
or  l>aniers  depending  on  the  conditions. 
Therefore,  we  suggest  that  the  phrase,  'signs 
and  barriers'  should  be  replaced  by  'signs  or 
barriers.'  [Emphasis  supplied  in  original] 

Similarly,  another  commentw  (Ex. 
14-163)  found  the  two  proposed 
provisions  redundant,  as  follows: 

I  find  paragraphs  (c)(4)  and  (cK5)  to  be 
redundant  Both  of  tliese  issues  could  be 
dealt  with  in  one  paragraph.  Perhaps.  (cK4) 
could  read:  "Information,  shall  post  signs 
near  permit  spaces  to  notify  employees  what 
hazards  may  [be]  present  and  that  only 
authorized  entrants  may  enter  the  permit 
spaces.  Training  and,  at  necessary,  signs  or 


'^  See  the  tummary  and  explanation  of  flnri 
pMagrapb  (cKZ)  earlier  for  a  diacuMion  of  the  istuas 
tegarding  tnfbnning  emplojrMS  about  the  preMBoe 
and  hawds  of  permit  space*. 


barrimv  aball  be  uaed  to  ptevent 
uaatiaartced  entry  into  permit  spaces." 

Monsanto  Company  (Ex.  14-170),  on 
the  odier  hand,  supported  proposed 
paragraph  (cH5),  stating: 

Again,  an  important  element  in  a 
successhil  confined  space  entry  program  is 
training  in  the  recognition  of  coafinied  spaces 
and  the  potential  hazards.  As  OSHA 
aclcnowledges  in  the  next  definltioo.  (c)(5l. 
training  is  an  alternative  to  posting  signs  and 
barriers. 

Paragraph  (c)(5) — Monsanto  supports 
OSHA's  proposal  to  use  training  or  othar 
forms  of  warning  as  equivalent  means  for 
preventing  unauthorizisd  entry  into  confined 
spaces. 

Some  commenters  (Ex.  14-68, 14- 
173)  felt  that  OSHA's  proposal  was  too 
weak  in  this  area.  They  felt  that  training 
and  signs  would  not  prevent  employee 
entry  into  permit  spaces.  For  example, 
the  Quaker  Oats  Company  (Ex.  14-173) 
argued: 

lliese  sections  address  notification  (with 
signs)  to  employees  that  hazards  exist  and 
that  only  authorized  entrants  may  enter  the 
permit  space.  Paragraph  (c)  (5)  additionally 
requires  training  or  signs  and  barriers  as  a 
means  of  preventing  unauthorized  entry.  We 
feel  that  these  paragraphs  can  be  combined 
and  strengthened. 

We  r«conmiend  that  all  permit  spaces  be 
posted,  notifying  employees  that  hazards 
may  be  present  and  only  authorized  entrants 
enter.  These  signs  would  be  appropriate 
postings  during  non-entry  times  and  during 
the  permitted  entry.  All  employees  should  oe 
instructed  as  to  restricted  areas,  and  confined 
spaces  should  be  secured  whenever  feasible 
with  positive  barriers  such  as  locks. 
(Emphasis  was  supplied  in  original.) 

Anothw  commenter  (Ex.  14-68)  also 
contended  that  the  proposal  would  not 
provide  effective  protection,  as  follows: 

Training  is  not  an  effective  means  of 
preventing  unauthorized  entry  nor  is  a 
posted  sign.  The  use  of  the  conjunction,  'or,' 
in  the  proposed  standard  leaves  the  employer 
a  choice  among  providing  a  positive  denial 
of  entry  provision  such  as  a  locked  barrier, 
posting  a  warning  sign  or  providing  training. 
There  should  be  no  doubt  that  the  first  choice 
will  usually  be  'training,'  such  as,  "Don't  go 
in  there."  At  most,  a  sign  may  be  posted  to 
supplement  the  instructions.  These 
precautions  are  so  inadequate  as  to  be  no 
precaution.  [Emphasis  was  supplied  in 
original.] 

OSHA  believes  employees  need  to  be 
informed  of  the  hazards  of  permit 
spaces  (paragraph  (c)(2))  and  need  to  be 
protected  again  the  haziard  of  accidental 
entry  into  these  spaces  (paragraphs 
(cHS)  and  (d)(1)).  In  the  proposal,  these 
tvro  considerations  were  addressed  in 
paragraph  (c)(4).  Employee  information, 
and  in  paragraph  (c)(5).  Prevention  of 
unauthorited  entry,  respectively,  fot 
employers  whose  employees  would  be 


entering  permit  spaces.  In  the  final  rule, 
these  two  considerations  are  addressed 
in  paragraphs  (cX2)  and  (d)(1), 
respectively,  fbr  Uiesa  same  employers. 

Normally,  training  and  si^u  are 
methods  of  inforadogamployeas  of  the 
presence  and  haxards  of  permit  spaces, 
and  they  do  little  to  prevent 
unauthorised  access  Howevsr,  if  the 
woikplaoe  is  so  oonfigorad  as  to  prevent 
access  of  unautfaoriaed  entrants  into 
areas  nontwining  pmmit  spaoes,  training, 
alone  or  in  oombinadon  with  signs,  may 
prevent  the  unaudiorized  access  to  the 
spaces.  Otherwise,  covers,  guardrails, 
fences,  or  locks  will  be  necessary.  It  is 
the  employers  responsibility  to  use 
whatever  measiues  are  necessary  to 
prevent  imauthorized  entry. 

Additionally.  OSHA  intends  this 
provision  to  require  the  employer  to 
take  administrative  measures  to  ensure 
that  all  entries  into  permit  spaces  are 
authorized  entries.  Unauthorized 
entrants  are  hazards  to  themselves  and 
to  other  personnel,  because  they  expose 
themselves  to  permit  space  hanuds 
without  the  necessary  equipment  or 
training.  Furthermore,  they  disrupt 
entry  operations,  )eopardizing  the  safaty 
of  persoimel  who  are  working  in  the 
space  or  who  are  sent  in  to  rescue  or 
remove  them  from  the  space.  The 
Agency  beUeves  that  many  of  the  permit 
space  accidents  documented  in  the 
rulemaking  record  resulted  from  an 
overiy  casual  attitude  about  the 
authorization  of  entry. 

Paragraph  (c)(5)  otthe  proposal  was 
designed  to  underscore  the  importance 
of  allowing  employees  to  enter  permit 
spaces  only  after  the  employer  has  taken 
the  measures  necessary  for  safe  entry. 
However,  in  view  of  the  wide  variety  of 
possible  permit  spaces  and  assortment 
of  protective  techniques,  the  Agency  is 
adopting  a  performance-oriented 
approach  to  this  provision  in  the  final . 
rule.  The  examples  given  in  proposed 
paragraph  (c)(5)  have  not  been  carried 
forward,  and  paragraph  (d)(1)  in  the 
final  rule  simply  requires  employers  to 
take  whatever  steps  are  necessary  to 
prevent  unauthorized  employee  into 
permit  spaces.  This  approach  will 
provide  the  flexibility  employers  need 
to  provide  the  most  effective  protection 
for  their  employees. 

Paragraph  (d)(2)  of  the  final  rule 
requires  the  employer  to  identify  and 
evaluate  the  hazwds  of  permit  spaces 
that  employees  will  enter  before  they 
actually  do  so. 

This  provision  corresponds  to 
paragraph  (c)(1)  of  the  proposal,  which 
read  as  follows: 

(The  employer  shall  ijdentify  and  evaluate 
each  haard  of  the  pennit  spaces,  including 
determination  of  severity; 
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Many  commentera  (Ex.  14-86. 14-88. 
14-124. 14-143. 14-150. 14-177. 138) 
complained  that  the  phrase  "including 
determination  of  severity"  was 
ambiguous  and  unneeded.  In  its 
comment.  OTganization  Resources 
Counselors.  Inc.  (Ex.  14-143)  stated: 

It  is  difficult  to  undentand  what  OSHA 
intends  that  the  employer  do  relative  to 
making  ■  "determination  of  severity". 
Neither  the  standard,  nor  the  prsamble,  offer 
guidance  on  what  this  phrase  means  or  what 
additional  action  or  inmrmation  should  be 
seemed  by  the  employer  under  hispermit 
required  confined  space  program.  The 
extensive  definitions  of  hazvdouc 
atmosphere,  IDLH.  immediate-severe  health 
effects,  permit  required  confined  space,  low 
hazard  permit  space,  etc-,  provide  sufficient 
guidance  in  evaluating  the  hazards  of  a  space 
without  the  need  for  this  ambiguoxis  phrase, 
therefore,  we  reconunend  that  it  be  deleted. 

Another  commenter,  API  (Ex.  14- 
168).  stated: 

API  agrees  in  general  with  this  item,  but 
the  requirement  for  'including  determination 
of  severity'  is  undefined,  impractical,  and 
totally  unnecessary,  given  the  extensive 
definitions  of  haz^ous  atmosphere,  IDIM, 
immediate  severe  health  efilscts,  permit 
required  confined  space,  and  low-hazard 
permit  space.  These  definitions,  woven  into 
tlM  employer's  entry  permit  program,  ensure 
adequate  protection  without  the  additional 
ambiguous  burden  of  'including 
determination  of  severity'.  The  preamble 
offers  no  guidance  on  interpreting  this 
requirement.  The  phrase  should  be  deleted. 

OSHA  agrees  that  the  phrase  is 
unnecessary  and  possibly  confusing. 
Specifically,  the  Agency  concurs  with 
the  Texas  Chemical  Council  (Ex.  14-86). 
who  stated: 

By  definition  a  confined  space  entry  has 
the  potential  for  the  most  severe  penalty- 
death.  Therefore,  to  define  determination  of 
severity  as  death  under  hazard  identification 
would  not  be  productive  nor  necessary  for 
industry.Therefore,  the  proposed  phrase 
"including  determination  of  severity"  has  not 
been  carried  forward  into  the  final  rule. 

Some  commentera  (Ex.  14-94. 14- 
118, 14-157, 14-170. 14-176)  expressed 
concern  over  when  OSHA  expected 
employers  to  identify  and  evaluate 
hazards  to  comply  with  proposed 
paragraph  (c)(1).  For  example,  The 
Department  of  the  Navy  (Ex.  14-91) 
stated: 

It  is  important  to  identify  and  evaluate  the 
hazards  of  permit  spaces,  and  this  must  be 
done  prior  to  entry.  Is  the  intent  of  this 
section  to  require  an  initial  facilities 
inspection  for  permit  sptaces  or  to  require 
iiupection  and  evaluation  as  work  occurs?  If 
initial  facilities  inspections  are  required,  how 
soon  must  they  be  completed? 

CMA  (Ex.  14-118)  had  a  similar 
concern,  saying: 


The  Hazard  Identification  section,  20 
CF.R.  19iai46(cXl).  appear*  to  require  an 
initial  grand  survey  of  wockplacea  to  identify 
confined  nMcea  and  an  analysis  of  the 
severity  ofthelr  hazards.  CMA  members 
believe  very  strongly  that  this  approach  is 
misguided  and  could  oratribute  to  the  very 
hazard  this  standard  is  designed  to  reduce. 

OSHA's  proposed  approach  would  be 
reasonable  in  a  static  work  enviroimienL 
Today's  business  environment  In  the 
chemical  industry  and  many  other*  is  a 
dynamic  one.  Manubcturing  equipment  and 
processes  are  designed  to  be  flexible  to  adapt 
to  rapidly  changing  product  demands. 
Consequently,  the  confined  space  hazards  In 
this  dynamic  environment  are  also  in  a  state 
of  fltix.  The  most  effective  approedi  to 
hazard  identification  will  take  into  account 
the  dynamic  nattire  of  today's  workplace. 

Still  another  commenter  (Ex.  14-176) 
agreed  with  this  assessment,  explaining: 

The  potential  hazard  of  each  [permit  space] 
will  depend  upon  the  last  contents  and  this 
may  change  frequently  in  batch  operations. 
The  nature  and  severity  of  the  potential 
hazard  can  only  be  determined  just  prior  to 
actual  entry  into  the  confined  sp>ace. 

Paragraph  (c)(1)  of  the  NPRM  would 
have  applied  only  to  employers  whose 
employees  would  enter  permit  spaces. 
Those  employere  would  have  been  the 
ones  to  develop  and  implement  a  permit 
program.  Moreover,  OSHA  expected 
that  the  detailed  hazard  identification 
required  by  proposed  paragraph  (c)(1) 
need  only  be  performed  if  actual  entry 
into  a  permit  space  was  contemplated. 
OSHA  did  not  intend  that  the  hazard 
identification  required  by  proposed 
paragraph  (c)(1)  be  performed  as  part  of 
the  initial  determination  of  the  presence 
or  lack  of  permit  spaces  in  the 
employer's  workplace  under  the  - 
intrtiductory  text  of  proposed  paragraph 
(c).  (A  discussion  of  the  initial 
determination  of  whether  or  not  the 
workplace  contains  permit  spaces  is 
contained  under  the  discussion  of  final 
paragraph  (c)(1)  earlier  in  this  section  of 
thepreamble). 

Tne  Agency  notes  that  the 
identification  of  a  permit  space 
inherently  involves  the  identification  of 
a  hazard  (at  least  in  broad  terms).  OSHA 
expects  that  the  general  information 
obtained  through  compliance  with 
paragraph  (c)(1)  of  final  §1910.146  will 
fedUtate  compliance  with  paragraph 
(d)(2).  Identification  of  the  hazards  (so 
that  entry  can  be  safely  planned  for  and 
authorized)  need  only  be  tmdertaken 
before  entry— when  the  entry  permit  is 
being  prepared.  In  order  to  make  this 
clear  in  the  final  rule,  paragraph  (d)(2) 
specifies  that  the  hazards  be  identified 
before  employees  enter  the  permit 
space. 

OSHA  anticipates  that  employers  will 
identify  and  evaluate  permit  space 


hazards  as  necessary  for  development  of 
permit  space  programs.  For  example, 
the  Agency  expects  that  employere  who 
conduct  firaquent  entries  into  permit 
spaces  will  be  identifying  and 
evaluating  permit  space  hazards  at  the 
same  time  they  are  identifying  permit 
spaces.  On  the  other  hand,  OSHA 
tmderstands  that  employere  may  not 
need  to  identify  or  evaluate  the  hazards 
of  permit  spaces  that  are  entered  at  5- 
or  10-year  intervals  tmtil  several  yeare 
after  the  identification  of  those  spaces. 
In  the  interim,  since  there  are  no 
authorized  entries  into  those  spaces,  the 
program  would  only  require  that 
tinauthorized  entries  be  prevented.  The 
hazards  in  the  spaces  need  only  be 
evaluated  in  detail  some  time  before 
entry  (for  example,  when  the  entry 
permit  is  prepared).  The  final  rule 
makes  this  clear — the  basic 
identification  of  permit  spaces  required 
by  paragraph  (c)(1)  of  the  final  rule  must 
be  performed  by  the  effective  date  of  the 
final  rule;  the  evaluation  of  the  specific 
hazards  posed  by  permit  spaces 
identified  under  paragraph  (d)(2)  is 
required  "before"  entry. 

Paragraph  (d)(3)  of  the  final  rule 
requires  the  employer  to  establish  the 
means,  procedures,  and  practices 
necessary  for  safe  permit  space  entry 
operations.  This  requirement  has  been 
taken  bom  proposed  paragraph  (c)(2). 

In  reaction  to  the  general  nature  of  the 
language  contained  in  proposed 
paragraph  (c)(2).  the  State  of  Maryland 
Occupational  Safety  and  Health 
Program  (Ex.  14-63)  stated  "Although 
industries  cturently  using  permit  entry 
may  be  familiar  with  these 
requirements,  an  employer  to  whom  all 
of  this  is  new  will  never  know  what  to 
do  without  further  guidance."  They 
noted  that,  as  indicated  in  the  preamble 
to  the  NPRM  (54  FR  24090),  the 
identification  of  hazards  does  not 
protect  affected  employees  during  entry 
if  the  employer  does  not  follow  through 
with  the  necessary  hazard  controls.  The 
State  recommended  that  OSHA  include 
a  Ust  of  measures  that  would  be 
required  for  hazard  control. 

The  Agency  agrees  that  the  standard 
should  provide  some  indication  of  the 
types  of  measures  that  employere  will 
be  required  to  take  to  control  permit 
space  hazards.  Given  the  variety  of 
permit  space  configurations  and 
hazards,  as  well  as  the  Agency's  poUcy 
favoring  performance-oriented 
standards.  OSHA  has  added  a  Ust  of 
control  measures  for  use  in  permit  space 
programs.  The  list. "  which  is  not  meant 


'■  The  list  o{  control  meoi ure*  was  taken  from 
provisions  in  the  final  rule  or  the  proposal,  as 
identified  in  the  brief  discussion  of  each  measure. 
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to  be  all  inclusive,  lists  the  common 
types  of  general  control  methods  used  to 
ensure  safe  permit  space  entry,  as 
follows: 

(1)  Specifying  acceptable  entry 
conditions.  This  control  measure 
ensures  that  the  employer  has  identified 
the  hazards  that  could  reasonably  be 
expected  to  be  found  in  the  space  and 
has  limited  entry  conditions  to  those 
that  are  safe  for  entry.  For  example,  if 

a  space  could  contain  a  flamm^le  gas, 
the  employer  would  set  a  limit  of  10 
percent  of  the  LFL  of  the  gas  "  as  an 
entry  condition.  This  would  ensure  that 
a  flammable  mixture  is  not  present  upon 
entry  into  the  space.  (See  the  summary 
and  explanation  of  paragraph  (fK9)t 
which  requires  the  entry  conditions  to 
be  specified  on  the  entry  permit,  fior  a 
fuller  discussion  of  acceptable  entry 
conditions.) 

(2)  Isolating  the  permit  space.  The 
permit  space  must  be  isolated  from 
serious  hazards.  For  example,  if 
energized  parts  of  electric  equipment 
are  exposed,  the  circuit  parts  must  be 
deenergized  and  locked  out  in 
accordance  with  §1910.333(b). 
Mechanical  equipment  posing  a  hazard 
within  the  space  must  be  locked  out  or 
tagged  in  accordance  with  §1910.147  or 
guarded  in  accordance  writh  Subpart  O 
of  the  General  Industry  Standards. 
Chemical  or  gas  lines  that  are  open 
within  the  permit  space  must  be 
isolated  by  such  means  as  blanking  or 
blinding,  misaligning  or  removing 
section  of  lines,  pipes,  or  ducts,  or  a 
double  block  and  bleed  system.  {See  the 
summary  and  explanation  of  paragraph 
(f)(8),  which  requires  the  isolation 
measures  used  to  be  specified  on  the 
entry  permit,  and  the  definition  of 
"isolation"  for  a  fuller  discussion  of 
isolation.) 

(3)  Purging  and  ventilating  the 
atmosphere  of  the  space.  If  the 
atmosphere  of  a  permit  space  is  IDLH. 
it  must  be  made  safe  for  employees  to 
enter.  This  is  accomplished  by 
ventilating  the  atmosphere,  after 
purging  if  the  space  is  a  flammable 
liquid  container  or  if  purging  is 
otherwise  necessary,  before  an 
employee  enters  the  space.  This  cleans 
the  air  within  the  permit  space  so  that 
it  is  no  longer  IDLH  and,  thus,  safe  for 
employees  to  breathe.  (See  the  summary 
and  explanation  of  paragraph  (f)(8), 
which  requires  the  hazard  control 
measures,  such  as  purging  and 
ventilation  of  permit-required  confined 


For  a  disctusion  of  the  comments  on  the  individual 
control  methods,  see  the  summary  and  explanation 
of  the  relevant  paragraph  later  in  this  preamble. 

■*  See  the  definition  of  hazardcnis  atmosphere  for 
t^e  source  of  the  10  percent  limit. 


spaces,  to  be  spedfiad  oo  the  antry 
permit,  for  a  filUar  discmaion  of  purging 
and  ventUatingpennit  qMcas.) 

(4)  Barriere.  Batiiers  muct  be  provided 
armmd  the  permU  space  (^lening  far 
two  reasons:  (1)  to  prevent  unau&orised 
entry  into  the  space  ^  and  (2)  to  protact 
employees  inside  the  space  from  otqacts 
and  persons  outside  the  space. 
Paragraph  (d)(3)  requires  bairias 
whenever  they  are  necessary  to  protect 
employees  within  the  permit  space.  If 
entrants  fece  a  substantial  risk  of  injury 
due  to  unauthorized  entry,  due  to 
oblects  felling  into  the  space,  or  due  to 
vehicular  hamrds  during  entry  into  and 
exit  from  the  space,  then  barriers  would 
be  required.  (See  the  discnssian  of 
Aopoed  paragraph  (c)(9).  which  would 
navs  requLrad  the  use  of  baniers  and 
which  has  not  been  carried  forward  into 
the  final  rule,  later  in  this  preamble.) 

(5)  Testing  and  monitonng.  The 
employer  must  ensure  that  conditions  in 
the  permit  space  are  acceptable  for  entry 
throughout  the  duration  of  mitry 
operations.  This  is  accomplished 
through  the  use  of  test  instruments  to 
monitor  the  atmosphere  within  the 
space,  the  use  of  ventilati(»i  to  maintain 
a  safe  atmosphere,  and  the  use  of 
inspectionsio  ensure  that  isolation  is 
being  maintained  for  the  space.  (See  the 
summary  and  explanation  of  paragraphs 
(d)(5)  and  (f)(10),  which  relate  to  the 
testing  and  monitoring  of  permit- 
required  confined  spaces,  for  a  fuller 
discussion  of  testing  and  monitoring 
conditions  within  these  spaces.) 

Paragraph  (d)(4)  of  the  final  ride 
requires  the  employer  to  provide  the 
equipment  necessary  for  safe  entry  into 
and  rescue  fi'om  permit  spaces  at  no  cost 
to  employees,  to  maintain  that 
equipment  properly,  and  to  ensure  its 
proper  use  by  employees. 

Tnis  provision  nas  been  taken  from 
paragraph  (c)(7)  of  the  proposal,  which 
read  as  follows: 

(The  employer  shall  pjrovide,  maintain 
and  ensure  the  proper  use  of  the  equifuneDt 
necessary  for  safe  entry,  including  testing, 
monitoring,  communication  and  personal 
protective  equipment; 

One  commenter  (Ex.  14-86)  argued 
that  the  equipment  listed  in  this 
proposed  paragraph  was  not  always 
necessary.  The  commenter 
recommended  revising  the  rule  to  make 
this  clear. 

OSHA  has  adopted  language  in 
paragraph  (d)(4)  of  the  final  rule  that 
clarifies  the  intent  of  this  provision.  The 
rule  now  requires  the  employer  to 


provide  the  equipment  necnwary  for 
safe  entry  into  and  iwcue  from''  pandt 
spaces,  as  well  at  mafaitahi  it  and  ensure 
its  safe  use.  The  list  of  aonipment 
contained  in  the  proposal  has  been 
revised  to  indicate  that  these  are  among 
the  types  of  equipoMnt  covered  l^  die 
rule,  with  an  indication  of  when  aacb 
type  of  equipment  would  be  necessary, 
^uo,  the  equipmant  list  has  been 
expanded  by  adding  ventilating, 
lighting,  rescue,  barriers,  and  ingress 
and  egress  eqmpment  These  are  the 
types  of  ecpiipment  nonnally  expected 
to  tw  used  in  pennit  antiy  operatioBs. 

In  Issue  4  of  the  hearing  notice  (54  FR 
41462),  OSHA  asked  several  questions 
conooning  the  accuracy  of  monitoring 
and  testing  devices,  which  might  be 
affected  by  humidity  or  other  faOon. 
OSHA  requested  inrannation  on  the 
reliability,  or  lack  thereof,  of  test 
instruments  under  adverse  conditions.  ' 
OSHA  also  asked  which  types  of 
devices  cause  the  most  proofems,  and 
which  the  least,  as  well  as  what  the 
specific  problems  were  and  when  they 
most  often  occur. 

One  commenter  had  expressed 
concern  about  the  accuracy  of  test 
instnmients  prior  to  pubhcation  of  the 
hearing  notice  (Ex.  14-70),  but  did  not 
speak  directly  to  the  questions  asked  in 
Issue  4.  Another  commenter.  the 
Johnson  Wax  Company  (Ex.14-222). 
submitted  a  comment  after  the  hearing 
notice  had  been  published  and  which 
responded  directly  to  Issue  4.  Johnson 
Wax  noted  that  the  accuracy  of  oxygen 
meters  was  afiiscted  by  altitude,  in  that 
the  meters  would  ^ve  increasingly 
lower  readings  as  the  altitude  increased. 
TTiey  also  noted  that  oxygen  meters 
must  be  allowed  to  "acclimate"  in  very 
cold  or  very  humid  situations. 

Johnson  Wax  also  stated  that 
combustible  gas  meters  had  the  same 
problems  as  oxygen  meters,  with  the 
additional  problem  of  degradati(m  in  the 
presence  of  chlorinated  solvent  or 
silicon  fluid  vapors.  Lastly,  Johnson  .... 
Wax  emphasized  the  importance  of 
calibrating  combustible  gas  meters  using 
the  gas  expected  to  be  present  in  the 
confined  space.  According  to  the 
commenter,  calibration  with  a  gas  not 
encountered  would  result  in  an 
inaccurate  reading. 

In  the  Washington,  D.C.  public 
hearing,  Mr  Robert  Gilardi  of  the 


"  Bairien  for  this  purpose  are  not  addressed  by 
paragraph  (d)(3),  which  treats  entrant  safety;  they 
are  addressed  \>y  paragraph  (d)(1).  which  treats 
safety  for  unauthonnd  employees. 


''  Rescue  equipment  is  mentioned  in  final 
§1910.146.  though  it  was  not  in  proposed  paragraph 
(cM7)'  in  the  propoMl,  this  equipment  was 
specifically  addrasMd  uodar  paragraph  (c)(«).  The 
Agency  decided  that  it  would  be  dearer  if  all 
equipment  associated  with  entry  operations  was 
addressed  in  a  single  provision.  The  ramaindarof 
proposed  paragraph  (c)(a).  on  rescue  procadofw, 
has  bean  rataiitad  in  paragraph  (d)(9]  of  the  final 
rule. 
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Compressed  Gas  Association  (CGA. 
Washington  Tr.  456)  gave  his  opinion  of 
the  accuracy  of  testing  and  monitoring 
devices  used  by  OGA: 

We  feel  that  the  accuracy  of  the 
instnunents  is  very  adequate  and,  in 
addition,  they're  calilinted  beftxe  they're 
used.  For  example,  writbout  mentioning 
commercial  names,  there  are  small  oxygen 
analyzers  tliat  are  used  by  the  commercial 
diving  industry  that  are  very  accurate  and 
they're  a  fairly  low  cost  item. 

The  National  Institute  for 
Occupational  Safety  and  Health 
(NIOSH)  submitted  a  very  helpful  and 
detailed  discussion  of  hearing  Issue  4  in 
its  post-hearing  comment  (Ex.  134). 
NIOSH  discussed  the  effiects  of  high 
relative  humidity,  altitude,  and  ambient 
temperatxues  on  oxygen  monitors, 
concluding  that  sudi  monitors  are 
significantly  affected  by  high  humidity 
only  at  levels  exceeding  90%  relative 
hxmiidity.  that  most  oxygen  monitors 
automatically  compensate  for  changes 
in  temperature,  ^  and  that  the  effect  of 
atmospheric  pressure  changes  on 
oxygen  monitors  can  be  significaiit  if 
they  are  not  calibrated  at  the  ambient 
pressure  in  which  they  will  be  operated. 

NIOSH  also  tested  combustible  gas 
meters,  concluding  that  the  variations 
found  were  within  acceptable  limits. 
NIOSH  did  not  test  combustible  gas 
meters  for  accuracy  in  varying  pressure 
and  temperature  environments,  but 
stated  that  such  meters  should  not  be 
sioiificantly  affected  by  these  changes. 
Regarding  the  use  of  specific  material 
monitors  (such  as  those  for  CX},  CXh, 
SO2,  and  HjO),  NIOSH  recommended 
adherence  to  manufacttirar's 
instructions  concerning  temperature 
limits,  relative  hiunidity  ranges,  and  any 
known  chemical  interferences.  The 
NIOSH  comment  also  contained 
information  and  recommendations 
concerning  non-specific  monitors. 

NIOSH  coHcluaed  its  comment  with 
recommendations  concerning  the  care  of 
batteries  used  in  monitors  and  a  strong 
emphasis  on  the  proper  calibration  and 
maintenance  of  monitoring  eqmpment. 
NIOSH  also  concluded  that  operator 
training  and  skill  levels  are  very 
important  factora  to  be  considered  in  the 
monitoring  of  workplace  atmospheres, 
to  the  extent  that  such  monitoring 
caimot  be  effectively  accomplished 
without  a  trained  and  skilled  operator. 

OSHA  has  concluded,  based  upon  the 
information  received  in  response  to  the 
questions  asked  in  heaiing  Issxm  4,  that 
the  accuracy  of  testing  and  monitoring 
equipment  may  be  significantly  affected 


**  For  ban  nsults.  fOOSH  racanuiMads 
calibntion  of  oxygn  monilon  at  the  tamperatun 
at  which  it  is  to  be  operated. 


under  certain  conditions  of  humidity, 
pressure,  or  temperature  or  by  the 
presence  of  interfering  chemicals. 
However,  if  the  equipment  is  properly 
selected,  calibrated,  and  maintained  and 
if  it  is  operated  by  well  trained 
employees,  the  testing  and  monitoring 
needs  for  entry  and  work  in  permit- 
required  confined  spaces  can  be 
e^ctively  met. 

Paragraph  (d)(5)  of  the  final  rule 
requires  employere  to  evaluate  permit 
space  conditions  when  conducting  entry 
operations.  This  paragraph  also  sets 
forth  specific  requirements  for  testing 
conditions  withhi  the  space  to  ensiue 
that  hazards  inside  the  space  are 
eliminated  or  controlled.  This  entire 

fiaragraph  is  new,  except  for  paragraph 
d)(5)(iii).  which  pertains  to  the  proper 
sequence  for  testing  for  atmospheric 
hazards  and  which  was  taken  from 
proposed  paragraph  (i)(l)(ii). 

T^e  State  of  Maryland  (Ex.  14-63) 
criticized  proposed  paragraph  (c). 
covering  the  permit-required  confined 
space  program,  in  the  following  manner: 

It  does  not  appear  to  require  that  any 
protective  action  be  taken!  All  the  employer 
woiild  have  to  do  is  have  a  permit  that 
covered  these  things....  F(w  example,  without 
the  Implementing  language,  for  item  (cKl)  all 
the  employer  would  have  to  do  is  make  a 
list.They  went  on  to  state: 

Actually  the  low  hazard  permit  space 
requirements  are  more  clearly  spelled  out  in 
section  (i)  than  high  hazard  requirements  are 
in  (c)  (2). 

(c)(2)  could  benefit  firom  the  testing 
language  in  [(i)KlMii)> 

Several  commentere  (Ex.  14-68. 14- 
116, 14-147)  stressed  the  importance  of 
testing  in  the  determination  of 
acceptable  entry  conditions  within  a 
permit  space  before  entry  and  during 
work  inside  the  space.  For  exainple,  one 
rulemaking  participant  (Ex.  14-147) 
stated: 

Prior  to  entry,  atmospheric  testing  would 
have  to  be  performed  to  ensure  that  the 
conditions  under  which  the  permit  was 
originally  issued  had  not  changed.  This  is  an 
essential  requirement  of  ensuring  that  the 
confined  workspace  is  safe  to  enter. 

Several  more  commentera  (Ex.  14-63, 
14-123. 14-154)  specifically 
recommended  placing  requirements 
relating  to  testing  in  the  general 
paragraph  (proposed  paragraph  (c)). 
Typical  of  these,  Boeing  Support 
Services  (Ex.  14-154)  stated: 

Specific  references  to  instruments  for 
testing  procedures  and  to  testing  and 
ventilation  requirements  are  stated  only  in 
the  low-hazard  portion.  Theee  references 
need  to  be  given  in  the  main  text  as  well, 
which  has  only  nonspecific  references... 

The  proposed  rule  required 
evaluation  of  permit  space  conditions  in 


an  indirect  way  (as,  for  example,  in 
proposed  parasraph  (d)(2)(v),  which 
provided  that  the  entry  permit  specify 
the  testing  and  monitoring  procedures 
to  be  used);  but,  as  Maryland  has  stated, 
the  proposal  never  spedfically  and 
directly  required  testing.  OSHA  agrees 
with  the  State's  and  other's  criticisms  in 
this  regard  and  has  included  paragraph 
(d)(5)  in  the  final  rule  to  address  this 
concern.  Paragraph  (dK5)  contains 
language  that  clearly  requires  the 
employer  to  evaluate  permit  space 
conditions  before  and  during  entry 
operations  and  that  sets  forth  the 
efements  of  that  evaluation. 

Paragraph  (d)(5)(i)  of  the  final  rule 
requires  the  employer  to  test  conditions 
in  the  permit  space  to  determine  if 
acceptable  «atry  conditions  exist  before 
entry  is  authorized  to  begin.  As  . 
previously  noted  this  testing  is 
important  to  detect  any  hazardous 
atmosphere  or  other  hazards  that  may  be 
present  in  the  permit  space.  However,  if 
isolation  of  the  space  is  infeasible 
because  the  space  is  large  or  is  part  of 
a  continuous  system,  the  employer  must 
perform  pre-entry  testing  to  the  extent 
feasible  before  authorizing  entry  and,  if 
entry  is  authorized,  must  continuously 
monitor  entry  conditions  in  the  areas 
where  authorized  entrants  are  working. 

The  type  of  testing  that  needs  to  be 
performed  is  dependent  on  the  hazards 
that  are  present  within  the  space.  For 

Eermit  spaces  posing  atmospheric 
azards.  atmospheric  testing  would  be 
necessary.  For  other  hazards,  different 
tests  will  be  necessary.  For  example,  if 
the  permit  space  poses  thermal  hazards, 
the  temperatiue  within  the  space  would 
need  to  be  tested.  Paragraph  (d)(5)(i) 
requires  the  employer  to  conduct 
whatever  tests  are  necessary  to  ensure 
that  acceptable  entry  conditions  are 
present. 

Because  sewera  and  similar  permit 
spaces  are  large,  continuous  systems, 
conditions  encountered  at  the  point  of 
entry  may  not  be  indicative  of 
conditions  at  distances  further  bom  the 
point  of  entry.  Also,  since  the  space 
usually  caimot  be  effectively  isolated, 
conditions  at  any  particular  point  in  the 
space  may  deteriorate  suddenly  due  to 
the  introduction  of  a  material  from 
another  point  in  the  system  that  creates 
a  hazaidoxis  environment  for  the 
entrants.  Under  these  conditions,  pre- 
entry  testing  often  will  not  detect  such 
hazards,  and  the  need  for  continuous 
atmospheric  monitoring  becomes 
paramotut.  Atmospheric  monitoring  is 
necessitated  virtually  from  the  time  pre- 
entry  testing  is  done  until  the  last 
entrant  leaves  the  permit  space.  Because 
of  these  conditicms.  the  procedure  for 
authorizing  entry  into  sewera  has 
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evolved  so  that  authorization  is  usually 
granted  immediately  before  entry.  In 
their  testimony,  the  Service  Employees 
Union  indicated  that  their  members 
who  work  in  sewers  do  perform  pre- 
entry  testing,  usually  with  a  12  to  18 
inch  or  longer  wand  attached  to  the  test 
instrument  (Washington  Tr.  403, 404). 
They  also  indicated  that  entrants  wear 
monitoring  equipment  at  all  times 
(Washington  Tr.  434)  after  they  have 
entered  and  as  they  perform  entry 
operations  within  the  permit  space. 

Paragraph  (d)(S)(ii)  of  the  final  rule 
requires  permit  spaces  to  be  tested  or 
monitored,  as  necessary,  to  determine  if 
acceptable^ntry  conditions  are  being 
maintained  during  the  course  of  entry 
operations.  This  provision  is  derived 
from  paragraph  (d)(2)(v)  of  the  proposed 
rule,  which  would  have  required  that 
the  procedures  and  equipment 
necessary  for  such  testing  or  monitoring 
be  placed  on  the  permit.  Such  testing  or 
monitoring  would  thus  have  been 
required  by  the  proposal,  but  only  in  an 
indirect  way.  (See  the  preceding 
discussion  of  final  paragraph  (dj.)  To 
eliminate  any  possible  doubt  or 
confusion  regarding  this  matter, 
appropriate  testing  or  monitoring  during 
the  course  of  entry  operations  is 
speciBcally  required  by  this  final  rule. 
This  provision  requires  whatever 
periodic  or  continuous  monitoring 
would  be  necessary  to  protect 
employees.  For  example,  as  noted 
earlier,  sewer  entry  operations  preclude 
complete  pre-entry  testing,  and 
continuous  monitoring  is  necessary  to 
assure  the  safety  of  sewer  workers. 
Paragraph  (d)(5)(ii)  of  the  final  rule 
would  require  this  continuous 
monitoring  to  be  performed. 

Paragrami  (d)(S](iii)  of  the  final  r\ile 
specifies  me  proper  sequence  to  be  used 
when  permit  spaces  are  tested  for 
atmospheric  hazards.  This  provision 
requires  employers  to  test  first  for 
oxygen,  then  for  combustible  gases  and 
vapors,  and  then  for  toxic  gases  and 
vapors. 

This  requirement  has  been  taken  fitim 
paragraph  (i)(l)(ii)  of  the  proposal. 
Proposed  paragraph  (i)  only  appUed  to 
entry  into  "low  hazard"  permit  spaces. 
However,  since  the  proper  sequence  for 
testing  for  atmospheric  hazards  should 
be  the  same  regardless  of  the 
characterization  of  the  i>ermit  space, 
this  provision  should  b«  appUed  equally 
to  all  permit  entries.  By  placing  this 
provision  in  paragraph  (d)  of  final 
§1910.146,  which  applies  generally,  the 
proper  sequence  of  testing  for 
atmospheric  hazards  is  assured  for  all 
types  of  permit-required  confined 
spaces.  Paragraph  (d)(S)(iii)  reflects 
generally  accepted  safe  work  practice,  as 


adopted  in  Section  6.1  of  ANSI  Z117.1 
(Ex.  14-^,  14-127).  As  noted  earlier,  its 
general  appUcation  was  recommended 
by  several  commenters  (Ex.  14-63, 14- 
123, 14-154). 

A  test  for  oxygen  must  be  performed 
first  because  most  combustible  gas 
meters  are  oxygen  dependent  and  will 
not  provide  reliable  readings  in  an 
oxygen  deficient  atmosphere.  In  foot,  the 
Johnson  Wax  Companv  (Ex.  14-222) 
stated  that  "there  is  [a]  specific  (sensor 
dependent)  o^nrgen  level  below  which 
the  combustible  gas  sensor  will  not 
respond  at  all  [emphasis  was  supplied 
in  original]."  Combustible  gases  are 
tested  for  next  because  the  threat  of  fire 
or  explosion  is  both  more  immediate 
and  more  Ufa  threatening,  in  most  cases, 
than  exposxire  to  toxic  gases. 

Additionally,  this  provision  contains 
a  note  indicating  that  atmospheric 
monitoring  in  accordance  with  non- 
mandatory  Appendix  B,  supplemented 
by  reference  to  non-mandatory 
Appendix  E  for  permit  space  operations 
in  sewers  would  be  considered  as 
satisfying  the  requirements  of  this 
paragraph.  OSHA  has  included  these 
non-mandatory  appendices  for  use  by 
any  employers  who  might  not  have  the 
resources  to  design  their  own 
atmospheric  monitoring  programs.  The 
presence  of  these  appendices  in  the 
final  rule  is  not  intended  to  restrict  an 
employer's  ability  to  design  and 
implement  an  atmospheric  monitoring 
program  that  meets  the  needs  of  a 
particular  workplace. 

Paragraph  (d)t6)  of  the  final  rule 
requires  an  attendant  to  be  stationed 
outside  a  permit  space  into  which  entry 
is  authorized  for  the  duration  of  entry 
operations.  This  paragraph  has  been 
taken  iwm  the  introductory  text  of 
paragraph  (0  of  the  proposal.  OSHA  has 
included  a  note  in  the  final  rule  to 
explain  that  attendants  may  be  assigned 
to  monitor  more  than  one  space  and  that 
they  may  be  stationed  at  any  location 
outside  the  permit  spade,  as  long  as  they 
can  effectively  perform  the  duties  set  by 
paragraph  (i)  of  final  §1910.146. 

The  Agency  has  determined,  based  on 
its  review  of  the  rulemaking  record,  that 
stationing  an  attendant  to  monitor 
permit  space  entry  is  a  critical  element 
of  an  effective  permit  space  program.  In 
particular,  OSHA  beUeves  that  an 
attendant's  abiUty  to  communicate  with 
the  authorized  entrants  and  with  the 
designated  rescue  and  emergency 
services  maximizes  the  likelihood  that 
information  on  hazards  arising  in  permit 
spaces  will  be  transmitted  in  time  for 
safe  evacuation  or  rescue  of  entrants. 
Because  of  the  importance  of  the  role 
attendants  play  in  permit  space  entry 
operations,  OSHA  believes  that  it  is 


necessary  to  highlight  the  requirement 
for  their  presence  outside  permit  spaces. 
Therefore,  the  Agency  has  placed  this 
requirement  in  final  $1910.146(d), 
which  contains  the  basic  rules  on 
permit-  required  confined  space 
programs,  rather  than  in  §1910.146(1), 
relating  to  the  duties  of  attendants. 
OSHA  oelieves  that  this  stresses  the 
importance  of  this  requirement  and  that, 
as  a  result,  employers  will  be  more 
aware  of  the  need  to  station  attendants 
outside  permit  spaces  during  entry 
operations. 

As  noted  in  the  summary  and 
explanation  of  the  definition  of 
"attendant",  the  proposed  definition  of 
this  term  addressed  the  number  of 
spaces  or  entrants  an  attendant  could 
monitor,  providing  that  an  attendant 
could  not  monitor  more  spaces  or 
entrants  than  specifically  authorized  by 
the  entry  permit.  A  number  of 
commenters  (Ex.  14-28, 14-45)  objected 
to  the  proposed  provision  and  suggested 
that  OSHA  allow  the  attendant  to 
monitor  only  one  permit  space  at  a  time. 
As  a  result  of  these  early  comments,  the 
Agency  listed  their  concerns  as  one  of 
the  issues  in  the  notice  of  public  hearing 
(54  FR  41462).  In  Issue  8  of  the  hearing 
notice,  OSHA  asked  if  the  final  rule 
should  limit  the  number  of  entrants, 
entry  portals,  or  permit  spaces  an 
employer  may  assign  a  single  attendant 
to  monitor.  OSHA  also  asked  what 
Umits  would  be  appropriate,  what 
criteria  should  be  used  by  employers  in 
deciding  on  the  number  of  attendants, 
and  where,  in  relation  to  the  entry 
portal,  attendants  should  be  stationed. 

Several  rulemaking  participants  (Ex. 
14-179, 14-200, 14-208, 14-210, 14- 
215, 142;  Washington  Tr.  466,  551,  575; 
Houston  Tr.  1057;  Chicago  Tr.  185,  245, 
311,  364, 498,  534,  597, 615)  addressed 
this  issue.  Some  of  the  rulemaking 
participants  (Ex.  14-210;  Washington 
Tr.  575-576;  Chicago  Tr.  185-186, 310- 
311;  Houston  Tr.  1057)  beUeved  that 
attendants  should  not  be  allowed  to 
monitor  more  than  one  permit  space  at 
a  time  because  if  an  emergency 
developed  in  one  space  the  attendant's 
attention  would  be  fully  taken  for  that 
space  and  the  attendant  would  not  be 
able  to  monitor  other  spaces  adequately. 
For  example,  the  Independent  Liquid 
Terminab  Association  (ILTA,  Ex.  14- 
210)  said: 

ILTA  still  icaintaint  that  an  attendant  must 
lie  allowed  to  monitor  only  a  single  entry 
portal  at  one  time....  How  can  an  attendant 
monitor  an  entrant  in  more  than  one  placaT 
If  the  entrant'!  breathing  apparatus  liraaks  in 
any  way  while  the  attendant  is  at  another 
location,  how  can  the  attendant  respond  to 
the  entrant's  predicamentT  In  addition,  how 
can  the  attendant  protect  the  entrant  from 
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extaraal  haards  or  ooautborixad  antry  If  ha/ 
she  U  Dot  praaent? 

Others  opposed  to  the  language  in  the 
proposed  definition  (Ex.  14-38. 14-61. 
14-63;  Chioago  Tr.  363)  were  more 
concerned  that  the  attendant  would  be 
allowed,  under  a  saiies  of  permits 
issued  by  an  employer,  to  monitor  more 
spaces  than  he  or  she  can  effectively 
handle.  They  argued  that  the  standard 
should  limit  in  some  fashion  the 
niunber  of  spaces  that  an  attendant 
would  be  allowed  to  monitor.  For 
example,  the  UAW  (Ex.  14-38)  stated: 

The  statement  that  the  "attendant  may 
monitor  not  more  entrants  or  more  pannit 
spaces  than  the  entry  pennit  specifically 
authorizes  it  vague. 

This  definition  could  allow  an  attendant  to 
monitor  mora  spaces  than  should  be  safely 
monitored. 

Still  others  (Ex.  14-200;  Washington 
Tr.  466,  551-552;  Chicago  Tr.  534)  were 
concerned  that  the  standard  retain  its 
flexibility  by  not  specifying  a  limit  on 
the  number  of  speoes  that  could  be 
monitored  by  a  single  attendant.  The 
Longview  Fibre  Company's  comment 
(Ex.  14-200)  was  illustrative  of  these 
commenters,  as  follows: 

If  the  attendant's  responsibility  is  only  to 
monitor  the  entry  work,  and  summon  a 
rescue  team,  but  not  participate  in  actual 
entry  for  rescue  purposes,  the  attendant 
should  be  allowed  to  monitor  as  many  entries 
or  entry  points  as  is  practical  based  on  the 
work  environment,  work  being  performed 
and  method  of  monitoring,  i.e.  radio,  T.V. 
camera,  handline  or  voice. 
•         •         •         •         • 

An  example  of  monitoring  various  points 
of  entry  into  a  confined  space  would  be  a 
power  or  recovery  boilar  fire  box,  a 
continuous  cooking  pulp  digester  or  paper 
machine  dryer  drums.  Although  the 
equipment  may  be  entered  simultaneously  by 
various  employees  from  different  entry 
points,  the  moidtoring  of  any  of  the  crew 
members  may  be  successfully  accomplished 
by  a  single  attendant.  The  rescue  may  be 
achieved  from  a  common  entry  point,  radio 
communications  may  allow  for  multiple 
monitoring,  and  the  size  of  the  vessels  or 
confined  spaces  and/or  scope  of  work  may 
B:low  for  visual  monitoring  of  more  than  one 
entry  at  a  time. 

In  response  to  the  NPRM,  another 
commenter  (Ex.  14-34)  suggested  that 
OSHA  specifically  recognize  the  use  of 
radios  so  that  a  single  attendant  could 
monitor  as  many  as  32  entrants. 
Acknowledging  the  possibility  that 
electronic  surveillance  and 
communication  equipment  could  assist 
attendant  in  carrying  out  their  duties 
and  might  allow  the  safe  monitoring  of 
multiple  pennit  space  entry  operation 
by  a  single  attendant.  OSHA  raised  Issue 
9,  which  related  to  the  use  of  such 
equipment.  In  the  hearing  notice  (54  FR 


41463).  OSHA  observed  that,  if 
attendiants  were  not  permitted  to  enter 
permit  spaces  for  rescue  purpoees,  an 
attendant's  chief  respoosibility  with 
resf>ect  to  rescue  could  be  to  summon 
the  rescue  team.  In  that  case,  the  Agency 
recognised  that  the  attendant's  ability  to 
detect  that  entrants  need  help  and  to 
summon  the  rescue  teem,  not  the 
attendant's  proximity  to  the  entrants, 
could  be  of  critical  impoitanoe. 
Therefore,  OSHA  requested  informaticHi 
on  the  issue  of  whether  or  not  the 
Agency  should  permil  reliance  on 
electronic  surveillance  and 
communication  equipment  end  on  how 
the  permit-required  confined  space 
standard  should  treat  this  equipment. 
OSHA  received  few  comments  and 
little  testimony  concerning  this  issue. 
The  Longview  Fibre  Company  (Ex.  14- 
200)  had  this  to  say  about  Issue  9: 

In  many  confined  space  entries  actual 
visual  contact  is  not  possible  due  to  the  size 
of  the  particular  vessel  or  complexity  of  the 
structure.  In  such  cases,  alternate  means  of 
communications  such  as  radios  may  be  the 
only  workable  alternative. 

The  Independent  Liquid  Terminals 
Association  (Ex.  14-210)  had  this 
opinion: 

Remote  radios  would  be  useful  in 
conjunction  with  visual  observation  of  the 
entrant  especially  in  extremely  large  or  dark 
confined  spaces.  However,  tl>e  radios  under 
no  circumstances  should  replace  the 
attendant  Working  inside  a  confined  space 
often  requires  cumbersome  personal 
protective  equipment  or  other  mechanical 
equipment.  Handling  a  remote  radio  while 
wearing  industrial  rubber  gloves  would  be 
difficult. 

The  Amoco  Corporation  (Ex.  14-215) 
also  believed  that  electronic  monitoring 
equipment  should  be  permitted,  stating: 

We  do  not  believe  that  the  entrant  needs 
to  be  in  direct  line  of  sight  of  the  attendant 
for  effective  monitoring....  In  such 
circumstances  [line  of  sight  not  possible],  we 
use  two-way  radios  to  keep  the  entrants  in 
contact  with  the  attendants  and  have  found 
this  to  l>e  an  effective  monitoring  system.... 
Different  types  of  monitoring  equipment  will 
be  suitable  for  monitoring  different  numbers 
of  entrants  safely.  Setting  an  arbitrary  upper 
limit  based  on  the  most  sophisticated 
equipment  will  not  be  suitable  for  less 
sophisticated  technologies.  Likewise,  setting 
a  limit  based  on  a  less  sophisticated 
technology  will  cause  underutilization  of 
more  advanced  technologies.  Rather  than  set 
an  arbitrary  upper  limit,  we  believe  that  the 
limit  should  be  determined  by  the 
capabilities  and  limitations  of  the  monitoring 
equipment  used  as  well  as  other  pertinent 
factors  at  the  site.  Therefore,  we  support  a 
performance  oriented  approach  with  the 
employer  n>aking  the  determination  of  how 
many  entrants  can  be  safely  monitored  by  an 
attendant. 


In  light  of  the  aanmoits  and 
testimony  received  concerning  these 
two  issues.  OSHA  has  decided  to 
expand  on  the  performance-  oriented 
approadi  taken  in  the  proposal.  The 
final  rule  has  adopted  a  rule  in 
paragraph  (dK6).  under  the  general 
provisions  for  permit-required  ccmfined 
space  programs,  that  requires  the 
employer  to  provide  at  least  one 
attendant  outside  the  permit  space  into 
which  entry  is  authorized.  As  noted 
earlier,  this  requirement  has  been  taken 
from  the  introductory  text  of  proposed 
paragraph  (f).  To  adcuess  the  issue  of 
bow  many  spaces  an  attendant  is 
allowed  to  mcmitor,  OSHA  is  including 
an  explanattwy  note  following  paragraph 
(d)(6)  to  indicate  that  an  attendant  can 
mcmitor  as  many  spaces  as  is  possible 
while  complying  with  paragraph  (i)  of 
the  final  rule,  which  sets  forth 
attendants'  duties.  The  note  also 
indicates  that  the  attendant  may  be 
stationed  in  any  position  from  which  he 
or  she  c»n  perform  the  duties  required 
by  paragraph  (i). "  The  Agency  notes 
that  the  attendant  could  be  stationed  in 
a  control  room  that  allows  him  or  her 
to  monitor  entrants  remotely.  Electronic 
monitors,  television  monitors,  public 
address  systems,  and  barricades  could 
be  used  to  assist  the  attendant  in 
performing  duties  required  under 
paragraph  (i).  In  addition,  OSHA  has 
adopted  a  provision  requiring 
employera  to  adopt  procedures  to  enable 
the  attendant  respond  to  emergencies 
without  distraction  from  his  or  her 
responsibilities  tmder  paragraph  (i). 
This  provision  appears  in  paragraph 
(d)(7ofthe  final  rule. 

In  this  manner,  attendants  may 
monitor  no  more  permit  space  entry 
operations  than  they  can  safely  handle. 
For  example,  if  the  attendant  is 
communicating  with  authorized 
entrants  by  voice  contact  only,  that 
attendant  would  not  be  able  to  monitor 
any  other  permit  spaces  that  were  not 
within  voice  contact,  under  paragraph 
(i)(5).  Also,  if  the  number  of  spaces  and 
the  number  of  authorized  entrants  are 
too  much  for  one  attendant  to  keep  track 
of,  as  required  by  paragraph  (i)(3},  then 
additional  attendants  would  be 
required.  This  protects  authorized 
entrants  &«m  working  in  permit  spaces 
that  are  not  being  adequately  monitored. 
On  the  other  hand,  mis  approach  also 
provides  the  flexibility  employers  need 
to  protect  employees  in  a  manner  best 
suited  to  their  permit  space  operations. 


>'  These  duties  include  keeping  an  accurate 
count  oroutboriiml  autitiaU.  coiamuniutiiu){  xdth 
these  antranli.  monitoring  activitiet  inside  and 
outside  the  space  for  hazards,  summoning  rescue 
services,  and  keeping  unauthorised  persons  out  of 
thai 
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The  final  rule  allows  the  use  of 
electronic  siuveillance  and  other 
devices  as  aids  or  augmentations  to  the 
monitoring  process  so  that  the 
attendant's  duties  described  in 
paragraph  (i)  of  the  final  rule  can  be 
effectively  performed  for  each  permit 
space  being  monitored.  In  most  cases, 
the  use  of  such  a  device  would  allow  an 
employer  to  economize  by  increasing 
the  number  of  permit  spaces  a  single 
attendant  could  effectively  and 
simultaneously  monitor  (although 
OSHA  is  not  permitting  the  use  of  such 
devices  to  replace  an  attendant  entirely). 
Additionally,  the  attendant  would 
normally  be  stationed  near  the  entry 
point  of  the  permit  space,  but  the  use  of 
an  electronic  monitoring  device  makes 
it  possible  for  an  attendant  to  effectively 
perform  his  assigned  duties  from  a 
remote  location.  Television  monitors, 
public  address  systems,  and  barricades 
can  also  be  used  to  assist  the  attendant 
in  monitoring  activities  outside  the 
space  and  in  warning  unauthorized 
personnel  away  fi-om  the  space. 

Paragraph  (d)(8)  of  the  final  rule 
requires  the  employer  to  designate  the 
persons  who  are  to  have  active  roles  in 
entry  operations,  to  identify  the  duties 
of  these  employees,  and  to  provide  such 
employees  with  the  training  required  by 
paragraph  (g).  This  provision  addresses 
such  personnel  as  entry  supervisors, 
authorized  entrants,  and  attendants. 

Paragraph  (d)(8)  in  the  final  rule  has 
been  taken  fi^m  proposed  paragraph 
(c)(6),  which  would  have  required  the 
employer  to  train  entrants,  attendants, 
and  entry  supervisors.  Two  commenters 
(Ex.  14-88, 14-163)  argued  that 
proposed  (c)(6),  in  conjunction  with 
proposed  paragraphs  (e) ,  (f),  and  (g), 
were  too  general  in  nature.  These 
commenters  beheved  that  the  regulation 
should  be  more  specific  as  to  the 
content  of  training,  the  evaluation  of  the 
training  received,  follow  up  training, 
and  the  qualifications  of  the  trainers. 

OSHA  agrees  with  these  commenters 
that  the  training  provisions  contained  in 
the  proposal  were  too  general.  Follow 
up  training  was  not  addressed  in 
proposed  paragraphs  (c)(6),  (e),  (f),  or 
(g),  and  the  proposal  was  too  vague  in 
certain  areas.  To  address  these 
problems,  the  Agency  has  incorporated 
into  the  final  rule  a  paragraph  dedicated 
to  training  requirements — paragraph  (g). 
AU  the  specific  training  requirements 
spread  throughout  the  proposed 
standard  have  been  placed  in  this  one 
paragraph  to  provide  better  guidance  as 
to  what  is  required  and  to  emphasize 
the  importance  of  training  in  the  permit- 
required  confined  space  program.  (See 
the  summary  and  explanation  of 
paragraph  (g)  of  the  final  rule  for  a 


detailed  discussion  of  issues  related  to 
training.)  OSHA  has  also  revised  the 
language  proposed  in  paragraph  (c)(6)  so 
that  the  general  program  requirement  for 
training  to  be  provided  references  the 
specific  training  provisions  in  paragraph 
(g)  of  the  final  rule.  Paragraph  (d)(8]  of 
the  final  rule  also  requirM  me  employer 
to  designate  which  employees  will 

Eerform  the  various  functions  assigned 
y  the  standard  and  to  identify  their 
duties  under  the  permit  space  program. 
This  will  enable  employers,  employees, 
and  OSHA  to  identify  which  employees 
need  to  receive  what  training  xmder 
final  §1910.146. 

Paragraph  (d)(9)  of  the  final  rule 
requires  tne  employer  to  estabUsh 
procedures  for  siunmoning  rescue  and 
emergency  services  (to  rescue  entrants 
fit>m  permit  spaces  and  to  provide 
necessary  emergency  services  to  rescued 
employees)  and  for  preventing 
unauthorized  personnel  from  attempting 
a  rescue.  The  Agency  anticipates  that 
employers  will  choose  between  entry 
and  non-  entry  rescue  as  part  of 
compliance  with  paragraph  (d)(9)  of  the 
final  rule. 

This  provision  was  taken  fix>m 

Proposed  paragraph  (c)(8),  which  would 
ave  required  that  procedures  and 
equipment  necessary  to  rescue  entrants 
be  provided  and  implemented.  For  the 
reasons  noted  under  the  discussion  of 
paragraph  (d)(4)  of  final  §1910.146,  the 
Agency  has  placed  the  requirements 
relating  to  rescue  equipment  proposed 
in  paragraph  (c)(8)  under  final 
§1910.146(d)(4).  which  sets  forth 
requirements  relating  to  all  types  of 
equipment  used  in  permit  space  entry 
operations.  Additionally,  although  the 
Agency  received  no  comments 
recommending  the  revision  of  the 
proposed  language,  OSHA  has  adopted 
wording  for  this  requirement  that  is 
different  from  that  in  proposed 
paragraph  (c)(8).  The  final  rule  clarifies 
that  rescue  procedures  include 
procedures  both  for  summoning  rescue 
and  emergency  services  and  for 
preventing  unauthorized  rescue  (that  is, 
rescue  by  employees  who  are  prohibited 
by  the  standard  hom  performing  this 
function). 

Paragraph  (d)(10)  of  the  final  rule 
requires  the  employer  to  establish  a 
system  for  the  preparation,  issuance," 
use,  and  cancellation  of  entry  permits  as 
required  by  the  standard. 

This  provision  was  taken  firom 
proposed  paragraph  (c)(3),  on  which  no 
substantive  comments  were  received. 
This  requirement  in  the  final  rule  is 
essentially  the  same  as  proposed 
paragraph  (c)(3),  except  that 
"cancellation"  has  been  added  as  a  part 
of  the  system  of  permit  use. 


Cancellation  of  a  permit  is  required  by 
various  provisions  in  the  final  standard 
and  is  part  of  the  permit's  proper  use. 
For  further  clarification,  the  language  in 
the  final  rule  replaces  the  proposed 
word  "proper"  (which  was  ambiguous) 
with  the  phrase  "as  required  by  mis 
section".  The  "proper"  preparation, 
issuance,  use,  and  cancellation  of 
permits  is  spelled  out  in  paragraphs  (e). 
(f),  and  (j)  of  final  §1910.146. 

Paragraph  (d)(ll)  of  the  final  rule 
requires  employers  to  coordinate  entry 
operations  when  employees  of  more 
than  one  employer  are  working 
simultaneously  as  authorized  entrants 
in  a  permit  space,  so  that  employees  of 
one  employer  do  not  endanger  the 
employees  of  any  other  employer.  The 
summary  and  explanation  of  this 
requirement  can  be  found  under  the 
discussion  of  paragraphs  (c)(8)(iv)  and 
(c)(9)(ii),  addressing  the  issue  of 
coordination  of  efforts  to  protect 
employees  during  multi-  employer 
permit  space  entry  operations. 

Paragraph  (d)(12)  of  the  final  rule 
requires  employers  to  estabhsh  the 
necessary  procediues  for  concluding  the 
entry  once  entry  operations  have  been 
completed. 

This  provision  was  taken  from 
proposed  paragraph  (d)(6),  which  would 
have  required  the  individual 
authorizing  the  entry  to  cancel  the 
permit  after  completion  of  work  and 
after  the  exit  of  all  entrants,  and  bom 
proposed  paragraph  (g)(l)(v),  which 
would  have  required  the  person 
authorizing  the  entry  to  take  measures 
necessary  for  concluding  the  entry. 
Although  the  comments  received  on  the 
proposal  contain  no  specific 
recommendations  for  placing  the  two 
proposed  provisions  among  the  general 
requirements,  the  final  rule  reflects  the 
Agency's  determination  that  employers 
need  to  conduct  their  entry  operations 
in  a  carefully  planned  and  systematic 
fashion  trom  start  to  finish,  so  that 
authorized  entrants  and  other 
employees  affiacted  by  entry  operations 
are  protected  from  permit  space 
hazards.  In  particular,  the  cancellation 
of  the  permit  would  alert  the  employer 
to  take  the  appropriate  measures  for  the 
shut  down  of  the  space,  the  closing  of 
the  entry  portal,  and  the  return  of  the 
space  to  normal  operating  conditions. 
Without  these  procedures,  employees 
would  be  exposed  to  such  hazards  as 
being  locked  inside  the  space, 
accidentally  entering  the  space,  and 
possible  fire  or  explosion  when  the 
space  is  returned  to  its  normal  operating 
mode.  OSHA  has  placed  the  proposed 
requirements  among  the  general 
requirements  applying  to  the  overall 
permit  space  program  in  order  to  alert 
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employers  to  the  need  for  planning 
thete  procediues  before  entry  into  the 
space. 

Final  paragraph  (d)(12)  is  effectively 
identical  to  proposed  paragraphs  (d)(6) 
and  (g)(lMv).  Proposed  paragraph  (d)(6) 
would  have  required  the  cancellatiQa  of 
the  permit  after  entry  operations  were 
completed.  Proposed  oaragraph  ^(l)(v) 
would  have  required  tbe  person  in 
charge  of  the  eatry  to  take  measures 
(such  as  closing  off  the  permit  space  and 
canceling  the  permit)  necessary  for 
concluding  the  entry  once  the  work 
author!^  by  the  permit  was 
completed,  llie  requirement  proposed 
by  paragraphs  (d)(6)  and  (hK1)(v)  that 
the  entry  supervisor  actually  cancel  the 
permit  and  execute  the  shutdown 
procedures  has  been  retained  in  the 
final  rule  as  paragraphs  (e)(5)  and  (j)(3). 
and  the  concerns  raised  by  commenters 
in  regards  to  the  two  proposed 
provisions  are  addresised  under  the 
discussion  of  paragraph  (eK5)  of  the 
final  standard.  Paragraph  of  final 
§1910.146  is  coucheid  in  perfcvmance- 
oriented  terms,  because  tne  Agency 
recognizes  that  the  measures  needed  for 
compliance  with  final  paragraph  (d)(12) 
will  vary  from  workplace  to  workplace. 
The  Agency  believes  that  combining 
and  redesignating  the  language  from  the 
two  proposied  provisions  into  paragraph 
(d)(12)  of  the  final  rule  will  clearly 
indicate  the  importance  of  an  orderly 
transition  between  periods  when  entry 
is  auOiorized  and  periods  whoi  entry  is 
not  authorized. 

While  the  preamble  to  the  proposed 
rule  (54  FR  24091.  24092)  indicated  that 
OSHA  expected  employers  to  review 
and  revise  their  permit  space  programs 
in  light  of  entry  experioice,  the 
proposal  did  not  specifically  require 
sucn  review.  In  Issue  6  of  the  notice  of 
public  hearing  (54  FR  41462).  OSHA 
raised  a  series  of  questions  related  to  the 
issue  of  whether  or  not  the  rule  should 
explicitly  specify  review  of  permit  entry 
programs.  The  Agency  was  interested  in 
gathering  information  on  what 
conditions  necessitated  review,  on  the 
needed  frequency  of  review,  and  on 
appropriate  administrative  measures  for 
implementing  the  evaluation  of 
programs. 

Witnesses  at  the  hearings  and 
commenters  who  addressed  this  issue 
generally  agreed  that  some  form  of 
review  process  was  a  part  of  successful 
permit  entry  programs  (Ex.  14-184, 14- 
210. 109. 129;  Washington  Tr.  85. 466- 
467;  Chicago  Tr.  128-129. 166-167.  495. 
523,  533.  614;  Houston  Tr.  1093).  Most 
agreed  that  any  requirement  OSHA  set 
for  such  a  review  soould  be 
performance  oriented  and  should  allow 
the  employer  the  flexibility  to  review 


the  permit  space  program  as  conditions 
at  the  workplace  warrant  For  example, 
the  Independent  Liquid  Terminals 
Association  (Ex  14-210)  sUted: 

Peimlt  pragrams  should  be  reviewed  on  a 
■He-tnMta  basis.  Tbe  critwia  far  designsHng 
tbe  review  period  should  be  the  frequency 
with  which  persoonel  enter  oonfined  spaces. 
Facilities  in  which  personnel  routinely  enter 
oonfined  spaces  should  review  their  program 
annually.  incorp<H«ting  any  newly  identified 
hazards  or  procedures. 

Similarly.  Mr.  Jack  Oobson. 
lepresenting  the  American  Society  of 
Safety  Engineers,  testified  (Chicago  Tr. 
614)  supported  the  ANSI  Z117.1 
performance-oriented  approach,  as 
follows: 

Issue  No.  6.  Tbe  ANSI  Standard  Z117 
appropriately  addresses  the  review  process 
regarding  conflned  space  entry  programs. 
Conformity  to  Sections  3.3  regarding  hazard 
evaluation,  3.5  hazard  reevaluation,  and  15.5 
regarding  verification  of  training  %vould 
greatly  enhance  the  continuity  of  a  confined 
space  safety  program. 

We  do  agree  that  the  review  process  is  an 
essential  element  of  any  safety  and  health 
program,  however,  we  feel  that  any  language 
relative  to  such  a  review  should  be 
performance  oriented,  thus  allowing 
employers  to  develop  a  review  system  which 
would  be  consistent  with  their  particular 
operation. 

The  Agency  believes  that  employers 
have  an  ongoing  responsibility  to 
reevaluate  their  permit  space  programs 
periodically  and  to  revise  their 
programs  based  on  changes  in  permit 
space  hazards  and  on  the  employer's 
experience  with  their  entry  operations. 
In  regard  to  periodic  evaluation  of 
permit  space  hazards.  ANSI  Z117.1- 
1989  (Ex.  129)  Section  3.5  states: 

A  qualified  person(s)  sliall  determine  the 
need  for  periodic  identification  and  re- 
evaluation  of  the  hazards  based  on  possible 
changes  in  activities  in  the  space,  or  other 
physical  or  environmental  conditions,  or 
both,  which  could  adversely  affect  the  space. 
When  need  is  determined,  a  qualified 
person(s)  shall  conduct  the  identification  and 
ro.evaluation  process. 

This  language  indicates  that  review 
and  revision  of  permit  space  programs  ^ 
are  generally  accepted  practices  to 
ensure  the  efficacy  of  these  programs. 
OSHA  has  determined  that,  while  many 
employers  already  review  and  revise 
their  permit  space  programs,  it  is 
appropriate  to  require  all  employers  to 
undertake  such  a  review. 


M  Aliho«^  thU  ANSI  nquifaoMnt  appUm 
spadfically  to  iwvaluatiaB  of  haxards  tor  a 
particular  {Mnnii  space  aatry.  OSHA  views  Ibis 
•action  in  tba  broadar  tense  as  canpaiUng  a 
iMvahiaUon  of  the  ntiie  pannM  space  propam  la 
ortUr  to  aMsl  the  pravisioo.  Suck  Ml  inlarpralatioa 
piovidM  the  bMl  fomikiU  pratactim  for  viployaaa. 


In  response  to  the  questions  OSHA 
raised  on  the  appropriate  frequency  of 
program  evaluation,  three  rulemaking 
participants,  the  Independent  Liquid 
Terminals  Association  (Ex.  14-184, 14- 
210).  Midwest  Consortium  for 
Hazardous  Waste  Worker  Training  the 
(Ex.  109).  and  the  National  Safety 
Council  (Ex  129;  Chicago  Tr.  495). 
supported  an  annual  evaluation.  The 
Midwest  Consortiiun  for  Hazardous 
Waste  Worker  Training  supported  their 
recommendation  as  follows: 

Annual  evaluation  should  include 
evaluation  of  the  total  program  as  well  as  the 
identified  confined  spaces  to  assure  that  the 
program  is  being  implemented  fully.  The 
requirements  of  the  program  specified  in 
(c)(l— 10)  need  to  be  reviewed.  Monitoring 
the  space  is  just  one  component  of  the 
evaluation.  Changes  in  company  policy, 
federal,  state  and  local  regulations, 
conditions  and  processes  in  the  plant  or 
advances  in  the  field  may  impact  this  review. 
Prudent  industrial  hygiene  practice  generally 
includes  annual  review  of  standard  operating 
procedures  in  order  to  provide  adequate 
protection  of  employee  saiiBty  and  health. 

Others  argued,  however,  that  periodic 
review  should  not  be  specified  by  the 
OSHA  standard  (Washington  Tr.  466- 
467;  Chicago  Tr.  166-167).  For  example, 
the  American  Gas  Association  (AGA, 
Washington  Tr.  466-467)  stated: 

For  the  same  reason,  prescribing  the  type 
and  extent  of  training,  experience  or 
qualifications  of  individuals  who  would 
evaluate  spaces  Is  extremely  problematic  and 
is  Iwtter  left  to  individual  employers  who  are 
better  suited  to  make  that  determination.  We 
also  agree  with  OSHA's  statement  in  the 
preamble  not  to  establish  program  review 
criteria  when  OSHA  said  it  believes 
compliance  with  the  proposed  rule  will 
necessitate  on-going  evaluation  of  program 
effectiveness.  That  statement  refiects  exactly 
what  [terformanoe  based  language  is  all  about 
and  AGA  supporifs]  such  perfbimance 
language. 

OSHA  believes  that  review  of  the 
permit  space  program  by  the  employer 
is  an  important  element  of  a  successful 
confined  space  program.  The  record 
contains  ample  evidence  of  this:  every 
employer  representative  questioned 
about  program  review  responded  that 
periodic  review  was  conducted, 
normally  every  year.  The  question  is 
how  shmild  the  final  rule  address  this 
matter.  The  Agency  has  concluded  that 
a  two-pronged  approach  is  needed. 

First,  the  employer  should  be  required 
to  review  the  permit  space  program  any 
time  conditions  at  the  workplace 
indicate  that  the  existing  procediues 
provide  inadequate  protection.  Several 
commenters  and  witnesses  mentioned 
"near  misses"  as  being  indications  of 
possible  problems  (Ex.  101;  Chicago  Tr. 
166-167;  Houston  Tr.  1093).  Other 
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conditions  warranting  review  of  an 
permit  space  program  inchide:  the 
detection  of  a  hazard  not  addressed  by 
the  entry  permit,  the  detection  of  a 
condition  forbidden  by  the  entry  permit, 
a  change  in  the  use  or  configuration  of 
the  confined  space,  and  employees 
complaints  about  the  effectiveness  of 
the  program,  lliis  type  of  review  will 
ensure  that  the  program  is  updated  as 
needed  for  continued  employee 
protection. 

Second,  the  emplojrer  should  be 
required  to  review  the  permit  prc^ram 
within  one  year  from  entry.  This  would 
result  in  an  annual  review  for  employers 
whose  have  at  least  one  permit  space 
entered  each  year.  As  n(Aed  in  the  post- 
heailng  comment  of  the  Midwest 
Consortium  for  Hazardous  Waste 
Worker  Training  (Ex.  109).  such  factors 
as  dianges  in  company  policy,  new  or 
revised  governmental  regiilation,  and 
changes  in  technology  and  design  make 
a  periodic  review  drairable,  even  in  the 
absence  of  problems  in  actual  entry. 
Additionally,  annual  review  was 
common  among  employers  who  testified 
about  periodic  program  evaluation.  The 
Agency  beUeves  that  an  annual  review 
can  promote  necessary  changes  to  the 
permit  space  program  before  an 
employee  is  actually  injured.  An 
evaluation  of  the  program  each  year  will 
also  force  employers,  who  may  become 
complacent  about  the  hazards  of 
confined  space  entry  at  their 
woriq)laces,  into  serious  consideration 
of  whether  their  permit  space  program 
are  truly  effective.  Obviously,  if  no 
permit  spaces  were  entered  during  the 
year,  there  would  be  no  cancelled 

Grmits  to  review,  and  no  review  would 
required  in  that  year. 
The  review  process  is  covered  under 
final  paragraphs  (d)(13)  and  (d)(14), 
which  had  no  counterparts  in  the 
proposal.  Under  paragraph  (d)(13),  the 
employer  is  required  to  review  entry 
operaticHis  when  the  employer  has 
reason  to  belieye  that  the  measures 
taken  under  the  permit  program  may  not 
protect  employees.  The  employer  must 
then  revise  the  program,  responding  to 
prt^lems  brought  out  by  the  review, 
before  any  subsequent  entry  is 
authorized.  Paragraph  {d)(14)  requires 
an  employer  to  conduct  a  review  of  the 
permit  space  program,  using  canceled 
permit  retained  as  required  under 
paragraph  (e)(5],  within  one  year  after 
each  entry.  An  annual  review  process 
could  be  used  to  meet  this  provision; 
however,  if  permit  spaces  were  entered 
less  ftflquently  than  once  pOT  year,  no 
review  would  be  required  until  one  year 
after  an  entry.  Again,  any  inadequacies 
would  have  to  be  corrected.  Both 
paragraphs  include  notes  containing 


informatian  to  assist  employers  in 
complying  with  the  requiraments. 
OSHA  believes  that  these  provisions  are 
reasoni^ly  necessary  to  protect 
employees  ¥rho  enter  permit  entry 
spaces,  in  order  to  assure  that  the  permit 
program  reflects  the  conditians 
currently  encountered  in  the  wori^lace. 

Paragraph  (e).  Permit  System. 

Paragr^h  (e)  specifies  the  elements  of 
the  permit  system  reauired  by  paragraph 
(dKlO)  of  the  final  rule.  The  single  most 
important  feature  of  the  permit  system 
is  ^e  creation  and  use  of  an  entry 
permit.  An  employer  uses  the  permit  to 
authorize  employees  to  enter  permit 
spaces  and  to  document  the  measures 
taken  to  protect  authorized  entrants 
finm  permit  space  hazards. 
(Requirements  pertaining  to  the 
contents  of  an  entry  permit  are  set  out 
in  paragraph  (0  of  the  final  nile.) 

OSHA  has  determined  that  the 
preparation  of  a  permit  will  help  the 
employer  determine  if  conditions  in  a 
permit  space  are  safe  for  employee 
entry.  A  [>ermit  will  also  provide  a 
concise  summary  of  the  entry  procedure 
that  will  be  useful  to  the  personnel  who 
are  conducting  the  entry  operations  and 
to  any  personnel  who  need  to  review 
the  conduct  of  entry  operations  after 
entry  has  been  completed. 

The  permit  system  set  forth  in 
paragraph  (e)  of  the  final  rule  also 
requires  the  involvement  of  a  person 
(the  entry  supervisor)  who  authorizes 
the  entry  and  has  responsibility  for 
entry  operations.  This  involvement  will 
ensure  that  a  pwrson  with  the 
qualifications  to  identify  permit  space 
hazards  and  the  authority  to  order 
corrective  measures  for  their  control 
vwll  oversee  entry  operations.  It  will 
also  compel  employers  to  take  direct 
responsibility  for  the  safety  of 
employees  working  in  permit-  required 
confined  spaces. 

Proposed  paragraph  (d)  contained 
requirements  on  permit  systems  and  on 
the  permit  itself  (although  the  title  of 
this  paragraph  was  Permit  system).  In 
the  final  rule,  OSHA  has  separated  the 
requirements  into  two  distinct 
paragraphs — paragraph  (e).  Permit 
system,  and  paragraph  (f).  £nby  permit 
As  discussed  in  Section  I,  Background, 
and  in  Section  II,  Hazards,  earlier  in 
this  preamble,  numerous  injuries  and 
fatalities  have  occiured  becatise 
employers  did  not  take  the  proper 
precautions  for  the  safety  of  employees 
working  in  permit  spaces.  All  too  often, 
employers  either  did  not  recognize 
permit  space  hazards  or  they  failed  to 
follow  thrtHigh  with  the  necessary 
measures  for  employee  protection.  The 
Agency  has  determined  that  emplo3rer8 


vriio  require  their  umgHojBn  to  enter 
permit  ^Moes  must  S3rst8inaticaUy 
in^ileiDait  permit  niaoe  programs  to 
prevent  injuries  aDd  fistahties.  OSHA 
believes  that  separating  the 
requirements  for  a  permit  tytXwn  from 
those  for  the  a»teat  of  the  permits 
themselves  will  aWt  emplojrers  to  the 
need  for  adopting  an  overall  system  far 
authorizing  entries  into  permit-required 
confined  spaces.  The  A^BOcy  further 
beUeves  tint  permit  systems  that 
comply  with  paragraph  (e)  will  enable 
employers  to  maintain  control  over 
permit  space  entry  operations 
throii^out  the  entry's  duration  so  as  to 
ensure  tiie  protection  of  authorized 
entrants. 

Paragraph  (eKl)  of  the  final  rule 
requires  employen  to  document  the 
completion  of  the  measures  necessaiy 
for  safe  entry  operations  through  the 
preparaticm  of  an  entry  permit. 

Inis  paragraph  in  the  final  rule  was 
based  on  proposed  paragraph  (d)(1).  The 
rulemaking  participants  who  addressed 
this  prop<M»d  peragraph  supported  the 
need  fcv  a  written  permit.  For  example. 
the  Marine  Chemist  Association  Inc. 
(Ex.  14-55)  stated  diat  a  permit  is  the 
essential  ingredient  of  a  permit  space 
program,  in  that  it  estabhshes 
responsibility.  The  Monsanto  Company 
(Ex.  14-170)  also  agreed  widi  the 
requirement  for  a  permit  system  that 
serves  to  identify  hazards  and  the 
measures  taken  or  to  be  taken  during 
entry  to  control  them.  In  support  of  the 
requirement  fior  a  permit  system,  Mr. 
Ray  Witter,  an  OSHA  expert  witness, 
testified  (Houston  Tt.  639)  as  follows: 

Well,  in  my  opinion,  you  need  to  prepare 
a  written  permit  system  because  that  is  the 
only  way  that  you  can  enrare  that  people 
have  looked  at  the  various  hazards  that  exist 
and  have  decided  what  has  to  be  done  or  if 
nothing  has  to  be  done.  If  you  do  not  provide 
a  pennit.  it  is  left  to  the  evaluatioo  of  the 
individual,  and  all  of  us,  as  people,  can  iorget 
something. 

As  discussed  previously,  OSHA  has 
determined  that  it  is  necessaiy  to 
require  exphdtly  that  the  list  of 
measures  taken  fn*  protection  of 
employees  who  enter  permit  spaces  be 
recorded  on  a  permit  along  with  a 
notation  that  all  these  measures  have 
been  completed  before  entry.  OSHA 
wishes  to  emphasize  that  the  permit  is 
considerably  more  than  a  simple 
checidist;  it  requires  careful  thou^t  and 
planning.  All  measxires  necessary  for 
making  the  particular  pennit  space  safie 
for  entry  must  be  listed;  othenvise,  it  is 
hkely  that  some  procedures  will  be 
omitted,  with  serious  consequences. 
The  permit  enables  the  entry  supervisor 
and  the  other  personnel  involved  in 
entry  operations  to  keep  trad^  of  the 
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precautions  taken  to  protect  employees. 
It  also  allows  authorized  entrants  to 
verify  that  each  protective  measure  has 
been  checked  by  someone. " 

Paragraph  (e)(1)  also  contains  a  note 
indicating  that  non-  mandatory 
Appendix  D  contains  examples  of 
permits  whose  elements  are  considered 
to  comply  with  the  requirements  of  this 
section.  The  precise  elements  that  must 
be  listed  on  a  permit  for  a  given  permit 
space  entry  are  dependent  on  the 
hazards  within  the  space  and,  perhaps, 
on  the  operations  to  be  performed 
during  entry  operations. 

As  noted  above,  this  provision  is 
based  on  proposed  paragraph  (d)(1), 
which  required  that  employers  prepare 
permits  through  which  all  conditions  to 
be  evaluated  to  ensure  safe  entry  were 
identified.  OSHA  has  determined  that 
the  proposed  language,  insofar  as  it 
focused  on  the  "conditions"  to  be 
evaluated,  did  not  clearly  indicate  what 
information  was  required  in  the  permit. 
In  particular,  the  Agency  observes  that 
proposed  paragraphs  (d)(2)  and  (d)(3) 
required  information  that  did  not  relate 
to  "conditions".  Therefore,  paragraph 
(e)(1)  of  the  final  rule  (in  conjunction 
with  paragraph  (f))  has  been  written  to 
clearly  indicate  the  breadth  of  the 
information  required  in  the  permit. 
Specifically,  paragraph  (e)(1)  of  final 
§1910.146  requires  the  permit  to 
document  the  completion  of  measures 
required  by  §1910.146(d)(3). 
Additionally,  OSHA  is  requiring  the 
entry  permit  to  be  completed  before 
entry  is  authorized. 

Paragraph  (e)(2)  of  the  final  rule 
requires  the  entry  supervisor  identified 
on  the  permit  to  sign  the  entry  permit 
to  authorize  entry. 

This  provision  was  taken  from 

Eroposed  paragraph  (d)(5).  which  would 
ave  required  the  signature  of  the 
person  authorizing  Uie  permit  before 
entry  began  but  after  safe  entry 
conditions  were  established.  (Paragraph 
(e)(1)  of  the  final  rule  requires  the 
employer  to  establish  safe  entry 
conditions  before  the  permit  is 
authorized.)  The  few  rulemaking 
participants  (Ex.  14-63, 14-170; 


"  Although  the  entry  permit  does  not  provide  an 
abtolule  method  of  verifying  thai  entry  conditions 
are  accepuble.  it  doe*  provide  a  ready  means  to 
check  that  all  items  listed  on  the  pennit  have  been 
accounted  for.  If  no  one  remembered  to  take  one  of 
the  listed  precautions,  it  would  not  be  documented 
CO  the  permit — a  hazard  that  should  be  caught  by 
the  entry  supervisor  during  his  or  her  review.  The 
entry  supervisor  and  other  employees  can  also 
verify  thai  the  test  results  given  on  the  permit  are 
within  the  range  allowed.  The  final  rule  makes  the 
entry  supervisor  responsible  ior  ensuring  that  the 
elements  listed  on  the  pennit  have  been  completed. 
The  signature  of  the  entry  supervisor  who  originally 
authorized  the  ealry  signifies  that  these  measures 
have  been  taken. 


Houston  Tr.  1061)  who  addressed 
proposed  paragraph  (d)(S)  advocated  the 
provision.  The  State  of  Kfaiyland's 
Occupational  Safiety  and  Health 
Program  (Ex.  14-63)  succinctly  stated 
the  purpose  of  this  requirement  in  their 
support  for  a  requirement  that  the 
person  authorizing  the  permit  sign  it.  as 
rollowK 

(Dhe  signature  establishes  Individual 
accountability.  If  a  person  is  asked  to  sign  the 
ficRTn.  there  is  •  greater  chance  that  the  items 
the  fbrm  requires  will  Im  addressed  than  if 
no  one  has  to  sign  the  form. 

Proposed  paragraphs  (d)(2)  and  (d)(3) 
set  out  the  elements  that  would  have 
been  required  on  permits.  Proposed 
paragraph  (d)(2)  Usted  the  elements  (the 
"checklist"  portion  of  the  permit)  that 
had  to  be  present  on  all  permits,  while 
paragraph  (d)(3)  listed  additional 
elements  that  would  also  have  had  to  be 
listed,  tmless  the  entry  supervisor 
assumed  direct  charge  of  the  entry 
operation  for  its  duration.  The  items 
that  would  not  have  been  required  to  be 
listed  were: 

(1)  The  identity  of  the  permit  space: 

(2)  The  purpose  of  the  entry; 

(3)  The  date  of  the  entry  and  the 
authorized  duration; 

(4)  A  list  of  the  authorized  entrants; 

(5)  A  list  of  eligible  attendants; 

(6)  A  list  of  individuals  eligible  to  be 
in  charge  of  the  entry;  and 

(7)  The  signature  and  printed  name  of 
the  entry  supervisor  originally 
authorizing  entry. 

In  issue  5  of  the  NPRM  (54  PR  24086), 
OSHA  asked  several  questions 
pertaining  to  the  use  of  a  "checklist" 
pennit  for  permit-required  pennit  space 
entry  when  the  employer  directly 
supervised  entry  operations.  The 
questions  were  directed  to  whether  or 
not  a  the  use  of  a  checklist  pennit  in 
lieu  of  a  full  pennit  would  be  effective 
in  protecting  employees.  OSHA  also 
requested  information  on  projected  cost 
savings,  actual  workplace  experience 
using  the  checklist  approach,  and 
examples  of  actual  procedures  and 
permits  that  have  been  used. 

OSHA  received  many  written 
comments  and  some  hearing  testimony 
concerning  this  issue.  Several  of  the 
commenters  (Ex.  14-47, 14-91, 14-94, 
14_98, 14-119, 14-123, 14-161, 14-170. 
14-179, 14-183, 14-193)  who  addressed 
this  issue  misunderstood  the  intent  of 
the  proposed  standard,  which  was  to 
allow  the  omission  of  several  items  from 
the  written  permit  if  the  individual 
authorizing  the  entry  was  in  direct 
control  of  Uie  entry  for  its  duration. 
These  commenters  apparently  beheved 
that  OSHA  was  proposing  that  no 
pennit  at  all  be  required  when  the  entry 


authorizer  is  present  for  the  duration  of 
the  entry.  In  a  representative  comment, 
the  Monsanto  Company  (Ex.  14-170) 
stated: 

Our  experience  l>  that  the  confined  space 
entry  pennit  serves  to  assist  In  effective 
preparation  of  the  ipace  as  well  as 
communication  about  the  space  during  the 
entry  period.  We  may  utilize  direct 
supervision  for  a  particularly  difficult 
confined  space  entry  but  that  would  be  in 
addition  to,  not  in  lieu  of,  a  pennit. 

Other  commenters  (Ex.  14-66, 14-99, 
14-153. 14-184;  CSiicago  Tr.  102)  did 
not  directly  answer  the  questions  posed 
in  Issue  5,  choosing  instead  to  address 
other  related  concerns.  For  instance,  the 
Texas  Chemical  Council  (Ex.  14-86) 
wondered  how  shift  changes  would 
affect  the  proposed  provision: 

Often  entries  are  worked  on  [a]  24  hour  a 
day  basis  and  no  one  individual  can  be  there 
during  that  time  period.  The  authority  or 
responsibility  for  the  job  transfers  between 
individuals.  Therefore,  it  is  necessary  to  have 
an  extension  of  authority  beyond  the  singular 
person. 

These  commenters  apparently 
believed  that  the  proposal  would  have 
required  a  single  entry  supervisor  for 
the  entire  entry.  Their  concerns  were 
unfounded  since  the  proposed  provision 
would  have  accepted  transfer  of 
responsibility  between  on-coming  and 
off-going  entry  supervisors  (although  the 
proposal  did  not  state  this  explicitly). 

Several  commenters  (Ex.  14-27, 14- 
28, 14-30,  14-68, 14-99,  14-119, 14- 
137)  were  critical  of  the  checklist 
system,  as  a  form  of  abbreviated  permit. 
Some  of  the  commenters  felt  that 
inclusion  of  all  the  information  (as 
hsted  in  proposed  (d)(3)  as  well  as 
proposed  (d)(2))  was  necessary.  For 
example,  the  Northwest  Pipeline 
Corporation  (Ex.  14-27)  said: 

It  is  Northwest's  opinion  that  a  pennit  form 
requiring  all  information  pertinent  to  the 
entry  is  necessary  to  enstire  a  safe  entry  into 
confined  spaces  and  compliance  with  this 
proposed  standard. 

In  a  similar  vein,  the  Union  Carbide 
Corporation  (Ex.  14-68)  stated: 

It  is  important  for  all  critical  information 
to  appear  on  the  permit  in  writing.  Union 
Carbide  requires  permits  to  include  in 
writing  the  place,  time,  purpose,  personnel 
assigned,  and  name  of  authorizing 
individual,  among  other  infonnation,  even 
when  the  authorizing  individual  asstunes 
direct  charge  of  the  entry  for  its  duration.  The 
potential  risk  of  miscommunication  where 
critical  information  is  not  written  down 
significantly  outweighs  the  incremental 
benefits  of  not  using  a  written  permit 
containing  all  necessary  information. 

Still  other  commenters  (Ex.  14-81. 
14-123, 14-137),  while  not  objecting  lo 
the  "checklist  pennit"  provision,  felt 
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that  the  intended  reiiaf  would  be  of 
little  vahie  to  them.  The  National  Ready 
Mixed  Concrete  Assodatkm  (NRMCA, 
Ex.  14-81)  commented  that: 

While  NRMCA  has  DO  obtectioB  to  the 
exemption  of  permit  required  confiaed 
spaces  for  sitiiatioos  in  which  the  peraon 
who  authorizes  entry  assumes  direct  charge 
for  the  duration,  we  consider  it  unlikely  that 
much  benefit  would  accrue  to  the  ready 
mixed  coDoete  industry  by  virtue  of  such  an 
exemption.  It  is  unliiiely  that  the  authorizing 
supervisor  could  often  be  directly  in  charge 
of  a  confined  space  entry  for  its  duration. 

A  few  commenters  (Ex.  14-57, 14-73, 
14-98)  favored  the  exemption.  For 
example,  Beaumont  &  Associates  (Ex. 
14-57)  supported  the  exemption,  as 
follows: 

It  would  be  appropriate  to  allow  an  entry 
permit  which  did  not  specify  location,  time, 
purpose,  persons  allowed  entry,  and  duration 
of  permit,  if  the  person  authorizing  the  entry 
remained  at  the  entry  location  for  the 
duration  of  the  entry. 

OSHA  believes  that  the  proposed 
provision  was,  unfortunately, 
misunderstood  by  many  comm«iters, 
causing  them,  in  many  instances,  to 
generate  re^onses  not  pertinent  to  the 
issue.  OSHA  also  believes  that  some  of 
the  objections  stemmed,  to  a  large 
extent,  from  a  misunderstanding  of  this 
provision. 

Based  upon  the  rulemaking  record, 
OSHA  has  decided  not  to  allow  the  use 
of  an  abbreviated,  or  "checklist"  permit 
in  the  final  rule.  OSHA  agrees  with  the 
Union  Carbide  Corporation  that  it  is 
important  that  all  critical  information 
appear  on  the  permit  in  writing  for  two 
reasons.  First,  all  the  pertinent 
information  will  then  be  available,  on 
the  permit,  to  the  entrants  who  vnll  then 
be  better  equipped  to  make  independent 
judgments  as  to  the  adequacy  of  pre- 
entry  preparations.  Second,  the 
inclusion  of  all  critical  information  on 
the  permit  will  facilitate  the  program 
reviews  required  under  paragraphs 
(d)(12)  and  (d)(13)  of  the  final  rule.  In 
fact,  the  elements  that  the  proposal 
would  have  allowed  to  be  omitted  are 
essential  for  the  identifying  the  permit 
space  and  for  identifying  employees 
who  could  provide  information  about 
problems  that  may  have  arisen.  OSHA 
believes  that  the  benefits  of  including 
all  the  permit  items  (as  listed  in 
paragraph  (f)  of  the  final  rule)  far 
outweigh  the  slight  cost  savings  that 
might  have  accru^  through  the  use  of 
an  abbreviated  permit  (The  employer 
may,  however,  use  a  preprinted, 
checklist-tjrpe  permit,  provided  it 
contains  aU  the  information  required 
under  paragraph  (f)  of  the  final  rule, 
with  all  entries  completed  and  with  the 
signature  of  the  entry  .supervisor.) 


Paragraph  (eK3)  of  the  final  rule 
requires  the  emf^oyer  to  make  the 
com|rieted  permit  available  to  all 
entrants  at  ttie  time  of  entry,  such  as  by 
posting  it  at  the  entry  portal,  so  that  the 
entrants  can  confirm  that  performance 
of  all  necessary  pre^ntry  measures  has 
been  indicated  on  the  permit 

This  lequirement  was  not  contained 
in  the  proposed  rule.  However,  several 
commenters  (Ex.  14-4, 14-124, 14-157, 
14-161, 14-170, 14-174)  suggested  that 
OSHA  make  posting  a  copy  of  the 
permit  a  requirement  in  the  final  rule  or 
stated  that  meir  company  required  such 
posting  and  that  they  believed  such 
posting  of  the  permit  was  appropriate. 
They  argued  that  this  posting  would 
alert  employees  to  the  presence  of 
hazards  within  the  space  and  of  the 
measures  necessary  for  the  protection  of 
employees. 

(jSHA  agrees  that  making  the  permit 
available  to  all  authorized  entrants 
would  provide  them  with  information 
on  protective  measures  4o  be  taken  to 
make  the  permit  space  safe  for  entry.  By 
inspecting  the  permit  and  observing 
recorded  test  results  and  the  testw's 
signature  or  initials,  the  authorized 
entrants  could  check  to  see  if  pre^ntry 
preparations  have  been  completed. 
OSHA  agrees  that  making  the  completed 
permit  available  to  the  entrants  (whose 
safety  and  health,  after  all,  is  most  at 
stake  during  entry  operations)  is 
important  enough  to  be  required  in  this 
final  ruto.  Entrants  will  then  be  able  to 
make  their  own  judgments  as  to  die 
completeness  of  pre-entry  preparations 
and  to  point  out  any  deficiencies  that 
they  believe  exist.  A  requirement  that 
the  completed  permit  be  posted  at  the 
entry  pcnrtal  or  otherwise  oe  made 
available  to  the  entrants  at  the  time  of 
entry  has  therefore  been  incorporated 
into  this  final  rule. 

Paragraph  (e)(4)  of  the  final  rule 
requires  that  the  duration  of  a  permit 
not  exceed  the  time  required  to 
complete  the  assigned  task  or  job 
identified  on  the  permit  in  accordance 
with  paragraph  (f)(2)  of  the  final  rule. 

This  provision  has  been  taken  fitxn 
paragraph  (d)(3)(iii)  of  the  proposal, 
under  which  a  permit  would  have  been 
allowed  to  remain  valid  for  up  to  1  year, 
so  long  as  all  conditions  required  by  the 
permit  were  maintained.  The  comments 
OSHA  received  concerning  the 
proposed  provision  (Ex.  14-28, 14-57. 
14-63,  14-«0,  14-109. 14-116. 14-151, 
14-161)  objected  to  allowing  permits  to 
be  valid  for  so  long.  These  commenters 
said  that  the  1-year  limit  was  arbitrary, 
because  it  was  unreasonable  to  expect 
that  entry  conditions  would  remain 
acceptable  for  that  long.  They  pointed 
out  that  conditions  within  the  space 


would  alasost  certainly  change  over  that 
amount  of  tioM  and  that  the  hazards 
within  the  ^leoe  wroukl  have  to  be 
reevaluated.  For  axsmple.  the 
International  Brotherhood  of  Teamsters 
(Ex.  14-109)  stated: 

In  Sectkm  (d)(3XiiD.  OSHA  pmpotm  to 
allow  a  ooofiiiad  apace  pannit  to  be  iasuMl 
for  ■•  long  m  a  year  at  a  time  "so  loog  at  all 
conditions  under  which  the  pennit  was 
issued  are  maintained."  For  OSHA  to  suggest 
that  a  pennit  could  be  good  for  a  year  dereats 
much  of  the  piirpoee  of  having  a  permit 
system  st  all.  H  invites  complacency,  and 
invites  workers  and  auparvtoors  to  make 
unwanaoled  Hsumptions  about  nnnriitinns 
that  may  aftact  the  saiaty  of  the  entry.  For 
example,  it  would  not  be  appropriate  to  rely 
on  one  long-term  entry  pennit  for  a  tank  in 
a  Imwaiy  that  had  to  be  entered  repeatedly — 
but  not  continuously  —over  the  course  of  a 
year.  Even  a  much  shorter  term,  designated 
rescuers  may  go  home  at  the  end  of  their 
shift.  AdditionaHy,  issuance  of  a  long-term 
permit  meats  that  the  authorizing  persoo. 
who  likely  only  works  about  40  hours  a 
week,  may  very  well  be  unaware  and 
unavailable  at  times  when  conditions  change 
that  should  cause  the  permit  to  l>e  amended 
or  revoked. 

For  reasons  such  as  these,  we  strongly 
favor  the  recommendation  on  p.  7  of  the 
NIOSH  Criteria  Document  on  Working  In 
Confined  Spaces:  The  pennit  shall  be  dated 
and  carry  ui  expiraticm  time  that  will  be 
valid  for  one  shift  only.  The  pennit  shall  be 
updated  for  each  shift  with  die  same 
requirements." 

OSHA  has  decided  to  limit  entry 
permit  duration  to  whatever  pericxl  of 
time  is  necessary  for  completion  of  the 
assigned  task  or  job,  vrfaich  is  identified 
on  the  permit  under  paragraph  (f)(2)  of 
the  final  rule.  The  duration  of  the 
permit  is  not  directly  relevant  to  the 
safety  of  employees  working  in  {)ermit- 
required  confined  spaces.  As  long  as 
acceptable  entry  conditions  are  present, 
employees  can  saMy  enter  and  p«rform 
work  in  permit  spaces.  The  length  of 
time  entry  operations  take  should  not  be 
a  factor  in  whether  acceptable  entry 
conditions  exist  in  the  space,  as  long  as 
the  permit  system  conforms  to  the 
requirements  of  final  §1910.146.  If 
conditions  within  the  space  change  so 
that  entrants  are  endangered,  then  the 
following  steps  should  fully  protect 
these  employees: 

(1)  The  entry  supervisor,  when  he  or 
she  assumes  resporisibility  for  a  space 
and  whan  he  ot  she  performs  periodic 
chedis,  ensures  the  presence  of 
acceptable  entry  conditions  (paragraph 

(2)  If  the  hazard  being  introduced  is 
atmospheric  in  nature,  the  testing  and 
monitoring  of  the  ^pace  will  detect  it 
(paragraph  (dKsMii)). 

(3)  If  other  hazards  are  being 
introduced,  the  entry  supervisor,  tide 
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attendant,  and  authorized  entrants  are 
trained  to  detect  their  presence 
(paragraphs  (g).  (h)(1).  (i)(l).  and  (j)(l)). 
(4)  Entrants  would  vacate  the  permit 
space  (paragraphs  (h)(4)  and  (h)(5). 
(i)(6).  and  (j)(3)). 

These  steps  fully  protect  entrants 
from  hazards  developing  during  entry 
operations.  Limiting  the  duration  of  the 
permit  to  an  aihitrary  length  of  time 
would  not  reduce  the  risk  of  entry  into 
permit  spaces  because  the  conditions 
within  the  space  are  required  to  be 
monitored  periodically.  **  On  the  other 
hand,  the  permit  should  not  be  vaUd  for 
a  period  longer  than  necessary  to 
complete  the  task  being  performed 
inside  the  space.  Otherwise,  entrants 
could  be  unnecessarily  exposed  to  the 
residual  hazards  of  permit  spaces. 
Therefore.  OSHA  has  decided  to  adopt 
a  requirement  that  the  permit  be  vaUd 
for  a  period  not  to  excaad  that  necessary 
to  complete  the  task  or  job  for  which  the 
permit  was  obtained  in  place  of  the 
proposed  requirement  that  it  be  vaUd  for 
no  longer  than  1  year. 

In  complying  with  paragraph  (e)(4)  of 
the  final  rule,  die  employer  need  not. 
but  may.  state  a  specific  time  period  (a 
number  of  hours  or  days)  on  the  permit. 
For  instance,  the  permit's  duration 
coiild  be  stated  in  terms  of  the  removal 
and  installation  of  a  relief  valve  or  the 
cleaning  of  the  inside  surfaces  of  a  tank. 
OSHA's  intent  here  is  merely  to  place 
.    some  reasonable  limitation  on  permit 
vahdity. 

Paragraph  (e)(5)  of  the  final  rule 
covers  cancellation  of  entry  permits.  It 
requires  the  entry  supervisor  to 
terminate  the  entry  and  cancel  the 
permit  when  the  entry  operation 
covered  by  the  permit  has  been 
completed  or  when  a  prohibited 
condition  arises  in  or  near  the  permit 
space. 

This  provision  in  the  final  rule  is 
based  upon  proposed  paragraphs  (d)(6) 
and  (g)(l)(iv).  Specifically,  paragraph 
(d)(6)  of  the  proposed  rule  would  have 
required  the  "individual  authorizing  the 
entry"  to  cancel  the  permit.  Many 
commenters  (Ex.  14-80. 14-86, 14-88. 
14_94. 14-118. 14-123. 14-143. 14-150. 
14-188)  stated  that  the  proposed 
provision  was  unduly  restrictive 
because  the  individual  who  originally 
authorized  entry  was  often  not  present 
upon  completion  of  entry  operations. 
For  example,  the  Chemical 
Manufacturers  Association  (Ex.  14-118) 
argued  as  follows: 


**  Sine*  the  ftiul  rul*  taquiiM  tfa«  tatrf 
niMrviMrlo  N-*<rahMl«  IIm  span  upon  MKuning 
iwpoittibUity  for  It  (inMkr  pmiraph  (0(S)  oftb* 
final  Tula),  ntry  cowUtkMM  wiUba  dMckMl  al  tsMt 

oncsparahift 


Paragraph  (d)(6)  raquiros  that  the 
individual  who  authorized  the  entry  must 
cancel  the  permit.  This  requirement  could 
pose  unwarranted  inefBciencies  and  hazards. 
In  many  cases,  the  original  authorizing 
individual  will  be  away  from  the  worksite 
and  unavailable  to  cancel  the  permit.  In 
addition,  another  individual  trained  to" 
authorize  and  cancel  a  permit  may  note  a 
condition  that  warranU  canceling  the  permit. 
Any  individual  trained  to  authorize  entry 
should  be  able  to  cancel  the  permit 

The  Agency  acknowledges  that  there 
are  situations  where  more  than  one 
entry  supervisor  is  needed  over  the 
course  of  entry  operations.  For  example, 
when  multi-shift  entry  operations  are 
conducted,  more  than  one  entry 
supervisor  would  be  used  for  a  permit 
space.  Additionally,  even  for  entry 
operations  that  do  not  extend  across 
more  than  one  shift,  the  original  entry 
supervisor  may  be  absent  from  the 
workplace  for  other  reasons.  Therefore, 
the  Agency  has  adopted  language  to 
provide  that  the  entry  supervisor,  not 
the  person  who  authorized  entry,  will 
cancel  the  permit.  As  noted  under  the 
discussion  of  the  term  "entry 
supervisor",  OSHA  does  not  intend  to 
restrict  the  position  of  entry  supervisor 
to  a  single  individual.  Any  individual 
who  has  been  designated  as  the  entry 
supervisor  has  the  authority  to 
terminate  entry  and  cancel  a  permit.  Of 
course,  the  entry  supervisor  on  duty  at 
the  completion  of  the  entry  operation 
will  normally  be  the  one  to  terminate 
and  cancel  the  permit. 

Paragraph  (e)(6)  of  the  final  rule 
requires  that  canceled  entry  permits  be 
retained  for  at  least  1  year  to  facilitate 
the  annual  review  of  the  permit  space 
program  required  under  paragraph 
(d)(14).  Paragraph  (e)(6)  had  no 
counterpart  in  the  proposed  rule.  Its 
inclusion  in  the  final  rule  is  based  on 
OSHA's  conclusion  that  the  permit 
space  program  needs  to  be  reviewed  at 
least  once  per  year.  Canceled  permits 
are  among  the  materials  that  need  to  be 
covered  by  the  annual  review  (as 
required  by  paragraph  (d)(14)).  OSHA 
believes  that  information  on  any 
problems  that  arise  during  entry 
operations  should  be  available  to  the 
personnel  who  perform  the  review.  For 
example,  there  may  be  information 
which,  while  not  alarming  when  related 
to  a  single  entry,  may  in  fact  turn  out 
to  be  important  evidence  of  a  problem 
or  of  a  trend  that  could  lead  to  a 
problem.  Indeed,  Mr.  Dan  Glazier, 
representing  the  Motor  Vehicle 
Manufacturers  Association  (Chicago  Tr. 
187-188).  noted  this  very  point  in  his 
testimony,  as  follows: 

If  you  have  an  indication  that  the  oxygen 
level  has  dropped  In  this  confined  space  or 


that  the  cmnbustible  level  has  exceeded  5 
percent  of  the  ILFL],  then  certainly  there  is 
something  unique  about  Ithatl  confined  space 
that  it  causing  it  to  go  bad. 

Therefore,  I  would  want  to  track  that  for  a 
certain  period  of  time  and  vte  never  really 
outlined  that.  But  to  try  to  determine  what 
is  causing  that  confined  space,  what  is 
unique  about  that  Iconfinedl  space  whidi  is 
causing  it  to  go  bad.  That  lends  some 
credibility  to  1  think  to  keeping  the  permits 
for  a  certain  period  of  time  so  that  you  can 
track  confined  spaces  that  I  should  say,  "are 
known  bad  actors". 

For  these  reasons,  paragraph  (e)(6) 
also  requires  the  employer  to  annotate 
its  permits  to  indicate  any  problems  so 
that  the  appropriate  revisions  to  the 
program  can  be  made. 

Paragraph  (f).  Entry  Permit. 

Paragraph  (f)  of  the  final  rule  specifies 
the  information  that  must  be  included 
in  the  permit  prepared  under  paragraph 
(e)  of  final  §1910.146.  As  noted 
previously  in  the  discussion  of 
paragraph  (e),  that  information  sums  up 
the  employer's  efforts  to  identify  and 
control  conditions  in  permit  spaces. 
OSHA  has  determined  that  the 
preparation  of  the  permit  will  bo  a 
central  part  of  the  employer's 
determination  as  to  whether  conditions 
in  a  permit  space  are  safe  for  employee 
entry.  The  permit  itself  will  provide  a 
concise  summary  of  the  permit  space 
program  requirements  for  a  particular 
entry  that  vnll  bo  useful  to  the 
personnel  who  are  conducting  the  entry 
operations  and  to  any  personnel  who 
need  to  review  the  conduct  of  entry 
operations  after  the  operations  have 
been  terminated.  Additionally,  OSHA 
believes  that  properly  prepared  entry 
permits  will  assure  employees  that  die 
employer's  permit  space  program  will 
protect  them  bom  permit  space  hazards. 

The  remaining  discussion  of 
paragraph  (f).  following,  provides  a 
summary  and  explanation  of  each  of  the 
items  required  to  be  identified  on  a 
permit.  The  introductory  language  of 
paragraph  (f)  expUdtly  requires  all  the 
information  Usted  in  paragraphs  (f)(1) 
through  (f)(15)  to  be  included  on  an 
entry  permit. 

Paragraph  (f)(1)  requires  an 
identification  of  the  space  to  be  entered. 
This  is  effectively  identical  to  paragraph 
(d)(3)(i)  of  die  proposed  standard. 
OSHA  received  no  substantive 
comments  on  the  proposed  paragraph. 
Paragraph  (f)(2)  raquires  the  purpose 
of  the  entry  to  be  listed  on  the  permit. 
Tliis  is  identical  to  paragraph  (d)(3)(ii) 
of  the  proposed  standard,  on  which  no 
substantive  comments  were  received. 

Paragraph  (f)(3)  requires  the  date  and 
the  auuorized  duration  of  the  entry 
permit  to  be  entered.  The  duration  of 


Federal  Register  /  Vol.  58,  No.  9  /  Thursday,  January  14,  1993  /  Rules  and  Regulations        4507 


the  entry  permit  need  not  be  stated  in 
terms  of  actual  time,  but  may  be  stated 
in  terms  of  the  completion  of  the  task 
for  which  permit  space  entry  is  being 
performed.  This  provision  corresponds 
to  paragraph  (d)(3)(iii)  of  the  proposed 
standard.  (See  ^e  summary  and 
explanation  of  paragraph  (e)(4)  of  the 
final  rule,  earlier  in  this  preamble  for 
further  discxission  of  the  acceptable 
duration  of  a  permit  and  for  a 
discussion  of  the  comments  received  on 
paragraph  (d)(3)(iii)). 

Paragraph  (f)(4)  requires  a  listing  of 
the  authorized  entrants.  The  employer 
may  place  the  names  of  authorized 
entrants  on  the  permit  or  may  choose  to 
track  them  by  any  other  effective  means. 

This  provision  corresponds  to 
paragraph  (d)(3)(iv)  of  the  proposed 
standard.  Many  rulemaking  participants 
objected  to  the  proposed  provision  (Ex. 
14-28, 14-86, 14-94, 14-111, 14-118, 
14-124, 14-125. 14-143, 14-150, 14- 
161,  14-170, 14-176. 14-188. 119). 
citing  concerns  about  the  infeasibility  of 
placing  a  large  nimiber  of  names  on  the 
entry  permit  itself.  These  rulemaking 
participants  argued  that,  while  it  was 
important  to  track  the  presence  of 
employees  working  within  the  space, 
maintaining  an  accurate  list  of 
authorized  entrants  for  a  particular 
permit  space  entry  operation  was 
unnecessary.  They  also  contended  that 
maintaining  such  a  list  would  be  nearly 
impossible  for  large  entry  operations 
involving  hundreds  of  authorized 
entrants.  Most  of  these  rulemaking 
participants  suggested  using  a 
performance-  oriented  approach  that 
recognized  all  types  of  tracking  means, 
such  as  rosters,  having  the  attendant 
keep  an  accurate  count  of  entrants,  and 
sign-in  and  sign-out  sheets. 

In  its  post-hearing  comment  (Ex.  119), 
which  was  typical  of  the  objections  to 
proposed  paragraph  (d)(3)(iv),  Texaco 
stated: 

The  point  is  that  there  may  be  50  to  60 
people  working  in  this  one  vessel  and  due  to 
the  complexity  of  the  work,  the  personnel 
will  change  constantly.  The  contractor  plans 
the  work  in  advance,  the  operations 
personnel  check  and  assure  that  the  vessel  is 
safe  for  entry  and  does  this  without  the 
knowledge  of  the  actual  names  of  personnel 
who  will  be  entering  the  vessel.  The  names 
of  the  personnel  are  assigned  by  the 
contractor(s)  just  prior  to  the  start  of  the  shift, 
at  the  same  time  that  the  operator  is  checking 
the  vessel  for  entry.  The  problem  with 
assigning  actual  names  for  vessel  entry  is 
compounded  by  the  fact  that  the  personnel 
change  at  the  last  moment  due  to  absences, 
etc.,  and  the  &ct  that  workers  are  constantly 
changing  even  throughout  the  shift. 

In  stunmatjon,  actual  names  on  the  permit 
would  greatly  delay  the  start  of  the  work  at 
each  shift  and  Texaco  submits  that  this  delay 


is  not  warranted  since  it  provides  no  neater 
worker  protection.  With  the  penonnel  inside 
the  tower  constantly  rhanglng,  the  listing  of 
actual  names  on  the  permit  would  be  a 
virtual  impossibility.  The  point  it  to  assure 
that  all  get  out  if  an  alarm  is  sounded.  The 
Standard  should  contain  performance 
oriented  language  that  would  allow  an 
employer  the  flexibility  to  decide  upon  and 
implement  the  most  reasonable  safety 
procedure  for  tracking  personnel  inside  a 
particular  permit  space.  Of  course  in 
practical  situations,  this  would  include  either 
sign  in  sheets,  entry  badges,  or  tag  boards. 
[Emphasis  supplied  in  origlnal.l 

The  main  purpose  of  the  proposed 
requirement  was  to  provide  an  accurate 
list  of  employees  inside  the  space  so 
that  it  would  be  possible  to  determine 
quickly  and  accurately  whether  all 
entrants  had  been  rescued  in  an 
emergency.  A  second  purpose  was  to 
provide  assurance  that  all  employees 
had  evacuated  the  space  at  the  end  of 
entry  operations.  To  achieve  these  goals, 
the  proposal  would  have  reauired  the 
permit  to  list  the  names  of  all 
authorized  entrants  within  the  permit 
space. 

Based  on  the  rulemaking  record, 
OSPiA  concludes  that  the  proposed 
provision  would  have  been  imduly 
restrictive  and  somewhat  impractical  for 
permit  space  entry  operations  involving 
large  numbers  of  entrants.  However,  the 
Agency  is  still  concerned  that,  without 
an  accurate  entrant  tracking  system, 
entrants  may  be  left  inside  permit 
spaces  after  the  operation  is  complete. 

The  rulemaking  participants  (Ex.  14- 
34, 14-111, 14-118, 14-124, 14-170, 
14-188, 119)  mentioned  several  possible 
alternatives  to  the  listing  of  entrants 
names  on  the  permit:  tag  boards,  entry 
badges,  sign-in  sheets,  and  electronic 
tracking  systems.  Many  of  these  systems 
provide  the  attendant  with  enou^ 
information  to  keep  accurate  track  of 
authorized  entrants.  OSHA  believes 
that,  as  long  as  the  system  accurately 
traces  who  is  in  the  permit  space  at  any 
given  moment  and  as  long  as  the 
attendant  has  immediate  access  to  the 
system,  the  attendant  will  be  able  to 
order  the  complete  evacuation  of  a 
space  as  required  by  paragraph  (i)(6)  of 
the  final  rule.  Additionally,  the  rescue 
and  emergency  service  will  be  able  to 
account  for  all  employees  woriung 
inside  the  permit  space  in  the  event  of 
an  emergency.  Other  systems,  which 
only  keep  a  coimt  of  the  employees 
inside  the  permit  space,  would  not  be 
acceptable.  A  simple  count  of  the 
number  of  authorized  entrants  would 
not  be  sufficient  to  ensure  that  all 
entrants  have  been  rescued  in  case  of 
emergency.  Under  such  conditions,  it 
would  be  easy  to  lose  track  of  exactly 
how  many  employees  have  exited  the 


space.  Further,  without  a  more 
systematic  approach  to  tracking 
emplo)rees,  entrants  {wrforming  self- 
rescue  might  not  inform  the  attendant  of 
their  emergence  bom  the  space.  The 
rescue  and  emergency  service 
employees  would  then  be  exposed, 
imnecessarily,  to  the  hazards  posed  by 
entry  into  the  permit  space  under 
hazardous  circimistances.  Unauthorized 
entrants,  who  might  have  gotten  into  the 
space  and  who  might  even  have  caiised 
the  emergency,  could  easily  be  counted 
as  they  exit  the  space,  which  would 
result  in  the  attendant's  losing  track  of 
some  of  the  authorized  entrants  still  in 
the  space.  These  employees  might  then 
suffer  further  injury  or  death  as  a  result. 
For  these  reasons,  paragraph  (f)(4)  of 
the  final  rule  requires  a  system  of 
tracking  authorized  entrants  that  will 
accurately  trace  who  is  in  the  permit 
space  at  any  one  time  and  that  will 
enable  the  attendant  to  identify  these 
employees  quickly  and  accurately.  Any 
system  that  meets  the  goal  set  by  the 
performance-oriented  language  is 

Paragraphs  (d)(3)(v)  and  (d)(3)(vi)  of 
the  proposed  standard  would  have 
required  a  listing  of  all  eligible 
attendants  and  individuals  eligible  to  be 
in  charge  of  the  entry,  respectively. 
Many  commenters  (Ex.  14-28. 14-80, 
14-86, 14-94, 14-116, 14-118, 14-123. 
14-124, 14-130. 14-143. 14-150. 14- 
157, 14-161. 14-170. 14-176, 14-188) 
also  objected  to  these  proposed 
provisions.  The  commenters  noted  that 
there  could  be  large  numbers  of 
employees  who  were  eligible  to  serve  as 
attendants  or  as  entry  supervisors,  even 
if  the  number  who  actually  serve  in 
such  capacities  was  small.  Again,  the 
commenters  Miged  OSHA  to  adopt  a 
performance-  oriented  approach.  For 
example,  Dow  Chemical  USA  (Ex.  14- 
130)  stated: 

A  list  of  those  that  are  trained  (or  eligible) 
to  perform  the  work  Involved  in  the  confined 
space  entry  could  be  long.  While  a  list  of 
those  directly  involved  and  authorized  for 
entry  will  be  short  and  beneficial. 

Several  rulemaking  participants  (Ex. 
14-80, 14-124, 14-188)  argued  that 
methods  such  as  identifying  attendants 
and  entry  supervisors  by  job  title,  by 
logs,  or  by  badges  could  provide  the 
required  information  in  a  much  less 
burdensome  fashion.  Others  (Ex.  14-88. 
14-116, 14-130, 14-161)  urged  OSHA 
to  require  only  the  identification  of 
attendants  and  entry  supervisors  that 
are  involved  in  a  particular  entry 
operation.  Some  of  those  objecting  to 
the  proposed  provision  (Ex.  14-80, 14- 
94, 14-118, 14-157. 14-161. 14-170) 
noted  that  the  information  the  Agency 
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would  be  requiring  on  the  pennit  could 
be  gleaned  from  ouar,  more 
appropriate,  sourcas  (namaly.  personnel 
training  files). 

As  discussed  in  the  summary  and 
explanation  of  paragraph  (f)(4)  earlier  in 
this  preamble.  OSHA  Agrees  that  there 
are  conditions,  especially  if  large 
numbers  of  employees  are  involved  in 
entry  operations,  under  which  it  is 
unreasonable  to  list  by  name  on  the 
permit  all  individuals  who  might  serve 
as  attendants  or  entry  supervisors. 
OSHA  further  agrees  that  there  are 
methods  of  identifying  attendants  and 
entry  supervisors  other  than  naming 
them  on  the  pennit  itself.  Employees 
have  another  method  of  ensuring  that 
individuals  serving  as  authorized 
entrants,  attendants,  and  entry 
supervisors  are  qualified.  Under 
paragraph  (g)  (discussed  later  in  this 
section  of  the  preamble),  the  employer 
is  required  to  certify  that  employees 
have  received  the  requisite  training. 
This  certification  is  required  to  be 
available  to  employees  and  their 
representatives  so  that  employees  can 
verify  that  individuals  have  been 
appropriately  trained.  As  a  result,  listing 
the  names  of  eligible  attendants  and 
entry  supervisors  on  the  pennit  itself  is 
not  necessary. 

The  primary  basis  for  proposing  to 
require  the  names  of  the  attendants  and 
entry  supervisors  on  the  permit  was  that 
it  is  important  for  all  affected  employees 
to  be  able  to  know  who  the  persons 
responsible  for  the  safety  of  entrants  are. 
If  an  employee  notices  a  hazard 
developing,  it  is  important  for  him  or 
her  to  be  able  to  notify  a  person  with  the 
responsibility  and  authority  for  abating 
the  hazard  or  for  evacuating  the  permit 
space.  The  proposal  took  the  approach 
that  the  easiest  method  for  the 
identification  of  these  individuals  was 
to  name  them  on  the  permit.  As  noted 
by  the  comments  on  proposed 
paragraphs  (d)(3)  (v)  anci  (vi),  the 
proposal  did  not  account  for  other 
equally  effective  means  of  identifying 
the  appropriate  persons. 

At  the  same  time,  the  proposal  would 
not  have  afforded  entrants  the  most 
effective  protection.  Unless  provision 
was  made  for  identifying  the 
individuals  currently  acting  as 
attendants  or  entry  supervisors,  permits 
that  identify  all  persons  eligible  to  fulfill 
those  roles  do  not  enable  employees 

auickly  or  easily  to  identify  and  contact 
le  persons  actually  having 
responsibility  for  safe  permit  entry 
operations  at  a  given  time.  In  an 
emergency,  an  employee  could  waste 
valuable  time  inquiring  of  all  the 
individuals  named  on  the  permit  to  find 
the  person  that  can  take  steps  necessary 


to  protect  entrants.  Meanwhile  the 
emplcqraaa  inside  the  pennit  space 
would  ba  endanoeced. 

In  the  final  rule,  OSHA  is  requiring 
the  employer  to  identify  by  name  the 
current  attendants  (paragraph  (f)(5))  and 
current  entry  supervisor  (paragraph 
(f)(6))  for  a  permit  space  entry. 
Whenever  new  attendants  or  mtry 
supervisors  assume  their  roles,  they  are 
required  to  have  their  names  placed  on 
the  permit.  This  provides  a  sure  means 
of  distinguishing  these  important 
individuals  quickly  and  easily.  It  also 
provides  the  opportunity  for  these 
individuals  to  review  the  permit  and 
entry  conditions  to  ensiire  that  entry 
conditions  remain  safe.  In  fact,  under 
paragraph  (j)(6),  the  new  entry 
supervisor  is  required  to  undertake  this 

revie^v. 

OSHA  has  determined  that  it  is  not 
necessary  to  identify  ail  eligible 
attendants  or  entry  supervisors  on  the 
permit.  As  indicated  in  the  pubUc 
comment,  the  list  of  eligible  individuals 
could  be  lengthy  and  is  of  little  actual 
use  during  the  entry  operation.  Also, 
this  information,  if  needed,  is  readily 
available  in  training  records,  as  noted  by 
the  commenters.  In  fact,  the  employer  is 
required  to  certify  the  training  of  these 
individuals  and  to  make  the 
certification  available  to  employees  and 
their  representatives  under  paragraph 
(g)(4)  of  the  final  rule.  The  presence  of 
this  information  on  the  permit  would 
not  contribute  to  employee  safety  and. 
as  noted  previously,  might  even  hinder 
efforts  to  protect  entrants  in  an 
emergency. 

Paragraph  (f)(7)  requires  the  pennit  to 
contain  a  listing  of  the  hazards  of  the 
permit-required  space  to  be  entered. 
This  provision  is  essentially  identical  to 
paragraph  {d)(2)(i)  of  the  proposed 
standard  on  which  OSHA  received  no 
significant  comments. 

Paragraph  (f)(8)  requires  the  permit  to 
contain  a  list  of  the  specific  measures  to 
be  used  for  isolating  the  permit  space 
and  for  eUminating  or  controlling 
permit  space  hazards  before  entry. 

This  provision  combines  language 
from  proposed  paragraphs  (d)(2)(ii)  and 
(iii),  which  proposed  that  the  measures 
to  be  taken  for  isolating  the  pennit  space 
and  for  removing  or  controlling  hazards 
be  identified  on  the  permit.  Some 
commenters  (Ex.  14-86. 14-124. 14- 
143, 14-150. 14-188)  maintained  that 
the  standard  operating  procedures  that 
would  be  used  to  take  these  measures 
were  detailed  and  highly  specific  in 
nature.  They  argued  that  such  detailed 
information  was  not  needed  on  the 
permit  itself  and  suggested  that  the  final 
rule  allow  only  a  reference  to  these 
standard  operating  procedures. 


With  respect  to  these  comments. 
OSHA  notes  that  the  entry  permit  need 
only  identify  the  measures  (such  as  the 
use  of  blanldng  to  isolate  a  permit 
space)  used  to  perform  the  specified 
steps  in  the  permit  space  program.  The 
final  rule  does  not  require  the  exact 
procedures  used  to  be  identified, 
because,  as  noted  in  the  comments, 
including  that  degree  of  detail  on  the 
entry  permit  itself  would  not  be 
practical.  The  detailed  procedures  for 
making  the  permit  space  safe  for  entry 
are  required  to  be  established,  under 
paragraph  (d)(3).  and  authorized 
entrants,  attendants,  and  entry 
supervisora  are  required  to  be  trained  in 
their  use,  under  paragraph  (g).  (See  the 
summary  and  explanation  of  these  two 
paragraphs  for  a  discussion  of  the 
establisnment  and  implementation  of 
procedures  for  making  spaces  safe  for 
entry  and  for  a  discussion  of  training 
requirements,  respectively.)  The  permit 
need  only  refer  to  these  procedures  in 
sufficient  detail  to  enable  employees  to 
determine  what  measures  should  be 
taken  and  how  to  perform  those 
measures.  (The  detail  to  be  provided  on 
the  permit  is  dependent,  to  some  extent, 
on  the  training  provided  under 
paragraph  (g).) 

Paragraph  (f)(9)  requires  the  permit  to 
contain  a  list  of  the  acceptable  entry 
conditions  for  the  permit  space. 

This  provision  has  been  taken  from 
proposed  paragraph  (d)(2)(iv),  which 
would  have  required  the  "acceptable 
environmental  conditions,  quantified 
with  regard  to  the  hazards  identified  in 
the  permit  space,  which  must  be 
maintained  during  entry".  As  noted 
earlier  in  this  preamble,  the  proposed 
term  "acceptable  environmental 
conditions"  has  been  replaced  with 
"acceptable  entry  conditions"  in  the 
final  rule.  (See  the  summary  and 
explanation  of  the  term  "acceptable 
entry  conditions"  for  a  discussion  of  the 
reasons  for  this  change  in  terminology.) 
One  commenter  (Ex.  14-123)  argued 
that  the  acceptable  entry  conditions  that 
were  required  to  be  listed  on  the  permit 
were  more  appropriate  as  part  of  the 
hazard  control  procedures  and  practices 
required  by  proposed  paragraph  (c)(2) 
(paragraph  (d)(3)  of  the  final  rule). 

Measures  for  obtaining  acceptable 
entry  conditions  are  dependent  upon 
the  acceptable  entry  conditions  for  a 
given  permit  space.  These  measures 
must  be  Usted  on  the  permit  under 
paragraph  (f)(8).  The  entry  conditions 
that  must  be  present  within  the  space 
must  also  be  listed  on  the  permit  so  that 
authorized  entrants,  attendants,  and 
entry  supervisora  have  this  information 
on  hand  at  the  worksite.  These 
conditions  include  such  criteria  as  the 
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oxygen,  flammable  gas  and  vapor,  and 
toxic  substance  levels  that  ibust  be  met 
before  the  permit  space  is  safe  for 
entry. "  They  also  include  the  energy 
control  considerations  that  apply  to  the 
permit  space.  Because  the  hazard 
control  measures  to  be  talcen  are  directly 
related  to  the  particular  acceptable  entry 
conditions  for  the  permit  space, 
employers  will  likely  combine  these  two 
elements  on  the  permit.  In  fact,  the 
example  permits  presented  in  Appendix 
D  list  acceptable  entry  conditions  as 
part  of  the  hazard  control  measures  to 
be  taken. 

Paragraph  (f)(10)  requires  the 
recorded  test  results  corresponding  to 
the  specified  entry  conditions,  along 
with  the  signature  or  initials  of  the 
tester  and  an  indication  of  when  the 
tests  were  performed,  to  be  entered  on 
the  permit.  The  results  of  initial  and 
periodic  tests  performeiunder 
paragraph  (d)(5)  of  the  final  rule  would 
have  to  recorded. 

This  provision  did  not  appear  in  the 
proposal.  The  proposal  required  the 
employer  to  set  acceptable  entry 
conditions  (paragraphs  (c)(2)  and  (d){l)J, 
to  ensure  that  they  were  met  before 
entry  (paragraphs  (d)(2)  and  (d)(5)),  and 
to  ensure  that  they  were  maintained 
during  permit  entry  operations  within 
the  space  (paragraphs  (f)(2)  and  (g)(1)). 
The  proposal  required  the  permit  to 
contain  testing  procedures  and 
equipment  necessary  to  verify  the 
presence  of  acceptable  entry  conditions, 
and  the  Agency  anticipated  that  the 
employer  would  test  conditions  within 
the  space  as  necessary  to  meet  these 
provisions. 

In  response  to  information  received  as 
part  of  the  rulemaking  record,  OSHA 
has  adopted  specific  requirements  for 
the  testing  of  conditions  within  permit 
spaces  to  verify  that  they  are  acceptable. 
(See  the  summary  and  explanation  of 
paragraph  (d)(5)  for  a  discussion  of 
these  requirements.) 

Several  commenters  (Ex  14-4, 14- 
116. 14-118. 14-148. 14-164) 
recommended  that  the  results  of  testing 
performed  under  the  standard  be 
documented.  They  argued  that  this 
information  would  dictate  the  protective 
measures  to  be  taken.  Supporting  the 
view  that  recording  the  results  of  testing 
was  an  important  part  of  a  permit 
system,  Allwaste  Tank  Cleaning 
Company  (Ex.  14-164)  stated: 

The  only  required  information  should  be 
the  space  identification  and  results  of 
atmosphere  testing.  In  an  industry  such  as 


'"  An  atmosphere  meeting  these  levels  must  be 
no(  be  a  hazardous  atmosphere,  as  defined  in  final 
§l910.i46(b).  except  as  otherwise  permitted  by 
§1910.132. 


ours,  these  results  will  dictats  the  measures 
employed. 

Additionally,  there  is  some  evidence 
in  the  record  diet  documenting  test 
results  is  a  practice  in  current  permit 
space  programs.  Three  witnesses  at  the 
Qiicago  hearings  (Chicago  Tr.  123, 146, 
209)  agreed  that  documentation  of  test 
results  was  needed  and  testified  that 
such  documentation  was  a  common 
practice  in  their  particular  operation. 

As  a  result  of  tnis  testimony  and 
evidepce,  OSHA  has  concluded  that 
recording  the  results  of  initial  and 
periodic  testing  is  a  necessary  feature  of 
permit  space  programs.  If  the  results  of 
testing  are  entered  on  the  permit,  the 
entry  supervisor  has  before  him  or  her 
readily  available  evidence  that  pre^ntry 
conditions  have  been  checked  and  what 
the  test  results  were.  Additionally,  the 
entrants  themselves  will  be  able  to 
check  the  permit  for  themselves  to  see 
that  the  testing  has  been  done  and  that 
safe  conditions  exist.  Entrants  and 
attendants  can  also  use  the  test  results 
as  guidance  on  conditions  to  which  they 
should  pay  close  attention.  For  example, 
if  the  oxygen  concentration  is  19.6 
percent,  the  attendant  and  entrants 
should  be  alert  for  signs  of  oxygen 
deficiency,  such  as  increased  breathing 
rate,  dizziness,  rapid  heart  beat,  and 
headache.  Furthermore,  documentation 
of  test  results  on  the  permit  also 
facilitates  the  review  of  canceled 
permits  required  under  paragraph 
(d)(14).  If  testing  indicates  that  levels  of 
hazardous  substances  are  increasing,  the 
increased  hazard  will  be  easy  to 
recognize  through  a  review  of  the 
recorded  test  results  on  the  canceled 
permit.  For  these  reasons,  the  Agency 
has  concluded  that  a  requirement  to 
record,  on  the  permit,  the  results  of 
initial  and  periodic  testing  performed 
imder  paragraph  (d)(5)  is  necessary  and 
appropriate  for  the  protection  of 
employees  entering  permit-  required 
confined  spaces.  This  requirement 
appears  in  paragraph  (f)(10)  of  the  final 
rule. 

Triodyne  Environmental  Engineering, 
Inc.  (Ex.  14-50).  stated: 

Requiring  a  checklist  on  an  entry  permit 
provides  for  a  repetitive  method  which  can 
recognize  individual  responsibility  by 
requiring  initials  next  to  each  task. 

OSHA  agrees  with  the  commenter  and 
has  decided  to  require  that  the  initials 
or  name  of  the  person  who  performed 
the  test  be  placed  on  the  permit.  OSHA 
has  also  decided  to  require  that  an 
indication  of  when  the  tests  were 
performed  be  placed  on  the  permit  as 
well.  This  information  will  enable  the 
entry  supervisor  and  the  attendants  to 
establish  the  identity  of  the  person  who 


performed  the  tests  in  case  any 
questions  arise.  The  date  and  time  (or 
other  indication  of  when  the  test  was 
performed)  will  give  a  quick  indication 
of  when  additional  testiog  is  needed. 
The  Agency  has  concluded  that  this 
information  is  integral  to  the  test  data 
and  that  its  presence  on  the  permit  is 
also  necessary.  Therefore,  paragraph 
(f)(10)  of  the  final  rule  also  requires  the 
permit  to  contain  this  information  along 
with  the  resxilts  of  the  tests. 

Paragraph  (f)(ll)  requires  the  permit 
to  list  the  rescue  and  emergency 
services  that  can  be  summoned  and  the 
means  for  simunoning  those  services. 
The  identification  of  the  rescue  and 
emergency  services  and  the  means  for 
summoning  them  enable  the  attendant 
to  summon  the  rescue  and  emergency 
services  immediately  in  case  of 
emergency.  This  provision  corresponds 
to,  and  is  substantively  the  same  as, 
paragraph  (d)(2)(vi)  of  the  proposal.  The 
comments  on  this  paragraph  of  the 
proposal  are  discussed  under  the 
summary  and  explanation  of  paragraph 
(f)(13)ofthe  final  rule. 

Paragraph  (f)(12)  requires  the  permit 
to  contain  a  list  of  the  communication 
procedures  to  be  used  by  attendants  and 
authorized  entrants  during  entry.  This 
provision  corresponds  to  proposed 
paragraph  (d)(2)(viii).  The  phrase 
"during  the  entry"**  has  been  added  in 
the  final  rule  to  ensure  that  it  is 
ujiderstood  that  this  provision  applies 
only  to  commimication  equipment  and 
procedures  used  during  entry 
operations.  Except  as  noted  under  the 
summary  and  explanation  of  paragraph 
(f)(13),  OSHA  received  no  significant 
comments  on  the  provision  as  proposed. 

Paragraph  (f)(13)  requires  that  the 
permit  contain  a  list  of  equipment  to  be 
provided  for  compliance  with  the 
permit  space  standard.  This  equipment 
includes  personal  protective  equipment, 
testing  equipment,  communications 
equipment,  alarm  systems,  rescue 
equipment,  and  other  equipment  that 
the  employer  intends  to  provide  to 
ensure  compUance  with  final 
§1910.146. 

Paragraph  (0(13)  of  the  final  rule  has 
been  taken  fi-om  proposed  paragraphs 
(d)(2)  (v)  through  (ix).- Requirements 
relating  to  equipment  in  these  proposed 
paragraphs  have  been  placed  in  one 
place  in  the  final  rule.  OSHA  beUeves 
that  this  simplifies  these  provisions. 
Paragraphs  (d)(2)(v)  through  (d)(2)(viii) 
of  the  propcwal  would  have  required  the 
permit  to  list  the  test  equipment  and 
procedures,  the  rescue  and  emergency 


"  "Entry."  is  defined  to  include  the  initial  entry 
into  and  subsequent  operations  within  the  permit 
space. 
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services,  the  rescue  equipiiMnt,  end  the 
communicstioD  equipment  and 
procedures  for  the  pennit  specs, 
respectively.  A  faw  coaunanters  (Ex. 
14-28. 14-86. 14-123. 14-143, 14-170. 
14-186)  stated  that  tliese  items  were 
equipment  and  procedures  that  are  more 
appropriately  sddrMsed  in  training  or  in 
the  haaod  ccmtrol  procedures  provided 
under  the  permit  space  standard. 
Although  each  of  these  coaunanters  was 
concerned  about  a  different  Item  to  be 
listed,  they  all  argued  that  the  pennit 
itself  should  be  as  simple  as  possible 
and  that  the  details  of  the  individual 
items  are  covered  in  more  detail  in 
training  of  employees  or  in  operating 
procedures. 

The  Agency  disagrees  with  these 
comments.  OSHA  has  concluded  that 
the  permit  needs  to  identify  the 
equipment,  as  well  as  the  procedures, 
necessary  to  ensure  safe  entry 
operations  and  to  facilitate  rescue.  The 
authorized  entrants  and  attendants  need 
to  know  what  equipment  will  be  needed 
for  a  particular  space  so  that  the 
entrants  spend  as  little  time  exposed  to 
the  hazards  presented  by  pennit  space 
entry  as  possible.  Without  the  proper 
equipment,  these  entrants  might  have  to 
exit  the  space  and  reenter  after  the 
proper  equipment  has  been  obtained.  As 
a  result,  they  would  be  exposed  to 
increased  hazards  unnecessarily. 
Therefore,  paragraph  (f)(13)  of  the  final 
rule  requires  the  permit  to  identify  the 
necessary  equipment 

Paragraph  (f)i(14)  requires  that  the 
permit  contain  any  other  information 
whose  inclusion  is  nacsssary,  given  the 
drcumstancas  of  the  particular  confined 
space,  in  order  to  ensure  employee 
safety. 

This  provision  is  identical  to 
proposed  paragraph  (d)(2)(x).  One 
commenter  (Ex.  14-161)  considered  the 
proposed  requiiwnent  to  be  too  open- 
ended. 

OSHA  believes  that  this  performance- 
oriented  requirement  is  necessary  for 
the  protection  of  employees  involved  in 
permit  space  entry  operations.  Due  to 
the  wide-ranging  typ^as  of  hazards  fotmd 
in  permit-required  confined  spaces, 
there  are  many  hazards  that  cannot  be 
adequately  addressed  witH  any 
precision  in  a  generic  permit  space 
standard.  Therefore,  the  provision  needs 
to  be  general  in  nature. 

Paragraph  (f)(15)  requires  that  any 
additional  permits,  such  as  hot  vrotk 
permits,  that  have  been  issued  to 
authorize  work  in  the  pennit  space,  be 
identified  on  the  permit.  If  the  other 
permits  are  attached  to  the  entry  permit, 
they  are  considered  to  be  part  of  it.  This 
provision  is  essentially  the  same  as 


proposed  paragraph  (d)(4).  oo  which  no 
significant  comments  were  rec^ved. 

Paragraph  (g).  Training. 

The  record  strongly  demonstrates  a 
need  for  training  employees  in  the 
hazards  posed  by  permit  spaces  and  in 
the  procedures  for  controlling  those 
hazards.  Many  of  the  accident 
descriptions  in  the  record  indicate  that 
one  oithe  major  factora  ca\ising  these 
accidents  is  a  lack  of  employee 
awareness  of  the  dangen  involved  in 
entry  into  permit  spaces.  Employees 
who  entered  these  spaces  were  unaware 
of  the  possibility  that  the  atmosphere 
inside  could  be  immediately  dangerous 
to  life  or  health.  In  some  cases,  they  also 
did  not  recognize  the  symptoms  of 
exposure  to  certain  life-  threatening 
atmospheres.  In  other  cases,  they  did 
not  realize  that  sometimes  there  are  no 
obvious  symptoms.  Employees  who 
attempted  to  rescue  fallen  coworkere 
inside  permit  spaces  were  also  unaware 
of  the  hazards  involved  and  of  the 
procediires  for  safe  rescue.  The  result  of 
this  lack  of  training  was  often  the  deaths 
of  these  employees. 

OSHA  proposed  in  the  NPRM  to 
establish  training  requirements  for 
pennit  space  entrants  (paragraph  (e)). 
for  attendants  (paragraph  (f)),  and  for 
persons  authorizing  or  in  charge  of  an 
entry  (paragraph  (g)).  The  training 
requirements  were  combined  with 
provisions  related  to  the  duties  to  be 
performed  by  each  of  these  classes  of 
employees  to  stress  that  employees  had 
to  be  instructed  in  these  specific  duties. 
It  was  the  Agency's  belief  that  these 
provisions  would  go  far  towards  the 
goal  of  protecting  employees  fiom  the 
hazards  of  permit  space  entry. 

Some  commenters  (Ex.  14-62. 14-63, 
14-151.  14-163.  14-173. 14-174, 14- 
208. 14-214)  were  concerned  that  this 
approach  did  not  stress  the  need  for 
training  enough  or  that  it  omitted 
important  elements.  For  example, 
several  rulemaking  paitidpanU  (Ex.  14- 
63. 14-151. 14-163. 14-208. 14-214) 
suggested  that  the  standard  address 
foUow-up  training  and  instruction  in 
cardiopulmonary  resuscitation.  Othere 
(Ex.  14-45. 14-63. 14-86. 14-109) 
argued  that  the  training  prorisians 
should  be  clarified  in  one  way  or 
another.  To  address  their  concerns,  the 
State  of  Maryland  Occupational  Safsty 
and  Health  Program  (Ex.  14-63) 
recommended  the  incorporation  of  a 
special  section  on  training,  as  follows: 

There  should  be  a  training  section  or  an 
Appendix  incorporated  into  the  standard, 
wnidi  offers  an  outline  or  a  lesson  plan 
which  addresses  each  item  to  be  covered, 
such  as  reading  Instruments,  monitoring, 
ventilation,  rescue,  etc 


The  Agmcy  agrees  that  the  best  way 
to  address  the  valid  concwns  of  these 
rulemaking  partidpanta  is  to  adopt  a 
separate  paragraph  on  training.  This 
approach  wUTnot  only  stress  the  ovMall 
importance  of  training  in  a  permit- 
required  confined  space  entry  program, 
but  will  ensure  consistency  among  the 
different  elements  required  for  eadi 
class  of  employees  and  will  allow 
OSHA  to  treat  additional  considerations 
supported  by  the  reccwd. 

OSHA  has  not  provided  specific 
training  elements  in  the  text  of 
paragraph  (g).  Many  of  the  elements  of 
training  are  listed  in  paragraphs  (h),  (i). 
(j),  and  (k)  for  authorized  entrants, 
attendants,  entry  supervisora.  and 
rescue  personnel,  respectively.  These 
other  paragraphs  succinctly  state  the 
duties  of  these  individuals,  and 
paragraph  (g)  requires  them  to  be 
trained  in  these  duties.  Other  sources 
also  provide  guidance  in  selecting 
elements  of  training  for  employees 
involved  in  permit  space  mtry 
operations.  For  example.  ANSI  Z117.1- 
1989  (Ex.  129)  lists  spedfic  elements  for 
authorized  entrants,  attendants,  entry 
supervisors,  and  personnel  performing 
testing  for  entry  operations.  Employera 
can  utilize  these  soujt»s  of  information 
in  developing  programs  for  teaching 
employees  about  permit  space  entry 
operations  and  the  hazards  involved. 

Paragraph  (g)(1)  of  the  final  rule 
requires  employera  to  provide  training 
so  that  employees  whose  work  is 
regulated  by  §1910.146  acquire  the 
understanding,  knowledge,  and  skills 
necessary  for  the  safe  performance  of 
the  duties  assigned  imder  that  section. 
This  provision  combines  the  training 
requirements  proposed  under  paragraph 
(f).  (g).  and  (h)  in  one  place. 

The  Agency  proposed  to  establish 
training  requirements  for  entrants, 
attendants,  and  persons  to  whom  the 
employer  would  delegate  authority  to  be 
in  charge  of  an  entry.  OSHA  did  not 
spedfy  the  experience  or  training 
necessary  for  employees  who  would 
initially  evaluate  spaces  os  who  would 
formulate  the  raqiiirements  and  the 
procedures  that  employees  must  use  for 
safe  entry  into  permit  spaces.  Also. 
OSHA  did  not  spedfy  what  experience 
or  training  would  be  necessary  to 
qualify  a  person  to  perform  pre-entry 
testing  and  verification  of  permit 
conditions. 

In  Issue  1  of  the  proposal,  OSHA 
asked  if  the  Agency  should  set 
experience,  profidency,  or  oth«'  criteria 
to  qualify  employees  assigned  to 
evaluate  spaces  initially  or  those 
assigned  to  develop  appropriate  entry 
procedures.  OSHA  also  asked  what 
those  criteria  should  be.  and  if  persona 
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with  the  traiBincaBdli 
equivalent  of  %  CHtifttd  tahty 
praJaMianal  (gg}. » i 
prafeMioBal  Mfaly  angMia*  {PCX  sk 
indualrial  ^rstcaiat.  ora  I 
shottM  VMltfjr.  OSHA  alstr  vNBlad  Id 
know  if  tk»  Agpacy  ^Mwld  spadfjr 
experience  and  teaimag  laiiiiliiMaiinlii 
for  peraonaw^opocfiann  th»pra-entry 
tests  or  who  OMotar  coiKiitioiM  dniBig 
entry  and,  if  ao»  w^  tiiaaa  asployaea 
shoukl  Bead  to  kncnr  and  andantand. 

OSHA  racaivad  ■any  ooiBBMBta  on 
this  istua  (Ex.  14-11. 14-27, 14-35, 14- 
42, 14-43. 14-44, 14^S.  14-«2.  M-BB. 
14-111. 14-118. 14-126. 14-137. 1t4- 
147, 14-157. 14-161. 14-178. 14-17«; 
14-182. 14-lM.  14-185. 14-188^  14- 
193, 113.  13S)l  Tha  iaaua  waaalae 
lii  If  II 1 111(1  iliwiiiji,  IImi  p\iA\t  liw  iiig.i 
(Wasfau^on  Tr.  466;  HwHtom  Tr.  631. 
1056-1057;  Chia^Tr.  150-151. 314- 
315,  320.370-371.  frlft^ll.  636-837. 
642). 

All  the  coniBaatera  apaad  ihak 
emplcqrees  ajteong  aod  aUntiint 
confined  spacae  kad  to  ba  praperljr 
trained  oc  aaqwriaacad  is  tkadulMa 
they  ware  to  perfom.  Soom  of  tkam  (Ex. 
14-11, 14-^4. 14-45. 14-63. 14-163. 
14-173. 14-288;  Chicago  Tr.  320. 842) 
suggested  that  tha  lequiiaaMat  eaatabi 
specific  criteria  atdier  in  a  aayefal»  list 
or  in  Aa  mla  itsali  Foe  WMwapk^ 
Warren  Indaatnas  (Ex.  14-M)  aMJayted 
a  perfonBaD<:a  staodard  vrilli  •  liat  of 
major  topics.  They  stated: 

QSiA  sfaooM  only  specify  ttv  mistivd 
trainiag  to  th>  tiOnX  Ifcat  tlity  »yici^  ttat 
"All  persnos  deabag  wilti  Gaaftiad  Sfaom 
.  u p— u-i  y-t-i-^ —  ^t— n-  r-ih)!  r'l" 

and  ttiea  list  caitain  auiar  tepid  to  ke 
covarad. 

Maxshatt  Hides  of  tbo  Utility  Workars' 
Intemalioiial  Uaioo  (Gkieago  Tt.  842) 
testified  that  OSHA  i 
specific  in  itsiaqtuieaiai^  ] 

Wb  wfouM  prDpoae  that  the  OSHA 
regulatioB  ^adficaHy  itato  wkat  te  1 
reqoinmaBts  vaMd  As  quattOcatkaa  br 
persons  who  will  be  making  a  detenniBakioB 
of  whether  a  confined  spaoa  is  aaflB  far  ai^ 
or  not.  Ws  bafieve  that  that  paiticalv 
indfvwdai  is  going  to  ba  uutBiuilohif 
whether  or  not  the  worker  who  eatan  Is 
going  to  be  aide  to  exit  and  wa  thtak  that  tte 
specific  cpiaiiftatioos  in  tiaialnK  00^  le  be 
set  forth  in  the  ra0itBtkm  ftir  that  iiMBvldual 
as  well  as  othera, 

However,  dw  ma^ity  o£  cooBBeBtaa 
recommendad  that  OSHA  riieiald 
re()uire  truniag  hi  a  perfonnoKa- 
oriented  manmer.  witoout  niedfying  tha 
content  of  that  training  or  the 
quahficatkms  of  Ae  tndner  fEx.  14-27. 
14-35. 14-«3. 14-137. 14-147. 14-157. 
14-161. 14-178. 14-179. 14-182. 113, 
138;  HoustoD  Tr.  6ai>.  Tkaaa 
ruiaaaaldDA  paitic^aMlB  anpiad  ftal 


there  was  BO  pcactkd  way  fcv  OSHA  to 
itamizo  Ao  tiaiwag  fat  awplpfuea 
becanso  of  dia  wide  variety  erf  hazartb 
posed  fay  toe  otlnrBnt  typai  of  psnnit 
spaces  encountarad  thioudioal  gpneBal 
industry.  TlLey  maintaiiiaatbal 
ej^eriaBCB  was  fieaquantly  the  beat 

aualification  for  persons  who  detenniBO 
le  appropriate  measures  for  safe  permit 
space  entry  operations.  Fbr  example. 
Union  Gubfde  (Ex.  14-88}  stated: 

Unioo  Oiifaide  aBdorsss  tba  "coaipeteat 
penoa"  concBpt  adoptad  ia  the  loduuit/ 
tagout  propoaed  ruWas  dm  acceptable 
standard  m  proficiency.  Wb  haw  (bund  that 
experience  can  he  toon  vahtabie  in  ttis  area 
than  formal  traJaiag. 

United  Technoto^es  (Ex.  14-178} 
agreed  that  OSHA  should  not  set 
detailed  training  criteria,  stating; 

OSHA  sbould  not  »t  egqmleBca. 
proficiancy  oi  oHvar  critsria  far^aoiified 
individuals  who  are  «»vp«ftnH  tn  amfUi^t^ 
spaces.  Training  should  be  a  requirement  but 
the  level  of  training  will  vary  with  the 
responsibility  of  ttteladivMtef  and  the 
complagdty  of  the  anliisa.  The  tminiBg 
shouM  ha  appiofviata  lor  the  haaads  to  ha 
encouukared.  A  uMfuna  taaiaing  nqpiraafliit 
can  only  cevar  auggastad  topics  CL& 
definitioaa.  ualag  teat  aqu^nMol  etcX 
Specific  laqiiitementa  will  ncrt.be  appropiiats 
fbr  many  of  the  situations  ancountmed.  In 
some  cases  spaces  may  be  of  sufficient 
complexity  as  to  require  evaluation  by  a 
trained  safety/Health  proflBssionaL 

For  haeic  pfegvoM  witk  Bsie  limitad 
hazaida  and  tapes  of  spaces.  ada<^uta 
training  may  ha  as  littie  as  atlaiuUBg  a  short 
formalMad  tawat^  sesaiaiiL  Field  tMlva 
must  be  tnmed  is  hazard  ncogaitioo,  use  ef 
instrumentatieB  and  field  checks  to  iaauae 
that  iaatiHBisBta  are  fanctioBiBg  properly. 
Their  training  should  be  mmmwiianrMtM  with 
their  responsibilities.  The  Confined  Space 
Program  must  stand  alone  and  ba  evaluated 
on  the  needs  and  coocams  of  the  loratinn 
and  hazards  £ar  which  it  ia  dasigaad. 

Ray  Witter,  one  of  OSHA's  expert 
witnesses  fIfoustoB  Tr.  631),  testified  as 
follows  in  support  of  these  comments: 


and  heoMh  standards  j 


Than  have  bsaa  m^y  i 
suggesting  that  OSHA  should  specify  the 
quauficatiaaa  leqaind  ta  ha  a  oartiAad 
toainer.  This  is  SB  iiipaariUa  laak  so  I 

attempt  tasel  sBch  uiteiie.  OSHA  has  set 
perfonnanoe  oriteiis  fat  ah  other 
requirements  and  trainhigshaHld  be  no 
diSsrsnt  Thus  the  qualifications  of  the 
trainoa  must  vary  graatb  depending  en  the 
situatioa  faciag  the  empIoyaE;. 

liiB  Agency  agrees  that  the  wid^- 
ranging  hazards  fbimd  and  the  various 
control  naeaaKiaa  to  ba  used  to  CQBtiQl 
them  makes  spedfyiag  the  types  of 
matarial  toba  cewRod  hi  tramiBg 
courses  for  woners  invohted  in  permit 
space  entry  a  nearly  impossible  tasL 
FurtharoMca.  it  is  OSIA's  policy,  a*  aaC 
out  in  section  6(b)(S)  oftiMOSH  Act  t» 


(8^1) 
does  ?!at  spadfy  te  ooBssaa  to  ba 
provided  c 
training  to  ba[ 
involved  in  permit  i 
operatiaBa;  rathar.  tha  skaadasd  ra(|Hi«aB 
traiaing  eaployaaa  aoAat  they  acottiro 
thBBBdeniaBdiBg.  knoarlodge.  aod 
skiUa  Bacaasaiy  tapadbsB  dMtr  dntfaa. 
as  rsqvhvd  hy  &ial  §1910.148.  Tba 
Agency  heliavea  tfiat  this  approadt  sets 
the  desired  objective  of  the  training,  that 
is,  to  train  empldyeas  to  comply  %irilh 
tbestandud. 

Naoat  RneosakiBg  paxticipaDta 
bettawad  Aat  OSKA  should  not  requir* 
the  use  of  professionally  certified 
individHala.  such  aaCSPs.  Pea.  casti&ad 
induatzial  hygiaBisls.  aad  Marae 
Cbanista  (Ex.  14-27. 14-44. 14-45. 14- 
111.  14-147. 14-184;  ChkagoTr.  34). 
For  ajoBpla.  tha  Northwaat  Pipatina 
Corporation  (Ex.  14-27)  stated: 

OSHA  shoald  aet  specifically  requhe 
certain  criteria  SB^  as  1 

oertAcatiai.  i&  I 
far  iaitiai  evahMboB  nd  ] 
ievriopiBaat  JtparifiratioBs  of  tl^s  type 
would  be  contrary  totha  ovaiaU  pecfQCBuaoa 
oriented  laaguagw  (ofl  which  tha  rest  of  fee 
document  is  composed. 

Warren  Induslriaa  (Ex.  14-44)  nolad 
that  professional  certificatien  (hd  set 
autoBMtically  qu^fy  a  peiWHi  to 
evaluate  permit  qpoce  hazardB,  as 
follows: 

There  should  be  NO  reqiiiraBwnt  that  tiaa 
the  criteria  for  experience  or  proficiency  to 
such  people  as  CSPs,  RPSBs.  Ihs  Hudustrial 
hygienistl,  or  Marina  Chemists.  Beiflg  1b  oae 
of  these  ratagnrias  ia  ae  w^  givea  aetreaatic 
quakficatioaa  for  daaUag  with  CoBfiaad 
Spaces  Kid  their  ua^ua  prahlams.  While  tha 
experience  aad  aduratina  ef  thaaa  poufs  atf 
people  cauid  ba  vahaUa  ia  Amt  leaniog  tha 
additJoaal  apedics  af  Cnafiaed  Spaces,  thaaa 
is  no  MaaoD  to  faaliavB  that  a  pereao  with 
equimatsBtt 
be  qualified  to  haadla  CoBiaad  1 


or 


qualilyl 
devrion 


S.C  Johnson  k  Son.  CEk.  14-45]  alao 
questioned  tha  validity  of  automatic 
acceptanca  of  pmfassional  csaitificatieB; 
stating: 

A  legisUatian  us  (jaitification  as  a  safety 
professiooaf  (e.g.,  a  leglsleied  proftBiionaf 
safety  englueor,  industrial  bygieniat,  a  marine 
chemist)  wiH  not  auluuiaticatry  qoalify  that 
person  to  evahiato  spaces  and  to  deveh^ 
appfoyriate  aBtry  praeadaraa.  I  have  mat 
many  re^starad  atthty  paafisaaiaaaia  sad 
OHs  [certified  Induatiial  hygtesiB^  who  haaa 
little  or  no  real  world  experience  in  die  use 
of  simple  tasting  equipnent  (e.g..  never  used 
a  detected  tube,  never  caUbiated  a 
cuuihastible  gasAuygBB  meter).  "ueireBtlre 
"underslaBCTOg^  of  ooBfiaed  speoe  entifee  Is 
theoretical  in  nature. 
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Texaco,  USA  (Ex.  14-147)  noted  that, 
while  registration  as  a  safety  and  health 
professional  gives  a  person  a  portion  of 
the  training  needed  to  identify  permit 
space  hazuds,  additional  specific 
training  in  permit  spaces  would  be 
necessary.  They  argued: 

The  fact  that  a  person  has  been  classified 
as  a  CSP.  a  registered  professional  engineer, 
an  industrial  hygienist,  or  a  maritime  chemist 
should  not  automatically  qualify  that  person 
as  having  sufficient  training  and  experience 
to  evaluate  spaces  and  develop  appropriate 
entry  procedures.  Although  it  is  likely  that 
professionals  with  these  designations  have 
the  proper  academic  background,  they,  as 
well  as  anyone  else,  should  not  be  designated 
as  qualified  until  training  in  confined  space 
hazard  evaluations  and  entry  procedures  has 
been  received. 

The  Independent  Liquid  Terminals 
Association  (Ex.  14-184)  identified  the 
burden  that  would  be  placed  upon  small 
businesses,  if  certified  or  registered 
professionals  were  required,  as  a  major 
reason  for  not  including  this  type  of 
provision  in  the  final  permit  space 
standard.  This  commenter  was 
concerned  that  small  employers  would 
be  forced  to  hire  a  contractor  to  evaluate 
the  permit  space  and  to  develop  entry 
procedures  even  though  a  person 
capable  of  performing  those  duties,  but 
without  the  proper  professional 
certification,  was  available. 

There  were  other  rulemaking 
participants,  however,  who  supported 
the  required  use  of  certified  or 
registered  professionals  (Ex.  14-42. 14- 
62).  particularly  in  maritime  industries. 
The  National  Fire  Protection 
Association  (Ex.  14-42)  supported  this 
view,  stating: 

A  similar  application  of  the  two-tier 
approach  used  by  the  marine  industry  would 
require  use  of  a  professionally  qualified  tester 
for  those  confined  spaces  containing  or 
capable  of  producing  a  toxic  atmosphere 
during  entry  or  work  in  the  confined  space 
or  which  pose  a  risk  from  fire  or  explosion. 
In  these  instances  a  professionally  qualified 
tester,  like  a  Marine  Chemist  or  other 
certified  professional,  with  demonstrated 
experience  and  training  in  evaluating 
confined  spaces  should  be  required  to 
perform  initial  inspections  and  tests  of  the 
confined  spaces  prior  to  any  entry. 

Confined  spaces  whose  only  hazard  is 
oxygen  deficiency,  engulfrnent,  or  other 
mechanical  hazards  may  be  tested  and 
inspected  by  a  person  trained  to  recognize, 
evaluate  and  control  these  hazards. 

The  Shipbuilder's  Coimcil  of  America 
(Ex.  14-62)  agned  with  the  need  to 
specify  proficiency  and  knowledge 
criteria.  They  argued  that  small 
employers  who  do  not  have  qualified 
individuals  should  hire  a  contractor  to 
evaluate  the  hazards  in  their  permit 
spaces,  as  foUows: 


OSHA  should  determine  experience, 
proficiency  and  knowledge  criteria  similar  to 
those  In  29  CFR  1915.7  »  for  the  person  who 
is  quaUfied  to  evaluate  the  hazards  associated 
with  entering  and  working  in  confined 
spaces.  Small  businesses  which  do  not  have 
such  persons  available  should  be  required  to 
contract  with  an  outside  firm  to  perform  this 
work. 

OSHA  has  determined  that  it  is  not 
appropriate  to  require  professional 
certification  for  persons  who  evaluate 
the  hazards  of  permit  spaces  and  who 
determine  the  procedures  needed  to 
control  those  hazards.  The  Agency 
agrees  with  the  commenters  who 
maintained  that  professional 
certification  is  not  an  automatic 
guarantee  of  competence.  (However. 
OSHA  recognizes  that  Marine  Chemists 
are  requiredto  have  extensive 
experience  with  permit  space  entry 
hazards.)  Additionally,  professional 
certification  may  not  always  be 
necessary  for  the  safety  of  authorized 
entrants.  The  extent  of  knowledge 
required  of  certified  safety  and  health 
professionals  may  simply  not  apply  to 
an  employer's  particular  permit  space 
hazards.  In  such  cases,  a  person  with 
knowledge  of  the  unique  aspects  of  the 
employer's  permit  spaces  may  be  better 
able  to  protect  authorized  entrants  from 
the  relevant  hazards. 


"  Section  1915.4  defioM  "competBiil  p«r»on."  as: 

The  term  "compelent  person."  for  purposos  of 
this  pwl  means  a  person  who  is  capable  of 
recognizing  and  evaluating  employee  exposure  »o 
hazardous  »ul)stances  or  to  other  unsafe  conditions 
and  is  capable  of  specifying  the  necessary 
protection  and  precautions  to  be  taken  to  ensure  the 
safety  of  employees  as  required  by  the  particular 
regulation  under  the  condition  to  which  it  applies. 
For  the  purposes  of  Subparts  B.  C,  and  D  of  this 
part,  except  for  1915  35(b)(8)  and  1915.36(a)(5).  to 
which  the  above  definition  applies,  the  competent 
person  must  also  meet  the  additional  requirements 
of  1915.7. 

Pan«raph  (b)  of  §«1915.7  sets  forth  the  criteria  for 
designating  "competent  persons"  as  follows: 

(b)  Criteria.  The  following  criteria  shall  guide  the 
employer  in  designating  employees  as  competent 
persons: 

(1)  Ability  to  understand  the  meaning  of 
designations  on  certiGcates  and  of  any 
qualifications  relating  thereto  and  to  carry  out  any 
instructions,  either  written  or  oral,  left  l>y  the 
National  Fire  Protection  Association  Certified 
Marine  Chemist  or  person  authorized  by  the  U.S. 
Coast  Guard  referred  to  In  1915.14. 

(2)  Ability  to  use  and  interpret  the  readings  of  an 
oxygen  indicator  and  a  combustible  gas  indicator. 
The  ability  to  use  and  interpret  the  readings  of  a 
carbon  monoxide  indicator  and  a  carbon  dioxide 
indicator,  if  the  operations  involved  such  hazardous 
gases. 

(3)  Familiarity  with  and  understanding  of 
Subparts  B,  C  D,  and  H  of  this  part. 

(4)  Familiarity  with  the  structure  and  knowledge 
of  the  location  and  designation  of  spaces  of  the 
types  of  vessels  on  which  repair  work  is  done. 

(5)  Capability  to  perform  the  tests  and  inspections 
raquirwl  by  Subparts  B,  C.  D,  and  H  of  this  part  and 
to  write  the  required  logs. 


Therefore,  the  final  rule  does  not 
require  that  a  CSP.  PE.  certified 
inaustrial  hygienist.  or  Marine  Chemist 
perform  the  permit  space  evaluation  or 
develop  the  hazard  control  measures  to 
be  used  during  entry.  Paragraph  (g)(1) 
does  require,  however,  that  the  person 
performing  these  duties  have  the 
understanding,  knowledge,  and  skills 
necessary  to  perform  this  task.  OSHA 
would  recognize  such  safety 
professionals  as  having  the  generalized 
understanding,  knowledge,  and  skills 
required;  however,  they  would  also 
have  to  have  experience  with  the  type 
of  permit  space  found  in  the  workplace. 
As  noted  earlier,  Marine  Chemists  do 
have  extensive  experience  with  the 
types  of  permit  spaces  found  in  the 
maritime  industiy.  Their  experience  and 
education  would  also  be  recognized  in 
non-maritime  workplaces  without  the 
need  for  supplemental  training  if  the 
types  of  permit  spaces  in  those 
workplaces  were  found  to  be 
comparable  to  those  in  the  maritime 
industry.  (As  noted  under  the 
discussion  of  paragraph  (a)  earlier  in 
this  section  of  the  preamble.  OSHA  is 
currently  exploring  the  possibility  of 
expanding  the  scope  of  Subpart  B  of 
Part  1915  to  cover  confined  spaces 
throughout  shipyards.  Based  on  the 
rulemaking  record  on  Subpart  B,  OSHA 
will  determine  whether  there  is  a 
unique  need  for  Marine  Chemists  in 
those  workplaces.) 

Many  commenters  addressed  training 
for  employees  who  perform  pre-entry 
testing  or  who  monitor  conditions 
during  permit  space  entry  operations 
(Ex.  14-27. 14-35. 14-42. 14-43. 14-44, 
14-45, 14-62, 14-«8, 14-118, 14-126, 
14-147, 14-161, 14-179. 14-182. 14- 
185).  Some  commenters  gave  specific 
criteria  for  the  training  of  employees 
who  test  or  monitor  confined  spaces 
(Ex.  14-42, 14-44, 14-45. 14-182).  For 
example,  NFPA  (Ex.  14-42)  suggested  a 
more  specific  rule  to  qualify  testers  and 
monitors: 


Training  for  the  "qualified  tester"  would 
not  require  the  same  exposure  to  the  breadth 
of  hazards  las  Marine  Chemists  require!,  but 
should  stress  the  importance  of  testing  every 
space  prior  to  entry,  what  to  do  when  results 
are  unacceptable,  and  link  the  "qualified 
tester"  with  the  "professional  tester"  in  some 
follow-up  capacity.  The  "qualified  tester" 
should  also  be  required  to  complete  some 
minimum  number  of  confined  space 
inspections  and  tests  of  atmospheres  prior  to 
being  designated  by  the  employer. 

The  emphasis  should  be  placed  upon  the 
ability  of  the  testers  to  recognize  various 
confined  spaces  and  the  potential  hazards 
and  then  evaluate  those  hazards  with  the 
proper  techniques  (testing  of  the  atmosphere 
or  other).  The  case  histories  continue  to  point 
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out  that  if 
ofth* 
Testers  need  to 

the , 

evalnBliaaucL  GBBtnl' _ 
For  those  employen.  without  stiff 

Erofessional  testart.  Ibsa»  lodlvithMti  couU 
a  hired  in  a  oonsultait  cq^adhr  Itt 
with  the  development aftarnfr 


a]lo«« 

responsilriUty  far  these  i 

trniniiiKsn^  ntmimn-ctiadMitalL. 


The 

needed  basis  to  actuaHy  test  and  inspect 

rp —  TWsfiBrtkaiiDfim'j'r'' -"T 

some  sagOMoU  of  inAMkiy  wfa*  «as  NFPA 
Certificated  Marine  Oamisla  or  Girtlfletf 
Industrial  Nygienistt  to  Inspect  and  test 
storage  tmkr  in  aBfinerier  aad  uuiingiuuuJ 
storag»  tanks  priev  te  nnwal  astf  (fispssel. 

In  its  recommendations.  NFPA 
prasentsd  an  extensive  list  of  subfecto  in 
which  tbey  thought  tsestan  tinaald  be 
knowfedgrobte.  The  8ub|ect8  incIiKfed 
in  the  Rst  ranged  from  test  instrument 
caUbsation  and  use  to  baxavd  controli 
and  rescue. 

S.C.  Jofaison  ft  Son.hsc  CB^.  14-45). 
suggested  simtlisrcriterisror  employees 
who  test  aird  nonitur  permit  spaces; 
Althougli  their  list  was  fess  ejilenshie,  ft 
also  inchided  subfects,  sach  at 
inspecting  fiir  saffaty  hazards  and  As  use 
of  person^  protectivs  eqvtpment,  that 
were  not  directfy  rslatea  ta  testing, 

Invo  other  coiuRieiiteis  (Bx.  14  44, 
14—182)  stated  that  pecsonnet 
perfoimfiig  pie  eutijp  tesCfaig  and 
monitoring  shotzM  be  trained  in  neld 
calibration  and  re8paBsedtecia,.in 
limitations  of  the  mumtiulug 
equipmoit.  and  tn  iutei  pi  station  of 
resuns. 

Other  eeiiiiiieiHeis  stated  dMit  OSHA 
should  n«t  specify  tfie  crifBria  Ibr 
individu«tls  Yiho  peifoim  pie  entry  tests 
or  who  perform  monitoring,  of  the' 
permit  space  fESj  14-27, 14^35, 14-43, 
14-126, 14-179f.  These  ccmmenters 
supported  a  more  peiAnunnc^-  oriented 
approadt  tO'  the  n»)».  fcrejMsnple, 
Transco  Energy  Company  (BJi,  14-35) 
stated. 

OSHA  should  not  establish  experiaaca  and 
training  requirements  for  persona  who 
perform  pre-entry  testa  and  monitor 
conditions  during  entry.  A  oonment  to  the 
effect  of,  "An  inciivkiuai  fMuliarwith  the 
manufactmws'  testing  amd  caiifaratioa 
equipment  and  tramed  in  Company  testing 
procedures  shall  conduct  pn-wttry  and/or 
contiouous  monitoriagirfthn^acai,''  shotiM 
be  specified  instead.  Ri^dtsainingaD^ 
experience  spacificatioas  caancrt  adequately 
cov«r  variations  in  the  myriad  ol  test  tag 
etpiipawnt  curreatiy  oo  the  naiket. 

The  Motor  Vehicle  Manufecturers 
Association  (MVMA.  Est.  14-179)  also 
supported  the  use  of  perfoouace 
laaguagp.  as  felknss: 

la  any  case,  MVMA  believes  it  ie 
inappeofinals  te  OSUA  to  spsoiy  aiy 
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stlWKfmts,  suti  T  snpSFTbuis,  and 
Tsscos  perwHiwr  Sfs  spsosol  wL  in 
dslail  ttt  psravspas  9Vt  uA  Qa  and  fs/ 
of  ths'  ftnv  mia.  rangfi^^  (gX^) 
requires  tiM-CraiBlBg  to  iuiysitoto 
tmderstsngJTtg,  knowvKlgVi  and  ssfls' 
usieaasij  fcrftesafrpeiftiiinanCTof 
duCisB  sastgBsd  HHrtastnossi 
■a  tBfB  way  K  tss  AgsHcr  fa  i 
employar  to  pfovids  y 
Is  necessary  to  aekisw  tttis  god.  Tko 
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areas  if  lbs  lesoks  oil 

monitoring  ars  Is  bs  i 

rule 

using  tost  iBBtrasMsAs  need  to  bs 

femiliar  with  the  uaa  and  calibntioa  of 

the  instrumspts.  A  a  miiiimsm .  If  these 

enapk^ieas  we  JMrohisd  io  datsftnining 

havs  bssB  acWswad,  tibsf  also  Bssd  to 
know  about  the  limitations  of  the 
iBstmBenfeB  biriagssod  and  Aewt  tba> 
meanuig  of  tlw  issttks  obtained,  tf  thsss 
employeas  ako  have  to  ssiad  (ho 
equipment  to  be  used,  they  must  alsabe 
trained  in  the  setectiQa  of  the  proper 
eqiiipment.  The  need  for  training 
employ«es  performing  testing  and 
monitozing  of  pmnit  spaces  is  clear. 
Thenrfors,  the  finat  rule  adt^its  languagft 
that  requires  the  emj^oyerto  provide 
training  so  that  aift  emphiyees  regulated 
by  the  standard  will  have  the  necessary 
understanding,  knowIed|ge.  and  skills. 

On  the  other  hand,  tho  Agency  is  not 
convinced  diet  train iug  lequiiemeuts  for 
employees  peifoimliig  the  testing  or 
nMRRtoring,  or  for  any  other  employee 
having  duties  under  final  §1910.14«  for 
that  matter,  can  be  spedlSed  widx  any 
precision.  R  is  clear  from  the  record  that 
employers  baring  permit  space 
programs  in  place  cnrrentty  reqctire 
attendants,  atithorfzed  entrants,  mid 
entry  supervisors  to  perform  duties  diat 
are  Jiffeient  across  the  various 
programs.  Thns,  for  example,  ono 
employer  might  have  the  attendant 
perform  the  testing  of  the  atmosphere 
within  a  permit  spacer  another  might 
have  testing  done  by  a  specially  trained 
person  without  other  permit  space 
duties;  and  a  third  might  have  the  entry 
supervisor  perform  this  duty.  Tho 
person  conducting  the  testing  might 
have  dilTerent  responsibihties  under 
each  of  these  scensioa. 

For  these  reasons,  OSHA  has 
defemrined  that  a  performance*  oriented 
approach  is  necessary  for  setting  criteria 
on  employee  trsiiNng,  regardless  of  tho 
duties  involved.  As  noted  eerfier,  the 


gensBakly);lkBl 
guidsnosastoi 
mustbsi' 
should  be. 

Pto^raplt  (g)U)  of^  fi>^  Ml*  i 
out  ths  cBodiltons  wdSr  sAkk  i  i  si  iitog 
would  hsvo  to  bs  nresidsd. 

This  provisifla  had  ■»  couataapsit  te 
ths  pcoposad  nttok  Sflfwank  mskaiakiag 
paiticipaats  (Ex.  14-63. 14-151, 14-M3. 
14-208. 14-21^  caikagB  Tr.  316) 
rscnwniandsd  Ihst  traiidngbs  psoridsA 
imder  certaia  ceadiftMns.  For  sxawplst 
the  Commsnicaiions  WoEkacs  of 
America  (Ex.  14-2M)  stotad  that 
"retraioiag  is  a  vary  ioijpoitant  issss" 
and  recsunmendsd  that  OSHA 
specifically  requirs  rafroshet  training  to 
ths  final  rolo  bacsuae  of  tho  dscnasing 
frequency  of  confined  spaoa  entry,  at 
least  asaoQg  aaembera  oi  ths  CWA.  Otbax 
commsnteis  (Ex.  14-151, 14-214)  were 
concerned  that  the  proposed  rule  did 
not  specify  when  tha  initial  training  ¥ras 
to  be  provided.  The  American 
Federation  of  State,  CoMnty  and 
Municipal  Employees  (Ex.  14—151] 
suggested  that  the  rule  requira  tliat 
training  be  provided  before  any  entry  is 
allowed. 

Because  of  these  ooncsms,  OSHA  is 
adopting  provisions  setting  forth  the 
dmimstances  under  which  training  is 
required.  OSHA  has  fonnd,  where 
training  has  been  addressed  in  its 
standards,  that  refre^ier  or  ongoing 
safoty  instrtrction  has  invariaWy  been  an 
important  component  of  training 
programs.  Requirements  for  ongoing  or 
refresher  trtmiing  can  be  found  in  many 
other  OSHA  standards,  socfa  as 
§1 91 0. 1 20,  Ifaojrdoas  waste  operations 
and  emergency  response,  §1910.147, 
Controf  ofhcaardoHS  energy  sources 
(k>ckoitt/tagO9t),%19W.i025,Lead.aad 
§1929.51,  RoK-iiyerprateetfre  stiattuits 
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(HOPS)  for  tractors  used  in  agricultural 
operations.  OSHA  has  therefore  adopted 
provisions  specifying  the  conditions 
\mder  which  training  is  required  by  the 
final  rule.  These  provisions  address 
initial  training,  training  based  upon 
changes  affecting  safe  permit  space 
entry  operations,  and  refresher  training. 
The  following  paragraphs  describe  and 
explain  each  of  the  conditions  triggering 
the  requirement  to  train  employees 
assigned  duties  under  §1910.146. 

Paragraph  (H)(2)(i)  requires  training 
before  an  employee  is  first  assigned 
duties  under  this  section.  As  noted 
earlier,  some  commenters  recommended 
that  OSHA  require  that  employees  be 
trained  before  permit  space  operations 
begin.  The  rulemaking  record  strongly 
indicates  that  lack  of  training  is  one  of 
the  major  causes  of  deaths  and  injuries 
resulting  frt>m  permit  space  entries.  The 
record  also  demonstrates  that  employees 
who  have  not  been  trained  adequately 
endanger  fellow  employees  as  well  as 
themselves.  Because  of  the  danger 
involved  in  allowing  untrained 
employees  to  take  part  in  permit  space 
entry  operations.  OSHA  is  requiring 
employees  to  be  trained  before  first 
being  assigned  duties  under  final 
§1910.146.  OSHA  is  not  providing  any 
additional  delay  for  training  beyond  the 
effective  date.  However,  employees  who 
are  currently  performing  duties  outlined 
in  the  standard  and  who  have 
previously  been  trained  need  further 
instruction  only  insofar  as  they  are 
unfamiliar  with  the  hazards  involved 
and  must  change  their  work  practices  so 
as  to  conform  to  §1910.146.  The 
employer  must  still  certify  the  training 
of  these  individuals,  as  required  by 
paragraph  (g)(4).  Additionally,  OSHA 
will  accept  on-the-job  training  as  long  as 
the  employee  involved  is  under  the 
direct  supervision  of  a  trained 
individual  and  has  received  sufficient 
instruction  to  enable  the  trainee  to  work 
safely  at  his  or  her  level  of  training. 

Paragraphs  ,  (g)(2)(iii),  and  (g)(2)(iv)  of 
the  final  rule  address  the  issue  of 
refresher  training.  Paragraph  (g)(2)(ii) 
requires  training  before  there  is  a  change 
in  assigned  duties.  Such  changes  could 
be  the  result  of  new  equipment  or 
techniques  introduced  into  the  entry 
operations,  promotions,  or  simple 
reassignments.  If  an  employee  has  been 
previously  trained  in  the  new  duties, 
then  additional  training  is  not  required 
under  this  paragraph,  provided  the 
employer  has  no  reason  to  believe  that 
there  are  inadequacies  in  the  employee's 
knowledge  or  use  of  the  relevant  permit 
space  procedures.  (If  there  is  reason  to 
believe  such  inadequacies  exist,  training 
is  required  under  paragraph  (g)(2)(iv).) 


Paragraph  (g)(2)(iii)  requires  training 
before  there  is  a  change  in  permit  space 
operations  that  presents  a  hazard  about 
which  an  employee  has  not  previously 

Paragraph  (g)(2)(iv)  requires  training 
whenever  the  employer  has  reason  to 
believe  that  there  are  deviations  from 
the  permit  space  entry  procedures  or 
that  there  are  inadequacies  in  the 
employee's  knowledge  or  use  of  these 
procedures. 

Several  rulemaking  participants  (Ex. 
14-50, 14-61, 14-€3, 14-82, 14-151. 
14-163. 14-214)  recommended  that  the 
standard  require  refresher  training  and 
evaluation  of  employee  knowledge  and 
skills  to  maintain  employee  knowledge 
and  skills.  For  example,  the  American 
Federation  of  State,  County  and 
Municipal  Employees  (AFSCME,  Ex. 
14-151)  made  the  following  comment: 

AFSC^iB  further  believes  that  all  training 
must  be  completed  before  any  entry  Into  a 
confined  space  is  allowed  and  that  training 
must  be  repeated  on  an  annual  basis  or  any 
time  the  hanrds  associated  with  the  entry 
change. 

Mr.  Timothy  Grabenstein  (Ex.  14-163) 
supported  periodic  evaluation  of  the 
effectiveness  of  training,  as  follows: 

Also  periodic  follow-up  evaluation  must  be 
included  a*  part  of  this  rule  making  to  assure 
competency. 

OSHA  acknowledges  the  need  for 
refresher  training.  Paragraphs  (g)(2)(ii). 
(g)(2)(iU),  and  (g)(2)(iv)  require 
"refresher"  or  "follow-up"  training 
whenever  there  is  a  demonstrated  need 
for  it.  Changes  in  assigned  permit  space 
program  duties  or  exposure  to  hazards 
for  which  an  employee  has  not  been 
trained  are  obvious  indications  of  a 
need  for  additional  or  refresher  training. 
Similarly,  any  deficiency  noted  in  an 
employee's  work  performance  that  is 
related  to  the  safety  and  health  of 
entrants  would  probably  be  a  strong 
indication  of  the  need  for  training  tor 
that  employee.  If  training  proves  to  be 
insufficient  to  improve  the  employee's 
performance  (eliminate  the  unsafe  acts), 
the  employer  then  might  consider  other 
means  of  action,  such  as  clarification  of 
the  procedures  involved  or  disciplinary 
action.  However,  OSHA  believes  that 
training  is  normally  the  primary 
corrective  action  to  be  taken.  Other 
evidence  of  the  need  for  additional 
training  may  be  brought  out  in  the 
review  of  permit  space  program  under 
paragraphs  (d)(13)  and  (d)(13)  of  the 
final  rule.  Certainly,  incidents  during 
entry  operations  that  employees  were 
nearly  injured  are  evidence  of  a  possible 
need  for  additional  training.  The 
Agency  believes  that  paragraph  (g)(2)  of 
the  final  rule  will  ensure  that  employers 


provide  ongoing  training  to  their 
employees  and  evaluate  their  permit 
space  programs  to  confirm  that 
employees  have  the  understanding, 
knowledge,  and  skills  needed  for  safe 
permit  space  entry  operations. 

Paragraph  (g)(3)  of  the  final  rule 
requires  the  training  to  establish 
employee  proficiency  and  to  introduce 
new  or  revised  procedtires,  as  necessary, 
to  assure  compliance  with  this  final 
rule. 

As  noted  earlier  \mder  this  discussion 
of  paragraph  (g).  OSHA  has  decided 
based  on  the  rulemaking  record  to  set 
performance-  oriented  requirements  for 
permit  space  training.  Although  the 
Agency  has  concluded  that  it  is 
inappropriate  to  set  specific  criteria  for 
the  areas  in  which  training  is  to  be 
provided.  OSHA  has  determined  that  it 
is  necessary  to  set  the  overall  objective 
for  the  training  program  itself. 
Paragraph  (g)(3)  of  the  final  rule  reflects 
this  determination  by  requiring  the 
training  to  establish  proficiency  in  the 
tasks  performed  under  §1910.146  and  to 
introduce  new  or  revised  procedures 
developed  under  this  section. 

Paragraph  (g)(4)  of  the  final  rule 
requires  the  employer  to  certify  that 
employee  training  required  by 
paragraphs  (g)(1)  through  (g)(3)  has  been 
accomplished.  "This  certification  must 
contain  each  employee's  name,  the 
signature  or  initials  of  the  trainers,  and 
the  dates  of  training. 

As  noted  under  the  discussion  of 
paragraphs  (f)(4),  (f)(5),  and  (f)(6), 
several  commenters  (Ex.  14-80. 14-94. 
14-118)  suggested  that  lists  of  trained 
employees  be  kept  with  training 
records.  Local  660  of  the  Service 
Employees  International  Union 
(Washington  Tr.  383)  suggested  that  the 
dates  of  training  certification  be  listed 
on  each  entry  permit.  The  State  of 
Maryland  Occupational  Safety  and 
Health  Program  (Ex.  14-63)  suggested 
that  training  records  or  certifications  be 
maintained. 

On  the  other  hand,  Monsanto  (Ex.  14- 
170)  urged  the  Agency  not  to  adopt  a 
certification  requirement,  as  follows: 

Monsanto  also  believes  that  extensive 
certification  of  training,  such  as  is  required 
in  the  recent  lockout/tagout  standard,  is  a 
paperwork  burden  that  is  unnecessary  for 
safety  or  for  compliance  checking  and  we 
would  strongly  urge  that  concept  not  be 
included  in  this  or  any  fiiture  standards.  It 
adds  only  to  the  burden  of  compliance  and 
has  very  little  to  do  with  effective  training  or 
effective  hazard  control. 

OSHA  strongly  believes  that 
certification  of  employee  training 
provides  a  valuable  record  to  employers, 
employees,  and  OSHA  in  determining 
whether  or  not  required  training  has 
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been  accomplished.  Standards  on 
employee  training  commonly 
incorporate  reqiiirements  for  the 
certification  of  training,  and  OSHA  has 
not  found  compliance  with  these  rules 
tD  be  a  problem.  The  employer  need  not 
fill  out  extensive  fcnrns  or  individual 
certificates  to  meet  this  requirement. 
The  employer  co\ild  certify  the  training 
of  any  number  of  employees  on  a  hst  or 
roster  just  as  effectively  as  through  the 
use  of  individual  certificates.  In  fact, 
OSHA's  experience  under  the 
certification  requirements  of  other 
standards  indicates  that  employers 
typically  use  existing  training  records  to 
meet  these  requirements. 

Paragraph  (h).  Duties  of  authorized 
entrants. 


An  authorized  entrant  is  an  employee 
authorized  by  the  employer  to  enter  a 
permit  space.  This  is  the  person  who 
races  the  greatest  risk  of  death  or  injury 
from  exposure  to  the  hazards  contained 
within  the  space.  Although  the  permit 
program  is  intended  to  provide 
protection  to  authorized  entrants  during 
permit  space  entry  operations,  the 
entrants  themselves  must  also  perform 
duties  to  assitfe  their  own  safety.  The 
employer  is  responsible  to  ensure  that 
authorized  entrants  perform  these 
duties.  This  is  accomplished  by  means 
of  training,  communication  of  effective 
work  rules,  and  internal  administration. 

Paragraph  (h)  of  the  final  rule,  which 
is  based,  in  part,  on  proposed  paragraph 
(e),  addresses  the  duties  required  of 
authorized  entrants.  As  discussed 
previously,  paragraph  (d)(8)  of  the  final 
rule  requires  the  employer  to  designate 
the  employees  who  will  have  roles 
(such  as  authorized  entrants)  in  entry 
operations,  to  identify  the  duties  of  each 
such  employee,  and  to  train  \h<xe 
employees  to  perform  their  duties. 
OSHA  has  determined  that  while  the 
training  required  for  all  personnel 
involved  in  entry  operations  under 
paragraph  (d)(8)  can  properly  be 
covered  in  a  single  paragraph 
(§1910.146(g}),  the  duties  of  the  three 
classes  of  employees  (authorized 
entrants,  attendants,  and  entry 
supervisors)  differ  sufficiently  that  those 
duties  need  to  be  addressed  in  separate 
paragraphs.  Training  under  paragraph 

Sp  of  the  final  rule  must  focus  on  the 
uties  spelled  out  in  these  paragraphs. 
Paragraph  (h)(1)  of  the  final  rule 
requires  entrants:  (1)  to  know  the 
hazards  that  may  be  faced  during  entry, 
including  information  on  the  mode  of 
exposure,  (2)  to  be  able  to  recognize  the 
signs  or  83nnptoms  of  exposure,  and  (3) 
to  understand  the  consequences  of 
exposure  to  the  hazards. 


This  provision  is  essentially  the  same 
as  proposed  paragraph  (e)(1),  which 
would  have  requirea  entrants  to  know 
the  hazards  to  which  they  may  be 
exposed,  including  only  the  signs  or 
symptoms  and  the  consequences  of 
exposure.  The  Service  Employees  Union 
(Washington  Tr.  428)  testified  that  death 
and  injury  in  confined  spaces  can  be 
caused  by  skin  penetrating  agents  and 
that  entrants  should  have  an 
understanding  of  the  hazardous 
chemicals  and  materials  to  which  they 
may  be  exposed,  including  its  mode  of 
action,  so  that  they  can  better  protect 
themselves. 

OSHA  beUeves  this  is  a  valid  point. 
For  toxic  substances,  the  mode  of 
exposure  could  be  by  inhalation  or  by 
dermal  absorption.  Unless  employees 
are  knowledgaable  about  the  mode  of 
exposure,  they  may  not  fully  understand 
the  nature  of  die  hazard  involved.  As 
noted  in  the  preamble  to  the  proposal 
(54  FR  24093),  the  Agency  believes  that 
authorized  entrants  who  know  the 
permit  space  hazards  they  may  confront, 
who  can  recognize  the  effects  of  those 
hazards,  and  who  can  understand  the 
consequences  of  exposure  will  be 
significantly  more  likely  to  detect  a 
hazard  in  time  for  successful  rescue. 
Therefore.  OSHA  has  included  the 
Service  Employees  Union's 
recommendation  in  the  final  rule. 

OSHA  notes  that,  if  the  employer 
knows  what  substance  or  material  will 
be  present  in  the  permit  space  and  if  a 
Material  Safety  Eteta  Sheet  for  that 
substance  is  required  to  be  present  at 
the  workplace  by  the  hazard 
commimication  standard  (§1910.1200) 
information  concerning  that  substance, 
including  its  mode  of  action,  will  be 
readily  available  at  the  worksite  and 
accessible  to  all  personnel  involved  in 
the  permit  space  entry. 

Another  commenter  (Ex.  14-62) 
suggested  that  the  rule  contain  a 
provision  requiring  the  entrant  to  know 
the  characteristics  of  a  permit  space. 
They  argued  that  "[o]ne  of  the  key 
elements  of  any  confined  space  training 
program  is  to  ensure  the  entrants  can 
recognize  a  confined  space  before  they 
have  to  enter  one." 

OSHA  has  not  made  the  suggested 
change.  The  Agency  beUeves  that,  given 
the  requirements  in  paragraphs  (c)(2). 
(g).  and  (h)(1)  of  the  final  rule,  such  a 
requirement  is  not  needed.  Paragraph 
(c)(2)  requires  employers  to  inform  their 
employees  of  the  existence  and  location 
of  permit  spaces;  paragraph  (g)  requires 
employees  to  be  trainwl  in  the 
understanding,  knowledge,  and  skills 
needed  to  perform  their  duties  safely: 
and  paragraph  (h)(1)  requires  authorized 
entrants  to  be  trained  in  the  hazards  of 


the  permit  space  to  be  entered. 
Additionally,  the  particular  permit 
space  and  the  purpose  of  the  entry  are 
required  to  be  entered  on  the  permit 
imder  paragraph  (f).  OSHA  believes  that 
compliance  with  these  provisions  will 
adeouately  inform  authorized  entrants 
of  what  a  pennit  space  is  and  how  to 
recognize  one. 

Paragraph  (hK2)  reqtiires  that  entrants 
properly  use  equipment  as  required  by 
paragraph  (d)(4)  of  the  final  rule. 
Paragraph  (d)(4)  requires  employers  to 
provide  employees  with  the  equipment 
necessary  for  safia  entry  operations  at  no 
cost  to  employees,  to  maintain  that 
equipment,  and  to  ensiire  that  the 
equipment  is  used  properly.  The  failiuv 
to  provide  and  ensure  the  proper  use  of 
personal  protective  equipment  has  been 
a  factor  in  many  of  the  permit  space 
fataUties  and  injuries  documented  in  the 
rulemaking  record.  Therefore,  the 
Agency  believes  a  refsrence  to  the 
requirement  for  the  use  of  protective 
and  rescue  equipment  is  appropriate  to 
stress  the  importance  of  this  provision. 
Additionally,  stating  the  refBraice 
under  paragraph  (h)  indicates  clearly 
that  it  is  one  of  the  required  duties  oS 
an  authorized  entrant  and  that  it  must, 
therefore,  be  the  subject  of  training 
required  under  paragraph  (g)  of  the  final 
rule. 

Paragraph  (h)(2)  of  the  final  rule  has 
been  taken  from  proposed  paragraph 
(e)(3),  which  would  nave  required 
authorized  entrants  to  be  aware  of  the 
necessary  protective  equipment,  be 
provided  writh  this  equipment,  use  it 
properly,  and  be  aware  of  barriers  and 
of  their  proper  use.  The  Agency  has  not 
carried  forward  these  more  detailed 
provisions  from  the  proposal  because 
they  would  be  redundant  virith 
paragraph  (d)(4)  of  the  final  rule.  OSHA 
believes  that  it  is  better  to  address  these 
provisions  in  one  place  in  the  final 
standard  so  as  to  avoid  any 
misinterpretation  that  might  residt  from 
having  two  requirements  that  address 
the  same  subject  matter  but  that  are 
worded  differently. 

One  commenter  (Ex.  14-151) 
suggested  that  OSHA  require  all 
authcHized  entrants  to  wear  monitoring 
devices  that  detect  oxygen  deficiency 
and  other  atmoq)heric  hazards  and  that 
can  activate  an  alarm  if  conditicms 
within  the  permit  space  become 
hazardous. 

OSHA  has  not  adopted  this 
recommendation.  Scnne  permit  spaces 
do  not  pose  atmospheric  hazards.  For 
example,  a  pennit  space  could  pose 
only  mecfaainical  hazards.  Li  such  cases, 
a  monitoring  device  would  serve  no 
useful  funcdon.  Additionally,  the 
Agency  believes  that,  even  where 
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atmosphnic  h«caid«  pwdominato. 
isolation  of  tks  iipaoa.  iMtiag  of  tfa* 

,^~.j.K^^  m^  n—tiUHnn  nan  hw 

efiKtira  OMBBS  of  coBtioUiog  thoM 
fauacds.  Hm  noDBMful  pon^  space 
pngcaou^aaciibad  in  tlta  raoord  aia^ly 
damoosdata  thb.  OSHA  beliavaa  tluft 
pacsQBal  mffnT*"^"fl  davioac  can  ba 
used  to  hdlitate  complittoca  witk  tka 
FaquiwaasBt  for  effactiva 
oonuaaaicatioB  writh  attandants; 
however,  there  are  other  effective 
iiptj/ing  tor  pmtertiag  employees  boan 
atmo^tMcic  haoards. 

Pan^nah  (h)(3)  of  the  final  rule 
requiiMt^  the  eatrant  communicate 
with  the  attaodaat  as  necessary  to 
^iv^Ai  the  attaodaat  to  monitor  entruit 
status  and  to  enable  the  attendant  to 
aleit  them  of  the  need  to  evacuate  the 
space.  OSHA  beliaves  that  the 
authodzed  entract's  communicatioa 
with  the  attendant  provides  information 
that  the  attendant  needs  in  order  to 
determine  if  the  entry  can  be  allowed  to 
contiiuia.  Depending  on  the  tjrpes  of 
atmospheric  costamioants  that  might  be 
presmt  within  a  peraut  space,  subtle 
behavioral  dunges  detected  in  the 
audiorind  entrant's  speech  or  deviation 
from  sA  communication  procedures 
could  alert  the  attendant  that  it  is 
naoessaiy  tor  the  authorized  entrant  to 
evacuate  the  space  or  be  rescued. 
Additionally,  the  ettendent  needs  to  be 
able  to  commontcate  with  authorized 
entrants  to  <vdar  them  to  evacuate  the 
space  in  an  emeivaocy. 

Paragraph  (h)(j;  of  the  final  rule  is 
based  on  paragraph  (e)(2)  of  the 
piDposal.  Proposed  paragraph  (fX3Mi) 
contaioed  a  corresponding  requiremeat 
that  attandants  maintain  contact  with 
authorized  entrants.  Akhough  the  two 
proposed  ]:m)visions  addre»ed  the  same 
topic  (albeit  from  di^rent 
perspectives),  they  were  not  worded 
consistently.  Proposed  paragraph 
(e)(2)(i]  required  authorized  entrants  to 
"imiainlain  contact  with  the  attendant"; 
paragraph  (f)(3)(i)  required  the  attendant 
to  ''ImlaintiBin  eSaotive  and  continuous 
contact  with  authorized  entrants  during 
entry".  Sevwal  commenters  (Ex.  14-60. 
14-94. 14-109. 14-118, 14-150. 14-157. 
14-170. 14-188)  requested  clarification 
of  the  two  proposed  requirements.  Two 
(Ex.  14-80. 14-109)  noted  the 
inconsistency  in  language  between  the 
two  provisions.  Some  of  these 
commenters  (Ex.  14-80, 14-94. 14-150. 
14-188)  objected  to  the  word 
"continuous"  in  pr<^>osed  paragraph 
(0(3)(r).  They  argued  that  this  term  was 
imclear.  undefined,  and  impracticaL 
The  Intamational  Brotherhood  of 
Teamsters  suggested  that  both 
provisions  use  the  phrase  "effective  and 
continuous"  to  describe  th»duty 


tanrohrad.  Ikejr  emied  that 
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moniloring  devtoae  tkat  traaiBit  a 
sigaal  at  panada  up  to  Mvaml  rainutae 
do  aat  ^Kmidm  afiactiva 

witk  dM  authorizad 
Ob  tba  0dMr  hand,  moat  of 
thoae  ooBMMBtiag  OB  tha  two 
proviaiaaeiEK.  14-M.  14-llt.  14-1S7. 
14-170)  luuuiiinaiwlad  that  tfaa  final 
rule  coatain  a  flaidMe  lenuiiamant  that 
racagaicea  any  affaUlve  maanr  of 
rnmaiiiniratinfl  with  eaaployees  in  tha 
penaitcpaca. 

OSHA  agrees  that  the  language  in  the 
two  pani^aphs  addreasiag 
comrniaucatioat  between  the  attendant 
and  the  aathorized  eatranti  must  ba 
caaaiatant  They  are,  afkar  alU  meant  to 
aocomptiah  tha  seme  objective,  that  is. 
to  enable  the  ettendant  to  nu>nitor 
entrant  atatus  and  to  alert  then  of  tiie 
need  to  evacoate  the  space,  tt  is 
iaapartant  lor  the  attendant  to  know 
whether  or  aot  aiMhonTed  entrants  are 
in  dai^nr  At  the  first  signs  of 
impaiment  of  ^inction,  the  attendant 
must  take  ataps  to  alert  entrants  to  the 
danger  involved  end  to  evacuate  them 
from  the  permit  space.  ConvBTsely.  it  is 
impoftaat  for  the  entrants  to  remain  in 
contact  with  the  attendant.  If  they 
recognize  any  symptoms  of  exposiue  to 
hazardous  si^ietances  or  if  they  are 
otherwise  in  irnmediate  danger,  they 
must  be  able  to  contact  the  attendant  as 
quickly  as  possible. 

To  asanre  these  common  objectives. 
OSHA  has  adt^ed  language  in 
paragraphs  edM4)(iii).  (bX3).  end  (iM5)  of 
the  final  rule  that  requires  the 
estahltshraent  of  communicatioDS 
enabhag  tha  attendant  to  monitor  the 
statos  of  authorized  entrants  and  to  alert 
them  of  the  need  to  evacuate  the  space. 
The  language  of  these  provisiona  is 
perfoimance  oriented,  ailowii^  my 
effective  means  of  accomplishing  tiie 
goal  set  by  the  two  paragraphs. 
Successful  permit  space  programs 
currently  in  effect  use  sudi  systems  as 
two-way  radios,  television  or  other 
continuous  electronic  monitoring 
equipmeat  in  combination  with  alarms, 
and  voice  contact  as  effective  methods 
of  communication  betw^ean  attendants 
and  authoriaad  entrants.  While  these 
types  of  syateon  (becatise  they  were 
selected  by  the  employer  involved  on 
the  basis  of  experieoca)  are  acceptable, 
the  exact  tj'pe  and  extant  of 
communication  needed  to  meet 
paia^^ph  (hK3)  of  the  final  rule  are 
dependent  oa  the  hazards  that  might 
arise  and  tha  operations  being 
periocmed  within  tha  permit  space.  For 
ffxappp^x  work  that  must  be  pwforaad 
in  QDLHataiofiphflras  (because 


engineenag  ooatrola  are  infisasible) 
might  neoeaaHate  tha  use  of  oontinuons 
monitoring  aquipawnt.  In  contrast, 
authorized  entrants  performing  woik  in 
spaces  that  pose  only  mechanicai 
hazards  would  aeed  a  oommunicatkm 
system  that  provides  only  periodic 
moaxtorisa. 

I^ragnpn  (h)(4)  of  the  final  rule 
requires  aothariaed  entrants  to  alert  die 
attandaat  when  tin  eatrant  recognizes 
any  waraiag  sign  or  symptom  of 
exposure  to  a  dangerous  condition  or 
when  the  entrant  detects  a  prohibited 
condition.  An  authorized  entrant  who 
reoopiices  the  sigas  or  symptoms  of  a 
hazardous  condition  or  who  detects  a 
prohibited  condition  maximizes  his  or 
her  own  chances  of  evacuating  safely  in 
the  same  permit  space  by  exiting  the 
space  in  accordance  with  paragraphs 
(h)(5Xii)  and  (hKsKiiij.  The  entrant 
ensures  that  other  entrants  are  protected 
by  informing  the  attendant  of  the 
presence  of  these  conditions,  which 
make  the  space  hazardous  to  other 
entrants  as  well.  '^ 

Paragraph  (h)(4)  of  the  final  rule  is 
based  on  prooosad  paragraph  (e)(2}(ii). 
The  proposed  provision  required  simply 
that  the  authorized  entrant  alert  the 
attendant  when  vAi-  initiating 
evacuation  from  a  permit  space.  OSHA 
has  revised  the  language  from  the 
proposed  paragraph  lor  consistency 
with  paragraph  (h)(5)  of  the  final  rule. 
Paragraphs  (h)(5)(ii)  and  (h)(5)(iii)  list 
the  conditions  under  which  authorized 
attendants  are  required  to  exit  the 
permit  space  (that  is,  "self-rescue")-  The 
text  from  these  two  paragraphs  has 
simply  been  TepeateKl  in  paragraph 
(h)(4)  for  clarity. 

Several  commenters  (Ex.  14-118, 14- 
157. 14-161, 14-170)  stated  that  OSHA 
should  emphasize  training  of  authorized 
entrants  to  extt  permit  spaces,  because 


^  Aleftifig  oitfa«r  anftiortzed  sntrants  can  also 
improv*  (hair  rhiinni  of  Mcap*  ■•  w^.  Howwmr. 


there  an  a«v«r^  MMOH  ofay  OSHA  u  BOt 
roquiring  this.  Fiid.  tha  permit  apace  may  wall  tM 
so  large  that  the  entrant  who  detects  a  haiurd 
cannot  quickly  or  effici«>tly  commniiJcatB  wiA 
other  authorized  enteants.  Under  paragraph  (iK5)  of 
the  final  ruia.  tbe  atwdant  is  required  to  have  the 
means  of  communioatiivg  with  all  authorized 
entrants  in  the  space.  The  quickest  and  most 
eRactivc  in«a)s  of  oMlerMtg  l(i«  ovacuation  of  the 
space  u  tlMrefore  ■(■■nily  Ihrough  the  attaodaat. 
In  fad.  this  ii  requiMd  uader  paragraph  (iKS)  of  ttie 
final  rule  FurtheraiorB.  flie  j^oncy  does  not  belieTO 
that  i1  is  appropriate  to  require  one  employee  to  risk 
injury  or  dearh  to  vmm  another.  While  in  some 
cases  it  aiay  be  raasanahle  for  aotratl<D  lafcam 
each  other  of  the  praaaoce  of  uocoatMDedlutMrda 
and  in  other  cases  an  employee  may  voluntarily  risk 
iaiurf  or  death  to  warn  his  or  her  fellow  employees, 
OSHA  iMt  4elaRiuMd  tlNt  tlM  Sad  i«l«  tlioitid 
oaly  raq«if««atiMiued  entranU  to  tniom 
attendants  OSHA  i>oiea  that  tbtf  aUndard  doea 
permit  entrants  to  alert  other  authorized  entrants 
when  the  prMonce  of  prohibited  OHiihtioni  or 
warning  signs  or  lymptaf  mm  fc>artad. 
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the  employer  can  train  an  authorized 
entrant  to  understand  the  consequences 
of  exposure  to  permit  space  hazards  and 
the  need  to  evacuate  but  cannot  ensiue 
that  an  authorized  entrant  will  exit  a 
permit  space  when  necessary. 

hi  response,  OSHA  notes  that  training 
is  not  the  only  measiire  an  employer  can 
take  to  ensure  that  employees  follow 
work  rules.  Company  attitude  and 
pohcy  towards  permit  space  safety  can 
also  influence  employee  behavior.  The 
Agency  notes  that  many  of  the  permit 
space  incidents  reported  to  OSHA 
occurred  because  supervisors  failed  to 
see  that  employees  complied  with  the 
employer's  procedures  for  safe  entry. 
OSHA  has  determined  that  it  is 
necessary  to  set  clear  requirements 
which,  when  followed  conscientiously 
by  employers,  will  minimize  the 
likelihood  of  permit  space  incidents. 

Paragraph  (n)(5)  of  uie  final  rule 
requires  the  entrant  to  exit  from  the 
permit  space  as  quickly  as  possible 
whenever  the  attendant  or  entry 
supervisor  orders  evacuation,  whenever 
the  authorized  entrant  recognizes  any 
warning  sign  or  symptom  of  exposure  to 
a  hazardous  substance,  whenever  the 
entrant  detects  a  prohibited  condition, 
and  whenever  an  evacuation  alarm  is 
activated.  Given  the  speed  with  which 
permit  space  hazards  can  incapacitate 
and  kill  entrants,  it  is  essential  that  the 
entrants  evacuate  permit  spaces  as  soon 
as  any  one  of  the  four  conditions  set  out 
in  paragraphs  (h)(5)(i)  through  (h)(5)(iv) 
exists.  As  noted  in  the  preamble  to  the 
proposal  (54  FR  24093),  OSHA  believes 
that  self-rescue  will  often  provide  the 
entrant's  best  chance  of  escaping  a 
permit  space  when  a  hazard  is  present. 
Additionally,  the  time  lost  waiting  for 
someone  outside  the  space  to  commence 
rescue  could  be  the  dinerence  between 
life  and  death.  Also,  narrowly 
configured  openings  of  many  permit 
spaces  can  make  it  very  difficult  for 
personnel  outside  those  spaces  to 
extricate  victims  of  permit  space 
hazards.  Therefore,  although  OSHA 
recognizes  that  self-rescue  may 
sometimes  be  impossible,  the  Agency 
stresses  the  importance  of  attempting 
self-rescue  as  a  means  of  saving  lives 
and  minimizing  injwies. 

Paragraph  (h)(5)  of  the  final  rule  is 
based  on  proposed  paragraph  (e)(4), 
which  would  have  reqiiired  authorized 
entrants  to  exit  the  permit  space,  imless 
it  was  physically  impossible  to  do  so, 
whenever.  (1)  the  attendant  ordered 
evacuation;  (2)  an  automatic  alarm  was 
activated;  or  (3)  the  authorized  entrants 
perceived  that  they  were  in  danger. 
OSHA  has  made  some  editorial 
revisicms  to  the  language  of  prtmosed 
laragraph  (e)(4)  in  the  course  of  drafting 


the  final  rule.  For  example,  the  phrase 
"unless  it  is  physically  impossible  to  do 
so"  has  been  removed  from  the 
introductcHy  text  of  the  proposed 
provision.  Widi  this  standard,  as  is  the 
case  with  so  many  other  standards, 
impossibility  of  conmlianoe  will  be  a 
factor  to  be  evaluated  in  enforcement 
proceedinss.  Also,  the  Agency  has 
included  the  phrase  "entry  supervisor" 
in  paragraph  (h)(5)(i)  to  raflect  the  entry 
supervisor's  authority  to  terminate  entry 
(as  provided  in  paragraph  (}K3)  of  the 
final  rule).  Additionally.  OSHA  has 
replaced  the  word  "automatic"  with 
"evacuation"  in  paragraph  (h)(5)(iv),  in 
response  to  comments  (Ex.  14-150. 14- 
168)  noting  that  a  woriqplace  could 
contain  many  different  automatic 
alarms,  few  of  which  may  have  anything 
to  do  with  evacuation  from  a  permit 
space.  Those  conunenters  suggested 
"evacuation"  as  a  replacement  for 
"automatic". 

Several  commenters  (Ex.  14-161, 14- 
168, 14-178. 14-193)  objected  to  the 
phrase  "perceive  that  they  are  in 
danger"  proposed  in  paragraph 
(e)(4)(iii).  They  stated  that  this  language 
was  too  vague  and  was  subject  to 
misinterpretation  and  possible 
employee  abuse.  These  commenters 
recommended  that  the  provision  be 
clarified. 

OSHA  has  accepted  this 
recommendation.  Final  paragraph  (h)(5) 
sets  out  two  separate  conditions 
(paragraphs  (h)(5)(U)  and  (h)(5Miii))  that 
address  the  need  for  evacuation  of  the 
permit  space  ythen  hazards  are 
recognized  by  authorized  entrants. 
Paragraph  (h)(5)(ii)  requires  authorized 
entrants  to  exit  the  space  whenever  they 
recognize  "any  warning  sign  or 
symptom  of  exposiue  to  a  dangerous 
situation",  which  they  are  required  to 
know  under  paragraph  (h)(1)  of  the  final 
rule.  Paragraph  (h)(5)(iii)  requires  them 
to  exit  the  roace  whenever  they  detect 
a  prohibited  condition,  which,  by 
definition,  indicates  that  acceptable 
entry  conditions  are  no  longer  present. 
The  Agency  believes  that  these  two 
provisions  in  the  final  rule  address  the 
commentere'  conceins  about  proposed 
paragraph  (e)(4Kiii)- 

Paragraph  (i),  Duties  of  attendants. 

One  of  the  major  problems  in  permit 
space  entry  operations  is  that,  if  an 
entrant  within  the  space  is  injured  or 
incapacitated,  he  or  she  caimot 
normally  be  seen  from  outside  the 
space.  For  example,  if  an  employee 
working  inside  a  storage  tank  were  to 
lose  consciousness  beoatuse  of  oxygen 
deficiency,  employees  working  nearby 
might  not  see  that  the  entrant  is 
incapacitated,  and  the  imconscious 


nsployee  would  probably  die  before 
anyone  realized  that  something  was 
%vrong.  hi  &ct,  many  of  the  accident 
summaries  in  the  record  describe  an 
employee  who  entered  a  permit  space 
alone,  was  overcome  by  hazards  within 
the  space,  and  was  not  found  until  it 
was  too  late  for  rescue.  Providing  an 
attendant  outside  a  permit  space  is  a 
widely  accepted  method  of  monitoring 
the  status  of  authorized  entrants  withki 
the  space,  as  well  as  conditions  (relative 
to  safety)  within  the  space,  and  of 
providhig  for  the  summoning  of  rescue 
services.  The  need  for  an  attendant 
outside  permit  spaces  is  recognized  by 
other  OSHA  standards  (for  example. 
§§igi0.252(b)(4)(iv),  1910.268(o), 
igi0.272(g)(3).  and  1926.956),  by 
various  national  consensus  standards 
(for  example,  ANSI  C2,  ANSI  Z4g.l,  and 
ANSI  Z117.1),  and  by  permit-required 
confined  space  programs  currently  in 
use  by  employera  (Ex.  14-4, 14-57. 14- 
73, 14-88. 14-170, 14-209,  97, 104, 119, 
143).  As  discussed  earUer,  paragraph 
(d)(6)  of  the  final  rule  requhes  the 
employer  to  provide  an  attendant 
outside  the  space  to  monitor  the  status 
of  authorized  entrants  and  the 
conditions  within  the  permit  space. 

Paragraph  (i)  of  the  final  rule,  which 
is  based,  in  part,  on  proposed  paragraph 
(f),  sets  forth  the  duties  of  the  attendant. 
These  duties  include  knowing  and 
watching  for  the  hazards  that  may  be 
present  within  the  space.  monitCHing  the 
status  of  authorized  entrants,  keeping 
unauthorized  employees  out  of  the 
space,  and  evacuating  entrants  or 
summoning  rescue  services  in  the  event 
of  emergent^.  The  introductorv  text  of 
paragraph  (i)  requires  the  employer  to 
ensure  that  tiiese  duties,  as  set  out  in 
paragraphs  (i)(l)  through  (iKlO).  are 
performed.  As  noted  earUer,  this  is 
accompUshed  by  means  of  training, 
communication  of  effective  woik  rules, 
and  administration. 

Paragraph  (i)(l)  of  the  final  rule 
requires  the  attendant  to  know  the 
hazards  that  may  be  faced  during  entry, 
including  information  on  the  mode, 
signs  or  symptoms,  and  consequences  of 
exposxire.  This  provision  is  identical  to 
a  corresponding  provision  for 
authorized  entrants  in  paragraph  (h)(1) 
and  is  based  on  the  first  part  of 
proposed  paragraph  (f)(2),  which  would 
have  required  the  attendant  to  know  of 
and  to  be  able  to  recognize  potential 
permit  space  hazards  and  on  whidi 
OSHA  received  no  substantive 
comment  For  consistency  with  the 
corre^xmding  provision  in  paragraph 
(h)(1).  paragrepn  (iMD  simply  states  that 
the  attendants  know  the  hazards  that 
may  be  faced.  OSHA  beheves  that  it  is 
clear  that  knowing  the  hazards  includes 
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bei^  ablt  to  noognize  tlMin  (except  for 
being  abis  to  datsct  babavioral  effects  of 
hazuds.  which  is  addressed  in 
paj^zapk  (iK2)  of  the  final  rule).  The 
Agsncy  has  worded  psngraphs  (h)(1), 
OKI),  and  QXt)  of  the  final  rule 
idsnticaliy  because  it  is  importsnt  that 
attaadaots,  autiaoiiaad  entrants,  and 
entry  snpenrisan  leceive  the  same 
training  oa  hazafds  and  bazud 
rsoognitioa.  The  knguage  from 
pfO|weed  pnagraph  (fK2)  addressing 
monitoring  aodvitf  ea  inside  and  outside 
the  space  hss  been  placed  in  paragraph 
(i)(6)oftfae  final  rote. 

PK^nph  (i)(2)  of  the  final  rule 
requires  ae  attamdaat  to  be  swve  of 
possible  behaviotal  afiects  of  haaard 
exposure  on  authorised  entrants.  This 
provisian.  as  nctod  previoudy.  is  based 
OB  pnwosad  paragraph  (f)(2),  which 
would  navs  required  attendants  to  be 
abie  to  "wioogniaw  potential  permit 
space  hazards",  and  on  proposed 
par^raph  (fX3)(iiKB),  which  would 
nave  required  the  attendant  to  order  tf)e 
evacuatioB  of  the  space  vdien  the 
attenc^t  detects  the  behavioral  efCacts 
ctf  hazard  exposure.  OSHA  believes  that 
setting  out  the  recpurement  iot 
atteaduts  to  be  aware  of  possible 
behavioral  effects  of  hazard  exposiue 
will  alert  employers  and  attendants  to 
the  importttice  of  this  aspect  of  safe 
permit  space  entry  operations.  As  noted 
earlier,  subtle  behavioral  changes 
detected  in  the  authorized  entrant's 
speech  or  deviation  from  set 
commtmication  prooedures  could  alert 
the  attendant  that  it  is  necessary  for  the 
authorized  entrant  to  evacuate  the  space 
or  be  rescued. 

Paragraph  (iM3)  of  the  final  rule 
requires  the  attendant  to  maintain  a 
continuous  accurate  count  of  all 
authorized  entrants  in  the  permit  space 
and  to  ensure  that  the  means  used  to 
identify  authorized  entrants,  under 
paragraph  (f)(4]  of  the  final  rule, 
accurately  identifies  who  is  in  the 
space. 

This  provision  is  equivalent  to 
proposed  paragraph  (tKl),  which  would 
nave  required  an  attendant  to  keep  an 
accurate  count  of  all  persons  within  the 
space.  The  pfaraae  "all  persons"  has 
been  changed  to  "authorized  entrants" 
in  the  final  rule.  It  is  important  for  the 
attendant  to  keep  track  of  authorized 
entrants  as  they  enter  and  exit  the  space. 
The  count  and  identity  of  entrants  will 
be  necessary  during  rescue  operations 
for  the  determination  of  whether  all 
authorized  entrants  have  been 
evacuated  from  the  space. 

In  response  to  propoeed  paragraph 
(f)(1),  some  oommenters  (Ex.  14-63. 14- 
119}  recommended  that  OSHA  require 
some  type  of  diedt-  in.  chedc-out 


prooeduie  for  trsddng  entrant  entry  and 
exit.  Tliey  wore  concerned  about 
improperiy  piecing  responsibility  for 
this  twk  on  empkwees  and  about  the 
attendant's  being  able  to  maintain  an 
accurate  count  hj  memory  only. 

The  employer  is  reqmred  to  keeping 
track  of  antftorized  entrants  within  the 
space  by  listing  them  by  name  or  by 
idantifying  them  by  some  other  means 
under  paragraph  (0(4)  of  the  final  rule, 
diacassed  earliw  in  this  section  of  the 
preamble.  The  system  identified  on  the 
permit  is  required  to  enable  the 
attendant  to  detwmine  quiddy  and 
accurately  which  authorized  entrants 
are  inside  the  permit  space.  Paragraph 
(i)(3)  of  the  final  rule  requires  the 
attendoit  to  ensure  that  this  system  is 
used  to  accurately  identify  who  is  in  the 
permit  specs. 

ParapmA  (iK4)  of  the  final  nile 
requires  ue  attendant  to  remain  outside 
the  permit  space  during  entry 
operations  until  he  or  she  is  relieved  by 
another  authorized  attenduit.  This 
provision  is  st^Mtantially  the  same  as 
that  contained  in  the  introductory  text 
of  proposed  paragraph  (f).  Para^ph 
(i)(4)  of  the  final  rule  also  provides  a 
note  clarifying  OSHA's  intent 
concerning  the  issue  of  using  attendants 
to  perform  rescue.  It  states  that 
attendants  may  enter  a  permit  space  to 
attempt  a  rescue  if  it  is  allowed  oy  the 
employer's  permit  program,  if  they  have 
been  propeny  equipped  and  trained, 
and  if  they  Imvs  oeen  relieved  by 
another  attendant. 

Under  paragraph  (fH4)  of  the 
proposal,  attendants  would  have  been 
foibidden  to  enter  a  permit  space  to 
attempt  a  rescue.  The  proposed 
language  did  not  make  clear,  however, 
that,  once  relieved,  the  individual  who 
had  been  acting  as  the  attendant  would 
no  longer  be  the  attendant  for  that 
particular  permit  space  and  then  would 
not  be  precluded  from  attempting  a 
rescue.  Paragraph  (fK4)  of  the  proposed 
standard  mistakenly  gave  the 
impression  that  a  person  designated  as 
an  attendant  could  never  enter  a  permit 
space  to  attempt  a  rescue. 

In  Isnie  10  en  the  hearing  notice  (54 
FR  41463).  OSHA  requested  comnvMit 
on  the  Agiancy's  proposed  prohibition  of 
rescue  by  confined  space  attendants. 
The  Agency  asked  interested  parties 
participating  in  the  rulemaking  if 
circumstances  existed  where  OSHA 
should  permit  attendants  to  enter  permit 
spaces  for  rescue  purposes. 

OSHA  received  ctmsiderable 
comment  on  this  issue  (Ex.  14-47. 14- 
84. 14-«9, 14-72, 14-80. 14-88, 14-118. 
14-125, 14-143. 14-148. 14-150. 14- 
151. 14-153. 14-157, 14-170. 14-171. 
14-174. 14-177. 14-184. 14-193. 14- 


200, 14-201. 14-208. 14-210. 14-217). 
Tben  was  also  considerable  discussion 
of  this  issue  in  the  public  hearings 
(Washington  Tr.  319,  388,  422-424.  485, 
477-481,  517-518,  541-543.  552; 
Houston  Tr.  630.  735-736, 787, 861. 
865- 869, 896;  Oiicago  Tr.  179. 191- 
192.  203-205,  263-264,  372-373.  432, 
496,  499. 535.  565-566,  616). 

Several  commenters  (Ex.  14-47. 14- 
118, 14-125. 14-151, 14-157, 14-170. 
14-171)  acknowledged  that  a  safety  or 
health  hazard  exists  if  OSHA  permits 
luitrained,  poorly  equipped  attendants 
to  enter  a  permit  space  mr  rescue.  For 
example,  the  Monsanto  Company  (Ex. 
14-170)  stated: 

W«  reoognize  that  than  have  beao  a 
number  of  fatalities  fimm  atteodaots  or  otfaor 
would-b«  raacuan  attempting  lo  eotar  a 
confinad  ^>ace  without  the  picfier  protactiTe 
equipment  or  trainlns. 

The  American  National  Can  Company 
(Ex.  14-47)  agreed,  stating: 

The  high  inddence  of  "rescuer"  death  is 
most  often  from  untrained,  ill-prepared, 
emotional  leaponse  on  the  part  of  by- 
standers, uiauus,  etc 

During  disciissioaas  about  the  hazards 
associated  with  untrained  employees 
entering  spaces  to  perform  rescue 
(Washington  Tr.  543).  Mr.  Thomss 
Lawrence,  testifying  on  behalf  of  the 
Chemical  Manufacturer's  Association, 
stated: 

This  is  the  aanw  kiad  of  thing  that  happens 
when  attendants  get  te  trouMe  whaa  tbajr  go 
into  spaces  wiUy  nilly  witliout  any  backup  or 
proper  aquipiaeiit  or  training.  That's  the 
whole  data  situatioD  that  we've  been  talking 
about  about  what  happaos  with  atteadaats 
going  inside. 

The  American  Petroleimi  Institute 
(Washington  Tr.  735)  also  shared 
OSHA's  concern  about  fatalities  that 
occur  when  unprepared  and  unqualified 
personnel  attempt  rescue. 

All  of  the  participants  in  this 
rulemaking  agreed  that  entry  into  pwmit 
spaces  by  untrained,  poorly  equipped 
persons,  whether  they  are  attendants  or 
not  for  any  purpose,  including  rescue, 
is  hazardous  and  should  be  prohibited. 
OSHA  agrees  with  this  point.  In  fact,  the 
major  purpose  of  this  rulemaking  is  to 
ensure  that  all  employees  who  enter 
permit  spaces  are  property  trained  and 
eqmpped  to  do  so  and  that  they  are 
otherwise  protected  from  the  hazards  of 
permit  space  entry. 

One  commenter  (Ex.  14-153) 
supported  a  total  prohibition  of  permit 
space  rescue  by  any  attendant,  as 
follows: 

As  stated  pievioysly,  it  to  The  HairOa.'B 
poaidoD  that  attaodanla  skMiid  Bot  be 
permitted  to  rescue  a  do%vn  entrant 
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Howeva,  as  Dotad  in  the  foUowing 
dtffnifffifn.  miny  niVinnnHng 
partidpttito  ivcosniztd  th«  need  to 
pennit  tOBie  levn  of  liotitad  aniaigsMcy 
lespoMe  by  an  attoidaiit  They 
sugBBSted  tiiiat  some  leacue  respooae 
could  be  provided  by  a  posoD  stedoned 
outside  a  pennit  space  to  monitor  the 
activities  of  authorized  entrants. 

Several  rulonaking  pofticipants  (Ex. 
14-47, 14-64, 14-69, 14-80. 14-68. 14- 
111. 14-118, 14-125, 14-143, 14-150, 
14-151, 14-157, 14-170, 14-171. 14- 
184, 14-193, 14-200, 14-201, 14-208, 
14-210, 14-217;  Washington  Tr.  465, 
478)  understood  the  importance  of 
having  a  qualified,  pnq>erly  equipped 
person  available  and  ready  to  begin 
rescue  of  an  mtrmt  impaired  l^  a 
ha2ardous  atmosphere.  Some  of  the 
commoiters  (Ex.  14-47, 14-64, 14-72, 
14-68, 14-111, 14-118, 14-129, 14-143. 
14-150. 14-151, 14-157. 14-170, 14- 
171, 14-174. 14-184. 14-193. 14-200. 
14-200, 14-210)  identified  the  attendant 
as  being  the  most  readily  availablei 
qualified,  property  equipped  rescuer. 

Some  rulemaking  partlcipents 
suggested  that  OSHA  permit  attendants 
to  perform  rescue  under  certain  limited 
circumstances.  Several  suggested  that 
OSHA  permit  rescue  entryby  attendants 
once  the  attendant  notifies  outside 
emergency  rescue  personnel  to  respond 
(Ex.  14-148. 14-174. 14-177. 14-200, 
14-201. 14-217;  Chicago  Tr.  372-373. 
496, 499). 

For  example,  the  GTE  Service 
Corporation  (Ex.  14-201)  stated: 

With  regard  to  parmitted  datiaa  for 
attandanti,  GTE  aho  believOT  diat  attendante 
should  be  able  to  assist  with  a  rescue  if  Ibey 
have  first  siuamooed  help  and  ara  trained  in 
rescue  procedures. 

The  Longview  Fibre  Qnnpsny  (Ex. 
14-200)  supported  this  view,  as  follows: 

Attendants  should  be  allowed  to  enter 
pennit  spaces  to  perform  a  rescue  under 
certain  conditions  where  time  is  a  critical 
factor  in  obtaining  a  successful  rescue: 

Th«  attendoit  must  first  be  rsquired  to 
summon  additional  rescue  assistaaca  axwi  be 
certain  help  is  on  the  way  prior  to  rescue 
entry. 

Additionally,  the  National  Safety 
Coimcil  (Chicago  Tr.  496)  testified: 

The  employer  could  use  tba  atteodant  as 
rescuer  provided  that  the  attendant  is 
properly  trained  and  equipped.  Prior  to 
becoming  the  rescuer,  this  individual  should 
assure  that  an  emargency  notiflcation  system 
has  been  activated  and  calls  far  badnip. 

Undflt  questioning  by  Mr.  Chappell 
Pierce  of  the  OSHA  panel,  Mr.  Irvin 
Etter,  representing  the  Netiofial  Safety 
Council  (Qiicago  Tr.  499).  further 
clasified  their  tectimony  a»  fi^lows: 


MR.PBRCB:. 

clarificadon  of  Issue  No.  10 1 
by  the  attendant  You  advocate  that  i 
attendant  would  be  allowed  to  par&nn  the 
rescue  if  he  has  the  training  and  necessary 
equlpniettt.  Do  jaa  also  advutale  diat  he  be 
allowed  to  enter  befers  another  attendant  is 
InirtaceT 
MK.  ETTER:  Yes.  This  Is  wkal  we 

discussed  in  our  dehbesattoB. 

••••• 

MR.  PSRCZ:  Okay.  I  %rauU  Uke 
darificatloa  on  dtat  one  point 

MR.  ETTER:  Our  consideration  on  tliis  was 
it's  very  difficult  far  the  Individual,  if  there's 
only  one  attendant  on  topside,  to  keep  firom 
going  in  and  try  to  rescue  a  person  and  we 
nel  that  if  the  person  is  pi'operly  qudlfied, 
he  can  be  maktegtbe  rescae  and  pass9>}y 
save  ttw  llis  if  ha  has  die  prop*  equ^ment 
and  die  proper  trainiaig  before  otiber  people 
might  be  able  to  gsl  teie  to  perioral  the 
rescue. 

Other  rulemeldng  putidpaits 
recommended  a  more  Nndfed  rule  kr 
attendants  attempting  rescne,  suggesting 
that  OSHA  pennit  a  propwly  trained 
and  equipped  atteftdant  to  conduct  a 
rescue  after  a  second  attflndant  has 
arrived  and  assuxaed  the  duties  of 
attendant.  Most  of  them  (Ex.  14-88, 14- 
118. 14-125, 14-143, 14-148, 14-150. 
14-170, 14-193;  Washington  Tr.  541- 
543. 630. 73S-736)  recommended  that 
OSHA  pennit  attendants  to  peifuim 
rescue  entry  after  the  employer  notifies 
outnde  emergency  responders  and  after 
the  employer  stations  another  attendant 
outside  ttm  pennit  spSce.  For  example, 
the  Union  Gufaide  Corporation  (Ex.  14- 
88)  stated: 

In  proposed  paiagr^b  (i)(4Ki).  the 
attendant  would  be  prohibited  from  entering 
the  pennit  space  to  attempt  rescue  of 
entrants.  OSHA  should  clarifjr  that  once 
another  attendant  has  arrived  and  been 
briefed  by  the  first  attendant,  the  first 
attendant  nay,  if  property  trained,  change  his 
or  her  status  bom  attendant  to  member  of 
rescue  ti 


The  Monsanto  Company  (Ex.  14-170) 
agreed,  stating: 

However,  we  recommend  that  the 
attendant  be  permitted  to  enter  the  confined 
space  to  start  rsscue  so  long  as  he/she  is 
property  trained  in  rsscue  techniques  and  a 
new  attendturt  it  ht  phm.  fee  many  instances, 
a  property  trafaied  and  equipped  attmidant 
starting  the  raecne  (^MratioD  could  cut 
valuable  time  off  tiie  amooat  of  time  that 
would  be  required  to  reecue  personnel  from 
the  confined  space  if  that  reecue  can  begin 
only  after  the  arrival  of  the  reecue  team. 
[Emphasis  was  supplied  in  originaL] 

Further  support  for  this  poaition  came 
firom  Mr.  Thomas  Lawrence, 
representing  the  Chemicd 
Manufectuier's  Aasodatiao 
(Washington  Tr.  542),  in  reqiooae  to  a 
auoetion  frcHu  Mr.  Thonaa  Seymour  of 
the  OSHA  pMel.  as  fioUows: 


MR.  SEYMOUR:  Is  tere  re^  aay 
or  rationale  wbatkar  (rescue  by 
should  be  pennitted? 

MR.  LAWRENCE:  Our  position  should  be 
and  is  that— the  discussions  we've  had  Is, 
hey,  the  attendant  can  go  in  and  we  want  hfm 
to  be  able  to  go  hi  if  he  has  proper  treiniBg, 
which  he  should  have ...  Nninber  t«vo,  has 
tba  rl^  eqaipuieut,  whidi  he  sbetrfd  have, 
Ijiat's  pert  oi  the  pnpatatMRi.  And  three, 
there's  another  person  these  to  hack  him  up, 
another  attendant. 

OSHA's  expert  witness,  Ray  E.  Witter 
(Houston  Tr.  630),  also  testified  in 
support  of  allowing  attendants  to 
attempt  rescue  alter  being  relieved,  as 
follows; 

Howrever,  attendants  should  be  allowed  to  - 
enter  confined  spaces  on/y  when  all  of  die 
following  1  equiremeBts  have  been  met.  Pint, 
the  replacement  attendHrt  is  prsseot,  and  has 
been  properly  briefed.  Second,  the  aMeadsat 
is  pwyerly  trained  la  rescue  operatioiis  and 
third,  the  necessary  protective  personal 
equipment  is  ueed.  IFmphesis  wras  supplied 
iaoiigioaL] 

Additionally,  the  American  Petroleom 
Institute  (Houston  Tr.735,  736)  teetified, 
as  follows: 

However,  an  attendant  that  has  been 
appropriately  trained  and  qnahfled  far  entry, 
and  properly  equipped  with  breatluBg 
apparatus  and  protective  equipneat  it  an 
extremely  valuable  rescue  resource.  Such  an 
attendant  could  undoubtedly  peifciiai  a 
rescue  much  more  expeditiooely  tttan  any 
rescue  team. 

For  example,  after  an  attendant  has 
determined  that  an  entrant  needs  assistance 
and  a  rescue  call  has  been  dispatched,  the 
attendant  would  first  attempt  to  perform  a 
rescue  without  entering  the  permit  confined 
space,  using  retrieval  lines  or  devices. 
Should  this  prove  to  be  ine^ctive,  the 
attendant  would  tben  prepare  for  entry  by 
donning  the  appropriate  respiratory  and 
personal  prote<^e  equipment.  Upon  arrival 
of  another  qualified  attendant,  the  onginal 
attendant  could  enter  the  permit  confined 
space  and  attempt  rescue. 

Still  other  commeoters  (Ex.  14-47, 
14-151, 14-171. 14-174, 14-184, 14- 
208. 14-210)  suggested  that  OSHA 
allow  attendiants  to  perform  rescue 
without  prior  notification  erf  outside 
emetgMcy  re^Kmders  and  without 
assignment  of  a  new  attendan|.  For 
example,  the  American  National  Can 
Company  (Ex.  14-47)  stated: 

We  believe  [that]  prohibiting  attendant 
[rescue]  is  fll-  advised  The  hi^  Inddenos  of 
"rsBcueT"  death  is  most  often  from  untrained, 
ill-prepared,  emotiottal  leepcmae  on  tiw  pert 
of  by-standcuts,  friends,  etc  The  attendant 
may  be  In  a  position  to  provide  tiw  most 
immediate  assistance,  if  well  educated  and 
trained  to  assess  emergency  conditions.  The 
attendant  may  first  communicate  for 
assistance  and  possibly  render  aid  or 
evaluate  conditione  prior  to  he^  arriviag ... 
timeisof  the< 
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One  commenter  (Ex.  14-111) 
suggested  that  OSHA  permit  rescue 
entry  by  the  attendant  as  long  as  the 
substitute  attendant  is  "enroute"  to  the 
permit  space. 

Based  upon  the  rulemaking  record, 
OSHA  has  determined  that  it  is 
necessary  for  anyone  attempting  rescue 
to  be  properly  trained  and  equipped  for 
rescue.  As  discussed  further  under  the 
summary  and  explanation  of  paragraph 
(k).  Rescue  and  emergenqr  services, 
properly  equipping  a  rescuer  is 
important  for  him  or  her  to  enter  a 
permit  space  safely  and  to  be  able  to 
physically  remove  an  incapacitated 
employee  from  the  space.  Proper 
training  is  necessary  to  ensure  that  the 
rescuer  does  not  injure  himself  or 
herself  or  others  during  rescue 
operations.  Therefore,  the  Agency  is 
applying  paragraph  (k)  to  anyone  who 
has  rescue  duties  (indicating  that  he  or 
she  is  part  of  the  rescue  service). 

OSHA  also  believes  that  the  evidence 
strongly  supports  the  need  for  an 
attendant  at  all  times  during  entry 
operations  to  monitor  and  protect  all 
entrants.  The  presence  of  an  attendant 
outside  the  permit  space  at  all  times 
during  entry  operations  is  important  for 
three  reasons: 

(1)  The  attendant  must  keep 
unauthorized  persons  out  of  the  space. 
This  is  particularly  important  in  an 
emergency,  when  the  atmosphere 
within  the  space  might  be  IDLH  and 
when  bystanders  unqualified  in  ]>ermit 
space  entry  might  otherwise  attempt 
rescue  of  injured  entrants  from  the 
space. 

(2)  The  attendant  has  a  duty  to  other 
authorized  entrants  to  remain  outside 
the  space,  to  remain  alert  for  hazards, 
and  to  be  able  to  assist  in  their 
evacuation  as  necessary.  It  is  possible 
that  an  entrant  may  become 
incapacitated  for  reasons  other  than 
permit  space  hazards  (for  example, 
because  of  heart  attack).  Any  other 
authorized  entrants  remainmg  in  the 
space  would  still  be  dependent  on  the 
attendant  for  their  safety. 

(3)  The  attendant  must  be  available 
outside  the  permit  space  to  provide 
information  to  the  rescue  service.  The 
information  the  attendant  can  supply 
the  rescue  services  includes  how  many 
authorized  entrants  are  within  the 
space,  what  the  hazards  of  the  space  are, 
and  what  prompted  the  emergency  in 
the  first  place  (for  example,  the  injured 
employee's  symptoms). 

Therefore,  OSHA  has  determined  that 
the  attendant's  presence  outside  the 
permit  space  is  vital  even  after  an 
emergency  has  arisen.  Accordingly,  the 
final  rule  continues  to  require  the 


presence  of  an  attendant  at  all  times 
during  permit  space  entry  operations. 

However,  after  an  attendant  is 
relieved  by  someone  who  assumes  the 
attendant's  required  duties,  the  original 
attendant,  if  trained  and  equipped  as 
required  by  Sl910.146(k)(l),  can  safely 
enter  the  permit  space  to  begin  a  rescue 
attempt.  Permission  for  the  relieved 
attenoant  to  do  this  is  explicitly  stated 
in  a  note  following  paragraph  (i)(4). 
Althou^  the  language  in  the  note 
makes  no  change  to  what  was  proposed, 
it  does  clarify  the  status  of  authorized 
attendants  regarding  rescue  attempts 
that  involve  entry  into  the  permit  space. 

Paragraph  (i)(5)  of  the  final  rule 
requires  tne  attendant  to  communicate 
with  entrants  as  necessary  to  monitor 
entrant  status  and  to  alert  authorized 
entrants  of  the  need  to  evacuate  the 
space  xmder  paragraph  (i)(6)  of  the  final 
rule.  OSHA  believes  that  the  authorized 
entrant's  communication  with  the 
attendant  provide*  information  that  the 
attendant  needs  in  order  to  determine  if 
the  entry  can  be  allowed  to  continue. 
Subtle  behavioral  changes  detected  in 
the  authorized  entrant's  speech  or 
deviation  from  set  communication 
procedures  could  alert  the  attendant 
that  it  is  necessary  for  the  authorized 
entrant  to  evacuate  or  be  rescued  from 
the  space.  Additionally,  the  attendant 
needs  to  be  able  to  communicate  with 
authorized  entrants  to  order  them  to 
evacuate  the  space  in  an  emergency. 
This  provision  is  discussed  under  the 
summary  and  explanation  of  paragraph 
(h)(3)  of  the  final  rule,  which  contains 
a  corresponding  requirement  for 
authorized  entrants. 

Paragraph  (i)(6)  of  the  final  rule 
requires  the  attendant  to  monitor 
activities  inside  and  outside  the  permit 
space  to  determine  if  it  is  safe  for 
entrants  to  remain  in  the  space.  The 
attendant  is  also  required  to  order 
authorized  entrants  to  exit  the  permit 
space  as  quickly  as  possible  whenever 
the  attendant  detects  a  prohibited 
condition,  behavioral  effects  of  hazard 
exposure  in  an  authorized  entrant,  or  a 
situation  outside  the  space  that  could 
endanger  the  authorized  entrants,  or 
whenever  the  attendant,  for  any  reason, 
can  no  longer  perform  the  duties 
required  under  paragraph  (i)  of  the  final 
rule.  Given  the  speed  with  which  permit 
space  hazards  can  incapacitate  and  kill 
entrants,  it  is  essential  that  the  entrants 
evacuate  permit  spaces  as  soon  as  any 
one  of  the  four  conditions  set  out  in 
paragraphs  (i)(6)(i)  through  (i)(6)(iv) 
exists.  As  noted  in  the  preamble  to  the 
proposal  (54  FR  24093)  and  in  the 
summary  and  explanation  of  final 
paragraph  (h)(5)  earlier  in  this  section  of 
the  preamble.  OSHA  believes  that  self- 


rescue  will  oflen  provide  the  entrant's 
best  chance  of  escaping  a  permit  space 
when  a  hazard  is  present.  Therefore, 
although  OSHA  recognizes  that  self- 
rescue  may  sometimes  be  impossible, 
the  Agency  stresses  the  importance  of 
attempting  self-rescue  as  a  means  of 
saving  lives  and  minimizing  injuries. 
Paragraph  (i){6)  of  the  final  rule  is 
based  on  proposed  paragraph  (f)(3)(ii), 
which  would  have  required  attendants 
to  order  the  evacuation  of  a  space 
whenever:  (1)  the  attendant  observed  a 
condition  that  was  not  allowed  in  the 
permit,  (2)  the  attendant  detected 
behavioral  effects  of  hazard  exposure. 
(3)  the  attendant  detected  a  situation 
outside  the  space  that  could  endanger 
the  entrants,  (4)  the  attendant  detected 
an  uncontrolled  hazard  within  the 
permit  space,  (5)  the  attendant  was 
monitoring  entry  in  more  than  one 
permit  space  and  had  to  focus  attention 
on  the  rescue  of  entrants  from  more  than 
one  space,  and  (6)  the  attendant  had  to 
leave  the  work  station.  OSHA  has  made 
some  editorial  revisions  to  the  language 
of  proposed  paragraph  (f)(3)(ii)  in  the 
course  of  drafting  the  final  rule.  For 
example,  the  Agency  has  replaced  the 
phrase  "condition  which  is  not  allowed 
in  the  entry  permit"  with  "prohibited 
condition".  ("Prohibited  condition"  is 
defined  in  the  final  rule  as  a  condition 
that  is  not  allowed  by  the  permit.) 
Additionally,  the  condition  listed  in 
proposed  paragraph  (f)(3)(ii)(D)  (that  is, 
when  the  attendant  detects  an 
uncontrolled  hazard)  has  not  been 
carried  forward  into  the  final  rule. 
Uncontrolled  hazards  are  conditions  not 
allowed  by  entry  permits;  thus,  this 
condition  is  already  included  in  the  first 
condition  (final  paragraph  (i){6)(i)). 

All  of  the  substantive  comments  on 
proposed  paragraph  (n(3)iii)  were  in 
regard  to  paragraph  (f)(3)(ii)(E),  which 
addressed  attendants  monitoring  more 
than  one  space  at  a  time.  The  number 
■  of  permit  space  entry  operations  that  an 
attendant  may  monitor  was  the  subject 
of  Issue  8  of  me  hearing  notice,  which 
is  addressed  under  the  summary  and 
explanation  of  final  paragraph  (d)(6) 
earlier  in  this  section  of  the  preamble. 
The  Agency  has  decided  to  allow  an 
attendant  to  monitor  any  number  of 
permit  space  entry  operations  so  long  as 
the  attendant  continues  to  comply  with 
the  provisions  of  paragraph  (i)  of  the 
final  rule.  Accordingly,  OSHA  is 
combining  the  last  two  conditions  from 
the  proposal  (paragraph  (f)(3)(ii)(E), 
when  the  attendant  was  monitoring 
more  than  one  space  and  had  to  focus 
attention  on  the  rescue  of  entrants  bom 
another  space,  and  paragraph 
(0(3)(ii)(F).  when  the  attendant  had  to 
leave  the  work  station).  In  accordance 
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wHh  tha  Aganqr  iMfrfutfoB  of  hening 
issue  8,  paragrapli  QKSXHr)  wqutrw  the 
attendant  to  order  evaoiatioB  of  Aie 
spece  firtienever  he  or  riie  CB)  DO  loBger 
perfcmn  the  datieB  required  under 
paiegrai^  (i)  of  the  final  mle.  This 
performance-oriented  approech  covers 
any  circumstances  in  which  an 
attendant  cannot  efiactively  ntooitor  a 
pennit  space  sntry  operatioD,  sodi  as 
emergency  conditiotts  that  dtatrad  the 
attendant's  attentimi "  and  anv 
conditirai  that  forces  an  attendant  to 
leave  the  work  station.  Obviously,  if 
anothw  attendant  relieves  the  fint  one, 
the  latter  is  no  longer  ciaisidered  the 
attendant  and  is  free  to  leave. 

Paragraph  U)(7)  of  the  final  rule 
requires  the  attendant  to  summon 
rescue  and  other  emergency  services  as 
soon  as  it  is  determined  that  an 
emergency  exit  from  the  permit  space  is 
necessary. 

This  provision  has  been  taken  from 
proposed  paragraph  (fKSXiii).  Several 
commenters  (Be.  14-86, 14-143, 14- 
150, 14-157, 14-174, 14-178. 14-188) 
objected  to  the  wording  of  this 
requirement  in  the  pro^poaaL  They 
ar^ied  that  the  provision  would  require 
rescue  services  to  be  summoned 
whether  or  not  they  were  needed.  For 
example,  Pennzoil  Company  (Ex.  14- 
150}  stated: 

Item  (Q(3Xiii)  pi'Mcuta  uanecessary 
constraints,  sines  it  does  not  dlow  the 
attendant  to  d«cida  if  empiayom  will  be  able 
to  affect  an  orderly  withdrawal  ore  seif- 
rescne  from  the  ^mo*.  Many  tfaaes  wbefo  the 
attandaal  lecocniaM  caosa  toevacBsta 
entrants  from  the  space,  the  eotnuto  caa 
effect  an  orderly  withdrawal  or  setfrsscoe.  In 
most  of  these  sitiiations,  tin  summoning  of 
rescue  and  emei^gency  services  will  be 
unnecessary.  In  order  to  coRect  this  problem, 
we  propose  that  item  (f)(3)(iii)  be  revised  as 
follows: 

"Summon  rescue  and  otlier  emergency 
services  as  soon  as  the  attendant  determines 
tiiat  authorized  entrants  may  need  assistance 
to  escape  from  permit  space  hazards." 

OSKA  has  accepted  these 
reoommendations.  The  Agency  agrees 
that  there  may  be  times  when 
authorized  entrants  can  perform  self- 
rescue  from  the  permit  spece  in  an 
emergency.  On  the  other  hand,  OSHA  is 
believes  that  help  must  be  summoned  if 
there  is  any  doubt  as  to  whether  it  will 
be  necessary.  Therefore,  peragraph  (i)(7) 
of  the  final  rule  requires  attendants  to 
summon  rescue  and  emergency  services 
if  they  determines  that  assistance  may 
be  necessary.  As  long  as  the  attendant 


"  Uadw  |»n«ra]A  (d)(7)  of  the  final  nik,  if  the 
attendaot  monitors  more  than  ooe  space  at  a  tine, 
the  employer's  permit  program  must  adopt 
procedures  to  enable  the  attendant  to  respond  to 
emar^flndee  in  one  space  without  dMracUoB  from 
his  or  bar  lespoBsifalhtiM  for  all  the  spaoas. 


is  certain  that  self-rsacne  can  be 
nafanoBd,  no  rescue  sammons  would 
Iw  neceasaiy.  However,  if  the  attendant 
haa  any  doiu}ts  as  to  whedier  an 
authorised  eotrant  can  eodt  the  apaoa 
under  his  or  her  own  power,  then  the 
attendant  is  xequired  to  summon  rescue 
and  ema^ancv  senrioes. 

Paragraph  (0(8)  of  the  final  rale 
requires  that  the  attendant  take  the 
following  actions  vHien  tmauthorlaed 
persons  approadi  or  enter  a  penult 
space  while  entry  is  uadarway: 

(I)  Wain  the  unauthoriaed  pais<Hia 
that  they  must  stay  out  of  the  permit 
space; 

U)  Advise  the  tmauthori^d  pwsons 
that  they  must  exit  immedialely  if  tiiey 
have  entered  the  permit  space;  and 

(3)  Inform  the  authorisM  entrants  and 
any  other  persons  specified  by  die 
employer  if  unaudunized  persons  have 
entered  the  pennit  wace. 
'   This  provision  ofthe  final  rule  has 
been  taken  from  proposed  paragra|^ 
(f)(3)(iv).  Some  conunentets  (Ex.  14-66, 
14-150. 14-161, 14-170, 14-188)  noted 
that  some  nnauthorteed  person  may 
have  legitimate  reasons  for  being  near  a 
permit  space.  As  noted  tmder  the 
summary  and  explanation  of  paragraph 
(i)(5)  of  the  final  rale,  OSHA  agrees  and 
has  revised  the  lenguaga  of  proposed 
paragraph  (fM3XivKA)  so  that 
unauthorized  persons  are  warned  to  stav 
out  ofthe  space  insteed  of  being  warned 
away  from  the  space. 

The  Agency  bias  abo  made  some 
editorial  choMee  to  the  language 
contained  in  the  proposed  paragrajA,  on 
which  no  other  substantive  comments 
were  received.  The  changes  are  not 
significant,  except  that  paragraph 
(i)(8)(ni)  rei^acas  the  tnm  "any  other 
persons  designated  by  the  employer" 
from  proposed  paragrai^  (fKSXi^KC) 
with  "entry  supervisor".  As  noted  imder 
the  summary  aind  explanation  of  the 
definition  of  "entry  supervisor",  this 
term  is  being  used  tiutnighout  the  rale 
to  identify  the  person  re^Kmsible  for 
overseeing  permit  ^Mce  entry 
operations.  This  is  the  person  who  is 
responsible  for  the  safe^  of  authorized 
entrants  and  who  should  be  informed  of 
the  presence  of  unauthorized  persons 
inside  the  permit  space.  (See  the 
summary  and  explanation  of  paragraph 
(j)(5)  for  a  discussion  ofthe  duties  ofian 
entry  supervisor  in  the  event  of 
unauthorized  entry.) 

Paragraph  (iK9)  ofthe  final  nJe 
requires  the  attendant  to  perform  non- 
entry  rescues  as  ^>ecified  by  the 
employer's  rescue  procedm-e. 

This  provision  has  been  taken  from 
proposed  paragraph  (f}(4)(ii),  which 
would  have  required  the  attendant  to 
use  any  rescue  equijmient  provided  for 


his  or  her  use  and  would  have  required 
the  attendant  to  perform  any  asaimad 
rescue  and  emerganqr  dutiaa,  wivkont 
entering  the  space.  The  only  (ximmeata 
addressing  this  proposed  requiremoit 
concerned  attendant  rescue,  which  was 
discussed  tmder  the  stunmvy  and 
explanation  of  paragraph  (1)(4)  earlier. 
As  noted  in  that  disctusion.  a  peraon 
whose  duties  as  attendant  have  been 
assumed  by  another  is  allowed  to 
perform  rescoe  entry  foUoMrlng  die 
provisions  of  paragraph  (k).  Paragraph 
(i)(9)  of  the  final  rule  relates  ooly  to 
persons  who  remain  on  duty  as 
attendants. 

OSHA  has  not  carried  forwaid 
language  from  proposed  (mragraph 
(f)(4)(ii)  relating  to  the  tise  of 
equipmenL  TUa  oonsideiatiaa  is 
addroased  in  paragraph  (dX4)  of  die 
final  rule. 

OSHA  wishes  to  emfhatixe  that 
attendants  monitoring  more  dian  one 
space  miist  not  perform  any  dntiea  that 
would  distract  Umbi  from  meir 
responsibilities  for  aO  die  qiaoas  being 
monitored.  The  Aganqf  does  aocpacl 
such  attendants  to  be  pemdltad  to 
perform  any  type  of  rescue,  *"rHu*'T*g 
non-entry  rescue,  as  long  aa  they  are 
still  acting  aa  attendanta,  Aa  noted 
eeriier,  the  eraployar'apanBit  qiaoe 
program  most  eatablin  piouNlorea  to 
en^le  the  attendant  to  raqxmd  to  an 
emergency  affecting  one  or  more  ofthe 
permit  spaces  being  monit(»ed  without 
distraction  finm  the  attendaBi's 
responsibilities  tmder  paragraph  (i)  of 
the  final  rale. 

Paragraph  (iKlO)  ofthe  final  rale 
prohibits  the  attendant  from  peiformtog 
other  duties  that  may  interfera  with  the 
attendant's  primary  duty  to  monitor  and 
protect  the  safety  of  the  authorized 
entrants.  OSHA  notes  that  keeping 
unauthorized  persons  out  ofthe  space 
protects  authorized  entrants  and  that  die 
attendant  would  not  be  able  to  perform 
tasks  that  interfere  with  this  duty.  As 
noted  previously,  peragraiA  (d)(9) 
requires  the  employer  to  derelop  and 
implement  procedtves  for  summorring 
rescue  services.  These  procedures 
should  assist  the  attendant  in  compljong 
with  paragraph  (iKlO)  ofthe  final  rale. 

This  provision  was  not  contained  in 
the  proposed  standard.  In  Issue  6  ofthe 
NPRM,  OSHA  requested  comments  on 
the  duties  of  an  individual  who  would 
serve  as  an  attendant  for  a  permit- 
required  confined  space.  Specifically, 
OSHA  asked  if  the  Agency  sbmiki 
prohibit  attendants  from  performing  any 
duties  other  than  monitoring  the 
entrants.  OSHA  also  asked  if  attendants 
should  be  permitted  to  p^s  tools  or 
other  materials  to  entrants  and  how 
much  attention,  if  any,  should  an 
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attendant  be  pennitted  to  spare  for  other 
activitiea. 

Many  rulemaking  participants 
responded  to  Issue  6  (Ex.  14-4, 14-27. 
14-28, 14-30. 14-35. 14-43. 14-44, 14- 
57. 14-61. 14-62, 14-63. 14-73, 14-78. 
14-81. 14-91. 14-94. 14-98. 14-99, 14- 
101. 14-109:  Houston  Tr.  629-630. 925- 
928;  Chicago  Tr.  39-42.  643).  All  of 
them  agreed  that  it  was  important  that 
the  attendant  not  be  distracted  from  the 
primary  duties  of  monitoring  and 
protecting  authorized  entrants.  Some, 
however,  held  a  stricter  view  about  the 
types  of  permitted  activities  than  others. 

For  example,  the  National  Ready- 
Mixed  Concrete  Association  (Ex.  14-81) 
took  a  limited  view  of  what  activities 
should  be  permitted,  stating: 

Where  attendants  are  required  those 
attendants  should  not  perform  any  other 
work  that  would  take  away  from  Uie 
attendant's  abihty  to  assist  a  person  in 
trouble  in  artonfined  space. 

The  American  Industrial  Hygiene 
Association  {JEx.  14-61)  suggested  that 
the  attendant  be  limited  to  such 
additional  tasks  as  observation  and 
monitoring  of  the  space,  as  follows: 

The  underlying  cooQict  over  the 
attendant's  duties  stems  from  what  is 
expected  of  the  attendants,  and  who  the 
attendant  is.  Within  some  organizations,  the 
attendant  may  be  a  health  and  safety 
profsssional  charged  with  directing  the  entry 
operation.  In  such  a  case,  duties  beyond  that 
directly  associated  with  observing  the 
entrants  and  monitoring  instrumentation  may 
be  too  distracting. 

Another  commenter.  Marine  k 
Environmental  Testing.  Inc.  (MAET.  Ex. 
14-4)  argued  that  the  attendant  should 
not  be  assigned  duties  that  might 
interfere  with  the  primary  duty  of 
watching  out  for  the  safety  of  workers 
inside  oFpermit  spaces. 

During  the  pubuc  hearings  in 
Chicago,  the  Food  and  Allied  Service 
Trades  Union  (FAST)  testified  in 
opposition  to  allowing  the  attendant  to 
perform  other  duties  in  responding  to 
questions  from  Mr.  Steve  Jones,  a 
member  of  the  OSHA  panel  (Chicago  Tr. 
39).  A  portion  of  that  interchange 
included  the  following: 

MR  JONES:  In  your  wrritten  comment  from 
October  31 ,  you  also  express  concern  about 
possibility  that  attendants  will  be  assigned 
other  duties  while  they  are  serving  as 
attendants.  In  facX.  I  get  the  impression  that 
you  %rauld  «vant  the  attendant  to  simply 
stand  by  tlie  entire  time,  is  that  correct? 

MR.  MESTRICH;  Precisely. 

MR  JACKSON:  Absolutely. 

MR  DONATOO:  Can  I  give  an  example  of 
that  please? 

MR  JONES:  Please  do,  Mr.  Donatoo. 

MR  DONATOO:  My  duties  (an)  to  be  a 
grain  mixer  and  many  times  I  have  been  sent 
do%ini  with  a  man  to  clean  a  bin  as  a 


watchman.  At  this  time.  I  mav  be  running 
grain  in.  If  I  happen  to  get  a  ring  off,  or  I  am 
to  shut  the  grain  off,  I  have  to  leave  this  man. 
So,  he  is  by  himself  in  a  bin  for  maybe  a  five 
minute  period.  If  he  %*ould  fall  or  something 
would  crush  him,  in  five  minutes  time  it's 
too  late." 

Later  in  the  hearing  (Chicago  Tr.  41- 
42),  Mr.  Jones  continued  his  questioning 
of  the  FAST  workers: 

MR  JONES:  We  do  have  a  separate 
requirement  in  the  proposed  standard  which 
would  have  the  attendant  maintain 
continuous  commimication  vrlth  the  entrant. 
In  fact,  we  have  gotten  a  great  deal  of  input 
that  infers,  that  in  some  cases,  that  passing 
the  tool  or  receiving  the  tool  from  an  entrant 
is  one  of  the  best  ways  in  which  to  maintain 
continuous  contact. 

I  guess  that's  where  we  are  going  and  what 
I  would  be  interested  in,  is  if  viewed  in  its 
totality  the  requirement  fat  continuous 
contact  and  duties  which  do  not  interfiere    / 
with  the  continuous  contact  so  that  you 
could  accept  such  a  provision. 

MR  JACKSON:  Working  with  the 
individual  do%im  there  in  whatever  ftum  we 
would  have  no  problem  writh:  with  the 
individual  that  he  is  actually  woriung  there 
with  passing  tools,  or  sending  down  another 
rope,  or  whatever.  But  wcnrking  with  anyone 
else  around  the  area,  that  we  would  have 
difficulty  with. 

Other  commenters  (Ex.  14-27. 14-28, 
14-73. 14-78)  suggested  that  OSHA.  in 
some  way.  permit  the  attendant  to 
perform  other  duties.  These  commenters 
suggested  that  OSHA  permit  attendants 
to  pass  tools,  machinery  or  other 
equipment  to  the  entrant,  but 
emphasized  that  the  attendant  must  not 
leave  the  immediate  area  of  the  confined 
space  entrance.  For  example.  Robert  J. 
Cordes  &  Associates  (Ex.  14-28)  stated: 

There  is  nothing  wrong  with  the  attendant 
performing  duties  which  you  mentioned 
(passing  tools,  etc).  The  important  thing  is 
that  the  attendant  stay  at  the  opening  and  not 
go  100  feet  away  to  get  pipe  for  a  job. 

Arizona  Electric  Power  Company 
(AEPCO.  Ex  14-73)  agreed,  stating: 

AEPGO  feels  if  work  inside  the  space  is 
dangerous  enough  to  require  an  attendant, 
that  attendant  needs  to  remain  at  the 
entrance  and  devote  his  attention  to  the 
safety  of  those  icside.  We  see  no  problem 
with  the  attendant  passing  tools  or  supplies 
to  those  inside  provided  sight  or  voice 
contact  remains  possible  during  said  duties. 


^  OSHA  notw  that  this  testimony  implies  that 
the  "watchman"  idsndfied  by  Mr.  Donatoo  is 
considaied  an  attwdant  In  this  particular  case, 
once  the  "watchman"  entated  the  oonfined  space, 
that  amployea  would  no  longar  be  considetaa  an 
attendant  Paramph  (iN4)  of  dia  final  rule  raquiras 
an  attandant  tobe  staUooad  outsida  the  permit 
tpaca  at  all  timoa  during  entry  operations.  Duties 
that  %»ould  raquire  the  attandiant  to  antar  a  confined 
space  to  batp  aaothar  anployse  are  not  pennitted 
by  the  final  rule.  The  attaodant  must  not  place  any 
portioB  o(  his  or  bar  body  into  the  pwrnit  space. 
However,  tools  and  aquipoMOt  may  be  passed  to 
authorised  entrants  by  means  of  handlines. 


Northwest  Pipeline  Corporation  (NPC, 
Ex.  14-27)  suggested  that  OSHA  not 
prohibit  additional  duties  by  the 
attendant  because  other  language  in  the 

{>roposal  prohibited  the  attendant  from 
eaving  the  permit  space.  NPC  stated: 

Paragraph  (f)  seems  clear  enotigh  to 
prohibit  the  attendant  from  leaving  the 
permit  space,  particularly  in  light  of  the 
requirement  for  keeping  accurate  cotmt  of  all 
entrants,  determination  of  the  suitability  of 
the  space  for  continued  occupancy  and 
maintenance  of  effective  and  continuous 
communication.  Activities  directly  related  to 
the  entry,  such  as  passing  tools,  should  be 
allowed  but  the  attendants'  attention  should 
not  be  distracted  by  assignment  of  unrelated 
tasks. 

Some  commenters  (Ex.  14-28, 14-78) 
suggested  that  OSHA,  by  allowing  the 
attendant  to  perform  other  activities 
related  to  attending  the  space  involving 
contact  with  the  entrants,  could  even 
increase  entrant  safety.  For  example. 
Pennwalt  Corporation  (Ex.  14-78) 
stated: 

As  noted  by  OSHA.  the  provisions 
covering  attendants  and  entrants  are 
designed  to  complement  each  other.  It  is 
important  that  the  entrant  maintain  contact 
with  the  attendant  In  order  to  determine  any 
behavioral  changes  or  changes  in  work 
environment.  A  most  effiective  and  practical 
method  of  maintaining  this  contact  is  for  the 
attendant  to  pass  and  receive  tools  and 
materials  and  to  discuss  the  progress  of  the 
job  with  the  entrant  or  entrants.  This 
provides  routine  contact  and  alerts  the 
attendant  to  any  change  in  either  behavior  or 
conditions  that  would  require  termination  of 
the  entry.  This  allows  the  attendant,  when 
necessary,  to  order  evacuation  and  summon 
rescue  teams  promptly. 

Robert  J.  Cordes  fc  Associates  (Ex.  14- 
28)  also  took  this  position,  arguing  as 
follows: 

There  is  good  derived  from  the  attendant 
keeping  active;  he  does  not  become  as  bored 
with  his  job,  he  is  aware  of  the  status  of  the 
job,  and  he  knows  the  locations  of  employees 
inside  the  confined  space.  The  attendant 
should  also  be  certain  the  atmosphere  and 
working  conditions  have  not  changed;  he  can 
be  the  person  who  conducts  tests. 

OSHA  concludes  that  it  is  essential 
for  the  attendant  to  maintain  his  or  her 
efforts  to  monitor  and  protect 
authorized  entrants.  The  Agency 
believes  that  authorized  entrants  will  be 
endangered  if  the  attendant  is  distracted 
from  these  duties.  If  an  attendant 
performs  tasks  that  devote  his  or  her 
attention  to  jobs  that  are  unrelated  to  the 
safety  of  employees  within  the  permit 
space,  an  emergency  condition  inside  or 
outside  the  space  could  go  undetected 
vmtil  injury  or  death  results.  Those  who 
commented  on  Issue  6  of  the  NPRM 
obviously  agree  with  this  conclusion. 
However,  OSHA  also  recognizes  that 
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some  tasks,  particularly  those  that 
enhance  the  attendant's  knowledge  of 
conditions  in  the  pennit  space,  can  be 
performed  safely  by  the  attendant. 
Accordingly,  in  order  to  protect 
authorized  entrants  firom  unnecessary 
hazards.  OSHA  has  decided  to  allow 
attendants  to  perform  only  such  duties 
as  will  not  hinder  their  primary 
function  of  monitoring  and  protecting 
authorized  entrants.  Tnerefore, 
paragraph  (i](10)  of  the  final  rule 
prohibits  attendants  from  performing 
duties  that  will  interfere  with  this 
function.  Passing  tools  to  authorized 
entrants  and  monitoring  the  atmosphere 
of  the  permit  space  are  among  the  types 
of  duties  that  would  be  permitted, 
provided  the  attendant  does  not  break 
the  plane  of  an  opening  into  the  space. 
Hie  repair  of  equipment,  on  the  other 
hand,  would  distract  an  attendant,  so 
that  he  or  she  could  not  adequately 
monitor  or  protect  authorized  entrants, 
and  would  be  prohibited. 

Paragraph  (j).  Duties  of  entry 
supervisors. 

Many  of  the  accidents  in  the 
rulemaking  record  resulted  from  the 
employer's  lack  of  enforcement  of 
confined  space  entry  rules.  Under  the 
OSH  Act,  employers  bear  the  primary 
responsibility  for  their  employees' 
safety.  Employers  must  take 
responsibility  to  ensure  that  acceptable 
entry  conditions  exist  before  entry 
begins  and  during  entry  operations  and 
to  enforce  work  practices  necessary  for 
employee  safety.  Too  many  times,  a 
pennit  space  entrant  has  been  made 
responsible  for  his  or  her  own  safety, 
even  when  that  employee  was 
dependent  on  others  to  ensure  the 
presence  of  acceptable  entiy  conditions. 

In  order  to  place  the  buroen  of 
employee  safety  on  employers,  the  final 
rule  requires  each  permit  space  entry  to 
have  an  entry  supervisor,  who  has 
overall  accountability  for  safs  entry 
operations.  Hie  final  rule  requires  the 
entry  supervisor  to  verify  the  existence 
of  acceptable  entry  conditions  and  the 
presence  of  rescue  and  emergency 
services,  to  authorize  the  entry  (which 
is  evidenced  by  his  or  her  signature  on 
the  permit),  to  remove  unauthorized 
persons  from  the  space,  and  to  terminate 
the  entry  operation  when  necessaiv. 
OSHA  beUeves  that  these  rules  will 
compel  employers  to  assiune 
responsibility  for  safety  during  permit 
space  entry  operations. 

Paragraph  (j)  of  the  final  rule,  the 
equivalent  of  the  "duties"  porti<m  of 
paragraph  (g)  of  the  proposed  rule, 
enumerates  the  duties  of  the  entry 
supervisor.  In  proposed  paragraph  (g), 
the  individual  leqxmsible  for  die  entry 


was  called  the  "individual  authorizing 
or  in  charge  of  entry".  As  noted  in  the 
summary  and  explanaticm  of  the 
definition  of  "entiy  supervisor"  earlier 
in  this  section  of  the  preamble,  OSHA 
is  using  this  term  in  me  final  rule  in 
place  of  the  proposed  term. 

Paragrai^  (})(!)  of  the  final  rule 
requires  the  entry  supervisor  to  know 
the  hazards  which  may  be  faced  during 

This  provision  was  not  contained  in 
the  proposed  standard.  Some 
commenters  (Ex.  14-174, 14-173) 
specifically  recommended  that  entry 
supervisors  receive  the  same  training 
regarding  hazard  recognition  as 
authorized  entrants. 

OSHA  has  accepted  these 
recommendations.  As  noted  in  the 
summary  and  explanation  of  final 
paragraph  (g)(1)  earlier  in  this  section  of 
the  preamble,  the  rulemaking 
participants  agreed  that  personnel 
Involved  in  pcnrmit  space  entry 
operations  snould  have  whatever 
training  is  needed  to  be  able  to  perform 
duties  under  the  final  rule.  In 
paragraphs  (h)(1)  and  (i)(l)  of  the  final 
rule,  authorized  entrants  and  attendants 
respectively  are  required  to  know  what 
hazards  may  be  faced  during  a  pennit 
space  entry  operation.  Since  the  entry 
supervisor  is  responsible  for  all  aspects 
of  the  entry  operation  it  is  only 
reasonable  that  he  or  she  be  expected  to 
know  at  least  as  mudi,  if  not  more,  than 
authorized  entrants  and  attendants. 
Therefore,  OSHA  has  adopted  a  specific 
requirement  for  the  entry  supervisor  to 
know  the  hazards  which  may  be  faced 
during  entiy. 

Paragraph  (j)(2)  of  the  final  rule 
requires  the  entry  supervisor  to  verify, 
by  cheddng  that  the  apjmipriate  entries 
have  bemi  made  on  the  pexmit.  that  all 
tests  specified  on  the  permit  have  been 
conducted  and  that  all  procedures  and 
equipment  specified  on  the  permit  are 
in  place,  before  endorsing  the  permit 
and  allowing  entry  to  be^. 

This  provision  corresponds  to 
proposed  pan^raphs  (g)(l)(i)  and 
(g)(l)(ii),  on  which  no  sul»tantive 
comments  were  received.  These  two 
paragraphs  from  the  proposal  have  been 
combined  in  the  final  nue  to  clarify  that 
the  entry  supervisor  is  required  to  dieck 
that  the  permit  has  been  completed  and 
that  the  entry  conditions  meet  those 
specified  on  the  permit  The  language 
from  the  proposal  has  been  modified 
somewhat  to  specify  precisely  what  the 
entry  supervisor  is  require  to  diedc.  For 
example,  proposed  paragraph  (g)(l)(i) 
containea  the  term  "requisite 
informatiaii",  and  paragrai^  (gKl)(ii) 
contained  the  term  "neosMary 
procedures,  practices  and  equipment". 


So  that  it  is  clear  what  information  is 
required  to  be  examined,  the  Agency 
has  substituted  the  terms  "tests 
specified  by  the  permit"  and 
"procedures  and  equipment  specified 
by  the  permit".  These  clarifications  to 
luiguage  of  the  proposed  provisions 
provide  consistency  betwem  paragraphs 
(f)  and  (j)(2)  of  the  final  rule. 

Paragraph  (|)(3)  of  the  final  rule 
requires  the  entry  supervisor  to 
tenninate  the  entry  and  cancel  the 
permit  as  required  by  paragraph  (e)(5)  of 
the  final  rule.  This  provision  combines 
the  requirements  proposed  in 
paragraphs  (g)(l)(iv)  and  (g)(l)(v),  on 
whidi  no  significant  comments  were 
received.  The  substantive  portion  of  the 
proposed  provisions  (that,  is  when  these 
actions  are  required)  has  been  placed  in 
paragraph  (e)(5)  of  the  final  rule. 
discussed  earlier. 

Paragraph  (j)(4)  of  the  final  rule 
requires  the  entry  supervisor  to  verify 
that  rescue  services  are  available  and 
that  the  means  for  summoning  them  are 
operable.  The  proposed  rule  did  net 
contain  a  correqionding  provisim 
explicitly  impodng  this  auty  on  the 
entry  supervisor.  Imposed  paragraph 
(h),  however,  would  have  required  the 
employer  to  have  an  in-plant  rescue 
team  or  an  arrangement  undv  which  an 
outside  rescue  team  would  respond  in 
an  emergmacy.  Additionally,  OSHA 
proposed  (in  paragraph  (c)(8))  that 
employers  inq>lement  and  provide  the 
procedures  and  equipment  necessary  to 
rescue  entrants  from  permit  spaces  and 
(in  paragraph  (g)(l)(ii))  that  the  entry 
supervisor  determhie  that  the  necessary 
irocedures,  {Hvctices,  and  equipment 
or  safe  entry  are  in  efiect.  OSHA 
lelieves  that  the  inclusion  of  paragraph 
j}(4)  in  the  final  rule  wiU  emphasize  the 
need  for  the  entry  supervisor  to  assure 
that  rescue  and  emergency  services  are 
indeed  readily  available  before  entry. 
Since  the  employer  delegates 
responsibility  for  safe  pennit  entry  to 
the  entry  supervisor,  it  is  reasonable  and 
consistent  with  the  rescue  provisions  in 
the  pennit  program  to  spedfy  that  the 
entry  supervisor  verify  the  availability 
of  rescue  services  and  the  operability  of 
the  means  for  summonins  them. 

Paragraph  (0(5)  of  the  mial  rule 
requires  the  mtry  supervisor  to  remove 
unauthorized  individuals  who  enter  or 
who  attempt  to  enter  the  permit  space 
during  entry  operations. 

This  provision  is  based  on  proposed 
paragraph  (gK2).  which  would  have 
requfred  the  entry  supervise  to  remove 
"unauthorized  personnel  who  are  in  or 
near  entry  permit  spaces."  This 

Erovision  of  the  proposal  was  criticized 
y  some  commenters  (Ex.  14-86, 14- 
150, 14-161. 14-170, 14-188)  as  being 
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too  T^BB  or  too  iwliicti**.  Tli^  ngusd 
that  tlw  proponl  wonkl  pradud*  th* 
prasenc*  •'■oar"  pwadt  ipacM  of 
employees  wko  havo  legttiinate  duties 
th»B.  SoBM  of  thw  miiiHiUnf  s 
leoonmfladsd  that  OSHA  require  the 
leiBoval  of  uaaufthoriaed  persons  %vfao 
eolar  or  attaaapt  to  enter  the  speoe. 

The  AgoBcy  recopuaes  that  soiM 
persooB  oear  ■  pensit  space  may  have 
fegitimala  feaaoaa  far  being  there.  These 
persons  will  have  been  warned  by  the 
iniwdMit  (midar  paragraph  (iXSXi))  to 
stay  oat  of  the  permit  speoa.  They  will 
know  of  the  dangar  ktvolred  and.  under 
the  obewotion  of  the  attendant,  can 
safaly  remain  near  the  space.  Therefore. 
091A  has  inoorporated  the 
leoommsndatian  of  these  commenters 
in  Mi^'"i*  flMS)  of  the  final  rule. 

Pmfftfh  (ijii[«)  of  the  final  requires 
the  entry  supervisor  to  determine, 
whenovar  reepcnsibility  for  apermit 
space  entry  opetalinn  is  transferred  and 
at  iaAarvals  dirtalad  by  the  hazards  and 
miwaliiaii  peribrmad  within  the  space, 
that  antiy  operatians  remain  consislent 
with  Isnns  of  the  entry  permit  and  that 
acceptable  entry  conditions  ore 


Una  proviskm  is  beaed  on  paragraph 
(g)(lKiiU  of  the  proposal,  whidi  would 
have  required  reevsohiation  of  the 
conditions  within  the  space  at 
"appropriate  intervals".  As  noted  under 
the  snouDary  and  explanation  of  final 
poiagraph  (e)(4)  earlier  in  this  section  of 
the  preemhln  sevesol  commenters  (Ex. 
14-a«.  14^7. 14-63, 14-80. 14-109. 
14-116. 14-151. 14-161)  pointed  out 
that  conditions  within  the  speoe  could 
change  over  time  and  that  the  hazards 
within  the  space  would  have  to  be 
reevaluated.  One  of  them  (Ex.  14-109) 
specifically  recommended  limiting  the 
^irmUnn  of  the  permit  to  the  length  of 
awvoik  shift. 

Although  OSHA  has  not  accepted  this 
latter  recommerwiatinn,  the  Agency 
agrees  that  the  conditions  within  the 
space  need  to  be  reevaluated  at  regular 
intervals.  For  entries  lasting  more  than 
one  woik  shift  the  original  entry 
supervisor  Mrill  normally  have  to  be 
relieved  at  the  end  of  his  or  her  tiuh. 
The  responsibilities  of  the  entry 
supervisor  will  then  be  pessed  on  to 
someone  else.  OSHA  believes  that  it  is 
ioapoitont  for  the  new  entry  supervisor 
to  review  the  permit  and  to  determine 
that  acceptable  entry  oonditions  have 
been  maintained.  The  Agency  also 
believes  that  guidance,  beyond  that  of 
translar  of  responsibility,  must  be  given 
ae  to  what  "appropriate  intervals"  mi^t 
be.  In  order  to  accoasplish  these  goeis. 
paragraph  (tX6)  final  ruk  specifies  that 
reevahiation  of  cooditiant  within  the 
space  nmflt  occar  whenewer 


■spoBsAiittty  far  a  pennlt  spade  entry 
opantian  is  tnmsierred  and  at  intervals 
dictated  Inr  the  haxards  and  opeiatians 
pasiDsmed  within  the  space. 

Paragraph  (k).  Rescue  servicxs. 

Most  of  the  saquireoMaiU  of  the 
permtt-reqnired  confined  space 
stHidard  are  in  piece  to  ensure  that 
employees  can  safely  enter  and  work 

inside  permit  spaces.  The  hazards 
within  the  space  must  be  eliminated  or 
controlled  before  entry  is  allowed. 
Testing  and  monitoring  must  be 
performed  in  order  to  ensure  that  entry 
conditions  ate  acceptable  before  entry 
and  that  they  remain  so  daring  the 
entire  entry  operation.  Authorized 
entrants,  attendants,  entry  supervisors, 
and  oAets  with  duties  performed  under 
§1910.146  must  be  trained  to  perform 
those  duties  safely  and  to  recognize 
permit  space  hazards  if  they  arise. 
Attendants  must  be  stationed  outside 
the  space  to  keep  unauthorized  persons 
out  of  the  space  and  to  monitor  the 
status  of  entrants  to  ensure  (among  other 
things)  that  hazards  do  not  arise  and 
that  employees  are  evacuated  quickly  if 
they  do. 

Unfortunately,  in  spite  of  all  these 
precautions.  ha«""^»  may  arise  so 
quickly  or  unexpectedly  that  authorized 
entrants  are  uiuiole  to  escape  from  the 
permit  space  without  assistance. 
Paragrapn  (k)  of  the  final  rule  addresses 
the  rescue  and  emergency  services 
needed  in  such  on  event 

Paragraph  (k)  of  the  final  rule,  which 
is  based  on  proposed  paragraph  (h).  sets 
requirements  for  the  rescue  and 
emergency  services  provided  to  comply 
with  pexagcaph  (dK9)  of  the  final  rule. 
Coniplianoe  with  thfise  provisions  will 
enable  an  employer  to  extricate 
awthorixad  entrants  from  permit  spaces 
wfaars  tmomtrolled  hazards  have  arisen 
and  will  maximiza  the  likelihood  that 
any  extricated  personnel  are  not  killed 
or  permanently  injiired  by  exposure  to 
permit  space  hazards.  The  Agency 
recognizes  that  an  employer  whose 
permit  space  program  complies  with 
this  aectian  may  never  need  to  have 
anthorized  entrants  rescued.  However, 
there  are  permit  space  hazards  that 
couM  arise  in  permit  spaces  during 
entry  operations  against  which  the  other 
elements  of  the  permit  space  program 
do  not  provide  sufficient  protection. 
This  cooM  occur  in  several  ways — 
beoansp  of  extraordinary  drcumstanoes 
that  appear  suddenly  without  warning 
or  because  of  some  deficiency  in  the 
permit  space  pro^em.  Acooitlingly.  the 
Agency  has  determined  that  employers 
must  include  in  their  parmit  program 
the  nawni  to  raacua  authorized  entrants. 


In  an  amatgency.  rescue  persMUiel 
would  either  enter  a  permit  space  to 
remove  authorised  ootrants  or  would 
remain  outeide  the  permit  space  and 
pull  out  authorised  entrants  vrith 
retrieval  Unas  attached  to  chest  or  full 
body  hameeaas  worn  by  the  entrants. 
OSHA  requires  simply  that,  whatever 
means  are  cboeen.  the  employer  arrange 
for  die  necessary  rescue  and  emergency 
services.  As  noted  earUer,  the  Agency 
anticipates  thrt  employers  will  choose 
betwoen  entry  and  non-entry  rescue  as 
part  of  compliaiwe  with  paragraph  (dK9) 

of  the  final  rule. 
Hie  introdudory  text  of  paragraph  (k) 

requires  employers  to  arrange  for  rescue 
and  emergency  services.  Some 
employers  may  prefer  to  establish  an  on- 
site  rescue  aarvioe.  The  on-site  service 
normally  provides  Hbm  fastest  response 
in  an  emergency.  Oth«r  employers  may 
prefer  to  rely  on  off-site  rescue  services, 
perhaps  because  they  believe  that  they 
do  not  have  the  resources  to  train 
employees  to  perform  rescue  or  because 
the  ready  availability  of  an  adequate  off- 
site  rescue  service  makes  an  on-  site 
capability  unnecessery.  The  final  rufe 
allows  employers  to  make  arrangements 
for  either  on-site  or  off-site  services. 

Paragraph  (h)  of  the  proposal  was 
entitled  "Rescue  te*m".  As  noted  by 
several  rulemaking  participants 
(Washington  Tr.  68;  Chicago  Tr.  496. 
564-566;  Houston  Tr.  952-953),  rescue 
of  entrants  from  permit  spaces  also 
involves  provisions  of  eniergency 
medical  services  after  (and  sometimes 
before)  an  entrant  is  removed  from  a 
permit  space.  Additionally,  proposed 
paragrapn  (h)(lKiv)  addressed  the 
emergency,  as  opposed  to  rescue, 
training  that  the  in-plant  rescue  teem 
was  to  have.  To  eliminate  any 
ambiguity,  paragraph  (k)  of  the  final  rule 
explicitly  covers  emergency  services 
provided  after  a  rescue  and  is  titled 
"Rescue  and  emergency  services". 

Proposed  paragraph  (h)  set 
requirements  for  rescue  services,  which 
were  called  "rescue  teems"  in  the 
proposal.  The  introductory  language  of 
the  proposed  paragraph  would  have 
required  employers  to  have  either  an 
"in-plant ""  rescue  team  or  an 
arrangement  under  which  an  "outside" 
rescue  team  would  respond  to  a  request 
for  rescue  services.  Some  commenters 
(Ex.  14-118, 14-123. 14-161, 14-168, 
14-170)  stated  that  the  proposed  term 
"in-plant  rescue  team"  was  too 
restrictive  and  poanbly  misleading.  For 
example.  Atlantic  Richfield  Company 
(ARCO.  Ex.  14-123)  stated: 

"In  plant  rescue"  is  too  restrictive  a  term. 
In  some  cases  the  rescue  team  is  not  "in 
plant"  but  "on  sMe",  and  in  other  cases,  sudi 
as  at  remote  operalioas  it  is  difRcuh  to  define 
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the  confined  space  sntty  as  being  in  a 
"plant". 

Also,  the  Service  Employees 
Industrial  Union  (Ex.  14-148)  stated 
that  the  term  "rescue  crew"  should  be 
used  because  "Many  confined  space 
workers  do  not  work  in  a  plant  setting." 
Additionally,  the  American  Petroleum 
Institute  (Ex.  14-168)  stated: 

API  requests  this  tenn  be  changed  to  "site 
fescue  capability",  since  some  member 
companies  have  expert  employee  rescue 
personnel  available  on  call  (not  necessarily 
in-plant)  that  can  provide  rescue  as  rapidly 
as  an  independent  outside  rescue  team. 

In  addition,  the  definition  should  be 
expanded  to  recognize  that  the  rescue 
capability  may  comprise  other  workers 
(outside  the  permit  space)  who  have  been 
trained  to  perform  rescues  in  the  particular 
type  of  permit  space.  At  issue  is  die  best  way 
to  provide  rescue  capability  at  the  small, 
remote  installations  where  outside  rescue 
teams  do  not  exist. 

OSHA  agrees  with  these  comments. 
Also,  the  term  "rescue  team"  is  a 
misnomer,  because  there  could  be  cases, 
such  as  when  non-entry  rescue  systems 
are  used,  in  which  one  person  will  be 
responsible  for  the  rescue  of  authorized 
entrants.  As  discussed  under  the 
summary  and  explanation  of  paragraph 
(k)(l)  of  the  final  rule.  OSHA  is  treating 
all  rescue  services  alike,  whether  they 
are  provided  by  the  employer  whose 
permit  space  is  being  entered  or  by 
another  employer  and  whether  they  are 
stationed  on-  site  or  off-site.  Therefore, 
the  Agency  has  adopted  the  term 
"rescue  service"  to  refer  to  all  rescue 
personnel  provided  to  remove  injured 
entrants  from  permit  spaces. 

The  introductory  language  of 
proposed  paragraph  (h)  treated  "in- 
plant"  and  "outside"  rescue  teams  as 
equally  acceptable  options  for 
employers.  In  the  prehearing  comment 
period,  OSHA  received  several 
comments  (Ex.  14-41, 14-45, 14-54, 
14-63, 14-94)  contending  that 
employers  should  take  into  accoimt  the 
response  time  for  rescuers  when 
choosing  between  the  use  of  in-plant 
and  outside  rescue  services.  In 
particular,  these  comm  enters  were 
concerned  that  authorized  entrants  who 
were  not  rescued  from  a  hazardous 
atmosphere  within  4  to  6  minutes 
would  be  incapacitated  or  killed.  For 
example,  one  of  the  commenters  (Ex. 
14-41)  stated: 

The  outside  rescue  team  is  a  fine  choice  for 
small  employers  but  fails  to  consider 
response  times  involved  (the  time  linterval] 
between  calling  the  rescue  squad  for  help 
and  the  time  they  arrive  on  the  scene.)  A 
person  can  only  go  four  to  six  minutes 
without  oxygen  hsfore  brain  damage  begins. 


After  six  minutes  the  [likelihood]  of  the 
victim  recovering  from  the  lack  of  oxygen  is 
minimal.  Thenfare  an  outside  resoM  team 
needs  to  be  able  to  arrive  within  four  minutes 
in  order  to  do  the  victim  any  good. 

Another  commenter  (Ex  14-54) 
expressed  the  following  concerns  about 
the  response  times  of  outside  rescue 
services: 

The  fourth  point  is  on  Page  24094  as  to 
employers  who  choose  to  use  outside  rescue 
services. 

There  is  no  mention  of  Responte  Times.  If 
they  cannot  get  there  in  4  to  6  minutes,  they 
will  not  be  doing  rescue!  They  will  be  doing 
body  recovery! 

Your  Proposed  Standard  should  read: 
"Employers  who  choose  to  use  outside 
rescue  services  should  evaluate  realistic 
response  times,  and  training  and  equipment 
that  the  outside  rescue  service  has  available." 
Then  have  the  outside  rescue  service  train 
and  practice  at  various  locations  throughout 
your  facility.  Only  then  can  you  make  a 
sensible  decision  to  use  an  outside  rescue 
team  or  form  your  own  in-house  team. 
(Emphasis  was  supplied  in  original.) 

Still  another  commenter  (Ex.  14-94) 
noted  the  ANSI  recommendation  on 
response  times,  as  follows: 

ANSI  Z117  advises  that  treatment/rescue  of 
a  person  siiffering  cardio/pulmonary  arrest  in 
a  confined  space  should  Iwgln  within  four 
minutes  for  the  victim  to  have  the  best 
chance  of  full  recovery. 

Some  commenters  recommended  that 
OSHA  not  permit  the  use  of  outside 
rescue  teams.  For  example,  the 
Tennessee  Valley  Authority  (Ex.  14-36) 
stated: 

We  recommend  that  employees  should  not 
have  the  option  of  having  either  an  in-plant 
rescue  team  or  an  outside  rescue  team 
because  accidents  associated  with  confined 
spaces  require  an  immediate  response  and 
rescue  efiorts  [to]  begin  quickly. 

The  International  Brotherhood  of 
Teamsters  (Ex.  14-109)  argued  that 
outside  rescue  services  could  not 
respond  quickly  enough,  as  follows: 

Keeping  in  mind  the  risk  of  asphyxiation, 
we  ob)ect  to  Section  (h)(2)  which  allows  the 
employer  to  use  outside  rescue  services.  In 
confined  space  emergencies,  outside  rescue 
teams  will  very  rarely  be  able  to  respond 
quickly  enough.  As  NIOSH  points  out  on  p. 
40  of  the  Citation  Document  on  Wtxking  in 
Confined  Spaces,  "Since  irreversible  hnia 
damage  can  occur  in  approximately  4 
minutes  in  an  oxygen  deficient  atmosphere, 
it  is  essential  that  resuscitation  attempts 
occur  within  that  time."  In  two  fatality  cases 
involving  entry  into  tanker  trucks  where  we 
have  information  on  response  time  by 
outside  emergency  responders,  the  time  it 
took  to  retrieve  the  victims  from  the  cargo 
taniu  was  more  than  20  minutes,  and 
approximately  30  minutes.  (See  NIOSH 
FACE-87-27-11,  and  the  case  file  on  OSHA 
Inspectioa  101314110.)  (Emphasis  was 
suppUed  in  original] 


The  Quaker  Oats  Company  (Ex.  14- 
173)  presented  several  reasons  why 
OSHA  should  not  allow  outside  rescue 
services  to  be  used,  as  foUows: 

The  employer  has  an  option  of  either  using 
outside  rescue  services  or  forming  an  in-plant 
rescue  team.  This  option  poses  at  least  tluee 
problems: 

1.  Response  time  of  an  outside  team  may 
be  quite  lengthy  and  unpredictable. 

2.  Capabilities  of  an  outside  rescue  team 
cannot  be  assured  without  extensive 
evaluation  on  a  local  basis. 

3.  Outside  rescue  teams  will  likely  lack  the 
additional  preparation  time  needed  to 
identify  and  develop  entry  procedures  far  the 
multitude  of  confined  spaces  to  which  they 
will  be  exposed? 

Our  recommendation  would  be  to  place 
primary  responsibility  for  rescue  on  the 
employer.  An  in-house  rescue  team  has  a 
lower  response  time,  can  be  bettsr  equipped, 
and  has  specific  knowledge  about  the 
confined  space  they  will  be  entering. 

On  the  other  hand,  some  of  the 
comments  argued  that,  if  the  -outside 
rescuer's  response  time  was  reasonable, 
employers  should  be  allowed  to  use 
outside  rescue  services  in  lieu  of  an  in* 
house  team.  For  example,  AMOCO 
Corporation  (Ex.  14-124)  stated: 

The  term  "in  plant"  implies  that  OSHA 
intends  for  the  rescue  team  to  be  physically 
present  in  the  plant  during  the  entire  time  an 
entrant  is  inside  of  a  permit  required 
confined  space.  An  "in  plant"  rescue  team  is 
ru>t  required  in  the  proposed  rule  and 
employers  may  [choose]  to  use  an  outside 
rescue  team  instead.  Qearly,  response  time  is 
a  critical  factor  in  determining  whether  an  off 
site  rescue  team  is  sufficient  to  protect  the 
entrants.  Certainly,  the  response  time  for  an 
employee  response  team  which  is  on  call 
could  l>e  comparable  to  an  outside  teem. 
Therefore,  we  beUeve  that  OSHA  should 
allow  the  employer  to  decide  for  which 
conditions  or  spaces,  the  rescue  team  could 
be  on  call. 

The  American  Feed  Industry 
Association  (Ex.  14-160)  also  supported 
the  flexibility  set  out  in  the  prop(^. 
stating: 

AFIA  supports  OSHA's  basic  approach  of 

permitting  the  use  of  either  an  in-plant 
rescue  team  or  an  outside  rescue  team.  This 
flexibility  allows  individual  employers  to 
adopt  the  approach  that  is  best  for  ^eir 
needs. 

In  response  to  these  comments,  the 
Agency  solicited  testimony  and 
comments  regarding  the  use  of  outside 
rescue  teams  in  Issue  12  of  the  hearing 
notice.  In  the  hearing  notice  (54  FR 
41463),  OSHA  noted  that  atmospheric 
hazards  which  deprive  authorized 
entrants  of  a  safe  air  supply  generally 
pose  life-  threatening  situations  after 
about  five  minutes,  though  some 
hazards  incapacitate  or  kill  even  faster. 

Some  hearing  participants  testified 
against  the  use  of  outside  rescue  teams. 
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For  example,  Mr.  &ic  Frumin, 
rei»eiaiting  the  Amalgamated  Qothing 
and  Textile  Woricen  Union  (Washington 
Tr.  580-581).  testified  at  the 
Washington  hearing  as  follows: 

I'd  liks  to  tost  maka  caa  ioUowup  oaaunent 
M  to  what  brother  Walker  stated  ragudlng 
the  question  of  rescue  teams,  outside  rescue 
teas.  He  meirtiaiMd  a  neceeeity  of 
establishing  some  sort  of  time  to  travel 
nquiiMBeBt  and  die  whole  BOtian  of  how  far 
a%ray  csb  a  leecae  team  legltimatety  be. 

I  went  tluough  ta  experience  recently  of 
trying  to  get  fiie  insarance  on  a  house  in  a 
relatively  raxal  ana.  And  if  you  ha«e  ever 
done  that.  yoa'U  diecover  tliat  if  you're  a 
oeitain  nusaber  of  miles  from  a  fire  house, 
you  can  forget  getting  fire  insurance.  And  die 
insurance  indiMtiy  understands  quite  well 
what  it  means  to  establish  strict  criteria, 
quantitative  criteria,  to  determine  distance 
when  Aose  distances  make  all  the  difCsrence 
in  preserving  property.  And  we  think  that 
OSHA  sbouM  recognize  the  importance  of 
reasonable  and  pralective  qnantitatiTe 
criteria  far  the  aoceptobility  of  outsids  rescue 
teams  mgsrding  time  to  traveL 

Otherwiae,  we  are  going  to  have  a  lot  of 
outside  rescue  teams  who  are  basically 
nodihig  more  than  an  ambulance  squad  that 
takels]  people  to  the  morgue. 

Additionally.  Ma.  Diane  Factor, 
representing  Uis  AFLOO  (Chicago  Tr. 
313-319).  testified: 

The  employer  should  be  required  to  have 
an  in-plant  rescue  team  whenever  possible. 
The  team  needs  to  be  availabie  within  three 
minutee  of  an  emergency  to  iMgin  rescue.  An 
outside  rescoe  team  can  never  be  as  effective 
as  a  weil-tninad  in-plant  team.  Drills  should 
be  mandated  as  part  of  the  standard  to  ensure 
that  rescue  skills  are  up-to-date.  An  outside 
team  should  only  be  used  it  is  absolutely 
impossiUe  to  prepare  an  in-plant  team.  This 
option  should  be  available  to  employers 
upon  request  using  the  variance  procedure. 

Mr.  Corley,  representing  the  Netional 
Assodatioo  of  Mamifactutera  (Chicago 
Tr.  124),  testified  as  follows  when  asked 
what  the  a{^[>ropriate  response  time 
woxild  be  for  an  outside  rescue  service: 

I  don't  mean  to  be  cute  when  I  say  tliis,  but 
the  only  answer  I  can  come  up  with  is  as 
quickly  as  possible.  1  don't  know  what  the 
appropriate  time  is  far  people  who  don't 
have  trained  fint-aidars,  but  who  have  a 
nearby  medical  facility.  I  don't  know  (what) 
that  time  is.  In  general,  if  the  rescue 
capability  takes  more  than  five  minutes  it's 
generally  too  late. 

On  the  other  hand,  some  hearing 
participants  recogniaed  the  problems 
faced  by  small  employers  in  training 
and  maintaining  qq.  site  rescuo  teenu 
(Ex.  60. 106;  Wsshii^on  Tr.  286. 480- 
481:Chici^Tk.  316-316.  536).  They 
argued  that  it  was  not  ahvays  practical 
for  such  employeis  to  train  smpkyees  at 
the  worksite  ia  leacoe  tediniqiws.  For 
exsai^le.  Dow  Ckanksl  Company  CEx- 


69)  «^*«f^i«— H  dw  problems  invohrad.  as 
foUoavK 

We  require  the  best  aSDTt  possible  to 
prevent  or  fnintmiM  any  hazard  prior  to  the 
entry  of  personnel.  Our  ocperience  indicates 
that  this  provides  the  best  reaohs  no  rescues 
naoaaaary.  However,  we  recognize  that  the 
potential  need  far  raacue  existisl  so  we 
expect  our  locations  to  develop  an  on  site 
rescue  plan  which  will  include  where 
appropriate  an  off  site  rescue  (fire 
department ...  emergency  response  team,  etc.) 
team.  The  three  previous  witnesses  have  a 
sits  raecue  teem  at  dieir  respectiivel  locations 
that  have  apedal  training.  However,  we  have 
several  locattans  that  dont  have  the 
freqtiency  of  confined  apace  entry  or  die 
resoufcea  to  have  dedicated  reecue  teams  that 
would  meet  the  criteria  mentioned  on  issue 
eleven  {raacue  teem  qualifioations  and 
traini^  so  they  (oooirdiMrte]  efforts  with  die 
loai  emergency  effort,  e.g.  15  person 
operatioB  in  Cohmibus,  (%io.  And  as 
previous  testimony  indicated  even  an  (on- 
Isite  team  can  not  always  respond  within 
four  minutes  of  the  first  perceived  problem 
with  an  entrant. 

The  American  Society  of  Safety 
Ei^eers  (ASSE.  Chicago  Tr.  617) 
argued  that  the  important  factor  was 
whether  or  not  an  emploj^ee  could  be 
raacued  quickly  enough-  On  behalf  of 
ASSE.  Mr.  fKk  Dobeon  testified  as 
fblknrs: 

Regarding  Issue  Na  12,  the  criteria  to  be 
used  should  be  the  safe  removal  of  an  entrant 
ia  time  to  save  a  lifc.  tf  a  life  can  be  saved 
by  outside  rescue  laama  than  they  ahoukl  be 
allowed.  In  an  Immedlateiy  dangerous  to  life 
and  health  atmosphere  or  asphyxiation,  time 
should  be  the  parameter  for  decision  making. 
The  explanatory  paragraph  in  the  ANSI 
Standard  in  Section  14.1.2  addresses 
emergeacy  treatment  beginning  within  four 
minutea  far  persons  with  cardiopulmonary 
arrest* 

Several  witoesses  (Chicago  Tr.  537; 
Houston  869,  956, 1009)  related  the 
response  times  of  their  on-site  rescue 
teams.  Only  half  of  these  teams  could 
always  respond  in  under  4  minutes,  and 
the  times  included  only  that  necessary 
to  strive  at  the  permit  space.  Additional 
time  would  be  necessary  to  enter  the 
space  end  remove  the  entrant.  Other 
witnesses  (Ex.  14-208;  Washington  Tr. 
427. 480-«81. 576)  stated  that  no  rescue 
team  could  adequately  respond  within  4 
minutes. 

OSHA  beltevea  that  the  need  to 
respond  as  quickly  as  possible  to  an 
emergency  within  a  permit  spaces 
indioites  a  preference  for  on-site  rescue 
teems  whme^ei  it  is  practical  for  the 
employer  to  provide  a  rescue  capability. 
The  response  times  of  on-site  rescuers 
will  uMiaUy  be  much  shorter  than  those 
for  typical  off-  site  rescue  and 

'  servicas.  Unfortunately,  the 

II  at  on-site  taama  is  not  always 
ent  to  ensure  to  nscos  of  entrsEOts 


within  the  4-minute  time  period 
acknowledged  as  the  goal  for  successful 
rescue  of  entrants  overcome  by  oxygen 
deficiency. "  Additionally,  the  Agency 
realizes  that  some  employers  (small 
business  employers  in  oarticular)  will 
not  be  able  to  provide  me  type  of  in- 
house  rescue  expertise  required  by  the 
final  standard.  Furthermore,  because 
they  are  dedicated  to  responding  to  all 
types  of  medical  emergencies,  on-site 
rescue  services  are  typically  bettw 
eqmpped  to  treat  injured  employees. 

In  l^ht  of  the  fact  that  even  the  best 
rescue  methods  can  barely  respond  to 
an  emergency  or  retrieve  an 
incapadtated  employee  from  a  permit 
space  «vithin  4  minutes  and  that  many 
cannot  respond  that  quickly,  OSHA 
believes  ttmt  it  is  simply  not  reasonable 
for  the  Agency  to  require  employers  to 
develop  capability  to  provide  rescue 
within  4  minutes  of  an  emergency  alert, 
regardless  of  cost  or  practicality.  More 
importantly,  OSHA  is  concerned  that 
requiring  employers  to  provide  any  set 
response  time  would  encourage  the 
attempted  rescue  of  entrants  before  all 
precautions  necessary  to  ensure  the 
safety  of  rescue  personnel  were  taken. 
The  Agency  believes  that  emergency 
conditions  may  induce  rescuers 
(especially  thcwe  who  are  not  foil  time 
rescuers)  to  rush  into  the  permit  spctce, 
in  spite  of  the  training  required  under 
the  final  rule.  Considering  that  the 
incident  data  in  the  record  document 
that  most  of  those  killed  in  permit  spece 
entries  are  would-be  rescuers,  the 
Agency  believes  that  the  final  rule 
should  stress  non-entry  rescue  methods 
and  provisions  for  the  safety  of  rescue 
personnel  rather  than  the  time  for  such 
personnel  enter  a  permit  space  and  to 
remove  an  entrant. 

For  theae  reasons,  OSHA  has  taken 
several  actions. 

(1)  The  Agency  has  carried  forward 
the  proposal's  acceptance  of  both  on-site 
and  off-site  rescue  services.  The 
employer  whose  emplo3^ees  enter  permit 
spaces  must  arrange  for  rescue  and 
emergency  services  to  be  provided. 

(2)  The  final  rule  incorporates  a 
provision  (discussed  under  the 
summary  and  explanation  of  paragraph 
(kMD  later  in  this  section  of  the 
preamble)  for  employen  providing 
rescue  services  to  equip  and  train  the 
rescue  personnel  properly.  This 


"  OSHA  raalins  that  oxygen  d«6ciaQcy  is  not 
the  only  hazard  lecad  by  authorized  eolrants, 
tfaoogh.  as  Mlad  aarUw.  It  ia  dM  leediag  cause  of 
Juitlli  uf  iiMMJiiiiirasiSieiili  Tiiii tisMfrtnilll 


a  onickw  Mapaeaa  in  oidw  to  saw*  the 
entraBl.  oner  taaaasoi  aaad  not  be  laapocuM  to  at 
quickly.  OSHA  doaa  faalleva  that  a  4-aiiiwti  na* 
limit  CO  ramovl^  an  lacapedtaiad  antnnt  bom  a 
permit  QMca  abeald  be  ttw  god  of  evwy  rMCua 
plan. 
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pnnrision  applies  equally  to  empkiyeTS 
who  pravidiB  Fescue  services  for  their 
own  entrants  and  to  empkqrers  vrfio 
provide  rescue  services  (or  other 
employers'  authorized  entrants. 

(3)  OSHA  has  incorporated  a 
provision  (discussed  under  the 
siunmary  and  explanation  of  paragraph 
(kK3)  later  in  this  section  of  the 
preamble)  requiring  employers  to 
provide  retrieval  systems  or  methods 
whenever  an  authorized  entrant  enters  a 
permit  space,  unless  the  employer  can 
demonstrate  &at  die  retrierval 
equipment  would  increase  the  overall 
risks  of  entry  or  that  it  would  not 
confiibute  to  the  rescue  of  the  entrant. 

The  Agency  believes  that  these 
actions  will  help  to  ensure  the  safe  and 
effective  rescue  of  injured  employees 
and  will  also  provide  flexibility  for 
employers  to  choose  the  type  of  rescue 
service  that  best  meets  the  demands  of 
the  workplace.  OSHA  acknowledges 
that  the  rescue  provisions  of  the  final 
rule  will  not  ensure  that  all 
incapacitated  entrants  will  be 
successfully  rescued  from  pennit 
spaces.  However,  OSHA  believes  that 
prevention  of  emergencies  in  permit 
spaces  is  the  most  effective  approach  to 
this  {voblem.  The  basic  thrust  of  this 
final  rule  is  to  require  the  employer  to 
plan  for  entries  into  permit  spaces  and 
to  provide  for  acceptable  entry 
conditions,  in  order  to  minimizs  the 
chances  that  emergency  conditions  will 
arise  during  entry.  OSHA  further 
believes  that  when  rescue  is  necessary, 
the  rescue  provisions  of  the  final  rule 
ensure  the  safety  of  employees 
performing  rescue  duties.  This  is 
particularly  important  in  light  of  the 
acddeoit  data  in  Exhibit  13-16.  which 
indicate  that  more  would-be  rescuers 
have  been  killed  than  entrants.  (This 
point  was  noted  in  the  preamUe  to  the 
proposal,  54  FR  24082.) 

Paragraph  (k)(l)  of  the  final  rule.  ^ 
which  is  based  on  proposed  paragraph 
(h)(1).  sets  requirements  tot  rescue 
services.  These  provisions  apply  to  any 
employer  who  has  employees  enter 
pennit  spaces  to  perform  resciie  duties. 

Proposed  paragraph  (hHl)  would  have 
appUed  only  to  in-plant  rescue  teams. 
Sieveral  rulemaking  participants  (Ex.  14- 
54, 14-61, 14-63, 14-148. 14-213; 
Washington  Tr.  250-251;  Chicago  Tr. 
374;  Houston  Tr.  880)  recommended 
that  the  capabilities  of  outside  rescue 
services  be  addressed  as  well.  For 
example,  the  American  Industrial 
Hygiene  Association  (Ex.  14-61)  stated: 

Minimum  qualificatioos  for  outside  rmcue 
teams  should  also  be  specified.  These  teams 
should  comply  with  the  same  training 
requirements  ae  the  in-pkot  teems. 


Tlie  coramenten  who  otqected  to  the 
term  "in-plant  rescue  team"  (Ex.  14- 
118. 14-123. 14-161, 14-168, 14-170) 
recommended  using  dw  term  rescue 
capability  so  that  the  regulation  vrould 
treat  all  rescue  services  alike. 

Adtfitionally.  Kfr.  Didc  Moncdca  of 
the  luteiuaticnal  Union,  United 
Automobile  and  Agricultural  Implement 
Workers  of  America  -  UAW.  testified 
(Chicago  Tr.  374)  as  follows: 

If  an  outsida  rescue  team  is  utilized  by  tlie 
plant,  there  OMUt  be  mtvisiooa  in  the 
staacbrd  to  raqpiire  me  outside  rescue  service 
to  review  all  confined  space  at  least  on  an 
annual  basis.  Theoatslde  teem  must  also 
review  on  at  least  a  bi-OBanal  basis  all 
previously  issued  oonflned  space  permits  so 
tliey  understand  tiie  type  of  work  perfcomed 
and  the  baoaids  evxiuBlsted.  In  additioD,  a 
writtea  reocua  plan  must  be  developed  liy  the 
outside  rescue  service  and  made  part  of  the 
company's  confined  space  program.  Practice 
sessions  must  occur  at  least  annually. 

Mr.  Jerry  Walker  of  Chevrtm  was 
questiaoad  by  Mr.  Thomas  H.  Sejrmour 
of  the  OSHA  pAnel  in  the  Houston 
public  hearing.  The  discussion  (Houston 
Tr.  880)  went  as  follows: 

SEYMOUR:  Yon  mentioned  about  outside 
rescue  teuns  or  off^te  rescue  teams,  and  the 
tmplaytn  are  goiag  to  rely  on  them.  What 
kinds  of  criteria  do  yon  tliink  is  appropilala 
that  the  eoipioyer  ahould  utilia  if  he  is  going 
to  rely  aa  such  aa  outside  imit  to  detennine 
whether  they,  in  isct.  can  be  lelied  upon. 
What  kind  of  questions  or  evaluations  a 
prudent  employer  make  in  finally  determine 
this  part  of  his  program  to  rely  on  those 
outside  services? 

WALKER:  VtaB.  typically  that  should  be 
trained  to  tlie  level  of  what  we  have  as  a  low- 
level  emeigaocy  medical  tedmician  training 
which  we  caU  seecue  training.  And  we  would 
expect  tiiat  tlia  people  tliat  we  would 
contract  with  or  that  we  would  have  reqMJod 
would  (meet)  diat  Iow4evel  of  rescue  training 
that  we  have  put  togethr. 

SEYMCRJR:  Would  you  think  it  would  be 
appropriate  for  the  ho«t  employer  who  is 
going  to  rely  on  this  outilde  service  would 
make  available  possibly  training  assistance 
that  they  can  come  In  end  actually  see  what 
kinds  of  space  that  they  may  be  called  upon 
to  render  ■seliliiix  a  in  and  so  on,  as  part  of 
their  orientatian  or  possible  tniningT 

WALKER:  Yea.  And  we  have  done  that 

SEYMOUR:  Would  that  be  a  normal 
practice?  Should  that  be  a  normal  practice? 

WALKER:  I  am  not  prepared  to  say  that  I 
am  saying  that  we  would  do  that 

SEYMOUR:  I  am  speaking  in  the  Chevron 
orientation,  not  say  speaking  for  Shell  or 
anybody  else.  Fnm  Cbevion's  point  of  view 
is  tiiot  ooDsldaied  a  nonaal  practice,  and  they 
would  do  that  if  they  vrere  going  to  rely  oo 
outside  people  for  assistance? 

WALKER:  Rig^t  Yea. 

Mr.  John  Morm,  OSHA's  expert 
witness,  noted  Ae  need  for  training  of 
dl  raecuers  (WoihlBgton  Tr.  68),  as 
follows 


Rescue.  In  none  of  the  confined  tp&c* 
events  previoaaly  anatytad  was  lescue 
planned.  WlMre  Impromptu  rescue  eflosta 
occinred.  they  were  largely  iinsiirrnesiiil  and 
often  resulted  in  additional  Istalitiea.  Indeed, 
of  the  cases.  40  percent  of  tlie  victims  were 
would  be  rescuers.  NIOSH's  estimate  is 
somewhat  higher  than  tliat  Workers  within 
confined  spaces  who  are  exposed  to  uxygen 
deficient,  asphyxiating  and  similar 
atmospheres  can  often  be  saved,  if  reecae  is 
prompt  and  appropriate  emergency  medical 
care  is  providad  within  four  minutas.  This 
argues  for  continuous  mmmiiniratinn, 
appropriate  and  timely  removal  from  the 
space  and  prompt  proper  emergency  medical 
care,  including,  at  a  minimimi,  CPR  and  first 
aid  skills  api^ication.  Rescue  attempts 
resulting  in  the  death  of  rescuers  have  bean 
conducted  by  untrained  on-site  fisllow 
workers  and  by  rescue  or  polios  patsonnet 
from  tiie  local  community.  Where  local 
community  responders  attempt  rescues  in 
confined  spaces,  they  are  in  great  )eopardy. 
unless  they  have  had  confined  spaces  rescue 
training  and  are  aware  of  the  hazards 
presented  by  the  specific  apace  titey  ve 
entering.  When  such  rescuers  die,  the  tiaasdy 
of  a  confined  space  evant  is  axta&dad  to  the 
community  as  well,  whidi  is  tU  iUx^  oAea 
already  operating  with  scaioa  lasourcae  and 
marginal  fire  ood  reocue  oovaragB. 

As  noted  earlier.  OSHA  beUeves  fbt± 
it  is  important  to  protect  employees  who 
enter  pennit  spaces  to  perform  rescue 
duties  regardless  of  who  their  employer 
is.  The  proposal  did  address  the  safrty 
of  rescue  personnel  in  paragraph  (hMlh 
however,  thoee  requiremeBts  would 
have  applied  only  to  in-plant  rescue 
teams.  "Hie  proposal  did  not  ooqilidtly 
address  the  safety  of  rescuers  of  outside 
rescue  providers.  In  the  final  rule, 
OSHA  is  applying  provisions 
corresponding  to  proposed  paragraph 
(h)(1)  (final  Sl910.146(k)(l))  to  all 
employers  providing  rescue  services. 
The  Agency  has  determined  that  this 
action  is  necessary  to  provide  protection 
for  employees  of  outsuie  rescue  services 
as  well  as  those  of  in-plant  rescue 
teams. 

Paragraph  (kKl)(i)  requires  the 
employer  to  ensure  that  pwsonnel 
assigned  as  rescuers  are  equipped  with, 
and  trained  to  use.  all  personal 
protective  equipment  and  rescue 
equipment  necessary  to  enable  them  to 
enter  and  perform  rescue  operations  in 
the  employer's  pennit  required  confined 
spaces.  This  provision  is  oasically  the 
same  as  proposed  paragraph  (hKlKO,  on 
which  no  substantive  comments  were 
received.  OSHA  has  made  some 
editorial  changes  to  the  language 
contained  in  the  proposal.  For  example, 
as  noted  earlier,  the  final  rule  uses  the 
term  "rescue  service"  in  piece  of  the 
proposed  terra  "in-{rfant  rescue  teem". 

Paragrepk  (kXlKii)  reqturee  the 
members  of  the  rescue  eerrice  to  be 
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trained  to  perfonn  their  assigned  rescue 
duties.  They  are  also  required  to  receive 
the  training  required  of  authorized 
entrants  under  paragraph  (g)  of  the  final 
rule.  This  i^basically  the  same  as 
proposed  paragraph  (hMl)(ii).  on  which 
no  suhstantlve  ccmments  were  received. 
OSHA  made  editorial  changes  to  the 
language  contained  in  the  proposal  in 
order  to  correct  the  syntax. 

Paragraph  (lL)(l)(iii)  of  the  final  rule 
requires  rescuers  to  practice  making 
permit  space  rescues  at  least  once  every 
12  montns,  by  means  of  simulated 
rescue  operations  in  which  they  remove 
dtmunies,  manikins  or  actual  persons 
from  the  actual  permit  spaces  or  from 
representative  permit  spaces. 
Representative  permit  spaces  must,  vrith 
respect  to  opening  size.  conBgxiration, 
and  accessibility,  simulate  the  types  of 
permit  spaces  from  which  rescue  is  to 
be  performed. 

This  provision  is  based  on  proposed 
paragraph  (h)(l)(iii).  Some  commenters 
(Ex.  14-45. 14-63)  supported  the 
proposed  paragraph.  They  regarded 
rescue  practice  as  an  essential  part  of  a 
successful  entry  system.  They  pointed 
out  that  the  practice  readies  the  rescue 
team  for  emergencies  and  highlights 
deficiencies  in  rescue  procedures.  For 
example,  one  conunenter  (Ex.  14-63) 
stated: 

Simulated  rescue  practices  are  strongly 
endorsed.  The  employer  may  find  the 
Tespirators  provided  cannot  fit  through  the 
entry/exit.  Maryland  onployen  and 
firefighters  have  had  this  unfortimate 
experience,  resulting  in  fetalities.  Such 
simulations  shotild  be  practiced  every  six 
months. 

On  the  other  hand,  ARCO  (14-123) 
stated: 

IUhe  requirement  for  practice  rescues  that 
would  be  representative  of  a  rescue  is  again, 
not  %vritten  as  a  {>erfbrmance  standard. 
Rescue  teams  at  some  facilities  may  be  called 
upon  for  a  rescue  in  a  very  wide  range  of 
different  confined  space  rituations,  and  it  is 
unclear  how  they  could  determine  a  confined 
space  with  representative  size,  configuration, 
and  accessibility.  AJtCO  rectHmnends 
modifying  this  requirement  to  train  rescue 
teams  simply  to  be  able  to  meet  their  goal, 
which  is  performing  rescues  quickly  and 
competently. 

Another  coramenter  (Ex.  14-160)  was 
concerned  that  this  requirement  was  too 
burdensome  and  that  the  phrase 
"representative  openings  and  portals 
whose  size,  configuration  and 
accessibility  closely  approximate  those 
of  the  permit  spaces"  could  be 
interpreted  to  require  different  practice 
sessions  over  the  coiuse  of  the  year  if 
many  diflisrent  size  openings  were 
found  at  the  woricplace.  This  commenter 


recommended  the  elimination  of  the 
word  "closely"  from  the  text. 

The  Agency  agrees  that  the  langtiage 
of  the  proposal  did  not  account  for  the 
wide  diversity  of  types  of  rescue 
services  covered  by  the  final  rule.  While 
some  rescue  services  have  ready  access 
to  the  actual  permit  spaces  or  to  exact 
replicas  of  the  permit  spaces  for 

Eraclice,  others  do  not.  OSHA  does  not 
elieve  that  it  is  always  appropriate  for 
employers  to  make  the  actual  permit 
spaces  safe  for  entry  simply  to  allow  the 
rescue  service  to  practice.  (Of  course,  if 
the  space  must  be  made  safe  for  entry     - 
for  other  reasons,  practice  could  be 
scheduled  as  part  of  the  entry 
operation.)  On  the  other  hand,  OSHA 
has  determined  that  rescue  service 
personnel  must  develop  and  maintain 
familiarity  with  the  types  of  permit 
spaces  from  which  rescue  may  be 
required. 

For  these  reasons,  OSHA  has  revised 
the  language  of  paragraph  (h)(l)(iii)  so 
that  the  final  rule  recognizes  practice  in 
actual  permit  spaces  or  ih  representative 
spaces  that  simulate  (rather  than 
"closely  approximale")  the  permit 
spaces  to  be  entered.  In  this  way,  the 
rule  would  not  require  multiple  practice 
sessions  for  different  permit  spaces  with 
similarly  sized  and  configured 
openings.  The  rule  anticipates  that  there 
will  be  variations  between  similar 
permit  space  openings.  Additionally, 
the  rule  allows  outside  rescue  services 
to  practice  in  representative  spaces  that 
simulate  the  permit  spaces  they  might 
have  to  enter.  Thus,  these  services 
would  not  be  required  to  visit  every 
permit  space  every  year,  as  long  as 
practice  rescue  are  conducted  in 
representative  spaces  sometime  during 
the  year.  It  is  important  that  the  practice 
openings  resemble  those  of  the  actual 
spaces,  especially  in  means  of  access 
and  egress.  Otherwise,  as  noted  earlier, 
the  rescue  service  members  may  find 
that  they  have  trouble  getting  into  the 
space  wearing  personal  protective 
equipment  and  carrying  rescue 
equipment.  In  applying  this  rule,  the 
Agency  expects  employers  to  conduct 
practice  sessions  using  representations 
of  the  types  of  permit  spaces  the  rescue 
service  is  expected  to  enter  if  the  actual 
spaces  are  not  available  for  entry.  The 
final  rule  facilitates  practice  by  outside 
rescue  swvices  by  requiring  the  "host" 
employer  to  provide  access  to  the 
permit  spaces  for  planning  and  practice 
purposes. 

OSHA  disagrees  with  the  commenter 
(Ex.  14-123)  who  stated  that  it  was 
sufficient  to  require  simply  that 
employers  train  rescue  teams  to  meet 
their  goals.  The  Agency  believes  that  the 
training  requirements  in  paragraphs 


(k)(l)(i)  and  (k)(l)(ii)  of  the  final  rule  do 
not,  on  their  own,  adequately  ensure 
that  the  personnel  assigned  to  perform 
rescues  can  function  properly.  OSHA 
beheves  that  a  periodic  demonstration 
of  the  on-site  rescue  service's  ability  to 
extract  authorized  entrants  from  permit 
spaces  will  provide  the  necessary 
feedback  regarding  the  adequacy  of  the 
rescue  equipment,  the  rescue 
procedures  and  the  training  provided 
for  performance  of  rescue  from  permit 
spaces. 

The  language  incorporated  in 
paragraph  (k)(l)(iii)  allows  the 
satisfactory  perifonnance  of  one  or  more 
actual  rescues  during  the  12-month 
period  to  substitute  for  a  practice  rescue 
from  a  given  space.  (Practices  in  other 
types  of  spaces  would  still  be  required.) 
OSHA  has  previously  recognized  in 
other  standards  (such  as  §1910.120, 
Hazardous  waste  operations  and 
emergency  response)  that  actual 
experience  at  a  particular  task  is  at  least 
as  valuable  as  a  practice  session  or  other 
type  of  training.  It  should  be  noted  that 
the  unsatisfactory  performance  of  a 
rescue  indicates  the  need  for  further 
training  and  does  not  substitute  for  a 
practice  rescue.  The  intent  of  this 
exception  is  that  if  the  rescuers 
performed  their  assigned  tasks  in  a 
satisfactory  manner,  they  need  npt 
perform  a  practice  rescue  for  that  12- 
month  period,  regardless  of  the  outcome 
of  the  rescue  attempt.  OSHA  also  notes 
that  a  rescue  can  be  performed  in  a 
satisfactory  manner  and  the  entrants, 
through  factors  beyond  the  rescuers' 
control,  still  not  survive. 

Paragraph  (kKl)(iv)  requires  all 
members  of  a  rescue  service  to  be 
trained  in  basic  first-aid  and  in 
cardiopulmonary  resuscitation  (CPR).  In 
addition,  at  least  one  of  the  members  on 
site  during  rescue  operations  must  hold 
current  certification  in  first-aid  and  In 

CPR. 

This  provision  is  based  on  proposed 
paragraph  {h)(l){iv).  which  would  have 
required  simply  that  at  least  one 
member  of  each  rescue  team  hold 
current  certification  in  first-aid  and 
CPR.  S.  C.  Johnson  and  Son,  Inc.  (Ex. 
14-45),  suggested  that  at  least  two 
members  of  each  rescue  team  be  trained 
in  first  aid  and  be  CPR  certified,  that 
entry  not  be  allowed  unless  the  in-house 
rescue  is  at  full  strength,  and  that  an  in- 
plant  rescue  team  "should  not  be 
credited  as  available"  if  either  member 
trained  in  first  aid  and  CPR  is 
unavailable.  Noting  S.  C  Johnson  and 
Son's  comment,  OSHA  requested 
information  regarding  the  resounds 
needed  and  available  to  comply  with 
proposed  paragraph  (h)(l)(iv)  in  Issue 
11  of  the  hearing  notice  ('>4  FR  41463). 
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The  Agency  aiao  asked  what  oitni* 
^ould  be  Mt  to  indicato  whrt  a  rescue 
team  must  do  in  order  to  function 
effectively. 

Many  commenters  called  for  more 
training  of  rsacue  perscomel  (Ex.  14-54. 
Hr-61. 14-63, 14-111).  F«  example, 
one  of  diese  conraenters  (Ex.  14-63) 
suggested  that  all  men^MTS  of  the  rescue 
team  be  trained  in  first-aid  and  CPR. 
Another  (Ex.  14-54)  suggested  that  the 
member  of  the  rescue  team  designated 
to  ptavida  CPR  and  first-aid  "should  be 
First  Raspondar  and  preferably  EMT 
[emergency  medical  technician]," 
because  this  training  is  needed  to 
extricate  an  injured  employee  from  a 
permit  space  without  exacerbating  his 
or  her  inixiries. 

Several  hearing  participants  also 
responded  to  this  issue.  (Washington  Tr. 
226,  251.  385;  Chicago  Tr.  383,  387, 
434-435.  538;  Houston  Tr.  952-953). 
Some  called  for  more  training  far 
rescuers  (Washington  Tr.  226.  251; 
Chicago  Tr.  383.  387;  Houston  Tr.  952- 
953).  For  example,  representatives  of  the 
Communications  WcH-kers  of  America 
(Washington  Tr.  226.  251)  testified  that 
all  members  of  the  rescue  team  should 
be  trained  in  first  aid  and  CPR. 
Additionally,  the  UAW  testified 
(Chicago  Tr.  383,  387)  in  support  of 
additional  traimng  requiremraits.  as 
follows: 

We  recommend  extensive  training  in  CPR, 
use,  care  and  inspectioa  of  breathing  and 
vsatilatimi  gear,  emergency  evacuation 
equipment,  use  of  two-way  radios  and  fire 
fighting  equipment 
•         *         •         •         • 

There  is  still  a  need  for  a  more 
comprabeosive  training  far  rescue  teams,  the 
person  in  charge  of  the  testing  and,  most 
impKirtantly,  the  individuals  who  will  enter 
these  confined  spaces.  We  recommend  that 
every  worker  receive  training  and  that 
individuals  who  may  be  participating  in 
rescue  teems  receive  additional  training. 

Kir.  Jack  Dobson.  testifying  on  behalf 
of  ASSE  (Chicago  Tr.  616-617), 
recommended  the  use  of  ANSI  language 
dealing  with  training  of  emergency 
fpsponse  personnel.  Section  15.4  of 
ANSI  Zl  17. 1-1 989  (Ex.  129)  reads  as 
fellows: 

15.4  Training  for  Emergency  Pesponse 
Ptvsonnel.  Training  shall  include: 

15.4.1  the  rescue  plan  and  procedures 
developed  for  each  t>'pe  of  confined  space 
they  are  anticipated  to  encounter; 

15.4.2  use  of  emergency  rescue  equipment; 

15.4.3  first  aid  and  cardiopulmonay 
resusdtation  (CPR)  techniques; 

15.4.4  work  location  and  confined  space 
configuration  to  minimiz*  response  time. 

Rohm  and  Haas,  Texas,  testified 
C  -kHiston  Tr.  952-953)  on  the  utility  of 


hflving  eaiiie  edwioed  BotK^etacf 
respoadermadicel  training,  as  fc^ws: 

All  of  tim>  are  what,  is  the  State  of  Texas, 
U  called  EGA.  UNir  BCA  Bfadmvn. 
Pmtiignarir r>w  flifaniaat  IfHilimmi  T-tit"*- 
is  about  aae  or  tavo  lavob  below  a  panmedic. 
tt  is  hl|M  than  first  aid  aad  cm.  Wowavw. 
It  requtoes  40  houcs  of  tiaiaiag  and  a  Stata- 
administarad  ( 


On  the  othK  head,  aooM  nikmakiiig 
paiticipents  questioned  the  need  far  the 
rescue  persomiet  to  be  certified  in  CPR 
(Ex.  14-86, 14-160, 14-221;  C2iicago  Tr. 
536).  They  argued  that  the  initial  Cm 
couzae  would  suffice  and  that  the 
annual  refresher  training  required  to 
maintain  current  certification  would  be 
burdensome.  For  example,  the  A.  E. 
Staley  MenufKturing  Ca  (Ex.  14-221) 
stated: 

OSHA  has  proposed  raquirtng  in-plant  or 
outside  rescue  teams.  (54  FR  24095  and 
24105  as  well  as  54  FR  4163)  Staley  submits 
that  focmal  nacae  teams  may  not  be 
necessary  under  maey  specific  situations 
such  as  those  covered  by  the  low  hazard 
classification. 

In  situations  where  a  hazard  team  is 
appropriate,  greater  flexibility  la  structuring 
the  team  should  be  given  e.g.  OSHA  should 
consider  changing  the  wording  of  pniposed 
paragraph  1910.146  (hXlKiv)  to  allow  greater 
program  flexibility  l^  not  requiring  one 
peisoo  to  ba  tzainad  in  Ixith  first-aid  and 
CPR  Equal  or  better  treatmeot  ooold  be  giveo 
by  two  people  each  trained  in  one  oi  ibe  two 
skills. 

OSHA  believes  that  rescue  personnel 
need  instruction  in  first  aid  and  CPR.  It 
is  recognized  (Ex.  14-45;  Wariiington 
Tr.  226;  Houston  Tr.  953)  that  yearly 
recertifiGBtion  is  needed  to  maintain 
one's  proficiency.  Therefore,  the  Agency 
has  carried  forward  the  requirement  for 
at  least  one  member  to  be  certified  in 
CPR.  OSHA  has  not,  however,  extended 
the  provision  to  require  medical  training 
more  advanced  than  that  proposed. 
Althou^  other  forms  of  medical 
training  (s'ach  as  for  an  emergency  care 
attendant  or  an  emergency  responder) 
may  be  beneficial,  such  training  is  not 
necessary  because  the  medical 
capabilities  resulting  from  this  training 
is  very  likely  to  be  available  bam  other 
emergency  responders  who  will  be 
treating  the  entrant  after  he  or  she  is 
removeid  from  the  permit  space.  In  feet, 
paragraph  (d)(9)  requires  the  employer 
to  ensure  the  availability  of  necessary 
emeigency  services  (such  as  paramedic 
services). 

In  11^  of  the  evidence  on  this  issue, 
the  Agency  has  concluded  that  a 
requirement  for  a  lone  person  certified 
in  first  aid  and  CPR  is  not  sufficient 
protection  for  injured  permit  space 
entrants.  If  that  one  rescuer  were  to 
depaif  after  entry  has  begun  or  were  to 


become  incspacitafted  dming  1 
there  would  be  no  one  to  render  tUs  all 
important  fint  treatmeot  in  am 
mmiHWiry.  Ftar  thie  raason.  OSHA  hi 
incotpoiatsd  into  ^e  final  rule  a 
requirement  for  all  rescue  team 
men^iara  to  be  trained  in  first  aid  and 
CPR  (Sl9iai46(kMlXiv)).  Only  one 
member  of  the  reecoe  service  needs  to 
have  a  cumnt  CPR  and  first  aid 
certification,  however. 

Paragrai^  (kK2)  of  the  final  rule, 
which  is  based  on  proposed  paragraph 
(h)(2),  sets  requirements  for  employers 
who  retain  outside  rescue  services  to 
enter  permit  spaces  for  rescue  of 
entrants. 

Proposed  paragraph  (hH2)  required 
that  employers  who  retain  outside 
rescue  teams  ensura  that  the  designated 
rescuers  ara  aware  of  the  hazards  they 
may  confitmt  when  called  on  to  perform 
rescues,  so  that  the  outside  rescue  team 
can  equip,  train,  and  conduct  itself 
apprt^riately.  Virtually  all  of  the 
comments  regarding  proposed  (h)(2) 
addressed  the  advisability  of  permitting 
the  use  of  off-site  rescuers.  Those 
comments  have  already  been  addressed 
in  the  discussion  of  the  introductory 
language  to  paragraph  (k). 

The  requirement  proposed  in 
paragraph  (h)(2)  that  employers  inform 
outside  rescue  services  of  the  hazards 
that  may  be  faced  during  entry  has  been 
retained  as  paragraph  (k)(2)(i).  The 
language  fivm  the  proposed  rule  has 
been  modified  for  consistency  with  the 
terminology  of  the  final  rule. 

The  AFIA  (Ex.  14-160)  stated  "In  tlft 
interest  of  eliminating  possible 
confusion,  AFIA  requests  that  OSHA 
confirm  in  the  final  rule  itself  that  an 
employer  has  no  equipment  and 
training  obligations  with  respect  to  an 
outside  rescue  team."  The  Agency 
acknowledges  that  an  employer  is  not 
required  to  train  or  equip  off-site 
rescuers.  This  does  not  mean,  however, 
that  the  employer  who  retains  an  off^te 
rescue  service  has  no  responsibility  for 
the  adequacy  of  the  rescue  services 
provided.  OSHA  notes  that  both  the 
proposal,  through  proposed  paragraphs 
(cH8)  and  (h)(2),  and  the  final  ruK 
through  paragraphs  (dM9)  and  (kH2), 
require  the  employer  to  take  measures  to 
enable  the  rescue  of  injured  entrants. 

Paragraph  (kK2)(ii)  of  the  final  rule 
requires  an  employer  who  retains  off- 
site  rescue  services  to  provide  the 
designated  rescuera  with  access  to 
permit  spaces  as  necessary  for  those 
rescuers  to  develop  an  appropriate 
rescue  plan  and  as  necessary  for  the 
designated  rescuen  to  practice  rescue 
procedures  in  pennit  spaces  whose 
features  approximate  thoee  of  the  permit 
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spaces  from  which  rescue  may  he 
necessary. 

This  provision  had  no  counterpart  in 
the  proposal.  As  noted  in  the  summary 
and  explanation  of  paragraphs  (k)(l)(iii) 
and  (k)(l)(iv),  earlier,  several  comments 
suggested  that  all  rescuers  have  the 
training  and  the  practice  necessary  for 
the  performance  of  their  duties.  OSHA 
agrees  with  those  commenters.  A  rescue 
service  needs  to  know  the  location, 
configuration  and  other  circumstances 
of  a  permit  space  in  order  to  develop 
and  practice  effective  rescue 
procedures.  OSHA  has  determined  that 
the  off-  site  rescuer's  need  for 
information  on  the  permit  spaces  and 
for  opportunities  to  perform  practice 
rescues  can  be  satisfied  only  through 
access  to  permit  spaces  whose  size, 
configuration,  and  accessibility 
approximate  those  of  the  permit  spaces 
^m  which  rescue  may  be  required.  The 
Agency  believes  that  compliance  with 
this  requirement,  while  minimally 
disrupting  an  employer's  operations, 
will  greatly  increase  the  effectiveness  of 
off-site  rescue  services.  It  should  be 
noted  that  this  provision  does  not 
require  the  outside  rescue  service  to 
actually  use  the  permit  spaces  for 
practice;  paragranh  (k)(2)(ii)  simply 
requires  tnat  die  host  employer  provide 
access  to  the  space.  In  performing 
practice  rescues,  the  outside  service 
may  use  any  representative  permit 
spaces  that  repucate  those  from  which 
rescue  may  be  performed,  in  accordance 
with  paragraph  QO(l)(iii)  of  the  final 
riile. 

Paragraph  (k)(3)  of  the  final  rule  sets 
requirements  for  non-  entry  rescue 
systems.  OSHA  has  incorporated  this 
provisicm  into  the  final  rule  so  that 
employera  will  have  guidance  regarding 
the  proper  use  of  harnesses  and  retrievaJ 
lines  in  non-entry  rescue. 

The  performance-oriented  language  of 
proposed  paragraph  (c)(7)  required 
employera  to  provide,  maintain  and 
ensure  the  proper  use  of  the  equipment, 
including  personal  protective 
equipment,  necessary  for  safe  entry. 
G&HA  notes  that  proposed  paragraph 
(dM2)(ix)  inchided  retrieval  lines  among 
the  examples  of  the  pwsonal  protective 
equipment  required  to  be  listed  in  the 
dieodist  portion  of  the  permit,  fai 
addition,  proposed  per^reph  (cK8) 
required  employera  to  ensure  that  ihe 
procedures  and  equipment  necessary  to 
rescue  authorized  entrants  from  permit 
spaces  were  implemented  and  provided, 
and  proposed  paragraph  (dH2)(vii) 
reqtdied  hating  of  me  rescue  equipment 
provided  in  the  checklist  portian  of  the 
permit  In  the  proposal.  OSHA 
anticipated  that  many  smployen  would 
use  retrieval  lines  farieacue  of  entrants. 


However,  the  Agency  also  understood 
that  some  employera  might  use  other 
rescue  methods,  particularly  when 
retrieval  lines  would  pose  an 
entanglement  hazard.  In  Issue  12  of  the 
NPRM  (54  FR  24087).  OSHA  requested 
information  on  retrieval  lines  and  other 
types  of  non-entry  rescue  methods. 

Many  rulemaking  participants 
responded  to  this  issue.  Some  of  them 
stated  that  retrieval  lines  are  the  most 
appropriate  form  of  rescue  equipment, 
especially  when  connected  to  a  powered 
winch  or  a  device  with  a  mechanical 
advantage  (Ex.  14-30, 14-35, 14-43, 14- 
61, 14-162, 14-166. 14-182; 
Washington  Tr.  394-395).  Most 
advocates  of  retrieval  lines  based  their 
support  on  successful  experience  with 
the  devices.  For  example,  Wisconsin 
Natural  Gas  Company  (Ex.  14-185)    - 
stated  it  "has  only  used  retrieval  lines. 
Records  of  cost  or  effectiveness  are  not 
maintained.  Performance  history, 
however,  indicates  that  our  procedures 
are  effective." 

At  the  Chicago  hearing,  the  AFL-CIO 
supplied  information  regarding  near 
misses  (Chicago  Tr.  311-312).  This 
information  regarded  employees  who. 
while  wearing  retrieval  lines,  entered  a 
space  that  used  baffles.  The  emj^oyees 
were  overtxime,  but  were  rescued  using 
the  retrieval  lines. 

The  use  of  a  full  body  harness  was 
also  recommended  by  some  of  these 
conunentera  (Ex.  14-61. 14-63. 14-68, 
14-182). 

Other  rulemaking  participants  stated 
that  retrieval  Unes  are  not  dways 
appropriate  and  that  the  use  of  retrieval 
Unas  ^ould  not  be  required  under 
every  circumstance  (Ex.  14-28, 14-62, 
14-73. 14-99, 14-153, 14-183, 14-187; 
Houston  Tr.  730-731,  862;  Chicago  Tr. 
96-97).  Some  pointed  out  that  these 
lines  pose  an  entanglement  hazard  in 
certain  types  of  confined  spaces, 
especial^  if  air  lines  oud  electric  cords 
are  run  into  the  same  space.  Most  of 
these  conunentera  supported  OSHA's 
performance-  oriented  apprcdch  and 
suggested  that  retrieval  lines  only  be 
required  where  they  are  appropriate.  For 
example.  Mr.  Roger  Corley.  representing 
the  National  Assodaticm  of 
Manufacturen  (Chicago  Tr.  96-07), 
testified: 

...  It  appean  in  this  section  that  a  retrieval 
tine  is  required  In  each  and  every  confined 
»pac8  entry  situatian.  There  an  sit\iation(s] 
when  letrievaUe  lines  an  ineffoctive,  or 
inapprqpriate,  or  simply  not  lequlred.  As  a 
brief  «iianq>le  in  a  laisa  steam  boiler,  for 
example,  which  is  a  oonunon  piece  of 
equipmnit,  the  steam  drum  or  mud  drum 
often  are  hociaontal  cyUndars  of  less  than  24 
inches  In  diameter.  Wbma  people  enter  those 
cylindMS  to  Inqpsct  the  inaar  surface  and 


perhaps  their  feet  never  enter  the  steam  drum 
•  their  feet  are  extended.  But  that's  tieated  as 
a  confined  space  entry  that  a  standl)y  person 
and  all  of  those  aiiangements  an  then,  liut 
obviously  a  retrieval  line  would  serve  no 
purpose  there. 

In  other  instances  the  configuration  of  the 
interior  of  a  distillation  column  or  more 
complex  vessel  will  make  a  retrieval  line 
inappropriate.  In  that  case,  we  recommend 
language  that  would  say  retrieval  line  is  a 
standard  piece  of  equipment  for  a  confined 
space  entry  unless  it's  somehow  or  other 
rendered  ineffsctive  or  inappropriate  by  the 
configuration  of  the  space  being  entered. 

Frank  Rapp  of  the  UAW  also  testified 
(Chicago  Tr.  439)  that  wristlets  were 
sometimes  used  where  the  configuration 
of  permit  space  prevented  the  use  of 
body  harness. 

Although  information  on  other  non- 
entry  rescue  methods  was  requested,  no 
commentera  or  witnesses  identified 
such  other  methods.  (OSHA  did  receive 
comments  regarding  the  proposed 
definition  of  "retrieval  line".  These  are 
addressed  under  the  summary  and 
explanation  of  paragraph  (b),  earlier  in 
this  preamble.) 

OSiiA  believes  that  retrieval  lines  can 
be  very  effective  in  assisting  in  the 
rescue  of  an  unconscious  employee 
from  a  confined  space.  Their  other 
major  advantage  in  rescue  is  that  it  is 
not  necessary  for  a  rescuer  to  be  placed 
at  risk  in  entering  the  permit  space  to 
help  remove  an  injured  entrant.  The 
effectiveness  of  retrieval  lines  in  rescue 
is  amply  demonstrated  by  the 
experience  of  employera  currently  using 
this  equipment  tot  confined  space 
entries.  On  the  other  hand,  the  Agency 
realizes  that  many  spaces  do  not  readily 
or  safely  accommodate  the  use  of 
retrieval  lines.  As  the  rulemaking 
participants  noted,  obstructions  can 
snag  the  retrieval  line  or  the  entrant, 
and  air  hnes  and  electric  amis  within 
the  space  can  pose  entanglement 
hazards.  In  order  to  provide  the  greatest 
degree  of  safety  while  recognizing  these 
problems,  the  final  rule  requires  the  use 
of  retrieval  systems  or  methods 
whenever  an  authorized  entrant  entera  a 
permit  space,  except  in  situations,  such 
as  those  described  in  the  record,  in 
which  the  retrieval  equipment  would 
increase  the  overall  risk  of  entry  or 
would  not  contribute  to  the  rescue.  This 
is  the  approadi  taken  in  ANSI  Z117.1. 
OSHA  believes  that  adopting  the  ANSI 
requirement  will  provide  the  most 
e^ctive  protection  for  employees,  with 
due  regard  for  situations  in  which 
retrieval  systems  should  not  be  used. 
In  enfordim  this  provision.  OSHA 
will  inspect  t£e  pennit  space  to 
determine  whether  or  not  a  retrieval 
system  would  contribute  to  a  raacue 
without  increasing  the  overall  risk  of 
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entry.  The  Agency  will  use  the 
following  guidelines  to  make  this 
determination: 

(1)  A  permit  space  with  obstructions 
or  turns  that  prevent  pull  on  the 
retrieval  line  firom  being  transmitted  to 
the  entrant  does  not  require  the  use  of 
a  retrieval  system. 

(2)  A  permit  space  from  which  an 
employee  being  rescued  with  the 
retrieval  system  would  be  injured 
because  of  forceful  contact  with 
projections  in  the  space  does  not  require 
the  use  of  a  retrieval  system. 

(3)  A  permit  space  that  was  entered  by 
an  entrant  using  an  air  supplied 
respirator  does  not  require  the  use  of  a 
retrieval  system  if  the  retrieval  Une 
could  not  be  controlled  so  as  to  prevent 
entanglement  hazards  with  the  air  line. 

Paragraphs  (k)(3)(i)  and  (k){3)(ii)  set 
forth  requirements  for  the  proper  use  of 
retrieval  systems.  Paragraph  (k)(3)(i) 
requires  the  authorized  entrants  to  wear 
a  diest  or  full  body  harness  with 
retrieval  line  attached.  The  point  of 
attachment  of  the  retrieval  line  must  be 
at  the  center  of  the  entrant's  back,  near 
shoulder  level,  or  above  the  entrant's 
head  so  that  the  entrant  will  present  the 
smallest  possible  profile  during 
removal,  in  case  a  rescue  becomes 
necessary.  The  use  of  wristlets  in  place 
of  the  full  body  harness  is  recognized, 
if  their  use  is  appropriate  (that  is,  if  a 
full  body  harness  cannot  be  used 
because  of  the  configuration  of  the 
space). 

Paragraph  (k)(3)(ii)  requires  the 
outside  end  of  the  retrieval  line  to  be 
attadied  to  a  fixed  point  or  a  lifting  (or 
other  retrieval)  device  in  such  a  manner 
that  rescue  can  begin  as  soon  as  the 
rescuer  (in  most  cases  the  attendant) 
becomes  aware  that  rescue  is  necessary. 
(As  noted  earlier,  the  attendant  is  only 
allowed  to  participate  actively  in  non- 
entry  rescue.)  A  mechanical  device  is 
required  for  vertical  permit  spaces  more 
than  5  feet  deep. 

Some  commenters  (Ex.  14-62, 14- 
182)  suggested  that  the  retrieval  line  be 
attached  to  a  mechanical  lifting  device. 
Another  commenter  (Ex  14-63)  focused 
on  the  need  for  mechanical  systems 
"whenever  practical"  to  remove 
entrants  from  permit  spaces.  That 
commenter  stated: 

Securing  the  line  to  an  anchor  point  does 
not  afford  the  entrant  an  equal  level  of 
protection.  It  is  difficult  to  move  dead  weight 
without  mechanical  assistance. 

S.C.  Johnson  and  Son,  fac.  (Ex.  14-99) 
provided  a  summary  of  conclusions 
based  on  their  near  miss  expertences. 
Their  experiences  showed  that 
mechanical  assistance,  though  difficult 
to  provide,  was  necessary  for 
retrieval.Tliey  stated: 


We  found  that  tising  a  simple  pulley  was 
not  "sufficient"  to  lift  anyone  from  inside  a 
vertical  entry  confined  space.  An  attendant 
did  not,  by  himself,  have  sufficient  strength 
to  "remove"  anyone  from  such  a  space.... 
Providing  such  mechanical  assistance  is 
complicated  l>y  a  general  lack  of  room  to 
position  such  equipment  above  the  entry 
point  of  such  spaces  and  the  need  to  keep 
that  entryway  "cleared"  for  the  attendant  to 
"observe"  the  entrants  while  they  are 
working. 

Additionally,  some  commenters 
addressed  the  advisability  of  using 
powered  winches  to  remove  authorized 
entrants  from  permit  spaces.  One 
commenter  (Ex.  14-54)  stated: 

Used  powered  winches,  overhead  cranes, 
etc.  is  the  easiest  way  to  impale  victims,  tear 
off  limbs  and  retrieve  pieces  and  parts  of 
victims.  The  word  "Rescue"  means  to 
remove  a  victim  frtxn  danger  to  safsty,  not  to 
add  danger. 

Also,  Caterpillar,  Inc.  (Ex.  14-137) 
commented: 

Power  [winchesl  vriW  not  be  used  where 
additional  hann  to  employees  may  occur. 

Another  commenter  (Ex  14-166) 
stated: 

Powered  retrieval  winches  should  be 
recommended  where  depths  exceed  50  ft  and 
should  be  etmipped  with  torque  limiters  of 
approx.  4501bs  to  avoid  damaging  the 
incapacitated  person. 

Frank  Rapp  of  the  UAW  testified 
(Chicago  Tr.  440): 

Some  plants  we  usually  (use  a]  fork  truck, 
attach  the  lifeline  onto  this  fork  over  a  pit  and 
lift  them  up  by  fork  truck.  You  can  do  an 
extreme  amotut  of  danuge  to  that  person  as 
they're  ricocheting  off  a  wall  coming  up. 

ANSI  Z117.1,  Section  12.2.1  requires 
a  mechanical  device  to  be  available  to 
retrieve  personnel  from  vertical  type 
permit  spaces  greater  than  5  feet  in 
depth  (Ex  129). 

OSHA  believes  that  there  are 
circumstances  where  the  attachment  of 
a  retrieval  line  to  a  fibced  point  would 
enable  the  attendant  or  o\het  rescue 
personnel  to  safely  extract  an  entrant 
without  the  need  to  enter  the  space. 
OSHA  further  recognizes  that  a 
mechanical  device  will  usually  be 
necessary  to  enable  rescuers  outside  the 
space  to  Uft  entrants  out  of  vertical 
permit  spaces.  Therefore,  the  OSHA  has 
adopted  the  ANSI  approach  requiring  a 
mechanical  device  to  be  available,  if  a 
retrieval  system  is  used,  during  entry 
operations  involving  vertical  type 
permit  spaces  more  than  5  feet  deep. 
(Any  permit  space  whose  opening  is 
above  the  entrant  is  considered  to  be  a 
"vertical-  type  permit  space".)  The 
mechanical  device  used  should  be 
appropriate  for  rescue  service.  The 
employer  diould  not  use  any 


mechanical' device,  such  as  a  fork  Uft. 
that  could  injiue  the  entrant  during 
rescue. 

In  response  to  a  comment  (Ex  14-1 1), 
OSHA  rused  Issue  IS  of  the  hearing 
notice  (54  FR  41463).  This  issue 
requested  testimony  and  evidence 
regarding  the  need  to  require  that  the 
appUcable  Material  Safety  Data  Sheet 
(MSDS)  accompany  an  injiued 
employee  to  the  hospital  if  the  injury 
was  caused  by  a  hazardous  substance 
and  regarding  the  need  to  require  the 
permit  to  contain  the  names  and  phone 
numbers  of  persons  who  would  make 
important  decisions  regarding  rescue 
operations  in  a  permit  space. 

OSHA  received  a  comment  (Ex  14- 
210)  on  this  issue  which  indicated  that 
an  MSDS  would  be  of  Umited 
usefulness  to  emergency  services,  and 
that  the  administrative  burden 
associated  with  tracking  and  locating   - 
the  MSDS  would  be  excessive.  This 
commenter  wrote: 

While  providing  (an]  MSDS  to  accompany 
an  injured  entrant  to  the  hospital  may  help 
in  some  cases,  the  injury  may  not  be  related 
'  to  a  chemical.  The  administrative  burden  of 
constantly  tracking  which  chemical  or  gas 
the  entrant  is  exposed  to  during  a  repair 
would  be  onerous.  Emergency  information 
can  be  provided  promptly  to  the  hospital 
without  specifically  requiring  it  in  the 
proposed  regulation. 

OSHA  also  received  testimony  on 
Issue  15  at  the  hearings  (Washington  Tt. 
896-697;  Houston  Tr.  909-910. 981; 
Chicago  Tr.  168-170,  368, 497, 539. 
617-618). 

For  example,  one  witness  (Chicago  T^. 
368)  testified  that  while  an  MSDS  was 
important,  its  usefulness  might  be 
Umited,  stating: 

Hazardous  chemicals  go  unlisted  by  the 
companies  (or  they]  fail  to  research  other 
sources  of  data  at  required  by  the  standard, 
such  as  RTECS.  Unfortunately,  much  of  the 
material  found  in  confined  spaces  is  waste 
material  and  is  not  covered  by  1910.1200 
Hazard  Ckimmunication  Standard. 

The  availability  of  MSDSs  is  an  Important 
issue  and  the  individual  who  authorized 
entry  must  assure  to  themselves  that  this 
infomiatlon  Is  available  during  the 
evaluation.  MSDSs  must  also  be  available  far 
any  necessary  emergency  treatment  provided 
at  the  job  site  or  at  least  a  list  of  chemicals 
that  are  involved  in  the  confined  space  entry. 

Other  commenters  at  the  pubUc 
hearings  expressed  the  same  views.  A 
commenter  (Houston  Tr.  896-897)  at  the 
hearings  in  Houston,  Texas,  said: 

Issue  No.  15,  access  to  material  safety  daU 
sheets  and  other  information.  We  recommend 
that  the  supplying  of  the  appropriate  MSDSs 
to  accompany  an  Injured  employee  to 
medical  attention  should  only  be  required 
where  it  is  clear  which  substance  or 
substances  caused  the  Injury  and  is  long  as 
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•  tlmeiy  card  to  otelD  tlM  MSD6«  ( 
dehv  Ham  medlcd  ■llwHlwi  fcr  a 
•mpkiyoo. 

Thi»  to  w  «M  Ibal  amU  be  dMil  with  vary 
caiBftiUy.  It  te  Uglily  Ukaiy  tet  in  the  Goone 
of  an  accident,  an  iacomct  USDS  or  an 
incomplete  aet  of  MSOSa  in  the  caae  of 
expoeura  to  mote  then  one  cfaemkal,  may 
accompany  an  employee  to  medical 
atteotha-^Mmld  mecHcal  profaarionals 
change  tfaeif  rttagnnita  or  tnatmaat 
piuceduiea  beeed  am  hMJoect  ar  Incegmiate 
MSDSa.  tte  leeMMa  could  be  tngk. 

W iimenri  ttiet  imlnaa  thnwi 

f^fFt^iiffafu*  can  be  met.  OSHA  abould  not 
requiiB  that  a  MSDS  aooompany  an  injured 
(em|doyeeI. 

Another  heariiM  pertidpent  (Chicaao 
Tr.  538)  abotaadfied  that  methoda  other 
than  imyvidlng  MSDS's  ware  evailable 
to  provide  ma^cal  panoanal  with 
inrormation  on  chankal  cxposurei. 
This  witnees  stated: 

Issue  14  (sic)  Tegards  chmkal  information, 
MSDSa,  he  GOBauaicaled  to  the  emergency 
medical  treetment  penooiiel  tieetlng  an 
in)uied  employee.  We  aocoiiTage  our 
fodlMes  to  Identify  local  medical  treatment 
centers  where  employees  may  be  taken  or 
that  may  be  fanpacted  by  local  ameigency 
responses  and  establish  a  communication 
method  appropriate  for  their  system.  sxmI 
whenever  an  employee    what  we  do  is  even 
our  small  sites  go  out  and  identiJy  the 
hospital  or  me<Ucal  treetment  asea.  review 
with  those  emergency  people  die  chemicals 
or  hazards  that  our  employees  may  be 
exposed  to  or  our  contractors,  and  then  give 
them  a  list  and  review  and  provide  access, 
and  also,  we  hswe  a  poUcy  ttMt  any  time  an 
employee  is  taHured  on  the  sMa,  that  a 
company  r^resentative  will  travel  with  that 
employee  to  the  treatment  area. 

Tha  Agency  balievaa  that  the 
identification  of,  and  tha  means  to 
notify  a  responsible  person  during 
rescue  oparations  is  a  necessary  part  of 
rescue  planning.  Comptiance  with 
paragraph  (d)(9)  of  the  final  rule,  w^ch 
requires  employers  to  implement  proper 
procedives  for  rescuing  empioyeee  from 
a  permit  space,  will  necessarily  invohre 
provision  for  proper  notification  of  the 
appropriate  management  personnel. 

m  addition  to  the  comments  and 
testimony,  OSHA  notes  that  the 
Superfund  Amendments  and 
Reauthorization  Act  of  1986  (SARA) 
(Subtitle  B,  Section  311)  requires 
employers  who  produce,  use,  or  store 
hazardous  chemicals  (as  defined  in  29 
CFR  §1910.1200)  in  excess  of 
Environmental  Protection  Agency  (EPA) 
limits  to  provide  MSDSa  to  uie  state 
emergency  planning  commission,  the 
local  emergency  planning  committee, 
and  the  local  fire  department.  OSHA 
notes  that  hospitals  are  represented  on 
the  local  emergency  planning  committee 
and  therefore  should  be  aware  of  the 
types  of  chemicals  in  tha  community. 


OSHA  also  recognizea  that  in  soma 
caaea  an  existing  procadura.  not 
invohring  MSDS's.  may  exist  vrhich 
providea  an  eoual  or  more  affsctive 
raaana  (rf  providing  chemical  exposure 
data  to  noadkal  paraonnaL 

A  i»opar  analysia  of  tha  haiwda  in  a 
permit  space  under  paruraph  (dK2)  of 
tha  fhial  rule  vrill  provide  a  liat  of 

Eossibla  diemical  axpoauraa.  whidi  will 
B  included  on  the  permit.  Therefore, 
employnrs  abould  ha  aUe  to  determine 
whether  an  MSDS  la  availabla  for  any 
subatanca  to  which  an  employee  ia 
likely  to  be  expoaed. 

OSHA  believes  that  it  is  important  to 
ensure  that  medical  treatment  facilities 
are  provided  with  any  available 
information  conoaming  tha  subatancea 
to  which  antranta  have  baan  expoaed. 
While  OSHA  racoonlzaa  that  while  such 
information  may  already  be  available  to 
medical  fiKallties  from  other  sources 
(such  as  state  emergency  planning 
commissions),  and  that  MSDS's  or 
similar  written  information  may  not  be 
available  at  all  in  some  instances,  the 
Agency  beliavea.  baaad  upon  tha 
comment  and  testimony  received  in 
response  to  issoa  15  of  the  hearing 
notice,  that  it  would  be  reasonable  and 
prudent  to  require  an  employer  to 

Krovide  MSDS's  or  other  written 
iformation  to  a  treating  medical  facility 
when  such  MSDS's  or  other  similar 
written  informatitm  ia  abaady  required 
to  be  kept  at  the  wwkaite.  The  employer 
would  onJy  have  to  provide  the 
information  under  tne  following 
conditions: 

(1)  If  the  MSDS  or  other  written 
information  is  already  required  to  be 
kept  at  the  worksite  by  other  applicable 
Federal  (such  as  $1910.1200,  Hazard 
communication)  or  state  regulation,  and 

(2)  If  there  exists  an  MSDS  or  other 
written  information  for  the  specific 
substance  or  substances  to  which  the 
entrant  has  been  exposed. 

Accordingly,  OSHA  has  included 
paragraph  (kH4)  in  the  final  rule  to 
requires  that,  if  an  injured  entrant  is 
exposed  to  a  substance  for  which  an 
MSDS  or  other  similar  written 
information  is  already  required  to  be 
kept  at  the  worksite,  the  MSDS  or  other 
written  information  be  provided  to  the 
treeting  medical  facility.  Employers  can 
comply  with  this  provision  by  having 
that  information  accompany  the 
employee  to  the  medical  fedlity  or  by 
provichng  it  to  the  fedlity  as  soon  as 
practicable  after  the  employee's  arrival 
there.  Appendices 

OSHA  IS  induding  five  non- 
mandatmy  appendices  (Appendix  A — 
Dedsion  flow  chart.  Appendix  B — 
Procedures  for  atmoepheric  testing. 
Appendix  C— Examples  of  permit 


programs.  Appencfix  D— Senile 
permits,  and  Appendix  B— 
Recommended  procedures  for  sewer 
entry)  with  the  final  standard. 

hi  Issue  13  of  the  NPRM  (54  FR 
24087),  pubUc  comment  was  reqtiested 
on  the  use  of  an  appendix  to  the 
confined  space  standard  as  a  source  of 
general  guidmice  for  emploven  in 
understanding  and  complymg  writh  the 
standard.  OSHA  asked  for  specific 
recommendations  and  suggestions  of 
subjects,  such  as  personal  protective 
equipment  or  rescue  procedures,  that 
commenters  thought  should  be  added  to 
such  an  appendix.  The  Agency,  in  Issue 
14  of  the  proposal  and  IsMie  5  of  tha 
hearing  notice,  also  requested 
information  on  industries  which  might 
be  unable  to  develop  permit  programa 
because  of  their  size.  OSHA  received 
many  comments  on  these  issues.  Many 
rulemaking  partidpants  submitted 
sample  procedures  or  permits  (Ex.  14- 
4, 14-49, 14-57. 14-73. 14-«B.  14-170, 
14-171, 14-183. 14-209, 57, 58, 97, 98. 
99, 101, 104,  105, 106, 118, 119. 127, 
128,131,132.143). 

Some  commenters  (Ex.  14-81, 14-95, 
14-219)  offered  brief  statemmU  of 
support  for  the  use  of  an  appendix  aa  a 
source  of  general  guidance.  Fot 
example,  the  American  Industrial 
Hygiene  Assodation  (AIHA,  Ex  14-61) 
in  its  response  to  Issue  1  in  the  proposal 
said  that: 

...there  should  at  the  very  least  be  guidance 
to  the  employer  in  an  appmdix  to  the 
standard,  as  how  to  evaluate  a  potential 
confined  spece.  In  that  manner,  the  smeU 
employer  in  particular  would  derive  much 
needed  direction  from  the  agency  on  how  to 
protect  their  employees. 

AiHA  maintained  that  information 
was  espedally  needed  on  the  subjects  of 
hazard  recognition  and  emergency 
planning. 

A  comment  from  the  National  Fire 
Protection  Association  (Ex.  14-42) 
recommended  the  use  of  national 
consensus  standards  in  the  formulation 
of  appendix  material,  as  follows: 

If  the  American  National  Standards 
Institute  issues  the  revised  ANSI  Z117, 
reference  to  it  may  be  helpful,  since  it 
contains  mandatory  and  explanatory 
guidance.  The  regulations  should  include  a 
model  confined  space  program,  with  samples 
of  p>ermits  which  are  being  uaed. 

Another  commenter  (Ex.  14-44)  noted 
that  an  appendix  could  provide  valuable 
information  to  employers  who  do  not 
have  experience  in  permit  space 
programs,  as  follows: 

There  are  a  number  of  items  which  would 
be  helpful  in  an  appendix  as  a  source  of 
general  guidance.  Due  to  the  broad  industrial 
application  of  this  document  the  information 
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will  have  to  be  rather  generic  in  nature,  bi|t 
could  still  be  helpful  in  guiding  the 
uninitiated  in  developing  a  good  program. 
This  information  could  include:  types  of 
protective  equipment;  types  of  reWeval 
equipment;  types  of  acceptable  lighting  and 
electrical  equipment;  types  of  detection 
equipment;  types  of  acceptable 
communications;  typical  permits  and 
modifications;  basic  entry  procedure;  etc. 

The  State  of  Maryland  Occupational 
Safety  and  Health  Program  (Ex.  14-63) 
responded  at  length  to  the  importance  of 
using  appendices,  stating,  in  part: 

As  an  absolute  minimum,  Maryland  would 
recommend  an  Appendix  providing  guidance 
in  each  of  the  (following]  areasl:]  hazard 
identification  procedures,  the  monitoring  and 
evaluation  procedures,  personal  protective 
equipment  requirements,  rescue  equipment 
and  procedures  and  training  of  personnel. 
OSHA  notes,  on  p.  24092  of  the  preamble, 
"That  employers  have  not  been  sufficiently 
careful  about  authorizing  permit  space  entry, 
and  believes  that  only  a  systematic  approach 
will  ensure  that  entrants  receive  the 
necessary  protection."  If  this  is  true  in 
industries  already  using  permit  entry,  it  is 
more  important  to  offer  guidance  through  a 
series  of  systematic  steps  to  employers  who 
will  encounter  these  requirements  for  the 
first  time  and  who  may  have  little 
competence  in  this  area. 

There  should  be  a  training  section  or  an 
Appendix  incorporated  into  the  standard, 
which  offers  an  outline  or  a  lesson  plan 
which  addresses  each  item  to  be  covered, 
such  as  reading  instruments,  monitoring, 
ventilation,  rescue,  etc. 
•         •         •         *         * 

Since  most  confined  space  fatalities  are 
multiple  fatalities  created  by  the  attempts  of 
rescuers,  improj)erly  trained  and  equipped, 
to  bring  the  fallen  employee  out  of  the  space, 
this  is  one  of  the  crucial  factors  in  the 
training.  If  an  appendix  is  prepared  with  a 
training  outline,  this  should  be  stressed. 
[Emphasis  was  supplied  in  original.] 

Maryland  also  suggested  that  the 
appendix  be  used  to  address  the 
requirements  in  proposed  paragraph 
(d)(4)  relating  to  hot-work  permits.  In 
their  statement  directed  specifically  at 
NPRM  Issue  13,  they  remarked  that  the 
appendices  should  explain  each 
individual  paragraph  of  the  standard 
and  provide  additional  information  on 
them.  They  also  listed  the  following 
suggested  subjects:  Permit  vs.  non- 
permit  spaces,  approaches  to 
ventilation,  instrumentation,  isolation, 
lockout  and  tagging,  draining  and 
flushing,  testing,  personal  protective 
equipment,  check  in  and  out, 
attendants,  rescue,  and  training. 

In  their  comments  addressing 
proposed  paragraphs  (d)(2)(i)  through 
(v),  relating  to  information  to  be  placed 
on  the  permit,  Organization  Resources 
Coimselors,  Inc.  (Ex.  14-143), 


recommended  that  OSHA  make  the 
standard  addressing  these  elements  as 
short  as  possible  and  that  OSHA  put  the 
details  of  these  provisions  in  the 
appendix.  ORC  specifically  endorsed 
the  use  of  an  appendix,  stating: 

ORC  supports  the  publication  of  non- 
mandatory  appendices  which  contain 
information  and  additional  guidance  on 
compliance  with  the  standuid.  Samples  of 
specific  procedures,  examples  of  permits, 
etc,  mignt  be  quite  useful  to  employers  who 
do  not  have  permit  programs  now  and  vdsh 
to  imderstand  the  type  of  information  that 
they  will  need  to  evaluate  and  the  type  of 
program  they  will  have  to  implement  to  be 
in  compliance  with  the  standard. 

Other  commenters  (Ex.  14-170. 14- 
195)  supported  the  view  that  the 
appendices  could  be  used  to  assist 
employers  in  their  efforts  to  comply 
witn  the  standard.  Still  another 
commenter  (Ex.  14-208)  stated  that 
additional  guidance  was  needed 
concerning  the  content  of  the  permit,  as 
follows: 

To  further  assist  employers  in  complying 
with  the  standard,  CWA  District  1 
recommends  that  OSHA  require  employers  to 
adopt  the  sort  of  checklist  that  has  been 
developed  by  NIOSH  in  its  Guide  to  Confined 
Spaces.  The  NIOSH  checklist  or  its 
equivalent  could  be  made  an  additional 
appendix  to  1910.146.  (Emphasis  was 
supplied  in  original.] 

By  contrast,  Edison  Electric  Institute 
(Ex.  14-171)  was  concerned  that  the 
sample  permits  found  in  the  proposed 
appendix  would  pose  compUance 
problems  for  employers  who  did  not 
follow  them  exactly,  stating: 

EEI  is  concerned  %vith  the  use  of  the  forms 
listed  in  the  non-mandatory  appendix  C  to 
the  proposal.  Although  they  are  advisory  in 
nat\ire,  feilure  of  an  employer  to  include  all 
of  the  suggested  points  could  be  considered 
as  evidence  of  a  violation  or  negligence. 
Although  OSHA  could  not  base  a  citation  on 
the  appendix,  it  could  he  used  by  a  claimant 
.    to  establish  a  standard  of  care  in  a  third  party 
lawsuit  initiated  after  an  accident. 

Some  of  the  participants  in  the  public 
hearings  also  addressed  appendices.  For 
example,  Keith  Mestrich,  on  behalf  of 
the  Food  and  Allied  Service  Trades  - 
AFL-aO,  recommended  that  OSHA 
include  sample  permits  in  an  appendix 
(Chicago  Tr.  42).  John  Nicol,  testifying 
for  the  Chemical  Manufacturers 
Association,  recommended  that  OSHA 
include  a  sample  training  program  in 
the  appendix  (Chicago  Tr.  142). 

Two  commenters  (Ex.  14-14, 14-98) 
responded  specifically  to  Issue  14  in  the 
proposal,  suggesting  that  the  rendering 
industry  and  the  wastewater  industry 
may  not  have  sufficient  resources  to 
develop  their  own  permit  programs. 

OSriA  believes  that  non-mandatory 
appendices  are  a  valuable  tool  to  convey 


helpful  information  to  assist  employers 
in  complying  with  the  standard.  OSHA 
does  not  agree  with  the  view  that  the 
information  in  these  non-mandatory 
appendices  will  be  used  for  enforcement 
of  the  standard  by  the  Agency's 
compliance  staff.  Based  on  the  needs  of 
employers  and  employees  as  described 
in  the  record,  OSHA  has  carried  forward 
two  of  the  proposed  appendices  (the 
decision  flowchart  and  the  sample 
permit),  has  not  carried  forward  one  (the 
list  of  references)  and  has  incorporated 
three  others  not  included  in  the 
proposal  (the  procedures  for 
atmospheric  testing,  the  examples  of 
permit  programs  and  the  recommended 
procedures  for  sewer  entry). 

Appendix  A,  Permit-required 
Confined  Space  Decision  Flowchart,  has  . 
been  updated  to  be  consistent  with  the 
final  standard's  provisions.  The 
information  in  the  flowchart  is  based  on 
the  Agency's  analysis  of  how  the 
requirements  of  the  final  rule  would  be 
applied  to  any  given  workplace. 

Appendix  B,  Procedures  for 
Atmospheric  Testing,  has  been  included 
in  the  final  rule.  It  contains  detailed 
recommendations  on  the  purpose  and 
types  of  atmospheric  testing. 
Information  of  this  type,  though  vital  to 
an  employer's  permit  program,  is  too 
lengthy  and  detailed  to  be  placed  within 
the  regulatory  text.  OSHA  has  therefore 
incorporated  Appendix  B  into  the  final 
rule.  The  information  in  this  appendix 
is  based  on  the  many  actual  permit 
space  programs  submitted  to  the  record. 

Appendix  C,  Examples  of  Permit- 
required  Confined  Space  Programs,  has 
been  incorporated  into  the  final  rule. 
OSHA  believes  it  would  be  helpful  to 
provide  sample  permit  programs  as  well 
as  samples  of  permits.  "The  information 
in  this  appendix  is  based  on  the  many 
actual  permit  space  programs  submitted 
to  the  record. 

Appendix  D  contains  sample  permits. 
OSHA,  responding  to  comments 
concerning  proposed  Appendix  C. 
which  also  contained  sample  permits, 
has  improved  and  upgraded  the 
examples  from  the  proposal.  The 
information  in  this  appendix  is  based  on 
the  many  actual  permit  space  programs 
submitted  to  the  record. 

Appendix  E,  Sewer  System  Entry,  has 
been  included  in  the  final  rule.  Sewer 
entry  differs  in  several  respects  from 
most  other  types  of  permit  entry.  (The 
appendix  itself  discusses  these 
differences.)  OSHA  believes  that  these 
differences,  while  not  so  great  so  as  to 
require  separate  treatment  in  the 
standard's  regulatory  text,  do  dictate  at 
least  a  detaileid  discussio;.  in  a  non- 
mandatory  appendix. 
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Piopowd  Appandix  B.  i^dch 
canteLacd  rafcrancM  far  furthsr 
infonnatian,  has  not  bean  curtod 
foiwvd  Into  the  final  rule.  OSHA 
bebevw  that  the  inchuicn  of  thia  hit  In 
the  actual  standard  is  unnsoasaary. 
Much  of  the  infonnaidon  from  these 
refatencas  is  alreedv  outdated,  snd  the 
remainder  will  likely  become  outdated 
in  a  few  yean.  OSHA  has,  however, 
presented  a  list  of  refsrences  far 
intatested  parties  in  Section  IV, 
Reftnncea,  later  in  thia  preamble. 

Discussion  of  Issaea 

The  ^]PRM  (54  FR  at  24066)  aat  out 
18  issuee  regarding  which  OSHA  sought 
in^mation.  The  hearing  notice  (54  FR 
41461)  set  out  15  iaauee.  baaed  on  the 
NPRM  comments,  on  which  the  Agency 
requested  testimony,  evidmca,  and 
additional  comments.  Most  of  the 
NPRM  and  bearing  notice  issues  related 
to  particular  provisions  of  the  proposed 
ruM.  The  comments,  evidence,  and 
testimony  received  in  response  to  those 
issues  are  covered  in  the  Summary  and 
Explanation  discussion  for  the  pertinent 
provisiois  of  the  final  rule.  The  rest  of 
the  issues  requested  information  that 
would  assist  OSHA  in  evaluating  the 
impact  of  the  propoeed  rule.  The 
comments  and  testimony  received  in 
response  to  those  issues  are  discussed  in 
the  fbllowiitg  paragraphs  and  in  Section 
VI.  Summoiy  of  the  Final  Regulatory 
Impact  Analysis  and  Regulatory 
Flexibility  Analyus,  later  in  thia 

Issue  7'of  the  NPRM  (54  FR  24087) 
noted  the  propoaed  rule's  emphasis  on 
engineering  and  work  practice  controls 
for  atmospheric  hazards  and  asked  what 
provisions  OSHA  should  add  to  address 
napping  or  crushing  hazards.  Several 
commenters  (Ex.  14-^.  14>30. 14-35. 
14-50. 14-57. 14-62. 14-63, 14-71, 14- 
81. 14-88, 14-04. 14-110. 14-111, 14- 
118, 14-131. 14-137. 14-157. 14-161. 
14-162. 14-170, 14-179. 14-182. 14- 
187, 14-193, 14-199, 14-219) 
responded  to  this  issue.  TIm  great 
majority  of  these  commenters  were  of 
the  opinion  that  mechanical  hazarda, 
such  ss  nipping  or  crashing,  would  be 
best  handled  by  other  stanoarda,  such  ss 
§1910.147.  Co/itro/  of  hazardous  energy 
sources  (lockout/tagput,  already  in 
existence.  For  example.  The 
Shipbuilders  Council  of  America  (Ex. 
14-62) said: 

Coofined  spaos  itandards  should  address 
thoss  hasards  peculiar  to  oonflned  spaoss. 
and  not  addrsss  all  of  the  hasards  to  which 
antnntx  could  be  expossd.  SCA  bsUevet  that 
othar  lafrty  hasards.  such  as  hsiahts,  falls. 
(urflHss,  hgbtlng.  machine  fDMmng,  tagout/ 
lock-out.  etc.  AoeM  be  gDfened  by  tbetr 
raspecdvB  standards. 


Likewise,  the  Ken^McCea  Corporation 
(Ex  14-161)  expraaaed  the  view  that 
other  staflMftuda  ahould  addreea 
mechanical  and  physical  hazards, 
stating: 

OSHA  asks  what  sdditioaal  provisioiu 
would  be  sppropriats  to  pntsct  smployees 
against  pbj^cal  and  mschankal  hazards. 
KaiT-MoGse  believss  that  adsquste  protection 
gainst  such  hasards  Is  sbeady  provided  by 
other  OSHA  standards  tnchidhig,  but  not 
limited  to,  Subpart  O  ad  the  new  lockout/ 
tagout  rule,  1910.147,  effsctive  October  31, 
1989.  While  penult  entries  moy  require 
control  of  hazardous  sueigy  ■ouroes  (lockout/ 
tagout),  OSHA  should  keep  die  two  rules 
separate  by  lefaieucUig.  rather  than 
incorporating  portions  of  one  rule  in  the 
other.  (Emphasis  was  supplied  la  original.) 

Some  commentws  (Ex.  14-4, 14-35, 
14-50).  while  not  exclusively 
addressing  physical  hazards,  did 
provide  examplea  of  specific  equipment 
or  proosdursa  that  would  be  involved 
with  hazards  other  than  atmospheric 
Some  of  the  equipment  listed  in  these 
comments  wwe  non-sparking  toc4s  and 
various  exploeion-  proof  devices.  One 
commanter  (Ex.  14-50)  mentltmed  that 
permit  spaces  should  be  evaluated  for 
excessive  temperattire  and  noise,  in 
addition  to  proper  levels  of 
lighting.Another  commenter  (Ex.  14-63) 
believMi  that  these  hazarda  needed  to  be 
addressed  in  the  final  standard. 

Under  most  conditions,  the  lockout/ 
tagout  standard  in  §1910.147  properly 
addresses  the  control  of  hazardous 
energy  sources  within  permit  spaces.  In 
fact,  employers  must  deenergize  and 
lock  out  or  tag  energy  sources  for 
machinery  within  a  permit  space  with 
§1910.147.  in  addition  to  taUng  other 
measures  required  by  final  §1910.146. 
whenever  swvidng  and  maintenance  is 
performed  on  that  eouipment.  However, 
even  if  servicing  and  maintenance  is  not 
being  performed  (in  which  case 
§1910.147  would  not  apply).  §1910.146 
requires  the  employer  to  isolate  hazards 
within  the  space  to  protect  employees 
from  any  mechanical  or  other  energy 
sources  that  mav  ba  present  in  the 
permit  spaca.  This  approadi  ia  not  onlv 
performance  oriented,  but  It  also  avoids 
placing  unnernasary  details  in  the 
Permh-Requirad  Coafined  Space  final 
rule.  The  Agency  has  addreaaed  the 
hazarda  asaodatad  %ritb  anargy  sources 
in  paragraph  (dK3Mli).  %i^iidh  requires 
the  employer  to  take  meaaurss  to  isolate 
the  space,  and  in  paragraph  (fK8).  which 
requires  tlie  permit  to  list  the  measures 
used  to  isokta  tha  apace.  OSHA  believea 
that  tbaaa  raquiramaots  will  enstire  that 
emplotara  have  considered  the  energy* 
related  hazards  that  oiay  ba  found  in 
permit  specm  and  thai  enpfoyars  have 
tsAcan  meaaurea  to  rtiminata  or  control 


those  hazarda  before  employeee  enter 
those  spaces. 

The  proposed  rule  took  a 
performance-oriented  approach  to 
regulating  employee  safety  in  permit 
space  entry  operations.  In  the  preemble 
to  the  proposal  (54  FR  24087),  OSHA 
explained  that  this  approach  was 
chosen  to  provide  employers  with 
maximiun  flexibility  in  determining 
how  to  protect  their  employees  snd 
raised  Issue  9  of  the  NPRM,  in  which 
public  conmient  was  requested  on 
whether  or  not  this  spproach  was 
appropriate  and  on  what  proposed 
provisions  should  be  revised  to  use 
specification  language.  Additionally, 
OSHA  aaked  if  there  were  any 

tirovisions  that  used  specification-type 
anguage  where  performance-oriented 
language  should  be  substituted. 

A  substantial  number  of  the 
commenters  who  responded  to  this 
issue  (Ex.  14-27, 14-28, 14-30. 14-35. 
14-43. 14-47, 14-50, 14-57. 14-73, 14- 
98, 14-161, 14-170, 14-183)  exivessed 
overall  agreement  with  the  use  of 
performance  language.  Many  supported 
the  use  of  performance  language  with  a 
few  brief  words.  For  example,  Transco 
Energy  Company  (Ex.  14-35)  stated: 

[Pflrfonnance  language]  Is  deslral>ie  and 
will  allow  employers  maximum  flexiUlity  in 
establishing  their  safe  work  practices  and 
pnx»duies. 

In  the  same  vein,  the  American 
National  Can  Company  (Ex.  14-47) 
stated: 

Generally,  we  endone  the  perionnance- 
orianted  style  of  the  proposed  standard  and 
support  its  intent  and  o^ective.  We  believe 
it  repressnts  a  professional  effort  to  produce 
a  constructive  framework  for  reducing  the 
national  casualty  rate  associated  with  the 
entry  of  confined  spaces. 

Another  commenter  (Ex.  14-50) 
expressed  his  opinions,  ss  follows: 

...  it  is  better  to  provide  perfonnanos 
language  for  many  of  these  items  as  opposed 
to  specific  noo-fiexibla  requiiaments. 

Monsanto  Company  (Ex.  14-170) 
offered  support  for  the  use  of 
performance-oriented  language  in 
OSHA  standarda,  but  recommended  that 
the  rule  provide  clarification  with 
respect  to  what  is  expected  of  the 
employer  in  terms  of  compliance,  as 
follows: 

Tha  standard  should  have  clarity  of 
language  supported  by  examples  so  that 
employers  can  understand  the  range  of 
methods  for  acceptable  compliance. 

The  GATX  Terminals  Corporation 
(Ex  14-183)  stated  their  reasons  for 
supporting  parfarmanoa  language,  as 
follows: 
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I  ooDcor  with  ]N)v  paifcmBnoamriflBtod, 
systantic  appvoK^  and  hi^ly  raoonmaBd 
that  tk»  flexfiiUity  that  you  w«  tiying  to  build 
into  the  prcwram  remains  a  viaMe  part  of  the 
final  nde.  I  kmphaaias)  this  (hw  to  the  fact 
that  confined  ^Moe  "haiaidi'  vary  rroin  one 
extreme  to  the  other  and  the  characteristics 
of  each  are  diiectljr  contingent  oo  site* 
specific  faaroware  and  nie  individual 
[conpeny's)  standard  opesating  procedures. 
If  ocmpanies  do  not  have  Ab  flaxBrility  to 
develop  what  they  feel  to  be  tiie  priorities, 
the  Veal'  hazards  may  continue  to  exist  On 
the  same  note,  employees  who  are  involved 
widi  confined  space  entry  fCSE)  are  already 
required  (and  sometimes  frustrated)  to  follow 
a  variety  of  prooedmes.  If  additional 
procedures  aie  required  in  the  future  and 
they  are  peioeiired  to  be  redundant  or 
umiecessary  by  the  woridarce,  an  attitude  of 
non-  importance  may  develop — which  is  the 
last  thing  that  OSHA  or  industry  wants  to 
h^>pen  when  addressing  this  subject. 

The  National  Fire  Protection 
Assodatian  (Ex  14-42)  also  agreed  that 
the  proposal's  performance  approedi 
was  appropriate,  stating: 

The  acddeat  statistics  indicate  for  the  most 
part  that  it  is  die  bikire  of  management  to 
actively  identiiy  confined  spaces  and  hazards 
in  their  workplace  and  provide  adequate 
awareness  training  for  all  employees. 
Acddents  have  not  occurred  baosusa  the 
wrong  hazards  are  identified  or  because  the 
wnx^  atmospheric  exposwe  levels  wen 
applied.  No,  aoddents  have  occurred  because 
no  one  even  bodiers  to  ideirtify  and  evaluate 
the  hazards. 

It  should  be  the  function  of  this  regul^ion 
to  provide  the  framewock  for  management  to 
use  to  develop  individual  systems  far 
recognition,  evaluation  and  control  of 
hazards  associated  with  confined  spaces 
which  tiwir  ynrkxt  will  enter.  The  system 
shookl  be  hi  the  fom  of  a  written  safe  work 
practice  and  should  include  designation  (rf 
testers  (professional  and  qualified  as 
necessary).  The  system  shDuld  include 
perfonnance  evahiation  of  the  testers  and 
workers.  The  system  should  also  address 
non-rontiae  entry,  such  as  eraergracy  or 
rescue. 

Another  coinm«itar  (Ex  14-28)  noted 
the  difficulty  of  applying  specificaticm- 
type  standards  to  industries  with  widely 
varying  circumstances,  as  follows: 

The  performance  oriented  approach  is 
appropriate.  I've  been  involved  with  two 
/^Sl  standards  and  find  that  what  is  fine  for 
one  industry  is  impractical  for  another.  I  did 
not  note  any  language  problems.  i.e.. 
perfonnance  versus  spedflcation. 

The  ooounent  and  testimony  received 
in  resp<HMe  to  bsue  9  in  tiie  NPRM 
serve  to  confirm  OSHA's  belief  that 
performance,  rather  than  specification 
type  standards,  best  serve  the  purpose  of 
protecting  employees  from  the  hazards 
of  permit  ^>ace  eotiy  w^iile  allowing 
employers  to  chooee  the  best  methods 
and  procedures  available  to  them  for 
carrying  out  their  responsibilities  under 


the  peiuiit-ieciuired  confimd  spece 
standntL  OSHA  has  theiefioFe  ooiried 
forward  to  the  final  rule  the  approach  of 
using  performance  language  whenever 
possible. 

In  spite  of  their  support  for  the 
perfacmanceHXieaited  language 
contaiaed  in  the  proposal,  some 
rulemddi^  partkipants  (Ex  14-62, 14- 
118. 14-143, 14-150, 14-168)  found 
osrtain  proposed  requirements  to  be  too 
spedfloitian  oriented.  Fat  example,  the 
Comical  Manufacturers  Asaociatian 
(Ex  14-118)  supported  the 
perfoimance-odiented  approadi  of  the 
propooaL  However,  they  did  o^ect  to 
proposed  $19iai46(cXl).  stating: 

...  tibe  hazard  identification  and  employee 
infannation  sections  do  not  adhere  to  the 
perforawnoe  philosophy.  This  departure 
from  that  approach  oomproraisas  the  overall 
eKisctiveness  of  the  standard. 

The  Shipbuilders  Cotmdl  of  America 
(Ex  14-62)  arg^xed  that  proposed 
paragraph  (i)  was  not  sufficiently 
performance  oriented,  as  follows: 

OSHA  dioold  modifir  paragraph  (i) 
(Spadal  permits  for  entiy  into  low-hazard 
pennit  qiaces)  to  provide  more  performance- 
oriented  language... 

Qrganizatian  Resourc»s  Cotmselors, 
Inc.  (Ex.  14-143)  offiared  two  examples 
of  re^latory  language  they  beUeved  to 
be  too  detailed  and  inconsistMat  with  a 
perforAanoe  standnd  approach,  as 
follows: 

Parapaph  (<^2KiU)  states  that  "procedures 
for  purging,  inerting,  ventilating  and 
flushing..."  should  be  included  on  the 
pennit  Further,  paragraph  (dK2Kv)  calls  for 
"testing  and  moaitoihig  equipmmit  and 
procedurea-."  to  be  indnrtad  in  the  permit 
Procedures  far  these  itams  can  be  extansiva. 
Tlwy  are  part  of  the  preparation  for  entry, 
and  their  acrffmpHshmnnt  should  be 
addressed  l^  the  checklist  but  the 
procedures  themselves  should  not  be  part  of 
the  i>enmt 

The  Pennzoil  Company  (Ex  14-150) 
echoed  the  same  concern  about  permit 
systems  addressed  in  proposed 
paragraph  (dK2).  They  stated: 

[Wei  believe  that  the  specifications  listed 
include  too  mudi  dstaii  to  be  consistent  widi 
a  performance-  oiiaotsd  approach,  and  are 
not  achievable  in  soma  instances.  An 
excellent  example  is  [paragraph  (dX2Xiii)] 
which  requires  "...procedures  for  purging, 
inerting.  ventilating,  and  Qushing..."  These 
prouedmas  an  very  extensive,  and  are  part 
of  the  preparation,  not  part  of  the  pennit.  The 
entry  permit  approval  praoees  will  ensure 
complalkn  of  these  steps.  We  believe  that 
(paragraph  (dM2)(ill)l  should  shnply  state 
"...the  measures  used  to  remove  or  control 
potential  hazards."  [Emphasis  was  supplied 
inoriginaL] 

Similar  oonoama  about  permit 
systems  es  addieaood  te  proposed 


$1910.146(dX2).  (dX3)  and  performance 
language  were  ndsed  by  the  Ameiicsn 
Petroleum  Institute  (Ex  14-168).  In 
discussing  piopoeed  paiagrapn  (dM2), 
API  stated: 

While  agreeing  in  concept  the 
spedfications  listed  in  this  section  are  Ev  too 
detailed,  inconsistent  writh  the  desired 
perfonnance  ajqiroadi,  and  in  some  cases 
simply  are  not  adiievahle. 

OSHA  has  taken  these  and  all  other 
comments,  testimony,  and  evidence  into 
consideratioa  in  the  promulgation  of  the 
individual  requirements  of  the  final 
rule.  OSHA  believes  that  the  final  rule 
is  written  in  terms  of  performance  to  be 
achieved  rather  than  in  terms  of  how  to 
achieve  the  desired  performance  to  the 
greatest  extent  consistent  with  afisctive 
employee  protection  from  the  haxards  of 
pennit  space  entry.  Comments  on  the 
individual  provision  of  the  proposal 
that  were  thought  to  be  too  detailed  are 
discussed  under  the  siunmary  and 
explanation  of  the  corresponding 
provision  of  the  final  rule. 

OSHA  recognizes  that  the  hazards 
associated  with  particular  permit  spaces 
differ  in  nature  and  degree  according  to 
the  type  of  space  being  entered.  In  the 
notice  of  proposed  rulemaking,  the 
Agency  poposed  to  allow  employers 
the  flexibility  to  tailor  their  permit 
space  prc^rams  so  that  the  particular 
conditions  encountered  are  taken  into 
account  However,  the  preamUe  to  the 
proposal  noted  th^  the  relative  cost 
effectiveness  of  the  rule  (as  calculated  in 
the  preliminary  ragulat<»y  analysis) 
varied  greatly  from  SIC  to  SIC  If  this 
analysis  were  correct,  the  rule  as 
proposed  would  have  bem  much  more 
cost  e^ctive  in  some  industries  than  in 
other  industriea. 

To  ensiue  the  greatest  cost 
effectiveness  for  the  final  rule.  OSHA 
posed,  in  IsMie  17  of  the  NPRM  (54  PR 
24087).  a  series  of  questions  related  to 
minimizing  the  burden  of  the  rule  on 
employers  while  maximizing  safety  for 
employees.  Commenters  wwe  requested 
to  idratify  areas  where  the  hazards 
posed  by  the  spaces  involved  were  not 
as  great  as  those  anticipated  by  the 
standard  and«  ahematively,  areas  where 
the  hazards  were  more  serious. 

Interested  parties  responding  to  this 
issue  identified  several  types  of  ^Mcea 
that  they  claimed  «vere  covered  by 

g reposed  §1910.146(1)  but  that  ware  not 
azardous  enough  to  be  regulated  as 
permit-required  confined  ^Mces.  Some 
of  these  commenters  identified  <^>en 
trenches,  ditches,  excav^tms,  and 
diked  areas  as  examples  of  sudi  spaces 
(Ex  14-35. 14-43, 14-126, 14-183, 14- 
184).  The  coBUBenten  noted  the  lade  of 
full  endostue  of  the  speoes' 
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atmospheres  (the  tops  of  the  spaces  are 
open)  and  the  relative  ease  of  egress 
firom  these  areas.  Because  of  this,  they 
maintained  that  trenches,  ditches, 
excavations,  and  diked  areas  do  not 
pose  sufficient  hazards  to  warrant 
regulation  as  permit-required  confined 
spaces. 

OSHA  agrees  with  these  comments. 
The  Agency  believes  that  these  areas 
will  not  normally  meet  the  definition  of 
"permit-  required  confined  space"  and 
will  not.  therefore,  usually  be  subject  to 
final  §1910.146.  A  detailed  discussion 
of  issues  related  to  proposed  paragraph 
(i)  is  contained  in  the  summary  and 
explanation  of  paragraph  (c)(5)  of  the 
final  rule. 

Many  other  commenters  argued  that 
telecommimicaticHi  manholes  and  vaults 
did  not  warrant  all  the  procedures 
required  imder  im>posed  §1910.146  (Ex. 
14-104.  14-106,  14-108, 14-110. 14- 
139. 14-142.  14-162, 14-167, 14-187, 
14-194, 14-195, 14-207).  They 
maintaiJied  that  such  manholes  and 
vaults  were  adequately  covered  by 
existing  §1910.268(o)  and  argued  that 
accident  experience  under  the 
telecommunication  standard  clearly 
demonstrated  that  employees  working 
in  these  manh6les  and  vaults  were 
adequately  protected  without  further 
regulation.  These  commenters  also 
pointed  out  that  manhole  entry  posed 
Umited  hazards  in  comparison  to  entry 
into  permit-required  confined  spaces, 
especially  when  all  the  reqwrements  of 
§1910.268  are  followed. 

OSHA  also  agrees  with  these 
commenters.  In  fact,  under  the  final 
rule,  employee  entry  into 
telecommunications  manholes  and 
vaults  will  normally  be  covered  under 
§1910.268  rather  than  §1910.146.  (This 
was  also  true  under  the  proposal, 
although  it  may  not  have  been  clear.) 
For  additional  information  regarding  the 
application  of  §1910.146  to  the 
telecommunications  woric,  see  the 
discussion  of  final  §1910. 146(a)  earlier 
in  this  preamble. 

With  regard  to  the  question  of  why 
the  cost  effectiveness  of  §1910.146 
varied  widely  bom  SIC  to  SIC,  very  few 
commenters  had  concrete  answera. 
Three  respondents  doubted  the  accuracy 
of  the  underlying  data  (Ex.  14-62, 14- 
63. 14-172).  For  example,  the  State  of 
Maryland's  Occupational  Safety  and 
Health  program  stated: 

MOSH  would  certainly  question  the  data 
collection  of  feveral  of  the  industries  for 
which  there  appear  to  be  no  btalitiet  on  the 
chart  provided.  H  is  hard  to  believe  that  in 
agriculture  (silos),  textile  mill  products 
~  (process  veoels.  bleadiing  vats),  tobacco 
manufacturing  (aiixst.  vats),  printing  and 
publishing  (tuJu  fat  inks  and  solvents)  that 


there  have  been  no  oonflned  space  fatalities, 
especially  since  MOSH  recalls  articles  on 
such,  although  no  specifics  are  readily 

available. 

Most  commenters  argued  that  the  best 
way  to  handle  the  problem  of 
maximizing  the  cost  efiiectiveness  of  the 
rule  was  to  promulgate  a  performance- 
oriented  standard  that  provides  the 
employer  with  the  flexibihty  to  adapt 
his  or  her  confined  space  entry  program 
to  the  hazards  posed  by  the  spaces 
found  in  the  workplace  (Ex.  14-35. 14- 
43, 14-57. 14-73, 14-81. 14-137, 14- 
161. 1'4-170, 14-193).  In  this  manner, 
they  contended,  the  employer  assumes 
the  responsibility  for  employee  safety 
and  has  the  freedom  to  choose  the  least 
costly  method  for  adequately  protecting 
his  or  her  employees.  One  of  these 
commentera.  Mr.  Gerald  Beaumont  of 
Beaumont  and  Associates  (Ex.  14-57), 
recognized  that,  even  with  the  wide 
range  of  hazards  posed  by  confined 
spaces,  there  are  certain  common 
dangers: 

It  is  appropriate  to  allow  trained 
supervisors  and  safety  professionals  to  apply 
their  judgement  in  protecting  employees 
within  the  structure  of  this  propped 
standard.  Some  industries  may  not  have 
confined  space  fatalities  listed  l)ecause  of 
limited  exposure  to  confined  spaces. 
However,  the  hazards  of  oxygen  deficiency 
and  naturally  generated  toxic  gases  are 
potentially  present  in  all  confined  siloes 
along  with  the  possible  release  of  flainmal>Ie 
or  toxic  materials  l)y  the  work  activity,  and 
thus  should  be  evaluated  prior  to  authorizing 
entry. 

OSHA  agrees  that  a  performance- 
oriented  standard  is  the  most  cost 
effective  approach  to  regulation.  The 
Agency  took  this  approach  in  proposing 
§1910.146  and  has  refined  it  in  the  final 
rule.  The  final  rule  permits  employers  to 
specify  whatever  procedures  he  at  she 
believes  will  best  protect  his  or  her 
employees.  However,  OSHA  is  requiring 
certain  precautions  to  be  taken  for  all 
permit-required  confined  space  entries, 
because,  as  noted  by  Mr.  Beaumont  and 
as  conclusively  demonstrated  by  the 
many  accident  descriptions  in  the 
record,  certain  hazards  are  common  to 
all  regulated  spaces.  There  is  no 
e\-idenc8  in  the  record  that  spaces 
regulated  by  the  final  rule  are  safer  in 
any  one  industry  than  in  another.  The 
Agency  strongly  believes  that  this  final 
rule  will  prove  to  be  cost  effective  in 
preventing  the  deaths  of  and  injuries  to 
employees  from  the  hazards  posed  by 
confined  spaces. 

IV.  Refertnces 

1.  B.F.  Goodrich  Chemical  Company. 
"General  Notice;  SA-5,  Rev.3  Vessel  Entry 
Procedure"'  Cleveland,  Ohio  44131. 


2.  Commonwealth  of  Pennsylvania. 
Department  of  Environmental  Resources. 
"Entry  to  Confined  Spaces"  Harrisburg. 
Pennsylvania  17120. 

3.  State  of  Califiamia,  Department  of 
Industrial  Relations.  General  Industry  Safety 
Orders  i5182,  "Confined  Spaces" 
Sacramento.  California  95814. 

4.  E.I.  DuPont  de  Nemours  and  Company. 
Safety  Engineering  Standard,  "Vessel  and 
Confined  Space  Entry"  Wilmington, 
Delaware  19898. 

5.  Organization  Resource  Counselors,  Inc. 
"Sixth  Draft  of  Proposed  Performance 
Standard  for  Confined  Spaces"  Washington, 
DC  20006. 

6.  Michigan  Department  of  Public  Health. 
Division  of  Occupational  Health.  "Control 
Measures  for  Hazardous  Atmospheres 
(Including  Tank  and  Vessel  Bnbry)",  Lansing, 
Michigan  48909. 

7.  Kentucl^  Department  of  Labor. 
Occupational  Safety  and  Health  Program. 
"Kentucky  Occupational  Safety  and  Health 
General  Industry  Standards,  803  Kar  2:015 
section  3.  Confined  Spaces."  Frankfort, 
Kentucky  40601. 

8.  U.S.  Department  of  Health,  Education, 
and  Welfare.  National  Institute  ft« 
Occupational  Safety  and  Health  (USDHEW/ 
NIOSH).  "Criteria  for  a  Recommended 
Standard  *  •  *  Working  in  Confined  Spaces" 
Qncinnati.  Ohio  45226  U.S.  USDHEW/ 
NIOSH  1979. 

9.  U.S.  Department  of  Labor,  Occupational 
Safety  and  Health  Administration  (U.S.  DOL/ 
OSHA).  "Selected  Occupational  Fatalities 
Related  to  Fire  and/or  Explosion  in  Confined 
Work  Spaces  as  Pound  in  OSHA  Fatality/ 
Catastrophe  Investigations".  Washington,  DC 
20210.  U.S.  DOL/OSHA.  1982. 

10.  U.S.  Department  of  Labor, 
Occupational  Safety  and  Health 
Administration  (U.S.  DOL/OSHA).  "Selected 
Occupational  Fatalities  Related  to  Lockout/ 
Tagout  Problems  As  Foxmd  in  Reports  of 
OSHA  Fatality/Catastrophe  Investigations". 
Washington.  DC  20211.  U.S.  DOL/OSHA. 
1982. 

11.  U.S.  Department  of  Labor. 
Occupational  Safety  and  Health 
Administration  (U.S.  DOL/OSHA).  "Selected 
Occupational  Fatalities  Related  to  Grain 
Handling  As  Found  in  Reports  of  OSHA 
Fatality/Catastrophe  Investigations". 
Washington,  DC  20210.  U.S.  DOUOSHA. 
1983. 

12.  West  Virginia  University.  "(Confined 
Space  Entry.  An  Evaluation  of  Current 
Practices  and  Procedures  used  by  General 
Industry  with  Recoomiendations  for 
Improvements  to  the  Confined  Space  Entry 
Standard".  1984.  Morgantown,  West  Virginia 
26505. 

13.  American  Petroleum  Institute  (API). 
Draft  »3.  "Guidelines  for  Working  In  Inert 
Confined  Spaces  in  the  Petroleiun  Industry", 
AOSC,  1985.  Washington,  DC  20005. 

14.  U.S.  Department  of  Labor. 
Occupational  Safety  and  Health 
Administration  (U.S.  DOL/OSHA).  "Selected 
Occupational  Fatalities  Related  To  Toxic  ana 
Asphyxiating  Atmospheres  In  Confined 
Spaces  As  Found  In  Reports  of  OSHA 
Fatality/Catastrophe  Investigations". 
Washington,  DC  20210.  U.S.  DOL/OSHA, 
1S8S. 
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U.  U^  DBputeMtof  HMlth  and  HuBUi 
Sarvicsa.  Natiooal  iBttituto  for  Occupatioud 
Safety  asd  Hadfh  (DHHS/NIOSHl.  "RequMt 
br  Awtatanoa  in  Pnv«nting  Oocupatiooal 
PataUtiss  in  Gonflnad  SpaoM",  Ondmiati, 
Ohi*  45238.  HHS/PHS/CDCyNIOSH,  1M6. 

18.  State  of  Naw  Jetaay,  Departmmt  of 
Labor  a»d  fadastry,  Bunau  of  Bag^aaring 
and  Safety.  New  Jaoay  Admintetmtiva  Coda 
ntk  12,ai^^tar  170.  "Work  in  Goafinad 
Spaces",  April  1971.  Traatcxi.  New  Jafsay 
0862S. 

17.  State  of  Florida.  Depaitznant  of 
Commerce,  Bureau  of  Workmen'* 
Co^^)e^s8tion.  "Ragulation  Relating  to 
Hazndoos  Atmomhares  in  Confinwd 
Spacae",  1969.  Tallafaassae,  Florida  32301. 

18.  Amacican  National  Standards  Institate 
(A^S5I).  "Safety  Raquinanants  for  working  tn 
Tanks  and  otlier  Ooofined  Spaces".  ANSI 
2117.1-1989.  New  York.  New  York  10018. 

V.  Statatory  Considerations 

A.  Introduction. 

OSHA  has  described  the  haEsrds 
confronted  by  emplo3rees  who  enter 
permit  qmces  and  the  measures 
reqtdied  to  protect  affacted  employees 
from  those  hazards  in  Section  I, 
Backgroand,  and  Section  m,  Summary 
and  Explanation  of  the  Standard, 
respectively,  earlier  in  this  preamble. 
The  Agency  is  providing  the  following 
discussion  of  the  statutory  mandate  for 
OSHA  rulemaking  activity  to  explain 
the  legal  basis  for  its  determination  that 
the  permit  space  standard,  as 
promulgated,  is  reasonably  necessary  to 
protect  affected  employees  from 
significant  risks  of  injury  and  death. 

Section  2(b)(3)  of  the  Occupational 
Safiaty  and  HeaWi  Act  authorizes  "the 
Secretary  of  Labor  to  set  mandatory 
occtipotionai  so^iBty  and  health 
standards  applicable  to  businesses 
afiacting  interstate  commerce",  and 
section  5(b)(2)  provides  Aat  "(e)ach 
employer  riiall  comply  with 
occupational  safety  and  health 
standards  promulgated  under  this  Act" 
(emphasis  added).  Section  3(8]  of  the 
OSH  Act  (29  U.S,C.  §  652(8))  provides 
that  "the  term  "occupational  safety  and 
health  standard'  means  a  standard 
which  requires  conditions,  or  the 
adoption  or  use  of  one  or  more 
practices,  means,  methods,  operations, 
or  processes,  reasonably  necessary  or 
appropriate  to  provide  safe  or  healthful 
employment  and  places  of 
employment." 

In  two  recent  cases,  reviewing  courts 
have  ejq)ressed  concern  that  OSHA's 
interpretation  of  these  provisions  of  the 
OSH  Act,  paitiailarly  of  section  3(8)  as 
it  pertains  to  safety  rulemaking,  could 
lead  to  overly  costly  or  under-protective 
safety  standards.  In  International  Union, 
UAWv.  OSHA,  938  F.2d  1310  (D.C  Cir. 
1 991),  the  District  of  Columbia  Circuit 


i«tK:tMi  aubitcDtive  diaUanaBt  to 
GSHA'a  lockout/tisotrt  staadnd  and 
denied  a  rsqufaat  diat  wtfafcemflot  of 
that  standod  be  etaysd.  but  it  also 
expraaaMi  oobohxi  tbet  OSHA's 
intarpniBtioB  of  tha  OSH  Act  could  lead 
to  safe^  alaadaida  that  are  vary  costly 
and  only  miniaMlly  protective.  In 
National  Grain  &•  Feed  Ass'n  v.  OSHA, 
886  F.2d  717  (Stii  Or.  1969),  the  Fifth 
Circuit  condodad  dtat  Cong^tess  gave 
OSHA  considerBble  discretiosi  in 
structuring  the  costs  and  benefits  of 
safety  standards  but,  concamed  that  the 
grain  dust  atandard  mi^  ba  undar- 
pratectivB,  directed  OSHA  to  conaidar 
adding  a  jHoviaaoo  that  might  further 
ledooa  rignificant  ride  of  Are  and 
e»loaiaa. 

It  ia.  of  coune,  beyond  doidit  that 
OSHA  rulemakings  involve  a  significant 
degree  of  agency  expertise  and  policy- 
making dbcration  to  which  reviewing 
courts  must  defar.  (See  kx  example. 
Building  Br  Constr.  Trades  Dept,  AFL- 
aO  V.  Brock.  836  F.2d  1258, 1266  (D.C. 
Qr.  1988):  Industrial  Union  Dep't.  AFL- 
CIO  V.  American  Petroleum  Inst.,  448 
U.S.  607. 655  n.  62  (I960).)  At  the  same 
time,  the  agency's  technical  e^qwrtisa 
and  policy^nakins  authority  must  be 
exercised  within  disceinabie 
parameters.  The  lockoutAagout  and 
grain  lM>™il«ng  standard  decisions 
sought  from  QSHA  more  clarification  on 
the  agency's  view  of  the  scope  of  those 
parameters.  In  lig^t  of  those  decisions. 
OSHA  believes  it  would  be  useful  to 
include  in  the  preamble  to  this  safety 
standard  a  statement  of  its  view  of  the 
limits  of  its  safety  rulemaking  authority 
and  to  explain  why  it  is  confident  that 
its  inteijxetive  views  have  in  the  past 
avoidad  regulatory  extremes  and 
continue  to  do  so  in  this  rule. 

Stated  briafly.  the  OSH  Act  requires 
that,  before  promulgating  any 
occupational  safety  standard.  OSHA 
demonstrate  based  on  substantial 
evidence  in  the  record  as  a  whole  that: 
(1)  the  proposed  standard  will 
substantially  reduce  a  significant  risk  of 
matMial  harm;  (2)  compliance  is 
technologically  feasible  in  the  sense  that 
the  protectiva  measures  being  required 
already  exist,  can  be  brought  into 
existence  with  available  technology,  or 
can  be  created  with  technology  that  can 
reasonably  be  ^ve\aped;  (3) 
compliance  is  economically  feasible  in 
the  sense  that  industry  can  absorb  or 
pass  on  the  costs  writhout  major 
dislocation  or  threat  of  instafbility;  and 
(4)  tlie  standard  is  cost  elective  in  that 
it  employs  the  least  expansive 
protective  measures  capable  of  reducing 
or  ftliminiaing  significant  risk. 
Additionally,  pnwoaed  safety  standards 
must  be  compatibla  with  prior  agency 
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,  Mnat  be  jaaponitva  to  sjgnifioant 
It  in  ibt  lacnd,  and,  to  tiM 
extant  alluwad  by  atatnte,  anat  ba 
oonilileiil  wllhappBcabJaBxacatiea 
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Iilatory  diaaatkn  for  Mfoty 
amaking  and  provide  a  dadaioo- 
mddng  framawoiic  far  developing  a  rule 
within  their  parameters. 

B.  Congress  concluded  that  OSHA 
regulations  are  necessary  to  protect 
workers  from  occupationtd  hazards  and 
that  emphyers  AouJd  be  required  to 
reduce  or  ehndnate  significant 
workplace  heaMt  and  st^fety  threats. 

At  section  2(a}  of  the  OSH  Act  (29 
U.S.C.  §  651(a)).  Congress  announced  its 
drtermination  that  occupational  injury 
and  illness  should  be  eliminated  as 
much  as  possible:  "The  Congress  finds 
that  occupatMKtal  injury  and  illness 
arising  out  of  work  situations  impose  a 
substantial  burden  upon,  and  are  a 
hindrance  to.  interstate  commerce  in 
terms  of  lost  production,  wage  loss, 
medical  expenses,  and  disability 
compensation  payments."  Congress 
therefore  declared  "it  to  be  its  purpose 
and  policy  ...  to  assure  so  far  as  pcMsible 
every  working  man  and  woman  in  the 
Nation  safe  ...  working  conditions  (29 
U.S.C.  S  65l(b)l.'* 

To  that  end.  Congress  instructed  the 
Secretary  of  Labor  to  adopt  existing 
federal  and  consensus  standards  during 
the  first  two  years  after  the  OSH  Act 
became  effiactiva  and,  in  the  event  of 
conflict  among  any  sudi  standards,  to 
"promulgate  me  standard  wbidi  assures 
the  greatest  protection  of  the  safety  or 
health  of  the  affectad  employees  {29 
U.S.C.  §  655(a}]."  Congress  also  directed 
the  Secretary  to  set  mandatory 
oocapational  safety  standards  (29  U.S.C 
§  651(bX3)l.  based  on  a  rulemaking 
record  and  substantial  evidence  (29 
U.S.C.  §  655(bK2)l.  that  are  "reasonably 
necessary  or  appropriate  to  provide  safe 
...  employment  and  places  of 
employment."  When  promulgating 
permanent  safety  or  health  standards 
that  differ  from  existing  national 
consensus  standards,  the  Secretary  must 
explain  "why  the  rule  as  adopted  will 
better  effectuate  the  ptirposes  of  this  Act 
than  the  national  consoisus  standard 
[29  U.S.C.  §  655(b)(8)l." 
CorrespcDdingly,  every  employer  must 
comply  with  OSHA  standards  and,  in 
addition,  "furnish  to  each  of  his 
employees  employment  and  a  place  of 
employment  vdiich  are  free  from 
recognised  haaards  that  are  causing  or 
are  likely  to  cause  death  or  serious 
physical  hum  to  his  employaes  (29 
U.S.C  §  654(a)l." 

"Congress  understood  that  the  Act 
would  create  substantial  costs  for 
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emplo3^en,  yet  intmded  to  impose  such 
costs  when  necessary  to  create  a  safa 
and  healthful  woriung  environment. 
Congress  viewed  the  costs  of  heahh  and 
safoty  as  a  cost  of  doing  business.... 
Indeed,  Congress  tbou^t  that  the 
financial  costs  of  health  and  safety 
problems  in  the  wori^place  were  as  large 
as  or  larger  than  the  financial  costs  of 
eliminating  these  problems  [American 
Textile  Mfrs.  Inst.  Inc.  v.  Donovan,  452 
U.S.  490.  519-522  (1981)  {ATMl); 
emphasis  was  supplied  in  original]." 
"Cnhe  fundamental  objective  of  the  Act 
(is]  to  prevent  occupational  deaths  and 
serious  injuries  [Whirlpool  Corp.  v. 
Marshall,  445  U.S.  1. 11  (1980)]."  "We 
know  the  costs  would  be  put  into 
consumer  goods  but  that  is  ue  price  we 
should  i>ay  for  the  80  million  workers 
in  America  (S.  Rep.  No.  91-1282,  9l8t 
Cong.,  2d  Sess.  (1970);  H.R.  Rep.  No. 
91-1291,  91st  Cong.,  2d  Sess.  (1970), 
reprinted  in  Senate  Committee  on  Labor 
and  Pubhc  Welfare,  Legislative  History 
of  the  Occupational  Safety  and  Health 
Act  cf  1970.  (Committee  Print  1971) 
("Leg.  Hist.")  at  444  (Senator 
Yaitorou^)]."  "Of  coiirse,  it  will  cost  a 
little  more  per  item  to  produce  a 
washing  machine.  Those  of  us  who  use 
washing  machines  will  pay  for  the 
increased  cost,  but  it  is  worth  it,  to  stop 
the  terrible  death  and  injury  rate  in  this 
country  lid.  at  324;  see  aJso  510-511, 
5171." 

(nbe  vitality  of  tba  Nation's  economy  will 
be  enhanced  l^  the  greater  productivity 
reeilzed  through  sa^  lives  and  useful  years 
of  labor. 

When  one  man  is  injured  or  disabled  bv  an 
industrial  accident  or  disease,  it  is  he  and  his 
fiunily  who  suffer  the  most  Immediate  and 
personal  lots.  However,  that  tragic  loss  also 
afiscts  each  of  us.  As  a  result  of  occupational 
acddenta  and  disease,  over  $1.5  billion  In 
wages  is  lost  each  year  [1970  dollars],  and  the 
annual  loss  to  the  gross  national  product  is 
estimated  to  be  over  $8  billion.  Vast 
resources  that  could  be  available  for 
prodoctiye  use  are  siphoned  off  to  pay 
wcrianen^  compensation  and  medical 
expenses.... 

Only  through  a  comprehensive  approach 
can  we  hope  to  effect  a  significant  reduction 
in  these  job  death  and  casualty  figures.  [Id. 
at  518-19  (Senator  Cranston)] 

Congress  considered  uniform 
enforcement  crudal  because  it  would 
reduce  or  eliminate  the  disadvantage 
that  a  conscientious  employer  might 
experience  where  inter-industry  or 
intra-industry  competition  is  present. 
Moreover,  "many  employers — 
particularly  smaller  ones— simply 
cannot  make  the  necessary  investment 
in  heahh  and  safety,  and  survive 
ooo^Mtitively,  unless  all  are  compelled 
to  do  so  (Leg.  Hist  at  144. 854. 1188, 
1201].- 


Thus.  the  statutorv  text  and  legislative 
history  make  clear  that  Congress 
conclusively  determined  that  OSHA 
regulation  is  necessary  to  protect 
workers  from  occupational  hazards  and 
that  employers  should  be  required  to 
reduce  or  eliminate  significant 
workplace  health  and  safsty  threats. 

C.  As  construed  by  the  courts  and  by 
OSHA.  the  OSH  Act  sets  a  threshold 
and  a  ceiling  for  safety  rulemaking  that 
provide  clear  and  reasonable 
parameters  for  agency  action. 

OSHA  has  long  followed  the  teaching 
that  section  3(8)  of  the  OSH  Act  requires 
that,  before  it  promulgates  "any 
permanent  health  or  safety  standard,  (it 
must]  make  a  threshold  finding  that  a 
place  of  employment  is  unsafe— in  the 
sense  that  significant  risks  are  present 
and  can  be  eliminated  or  lessened  by  a 
change  in  practices  [Industrial  Union 
Dep't.  AFL-CIO  v.  American  Petroleum 
Inst.,  448  U.S.  607,  642  (1980) 
(plurality)  (Benzene);  emphasis  was 
supplied  in  originali."  Wnen,  as 
frmjuently  happens  in  safety 
rulemaking,  OSHA  promulgates 
standards  that  differ  from  existing 
national  consensus  standards,  it  must 
explain  "why  the  rule  as  adopted  will 
better  efiiactuate  the  purposes  of  this  Act 
than  the  national  consensus  standard 
(29  U.S.C.  §  655(b)(8)l."  Thus,  national 
consensus  and  existing  federal 
standards  that  Congress  instructed 
OSHA  to  adopt  summarily  within  two 
years  of  the  OSH  Act's  inception 

f>rovide  refarence  points  concerning  the 
east  an  OSHA  standard  should  achieve 
(29  U.S.C  §S  655(a)). 

As  a  result,  OSHA  is  precluded  from 
regulating  insignificant  safety  risks  or 
from  issuing  safety  standards  that  do  not 
at  least  lessen  risk  in  a  significant  way. 

The  OSH  Act  also  limits  OSHA's 
discretion  to  issue  overly  burdensome 
rules,  as  the  agency  also  has  long 
reco^oized  that  "any  standard  thiat  was 
not  economically  or  technologically 
faasible  would  a  fortiori  not  be 
'reasonably  necessary  or  appropriate' 
under  the  Act.  See  Industrial  Union 
Dept  V.  Hodgfon.  (499  F.2d  467, 478 
(D.C  Or.  1974))  ('Congress  does  not 
appear  to  have  intended  to  protect 
raaplojrees  by  putting  their  employers 
out  of  biisiness.')  [American  Textile 
Mfrs.  Inst.  Inc..  452  U.S.  at  513  n.  31  (a 
standard  is  econranically  fiaasible  even  if 
it  portends  'disaster  for  some  marginal 
finns,'  but  it  is  economically  infe^ble 
if  it  threaten(s]  massive  dislocation  to, 
or  imperiKs]  the  existence  of,'  the 
industry)]." 

By  stating  the  test  in  terms  of  "threat" 
and  "peril."  the  Supreme  Court  made 
dear  in  ATMI  that  economic 


infeasibility  begins  short  of  industry- 
wide bankruptcy.  OSHA  itself  has 
f)Iaced  the  Une  considerably  below  this 
evel.  (See  for  example,  ATMI,  452  U.S. 
at  527  n.  50;  43  FR  27,360  (June  23. 
1978).  Proposed  200  pg/m3  PEL  for 
cotton  dust  did  not  raise  serious 

EossibiUty  of  industry-wide  bankruntcy, 
ut  impact  on  weaving  sector  would  be 
severe,  possibly  requiring 
reconstruction  of  90  percent  of  all 
weave  rooms.  OSHA  concluded  that  the 
200  ^g/m3  level  was  not  feasible  for 
weaving  and  that  750  ^g/m3  was  all  that 
could  reasonably  be  required).  See  also 
54  FR  29,245-246  Ouly  11, 1989): 
American  Iron  fr  Steel  Institute,  939 
F.2d  at  1003.  OSHA  raised  engineering 
control  level  for  lead  in  small 
nonferrous  foundries  to  avoid  the 
possibility  of  bankruptcy  for  about  half 
of  small  foundries  even  though  the 
industry  as  a  whole  could  have  stirvived 
the  loss  of  small  firms.)  Although  the 
cotton  dust  and  lead  rulemakings 
involved  heahh  standards,  the  economic 
feasibility  ceiling  established  therein 
applies  equally  to  safety  standards. 
Inaeed,  because  feasibility  is  a 
necessary  element  of  a  "reasonably 
necessary  or  appropriate"  standard,  this 
ceiling  bounda^  is  the  same  for  health 
and  sdiety  rulemaking  since  it  comes 
from  section  3(8),  which  governs  all 
permanent  OSHA  standards. 

All  OSHA  standards  must  also  be 
cost-effective  in  the  sense  that  the 

Erotective  measures  being  required  must 
e  the  least  expensive  measures  capable 
of  achieving  the  desired  end  [ATMI,  at 
514  n.  32;  Building  and  Constr.  Trades 
Dep't  AFLrOO  v.  Brock,  838  F.2d  1258, 
1269  (D.C.  Or.  1988)).  OSHA  gives 
additional  consideration  to  financial 
impact  in  setting  the  period  of  time  that 
should  be  allowed  for  compliance, 
allowing  as  much  as  ten  years  for 
compliance  phase-in.  (See  United 
Steelworkers  of  Am.  v.  Marshall,  647 
F.2d  1189, 1278  (D.C.  Qr.  1980),  cert. 
denied.  453  U.S.  913  (1981).) 
Additionally.  OSHA's  enforcement 
policy  takes  account  of  financial 
hardship  on  an  individualized  basis. 
OSHA's  Field  Operations  Manual 
provides  that,  based  on  an  employer's 
economic  situation,  OSHA  may  extend 
the  period  within  which  a  violation 
must  be  corrected  after  issuance  of  a 
citation  (CPL.  2.45B.  Chapter  m. 
paragraph  E6d(3Ka),  Dec.  31, 1990). 

To  reach  the  necessary  findings  and 
conclusions  that  a  safety  standard 
substantially  reduces  a  significant  risk 
of  harm,  is  both  technologically  and 
economically  feasible,  and  is  cost 
effective,  OSHA  must  conduct 
rulemaking  in  accord  with  the 
requirements  of  section  6  of  the  OSH 
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Act.  The  ragulatoiy  pnx»eding  allows  it 
to  determine  the  qxialitative  and.  if 
possible,  the  quantitative  natiire  of  the 
risk  with  and  without  regulation,  the 
tedmological  faasibility  of  compliance, 
the  availf^ility  of  capital  to  the  industry 
and  the  extent  to  which  that  capital  is 
reqiiired  for  other  piuposes,  the 
industry's  profit  history,  the  industry's 
ability  to  absoib  costs  or  pass  them  on 
to  the  consumer,  the  impact  of  higher 
costs  on  demand,  and  the  impact  on 
competition  with  substitutes  and 
imports.  (See  ATW  at  2501-2503: 
American  Iron  &■  Steel  Institute 
generally.)  Section  6(f)  of  the  OSH  Act 
mrther  provides  that,  if  the  validity  of 
a  standard  is  challenged,  OSHA  must 
support  its  conclusions  with 
"substantial  evidence  in  the  record 
considered  as  a  whole."  a  standard  that 
courts  have  determined  requires  fairly 
close  scrutiny  of  agency  action  and  the 
explanation  of  that  action.  (See 
Steelworkers.  647  F.2d  at  1206-1207.) 

OSHA's  powers  are  further 
circumscribed  by  the  independent 
Occupational  Safety  and  Health  Review 
Commission,  whidi  provides  a  neutral 
foriun  for  employer  contests  of  citations 
issued  by  OSHA  for  noncompliance 
with  hedth  and  safiety  standards  (29 
U.S.C.  §§  659-661;  noted  as  an 
additional  constraint  in  Benzene  at  652 
n.  59).  OSHA  must  also  respond 
rationally  to  similarities  and  differences 
among  industries  or  industry  sectors. 
(See  Building  and  Constr.  Trades  Dep't, 
AFL-aO  V.  Brock.  838  F.2d  1258, 1272- 
73  p.C.  Qr.  1988).) 

Finally,  it  is  axiomatic  that  significant 
departures  from  prior  practice  must  be 
justified  (International  Union.  UAWv. 
Pendergrass.  878  F.2d  389. 400  (D.C 
1989)).  In  the  twenty  years  since 
enactment  of  the  OSH  Act,  OSHA  has 
promulgated  niunerous  safety 
standards — standards  that  provide 
benchmarks  for  judging  risks,  benefits, 
and  feasibility  of  compliance  in 
subsequent  rulemakings.  (OSHA's 
Hazardous  Waste  Operations  and 
Emergency  Response  Standard,  for 
example,  required  use  of  existing 
technology  and  well  accepted  s^ty 
practices  to  eliminate  at  least  32  deaths 
and  18,700  lost  workday  injuries  at  a 
cost  of  about  $153  million  per  year  (54 
FR  9311-9312;  March  6. 1989).  The 
Excavation  standard  also  drew  on 
existing  technology  and  recognized 
safety  practices  to  save  74  lives  and  over 
800  lost  workday  injuries  annually  at  a 
cost  of  about  $306  million.  (54  FR 
45,954;  Oct.  31, 1989).  OSHA's  Grain 
Handling  Facilities  standard  relied 
primarily  on  simple  housekeeping 
measures  to  save  18  lives  and  394 
injuries  annually,  at  a  total  net  cost  of 


$5.9  to  $33.4  million  (52  FR  49,622; 
Dec  31. 1991).) 

O^IA  safety  rulemaking  is  thus 
constrained  first  by  the  need  to 
demonstrate  that  the  standard  will 
substantially  reduce  a  significant  risk  of 
material  hann.  and  then  by  the 
requirement  that  compliance  is 
tedmologically  capable  of  being  done 
and  not  so  expensive  as  to  threaten 
economic  instability  or  dislocation  for 
the  industry.  Within  these  parameters, 
further  constraints  such  as  the  need  to 
find  cost-efiiactive  measiues  and  to 
respond  rationally  to  all  meaningful 
comment  miUtate  against  regulatory 
extremes. 

D.  The  Permit-Required  Confined  Space 
standard  complies  with  the  statutory 
criteria  described  above  and  is  not 
subject  to  the  additional  constraints 
applicable  to  section  6(b)(5)  standards. 

As  explained  in  Section  I. 
Background,  and  Section  m.  Summary 
and  Explanation  of  the  Standard,  earlier 
in  this  preamble,  and  in  Section  VI. 
Summary  of  the  Final  Regulatory 
Impact  Analysis  and  Regulatoiy 
Flexibility  Analysis,  later  in  this 
preamble.  OSHA  has  determined  that 
permit  spaces  pose  significant  risks  to 
employees  (62  fatalities  and  12.643 
injiiries  and  illnesses  annually)  and 
estimates  that  compUance  with  the 
Permit-Required  Confined  Space 
standard  will  reduce  the  risk  of  permit 
space  hazards  by  85  percent  (preventing 
53  faUhties  and  10.746  injxiries  and 
illnesses  annually).  This  constitutes  a 
substantial  reduction  of  significant  risk 
of  material  harm.  The  Agency  believes 
that  compliance  is  technologically 
feasible  because  the  rulemaUng  record 
indicates  that  the  hazard  control 
measures  required  by  the  standard  have 
already  been  implemented,  to  some 
extent,  at  all  the  types  of  spaces  covered 
by  the  standard.  Additionally,  OSHA 
beheves  that  compliance  is 
economically  feasible,  because,  as 
documented  by  the  Regulatory  Impact 
Analysis,  all  regulated  sectors  can 
readily  absorb  or  pass  on  compliance 
costs  during  the  standard's  firet  five 
years,  and  economic  benefits  ivill 
exceed  compUanoe  costs  thereafter. 

llie  standard's  costs,  benefits,  and 
compliance  requirements  are 
reasonable,  amounting  to  approximately 
$202.4  million  annually,  preventing  53 
fatalities  and  10,746  injuries  and 
illnesses  per  year.  These  amounts  are 
consistent  with  those  of  other  OSHA 
safety  standards.  OSHA  considered  and 
responded  to  all  substantive  comments 
regarding  the  proposed  rule  on  their 
merits.  In  particular.  OSHA  evaluated 
all  suggested  changes  in  terms  of  their 


impact  on  worker  safety,  their 
feasibility,  their  cost  effectiveness,  and 
their  consonance  with  the  OSH  Act 
Further,  the  additional  constraint 
found  in  section  6(b)(5)  of  the  OSH  Act, 
that  standards  dealing  with  employee 
exposure  to  "toxic  materials  or  harmful 
physical  agents"  must  also  assure,  "to 
the  extent  feasible  ...  that  no  employee 
will  suffer  material  impairment  of 
healOi  or  functional  capacity  even  if  [he 
is  exposed]  to  the  hazard  dealt  with  by 
the  standard  for  the  period  of  his 
working  Ufe."  does  not  apply  to  this 
rule.  Standards  subject  to  section 
6(b)(S),  which  regulate  insidious 
hazards  that  are  frequently  imdetectable 
because  they  are  subtle  or  develop 
slowly  or  after  long  latency  periods,  are 
frequently  referred  to  as  "health" 
standards,  while  those  that  regulate 
hazards,  like  explosions  or 
electrocution,  that  cause  immediately 
noticeable  physical  harm,  are  called 
"safety"  standards.  (See  National  Grain 
&■  Feed  Ass'n  v.  OSHA  (NGFA  U).  866 
F.2d  717,  731,  733  (5th  Cir.  1989). 
Section  6(b)(5)  appUes  only  to 
substances  that  take  their  toll  over  time 
or  "whose  deleterious  efiiect  is  not 
readily  apparent,  such  as  a  carcinogen 
or  a  harmful  physical  agent  such  as 
noise,"  not  to  "hazards  such  as 
explosives,  that  are  every  bit  as  lethal 
but  whose  impact  is  immediate"). 
The  OSH  Act  and  its  legislative 
history  clearly  indicate  that  Congress 
intended  this  distinction  between  safety 
standards  and  health  standards.  For 
example  in  section  2(b)(6)  of  the  OSH 
Act,  Congress  declared  that  the  goal  of 
assuring  safe  and  healthful  working 
conditions  and  preserving  human 
resources  would  be  achieved,  in  part: 

...  by  exploring  ways  to  discover  latent 
diseases,  establishing  causal  connections 
between  diseases  and  work  in  environmental 
conditions,  and  conducting  other  research 
relating  to  health  problems,  in  recognition  of 
the  £act  that  occupational  health  standards 
present  problems  often  difiisrent  from  those 
involved  in  occupational  safety. 

The  legislative  history  makes  this 
distinction  even  clearer: 

[The  Secretary]  should  take  into  account 
that  anyone  woriung  in  toxic  agents  and 
physical  agents  which  might  be  harmful  may 
\m  subjected  to  such  conditions  for  the  rest 
of  his  working  life,  so  that  we  can  get  at 
something  which  might  not  be  toxic  now,  if 
he  works  in  it  a  short  time,  but  If  he  works 
in  it  the  rest  of  his  life  might  be  very 
dangerous;  and  we  want  to  make  sure  that 
such  things  are  taken  into  consideraUon  in 
establishing  standards.  [Lag.  Hist  at  502-503 
(Sen.  Dominick),  quoted  in  Benzene  at  64fr- 
49] 

Additionally.  Representative  Daniels 
distinguished  between  "insidious  'silent 
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killers'  such  ■•  toxk  i 
and  ch«Dic*k"  Md  *MotaBt  pbyrial 
injury  ciMtan  Imnwtiate  vmbtm 
physkai  huB"  a«  ifiil  tt  1003X  and 
R>|«mwitn>i^  U«M  Gonti— tod 
iniridiiTitf  harmto  Hk>  imi  immiins  with 
"th»  man  visibl*  wd  w«U4rao«ini 
quflsdon  of  iadualikl  McidMts  and  on- 
Um^  injury"  (Lsf.  HisL  at  1004).  (Sa* 
also,  fat  eocampla,  &Rap.  No.  12*2. 01st 
Cong..  2d  Saas  3-3  (1970).  U.S.  Coda 
Ca^  *  Admin.  Naws  1070.  ppw  5177. 
5179,  leprintsd  in  Leg.  Hist  at  142-43. 
discuaaing  1967  Surgeon  General  study 
that  found  tlMt  65  parcoit  of  emploveee 
in  induatrial  plants  "were  potentially 
axpeaed  to  harmful  physical  agents, 
suc/i  OS  severe  noise  or  vifaralioa.  or  to 
toooc  materials";  Lag.  Hist  at  412;  id.  al 
446;  id.  at  516;  id.  at  845;  Interaational 
1/niOii.lM  Wat  1315.) 

Congress  addressed  this  concern  that 
insidioos.  long  term  hazards  might  not 
receive  soffidant  protection  throu^ 
section  6(h)(5).  wdiich  requires  OSHA  to 
set  "the  most  nrotective  standard 
consistent  witti  feasibility"  (Aenzene  at 
643  n.  48).  As  Justice  Stsveu  obaenred: 

The  reason  dMt  Congresa  drafted  a  special 
section  far  dMsesobftncee...  wssbeouse 
Coai^wa  recognised  that  tbeiv  were  apedei 
probloma  in  regokOBg  kaakh  liaks  as 
oppoted  to  aafcty  riaks.  ho  the  latter  caae.  the 
rian  aie  geoenlly  immediate  and  ofawkms. 
while  in  dM  Conner,  the  riaka  may  not  be 
evident  until  a  worker  has  bean  eaqnead  far 
long  perioda  of  time  to  pattjculg  auhetanoea. 
Ifieaxane,  at  649  n.  54.] 

The  pevmit  space  standard  addreeees 
hazards,  sodi  as  asphyxiation, 
exploaiao.  and  engulhneDt.  that  are 
immedkrtely  dangerous  to  hfe  or  heehh. 
not  the  lo^er  term,  less  otnnous 
hazards  subject  to  section  6(bK5).  The 
definitioii  of  "immediatalv  dangerous  to 
life  or  health"  in  paragraph  (b)  of  the 
final  rule  covers  conditions  that  pose 
immediate  or  delayed  threats  to  Kfe, 
vrouk)  cause  irreversible  adverse  heehh 
effects  or  would  interfere  with  an 
individual's  ability  to  escape  unaided 
from  a  permit  space.  The  definition 
contemplates  that  any  "delayed"  heehh 
effects  would  arise  within  72  hours  of 
exposure  to  a  permit  space  hazard. 
Accordingly,  the  mentitm  o4  delayed 
efiacts  simply  reflects  OSHA's 
recognition  that  some  acute  health 
effects  may  not  manifest  themselves  at 
the  very  same  time  as  the  permit  space 
incidents  which  trigger  them.  While 
some  of  the  materials,  particularly  the 
air  contaminants,  that  have  been 
detected  in  permit  spaces  could  also 
have  l(mg-tain  adverse  effiacts  on 
employees,  those  long-term  effects  are 
not  addressed  by  the  pannit  ^Mca 
standard. 


ChaUaofaa  ta  tfaa  BaiD  dust  and 
lodunit/tagout  standards  Indaded 
assertiaM  thai  grate  dMi  ia  axykdv* 
quantltiea  and  uncoBtioUad  uaargy 
releasee  that  cauld  expoaa  wepkiyeea  to 
cft^ittg.  cutting  bttiniat  ar  ej^toaioB 
hazards  wase  harmfbl  physical  aganta  so 
that  OSHA  waa  raquiiad  to  ai^  tka 
criteria  of  aaction  6Q)M5)  wkan 
determii^  hew  to  pralact  eaaployees 
from  thoae  naaatda.  Raviawing  courto 
have  uaifarmly  lajactod  sach  aaaertiona. 
For  example,  tka  Coiut  fai  biamatiimid 
Union,  UAWw.  OSHA.  038  P.2d  1310 
(D.C  Or.  1901)  rajadad  tha  viaw  that 
section  6(bK5>  pMvvidad  tha  atatutaiy 
critraia  for  regulation  of  imcontzoUad 
energy,  holding  that  such  a  "reading 
would  obliterata  a  distinctian  diat 
Conyesa  drew  between  liaalth'  and 
'safety'  risks.**  The  Court  also  noted  diet 
the  language  of  the  OSH  Act  and  the 
legislative  history  supoorted  the  OSHA 
posititm  (/ntenMrtKMMU  Unkui.  IMWat 
1314).  Additionally,  tbe  Court  slated: 
"Wa  accord  oonsidarabla  waight  to  an 
agenc]r*s  conatnictian  of  a  statutory 
scheme  it  is  aDtrastad  to  admiiihtar. 
rejecting  it  only  tfamaaaonahh** 
{Intematiomai  Union,  UAWtA  1313. 
citing  Chevraa  C;.&A.  JJMX  V.  NRZX;  467 

U.S.  837,  843  (1984)). 
The  Coxirt  raviawing  the  grain  dust 

standard  also  dafarrad  to  OSHA's 
reasonable  view  dial  tha  Agency  waa 
not  subject  to  tha  faaiibibty  mandate  irf 
section  6(b)(5)  in  rmil^dng  explealve 
quantitiea  (rf  grain  dual  {Nabonai  Grain 
£-  Feed  Aaaodotiaii  v.  OSHA  (NGPA  H 
866  F.2d  717. 733  (5th  Or.  1908)).  It 
thatefora  appjiad  dka  ailaria  of  section 
3(8).  requiring  tha  Agency  to  eatabbah 
that  the  staatkrd  is  "reasonably 
necessary  or  appropriate"  to  protect 
employee  safety. 

OSHA  has  determined  that  the  permit 
space  standard,  like  other  safety 
standtfds.  is  subject  to  the  constraii^  of 
section  3(8)  of  the  091  Act.  that  h  be 
"reasonably  necessary  or  appropriate  to 
provide  safe  or  healthful  employment 
and  places  of  employment"  But  the 
standard  is  not  subject  to  the  section 
6(bK5)  requirement  that  it  limit 
significant  risk  "to  the  extoit  foMible." 

The  Agency  believes  that  permit 
spaces  pose  significant  risks  and  that 
the  provisions  of  the  final  rule  are 
reasonably  neceaaary  to  protect  afiiected 
employees  from  those  risks.  It  has  also 
determined  that  compliance  with  the 
permit  space  standard  is  technologically 
feasible  because  the  rulemaking  record 
indicates  that  the  hazard  control 
measures  required  by  the  standard  have 
already  been  implemoited,  to  some 
extent,  at  all  the  types  of  spaces  covered 
by  the  standard,  b  addition,  OSIA 
believes  that  compliance  is 


economiraUy  feasible,! 
docuiMBtad  fay  tfaa  "f&ml  JfafaJalarf 
ImfXKt  Aad^  oad  JlsgiJatdiv 
F/ejdM/ity  AaoJfywa  0^  the  flMl  Pannil- 
RaqtuadConpned  Spoen  Slendarf*,^ 
aU  regulated  aactors  can  readily  ahsarh 
or  paaa  on  GoaapUanca  coata  dwriag  the 
standard'a  first  five  years*  and  econandc 
benefits  wUl  ejcaed  conpUaBca  caalB 
thoa^ar.  In  particular,  tha  Aganqr 
believes  that  compliance  viritk  the 
permit  space  tflandard  vrill  result  in 
substantial  cost  savings  md 
productivity  gains  at  manufeduriag 
fecilities  that  mig)xt  otharwisa  faa 
disrupted  by  jMsmit  space  inddBnte. 

As  delailad  in  Section  Wl.  Stunmory  of 
the  Find  RegalaUHy  Impact  Anofy$i$ 
and  Regulatory  Flexibility  AnahiiB, 
later  in  this  preamble,  the  standard's 
costs,  benefits,  and  compliance 
requirements  are  consistent  with  thoea 
of  other  OSHA  safety  standards.  For 
example,  the  Hazardous  Waste 
OpeiMicms  and  Emergency  Raeponaa 
standard  (29  CFR  19iai20)  requiiM  the 
use  of  existing  technology  and  well 
accepted  safety  piacticaa  to  eliminate  at 
least  32  deaths  uai  18.700  lost  workday 
injttfiea  at  a  coat  of  about  $153  adllitm 
per  yew  (54  FR  0311-0312;  March  6. 
1989).  The  Excavationa  standard  (20 
CFR  1926,  Subpart  F)  also  drew  on 
existing  technology  vid  recognised 
safety  practices  to  save  74  Uvea  and  over 
800  lost  workday  ii^uriea  anmiaUy  at  a 
cost  of  about  $306  million  (54  FR 
45.954;  Oct.  31, 1989).  Additionally,  thn 
Grain  HandUngFacilitiea  atandard  (20 
CFR  1910.272)  relied  primarily  on 
sim{^  hottsekeef^  measures  to  save 
18  livea  and  304  injiitfiea  anaually.  at  a 
total  net  coat  of  between  $5.9  million 
and  $33.4  million  (52  FR  49322;  Dec. 
31, 1987).  Also,  compUanca  writh  the 
planning,  work  practice,  and  training 
provisions  of  ^  Process  Safety 
Management  standard  (29  CFR 
1910.119)  will  reduce  the  risk  of 
catastrophic  fire  and  explosion  (330 
fatalities  and  1917  injuries  and  iUnesses 
annually)  by  80  percent,  at  an 
annualized  cost  of  $888.7  million  in  the 
first  five  years  and  at  an  annualized  cost 
of  $470.8  million  in  the  foUotving  five 
years. 

OSHA  has  considered  and  responded 
to  all  substantive  comments  regarding 
the  proposed  permit  ^ece  standard  on 
their  merits  in  the  Section  ID,  SumnKuy 
and  Explanation  of  the  Standard,  earlier 
in  this  preamble.  In  particular,  OSHA 
evaluated  all  suggested  changes  to  the 
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proposed  rule  in  terms  of  their  impact 
on  wo^er  safety,  their  fsasibility.  their 
cost  effiactiveness.  and  their  consonance 
with  the  OSH  Act 

E.  The  permit  space  standard  is 
necessary  to  address  the  significant 
risks  of  material  harm  posed  by  permit 
spaces. 

OSHA  believes  that  Section  , 
Background,  Section  n.  Hazards,  and 
Section  m,  Summary  and  Explanation 
of  the  Standard,  earlier  in  this  preamble 
have  clearly  and  comprehensively  set 
out  the  Agency's  bases  for  concluding 
that  permit  spaces  pose  significant  risks 
and  that  the  provisions  of  the  final  rule 
are  reasonably  necessary  to  protect 
affected  employees  from  those  risks.  In 
particular,  as  detailed  in  Section  VI, 
Summary  of  the  Final  Regulatory 
Impact  Analysis  and  Regulatory 
Flexibility  Analysis,  later  in  this 
preamble,  OSHA  estimates  that 
exposure  to  permit  spaces  hazards 
causes  at  least  62  fatalities  and  12,643 
injuries  and  illnesses  annually  and  that 
compliance  with  the  Permit-Required 
Confined  Space  standard  will  reduce 
the  risk  of  permit  space  hazards  by  85 
percent  (preventing  53  fatalities  and 
10,746  injuries  and  illnesses  annually). 
This  constitutes  a  substantial  reduction 
of  a  significant  risk  of  material  harm  to 
the  exposed  population  of 
approximately  1,629,000  permit  space 
entrants. 

OSHA  emphasizes  that  its  risk 
assessment  is  based  on  employee 
exposure  to  the  particular  hazard  of 
permit-required  confined  spaces,  a 
hazard  that  exists  in  a  large  range  of 
industries.  Although  Section  VI, 
Summary  of  the  Final  Regulatory 
Impact  Analysis  and  Regulatory 
Flexibility  Analysis,  later  in  this 
preamble,  presents  OSHA's  estimate  of 
the  costs  and  benefits  of  the  permit 
space  standard  in  terms  of  the  Standard 
Industrial  Classification  (SIC)  codes  for 
the  industries  regulated,  OSHA  does  not 
believe  that  the  risk  associated  with  this 
hazard  varies  according  to  what  SIC 
code  a  particular  space  may  be  found  in. 
Thus,  some  of  the  industry  categories 
within  the  scope  of  the  final  rule  which 
will  have  compliance  costs  have  had 
few  or  no  documented  permit  space- 
related  injuries  or  fatalities  during  the 
period  covered  by  the  RIA.  In  this  case, 
OSHA  has  defined  the  scope  of  the  rule 
to  cover  those  situations  it  has 
determined  to  be  hazardous.  As 
explained  more  fully  below,  OSHA  has 
determined  that  the  lack  of  prior 
documented  injuries  and  deaths  in  some 
SIC  Codes  does  not  indicate  that  the 
employees  in  those  industries  are  not 


exposed  to  significant  risks  from  permit 
spaces  and  permit  space  entry. 

As  the  siunmaiy  of  the  RIA  explains 
in  detail,  OSHA  has  determined  that  it 
is  appropriate  to  include  those 
industries  within  the  scope  of  the 
permit  space  standard  becatise 
employees  in  those  industries  are 
expcned  to  the  same  kinds  of  hazards  ais 
employees  in  industries  for  which  there 
are  reported  injuries  and  fatalities.  For 
example,  employers  classified  in  SIC 
391  (Jewelry,  Silverware  and  Plated 
Ware)  and  in  SIC  3949  (Sporting  and 
Athletic  Goods)  have  employees  enter 
tanks,  pits,  and  dust  collectors  that  meet 
the  permit  space  definition,  but  that  . 
have  not  caused  any  doounented 
injuries  or  fatalities  dtiring  the  5-year 
time  period  covered  by  the  RIA  tables. 
The  Agency  has  found,  however,  that 
the  permit  spaces  identified  in  SIC  391 
and  SIC  3949  are  closely  analogoiis,  and 
in  many  cases  virtually  identical,  to 
permit  spaces  in  other  SIC  categories 
(such  as  SIC  28,  Chemicals  &  Allied 
Products)  where  OSHA  has  documented 
injuries  and  fatalities. 

As  regards  the  other  SICs  for  which 
injury  and  fatality  data  are  not  available, 
OSHA  has  set  out  the  bases  for 
concluding  that  permit  spaces  in  those 
SICs  pose  significant  risk  of  material 
harm  in  Table  in-5  and  the 
accompanying  text  of  Chapter  in  of  the 
"Final  Regulatory  Impact  Analysis  and 
Regulatory  Flexibility  Analysis  of  the 
Final  Permit-Required  Confined  Space 
Standard".  Even  in  industry  sectors  in 
which  no  injuries  or  fatalities  have  been 
reported,  the  Agency  believes  there  is 
sufficient  information  for  OSHA  to 
determine  that  employees  who  enter 
permit  spaces  in  those  sectors  face 
significant  risks,  based  on  analysis  of 
the  elements  of  the  hazards  identified 
and  based  on  the  similarity  of  hazard 
elements  between  industry  sectors. 
Therefore,  the  Agency  has  determined 
that  all  employees  who  enter  permit 
spaces  face  a  significant  risk  of  material 
harm  and  that  compliance  with  the 
permit  space  standard  is  reasonably 
necessary  to  protect  affected  employees 
from  that  risk,  regardless  of  the  number 
of  permit  space  incidents  reported  for 
the  SIC  code  to  which  the  employer  has 
been  assigned. 

Also,  because  of  the  difficulties  the 
Agency  has  experienced  in  compiUng  a 
database  for  permit  space  incidents, 
injuries  or  fatalities  may  have  ocoured 
in  industries,  including  those  for  which 
no  incidents  have  been  documented, 
without  being  recorded.  For  example,  as 
noted  in  Table  1-7  of  the  "Final 
Regulatory  Impact  Analysis  and 
Regulatory  Flexibility  Analysis  of  the 
Final  Permit-Required  Confined  Space 


Standard",  7  of  the  53  permit  space 
fatalities  (nearly  15  percent)  OSHA 
beUeves  will  be  prevented  each  year 
through  compliance  with  the  permit 
space  standard  could  not  be  classified 
with  a  particular  2-digit  SIC 
classification.  The  frequent  use  of 
contractors  for  permit  space  entry 
operations  raises  further  questions 
regarding  the  reliability  of  incident  data 
organized  according  to  SIC  code, 
because  a  fatality  report  will  usually 
include  the  SIC  code  for  the  employer 
whose  employee  was  killed  but  not 
necessarily  the  SIC  code  for  the 
workplace  where  the  permit  space 
.  fatality  occurred. 

In  addition,  the  SIC  code-based 
organization  of  incident  data  may  mask 
actual  or  potential  permit  space  hazards 
because,  while  a  business  is  classified 
for  SIC  purposes  according  to  its 
principal  activity,  the  workplace  may 
also  contain  permit  spaces,  entered  for 
"secondary"  purposes,  that  have  caused 
permit  space-related  injuries  or 
fatalities.  For  example,  a  permit  space 
incident  in  the  utility  room  boiler  at  a 
new  car  dealer  would  be  classified 
under  the  new  car  dealer  SIC,  even 
though  the  hazard  and  the  incident  had 
nothing  to  do  with  selling  new  cars. 
Therefore,  OSHA  believes,  based  on  the 
limitations  of  the  incident  data  and  the 
circumstantial  nature  of  many  permit 
space  incidents,  that  it  is  appropriate  to 
require  that  employers  protect  affected 
employees  from  permit  space  hazards  in 
all  workplaces  where  permit  spaces 
have  been  identified,  rather  than  to 
characterize  workplaces  according  to 
the  injiuy  or  fatality  experience  of  the 
SIC  codes  in  which  they  have  been 
classified. 

The  Agency  also  notes  that,  as 
discussed  in  the  NPRM  (54  FR  24082, 
24086),  permit  space  injuries  and  "near 
misses"  are  underreported,  because  the 
data  collection  system  has  focused  on 
documenting  fatalities  and  because  the 
employees  often  "recover"  without 
hospitalization  or  seeking  medical 
attention.  Based  on  these 
considerations,  OSHA  believes  it  is 
reasonable  to  conclude  that  permit 
space  injuries  and  some  of  the 
unclassified  permit  space  fatalities 
occurred  in  SIC  categories  that  have  no 
documented  permit  space  injuries  or 
fatalities. 

Finally,  it  is  well  estabbshed  in  the 
OSH  Act  enforcement  context  that  the 
lack  of  injuries  or  deaths  to  a  particular 
employer's  employees  does  not 
establish  that  the  employees  are  not 
exposed  to  a  hazard.  In  a  frequently 
quoted  passage,  the  Fifth  Circuit  long 
ago  observed  that  "the  goal  of  the  Act 
is  to  prevent  the  first  accident,  not  to 
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serve  u  •  8OIIIC0  of  consolation  for  die 
first  victim  or  hit  survhron"  (Mfnere/ 
Industrie  t' Heavy  Construction  Croup 
V.  OSHBC.  639  F.2d  1289, 1294  (5«b  Or. 
1981)).  This  principle  applies  to 
regulatory  actions  as  welL  Ones  the 
agency  determines  that  exposure  to  a 
particular  condition  constitutes  a 
significant  risk,  it  need  not  repeat  that 
analysis  for  every  situation  cr  type  of 
worilcplace  in  whic^  the  condition  is 
found. 

For  all  of  the  fmegoing  reasons,  OSHA 
has  determined  that  it  is  inappropriate 
to  exclude  any  of  the  SICs  merely 
because  they  have  not  recently  had 
docimiented  pennit  space  infuries  or 
fatalities,  inso&r  as  those  SICs  contain 
confined  spaces  which  meet  the 
configuration  and  hazard  criteria  to 
qualify  as  permit  spaces. 

VL  S^UMry  of  Ike  Final  Kagidatary 
Imf  art  AM^nie  ami  tLagaUimj 
FlaodhilityAiwlyrie 

A.  Introduction 

The  Oocupatioaal  Safiaty  and  Health 
Administration  (OSHA)  has  determined 
that  there  is  a  significant  ri^  to  the 
health  and  safety  of  woriun  wdto  enter 
certain  types  of  confined  spacea.  To 
protect  workers  from  dte  haxards 
encountered  in  these  imique  work 
envinsunents.  OSHA  is  issuing  this 
final  permit-required  confined  q>ace 
standard  (29  CFR  Sl9iai46).  This 
comprehensive  standard  supplements 
the  existing  OSHA  standards  that 
address  permit  space  hazards  in 
particular  work  settings. 

Executive  Order  12291  (46  FR 13197) 
requires  that  a  regulatory  analysis  be 
conducted  for  any  rule  having  ma)or 
economic  consequences  on  the  national 
economy,  individual  industries, 
geographical  regions,  or  levels  of 
government.  In  addition,  the  Regulatory 
Flexibility  Act  of  1980  (5  U.S.C  601  et 
seq.)  requires  fsderal  agnides  to 


determine  whether  a  regukli<Hi  wrill 
have  a  significant  economic  impact  on 
a  substantial  number  of  smoD  entities. 
Consistent  with  these  requirements, 
OSHA  has  prepared  a  Reguntory  Impact 
and  Regulatory  Flexibilitj  Analysis  for 
the  standard  on  permit  spaces,  ue  full 
body  of  wfaidi  is  availaUe  in  OSHA 
Doocst  S-019.  This  summary  of  the 
analysis  includes  an  overview  of 
afiected  industries  and  employees, 
estimated  benefits,  the  technological 
feasibility  of  the  standard,  estimated 
compUanoe  costs,  economic  and 
environmental  impacts,  and  a 
discussion  of  the  nonregulotory 
alternatives  to  this  final  staikltfd. 

B.  Industrie  and  Emfdoyaea  Affectad  by 
the  Standard 

Based  cm  a  report  prepared  under 
ctMitract  to  OSHA  by  OONSAD  Research 
Corporation  (OONSAD)  (1),  OSHA 
estimates  that  the  standard  will  have 
cost  impacts  in  34  two-digit  Standard 
Industrial  Classification  industiv 
groups.  Affscted  industries  are  found  in 
Agricultiiral  Servicee,  CXI  and  Gas 
Extraction,  Manufacturing. 
Transportation  and  UtiUtiee,  Wholesale 
Trade,  Retail  Trade,  and  Miscellaneous 
Servif:es. 

Permit^equired  confined  spaces  (or 
permit  spaces,  for  short),  as  defined  in 
§19iai  46(b).  vary  in  size, 
configuration,  process  use  and  hazard 
across  industries  where  the  risks  are 
present,  h  Manufacturing,  permit 
spaces  include  stmage  vessels,  furnaces, 
tank  degreasers  and  other  types  of 
equipment  requiring  human  entry  for 
maintenance  and  repair.  Permit  specs 
hazards  can  also  appear  during 
production  itself,  such  as  in  the 
manufacture  of  railroad  tank  cars  and 
aircraft  parts.  Examples  of  permit  spaces 
found  eMe«vhere  in  industry  include 
manholes  serviced  in  SIC  49,  Electric, 
Gas,  and  Sanitary  Services,  and  cooking 
vesseb  cleaned  in  SIC  70.  HoMs, 


Rooming  Houses,  Camps,  and  Other 
Lodging  Places. 

Employees  encoxmter  a  variety  of 
hazards  while  working  in  permit  spaces, 
chief  among  these  being  osphyxiatioa 
and  poiscming  from  toxic  atmospheres. 
Explosions  and  fires  caused  by  a  sudden 
exposiue  to  a  flammable  source  or  by  a 
dangerous  reaction  among  volatile 
chemicals  have  also  caused  a  number  of 
fatalities  and  injuries.  In  some 
environments,  worker  engulfinent  by 
fine  particulate,  siich  as  grain  or 
sawtfust,  have  restilted  in  deaths  and 
injuries.  When  an  employee  is  overcome 
by  the  atmosphere  in  a  permit  space, 
fellow  empk^TBM  sometimes  enter  in  a 
rescue  attempt.  Often  these  would-be 
rescuers  are  imavrare  of  or  not  ec^pped 
for  the'hazard  and  are  overcome  along 
with  the  original  victim. 

Many  pennit  spaces  are  infrequently 
entered  to  inspect,  clean,  or  repair 
equipment.  Wnere  products  become 
permit  spaces  as  they  are  built,  entries 
during  the  manufacturingprocess  can 
be  frequent  and  routine.  The  risk 
associated  with  each  entry  in 
workplaces  with  frequently  entered 
spaces  may,  however,  be  lower  than  in 
workplaces  with  infrequent  entries. 
Degree  of  ri^  in  this  context  depends 
more  on  atmospheric  conditions  in  the 
space  rather  than  on  frequency  of  entry. 

Table  3  presents,  for  each  two-digit 
industry  affiscted  by  the  permit  space 
standard,  the  number  of  establishments 
with  permit  spaces,  the  niunber  of 
pennit  ^>aces,  the  number  of  employees 
and  the  number  of  scheduled  entrants. 
Not  all  establishments  in  affscted 
industries  contain  permit  spaces.  OSHA 
estimates  that  238,853  establishments 
employing  12.2  million  workers,  have 
pennit  spaces.  At  these  establishmwits. 
there  are  about  1.6  million  workers, 
including  contractors,  who  enter 
approximately  4.8  million  permit  spaces 
annually. 


Table  3-^*rofila  of  ASacted  Establithments  Employees 
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47 
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94 
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143.522 
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Table  3—PmR\»  of  Affected  EstoUialuBento  Employeea    Continued 


NuBsbflf  of 

Permit  Space 

EatiaMS 


25,748 
11,239 
90,420 
24)07 
27J31 

njoas 

MA2A 
46,206 
M 
71,9t2 
15,560 
149,522 


SIC 


laduatnr 


Number  of  Es- 
tablishments 
wltbPennit 
Spaces 


Number  of 
Permit 
Spaces 


Number  of 
Employees 


Number  of 

Peimit  Space 

Bniniits 


31  Leather  and  Leather  Products  .... 

32  Stone,  Clay,  Glass  It  Concrete  ... 

33  Primary  Metals  Industry 

34  Flabricated  Metal  Ptodocts  . .... 

35  Machinery,  Except  Etectrical 

36  Electric/Electronic  Equipment  ~. 

37  Transportation  Eqi^innent  — ~. 

38  faistruaneots  k  Related  Products 

39  Miscellaneous  Manufacturing  ... 
42  MotOT  Freight  Transportation  .... 

49  Electric,  Gas,  Sanitary  Services  . 

50  Wholesale  Trade/Durables 

51  Wholesale  Trade/Nondorables  - 

54  Food  Stores _...».,...._..... 

59  Miscelluieous  Retail  .~ 

65  Real  Estate  (Commercial) . 

70  itotels  and  Odier  Lodging  _. 

72  Personal  Services  . 

76  Miscellaneous  R^Mlr  Services 

78  Motion  Pictures _ _„. . 

80  HeaMi  Services 

84  Museums,  Botanical  Gardeos,  Zoos 


151 

12.290 

2.788 

8,441 

4,330 

6,610 

3,302 

64 

885 

14,583 

28,444 

2,753 

36,(n3 

10,073 

7,149 

13382 

5|099 

3377 

752 

11 

8,252 

130 


514 

116.708 

35321 

88,507 

34,670 

176,895 

1,085,966 

901 

31,287 

201,680 

1,575,170 

3,965 

411,095 

10,073 

28,201 

45.190 

77,672 

24304 

802 

33 

71.709 

1,183 


6,395 

366,454 

463,942 

346300 

437,200 

892336 

1,043,403 

7,296 

18,926 

201.679 

410,290 

36,485 

358,647 

318310 

57323 

391,923 

163,323 

198.447 

3.718 

16300 

3357391 

7338 


1355 

110368 

56369 

33359 

116387 

111367 

31,706 

514 

5744 

40330 

263317 

3359 

194354 

10373 

10394 

12342 

80342 

7454 

752 

66 

27306 

781 


TOTAL 


238353       4344349       12316322 
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Searoa:  U.S.  DopartaMiit  of  Lrttar,  OSHA.  Office  of  Regulatory  Anaiyus.  based  ob  OONSAD  (H 
>  Include*  contractor*. 


C.  Benefits 

OSHA  searched  its  Fatality/ 
Cattftrophe  database  [5]  over  the  p«iod 
198&-19gO  to  identify  acddentt 
associated  virith  pennit-  ie«]iured 
confined  spaces.  Based  on  its  review  of 
OSHA  accident  tepaits  and  injury  data 
from  the  Buieeu  of  L^MT  Statbrtics, 
OSHA  esttmatse  that  63  iatBlities.  5,831 
lost'Waarkday  cesee  and  6,951  non-loet- 


woricday  cases  occur  annually  in 
workplaces  afiiscted  by  the  standard. 

The  final  standard  mandates  a 
comprehensive  approacJi  for  tiie  control 
of  permit  space  hazards.  Included  in  the 
standard  are  provi^ons  for  entry 
permits,  trailing,  hazard  recognition, 
isolation  procedures,  atmospheric 
testing,  mechanical  vttitilation,  and 
personal  protective  equiiHnent.  OSHA 
estimates  that  compliance  with  all 


requirements  in  the  standard  will  raank 
in  an  85  percent  reducticm  in  baseline 
fatalities,  injtuies,  and  illnesses 
associated  with  pennit  spmom.  Applying 
this  safety  eSactiveoeac  rale  to  the 
basebne  acddant  statistics  given  earlier, 
OSHA  predicts  tbitf  54  frtatttiea.  5,041 
lost-woskday  cases  and  5,906  nan-lost- 
workday  cases  will  be  pi  eii  anted  as  a 
result  of  the  standard.  Benefits  by 
industry  group  are  ahown  in  TaUe  4. 


Table  4— Annual  Fatalities,  Injuriea,  and  Qloessae  Preventable  by  the  Permit  Space 

Standard 

badustty 

FatatJUee 

faifuries 

SIC 

Large 

SmaU 

Total 

Lost-Workday 

Nafr4Mt-Woriuiay 

Laisa 

SmaU 

Total 

Urge 

Sman 

TMri 

07 

Agrkuhural  Services 

oo 

3.1 

2.0 

as 

a3 

13 
03 
0.7 
OO 
33 
OO 
07 
13 
&7 
23 
43 

tja 

OLO 
2M 

OS 

3jr 

07 

oo 

03 
03 
OO 
03 
OO 
07 
OO 
00 
OO 
03 
03 

ojr 

OlO 
ftO 
OO 

03 
63 

2.7 
03 

03 
1.0 

ao> 

0L7 

OO 

4.1 

OO* 

0l7 

13 

0l7 

23 

S.1 

1.0 

OO* 

23 

.1 
73 

303 
51 
51 

152 

101 
606 

101 

i&a 

101 
303 
657 
153 

303 

18 

89 

101 

101 
101 

18 

163 

404 

51 

51 

152 

101 

607 

101 
1S2 
101 
303 
756 
152 

303 

54 

384 

04 

64 

193 

128 

641 

136 
182 
120 
304 

833 
102 

384 

17 
00 

138 

120 
120 

• 
• 

17 

13 
20 

OU  k  Gas  Bxtiactiaa 

Food  and  KindrMl  Prodwif 

120 
513 

21 
22 
24 

Tobacco  Products        .     

TaxtHa  Mill  Products  ™ 

64 
04 

102 

25 

Pbrnttoro  Old  Pbtfurw  ...»..^..»»...*».......»».». 

120 
709 

26 
27 
28 

Prtatl^  and  PufatklMag 

OHfnfnilff  »  AitM  i*>^>«:n 

79 

30 

130 

31 

102 

32 

Stmw.  Oav.  Glasa  li  Gonvmtt — ... 

120 

33 
34 
35 
36 
37 

FrimafyMetabbdastry.... .. 

MBcUiiary.B>nap(BacMcaI  

304 

961 

toz 

304 

UMI 
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Table 


SIC 


30 
39 
42 
49 
SO 
51 
54 
59 
65 
70 
72 
76 
78 
80 
84 


-Annual  Fatalities.  Injuries,  and  Illnesses  Preventable  by  the  Pennit  Space  Standard-Continued 

In)urie« 


Industry 


Instnunsnts  k  Related  Products 
Miscellaneous  ManuCacturing  .... 
Motor  Freight  Transportation  .... 
Electric,  Gas,  Sanitary  Services 

Wholesale  Trade/Durables  

Wholesale  Trade/Nondurables  ... 

Food  Stores  

Miscellaneous  Retail 

Real  Estate  (Conunercial)  

Hotels  and  Other  Lodging 

Personal  Services  

Miscellaneous  Repair  Services  . 

Motion  Pictures 

Health  Services  ".. 

Museunu,  Botanical,  Zoos  

Host  Employer  Unidentified  


TOTAL"  32.6 


Fatalities 


Large 


0.3 
0.3 
2.7 
3.1 
0.0 
0.3 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
3.1 


Small 


0.0 
0.0 
2.4 
3.7 
0.3 
0.7 
0.0 
0.3 
0.0 
00 
0.0 
3.1 
0.0 
0.3 
0.0 
4.1 


Total 


21.1 


0.3 

0.3 

5.1 

6.8 

0.3 

1.0 

O.ifi 

0.3 

0.0" 

0.0" 

0.0 

3.1 

0.0 

0.3 

0.0 

7.1 


Lost-Workday 


Large 


51 

51 

119 

134 

42 


53.7 


229 


3.630 


Small 


104 

163 

42 

83 

42 


374 
42 


Total 


151 
1,411 


51 

51 

223 

297 

42 

125 

.7 

42 


374 

42 

380 


Non-Lost-Workday 


Large 


64 
64 
87 
96 

48 


5.041 


Small 


265 


4,396 


76 

119 

48 

97 

48 


436 

48 

171 


Total 


1.512 


64 

64 

163 

217 

48 

145 

48 


436 

48 

436 


5,908 


?'S3L"i^<h'Srr"J,^i;S^  N.S^  iniury/^Ulity  .^or  («.  Table  01-3  in  the  Regulatory  Analy«5,  due  to  the 

'''?^?.;!l^lSuSt aC^.5^^brNM^  on.  P05-19JO  Jt^ity  in  SIC  25  reported  by  OSHA  15). 

»  T^  &taUti«  prior  to  19B6  lepoSd  for  Sit  29  by  OShU  (3M41  wd  NTO^ 
«  One  fatality  and  thiM  iniuriea  phor  to  1986  reported  for  SIC  36  by  NHjSH  12). 

•  Tw^ve  hoipitallswl  inhuiae  prior  to  1986  reported  for  SIC  36  by  OSHA  [Si. 

»  Two  hoapitalisad  inhiriaa  priof  to  1966  reported  for  SIC  M  by  OSHA  151. 

•  On*  btJity  and  on*  inhiry  reported  prior  id  19«6  for  SIC  65  by  NIOSH  |2). 

•  IW^bUfitiae  wported  pnor  to  1966  for  SIC  70  by  OSHA  (41  and  NIOSH  12].  ,j  .  »^  lA^^iK^  ;„  ,»,-  nwA  «h.fT«rtt 
»•  InSSIToontt^cSw^dother  service  eaiployer*  whow  ho«l  employer  at  the  time  of  the  acadani  cx)uld  not  be  identified  in  the  OSHA  abstracts. 
**  Row  and  ooluiiin  total*  may  not  equal  the  sum  of  the  data  due  to  rounding. 


For  some  affected  sectors,  there  were 
no  recorded  accidents  in  the  OSHA 
database  for  the  five-year  period  ending 
in  1990.  However,  accidents  in  a 
number  of  these  sectors  were  identified 
in  other  databases  for  earUer  time 
periods  (see.  for  example,  [2].  (3],  [4]) 
and  the  same  types  of  hazards  related  to 
pennit  space  entry  continue  to  be 
present  in  all  of  these  industries.  In 
addition,  for  those  industries  for  which 
fatalities  and  injuries  have  not  been 
recorded  during  the  1986-1990  period. 
OSHA  has  determined  that  the  pennit 
spaces  in  those  industries  have 
configurations  and  hazards  that  are 
closely  analogous  to  those  of  permit 
spaces  in  industries  for  which  fatality 
and  injury  data  are  available.  The  basis 
for  this  determination  is  presented  in 
Table  III-5  and  in  the  accompanying 
text  of  Chapter  III  of  the  Regulatory 
Analysis.  In  some  sectors,  the  absence  of 
accident  records  for  the  reference  period 
may  also  indicate,  for  example,  that 
employers  in  those  sectors  have  begim 
implementing  protective  measures  for 
pennit  space  entry,  OSHA  has 
determined  that  compliance  with  this 
final  standard  will  protect  employees 
from  significant  risks  associated  with 
entry  into  pennit  spaces  throughout 
general  Industry. 


D.  Technological  Feasibility 

To  assess  the  feasibility  of  complying 
with  the  final  standard  using  applicable 
technologies  and  woric  practices.  OSHA 
reviewed  the  rulemaking  record  and  the 
compliance  profile  developed  by 
CXDNSAD  (if.  OSHA  believes  that  the 
final  standard  will  cause  some  firms  to 
adopt  technologies  and  woric  practices 
that  are  readily  available  but  in  limited 
use  today.  While  not  specifically 
mandated,  the  standard  should  also 
encourage  technological  innovation  to 
achieve  compliance,  as  well  as  to  reduce 
the  need  to  enter  spaces.  As  reported  by 
CONSAD  111.  technologies  such  as 
atmospheric  testing  instruments, 
ventilation  equipment,  respirators  and 
retrieval  devices,  are  already  in 
widespread  use  throughout  industry. 

Application  of  pennit  space 
technologies  will  vary  according  to 
configuration  and  circumstance.  Where 
a  particular  piece  of  equipment  may  not 
be  appropriate,  alternative  control 
devices  can  be  employed  effectively.  For 
example,  in  spaces  where  atmospheric 
hazards  may  be  present  and  ventilation 
is  not  practical,  respirators  are  required. 
In  entry  situations  in  which  the  use  of 
retrieval  lines  is  coimterproductive.  the 
standard  provides  for  entry  rescue  by 
properly  equipped  rescue  persoimel.  In 


general,  although  some  situations  might 
limit  the  use  of  a  particular  technology, 
use  of  other  pieces  of  equipment  or 
work  practices  is  permitted. 

Therefore,  on  the  basis  of  testimony  in 
the  record  and  OSHA's  assessment  of 
current  industry  practice  for  protecting 
workere  in  pennit  spaces,  OSHA  has 
determined  that  the  final  standard  is 
technologically  feasible. 

E.  Costs  of  Compliance 

OSHA  estimated  compliance  costs  of 
the  standard  by  combining  the  industry 
profile  information  siunmarized  above 
with  data  on  current  compliance  rates, 
unit  costs  for  required  equipment,  and 
hourly  compensation  of  labor.  For  each 
provision  of  the  standard,  OSHA 
estimated  initial  costs  and  ongoing 
costs.  Initial  costs  represent  up-front 
expenditures  for  program  development 
and  equipment:  these  costs  were 
annualized  over  the  expected  life  of  the 
resource  in  order  to  show  such  costs  on 
an  annual  basis.  Other  ongoing 
expenditures  incurred  annually  include 
refresher  training  and  equipment 
maintenance.  OSHA  summed 
annuaUzed  initial  costs  and  ongoing 
costs  to  estimate  total  annual  costs. 

OSHA  estimates  that  the  annual  cost 
of  compliance  for  the  permit  spaces 
standard  will  total  $202.4  milUon.  Table 


I 

Total 

. 

64 

. 

64 

6 

163 

9 

217 

8 

48 

7 

145 

8 

48 

6 

436 

- 

- 

12 

5,908 

.)d 

ue  to  the 
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5  presents  annua]  compUanca  costs  by 
provision.  Tha  largast  compliance 
expenditures  are  associated  with 
atmospberic  testing  ($46.6  million), 
respiratofy  protection  ($38.6  railHon). 
and  the  provision  far  attendants  ($37  J). 


Table  Sr-Sunnnary  of  Annual 
CompHmce  Costs 


Establish     Pennit     Entry 

$10,955,165 

Tcaining 

9,204484 

InloRD  Non-Entrants 

7,968.174 

lM>latk»  Procadoim 

1.752^44 

Madunical  VentilatioB 

27>11.362 

Respiratory  Protection 

38.615,993 

Atmospheric  Testing 

44.573456 

Vehicle/Pedestrian       Bar- 

riers 

128,233 

Attendant 

37.284,569 

Retrieval  Devices 

3445/NW 

Issue  Permits 

17J00417 

Rescue  Teams 

1.340.141 

TOTAL  ..- 

$202,388,757 

level  of  risk  encountered  in  a  given 
confined  space  situation.  As  an 
extensic»  of  its  general  perfbrmaiKe- 
oriented  nature,  the  standard  sets  up  a 
hierarchy  in  which  some  provisions, 
such  as  the  requirement  for  attendants, 
are  reserved  for  only  situations  in  which 
an  antrant  may  encoimter  a  hazardous 
atmosjrftere.  As  shown  in  Table  6,  tha 
number  o!  aj^licable  requirements  and 
cost  of  con^jhance  per  space  rises  with 
the  level  of  hazard  encountered.  Most 
permit  spaces  fell  under  mamptioMS 
IHtrvided  under  psngnpk  {<MS)  of  the 
standard. 


U.S.    DMartDMnt    of   Labor.    OSHA. 
Office  of  Ragulatoty  Aaalyais 

The  final  permit-required  confined 
space  standard  strives  to  prescribe  die 
appropriate  level  ol  safeguards  for  the 

»  - 

TM»  6— Coat  of  Complying  With  the  Permit  Spaca  StBidard  by  Type  of  Space 


Type  of  Space 


Non-Entry  Pennit  Spaces 


Spaces  DeclassMabls  ((cKTRl)} 


Tested  and  Ventilated  [(cKSlI 


Pufl  Permit-Required  Spaoes 


Provision 


Inventory  Spaoes 


fatventory  Spaces/Establish  Program . 
tadbna  Non-BBtiaDta 
Isotebon  Procaduras . 
Vehide/Pedestriagi  1 


TOTAL 


Establish  Peraiit  Entry  Prograni/Systam  . 

Training  

Inform  Non-Entrants  .__..«.»...».»_._.».. 
Isolation  Procedntes  ............................... 

Mechanical  Ventilation „..„....„„.. 

Respiratory  Protectioa 

Atmospheric  Testing 

Vehicle/Pedestrian  Barriers 
Certification  of  ConcfitiaBS 


TOTAL 


Establish  Pennit  Entry  Program/System 

Training ., _ 

Inform  Noa^ntrants  .......^ 

IsolatioB  Procedures ... 
Mechanical  Veotilatioa  .>.^ 
Respiiatoiy  Protection  ~-.». 
Atmospheric  Testing  .......... 

Vehide/Padestrian  Baiileis 

Attendant ~~.^ 

Retrieval  Derices »....-_ 

Issue  Permits  . .... 

Rescue  Teams _.._„.. 


TOTAL 


Cost 


$1,095,517 


328,656 

318,727 

70.110 

5.129 


$722,621 


5,148.928 

5,259,705 

4,462,178 

981,537 

21,639,642 

2,325,535 

26,613.404 

71.811 

4.450,104 


$70,952343 


4,382,066 

3,944,779 

3,187,270 

701,094 

5,901  J2t 

36,2904&9 

19,960,053 

51,293 

37,264,540 

31,185,009 

13,350,313 

1,360,142 


$129,598,771 


Nwnbar  of 
Spaces 
) 


spaces 


1.5 


0.2 


2.7 


hijaBBaii- 

talCott 

par^Moa^ 


$0.73 


$3.61 


$2&24 


1.0  $68.21 


VS.  DqistUHat  of  hibor,  OSHA,  Office  of  Rapdatory  AaalywU. 
*PiguM  ia  tWe  aikauk  leyiMiuul  the  ■mwaliTeii  cost  of  conung  into  ooMpUance  wttk  dw  standards,  lor  avarage  MtMkhmma,  gitea 


pliaaos: 


O^iA  also  estimated  compliance 
coats  by  industry,  shown  in  Table  7. 
Electric,  gas  and  sanitary  services  (SIC 


49)  an  estimated  to  incur  coats  of  $72.6 
milbcHi,  primarily  in  public  water  and 
sewer  utilities.  The  relatively  large 


number  of  permit  space*  and  permit 
space  entrants  in  tlds  sector  ctmtributas 
to  the  magnitude  of  their  compliance 
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costs.  Most  afiiacted  sectors  will  incur 
compliance  costs  under  $10  million. 

Table  7 — Summary  of  Annual  Compli- 
ance Costs  of  the  permit  Space  Stand- 
ard by  Industry 


Table  7 — Summary  of  Annual  Compli- 
ance Costs  of  the  permit  Space  Stand- 
ard by  Indxistry— Continued 


SIC 


Industry 


07    Agricultunl  SarvicM 
13    Oil  a  Gas  Extraction 

20  Food  and  Kindred  Prod- 
ucts 

21  Tobacco  Products 

22  Taxtila  Mill  Products 

24  Wood  Producto  (except 
furniture) 

25  Furniture  and  Fixtures 

26  Paper  Products 

27  Piintiog  and  Publishing 

28  Chemicals  k  Allied 
Products 

29  Petroleum  Refining 

30  Rid>ber  Products 

31  Leather  and  Leather 

Products 

32  Stone,  day.  Glass  a 

Concrete 

33  Primary  Metals  Industry 

34  Fabricated  Metal  Prod- 

ucts 

35  Machinery.  Except  Elec- 

trical 

36  Blectric/Electnmic 

Equipment 

37  Transportation  Equip- 

ment 

38  Instruments  a  Related 

[Products 
Miscellaneous  Manu&c- 
turing 


Total  An- 
nual Com- 
pliance 
Costs 
(Thousands 
of  Dollars) 


7381 

85 

12,472 

32 

263 

1,740 

750 

4.028 
_» 

1.581 

2,418 

6.910 

37 

12,150 

5301 
13,490 

2.999 

13354 

6,946 

6 

1.197 


42 
49 
50 
51 


54 

59 
65 

70 

72 
76 

78 
80 
84 


Motor  Freight  Transpor- 
tation 

Electric,  Gas,  Sanitary 
Services 

Wholesale  Trade/Dura- 
bles 

Wholesale  Trade/ 
Nondurables 

Food  Stores 

Miscellaneous  Retail 

Real  Estate  (Commer- 
cial) 

Hotels  and  Other  Lodg- 
ing 

Personal  Services 

Miscellaneous  Repair 
Saivlcas 

Motion  Pictures 

Health  Services 

Museums,  Botanical 
Cardans,  Zoos 


Total  An- 
nual Com- 
pliance 
Costs 
(Thousands 
of  Dollars) 


TOTAL 


12,958 

72,636 

263 

15,792 

244 

18 

1.561 

831 

311 
6 


3,603 
5 


$202,370 


of   Ldbor.    OSHA, 
of  uadar 


U3.    DsptMtf 

Office  of  Ragulalanr  Xnalysi* 

<  HyphMU  dMOto  coDpUaaca  cosU 

si.ooa 

OSHA  believes  that  direct  compliance 
costs  will  be  ofEset  by  a  reduction  in 
administrative  costs  associated  with 
permit  space  accidents.  These  cosU 
usually  involve  such  activities  as 
preparing  insurance  claims,  completing 
accident  reports,  and  hiring  and  training 
replacement  workers.  In  addition. 


OSHA  anticipates  that  improved  worker 
productivity  as  a  resiilt  of  the  standard 
will  help  to  lower  production  costs  and 
contribute  to  higher  quality  output. 
Although  OSHA  did  not  quantify  these 
cost  offsets,  the  Agency  believes  they 
will  be  substantial. 

F.  Economic  Impact  and  Regulatory 
Flexibility  Analysis 

OSHA  assessed  the  potential 
economic  impact  of  the  final  standard 
on  affected  two-digit  industry  sectors 
and  has  determined  that  impacts  on 
prices,  profits,  and  sales  will  be  modest 
for  most  industries.  If  afiiscted 
establishments  added  the  entire  cost  of 
compliance  to  the  price  of  their  final 
goods.  OSHA  estimates  that  the  average 
price  increase  would  not  exceed  0.01 
percent,  based  on  the  ratio  of 
compliance  cost  to  average 
establishment  revenue.  The  maximum 
price  increase  in  any  industry  sector 
would  be  0.23  percent  (SIC  07. 
Agricultural  Services). 

OSHA  assessed  the  impact  on  firm 
profits  (Table  8)  under  the  assumption 
that  costs  would  be  fully  absorbed 
internally  and  are  not  passed  forward  to 
consimiers.  Computing  the  ratio  of  costs 
to  pre-tax  profits,  OSHA  determined 
that  the  percentage  of  profits 
represented  by  compliance  costs  in  this 
worst-case  scenario  would  average  0.17 
percent.  In  only  two  indxistry  sectors  are 
average  profit  impacts  expected  to 
exceed  1  percent,  assuming  zero  cost 
pass-through.  Therefore,  on  the  basis  of 
these  results,  OSHA  concludes  that  the 
standard  is  economically  feasible. 


SIC 

39 
42 
49 
80 
SI 
$4 
59 
•5 
30 
72 
76 

i 

Table  B— Cost  Impact  by  Industry 


SIC 


07 
13 
20 
21 
22 
24 
25 
26 
2^ 
2a 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 


Industry 


Agricultural  Services ~ 

Oil  a  Gas  Extraction 

Food  and  Kindred  Products  

Tobacco  Products 

Textile  Mill  Producta  

Wood  Products  (except  furniture) 

Furniture  and  Fixtures ~ 

Paper  Products 

Printing  and  Publishing 

rhf"»f«'«  a  Allied  Products 

Petroleum  Refining 

Rubber  Products  

Leather  and  Leather  Products 

Stone,  Clay,  Oass  a  Concrete  

Primary  Metals  Industry 

Fabricated  Metal  Products 

Madiiaaty.  Except  Electrical  — 
Blectric/Bactronic  Equipment .... 

Transportalion  Bauipmsnt 

fatatrumaots  a  Related  Products  . 


Number  of 

Affected 

Firms 


10364 

10,000 

10,236 

69 

1,491 

10390 

5,254 

4397 

47 

8,098 

1344 

6382 

151 

12390 

2.789 

8^1 

4330 

8310 

3302 

64 


Number  of 
Permit 
Spaces 


79321 

12.477 

142.727 

776 

17,062 

39,409 

26312 

95333 

206 

170.982 

93,700 

143318 

514 

116.708 

35321 

88307 

34370 

176395 

1,065,966 

901 


Total  Annual 

Compliance 

Costa 


$7,880,523 

84.509 

12,472,105 

32,215 

262,733 

1,739,695 

749373 

4,028,205 

618 

1,581380 

2,418,236 

6310,246 

36,948 

12,149,864 

5301.382 

13,490.158 

2.999,427 

13354,277 

6.945,783 

6362 


Aver^  Cost  of 


Large 
Finns 


$3,102 

20 

1,620 

442 

195 

161 

267 

1.265 

14 

399 

4.040 

1,411 

603 

1,407 

2328 

2,942 

1,182 

2,126 

5397 

268 


Small 
Firms 


$607 

7 

843 

542 

104 

175 

31 

118 

11 

26 

262 

725 

3 

709 

95 

604 

303 

1.901 

153 

2 


Cost  As  A  Percent 
of  Profit 


Large 
Firms 


1.08% 
0.00% 
0.06% 
0.00% 
0.02% 
004% 
0.04% 
0.05% 
0.00% 
0.01% 
0.01% 
0.15% 
0.13% 
0.17% 
0.09% 
0.41% 
0.04% 

ai4% 

0.05% 

aoo% 


SmaU 
Firms 


4.99% 
0.01% 
0.53% 
000% 
0.05% 
0.60% 
0.07% 
0.04% 
004% 

aoi% 

0.02% 
0.81% 
000% 
1.17% 
0.02% 
0.97% 
a2QE% 
2.10% 

ao5% 

0.00% 


SIC 

07 

13 

20 

21 

t 

^ 

16 

t? 

28 

•  ( 

20 

$0 

SI 

32 

t 

$5 

$8 

17 

$8 
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Table  8— Cost  Impact  by  Industiy— Continued 


i 


Industiy 


Numbv  of 

AoBctod 

Finn* 


Numbn  of 
Psnnit 

SpMM 

Total 


Total  Aanual 

Gomplianoa 

Gotta 


weragau 

Ible 


Coat  of 


Laiga 
Finns 


S)auU 
Finns 


Coat  As  A  Faraant 
of  Prafit 


Laiga 
Finns 


Small 
Finns 


39 
42 
49 
80 
SI 
54 
S9 
65 
70 
72 

?e 

50 
54 


Miscallttieous  Manufacturing  .... 
MotcH'  Fraight  Transportation  ...,, 
Electric  Gcui,  Sanitary  Services  .. 

Wholesale  Trada/Duiables  ...» 

Wholesale  Trade/Nondorables  .~ 

Food  Stares 

Miscellaneous  Retail 

Real  Estate  (Commercial) 

Hotels  and  Other  i-nrfgtng 

Personal  Services 

Miscellaneous  Repair  Servioas  . « 

Motion  Pictures  .....;.»...................... 

Health  Services 

Museums,  Botanical  Gardens.  Zoos 


655 

14363 
26.444 

2,753 
36,913 
10,073 

7,149 
13362 

s/m 

3377 

752 

11 

6,252 
130 


31,267 

201360 

1375,170 

3.965 

411X>95 

104)73 

26,201 

45,190 

77372 

24304 

602 

33 

71,709 

1,163 


1,196352 

12356,195 

72336319 

362366 

15.792,089 

.    243,950 

16.266 

1361.156 

631,454 

310,564 

6,173 

26 

3.603.^26 

5336 


1,556 

1.036 

10,250 

204 

627 

38 

12 

256 

213 

67 

25 

2 

566 

40 


1317 

639 

3.943 

65 

407 

13 

2 

79 

126 

0 

7 

0 

35 

0 


ai3% 

0.30% 
006% 
033% 
0.04% 

aoi% 

0.(X)% 
0.03% 
035% 
035% 
0.02% 
0.00% 
004% 
0.01% 


2.67% 
437% 
1.00% 
0.12% 
051% 
007% 
0.01% 
019% 
0.47% 
030% 
010% 
0.00% 
034% 

aoo% 


TOTAL 
$655 


238353 
005% 


4344349 
0.75% 


$202,369,75^ 


$1,272 


powcv* 


U.&  DeparHiMBt  of  Labor.  OSHA.  Office  of  Regulatoiy  Analysis 


As  required  by  the  Regulatory 
Flexibility  Act  of  1980,  OSHA  assessed 
the  economic  burden  faced  by  small 
establishments.  Assuming  inelastic 
demand  and  full  cost  pass-through, 
price  impacts  would  average  0.04 
percent  for  firms  with  19  or  fewer 
employees.  Profit  impacts  under  the 
opposite  assumption  of  zero  cost  pass- 
through  would  average  0.75  percent. 
Profit  impacts  would  be  less  than  5 
percent  for  small  firms  in  all  sectors,  hi 
two  sectors  (agricultural  services  and 
motor  freight  transportation),  costs  will 
exceed  4  percent  of  profits,  but  in  only 
three  other  industries  will  costs  exceed 


1  percent  of  profits.  These  profit 
impacts  depict  wrast-case,  perfectly 
elastic  demand  conditions.  OSHA 
anticipates  that  given  imperfactly  elastic 
demand  conditions  found  in  most 
maricets,  end  the  negligible  price 
increases  necessary  to  offset  cost 
increases,  impacts  on  net  earnings  will 
be  minimal  due  to  the  ability  of  firms  to 
pass  some  of  the  costs  fonward  to 
buyers.  Therefore,  OSHA  has 
determined  that  the  final  standard  is 
econmnically  feasible  for  small 
establishments. 


G.  Industry-Specific  Haaard  Analysi§ 

For  affected  industry  secttHS,  OSHA 
compared  the  ftrtaUties,  injuries  and 
illnesses  avoided  with  cost  of 
compliance,  to  assess  the  benefit-Uwxwt 
relationship.  Annual  benefits  and  costs 
of  the  standard  are  shown  in  Table  9.  In 
general,  employee  benefits  are 
correlated  with  compliance  costs: 
industries  with  relatively  h^her  total 
costs  or  costs  per  establishment  are 
expected  to  experience  a  relatively 
greater  reduction  in  permit-space 
fetalities,  in|uries,  and  illnesses. 


Table  9— Anniial  Benefits  and  Cost  of  the  Permit  ^>ace  Standard 


X 


Industry 


FMaUtiea 

Avoldad 

Total* 


ii^uilea  and  Illneeses  Avoided 


Lost-Woriulay 
Total* 


Noa-Lo«t- 

Workday 

Total* 


Conmlianoa 
Costs  (Thou- 
sands of  Dol- 
lar*) Total 


Coat  par 
EMdH 

moOm) 
Total 


07 
13 
20 

ai 

22 
14 
35 
26 
17 
26 
30 
$0 
$1 
32 
33 
$4 
$5 
16 
$7 
36 


Agricultural  Services  .............>. 

CXlftCasBxtiactfaa 

Food  and  Kindred  Products 

Tobacco  Products — 

Textile  MiU  Products 

Wood  Products  (exoqit  fiimiture) 

Furniture  and  Rxturaa  ..~ 

Papec  Products  ......_....« 

Printing  and  Publishing 

Chamicals  ft  Allied  Ploducts 

Petroleum  Refining  ... ..... 

Rubber  Products  ..... — 


r 


Leather  and  Laadier  Products 
Stone.  Clay.  Claae  ft  GoBoete 
Mmaiy  Met^  Induatiy .. 

Fibcicatad  KMal  Praducti 

Machineiy.  Bxoapt  Electrical  .... 
Etactrtc/Bednoic  Bqulpmeat  .. 
TraasportadOD  Keulpment  ..~„.. 
bntituDants  ft  Relalad  Ftoducta 


r*  »•••«•*•*«•••••  •< 


03 
63 

2.7 
03 
03 
1.0 

ao* 

0.7 

ao 

4.1 

ao* 
a7 

1.0 
0l7 
23 
6.1 

13 

03* 

23 

as 


16 
163 


SI 
81 

152 
J» 

101 

607 

101 
162 
101 
303 
756 
152 

303 
61 


17 

120 

513 

64 

64 

192 

128 

700 

128 
192 
126 
364 

981 
192 

384 
84 


$7360.5 

643 

12,472.1 

32.2 

282.7 

1,739.7 

749.7 

43283 

06 

1361v4 

2,4163 

6,910.2 

36.9 

12,1403 

6301.4 

133903 

2300.4 

133543 

8345.8 

83 


$752.4 
8.5 

1316.5 

467.6 

176.2 

169.1 

142.7 

916.0 

133 

1953 

1,4700 

1399.9 

245.2 


23606 
1306.1 
882.7 
23203 
2.1033 
07.6 
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Table  9— Annual  Benafits  and  Coat  of  tha  Pwmit  %mg«  Slandard-Ojntinued 


SIC 


39 
42 
48 
SO 
51 
S4 
S9 
65 
70 
72 
76 
78 
80 


Industry 


MtecaUanaoiw  Manufccturing  ... 
Motor  Freight  Transportation .... 
Elaclrk,  Gas,  Saaitary  Sarvlces 

Wholesale  Tiade/Dunblas  

VVhfdasale  Tnde/Nondurables  .. 

Pood  Stores  

MkoaUanaous  Retail  . — 

Real  Estate  (Commercial) 

Holsb  and  Other  Lodgint 

PMSOoal  Services ~-~. 

MtaosUanaoas  Repair  Services 

Motion  Pictiues - 

Hsalth  Services  — 

Massums,  Botanical  Gardens.  Zooa  .- 
Host  Bnpkiyer  UnidenHfied« 


Fatalities 

Avoided 

Total' 


TOTAL 
$60«.O 


0.3 

5.1 

6.8 

0.3 

1.0 

0.0» 

0.3 

0.0* 

0.0» 

0.0 

3.1 

0.0 

0.3 

0.0 

7.1 


Injuries  and  Illnesses  Avoided 


Lost-Workday 
Total* 


Non-Lost- 
Workday 
Total» 


53.7 


51 
223 
297 

42 

125 

a 

42 


374 

42 

380 


5.041 


64 

163 

217 

46 

146 

48 


436 

46 

436 


Compliance 
Costs  (Thou- 
sands of  Dol- 
lars) Total 


5.908 


1,196.6 

12.956.2 

72.636.0 

262.6 

15,792.1 

243.9 

16.3 

1.561.2 

831.5 

310.6 

6.2 

0.0 

3.603.2 

.      5.2 


Cost  per 
EstabL 

(Dollars) 
Total 


1.351.8 

888.6 

2,553.6 

95.4 

427.8 

24.2 

2.6 

114.9 

163.0 

86.8 

8.2 

2.4 

436.6 

40.2 


$202,369.8 


?^«;i'd.2WS:S°p^;p2^"iSciSCi^^^^^  t{«  «^.  so  in  which  incidents  were  reported  fro.  a«6a-.9«0. 

T-J-;^^<^J2J2*^«^3^XSS^  J^^^  of  .h.  ^cident  could  no,  b.  id^tiD^  1»  *•  OSHA  .Wr«1^ 


For  four  industries  where  accidents 
cotiM  not  be  identified  in  either  OSHA 
or  N108H  databases,  OSHA  notes  that 
costs  per  establishment  are  significantly 
below  the  overall  industry  average  of 
$695.  OSHA's  uMlysis  of  these  affiscted 
industries  in  Chapter  HI  of  the 
Regulatory  Analysis  indicates  dut  they 
contain  tlka  same  spaces  and  hazards  as 
other  industries  «rUh  recorded 
accidents. 

H.  International  Trade 

In  accordance  with  Executive  Order 
12291,  OSHA  assessed  the  effects  of  the 
final  standard  on  international  trade. 
The  standard  is  expected  to  afEact  a 
wide  range  of  industrial  and  commercial 
enterprises,  many  of  whom  compete 
against  foreign  competitors  in  both 
foreign  markets  and  the  U.S.  markets.  If 
the  OSHA  regulation  significantly 
increased  the  price  of  products  and 
services  of  domestic  producers,  foreign 

Eroducers  could  benefit.  OSHA 
elieves,  however,  that  price  impacts 
from  this  standard  will  be  minor  and 
have  Uttle  effect  on  American  trade 
oveneas  and  on  domestic  sales. 

/.  Environmental  Impact 

Tbe  permit-reqniied  confined  spaces 
standivd  has  beaa  reviewed  in 
acoordence  with  fte  Mouireneats  of  the 
NatloBal  EnvirannMBtal  Policy  Act 
(NEPA)  of  1969  (42  U.S.C  4321  et  seq.). 

the  regulations  t^diB  Council  on 

Environmental  C^iallty  (CEC^  iOCFR 
Pari  1500).  and  OCX.  NEPA  Procedures 


(29  CFR  Part  11).  OSHA  anticipates  that 
greater  uae  of  mechanical  ventilation  to 
reduce  atmospheric  hazards  in  permit 
spaoaa  may  resuk  in  additicmal  release 
of  hazardous  substances  to  the  air. 
Incremental  release  quantities  related  to 
the  permit  space  standard  are  not 
determin^e  at  present,  but  are 
expected  to  be  minor  relative  to  current 
overall  releases.  Releases  of  sukitances 
regulated  under  EPA's  SARA  Title  Dl  or 
EPA  NESHAP  standards  are  subject  to 
reporting  and  control  requirements  in 
those  rules. 

/.  Nonregulatory  Ahernatives 

The  primary  objective  of  OSHA's 
standard  for  permit  spacea  is  to  reduce 
the  nimiber  of  emplojree  fetalities  and 
injuries  associated  with  catastrophic 
releases  of  hazardous  substances.  OSHA 
believes  the  standard  will  eliminate  to 
a  considerable  degree  the  worker  risk 
experienced  in  the  confined  spaces 
felling  within  the  scope  of  the  rule. 

The  Agency  examined  the 
nonregulatory  approaches  for  promoting 
the  implementation  of  permit  space 
programs,  including  (1)  economic  forces 
OBDarated  by  the  private  market  system. 
(2)  incentives  created  by  workers' 
compensation  programs  or  the  threat  of 
private  suits,  and  W  related  activities  of 
private  agencies.  Following  this  review, 
OSHA  determined  that  the  need  for 
government  regulation  arises  fktun  the 
aipiificant  risk  of  ^related  iaiury  or 
death  caused  by  inadequate  permit 
apace  safety  prograna.  Private  madceU 


fail  to  provide  enough  safety  and  health 
resources  due  to  the  lack  of  information 
on  risk,  immobih'ty  of  labor,  and 
extemalization  of  part  of  the  social  cost 
of  worker  injuries  and  deaths.  Workers 
compensation  systems  do  not  offer  an 
adequate  remedy  because  premiums  do 
not  reflect  specific  workplace  risk  and 
liability  claims  are  restricted  by  statutes 
preventing  employees  from  suing  their 
employers.  While  certain  voluntary 
industry  standards  exist,  as  well  as  rules 
and  recommended  procedures  in  a 
limited  number  of  states,  their  scope 
and  approach  bil  to  provide  adequate 
protection  for  all  workers.  Thus,  OSHA 
has  determined  that  a  federal  standard 
is  necessary. 
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Vn.  Federalism 

This  regtilation  has  been  reviewed  in 
accordance  with  Executive  Order  12612 
regarding  Federalism.  This  order 
requires  that  agencies,  to  the  extent 
possible,  refrain  from  limiting  state 
policy  options  and  consult  with  states 
prior  to  taking  any  action.  Agencies  may 
act  only  when  there  is  clear 
constitutional  authority  and  the 
presence  of  a  problem  of  national  scope. 
The  order  provides  for  preemption  of 
state  law  only  if  there  is  a  clear 
congressionail  intent  for  the  Agency  to 
do  so.  Any  such  preemption  is  to  be 
limited  to  the  extent  pos»ble. 

Section  18  of  the  Occupational  Safety 
and  Health  Act  of  1970  expresses 
Congress'  clear  intent  to  preempt  state 
laws  relating  to  issues  on  which  Federal 
OSHA  has  promulgated  occupational 
safety  and  health  standards.  Under  the 
OSH  Act,  a  state  can  avoid  preemption 
only  if  it  submits,  and  obtains  Federal 
approval  of.  a  plan  for  the  development 
of  such  standards  and  their 
enforcement.  Occupational  safety  and 
health  standards  developed  by  such 
Plan-States  must,  among  other  things,  be 
at  least  as  effective  in  providing  safe  and 
healthful  employment  and  places  of 
employment  as  Federal  Standards. 
Where  such  standards  are  appUcable  to 
products  distributed  or  used  in 
interstate  commerce,  they  may  not 
unduly  burden  commerce  and  must  be 
justified  by  compelUng  local  conditions 
(See  Section  18(c)(2)  of  the  OSH  Act). 

This  regulation  is  drafted  so  that 
employees  in  every  state  would  be 
protected  by  general,  performance- 
oriented  standards.  To  the  extent  that 
there  are  state  or  regional  peculiarities 
caused  by  the  terrain,  the  climate  or 
other  factors,  states  would  be  able, 
under  the  OSH  Act,  to  develop  their 
own  state  standards  to  deal  with  any 
special  problems.  And,  under  the  Act,  if 
a  state  develops  an  approved  state 
program,  it  could  make  additional 
requirements  in  its  standards.  Moreover, 
the  performance  nature  of  this  standard, 
of  and  by  itself,  allows  for  flexibility  by 
states  and  employers  to  provide  as 


much  safety  as  possible  using  varying 
meUiods  consonant  with  conditions  in 
each  state. 

In  short,  there  is  a  clear  national 
problem  related  to  occupational  safety 
and  health  concerning  entry  into 
confined  spaces.  Those  states  which 
elect  to  participate  under  the  statute 
would  not  be  preempted  by  this 
regulation  ana  would  be  able  to  address 
sjradal,  local  conditions  within  the 
^mework  provided  by  this 
performance-oriented  standard. 

OSHA  notes  that  California. 
Kentucky.  Maryland.  Michigan.  New 
Jersey,  and  Virginia  currently  have 
regulations  dealing  vnth  confined  space 
entry.  Of  these  six  state  regulations, 
none  would  be  preempted.  New  Jersey 
is  not  a  state-plan  state,  but  their 
confined  space  standard  appUes  only  to 
pubhc  (state  and  local  government) 
employees.  An  analysis  of  state 
confined  space  rules  and  procedures  is 
contained  in  Section  VI.  Summary  of 
the  Final  Regulatory  Impact  Analysis 
and  Regulatory  FlexibiUty  Analysis, 
earlier  in  this  preamble. 

Vm.  state  Plan  States 

The  25  states  and  territories  with  their 
own  OSHA-approved  occupational 
safety  and  health  plans  must  adopt  a 
comparable  standard  within  six  months 
of  the  publication  date  of  this  final 
standard.  These  25  states  are:  Alaska. 
Arizona.  CaUfomia.  Connecticut  (for 
state  and  local  government  employees 
only),  Hawaii,  Indiana,  Iowa.  Kentucky. 
Maryland.  Michigan,  Minnesota, 
Nevada,  New  Mexico,  New  York  (for 
state  and  local  government  employees 
only),  North  Carohna.  Oregon,  Puerto 
Rico.  South  Carolina.  Tennessee.  Utah. 
Vermont,  Virginia.  Virgin  Islands. 
Washington  and  Wyoming.  Until  such 
time  as  a  state  standard  is  promulgated. 
Federal  OSHA  will  provide  interim 
enforcement  assistance,  as  appropriate, 
in  these  states. 

Utt  of  Sul^acto  In  29  CFR  Part  1910 

Attendant,  Confined  Spaces,  Entry 
permit  system.  Hazardous  atmospheres. 
Hazardous  materials.  Incorporation  by 
reference,  Monitoring.  Occupational 
safety  and  health.  Permits,  Personal 
protective  equipment.  Rescue 
equipment.  Respiratory  protection. 
Retrieval  lines.  Safety,  Signs.  Tags. 
Tools.  Welding. 

K.  Authority 

This  document  was  prepared  under 
the  direction  of  Dorothy  L.  Strunk, 
Acting  Assistant  Secretary  of  Labor  for 
Occupational  Safety  and  Health,  U.S. 
Department  of  Labor,  200  Constitution 
Avenue.  N.W..  Washington.  D.C.  20210. 


Accordingly,  pursuant  to  sections  6(b) 
and  8  of  the  Occupational  Safety  and 
Health  Act  of  1970  (29  U.S.C  655, 657). 
Secretary  of  Labw's  Order  No.  1-00  (55 
FR  9033).  and  29  CFR  Part  1911.  Title 
29.  Chapter  XVII.  of  the  Code  of  Fedwal 
Regulations  is  amended  as  follows. 

Signed  at  Washington,  D.C,  this  6th  day  of 
January,  1993. 
Dorothy  L.  Strnnk 
Acting  Assistant  Secretary  ofLohor 

PART  1910-OCCUPATIONAL  SAFETY 
AND  HEALTH  STANDARDS 

1.  The  authority  citation  for  Subpart 
J  of  Part  1910  is  revised  to  read  as 
follows: 

AUTHOrarv:  Sees.  4, 6,  and  8.  Occupational 
Safety  and  Health  Act  of  1970.  29  USC  653, 
655,  657;  Secretary  of  Labor's  Order  No.  12- 
71  (36  FR  8754).  8-76  (41  FR  2SOS9),  9-83 
(48  FR  35736)  or  1-90  (55  FR  9033),  as 
applicable. 

Sections  1910.141, 1910.142.1910.145, 
1910.146,  and  1910.147  also  issued  under  29 
CFR  Part  1911. 

2.  Section  1910.146  is  added  to  read 
as  follows: 

f19iai46    Permit-required  confined 


(a)  Scope  and  application.  This 
section  contains  requirements  for 
practices  and  procedures  to  protect 
employees  in  general  industry  from  the 
hazards  of  entry  into  permit-required 
confined  spaces.  This  section  does  not 
apply  to  agriculture,  to  construction,  or 
to  shipyard  employment  (Parts  1928, 
1926,  and  1915  of  this  chapter, 
respectively). 

(b)  Definitions. 

Acceptable  entry  conditions  means 
the  conditions  that  must  exist  in  a 
permit  space  to  allow  entry  and  to 
ensure  that  employees  involved  with  a 
permit-required  confined  space  entry 
can  safely  enter  into  and  work  wnthin 
the  space. 

Attendant  means  an  individual 
stationed  outside  one  or  more  permit 
spaces  who  monitors  the  authorized 
entrants  and  who  performs  all 
attendant's  duties  assigned  in  the 
employer's  permit  space  program^ 

Authorized  entrant  means  an 
employee  who  is  authorized  by  the 
employer  to  enter  a  permit  space. 

Blanking  or  blinding  means  the 
absolute  closure  of  a  pipe.  line,  or  duct 
by  the  fastening  of  a  solid  plate  (such  as 
a  spectacle  blind  or  a  skillet  blind)  that 
completely  covers  the  bore  and  that  is 
capable  of  withstanding  the  maximtun 
pressure  of  the  pipe,  line,  or  duct  with 
no  leakage  beyond  the  plate. 

Confined  space  means  a  space  that: 
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(1)  b  large  enou^  asd  so  configured 
that  an  employee  can  bodily  enter  and 
perform  assisted  work;  and 

(2)  Has  Umhed  or  restricted  means  for 
entry  or  exit  (for  example,  tanks. 
vessels,  silos,  storage  bins,  hoppers, 
vaults,  and  pits  are  spaces  that  may^ 
have  limitea  means  of  entry.):  and 

(3)  Is  not  designed  for  continuous 
employee  occupancy. 

Double  biock  and  bleed  means  the 
closure  of  a  line,  duct,  or  pipe  by 
doaing  and  loddng  or  tagging  two  in- 
line valves  and  by  opening  and  locking 
or  tagging  a  drain  or  vent  valve  in  the 
line  betvi^n  the  two  closed  valves. 

Emergency  means  any  occurrence 
(including  any  failure  of  hazard  control 
or  monitoring  equipment)  or  event 
internal  or  external  to  the  permit  space 
that  could  endanger  entrants. 

Engulfment  means  the  surrounding 
and  effective  capture  of  a  person  by  a 
liquid  or  finely  divided  (flowable)  solid 
substance  that  can  be  aspirated  to  cause 
death  by  filling  or  plugging  the 
respiratory  system  or  that  can  exert 
enough  force  on  the  body  to  cause  death 
by  strangulation,  constriction,  or 
crushing. 

Entry  means  the  action  by  which  a 
person  passes  through  an  opening  into 
a  permit-required  c^ifined  space.  Entry 
includes  ensuing  woric  activities  in  that 
space  and  is  considered  to  have 
occurred  as  soon  as  any  part  of  the 
entrant's  body  breaks  the  plane  of  an 
opening  into  the  space. 

Entjy  permit  (permit)  means  ihe 
written  or  printed  document  that  is 
provided  by  the  employer  to  allow  and 
control  entry  into  a  permit  spece  and 
that  mntaing  the  information  specified 
in  paragraph  (f)  of  this  section. 

Entry  supervisor  means  the  person 
(s\ich  as  the  employer,  foreman,  or  crew 
diief)  responsible  rar  determining  if 
acceptable  entry  conditions  are  present 
at  a  permit  space  where  entry  is 
planned,  for  authorizing  entry  and 
overseeing  entry  operaticms,  and  for 
terminating  entry  as  required  by  this 
section. 

Not*;  An  entry  supervisor  also  may  tern 
as  an  attendant  or  as  an  authorized  entzant, 
as  long  as  that  person  U  trained  and 
equipped  as  required  by  this  lection  bx  aach 
role  he  or  she  fills.  Also,  the  duties  of  entry 
supervisor  may  be  passed  from  one 
individual  to  another  during  the  course  of  an 
entry  operattoo. 

Hazardous  atmosphere  means  an 
atmosphere  that  may  expose  employees 
to  the  risk  of  death,  incapacitation, 
impairment  of  ability  to  self-resoie  (that 
is.  escape  unaided  Citim  a  permit  space). 
in}iuy.  or  acute  illness  from  one  or  more 
of  the  following  causes: 


(1)  Flammable  gas.  vapor,  or  mist  in 
excess  of  10  percent  of  its  lower 
flammable  Umit  (LFL); 

(2)  Airborne  combustible  dust  at  a 
concentration  that  meets  or  exceeds  its 
LFU 

Notr.  This  concantratioii  may  be 
approxiniated  as  a  coodition  in  which  the 
dust  obscures  vision  at  a  distazkce  of  5  feet 
(1.52  m)  or  less. 

(3)  Atmospheric  oxygen  concentration 
below  19.5  percent  or  above  23.5 
percent: 

(4)  Atmospheric  concentration  of  any 
substance  for  which  a  dose  or  a 
permissible  exposure  limit  is  published 
in  Subpart  C,  Occupational  Health  and 
Environment :2l  Control,  or  in  Subpart  Z. 
Toxic  and  Hazardous  Substances,  of 
this  part  and  whidi  could  result  in 
employee  expostire  in  excess  of  its  dose 
or  permissible  exposure  limit: 

Nata:  An  atmoapheric  concentration  of  any 
substance  that  is  not  capable  of  causing 
death,  incapacitation,  impairment  of  ability 
to  self-rescue,  infuiy.  cjr  acute  illness  due  to 
its  health  effects  is  not  covered  by  this 
provision. 

(5)  Any  other  atmospheric  condition 
that  is  immediately  dangerous  to  life  or 
health. 

NolK  For  air  contaminants  for  which 
OSHA  has  not  dalannined  a  doae  or 
pemuasibie  exposure  timit.  other  sources  of 
informatioo.  such  as  Material  Safety  Data 
Sheets  that  comply  with  the  Hazard 
Communication  Standard,  §1910.1200  of  diis 
part,  published  information,  and  internal 
documents  can  provide  guidance  in 
establishing  acceptable  atmospheric 
conditions. 

Hot  work  permit  means  the 
employer's  written  anthorization  to 
perform  operations  (for  example, 
riveting,  welding,  cutting,  burning,  and 
heating)  capable  of  providing  a  source  of 
ignition. 

Immediately  dangerous  to  life  or 
health  (IDLH)  means  any  condition  that 
an  immediate  or  delayed  threat  to 

fie  or  that  would  cause  irreversible 
adverse  health  effects  or  that  would 
interfere  with  an  individual's  ability  to 
escape  unaided  from  a  pwmit  space. 

NdK  SooM  malarial»— hytkogan  Quorida 
gas  and  cadmium  vapor,  for  example— may 
produce  <'»""*^'»»»  tiansiant  afisc^  that, 
even  if  severe,  may  pass  witliout  medical 
attention,  but  are  followed  by  sudden, 
possibly  fatal  collapse  12-72  hours  after 
exposure.  The  victim  "feels  nordal"  from 
recovery  from  transient  effects  until  collapse. 
Such  materials  hi  hazardous  quantities  are 
considered  to  be  "Immediately"  dangerous  to 
llfeorlMahh. 


Tu 


Inerting  means  the  displacement  of 
the  atmo^)here  in  a  permit  space  by  a 
noncombustible  gas  (such  as  nitrogen) 


to  such  an  extent  that  the  resulting 
atmosphere  is  noncombustible. 

Nolr  This  procedure  produces  an  IDLH 
oxygen-deficieot  atmosphere. 

Isolation  means  the  process  by  which 
a  permit  space  is  removed  from  service 
and  completely  protected  against  the 
release  of  enwgy  and  material  into  the 
space  by  such  means  as:  blanking  or 
blinding;  misaligning  or  removing 
sections  of  lines,  pipes,  or  ducts;  a 
double  block  and  bleed  system;  lockout 
or  tagout  of  all  sources  of  energy;  or 
blocking  or  disconnecting  all 
medianical  linkages. 

Line  breaking  means  the  intentional 
opening  of  a  pipe.  line,  or  duct  that  is 
or  has  been  canning  flammable, 
corrosive,  or  toxic  material,  an  inert  gas. 
or  any  fluid  at  a  volume,  pressure,  or 
temperature  capable  of  causinginjury. 

Non-permit  confined  space  means  a 
confined  space  that  does  not  contain  or. 
with  respect  to  atmospheric  hazards, 
have  the  potential  to  contain  any  hazard 
capable  of  causing  death  or  serious 
physical  harm. 

Oxygen  deficient  atmosphere  means 
an  atmosphere  containing  less  than  19.5 
percent  oxygon  by  volume. 

Oxygen  enriched  atmosphere  means 
an  atinosphece  containing  more  than 
23.5  percent  oxygen  by  volume. 

Permit-required  confined  space 
(permit  space)  means  a  confined  space 
that  has  one  or  more  of  the  following 
characteristics: 

(1)  Contains  or  has  a  potential  to 
contain  a  hazardous  atmosphere; 

(2)  Contains  a  material  that  has  the 
potential  for  engulfing  an  entrant; 

(3)  Has  an  internal  configuration  sudi 
that  an  entrant  could  be  trapped  at 
asphyxiated  by  inwardly  converging 
walls  or  by  a  floor  which  slopes 
downw6ud  and  tapers  to  a  smaller  cross- 
section:  or 

(4)  Contains  any  other  recognized 
serious  safety  or  health  hazard. ' 

Permit-required  confined  space 
program  (permit  space  program)  means 
the  employer's  overall  program  for 
controlling,  and.  where  appropriate,  for 
protecting  employees  from,  pwrnit 
space  hazards  and  for  regulating 
employee  entry  into  permit  spaces. 

Permit  system  means  the  employer's 
vritten  procedure  for  preparing  and 
issuing  permits  for  entry  and  for 
returning  the  permit  space  to  service 
following  termination  of  entry. 

Prohibited  condition  means  any 
condition  in  a  permit  space  that  is  not 
allowed  by  the  permit  during  the  period 
when  entry  is  authorized. 

Rescue  service  means  the  personnel 
designated  to  rescue  employees  from 
permit  spaces. 
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Retrieval  system  meuM  the  equipment 
(including  a  retrieral  line,  drast  or  full- 
body  harness,  wristlets,  if  approfmate, 
and  ■  lifting  device  or  teachai)  used  for 
non-entry  rescue  of  perwHis  from  permit 
spaces. 

Testing  means  the  pnocess  by  which 
the  hazards  that  may  confront  entrants 
of  a  permit  space  are  identified  and 
evaluated.  Testing  includes  specifying 
the  tests  that  are  to  be  performed  in  the 
permit  space. 

Note:  Testing  enables  employers  both  to 
devise  and  implement  adequate  control 
measures  for  the  protection  of  authorized 
entrants  and  to  detennine  if  acoepteble  entry 
conditions  are  present  immediatety  prior  to. 
and  during,  entry. 

(c)  General  requiiements.  (1)  Hie 
employer  shall  evaluate  the  workplace 
to  determine  if  any  spaces  are  permit- 
required  confined  spaces. 

Note:  Proper  application  of  the  decision 
flow  chart  in  Appendix  A  to  §1910.146 
would  fiacllitate  compUanoe  widi  this 
requirement  ^ 

(2)  If  the  workplace  ccmtains  permit 
spaces,  the  employer  shall  inform 
exposed  onployees,  by  postiitg  danger 
signs  or  by  any  other  equally  effective 
means,  ol  the  existence  and  location  of 
and  the  danger  posed  by  the  permit 
spaces. 

Note:  A  sign  reading  "DANGER— PERMTT- 
RSQUIRED  CX)NF1NED  SPACE.  DO  NOT 
ENTER"  or  using  other  similar  language 
would  satisfy  the  requirement  for  a  sign. 

(3)  If  the  employer  decides  that  its 
employees  will  not  enter  permit  spaces, 
the  employer  shall  take  effective 
measures  to  prevent  its  employees  from 
entering  the  permit  spaces  and  shall 
comply  with  paragraphs  (cUl).  (c)(Z), 
(c)(6),  and  (cK8)  of  this  section. 

(4)  If  the  employer  decides  that  its 
employees  will  enter  permit  speces.  the 
emplo3rer  shall  develop  and  implement 
a  written  permit  space  mtry  program 
that  complies  with  this  section.  The 
written  program  shall  be  availsble  for 
inspection  by  employees  and  their 
authorized  rajnesentatives. 

(5)  An  employer  may  use  the  alternate 
procedures  specified  in  paragraph 
(c)(5Kii)  oi  this  section  far  entering  a 
permit  space  under  the  caoditians  set 
forth  in  paragraph  (cKSMi)  of  this 
section. 

(i)  An  employer  whose  emplojreec 
enter  a  permit  tpio»  need  not  GompW 
with  paragraphs  (d)  through  (!)  and  (h) 
throi^  Qc)  Of  this  sectloi.  provided 
thab 

(A)  The  employar  cm  demonstrate 
that  the  only  hanrd  po— d  by  the^penntt 
space  is  an  acttial  or  potential  hazardous 
atmo^there; 


(B)  The  employer  can  demonstrate 
that  continuous  forced  air  ventilatioD 
alone  is  sufficient  to  maintain  that 
permit  space  safe  for  entnr; 

(C)  The  employar  develops 
monitoring  and  Inqtectkm  data  that 
supports  the  demonstiatians  required  l^ 
paragraphs  (c)(5XiXA)  and  (cN5)(i)(B)  of 
thlssecticm; 

(D)  If  an  initial  entry  of  the  p«mit 
space  is  necessary  to  obtain  the  data 
required  by  paragraph  (i^(S)(iNC)  of  this 
section,  the  entry  is  potemad  in 
compUance  with  paragraphs  (d)  through 
(k)  of  this  section: 

(E)  The  determinations  and 
supporting  data  required  by  paragraidis 
(c)(5)(i)(A).  (c)(5)(i){B).  and  (c}{5)(i)(C)  of 
this  section  are  documented  by  the 
employer  and  are  made  available  to 
each  employee  who  enters  the  permit 
space  under  the  terms  of  paragra}^ 
(c)(5)  of  this  section;  and 

(F)  Entry  into  the  pwroit  spece  under 
the  terms  of  paragraph  (c)(5)(i)  of  this 
section  is  perfonned  in  accordance  with 
the  requiiemoats  of  paragraph  (c)(5Kii) 
of  this  section. 

Note:  See  paragr^>h  (c)(7)  of  tbla  section 
for  redaasificatiOB  of  a  permit  space  after  all 
hazards  within  the  space  have  been 

eliminated. 

(ii)  The  following  requirements  af^ly 
to  entry  into  permit  spaces  that  meet  the 
conditions  set  forth  in  paragraph 
(c)(5)(i)  of  this  section. 

(A)  Any  conditions  making  it  unsafe 
to  remove  an  entrance  cover  shall  be 
eliminated  before  the  cover  is  removed. 

(B)  When  entrance  covers  are 
removed,  the  opening  ^lall  be  promptly 
guarded  by  a  railii^  temporary  cover, 
or  other  temporary  barrier  that  will 
prevent  an  accidental  fall  through  the 
op«]ing  and  that  will  protect  each 
employee  working  in  tne  apuco  fnnn 
foreign  objects  entering  the  spece. 

(Q  Before  an  employee  enters  the 
space,  the  internal  atmosphere  shall  be 
tested,  with  a  calibrated  direct-reading 
instrument,  for  the  following  conditions 
in  the  order  given: 

[1]  Oxygen  content, 

[2]  Flammable  gases  and  vapors,  and 

(3)  Potential  toxic  air  contaminants. 

P)  Tliere  may  be  no  hazardous 
atmosphere  within  the  space  whenevn 
any  employee  is  inside  die  space. 

[E]  Continuous  forced  air  ventilation 
shall  be  used,  as  follown 

(1)  An  employee  may  not  enter  the 
space  until  me  forced  air  ventilation  has 
eUmineted  any  hazardous  atmosphere; 

{2)  The  forced  air  ventilatioo  unll  be 
so  directed  as  to  ventilale  the  innnediate 
areas  where  en  wosployee  is  or  vrill  be 
preseot  wHhin  the  space  and  shall 
continue  until  all  anployees  hav^  left 
the  space; 


(5)  The  air  supply  for  die  forced  air 
ventilation  shall  be  from  a  clean  source 
and  may  not  iiKaease  the  hazards  in  the 
space. 

(F)  The  atmoeph«e  within  the  space 
shaltbe  periodically  tested  as  necessary 
to  ensure  that  the  continuous  forced  air 
ventilation  is  preventing  Ae 
acomiulation  of  a  hazardous 
atmosphere. 

(G)  if  a  hazardous  atmosphere  is 
detected  during  entry: 

(1)  Each  employee  shall  leave  the 
space  immediately; 

(2)  The  space  shall  be  evaluated  to 
determine  how  the  hazardous 
atmosphere  developed;  and 

[3]  Measures  shall  be  implemented  to 
protect  employees  frtHn  the  hazardous 
atmosphere  before  any  subsequent  entry 
takes  place. 

(H)  The  employer  shall  verify  that  the 
space  is  safe  far  entry  and  th^  the 
measures  required  by  paragraph 
(c)(5)(ii)  of  this  section  have  been  taken. 
through  a  written  oertificatioD  that 
contains  the  date,  the  location  of  the 
space,  and  the  signature  of  the  person 
providing  the  cwtification.  The 
certification  shall  be  made  before  ontiy 
and  shall  be  made  availaUs  to  each 
employee  entering  the  space. 

(6)  When  thoe  are  changes  in  the  use 
or  configuration  of  a  non-permit 
confined  space  that  might  increase  the 
hazards  to  entrants,  the  employer  shall 
reevaluate  that  space  and,  if  necessary, 
reclassify  it  as  a  permit-required 
confined  space. 

(7)  A  space  classified  by  the  employer 
as  a  permit-required  confined  spece  may 
be  reclassified  as  a  non-permit  confined 
space  under  the  following  procedurea: 

(i)  If  the  permit  space  poses  no  actual 
or  potential  atmoqiharic  hazards  and  if 
all  hazards  within  the  space  are 
eliminated  without  entry  into  the  space, 
the  permit  space  may  be  reclassified  as 
a  non-permit  confined  UMce  for  as  long 
as  the  n(m-atmoq>heric  hazards  remain 
eliminated. 

(ii)  If  it  is  necessary  to  enter  the 
permit  space  to  eliminate  hazards,  such 
entry  shall  be  performed  undw 
paragraphs  (d)  through  (k)  of  this 
section.  If  t^Ung  and  inspection  during 
that  entry  demonstrate  tl^t  the  hazards 
within  the  p>ermit  space  have  been 
eliminated,  the  permit  space  may  be 
reclassified  as  a  non-pennit  confined 
space  for  as  l<m%  as  the  hazards  remain 
eliminated. 

Nolr.  CoBbol  oi  aboospbertc  hexank 
through  farced  air  voatilatioB  dose  sot 
constituto  eliminatian  of  tha  hazards. 
Paragraph  [cjUS]  covers  permit  space  entry 
where  Om  ampkiyer  can  demonstrate  that 
forced  ak  veadladoB  akoe  will  control  all 
hanrds  in  the  space. 


.1     Vmu^^^m,     I     \7»1       Ca       Mr. 


/    T^iiMiylav     Taniuw    iA     10Q4    I    DiiIac    arul    UoaitlnHnna 
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(iii)  The  employer  shall  document  the 
basis  for  deteimininB  that  all  hazards  in 
a  permit  space  have  been  eliminated, 
through  a  certification  that  contains  the 
date,  the  location  of  the  space,  and  the 
signature  of  the  person  making  the 
determination.  The  certification  shall  be 
made  available  to  each  employee 
entering  the  space. 

(iv)  If  hazards  arise  within  a  permit 
space  that  has  been  declassified  to  a 
non-permit  space  imder  paragraph  (c)(7) 
of  this  section,  each  employee  in  the 
space  shall  exit  the  space.  The  employer 
shall  then  reevaluate  the  space  and 
determine  whether  it  must  be 
reclassified  as  a  permit  space,  in 
accordance  with  other  applicable 
provisions  of  this  section. 

(B)  When  an  employer  (host 
employer)  arranges  to  have  employees 
of  another  employer  (contractor) 
perform  work  that  involves  permit  space 
entry,  the  host  employer  shall: 

(i)  iaform  the  contractor  that  the 
workplace  contains  permit  spaces  and 
that  permit  space  entry  is  allowed  only 
through  compliance  with  an  permit 
space  program  meeting  the  requirements 
of  this  section: 

(ii)  Apprise  the  contractor  of  the 
elements,  including  the  hazards 
identified  and  the  host  employer's 
experience  with  the  space,  that  make 
the  space  in  question  a  permit  space; 

(iii)  Apprise  the  contractor  of  any 
precautions  or  procedures  that  the  host 
employer  has  implemented  for  the 
protection  of  employees  in  or  near 
permit  spaces  where  contractor 
personnel  will  be  working: 

(iv)  Coordinate  entry  operations  with 
the  contractor,  when  both  host  employer 
personnel  and  contractor  personnel  will 
be  working  in  or  near  permit  spaces,  as 
required  by  paragraph  (d)(ll)  of  this 
section;  and 

(v)  Debrief  the  contractor  at  the 
conclusion  of  the  entry  operations 
regarding  the  permit  space  program 
followed  and  regarding  any  hazards 
confronted  or  created  in  permit  spaces 
during  entry  operations. 

(9)  In  addition  to  complying  with  the 
permit  space  requirements  that  apply  to 
all  employers,  each  contractor  who  is 
retained  to  perform  permit  space  entry 
operations  shall: 

(i)  Obtain  any  available  information 
regarding  permit  space  hazards  and 
entry  operations  from  the  host 
employer, 

(ii)  Coordinate  entry  operations  with 
the  host  employer,  when  both  host 
employer  personnel  and  contractor 
personnel  will  be  working  in  or  near 
permit  spaces,  as  required  by  paragraph 
(d)(ll)  of  this  section;  and 


(iii)  Inform  the  host  employer  of  the 
permit  space  program  that  tfaie 
contractor  will  follow  and  of  any 
hazards  confronted  or  created  in  permit 
spaces,  eithw  through  a  debriefing  or 
during  the  entry  operaticHi. 

(d)  Permit-required  confined  space 
program.  Under  the  permit-required 
confined  space  program  required  by 
paragraph  (c)(4)  of  this  section,  the 
employer  shall: 

(1)  Implement  the  measures  necessary 
to  prevent  unauthorized  entry; 

(2)  Identify  and  evaluate  the  hazards 
of  permit  spaces  before  employees  enter 
thrtn; 

(3)  Develop  and  implement  the 
means,  procedures,  and  practices 
necessary  for  safe  permit  space  entry 
operations,  including,  but  not  limited 
to,  the  following: 

(i)  Specifying  acceptable  entry 
conditions: 

(ii)  Isolating  the  permit  space; 

(iii)  Purging,  inerting,  flushing,  or 
ventilating  the  permit  space  as 
necessary  to  eliminate  or  control 
atmospheric  hazards; 

(iv)  Providing  pedestrian,  vehicle,  or 
other  barriers  as  necessary  to  protect 
entrants  from  external  hazards;  and 

(v)  Verifying  that  conditions  in  the 
permit  space  are  acceptable  for  entry 
throughout  the  duration  of  an 
authorized  entry. 

(4)  Provide  the  following  equipment 
(specified  in  paragraphs  (d)(4)(i) 
through  (d)(4)(ix)  of  this  section)  at  no 
cost  to  employees,  maintain  that 
equipment  properly,  and  ensure  that 
employees  use  that  equipment  properly: 

(i)  Testing  and  monitoring  equipment 
needed  to  comply  with  paragraph  (d)(5) 
of  this  section; 

(ii)  Ventilating  equipment  needed  to 
obtain  acceptable  entry  conditions; 

(iii)  Communications  equipment 
necessary  for  compliance  with 
paragraphs  (h)(3)  and  (i)(5)  of  this 
section; 

(iv)  Personal  protective  equipment 
insofar  as  feasible  engineering  and  work 
practice  controls  do  not  adequately 
protect  employees: 

(v)  Lighting  equipment  needed  to 
enable  employees  to  see  well  enough  to 
work  safely  and  to  exit  the  space 
quickly  in  an  emergency; 

(vi)  Barriers  and  shields  as  required 
by  paragraph  (d)(3)(iv)  of  this  section; 

(vii)  Equipment,  such  as  ladders, 
needed  for  safe  ingress  and  egress  by 
authorized  entrants: 

(viii)  Rescue  and  emergency 
equipment  needed  to  comply  with 
paragraph  (d)(9)  of  this  section,  except 
to  the  extent  that  the  equipment  is 
provided  by  rescue  services;  and 


(ix)  Any  other  equipment  necessary 
for  safe  entry  into  and  rescue  from 
permit  spaces. 

(5)  Evaluate  permit  space  conditions 
as  follows  when  entry  operations  are 
conducted: 

(i)  Test  conditions  in  the  permit  space 
to  determine  if  acceptable  entry 
conditions  exist  before  entry  is 
authorized  to  begin,  except  that,  if 
isolation  of  the  space  is  infeasible 
because  the  space  is  large  or  is  part  of 
a  continuous  system  (such  as  a  sewer), 
pre-entry  testing  shall  be  performed  to 
the  extent  feasible  before  entry  is 
authorized  and,  if  entry  is  authorized, 
entry  conditions  shall  be  continuously 
monitored  in  the  areas  where  authorized 
entrants  are  working; 

(ii)  Test  or  monitor  the  permit  space 
as  necessary  to  determine  if  acceptable 
entry  conditions  are  being  maintained 
during  the  course  of  entry  operations; 
and 

(iii)  When  testing  for  atmospheric 
hazards,  test  first  for  oxygen,  then  for 
combustible  gases  and  vapors,  and  then 
for  toxic  gases  and  vapors. 

Note:  Atmospheric  testing  conducted  in 
accordance  with  Appendix  B  to  §1910.146 
would  be  considered  as  satisfying  the 
requirements  of  this  paragraph.  For  pennit 
space  operations  in  sewers,  atmospheric 
testing  conducted  In  accordance  with 
Appendix  B,  as  supplemented  by  Appendix 
E  to  §1910.146,  would  be  considered  as 
satisfying  the  requirements  of  this  paragraph. 

(6)  Provide  at  least  one  attendant 
outside  the  permit  space  into  which 
entry  is  authorized  for  the  duration  of 
entry  operations; 

Note:  Attendants  may  be  assigned  to 
monitor  more  than  one  pennit  space 
provided  the  duties  described  in  paragraph 
(i)  of  this  section  can  be  effectively 
perfomied  for  each  permit  space  that  is 
monitored.  Likewise,  attendants  may  be 
stationed  at  any  location  outside  the  pennit 
space  to  be  monitored  as  long  as  the  duties 
described  in  paragraph  (i)  of  this  section  can 
be  effectively  performed  for  each  permit 
space  that  is  monitored. 

(7)  If  multiple  spaces  are  to  be 
monitored  by  a  single  attendant,  include 
in  the  permit  program  the  means  and 
procedures  to  enable  the  attendant  to 
respond  to  an  emergency  affecting  one 
or  more  of  the  pennit  spaces  being 
monitored  without  distraction  from  the 
attendant's  responsibilities  imder 
paragraph  (i)  of  this  section: 

(8)  Designate  the  persons  who  are  to 
have  active  roles  (as,  for  example, 
authorized  entrants,  attendants,  entry 
supervisors,  or  persons  who  test  or 
monitor  the  atmosphere  in  a  permit 
space)  in  entry  operations,  identify  the 
duties  of  each  such  employee,  and 
provide  each  such  employee  with  the 
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training  required  by  paragraph  (g)  of  this 
section; 

(9)  Develop  and  implement 
procediures  for  summoning  rescue  and 
emergency  services,  for  rescuing 
entrants  from  permit  spaces,  for 
providing  necessary  emersency  services 
to  rescued  employees,  and  for 
preventing  imauthorized  personnel  from 
attempting  a  rescue; 

(lOj  Develop  and  implement  a  system 
for  the  preparation,  issuance,  use,  and 
cancellation  of  entry  permits  as  required 
by  this  section; 

(11)  Develop  and  implement 
procedures  to  cocodinate  entry 
operations  when  employees  of  mora 
than  one  employer  are  working 
simultaneously  as  authorized  entrants 
in  a  permit  space,  so  that  employees  of 
one  employer  do  not  endanger  the 
employees  of  any  other  employer. 

(12)  Develop  and  implement 
procedures  (such  as  closing  off  a  permit 
space  and  canceling  the  permit) 
necessary  for  concluding  the  entry  after 
entry  operations  have  been  completed; 

(13)  Review  entry  operations  when 
the  employer  has  reason  to  believe  that 
the  measiu«8  taken  under  the  permit 
space  program  may  not  protect 
employees  and  revise  the  program  to 
correct  deficiencies  foimd  to  exist  before 
subsequent  entries  are  authorized;  and 

Note:  RMDnples  of  circumstancM  r«quiring 
the  review  of  the  pexmit^vquiied  coa&aed 
space  program  are:  any  uaauthoiizad  entry  of 
a  permit  space,  the  detection  of  a  pennit 
space  haaard  not  covered  by  the  pennit,  the 
detection  of  a  condition  prohibited  by  the 
permit,  the  oGcuireDoe  of  aa  tapay  or  ne«- 
miss  during  entry,  a  change  la  the  um  or 
configuration  of  a  penult  apace,  and 
emplojraa  complaints  about  the  eSactlvflness 
of  the  program. 

(14)  Review  the  permit-required 
confined  space  {urogram,  using  the 
canceled  permits  retained  under 
paragraph  (e)(6)  of  this  section  within  1 
year  after  each  entry  and  revise  the 
program  as  necessary,  to  ensure  that 
employees  partidpatiiig  in  entry 
operations  are  protected  frt>m  pennit 
space  hazards. 

Note:  Employers  may  perform  a  single 
annual  review  covering  all  entries  perfdnned 
during  a  12-month  period.  If  no  entry  is 
performed  during  a  12-montb  period,  no 
review  is  necessary. 

Appendix  C  to  §1910.146  presents 
examples  of  permit  entry  programs  that 
are  considered  to  comply  with  the 
requirements  of  paragraph  (d)  of  this 
section. 

(e)  Permit  system.  (1)  Before  entry  is 
authorized,  the  employer  shall 
document  the  completion  of  measures 
required  by  paragraph  (d)(3)  of  this 
section  by  preparing  an  entry  permiL 


Note:  Appendix  O  to  Siai0-t46  piesanU 
examples  of  permits  whose  elements  are 
corndderad  to  comply  with  the  requirements 
ofthissectioB. 

(2)  Before  entry  begins,  tha  entry 
supervisor  identified  on  the  pennit  shall 
sign  the  entry  pennit  to  authorize  entry. 

(3)  The  completed  pennit  shall  be 
made  available  at  the  time  of  entry  to  all 
authorized  entrants,  by  posting  it  at  the 
entry  ptvtal  or  by  any  other  equally 
efiactive  means,  so  that  tha  entrants  can 
confirm  that  pre-entry  preparations  have 
been  completed. 

(4)  The  duration  of  the  permit  may 
not  exceed  the  time  raquiiad  to 
complete  tha  asstgnad  tadc  or  yob 
identified  on  tha  permit  in  accordance 
with  paragraph  (f)(2)  of  this  section. 

(5)  The  en^  superrisor  shall 
terminate  entry  and  cancel  the  entry 
permit  when: 

(i)  The  entry  operations  covered  by 
the  entry  pennit  have  been  ctHnpIeted; 
or 

(ii)  A  ccmditicm  that  is  not  allowed 
under  the  entry  permit  arises  in  or  near 
the  permit  space. 

(6)  The  employer  shall  retain  eadi 
canceled  entry  permit  for  at  least  1  year 
to  feciLttate  tb>  review  of  the  permit- 
required  confined  space  program 
required  by  paragraph  (d)(14}  of  this 
section.  Any  pn^lams  encountered 
during  an  entry  operation  shall  be  noted 
on  the  pertinent  pennit  so  that 
appropriate  revisions  to  the  pennit 
space  program  can  be  made. 

(f)  Entry  permiL  The  entry  permit  that 
documents  compliance  with  this  section 
and  authorizes  entry  to  a  penmit  space 
shall  identify: 

(1)  Tha  permit  space  to  be  mtered; 

(2)  Tha  purpose  of  the  entry; 

(3)  The  date  and  the  authorized 
duration  of  the  entry  permit: 

(4)  Tba  authorized  entrants  within  the 
permit  space,  by  name  or  by  such  other 
means  (for  example,  throu^  the  use  of 
rostere  or  tracking  S3rstems)  as  will 
enable  the  attenduat  to  determine 
quickly  and  accurately,  for  the  duration 
of  the  permit,  whidi  authorized  entrants 
are  inside  the  pennit  space; 

Note:  This  requirement  may  be  met  by 
inserting  a  reiBrence  on  the  entry  pennit  as 
to  tiie  means  used.  toA  as  a  roeter  or 
tradcing  system,  to  keep  track  of  the 
authorized  entrants  within  the  pennit  ^Mce. 

(5)  The  personnel,  by  name,  currently 
serving  as  attendants: 

(6)  TTie  individual,  by  name,  currently 
serving  as  entry  supervisor,  with  a  space 
for  the  signature  or  initials  of  the  entry 
supervisor  who  originally  authorized 
entry; 

(7)  The  hazards  of  the  permit  space  to 
be  entered; 


(8)  The  measures  used  to  istdale  the 
pennit  space  and  to  eliminate  or  control 
permit  space  hazards  before  entry; 

Note:  Those  measores  can  iachide  the 
lockout  or  tagging  of  oquipmeDt  and 
procedures  ior  piugiag,  ineitiog,  vtik^iag. 
and  flushing  permit  spaces. 

(9)  The  acceptable  entry  conditions; 

(10)  The  results  of  initial  and  periodic 
tests  performed  imder  paragr^^  (d)(5) 
of  this  section,  accompanied  hy  Htm 
names  or  initials  of  the  testers  and  by  an 
indication  of  when  the  tests  vrara 
performed; 

(11)  The  rescue  and  emergency 
services  that  can  be  summoned  and  the 
means  (such  as  the  equipment  to  use 
and  the  nun^Mts  to  call)  for  summoning 
those  services; 

(12)  The  mmmimirartnw  proceduraa 
used  by  authorized  entrants  and 
attendants  to  maintain  contact  during 
the  entry: 

(13)  Eqiupment,  such  as  parsonai 
protective  eqiiifunent,  testing 
equipment.  communicati<ms  equipment, 
alarm  systems,  and  rescue  equipmanl,  to 
be  provided  for  compliance  witn  this 
section; 

(14)  Any  other  informatkn  whoae 
inclusion  is  necessary,  given  the 
circumstances  of  the  fiarticular  confined 
space,  in  order  to  ensure  employee. 
safety;  and 

(15)  Any  additional  pemuts,  sudi  as 
for  hot  work,  thrt  have  been  issued  to 
authorize  work  in  the  pennit  space. 

(g)  Training.  (1)  The  employer  shall 
provide  training  so  that  all  employeea 
whose  work  is  regulated  by  thu  section 
acouire  the  understanding,  knowledge, 
and  skills  necessary  k»  the  safa 
performance  of  the  duties  assigned 
under  this  section. 

(2)  Training  shall  be  provided  to  each 
affected  employee: 

(i)  Before  the  employee  is  first 
assiened  duties  under  this  section; 

(iO  Bef(»e  there  is  a  change  in ' 
assigned  duties; 

(in)  Whenever  there  is  a  change  in 
permit  space  operations  that  presents  a 
hazard  about  which  an  employee  has 
not  previously  been  trained; 

(iv)  Whenever  the  employer  has 
reason  to  believe  either  diat  there  are 
deviations  from  the  permit  space  entry 
proceditfes  required  by  paragraph  (dK3) 
of  this  section  or  that  Uiere  are 
inadequacies  in  the  employee's 
knowledge  or  use  of  these  procedures. 

(3)  The  training  shall  establish 
employee  proficiency  in  the  duties 
required  hy  this  section  and  ^all 
introduce  new  or  revised  procedures,  as 
necessary,  for  compliance  with  this 
section. 

(4)  The  employer  shall  cvtify  that  the 
training  required  by  paragraphs  (g)(1) 
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through  (g)(3)  of  this  section  has  been 
accomplished.  The  certification  shall 
contain  each  employee's  name,  the 
signatures  or  initials  of  the  trainers,  and 
the  dates  of  training.  The  certification 
shall  be  available  for  inspection  by 
employees  and  their  authorized 
representatives. 

(h)  Duties  of  authorized  entmnts.  The 
employer  shall  ensure  that  all 
authorized  entrants: 

(1)  Know  the  hazards  that  may  be 
faced  during  entry,  including 
information  on  the  mode,  signs  or 
symptoms,  and  consequences  of  the 
exposure: 

(2)  Properly  use  equipment  as 
reqi^redby  paragraph  (dK4)  of  this 
section: 

(3)  Communicate  with  the  attendant 
as  necessary  to  enable  the  attendant  to 
monitor  entrant  status  and  to  enable  the 
attendant  to  alert  entrants  of  the  need  to 
evacuate  the  space  as  required  by 
paragraph  (i)(e)  of  this  section: 

(4)  Aiert  t^  attendant  whenever: 
(i)  The  entrant  recognizes  any 

warning  sign  or  symptom  of  exposure  to 
a  dangerous  situation,  or 

(ii)  The  entrant  detects  a  prohibited 
condition;  and 

(5)  Exit  from  the  permit  space  as 
quicJdy  as  possible  ^t^enever 

(i)  An  order  to  evacuate  is  given  by 
the  attendant  or  the  entry  supervisor. 

(ii)  The  entrant  recognizes  any 
warning  sign  or  83rmptom  of  exposure  to 
a  dangerous  sitiution. 

(iii)  The  entrant  detects  a  prohibited 
condition,  or 

(iv)  An  evacuation  alarm  is  activated. 

(i)  Duties  of  attendants.  The  employer 
shall  ensure  that  each  attendant: 

(1)  Knows  the  hazards  that  may  be 
faced  during  entry,  including 
infonnation  on  the  mode,  si^  or 
symptoms,  and  consequences  of  the 
en>osure; 

(2)  Is  aware  of  possible  behavioral 
e^BCts  of  hazard  expocure  in  authorized 
entrants: 

(3)  Continuotisly  maintains  an 
accurate  count  of  authorized  entrants  in 
the  permit  space  and  ensures  that  the 
means  used  to  identify  authorized 
entrants  under  paragraph  (f)(4)  of  this 
section  accurately  identifies  who  is  in 
the  oermit  space; 

(4)  Remains  outside  the  permit  space 
during  entry  operations  imtil  relieved 
by  another  attendant: 

NelK  When  the  employer's  pennit  entry 
jMOgram  allows  attanoant  entry  for  leecue, 
attendants  nay  entsr  a  pennit  space  to 
attampt  a  rascue  If  diey  have  been  trained 
and  equipped  for  rascue  operations  as 
required  qr  paraeaph  (kXl)  of  this  section 
and  if  diey  have beearaUewsd  as  raquired by 
par^raph  (1X4)  of  this  section. 


(5)  Communicates  with  authorized 
entrants  as  necessary  to  monitor  entrant 
status  and  to  alert  entrants  of  the  need 
to  evacuate  the  space  under  paragraph 
(i)(6)  of  this  section; 

(6)  Monitors  activities  inside  and 
outside  the  space  to  determine  if  it  is 
safe  for  entrants  to  remain  in  the  space 
and  orders  the  authorized  entrants  to 
evacuate  the  permit  space  immediately 
under  any  of  the  following  conditions; 

(i)  If  the  attendant  detects  a  prohibited 
condition: 

(ii)  If  the  attendant  detects  the 
behavioral  efEscts  of  hazard  exposure  in 
an  authorized  entrant: 

(iii)  If  the  attendant  detects  a  situation 
outside  the  space  that  could  endanger 
the  authorizml  entrants;  or 

(iv)  If  the  attmdant  cannot  effectively 
and  safisly  perform  all  the  duties 
required  under  paragraph  (i)  of  this 
section; 

(7)  Summon  rescue  and  other 
emergency  services  as  soon  as  the 
attendant  determines  that  authorized 
entrants  may  need  assistance  to  escape 
from  permit  space  hazards; 

(8)  Takes  the  following  actions  when 
unauthorizad  persons  approach  or  enter 
a  permit  space  while  entry  is  xmderway: 

(i)  Warn  the  unauthorind  persons 
that  they  must  stay  awray  frY>m  the 
permit  space: 

(ii)  Aovise  the  unauthorized  persons 
that  they  must  exit  immediately  if  they 
have  entered  the  permit  space:  and 

(iii)  Inform  the  authorisBd  entrants 
and  the  entry  supervisor  if  imauthorized 
persons  have  entered  the  permit  space: 

(9)  Performs  non-entry  rescues  as 
spedfied  by  the  employet's  rescue 
procedure:  and 

(10)  POTforms  no  duties  that  might 
interfere  with  the  attendant's  primary 
duty  to  monitor  and  protect  the 
authorized  entrants. 

(j)  Duties  of  entry  supervisors.  The 
employer  shall  ensure  that  each  entry 
supends<»r: 

U)  Knows  the  hazards  that  may  be 
faced  during  entry,  including 
information  on  the  mode,  si^s  pr 
symptoms,  and  consequences  of  the 
exposure: 

(2)  Verifies,  by  checking  that  the 
appropriate  entries  have  been  made  on 
the  pmmit,  that  all  tests  specified  by  the 
permit  have  been  conducted  and  that  all 
procedures  and  equipment  specified  by 
the  permit  are  in  place  before  endoning 
the  pennit  and  alfotving  entry  to  begin; 

(3  J  Terminates  the  entry  and  cancels 
the  permit  as  required  by  paragraph 
(e)(S)  of  this  sectitm; 

(4)  Verifies  that  rescue  services  are 
available  and  that  the  means  for 
summoning  them  are  operable; 

(5)  Removae  unauthorized  individuals 
%vho  enter  or  who  attempt  to  enter  the 


permit  space  during  entry  operations: 
and 

(6)  Determines,  whenever 
responsibility  for  a  permit  space  entry 
operation  is  transferred  and  at  intervals 
dictated  by  the  hazards  and  operations 
performed  within  the  space,  that  entry 
operations  remain  consistent  with  terms 
of  the  entry  permit  and  that  acceptable 
entry  conditions  are  maintained. 

(k)  Rescue  and  emergency  services.  (1) 
The  following  requirements  apply  to 
employers  who  have  employees  enter 
permit  spaces  to  perform  rescue 
services. 

(i)  The  employer  shall  ensure  that 
each  member  of  the  rescue  service  is 
provided  with,  and  is  trained  to  use 
properly,  the  personal  protective 
equipment  and  reknie  equipment 
necessary  for  making  rescues  irom 
permit  spaces. 

(ii)  Each  member  of  the  rescue  service 
shall  be  trained  to  perform  the  assigned 
rescue  duties.  Each  member  of  the 
rescue  service  shall  also  receive  the 
training  required  of  authorized  entrants 
under  paragraph  (g)  of  this  section. 

(iii)  Each  member  of  the  rescue 
service  shall  practice  making  permit 
space  rescues  at  least  once  every  12 
months,  by  means  of  simulated  rescue 
operations  in  which  they  remove 
dummies,  manikins,  or  actual  persons 
from  the  actual  permit  spaces  or  from 
representative  pennit  spaces. 
Representative  pwmit  spaces  shall,  with 
respect  to  openfrig  size,  configuration, 
and  accessibility,  simulate  the  types  of 

Ermit  spaces  from  which  rescue  is  to 
performed. 

(iv)  Each  member  of  the  rescue  service 
shall  be  trained  in  basic  first-aid  and  in 
cardiopulmonary  resuscitation  (CPR).  At 
least  one  membor  of  the  rescue  service 
holding  current  certification  in  first  aid 
and  in  CPR  shall  be  available. 

(2)  When  an  employer  (host 
employer)  arranges  to  have  pereons 
other  than  the  host  employer's 
employees  perform  permit  space  rescue, 
the  host  employer  shall: 

(i)  Inform  the  "rescue  service  of  the 
hazards  they  may  confront  when  called 
on  to  perform  rescue  at  the  host 
employer's  funlity,  and 

(li)  Provide  the  rescue  service  with 
access  to  all  permit  spaces  from  which 
rescue  may  be  necessary  so  that  the 
rescue  service  can  develop  appropriate 
rescue  plans  and  practice  rescue 
operations. 

(3)  To  facilitate  non-entry  rescue, 
retiieval  systems  or  methods  shall  be 
used  whenever  an  authorized  entrant 
entere  a  pwmit  space,  unless  the 
retrieval  equipment  would  increase  the 
overall  risk  of  entry  or  would  not 
contribute  to  the  rescue  of  the  entrant 


a  temativ 
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Retrieval  systems  shall  meet  the 
following  Tequirements. 

(i)  Each  authorized  entrant  shall  use 
a  chest  or  full  hody  huness.  with  a 
retrieval  line  attadied  at  the  center  of 
the  entrant's  back  near  shoulder  level, 
or  above  the  entrant's  head.  Wristlets 
may  be  used  in  lieu  of  the  chest  or  full 
body  harness  if  the  employer  can 
demonstrate  that  the  uae  of  a  chest  or 
full  body  harness  is  infaasible  or  creates 
a  greater  hazard  and  that  the  use  of 
wristlets  is  the  safest  and  most  effective 
alternative. 


(ii)  The  other  end  of  the  retrieval  line 
shall  be  attached  to  a  mechanical  device 
or  fi}ced  point  outside  the  permit  ^Mce 
in  such  a  manner  that  rescue  can  begin 
as  soon  as  the  rescuer  becranes  aware 
that  rescue  is  necessary.  A  mechanical 
device  shall  be  available  to  retrieve 
personnel  from  vertical  ^rpe  permit 
spaces  more  than  5  feet  deiqp. 

(4)  If  an  injured  entrant  is  exposed  to 
a  substance  for  whidi  a  Material  Safety 
Data  Sheet  (MSDS)  or  other  similar 
written  infioinnati<m  Is  required  to  be 
kept  at  the  woricsite.  that  MSIS  or 


written  information  shall  be  made 
available  to  the  medical  bdUty  treating 
the  exposed  entrant 

APPENDICBS  TO  iltie.l4»-niMIT> 
REQUIRED  CONFINED  SPACES 


Nota:  AppendkM  A  tluough  B  M>ve  to 
provide  Infannatton  and  non-niandatoiy 
guidelines  to  assist  amployan  and  employees 
in  complying  wrtth  the  wppiapriatB 
requirements  of  this  aectian. 
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Appendix  A 

Per»it -required  Confined  Space  Decision  Flow  Chart 


n     r 


Dm*  th«  wor)cpl»c«  contain  P«r»it-r«rrir«d  Conf»n«<l  »»c««  ••  d»<i»«J  br  |H10.146<b)?  WO-^  Cot»«u It  other 

Yis  I  •ppl»c«ol« 

»t«i»d«rd» 

STOP  — — 


»  1 

InforB  «i^>loy— s  •»  r»qulf<l  ly  il910.14<   tc^Ot-l 


Hill  p«niit  Bpacct  b«  •nt»r«<17  NC>i 

. YES  ' 

I 


L 


I   Pravwtc  anploy**  wicry  as  r»quir«d  toy 
»ffl9t«.14(  (cXi).  Be  taak  fro*  outaid*  of  tpac*. 


.,>  Hill  contractors  antar?  YE>-»Ta«k  will  ba  dona  by  contractors'  a^ployaaa .  Inf or»  contractor  a. 

■>>  Hill  contractors  an^.t ^    Iraquirad  by  $1910.146  (c)(8)(i).  (ii)  and  (xii).  Contractor  obtains 

infonsatxon  raquirad  by  11910.146  {c)(9)(i>,  (ii)  and  (lit)  fro»  host. 


Both  contractors  and  boat  a«ployaas  will  antar  tha  spaca?  NO* 

_ YES  ' 

I 


Will  host  anployaas  antar  to 

parfon*  antry  tasks? 
YES  MO  •» 


Coordinate  antry  oparations  as  raquirad  by  11910.146 
(cXSXiv)  and  (dXll).  Pravant  unauchorizad  antry. 


•>  Pravant  unautbor  "•  antry.  STOP 
I— > 


I  Not  a  pai«it -raquirad  confinad  apaca.  1910.146 
>  doas  not  apply.  Consult  ochar  OSHA  standards. 


Doas  spaca  hava  known  or  potantial  hazards?  IO> 

— '*^   ' 

-V         I     I  Baployar  aay  choosa  to  raclassify  apaca  to  non-parait 


I 
Can  tha  hazards  ba  aliamatad? 

■  NO ' 

I 


>   raquirad  confinad  apaca  using  11910.146  (cX7). 


STOP' 


u 


Car.  tha  spaca  ba  •aintainad  in  a  condition  aafa  to 
antar  by  continuous  (oread  air  vantilation  only? 
NO 


»  Spaca  »ay  ba  antarad  undar  | 
I    »1910.146  (cX5). STOP' 


Prcpara  tor  antry  via  pan»it  procaduras. 


Varity  accaptabla  antry  conditions  (Tast  rasults  raeordad.  spaca  isolatad  if 
naaoad.  rascuars/»aans  to  susmon  availabla.  antrants  proparly  aquippad,  ate.) 


Pamit  not 

valid  until 

conditions  aaat 

pamit 


YES 


I    Ispacif ications. 


Pamit  issuad  by  author ixing  signature. 
Accaptabla  antry  conditions  Baintainad  thrcughout  antry. I 

YES  ■ ' 

I 


Entry  tasks  coaplatad.  Paraiit  ratumad  and  canceled. 


Audit  perait  prograa  and  parait  based  on  evaluation  of 
antry  by  antrants.  attendants,  teatars  and  preparers,  etc. 


>  Emergency  exists  (prohibited 
condition).  Entrants  evacuated 
entry  aborts.  (Call  rescuers  if 
needed).  Permit  is  void.  Reevaluate 
progra*  to  correct /prevent  prohibited 
condition.  Occurrence  of  energency 

(usually)  is  proof  of  deficient 

prograai.  No  re-entry  until  program 

(and  permit)  is  eaended.  (Hay 

require  new  prograa.) 

CXJNTIMUE  


Spaces  may  have  to  be  evacuated  and  re-evaluated  if  hazards  arise  during  entry 
\ 
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Appandix  B  to  §1910.146— Procadnm  for 
Atmocplwric  Teadag 

Atmospheric  testing  Is  required  for  two 
distinct  purposes:  evqaluation  of  the  hazards 
of  the  permit  space  and  verification  that 
acceptable  entry  conditions  for  entry  into 
that  space  exist. 

(1)  Evaluation  testing.  The  atmosphere  of  a 
confined  space  should  be  analyzed  using 
equipment  of  sufficient  sensitivity  and 
specificity  to  identify  and  evaluate  any 
hazardous  atmospheres  that  may  exist  or 
arise,  so  that  appropriate  permit  entry 
procedures  can  be  developed  and  acceptable 
entry  conditions  stipulated  for  that  space. 
Evaluation  and  Interpretation  of  these  data, 
and  development  of  the  entry  procedure, 
should  be  done  by,  or  reviewed  by,  a 
technically  qualified  professional  (e.g., 
OSHA  consultation  service,  or  certified 
industrial  hygienist,  registered  safety 
engineer,  certified  safety  professional,  etc.) 
based  on  evaluation  of  all  serious  hazards. 

(2)  Verification  testing.  The  atmosphere  of 
a  permit  space  which  may  contain  a 
hazardous  atmosphere  should  be  tested  for 
residues  of  all  contaminants  identified  by 
evaluation  testing  using  permit  specified 
equipment  to  determine  that  residual 
concentrations  at  the  time  of  testing  and 
entry  are  within  the  range  of  acceptable  entry 
conditions.  Results  of  testing  (i.e.,  actual 
concentration,  etc.)  should  b*  recorded  on 
the  permit  in  the  space  provided  adjacent  to 
the  stipulated  acceptable  entry  condition. 

(3)  Duration  of  testing.  Measurement  of 
values  for  each  atmospheric  parameter 
should  be  made  for  at  least  the  minimum 
response  time  of  the  test  instrument  specified 
by  the  manufacturer. 

(4)  Testing  stratified  atmospheres.  When 
monitoring  for  entries  involving  a  descent 
into  atmospheres  that  may  be  stratified,  the 
atmospheric  envelope  should  be  tested  a 
distance  of  approximately  4  feet  (1.22  m)  in 
the  direction  of  travel  and  to  each  side.  If  a 
sampling  probe  is  used,  the  entrant's  rate  of 
progress  should  be  slowed  to  accommodate 
the  sampling  speed  and  detector  response. 

Appendix  C  to  §1910.146— Exunplea  of 
Pennit-raquired  Coniined  Space  Programs 

Example  1. 

Workplace.  Sewer  entry. 

Potential  hazards.  The  employees  could  be 

exposed  to  the  following: 

Engulfinent. 

Presence  of  toxic  gases.  Equal  to  or  more  than 

10  ppm  hydrogen  sulfide.  If  the  presence  of 

other  toxic  contaminants  is  suspected, 

specific  monitoring  programs  will  be 

developed. 

Presence  of  explosive/flammable  gases.  Equal 

to  or  greater  than  10%  of  the  lower 

flammable  limit  (LFL). 

Oxygen  Deficiency.  A  concentration  of 

oxygen  in  the  atmosphere  equal  to  or  less 

than  19.5%  by  volume. 

A.  Entry  Without  Permit/Attendant 

Ortj/icotion.  Confined  spaces  may  be 

entered  without  the  need  for  a  written  permit 

or  attendant  provided  that:  1.)  the  space  is 

determined  not  to  be  a  permit  required 

confined  space,  or  2.)  the  space  can  be 


maintained  in  a  safe  condition  fior  entry  by 
mechanical  ventilaticm  alone.  All  spaces 
shall  be  considered  permit-required  confined 
spaces  until  the  pre-entry  procedures 
demonstrate  otherwise.  Any  employee 
required  or  permitted  to  pre-check  or  enter 
an  enclosed/confined  space  shall  have 
successfully  completed,  as  a  minimum,  the 
training  as  required  by  the  following  sections 
of  these  procedures.  A  written  copy  of 
operating  and  rescue  procedures  as  required 
by  these  procedures  shall  be  at  the  work  site 
for  the  duration  of  the  job.  The  Ckmfined 
Space  Pre-Entry  Check  List  must  be 
completed  by  the  LEAD  WORKER  before 
entry  into  a  confined  space.  This  list  verifies 
completion  of  items  listed  below.  This  check 
list  shall  be  kept  at  the  (ob  site  for  duration 
of  the  job.  If  circunutances  dictate  an 
interruption  in  the  work,  the  permit  space 
must  be  re-evahiated  and  a  new  check  list 
must  be  completed. 

Control  of  atmospheric  and  engulfment 
hazards. 

Pumps  and  Lines.  All  pumps  and  lines 
which  may  reasonably  cause  contaminants  to 
flow  into  the  space  shall  be  disconnected,, 
blinded  and  locked  out,  or  effectively 
Isolated  by  other  means  to  prevent 
development  of  dangerous  air  contamination 
or  engulfinent.  Not  all  laterals  to  sewers  or 
storm  drains  require  blocking.  However, 
where  experience  or  knowledge  of  industrial 
use  indicates  there  is  a  reasonable  potential 
for  contamination  of  air  or  engulfment  into 
an  occupied  sewer,  then  all  affected  laterals 
shall  be  blocked.  If  blocking  and/or  isolation 
requires  entry  into  the  space  the  provisions 
for  entry  into  a  permit-  required  confined 
space  must  be  implemented. 
Surveillance.  The  surrounding  area  shall  be 
surveyed  to  avoid  hazards  such  as  drifting 
vapors  from  the  tanks,  piping,  or  sewers. 
Testing.  The  atmosphere  within  the  space 
will  be  tested  to  determine  whether 
dangerous  air  contamination  and/or  oxygen 
deficiency  exists.  An  alarm  only  type  gas 
monitor  niay  be  used.  Testing  shall  be 
performed  by  the  LEAD  WORKER  who  has 
successfully  completed  the  Gas  Detector 
training  for  the  monitor  he  will  use.  The 
minimum  parameters  to  be  monitored  are 
oxygen  deficiency,  LFL,  and  hydrogen 
sulfide  concentration,  A  written  record  of  the 
pre-entry  test  results  shall  be  made  and  kept 
at  the  work  site  for  the  duration  of  the  job. 
The  supervisor  will  certify  in  writing,  based 
upon  the  results  of  the  pre-entry  testing,  that 
all  hazards  have  been  eliminated.  Affected 
employees  shall  be  able  to  review  the  testing 
results.  The  most  hazardous  conditions  shall 
govern  when  work  is  being  performed  in  two 
adjoining,  connecting  spaces. 
Entry  Procedures.  If  there  are  no  non- 
atmospheric  hazards  present  and  if  the  pre- 
entry  tests  show  there  is  no  dangerous  air 
contamination  and/or  oxygen  deficiency 
within  the  space  and  there  is  no  reason  to 
believe  that  any  is  likely  to  develop,  entry 
into  and  work  within  may  proceed. 
Continuous  testing  of  the  atmosphere  in  the 
immediate  vicinify  of  the  workers  within  the 
space  shall  be  accomplished.  The  workers 
will  immediately  leave  the  permit  space 
when  any  of  the  gas  monitor  alarm  set  points 


are  reached  as  defined.  Workers  will  not 
return  to  the  area  until  a  SUPERVISOR  who 
has  completed  the  gas  detector  training  has 
used  a  direct  reeding  gas  detector  to  evaluate 
the  situation  and  has  determined  that  it  is 
safe  to  enter. 

Fescue.  Arrangements  for  rescue  services  are 
not  required  where  there  is  no  attendant.  See 
the  rescue  portion  of  section  B.,  below,  for 
instructions  regarding  rescue  plaiming  where 
an  entry  pemiiit  is  required. 
B.  Entry  Permit  Required 
Permits.  Confined  Space  Entry  Permit  All 
spaces  shall  be  considered  permit-required 
confined  spaces  until  the  pre-entry 
procedures  demonstrate  otherwise.  Any 
employee  required  at  permitted  to  preAJieck 
or  enter  a  permit-required  confined  space 
shall  have  successfully  completed,  as  a 
minimum,  the  training  as  required  by  the 
following  sections  of  these  procedures.  A 
written  copy  of  operating  and  rescue 
procedures  as  required  by  these  procedures 
shall  be  at  the  work  site  for  the  duration  of 
the)ob.  The  Confined  Space  Entry  Permit 
must  be  completed  before  approval  can  be 
given  to  enter  a  permit-required  confined 
space.  This  permit  verifies  completion  of 
items  listed  below.  This  permit  shall  be  kept 
at  the  job  site  for  the  duration  of  the  job.  If 
circumstances  cause  an  interruption  in  the 
work  or  a  change  in  the  alarm  conditions  for 
which  entry  was  approved,  a  new  Confined 
Space  Entry  Permit  must  be  completed. 
Control  of  atmospheric  and  engulfment 
hazards. 

Surveillance.  The  surrounding  area  shall  be 
surveyed  to  avoid  hazards  such  as  drifting 
vapors  fi'om  tanks,  piping  or  sewers. 
Testing.  The  confined  space  atmosphere  shall 
be  tested  to  determine  whether  dangerous  air 
contamination  and/or  oxygen  deficiency 
exists.  A  direct  reading  gas  monitor  shall  be 
used.  Testing  shall  be  performed  by  the 
SUPERVISOR  who  has  successfully 
completed  the  gas  detector  training  for  the 
monitor  he  will  use.  The  minimum 
parameters  to  be  monitored  are  oxygen 
deficiency,  LFL  and  hydrogen  sulfide 
concentration.  A  %vritten  record  of  the  pre- 
entry  test  results  shall  be  made  and  kept  at 
the  work  site  for  the  duration  of  the  job. 
Affected  employees  shall  be  able  to  review 
the  testing  results.  The  most  hazardous 
conditions  shall  govern  when  work  is  being " 
performed  in  two  adjoining,  connected 
spaces. 

Space  Ventilation.  Mechanical  ventilation 
systems,  where  applicable,  shall  be  set  at 
100%  outside  air.  Where  possible,  open 
additional  manholes  to  increase  air 
circulation.  Use  portable  blowers  to  au^nent 
natural  circulation  if  needed.  After  a  suitable 
ventilating  period,  repeat  the  testing  Entry 
may  not  begin  until  testing  has  demonstrated 
that  the  hazardous  atmosphere  has  been 
eliminated. 

Entry  Procedures.  The  following  procedure 
shall  be  observed  under  any  of  the  following 
conditions:  1.)  Testing  demonstrates  the 
existence  of  dangerous  or  deficient 
conditions  and  additional  ventilation  cannot 
reduce  concentrations  to  safe  levels;  2.)  The 
atmosphere  tests  as  safe  but  unsafe 
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ready  aidtinB 
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ba  expected  to 
to  provide  for 
equipped  writh 

•yatwB*  and  it  >• 
to  daectivate  luch 


systems:  or  4.)  An  eooergency  exists  and  it  is 
not  fieesible  to  wait  for  pre-entry  {woceduies 
to  takeeffsct 

All  panoonel  must  be  trained.  A  self 
contaiJMd  breathing  apparatus  shall  be  worn 
by  any  person  entering  the  space.  At  least 
one  worker  shall  stand  by  &e  outside  of  die 
space  ready  to  give  aasistanoe  in  case  of 
emecgBDcy.  The  staat&y  worinr  shall  hava  a 
self  ooBtaiiied  bfaathiag  apparatus  availaUa 
for  irfTf^^**  use.  There  shall  be  at  least  one 
additiooal  woksr  within  sight  or  call  of  the 
standby  woikar.  CoBtinuoua  powered 
communicatioiu  shall  be  maintained 
between  the  wortar  within  the  conflned 
space  and  stant&y  panonnel. 

If  at  anjrtiDa  tlkara  is  any  questionable 
action  or  noa-  mavemant  by  tfae  worker 
inside,  a  variial  check  will  be  made.  If  there 
is  tio  respooae.  the  wccker  will  be  moved 
immadiataly.  £acap<ion.  If  the  worker  is 
disabled  due  to  ^■'"'''fl  or  impact,  ha/ she 
shall  not  be  removed  from  the  coafiQed  space 
unless  thera  is  immediate  danger  to  his/her 
life.  I^ocal  fin  department  rescue  personnel 
shall  be  notified  immediately.  The  standby 
worker  may  only  enter  the  confined  space  in 
case  of  an  emergency  («yearing  the  self 
contained  breathing  apparatus)  and  only  after 
being  relieved  by  another  worker.  Safety  belt 
or  harness  with  attached  lifeline  shall  he 
used  by  all  workers  entering  the  space  with 
tfae  free  end  of  the  line  secured  outside  the 
entry  opening.  The  standby  worker  shall 
attempt  to  remove  a  disabled  worker  via  his 
lifeline  before  entering  the  space. 

Whan  practkal.  these  spaces  shall  be 
entered  tbrou^  sida  opaninga— those  within 
3  1/2  feet  (1.07  m)  of  the  bottom.  When  entry 
must  be  through  a  top  opening,  the  safety  belt 
shall  be  of  the  harness  type  that  suspends  a 
person  upright  and  a  hoisting  device  or 
similar  appatatua  shall  be  available  for  lifting 
workers  out  of  the  space. 

In  any  sitaatioa  where  their  use  may 
endanger  the  worker,  use  of  a  hoisting  device 
or  safety  belt  and  attached  lifeline  may  be 
discontinued. 

When  dHigerous  air  contamination  is 
attributable  to  Qamaoable  and/or  explosive 
substaacae,  Ughtiag  and  electrical  equipment 
sfanll  be  dase  1.  Division  1  rated  per  National 
Electrical  Code  and  no  ignition  sources  shall 
be  introduced  into  the  area. 

Cit^^patntt^  g—  ttiniinring  «haU  ba 
perfbonad  during  all  confined  space 
operations.  If  aiann  conditions  change 
adversely,  entry  personnel  shall  exit  the 
coofined  space  and  a  new  confined  space 
permit  issued. 

Aeacna.  Call  tfae  fire  dopes  tiuant  servicee  lor 
necae.  Where  taaBadfefta  haards  to  in)ared 
personnel  tn  preeent.  woehan  at  tfae  site 
shall  implemaat  emergency  procedurea  to  fit 
the 


Example  2. 

Workplatx.  hiaaft  and  poultry  tendering 
planta. 

Cookers  and  dxTacaaaa  either  batch  or 
continuous  in  tbair  ap»ation  Moltipfe  batch 


cookasa  aaa  operated  in  paiaUeL  Whan  ooa 
unit  ol  a  muMple  aet  la  afaot  dowm  far 
rnpaln.  laaMa  «»  ■vaUahle  to  feolato  dut 
unit  fitom  thaothve  wUch  lemain  in 
operation. 

Coakaia  and  diyara  aae  horiaontal. 
cylindrical  vaaaala  equipped  with  a  center, 
rotating  shat  wd  Mitotor  paddlaa  or  discs. 
If  the  inner  shell  Ujaduted.  U  la  usually 
heated  wi&  steam  et  pressures  up  to  150  psta 
(l034.as  kPhV  The  totadas  ihaft  assembly  of 
the  cootinuane  cooker  or  wyar  la  also  steam 
heated. 

Potential  Umimtk.  The  lacognlMd  haarda 
assoctetad  wtth  coofceas  and  dryers  are  die 
riafc  tfaat  emphifaae  oookl  be: 

1.  Strock  or  cai^  by  rotating  agitator 

2.  Biffed  to  raw  matarial  or  hot,  recyded 
fet; 

3.  Burned  by  steam  from  leaks  into  the 
cookai/Ayei  steam  jadwt  or  the  condenser 
duct  system  if  steam  valves  an  not  properly 
dosed  and  locfcad  out 

4.  Burned  by  contact  with  hot  metal  surfeces, 
such  as  the  agitator  shaft  assembly,  or  inner 
shell  of  die  oooker/diver 

5.  Hoat  stress  ceuaed  by  warm  atmosphere 
inside  cookar/dnnr. 

6.  Slipping  and  felling  on  grease  in  the 
cookac/diyar; 

7.  Electrically  shocked  by  bulty  aquiiHoent 
taken  into  the  cooker/dryer 

8.  Burned  far  overcome  l^  fire  or  products  of 
combustion;  or 

9.  Overcome  by  hunes  generated  by  welding 
or  cutting  done  on  grease  covered  surfaces. 
PennitL  The  auperrisor  in  this  case  is  always 
piaeant  et  the  cooker/dryer  or  other  permit 
entry  rn*,tittttil  speoe  when  entry  is  made. 
The  supervisor  must  follow  the  pre^ntry 
isolation  procedures  described  in  the  entry 
permit  in  preparing  for  entry,  and  ensure  that 
the  protective  clothing,  ventilating 
equipment  and  any  other  equipment  required 
by  the  permit  are  at  the  ent^  site. 

Control  ofhoKords.  Mechanical  Lock  out 
main  power  switch  to  agitator  motor  at  main 
power  paneL  Affix  tag  to  the  lock  to  infiocm 
others  that  a  permit  entry  confined  space 
entry  is  in  progress. 
EngulpattmL  Close  all  valves  in  the  raw 
material  hkiw  Una.  Secura  each  valve  in  its 
dosed  position  using  chato  and  kidL  Attadi 
a  tag  to  the  valvn  and  chain  waning  that  a 
permit  entry  confined  space  entry  is  in 
progress.  The  same  procedure  shall  ba  used 
for  securing  the  fet  recycle  valve. 
Bums  and  iMot  stiws.  Close  steeffl  mipply 
valves  to  )Bcknt  and  secure  tridi  chains  and 
t^s.  Insert  solid  blank  at  flange  in  cooker 
vent  line  to  condenser  manifold  duct  system. 
Vent  cBokea/dryar  by  opening  accasa  door  at 
discharge  end  and  top  cantar  doar  to  allow 
natural  ventilation  throughout  the  entry.  If 
fester  cooling  is  needed,  use  an  potable 
ventilation  fen  to  increase  ventilation. 
Cooling  water  may  be  circulated  through  the 
jacket  to  reduce  both  outer  and  inner  surfece 
temperatures  of  cooker/dryers  fester.  Check 
air  and  inner  surfece  temperatures  in  cooker/ 
dryar  to  assure  thay  are  adthln  acceptable 
limits  before  entering,  or  use  proper 
protective  clothing 
Pite  aad  fuam  haiardt.  Canfid  site 
prapantion.  such  as  cleaning  tfaa  area  within 


4  inches  (laiAon)  of  all  welding  or  toech 

cutting  operations,  and  proper  ventilation  are 

the  prefiBnad  controls.  All  welding  and 

cutting  operationa  shall  be  done  to         ^^ 

accormnce  with  tfae  requiramento  of  29  CFR 

Part  1910,  StdSpart  Q,  OSHA's  welding 

standard.  Proper  ventilation  may  be  achieved 

by  local  exhaust  ventilation,  or  the  uae  of 

portable  ventiladon  fens,  or  a  coodiinatioa  of 

the  two  practioes. 

Electrical  shodc  Electrical  equipment  used 

in  cooker/dryers  shall  be  in  serviceable 

conditioiL 

Slipe  and  faJlt.  Remove  residual  grease 

before  entering  cookar/dryar. 

Attendant  The  supervisor  shall  be  the 

attendant  for  employees  entering  cooker/ 

dryers. 

Permit.  The  permit  shall  specify  bow 

isolation  shall  be  done  and  any  other 

preparatiooa  needed  before  making  entry. 

This  is  especially  important  in  parallel 

arraogementa  of  cooker/dryers  so  that  the 

entire  operation  need  not  be  shut  down  to 

allow  safe  entry  into  one  unit. 

Rescue.  When  necessary,  the  attendant  shall 

call  tfae  fire  depuHnent  as  previously 

arranged. 

Example  3. 

Workplace.  Workplaces  where  tank  cars, 
trucks,  and  trailers,  dry  bulk  tanks  and 
trailers,  railroad  tank  cars,  and  similar 
portable  tanks  are  febricated  or  serviced. 
A.  During  fabrication.  These  tanks  and  dry- 
bulk  carriers  are  entered  repeatedly 
throughout  the  febrication  process.  These 
products  are  not  configured  identically,  but 
the  manufecturing  processes  by  which  they 
are  made  are  very  similar. 
Sources  ofhoMords.  In  addition  to  die 
mechanical  hazards  arising  from  die  risks 
that  an  entrant  would  be  in)ured  due  to 
contact  with  componenta  of  tfae  tank  or  the 
tools  being  osed,  there  is  also  the  risk  tfaat 
a  worker  could  be  injioed  by  breathing  fumes 
from  welding  materials  or  mists  or  vapors 
from  materius  used  to  coat  tfae  tank  interior. 
In  addition,  many  of  these  vapors  and  mists 
are  flammable,  so  the  feilure  to  properly 
ventilate  a  tank  oould  lead  to  a  are  or 
explosion. 
Control  of  hazards. 

Welding.  Local  exhaust  ventilation  shall  be 
used  to  remove  welding  fumes  once  the  tank 
or  carrier  is  completed  to  the  point  that 
workers  may  enter  and  exit  only  throu^  a 
manhole.  (Follow  the  requirements  of  29  CFR 
1910,  Subpart  Q,  OSHA's  welding  standard, 
at  all  times.)  Welding  gas  tanks  may  never  be 
brought  into  a  tank  or  carrier  that  is  a  pwrmit 
entry  confined  space. 
Application  of  interior  coatings/linina. 
Atmospheric  hazards  shall  be  controUed  by 
forced  air  ventHation  sufficient  to  keep  tfae 
atmospheric  concentration  of  flammable 
materials  below  10%  of  the  lower  flammable 
limit  (LFU  (or  tower  exptoeive  Itanit  (LEL). 
whichever  term  is  used  locally).  The 
appropriate  reapiiators  are  provided  and 
shall  be  used  in  addition  to  providing  forced 
ventilation  if  the  farced  ventilation  does  not 
maintain  acceptable  respintory  conditions. 
Psnmits.  Because  of  the  repetitive  nature  of 
the  entries  in  these  operations,  an  "Area 
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Entry  Peimit"  will  be  issued  for  a  1  numth 
period  to  cover  those  production  areas  where 
tanks  are  fabricated  to  the  point  that  entry 
and  exit  are  made  using  manholes. 
Authorization.  Only  the  area  supervisor  may 
authorize  an  employee  to  enter  a  tank  within 
the  permit  area.  The  area  supervisor  must 
determine  that  conditions  in  the  tank  tniler, 
dry  bulk  trailer  or  truck,  etc.  meet  permit 
requirements  before  authorizing  entry. 
Attendant  The  area  superviscH'  shall 
designate  an  employee  to  maintain 
communication  by  employs'  specified  means 
with  employees  working  in  tanks  to  ensure 
their  safety.  The  attenduit  may  not  enter  any 
permit  entry  confined  space  to  rescue  an 
entrant  or  for  any  other  reason,  unless 
authorized  by  the  rescue  procedure  and,  and 
even  then,  only  after  calling.the  rescue  team 
and  being  relieved  by  as  attendant  by  another 
worker. 

Conrniujucation;  and  observation. 
Commimications  between  attendant  and 
entiant(s)  shall  be  maintained  throughout 
entry.  Methods  of  communication  that  may 
be  specified  by  the  permit  include  voice, 
voice  powered  radio,  tapping  or  rapping 
codes  on  tank  walls,  sig^ialling  tugs  on  a 
rope,  and  the  attendant's  observation  that 
woik  activities  such  as  chipping,  grinding, 
welding,  spraying,  etc.,  which  require 
deliberate  operator  control  continue 
normally.  These  activities  often  generate  so 
much  noise  that  the  necessary  hearing 
protection  makes  communication  by  voice 
difficult 

Rescue  procedures.  Acceptable  rescue 
procedures  include  entry  by  a  team  of 


employee-rescuers,  use  of  public  emergency 
oervices,  and  procedures  far  breaching  the 
tank.  The  area  permit  spedfles.which 
proosdures  am  available,  but  the  area 
supervisOT  makes  the  final  decision  based  on 
circumstance*.  (Certain  ii^uries  may  make  it 
necessary  to  breach  the  tank  to  remove  a 
person  rather  than  risk  additional  injury  by 
removal  through  an  existing  manhole. 
However,  the  supervisor  must  ensure  that  no 
breeching  procedure  used  for  rescue  would 
violate  terms  of  the  entry  permit  For 
isstanoe.  If  the  task  must  be  breeched  by 
cutting  %vith  a  torch,  the  tank  surfaces  to  be 
cut  must  be  free  of  volatile  or  combustible 
coatings  within  4  inches  (10.16  cm)  of  the 
cutting  line  and  the  atmosphere  within  the 
tank  must  be  below  the  LFTm 
Retrwval  line  and  harnesses.  The  retrieval 
lines  and  harnesses  generally  required  under 
this  standard  are  usually  impractical  for  use 
in  tanks  because  the  internal  configuration  of 
the  tanks  and  their  interior  bafiles  and  other 
structures  would  prevent  rescuers  from 
hauling  out  injured  entrants.  However, 
unless  the  rescue  procedure  calls  for 
breaching  the  tank  for  rescue,  the  rescue  team 
shall  be  trained  in  the  use  of  retrieval  lines 
and  harnesses  for  removing  in)ured 
employees  through  manholes. 
B.  Repair  or  service  of  "used"  tanks  and  bulk 
trailers. 

Sources  of  hazards.  In  addition  to  facing  the 
potential  hazards  encountered  in  febrication 
or  manufacturing,  tanks  or  trailers  which 
have  been  in  service  may  contain  residues  of 
dangerous  materials,  whether  left  over  from 
die  transportation  of  hazardous  cargoes  or 


generated  by  dtemical  or  bactaiial  action  oo 
residues  of  non-hazardous  cargoes. 
Control  of  atmospheric  hazards.  A  "used" 
tank  shall  be  brought  into  areas  where  tank 
entry  is  authorized  only  after  the  tank  has 
been  emptied,  cleansed  (without  employee 
entry)  of  any  residues,  and  purged  of  any 
potential  atmospheric  hazards. 

Weldiag.  In  addition  to  tank  cleaning  for 
control  of  atmospheric  hazards,  coating  and 
surfiace  materials  shall  be  removed  4  inches 
(10.16  cm)  or  more  from  any  surface  area 
where  welding  or  other  torch  wcric  will  be 
done  and  care  taken  that  the  atmosphere 
within  the  tank  remains  well  below  the  LFL. 
(Follow  the  requirements  of  29  CFR 1910, 
Subpart  Q,  OSHA's  welding  standard,  at  all 
times.) 

Permits.  An  entry  permit  valid  far  up  to  1 
year  shall  be  issued  prior  to  authorization  of 
entry  into  used  tank  trailers,  dry  bulk  trailers 
or  trucks.  In  addition  to  the  pre-entry 
cleaning  requirement,  this  peimit  shall 
require  the  employee  safeguards  specified  for 
new  tank  fabrication  or  construction  permit 
areas. 

Authorization.  Only  the  area  supervisor  may 
authorize  an  employee  to  enter  a  tank  trailer, 
dry  bulk  trailer  or  truck  within  the  permit 
area.  The  area  supervisor  must  determine 
that  the  entry  permit  requirements  have  been 
met  before  authorizing  entry. 
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Appoidix  D  to  f  10ia.l46— Saapl* 
FwBita 

Appendix  D  -  lA 


Sewer  Entry  Permit 


Confined  Space  Pre-Entry  Check  List 

See  Safety  Procedure. 

A  confined  space  either  is  entered  through  an  opening  other  than  a 
door  (such  as  manhole  or  side  port)  or  requires  the  use  of  a  ladder 
or  rungs  to  reach  the  working  level  and  test  results  are 
satisfactory.  This  check  list  must  be  filled  out  whenever  the  30b 
site  meets  this  criteria. 

Yes  No 


1.  Did  your  survey  of  the  surrounding  area  show, it  to 
be  free  of  hazards  such  as  drifting  vapors  from 
tanks,  piping  or  sewers? 

2.  Does  your  knowledge  of  industrial  or  other 
discharges  indicate  this  area  is  likely  to  remain 
free  of  dangerous  air  contaminants  while  occupied? 

3.  Are  you  certified  in  operation  of  the  gas  monitor 
to  be  used? 

4.  Has  a  gas  monitor  functional  test  (Bump  Test)  been 
performed  this  shift  on  the  gas  monitor  to  be  used? 

5.  Did  you  test  the  atmosphere  of  the  confined  space 
prior  to  entry? 

6.  Did  the  atmosphere  check  as  acceptable  (no  alarms 
given)? 

7.  Will  the  atmosphere  be  continuously  monitored  while 
the  space  is  occupied? 

Contact  County  Centrex  for  personnel  rescue  by  local  fire 
department  in  the  event  of  an  emergency.  If  on-site  at  the 
Regional  Treatment  Plant,  contact  the  Plant  Control  Center  (PCC) . 


Notice 


If  any  of  the  above  questions  are  answered  "no"  do  not 
enter.  Contact  your  immediate  supervisor. 


Job 

Location 

LEAD  MAN 
signature. 


.Date. 


UMI 


Appendix  D  -  IB 
Confined  Space  Entry  Permit  (Pre- Entry /Entry  Check  Li 
Date  and  Time 

Issued: 

Job  site:. 

Equipment  to  be  worked  on: 

Pre-Entry  (See  Safety  Procedure) 

1.  Atmospheric  Checks:   Time      

Oxygen    

Explosive  

Toxic     

2.  Source  isolation  (No  Entry):    N/A 

Pumps   or   lines   blinded,  (  ) 
disconnected,  or  blocked      (  ) 

3.  Ventilation  Modification:       N/A 

Mechanical  (  ) 

Natural  Ventilation  only      (  ) 

4.  Atmospheric    check    after 
isolation  and  Ventilation: 
Oxvoen  %  > 

Explosive %  L.P.L.      < 

Toxic  PPM  < 

Time 


% 

%  L.F. 

PPM 

Yes   No 


(  ) 
(  ) 
Yes 
(  ) 
(  ) 


19. 

10 

10 


(  ) 
(  ) 
No 
(  ) 
(  ) 


% 
% 

PPM  HjS 


St) 

Date  and  Time  Expires: \ 

Job  Supervisor 

Work  to  be  performed:  

Entry  (See  Safety  Procedure) 

1.  Entry,  standby,  and  back  up  persons:  Yes  No 

Successfully  completed  required 
I     training? 

Is  it  current?  (  ) 

Equipment:  N/A  Yes 

Direct  reading  gas  monitor  - 

tested  ()()() 

Safety  harnesses  and  lifelines 

for  entry  and  standby  persons  (  )   (  ) 
Hoisting  equipment  (  )   (  ) 

Powered  communications  (  )   (  ) 

SCBA's  for  entry  and  standby 

persons  (  )   (  ) 

Protective  Clothing  (  )   (  ) 

All  electric  equipment  listed 
Class  I,  Division  I,  Group  D 
and  Non-sparking  tools         (  )   (  )   (  ) 
Rescue  Procedure: 


(  ) 
No 


(  ) 
(  ) 
(  ) 

(  ) 
(  ) 


If  conditions  are  in  compliance  with  the  above  '. 

requirements  and  there  is  no  reason  to  believe  

conditions  may  change  adversely,  then  proceed  to  the  

Permit  Space  Pre-Entry  Check  List.  Complete  and  post  

with  this  permit.  If  conditions  are  not  in  compliance  

with  the  above  requirements  or  there  is  reason  to  , 

believe  that  conditions  may  change  adversely,  proceed  . 

to  the  Entry  Check-List  portion  of  this  permit. 

We  have  reviewed  the  work  authorized  by  this  permit  and  the  information  contained  here- in.  Written 
instructions  and  safety  procedures  have  been  received  and  are  understood.  Entry  cannot  be  approved  if  any 
squares  are  marked  in  the  "No"  column.  This  permit  is  not  valid  unless  all  appropriate  items  are  con^jleted. 


Permit  and  Check  List  Prepared  By:  (Supervisor). 
Approved  By:  (Unit  Supervisor). 


Reviewed  ^  (Confined  Space  Operations  Personnel) : (printed  name  &  signature) 


This  permit  to  be  kept  at  job  site.  Return  job  site  copy  to  Safety  Office  following  job  completion. 
Copies:  White  Original  (Safety  Office)   Xellow  (Unit  Supervisor)  Hard (Job  site) 


% 


Appendix  D  -  2 


ENTRY  PBRMIT 


CONFINED  SPACE 


HAZARDOUS  AREA 


PBRMIT  VALID  FOR  8  HOURS  ONLY.  ALL  COPIES  OF  PERMIT  WILL  REMAIN  AT  JOB  SITE  UNTIL  JOB  IS  COMPLETED 

SITE  LOCATION  and  DESCRIPTION _ 

PURPOSE  OF  ENTRY 


SUPERVISOR (S)  in  charge  of  crews   Type  of  Crew  Phone  * 


•  BOLD  DENOTES  MINIMUM  REQUIREMENTS  TO  BE  COMPLETED  AND  REVIEWED  PRIOR  TO  ENTRY* 
REQUIREMENTS  COMPLETED       DATE  TIME  REQUIREMENTS  COMPLETED  DATE  TIME 


Lock  Out/De-energla«/Try-out 

Llne(s)  Broken-Capped-Blanked 

Purge-Plush  and  vent 

Ventilation 

Secure  Area  (Poet  and  Flag) 

Breathing  Apparatus 

Resuscitator  -  Inhalator 

Standby  Safety  Personnel     

Note:   Items  that  do  not  apply  enter  N/A  in  the  blank. 


Full  Body  Harness  w/"D"  ring 
Emergency  Escape  Retrieval  Equip. 
Lifelines 

Fire  Extinguishers 
Lighting  (Explosive  Proof) 
Protective  Clothing 
Respirator (s)  (Air  Purifying) 
Burning  and  Welding  Permit 


S 


CONTINUOUS  MONITORING** 
TEST(S)  TO  BE  TAKEN 
PERCENT  OF  OXYGEN 
LOWER  FLAMMABLE  LIMIT 
CARBON  MONOXIDE 
Arooatic  Hydrocarbon 
Hydrogen  Cyanide 
Hydrogen  Sulfide 
Sulfur  Dioxide 
Amnonia 


RECORD  CONTINUOUS  MONITORING  RESULTS  EVERY  2  HOURS 

Permissible ,, 

Entry  Level "  ' 

19.5%  to  23. SV 
Under  10% 
435  PPM 

♦  I  PPM  *  5PPM. 
(Skin)  *  4 PPM. 
♦10  PPM  *15PPM. 

♦  2  PPM  *  5PPM. 
•35PPM. 


*  Short-term  exposure  limit: Employee  can  work  in  the  area  up  to  15  minutes.  ...,^^;^«» 

♦  8  hr.  Time  Weighted  Avg. : Employee  can  work  in  area  8  hrs  (longer  with  appropriate  respiratory  protection) 

REMARKS: 


6AS  TESTER  NAME  &  CHECK  «  INSTRUMENT(S)  USED  MODEL  &/0R  TYPE  SERIAL  &/0R  UNIT  # 


'"'" SaTeTY  standby  PERSON  IS  REQUIRED  FOR  ALL  CONFINED  SPACE  WORK 

SAFETY  STANDBY  PERSON (S)  CHECK  «  NAME  OF  SAFETY  STANDBY  PERSON (S)      CHECK  # 


SUPERVISOR  AUTHORIZING  ENTRY 

ALL  ABOVE  CONDITIONS  SATISFIED 

DEPARTMENT_. Phone. 


AMBULANCE  2800 
Safety  4901 
Original  to  Department 


FIRE  2900 

Gas  Coordinator  4529/5387 

Pink  Copy  to  Safety 


(D 
(O 


a 

s 

i 

a 
o 

g 
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^pendix  E  to  iiaiO.146— Sewer  Syitem 
Entry 

Sewer  entry  differs  in  three  vital  respects 
from  other  permit  entries;  first,  there  rarely 
exists  any  way  to  completely  isolate  the 
space  (a  section  of  a  continuous  system)  to 
be  entered;  second,  because  isolation  is  not 
complete,  the  atmosphere  may  suddenly  and 
impredictably  become  lethally  hazardous 
(toxic,  flammable  or  explosive)  from  causes 
beyond  the  control  of  the  entrant  or 
employer,  and  third,  experienced  sewer 
workers  are  especially  knowledgeable  in 
entry  and  woric  in  their  permit  spaces 
because  of  their  frequent  entries.  Unlike 
other  employments  where  permit  space  entry 
is  a  rare  and  exceptional  event,  sewer 
workersHisual  work  environment  is  a  permit 
space. 

(1)  Adherence  to  proceduie.  The  employer 
should  designate  as  entrants  only  employees 
who  are  thoroughly  trained  in  the  employer's 
sewer  entry  procedures  and  who  demonstrate 
that  diey  follow  these  entry  procedures 
exacdy  as  prescribed  when  performing  sewer 
entries. 

(2)  Atmospheric  monitoring.  Entrants 
should  be  trained  in  the  use  of,  and  be 
equipped  with,  atmospheric  monitoring 


equipment  which  sounds  an  audible  alarm, 
in  addition  to  its  visual  readout,  whenever 
one  of  the  following  conditiolu  is 
encountered:  oxygen  concentration  less  than 
19.5  percent;  flammable  gas  or  vapor  at  10 
percent  or  more  of  the  lowrer  flammable  limit 
(LFL);  or  hydrogen  sulfide  or  carbon 
monoxide  at  or  above  their  PEL  (10  ppm  or 
50  ppm,  respectively);  or,  if  a  broad  range 
sensor  device  is  used,  at  100  pim  as 
characterized  by  its  response  to  toluene. 
Normally,  the  oxygen  sensor/lntMd  range 
sensor  instrument  is  best  suited  for  sewer 
entry.  However,  substance  specific  devices 
should  be  used  whenever  actual 
contaminants  have  been  identified.  The 
instrument  should  be  carried  and  used  by  the 
entrant  in  sewer  line  work  to  monitor  the 
atmosphere  in  the  entrant's  environment,  and 
in  advance  of  the  entrants'  direction  of 
movement,  to  warn  the  entrant  of  any 
deterioration  in  atmospheric  conditions. 
W^re  several  entrants  an  working  together 
in  the  same  immediate  location,  one 
instrument,  used  by  the  lead  entrant,  is 
acceptable. 

(3)  Surge  flow  and  flooding.  Sewer  crews 
shmild  develop  and  maintain  liaison,  to  the 
extent  possible,  widi  the  local  weather 


bureau  and  fire  and  emergency  services  in 
their  area  so  that  sewer  work  may  be  delayed 
or  interrupted  and  entrants  withdrawn 
whenever  sewer  lines  might  be  suddenly 
flooded  by  rain  or  fire  suppression  activities, 
or  whenever  flammable  or  other  hazardous 
materials  are  released  into  sewers  during 
emeigencies  by  industrial  or  transportation 
accidents. 

(4)  Special  Equipment  Entry  into  large 
bore  sewers  mgy  require  the  use  of  special 
equipment.  Sudi  equipment  might  include 
such  items  as  atmosphere  monitOTing  devices 
with  automatic  audible  alarms,  escape  self- 
contained  breathing  apparatus  (ESCBA)  with 
at  least  10  minute  air  supply  (or  other  NIOSH 
approved  self-rescuer),  and  waterproof 
flashlights,  and  may  also  include  boats  and 
rafts,  radios  and  rope  stand-ofb  for  pulling 
around  bends  and  comers  as  needed. 

[FR  Doc.  93-538  Piled  1-13-1093;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFRPart29 

[Doclwt  No.  26037;  Nollea  Na  •»-2SA] 
RIN  2120-AB91 

Airworthiness  Standarda;  Turl>o8haft 
Engine  Rotor  Burst  Protection 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTKM:  Proposed  rule;  reopening  of 
comment  period. 

SUMMARY:  This  notice  reopens  the 
comment  period  for  Notice  of  Proposed 
Rulemaking  (NPRM)  No.  89-29A.  In 
that  notice,  the  FAA  proposed  to  require 
that  roanufacturera  consider  the  safety 
implications  of  a  failure  of  an  engine 
rotor  disc  and  to  implement  practical 
design  precautions  to  minimize  this 
hazard  to  rotorcraft.  This  reopening  is 
needed  because,  after  the  original 
comment  pwriod  closed,  representatives 
of  the  Aerospace  Industries  Association 
(AIA)  and  the  FAA  met  to  review  the 
AlA's  comments  originally  made  during 
the  public  comment  period  concerning 
the  issues  of  engine  rotor  containment 
and  the  use  of  advanced  composite 
material.  This  reopening  of  the 
comment  period  is  to  afford  all 
interested  persons  the  same  opportimity 
as  was  afforded  the  AIA  to  comment  on 
these  issues.  Comments  are  invited  mty 
on  these  issues. 

DATES:  Comments  on  the  issues  of 
engine  rotor  containment  and  the  use  of 
advanced  composite  materials  must  be 
received  on  or  before  March  15, 1993. 

AOORCSSES:  Comments  on  the  issues  of 
engine  rotor  containment  and  the  use  of 
advanced  composites  material  should  be 
mailed  in  triplicate  to:  Federal  Aviation 
Administration,  Office  of  the  Chief 
Counsel,  Attn:  Rules  Docket  (AGC-10). 
Docket  No.  26037,  800  Independence 
Avenue,  SW..  Washington,  EX:  20591.  or 
delivered  in  triplicate  to:  room  91 5G, 
800  Independence  Avenue.  SW., 
Washington,  DC  20591.  Comments  must 
be  marked  Docket  No.  26037. 

Comments  may  be  inspected  in  room 
915G  between  the  hours  of  8:30  a.m. 
and  5  p.m.  weekdays,  except  Federal 
holidays. 

FOR  FURTHER  MFORMATION  CONTACT: 
Mr.  Mike  Mathias,  FAA.  Regulations 
Group  (ASW-111),  Rotorcraft 
Directorate.  Aircraft  Certlficatian 
Service.  Fort  Worth.  Texas  7S193-0111. 
telephone  number  (Bl^  624-5123. 


SUPPLBOITAflY  MFORMATION: 
ConnBents  lavitad 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Comments  relating  to 
the  environmental,  energy,  federalism, 
or  economic  impact  that  might  result 
from  adopting  the  proposals  in  this 
notice  are  also  invited.  Substantive 
comments  should  be  accompanied  by 
cost  estimates.  Commenters  should 
identify  the  regulatory  docket  or  notice 
number  and  submit  comments  in 
triplicate  to  the  Rules  Docket  address 
specified  above.  All  comments  received 
on  or  before  the  closing  date  for 
comments  will  be  considered  by  the 
FAA  before  taking  action  on  tim 
proposed  rulemaking.  The  proposals 
contained  in  this  notice  may  be  changed 
in  light  of  the  comments  received. 

All  comments  submitted  will  be 
available,  both  before  and  af^er  the 
closing  date  for  comments,  in  the  Rules 
Docket  for  examination  by  interested 
persons.  A  report  summarizing  each 
substantive  public  contact  with  FAA 
personnel  concerned  with  this 
rulemaking  will  be  filed  in  the  docket. 

Commenters  wishing  to  have  the  FAA 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  include  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  No.  26037."  The  postcard  vrill  be 
date/time  stamped  and  returned  to  the 
commenter. 

AvaUabilily  of  NPRM's 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Office  of  Public  Affairs,  Attention: 
Public  Inquiry  Center,  APA-430, 800 
Independence  Ave.,  SW.,  Washingtcm, 
DC  20591.  or  by  calHng  (202)  267-3484. 
Communication&must  identify  NPRM 
89-29. 

Persons  interested  in  being  placed  oa 
the  mailing  list  for  future  NPRM's 
should  request  a  copy  of  Advisory 
Qrcular  (AC)  No.  11-2A,  Notice  of 
Proposed  Rulemaking  Distribution 
System,  which  describes  the  application 
procedure. 

Backgroond 

On  October  10, 1989,  the  FAA  issued 
NoUce  No.  89-29  (54  FR  42716.  October 
17. 1989),  w^ch  proposed  that  design 
precautions  be  taken  to  minimize  the 
hazards  to  rotorcraft  in  the  event  of  an 
engine  rotor  Caihire. 

To  increase  tha  safety  margin  when 
there  is  an-engine  rotor  failure,  changes 
are  proposed  to  §§  29.901  and  29.903. 


These  changes  would  require  that 
design  precautions  be  taken  to  minimize 
the  hazards  to  transport  category 
rotocrafl  in  the  event  of  an  engine  rotor 
failure.  The  intended  design  precauticms 
may  include  items  such  as  separation  or 
duplication  of  critical  components,  care 
in  designing  engine  alignment,  or 
benign  component  locations. 
Containment  provisions  for  one  or  more 
stages  of  the  engine  are  not  specifically 
required  by  this  proposal.  Any  one  or 
more  of  the  previously  nftntioned 
design  precautions  would  be  effective  in 
improving  the  level  of  safety  of  the 
rotorcraft.  When  evaluating  an 
applicant's  proposed  method  of 
compliance,  the  FAA  would  consider 
the  available  technology  and  the  costs 
required  to  minimize  the  hazards  from 
an  engine  rotor  failure.  The  guidance 
contained  in  Advisory  Circmar  20-128 
is  intended  to  apply  to  §  29.903  in  the 
same  way  that  it  currently  applies  to 
§§  23.903  and  25.903  for  airplanes. 

The  FAA  recognizes  that  a  rotorcraft 
design  may  differ  significantly  from  that 
of  an  airplane,  particularfy  regarding  an 
engine  location  and  its  proximity  to 
other  engines,  systems,  and 
components.  Engine  rotor  containment 
features  have  not  been  found  to  be 
necessary  in  airplane  programs. 
Likewise,  the  FAA  does  not  believe  that 
containment  features  would  be  required 
in  rotorcraft  in  order  to  "minimize  the 
hazards*  *  *"in  the  event  of  a  rotor 
failure. 

Section  29.901    Proposal 

The  FAA  is  proposing  to  change  the 
current  FAR  to  require  that 
manufacturen  consider  the  safety 
implications  of  a  failure  of  engine  rotor 
discsand  practical  design  precautions 
to  minimize  this  hazard  to  the  rotorcraft. 
Since  this  proposed  regulatory  wording 
would  be  inconsistent  with  current 
paragraph  (c)(2)  which  states,  "The 
failure  of  utgine  rotor  discs  need  not  be 
considenad,"  paragraph  (c)(2)  would  be 
removed. 

The  revision  to  paragraph  (c),  which 
was  proposed  by  Notice  No.  89-29,  is 
repeated  here  for  reference  purposes. 

(c)  For  each  powerplant  and  auxiliary 
po%Mr  unit  installation.  It  must  be 
established  that  no  tingle  failure  or 
malfunction  or  probable  combination  of 
failures  will  iaopardize  the  safie  operation  of 
the  rotoTcrafl  except  that  the  failure  of 
structural  elements  need  not  be  considered  if 
the  pnbabiUty  of  any  such  failure  is 
extremely  remote. 

Section  29.903    Proposal 

For  turbine  engine  installations,  the 
FAA  is  proposing  to  revise  paragraph  (f) 
to  state  explicitly  that  desi|^ 
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precautions  must  be  taken  to  minimize 
the  hazard  to  the  rotorcraft  in  the  event 
of  an  engine  rotor  failure. 

The  revision  to  paragraph  (0  which 
was  proposed  by  Notice  No.  89-29  is 
repeated  here  for  reference  purposes. 

(0  Turbine  engine  installation.  For  turbine 
engine  installations — 

(1)  Design  precautions  must  be  taken  to 
minimize  the  hazards  to  the  rotorcraft  in  the 
event  of  an  engine  rotor  failure;  and 

(2)  The  powerplant  systems  associated 
with  engine  control  devices,  systems,  and 
instrumentation  must  be  designed  to  give 
reasonable  assurance  that  those  engine 
operating  Umitations  that  adversely  affect 
engine  rotor  structural  integrity  will  not  be 
exceeded  in  service. 

Benefits-Cost  Evaluation  Update 

The  economic  impact  evaluation  for 
Notice  No.  89-29  compares  the  benefits 
and  costs  of  the  proposed  regulation  on 
a  per-rotorcraft  basis  with  the  rotorcraft 
varying  in  size  from  8  to  20  seats. 
Therefore,  the  evaluation  reduces 
dependence  on  forecasts  of  the  size  and 
the  number  of  new  transport  rotorcraft 
produced. 

For  purposes  of  this  evaluation,  it  is 
assiuied  that  a  Category  A  or  B 
transport  rotorcraft  with  two  engines 
will  be  certificated  under  this  proposed 
rule.  Even  though  some  rotorcraft  will 
minimize  the  hazards  from  engine  rotor 
failures  by  design  precautions  that  may 
add  little  additional  weight,  this 
analysis  assumes  the  addition  of  design 
features  such  as  the  redundancy  of 
critical  component  and/or  duplication 
of  cables  or  tubing. 

Cost  of  Compliance 

The  proposed  requirement  could  be 
satisfied  by  minimizing  the  hazards 
from  an  engine  rotor  failure  by  design 
features  that  add  little  weight,  such  as 
relocation  of  critical  components.  These 
types  of  design  features  assimie  a  weight 
increase  of  6  poimds  per  engine.  The 
one-time  development  cost  to  a 
manufacturer  of  transport  rotorcraft  for 
necessary  design  fiaatures  is  estimated  to 
be  $330  per  rotorcraft  produced,  and  the 
estimated  manufecturing  cost  is  $480. 
The  increase  in  cost  of  manufacturing 
twin-engine  rotorcraft  certificated  under 
these  proposed  requirements  would  be 
$480  for  each  engine  plus  $330  or 
$1,290. 

Rotorcraft  operators  would  also 
experience  an  increase  in  the  operating 
cost  of  transport  rotorcraft  as  a  result  of 
the  additional  weight.  The  estimated 
annual  cost  per  pound  of  additional 
weight  is  $37.13.  Therefore,  the  12- 
pound  weight  of  these  design  fiaatures  is 
estimated  to  increase  the  operating  cost 
for  •  twin-engine  transport  rotorcraft  by 
$445.56  annually.  The  present  value  of 


the  increase  in  die  total  cost  of 
purchasing  and  operating  twin-engine 
transport  rotorcraft  certificated  under 
this  prepoaad  rule,  over  15  years,  would 
be  $4,254.  For  a  mora  detailed 
expknation  of  the  estimation  of  these 
costs,  see  the  regulatory  evaluation 
included  in  the  docket. 

Comments  and  Meetings 

Several  comments  have  been  received 
for  Notice  No.  89-29.  Three  commenters 
fully  supported  the  entire  proposal;  and 
three  commenters  requested  that  the 
notice  be  withdrawn,  in  large  part, 
because  of  the  impracticability  of 
containing  rotor  failures  for  one  or  more 
stages  of  a  complete  engine  through 
extensive  use  of  advanced  composites  or 
rotorcraft  airframe  mounted 
containment  rings. 

The  commenters  were  critical  of  the 
proposed  change  for  a  number  of 
reasons.  The  AIA  stated,  "Notice  89-29 
implies  very  strongly  that  'minimize' 
means  to  eliminate  tiie  hazard  through 
the  use  of  rotor  containment  devices, 
integral  with,  or  separate  finm  the 
engine."  The  European  Joint  Aviation 
Authorities  commented  that  FAR  parts 
23  and  25  require  that  the  hazards  be 
minimized  only  for  airplanes  and  do  not 
refer  to  "engine  rotor  burst  protection." 
Pratt  k  Whitney  Canada,  Inc., 
commented  that  research  has  never 
produced  a  composite  disc  containment 
device  at  an  acceptable  size  and  cost 
which  can  tolerate  turbine  zone 
temperatures  even  external  to  the 
engine. 

The  comment  period  for  Notice  No. 
8»-29  originally  closed  April  16, 1990. 
and  was  extended  to  October  16, 1990. 
In  February  1991,  the  AIA  requested 
and  was  subsequenUy  granted  a  meeting 
to  discuss  its  comments  on  the 
implication  of  Notice  No.  89-29  relative 
to  engine  rotor  containment  and  the  use 
of  advanced  composite  materials. 
Representatives  of  the  FAA  met  with 
representatives  of  AIA  on  February  20, 
1991;  March  1, 1991;  and  June  20, 1991. 
During  these  meetings.  AIA 
representatives  opposed  certain 
requirements  that  they  inferred  from 
reading  the  preamble  to  the  notice.  A 
record  summary  of  these  meetings  has 
been  placed  in  Docket  26037  and  is 
available  for  interested  parties  to 
review.  It  is  apparent  that  AIA  members 
have  concluded  that  mandatory  engine 
rotor  containment  with  the  use  of 
advanced  composite  materials  is  being 
proposed.  • 

It  was  not  the  intent  of  the  proposal 
to  require  containment  or  the  use  of 
advanced  composite  materials.  Since 
this  apparenUy  was  unclear  to  the  AIA 
and  many  other  commenters.  the  FAA  is 


reopening  the  comment  period  wltfa 
furtiier  explanation  of  die  proposed 
amendments. 

CUiification 

It  is  not  correct  to  assume,  as  some 
commentera  have,  either  that  engine  or 
airfrtune  containment  of  rotor  burst 
fragments  or  the  use  of  advanced 
composites  is  needed  to  satisfy  the 
proposed  requirement  Rather,  the  use 
of  airframe  design  features  that 
minimize  this  hazard  is  all  that  would 
be  required.  These  features  could 
include  separation  and  duplication  of 
critical  components,  special  engine 
alignment  or  placement,  or  benign 
location  of  critical  components. 

Reopening  of  Commwnt  Period 

Department  of  Transportation  (DOT) 
policy  encourages  foil  public 
participation  in  the  development  of 
rules  and  provides  all  membera  of  the 
public  an  equal  opportunity  to  present 
their  views.  DOT  policy  also  provides 
that  the  general  public  should  be 
afforded  adequate  knowledge  of 
contacts  made  with  individual  members 
of  the  public,  especially  after  the  close 
of  a  comment  period.  Since  the  AIA  was 
afforded  the  opportimity  to  restate  its 
previous  formal  comments  to 
representatives  of  the  FAA  after  the 
close  of  the  public  comment  period,  the 
FAA  has  determined  that  it  is 
appropriate  to  reopen  the  comment 
period  for  Notice  89-29.  This  will  afford 
all  interested  persons  an  equal 
opportimity  to  comment  on  the 
interpretation  of  "design  precautions  to 
minimize  the  hazards  to  the  rotorcraft  in 
the  event  of  an  engine  rotor  failure"  as 
it  relates  to  rotor  containment  and  the 
use  of  advanced  com{>osite  materials. 
Accordingly,  the  comment  period  for 
Notice  89-29  is  reopened  for  60  days 
and  will  close  Mardi  15, 1993. 

Conclusion 

This  docimient  reopens  the  comment 
period  on  a  notice  of  proposed 
rulemaking.  Therefore,  the  FAA  has 
determined  that  this  document,  like 
Notice  89-29.  is  not  major  imder 
Executive  Order  12291  and  is 
considered  nonsignificant  tmder  EXIT 
Regulatory  Policies  and  Procedures  (44 
FR 11034.  February  26. 1979).  In 
addition,  it  is  certified  that  reopening 
the  docket  for  Notice  89-29  will  not 
have  a  significant  economic  impact, 
positive  or  negative,  on  a  substantial 
number  of  small  entities.  An  initial 
regulatory  evaluation  of  the  proposal, 
including  a  Regulatory  Flexibility 
Determination  and  Trade  Impact 
Analysis,  has  been  placed  in  the  docket. 
A  copy  may  be  obt^ed  by  contacting 
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Assistant  Secretary  far  Economics  et  aL.  4569 

Alcohol,  TokMceo  and  Rrearma  Bureau 

NOTICES 

Commerce  in  explosives: 
Explosive  materials  list,  4736 

Arts  and  HumanHtes,  National  Foundation 

See  National  Foundation  on  the  Arts  and  the  Humanities 

Blind  or  Severely  DisatHed,  Committee  for  Purchase  From 
People  Who  Are 

See  Committee  for  Purchase  From  People  Who  Are  Blind  or 
Severely  Disabled 

BonneviHe  Power  Admtnlstratlon 

NOTICES 

Wholesale  power  rates: 
Proposed  modification,  4662 

Children  and  FamlUea  Administration 

NOTICES 

Agency  information  collection  activities  under  0MB 
review,  4703 

Commerce  Department 

See  National  Oceanic  and  Atmospheric  Administration 
See  National  Telecommimications  and  Information 
Administration 

Committee  for  Purchase  From  People  Who  Are  Blind  or 
Severely  Disabled 

NOTICES 

Procurement  list;  additions  and  deletions,  4656,  4657 

Committee  for  the  Implementation  of  Textile  Agreements 

NOTICES 

Cotton,  wool,  and  man-made  textiles: 
Lebanon,  4656 

Comptroller  of  the  Currency 

PROPOSED  RULES 

vlational  bank  securities,  offers  and  sales;  disclosure 
requirements;  extension,  4600 

Customs  Service 

PROPOSED  RULES 

Articles  conditionally  free,  subject  to  a  reduced  rate,  etc.: 
Special  tariff  treatment  provisions  and  programs;  certain 
documentation  requirements  elimination,  4615 


Defense  DepaitmeiYt 

NOTICES 

Agency  information  collection  activities  imder  OMB 

review,  4658,  4659 
Foreign  assistance  determinations: 

Ecuador,  4658 
Meetings: 

Science  Board  task  forces,  4658 

Defense  Nuclear  Facilitiea  Safety  Board 

NOTICES 

Secretary  of  Energy:  trip  reports  tran^nittal  and  other  saiety 
information;  policy  statement,  4659 

Education  Department 

NOTICES 

Agency  information  collection  activities  under  OMB 

review,  4660 
Grants  and  cooperative  agreements:  availabihty,  etc: 
Fimd  for  innovation  in  education — 

Computer-based  instruction  program,  4660 
Individuals  with  disabilities  education  research  program, 
4864 

Employment  Standards  AdmMatralion 

NOTICES 

Minimum  wages  for  Federal  and  fisderally-assisted 

construction;  general  wage  determination  decisions, 
4718 

Energy  Department 

See  Bonneville  Power  Administration 

See  Federal  Energy  Regulatory  Commission 

N0T1CC8 

Environmental  restoration  and  %v8ste  management  five-year 

plan  (1994-1998  FYs).  4692 
Environmental  statements;  availability,  etc.: 
Hanford  Site.  WA.  4690 

Environmental  Protection  Ager>cy 

RULES 

Air  programs: 
Stratospheric  ozone  protection — 
Class  I  ozone-depleting  substances;  nonessential 
products  ban.  4768 
Air  quality  implementation  plans;  approval  and 
promulgation;  various  States: 
Washington,  4578 
Superfund  program: 
Hazardous  substances  releases:  reimbursement  to  local 
governments  for  emergency  response,  4816 
NOTICES 
Environmental  leadership  program;  proposed 

establishment.  4802 
Environmental  statements:  availability,  etc.: 
Agency  statements — 
Comment  availability.  4697 
Weekly  receipts.  4697 
Meetings: 

Effluent  Guidelines  Task  Force,  4698 
Pesticides:  temporary  tolerances: 
Iprodione.  4699 
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ExecuUve  Office  of  ttM  President 

See  Management  and  Budget  Office 

Federal  Aviation  Adminietratlon 

PnO<>OSEO  RULES 

Airworthiness  directives: 

Rigging  Innovations.  Inc.,  4600 
NOTICES 

Passenger  fedlity  charges;  appUcations.  etc.: 
Los  Angeles  International  Airport.  CA.  4732 
Ontario  International  Airport.  CA.  4733 

Federal  Communications  Commission 

PROPOSED  RULES 

Common  carrier  services: 
Interstate  rate  of  return  represcription  and  enforcement 
process;  reform;  correction.  4637 
NOTICES 
Agency  information  collection  activities  under  0MB 

review.  4699 
Meetings: 
Advanced  Television  Service  Advisory  Committee.  4700 

Federal  Energy  Regulatory  Commission 

NOTICES 

Electric  rate,  small  power  production,  and  interlocking 
directorate  filings,  etc.: 

Northeast  Utilities  Service  Co.  et  al.  4693 
Natural  gas  certificate  filings: 

Tennessee  Gas  Pipeline  Co.  et  al..  4694 
Applications,  hearings,  determinations,  etc.: 

Indicated  Shippers  et  al..  4696 

Federal  Highway  Administration 

PROPOSED  RULES 

Intermodal  Surface  Transportation  Efficiency  Act; 
implementation: 
Safety  belts  and  motorcycle  helmets;  compUance  and 
transfer-of-funds,  4622 
Motor  carrier  safety  standards: 
Commercial  motor  vehicle  operators;  out-of-service  orders 

violations;  penalties,  4640 
Longer  combination  vehicles  (LCVS)  operators; 

mandatory  minimum  training  requirements.  4638 

Federal  Maritime  Commission 

NOTICES 

Agreements  filed,  etc.,  4700 

Casualty  and  nonperformance  certificates: 

Alaska  Sightseeing/Cruise  West.  4701 

Commodore  Cruise  Line  Ltd.,  4701 

Norwegian  Cruise  Line  et  al.,  4701 

Palm  Beach  Cruise  Line  Inc.  et  al.,  4701 

Seafest  Cruises,  Inc.,  et  al.,  4701 

Federal  Trade  Commission 

RULES 

Comprehensive  Smokeless  Tobacco  Health  Education  Act; 

health  warnings  on  point-of-sale  and  non-point-of-sale 

promotional  materials,  rotation.  4874 
PROPOSED  RULES 

Comprehensive  Smokeless  Tobacco  Health  Education  Act; 

health  warnings  on  point-of-sale  and  non-point-of-sale 

promotional  materials,  rotation.  4875 
NOTICES 
Agency  information  collection  activities  under  0MB 

review,  4877 
Premerger  notification  waiting  periods:  early  terminations. 

4701 


Federal  Transit  Administration 

RULES  ,         J  ^. 

Uniform  system  of  accovmts  and  records  and  reporting 

system.  4880 

Financial  Management  Service 
See  Fiscal  Service 

Fiscal  Service 

RULES 

Financial  management:  ,.  •.  j 

Foreign  Claims  Settlement  Commission  of  the  United 
States;  awards,  payment.  4578 

Food  and  Drug  Administration 

NOTICES 

Food  additive  petitions: 

International  Flour  Sales  Corp..  4703 
Human  drugs: 
New  drug  applications — 
Danbury  Pharmacal.  Inc..  et  al.;  approval  withdrawn. 
4704 
Meetings: 
Consumer  information  exchange.  4704 

Forest  Service 

NOTICES 

Environmental  statements;  availability,  etc.: 

Plumas  National  Forest.  CA.  4655 
National  Forest  System  lands: 

Western  livestock  grazing  fees.  4655 

General  Accounting  Office 

NOTICES 

Meetings:  .       ,  .        «      j  .,«« 

Federal  Accounting  Standards  Advisory  Board.  4703 

Health  and  Human  Services  Department 

See  Children  and  FamiUes  Administration 

See  Food  and  Drug  Administration 

See  Health  Care  Financing  Administration 

See  Health  Resources  and  Services  Administration 

See  Public  Health  Service 

Health  Care  Financing  Adminiatration 

NOTICES 

Medicare:  ,.,,«- 

Uniform  hospital  billing  and  payment  mechanisms.  4705 

Health  Resources  and  Services  Administration 

See  Public  Health  Service 
NOTICES 

Grants  and  cooperative  agreements;  availabihty,  etc.: 
Health  careers  opportunity  program;  correction.  4707 

Meetings;  advisory  committees: 
February.  4707 

Housing  and  Urban  Development  Department 

RULES 

Mortgage  and  loan  insurance  programs: 
Multifamily  low  income  housing  projects  preservation. 
4870 
NOTICES 
Agency  information  collection  activities  under  OMiJ 

review,  4708 
Grants  and  cooperative  agreements;  availability,  etc.: 
Congregate  housing  services  program;  correction.  4713 
Facilities  to  assist  homeless — 

Excess  and  surplus  Federal  property.  4713 
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Interior  Department 
See  Land  Management  Bureau 
See  Minerals  Management  Service 
See  National  Park  Service 

PROPOSED  RULES 

Freedom  of  Information  Act: 

L Employees  as  witnesses,  and  prodiiction  of  documents 
for  judicial  or  administrative  proceedings.  4635 
>TICCS 
Meetings: 
Exxon  Valdez  Oil  Spill  Public  Advisory  Group,  4713 


Internal  Revenue  Service 

PROPOSED  RULES 

Excise  taxes: 

I  Ozone  layer  depleting  chemicals;  exports,  4625 

International  Trade  Commission 

NOTICES 

mport  investigations: 
Condensers,  parts  thereof  and  products  containing  same. 

including  air  conditioners  for  automobiles,  4717 
Extruded  rubber  thread,  4717 
Woodworking  accessories,  4718 

Latwr  Department 

See  Employment  Standards  Administration 

RULES 

Job  Training  Partnership  Act: 
Nondiscrimination  and  equal  opportunity  requirements; 
implementation,  4742 

Land  Management  Bureau 

NOTICES 

£,laska  Native  claims  selection: 
Koniag,  Inc.,  4714 
nvironmental  statements;  availability,  etc.: 
Hidden  Valley  Resources  Residuals  Repository,  CA.  4714 
Realty  actions;  sales,  leases,  etc.: 
I    California,  4714 
Montana,  4715 
Withdrawal  and  reservation  of  lands: 
Idaho,  4715 
New  Mexico.  4715 

Legal  Services  Corporation 

NOTICES 

Meetings;  Sunshine  Act,  4740 

Management  and  Budget  Office 

NOTICES 

Budget  rescissions  and  deferrals 
Cumulative  reports,  4840 


Ma 


iritime  Administration 

NOTICES 

Applications,  hearings,  determinations,  etc.: 
American  President  Lines,  Ltd.,  4734 

t 

Minerals  Management  Service 

NOTICES 

Outer  Continental  Shelf  operations: 
Official  protraction  diagrams;  availability,  4716 


Vial 


itional  Foundation  on  the  Arts  and  the  Humanities 

NOTICES 
Meetings: 
Humanities  Pauel.  4719 


National  Highway  Traffic  Safety  Administration 

RULES 

Motor  vehicle  safety  standards: 
School  bus  passenger  seating  and  crash  protection; 

persons  in  wheelchairs,  4586 
Wheel  nuts,  wheel  discs,  and  hub  caps;  winged 
projections,  4582 
PROPOSED  RULES 

Intermodal  Surface  Transportation  Efficiency  Act; 
implementation: 
Safety  belts  and  motorcycle  helmets:  compliance  and 
transfar-of-funds,  4622 
Motor  vehicle  safety  standards: 
Electric  vehicles;  controls,  displays,  and  windshield 

de&x)stinK  and  defogging  systems,  4644 
Electric  vehicles;  passenger  car  brake  systems,  4649 
NOTICES 

Motor  vehicle  safety  standards: 
Nonconforming  vehicles — 
Importation  eligibility;  determinations,  4734 

Natiorwl  Oceanic  and  Atmospheric  Administration 

RULES 

Fishery  conservation  and  management: 
Gulf  of  Mexico  and  South  Atlantic  coastal  migratory 
pelagic  resources,  4599 
PROPOSED  RULES 

Oil  Pollution  Act: 
Natural  resource  damage  assessments;  status  report,  4601 

National  Park  Service 

NOTICES 

Environmental  statements;  availability,  etc.: 
Great  Kills  Park,  NY.  4716 

Natkmal  Telecommunications  and  Information 
Administration 

NOTICES 

International  telecommunications  services  regulation; 
comprehensive  examination,  4846 

Nuclear  Regulatory  Commission 

NOTICES 

Environmental  statements;  availability,  etc: 
Quivira  Mining  Co.,  4720 

Office  of  Management  and  Budget 
See  Management  and  Budget  Office 

Pension  Benefit  Guaranty  Corporation 

RULES 

Multiemployer  plans: 
Valuation  of  plan  benefits  and  plan  assets  following  mass 
withdrawal — 
Interest  rates,  4576 
Withdrawal  liability;  notice  and  collection;  interest  rates, 
4577 
Single  employer  plans: 
Late  premium  payments  and  employer  liability 

underpayments  and  overpayments;  interest  rates, 
4574 
Valuation  of  plan  benefits — 
Rates,  adoption;  amendments,  4575 

Personnel  Management  Office 

RULES 

Health  benefits.  Federal  employees: 
Inpatient  hospital  charges  and  program  benefit  payments; 
limitations,  4569 
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Public  HeaUh 

See  Food  and  Drug  Administration 

See  HeaUh  Resources  and  Services  Adoiiatsliation 

NOTICEft 

Agency  information  collection  activities  under  0MB 
review.  4708 

Research  and  Special  Programs  Admlnrstiatton 

NOTICES 

Hazardous  materials: 
Applications;  exemptions,  renewals,  etc.  4735 

Securities  and  Exchange  CocunUsion 

NOTICES 
Meetings: 

Market  Transactions  Actvisory  Committee.  4720 
Self-regulatory  organizations;  proposed  rule  changes: 

720American  Stock  Exchange,  Inc.  4720 

Chicago  Board  Options  Exchange,  Inc,  4722 

National  Associalinn  oi  Securities  Etealers.  Inc.  4725 

New  York  Stock  Exchange.  Inc..  4726 
Self- regulatory  ocganizations;  unhsted  trading  privileges: 

Boston  Stock  Exchange.  Inc.,  4722 

Cincinnati  Stock  Exdiange.  Inc..  4723 

Midwest  Stock  Exchange,  kic  4724 

Pccific  Stock  Exchange.  Inc.,  4727 

Philadelphia  Stock  Exchange,  Inc..  4728 
Applications,  hearings,  determinations,  etc.: 

Dreyfcis  U.S.  Government  Income  Fond.  4729 

Jackson  Fund.  Inc..  4729 

Public  utility  holding  company  filings.  4728 

Small  Business  Admlnistratfon 

notk:es 

Agency  information  collection  activities  under  0MB 
review.  4732 

State  Department 

NOTICES 

Meetings: 
International  Telegraph  and  Telephone  Consultative 
Committee,  4732 

Textile  Agreements  hrtpfementatfon  Committee 

See  Committee  for  the  Implementation  of  Textile 
Agreements 

Transportation  Department 

See  Federal  Aviation  Administratioa 

See  Federal  Highway  Administration 

See  Federal  Transit  Administration 

See  Maritime  Administration 

See  National  Highway  T-rafnc  Safety  Administration 

See  Research  and  Special  Programs  Administration 

Treasury  Department 

See  Alcohol,  Tobacco  and  Firearms  Bureau 
See  Comptroller  of  the  Currency 
See  Customs  Service 


See  Fiscal  Service 
See  Internal  Revenue  Service 
NOTices 

Bonds,  Treasury: 
7  percent  bonds  of  1993-1998;  call  for  redemption.  4736 

U.&  Comastoaion  on  Improving  Effectivanes*  of  United 
Naliona 

NOTICES 
Meetings,  4738 


Separate  Parts  In  This  Issue 

Part  II 

Department  of  Labor.  4742 

Part  III 

Environmental  Protection  Agency.  4768 

Part  IV 

Environmental  Protection  Agency.  4802 

Part  V 

Environmental  Protection  Agency.  4816 

Part  VI 

Office  of  Management  and  Budgiat.  4840 

Part  VII 

National  Telecommunications  and  Information 
Administration.  4846 

Part  VIII 

Department  of  Education.  4864 

PartlX 

Department  of  Housing  and  Ufban  Development,  4870 

Part  X 

Federal  Trade  Commiaston.  4874 

Part  XI 

Department  of  Transportation.  Federal  Transit 
Administration,  4880 


Reader  Aids 

Additional  information,  inchiding  a  Kst  of  public 
laws,  telephone  numbers,  and  finding  aids,  appears 
in  the  Reader  Aids  section  at  the  end  of  this  issue. 


Electronic  Bulletin  Board 

Free  Electronic  Bulletin  Board  service  for  Public 
Law  Numbers  and  Federal  Register  finding  aids  is 
available  on  202-275-1538  or  275-0920. 


UMI 


^ 


Federal  Register  /  Vol  58,  No.  10  /  Friday.  January  15.  1993  /  Contents 


vn 


CFR  PARTS  AFFECTED  IN  THIS  ISSUE 

A  cumulative  Kst  of  1h«  parts  aflected  this  month  can  be  found  in  the 
Reader  Aids  section  at  the  erxl  of  this  issue. 


5  CFR 

890 

4569 

7  CFR 

2 

966. 

979 

984 .„ 

989 

2676 

MM    i 

:;!::! 
1   1   1   1   !   1 

12  CFR 

PropoMdRulM: 

5 

16.- 

4600 

4600 

14  CFR 

PropOMdRuiM: 
39 

4600 

15  CFR 

ProooMd  Rules: 
Ch.  IX 

.„ 4601 

16  CFR 

307 

4874 

PiofOMdRuiM: 
307. 

4875 

19  CFR 

PfOpoMd  RuIm: 

10 

123. ..... 

145. 

4615 

A..4615 

4615 

23  CFR 

Propoeed  Rutes: 
1215 ~. 

4622 

24  CFR 

&90*  •••■••«•••••••  ••••••• 

4870 

26  CFR 

PropoMdRulM: 
52 

4625 

29  CFR 

34 

2610 

2610 

2622 

2644.  ••..,.... ■•••.••..• 

...     4742 

4574 

.....4575 

4574 

4577 

31  CFR 

25a 

..4577 

40  CFR 

52 

4578 

82 

.....4768 

4816 

43  CFR 
PropoMdRulw: 
2 


..4635 


47  CFR 
Propo— d  Rules: 

65 

69 ;..... 

49  CFR 

571  (2  documents)  ..„ 4562, 

4586 
630 „ 4880 


.4637 
.4637 


383  (2  documents) 4638, 

4640 

380 4640 

gg^        ___ ..4640 

571 'C2liocum«ite")"7.3^^^^ 

4649 

SO  CFR 

642 4599 


VOL 


I  SS 


ThaCodeofI 
ttwSupwIniM 
n«w  books  ar 
REGISTER  It 


OFFICE  OF 
MAHAGEM1 

SCFRPart 


agency:  Ofl 
Managemen 

action:  Intfl 
comment  pt 


1993 


UMI 


«»  _  _»_& t    vr^l       pn      IkT 


^    •«»  I  cw4^««>    TaniiAnr  n;    1 QQ1  /  PiiIaa  fliirl  Rfiffulatioiis 


4569 


Rules  and  Regulations 


VoL  88.  Na  10 

Friday.  Juiuny  15.  IMS 


TW>  Wdon  Ol «»  FEDERAL  REGISTER 

oonMra  fvguMofy  docunwnli  iMwing  gwwni 
mHiW)  III  Wily  mi  WQH  •hksi.  iiknivi  wracn 
ar*  kcyad  to  and  oodMid  hi  tw  Coda  of 
Fadanri  napLilaMoin.  wMoh  k  putilihad  undw 
SO  tMaa  purauwit  to  44  UAC.  15ia 

Tha  Coda  of  FaM  RaguMtona  iraoU  by 
ttw  Suparintondanl  of  Docunwnla.  Pricaaof 
naw  boolca  wa  latod  hi  tta  Iraf  FEDERAL 
REGISTER  laaua  of  aacfi  waak. 


OFFICE  OF  PERSONNEL 
MANAGEMENT 

5CFRPwt890 
RlN3206-iAEM 

F«d«ral  Employ«M  HmWi  Baiwfits 
Program:  Umttalion  on  InpatiMil 
Hospital  CtMvgM  and  FEHB  Program 
Paymont* 

AGENCY:  Office  of  Personnel 

Management. 

ACTION:  Interim  rule:  extension  of 

comment  period. 

SUMMARY:  llie  Office  of  Personnel 
Management  (OPM)  issued  an  interim 
regulation  implementing  section  7002(f) 
of  the  Omnibus  Budget  Racondliation 
Act  of  1990  (5  U.S.C  8904(b))  in 
Federal  Ragistar  Vol.  57.  No.  60,  on 
Friday.  March  27. 1992.  After  the  prior 
comment  period  closed.  OPhA  met 
informally  with  various  interested 
parties  and  discussed  some  aspects  of 
the  interim  regulation.  Included  in  the 
discussion  was  the  c^on  of  requiring 
carriers  to  always  pay  the  diagnostic 
related  group  (DRG)  amount  The  DRG 
amount  is  the  amoimt  paid  by  Medicare 
for  inpatient  hospital  services  under  its 
prospective  payment  system  (PPS). 
OPM.  therefore,  finds  it  n>propriate  to 
open  the  comment  period  to  provide  the 
opportunity  for  adcutional  comments. 

DATES:  This  interim  regulation  was 
effective  January  1. 1992.  Comments 
must  be  received  on  or  before  February 
1,1993. 

AOORESSES:  Written  comments  may  be 
sent  to  Andrea  S.  Minniear.  Assistant 
Director  for  Retirement  and  Insurance 
Policy.  Retirement  and  Insurance 
Group.  Office  of  Personnel  Management. 
P.O.  Box  57.  Washington.  DC  20044.  or 
delivered  to  OI^.  room  4351. 1900  E 
Street.  NW.,  Washington.  DC 
FOR  RIRTMER  MFORMATION  CONTACT: 
Abby  L  Block.  (202)  606-0191. 


U.S.  Office  of  Panonnal  Msmymeiit. 

Douglas  A.  Break, 

ActingKnctor. 

(PR  Doa  93-957  Fllad  1-14-93;  S;45  am) 


DEPARTMENT  OF  AGRICULTURE 

Offica  of  tha  Sacrataiy 

TCFRParta 

Dalagatlona  of  Authority  by  ttia 
Sacnitary  of  Agricultura  and  Ganaral 
Officara  of  tha  DapartmanI 

AGENCY:  Office  of  the  Secr^ary.  USDA. 
ACTWN:  Final  rule. 

StMMARY:  This  document  amends  the 
delegations  of  authority  from  the 
Secretary  of  Agriculture  to  the  Assistant 
Secretary  for  Economics  and  to  the 
Administrations  of  the  Economic 
Research  Service  and  the  National 
Agricultiiral  Statistics  Service  to  allow 
them  to  enter  into  cooperative 
arrangements  with  Departments  of 
Ministries  of  Agriculture  in  other 
nations  to  conduct  research,  extension, 
and  education  activities,  and  to  enter 
into  agreements  with  land-grant  colleges 
and  imiversities  and  other  organizations 
with  comparable  goals. 
EFFECTIVE  DATE:  January  15. 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Keith  W.  Anderson.  Chief.  Management 
Analysis  Branch.  Administrative 
Services  Division.  Economics 
Management  Staff.  United  States 
Department  of  Agriculture  (USDA).  14th 
and  Independence  Avenue.  SW.. 
Washington.  DC  20250-3500:  telephone 
720-7590. 
SUFFLEMBITARV  MFORMATKM:  Section 

1613  of  the  Food,  Agriculture. 
Conservation,  and  Trade  Act  of  1990 
amends  7  U.S.C  3291  by  expanding  the 
authority  of  the  Secretary  of  Agriculture 
(subject  to  such  coordination  with  other 
Federal  officials.  Departments,  and 
agencies  as  the  President  may  direct)  to 
expand  the  operational  coordination  of 
the  Department  of  Agriculture  with 
institutions  and  persons  throughout  the 
world  that  perform  agricultural  and 
related  research  and  extension 
activities. 

The  Secretary's  authorities  set  forth  in 
7  U.S.C  3291  (aMD  and  (a)(6)  are 
delegated  to  the  AMistant  Secretary  for 
Economics  which,  in  turn,  are  delected 


to  tha  Administntofs  of  the  Economic 
Roseorcfa  Service  and  the  National 
Agricultural  Statistics  Service. 

The  delegatians  to  the  Assistant 
Secretary  for  Econaaiics  and  the 
Adminstrators  of  the  Economic 
Research  Service  and  the  National 
Agricuhitfal  Statistics  Service  have  been 
amended  to  allow  them  to  enter  into 
cooperative  arrangements  with 
Departments  of  Ministries  of  Agriculture 
in  other  nations  to  conduct  researdi. 
extension,  and  education  activities  and 
to  enter  into  agreements  with  land-grant 
colleges  and  univenities  and  other 
organizations  writh  comparable  goals. 

This  rule  relates  to  internal  agency 
management.  Therefore,  pursuant  to  5 
U.S.C  553,  notice  of  proposed 
rulemaking  and  opportunity  foT^ 
comment  are  not  required,  and  this  rule 
"may  be  made  effective  less  than  30  days 
after  {niblication  in  the  Federal 
Register.  Further,  since  this  nde  relates 
to  internal  agency  management,  it  is 
exempt  from  the  provisions  of  Executive 
Order  12291.  Finally,  this  action  is  not 
a  rule  as  defined  by  the  Regiilatory 
Flexibility  Act,  Public  Law  96-354.  and. 
thus,  is  exempt  from  the  provisions  of 
that  Act 

List  of  Subjects  in  7  CFS  Fart  2 

Authority  delegatians  (Government 
agencies). 

Accordingly,  part  2,  title  7,  Code  of    ' 
Federal  Regulations,  is  amended  as 
follows: 

PART  2— DELEGATIONS  OF 
AUTHORITY  BY  THE  SECRETARY  OF 
AGRICULTURE  AND  GENERAL 
OFFICERS  OF  THE  DEPARTMENT 

1.  The  authority  citation  for  part  2 
continues  to  read  as  follows: 

Antfaority:  5  U.Sil  301  and  Reorganization 
Plan  Na  2  of  1953. 

SubfMTt  C— Dalagatlona  Of  Authority  to 
tha  Daputy  Sacratary.  tha  Undar 
Sacralary  for  InlamMional  Affafars  and 
Commodity  Programs,  tha  Undar 
Sacratary  for  Small  Community  and 
Rural  Davalopmant,  and  AsalatanI 
Sacratarlaa 

2.  Section  2.27(aKll)  is  revised  to 
read  as  follows: 
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{2.27   0*<«gatiofM  of  aulhority  to  ttt* 
Asstelant  Secretary  for  Economico. 

(a)  Relnted  to  economic  research  and 
statisticc!  le porting.  •  •  • 

(11)  Cooperate  and  work  with 
national  and  international  institutions 
and  other  persons  throughout  the  world 
in  the  performance  of  agricuhural 
research  and  extension  activities  to 
promote  and  support  the  development 
of  a  viable  and  sustainable  global  and 
agricultural  system.  Such  work  may  be 
carried  out  by: 

(i)  Exchanging  research  materials  and 
results  with  the  institutions  or  persons: 

(ii)  Engaging  in  joint  or  coordinated 
research, 

(iii)  Entering  into  cooperative 
arrangements  with  Departments  and 
Ministries  of  Agriculture  in  other 
nations  to  conduct  research,  extension; 
and  education  activities  (limited  to 
arrangements  either  involving  no 
exchange  of  funds  or  involving 
disbursements  by  the  agency  to  the 
institutions  of  other  nations),  and  then 
reporting  these  arrangements  to  the 
Secretary  of  Agriculture; 

(iv)  Stationing  representatives  at  such 
institutions  or  organizations  in  foreign 
countries;  or 

(v)  Entering  into  agreements  with 
land-grant  colleges  and  universities, 
other  organizations,  institutions,  or 
individuals  with  comparable  goals,  and 
with  the  concurrence  of  the  Office  of 
International  Cooperation  and 
Development,  USDA,  international 
organizations  (limited  to  agreements 
either  involving  no  exchange  of  funds  or 
involving  disbursements  by  the  agency 
to  the  cooperator),  and  then  reporting 
these  agreement  to  the  Secretary  of 
Agriculture  (7  U.S.C.  3291(a)). 


Subpart  K— Delegations  of  Authority 
by  the  Assistant  Secretary  for 

ECOTKMniCS 

3.  Section  2.84(a)(6)  is  revised  to  read 
as  follows: 


irch 


f  2.84    Administrator,  Economic  R 
Service, 
(a)  Delegations.  •  •  • 


(6)  Cooperate  and  work  with  national 
and  international  institutions  and  other 
persons  throughout  the  world  in  the 
performance  of  agricultural  research  and 
extension  activities  to  promote  and 
support  the  development  of  a  viable  and 
sustainable  global  agricultural  system. 
Such  work  nay  be  carried  out  by: 

(i)  Exch^   ?ing  research  materials  and 
results  w        ^e  institutions  or  persons; 

(ii)  Eny^d ,     ^  in  joint  or  coordinated 
research: 


(iii)  Entering  into  cooperative 
arrangements  with  Departments  and 
Ministries  of  Agriculture  in  other 
nations  to  conduct  research,  extension; 
and  education  activities  (limited  to 
arrangements  either  involving  no 
exchange  of  funds  or  involving 
disbursements  by  the  agency  to  the 
institutions  of  other  nations),  and  then 
reporting  these  arrangements  to  the 
Secretary  for  Economics; 

(iv)  Stationing  representatives  at  such 
institutions  or  organizations  in  foreign 
countries;  or 

(v)  Entering  into  agreements  with 
land-grant  colleges  and  universities, 
other  organizations,  institutions,  or 
individuals  with  comparable  goals,  and 
with  the  concurrence  of  the  Office  of 
International  Cooperation  and 
Development,  USDA,  international 
organizations  (limited  to  agreements 
either  involving  no  exchange  of  funds  or 
involving  disbursements  by  the  agency 
to  the  cooperator),  and  then  reporting 
these  agreements  to  the  Assistant 
Secretary  for  Economics  (7  U.S.C. 
32gi(a)). 

4.  Section  2.85(a)(7)  is  revised  to  read 
as  follows: 

%2M    Administrator,  National  Agriculture 
Statistic*  Service, 
(a)  Delegations.  •  •  • 

•        ••**. 

(7)  Cooperate  and  work  with  national 
and  international  institutions  and  other 
persons  throughout  the  world  in  the 
performance  of  agricultural  research  and 
extension  activities  to  promote  and 
support  the  development  of  a  viable  and 
sustainable  global  agricultural  system. 
Such  work  may  be  carried  out  by: 

(i)  Exchanging  research  materials  and 
results  with  the  institutions  or  persons; 

(ii)  Engaging  in  joint  or  coordinated 
research; 

(iii)  Entering  into  cooperative 
arrangements  with  Departments  and 
Ministries  of  Agriculture  in  other 
nations  to  conduct  research,  extension, 
and  education  activities  (limited  to 
arrangements  either  involving  no 
exchange  of  funds  or  involving 
disbursements  by  the  agency  to  the 
institutions  of  other  nations),  and  then 
reporting  these  arrangements  to  the 
Assistant  Secretary  for  Economics; 

(iv)  Stationing  representatives  at  such 
institutions  or  organizations  in  foreign 
countries;  or 

(v)  entering  into  agreements  with 
land-grant  colleges  and  universities, 
other  organizations,  institutions,  or 
individuals  with  comparable  goals,  and, 
with  the  concurrence  of  the  Office  of 
International  Cooperation  and 
Development,  USDA,  international 


organizations  (limited  to  agreements 
either  involving  no  exchange  of  funds  or 
involving  disbiusements  by  the  agency 
to  the  cooperator),  and  then  reporting 
these  agreements  to  the  Assistant 
Secretary  for  Economics  (7  U.S.C. 
3291(a)). 

For  Subpart  C: 

Dated:  January  8, 1993. 
Edward  R.  Madigan, 
Secretary  ofAgricultun. 

For  Subpart  K: 

Dated:  January  8, 1993. 
Daniel  A.  Sumner. 
Assistant  Secretary  for  Economics. 
(FR  Doc.  93-1006  Filed  1-14-93;  4:17  pml 
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Agricultural  Marketing  Service 

7  CFR  Parts  966. 984.  and  989 

[Docket  No.  FV92-966-2FIR] 

Expenses  and  Assessment  Rates  for 
Specified  Marketing  Orders 

AGENCY:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Final  rule. 

SUMMARY:  The  Department  is  adopting 
as  a  final  rule  the  provisions  of  tluee 
interim  final  rules  (without  change) 
authorizing  expenditures  and 
establishing  assessment  rates  under 
Marketing  Orders  966.  984,  and  989  for 
the  1992-93  fiscal  period.  Authorization 
of  these  budgets  enables  the  Florida 
Tomato  Committee,  the  Walnut 
Marketing  Board,  and  the  Raisin 
Administrative  Committee  (Committees 
and  Board)  to  incur  expenses  that  are 
reasonable  and  necessary  to  administer 
the  programs.  Funds  to  administer  these 
programs  are  derived  from  assessments 
on  handlers. 

DATES:  August  1, 1992,  through  July  31. 
1993. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  R.  Toth  (M.O.  966).  Southeast 
Marketing  Field  Office,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  P.O. 
Box  2276,  Winter  Haven.  FL  33883- 
2276,  813-299-4770;  Richard  P.  Van 
Diest  (M.O.'s  984  and  989),  California 
Marketing  Field  Office,  Fruit  and 
Vegetable  Division.  AMS,  USDA,  suite 
102B,  2202  Monterey  Street,  Fresno,  CA 
93721,  telephone  209-487-5901;  or 
Martha  Sue  Clark,  Marketing  Order 
Administration  Branch,  Fruit  and 
Vegetable  Division.  AMS.  USDA.  P.O. 
Box  96456.  room  2S23-S.  Washington, 
DC  20090-6456.  telephone  202-720- 
9918. 
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aisin 

(Committees 
es  that  are 
)  administer 
linister  these 
assessments 


kllONrlUsnila 
is  effJBctiv  under  Maifcttng  Agwemant 
No.  125  and  Order  Na  966  (7  CFR  part 
966).  both  as  amended.  regidatiM  tne 
handUng  of  tomatoes  grown  in  Fuvida; 
Marketing  Agreement  and  Order  Na 
984  (7  CFR  part  984).  both  as  amended, 
regulating  the  handling  of  wafaiuts 
grown  in  Califioniia:  and  Mariceting 
Agreement  and  Order  Na  989  (7  CFR 

§art  989),  both  as  amended,  regulating 
le  handling  of  raisins  produced  from 
grapes  grown  in  California.  The 
marketliig  agreements  and  orders  are 
effective  under  the  Agricultural 
Marketing  Agreement  Act  of  1937,  as 
amended  (7  U.S.C  601-474).  hereinafter 
referred  to  as  the  Act. 

This  rule  has  been  reviewed  by  the 
Department  of  Agriculture  Pepartment) 
in  accordance  with  Departmental 
Regulation  1512-1  and  the  criteria 
contained  in  Executive  Order  12291  and 
has  been  determined  to  be  a  "non- 
major"  rule. 

This  rule  has  been  reviewed  under 
Executive  Order  12778,  Qvil  Justice 
Reform.  Under  the  marketing  order 
provisions  now  in  efiect.  handlers  of 
Florida  tomatoes.  California  walnuts, 
and  California  raisins  are  subject  to 
assessments.  It  is  intended  that  the 
assessment  rates  as  issued  herein  will  be 
applicable  to  all  assessable  Florida 
tomatoes.  California  walnuts,  and 
California  raisins  handled  during  the 
1992-93  fiscal  period  which  began 
August  1. 1992,  through  juiy  31. 1993. 
This  final  rule  will  not  preempt  any 
State  or  local  lavrs.  regulations,  or 
policies,  unless  they  present  an 

Endlable  conflict  writh  this  rule. 
I  Act  provides  that  administrative 
adings  must  be  exhausted  before 
parties  may  file  suit  in  court.  Under 
section  608c(lS)(A)  of  the  Act.  any 
handler  subject  to  an  order  may  file 
with  the  Secretary  a  petition  stating  that 
the  order,  any  provision  of  the  order,  or 
any  obligation  imposed  in  connection 
with  the  order  is  not  in  accordance  with 
law  and  requesting  a  modification  of  the 
order  or  to  be  exempted  therefrom.  Such 
handler  is  afforded  the  opportunity  for 
a  hearing  on  the  petition.  After  the 
hearing  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  his  principal  place  of 
business,  has  jurisdiction  in  equity  to 
review  the  Secretary's  riding  on  the 
petition,  provided  a  bill  in  emiity  is 
filed  not  later  than  20  days  after  date  of 
the  entry  of  the  ruling. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA). 
1  he  Administrator  of  the  Apicuhiiral 


Marketing  Service  (AMS)  has 
considerBd  the  eooDomic  impact  of  this 
rule  CD  small  entitiea. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  std^ect  to  such  actions  in  order 
that  small  businesses  will  not  be  unduly 
or  disproportionately  burdened. 
Marketing  orders  ismed  pursuant  to  the 
Act.  and  the  rules  issued  thereunder,  are 
imique  in  that  they  are  brou^t  about 
thnni^  group  action  of  essentially 
small  entities  acting  on  their  own 
behalf.  Thus,  both  statutes  have  small 
entity  orientation  and  compatibility. 

There  are  approximately  250 
prodiicers  of  FiOTida  tomatoes  under 
Mariceting  Order  No.  966.  and 
approximately  50  handlers.  There  are 
approximately  5.000  producers  of 
Califbmia  walnuts  under  Mariceting 
Order  No.  984.  and  approximately  65 
handlers.  Also,  there  are  approximately 
5.000  producers  of  California  raisins 
under  Marketing  Order  No.  989,  and 
approximately  25  handlers.  Small 
agricultiual  producers  have  been 
defined  by  the  Small  Business 
Administration  (13  CFR  121.601)  as 
those  having  annual  receipts  of  less  than 
$500,000,  and  small  agricultural  service 
firms  are  defined  as  those  whose  annual 
receipts  are  less  than  $3,500,000.  The 
majority  of  the  producers  and  handlers 
may  be  classified  as  small  entities. 

The  budgets  of  expenses  fw  the  1992- 
93  fiscal  poiod  were  prepared  by  the 
Florida  Tomato  Committee,  the  Walnut 
Marketing  Board,  and  the  Raisin 
Administrative  Committee,  the  agencies 
responsible  for  local  administration  of 
the  orders,  and  submitted  to  the 
Department  for  approval  The  membws 
of  these  Committees  and  Board  ara 
producers  of  Florida  tomatoes,  and 
producers  and  handlers  of  California 
walnuts  and  California  raisins.  They  are 
familiar  with  the  Committees'  and 
Board's  needs  and  with  the  costs  for 
goods  and  services  in  their  local  areas 
and  are  thus  in  a  position  to  formulate 
appropriate  budgets.  The  budgets  were 
formulated  and  discussed  in  public 
meetings.  Thus,  all  directly  afiiected 
persons  have  had  an  opportunity  to 
participate  and  provide  input 

The  assessment  rates  recommended 
by  the  Committees  and  Board  were 
derived  by  dividing  anticipated 
expenses  by  expected  shipments  of 
Florida  tomatoes,  expected 
merchantable  certifications  of  California 
walnuts,  and  expected  aoquisiticms  of 
California  raisins.  Because  these  rates 
wiU  be  applied  to  actual  ^ipments, 
they  must  be  established  at  rates  that 
will  provide  sufficient  income  to  pay 
the  Committees'  and  Board's  expenses. 


The  Florida  Tomato  Committee  met 
S^Hember  10, 1992.  and  unanimously 
reoHimBended  a  1993-93  budget  of 
$2380,000.  wdiidi  is  $391,000  more 
than  the  previous  year.  Increases 
include:  $5,700  for  office  salaries, 
$6,000  for  employees*  health  insurance. 
$13,750  for  employees'  retirement 
program.  $387,000  for  education  and 
promotion  expense,  and  the  addition  of 
a  $1,000  equipment  maintokance 
category,  llieae  inoeases  will  be 
partidW  oflMt  by  a  $4,000  decrease  in 
reseaioi  expeuses. 

The  Committee  also  unanimously 
recommended  an  assessment  rate  of 
$0.04  per  25-pound  container,  the  same 
as  last  year,  "nus  rate,  when  applied  to 
anticipated  shipments  of  55,000,000  25- 
pouna  oontainws.  will  yield  $2,200,000 
in  assessment  income.  This,  akmg  with 
$40,000  in  interest  and  other  income 
and  $446,000  from  the  Committee's 
authorized  reserve,  will  be  adequate  to 
cover  budgeted  expenses.  Funds  in  the 
Committee's  autluvixed  reserve  at  the 
beginning  of  the  1992-93  fiscal  period. 
$1,497,754.  were  within  the  maximum 
permitted  by  the  order  of  one  fiscal 
period's  expenses. 

The  Walnut  Marketins  Board  met 
September  11. 1992,  and  unanimously 
recommended  a  1992-93  budget  of 
$1372.096.  which  is  $67,980  more  than 
the  previous  year.  Increases  include: 
$7,256  for  administrative  salaries,  $807 
for  general  insurance.  $850  for  audit. 
$3,130  for  group  life,  retirement,  and 
medical  plan.  $2,500  for  office  supplies, 
$3,000  for  equipment  maintenance  and 
warranty-leases.  $32,000  for  domestic 
market  research  and  development, 
$44,829  for  production  research,  and 
$5,196  for  production  research  director. 
These  increases  will  be  partially  offset 
by  decreases  of  $557  for  social  security 
taxes,  $4300  for  office  salaries,  $14,231 
for  office  rent,  $7,000  for  furniture  and 
fixture  purchases,  and  $5,000  for  export 
maricet  research  and  development. 

The  Board  also  imanimousiy 
recommended  an  assessment  rate  of 
$0.01  per  kemelweight  pound,  $0.0015 
more  tnan  the  previous  year.  Ilus  rate, 
when  applied  to  anticipated  shipments 
of  187,209,600  kemelweight  pounds  of 
merchantable  walnuts,  wrill  yield 
$1,872,096  in  assessment  income, 
which  will  be  adequate  to  cover 
budgeted  expenses.  Unexpended  funds 
may  be  used  temporarily  diuing  the  first 
five  months  of  the  subsequent  mariLeting 
year,  but  must  be  made  available  to  the 
handlera  frnm  whom  orilected  %vithln 
that  period. 

The  Raisin  Administrative  Committee 
met  September  25, 1992,  and 
tmanimously  recommended  a  1992-93 
budget  of  $591,000.  which  is  $3,700  less 
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than  the  previous  year.  Increases 
include:  $8,800  fat  executive  salaries. 
$1,500  for  compliance  examiners 
salaries.  $1,000  far  health  insurance, 
$25,000  for  Committee  travel,  $1,000  for 
payroll  taxes,  and  $700  for  grape  survey 
expense.  These  increases  will  be  ofbet 
by  decreases  of  $5,000  for  office 
supplies.  $2,000  for  miscellaneous 
expenses.  $31,915  in  reserve  for 
contingencies,  and  an  increase  of  $4,275 
in  the  amount  of  income  paid  to  the 
Committee  by  the  California  Raisin 
Advisory  Board  (Board).  The  Board  is 
the.administrative  agency  for  the  State 
marketing  order  under  which  the 
Cahfomia  raisin  industry  conducts  its 
marketing  promotion  and  paid 
advertising.  Some  of  the  Committee's 
employees  also  perform  services  for  the 
Board.  Pursuant  to  an  agreement 
between  the  Conunittee  and  Board,  the 
Board  reimburses  the  Committee  for  the 
services  Committee  employees  perform 
for  the  Board. 

The  Committee  also  unanimoxisly 
recommended  an  assessment  rate  of 
$2.00  per  ton,  which  is  $0.10  more  than 
last  year.  This  rate,  when  applied  to 
anticipated  acquisitions  of  295,500  tons, 
will  yield  $591,000  in  assessment 
income,  which  will  be  adequate  to  cover 
budgeted  expenses.  Any  unexpended 
funds  from  the  crop  year  shall  be 
credited  or  refunded  to  the  handler  bom 
whom  collected. 

While  this  action  will  impose  sope 
additional  costs  cm  handlers,  the  costs 
are  in  the  form  of  uniform  assessments 
on  all  handlers.  Some  of  the  additional 
costs  may  be  passed  on  to  producers. 
However,  these  cosU  will  be  offset  by 
the  benefits  derived  from  the  operation 
of  the  marketing  orders.  Therefore,  the 
Administrator  of  the  AMS  has 
determined  that  this  action  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
Interim  final  rules  were  published  in 
the  Federal  Registn-  on  October  26. 
1992.  for  7  CFR  part  966  (57  FR  48441), 
7  CFR  part  984  (57  FR  48443),  and  7 
CFR  part  989  (57  FR  48448).  Those 
interim  final  rules  added  §966.230. 
§984.343,  and  §989.343.  authorized 
expenses,  and  established  assessment 
rates  for  the  Committees  and  Board. 
Those  rules  provided  that  interested 
persons  could  file  comments  through 
November  25. 1992.  No  comments  were 
received. 

It  is  found  that  the  specified  expenses 
for  the  marketing  orders  covered  in  this 
rulemaking  are  reasonable  and  likely  to 
be  incurred  and  that  such  expenses  and 
the  specified  assessment  rates  to  cover 
;uch  expenses  will  tend  to  effectuate  the 
.leclaied  policy  of  the  Act. 


It  is  further  found  that  good  cause 
exists  for  not  postponing  the  effective 
date  of  this  action  until  30  days  after 
publication  in  the  Federal  Ragiater  (5 
U.S.C  553)  because  the  Committees  and 
Board  need  to  have  sufficient  funds  to 
pay  their  expenses  which  are  incurred 
on  a  continuous  basis.  The  1992-93 
fiscal  periods  for  the  programs  began  on 
August  1, 1992.  and  the  marketing 
orders  require  that  the  rates  of 
assessment  for  the  fiscal  periods  apply 
to  all  assessable  tomatoes,  walnuts,  and 
raisins  handled  during  the  fiscal 
periods.  In  addition,  handlers  are  aware 
of  these  actions  which  were 
recommended  by  the  Committees  and 
Board  at  public  meetings  and  published 
in  the  Federal  Register  as  interim  final 
rules.  No  comments  were  received 
concerning  the  three  interim  final  rules 
that  are  adopted  in  this  action  as  a  final 
rule  without  change. 

List  of  Subjects 

7  CFH  Part  966 

Marketing  agreements,  Reporting  and 
recordkeeping  requirements,  Tomatoes. 

7  CFR  Part  984 

Marketing  agreements.  Nuts. 
Reporting  and  recordkeeping 
requiremoits,  Walnuts. 

7  CFH  Port  9M 

(kapes,  Mariceting  agreements. 
Raisins.  Reporting  and  recordkeeping 
requiremrats. 

For  the  reasons  set  forth  in  the 
preamble,  7  CFR  parts  966,  984.  and  989 
are  hereby  amended  as  follows:  

1.  The  authority  citation  for  7  CFR 
parts  966.  984,  and  989  continues  to 
read  as  follows: 

Authority:  Sees.  1-19, 48  Stat  31,  as 
amended;  7  U.S.C  601-674. 

PART  966— TOMATOES  GROWN  IN 
FLORIDA 

Note:  This  section  will  not  appear  in  the 
Code  of  Federal  Regulations. 

For  the  reasons  set  forth  in  the 
preamble,  the  interim  final  rule  adding 
§  966.230  which  was  published  at  57  FR 
48441  on  October  26, 1992,  is  adopted 
as  a  final  rule  without  change. 

PART  984— WALNUTS  GROWN  IN 
CAUFORNIA 

Note:  This  section  will  not  appear  in  the 
Coda  of  Federal  Regulations. 

For  the  reasons  set  forth  in  the 
preamble,  the  interim  final  rule  adding 
§  984.343  which  was  published  at  57  FR 
48443  on  October  26, 1992.  is  adopted 
as  a  final  rule  without  change. 


PART  ge9-RAISINS  PRODUCED 
FROM  GRAPES  GROWN  IN 
CALIFORNIA 

Note:  This  section  will  not  appear  In  the 
Code  of  Federal  Regulations. 

For  the  reasons  set  forth  in  the 
preamble,  the  interim  final  rule  adding 
§  989.343  whidi  was  published  at  57  FR 
48448  on  October  26. 1992.  is  adopted 
as  a  final  rule  without  change. 

Dated:  January  11, 1993. 
Kobait  C  KMoay, 

Deputy  DinctoT,  Fruit  and  Vegetable  Division. 
[FR  Doc  93-1009  Filed  l-14-fl3;  8:45  am] 
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7CFRPwt979 

[Doeiwt  No.  FVM-87»-1IFni 

South  TaxM  Malons;  IncraMod 
ExpwMM  and  Eatabliahniant  of 
AatMamanl  Rata    ' 

agency:  Agricultural  Marketing  Service, 

USDA. 

ACTION:  Amended  interim  final  rule 

with  request  for  comments. 

SUMMARY:  This  interim  final  rule 
amends  a  previous  interim  final  rule 
which  authorized  administrative 
expenses  for  the  South  Texas  Melon 
Committee  (Committee)  under  M.O.  No. 
979.  This  interim  final  rule  increases  the 
level  of  authorized  expenses  and 
establishes  an  assessment  rate  to 
generate  funds  to  pay  those  expenses. 
Authorization  of  this  increased  budget 
enables  the  Committee  to  incur 
expenses  that  are  reasonable  and 
necessary  to  administer  the  program. 
Funds  to  administer  this  program  are 
derived  from  assessments  on  handlers. 
DATES:  Effective  October  1. 1992, 
through  September  30, 1993.  Comments 
received  by  February  16, 1993  will  be 
considered  prior  to  issuance  of  a  final 
rule. 

AOORESSES:  Interested  persons  are 
invited  to  submit  written  coniments 
concerning  this  action.  Comments  must 
be  sent  in  triplicate  to  the  Docket  Clerk, 
Fruit  and  Vegetable  Division.  AMS. 
USDA.  P.O.  Box  96456.  room  2523-S, 
Washington.  DC  20090-6456. 
Comments  should  reference  the  docket 
number  and  the  date  and  page  number 
of  this  issue  of  the  Federal  Register  and 
will  be  available  for  public  inspection  in 
the  Office  of  the  Docket  Clerk  during 
regular  business  hours. 
FOR  FURTHER  MFORMATXM  CONTACT: 
Belinda  G.  Garza.  McAllen  Marketing 
Field  Office.  Fruit  and  Vegetable 
Division.  AMS.  USDA.  1313  East 
Hackberry.  McAllen.  TX  78501. 
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telephone  512-682-2833.  or  Martha  Sue 
Clark,  Marketing  Order  Administration 
Branch.  Fruit  and  Vegetable  Division, 
AMS,  USDA,  P.O.  Box  96458,  room 
2523-S.  Washington.  DC  20090-6456. 
telephone  202-720-9918. 
SUPPLEMENTARY  ttiFOraiATKNi:  This  rule 
is  issued  under  Mariceting  Agreement 
No.  156  and  Order  No.  979  (7  CFR  part 
979).  regulating  the  handling  of  melons 
grown  in  South  Texas.  The  marketing 
agreement  and  order  are  effective  under 
the  Agricultiual  Marketing  Agreement 
Act  of  1937,  as  amended  (7  U.S.C  601- 
674),  hereinafter  referred  to  as  the  Act. 

lie  Department  of  Agriculture  is 
committed  to  carrying  out  its  statutcny 
and  regulatory  mandates  in  a  manner 
that  best  serves  the  public  interest. 
Therefore,  where  legal  discretion 
permits,  the  Department  actively  seeks 
to  promulgate  regulations  that  promote 
economic  growth,  create  jobs,  are 
minimally  burdensome,  and  are  easy  for 
the  public  to  xmderstand,  use,  or  comply 
with.  In  short,  the  Department  is 
committed  to  issuing  regulations  that 
maximize  net  benefits  to  society  and 
minimize  costs  imposed  by  those 
regulations.  This  principle  is  articulated 
in  President  Bush's  January  28, 1992. 
memorandum  to  agency  heads,  and  in 
Executive  Orders  12291  and  12498.  The 
Department  applies  this  principle  to  the 
fullest  extent  possible,  consistent  with 
law. 

The  Department  has  developed  and 
reviewed  this  regulatory  action  in 
accordance  with  these  principles. 
Nonetheless,  the  Department  believes 
that  public  input  from  all  interested 
persons  can  be  invaluable  in  ensuring 
that  the  final  regulatory  product  is 
minimally  burdensome  and  maximally 
efficient.  Therefore,  the  Department 
specifically  seeks  comments  and 
suggestions  from  the  public  regarding 
any  less  burdensome  or  more  efficient 
alternative  that  would  accomplish  the 
purposes  described  in  this  action. 
Comments  suggesting  less  burdensome 
or  more  efficient  alternatives  should  be 
addressed  to  the  agency  as  provided  in 
this  rule. 

This  rule  has  been  reviewed  by  the 
Department  of  Agriculture  (Department) 
in  accordance  with  Departmental 
Regulation  1512-1  and  the  criteria 
contained  in  Executive  Order  12291  and 
has  been  determined  to  be  a  "non- 
major"  rule. 

This  interim  final  rule  has  been 
reviewed  under  Executive  Order  12778. 
Gvil  Justice  Reform.  Under  the 
maiketing  order  provisions  now  in 
effect,  handlers  of  South  Texas  melons 
are  subject  to  assessments.  It  is  intended 
that  the  assessment  rate  as  issued  herein 


will  be  applicable  to  all  assessable 
melons  handled  diuing  the  1992-93 
fiscal  period,  which  covers  the  period 
October  1, 1992,  through  September  30. 
1993.  This  interim  final  rule  will  not 
preempt,any  State  or  local  laws, 
regulations,  or  poUdes,  unless  they 
present  an  irreconcilable  OMiflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  suit  in  coiut.  Under 
section  608c(15)(A)  of  the  Act,  any 
handler  subject  to  an  order  may  file 
with  the  Secretary  a  petition  stating  that 
the  order,  any  provision  of  the  order,  or 
any  obligation  imposed  in  connection 
with  the  order  is  not  in  accordance  with 
law  and  requesting  a  modification  of  the 
order  or  to  be  exempted  therefrtim.  Such 
handler  is  afforded  the  opportunity  for 
a  hearing  on  the  petition.  After  the 
hearing  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  his  principal  place  of 
business,  has  jurisdiction  in  equity  to 
review  the  Secretary's  ruling  on  the 
petition,  provided  a  bill  in  equity  is 
filed  not  later  than  20  days  after  date  of 
the  entry  of  the  ruling. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA), 
the  Administrator  of  the  Agricultural 
Marketing  Service  (AMS)  has 
considered  the  economic  impact  of  this 
rule  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  imduly 
or  disproportionately  biutlened. 
Marketing  orders  issued  pursuant  to  the 
Act,  and  the  rules  issued  thereunder,  are 
unique  in  that  they  are  brought  about 
through  group  action  of  essentially 
small  entities  acting  on  their  own 
behalf.  Thus,  both  statutes  have  small 
entity  orientation  and  compatibility. 

There  are  approximately  26  producers 
of  South  Texas  melons  \mder  this 
marketing  order,  and  approximately  30 
handlers.  Small  agricultural  producers 
have  been  defined  by  the  Small 
Business  Administration  (13  CFR 
121.601)  as  those  having  annual  receipts 
of  less  than  $500,000,  and  small 
agricultural  service  firms  are  defined  as 
those  whose  annual  receipts  are  less 
than  $3,500,000.  The  majority  of  South 
Texas  melon  producers  and  handlers 
m^  be  classified  as  small  entities. 

The  budget  of  expenses  for  the  1992- 
93  fiscal  period  was  prepared  by  the 
South  Texas  Melon  Committee,  the 
agency  responsible  for  local 
administration  of  the  marketing  order, 
and  submitted  to  the  Department  of 


Agriculture  for  approval.  The  members 
ofthe  Committee  are  producers  and 
handlers  of  South  Texas  melons.  They 
are  familiar  with  the  Committee's  needs 
and  with  the  costs  of  goods  and  services 
in  their  local  area  and  are  thus  in  a 
position  to  formulate  an  appropriate 
Dudget.  The  budget  was  formulated  and 
discussed  in  a  public  meeting.  Thus,  all 
directly  affected  persons  have  had  an 
opportunity  to  participate  and  provide 
input. 

The  assessment  rate  recommended  by 
the  Committee  was  derived  by  dividing 
anticipated  expenses  by  expected 
shipments  of  South  Texas  melons. 
Because  that  rate  will  be  appUed  to 
actual  shipments,  it  must  be  established 
at  a  rate  that  will  provide  sufficient 
income  to  pay  the  Committee's 
expenses. 

Committee  administrative  expenses  of 
$100,000  for  personnel,  office,  and 
travel  expenses  were  recommended  in  a 
mail  vote  completed  September  10, 
1992.  The  assessment  rate  and  funding 
for  the  research  and  promotion  projects 
were  to  be  recommended  at  a  later 
Committee  meeting.  The  Committee 
administrative  expenses  of  $100,000 
were  published  in  the  Federal  Register 
as  an  interim  final  rule  October  26, 1992 
(57  FR  48442).  That  interim  final  rule 
added  fi  979.215,  authorizing  expenses 
for  the  Committee,  and  provided  that 
interested  persons  could  file  comments 
through  November  25. 1992.  No 
comments  were  filed. 

The  Committee  subsequently  met  on 
November  9, 1992,  and  unanimously 
recommended  slight  changes  in  some  of 
the  administrative  expense  categories 
and  reconunended  funding  for  several 
research  and  promotion  projects  for  a 
total  1992-93  budget  of  $274,543.42. 
llie  new  budget  is  $10,766.09  less  than 
the  budget  for  the  previous  year. 
Increases  include:  $2,000  for  a  new 
computer  and  computer  program  and 
$16,649.00  for  production  systems 
research.  These  budget  increases  will  be 
offset  by  decreases  of  $1,000  for 
furniture  and  fixttires,  $1,500  for 
contingencies,  $19,387.09  in  the  market 
development  program,  and  the 
elimination  of  variety  evaluation  for 
which  $8,028  was  budgeted  last  season. 

The  Committee  also  unanimously 
recommended  an  assessment  rate  of 
$0.05  per  carton  of  melons,  the  same  as 
last  season.  This  rate,  when  applied  to 
anticipated  shipments  of  approximately 
5,765,132  cartons,  will  yield 
$288,256.60  in  assessment  income, 
which  vnll  be  adequate  to  cover 
budgeted  expenses.  Funds  in  the  reserve 
as  of  October  31. 1992,  $304,566,  were 
within  the  maximum  permitted  by  the 
order  of  two  fiscal  periods'  expenses. 
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Whilr  thi«  aotioB  will  impoM  tooM 
additional  oosls  oo  handkn.  tha  coats 
Are  in  tba  Conn  of  unifocm  aaaaamants 
oo  all  handiaca.  Soma  of  tba  additional 
ooata  may  ba  paaaed  oo  to  producart. 
Howaver.  thaaa  coata  will  ba  ofbat  by 
the  baoefits  darived  from  tba  opatation 
of  tba  marketing  order.  Tharefbre.  the 
Administrator  of  tba  AMS  baa 
dalanninad  tbat  tbis  action  will  not 
hava  a  significant  aoooomic  impact  oo 
a  substantial  number  of  small  entities. 

After  ooosidaratiao  of  all  relevant 
matter  preaantad.  including  tba 
infbnnatioa  and  recommendations 
submitted  Inr  tba  Qxnmittee  and  otbar 
availaUa  infarmatian,  it  is  bereby  found 
tbat  diia  rule,  as  barainaitar  set  foitb. 
will  tend  to  afisctuata  the  declared 
policy  of  tba  Act 

Pursuant  to  5  U.S.C  553,  it  is  also 
found  and  determined  upon  good  cause 
tbat  it  is  impracticable,  unnecessary. 
and  contrary  to  the  public  interest  to 
give  preliffl^iary  notice  prior  to  putting 
this  rule  into  effsct  and  that  good  cause 
exists  for  not  postponing  the  eRisctive 
date  of  this  acticm  until  30  days  after 
publication  in  the  Federal  Register 
becauae: 

(1)  The  Committee  needs  to  have 
sufficient  fimds  to  pay  its  expenses 
which  are  incurred  on  a  continuous 
basis: 

(2)  The  fiscal  period  began  on  October 
1. 1992.  and  the  marketing  order 
requires  that  the  rate  of  assessment  for 
the  fiscal  period  apply  to  all  assessable 
melons  bandied  during  the  fiscal 

period: 

(3)  Handlers  are  aware  of  this  action 
which  was  unanimously  recommended 
by  the  CcNnmittee  at  a  public  meeting 
and  is  similar  to  that  taken  for  the  1991- 
92  fiscal  pniod:  and 

(4)  This  interim  final  rule  provides  a 
so-day  commmt  period,  and  all 
comments  timely  received  will  be 
considered  prior  to  finalization  of  this 
action. 

List  of  Sob^ects  la  7  Cn  Pari  979 

Marketing  agreements.  Melons, 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  forth  in  the 
preamble,  7  CFR  part  979  is  amended  as 
follows: 

PART  979-mELOHS  GROWN  IN 
SOUTH  TEXAS 

1.  The  authority  citation  for  7  CFR 
part  979  oontinuea  to  read  as  follows: 

Autfaoriiy:  Sees.  1-19.  48  SUt  31,  aa 
amended:  7  U.S.C  601-«74. 

2.  Section  979.215  is  revised  to  read 
as  follows: 


Note  This  aactioa  will  not  appaar  In  die 
Cods  of  Federal  Ragulatloas. 


I979.21S 

Expenses  of  $274,343.42  by  tba  South 
Texas  Melon  Committee  are  authorizad 
and  an  assessment  rate  of  $0.05  per 
carton  is  established  for  the  fiscal  period 
ending  September  30. 1993. 
Unexpenwd  funds  may  ba  carried  over 
as  a  reserve. 

Dated:  lanoanr  11. 1W3. 
KebertCKaaaay. 

Deputy  Dinctar,  FruH  and  VsjetaMe  DMtiom. 
IPH  Doc  M-1014  Filed  1-14-93;  8:45  am) 


PENSION  BENEHT  GUARANTY 
CORPORATION 

29  CFR  Parts  2610  and  2622 

Lata  Pfswlum  Payiwwts  and  Employf 
UabiWy  Undarpaymsnts  and 
Ovarpaymants;  bHaiMl  Rata  for 
Dalarmlning  Varlabia  Rata  PrsmkMi; 
Amandmama  to  Intaraat  Rataa 

AGENCY:  Pension  Benefit  Guaranty 

Corporation. 

ACTION:  Final  rule. 


:  This  document  notifies  the 

Eiblic  of  the  interest  rate  applicable  to 
te  premium  payments  and  employer 
liability  underpayments  and 
overpayments  for  the  calendar  quarter 
beginning  January  1. 1993.  This  interest 
rate  is  established  quarterly  by  the 
Internal  Revenue  Service.  This 
document  also  sets  forth  the  interest 
rates  for  valuing  unfunded  vested 
benefits  for  premium  purposes  for  plan 
years  beginning  in  November  1992 
through  January  1993.  These  interest 
rates  are  established  pursuant  to  section 
4006  of  the  Employee  Retirement 
Income  Security  Act  of  1974,  as 
amended.  The  effect  of  these 
amendments  is  to  advise  plan  sponsors 
and  pension  practitioners  of  these  new 
interest  rates. 

EFFECTIVE  DATE:  January  1, 1993. 
FOR  FURTHER  atFORMATION  CONTACT: 
Harold  J.  Ashner,  Assistant  General 
Counsel,  Office  of  the  General  Counsel, 
Code  22500.  Pension  Benefit  Guaranty 
CorporaUon.  2020  K  Street  NW.. 
Washington.  DC  20006;  telephone  (202) 
778-6850  ((202)  778-8859  for  TTY  and 
TTD).  These  are  not  toll-free  numbere. 
SUPPLEMENTARY  StFORMATION:  As  part  of 
title  IV  of  the  Employee  Retirement 
Income  Security  Act  of  1974.  as 
amended  ("ERISA"),  the  Pension 
Benefit  Guaranty  Corporation  ("PBGC") 
collects  premiums  from  ongoing  plans 
to  support  the  single-employer  and 


muMamfrfoyer  Inaurance  pro^ama. 
Under  tiia  aJmale  amployar  program,  tba 
PBGC  alaoooflacts  amplovar  liabili^ 
from  tboaa  paramu  daacribad  in  ERISA 
section  4062(a).  Under  ERISA  aection 
4007  and  29  CFR  2610.7.  the  interest 
rata  to  ba  diaroad  on  unpaid  premiums 
is  tba  rate  aatabliahod  under  section 
6601  of  the  Intamal  Revenue  Code 
("Code").  Similarly,  under  29  CFR 
2622.7.  tba  interest  rate  to  be  credited  or 
charged  with  tmped  to  ovarpeymoits  or 
underpayments  of  amployar  liability  is 
tba  aection  6601  rata.  These  interest 
rates  are  published  by  the  PBGC  in 
appendix  A  to  the  premium  regulation 
and  appendix  A  to  the  employer 
liability  regulation. 

The  Intornal  Revenue  Service  has 
annoimced  that  for  the  qiiaiter 
beginning  January  1. 1993,  the  interest 
charged  on  the  underpayment  of  taxes 
will  be  at  a  rate  of  7  percent 
Accordingly,  the  PBGC  is  amending 
appendix  A  to  29  CFR  part  2610  and 
appendix  A  to  29  CFR  part  2622  to  set 
forth  this  rate  for  the  January  1, 1993. 
throufth  March  31. 1993.  quarter. 

Under  ERISA  section 
4006(a)(3)(E)(iii)(II).  in  determining  a 
single-employer  plan's  unfunded  vested 
benefits  for  premium  computation 
purposes,  puns  must  use  an  interest 
rate  equal  to  80%  of  the  annual  yield  on 
30-3rear  Treasxiry  securities  for  the 
month  preceding  the  beginning  of  the 
plan  year  for  which  premiums  are  being 
paid.  Under  §  2610.23(b)(1)  of  the 
premium  regulation,  this  value  is 
determined  by  reference  to  30-year 
Treasiuy  constant  maturities  as  reported 
in  Federal  Reserve  Statistical  Releases 
G.13  and  H.15.  The  PBGC  publishes 
these  rates  in  appendix  B  to  the 
reeulation. 

The  PBGC  publishes  these  monthly 
interest  rates  in  appendix  B  on  a 
quarterly  basis  to  coincide  with  the 
publication  of  the  late  payment  interest 
rate  set  forth  in  appendix  A.  (The  PBGC 
publishes  the  appendix  A  rates  every 
quarter,  regardless  of  whether  the  rate 
has  changed.)  Unlike  the  appendix  A 
rate,  which  is  determined  prospectively, 
the  appendix  B  rate  is  not  known  until 
a  short  time  after  the  first  of  the  month 
for  which  it  applies.  Accordingly,  the 
PBGC  is  hereby  amending  appendix  B  to 
part  2610  to  add  the  Vested  benefits 
valuation  rates  for  plan  years  beginning 
in  November  of  1992  through  January  of 
1993. 

The  appendices  to  29  CFR  parts  2610 
and  2622  do  not  prescribe  the  interest 
rates  under  thMe  regulations.  Under 
both  regulations,  the  appendix  A  rates 
are  the  rates  determined  under  section 
6601(a)  of  the  Code.  The  interest  rates 
in  appendix  B  to  part  2610  ar" 
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prescribed  by  ERISA  section 
4006(8)(3)(EXiii)(I0  and  §  2610.23(bMl) 
of  the  regulation.  Tliese  appendices 
merely  collect  and  republish  the  interest 
rates  in  a  convenient  place.  Thus,  the 
interest  rates  in  the  appendices  are 
informational  only.  Acoradingly.  the 
PBGC  finds  that  notice  of  and  public 
comment  on  these  amendments  would 
be  unnecessary  and  contrary  to  the 
public  interest.  Fat  the  above  reasons, 
the  PBGC  also  believes  that  good  cause 
exists  for  making  these  amendments 
eflJBctive  immediately. 

The  PBGC  has  determined  that  none 
of  these  amendments  is  a  "major  rule" 
within  the  meaning  of  Executive  Order 
12291.  because  they  will  not  have  an 
annual  efiiact  on  the  economy  of  $100 
million  or  more;  nw  create  a  ma)or 
increase  in  costs  or  prices  for 
consiuners.  individual  industries,  or 
geographic  regions,  nor  have  significant 
adverse  effects  on  competition, 
employment,  investment,  innovation  or 
the  ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  at  export 
markets. 

Because  no  general  notice  of  proposed 
rulemaking  is  required  for  these 
amendments,  the  Regulatory  Flexibility 
Act  of  1880  does  not  apply.  See  S  U.S.C 
601(2). 

Ltsi  of  Subjects 

29  CFR  Part  2810 

Employee  benefit  plans.  Penalties, 
Pension  insurance,  Pensi(ms,  and 
Reporting  and  recordkeeping 
requirements. 

29  CFR  Part  2622 

Business  and  industry.  Employee 
benefit  plans.  Pension  insurance. 
Pensions,  Reporting  and  recordkeeping 
reqiuiements,  and  Small  businesses. 

In  consideration  of  the  foregoing, 
appendix  A  and  appendix  B  to  part 
2610  and  appendix  A  to  part  2622  of 
chapter  XXVI  of  title  20,  Code  of  Federal 
Regulations,  are  hereby  amended  as 
follows: 

PART  ailfr-PAYMENT  OF  PREMIUMS 

1.  The  authority  citation  for  part  2610 
continues  to  read  as  follows: 

AnAority.  29  U.S.C  1302(bM3).  1306. 1307 
(1988  ft  Supp.  1 198B).  as  amended  by  sec 
12021.  Pub.  L  101-508. 104  Stat.  1388. 
138»-573. 

2.  Appendix  A  to  part  2610  is 
amended  by  adding  a  new  entry  for  the 
quarter  be^nning  ^uaiy  1. 1093.  to 
read  as  follows.  The  introductory  text  is 
republished  fior  the  convenience  of  the 
reader  and  remains  unchanged. 


Appendix  A  to  Part  2B10—IMB 
Payment  Inlarsat  Kalea 

The  following  table  lists  the  late 

S)ayment  interest  rates  under  §  2610.7(a) 
or  the  specified  time  periods: 


Fwn 


TTwougtt  MS 


Fiom 


TlMMigh  MS 


January  1. 1993  ...    Maich  31, 1983 


Januaiy  1. 1983  „-    March  31. 1983  „. 7 

laauad  in  Washington.  DC.  this  12th  day  of 
January  1993. 

JaaMsB-LockhartOI, 

^•loanQ    Executive  Dinctor,  Pension  Benefit  (kiaranty 
—    Corpontion, 

IFR  Doc.  93-1033  ni«d  1-14-93;  8:45  am) 
7    aauNe  cooe  yfw  si  m 


3.  Appendix  B  to  part  2610  is 
amended  by  adding  to  the  t^le  of 
interest  rates  therein  new  entries  for 
premium  payment  years  beginning  in 
November  of  1092  through  Jamiary  of 
1993.  to  reed  as  follows.  The 
introductory  text  is  republished  for  the 
convenience  of  the  reader  and  remains 
imchanged. 

Appendix  B  to  Part  2610— Interest 
Rates  fior  Valuing  Vested  Benefits 

The  following  table  lists  the  required 
interest  rates  to  be  used  in  valuing  a 
plan's  vested  benefits  under 
S  2610.23(b)  and  in  calculating  a  plan's 
adjusted  vested  benefits  under 
§2610.23(cMl): 

Fof  premhini  paymanl  yaais  bSQlnnlng       ()ulrad 


Novamber  1992 
DaoamtMr  1982 
JvMiafy  1993 


8.02 
&09 
5.95 


toSMol 

lUfMM 

ais 


'PwMqulrtdlnlMMlia 

fipOfMd  In  Fconl  nMW9 

n.  19  IDr  TO  OMVW  WUimt  piWOmMfQWM 


PART  2622-EMPLOYER  UABIUTY 
FOR  WTTHDRAWALS  FROM  AND 
TERMINATIONS  OF  SINGLE- 
EMPLOYER  PLANS 

4.  The  authority  citation  for  part  2622 
ccntinuss  to  read  as  follows: 

Aofthorily:  29  U.S.C  1302(bK3).  1362- 
1364. 1367-68.  as  amended  by  sees.  9312, 
9313.  Pub.  L  100-203. 101  Stat  133a 

5.  Appen<Ux  A  to  part  2622  is 
amended  by  adding  a  new  ratry  for  the 
quarter  beginning  January  1. 1993.  to 
read  as  follows.  The  introductory  text  is 
republished  for  the  convenience  of  the 
reader  and  remains  unchanged. 

Af^ioidix  A  to  Part  2622— Late 
Payment  and  Oreipaynmit  Interest 
Rates 

The  following  table  lists  the  late 
payment  and  ovespayment  interest  rates 
under  §  2622.7  for  the  specified  time 
periods: 


29CFRPwt2n9 

Valualion  of  Plan  BMWilts  In  SingI*- 
Empwyar  PtaiWi  AinafMhnaM  MoopUnQ 
Addttlonal  PBGC  Ralaa 

AGENCY:  Pensicm  Benefit  Guaranty 

Corporation. 

ACnOH:  Final  rule. 

SUMMARY:  Hiis  amendment  to  the 
regulation  on  Valuation  of  Plan  Benefits 
in  Single-Employer  Plans  contains  the 
interest  rates  and  foctora  for  the  period 
begiiming  February  1. 1993.  The  use  of 
these  interest  rates  and  bctors  to  vahie 
benefits  is  mandatory  for  some 
terminating  single-employo'  penrion 
plans  and  optional  far  othos.  The 
Pension  Benefit  Guaranty  Corporatiim 
adjusts  the  interest  rates  and  nctors 
poiodicaUy  to  reflect  dianges  in 
financial  and  annuity  markets.  This 
amendment  adt^rts  the  rates  and  factors 
applicable  to  plans  that  terminate  on  or 
after  February  1. 1993.  which  will 
remain  in  effect  until  the  PBGC  issues 
new  interest  rates  and  facXan. 
EFFECTIVE  DATE:  Fetvuary  1. 1993. 
FOR  FURTHER  aiFOMNATION  contact: 

Harold  J.  Ashner.  Assistant  General 
Coimsel.  Office  of  the  General  Counsel. 
Code  22500.  Pension  Benefit  Guaranty 
Corporation,  2020  K  Street  NW.. 
Washington.  DC  20006. 202-778-6850 
(202-778-8859  for  TTY  end  TDD  only). 
These  are  not  toll-free  numbos. 
StJPPLEMENTARY  MFORMATION:  The 
Pension  Benefit  Guaranty  Corporation's 
("PBGC's")  regulation  on  Valuation  of 
Plan  Benefits  in  Single-Employer  Plans 
(29  CFR  part  2619)  seU  forth  the        ^_ 
methods  for  valuing  plan  benefits  of 
terminating  single-employer  pluis 
onrered  under  title  IV  of  the  Employee 
Retirement  Income  Security  Act  of  1974, 
as  amended  ("ERISA").  Under  ERISA 
section  4041(c).  all  pUms  wishing  to 
terminate  in  a  distress  termination  must 
value  guaranteed  benefits  and  "benefit 
liabilities",  i.e..  all  benefiU  provided 
under  the  plan  as  of  the  plan 
termination  date,  using  tne  formulas  set 
forth  in  part  2619.  subpart  C  (Plans 
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tenninating  In  •  •tandard  tennlnation 
may,  for  purpoaw  of  tha  Standard 
Tanninatioo  Nodoa  filed  vrith  PBGC, 
uae  thasa  fonnulas  to  value  benefit 
liabilities,  althou^  this  is  not  required.) 
In  addition,  wlien  the  PBGC  tennlnates 
an  underfunded  plan  involuntarily 
pursuant  to  ERISA  section  4042(aj.  it 
uses  the  subpart  C  fonnulas  to 
determine  the  amount  of  the  plan's 

Appendix  %  in  part  2619  sets  forth  the 
inteiest  rates  and  actors  that  are  to  be 
used  in  the  formulas  cootained  in  the 
regulation.  Because  theee  rates  and 
factors  are  intended  to  reflect  cuirent 
ccmditions  in  the  financial  and  annuity 
maikata.  it  is  necessary  to  update  the 
ralaa  and  factors  iMfiodicaUy. 

The  rates  and  ttctors  currently  in  use 
have  been  in  effect  since  January  1. 
1093.  This  amendment  adds  to 
appendix  B  a  new  aet  of  interest  rates 
and  factors  for  valuing  benefits  in  plans 
that  terminate  on  or  sifter  February  1. 
1993.  «^di  set  reflects  a  decrease  of  V« 
percent  in  the  immediate  interest  rate 
from  5V4  percent  to  5*i^  percent. 

GeneraUv.  ttie  interest  rates  and 
factors  will  be  in  efiisct  for  at  least  one 
raondL  However,  any  publiriied  rates 
and  factors  will  remain  in  effect  until 
sudi  time  as  the  PBGC  publishes 
another  amendment  rfianging  them. 


Any  change  in  the  ratsa  normally  vrill 
be  published  in  the  Fodanl  lagMar  by 
the  15th  of  the  month  preceding  the 
efiisctive  date  of  the  new  rates  or  as 
dose  to  that  date  as  circumstances 
permit. 

The  PBGC  has  determined  that  notice 
and  public  comment  on  this  amendment 
are  impracticable  and  contrary  to  the 
public  interact  This  finding  is  based  on 
the  need  to  determine  and  issue  new 
interest  rates  and  fadLon  promptly  so 
that  the  rates  can  reflect,  as  accurately 
as  possible,  current  maricst  conditions. 

Because  of  the  need  to  nrovide 
immediate  guidance  for  toa  vahiation  of 
benefits  in  plans  ibai  will  tanninate  on 
or  after  Falvuary  1, 1993.  and  because 
no  acQiistmant  by  "■«g^»»fl  plans  is 
required  by  this  amendment,  the  PBGC 
finds  that  good  cause  exists  for  making 
the  rates  set  forth  in  this  amendment 
effective  less  than  30  days  after 
publication. 

The  PBGC  haa  determined  that  this  U 
not  a  "maior  rule"  under  the  criteria  aet 
forth  in  Executive  Order  12291,  because 
it  will  not  result  in  an  annual  efiisct  on 
the  economy  of  $100  million  or  more,  a 
maior  increase  in  costs  for  consumers  or 
individual  industries,  or  significant 
adverse  effects  on  competition, 
employment,  investment,  productivity, 
or  innovation. 


List  of  Sabiadi  ia  29  CFR  Fait  2M9 

Employee  benefit  plans.  Pension 
insurance,  and  Pensions. 

In  coDsideraUon  of  the  foregoing,  part 
2619  of  chapter  XXVI.  title  29,  Coda  of 
Federal  Regulations,  is  hereby  amended 
as  follows: 

1.  The  authority  citation  for  part  2619 
continues  to  read  as  follows: 

ititiillji  29 U.SXI  1301(a).  1302(bX3). 
1341, 1344.  and  1362  (1964. 

2.  Rate  Set  102  of  qipendix  B  is 
revised  and  Rate  Set  103  of  appendix  B 
is  added  to  read  as  follows.  Tbe 
introductory  text  is  republished  for  the 
convenience  of  tha  reader  and  mnains 
unchanged. 


Appendix] 

Quantities  Vmd  la  Valaa  Immediate 

aisdl 


In  the  table  that  follows,  tha 
immediate  annuity  rate  is  used  to  value 
immediate  annuitiee,  to  compute  the 
quantity  "Gy"  fcnr  dafarred  annuities 
and  to  valiia  both  portions  of  a  refund 
anntiity.  An  interest  rate  of  5%  shall  be 
used  to  value  death  benefiU  other  than 
the  decreasing  term  inwir^P"*  portion  of 
a  refund  annuity.  For  dafsiiad 
annuities,  ki.  ki.  k».  ni.  and  na  are 
defined  in  §2619.45. 
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iMuad  ia  Wadiit^jha.  DC.  oo  this  12tb  day 
of  January.  1993. 
)aaMaB.I.MJ(hartIII. 

ExmMtiv9  Dinctor.  Puuiom  BntefitCaanaty 
Corpomtion. 
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29  CFR  Part  2679 

Valuallon  of  Plan  Banaflta  and  Plan 


UMI 


agency:  Pension  Benefit  Guaranty 

Corporation. 

acHDW:  Final  rule. 

ttJMM<»rr;  This  is  an  amendment  to  the 
Pension  Benefit  Guaranty  Corporation's 
regulation  on  Valuation  of  Plan  Benefits 
and  nan  Assets  Follcmring  Mass 
Withdrawal  (29  CFR  part  2676).  The 
regulation  preecribea  rules  for  valuing 
boiefiU  and  certain  aaaeta  of 


multiemplojrer  plans  under  sections 
4219(cNl)(D)  and  4281(b)  of  the 
Employee  Retirement  Income  Security 
Act  of  1974.  Section  2676.15(c)  of  the 
regulation  contains  a  table  setting  forth, 
for  each  calendar  month,  a  series  of 
intnest  rates  to  be  used  in  any  valuation 
performed  as  of  a  valuation  date  within 
that  calendar  month.  On  or  about  the 
fifteenth  of  each  month,  the  PBGC 
publishes  a  new  entry  in  the  table  for 
the  following  month,  whether  or  not  the 
rates  are  rh«nging  This  amendment 
adds  to  the  table  the  rate  series  for  the 
month  of  February  1993. 

EFncnvE  DAH:  February  1, 1903. 


FOR  RJRTHBI  MPOMtAllON  OONTACT: 

Deborah  C  Murphy.  Attorney,  Office  of 
the  General  Coimaal  (22S00).  Pension 
Benefit  Guaranty  Corjxiration.  2020  K 
Street.  NW..  Waahingtan.  DC  20006; 
202-778-6820  (202-778-1956  for  TTY 
and  TDD).  (ThMe  are  not  toU-free 
niunbera.) 


ITKM:  The  PBGC 
finds  that  notice  of  and  public  comment 
on  this  amandment  wmud  be 
impracticable  and  contrary  to  the  public 
interest,  and  that  there  is  good  cause  for 
making  this  amendmmit  efiactive 
iminematiriv.  Theee  findings  are  based 
on  the  need  to  have  the  interest  rates  in 
this  amendment  reflect  market 
conditions  that  are  as  nearly  current  as 
possible  and  the  need  to  issue  the 
intareet  ratea  promptly  ao  that  they  are 
available  to  the  public  before  the 
beginning  of  the  period  to  which  they 
apply.  (See  5  U.S.C  553  (b)  and  (d)). 
Because  no  general  notice  of  pn^>oaed 
rulemaking  ia  required  for  this 
amendment,  the  Regulatory  Flexibility 
Act  of  1980  does  not  apply  (5  U.S.C 
601(2)). 

The  PBGC  has  also  determined  that 
this  amendment  is  not  a  "ma^  nils" 
within  the  meaning  of  Executive  Order 
12291  because  it  ivill  not  have  an 
annual  efiKt  on  tha  aoonomy  of  $100 
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miUiao  or  mora;  or  ( 
increase  in  costs  or  prices  for 
consumers,  individual  indiistries.  or 
geographic  regions:  or  have  significant 
adverse  effiscts  on  competition, 
employment,  investmmt,  or  iimovation, 
or  on  the  ability  of  United  States-based 
enterprises  to  oompeta  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

List  of  Subfeda  in  »  CFR  Part  2676 

Employse  baoafit  plans  and  pensions. 


In  ci  aiatiliinllnii  of  tha  fowyiiig.  part 
2676  of  subchapter  H  of  chapter  XXVI 
of  title  29.  Code  of  Federal  Regulations, 
is  amended  as  fiollows: 

PART  287»-VALUATION  OF  PLM4 
BENEFITS  AND  PLAN  ASSETS 
FOLLOWMQ  MASS  WITHDiUWAL 

1.  The  authority  citation  for  part  2676 
continues  to  read  as  followrs: 

Authority:  29  U.S.C.  SS  1302(bK3). 
1300(cXlXD).  aMl  1441(bMl). 


ForvBluaflon 
,    Inttw 


dales  oocunkiQ 


2.  In  S  2676.15.  pangraph  (d  la 
amended  by  adding  to  tfia  and  of  dw 
table  of  interest  rates  the  new  antiias  lo 
read  as  follows: 


iat7«.i5 


(c)  Interest  Rates. 


Thawsfciaatorlk  arr. 
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Issued  at  Washington,  DC,  on  tills  12th  day 
offaauaryl9g3. 
Jamai  B.  Lockhart  m. 

ExecuUve  Dinctor.  Femsion  Benefit  Guaaaiy 
CofpototmL 
(FR  Doc  93-1031  Fikd  1-14-43: 1:45  ml 


PENSION  BENEFIT  GUARANTY 
CORPORATION 

29  CFR  PART  2644 

Notic*  and  CoUMtfon  of  Withdrawal 
UabUty;  Adoption  of  Naw  Maraat  Rata 

AOaiCY:  Pension  Benefit  Guaranty 

Corporation. 

ACTION:  Final  rule. 


SUMMARY:  This  is  an  amendment  to  the 
Pension  Benefit  Guaranty  Corporation's 
regulation  on  Notice  and  Collection  of 
Withdrawal  liability.  That  regulation 
incorporates  certain  interest  rates 
published  by  another  Federal  agency. 
The  efiect  of  this  amendment  is  to  add 
to  the  appendix  of  that  regulation  a  new 
interest  rate  to  be  effective  from  January 
1, 1993,  to  March  31, 1993. 
EFFCCnVE  l>ATE:  January  1, 1993. 
FOR  RMTHER  INFORMATION  CONTACT: 
Harold  J.  Ashner.  Assistant  General 
Counsel.  Office  of  the  General  Counsel 
(22500),  Pension  Benefit  Guaranty 
Corporation,  2020  K  Street,  NW., 
Washington,  DC  20006;  telephone  202- 
77a-S850  (202-776-8850  or  TTY  and 
TDD).  These  are  not  toll-free  numbers. 
SURPLEMENTAMV  MFORMATION:  Under 
section  4219(c)  of  the  Employee 
RetirBment  boaaaa  Security  Act  of  1974, 
as  amended  ("ERISA"),  the  Pension 


Benefit  Guaranty  Corporation  ("the 
PBGC")  promulgated  a  final  regulation 
on  Notice  and  Oatieciion  of  Withdrawal 
Liability.  Hiat  regulation,  codified  at  29 
CFR  part  2644,  dials  with  the  rate  of 
interest  to  be  daatgod  bv  multiemployer 
pension  plans  on  witiufrawal  liability 
payments  that  are  overdue  or  in  default, 
or  to  be  credited  by  plans  on 
overpayments  of  withdrawal  liability. 
The  regulation  allows  plans  to  set  rates, 
Subject  to  certain  restrictions.  Where  a 
plan  does  not  set  the  interest  rate, 
§  2644.30>)  of  the  regulation  provides 
that  the  rate  to  be  charged  or  credited 
for  any  calendar  quarter  is  the  average 
quoted  prime  rate  on  short-term 
commercial  loans  for  the  fifteenth  day 
(or  the  next  business  day  if  the  fifteenth 
day  is  not  a  business  day)  of  the  mondi 
preceding  the  begiiming  of  the  quarter, 
as  reported  by  the  Board  of  Govemora 
of  the  Federal  Reserve  System  in 
Statistical  Release  H.  15  ("Selected 
Interest  Rates"). 

Because  the  regulation  incorporates 
interest  rates  pt^isbed  in  Statistical 
Release  H.1S,  that  release  is  the 
authoritative  source  for  the  rates  that  ara 
to  be  applied  under  the  regulation.  As 
a  convenience  to  persons  using  the 
ragulatian.  however,  the  PGBC  oollecto 
the  applicable  rates  and  republishes 
them  in  an  appendix  to  part  2644.  This 
amendment  adds  to  this  appendix  the 
interest  rate  of  6  percent  wUch  will  be 
effaotive  from  January  1, 1993  through 
Match  31. 1993.  This  rate  represents  no 
change  from  the  rate  in  effect  for  the 
fourth  quarter  of  1992.  This  rate  is  based 
on  the  prime  rale  ui  effsct  on  December 

15  1992. 
ilia  appendix  to  29  CFR  part  2644 

does  not  preacribe  iatarect  rakes  under 


the  regulation;  the  rates  prescribed  in 
the  regulation  are  those  published  in 
Statistical  Release  H.15.  The  appendix 
merely  collects  and  republishas  the 
rates  in  a  convenient  place.  Thus,  the 
interest  rates  in  the  appendix  ara 
informational  only.  Accordingly,  the 
PBGC  finds  that  notice  of  and  [uiblic 
comment  on  this  amendment  would  be 
unnecessary  and  contrary  to  the  public 
intavesL  For  the  above  raaaons  the  PBGC 
also  believes  that  good  cause  exists  for 
making  this  amendment  affsctivv 
immediately. 

The  PBGC  has  determined  that  this 
amendment  is  not  a  "major  rule"  within 
the  meaning  of  Executive  Order  12291. 
because  it  will  not  have  an  aimual  effect 
on  the  economy  of  $100  million  or 
more;  nor  create  a  major  increase  in 
costs  or  prices  for  consumen, 
individual  industries,  or  geographic 
regions,  nor  have  significant  adverse 
effects  on  competition,  employment, 
investment,  innovation  or  the  ability  of 
United  States-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  exporX  markets. 

Because  no  general  notice  of  proposed 
rulemaking  ib  required  for  this 
amendment,  the  Regulatory  Flexibility 
Act  of  1980  does  not  apply.  See  5  U.S.C. 
601(2). 

List  of  Subjecta  in  29  CFR  Part  2644 

Employee  benefit  plans,  Pensions. 

In  consideration  of  the  foregoing,  part 
2644  of  subchapter  F  of  chapter  XXVI  of 
title  29.  Code  of  Federal  Regulations,  is 
amended  as  follows: 
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PART  2644-NOTICE  ANO 
COLLECTION  OF  WTTHORAWAL 
UABILTTY 


Aathorily:  2«  USXi  1302(bX3)  and 
1399(c)(6). 


AppMdix  A  to  Part  2644— Tabto  of 
IntorMtRataa 


2.  Appendix  A  to  part  2644  is 
1,  The  authority  citation  for  part  2644     amended  by  adding  to  the  end  of  the 
continues  to  read  aa  follows:  table  therein  a  new  entry  as  follows: 


To 


"^'Sw*^     R«e(p«c«u) 


1/01/93 


UMI 


Issued  in  Washington.  DC.  on  this  12th  day 
of  January  1993. 
JuMS  B.  Lackkart  m. 

Executive  Director,  Pension  Benefit  Guaranty 
Corpmotion. 

(FR  Doa  93-1032  Piled  1-14-93;  8:45  am] 
iRJJNa  COOC  77W-0I-II 


DEPARTMENT  OF  THE  TREASURY 

Fiscal  Sarvico 

31CFRPart2S0 

mN-AA29 

Payment  of  Account  of  Awarda  of  the 
Foreign  CMma  Settlement 
Commlaalon  of  tiM  United  States 

AGBWY:  Financial  Management  Service, 
Fiscal  Service,  Treasury. 
ACTION:  Final  rule,  nomenclature 
changes. 

SUMMARY:  Treasury  is  revising  its 
regulation  to  update  the  mailing  address 
for  the  forwarding  of  forms  used  in 
connection  with  the  payment  on  awards 
certified  to  the  Secretary  of  the  Treasury 
by  the  Foreign  Claims  Settlement 
Commission. 

EFFECTIVE  DATE:  January  15, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mia  Abeya  on  (202)  874-«740. 
SUPPLEMENTARY  MFORMATKM:  This  rule 
is  not  a  major  rule  for  the  purpose  of 
Executive  Order  12291  of  February  17, 
1981,  and  a  regulatory  impact  analysis 
is  not  required.  As  explained  above,  this 
revision  is  merely  a  correctitm  of  the 
mailing  address  for  the  forwarding  of 
Foreign  Claims  forms  to  the  Financial 
Management  Service.  As  required  by  the 
Regulatory  Flexibility  Act,  it  is  hereby 
certified  that  this  rule  will  not  have  a 
significant  economic  impact  on  a 
siibstantial  number  of  small  entities. 
Accordingly,  a  regulatory  flexibility 
analysis  is  not  required. 

List  of  Subjects  in  31  CFRPart  250 

Foreign  claims. 


Accordingly,  31  CFR  part  250  is 
amended  as  follows: 

1.  Tlie  authority  citation  fior  part  250 
continues  to  read  as  follows: 

Authority:  Sec.  7. 64  Stat  16,  Sec.  310. 69 
SUt.  573,  Sec.  413.  72  Stat  530.  Sec  213.  76 
Stat.  1111;  22  U.S.C  1626. 1641;  16421.  50 
use  App.  20171. 

2.  Sections  250.2,  250.3(a)(1).  250.4(f) 
and  250.6  are  amended  by  removing  the 
words  "Washington,  DC  20226"  and 
inserting  in  their  place  the  words 
"Hyattsville,  MD  20782". 

3.  Sections  250.3(b)  and  250.4(b)(1) 
are  amended  by  removing  the  words 
"Investments  Branch"  and  inserting  in 
their  place  the  words  "Credit 
Accounting  Branch". 
Kiua0UD.MocYia. 

Commissioner. 

tPR  Doc.  93-1043  Filed  1-14-93;  8:45  am] 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 
[WA2-2-5568:  FRL-4546-4] 

Approval  and  Promulgation  of  State 
Implementation  Plana:  Washington 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
ACTION:  Final  rule. 

SUMMARY:  By  this  action,  EPA  is 
approving  in  part,  disapproving  in  part, 
and  taking  no  acticm  in  part,  on 
numerous  revisions  to  the  State  of 
Washington  Implementation  Plan  which 
were  submitted  by  the  Washington 
Department  of  Ecology  (WDOE)  on 
January  23, 1989  and  May  14. 1991. 
These  revisions  are  essentially 
administrative  in  nature  and  were  made 
to  improve  the  clarity,  effectiveness,  and 
enforceability  of  the  state's  regulations. 
The  revisions  were  submitted  in 
accordance  with  the  requirements  of 
section  110  of  the  Clean  Air  Act 
(hereinafter  the  Act).  EPA  is  also  taking 
no  action  on  a  number  of  provisions 


301/93 


12/15/92 


which  are  imrelated  to  the  purposes  of 
the  implementation  plan. 
EFFECTIVE  DATE:  January  15, 1993. 
ADCRE88E8:  Copies  of  die  materials 
submitted  to  EPA  may  be  examined 
during  normal  business  hours  at: 

Air  ft  Radiation  Branch.  Docliet  IWA2-2- 
5566,  Environmental  Protection  Aaency, 
1200  Sixth  Avenue,  AT-082,  Seattle, 
Washington  96101. 

State  of  Washington,  Department  of  Ecology. 
4550  Third  Ave.  SE.,  Lacey.  Washington 
98504. 

Public  Information  {teference  Unit. 
Environmental  Protection  Agency,  401 M 
Street  SW.,  Washington,  DC  2046a 

FOR  FURTHER  MFORMATION  CONTACT: 

David  C  Bray,  Environmental 

Protection  Agency,  1200  Sixth  Avenue, 

AT-082,  SeatUe,  Washington  98101. 

Telephone:  (206)  553-4253. 

SUPPtEMENTARY  MFORMATKMi: 
L  Background 

In  response  to  EPA's  promulgation  of 
revised  ambient  air  quality  standards  for 
particulate  matter  (PM-10)  on  July  1, 
1987,  tiie  State  of  Washington 
Department  of  Ecology  (WDOE) 
amended  many  of  its  regulations.  On 
January  23, 1989  WDOE  submitted  new 
regulations  for  Solid  Fuel  Burning 
Device  Standards  (WAC  173-433),  Solid 
Waste  Incinerator  Facilities  (WAC  173- 
434)  and  Ambient  Air  Quality  Standards 
for  Particulate  Matter  (WAC  173-470), 
as  well  as  amendments  to  existing 
regulations  for  General  Regulations  for 
Air  Pollution  Sources  (WAC  173-400), 
Implementation  of  Regulations  for  Air 
Contaminant  Sources  (WAC  173-403), 
Kraft  Pulping  Mills  (WAC  173-405), 
Sulfite  Pulping  Mills  (WAC  173-410), 
Primary  Aluminum  Plants  (WAC  173- 
415),  C^n  Burning  (WAC  173-425). 
and  Emergency  Episode  Plan  (WAC 
173—435). 

hi  the  spring  of  1989,  WDOE 
undertook  a  project  to  improve  the 
overall  quality,  consistency,  and 
enforceability  of  its  regulations.  Chi  May 
14, 1991  WDOE  submitted  amended 
req^ations  for  General  Regulations  for 
Air  Pollution  Sources  (WAC  173-400). 


Kraft  Pulping  ) 
Sulfite  Pulpinj 
Primary  Auunj 
415).  Open  Boi 
Burning  of  FiaJ 
Grasses  Grown 
430).  Solid  Pw 
Standards  [W/ 
indnerator  Fat 
Sensitive  Area 
Emission  Stani 
Sources  Emitti 
(WAC  173-49( 
ModificatiaBf 
addition,  the  r 
ImpIaoMotatia 
Contaminant  £ 
was  repealed, 
and  amendma 
1989  submitta 
updated  reguL 
submittal. 

OnSeptaoab 
44530).  EPA  p 
part,  disappny 
action  in  part, 
regulations  su 
1989  and  May 
amended  Emij 
Controls  for  S< 

Compounds  0 
proposed  und 
The  regulatioi 
(WAC  173-49 
purposes  of  th 
is  talung  no  at 
this  regulatioi 
1992  Notice  o 
a  discussion  0 
ofthel2rega 
proposed  acti( 


EPA  rec8iv( 
September  28 
proposal  to  a| 
in  part,  and  t£ 
of  the  14  amei 
revisions  to  V 
impionentatii 


(1)  WAC  173 
and  [if.  -040(2 
paragraph  of -( 
in  -050(3);  -07 
-136;  -141;  am 
22, 1991. 

(2)  WAC  173 
-040(l)(b),  (1)( 
-  040(7).  (8),  an 
nc  March  22, 1 
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Kraft  Pulping  Mills  (WAC  173-405). 
Sulfite  Pulpkig  MiUs  (WAC  173-110). 
Primary  Aluminua  Pkato  (WAC  173- 
415),  Open  Bornii^  (WAC  173-425). 
Burni^cf  FMd  and  Forage  and  Tuif 
GrassM  Grawn  for  Sewl  (WAC  173- 
430).  Solid  Fuel  Burning  Device 
Standards  (WAC  173-433).  Solid  Waste 
fndneretor  FadUties  (WAC  173-434). 
SensiUve  Areas  (WAC  173-440). 
Emission  Standards  and  Controls  for 
Sources  Emitting  Volatile  Compounds 
(WAC  173-490)  and  Weather 
ModificatioB  (WAC  173^405).  In 
addition,  the  regul^ion  Sor 
ImpleoMBtadoa  of  Regulations  for  Air 
Contaminant  Sources  (WAC  173-403) 
was  repeeled.  Many  of  the  regulations 
and  amendments  in  the  January  23. 
1989  submittal  wera  superseded  by  the 
updated  regulations  in  the  May  14, 1991 
submittal. 

On  Septaoaber.  28. 1992  (57  FR 
44530).  EPA  proposed  to  approve  in 
part,  disapprove  in  part,  and  take  no 
action  in  part,  on  12  of  the  14  amended 
regulations  submitted  on  January  23, 
1989  and  May  14, 1991.  Action  on  the 
amended  Emission  Standards  and 
Controls  for  Sources  Emitting  Volatile 
Compounds  (WAC  173-490)  is  being 
proposed  under  separate  rulemaking. 
The  regulation  for  Weather  Modification 
(WAC  173-495)  is  not  related  to  the 
purposes  of  the  Act  and,  therefore.  EPA 
is  taking  no  action  on  the  submittal  of 
this  regulation.  See  the  September  28, 
1992  Notice  of  Proposed  Rulemaking  for 
a  discussion  of  the  amendments  to  eedi 
of  the  12  regulations  and  EPA's 
proposed  actions  thereon. 

n.  Respooae  to  CoauBSBt 

EPA  received  no  comments  on  its 
September  28. 1992  (57  FR  44530) 
proposal  to  approve  in  part,  disapprove 
in  part,  and  take  no  action  in  part.  12 
of  the  14  affleoded  regulations  as 
revisions  to  Washington  state 
impl^nentation  plan. 


m.  Sunusary  of  Actkn 

EPA  today  is  approving  in  part, 
disapproving  in  part,  and  taldng  no 
action  in  part,  on  numerous  revisions  to 
the  State  of  Washington  Implementation 
Plan.  Specifically,  EPA  is  approving  the 
following  es  revisions  to  the 
Washington  SIP: 

(1)  WAC  173-400  (except  far  -040(l)(c) 
and  (dh  -040(2):  -040(4):  the  second 
paragraph  of -040(6);  the  exception  provision 
in  -050(3);  -070(7);  -075;  -115;  -120;  -131; 
-136;  -141:  and  -180),  as  in  effect  on  March 
22, 1991. 

(2)  WAC  173-405  (except  for  -033:  -035; 
-O40(l)(b),  (l)(c),  (3)(b).  (3Kc),  and  (4): 
-040(7).  (8),  and  (9);  and  -072(2)).  as  in  aflBct 
on  Match  22, 1991. 


(3)  WAC  173-410  (except  tor  -035;  the 
exception  provision  in  -040(3);  and  -040(5)). 
as  hi  effect  OB  Mardi  22. 1991. 

(4)  WAC  179-415  (exoept  for  -020(1)  aad 
(2);  -030(1):  -03a(S)(«H:  -040,  and  -060(l)(a), 
(b).  and  (d)),  as  In  efisct  am  March  22. 1091. 

(5)  WAC  173-42S.  as  ia  eCbct  cm  October 
IB.  199a 

(6)  WAC  173-430.  as  in  etbct  on  Odobar 
18.1990. 

(7)  WAC  173-433,  as  in  effect  on  October 
18  1990. 

(S)  WAC  17S-434  (except  for -110,  -120, 
and -130(2^.  as  in  afiKt  on  October  IB, 
1990. 

(9)  WAC  173-435  (except  for -070(1)).  as 
in  elEect  tm  Januaiy  3, 1989. 

(10)  WAC  173-440.  as  in  eSsct  on  Octdbar 
18,1990. 

(11)  WAC  173-470  (except  for  -110  and 
-150),  as  ia  eflCsct  oa  fanoaiy  3. 1980.  EPA 
U  approvii«  the  npaal  of  WAC  173-403. 

EPA  U  disappioviqg  the  faUowing: 

(1)  WAC  173-400-040(l)(c)  and  (d).  the 
second  par^afA  of  -040(6),  the  excepdon 
provision  ia  -050(3).  -120.  -131.  -136,  -141, 
and  -180. 

(2)  WAC  173-405-040(7).  (8).  and  (9). 

(3)  the  exception  provision  in  WAC  173- 
410-040(3). 

(4)  WAC  17J-415-030(3)(b). 

(5)  WAC  173-435-070(1). 

(6)  WAC  173-470-lSa 

EPA  is  taking  ao  action  am  the  following: 

(1)  WAC  173-400-040(2).  -040(4),  -070(7). 
-075,  and -115. 

(2)  WAC  173-405-033;  -035.  -O40(l)(b), 
(iKc),  (3Kb),  (3Kc),  and  (4);  and  -072{2). 

(3)  WAC  173-410-035  and  -040(5). 

(4)  WAC  173-415-020(1)  and  (2);  -030(1); 
-040;  and  -060(l)(a).  (b).  and  (d). 

(5)  WAC  173-434-110.  -120,  and  -130(2). 

(6)  WAC  173-470-110. 

(7)  WAC  173-495. 

IV.  Adnunistrativa  Review 

The  Office  of  Management  and  Budget 
has  exempted  ^s  rule  from  the 
requirements  (rf  section  3  of  Executive 
Order  12291. 

Under  the  Regulatory  Flexibility  Act, 
5  U.S.C.  600  et.  seq.,  EPA  must  prepare 
a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C.  603 
and  604.  Alternatively,  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
impact  oa  a  substantial  number  of  small 
entities.  Small  entities  include  small 
businesses,  small  not-for-profit 
enterprises,  and  government  entities 
with  jurisdiction  over  populations  of 
less  than  50.000. 

SIP  approvals  imder  sections  110  and 
301,  and  subchapter  I,  Part  D  of  the  CAA 
do  not  create  any  new  requirements  but 
simply  approve  requirements  that  the 
state  is  already  imposing.  Therefore, 
because  the  federal  SIP-approval  does 
not  impose  any  new  requirements,  I 
ceitiiy  that  it  does  not  have  a  significant 
impact  on  any  small  entities  afiected. 
Moreover,  due  to  the  nabire  of  the 


fisderal-state  relation^ip  under  tJha 
CAA,  preparation  of  a  resulatory 
flexibility  analysis  would  constitute 
federal  inquiry  into  the  economic 
reesonablenees  of  state  action.  The  CAA 
foibids  EPA  to  base  its  actions 
concerning  SIPs  on  such  grounds. 
Union  Electric  Co.  v.  USS.PA..  427 
U.S.  246,  256-66  (S.Ct  1976);  42  U.S.C 

7410(aK2).  ■     ^  ^ 

EPA's  disapproval  of  the  state  request 
under  section  110  and  subchapter  I.  Part 
D  of  the  CAA  does  not  affact  any 
existing  requiremants  mpphabia  to 
small  entities.  Any  pre-existing  federal 
requirenMnts  remain  in  place  alter  this 
disappiovaL  Federal  diaaimroval  of  the 
state  submittal  does  not  atfoct  its  state- 
enforceebility.  Moreover.  EPA's 
disapproval  of  the  submittal  does  not 
impose  any  new  federal  requirements. 
Therefore,  EPA  certifies  that  this 
disapproval  action  does  not  have  e 
significant  imped  on  a  substantial 
nun^yer  of  small  entities  because  it  does 
not  remove  existing  requirements  nor 
does  it  impose  any  new  federal 
requirements. 

Nothing  in  this  action  riiould  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  state 
implementation  plan.  Eadi  request  for 
revision  to  the  state  implemmitation 

f>lan  shall  be  considsred  separately  in 
i^  of  specific  technical,  economic  and 
environmental  fectors  and  in  relation  to 
relevant  statutory  and  regulatmy 
remiirements. 

Under  section  307(bKl)  of  the  Clean 
Air  Act.  p^itkins  far  ^didal  review  of 
this  action  must  be  filed  in  the  United ' 
States  Court  of  Appeals  far  the 
appropriate  circuit  by  (60  days  from 
d^  of  publication).  Filing  a  petition  for 
reconsideration  by  the  Administrator  of 
this  final  rule  does  not  affect  the  finality 
of  Ihis  rule  for  the  purposes  of  fudidal 
review  nor  does  it  axteod  the  time 
within  which  a  petition  for  judicial 
review  may  be  filed  and  shall  not 
poatpone  the  effectiveoeas  of  such  rule 
or  action.  This  action  may  not  be 
challenged  later  in  proceedings  to 
enfiMoe  its  requirements.  (See  section 
307(bX2))  (See  42  U.S.C  7607  (bM2)) 

List  ofSubiecta  ia  40  CFR  Part  52 

Air  pollution  control.  Carbon 
monoxide,  Hydrocaibons,  Incorporation 
by  reference.  Intergovernmental 
relations.  Lead,  Nitrogen  dioxide, 
Ocone,  Particulate  matter.  Reporting 
and  recordkeeping  reqxiirements.  Sulfur 
oxides. 


:  bioorporetioB  by  roferonce  of  tiie 
MDttfkn  Pin  tor  the  State  of 
WwU^lon  waa  approved  by  the  Oifsclar  of 
the  Office  of  Federal  Register  on  )u)v  1. 1982. 
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JMa±  Dacamber  1, 1992. 
CktflM  Fiadhy. 

Acting  Regf(mol  Administrator. 

Title  40.  chapter  I  of  part  52  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

PARTS2--(AMENDE0] 

1.  The  authority  citation  for  part  52 
continues  to  read  at  follows: 

Aathority:  Sactloiu  42  U.S.C  7401-7642. 

SubfMul  WW-Wa«hlngton 

2.  Section  52.2470  is  amended  hy 
adding  paragraph  (c)(38)  to  read  as 
follows: 

152.2470    MentMcatkMofplMi. 

(38)  On  January  23. 1989  and  May  14. 
1991  the  Director  of  the  Department  of 
Ecology  submitted  amended  regulations 
as  revisions  to  the  Washington  state 
implementation  plan.  EPA  has  approved 
the  following  as  revisions  to  the 
implementati<Hi  plan:  WAC 173-400 
(except  for  -040(1)  (c)  and  (d);  -040(2): 
-040(4);  the  second  paragraph  of 
-040(6):  the  exception  provision  in 
-050(3);  -070(7);  -075;  -115;  -120; 
-131;  -136;  -141;  and  -180)  as  in  effect 
(m  March  22, 1991;  the  repeal  of  WAC 
173-403  as  in  effect  on  March  22. 1991; 
WAC  173-405  (except  for  -033;  -035; 
-040(l)(b):  -040(lXc);  -040(3)(b); 
-O40(3)(c):  -040(4);  -040(7);  -040(8); 
-040(9):  and  -072(2))  as  in  effect  on 
March  22. 1991;  WAC  173-410  (except 
for -035;  the  exception  provision  in 
-040(3);  and  -040(5))  as  in  eftact  on 
March  22. 1991;  WAC  173-415  (except 
for  -020(1);  -020(2);  -030(1);  -030(3)(b); 
-040:  and  -060(1)  (a),  (b).  and  (d))  as  in 
efiiBct  on  Much  22. 1991;  WAC  173-425 
as  in  effect  on  October  18. 1990;  WAC 
173-430  as  in  eSact  on  October  18. 
1990;  WAC  173-433  as  in  effect  on 
October  18. 1990;  WAC  173-434  (except 
for  -110.  -120.  and  -130(2))  as  in  effect 
on  October  18. 1990;  WAC  173-435 
(except  for  -070(1));  as  in  effect  on 
January  3. 1989;  WAC  173-440  as  in 
effect  on  October  18. 1990;  WAC  173- 
470  (except  for  -110  and  -150)  as  in 
effect  on  January  3. 1989. 

(i)  Incorporation  by  reference. 

(A)  January  23. 1989  letter  from  the 
Director  of  the  Department  of  Ecology  to 
EPA  Region  10  submitting  amendments 
to  the  Washington  state  implementation 
plan. 

(B)  May  14. 1091  letter  from  the 
Director  of  the  Department  of  Ecology  to 
EPA  Region  10  siunnittlng  amendments 
to  the  Washington  state  implementation 
plan. 


(C)  Washington  Administrative  Code. 
Chapter  173-400  (General  Regulations 
for  Air  Pollution  Sources)  (except  for 
-040(1)  (c)  and  (d).  -040(2).  -040(4).  the 
second  paragraph  of -040(6).  the 
exception  provision  in  -050(3),  -070(7), 
-075.  -115.  -120,  -131,  -136,  -141,  and 
-180)  as  in  effect  3/22/91;  Washington 
Administrative  Code,  Chapter  173-405 
(Kraft  Pulp  Mills)  (except  for  -033; 
-035:  -04G(l){b),  (l)(c),  (3)(b).  (3)(c).  and 
(4):  -040  (7),  (8),  and  (9);  and  -072(2)) 
as  in  effect  3/22/91;  Washington 
Administrative  Code  Chapter  173-410 
(SulHte  Pulping  Mills)  (except  for  035; 
the  exception  provision  in  -040(3);  and 
-040(5))  as  in  efiiact  3/22/91; 
Washington  Administrative  Code 
Chapter  173-415  (Primary  Aluminum 
Plants)  (except  for -020  (1)  and  (2); 
-030(1);  -030(3)(b):  -040;  and  -060(1) 
(a),  (b),  and  (d))  as  in  effect  3/22/91; 
Washington  Administrative  Code 
Chapter  173-425  (Open  Burning)  as  in 
effect  10/18/90;  Washington 
Administrative  Code  Chapter  173-430 
(Burning  of  Field  and  Forage  and  Turf 
Grasses  Grown  for  Seed)  as  in  effect  10/ 
18/90;  Washington  Administrative  Code 
Chapter  173-433  (Solid  Fuel  Burning 
Device  Standards)  as  in  effiect  10/18/90; 
Washington  Administrative  Code 
Chapter  173-434  (except  for -110,  -120, 
and  -130(2))  as  in  effect  10/18/90; 
Washington  Administrative  Code 
Chapter  173—435  (Emergency  Episode 
Plan)  (except  for-070(l))  as  in  effect  1/ 
3/89;  Washington  Administrative  Code 
Chapter  173—440  (Sensitive  Areas)  as  in 
effect  10/18/90;  and  Washington 
Administrative  Code  Chapter  173-470 
(Ambient  Air  Quality  Standards  for 
Particulate  Matter)  (except  for  -110  and 
-150)  as  in  effect  1/3/89. 

3.  Section  52.2479  is  revised  to  read 
as  follows: 

fS2.247»    Comenlaofttte  federally 

appraved,  stale  subnNtted  MipleiiMfilation 
plan. 

The  following  sections  of  the 
Washington  State  Implementation  Plan 
for  Compliance  with  Requirements  of 
the  Federal  Clean  Air  Act  (as  adopted 
on  the  dates  indicated)  have  been 
approved  and  are  part  of  the  current 
federally-approved,  state-submitted 
implementation  plan. 


Washinglaa  Stale 
CoBfiUaiica  With 
Fedaral  OaaB  Air  Act 


WACITS^MM) 
PolhitlaB 


Plan  far 
aftki 


RatBlatteMfarAir 


Section  040    General  standards  for 

marimiim  emissions  (except  -040(lMc) 

and  (d);  -040(2):  -040(4):  and  the  second 

paragraph  of -040(6))  (3/22/91) 
Sactkm  050    Emission  standards  for 

combustion  and  incineration  units 

(except  for  the  exception  provision  in 

-050(3})  (3/22/91) 
Section  060    Emission  standards  for  general 

I»ocass  uniU  (3/21/91) 
Secticm  070    Emission  standards  for  certain 

source  categories  (except  -070(7))  (3/21/ 

91) 
SecUonlOO    Registration  (3/21/81) 
Section  105    Records,  monitoring  and 

reporting  (3/21/91) 
Section  110    New  source  review  (NSR)  (3/ 

21/91) 
Section  151    Retrofit  requirements  for 

vislbiUty  protection  (3/21/91) 
Section  161    Compliance  schedules  (3/21/ 

91) 
Section  171    Public  involvement  (3/21/91) 
Section  190    Requirements  for 

nonattainment  areas  (3/21/91) 
Section  200    Creditable  stack  height  and 

dispersion  techniques  (3/21/91) 
Section  205    Adjustment  for  atmospheric 

conditions  (3/21/91) 
Section  210    Emission  requirements  for 

prior  )urisdictions  (3/21/91) 
Section  220    Requirements  fat  board 

members  (3/21/91) 
Section  230    Regulatory  actions  (3/21/91) 
Section  240    Oiminal  penalties  (3/21/91) 
Section  250    Appeals  (3/21/91) 
Section  260    Conflict  of  interest  (3/21/91) 


Section  010    Policy  and  purpose  (3/22/91) 
Section  020    AppUcability  (3/21/91) 
Section  030    Definitions  (3/21/91) 


WAC  173^402    OrilSaactioM  Under 
WaaUi«laB  Clean  Air  Act  (S/M/W) 

WAClTS-ies    Kraft  Palp  Milb 

Section  012    Statement  of  purpose  (3/21/91) 
Section  021    Definitions  (3/21/91) 
Section  040    Rmission  standards  (except 

-040(1)(b).  -040(1)(c),  -040(3)(b), 

-040(3)(c),  -040(4),  -040(7),  -040(8),  and 

-040(9))  (3/21/91) 
Section  046    Creditable  stack  height  and 

dispersion  techniques  (3/21/91) 
Section  061    More  restrictive  emission 

standards  (3/21/91) 
Section  072    Monitoring  requirements 

(except  -072(2))  (3/21/91) 
Section  077    Report  of  startup,  shutdown, 

breakdown  or  upset  conditions  (3/21/91) 
Section  078    Emission  inventory  (3/21/91) 
Section  086    New  source  review  (NSR)  (3/ 

21/91) 
Section  087    Prevention  of  significant 

deteriraatian  (PSD)  (3/21/91) 
Section  091    Special  studies  (3/21/91) 

WAC  173-410    S«lfilaPBlpii«Miib 

Secticm  012    Statement  of  purpose  (3/21/91) 
Section  021    Definitions  (3/21/91) 
Section  040    Emissioii  standards  (except  for 

the  exception  provision  in  -040(3)  and 

-040(5))  (3/21/91) 
Section  0«5    Qreditabia  stadc  height  and 

dispersion  tedmiquaa  (3/21/91) 
Section  062    Monitoring  requirements  (3/21/ 

»1) 
Section  067    Rqxvt  of  startup,  shutdown, 

bseakdowm  or  upaet  conmtiana  (3/21/91) 
Section  071    Emission  inventory  (3/21/91) 


WAC  173-41S 


WAC  173-420 
Motor  Vehicles 

WAC  173-422 
inspection  (12/: 

WAC  173-42S 


WAC  173-430 
and  Turf  Grasi 

Section  010  I 

Section  020  I 

Section  030  I 

restriction 

Section  040  1 

Section  050  ( 

Section  060  2 

Section  070  1 

Section  080  < 

18/90) 

WAC  173-433 
Standards 

Section  010  1 
Section  020  t 
Secticm  030  1 
Section  100  1 
standards 
Section  110    I 
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■ids  far  certain 
-070(7))  (3/21/ 


isw  (NSR)  (3/ 


tp,  shutdown, 
UtkHU  (3/21/91) 
itory  (3/21/91) 


Section  086    New  touica  review  (NSR)  (3/ 

21/91) 
Section  087    Prevention  of  significant 

deterioration  (PSD)  (3/21/91) 
Section  100    Special  studies  (3/21/91) 

WAC173-41S    Primary  AfatBinna  PUnts 

Section  010    Statement  of  purpose  (3/21/91) 
Section  020    Definitions  (except  -020(1)  and 

(2))  (3/21/91) 
Section  030    Emission  standards  (except 

-030(1)  and  -030(3)(b))  (3/21/91) 
Section  045    Creditable  stack  height  and 

dispersion  techniques  (3/21/91) 
Section  050    New  source  review  (NSR)  (3/ 

21/91) 
Section  051    Prevention  of  significant 

deterioration  (PSD)  (3/21/91) 
Section  060    Monitoring  and  reporting 

(except -060(l){a).  (b)  and  (d))  (3/21/91) 
Section  070    Report  of  startup,  shutdown, 

breakdown  or  upset  conditions  (3/21/91) 
Section  080    Emission  inventory  (3/21/91) 

WAC 173-420    State  furisdiction  Over 
Motor  Vdiicke  (3/28/77) 

WAC  1 73-422    Motor  Vehkle  Emiaaion 
Inspectioa  (12/31/Bl) 

WAC173-42S    Open  Burning 

Section  010    Purpose  (10/18/90) 
Section  020    Applicability  (10/18/90) 
Section  030    Definitions  (10/18/90) 
Section  036    Curtailment  during  episodes  or 

impaired  air  quality  (10/18/90) 
Section  045    Prohibited  materials  (10/18/90) 
Exceptions  (10/18/90) 
Residential  open  burning  (10/ 


Section  120    Prohibited  fuel  types  (10/18/ 

90) 
Section  130    General  emission  standards 

(10/18/90) 
Section  150    Curtaihnent  (10/18/90) 
Section  1 70    Retail  sales  fee  (10/1 8/90) 
Section  200  Regulatwy  actions  and  penalties 

(10/18/90) 

WAC173-434    Solid  Waata  ladnwator 
Facilitias 


Section  0S5 
Section  065 

18/90) 
Section  075 

18/90) 
Section  085 

18/90) 
Section  095 

18/90) 
Section  100 


Commercial  open  burning  (10/ 
Agricultural  open  burning  (10/ 
No  bum  area  designation  (10/ 


Section  050 
Section  060 
Section  070 
Section  080 
18/90) 


Solid  Fuel  Burning  Device 


WAC  17»^33 
Standards 

Section  010    Purpose  (10/18/90) 
Section  020    Applicability  (10/18/90) 
Section  030    Definitions  (10/18/90) 
Section  100    Emission  performance 

standards  (10/18/90) 
Section  110    Opacity  standards  (10/18/90) 


Section  090 
Section  120 

79) 
SecUon  130 
Section  135 
Section  140 
Section  200 


Section  010 
Section  020 
Section  030 
Section  050 
18/90) 
Section  070 


Purpose  (10/18/90) 
Applicability  (10/18/90) 
Definitions  (10/18/90) 
New  source  review  (NSR)  (10/ 


Prevention  of  significant 

deterioraUon  (PSD)  (10/18/90) 
Section  090    Operation  and  maintenance 

plan  (10/18/90) 
Section  100    Requirement  for  BACT  (10/18/ 

90) 
Section  130    Emission  standards  (except 

-130(2))  (10/18/90) 
Section  160    Design  and  operation  (10/18/ 


90) 
Section  170 

t8/90) 
Section  190 

90) 
Section  200 
Section  210 


Delegation  of  agricultural  open 

burning  program  (10/18/90) 
Section  115    Land  clearing  project  (10/18/ 

90) 
Section  120    Department  of  natural 

resources — smoke  management  plan  (10/ 

18/90) 
Section  130    Notice  of  violation  (10/18/90) 
Section  140    Remedies  (10/18/90) 

WAC  173-430    Baring  of  Field  and  Forage 
and  Turf  Grasses  Growm  for  Seed 

Section  010    Purpose  (10/18/90) 
Section  020    Definitions  (10/18/90) 
Section  030    Permits,  conditions  and 

restrictions  (10/18/90) 
Section  040    Mobile  field  burners  (10/18/90) 

Other  approvals  (10/18/90) 

Study  of  alternatives  (10/18/90) 

Fees  (10/18/90) 

Certification  of  alternatives  (10/ 


Monitoring  and  reporting  (10/ 

Changes  in  operation  (10/18/ 

Emission  inventory  (10/18/90) 
Special  studies  (10/18/90) 


WAC  173-435    Emergency  Episode  Plan 

Section  010    Purpose  (1/3/89) 

Section  015    Significant  harm  levels  (1/3/89) 

Section  020    Definitions  (1/3/89) 

Section  030    Episode  stage  criteria  (1/3/89) 

Section  040    Source  emission  reduction 

plans  (1/3/89) 
Section  050    Action  procedures  (1/3/89) 
Section  060    Enforcement  (1/3/89) 
Section  070    Sampling  sites,  equipment  and 

methods  (except  -070(1))  (1/3/89) 

WAC  173-440    Sensitive  Areas 

Section  010 
Section  020 
Section  030 
Section  040 
18/90) 
Section  100 
Section  900 

WAC173-470    Ambient  Air  QuaUty 
Standards  for  Particulate  Matter 


Purpose  (10/18/90) 
Applicability  (10/18/90) 
Definitions  (10/18/90) 
Sensitive  areas  designated  (10/ 

Standards  (10/18/90) 
Appendix  A— Map  (10/18/90) 


Purpose  (1/3/89) 
Applicability  (1/3/89) 
Definitions  (1/3/89) 
Ambient  air  quality  standards 

Reporting  of  data  (1/3/89) 


Section  020 
Section  025 
Section  030 

20/80) 
Section  040 
Section  070 

20/80) 
Section  071 


Requirements  (6/29/82) 
Schedule  of  Control  Dates  (8/ 


New  Source  Review  (4/26/79) 
Compliance  Schedules  (4/26/ 


Section  010 
Section  020 
Section  030 
Section  100 
(1/3/89) 
Section  160 

WAC  1 73-490    Emission  Standards  and 
Controls  for  Sources  Emitting  Volatile 
Organic  Compounds 

Section  010    Purpose  (8/20/80) 

Definitions  (6/29/82) 

General  Applicability  (6/29/82) 

Registration  and  Reporting  (8/ 


Alternative  Schedule  of  (Control 
Dates  (8/20/80) 
Section  080    Exceptions  (6/29/82) 


Regulatory  Actions  (4/26/79) 
Qiminal  Penalties  (4/26/79) 
AppeeU  (4/26/79) 
Petroleum  Refinery  Equipment 
(8/20/80) 

Section  201    Petrole\jm  Liquid  Storage  In 
External  Floating  Roof  Tanks  (8/20/80) 
Section  202    Leaks  from  Gasoline  Transport 
Tanks  and  Vapor  Collection  Systems  (8/ 
20/80) 
Section  203    Perchloroethylene  Dry 

Cleaning  Systems  (6/29/82) 
Section  204    Graphic  Arts  Systems  (6/29/82) 
Section  205    Surface  Coating  of 

Miscellaneous  Metal  Parts  and  ProducU 
(6/29/82) 
Section  207    Surface  Coating  of  Flatwood 

Paneling  (8/20/80) 
Section  208    Aerospace  Assembly  and 

Component  Coating  Operations  (6/29/82) 

WAC  463-39    General  Regulations  for  Air 
Pollution  Sources 

Section  010    Purpose  (7/23/79) 
Section  020    Applicability  (7/23/79) 
Section  030    Definitions  (except  (4),  (7).  (10), 

(24).  (25).  (30).  (35),  (36))  (7/23/79) 
Section  040    General  Standards  for 

Maximum  Permissible  Emissions  (except 

introductdry  paragraph)  (7/23/79) 
Section  050    Minimum  Emission  Standards 

for  Combustion  and  Incineration  Sources 

(7/23/79) 
Section  060    Minimum  Emission  Standards 

for  General  Process  Sources  (7/23/79) 
Section  080    Compliance  Schedules  (7/23/ 

79) 
Section  100    Registi^tlon  (7/23/79) 
Section  110    New  Source  Review  (except  (1), 

the  first  two  sentences  of  {3)(b),  (3)(c), 

(3)(d),  (3)(e))  (7/23/79) 
Section  120    Monitoring  and  Special  Report 

(7/23/79) 
Section  130    Regulatory  Actions  (7/23/79) 
Soctloto  135    Criminal  Penalties  (7/23/79) 
Section  150    Variance  (7/23/79) 
Section  170    Conflict  of  Interest  (7/23/79) 

Puget  Sound  Air  Pollution  Control 
Authority-^legulation  I 

Article  1    Policy,  Short  Title  &  Definitions 

(except  1.07(s),  1.07(rr)  and  1.07(xx)  (12/ 

74) 
Article  1.07(s)    General  Definitions, 

"Facility"  (10/11/83) 
Article  1.07(rr)    General  Definitions, 

"Source"  (10/11/83) 
Article  1.07(xx)    General  Definitions. 

"Volatile  Organic  Compound"  (10/11/ 

83) 
Article  3    General  Provisions  (12/74) 
Article  6    Notices  of  Construction  and 

Orders  of  Approval  (except  6.07(b)(7) 

and  6.08)  (12/74) 
/^Icle  6.07(b)(7)    Issuance  of  Approval  or 

Order  (10/11/83) 
Article  6.08    Special  Conditions  for  Now  Air 

Contaminant  Sources  Which  Will 

Significantly  Impact  A  NonAttainment 

Area  (10/11/83) 
Article  9.02    Outdoor  Fires  (6/1 3/73) 
Article  9.02A    (6/20/74) 
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ArtkbUn 


I  of  Air  GcBliBiteMil: 

Jf«/7») 

Aiticfa9.04    OnodtkaofPatkuhta 

ArtkblLlS    iBdMntarBantafdnr) 

Article  9.08 


(1/77) 
Rmlwion  cf  SwMbr  Dkad<k 


of  SttUor  Dioxide 


Article  0.07(c) 

(aAa/7«i 

Article  tilTld} 

(1/77) 
ArtidelJITfe)   bBiMkaofSidiurOknlde 

(1/77) 
AitideQiW   BnledM  of  Pirticakte  Mater 

WMfht  Rirte  SlMd«d  (1/77) 


Article  1    Purpoae.  Pirilcy.  Short  Title  end 

nefinitinni  (asccept  litt)  (4/a/t2) 
Article  1.  Section  14)2    Foiky  (12/13/M) 
Article2    Volatile Oqeaic Cdmpouad 

""'—*"*  Standerdi  Group  1  (except 

2.13)  (4/8/B2) 
Article  2,  Sectian  2.13    Schedule  of  CoDtrol 

Datea  (12/13/S4) 
Articled    Volatile OlBBaicCampouDd 

Rmiwina  Standarde— Gtoup  2  (except 

Xll)(4/a/82) 
Article  3.  SectioD  3.11    Schedule  of 

Compliance  Datea  (12/13/M) 
Article  4    Geaexal  Proviaioaa  (except  4.02) 

(4/8/82) 
Article  4.  Section  4il2    Some.  Registration. 

Reporting  and  Notics  ot  Conatiuction 

(12/13/84) 

Air 


Section  455.11 
(8/9/78) 


Particniate  Matter  Staadard 


Ak 


Article  IV.  Section  4.01    PtoticuUte 

finiairiaM— Gnla  Loading  Restrictionfl 
(1/6/75) 

[FR  Doc.  93-478  Hied  1-14-93;  8>tS  am) 


DEPARTMENT  OF  TRANSPORTATION 

NalioiMl  HIghvMfy  TVsMc  Sstaty 
Adininiclntion 

49  CFR  Part  571 

[Dedwt  No.  aa-ST;  NotfM  2] 
RiN  2127-AE41 

FMsral  Motor  Vshicte  Sofcty 
Standwds;  WhMl  NuU,  WhMi  Disc*, 
•ndHubC^s 

AGENCY:  National  Hi^yray  Traffic 
Safety  Administration  (NHTSA).  DOT. 
action:  Final  rule. 

SUMMARY:  In  this  final  rule.  NHTSA 
amends  Federal  Motor  Vehicle  Safety 
Standard  No.  211  Wheel  Nuts.  Wheel 
Discs,  and  Hub  Caps  to  relax  the  current 
prohibition  against  all  wheel  nuts. 


wheel  discs,  and  farit  cms  with  wfatgad 
projections.  As  f"«— *'<*^,  the  standard 
«rill  pennit  wfaiged  wfaad  mtfs.  vAmai 
discs,  aod  hub  cans,  it  whan  titose 
items  are  installert  on  •  wbmA  tim.  the 
protections  do  not  eKtand  bejrood  the 
side  of  the  wheel  zim.  PedeeMaa  or 
cyclist  safety  will  not  be  coaqvomised 
by  this  change. 

DATES:  This  final  rule  is  efiactive 
February  16. 1993. 
FOR  FURTNCR  MFOMMIION  CONTACT: 
Ms.  Mar^iet  GUI.  Office  of  Vehicle 
Safiaty  Standards.  NRM-12.  room  5320. 
NHTSA.  400  Seventh  Street.  SW.. 
Washington.  DC  20590.  Ms.  Gill's 
telephone  number  is  (202)  386-6651. 

Stt^PlEMENTARY  SPOWMftTION. 

Background 

Standard  No.  211,  Whe^  fMs.  Wheel 
Discs,  and  Hub  Caps  (49  CFR  571.211) 
was  issued  in  1967  (32  FR  2408)  as  one 
of  the  initial  Federal  Motor  Vehicle 
Safety  Standards.  Standard  No.  211 
applies  to  motor  vehicles  and  motor 
vehicle  equipment.  The  Standard 
currently  prohibits  wheel  nuts,  wheel 
discs,  and  hub  caps  that  incorporate 
"winged  proiections"  (for  the  sake  of 
brevity  and  simplicity,  ail  three  are 
generically  referred  to  hereafter  as 
"winged  bub  caps").  This  prohibiti<ai 
applies  to  all  vriiiged  hub  caps, 
regardless  of  the  size  of  the  winged 
projections,  and  regardless  of  how  fer 
outward  they  )ut  m^en  the  hub  cap  is 
installed  on  any  wheel  rim  on  which  it 
is  or  can  be  mounted. 

By  petition  dated  September  3, 1991. 
ConsoUdated  International  Automotive. 
Inc.,  Dayton  Wheel  Products,  and 
(k)rilla  Automotive  Products 
(petitioners)  petitioned  the  agency  to 
amend  Standard  No.  211.  Petitioners 
sought  an  amendment  that  would 
permit  the  manufecture  and  installation 
of  some  types  of  hub  caps.  Petitioners 
asserted  that  the  record  contained  no 
evidence  substantiating  any  safety 
related  hazards  associated  with  the  hub 
caps  regulated  by  Standard  No.  211.  To 
bolster  this  position,  petitioners 
enclosed  the  results  of  a  survey  of 
automotive  parts  wholesale  and  retail 
establishments.  The  survey  showed  no 
reports  of  injiiries  resulting  from  winged 
hub  caps.  (The  results  of  this  survey  are 
in  NHTSA  Docket  No.  92-27;  Notice  1.) 
Petitioners  further  stated  that  the  agency 
provided  no  guidance  as  to  what 
constitutes  a  "winged  projection."  and 
that  it  is  therefore  difficult  to  discern 
what  types  of  equipment  are  prohibited 
by  the  standard.  Petitioners  petitioned 
for  Standard  No.  211  to  be  amended  so 
that  it  does  not  prohibit  the  manufecttire 
and  installation  <A  hvb  cap*  with 


"winged  projectians*  that,  whan 
InataUad.  "do  not  extend  beyond  ibm 
outarmoit  plana  of  tha  whaM."  On 
Dacambar  2. 1991.  NHTSA  granted  tba 
padtionan*  patiticm  for  rulemaking. 

Modca  af  Piopoaad  Bnlamaking 

On  luna  8. 1992,  NifrSA 
implemented  tha  grant  of  mlamaking  by 
pubUahfa^  in  dia  Fadaralf  iijirtira 
notica  ofpropoaad  rukmaUag  (57  FR 
24207)  proposing  to  amend  Standard 
No.  211  to  permit  hub  caps 
inoasporating  "winged  projectians** 
that,  n^an  inatalled.  do  not  "extend 
beyond  tha  plana  that  is  tangent  to  tha 
outtKiard  edge  of  the  wheel  rim  •  •  •" 
B^bra  iaauins  tha  proposal,  tha  agency 
reexaminad  the  safety  need  to  pnioibit 
winged  hi^  c^m.  In  doing  so,  tha 
agBocy  examined  availaUa  infcnnation 
provided  by  the  petitioners  and  by  other 
sources.  This  review  by  NHTSA  waa 
summarized  in  the  NPRM. 

In  the  NPRM.  the  agency  described 
the  accident  data  sources  it  reviewed  to 
determine  tha  extant  of  in  jiiries 
involving  winged  hub  caps.  Pedestrians, 
motorcydists.  and  Ucyclists  are 
potentially  at  risk  from  injuriea  resulting 
aom  oimtact  with  ¥ringed  hub  caps.  Tha 
agency's  analyris  was  based  on  a  review 
of  accident  data  files  from  the 
Pedestrian  Injury  Causation  Study 
(PICS),  the  National  Accident  Sampling 
Systems  (NASS),  and  complaints  to 
NHTSA's  Office  of  Defects  Investigation. 
The  data  examined  by  NHTSA  Indicated 
that,  since  1979,  significant  injury  has 
not  been  caused  to  pedestrians  at 
cyclists  as  a  result  of  accidental  contact 
vrith  wheels  or  hub  caps.  Based  on  this, 
the  agency  tentatively  concluded  that 
safety  would  not  be  compromised  by 
amending  Standard  No.  211  so  that  it 
permits  Monged  hub  caps  if,  when  the 
winged  hub  caps  are  installed  on  a 
whMl  rim,  the  winged  projections  do 
not  extend  outward  beyond  tha  plana 
tangent  to  the  outside  of  that  wheel  rim. 

Public  CoBunanta  to  the  NPtM 

In  response  to  the  NPRM.  the  agency 
received  twenty  eight  public  comments. 
The  agency  received  separate  comments 
from  two  automobile  manufiactuTers, 
and  a  comment  from  counsel  for  the 
petitioners.  The  other  comments  were 
from  automotive  parts  wholesafe  and 
retail  establishments.  All  these 
commenters  supported  the  proposed 
amendmoit  to  Standard  No.  211.  The 
majority  of  the  commenters  stated  that 
they  were  not  aware  of  any  instances  in 
which  accidental  contact  Mrith  a  winged 
projection  on  a  hub  cap,  resulted  in  an 
injury.  None  of  the  twenty  eight 
commenters  opposed  any  aspect  of  the 
NPRM. 
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Conunenters  raised  the  following 
additional  issues.  On  behalf  of  the 
petitioners,  John  Russell  Deane  m.  Esq.. 
asked  whether  the  phrase  "(A]s 
installed  on  any  physically  compatible 
combination  of  axle  and  wheel  rim 
*  *  *"  used  in  the  regulatory  text  of  the 
NPRM  imder  "S4  Requirements,"  could 
be  further  clarified.  Mr.  Deane  stated 
that  the  petitioners'  understanding  was 
that  the  language  is  not  intended  as  a 
Umitation  Iwyond  that  requiring  that  the 
"knock-oS"  hub  be  used  only  on  axle 
and  wheel  equipment  where  the 
equipment  design  allows  for  such  use. 

Mr.  Deane's  understanding  is  correct 
The  agency's  intent  was  to  prohibit 
wingwi  hub  caps  only  if,  when  the  hub 
cap  is  installed  on  any  wheel  rim/axle 
combination  on  whidi  the  hub  cap  fits, 
the  projections  extend  beyond  the  plane 
described  in  S4.  NHTSA  chose  the 
language  "physically  compatible" 
instead  of  "designed  to  fit"  to 
emphasize  that  manufacturers  must  take 
into  consideration  not  only  the  specific 
wheel  rim/axle  combinationCs)  on 
which  the  hub  cap  was  envisioned  or 
intended  to  be  used,  but  also  any  other 
combinations  that  the  hub  cap  can  fit. 

An  importer  of  specialty  British  motor 
vehicle  equipment  asked  whether  new 
replacement  equipment  with  winged 
projections  for  pre-standard  (i.e.,  pre- 
1967)  vehicles  are  prohibited  firom  being 
imported  into  the  United  States.  The 
agency  notes  that  this  issue  was 
addressed  in  the  NPRM.  However,  since 
it  is  an  important  point,  it  will  once 
again  be  addressed.  Standard  No.  211 
has.  fivm  its  issuance,  been  an 
equipment  standard  as  well  as  a  vehicle 
standard.  Further,  the  application  of  the 
eqmpment  requirements  in  Standard 
No.  211  is  not  limited  to  replacement 
equipment  for  vehicles  manufactured  on 
or  after  the  effective  date  of  the 
standard,  January  1, 1968.  Therefore, 
since  January  1, 1968,  the  prohibition 
against  winged  hub  caps  has  applied  to 
all  replacement  winged  hub  caps 
manufactured  on  or  after  that  date,  even 
if  they  are  designed  to  be  placed  on 
motor  vehicles  that  were  manufactured 
before  that  date. 

Since  none  of  the  public  comments 
raised  concerns  about  a  potential  for 
pedestrian  and  cyclist  injuries  to 
increase  if  winged  hub  caps  were 
permitted  to  extend  beyond  the  plane 
tangent  to  the  wheel  rim.  the  agency 
adopts  as  final  its  tentative  conclusion 
that  safety  would  not  be  compromised 
by  amending  Standard  No.  211  Based 
on  the  foresoina.  the  agencv  is  adopting 
the  proposed  amendments  to  Standard 
No.  211  «inthout  change 


Effective  Date 

This  final  rule  relieves  a  restriction  in 
Standard  No.  211.  In  the  NPRM,  the 
agency  proposed  that  since  the  rule 
would  relieve  a  restriction,  the  rule,  if 
made  final,  would  take  effect  30  days 
after  publication  in  the  Federal 
Register.  Only  one  commenter 
addressed  the  issue  of  the  effactive  date. 
That  commenter  supported  an  efiiactive 
date  30  days  after  pubUcation  of  the 
final  rule. 

Accordingly,  since  this  notice 
permits,  but  does  not  require, 
redesigned  hub  caps,  the  agency  has 
concluded  that  the  amendments  made 
by  this  notice  should  be  efiiactive  sooner 
than  180  days  after  the  issuance  of  this 
rule.  Therefore,  the  agency  finds  for 
good  cause  that  the  amendments  should 
become  effective  30  days  after  it  is 
published. 

This  final  rule  would  not  have  a 
retroactive  effect.  Under  section  103(d) 
of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (15  U.S.C.  1392(d)), 
whenever  a  Federal  motor  vehicle  safety 
standard  is  in  effect,  a  state  may  not 
adopt  or  maintain  a  safety  standard 
appUcable  to  the  same  aspect  of 
performance  which  is  not  identical  to 
the  Federal  standard.  Section  105  of  the 
Act  (15  U.S.C.  1394)  sets  forth  a 
prooBdure  for  judicial  review  of  final 
rules  establishing,  amending  or  revoking 
Federal  motor  vehicle  safety  standards. 
That  section  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  suit 
in  court 

Rulemaking  Analyses  and  Notices 

1.  Executive  Order  1 2291  (Federal 
Regulation)  and  DOT  Pegulatoiy 
Policies  and  Procedures 

The  agency  has  ane'v^d  the 
economic  and  oiher  eflects  of  this 
proposal  and  determined  that  they  are 
neither  "major"  within  the  meaning  of 
Executive  Order  12291  nor  "significant" 
within  the  meaning  of  the  Department 
of  Transportation's  regulatory  policies 
and  procedures.  This  final  rule  would 
impose  no  additional  requirements,  but 
would  permit  manufacturers  greater 
design  flexibility  by  relieving  a 
restriction.  Further,  any  cost  impacts 
would  be  so  slight  that  they  cannot  be 
quantified.  Since  6ie  effects  of  this  final 
rule  would  be  so  minimal,  a  full 
regulatory  evaluation  is  not  required. 

2.  Regulatory  Flexibility  Act 

In  accordance  with  the  Regulatory 
Flexibility  Act.  NHTSA  has  evaluated 
the  effects  of  ttiis  final  ruia  on  small 
entities.  Based  un  this  evaluation.  I 


certify  that  the  final  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
The  final  rule  will  have  a  small 
beneficial  effect  on  small  manufacturers 
and  dealers  of  motor  vehicle  equipment 
by  relieving  reslKctions  on  the  sale  of 
certain  winged  hub  caps.  It  will  not 
affect  the  cost  of  producing  or 
purchasing  hub  caps.  Accordingly,  a 
final  regulatory  flexibility  analysis  has 
not  been  prepared. 

3.  Executive  Order  12612  (Federalism J 

This  rule  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612.  The  agency  has  determined  that 
the  final  rule  dofs  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  era  Federalism  Assessment. 

4.  National  Environmental  Policy  Act 

The  agency  al«)  has  analyzed  this  rule 
for  the  purpose  of  the  National 
Environmental  Policy  Act.  and 
determined  that  it  would  not  have  any 
significant  impact  on  the  quality  of  the 
human  environment 

List  of  Subjects  in  49  CTR  Fait  571 

Imports,  Motor  vehicle  safety,  Motor 
vehicles,  Rubber  and  rubber  products. 
Tires. 

In  consideration  of  the  foregoing,  49 
CFR  part  571  i& amended  as  set  forth 
below: 


PART  571— {AMENDEDl 

1.  The  authof»ty  citation  for  part  571 
continues  to  read  as  follows: 

AodwrityrlS  U  S.C  1392, 1401, 1403, 
1407;  delegation  of  authority  at  49  CFR  1.50. 

2.  Section  57t,211  is  amended  as 
follows: 

a.  Paragraph  53  is  revised  to  read  as 
follows: 

1571.211    Starvurd  No.  211;  Wheel  nuts, 
wtteel  dtocs,  and  nub  ( 


S3.  Definitions. 

53.1  Wheel  nut  means  an  exposed 
nut  that  is  mounted  at  the  center  or  hub 
of  a  wheel.  It  does  not  include  any  of 
the  ordinary  small  hexagonal  nuts  that 
secure  a  wheel  to  an  axle,  and  that  are 
normally  covered  by  a  hub  cap  or  wheel 
disc. 

53.2  Winged  projection  means  any 
exposed  cantilevered  appendage  that 
projects  radially  fit)m  a  wheel  nut, 
wheel  disc  or  hub  cap  and  that  typically 
has  front,  edge,  and/or  rear  surfaces 
which  are  not  in  contact  with  the  wheel 
when  the  wheel  nut.  wheel  cover  or  hub 
cap  is  installed  on  the  axle.  Figure  1 
shows  an  example  of  a  "winged 
projection." 
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S4.  Requirements.  As  installed  on  any 
physically  compatible  combination  of 
axle  and  wheel  rim.  wheel  nuts,  wheel 
discs,  and  hub  caps  for  use  on  passenger 
cars  and  multipurpose  passenger 
vehicles  shall  not  incorporate  winged 
projections  that  extend  beyond  the 
plane  that  is  tangent  to  the  outboard 
edge  of  the  wheel  rim  at  all  points 
around  its  cirrumference.  Figure  2 
shows  that  plane. 

c.  The  paragraph  entitled  "NOTE"  at 
the  end  of  Standard  No.  211  is  removed. 

d.  Figures  1  and  2  are  added  at  the 
end  of  Standard  No.  211. 

IssxMd  on  January  11, 1993. 

MarloaCBlalny. 

Administnitor. 
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49CFRPart571 

[Doclwt  No.  90-OS;  Noliee  4] 

RiN  2127-A061 

Fadaval  Motor  V«hlcl«  Saf«ty 
Standards;  School  But  Pasaangar 
Seating  and  Craah  Protaction 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
ACnON:  Final  rule. 

SUMMARY:  This  final  rule  amends 
Standard  No.  222.  School  Bus  Passenger 
Seating  and  Crash  Protection.  School 
buses  designed  (on  a  voluntary  basis  or 
pursuant  to  a  legal  requirement  other 
than  one  issued  by  this  agency)  to 
transport  persons  in  wheelchairs  will  be 
required  to  be  equipped  with 
wheelchair  securement  devices  and 
occupant  restraint  systems  meeting 
specified  pwfonnance  requirements. 
Among  the  performance  requirements 
are  ones  regarding  location  and 
minimum  strength  for  the  anchorages  of 
those  devices  and  systems  and  ones 
regardinp,  minimum  strength  of  the 
devices  uid  systems  themselves. 

This  amendment  will  complement 
existing  provisions  in  Standard  No.  222 
specifying  occupant  protection 
requirements  for  school  bus  passenger 
seating  and  restraining  barriers.  This 
amendment  virill  provide  a  level  of 
occupant  protection  for  students  in 
wheelchairs  as  comparable  to  that 
currently  provided  to  persons  able  to 
use  standard  bench  seats  as  is 
practicable.  In  addition,  this 
amendment  will  prevent  potential 
injuries  to  all  occupants  that  could  be 
caused  by  an  inadequately  secured 
wheelchair. 

DATES:  The  amendments  made  in  this 
nile  are  effective  January  17, 1994. 


Any  petitirais  for  reconsideration 
must  be  received  by  NHTSA  no  later 
than  February  16, 1993. 
ADDRESSES:  Any  petitions  fior 
reconsideration  should  reCsr  to  the 
docket  and  notice  number  of  this  notice 
and  be  submitted  to  Administrator, 
National  Highway  Traffic  Safety 
Administration,  400  Seventh  Street  SW., 
Washington,  DC  20590.  (Docket  Room 
hours  are  9:30  a.m.-4  p.m.,  Monday 
through  Friday.) 

FOR  FURTHER  MFORMATMM  CONTACT: 
Charles  R.  Hott.  NRM-15.  Office  of 
Vehicle  Safety  Standards,  National 
Highway  Traffic  Safety  Administration, 
400  Seventh  Street  SW.,  Washington, 
DC  20590.  Telephone:  (202)  366-0247. 
SUPPI^MENTARV  MTORMATION: 

Background 

Federal  motor  vehicle  safety  standard 
No.  222,  School  Bus  Passenger  Sedting 
and  Crash  Protection,  specifies 
occupant  protection  requirements  for 
school  bus  passenger  seating  and 
restraining  barriers.  The  requirements, 
which  apply  to  each  "school  bus 

!>assenger  seat,"  include  limits  on  the 
ore  and  ait  spacing  between  adjacent 
rows  of  seats  in  order  to  keep  students 
compartmentalized  or  contained  within 
their  immediate  seating  area  during  a 
crash.  The  term  "school  bus  passenger 
seat"  is  defined  in  S4  of  the  standard  as 
"a  seat  in  a  school  bus,  other  than  the 
driver's  seat  or  a  seat  installed  to 
accommodate  handicapped  or 
convalescent  passengers  as  evidenced 
by  orientation  of  the  seat  in  a  direction 
that  is  more  than  45  degrees  to  the  left 
or  right  of  the  longitudinal  centerline  of 
the  vehicle." 

In  July  1989,  Mr.  Lyle  Stephens  and 
Ms.  Debra  Simms  filed  a  discrimination 
complaint  with  the  U.S.  Department  of 
Transportation  concerning  seating  for 
students  with  disabilities  on  school 
buses.  They  alleged  that  the  Department 
had  violated  section  504  of  the 
Rehabilitation  Act  of  1973,  as  amended, 
by  failing  to  establish  "school  bus 
passenger  seating  or  crash  protection 
requirements  for  handicapped  students 
who  use  wheelchairs  or  require  devices 
other  than  the  traditional  school  bus 
passenger  seat  while  being  transported." 
Since  the  plaintiffs  indicated  that  the 
relief  they  sought  was  rulemaking,  the 
agency  treated  the  Stephens/Simms 
complaint  as  a  petition  for  rulemaking 
and  published  a  Federal  Register  notice 
granting  their  petition  (55  FR  7346, 
March  1,1990). 

Shortiy  thereafter,  the  agency 
published  a  notice  (55  FR  21891:  May 
30, 1990)  armoundng  the  availability  of 
a  study  ("Wheelchair  and  Occupant 


Resti«int  on  School  Buses,"  D0T-41S- 
807-570,  May  1990)  on  the  state-of-the- 
art  in  wheelchair  securement  and 
occupant  restraints  on  school  buses.  The 
notice  requested  comments  on  this 
report,  as  well  as  any  other  comments 
relating  to  the  pending  rulemaking  to 
amend  Standard  No.  222  to  establish 
requirements  for  school  bus  seating  for 
students  with  disabilities. 

On  September  24, 1991,  based  upon 
comments  received  in  response  to  the 
May  30  notice,  NHTSA  published  a 
Notice  of  Proposed  Rulemaking  (NPRM) 
proposing  to  amend  Standard  No.  222  to 
require  that  school  buses  designed  (on 
a  voluntary  basis  or  pursuant  to  a  legal 
requirement  other  than  one  issued  by 
this  agency)  to  transport  persons  in 
wheelchairs  have  wheelchair 
securement  devices  and  occupant 
restraint  systems  meeting  specified 
performance  requirements  (56  FR 
48140).  The  NPRM  proposed  minimum 
strength  and  location  requirements  for 
the  anchorages  for  securement  devices/ 
restraint  systems,  and  minimum 
strength  requirements  for  the 
securement  devices/restraint  systems 
themselves.  The  NPRM  also  proposed 
that  all  wheelchair  locations  would  be 
forward-facing. 

In  response  to  the  NPRM,  NHTSA 
received  52  comments  from  a  variety  of 
sources,  including  school  districts, 
school  bus  and  transportation 
contractors,  state  organizations,  national 
and  state  associations,  vehicle  and 
equipment  manufacturers,  researchers, 
and  private  individuals.  All  but  a  few  of 
the  comments  supported  the  concept  of 
establishing  requirements  in  Standard 
No.  222  for  wheelchair  securement 
devices/occupant  protection  systems. 
The  opinions  of  the  commenters  did 
differ,  however,  on  a  number  of  the 
issues  and  questions  raised  in  the 
NPRM.  All  of  these  comments  were 
considered  while  formulating  this  final 
rule,  and  the  most  significant  comments 
are  addressed  below.  In  general,  the 
preamble  uses  the  same  organizaticm  as 
the  NPRM's  preamble,  to  aid  the  reader 
in  comparing  the  two  documents.  Issues 
not  discussed  in  the  NPRM's  preamble 
are  discussed  at  the  end  of  thU 
preamble. 

Issues 

1.  Whether  To  Require  Each  School  Bus 
To  Have  a  Wheelchair  Securement 
Location 

The  NPRM  specifically  did  not 
propose  that  all  school  buses  be 
designed  to  transfrart  at  least  one  person 
in  a  wheelchair.  The  agency  believed 
that  decisions  on  how  many  school 
buses  should  be  configured  to  carry 
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studeats  in  wh— Icfadra  are  oaoft  aedly 
and  accurataly  nade  hy  kwal  school 
distocU  baaed  oDths  particular  numbar 
of  childna  with  diaabUities  whom  they 
have  tba  raapooaihUity  to  tranaport 

No  conflBBBlar  chjactad  to  thia 
poaitioo.  The  aeancy  haa  deddad  to 
m^ntate  the  poafttoD  tt  tack  in  the 
NIVM  and  ai^  the  xaqainments  of 
the  final  nde  lo  oaijr  tfaoM  new  aduxd 
buses  deaifpaed  witk  one  or  mora 
locadoM  far  tranaaarting  a  panoD 
linawheeloiatr. 


2.  Systan  Versus  GQin/>one/it  Test 
Requirewents 

IVe  NPRM  diacuaaed  the  agency's 
rationde  for  propoatog  atatic 
paiiutinanoe  reqpireoienta  tor  fee 
various  ooaroonanta  of  m^ieelchair 
secamaent  devioaa/occupant  restraint 
systema.  inatoed  of  specifying  full  scale 
teating  of  the  aecurament  devices/ 
restraint  ayalema  naing  test  dummies. 
The  NPRM  also  apedfically  asked 
whether  there  waa  ''any  existing 
infonnadon  wrhich  indicates  that 
condudiag  dynamic  tests  using 
wheelchairs  and  leM  dummies,  es 
oppoaed  to  the  propoaed  component 
tests,  would  result  in  safer  wfaeelch^ 
aecurenent  and  occupant  restieint 
devioeair'' 

A  number  ofconunenters  oft^ected  to 
the  agency's  tentative  decision  to  test 
only  the  aecnrement  devices/restraint 
systems  at  die  component  level.  These 
commenters  believed  that  a  dynamic 
test  would  more  doaely  resemble  real- 
world  ritnationB  and  would  be  a  more 
severe  test  of  the  system  than  the 
component  teat  proposed  in  the  NPRM. 
In  addition,  commanters  believed  that 
agreement  among  the  varioiis  national 
and  international  oiganizations  that  are 
developing  dynamic  test  requirements 
would  occur  in  the  near  future. 

A  number  of  other  commentws 
believed  that  a  dynamic  test  procedure 
was  appropriate,  but  recognized  that  it 
may  not  be  poaaible  to  adopt  one  at  the 
current  time.  Accordingly,  these 
commmters  suggested  that  NHTSA 
establish  a  achadula  for  completing  the 
work  neceesaiy  to  develop  dynamic  test 
requirements  for  wheelchair  securement 
devicM/occupant  raatraint  aystems  and, 
in  most  instanoas,  far  the  wheelchairs 
themselves.  Many  of  these  oommwiters 
leoog^iizad  the  ongoing  national  and 
international  activitiaa  to  develop 
standards  for  wheelrhaira  and 
wheelchair  secuxeaoant  devices/ 
occupant  restraint  systems. 

Several  oommaatars  expressed 
support  far  st^ic  teats  <rf  wheekhair 
securement  devices/occupant  restraint 
systems  and  their  anchorages.  A  few 


•ny  potted  ilia  nee  of  botth 
static  and  dynandc  tests. 

The  NRPM  fated  ajxiaaauiia  why  Ifae 
a^eacy  was  not  pnmoateg  dynaaoic  toat 
requirements  for  wneelchair  aacurenent 
devices  and  occnpaait  reatmint  syrtsms. 
These  raesons  invt^ved  the  need  to: 

1.  Develop  an  appropriate  tost  dunuay, 

2.  Identify  inju^  tolerance  levels  far  the 
disabled; 

3.  EslaMieh  test  conditions; 

4.  Select  a  "rtandard"  or  surrogate 
wheelduir; 

5.  Establish  procedures  for  placing  fee 
wheekhaif  and  fee  test  dummy  in  an 
effective  test  condition:  and 

6.  Develop  an  appropriate  tost  buck  to 
represent  a  portion  of  fee  school  bus 
bo(ty  for  securement  of  andioragea. 
Only  the  University  of  Michigan. 

Transportation  Kesauch  Institute 
(UMTRQ  provided  technical  comments 
on  feese  reasons.  UMTRI  believed  that 
fee  "first  two  reasons  are  irrelevant  and 
miss  fee  point  of  the  system  dynamic 
test  which  is  primarily  to  conduct  a 
systems  strutgfe  last  using  dynamic  test 
ctmditions  whkJi  are  known  to  produce 
failures  in  components  at  much  lower 
loads  than  in  stetic  tests."  UMTRI  sUted 
that  fee  purpose  of  fee  test  dummy  is  to 
"generate  faroes  that  may  be  expected 
from  a  human  occupant,  rather  than  as 
an  injiuy-sensing  tool."  Accordingly,  it 
does  not  believe  a  special  dununy  is 
needed  to  represent  a  disabled  person 
and  there  is  no  need  for  injury  criteria. 
It  believed  dummy  excursion  is  an 
acceptable  mftflw~'"""*  for  potential 
injury.  Dummy  excursion  is  ciirrently 
one  of  the  criteria  used  to  measure 
compliance  wife  Standard  Na  213, 
Child  Restraint  Systems. 

Wife  respect  to  reasons  3  through  6. 
UMTRI  suggested  "that  consensus  and 
answers  to  these  issues  are  close  at  hand 
or  already  available."  It  dted  the 
acceptance  of  rigid  floors  and  anchorage 
points  and  a  sxirrogate  wheelchair  by 
such  organizations  as  fee  Society  of 
Automotive  Engineers  (SAE).  the 
International  Standards  Organiratian 
(ISO),  and  fee  Canadian  Standards 
Associations  (CSA),  as  evidence  feat 
"fee  implementation  of  a  dynamic  test 
is  cloaer  at  hand  than  had  been  feought 
and  that  current  standards-writing 
efforts  could  be  expedited  by  fee 
NHTSA's  spcmsorship  of  some  needed 
testing  and  other  sumkmI  wmk." 

After  considering  the  above 
commanta.  the  agency  again  concludes 
feat  it  is  not  faarible  to  issue  a  Federal 
requirement  for  dynamic  testing  of 
wheeidiadr  aecurament  devicea  and 
occupant  Teatxaint  systems  at  this  time. 
The  lewaaa  given  in  the  NPRM  for  not 
pn^Mring  dyaaoiic  tests  for  wheelchair 


securemaoi  devicea  and  • 
lestniat  ayataaa  reaa^a  valid.  Only  ene 
conaaaatar,  UMTRI,  provided  eny 
tecfalcal  taioraMlioa  that  directly 
addieeaad  the  laasona  H^ed  in  the 
NPSM.  T^  other  Gomnieirters 
saqaaaaad  their  opiniona,  but  did  ncA 
provide  supporting  data  or  infotmatton. 
The  commanta  of  UMTRI,  wife  reepecA 
to  fee  techaioal  reasons  why  fee  agency 
did  not  propoee  a  dyaamic  tert,  note 
that  there  are  etill  a  number  of  iaaues 
coooaraiag  dyaamic  teetteg  whidi  have 
not  been  laaoivad  by  the  national  and 
international  oiganicatians  attaraptinc 
to  reeohre  the  problems.  Hie  details  of 
fee  test  conditioBB,  test  eqoipmeat.  and 
perfonnance  criteria  have  been  tftadied 
oy  experts  far  a  number  of  years,  and  as 
noted  by  some  of  fee  commanters,  it 
nny  take  a  few  more  years  to  reaohra  aQ 
of  fee  issues.  NHTSA  does  not  believe 
it  can  resolve  thoee  issues  before  fee 
national  end  international  communities 
can  reech  agreement 

The  AgMicy  alao  notes  Ihet  this  final 
rule  is  intenosd  to  provide  wheekhur 
occnpents  in  school  buses  wife  a  level 
of  oocupant  protection  equivalent  to 
that  which  is  mandated  by  Standard  No. 
222  for  abl»4rodied  atudente.  Standard 
No.  222  currently  provides  occupant 
cr^i  protection  to  students  sitting  in 
conventional  adiool  bus  aeets  in  sdiool 
buses  over  10,000  pounds  GVWR 
through  the  use  of  strong,  well- 
anchOTed,  high^c^ad,  evenly  spaced 
seate  feat  are  st^jject  to  atatic  tests  to 
ensure  feeir  compliance  wife  fee 
standard.  For  adaool  buses  weig^g 
10,000  pounds  GVWR  or  less,  FMVSS 
No.  222  also  requires  the 
compartmentdized  eeating  as  well  as 
safety  belts,  all  of  whidi  are  subjected 
to  atatic  teste.  The  agency  believes  feat 
it  is  appropriate  to  spedfy  static  teatiitg 
for  wheeldMir  securement  devices  and 
occupant  restraint  systems  since  static 
teate  are  already  specified  for  other 
school  bus  paasenger  seating  locations. 
According^,  fee  final  rule  indudes 
only  static  test  requiremento  for  the 
wheelchair  securement  devices/ 
occupant  restraint  systems  and  feeir 
anchorages.  However,  fee  agency 
intends  to  monitor  fee  on-going 
activities  of  fee  national  and 
intOTnational  ocganizations  interested  in 
fee  transportation  safety  of  fee  disabled. 

3.  Peifonntmoe  Ciiteria 

The  NPRM  proposed  requiring  fee 
wheelchair  securement  devices  and 
occupant  restraint  systems  to  meet  fee 
requiremente  of  St^dard  No.  209,  Seat 
Mt  assemblies.  The  NPRM  also 
propcMMd  a  floor  strengfe  requirement  of 
3,000  pounds  for  fee  anchoragea  (6,000 
pouniu  if  the  aecuiement  devices  and 
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restraint  systems  share  ■  common 
anchorage),  as  w^  as  specific  force 
application  angles.  The  NPRM  also 
requested  comment  on  whether  then 
was  room  Inside  a  bus  to  pull  on  the 
securement  and  restraint  anchorages 
with  forces  and  at  the  angles  proposed. 

No  commenter  objected  to  the 
proposed  requirements  for  the 
securement  devices  and  restraint 
systems  or  to  the  proposed  anchorage 
strangth  requirements.  Ck)mments  from 
vdiicle  manubcturws  also  indicated 
that  there  would  be  sufficient  room  in 
the  vriiicle  to  perform  the  tests. 
Accordingly,  tnese  requirements  are 
adopted  in  the  final  rule. 

UMTRI  stated  that  the  NPRM  did  not 
account  for  designs  that  have  the 
restraint  system  anchored  on  or  near  the 
securement  device  in  the  static  testing. 
For  example,  UMTRI  stated  that  the 
NPRM  requires  anchorage  loads  over 
3.000  poxmds  only  in  cases  where 
"more  than  one  securement  device 
shares  a  common  anchorage."  It  claimed 
that  in  cases  where  the  restraint  system 
is  connected  to  a  securement  device,  the 
3.000  poimd  test  load  is  not  approoriate. 
UMTRI  also  stated  that  in  a  case  where 
the  restraint  system  is  connected  to  the 
wheelchair,  that  the  securement 
anchorage  will  be  exposed  to  additional 
loads.  The  agency  notes  that  proposed 
S5.4.3.2(e)  required  the  loads  required 
for  each  system  shall  be  applied 
simultaneously  when  a  securement 
device  and  a  restraint  system  share  a 
common  anchorage.  Ho%vever.  UMTRI's 
comments  concerning  the  need  for 
simultaneous  testing  when  the  restraint 

2 stem  is  anchored  to  the  wheelchair  or 
e  securement  device  are  correct. 
NHTSA  intended  to  remiire 
simultaneous  testing  of  all  anchorages 
that  are  used  for  more  than  one 
securement  device  and/or  restraint 
system.  Accordingly,  the  language  of  the 
final  rule  takes  designs  which  have  the 
restraint  system  anchored  to  the 
wheelchair  or  the  securement  device 
into  account 

The  only  comments  concerning  force 
application  angles  addressed  the 
proposed  angles  for  the  securement 
device  anchorages.  Many  of  these 
comments  seemed  to  ccmfiisa  the 
specification  of  a  test  angle  between  40° 
and  50°  with  a  requirement  that  the 
secinement  device  be  installed  on  a 
wheelchair  at  theae  angles.  These  test 
angles  were  not  intended  to  limit 
inMallation  angles. 

Other  commentera  suggested  that 
testing  at  a  range  of  30°  to  60°  would 
more  accurately  reflect  the  range  of 
angles  at  which  wheelchain  are 
installed.  After  reviewing  these 
comments,  NHTSA  agrees  that  the 


securement  andiorage  strength  tests 
should  be  conducted  over  the  range  of 
angles  that  represents  the  majority  of 
installation  angles.  Therafbra.  the  final 
rule  adopts  a  requirement  that 
securement  anchorages  be  capable  of 
meeting  the  strength  requirement  at  any 
angle  between  30°  and  60°. 

4.  Wheelchair  Orientation 

The  NPRM  discussed  the  agency's 
rati(H)ale  for  propoeing  that  wheelchair 
seating  locatitms  be  forward  facing  and 
asked  for  information  on  the  efiisct  of 
such  an  orientation  on  the  capacity  of 
school  buses. 

The  majority  of  commentera 
supported  a  requirement  for  forward- 
facing  wheelchair  locations  on  school 
buses.  Some  state/local  school  districts 
noted  that  they  already  require 
wheelchain  to  be  forward  facing  and 
that  problems  with  lost  capacity  had 
been  minimal  or  non-existent.  To 
support  its  belief  that  the  proposed 
forward-facing  requirement  would  not 
affect  the  number  of  buses  necessary  to 
transport  children  with  disabihties.  the 
Washington  Superintendent  of  Public 
Instruction  (Washington  State)  noted 
that  the  "proposed  standard  applies 
(Hily  to  new  buses.  When  new  buses  are 
ordered,  a  slightly  longer  body  length  is 
inexpensive  and  readily  available."  It 
also  mentioned  "that  buses  are  currently 
available  with  flat  floon  or  raised  floora 
with  no  wheel  housings.  These  buses 
will  provide  greater  flexibility  when 
designing  floor  plans  for  walk-on 
passengen  and  wheeldudr  stations." 
However,  other  commentera  disagreed 
with  the  forward-fedng  requirement 
based  on  the  belief  that  it  would  cause 
a  significant  reduction  in  capacity. 

Several  commentera  stated  that  the 
mandate  for  forward-facing  orientation 
should  allow  exceptions  when  deemed 
necessary  and  included  in  a  student's 
Individual  Educational  Plan  (lEP). 

Note:  The  IE?  emanates  from  the  Education 
of  All  Handicapped  C2iildren  Act  of  1975 
(Pub.  L  94-142)  and  the  Individtials  with 
Disabilitlet  Education  Act  (Pub.  L.  101-476). 
These  Acts  provide  that  each  child  between 
the  ages  of  3  and  21  must  receive  free  and 
appropriate  education  at  pidtlic  expense, 
induaing  transportation  to  and  from  the 
educational  bdlities.  The  lEP  procau 
involves  the  evaluation  of  the  educational 
and  special  needs  of  the  child,  including 
transportation.  When  the  IE?  is  completed  by 
the  responsible  state  or  load  agency,  the 
parent,  or  nurdian,  of  the  child  si^  the 
plan,  which  in  essence  is  a  contract  between 
the  parent  and  school.  Including  the 
transportation. 

In  addressing  the  issue  of  wheelchair 
orientation,  two  commantara  provided 
information  on  injuries  to  wrheelchair 
occupants  on  school  buaea.  The  Arizona 


Department  of  Tkansportatian  (Arizona 
DOT)  commented  that  it  had 
experienced  sane  "shoulder  and  neck 
injuries  fonn  side  facing  devices."  R 
believed  that  the  side-fodng  restraint 
was  inadequate  to  support  the  mobility 
device  during  emeignicy  maneuvan. 
during  crashes,  or  during  emergency 
stops.  Hiese  injuries  were  all  "minor 
bruises,  broken  or  cracked  teeth, 
lacerations,  or  whiplash."  The 
California  Department  of  Education 
mentioned  that  California  accident  data 
"does  not  support  either  side  or  forward 
fedng  positions  with  respect  to  injury 
reduction  to  the  occupant." 

Some  commentera  stated  that  they 
were  already  receiving  requests  from 
parents  that  their  child  be  transported 
only  in  a  farward-fodng  position.  In 
addition,  several  commmtera  discussed 
the  effect  of  having  forward-facing 
wheelchair  locations  mandated  in  new 
school  buses,  while  still  having  side- 
facing  locations  on  some  older  buses, 
and  the  potential  impact  of  parents  or 
guardians  questioning  the  safety  of 
tiiose  chilfuen  transported  in  the  side- 
facing  locations.  However,  other 
commentera  stated  that  the  problems 
presented  would  be  similar  to  the 
problems  experienced  when  there  were 
both  pre-1977  and  po8t-1977  buses 
within  the  same  district. 

There  was  overwhelming  support  for 
forward-facing  wheelchair  locations 
from  the  conunentera.  Those  that 
favored  side-facing  orientations 
genereUy  based  those  preferences  on 
perceiveid  capacity  andyor  cost  issues, 
not  safety  concerns.  Based  upon 
comments  received,  the  agency  does  not 
believe  that  these  capacity  and  cost 
issues  are  substantial  enough  to  override 
safety  concerns  with  side-facing 
orientations.  Accordingly,  the  &ial  rule 
mandates  forward-fedng  wheelchair 
locations  for  the  same  reasons  dted  in 
the  NPRM,  primarily  because  nearly 
every  other  national  and  international 
organization  studying  this  issue  has 
concluded  that  forward-facing 
wheelchair  locations  are  inherently 
safer,  and  that  wheelchain  and  the 
hiunan  body  are  better  capable  of 
surviving  a  frontal  crash  in  a  &t)ntal 
orientation. 

With  respect  to  the  concerns  raised  by 
some  commentera  that  there  may  be 
certain  children  with  medical 
conditions  that  doctora  or  other  health 
professionals  believe  may  be  better 
transported  in  a  side-facing  direction, 
NHTSA  notes  that  this  find  rule  only 
mandates  {>erformance  requirements  for 
wheelchair  securement  devices  and 
occupant  restraint  systems  when  they 
are  installed  in  school  buses.  The 
standard  does  not  require  that  the 


securement  dev 

used,  nor  does  i 

securement  dev 

restrain  various 

seating  devices. 

operational  issi 

oftheindividui 

districts.  Thus, 

district  wishes 

for  example  thr 

allow  a  msablei 

in  other  than  a 

orientation,  tha 

state  or  local  sc 

a  decision,  thei 

to  obtain  equip 

a  side-facing  di 

be  possible  to  a 

securement  dei 

wheelchair  or  c 

device  in  a  sid< 

should  be  takei 

adaptation  not 

prohibition  aga 

inoperative  the 

safety  equipme 

securement  de' 

On  the  issue 

mandating  foni 

locations  will  1 

capacity,  there 

the  comments 

capacity  loss.  ^ 

suggested  that 

more  M^ieelchi 

forward-feeing 

commentera  b< 

loss  in  capacit' 

significant  difj 

magnitude  oft 

commentera  fr 

districts  that  h 

forward-feeing 

discussed  thei: 

fewer  problem 

were  anticipat 

that  those  com 

already  made  I 

facing  wheeld 

difBculties,  ar 

judge  the  impi 

data  from  Was 

number  of  cor 

bench  seats  th 

accommodate 

side-facing  wl 

compelling.  \^ 

a  chart  indical 

side-  and  form 

positions  that 

each  bench  se 

every  instance 

facing  seat  cot 

each  bench  se 

It  is  also  im; 

when  orderinf 

one  or  more  Vk 

state  or  local  s 

slightly  larger 


.1..A. 


If^l     K*     kl<%     1A    /   VrtA^v     IamMi>w   1«     100.1    /   BitbM  MoH   P^oiilaHftna 


Federal  Register  /  Vol.  58.  No.  10  /  Wday.  January  15,  1993  /  Rules  and  Regulations  4589 


securement  devicec/restiaint  systems  be 
used,  nor  does  it  specify  how  the 
seouement  devices  should  be  used  to 
restrain  various  wheelchairs  or  mobile 
seating  devices.  Those  types  of 
operational  issues  are  the  responsibility 
of  the  individual  state  and  local  school 
districts.  Thus,  if  a  state  or  local  school 
district  wishes  to  establish  a  procedure, 
for  example  throueh  the  IE?  process,  to 
allow  a  msabled  child  to  be  transported 
in  other  than  a  forward-facing 
orientation,  that  is  its  prerogative.  If  a 
state  or  local  school  district  makes  such 
a  decision,  then  it  would  be  necessary 
to  obtain  equipment  that  would  work  in 
a  side-fKing  oirection,  since  it  may  not 
be  possible  to  adapt  a  forward-facing 
securement  device/restraint  system  to  a 
wheelchair  or  other  mobile  seating 
device  in  a  side-facing  orientation.  Care 
should  be  taken  in  making  such 
adaptation  not  to  violate  the  statutory 
prohibition  against  rendering 
inoperative  the  federally-mandated 
safety  equipment  such  as  the 
seciuement  device/restraint  system. 

On  the  issue  of  the  effects  that 
mandating  forward-facing  wheelchair 
locations  will  have  on  school  bus 
capacity,  there  is  no  clear  consensus  in 
the  comments  as  to  the  extent  of  any 
capacity  loss.  While  one  commentar 
suggested  that  it  was  possible  to  get 
more  wheelchairs  in  a  vehicle  in  the 
forward-feeing  position,  most 
commenters  believed  there  would  be  a 
loss  in  capacity.  However,  there  was  a 
significant  difterence  of  opinion  on  the 
magnitude  of  the  loss.  A  number  of 
commenters  from  states  or  school 
districts  that  had  already  switched  to 
forward-feeing  wheelchair  locations 
discussed  their  experiences.  In  general, 
fewer  problems  were  experienced  than 
were  anticipated.  The  agency  believes 
that  those  commenters  who  have 
already  made  the  change  to  forward- 
facing  wheelchairs,  and  adapted  to  any 
difficulties,  are  in  the  best  position  to 
judge  the  impacts.  The  comments  and 
data  from  Washington  State  on  the 
number  of  conventional  school  bus 
bench  seats  that  must  be  removed  to 
accommodate  forward-facing  versus 
side-facing  wheelchairs  were 
compelling.  Washington  State  included 
a  chart  indicating  the  number  of  both 
side-  and  forward-facing  wheelchair 
positions  that  could  be  installed  for 
each  bench  seat  removed.  In  almost 
every  instance,  only  one  more  side- 
facing  seat  could  have  been  installed  for 
each  bench  seat  removed. 

It  is  also  important  to  remember  that, 
when  ordering  a  new  school  bus  with 
one  or  more  wheelchair  locations,  the 
state  or  local  school  district  can  order  a 
slightly  larger  school  bus  to  offset  any 


loss  in  capacity  that  may  occur  from 
switching  from  side-fedng  to  forward- 
feeing  wheelchair  locations.  Based  on 
the  information  from  Washington  State, 
the  loss  in  capacity  is  typically  only  one 
or  two  bench  seats.  Baseid  on  that  same 
information,  most  school  buses  can  be 
ordered  sUghtly  longer. 

Note:  L.arge  school  buses  are  comprised  of 
sections.  Each  manufacturer  offers  several 
different  sized  sactioiis,  which  can  be  put 
together  in  any  combination  to  obtain  various 
bus  lengths.  For  example,  Blue  Bird  can 
combine  28"  and  35"  sections  in  order  to 
increase  the  length  of  the  bus  by  T 
increments.  It  may  l>e  necessary  to  add  one 
or  two  f  increments  to  a  Blue  Bird  bus  to 
regain  any  lost  capacity  from  forward-facing 
wheelchairs. 

In  summary,  the  agency  does  not 
believe  there  is  a  large  loss  in  capacity 
from  requiring  forward-feeing 
wheelchair  locations.  In  those  instances 
where  there  is  a  loss,  the  cost  of 
regaining  the  seating  capacity  in  a  large 
sd^ool  Ims  by  buying  a  slightly  larger 
body  is  relatively  inexpensive.  For 
example,  if  three  7"  sections  are  added 
to  a  66  passenger  bus,  with  an  estimated 
cost  of  $40,000,  the  additional  cost 
would  be  $450,  for  an  increase  of 
1.125%  (450/40,000).  However,  if  a 
school  district  uses  only  small,  van- 
based  school  buses  for  transporting 
disabled  students  in  wheelchairs,  then  it 
may  have  to  purchase  an  additional 
vehicle.  As  noted  in  the  NPRM,  while 
there  may  be  local  cost  impacts  for  some 
school  districts,  the  agency  does  not 
believe  these  costs  are  significant  on  a 
nationwide  basis. 

Regarding  issues  concerning  the 
operation  of  some  vehicles  with  side- 
facing  wheelchair  positions  and  others 
with  forward-facing  positions,  the 
agency  agrees  with  the  commenters  who 
stated  that  it  could  be  accommodated 
using  the  same  type  of  explanation  used 
with  respect  to  pre-1977  and  post-1977 
school  buses.  !t  is  also  noted  that  every 
safety  advance  results  in  the  newer 
vehicles  being  safer  than  the  older  ones. 
If  the  agency  followed  the  logic  of  the 
arguments  given  by  some  commenters 
concerning  potential  problems  with 
some  school  buses  being  considered  less 
safe  than  the  others,  it  would  never 
change  existing  safety  standards  or  issue 
new  ones.  In  those  instances  in  which 
parents/guardians  are  insistent  that  their 
children  be  transported  in  a  forward- 
facing  position,  the  agency  agretes  with 
the  Iowa  Department  of  Education  that 
state  and  local  school  districts  are 
capable  of  making  accommodation. 


5.  Separate  Restraint  Systems  for 
Wheelchair  Securement  and  Occupant 
Restraint 

The  NPRM  proposed  a  component 
test  approach  that  would  accommodate 
the  various  types  of  wheelchair 
securement  devices  and  occupant 
restraint  systems  available  for  use  in 
school  buses.  These  are: 

(1)  Seciirement  and  restraint  belts  that 
are  independently  attached  to  the 
anchorage  points; 

(2)  A  main  belt  which  secures  the 
wheelchair  and  an  occupant  restraint 
system  which  is  attached  to  the  main 
belt;  and 

(3)  A  securement  device  that  attaches 
to  the  bus  and  a  restraint  system  that 
attaches  to  the  wheelchair  or  mobile 
seating  device. 

Several  commenters  stated  that 
occupant  restraints  should  be  an  option, 
not  a  requirement.  Some  of  these 
comments  were  based  on  concerns  that 
these  systems  could  make  it  more 
difficult  to  extricate  the  occupant  in  an 
emergency.  Other  commenters  stated 
that  lap/shoulder  belts  are  not  practical 
for  some  types  of  wheelchairs,  such  as 
reclining  wheelchairs,  or  for  some 
wheelchair  occupants,  as  they  could 
interfere  with  medical  equipment  such 
as  colostomy  bags,  feeding  tubes,  or 
oxyg*»n. 

in  response  to  these  comments,  the 
agency  notes  that  this  final  rule  vrill 
mandate  only  that  a  wheelchair 
securen.ent  location  in  a  school  bus 
have  both  a  wheelchair  securement 
device  and  an  occupant  restraint 
system.  The  final  rule  will  not,  indeed 
cannot,  mandate  the  use  of  these  '^ 
devices/systems.  These  operational 
issues  are  the  responsibility  of  the 
individual  states  and  local  school 
districts.  While  ^4HTSA  recommends 
use  of  the  occupant  restraint  system 
whenever  feasible,  a  state  or  local 
school  district  could  establish  a 
procedure  for  exempting  certain  persons 
or  classes  of  persons  from  use  of  the 
occupant  restraint  system. 

In  response  to  concerns  about 
extrication  problems  due  to  restraint 
systems,  the  agency  notes  that  it  is 
unaware  of  any  actual  instances  of 
problems.  In  any  event,  as  with  safety 
belts  in  other  types  of  vehicles,  the 
agency  believes  that  the  benefits  of 
restraints  will  offset  any  potential 
extrication  concerns. 

Other  commenters  disagreed  about 
the  types  of  wheelchair  securement 
devices  and  occupant  restraint  systems 
that  should  be  allowed.  Transportation 
Alternatives  concurred  with  "NHTSA's 
general  conclusion  that  *  •  • 
occupants  should  be  secured  with  lap 
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and  upper  tono  rMtraints."  Howew,  tt 
took  "stroog  exoapdon  to  NHTSA's 
position'*  on  the  issue  of  separate 
secureroent  devices  and  raaibaint 
systems.  It  did  so  on  the  assumptiaii 
that  the  wrheekhair  securament  devices 
and  occupant  restraint  systems  would 
be  anchorad  to  the  vehicle  structure 
(rhasnis)  Under  such  conditians.  it  wras 
concerned  that  in  a  maior  crash  in 
which  the  bus  body  separated  from,  or 
severely  shifted  oo,  the  bus  chassia  (as 
has  happened  in  a  number  of  crashes 
including  the  Palm  Springs.  Califoraia. 
cnA  in  hily  1991).  the  occupant 
restraint  systems  would  have  titerally 
cut  the  students  in  half.  It  believed  that 
"the  wheelchair  and  its  occupant  are  a 
single  unit.  This  unit  must  be  firmly 
secured  to  the  vehifito,  as  a  imit.  At  the 
same  time,  nothing  should  compromise 
its  remaining  a  unit.** 

The  Washtenaw  Michigan 
Intermediate  School  District,  Thomas 
Buih  Buses,  the  Massachusetts 
Department  of  Public  Health,  the 
American  Occupational  Therapy 
Assodatioo,  and  others  endorsed  the 
concept  of  having  the  wheelchair 
secured  independently  of  the  occupant 

Q'Straint.  an  equipment 
manufacturer,  suggested  that  NHTSA 
not  use  the  "term  'completely 
independently  system'  to  refer  to  the  lap 
belt  attached  directly  to  a  track  or  the 
floor.  Many  people  think  that  an 
independent  system  creates  an 
independence  between  the  wheelchair 
and  its  occupant  which  is  totally 
incorrect!"  It  claimed  that  such  systems 
actually  create  a  number  of  very  serious 
problems.  First  is  a  "phasing"  problem 
whera4he  chair  impacts  the  back  of  the 
occupant.  Second  is  the  excessive 
"rebound  after  impact"  resulting  from 
greater  elongation  of  the  occupant 
restraint  than  the  securement  device 
upon  impact.  This  allows  the  occupant 
to  rebound  further  rearward  and 
upward.  Third,  when  a  lap  belt  is  not 
positioned  properly  across  the  pelvic 
area,  which  it  believed  is  common  with 
restraint  systems  that  are  attached 
directly  to  the  floor,  the  wheelchair 
occupant  can  "submarine  under  the  lap 
belt  with  potential  internal  damage 
resulting." 

UMTRI  stated  that  the  "preferred 
approach  is  an  Integrated  occupant 
restraint  system  which  is  anchored  in 
series  with  the  tiedown  system  such 
that  the  lap  beh  anchors  to  the 
wheelchair  or  the  tiedown  system  near 
the  wheelchair  seat."  Finally,  the 
Arizona  DOT  supported  independent 
securement  devices  and  restraint 
systems,  both  those  that  are 
independently  attached  to  a  floor 
anchorage  as  well  &i  thuMi  that  use  "a 


main  bah  which  aacuiaa  the  mobility 
davioa  to  the  floor  and  an  occapant 
restraint  system  which  has  the  lap  bah 
portion  attadiad  to  the  main  beh." 
However,  h  disagreed  with  aecuiement 
of  "the  occupant  restraint  system  to  the 
mobility  device."  With  respect  to 
potential  phasing  problems.  Aey  believe 
that  "phasing  may  be  reduced  throu^ 
appropriate  training  at  thoae  personnel 
semiring  the  restraints."  Also,  die  "need 
for  secitfing  the  mobility  device  and  the 
occupant  is  more  important  than  the 
minor  injuries  that  may  occur  through 
phasing." 

After  reviewing  these  comments,  the 
agency  continues  to  believe  that  none  of 
the  three  systems  allowed  by  the 
proposed  rule  should  be  excluded. 
While  various  commenters  prefaired 
one  type  or  another,  none  of  the 
comnMnters  submitted  any  data 
indicating  that  any  of  the  three  types  of 
systems  is  unsafe. 

On  the  issue  concerning  potential 

Cblems  in  crashes  where  the  school 
body  separates  from  the  chassis,  the 
agency  notes  that  all  of  the  securement 
and  restraint  anchorage  devices  the 
agency  has  seen  attach  to  the  body, 
instead  of  the  chassis,  end  thus  do  not 
present  an  added  risk  to  the  safety  of  a 
wheelchair  occupant  if  the  body 
separates  from  the  chassis.  In  addition, 
the  agency  does  not  believe  that  it 
would  be  practical  to  attach  the 
anchorage  device  to  the  diassis  instead 
of  the  body. 

The  NPRM  also  expressed  the 
agency's  concern  far  a  "phasing" 
problem  (i.e.,  the  secured  wheelchair's 
placing  a  load  on  the  beck  of  the 
wheelchair  occupant  in  a  crash  or 
sudden  stop)  in  instances  in  which  a 
small  child  is  in  a  heavy  wheelchair.  To 
alleviate  this  potential  problem,  the 
NPRM  included  higher  belt  load 
requirements  for  the  securement  belts 
than  for  the  restraint  belts,  in 
accordance  with  the  requirements  of 
Standard  No.  209.  The  NPRM  requested 
data,  particularly  sled  test  data,  on  the 
potential  "phasing"  effect  of  a 
lightweight  student  in  a  heavy 
wheelchair.  The  agency  also  asked  if  the 
diSerences  in  elongation  requirements 
for  securement  and  restraint  belts  would 
affect  the  potential  occurronce  of 
"phasing". 

None  of  the  commenters  submitted 
test  data.  However,  many  commenters 
stated  that  there  could  be  a  problem, 
depending  on  the  type  of  wheelchair 
securement  device/occupant  restraint 
system  used  and  the  type  of  wheelchair. 
Commenters  stated  that  this  would 
particularly  be  a  problem  with 
heavyweigot  wheelchairs.  Q'Straint 
commenteid  that  phasing  is  not  a 


probkm  in  dadgns  in  m^iich  tha 
occupant  restraint  is  aithar  attadiad  to 
tha  whaakrhair  or  the  whaalchair 
secuiement  devics.  instead  of  the  fkxir 
of  the  bus.  This  type  of  airsnaMniwit 
tvould  be  allovrad  imdar  tha  final  nila. 

On  tha  issue  of  belt  elongation.  Tie 
Tech,  an  equipment  manuncturer. 
stated  that  when  a  seciuement  device, 
with  approodmatdy  one  foot  of  webbing, 
is  installed  on  a  mobility  aid  vrith  a 
tension  of  approximately  100  pounds  of 
pressure,  some  of  the  elcmgation  has 
already  been  removed  from  the 
webbing.  Also,  "when  the  lapbeh  of 
approximately  six  feet  in  length  is 
secured  with  basically  no  preasura,  tha 
occupant  is  going  to  move  oefora.  and 
more,  than  the  mobility  aid  does."  Other 
commenten  stated  that  they  were  not 
awara  of  any  data  that  would  indicate 
that  elongation  would  solve  this 
problem,  and  that  too  much  elongation 
could  caiise  problems  by  permitting  the 
occupant  to  move  too  much. 

After  reviewing  the  comments,  the 
agency  believes  the  potential  for 
phasing  problems  is  small  because  of 
the  Umited  cases  in  which  phasing  can 
occur  (e.g..  a  small  child  in  a  heavy 
wheeldi^).  the  different  belt  load 
requirements  for  the  seciirement  and 
restraint  belts,  and  the  in-use 
differences  in  the  belts  in  terms  of  beh 
length  and  tension.  Acavdingly.  the 
fin^  rule  does  not  include  any  changes 
from  the  NPRM  with  reelect  to  pha^og 
concerns. 

6.  Safety  B^  Implications 

In  response  to  the  May  30  notice,  the 
agency  received  comments  suggesting 
that  there  was  an  inconsistency  between 
requiring  occupant  restraint  systems  fra* 
wheelchair  occupants  and  not  requiring 
safety  belts  for  other  school  bus 
passengCTS.  The  NPRM  summarized  the 
agency's  reasons  for  not  requiring  safety 
belts  on  large  school  buses  and 
explained  why  the  agency  did  not  fael 
the  requirement  for  wheelchair 
occupant  restraint  systems  was 
inconsistent.  First,  small  school  buses 
used  to  transport  students  in 
wheelchairs  are  required  by  Standard 
No.  222  to  have  lap  belts  at  all  seating 
positions.  Second,  for  large  school 
buses,  wheelchair  occupant  restraint 
systems  are  part  of  the  "safe 
environment"  for  passengers  in 
wheelchairs,  comparable  to  the  "safe 
environment"  provided  for  other 
passengen  by  "compaiimentalization." 

Many  commenters  nevertheless  urged 
the  agency  to  require  safety  belts  for  all 
occupants  on  school  buses.  Other 
commenters,  however,  supported  the 
position  taken  by  the  NHTSA  of  not 
requiring  safety  belts  oo  school  buses. 
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For  the  reasons  stated  in  the  NPRM 
and  because  requiring  safety  belts  at  all 
seating  positions  in  a  school  bus  would 
be  beyond  the  scope  of  this  rulemaking, 
the  agency  is  not  adopting  such  a 
requirement.  The  agency  continues  to 
agree  with  the  conclusions  of  the 
National  Academy  of  Sciences  on  the 
issue  of  safety  belts  on  school  buses. 
These  conclusions  are  discussed  in     r 
greater  detail  in  the  NPRM. 

7.  Wheelchair  Crashworthin^s 

The  NPRM  did  not  propose  any 
requirements  for  the  crasnworthiness  of 
wheelchairs  that  could  be  used  on 
school  buses.  The  agency  acknowledged 
that  some  wheelchairs  and  other  types 
of  mobile  seating  devices  may  not 
withstand  crash  forces,  but  noted  that 
identifying  appropriate  levels  of 
structural  integrity  for  wheelchairs  and 
a  means  of  objecGvely  measuring  that 
performance  would  take  a  long  time. 

Many  commenters  believed  that 
NHTSA  should  do  more  to  provide 
occupant  crash  protection  to  occupants 
of  wheelchairs  in  school  buses.  They 
suggested  that  the  entire  system 
(securement  device,  restraint  system, 
and  the  wheelchair)  should  be  tested 
and  evaluated.  These  commenters  stated 
that  requirements  for  wheelchair 
securement  devices  would  not  improve 
the  safety  of  passengers  in  wheelchairs 
if  their  wheelchairs  do  not  have  a 
sufficient  number  of  adequate 
securement  points  and  the  strength  to 
withstand  the  forces  imposed  by  the 
securement  device. 

Invacare,  a  wheelchair  manufacturer, 
stated  that  "there  are  no  wheelchairs 
currently  on  the  market  that  have  been 
designed  to  withstand  the  DOT  crash 
tests  (the  30-mph  crash  tests  used  to 
measure  compliance  with  a  variety  of 
standards,  even  though  those  standards 
do  not  directly  apply  to  wheelchairs], 
and  until  such  time  as  standards  are 
written  whereby  designs  may  be 
investigated  and  tested,  we  will 
continue  to  advise  all  of  our  dealers  and 
end  users  to  transfer  to  the  seating 
surfaces  of  the  vehicle,  and  use  the 
safety  belts  and/or  harness  provided 
with  that  vehicle."  It  believed  that 
"premature  passing  of  any  legislation 
involving  transport  within  a  vehicle  and 
in  a  wheelchair  would  misinform  the 
general  public  and  cause  irreparable 
damage  as  there  are  many  thousands  of 
wheelchairs  currently  in  the 
marketplace  that  are  unusable  as 
transport  devices  within  a  vehicle." 

The  American  Academy  of  Pediatrics, 
Committee  on  Injury  and  Poison 
Prevention,  stated  that  "to  improve 
wheelchair  transportation  on  school 
buses  *  *  *  an  effort  must  be  made  to 


address  the  safety  of  the  entire  seating 
system  for  wheelchairs,  not  just  those 
components  providing  securement  for 
the  device  and  the  occupant."  It 
believed  it  is  "imperative  that  NHTSA 
establish  parameters  on  what  types  of 
seating  devices  come  under  the 
requirements  relating  to  school  bus 
passenger  seating  and  crash  protection." 
But,  it  noted  that  one  of  the  "greatest 
impacts  of  these  revised  standards 
should  be  to  strongly  commimicate  that 
not  everything  on  wheels  can  be  put 
into  a  school  bus  and  tied  down." 

Transportation  Alternatives  "concins 
fully  with  NHTSA's  position"  not  to 
regulate  the  crashworthiness  of 
wheelchairs.  It  noted  that  "improve 
crashworthiness  is  not  necessarily  a  feir 
tradeH)ff  for  increased  wheelchair 
weight,  which  would  be  a  serious 
burden  to  wheelchair  occupants  during 
the  rest  of  their  day  when  they  must 
move  about  in  the  wheelchair  itself."  It 
commented  that  technological 
improvements,  e.g.,  composite 
materials,  "should  bring  dramatic 
improvements  in  wheelchair  design  and 
construction,  improvements  that  will 
make  the  chairs  more  crasbworthy 
while  at  the  same  time  improving  them 
in  other  respects." 

The  agency  agrees  that  some 
wheelchairs  may  not  perform  as  well  as 
others  in  a  crash  situation.  However, 
after  reviewing  the  comments,  the 
agency  remains  convinced  that  it  is 
inappropriate  to  include  requirements 
applicable  to  wheelchairs  and  other 
mobile  seating  devices  that  may  be  used 
on  school  buses.  Any  attempt  to  do  so 
would  lead  to  extensive  delays  in  this 
rulemaking,  since  there  are  no 
recognized  performance  requirements 
for  such  devices.  Moreover,  the  agency 
does  not  have  authority  to  regulate 
wheelchairs  as  such,  since  they  are  not 
"motor  vehicle  equipment"  within  the 
meaning  of  section  102(4)  of  the  Safety 
Act.  The  agency  has  the  authority  to 
impose  performance  requirements  on 
seating  devices  that  are  designed 
specifically  for  use  on  vehicles,  as  it  has 
done  with  respect  to  certain  child 
restraint  systems  (see.  Standard  No.  213, 
Child  Restraint  Systems).  However, 
most  wheelchairs  are  not  designed  for 
use  in  motor  vehicles.  Their  use  in 
vehicles  is  incidental  to  their  primary 
function  of  providing  mobility. 

8.  Definition  of  "School  Bus  Passenger 
Seat" 

The  NPRM  proposed  to  delete 
references  to  other  than  forward-facing 
seating  locations  in  the  existing 
definition  of  school  bus  passenger  seat. 

While  many  commentera  concurred 
with  the  proposed  definition  of  "school 


bus  passenger  seat,"  some  commenters 
objected  to  this  diange  for  the  same 
reasons  discussed  above  in  the  section 
on  wheelchair  orientation.  These 
commenters  stated  that  some  students 
in  wheelchairs  should  be  transported  in 
a  side-facing  position  and  local  school 
districts  should  have  this  option. 

The  proposed  change  to  tne  definition 
of  "school  bus  passenger  seat,"  by 
removing  the  exception  for  side-fedng 
seats,  was  intended  to  ensure  that  SS.l's 
requirement  for  forward-facing 
orientation  applies  to  all  of  the  standard 
bench  seats  on  school  buses.  None  of 
the  commenters  submitted  any 
information  indicating  a  need  for  a  seat 
(as  distinguished  from  a  wheelchair) 
that  is  side-facing.  Providing  occupant 
crash  protection  to  school  bus 
passengers  by  means  of  adjacent  bench 
seats  in  school  buses,  i.e.,  through 
"compartmentalization,"  is  premised  on 
forward-facing  seats. 

Therefore,  to  ensure  that  crash 
protection  is  provided  for  all  passengers 
in  a  school  bus,  the  exception  for  side- 
facing  seats  is  removed  in  this  final  rule. 

9.  School  Bus  Capacity 

The  NPRM  discussed  the  Eleventh 
National  Conference  on  School 
Transportation's  standard  that  requires 
any  vehicle  that  would  have  been  a 
school  bus  if  equipped  with  regular 
bench  seats  (i.e.,  which  is  intended  for 
carrying  students  and  has  a  capacity  of 
10  or  more  passengers  plus  a  oriver),  to 
continue  to  be  considered  a  school  bus 
even  if  its  capacity  dropped  to  less  than 
10  because  bench  seats  were  removed  to 
install  wheelchair  locations.  The  NPRM 
noted  that  the  agency  believes  that  the 
majority  of  vehicles  used  to  transport 
persons  in  wheelchairs  are  vehicles 
which,  when  equipped  with  regular, 
forward-facing  bench  seating,  have 
sufficient  numbers  of  seating  positions 
to  be  classified  as  school  buses.  The 
agency  discussed  its  concern  that  if  the 
capacity  of  these  buses  were  "reduced" 
during  manufacturing  by  the  installation 
of  wheelchair  locations  instead  of  bench 
seats,  the  vehicles  would  be  classified  as 
multipurpose  passenger  vehicles 
(MPVs).  As  such,  the  vehicle  would  not 
be  subject  to  this  final  rule.  Th6  agency 
requested  comment  on  the  size  and 
capacity  of  vehicles  used  to  transport 
students  in  wheelchairs.  The  agency 
also  requested  comment  on  extending 
the  wheelchair  securement/occupant 
restraint  requirements  to  MPVs. 

Only  Washington  State  commented 
on  this  issue.  It  believed  that  the 
capacity  of  the  school  bus  should  be 
based  on  its  maximum  capacity,  not  one 
that  is  reduced  by  removing  seats.  It 
noted  that  "(i)t  makes  no  sense  for  a 
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).  the  potential  ■aaHng  poaitkaa 
ahould  bo  counted  aa  the  weirinHMB 
nombar.  This  would  insure  that  no 
school  bus  with  a  laduoed  capadtv 
would  be  rlsssified  aaan  MPV  and 
therefore  not  technically  have  to  meet 
school  bua  neqairaoients." 

"School  bus"  is  defined  as  a  motor 
vdiide  dettened  far  canying  nxm  than 
10  pveoos  far  the  purpoee  of 
transporting  students  to  and  froafi  school 
and  related  evanta.  If  a  final  stage 
maniifactuiaf  or  dealer  raduoes  the 
passenger  capacity  of  a  new  bus  to  leas 
than  10  before  the  vehicle  is  sold  or 
delivered  to  the  owner,  that 
manufsctuiar  or  dealer  is  considered  an 
"alterer"  under  NHTSA  regulati<»s.  By 
so  reducing  the  passenger  capacity,  the 
alterer  is  changing  the  vehicle  from  a 
school  bus  to  sn  MFV.  Accordingly,  the 
sharer  would  be  required  to  oertiiFy  that 
the  vehicle  compliaa  with  all  of  the 
Federal  safaty  standards  applicable  to 
MPV's. 

h4HTSA  remains  ocmoemed  that,  if 
disaMed  itudents  era  tianspaitsd  in 
vehicles  which  ere  la^ga  flnoogh  to  be 
riasilfied  as  a  school  bus  if  equipped 
with  bench  seets,  but  which  are 
classified  as  MPVs  due  to  a  reductian  in 
capacity,  thoee  students  msy  not  be 
receiving  all  the  protections  offered  by 
a  school  bus.  However.  NHTSA  would 
like  to  address  this  issue  in  a  eeparato 
rulemaking  where  it  will  receive  mere 
focueed  ettention.  Therefare.  NHTSA 
wUl  issue  a  notice  of  propoeed 
rulemaking  addraesing  MPV's  used  to 
tranaport  obildrBa  to  school  in  the  near 
future. 

10.  Retmcton  on  Oocopont  Bestmint 
Devices 

The  NPUM  aaked  about  the  uee  of 
retractors  to  keep  belts  cleen  and  stored, 
and  the  impact  of  retractors  on  uee. 

Many  commenters  agreed  that  storage 
and  cleanllneas  of  the  occupant  restraint 
system  was  important.  a»  people  will 
often  refuse  to  use  the  restraint  if  the 
belts  are  dirty.  However,  commenters 
disagreed  on  whether  tlw  beet  approach 
was  retractable  belts  or  s  storage 
compartment  for  the  bahs  when  not  in 
use.  CcHmnenters  agreed  that  retractors 
are  not  practical  far  floor-mounted 
wheelchair  securament  systems  as  these 
could  interfere  with  movement  of  the 
wheelchair. 

Based  on  theee  romm— <»■  the  agency 
does  not  believe  retractors  or  other 
means  of  ka^ing  any  parts  of  s 
wheelchair  secorament  device  or 
occupent  reetraint  system  desn  snd 


should  strive  to  deviee  means  of  keeping 
such  syataoM  neat  and  dean,  while 
ensuring  eese  of  use. 

11.  Extension  to  Other  VehicJes 

The  NPRM  esked  far  comment  on  the 
desirability  of  extending  theee 
requirsmants  to  non-achool  buses.  All  of 
the  commentMS  who  eddrsssed  this 
issue  supported  extHiding  these 
requiremsnts  to  othsr  vehicles. 

Despite  theee  oomnMwts.  NHTSA  is 
not  extending  &ese  requirements  to 
vehicles  other  then  school  buses  et  this 
time.  }Nhii»  commenten  supported  the 
idea  of  extending  these  requiramsnts  to 
other  vehicles,  none  of  the  commenters 
provided  inionnation  on  whether  these 
requirements  are  practicable  for  other 
vehicle  types.  The  system  envisicmed 
thet  would  meet  the  requirements  of  the 
final  rule  would  require  assistance  to 
secure  a  wheelchair  and/or  occupant. 
Such  systons  msy  not  be  precticaUe  in 
other  vehicles  whsre  the  driver  may  not 
be  available  for  assirting  in  securing  a 
wheelchair. 

12.  Definition  ofWheekhair 
Securement  Device" 

The  MosiB^eb  Driving  School  far 
Disabled  oonunented  that  the 
Terminology  Task  Force  of  the  SAE 
Adaptive  Devices  Committee  issued  a 
set  of  definitions  in  June  1901  that 
apply  to  adaptive  devioea  utilized  in 
vehidea  by  persona  with  diaabilities. 
The  purpoee  of  the  SAE  definitions  is 
"to  facilitate  and  encourage:  (a) 
Utilization  of  consistent  ^d 
understandable  terminoionr  in  the 
preparation  of  related  standards 
documents,  and;  (b)  oommunicatiaa 
between  individuals  from  diverse 
backgrounds  involved  in  this  field."  ft 
ssked  the  sgency  to  consider  the  SAE's 
definitions  for  Wheeldiair  Tie-Down 
and  Occupant  Restraint  System. 
Wheelchair  Tia-Dowm,  and  Andiorage. 

After  reviewing  the  SAE  definiti<ms 
and  the  proposed  definitions  in  the 
NPRM.  the  ^ancy  believes  the  NPRM 
definitions  incorporate  needy  all  of  the 
elements  of  the  SAE  definitions.  The 
agency's  definitions,  however,  are 
generally  more  specific,  which  ia 
necessary  to  ensure  that  such 
definitions  are  explicit  enough  to  be 
objective. 

For  example,  the  SAE  defines 
"anchor^e"  aa  "(t)he  final  point  of 
attachment  far  transfariing  seat  belt 
sssembly  or  wheelchair  tie-down 
loads."  Hie  NPRM  defined  "wheekiMir 
occupent  reetraint  snrhwaMs"  and 
"wheelchair  I 


"the  pravfeioo  far  tnmsfaiilug 
wheelehair  occupent  restraint  system 
loads  to  the  vahide  structure"  and  "the 
pravlaian  far  tiMi^Biring  wheeldiair 
securement  device  loeds  to  die  vdiide 
structure**,  laspecUvely.  Theee 
definitions  vrara  based  on  the  new 
definition  of  ''seat  bek  andrarage**  in 
Standard  No.  210.  Seat  bek  asgemUy 
anchoragBg.  See,  56  FR  63682; 
December  5,  lOBl.  Theee  definitions  are 
intended  to  make  it  clear  that,  in 
addition  to  the  final  attechment  point, 
any  part  or  component  that  trannen 
loMtt  to  tite  vdmte  structure  is  part  of 
the  andiorage.  The  definitions  en 
"ifdieelchair  occupant  restndnt 

andxvage"  and  "wheelchair     

securement  andiorage"  in  the  NPRM 
would  include,  but  not  be  limited  to,  the 
securement  and  restraint  attadunent 
iMffdware,  the  track,  and  the  hardware 
for  attaching  the  trade  to  the  floor. 

The  SAE  defined  "Wheeldiair  Tie- 
Down**  as  a  device  "which  secures  the 
occupied  wheeldiair  to  the  vdiide 
stracture."  This  differs  from  the  NPRM 
definition  which  states  that  a 
wheelchair  securement  device  is  used 
"for  securing  a  wheelchair  in  place  in  a 
school  bus."  The  agency  believes  die 
SAE  definitian  more  closely  parallels 
the  definition  of  wheelchair  securement 
anchorage,  and  the  final  rule  therefore 
incorporates  this  language. 

13.  MiscellaneouM 

Vat  the  convenience  of  the  reader,  the 
preamble  uaea  U.S.  units  of  v>eights  and 
measurements  since  theee  unite  were 
used  in  the  NPRM.  However,  pursuant 
to  E.0. 12770  (56  FR  35801;  July  29. 
1901),  the  egency  is  in  the  prooees  of 
converting  all  salsty  standuds  to  metric 
units.  ThOTsfare,  metric  eq^valents, 
rounded  to  tfie  nesrost  whole  unit,  are 
used  in  the  regulatory  text  of  this  notice 
and  will  be  used  throughout  future 
Standard  No.  222  notioes. 

This  final  rule  does  not  have  any 
retroective  effect  Under  eeotion  103(d) 
of  the  National  Traffic  and  Motor 
Vehide  Safety  Act  (Safatv  Act;  IS  U.S.C 
1392(d)),  vrliraever  a  Federal  motor 
vehide  safety  standard  ia  in  effect,  a 
stete  or  pi^tioal  subdivision  may  not 
adopt  or  maintain  a  safety  standard 
applicable  to  the  same  asped  of 
performance  wrhich  is  not  identicel  to 
the  Federal  standard,  except  to  the 
extant  that  the  state  or  local  requiremeot 
imposes  a  higher  level  of  perfannence 
and  applies  only  to  vdiicws  procured 
for  ite  own  use.  Section  105  of  the 
Saisty  Ad  (15  U.S.C  1394)  seta  forth  a 
procedure  far  Judicial  review  of  final 
rulee  esteWidiing.  onending  or  revddi^ 
Federal  BMtor  vdiide  safaty  standards. 
That  aectian  doee  not  require 
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Buhwaking  Amljif  md  NoticM 

£xsciitji«  CMar  J220i  (Fedael 
Regulation)  and  DOTRegakAoiy 
Policies  oad  Procedures 

NHTSA  has  examined  the  cost 
impacts  of  tUs  rulemaking  action  and 
determined  that  die  final  rule  is  not 
major  within  the  meaning  of  EX).  12291. 
However,  it  is  "si^rificant"  witfaiB  Uta 
meaning  of  the  Department  of 
Transportation's  legulatory  policies  and 
procedures  because  of  die  public 
interest  associated  with  this  rulamddng 
action.  The  agmcy  has  prepared  a  Final 
R^gislatary  Bvaluatioo  (FRE)  for  diis 
final  Mie,  and  placsdacopy  of  the  FBE 
in  the  pubfic  docket  far  tins  ruiemakiiig 
action.  A  copy  of  the  FBE  may  be 
obtained  by  writing  to:  Oockat  Saction. 
NHTSA.  room  SIM.  MO  Seventh  Stnat. 
SW..  WaAington.  DC  20590. 

NtrrSA  has  determiBed  Aat  die 
primary  coneumerooat  far  this  final  rule 
is  the  cost  asaociated  with  lest  capacity 
due  to  the  forward-fatdag  whaek^iair 
requirement.  Many  stataahavaafaeady 
mandated  the  forward-facing 
orientation,  therefore,  only  24  states  will 
be  aflected  by  this  requirement.  NHTSA 
has  estimated  that  2.545-2,561  new 
school  buses  will  be  affected  by  this 
requirement,  at  a  cost  of  $822-Sl,035 
per  vehicle,  for  a  total  annual  consumer 
cost  of  $2,104,820-$2.633,670. 

Regulatory  Flexibility  Ad 

NHTSA  has  also  considered  the 
impacts  of  this  rulemaking  action  under 
the  Regulatory  Flexibility  Act.  This 
analysis  appears  in  the  FRE.  Based  on 
this  evaluation,  I  certify  that  the 
proposed  amendments  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  cost  of  a  new  school  bus  is 
expected  to  increase  only  nominally 
because  of  this  final  rule.  The 
anticipated  cost  of  $822-$l,035 
represents  2-3%  of  the  weighted  cost 
($36,100)  of  a  new  school  bus. 
Therefore,  NHTSA  does  not  anticipate 
either  a  negative  impact  on  sales  from 
tkis  final  rule,  or  a  significant  increase 
on  the  amount  states  currently  spend  on 
transporting  students. 

Paperwork  Reduction  Act 

In  accordance  with  the  Paperworic 
Reduction  Act  of  1980  (Pub.  L.  No.  96- 
511).  there  are  no  requirements  for 
information  collection  associated  with 
this  amendment 


Natiomei  Emvinmatatkd  Policy  Act 

NHTSA  also  has  analyzed  this 
rulemaking  ttction  for  tin  pnipoae  of  the 
National  Environnwntri  PoUqr  Act  The 
agency  has  dateuuined  that 
implementation  of  this  action  will  aot 
have  any  significant  impact  on  die 
quality  of  tha  human  environmeaA. 

£xeciftH«  Order  t2S12  {Federalism) 

Finally,  NHTSA  has  analyzed  this 
final  rule  in  accordance  widi  the 
principles  and  criteria  contained  in  E.O. 
12612,  and  the  agency  has  determined 
that  this  final  rule  does  not  have 
significant  {aderdism  implications  to 
warrant  the  pieparation  of  a  Federalism 
Assessment. 

List  of  SahiaclB  la  «  CFX  Pait  S71 

Imports,  Motor  vriiide  safety.  Motor 
vehides. 

PART  571— FEDERAL  MOTOR 
VEHICLE  SAFETY  STAMOARDS 

In  consideiBtioD  <rf  the  faregDing,  49 
CFK  part  571  is  amended  as  follows: 

1.  The  authority  citatioB  for  part  571 
of  title  49  continues  to  read  as  follows: 


;  IS  VSXl  1392,  t401. 1403, 
1467,  dalegatkn  of  autliarity  at  49  CFK  1.S& 

1571.222    [Amended] 

2.  S4  of  §  571.222  is  amended  by 
revising  the  definition  of  school  bus 
passenger  seat  and  adding  new 
definitions  of  wheelchair,  wheelchair 
occupant  restraint  anchorage, 
wheelchair  securement  anchorage,  and 
wheelchair  securement  device,  in 
alphabetical  order  to  read  as  follows: 

School  bus  passenger  seat  means  a 
seat  in  a  school  bus,  other  than  the 
driver's  seat. 

Wheelchair  means  a  wheeled  seat 
frame  for  the  support  and  conveyance  of 
a  physically  disabled  person,  comprised 
of  at  least  a  frame,  seat,  and  wheels. 

Wheelchcdr  occupant  restraint 
anchorage  means  the  provision  for 
transferring  wheelchair  occupant 
restraint  system  loads  to  the  vehicle 
structure. 

Wheelchair  securement  anchorage 
means  the  provision  for  transferring 
wheelchair  securement  device  loads  to 
the  vehicle  structure. 

Wheelchair  securement  device  means 
a  strap,  webbing  or  other  device  used  for 
securing  a  wheelchair  to  the  school  bus, 
including  all  necessary  buckles  and 
other  festeners. 


3.  New  secticms  5.4  through  S5.4.4(b} 
are  added  to  §  571.222  to  read  as 
follows: 


S6A    Each  school  bas  having  ooe  or 
more  locations  designed  for  osayiagM 
parsoB  aaatad  in  a  wheelrhair  ahall 
comply  with  S5.4.1  through  SS.4.4  at 
each  such  wheelchair  lacetion. 

S5.4.1    Mtedchair  securement 
aachomges.  Each  wheekiiair  location 
shall  have  not  less  than  four  wheeidiair 
securement  andunagas  complying  with 
S5.4.1.1  through  S5.4.13. 

55.4.1.1  Eadi  wheeidiair 
securement  anchorage  shall  have  a 
-wfaoalrhair  secum— ant  devioa 
(Complying  with  S5.4.2  attadiBd^to  it 

55.4.1.2  The  wheelchair  securement 
anchorages  at  each  itdieaidiair  locatioa 
shall  ba  sttuatad  so  that — 

(a)  A  wheelchair  can  be  secusad  ia-a 
fonward-focing  poaition. 

(b)  The  wiieeichair  can  be  teemed  by 
wheeidiair  Mcuremaot  devices  at  two 
locetions  in  the  front  and  two  locatioDS 
in  die  rear. 

<c)  The  front  wlieel  of  a  tiiioe  whoolod 
wheelchair  can  be  secured. 

55.4.1.3  Eadi  wheelchair 
securement  anchorege  ^all  be  capaUa 
of  withstanding  a  fbn:»  of  13344 
Newtons  applied  as  specified  in 
paragraphs  (a)  tiirough  (d)  of  this 
section.  Whan  more  than  one 
securement  device  share  a  common 
anchorage,  the  anchorage  shall  be 
capable  of  withstanding  a  force  of 
13,344  Newtons  multiplied  by  the 
number  of  securement  devices  sharing 
that  anchorage. 

(a)  The  initial  application  force  shall 
be  applied  at  an  angle  of  not  less  than 
30  degrees,  but  not  more  than  60 
degrees,  measured  from  the  horizontal. 
(See  Figure  4.) 

(b)  The  horizontal  projection  of  the 
force  direction  shall  be  within  a 
horizontal  arc  of  ±45  degrees  relative  to 
a  longitudinal  line  which  has  its  origin 
at  the  anchorage  location  and  projects 
rearward  for  an  anchorage  whose 
wheelchair  securement  device  is 
intended  to  secure  the  front  of  the 
wheelchair  and  forward  for  an 
anchorage  whose  wheelchair 
seciu«ment  device  is  intended  to  secure 
the  rear  of  the  wheelchair.  (See  Figure 
4.) 

(c)  The  force  shall  be  applied  at  the 
onset  rate  of  not  mwe  than  133.440 
Newtons  per  second. 

(d)  The  13,344  Newton  force  shall  ba 
attained  in  not  more  than  30  seconds, 
and  shall  be  maintained  for  10  seconds. 

S5.4.2    Wheelchair  securement 
devices.  Each  wheelchair  securement 
device  shall — 

(a)  If  incorporating  wriibing  or  a 
strap — 

(1)  Comply  with  tha  requiramants  for 
Type  1  safety  beh  systems  in  S4.2,  S4.3. 
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and  S4.4(a)  of  FMVSS  No.  209.  Seat  Belt 
Assemblies;  and 

(2)  Provide  a  means  of  adjustment  to 
remove  slacii  from  the  device. 

(b)  If  not  Incorporating  webbing  or  a 
strap,  limit  movement  of  the  wheelchair 
through  either  the  equipment  design  or 
a  means  of  adjustment. 

S5.4.3    Wheelchair  occupant 
restraint  anchorages. 

55.4.3.1  Each  wheelchair  location 
shall  have: 

(a)  Not  less  than  one  anchorage  for  the 
upper  end  of  the  upper  torso  restraint; 

and 

(b)  Not  less  than  two  floor  anchorages 
for  wheelchair  occupant  pelvic  and 
upper  torso  restraint. 

55.4.3.2  Each  wheelchair  occupant 
restraint  floor  anchorage  shall  be 
capable  of  withstanding  a  force  of 
13.344  Newtons  applied  as  specified  in 
paragraphs  (a)  through  (d).  When  more 
than  one  wheelchair  occupant  restraint 
share  a  common  anchorage,  the 
anchorage  shall  be  capable  of 
%nthstanding  a  force  of  13.344  Newtons 
multipUed  by  the  number  of  occupant 
restraints  sharing  that  anchorage. 

(a)  The  initial  application  force  shall 
be  applied  at  a  angle  of  not  less  than  45 
degrees,  but  not  more  than  80  degrees. 


measured  from  the  horizontal.  (See 

%)  The  horizontal  projection  of  the 
force  direction  shall  be  within  a 
horizontal  arc  of  ±45  deoees  relative  to 
a  longitudinal  line  whidi  has  its  origin 
at  the  anchorage  and  projects  forward. 
(See  Figure  5.) 

(c)  The  force  shall  be  applied  at  an 
onset  rate  of  not  more  than  133,440 
Newtons  per  second. 

(d)  The  13,344  Newton  force  shall  be 
attained  in  not  more  than  30  seconds, 
and  shall  be  maintained  for  10  seconds. 

(e)  When  a  wheelchair  secuiement 
device  and  an  occupant  restraint  share 
a  common  anchorage,  including 
occupant  restraint  designs  that  attach 
the  occupant  restraint  to  the  securement 
device  or  the  wheelchair,  the  loads 
specified  by  S5.4.1.3  and  S5.4.3.2  shall 
be  applied  simultaneously,  under  the 
conditions  specified  in  S5.4.3.2  (a)  and 
(b).  (See  Figure  6.) 

S5.4.3.3    Each  anchorage  for  a 
wheelchair  occupant  upper  torso 
restraint  shall  be  capable  of 
withstanding  a  force  of  6.672  Newtons 
applied  as  specified  in  paragraphs  (a) 
through  (d). 

(a)  The  initial  application  force  shall 
be  appUed  at  a  vertical  angle  of  not  less 


than  zero  degrees,  but  not  more  than  40 
degrees,  below  a  horizontal  plane  which 
passes  through  the  anchorage.  (See 
Figure  7.) 

(b)  The  projection  of  the  force 
direction  onto  the  horizontal  plane  shall 
be  within  zero  degrees  and  45  degrees 
as  measured  from  a  longitudinal  line 
with  its  origin  at  the  anchorage  and 
projecting  forward.  (See  Figure  7.) 

(c)  The  force  shall  be  applied  at  the 
onset  rate  of  not  more  than  66,720 
Newtons  per  second. 

(d)  The  6,672  Newton  force  shall  be 
attained  in  not  more  than  30  seconds, 
and  shall  be  maintained  for  10  seconds. 

S5.4.4     Wheelchair  occupant 
restraints. 

(a)  Each  wheelchair  location  shall 
have  wheelchair  occupant  pelvic  and 
upper  torso  restraints  attached  to  the 
anchorages  required  by  S5.4.3. 

(b)  Each  wheelchair  occupant 
restraint  shall  comply  with  the 
requirements  for  Type  2  safety  belt 
systems  in  S4.2.  S4.3,  and  S4.4(b)  of 
FMVSS  No.  209.  Seaf  Belt  Assemblies. 

4.  New  Figures  4  through  7  are  added, 
to  appear  at  the  end  of  the  text  of 
§571.222.  as  follows: 
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Figure  5.   Pelvic  Restraint  Anchoragel  Loading  Direction 
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Anchorage  Loading  Location 
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Iwued  on  January  12, 1993. 
MuimCBldtqr. 
Administrator. 
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DEPARTMENT  OF  COMMERCE 

Netfonal  Oceanic  and  AtmoeplMrlc 
AdnrinMnrtion 

50CFRPart642 
IDocinI  N«.  •aoa4«-222a) 

Coastal  Migratory  Pelagie  Reaoureea 
of  the  GuH  of  Mexico  and  Soutli 
Atlentic 

AGDWY:  National  Marine  Fisheries 
Service  (NMFS),  NOAA,  Ck>mmerce. 
AcnON:  Closure  of  commercial  fishery 
for  king  mackerel. 

SUMMARY:  NMFS  closes  the  commercial 
fishery  in  the  exclusive  economic  zone 
(EEZ)  for  king  mackerel  fiom  the  eastern 
zone  of  the  Ckilf  migratory  group.  NMFS 
has  determined  that  the  commocial 

3uota  for  Gulf  group  king  mackerel  from 
le  eastern  zone  was  reached  on  January 
8, 1993.  This  closure  is  necessary  to 
protect  the  overfished  Gulf  king 
mackerel  resoiuce. 

EFFECTIVE  DATES:  Closure  is  efiiactive  on 
January  13, 1993,  through  Jime  30, 1993. 
FOR  FURTHER  MFORMATION  CONTACT: 
Mark  F.  Godcharles.  813-893-3161. 
SUPPLEMENTARY  MFORMATION:  The 
fishery  for  coastal  migratory  pelagic  fish 
(king  mackerel,  Spanish  mackerel,  cero, 
cobia.  little  timny,  dolphin,  and,  in  the 
Gulf  of  Mexico  only,  bluefish)  is 
managed  imder  the  Fishery 
Management  Plan  for  the  Coastal 
Migratory  Pelagic  Resources  of  the  Gulf 
of  Mexico  and  South  Atlantic  prepared 
by  the  Gulf  of  Mexico  and  SouUi 
Atlantic  Fishery  Management  Councils 
(Councils),  and  its  implementing 


regulations  at  50  CFR  part  642,  imder 
the  authority  of  ihe  Magnuson  Fidieiy 
Consorvation  and  Management  Act. 

Catch  limits  recommmded  by  the 
Coimdls  and  implemented  by  NMFS  for 
the  Gulf  of  Mexico  migratory  Doup  of 
king  mackerel  for  the  current  fishing 
year  Quly  1, 1992,  through  lune  30, 
1993)  set  the  commercial  aUocati(M>  at 
2.50  million  pounds  (1.13  million  kg) 
divided  into  quotas  of  1.73  million 
pounds  (0.78  miUion  kg)  for  the  eastern 
zone  and  0.77  million  p<nmds  (0.35 
million  kg)  for  the  western  zone.  The 
boundary  betweoi  the  eastern  and 
western  zones  is  a  line  directly  south 
from  the  Florida/Alabama  boundary 
(87O31'06''  W.  longitude)  to  the  outer 
limit  of  the  EEZ. 

Under  $  642.26(a).  NMFS  is  required 
to  close  any  segment  of  the  king 
mackerel  commercial  fishery  when  its 
allocation  or  quota  has  been  reached,  or 
is  projected  to  be  reached,  by  publishing 
a  notice  in  the  Federal  Regjstw.  NMFS 
has  determined  that  the  commercial 
quota  of  1.73  miUion  po\mds  (0.78 
million  kg)  for  the  eastern  zone  of  Gulf 
migratory  group  of  king  mackerel  was 
reached  on  January  12, 1993.  Hence,  the 
commercial  fishery  for  Gulf  group  king 
mackerel  frtim  the  eastern  zone  is  closed 
effective  6:00  a.m.,  local  time,  January 
13. 1993.  through  June  30, 1993,  the  end 
of  the  fishing  year. 

NMFS  previously  determined  that  the 
commercial  quota  of  0.77  million 
pounds  (0.35  million  kg)  of  king 
mackerel  bom  the  western  zone  was 
reached  on  October  17, 1992,  and  closed 
that  segment  of  the  fishery  on  October 
18. 1992  (57  FR  47998.  October  21, 
1992).  Thus,  with  the  closure  of  the 
commercial  fishery  in  the  eastern  zone, 
all  commercial  fisheries  are  closed  for 
Gulf  migratory  group  king  mackerel  in 
the  EEZ  through  Jum  30, 1993. 

Except  for  a  person  aboard  a  charter 
vessel,  during  the  closure,  no  person 
aboard  a  vessel  permitted  to  fish  under 


a  coBunerdal  allocation  may  fish  for, 
retain,  or  have  in  possession  in  the  EEZ 
Gulf  migratory  group  king  mackerel.  A 
person  aboard  a  diarter  vessel  may 
continue  to  fish  for  Gulf  inigratory 
group  king  mackerel  under  the  bayg  and 
possession  limits  set  forth  in  §642>24 
(a)(l)(i)  and  (aM2),  provided  the  vessel  is 
(q)erating  as  a  dtarter  vessel  and  the 
vessel  has  an  annual  charter  vessel 
permit,  as  specified  in  §  642.4(a)(2).  A 
charter  vessel  with  a  permit  to  fish  on 
a  commercial  allocation  is  opwating  as 
a  charter  vessel  when  it  carries  a 
passenger  who  pays  a  fee  or  when  there 
are  more  than  three  persons  aboard, 
including  operator  and  crew. 

During  the  closiue.  Gulf  migratory 
group  king  mackerel  taken  in  the  EEZ, 
including  those  harvested  under  the  bag 
limit,  may  not  be  purchased,  bartered, 
traded,  or  sold  or  attempted  to  be 
purchased,  bartered,  traded,  or  sold. 
This  prc^ibition  does  not  apply  to  trade 
in  king  mackerel  of  the  Gulf  migratory  ' 
group  that  were  harvested,  landed,  and 
bartered,  traded,  or  sold  prior  to  the 
closure  and  held  in  cold  storage  by  a 
dealer  or  process^. 

Classification 

This  action  is  required  by  50  CFR 
642.26(a)  and  complies  with  E.0. 12291. 

Authority:  16  U.S.C  1801  et  seq. 
List  of  Subiects  in  50  CFR  Fart  M2 

Fisheries,  Fishing,  Reporting  and 
recordkeeping  requirements. 

Dated:  January  12, 1993. 
Kichard  H.  Schaafcr, 

Director  of  Office  of  Fisheries  Conservation 

and  Management,  National  Marine  Fisheries 

Service. 

IFR  Doc.  93-1072  Filed  1-12-93;  3:05  pm) 
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This  section  of  the  FEDERAL  REGISTER 
contains  noHcM  to  tw  puMc  of  th«  proposed 
iaiMWici  of  rules  and  rsjulBioni.  The    ^^ 
purpose  of  tieee  Micee  Is  to  gh«  MaieMsd 
persons  en  opportunHy  to  partidpate  in  tie 
rule  making  prior  to  the  adoption  of  the  Rnai 

rules. 


DEPAnniENT  OF  THE  TBEASURY 

Office  of  tlw  Comptrotter  of  ttw 
Currency 

12  CFR  Parts  5  and  16 

[DeclMlN«.92-2q 
Rmi557-AA65 

Securites  Offarfng  Dfadosura  Rules 

AGENCY:  Office  of  the  Comptroller  of  the 
Currency,  Treasury. 

ACTK>N:  Proposed  rulemaking;  extension 
of  comment  period^ 

SUMMARY:  This  document  extends  until 
February  1. 1993.  the  Office  of  the 
Comptroller  of  the  Currently  (OCC) 
deadline  for  submission  of  comments  on 
the  proposal  to  amend  its  regulations 
governing  the  offer  and  sale  of  national 
bank  sec\irities. 

DATES:  Comments  must  be  received  on 
or  before  February  1. 1993. 
ADDRESSES:  Comments  should  be 
directed  to:  Communications  Division, 
Office  of  the  Comptroller  of  the 
Currency,  Independence  Square-.  250  E 
Street,  SW..  Washington.  DC  20219. 
Attention;  Docket  No.  92-22.  Comments 
will  be  available  for  public  inspection 
and  photocopying  at  tlw  same  location. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ehzabeth  Malone,  Senior  Attorney. 
Securities.  Investments,  and  Fiduciary 
Practices  Division.  (202)  874-5210. 
SUPPLEMENTARY  INFORMATION:  The  OCC 
published  a  notice  of  proposed 
rulemaking  concerning  its  securities 
regulations  in  12  CFR  parts  5  and  16  in 
the  Federal  Register  on  October  15. 
1992  (57  FR  47280).  Comments  were  to 
be  received  on  or  before  December  14. 
1992. 

Several  potential  commenters  have 
called  and  requested  additional  time  to 
prepare  and  submit  comments.  The  OCC 
wants  to  provide  interested  persons 
with  adequate  time  to  analyze  the 
proposal  and  to  develop  meaningful 
comments  regarding  the  complex  issues 
involved  Comments  received  will  be 


used  in  devak^HOg  the  final  lula. 
Therefore,  the  OCC  is  extanding  the 
comment  period  to  Febiuaiy  1. 1903. 
The  OCC  argac  any  interaatad  personate 
file  comments  regarding  the  proposal  by 
Febnuiy  1. 1093. 

Dated:  DaoMobv  14. 1992. 
StepI— R.irtoii*rialr, 
Acting  Qmptmlhr  of  the  Camney. 
IFR  Doc  93-1039  Piled  1-14-93;  8:45  am) 
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DEPARTMENT  OF  TRANSPORTATION 

Fedaral  AvtaHoti  AdminMnMon 

14  CFR  Part  39 

[Oocliat  No.  t^4tl*-t^6-AD] 

Airworthkieaa  Directives;  Rigging 
innovations.  Inc.,  Skytwok  Reeerve 
PilotdHiles 

AGENCY:  Federd  Aviation 
Administration.  DOT. 
ACnON:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  doctmiant  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
Skyhook  Reserve  Pilotchutes.  This 
proposal  woidd  require  testing  the 
pilotchutes  to  verify  their  spring 
tension,  and  modification  of  the 
pilotchutes.  if  necessary.  This  proposal 
is  prompted  by  an  incident  of  total  pack 
closure  of  the  reserve  pilotchute.  This 
condition,  if  not  corrected,  could  result 
in  feiluie  of  the  reserve  pilotchute  to' 
deploy,  which  vtrould  prevent  safe 
descent  of  the  parachutist. 
DATES:  Comments  must  be  received  by 
March  IS.  1993. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA).  Transport 
Airplane  Directorate.  ANM-103. 
Attention:  Rules  Docket  No.  92-NM- 
136-AD.  1601  Lind  Avenue,  SW., 
Renton.  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m..  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Rigging  Iimovations.  Inc..  236  East  3rd 
Street.  Perns.  California  92570.  This 
information  may  be  examined  at  the 
FAA,  Transport  Airplane  Directorate, 


1601  Lind  Avenue  SW.,  Renton. 
Washington;  or  at  tiie  FAA.  Traaspoit 
Airplane  Directorate,  Los  Angeles 
Aircraft  Ceitificatiaa  Office,  3229  East 
Spring  Street,  Long  Beach,  CaHfomia. 

FOR  FURTHER  INFORMATION  CONTACT:  iA. 

Mauricio  J.  Kuttler.  Aerospace  Engineer 
Los  Angeles  Aircraft  Certification 
Office.  ANM-131L,  FAA  Transport 
Airplane  Directorate,  3229  East  Spring 
Street,  Long  Beach,  California  90806- 
2425;  telephone  (310)  988-5355;  fax 
(310) 968-5210. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

latefested  persons  oe  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  sofamitting  soch 
written  data,  views,  or  arguments  as 
they  may  desire.  CcHnmunications  shall 
identify  the  Rules  Docket  niunber  and 
be  anboiitted  in  triplicele  to  the  address 
specified  above.  All  communications 
received  on  or  before  tiae  cloeing  date 
for  comments,  specified  above,  vrill  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  dianged  in  light 
of  the  commoits  received. 

Comments  are  specifically  invited  on 
the  overall  regalatary.  economic 
environmental,  and  energy  tspeds  of 
the  proposed  ruk.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  data  for  comments, 
in  the  Rules  Dockrt  for  examination  by 
intere^ed  persons.  A  report 
summaiizing  each  FAA-public  contact 
concerned  writh  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  92-NM-136-AD."  The 
postcard  will  be  date  stamped  and 
retiuned  to  the  commenter. 

AvailabiUty  of  NPRMs 

Any  person  may  obtahi  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103.  attention:  Rules  Docket  No. 
92-NM-136-AD.  1601  Lind  Avenue, 
SW..  Renton.  Washington  98055-4056. 
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Discussion 

The  FAA  has  been  advised  of  an 
inddent  involving  a  Skyhook  Reserve 
Pilotchute  in  which  the  total  padc 
closure  of  the  main  diute  occurred.  He 
main  chute  was  equipped  with  a  pull- 
out  deployment  system.  Upon  activating 
the  reserve  chute  ripcmxl,  the 
parachutist  experienced  a  padc  closure 
on  the  reserve  chute.  After  the 
parachutist  reached  back  and  pulled  on 
the  container,  the  reserve  chute 
deployed  at  approximately  400  feet 
above  ground  level.  This  resulted  in  a 
total  inversion  of  the  round  reserve 
chute  and  caused  extensive  damage  to 
its  canopy.  The  parachutist  landed 
safely.  Subsequent  to  this  incident,  the 
equipment  was  taken  to  the  harness/ 
container  manufacturer  for  examination. 
Testing  indicated  that  the  cause  of  the 
problem  was  a  sub-standard  spring  in 
the  pilotchute.  The  manufacturer  has 
determined  that  spring  tension  less  than 
18  lbs.  is  sub-standard.  This  condition, 
if  not  corrected,  could  result  in  failiue 
of  the  pilotchute  to  deploy,  which 
would  prevent  safe  descent  of  the 
parachutist. 

The  FAA  has  reviewed  and  approved 
Rigging  Innovations  Service  Bulletin 
1513,  Revision  A.  dated  June  22. 1992, 
that  describes  procedures  for  testing  the 
pilotchutes  to  verify  their  spring 
tension,  and  modification  of  the 
pilotchutes.  if  necessary. 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  testing  the  pilotchutes  to  verify 
their  spring  tension,  and  modification  of 
the  pilotchutes,  if  necessary.  The 
actions  would  be  required  to  be 
accomplished  in  acc»rdance  vn\h  the 
service  bulletin  described  previously. 

There  are  approximately  3,194 
Skyhook  Reserve  Pilotchutes  of  the 
affected  design  worldwide.  The  FAA 
estimates  that  2,750  pilotchutes  in  the 
U.S.  would  be  affected  by  this  proposed 
AD.  that  it  would  take  approximatefy 
1.5  work  hours  per  pilotchute  to 
accomplish  the  proposed  actions,  and 
that  the  average  labor  rate  is  $55  per 
work  hour.  Based  on  these  figures,  the 
total  cost  impact  of  the  propcKsed  AD  on 
U.S.  operators  is  estimated  to  be 
$226375.  or  $83  pm  pilotcfaut& 

The  regulations  proposed  hetein 
would  not  have  substantial  direct  exacts 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  diurtributicm  of 
power  and  responsibilities  anMMOg  the 
various  levels  of  government  Therafoie, 
in  accordance  with  Executive  Order 
12612.  it  is  determined  that  this 


proposal  would  not  have  sufficient 
federalism  implications  to  warrant  tha 
preparation  of  a  Federalism  Assessment. 

For  the  raasoos  discussed  above,  1 
certify  that  thia  proposed  r^ulation  (1) 
is  not  a  '^major  rule"  under  Executive 
Order  12291;  (2)  is  not  a  "significant 
rule"  under  the  DOT  Regulatory  Policies 
and  Proceduras  (44  FR 11034,  February 
26, 1979):  and  (3)  if  promulgated,  will 
not  have  a  significant  economic  impact, 
positive  or  negative,  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  FlexilHlity  Act. 
A  copy  of  the  draft  regulatory  evaluation 
prepared  for  this  action  is  contained  in 
the  Rules  Dock^.  A  copy  of  it  may  be 
obtained  by  contacting  the  Rules  Dodcet 
at  the  location  provided  under  the 
captiCHl  ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
AdministratOT,  the  Federal  Aviation 
Administration  proposes  to  amend  14 
CFR  part  39  of  the  Federal  Aviation 
Regulations  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Aotliority:  49  U.S.C  App.  1354(a).  1421 
and  1423;  49  U.S.a  106(g);  and  14  CFR 
11.89. 

§39.13    [Amendadl 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Rigging  bmovatioiu,  Inc:  Docket  92-NM- 
136-AD. 

Applicability:  Skyhook  Reserve 
Pilotchutes,  part  number  2233-{  ).  serial 
numbers  2405  through  5551,  inclusive; 
certificated  in  any  categfxy. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously.  To  ensure  safe 
descent  of  the  parachutist,  accomplish  the 
following: 

(a)  Within  1 20  days  after  the  effective  date 
of  this  AD,  conduct  a  field  pilotchute  spring 
test,  testing  procedtire  TP-19F001,  in 
accordance  with  Attacfaraent  A  of  Rigging 
Innovations  Service  Bulletin  1513.  Revision 
A,  dated  June  22. 1992.  The  minimum  spring 
tension  allowable  for  passing  the  lest  is  18 
lbs. 

(1)  If  the  pilotchute  passes  the  test,  mark 
"SB-15I3A''  on  the  cap  in  indelible  ink. 
along  widi  the  date  of  the  test.  The  pilotchute 
may  tfien  be  returned  to  service. 

(2)  If  the  pikXcbute  &fb  the  test,  the 
ptlolctiute  must  be  removed  from  service. 
Prior  to  any  huther  use  of  the  pilotebote,  it 


must  be  modified  according  to  Rigging 
famovatioas  Product  Modification  Procedure 
PMP-1213.  Once  it  is  modified,  it  may  be 
returned  to  service. 

(b)  Within  10  days  after  oxni^etion  of  the 
test  required  by  paragraph  (a]  of  this  AD,  the 
operator  must  notify  Rigging  Innovations. 
Inc.,  of  all  test  results.  The  following 
information  is  to  be  included:  serial  number 
ot  the  SkyfaotA  pilotchutB,  results  of  the  test 
including  the  tmston  of  the  qning.  date  of 
the  test,  and  name  and  qualification  of  the  ^ 
ptesoD  performing  the  test.  Iniormation 
collection  requirements  contained  in  this 
regulation  have  been  approved  by  the  Office 
of  Management  and  Budget  (OMB)  under  the 
provisions  of  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C  3501  et  aeq.)  and  have  been 
assigned  OMB  Control  Number  2120-0056. 

(c)  An  alteniative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptaMe  level  of  safety  may  be 
used  if  approved  by  the  Manager.  Los 
Angeles  Aircraft  Certification  Office  (AGO), 
FAA,  Transport  Airplane  Directorate. 
Operators  shall  submit  their  requests  through 
an  appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  l^os  Angeles  AGO. 

Nate:  Information  concerning  the  existence 
of  app>roved  alternative  methods  of 
compliance  with  this  AD.  if  any.  may  be 
obtained  from  the  Um  Angles  AOO. 

Issued  in  Ronton,  Washington,  on  January 
11.1993. 
N.  B.  Martenson, 

Acting  Manager.  Ttansport  Airplane 
Directorate.  Aircraft  Certification  Service. 
[FR  Doc.  93-1042  Filed  1-14-93;  8:45  ami 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmoapharic 

Adminiatration 

15  CFR  Chapter  DC 

Natural  Reaource  Damage 
Aaaessmenta  Under  the  on  Pollution 
Act  of  1990 

AGENCY:  Nati(Hial  Oceanic  and 

Atmospheric  Administration  (NOAA), 

Commerce. 

ACTION:  Advance  notice  of  proposiid 

rulemaking,  extension  of  conunait 

period  and  release  of  contingent 

valuation  methodology  report. 

SUMMARY:  On  March  13, 1992  (57  FR 
8964),  NOAA  provided  a  status  report  of 
the  proposed  rulemaking  concerning  the 
natural  resource  damage  assessment  and 
restoration  regulaticms  required  by  the 
Oil  Polhition  Act  of  1990  (OPA).  NOAA 
has  extended  the  comment  period 
concerning  nonuse  values  and  the  use  of 
contingent  valuation  methodology 
(CVW)  several  times.  This  document 
further  extends  that  comment  period 
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from  December  10. 1992.  to  January  15, 
1993.  Through  this  document,  NOAA  is 
also  releasing  the  report  provided  by  the 
Contingent  Valuation  Panel  requested 
by  NOAA  to  evaluate  the  use  of  CVM. 
DATES:  Comments  concerning  the 
calculation  of  nonuse  values  must  be 
received  no  later  than  January  15, 1993. 
ADDRESSES:  Comments  to  Randall  Luthi, 
Project  Manager,  or  Linda  Burlington, 
Assistant  Project  Manager,  Office  of 
General  Counsel-DART,  room  422,  6001 
Executive  Boulevard,  Rockville, 
Maryland  20852, 

FOfl  FURTHER  INFORMATtON  CONTACT: 
Randall  Luthi,  telephone  (202)  482- 
1400.  or  Linda  Burlington.  Office  of 
General  Counsel-DART.  NOAA.  6001 
Executive  Boulevard,  room  422, 
Rockville,  Maryland  20852,  telephone 
(301) 227-6332. 

SUPPt-EMENTArtY  INFORMATION: 

I.  Background 

The  Oil  Pollution  Act  of  1990  (OPA). 
33  U.S.C  2701  et  seq.,  provides  for  the 
prevention  of.  liability  for.  removal  of 
and  compensation  for  the  discharge,  or 
substantial  threat  of  discharge,  of  oil 
into  or  upon  the  navigable  waters  of  the 
United  States,  adjoining  shorelines,  or 
the  Exclusive  Economic  Zone.  Section 
1006(e)  requires  the  President,  acting 
through  the  Under  Secretary  of 
Commerce  for  Oceans  and  Atrhosphere, 
to  develop  regulations  establishing 
procedures  for  natural  resource  trustees 
in  the  assessment  of  damages  for  injury 
to,  destruction  of,  loss  of,  or  loss  of  use 
of  natural  resources  covered  by  OPA. 
Section  1006(b)  provides  for  the 
designation  of  Federal,  State,  Indian 
tribal  and  foreign  natural  resource 
trustees  to  determine  resource  injuries, 
assess  natural  resource  damages 
(including  the  reasonable  costs  of 
assessing  damages),  present  a  claim, 
recover  damages  and  develop  and 
implement  a  plan  for  the  restoration, 
rehabilitation,  replacement,  or 
acquisition  of  the  equivalent  of  the 
natural  resources  under  their 
trusteeship. 

NOAA  has  published  seven  Federal 
Register  Notices,  55  FR  53478 
(December  28, 1990)  56  FR  8307 
(February  28. 1991).  57  FR  8964  (March 
13.  1992)  and  57  FR  14524  (April  21, 
*1992),  57  FR  23067  June  1, 1992),  57 
44347  (September  25. 1992)  and  57  FR 
56292  (November  27, 1992)  requesting 
information  and  comments  on 
approaches  to  developing  damage 
assessment  procedures.  Included  in  this 
process  was  the  establishment  of  a 
Contingent  Valuation  Panel  (Panel)  of 
economic  experts  to  evaluate  the  use  of 
CVM  in  determining  nonuse  values  and 


provide  comments  to  NOAA.  The  panel 
members  are:  Kenneth  Arrow  (co-chair), 
Robert  Solow  (co-chair),  Edward 
Leamer,  Paul  Portney,  Roy  Randner  and 
Howard  Schuman.  llirough  this  effort, 
NOAA  has  attempted  to  provide  an 
atmosphere  in  which  an  unbiased 
academic  analysis  of  CVM  could  be 
conducted.  The  Panel  received 
hundreds  of  pages  of  comments 
concerning  CVM  and  conducted  a 
public  meeting  to  hear  all  sides  of  the 
issue.  The  Panel  has  finished  its  work 
and  has  submitted  its  report  to  NOAA. 
It  is  included  in  this  document  as 
Appendix  I. 

The  comment  period  is  being 
extended  to  allow  only  this  Panel's 
report  and  the  numerous  comments 
received  after  the  December  10, 1992, 
deadline  through  January  15,  1993,  to 
become  part  of  the  administrative  record 
accompanying  this  rulemaking  process. 
This  document  does  not  request,  nor  is 
NOAA  seeking,  comments  concerning 
the  Panel's  report,  it  is  merely  making 
the  report  available  due  to  the  public 
interest  it  has  generated. 

Later  this  year,  NOAA  will  propose 
the  natural  resource  damage  assessment 
regulations.  At  that  time,  NOAA  will 
also  open  the  comment  period  on  the 
proposed  regulations  and  how  all  the 
comments,  including  this  report, 
concerning  all  aspects  of  damage 
assessments  have  been  integrated  into 
the  proposed  regulations. 

Authority:  Sec.  1006(e),  Pub.  L  101-380. 

Dated:  January  11. 1993. 
Thomas  A.  Campbell, 
General  Counsel.  National  Oceanic  and 
Atmospheric  Administration. 
IFR  Doc.  93-1018  Filed  1-14-93;  8:45  am] 
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Appendix  I— Report  of  the  NOAA  Panel 
on  Contingent  Valuation 

January  11, 1993. 

L  Introduction 

Under  the  Oil  Pollution  Act  of  1990, 
the  President — acting  through  the  Under 
Secretary  of  Commerce  for  Oceans  and 
Atmosphere — is  required  to  issue 
regulations  establishing  procedures  for 
assessing  damages  to  or  destruction  of 
natural  resources  resulting  from  a 
discharge  of  oil  covered  by  the  Act. 
These  procedures  are  to  ensure  the 
recovery  of  restoration  costs  as  well  as 
the  diminution  in  value  of  the  affected 
resources  and  any  reasonable  costs  of 
conducting  the  damage  assessment. 

At  least  some  of  the  values  that  might 
be  diminished  by  such  a  discharge  are 
relatively  straightforward  to  measure 
through  information  revealed  in  market 
transactions.  For  instance,  if  the 


discharge  kills  fish  and  thereby  reduces 
the  incomes  of  commercial  fishermen, 
their  losses  can  reasonably  be  calculated 
by  the  reduce  catch  multiplied  by  the 
market  price(s)  of  the  fish  (less,  of 
course,  any  costs  they  would  have 
incurred).  Similarly,  if  the  discharge  of 
oil  discourages  tourist  travel  to  an  area, 
the  lost  incomes  of  those  owning  and/ 
or  operating  motels,  cottages,  or  other 
faciuties  can  be  reasonably  represented 
by  the  difference  in  revenues  between 
the  affected  period  and  a  "normal" 
season.  Even  the  losses  to  recreational 
fishermen,  boaters,  swimmers,  hikers, 
and  others  who  make  active  use  of  the 
areas  affected  by  the  discharge  can  be 
included  in  the  estimate  of  diminished 
value,  although  these  losses  will 
generally  be  somewhat  more  difficult  to 
value  than  the  more  obvious  out-of- 
pocket  losses. 

The  losses  described  above  have  come 
to  be  known  as  lost  "use  values" 
because  they  are  experienced  by  those 
who,  in  a  variety  of  different  ways, 
make  active  use  of  the  resources 
adversely  affected  by  the  discharge.  But 
for  at  least  the  last  twenty-five  years, 
economists  have  recognized  the 
possibility  that  individuals  who  make 
no  active  use  of  a  particular  beach,  river, 
bay,  or  other  such  natural  resource 
mi^t.  nevertheless,  derive  satisfaction 
fit)m  its  mere  existence,  even  if  they 
never  intend  to  make  active  use  of  it. 

This  concept  has  come  to  be  known 
as  "existence  value"  and  it  is  the  major 
element  of  what  are  now  referred  to  as 
"non-use"  or  "passive-use"  values  (the 
latter  term  is  employed  in  the  balance 
of  this  report).  In  regulations 
promulgated  by  the  Department  of  the 
Interior  in  1986  under  the 
Comprehensive  Environmental 
Response.  Compensation,  and  Liability 
Act — regulations  that  also  pertained  to 
natural  resource  damage  assessments — 
passive-use  values  were  included 
among  the  losses  for  which  trustees 
could  recover.  The  inclusion  of  passive- 
use  values  was  recently  upheld  by  the 
DC.  Court  of  Appeals  [State  of  Ohio  v. 
Department  of  the  Interior,  880  F.2d  432 
(D.C.  Cir.  1989)),  as  long  as  they  could 
be  reliably  measured. 

This  begs  an  interesting  and 
important  question,  however.  If  passive- 
use  values  are  to  be  included  among  the 
compensable  losses  for  which  trustees 
can  make  recovery  under  the  Oil 
Pollution  Act,  how  will  they  be 
estimated?  Unlike  losses  to  commercial 
fishermen  or  recreational  property  .  ■ 
owners,  there  are  no  direct  market.,, 
transactions  that  can  be  observed  to 
provide  information  on  which  estimates 
can  be  based.  Unlike  losses  to  boaters, 
swimmers,  recreational  fishermen  and 
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others,  there  exist  no  indirect  methods 
through  whidi  market  data  can  provide 
at  lest  some  chies  as  to  lost  values.  In 
other  words,  there  appear  to  be  neither 
obvious  nor  even  subtle  behavioral  trails 
that  can  provide  information  about  lost 
passive-use  vahies. 

Some  experts  believe  that  thoe  exists 
an  approach  that  can  provide  useful 
inficvmation  about  the  economic 
significance  of  the  lost  passive-use 
vuues  individuals  may  suffer  mdien  oil 
discharges  damage  natural  resources. 
Known  as  the  contingent  valuation  (or 
CV)  technique,  this  approach  is  based 
on  the  direct  elicitatioii  of  these  values 
from  individuals  through  the  use  of 
carefully  designed  and  administered 
sample  surveys.  Its  appeal  lies  in  its 
potential  to  inform  damage  assessment 
in  an  area  (lost  passive-use  values) 
where  there  appear  to  be  no  behavioral 
trails  to  be  followed. 

Typically,  CV  studies  provide 
respondents  with  inftmnatian  tbmA  a 
hypothetical  government  program  that 
would  reduce  the  likelihood  of  a  future 
adverse  environmental  event  such  as  an 
oil  spill,  chemical  acddent,  or  the  like. 
Respondmts  are  usually  given  same 
specific  information  about  the  exact 
nature  of  the  damages  that  the  program 
in  question  would  prevent.  And  they  are 
also  confronted  in  Uie  study  with  a 
question  or  questions  that  provide 
information  about  the  economic 
sacrifice  they  would  have  to  make  to 
support  the  environmoital  program. 
This  may  take  the  form  of  an  open- 
ended  question  asking  wdiat  is  the 
maximum  amount  they  would  be 
willing  to  pay  for  the  program  in 
question;  it  may  involve  a  series  of 
questions  confrtmting  them  with 
difliraent  prices  for  the  program 
depending  on  their  previous  answers;  or 
it  may  take  the  form  of  a  hypothetical 
referendum  (like  a  school  bond  issue)  in 
which  respondents  are  told  how  much 
each  would  have  to  pay  if  the  measure 
passed  and  are  then  asked  to  cast  a 
sunple  "yes"  or  "no"  vote.  fThe 
conceptually  correct  measure  of  lost 
passive-use  value  for  environmental 
damage  that  has  alreedy  occurred  is  the 
minimum  amount  of  compensatioo  that 
each  affected  individual  would  be 
willing  to  accept  Nevertbdess,  becmise 
of  coDcem  that  respondents  would  give 
luuealistically  him  answars  to  such 
questions,  virtually  all  pfevkms  CV 
studies  have  described  scenarios  in 
which  respondents  are  adced  to  pav  to 
prevent  future  oocuirencss  of  similar 
acddents.  This  is  die  museivatlvo 
choios  becanse  wiUfngDew  to  aooept 
coHipapsatten  should  exosed 
wflMagnaMtopejT,  JfonlytrtvtoMyw 


The  CV  technique  has  been  used  for 
twenty  years  ot  so  to  estimate  passive- 
use  vaiues.  In  the  last  five  years, 
however,  there  has  been  a  dramatic 
increase  in  the  number  of  academic 
papers  and  presentations  related  to  the 
CV  technique.  This  is  due  in  part  to  the 
avculabihty  of  comprehensive  reference 
texts  on  the  subject  (Mitchell  and 
Carson  (1989),  for  instance),  and  to  the 
growing  interest  both  nationaDy  and 
intemationally  in  envircmmental 
problems  and  policies.  But  it  is  also 
attributable  to  the  growing  use  of  the  CV 
technique  in  estimating  lost  passive-use 
values  in  litigation  arising  from  state 
and  federal  statutes  designed  to  protect 
natural  resources.  Since  Ohio  v. 
Department  of  the  /nferior  admitted  the 
concept  of  passive-use  values  in  damage 
assessments,  this  can  only  give  added 
impetus  to  the  use  of  CV  in  such 
litigation. 

The  CV  technique  is  the  stibject  of 
great  controversy.  Its  detractors  argue 
that  respcmdents  give  answers  that  are 
inconsistent  with  the  tenets  of  rational 
choice,  that  these  respondents  do  not 
imderstand  what  it  is  they  are  being 
asked  to  value  (and,  thus,  that  stated 
values  reflect  more  than  that  which  they 
are  being  asked  to  value),  that 
respondents  fail  to  take  CV  questions 
seriously  because  the  results  of  the 
surveys  are  not  binding  and  raise  other 
objections  as  weU.  Proponents  of  the  CV 
technique  acknowledge  that  its  early 
(and  even  some  current)  applications 
suffered  from  many  of  the  problems 
critics  have  noted,  but  believe  that  more 
recent  and  comprehensive  studies  have 
already  at  soon  will  be  able  to  deal  vrith 
these  objections. 

This  (sometimes  acrimonious)  debate 
has  put  the  National  Oceanic  and 
Atmo^heric  Administration  (NOAA)  in 
a  very  diflScult  spot  NOAA  miist  decide 
in  promulgating  the  regulations  under 
the  Oil  PoUution  Act  whether  the  CV 
technique  is  capable  of  providing 
reliable  information  about  lost  existence 
or  other  passive-use  values.  Toward  this 
end,  NOAA  appointed  the  Contingent 
Valuation  Panel  to  consider  this 
question  and  make  recommendations  to 
it 

This  report  is  the  product  of  the 
Panel's  deliberations  and  is  oiganixsd  In 
the  following  way.  Following  this 
introduction,  the  drawbadcs  to  the  CV 
tedudque  are  discussed  in  Section  IL 
Section  m  discusses  several  key  issues 
concandng  the  design  of  CV  surveys, 
induding  use  of  the  referendum  fumat 
to  elidt  faidividual  values,  ways  of 
addncsing  the  so-called  "emtodding" 
probkm.  and  the  evaluation  of  dam^p* 
that  last  for  some  period  hut  not  fonwar. 
SecHoo  IV  presenU  gwideUnaa  to  %dikh 


the  Panel  believes  any  CV  study  shoidd 
adhere  if  the^study  is  to  produce 
information  usefol  in  natural  resource 
damage  assessment.  (These  are 
elaborated  upon  in  an  Appendix.)  hx 
Section  V  a  research  agenda  is 
described:  it  is  the  Panel's  belief  that 
foture  applications  of  the  CV  technique 
may  be  less  time-consvmiing  and 
contentious  if  the  research  descrihed  in 
the  agenda  is  carried  out  Section  VI 
presents  the  Panel's  conclusions. 

n.  Critidsns  ofOe  Coalhi^Bt 
Valuatioa  Method 

The  contingent  valuation  method  has 
been  criticized  for  many  reasons  and  the 
Panel  believes  that  a  number  of  these 
criticisms  are  particularly  compelling. 
Before  identifying  and  discussing  these 
problems,  however,  it  is  worth  pointing 
out  that  they  all  take  on  added 
importance  in  Hght  of  the  impossibility 
of  validating  externally  the  results  of  CV 
studies.  It  should  be  noticed,  however, 
that  this  same  disadvantage  must  inhere 
in  any  method  of  assessing  damages 
from  deprivation  of  passive-use.  U  is  not 
special  to  the  CV  approach  althou^  as 
suggested  in  Section  I,  there  are 
currently  no  other  methods  capable  of 
providing  information  on  these  values. 

One  way  to  evade  this  difficulty,  at 
least  partially,  is  to  construct 
experiments  in  which  an  artificial 
opportimity  is  created  to  pay  for 
environmental  goods.  The  goods  in 
question  can  perfectly  well  involve 
passive  use.  Then  the  results  of  a  CV 
estimate  of  willingness  to  pay  can  be    * 
compared  with  the  "real"  results  when 
the  opportunity  is  made  available  to  the 
same  sample  or  an  analogous  sample. 

A  few  such  experiments  have  been 
attempted.  The  most  recent,  due  to  Seip 
and  Strand  (1992).  used  CV  to  estimate 
willingness  to  pay  for  membership  in  a 
Norwegian  organization  devoted  to 
environmental  afbirs,  and  compared 
this  estimate  with  actiial  respcmses 
when  a  niunber  of  the  same  respondents 
were  presented  with  an  opportunity 
actually  to  contribute.  The  finding  was 
that  self-reported  willingness  to  pay  was 
significantly  greater  than  "actual" 
willingness  to  pay.  A  recent  study  by 
Duffield  and  Patterson  (1991)  took  as 
the  environmental  amenity  in  question 
the  maintenance  of  stream  flow  in  two 
Montana  rivers.  The  rivers  in  question 
provided  mawning  pounds  fioii  two  tara 
spedee  offish;  passive  use  was  believed 
to  be  the  main  motivation  far 
respondents.  Qna  of  twre  parallel 
samples  was  aakad  about  nypothetted 
willingness  to  contribute  to  the  Montana 
Natw  Conaarnancy  which  would  then 
infttif*"  itinani  fkwr;  the  other  was 
oBnad  an  opporiuni^  actnaUy  to 
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contribute  to  the  same  organization  for 
the  same  purpose.  It  was  found  that 
response  rates  and  expressed 
willingness  to  contribute  were 
significantly  higher  when  the 
contribution  was  hypothetical  than 
when  "expressed  willingness"  meant  an 
immediate  cash  contribution.  On  the 
other  hand,  the  size  of  contributions, 
hypothetical  in  one  case  and  actual  in 
the  other,  was  not  much  different  as 
between  those  who  said  they  would 
contribute  and  those  who  did  so. 

These  studies  suggest  that  the  CV 
technique  is  likely  to  overstate  "real" 
willingness  to  pay.  Duffield  and 
Patterson,  however,  hold  out  hope  that 
the  differences  are  small  enough  and 
predictable  enough  that  CV  estimates 
could  be  discounted  for  possible 
overstatement  and  then  used  as  a 
conservative  estimate  of  willingness  to 
pay.  Clearly  more  such  experiments 
would  be  useful. 

A  less  direct  test  of  the  "reality"  of  CV 
estimates  of  lost  passive  use  values  is  to 
use  the  technique  to  estimate 
willingness  to  pay  for  ordinary  market 
goods  and  then  to  compare  the  results 
with  actual  purchases.  This  has  been 
tried  by  Dickie,  Fisher,  and  Gerking 
(1987)  using  the  demand  for 
strawberries.  When  the  data  were  re- 
analyzed by  Diamond.  Hausman, 
Leonard,  and  Denning  (1992),  it  was 
found  that  the  CV  approach  tended 
systematically  to  overestimate  quantity 
demanded  at  each  price,  sometimes  by 
as  much  as  50  percent.  This  result  has 
to  be  qualified  in  two  ways.  First,  the 
original  CV  study  seems  to  have  been 
fairly  casual  by  the  standards  now 
proposed  by  practitioners;  pre-testing 
and  improvement  of  the  survey 
instrument  might  (perhaps]  have 
narrowed  the  gap.  And  second,  it  seems 
to  go  too  iai  to  conclude  from  systematic 
over-estimation  that  the  CV  study,  even 
as  conducted,  provides  no  information 
about  the  demand  for  strawberries. 
Much  of  the  same  could  be  said  about 
a  study  submitted  to  the  Panel  by 
Cummings  and  Harrison  (1992) 
comparing  hypothetical  and 
demonstrated  willingness  to  pay  for 
small  household  goods.  (See  also  Bishop 
and  Heberlein  (1979).) 

External  validation  of  the  CV  method 
remains  an  important  issue.  A  critically 
important  contribution  could  come  from 
experiments  in  which  state-of-the-art  CV 
studies  are  employed  in  contexts  where 
they  can  in  foct  be  compared  with 
"real"  behavioral  willingness  to  pay  for 
goods  that  can  actually  be  bought  and 
sold. 

Of  the  other  problems  arising  in  CV 
studies,  the  following  are  of  most 
concern  to  the  Panel:  (i)  The  contingent 


valuation  method  can  produce  results 
that  appear  to  be  inconsistent  with 
assumptions  of  rational  choice;  (ii) 
responses  to  CV  surveys  sometimes 
seem  implausibly  large  in  view  of  the 
many  programs  for  which  individuals 
might  be  asked  to  contribute  and  the 
existence  of  both  pubUc  and  private 
goods  that  might  be  substitutes  for  the 
resource(s)  in  question;  (iii)  relatively 
few  previous  applications  of  the  CV 
method  have  reminded  respondents 
forcefully  of  the  budget  constraints 
under  which  all  must  operate;  (iv)  it  is 
difficult  in  CV  surveys  to  provide 
adequate  information  to  respondents 
about  the  policy  or  program  for  which 
values  are  being  elicited  and  to  be  sure 
they  have  absorbed  and  accepted  this 
information  as  the  basis  for  their 
responses;  (v)  in  generating  aggregate 
estimates  using  the  CV  technique,  it  is 
sometimes  difficult  determining  the 
"extent  of  the  market;"  and  (vi) 
respondents  in  CV  surveys  may  actually 
be  expressing  feelings  about  public 
spiritedness  or  the  "warm  glow"  of 
giving,  rather  than  actual  willingness  to 
pay  for  the  program  in  question.  We 
discuss  each  of  these  briefly. 

Inconsistency  With  Rational  Choice 

Some  of  the  empirical  results 
produced  by  CV  studies  have  been 
alleged  to  be  inconsistent  with  the 
assumptions  of  rational  choice.  This 
raises  two  questions:  What  reouirements 
are  imposed  by  rationality?  Why  are 
they  relevant  to  the  evaluation  of  the 
reliability  of  the  CV  method? 

Rationality  in  its  weakest  form 
requires  certain  kinds  of  consistency 
among  choices  made  by  individuals.  For 
instance,  if  an  individual  chooses  some 
purchases  at  a  given  set  of  prices  and 
income,  then  if  some  prices  fall  and 
there  are  no  other  changes,  the  goods 
that  the  individual  would  now  buy 
would  make  him  or  her  better  off. 
Similarly,  we  would  expect  an 
individual's  preferences  over  public 
goods  (i.e.,  bridges,  highways,  air 
quality)  to  reflect  the  same  kind  of 
consistency. 

Common  notions  of  rationality 
impose  other  requirements  which  are 
relevant  in  different  contexts.  Usually, 
though  not  always,  it  is  reasonable  to 
suppose  that  more  of  something 
regarded  as  good  is  better  so  long  as  an 
individual  is  not  satiated.  This  is  in 
general  translated  into  a  willingness  to 
pay  somewhat  more  for  more  of  a  good, 
as  judged  by  the  individual.  Also,  if 
marginal  or  incremental  willingness  to 
pay  for  additional  amounts  does  decline 
with  the  amount  already  available,  it  is 
usually  not  reasonable  to  assume  that  it 
declines  very  abruptly. 


This  point  assumes  Importance  in 
view  of  some  empirical  evidence  from 
CV  studies  that  willingness  to  pay  does 
not  increase  with  the  gdbd.  In  one 
study,  Kahneman  (1986)  found  that 
willingness  to  pay  for  the  cleanup  of  all 
lakes  in  Ontario  was  only  slightly  more 
than  willingness  to  pay  for  cleaning  up 
lakes  in  just  one  region.  Evidence  of  this 
kind  has  multiplied  (see  Kahneman  and 
Knetch  (1992).  Desvousges,  et  al.  (1992), 
and  Diamond  et  al.  (1992)).  Desvousges' 
result  is  very  striking;  the  average 
willingness  to  pay  to  take  measiues  to 
prevent  2,000  migratory  birds  (not 
endangered  species)  from  dying  in  oil- 
filled  ponds  was  as  great  as  that  for 
preventing  20,000  or  200,000  birds  from 
dying.  Diminishing  marginal 
willingness  to  pay  for  additional 
protection  could  be  expected  to  result  in 
some  drop.  But  a  drop  to  zero, 
especially  when  the  willingness  to  pay 
for  the  first  2,000  birds  is  certainly  not 
trivial,  is  hard  to  explain  as  the 
expression  of  a  consistent,  rational  set  to 
choices.  ''■ 

It  has  been  argued  on  a  more  technical 
level  that  the  studies  finding  such 
apparent  inconsistencies  are  defective, 
that  the  choices  are  not  presented 
clearly  to  the  respondents.  In  the  study 
referred  to  immediately  above,  for 
instance,  respondents  were  told  that 
2,000  birds  was  "*  *  *  much  less  than 
1%"  of  the  total  migratory  bird 
population  while  200,000  birds  was 
"•  •  *  about  2%"  of  the  total.  This  may 
have  led  respondents  to  evaluate  the 
programs  as  being  essentially  the  same. 
But  on  the  face  of  it,  the  evidence 
certainly  raises  some  serious  questions 
about  the  rationality  of  the  responses. 

It  could  be  asked  whether  rationality 
is  indeed  needed.  Why  not  take  the 
values  found  as  given?  There  are  two 
answers.  One  is  that  we  do  not  know  yet 
how  to  reason  about  values  without 
some  assumption  of  rationality,  if 
indeed  it  is  possible  as  all.  Rationality 
requirements  impose  a  constraint  on  the 
possible  values,  without  which  damage 
judgments  would  be  arbitrary.  A  second 
answer  is  that,  as  discussed  above,  it  is 
difficult  to  find  objective  counterparts  to 
verify  the  values  obtained  in  the 
response  to  questionnaires.  Therefore, 
some  form  of  internal  consistency  is  the 
least  we  would  need  to  feel  some 
confidence  that  the  verbal  answers 
corresponded  to  some  reality. 

Implausibility  of  Responses 

The  CV  method  is  generally  used  to 
elicit  values  for  a  specific  program  to 
prevent  environmental  damage,  whether 
it  be  dead  animals,  spoilage  of  a  pristine 
wilderness  area,  or  loss  of  visibility  in 
some  very  unusually  clear  area.  Though 
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in  each  case,  individuals  often  express 
zero  willingness  to  pay,  average 
willingness  to  pay  over  the  whole 
sample  is  often  at  least  a  few  dollars  and 
frequently  $20  to  $50.  With  100,000.000 
households  in  the  United  States,  these 
responses  result  in  very  large  totals, 
frequently  over  $1  billion.  Some  have 
argued  that  these  large  sums  are  in 
themselves  incredible  and  cast  doubt  on 
the  CV  method.  The  Panel  is  not 
convinced  by  this  argument,  since  it  is 
hard  to  have  an  intuition  as  to  a 
reasonable  total. 

But  there  is  a  different  problem  with 
these  answers.  One  can  envision  many 
possible  types  of  environmental 
damage — oil  spills  or  groundwater 
contamination  in  many  different 
locations,  visibility  impairment  in  a 
variety  of  places,  and  so  on.  Would  the 
average  individual  or  household  really 
be  willing  to  pay  $50  or  even  $5  to 
prevent  each  one?  This  seems  very 
unlikely,  since  the  total  resulting 
willingness  to  pay  for  all  such  programs 
could  easily  become  a  very  large 
fraction  of  one's  income  or  perhaps  even 
exceed  it. 

In  other  words,  even  if  the  willingness 
to  pay  responses  to  individual 
environmental  insults  are  correct  if  only 
one  program  is  to  be  considered,  they 
may  give  overestimates  when  there  are 
expected  to  be  a  large  number  of 
environmental  problems.  Similarly,  if 
individuals  fail  to  consider  seriously  the 
public  or  private  goods  that  might  be 
substitutes  for  the  resources  in  question, 
their  responses  to  questions  in  a  CV 
survey  may  be  unrealistically  large. 

Absence  of  a  Meaningful  Budget 
Constraint 

Even  if  respondents  in  CV  surveys 
take  seriously  the  hypothetical 
referendum  (or  other  type  of)  questions 
being  asked  them,  they  may  respond 
without  thinking  carefully  about  how 
much  disposable  income  they  have 
available  to  allocate  to  all  causes,  public 
and  private  (see  Kemp  and  Maxwell 
(1992),  for  instance).  Specifically, 
respondents  might  reveal  a  Mrillingness 
to  pay  of,  say,  $100  for  a  pro)ect  that 
would  reduce  the  risk  of  an  oil  spill;  but 
if  asked  what  current  or  planned 
expenditures  they  would  forgo  to  pay 
for  the  program,  they  might  instead  re- 
evaluate their  responses  and  revise  them 
downward.  This  is  similar  to  the 
problem  identiHed  immediately  above 
where  individuals  fail  to  think  of  the 
possible  multiplicity  of  environmental 
projects  or  poUcies  they  might  be  asked 
to  support.  To  date,  relatively  few  CV 
surveys  have  reminded  respondents 
convincingly  of  the  very  real  economic 


constraints  within  which  spending 
decisions  must  be  made. 

Information  Provision  and  Acceptance 

If  CV  surveys  are  to  elicit  useful 
information  about  willingness  to  pay. 
respondents  must  understand  exactly 
what  it  is  they  are  being  asked  to  value 
(or  vote  upon)  and  must  accept  the 
scenario  in  formulating  their  responses. 
Frequently,  CV  surveys  have  provided 
only  sketchy  details  about  the  project(s) 
being  valued  and  this  calls  into  question 
the  estimates  derived  therefrom. 

Consider  the  following  example. 
Suppose  information  is  desired  about 
individuals'  willingness  to  pay  to 
prevent  a  chemical  leak  into  a  river. 
Presumably,  their  responses  would 
depend  importantly  on  how  long  it 
would  take  for  the  chemical  to  degrade 
naturally  in  the  river  (if  it  would  at  all), 
what  ecological  and  human  health 
damage  the  chemical  would  do  until  it 
had  degraded,  and  so  on.  Absent 
information  about  such  matters,  it  is 
unreasonable  to  expect  even  very  bright 
and  well-informed  respondents  to  place 
meaningful  values  on  a  program  to 
prevent  leaks. 

Even  if  detailed  information  were 
supplied,  there  are  limits  on  the  ability 
of  respondents  to  internalize  and  thus 
accept  and  proceed  from  the 
information  given.  It  is  one  thing  to  tell 
respondents  matter-of-factly  that 
complete  recovery  will  occur  in,  say, 
two  years.  It  is  another  thing  for  them 
to  accept  this  information  completely 
and  then  incorporate  it  in  their  answers 
to  difficult  questions. 

To  return  to  the  example  above, 
respondents  who  take  a  pessimistic 
view  of  the  probable  consequences  of  a 
chemical  leak  are  Ukely  to  report 
relatively  high  willingness  to  pay  to 
prevent  the  contamination — too  high,  in 
fact  if  in  actuality  such  an  event  had 
less  serious  effects.  On  the  other  hand, 
respondents  with  an  exaggerated  sense 
of  the  river's  assimilative  capacity  or 
regenerative  power  could  be  expected  to 
report  a  willingness  to  pay  that 
imderstates  their  "true"  valuation  if 
provided  with  a  more  complete 
description  of  likely  consequences. 

To  repeat,  even  when  CV  surveys 
provide  detailed  and  accurate 
information  about  the  effects  of  the 
program  being  valued,  respondents 
must  accept  that  information  in  making 
their  (hypothetical)  choices.  If.  instead, 
respondents  rely  on  a  set  of  heuristics 
("these  environmental  accidents  are 
seldom  as  bad  as  we're  led  to  believe." 
or  "authorities  almost  always  put  too 
good  a  face  on  these  things"),  in  effect 
they  will  be  answering  a  different 
question  bom  that  being  asked;  thus,  the 


resulting  values  that  are  elicited  will  not 
reliably  measure  willingness  to  pay. 

Extent  of  the  MaHat 

Suits  for  environmental  damages  are 
brought  by  trustees  on  behalf  of  a  legally 
definable  group.  This  group  limits  the 
population  that  is  appropriate  for 
determining  damages  even  though 
individuals  outside  of  this  group  may 
suffer  loss  of  passive  and  active  use. 
Undersampling  and  zero  sampling  of  a 
subgroup  of  the  relevant  population 
may  be  appropriate  if  the  subgroup  has 
a  predictably  low  valuation  of  the 
resource.  Pot  example,  the  authors  of 
the  CV  study  conducted  in  connection 
with  the  Nestucca  oil  spill  limited  their 
sample  to  households  in  Washington 
and  British  Columbia  possibly  because 
the  individuals  living  elsewhere  were 
presumed  to  have  values  too  low  to 
justify  examination  (or  possibly  because 
the  sponsors  of  the  study  were  agencies 
of  the  State  of  Washington  and  the 
province  of  British  Columbia  and  so 
defined  the  legally  appropriate 
population)  (Rowe.  Shaw,  and  Schulze, 
1992). 

"Warm  Glow"  Effects 

Some  critics  of  the  CV  technique  (e.g., 
Diamond  and  Hausman  (1992))  have 
observed  that  the  distribution  of 
responses  to  open-ended  questions 
eiioxil  willingness  to  pay  often  is 
characterized  by  a  significant  proportion 
of  "zeros" — people  who  would  pay 
nothing  for  the  program^^nd  also  a 
number  of  sizable  reports.  This  bi-modal 
distribution  also  characterizes 
individual  giving:  Most  of  us  give 
nothing  to  most  charities,  but  give  non- 
trivial  amoimts  to  the  ones  vte  do 
support  (at  least  $10  or  $20,  sav).  This 
has  led  these  critics  to  concludie  that 
individuals'  responses  to  CV  questions 
serve  the  same  function  as  charitable 
contributions — not  only  to  support  the 
organization  in  question,  but  also  to  feel 
the  "warm  glow"  that  attends  donating 
to  worthy  causes  (see  AndreOni  (1989)). 
If  this  is  SO,  CV  re^MBses  should  not  be 
taken  as  reliable  estimates  of  true 
willingness  to  pay,  but  rather  as 
indicative  of  approval  for  the 
environmental  program  in  question. 

m.  Key  Issues  in  the  Design  of 
CoBtii^eBt  Valuation  Instnunents 

In  the  course  of  its  deliberations,  the 
Panel  discussed  many  issues 
surrounding  the  design  of  CV  surveys. 
Here  we  provide  our  views  on  several 
issites  that  are  especially  important.  In 
Section  IV  and  in  an  Appendix  to  this 
report,  we  provide  much  greater  detail 
on  the  characteristics  of  a  valid 
application  of  the  CV  method. 
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The  Befenndum  Format 

Considered  as  a  survey,  a  CV 
instrument  is  descriptive  rather  than 
explanatory.  Description  may  ba  as 
simpi*  as  reporting  univariate  averages 
of  one  kind  or  anouter,  such  as  tha 
percentages  of  those  employed,  tooiring 
work,  and  not  seeking  work  in  tha 
United  States,  the  mean  number  of 
rooms  occupied  by  Amaiican 
households,  or  tha  proportion  of 
"likely"  voters  favoring  one  or  aoothar 
candidate  in  an  upcoming  election.  A 
CV  study  seeks  to  find  the  average 
willingness  to  pay  for  a  specific 
environmental  improvement. 
Nevertheless,  as  will  be  sem  later,  it  is 
often  desirable  to  a&k  respondents  to 
specify  the  reasons  for  their  reported 
choices. 

Univeriate  descriptive  results  are 
meaningful  mainly  when  the  alternative 
responses  to  a  question  are  simple  and 
can  be  well  specified  and  there  is  a  high 
consensiis  among  both  respondents  and 
investigators  atxuU  the  precise  meaning 
of  the  questions  and  answen.  In  some 
cases  where  consensus  would  initially 
not  be  adequate,  simple  definitions  can 
be  added  to  a  questionnaire  to  attain 
satisfactory  ayeement— e.g.,  in  asking 
people  how  many  rooms  they  have  in 
their  homes,  one  states  whether 
bathrooms,  basements,  etc  are  to  be 
included  in  tha  count:  most  respondents 
will  conform  to  this  specification. 
With  questions  about  subjective 
phenomena,  such  as  attitudes  and 
values,  treating  answers  as  simply 
descriptive  is  seldom  meaningful.  Too 
much  depends  on  how  questions  are 
worded,  and  there  is  neither  sufficient 
social  consensus  about  precise  meaning, 
nor  an  external  raferance  to  fadUtate 
such  conaansus.  There  are  many 
examples  in  tha  survey  literature  of  how 
changes  in  wording  or  context  will 
affect  results  based  on  questions  about 
subjective  phenomena  (see  Schuman 
and  Presser  (1981)).  For  example,  in 
national  surveys  close  to  a  quarter  of  the 
population  will  choose  the  "don't 
know"  respoQse  to  most  attitude 
questions  if  it  is  explicitly  offered;  yet 
these  same  people  will  select  a 
substantive  alternative  if  "doo't  know" 
is  not  specifically  provided,  even 
though  accepted  yihen  asserted 
spontaneously.  More  puzzlingly,  a 
quaatioB  about  "ioibidding"  a  particular 
action  tends  to  eikat  lass  agraemant 
than  a  quastioa  about  "aol  allowiag" 
the  nn»  action,  although  tha  two 
quastiona  are  logically  aqaivaleot 
Beyood  thasa  asamplaa.  moat  attitude 
obiacta  ara  sioi^  too  oampkK  to  ba 
summarized  by  a  singia  anrvay  qaastioa. 
e.g..  attitudea  toward  aboctioQ  ai  ^ 


dependent  on  the  reasons  for  abortion 
and  the  time  in  pregnancy  to  ba 
adequately  captured  by  a  single 
question;  attitudes  toward  "gim  control" 
vary  enormously  depending  on  the 
exact  framing  of  the  issue  (e.g.. 
handgims  vs.  all  gims,  registration  vs. 
banning,  and  other  concrete  policy 
distinctions). 

Cootittgent  valuation  studies  seek 
descriptive  information,  yet  call  for  a 
rasponse  similar  to  those  elicited  by 
questions  about  subjective  phenomena. 
Thus  they  risk  many  of  the  same 
response  effiacts  and  other  wording 
difficulties  that  turn  up  regularly  in 
attitude  surveys.  Minimizing  these 
effects  presents  a  considerable  challenge 
to  anyone  wishing  to  ehdt  reliable  CV 
estimates.  The  simplest  way  to  approach 
the  problem  is  to  consider  a  CV  survey 
as  essentially  a  self-contained 
referendum  in  which  respondents  vote 
on  whether  to  tax  themselves  or  not  for 
a  particular  purpose.  Since  real 
referenda  are  exposed  to  most  of  the 
response  effects  that  occur  with  attitude 
surveys,  and  since  we  take  the  result  of 
referenda  as  telling  us  something  about 
"true"  preferences,  it  is  not  necessary  to 
claim  they  can  be  eliminated  completely 
in  a  CV  study. 

Tlie  Panel  is  of  the  opinion  that  open- 
ended  CV  questions— e.g..  "What  is  the 
smallest  sum  that  would  compensate 
you  for  environmental  damage  X?"  or, 
"What  b  the  largest  amount  you  would 
be  willing  to  pay  to  avoid  (or  repair) 
environmental  damage  X?" — are 
unlikely  to  provide  the  most  reliable 
valuations.  There  are  at  least  two 
reasons  for  this  conclusion.  In  the  first 
place,  the  scenario  lacks  realism  since 
respondents  are  rarely  asked  or  required 
in  the  course  of  their  everyday  lives  to 
place  a  dollar  value  on  a  partitnilar 
public  good.  There  responses  to  such 
questions  are  therefore  likely  to  be 
unduly  sensitive  to  trivial 
characteristics  of  the  scenario  presented. 
In  the  second  place,  an  open-ended 
request  for  willingness  to  pay  or 
willingness  to  accept  compensation 
invites  strategic  overstatement.  The 
more  seriously  the  respondent  takes  the 
question,  the  more  likely  it  is  that  he  or 
she  will  see  that  reporting  a  large 
response  is  a  costless  vray  to  make  a 
point.  Both  experience  and  logic  suggest 
that  responses  to  open-ended  questions 
will  be  erratic  and  biased. 

However,  the  refiBrmidwn  format, 
espacially  whan  cast  in  tha  willingnass 
to  pay  Bwd^-"Would  you  be  willing  to 
contrilMrte  (or  ba  taxed)  D  dollara  to 
cover  the  cost  of  avoiding  or  repairing 
envkonmaaUl  damage  X?**— has  many 
advantagsa.  ft  is  realistic:  lefcranda  on 
tlko  proviaiaK  of  pid>Bc  goeda  are  not 


uncommon  in  real  liliB.  There  is  no 
strategic  reason  for  the  respondent  to  do 
other  than  answer  truthfully,  although  a 
tendency  to  overestimate  often  appeare 
even  in  connection  with  surveys 
concerning  routine  market  goods.  The 
fact  that  market  surveys  continue  to  be 
used  routinely  suggests  that  this 
tendency  is  not  a  insuperable  obstacle. 
Of  course,  the  respondent  in  a  CV 
survey  \mderstands  that  the  referendum 
is  hypothetical;  there  is  no  implication 
that  the  tax  will  actually  be  levied  and 
the  damage  actually  repaired  or 
avoided.  This  suggests  that  considerable 
efforts  should  be  made  to  induce 
respondents  to  take  the  question 
seriously,  and  that  the  CV  instrument 
should  contain  other  questions  designed 
to  detect  whether  the  respondent  has 
done  so.  Although  Carson,  et  al.  (1992), 
induded  a  useful  question  to  determine 
whether  respondents  believed  the 
survey  was  biased  in  any  diredion.  they 
did  not  suffidently  test  whether  die 
completeness  of.  and  time  period  for. 
restoration  stated  in  the  survey  were 
folly  accepted  by  respondents.  But.  as 
far  as  strategic  reasons  go,  a  respondent 
who  vrould  not  be  wilHng  to  pay  D 
dollara  has  no  reason  to  answw  "Yes," 
and  a  respondent  who  would  be  willing 
to  pay  D  dollars  has  no  reeaon  to  answw 
"No," 

There  are,  however,  several  other 
reasons  why  one's  response  to  a 
hypothetical  referendum  question  might 
be  the  opposite  of  one's  adual  vote  on 
a  real  bellot.  On  one  hand,  a  respondent 
unwilling  to  pay  D  dollars  in  reality 
might  fsel  pressure  to  give  the  "right" 
or  "good"  answer  when  responding  to 
an  in-person  or  telephone  interviewer. 
This  could  happen  if  the  respondent 
believes  that  the  interviewer  would 
herself  favor  a  yes  answer.  On  the  other 
hand,  a  respondent  actiially  willing  to 
pay  the  stated  amount  might  answer  in 
the  negative  for  several  reasons:  (i) 
Belief  that  the  proposed  scenarios 
distributed  the  burden  imfairiy;  (ii) 
doubt  of  either  the  faasibility  of  tha 
proposed  action,  so  that  any 
contribution  would  ba  wasted,  or  the 
ability  of  the  relevant  agency  to  carry 
out  the  action  effidently;  or  (iii)  rafosal 
to  accept  the  hypothetical  choice 
problem,  because  of  either  a  generalized 
avereion  to  taxea  or  a  view  that  someone 
else— tha  "oil  imtostxy",  for  example- 
should  pay  for  repair  or  avoidance  as 
the  resjMmsible  jMrty.  The  same 
considerations  suggest  that  a  CV 
instrument  shonldinclude  questions 
designed  to  deted  the  presence  of  these 
sources  of  bias.  This  is  in  fed  often 
done,  but  we  do  not  know  how 
sucoassfolly. 
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There  are  two  further  problems  that 
could  detract  from  the  reliability  of  CV 
responses  without  producing  any 
determinate  bias:  (i)  A  feeling  that  one's 
vote  will  have  no  significant  effect  on 
the  outcome  of  the  hypothetical 
referendum,  leading  to  no  reply  or  an 
unconsidered  one;  and  (ii)  poor 
information  about  the  damage  being 
valued.  Of  course,  either  of  these  could 
occur  in  real  referenda. 

Here  we  must  decide  on  the  standard 
of  knowledgeability  of  the  respondents 
that  we  went  to  impose  on  a  CV  study. 
It  is  clear  that  it  should  be  at  least  as 
high  as  that  which  the  average  voter 
brings  to  a  real  referendum  on  the 
provision  of  a  specific  public  good,  but 
should  it  be  hi^er?  A  "conservative" 
CV  study,  i.e.,  one  that  avoids 
overestimating  true  willingness  to  pay. 
will  no  doubt  exceed  the  minimum 
standard  of  information  and  will  also 
lean  over  backwards  to  avoid  providing 
information  in  a  way  that  might  bias  the 
response  upwards.  In  particular,  a 
conservative  study  will  provide  the 
respondent  with  some  perspective 
concerning  the  overall  frequency  and 
magnitude  of  oil  spills,  the  amount  of 
money  currently  being  spent  on 
preventing  and  remedying  them,  the 
overall  scale  of  their  consequences,  the 
peculiar  features  of  the  spill  in  question, 
and  similar  relevant  information. 
Placing  the  choice  problem  in  a  broader 
context  helps  the  respondent  to  arrive  at 
a  realistic  or  even  conservative 
valuation. 

Most  of  the  provision  of  public  goods 
in  this  country  is  decided  by 
representatives  and  bureaucrats  rather 
than  by  direct  vote  of  the  citizens.  It  is 
presumed  that  these  agents  are  more 
"expert"  or  at  least  draw  on  more 
knowledge  than  the  citizens  themselves. 
The  agent's  expertise,  if  it  really  exists, 
is  about  the  means  and  cost  of  providing 
public  goods,  though  elected  officials 
may  sometimes  be  presumed  to 
"represent"  fudgments  of  ultimate  value 
to  the  citizens.  Nevertheless,  to  increase 
one's  confidence  that  a  CV  study  is 
conservatively  reliable,  one  mi^t  want 
to  compare  its  outcome  with  that 
provided  by  a  panel  of  experts.  This  will 
help  check  whether  respondents  and 
those  conducting  the  study  or  studies 
are  reasonably  well-informed  and  well- 
motivated,  l^s  comparison  could  be 
made  on  a  sample  of  CV  studies  to  give 
an  idea  of  their  reliability  in  general. 

The  above  considerations  suggest  that 
a  CV  study  based  on  the  referendum 
scenario  can  produce  more  reliably 
conservative  estimates  of  willingness  to 
pay,  and  hence  of  compensation 
required  ih  the  aftermath  of 
environmental  impairment,  provided 


that  a  concerted  effort  is  made  to 
motivate  the  respondents  to  take  the 
study  seriously,  to  inform  them  about 
the  context  and  special  drciunstances  of 
the  spill  or  other  accident,  and  to 
minimize  any  bias  toward  high  or  low 
answers  originating  from  social  pressure 
within  the  interview.  This  implies  that, 
in  the  present  state  of  the  art,  a  reliably 
conservative  CV  study  should  be 
conducted  with  personal  interviews  of 
significant  duration  and  will  therefore 
be  relatively  costly.  If  follows  therefore 
that,  in  order  that  the  cost  of  the  study 
not  be  disproportionately  large 
compared  to  the  amoimt  of  damages,  the 
CV  approach  would  likely  be  used  only 
in  relatively  major  spills,  at  least  until 
further  improvements  in  methodology 
can  be  developed  and  accepted.  (A 
suggestion  for  doing  so  is  offered  in 
Section  V.) 

The  referendum  format  offers  one 
further  advantage  for  CV.  As  we  have 
argued,  external  validation  of  elicited 
lost  passive-use  values  is  usually 
impossible.  There  are  however  real-life 
referenda.  Some  of  them,  at  least,  are 
decisions  to  purchase  specific  public 
goods  with  defined  pa>'ment 
mechanisms,  e.g.,  an  increase  in 
property  taxes.  The  analogy  with 
willingness  to  pay  for  avoidance  or 
repair  of  environmental  damage  is  far 
from  perfect  but  close  enough  that  the 
ability  of  CV-like  studies  to  predict  the 
outcomes  of  real-world  referenda  would 
be  useful  evidence  on  the  validity  of  the 
CV  method  in  general. 

The  test  we  envision  is  not  an  election 
poll  of  the  usual  type.  Instead,  using  the 
referendum  format  and  providing  the 
usual  information  to  the  respondents,  a 
study  should  ask  whether  they  are 
veiling  to  pay  the  average  amount 
implied  by  the  actual  referendum.  The 
outcome  of  the  CV-like  study  should  be 
com]}ared  with  that  of  the  actual 
referendum.  The  Panel  thinks  that 
studies  of  this  kind  should  be  pursued 
as  a  method  of  validating  and  perhaps 
even  calibrating  applications  of  the  CV 
method  (see  Magleby,  1984). 

Addressing  the  Embedding  Problem 

Perhaps  the  most  important  internal 
argument  against  the  reliabiHty  of  the 
CV  approadi  (as  against  general 
criticisms  about  vagueness,  lack  of 
information,  or  unreality  of  the 
scenario)  is  the  observation  of  the 
"embedding"  phenomenon  (see  the 
discussion  in  Section  D).  Different  but 
similar  samples  of  respondents  are 
asked  about  their  willingness  to  pay  for 
prevention  of  environmental  damage 
scenarios  that  are  identical  except  for 
their  scale:  different  nimibers  of 
seabirds  saved,  different  numbers  of 


forest  tracts  preserved  from  logging,  eta 
It  is  reported  that  average  willingness  to 
pay  is  often  substantial  for  the  smallest 
scenario  presented  but  is  then 
substantially  independent  of  the  size  of 
the  damage  averted,  rising  slightly  if  at 
all  for  large  changes  in  size. 

Hie  usual  interpretation  proposed  by 
critics  of  the  CV  method  is  that  the 
responses  are  not  measuring  the 
equivalent  dollar  value  of  the  utility  of 
the  environmental  assets  preserved, 
because  that  would  certainly  be 
measurably  larger  for  subst^tially 
larger  programs  of  preservation.  Instead, 
the  fixed  sum  offieied  is  the  value  of  a 
feeling  of  having  done  something 
praiseworthy;  a  "warm  glow"  is  the 
phrase  often  used. 

This  is  potentially  a  very  damaging 
criticism  of  the  method.  CV  studies 
almost  always  seek  to  measure 
willingness  to  pay  to  avoid  a  particular 
incident  rather  then  compensation  that 
would  be  required  for  damage  that  has 
already  occmred.  This  is  bemuse 
respondents  are  more  likely  to 
exaggerate  the  compensation  they 
would  require  than  their  willingness  to 
pay,  and  because  the  latter  is  expected 
to  be  less  than  the  former  and  so  is 
conservative.  If  teported  willingness  to 
pay  accurately  reflected  actual 
willingness  to  pay,  then,  under  the 
"warm  glow"  interpretation,  Mrillingness 
to  pay  might  well  exceed  compensation 
required  because  the  former  contains  an 
element  of  self-approbation.  It  might  be 
real  but  not  properly  compensable. 

Defenders  of  the  CV  approach  reply  to 
this  criticism  in  various  ways. 
Sometime  it  is  argued  that  the  evidence 
used  to  support  "embedding"  simply 
indicates  diminishing  marginal  utility  of 
the  asset  in  question.  In  many  cases, 
however,  the  constancy  or  near- 
constancy  of  willingness  to  pay  does  not 
appear  consistent  with  the  large 
reported  amounts  for  the  first  small 
increment  of  environmental 
preservation. 

A  second  defense  of  CV  against  the 
embedding  phenomenon  is  that  CV 
questions  have  to  be  posed  carefully  and 
in  context.  It  is  argued  that  carelessly 
formulated  CV  instruments  leave 
respondents  with  the  impression  that 
they  are  being  asked.  "Would  you  pay 
$X  to  avert  a  certain  small 
environmental  harm?"  In  a  very  large 
population  of  birds,  the  death  of  1 ,000 
is  not  seen  as  noticeably  different  from 
the  death  of  100,000— and  may  not 
actually  be  very  different — so  that 
respondents  simply  answer  the  question 
just  asked. 

This  second  response  leads  to  the 
obvious  question:  now  should  a  CV 
instrument  be  framed  to  ^dt  an  answer 
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that  responds  to  the  precise  scenario 
and  not  to  «  generalized  "warm  glow" 
effect?  We  must  reject  one  possible 
approach,  that  of  asking  each 
Kspondeat  to  express  willin^iess  to 
pay  to  avert  incidents  of  varying  siaes; 
the  danger  is  that  embedding  will  be 
fonably  avoided,  still  without  realism. 
This  issue  is  best  c(msidei<ed  as  part  of 
the  broader  question:  How  much 
context  aboot  the  incident  itself  and 
about  the  respondent's  circumstances 
and  choices  should  be  included  in  the 
CV  instnmient? 

We  are  recommending  a  high 
standard  of  richness  in  context  to 
achieve  a  realistic  background.  Our 
proposed  guidelines  re^trding  this  issue 
are  embodied  in  Section  IV  below. 

Time  DimeBsicm  of  Passive  Use  Losses 

Typically,  environmental  damages 
from  oil  spills  or  similar  accidents  are 
severe  for  some  period  of  time — ^weeks, 
months,  or  sometimes  a  few  years — and 
gradually  are  reduced  by  natural  forces 
and  human  efforts  to  a  low  or  possibly 
even  zero  steady  state  level.  In  some 
circumstances,  passive-use  losses  derive 
only  or  mostly  from  the  steady  state 
conditions;  thus,  if  passive  use  vahie 
derives  ftx)m  species  diversity,  even  a 
considerable  loss  of  birds  or  mammals 
which  does  not  endanger  any  species 
will  give  rise  to  no  loss.  If.  on  the 
contrary  considerable  passive-use  value 
is  attached  to  the  interim  state  of  the 
natural  resource,  then  respondents  have 
to  do  a  very  difficult  present  value 
calculation  properly  to  compute  their 
current  willingness  to  pay  for  the 
difference  between  the  fully  restored 
state  of  the  resource  and  the  actual  state 
as  the  level  of  restoration  varies  over 
time.  CV  surve3rs  accordingly  have  to  be 
carefully  designed  to  allow  respondents 
to  diffierentiate  interim  from  steady  state 
pmssive-use  loss,  and,  if  there  is  interim 
passive-use  loss,  to  report  its  present 
value  correctly. 

It  is  reasonable  to  assume  that  interim 
passive-use  values  are'  additive  over 
time.  Hence,  we  need  a  calculation  of 
present  values  of  the  interim  losses.  The 
discounting  and  the  estimation  of  the 
rate  of  recovery  of  the  resource  shoiild 
be  done  by  tedmical  experts  and  not  by 
the  respondents,  who  are  unlikely  to 
handle  these  tasks  adequately. 
Respondents  should  be  asked  only  their 
willingnass  to  pay  to  eliminate  the 
diffiarence  between  some  partially 
restored  lev^  of  the  resource  and  the 
pristine  state  for  a  specific  period  of 
time,  say  a  year,  on  the  assumption  that 
after  that  time  full  restoration  is  assured 
Technical  expeits  would  estimate  how 
the  state  of  the  resource  will  vsrv  from 
year  to  year  as  the  restoration  takes 


place.  The  technical  iofonnation  about 
the  state  of  the  resource,  together  with 
the  raspondent's  assaaaments  of  the  flow 
valuation  of  the  resource,  can  be  used  to 
construct  a  time  series  of  passive-use 
losses  whkk  can  be  discounted  to  the 
present  at  an  appropriate  rate  of  interest 
to  determine  the  present  value  of  ths 


IV.  Survey  G«kUliMa 

In  this  section  we  try  to  lay  down  a 
fairly  complete  set  of  guidelLoes 
compliance  with  whidi  would  define  an 
ideal  CV  survey.  A  CV  survey  does  not 
have  to  meet  each  of  these  guidelines 
fully  in  order  to  qualify  as  a  source  of 
reliable  information  to  a  damage 
assessment  process.  Many  departures 
from  the  guidelines  or  even  a  single 
serious  deviatioB  would,  however, 
suggest  unreliability  prima  facie.  To 

E reserve  continuity,  we  give  only  a  bald 
St  of  guidelines  here.  They  are 
repeated  together  with  further 
explanatory  oHnments  in  the  Appendix 
to  this  Report 

General  Gmdelines 

•  Samp/e  Type  and  Size:  Probability 
sampling  is  essential  for  a  siu^ey  used 
for  damage  assessment.*  The  choice  of 
sample  specific  design  and  size  is  a 
difficult,  technical  question  that 
requires  the  guidance  of  a  professional 
sampling  statistician. 

•  Mimraise  Nbnresponses:  High 
Boueeponse  rates  would  make  the 
survey  results  unreliable. 

•  Personoy  interview:  The  Panel 
believes  it  unlikely  that  reliable 
estimates  of  values  could  be  elicited 
with  mail  surveys.  Face-to-fiBce 
interviews  are  usually  preferable, 
although  telephone  interviews  have 
some  advantages  in  terms  ctf  cost  and 
centralized  supervision. 

•  Pretesting  for  lntervie¥/er  Effects: 
An  important  respect  in  whidi  CV 
siuvsys  differ  frtHB  actual  referenda  is 
the  preseooe  of  an  interviewer  (except 
in  the  case  of  mail  survejrs).  It  is 
possible  that  interviewers  contribute  to 
"social  desirability"  bias,  since 
preserving  the  environment  is  widely 
viewed  as  something  positive,  fai  order 
to  test  this  possibility,  major  CV  studies 
should  incorporate  experiments  that 
assess  interviewer  effects. 


*  ThU  DMd  MM  practud*  use  of  Ian  adtqiMte 
lampla*.  tndwdlin  ^uota  or  cvmi  coav«ti«BC« 
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•ocpaniMnuf  wiatioiu,  10  long  u  ordar  of 
m^putwda  diifareDcaa  nthat  than  univariata  raauits 
arc  tiM  facHi.  Bvan  tiMO,  oimoos  •ourca*  of  bias 
stKNiU  ba  •wMid  (a«.  coilaBa  ttadaol*  «(• 
probably  tM  difiM«Bt  ia  a|a  and  adncation  from  ifaa 
bataroganawH  aduit  population  to  paovida  a 
Inutworthy  bati*  for  widar  §enanllzation). 


a  Beporting:  Every  report  of  a  Cy 
study  a^uld  make  clear  the  definition 
of  the  papulation  sampled,  the  sampling 
frame  used,  the  sample  size,  the  overall 
sample  non-response  rate  and  its 
components  (a^.  refrisals),  and  item 
non-response  on  all  important 
questions.  The  report  should  also 
reproduce  the  exact  wording  and 
sequence  of  the  questionnaire  and  of 
other  communications  to  respondents 
(e^.  advance  letters).  All  data  from  the 
study  should  be  archived  and  made 
available  to  interested  perties  (see 
Carson  et  al.  (1902),  for  an  example  of 
good  practice  in  inclusion  of 
questionnaire  and  related  details;  as  of 
this  date,  howevw,  the  report  has  not 
been  avaiWile  publicly  and  the  data 
have  not  been  archived  for  open  use  by 
other  scholars). 

a  Careful  Pretesting  of  a  CV 

Questionnaire:  RaspoBdents  in  a  CV 
survey  are  ordinarily  presoited  with  a 
good  deal  of  new  and  often  technical 
information,  well  beyond  what  is 
typical  in  most  surveys.  This  requires 
very  careful  pilot  work  and  pretesting, 
plus  evidence  frtxn  the  final  surv^  that 
re^Mndents  understood  and  accepted 
the  main  description  and  questioning 
reasonably  well. 

Guidelines  for  Value  Eticitation  Surveys 

The  following  guidelines  are  met  by 
the  best  CV  surveys  and  need  to  be 
present  in  order  to  assure  reliability  and 
usefulness  of  the  information  that  is 

obtained. 

•  Conservative  ZTesig/i:  Generally. 

when  aspects  of  the  survey  design  and 
the  analysis  of  the  responses  are 
ambiguous,  the  option  that  tends  to 
underestimate  willingness  to  pay  is 
preferred.  A  conservative  design 
infT«"»fac  the  reliability  of  the  estimate 
by  ^fljiTiin^ting  extreme  responses  that 
can  enlarge  estimated  values  %vildly  and 
implausibly. 

•  £/jcitation  Fornuzf:  The  willingness 
to  pay  format  should  be  used  instead  of 
the  compensation  required  because  the 
former  is  the  conserv^ve  choice. 

a  ite/erendum  Foraiot:  The  valuation 
question  should  be  poeed  as  a  vote  on 
a  referendiun. 

•  Accurate  Description  of  the 
Program  or  Policy:  Adequate 
information  must  be  provided  to 
respondents  about  the  environmental 
program  that  is  offered.  It  must  be 
defined  in  a  way  that  is  relevant  to 
damage  assessment 

•  Pretesting  of  Photographs:  The 
effects  of  photographs  on  subjects  must 
be  carefully  e}q)lored. 

•  Reminder  of  Undamaged  Substitute 
Commodities:  Respondents  must  be 
reminded  of  substitute  commoditiet. 
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such  as  other  comparable  natural 
resources  or  the  fiitura  state  of  the  same 
natural  resource.  This  reminder  should 
be  introduced  forcefully  and  directly 
prior  to  the  main  valuation  question  to 
assure  that  respondents  have  the 
alternatives  clearly  in  mind. 

•  Adequate  Time  Lapse  from  the 
Accident:  The  survey  must  be 
conducted  at  a  time  sufficiently  distant 
from  the  date  of  the  environmental 
insult  that  respondents  regard. the 
scenario  of  complete  restoration  as 
plausible.  Questions  should  be  included 
to  determine  the  state  of  subjects'  beliefis 
regarding  restoration  probabilities. 

•  Temporal  Averaging:  Time 
dependent  measurement  noise  should 
be  reduced  by  averaging  across 
independently  drawn  samples  taken  at 
different  points  in  time.  A  clear  and 
substantial  time  trend  in  the  responses 
would  cast  doubt  on  the  "reliability"  of 
the  finding. 

•  "No-answer"  Option:  A  "no- 
answer"  option  should  be  explicitly 
allowed  in  addition  to  the  "yes"  and 
"no"  vote  options  on  the  main  valuation 
(referendum)  question.  Respondents 
who  choose  the  "no-answer"  option 
should  be  asked  nondirectively  to 
explain  their  choice.  Answers  should  be 
carefully  coded  to  show  the  types  of 
responses,  for  example:  (i)  Rough 
indifference  between  a  yes  and  a  no 
vote:  (ii)  inability  to  make  a  decision 
without  more  Ume  or  more  information; 
(iii)  preference  for  some  other 
mechanism  for  making  this  decision; 
and  (iv)  bored  by  this  survey  and 
anxious  to  end  it  as  quickly  as  possible. 

•  Yes/no  Follow-ups:  Yes  and  no 
responses  should  be  followed  up  by  the 
open-ended  question:  "Why  did  you 
vote  yes/no?"  Answers  should  be 
carefully  coded  to  show  the  types  of 
responses,  for  example:  (i)  It  is  (or  isn't) 
worth  it;  (ii)  Don't  know;  or. (iii)  The  oil 
companies  should  pay. 

•  Cross-tabulations:  The  survey 
should  include  a  variety  of  other 
questions  that  help  to  interpret  the 
responses  to  the  primary  valuation 
question.  The  final  report  should 
include  summaries  of  willingness  to  pay 
broken  down  by  these  categories. 
Among  the  items  that  would  be  helpful 
in  interpreting  the  responses  are: 

Income 

Prior  Knowledge  of  the  Site 

Prior  Interest  in  the  Site  (Visitation 

Rates) 
Attitudes  Toward  the  Environment 
Attitudes  Toward  Big  Business 
Distance  to  the  Site 
Understanding  of  the  Task 
Belief  in  the  Scenarios 
Ability/Willingness  to  Perform  the  Task 


•  Checks  on  Understanding  and 
Acceptance:  The  above  guidelines  must 
be  satisfied  without  making  the 
instrument  so  complex  that  it  poses 
takes  that  ara  beyond  the  ability  or 
interest  level  of  many  participants. 

Goals  for  Value  EUcUation  Surveys 

The  following  items  are  not 
adequately  addressed  by  even  the  best 
CV  surveys.  In  the  opinion  of  the  Panel, 
these  issues  will  need  to  be 
convincingly  dealt  with  in  order  to 
assure  the  reliability  of  the  estimates. 

•  Alternative  Expenditure 
Possibilities:  Respondents  must  be 
reminded  that  their  willingness  to  pay 
for  the  environmental  program  in 
question  would  reduce  their 
expenditures  for  private  goods  or  other 
pubUc  goods.  This  reminder  should  be 
more  than  perfunctory,  but  less  than 
overwhelming.  The  goal  is  to  induce 
respondents  to  keep  in  mind  other 
likely  expenditures,  including  those  on 
other  environmental  goods,  when 
evaluating  the  main  scenario. 

•  Deflection  of  Transaction  Value: 
The  survey  ^ould  be  designed  to 
deflect  the  general  "warm-glow"  of 
giving  or  the  dislike  of  "big  business" 
away  from  the  specific  environmental 
program  that  is  being  evaluated.  It  is 
possible  that  the  referendum  format 
limits  the  "warm  glow"  effect,  but  until 
this  is  clear  the  survey  design  should 
explicitly  address  this  problem. 

•  Steady  State  or  Interim  Losses:  It 
should  be  made  apparent  that 
respondents  can  distinguish  interim 
from  steady-state  losses. 

•  Present  Value  Calculations  of 
Interim  Losses:  It  should  be 
demonstrated  that,  in  revealing  values, 
respondents  are  adequately  sensitive  to 
the  timing  of  the  restoration  process. 

•  i^cfvance  i^pprovo/;  Since  the 
design  of  the  CV  survey  can  have  a 
substantial  effect  on  the  responses,  it  is 
desirable  that — if  possible — critical 
features  be  preapproved  by  both  sides  in 
a  legal  action,  with  arbitration  and/or 
experiments  used  when  disagreements 
cannot  be  resolved  by  the  parties 
themselves. 

•  Burden  of  Proof:  Until  such  time  as 
there  is  a  set  of  reliable  reference 
surveys,  the  burden  of  proof  of 
reliability  must  rest  on  the  survey 
designere.  They  must  show  through 
pretesting  or  other  experiments  that 
their  survey  does  not  suffer  bom  the 
problems  that  these  guidelines  are 
intended  to  avoid.  Specifically,  if  a  CV 
survey  su^red  from  any  of  the 
following  maladies,  we  would  judge  its 
findings  "unreliable": 


— A  high  nonreeponse  rate  to  the  entire 

survey  instrument  or  to  the  valuation 

question. 
— madequate  responsiveness  to  the 

scope  of  the  environmental  insult. 
— Lack  of  understanding  of  the  task  by 

the  respondents. 
— Lack  ot  belief  in  the  full  restoration 

scenario. 
— "Yes  "  or  "no"  votes  on  the 

hypothetical  referendum  that  are  not 

followed  up  or  explained  by  making 

reference  to  the  cost  and/or  the  value 

of  the  program. 

•  Reliable  Reference  Surveys:  In  cnder 
to  alleviate  this  heavy  burden  of  proof, 
we  strongly  luge  the  government  to 
imdertake  the  task  of  creating  a  set  of 
reliable  reference  surveys  that  can  be 
used  to  interpret  the  guidelines  and  also 
to  calibrate  surveys  that  do  not  fully 
meet  the  conditions. 

V.  Recommendations  for  Future 
Research 

The  Panel's  major  research 
recommendation  goes  toward  a  drastic 
reform  of  the  CV  procedure,  extending 
beyond  the  guidelines  suggestion  in 
Section  FV. 

The  problem  of  estimating  the 
demand  for  highly  innovative 
commercial  products,  including  some 
that  have  not  yet  actually  been 
produced,  is  much  like  Uie  problem 
faced  in  CV  research.  It  is  the  problem 
of  estimating  willingness  to  pay  for  a 
necessarily  unfamiliar  product.  The 
field  of  market  research  has  developed 
methods — ^"conjoint  analysis,"  for 
example — that  are  very  similar  to  the  CV 
approach.  (One  important  difference  is 
that  a  new  product  may  eventually 
reach  the  market,  and  projections  of 
expected  sales  can  be  checked.  Survey 
responses  are  usually  found  to  be 
moderate  overestimates  of  actual 
willingness  to  pay.)  Practitioners  have 
found  that  survey  methods  are  better  at 
estimating  relative  demand  than 
absolute  demand.  There  is  an  andioring 
problem,  even  with  private  goods — that 
is,  absolute  williiigness  to  pay  is  hard  to 
pin  down.  This  l*ds  to  the  following 
suggestion. 

The  federal  government  should 
produce  standard  damage  assessments 
for  a  few  specific  reference  oil  spills, 
either  hypothetical  or  actual,  ranging 
from  small  to  large.  These  standard 
valuations  could  be  generated  by  any 
method.  One  possibility  would  be 
through  a  jury  of  experts.  Such  a  jury  of 
experts  might  wish  to  conduct  a  series 
of  CV  studies,  satisfying  the  guidelines 
laid  out  above.  These  CV  studies  would 
be  inputs  into  the  jury  process,  to  be 
combined  with  other  information  and 
expert  judgment.  Once  these 
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benchmarks  were  available,  they  could 
serve  as  reference  points  for  later  CV 
studies.  When  a  damage  assessment  is 
required,  siuveys  could  be  used  to  elicit 
answers  to  questions  like:  "Would  you 

f)ay  (much  more,  more,  about  the  same, 
ess,  much  less)  to  prevent  this  spill 
than  you  would  to  prevent  Standard 
Spill  A?"  "Would  you  pay  an  amount  to 
avoid  Uiis  spill  that  is  between  the 
amounts  you  would  pay  to  avoid 
Standard  Spill  B  and  Standard  Spill  C? 
If  so,  is  the  amount  much  closer  to  B 
than  C.  closer  to  B  than  C  halfway 
between  B  and  C  closer  to  C  than  B, 
much  closer  to  C  than  B?"  These 
questions  presumably  would  not  be 
asked  so  schematically.  Responses  to 
such  a  study  could  then  serve  as  one 
reliable  soxirce  of  information  in  the 
damage  assessment. 

We  recognize  that  this  technique 
would  require  that  respondents  be  made 
familiar  with  the  reference  spills  as  well 
as  the  particular  spill  whose  damage  is 
being  assessed.  We  expect  that  the 
additional  effort  would  be  more  than 
offset  by  the  greater  simplicity  and 
reliability  in  estimating  relative 
willingness  to  pay. 

This  possibility  suggests  a  slightly 
more  radical  extension  of  the  CV 
method.  Respondents  could  be  asked  to 
compare  their  wilUngness  to  pay  to 
avoid  a  specific  case  of  environmental 
damage  to  their  willingness  to  pay  for  a 
range  of  fairly  familiar  private  goods.  It 
would  no  doubt  be  best  if  the  private    . 
goods  were  to  bear  some  similarity  to 
the  environmental  good  in  question,  but 
that  is  not  necessary.  The  anchoring 
purpose  would  be  served  if  respondents 
could  measure  their  willingness  to  pay 
in  units  of  articles  of  clothing  or  small 
household  appliances  forgone. 

This  latter  is  a  suggestion  for  research 
in  the  CV  method,  not  necessarily  a 
recommendation  jfor  current  practical 
use. 

The  guidelines  proposed  in  Section  IV 
themselves  suggest  areas  for  further 
research,  this  time  within  the  contingent 
valuation  community.  In  particular,  we 
emphasize  the  urgencjmpf  studying  the 
sensitivity  of  wiHingness  to  pay 
responses  to  the  number  and  extent  of 
budgetary  substitutes  mentioned  in 
survey  instruments  (that  is,  reminders  of 
other  things  on  which  respondents 
could  spend  their  money).  In  such 
research  it  would  be  helpful  if  parallel 
studies  were  conducted  on  the 
sensitivity  of  stated  intentions  to  buy 
ordinary  market  goods — both  familiar 
and  unramiliar — to  reminders  of 
alternative  uses  of  those  resources.  The 
point  is  to  discover  the  extent  to  which 
the  valuation  of  environmental  public 
goods  is  intrinsically  more  difficult  than 


similar  exercises  with  respect  to  maricet 

flooils* 

A  ciosely-related  line  of  research  is 
the  sensitivity  of  responses  in  CV 
surveys  to  the  number  and  extent  of 
undamaged  substitute  commodities 
mentioned  explicitly  in  the  survey 
instrument  (miles  of  nearby  shoreline, 
miles  of  shoreline  elsewhere,  similarity 
for  animal  or  bird  Ufe,  alternative 
recreation  possibilities  and  so  on).  This 
could  be  extended  to  variations  in  the 
way  in  which  the  budget  constraint  is 
presented  to  respondents.  Here  again, 
comparisons  with  market  goods  would 
be  useful. 

Finally,  having  urged  that  the 
availability  of  a  no-vote  option  is  an 
important  component  of  the  ability  of 
the  CV  technique  to  mimic  an  actual 
referendum,  we  recommend  further 
research  Into  alternative  ways  of 
presenting  and  interpreting  the  no-vote 
option.  In  this  respect,  too,  comparative 
studies  with  familiar  public  and  private 
goods  (local  parks,  school  facilities, 
housing  for  the  homeless,  food 
distributions)  would  be  enlightening. 
Real  referenda  always  allow  the  option 
of  not  voting,  in  a  natural  way.  CV 
studies  have  to  achieve  the  same  result 
more  deliberately,  so  there  is  a  need  to 
know  if  the  precise  formulation  matters 
very  much  to  the  result. 

VI.  Conclusions  and  Recommendations 

The  Panel  starts  from  the  premise  th«t 
passive-use  loss — interim  or 
permanent — is  a  meaningful  component 
of  the  total  damage  resulting  from 
environmental  accidents.  A  problem 
arises  because  passive-use  losses  have 
few  or  no  overt  behavioral 
consequences.  The  faintness  of  the 
behavioral  trail  means  that  a  well- 
designed  and  adequately  sensitive 
measuring  instrument  is  needed  to 
substitute  for  conventional  observations 
of  behavior.  In  particular,  can  the  CV 
method  provide  a  sufficiently  reliable 
estimate  of  total  loss— including 
passive-use  loss — to  play  a  useful  role  in 
damage  assessment? 

It  has  been  argued  in  the  literature 
and  in  comments  addressed  to  the  Panel 
that  the  results  of  CV  studies  are 
variable,  sensitive  to  details  of  the 
survey  instrument  used,  and  vulnerable 
to  upward  bias.  These  arguments  are 
plausible.  However,  some  antagonists  of 
the  CV  approach  go  so  far  as  to  suggest 
that  there  can  be  no  useful  information 
content  to  CV  results.  The  Panel  is 
unpersuaded  by  these  extreme 
arguments. 

In  Section  IV  above,  we  identify  a 
number  of  stringent  guidelines  for  the 
conduct  of  CV  studies.  These  require 
that  respondents  be  carefully  informed 


about  the  particular  environmental 
damage  to  be  valued,  and  about  the  full 
extent  of  substitutes  and  undamaged 
ahematives  available.  In  willingness  to 

Gy  scenarios,  the  payment  vehicle  must 
presented  fully  and  dearly,  with  the 
relevant  budget  constraint  emphasized 
The  payment  scenario  should  oe 
convincingly  described,  preferably  in  a 
referendum  context,  because  most 
respondents  will  have  had  experience 
with  referendum  ballots  with  less-than- 
perfect  background  information.  Where 
choices  in  formulating  the  CV 
instrument  can  be  made,  we  urge  they 
lean  in  the  conservative  direction,  as  a 
partial  or  total  o^et  to  the  likely 
tendency  to  exaggerate  willingness  to 

pay. 

The  Panel  concludes  that  under  those 
conditions  (and  others  specified  above), 
CV  studies  convey  useful  information. 
We  think  it  is  fair  to  describe  such 
information  as  reliable  by  the  standards 
that  seem  to  be  implicit  in  similar 
contexts,  like  market  analysis  for  new 
and  iimovative  products  and  the 
assessment  of  other  damages  normally 
allowed  in  court  proceedings.  As  in  all 
such  cases,  the  more  closely  the 
guidelines  are  followed,  the  more 
reliable  the  result  will  be.  It  is  not 
necessary,  however,  that  every  single 
injunction  be  completely  obeyed; 
inferences  accepted  in  other  contexts 
are  not  perfect  either. 

Thus,  the  Panel  concludes  that  CV 
studies  can  produce  estimates  reliable 
enough  to  be  the  starting  point  of  a 
judicial  process  of  damage  assessment, 
including  lost  passive-use  values.  To  be 
acceptable  for  this  purpose,  such  studies 
should  follow  the  guidelines  described 
in  Section  IV  above.  The  phrase  "be  the 
starting  point"  is  meant  to  emphasize 
that  the  Panel  does  not  suggest  that  CV 
estimates  can  be  taken  as  automatically 
defining  the  range  of  compensable 
damages  within  narrow  limits.  Rather, 
we  have  in  mind  the  following 
considerations. 

The  Panel  is  persuaded  that 
hypothetical  markets  tend  to  overstate 
willingness  to  pay  for  private  as  well  as 
public  goods.  The  same  bias  must  be 
expected  to  occur  in  CV  studies.  To  the 
extent  that  the  design  of  CV  instruments 
makes  conservative  choices  when 
alternatives  are  available,  as  urged  in 
Section  IV.  this  intrinsic  bias  may  be 
offset  or  even  over-corrected.  All 
surveys  of  attitudes  or  intentions  are 
bound  to  exhibit  sensitivity  of  response 
to  the  framing  of  questions  and  the 
order  in  which  they  are  asked.  No 
automatic  or  medxanical  calibration  of 
responses  seems  to  be  possible. 

'nie  judicial  process  must  in  each  case 
come  to  a  conclusion  about  the  degree 
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to  which  respondents  have  been 
induced  to  consider  alternative  uses  of 
funds  and  take  the  proposed  payment 
vehicle  seriously.  Defendants  Will  argue 
that  closer  attention  to  substitute 
commodities  would  have  yielded  lower 
valuations.  Trustees  will  atgaa  that  they 
have  already  leaned  over  backwards  to 
ensure  conservative  responses.  Judges 
and  juries  must  decide  as  they  do  in 
other  damage  cases.  Hie  Panel's 
conclusion  is  that  a  well-conducted  CV 
study  provides  an  adequately  reliable 
benchmark  to  begin  such  arguments.  It 
contains  information  that  judges  and 
juries  will  wish  to  use,  in  combination 
with  other  evidence,  including  the 
testimony  of  expert  witnesses. 

The  Panel's  second  conclusion  is  that 
the  appropriate  federal  agencies  should 
begin  to  accumulate  standard  damage 
assessments  for  a  range  of  oil  spills,  as 
described  in  Section  V.  That  process 
should  further  improve  the  reliability  of 
CV  studies  in  damage  assessment.  It 
should  thus  contribute  to  increasing  the 
accuracy  and  reducing  the  cost  of 
subsequent  damage  assessment  cases.  In 
that  sense,  it  can  be  regarded  as  an 
investment. 

The  proposals  for  further  research 
outlined  in  Section  V  are  an  integral 
part  of  our  recommendations.  The  Panel 
beUeves  that  the  suggestions  put 
forward  there  couldlead  to  more 
reliable  and  less  controversial  damage 
assessment  at  reduced  cost.  It  is  not  to 
be  expected  that  controversy  will 
disappear,  however.  There  will  always 
be  controversy  where  intangible  losses 
have  to  be  evaluated  in  monetary  terms. 

Appendix— General  Guidelines 

•  Sample  Type  and  Size:  Probability 
sampling  is  essential  for  a  survey  used 
for  damage  assessment.*  The  choice  of 
sample  specific  design  and  size  is  a 
di£Eicuh,  technical  question  that 
requires  the  guidance  of  a  professional 
sampling  statistician. 

If  a  single  dichotomous  question  of 
the  yes-no  type  is  used  to  elicit 
valuation  responses,  then  a  total  sample 
size  of  1000  respondents  will  limit 
sampling  error  to  about  3%  plus  or 
minus  on  a  single  dichotomous 
question,  assuming  simple  random 
sampling.  However,  this  or  any  other 
sample  size  needs  to  be 
reconceptualized  fat  three  reasons. 


>  This  naad  not  pnduda  UM  of  Um  adwiuate 
sanplM,  including  quota  or  wna  cooTmianca 
»impim.  fur  puMuiiimy  fbng  of  ■pecMc 
experimental  variatiaiu,  to  long  as  onte  of 
iMyiifaMta  <*HiiwBCM  iHfaar  lfca»  iftwkta  raaulu 
are  tha  foota.  B«aa  lh«L  ofawtona  aaanat  of  Uaa 
should  be  avoided  (a.g.  ooUage  ttudentt  are 
probaUy  too  difimot  is  aia  and  adiicatiaa  frooilbe 
hetarogaoaous  aduH  poptvaliaa  to  pfovide  a 
trustvwthy  basis  for  wider  geoeralization). 


First,  if  £ace-to-£ace  interviewing  is 
used,  as  we  suggest  above,  clustering 
and  stratification  must  be  takM  into 
account  Second,  if  dichotomous 
valuation  questions  are  used  (e.g.. 
hypothetical  reiarenda),  separate 
valuation  amounts  must  be  asked  of 
random  sub-samples  and  these 
responses  must  be  unscrambled 
econometrically  to  estimate  the 
underljrtng  popult^on  mean  or  median. 
Third,  in  order  to  incorporate 
experiments  on  interviewer  and 
wording  exacts,  additional  random  sub- 
sampUng  is  required.  For  all  these 
reasons,  it  ¥rill  be  important  to  consuh 
sampling  statisticians  in  the  design  of  a 
CV  survey  intended  for  legal  or  poUcy- 
making  purposes. 

e  Minimize  Nonresponses:}ii^ 
nonresponse  rates  would  make  the 
survey  results  unreiid>le. 

To  the  extent  that  a  CV  study  is 
expected  to  represent  the  adult 
population  of  the  United  States  or  a 
portion  of  it,  minimiging  both  sample 
non-response  and  item  nm-response  are 
important.  The  former  is  imlikely  to  be 
below  20%  even  in  very  high  quaUty 
surveys:  the  latter  has  also  been  large  in 
some  CV  surveys  because  of  the 
difficulty  of  the  task  respiuidents  are 
being  asked  to  perform.  These  soiuces  of 
potential  bias  can  be  partially  justified 
on  the  grounds  that  they  also  occur  with 
official  referenda,  in  both  cases  with  the 
loss  especially  of  the  least  educated 
parts  of  the  population.  The  further 
reduction  of  the  final  sample  by 
elimination  of  "protest  zeros," 
"unrealistic  high  values,"  and  other 
problematic  responses  may  lead  to 
e^ctive  final  total  response  rates  so  low 
as  to  imply  that  the  survey  population 
consists  of  interested  and  specially 
instructed  quasi-experts.  This 
consideration  reinforces  the  desirability 
of  combining  a  reasonable  response  rate 
with  a  high  but  not  forbidding  standard 
of  information  aa  discussed  in  Section 

in  above. 
•  Persona/ interwJeMr;  The  Panel 

believes  it  unlikely  that  reliable 
estimates  of  values  could  be  eUcited 
with  mail  stirveys.  Faice-to-faoe 
interviews  are  usually  preferable, 
althou^^ephone  interviews  have 
some  advantages  in  terms  of  cost  and 
centraUzed  supervision. 

Assuming  a  CV  survey  is  to  represent 
a  natural  population,  such  as  all  adults 
in  the  United  States,  or  those  in  a  single 
urban  area  or  a  state,  it  is  daaiiable  that 
it  be  carried  out  iising  either  fiaoe-to-fece 
or  telephone  interviewrs.  Mail  surveys 
typically  employ  li^  that  cover  too 
small  a  pati  of  the  popul^im  (e.g., 
samples  baaed  oo  telephone  directocies 
omit  appfoxiinately  half  the  U.S. 


population  because  of  non-Usted 
numbers,  incorrect  numbers,  and  non- 
phone  households),  and  then  miss 
another  quarter  or  mcHe  of  the 
remainder  through  non-response.  In 
addition,  since  the  content  of  a  mail 
questionnaire  can  be  reviewed  by 
targeted  re^Kmdents  before  deciding  to 
return  it,  those  meet  interested  in  a 
natural  resource  issue  or  in  one  side  or 
the  other  can  make  their  decision  on 
that  basis.  It  is  also  impassible  using 
mail  surveys  to  guarantee  random 
selection  within  housdiolds  or  to 
confine  answering  to  a  single 
respondent,  and  it  is  difficult  (though 
not  impossible)  to  control  question- 
order  effects.  Thus,  mail  surveys  ^ould 
be  used  only  if  another  supplementary 
method  can  be  employed  to  cross- 
vahdate  the  results  on  a  random  sub- 
sample  of  respondents. 

The  choice  between  telephone  and 
fece-to-face  administration  is  less  clear. 
Face4o-face  surveys  offer  practical 
advantages  in  maintaining  respondent 
motivation  and  allowing  use  of  mfhic 
supplements.  Both  coverage  and 
response  rates  are  also  usually 
somewhat  higher  than  with  telephone 
surveys.  However,  telephone  surveys 
can  cut  intervievring  costs  by  between  a 
third  and  a  half;  for  CV  purposes,  it  may 
be  a  disadvantage  that  most  survey 
investigators  beUeve  telephone 
interviews  need  to  be  kept  shorter  in 
length  than  face-to-fece  interviews 
because  respondent  attention  and 
cooperation  are  more  difficult  to 
maintain.  In  addition,  random-digit-dial 
telephone  surveys  approximate  simple 
random  sampling.  Faoe-to-face  surveys 
must  be  based  on  cluster  samoling  and, 
therefore,  the  results  provide  less 
precise  estimates  than  do  telephcme 
surveys  of  the  same  size. 

e  Pretesting  for  Intenriev/er  Effects: 
An  important  respect  in  which  CV 
surveys  differ  firom  actual  referenda  is 
the  presence  of  an  interviewer  (except 
in  the  case  of  mail  surveys).  It  is 
possible  that  interviewers  omtribute  to 
"social  desirability"  bias,  since 
preserving  the  environment  is  widely 
viewred  as  something  positive.  In  order 
to  test  this  poesibiUty,  major  CV  studies 
should  incorporate  experiments  that 
assess  intervie%ver  efiscts. 

To  test  lor  intarviewrer  effects,  two 
modifications  mi^t  be  made  to  a 
standard  fsce-to-fiaca  CV  survey.  In  tme 
variant  on  cunent  practica,  raepoadmts 
would  stop  when  may  ama  to  the 
valuation  queatian.  write  their  "vote" 
on  a  ballot,  and  f(^  sad  deposit  it  in 
a  sealed  box.  However,  since  this 
practice  would  not  mimic  the  complete 
anonymity  of  the  voting  booth,  far  a 
subsample  of  respandeoU  a  second 
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modification  should  be  made. 
Respondents  would  be  allowed  to  mail 
their  "ballots"  in  unmariced  envelopes 
directly  to  the  survey  organization,  even 
though  that  will  preclude  any  but  the 
Amplest  analysis  of  responses.  Tests  of 
the  effect  of  both  these  modifications  of 
Durent  practice  will  indicate  whether 
they  are  needed  routinely  or  whether  at 
least  some  calibration  should  be 
introduced  to  compensate  for 
interviewer  effects.  (The  more  modest  of 
these  proposed  modifications— a 
simulated  ballot  box,  or  even  voting  on 
a  portable  computer— has  few  if  any 
disadvantages  and  might  be  made 
standard  if  it  shows  any  reliable 
departure  at  all  from  answers  given 
orally  to  the  interviewer.) 

•  Beporting:  Every  report  of  a  CV 
study  should  make  clear  the  definition 
of  the  population  sampled,  the  sampling 
frame  used,  the  sample  size,  the  overall 
sample  non-response  rate  and  its 
components  (e.g.,  refusals),  and  item 
non-response  on  all  important 
questions.  The  report  snould  also 
reproduce  the  exact  wording  and 
sequence  of  the  questionnaire  and  of 
other  communications  to  respondents 
(e.g.,  advance  letters).  All  data  from  the 
study  should  be  archived  and  made 
available  to  interested  parties  (see 
Carson  et  al.  (1992)).  for  an  example  of 
good  practice  in  inclusion  of 
questionnaire  and  related  details;  as  of 
this  date,  however,  the  report  has  not 
been  available  publicly  and  the  data 
have  not  been  archived  for  open  use  by 
other  scholars). 

•  Careful  Pretesting  of  a  CV 
Questionnaire:  Respondents  in  a  CV 
survey  are  ordinarily  presented  with  a 
({ood  deal  of  new  and  often  technical 
information,  well  beyond  what  is 
typical  in  most  surveys.  This  requires 
very  careful  pilot  woiic  and  pretesting, 
plus  evidence  frt>m  the  final  survey  that 
respondents  understood  and  accepted 
the  main  description  and  questioning 
reasonably  well. 

Parenthetically,  the  claim  sometimes 
made  by  CV  proponents  that  particular 
methods  of  piloting,  such  as  focus 
groups,  are  essential  should  be  viewed 
with  skepticism,  since  these  claims  are 
unsupported  by  any  systematic 
evidence.  Nor  is  it  clear  that  what  are 
called  "state-of-the-art"  CV  surveys 
constitute  something  mtirely  new  or 
different  from  other  types  of  serious 
survey  investigations.  Thus,  although 
evidence  that  questionnaire 
development  has  been  carried  out 
carefully  is  certainly  important,  it 
cannot  be  taken  as  a  self-suffident  basis 
of  validity — the  more  so  because  we 
know  that  many  people  will  answer 
survey  questions  without  apparent 


difficulty,  even  when  they  do  not 
imderstand  them  well.  A  way  of 
reducing  pressure  to  give  answers  of 
questionable  meaningfulness  would  be 
to  provide  respondents  an  explicit  "no 
opinion"  type  of  alternative  when  a  key 
valuation  question  is  posed. 

Guidelines  for  Value  Elidtation 
Surveys 

The  following  guidelines  are  met  by 
the  best  CV  surveys  and  need  to  be 
present  in  order  to  assure  reliabiUty  and 
usefulness  of  the  information  that  is 
obtained. 

•  Conservative  Design:  Generally, 
when  aspects  of  the  survey  design  and 
the  analysis  of  the  responses  are 
ambiguous,  the  option  that  tends  to 
underestimate  willingness  to  pay  is 
preferred.  A  conservative  design 
increases  the  reliability  of  the  estimate 
by  eliminating  extreme  responses  that 
can  enlarge  estimated  values  wildly  and 
implausibly. 

•  Elicitation  Format:  The  willingness 
to  pay  format  should  be  used  instead  of 
compensation  required  because  the 
former  is  the  conservative  choice. 

In  experimental  settings,  the  gap 
between  stated  intentions  to  support  a 
particular  referendum  and  actual 
behavior  in  the  voting  booth  can  be  very 
great  (see  Magleby,  1984).  This  gap 
might  be  treated  by  "calibration"  if 
there  were  historical  data  on  the 
relationship  between  such  intentions 
and  behavior.  Unfortunately,  we  are 
aware  of  no  data  that  is  close  enough  to 
the  CV  context  that  could  be  used  to 
calibrate  CV  responses.  In  the  absence  of 
historical  data  that  can  be  used  to 
calibrate  the  intentions  reported  in  the 
CV  surveys,  the  survey  instrument  has 
to  be  designed  with  extraordinary  care 
so  that  it  can  stand  on  its  own. 

•  Referendum  Format:  The  valuation 
question  should  be  posed  as  a  vote  on 
a  referendum. 

As  is  now  generally  recognized  by 
most  CV  proponents,  asking 
respondents  to  give  a  dollar  valuation  in 
response  to  an  open-ended  question 
presents  them  with  an  extremely 
difficult  task.  At  the  same  time.  CV 
proponents  also  recognize  that 
presenting  respondents  a  set  ot^Uar 
amounts  from  which  they  are  to  choose 
is  likely  to  create  anchoring  and  other 
forms  of  bias.  Thus,  we  recommend  as 
the  most  desirable  form  of  CV  elicitation 
the  use  of  a  dichotomous  question  that 
asks  respondents  to  vote  for  or  against 
a  particular  level  of  taxation,  as  occurs 
with  most  real  referenda.  As  already 
noted,  such  a  question  form  also  has 
advantaee  in  terms  of  incentive 
compatibility.  (If  a  double-bounded 
dichotomous  choice  or  some  other 


question  form  is  used  in  order  to  obtain 
more  information  per  respondent, 
experiments  should  be  developed  to 
investigate  biases  that  may  be 
introduced.) 

•  Accurate  Description  of  the 
Program  or  Policy:  Adequate 
information  must  be  provided  to 
respondents  about  the  environmental 
program  that  is  offiared.  It  must  be 
defined  in  a  way  that  is  relevant  to 
damam  assessment. 

Idmlly  a  CV  survey  would  elicit 
attitudes  toward  three  alternative 
(futme)  recovery  scenarios:  (A) 
"immediate"  restoration,  (b)  accelerated 
restoration,  and  (c)  natural  restoration. 
Etamages  would  be  the  difference 
between  (a)  and  (b)  on  the  assumption 
that  accelerated  restoration  is  provided 
by  the  responsible  party.  Unfortunately, 
respondents  may  not  find  "immediate" 
restoration  very  plausible  and  thev  may 
resist  the  notion  that  they  should  be 
expected  to  contribute  to  accelerated 
restoration  when  it  is  an  oil  company 
that  is  at  fault.  If  respondents  are  unable 
or  unwilling  to  deal  hypothetically  with 
the  most  reravant  "clean-up"  scenarios, 
alternative  "prevention"  scenarios  will 
have  to  be  used  in  the  survey 
instrument.  For  example,  respondents 
may  be  asiced  to  vote  tor  a  referendum 
that  offers  reduced  risk  of  another  spill 
for  a  specified  period  of  time.'  The 
weaker  is  the  linkage  between  the 
"prevention"  scenarios  and  the  "clean- 
up"scenarios,  the  more  unreliaUe  are 
the  survey  results.  Rhetorically:  Is  a 
decade  of  prevention  equal  in  value  to 
the  difference  in  value  between 
accelerated  and  immediate  clean-up? 

•  Pretesting  of  Photographs:  The 
effects  of  photographs  on  subjects  must 
be  carefully  explored. 

One  effective  means  for  conveying 
information  and  holding  interest  in  a  CV 
interview  has  been  the  use  of  large  and 
impressive  photographs.  However,  this 
teomique  is  a  two-edged  sword  because 
the  dr^atic  nature  of  a  photograph 
may  have  mudi  more  emotional  impact 
than  the  rest  of  the  questionnaire.  Thus 
it  is  important  that  photographs  be 
subjected  to  even  more  careml 
assessment  than  verbal  material  if  the 
goal  is  to  avoid  bias  in  presentation.' 

•  Reminder  of  Undamaged  Substitute 
Conunodities:  Rasponsents  m\ist  be 
reminded  of  substitute  commodities, 
such  as  other  comparable  natural 
resources  or  the  future  state  of  the  same 
natural  resource.  This  reminder  should 
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be  introduced  forcefully  and  directly 
prior  to  the  main  valuation  question  to 
assure  that  respondents  have  the 
alternatives  clearly  in  mind. 

•  Adequate  Time  Lapse  from  the 
Accident:  The  survey  must  be 
conducted  at  a  time  sufficiently  distant 
from  the  date  of  the  environmental 
insult  that  respondents  regard  the 
scenario  of  complete  restoration  as 
plausible.  Questions  should  be  included 
to  determine  the  state  of  subjects*  beliefs 
regarding  restoration  probabilities. 

Survey  respondents  who  would  not 
suffer  interim  passive-use  loss  may  not 
regard  full  restoration  as  very  plausible; 
therefore,  they  may  report  substantial 
passive-use  loss  even  if  told  that  full 
restoration  in  some  reasonable  amount 
if  time  is  certain.  Misunderstanding  of 
the  restoration  probability  is  most  acute 
when  the  accident  has  recently  occurred 
and  before  any  substantial  restoration 
takes  place.  It  would  be  ideal  to  assess 
steady  state  passive-use  loss  after 
natural  and  human  restoration  is 
complete  or  nearly  so,  since  then 
presumably  respondents  would  believe 
in  the  restoration.  If  that  is  not  a 
possibility,  surveys  might  be  conducted 
over  time  until  the  reported  willingness 
to  pay  settles  down  (assuming  that  it 
does),  as  the  respondents  come  to 
believe  more  and  more  in  the  probable 
success  of  the  restoration  effort. 
Alternatively,  respondents  might  be 
asked  to  value  a  menu  of  alternative 
possible  scenarios,  without  being  told 
explicitly  which  is  applicable  for  the 
environmental  insult  under  study.  The 
menu  should  be  designed  to  force  them 
to  consider  the  difference  between 
interim  and  steady-state  passive-use 
value. 

•  Tempora/ /Averaging:  Time 
dependent  measurement  noise  should 
be  reduced  by  averaging  across 
independently  drawn  samples  taken  at 
different  points  in  time.  A  clear  and 
substantial  time  trend  in  the  responses 
would  cast  doubt  on  the  "reliability"  of 
the  finding. 

•  "No-answer"  Option:  A  "no- 
answer"  option  should  be  explicitly 
allowed  in  addition  to  the  "yes"  and 
"no"  vote  options  on  the  main  valuation 
(referendum)  question.  Respondents 
who  choose  the  "no-answer"  option 
should  be  asked  nondirectively  to 
explain  their  choice.  Answers  should  be 
carefully  coded  to  show  the  types  of 
responses,  for  example:  (i)  Rough 
indifference  between  a  yes  and  a  no 
vote;  (ii)  inability  to  make  a  decision 
without  more  time  or  more  information; 
(iii)  preference  for  some  other 
mechanism  for  making  this  decision; 
and  (iv)  bored  by  this  survey  and 
anxious  to  end  it  a$  quickly  as  possible. 


•  Yes/no  Follow-ups:  Yes  and  no 
responses  should  be  followed  up  by  the 
open-ended  question:  "Why  did  you 
vote  yes/no?"  Answers  should  be 
carehilly  coded  to  show  the  types  of 
responses,  for  example:  (i)  It  is  (or  isn't) 
worth  it;  (ii)  Don't  know;  or  (iii)  The  oil 
companies  should  pay. 

•  Cross-tabulations:  The  survey 
should  include  a  variety  of  other 
questions  that  help  to  interpret  the 
responses  to  the  primary  valuation 
question.  The  final  report  should 
include  summaries  of  willingness  to  pay 
broken  down  by  these  categories. 
Among  the  items  that  would  be  helpful 
in  interpreting  the  responses  are: 

Income 

Prior  Knowledge  of  the  Site 

Prior  Interest  in  the  Site  (Visitation 

Rates) 
Attitudes  Toward  the  Environment 
Attitudes  Toward  Big  Business 
Distance  to  the  Site 
Understanding  of  the  Task 
Belief  in  the  Scenarios 
Ability/Willingness  to  Perform  the  Task 

We  believe  that  these  cross 
tabulations  will  prove  useful  in 
interpreting  and  lending  credibility  to 
the  responses  and  possibility  also  in 
forming  adjustments  that  can  enhance 
reliability. 

•  Checks  on  Understanding  and 
Acceptance:  The  above  guidelines  must 
be  satisfied  without  making  the 
instrument  so  complex  that  it  poses 
tasks  that  are  beyond  the  ability  or 
interest  level  of  many  participants. 

Since  CV  interviews  often  present 
information  that  is  new  to  respondents, 
the  questionnaire  should  attempt  at  the 
end  to  determine  the  degree  to  which 
respondents  accept  as  true  the 
descriptions  given  and  assertions  made 
prior  to  the  valuation  question.  Such  an 
inquiry  should  be  carried  out  in  detail 
but  non-directively.  so  that  respondents 
feel  free  to  reject  any  part  of  the 
information  they  were  given  at  earlier 
points. 

Goals  for  Value  Elicitation  Surveys 

The  following  items  are  not 
adequately  addressed  by  even  the  best 
CV  surveys.  In  the  opinion  of  the  Panel, 
these  issues  will  need  to  be 
convincingly  dealt  with  in  order  to 
assure  the  reliability  of  the  estimates. 

•  Alternative  Expenditure 
Possibilities:  Respondents  must  be 
reminded  that  their  willingness  to  pay 
for  the  environmental  program  in 
question  would  reduce  their 
expenditures  for  private  goods  or  other 
public  goods.  This  reminder  should  be 
more  than  perfunctory,  but  less  than 
overwhelming.  The  goal  is  to  induce 


respondents  to  keep  in  mind  other 
likely  expenditures,  including  those  on 
other  environmental  goods,  when 
evaluating  the  main  scenario. 

Consumers  can  be  expected  to  make 
expenditure  decisions  that  are 
adequately  sensitive  to  other 
expenditure  possibilities  with  which 
they  are  familiar.  But  environmental 
referenda  of  the  type  presented  in  CV 
surveys  are  unfamiliar  and  respondents 
may  not  be  aware  of  the  large  set  of 
other  expenditure  possibilities  that 
might  be  offered  in  future  CV  surveys  or 
future  referenda.  Unless  informed 
otherwise,  respondents  may  suppose 
that  there  is  only  one  environmental 
scenario  that  will  ever  be  offered  and 
they  may  overspend  on  it. 

It  is  not  at  all  clear  how  exhaustive 
should  be  the  list  of  alternative  public 
goods  that  are  explicitly  presented.  If 
the  list  is  too  brief,  overspending  can  be 
expected.  If  the  list  is  too  long, 
respondents  will  be  encouraged  to 
spread  expenditures  to  public  goods  for 
which  there  is  not  adequate  total 
demand  and  which  therefore  cannot 
really  be  offered  to  them.  Also,  if  the  list 
gets  large  enough  to  encompass  a 
significant  fraction  of  income,  the  gap 
between  willingness  to  pay  and 
willingness  to  accept  may  widen. 

It  is  also  not  clear  what  form  the 
reminder  should  take.  It  does  not  seem 
enough  merely  to  list  other 
environmental  goods  since  respondents 
would  then  have  to  guess  the  level  of 
expenditure  that  would  be  necessary  to 
pay  for  the  alternatives. 

The  survey  should  probably  include 
some  statement  about  the  price  of 
alternatives,  for  example,  the  per  capita 
expenditure  that  would  be  required  to 
provide  the  items. 

•  Deflection  of  Transaction  Value: 
The  survey  should  be  designed  to 
deflect  the  general  "wam-glow"  of 
giving  or  the  dislike  of  "big  business" 
away  from  the  specific  environmental 
program  that  is  being  evaluated.  It  is 
possible  that  the  referendum  format 
limits  the  "warm  glow"  effect,  but  until 
this  is  clear  the  survey  design  should 
explicitly  address  this  problem. 

Economic  models  of  consumer 
behavior  generally  are  based  on  the 
assumption  that  value  derives  from  the 
goods  and  services  that  are  consumed, 
not  from  the  process  by  which  these 
goods  are  allocated.  But  happiness  that 
derives  from  charitable  giving  may  come 
mostly  from  the  act  of  giving  rather  from 
the  material  changes  that  follow  from 
the  gift.  To  give  another  example, 
consumers  may  get  pleasure  from  the 
act  of  shopping  as  well  as  ftt)m 
ownership  of  the  goods  they  purchase. 
Words  that  might  be  useful  to 
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distinguish  bstweca  tkan  ati)it3r- 
prodwciof  ewmts  am  "conwption 
value"  aorf  "traDMCtkn  vdw*;"  the 
latter  referrijig  to  \bm  pooaas  of 
transactiin  that  tjjUhHAw  owmrsUpi 

We  do  not  questioB  tlM  vaU«U|t]r  (rf 
"transaction  valua"  oc  diftaaanCiato  il 
frona  "coiw— >ptkai  vahi»"  aa  iar  aa 
dama0»  aaaeaaaMOt  ia  coocaaaod.  Bui 
for  both  fom«of  vakMh  raapondanto 
need  tohe  thiftkiB^cI«ar)]p  about  the 
substitutaa,  9ux»  the  doaat  are  the 
substitulaft  the  lew  tha  damage  that  ia 
done.  le  the  caae  of 'nranaactkm  valoe." 
there  ate  taany  cloaa  aubatitnlasto 
cleaning  ep  oil  spills  siece  tiwie  aae 
many  o^ter  charitable  activities  that  caa 
genarate  the  same  "warak  glow"  aed 
there  are  many  other  weys  to  sxpcaas 
hostility  towerd  big  faustneaa  and 
modam  techaokgy. 

•  Steady  State  or  latetin  Losses:  It 
should  be  made  apparael  that 
respondents  can  d^ng^iah  intenaa 
from  staedy-state  losses. 

The  quality  of  any  natusal  wsouice 
varies  daily  and  seasonally  aiouod  some 
"equilibrium"  or  "steady  sUla"  level. 
Active-uae  value  of  a  resource  dqpmids 
on  its  actual  state  at  the  tiiae  al  uae  (aad 
at  other  tisiesU  not  ea  its.a(|uilihii4HB. 
But  passive-use  valae  of  a  Batumi 
resource  may  derive  only  or  raoatly  frus 
its  steady  state  and  not  faom  its  da^Mo- 
day  state.  U  so.  full  leateratiias  al  aome 
future  date  elieiieates  or  greatly  reduces 
pasaive-eae  loss.  Serveye  accaadhigjy 
need  to  be  canfolly  daaigeerf  to  aMoer 
re^toodaate  to  difiarentiale  iaaanaa 
from  steady  state  paasiva  lies  loae. 

•  Pnsent  VahfCakuiaticm  of 
Interim  Losses:  tt  aboirid  be 
deooBStrated  that,  ia  ravoaMng  valaat, 
respoadeatft  are  adaqfttetely  saosiCive  %o 
the  timing  of  the  restoratioa  procesa. 

As  discussed  in  section  IB  i^e<«e,  tim 
time  profik  of  restoration  fotknaiassa 
accident  petaatiatty  is  an  iayirtiPt 
detenaiaaal  of  active-wee  low  and 
interiaa  paesive-uae  loae,  but 
respoadaote  saey  have  taMie  ahOi^  to 
distinpiiah  between  and  In  cvalaaie 
diOMenl  prafitas. 

•  ^voiica  Approwei:  Since  the 
design  of  tha  CV  survey  caa  have  a 
substantial  efisct  en  tha  Mspoaeea.  it  la 
desirable  thtt—il 


a  legal  action,  widk 
experioMata  need 
canaol  he  MBoivad  by 


aad/or 


UMI 


•  BuedeAcfPieef: 
there  ia  a  aei  of  MliiUa 
surveys, 

leUahiili^BMUlMal 
designers. 

ttabsarvqrt 


problems  that  the 

imandad  to  avoid.  SpecUteaOy,  tf  a  CV 

survey  svfltred  frosa  any  el  tke 
following  wakdies,  we  would  jud%*  M> 
finding*  **uarefiab)er; 

— A  hig^  nonresponsa  rate  to  the  entire 

survey  instrument  or  to  the  valuation 

question. 
— Inadequate  respooeiveneae  to  the 

scope  of  the  anTiranmeatal  faiSttlL. 
—Lack  of  anderstanding  of  the  fade  by 

the  respondents. 
—Lack  of  belief  in  the  fiJI  restoration 


scenano. 
-"Yes"or"nof 


on  the 


hypothetical  referendum  that  are 
followed  up  oreatpleined  hy  lakit 
reference  to  the  cost  aad/ar  Aw  vehM 
of  the  program. 

•  ReSebk  Ikfennce  SvTveysrfn  or^er 
to  alleviate  this  heavy  burden  of  proof, 
we  strongly  u^g^  the  government  ta 
undertake  the  task  of  creating  a  set  of 
reliable  teference  surveys  thai  can  be 
used  to  interpret  the  gMidelines  and  also 
to  calibrate  surveys  tftat  do  not  fully 
meet  the  conditions. 
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DEPARTMENT  OF  THE  TREASURY 

Customs  Service 

19  CFR  Parts  10, 123  and  145 

Elimination  of  Certain  Documentation 
Requirements  for  Articles  Entered 
Under  Various  Special  Tariff  Treatment 
Provisions  and  Programs 

AGENCY:  U.S.  Customs  Service, 

Department  of  the  Treasury. 

action:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  document  proposes  to 
amend  the  Customs  Regulations  by 
removing  certain  documentation 
requirements  relating  to  the  entry  of 
articles  claimed  to  be  entitled  to  a 
partial  duty  exemption  or  duty-free 
treatment  imder  various  special  tariff 
provisions  or  programs.  These 
provisions  and  programs  involve  the 
following:  (1)  American  goods  returned; 
(2)  U.S.-made  photographic  Blms  and 
dry  plates  returned  after  having  been 
exposed  abroad;  (3)  goods  exported  for 
repairs  or  alterations;  (4)  U.S.-processed 
•  metal  articles  exported  for  further 
processing:  (5)  the  Generalized  System 
of  Preferences:  and  (6)  the  Caribbean 
Basin  Initiative.  The  proposed 
amendments  will  reduce  regulatory 
procedures  and  paperwork  and  thus 
facilitate  the  enby  process  for  both  the 
public  and  Customs  without  affecting 
the  ability  of  Customs  to  ensure 
compliance  with  the  basic  legal 
requirements  imder  these  provisions 
and  programs. 

DATES:  Comments  must  be  received  on 
or  before  March  16, 1993. 
ADDRESSES:  Written  comments 
(preferably  in  triplicate)  may  be 
addressed  to  the  Regulations  Branch, 
Office  of  Regulations  and  Rulings,  U.S. 
Customs  Service,  1301  Constitution 
Avenue,  NW.,  Washington.  DC  20229. 
FOR  FURTHER  INFORMATION  CONTACT: 
Craig  Walker,  Office  of  Regulations  and 
Rulings,  202-482-6980. 

SUPPt.EMENTARY  INFORMATION: 

Background 

Elimination  of  Customs  Form  3311. 
Declaration  for  Free  Entry  of  Returned 
American  Products,  for  certain  purposes 

Subheading  9801.00.10,  Harmonized 
Tariff  Schedule  of  the  United  States 
(HTSUS),  provides  for  the  duty-free 
entry  of  products  of  the  United  States 
which  are  returned  without  having  been 
advanced  in  yalue  or  improved  in 
condition  by  any  process  of 
manufacture  or  other  means  while 
abroad.  Subheading  9802.00.20,  HTSUS, 
provides  for  duty-frae  treatment  on 


photographic  films  and  dry  plates 
manu&ctured  in  the  United  States 
(except  motion-picture  films  to  be  used 
for  commercial  piuposes]  and  exposed 
abroad,  whether  developed  or  not. 
Under  U.S.  Notes  1  (a)  and  (c)  to 
Subchapter  I,  Chapter  98,  HTSUS,  and 
U.S.  Notes  1  (b)  and  (d)  to  Subchapter 
n.  Chapter  98.  HTSUS.  subheadings 
9801.00.10  and  9802.00.20,  HTSUS,  do 
not  apply  to  any  article  exported  either 
with  benefit  of  drawback  or  after 
manufacture  or  production  in  the 
United  States  under  subheading 
9813.00.05,  HTSUS. 

Documentation  requirements 
applicable  to  articles  entered  under 
subheadings  9801.00.10  and  9802.00.20, 
HTSUS.  are  set  forth  in  §  10.1.  Customs 
Regulations  (19  CFR  10.1).  and  consist 
of  the  following:  (1)  Under  paragraph 
(a)(1),  a  declaration  by  the  foreign 
shipper  (if  the  value  of  the  returned 
articles  exceeds  $1,000);  (2)  imder 
paragraph  (a)(2).  a  declaration  for  free 
entry  by  the  owner,  importer,  consignee. 
or  agent  on  the  top  portion  of  Customs 
Form  3311;  and  (3)  under  paragraph 
(a)(3).  a  certificate  of  exportation  on  the 
bottom  portion  of  Customs  Form  3311 
executed  by  the  district  director  at  the 
port  from  which  the  merchandise  was 
exported.  The  foreign  shipper's 
declaration  as  set  out  in  §  10.1(a)(1) 
includes  the  quantity,  description  and 
value  of  the  returned  articles,  the  United 
States  port  of  export,  and  the  date  of 
exportation  from  the  United  States. 
Customs  Form  3311  similarly  provides 
for  a  description  of  the  articles  and  their 
value  and  also  sets  forth  the  reason  for 
the  return,  whether  drawback  was 
claimed  on  the  articles,  whether  the 
articles  were  previously  imported  under 
subheading  9813.00.05.  HTSUS.  and  a 
signed  declaration  by  the  owner  or 
ultimate  consignee  that  the  information 
provided  is  true  and  correct  and  that  the 
articles  meet  the  statutory  requirements 
for  duty-free  entry.  Customs  Form  3311 
also  requires  the  submission  of  any 
documentation  or  other  evidence  that 
will  substantiate  a  claim  for  duty-fi«e 
status  as  American  goods  returned 
where  the  value  of  \he  articles  is 
$10,000  or  more  and  they  are  not  clearly 
marked  with  the  name  and  address  of 
the  United  States  manufacturer. 

As  a  result  of  the  significant  increase 
in  international  trade  in  recent  years 
and  the  demands  which  that  increase 
has  placed  on  Customs  persoimel 
resources,  it  has  become  increasingly 
impractical  for  Customs  officers  to 
execute  the  certificate  of  exportation  on 
Customs  Form  3311  and  inspect 
outgoing  shipments  of  goods  to  be 
returned  under  subheadings  9801.00.10 
and  9802.00.20,  HTSUS.  It  is  Customs 


experience  that  the  certificate  is  being 
executed  or  required  by  Customs 
officers  less  fi«quently  both  for  this 
reason  and  because  of  a  reluctance  on 
the  part  of  the  exporter  to  go  through  the 
time-consuming  procedure  of  requesting 
and  obtaining  execution  of  the 
certificate.  Customs  believes  that 
requiring  the  certificate  of  exportation  to 
be  executed  and  subsequently  filed  with 
the  entry  of  the  returned  articles  should 
not  be  necessary  so  long  as  other 
documents  or  evidence  are  required  and 
made  available  to  Customs  to 
substantiate  the  claim  for  duty-free 
status.  Moreover,  use  of  Customs  Form 
3311  at  the  time  of  entry  involves  a 
duplication  of  information  collection 
because,  as  indicated  above,  some  of  the 
information  to  be  provided  by  the 
importer  on  Customs  Form  3311  already 
appears  on  the  declaration  of  the  foreign 
shipper.  For  the  above  reasons,  Customs 
is  proposing  to  eliminate  the  basic 
requirement  in  §§  10.1(a)  (2)  and  (3)  that 
the  owner,  importer,  consignee  or  agent 
file  Customs  Form  3311  (including  the 
certificate  of  exportation)  in  connection 
with  the  entry  of  articles  claimed  to  be 
duty  free  under  subheading  9801.00.10 
or  9802.00.20.  HTSUS.  However,  some 
of  the  information  and  statements 
required  on  Customs  Form  3311  which 
do  not  duplicate  information  required 
on  the  foreign  shipper's  declaration 
(such  as  whether  drawback  was 
previously  claimed  on  the  articles, 
whether  the  merchandise  was 
previously  imported  under  subheading 
9813.00.05,  HTSUS,  and  the  signed 
declaration  of  the  owner  or  ultimate 
consignee)  are  important  to  the 
processing  of  entries  under  these  tariff 
provisions  and  should  continue  to  be 
provided  to  Customs.  Accordingly,  it  is 
proposed  to  amend  §  10.1(a)  further  by 
requiring  submission  of  a  declaration  by 
the  owner,  importer,  consignee  or  agent 
setting  forth  those  essential  elements 
presently  incorporated  on  Customs 
Form  3311.  This  new  declaration,  which 
would  refer  to  the  foreign  shipper's 
declaration,  could  be  either  included  as 
an  addendum  to  that  declaration  or 
submitted  separately  and  would  have  to 
substantially  follow  the  format  set  forth 
in  the  proposed  regulatory  text. 

Customs  Form  3311  would  continue 
to  be  required  when  used  as  the  entry 
summary  in  the  situations  described  in 
§  10.1(g)  (aircraft  and  aircraft  parts  and 
equipment)iand  §  10.1(h) 
(nonconsumable  vessel  stores  and 
equipment),  or  as  an  informal  entry 
under  §  lO.l(i)  (shipment  the  total  value 
of  which  does  not  exceed  $250),  and 
imder  the  drciunstances  described  in 
§  lO.Kj)  (shipment  the  total  value  of 
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lUw— Br>  it  is  propcaad  to  ankB 
conforming  ckacgss  to  pvapapi*  Mr 
(i).  and  (j^  to  nfloct  nvofsk  •!  Ao 
cMtiftcite  rf  aapBttatiB*  wqwbwpt 
fran  pongreph  fa). 

M  »  atsa  prapsMd  to  aoMad  §  mi  by 
revising  pangn^  (b)topw»id»A«l 
wliaa  dio  mhw  of  tW  raTiBiMcl  aiticio 
is  $1 ,000  or  moR  aad  it  i«  not  cknly 
mariceA  «ri^  tke  HUM  na  adAws  el 
the  U5.  manofcctuwr.  tfa«  district 
director  may  reqube  such  otter 
docuBwnt^ion  or  «vidaac«  as  Maipb* 
nocMsary  to  sobstaotiato  tfao  cliiB  for 
duty-freo  treatnMBt.  fin  aiktitiQa.  it  is 
piapoMd  (1)  to  SBMod  tto  iBtiedwlwy 
taact  to  penpapk  (a)  aid  to  rtviso 

para^apfas  (d)  mm)  tfT  to"  c^d'o™  to  ^ 
change  i  igai  JJtog  m»  tt  QMfs  Fawa 
3311.  (2)  to  aoaln  a  aiaoihr  coirfatmiag 
chai«i  to  $  MS35  of  tfaa  ragoiatiam. 
and  O)  ia  §  123.4(cMo  COTiact  ao 

(whick  thoold  laiar  to  aactian  10.1ti)X 

Qistsau.  bctiovas  tbat  tiio  akaajoalian 
of  Castoma  Pom  3311  in  tlia 
drcumslaneaa  dasoibad  abo^ps  wBI 
eliaitoate  as  adaainistiatiM  burden  o» 
Cusloaia  aad  wiB  pro^idg  bawalto  to  the 
U  u  iJu  I  iiiiiittj  hy  rarfiirtny  rhrhrp'  tt 
the  time  of  a^qMwlatfciR  and  }bj 
simpUfyng  aadry  nocadoras  upon 
retiim  of  the  naidiaMtfaa  to  tho  Urited 
Statoa. 

EliminatioM  of  Customs  Fotm  4455, 
Certificate  of  Registration,  for  articks 
exported  for  repairs,  atteratioas  or 
processing 

Sabhaadisg  «ai»U)a40.  HTSUS, 
providas  a  pvtia)  daty  axemptioB  for 
artidea  of  US,  or  faraiga  origiii  wUck 
are  retnniad  aikef  hcriag  baa»  expoftod 
for  repaiisor  aHaradBni  made  paasnaBt 
to  a  warranty.  Subheading  9603.00150^ 
KTSUS,  paoridaa  the  saoM  partiai  duty 
exemptfoB  far  articles  aoqwrtad  for 
repaus  urtlteatiens  awae  other  than 
pursuant  to  a  waiiauly.  AiticlM  antitlad 
to  classification  under  either  of  these 
tariff  ptovisiflna  are  sob^  to  duty  aii)y 
upon  the  coat  or  vahie  of  the  foteign 
repaiis  OS  akflTalian& 

SubtasadiBg  9e02iKkeo.  HTSUS. 
providee  a  partial  daty  exMoption  Snr 
certain  natol  aiticka.  manuiactnied  kt 
the  United  States  or  subjacted  to  a 
process  of  BMBttfiactMse  in  the  IMtod 
States. 


the  cost  ar  vain*  of  (ho  praeeaslBg 
perfonnad  entrida  tho  Uidled  StatSK 


not  aapty  to  any  articia  aapestod  with 
benent  of  dravdMck  or  ascplarted  after 
manufactuia  or  pRtdudioa  in  the 
United  States  ondar  subheading 
gsiaieaOS^MTSXJS.  SaeU.&  Note  1, 
Subchaptor  H,  Chap«ar  Ms  HTSVS. 

The  specM  dooimaniatinn 
reqpairamaats  for  arttdna  enlniad  andsr 
subheadinga  9002.00.40  and  9n2.aeJi0r 
HTSUS,  aaa  set  forth  te  §10.8,  Castama 
Regulations  Cl»  CPR  laS);  and  the 
documentation  reouiremaD^for artidea 
entered  undar  iiJiLsiiitiiig  M0a.00.8Ot 
HTSUS,  M*  caBEkaaned  in  » 10.9. 
CnetoBS  Reguktieas  (19  CFR  10.9X  The 
docBHHMls  roqwied  for  attictes  entered 
under  eadi  of  these  Ihraa  tarifl 

I iiienaaionafrinmrr  IDCastome 

Form  44S5.  CertiBcato  of  Registiatien. 
endorsed  by  the  Customa  officei  at  the 
port  of  sqnrt  who  eaaniDad  die  articke 
priortoe99«Btatian;  t^  a  dac)arali(» 
from  the  parson  who  pedutuied  the 
repatn  or  akaratians  or  procassing 
abroadt  and  t3>  a  deckntiaB  fron  t&o 
ovmer.  importer,  cnnsignea  aa  aguut.  For 
artidas  eaisBBd  ladar  sufafaeedtag 
g802JX>.90w  tfTSUS.  §  Mid  also  raqniiaa 
a  stateaant  by  the  owner  or  exportet  OB 
the  reverse  aid*  of  Cnatams  Form  4455. 
identifying  die  US.  manniartomr.  er  fte 
U.S.  paocaascB- of  the  neCat  artkJe  and 
Uia  paw  ineaii  paihsiiieil  to  thii  ITnlTnd 
States  iniar  to  export  |tf  ^e  proceaiod 
artide  was  oaiginiBtty  of  fbra^  origna), 
and  the  U.2i  caaBpan>y  which  will 
fur^ar  DBOcasa  die  artidB 


proceask^  to  d»  U^tod 
entitled  to  daeaificabsB 
provisioDa 


ret 

Custoae  Fom  4455  iwdndes  dw 

quantity  wad  a  dasciiption  of  the  artidaa 
beisig  exported,  a  daacrintian  af  Ike 
foreign  Droeeasing,  the  datoe  when,  and 
ports  whaie.  the  artidea  waae  anramtoad 
by  Custona  and  bdan  nboatd  the 
exporting  carriec.  and  a  sigved 
stalaaaaat  by  the  inportar  that  dM 
artkjea  wese  exported  without  beasfte  ol 
drawback  and  a»  leteined  anrhangsd 
"except  ae  aotod".  Under  $§  10.a(e)  and 
lO.OCa),  the  dadaration  of  the  pecaoD 
who  performed  the  lepaar  or  aJtoi ation 
or  foreign  procassing  ahaU  inchido  a 
desciiptitn  of  the  aitidea  and  ef  die 
repair  or  ailBratirai  or  tnrwign 
processing,  the  cort  or  aahae  of  tke 
repair  er  ahention  or  fcsaigD 
processing  die  totat  valna  of  dM 
after  &a  repair  or  akantiaB  or  fa     „ 
procepging,  and  m  statemant  that  oa^ 
the  idetiSed  lepair  or  aknmHoo  or 
foreign  peooaaaiagwae  pedocnifed  and 
that  die  eaet  or  vehae  Ikareof  is  conactiy 
stated.  UxidarmOLOfOand  lOiO0X 
declare 
co: 


entered  are  tfte  aame  artidea  Mw^ied  by 
the  Certificate  of  Registration  and  that 
the  cost  or  value  of  the  repair  or 
alteration  oi  foreign  processing  ia 
correctly  stated  In  the  entry.  With 
resped  to  subheading  98a2itfk50v 
HTSUS.  &  mJCO  alao  lei^ies.  thai  th» 
stdk^ad  dacteation  induda  a  gtataaywit 
as  to  the  nature  of  the  Coeeiga  processiog 
and  the  processing  to  be  performed  in 
the  United  States. 

Customs  is  propoaiiig  in  this 
docuBHBt  to  lewiae  §§10.8  and  10.*  is 
order  to  eliminate  Customs  Form  4455 
as  a  sapanlereqoked  docunent 
because  nmeh  of  the  infomwtion 
required  to  be  iechided  on  the  form 
duplicates  infonnatian  required  in  the 
declaration  of  Ae  person  w^o 
performed  the  repeir  or  alteratioB  or 
foreign  processiBg  «id  in  the 
declaration  of  Ae  owner,  importer, 
consignee  or  agent.  Miauuvor,  for  die 
same  reasons  stotod  above  Id  ragard  to 
the  oartificate  of  ao^ortation  on  Costons 
Form  3311.  die  pracednre  lofbrred  to  in 
§§  lOuBand  10J».  kivahring  aaoninetiaa 
of  the  goods  and  andi  aieinteit  «rf  the 
Customs  Form  4455  by  a  Costeaw 
offiosr  prior  to  axpoatatiaB.  is 
increaiSnglynotbsingfcdlowed. 
Customs  bekoveadtot  Ae  dacksadona 
and  stataaaanto  okI  o^ai  evidans 
required  or  perariMsd  under  §§  10.0  and 
10.9  oie  adaqoato  to  sebstantiato  to 
Customa  saHwiartfnn  that  die  artkks 
being  retuned  ase  die  saaaa  as  thoae 
whidi  were«qfrarted  and  that  the 
statutory  nqmreaaaHlr  an  satisfied.  For 
example,  it  is  noted  that  §  lOiOlk)  aad 
10.9U)  ptesently  pravide  that,  where  the 
artide  was  exported  withoiit 
compliance  with  the  registiatioa 
requirements,  other  documentation 
could  be  submitted  or  required  by  the 
district  director  to  prove  act\ial 
exportation  of  the  artide,  stich  as  a 
foreign  customs  entry,  a  foreign  customs 
invoice,  a  foreipi  landing  certificate,  bill 
of  ladin  or  airway  biQ. 

The  enmination  of  Castonw  Ftarm 
4455  for  articles  entered  mder 
subheadings  9802^)0.40^  9802.00.50. 
and  9802.00.60.  HTSUS,  should  save 
time  and  expense  for  both  Customs  and 
the  importing  coiamunity . 

As  in  die  case  of  Qtstoaia  Fonn  3311 
discussed  above,  some  of  the 
infbrmation  which  is  required  on 
Custona  Fem  4455  and  whkh  is  not 
duplicated  by  the  deckrations  raqyiied 
by  §S  lOCOaod  lOlO^  s«^  as  d^ 
statenMBt  ragardtog  exportetion  without 
beneii  ef  dntwbeck,  k  essentia}  fn^tJie 
procesmng  of  eutiiee  under  these  tariff 
provisions  and  ahenld  contkiue  tobe 
provided  to  Oiatatoei  Aeandbigly,  il  k 
pnpeeed  to  M^nk*  snc' 
part  of  dto  dackaetlen  of  Ibe  ( 


TheGenei 
orGSP(19l 
Caribbean  B 
(enacted  as  1 
Economic  R 
2701-2706) 
programs  w] 
treatment  fo 
from  design 
countries {B 
are  the  grow 
ofBDCsare 
under  these 
imported  di: 
from  the  BD 
cost  or  valui 
in  the  BDC. 
processing  c 
BDC.  is  not 
appraised  vi 
it  is  entered 
2463(b)  and 

Theregul, 
GSP  are  set 
Customs  Re] 
10.178).  and 
the  CBI  are  i 
10.198.  Cusi 
10.191-10.1 
requirement 
forth  in  §  10 
(CBI).  Both  1 
submission 
of  a  Certifia 
evidence  of 
shipments  c 
which  GSP  ( 
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importer,  consignee,  or  agent;  this 
declaration  would  refer  to  the 
dackratioB  of  the  party  who  perforraed 
the  repair  or  alteration  or  proceasinR 
abroad  and  could  be  either  included  as 
an  addendum  to  that  declaration  or 
submitted  separately.  Unlike  present 
§§  10.8  and  1D.9,  the  proposed  revised 
sections  would  include  a  standard 
format  for  the  declaration  by  the  owner, 
importer,  consignee,  or  agent.  In 
addition,  this  proposed  declaration  as 
set  forth  in  section  10.9  incorporates  the 
statement  by  the  owner  or  exporter 
preeently  required  by  $  10.9(a)  to  be 
included  on  the  reverse  side  of  Customs 
Form  4455. 

Finally,  as  presently  worded,  §  10.8 
only  refers  to  subheading  9802.00.40, 
HTSUS,  and  thus  does  not  reflect  that 
the  tariff  provision  was  split  into  two 
subheadings  so  that  goods  under 
warranty  could  be  identified  seperaXely 
fnm  other  repaired  or  altered  goods, 
Accordin^y,  the  pn^xised  revisioo  of 
§  10.8  set  forth  beiow  includes 
lefjarences  to  sufabeading  9802.00Sa 

Elimination  of  the  Certificate  of  Origin 
Form  A  Under  the  Generalized  System 
of  Preferences  and  the  Caribbean  Basin 
Initiative 

The  Generalized  System  of  Preference 
or  GSP  (19  U^XL  2461-2466)  and  the 
Caribbean  Basin  Initiative  or  CBI 
(enacted  as  the  Caribbean  Basin 
Economic  Recovery  Act,  19  U.S.C 
2701-2706)  are  special  tariff  treatment 
programs  which  provide  for  duty-free 
treatment  for  a  wide  range  of  products 
from  designated  beneficiary  developing 
countries  (BDCs).  Eligible  articles  which 
are  the  growth,  product  or  manufacture 
of  BDCs  are  entitled  to  duly-free  entry 
under  these  programs  if  they  are 
imported  directly  into  the  United  States 
frorQ  the  BDC  and  if  the  sum  of  (1)  the 
cost  or  value  of  the  materials  produced 
in  the  BDC,  plus  (2)  the  direct  costs  of 
processing  operations  incurred  in  the 
BDC  is  not  less  than  35  percent  of  the 
appraised  value  of  the  article  at  the  time 
it  is  entered  into  the  U.S.  See  19  U.S.C 
2463(b)  and  2703(a). 

The  regulations  implementing  the 
GSP  are  set  forth  in  §§  10.171-10.178, 
Customs  Regulations  (19  CFR  10.171- 
10.178),  and  the  regulations  relating  to 
the  CBI  are  contained  in  §§  10.191- 
10.198,  Customs  Regulations  (19  CFR 
10.191-10.198).  The  documentation 
requirements  for  these  programs  are  set 
forth  in  S  10.173  (GSP)  and  §  10.198 
(CBI).  Both  regulations  require  the 
submission  by  the  importer  or  consignee 
of  a  Certificate  of  Origin  Form  A  as 
evidence  of  the  country  of  origin  of 
shipments  covered  by  formal  entries  for 
which  GSP  or  CBI  treatment  is  claimed. 


7ne  Pom  A  nmst  be  prapeny 
completed  and  signed  by  the  exporter  of 
the  merchandise  in  the  BDC 

The  Form  A  was  originally  developed 
imder  the  auspices  of  the  United 
Nations  Conference  on  Trade  and 
Development  (UNCTAD)  to  be  used  on 
a  worldwide  basis  in  connection  wiA 
GSP  programs  implemented  by 
developed  countries  for  the  purpose  of 
extending  duty  preferences  to  less 
developed  countries,  and  it  was 
subsequently  determined  in  connection 
with  the  implementation  of  the  CBI 
program  that  use  of  the  Form  A  would 
be  equally  appropriate  in  that  context. 
The  Form  A  is  not  available  for  sale  in 
the  United  States  but  is  nonnally 
obtained  from  the  government  of  the 
BDC  The  Form  A  includes  the 
following  information:  A  description 
and  the  weight  or  quantity  of  the 
merchandJsa,  the  number  and  date  of 
the  applicable  invoices,  whether  the 
merchandise  is  "wholly  the  growth, 
product  or  manufacture"  of  a  BE)C  and 
the  percentage  of  the  appraised  value 
represented- by  the  sum  of  the  BDC 
materials  and  direct  costs  of  processing 
operations  (for  goods  not  wholly 
produced  in  the  BDC).  The  form  also 
includes  a  signed  declaration  by  the 
exporter  that  the  information  provided 
is  correct  and  that  the  goods  comply 
with  the  GSP  or  CBI  origin 
requirements. 

Where  merchandise  covered  by  a 
formal  entry  for  which  GSP  or  CBI 
treatment  is  claimed  is  not  wholly 
produced  in  the  BDC,  §§  10.173(c)  and 
10.198(c)  provide  that  the  exporter  shall 
be  prepared  to  submit  to  Customs,  upon 
request,  a  declaration.  Under  the 
regulations,  the  declaration  shall 
include  the  number  and  date  of  the 
invoices,  a  description  and  the  quantity 
of  the  merchandise,  a  description  of  the 
processing  (^rations  in  the  BDC,  the 
direct  costs  of  processing  operations 
incurred  there,  and  a  description  of  the 
constituent  BDCproduced  materials 
including  the  method  of  their 
production  and  their  cost  or  value. 

Customs  is  proposing  in  this 
document  to  eliminate  the  requirement 
in  §§  10.173  and  10.198  that  the 
importn  or  ccmsignee  file  a  Certificate 
of  Or^in  Form  A  with  Customs  in 
connection  with  the  entry  of  articles  for 
which  GSP  or  CBI  treatment  is  claimed. 
Customs  believes  that  the  information 
required  to  be  provided  on  the  Form  A 
is  of  limited  v^ue  in  determining 
whethw  the  GSP  or  CBI  rules  of  origin 
have  been  met.  Although  the  Form  A 
requires  the  exporter  to  provide  for 
goods  ncA  wholly  pnxluced  in  the  BDC 
a  percentage  showing  the  value 
attributable  to  the  BDC  for  purposes  of 


the  35  percent  vahie-content 
requimnant.  the  form  does  not  require 
that  the  exporter  indicate  how  that 
percentage  was  calculated.  Recognizing 
this  limited  value  attributable  to  the 
Form  A,  since  1987  Customs  has 
administratively  waived  submission  of 
the  Form  A  except  where  Customs 
makes  a  specific  written  request  for  its 
submission. 

In  addition  to  the  declaration 
discussed  above,  the  GSP  and  CBI 
regulations  provide  that  the  evidence  of 
country  of  origin  submitted  shall  be 
subject  to  suda  verification  as  the 
district  director  deems  necessary.  The 
information  required  by  the  declaration 
and  any  necessary  verification  of  that 
information  affords  Customs  sufficient 
means  to  determine  compliance  with 
the  GSP  and  CBI  rules  of  origin. 

Accordingly,  Customs  proposes  to 
amend  the  GSP  and  CBI  regulations  as 
set  forth  below  to  eliminate  all 
references  to  use  of  the  Form  A  and,  in 
the  case  of  goods  whoUy  produced  in 
the  BDC,  to  provide  instead  that  this  fact 
is  to  be  noted  on  the  commercial  invoice 
and  entry  summary. 

Comments 

Before  adopting  the  proposed 
amendments,  consideration  will  be 
given  to  any  written  comments 
(preferably  in  triplicate)  timely 
submitted  to  Customs.  Comments 
submitted  will  be  available  for  public 
inspection  in  accordance  with  the 
Freedom  of  Information  Act  (5  U.S.C 
552).  §  1.4,  Treasury  Department 
Regulations  (31  CFR  1.4).  and 
§  103.11(b),  Customs  Regulations (19 
CFR  103.11(b)),  on  normal  business 
days  between  the  hours  of  9  a.m.  and 
4:30  p.m.  at  the  Regulations  Branch. 
Franklin  Court,  1099  14th  Street,  NW.. 
suite  4000,  Washington.  DC 

Regulatory  Flexibility  Act 

Pvirsuant  to  the  provisions  of  the 
Regulatory  Flexibility  Act  (5  U.S.C  601 
et  seq.),  it  is  certified  that,  if  adopted, 
the  proposed  amendments  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
The  proposed  amendments  would 
eliminate  duplicative  or  otherwise 
unnecessary  paperwork  requirements 
and  thus  would  reduce  the  existing 
regulatory  burden  and  consequent 
economic  impact  on  those  entities 
which  file  claims  for  tariff  treatment 
under  the  subject  provisions  and 
programs.  Accordingly,  the  proposed 
amendments  are  not  subject  to  the 
regulatory  analysis  or  other 
requirements  of  5  U.S.C  603  and  604. 
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Executive  Order  12291 

This  document  does  not  meet  the 
criteria  for  a  "major  rule"  as  specified 
in  E.0. 12291.  Accordingly,  no 
regulatory  impact  analysis  has  been 
prepared. 

Paperwork  Redaction  Act 

The  collection  of  information 
requirements  contained  in  this  notice  of 
proposed  rulemaking  have  been 
submitted  to  the  Office  of  Management 
and  Budget  for  review  in  accordance 
with  the  Paperwork  Reduction  Act  of 
1980  (44  use.  3504(h)).  Comments  on 
the  collection  of  information  should  be 
sent  to  the  Office  of  Management  and 
Budget,  Attention:  Desk  Officer  for  the 
Department  of  the  Treasvuy.  Office  of 
Information  and  Regulatory  Affairs, 
Washington.  DC  20503.  A  copy  should 
also  be  sent  to  Customs  at  the  address 
set  forth  previously. 

The  collections  of  information  in 
these  proposed  regulations  are  in 
§§10.1. 10.8. 10.9. 10.173  and  10.198. 
This  information  is  used  by  Customs  to 
determine  whether  imported 
merchandise  meets  the  criteria  for  duty- 
free or  reduced-duty  treatment  under 
the  subject  tariff  provisions  and 

Erograms.  The  likely  respondents  are 
usiness  organizations  including 
importers,  exporters  and  manufacturers. 

Estimated  total  annual  reporting  and/ 
or  recordkeeping  burden:  450  hours. 

The  estimated  average  annual  burden 
per  respondent/recordkeeper  is  .6  hours. 

Estimated  number  of  respondents 
and/or  record  keepers:  750. 

Estimated  annual  frequency  of 
responses:  3. 

Drafting  Information 

The  principal  author  of  this  document 
was  Francis  \V.  Foote,  Regulations  and 
Disclosure  Law  Branch,  U.S.  Customs 
Service.  However,  personnel  from  other 
offices  participated  in  its  development. 

List  of  Subjects 

19CFRPart10 

Customs  duties  and  inspection, 
Imports. 

19  CFR  Part  123 

Customs  duties  and  inspection. 
Imports.  Canada,  Mexico. 

19  CFR  Part  145 

Customs  duties  and  inspection. 
Imports,  Postal  service. 

Proposed  Amendments  to  the 
Regulations 

Accordingly,  it  is  proposed  to  amend 
parts  10. 123  and  145,  Customs 
Regulations  (19  CFR  parts  10, 123  and 
145),  as  set  forth  below. 


PART  lO-ARTICLES  CONDITIONALLY 
FREE.  SUBJECT  TO  A  REDUCED 
RATE.  ETC. 

1.  The  authority  citation  for  part  10 
continues  to  read  in  part  as  follows: 

Authority:  19  U.S.C  66, 1202, 1481, 1484, 
1498, 1508. 1623. 1624; 

Sections  iai71  through  10.178  also  issued 
under  19  U.S.C  2461  et  seq.; 

Sections  iai91  through  10.198  also  issued 
under  19  U.S.C  2701  e(  seq.; 

2.  In  §  10.1,  paragraph  (a)(3)  is 
removed,  and  the  introductory  text  of 
paragraph  (a)  and  the  introductory  text 
of  paragraph  (a)(1)  and  paragraphs 
(a)(2),  (b).  (d),  (f)  and  (h)(2)  and  the  first 
sentence  of  paragraph  (i)  and  the  first 
sentence  of  paragraph  (j)(2)  are  revised 
to  read  as  follows: 

f  iai    Domestic  products;  rsquirements 
on  entry. 

(a)  Except  as  otherwise  provided  for 
in  paragraph  (g).  (h),  (i)  or  (j)  of  this 
section  or  elsewhere  in  this  part  or  in 
§  145.35  of  this  chapter,  the  following 
documents  shall  be  filed  in  connection 
with  the  entry  of  articles  in  a  shipment 
valued  ovisr  $1,000  and  claimed  to  be 
free  of  duty  under  subheading 
9801.00.10  or  9802.00.20,  Harmonized 
Tariff  Schedule  of  the  Unifed  States 
(HTSUS): 

(1)  A  declaration  by  the  foreign 
shipper  in  substantially  the  following 
form:*  *  * 

(2)  A  declaration  by  the  owner, 
importer,  consignee,  or  agent  having 
knowledge  of  the  facts  regarding  the 
claim  for  free  entry.  If  the  owner  or 
ultimate  consignee  is  a  corporaUon, 
such  declaration  may  be  signedoy  the 
president,  vice  president,  secretary,  or 
treasurer  of  the  corporation,  or  may  be 
signed  by  any  employee  or  agent  of  the 
corporation  who  holds  a  power  of 
attorney  executed  under  the  conditions 
outlined  in  subpart  C,  part  141  of  this 
chapter  and  a  certification  by  the 
corporation  that  such  employee  or  other 
agent  has  or  will  have  knowledge  of  the 
pertinent  facts.  This  declaration  shall  be 
in  substantially  the  following  form: 

1, ,  declare  that  the  (above) 

(attached)  declaration  by  the  foreign  shipper 
is  true  and  correct  to  the  best  of  my 
knowledge  and  belief,  that  the  articles  were 

manufoctured  by (name  of 

manufacturer]  located  in (city  and 

state),  that  the  articles  were  not 
manufactured  or  produced  In  the  United 
States  under  subheading  9813.0a05,  HTSUS, 
that  the  articles  were  exported  from  the 
United  States  without  benefit  of  drawback, 
and'tiiat  the  articles  are  being  returned  for 
the  following  reason: 


(date) 


(Signatxue) 


(Address) 


(Capacity) 

(b)  In  any  case  in  which  the  value  of 
the  returned  articles  exceeds  $1,000  and 
the  articles  are  not  clearly  marked  with 
the  name  and  address  of  the  U.S. 
manufacturer,  the  district  director  may 
require,  in  addition  to  the  declarations 
required  in  paragraph  (a)  of  this  section, 
such  other  documentation  or  evidence 
as  may  be  necessary  to  substantiate  the 
claim  for  duty-free  treatment. 

(d)  If  the  district  director  is  reasonably 
satisfied,  because  of  the  nature  of  the 
articles  or  production  of  other  evidence, 
that  the  articles  are  imported  in 
circumstances  meeting  the  requirements 
of  subheading  9801.00.10  or  9802.00.20. 
HTSUS.  and  related  section  and 
additional  U.S.  notes,  he  may  waive  the 
requirements  for  producing  (he 
documents  specified  in  paragraph  (a)  of 
this  section. 

(f)  In  the  case  of  photographic  films 
and  dry  plates  manufactured  in  the 
United  States  (except  motion  picture 
films  to  be  used  for  commercial 
.purposes)  exposed  abroad  and  entered 
under  subheading  9802.00.20.  HTSUS. 
the  requirements  of  paragraphs  (a)  and 
(c)  of  Oiis  section  are  applicable  except 
that  the  declaration  by  the  foreign 
shipper  provided  for  in  paragraph  (a)(1) 
to  the  effect  that  the  articles  "are 
returned  without  having  been  advanced 
in  value  or  improved  in  condition  by 
any  process  of  manufacture  or  other 
means"  shall  be  crossed  out.  and  the 
entrant  shall  show  on  the  declaration 
provided  for  in  paragraph  (a)(2)  that  the 
subject  articles  when  exported  were  of 
U.S.  manufacture  and  are  returned  after 
having  been  exposed,  or  exposed  and 
developed,  and,  in  the  case  of  motion 
picture  films,  that  they  will  not  be  used 
for  commercial  purposes. 

(h)*  *  • 

(2)  The  documentation  described  in 
paragraph  (a)  of  this  section  shall  not  be 
required  in  connection  with  an  entry  for 
nonconsumable  vessel  stores  and 
equipment  on  Customs  Form  3311. 

(i)  When  the  total  value  of  articles  of 
claimed  American  origin  contained  in 
any  shipment  does  not  exceed  $250  and 
such  articles  are  found  to  be 
unquestionably  products  of  the  United 
States  and  do  not  appear  to  have  been 


advanced  in  v( 
condition  wfai] 
involved,  free ' 
made  under  su 
Customs  Form 
owner,  importi 
and  filed  in  di 
the  requiremei 
documentatioi 
paragraph  (a)  c 
Customs  office 
that  Customs  c 
frt}m  internal  i 
probably  allow 
articles  or  that 
sul^ect  to  dut) 

0)'  •  • 

(2)  After  h&\ 
or  returned  by 
the  United  Sta 
thereof  may  be 
9801.00.10,  H" 
3311  (e  Custoi 
submitted  as  v 
provided  in  § 
executed  1}ytl] 


MaiVs  and  nui 


(attached)  decla 
performed  the  r 
true  and  correct 
and  belief;  that 
manufactured  o 
States  under  suj 
that  such  article 
UnMed  States  fc 
without  benefit 

(port)  on 

articles  enterad 
condition  are  th 
exported  on  the 
identified  in  th( 
declaration. 
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advanced  in  value  or  unproved  in 
condition  wiiile  abroad  and  no  quota  is 
involved,  free  entry  thereof  may  be 
made  under  subheading  9801.00.10  on 
Customs  Form  3311,  executed  by  the 
owner,  importer,  consignee,  or  agent 
and  filed  in  duplicate,  vtrithout  regard  to 
the  requirement  of  Bling  the 
documentation  provided  for  in 
paragraph  (a)  of  this  section,  unless  the 
Customs  officer  has  reason  to  believe 
that  Customs  drawback  or  exemption 
from  internal  revenue  tax,  or  both,  were 
probably  allowed  on  exportatiasi  of  the 
articles  or  that  they  are  otherwise 
sul^ecttoduty.*  *  * 

(2)  After  having  been  either  rejected 
or  returned  by  the  foreign  purchaser  to 
the  United  States  for  credit,  firee  entry 
thereof  may  be  made  under  subheading 
9801.00.10,  HTSUS.  on  Customs  Form 
3311  (e  Customs  Form  7501  must  be 
submitted  as  well  for  such  articles  as 
provided  in  §  143.23Ch)  of  this  chapter), 
executed  by  the  owner,  importer. 


consignee,  or  agent  ami  filed  in 
dupl^ate,  widtout  regard  to  the 
requirement  of  filing  the  documentation 
provided  for  in  paragraph  (a)  of  this 
section,  unless  the  Customs  officer  has 
reason  to  believe  that  Customs 
drawbadc  or  exemption  from  internal 
revenue  tax.  or  both,  were  probably 
allowed  on  exportation  of  the  articles  or 
that  they  are  otherwise  siAject  to 
duty.*  *  • 

3.  Section  10.8  is  revised  to  read  as 
follows: 


8802.00.50.  Hannonizad  Tariff  Schedule 
of  the  United  States  (HTSUS): 

(1)  A  declaration  from  the  person  who 
performed  such  repairs  or  akwati<»s.  in 
substantially  the  following  form: 


I., 


,  <leclare  that  the 


ilOJ   Arttoleeei^ortedferrapafraor 
atteratioiw. 

(a)  Except  as  otherwise  provided  for 
in  this  section,  the  following  documents 
shall  be  filed  in  connection  with  the 
entry  of  articles  which  are  retiimed  after 
having  been  exported  for  repairs  or 
alterations  and  which  are  claimed  to  be 
sul^ect  to  duty  only  on  the  value  of  the 
repairs  or  alterations  performed  abroad 
under  sublieading  9802.00.40  or 


articles  herein  specified  are  the  articles 
which,  in  the  condition  in  which  they 
were  exported  from  the  United  States. 

were  received  by  me  (us)  on . 

19 .  from (name  and 

address  of  owner  or  exporter  in  the 
United  States);  that  they  were  received 
by  me  (us)  for  the  sole  purpose  of  being 
repaired  or  altered;  that  only  the  repairs 
or  alterations  described  below  were 
performed  by  me  (us);  that  the  full  cost 
or  (when  no  charge  is  made)  value  of 
such  repairs  or  alterations  are  correctly 
stated  below;  and  that  no  substitution 
whatever  has  been  made  to  replace  any 
of  the  articles  originally  received  by  me 
(us)  from  tiie  owner  or  exporter  thweof 
mentioned  above. 


Malta  and  nuraben 


OMOrtption  ol  anioles  and  o(  rapalrs  or  1 


FuR  006t  or  (when  no  charge  to  made) 
Mhie  of  fepan  or  aNeretions  (see  Sulh 
lt.OHplar9a.HTSUS) 


Total  value  o(  articiee  altar  npala  or 
atioM 


(Date) 


(Signature) 


(Address) 


(Capacity) 

(2)  A  declaration  by  the  owner, 
importer,  consignee,  or  e^ent  havii^ 
kaowfedge  of  the  pertinent  facts  in 
substantially  the  following  form: 


I. 


_.  declare  that  the  (above) 


(attached)  declaration  by  the  person  who 
performed  the  repairs  or  alterations  alHoad  is 
true  and  correct  to  the  best  of  my  knowledge 
and  belief;  that  the  articles  were  not 
manufactured  or  produced  in  the  United 
States  under  subheading  9813.00.05,  HTSUS; 
that  such  articles  were  exported  from  the 
United  States  ibr  repairs  or  alterations  and 

without  benefit  of  drawback  from 

(port)  on ,  19 ;  and  that  tlM 

articlet  entered  in  their  mpairad  or  altered 
condition  are  the  same  articles  Aat  ware 
exported  on  the  above  date  and  that  are 
identified  in  the  (abova)  (attached) 
declaration. 

(Date) 

(Signature) 


(Address) 


(Capacity) 


(b)  The  district  director  may  require 
such  additional  documentation  as  is 
denned  necessary  to  prove  actual 
exportation  of  the  articles  from  the 
United  States  for  repairs  or  alterations, 
such  as  a  foreign  customs  entry,  a 
foreign  customs  invoice,  a  foreign 
landing  cotificats,  Inll  of  lading,  or 
ainM«y  bill. 

(c)  u  the  district  director  conconed  is 
satisfied,  because  of  the  nature  of  the 
articles  or  production  of  other  evidence, 
that  the  articles  are  imported  under 
circumstances  meeting  the  requirements 
of  subheading  9802.00.40  or  9802.00.50. 
HTSUS,  and  related  section  and 
additional  U.S.  notes,  he  may  waive 
submission  of  the  declarations  provided 
for  in  paxaaraph  (a)  of  this  section. 

(d)  The  mstrict  director  ^lall  require 
at  the  time  of  entry  a  deposit  of 
ectimatad  duties  based  upon  the  frill 
cost  or  vahie  of  the  repairs  or 
alterations.  Theopst  <«  value  of  the 
repairs  or  alterations  outside  the  United 
States,  which  is  to  be  set  forth  in  the 
invoice  and  entry  papers  as  the  basis  for 
the  assessment  of  duty  imder 
subheading  9802.00.40  or  9802.00.50. 
HTSUS.  rinll  be  limited  to  the  cost  or 
value  of  the  repairs  or  alterations 
actually  performed  abroad,  which  will 
include  all  domestic  and  foreign  articles 


furnished  for  tiie  repairs  or  alterations 
but  riiall  not  indude  any  of  the 
expenses  incurred  in  this  country 
whether  by  way  of  engineering  costs, 
preparation  of  plans  or  specifications, 
furnishing  of  tools  or  equipment  for 
doing  the  repairs  or  aheirations  abroad, 
or  otherwise. 

4.  Section  10.9  is  revised  to  read  as 
follows: 

§  10.9    Articles  exported  for  preceaeiPQ. 

(a)  Except  as  otherwise  provided  for 
in  this  section,  the  following  documents 
shall  be  filed  in  coimection  with  the 
entry  of  articles  which  are  returned  aitar 
having  been  exported  for  further 
processing  and  which  are  claimed  to  be 
subject  to  duty  only  on  the  value  of  the 
processing  performed  abroad  under 
subheading  9802.00.60,  Harmonized 
Tari£f  Schedule  of  the  United  Slates 
(HTSUS): 

(1)  A  declaration  by  the  person  who 
performed  the  processing  abroad,  in 
substantially  the  following  form: 


I.. 


_,  declare  that  the  articlet 


herein  specified  are  the  articles  which,  in  the 
condition  in  which  they  were  exported  from 
the  United  States,  were  received  by  me  (us) 

on ,  19 ,  from (name 

and  address  of  OMmer  or  exporter  in  the 
United  States):  that  they  were  received  by  ma 
(us)  for  the  sole  purpose  of  being  processed; 
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that  only  the  processing  described  below  was 
effected  by  me  (us):  that  the  full  cost  or 
(when  no  charge  is  made)  value  of  such 


processing  and  the  value  of  the  articles  after 
processing  are  correctly  stated  below;  and 
that  no  substitution  whatever  has  been  made 


to  replace  any  of  the  articlea  originally 
received  by  roe  (us)  from  the  owner  or 
exporter  thereof  mentioned  above. 


Malta  and  numbeis 


D«sc«1ption  d  articles  and  ol  processing 


Fill  coal  or  (reHen  no  c»«fBe  la  mada) 

)  d  prooaaaina  (see  Subchapter  d. 

^hMar%.l 


ChMar9e.HTSUS) 


Total  vakia  ol  aHlctoe  after  pmcasslne 


OM*) 


(Signature) 
(Address) 


(Capacity) 

(2)  A  declaration  by  the  owner, 
importer,  consignee,  or  agent  having 
knowledge  of  the  pertinent  facts  in 
substantially  the  following  form: 

1, ,  declare  that  the  (above) 


(attached)  declaration  by  the  person  who 
performed  the  processing  abroad  is  true  and 
correct  to  the  best  of  my  knowledge  and 
belief;  that  the  articles  were  manufactured  in 

the  United  States  by (name  and 

address)  or,  if  of  foreign  origin,  were 

subjected  to (show  processes  of 

manufacture,  such  as  molding,  casting, 
machining)  in  the  United  States  by 

(name  and  address):  that  the 

articles  were  not  manufactured  or  produced 
in  the  United  States  under  subheading 
9813.00.05,  HTSUS:  that  the  articles  were 
exported  for  processing  and  without  benefit 

of  drawback  from (port)  on 

,  19 ;  that  the  articles  entered  in 

their  processed  condition  are  otherwise  the 
same  articles  that  were  exported  on  the  above 
date  and  that  are  identified  in  the  (above) 
(attached)  declaration:  and  that  the  returned 

articles  will  be  subjected  to 

(describe  processing  to  be  performed  in  the 

United  States)  by (name  and 

address  of  U.S.  processor). 


(Date) 


(Signature) 


(Address) 


(Capacity) 


(b)  The  district  director  may  require 
such  additional  documentation  as  is 
deemed  necessary  to  prove  actual 
exportation  of  the  articles  from  the 
United  States  for  processing,  such  as  a 
foreign  customs  entry,  a  foreign  customs 
invoice,  a  foreign  landing  certificate,  bill 
of  lading,  or  airway  bill. 

(c)  If  the  district  director  concerned  is 
satisfied,  because  of  the  nature  of  the 
articles  or  production  of  other  evidence, 
that  the  articles  are  imported  under 
circumstances  meeting  the  requirements 
of  subheading  9802.00.60.  HTSUS.  and 
related  section  and  additional  U.S. 
notes,  he  may  waive  submission  of  the 
declarations  provided  for  in  paragraph 
(a)  of  this  section. 

(d)  The  district  director  shall  require 
at  the  time  of  entry  a  deposit  of 
estimated  duties  based  upon  the  full 
cost  or  value  of  the  processing.  The  cost 
or  value  of  the  processing  outside  the 
United  States,  which  is  to  be  set  forth 
in  the  invoice  and  entry  papers  as  the 
basis  for  the  assessment  of  duty  under 
subheading  9802.00.60,  HTSUS.  shall  be 
limited  to  the  cost  or  value  of  the 
processing  actually  performed  abroad, 
which  will  include  all  domestic  and 
foreign  articles  used  in  the  pnxwssing 
but  shall  not  include  the  exported 
United  States  metal  article  or  any  of  the 
expenses  incurred  in  this  country 
whether  by  way  of  engineering  costs, 
preparation  of  plans  or  specifications, 
furnishing  of  tools  or  equipment  for 
doing  the  processing  abroad,  or 
otherwise. 


|iai72    [Aimndedl 

5.  Section  10.172  is  amended  by 
removing  the  last  sentence. 

6.  The  section  heading  and  the  text  of 
§  10.173  are  revised  to  read  as  follows: 

|iai73    EvMenc*  of  country  of  origin, 
(a)  Shipments  covered  by  a  forma! 

entry. 

(1)  Merchandise  not  wholly  the 
growth,  product,  or  manufacture  of  a 
beneficiary  developing  country. 

(i)  Declaration.  In  a  case  involving 
merchandise  covered  by  a  forradl  entry 
which  is  not  wholly  the  growth, 
product,  or  manufacture  of  a  single 
beneficiary  developing  country,  the 
exporter  of  the  merchandise  or  other 
appropriate  party  having  knowledge  of 
the  relevant  facts  shall  be  prepared  to 
submit  directly  to  the  district  director, 
upon  request,  a  declaration  setting  forth 
all  pertinent  detailed  iilformation 
concerning  the  production  or 
manufacture  of  the  merchandise.  When 
requested  by  the  district  director,  the 
declaration  shall  be  prepared  in 
substantially  the  following  form: 

GSP  Declaration 
I, (name),  hereby  declare  that 


the  articles  described  below  were  produced 

or  manufactured  in (country)  by 

means  of  processing  operations  performed  in 
that  country  as  set  forth  below  and  were  also 
subjected  to  processing  operations  in  the 
other  country  or  countries  which  are 
members  of  the  same  association  of  countries 
as  set  forth  below  and  incorporate  materials 
produced  in  the  country  named  above  or  in 
any  other  country  or  countries  which  are 
members  of  the  same  association  of  coimtries 
as  set  forth  below: 


NumtMr  and  date  o(  In- 

Micea 


DescrlpUon  o(  artlcies 
and  quantity 


Processing  operations  poitonnedon  aitlciaa 


Descilption  o(  processing 

operarttons  and  counuy 

ol  processing 


Oifect  costs  ol  process- 
ing opeiatnna 


MalartalB  produced  in  a  bwwIkAify  de¥eiQping 
country  or  membari  ol  ttM  same  aaeodatlon 


Descftpdon  ol  matsftal, 

production  Mocesa,  and 

ooeoby  01  production 


Coat  or  value  ol  malefiai 


Date 


Signature 


Address 


Title 


(ii)  Retention  of  records  and 
submission  of  dedaratiOR.  The 
infcmnation  necessary  for  preparation  of 
the  declarati(»  shall  be  retained  in  the 


files  of  the  pa 
preparation  a 
of  5  years.  In 
director  reqw 
declaration  d 
shall  be  subtr. 
party  directly 
within  60  da] 
or  such  addit 
director  may 
shown.  Failui 
in  a  timely  fa 
denial  of  dut] 
(2)  Merchdi 
product,  or  m 
beneficiary  dt 
case  involvin 
a  formal  entr 
growth,  prodi 
single  benefic 
statement  to  \ 
on  the  commi 
entry  s\imma: 

(b)  Shipme 
entry.  Althou 
declaration  p 
(a)(l){i)ofthi 
required  for  a 
informal  entr 
require  such  ( 
of  origin  as  d( 

(c)  Verifica 
Any  evidence 
submitted  im 
subject  to  sue 
district  direct 
event  that  the 
prevented  fro 
verification,  t 
treat  the  entr 


Numbef  and  da 
voices 


(ii)  Hetentii 
submission  q 
information  r 
the  declaratic 
files  of  the  pa 
preparation  a 
of  5  years.  In 
director  requ( 
declaration  d 
shall  be  subn 
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(id  the  text  of 
1  as  follows: 


files  of  the  party  responsible  for  its 
preparation  and  submission  for  a  period 
of  5  years.  In  the  event  that  the  district 
director  requests  submission  of  the 
declaration  during  the  5-year  period,  it 
shall  be  submitted  by  the  appropriate 
party  directly  to  the  district  director 
within  60  days  of  the  date  of  the  request 
or  such  additional  period  as  the  district 
director  may  allow  for  good  cause 
shown.  Failure  to  submit  the  declaration 
in  a  timely  fashion  will  result  in  a 
denial  of  duty-free  treatment. 

(2)  Merchandise  wholly  the  growth, 
product,  or  manufacturer  of  a 
beneficiary  developing  country,  hi  a 
case  involving  merchandise  covered  by 
a  formal  entry  which  is  wholly  the 
growth,  product,  or  manufacture  of  a 
single  beneficiary  developing  country,  a 
statement  to  that  effect  shall  be  included 
on  the  commercial  invoice  and  on  the 
entry  summary. 

(bj  Shipments  covered  by  an  informal 
entry.  Although  the  filing  of  the 
declaration  provided  for  in  paragraph 
(a)(l)(i)  of  this  section  will  not  be 
required  for  a  shipment  covered  by  an 
informal  entry,  the  district  director  may 
require  such  other  evidence  of  country 
of  origin  as  deemed  necessary. 

(c)  Verification  of  documentation. 
Any  evidence  of  country  or  origin 
submitted  under  this  section  shall  be 
subject  to  such  verification  as  the 
district  director  seems  necessary.  In  the 
event  that  the  district  director  is 
prevented  bom  obtaining  the  necessary 
verification,  the  district  director  may 
treat  the  entry  as  dutiable. 


7.  Section  10.175  is  amended  by 
removing  paragraphs  (c)(3)  and  (c)(4), 
redesignating  paragraph  (c)(5)  as  (c)(3), 
and  revising  paragraph  (e)(1)  to  read  as 
follows: 

f  10.175    hnporlad  directly  defined. 

(e)(1)  Shipment  to  the  U.S.  from  a 
beneficiary  developing  country  which  is 
a  member  of  an  association  of  countries 
treated  as  one  country  under  section 
502(a)(3),  Trade  Act  of  1974.  as 
amended  (19  U.S.C.  2462(a)(3)).  through 
the  territory  of  a  former  beneficiary 
developing  coimtry  whose  designation 
as  a  member  of  the  same  association  for  . 
GSP  purposes  was  terminated  by  the 
President  pursuant  to  section  504.  Trade 
Act  of  1974,  as  amended  (19  U.S.C. 
2464),  provided  the  articles  in  the 
shipment  did  not  enter  into  the 
commerce  of  the  former  beneficiary 
developing  country  except  for  purposes 
of  performing  one  or  more  of  the 
operations  specified  in  paragraph  (c)(1) 
of  this  section  and  except  for  purposes 
of  purchase  or  resale,  other  than  at 
retail,  for  export. 
*        •        •        •       • 

§10.192    [Anwnded] 

8.  Section  10.192  is  amended  by 
removing  the  last  sentence. 

9.  Section  10.198  is  revised  to  read  as 
follows: 

f  1 0.1 98    Evidence  of  country  of  origin. 

(a)  Shipments  covered  by  a  formal 
entry. 


(1)  Articles  not  wholly  the  growth, 
product,  or  manufacture  of  a  beneficiary 
country. 

(i)  Declaration.  In  a  case  involving  an 
article  covered  by  a  formal  entry  which 
is  not  wholly  the  growth,  product,  or 
manufacture  of  a  single  beneficiary 
country,  the  exporter  or  other 
appropriate  party  having  knowledge  of 
the  relevant  facts  in  the  beneficiary 
country  where  the  article  was  produced 
or  last  processed  shall  be  prepared  to 
submit  directly  to  the  district  director, 
upon  request,  a  declaration  setting  forth 
all  pertinent  detailed  information 
concerning  the  production  or 
manufacture  of  the  article.  When 
requested  by  the  district  director,  the 
declaration  shall  be  prepared  in 
substantially  the  following  form: 

CBI  Declaration 


I,. 


.(name),  hereby  declare  that 


the  articles  described  below  (a)  were 
produced  or  manufactured  in . 


(country)  by  means  of  processing  operations 
performed  in  that  country  as  set  forth  below 
and  were  also  subjected  to  processing 
operations  in  the  other  beneficiary  country  or 
countries  (including  the  Commonwealth  of 
Puerto  Rico  and  the  U.S.  Virgin  Islands)  as 
set  forth  below  and  (b)  incorporate  materials 
produced  in  the  country  named  above  or  in 
any  other  beneficiary  country  or  countries 
(including  the  Ckimmonwealth  of  Puerto  Rico 
and  the  U.S.  Virgin  Islands]  or  in  the  customs 
territory  of  the  United  States  (other  than  the 
Commonwealth  of  Puerto  Rico)  as  set  forth 
below: 


t  declare  that 
vera  produced 
_(country)  by 
ns  performed  in 
n  and  were  also 
itions  in  the 
lich  are 

tion  of  countries 
orate  materials 
ed  above  or  in 
s  which  are 
tion  of  countries 


iMify  developing 
me  meoclBllon 


or  value  o(  matefial 


Descriptton  oi  articles 
and  quantity 

Processing  operations  peifonned  on  articles 

Material  produced  In  a  benafldary  country  or  in  the 
U.S. 

Number  and  date  o(  tn- 

Description  of  processing 

operations  and  country 

ol  processing 

Direct  costs  o(  process- 
ing operations 

,     voices 

productxxi  process,  and 
country  of  production 

Cost  or  vahM  of  material 

# 

Date 


Address 


Signature 


Title 

(ii)  Retention  of  records  and 
submission  of  declaration.  The 
information  necessary  for  preparation  of 
the  declaration  shall  be  retained  in  the 
files  of  the  party  responsible  for  its 
preparation  and  submission  for  a  period 
of  5  years.  In  the  event  that  the  district 
director  requests  submission  of  the 
declaration  during  the  S-year  period,  it 
shall  he  submitted  by  the  appropriate 


party  directly  to  the  district  director 
within  60  days  of  the  date  of  the  request 
or  such  additional  period  as  the  district 
director  may  allow  for  good  cause 
shown.  Failure  to  submit  the  declaration 
in  a  timely  fashion  will  result  in  a 
denial  of  duty-fi«e  treatment. 

(iii)  Value  added  after  final 
exportation.  In  a  case  in  which  value  is 
added  to  an  article  in  a  bonded 
warehouse  or  in  a  foreign-trade  zone  in 
the  Commonwealth  of  Puerto  Rico  or  in 
the  U.S.  after  final  exportation  of  the 
article  from  a  beneficiary  country,  in 
order  to  ensure  compliance  with  the 
value  requirement  under  §  10.195(a),  the 
declaration  provided  for  in  paragraph 


(a)(l)(i)  of  this  section  shall  be  filed  by 
the  importer  or  consignee  with  the  entry 
summary  as  evidence  of  the  country  of 
origin.  The  declaration  shall  be  properly 
completed  by  the  party  responsible  for 
the  addition  of  such  value. 

(2)  Merchandise  wholly  the  growth, 
product,  or  manufacture  of  a  beneficiary 
country.  In  a  case  involving 
merchandise  covered  by  a  formal  entry 
which  is  wholly  the  growth,  product,  or 
manufacture  of  a  single  beneficiary 
country,  a  statement  to  that  effect  shall 
be  included  on  the  commercial  invoice 
and  on  the  entry  summary. 

(b)  Shipments  covered  by  an  informal 
entry.  Although  the  filing  of  the 
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declaration  provided  for  ia  peragrepb 
(aXlXi)  of  this  MCtion  will  not  be 
required  for  a  shipment  covered  by  an 
informal  entry,  tlw  district  dixector  nuy 
require  such  other  evidence  of  country 
of  origin  as  deemed  necessary. 

(c)  Verification  of  documentation. 
Any  evidence  of  country  of  «igin 
submitted  under  this  section  shall  be 
subject  to  sxicb  verification  as  the 
disbict  director  deems  necessary.  In  the 
event  that  the  district  director  is 
prevented  from  obtaining  the  necessary 
verification,  the  district  director  may 
treat  the  entey  as  dutiable. 

PART  12»-CUST0IIS  RELATIONS 
WITH  MEXICO  AND  CANADA 

1.  The  authority  citation  for  part  123 

continues  to  read  in  part  as  follows: 

Authority:  19  U.S.C  66. 1202  (Genenl 
Note  8.  Karmonized  TarifT  Schedule  of  the 
United  States).  1624. 


Section  123.4  also  Iwuad  under  19  U.S.C 
1484. 1408; 


2.  Section  123.4(c)  is  amended  by 
removing  the  reference  "§  10.1(f)"  and 
adding,  in  its  place,  the  reference 
"§10.1(i)." 

PART  145-4IAIL  MPORTATIONS 

1.  The  authority  dtatioo  for  part  145 
continues  to  read  in  part  as  follows: 

Anlharily:  19  U.S.C  66. 1202  (General 
Note  8.  Harmonized  Tariff  Schedule  of  the 
United  States).  1624. 


Sectioas  1«».3S  thnugh  145.SS.  145.41. 
also  issued  under  19  U.S.C  1498; 


I145J5    (Amended] 


2.  Section  145.35  is  amended  by 
removing  the  words  "an  importer's 
declaration  on  Customs  Form  3311"  and 
adding,  in  their  place,  the  words  "the 
declarations  provided  for  in  S  10.1(a)  of 
this  chapter". 
CarelHallalt. 
Comnriwrfeiwrfl^Owtrmr 

AffMOved:  Jamtary  S.  IMS. 
rK. 


AssManf  SsereCmy  of  the  neostny. 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  TraMe  Saialy 

AdmMatraion 

Fadaral  Highway  Admiiriatration 

23  CFR  Part  1215 

RiN2127-AES0 

(Docket  Na  92-40  Netioa  11 

Uaa  ofSafMy  BalU  and  Motoreyda 
Haimato    Compllanca  and  Tranafar-of- 
Funda  Procaduraa 

AOCNCY:  National  Hi^iway  Tnflk: 
Safety  Administration,  Federal  Highway 
Administration.  DOT. 
t^cmOH:  Notice  of  proposed  rulemaking. 

summary:  nris  notice  proposes  to 
implement  the  penalty  provisions 
contained  in  section  153  of  title  23, 
United  States  Code,  as  enacted  by 
section  1031  of  the  Intermodal  Surface 
Transportation  Efficiency  Act  of  1991. 
Section  153  provides  that  a  Steto  that 
fails  to  adopt  and  put  into  effect 
motorcycle  helmet  and  safety  beh  use 
laws  before  October  1. 1993  is  subject  to 
having  the  Secretary  of  Transportation 
transfer  obligation  authority  from  the 
State's  Federal-aid  highway  propvms  to 
its  apportionment  under  the  section  402 
safety  program.  This  proposed  rule  sets 
forth  the  criteria  to  be  used  to  determine 
a  State's  compliance  with  the  Act  and 
proposes  the  mechanism  by  which 
NHTSA  will  inform  States  of  their 
compliance  status. 

DATES:  CommenU  ara  due  no  later  than 
March  1. 1993. 

A00RE8SC8:  Written  comments  should 
refer  to  the  docket  number  of  thfe  aotioe 
and  should  be  submitted  to:  Docket 
Section,  room  5109.  National  Higjiway 
Traffic  Safety  Administration.  400 
Seventh  Street.  SW..  Washington.  DC 
20590.  (Docket  houn  are  9:30  am  to  4 
pm.) 

FOR  FURTHER  MFORMATKM  CONTACT: 
Adele  Derby.  Associate  Administrator 
for  Regional  Operations,  room  5238. 
National  Highway  Traffic  Safety 
Administration.  400  Seventh  Street. 
SW.,  Wellington.  DC  20M0  (202-366- 
2121)  or  Kathleen  Demeter.  Office  of  the 
Chief  Counsel,  room  5219.  National 
Highway  Traffic  Safety  AdmiBfelratkm. 
400  Savaath  Street.  SW..  Washlugtun. 
DC  20590  (202-366-1834).  Afeo.  Mila 
Plodqr.  OfBoa  of  Higlnvay  Safety.  Rxm 
3407.  FadaMi  Hlgkway  Admtafetiatfon. 
400  SaiMlh  Sbaai.  SW..  WaAfatgHsn. 
DC  20890  (at!)  3ee-«oe2«r¥mbart 


UMi 


SW..  Washington,  DC  20590  (202)  366- 

0780. 

SUPPLEMENTARY  MFORMATKM: 

Backgrooad 

Wearing  safety  belts  and  motorcycle 
helmets  are  two  of  the  most  effective 
actions  the  motoring  public  can  take  to 
reduce  the  incidence  of  death  and 
serious  injury  from  highway  crashes. 
The  best  approach  to  increase  safety  belt 
and  motorcycle  helmet  use  is  to  pass 
effective  Stats  laws  reouiring 
motorcycle  helmet  and  safety  belt  use, 
educate  the  public  about  the  boiefts  of 
these  safety  devices,  train  law 
enforcement  ofBcers.  and  enforce  use 
laws. 

Section  1031  of  the  Intermodal 
Surface  Transportati<xi  Efficiency  Act  of 
1991  (PX.  102-240)  (the  Act)  adds  a 
new  section  153  to  Title  23  of  the 
United  States  Code  which  authorizes  a 
three  year  incentive  grant  program 
designed  to  promote  the  passage  of.  and 
compliance  writh,  motorcycle  helmet 
and  safety  belt  laws.  To  be  eligiUe  for 
funding  undor  the  Act  in  the  first  year, 
a  State  must  have  in  effect  both  a  law 
requiring  all  individuals  on  a 
motoreyda  to  wear  helmets  and  a  law 
requiring  individuals  in  the  front  seet  of 
passenger  vehicles  to  woar  safety  behs 
(or  be  secured  in  child  passenger  safety 
systems). 

Continued  eligibility  for  the  grants  is 
conditiaaad  upon  raaatiBg  specific 
complianca  rates.  To  be  e&oM  in  the 
second  year  a  State  must  aoiieve  at  least 
75%  compliance  with  its  motorcycle 
helmet  law  and  50%  compliance  with 
its  safety  belt  law.  For  the  third  year,  a 
State  mxist  achieve  at  least  85% 
compliance  with  its  motorcycle  helmet 
law  and  70  compliance  with  its  safiaty 
belt  law. 

If  a  State  fails  to  adopt  and  put  into 
effect  motorcycle  helmet  and  safety  belt 
use  laws  bttfcne  the  first  day  of  fisral 
year  (FY)  1994  (October  1, 1993), 
section  153(h)  directs  the  Secretary  of 
Transportation  to  transfer  funds  from 
the  State's  Fadeiel-ttid  highway 
programs  under  each  of  subsections  104 
(bWl).  (b)(2).  and  (b)(3)  of  tiUe  23. 
U.S.C..  to  the  State's  highway  safety 
program  under  section  402  of  that  title. 
The  transfer  %vill  take  place  in  the  fiscal 
year  succeeding  the  year  in  wbldi  Hia 
State  is  in  non-compliance.  A  State  not 
in  compliance  at  the  beginning  of  FT 

1994  win  expaiianca  transfer  of  1^%  of 
its  Fadaral  hi^iway  oonrtructkm  funds 
far  FY  1995.  For  non-coinpliaiica  tn  FT 

1995  and  beyond,  dw  tnoifcr  wIB  ifea 
to  3%.  Any  oUfgitian  ttmltatioo 


oonatmctfoo  fanda  prior  to  tianafcr  wfli 
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apply,  proportionately,  to  those  funds 
after  transfer. 

The  transferred  hinds  may  be  used  for 
approved  projects  in  any  402  program 
areas.  The  funds  shall  be  used  without 
Federal  earmarking  of  any  amounts  or 
percentages  for  specific  program 
activity.  The  Federal  share  of  the  cost  of 
any  project  carried  out  under  section 
402  with  the  transferred  funds  shall  be 
100%.  • 

Proposed  Compliance  Criteria 

To  regulate  the  transfer  process  for  FY 
1995  and  later  years,  the  agency  is 
proposing  to  apply  criteria  that  are 
derived  from  the  criteria  that  it 
employed  in  awarding  incentive  grants 
for  FY  1992.  A  State  that  qualified  for 
an  incentive  grant  for  FY  1992  would  be 
considered  in  compliance  for  transfer 
purposes  and  any  State  not  meeting 
those  criteria  on  October  1, 1993,  would 
be  in  non-compliance  and  subject  to  the 
transfer. 

The  law  provides  that,  in  order  to 
avoid  the  funds  transfer,  a  State  must 
have  in  effect  by  October  1, 1993,  a  law 
which  makes  unlawful  throughout  the 
State  the  operation  of  a  motorcycle  if 
any  individual  on  the  motorcycle  is  not 
wearing  a  motorcycle  helmet  and  a  law 
which  makes  unlawful  throughout  the 
State  the  operation  of  a  passenger 
vehicle  whenever  an  individual  in  a 
front  seat  of  the  vehicle  (other  than  a 
child  who  is  secured  in  a  child  restrain 
system)  does  not  have  a  safety  belt 
properly  fastened  about  the  individual's 
body. 

Section  153(i)  contains  the  follo%ving 
definitions: 

"Motorcycle"  means  a  motor  vehicle 
which  is  designed  to  travel  on  not  more 
than  3  wheels  in  contact  with  the 
surface: 

"Motor  vehicle"  means  any  vehicle 
driven  or  drawn  by  mechanical  power 
manufactured  primarily  for  use  on 
public  highways,  except  any  vehicle 
operated  exclusively  on  a  rail  or  rails; 

"Passenger  vehicle"  means  a  motor 
v^icle  which  is  designed  for 
transporting  10  or  fewer  individuals, 
including  the  driver,  except  that  such 
term  does  not  include  a  vehicle  which 
is  constructed  on  a  truck  chassis,  a 
motorcycle,  a  trailer,  or  any  motor 
vehicle  which  is  not  required  on  the 
date  of  the  enactment  of  this  section 
under  a  Federal  Motor  Vehicle  Safety 
Standard  to  be  equipped  with  a  belt 
system; 

"Safety  Belt"  means:  (a)  With  respect 
to  open-body  passenger  vehicles, 
including  convertibles,  an  occupant 
restraint  system  consisting  of  a  lap  belt 
or  a  lap  belt  and  a  detachable  shoulder 
,  belt;  and  (b)  with  respect  to  other 


passenger  vehicles,  an  occupant 
restraint  system  consisting  of  integrated 
lap  shoulder  belts. 

Except  for  children  in  child  restraint 
systems,  the  statute  does  not  provide  for 
any  exemptions  from  application. 
However,  NHTSA  recognizes  that  all 
States  have  exemptions  written  into  one 
or  both  of  their  motorcycle  helmet  and 
safety  belt  laws.  NHTSA  believes  that 
Congress'  intent  to  aid  States  in  their 
efforts  to  achieve  higher  safety  belt  and 
motorcycle  helmet  use  and  enact  and 
maintain  use  laws  would  not  be  served 
by  reading  the  statute  so  literally  as  to 
impose  a  penalty  upon  all  States  whose 
laws  contain  any  exemptions.  On  the 
other  hand,  some  exemptions  are  either 
incompatible  with  the  language  of  the 
statute  or  would  so  imdermine  the 
safety  considerations  underlying  the 
statute  that  States  whose  laws  contain 
such  exemptions  should  be  subject  to 
the  penalties  contained  in  the  Act. 

NHTSA  has  reviewed  current  State 
laws  and  proposes  to  permit  all  of  the 
existing  exemptions,  except  those 
specified  below.  The  exemptions  that 
the  agency  proposes  to  permit  cover 
persons  with  medical  excuses;  postal, 
utility  and  other  commercial  drivers 
who  make  frequent  stops  in  the  course 
of  their  business;  emergency  vehicles 
operators  and  passengers;  persons  riding 
in  positions  not  equipped  with  safety 
belts;  persons  in  pubUc  Aid  livery 
conveyances;  persons  riding  in  parade 
vehicles;  persons  in  the  custody  of 
police;  persons  in  vehicles  not  required 
to  have  shoulder  belts  in  front  and 
passengers  of  certain  larger,  heavier 
vehicles.  NHTSA  also  proposes  to 
permit  exemptions  fit)m  current 
motorcycle  helmet  laws,  such  as  for 
riders  in  enclosed  cabs.  In  NHTSA 's 
view  these  exemptions  apply  to 
situations  in  which  the  risk  to 
occupants  is  very  low  or  in  which  there 
are  exigent  justifications.  NHTSA 
proposes  to  consider  the  following 
exemptions  incompatible  with  the 
statute: 

1.  Motorcycle  helmet  laws  of  less  than 
universal  application,  such  as  laws  which 
apply  only  to  minors  or  novice  motorcycle 
operators; 

2.  Safety  belt  laws  which  exempt  vehicles 
equipped  with  air  bags. 

A  motorcycle  helmet  law  that 
exempts  a  significant  percentage  of 
riders  from  its  coverage  is  wholly 
inconsistent  with  the  statute,  and  would 
result  in  large  numbers  of  riders  being 
exposed  to  serious  risk.  A  law 
exempting  persons  in  vehicles  equipped 
with  air  bags  would  leave  large  numbers 
of  persons  at  risk  in  side  impact  and 
rollover  crashes,  crashes  for  which  air 


bags  provide  little  or  no  protection,  and 
would  diminish  occupant  protection 
even  in  frontal  crashes. 

NHTSA  further  proposes  that  any 
State  considering  an  exemption  other 
than  those  listed  above  should 
anticipate  that  the  agency  will  review 
the  exemption  in  accordance  with  these 
principles.  An  example  of  such  an 
exemption  would  be  a  provision  calling 
for  secondary  enforcement  of  a 
motorcycle  helmet  law.  Under  such  a 
system  the  rider  could  not  be  dted  for 
failure  to  wear  a  helmet  unless  stopped 
by  a  law  enforcement  officer  for  another 
reason.  To  date  all  motorcycle  helmet 
use  laws  have  been  primary 
enforcement  laws.  NHTSA  would 
consider  a  State  helmet  law  with  only 
secondary  enforcement  provisions  non- 
complying  because  it  is  likely  that 
helmet  use  in  a  jurisdiction  Mrith  such 
a  law  would  be  significantly  lower  than 
the  rate  that  is  typical  in  States  with 
primary  enforcement  laws.  Every 
percentage  point  that  is  lost  represents 
riders  who  will  be  at  greater  risk  of  fatal 
or  serious  injury. 

Notification  of  Compliance 

NHTSA  proposes  to  notify  all  States 
of  initial  assessments  of  compliance 
with  section  153  for  FY  1994,  by 
September  30, 1993.  Each  State  initially 
foimd  not  to  comply  would  have  an 
opportimity  to  rebut  this  initial 
determination.  The  agency  would  notify 
all  States  by  January  31, 1994,  of  its 
final  determinations  of  compliance  or 
noncompliance  with  section  153  for  FY 
1994. 

For  fiscal  years  1995  and  beyond,  the 
agency  proposes  to  notify  States  of 
initial  assessments  of  compliance  by 
September  15  of  the  fiscal  year  prior  to 
the  fiscal  year  for  which  compliance  is 
being  assessed  (e.g.,  September  15, 1994 
for  compliance  in  FY  1995).  Each  State 
initially  found  not  to  comply  would 
have  an  opportimity  to  rebut  this  initial 
determination.  The  agency  would  notify 
all  States  by  October  10  of  the  fiscal  year 
for  which  compliance  is  being  assessed 
of  its  final  determinations  of  compliance 
or  noncompliance  with  section  153  for 
that  fiscal  year  (e.g.,  October  10, 1994 
for  FY  1995). 

Written  Comments 

Interested  persons  are  invited  to 
comment  on  this  notice  of  proposed 
rulemaking.  It  is  requested,  but  not 
required,  that  ten  copies  be  submitted. 

All  comments  must  be  limited  to  IS 
pages  in  length.  Necessary  attachments 
may  be  appended  to  those  submissions 
without  regard  to  the  15-page  limit.  (49 
CFR  553.21.)  This  limitation  is  intended 
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to  ancoungB  oonunanten  to  detail  Xbmt 
primaiy  Bgamants  in  a  cnncitii  fuUon. 

Written  commeats  to  the  pid>lic 
docket  must  be  nceived  by  March  1, 
1993.  All  coouBeDts  received  before  the 
dose  of  business  on  the  comment 
closing  data  will  be  considered  and  will 
be  available  for  examination  faa  the 
docket  at  the  above  address  before  and 
after  that  date.  To  the  extent  possible, 
comments  filed  after  the  closing  date 
will  also  be  considered.  However,  the 
rulemaking  action  may  proceed  tA  any 
time  afterthat  date.  Following  the  dose 
of  the  comment  period,  NHTSA  and 
FHWA  will  publish  a  final  rule 
responding  to  the  comments.  NHTSA 
and  FHWA  will  continue  to  file  relevant 
material  in  the  docket  as  it  becomes 
available  after  the  closing  date,  and  it  is 
recommended  that  interested  persons 
continue  to  examine  the  docket  for  new 
material 

Those  persons  desiring  to  be  notified 
upon  receipt  of  their  comments  in  the 
docket  should  endose,  in  the  envelope 
with  their  comments,  a  self-addressed 
stamped  postcard.  Upon  receiving  the 
comments,  the  docket  supervisor  will 
return  the  postcard  by  mail. 

Copies  of  all  comments  will  be  placed 
in  Docket  92-40:  Notice  1  of  the  NHTSA 
Docket  Section  in  room  5109.  Nassif 
Building.  400  Seventh  Street.  SW.. 
Washington,  DC  20590. 

Federalism  Aaaessmeat 

This  rulemaking  action  has  been 
analyzed  in  accordance  with  the 
prindples  and  criteria  contained  in 
Executive  Order  12612,  and  it  has  been 
determined  that  it  will  have  no 
federalism  implication  that  warrants  the 
preparation  or  a  federalism  assessment. 

liiis  proposed  mle  would  not  have 
any  preemptive  or  retroactive  effect.  It 
imposes  no  requirements  on  the  States, 
but  rather  encourages  States  to  consider 
enacting  and  enforcing  legislation 
requiring  the  use  of  safety  belts  and 
motorcycle  helmets  through  the 
potential  transfer  of  Federal-aid 
highway  funds  to  the  402  program.  Any 
transfer  of  funds  would  not  take  place 
until  FY  1995,  and  States  can  avoid  the 
transfer  of  hinds  by  enacting  and 
enfordng  conforming  legislation.  The 
statute  does  not  establish  a  procedure 
for  }udidal  review  of  the  final  rules 
promulgated  under  its  provisions.  There 
is  no  requirement  that  individuals 
submit  a  petition  for  reconsideration  nor 
is  there  any  odier  administrative 
proceeding  required  before  they  may  file 
suit  in  court. 

Economic  and  Other  Effects 

raiTSA  has  analyzed  the  effoct  of  this 
action  and  has  detaoiteed  that  it  is  not 
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"major"  within  the  meaning  of 
Executive  Order  12291.  but  that  it  is 
"significant"  within  the  meaning  of 
Department  of  Transportation  regulatory 
poUcies  and  procedures.  A  Preliminary 
Regulatory  Evaluatirai  describing  in 
detail  the  expected  costs  and  benefits 
Gram  the  implementation  of  the  Act  has 
been  prepared  and  placed  in  the  docket. 
In  short,  NHTSA  estinftates  that  if  all  of 
the  States  without  safety  belt  or  helmet 
use  laws  were  to  pass  such  laws  to 
avoid  the  transfer  of  funds  296  lives 
would  be  saved  and  there  would  be 
7539  fewer  injuries,  including  4041 
fewer  serious  injuries,  each  year.  In 
terms  of  costs  to  the  States,  the  States 
with  conforming  laws  will  incur  no 
costs.  States  penalized  will  accrue  a  loss 
of  high%vay  construction  funds,  but 
these  monies  will  remain  in  the  State  to 
be  used  in  the  State's  402  hi^way 
safety  program.  For  many  States  this 
will  result  in  a  doubling  (or  more)  of  the 
States's  available  402  funding.  In  any 
event,  any  costs  to  States  resulting  from 
the  fund  transfer  are  a  result  of  the 
statute,  not  this  rule  and  are  avoidable 
)assage  of  the  requisite  usage  laws, 
le  agency  has  evaluated  the  effects 
of  this  proposed  rule  on  small  entities. 
Based  on  the  evaluation,  wre  certify  that 
this  rule  will  not  have  a  significant 
economic  impact  on  a  suhetuatial 
number  of  small  mitities.  The 
preparation  of  a  Kegulatory  Flexibility 
Analysis  is,  therefore,  unnecessary. 
The  agency  has  also  analyzed  this 
action  for  the  purpose  of  the  National 
Environmental  Policy  Act  The  agency 
has  determined  that  this  action  will  not 
have  any  effect  on  the  human 
environment. 

List  of  SHblecU  in  23  CFR  Part  1215 

Safety  belts.  Motorcycle  helmets. 
Transportation.  Highway  safety. 

In  accordance  with  the  foregoing,  part 
1215  of  title  23  of  the  Code  of  Federal 
Regulations  would  be  added  as  follows: 

PART  1215-USE  OF  SAFETY  BELTS 
AND  MOTORCYCLE  HELMETS- 
COMPLIANCE  AND  TRANSFER-OF- 
FUNDS  PROCEDURES 

S«:. 

1215.1  Scope 

1215.2  Purpose 

1215.3  DermitkHis 

1215.4  Complianca  Criteria 

1 21 5.5  NotificatioQ  of  Compliance  Status 

1215.6  Transfer  of  Funds 

1215.7  Use  of  Transferred  Funds 

Aolharily:  23  U.S.C  153,  delegation  of 
authority  at  49  CFR  1.5a 


determining  compliance  with  the 
requirement  that  States  not  baring 
sarety  belt  and  motorcycle  helmet  use 
laws  be  subject  to  a  transfer  of  Federal- 
aid  highway  apportionments  under  23 
U.S.C.  104  (bKD.  (bK2),  and  (bWa)  to  the 
highway  safety  program  apportionment 
under  23  U.S.C  402. 


This  part  establishes  criteria,  in 
accordaaoa  with  23  U.S.C  1S3.  far 


§1215.2    ._. 

The  purpose  of  this  part  is  to  clarify 
the  provisions  which  a  State  most 
incorporate  into  its  laws  to  prevent  the 
transfer  of  a  portion  of  its  Federal-aid 
highway  construction  and  hidiway 
safety  construction  fonds  to  tne  section 
402  highway  safety  program 
apportionment. 

11215.3  DeHniliona. 
As  used  in  this  part: 

Motor  Vehicle  means  any  vehicle 
driven  or  drawn  by  mechanical  poww 
manufactured  primarily  for  use  on 
public  highways,  except  any  vehide 
operated  exdusively  on  a  rail  or  rails. 

Motorcycle  means  a  motor  vehide 
which  is  designed  to  travel  on  not  more 
than  3  wheels  in  contact  with  the 
surface. 

Passenger  Vehicle  means  a  motor 
vehide  whidi  is  designed  for 
transporting  10  or  fewer  individuals, 
including  the  driver,  except  that  such 
term  does  not  indude  a  vehide  which 
is  constructed  on  a  truck  chassis,  a 
motorcycle,  a  trailer,  or  any  motor 
vehicle  which  is  not  required  on  the 
date  of  the  enactment  of  this  section 
under  a  Federal  motor  vehicle  safety 
standard  to  be  equipped  with  a  beh 
system. 

Safety  Beh  means:  with  respect  to 
open-body  passenger  vehicles, 
including  convertibles,  an  occupant 
restraint  system  consisting  of  a  lap  beh 
or  a  lap  belt  and  a  detachable  shoulder 
belt;  and  with  respect  to  other  passenger 
vehicles,  an  occupant  restraint  system 
consisting  of  integrated  lap  shoulder 
belts. 

11215.4  Compliance  critaria. 

(a)  In  order  to  avoid  the  transfer 
spedfled  in  §  1215.6  a  State  must  have 

a  law  which  makes  unlawful  throughout 
the  State  the  operation  of  a  motorcycle 
if  any  individ\ral  on  the  motorcycle  is 
not  wearing  a  motorcycle  hehnet. 

(b)  In  onMr  to  avoid  the  transfer 
specified  in  %  1215.6,  a  State  must  have 
a  law  which  makes  onlawful  throughout 
the  State  the  operation  of  a  passenger 
vehicle  whenever  an  indtvidttal  in  the 
front  seat  of  the  vehicle  (other  than  a 
child  who  is  secured  in  a  child  restraint 
system)  does  not  have  a  safety  belt 
properly  fastened  abont  the  individual's 
booy. 
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(c)  A  State  that  noacts  tba  laws 
sped  Red  in  paragraphs  (a)  and  (b)  of 
this  section  will  be  determined  to 
compty  with  23  U.S.C  153,  provided 
that  any  exempticHis  or  exceptions  are 
consistent  with  the  intent  of  paragraphs 
(a)  and  (b)  of  this  section  and  apply  to 
situations  in  which  the  risk  to 
occupants  is  very  low  or  in  which  there 
are  exigent  justifications. 

S  1215.5    Review  and  notMcatienef 
coflipRanoe  stadia. 

(a)  Review  of  each  State's  laws  and 
notification  of  compliance  status  with 
23  US.C.  153(h)  for  fiscal  year  1994 
shall  occur  in  accordance  with  the 
following  procedures: 

(1)  NHTSA  «vill  undertake,  independently, 
to  review  appropriate  State  laws.  NHTSA 
will  notify  States  by  certlfiad  mail  of 
NHTSA's  initial  assessment  of  compliance 
with  23  U.S.C  153(h)  by  September  30. 1893. 

(2)  If  NHTSA  initially  finds  that  a  State 
does  not  ccmiply,  the  notice  shall  state  the 
reasons  for  the  noncompliance  and  shall 
inform  the  State  that  it  may.  within  30 
calendar  days  of  its  receipt  of  the  notice, 
submit  documentation  showing  why  it  Is  in 
compliance.  Such  docomentatioa  shall  be 
submitted  to  the  Assodata  Administrator  for 
Regional  Operations.  NHTSA.  400  Seventh 
Street,  SW..  Washington,  DC.  2095a 

(3)  NHTSA  will  notify  each  State  by 
certified  mail  of  NHTSA's  final 
detennination  of  the  State's  compliance  or 
non-compliance  with  23  U.S.C  153(h)  by 
January  31.1994. 

(b)  Review  of  each  State's  laws  and 
notification  of  compliance  status  for 
fiscal  year  1995  and  beyond  shall  occur 
in  accordance  with  the  following 
procedures: 

(1)  NHTSA  will  undertaka.  independently, 
to  review  appropriate  State  laws.  NHTSA 
will  notify  States  by  certified  mail  of 
NHTSA's  initial  assessment  of  compliance 
with  23  U.S.C  153(h)  by  September  15  of  the 
fiscal  year  prior  to  the  fiscal  year  for  which 
compliance  is  being  reviewed. 

(2)  If  NHTSA  initially  finds  that  a  State 
does  not  comply,  the  notice  shall  state  the 
reasons  for  the  noncompliance  and  shall 
inform  the  state  that  it  may.  within  10 
woridng  days  of  its  receipt  of  the  notice, 
submit  documentation  showing  why  it  is  in 
compliance.  Such  documentation  shall  be 
submitted  to  the  Associate  Administrator  for 
Regional  Operations,  NHTSA.  400  Seventh 
Street,  SW..  Washington.  DC.  20950. 

(3)  NHTSA  will  notify  each  State  by 
certified  mail  of  NHTSA's  final 
detennination  of  the  State's  compliance  or 
non-compliance  with  23  U.S.C  153(h)  by 
October  10  of  the  fiscal  year  far  which 
compliance  is  being  reviewed. 

S121S.S   TrMMfar  of  funds. 

(a)  If,  at  any  time  in  fiscal  year  1994, 
a  State  does  not  have  in  effect  the  laws 
described  in  $  1215.4,  the  Secretary 
shall  trensfar  1 V^  percMit  of  the  ftinda 


apportioned  to  the  State  for  fiacal  yetf 
IMS  under  23  U.S.C  104  (b)(1),  (bK2) 
and  (bM3)  to  the  apportionmait  of  the 
State  under  23  U.S.C  402. 

(b)  If,  at  any  time  in  ■  fiscal  year 
beginning  after  September  30, 1994,  a 
State  does  not  have  in  efiiact  the  laws 
described  in  §  1215.4,  the  Secretary 
shall  transfer  3  percent  of  the  fiuds 
apportioned  to  the  State  fat  the 
succeeding  fiscal  year  xinder  23  U.S.C 
104  (b)(1),  (b)(2)  and  (b)(3)  to  the 
apportionment  of  the  State  under  23 
U.S.C  402. 

(c)  Any  obligation  limitation  existing 
on  the  transfened  construction  funds 
prior  to  transfer  will  apply, 
proportionately,  to  those  funds  after 
transfer. 

f1215.7    Ueeoftnmefarredfunda. 

(a)  Any  funds  transferred  under 
§  1215.6  may  be  used  for  approved 
projects  in  any  section  402  program 
area. 

(b)  Any  funds  transferred  tinder 

§  1215.6  shall  not  be  subject  to  Federal 
earmarking  of  any  amounts  or 
percentages  for  specific  program 
activities. 

<c)  The  Federal  share  of  the  cost  of 
any  project  carried  out  under  section 
402  with  the  transferred  funds  shall  be 
100%. 
Thomas  D.  Larsoa, 

Administrator,  Federal  Midway 
Administration. 

Issued  on:  January  11. 1993. 
Marion  C  Blakey, 

Administrator.  National  Highway  Traffic 
Safety  Administration. 
(FR  Doc  93-964  Filed  1-12-93;  10:44  am] 
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DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Sendee 

26  CFR  Part  52 

[PS-«»-«l] 

RIN1S45-AQ23 

Exporta  of  Chemicata  That  Deplete  the 
Ozone  Layer;  Special  Ruiea  for  Certain 
Medical  Uaea  of  Chemicala  That 
Deplete  the  Ozone  Layer 

AGENCY:  Internal  Revenue  Service, 
Treasury. 

ACTION:  Notice  of  proposed  rulemaking 
and  notice  of  public  hearing. 

SUMMARY:  This  document  contains 
proposed  regulations  relating  to  taxes 
imposed  on  exports  of  chemicals  that 
depl^e  the  oxone  layer,  taxes  imposed 
on  orone-depleting  liiemicals  used  as 


medical  sterilants  or  propellents  in 
metered-dose  inhalers,  and  floor  stocks 
taxes  on  ozone-d^Ieting  chemicals.  Hie 
proposed  regulatioBS  reflect  chaneae  to 
the  law  made  by  the  Omnibiu  Budget 
Reconciliation  Adt  of  1989,  the 
Omnibus  Budget  Reconciliation  Act  of 
1990,  and  the  Energy  Policy  Act  of  1992 
and  affect  persons  who  manufacttire, 
import,  export,  sell,  or  use  chemicals 
that  deplete  the  ozone  layer.  This 
document  also  provides  notice  of  a 
public  hearing  on  these  proposed 
regulations. 

DATES:  Written  commentB  and  requests 
to  speak  at  the  public  hearing  scheduled 
for  Thursday,  May  27, 1993.  must  be 
received  by  Marca  16, 1993.  Outlines  of 
oral  comments  to  be  presented  at  the 
hearing  must  be  received  by  May  6, 
1993. 

ADDRESSES:  Send  stibmissions  to: 
Internal  Revenue  Service,  P.O.  Box 
7604,  Ben  Franklin  Station,  Washington, 
DC  20044  (Attention:  CCCORP:T:R  (PS- 
89-91),  room  5228).  In  the  alternative, 
submissions  may  be  hand  delivered  to: 
CC-CORP:T:R  (PS-89-91),  biternal 
Revenue  Service,  room  5228. 1111 
ConstituticM)  Avenue,  NW.,  Washington, 
DC  20224.  The  public  hearing  will  be 
held  in  the  Commissioner's  Confraence 
Room,  room  3313,  Internal  Revenue 
Building,  1111  Constitution  Avenue, 
NW.,  Washington.  DC 
FOR  FURTNER  MFORMATKM  CONTACT: 
Concerning  the  proposed  regulations. 
Ruth  Hoffinan,  (202)  622-3130; 
concerning  the  submissions,  Carol 
Savage,  (202)  622-8452  (not  toll-free 
numbers). 

SUPPLEMENTARY  MFORHATION: 

Paperwork  Reduction  Act 

The  collections  of  information 
contained  in  this  notice  of  proposed 
rulemaking  have  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  in  accordance  with  the 
Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  3504(h)).  Comments  on  the 
collections  of  information  should  be 
sent  to  the  Office  of  Management  and 
Budget,  Attention:  Desk  Officer  for  the 
Department  of  the  Treasury,  Office  of 
Information  and  Regulatory  Affairs, 
Washington,  DC  20503,  with  copies  to 
the  Internal  Revenue  Service,  Attn:  IRS 
Reports  Clearance  Officer,  TfP, 
Washington,  DC  20224. 

The  requirements  for  collection  of 
information  in  this  proposed  regulation 
are  in  S§  52.4682-2(b)  (3)  and  (4). 
52.4682-2(d)  (4)  and  (5),  52.4682-2(d) 
(1).  (3)  and  (4),  and  52.4682-2(0(3).  This 
infonnatio)  is  required  by  the  Internal 
Revenue  Service  to  verify  compliance 
with  sections  4681  and  4682  of  the 
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Internal  Revenue  Code.  This 
information  will  be  used  to  determine 
whether  the  amount  of  tax  has  been 
computed  correctly.  The  likely 
respondents  and/or  recordkeepwrs  are 
businesses  and  other  organizations. 

These  estimates  are  an  approximation 
of  the  average  time  expected  to  be 
necessary  for  a  collection  of 
information.  They  are  based  on  such 
information  as  is  available  to  the 
Internal  Revenue  Service.  Individual 
respondents  and  recordkeepers  may 
require  more  or  less  time,  depending  on 
their  particular  circumstances. 

Estimated  total  annual  recordkeeping 
burden:  141  hours. 

Estimated  average  annual  burden  per 
recordkeeper:  0.2  hour. 

Estimated  number  or  recordkeepers: 
616. 

Estimated  total  annual  reporting 
burden:  60  hours. 

Estimated  average  burden  per 
respondent:  0.1  hour. 

Estimated  number  of  respondents: 
600. 

Estimated  frequency  of  responses:  On 

occasion. 
Background 

This  docmnent  contains  proposed 
regulations  relating  to  export  of  ozone- 
depleting  chemicals  (ODCs)  under 
sections  4681  and  4682  of  the  Internal 
Revenue  Code.  Section  4682(d)(3) 
provides  a  limited  exemption  from  tax 
for  ODCs  that  are  exported.  Although 
final  regulations  xmder  sections  4681 
and  4682  were  published  in  the  Federal 
Register  on  November  4. 1991  (56  FR 
56303),  the  section  of  the  final 
regulations  relating  to  exports  of  ODCs 
was  reserved.  These  proposed 
regulations  would  provide  the  rules 
relating  to  the  section  4682(d)(3)  export 
exemption. 

The  Energy  Policy  Act  of  1992 
(Energy  Act)  Increased  and  made 
uniform  the  base  tax  amounts  for  all 
ODCs  and  extended  the  floor  stocks  tax 
to  calendar  years  after  1994.  The  Energy 
Act  also  amended  section  4682(g)  to 
provide  a  reduced  rate  of  tax  for  (1) 
ODCs  used  as  propellants  in  metered- 
dose  inhalers  (for  years  after  1992)  and 
(2)  ODCs  used  as  medical  sterilants  and 
methyl  chloroform  (for  1993  only). 
These  proposed  regulations  would 
amend  the  existing  regulations  to  reflect 
and  provide  guidance  on  these  changes. 

Explanation  of  provisions 

Exports  of  ODCs 

The  proposed  regulations  provide 
guidance  on  the  limited  exemption  for 
exports  that  is  available  to 
manufacturers  and  importers  of  ODCs 


under  section  4682(d)(3).  Under  the 
proposed  regulations,  tax  is  not  Imposed 
with  respect  to  ODCs  that  are  sold  for 
export,  to  the  extent  that  (1)  the  tax 
benefits  from  the  sales  for  export  do  not 
exceed  certain  limits,  and  (2)  the 
procedures  specified  in  the  regulations 
are  followed.  These  include  procedures 
regarding  registration  of  persons  selling 
and  puidiasing  ODCs  for  export  and 
documentation  of  actual  export  of  the 

ODCs. 

The  proposed  regulations  follow  the 
rules  of  section  4682(d)(3)(B)  in 
providing  for  a  separate  limitation  on 
tax  benefits  for  sales  for  export  of  post- 
1989  ODCs  and  sales  for  export  of  post- 
1990  ODCs.  The  proposed  regulations 
define  these  separate  limits  as  the  "post- 
1989  ODC  exemption  amount"  and  the 
"post-1990  ODC  exemption  amount." 
Under  the  proposed  regulations,  the 
post-1989  ODC  exemption  amount  is  the 
aggregate  tax  benefit  available  to  a 
manufacturer  or  importer  from  the  sale 
for  export  of  post-1989  ODCs  in  a 
calendar  year.  The  post-1990  ODC 
exemption  amount  is  the  aggregate  tax 
benefit  available  to  a  manufacturer  or 
importer  from  the  sale  for  export  of 
post-1990  ODCs  in  a  calendar  year.  Tax 
is  imposed,  however,  on  a 
manufacturer's  or  importer's  sales  of 
ODCs,  even  if  the  ODCs  are  sold  for 
export,  if  the  tax  benefits  that  the 
manufacturer  or  importer  must  take  into 
account  for  the  calendar  year  would 
otherwise  exceed  the  relevant 
exemption  amoimt. 

Tlie  proposed  regulations  provide 
procedures  for  tax-free  sales  of  ODCs  by 
manufacturers  or  importers  if  the  ODCs 
are  to  be  exported.  However,  under  the 
proposed  regulations,  tax  is  imposed  on 
a  sale  for  export  unless  (1)  the  seller  and 
purchaser  are  registered  with  the  IRS, 
and  (2)  the  manufacturer  or  importer 
obtains  the  required  certificate  from  the 
purchaser.  In  addition,  imder  the 
proposed  regulations,  if  a  person 
purchases  ODCs  tax  free  for  export,  and 
the  person  does  not  export  the  ODCs  or 
sell  the  ODCs  to  a  second  purchaser  for 
export,  the  person  is  liable  for  tax  under 
section  4681  when  the  ODCs  are  sold  or 
used. 

Under  the  proposed  procedures,  if  a 
manufacturer  or  importer  sells  ODCs  for 
export  tax  free  and  meets  the 
registration  and  certification 
requirements,  the  manufacturer  or 
importer  need  not  obtain  documentation 
of  the  actual  export  of  the  ODCs. 
However,  the  person  who  purchases 
ODCs  for  export  is  required  to  document 
their  exportation  as  required  by  the 
Environmental  Protection  Agency. 

The  proposed  regulations  also  provide 
procedures  for  manufacturers  or 


importers  of  ODCs  to  claim  a  credit  or 
refund  of  tax  paid  writh  respect  to  ODCs 
that  are  exported.  To  claim  a  credit  or 
refund,  a  manufacturer  or  importer  must 
obtain  the  documentation  of  export 
required  by  the  Environmental 
Protection  Agency,  and  meet  certain 
other  conditions.  Persons  other  than 
manufacturers  and  importers  of  ODCs 
are  not  permitted  to  claim  a  credit  or 
refund  of  any  tax  included  in  the 
purchase  price  of  ODCs  they  export. 
Such  claims  may  only  be  made  by  a 
manufacturer  or  importer,  and  are  a  tax 
benefit  subject  to  the  limitation  of  the 
manufacturer's  or  importer's  exemption 
amount. 


Medical  Sterilants  and  Inhaler 
Propellants 

Under  section  4682(g)(4),  ODCs  used 
as  propellants  in  metered-dose  inhalers 
are  subject  to  a  reduced  rate  of  tax  in 
calendar  years  after  1992.  and  ODCs 
used  as  medical  sterilants  are  subject  to 
a  reduced  rate  of  tax  in  1993  only.  The 
proposed  regulations  permit  sales  of 
ODCs  to  purchasers  for  these  purposes 
at  a  reduced  rate  of  tax.  if  proper 
certification  is  provided  to  the 
manufactiu«r  or  importer  of  the  ODCs. 
The  certificates  and  procedures  for 
certification  are  similar  to  those  that 
apply  to  sales  of  ODCs  for  use  as  a 
feedstock  or  in  the  manufacture  of  rigid 
foam  insulation. 

If  a  purchaser  bought  ODCs  on  which 
the  full  tax  was  imposed  and  used  the 
ODCs  as  medical  sterilants  or 
propellants  in  metered-dose  inhalers,  a 
credit  or  refund  of  tax  is  available  to  the 
purchaser  for  the  excess  of  the  full  tax 
over  the  tax  determined  under  the 
reduced  rate.  The  proposed  regulations 
provide  guidance  on  how  the  credit  or 
refund  may  be  claimed. 

Floor  Stocks  Taxes 

Prior  to  its  amendment  by  the  Energy 
Act,  section  4682(h)  imposed  the  floor 
stocks  tax  on  January  1  of  calendar  years 
1990-1994.  llie  Energy  Act  extended 
the  floor  stocks  tax  to  apply  on  January 
1  of  calendar  years  after  1994.  The 
proposed  regulations  amend  the  existing 
regulations  to  reflect  this  change.  For 
example,  the  proposed  regulations 
provide  a  de  minimis  rule  for  floor 
stocks  tax  for  calendar  years  after  1994. 

Special  Analyses 

It  has  been  determined  that  these 
proposed  rules  are  not  major  rules  as 
defined  in  Executive  Order  12291. 
Therefore,  a  Regulatory  Impact  Analysis 
is  not  required.  It  also  has  been 
determined  that  section  553(b)  of  the 
Administrative  Procedure  Act  (5  U.S.C. 
chapter  5)  and  the  Regulatory  Flexibility 
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Act  (5  U.S.C  chapter  6)  do  not  apply  to 
these  regulations  and,  therefore,  an 
initial  Regiilatory  Flexibility  Analysis  is 
not  required.  Pursuant  to  section  7805(Q 
of  the  Internal  Revenue  Code,  these 
regulations  will  be  submitted  to  the 
Chief  Counsel  for  Advocacy  of  the  SmaU 
Business  Administration  for  conunent 
on  their  impact  on  small  business. 

Commenti  and  PuUic  Hiring 

Before  these  proposed  r^ulations  are 
adopted,  consideration  will  be  given  to 
any  written  comments  that  are  timely 
submitted  (prefiarably  a  signed  original 
and  eight  copies)  to  Uie  Internal 
Revenue  •Service.  All  comments  will  be 
available  for  public  inspection  and 
copying.  A  public  hearing  has  been 
scheduled  for  Thursday,  May  27, 1993, 
beginning  at  10  ajn.  Requests  to  speak 
may  be  submitted  by  anyone  that  timely 
submits  written  commoits. 

The  rules  of  §  601.601(a)(3)  of  the 
Statement  of  Procedural  Rules  (26  CFR 
part  601)  shall  apply  to  the  public 
hearing.  A  person  wishing  to  make  oral' 
comments  at  the  public  hearing  must 
file  written  comments  and  a  request  to 
speak  by  March  16, 1993  and  submit  an 
outline  of  the  oral  comments  to  be 
presented  and  the  time  to  be  devoted  to 
each  topic  by  May  6, 1903. 

Each  speaker  (or  group  of  speakers 
representing  a  single  entity)  will  be 
limited  to  10  minutes,  exclusive  of  the 
time  consumed  by  ansvrering  questi<m8 
from  the  panel  for  the  government. 

An  agenda  showing  the  sclMduliBg  of 
the  speakers  will  be  prepared  after  the 
deadline  for  receiving  outlines  has 
passed.  Copies  of  the  agenda  will  be 
available  £ree  of  charge  at  the  hearing. 

Because  of  access  restrictions,  visitors 
cannot  be  permitted  beyond  the  lobby  of 
the  Internal  Revenue  Building  befcne 
9:45  ajn. 

Drafting  Infiormation 

The  principal  authiv  of  these 
regulations  is  Ruth  Hofhnan,  OfBce  of 
Assistant  Chief  Counsel  (Passthroughs 
and  Special  Industries).  However, 
persoimel  from  other  offices  of  the  IRS 
and  Treasury  Department  participated 
in  their  development 

List  of  Sab|ect8  ia  26  CFR  Part  92 

CSiemicals,  Excise  taxes,  Patioleura. 

Proposed  AmeiMliiisuts  Id  tna 
Regulatioiis 

Accordingly,  26  CFR  part  52  is 
proposed  to  M  amended  as  felloiws: 

PART  52-CIIVIRONMENr AL  TAXES 

Paragraph  1.  The  authority  dtatkni 
for  part  52  is  aBMfidad  by  adding  the 
ipUawliig  dtatkHu 


Authority:  26  U.S.a  7805.  *  *  *  Section 
52.4682-5  also  issued  under  26  U.S.C 
4662(eK4).  *  •  • 

Par.  2.  Section  52.4681-0  is  amended 
by: 

1.  Adding  an  entry  for  $  52.4682- 
l(b)(2)(iv). 

2.  Revising  the  entries  for  $  52.4682- 
1  (0  and  (g). 

3.  Adding  entries  for  §S  52.4682-1  (h) 
throi^  (k)  and  52.4682-2(b)  (3)  and  (4). 

4.  Revising  the  entry  for  S  52.4682- 
2(d)  heading. 

5.  Adding  entries  for  §  52.4682-2(d) 
(4)  and  (5). 

6.  Adding  entries  for  §  52.4682-4(b)(2) 
(vi)  through  (viii)  and  (d)(4). 

7.  Revismg  the  entry  fm  §  52.4682- 
4(e)(5). 

8.  Adding  an  «itry  for  §  52.4682- 
4(e)(6). 

9.  Adding  entries  for  S  52.4682-5. 

10.  The  revisions  and  additions  read 
as  follows: 

I52.4M1-0    TaMaofeontwils. 


(viii)  ODCa  used  ■■  mediGal  sterilaiUa; 
1903. 

•         •         •         *         • 

(d)«  •  • 

(4)  Methyl  chlorofarm;  1993. 
(«)••* 

(5)  Calendar  years  after  1994. 

(6)  Exaiiq>Iet. 


§52.4682-1    Otoi»e-depleUngdtenucal$. 

(b)*  •  • 
(2)*  •  • 
(iv)  Special  nde  Cor  exports. 


({)  Methyl  chlorofcnn;  reduced  rate  of  tax 
in  1993. 
(g)  ODGs  used  as  medical  sterilants. 
(l)Pbaae-lnoftax 

(2)  Excess  payments. 

(3)  Definition  of  use  as  a  medical  sterilant 

(4)  Qualiiying  sale. 

(h)  ODCs  used  as  propellants  in  metered- 
dose  inhalers. 

(1)  Reduced  rate  of  tax. 

(2)  Excess  payments. 

(3)  Definition  of  metered-doee  inhaler. 

(4)  Qualifying  sale, 
(i)  [Reserved) 

(j)  Expoita;  croas  leJsraoce. 
(k)  Recycling  (Reserved] 

§52.4682-2    Quaiifying  uOes. 

(b)-  •  • 

(3)  Use  as  medica)  sterilants. 

(4)  Use  as  propellants  in  metered-dose 
inhalers.    . 


(d)  Ootttficote. 


(4)  Gertlficate  relating  to  OKk  used  as 
medical  sterilants. 

(5)  Certlficato  relating  to  ODGs  used  as 
propellants  in  metered-dose  inhalers. 


S52.46»2~«   FhorstodatoM. 
(b)*  •  • 

(2)*   *   • 

(vi)  ODCb  to  be  acpertad. 
(vil)  OOCs  used  as  propeUaals  In 
Inhalacs:  years  dker  1992. 


§52.4682-5    Export*. 

(a)  Overview. 

(b)  Exemption  or  partial  exemption  firam 
tax. 

(1)  In  general. 

(2)  Tax  imposed  if  exemption  amount 
exceeded. 

(i)  Post-1989  ODGs. 
(ii)  Post- 1990  ODGs. 
(iii)  Allocation  of  tax. 

(3)  Mixtures. 

(c)  Exemption  amount. 

(1)  Poct-1989  ODC  exemption  amount 

(2)  Post-1990  OOC  exemption  amount 

(3)  Definitions. 

(i)  1986  export  percentage, 
(ii)  1989  export  percentage. 

(d)  Procedural  requirements  relating  to  tax- 
free  sales  for  export 

(1)  Qualifying  sales, 
(i)  In  genwal. 
(ii)Quattfying  resale. 

(iii)  Special  rule  relating  to  sales  made 
before  )ufy  1.1993. 

(2)  Good  fdth  reliance. 

(3)  Certificate, 
(i)  In  gffnffral. 

(ii)  Model  certificates. 
(ill)  Use  of  Form  637  as  a  cattiflcate 
prtriiibited. 

(4)  Documentation  of  export 

(e)  Purchaser  liable  for  tax. 

(1)  Purchaser  in  qualifying  sale. 

(2)  Purchaser  in  qiudifying  resale. 
({)  Qredit  or  refund. 

(1)  la  general 

(2)  Limitatitm. 

(3)  Conditions  to  allowanoe  of  credit  or 
refund. 

(4)  Procedural  rules, 
(g)  Examines. 

(h)  Effective  date. 

Par.  3.  Section  52.4681-1  is  amended 
as  follows: 

1.  Paragr^h  (a)(3Xii)  is  revised. 

2.  Paragraph  (c)(7Xiii)(A)  is  revised. 

3.  Paragraph  (d)(3)  is  revised. 

4.  The  revised  provisions  read  as 
follows: 


152.4681-1    Ti 


(«)•  •  • 

(3)*  •  • 

(ii)  Dates  on  ¥rhich  tax  imposed.  The 
floor  stocks  tax  is  imposed  on  Jsntiaiy 
1  of  eadi  calendar  year  after  1989. 

W  •  • 

(7)'  •  • 
(iii)*  •  • 
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(A)  SecUon  52.4682-lO))(2)(iii) 
(relating  to  mixture  elections)  and  (iv) 
(relating  to  mixtures  for  export): 

(<!)••• 

(3)  Po8t-1989  ODCs  held  for  sale  or  for 
use  in  further  manufacturer  by  any 
person  other  than  the  manufacturer  or 
importer  thereof  of  January  1.  1990,  and 
post-1989  and  post-1990  ODCs  that  are 
so  held  on  January  1  of  each  calendar 
year  after  1990. 

Par.  4.  Section  52.4682-1  is  amended 
as  follows: 

1.  Paragraph  (a)  is  revised. 

2.  The  introductory  text  of  paragraph 
(b)(2)(ii)  is  revised. 

3.  Paragraphs  (b)(2)(iv)  is  added. 

4.  Paragraphs  (f)  and  (g)  are  revised. 

5.  Paragraph  (h)  is  added. 

6.  Paragraph  (i)  is  added  and  reserved. 

7.  Paragraph  (j)  is  added. 

8.  Paragraph  (k)  is  added  and 
reserved. 

9.  The  revised,  added,  and  reserved 
provisions  read  as  follows: 

§52.4682-1    Oton«-d*pl«ting  chemicals. 

(a)  Overview.  This  section  provides 
rules  relating  to  the  tax  imposed  on 
ozone-depleting  chemicals  (ODCs) 
under  section  4681,  including  rules  for 
identifying  taxable  ODCs  and 
determining  when  the  tax  is  imposed, 
and  rules  prescribing  special  treatment 
for  certain  ODCs.  See  §  52.4681-1  (a)(1) 
and  (c)  for  general  rules  and  definitions 
relating  to  the  tax  on  OlXls. 

(b)*  •  • 

(ii)  Mixtures.  Except  as  provided  in 
paragraphs  (b)(2)  (iii)  and  (iv)  of  this 
section,  the  creation  of  a  mixture 
containing  two  or  more  ingredients  is 
treated  as  a  use  of  the  ODCs  contained 
in  the  mixture.  Thus,  except  as  provided 
in  paragraphs  (b)(2)  (iii)  and  (iv)  of  this 

section — 

•        •        •        ■        • 

(iv)  Special  rule  for  exports.  The 
creation  of  a  mixture  for  export  is  not 
a  taxable  use  of  the  ODCs  contained  in 
the  mixture.  See  §  52.4682-5(e)  for  rules 
relating  to  Hability  of  a  purchaser  for  tax 
if  the  mixture  is  not  exported. 
***** 

(f)  Methyl  chloroform;  reduced  rate  of 
tc-  ■  :  1993.  The  amount  of  tax  imposed 
on  mc.  .>!  chloroform  is  determined 
under  st-tion  4682(g)(5)  if  the 
manufacturer  or  importer  of  the  methyl 
chloroform  sells  or  uses  it  during  1993. 

(g)  ODCs  used  as  medical  stehlants — 
(1)  Phase-in  of  tax— {i)  In  gei\eral.  The 
amount  of  tax  imposed  on  an  ODC  is 
determined  under  section  4682(g)(4)  if 
the  manufacturer  or  importer  of  the 
ODC— 


(A)  Uses  the  ODC  during  1993  as  a 
medical  sterilant;  or 

(B)  Sells  the  ODC  in  a  qualifying  sale 
(within  the  meaning  of  paragraph  (g)(4) 
of  this  section)  during  1993. 

(ii)  Amounf  o/ tax.  Under  section 
4682(g)(4),  ODCs  described  in  paragraph 
(g)(l)(i)  of  this  section  are  taxed  at  a 
reduced  rate  if  sold  or  used  during  1993. 

(2)  Excess  payments — (1)  in  general. 
Under  section  4682(g)(4)(B).  a  credit 
against  income  tax  or  a  refund  of  tax  is 
allowed  to  a  person  if— 

(A)  The  person  uses  an  ODC  during 
1993  as  a  medical  sterilant;  and 

(B)  The  amount  of  any  tax  paid  with 
respect  to  the  ODC  under  section  4681 
or  4682  exceeds  the  amount  that  would 
have  been  determined  under  section 
4682(g)(4).  ,     ^  ^ 

(ii)  Amount  of  credit  or  refund.  The 
amount  of  credit  or  refund  of  tax  is 
equal  to  the  excess  of — 

(A)  The  tax  that  was  paid  with  respect 
to  the  ODCs  under  sections  4681  and 
4682(g)(4);  over 

(B)  The  Tax  that  would  have  been 
imposed  under  section  4682(g)(4). 

(iii)  Procedural  rules.  (A)  The  amount 
determined  under  section  4682(g)(4)(B) 
and  paragraph  (g)(2)(ii)  of  this  section  is 
treated  as  credit  described  in  section 
34(a)  (relating  to  credits  for  gasoUne  and 
special  fuels)  unless  a  claim  for  refund 
has  been  filed. 

(B)  See  section  6402  and  the 
regulations  thereunder  for  procedural 
rules  relating  to  claiming  a  credit  or 
refund  of  tax. 

(3)  Definition  of  use  as  a  medical 
sterilant.  An  ODC  is  used  as  a  medical 
sterilant  if  it  is  used  in  the  manufacture 
of  sterilant  gas. 

(4)  Qualifying  sale.  A  sale  of  an  ODC 
for  use  as  a  medical  sterilant  is  a 
qualifying  sale  if  the  requirements  of 

§  52.4682-2(b)(3)  are  satisfied  with 
respect  to  the  sale. 

(h)  ODCs  used  as  propel lants  in 
metered-dose  inhalers-Al)  Reduced 
rate  of  tax — (i)  In  general.  The  amount 
of  tax  imposed  on  an  ODC  is  determined 
under  section  4682(g)(4)  if  the 
manufacturer  or  iinporter  of  the  ODC — 

(A)  Uses  the  ODC  after  1992  as  a 
propellant  in  a  metered-dose  inhaler;  or 

(B)  Sells  the  ODC  in  a  qualifying  sale 
(within  the  meaning  of  paragraph  (h)(4) 
of  this  section)  after  1992. 

(ii)  Amount  of  tax.  Under  section 
4682(g)(4),  ODCs  described  in  paragraph 
(h)(l)(i)  of  this  section  are  taxed  at  a 
reduced  rate  if  sold  or  used  after  1992. 

(2)  Excess  payments — (i)  In  general. 
Under  section  4682(g)(4)(B).  a  credit 
against  income  tax  or  a  refund  of  tax  is 
allowed  to  a  person  if — 

(A)  The  person  uses  an  ODC  after 
1992  as  a  propellant  in  a  metered-dose 
inhaler;  and 


(B)  The  amount  of  any  tax  paid  with 
respect  to  the  ODC  under  section  4681 
or  4682  exceeds  the  amount  that  would 
have  been  determined  under  section 

4682(g)(4).  ,     _,  ^^ 

(ii)  Amount  of  credit  or  refund.  The 
amount  of  credit  or  refund  of  tax  is 
equal  to  the  excess  of — 

(A)  The  tax  that  was  paid  with  respect 
to  the  ODCs  imder  sections  4681  and 
4682(g)(4);  over 

(B)  The  tax  that  would  have  been 
imposed  under  section  4682(g)(4). 

(iii)  Procedural  rules — (A)  The 
amount  determined  under  section 
4682(g)(4)(B)  and  paragraph  (h)(2)(ii)  of 
this  section  is  treated  as  a  credit 
described  in  section  34(a)  (relating  to 
credits  for  gasoline  and  special  fuels) 
unless  a  claim  for  refund  has  been  filed. 

(B)  See  section  6402  and  the 
regulations  thereunder  for  procedural 
rules  relating  to  claiming  a  credit  or 
refund  of  t£ix. 

(3)  Definition  of  metered-dose  inhaler. 
A  metered-dose  inhaler  is  an  aerosol 
device  that  delivers  a  precisely- 
measured  dose  of  a  therapeutic  drug 
directly  to  the  lungs. 

(4)  Qualifying  sale.  A  sale  of  an  ODC 
for  use  a  propellant  for  a  metered-dose 
inhaler  is  a  qualifying  sale  if  the 
requirements  of  §  52.4682-2(b)(4)  are 
satisfied  with  respect  to  the  sale. 

(i)  [Reserved) 

(j)  Exports;  cross-reference.  For  the 
'  treatment  of  exports  of  ODCs,  see 
§52.4682-5. 

(k)  Recycling.  (Reserved)  ^ 

Par.  5.  Section  52.4682-2  is  amended 
as  follows: 

1.  Paragraphs  (a)(l)(iii)  and  (iv)  are 
added. 

2.  The  second  sentence  of  paragraph 
(a)(2)  is  amended  by: 

a.  Removing  "submission  of  a 
document  to"  and  adding  "registration 
with"  in  its  place. 

b.  Removing  "registration  certificates" 
and  adding  "certificates"  in  its  place. 

3.  Removing  "registration"  from 
paragraphs  (b)(l)(i)  and  (b)(2)(i). 

4.  Paragraphs  (b)(3)  and  (4)  are  added. 

5.  The  heading  for  paragraph  (d)  is 
revised. 

6.  Paragraph  (d)(l)(i)  is  revised. 

7.  Paragraphs  (d)(4)  and  (5)  are  added. 

8.  The  added  and  revised  provisions 
read  as  follows: 

§52.4682-2    Qualifying  sales. 

(a)  *   •   • 

(D*   •   * 

(iii)  Under  section  4682(g)(4)  and 
§  52.4682-l(g)  (relating  to  ODCs  used  as 
medical  sterilants).  ODCs  sold  in 
qualifying  sales  are  taxed  at  a  reduced 
rate  in  1993. 

(iv)  Under  section  4682(g)(4)  and 
§  52.4682-l(h)  (relating  to  ODCs  used  a 
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propellants  in  metered-dose  inhalers). 
ODCS  sold  in  qualifying  sales  are  taxed 
at  a  reduced  rate  in  years  after  1992. 

(b)*  *  • 

(3)  Use  as  medical  sterihnts.  A  sales 
of  ODCs  is  a  qualifying  sale  for  purposes 
of  §  52.4682-1  (g)  if  the  manufacturer  or 
importer  of  the  ODCs — 

(i)  Obtains  a  certificate  in 
substantially  the  form  set  forth  in 
paragraph  (d)(4)  of  this  section  from  the 
purdiaser  of  the  ODCs;  and 

(ii)  Relies  on  the  certificate  in  good 
faith. 

(4)  Use  as  propellants  in  metered-dose 
inhalers.  A  sale  of  ODCs  is  a  qualifying 
sale  for  purposes  of  §§  52.4682-l(h)  and 
52.4682-4(b)(2)(vii)  if  the  manufacturer 
or  importer  of  the  ODCs — 

(i)  Obtains  a  certificate  in 
substantially  the  form  set  forth  in 
paragraph  (d)(5)  of  this  section  from  the 
purchaser  of  the  ODCs;  and 

(ii)  Relies  on  the  certificate  in  good 
faith. 

•  I       •        *        *        • 

(d)  Certificate— (1)  *  *  *  (i)  Rules 
relating  to  all  certificates.  This 
paragraph  (d)  Sets  forth  the  form  of  the 
certificates  that  satisfy  the  requirements 
of  paragraphs  (b)(1)  through  (4)  of  this 
section.  The  certificate  shall  consist  of 
a  statement  executed  and  signed  under 
penalties  of  perjury  by  a  person  with 
authority  to  bind  the  purchaser.  A 
certificate  provided  under  paragraph 
(d)(2)  or  (d)(S)  of  this  section  may  apply 
to  a  single  purchase  or  to  multiple 
purchases  and  need  not  specify  an 
expiration  date.  A  certificate  provided 
under  paragraph  (d)(3)  or  (d)(4)  of  this 
section  may  apply  to  a  single  purchase 
or  multiple  purchases,  and  will  expire 
as  of  December  31, 1993,  unless  an 
earlier  expiration  date  is  specified  in  the 
certificate.  A  new  certificate  must  be 
given  to  the  supplier  if  any  information 
on  the  current  certificate  changes.  The 
certiikrate  may  be  included  as  part  of 
any  business  records  normally  used  to 
document  a  sale. 


(4)  Certificate  relating  to  ODCs  used 
as  medical  sterilants — (i)  ODCs  thai  will 
be  resold  for  use  by  the  second 
purchaser  as  medical  sterilants.  If  the 
purchaser  will  resell  the  ODCs  to  a 
second  purchaser  for  use  by  such 
second  purchaser  as  medical  sterilants, 
the  certificate  provided  by  the  purchaser 
must  be  in  substantially  the  following 
farm: 


Certificate  of  Purchaser  of  Ghemicala  That 
Will  Be  Resold  fior  Use  by  the  Second 
Purchaser  as  Medical  Stnllants 

(To  support  tax-reduced  sales  under 
section  4682(g)(4)  of  the  Internal  Revenue 
Code.) 
Effective  date 


Expiration  date    

(not  after  12/31/93) 

The  undersigned  purchaser  (Purchaser) 
certifies  the  following  under  penalties  of 
perjury: 

liie  following  percentage  of  ozone- 
depleting  chemicals  purchased 
from 

(name  and  address  of  seller) 
will  be  resold  by  Purchaser  to  persons 
(Second  Purchasers)  that  certify  to  Purchaser 
thatihey  are  purchasing  the  ozoneHiepleting 
chemicals  for  use  as  medical  sterilants  (as 
defined  in  $  52.4682-l(g)(3)  of  the 
Environmental  Tax  Regulations). 


provide  a  certificate  has  been  withdrawm 
from  any  Second  Purchaser  who  will 
purchase  ozone-depleting  chemical  to  which 
this  certificate  applies. 

Purchaser  understands  that  the  fraudulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  making  such  fraudulent  use  of 
this  certificate  to  a  fine  or  imprisonment,  or 
both,  togethCT  with  the  costs  of  prosecution. 

.Signature 

Printed  or  typed  name  of  person  signing 

Title  of  person  signing 

Name  of  purchaser 


Address 


Product 


Percentage 


CFC-12  

This  certificate  applies  to  (check  and 
complete  as  applicable): 

All  shipments  to  Purchaser  at  the 

following  location(s): 


Taxpayer  identifying  number 

(ii)  ODCs  that  will  be  used  by  the 
purchaser  as  medical  sterilants.  If  the 
purchase  will  use  the  ODCs  as  medical 
sterilants,  the  certificate  provided  by  the 
purchaser  must  be  in  substantially  the 
following  form: 

Certificate  of  Purchaser  of  Chemicals  That 
Will  Be  Used  by  the  Purchaser  as  Medical 
Sterilants 

(To  support  tax-reduced  sales  under  section 
4682(^(4)  of  the  Internal  Revenue  Code.) 
Effective  date  


.All  shipments  to  Purchaser  under         Expiration  date 


the  following  Purchaser  account  number(s): 


.All  shipments  to  Purchaser  under 


the  following  purchase  order(s): 


One  or  more  shipments  to 

Purchaser  identified  as  follows: 


Purchaser  will  not  claim  a  credit  or  refund 
under  section  4682(g)(4)  of  the  Internal 
Revenue  Code  for  any  ozone-depleting 
chemicals  covered  by  this  certificate. 

Purchaser  understands  that  any  use  by 
Purchaser  of  the  ozone-depleting  chemicals 
to  which  this  certificate  applies  other  than 
for  the  purpose  set  forth  in  this  certificate 
may  result  in  the  withdrawal  by  the  Internal 
Revenue  Service  of  Purchaser's  right  to 
provide  a  certificate. 

Purchaser  will  retain  the  business  records 
needed  to  document  the  sales  covered  by  this 
certificate  and  will  make  such  records 
available  for  inspection  by  Government 
officers.  Purchaser  also  will  retain  and  make 
available  for  inspection  by  Government 
officers  the  certiificates  of  its  Second 
Purchasers. 

Purchaser  has  not  been  notified  by  the 
Internal  Revenue  Service  that  its  ri^t  to 
provide  a  certificate  has  been  withdrawn.  In 
addition,  the  Internal  Revenue  Service  has 
not  notified  Purchaser  that  the  right  to 


(not  after  12/31/93) 

The  undersigned  purchaser  (Purchase) 
certifies  the  following  under  penalties  of 
perjury: 

The  following  percentage  of  ozone-depleting 
chemicals  purchased  fr«Mn    

(name  and  address  of  seller) 
will  be  used  by  Purchaser  as  medical 
sterilanU  (as  defined  in  S  52.4682-l(g)(3)  of 
the  Environmental  Tax  Regulations). 


Product 


Percentage 


CFC-12  

This  certificate  applies  to  (chedi  and 
complete  as  applicable): 

All  shipments  to  Purchaser  at  the 

following  location(s): 


.All  shipments  to  Purchaser  imder 


the  following  Purchaser  account  numberf  s): 


.All  shipments  to  Purchase  under 


the  following  purchase  order(s): 


One  ore  more  shipments  to 

Purchaser  identified  as  follows: 
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Puichascr  will  not  claim  a  credit  or  refund 
under  section  46a2{gM4)  of  the  Internal 
RevBDue  Code  for  any  ozone^epleting 
chemicals  covered  by  thi»  certificate. 

Purchaser  understands  that  any  use  by 
Purchaser  of  the  ozone-depleting  chemicals 
to  which  this  certificate  applies  other  than  as 
medical  sterilants  may  result  in  the 
withdrawal  by  the  Internal  Revenue  Service 
of  Purchaser's  right  to  provide  a  certificate. 

Purchaser  will  retain  the  business  records 
needed  to  document  the  use  as  medical 
sterilants  of  the  ozone-depleting  chemicals  to 
which  this  certificate  applies  and  will  make 
such  records  available  for  inspection  by 
Government  officers. 

Purchaser  has  not  been  notified  by  the 
Internal  Revenue  Service  that  its  right  to 
provide  a  certificate  has  been  withdrawn. 

Purchaser  understands  that  the  fraudulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  naaking  such  fraudulent  use  of 
this  certificate  to  a  fine  or  imprisonment,  or 
both,  together  with  the  costs  of  prosecution. 

Signature 


This  certificate  applies  to  (check  and 
complate  as  applicable}: 

All  shipments  to  Purchaser  at  the 

following  location(s): 


Printed  or  typed  name  of  person  signing 
Title  of  person  signing 
Name  of  purchaser 
Address 


Product 


Percentage 


CFC-11 
CFC-12 
CFG-114 


All  shipments  to  Purchaser  under 

the  following  Purchaser  account  numberfs): 


_A11  shipments  to  Purchaser  under 


dose  inhalers,  the  certificate  provided 
by  the  purchaser  must  be  in 
substantially  the  following  form: 

Certificate  of  Purchaser  of  Chemicals  That 
Will  Be  Used  by  the  Purchaser  as  Propellants 
in  Metered-dose  Inhalers 
(To  support  tax-reduced  sales  under  section 
4682(g)^)  of  the  Internal  Revenue  Code.) 

Date    ■ — 

The  undersigned  purchaser  (Purchaser) 
certifies  the  following  under  penalties  of 
perjury: 

The  following  percentage  of  ozone-depleting 
chemicals  purchased  from    — ■ — 


the  following  purchase  orderfs): 


_One  or  more  shipments  to 


Purchaser  identified  as  follows: 


Taxpayer  identifying  number 

(5)  Certificate  relating  to  ODCs  used 
as  propellants  in  metered-dose 
inhalers— {i)  ODCs  that  will  be  resold  for 
use  by  the  second  purchaser  as 
propellants  in  metered-dose  inhalers.  If 
the  purchaser  will  resell  the  ODCs  to  a 
second  purchaser  for  use  by  such 
second  purchaMr  as  propellants  in 
metered-dose  inhalers,  the  certificate 
provided  by  the  purchaser  must  be  in 
substantially  the  following  form: 

Certificate  of  Purchaser  of  Chemicals  That 

Will  Be  Resold  for  Use  by  the  Second 

Purchaser  as  Piopellanti  in  Metered-dose 

Inhalers 

(To  support  tax-reduced  sales  under  section 

4682(g)(4]  of  the  Internal  Revenue  Code.) 

Date    

The  undersigned  purchaser  (Purchaser) 
certifies  the  following  under  penalties  of 
perjury: 

The  following  percentage  of  ozone-depleting 
chemicals  ptirchasad  from   

(name  and  address  of  seller) 
will  be  resold  by  Purchaser  to  persons 
(Second  Purchasers)  that  certify  to  Purchaser 
that  they  are  purchasing  the  ozone-depleting 
chemicals  for  use  as  propellants  in  metered- 
dose  inhalers  (as  defined  in  $  S2.4682-l(b)(3) 
of  the  Environmental  Tax  Regulations). 


Purchaser  will  not  claim  a  credit  or  refund 
under  section  4682(g)(4)  of  the  Internal 
Revenue  Code  for  any  ozone-depleting 
chemicals  covered  by  this  certificate. 

PurtAaser  understands  that  any  use  by 
Purchaser  of  the  ozone-depleting  chemicals 
to  which  this  certificate  applies  other  than 
for  the  purpose  set  forth  in  this  certificate 
may  result  in  the  withdrawal  by  the  Internal 
Revenue  Service  of  Purchaser's  right  to 
provide  a  certificate. 

Purchaser  will  retain  the  business  records 
needed  to  docxmient  the  sales  covered  by  this 
certificate  and  will  make  such  records 
available  for  inspection  by  Government 
officers.  Purchaser  also  will  retain  and  make 
available  for  inspection  by  Government 
officers  the  certificates  of  its  Second 
Purchasers. 

Purchaser  has  not  been  notified^y  the 
Internal  Revenue  Service  that  its  right  to 
provide  a  certificate  has  been  withdrawn.  In 
addition,  the  Internal  Revenue  Service  has 
not  notified  Purchaser  that  the  right  to 
provide  a  certificate  has  been  withdrawn 
from  any  Second  Purchaser  who  will 
purchase  ozone-depleting  chemicals  to 
which  this  certificate  applies. 

Purchaser  understands  that  the  fraudulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  making  such  fraudulent  use  of 
this  certificate  to  a  fine  or  imprisonment,  or 
both,  together  with  the  costs  of  prosecution. 


Signature 


Printed  or  typed  name  of  person  signing 


Title  of  person  signing 


Name  of  purchaser 


Address 


Taxpayer  Identifying  number 

(ii)  ODCs  that  will  be  used  by  the 
purchasu'  as  propellants  in  metered- 
dose  itOialers.  If  the  ptirchaser  will  use 
the  ODCs  as  propellants  in  metered- 


(name  and  address  of  seller) 

will  be  used  by  Purchaser  as  propellants  in 

metered-dose  inhalers  (as  defined  in 

§  52.4682-l(h)(3)  of  the  Environmental  Tax 

Regulations). 


Product 


Percentage 


CFC-11  

CFC-12  

CFC-114  _ 

This  certificate  applies  to  (check  and 
complete  as  applicable): 

All  shipments  to  Purchaser  at  the 

following  location(s): 


All  shipments  to  Purchaser  under 


the  following  Purchaser  account  number(8) 


All  shipments  to  Purchaser  under 


the  following  purchase  order(s): 


.One  or  more  shipments  to  Purchaser 


identified  as  follows: 


Purchaser  will  not  claim  a  credit  or  refund 
under  section  4682(g)  (4)  of  the  Internal 
Revenue  Code  for  any  ozone-depleting 
chemicals  covered  by  this  certificate. 

Purchaser  tmderstands  that  any  use  by 
Purchaser  of  the  ozone-depleting  chemicals 
to  which  this  certificate  applies  other  than  as 
propellants  in  metered-dose  inhalers  may 
result  in  the  withdrawal  by  the  Internal 
Revenue  Service  of  Purchaser's  right  to 
provide  a  certificate. 

Purchaser  will  retain  the  business  records 
needed  to  document  the  use  as  propellants  in 
metered-dose  inhalers  of  the  ozone-depleting 
chemicals  to  which  this  certificate  applies 
and  will  make  such  records  available  for 
inspection  by  Government  officers. 

i>urchaser  has  not  been  notified  by  the 
Internal  Revenu*  Sendee  that  Its  rlf^t  to 
provide  a  certificate  has  been  withdrawn. 

Purrfaaser  understands  that  the  fraudulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  making  such  fraudulent  use  of 
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this  certificate  to  a  fine  or  miprisoiiment,  or 
both,  together  with  the  cost*  of  prosecution. 

Signature 

Printed  or  typed  name  of  person  signing 

Title  of  person  signing 


Name  of  Purchaser 


Address 


Taxpayer  identifying  number 

Par.  6.  Section  52.4682-4  is  amended 
as  follows: 

1.  Paragraph  (b)(2)  is  amended  by 
removing  the  introductory  text. 

2.  Paragraph  (b)(2)(i)(B)(})  is  amended 
by  revising  the  first  sentence. 

3.  Paragraphs  (b)(2)(vi)  throu^  (viii) 
are  added. 

4.  Paragraph  (d)(l)(i)  is  amended  by 
adding  a  sentence  at  the  end  of  the 
paragraph. 

5.  Paragraph  (d)(l)(iv)(A)(l)  is  revised, 

6.  Paragraph  (d)(4)  is  added. 

7.  Paragraph  (e)(4)(i)  is  revised. 

8.  Paragraph  (e)(5)  is  redesignated  as 
paragraph  (e)(6)  and  a  new  paragraph 
(e)(5)  is  added. 

g.  Newly  designated  paragraph  (e)(6) 
is  amended  by  revising  Example  5. 

10.  The  added  and  revised  provisions 
read  as  follows: 

S  52.4682-4    Floor  stocks  tax. 

•         •        *         •         • 

(b)-  •  • 
(2)«  •  • 

m*  *  * 

(B)*  •  • 

[l)In  general.  In  the  case  of  the  floor 
stocks  tax  imposed  on  January  1  of  a 
calendar  year  after  1990,  the  tax  is  not 
imposed  on  an  ODC  that  has  been 
mixed  with  any  other  ingredients,  but 
only  if  it  is  established  that  such 
ingredients  contribute  to  the 
accomplishment  of  the  purpose  for 
which  the  mixture  will  be  used.  *  *  * 

(vi)  ODCs  to  be  exported— {A)  In 
general.  The  floor  stocks  tax  is  not 
imposed  on  any  ODC  that  was  sold  in 
a  quaUfying  sale  for  export  (as  defined 
in  §  52.4682-5(d)(l)). 

(B)  ODCs  sold  before  January  1, 1993. 
An  0£)C  that  was  sold  by  its 
manufacturer  or  importer  before  January 
1, 1993,  is  treated,  for  ptirposes  of  this 
paragraph  (b)(2)(vi),  as  an  ODC  that  was 
sold  in  a  qualifying  sale  for  export  for 
purposes  of  §  52.4682-5(d)(l)  if  the  ODC 
will  be  exported. 

(vii)  ODCs  used  as  propellants  in 
metered-dose  inhalers;  years  after 


1992— {A)  In  gfineral.  The  floor  stocks 
tax  is  not  imposed  on  January  1  of 
calendar  years  after  1992  on  any  OE)C 
tfiat  was  sold  in  a  qualifying  sale  for  use 
as  a  propellent  in  a  metered-dose 
inhaler  (as  defined  in  §  52.4682-l(h)). 

(B)  ODCs  sold  before  January  1, 1993. 
An  CyOC  that  was  sold  by  its 
manufacturer  or  importer  before  January 
1„  1993,  is  treated,  for  purposes  of  this 
paragraph  (b)(2)(vii),  as  an  0£)C  that  was 
sold  in  a  qualifying  sale  for  ptirposes  of 
§  52.4682-l(h)  if  the  ODC  will  be  usad 
as  a  propellant  in  a  metered-dose 
inhaler  (within  the  meaning  of 
§  52.4682-l(h)). 

(viii)  ODCs  used  as  medical  sterilants; 
1993.  The  floor  stocks  tax  is  not 
imposed  in  1993  on  any  OE)C  held  for 
use  as  a  medical  sterilant  (as  defined  in 
§  52.4682-1  (g)). 

(d)-  •  • 

(1)«  •  • 

(i)  •  *  *  The  amount  of  the  floor 
stodcs  tax  imposed  on  the  ODCs 
contained  in  a  nonexempt  mixture  is 
computed  on  the  basis  of  the  weight  of 
the  ODCs  in  that  mixture. 


(iv)*  •  • 

(A)*  •  • 

{!)  The  tentative  tax  amount  is 
determined,  except  as  provided  in 
paragraph  (d)(2),  (3),  or  (4)  of  this 
section,  by  reference  to  the  rate  of  tax 
prescribed  in  section  4681(b)(1)(B)  and 
the  ozone-depletion  factors  prescribed 
in  section  4682(b). 
•        •        «        •        • 

(4)  Methyl  chloroform:  1993.  In  the 
case  of  methyl  chloroform,  the  tentative 
tax  amoimt  is  determined  under  section 
4682(b)(5)  for  purposes  for  computing 
the  floor  stocks  tax  iijiposed  on  January 
1.1993. 

(e)  •  •  • 

(4)  •  •  • 

(i)  At  least  400  pounds  of  ODCs  that 
are  not  described  in  paragraph  (d)(2)  or 
(d)(3)  of  this  section  and  are  otherwise 
subject  to  tax; 

a  •  •  •  • 

(5)  Calendar  years  after  1994.  In  the 
case  of  the  floor  stocks  tax  imposed  on 
January  1  of  1995  and  each  following 
calendar  year,  a  person  is  liable  for  the 
tax  only  if,  on  such  date,  the  person 
holds — 

(i)  At  least  400  pounds  of  ODCs  that 
are  not  described  in  paragraph  (d)(3)  or 
(d)(4)  of  this  section  and  are  otherwise 
subject  to  tax; 

(ii)  At  least  50  pounds  ODCs  that  are 
described  in  paragraph  (d)(3)  of  this 
section  and  are  oUierwise  subject  to  tax; 
or 

(iii)  At  least  1000  pounds  of  ODCs 
that  are  described  in  paragraph  (d)(4)  of 


this  section  and  are  otherwise  subject  to 
tax. 
(6)  •  •  • 

Example  S.  (a)  On  January  1, 1994,  D  holds 
for  sale  300  potinds  of  CFC-113  (an  ODC  not 
described  in  paragraph  (d)(2)  or  (d)(3)  of  this 
section)  and  25  pounds  of  Halon-1301  (an 
ODC  described  in  paragraph  (d)(3)  of  this 
section).  D  is  liable  for  the  floor  stocks  tax 
imposed  on  January  1, 1994,  because  25 
pounds  of  Halon-1301  exceeds  the  de 
minimis  amount  specified  in  paragraph 
(e)(4)(iii)  of  this  section.  The  300  pounds  of 
CFC-113  is  less  than  the  amount  specified  in 
paragraph  (e)(4)(i)  of  this  section. 
Neverthless,  tax  is  imposed  on  both  the  25 
pounds  of  Halon-1301  and  the  300  pounds  of 
CFG-113. 

(b)  The  amount  of  the  floor  stock  tax  it 
determined  separately  for  the  300  pounds  of 
CFC-113  and  the  25  pounds  of  Halon-1301 
and  is  equal  to  the  difference  between  the 
tentative  tax  amoimt  and  the  amount  of  tax 
previously  imposed  on  those  ODCs.  For 
Halon-1301,  for  example,  the  tax  is 
determined  as  follows.  The  tentative  tax 
amoimt  is  S1,087.50  ($4.35  (the  base  tax 
amount  of  1994)  x  10  (the  ozone-depletion 
factor  for  Halon-1301)  x  25  (the  number  of 
pounds  held)).  The  tax  previously  imposed 
on  the  Halon-1301  is  S6.28  ($3.35  (the  base 
tax  amount  in  1993)  x  10  (the  ozone- 
depletion  factor  for  HaloQ-1301)  x  0.75 
percent  (the  applicable  percentage 
determined  under  section  4682(^2)(A))  x  25 
(the  number  of  pounds  held)).  Thus,  the  floor 
stocks  tax  imposed  on  the  25  pounds  of 
Halon-1301  in  1994  is  $1,081.22,  the 
difference  between  $1,087.50  (the  tentative 
tax  amount)  and  $6.28  (the  tax  previously 
imposed). 

Par.  7.  Section  52.4682-5  is  added  to 
read  as  follows: 

S52.4682-S    Exports. 

(a)  Overview.  This  section  provides 
rules  relating  to  the  tax  imposed  under 
section  4681  on  ozone-depleting 
chemicals  (ODCs)  that  are  exported.  In 
general,  tax  is  not  imposed  on  ODCs 
Uiat  a  manufacturer  or  importer  sells  for 
export,  or  for  resale  by  the  purchaser  to 
a  second  purdiaser  for  export,  if  the 
procedural  requirements  set  forth  in- 
paragraph  (d)  of  this  section  are  met. 
The  tax  benefit  of  this  exemption  is 
limited,  however,  to  the  manufacturer's 
or  importer's  exemption  amount.  Thus, 
if  the  tax  that  would  otherwise  be 
imposed  \mder  section  4681  on  ODCs 
that  a  manufacturer  or  importer  sells  for 
export  exceeds  that  exemption  amount, 
a  tax  equal  to  the  excess  is  imposed  on 
the  ODCs.  The  exemption  amount, 
which  is  determined  separately  for  post- 
1989  ODCs  and  post-1990  ODCs.  is 
calculated  for  each  calendar  year  in 
accordance  with  the  rules  of  paragraph 
(c)  of  this  section.  This  section  also 
provides  rules  under  which  a  tax 
imposed  under  section  4681  on 
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mqKuted  ODCa  may  be  cndited  or 
refunded,  subject  to  the  same  limit  on 
tax  benefits,  if  the  procedural 
requirements  set  forth  in  paragraph  (f)  of 
this  section  are  met.  See  §  52.4681-l(c) 
for  definitions  relating  to  the  tax  on 

ODCa. 

(b)  Exemption  or  partial  exemption 
from  fax— (1)  In  general.  Except  as 
provided  in  paragraph  (b)(2)  of  this 
section,  no  tax  is  imposed  on  an  ODC 
if  the  manufacturer  or  importer  of  the 
ODC  sells  the  ODC  in  a  qualifying  sale 
for  export  (within  the  meaning  of 
paragraph  (d)(1)  of  this  section). 

(2)  Tax  imposed  if  exemption  amount 
exceeded— {\)  Post-1989  ODCs.  The  tax 
imposed  on  post-1989  ODCs  that  a 
manufacturer  or  importer  sells  in 
qualifying  sales  for  export  during  a 
calendar  year  is  equal  to  the  excess  (if 
any)  of— 

(A)  The  tax  that  would  be  imposed  on 
the  ODCs  but  for  section  4682(dj(3)  and 
this  section;  over 

(B)  The  post-1989  ODC  exemption 
amount  for  the  calendar  year 
determined  under  paragraph  (c)tl)  of 
this  section. 

(ii)  Post-1990  ODCs.  The  tax  imposed 
on  post-1990  ODCs  that  a  manufacturer 
or  importer  sells  in  qualifying  sales  for 
export  during  a  calendar  year  is  equal  to 
the  excess  (if  any)  of — 

(A)  The  tax  that  would  be  imposed  on 
the  ODCa  but  for  section  4682(d)(3)  and 
this  section;  over 

(B)  The  post-1990  ODC  exemption 
amount  for  the  calendar  year 
determined  imder  paragraph  (c)(2)  of 
this  section. 

(iii)  Allocation  of  tax— [A)  Post- 1989 
ODCs.  The  tax  (if  any)  determined 
under  paragraph  (b)(2)(i)  of  this  section 
may  be  allocated  among  the  post-1989 
ODCs  on  which  it  is  imposed  in  any 
manner,  provided  that  the  amount 
allocated  to  any  post-1989  ODC  does  not 
exceed  the  tax  that  would  be  imposed 
on  such  ODC  but  for  section  4682(d)(3) 
and  this  section. 

(B)  Post-1990  ODCs.  The  tax  (if  any) 
determined  under  paragraph  (b)(2)(ii)  of 
this  section  may  be  allocated  among  the 
post-1990  ODCs  on  which  it  is  imposed 
in  any  manner,  provided  that  the 
amount  allocated  to  any  post- 1990  OEX: 
does  not  exceed  the  tax  that  would  be 
imposed  on  such  ODC  but  for  section 
4682(d)(3)  and  this  section. 

(3)  Mixtures.  If  a  manufacturer  or 
importer  sells  a  mixture  containing 
ODCs.  this  section  applies  to  the  ODCs 
contained  in  the  mixture.  For  this 
purpose,  a  mixture  cannot  be 
represented  by  a  chemical  formula,  and 
an  ODC  is  contained  in  a  mixture  only 
if  the  chemical  identity  of  the  ODC  is 
not  changied. 


(c)  Exemption  amount— {1)  Post-1989 
ODC  exemption  amount.  A 
manufacturer's  or  importer's  post-1989 
CHX  exemption  amount  for  a  calendar 
year  is  the  sum  of  the  following 
amoimts — 

(i)  The  1986  export  percentage  of  the 
aggregate  tax  that  would  (but  for  section 
4682(d)(3),  section  4682(g),  and  this 
section)  be  imposed  under  section  4681 
on  the  maximum  quantity,  determined 
without  regard  to  additional  production 
allowances,  of  post-1989  ODCs  that  the 
person  is  permitted  to  manufacture 
during  the  calendar  year  under  rules 
prescribed  by  the  Environmental 
Protection  Agency; 

(ii)  The  aggregate  tax  that  would  (but 
for  section  4682(d)(3),  section  4682(g), 
and  this  section)  be  imposed  under 
section  4681  on  post-1989  ODCs  that  the 
person  manufactures  during  the 
calendar  year  under  any  additional 
production  allowance  granted  by  the 
Environmental  Protection  Agency;  and 
(iii)  The  aggregate  tax  that  would  (but 
for  section  4682(d)(3),  section  4682(g), 
and  this  section)  be  imposed  under 
section  4681  on  post-1989  ODCs 
imported  by  the  person  during  the 
calendar  year. 

(2)  Post-1990  ODC  exemption 
amount.  A  manufacturer's  or  importer's 
post-1990  ODC  exemption  amount  for  a 
calendar  year  is  the  sum  of  the 
following  amounts — 

(i)  The  1989  export  percentage  of  the 
aggregate  tax  that  would  (but  for  section 
4682(d)(3).  section  4682(g).  and  this 
section)  be  imposed  under  section  4681 
on  the  maximum  quantity,  determined 
without  regard  to  additional  production 
allowances,  of  post-1990  ODCs  the 
person  is  permitted  to  manufacture 
during  the  calendar  year  under  rules 
prescribed  by  the  Environmental 
Protection  Agency; 

(ii)  The  aggregate  tax  that  would  (but 
for  section  4682(d)(3).  section  4682(g), 
and  this  section)  be  imposed  vmder 
section  4681  on  post-1990  ODCs  that  the 
person  manufactures  during  the 
calendar  year  under  any  additional 
production  allowance  granted  by  the 
Environmental  Protection  Agency;  and 
(iii)  The  aggregate  tax  that  would  (but 
for  section  4682(dK3),  section  4682(g), 
and  this  section)  be  imposed  imder 
section  4681  on  post-1990  ODCs 
imported  by  the  person  during  the 
calendar  year. 

(3)  Definitions— {\)  1986  export 
percentage.  See  section  4682(d)(3)(B)(ii) 
for  the  meaning  of  the  term  1986  export 
percentage. 

(ii)  1989  export  percentage.  See 
section  4682(d)(3)(C)  for  the  meaning  of 
the  term  1989  export  percentage. 


(d)  Procedural  requirements  relating 
to  tax-free  sales  for  export — (1) 
Qualifying  sales— (i)  In  general.  A  sale 
of  ODCs  is  a  qualifying  sale  for  export 

if— 

(A)  The  seller  is  the  manufacturer  or 
importer  of  the  OIX^s  and  the  purchaser 
is  a  purchaser  for  export  or  for  resale  to 
a  second  purchaser  for  export; 

(B)  At  tne  time  of  the  sale,  the  seller 
and  the  purchaser  are  registered  with 
the  Internal  Revenue  Service;  and 

(C)  At  the  time  of  the  sale,  the  seller— 

(1)  Has  an  luexpired  certificate  in 
substantially  the  form  set  forth  in 
paragraph  (d)(3)(ii)  of  this  section  from 
the  purchaser;  and 

(2)  Relies  on  the  certificate  in  good 
faith. 

(ii)  Qualifying  resale.  A  sale  of  ODCs 
is  a  qualifying  resale  for  export  if— 

(A)  The  seller  acquired  the  ODCs  in 
a  qualifying  sale  for  export  and  the 
purchaser  is  a  second  purchaser  for 
export; 

(B)  At  the  time  of  the  sale,  the  seller 
and  the  purchaser  are  registered  with 
the  Internal  Revenue  Service;  and 

(C)  At  the  time  of  the  sale,  the  seller— 

(1)  Has  an  unffxpired  certificate  in 
substantially  the  form  set  forth  in 
paragraph  (d)(3)(ii)(A)  of  this  section 
from  the  purchaser  of  the  ODCs;  and 

(2)  Relies  on  the  certificate  in  good 
faith. 

(iii)  Special  rule  relating  to  sales 
made  before  July  1.  1993.  If  a  sale  for 
export  made  before  July  1, 1993, 
satisfies  all  the  requirements  of 
paragraph  (d)(l)(i)  or  (ii)  of  this  section 
other  than  those  relating  to  registration, 
the  sale  will  be  treated  as  a  qualifying 
sale  (or  resale)  for  export.  Thus,  a  sale 
made  before  July  1, 1993,  may  be  a 
qualifying  sale  (or  resale)  even  if  the 
parties  to  the  sale  are  not  registered  and 
the  required  certificate  does  not  contain 
statements  regarding  registration. 

(2)  Good  faith  reliance.  The 
requirements  of  paragraph  (d)(1)  of  this 
section  are  not  satisfied  with  respect  to 
a  sale  of  ODCs  and  the  sale  is  not  a 
qualifying  sale  (or  resale)  if.  at  the  time 
of  the  sale — 

(i)  The  seller  has  reason  to  believe 
that  the  ODCs  are  not  purchased  for 
export;  or 

(ii)  The  Internal  Revenue  Service  has 
notified  the  seller  that  the  purchaser's 
registration  has  been  revoked  or 
suspended. 

(3)  Certificate— ii)  In  general.  The 
certificate  required  under  paragraph 
(d)(1)  of  this  section  consists  of  a 
statement  executed  and  signed  under 
penalties  of  perjury  by  a  person  with 
authority  to  bind  the  purchaser,  in 
substantially  the  same  form  as  the 
model  certificate  provided  in  paragraph 
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(d)(3)(ii)  of  tibis  section,  and  amteuiing 
all  infer luatian  necessary  to  complete 
such  model  certificate.  A  new  certificate 
mist  be  given  if  any  infannatian  in  the 
current  certificate  dianges.  The 
certificate  may  be  included  as  part  of 
any  business  records  Dormally  used  to 
dociunent  a  sale.  The  certificate  expires 
on  the  earliest  of  the  following  dates — 

(A)  llie  date  one  year  aftOT  the 
effective  date  of  the  certificate; 

(B)  The  date  the  purchaser  provides  a 
new  certificate  to  tne  seUen  or 

(C)  The  date  the  seller  is  notified  by 
the  Internal  Revenue  Service  or  the 
purdnsCT  that  the  purchaser's 
registration  has  been  rev<Aed  or 
suspended. 

(ii)  Model  certificatea—lA)  ODCs  sold 
for  export  by  the  purchaser.  If  the 
purchaser  will  export  the  ODCs,  the 
certificate  must  be  in  substantially  the 
following  form: 

Certificate  of  Purchaser  of  Chemicals  for 
Export  by  the  Purchaser 

(To  support  tax-free  sales  under  section 
4682(d)(3)  of  the  Internal  Revenue  Coda.) 
Eniactive  Data  — • 


Expiration  Date   — ■ 

(not  mora  than  one  year  after  eflective  date) 

The  undertipied  puicbaaar  P>urchaser) 
certifies  the  foUowing  under  penalties  of 
peijuiy: 

Purchaser  is  restored  with  the  Internal 
Revenue  Service  as  a  purdiaser  of  ozone- 
depleting  chemicals  for  export  under 
registration  number 

.Purchaser's 

registxatloa  has  not  been  suspended  or 
revoked  by  the  Internal  Revenue  Service. 

The  following  percentage  of  ozone- 
depleting  chemicala  purchased  from: 

NameofseIl« 

Address  of  seller 

Taxpayer  identifying  number  of  seller  are 
purchased  for  export  by  Purchaaer. 


PmdMi 


CFC-11  .._ 
CFC-12  .._ 


CFC-113  .„. 

CFO-114 

CFC-115  .... 
Haloo-t211 
Ha(on-i30l 
Malon-a4Q2 
Caiton  taMcNortde  . 

Methyt  cMorotonn 

Other  (spectty) 


This  certificate  applies  to  (check  and 
complete  as  applicable): 

All  shtpments  to  PunduMer  at  die 

following  location(s): 


JIB 


to 


the  following  Purchaser  account  numboHs): 


_AI1  shipments  to  Purchaser  under 


oadar      registratkni  Bonbar 


the  following  purchase  urdeifs): 


One  or  mora  slii^aiwiats  to 

Purchaser  idaotified  as  follows: 


Purdiaser  understands  that  Purchaser  will 
be  liable  for  tax  imposed  under  section  4681 
if  Purdiaser  does  not  export  die  ODCs  to 
which  this  certificate  qiphaa. 

Purchaser  understands  that  ny  uaa  of  the 
ODCs  to  which  this  cwtificats  appUes  other 
than  for  export  may  result  In  the  revocadoo 
of  Purchaser's  registration. 

Purchaser  will  retain  the  business  records 
needed  to  document  the  export  of  the  ozone- 
depleting  chemicals  to  wfaidi  this  certificate 
applies  and  will  make  such  records  available 
for  inspection  by  Government  officers. 

Purdiaser  has  not  been  notified  by  the 
Internal  Ravmrae  Servica  that  tts  regi^ratlon 
has  been  revoked  or  suspondad. 

Purchaser  understancki  that  the  fraodulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  making  such  ^udolent  use  of 
this  certificate  to  a  fine  or  imprisonment,  or 
both,  together  with  the  costs  of  prosecuticm. 

Signature 

Printed  or  typed  name  oi  person  signing 

Title  of  person  signing 


Name  of  Purchaser 


Address 


Taxpayer  Identifying  Number 

(B)  ODCs  sold  by  the  purchaser  for 
resale  for  export  by  the  second 
purchaser.  If  the  purchaser  will  resell 
the  ODCs  to  a  second  purchaser  for 
export  by  the  seoHid  purchaser,  the 
certificate  must  be  in  substantially  the 
following  form: 

Certificate  of  Purchaser  of  Cbemteals  far 
Resale  for  Export  bjr  the  Second  Purdiaser 

(To  s^port  tax-free  sales  \mder  section 
4682(dK3)  of  the  Internal  Revenue  Code.) 
Effective  Date  


Expiration  Date   

(not  more  than  one  year  after  effective  date) 

The  undersigDad  poichoaar  (Purchaser) 
certifies  the  foUowing  oadv  penahiea  of 
perjury; 

Purchaser  is  registered  with  the  Internal 
Revonaa  Sarvios  as  a  pordMser  of  ozose- 
depleting  chswlrsli  for  export  undar 


_.  Pufchasei^s 

registration  has  not  been  suspended  or 
revoked  by  the  tataiual  Revenoe  Servloa. 

The  following  petcsBtags  of  oione 
depietfaig  chendcah  pordiased  from: 

Name  of  sailer 

Address  of  seller 

Taxpayer  idoalifylag  inunb«-of  aaUer  will 
be  resold  by  Purchaaer  to  persoos  (Second 
Purcbasars)  that  certify  to  Purchaser  thai  they 
are  (1)  ragistared  with  the  internal  Ravenxia 
Service  as  purchasers  of  ozone-depleting 
chemicals  for  export  and  (2}  purchasing  the 
ozone-depleting  chemicals  fbr  export 


Product 


CFC-11 

CFC-12 

CFC-113 

CFC-114 

CFC-115 - 

Haiw>-1211 

Haloo-1301 

Hak)o-2402 

Carbon  telrachiorida 
Melttyt  chloroiofm  .... 
Oewr  (apacify) 


Petoantaga 


This  certificate  qipUes  to  (check  and 
complete  as  applicable): 

All  shipments  to  Purchaser  at  the 

following  location(s): 


_A)1  shipments  to  Purchaser  andor 


the  following  Purchaser  account  niimheris): 


JXU  shipments  to  Pmchaser  under 


the  fidlowing  Purdiaaar  account  iMmber(s): 


One  or  mora  shipments  to 

Purchaser  identified  as  follows: 


Purchaser  understands  that  Pordiasar  will 
be  liable  for  tax  imposed  under  section  4681 
if  Purchaser  does  not  resell  the  ODCs  to 
which  this  certificate  applies  to  a  Second 
Purchaser  for  export  and  does  not,  itself, 
export  those  ODCs. 

Purchaser  understands  that  any  use  of  the 
ODCs  to  which  this  certificate  appHes  other 
than  for  resale  to  Seoood  Purchaaart  far 
export  may  result  in  the  revocatfaa  of 
Purchaser's  registradoD. 

Purchaser  wriil  retain  the  biuinesB  records 
needed  to  document  the  sales  to  Second 
Purchasers  frir  export  covered  by  this 
certificate  and  will  make  such  records 
available  fbr  btspection  by  Government 
officers.  Pnrchaser  abo  wiD  letaln  and  make 
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available  for  inspection  by  Government 
officers  the  certificates  of  its  Second 
Purchasers. 

Purchaser  has  not  been  notified  by  the 
Internal  Revenue  Service  that  its  registration 
has  been  revoked  or  siupended.  In  addition, 
the  Internal  Revenue  Service  has  not  notified 
Purchaser  of  the  revocation  or  suspension  of 
the  registration  of  any  Second  Purchaser  who 
will  purchase  ozone-depleting  chemicals  to 
which  this  certificate  applies. 

Purchaser  understands  that  the  fraudulent 
use  of  this  certificate  may  subject  Purchaser 
and  all  parties  making  such  fraudulent  use  of 
this  certificate  to  a  fine  or  imprisonment,  or 
both,  together  with  the  costs  of  prosecution. 

Signature 

Printed  or  typed  name  of  person  signing 

Title  of  person  signing 


Name  of  Purchaser 


Address 


Taxpayer  Identifying  Number 

(iii)  Use  of  Form  637  as  a  certificate 
prohibited.  A  Form  637,  Certificate  of 
Registry,  issued  by  the  Internal  Revenue 
Service  is  not  a  certificate  described  in 
paragraph  (d)(3)(ii)  of  this  section. 

(4)  Documentation  of  export.  To 
document  the  exportation  of  any  ODCs, 
a  person  must  have  the  evidence 
required  by  the  Environmental 
Protection  Agency  as  proof  that  the 
ODCs  were  exported. 

(e)  Purchaser  liable  for  tax — ( 1 ) 
Purchaser  in  qualifying  sale.  The 
purchaser  of  OE)Cs  in  a  qualifying  sale 
for  export  is  treated  as  the  manufacturer 
of  the  ODC  and  is  liable  for  any  tax 
imposed  under  section  4681 
(determined  without  regard  to 
exemptions  for  qualifying  sales  under 
this  section  or  §  52.4682-1)  when  it  sells 
or  uses  the  ODCs  if  that  purchaser  does 
not — 

(i)  Export  the  ODCs  or  does  not 
document  the  exportation  of  the  ODCs    . 
in  accordance  with  paragraph  (d)(4)  of 
this  section;  or 

(ii)  Sell  the  ODCs  in  a  qualifying 
resale  for  export. 

(2)  Purchaser  in  qualifying  resale.  The 
purchaser  of  ODCs  in  a  qualifying  resale 
for  export  is  treated  as  the  manufacturer 
of  the  ODC  and  is  liable  for  any  tax 
imposed  under  section  4681 
(determined  without  regard  to 
exemptions  for  qualifying  sales  under 
this  section  or  §  52.4682-1)  when  it  sells 
or  uses  the  ODCs  if  that  purchaser  does 
not  export  the  ODCs  or  does  not 
doomient  the  exportation  of  the  ODCs 


in  accordance  with  paragraph  (d)(4)  of 
this  section. 

(f)  Credit  or  refund— (1)  In  general. 
Except  as  provided  in  paragraph  (f)(2)  of 
this  section,  a  manufacturer  or  importer 
that  meets  the  conditions  of  paragraph 
(f)(3)  of  this  section  is  allowed  a  credit 
or  refund  (without  interest)  of  the  tax  it 
paid  to  the  government  under  section 
4681  on  ODCs  that  are  exported. 
Persons  other  than  manufacturers  and 
importers  of  ODCs  cannot  file  claims  for 
credit  or  refund  of  tax  imposed  imder 
section  4681  on  ODCs  that  are  exported. 

(2)  Limitation.  For  any  calendar  year, 
the  amount  of  credits  or  refunds  under 
this  paragraph  (f)  of  tax  paid  on  post- 
1989  ODCs  and  of  tax  paid  on  post-1990 
ODCs  is  limited  to  the  amount  (if  any) 
by  which  the  exemption  amount 
applicable  to  the  class  (i.e.,  post-1989  or 
post-1990)  of  ODCs  exceeds  the  tax 
benefit  provided  to  such  class  of  ODCs 
under  paragraph  (b)  of  this  section. 

(3)  Conditions  to  allowance  of  credit 
or  refund.  The  conditions  of  this 
paragraph  are  met  if  the  manufacturer  or 
importer — 

U)  Doctunents  the  exportation  of  the 
ODCs  in  accordance  with  paragraph 
(d)(4)  of  this  section;  and 

(ii)  Establishes  that  it  has — 

(A)  Repaid  or  agreed  to  repay  the 
amoimt  of  the  tax  to  the  person  that 
exported  the  ODC;  or 

(B)  Obtained  the  written  consent  of 
the  exporter  to  the  allowance  of  the 
credit  or  the  making  of  the  refund. 

(4)  Procedural  rules.  See  section  6402 
and  the  regulations  thereunder  for 
procedural  rules  relating  to  filing  a 
claim  for  credit  or  refund  of  tax. 

(g)  Examples.  The  provisions  of  this 
section  may  be  illustrated  by  the 
following  examples.  In  each  example, 
the  sales  are  qualifying  sales  for  export 
(within  the  meaning  of  paragraph  (d)(1) 
of  this  section),  all  registration, 
certification,  and  doounentation 
requirements  of  this  section  are  met, 
and  the  ODCs  sold  for  export  are 
exported. 

Example  1.  (i)  Forts.  D,  a  corporation, 
manufactures  CFC-11,  a  post-1989  ODC,  and 
does  not  manufacture  or  import  any  other 
ODCs.  In  1993,  D  manufactures  100,000 
pounds  of  CFC-11,  the  maximum  quantity  D 
is  allowed  to  manufacture  in  1993  under  EPA 
regulations.  D  has  no  additional  production 
allowance  from  EPA  for  1993.  In  1993,  the 
tax  on  CFC-11  is  $3.35  per  pound.  D's  1986 
export  percentage  for  post-1989  ODCs  is 
50%.  In  1993,  D  sells  80,000  pounds  of  CFC- 
11  in  qualifying  sales  for  export.  The 
remainder  of  D's  production  It  not  exported. 

(ii)  Components  of  limit  on  tax  benefit. 
Under  paragraph  (c)(1)  of  this  section,  D's 
exemption  amount  of  1993  is  equal  to  the 
sum  of — 

(A)  D's  1986  export  percentage  multiplied 
by  the  aggregate  tax  that  would  (but  for 


section  4682(d)(3),  section  4682(g),  and 
S  52.4682-5)  be  imposed  under  section  4681 
on  the  maximum  quantity  of  post- 1989  ODCs 
D  is  permitted  to  manufacture  during  1993: 

(B)  The  aggregate  tax  that  would  (but  for 
section  4682(d)(3),  section  4682(g).  and 

§  52.4682-5)  be  imposed  under  section  4681 
on  post-1989  ODCs  that  D  manufactures 
diu-ing  1993  under  an  additional  production 
allowance;  and 

(C)  The  aggregate  tax  that  would  (but  for 
section  4682(d)(3),  section  4682(g),  and 

§  52.4682-5)  be  imposed  under  section  4681 
on  post-1989  ODCs  Imported  by  D  during 
1993. 

(iii)  Limit  on  tax  benefit  The  amounts 
described  in  paragraphs  (ii)  (B)  and  (C)  of  this 
Example  J  are  equal  to  zero.  Thus,  D's  1993 
exemption  amount  is  $167,500  (50%  of 
$335,000  (the  tax  that  would  otherwise  be 
imposed  on  100,000  pounds  of  CFC-11  in 
1993)). 

(iv)  Application  of  limit  on  tax  benefit 
Under  paragraph  (b)(2)  of  this  section,  the  tax 
imposed  on  the  CPC-11  D  sells  for  export  is 
equal  to  the  excess  of  the  tax  that  would  have 
been  imposed  on  those  ODCs  but  for  section 
4682(d)(3)  and  S  52.4682-5,  over  D's  1993 
exemption  amount.  But  for  S  52.4682-5, 
$268,000  ($3.35x80,000)  of  tax  would  have 
been  imposed  on  the  CFC-11  sold  for  export. 
Thus.  $100,500  ($268,000— $167,500)  of  lax 
is  imposed  on  the  CFC-11  sold  for  export. 

Example  2.  (i)  Facts.  E,  a  corporation, 
manufactures  CFC-11,  a  post-1989  ODC.  and 
does  not  manufacture  or  import  any  other 
ODCs.  In  1993.  E  manufectures  100,000 
pounds  of  CFC-11,  the  maximimi  quantify  E 
is  allowed  to  manufacture  in  1993  under  EPA 
regulations.  E  has  no  additional  production 
allowance  from  EPA  for  1993.  In  1993,  the 
tax  on  CFC-11  is  $3.35  per  pound.  E's  1986 
export  percentage  for  post-19?9  ODCs  is 
50%.  In  1993,  E  sells  45,000  pounds  of  CFC- 
11  tax  free  in  qualifying  sales  for  export  and 
pays  tax  under  section  4681  on  an  additional 
35,000  pounds  of  exported  CFC-11.  The 
remainder  of  E's  production  is  not  exported. 

(ii)  Limit  on  tax  benefit.  Es  1993 
exemption  amount  is  $167,500,  (50%  of 
$335,000  (the  tax  that  would  otherwise  be 
imposed  on  100,000  potmds  of  CFC-11  in 
1993)).  The  credit  or  refund  allowed  to  E 
under  paragraph  (0  of  this  section  is  limited 
under  paragraph  (0(2)  of  this  section  to  the 
amount  by  which  E's  1993  exemption 
amount  exceeds  E's  1993  tax  benefit  under 
paragraph  (b)  of  this  section. 

(iii)  Application  of  limit  on  tax  benefit. 
Because  £  sold  45,000  pounds  of  CFC-11  tax 
free  in  qualifying  sales  for  export  in  1993,  E's 
1993  tax  Ixjnefit  under  paragraph  (b)  of  this 
section  is  $150,750  ($3.35x45  000).  Thus,  the 
credit  or  refund  allowed  to  E  under 
paragraph  (0  of  ihis  section  is  limited  to 
$16,750  ($167.500-$1 50,750). 

(h)  Effective  date.  This  section  is 
effective  as  of  January  1, 1993. 
Michael  P.  DoUn, 

Acting  Commissioner  of  Internal  Revenue. 
[FR  Doc.  93-814  Filed  1-14-93;  8:45  ami 
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DEPARTMENT  OF  THE  INTERIOR 

43CFRPart2 
RIN:  1092-AA09 

Appearance  of  E)epertinent  of  the 
Interior  Employees  aa  WNneaaea,  and 
Production  of  Documente  for  JudlcM 
or  Admlnlelrallve  I 


AGENCY:  Department  of  the  Intfldor. 
ACTION:  Pn^posed  rule. 

SUMMARY:  The  Department  of  the 
Interior  is  proposing  to  amend  its 
regulations  applicable  to  requests  and 
demands  for  the  disclosure  of 
information,  through  production  of 
official  docuramts  or  employee 
testimony,  in  judicial  and 
administrative  proceedings  and  related 
matters.  The  amendment  was  necessary 
to  provide  more  guidance  to  outside 
parties  seddng  employee  testimony  and 
official  documents,  and  to  state  clMrly 
the  Department's  policy  in  this  area. 
The  amendment  requires  a  declaration, 
or,  if  not  poesihle,  a  detailed  statement 
to  be  filed  with  the  Solicitor  or  his 
designee  vidienever  the  testimony, 
including  the  taking  of  affidavits,  of  a 
Department  employee  is  sought  or 
whenever  ropies  of  official  documents 
are  sou^t.  Ine  amendment  prescribes 
what  the  statement  must  contain.  The 
amendment  also  specifies  the  criteria  to 
be  used  by  the  Solicitor  or  his  designee 
in  determining  whether  to  grant  the 
request  or  demand  for  testimony  or 
records.  These  changes  are  intended  to 
improve  the  procedures  for  dealing  widi 
requests  and  demands  Car  testimony  and 
documents  end  to  aDow  for  oonnatent 
treatment  of  outside  perties  by  the 
Department. 

DATES:  Comments  must  be  received  by 
February  16. 1993. 

ADDRESSES:  Written  comments  should 
refer  to  dodiet  number  of  dds  notice 
and  should  be  submitted  to  Robert  Moll. 
Assistant  SoUcttor.  Divfslan  of  General 
Law,  MS  6531,  US.  Department  of  the 
Interior,  1849  C  Street  NW., 
Waddngton.  DC  20240. 
FOR  FURTHER  MFORMATWN  OORTACT: 
Robert  H.  MoIU  Asristant  Solicitor. 
Division  of  General  Law.  Office  of  the 
SoUdtor.  Department  of  the  biterior, 
1849  C  Street  NW..  Washington.  DC 
20240.  (202)  208-4722. 

wppLBMoaun  mronuaitm: 
Department  of  the  fateiiar  (DqMrtBMnt) 
employees  fnqfimiiif  eie  requerted  or 
subpoenaed  to  provide  taatimony  or 
produce  documants  in  Ittigatinn  to 
which  the  DepaitDMDt  is  not  a  party. 
Current  D^Mxtaunt  regnlehosw  do  not 
state  with  qperiflrity  when  D^artuMBt 


employees  are  required  to  provide 
testimony  in  these  rituations.  On 
occasion  this  has  resuHed  ia  giving 
testimony  that  diverts  employees  from 
performing  their  duties  and  has  created 
the  appearance  that  the  Department  is 
an  advocate  for  one  party  at  the  other 
in  private  litigation.  This  amendment  is 
intended  to  address  this  problem  by 
prohibiting  both  voluntary  appeararK»s 
and  compliance  with  subpoooas  except 
where  clearly  in  the  interest  of  the 
Department,  the  United  States,  or 
justice. 

The  current  rwulatioos  {novide  that 
Department  employees  shall  not  testify 
or  disclose  official  records  without  the 
prior  authorization  of  the  buieeu  head. 
These  regulations  are  now  bring 
amooded  to  provide  additiaoal 
guidelines  regardii>g  the  prior 
authorization,  and  rests  with  the 
Solicitor  or  his  designee  the  final 
authority  to  authorize  an  employee  to 
testify.  This  is  appropriate  because  the 
Solicitor  is  eutru^ed  with  the 
responsibility  of  providing  lag^  advice 
to  tne  Secretary  for  the  Department, 
nils  responsibility  includes  ensuring 
that  the  Department's  emj^yess  and 
the  DepartmoU's  documents  are  used 
properfy  in  lit^atioo  only  in 
rurtherance  of  an  official  government 
purpose.  Further,  the  Solicitor  is  in  the 
unique  position  to  oversee  all  the 
biueaus'  employees'  involvement  in 
litigation  and  provide  consistent 
dedsion-maldng. 

The  amendment  sets  forth  unifcsm 
and  expeditious  prooedmes  for 
obtaining  the  prescribed  audioriTation. 
The  amendment  ^tecificalty  lists  the 
policy  bdiind  these  teguletions,  the 
required  details  needed  to  be  aet  ovi  in 
the  statement  requesting  testimony  of  an 
employee  or  the  productian  of 
documents,  nd  the  criteria  tibat  will  be 
used  to  make  the  decision  to  grant  or 
deny  authorizatkiB. 

Ine  amendment  aj^lies  only  to 
testimony  or  doaunants  related  to  an 
employee's  official  duties.  Specifically 
excluded  froB  this  aaMDdBMOt  are 
situations  where  an  eeapkqfee  is  to 
testify  on  matters  not  lewed  to  his  or 
her  eB^rff^BMDt  (La  divorce,  custody 
matters,  personal  Utigaticm).  Further,  the 
amendment  does  not  ^^ply  to 
congressional  testiiaany. 

Tnis  rule  relates  to  internal  agency 
management  Therolne.  pusaent  to  5 
U.S.a  553.  notice  of  prt^oeed 
rulemakiag  and  c^^Mituni^  lor 
comment  is  not  required.  However,  the 

Cilicy  of  the  Department  of  the  Interior 
,  whenever  pncttcaUe,  to  eSord  ttie 
public  an  oppeitanity  to  ptictpale  in 
the  rulwnakiiig  piecaw.  AooBrdingly. 
ini 


comments  regarding  the  proposed  rule 
to  the  location  identified  in  the 
Addresses  section  of  this  Preamble. 

Executive  Order  12291 

In  compliance  with  Executive  Order 
12291  of  February  1, 1981,  the 
Department  of  the  Interior  has 
determined  that  this  proposed  rule  is 
not  a  major  rule.  The  amendment  sets 
forth:  1.  Unifform  and  expeditious 
procedures  fat  obtaining  authorizatian 
for  Departmental  testimony  and  the 
production  of  documents  in  litigation  to 
which  the  Department  is  not  a  oarty; 
and  2.  underlying  policy  consideratioos. 
Hiis  procedural  amendment  clearly  will 
not  result  in: 

(A)  An  annual  efiisct  on  the  economy 
of  $100  million  or  more; 

(B)  A  ma)or  increase  in  costs  or  prices 
for  consumers,  individual  industrise. 
Federal.  &ate  or  local  government 
agencies,  or  geograj^c  r^;ions;  or 

(C)  Significant  advCTsa  ^ects  on 
competition,  eeiployment,  investment. 
productivity,  innovation  or  on  the 
ability  of  the  United  States  baaed 
enterprises  to  compete  with  foreign- 
based  enterprises  in  donesdc  or  ttxpost 
markets. 

Reguhlorjr  FJextbility  Act 

Under  this  amendment  the 
procedures  for  obtaining  authorization' 
tor  Departmental  testinaony  and 
documents  in  litigation  to  which  the 
Department  is  not  a  party  are  uniform 
and  clearly  set  forth.  The  conent 
regulations  require  Departiaental 
approval  for  testimony  or  document 
production.  Therefore,  to  the  extent  thai 
small  entities  may  want  to  obtain 
testimony  or  dociunents,  any  effect  of 
this  amendment  wfU  not  be  sfgnificant 
The  Depertment  of  the  Interior  certifies 
that  this  docoMBl  will  not  have  e 
significant  ecuananir  effad  en  e 
substantial  number  of  small  entities 
under  the  Regttkrtory  FlexftOity  Act  (5 
U.S.Ceoietse?.). 

Paperworic  Reduction  Act— Thie  rule 
does  luit  contain  information  collection 
requiremants  that  require  ^>provaI  by 
the  Office  of  Manayment  and  Budget 
under  44  U.SiI  3501  et  teq. 

National  Enviroomantal  Policy  Act— 
This  regulation  is  of  an  edministrative. 
legal  aad  procedurel  nature  and 
therefore  is  cetegoricelly  aatdaded  bom 
the  requiremauU  of  the  Notional 
EnvironiaeBtal  Policy  Act  516  DM  2 
Appendix  1.10. 

Takings  InqpttcaOoBa  AssessBM 
This  rule  is  not  e  p(^  that  hes  ( 
impUoetiaos  i 
12630. 
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E.O.  12778 

The  Department  certifies  that  it  has 
reviewed  these  regulations  in  light  of 
E.0. 12778  and  concluded  that  they 
meet  the  applicable  standard  provided 
in  subsection  (2)(b)(2). 

Dmfting  Information 

The  authors  of  this  document  are 
Robert  H.  Moll.  Assistant  Solicitor,  and 
Peg  Romanik.  Attorney-Advisor,  Branch 
of  Administrative  Law  and  General 
Legal  Services.  Division  of  General  Law. 
Office  of  the  Solicitor.  U.S.  Department 
of  the  Interior.  1849  C  Street  NW.. 
Washington,  DC  20240. 

List  of  Subjects  in  43  Cffi  Part  2 

Administrative  practice  and 
procedure,  records  and  testimony. 

For  the  reasons  set  out  in  the 
Preamble.  Title  43.  Part  2.  of  the  Code 
of  Federal  Regulations,  is  proposed  to  be 
amended  as  set  forth  below: 

1.  The  authority  citation  for  Part  2 
continues  to  read  as  follows: 

Authority:  S  U.S.C  301,  552  and  5S2A;  31 
U.S.C  9701;  and  43  U.S.C  1460. 

2.  Subpart  E  to  part  2  is  revised  to 
read  as  follows: 

Subpart  E— Teatknony  of  EmptoycM  and 
Production  of  Racorda 

s«^ 

2.80  Scope  and  Purpoaa. 

^81  Dopartmant  Policy. 

2.82  General  Rule. 

2.83  Raquaota  and  aul>poana8  f or 
Testimony  or  Oocumanta. 

2.84  Department  Emptoyaes  as  Expert 
WHnasi 


2.85  Legal  Proceedings  between  Private 
Litigants. 

2.86  Proeaduraa  Whan  a  Department 
Employee  RaceWaa  a  Subpoena. 

Subpart  E— Teatimony  of  Employaea 
and  Production  of  Racorda 

§  2.80    Scope  and  Purpose. 

(a)  This  subpart  sets  forth  procedures 
to  be  followed  when  a  Department  of 
the  Interior  employee,  including  a 
contract  employee  or  a  special 
government  employee,  is  requested  or 
subpoenaed  to  provide  testimony  or 
depositions  or  affidavits  concerning 
information  acquired  in  the  course  of 
performing  official  duties  or  because  of 
the  employee's  official  status.  "Hiese 
procedures  also  apply  to  subpoenas 
duces  tecum  for  any  document  in  the 
possession  of  the  Department  of  the 
Interior  and  to  requests  for  certification 
of  copies  of  documents. 


(b)  This  subpart  applies  to:  (1)  All 
state  court  proceedings  (including  grand 
jury  proceedings)  and  all  state  and  local 
legislative  and  administrative 
proceedings;  and 

(2)  All  federal  proceedings  (including 
administrative  proceedings),  not 
excluded  in  paragraph  (c)  of  this 
section. 

(c)  This  subpart  does  not  apply  to:  (1) 
Legal  proceedings  in  which  the 
Department  of  the  Interior  is  a  party  or 
is  representing  a  party; 

(2)  Federal  criminal  cases; 

(3)  Congressional  requests  or 
subpoenas  for  testimony  or  documents; 
and 

(4)  Legal  proceedings  in  which  a 
Department  employee  is  to  testify,  while 
on  leave  status,  as  to  facts  or  events  that 
are  in  no  way  related  to  the  official 
business  of  the  Department. 

(d>When  the  United  States 
Department  of  Justice  or  a  state 
government  representing  the 
Department's  interest  seeks  an 
employee's  testimony,  §  2.83(g)  shall 
apply. 

(e)  This  subpart  is  intended  only  to 
provide  guidance  for  the  internal 
operations  of  the  Department  of  the 
Interior,  and  is  not  intended  to,  and 
does  not,  and  may  not  be  relied  upon  to 
create  any  right  or  benefit,  substantive 
or  procedural,  enforceable  at  law  by  a 
party  against  the  United  States. 

12.81    Department  policy. 

(a)  The  Department's  policy  is  that, 
except  as  provided  in  this  part,  its 
documents  will  not  be  voluntarily 
produced  and  Department  employees 
will  not  voluntarily  appear  as  witnesses 
in  a  legal  procfeeding.  The  reasons  for 
this  policy  include: 

(1)  Conserving  the  time  of  Department 
employees  for  conducting  official 
business; 

(2)  Minimizing  the  possibility  of 
involving  the  Department  in 
controversial,  or  other,  issues  that  are 
not  related  to  its  mission; 

(3)  Preventing  the  possibility  that  the 
public  will  misconstrue  variances 
between  personal  opinions  of 
Department  employees  and  Department 
policy; 

(4)  Avoiding  spending  time  and 
money  of  the  United  States  for  private 
purposes; 

(5)  Preserving  the  integrity  of  the 
administrative  process;  and 

(6)  Permitting  the  Department  to 
conduct  its  business  in  an  impartial 
manner. 

(b)  The  Department's  policy  is 
intended  to  ensure  the  orderly 
execution  of  the  business  of  the 
Department  and  not  to  impede  any  legal 


proceeding  and  in  no  way  affects  the 
rights  and  procedures  governing  public 
access  to  records  pursuant  to  the 
Freedom  of  Information  Act  or  the 
Privacy  Act.  See,  43  CFR  part  2. 

12.82    Teatimony  or  production  of 
documents;  general  rule. 

(a)  No  Department  employee  shall 
give  testimony  concerning  the  official 
business  of  the  Department  or  produce 
any  document  in  the  legal  proceedings 
described  above  in  §  2.80  without  the 
prior  authorization  of  the  Solicitor  or 
his  designee. 

(b)  Requests  for  authenticated  copies 
of  Interior  documents  for  purposes  of 
admissibility  under  28  U.S.C.  1733  and 
Rule  44  of  the  Federal  Rules  of  Qvil 
Procedure  will  be  granted  for 
documents  that  would  otherwise  be 
released  pursuant  to  43  CFR  2.13.  For 
purposes  of  Rule  44  the  "person  having 
legal  custody  of  the  record"  is  the 
appropriate  Secretary,  Assistant 
Secretary,  Bureau  head.  Regional 
Director,  or  Jiis  designee.  Department 
personnel  should  obtain  the  advice  of 
the  Solicitor  or  his  designee  concerning 
the  proper  form  of  authentication. . 

S  2.83    Requests  and  subpoenas  for 
testimony  or  documante. 

(a)  A  request  for  testimony  of  a 
Department  employee  shall  be 
addressed  to  the  Solicitor  or  his 
designee  with  a  notification  copy  also 
mailed  to  the  appropriate  Bureau 
Director. 

(b)  A  subpoena  for  testimony  by  a 
Department  employee  or  for  a 
document,  shall  be  served  in  accordance 
with  the  Federal  Rules  of  Civil  or 
Criminal  Procedure  as  appropriate,  or 
applicable  state  procedure,  and  a  copy 
of  the  subpoena  shall  be  sent  to  the 
Solicitor  or  his  designee. 

(c)  Every  request  and  subpoena  shall 
be  accompanied  by  an  affidavit  or 
declaration  under  28  U.S.C.  1746  or.  if 
an  affidavit  or  declaration  is  not 
feasible,  a  statement  setting  forth  the    . 
title  of  the  legal  proceeding,  the  forum, 
the  requesting  party's  interest  in  the 
legal  proceeding,  the  reasons  for  the 
request  or  subpoena,  any  known 
relationship  of  the  legal  proceeding  to 
Department  programs,  a  showing  that 
the  desired  testimony  or  document  is 
not  reasonably  available  from  any  other 
source,  and  if  testimony  is  requested,  a 
list  of  the  specific  questions  to  be  asked 
of  the  employee,  and  a  showing  that  no 
document  could  be  provided  and  used 
in  lieu  of  testimony.  The  purpose  of  this 
requirement  is  to  permit  the  Solicitor  or 
his  designee  to  make  an  informed 
decision  as  to  whether  testimony  or 


Federal  Register  /  Vol.  58,  No.  10  /  Friday.  January  15.  1993  /  Proposed  Rules 


4637 


production  of  documents  should  be 
authorized. 

(d)  Any  Department  employee  who 
receives  a  request  or  is  served  with  a 
subpoena  should  immediately  notify  the 
SoUdtor  or  his  designee. 

(e)  hi  accordance  with  the  poUcy  set 
forth  in  §  2.81,  the  Solicitor  or  his 
designee  may  authorize  and  direct  a 
E)epartment  employee  to  testify 
concerning  ofBcial  business  or  to 
produce  a  document  in  a  legal 
proceeding  when:  the  Department  has  a 
significant  interest  in  the  legal 
proceeding;  in  the  opinion  of  the 
Solicitor,  production  of  a  document  or 
presenting  testimony  by  a  Department 
employee  would  be  in  the  best  interest 
of  the  Department  or  in  the  interest  of 
justice;  or  in  such  other  circumstances 
as  the  Solicitor  may  determine  to  be 
appropriate.  In  deciding  whether  it  is  in 
the  interest  of  the  Department  or  the 
interest  of  justice  for  such  authorization, 
the  Solicitor  should  consider  that 
employees'  official  time  or  resources  are 
to  be  used  for  official  purposes,  that  the 
Department  of  the  hiterior's  impartiality 
is  to  be  maintained  among  private 
litigants,  and  that  public  nmds  are  not 
to  be  used  for  private  piuposes.  The 
Sohcitor  should  also  consider  the 
potential  cumulative  effect  of  granting 
such  requests.  When  production  of  a 
doctmient  is  authorized  by  the  Solicitor, 
fees  will  be  assessed  in  accordance  with 
43  CFR  part  2,  Appendix. 

(f)  The  Solicitor  or  his  designee  may 
negotiate  with  an  attorney  for  a  party  or 
the  party,  if  not  represented  by  an 
attorney,  to  refine  or  limit  a  demand  so 
that  compliance  is  less  burdensome,  or 
to  obtain  information  necessary  to  make 
the  determination  required  by  paragraph 
(e)  of  this  section. 

(g)  When  the  U.S.  Department  of 
Justice  or  a  state  government 
representing  the  Department's  interest 
seeks  an  employee's  testimony,  there 
shall  be  a  presimiption  that  it  is  in  the 
best  interest  of  the  Department  to  allow 
that  testimony.  The  Department  of 
Justice  or  the  state  government  must 
still  request  authorization  from  the 
Solicitor  or  his  designee,  along  with  a 
brief  statement  of  the  relevance  of  the 
employee's  testimony.  A  detailed 
statement  as  described  in  §  2.83(c)  is  not 
necessary. 

{2.84   DfMwrtmiitEmptoy—  — Expert 
WHneMM. 

(a)  No  Department  employee  may 
testify  as  an  expert  witness  for  any  party 
other  than  the  United  States,  except  that 
in  extraordinary  circumstances  the 
SoUcitor  or  the  Deputy  SoUcitor  may 
approve  an  employee  testifying  for  a 
party  other  than  the  United  States  where 


the  employee  is  to  testify  in  his/her 
capacity  as  an  employee  of  the  United 
States.  A  department  employee  must 
first  obtain  the  authorization  of  the 
Sohcitor  or  his  designee  before 
testifying  as  an  expert  writness  for  the 
United  States.  The  Solicitor  or  his 
designee  will  use  the  criteria  set  out  in 
§  2.83(e)  to  determine  if  authorization 
will  be  given. 

i2M    Legal  Proceedings  Between  Prtvalt 
Litigants. 

(a)  Testimony  by  a  Department 
employee  and  production  of  documents 
in  a  legal  proceeding  not  involving  the 
United  States  shall  be  governed  by 
§2.82  and  §2.83. 

(b)  If  a  Department  employee  is 
authorized  to  give  testimony  in  a  legal 
proceeding  not  involving  the  United 
States,  the  testimony,  if  otherwise 
proper,  shall  be  limited  to  facts  within 
the  personal  knowledge  of  the  employee 
and  based  on  his  or  her  work  product 

at  the  Department.  A  Department 
employee  is  prohibited  firom  giving 
expert  or  opinion  testimony,  answering 
hypothetical  or  speculative  questions,  or 
giving  testimony  with  respect  to  subject 
matter  that  is  privileged. 

§2.86    Prooaduras  whan  a  Dapartmant 
amployaa  raoaivaa  a  aubpoana. 

(a)  Any  Department  employee  who 
receives  a  subpoena  shall  immediately 
forward  the  subpoena  to  the  Solicitor's 
Office.  The  Sohcitor,  or  his  designee, 
will  determine  the  extent  to  which  a 
Department  employee  will  comply  with 
the  subpoena  in  accordance  with  the 
provisions  of  §  2.83. 

(b)  If  the  Department  employee  has 
not  yet  been  authorized  to  testify  or 
where  authority  has  been  denied,  the 
employee  shall  appear  at  the  time  and 
place  stated  in  the  subpoena,  produce  a 
copy  of  this  regulation,  and  respectfully 
rehise  to  testify  or  produce  any 
document.  United  States  ex  rel.  Touhy 
V.  Ragen,  340  U.S.  462  (1951).  In  the 
alternative,  if  time  permits  and  if 
appropriate,  the  U.S.  Attorney  shall  file 
a  motion  to  quash  the  subpoena. 

Dated:  January  8, 1993. 
Thomas  L.  SaiiMmeIti, 
Solicitor. 

|FR  Doc  93-1037  Filed  1-14-93;  8:45  am) 
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FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Pwta  65  and  68 

[Common  Carriar  Pocltat  No.  92-133;  FCC 
92-256] 

Reform  the  Interstate  Rate  of  Return 
Repreecrlption  and  Enforcement 
Proceee 

AQENCY:  Federal  Communicatians 
Commission. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Commission  has  adopted 
a  Notice  of  Proposed  Rulemaking  and 
Order  ("Notice")  for  amending  parts  65 
and  69  of  the  Commission's  njies  to 
reform  the  interstate  rate  of  retiim 
represcription  and  enforcement  process. 
The  Notice  is  pubUshed  at  7  FCC  Red 
4688  (1992).  The  Commission  in  the 
Notice  certified  that  the  Regulatory 
Flexibility  Act  of  1980  did  not  apply  to 
the  rulemaking.  However,  this 
certification  was  inadvertently  not 
published  in  the  Federal  Ragbter 
summary  of  the  Notice.  See  57  FR  31994 
(July  20, 1992),  FRDoc.  92-17051. 
Therefore,  the  commission  is  pubUshing 
its  certification  pursuant  to  the 
Regulatory  Flexibihty  Act  of  1980  in 
this  notice. 

FOR  FURTHER  MFORMATION  CONTACT: 
Jennifer  A.  Manner,  (202)  632-7500. 

SUPPLEMBrrARY  MFORMATION:  The 
certification  by  the  Commission  that  the 
Regulatory  Flexibility  Act  of  1980  does 
not  apply  to  the  proposals  in  the  Notice 
reads  as  follows: 

We  certify  that  the  Regulatory 
Flexibility  Act  of  1980  does  not  appfy 
to  this  rulemaking  proceeding  because  if 
the  proposed  rule  amendments  are 
promulgated,  there  will  not  be  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities,  as 
defined  by  section  601(3)  of  the 
Regulatory  Flexibility  Act.*  Because  of 
the  nature  of  local  exdiange  and  access 
service,  the  Commission  has  concluded 
that  small  telej^one  companies  are 
dominant  in  their  fields  of  operation 
and  therefore  are  not  "small  entities"  as 
defined  by  the  act.'  The  Secretary  shall 
send  a  copy  of  this  Notice  of  Proposed 
Rulemaking  and  Order,  including  the 
certification,  to  the  Chief  Counsel  for 
Advocacy  of  the  Small  Business 
Administration  in  accordance  with 
Section  603(a)  of  that  Act.' 


•5U.s.ceoit3). 

*  500  MTS  Md  WATS  ktekM  Stnictura.  93  FOC 
2d  241.  338-99  (1SB3). 
>SU.S.CSS03(a). 
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Federal  I 
DoaiM  R.  Searcy, 

Secntary. 

IFR  Doa  93-970  Flfcd  I-T4-93;  8:45  amr 

MUMQ  COM  ena-oi-M 

DEPARTMENT  OF  TRANSPORTATION 
Ftdrat  HWiwy  Aiiiiliiltii  ■Ifaw 


49CFRPMt383 

[FHWA  Doetot  No.  MC-M-IO] 

RIN:  212SHKCt» 

»Tra{oin» 
rof 
CamWMMen  \toMclMfLCV«> 

AGENCr  Federal  Higflway 

Administration  (FHWA),  DOT. 
ACTION:  Advance  notice  of  proposed 
rulemaking  CANPBM];  raquast  for 
comments. 

SUOMMrv:  Th*  FKWA  is  requesting 
commmts  fron  intBrasted  paiCies 
concerning  tbv  esMmsniueul  of 
mandatory  mimtmuB  training 
requimnents  fcrtheoperBtors  of  longer 
combination  v^ncles  t^.CVs)'.  This 
actietr  is  m  re9pottse>te  Section  40&7  of 
the  Motor  Carrier  Act  of  1991 ,  which 
reqiiiree  tin  Secretary  of  Transportatioa 
to  initiate  a  nilemaking  proceeding  to 
establish  ■JBiiii—  tiiinnig 
requii  SMsnte  far  opoalan  of  LCVs.  The 
Congress  also  diiacted  that  this,  twiping 
include  certification  of  aa.  operatra's 
proficiency  by  an  instivctor  who  has 
met  the  requirements  established  by  the 
Secretary. 

DATES:  Commants  must  be  received  on 
or  before  March  T6, 1993. 


V:  Stihniit  written,  signed 
comments  to  FUWA  Docket  Na  MC- 
92-10,  room  4232.  HCC^IO,  Office  of 
Chief  CounseU  Federal  Hi^way 
Administration,  40&  Seventh  Street  SW., 
Washington,  DC  2069(K  Commenters 
may,^  in  addition  to  submitting  "hard 
copies"  of  their  comment»,  si^mit  a 
floppy  (fisk  in  standard  or  high  density 
formats  containing  data  compatiUe  with 
either  WordParfiKt  or  Word^ar  for 
Macintosh  or  DOS  based  systems. 
Commenters.  should  clearly  l^ral 
submitted  disk  with  the  safbvare  used 
(e.g.  WordPatfiKt  5  J)  \IBMl  or  Microsoft 
Word  4.0  [Mac]}.  All  cooanents  received 
will  be  available  Car  •xamioation  at  the 
above  Rddress  feom  8:30  a.m.  to  3:30 
p.m.,  e.t.,  Monday  tfiBougk  Pchky. 
except  legal  holidays.  Those  desiring 
notification  of  receipt  of  comments  must 
include  a  self-addressed,  stamped 
postcard. 
FOR  fVmXER  MFORMATION 


Mr.  Jerry  L.  Rebih,  Stoidards  Review 
Division,  Office  of  Motor  Carrier 
Standvds  (202>  366-4001,  or  Mr.      ' 
Charles  Medalen,  OfOc*  of  Chief 
Counsel,  (202)  366-1364.  Fedoat 
Highway  Administration.  400  Seventh 
Street  SW.,  Washington,  DC  20590. 
Of&cehoan  are  from  7:45  a.m.  t»4r:15 
p.m.  e.t,  Monday  tfarou^  Friday, 
except  legal  holidays. 
8ifPPl£MENTARY  MFOmiATKM:  Section 
A9K^]  of  tlw  Motor  Carrier  Act  of  1991, 
(Title  IV  of  the  Intermodal  Surface 
Transportatioa  Efficiency  Act  of  1991 
(ISTE^Pub.  L.  102-240. 105  Stat. 
1914. 2151K  directs  the  DOT  to  establish 
Federal  ramimum  training  standards  for 
drivers  of  LCVs.  The  Act  also  requires 
that  the  certification  of  these  drivers' 
skills  and  abilitiea  be  accomplished  by 
instructors'  who  meet  certain  Federal 
minimum  requirements  to  assure  a 
certain  degree  of  quality  control  and 
unifomrity.  The  FHWA  is  responsible 
for  the  ptomu^ation  of  minimum 
Federal  repilatioBS  concerning 
commerd^  Baotoc  vekidas  (CMiVs), 
includioa  LCVs.  To  date,  the  FKWA  has 
not  nan  dated  minimum  training 
Standard*  Cor  operators  of  CMVs  because 
of  the  substantial  progress  being  made 
by  the  motor  carrier  industry  in 
volimtarily  implementing  the  FHWA's 
"The  MMMCMKiculam  for  Training 
Tractor-Trailer  Daws."  as  more  fully 
discussed  below. 

Definirto— 

In  MctiaBs4(P07  and  1023  of  the 
ISTEA.  LCVs- are  defined  as  "any 
combinatioaof  a  truck  tractor  and  two 
or  Huro  tnitsKs  «r  soni-trailers  which 
operate  on  UntarstBtehij^ways]  with  a 
gross  vehicle  weight  greaterthan  80,000 
pounds."  Therefore.  LCVs  include 
turnpike  doubles.  Rocky  Moimtain 
doubles,  triple-trailer  combinations  and 
iinusually  heavy  western  doubles. 
Turnpike  doubles  consist  of  a  tractor 
and  two  trailers,  each  45-  to  48-fiaet 
long.  A  Rocky  Mountain  double  is 
typically  a  combination  with  a 
semitrailer  and  a  fall  trailer  which 
normally  operates  with  a  long 
semitrailer  and  a  shorter  second  tiHiler. 
Leagths  ka  th«  first  unit  usuaUy  range 
from  45-  to  S3-iMt  and  for  til*  second 
imit  27-  to  261/^-feet.  Triple-trailer 
combinations  consist  of  one  tractor 
hauling  three  26-  to  29-foot  trailers. 
LCVs  can  also  include  usually  heavy 
western  do^>ies  wei^itng  in  excess  of 
80,000  pounds. 

Background 

In  the  early  1980's  the  FHWA 
determined  that  a  need  existed  for 
technical  guidance  in  the  area  of  truck 
driver  training.  Research  at  that  time 


had  shown  Aat  many  driver  training 
schools  offered  little  or  no  structured 
curritnila  or  nnifbrm  training  plans. 

To'  help  correct  this  problem,  the 
FHWA  developed,  and  in  1985  issued, 
the  "Model  Curriculum  for  Training 
Tractor-Trailer  Drivers"  (C198S,  GPO 
Stock  No.  050-001-00293-1),  which 
incorporated  the  FHWA  "Proposed 
Minimum  Standards  fbr  Training 
Tractor  Trailer  Drivers"  (1984).  The 
Model  Curriculimi,  as  it  is  known  in  the 
industry,  is  a  broad  set  of 
recommendations  which  incorporates 
standardized  minimum  core  curricultun 
requirements  and  training  materials,  as 
well  as  standards  pertaining  to  vehicles, 
facilities,  instructor  hiring  practices, 
graduation  requirements,  and  student 
placement.  Curriculum  content  includes 
the  fonowing  areas:  basic  operation,  safe 
operating  practices,  advanced  operating 
practices,  vehicle  maintenance,  and 
nonvehicle  activities. 

In  1986,  the  Professional  Truck  Driver 
Institute  of  America  (PTDIA)  was 
created  by  the  motor  carrier  industry  to 
certify  acceptable  training  programs 
offered  by  the  truck  driver  training 
schools.  The  Model  Curriculum, 
although  modified  to  meet  the  needs  of 
this  orgffliization,  is  the  fundamental 
has*  from  which  the  PTIXA's 
certification  criteria  was  derived.  In 
nw^l98»,  the  PTDL^  began  certifying 
driver  training  programs  across  the 
country.  Currently,  approximately  50 
programs  at  34  schools  in  operation 
nave  received  the  PTDIA  certification. 

The  Model  Curriculum  (and  hence  the 
PTDL\  program)  addresses  all  critical 
aspects  of  entry-level  track  chiver 
training.  The  Curriculum  is  designed  so 
that  students  wim  completed  it  can  be 
expected  to  perform  actual  tractor-trailer 
driving  skills  competently  and  safely. 
However,  it  is  geared  to  the  education 
of  drivers  of  single  trailer  combinations, 
not  LCVs.  A  void  therefore  exists  in  the 
Model  Curriculum  in  the  areas  of 
classroom  and  on-the-road  driver 
training  instroction  specifically  for  Ae 
operation  of  LCVs. 

The  Commercial  Motor  Vehicle  Safety 
Act  of  1966  (the  CMVSA)  (Pub.  L.  99- 
570,  lOO  Stat.  3267-170,  title  XB. 
October  27. 1966),  although  not  directly 
targeted  at  cfriver  training,  was  intended 
to  improve  highway  safety.  Its  goal  is  to 
ensure  that  drivers  of  large  trudcs  and 
buses  possess  the'kmiwledge  andskiUa 
to  safely  operato  those  vehicles  on 
public  hl^woys.  The  CMVSA 
established  the  commercial  drivet'^i 
license  fCDLl  proeram  and  directed  the 
FHWA  to  establisa  minimom  national 
standard*  v^ch  Slates  must  mast  when 
UcenaingCMV  drivoM.  The  CMVSA 
app&es  to  anycme  who  operates  a  CMV 
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in  intrastate,  interstate,  or  foreign 
commerce,  including  most  employees  of 
Federal,  State,  and  local  governments. 
As  defined  by  the  implementing 
regulation  (49  CFR  383.5,  (1991)]  a  CMV 
is  a  motor  vehicle  or  combination  of 
motor  vehicles  used  in  commerce  to 
transport  passengers  or  property  if  the 
vehicles — 

(a)  Have  a  gross  combinatiop  weight 
rating  of  26,001  or  more  pounds   . 
inclusive  of  a  towed  unit  with  a  gross 
vehicle  weight  rating  of  more  than 
10,000  pounds;  or 

(b)  Have  a  gross  vehicle  weight  rating 
of  26,001  or  more  pounds;  or 

(c)  Are  designed  to  transport  16  or 
more  passengers,  including  the  driver; 
or 

(d)  Are  of  any  size  and  are  used  in  the 
transportation  of  materials  found  to  be 
hazardous  for  the  purposes  of  the 
Hazardous  Materials  Transportation  Act 
and  which  require  the  motor  vehicle  to 
be  placarded  under  the  Hazardous 
Materials  Regulations  (49  CFR  part  172, 
subpart  F). 

In  accordance  with  the  CMVSA,  all 
drivers  of  CMVs  must  possess  a  valid 
CDL  by  April  1, 1992,  in  order  to  be 
properly  qualified  to  operate  the 
vehicle(s)  they  drive.  In  addition  to 
passing  the  CDL  knowledge  and  skills 
tests  required  for  the  basic  Vehicle 
group,  all  persons  who  operate  or  expect 
to  operate  the  following  vehicles,  which 
have  special  handling  diaracteristics, 
must  obtain  endorsements:  double/ 
triple  trailers,  tank  vehicles,  passenger 
vehicles,  or  CMVs  required  to  be 
placarded  for  hazardous  materials  under 
49  CFR  383.93.  For  the  passenger 
vehicle  endorsement  the  driver  must 
pa&s  knowledge  and  skills  tests.  For  all 
ether  vehicle  endorsements,  the  driver 
is  required  to  pass  only  a  knowledge 
test. 

The  CDL  standards  do  not  require  the 
comprehensive  training  proposed  in  the 
Model  Curriculum  since  the  CDL  is  a 
"licensing  standard"  as  oppmsed  to  a 
"training  standard."  Accordingly,  there 
are  no  prerequisite  mandatory  Federal 
or  State  training  requirements  to  obtain 
a  CDL. 

To  begin  to  address  the  void  in  the 
?«i4odel  Curriculiun  discussed  above,  the 
FHWA  awarded  a  contract  in  February 
1991  to  the  PTDIA  to  develop  a 
recommended  training  curriculum 
outline  for  the  operation  of  double 
trtiler  xmits  with  lengths  of  up  to  28-  or 
2a>A-feet  each  (often  called  "twin 
trailers"  or  "western  doubles"),  as 
permitted  by  the  Surface  Transportation 
Assistance  Act  of  1982  (Pub.  L  97-424, 
96  Stat.  2097).  The  development  of 
administrative  guidelines  necessary  to 
evaluate  an  organization's 


implementation  of  the  curriculum  was 
also  an  integ^  part  of  this  contract. 
This  addition  to  the  Model  Curricvdum 
vfiU  be  made  available  to  the  trucking 
industry  and  hopefully  be  incorporated 
into  existing  training  courses  and 
programs. 

In  the  On  Guard  Bulletin  for  March 
1991,  the  FHWA  advised  the  industry 
against  making  the  assumption  that 
drivers  of  single  trailer  combination 
units  can  easily  switch  to  driving 
multiple  trailer  units  with  little  or  no 
specialized  training.  The  FHWA  pointed 
out  that  the  controllability  and 
maneuverability  of  these  multiple  trailer 
units  may  diffier  significantly  from 
straight  and  even  single  trailer 
configurations.  The  FHWA 
recommended  that  drivers  of  LCVs  have 
adequate  on-the-road  and  classroom 
training  to  make  them  aware  of  the 
variables  that  influence  the  safe 
operation  and  handling  of  these 
vehicles. 

Rulemaking  and  Questioiu  for 

Comment 

To  fully  understand  the  various  issues 
relating  to  this  topic,  the  FHWA  is 
soliciting  comments  on  the  following 
areas,  as  well  as  any  additional  issues 
identified  by  respondents. 

Scope 

1.  As  used  by  the  motor  carrier 
industry  for  many  years,  the  term  LCV 
means  any  CMV  with  2  trailers  (either 
of  which  is  over  28i/t  feet  long)  or  CMV 
combinations  with  more  than  2  trailers, 
irrespective  of  length.  Vehicle  weight 
plays  no  part  in  the  industry  use  of  the 
term.  Should  the  definition  of  LCV  that 
will  be  used  to  develop  a  training 
requirement  be  expanded  to  include 
vehicles  not  covered  by  the  ISTEA  such 
as  multiple-trailer  combinations 
operating  with  a  gross  weight  of  less 
than  80,000  pounds,  i.e.  "twin  trailers" 
or  "western  doubles"?  In  addition,  the 
FHWA  wishes  to  determine  whether 
vehicles  operating  under  special  permit 
at  weights  over  80,000  poimds  and/or 
straight  trucks  pulUng  single  or  multiple 
trailers  with  overall  lengths  in  excess  of 
72  feet  should  be  included  in  those 
vehicles  used  to  establish  a  LCV  training 
requirement. 

2.  What  difficulties  would  the  ISTEA 
definition  create  from  an  enforcement 
standpoint,  in  distinguishing  which 
vehicles  meet  the  definition  and  in 
determining  which  drivers  must  comply 
with  any  LCV  training  requirements? 

Program  Administration 

3.  Once  the  training  requirements  for 
LCV  drivers  are  estabUshed,  what' 
should  the  FHWA's  role  be  in  assuring 


that  the  training  is  actually  carried  out 
according  to  the  minimtan  standards? 

4.  What  standards  are  necessary  to 
ensure  that  instructors,  who  will  be  the 
key  to  the  efficiency  and  effectiveness  of 
the  LCV  training,  have  been  adequately 
and  properly  trained  and  are  carrying 
out  their  training  responsibilities  in  an 
acceptable  manner? 

5.  Since  LCV  operations  are  allowed 
only  imder  special  State  oversize/ 
overweight  permits,  should  the  initial 
licensing  of  LCV  instructors  and 
certification  of  LCV  drivers  be 
accomplished  by  a  Federal  (FHWA  or 
other)  or  State  agency?  How  should  this 
be  accomphshed? 

6.  From  an  enforcement  perspective, 
what  specific  Federal,  State  or  local 
agency  should  have  the  responsibility 
for  assuring  that  the  requirements  of 
LCV  training  are  met  and  what  form  of 
documentation  should  be  estabhshed  to 
prove  to  prospective  employers  that 
adequate  LCV  training  has  been 
successfully  completed  by  a  driver? 
Who  should  be  held  accoimtable  if  the 
training  requirements  are  not  met,  the 
individual  and/or  a  motor  carrier- 
employer? 

7.  Should  nonprofit,  private 
organizations,  such  as  PTDIA,  be 
authorized  to  evaluate  and  certify  the 
adequacy  of  LCV  training  programs? 

Training  and  Licensing 

8.  What  types  of  LCV  driver  training 
programs  exist?  Please  provide  as  much 
detail  about  cost  and  course  length  as 
possible. 

9.  Should  the  implementation  of 
minimum  training  requirements  for  LCV 
operators  be  "phased  in"  over  a  certain 
period  of  time?  If  so,  what  scenario  do 
you  propose  and  why? 

10.  Should  LCV  training  be  a 
prerequisite  for  a  double/triple  trailer 
endorsement  on  a  CDL? 

11.  Should  all  LCV  drivers  be 
required  to  have  previous  experience 
vtrith  single  trailer  vehicles?  If  so,  how 
much? 

12.  Hpw  often  should  LCV  training  be 
offered/repeated  for  both  instructors  and 
drivers? 

13.  Do  speciaUzed  vehicle 
combinations  such  as  triples  or  those 
handling  special  cargo  require  different 
training  standards? 

Rulemaking  Analyses  and  Notices 

Executive  Order  12291  (Federal 
Beguhtion)  and  DOT  Regulatory 
Policies  and  Procedures 

The  FHWA  has  determined  that  this 
action  is  not  major  within  the  meaning 
of  Executive  Order  12291.  However, 
because  of  the  public  interest  in 


/  Vol  5a,no^im  t  fWJgy.  Jtouary  t5^  19g3  /  ftujimwirf  Klifca 


t  vifaiEl»  aaftt^jt.  this 

nottt^Jg-rf^*"—*  rignrtiirgmt  urithiTL 

the  ■MUMiig  iif  Pn[Mr1>niinr  of 
Ti  iiiiipiirtrt mr  wgirintTirr  jr-"— --  oiii 
I  tiii»  Bwramr  and 
I  taEjMcattv  Oafar  12496,  ttns 


rulooiicin^actiflBkaftbHD  inciudBd  oa 
lln  liyiiiiiiB  J  Ttiigrfim  be  significant 
rulemaking  actions. 

Dob  to  tor  pariinnnary  nature  of  this 
JuLUiiiuiit  Mittin  fwulting  lack  of 
noGHnay  kifonnatioa  aa.  cestSv  tiw 
FHW  A  is  vnbte  to  evaiuaU  the 
economic  impaet  af  a  regnlatoEy 
reqoiranrent  iormand^ory  trsining  for 
LCV  driversw  Baaed  on  tii»  information 
received  in  response  to  this  Natice,  the 
FHWA  intands  tacarefiilly  conaidwr  the 
costs  aoA  benefits  asaociated  with  tim 
variaos-akeia^Ta  ra«(uinment8. 
ConuaentSk.  iufoamation  and  data  am 
soUeiliad  on  tfaa  economic  impact  o£this 
rutemakiiig. 

Regulatory  Ffexibility  Act 

Althmi^  thfr  Regulatory  Fl^bility 
Act  ITvbu  L.  9«^-a64;  5  U.SC.  601  et 
seq.\  does  not  apply  to  an  ANPKM,  the 
agency  has  avalueted  the- Elects  of  this 
rule  on  small  entities.  Based  on  the- 
evaluation,  the  FHWA  cartifies  that  this 
rule  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  amaii  entities. 

Executive  Order  12&U  IFedecalism 
Assessment) 

This  action  has  been  analyzed  in 
accocdanca  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612,  and  it  has  been  determined  that 
this  action  does  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  federalism  assessment. 

Executive  Order  12372 
(IntergovermxKirttd  Heview) 

Catalog  of  Federal  Domestic 
Assistance  Program  Number  20.217, 
Motor  Caaier  Safety.  The  regulations 
implementing  Executive  Order  12372 
regarding  intergovernmental 
consultation  on  Federal  programs  and 
activities  apply  to  this  program. 

Paperwork  Reduction  Act 

This  action  does  not  contain  a 
collection  of  information  requirement 
for  purposes  of  the  Paperwork 
Reduction  Act  of  1980  (44  U.S.C.  3501 
et  seqX 

National  EmrimnmetitalPelicy  Act 

This  ag«nc7  has  analyzed  diis  action 
for  the  purpose  of  the  P^ational 
Environmenftoi  Policy  Act  of  1%9  (tt 
U.S.C  4021  et  se^\  and  has  deteimimed 
that  this  aebonwoBld  not  have  any 
effect  on  the  yatity  of  tfareBvironaiant. 


Regakitioa  Uooifieation  Ntonber 

A  ragiUatoiy  information  nuoaber 
(RIN1  is  assigped  to  each  regulatory 
action  listed  in  the  United  Agenda  of 
Federal  Ibgulations.  The  Ra^ilatory 
Information  Service  Cisnter  pnbQshed 
the  Unified  Agpp'^*  in  April  and 
October  of  each  year.  The  RIN  number 
contained  in  the  heading  of  this 
document  can  be  used  to  cross  pefeience 
this  action  wiA  the  Unified  Agenda. 

List  •!  Safefasls  ia  49  Cnt  Fvt  3t3 

Commercial  driver's  license  testing 
and  licensing  standards.  Highways  and 
roads,  Motor  vehicle  safety. 

Issued  on  January  8, 1902. 
T.D.  Larson, 
AdnuBJstratar. 
[PR  DoK.  gO-^MFibd  1-Mi-93{  ft4SaBf 
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Federal  Highway  Adminiatration 

49  CFR  Parti  369, 399,  and39t 
[FHWA  Docket  No.  MC-92-1^ 
RIN  2125^^109 

VlolflUoos  ot  Oul-of'Secvlc«  Ocdar»  by 
Commercial  Motor  Vehicle  Oparatora; 
Diaqualifications  and  Penalties 

agency:  Federal  Highway 
Administration  (FHWA),  DOT. 
ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUNNnmr:  The  FHWA  proposes  to  make 
any  violation  of  an  out-of-service  order 
by  a  driver  of  a  commercial  motor 
vehicle  (CMV)  a  disqualifying  offense 
resulting  in  suspension,  revocation,  or 
cancellation  of  the  driver's  commercial 
driver's  license  (CDL),  or 
disqualification  by  the  FHWA,  for  a 
period  of  time  from  90  days  to  five 
years  Additional  civil  monetary 
penalties  are  also  proposed  for  both 
drivers  and  theiremployers.  This 
proposal  inrpfements  section  4009  of  the 
Motor  Carrier  Safety  Act  of  1991  (Title 
rV  of  Pufr.  L.  102-240-,  T05  Stat.  1914) 
and  responds  to  a  petition  filed  by  the 
Commercial  Vehicle  Safety  Alliance  on 
June  22, 1990. 

DATSSc  Comments  mu^be  received  on 
or  before  March  16, 1993. 
AOORESSES^  Submit  written,  si^ed 
comments  taFHWA  Docket  No.  MC- 
92-13i  room  4232,  HCC-10,  Office  of 
the  Chief  Counsel,  Federal  Highiway 
Administration,  400  Seventh  Street, 
SW.,  Washington,  DC  20590. 
CoaamantBis  nmf,  im  addition  to 
submittlof  *'hard  copies^  of  their 
conimen<i»  aaboait  s  floppy  disk  ia 


standard  or  high  density  fbnnatr 
GontlnBiag  dats  compatible  with  eitl^ 
Wortf'nrfeef  or  WerdS^ar  for  IBM 
systems,  or  with  Microsoft  Word  or 
WoreBPbrfert  for  Apple  Macintosh 
systems.  Conunenters  should  clearly 
label  submitted  disk  with  the  software 
format  used  (e.g..  WordPterfect  &.0  [INffll 
or  Microsoft  Word  4.0  (Mac)).  All 
comments  received  will  be  available  for 
examination  at  tiie  above  address  Iroui 
8:30  a.ra^.  to 3:30  p.m.,  et.,  Monday 
through  Friday,  except  liegal  holidays. 
Those  desiring  notification  of  receipt  of 
comments  must  include  a  self-addressed 
stamped  postcard 

FOA  FunrrHur  mFORMATiOM  conmct:  Ms. 
W.  Teresa  Doggett,  Driver  Standards 
Divisiaa.  Office  of  Motor  Carrier 
StSTderda  (202)  366-4009v  or  Mr.  David 
Sett.  Office  of  the  Chief  Counsel,  (202) 
366-0834,  Federal  Highway 
Administaition,  400' Seventh  Street!, 
SW.,  Washington,  DC  20590.  Office 
hours  are  from  7:45  a.m.  to  4:t5  p\m., 
e.t.,  Monday  through  Friday,  eJicept 
legal  holidajrs. 

SUPPLEMENTAAV  INFOftMATION: 


Background 

This-  rulemaking  responds  to  Section 
4009  of  the  Motor  Carrier  Act  of  1991 
(Title  IV  of  the  Intermodal  Surface 
Transportation  Efficiency  Act  of  199^1 
(ISTEA),  Pub.  L.  102-240, 105  StaL 
1914.  2156),  which  dieects  the  Secretary 
of  Transportation  to  establish  sanctions, 
penalties  and  disqualifications  relating 
to  violations  of  out-of-service  orders  by 
persons  operating  commercial  motor 
vehicles.  The  Congress  mandated 
issuance  of  a  rule  on  this  subject  by 
December  18, 1992. 

The  statute  specifies  tiiaC  any  operator 
of  a  CMV  who  is  convicted  of  a  first 
violation  of  an  out-of-service  order  is  to 
be  disqualified  for  no  less  than  90  days; 
subseqaent  violations  would  lead  to 
disqualification  periods  of  from  one  to 
five  years.  The  statute  also:  sets  forth 
civil  penalties  of  not  less  than  $1,000  for 
drivers  who  ace  convicted  of  a  violation 
of  an  out-of-service  order,  and  of  not 
more  than  $10,000  for  employers  who 
are- convicted  of  knowingly  allowing  a 
driver  to  violate  an  out-of-service  order. 
Finally,  the  statute  adds  St^ate  adoption 
and  enforcement  of  the  penalties  for 
out-of-service  violations  to  the  list  of 
conditions  necessary  to  achieve 
"substantial  compliance"  with  section 
12009(a)  of  the  Commercial  Motor 
Vehicle  Safety  Act  of  1986.  Public  Law 
99-570.  100  Stat.  3207-170,  3207-179, 
and  thereby  avoid  a  withholding  of 
highway  fBn<£i  under  section  12311  of 
that  Act. 
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This  NniM  also  responds  to  a  Jnne 
22, 1990,  petition  fitod  by  th* 
Cmaoiercial  Vehicle  Safety  Allianc» 
(CVSA),  an  association  of  CMV  safety 
enforceineDt  officiak  from  the  States, 
the  Canadian  proTinces  and  territories, 
Mexico,  and  representatives  of  other 
interested  organizations.  The  petition 
stated  that  tlM  potential  for  operating 
CMVs  which  havrbeen  placed  **out-of- 
service''  before  corapleticm  of  the 
required  repairs  is  a  cause  ol  great 
concern  to  CVSA  members.  The 
petitioner  asserted  that  while  the  CVSA 
is  currently  developing  a  verification 
procedure  to  ensure  that  repairs  have 
been  completed  and  to  deter  violations 
of  out-of-service  orders,  the  enforcement 
program  needs  to  be  complemented  by 
adequate  sanctions.  The  petitioner, 
therefore,  requested  the  FHWA  to 
include  violations  of  out-of-swvice 
orders  as  disqualifying  offenses  under 
the  CDL  requirements,  since  one 
'  purpose  of  the  CDL  program  is  to 
upgrade  CMV  safety  by  removing  unsafe 
operators  from  the  road. 

Out-of-service  orders  are  declarations 
issued  by  the  Federal  Highway 
Administration,  or  by  an  authorized 
enforcement  officer  of  a  State  or  local 
jurisdiction,  to  driven  of  CMVs  or 
motor  carriers,  when  the  driver,  vehicle, 
or  motor  carrier  is  operating  under 
specified  unsafe  conditions.  The 
conditions  for  issuing  out-of-service 
orders  are  specified  in  a  number  (rf 
places  in  the  Federal  Motor  Carrier 
Safety  RegulaUons  (FMCSRs).  49  CFR 
Part  350  et  seq.  The  FHWA  is 
authorized  generally  in  §  386.72(b)(1)  to 
issae  out-of-service  ordws  with  respect 
to  drivers,  vehicles,  or  motor  carrier 
operations  when  violations  of  the 
FMCSRs  are  determined  to  present  an 
imminent  hazard.  An  "imminent 
hazard"  means  any  craidition  of  a 
vehicle,  employee,  or  commercial  motor 
vehicle  operation  which  is  likely  to 
result  in  serious  injury  or  dedth  if  not 
discontinued  immediately.  49  U.S.C 
521(b)(5);  49  CFR  386.72(b)(1).  Section 
398.9  contains  provisions  for  placing 
vehicles  out  of  ser/ice  which  by  reason 
of  mechanical  condition  or  loading 
would  Ukely  cause  an  accident  or  a 
breakdown.  Sections  392.5  and  395.13 
provide  out-of-service  conditions 
specific  to  violations  of  intoxicating 
beverage  and  hours  of  service 
requirements  respectively. 

Out-of-service  orders  are  issued  in 
various  forms.  Operations  out-of-service 
orders  result  from  a  Safety  or 
Compliance  Review  conducted  by 
FWHA  or  an  authorized  enforc»nient 
officer  of  a  State  or  local  jurisdiction. 
Upon  a  finding  o£  repeated  feilure  to 
come  into  compliance  widi  the  FMCSRs 


despite  enforoBment  actions,  operations 
out-of-flwviG8  orders  direct  a  motor 
carrier  to  c0Me  all  or  that  pert  of  the 
motor  carrier's  operations  consdtnting 
an  imminent  haatrd  to  saHaty. 
Additionally,  hazardous  materials  and 
passenger  carriers  assigned 
imsatisfBctory  safety  ratings  are  given  45 
days  to  improve  their  ratings  or  have 
such  operations  ordered  out  of  service. 
49  CFR  385.13. 

Ont-of-sarvice  orders  may  also  be 
issued  with  respect  to  particular  drivers 
or  vehicles,  rather  than  the  ovwall 
opttntioBi  of  a  motor  carrier.  The 
CVSA,  hi  cooperation  with  &e  FHWA, 
has  established  the  North  American 
Uniform  Out-of-Service  Critoia 
governing  driver,  v^cle,  oad 
hazardous  materials  out-of-service  and 
restricted  service  conditions.  See  title  49 
CFR,  chapter  ID,  subpart  B,  appendix  G. 
Driver  ool-of-service  criteria  identify 
driver  violations  that  render  the  CMV 
operator  unquaUfied  to  drive  or 
declared  out-of-service.  Vehicle  out-of- 
service  criteria  identify  critical  vehicle 
inspection  items  and  provide 
procedures  for  safety  inspectors  to  place 
vdiicles  in  an  out-of-service  or 
restricted  service  category.  The 
hazardous  materials  out-of-service 
criteria  deline^e  similar  items  of 
noncompliance,  but  are  specifically 
designed  to  abate  unsafe  conditions 
which  may  be  particular  to  carriage  of 
hazardous  matwials.  The  States  and 
jurisdictions  which  are  members  of  the 
CVSA  volimtarily  apply  these  out-of- 
service  criteria  through  the  use  of 
commoi  inspection  standards.  See 
Appenctix  G.  supra.  The  great  majority 
of  these  inspections  are  conducteid  along 
the  roadside.  A  copy  of  the  North 
American  Uniform  Out-of-Service 
Criteria  is  available  for  pubhc 
inspecti<»  in  the  docket  at  the  above 
address. 

A  1990  General  Accounting  Office 
(GAO)  Report,  "Need  To  Better  Ensure 
Correction  of  Serious  Inspection 
Violations"  (GAO/RCED-90-202, 
September  1990),  disclosed  that  five 
States — Idaho,  Maine,  Michigan, 
Oklahoma,  and  Wisconsin— participated 
in  an  FHWA-funded  study  to  determine 
how  often  drivers  continue  their  trips 
without  correcting  out-of-service 
violations.  The  hi^est  noncompliance 
rate  (53  percent)  was  found  in  Maine, 
where  the  study  focused  on  drivers  who 
were  left  unattended  after  the  inspection 
facihty  closed.  Similarly,  Michigan's 
study  found  a  16  percent 
noncompUance  rate  for  drivers  left 
imattended  compared  to  a  2  percent  rate 
for  those  at  open  feciHties^  Tlis  Ideiso 
study,  based  on  a  luger  percentage  of 
inspections  at  facilities  staffed  wound 


the  clock  (whess  driven  vrere  imder 
scrutiny),  indicated  the  lowest  overall 
noncompliance  rate  (9  percent).  The 
GAO  developed  a  questionnaire  as  part 
of  the  report  vrinch  showed  that  np  to 
74  percent  of  inspections  occur  at 
facilities  not  continuously  staffed.  The 
lack  of  staff  at  these  inspection  sites  and 
the  nimiber  of  drivers  left  unattended 
provide  the  potential  for  noncompUance 
with  out-of-service  orden.  The  GAO 
report  is  available  for  pubhc  inspection 
in  the  docket  at  the  above  address. 

In  response  to  the  congressional 
directive,  the  CVSA's  petition,  and 
available  evidence  on  the  potential  for 
driver  noncompliance,  this  rulemaking 
proposes  disqualifications  and  penalties 
for  CMV  operators  who  drive  away  from 
safety  inspection  sites  without 
correcting  vehicle  and/or  driver  out-of- 
service  conditions  or  otherwise  violate 
out-of-service  orders.  This  rulemaking 
also  proposes  penalties  for  motor 
carriera  who  require  m  permit  drivers  to 
violate  out-of-service  orders. ' 

With  reject  to  CDL  holders.  States 
will  satisfy  disqualification 
requirements  by  suspending,  revoking, 
or  cssicaling  the  affected  Ucenses  under 
section  12009(b)  of  the  Commercial 
Motor  Vehicle  Safety  Act  of  1986.  hi 
order  to  comply  with  section  12009(8), 
this  proposal  would  require  each  State 
licensing  agency  to  change  existing 
penalty  systems  and  related  statutes, 
regulations  and  procedures  by  adding 
violations  of  out-of-service  orders  to  its 
list  of  disquaUfying  offenses. 

Certain  non-CDL  holden  (i.e.,  those 
who  are  subject  to  the  FMCSRs  but  not 
to  the  CDL  requirements)  would  also  be 
subject  to  this  rulemaking.  For  those 
drivers,  the  FHWA  proposes  to  add  the 
same  disqualification  penalties  which 
would  be  the  responsibility  of  the 
FHWA. 

Applicabtiity 

This  NPRM  proposes  to  add  to  49  CFR 
part  383  disqualification  periods  and 
civil  penalties  for  drivers  who  are 
convicted  of  violating  out-of-service 
orders  and  for  employera  who  require  or 
permit  drivers  to  violate  out-of-service 
ordera.  Part  383  generally  encompasses 
every  driver  of  a  motor  vehicle  that — 

(1)  Has  a  gross  combination  wei^ 
rating  (GCWR)  of  26,001  or  more 
pounds,  inclusive  of  a  towed  vehicle 
with  a  gross  vehicle  weight  rating 
(GVWR)  avm  lOJMO  pounds;  or 

(2)  Has  a  GVWR  of  26,001  pounds  or 
more;  or 

(3)  Is  designed  to  transport  16  or  more 
passengere,  including  the  driver  or 

(4)  Is  reqmred  to  be  placarded  for 
hazardous  materials. 
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No  exceptions  to  the  applicability  of 
ODL  requirements  are  provided  in  the 
regulations.  Pursuant  to  the  waiver 
authority  granted  in  Section  12013, 
however,  the  FHWA  on  September  26, 
1986  (see  53  FR  37313),  issued  specific 
waiver  provisions  covering  active-duty 
uniformed  military  personnel  and,  at 
each  State's  discretion,  certain  farmers, 
firefighters,  and  operators  of  emergency 
equipment.  Similarly,  on  April  17, 1992 
(see  57  FR  13650),  the  FHWA  issued  a 
notice  of  final  dispositicm  authorizing 
States  to  exempt  certain  employees  of 
farm-related  service  industries  from 
taking  the  CDL  knowledge  and  skills 
tests  in  order  to  obtain  a  restricted  CDL. 
For  these  groups,  the  FHWA  found  that 
the  waivers  were  not  contrary  to  the 
public  interest  and  would  not  diminish 
the  save  operation  of  commercial  motor 
vehicles. 

To  preserve  consistency  between  part 
383  (the  CDL  rules)  and  part  391  of  the 
FMCSRs),  the  NPRM  also  proposes  to 
extend  the  disqualifications  for 
violations  of  out-of-service  orders  to 
drivers  of  CMVs  as  defined  in  49  CFR 
390.5.  This  extension  would  effect  all 
vehicles  with  a  GVWR  or  GCWR  greater 
than  10,000  pounds.  The  scope  of  this 
rulemaking,  based  on  FHWA's  authority 
to  establish  minimum  safety  standards 
for  CMVs.  49  U.S.C.  3102,  49  U.S.C. 
App.  2505,  reflects  the  FHWA's  belief 
that  a  smaller  vehicle  operating  while 
designated  as  an  "imminent  hazard" 
presents  the  same  kind  of  safety  risk  as 
a  larger  vehicle.  49  U.S.C  3102,  49 
U.S.C  App.  2505.  Drivers  of  CMVs  with 
a  GVWR  or  GCWR  greater  than  10,000 
pounds  are  already  subject  to  civil 
penalties  for  violation  of  out-of-service 
orders,  as  described  in  appendix  A  (IV) 
to  part  386,  title  49,  Code  of  Federal 
Regulations.  The  driver  disqualification 
proposed  in  this  rulemaking  would 
serve  as  an  additional  inducement  to 
refrain  from  operating  an  imminently 
hazardous  vehicle  or  otherwise  violate 
an  out-of-service  order. 

Section-by-Section  Analysis 

Section  383.5.  This  section  would 
define  an  "out-of-service  order"  as  a 
declaration  by  the  Federal  Highway 
Administration,  or  by  an  authorized 
enforcement  officer  of  a  State  or 
jurisdiction,  that  a  driver,  or  a  CMV,  or 
a  motor  carrier  operation  is  out  of 
service  under  the  provisions  of  title  49, 
Code  of  Federal  Regulations,  including 
but  not  limited  to  §§  386.72,  392.5, 
395.13.  or  396.9. 

Section  383.37.  The  proposal  would 
prohibit  an  employer  from  using  drivers 
and  vehicles,  or  conducting  motor 
carrier  operations^  which  have  been 
declared  out-of-service  until  the 


violation  has  been  corrected  or  the  , 
minimum  out-of-service  period  has 
expired.  This  section  provides  a  basis 
for  the  employer  penalty  provision 
proposed  in  §  383.53.  While  the 
FMCSR's  already  prohibit  an  employer 
from,  and  provide  dvil  penalties  for. 
requiring  or  permitting  an  employee  to 
violate  an  out-of-service  order  (see 
§§  395.13(c)  and  386.72(b)(4)).  there  are 
no  analogous  regulations  which  cover 
employers  subject  only  to  part  383  and 
not  to  parts  390-399. 

Section  383.51.  This  section  would  be 
modified  by  the  proposal  to  incorporate 
the  new  offenses  and  the  duration  of  the 
disqualification  period  for  such  offenses 
as  mandated  by  Congress.  As  currently 
codified,  the  following  structure 
summarizes  §  383.51: 
Paragraph  (a):  General  introduction. 
Paragraph  (b):  Long-term 
disqualifying  offenses.  (These  include 
driving  under  the  influence  (DUI), 
leaving  the  scene  of  the  accident,  and 
felonies  involving  CMVs,  and  carry  one- 
year-to-lifetime  disqualifications.) 

Paragraph  (c):  Short-term 
disqualifying  offenses.  These  are 
"serious  traffic  violations"  as  defined  in 
§  383.5,  and  carry  60-  to  120-day 
disqualifications. 

Paragraph  (d):  Special  provisions  for 
State  compliance  with  blood  alcohol 

levels. 

Since  the  disqualification  periods 
mandated  by  the  Congress  for  violations 
of  out-of-service  orders  are  different 
from  those  currently  included  in 
paragraphs  (b)  and  (c),  this  NPRM 
would  place  them  in  a  new  paragraph 
and  result  in  the  following  revised 
structure  for  §383.51: 

Paragraph  (a):  General  introduction. 
(Unchanged.) 

Paragraph  (b):  Long-term 
disqualifying  offenses.  (Unchanged.) 

Paragraph  (c):  Short-term 
disqualifying  offenses.  (Unchanged.) 
Paragraph  (d):  Disqualifications  for 
violation  of  out-of-service  orders.  (New 
paragraph.) 

Paragpraph  (e):  Special  provisions  for 
State  compliance  with  blood  alcohol 
levels.  (Formerly  parawaoh  (d).) 

Under  new  paragrapa  (d)  of  §  383.51, 
a  CMV  driver  who  is  convicted  of  a  first 
violation  of  an  out-of-service  order 
would  be  disqualified  for  a  period  of  not 
less  than  90  days.  For  convictions  of 
subsequent  violations  of  an  out-of- 
service  order,  the  driver  would  be 
disqualified  for  a  period  of  five  years. 
Proposed  $$383.51(d)(2)(ii)  and 
391.15(d)(2)(ii)  would  implement  this 
provision. 

The  statute  specifies  that  a  "second 
violation  of  an  out-of-service  order" 
would  result  in  a  one-to-five-year 


disqualification.  Under  the  discretion 
accorded  the  Secretary  in  the 
legislation,  the  FHWA  has  chosen  a  five- 
year  disquaUfication  period  for  all 
subsequent  violations.  Violation  of  an 
out-of-service  order  is  a  very  serious 
offense.  By  definition,  violation  of  an 
out-of-service  order  poses  an  "imminent 
hazard"  to  public  safety  or  is  likely  to 
cause  an  accident.  A  five-year 
disqualification  period  is  necessary  to 
serve  as  a  maximum  deterrent  to 
engaging  in  this  inherently  dangerous 
and  all-too-common  activity. 

Section  383.53.  The  FHWA  proposes 
to  add  civil  penalties  related  to 
convictions  of  violations  of  an  out-of- 
service  order  as  directed  by  Congress. 
As  a  resuh.  a  new  S  383.53(b)  would  be 
added  so  that  a  driver  who  is  convicted 
of  a  violation  of  an  out-of-service  order 
would  be  subject  to  civil  penalties  of  not 
less  than  $1,000  and  any  employer 
convicted  of  knowingly  requiring  or 
permitting  a  driver  to  violate  an  out-of- 
service  order  would  be  subject  to  civil 
penalties  of  not  more  than  $10,000. 
Conviction,  as  defined  in  §  383.5, 
includes  an  administrative  adjudication 
by  either  FfrWA,  or  a  State  or  local 
jurisdiction,  that  the  driver  or  employer 
violated  an  out-of-service  order  issued 
by  either  FHWA  or  a  law  enforcement 
official  of  a  State  or  local  jurisdiction. 

Civil  penalties  for  violations  of  out-of- 
service  orders  by  drivers  who  are 
covered  by  the  FMCSRs  already  appear 
in  part  386.  (The  proposed  additions  to 
§  383.53  do  not  dupUcate  part  386 
because  the  latter  is  directed  to  the 
FHWA,  while  proposed  §  383.53(b)  is 
primarily  intended  for  implementation 
by  the  States.)  The  penalties  of  part  386, 
appendix  A.  provisions  IV  (a)  through 
(d),  which  would  apply  principally  to 
non-CDL  holders  as  a  result  of  this 
proposal,  are  $1,000  maximum  for 
employees  and  $10,000  maximum  for 
employers. 

Section  390.5.  The  definition  of  "out- 
of-service  orders."  as  proposed  for 
§  383.5.  would  also  become  part  of 
§  390.5  which  provides  definitions  of 
terms  used  in  part  391. 

Section  391.15.  The  purpose  of 
amending  §  391.15  is  to  apply 
disqualification  penalties  for  violating 
out-of-service  orders  to  non-CDL 
holders  who  operate  CMVs  (as  defined 
in  §  390.5)  in  the  10,001-26.000  pound 
GVWRi'GCWR  range.  Under  existing 
procedures,  the  FHWA  would  issue  the 
disqualifications  to  these  non-CDL 
drivers. 

As  currently  codified.  8  391.15 
discloses  the  following  structure: 

Paragraph  (a).  General. 
(Consequences  of  disqualification  on 
drivers  and  employers.) 


Policies  an< 


Executive  ( 
Assessmen 
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Paragraph  (b).  Disqnalification  fax 
loss  ckf  drivinB  privileges. 

Paragraph  Je).  EHsqualification  for 
criminal  and  other  offenses  (parallels 
§  383.51(b)). 

To  th^  existing  paragraphs,  which 
woidd  be  unaltered,  this  proposal 
woiild  add; 

Paragraph  (d)  (proposed): 
Disqiialification  for  violation  of  out-of- 
service  orders.  The  new  paragraph  (d) 
would  duplicate  the  prt^osed 
§  383.51(d). 

RalMnaking  AaalyMB  aad  Nsticm 

Regulatory  Impact 

Executive  Order  12291  (Federal 
RegulatitMi)  and  £)OT  Regulatory 
Policies  and  Procedures 

The  FHWA  has  determined  that  this 
doctunent  does  not  contain  a  major  rule 
imder  Executive  Order  12291  or  a 
significant  regulation  under  the 
regulatory  policies  and  procedures  of 
the  Department  of  Transportation.  It  is 
anticipated  that  the  economic  impact  of 
this  rulemaking  will  be  minimal. 
Therefore,  a  full  regulatory  evaluation  is 
not  required. 

Regulatory  Flexibility  Act 

For  the  above  reasons  and  under  the 
criteria  of  the  Regulatory  Flexibility  Act 
(Pub.  L.  96-354.  5  U.S.C.  605(b)).  the 
FHWA  certifies  that  this  proposed  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  because  we  believe  that  the 
overwhelming  majority  of  carriers, 
including  small  carriers  and  owner- 
operators  comply  with  out-of-service 
violations  that  may  be  issued  to  their 
drivers  or  vehicles.  Moreover,  the 
FHWA  believes  that  tiie  adoption  of  this 
rule  and  the  attendant  civil  penalties 
and  disqualification  periods  will  serve 
as  a  deterrent  for  drivers  who  may 
otherwise  have  violated  out-of-service 
orders.  Accordingly,  the  FHWA  believes 
that  actual  imposition  of  these  fines  and 
penalties  will  be  required  infrequently. 

Executive  Order  12612  (FederaUsm 
Assessment) 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
critwia  contained  in  Executive  Order 
12612,  and  it  has  been  determined  that 
the  rule  does  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

Executive  Order  12372 
(IntBrgoremmental  Review) 

Catalog  of  Federal  Domestic 
Asaistaace  Program  Nun^Mr  20.217.. 
Motor  Carrier  Safety.  The  legulatlone 
implemenUo^ExBcutiveOtdac  12372 


regarding  iDteigovanraental 
consultation  on  Federal  programs  and 
activities  apply  to  dlis  progran^ 

Paperwork  Reduction  Act 

This  actiooa  does  not  contain  a 
collection  of  infiorraation  requirement 
for  purposes  of  the  Paperwork 
Reduction  Act  of  1980. 44  U.S.a  3501 
et  seq. 

National  Env&onmental  Policy  Act 

The  agency  has  analyzed  this  section 
for  the  purpose  of  the  National 
Environmeatal  Policy  Act  of  1969  (42 
U.S.C.  4321  et  seq.]  and  has  determined 
that  this  cction  would  not  have  any 
effect  (Ml  the  quality  of  the  environment. 

Regulatioa  Identjficatuxa  Namba- 

A  regulation  identification  number 
(RIN)  is  assigned  to  each  regulatory 
action  listed  in  the  Unified  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  eadi  year.  The  RIN  number 
contained  in  the  heading  of  this 
doonnent  can  be  used  to  cross  reference 
this  action  with  the  Unified  Agenda. 

List  of  Subjects  in  49  CFR  Parts  3113. 
390.  and  391 

Conunerdal  driver's  license 
documrats.  Commercial  motor  vehicles. 
Driver  qualification,  Highways  and 
roads,  Motor  carriers  licensing  and 
testing  procedures,  and  Motor  vehicle 
safety. 

Issued  on:  January  11, 1993. 
T.  D.  LarsoB, 

Adniiiiistrator. 

In  consideration  of  the  foregoing,  the 
FHWA  hereby  proposes  to  amend  title 
49,  Code  of  Federal  Regulations,  chapter 
m,  subchapter  B,  as  set  forth  below. 

PART  383— [AMENDEOl 

1.  The  authority  citation  for  part  393 
is  revised  to  read  as  follows: 

Andioritjr:  49  U.S.C  3102;  49  U.S.C.  App. 
2505,  2701  et  seq.;  and  49  CFR  1.4«. 

2.  Section  383.5  is  amended  by 
AHtiing,  in  alphabetical  order,  the 
definition  for  out-of-service  order  as 
follows: 

I383J    OeWnWmia. 


but  not  Uaufted  to,  §§  386.72,  3tt.5» 
395.13,  or  306^ 

•        •         •        •         * 

3.  In  S  383^7,  paragr^h  (a)  is 
amended  by  removing  the  last  "or", 
paragraph  (b)  is  amended  by  removing 
the  period  at  the  end  and  replacing  it 
with  ";  or",  and  paragraph  (c)  is  added 
to  read  as  follows: 


f383J7    Empieyer 


Out-of-service  order  means  a 
declaration  by  the  Federal  Hig}iway 
Administratian,  or  by  an  authorized 
enforcaneat  ofBcer  of  a  State  or  local 
juiisdidioD.  that  a  driver,  or  a 
commercial  molar  vehicle,  or  a  aiotor 
carrier  qteratiaa.  is  out-o^service  under 
the  ptovirioina  of  thia  title,  iacluding, 


((^  In  which  die  employee,  or  tfae 
vehicle  he/she  is  driving,  or  die  motor 
carrier  operation,  is  subject  to  an  out-of- 
service  order. 

4.  In  §  383.51,  paragrai^  (d)  is 
redesignated  as  paragraph  (e),  and  ■  new 
paragraph  (d)  is  added  to  reed  as 
follows: 

1383.51    PtequalMcellen  el  drlvere. 

•        •        •        *        • 

(d)  Disqualification  for  violation  of 
out-of-service  orders — (1)  General  rule. 
A  driver  who  is  convicted  of  violating 
an  out-of-service  order  is  disqualified 
for  the  pwiod  of  time  specified  in 
paragraph  (d)(2)  of  this  section.  In 
addition,  such  driver  is  subject  to 
special  penalties  as  contained  in 

§  383.53(b). 

(2)  Duration  of  disqualification  for 
violation  of  out-of-service  orders: 

(i)  First  violation.  A  driver  ^o  is 
convicted  of  a  first  violation  of  an  out- 
of-service  order  is  disqualified  for  a 
period  of  not  less  than  90  days. 

(ii)  Subsequent  violation.  A  driver 
who  is  convicted  of  two  or  more 
violations  of  out-of-service  orders  in 
separate  incidents  is  disqualified  for  a 
period  of  five  years. 

(e)  •  •  • 

5.  Section  383.53  is  revised  to  read  as 
follows: 


S  383.53 

(a)  General  rule.  Any  person  who 
violates  the  rules  set  forth  in  subparts  B 
and  C  of  this  part  may  be  subject  to  dvil 
or  criminal  penalt'^ff  as  provided  for  in 
49  U.S.C.  521(b). 

(b)  Special  penalties  pertaining  to 
violation  of  out-of-service  orders— {\) 
Driver  violations.  A  driver  who  is 
convicted  of  violating  an  out-of-service 
order  shall  be  subject  to  a  civil  penalty 
of  not  less  than  $1,000  in  addition  to 
disqualification  under  §  383.51(d). 

(2)  Employer  violations.  An  employer 
who  is  convicted  of  a  violation  of 
§  383.37(c)  shall  be  subject  to  a  dml 
peaaky  of  not  morn  than  $10,000^ 


PAFIT  390— [AMENDEiq 

6.  The  authority  dtetkin  fee  past  3M 
continues  to  lead  aa  foHoies; 
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Antbority:  49  U.S.C  App.  2503  and  2505; 
49  U.S.C  3102  and  3104;  and  49  CFR  1.48. 

7.  Section  390.5  is  amended  by 
adding,  in  alphabetical  order,  the 
definition  for  out-of-service  order  m 
follows: 

1390.5    DeflnMone. 

Out-of-service  order  means  a 
declaration  by  the  Federal  Highway 
Administration,  or  by  an  authorized 
enforcement  officer  of  a  State  or  local 
jurisdiction,  that  a  driver,  or  a 
commercial  motor  vehicle,  or  a  motor 
carrier  operation,  is  out-of-service  under 
the  provisions  of  this  title,  including, 
but  not  limited  to.  §§  386.72.  392.5. 
395.13.  or  396.9. 


PART  391— (AMENDED] 

8.  The  authority  citation  for  part  391 
continues  to  read  as  follows: 

Authority:  49  U.S.C  App.  2505;  49  U.S.C 
504  and  3102;  and  49  CFR  148. 

9.  Section  391.15  is  amended  to  add 
a  new  paragraph  (d)  to  read  as  follows: 

§391.15    Disqualifieation  of  drivers. 

(d)  Disqualification  for  violation  of 
out-of-service  orders. 

(1)  General  rule.  A  driver  who  is 
convicted  of  violating  an  out-of-service 
order  is  disqualified  for  the  period  of 
time  specified  in  paragraph  (d)(2)  of  this 
section. 

(2)  Duration  of  disqualification  for 
violation  of  out-of-service  orders: 

(i)  First  violation.  A  driver  who  is 
convicted  of  a  first  violation  of  an  out- 
of-service  order  is  disqualified  for  a 
period  of  not  less  than  90  davs. 

(ii)  Subsequent  violation.  A  driver 
who  is  convicted  of  two  or  more 
violations  of  out-of-orders  in  separate 
incidents  is  disqualified  for  five  years. 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Part  571 

(Docket  ria  91-40;  Notice  31 

RiN2127-AE29 

FMteral  Motor  Vahicia  Safety 
Standards,  Electric  Vahidaa  Controls 
and  Displays;  Wlndshiald  Defrosting 
and  Defogging  Systems 

AGBCV:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 


ACnow;  Notice  of  proposed  rulemaking. 

SUMMARY:  This  notice  proposes  minor 
amendments  of  Federal  Motor  Vehicle 
Safety  Standards  on  controls  and 
displays,  and  windshield  defrosting  and 
defogging  systems  that  would  make 
them  more  appropriate  for  electric 
powered  motor  vehicles.  The  proposal 
is  based  upon  comments  received  in 
response  to  an  advance  notice  of 
proposed  rulemaking  (ANPRM) 
published  in  December  1991. 
DATES:  The  comment  closing  date  for 
the  notice  is  March  1, 1993.  The  final 
rule  would  be  effective  180  days  after  its 
publication  in  the  Federal  Register. 
ADDRESSES:  Comments  should  refer  to 
the  docket  number  and  notice  number 
shown  above  and  be  submitted  in 
%vriting  to:  Docket  Section,  National 
Highway  Traffic  Safety  Administration, 
room  5109, 400  Seventh  Street  SW., 
Washington,  DC  20590.  Docket  hours 
are  9:30  a.m.  to  4  p.m.  Monday  through 
Friday. 

FOR  FURTHER  INFORMATION  CONTACT: 
Chales  Hott,  Office  of  Vehicle  Safety 
Standards,  NHTSA  (202-366-0247) 

SUPP1.EMENTARY  MfORMATION: 

I.  Introduction 

On  December  27, 1991.  NHTSA 
issued  an  advance  notice  of  proposed 
rulemaking  (ANPRM)  (56  FR  67038) 
requesting  comments  on  potential 
safety-related  issues  associated  with  the 
use  of  electric  vehicles  (EVs),  and 
solicited  ideas  on  whether  the  agency 
should,  and  if  so  how  it  might  address 
those  problems  through  possible  new 
and  amended  Federal  Motor  Vehicle 
Safety  Standards.  The  reader  is  referred 
to  the  ANPRM  for  a  full  discussion  of 
these  issues. 

In  response  to  the  comments  received 
on  the  ANPRM.  this  notice  proposes 
minor  amendments  to  two  Federal 
Motor  Vehicle  Safety  Standards  to  make 
them  more  appropriate  to  electric 
vehicles.  In  addition,  the  agency  is 
publishing  in  this  issue  a  supplemental 
notice  of  proposed  rulemaking 
modifying  the  agency's  proposed 
standard  on  passenger  car  brake  systems 
in  a  manner  that  would  accommodate 
electric  vehicles. 

The  ANPRM  elicited  widespread 
public  interest,  and  a  total  of  46 
comments  were  received  in  response  to 
it.  A  listing  of  the  commenters  in 
alphabetical  order  demonstrates  the 
breadth  of  experience  and  viewpoints 
that  the  commenters  represent.  They 
were:  Spencer  E.  Adler,  Esq.,  American 
Tour  de  Sol,  American  Honda  Motor 
Company,  Amerigon,  Battery  Council 
International.  Bay  Area  Rapid  Transit 


District.  Anthony  R.  Benedetto.  Biodyne 
Researdi,  Inc..  BMW  of  North  America. 
Chloride-RWE,  Chrysler  Corporation. 
Connecticut  Department  of  Motor 
Vehicles.  Cushman,  Electric  Power 
Research  Institute  (EPRI).  Electric 
Transportation  Association  (ETA), 
Electric  Transportation  Coalition, 
Electric  Vehicles  of  America,  Electric 
Vehicle  Industry  Association,  Electro 
Automotive,  Ford  Motor  Company, 
General  Motore  Corporation,  Idaho 
National  Engineering  Lab,  Insurance 
Institute  for  Highway  Safety,  Inter  Qty 
Testing  k  Consulting,  International  Auto 
Design.  Kumn  Industries,  Mercedes- 
Benz  of  North  America.  Mitsubishi 
Motors  Corporation.  Motor  Vehicle 
Manufacturers  Association  (MVMA), 
Nissan  Research  &  Development  (two 
comments),  Renaissance  Cars,  Inc., 
Rubber  Manufacturer's  Association. 
SAE/Ford,  Solar  Electric,  Solar  & 
Electric  Racing  Association,  Subaru  of 
America.  Suzuki  Motors.  Toyota  Motor 
Corporation.  TUV  Rheinland  of  North 
America,  Underwriters  Laboratories, 
Inc..  U.S.  Department  of  Energy.  U.S. 
Postal  Service,  Volkswagen  of  America, 
Inc..  and  WEC  Oceanic  Division. 

As  NHTSA  noted  in  the  ANPRM,  it 
has  twice  previously  reviewed  the 
Federal  Motor  Vehicle  Safety  Standards 
(FMVSS)  to  determine  their 
appropriateness  for  EVs  and  published 
the  findings  in  response  to 
Congressional  requirements.  On  those 
occasions,  which  are  discussed  below, 
the  agency  concluded  that  all  FMVSS 
are  applicable  to  EVs  although  some  of 
the  crash  avoidance  standards  might 
have  to  be  revised  because  they  contain 
text  specifically  addressing  internal 
combustion  engines  or  engine 
components.  No  rulemaking  was 
initiated  by  the  agency  following  those 
earlier  reviews  because  the  prospect  of 
significant  nu{nbers  of  EVs  being 
produced  was  much  more  uncertain 
than  it  is  now. 

NHTSA  is  issuing  this  notice  now 
because  it  wishes  to  have  any  necessary 
safety  standards  in  place  as  soon  as 
possible  to  support  the  safe  introduction 
and  operation  of  EVs.  To  delay 
rulemaking  until  significant  production 
of  EVs  actually  begins  could  not  only 
fail  to  prevent  avoidable  safety 
problems,  but  also  disrupt  and  impede 
the  development  and  commercialization 
of  EVS. 

n.  Background 

Public  Law  94-413,  the  Electric  and 
Hybrid  Vehicle  Research,  Development, 
and  Demonstration  Act,  required  the 
Department  of  Transportation  (DOT)  to 
conduct  a  study  of  the  current  and 
fiiture  applicability  of  the  FMVSS  and 
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regulations  to  electricMnd  hybrid 
vehicles.  In  response,  NHTSA  published 
a  study  of  EV  safety  requirements  in 
1978  entitled  "Applicability  of  Federal 
Motor  Vehicle  Safety  Standards  to 
Electric  and  Hybrid  Vehicles."  The 
study  found  that  most  existing  FMVSS 
were  suitable,  although  some  containing 
reference  to  internal  combustion 
engines  or  engine  components  would 
require  modifications. 

In  1988.  the  Alternative  Motor  Fuels 
Act  (Public  Law  100-494)  was  enacted. 
It  included  a  requirement  for  a  review 
by  DOT,  among  other  agencies,  of  its 
regulations  and  a  report  identifying 
those  rules  or  standards  that  are  barriers 
to  introduction  of  EVs  into  commerce. 
DOT'S  report  to  Congress  in  response  to 
Pub.  L.  100-494  is  titled  "Federal 
Regulations  Needing  Amendment  to 
Stimulate  the  Production  and 
Introduction  of  Electric/Solar  Vehicles." 
The  report,  published  in  January  1990, 
reviewed  EVs  with  respect  to  NHTSA 
saf^y  regulations  and  procedures.  The 
review  reached  many  of  the  same 
conclusicHis  regarding  the  applicability 
of  the  FMVSS  to  EVs  that  were  reported 
in  1978  in  response  to  Pub.  L.  94-413. 
The  principal  conclusions  in  the  latter 
report  were  that  existing  standards  for 
brakes,  tires,  and  windshield  defrosting 
and  defogging  would  probably  need  to 
be  modified  so  that  they  are  suitable  as 
they  apply  to  EVs. 

Interest  in  the  suitability  of  Federal 
regulations  as  they  affect  EVs  has 
increased  in  the  last  several  years  in 
response  to  the  efforts  of  many  major 
foreign  and  domestic  automobile 
manufacturers  to  develop  electrically 
powered  passenger  cars,  trucks,  and 
muhi-purpose  passenger  vehicles 
(MPV).  The  primary  impetus  for  the 
introduction  of  large  numbers  of  EVs 
into  the  'J.S.  marketplace  is  a  regulation 
of  the  California  Air  Resources  Board. 
Similar  regulations  are  under 
consideration  by  other  States.  The 
California  regulation  requires  that  not 
less  than  two  percent  of  a 
manufacturer's  sales  in  the  State 
(roughly  40,000  vehicles  total)  must  be 
zero  emission  vehicles  (ZEVs). 
beginning  in  model  year  1998.  This 
requirement  will  increase  to  10  percent 
or  roughly  200,000  vehicles  beginning 
in  model  year  2003.  The  definition  of  a 
ZEV  is  a  vehicle  that  emits  no  exhaust 
or  evaporative  emission  of  any  kind. 
Curreintly,  the  electric  vehicle  is  the 
only  vehicle  which  meets  these 
requirements.  The  only  other  alternative 
fuel  expected  to  meet  the  ZEV 
requirements  is  hydrogen  fuel  cells. 
However,  this  technology  is  still  in  the 
research  and  development  stage. 


m.  Modificatioiu  to  FMVSS  to  Improve 
Suitability 

The  FMVSS  are  organized  into  three 
main  categories  covering  crash 
avoidance,  crashworthiness,  and  post 
crash  factors.  Based  on  studies  and 
reviews  of  the  FMVSS's  concerning 
their  suitability  for  EVs,  NHTSA  has 
concluded  that  EVs  should  comply  with 
the  intent  or  purpose  of  all  existing 
FMVSS.  Several  standards  require 
modifications,  however,  as  some  aspects 
of  them  are  premised  on  types  of 
technology,  e.g.,  internal  combustion 
engines,  not  found  in  EVs.  Specific 
comments  were  sought  on  how  these 
standards  might  be  modified,  and 
whether  the  performance  requirements 
of  these  standards  should  be  changed 
for  EVs,  and,  if  so,  what  performance 
requirements  would  be  appropriate. 
These  issues  are  discussed  in  greater 
detail  below. 

Cash  Avoidance  Standards 

1.  FMVSS  No.  101,  Controls  and 
Displays 

The  appropriateness  of  Standard  No. 
101  was  not  discussed  in  the  ANPRM, 
but  was  the  subject  of  comments  by  CM, 
MVMA,  Chrysler  Corporation,  and  ETA. 

A.  Standardization  of  EV-Specific 
Displays 

ETA  believes  that  certain  displays 
that  are  unique  to  EVs  should  be 
standardized  before  EVs  begin  to 
proliferate.  The  displays  and  symbols 
that  are  candidates  for  standardization 
are  a  state  of  charge  indicator,  ti^^ction 
battery  voltage,  traction  battery  current, 
traction  battery  temperature,  traction 
battery  disconnect,  and  regenerative 
override.  In  the  absence  of  any 
demonstrable  safety  need  for 
standardization,  NHTSA  declines  to 
initiate  rulemaking  to  standardize  EV- 
specific  displays,  other  than  for  labeling 
the  battery  charge  indicator  and  its 
symbol. 

B.  Battery  Charge  Indicator  and  Symbol 

MVMA  and  Chrysler  commented  that 
a  gauge  and  symbol  should  be  required 
to  indicate  battery  energy  level  which 
will  provide  operators  with  an 
indication  of  the  vehicle's  remaining 
range  capability  before  recharging  is 
required.  CM  stated  that  the  European 
agencies  have  agreed  to  use  the  ISO 
battery  symbol  to  indicate  electrical 
power  reserve  and  requested  NHTSA's 
concurrence  to  use  it. 

NHTSA  believes  that  EV 
manufacturers  will  provide  a  "range 
indicator"  or  "state-of-charge"  indicator 
similar  to  the  fuel  gauge  on  a 
conventionally  powered  vehicle. 


without  a  regulatory  requirement  that 
they  do  so.  TTie  method  of  measiiring 
state-of-charge  should  be  left  to  the 
manufacturer  as  the  accuracy  of  current 
systems  varies  widely  at  this  stage  of  the 
art.  However,  NHTSA  is  proposing  that 
the  state-of-charge  indicator  (whether  a 
gauge  or  otherwise)  contain  an 
illuminated  telltale  with  the  word 
"RECHARGE",  and  the  ISO  battery 
symbol  (identical  to  the  one  presently 
specified  to  indicate  "electrical 
charge"),  which  will  illuminate  when 
the  electrical  energy  remaining  in  the 
battery  system  contains  less  than  25%  of 
full  charge.  NHTSA  invites  specific 
comments  as  to  whether  a  value  other 
than  25%  would  be  more  appropriate. 
NHTSA  also  asks  comments  on  whether 
use  of  the  ISO  symbol  to  indicate  a 
state-of-charge  warning  is  likely  to  be 
confusing  given  its  present  use  to 
indicate  "electrical  charge"  in 
conventionally  powered  vehicles,  and 
whether  an  alternative  symbol,  such  as 
the  outUne  of  a  household  electrical 
plug,  might  be  desirable. 

2.  FMVSS  No.  102,  Transmission  Shift 
Lever  Sequence,  Starter  Interlock  and 
Transmission  Braking  Effect 

As  NHTSA  commented  in  the 
ANPRM,  EVs  with  multi-speed 
transmissions  that  are  not  equipped 
with  regenerative  braking  may  have 
difficulty  complying  with  the 
transmission  brdung  provision  of 
Standard  No.  102  which  requires 
transmission  braking  effiacts  at  speeds 
under  25  mph  for  automatic  multi-speed 
transmissions. 

There  were  two  questions  for  which 
NHTSA  sought  comment: 

(a)  ShouldEVs  be  required  to  comply 
with  the  transmission  braking  effect 
requirements  of  Standard  No.  102? 

Although  most  of  the  46  commenters 
replied  in  the  affirmative,  nine  did  not. 
Two  of  them  noted  that  regenerative 
braking  is  a  function  of  the  state  of  the 
charge  of  the  battery  and  will  not  be 
reliable  as  a  safety  system.  Others  in 
opposition  believe  that  removing  this 
requirement  for  EVs  would  permit 
designers  a  wider  degree  of  freedom  in 
the  layout  of  drive  trains. 

The  agency  has  decided  to  make  no 
change  in  the  standard,  and  notes  the 
great  support  for  applying  Standard  No. 
102  to  EVs  with  multi-speed 
transmissions.  The  purpose  of  the 
braking  effect  requirement  is  to  assist 
the  vehicle  service  brake  system  on  long 
down-grades.  Regenerative  braking  can 
perform  the  same  function.  Even  though 
the  effectiveness  of  the  regenerative 
function  varies  with  the  charge  in  the 
batteries,  the  function  of  regenerative 
^braking  ought  to  be  available  in  varying 
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degrees  for  moat  of  the  time  in  iuMdi  an 
EV  is  operating. 

(b)  What  percentage  of  EVs  are  likely 
to  be  equipped  with  multi-speed 
automatic  transmissions? 

At  present,  most  EVs  operate  with 
only  one  forward  gear  r^o.  In  the  view 
of  the  commenters,  at  this 
comparatively  early  stage  of 
contemporary  EV  develt^ment.  It  is  not 
poasiUe  to  determine  the  percentage  of 
EVs  that  ultimately  may  be  equipped 
with  mxihi-speed  automatic 
^rnfffmi«Bifin«,  and  NHTSA  concurs 
with  this  assessment 

Because  EVs  with  single  speed 
transmissions  are  excluded  nom 
Standard  No.  102.  Ford  commented  that 
the  standard  should  be  modified  to 
require  the  availability  of  a  braking 
e^ct  on  theee  veUdes  that  can 
supplement  the  service  brake.  NHTSA 
will  take  this  comment  tmder 
advisement  as  a  possible  new  regulation 
to  address  crash  avoidaBoestandBnk 
unique  to  EVs. 

3.  FMVSS  No.  103.  Windshield 
Defrosting  and  Defogging  Systems 

One  provicioa  of  Staodard  No.  103 
requires  the  defrosting  and  defogging 
system  of  a  vehicle  to  oe  capable  of 
melting  a  specific  amoxmt  of  windshield 
ice  wriuin  a  specified  time  period  after 
allowing  time  for  engine  warm-up.  In 
the  past,  some  EVs  equipped  with  an 
on-bomd  combustion  heater  have  xised 
them  far  defrosting  and  defogging 
systems,  althou^  there  is  no  record  of 
an  EV  meeting  ue  raqtiirmnents  of  this 
portion  of  the  standaid.  However,  for 
EVs,  the  reference  to  engine  warm-iq)  is 
meaningless  and  may  require  revision. 

There  were  two  questions  for  whidi 
NHTSA  sooght  coBunant 

(a)  How  should  Standard  No.  103  be 
modified  to  reflect  the  foct  that  an 
engine  atatm-up  period  may  not  be 
needed  and  a  wuna-up  time  period  for 
a  combustion  heater  may  need  to  be 
substitutad? 

Gaaavally,  commantan  nooamended 
that  the  wann-np  pteceduia  for  EVs 
should  bo  tfaa  OM  thai  the  maauiaclnmr 
racommands  for  oeld  weartMr  startiag. 
NHTSA  ts«ftt»aiy  coocura.  and 
beUeaae  ftal  Stakdaid  No.  la  siMMiM 
be  aaodiied  to  allow  (ho  uao  of  Mixiliaiy 
defroadng/dalo§Bing  aysMoia.  llnu.  It  ia 
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(b)  Should  the  requiretaents  of 
Standard  No.  103  be  revised  for  EVsT  If 
so.  what  requirements  for  EV  defrosting 
and  defogging  would  be  appropriate? 
What  efiiect  would  these  modifications 
to  Standard  No.  103  have  on  EV  safety? 

Most  commenters  believed  that  the 
performance  requirements  of  the 
standard  can  be  met  with  today's 
technology,  either  %vith  a  combustion 
heater  or  another  device,  such  as 
resistance  heating.  Some  noted  that  EV 
defrosting  can  take  place  while  the 
vehicle  is  plugged  into  a  recharging 
station,  and  while  this  is  an  acceotable 
method  of  maximizing  the  vehicIiB's 
range,  there  may  be  occasions  in  which 
the  vehicle  will  need  to  be  defrosted  at 
locations  where  auxiliary  power  is  not 
avaiUile.  "nierefore.  NinSA  has 
decided  not  to  reduce  the  performance 
reqiiirements  of  Standard  No.  103  for 
EVs. 

One  commenter  suggested  that  die 
standard  be  modified  to  reflect  the 
climate  of  the  geographical  area  in 
which  the  EV  is  used.  While  it  is  true 
that  EVs  operating  in  Southern 
CaUfomia  uunr  not  require  die 
defrosting/dafcggiiig  capabilities  of  EVs 
used  in  colder  cllmataa  (indeed,  at  one 
time  Standard  No.  103  did  not  apply  to 
passenger  cars  manufectured  far  sale  in 
Hawaii),  any  owner  of  an  EV  is  not 
precluded  from  using  it.  or  selling  it  for 
use.  anywhere  In  Ae  United  States.  For 
this  reason.  EVs  must  be  subject  to 
uniform  national  standards,  not  to 
standards  baaed  on  local  climatic 
consider  ationa. 

4.  FMVte  Na  105,  Hydraulic  Brake 
Systeou 

Standard  No.  105  spedfiea 
requirements  for  hydnttUc  aervioe 
brakes  and  aaaodated  parkiBg  brake 
systems.  One  of  the  standard's 
provisians  is  that  the  vriiicle  be  placed 
in  neutral  for  snne  of  the  teats.  For  EVs 
with  direct  drive  syelans  and/or 
regenerative  braking.  NHTSA 
considered  that  this  teat  prooadiira  may 
be  difficult  to  follow.  

The  queotiotta  for  wddch  NHTSA 
sou^  camnant  wore:  do  the  test 
prooadurea  of  Standard  No.  105  need  to 
be  modified  far  EVaequt|yedwiai^ 
regmantieobraldnf  eDd/ordiieot  drive 
transndaalanaf  If  80,  what  abottld  the 
modlAcetiona  ooT 

Tedadoally  ipeddag.  **iegenofati¥a 
braking*  deee  not  daaufca  an 
applkattoa  of  M  BV*a  eiioioe  iMdw 
system,  but  the  decatafetiso  dhcl  tht 
results  from  the  coaveralon  of  kteetic 
energy  iilo  atono  olecslricd  asoigy.  ine 
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energy  of  the  vrf*:le'8  velocity.  NHTSA 
believes  that  an  EV  with  regenerative 
braking  should  be  tested  in  its  normal 
operating  state  if  the  regeneration 
system  is  in  pCTmanent  operation,  and 
not  subject  to  any  control  by  the  EV 
operator.  If  the  regenerative  effect  can  be 
switched  off  or  the  vehicle  has  a  clutch, 
then  the  v^cle  should  be  tested  with 
the  regenerative  feature  inoperative,  or 
with  the  transmission  in  neutral. 

However,  most  commenten  believe 
that  the  portion  of  Standard  No.  105  that 
addresses  testing  in  the  neutral  position 
should  be  modified.  NHTSA 
understands  that  EVs  with  direct  drive 
transmissions  have  only  a  forward  and 
reverse  selector  which  reverses  the 
rotation  of  the  electric  motor,  and  thus 
do  not  have  a  designated  "neutral" 
position.  However,  the  equivalent  for  an 
EV  with  a  direct  drive  transmission 
would  be  the  position  of  the  selector  in 
either  forward  or  reverse  position 
without  any  application  of 
electromotive  force  (unless  there  is  a 
clutch  to  disconnect  the  motor  from  the 
drive  train).  . 

GM  (through  Stephen  Selander  of  its 
legal  stafi)  requested  interpratations  of 
Standard  No.  105  and  its  applicability  to 
a  vehicle  braking  system  that  consisted 
of  front  hydrauhc  disc  (service)  brakes, 
and  rear  electric  (service  and  parking) 
brakes,  four-wheel  anti-logk  braking 
system,  and  regenerative  braking. 
NHTSA  replied  to  Mr.  Selander  on 
April  20. 1902.  that  the  hydraulic 
portion  of  the  service  brake  system  was 
cover  under  Standard  No.  105,  and 
should  be  tested  in  accordance  with  the 
features  specified  therein,  and  that 
regenerative  hraking  should  be  allowed 
to  operate  normally  just  as  engine 
braldng  oocun  normally  during 
compUanoa  tasting  to  Standard  No.  105. 
GM  also  requested  that  tests  be  initiated 
Mdth  a  foil  charge  of  the  battery  pack  80 
that  the  amount  of  regenerative  braking 
that  would  occur  during  the  tests  would 
be  minimind.  representing  the  "worst 
case"  condition.  NHTSA  rq>Iied  that 
the  braking  requirements  must  be  mat 
regardleaa  of  the  state  of  chaiBa  shace 
EVs  win  be  driven  arith  variouaatotea 
of  charge.  Hiia  poaition  is  consistaiit 
with  GM*s  suggastian  that  compliance 
testing  be  cencbcted  under  "uroot  case" 

oonditiona. 

CM  also  recommended  that  Standard 
No.  105  be  amended  to  indude  electric 
brake  systems.  The  performance 
requirements  that  GM  viewed  ae 
appropriate  for  such  systems  wen: 

1.  Maximum  speed  attainable  to  be 
determined  with  botterieaot  00%  of  friQ 
chaxaa. 

1.  udtiation  ofperfbrmanoa  tests  with 
bettery  pedc  chaiged  between  05-100%. 
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3.  External  charging  during  test 
sequence  permissible  only  if  required  to 
complete  the  test  sequence. 

4.  On-board  charguig  permissible, 
except  where  charging  is  disabled  in  the 
coiirse  of  conducting  partial  failure 
tests. 

After  reviewing  these  comments, 
NHTSA  has  concluded  that  the  more 
appropriate  place  for  a  standard  for 
electric  brake  systems  is  proposed 
Standard  No.  135  Passenger  Car  Brake 
Systems.  This  standard,  proposed  on 
July  3. 1991  (56  PR  30528),  is  more 
performance  oriented  and  less  design 
specific  than  Standard  No.  105.  By  a 
separate  notice,  a  supplemental  notice 
of  proposed  rulemaldng,  NHTSA  is 
amending  the  proposal  in  a  manner 
responsive  to  me  subject  of  braking 
systems  for  EVs. 

Crashworthiness  Standards 

5.  FMVSS  No.  204,  Steering  Control 
Rearward  Displacement 

Standard  No.  204  specifies  the 
maximum  rearward  displacement  of  the 
steering  control  system  during  a  30  mph 
rigid  barrier  collision.  It  is  anticipated 
that  EVs  converted  from  internal 
combustion  engine  (ICE)  vehicles  may 
have  problems  complying  with 
Standard  No.  204  and  some,  if  not  all, 
of  the  other  crashworthiness  standards 
that  contain  the  rigid  barrier  crash  test 
procedure.  The  converted  EVs  are 
usually  at  least  10  percent  heavier  than 
the  ICE  vehicle  from  which  they  were 
derived.  This  is  potentially  significant 
because  the  weight  increase  may  result 
in  more  overall  deformation  of  the  EV 
during  the  crash  test.  Increased  overall 
frontsd  deformation  would  increase  the 
likelihood  that  the  requirements  of 
Standard  No.  204  would  not  be  met.  For 
EVs  having  difficulty  meeting  the 
requirements  of  this  standard,  NHTSA 
notes  that  the  Vehicle  Safety  Act 
provides  that  a  manufacturer  may  apply 
for  a  2-year  temporary  exemption  for  up 
to  2,500  vehicles  per  year  on  the  basis 
that  an  exemption  would  fecilitate  the 
development  and  field  evaluation  of 
low-emission  motor  vehicles. 

The  question  for  which  the  agency 
sought  comment  was:  should  NHTSA 
consider  seeking  an  amendment  of  the 
Vehicle  Safety  Act  that  would  increase 
the  number  of  vehicles  that  the 
exemption  covers  per  year  and  would 
lengthen,  from  2  years  to  3  years,  the 
maximum  term  allowed  for  exemptions 
granted  to  low-emission  motor  venicles? 
These  amendments  might  fedlitate  the 
production  of  low-emission  vehicles. 

The  consensus  among  the 
commenters  was  that  EVs  should 
comply  with  Standard  No.  204,  and  that 


the  number  of  vehicles  and  the 
maximum  term  of  low-emission  vehicle 
exemptions  should  not  be  increased.  In 
their  opinion,  legislative  changes  of  this 
nature  would  contribute  to  a  perception 
that  EVs  have  a  lower  level  of  safety, 
and  result  in  a  delay  in  the  introduction 
of  roadworthy  vehicles.  Eight 
commenters,  however,  were  in  favor  of 
increasing  the  exemption  number  or  the 
term.  After  review  of  all  relevant 
comments,  the  agency  concurs  with  the 
reasoning  of  the  consensus  and  will  not 
seek  to  change  either  Standard  No.  204, 
or  the  statutory  provision  relating  to 
low-emission  motor  vehicle  exemptions. 

6.  FMVSS  No.  208,  Occupant  Crash 
Protection 

Standard  No.  208  places  limits  on  the 
head,  thorax,  and  leg  impact  responses 
of  test  (Rummies  placed  in  front 
outboard  seats  during  a  30  mph  rigid 
barrier  crash  test.  Many  EVs  that  are 
designed  and  built  as  EVs  (and  not 
converted  from  ICE  to  electric 
propulsion)  are  small  and  light.  There  is 
concern  that  many  such  vehicles  may 
have  problems  meeting  the 
requirements  of  Standard  No.  208  due  to 
limited  crash  energy  management 
capability.  As  previously  stated,  EVs 
converted  from  ICE  vehicles  may  have 
problems  complying  with  the  standards 
that  contain  barrier  crash  test 
procedures  because  of  the  weight 
increase  that  often  occurs  as  a  result  of 
the  conversion.  Previous  studies  of  the 
suitability  of  the  FMVSS  for  EVs  have 
concluded  that  compliance  with  the 
barrier  crash  test  standards  may  present 
problems,  but  it  is  practicable  and 
necessary  for  safety.  There  are  few  crash 
test  data  available  on  late  model  EVs 
with  which  to  assess  objectively  the 
ability  of  those  existing  vehicles  to  meet 
the  requirements  of  the  barrier  crash  test 
standards.  For  EVs  needing  significant 
modifications  to  meet  the  requirements 
of  Standard  No.  208,  use  of  the 
temporary  exemption  procedure  as  an 
interim  measure  might  be  appropriate. 

The  questions  for  which  the  agency 
sought  comment  were: 

(a)  See  the  question  under  paragraph 
5  above. 

(b)  If  the  number  of  exempted 
vehicles  per  year  were  increased  for 
EVs,  what  would  be  the  overall  effect  on 
the  safety  for  occupants  of  these 
vehicles? 

Once  more,  the  consensus  of  the 
commenters  was  that  Standard  No.  208 
should  apply  to  EVs  in  the  same  manner 
as  it  does  to  other  vehicles,  and  that 
amendment  of  the  temporary  exemption 
provisions  would  result  in  a  public 
perception  of  lesser  safety,  inhibiting 
the  introduction  and  acceptance  of  EVs. 


For  these  reasons,  NHTSA  has  decided 
not  to  amend  Standard  No.  208  as  it 
applies  to  EVs,  or  to  seek  legislative 
aianges. 

Were  the  number  of  exempted 
vehicles  increased  from  the  2,500  yearly 
now  permitted,  it  would  have  a  negative 
effect  on  occupant  safety.  While 
forthcoming  first-generation  EVs  most 
probably  will  be  used  in  relatively  short 
trips,  most  traffic  accidents  occur  within 
a  short  distance  of  a  vehicle's  home. 

Post-Crash  Standards 

7.  FMVSS  No.  301,  Fuel  System 
Integrity 

Standard  No.  301  specifies 
requirements  for  the  integrity  of  motor 
vehicle  fuel  systems  by  limiting  the 
maximum  fuel  spillage  and  fuel  spillage 
rates  for  vehicles  after  rollover,  frontal 
barrier,  and  rear  moving  barrier  tests. 
Since  many  EVs  may  contain 
combustion  heaters  with  a  tank  and 
lines,  the  agency  concluded  in  its 
previous  studies  of  the  suitability  of  the 
FMVSS  for  EVs  that  "EVs  should  meet 
the  requirements  of  Standard  No.  301. 
The  fire  and  explosion  hazard  that 
results  from  spilled  fuel  may  be  greater 
for  EVs  because  of  the  large  number  of 
ignition  soiut:es  compared  to  ICE 
vehicles.  As  to  battery  Uquids,  although 
most  electrolytes  are  not  nearly  as  likely 
to  ignite,  they  may  be  highly  corrosive 
and  toxic. 

The  questions  for  which  the  agency 
sought  comment  were: 

(a)  Should  EVs  comply  with  Standard 
No.  301  as  it  is  presently  written,  or 
should  it  be  modified  for  EVs?  If 
Standard  No.  301  should  be  amended 
for  EVs,  what  should  those 
modifications  be? 

Commenters  universally  agreed  that  if 
an  EV  contains  combustible  fuels,  the 
vehicle  should  comply  with  Standard 
No.  301.  Therefore,  no  amendment  is 
proposed. 

(b)  Should  requirements  similar  to  the 
fuel  spillage  and  fuel  spillage  rate 
requirements  of  Standard  No.  301  be 
adopted  to  regulate  the  spillage  of  hquid 
electrolyte? 

Commenters  saw  no  present  need  for 
a  requirement  of  this  nature.  Should 
motor  vehicle  safety  demand 
rulemaking  in  the  hiture,  the 
commenters  observed  thet  the  spillage 
rates  for  combustible  fuels  should  not  be 
adopted  for  Uquid  electrolytes,  because 
of  the  variance  among  electrolytes,  some 
of  which  are  relatively  benign.  Some  of 
the  technologies  under  research  for  EV 
application  are  exotic  and  do  not  pose 
the  same  problems  as  those  which  may 
be  associated  with  conventional  lead- 
acid  batteries. 
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Tha  wncndments  propoasd  by  this 
notica  would  be  effective  180  days  after 
publication  of  the  final  nile  in  the 
Federal  Ragister. 

Inkmaking  Anaiyaea 

Executive  Order  12291  (Federal 
ReguhtJon)  and  DOT  Regulatory 
Pohdes  and  Procedures.  NHTSA  has 
consideTed  the  impacts  of  this 
rulemaking  action  and  has  determined 
that  it  is  neither  ma)ar  writhln  the 
meaning  of  Executive  Order  12291 
"Federal  Regulation",  nor  significant 
imder  Department  of  Transportation 
regulatory  policies  and  procedures.  The 
rulemaking  would  not  have  an  effect 
upon  the  economy  In  excess  of  $100 
milliaa  a  yaar.  It  does  not  involve  a 
matter  of  substantial  public  interest  or 
controversy.  Nor  would  it  have  a 
substantial  effect  on  state  or  local 
government  The  rulemridng  actim 
does  not  initiate  a  substantial  regulatmy 
program  or  constitute  a  change  in 
poUcy.  The  purpose  ai  the  proposal  is 
to  clarify  sevcnJ  existing  requirements 
applio^^  to  an  motor  vehicles  so  that 
they  may,  in  recognition  of  the  different 
characteristics  of  EVs.  be  more 
appropriate  for  EVs.  Therefore, 
prepaiatiao  of  a  full  regulatory 
evaluation  is  not  raquirod. 

Executive  Order  12612  (Federalism). 
This  action  has  been  analyzed  in 
accardanoe  vrith  the  principles  and 
criteria  contained  in  ExBCUtive  Order 
12812  "Federalism"  and  it  has  been 
determined  dtat  the  notice  does  not 
have  sufficient  fBderalism  implicati<»8 
to  warrant  the  preparation  of  a 
Federalism  Assessment. 

National  Environmentt^  Policy  Act. 
The  agency  has  determined  that  the 
notice  would  not  have  a  significant 
effect  upon  the  environment  for  the 
purposes  of  the  National  Environmental 
Policy  Act.  There  is  no  environmental 
Impact  asaodated  with  the  rulemaking 
action  since  it  clarifies  the  applicability 
of  existing  FMVSS  to  EVs.  To  the  extent 
that  the  rulemaking  action  wonld 
facilitate  the  production  of  EVs,  it  may 
result  in  a  net  positive  benefit  to  the 
environment. 

Regulatory  Flex^uHty  Act.  The  agency 
has  dso  considered  the  effects  of  this 
rulemddng  acticm  in  relation  to  the 
Regulatory  Flexibility  Act.  I  certify  that 
this  rulemaking  action  would  not  hanre 
a  significant  economic  effect  upon  a 
substantial  number  of  small  entities. 

Although  some  EV  manufacturers 
may  be  smaU  bnsinaaaea  witMa  the 
meniag  of  the  Ragatatoiy  FlexftOHty 
Act,  dMM  masufactiBart  SM  alrMdy 
required  to  comply  with  the  rt4VSS 


that  the  rulemaking  action  is  intended 
to  clarify.  Further,  small  organixations 
and  govenmeotal  }urisdiCDons  vrould 
not  be  significantlv  affected  as  the  ixice 
of  new  EVs  should  not  be  impacted.  The 
notice  clarifies  some  existing 
requirements  ttiat  EVs  must  meet. 
Accordingly,  no  R^ulatory  Flexibility 
Analysis  has  been  prepared. 

Thjs  proposed  rule  would  not  have 
any  retroactive  effiact  Under  section 
103(d)  of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (15  U.S.C  1392(d)), 
whenever  a  Federal  motor  vehicle  safety 
standard  is  in  effect,  a  state  may  not 
adopt  or  matotain  a  safety  standard 
applicable  to  the  same  aspect  of 
performance  which  is  not  identical  to 
the  Federal  standard.  Section  105  of  the 
Act  (15  U.S.C  1394)  sets  forth  a 
procediuv  for  judicial  review  of  final 
rules  establi^ng,  amending  or  revoking 
Federal  motor  vehicle  safety  standards. 
That  section  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  suit 
in  couri. 

Camments 

NHTSA  solicits  public  comments  on 
this  notice.  It  is  requested  but  not 
required  that  10  copies  be  submitted. 

All  comments  must  not  exceed  IS 
pages  in  length,  49  CFR  553.21. 
Necessary  attachments  may  be 
appended  to  these  submissions  without 
regard  to  tbe  IS-page  Umit.  This 
limitation  is  intended  to  encourage 
commenters  to  detail  their  primary 
arsuments  in  a  concise  fashion. 

If  a  commenter  wishes  to  submit 
certain  informatian  under  a  claim  of 
confidentiality,  three  copies  of  the 
complete  submission,  including 
purportedly  confidential  business 
infwmation  shoiild  be  submitted  to  the 
Chief  Counsel.  NHTSA,  at  the  street 
address  given  above,  and  seven  copies 
from  which  the  purportedly  confidential 
informatian  has  be«ai  deleted  should  be 
submitted  to  the  Docket  Section.  A 
request  for  confidentiality  should  be 
accompanied  by  a  letter  setting  forth  the 
information  specified  in  the  agency's 
confidential  business  information 
regulation.  49  CFR  pari  512. 

All  comments  received  before  the 
close  of  business  on  the  comment 
closing  date  indicated  ri>ove  will  be 
considered,  and  will  be  available  for 
examination  in  the  dodcet  at  the  above 
address  both  before  and  after  the  date. 
To  the  extent  possible,  comments  filed 
after  the  closing  date  will  also  be 
considered.  Comments  oo  the  notica 
will  be  availaUe  for  inspection  in  the 
dodiflL  NHTSA  will  continue  to  file 
relevant  tnformation  as  it  becomes 


available  in  the  docket  after  the  closing 
date  and  it  is  recommended  that 
intere^^d  persons  continue  to  examine 
the  docket  material. 

Those  persons  desiring  to  be  notified 
upon  receipt  of  their  comments  in  the 
docket  should  enclose  a  self  addressed 
stamped  postcard  in  the  envelope  with 
their  commraits.  Upon  receiving  the 
comments,  the  docket  supervisor  will 
return  the  postcard  by  mail. 

A  regulatory  information  number 
(KIN)  is  assigned  to  each  regulatory 
action  listed  in  the  United  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  eadi  year.  The  RIN  contained 
in  the  heading  of  this  document  can  be 
used  to  cross  reference  this  action  with 
the  Unified  Agenda. 

List  of  Subiecta  in  49  CFR  Part  571 

Imports,  Motor  vehicle  safety.  Motor 
vehicles. 

PART  571— FEDERAL  MOTOR 
VEHICLE  SAFETY  STANDARDS 

In  consideration  of  the  foregoing,  it  is 
proposed  that  49  CFR  part  571  be 
amended  as  follows: 

1.  The  authority  citation  for  part  571 
would  continue  to  read: 

Aiiihorily:  15  U.&C  1392, 1401. 1407; 
delegation  of  authority  at  49  CFR  l.sa 

1571.101    [Amended] 
Section  571.101  is  amended: 

2.  In  paragraph  S5.1,  "(j)  Electric 
vehicle  state-of-charge"  would  be  added 
under  'TJISPLAYS". 

3.  Table  2  would  be  amended  by 
adding  the  following:  under  Column  1, 
"Electric  vehicle  state-of-charge";  imder 
Column  2,  a  dash  to  indicate  no 
requirement:  under  Column  3, 
"Recharge";  under  Column  4,  the  ISO 
battery  symbol  (the  same  symbol  as 
presentiy  used  for  "Electrical  charge"); 
and  imder  Column  5,  a  dash  to  indicate 
no  requirement. 

§571.103    [AinefMte<q 
Section  571.103  is  amended: 

4.  Paragraphs  S4.3  (a)  and  (b)  would 
be  revised  to  read: 

(a)  During  the  first  5  minutes  of  the 
test: 

(1)  For  a  passenger  car  equipped  with 
a  heating  system  other  than  a  heat 
exchanger  type  that  uses  the  engine's 
coolant  as  a  means  to  supply  the  heat  to 
the  heat  exchanger,  the  warm-up 
proradure  is  that  specified  by  the 
vehicle's  manufacturer  for  cold  weather 
starting,  except  that  connection  to  a 
power  or  heat  source  external  to  the 
vehicle  Is  not  permitted. 


Issued  on:  ] 
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(2)J'or  all  other  passeagar  can,  tin 
wanaup  procedura  may  be  that 
recommended  fay  the  vdiicle's 
manufiacturer  for  cold  weather  starting. 

(b)  During  the  last  35  minutes  of  the 
test  period  (or  the  entire  test  period  if 
the  ^-minute  warmup  proceoure 
specified  in  paragrapa  (a)  of  this  section 
is  not  used), 

(1)  For  a  passenger  car  equipped  with 
a  heating  system  other  than  a  neat 
exchanger  type  that  uses  the  engine's 
coolant  as  a  means  to  supply  the  heat  to 
the  heat  exchanger,  the  procedure  shall 
be  that  specified  by  the  vehicle's 
manufacturer  for  cold  weather  starting, 
except  that  connection  to  a  power  or 
heat  source  external  to  the  vehicle  is  not 
permitted. 

(2)  For  all  other  passenger  can, 
eithOT — 

(i)  the  engine  speed  shall  not  exceed 
1,500  r.p.m.  in  neutral  gear;  or 

(ii)  the  mgine  speed  and  load  shall 
not  exceed  tihe  speed  and  load  at  15 
m.p.h.  in  the  manufacturer's 
recommended  gear  with  road  load. 

Issued  on:  January  6, 1993. 
Bany  Felrice, 

Associate  Administrator  for  Rulemaking. 
(FR  Doc  93-632  Filed  l-l*-93;  8:45  am] 
BttJJNQ  COOE  4»«0-fS-M 


49  CFR  Part  571 
[Docket  Na  85-6;  Noliee  7] 
RIN2127-AA13 

Federal  Motor  Vehicle  Safety 
Standards;  Pasaengar  Car  Brake 
Systems;  Elftctric  Vehiclas 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
ACTION:  Supplemental  Notice  of 
Proposed  Rulemaking  (SNFRM). 

summary:  This  notice  supplements  a 
pending  notice  of  proposed  rulemaking 
published  in  July  1991  (Notice  5)  that 
would  establish  a  new  Standard  No. 
135,  Passenger  Car  Brake  Systems,  to 
replace  Standard  No.  105,  Hydraulic 
Brake  Systems,  as  it  applies  to  passenger 
cars.  This  SNPRM  responds  to  an 
advance  notice  of  proposed  rulemaking 
published  in  December  1991  that  asked 
for,  among  other  things,  comments  on 
the  appropriateness  of  Standard  No.  105 
to  braking  systems  of  electric  vehicles. 
In  accordance  with  those  comments, 
NHTSA  has  tentatively  concluded  that 
any  proposed  changes  should  be  made 
to  Standard  No.  135  as  well  as  existing 
Standard  No.  105.  Hence,  this  notice 
proposes  to  revise  Standard  No.  105  and 
proposed  Standard  Na  135  to 


incorporate  definitions,  and  v^cle  and 
test  conditicms  deemed  appropriate  for 
electric  vehicle. 
DATES:  Comment  closing  date: 
Comments  must  be  received  not  later 
than  March  1, 1993. 

Proposed  efiiactive  date:  The  proposed 
addition  of  Standard  Na  135  to  the 
Code  of  Federal  Regulations  would 
become  eOactive  30  da3rs  after 
publication  of  the  final  rule  in  the 
Federal  Register.  As  of  that  date, 
manufacturen  would  have  the  option  of 
complying  with  either  Standard  No.  135 
or  Standard  No.  105.  Compliance  with 
Standard  No.  135  would  become 
mandatory  on  September  1st  following 
the  end  of  the  5-year  period  which 
would  begin  with  the  publication  of  the 
final  rule  in  the  Federal  Register.  A 
final  rule  for  electric  vehicles  based 
upon  this  notice  may  be  incorporated 
into  Standards  Na  105  and  135  at  the 
time  a  final  rule  establishing  Standard 
No.  135  is  pi^lished.  or  may  appear 
subsequently  as  amendments  to 
Standards  Na  105  and  135. 
ADDRESSES:  Comments  should  refer  to 
Dodcet  85-6;  Notice  7,  and  be  submitted 
to:  Docket  Section,  National  Highway 
Traffic  Safety  Administration,  400 
Seventh  Street,  SW.,  Washington,  DC 
20590.  Docket  hours  are  9:30  a.m.  to  4 
p.m.,  Monday  through  Friday. 
FOR  FOIRTHER  INFORMATION  CONTACT: 
Larry  Cook,  Office  of  Vehicle  Safety 
Standards,  NHTSA  (202-36&-4803). 
SUPPLEMENTARY  INFORMATION:  On 
December  27, 1991,  NHTSA  published 
an  Advance  Notice  of  Proposed 
Rulemaking  (ANPRM)  requesting 
comments  to  determine  what  existing 
Federal  motor  vehicle  safaty  standards 
may  need  modification  to  meet  the 
needs  associated  with  the  introduction 
of  significant  numbers  of  electric 
vehicles  (EVs)  (56  FR  67038).  One  of  the 
standards  for  which  the  agency  sought 
comments  was  Standard  No.  105, 
Hydraulic  Brake  Systems.  When  the 
comments  were  evaluated,  NHTSA 
decided  that  its  proposed  new  passraiger 
car  braking  standard.  Standard  No.  135, 
Passenger  Car  Brake  Systems  should 
incorporate  the  new  EV  requirements  as 
well  as  Standard  No.  105  which, 
according  to  the  agency's  plan,  is 
eventually  slated  to  be  phased  out. 

Another  notice  related  to  the  ANPRM 
is  being  published  in  this  issue  of  the 
Federal  ieffater.  a  notice  of  proposed 
rulemaking  proposing  to  make  minor 
amendments  to  the  Federal  Motor 
Vehicle  Safety  Standards  Na  101, 
Controls  and  Displajfs,  and  No.  103, 
Wind^eld  Defrosting  and  Defbgging 
Systems. 


The  brake-related  questions  for  which 
NHTSA  sou^  comment  in  the  ANPRM 
were  whether  the  test  procediuvs  of 
Stcaidard  No.  105  need  to  be  modified 
for  EVs  equipped  wiA  regenerative 
braking  and/or  direct  drive 
transmissions,  and,  if  so,  die  type  of 
modifications  required.  For  EVs  with 
direct  drive  systems  and/or  regenerative 
br^dng,  the  test  procediire  may  be 
difficult  to  follow.  Technically 
speaking,  "regenerative  braking"  does 
not  describe  an  application  of  an  EVs 
foimdation  hnke  system,  but  the 
decelerative  effect  that  results  from  the 
convereion  of  kinetic  energy  into  stored 
electrical  energy.  Regenerative  braking 
is  not  designed  to  be  the  sole  means  of 
stopping  a  vehicle,  but  it  does  provide 
a  portion  of  the  stopping  capability.  The 
regeneration  sjrstem's  design  purpose  is 
to  extend  the  range  of  the  EV  by  making 
use  of  the  available  kinetic  energy  of  the 
EVs  velocity.  The  amount  of 
deceleration  is  a  function  of  the  state-of- 
charge  of  the  EVs  propulsion  batteries. 
However,  regenerative  braking  may 
cause  other  features  of  the  service  brake 
system  to  operate  improperly. 
Therefore,  the  agency  is  proposing  that 
test  procedures  be  modified  to  account 
for  these  effects. 

Most  commenten  believed  that  the 
test  condition  of  Standard  No.  105  in 
.  which  the  transmission  is  in  neutral 
should  be  modified.  EVs  with  direct 
drive  transmissions  do  not  have  a 
neutral  position,  only  forward  and 
reverse  positions  which  reverse  the 
direction  of  the  electric  motor.  When 
such  an  EV  does  not  have  an  electrical 
force  field  applied  to  its  motor,  the 
effect  is  similar  to  that  which  occun 
when  the  gear  selector  of  a  conventional 
transmission  is  in  the  neutral  position. 
Therefore,  NHTSA  has  tentatively 
concluded  that  an  EV  whose 
transmission  has  no  neutral  position 
should  be  tested  when  there  is  no 
electromotive  force  applied  to  the  motor 
by  the  vehicle  operator  (assimiing  that 
there  is  no  clutcn  to  disconnect  the 
motor  from  the  drive  train). 

On  February  17, 1992,  Stephen 
Selander  of  GM's  legal  staff  requested 
interpretations  of  Standard  No.  105  and 
its  applicability  to  a  vehicle  braking 
system  that  consisted  of  front  hydraulic 
disc  (service)  brakes,  and  rear  electric 
(service  and  parking)  brakes,  four-wheel 
anti-lock  braking  system,  and 
regenerative  braking.  NHTSA  replied  to 
Mr.  Selander  on  April  29, 1992,  that  the 
hydraulic  portion  of  the  service  brake 
system  was  covered  under  Standard  No. 
105,  and  should  be  tested  in  accordance 
with  the  features  specified  therein,  and 
that  regenerative  braking  should  be 
allowed  to  operate  normally  (for  tests 
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conducted  in  gear)  just  as  engine 
braking  occurs  normally  during 
compliance  testing  to  Standard  No.  105. 
GM  also  requested  that  tests  be  initiated 
with  a  full  charge  of  the  battery  pack  so 
that  the  amount  of  regenerative  braking 
that  would  ocoir  during  the  tests  would 
be  minimized,  representing  the  "worst 
case"  condition.  NHTSA  replied  that 
the  braking  req\iirement8  must  be  met 
regardless  of  the  state  of  charge  since 
EVs  will  be  driven  with  various  states 
of  charge.  This  position  is  consistent 
with  GM's  suggestion  that  compliance 
testing  be  coi^ucted  under  "worst  case" 
conditions. 

GM  also  recommended  that  Standard 
No.  105  be  amended  to  include  electric 
brake  systems.  The  performance 
requirements  that  GM  viewed  as 
appropriate  for  such  systems  were: 

1.  Maximum  speed  attainable  to  be 
determined  with  batteries  at  90%  of  full 
charge. 

2.  laitiation  of  performance  tests  with 
battery  pack  charged  between  95-100%. 

3.  External  charging  during  test 
sequence  permissible  only  if  necessary 
to  complete  the  test  sequence. 

4.  On-board  charging  permissible, 
except  where  charging  is  disabled  in  the 
course  of  conducting  partial  failure 
tests. 

In  reviewing  these  comments,  NHTSA 
came  to  the  conclusion  that  any  new  EV 
braking  requirements  should  be 
incorporated  into  the  forthcoming 
Standard  No.  135,  as  well  as  Standard 
No.  105,  which  is  scheduled  to  be 
terminated  for  passenger  cars  at  the  end 
of  the  5-year  period  during  which 
optional  compliance  with  Standard  No. 
135  is  permitted. 

Accordingly,  this  notice  proposes 
modifications  to  Standard  No.  105  as 
well  as  several  of  the  provisions  of 
Standard  No.  135  as  proposed  on  July  3, 
1991  (Notice  5),  that  are  responsive  to 
GM's  suggestions  and  NHTSA's 
concerns.  A  proposed  definition  of 
"Maximum  Speed"  should  make  clear 
that  the  maximum  speed  of  an  EV 
would  be  determined  when  the 
propulsion  batteries  are  at  not  less  than 
90%  charge,  and  in  accordance  with 
SAE  Recommended  Practice  ]227a. 
Electric  Vehicle  Test  Procedure, 
February  1976  (and  not  updated  since 
by  the  SAE). 

A  definition  of  "Electric  Vehicle 
(EV)"  would  be  added.  The  definition 
would  include  an  internal  combustion/ 
electric  hybrid  as  follows:  "An  Electric 
Vehicle  (EV)  means  a  vehicle  which  is 
powered  by  an  electric  motor  drawing 
current  from  rechargeable  storage 
batteries,  fuel  cells,  or  other  portable 
soiuces  of  electrical  current,  and  which 
may  include  a  nonelectrical  source  of 


power  designed  to  charge  batteries  and 
components  thereof." 

For  EVs  without  any  way  of 
disconnecting  (declutching)  the  power 
train  from  the  drive  wheels,  wording 
would  be  added  to  the  vehicle 
conditions  section,  to  clarify  that  no 
electromotivB  force  would  be  applied  to 
the  propulsion  motors,  either  in  a 
driving  or  retarding  (regenerative)  mode. 
A  definition  of  "Regenerative  Braking 
System  (RBS)"  would  also  be  added. 

hi  the  sections  relating  to  brake 
system  warning  indicator  activation, 
new  sub-paragraphs  would  be  added  to 
cover  vehicles  with  electric  brake 
actuation,  electric  transmission  of  the 
brake  control  signal,  and  EVs  with 
regenerative  braking  systems. 

NHTSA  is  also  concerned  about  EVs 
with  electric  brake  systems  that  have  as 
their  main  power  source  the  vehicle's 
propulsion  batteries.  Therefore,  NHTSA 
is  proposing  that  EVs  with  electric  brake 
systems  also  perform  the  specified  tests 
(except  for  the  burnish  procedure)  when 
the  propulsion  batteries  are  at  1  percent 
or  less  or  full  charge.  However,  NHTSA 
is  seeking  comments  as  the  whether  1 
percent  is  reasonable,  and,  if  not,  views 
on  an  appropriate  percentage.  It  may  be 
that  a  specific  higher  value  will  be 
needed  if  the  EV  is  designed  to 
automatically  shut  down  the  drive 
motor(s)  when  the  propulsion  batteries 
are  depleted  below  a  certain  percentage 
of  full  charge.  In  this  case  the 
appropriate  wording  might  be  "when 
the  propulsion  batteries  are  at  1  percent 
or  less  above  the  actual  automatic  shut 
down  value  for  the  propulsion 
motor(s)." 

At  the  beginning  of  the  road  test 
sequence  when  the  brakes  are 
burnished,  the  propulsion  batteries 
must  be  at  not  less  than  95%  of  full 
charge.  During  the  burnish  procedure, 
charging  of  the  propulsion  batteries  by 
an  external  means  would  be  permitted 
if  necessary  to  complete  the  burnish 
procedure.  At  the  beginning  of  the  next 
test  in  the  test  sequence  after  burnish, 
it  is  proposed  that  the  propulsion 
batteries  be  at  not  less  than  95%  of  full 
charge  and  may  be  charged  by  an 
external  means  at  this  time.  NHTSA 
believes  that  EVs  will  have  no  problem 
completing  the  road  test  sequence 
without  further  charging.  Therefore,  no 
further  charging  of  the  propulsion 
batteries  would  be  allowed  unless 
otherwise  specified.  Regenerative 
braking  would  function  in  its  normal 
operating  mode  at  all  times  during  the 
tests  (except  the  proposed  new  test  for 
failed  regenerative  braking  system), 
provided  that  it  is  not  subject  to  the 
control  of  the  vehicle  operator.  If  the 
feature  is  controllable  by  the  operator,  it 


would  be  set  to  the  minimum  level  of 
braking  effect,  switched  off,  or  variable 
depending  on  the  test  procedure. 

For  the  wheel  lockup  sequence  test 
(S7.2)  and  the  adhesion  utilization  test 
(torque  wheel  method)  (S7.4)  of 

groposed  Standard  No.  135,  EVs  that 
ave  no  neutral  position  or  means  to 
declutch  from  the  propulsion  motor, 
and  a  driver  controllable  regenerative 
braking  system  (RBS),  would  have  to 
pass  these  tests  with  the  RBS  at  any 
point  within  its  normal  operating  mode 
or  range.  RBS  systems  that  act  only  on 
one  axle  may  have  a  significant  effect  on 
the  brake  proportioning  of  the  vehicle. 
At  this  point,  NHTSA  is  not  sure  that 
the  torque  wheel  method  (S7.4)  could  be 
applied  to  EVs  with  regenerative 
br^ng  or  to  EVs  witlMlectric  brakes. 
Torque  wheel  calculations  are  based  on 
hydraulic  brake  line  pressures  and  for 
electric-actuated  brakes  there  is  no 
brake  line  pressure.  NHTSA  requests 
comments  on  the  application  of  the 
torque  wheel  test  to  EVs  with  electric 
brakes  and  to  EVs  with  regenerative 
braking  systems.  The  effects  of  RfiS  on 
vehicle  braking  may  be  different  from 
the  effects  of  power-tratn/engine  braking 
of  an  internal  combustion  engine  which 
could  have  an  effect  on  the  adhesion 
utilization  curve  equation.  All  proposed 
designs  for  EVs  known  to  NHTSi » 
incorporate  ABS.  In  this  event.  EVs 
would  not  be  subject  ^o  torque  wheel 
testing,  so  these  problems  may  be  moot. 
NHTSA  requests  comments  from 
manufacturers  of  EVs  whether  or  not  the 
vehicle  they  plan  will  be  equipped  with 
ABS. 

In  paragraph  S7.3  relating  to  ABS 
performance,  subparagraph  S7.3.2(b) 
specifies  that  the  transmission  position 
is  neutral;  this  is  being  modified  to 
cover  EVs  without  a  "transmission/ 
power  train"  neutral  position.  In  the 
paragraph  on  test  procediures  and 
performance  requirements,  S7.3  4, 
subparagraph  S7.3.4.4  would  be  added 
to  cover  driver  controlled  regenerative 
braking  systems  for  EVs  without  a 
"transmission/drive  train"  neutral 
position. 

The  "Stops  vnth  Engine  OfT'  test 
(S7.7)  of  proposed  Standard  No.  135 
would  be  modified  to  specify  that  for 
EV's  the  test  is  done  writh  no  power  to 
the  vehicle  drive  motor(s),  but  with 
brake  power  or  brake  power  assist  still 
operating,  unless  cutting  off  the  drive 
motor(s)  also  disables  those  systems. 

In  the  sections  relating  to  hydraulic 
circuit  failure,  new  provisions  would  be 
added  to  cover  failed  electronic 
transmission  of  brake  signal  between  the 
brake  pedal  and  the  foundation  brakes, 
regardless  of  whether  the  foundation 
brakes  are  actuated  by  hydraulic  circuits 
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or  by  electric  motors.  These  provisions 
would  be  equivalent  to  the  current 
requirements  in  Standard  105  and 

Eroposed  in  Standard  135  for  failed 
yc&aulic  brakes. 

In  the  sections  covering  "Power  brake 
imit  or  brake  power  assist  unit 
inoperative  (System  depleted)",  new 
provisions  would  be  added  to  cover 
failure  of  electrically-actuated  brakes 
(brake  power  unit)  and  failure  of  the 
regenerative  braking  system.  Failure  of 
electric  brake  power  assist  is  already 
covered  by  Standard  105  and  proposed 
Standard  135. 

In  the  static  parking  brake  test,  new 
provisions  would  be  added  covering  the 
method  of  activating  the  parking  brakes 
when  electric  brakes  are  used  that 
incorporate  an  ON/OFF  switch/ 
pushbutton  to  apply  the  parking  brake 
function. 

It  is  proposed  that  the  dynamic 
parking  brake  test  of  Standard  135 
would  not  apply  to  parking  brake 
systems  using  electric  brakes  which  are 
activated  by  an  ON/OFF  switch/ 
pushbutton  to  apply  the  parking  brake 
function,  because  there  is  no  way  to 
modulate  these  brakes.  NHTSA  requests 
comments  on  whether  there  is  a  safety 
need  to  have  such  a  dynamic 
performance  requirement  for  such 
systems. 

Effective  Date 

Comments  received  in  response  to 
this  notice  will  be  considered  in  the 
development  of  the  final  version  of 
Standard  No.  135.  and  reflected  in  it 
when  it  is  published,  or  if  this  is  not 
practicable,  will  be  issued  as 
amendments  to  Standard  No.  135.  As 
NHTSA  noted  when  it  proposed 
Standard  No.  135  on  July  3. 1991.  the 
proposed  addition  of  Standard  No.  135 
to  the  Code  of  Federal  Regulations 
would  become  effective  30  days  after  its 
publication  in  the  Federal  Register.  As 
of  that  date,  manufacturers  would  have 
the  option  of  compljring  with  either 
Standard  No.  105  or  Standard  No.  135. 
Compliance  with  the  new  standard 
would  become  mandatosy  for  passenger 
cars  on  September  1st  following  the  end 
of  the  5-year  period  which  would  begin 
with  the  pubucation  of  Standard  No. 
135  in  the  Federal  Register.  Thus,  if 
Standard  No.  135  were  published  on 
July  1. 1993.  and  Standard  No.  105 
would  cease  to  apply  to  passenger  car* 
on  September  1. 1998  (Standard  No.  105 
will  continue  in  efiact  for  v^des  other 
than  passenger  cars). 

Rnknaking  Analyses 

Executive  Order  12291  (Federal 
Regulation)  and  DOT  Reffulatory 
Policies  and  Procedures.  NHTSA  has 


considered  the  impacts  of  this 
rulemaking  action  and  has  determined 
that  it  is  naitber  mafor  within  the 
meaning  of  Executive  Order  1 2291 
"F^der^  Regulation",  nor  significant 
imdar  Department  of  Transportation 
regulatory  pohdes  and  procedures.  It 
does  not  involve  a  matter  of  substantial 
public  interest  or  controversy.  The 
rulemaking  does  not  have  a  major 
impact  upon  another  Federal  agency,  or 
a  substantial  efiisct  upon  Stdte  and  local 
government.  It  does  not  initiate  a 
substantisl  regulatory  program  or 
involve  a  change  in  policy.  The 
rulemaking  would  not  have  an  effect 
upon  the  economy  in  excess  of  $100 
milhon  a  year,  or  have  a  substantial 
impact  upon  the  balance  of  trade. 

Regulatory  Flexibility  Act.  The  agency 
has  uso  ctmsiderad  the  effects  of  this 
rulemaking  action  in  relation  to  the 
Regulatory  Flexibility  Act.  I  certify  that 
this  rulemaking  action  would  not  have 
a  significant  economic  effect  upon  a 
substantial  number  of  small  entities. 
Motor  vehicle  manufactures  are 
generally  not  small  businesses  within 
the  meaning  of  the  Regulatory 
Flexibility  Act  Further,  small 
organizations  and  governmental 
jurisdictions  would  not  be  significantly 
affected  as  the  price  of  new  motor 
vehicles  diould  not  be  impacted 
(electric  vehicles  are  already  required  to 
comply  with  braking  requii«ments  and 
the  intended  effiact  of  a  final  rule  is 
simply  to  make  those  requirements 
more  appropriate  for  EVs).  According, 
no  Regulatory  Flexibility  Analysis  has 
been  prepared. 

Executive  Order  12612  (Federalism). 
This  action  has  been  analsrzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
12612  on  "Federalism."  It  has  been 
determined  that  the  rulemaking  action 
does  not  have  sufficient  federalism       • 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

National  Environmental  Policy  Act. 
NHTSA  has  analyzed  this  rulemaking 
action  for  purposes  of  the  National 
Enviroimientu  Policy  Act.  The 
rulemaking  action  would  not  have  a 
significant  effect  upon  the  environment. 
There  is  no  environmental  impact 
associated  with  adaption  of  test 
procedures  to  make  them  more 
appropriate  for  vehicles  already 
required  to  comply  with  the  Federal 
motor  vehicle  aafiaty  standards.  The 
rulemaldng  action  would  not  have  a 
direct  effect  However,  to  the  extent  that 
this  rulemaking  nd^  facilitate  the 
introductian  of  EVi  whidi  are  powered 
by  an  electric  motor  tfaawing  current 
from  rechargeable  storage  batteries,  fciel 
cells,  or  other  portable  sources  of 


electric  current  and  which  may  include 
a  nonelectrical  source  of  power 
designed  to  charge  batteries  and 
components  thereof,  the  rulemaking 
would  have  a  beneficial  effect  upon  the 
environment  and  reduce  furi 
consumption  because  EVs  emit  no 
hydrocarbon  emissions  and  do  not 
depend  directly  upon  fossil  fuels  to 
propel  them. 

lois  proposed  rule  would  not  have 
any  retroac^ve  effect.  Under  section 
103(d)  of  the  National  Traffic  and  Motor 
Vehicle  Safety  Act  (15  U.S.C.  1392(d)), 
whenever  a  Federal  motor  vehicle  safety 
standard  is  in  effect  a  state  may  not 
adopt  or  maintain  a  safety  standard 
applicable  to  the  same  aspect  of 
performance  which  is  not  identical  to 
the  Federal  standard.  Sdbtion  105  of  the 
Act  (15  U.S.C  1394)  sets  forth  a 
procedure  for  judicial  review  of  final 
rules  establishing,  amending  or  revoking 
Federal  motor  vehicle  safety  standards. 
That  section  does  not  require 
submission  of  a  petition  for 
reconsideration  or  other  administrative 
proceedings  before  parties  may  file  smt 
in  court. 

Connnents 

Interested  persons  are  invited  to 
submit  comments  on  the  proposal.  It  is 
requested  but  not  required  that  10 
copies  be  submitted. 

All  comments  must  not  exceed  15 
pages  in  length.  (49  CFR  553.21). 
Necessary  attadunents  may  be 
appended  to  these  submissions  without 
regard  to  the  15-page  hmit.  This 
limitation  is  intended  to  encourage 
commenters  to  detail  their  primary 
arguments  in  a  concise  fashion. 

If  a  commenter  wishes  to  submit 
certain  information  under  a  claim  of 
confidentiality,  three  copies  of  the 
complete  submission,  induding 
purportedly  confidential  business 
information,  should  be  submitted  to  the 
Chief  Counsel.  NHTSA,  at  the  street 
address  given  above,  and  seven  copies 
from  which  the  purportedly  confidential 
information  has  been  deleted  should  be 
submitted  to  the  Docket  Section.  A 
request  for  confidentiality  should  be 
accompanied  by  a  cover  letter  setting 
forth  the  information  spedfied  in  the 
agency's  confidential  business 
information  regulation.  49  CFR  part  512. 

All  comments  received  before  the 
dose  of  business  on  the  comment 
dosing  date  indicated  above  far  the 
proposal  will  be  considMed.  and  will  be 
avaiM>le  for  examination  in  the  dodcet 
at  the  above  address  both  before  and 
after  that  date.  To  the  extent  possible, 
comments  filed  after  the  dosing  date 
will  also  be  ooosidsred.  Comnisots 
received  too  late  for  considewtlon  in 
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re^rd  to  the  final  rule  vrill  be 
considered  as  suggestions  for  further 
rulemaking  action.  Comments  on  the 
proposal  will  be  available  for  inspection 
ia  the  docket.  The  NHTSA  will  continue 
to  file  relevant  information  as  it 
becomes  available  in  the  docket  after  the 
dosing  date,  and  it  is  recommended  that 
interested  persons  continue  to  examine 
the  docket  for  new  material. 

Those  persons  desiring  to  be  notified 
upon  receipt  of  their  comments  in  the 
rules  docket  should  enclose  a  self- 
addressed,  stamped  postcard  in  the 
envelope  with  their  comments.  Upon 
receiving  the  comments,  the  docket 
supervisor  will  retiim  the  postcard  by 
mail. 

Lkt  of  Sobjects  in  49  CFR  Part  571 

Imports,  Motor  vehicle  safety.  Motor 

vehicles. 

PART  571— (AMENDED] 

1.  The  authority  citation  for  part  571 
would  continue  to  read  as  follows: 

Aotherily:  15  U.S.C  1392. 1401. 1403, 
1407;  delegation  of  authority  at  49  CFR  1.50. 

2.  The  title  of  Standard  No.  105  would 
be  revised  to  read  as  follows: 


fSTI.IOS    Standard  No.  105;  HydrauNe 
or  eiectnc  brake  eyelema. 

3.  SI  of  Standard  No.  105  would  be 
revised  to  read  as  follows: 

Si.  Scope.  This  standard  specifies 
requirements  for  hydraulic  and/or 
electric  service  brake  and  associated 
parking  brake  systems. 


4.  S3  of  Standard  No.  105  would  be 
revised  to  read  as  follows: 


an  electric  vehicle  as  determined  in 
accordance  with  SAE  Recommended 
Practice  J227a,  Electric  Vehicle  Test 
Procedure,  February  1976,  with  the 
propulsion  batteries  at  not  less  than  90 
percent  charge  at  the  beginning  of  the 
run. 


9.  The  introductory  text  of  SS.3.5(r)(l) 
would  be  revised  to  read  as  follows: 


Regenerative  braking  system  (RBS) 
means  an  electrical  energy  system  for 
recovering  kinetic  energy  that  is 
installed  in  an  electric  vehicle,  and 
which  uses  the  propulsion  motor(s)  as  a 
retarder  for  partial  braking  of  the  vehicle 
in  addition  to  the  service  brake  system, 
while  returning  electrical  energy  to  the 
propulsion  batteries. 
•        •        •        •        • 

6.  A  new  S5. 1.2.3  wotild  be  added  to 
Standard  No.  105,  to  read  as  follows: 


53.  Application.  This  standard 
applies  to  passenger  cars,  multipurpose 
passenger  vehicles,  trucks,  and  buses 
with  hydraulic  and/or  electric  service 
brake  systems. 

5.  S4  of  Standard  No.  105  would  be 
amended  by  adding  the  following  new 
definitions  in  alphabetical  order: 

54.  Definitions. 

•        •        •        •        • 

Electric  Vehicle  (EV)  means  a  motor 
vehicle  which  is  powered  by  an  electric 
motor  drawing  current  from 
rechargeable  storage  batteries,  fuel  cells, 
or  other  portable  sources  of  electrical 
currant,  and  which  may  include  a  non- 
electrical source  of  power  designed  to 
charge  batteries  and  components 
thereof. 


S5.1.2.3    In  vehicles  manufactured 
with  a  service  brake  system  where  the 
brake  signal  is  transmitted  electronically 
between  the  brake  pedal  and  some  or  all 
of  the  foundation  brakes,  the  vehicle 
shall  also  comply  with  the  requirements 
of  S5.1.2.1  of  this  standard  with  any 
single  failure  in  the  circuit  that 
electronically  transmits  the  brake  signal. 

7.  A  new  S5.1.3.5  would  be  added  to 
Standard  No.  105,  to  read  as  follows: 


S5.1.3.5    Electric  brakes.  Vehicles 
with  electrically-activated  brake  systems 
(brake  power  unit)  shall  comply  with 
the  requirements  of  S5. 1.3.1,  S5.1.3.3,  or 
S5. 1.3.4  with  any  single  electrical 
failure  in  the  electrically-activated  brake 
system  and  all  other  systems  intact. 

8.  The  introductory  text  of  S5.3.1 
would  be  revised  and  new  S5.3.1  (e),  (f), 
and  (g)  would  be  added  to  Standard  No. 
It6,  to  read  as  fellows: 


Maximum  speed  of  an  electric  vehicle 
means  the  highest  speed  attainable  by 


S5.3.1    An  indicator  lamp  shall  be 
activated  when  the  ignition  (start) 
switch  is  in  the  "on"  ("run")  position 
and  whenever  any  of  the  conditions  (a), 
(c),  (d),  (e),  (f),  or  (g)  occur,  or,  at  the 
option  of  the  manufacturer,  whenever 
any  of  the  conditions  (b),  (c),  (d),  (e),  (f), 
or  (g)  occur: 

(e)  For  a  vehicle  with  electric  brake 
actuation,  failure  of  the  source  of 
electric  power  to  the  brakes. 

(f)  For  a  vehicle  with  electric 
transmission  of  the  brake  control  signal, 
failure  of  a  brake  control  circuit. 

(g)  For  an  EV  with  a  regenerative 
braking  system,  failure  m  the 
regenerative  braking  system. 


S5.3.5*  •  • 

(c)(1)  If  separate  indicator  lamps  are 
used  for  one  or  more  than  one  of  the 
functions  described  in  S5. 3. 1(a)  through 
S5.3.1(g)  of  this  standard,  the  display 
shall  include  the  word  "Brake"  and 
appropriate  additional  labeling,  except 
as  provided  in  (c)(1)  (A)  through  (D)  of 
this  section. 


10.  The  introductory  text  of  S5.4.3 
would  be  revised  to  read  as  follows: 


S5.4.3    Resenmirlabding— Each 
vehicle  equipped  with  hydraulic  brakes 
shall  have  a  brake  fluid  warning 
statement  that  reads  as  follows,  in 
letters  at  least  one-eighth  of  an  inch 
high:  "WARNING.  Clean  filler  cap 

before  removing,  Use  only fluid 

from  a  sealed  container."  (Inserting  the 
recommended  type  of  brake  fluid  as 
specified  in  49  CFR  571.116,  e.g.,  "DOT 
3").  The  lettering  shall  be— 
•        •        •        •        • 

11.  S6.2  through  S6.2.6  would  be 
added  to  Standard  No.  105,  to  read  as 
follows: 


S6.2    Electric  vehicles. 

56.2.1  State-of-charge  of  the 
propulsion  batteries  is  determined  in 
accordance  with  SAE  Recommended 
Practice  J227a,  Electric  Vehicle  Test 
Procedure,  February  1976. 

56.2.2  At  the  b^inning  of  the  first 
effectiveness  test  (S7.3  of  diis  standard), 
the  propulsion  batteries  are  at  not  less 
than  95  percent  of  full  charge.  During 
each  burnish  procedure,  the  propulsion 
batteries  may  oe  charged  by  an  external 
means  if  the  vehicle  is  otherwise  unable 
to  complete  the  burnish  procedure. 

56.2.3  After  each  burnish  procedure 
and  before  beginning  the  next  test  in  the 
test  sequence  (either  S7.5,  S7.7,  or  S7.13 
of  this  standard),  the  propulsion 
batteries  are  at  not  less  than  95  percent 
of  full  chaise.  At  these  points,  the 
propulsion  batteries  aiay  be  charged  by 
an  external  means.  No  further  charging 
of  the  propulsion  batteries  occurs 
during  the  tests  specified  in  S7.3,  S7.5, 
S7.7  through  S7.ll,  and  S7.13  through 
S7.19  of  this  standard. 

56.2.4  For  tests  specifying  "in  gear," 
an  RBS  that  is  not  subject  to  control  by 
the  vdiicle  operator  functions  in  its 
normal  operating  mode  throughout  the 
tests,  unless  otherwise  provided  in  S7. 
If  the  RBS  is  subject  to  control  by  the 
vehicle  operotra*,  it  is  set  to  produce  the 
minimiun  regenerative  braking  effiact 
during  the  test  procedures. 


13.  A  nev 
read  as  folic 


^^    f   i^t_f  J ¥-_..«_.    «e     innQ 


/    PmnnaiMl    Rule 


Federal  Register  /  Vol.  58,  No.  10  /  Friday,  January  15,  1993  /  Proposed  Rules 


4653 


56.2.5  For  tests  specifying  "in 
neutral,"  the  driver  of  an  EV  with  no 
"neutral"  position  (or  other  means  such 
as  a  clutch  for  disconnecting  the  drive 
train  from  the  propulsion  motor(s))  does 
not  apply  any  electromotive  force  to  the 
propulsion  motor(s).  Any  electromotive 
force  that  is  applied  to  the  propulsion 
motor(s)  automatically  remains  in  effect 
unless  otherwise  specified  by  the  test 
prooedure.  If  the  RBS  is  subfect  to 
control  by  the  vehicle  operator,  it  is 
switched  off  or  set  to  produce  the 
minimum  regenerative  braking  effect 
during  the  test  procedures. 

56.2.6  EVs  equipped  with  electric 
brakes  must  also  perform  the  tests 
specified  in  S7.3,  S7.5,  S7.7  through 
S7.ll.  and  S7.13  throu^  S7.19  of  this 
standard  with  the  propulsion  batteries 
at  one  percent  or  less  of  full  charge.  An 
auxiliary  means  may  be  used  to 
accelerate  the  test  vehicle  to  test  speed 
during  these  tests. 

•        •        •        •        • 

12.  S7.7.1.3  would  \)e  amended  by 
revising  the  introductory  test  and 
adding  a  new  S7.1.3(c),  to  read  as 
follows: 


S7.7.1.3    With  the  vehicle  held 
stationary  by  means  of  the  service  brake 
control,  apply  the  parking  brake  by  a 
single  application  of  the  force  specified 
in  (a),  (b),  or  (c)  of  this  section,  except 
that  a  series  of  applications  to  achieve 
the  specified  force  may  be  made  in  the 
case  of  a  parking  brake  system  design 
that  does  not  allow  the  application  of 
the  specified  force  in  a  single 
appUcation: 

(c)  For  vehicles  using  electrically 
activated  foundation  brakes  initiated  by 
an  ON/OFF  switch  or  push  button  to 
apply  the  parking  brake  function,  apply 
the  parking  brake  by  moving  the  parking 
brake  switch  to  the  ON  position. 

13.  A  new  S7.9.5  would  be  added  to 
read  as  follows: 

•  •        •        *        • 

S7.9.5    For  vehicles  where  the  brake 
signal  is  electronically  transmitted 
between  the  brake  pedal  and  the 
foimdation  brakes,  regardless  of  the 
means  of  activation  of  the  foundation 
brakes,  the  tests  in  S7.9.1  through  S7.9.3 
of  this  standard  are  conducted  by 
inducing  any  single  failure  in  this 
electronically  transmitted  brake  signal 
circuit. 

•  *        •        •        * 

14.  S7.10  would  be  amended  by 
adding  new  S7.10.3  and  S7.10.4,  to  read 
as  follows: 

S7.10"  •  • 


57.10.3  Electric  brakes.  For  vehicles 
with  electrically-actuated  brake  systems 
(brake  power  unit),  the  tests  specified  in 
S7.10.1  or  S7.10.2  of  this  section  are 
conducted  with  any  single  electrical 
failure  in  the  electrically-actuated  brake 
system  and  all  other  systems  intact. 

57.10.4  Regenerative  braking 
systems.  For  EVs  with  RBS,  the  tests 
specified  in  S7.10.1  or  S7.10.2  of  this 
section  are  conducted  with  the  RBS 
disconnected  or  switched  off  and  all 
other  systems  intact. 

{571.135    Standird  No.  135;  PMMngw 
Car  Brain  Systwns 

Section  571.135,  as  proposed  at  56  FR 
30528,  July  3, 1991,  is  proposed  to  be 
amended  as  follows: 

15.  In  proposed  S4,  the  following 
definitions  would  be  added  in 
alphabetical  order: 

Electric  Vehicle  (EV)  means  a  motor 
vehicle  which  is  poweredjby  an  electric 
motor  draMring  current  from 
rechargeable  storage  batteries,  fuel  cells, 
or  other  portable  sources  of  electrical 
current,  and  which  may  include  a  non- 
electrical source  of  power  designed  to 
charge  batteries  and  components 
thereof. 

*  •        •        •        • 

Maximum  speed  of  an  electric  vehicle 
means  the  highest  speed  attainable  by 
an  electric  vehicle  as  determined  in 
accordance  with  SAE  Recommended 
Practice  J227a,  Electric  Vehicle  Test 
Procedure,  February  1976,  with  the 
propulsion  batteries  at  not  less  than  90 
percent  charge  at  the  beginning  of  the 
run. 

•  •        •        •        • 

Regenerative  Braking  System  (RBS) 
means  an  electrical  energy  system  for 
recovering  kinetic  energy  that  is 
installed  in  an  electric  vehicle,  and 
which  uses  the  propulsion  motor(s)  as  a 
retarder  for  partial  braking  of  the  vehicle 
in  addition  to  the  service  brake  system, 
while  returning  electrical  energy  to  the 
propulsion  batteries. 
***** 

16.  The  introductory  text  of  proposed 
S5.4.3  would  be  revised  to  read  as 
follows: 


specified  in  49  CFR  571.116,  e.g.,  "DOT 
3").  The  lettering  shall  be— 

*  •        •        •        • 

17.  Proposed  S5.5.1  would  be 
amended  by  revising  the  introductory 
text  and  adding  new  S5.5.1  (e),  (f),  and 
(g),  to  read  as  follows: 

*  *        •        •        • 

S5.5.1.  Activation.  An  indicator  shall 
be  activated  when  the  ignition  (start) 
switch  is  in  the  "on"  ("run")  position 
and  whenever  any  of  conditions  (a) 
through  (g)  occur: 

(e)  For  a  vehicle  with  electric  brake 
actuation,  failure  of  the  source  of 
electric  i>ower  to  the  brakes. 

(f)  For  a  vehicle  with  electric 
transmission  of  the  brake  control  signal, 
failure  of  a  brake  control  circuit. 

(g)  For  an  EV  with  a  regenerative 
braking  system,  failure  of  the  RBS. 

18.  The  introductory  text  of  proposed 
S5.5.5(d)  would  be  revised  to  read  as 
follows: 


S5.4.3.  Reservoir  labeling.  Each 
vehicle  equipped  with  hydraulic  brakes 
shall  have  a  brake  fluid  warning 
statement  that  reads  as  follows,  in 
letters  at  least  3.2-mm  (Vb-inch)  high: 
"WARNING.  Clean  filler  cap  before 

removing.  Use  only fluid  fit)m  a 

sealed  container."  (Insert  the 
recommended  type  of  brake  fluid  as 


S5.5.5.  Labeling. 

*        •        •        •        * 

(d)  If  separate  indicators  are  used  for 
one  or  more  than  one  of  the  functions 
described  in  S5.5.1(a)  through  S5.5.1(g) 
of  this  standard,  the  indicators  shall 
display  the  following  wording: 
***** 

19.  New  S6.3.11  through  S6.3.11.6 
would  be  added,  to  read  as  follows: 

***** 

S6 . 3 . 1 1    Electric  vehicles. 

56.3.11.1  State-of-chargeofthe 
propulsion  batteries  is  determined  in 
accordance  with  SAE  Recommended 
Practice  J227a,  Electric  Vehicle  Test 
Procedure,  February  1976. 

56.3.11.2  At  the  beginning  of  the 
burnish  procedure  (S7.1  of  this 
standard)  in  the  test  sequence,  the 
propulsion  batteries  are  at  not  less  than 
95  percent  of  full  charge.  During  the 
burnish  procedure,  the  propulsion 
batteries  may  be  charged  by  an  external 
means  if  the  vehicle  is  otherwise  unable 
to  complete  the  burnish  procedure. 

56.3.11.3  After  the  burnish 
procedure  and  before  beginning  of  the 
next  test  in  the  test  sequence  (either 
S7.2  or  S7.3  of  this  standard,  depending 
on  whether  the  vehicle  has  ABS),  the 
propulsion  batteries  are  at  not  less  than 
95  percent  of  full  charge.  At  this  point, 
the  propulsion  batteries  may  be  charged 
by  an  external  means.  No  further 
charging  of  the  propulsion  batteries 
occurs  during  the  tests  specified  in  S7.2 
through  S7.17. 

56.3.11.4  For  tests  specifying  "in 
gear",  an  RBS  that  is  not  subject  to 
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control  by  the  vehicle  operator 
functions  in  its  normal  operating  mode 
throughout  the  tests,  imless  otherwise 
stated  in  S7.  If  the  RBS  is  subject  to 
control  by  the  vehicle  operator,  it  is  set 
to  produce  the  minimum  regenerative 
braking  effect  during  the  test 
procedures. 

56.3.11.5  For  tests  specifying  "in 
neutral",  the  driver  of  an  EV  with  no 
"neutral"  position  (or  other  means  sudi 
as  a  dutch  for  disconnecting  the 
drivetrain  from  the  propulsim  motorls)) 
does  not  apply  any  electromotive  force 
to  the  propiilsicm  motorfs).  Any 
electromotive  force  that  is  applied  to  the 
propulsion  motor(s)  automatically 
remains  in  effect  unless  otherwise 
gpedfied  by  the  test  procedure.  If  the 
RBS  is  subject  to  control  by  the  vehicle 
operator,  it  is  switdied  off  or  set  to 
produce  the  intntminn  regenerative 
braking  efiiact  during  the  test 
prooeduree. 

56.3.11.6  EVs  equipped  with  electric 
brakes  must  also  perform  the  tests 
specified  in  S7.2  through  S7.17  with  the 

{ impulsion  batteries  at  one  percent  or 
ess  of  full  charge.  An  auxiliary  means 
may  be  uaed  to  accelerate  the  test 
vdiide  to  teat  speed  during  these  tests. 

20.  A  new  S7.2.4(f)  would  be  added 
to  read  as  follows: 

S7.2.4    Performance  requirements. 

(f)  EVs  with  RBS  subject  to  driver 
control,  and  which  have  no  neutral 
position  or  means  to  dachitch  from  the 
propxilsian  motor(s),  shall  meet  the 
perrarmance  requirements  over  the 
entira  normal  operating  range  of  the 
RBS. 

21.  A  new  S7.3.4.4  wrauld  be  added  to 
read  as  follows: 

■       •       •       •       • 

S7  J.4    Test  procedures  and 
perfonnance  requirements.  ■  *  * 


S7.3.4.4    EVs  with  RBS  subject  to 
driver  control,  and  which  have  no 
neutral  position  or  means  to  declutch 
from  the  propulsion  motor(s).  shall  meet 
the  performance  requirements  over  the 
entira  normal  operating  range  of  the 
RBS. 

22.  A  new  S7.4.5.3  would  be  added  to 
read  as  follows: 

S7.4.5    Performance  requirements. 

•  •  • 

S7.4.5.3    EVs  with  RBS  subject  to 
driver  oontn^.  and  wdiidi  have  no 
neutral  position  or  means  to  dechitdi 
from  the  propolsioB  motai<s).  shall  meet 
the  performance  requirements  over  the 
entire  normal  operating  range  of  the 
RBS. 

23.  A  new  S7.7.2(e)  would  be  added 
to  read  as  follovrs: 

•  •        •        •        • 

S7.7.2    Vehicle  condMoru.  •  •  • 
(e)  Vat  EVi.  this  test  is  conducted 
with  no  electromotive  force  applied  to 
the  vehicle  propulsion  motorts),  but 
with  brake  power  or  power  assist  still 
operating,  unless  cutting  off  the 
propulsion  motor(s)  also  disables  those 
systems. 

24.  A  new  S7.10.30)  would  be  added 
to  read  as  follows: 

S7.10.3    Test  conditions  and 
procedures.  •  •  •  ,      ,      , 

(1)  For  vehicles  where  the  brake  signal 
is  electronicallv  transmitted  between 
the  iHaks  pedal  and  the  foxindation 
brakes,  regardless  of  the  means  of 
activation  of  the  foimdation  brakes,  this 
test  is  ccmducted  by  inducing  any  single 
faihne  in  this  etactranically  transmitted 
brake  signal  circuit. 

25.  New  S7.ll  J(m)  and  S7.11.3(n) 
would  be  added  to  read  as  follows: 


S7.11.3    Test  conditions  and 
procedures.  •  •  • 

(m)  For  vehicles  with  electrically- 
actuated  brake  systems  (brake  poMrer 
unit),  this  test  is  conducted  with  any 
single  electrical  failure  in  this 
electrically-actuated  brake  system  and 
all  other  systems  intact. 

(n)  For  EVs  with  RBS.  this  test  is 
conducted  with  the  RBS  disconnected 
or  switched  off  and  all  other  systems 
intact 

26.  Proposed  S7.12.2  would  be 
amended  by  revising  S7.1 2.2(h)  and 
adding  a  new  S7.12.2(o)  to  read  as 
follows: 


S7.12.2    Test  conditions  and 
procedures.  •  •  • 

(h)  With  the  service  brake  applied 
sufficiently  to  just  keep  the  vrfiide  from 
rolling,  apply  the  parUng  brake  as 
specified  in  S7.12.2(i),  S7.12.2(j).  or 
S7.l2.2(o)  as  applicabla 

(o)  For  vehicles  using  electrically- 
activated  foiindation  brakes  initiated  by 
an  ON/OFF  sv«tch  or  pushbutton  to 
apply  the  poking  brake  function,  apply 
the  parking  brake  by  turning  the  paridng 
brake  switch  to  the  CW  position. 

27.  New  S7.13.1(d)  would  be  added  to 
read  as  follows: 

S7.13.1    Vehicle  oinditions.  *  *  * 
(d)  This  test  does  not  apply  to 
vehicles  equipped  with  parldng  brake 
systems  using  electrically-activated 
foundation  brakes,  initiated  by  an  ON/ 
OFF  switch  or  pushbutton  to  apply  the 
parking  brake  nmction. 

Issued  on:  January  6. 1993. 
Baity  Pelrica, 

Associate  Administrator  for  Rutemaking. 
[FR  Doc  93-833  Filed  l-14-«3;  MS  am) 
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statements  of  organizalion  and  Mictions  are 
exarTV>les  of  documents  appearing  in  this 
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DEPARTMENT  OF  AGRICULTURE 

ForMtServio* 

Round  Valtoy  TImtMr  Sal*,  PlumM 
National  Foraat.  Plumaa  County,  CA; 
Enviromnantal  Impact  Statamant 
Cancallatton 

The  Plumas  National  Forest  is  no 
longer  involved  in  the  preparation  of  an 
Environmental  Impact  Statement  for  the 
Roimd  Valley  Timber  Sale. 

The  Notice  of  Intent,  published  in  the 
Federal  Register  on  September  21, 1990 
is  hereby  rescinded  (55  FR  38826). 

For  further  information  contact:  R.C. 
Bennett,  Environmental  Coordinator, 
Plumas  National  Forest,  Box  11500, 
Quincy,  CA  95971;  telephone  916-283- 
2050. 

Dated:  December  17, 1992. 
H.  WayiM  Thornton, 
Forest  Supervisee: 

IFR  Doc.  93-917  Filed  1-14-93;  8:45  ami 
BHUNQ  cooe  a410-11-4l 


Faathar  Falla  TInfbar  Sala,  PlunMa 
National  Foraat.  Butta  County,  CA; 
Environmantal  Impact  Statamant 
Cancailatlon 

The  Plumas  National  Forest  is  no 
longer  involved  in  the  preparation  of  an 
Environmental  Impact  Statement  for  the 
Feather  Falls  Timber  Sale. 

The  Notice  of  Intent,  published  in  the 
Federal  Register  on  December  19, 1990 
is  hereby  rescinded  (55  FR  52603). 

For  further  information  contact:  R.C. 
Bennett,  Environmental  Coordinator, 
Plumas  National  Forest,  Box  11500, 
Quincy,  CA  95971;  telephone  916-283- 
2050. 

Dated:  December  17, 1992. 
H.  Wayne  HmwhIm. 
Forest  Supervisor. 

IFR  Doc  93-914  Filed  1-14-93;  8:45  am] 
BUjNa  eooc  mis-imi 


Franchman  TImtMr  Sala,  Plumaa 
National  Foraat,  Plumaa  County,  CA; 
Environmantal  Impact  Statamant 
Cancailatlon 

The  Plimias  National  Forest  is  no 
longer  involved  in  the  preparation  of  an 
Environmental  Impact  Statement  for  the 
Frenchman  Timber  Sale. 

The  Notice  of  Intent,  published  in  the 
Federal  Register  on  February  23, 1990 
is  hereby  rescinded  (55  FR  6411). 

For  further  information  contact:  R.C 
Bennett,  Environmental  Coordinator, 
Plumas  National  Forest,  Box  11500. 
(^ncy,  CA  95971;  telephone  916-283- 
2050. 

Dated:  December  17, 1992. 
H.  Wayne  Thornton, 
Forest  Supervisor. 

[PR  Doc.  93-919  Filed  1-14-93:  8:45  ami 
aUJJNG  cooc  Mie-it-H 


Howland  Flat  Timbar  Sala.  Plumaa 
National  Foraat.  Siarra  County,  CA; 
Environmantal  Impact  Statamant 
Cancailatlon 

The  Plimias  National  Forest  is  no 
longer  involved  in  the  preparation  of  an 
Environmental  Impact  Statement  for  the 
Howland  Flat  Timber  Sale. 

The  Notice  of  Intent,  pubUshed  in  the 
Federal  Register  on  August  1, 1990  is 
hereby  rescinded  (55  FR  31205). 

For  further  information  contact:  RC 
Bennett,  Environmental  Coordinator, 
Plumas  National  Forest.  Box  11500, 
C^incy.  CA  95971;  telephone  916-283- 
2050. 

Dated:  December  17. 1992. 
H.  Wayne  Thornton, 
Forest  Supervisor. 

IFR  Doc.  93-^18  Filed  1-14-93;  8:45  am] 
BIUJNG  OOOE  M10-11-M 


For  further  information  contact:  R.C 
Bennett.  Environmental  Coordinator. 
Plumas  National  Forest.  Box  11500. 
C^iincy.  CA  95971;  telephone  916-283- 
2050. 

Dated:  September  20, 1992. 
H.  Wayne  Thonkm. 
Forest  Supervisor. 

IFR  Doa  93-916  Filed  1-14-93;  8:45  ami 
■LUNQ  cooe  M1»-11^ 

Waalam  National  Foraat  Uvaatock 
Gn^ngFaaa 

agency:  Forest  Service.  USDA. 
ACnON:  Notice  of  1993  grazing  fees. 


Rock  Craek-Craata  Dradging  Projact, 
Plumaa  National  Forest.  Plumaa 
County.  CA;  Environmantal  impact 
Statamant  Cancailatlon 

The  Plumas  National  Forest  is  no 
longer  involved  in  the  preparation  of  an 
Environmental  Impact  Statement  for  the 
dredging  and  disposal  of  accumulated 
sediments  froni  Pacific  Gas  and 
Electric's  Rock  Creek  and  Create 
reservoirs. 

The  Notice  of  Intent,  published  in  the 
Federal  Register  on  April  6, 1990.  is 
hereby  rescinded  (55  FR  12875). 


8UKMARY:  The  fee  for  grazing  livestdck     ^ 
on  certain  specified  National  Forest 
System  lands  in  the  16  Western  States 
will  be  $1.86  per  head  month  for  the 
1993  grazing  year. 
EFFECTIVE  DATE:  March  1. 1993. 
FOR  FURTHER  MF0RMAT10N  CONTACT: 
Robert  M.  Williamson.  Director  of  Range 
Management.  U.S.  Department  of 
Agriculture  Forest  Service,  P.O.  Box 
96090,  Washington.  DC  20090-6090 
(202)  205-1746. 

SUPPL£MENTARY  MFORUATION:  Oazing 
fees  for  the  use  and  occupancy  of  the 
National  Forests  and  Land  Utilization 
Projects  in  the  16  Western  States,  and 
the  Butte  Valley.  Crooked  Fiver  and 
Curlew  National  Grasslands  are 
established  and  collected  annually  by 
the  Forest  Service  under  the  authority  of 
the  Organic  Act  of  June  4, 1897,  (16 
U.S.C.  473-475,  477-482,  551),  the 
Bankhead-Jones  Farm  Tenant  Act  of  July 
22. 1937.  (7  U.S.C.  1010-1012),  and 
Executive  Order  12548  of  February  14, 
1986.  The  16  contiguous  Western  States 
are  Arizona,  California,  Colorado,  Idaho, 
Kansas,  Montana,  Nebraska,  Nevada, 
New  Mexico.  North  Dakota.  Oklahoma, 
Oregon,  South  Dakota.  Utah, 
Washington,  and  Wyoming. 

The  formula  for  establishing  the 
aimual  grazing  fee  for  these  lands  is  set 
forth  in  regidations  at  36  CFR  222.51. 
Fee  adjustments  are  based  on  three 
indices — private  grazing  land  lease  rates 
added  to  the  price  Uvestock  producers 
receive  for  the  sale  of  beef  cattle  less  the 
cost  of  livestock  production.  Based  on 
the  application  of  these  combined 
indices  to  a  1966  base  fair  market  value 
of  $1.23  per  head  month,  the  agency 
will  issue  bills  to  grazing  permittees  in 
the  affiBcted  States  for  1993  grazing  faes 
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at  a  rate  of  $1.86  per  head  month,  a 
decrease  of  six  cents  from  1992.  Fees 
will  be  lower  because  the  costs  of 
livestock  production  and  the  decrease  in 
the  prices  received  for  the  sale  of  beef 
cattM  overshadovred  the  modest 
increase  in  the  private  grazing  land 
lease  rate. 

Dated:  Jantiary  8. 1993. 
Ciwp  M.  tmamni. 
Associate  Chief. 

(FR  Doc  93-1093  Piled  1-14-93: 8:45  ami 
I  ooot  stie-tvii 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 


MMt-Mad«  FttMT 
Prodiioador 


EatabitohmMil  of  an 
Certain  Cotton  and 
Taxtlla  Products 
Manufacturad  in 


January  11. 1993. 

kOBtey.  Committee  for  the 

Implementation  of  Textile  Agreements 

(OTA). 

ACTION:  Issuing  a  directive  to  the 

Commissioner  of  Customs  establishing  a 

limit. 

EFFEcnvc  date:  January  21, 1993. 
FOR  RMTMBI  ■VXWMATKM  CONTACT: 
Jennifer  Akfricfa.  International  Trade 
Specialist,  Office  of  Textiles  and 
Apparel.  U.S.  Depaitmait  of  Commerce, 
(202)  482-4212.  For  information  on  the 
quota  status  of  these  limits,  refer  to  the 
Quota  Statiis  Reports  pasted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-5850.  For  information  on 
embw^MS  and  quota  re-opoungs.  call 
(202)  482-3715.  For  information  on 
categories  on  which  ccmsultations  have 
been  requested,  call  (202)  482-3740. 

SUPfiaBn-ARV  MRMMATKM: 

Authority:  Executive  Order  11651  of  March 
3. 1972,  as  ameoded:  tedioD  304  of  the 
Agricultuial  Act  of  1856.  as  amended  (7 
U.S.C  1864). 

Inasmudi  as  consultations  have  not 
yet  been  held  on  a  mutually  satisfactory 
solution  on  Categories  338/339/638/639, 
the  United  States  Government  has 
decided  to  control  imports  in  these 
categories  for  the  twrerve-month  period 
beginning  on  October  30, 1992  and 
extending  through  October  29. 1993. 

The  United  States  remains  committed 
to  finding  a  solution  concerning  these 
categories.  Should  such  a  solution  be 
reached  in  ccmsultatians  writh  the 
Government  of  Lebanon,  further  notice 
will  be  pobyriied  in  the  Padaral 


numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schmlule  of  the  United  States  (see 
Federal  Regialer  notice  56  FR  60101. 
pubhshed  on  November  27, 1991;  and 
57  FR  54976,  published  cm  November 
23, 1992).  Also  see  57  FR  54053, 
published  on  November  16. 1992. 
).  Hayden  Boyd, 

Acting  Otainnia,  CamatMee/br  the 
Impleatentatkm  of  Textile  Apeementt. 

I  far  the  ImiilimtiHnn  of  Textile 


January  11, 1993. 
Committkmer  of  CustooBa, 
Department  of  the  Tteatury.  Washiagloa.  DC 
20229. 

Dear  CommissioiMr  Under  the  tanns  off 
•action  204  of  tho  Agricultural  Act  of  195e, 
as  amended  (7  U.S.C.  1854);  and  in 
accordance  with  Uie  provisions  of  Executive 
Order  11651  of  March  3, 1972,  as  amended, 
you  are  directed  to  prohibit,  efiisctive  on 
January  21. 1993.  entry  into  the  United  States 
for  consumption  and  withdrawal  from 
warehouse  for  consumptton  of  cotton  and 
man-made  fiber  textile  products  in  Categories 
338/339/638/639,  produced  or  maaalKtured 
in  Lebanon  and  eiqMXted  during  the  twelve- 
month period  beginning  on  October  30. 1992 
and  extending  through  October  29, 1993,  in 
excess  of  298,817  dozen  *. 

Textile  producU  in  Categoties  338/339/ 
638/639  which  have  been  exported  to  the 
United  Stetee  prior  to  October  30, 1992  shall 
not  be  subject  to  the  limit  estabtisbed  in  this 
directive. 

Textile  ptoducU  in  Categories  338/339/ 
638/639  wttidi  have  been  released  from  the 
custody  of  the  U.S.  Customs  Service  under 
the  provisions  of  19  U.S.C  1448(b)  or 
1484(aMl)  prior  to  the  eftBCtive  date  of  this 
directive  shall  not  be  denied  entry  imder  this 
directive. 

In  carrying  out  the  above  directions,  the 
Commissioner  of  Customs  should  construe 
entry  into  the  United  States  for  consumption 
to  include  entry  for  consumption  into  the 
Commonwealth  of  Puerto  Rico. 

The  Committee  for  the  Implementatioa  of 
Textile  Agreements  has  determined  that  this 
action  falls  within  the  foreign  affoirs 
exception  of  the  rtdemaking  provisions  of  5 
U.S.C  553<aXl). 

Sincerely. 

J.  Hayden  Boyd, 

Acting  Qiainnan,  CoaimittBefor  the 
Implemeatation  of  TextHe  Agnemeats. 
(FR  Doc  93-1019  Filed  1-14-03;  8:45  ami 
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COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BUNO  OR 
SEVERELY  DISABLED 

Procuramant  Uat;  AddttkMia 

AOENCV:  Committee  for  Purchase  firom 

People  Who  Are  Blind  at  Severely 

Disabled. 

ACTION:  Additions  to  Procurement  List. 

ttJNMAWT;  This  action  adds  to  the 
Procurement  List  services  to  be 
furnished  by  nonprofit  agandea 
employing  persons  who  are  blind  or 
have  c^er  severe  disabilities. 
EFTECnvE  DATE:  February  16. 1993. 

A00RC88:  Committee  for  Purdiase  from 
People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3,  Sidte  403, 
1735  Jefferaon  Davis  Highway, 
Arlington.  Virginia  22202-3461. 

FOR  FURIMBI  aPOfWAIION  CONTACT: 

Beverly  Milkman  (703)  603-774a 

SUPPLEMENTARY  aVORMATION:  On  June 
12  and  August  28, 1992,  the  Committee 
for  Purchase  from  People  Who  Are 
Blind  or  Severely  Disabled  published 
notices  (57  FR  25023  and  39190)  of 
proposed  additions  to  the  Procurement 
List. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 

Sualified  nonprofit  agencies  to  provide 
le  services,  rair  mariEet  price,  and 
impact  of  the  addition  on  the  cinrent  or 
most  recent  contractors,  the  Committee 
has  determined  that  the  servioea  listed 
below  are  suitable  for  procurement  by 
the  Federal  Government  under  41  U.S.C 
46-48C  and  41  CFR  51.2.4. 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  ma|or  factors  considerad  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  tbia  small 
organizations  that  will  fiimish  the 
sovices  to  the  Government. 

2.  The  action  will  not  heve  a  severe 
economic  impact  on  current  contractors 
for  the  services. 

3.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
services  to  the  Government 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
ODay  Act  (41  U.S.C  46-48c)  in 
connection  vrith  the  services  proposed 
for  addition  to  the  Procurement  List 

Accordingly,  the  following  services 
are  hereby  added  to  the  Procurement 
Ust: 


SUMMARY:  T 
Procuremer 
tubes  to  be  i 
agency  emp 
blind  or  ha> 
EFFECTIVE  a 
ADDRESSES: 
From  Peopl 
Disabled,  O 
1735Jeffers 
.A.rlington, ) 

FOR  FURTHEI 
Beverly  Mil 
SUPPLEMENI 

September : 
Purchase  Fi 
or  Severely 
(57  FR  4436 
of  these  tub 
Comments  i 
ofthecomn 
three  contn 
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Janitorial/Custodial.  Camp  Lejeune 

Ckiininissary.  Jacksonville,  North 

Carolina 

Janitorial/Grounds  Maintenanoe  for 
the  following  locations  in  Calexico, 
California: 
Truck  Inspectitm  Building.  1  East  First 

Street 
U.S.  Border  Inspection  Station  Building, 

200  First  Street 
Shop  Building,  1  East  First  Street 
U.S.  Border  Patrol  Station.  8th  and 

Andrade  Street 
Commercial  Hazmat  Office.  1  East  First 

Street 
Commercial  Operations  Office.  1  East 

First  Street 

This  action  does  not  afiiact  contracts 
awarded  prior  to  the  effective  date  of 
this  addition  or  options  exercised  under 
those  contracts. 
Beverly  L.  KQIkaaii, 
Executive  Director. 
[FR  Doc.  93-1074  nied  1-14-93;  8:45  am] 
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Procurvment  Ust;  Additiofw 

AGENCY:  Committee  for  Purchase  Prom 

People  Who  Are  Blind  or  Severely 

Disabled. 

ACTION:  Additions  to  Procurement  List 

SUMMARY:  This  action  adds  to  the 
Procurement  List  mailing  and  filing 
tubes  to  be  furnished  by  a  nonprofit 
agency  employing  persons  who  are 
blind  or  have  other  severe  disabilities. 
EFFECTIVE  DATE:  February  16, 1993. 
ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3,  Suite  403, 
1735  Jefierson  Davis  Hig}iway. 
Arlington,  Virginia  22202-3461. 
FOR  FURTHER  INFORMATION  CONTACT: 
Beverly  Milkman  (703)  603-7740. 
SUPPtEMENTARY  INFORMATION:  On 
September  25, 1992,  the  Committee  for 
Purchase  From  People  Who  Are  Blind 
or  Severely  Disabled  published  a  notice 
(57  FR  44365)  of  the  proposed  addition 
of  these  tubes  to  the  Procurement  List. 
Comments  were  received  after  the  close 
of  the  comment  period  from  one  of  the 
three  contractors  for  the  mailing  tubes, 
in  response  to  a  Committee  request  for 
information.  The  contractor  claimed 
that  the  addition  of  the  tubes  to  the 
Procurement  List  would  cause  severe 
adverse  impact  on  the  firm  by  depriving 
it  of  significant  sales  and  causing 
unemployment  of  some  of  its  unskilled 
minority  personnel  in  a  labor  surplus 
area.  The  contractor  questioned  whether 
this  work  is  suitable  for  people  with 
severe  disabilities.  It  claimed  that 
removal  of  the  tubes  &x>m  competitive 


bidding  would  keep  it  from  amortizing 
its  capital  expenditures  to  produce 
them,  and  proposed  that  put  of  the 
work  be  given  to  another  nonprofit 
agency  to  which  the  contractor  could 
supply  tube  components  to  lessen  the 
impact  on  it  of  the  addition  of  the  tubes 
to  the  Procurement  List. 

The  Committee  has  dedded  that 
losing  the  i>erc«itage  of  its  sales  wrhich 
the  tube  contract  represents,  whidi  is 
somewhat  less  than  the  percentage 
originally  claimed  by  the  contractor, 
would  not  cause  severe  adverse  impact 
on  the  contractor.  The  Committee  has 
also  decided  that  the  possibiUty  that  an 
uncertain  number  of  tne  contractor's 
employees  may  be  laid  off  as  a  result  of 
the  Committee's  action  is  outweighed  by 
the  certain  jobs  for  people  with  severe 
disabilities,  who  experience 
tmemployment  rates  in  excess  of  65%. 

The  Committee  is  required  to 
determine  that  a  proposed  addition  to 
the  Procurement  List  will  generate 
employment  for  people  with  severe 
disabilities  and  that  the  nonprofit 
agency  proposed  to  produce  the  item  is 
capable  of  doing  so.  In  making  these 
determinations,  the  Committee  relied  on 
favorable  capaUlity  assessments  of  the 
nonprofit  agency  proposed  to  produce 
the  tubes  which  hiad  been  done  by  both 
the  Government  agency  which  bu]rs  the 
tubes  and  the  central  nonprofit  agency 
which  represents  the  nonprofit  agency 
and  on  representations  by  the  nonprofit 
agency  and  the  central  nonprofit  agency 
as  to  the  number  of  jobs  for  people  with 
severe  disabilities  that  will  be  created. 

Under  the  competitive  bidding 
system,  no  contractor  is  giiaranteed  a 
contract.  The  Committee  does  not 
consider  loss  of  an  opportimity  to  bid 
on  contracts  which  have  been  added  to 
the  Procurement  List  to  constitute 
severe  adverse  impact.  Therefore,  the 
Committee  does  not  consider  the 
commenting  contractor's  loss  of  the 
opportunity  to  amortize  its  costs  on 
foture  Government  contracts  for  the 
tubes  to  be  a  factor  in  assessing  impact 
of  the  Committee's  action  on  this 
contractor. 

As  one  nonprofit  agency  has  been 
found  capable  of  producing  the  entire 
Government  supply  requirement  for 
these  tubes,  the  Committee  does  not 
consider  it  feasible  to  divide  the 
requirement  between  two  nonprofit 
agencies  as  the  contractor  proposed. 
However,  the  contractor  is  being 
afforded  an  opportimity  to  compete  as  a 
supplier  of  tube  components  to  the 
nonprofit  agency. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 
qualified  nonprofit  ^encies  to  produce 
Uie  commodities,  fair  market  price,  and 


impact  of  the  addition  (m  the  current  or 
most  recrat  contractors,  the  Committee 
has  determined  that  the  commodities 
listed  below  are  suitable  fat 
procurement  by  the  Federal  Government 
under  41  U.S.C.  46-48c  and  41  CFR  51- 
2.4. 1  certify  that  the  following  action 
will  not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  m^or  factors  considered  for  this 
certification  were: 

1.  The  action  vrill  not  result  in  any 
additional  reporting,  recwdkeeping  or 
other  compUance  requirements  for  small 
entities  other  than  the  small 
organirations  that  will  furnish  the 
commodities  to  the  Government 

2.  The  action  will  not  have  a  severe 
economic  impact  on  current  contractors 
for  the  commodities. 

3.  The  action  will  resuh  in 
authorizing  small  entities  to  furnish  the 
commodities  to  the  Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accompUah 
(he  objectives  of  the  Javits-Wagner- 
OTJay  Act  (41  U.S.C  46-48c)  in 
connection  with  the  commodities 
proposed  for  addition  to  the 
Procurement  List 

Accordingly,  the  following 
commodities  are  hereby  added  to  the 
Procurement  List 

Tube  Mailing  and  Filing 

811(M>0-244-743S  811(MIG-2«l-0347 

8110-00-271-1908  8110-00-2S1-0348 

ailO-OO-271-lSOe  8110-00-72S-1471 

8110-00-291-0344  8110-00-296-2046 

8110-00-201-OS48  6110-00  960  6406 
8110-00-291-0346 

This  action  does  not  affiact  contracts 
awarded  prior  to  the  effective  date  of 
this  addition  or  options  exercised  under 
those  contracts. 
Bereriy  L.  Milkman. 
Executive  Director. 

[FR  Doc  93-1075  Filed  1-14-93;  8:45  am] 
BKiMacooei 


Procuramant  Uat;  Propoaad  Additlona 

AGENCY:  Committee  for  Purchase  From 

People  Who  Are  Blind  or  Severely 

Disabled. 

ACTION:  Proposed  additions  to 

Procurement  List. 

SUMMARY:  The  Committee  has  received 
proposals  to  add  to  the  Procurement  List 
services  to  be  furnished  by  nonprofit 
agencies  employing  persons  who  are 
blind  or  have  oUier  severe  disabilities. 
COMMENTS  MUST  BE  RECEIVED  ON  OR 
BEFORE:  February  16, 1993. 
ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Crystal  Square  3,  Suite  403. 
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1735  Jeffentm  Davis  Highway. 
Arlington,  Virginia  22202-3461. 
FOR  RMTNBt  WfOWIATION  CONTACT: 
Beverly  Milkman  (703)  603-7740. 
SUPPtCMfNTAIIV  WronHATIOM;  This 
notice  ik  published  pursuant  to  41 
U.S.C  47(a)(2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  possible  impact  of  the  proposed 
actions. 

If  the  Committee  approves  the 
proposed  additions.  aU  entities  of  the 
Federal  Government  (except  as 
otherwise  indicated)  %irill  be  required  to 
procure  the  services  listed  below  from 
nonprofit  agencies  employing  persons 
who  are  blind  or  have  other  severe 
disabilities. 

I  cntify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
The  major  factors  considered  for  this 
certification  vrare: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  reqxiirements  for  small 
entities  other  than  the  small 
organizations  that  vnU  fiimish  the 
services  to  the  Government. 

2.  The  action  does  not  appear  to  have 
a  severe  adverse  impact  on  the  current 
contractors  for  the  services. 

3.  The  action  wrill  recxilt  in 
authorizing  small  entities  to  furnish  the 
services  to  the  Government. 

4.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
ODay  Act  (41  U.S.C  46-48c)  in 
connection  with  the  services  proposed 
for  addition  to  the  Pnxnirement  List. 

Comments  on  this  certification  are 
invited.  Commenters  shoidd  identify  the 
statement(s)  underlying  the  certification 
on  which  they  are  providing  additional 
information. 

It  is  proposed  to  add  the  following 
services  to  the  Procurement  List  for 
production  by  the  nonprofit  agency 
listed: 

Food  Service  Attendant 
Naval  Stati<xi,  Building  NS  43. 
Charleston,  South  Carolina 

Nonprofit  Agency:  Goodwill  Industries 
of  Lower  South  Carolina.  Inc., 
Charleston.  South  Carolina 

Grovmds  Maintenance 
National  Historic  Site.  Rt  1.  Box  85, 
AndenonviUe,  Gemgia 

Nonprofit  Agency:  Macao  County 
Mmtal  Rehabilitation  Service 
Center,  Montezuma,  Georgia 

Janitorial/Custodial 
Social  Security  Administration 
Operations  Building  (&t>imd  Floor 
and  Qmnecting  Liius),  6401 
Security  Boulevard.  Baltimore. 


Maryland 
Nonprofit  Agency:  The  Baltimore 

Goodwill  Industries,  Inc.. 

Baltimore.  Maryland 
Janitorial/Custodial 
Naval  Intelligence  Command 

Building,  Suitland,  Maivland 
Nonprofit  Agency:  Melwood 

Horticultural  Training  Center, 

Upper  Marlboro.  Maryland 
Mailroom  Operation 
Army  National  Guard  Readiness 

Center,  111  South  George  Mason 

Drive,  Arlington.  Virginia 
Nonprofit  Agency:  Didlake.  Ina 

Manassas,  Virginia 
Beverly  L.  Milkman, 
Executive  Director. 

[FR  Doc.  93-1079  Piled  1-14-03: 8:45  am] 
BUJNQ  COCCI 


DEPARTMENT  OF  DEFENSE 

Offlc*  Of  ttM  S«cr«tary 

D«t«rmination;  Excms  DvfwiM 
ArticlM  CTWo  C-130B  AircrafI) 

Section  517  of  the  Foreign  Assistance 
Act  of  1961  authorizes  the  transfer  of 
excess  defense  articles  to  the  military 
forces  and  local  law  enforcement 
agencies  of  certain  major  illicit  dnig 
produdng  or  major  drug-transit 
coimtries  in  Latin  America  and  the 
Caribbean  to  encourage  them  to 
participate  cooperatively  in  a 
comprehensive  national  anti-narcotics 
program.  Section  (f)(3)  establishes  a 
prerequisite  to  such  transfar  a 
determination  by  the  President  "that  the 
transfer  of  excess  defense  articles  will 
not  have  an  adver$e  impact  on  the 
military  readiness  of  the  United  States." 

The  Deputy  Director,  Defisnse  Security 
Assistance  Agency,  Glenn  A.  Rudd. 
certifies  that  the  C-130B  aircraft  are 
needed  by  Ecuador  and  determines  that 
there  %vill  be  no  adverse  impact  on  U.S. 
military  readiness  as  a  result  of  these 
transfers. 

Dated:  January  12, 1993. 
LM.Bjwam, 

Ahemate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 
(PR  Doc  93-1029  Filed  1-14-43;  8:45  am] 
aaAJNQ  COM  ssi*-ot-« 


D«fanM  Sctonc*  Board  Taak  Foroa  on 
Akcrafl  Aaaaaamant;  MaaMng 

ACTKM:  Notice  of  Change  in  Locations 
and  Dates  of  Advisory  Committee 
Meetings. 


Assessment  scheduled  for  January  12 
and  13, 1993,  at  the  Pentagon, 
Arlington.  Virginia,  as  published  in  the 
Federal  Ragistar  (Vol.  57.  No.  252,  page 
62570.  Tht^sday.  December  31, 1992, 
FR  Doc.  92-31779)  has  been  relocated  to 
the  Institute  for  Defense  Analyses, 
Alexandria,  Virginia  and  rescheduled 
for  January  21  and  22, 1993. 

llie  meeting  of  the  Defense  Science 
Board  Task  Force  on  Aircraft 
Assessment  scheduled  for  January  21 
and  22, 1993,  at  the  Pentagon, 
Arlington,  Virginia,  as  published  in  the 
Federal  Register  (Vol.  57,  No.  252,  Page 
62570,  Thursday.  December  31, 1992. 
FR  Doc.  92-31779)  has  been 
rescheduled  and  relocated  to  the 
Lockheed  Corp<»ation,  Marietta. 
Georgia,  on  February  4, 1993,  and 
McDonnell  Douglas  Aerospace 
Corporation,  St.  Loiiis,  Missouri,  on 
February  5, 1993. 

The  meeting  of  the  Defense  Science 
Board  Task  Force  on  Aircraft 
Assessment  scheduled  for  January  28 
and  29  at  the  Pentagon,  Arlington. 
Virginia,  as  published  in  the  Federal 
Re^er  (Vol.  57,  No.  252,  page  62570, 
Thursday,  December  31, 1992.  FR  Doc 
92-31779)  has  been  relocated  to  the 
Institute  for  Defense  Analyses. 
Alexandria,  Virginia  and  rescheduled 
for  February  11  and  12, 1993. 

Dated:  January  12. 1993. 
L.M.  Byuiui, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 
(FR  Doc  93-1026  FUed  1-14-^3;  8:45  am] 
iooot»ie-aMi 


:  The  meeting  of  the  Defense 
Science  Board  Task  Fwce  on  Aircraft 


Public  Information  Coilactton 
Raqulramani  Submlttad  to  0MB  for 
Raviaw 

agency:  Department  of  Defense. 
ACnON:  Notice. 

The  Department  of  Defense  has 
submittea  to  0MB  for  clearance  the 
following  proposal  for  collection  of 
infcamation  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
Chapter  35). 

Title,  Applicable  Form,  and  Applicable 
OMB  Number:  Application  Forms 
Booklet,  Naval  Reserve  Officers 
Training  Corps  Scholarship  Program; 
CNET  1533/74, 1533/91, 1533/87, 
1533/92, 1533/88, 1533/93, 1533/89; 
OMB  Control  Nimiber  0703-0026 
Type  of  Request:  Reinstatement 
Average  Burden  Hours/Minutes  per 

Response:  4  hours 
Responses  Per  Respondent:  1 
Number  of  Respondents:  14,000 
Annual  Burden  Hours:  56,000 
Annual  Response:  14,000 


obtam  or  n 
OMB  Desk  Q 

Springer 

Written  coi 
recommenda 
information  < 
Mr.  Springer 
Management 
for  DOD,  rooi 
Office  Buildi 
DOD  Clearar 

Pearce 

Written  re< 
information  < 
be  sent  to  Mi 
Jefferson  Dav 
Arlington.  V 

Dated:  Janiu 
L.M.  Bynum, 

Alternate  OSD 
Officer,  Depari 
IFR  Doc  93-l( 


ACTION:  Notil 
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Needs  and  Uses:  To  collect  information 

to  make  a  detennination  of  applicant's 

academic  and/or  leadorship  potential 

and  eligibility  for  an  NROTC 

Scholarship. 
Affected  Public:  Individuals  or 

households 
Frequency:  On  occasion 
Respondent's  Obligation:  Required  to 

oDtain  or  retain  a  benefit 
OMB  Desk  Officer  Mr.  Edward  C. 

Springer 

Written  comments  and 
recommendations  on  the  proposed 
information  collection  should  be  sent  to 
Mr.  Springer  at  the  Office  of 
Management  and  Budget.  Desk  Officer 
for  DOD,  room  3235.  New  Executive 
Office  Building.  Washington.  DC  20503. 
DOD  Qearance  Officer:  Mr.  William  P. 

Pearce 

Written  requests  for  copies  of  the 
information  collection  proposal  should 
be  sent  to  Mr.  Pearce.  WHS/DIOR.  1215 
Jefferson  David  Highway,  suite  1204, 
Arlington.  VA  22202-4302. 

Dated:  January  12, 1993. 
L.M.  Bynum, 

Ahemate  OSD  Fedetal  Register  Liaison 
Officer.  Department  of  Defense. 
(FR  Doc.  93-1027  Piled  1-14-43:  8:45  am] 
BNJJNG  COOK  IS1«-«MI 


PubNc  htformaUon  CoHecUon 
RequlTMnenl  Submitted  to  OMB  for 
Review 


action:  Notice. 


The  Department  of  Defense  has 
submitted  to  OMB  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperworii  Reduction  Act  (44  U.S.C. 
diapter  35). 

Title,  Applicable  Form,  and  Applicable 
OMB  Control  Number:  Certificate  of 
Ecclesiastical  Endorsement 
(Nomination  of  Chaplains  for  the 
Three  Military  Departments— Army. 
Navy,  Air  Force);  DD  Form  2088; 
0704-0190 
Type  of  Bequest:  Extension 
Averc^e  Burden  Hours/Minutes  Per 

Response:  1  hour 
Responses  Per  Respondent:  1 
Number  of  Respondents:  700 
Annual  Burden  Hours:  700 
Annual  Responses:  700 
Needs  and  Uses:  This  information 
collection  certifies  that  the  clergy' 
applying  for  the  chaplaincy  in  the 
Aimed  Forces  are  qualified  members 
of  a  faith  group  recognized  bv  DoD.  It 
is  an  essential  element  of  a  chaplain's 
professional  qualifications  and 
provides  documentation  of  years  of 
professional  experience  for  the 


computation  of  constructive  credit 

used  in  determining  grade,  date  of 

rank,  and  eligibility  for  promotion  of 

appointees. 
Affected  Public:  Non-profit  institutions 
Frequency:  On  occasion 
Respondent's  Obligation:  Voluntary 
OKa  Desk  Officer:  Mr.  Edward  C 

Springer 

Written  comments  and 
recommendations  on  the  proposed 
information  collection  should  be  sent  to 
Mr.  Springer  at  the  Office  of 
Management  and  Budget.  Desk  Officer 
for  DoD,  room  3235,  New  Executive 
Office  Building,  Washington,  DC  20503. 
DOD  Oearance  Officer:  Mr.  William  P. 

Pearce 

Written  request  for  copies  of  the 
information  collection  proposal  should 
be  sent  to  Mr.  Pearce,  WHS/DIOR.  1215 
Jefferson  Davis  Highway,  Suite  1204. 
Arlington,  Virginia  22202-4302. 

Dated:  January  12, 1993. 
L.M.  BjnmiB, 

Alternate  OSD  Federal  Hegtster  Liaison 
Officer,  Department  of  Defense. 
|FR  Doc  93-1028  Filed  l-14-«3;  8:45  am] 
■LUNQ  COOC  »10-01-ll 


DEFENSE  NUCLEAR  FACIUTIES 
SAFETY  BOARD 

Boerd  Policy  on  Transmittai  of  Trip 
Reports  and  Other  Safety  kiformetlon 
to  ttte  Secretary  of  Energy 

AGENCY:  Defense  Nuclear  Facilities 
Safety  Board. 

ACTION:  Notice  of  board  adoption  of 
policy  guidance. 

SUMMARY:  The  Defense  Nuclear 
Facilities  Safety  Board  has  unanimously 
adopted  a  policy  statement  which 
establishes  proosdures  that  the  Board 
will  use  for  transmittal  of  trip  reports 
and  other  safety  information  to  the 
Secretary  of  Energy. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Robert  M.  Andersen,  General  Counsel, 
Defense  Nuclear  Facilities  Safety  Board, 
625,  Indiana  Avenue,  NW.,  suite  700, 
Washington,  DC  20004,  (202)  208-6387. 
SUPPIfMENTARY  ilFORMATION:  This 

Defense  Nuclear  Facilities  Safety  Board 
Pohcy  Statement  (PS-2)  will  guide  the 
Board  and  its  staff  in  the  transmittal  of 
trip  reports  and  other  safety  information 
to  the  Secretary  of  Energy  in  those  cases 
where  (1)  the  information  will  be  of 
assistance  to  the  Secretary;  and  (2)  the 
information  does  not  warrant  issuance 
of  a  Board  recommendation. 

Policy  Statement  (PS-2) 

The  Board  was  estabUshed  as  an 
independent  agency  within  the 


Executive  Branch  to  advise  and  assist 
the  Secretary  of  Eneivy  in  improving 
public  health  and  safety  at  Department 
of  Energy  (DOE)  defense  nuclear 
facilities.  Most  importantly,  the  Board's 
enabling  statute  provides  that  the  Board 
shall  make  such  recommendations  to 
the  Secretary  of  Energy  with  respect  to 
Department  of  Energy  defense  nuclear 
facilities,  including  operation  of  such 
facilities,  standards,  and  research  needs 
as  the  Board  determines  are  necessary  to 
insure  adequate  protection  of  public 
health  and  safetv.  (42  U.S.C  §  2286a(5)). 
The  Secretary  of  Energy  is  required  to 
respond  by  transmitting  to  the  Board  in 
writing,  a  statement  on  whether  the 
Secretary  accepts  or  rejects,  in  whole  or 
in  part,  the  recommendations  *  *  *  a 
description  of  the  action  to  be  taken  in 
response  •  *  *  and  his  views  on  such 
recommendations.  {Id.  at  §2286d(b)). 
The  Board  obtains  information  used  in 
developing  recommendations  through 
site  visits  by  the  Board  and  its  staff, 
review  of  documentation,  formal 
investigations,  inspections,  and  other 
fect-gatherinfi  activities. 

As  stated  above,  the  Board  is  required 
to  issue  reonnmendations  if  the 
available  safety  information 
demonstrates  Uiat  issuance  of  a  formal 
recommendation  is  necessary  to  assure 
adequate  protection  of  public  health  and 
safety,  llie  Bond  and  its  staff  often 
obtain  valuable  safety  information 
which,  while  insufficient  to  justify 
issuance  of  a  recommendation,  would 
assist  the  Secretary  of  Energy,  his  staff, 
and  site  contractors  in  their  joint  pursuit 
of  safer  conditions  and  practices  at 
defense  nuclear  fedlities. 

Site  visits  to  DOE  defense  nuclear 
fedlities  are  a  major  fact  gathering 
activity  of  the  Board  and  staff.  During 
sudi  visits  briefing  materials  are 
frequently  provided  by  DOE  and 
contractor  personnel,  facilities  are 
toured  and  facility  operations  observed. 
The  Board's  staff  routinely  summarizes 
information  obtained  as  a  result  of  such 
visits  in  trip  reports.  Information  in 
these  reports  represent  part  of  the  data 
files  that  the  HUm  acciunulates  on 
defense  nuclear  facilities  regarding 
matters havingpublic health  and  safety 
implications.  The  Board  routinely 
reviews  these  reports  and  periodically 
requests  staff  briefings  relative  to 
matters  of  particular  interest.  While  trip 
reports  serve  principally  as  internal 
working  papers  and  a  vehicle  for 
facilitating  Board/staff  communication, 
the  Board  recognizes  that  information 
gathered  pursuant  to  Board  interest 
could  at  times  prove  useful  to  DOG. 

In  the  past,  tne  Board  has  transmitted 
trip  reports  to  DOE  if.  in  the  Board's 
view,  die  reports  contain  safety 
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infonnatiao  which  might  assist  tha 
Secrataiy  of  Eaefgy.  his  stafi.  and  ait* 
cootiacton  in  thair  Joint  pursuit  of  safer 
conditioQt  and  practicaa  at  dafense 
nudaar  V-<mh^  TIm  Board  has  been 
moat  iataraatsd  in  conveying 
infonnation  that  wrili  either  (1) 
Simulate  line  management  self- 
assaaameot  of  quaationable  practices  or 
opeiatiaoa.  (2)  aaaiat  in  determining  the 
root  caoaee  of  specific  safety  problems, 
or  (3)  aM  la  idaBtifying  generic 
probfema  at  facilities  that  might  benefit 
Croaa  crosa-transfsr  of  remedial  know- 
how  from  other  fedlities  that  feced 
similar  problems. 

This  practice  of  transmitting  technical 
infionn^ioa  to  the  Secretary  for  further 
distiibuticm  is  fully  consistent  with  the 
congraasional  intention  that  the  Board 
provide  assistsnoe  to  the  Secretary  of 
Energy  and  DOE'S  health  and  safety 
actiirttiaa.  Senate  Report  No.  10O-232. 
100th  Ooa«..  1st  Sees..  Nov.  20. 1987. 
page  10.  Therefore,  it  will  continue  to  be 
the  policy  of  the  Board  to  review  staff- 
generated  trip  reports  and  other 
technical  assessments  to  determine 
whether  or  not  they  would  be  of 
assistance  to  the  Secretary  of  Energy. 
The  Boerd  will  continue  its  flexible 
approach  in  determining  whether  or  not 
the  information  should  be  transmitted  to 
DOE.  and  in  what  form.  In  some 
instances,  the  Boerd  will  transmit  trip 
reports,  or  highlights  contained  in  those 
reports,  to  the  Secretary  of  Energy, 
without  further  comment  by  the  Board, 
for  the  Department  of  Energy's  use  as  it 
sees  fit.  In  other  instances  the  Board,  in 
its  cover  letter,  may  want  to  highlight 
certain  safety  issues  and  suggest  ways  in 
which  the  information  may  be  used, 
even  thou^  a  formal  recommendation 
is  not  made.  For  example,  the  Board 
may  suggest  transmittal  of  such 
information  directly  to  the  relevant 
defense  nuclear  facility  and  the 
individuals  who  are  roost  interested  in 
the  issues.  The  Board  may  also  request 
that  it  be  apprised  of  any  action  DOE 
takes  on  the  information.  Finally,  in 
some  instances,  the  Board  may  transmit 
the  report  to  DOE  for  immediate  use  and 
indicate  that  the  information  contained 
in  the  report  wrill  be  considered  as  the 
possible  basis  for  a  formal 
recommendation. 

Trip  reports  or  other  documents  that 
are  provided  to  DOE  pursuant  to  this 
policy  will  be  placed  in  the  IM4FSB 
public  files  subeequent  to  any 
appropriate  reviews,  and  clearance, 
such  as  for  classified  or  unclassified 
controlled  nuclear  information. 


Dated:  January  11. 1993. 
lohn  T.  Caawray, 
Chairman. 
IFR  Doc.  93-990  Piled  1-14-93:  MS  ■&] 


DEPAfrrMENT  OF  EDUCATION 

Notica  of  PropoMd  MonMUon 
Collection  n>qu— !■ 

AGENCY:  Department  of  Education. 
action:  Notice  of  proposed  information 
collection  requests. 

SUMMARY:  The  Director.  Information 
Resoiuces  Management  Service,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperworic  Reduction  Act  of  1980. 
DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  F^ruary 
4. 1993. 

ADORESSES:  Written  comments  should 
be  addressed  to  the  Office  of 
Information  and  Regulatory  Affairs. 
Attention:  Dan  Chenok:  Desk  Officer. 
Department  of  Education.  Office  of 
Management  and  Budget,  726  Jackson 
Place.  NW..  room  3208.  New  Executive 
Office  Building.  Washington.  DC  20503. 
Requests  for  copies  of  the  proposed 
infonnation  collection  requests  should 
be  addressed  to  Gary  Green.  Department 
of  Education.  400  Maryland  Avenue. 
SW..  room  5624.  Regional  Office 
Building  3,  Washington,  DC  20202. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Cary  Green  (202)  708-5174. 
SUPPt-BIENTARV  MFORMATKNC  Section 
3517  of  the  Paperwork  Reduction  Act  of 
1980  (44  U.S.C  chapter  35)  requires  that 
the  Office  of  Management  and  Budget 
(OMB)  provide  interested  Federal 
agencies  and  the  public  an  early 
oppoitimity  to  comment  on  infonnation 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency's  abiUty  to  perform  its 
statutory  obligations.  The  Director  of  the 
Information  Resources  Management 
Service  publishes  this  notice  containing 
proposed  information  collection 
requests  prior  to  submission  of  these 
requests  to  OMB.  Each  proposed 
information  collection,  grouped  by 
office,  contains  the  following: 

(1)  Type  of  review  requested.  e.g.. 
new.  revision,  extension,  existing  or 
reinstatement:  (2)  Title:  (3)  Frequency  of 
collection:  (4)  The  affected  public:  (S) 
Reporting  burden:  and/or  (6) 


Recordkeeping  burden;  and  (7)  Abatrv^ 
CM^  invitee  public  comment  at  the 
address  spedfiad  above.  Copies  of  the 
requests  are  available  bom  Cary  Green 

at  the  address  specified  above. 

Dated:  January  7, 1993. 
CaiyGraaB. 

Dinctor.  Infonnatioa  Resources  Management 
Service. 

Office  oTVocalioul  and  Aduil 
Education 

Type  of  Renew:  Extension 

Title:  Application  for  Adult  Education 
Direct  Grants 

Frequency:  Triennially 

Abated  Public:  Non-profit  institutions; 
small  businesses  or  organizations 

Reporting  Burden: 

Responses:  lOA 

Burden  Hours:  9,360 

Recordkeeping  Burden:  • 

Recordkeepers:  0 

Burden  Hours:  0 

Abstract:  "Hiis  form  will  be  used  by 
State  Educational  agencies  to  apply 
for  grants  under  the  Adult  Education 
Program.  The  Department  will  use  the 
information  to  make  grant  awards. 

Office  of  Bilingual  Education  and 
Minority  Languages  Affairs 

Type  of  Review:  Extension 

Title:  Demonstration  of  Compliance 
with  Terms  and  Conditions  of  the 
Bilingual  Ediuation  Fellowship 
Contract 

Frequency:  Annxially 

Affected  Public:  Individuals  or 
households 

Reporting  Burden: 

Responses:  700 

Burden  Hours:  366 

Recordkeeping  Burden: 

Recordkeepers:  0 

Burden  Hours:  0  

Abstmct:  Regulations  (34  CFR  562.47) 
require  Fellowship  Recipients  to 
demonstrate  compliance  with  Terms 
and  Conditions  of  Assistance  awarded 
under  the  Bilingual  Education 
Fel1o«rship  Pn^ram.  Recipients  must 
either  work  in  an  approved  activity  or 
repay  the  financial  assistance. 

IFR  Doc  93-996  Filed  1-14-93: 8:4S  am) 
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[CFDA  No.  84.21SPI 

Fund  for  Innovation  In  EdueaHon: 
Comptrtar  Da— d  Inatructlon 
Notica  Invlttng  AppNcottons  for 
Awards  for  Racal  Yaar  1993 

Purpose  ofProfftun:  To  provide 
grants  for  protects  that  strengthen  and 
expand  computer4>ased  education 
resources  in  public  and  private 
elementary  and  seoondaiy  schools. 


Note:  The  Dq) 
estimates  in  this 
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EUgibh  Applicants:  State  educational 
agendas,  local  educational  agendas, 
institutions  of  higher  education,  private 
schools,  and  other  public  and  private 
agendas,  organizations  and  institutions, 
or  consortia  of  those  agendes. 

Deadline  for  Transmittal  of 
Applications:  March  29. 1993. 

Deadline  for  Intergovenunental 
Review:  May  26. 1993. 

Applications  Available:  February  5, 
1993. 

Estimated  Available  Funds: 
$1,000,000. 

Estimated  Range  of  Awards:  $50,000- 
$200,000. 

Estimated  Number  of  Awards:  5-8. 

NotR  The  Department  is  not  bound  by  any 
estimates  in  this  notice. 

Project  Period:  Up  to  36  months. 

Budget  Period:  12  months. 

Applicable  Regulations:  The 
Education  Department  General 
Administrative  Regulations  (E£)GAR)  34 
CFR  parts  74,  75.  77.  79.  80,  81. 82.  85, 
and  86. 

SUPPLEMENTARY  Mf ORMATION:  This 
program  and  the  priorities  in  this  notice 
support  the  President's  strategy  for 
moving  the  Nation  toward  the  National 
Education  Goals.  Spedfically.  Goal  3 
states  that  "American  students  will 
leave  grades  four,  eight,  and  twelve 
having  demonstrated  competency  in 
diallenging  subject  matter  induding 
English,  mathematics,  sdence,  history, 
and  geography  •  •  *."  In  its  report  of 
January  24, 1992.  the  National  Coundl 
on  Education  Standards  and  Testing 
(NCEST),  a  congressionally-mandated 
group,  recommended  the  development 
of  national  standards  in  the  core 
subjects  as  an  urgently  needed  first  step 
in  reforming  American  education.  The 
movement  to  develop  voluntary 
national  standards  has  already  oegun. 
The  National  Coundl  of  Teachers  of 
Mathematics  has  prepared  mathematics 
standards.  Now,  thousands  of  Wchers 
and  scholars  are  creating  voluntary 
national  standards  in  sdence,  history, 
the  arts,  dvics,  geography,  foreign 
languages,  and  English.  By  1994-1995, 
the  standards  will  be  ready  for  use  in 
our  classrooms.  Additional  information 
is  available  from  the  contacts  listed  at 
the  end  of  this  notice. 

Efforts  are  similarly  underway  for  the 
development  of  State  curriculum 
frameworks  in  these  subject  areas.  The 
frameworks  must  embody  coherent, 
non-repetitive  curricula  designed  to 
ensure  that  all  children  study 
challenging  subjed  material  in  every 
grade,  K-12.  Along  with  the 
frameworks,  model  guidelines  for 
effective  approaches  to  teacher 
education,  certification,  and 


recertification  are  being  developed,  all 
based  on  world-class  standards. 

To  ensiire  that  all  students  have  the 
opportunity  to  reach  high  standards, 
schools  will  need  to  stroigthen 
instruction  in  the  core  subjects.  One 
potential  way  of  achieving  this  goal  is 
through  increased  subjed-spedfic 
applications  of  coraputar  technology. 

Priorities 

Under  34  CFR  75.105(c)(1).  the 
Secretary  is  interested  in  applications 
that  meet  the  following  invitational 
priorities.  However,  an  application  that 
meets  these  invitational  priorities  does 
not  receive  competitive  or  absolute 
preference  over  other  applications: 

Invitational  Priority  1—Pro^cts  that 
develop  new  and  advanced  computer 
software  and  supporting  instructional 
materials  designed  specifically  for 
teaching  one  or  more  of  the  following 
core  subjects:  math,  science,  history,  the 
arts,  civics,  geography,  foreign 
languages,  and  English. 

Projects  should  include  all  of  the 
following  elements: 

(a)  Provision  for  collaboration  among 
master  teachers,  content  spedalists, 
curriculum  spedalists,  and  private 
industry  computer  personnel  in  the 
development  of  materials. 

(b)  Provision  for  the  testing  of 
computer  materials  in  a  variety  of 
school  settings. 

(c)  Provision  for  the  training  of 
teachers  in  the  uses  of  the  new 
materials. 

(d)  Provision  for  the  evaluation  of 
projed  activities  to  assess  effectiveness 
in  improving  instruction  and  student 
achievement. 

(e)  Provision  for  dissemination  of 
successful  results. 

AppUcations  should  contain:  An 
analysis  of  the  instructional  needs 
within  the  core  subjed(s)  to  be 
addressed  by  the  proposed  software  and 
materials,  and  a  description  of  the 
proposed  new  computer  materials  to  be 
developed  and  the  curricular  revisions 
required  to  integrate  computers  into 
instruction. 

Invitational  Priority  2— Projects  that 
develop  and  implement  school-  or 
system-wide  teacher  training  to  help 
teachers  utilize  and  integjrate  available 
state-of-the-art  computer  technology  in 
the  teaching  of  math,  science,  history, 
the  arts,  civics,  geography,  foreign 
languages,  and  En^ish. 

F^jeds  should  include  all  of  the 
following  elements: 

(a)  Provision  for  the  development  and 
implementation  of  a  strategy  to  train 
teachers  in  the  uses  of  the  proposed 
computer  hardware  and  computer 


software  to  enhance  subjed-spedfic 
instruction. 

(b)  Provision  for  the  involvement  of 
penonnel  Qualified  to  train  teachers  in 
the  use  of  the  proposed  computer 
software  and  hardware. 

(c)  Provision  for  the  evaluation  of 
projed  activities  to  assess  progress  in 
meeting  goals  under  paragraph  (a). 

(d)  Provision  for  the  dissemination  of 
successful  results. 

Applications  should  contain  a 
desoiption  of  the  goals — induding 
measurable  student  outcomes — for 
incorporating  computer  education  in  the 
subjed  area(s).  and  rationale  tor 
selecting  the  proposed  computer 
hardware  and  software  designed  to 
improve  instruction  in  the  core  subjects. 

Selection  Criteria:  In  evaluating 
applications  for  grants  imder  this 
competition,  the  Secretary  uses  the 
selection  criteria  in  34  CFR  75.210(b). 
Under  34  CFR  75.210(c),  the  Secretary  is 
authorized  to  distribute  an  additional  15 
points  among  the  criteria  to  bring  the 
total  to  a  maximum  of  100  points.  For 
this  competition,  the  Secretary 
distributes  the  additional  points  as 
follows:  

Plan  of  Operation.  (34  CFR 
75.210(b)(3)).  Five  additional  points  are 
added  to  this  criterion  for  a  possible 
total  of  20  points.  

Quality  of  Key  Personnel.  (34  CFR 
75.210(b)(4)).  Five  additional  points  are 
added  to  tUs  criterion  for  a  possible 
total  of  12  points. 

Evaluation  Plan.  (34  CFR 
75.210(b)(6)).  Five  additional  points  are 
added  to  this  criterion  for  a  possible 
total  of  10. 

Limitation  on  Length  of  Applications: 
The  applicant  must  limit  the  application 
narrative  to  no  more  than  25  double- 
spaced,  8*/^  X 11"  pages  (on  one  side 
only)  with  one-inch  margins.  If  using  a 
proportional  computer  font,  use  no 
smaller  than  a  12-point  font.  If  using  a 
nonproportional  computer  font  or  a 
typewriter,  do  not  use  more  than  10 
diaraders  to  the  inch.  Proposal 
narratives  that  exceed  this  page  limit,  or 
narratives  using  a  smaller  print  size  or 
spadng  that  makes  the  narrative  exceed 
the  equivalent  of  this  limit,  will  not  be 
considered  for  funding. 

For  Applications  or  Information 
Contact:  Shirley  Steele  or  Jaymie  L. 
Lewis,  U.S.  £)epartment  of  Education, 
555  New  Jersey  Avenue.  NW.,  room  522, 
Washington.'DC  20208-5524. 
Telephone  (202)  219-1496.  Deaf  and 
hearing  impaired  individuals  may  call 
the  Federal  dual  Party  Relay  Service  at 
1-800-877-8339  (in  the  Washington. 
DC  202  area  code,  telephone  708-9300) 
between  8  a.m.  and  7  p.m..  Eastern  time. 
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Proffxun  Authority.  20  U.S.C  3151. 
3154. 
Ditod:  )uuwy  8. 1M3. 

Assistant  Stcntaryfor  Educational  Research 

and  Improvement. 
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DEPARTMENT  OF  ENERGY 

BonrwvW*  Po«f«r  AdmMatraUon 

Propoaad  WhotoMl*  Powar  Rat* 
AdlustuMm.  PuMe  HMring.  wid 
OpportunWM  for  PuUlc  Ravtow  and 
Contiviaiil 

AOBICT:  Bonneville  Power 
Adminiatntion  (BPA).  DOE. 
ACTION:  Notice  and  opportunities  for 
review  and  conunent.  BPA  File  No:  WP- 
93.  BPA  requesta  that  all  comments  and 
documents  intended  to  become  part  of 
the  OtEdal  Record  in  this  process 
contain  the  file  number  designation 
WP-03. 

summary:  The  Padfic  Northwest 
Electric  Power  Planning  and 
Conservation  Act  (Northwest  Poww 
Act)  provides  that  BPA  must  establish 
and  periodically  review  and  revise  its 
rates  so  that  they  are  adequate  to 
recover,  in  accordance  with  sound 
business  principles,  the  costs  associated 
with  the  aoquisiticMi.  conservation,  and 
transmission  of  electric  power,  and  to 
recover  the  Federal  investment  in  the 
Federal  Columbda  River  Power  System 
(FCRPS)  and  othw  costs  incurred  by 
BPA.  BPA  is  proposing  to  revise  its 
wholecale  powe^  rate  schedules  to  be 
efiective  October  1. 1993,  through 
September  30, 1995,  and  to  produce 
sufficient  revenues  for  BPA  to  meet  its 
statutory  requirements  for  Fiscal  Year 
(FY)  1994  and  FY  1995. 

Through  its  Programs  in  Perspective 
(PIP)  puUic  review  process  conducted 
during  the  summer  of  1992.  BPA  and 
interested  parties  completed  a  thorough 
review  of  BPA's  programs  and  program 
cost  levels  included  in  the  budgets  for 
FY  1994  and  FY  1995.  With  the 
exception  of  program  levels  delineated 
in  this  Notice,  the  Administrator  will 
not  reexamine  program  level  decisions 
in  the  rate  case.  The  PIP  process  also 
focused  OQ  BPA's  proposed  10- Year 
Financial  Plan  and  its  attendant 
financial  poUciea  Consistent  with 
BPA's  pudge  at  the  end  of  the  1991  rate 
case,  implemantatian  of  the  10- Year 
Financial  Plan  will  be  addressed  in  this 
rate  caee. 

-  Beginning  in  August  1992.  BPA 
conducted  a  sariea  of  workshops  on 


sub|ecU  relevant  to  BPA's  ratemakiiig. 
The  purpose  of  the  workshops  «ras  to 
identify,  simplify,  and  reduce  the 
number  of  issues  that  might  become  part 
of  the  1993  rate  case  and  to  reduce  the 
amount  of  discovery  normally  required 
during  the  formal  rate  proceedings. 
Opportunity  %vas  provided  to  address 
10- Year  Financial  Plan  implementation 
issues  and  to  understand  risk  analjrsis, 
revenue  requirement,  revenue  forecast, 
and  ratesetting  policy  choices,  data 
inputs,  assumptions,  and  modeling.  All 
parties  to  the  1991  rate  case,  and 
participants  in  prior  workshops,  were 
invited  to  attend.  The  woricshops  were 
well  attended  and  provided 
opportunities  for  informal  public 
comment  on  issues  prior  to  the  formal 
hearing  process. 

Consistent  with  BPA's  10-Year 
Financial  Plan.  BPA  is  proposing  an 
Interim  Rate  Adjustment  (IRA)  that 
allows  BPA  to  increase  its  rates  for  the 
second  year  of  the  rate  period  to  reverse 
any  serious,  unplanned  decline  in 
financial  reserves  that  occurs  in  the  first 
year  of  the  rate  period.  BPA  is  also 
proposing  that  a  new  rate  schedule  be 
included  in  this  proposal:  Power 
Shortage  Rate  (PS-93). 

BPA  is  assessing  the  potential 
environmental  effects  of  its  initial  rate 
proposal  as  required  by  the  National 
Environmental  Policy  Act  (NEPA).  BPA 
intends  to  circulate  its  NEPA  analysis 
for  review  and  comment  Comments 
will  be  received  outside  the  formal 
hearing  process,  but  will  be  included  in 
the  record  and  considered  by  the 
Administrator  in  making  his  final 
decision  esUblishing  BPA's  1993  rates. 

Opportimities  will  be  available  for 
interested  persmis  to  review  BPA's 
proposal  to  adjust  its  1993  rates,  to 
participate  in  the  rate  hearing,  and  to 
submit  written  comments.  During  the 
development  of  the  final  rate  proposal. 
BPA  will  evaluate  all  written  and  oral 
comments  received  in  the  rate 
proceeding.  Consideration  of  comments 
and  more  current  data  may  result  in  the 
final  rate  proposal  differing  from  the 
rates  proposed  in  this  Notice. 

Responsible  Official:  Mr.  Sydney  D. 
Berwager,  Director.  Division  of 
Contracts  and  Rates,  is  the  official 
responsible  for  the  development  of 
BPA's  rates. 

DATES:  Persons  wishing  to  become  a 
formal  "party"  to  the  proceedings  must 
notify  BPA  in  writing  of  their  intention 
to  do  so  in  accordance  with 
requirements  stated  in  this  Notice. 
Petitions  to  intervme  must  be  received 
by  January  25. 1903.  and  should  be 
addressed  as  follows:  Hearing  Officer, 
c/o  Kathryn  Silva— APR.  Hearing  Clerk. 


Bonneville  Power  Administration,  P.O. 
Box  12999.  Portland.  Oregon  97212.  In 
addition,  a  copy  of  the  petition  must  be 
concurrenUy  served  on  BPA's  Office  of 
General  Counsel— APR.  c/o  Kurt  R. 
Cased,  P.O.  Box  3621.  Portland.  Oregon 
97208.  Persons  who  have  been  denied 
party  status  in  any  past  BPA  rate 
proceeding  shall  continue  to  be  denied 
party  status  imless  they  establish  a 
significant  diange  of  circumstances. 

A  prehearing  conference  will  be  held 
before  the  Heoiring  Officer  at  9  a.m.  on 
January  28. 1993.  in  the  BPA  Rates 
Hearing  Room  located  at  2032  Lloyd 
Center.  Portland,  Oregon.  Registration 
for  the  prehearing  conference  will  begin 
at  8:30  a.m.  BPA  will  profile  studies  and 
testimony  at  the  prehearing  conference. 
The  Hearing  Officer  wrill  act  <»  all 
intervention  petitions  and  oppositions 
to  intervention  petitions,  rule  on  any 
motions,  establish  additional 
procedures,  establish  a  service  list, 
estabhsh  a  procedural  schedule,  and 
consolidate  parties  with  similar 
interests  for  purposes  of  filing  jointly 
sponsored  testimony  and  briefs  and  for 
expediting  any  necessary  cross- 
examination.  A  notice  of  the  dates  and 
times  of  any  hearings  will  be  mailed  to 
all  parties  of  record.  Objections  to 
orders  made  by  the  Hearing  Officer  at 
the  prehearing  conference  must  be  made 
in  person  or  through  a  representative  at 
the  prehearing  conference. 

BPA  will  be  conducting  public  field 
hearings.  The  following  are  tentative 
dates  and  locations: 

February  10. 1993    Federal  Bldg., 

Auditorium,  82S  Jadwin  Ave..  Richland. 

WA  99352. 
February  11. 1993    Shilo  Inn.  780  Llndsey 

Blvd..  Idaho  Falls.  ID  83402. 
February  16. 1993    Best  Western  Landmaik 

Inn.  4300  200th  St.  S.W..  Lynnwood.  WA 

98036. 
February  17, 1993    Red  Lion,  205  Coburg 

Rd.  Eugene.  OR  97401. 
February  18. 1 993    Ridpeth  Hotel,  West  51 5 

Sprague  Ave.,  Terrace  Room  AltB, 

Spokane,  WA  99204. 

When  BPA  holds  public  field 
hearings,  written  transcripts  are  made 
and  included  in  the  official  record. 
Dates  of  these  hearings  also  will  be 
announced  through  mailings  and  public 
advertising. 

The  following  proposed  sdiedule  is 
provided  for  informational  purfHsses.  A 
filial  schedule  will  be  established  by  the 
Hearing  Officer  at  the  prehearing 
conference. 

January  25, 1993    Deadline  for  Interventionc 
to  be  filed  with  Hearing  Clerk  at  above 
address. 

January  28. 1993    Inittal  studies  and 
testimony  available  at  BPA's  Rates  Hearing 
Room,  2032  Lloyd  Center,  Portland. 


ADDRESSES: 
participants 
15, 1093.  to 
ReonxlofDi 
comments  si 
Public  Invol 
Bonneville  1 
Box  12999, 1 


Mr.  George 
Manager,  Suii 
1500  NE.  Irvi 
97232,  503-2 

Mr.  Robert 
Manager,  roa 
Avenue.  Eugi 
6952. 

Mr.  Wayne 
Manager,  roo 
Avenue,  Spol 
353-2518. 

Mr.  George 
Manager,  8O0 
59801,406-3 

Ms.  Carol  F 
Manager,  roo 
West  RiveTsi( 
509-353-327 

Mr.  Ronald 
District  Mans 
Street,  Wenal 
509-662-437 

Mr.  Terenc 
Manager,  P.O 
Queen  Anne 
Washington  1 

Mr.  TThoma 
Area  Manage 
Washington  *. 

Ms.CClai 
Manager,  153 
Idaho  83401. 

Mr.  James  1 
Manager,  roo 
Idaho  83702, 
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Bra  Landmaii 
ynnwood,  WA 


or  intarvantioDS 
iikatabov* 


Ongon  and  BPA's  Public  Inioniution 

Center.  905  NE.  11th.  let  Pkxv.  PiHtland. 

Orqgon. 
January  28, 1993    Prehearing  conference  to 

set  schedule  and  act  on  petitiona  to 

intervene. 
March  2, 1993    Parties  file  direct  caaes. 
March  IS,  1993    Qoee  of  conunents  by 

participant*. 
Aprils,  1993    Rebuttal  testimony  filed. 
April  12-16. 1993    Settlement  discussions. 
April  2&-May  12, 1993    Cross-examination. 
June  25, 1993    Draft  Record  of  Decision 

published. 
August  2 , 1 993    Pinal  Record  of  Dedsiori 

published. 

ADDRESSES:  Written  comments  by 
participants  must  be  received  by  March 
15, 1993,  to  be  considered  in  the  Draft 
Record  of  Decision  (ROD).  Written 
comments  should  be  submitted  to  the 
Public  Involvement  Manager— ALP, 
Bonneville  Power  Administration,  P.O. 
Box  12999.  Portland.  Oregon  97212. 
FOR  FURTHER  MFORMATION  CONTACT:  Ms. 
Shirley  Price.  Public  Involvement 
Office,  al  the  address  listed  above,  503- 
230-3478  or  call  toll-free  1-800-622- 
4519.  Information  may  also  be  obtained 
from: 

Mr.  George  Bell,  Lower  Columbia  Area 
Manner,  Suite  243,  ISOO  Piaa  Building, 
1500  NE.  Irving  Street,  Portland,  Oregon 
97232,  503-230-4SS2. 

Mr.  Robert  N.  UBIbI.  Bugsna  District 
Manager,  room  206. 211  East  Seventh 
Avenue,  Eugene,  Oregon  97401,  503-465- 
6952. 

Mr.  Wayne  R.  Lee,  Upper  Cohnnbia  Area 
Manager,  room  561, 920  West  Riverside 
Avenue,  Spokane,  Washington  99201, 50^ 
353-2518. 

Mr.  GeoigB  E  Eskridge,  Montana  District 
Manager,  800  Kensington,  Missoula,  Montana 
59801,406-329-3060. 

Ms.  Carol  Fleischman,  Spokane  District 
Manager,  room  112,  U.S.  Courthouse.  920 
West  Riverside,  Spokane,  Washington  99201, 
509-353-3279. 

Mr.  Ronald  K.  Rode%vald,  Wenatchee 
District  Manager,  room  307,  301  Yakima 
Street,  Wenatchee,  Washington  98807-0741, 
509-662-4377,  extension  379. 

Mr.  Terence  G.  Esvelt.  Puget  Sound  Area 
Manager,  P.O.  Box  CI 9030.  suite  400,  201 
Queen  Anne  Avenue  North,  Seattle, 
Washington  98109,  206-553-4130. 

Mr.  lipomas  V.  WagenhoOBr,  Snake  River 
Area  Manager.  101  West  Poplar,  Walla  Walla, 
Washington  99362,  509-522-6226. 

Ms.  C  Clark  Leone,  Idaho  Falls  District 
Manager,  1527  Hollipark  Drive,  Idaho  Falls, 
Idaho  83401,  208-523-2706. 

Mr.  James  Normandeau,  Boise  District 
Manager,  room  450,  304  N.  8th  Street,  Boise, 
Idaho  83702.  208-334-9137. 

SUPPLEMENTARY  MFORMATION: 

Table  of  Contents 

I.  Introduction 

II  Pnx»dures  Governing  Rate  Adjustments 

and  Public  Partidpatktn 
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A.  Major  Studies 

B.  10- Year  Financial  Plan 

Q  Purpose  and  Scope  of  Hearing 
IV.  Wholesale  Power  Rata  Schedules  and 
General  Rate  Schedule  Provisions 

A.  Wholesale  Power  Rate  Schedules 

B.  General  Rats  Schedule  Provisions 

I.  Introdoction 

On  December  18, 1992,  in  order  to 
satisfy  contractual  provicions  between 
BPA  and  its  customers,  BPA  published 
in  the  Fedwal  Ragjstar  a  notice  of 
"Intent  to  Revise  Wholesale  Power  Rates 
to  Become  Efiisctive  October  1, 1993." 
57  FH  60180.  Since  then,  BPA  hat 
continued  to  study  the  adequacy  of  its 
current  rates  and  has  concluded  that 
current  iCttes  must  be  adjusted  bx  the 
FY  1994  and  FY  1995  rate  period. 

In  order  to  assess  its  currmt  rates, 
BPA  first  determined  die  amotmt  of 
revenues  required  to  meet  its  financial 
obligations  in  FY  1994  and  FY  1995. 
BPA  has  determined  that  the  revenues 
BPA  would  expect  to  collect  from 
projected  sales  under  its  current  rates 
will  not  adequately  cover  these  revenue 
requirements.  Therefore,  BPA  proposes 
to  establish  revised  1993  wholesale 
power  rates.  BPA  files  its  rates  with  the 
Federal  Energy  Regulatory  Commission 
(FERC)  for  confirmation  and  approval. 

The  proposed  wholesale  power  rates 
were  prepared  in  accordance  with 
BPA's  statutory  authority  to  develop 
rates,  including  the  Bonneville  Project 
Act  of  1937,  as  amended,  16  U.S.C.  832 
(1982):  the  Flood  Control  Act  of  1944. 
16  U.S.C  82Ss  (1982);  the  Federal 
Columbia  River  Transmission  System 
Act  (Transmission  System  Act),  16 
U.S.C.  838  (1982);  and  the  Pacific 
Northwest  Electric  Power  Planning  and 
Conservation  Act,  16  U.S.C.  839  (1982). 

The  rate  schedules  contained  in  this 
publication  were  established  in 
accordance  with  the  Northwest  Power 
Act,  which  was  signed  into  law  on 
December  5, 1980.  The  proposed  rate 
schedules  reflect  many  requirements 
contained  principally  in  the  Northwest 
Power  Act's  rate  directives  (section  7) 
and  the  conditions  related  to  classes  of 
customers  and  services  contained  in  the 
Northwest  Power  Act's  power  sales 
directives  (section  5). 

BPA  proposes  that  its  wholesale 
power  rate  schedules  and  the  General 
Rate  Schedule  Provisions  (GRSPs) 
associated  with  these  schedules  become 
effective  upon  interim  approval  or  upon 
final  confirmation  and  approval  by 
FERC  BPA  will  request  FERC  approval 
of  its  rates  effective  October  1, 1993. 
Section  I  j\.  of  the  GRSPs  specifies  the 
proposed  effective  date  for  each  rate. 

llie  1993  wholesale  power  rate 
schedules,  and  the  GRSPs  associated 


with  those  rate  schedules,  supersede 
BPA's  1991  rate  schedules  (which 
became  effective  October  1, 1991)  to  the 
extent  stated  in  the  Availability  section 
of  each  1993  rate  schedule.  TlMse 
schedules  and  CRSP*  shall  be 
applicable  to  all  BPA  contracts, 
including  contracts  executed  both  prior 
to  and  st^Mequant  to  enactment  of  the 
Northwest  Power  Act. 

In  developing  the  proposed  wholesale 
power  rates,  BPA  considered  many 
factors,  including  revenue  requiremanti. 
ease  of  administration,  revenue  stability, 
rate  continuity,  ease  of  compr^msion, 
and  BPA's  statutory  obligations.  The 
studies  that  have  been  prepared  to 
suppcHl  the  iMropoeed  rates  will  be 
mailed  to  all  parties  to  BPA's  1991  rate 
case  and  will  be  available  for 
examination  on  January  28, 1993,  at 
BPA's  Public  Information  Center,  BPA 
Headquartere  Building,  1st  Floor,  905 
NE.  11th,  Portland,  Oregon.  The  studies 
also  will  be  available  at  the  prehearing 
conference.  Hie  studies  are: 

1.  Loads  and  Resources  Study  and 
Documentation 

2.  Revenue  Requirement  Study  and 
Documentatkm 

3.  Segmentation  Study 

4.  Wholesale  Power  Rate  Developmoit  Study 
and  Documentation 

5.  Section  7(bK2)  Rate  Test  Study  and 
Documentation 

To  request  any  of  the  above  studies  by 
telephone,  call  BPA's  document  request 
line:  (503)  230-3478  or  call  toll-free  1- 
800-622-4520.  Please  request  the  study 
by  its  above-listed  title.  Also  state 
whether  you  require  the  accompanjring 
documentation  (these  can  be  quite 
lengthy);  otherwise  the  study  alone  will 
be  provided.  (For  example,  ask  (at  the 
"Revenue  Requirement  Study  and 
Documentatim. ' ') 

IL  Procedvrea  Govaniliig  Rate 
Adjustments  and  Pdblic  Participation 

Secti<«i  7(i)  of  the  Northwest  Power 
Act,  16  U.S.C  839e(i).  requires  that 
BPA's  rates  be  established  according  to 
certain  procedures.  These  procedures 
include,  among  other  things,  issuance  ol 
a  Federal  Regiatar  notice  announcing 
the  proposed  rates;  one  or  more 
hearings;  the  opportunity  to  submit 
written  views,  supporting  information, 
questions,  and  arguments;  and  a 
oecision  by  the  Administrator  based  on 
the  record.  This  proceeding  will  be 
governed  by  BPA's  rule  for  general  rate 
proceedings,  §  1010.9  of  BPA's 
"Procedures  Governing  Bonneville 
Power  Administration  Rate  Hearings," 
51  FR  7611  (March  5, 1986).  These 
procedxires  implement  the  statutory 
section  7(i)  requirements.  Section 
1010.7  of  the  {wocedures  prdubits  ex 
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parte  communicatiant.  The  proceedings 
for  BPA's  proposal  to  ad)ust  wholesale 
power  rates  %^  be  combined  with  the 
proceedings  for  BPA's  proposal  to  adjust 
transmission  rates. 

EPA  distinguishes  between 
"participants  in"  and  "parties  to"  the 
hearings.  Apart  from  the  formal  hearing 
process,  EPA  wiU  receive  comments, 
views,  opinions,  and  information  &t>m 
"participants."  who  are  defined  in  the 
procedures  as  any  person  who  may 
express  views,  but  who  does  not 
successfully  petition  to  intervene  as  a 
party.  Partidpants'  written  comments 
wrill  be  made  part  of  the  official  record 
of  the  case  and  considered  by  the 
Administrator.  The  participant  category 
gives  the  public  the  opportunity  to 
participate  and  have  its  views 
considered  without  assuming  the 
obligations  incumbent  upon  "parties." 
Participants  are  not  entitled  to 
participate  in  the  prehearing  conference, 
cross-examine  parties'  witnesses,  seek 
discovery,  or  serve  or  be  served  with 
documents,  and  are  not  subject  to  the 
same  procedural  requirements  as 
parties. 

Written  comments  by  participants 
will  be  included  in  the  record  if  they  are 
received  by  March  15, 1993.  This  date 
follows  the  submission  of  BPA's  and  all 
other  parties'  direct  cases.  Written 
views,  supporting  information, 
questions,  and  arguments  should  be 
submitted  to  BPA's  Public  Involvement 
Office. 

The  second  category  of  interest  is  that 
of  a  "party"  as  defined  in  S§  1010.2  and 
1010.4  of  BPA's  "Procedures  Governing 
Bonneville  Power  Administration  Rate 
Hearings,"  51  FR  7611  (March  5.  1986). 
Parties  may  participate  in  any  aspect  of 
the  hearing  process. 

Persons  wishing  to  become  a  formal 
"party"  to  BPA's  rate  proceeding  must 
notify  EPA  in  writing  of  their  request. 
Petitions  to  intervene  shall  state  the 
name  and  address  of  the  person  and  the 
person's  Interests  in  the  outcome  of  the 
hearing.  Petitioners  may  designate  no 
more  than  two  representatives  upon 
whom  service  of  dociunents  will  be 
made.  EPA  customers  and  customer 
groups  whose  rates  are  subject  to 
revision  in  the  hearing  will  be  granted 
intervention  based  on  a  petition  filed  in 
conformance  with  this  section.  Other 
petitioners  must  explain  their  interests 
in  sufficient  detail  to  permit  the  Hearing 
Officer  to  determine  whether  they  have 
a  relevant  interest  in  the  hearing. 
Intervention  petitions  will  be  available 
for  inspection  in  BPA's  Public 
Information  Center.  1st  Floor,  905  NE. 
11th,  Portland,  Oregon.  Any  opposition 
to  a  petition  to  intervene  miist  be  raised 
at  the  January  28, 1993,  prehearing 


conference.  All  timely  applicati(»is  will 
be  ruled  on  by  the  Hearing  Officer.  Late 
interventions  are  strongly  disfavored. 
Opposition  to  an  imtimely  petition  to 
intervene  shall  be  filed  and  served 
within  2  days  after  service  of  the 
petition.  Interventions  are  subject  to 
S  1010.4  of  BPA's  "Procedures 
Governing  Bonneville  Power 
Administration  Rate  Hearings." 

The  record  will  include,  among  other 
things,  the  transcripts  of  any  hearings, 
any  written  material  submitted  by  the 
parties  and  participants,  documents 
developed  by  EPA  staff,  BPA's 
environmental  analysis  and  comments 
accepted  on  it,  and  other  material 
accepted  into  the  record  by  the  Hearing 
Officer.  The  Hearing  Officer  then  will 
review  the  record,  will  supplement  it  if 
necessary,  and  will  certify  the  record  to 
the  Administrator  for  decision. 

The  Administrator  will  develop  the 
final  proposed  rates  based  on  the  entire 
record,  including  the  record  certified  by 
the  Hearing  Officer,  comments  received 
from  participants,  other  material  and 
information  submitted  to  or  developed 
by  the  Administrator,  and  any  other 
comments  received  during  the  rate 
development  process.  The  basis  for  the 
final  proposed  rates  will  be  first 
expressed  in  the  Administrator's  Draft 
Record  of  Decision  (ROD).  Parties  will 
have  an  opportunity  to  comment  on  the 
Draft  ROD  as  provided  in  BPA's  hearing 
proc»dures.  The  Administrator  will 
serve  copies  of  the  Final  ROD  on  all 
parties  and  will  file  the  filial  proposed 
rates  together  with  the  record  with 
FERC  for  confirmation  and  approval. 

m.  Major  Studies  and  10-Year 
Financial  Plan 

A.  Major  Studies 

1.  Load  and  Resources  Study 

The  Loads  and  Resources  Study 
presents  the  load  and  resource  data 
necessary  for  developing  BPA's 
wholesale  power  rates.  This  study 
incorporates  results  fit)m  load  forecasts, 
resource  analyses,  power  contracts,  and 
BPA's  Resource  Program. 

BPA's  major  customer  groups  are  as 
follows: 

(1)  The  direct-service  industries 
(DSIs): 

(2)  The  non-  and  small  generating 
pubUc  utilities  (NSGPUs): 

(3)  The  generating  public  utilities 
(GPUs); 

(4)  The  investor-owned  utilities 
(lOUs); 

(5)  "The  contract  Federal  agencies:  and 

(6)  The  United  States  Bureau  of 
Reclamation  (USER). 

BPA's  forecasts  of  regional  loads  by 
customer  group  are  used  to  derive  a 


major  portion  of  its  forecast  of  Federal 
system  firm  loads.  The  regional  load 
forecasts  are  used  to  estimate  BPA's  firm 
DSI  load,  sales  to  other  Federal 
agencies,  current  obUgations  to  regional 
public  agencies,  and  Federal 
transmission  losses.  The  remaining 
portion  of  the  Federal  system  load 
projections  is  comprised  of  BPA's 
obligations  to  the  lOUs  under  their 
power  sales  contracts,  and  other  inter- 
and  intra-regional  contractual 
obligations. 

EPA  develops  forecasts  of  NSC9>U  and 
GPU  loads  iising  standard  econometric 
techniques.  NSGPU  and  GPU  loads  are 
a  function  of  average  retail  electricity 
prices,  weather-related  variables,  and 
non-agricultural  employment.  The  lOU 
load  forecast  was  produced  by  the  staffs 
of  EPA  and  the  Northwest  Power 
Planning  Council.  To  produce  utility- 
specific  systc.n  forecasts,  the  lOU 
forecast  is  disaggregated  by  year  and 
month  based  upon  the  utilities'  forecast 
submittals  to  the  Pacific  Northwest 
Utilities  Conference  Committee 
(PNUCC)  for  use  in  the  1992  Northwest 
Regional  Forecast. 

A  DSI  load  forecast  is  prepared  for 
aluminum  DSI  loads  by  analyzing 
smelter  production  costs  relative  to 
aluminum  prices,  and  considering  other 
factors  afiiecting  smelter  loads.  A  DSI 
load  forecast  for  non-aluminum  DSI 
loads  is  prepared  by  analyzing  historical 
and  technical  plant  information  and 
forecasted  market  conditions. 

BPA's  resource  acquisition  plans  are 
based  on  work  by  EPA  and  Northwest 
Power  Planning  Council  staff  and  reflect 
extensive  input  and  review  by  the 
general  public  and  the  region's  utilities, 
llie  specific  resource  acquisitions  and 
associated  costs  included  in  this 
proposal  are  based  on  BPA's  1990  and 
1992  Resource  Programs.  Conservation 
savings  are  measured  by  considering 
several  factors:  economic  and  load 
growth;  savings  from  technical 
conservation  measures;  and  the 
assessment  of  the  speed  and  degree  of 
program  implementation. 

Planned  resource  acquisitions  reflect 
the  guidance  given  in  the  Northwest 
Power  Planning  Council's  Power  Plan. 
Besides  emphasizing  a  diverse  resource 
portfolio,  including  both  conservation 
and  generating  resources,  BPA  is 
committed  to  moving  toward  a  blend  of 
acquisition  piethods  including  EPA- 
designed.  utility-designed,  and 
developer-initiated  programs.  For 
example,  use  of  billing  credits  and 
competitive  acquisitions  is  an  important 
component  of  BPA's  resource 
acquisition  process.  This  combination  of 
resource  diversity  and  a  variety  of 
acquisition  approaches  allows  BPA  to 


2.  Revenue 


to  recover  t 
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better  deal  with  varying  circumstances 
and  uncertainties. 

The  load/resource  balance  determines 
BPA's  obligation  to  serve  firm  loads 
during  the  test  years  and  each 
corresponding  42-month  critical  period. 
It  also  determines  the  supply  of  surplus 
firm  power  in  the  region  and  on  the 
Federal  system  in  each  critical  period. 
The  hydro-regulation  (hydro)  study 
incorporates  system  constraints  such  as 
the  water  budget  for  fish  migration,  the 
operation  of  thermal  plants,  exports  and 
imports  of  power,  and  projected 
resource  acquisitions.  For  this  proposal, 
a  42-month  (critical  period)  hydro  study 
and  a  50-year  hydro  study  were 
completed.  The  time  firame  considered 
in  the  hydro  study  starts  in  July  1993. 
The  50-vear  study  determines  nonfirm 
energy  for  the  region. 

2.  Revenue  Requirement  Study 

The  Bonneville  Project  Act,  the  Flood 
Control  Act  of  1944,  the  Transmission 
System  Act,  and  the  Northwest  Power 
Act  require  EPA  to  design  rates  that  are 
projected  to  collect  revenues  sufficient 
to  recover  the  cost  of  acquiring, 
conserving,  and  transmitting  the  electric 
power  that  BPA  markets,  including 
amortization  of  the  Federal  investment 
in  the  FC31PS  over  a  reasonable  period, 
and  to  recover  BPA's  other  costs  and 
expenses.  The  Revenue  Requirement 
Study  determines  whether  current  rates 
will  produce  enough  revenues  to 
recover  all  BPA  costs  and  expenses, 
including  BPA's  repayment  obligations 
to  the  U.S.  Treasury.  Revenue 
requirements  are  the  major  factor  in 
determining  the  overall  level  of  BPA's 
proposed  power  and  transmission  rates. 

liie  Transmission  System  Act  and  the 
Northwest  Power  Act  require  that 
tiansmission  rates  be  based  on  an 
equitable  allocation  of  the  costs  of  the 
Federal  transmission  system  between 
Federal  and  non-Federal  power  using 
the  system.  In  compliance  with  a  FERC 
order  dated  January  27, 1984.  26  FERC 
161,096,  the  Revenue  Requirement 
Study  incorporates  the  results  of 
separate  repayment  studies  for  the 
generation  and  transmission 
components  of  the  FCRPS.  The 
repayment  studies  for  generation  and 
transmission  demonstrate  the  adequacy 
of  the  projected  revenues  to  recover  all 
of  the  Federal  investment  in  the  FCRPS 
over  the  allowable  repayment  period. 
The  adequacy  of  projected  revenues  to 
recover  test  period  revenue 
requirements  and  to  meet  repayment 
period  recovery  of  the  Federal 
investment  is  tested  and  demonstrated 
separately  for  the  generation  and 
transmission  functions. 


The  Revenue  Requirement  Study  for 
the  1993  initial  rate  proposal  is  based  on 
revenues  and  cost  estimates  for  FY  1994 
and  FY  1995.  BPA's  Revenue 
Requirement  Study  reflects  actual 
amortization  and  interest  payments  paid 
through  September  30, 1092.  In 
addition,  it  reflects  all  FCRPS 
obligations  incurred  pursuant  to  the 
Nordiwest  Power  Act,  including 
residential  exchange  costs. 

3.  Segmentation  Study 

BPA  operates  and  maintains  the 
Federal  Colimibia  River  Transmission 
System  (FCRTS)  to  provide  transmission 
services  throughout  the  region.  Because 
most  services  do  not  require  the  use  of 
the  entire  system,  the  FCRTS  is  divided 
into  nine  segments,  eachjproviding  a 
distinct  type  of  service.  The  nine 
segments  are:  Integrated  network; 
Pacific  Northwest-Pacific  Southwest 
(Southern)  Intertie;  Northern  Intertie; 
Eastern  Intertie;  generation  integration; 
hinge  area;  and  delivery  segments  for 
public  agency,  direct  service  industrial 
(DSI),  and  investor-owned  utility 
customers. 

The  Segmentation  Study  categorizes 
the  facilities  of  the  FCRTS  according  to 
the  types  of  services  they  provide.  This 
provides  the  basis  for  segmenting  the 
projected  transmission  revenue 
requirements  iised  in  BPA's  rate 
proposals.  The  results  of  the  Study 
include  the  historical  investment  and 
the  average  of  the  last  3  years' 
operations  and  maintenance  expenses. 
In  addition,  the  facilities  of  the 
integrated  network  are  similarly  divided 
among  distinct  services.  This  division  of 
the  FCRTS  into  segments  provides  the 
basis  for  the  equitable  allocation  of 
transmission  costs  between  Federal  and 
non-Federal  customers  based  on  their 
usage  of  the  segments. 

4.  Wholesale  Power  Rate  Development 
Study  (WPRDS) 

The  WPRDS  consists  of  two  sections. 
The  first  section  is  a  cost  of  service 
analysis  (COSA)  and  the  second  section 
shows  the  steps  in  the  rate  design 
process. 

Cost  of  Service  Analysis  (COSA).  The 
COSA  apportions  BPA's  test  year 
revenue  requirement  to  customer  classes 
based  on  the  use  of  specific  types  of 
service  by  each  customer  class  and  in 
accord  with  the  rate  directives  of  the 
Northwest  Power  Act.  BPA's  revenue 
requirement  is  functionalized  to 
transmission  and  generation  in  the 
Revenue  Requirement  Study. 
Transmission  costs  are  identified  with 
segments  of  the  transmission  system  in 
BPA's  Segmentation  Study.  The  results 
of  these  studies  are  used  in  the  COSA 


to  determine  the  costs  of  providing 
generation  and  transmission  services  to 
BPA's  customers. 

Additionally,  the  COSA  identifies 
resources  purchased  and  loads  served  as 
well  as  costs  incurred  and  revenues 
received  under  the  Residential 
Exchange  Program  prescribed  in  section 
5(c)  of  the  Northwest  Power  Act  The 
COSA  further  identifies  costs  of  specific 
types  of  service  by  performing  the 
following  steps: 

Classification.  BPA  classifies 
generation  and  transmission  costs  to  the 
energy  and  capacity  components  of 
electric  power. 

Seasonal  Differentiation.  BPA's  costs 
of  providing  energy  vary  by  season  of 
the  year.  To  reflect  this  variation,  BPA 
assigns  energy  costs  to  winter  and 
summer  periods  and  designs  rates  based 
on  this  differential. 

Allocation.  The  final  major  step  in  the 
COSA  is  to  allocate  the  functionaUzed, 
segmented,  classified,  and  seasonally 
differentiated  costs  to  customer  classes. 
Costs  are  allocated  to  classes  of  service 
on  the  basis  of  the  relative  use  of 
services,  and  on  the  basis  of  priorities  of 
service  by  resource  pools  provided  in 
the  Northwest  Power  Act. 

The  remaining  steps  use  the  allocated 
costs  developed  in  the  COSA  and 
modifies  them: 

(1)  To  reflect  BPA's  rate  design 
objectives; 

(2)  To  conform  with  contractual 
requirements: 

(3)  To  reflect  the  results  of  other  BPA 
studies  and  commitments  made  in  other 
public  involvement  processes  under  7(i) 
of  the  Northwest  Power  Act;  and 

(4)  To  conform  with  requirements  of 
applicable  legislation,  including  the 
Bonneville  Project  Act,  the  Flood 
Control  Act  of  1944,  the  Transmission 
System  Act,  and  the  Northwest  Project 
Act. 

BPA's  rate  design  objectives  include 
recovery  of  BPA's  revenue  requirement, 
rate  and  revenue  stability,  practicality, 
fairness,  and  efficiency. 

Rate  design  adjustments  to  the 
allocated  COSA  costs  include  the 
following: 

Excess  Revenue  Adjustments.  In  the 
initial  cost  allocation,  BPA  allocates  its 
entire  test  period  revenue  requirement 
to  firm  power  loads  on  the  basis  of 
resources  available  under  critical  water 
conditions.  However,  rates  are  set 
assuming  BPA  recovers  nonfirm  sales 
revenues  equal  to  the  expected  value  of 
revenues  under  50  years  of  streamflows 
in  the  historical  record.  Since  no 
generation  costs  are  allocated  to  NF 
service,  forecasted  NF  revenues  are 
credited  against  costs  allocated  to  firm 
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loads.  Similarly,  ravenues  from  nonfinn 
wheeling  under  tha  Eneigy 
Transmisaion  (ET)  Rate  Schedule  are 
credited  to  firm  tranamiasion  loads. 

DSI  Fint  Quartile  Service.  The  DSIs 
are  not  allocated  generation  costs  in  the 
OOSA  for  service  to  their  First  Quartile 
because  BPA  doea  not  plan  firm 
resources  to  serve  the  First  Quartile. 
BPA  serves  DSI  First  Quartile  loads  with 
a  combination  of  nonfinn  energy, 
surplus  firm  power,  hydro  system 
shining  techniques,  and  economic 
purchases.  BPA  asdgns  a  cost  to  First 
Quartile  service  based  on  an 
opportunity  cost  concept,  and  credits 
other  ratea  through  the  excess  revenue 
credit  above,  in  the  amount  of  the 
assigned  First  Quartile  cost 

Fixed  Contract  Revenue  Deficiencies. 
BPA  delivers  power  at  contractiially 
fixed  terms  to  two  classes  of  customers. 
The  Coliunbia  Storage  Power  Exchange 
(CSPE)  agreements  has  fixed  rates,  and 
a  pre-Act  capacity /energy  exchange 
with  Montana  Power  Company  has 
fixed  exdiange  ratios,  hi  the  OOSA.  BPA 
allocates  costs  to  these  customer  classes. 
Because  the  contract  rates  and  ratios 
cannot  be  ad)usted,  and  because 
allocated  costs  exceed  expected 
revenuea,  a  revenue  deficiency  results. 
The  revenue  deficiency  is  allocated 
through  an  adjustment  which  increases 
rates  charged  to  other  rate  classes. 

Surplus  Firm  Power  Revenue 
Deficiency  Adjustment.  BPA  exiMCts  to 
sell  any  surplus  firm  power  under  long- 
term  contracts  and  in  the  open  market. 
Some  of  this  surplus  firm  power  will  be 
sold  at  prices  lower  than  the  fully 
allocatMl  cost,  ther^  causing  a 
revenue  deficiency,  llie  difference 
between  expected  surplus  firm  power 
revenuea  and  fiilly  allocated  coats  is 
allocated  to  other  oistomers. 

Post-Act  Exchange  Revenue 
Deficiencies.  BPA  has  entered  into 
exchanges  with  out-of-region  utilities 
that  reault  in  delayed  return  of  energy. 
BPA  directly  allocates  only  transmission 
costs  to  these  exchanges.  Because  the 
exchanges  are  noncash  transactions,  a 
revenue  deficiency  results.  This  revenue 
deficiency  is  allocated  to  winter  usws  of 
Federal  resoiuce  pools. 

7(cX2)  Adjustment  The  rates 
applia^ls  to  the  DSIs  are  set  at  a  level 
that  ia  equitabb  in  relation  to  BPA 
prefBrmce  customns'  industrial  rates. 
The  coats  allocated  to  the  DSIs  are 
higher  than  revenues  from  the 
"equitable"  rate.  The  difference  is  a 
revenue  defidancy  called  the  "7(cH2) 
delta."  which  is  allocatsd  to  other 
customera. 

DSI  Floor  Rate  Rounding  Adjustment. 
The  DSI  rata  is  sub|act  to  a  floor 
specified  in  sectlcm  7(cM2)  of  tha 


Northwest  Power  Act  If  the  calculated 
DSI  rate  is  below  the  floor  rate,  the  DSI 
rate  is  raised  to  the  floor  rata,  and  a  rate 
design  adjustment  ia  necessary  to  credit 
additional  revenues  from  the  DSIs  to 
other  firm  power  customers.  This 
adjustment  was  not  necessary  for  this 
proposal.  However,  an  adjustment  is 
made  to  credit  non-DSI  rates  to  account 
for  revenue  differences  between  final 
rounded  rate  changes  and  intermediate 
use  of  tmrounded  VI  rates. 

7(b)(2)  Adjustment.  Section  7(bM?)  of 
the  Northwest  Power  Act  provides  rate 
protection  to  BPA's  preference 
customers  from  certain  costs  specified 
in  the  provisions  of  the  Act  As 
discussed  in  greater  detail  below,  the 
section  7(b)(2)  rate  test  "triggers"  in  this 
proposal  and  requires  the  application  of 
the  7(b)(2)  adhi^ment. 

The  foregomg  Ust  of  adjustments  is 
not  intended  to  be  all-inclusive.  All  of 
the  above  adjustments  are 
functionalized.  classified,  s^mented. 
and  seasonalized  where  appropriate. 
After  all  adjustments  are  made,  the  final 
rates  are  calculated. 

Final  rates  calculated  in  the  WPRDS 
are  included  in  BPA's  General  Rate 
Schedules.  These  rate  schedules  are 
applied  in  conjunction  with  BPA's 
GRSPs.  which  define  the  applicability  of 
the  rates  to  the  type  of  service  provided. 

5.  Section  7(b)(2)  Rate  Test  Study 

Section  7(b)(2)  of  the  Northwest 
Power  Act  directs  BPA  to  assure  that  the 
wholesale  power  rates  effective  after 
July  1, 1085.  to  be  charged  its  public 
body,  cooperative,  and  Federal  agency 
customers  (the  7(b)(2)  customers)  for 
their  general  requirements  for  the  rate 
test  period  plus  the  ensuing  4  years  are 
no  higher  than  the  costs  of  power  to 
those  customers  for  the  same  time 
period  if  specified  assumptions  are 
made.  Tlie  efiiect  of  the  rate  test  is  to 
protect  the  7(b)(2)  customers'  wholesale 
firm  power  rates  from  certain  costs 
resulting  from  provisions  of  the 
Northwest  Power  Act  The  rate  test  can 
result  in  a  reallocation  of  costs  from  the 
7(b)(2)  customers  to  other  rate  classes. 
The  secUon  7(b)(2)  Rate  Test  Study 
describes  the  application  and  results  of 
the  section  7(b)(2)  rate  test 
implementation  methodolo^. 

"rhe  rate  projections  and  the  actual 
rate  test  itself  are  performed  using 
BPA's  Supply  Pricing  Model  (SPM).  The 
SPM  simulates  BPA's  rate  developmrat 
process,  using  load,  resource,  and  cost 
data  consistent  with  that  used  in  this 
rate  proposal.  The  assumptions  and  rate 
development  processes  such  as  load/ 
resource  >y>Unring,  coat  allocation,  and 
rate  deaign  are  alao  oonsistant  with  this 
rate  proposal  The  SPM  calculates  two 


sets  of  wholesale  power  rates  for  BPA's 
preference  customers: 

(1)  a  set  of  rates  for  the  test  period  and 
the  wnnHng  4  srears,  assuming  that 
section  7(b)(2)  is  not  in  effect  (program 
case  rates):  and 

(2)  A  set  for  the  same  period 
conddming  the  five  assumptions  listed 
in  section  7(bM2)  (7(b)(2)  case  rates). 
Certain  costs  specified  in  section  7(g)  of 
the  Northwest  Power  Act  (7(g)  costs)  are 
subtracted  from  the  program  case  rates. 

The  SPM  then  discounts  each  year's 
rates  to  the  test  year  of  the  relevant  rate 
case,  averages  each  set  of  discounted 
rates,  and  compares  the  two  resulting 
averages  roun<Md  to  the  nearest  tenth  of 
a  milL  If  the  average  of  the  discounted 
program  case  rates,  less  the  7(g)  costs,  is 
larger  than  the  average  discounted 
7(b)(2)  case  rates,  the  rate  test  triggers. 
If  the  rate  test  triggers,  the  amount  of 
dollars  to  be  reallocated  in  the  test 
period  (7(b)(2)  amount)  is  calculated  by 
multiplyLag  the  difference  between  the 
discoimted  program  case  and  7(b)(2) 
case  rates  by  the  general  requirements 
loads  of  the  preference  customers.  The 
7(b)(2)  amount  is  used  as  an  adjustment 
to  the  allocated  costs  in  the  rate  case  test 
period.  "The  rate  test  triggers  in  this 
proposal  by  0.2  mills. 

B.  10-Year  Financial  Plan 

At  the  end  of  the  1991  rate  case,  BPA 
committed  to  develop  a  10- Year 
Financial  Plan  jointly  with  customers 
and  other  interested  parties  before 
adopting  l(H)g-term  financial  policies  on 
a  final  basis  that  could  affect  the  level 
of  BPA's  rates.  During  the  latter  part  of 
1991  and  throughout  1992,  BPA.  its 
customers,  and  other  interested  parties 
in  the  region  participated  in 
development  of  the  10- Year  Financial 
Plan.  In  April,  BPA  released  a  Staff 
Comment  Draft  of  the  10-Year  Financial 
Plan  for  public  review  and  comment 
BPA  then  developed  the  Proposed  10- 
Year  Financial  Plan,  taking  into 
consideration  the  comments  received  on 
the  earlier  draft.  In  June,  the  Proposed 
10- Year  Financial  Plan  was  released  for 
review  and  comment  in  BPA's  Programs 
in  Perspective  (PIP)  process.  A  final 
version  of  the  10- Year  Financial  Plan 
will  be  released  in  January  1993.  The 
financial  policies  included  in  the  10- 
Year  Financial  Plan  are  reflected  in  the 
revenue  requirement  and  rate  levels  for 
review  and  implementation  in  the  1993 
rate  case. 

A  primary  component  contained  in 
the  10- Year  Financial  Plan  is  the 
agency's  long-term  policy  choice  to 
continue  a  95  percent  probability 
standard  of  meeting  Treasury  payments 
in  full  and  on  time  in  each  rate  period. 
The  10- Year  Financial  Plan  identifies 
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the  taiget  level  of  financial  roflerves 
necessary  to  achieve  this  standard,  and 
outlines  iba  individual  risk  mitigation 
components  the  BPA  will  lely  on  as  part 
of  its  risk  mitigatian  planning  to  achieve 
the  target  level  of  reserves.  The  10- Year 
Financial  Plan  also  identifies  the 
planned  sources  of  funding  for  FCRPS 
capital  investments,  and  culs  for  use  of 
debt  to  finance  FCRPS  capital 
investments,  except  that  revenues  may 
be  used  on  a  limited  basis  for  certain 
nuclear  pro)ect  capital  expenditures. 

In  implementing  the  long-term  05 
percent  probability  standard  of  meeting 
Treasury  payments  in  fiill  and  on  time 
in  each  rate  period.  BPA  is 
incorporating  a  phase-in  approach  for 
the  FY  1004-1005  rate  period.  Rates 
during  the  FY  1004-05  rate  period  will 
be  established  to  achieve  a  00  percent 
probability  of  meeting  Treasury 
payments  over  the  two-year  p«riod. 
Adfoption  of  this  phase-in  approach 
helps  to  reduce  the  immediate  rate 
pressures  BPA  faces  while  still 
achieving  a  significantly  high 
probability  that  Treasury  payments  will 
be  made  in  full  and  on  time  in  each  year 
of  the  FY  1004-1005  rate  period. 

To  achieve  this  financial  objective. 
BPA's  Initial  Proposal  includes  3 
primary  tools  for  mitigating  risk.  These 
risk  mitigation  tools  include: 

(1)  An  increment  of  annual  Planned 
Net  Revenues  for  risk  that  is  explicitly 
included  in  revenue  requirements; 

(2)  Adoption  of  an  Interim  Rate 
Adjustment  (IRA);  and 

(3)  A  cost  deferral  mechanism. 

The  IRA  and  cost  defarral  mechanisms 
are  designed  to  be  used  onlv  under 
certain  predetermined  conditions 
wherein  BPA's  ending  financial  reserve 
level  at  the  end  of  FY  1004  woiild  reach 
a  specified  "trigger  point" 

To  analyze  the  normal  operating  risk 
that  BPA  faces  in  a  given  rate  period, 
BPA  conducted  risk  analyses  using  the 
Short-Term  Ride  Evaluation  and 
Analysis  Model  (STREAM).  The 
STREAM  provides  for  a  systematic 
analytical  fiamework  for  evaluating 
BPA's  normal  operating  risks,  including 
streamflows,  aluminiun  and  fuel  prices, 
nuclear  plant  performance,  economic 
conditions,  and  weather  conditions. 
Alternative  risk  mitigation  tools  and  the 
specific  tool  parameters  were  then 
tested  luing  the  Tool  Kit  model.  The 
Tool  Kit  model  enables  en  evaluation  of 
the  sufficiency  of  alternative 
combinations  of  tools  to  provide  risk 
protection  sufficient  to  meet  the 
specified  probability  of  meeting 
Treasury  payments  in  fiill  and  on  time 
in  each  year  of  a  given  rate  period.  The 
data,  assumptions,  and  logic 


incorporated  in  the  STREAM  and  Tool 
Kit  model  can  significantly  affect  the 
target  level  of  financial  reserves  and  the 
level  of  Planned  Net  Revenues  for  risk 
needed  to  meet  the  Treasury  payment 
standard. 

In  the  1003  rate  case,  BPA  will 
propose  methods  for  implementing 
various  aspects  of  the  financial  poUdes 
reflected  in  the  10-Year  Financial  Plan. 
Consistent  with  the  agreement  reached 
in  the  settlement  of  the  1001  rate  case, 
the  financial  policies  reflected  in  the  10- 
Year  Financial  Plan  will  be  sul^ect  to 
further  review  and  implementation  in 
the  1003  rate  case.  Such  implementation 
issues  may  include:  STREAM  and  Tool 
Kit  assumptions,  design,  and  logic; 
target  level  of  reserves:  specific  IRA 
design  issues;  public  process 
requirements  m  impwmenting  the  IRA; 
level  of  Planned  Net  Revenues  for  Risk; 
and  the  method  of  functionalizing 
Planned  Net  Revenues  for  risk  and  the 
Interest  Credit  between  the  generation 
and  transmission  functions. 

C.  Purpose  and  Scope  of  Hearing 

BPA's  proposal  to  revise  its  rates  is 
needed  in  order  to  continue  to  recover 
all  costs  and  expenses  allocated  to  the 
power  system,  including  amortization  of 
the  Federal  investment  in  the  Federal 
Columbia  River  Power  System  over  a 
reasonable  period  of  time,  and  to 
recover  funds  sufficient  to  achieve  the 
goals  of  BPA's  10-Year  Financial  Plan. 
Inasmudi  as  cost  recovery  requirements 
along  necessitate  substantial  increases 
to  BPA's  rates,  BPA  seeks  to  avoid 
further  disruption  of  its  customers' 
needs  for  rate  predictability  and 
stability.  Thus,  alternative  approaches 
to  rate  design  to  incorporate  or  modify 
price  signals  to  achieve  energy  and 
resoiut»  efficiency  are  beyond  BPA's 
need.  Moreover,  lack  of  reliable 
information  on  such  alternatives,  the 
substantial  changes  that  are  occurring 
and  will  occur  in  operating 
characteristics  of  BPA's  system,  and  the 
ongoing  development  of  (he  Endangered 
Species  Act  and  Systems  Operation 
Review  all  militate  in  favor  of  deferring 
alternative  rate  design  considerations  to 
the  1995  rate  case. 

At  the  conclusion  of  the  1001  rate 
case,  BPA  committed  to  develops  a  10- 
Year  Financial  Plan  through  a  process  of 
public  consultation.  In  addition.  BPA 
pledged  that  to  the  extent  the  proposed 

f;oals  of  the  Plan  directly  affected  rate 
evels,  it  would  include  the  incremental 
rate  impacts  and  associated  rationale  as 
part  of  a  special  or  general  7(i)  process. 

Beginning  in  March  1991,  BPA 
solicited  input  into  the  scope  and 
content  of  its  10- Year  Financial  Plan 
fit>m  ciistomers  in  interviews 


tlutnighout  the  region.  From  October 
1001  to  April  1992,  numerous  technical 
and  policy  oriented  workgroups  held 
meetings  to  idmUfy  key  financial  issues 
and  to  develop,  analyze,  and  evaluate 
risk  mitigation  and  capital  funding 
options  mat  addrMsed  the  issues.  BPA 
then  released  its  Proposed  10- Year 
Financial  Plan  in  April  for  review  and 
comment  in  its  Programs  In  Perspective 
(nP)  public  involvement  process. 

The  PIP  process  commenced  in  April 
in  order  to  develop  the  10-Year 
Financial  Plan  and  determine  program 
levels  for  Fiscal  Years  1004  and  1005. 
Interested  persons  had  the  opportunity 
to  solicit  information  from  BPA,  meet 
with  program  managers  to  discuss 
program  issues,  and  to  submit  oral  and 
written  comments  to  BPA  in  July  and 
August  1002.  In  addition,  the 
opportunity  was  extended  to  interested 
parties  to  meet  and  discuss  the 
proposed  10- Year  Financial  Plan  and 
program  levels  with  BPA  management, 
including  the  Administrator,  in  a  series 
of  meeti^  that  occurred  throughout 
the  region  in  Jidy.  Numerous  other 
public  processes  to  determine  BPA's 
program  needs  fed  into  PIP.  BPA 
released  its  decision  on  the  10- Year 
Financial  Plan  and  program  levels  cm 
September  11. 1002.  The  Final  PIP 
version  of  the  10- Year  Financial  Plan 
that  elaborates  BPA's  consideration  of 
the  r^onal  discussions  will  be  released 
in  January  1003  for  review  and 
implementation  in  BPA's  1003  rate  case. 

On  April  3. 1002.  when  the 
Administrator  formally  announced  the 
scope  and  schedxile  ha  PIP  to  all 
customers  and  interested  parties,  he 
stated  as  follows  concerning  the 
intended  effect  of  PIP: 

In  the  end,  the  material  discuned  in  PIP 
requires  the  kind  of  managoment  judgment 
calls  that  we  camiot  ftiriy  assign  to  our 
technical  or  legal  stafEi.  That  is  why  I  place 
such  importance  on  the  personal 
participation  during  PIP  itself  by  utility 
managers  and  policymakers  on  energy  and 
the  environment 

After  PIP,  attention  %vill  then  shift  from 
these  planning  concems  to  the  mora 
technical  issues  of  the  rate  case  and  to  tlie 
host  of  other  contract  and  policy  fccums  yet 
ahead  of  us.  The  rate  case  itself  will  focus  on 
Issues  of  cost  allocation  and  recovery,  and,  if 
necessary,  long-term  financial  goals.  The 
proceedings  will  begin  first  with  InfioRnal 
worktops  through  December  and  then  move 
into  the  formal  rate  case  Itself  at  the 
brainning  of  1993.  (April  3, 1992, 
AcJministrator's  letter  to  all  customers  and 
interested  parties.) 

This  was  reiterated  in  the 
Administrator's  September  11, 1002, 
document  closing  out  the  1902  PIP 
entitled  "Setting  the  Financial  Course 
for  Fiscal  Years  1003. 1004. 1005."  The 
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Administrator  desaibed  •ttachment  B 
to  the  document  as  showing  "final 
program  lavals.  "  and  stated.  "These 
levels  will  not  be  levisitBd  in  the 
upcoming  rata  case,  although  BPA  is 
willing  to  further  discuss  them  as  part 
of  a  comprehensive  settlement  of  rate 
case  issues." 

Consistent  with  BPA's  prior 
agreement,  implementation  of  the  10- 
Year  Financial  Plan  will  be  addressed  in 
this  rate  case.  Except  for  the  limited 
exceptions  hereafter  noted,  program  and 
program  level  decisions  will  not  be 
addressed  in  this  rate  case.  Accordingly, 
pursuant  to  section  1010.3(f)  of  the 
"Procedures  Governing  Bonneville 
Power  AdminiatratioD  Rate  Hearings," 
51  FR  7611  pt^ardi  5. 1086),  the 
Administrator  directs  the  Hearing 
Officer  to  exclude  frcMn  the  record  any 
material  attempted  to  be  submitted  or 
arguments  attempted  to  be  made  in  the 
hearing  which  seek  to  in  any  way  visit 
the  appropriateness  or  reesonableness  of 
BPA's  dedsions  on  programs  or 
program  levels,  as  included  in  BPA's 
cost  evaluation  period  of  DT 1993 
through  FY  1905  and  its  test  period 
revenue  requirement  for  Fiscal  Yean 
1994  and  1095.  Excepted  from  this 
direction  on  account  of  their  variable 
nature,  dependency  on  BPA's  rate  case 
models,  or  timins.  are: 

(1)  Forecasts  of  residential  exchange 
benefits: 

(2)  Forecasts  of  purchase  power  costs; 

(3)  Provision  in  BPA's  revenue 
requirement  for  cash  working  capital  or 
cash  lag  needs; 

(4)  Repayment  matters,  such  as 
interest  rate  forecasts,  scheduled 
amortization,  depreciation, 
replacements,  and  interest  expense;  and 

(5)  Updates  to  forecasts  by  BPA  which 
may  occur  in  the  spring  of  1993  and  for 
which  no  c^er  review  forum  has  been 
provided. 

IV.  Wholeaale  Power  Rate  Sdiedules 
and  General  Rate  St^adule  ProvisMMM 

Table  of  Cootents 

Wholesale  Power  Hate  Schedules 

PF-93  Priority  Firm  Power  Rate 

IP-93  Industrial  Finn  Power  Rate 

Vl-91  Variable  Industrial  Power  Rate 

SI-03  Special  Industrial  Power  R^te 

CE-03  Emergency  Capacity  Rate 

NR-93  New  Retourca  Firm  Power  Rate 

SP-03  Surplus  Firm  Power  Rate 

1^-93  Nonfinn  Energy  Rate 

SS-93  Sbare-tlie-Savingi  Energy  Rate 

PS-93  Power  Shortage  Rata 

RP-93  Raaerve  Power  Rate 

General  Rate  Schedule  Provisions 

Section  I    Adoptioo  of  Revised  Rate 
Schedules  and  General  Rate  Schedule 
Provisions 

Section  n    Types  of  BPA  Service 


Section  in    Billing  Factors  and  Billing 

Adjustments 
Section  IV    Other  DefinitioDS 
Section  V    Application  of  Rates  Under 

Special  Onnunstanoas 
Section  VI  Billing  Infarmattoo 
Section  VII    Variable  Industrial  Rats 

Parameters  and  Adjustments 

A.  Wholesale  Power  Rate  Schedules 

Schedule  PF-03  Priority  Firm  Poww 
Rate 

Section  I.  Availability 

This  schedule  is  available  for  the 
contract  ptirchase  of  firm  power  or 
capacity  to  be  used  vrithin  the  Pacific 
Northwest.  Priority  Finn  Power  may  be 
purchased  by  public  bodies, 
cooperatives,  and  Federal  agencies  for 
resale  to  ultimate  consumen  for  direct 
consumption,  construction,  test  and 
startup,  and  station  service. 

Utilities  participating  in  the  exdiai^e 
under  section  5(c)  of  the  Northwest 
Power  Act  may  purchase  Priority  Firm 
Power  pursuant  to  their  Residential 
Purchase  and  Sale  Agreements. 

In  addition.  BPA  may  make  power 
available  to  those  parties  paitidpating 
in  exchange  agreements  which  use  this 
rate  schedule  as  the  basis  for 
determining  the  amount  or  value  of 
power  to  be  exchanged. 

This  schedule  supersedes  Schedule 
PF-41  which  went  into  effect  on 
October  1. 1991.  Sales  imder  this 
schedule  are  made  subject  to  BPA's 
General  Rate  Schedule  Provisions 
(GRSPs). 

Section  H.  Rate 

This  rate  schedule  includes  the 
Preference  rate  and  the  Exchange  rate. 
The  Preference  rate  is  available  for  the 
general  requirements  of  public  body, 
cooperative  and  Federal  agency 
customers  and  includes  a  credit 
attributed  to  the  provision  of  section 
7(b)(2)  of  the  Northwest  Power  Act.  The 
Exchange  rate  is  available  for  all 
purchases  of  residential  and  small  tarm 
exchange  power  purauant  to  the 
Residential  Purchase  and  Sale 
Agreements. 

A.  Preference  Bate. 

1.  Demand  Charge. 

a.  $4.00  per  kilowattmonth  of  billing 
demand  occurring  during  all  Peak 
Period  hours. 

b.  No  demand  charge  during  O^peak 
Period  hours. 

2.  Energy  Charge. 

a.  21.3  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
September  tb_rough  March. 

b.  16.2  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
April  through  August. 

B.  Exchange  Rate. 


1.  Demand  Chargfi. 

a.  $4.06  per  kilowattmonth  of  billing 
demand  occurring  diiring  all  Peak 
Period  hours. 

b.  No  demand  charge  during  Offpeak 
Period  hours. 

2.  Energy  Chargfi. 

a.  21.8  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
September  £rough  March. 

b.  16.4  mills  per  kiowatthour  of 
billing  ener^  for  the  billing  months 
April  throupi  August. 

Section.in.  Billing  Facton 

In  this  section,  billing  factors  are 
listed  for  each  of  the  following  types  of 
purchasere:  computed  requirements 
pujchasere  (section  III.A),  purchasers  of 
residential  exchange  power  puniiant  to 
the  Residential  Purchase  and  Sale 
Agreements  (section  m.B).  and  metered 
requirements  purchasers  and  those 
Priority  Firm  Power  purchasere  not 
covered  by  sections  ni.A  and  IILB 
(section  in.C). 

A.  Computed  Requirements 
Purchasers. 

Purdiasen  designated  by  BPA  as 
computed  requirements  purchasen 

Eureuant  to  power  sales  contracts  shall 
a  billed  in  accordance  with  the 
provisions  of  this  subsection. 

1.  Billing  Demand. 

The  bilhng  demand  for  actual, 
planned,  and  contracted  computed 
requirements  purchasere  shall  be  the 
higher  of  the  billing  fectore  "a"  and  "b" 
below: 

a.  The  lower  of: 

(1)  The  larger  of  the  Computed  Peak 
Requirement  or  the  Computed  Average 
Energ^Requirement;  or 

(2)  The  Measiired  Demand,  before 
adjustment  for  power  factor. 

b.  The  lower  of: 

(1)  The  Computed  Peak  Requirement; 
or 

(2)  60  percent  of  the  highest 
Computed  Peak  Requirement  during  the 
previoiis  11  billing  months  (Ratchet 
Demand). 

2.  Billing  Energy. 

The  billing  energy  for  actual,  planned, 
and  contracted  computed  requirements 
purchasere  shall  be: 

a.  For  the  months  September  through 
March,  the  sum  of: 

(1)  67  percent  of  the  Measured  Energy 
(excluding  unauthorized  increase);  and 

(2)  33  percent  of  the  Computed 
Energy  Maximum. 

b.  For  the  months  April  through 
August,  the  simi  of: 

(1)  60  percent  of  the  Measured  Energy 
(excluding  unauthorized  increase);  and 

(2)  40  percent  of  the  Computed 
Energy  Maximum. 

(B).  Purchasers  of  Residential 
Exchange  Power. 
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Purchasers  buying  Priority  Finn 
PovvBT  under  the  terms  of  a  Residential 
Purchase  and  Sale  Agreement  shall  be 
billed  as  follows: 

1.  Billing  Demand. 

The  billuig  demand  shall  be  the 
demand  calculated  by  applying  the  load 
factor,  determined  as  speci^ed  in  the 
Residential  Purchase  and  Sale 
Agreement,  to  the  billing  energy  for 
each  billing  period. 

2.  Billing  Energy. 

The  billuig  energy  shall  be  the  energy 
associated  with  the  utility's  residential 
load  for  each  billing  p«iod.  Residential 
load  shall  be  computed  in  accordance 
with  the  provisions  of  the  purchaser's 
ResidentUl  Purdiase  and  Sale 
Agreement. 

C  Metered  Requirements  Purchasers, 
Other  Purchasers  Not  Covered  by 
Sections  ni.A  and  m.B.  Above. 

Piuchasers  designated  as  metered 
requirements  customers  and  purchasers 
taldng  or  exchanging  power  under  this 
rate  schedule  who  are  not  otherwise 
covered  by  secticms  in.A  and  m.B  shall 
be  billed  as  follows: 

1.  Billing  Demand. 

The  billhig  demand  shall  be  the 
Measured  Demand  as  adjusted  for 
power  factor,  imless  otherwise  specified 
in  the  power  sales  contract. 

2.  Buling  Energy. 

The  bilhng  energy  shall  be  the 
Measured  Energy,  imless  otherwise 
specified  in  the  power  sales  contract. 

Section  IV.  Adjustments  and  Special 
Provisions 

A.  Power  Factor  Adjustment. 
The  adjustment  for  power  factor, 

when  specified  in  this  rate  schedule  or 
in  the  power  sales  contract,  shall  be 
made  in  accordance  with  the  provisions 
of  both  this  section  and  secticm  IHCl 
of  the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  factor  at  which 
energy  is  supplied  during  the  billing 
month  is  less  than  OS  percent 

To  make  the  power  factor  adjustment. 
BPA  shall  increase  the  billing  demand 
by  1  percentage  point  for  each 
percentage  point  or  major  fraction 
thereof  (0.5  or  greater)  by  which  the 
average  power  factor  or  average  lagging 
power  factor  is  below  05  percent.  BPA 
may  elect  to  waive  the  adjustment  for 
power  foctor  in  whole  or  in  part. 

B.  Low  Density  Discount  (LDD). 
BPA  shall  apply  a  discoimt  to  the 

charges  for  all  Priority  Firm  Power  sold 
to  purchasers  who  are  eligible  tot  an 
LDD.  Eligibility  for  the  LDD  and  the 
amount  of  the  discount  (3,  5,  or  7 
percent)  shall  be  determined  pursuant 
to  section  m.C3  of  the  GRSPs. 

C.  Irrigation  Discount. 


BPA  shall  apply  an  izrigation 
discount,  equal  to  4.9  miUi  per 
kilowatthour,  to  the  diaigea  tat 
qualifying  enemr  purchased  under  this 
rate  sdiedule.  The  irrigation  discount 
shall  be  applied  after  calculation  of  the 
LDD.  The  discount  shall  apply  only  to 
energy  piirchased  during  me  billiiig 
months  of  April  through  October. 
Eligibility  for  the  irrigation  discount  and 
reporting  requirements  shall  be 
determined  pursuant  to  Section  III.C.4 
of  the  GRSPs. 

D.  Conservation  Surcharge. 
The  Northwest  Power  Planning 

Coimcil  has  recommended  that  a 
conservation  surcharge  be  imposed  on 
those  customers  subject  to  such 
sim:harge  as  detennined  by  the 
Administrator  in  accordance  with  BPA's 
Policy  to  Implement  the  CoundN 
Recommended  Conservation  Surcharge. 
The  Conservation  Surcharge  shall  be 
applied  pursuant  to  section  in.C.7  of  the 
GRSPs  and  subMquent  to  any  other  rate 
adjustments. 

E.  Outage  Credit. 

Pursuant  to  section  7  of  the  General 
Contract  Provisions,  BPA  shell  provide 
an  outage  credit  to  any  purchaser  for 
those  hours  for  which  BPA  is  imable  to 
deliver  the  fu\\  billing  demand  during 
that  billing  month  due  to  an  outage  on 
the  facilities  used  by  BPA  to  deliver 
Priority  Firm  Power.  Such  credit  shall 
not  be  provided  if  BPA  is  able  to  serve 
the  purdiaser's  load  through  the  use  of 
alternative  fedlities  or  if  the  outage  is 
for  less  than  30  minutes.  The  amount  of 
the  credit  shall  be  calculated  according 
to  the  provisions  of  section  in.C.2  of  the 
GRSPs. 

F.  Unauthorized  Increase. 
BPA  shall  apply  the  charge  for 

Unauthorized  Inoease  to  any  purchaser 
of  Priority  Firm  Power  taking  demand 
and  energy  in  excess  of  its  contractual 
entitlement. 

1.  Rate  for  Unauthorized  Increase. 
100.00  mills  per  kilowatthour. 

2.  Calculation  of  the  Amount  of 
Unauthorized  Increase. 

Each  60-minute  clock-hour  integrated 
or  scheduled  demand  shall  be 
considered  separately  in  determining 
the  amount  that  may  be  considered  an 
unauthorized  increase.  BPA  first  shall 
determine  the  amount  of  imauthorized 
increase  related  to  demand  and  shall 
treat  any  remaining  unauthorized 
increase  as  energy-related. 

a.  Unauthorized  Increase  in  Demand. 

"That  portion  of  any  Measured 
Demand  during  Peak  Period  hours, 
before  adjustment  for  power  factor, 
which  exceeds  the  demand  that  the 
purchaser  is  contractually  entitled  to 
take  during  the  billing  month  and  which 
cannot  be  assigned: 


(1)  To  a  class  of  power  that  BPA 
delivers  on  sudi  hour  pursuant  to 
contracts  betmreen  BPA  and  the 
purchaser;  or 

(2)  To  a  type  of  power  that  tiie 
purchaser  acmiiree  from  sources  other 
than  BPA  and  that  BPA  delivers  during 
such  hour,  shaU  be  billed: 

(a)  In  accoardance  %irith  the  provisions 
of  the  "Relief  from  Overrun"  exhibit  to 
the  power  sales  contract:  ot 

Cb)  If  sudi  eodiibit  does  not  q>ply  or 
is  not  a  part  of  the  purchaser's  power 
sales  contract,  at  the  rate  for 
Unauthorized  Increase,  based  on  the 
amount  of  energy  associated  with  the 
excess  demand. 

b.  Unauthorized  Increase  in  Energy. 

Tha  amount  of  Meanired  Energy 
during  a  billing  month  which  exceeds 
the  amount  of  energy  which  the 
piirchaser  is  contractually  entitled  to 
take  during  that  month  and  which 
cannot  be  assigned: 

(1)  To  a  class  of  power  which  BPA 
delivers  during  such  month  pursuant  to 
contracts  between  BPA  and  Uie 
purchaser;  or 

(2)  To  a  type  of  power  which  the 
purchaser  acquires  from  sources  other  < 
than  BPA  and  which  BPA  delivers 
during  such  month,  shall  be  billed: 

(a)  hi  accordance  with  the  provisions 
of  the  "Relief  from  Overrun"  exhibit  to 
the  power  sales  contract;  or 

(b)  As  unauthorized  increase  if  such 
exhibit  does  not  apply  or  is  not  a  part 
of  the  purchaser's  power  sales  contract. 

G.  Interim  Rate  Adjustment. 

The  Interim  Rate  Adjustment  (IRA) 
described  in  section  in.C5  of  the  C^lSPs 
shall  be  applied  uniformly  to  all 
purchases  and  exchanges  under  the  PF- 
93  rate  schedule  if:  (1)  The  balance  of 
BPA's  financial  reserves  fells  below  the 
IRA  trigger  point  at  the  end  of  FY  1994; 
and  (2)  the  Administrator  elects,  at  his 
discretion,  to  implement  the  IRA.  An 
increase  not  to  exceed  10  percent  shall 
be  applied  imiformly  to  the  demand  and 
energy  charges  contained  in  section  ILA 
and  II.B  of  this  rate  schedule.  The  IRA 
shall  be  applied  in  the  following 
manner: 

(1+(1RA%/100)1  Multiplied  by  the  demand 
and  energy  diaiges  contained  In  sections 
II.A  and  ILB  of  this  rate  schedule. 

An  additional  increment  of  0.049 
mills  per  kilowatthour  shall  be  made  to 
the  irrigation  discount  for  each 
percentage  increase  in  the  PF  rates  due 
to  the  IRA. 

H.  Coincidental  Billing  Adjustment. 

Purchasers  of  Priority  Firm  Power 
who  are  billed  on  a  coincidental  basis 
and  who  have  diversity  charges  or 
diversity  factors  specified  in  their  power 
sales  contracts  shall  have  their  charges 
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for  billing  demand  adjusted  according  to 
the  provisions  of  section  in.C6  of  the 
GRSPs.  Computed  reouirements 
purchasers  are  not  subject  to  the 
Coincidental  Billing  Adjustment  for 
scheduled  power. 

I.  Energy  Return  Surcham. 

Any  purchaser  who  prescbedules  in 
accordance  with  sections  2(a)(4)  and 
2(c)(2)  of  Exhibit  E  of  the  power  sales 
contract  and  who  returns,  during  a 
single  o^eak  hour,  more  than  60 
percmt  oi  the  difiisrence  between  that 
purchaser's  billing  demand  and 
computed  average  energy  requirement 
for  the  billing  month  shall  be  subject  to 
the  following  sxucharge  for  each 
additional  Idlowatthour  so  retiimed: 

1.  3.94  mills  dot  kilowatthour  for  Uie 
months  of  April  throu^  October; 

2. 1.67  mills  per  kilowatthour  for  the 
months  of  November  through  March. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resource  categories  to  the 
PF-g3  rate  is  75.1  percent  FBS  and  24.9 
percent  Exchange. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  imder 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  IP — 93  Industrial  Firm  Power 
Rate 

Section  I.  Availability 

This  schedule  is  available  to  direct 
service  industrial  (DSI)  customers  for 
both  the  contract  purchase  of  Industrial 
Firm  Power  and  the  purchase  of 
Auxiliary  Power  if  requested  by  the  DSI 
customer  and  made  available  by  BPA.  If 
a  DSI  customer  purchasing  power  under 
this  rate  schedule  requests  and  BPA 
makes  available  power  under  another 
applicable  wholesale  rate  schedule,  the 
IP-93  rate  schedule  is  available  for  that 
portion  of  power  purchased  not  covered 
under  the  alternative  rate  schedule.  This 
rate  schedule  supersedes  Schedule  IP- 
91  which  went  into  effsct  on  October  1, 
1991.  Sales  under  this  schedule  are 
made  subject  to  BPA's  General  Rate 
Schedule  Provisions  (GRSPs). 

Section  II.  Rate 

The  following  rates  shall  be  applied 
when  first  quartile  service  is  provided 
under  this  rate  schedule  in  accordance 
with  the  terms  of  a  purchaser's  Power 
Sales  Contract  dated  August  25, 1981.  A 
separate  billing  adjustment  for  the 
reserves  provided  by  the  pim±asers  of 
Industrial  Firm  PoMrer  is  not  contained 


in  this  rate  schedxile;  the  value  of 
reserves  credit  has  been  included  in  the 
determination  of  the  demand  and 
energy  charges. 

Any  contractual  refsrence  to  the  IP 
Premium  rate  shall  be  deemed  to  refisr 
to  the  demand  and  energy  charges  set 
forth  below.  Any  refsrence  to  the  IP 
Standard  rate  shall  be  deemed  to  refer 
to  the  same  demand  and  energy  charges 
minus  the  Discount  for  Quality  of  First 
Quartile  Service. 

A.  Demand  Charge. 

1.  $4.94  per  kilowattmouth  of  billing 
demand  occurring  during  all  Peak 
Period  hours. 

2.  No  demand  charge  during  Ofijpeak 
Period  hours. 

B.  Energy  Charge.       ' 

1.  20.9  mills  per  kilowratthour  of 
billing  energy  for  the  billing  months 
September  through  March. 

2. 16.8  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
April  through  August. 

Section  m.  Billing  Factors 

A.  Billing  Demand. 

The  billing  demand  shall  be  the  BPA 
Operating  Level  during  the  Peak  Period 
as  adjusted  for  power  ractor.  It  there  is 
more  than  one  BPA  Operating  Level 
during  the  Peak  Period  within  a  billing 
month,  the  billing  demand  shall  be  a 
weighted  average  of  the  BPA  Operating 
Levels  diuing  the  Peak  Period  for  the 
billing  month.  The  BPA  Operating  Level 
is  defined  in  section  III.A.10  of  the 
GRSPs.  If  BPA  has  agreed  to  serve  a 
portion  of  a  DSI  load  under  an 
alternative  rate  schedule,  the  billing 
demand  under  the  IP-93  rate  schedule 
shall  be  specified  in  the  contract 
initiating  such  arrangement 

However,  if  BPA  has  agreed,  pursuant 
to  section  4  of  the  DSI  power  sales 
contract,  to  sell  Industrial  Firm  Power 
on  a  daily  demand  basis  (transitional 
service),  then  BPA  shall  bill  the 
purchaser  in  accordance  with  the 
provisions  of  section  V.C3  of  the 
GRSPs. 

B.  Billing  Energy. 

The  billhig  energy  shall  be  the 
Measured  Energy  for  the  billing  month, 
minus  any  kilowatthours  on  which  BPA 
assesses  the  charge  for  unauthorized 
increase. 

However,  if  BPA  has  agreed  to  serve 
only  a  portion  of  the  DSI's  load  under 
the  IP  rate  schedule,  the  billing  energy 
for  the  power  purchased  under  the  IP 
rate  shall  be  specified  in  the  contract 
initiating  such  arrangement. 

Section  IV.  Adjustments  and  Special 
Provisions 

A.  Discount  for  quality  of  First 
Quartile  Service. 


1.  Application  and  Amount  of  First 
Quartile  Discount. 

If  a  purchaser  requests  discounted 
rate  service,  a  discount  of  0.7  mills  ner 
kilowatthour  of  billing  energy  shall  be 
granted.  This  billing  credit  shall  be 
applied  to  the  monUily  billing  energy 
under  section  III.B  for  all  power 
purchased  under  this  rate  schedule.  No 
credit  shall  be  applied  to  those 
purchases  subject  to  unauthorized 
increase  charges  under  section  IV  J)  of 
this  rate  schedule. 

2.  Eligibility  Requirements  for  First 
Quartile  Discount. 

To  qualify  for  the  First  Quartile 
Discount  the  purchaser  must  request 
diacoimted  rate  service  tn  writing  by 
April  2  of  each  calendar  year.  By  virtue 
of  making  such  request,  the  Purchaser  is 
agreeing  to  accept  the  level  and  qiiality 
of  First  Quartile  service  described  in 
section  6  of  the  Variable  Industrial  rate 
contract.  Such  acceptance  includes  the 
waiver  of  contract  rights  provided  in 
section  6.a(2)(a)  of  stdd  contract 

B.  Curtailments. 

BPA  shall  charge  the  DSI  for 
ciu^lments  of  the  lower  three  quartiles 
in  accordance  with  the  provisions  of 
section  9  of  the  power  sales  contract. 
BPA  shall  apply  the  demand  charge  in 
effect  at  the  time  of  the  curtailment  in 
the  computation  of  the  amount  of  the 
curtailment  charge.  In  the  event  that  a 
purchaser  is  found  to  be  eligible  to  have 
a  portion  of  their  load  served  under  an 
alternative  rate  schedule,  application  of 
the  curtailment  charge  shall  be  specified 
in  the  contract  instituting  such 
arrangement 

C.  unauthorized  Increase. 

1.  Rate  for  Unauthorized  Increase. 
100.0  mills  per  kilowatthour. 

2.  Application  of  the  Charge. 
Duruig  any  billing  month,  BPA  may 

assess  the  unauthorized  increase  charge 
on  the  niunber  of  kilowatthours 
associated  with  the  DSI  Measured 
Demand  in  any  one  60-minute  clock- 
hour,  before  adjustment  for  power 
factor,  that  exceed  the  BPA  Operating 
Level  for  that  clock-hour,  regardless  of 
whether  such  Measured  Demand  occurs 
during  the  Peak  or  Of^>eak  Period. 

D.  Power  Factor  Adjustment. 
The  adjustment  for  power  factor, 

when  specified  in  this  rate  schedule  or 
in  the  power  sales  contract,  shall  be 
made  in  accordance  with  the  provisions 
of  both  this  section  and  section  m.Cl 
of  the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  factor  at  which 
energy  is  supplied  during  the  billing 
month  is  less  than  95  nercent. 

To  make  the  power  factor  adjiistment, 
BPA  shall  increase  the  billing  demand 
by  1  percentage  point  for  each 
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percentage  point  or  major  fraction 
thereof  (0.5  or  greater)  by  which  the 
average  leading  power  factor  or  average 
lagging  pavmt  bctoris  below  95 
percent.  BPA  may  elect  to  waive  the 
adjustment  Cor  power  factor  in  whole  or 
in  part. 

E.  Outage  Credit 

Pursuant  to  section  7  of  the  General 
Contract  Provisions,  BPA  shall  provide 
an  outage  credit  to  any  DSI  for  those 
hours  for  v^ch  BPA  is  unable  to 
deliver  the  fiiU  billing  demand  during 
that  billing  month  due  to  an  outage  on 
the  facilities  tised  by  BPA  to  deliver 
Industrial  Firm  Power.  Such  credit  shall 
not  be  provided  if  BPA  is  able  to  serve 
the  DSI's  load  throu^  the  use  of 
alternative  fiadlities  or  if  the  outage  is 
for  leas  than  30  minutes.  The  amount  of 
the  credit  shall  be  calculated  according 
to  the  provisions  of  section  III.C2  of  the 
GRSPs. 

F.  Interim  Rate  Adjustment. 

The  Interim  Rate  Adjustment  (IRA) 
described  in  secUon  m.C.5  of  the  GRSPs 
shall  be  applied  to  all  power  purdiases 
under  the  TP-^3  rate  schedule  if  the 
balance  of  BPA's  financial  reserves:  (1) 
Falb  below  the  IRA  trigger  point  at  the 
end  of  FY  1994;  and  (2)  the 
Administrates  elects,  at  his  discretion, 
to  implement  the  IRA.  An  increase  not 
to  ex^ed  10  perowit  shall  be  applied  to 
the  IP-93  rate  schedule.  Application  of 
the  IRA  shall  result  in  a  uniform 
adjustment  applied  to  the  demand  and 
energy  diarges,  contained  in  sections 
n.A  and  ILB  of  this  rate  schedule,  and 
the  First  Quartile  Service  Discount 
contained  in  section  IV. A.  1  of  this  rate 
schedule. 

The  IRA  shall  be  applied  in  the 
following  manner 

[14^(IRA%/100)]  Multiplied  by  the  demand 
and  eoeigy  charges  contained  in  tections 
ILA  and  ILB  of  this  rate  schedule,  and 
the  First  Quartile  service  discount 
contained  in  section  IV.  A 1  of  this  rate 
schedule. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resource  categories  to  the 
IP-93  rate  is  89.2  percent  Exchange  and 
10.8  percent  New  Resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  omditions  is  19.6  mills 
per  kllowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 


Schedule  VI-91  Variable  Industrial 
Power  Rate 

Section  L  Availability 

This  schedule  is  available  to  I^ 
customers  for  purchases  imder  the 
Power  Sales  Contract  implementing  the 
VI  rate  schedule  (Variable  Rate 
Contracts)  of:  (1)  Industrial  Firm  Power, 
and  (2)  Auxiliary  Power  if  requested  by 
the  DSI  cxistomer  and  made  available  by 
BPA.  This  schedule  is  available  only  for 
that  portion  of  a  DSI's  load  used  in 
primary  aluminum  reduction  including 
associated  administrative  fodlities.  if 
any.  By  virtue  of  incorporation  of  this 
rate  schedule  and  associated  GRSPs  in 
the  Variable  Rate  Contract.  DSIs  electing 
to  purchase  power  under  this  rate 
schedule  contractually  agree  to  the 
terms  and  conditions  of  this  rate 
schedule.  A  DSI  further  agrees  to  waive, 
for  that  pMjrtion  of  their  load  designated 
to  purchase  power  at  the  VI  rate,  all 
rights  they  might  otherwise  have  to 
purchase  [>ower  at  the  Industrial  Firm 
Power  Rate  Schedule  for  the  duration  of 
the  Variable  Rate  Contract  Sales  under 
this  schedule  are  made  subject  to  BPA's 
GP^SPs  e&iective  October  1, 1989,  and  as 
revised  in  subsequent  wholesale  rate 
filings. 

Section  n.  Term  of  the  Rate 

This  rate  schedule  shall  take  effect  on 
July  1, 1993,  and  shall  terminate  at 
midnight  June  30, 1996. 

Section  ED.  Rate 

A.  Base  Rate  Charges  Subject  to  Rate 
Case  Adjustments. 

The  following  base  rates  shall  be 
adjusted  on  Rate  Adjustment  Dates 
begiiming  October  1, 1991.  foUowii^ 
the  procedures  set  forth  in  section  V.  of 
this  rate  schedule,  unless  the  Interim 
Rate  Adjustment  triggers,  at  which  point 
the  rates  shall  be  adjusted  following  the 
procedures  set  forth  in  section  VQ.  of 
this  rate  schedule.  In  addition,  the 
Lower  Rate  Limit  also  will  be  subject  to 
a  biennial  adjustment  puirsuant  to 
section  V.  of  this  rate  schedule.  The 
formula  to  be  used  in  the  calculation  of 
the  monthly  power  bill  is  contained  in 
section  IV.  A  separate  billing  adjustment 
for  the  value  of  the  reserves  provided  by 
purchasers  of  Industrial  Firm  Power  is 
not  contained  in  this  rate  schedule:  the 
value  of  reserves  credit  has  been 
included  in  the  determination  of  the 
Plateau  Energy  Charge.  On  July  1. 1993. 
the  base  rates,  as  adjusted,  shall  be  . 
applied  to  purchases  by  DSI  customers 
imder  the  Variable  Rate  Contract.  These 
rates  shall  continue  to  be  adj\isted.  as 
described,  through  June  30. 1996. 

1.  Base  Variable  Industrial  Rate. 

a.  Demand  Charge. 


$5.33  per  kilowatt  of  billing  demand. 
as  adjusted,  occurring  during  the  Peak 
Period.  {Fat  the  rate  period  beginning 
October  1. 1993.  the  demand  chaii^ 
■hall  be  $5.87  per  kilowatt  of  billing 
demand.)  No  (umand  diaige  is  applied 
during  Of^peak  Period  hours. 

b.  nateau  Energy  Charge. 

16.1  mills  per  Idlowatthour  of  billing 
energy,  as  adjusted.  (For  the  rate  period 
begiiming  October  1, 1993.  the  plateau 
energy  charge  shall  be  17.7  mills  per 
kilowatthour  of  billing  energy.) 

2.  First  Quartile  Service  Discount. 
0.5  mills  per  kilowatthour  of  billing 

energy.  (For  the  rate  period  beginnig 
Octc£er  1. 1993.  the  First  Quartile 
service  charge  shall  be  0.6  mills  per 
killowatthours  of  billing  energy.) 

3.  Lower  Rate  Limit 

10.3  mills  per  kilowatthour  of  billing 
energy.  (For  the  rate  period  beginning 
October  1. 1993.  the  lower  rate  limit 
shall  be  12.9  mills  per  kilowatthour  of 
billing  energy.) 

4.  Upper  Rate  Limit. 

21.9  mills  per  kilowatthoiu-  of  billing 
energy.  (For  the  rate  period  beginning 
October  1, 1993,  the  upper  rate  limit 
shall  be  23.5  mills  per  kilowatthour  of 
billing  energy.) 

B.  Base  Rate  Parameters  Subject  to 
Annua]  Adjustments. 

The  following  base  rate  parameters 
v/iVL  be  adjusted  annually  starting  on 
July  1, 1991.  and  every  July  1  thereafter, 
in  accordance  with  the  procedures 
contain  in  section  V.  of  the  GRSPs.  On 
July  1, 1993,  the  base  rate  parameters,  as 
adjusted,  shall  be  used  in  determining 
power  bills  for  DSI  customers 
purchasing  power  imder  the  Variable 
Rate  Contracts.  These  parameters  shall 
continue  to  be  adjusted  as  described 
through  Jime  30, 1996. 

1.  Lower  Pivot  Aluminum  Price.  68.5 
cents  per  pound. 

2.  Upper  Pivot  Aluminum  Price.  79.6 
cents  per  pound. 

Section  IV.  Formula 

The  Variable  Industrial  Power  rate  is 
a  formula  rate  tied  to  the  U.S.  market 
price  of  aluminum.  Under  this  rate 
schedule,  the  monthly  energy  charge 
varies  in  response  to  changes  in  the 
average  price  of  aluminum  in  U.S. 
markets. 

A.  Demand  Charge. 

1.  The  Demand  Cnaige,  as  stated  in 
section  IILA.l.a  of  this  rate  schedule, 
remains  constant  over  all  aluminum 
prices.  The  demand  charge  is  applied  to 
billing  demand  occurring  during  all 
Peak  Period  hours  for  all  billing  months. 

2.  No  demand  charge  during  Of^peak 
Period  hours. 

B.  Energy  Charge. 

1.  Plateau  Energy  Qiarge. 
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When  the  monthly  billing  aluminum 
price  (described  in  section  Vn^.  of  the 
GRSPs)  is  betwem  the  Lower  Pivot 
Aluminum  Price  and  the  Upper  Pivot 
Aluminum  Price  inclusive  (as  stated  in 
sections  m^.l  and  III.B.2  of  this  rate 
schedule),  the  monthly  energy  charge 
shall  be  the  Plateau  Energy  Charge  as 
stated  in  section  III.A.l.b  of  this  rate 
schedule. 

2.  Reductions  to  Plateau  Energy 
Charge. 

When  the  monthly  billing  aluminum 
price  is  less  than  the  Lower  Pivot 
Aluminum  Price,  the  monthly  energy 
charge  shall  be  the  greater  of: 

a.  The  Plateau  Energy  Chaige-{LP— MAP)* 

(LS) 
where: 
LP=tbe  Lower  Pivot  Aluminum  Price  as 

stated  in  section  m.B.l  of  this  rate 

schedule. 
MAP=the  monthly  billing  aluminum  price  in 

cents  per  pound  detannined  pursuant  to 

section  VILA  of  the  GRSPs 


LSslower  slopes 


1  mill  per 
kilowattnou 


lOur 


1  cent  per  pound 


or 

b.  The  Lower  Rate  Limit  as  stated  in  section 
in.A.3  of  this  rate  schedule. 

3.  Increases  to  Plateau  Energy  Charge. 

When  the  monthly  billing  aluminum 
price  is  greater  than  the  Upper  Pivot 
Aluminima  Price,  the  monthly  energy 
charge  shall  be  the  lesser  of: 

a.  The  Plateau  Energy  Charge  ♦  (MAP— UP)* 

(US) 
where: 
MAPsthe  monthly  billing  aluminimi  price  in 

cants  per  pound,  as  determined 

according  to  section  VILA  of  the  GRSPs. 
UPsthe  Upper  Pivot  Ahiminum  Price  as 

stated  in  section  III.B.2  of  this  rate 

schedule. 


US=upper  slopes 


0.75  mills  per 
kilowatthour 

1  cent  per  pound 


or 

b.  The  Upper  Rate  Limit,  as  stated  in  section 
IILA.4  of  this  rate  schedule. 

Section  V.  Billing  Factors 

A.  Billing  Demand. 

1.  Billing  Demand  for  Customers 
Whose  Entire  BPA  Load  is  Served  at  the 
VI  Rate. 

The  billing  demand  for  power 
purchased  shall  be  the  BPA  Operating 
Level  during  the  Peak  Period  as  adjusted 
for  power  factor.  If  there  is  more  than 
one  BPA  Operating  Level  during  the 
Peak  Period  within  a  biHing  month,  the 
billing  demand  shall  be  a  weighted 


average  of  the  BPA  Operating  Levels 
during  the  Peak  Period  for  the  billing 
month.  The  BPA  Operating. Level  is 
defined  in  section  in.A.10  of  the  GRSPs. 

2.  Billing  Demand  or  Customers  When 
Only  a  Portion  of  Their  Total  BPA  Load 
is  Served  at  the  Variable  Rate. 

The  Billing  Demand  shall  be  the 
portion  of  the  BPA  Operating  Level 
attributable  to  the  VI  rate  as  determined 
by  the  method  specified  in  the  Variable 
Rate  Contract. 

3.  Billing  Demand  During  Periods  of 
Transitional  Service. 

If  BPA  has  agreed,  purstiant  to  section 
4  of  the  DSI  power  saJea  contract,  to  sell 
Industrial  Firm  Power  on  a  daily 
demand  basis  (transitional  service), 
sections  V.A.1  and  V.A.2  of  the  rate 
schedule  shall  not  apply,  and  BPA  shall 
bill  the  purchaser  in  accordance  with 
the  provisions  of  section  V.C  of  the 
GRSPs. 

B.  Billing  Energy. 

The  billing  energy  for  power 
purchased  shall  be  the  Measured  Energy 
for  the  billing  month,  minus  any 
kilowatthours  on  which  BPA  assesses 
the  charge  for  unauthorized  increase. 

Section  VI.  Other  Adjustments  and 
Special  Provisions 

A.  Lower  and  Upper  Pivot  Aluminum 
Prices. 

Effective  July  1, 1991,  and  every  July 
1  thereafter,  the  Lower  and  Upper  Pivot 
Aluminum  Prices  set  forth  in  section 
m.B  of  the  rate  schedule  shall  be 
adjusted  following  the  procedures  set 
forth  in  section  Vn.B  of  the  GRSPs.  The 
adjusted  Lower  and  Upper  Pivot 
Aluminum  Prices  shall  supersede  the 
Lower  and  Upper  Pivot  Aluminum 
Prices  contained  in  section  ni.B  of  the 
rate  schedule.  The  revised  Lower  and 
Upper  Pivot  Alimiinum  Prices  shall  be 
used  for  billing  purposes  and 
subsequent  adjustments  to  the  Lower 
and  Upper  Pivot  Aluminum  Prices. 

B.  Lower  Rate  Limit. 

On  July  1. 1992,  and  July  1. 1994,  the 
Lower  Rate  Limit  as  stated  in  section 
I1I.A.3  shall  be  increased  by  1  mill  per 
kilowatthour.  The  revised  Lower  Rate 
Limit  shall  supersede  the  Lower  Rate 
Limit  as  stated  in  section  III.A.3  of  the 
rate  schedule.  This  increase  is  in 
addition  to  rate  adjustment  increases  in 
the  Lower  Rate  Limit  described  in 
section  VI.C  of  this  rate  schedule.  In  the 
event  that  a  rate  adjustment  date  and  the 
annual  adjustment  date  occur 
simultaneously,  the  Lower  Rate  Limit 
shall  be  adjusted  first  for  changes  in  the 
Plateau  Energy  Charge  pursuant  to 
section  VI.C  of  this  rate  schedule,  and 
then  increased  by  1  mill  per 
kilowatthour.  The  revised  Lower  Rate 


Limit  shall  be  used  for  billing  purposes 
and  subsequent  rate  adjustments. 

C.  Rate  Adiustments. 

The  overall  rate  level  of  this  rate  shall 
be  subject  to  adjustment  in  BPA's 
general  wholesale  power  rate  case 
following  the  procedures  and  directives 
of  the  Northwest  Power  Act.  The  overall 
rate  level  consists  of  the  Demand 
Charge,  Plateau  Energy  Charge,  and  First 
Quartile  Service  Adjustment  contained 
in  sections  in.A.l  and  III.A.2;  these 
shall  be  adjusted  by  a  uniform 
percentage  based  on  the  percentage 
change  in  the  overall  rate  Idvel.  llie 
Lower  and  Upper  Rate  Limits  as  stated 
in  sections  IIIA.3  and  III.A.4  of  this  rate 
schedule  shall  be  adjusted  by  an  amount 
equal  to  the  change,  in  mills  per 
kilowatthour,  in  the  Plateau  Energy 
Charge.  The  Lower  and  Upper  Pivot 
Aluminum  Prices  shall  not  be  adjusted 
in  the  rate  case;  rather,  they  shall  be 
adjusted  pursuant  to  the  procedures 
described  in  section  Vn.B  of  the  GRSPs. 
The  lower  and  upper  slopes  shall  not  be 
adjusted.  The  rate  for  unauthorized 
increase  shall  be  separately  determined 
in  each  rate  case. 

D.  Discount  for  Quality  of  First 

Quartile  Service. 

If  a  purchaser  requests  First  Quartile 
service  with  other  than  Surplus  Firm 
Energy  Load  Carrying  Capability 
(FELCC),  a  discount  contained  in 
section  III.A.2  of  this  rate  schedule  shall 
be  granted.  This  billing  credit  shall  be 
applied  to  the  monthly  billing  energy 
imder  section  V.B  for  all  power 
purchased  under  this  rate  schedule.  No 
credit  shall  be  applied  to  those 
purchases  subject  to  imauthorized 
increase  charges  under  section  VI.F  of 
this  rate  schedule.  To  qualify  for  the 
First  Quartile  Discount,  the  purchaser 
must  request  discounted  rate  service  in 
writing  by  April  2  of  each  calendar  year. 
By  virtue  of  making  such  request,  the 
Purchaser  is  agreeing  to  accept  the  level 
and  quality  of  First  Quartile  service 
described  in  section  6  of  the  Variable 
Rate  Contract.  Such  acceptance  includes 
the  waiver  of  contract  rights  provided  in 
section  6.a(2)(a)  of  said  contract. 

E.  Curtailments. 

BPA  shall  charge  the  customer  for 
curtailments  of  the  lower  three  quartiles 
in  accordance  with  the  provisions  of 
section  9  of  the  power  sales  contract  and 
the  provisions  contained  in  the  Variable 
Rate  Contract. 

F.  Unauthorized  Increase. 

1.  Rate  for  Unauthorized  Increase. 
100.0  mills  per  kilowatthour. 

2.  Application  of  the  Charge.  During 
any  billing  month,  BPA  may  assess  the 

,  imauthorized  increase  charge  on  the 
number  of  kilowatthours  associated 
with  the  DSI  Measured  Demand  in  any 
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one  60-minute  clock-hour,  before 
adjustment  for  pavnt  factor,  that  exceed 
the  BPA  Oporating  Level  for  that  clock- 
hour,  reganlless  of  whether  such 
Measured  Demand  occurs  during  the 
Peak  or  Ofipeak  Period. 

G.  Power  Factor  Adjustment. 

The  adjustment  for  power  factor, 
when  specified  in  this  schedule  or  in 
the  power  sales  contract,  shall  be  made 
in  accordance  with  the  provisions  of 
both  this  section  and  section  m.Cl  of 
the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  factor  at  which 
energy  is  supplic»d  during  the  billing 
month  is  less  than  05  percent. 

To  make  the  power  factor  adjustment, 
BPA  shall  increase  the  BPA  Operating 
Level  by  1  percentage  point  for  each 
percentage  point  or  major  fraction 
thereof  (0.5  or  greater)  by  which  the 
average  leading  power  factor  or  average 
lagging  power  factor  is  below  95 
percent.  BPA  may  elect  to  waive  the 
adjustment  for  power  factor  in  whole  or 
in  part. 

H.  Outage  Credit. 

Pursuant  to  section  7  of  the  General 
Contract  Provisions,  BPA  shall  provide 
an  outage  credit  to  any  DSI  to  whom 
BPA  is  unable  to  deliver  the  foil  biUing 
demand  during  that  billing  month  due 
to  an  outage  on  the  facilities  used  by 
BPA  to  deUver  Industrial  Firm  Power. 
Such  credit  shall  not  be  provided  if  BPA 
is  able  to  serve  the  DSI's  load  through 
the  use  of  alternative  facilities  or  if  the 
outage  is  for  less  than  30  minutes.  The 
amount  of  the  credit  shall  be  calculated 
according  to  the  provisions  of  section 
m.C.2.  of  the  GRSPs. 

I.  Interim  Rate  Adjustment. 

The  hiterim  Rate  Adjustment  (IRA) 
described  in  section  III.C.5  of  the  GRSPs 
shall  be  applied  to  all  power  purchases 
under  the  rate  schedule  if  the  balance  of 
BPA's  financial  reserves:  (1)  Falls  below 
the  IRA  trigger  point  at  the  end  of  FY 
1994;  and  (2)  the  Administrator  elects, 
at  his  discretion,  to  implement  the  IRA. 
An  increase  not  to  exceed  10  percent 
shall  be  appUed  to  the  VI-91  rate 
schedule  consistent  with  the  procedures 
to  adjust  the  Variable  Industrial  rate  and 
the  provisions  of  the  Variable  Rate 
Contract.  A  uniform  adjustment  will  be 
made  only  if  it  causes  demand  and 
Plateau  Energy  charges  and  the  First 
Quartile  Service  Discount  to  increase. 

The  Interim  Rate  Adjustment  shall  be 
appUed  in  the  following  manner 

|l-t-(IRA%/100)l  multiplied  by  the  demand 
and  Plateau  energy  cliarges  contained  in 
section  ID.  Al  of  this  rate  schedule  and 
to  the  First  Quartile  Service  Discount 
specified  in  Section  in.A.2  of  this  rate 
schedule. 


The  Lower  and  Upper  Rate  Limits 
stated  in  sections  IILA.3  and  III.A.4  of 
this  rate  schediile  shall  be  adjusted  by 
an  amount  equal  to  the  diange,  in  mills 
per  kilowatt-hour,  to  the  Platoau  Energy 
charge  due  to  application  of  the  Interim 
Rate  Adjustment  The  adjusted  rate 
parameters  shall  be  used  for  billing 
purposes  and  supersede  the  rate  charges 
subject  to  the  adjustment  contained  in 
section  m.A  of  this  rate  schedule.  The 
adjusted  rate  parametera  shall  also  be 
used  in  subsequent  rate  adjustments 
pursuant  to  section  in.B  of  this  rate 
schedule  and  to  subsequent  biennial 
adjustments  to  the  lower  rate  limit 
pursuant  to  section  VI.B  of  this  rate 
schedule. 

Section  Vn  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resource  categories  to  the 
VI-91  rate  is  89.2  percent  Exchange  and 
10.8  percent  New  Resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  imder 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C.  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  SI-93  Special  Industrial 
Power  Rate 

Section  L  Availability 

This  rate  schedule  is  available  to  any 
DSI  purchaser  using  raw  minerals 
indigenous  to  the  region  as  its  primary 
resource  and  qualifying  for  this  special 
power  pursuant  to  Uie  procedures 
established  in  section  7(d)(2)  of  the 
Northwest  Power  Act.  This  schedule  is 
available  for  the  contract  purchase  of 
this  special  class  of  industrial  power 
and  also  for  the  purchase  of  Auxiliary 
Power  if  requested  by  the  DSI  and  made 
available  by  BPA.  Schedule  SI-93 
supersedes  schedule  SI-91  which  went 
into  effect  on  October  1, 1991.  Sales 
imder  this  schedule  are  made  subject  to 
BPA's  General  Rate  Schedule  Provisions 
(GRSPs). 

Section  II.  Rate 

A  separate  billing  adjustment  for  the 
value  of  the  reserves  provided  by 
purchasers  of  this  special  class  of 
Industrial  Power  is  not  contained  in  the 
rate  schedule;  the  adjustment  is 
reflected  in  the  Special  Industrial  Power 
Rate  charges. 

A.  Demand  Charge. 

1.  $3.54  per  kilowattmonth  of  billing 
demand  occurring  during  all  Peak 
Period  houre. 

2.  No  demand  charge  during  Offpeak 

Period  hours. 


B.  Energy  C3utrge. 

1. 19.5  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
September  trough  March; 

2. 14.4  mills  per  kilowatthour  of 
billing  ener^  for  the  billing  months 
April  througQ  **'gust 

Section  m.  Billing  Factora 

A.  Billing  Demand. 

Hie  billing  demand  for  power 
purchased  under  the  Standard  Special 
Industrial  Power  rate  shall  be  the  BPA 
Operating  Level  during  the  Peak  Period 
as  adjxisted  for  power  mctor.  If  there  is 
more  than  one  BPA  Operating  Level 
during  the  Peiak  Period  within  a  billing 
month,  the  billing  demand  shall  be  a 
weighted  average  of  the  Peak  Pviod 
BPA  Operating  Levels  for  the  billing 
month.  The  BPA  Operating  Level  is 
defined  in  section  in.A.10  of  the  GRSPs. 

However,  if  BPA  has  agreed,  purauant 
to  section  4  of  the  direct  service 
indiistrial  power  sales  contract,  to  sell 
Special  Industrial  Power  on  a  daily 
demand  basis  (transitional  service),  BPA 
shall  instead  bill  the  purchaser  in 
accordance  with  the  provisions  of 
section  V.C  of  the  GRSPs. 

B.  Billing  Energy. 

The  billing  en«rgy  under  the  Special 
Industrial  rate  shall  be  the  Measiired 
Energy  for  the  billing  month,  minus  any 
kilowatthoura  on  which  BPA  assesses 
the  charge  for  imauthorized  increase. 

Section  IV.  Adjustments  and  Special 
Provisions 

A.  Curtailments. 

BPA  shall  charge  the  DSI  for 
curtailments  in  accordance  with  the 
provisions  of  the  DSI's  power  sales 
contract.  Any  cxulailment  charge  levied 
shall  be  computed  using  the  Special 
Industrial  Power  rate. 

B.  Unauthorized  Increase  Charge. 

1.  Bate  for  Unauthorized  Increas*' 
100.0  mills  per  kilowatthour. 

2.  Application  of  the  Charge.  During 
any  billing  month,  BPA  may  assess  the 
unauthorized  increase  charge  on  the 
number  of  kilowatthoura  associated 
with  the  DSI  Measured  Demand  in  any 
one  60-minute  clock-hour,  before 
adjustment  for  power  factor,  that  exceed 
the  BPA  Operating  Level  for  that  dock- 
hour,  regardless  of  whether  such 
Measured  Demand  occura  during  the 
Peak  or  Offpeak  Period. 

C.  Power  Factor  Adjustment. 
The  adjustment  for  power  factor, 

when  specified  in  this  rate  schedule  or 
in  the  power  sales  contract,  shall  be 
made  in  accordance  with  the  provisions 
of  both  this  section  and  section  m.Cl 
of  the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  ^:tor  at  which 
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energy  is  supplied  duriag  the  billing 
month  is  less  than  95  percent 

To  make  the  pofwer  bdtat  edjustment 
for  service  under  the  Special  Industrial 
Power  rate.  BPA  shall  incrsase  the 
billing  demand  by  1  percentage  point 
for  each  percentage  point  or  maior 
Erection  thereof  (0.5  or  greater)  by  which 
the  average  leading  power  Cactor  or 
average  lagging  power  factor  is  below  95 
percent.  BPA  may  elect  to  waive  the 
ad^istmant  for  power  factor  in  whole  or 
in  part 

D.  Outage  Credit 

Pursuant  to  section  7  of  the  General 
Contract  Provisions,  BPA  shall  provide 
an  outage  credit  to  any  purchaser  for 
those  hours  for  which  BPA  is  unable  to 
deliver  the  foil  billing  demand  during 
that  billing  month  due  to  an  outage  on 
the  fadlitiee  used  by  BPA  to  delivw 
Special  Indxiatrial  Power.  Such  credit 
shall  not  be  provided  if  BPA  is  able  to 
serve  the  purchaser's  loed  through  the 
use  of  ahamative  fadlities  or  if  the 
outage  is  for  lass  than  30  minutes.  The 
amount  of  the  credit  shall  be  calculated 
according  to  the  provisions  of  section 
in.C2  of  the  GRSPs. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  SI-93  rats  is  not  baaed  on  the 
cost  of  resources. 

B.  The  forecaAed  average  cost  of 
resources  available  to  BPA  under 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  CE-93  Emei^gBncy  Capacity 

Rate 


Section  4.  Availability 

This  schedule  is  available  for  the 
purchase  of  capacity  provided  the 
purchaser  requests  such  capacity  and 
BPA  has  determined  that  capacity 
availohle  for  such  purpose.  This 
schedule  is  available  when: 

A.  Whmi  an  smergoHry  exists  on  the 
purchaser's  system,  or 

B.  When  the  purchaser  wishes  to 
displace  higheisxMt  firm  capacity 
resoiut»s  which  are  otherwise  available 
to  meet  the  purchaser's  load. 

This  schedule  supersedes  Sdiedule 
CE-91  which  went  into  efiisct  on 
October  1. 1991.  Sales  under  this 
schedule  are  made  subject  to  BPA's 
General  Rate  Schedule  Provisions. 

Section  n.  Rate 

A.  Demand  Charge. 
As  mutually  agreed  by  BPA  and  the 
purchase,  up  to  S0.31  per  kilowatt  of 


demand  per  calendar  day  or  portioa 
thereof. 

B.  InterUe  Charge. 

The  demand  charge  spedfiad  above 
shall  be  incraaaed  by  $0.04  par  kilowratt 
per  day  for  capacity  made  available  at 
the  Oregon-Califbmia  or  Oregon-Nevada 
border  for  delivory  over  the  Pacific 
Northwest-Pacific  Southwest  (Southern) 
Intertie. 

Section  m.  Billing  Factors 

The  billing  demand  shall  be  the 
maximum  amount  request  bv  the 
purchaser  and  made  available  by  BPA 
during  a  calendar  day.  If  BPA  is  unable 
to  meet  subseouent  requests  by  a 
purchaser  for  delivery  at  the  demend 
previously  established  during  such  day. 
the  billing  demand  for  that  day  shall  be 
the  lower  demand  which  BPA  is  able  to 
supply. 

Section  IV.  Billing  Period 

Bills  shall  he  rendered  monthly. 
Section  V.  Special  Provisirai 

Energy  delivered  with  such  capacity 
shall  be  returned  to  BPA  within  7  days 
of  the  date  of  deliverv  and  shall,  be 
returned  at  times  and  rates  of  delivery 
agreed  to  by  both  the  purchaser  and 
BPA  prior  to  delivery.  BPA  may  agree  to 
accept  the  return  energy  after  the 
normal  7  day  return  period  provided 
that  such  delay  has  been  mutually 
agreed  upon  prior  to  delivery. 

Sectico  VL  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resource  categories  to  the 
CE-93  rate  is  93  percent  Exchange  and 
7  percent  New  Resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  conditions  is  19.6  mills 
per  kuowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  NR-93  New  Resource  Firm 
Power  Rate 

Section  I.  Availability 

The  schedule  is  available  for  the 
contract  purchase  of  firm  power  or 
capacity  to  be  used  within  the  Pacific 
Northwest.  New  Resource  Firm  Power  is 
available  to  investor-owned  utilities 
(lOUs)  under  net  requirements  contracts 
for  resale  to  ultimate  consimiers.  direct, 
consumption,  or  use  in  construction, 
test  and  start  up.  and  station  service. 
New  Resource  Firm  Power  also  is 
available  to  any  public  body, 
coopwative.  or  Federal  agency  to  the 
extent  such  power  is  needed  to  serve 


any  New  Large  Single  Load.  In  addition. 
BPA  may  make  this  rate  available  to 
those  parties  participating  in  exchange 
agreements  that  use  this  rate  schedule  as 
the  basis  for  detMmining  the  amount  or 
value  of  power  to  be  exdianged.  This 
schedule  supersedes  Schedule  NRr-91 
which  went  into  effect  on  October  1. 
1991.  Sales  under  this  schedule  are 
made  subject  to  BPA's  General  Rate 
Schedule  ProvisioDS  (GRSPs). 


Section  n.  Rate 

A.  Demand  Charge. 

1.  $5.11  perkilowattmonth  of  billing 
demand  occurring  during  all  Peak 
Period  hours. 

2.  No  demand  diarge  during  OHipeak 
Period  hours. 

B.  Energy  Charge. 

1.  29.3  mills  per  kilowatthour  of 
billing  energy  for  the  billing  months 
September  through  March. 

2.  23.8  mills  per  kilowatthour  of 
billing  enwgy  for  the  billing  months      - 
April  through  August. 

Section  m.  Billing  Factors 

In  this  section  billing  factors  are  listed 
for  computed  requirements  purchasers 
(section  ni.A),  metered  requirements 
purdiasers,  and  those  purchasers  not 
covered  by  section  III.A  (section  III.B). 

A.  Computed  Requirements 
Purchasers. 

Purchasers  designated  by  BPA  as 
computed  requirements  purchasers 
piirsuant  to  power  sales  contracts  shall 
be  billed  in  accordance  %vith  the 
provisions  of  this  section.  ^ 

1.  Billing  Demand. 

The  bil^g  demand  for  actual, 
planned,  and  contracted  computed 
requirements  purchasers  shall  be  the 
hioher  of  the  billing  factors  "a"  and  "b" 
below: 

a.  The  lower  ot 

(1)  The  larger  of  the  Computed  Peak 
Requirement  or  the  Computed  Average 
Energy  Requirement:  at 

(2)  The  Measured  Demand,  iwfore 
adjustment  for  power  factor. 

b.  The  lower  of: 

(1)  the  Computed  Peak  Requirement; 
m 

(2)  60  percent  of  the  highest 
Computed  Peak  Requirement  during  the 
previous  11  billing  months  (Ratchet 
Demand). 

2.  BUIiiig  Energy. 

The  billing  energy  for  actual,  planned, 
and  contracted  ccHnputed  requirements 
purchasers  shall  be: 

a.  For  the  months  September  through 
March,  the  sxun  of: 

(1)  49  percent  of  the  Measured 
Energy;  and 

(2)  51  percent  of  the  Computed 
Energy  Maximum 
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b.  For  the  months  AptH  thrau^ 
August,  the  sum  of: 

(1)  41  percent  of  the  Meesuxed 
Eneigy:  and 

(2)  59  percent  of  the  Computed 
En«sy  Maximum. 

B.  Metered  Requirements  Purchasers 
and  Other  Purchasers  Not  Covered  By 
Section  M^  Above. 

PuidisAas  designated  as  metered 
requirements  customers  and  purchasers 
taking  po%var  under  this  rate  schedule 
who  are  not  othwwise  covered  t^ 
section  III.A  shall  be  billed  as  follows: 
I  1.  Billing  Demand. 
I  The  billuig  demand  shall  be  the 
Measured  Demand  as  adjusted  for 
po%ver  factor,  unless  otherwise  sped&ed 
in  the  power  sales  contract  Hoiirever. 
purchasers  who  previously  used  the 
Firm  Energy  rate  sdiedule,  FE-2.  either 
in  the  computation  of  their  power  biUs 
or  in  the  detennination  of  the  value  of 
an  exduuige  account,  shall  not  be 
charged  for  demand  under  this  rate 
schedule. 

I   2.  Billing  Energy. 
'  The  billing  eneigy  shall  be  the . 
Measured  Energy,  imless  otherwise 
specified  in  the  power  sales  contract. 

Section  IV.  Adjustments  and  Special 
Provisions 

A.  Power  Factor  Ad justment. 
The  adjustment  for  power  fector, 

.  hen  specified  in  this  rate  sdiedule  or 
in  the  power  sales  contract,  shall  be 
made  in  accordance  with  the  provisicms 
of  both  this  section  and  section  m.Cl  of 
the  GR9*s.  The  adju8tm«it  ^all  be 
made  if  the  average  leading  power  fisctor 
or  average  lagging  power  factor  at  whidi 
energy  is  supplied  during  the  billing 
month  is  less  than  95  percent 

To  make  the  power  factor  adjustment 
BPA  shall  increase  the  billing  demand 
by  1  percentage  point  fot  eadi 
percentage  pc^t  or  major  fraction 
thereof  (0.5  or  greater)  by  which  the 
average  leading  power  bctor  or  average 
lagging  power  factor  is  below  95 
percmit  BPA  may  elect  to  waive  die 
adjustment  for  power  factor  in  whole  or 
in  part 

B.  Irrieation  Discount. 

BPA  uall  apply  an  irrigation  ' 
discount,  equal  to  4.9  mills  per 
kilowatthour,  to  the  charges  for 
qualifying  enemr  purchased  under  this 
rate  sdiedule.  The  discount  shall  apply 
only  to  energy  purchased  during  tlM 
billing  months  of  April  throu^  Odobw. 
Eligibility  for  the  irrigaticm  discount  and 
reporting  requirements  shall  be 
determined  pursuant  to  section  IILC4  of 
theGRSPs. 

C  Conservation  Surcharge. 

The  Conservation  Surdiaige  diall  be 
applied  in  accordance  with  section 


L 


m.C.7  of  the  GRSPs  and  subeequent  to 
any  other  rate  adjustments. 

D.  (/nmit/ionzed  iRcreosa. 

BPA  shall  apply  the  diarga  for 
Unauthorized  Increase  to  any  purchaser 
of  New  Resource  Firm  Power  taking 
demand  and/or  energy  in  excess  of  its 
contractual  entitlement 

1.  Rate  for  Unauthorized  Increase. 
100.0  mills  per  kihiwatthour. 

2.  Calculation  of  the  Unauthorixed 
Increase. 

Each  60-minute  dod^-hour  integrated 
or  scheduled  demand  riiall  be 
considered  separately  in  dilarminins 
the  amount  which  may  be  ooosiderBa  an 
imauthoriaed  increase.  BPA  dull  first 
determine  die  amoimt  of  unauthorised 
increase  related  to  demand  and  shall 
then  treat  any  remaining  unauthorized 
increase  as  energy-related. 

a.  Unauthorized  Increase  in  Demand. 
That  portion  of  any  Measured 

Demand  during  Peak  Period  hours, 
before  adjustment  for  power  bdor.  that 
exceeds  the  demand  which  the 
purchaser  is  contractually  entitled  to 
take  during  the  billing  month  and  that 
cannot  be  assigned: 

(a)  To  a  class  of  power  which  BPA 
delivers  on  such  hour  pursuant  to 
contracts  between  BPA  and  the 
purchaser,  or 

(2)  To  a  type  of  povrer  which  the 
purchaser  acquires  bam  sources  other 
than  BPA  and  which  BPA  delivers 
during  such  hour,  shall  be  billed: 

(a)  In  accordance  with  the  provisians 
of  the  "Relief  for  Overrun"  exhibit  to 
the  power  sales  contract;  or 

(b)  If  such  eidiibit  does  not  apply  or 
is  not  a  part  of  the  purchaser's  power 
sales  contract,  at  the  rate  for 
Unauthorized  Increase,  based  on  the 
amount  of  energy  associated  with  the 
excess  demand. 

b.  Unauthorized  Increase  in  Energy. 
The  amount  of  Meas\ired  Energy 

during  a  billing  month  that  exceeds  the 
amount  of  energy  which  the  purchaser 
is  contractually  entitled  to  take  during 
that  month  and  that  cannot  be  assi^ad: 

(1)  To  a  class  of  power  that  BPA 
delivers  during  such  month  pursuant  to 
contracts  between  BPA  and  me 
purchaser;  or 

(2)  To  a  type  of  power  that  the 
purchaser  acquires  6t>m  sources  other 
than  BPA  and  that  BPA  delivers  during 
such  mcHith,  shall  be  billed: 

(a)  In  accordance  with  the  provisions 
of  the  "Relief  from  Overrun"  exhibit  to 
the  power  sales  ctmtrad;  or 

(b)  As  unauthorized  increase  if  such 
exhibit  does  not  appfy  or  is  not  a  part 
of  the  purdiaser's  power  sales  contract 

E.  CoincidenbU  Billing  Adj^atmerA. 
Pim^asers  of  New  Resource  Fiim 
Power  who  are  billed  on  a  coinddantal 


basis  and  who  have  divasdty  chaigas  or 
diversity  fKlors  spedflad  in  their  power 
sales  contracts  shall  havB  their  charges 
for  billing  demand  adjusted  according  to 
the  provisions  of  section  DLCe  of  the 
GRSPs.  Computed  rsquiremants 
puidiasers  are  not  subject  to  the 
Coinddental  Billing  Adjustment  for 
scheduled  povrer. 

F.  Outage  Credit. 

Pursuant  to  sedion  7  of  the  General 
Contrad  Provisions.  BPA  shall  provide 
an  outage  credit  to  any  purchaaer  for 
those  hours  for  «diidi  BPA  is  unabte  to 
ddiver  the  full  bilUng  demand  during 
the  billing  month  due  to  an  outage  on 
the  facilities  used  by  BPA  to  deliver 
New  Resource  Firm  Power.  Sudi  credit 
shaU  not  be  provided  if  BPA  is  abla  to 
serve  the  purchase's  load  through  die 
use  of  altemadve  facilities  or  if  the 
outage  is  Cor  less  than  30  minutes.  The 
amount  of  the  credit  shall  be  calculated 
according  to  the  provisions  of  section 
IILC2ofdieQlSPs. 

G.  Energy  Return  Surcharge. 

Any  purchaser  who  preschedules  in 
accordance  with  sections  2(aK4)  and 
2(c)(2)  of  Exhibit  E  of  die  Power  Sales 
contract  and  who  returns,  during  a 
single  o^peak  hour,  more  than  60 
percent  of  the  difiiBrenoe  between  that 
purchase's  billing  demand  and 
estimated  computed  awage  energy 
requirement  fw  the  billing  month  shall 
be  subjed  to  the  following  surchargs  for 
eadi  additional  kilowatthour  so 
returned: 

1.  3.94  mills  per  kilowatthour  for  the 
months  of  April  through  October,  and 

2. 1.67  miUs  per  kilowatthour  for  the 
months  of  November  throu^  March. 

H.  Intmm  Rate  Adjustment 

The  Interim  Rate  Adjustment  (IRA) 
described  in  section  ni.C5  of  die  OlSPs 
shall  be  applied  to  all  power  purchases 
under  the  NR-03  rate  schedule  if  the 
balance  of  BPA's  finandal  reserves:  (1) 
fells  below  die  OLA  trigger  point  at  die 
end  of  FY  1994;  and  (2)  the 
Administrator  elects,  at  his  diacredon. 
to  implement  the  IRA.  An  increase  not 
to  exceed  10  percent  shall  be  applied 
uniformly  to  the  demand  and  energy 
charges  contained  in  sacdons  ILA  and 
ILB  of  diis  rate  schedule.  The  IRA  shall 
be  applied  in  the  following  mannar 

(1-KIRS%/100)]  multipliad  by  dw  daBoand 
aiMi  enaigjr  chargat  oootaiaed  lo  sactioDt 
II.A  and  ILB  ofdiis  late  scfaeduls. 

Secdon  V.  Raaouroe  Cost  Contribution 

BPAlias  made  the  following 
determinadons: 

A.  The  approximate  coat  contribution 
of  diffarant  nsouroe  categories  to  the 
NR-93  rata  is  80.6  percent  Exchange 
and  10.4  percent  New  Raaouroes. 
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B.  Tha  foracMtad  «v«nge  cost  of 
resouroM  avsiUile  to  BPA  under 
avenoe  vratar  conditians  is  19.6  mills 
per  kuowratthour. 

C  The  fcracMted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  SP-93  Surplus  Firm  Power 

Rate 

Section  L  Availability 

This  rate  sdiedule  is  available  for  the 
purchase  of  Surpliu  Firm  Power  for  the 
period  ending  September  30, 1998, 
including  purchases  under  the  Western 
Systems  Power  Pool  (WSPP) 
agreements.  BPA  is  not  obligated  to 
make  power  or  energy  available  under 
this  rate  sdiedule  if  such  power  or 
energy  would  displace  sales  under  the 
IF-93,  VI-91.  PF-93,  or  NR-93  rate 
schedules.  Schedule  SP-93  supersedes 
schedule  SP-91  and  assodatea  General 
Rate  Schedule  Provisions  (GRSPs).  Sales 
under  this  schedule  are  made  subject  to 
BPA's  GRSPs. 

Section  n.  Rate. 

A.  Contract  Rata. 

1.  Demand  Charge. 

a.  For  contracts  that  spedfy  12 
months  of  service  per  year.  $61.32  per 
kilowatt  per  year  of  Contract  Demand 
billed  monthly  at  the  rate  of  $5.11  per 
kilowatt  of  Contract  Demand  occurring 
diiring  all  Peak  Period  hours  in  each 
billing  month. 

b.  I^r  contracts  that  spedfy  service 
for  fewer  than  12  months  per  year,  the 
monthly  demand  charge  shall  be 
assessed  only  for  the  spedfied  service 
months  at  the  rate  of  $5.11  per  kilowatt 
of  Billing  Demand  occurring  during  the 
Peak  Period  plus: 

$5.11  (12-«pecified  lervica  months)  .25 
specified  wrvice  months 

c  No  demand  charge  during  0^>eak 
Period  hours. 

2.  Energy  Charge.  27.3  mills  per 
kilowatthour  of  billing  energy. 

B.  Flexible  Rate. 

Energy  charges  or  demand  and  energy 
charges  may  be  spedfied  at  a  higher  or 
lower  average  rate  as  mutually  agreed  by 
BPA  and  the  purchaser.  In  no  case  shall 
the  rata  exceed  100  percent  of  the  fixed 
and  variable  unit  costs  of  generation  and 
transmission  of  BPA's  bluest  cost 
resource  induding  exchange  resources. 
No  resource  cost  determination  is 
needed  for  sales  at  less  than  or  equal  to 
the  Contract  rate. 

C  Intertie  Chargfi. 

Rates  in  sections  II.A  and  n.B  that 
equal  or  exceed  the  Contract  rate  shall 
be  increased  by  the  following  charges 


for  transactions  over  the  Padfic 
Northwest-Padfic  Southwest  Intwtie. 

1.  $.63  per  kilowatt  per  month  of 
billing  demand  and 

2. 1.43  mills  per  kilowatthour  of 
billing  energy. 

Rates  in  section  ILB  having  an  energy- 
only  charge  that  equals  or  exceeds  34.3 
mills  per  kilowatthour  shall  be 
increased  by  2.8  mills  per  kilowatthour 
for  transactions  over  the  Padfic 
Northwest-Padfic  Southwest  btertie. 

Section  m.  Billing  Factors 

The  billing  factors  shall  be  the 
Measured  Demand  and  Measured 
Energy,  unless  otherwise  spedfied  in 
the  contract. 

Section  IV.  Adjustments  and  Spedal 
Provisions 

Power  Factor  Adjustment. 

The  adjustment  ror  power  factor  for 
BPA  customers  that  are  billed  for 
Siuplus  Firm  Power  (m  metered 
amounts,  when  spedfied  in  this  rate 
schedule  or  in  the  contract,  shall  be 
made  in  accordance  with  the  provisions 
of  both  this  section  and  section  m.Cl 
of  the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  factor  at  which 
energy  is  supplied  during  the  billing 
month  is  less  than  95  percent. 

To  make  the  power  factor  adjustment, 
BPA  shall  increase  the  billing  demand 
or  energy  by  1  percentage  point  for  each 
percentage  point  or  major  miction 
thereof  (0.5  or  greater)  by  which  the 
average  leeding  power  factor  or  average 
lagging  power  factor  is  below  95 
percent.  BPA  may  elect  to  waive  the 
adjustment  for  power  factor  in  whole  or 
in  part. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resources  categories  to  the 
SP-93  rate  is  91.4  percent  Exchange  and 
8.6  percent  New  Resoiiroes. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  NF-93  Nonfirm  Energy  Rate 

Section  I.  AvailabiUty 

This  schedule  is  available  for  the 

Eurchase  of  nonfirm  energy  to  be  used 
oth  inside  and  outside  the  United 
States  including  sales  imder  the 
Western  Systems  Power  Pool  (WSPP) 
agreements  and  sales  to  consumers.  This 
schedule  also  applies  to  energy 


delivered  for  emergency  use  imder  the 
conditions  set  forth  in  section  V.A  of  the 
General  Rate  Schedule  Provisions 
(GRSPs).  BPA  is  not  obligated  to  offer 
nonfirm  energy  to  any  purchaser  that 
results  in  displacement  of  firm  power 
purdiases  under  BPA's  Power  Sales 
Contracts.  The  offer  of  nonfirm  energy 
under  this  schedule  shall  be  determined 
by  BPA.  Schedule  NF-93  supersedes 
Schedule  NF-91  which  went  into  effed 
on  October  1, 1991.  Sales  under  this 
schedule  are  made  subject  to  BPA's 
GRSPs. 


Section  II.  Rates 

The  average  cost  of  nonfirm  energy  is 
21.9  mills  per  kilowatthour.  The  NF-93 
rate  schedule  provides  for  upward  and 
do%vnward  pridng  flexibility  firom  this 
average  nonfirm  energy  cost.  All  rates 
and  any  subsequent  adjustments 
contained  in  this  rate  schedule  shall  not 
exceed  in  total  the  NF  Rate  Cap  defined 
in  section  IV.C  of  the  GRSPs. 

1.  Standard  Rate. 

The  Standard  rate  is  any  offered  rate 
not  to  exceed  26.3  mills  per 
kilowatthour. 

B.  Market  Expansion  Rate. 

The  Market  Expansion  rate  is  any 
offered  rate  below  the  Standard  rate  in 
effied.  BPA  may  have  one  or  more 
Market  Expansion  rates  in  effect 
simultaneously. 

C.  Incremental  Rate. 

The  Incremental  rate  is  the 
Incremental  Cost  of  energy  plus  2.0 
mills  per  kiloMratthour,  where  the 
Incremental  Cost  is  defined  as  all 
identifiable  costs  (expressed  in  milb  per 
kilowatthour)  that  BPA  would  have 
avoided  had  it  not  produced  or 
purchased  the  energy  being  sold  under 
this  rate. 

D.  Contract  Rate. 

The  Contract  rate  is  14.4  mills  per 
kilowatthour  of  billing  energy. 

Section  m.  Adjustments  to  Rates 

A.  Guaranteed  Delivery  Surcharge. 
A  s\ircharge  of  2.0  mills  per 

kilowatthour  of  billing  energy  is  applied 
to  guaranteed  delivery  of  nonfirm 
energy  under  the  Standard  rate  and 
Market  Expansion  rate. 

B.  Intertie  Charge. 

The  Intertie  Charge,  on  rate  offers 
imder  any  of  the  rates  spedfied  above, 
for  sale  of  nonfirm  energy  scheduled  for 
delivery  over  Padfic  Northwest-Padfic 
Southwest  Intertie  shall  be: 

1.  Inapplicable  for  rate  offiers  of  less 
than  21.9  mills  per  kilowatthour, 

2.  At  the  discretion  of  BPA,  from  lero 
through  2.8  mills  per  kilowatthour,  for 
rate  offers  of  21.9  mills  per 
kilowatthour.  or 
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3. 2.8  mills  per  kilowmtthour.  for  nte 
offers  greater  than  21.9  mills  par 
kilow^thour. 

Section  IV.  Billing  Factors 

The  billing  eneisy  ibr  nonfirm  energy 

Eurchased  under  this  rate  schedule  shall 
B  the  Measured  Energy  unless 
otherwise  ^Mcified  by  contract 

SectioD  V.  Application  and  Eligibility 

Any  time  that  BPA  has  nonfirm 
energy  for  sale,  the  Standard  rate,  die 
Maricet  Expansion  rate,  the  Incremental 
rate,  the  Contract  rate,  or  a  combinaticm 
of  these  rates  may  be  in  effect 

A.  Standard  Rate.  * 
The  Standard  nAa: 

1.  is  available  bx  all  purchases  of 
nonfirm  mergy;  and 

2.  applies  to  nonfirm  energy 
purchased  pursuant  to  the  Relief  from 
Ovemm  Eidubit  to  the  power  sales 
contract 

B.  Marlret  Expansion  Rate. 

1.  Application  of  the  Market 
Expansion  rate. 

The  Market  Expension  rate  applies 
when  BPA  determines  that  all  markets 
at  the  Standard  rate  have  been  satisfied 
and  BPA  otfen  additional  nonfirm 
energy. 

2.  Morfcet  ExTxnisfon  Rate 
Qfialifkxdion  Criteria.  

fa)  order  to  purdiase  nonfirm  energy 
at  the  Market  Expansion  rate,  a 
purchaser  must: 

a.  Have  a  displaceable  resource, 
displaceable  purchase  of  electricity,  or 

b.  Be  an  enid-user  loed  with  a 
displaceable  ahemative  fuel  source. 

tn  addition,  a  purdiasw  must 
demonstrate  one  of  the  following: 

a.  Shutdown  or  reduction  of  the 
output  of  the  displaceable  resource  in 
an  amount  equal  to  the  amount  of 
Market  Expansion  rate  energy 
purchased;  or 

b.  Reduction  of  a  displaceable 
purchase  and  the  output  of  the  resource 
associated  writh  that  purdiase,  in  an 
amoxmt  equal  to  the  amount  of  Market 
Expansion  rate  energv  purchased:  or 

c  Shutdo«yn  or  reduction  of  the 
identified  output  of  the  resource(s) 
indirectly  in  an  amount  equal  to  the 
amount  of  Maiket  Expansion  rate  energy 
purchased  (for  example,  the  purdiase 
may  be  used  to  run  a  pumped  storage 
unithor 

d.  Decrease  of  an  mid-user  alternate 
fuel  source  in  an  amount  equivalent  to 
the  amount  of  Market  Expansion  rata 
eoernr  purchaaed. 

3.  El^ility  Criteria  for  Market 
Expansion  rate. 

a.  When  only  cme  Maiket  Expannon 
rate  is  ofiiered: 

Purchasers  qualifying  under  section 
V.B.2  who  purchased  ncmfirm  energy 


directly  from  BPA  an  aUgiUe  to 
purchase  power  mkUr  this  Maikat 
Expansion  rate  offered  if  the 
decramental  cost  of  the  qualifying 
resource,  purchase,  or  qualifying 
alternative  fuel  aourca  is  Umm  than  the 
Standard  rate  in  effect  phis  2.0  miUs  par 

kilowatthour. 

Purchasers  qualifying  imder  secUon 
V3^  who  ptuchaae  nonfirm  enaqgr 
through  a  third  party  an  digible  to 
purchase  power  under  the  Market 
Expansion  rate  offered  if  the  cost  of  the 
qualifying  alteinrtive  tuai  soukx  is 
lower  than  the  Standard  rate  in  efiect 
plus  4.0  mills  per  Idlowatthour. 

b.  When  more  than  one  Market 
Expansion  rate  is  offered: 

Purchasers  qualifying  under  section 
V.B.2  who  purchase  nonfirm  energy 
directly  from  BPA  are  eligible  to 
purchase  power  under  the  Market 
Expansion  rate  if  the  decramental  cost 
of  the  qualifying  resource,  purchase,  or 
qualifying  alternative  fuel  source  is 
lower  than  the  Standard  rate  in  effect 
plus  2.0  mills  per  kilowatthour.  The  rate 
applicable  to  a  purchaser  shall  be  the 
highest  Market  Expansion  rate  offered 
that  is  below  the  purchaser's  qualifying 
decremental  cost  minus  2.0  mills  per 
kilowatthour. 

Purchasers  qualifying  under  section 
V.B.2  who  purchase  nonfirm  energy 
through  a  third  party  are  eligible  to 
purdiase  power  under  the  Maiket 
Expansion  rate  if  the  decremental  cost 
of  the  qualifying  alternative  fuel  source 
is  lower  than  the  Standard  rate  plus  4.0 
mills  per  kilowatthour.  The  rate 
applicable  to  a  purdiaser  shall  be  the 
highest  Market  Expansion  rate  offered 
that  is  below  purdiaser's  qualifying 
decremental  cost  minus  4.0  mills  per 
kilowatthour. 
C  Incranental  Rate. 
The  Incremental  rate  applies  to  sales 
of  energy: 

1.  That  is  produced  or  purchased  by 
BPA  concurrently  with  the  nonfirm 
energy  sale; 

2.  That  BPA  may  at  its  option  not 
produce  or  purchase;  and 

3.  That  has  an  Incremental  Cost 
greater  than  Standard  rate  (plus  the 
Intertie  Charge,  if  applicable)  less  2.0 
mills  mills  per  kilowatthour. 

D.  Contract  Rate. 

The  Contract  rate  applies  to  contracts 
(ex(»pt  poorer  sales  contracts  offered 
pursuant  to  sections  5(b),  5(c),  and  5(g) 
of  the  Northwest  Power  Act)  that  refer 
to  the  Contract  rate: 

1.  For  the  sale  of  nonfirm  meigy:  or 

2.  For  determining  the  value  of 
energy. 

E.  Westmt  Systans  Power  Pool 
Transactioas. 


BPA  may  ndM  •vailabk  noofinB 
•nargy  ior  tiMiMClifaBa  imdar  dM  WSPP 
agreemaot  WSPP  aaUa  ahaU  to  safataot 
to  the  terma  and  oonditiona  apedfted  la 
the  WSPP  agraem^t  and  shall  to 
consistent  writh  ra^ooal  and  public 
preference.  The  rate  for  tianaactioas 
under  the  WSPP  agreement  is  any  rate 
within  tto  limits  specified  by  die 
Standard,  Maikat  Expansion,  and 
Incremental  ratea  but  may  not  exceed 
die  ii«f*«minn  rata  npecified  in  tto 
WSPP  i^MOMOt  Tbe  rale  of  WSPP 
sales  may  differ  from  tto  actual  rata 
ofiered  for  non-WSFP  tranaactfons  in 
any  hour.  The  rate  for  WSPP 
transactions  is  indepandeot  of  any  ottor 
rate  offarad  ooncnnenUy  under  this  rate 
sdiedule  outside  ttot  agreement 

¥.  End-User  Rate. 

BPA  may  agree  to  a  nte  or  rate 
formula  for  nonfirm  enmgy  purcfaaaes 
by  end-users.  Such  rate  or  rate  Cannuk 
shall  to  within  the  limits  specified  Cor 
the  Standard  and  Maiket  Expansion 
rates  but  may  differ  from  tto  actual  i 
offered  during  any  hour. 

Section  VL  Delivery 

A.  Rate  ofDeliverv. 

BPA  shall  determine  tto  amount  of 
nonfirm  energy  to  to  made  available  far 
each  hour.  &idi  determinetion  riiall  to 
made  for  each  applicriile  nonfirm 
energy  rate. 

B.  Guaranteed  Delivery. 

1.  Availability. 

BPA  will  determine  tto  amount  and 
duration  of  nonfirm  energy  to  to  offered 
on  a  guaranteed  basia.  Such  daily  or 
hourfy  amounts  may  to  as  small  as  zero 
or  as  mudi  as  all  tto  nonfirm  energy 
that  BPA  plans  to  offer  for  sale  on  audi 
days. 

2.  Conditions. 

Sctoduled  amounts  of  guaranteed 
nonfirm  energy  may  not  to  dianged 
except: 

a.  When  BPA  and  tto  purdiaser 
mutuaUy  Mrae  to  inaease  or  decrease 
the  scheduled  amounts;  or 

b.  When  BPA  must  reduce  nonfirm 
energy  deUveries  in  order  to  serve  firm 
loeds  because  of  tmexpected  generation 
or  transmiaaion  losses. 

Section  Vn.  Adjustments  and  Special 
Provisions 

A.  The  Interim  Rate  Ad)ustments 
(IRA)  described  in  section  IILC5  of  die 
GRSPs  shall  to  applied  to  tto  maximum 
standard  rate  undw  the  t><F-03  rate 
schedule  if  die  balance  of  BPA's 
financial  reserves:  (1)  Falls  tolow  die 
IRA  triggn-  point  at  the  end  of  FY  1994; 
and  (2)  the  Administrator  elects,  at  his 
direction,  to  implement  the  IRA.  An 
inoeese  not  to  exceed  10  percent  riiall 
to  qipUed  to  tto  NF-93  rate  achedule. 
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Application  of  the  IRA  shall  result  in  a 
new  maximum  Standard  rate,  contained 
in  section  H.A  of  this  rate  schedule. 

The  IRA  shall  be  applied  in  the 
following  manner. 

(14-(IRA%  / 100)1  multipUad  by  26.3  mills 
per  kilowatthour 

Section  vm.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  different  resource  categories  to  the 
average  cost  of  nonfirm  energy  is  94.3 
pflfcent  FBS  and  5.7  percent  New 
Resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  conditiois  is  19.6  mills 
per  kHowatthouir. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedide  SS-93  Share-The-Savings  Rate 

Secticm  L  Availability 

This  rate  schedule  is  available  for  the 
contract  piuchase  of  Nonfirm  Energy 
under  an  experimental  rate  and  is 
limited  to  the  term  of  the  rate 
experiment.  Nonfirm  Energy  will  be 
made  available  under  this  rate  schedule 
for  use  both  inside  and  outside  the 
United  States  for  the  displacement  of  a 
qualifying  resource,  displaceable 
purdiase  of  electridty.  or  oid-user  load 
that  can  be  served  with  alternate  fuel 
soiiroes.  lliis  rate  schedule  is  only 
available  to  purchasers  who  execute  a 
contract  with  BPA  specifying  use  of  the 
Share-the-Savings  Rate.  BPA  is  not 
obligated  to  ofiiar  Ncmfirm  Energy  to  any 
purchaser  that  results  in  displacement 
of  firm  power  purchases  under  BPA's 
Power  Sales  Contracts.  Schedule  SS-93 
supersedes  Schedule  SS-91  which  went 
into  effect  on  October  1. 1991.  Sales 
under  this  schedule  are  made  subject  to 
BPA's  General  Rate  Schedule  Provisions 
(GRSPs). 

Section  n.  Rate 

The  rate  shall  be  a  formula  rate  based 
solely  or  in  part  on  decremental  cost 
information  submitted  by  the  purchaser. 
The  rate  formula  and  decremental  costs, 
for  purposes  of  establishing  charges 
under  tnis  rate  schedule,  shall  be 
defined  in  the  applicable  contract.  The 
rate  formiila  agreed  upon  by  BPA  and 
the  purchasOT  shall  in  no  event  result  in 
a  rate  higher  than  the  NF  Rate  Cap 
defined  in  section  IV.C  of  the  GRSPs  or 
lower  than  1  mill  per  kilowatthour. 

Section  m.  Billing  Factors 

Hie  billing  energy  for  Nonfirm  Energy 
purchased  under  this  rate  sdiedule  shall 


be  the  Measiired  Energy  unless 
otherwise  specified  in  the  Share-the- 
Savings  rate  contract 

Section  IV.  Application  and  Eligibility 

A.  General  Requirements. 

In  order  to  purchase  Nonfirm  Energy 
under  the  Share-the-Savings  Rate,  the 
purchaser  must: 

1.  Have  executed  a  contract  specifying 
application  of  the  Share-the-Savings 
Rate  Schedule. 

2.  Have  a  displaceable  resource, 
displaceable  purchase  of  electricity,  or 
be  an  end-user  load  and  with  a 
displaceable  altemativa  fuel  source. 
End-user  loads  with  alternate  fuel 
sources  may  not  use  the  Decremental 
Cost  of  a  displaceable  purchase  of 
electricity  to  qualify  for  this  rate. 

B.  BPA  Senrice  Priority. 

Offers  of  Nonfirm  Ener:^  under  this 
rate  schedule  shall  be  made  pursuant  to 
the  terms  and  conditions  set  forth  in  the 
Share-the-Savings  rate  contract.  BPA 
will  sell  Nonfirm  Energy  under  this  rate 
schedule  consistent  with  regional  and 
public  preference. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  Hie  SS-93  rate  is  not  based  on  the 
cost  of  BPA  resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  PS-93  Power  Shortage  Rate 

Section  I.  Availability 

This  schedule  is  available  inside  the 
Pacific  Northwest  for  the  purchase  of 
Shortage  Power,  and  may  include 
purchases  made  under  the  Share-the- 
Shortage  agreement.  This  schedule  is 
available: 

A.  To  a  utility  when  a  shortage  exists 
on  its  system  and  the  utility  requests 
power  under  this  rate  schedule,  or  when 
shortage  power  is  being  delivered  to  a 
utility  as  the  result  of  statewide  or 
regionwide  curtailment: 

B.  To  the  direct  service  industrial 
customers  for  purchases  made  pursuant 
to  contracts  other  than  their  Power  Sales 
Contracts;  or. 

C  When  BPA  arranges  for  purchase 
energy  at  the  request  of  a  customer.  BPA 
is  not  obligated  to  make  power  available 
under  this  rate  schedule  unless 
specified  by  contract  Sales  \mder  this 
schedule  are  made  subject  to  BPA's 
General  Rate  Schedule  provisions. 


Section  n.  Rates 

A.  Power  Rate. 

The  power  rate  is  any  offared  rate  not 
to  exceed  100  mills  per  kilowatthoiir. 
The  offered  rate  may  be  specified  as  an 
energy  charge  onfy  or  as  demand  an 
energy  charoBS. 

B.  Brokering  Rate. 

The  brokering  rate  may  be  up  to  1  mill 
per  kilowatthour  for  services  provided 
when  BPA  arranges  for  energy 
purdiases  between  a  third  party  buyer 
and  a  third  party  seller. 

Section  m.  Billing  Factors 

The  billing  factors  shall  be: 

A.  Power  Purchases. 

The  factors  to  be  used  in  determining 
the  bilUngs  for  power  purchases  under 
this  rate  schedide  are  as  follows: 

1.  Billing  Demand. 

The  billing  demand  shall  be  the 
Contract  Demand  as  specified  in  the 
contract  initiating  sucn  arrangement  or 
as  mutually  agreed  to  by  the  parties. 
Otherwise  the  billing  demand  shall  be 
the  Measured  Demand  as  adjusted  for 
power  factor. 

2.  Billing  Energy. 

The  billing  energy  shall  be  the 
Contract  Energy  as  specified  in  the 
contract  initiating  such  arrangement  or 
as  mutually  agreed  to  by  the  parties. 
Otherwise  the  billing  energy  shall  be  the 
Measured  Energy. 

B.  Bn^cering  Services. 
When  BPA  arranges  for  energy 

purdiases  from  a  third  party  buyer,  the 
purchaser  shall  be  billed  for  audi 
services  based  on  the  total  amount  of 
kilowatthours  purchased. 

Section  IV.  Adjustments  and  Spedal 
Provisions 

A.  Power  Fador  Adjustment. 

The  adjustment  for  power  fador  for 
BPA  customers  that  are  billed  for 
shortage  power  on  metered  amoimts. 
when  spedfied  in  this  rate  schediile  or 
in  the  contracts  shall  be  made  in 
accordance  with  the  provisions  of  both 
this  section  and  section  m.Cl  of  the 
GRSPs.  The  adjustment  shall  be  made  if 
the  average  leading  power  fador  or 
average  l»^gg<ng  power  fador  at  which 
energy  is  supplied  during  the  billing 
month  is  less  than  95  percent. 

To  make  the  power  tador  adjustment. 
BPA  shall  increase  the  billing  energy  by 
1  percentage  point  for  each  percentage 
point  or  major  fraction  thereof  (0.5  or 
greatw)  by  which  the  average  leading 
power  fador  or  average  lag^ng  power 
fador  is  below  95  percent  BPA  may 
eled  to  waive  the  adjiistment  for  power 
fador  in  whole  or  in  part. 

B.  Power  Brokering. 

The  charge  for  power  brokering  only 
applies  to  the  smvice  provided  by  BPA 
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of  finding  purchased  power  for  a  third 
party  buyer  from  a  third  parW  teller. 
BPA  may  agree  to  provide  other  servloes 
in  addition  to  finding  purdiaaed  power, 
but  these  services  ahall  be  billed 
separately  at  charges  specified  in  the 
appropriate  rate  schedule(s)  or 
agreementCs).  Such  services  may 
include,  but  are  not  limited  to,  wheeling 
and  load  shaping. 

C  Share-the-Shortage  Transactions. 

In  the  event  a  Share-the-Shortage  type 
agreement,  which  is  currently  being 
discussed,  is  executed,  BPA  may  make 
shortage  power  available  to  participants 
under  such  agreement  Shaie-the- 
Shorta^e  transactions  shall  be  sub)ect  to 
the  terms  and  conditions  s{>ecified  in 
that  agreement.  The  rate  ftxt  transactions 
under  the  Share-the-&(Htage  agreement 
is  any  rate  within  the  limits  specified  by 
the  Power  rate  but  may  not  exceed  the 
maximum  rate  specified  in  the 
agreement.  The  rate  for  Share-the- 
Shortage  transactions  is  independent  of 
any  rate  ofiiared  under  this  rate  schedule 
outside  of  that  agreement. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  approximate  cost  contribution 
of  difiiarent  resource  categories  to  the 
PS-g3  rate  is  based  upon  the  BPA's 
highest  cost  resource  which  currently  is 
an  FBS  resource. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  under 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C.  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

Schedule  RP-93  Reserve  Power  Rate 

Section  I.  Availability 

This  schedule  is  available  for  the 
purchase  of  power: 

A.  In  cases  where  a  purchaser's  power 
sales  contract  states  that  the  rate  for 
Reserve  Power  shall  be  applied; 

B.  For  which  BPA  determines  no 
other  rate  schedule  is  applicable;  or 

C.  To  serve  a  purchaser's  firm  power 
load  in  circumstances  where  BPA  does 
not  have  a  power  sales  contract  in  force 
with  such  purchaser,  and  BPA 
detwmines  that  this  rate  should  be 
applied. 

This  rate  schedule  may  be  applied  to 
power  purchaabd  by  entities  outside  the 
United  States.  This  rate  schedule 
supersedes  Schedule  RP-Ql  which  went 
into  effect  on  October  1, 1991.  Sales 
under  this  schedule  are  made  subject  to 
BPA's  General  Rate  Schedule  Provisions 
(GRSPs). 


Section  n.  Rate 

A.  Demand  Charge. 

1 .  $3.64  per  kilowatt  of  billing 
demand  occurring  during  all  t'eak 
Period  hours. 

2.  No  demand  charge  during  OBpetk 
Period  hours. 

B.  Energy  Charge. 

25.3  mills  per  kilowatthour  of  billing 
energy. 

Section  m.  Billing  Factors 

The  factors  to  be  used  in  determining 
the  billing  for  power  purdiased  under 
this  rate  Khedule  are  as  follows: 

A.  Billing  Demand. 

If  applicable,  the  billing  demand  shall 
be  the  Contract  Demand  as  specified  in 
the  power  sales  contract  Otherwise  the 
billing  demand  shall  be  the  Measiired 
Demand  as  adjusted  for  power  factor. 

B.  Billing  Energy. 

The  bill^g  energy  shall  be  the 
Contract  Demand  miiltiplied  by  the 
nimiber  of  hours  in  the  billing  month, 
if  use  of  the  Contract  Demand  fix 
determining  billing  energy  is  specified 
in  the  power  sales  contract  Otherwise 
the  bilUng  energy  for  such  purchasers 
shall  be  the  Measured  Energy. 

Section  IV.  Power  Factor  Adjiistment 

The  adjustment  for  power  factor, 
when  specified  in  this  rate  schedule  or 
in  the  power  sales  contract,  shall  be 
made  hi  accordance  vrith  the  provisions 
of  both  this  section  and  section  m.Cl 
of  the  GRSPs.  The  adjustment  shall  be 
made  if  the  average  leading  power  factor 
or  average  lagging  power  foctor  at  which 
energy  is  suppUed  during  the  billing 
month  is  less  than  95  percent. 

To  make  the  power  factor  adjustment, 
BPA  shall  increase  the  billing  demand 
by  1  percentage  point  for  eadb 
percentage  point  or  major  fraction 
thereof  (0.5  or  greater)  by  which  the 
average  leading  power  factor  or  average 
lagging  power  &ctor  is  below  95 
percent.  BPA  may  elect  to  waive  the 
adjustment  for  power  factor  in  whole  or 
in  part. 

Section  V.  Resource  Cost  Contribution 

BPA  has  made  the  following 
determinations: 

A.  The  RP-93  rate  is  not  based  on  the 
cost  of  resources. 

B.  The  forecasted  average  cost  of 
resources  available  to  BPA  imder 
average  water  conditions  is  19.6  mills 
per  kilowatthour. 

C.  The  forecasted  cost  of  resources  to 
meet  load  growth  is  55.7  mills  per 
kilowatthour. 

B.  General  Rate  Schedule  Provisions 
(GRSPs). 
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D.  Determination  of  Measured  Demand 
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Vn.  Variable  Industrial  Rate  Parameters  and 
Adjustments 

A.  Monthly  Average  Aluminum  Price 
Determination 

B.  Aimual  Adjustments  to  the  Lawvt  and 
Upper  Pivot  Aluminum  Prices 

Section  I.  Adoption  of  Revised  Rate 
Schedules  and  General  Rate  Schedule 
Provisions 

A.  Approval  of  Rates. 

These  1993  rate  schedtiles  and 
General  Rate  Schedule  revisions 
(GRSPs)  ^all  become  effective  upon 
interim  approval  or  upon  final 
confirmation  and  approval  by  the 
Federal  Energy  Regulatory  Commission 
(FERQ.  BPA  will  request  FERC 
approval  effective  October  1, 1993.  BPA 
proposes  that  the  following  schedules, 
and  the  GRSPs  associated  with  these 
schedules,  be  effective  for  2  years:  PF- 
93,  IP-93.  SI-93,  CB-93,  NR-93,  SS-93. 
NF-93,  PS-93,  and  RP-fl3,  BPA 
proposes  that  the  SP-93  rate  schedule, 
and  the  GRSPs  associated  with  this 
schedule,  be  effective  for  5  years. 

B.  General  Provisions. 

These  1993  rate  schedules,  and  the 
GR^s  associated  %vith  these  rate 
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schedules,  supersede  BPA's  1991  rate 
schedules  (which  became  efbctive 
October  1. 1991)  to  the  extent  sUted  In 
the  Availability  sectloo  of  each  rate 
schedule.  These  schedules  and  GRSPs 
shall  be  applicable  to  all  BPA  contracts, 
including  contracts  executed  both  prior 
to  and  subsequent  to  enactment  of  the 
Northwest  Power  Act  All  sales  of  power 
made  under  these  rate  schedules  an 
subject  to  the  following  acts  as 
amended:  the  Bonneville  Project  Act, 
the  Regional  Prafarence  Act  (Pub.  L.  89- 
552),  the  Federal  Coltunbia  River 
Transmission  System  Act.  and  the 
Northwest  Power  Act 

Section  II.  Types  of  BPA  Service 

A.  Priority  Firm  Power. 

Priority  Firm  Po%ver  is  electric  power 
(capacity,  energy,  or  capacity  and 
energy)  that  BPA  will  make 
continuously  available  for  resale  to 
ultimate  consumera  for  direct 
consumption,  construction,  test  and 
startup,  and  station  service  by  public 
bodies,  cooperatives,  and  Federal 
agencies.  (Construction,  test  and  start- 
up, and  station  service  are  defined  in 
secUon  V3  of  theee  GRSPs.) 

Utilities  participating  in  the  exchange 
under  section  5(c)  of  the  Northwest 
Power  Act  may  purchase  Priority  Firm 
Power  pursuant  to  their  Residwitial 
Purchase  and  Sale  Agreements. 

In  addition,  BPA  may  make  Priority 
Firm  Power  available  to  those  parties 
participating  in  exchange  agreements 
s]}ecifying  \ise  of  the  Pritvity  Firm  rate 
for  determining  the  amount  or  value  of 
power  to  be  exchanged. 

Power  purchased  under  the  rate 
schedule  is  to  be  used  to  meet  the 
purdiaaer's  actual  firm  load  within  the 
Pacific  Northwest.  Such  power  may  be 
restricted  in  accordance  with  the 
Restriction  of  Deliveries  section  of  these 
GRSPs  (section  V.E).  However.  BPA 
shall  not  restrict  Priority  Firm  Power 
tmtil  Industrial  Firm  Power  has  been 
restricted  in  accordance  with  the 
provisions  of  section  II.C  of  these 
GRSPs. 

Priority  Firm  Power  is  not  available  to 
serve  New  Large  SiMJe  Loads. 

B.  New  Hesource  Finn  Power. 

New  Resource  Firm  Power  is  electric 
power  (capacity,  energy,  or  capacity  and 
energy)  that  BPA  will  make 
continuously  available: 

1.  For  any  New  Large  Single  Load, 

2.  For  firm  power  purchased  by 
investor-owned  utilities  (lOUs)  pursuant 
to  power  sales  contracts  with  BPA,  and 

3.  For  construction,  test  and  start-up. 
and  station  service  for  facilities  owned 
or  operated  by  lOUs. 

New  Resource  Firm  Power  is  to  be 
used  to  meet  the  purchaser's  actual  firm 


load  within  the  Pacific  Northwest  Such 
power  may  be  restricted  in  accordance 
with  the  Restriction  of  Deliveries 
section  of  these  GRSPs  (section  V.E). 
However,  BPA  shall  not  restrict  New 
Resource  Firm  Power  tmtil  Industrial 
Firm  Power  has  been  restricted  in 
accordance  with  the  provisions  of 
section  D.C  of  these  GRSPs. 

C.  Industrial  Firm  Power. 
Industrial  Firm  Power  is  electric 

power  that  BPA  will  make  continuously 
available  to  a  direct  service  industrial 
(DSI)  purchaser  pursuant  to  the  DSI's 
power  sales  contract  and  subiect  to: 

1.  The  restriction  applicable  to 
deliveries  of  all  firm  power  pursuant  to 
the  Uncontrollable  Forces  and 
Continuity  of  Service  provisions  of  the 
General  Contract  Provisions  of  the 
power  sales  contract,  and 

2.  The  restrictions  given  in  the 
Restriction  of  Deliveries  section  of  the 
power  sales  contract. 

D.  Special  Industrial  Power. 
Special  Industrial  Power  is  electric 

power  which  BPA  will  make 
continuoiisly  available  to  any  DSI  that 
qualifies  few  the  Special  Industrial 
Power  rate  pursuant  to  section  7(d)(2)  of 
the  Northwest  Power  Act  This  power  is 
similar  in  natiire  to  Industrial  Firm 
Power,  but  is  subject  to  greater 
restriction  by  BPA.  Spedal  Industrial 
Power  is  made  available  to  the 
qualifying  DSI  upon  adoption  of.  and 
subject  to.  an  amendment  modifying  its 
power  sales  conti]^. 

E.  Auxiliary  Power. 

Auxiliary  Power  is  that  power  which 
a  DSI  requests  and  which  BPA  agrees  to 
make  available  to  serve  that  portion  of 
the  DSI's  load  which  is  in  excess  of  the 
DSI's  Operating  Demand  for  Industrial 
Firm  Power  or  Special  Industrial  Power. 

F.  Shorta^  Power 

Shortage  Power  is  energy,  or  energy 
with  capacity  provided  by  BPA  to  a 
purchaser  to  serve  such  purchaser's 
regional  load  under  circumstances 
where  the  purchaser's  other  power 
sources  are  inadequate  to  satisfy  its 
load.  The  determination  of  power 
deficiency  shall  be  made  by  the 
purchaser  unless  one  or  more  states 
orders  statewide  load  curtailment.  In  the 
event  of  a  state  ordered  load 
curtailment,  a  power  deficiency  is 
deemed  to  exist  for  those  purchasera 
whose  power  supply  condition  is  in  part 
causally  related  to  the  state  initiated 
load  curtailment. 

G.  Surplus  Firm  Povfcr. 

Surplus  Finn  Power  is  firm  energy, 
firm  power  (firm  energy  with  capacity), 
and  firm  capacity  (capacity  with  energy 
return  requirements)  in  excess  of  the 
amount  required  to  meet  BPA's  existing 
contractual  obligations  to  provide  firm 


service.  Surphis  Finn  Power  may  be 
used  either  for  resale  or  direct 
ccHHumptioa  by  purchasera  both  inside 
and  outside  the  United  States.  Such 
power,  however,  may  be  restricted 
pursuant  to  the  Restriction  of  DeUveries 
sections  of  theee  GRSPs  (section  V£). 
H.  Nonfim  Energy. 
Nonfirm  Energy  is  supplied  or  made 
available  by  BPA  to  a  purchaser  under 
an  arrangement  that  does  not  have  the 
guaranteed  oootinuous  availability 
feature  of  firm  power.  Nonfirm  energy  is 
mostly  sold  under  the  Nonfirm  Energy 
rate  scheduled,  NF-91.  Nonfirm  energy 
also  may  be  supplied  under  the  Share- 
the-Savlngs  rate  schedule.  SS-ei.  which 
is  available  as  an  experimental  rate  for 
contract  purchase. 

In  addition.  BPA  also  can  make 
nonfirm  energy  available  under  the 
Nonfirm  Energy  rate  schedule  to  the 
Western  Systems  Power  Pool  (WSPP) 
subject  to  terms  and  conditions  agreed 
upon  by  the  members  participating  in 
the  WSPP  and  in  accordance  with  BPA 
policy  for  such  arrangements. 

However.  Nonfirm  Energy  that  has 
been  purdbased  under  a  guarantee 
provision  in  the  Nonfirm  Energy  rate 
schedule  shall  be  provided  to  the 
purchaser  in  accordance  with  the 
provisions  of  that  schedule  and  the 
power  sales  contract  if  applicable.  BPA 
may  make  Nonfirm  Energy  available  to 
purchasers  both  inside  and  outside  the 
United  States. 

I.  Reserve  Power. 

Reserve  Power  is  firm  power  sold  to 
apurdiaser 

1.  In  cases  where  the  purchaser's 
power  sales  contract  states  that  the  rate 
for  Reserve  Power  shall  be  applied; 

2.  To  provide  service  when  no  other 
type  of  power  is  deemed  applicable:  or 

3.  To  serve  the  purchaser's  firm  power 
loads  under  circumstances  where  BPA 
does  not  have  a  power  sales  contract  in 
force  with  the  purchaser. 

Sales  of  Reserve  Power  are  subject  to 
the  Restriction  of  Deliveries  section  of 
these  GRSPs  (section  V.E). 

Section  m.  Billing  Factors  and  Billing 
Adjustments 

A.  Billing  Factors  for  Demand. 

1.  Measured  Demand. 

The  purchaser's  Meesured  Demand 
shall  be  determined  in  the  manner 
described  in  this  section.  Measured 
Demand  shall  be  that  portion  of  the 
metered  or  scheduled  demand  that  is 
ptirchased  from  BPA  under  the 
applicable  rate  schedule.  For  those 
contracts  to  which  BPA  is  a  party  and 
that  provide  for  delivery  of  more  than 
one  class  of  electric  power  to  the 
purchaser  at  any  point  of  delivery,  the 
portion  of  each  60-minute  clock-hoiir 
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integratMl  demand  assigned  to  any  class 
of  power  shall  be  detennined  pursuant 
to  the  power  sales  contract  The  portion 
of  the  total  Measured  Demand  so 
assigned  shall  constitute  the  Measured 
Demand  for  eadi  such  class  of  power. 

The  Measured  Demand  shall  be 
determined  from  the  metered  demand  or 
the  scheduled  demand,  as  hereinafter 
defined.  The  Measured  Demand  shall  be 
determined  on  either  a  coincidental  or 
a  noncoincidental  basis,  as  provided  in 
the  purchaser's  power  sales  contract 

a.  Metered  Demand.  The  metered 
demand  in  kilowatts  shall  be  the  largest 
of  the  60-minute  clock-hoiir  integrated 
demands,  adjusted  as  specified  in  the 
power  sales  contract,  at  which  electric 
energy  is  delivered  to  a  purchaser: 

(1)  At  each  point  of  delivery  for  which 
the  metered  demand  is  the  basis  for 
determination  of  the  Measured  Demand, 

(2)  During  each  time  period  specified 
in  the  applicable  rate  schedule,  and 

(3)  During  any  billing  period. 

Such  largest  integrated  demand  shall 
be  determined  from  measurements 
made  either  in  the  manner  specified  in 
the  power  sales  contract  or  as  provided 
in  section  VI.A  herein.  In  determining' 
the  metered  demand.  BPA  shall  exclude 
any  abnormal  integrated  demands  due 
to  or  resulting  from: 

(1)  Emeigencies  or  breakdowns  on,  or 
maintenance  of,  the  Federal  system 
facilities;  and 

(2)  Emergencies  on  the  purchaser's 
facilities,  provided  that  such  facilities 
have  been  adequately  maintained  and 
prudently  operated,  as  detennined  by 
BPA. 

b.  Scheduled  Demand.  The  scheduled 
demand  in  kilowatts  shall  be  the  largest 
of  the  hourly  demands  at  which  electric 
energy  is  scheduled  for  delivery  to  a 
purchaser: 

(1)  To  each  system  fm  which 
scheduled  demand  is  the  basis  for 
determination  of  the  Measured  Demand; 

(2)  During  each  time  period  specified 
in  the  appUcable  rate  schedule;  and 

(3)  During  any  billing  period. 
Scheduled  amounts  are  deemed 

delivered  for  the  purpose  of  determining 
billing  demand. 

2.  Ratchet  Demand.  The  Ratchet 
Demand  in  kilowatts  shall  be  the 
maximum  demand  established  during  a 
specified  period  of  time  either  during  or 
prior  to  the  currant  billing  period.  The 
demand  on  which  the  ratchet  is  based 
is  specified  in  the  relevant  rate  schedule 
or  in  these  GRSPs.  Far  utilities 
purchasing  imder  the  PF  or  MR  rate 
schedules,  the  Ratchet  Demand  is  based 
on  the  highest  demand  during  prior 
billing  months.  When  the  Ratchet 
Demand  is  used  as  a  billing  factor,  BPA 


shall  have  specified  in  the  appropriate 
schedules  or  GRSPs: 

a.  The  period  of  time  over  whidh  the 
ratchet  shall  be  calculated; 

b.  The  type  of  demand  to  be  used  in 
the  calculation;  and 

c.  The  percentage  (if  any)  of  that 
demand  which  will  be  used  to  calculate 
the  Ratchet  Demand. 

3.  Contract  Demand.  The  Contract 
Demand  shall  be  the  maximum  nxunber 
of  kilowatts  that  th»  purchaser  agrees  to 
purchase  and  BPA  agrees  to  make 
available,  subiect  to  any  limitatioos 
included  in  the  power  sales  contract 
BPA  may  agree  to  make  deliveries  at  a 
rate  in  excess  of  the  Contract  Demand  at 
the  request  of  the  purchaser,  but  shall 
not  be  obligated  to  continue  sudi  excess 
deliveries.  Any  contractual  or  otho' 
reference  to  Contract  Demand  as 
expressed  in  kilowatthours  shall  be 
deemed,  for  the  purpose  of  these  GRSPs, 
to  refer  to  the  term  "Contract  Energy." 

4.  Computed  Peak  Requirement.  For 
purchasers  designated  to  purchase  on 
the  basis  of  computed  requirements,  the 
Computed  Peak  Requirement  shall  be 
determined  as  specified  in  the 
piirchaser's  power  sales  contract.  That 
specification  is  provided  in: 

a.  Sections  16. 17(c)  and  17(f),  as 
adjusted  by  other  sections  of  the 
contract,  for  actual  computed 
requirements  purchasers; 

b.  Sections  16, 17(a)  and  17(f),  as 
adjusted  by  other  sections  of  the 
contract,  for  planned  computed 
requirements  purchasers;  and 

c.  Sections  16,  and  17(b),  as  adjusted 
by  other  sections  of  the  contract,  for 
contracted  computed  requirements 
purchasera. 

5.  Computed  Average  Energy 
Requirement  For  computed 
requirements  purchasers,  the  Computed 
Average  Energy  Requirement  shall  be 
determined  as  specified  in  the 
purchaser's  power  sales  contract  That 
specification  is  provided  in: 

a.  Sections  16, 17(c)  and  17(f).  as 
adjusted  by  other  sections  of  the 
contract,  for  actual  computed 
requirements  purchasers; 

b.  Sections  16, 17(a)  and  17(f),  as 
adjusted  by  other  sections  of  the 
contract,  for  planned  computed 
requirements  purchasers;  and 

c.  Sections  16, 17(b),  as  adjusted  by 
other  sections  of  the  contract,  fOT 
contracted  computed  requirements 
purchasers. 

6.  Operating  Demand.  The  Operating 
Demand  is  that  demand  which  is 
established  by  each  DSI  in  accordance 
with  section  5(b)  of  the  DSI's  power 
sales  contract.  Unless  the  DSI  has 
requested,  and  BPA  has  granted,  an 
Auxiliary  Demand,  the  Gyrating 


Demand  establishes  a  limit  with  respect 
to: 

a.  The  demand  vrhidi  the  purdiaaer 
may  impose  on  BPA:  and 

b.  The  total  amount  of  energy  during 
a  billing  month  which  the  DSi  is 
entitled  to  purcfaaae  from  BPA. 

7.  Curtailed  Demand.  A  Curtailad 
Demand  is  the  number  of  kilowatts  of 
industrial  power  (Industrial  Firm  Powrer 
or  Special  Industrial  Power)  during  the 
billing  month  which  results  from  the 
DSI's  request  for  audi  power  in  amoimts 
less  than  the  Operating  Donand 
therefor.  Each  purchaser  of  industrial 
pcfww  may  curtail  its  demand  according 
to  the  terms  of  its  power  sales  contract 
(which  permits  up  to  three  levels  of 
Curtailed  Demand  each  mooth). 

8.  Restricted  Demand.  Restricted 
Demand  is  the  numbw  of  kilowatts  of 
industrial  power  (either  Industrial  Firm 
Power  or  Special  Industrial  Power)  that 
results  whoi  BPA  has  restricted 
delivery  of  such  power  for  one  clock* 
hour  or  more.  BPA  diall  make  such 
restrictions  according  to  the  terms  of  the 
DSI's  power  sales  contract.  In  a  given 
billing  month,  there  are  as  many 
possible  levels  of  Restricted  Demand  fm 
a  DSI  as  there  are  number  of  restrictions. 

9.  Auxiliary  Demand.  Auxiliary 
Demand  is  the  number  of  kilowatts  of 
Auxiliary  Power  that  a  DSI  reouests  and 
the  BPA  agrees  to  make  available  to 
serve  a  portion  of  the  DSI's  load  during 
the  period  specified  in  the  DSI's  request 
"Hie  DSI  may  request  up  to  three  levels 
of  Auxiliary  Demand  during  a  billing 
month. 

If  BPA  agrees  to  a  request  for 
Auxiliary  Power  but  later  becomes 
imable  to  supply  such  demand,  the 
Restricted  Demand  for  Auxiliary  Power 
is  deemed  to  be  the  Auxiliary  Eiemand 
for  such  period  of  restriction.  Auxiliary 
Power  may  be  curtailed  by  the  DSI 
according  to  the  provisions  of  section 
9(a)  of  the  DSI's  power  sales  contract. 

BPA  shall  make  Auxiliary  Power 
available  to  Industrial  Firm  Power 
purchasera  under  the  Industrial  Firm 
Power  rate  schedule  at  the  Standard 
Industrial  rate.  Auxiliary  Power  sales  to 
DSIs  electing  to  purchase  imder  the 
Variable  Industrial  Power  rate  schedule 
(VI-91)  shall  be  made  at  the  rate 
determined  pursuant  to  section  in  of  the 
VI-91  rate  schedule.  Auxiliary  Power 
sales  to  DSIs  purchasing  imder  the 
Special  Industrial  rate  will  be  made 
only  at  the  Standard  Special  Indurtrial 

10.  BPA  Operating  Level.  The  BPA 
Operating  Level  is,  for  the  purpose  of 
these  rate  schedules  and  GRSPs.  an 
hourly  amount  of  industrial  power 
(Industrial  Firm  Power  or  Special 
Industrial  Power)  for  a  DSI  that  is  equal 
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to  the  lowest  of  the  following  demands 
during  that  hour. 

a.  Operating  Demand  plus  Auxiliary 
Demand,  if  any: 

b.  Curtailed  Demand:  or 

c.  Restricted  Demand. 

The  weighted  average  BPA  Operating 
Level  for  each  DSI  can  be  determined  by 
summing  the  hourly  BPA  Operating 
Levels  and  dividing  by  the  number  of 
hours  in  the  billing  month. 

Each  DSI  must  request  service  from 
BPA  for  each  billing  month  in 
accordance  with  the  terms  of  the  power 
sales  contract.  The  requested  level  of 
service  will  be  the  BPA  Operating  Level. 
pro\'ided  BPA  does  not  need  to  restrict 
the  DSI  and  provided  BPA  agrees  to 
supply  and  requested  Auxiliary 
Demand.  Each  requested  level  of  service 
may  include  a  designation  for  both  the 
Peak  Period  and  the  Offpeak  Period.  A 
DSI  may  request  and  BPA  may  agree  to 
a  level  of  service  for  the  Offpeak  Periods 
other  than  that  in  the  Pbak  Period.  If  a 
DSI  does  not  separately  designate  a 
requested  level  of  service  for  the  Peak 
and  OSpeek  Periods,  the  BPA  Operating 
Level  if  the  basis  for  determining  if  a 
DSI  has  incurred  an  imauthorized 
increase. 

Any  DSI  whose  Measured  Demand, 
before  adjustment  for  power  factor, 
during  any  1  hour  exceeds  the  BPA 
Operating  Level  for  that  hour  shall  be 
subject  to  imauthorized  increase  charges 
for  each  kilowatthour  of  unauthorized 
increase  associated  with  each  overrun. 

Only  the  BPA  Operating  Level 
applicable  during  the  Peak  Period  will 
be  used  in  determining  the  Billins 
Demand  for  power  purchased  under  the 
Industrial  Firm  Power  rate  schedule,  the 
Variable  Industrial  Power  rate  schedule, 
and  the  Standard  rate  imder  the  Special 
Industrial  rate  schedule.  During  the 
Peak  Period  the  BPA  Operating  Level 
may  be  no  greater  than  the  Operating 
Demand  for  the  billing  month  unless  the 
customer  has  requested,  and  BPA  has 
agreed  to  supply,  the  Auxiliary  Demand. 

B.  Billing  Factors  for  Energy. 

1.  Measured  Energy.  Measured  Energy 
shall  be  that  portion  of  the  metered  or 
scheduled  energy  that  is  purchaaed  from 
BPA  under  the  applicable  rate  schedule. 
For  those  contracts  to  which  BPA  is  a 
party  and  that  provide  for  d^very  of 
more  than  one  class  of  electric  power  to 
the  purchaser  at  any  point  of  delivery, 
the  portion  of  each  60-minute  clock- 
hour  integrated  demand  assigned  to  any 
class  of  povrer  shall  be  determined 
pursuant  to  the  power  sales  contract. 
The  sum  of  the  portions  of  the  demands 
so  assigned  shall  constitute  the 
Measured  Energy  for  each  such  class  of 
power. 


The  Measured  Energy  shall  be 
determined  from  the  metered  energy  or 
the  scheduled  energy .  as  hereinafter 
defined. 

a.  Metered  Energy.  The  metered 
energy  for  a  purchaser  shall  be  the 
nimmer  of  kilowatthour*  that  are 
recorded  on  the  appropriate  metering 
equipment,  adjusted  as  specified  in  the 
power  sales  contract,  and  delivered  to  a 
purchaser 

(1)  At  all  points  of  delivery  for  which 
metered  energy  is  the  basis  for 
determination  of  the  Measured  Energy, 
and 

(2)  During  any  billing  period. 
The  metered  energy  shall  be 

determined  from  measurements  made 
either  in  the  maimer  specified  in  the 
power  sales  contract  or  as  provided  in 
section  VI.A  herein. 

b.  Scheduled  Energy.  The  scheduled 
energy  in  kilowatthours  shall  be  the 
sum  of  the  hourly  demands  at  which 
electric  energy  is  scheduled  for  delivery 
to  a  purchaser: 

(1)  For  each  system  for  which 
scheduled  energy  is  the  basis  for 
determination  of  the  Measured  Energy, 
and 

2.  EKiring  any  billing  period. 
Scheduled  amounts  are  deemed 

delivered  for  the  purpose  of  determining 
billing  energy. 

(2)  Computed  Energy  Maximum.  The 
Computed  Energy  Maximum  equals  the 
product  of  the  number  of  hours  in  the 
billing  month  and  the  Computed 
Average  Energy  Requirement 

3.  Contrrt  Energy.  The  Contract 
Energy  shall  be  the  maximum  number  of 
kilowatthours  that  the  purchaser  agrees 
to  purchase  and  BPA  agrees  to  make 
available,  subject  to  any  limitations 
included  in  the  power  sales  contract. 

C  Billing  Adjustments. 

1.  Power  Factor  Adjustment.  The 
formula  for  determining  average  power 
factor  is  as  follows: 


Average 
Pawm     = 
Factor 


Kilowatthours 


V(iaiowatthoiin)MR«ectiTS 
kilovoltamparahours)* 


The  data  used  in  the  above  formula 
shall  be  obtained  from  meters  that  are 
ratcheted  to  prevent  reverse  registration. 
These  data  then  shall  be  adjusted  for 
losses,  if  applicable,  before 
determination  of  the  average  power 
factor. 

When  deliveries  to  a  purchaser  at  any 
point  of  delivery  either: 

a.  Include  more  than  one  class  of 
power;  or 

b.  Are  provided  under  more  than  one 
rate  schedule  and  it  is  impracticable  to 
meter  the  kilowatthours  and  reactive 


kiovollamperehours  for  each  class  or 
rate  schedule  separately,  the  average 
power  factor  of  tne  total  deliveries  for 
the  month  will  be  used,  where 
applicable,  as  the  power  factor  for  all 

Sowar  delivered  to  such  point  of 
elivery. 

To  maintain  acceptable  operating 
conditions  on  the  Federal  system.  BPA 
may.  unless  specifically  otherwise 
agreed,  restrict  deliveries  of  power  to  a 
purchaser  with  a  low  power  factor.  Such 
restriction  may  be  made  to  a  point  of 
delivery  or  to  a  purchaser's  system  at 
any  time  that  the  average  leadino  power 
factor  or  average  lagging  power  factor 
for  all  classes  of  power  delivered  to 
such  point  or  to  such  system  is  below 
75  percent. 

2.  Outagfi  Credit.  To  the  extent  that 
BPA  is  unable  to  provide  full  service  to 
a  purchaser  d\iring  the  billing  month  as 
a  result  of  inteiruptions  in  service  due 
to  reasons  dted  in  the  General  Contract 
Provisions.  BPA  shall  adjust  the  charges 
for  those  hours  for  billing  demand  for 
such  purchaser  to  reflect  BPA's  inability 
to  provide  fiill  service,  provided  such 
adjustment  is  mandated  by  the 
purchaser's  power  sales  contract  The 
adjustment  is  provided  on  a  point  of 
delivery  basis.  To  compute  the 
adjustment  for  noncoinddentally  billed 
systems,  BPA  shall  determine  the 
monthly  demand  charge(s)  for  the 
point(s)  of  delivery  where  the  outage(s) 
occurred,  multiply  by  the  number  of 
hours  of  outage,  and  divide  by  the  total 
niunber  of  hours  in  the  billing  month. 
For  coinddentally  billed  points  of 
delivery,  the  adjustment  shall  apply 
only  to  those  points  of  deliverv  at  which 
BPA  was  unable  to  provide  fiiU  service. 
For  partial  outages  (such  as  an  outage  on 
one  feeder  in  a  substation  with  sevmal 
feeders).  BPA  shall  determine  an 
equivalent  interruption  in  order  to 
arrive  at  the  number  of  hours  to  be  used 
in  the  calculation  of  the  credit 
3.  Low  Density  Discount  (LDD). 
a.  Basic  LDD  Principles.  A 
predetermined  discount  shall  be  applied 
each  billing  month  to  the  charges  tat  all 
power  purchased  imder  the  Priority 
Firm  Po%ver  rate  schedule  by  eligible 
purchasers  as  defined  in  section  b. 
below.  The  discount  shall  be  calculated 
on  an  annual  basis  and  ahaU  become 
effective  with  the  first  billing  period  in 
the  calendar  year.  Retroactive  hilling  for 
the  LDD  may  be  required  if  the  data  are 
not  available  by  the  Janiianr  billing  date. 
The  level  of  the  discount  shall  be 
determined  from  the  following  ratios: 

(1)  The  purchaser's  total  electric 
energy  requirements  during  the 
previous  calendar  year  (the  purdiaser's 
firm  sales,  nonfirm  sales  to  firm  retail 
loads,  sales  for  resale,  and  assodated 
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losses,  but  excluding  nonfinn  sales  to 
nonfinn  retail  loads,  sudi  as  boilsr 
loads  served  under  BPA's  alteroato  fuel 
policy)  divided  by  the  vdue  of  the 

!>urchaaer's  depieciatad  electric  plant 
exdudiii^  ganeratian  plant)  at  the  end 
ofsttch  year,  and 

(2)  The  average  number  of  consumers 
(annual  and  soasonal  consumers  with 
residential,  industrial,  oommerdal.  and 
inigatian  accounts,  but  excluding 
separately  billed  services  for  water 
heating,  electric  space  beating,  and 
security  lights)  duringthe  previous 
calendar  yev  dividedby  the  number  of 
pole  mile*  of  distribvtioa  line  at  the  end 
of  such  year.  Distribution  lines  aro 
deSned  as  those  that  deliver  electric 
energy  from  a  substation  or  metering 
point,  at  a  voltage  of  34.5  kV  or  less,  to 
the  point  of  attachment  to  the 
consumer's  wiring  and  include  primary, 
secondary,  and  SOTvice  facilities. 

These  calcul^ons  diall  be  besed  on 
data  provided  in  the  purchaser's  annual 
financial  and  operating  report.  In 
calculating  these  ratios.  BPA  shall  use 
data  pertaining  to  the  purdiaser's  entire 
electric  utility  system  with  the  region. 
Results  of  the  cdculations  shall  not  be 
roimded. 

Customen  who  have  not  provided 
BPA  with  all  four  requisite  pieces  of 
annual  data  (see  a.(l)  and  a.(2)  above)  by 
Jiine  30  of  eech  year  shall  be  declared 
inebgible  for  the  LDD  effective  Mrith  the 
June  billing  period  for  that  vear.  BPA 
shall  extend  a  customer's  eugibility 
from  the  previous  year  through  the  June 
billing  period  of  the  following  year  and 
shall  make  any  necessary  retroactive 
adjustments  once  the  new  data  have 
been  processed.  If  no  data  have  been 
received  by  December  31  for  the 
previous  calendar  year.  BPA  shall 
assume  that  the  utility  did  not  quaMy 
for  an  LDD  for  that  year.  LDDs  issued 
from  January  1  to  June  30  shall  be 
assiuned  to  have  been  in  error,  and  the 
utility  shall  be  billed  for  any  such 
discoimts  issued. 

Revisions  to  the  data  used  to  calculate 
the  amount  of  the  LDD  may  be  made  by 
the  purchaser  for  a  period  of  up  to  2 
years  from  the  first  day  to  which  the 
data  apply.  However,  such  revisions 
shall  not  apply  to  periods  when  the 
customer  was  ineli^le  for  a  discount 
due  to  late  data  sulunissian. 

b.  Eligibility  Criteria.  To  qualify  for  a 
discount,  the  purchaser  must  meet  all 
six  of  the  follovdng  eligibility  criteria: 

(1)  The  purchaser  must  serve  as  an 
electric  utility  offering  power  for  resale: 

(2)  The  purdiasar  must  agree  to  pass 
the  benefits  of  the  discount  throu^  to 
the  purchaser's  consumer  within  the 
region  served  by  BPA; 


(3)  The  purchaser's  avoage  retail  rate 
for  the  reporting  year  must  exceed  the 
average  Priority  Firm  Power  rate  in 
efiect  for  the  qualiMog  period  by  10 
percent.  For  Calendar  Year  (CY)  1093. 
the  average  Priority  Firm  Power  rate 
shall  be  the  average  of  the  PF-01 
Preference  rate  for  9  months  and  the 
PF-93  Preference  rate  Ux  3  months.  Tea 
CY  1994,  the  average  Priority  Firm 
Pow«-  rate  shall  be  the  PF-e3 
Preference  rate; 

(4)  The  piuchasar's  Idlowatthour-to- 
investment  ratio  (Ratio  3.a.(l))  must  be 
less  than  100; 

(5)  The  purchaser's  consumers-per- 
mile  ratio  (Ratio  3.a.(2))  must  be  lees 
than  12;  and 

(6)  The  purchaser  must  qualify  for  a 
discoimt  based  on  the  critmia  in  section 
c.  below. 

c.  Discounts.  The  purchaser  shall  be 
awarded  the  greatest  discount  for  which 
that  purchasw  qualifies.  Hie  discounts 
and  the  qualifying  criteria  for  those 
discounts  are  listed  below. 

(1)  Three  percent,  for  any  purchaser 
for  whom: 

(a)  The  kilowatthour-to-investment 
ratio  is  equal  to  or  greater  than  25  but 
less  than  35;  or 

(b)  The  consumers-per-mile  ratio  is 
equal  to  or  greater  tlum  5  but  less  than 
7. 

(2)  Five  percent,  far  any  ptuchaser  for 
whom: 

(a)  The  kilowatthour-to-investment 
ratio  is  equal  to  or  greater  than  15  but 
less  than  25;  or 

(b)  The  consumer-per-mile  ratio  is 
equal  to  or  greater  than  3  but  less  than 
5. 

(3)  Seven  percent,  far  any  purchaser 
for  whom: 

(a)  The  Idlowatthour-to-investment 
ratio  is  less  than  15;  or 

(b)  The  consumer-per-mile  ratio  is 
less  than  3. 

4.  Irrigation  Discount. 

a.  Basic  Irrigation  Discount  Principles. 
A  discount  of  4.9  mills  per  kilowatthour 
shall  be  applied  to  the  charges  for 
qualifying  irrigation  energy  purchased 
imder  the  Priority  Firm  Power  and  New 
Resource  Firm  Powmr  rate  schedules. 
during  the  billing  months  of  April 
throu^  October.  This  discount  shall  be 
applied  subsequent  to  calculation  of  the 
LDD,  if  apphcable.  Any  energy  cm 
which  the  irrigation  discount  is  claimed 
shall  be  metoed  separately  by  the 
Purchaser,  and  used  exclusively  for 
agricultural  irrigation  or  drainage 
pumping. 

b.  Qualifying  Energy  Purchases.  The 

Sualifying  irrigation  mergy  shall  be 
etennined  as  follows: 
(1)  All  irrigatioo  energy  must  be  used 
exclusively  for  the  piupose  of  irrigation 


and  drainage  pumping  oo  agricultural 
land  and  be  measured  at  the  end-use 
irrigation  customer's  OMter.  The 
discount  shall  apply  to  the  measured 
energy  sales  at  the  end-use. 

(2rBneigy  subject  to  the  discount 
miist  be  purchased  during  the  billing 
months  of  April  throu^  October. 

(3)  Purdiasen  of  exchange  energy 
under  the  RMidantial  Purchase  and  Sale 
Agreement  (RPSA)  are  eligible  for  the 
irrigation  discount  for  the  portion  of 
their  irrigation  sales  qualifying  for  the 
exchange  under  the  RPSA  contracts. 
However,  if  the  purchaser  also 
purchases  energy  from  BPA  for  general 
requirements,  and  receives  an  irrigstion 
discount  on  those  purchases,  a  second 
irrigation  discoimt  will  not  be  applied 
to  that  eneigy  through  the  RPSA 
exchange.  Therefore,  the  irrigation 
discoimt  will  not  be  applied  to  any 
portion  of  the  purchaser's  irrigation 
sales  qualifying  for  the  RPSA  exdianos 
that  receives  the  discount  as  a  general 
reouiraments  purchase. 

(4)  General  requirements  customera 
are  eligible  for  an  irrigation  discount  far 
a  portion  of  their  irri^on  sales  equal 
to  the  share  of  their  total  sales  served  by 
BPA  firm  purdiases  (i.e.,  total  irrigatioi 
and  drainage  pumping  sales  multiplied 
by  BPA  bilUng  energy  fw  Priority  Finn 
at  New  Resources  firm  purchsses 
divided  by  the  total  firm  utility  system 
requirements  for  the  billing  nKmth). 

c  Initial  Reporting  Requirements. 
Requests  for  tfie  Irrigation  Discount 
must  include  the  foUowing  inibrmati<m: 

(1)  To  recmve  an  irrigation  discount, 
a  purdiaser  must  file  a  request  lor  the 
discount  with  its  local  BPA  Area  or 
District  office  by  April  1  each  year. 

(2)  In  the  request,  the  purchaser  must 
certify  that  the  irrigation  energy  is  sold 
excliuively  for  use  in  irrigation  and 
drainage  pumping  on  agricultural  land 
and  that  the  discount  is  passed,  in  its 
entirety,  to  the  irrigatim  consumer. 
regartUess  of  whethCT  the  utility  has 
raised  its  rates.  BPA  retains  the  rig^t  to 
verify,  in  a  manner  satisfiM:tcay  to  the 
Administrator,  that  the  discounted 
energy  is  used  for  the  sole  benefit  of  the 
purchaser's  irrigation  load 

d.  Annuo/  Reporting  Requirements. 
Purchases  shall  submit  an  annual 
irrigation  report  to  their  local  BPA  Area 
or  District  ofi^  in  order  to  receive  the 
irrigation  discount  Purchasen  are 
required  to  report  information  related  to 
monthly  irrigation  energy  sales.  If  a 
utility  does  not  read  its  irrigaticm  meten 
num^ify,  the  utility  must  estimate  its 
monthly  irrigation  sales.  These 
estimates  shall  be  reviewed  by  BPA  area 
and/or  di^rict  offices.  Purchasen  must 
read  their  metos  within  3  woriung  daya 
of  the  beginning  and  ending  of  the 
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iirigation  discount  period  (April- 
October).  In  order  to  qualify  for  the 
discount,  the  purchaier  must  tubmit  all 
data  to  BPA  by  December  31  of  the 
calmdar  year  in  which  the  sales 
occurred.  Irrimtian  reports  to  BPA  shall 
include  the  following  monthly 
infannatian  for  the  reporting  pwiod: 

(1)  Utility  name  and  period  far  which 
the  report  is  being  made; 

(2)  Total  irrigation  sales  and  total 
qualifying  irrigation  energy  sales  (in 
kilowatthoun)  by  month; 

(3)  Total  qualifying  irrigation  sales  (in 
kilowatthours)  by  month  under  400 
horsepower,  far  exchanging  utilities; 

(4)  Total  utility  firm  system 
requiremmts  for  other  than  full 
requirement  ciistomers  by  month  (in 
kilowatthours); 

(5)  Total  energy  purchased  from  BPA 
under  the  Priority  Firm  or  New 
Resource  rate  by  month  in 
kilowatthours;  and 

(6)  The  Purchaser  shall  list  each 
irrigation  and  drainage  account  nvimber 
in  its  annual  report  and  whether  each 
irrigation  cons\uner  is  billed  monthly, 
bimonthly,  or  seasonally.  If  the 
Purchaser  is  an  exchanging  utility,  the 
Purchaser  shall  also  identify  the  size  (in 
horsepower)  of  the  connected  load  for 
each  active  account.  A  utility  may 
submit  monthly  reports,  if  it  chooses.  In 
that  case,  the  active  list  of  accounts 
should  be  included  in  the  last  monthly 
report  submitted. 

5.  Interim  Rate  Adjustment. 

a.  Application  of  the  Interim  Rate 
Adjustment  (IRA).  The  Interim  Rate 
Adjustment  applies  to  the  Priority  Firm 
Power  (Exdiange  and  Prefisrence)  (PF- 
93),  Industrial  Firm  Power  (IP-93), 
Variable  Industrial  Power  (VI-91). 
Nonfirm  Energy  (NR-93).  and  New 
Resources  Firm  Power  (NR-03)  rate 
schedules.  A  percentage  adiustment. 
labeled  as  IRA%,  is  calculated  for  the  12 
month  period  of  FY  1905  and  shall  be 
applied  to  these  rate  schedules  if:  (1) 
The  balance  of  BPA's  financial  reserves 
is  projected  to  fall  below  the  IRA  trigger 
point  at  the  end  of  FY  1994;  and  (2)  the 
Administrator  elects,  at  his  sole 
discretion,  to  implement  the  IRA. 

b.  Definitions.  For  purposes  of 
applying  the  IRA  in  tne  current  1993 
rate  period  (FYs  1904  and  1995),  the 
following  definitions  vrill  apply: 

(1)  "Financial  reserves"  are  defined  as 
the  sum  of:  (a)  BPA's  protected  cash 
balance  in  the  Bonneville  Fund  as  of 
Fiscal  Year  End  1994;  and  (b)  BPA's 
deferred  borrowing  balance  as  of  Fiscal 
Year  End  1994,  representing  BPA 
capital  program  expenditures 
temporarily  financed  with  cash  from 
revenues  instead  of  through  the 


issuance  of  revenue  bonds  or  notes 
(borrowing)  to  the  U.S.  Treesury. 

(2)  "IRA  trigger  poirU"  is  defined  as 
that  point  where  BPA's  ending  FY  1994 
financial  reserves  are  projected  to  fall 
below  $245  million. 

(3)  "Target  level  of  financial  reserves" 
(TLFR)  is  me  level  of  financial  reserves 
raquked  to  assure  BPA's  objectives  are 
met  and  is  equal  to  $400  million. 

(4)  "Projected  financial  reserve 
balance"  (PFRB)  is  the  end  of  FY  1994 
projected  financial  reserve  balance  at 
the  time  of  the  IRA  calculation. 

(5)  "Interim  rate  adiustment 
maximum"  (IRM)  is  the  maximum 
revenue  recovery  from  the  IRM  and  is 
equal  to  $290  million  dollars. 

c.  Adjustment  Period.  Tlie  adjustment 
period  will  be  for  the  12  month  period 
of  FY  1995,  (October  1, 1994  through 
September  30. 1995).  The  IRA  may  be 
implemented  for  the  adjustment  period 
if  the  forecasted  balance  of  financial 
reserves  as  of  September  30. 1994.  is 
below  the  IRA  trigger  point. 

d.  Formula  for  the  Calculation  of  the 
Interim  Rate  Adjustment.  The  IRA  will 
be  the  result  of  a  calculation  based  on 
the  PFRB  as  of  September  30. 1994.  (end 
of  Fiscal  Year  1994)  and  the  TLFR  in  the 
following  manner 
(TLFR-PFRB)/IRM  *  10=IRA% 

If  the  value  of  the  IRA%  is  greater 
than  10.  then  the  IRA%  will  be  reduced 
to  10. 

e.  Interim  Rate  Adjustment 
Implementation  Process. 

(1)  Calculation  of  FY  1994  Financial 
Reserves.  For  purposes  of  implementing 
the  IRA,  the  calculation  of  the  PFRB 
shall  be  based  on  a  compilation  of 
actual  and  projected  revenues, 
expenses.  tNorrowings.  capital 
expenditures,  amortization  payments, 
cash  basis  adjustments,  and  non  cash 
expenses. 

(2)  Initial  Notice.  If  BPA  projects  that 
the  PFRB  is  reasonably  likely  to  fall 
below  the  IRA  triffler  point  at  the  end 
of  FY  1994.  BPA  Sail  notify  all 
customers,  and  such  other  parties  who 
may  request  such  notice,  by  letter  on  or 
about  January  1, 1994. 

(3)  IniUal  Calculation  of  FY  1994 
Reserve  Balance.  In  the  event  that  BPA 
provides  the  notice  indicated  in  (e)(2) 
above,  it  shall  include  in  its  first 
financial  Quarterly  review  for  FY  1994, 
which  shall  be  made  available  on  or 
about  February  15. 1994.  an  initial 
calculaticm  to  identify  the  preliminary 
PFRB.  If  at  the  time  that  this  initial 
calculation  is  made  available.  BPA 
believes  that  there  is  a  reasonable 
likelihood  that  the  IRA  may  need  to  be 
implemented  on  October  1. 1994,  it 
shall  notify  by  letter  all  customers,  and 


such  other  parties  who  may  request 
such  notice.  ...       ,,« 

(4)  Second  Quarter  Calculaton  of  FY 
1994  Resave  Balance. 

(a)  In  the  event  that  BPA  provided  the 
notice  specified  in  (e)(2)  above  or  in  the 
event  that  BPA  projects  Uiat  the  PFRB 

is  reasonably  likely  to  fall  below  the  IRA 
trigger  point,  it  shall  notify  all 
customers,  and  such  other  parties  who 
may  request  such  notice,  of  the 
likelihood  that  an  IRA  may  need  to  be 
implemented  cm  October  1. 1994.  or  if 
BPA's  earlier  forecast  has  changed.  This 
notice  shall  be  accomplished  by  letter 
sent  on  or  about  May  1. 1994. 

(b)  In  addition.  BPA  shall  indttde  in 
its  second  finandal  Quarterly  review  for 
FY  1994  estimates  of  costs  and 
revenues,  together  with  the  unaudited 
financial  reserves  balance  for  FY  1994. 
This  information  shall  be  provided  to  all 
customers,  and  such  other  parties  who 
may  so  request,  together  with  the  notice 
specified  in  (e)(4)(a)  above. 

(5)  Third  Quarter  Calculation  of  FY 
1994  Reserve  Balance. 

(a)  In  the  event  that  BPA  provided  the 
notice  specified  in  (e)(2)  or  (e)(4)(a) 
above,  or  in  the  event  that  BPA  projects 
that  the  PFRB  is  reasonably  likely  to  fall 
below  the  IRA  trigger  point,  it  shall 
notify  all  customws,  and  such  other 
parties  who  may  request  such  notice,  of 
the  likelihood  that  an  IRA  may  need  to 
be  implemented  on  October  1. 1994. 
This  notice  shall  be  accomplished  by 
letter  sent  on  or  before  August  15, 1994. 

(b)  In  addition,  BPA  shall  include  in 
its  third  financial  Quarterly  review  for 
FY  1994  its  estimate  of  year-end  FY 
1994  financial  reserve  balances.  This 
information  shall  be  provided  to  all 
customers,  and  such  other  parties  who 
may  so  request,  together  with  the  notice 
specified  in  (e)(S)(a)  above. 

(6)  Notice  of  IRA  Calculation,  (a)  If 
BPA  determines,  based  on  the  third 
finandal  Quarterly  review  indicated  in 
(e)(5)(b)  above,  that  no  rate  adjustment 
is  requfred.  or  if  the  Administrator 
shoiild  elect,  at  his  discretion,  to  waive 
implementation  of  an  adjustment.  BPA 
shall  state  in  the  August  15, 1994,  notice 
the  basis  for  its  dedsion  and  no  further 
process  shall  be  required. 

(b)  If,  however.  BPA  determines  that 
an  adjustment  is  required.  BPA  shall 
state  in  the  August  IS.  1994.  notice  the 
amoimt  of  the  adjustment,  the 
calculaticm  of  the  adjiistment.  and  the 
resulting  level  of  the  adjustment  to  each 
applicable  rate  sdiedule.  The  notice 
shall  also  contain  the  data  and 
assumptions  prmared  and  relied  upon 
by  BPA.  with  references  to  additional 
documentation,  if  any.  prepared  and 
relied  up<m  by  BPA.  Such 
documentatiim.  if  nonproprietary  and/ 
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or  nonprivileged,  shall  be  made 
available  for  review  at  BPA  upon 
request.  The  notioe  diall  also  contain 
the  tentative  schedule  for  the  remainder 
of  the  implementation  process. 
(7)  OjpporUuUtyfm- Review  of 
Undenying  Data,  (a)  On  or  about  August 
IS,  1994,  BPA  shall  conduct  a  public 
meeting  in  which  customers' 
representatives  may  seek  off-the-record 
clarification  of  the  application  of  the 
adjustment  amount  to  specific  rate 
schedules.  For  the  purpose  of  further 
mailings,  a  list  of  the  names  and 
addroMes  of  customers'  representatives, 
and  such  other  interested  parties  who 
may  so  request,  will  be  compiled  at  this 
meeting. 

(b)  On  or  about  Ausust  22, 1994, 
purchasers  imder  each  applicable  rate 
schedule  may  submit  inrormation 
requests  to  BPA  regarding  the  proposed 
adjustment.  The  requests  shall  also  be 
mailed  to  all  persons  on  the  mailing  list 
compiled  pursuant  to  (e)(7)(a).  BPA 
shall  respond  to  the  requests  within  5 
woiidng  days  of  their  receipt,  or  as  soon 
as  practicable  if  5  days  is  insuffici«it 
time  within  which  to  respond. 

(c)  On  or  about  September  5, 1994, 
purchasers  under  each  applicable  rate 
schedule,  and  such  other  interested 
parties  who  may  so  elect,  may  submit 
written  comments  to  BPA  regarding  the 
adjustment.  The  commentor  shall  also 
mail  a  copy  of  the  comments  to  all 
persons  on  the  mailing  list. 

(d)  On  or  about  September  12. 1994, 
commentors  may  provide  cross- 
comments  in  response  to  those 
submitted  by  any  other  commentor. 

(e)  On  or  about  September  19, 1994, 
BPA  shall  conduct  a  public  comment 
forum  in  which  purchasers  under  each 
applicable  rate  schedule  may  present 
oral  comments  to  BPA. 

(f)  On  or  about  September  28, 1994, 
BPA  shall  notify  purchasers  under  each 
applicable  rate  schedule  of  the  amoimt 
of  the  adjustment,  the  calculation  of  the 
adjustment,  and  the  resulting  level  of 
the  adjustment  to  each  applicable  rate 
schedule.  The  notice  shall  also  contain 
the  data  and  assumptions  prepared  and 
relied  upon  by  BPA,  with  refisrences  to 
additional  docimientation,  if  any, 
prepared  any  relied  upon  by  BPA.  BPA 
may  subsequently  in  its  sole  discretion 
provide  a  written  explanation  for  its 
decision  on  any  contested  issues. 

(g)  If  there  is  a  rate  adjustment  due  to 
the  IRA  following  the  FY  1994 
evaluation  period,  it  shall  be  in  effect 
from  October  1. 1994.  through 
September  30. 1995. 

6.  Coincidental  Billing.  Purchasers  of 
Priority  Firm  Power  and  New  Resource 
Firm  Power  shall  be  billed  on  a 
noncoincidental  demand  basis  for 


power  purchased  at  eech  point  of 
delivery  under  the  applicable  rate 
schedule(s)  unless  the  power  sales 
contract  specifically  provides  for 
coincidental  demand  billing  among 
particular  points  of  delivery.  For  the 
purpose  of  these  rate  schedules  and 
GRSPs,  the  purchaser's  nonooinddental 
demand  is  the  sum  of  the  highest  hourly 
pe^  demands  during  the  billing  month 
for  each  of  the  purchaser's  points  of 
deUvery.  The  purchaser's  coincidental 
demand  is  the  bluest  demand  for  the 
billing  month  calculated  by  simmiing. 
for  each  hoiir  of  every  day,  the 
purchaser's  demands  for  power 
purchased  imder  the  appucable  rate 
schedule  at  all  coinddentally  billed 
points  of  delivery.  See  Special 
Provisions  Exhibits  of  the  Power  Sales 
Contract,  GCP  E 17. 

7.  Conservation  Surcharge.  The 
Conservation  Surcharge  shall  be  applied 
monthly  and  shall  equal  10  percent  of 
the  customer's  total  monthly  charge  for 
all  power  purchased  under  each  rate 
schedule  subject  to  the  siircharge.  The 
PF  and  NR  rate  schedules  are  subject  to 
the  Conservation  Surcharge.  If  only  a 
portion  of  the  customer's  service  area  is 
subject  to  the  surcharge,  then  the 
amount  of  the  surcharge  shall  equal  10 
percent  of  the  total  charge  for  all  power 
purchases  multiplied  by:  (a)  The  portion 
of  the  customer's  total  retail  load  that  is 
subject  to  the  surcharge,  divided  by  (b) 
the  customer's  total  retail  load. 

D.  Billing-Related  Definitions. 

1.  Peak  Period.  The  Peak  Period 
includes  the  hours  from  7  a.m.  through 
10  p.m.  on  any  day  Monday  through 
Saturday  inclusive.  There  are  no 
exceptions  to  this  definition:  that  is,  it 
does  not  matter  whether  the  day  is  a 
normal  working  day  or  a  holiday.  Any 
cheiTges  based  on  Peak  Period  hours 
shall  be  computed  starting  with  the  8 
a.m.  meter  reading  since  Uiis  reading 
applies  to  the  7  o'clock  hour  (7  a.m.  to 
8  a.m.).  The  10  p.m.  meter  reading  (for 
the  9  p.m.  to  10  p.m.  period)  is  the  last 
meter  reading  of  the  day  applicable  to 
the  Peak  Period. 

2.  Offpeak  Period.  The  Of^peak  Period 
includes  all  hours  which  do  not  occur 
during  the  Peak  Period.  Thus,  the 
Offpeak  Period  consists  of  the  hours 
&t)m  10  p.m.  to  7  a.m.,  Monday  through 
Saturday  and  all  hours  on  Simday. 

Section  IV.  Other  Definitions 

A.  Computed  Requirements 
Purchasers.  1.  Designation  as  a 
Computed  Reauirements  Purchaser.  A 
purchaser  shall  be  designated  as  a 
computed  requirements  purchaser  if  it 
is  so  designated  pursuant  to  the 
provisions  of  its  power  sales  contract. 


When  a  purchaser  operates  two  or 
more  separate  systems,  only  those 
systems  designated  by  BPA  win  be 
covered  by  this  section. 

2.  Purpose  of  the  Computed 
Requirements  Designation.  Use  of  the 
computed  requiremmts  designation  is 
intended  to  assure  that  each  purchaser 
who  purchases  power  from  BPA  to 
supplement  its  own  firm  resources  will 
purchase  amounts  of  firm  capacity  and 
firm  energy  substantially  equal  to  that 
which  the  purchaser  wfould  otherwise 
have  to  provide  on  the  basis  of  normal 
and  prudent  operations. 

The  amoimt  of  capacity  and  energy 
required  for  normal  and  prudent 
operations  shall  be  determined  pursuant 
to  the  purchaser's  power  sales  contract. 

B.  tiefinitions  Relating  to  Nonfirm 
Energy.  Decremental  Cost.  Unless 
otherwise  specified  in  a  contractual 
arrangement,  decremental  cost  as 
applied  to  Nonfirm  Energy  transactions 
shall  be  defined  as: 

1.  All  identifiable  costs  (expressed  in 
mills  per  kilowatthour)  associated  with 
the  use  of  a  displaceable  thermal 
resoiut»  or  end-user  load  with  ahemate 
fuel  source  to  serve  a  purchaser's  load 
that  the  purchaser  is  able  to  avoid  by 
purchasing  power  from  BPA,  rather  than 
generating  the  power  itself  or  using  an 
alternate  fuel  source;  or 

2.  All  identifiable  costs  (expressed  in 
mills  per  kilowatthour)  to  serve  the  load 
of  a  displaceable  purchase  of  energy  that 
the  purchaser  is  able  to  avoid  by 
choosing  not  to  make  the  alternate 
energy  purchase. 

Alliaentifiable  costs  as  used  in  the 
above  definition  may  be  reduced  to 
reflect  costs  of  purchasing  BPA  energy 
such  as  transmission  costs,  losses,  or 
loopflow  constraints  that  are  agreed  to 
by  BPA  and  the  purchaser. 

C.  NFRate  Cap.  1.  Application  of  the 
NF  Rate  Cap.  The  NF  Rate  Cap  defines 
the  maximum  nonfirm  energy  price  for 
general  application.  At  no  time  shall  the 
total  price  for  nonfirm  energy,  including 
any  applicable  service  charges  or  rate 
adjustment,  sold  under  any  applicable 
rate  schedule  exceed  the  NF  Rate  Cap. 
The  level  of  the  NF  Rate  Cap  is  based 
on  a  formula  tied  to  BPA's  system  cost 
and  California  foel  costs.  The  NF  Rate 
Cap  applies  to  all  sales  of  nonfirm 
energy  under  any  appUcable  rate 
schedule  for  a  12-year  period  beginning 
October  1. 1987. 

2.  Monthly  Notification  of  the  NFrate 
Cap.  Prior  to  the  begiiming  of  a  calendar 
month  BPA  shall  perform  the 
calculations  contained  in  section  IV.C.3 
of  these  GRSPs  to  determine  the 
effective  NF  Rate  Cap  for  that  calendar 
month.  BPA  is  obligated  to  provide 
advance  notification  of  the  NF  Rate  Cap 
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level  to  purdiaMn  of  nonfinn  eneigy. 
BPA  may  waive  this  requiiemeot  oDly  if 
BPA  does  not  intend  to  offsr  Nonfinn 
Energy  «t  pricea  above  BPA's  Average 
System  Coat  (BASQ  at  any  time  during 
a  mondi.  The  notification  will  be  dven 
at  least  10  cakodar  days  prior  to  the 
first  day  of  any  calendar  month  in 
which  the  NF  Rate  Cap  applies.  BPA 
shall  also  ip«infin,  on  file  far  public 
review,  a  record  of  the  NF  Rate  Cap  by 
month  diroughout  the  period  the  cap  is 
inefiecL 

3.  JVF  Rate  Cap  Formula.  The  NF  Rate 
Cap  shall  be  equal  to  the  greater  of  the 

following: 

a.  BASCor 

b.  BASC4^.30(DeC-BASQ 

Where: 

BASOBPA's  average  system  cost. 

detennined  by  dividing  BPA's  total 

system  coats  l>y  BPA's  total  system  sales. 

For  this  rate  period  BASC  has  been 

determined  to  be  27.8  mills  per 

kilowattfaour. 
CffiOTbe  Decremaatal  Fuel  Cost  as 

detannlaed  in  accordance  writfa  section 

IVXI5  of  these  GXSPs. 

4.  Oetormi/Nitjon  of  BASC  For 
purposes  of  determining  BASC  the 
foUo«ving  definition  shall  apply: 

a.  BPA's  total  system  coaU  shall  be 
the  sum  of  all  BPA's  cosU  forecasted  in 
each  general  rate  caae  for  the  applicable 
rate  period,  induding  total  transmission 
costs.  Federal  base  system  costs,  new 
resource  costs,  exdiange  resource  coats, 
and  other  coats  not  specifically 
allocated  to  a  rate  pool.  suA  as  section 
7(g>  coats. 

b.  BPA's  annual  system  sales  ^all  be 
the  sura  of  all  BPA's  system  firm  and 
nonfirm  sales  forecasted  eedi  general 
rate  case  for  the  applicri)le  test  period. 

BASC  shall  be  redetermined  in  each 
subsequent  general  rate  case  according 
to  the  tbav9  formula  and  will  be  in 
efiect  for  the  entire  rata  period  over 
whidx  the  rates  are  in  effect 

5.  Deternn  notion  of  Deavmentd  Fuel 
Cost.  The  Decremental  Fuel  Cost  shall 
be  detennined  mondily  by  BPA.  For 
purposes  of  calculating  the  NF  Rate  Cap. 
a  weighted  aven^  of  gas  and  petroleum 
prices  for  Califaraia  wiH  be  sued  for 
approximating  decremental  foel  costs. 
The  monthly  decremental  foel  cost  shall 
be: 

a.  The  sum  oft  (l)The  average 
California  price  for  gas  determined  hy 
multiplying  the  monthly  gas  use  (WGU) 
developed  pursuant  to  section  IV.C8.a 
times  tne  monthly  Califamia  gas  price 
(MGP)  determined  pursuant  to  section 
IV.C.6  rounded  to  the  nearest  tenth  of  a 
mill:  and 

(2)  The  average  Califbmia  price  for 
petroleum  determined  by  multiplying 


the  monthly  petroleum  use  tWOU) 

developed  pursuant  to  section  IVX1BJ> 

times  the  monthly  California  petiolaum 

price  (MOP)  determined  pumunt  to 

section  IV.C.7  rounded  to  the  nearest 

tenth  of  a  milL 
b.  Divided  by  the  sum  of  the  ¥K;U 

and  WOU  devdoped  in  sections 
IV.CB.a  and  b.  reqMctively.  rounded  to 
the  nearest  tenth  of  a  milL 

6.  California  Gas  Price.  Tha  MO*  for 
purposes  of  calculating  the  deciemantal 
cost  component  of  the  rate  cap  shall  be 
based  on  the  following  formula: 


7.  California  Petioleum  Price.  Tha 
MCX*  for  purpoaes  of  calculating  tha 
deoemental  cost  component  ofthe  rata 
cap  shall  be  based  on  the  following 

formula: 


MOP> 


AOP'HOP 
10 


MGP> 


Aa»*HGP 
10 


Where: 
AGP=the  average  gas  price  for  Califbmia 
electric  utility  plants  expressed  in 
cents  per  million  Btu  as  reported  in 
the  most  recently  monthly  issue  of 
Electric  Power  Monthly  (EPM) 
published  by  the  Energy 
Information  Administration  (EIA), 
U.S.  Depcotment  of  Energy.  Prices 
riiall  be  rounded  to  the  nearest  one- 
tenth  of  a  cent. 
HQ>sthe  historical  relationship 
between  gas  prices  in  the  effective 
month  of  the  NF  Rate  Cap  (month  t)  and 
the  month  in  %^iich  the  gas  prices  are 
reported.in  EPM  (month  r)  using  the 
following  procedures: 

a.  Summing  all  California  gas  prices, 
expressed  in  the  nearest  one-tenth  of  a 
cent  per  million  Btu.  reported  in  tPM 
for  month  t  for  the  years  beginning  with 
calendar  year  1982  up  to  and  including 
the  prior  calendar  year.  The  sum  ofthe 
historical  monthly  California  gas  pricea 
shall  be  divided  ^  the  ntmiber  of  years 
for  whidi  MGPs  ware  reported  and 
rounded  to  the  nearest  one-tenth  of  a 

cent; 

b.  Summing  all  Califbmia  gas  prices, 
expressed  inuie  nearest  one-tenth  of  a 
cent  per  milUon  Btu.  reported  in  EPM 
for  month  r  hx  the  years  beginning  with 
calendar  year  1982  up  to  and  including 
the  prior  calendar  year.  The  sum  of  the 
historical  monthly  California  gas  prices 
shall  be  divided  by  the  numbw  of  veers 
for  which  MGPs  were  reported  and 
rounded  to  the  nearest  one-tenth  of  a 
cent. 

c.  Dividing  the  average  monthly 
CaUfomia  gas  price  in  a  above,  by  tiie 
average  monthly  California  gas  price  in 
b  above,  and  rounding  to  the  nearest 
one-tenth,  or  three  signifinant  places. 
lOsthe  factor  for  convertii^  gas  prices 

stated  in  cents  per  miluoai  Btu  to 
mills  per  kWh.  The  bctor  assumes 
a  heat  rate  of  10.000  Btu  per 
kilowatthour. 


Where: 

ACH>-die  last  available  oil  price  for 
California  electric  utility  planU 
expreaaed  in  cents  per  million  Btu 
repotted  in  EPM  published  by  the 
EIA.  U.S.  Depaitmaot  of  Energy. 
Prices  shall  be  rounded  to  the 
nearaat  one-tenth  of  a  cent 

HOIMhe  historical  relationship 
between  petroleum  prices  in  the 
efiactive  month  of  the  NF  Rate  Cap 
(month  t)  and  the  last  month  in 
which  the  petroleum  prices  are 
repotted  in  EPM  (month  r)  using  the 
following  procedures: 

a.  Summing  all  California  petroleum 
prices,  expreeeed  in  the  nearest  one- 
tenth  of  a  cent  per  million  Btu.  reported 
in  EPM  for  month  t  for  the  years 
beginning  %vidi  calendar  year  1982  up  to 
and  inchiding  the  prior  calendar  year. 
The  sum  ofthe  historical  monthly 
Calilc»nia  petroleum  prices  riiall  be 
divided  by  the  number  of  years  Cor 
which  monthly  petroleum  prices  were 
reported  and  rounded  to  the  nearest 
one-tenth  of  a  cent; 

b.  Summing  all  California  petroleum 
prices,  expreeeed  in  the  nearest  one- 
tenth  of  a  cent  per  million  Btu,  reported 
in  EMP  for  month  r  for  the  years 
beginning  with  calendar  year  1962  up  to 
and  inchidii^  the  prior  calendar  year. 
The  sum  of  the  historical  monthly 
Califomia  petroleiun  prices  shall  be 
divided  by  the  number  of  years  for 
which  monthly  petroleum  prices  were 
reported  and  rounded  to  the  nearest 
one-tenth  of  a  cent;  and 

c  Dividing  the  average  monthly 
Califomia  petroleum  price  in  a.  above, 
by  the  average  monthly  Califomia 
petroletmi  price  in  b.  above,  and 
roimding  to  the  nearest  one-tenth  of  a 
pmcent,  or  three  significant  plaoea. 
10  >  the  factor  for  converting  petroleum 
prices  stated  in  cents  per  million 
Btu  to  mills  per  kWh.  The  factor 
assiunes  a  heat  rate  of  10.000  Btu 
per  kilowatthour. 
8.  Wei^ting  Factors.  For  purposes  of 
determining  Califomia  fuel  pricea  for 
the  month,  gas  and  petroleum  pricea 
will  be  wei^ted  based  on  California's 
historical  use  of  theee  tvro  alternative 

fuels.  ..     . 

a.  Historical  Gas  Use  In  California. 
The  following  formula  shall  be  used  to 
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determine  the  weighting  factor  for  gas 

prices  (WGU): 

WGU*CGU*HGU 
Where: 

(XU  a  the  monthly  net  gas-fired 
generation,  expressed  in 
gigawatthours,  far  California  in  the 
most  recent  monthly  issue  of  EPM 
published  by  the  EIA,  U.S. 
Department  of  Energy. 

HGU  « the  historical  relationship 
between  gas  consumptions  hi  the 
effective  month  of  the  NF  Rate  Cap 
(month  t)  and  the  month  for  which 
gas  consumption  is  reported  in  EKfP 
(month  r)  using  the  following 
procedures: 

(1)  Summing  the  reported  net-gas 
fired  generation  for  Califomia, 
exprMsed  in  gigawatthours,  from  EPM 
from  month  t  for  the  years  beginning 
with  calendar  year  1982  up  to  and 
including  the  prior  calendar  year.  The 
sum  of  California's  historical  monthly 
consumption  shall  be  divided  by  the 
number  of  years  for  which  gas 
consimiption  was  reported  and  rounded 
to  the  nearest  gigawatthour. 

(2)  Summing  tne  reported  net  gas- 
fired  generation  for  California, 
expressed  in  gigawatthours,  from  EPM 
for  month  r  fyt  the  years  beginning  with 
calendar  year  1982  up  to  and  including 
the  prior  calendar  year.  The  sum  of 
California's  historical  monthly 
consumption  shall  be  divided  by  the 
number  of  years  for  which  gas 
constmiption  was  reported  and  roimded 
to  the  nearest  gigawatthour. 

(3)  Dividing  the  average  consumption 
of  gas  in  Califomia  for  the  month  t  as 
determined  in  (1)  above  by  the  average 
consimiption  of  gas  for  the  month  r  as 
determined  in  (2)  above  and  roimding  to 
the  nearest  one-tenth,  or  three 
sisnificant  places. 

b.  Historical  Petroleum  Use  in 
Califomia.  The  following  franula  shall 
be  used  to  determine  the  weighting 
factor  for  petroleum  prices  (WOU): 
WOU  «  COU  •  HOU 

Where: 
COU  3  the  monthly  net  petroleimi-fired 
generation,  expressed  in 
gigawatthours,  in  Califomia  in  the 
most  recent  mcmthly  issue  of  EPM 
published  by  the  EIA.  U.S. 
Department  of  Energy. 
HOU  s  the  historical  relationship 
between  petroleum  consiimptions 
in  the  e^ctive  month  of  the  NF 
Rate  Cap  (month  t)  and  the  month 
for  which  petroleum  consumption 
is  reported  in  EPM  (month  r)  using 
the  following  procedures: 
(1)  Summing  the  reported  net- 
petroleum  geneiatioo  for  California, 


expressed  in  gigawatthours,  from  EPM 
for  month  t  for  the  years  begiiming  with 
calendar  year  1982  up  to  and  including 
the  prior  calendar  year.  The  sum  of 
California's  historical  monthly 
consumption  shall  be  divided  by  the 
number  of  years  for  which  petroleum 
consumption  vras  reported  and  roimded 
to  the  nearest  gigawatthour; 

(2)  Siunming  the  reported  net- 
petroleum  generation  for  California, 
expressed  gigawatthours.  from  EPM  for 
month  r  for  ute  years  be^nning  with 
calendar  year  1982  up  to  and  including 
the  prior  calendar  year.  The  sum  of 
Califomia's  historical  mcmthly 
consumption  shall  be  divided  by  the 
number  of  years  for  which  petroleum 
consumption  was  reported  and  rounded 
to  the  nearest  gigawatthour,  and 

(3)  Dividing  the  average  ctmsumption 
of  petroleum  in  Califomia  for  the  month 
t  as  determined  in  (1)  above  by  the 
average  consumption  of  petroleimi  for 
the  month  or  as  determined  in  (2)  above 
and  roimding  to  the  nearest  one-tenth, 
or  three  significant  places. 

D.  Determination  ofBPA's  Average 
System  Cost.  For  purposes  of 
determining  BASC.  the  following 
definitions  shall  apply; 

1.  BPA's  total  system  costs  shall  be 
the  sum  of  all  BPA's  costs  forecasted  in 
each  general  rate  case  for  the  applicable 
rate  period,  including  total  transmission 
costs,  Federal  base  system  costs,  new 
resource  costs,  exchange  resource  costs, 
and  other  costs  not  specifically 
allocated  to  a  rate  pool,  such  as  section 
7(g)  costs. 

2.  BPA's  total  annual  system  sales 
shall  be  the  sum  of  all  BPA's  system 
finn  and  nonfirm  sales  forecasted  in 
each  general  rate  case  for  the  applicable 
test  period. 

BASC  shall  be  redetermined  in  each 
subsequent  general  rate  case  according 
to  the  above  formula  and  will  be  in 
effect  for  the  entire  rate  period  over 
which  the  rates  are  in  effect. 

Section  V.  Application  of  Rates  Under 
Special  Circumstances 

A.  Energy  Supplied  for  Emergency 
Use.  A  purchaser  taking  Priority  Firm  or 
New  Resource  Firm  Power  shall  pay  in 
accordance  with  the  Nonfirm  Energy 
rate  schedule,  NF-93,  and  Emergency 
Capacity  rate  schedule,  CE-93,  for  any 
electric  energy  or  capacity  which  has 
been  supphed: 

1.  For  use  during  an  emergency  on  the 
purchaser's  system,  or 

2.  Following  an  emergency  to  replace 
energy  secured  from  soiuces  other  than 
BPA  during  such  emergency. 

Mutual  emeigency  assistance  may, 
however,  be  provided  and  payment 


therefore  settled  under  exchange 
agreements. 

B.  Construction,  Test  and  Start-Up, 
and  Station  Service.  Power  fra*  the 
puipoaa  of  construction,  test  and  start- 
up, and  station  sovibe  shall  be  made 
available  to  eligible  ptuchasers  imder 
the  Priority  Firm  and  New  Resources 
Firm  Povrer  Rate  Schedules.  Such 
power  must  be  used  in  the  manner 
specified  below: 

1.  Power  sold  for  constmction  is  to  be 
used  in  the  construction  of  the  project. 

2.  Power  sold  frar  test  and  start-up 
may  be  used  prior  to  commercial 
operation  botn  to  bring  the  project  on 
line  and  to  ensure  that  the  project  is 
working  properly. 

3.  PoMrer  sold  for  station  service  may 
be  purchased  at  any  time  following 
commercial  operation  of  the  project. 
Station  service  power  may  be  used  for    ' 
project  start-up,  project  shut-down, 
normal  plant  operations,  and  operations 
during  a  plant  shut-down  period. 

C.  Application  of  Rates  During  Initial 
Operation  Period— Transitional  Service. 

1.  Eligibility  for  Transitional  Service. 
For  an  initial  operating  period,  as 
specified  in  the  power  sales  contract, 
beginning  with  the  commencement  of 
operation  of  a  new  industrial  plant,  a 
major  addition  to  an  existing  plant,  or 
reactivation  of  an  existing  plant  or 
important  part  thereof,  BPA  may  agree 
to  bill  the  purchaser  in  accordance  virith 
the  provisions  of  this  section.  This 
section  shall  apply  to  both: 

a.  DSIs  having  new,  additional  or 
reactivated  plant  fadlities,  and 

b.  Utility  purchasers  serving 
industrial  purchasers  with  power 
purchased  from  BPA.  BPA  will  provide 
transitional  service  to  utilities  for  only 
those  industrial  loads  for  which  the 
demand  can  be  separately  metered  by 
the  utility  and  recorded  on  a  daily  basis. 

2.  Calculation  of  the  Daily  Demand.  If 
the  purchase  request  billing  on  a  Daily 
Demand  basis  pursuant  to  its  power 
sales  contract  and  if  BPA  agrees  to  such 
billing,  the  billing  demand  for  the 
billing  month  shall  be  the  average  of  the 
Daily  Demands  as  adjusted  for  power 
factor. 

Demand  for  each  day  shall  be  defined 
as  100  percent  of  the  Measured  Demand 
for  the  day  (regardless  of  whether  such 
Measured  Demand  occiuv  during  the 
Peak  Period  or  the  Offipeak  Period). 

3.  Billing  for  Transitional  Service. 
Utilities  rMseiving  transitional  service 
diall  provide  BPA  with  Daily  Demand 
informaticm  tax  the  industrial  consumer 
for  whom  transitional  service  is 
provided.  To  compute  the  power  bill  for 
the  point  of  delivery  which  includes  the 
load  being  served  with  transitional 
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service.  BPA  diaU.  at  its  diacretian. 
either 

a.  DetetmiiM  the  demand  far  the 
pertinent  point  of  delivwy  without  the 
industrial  load  and  than  add  the  average 
daily  demand  far  such  industrial  load; 
or 

b.  Bill  the  entire  p<rint  of  delivery  on 
a  daily  demand  basis.  Daily  demand 
billing  shall  not  affect  the  level  of  any 
curtailment  charge  or  energy  charge 
assessed  by  BPA. 

D.  Changes  in  a  DSI's  BPA  Operating 
Level.  If  a  DSI  requesU  a  waiver 
regarding  the  notice  requirements 
specified  in  the  DSI's  power  sales 
contract  for  a  voluntary  change  in  its 
BPA  Operating  Level,  and  if  BPA  does 
not  grant  the  waiver,  or  if  the  DSI  fails 
to  give  notice  of  such  a  change  and  does 
not  request  a  waiver,  the  DSI  shall  be 
billed  as  if  no  notice  has  been  provided 
until  such  time  as  the  number  of  day* 
in  the  notice  period  have  passed.  If, 
howe\'er,  BPA  agrees  to  waive  the  notice 
requirement,  the  power  bill  shall  reflect 
the  requested  chuiges  as  of  the 
requeued  eSective  date  specified  in  the 
notice  or.  at  BPA's  discretion,  a  date  of 
BPA's  choosing  within  the  notice 
period. 

E.  Restriction  of  Deliveries.  Deliveries 
of  capacity  or  ener^  to  any  purchaser 
may  be  restricted  when  operation  of  the 
facilities  used  by  BPA  to  serve  sudi 
purchaser  is: 

1.  Suspended. 

2.  Interrupted, 

3.  Interfered  with, 

4.  Curtailed,  or 

5.  Restricted  by  the  ocmrience  of  any 
condition  described  in  the 
Uncontrollable  Forces  or  Continuity  of 
Service  tactions  of  the  General  Contract 
Provisions  of  the  power  sales  contract. 

Section  VL  Billing  Inibrmati<Hi 

A.  Determination  of  Estimated  Billing 
Data.  If  the  amounts  of  capacity,  energy, 
or  the  60-minute  integrated  demands  for 
energy  purchased  from  BPA  must  be 
estimated  from  data  other  than  metered 
or  scheduled  quantities,  historical 
patterns,  and  pertinent  weather  data, 
BPA  and  the  purchaser  will  agree  on 
billing  data  to  be  used  in  preparing  the 
bill  If  the  partias  cannot  agree  on 
estimated  billing  quantities,  derived  by 
any  method,  a  datarmination  binding  on 
both  partiea  shall  be  made  in 
accordance  writh  the  aibitraticm 
provisions  of  the  powrer  sales  contract 

B.  Load  Shift  and  Outage  Reports. 
Load  shifk  and  outage  reports  must  be 
submitted  to  BPA  within  4  days  of  the 
corresponding  load  shift  or  outage. 
Reports  may  be  made  by  telephone. 
maiU  or  other  electronic  processes 
where  available.  If  costomar  reports  are 


not  received  in  a  timely  manner.  BPA 
has  the  option  to  ¥nthhokl  load  shift  or 
outage  credit. 

C  Billing  for  New  Lmge  Sbigh  Loads. 
Any  BPA  customer  whose  actual  firm 
load  includes  one  or  more  New  laroe 
Single  Loads  (NLSL)  shall  be  billed  for 
the  NLSUs)  at  the  New  Resources  Firm 
Power  Rate.  The  power  requirements 
associated  vrith  the  NLSL  shall  be 
established  in  a  manner  ooosistent  with 
the  provisions  of  this  section. 

The  purchaser  shall  warrant  to  BPA 
that  NLSLs  are  separately  metered.  The 
metering  must  include  provisions  far 
determining: 

1.  The  NLSL  demand  during  BPA's 
diurnal  capacity  billing  periods. 

2.  The  NLSL  energy  during  BPA's 
energy  billing  periods,  and 

3.  The  NLSL  reactive  energy  for  the 
billing  month. 

The  design  for  the  metering 
equipment  for  the  NLSL  must  be 
approved  by  BPA.  Testing  and 
inspections  of  sudi  metering 
installations  shall  be  as  provided  in  the 
Geneml  Contract  Provisions. 

On  a  monthly  basis,  each  purchaser  of 
New  Resource  Firm  Power  shall  report 
to  BPA  the  quantity  of  power  used  by 
the  NLSL  during  the  purdiaser's  billing 
period.  Data  provided  to  BPA  by  the 
purchaser  must  be  submitted  to  BPA 
within  2  normal  working  dajrs  of  the 
date  the  purdiaser  reads  the  meters. 
BPA  may  elect  to  adjust  the  NLSL  data 
for  losses  from  the  point  of  metering  to 
the  dosest  BPA  point  of  deUvery  for  the 
purchaser. 

D.  Determination  of  Measured 
Demand.  1.  For  point  of  delivery  with 
fully  operational  metering  under  the 
Revenue  Metering  System  (RMS), 
demand  shall  be  measured  from  0000 
hours  on  the  first  day  of  the  billing 
period  throu^  2400  hours  on  the  last 
day  of  the  billing  period. 

2.  For  points  of  delivery  that  do  not 
have  RMS  metering,  demand  shall  be 
measived  from  0000  hours  on  the  first 
complete  (24  hour)  day  of  the  available 
metering  data  through  2400  hotirs  on 
the  last  complete  day  of  the  available 
metering  data.  Billing  demand  will  be 
determined  from  the  period  of  avail^le 
metering  data  that  most  closely  matdies 
the  offidal  billing  period  of  tfaie 
custnner. 

E.  nrterminoljon  of  Measured  Energy. 
1.  For  point  of  delivery  with  fully 
operational  metwing  imder  RMS,  energy 
shall  be  measured  from  0000  hours  on 
the  first  day  of  the  billing  period 
through  2400  hours  on  the  last  day  of 
the  billing  period. 

2.  For  points  of  delivery  that  do  not 
have  RMS  metering,  measured  energy 


shall  be  the  quantity  of  usage  recorded 
on  the  meter  oetween  meter  readings. 

F.  Billing  Mbnt/i.  Meters  normally  will 
be  lead  and  bills  computed  at  intanrab 
of  1  month.  A  month  is  defined  as  the 
interval  between  scheduled  metar- 
reading  dataa.  The  billing  month  wrill 
not  exceed  31  days  in  any  case.  While 
it  may  be  necessary  to  read  meters  on 
a  day  other  than  the  scheduled  meter- 
reading  data,  far  determination  of 
billing  demand,  the  billing  month  will 
cease  at  2400  horn*  on  the  last 
scheduled  meter-reading  date. 
Schedules  will  be  predetomined.  The 
customer  must  give  30  davs  notice  to 

Test  a  diange  to  the  sdiedule. 
Payment  of  Bills.  Bills  for  power 
shall  be  rendered  monthly  by  BPA. 
Failure  to  receive  a  bill  shall  not  release 
the  purdiaser  from  liability  for 
payment  Bills  for  amounts  due  BPA  of 
50,000  or  more  miist  be  paid  by  direct 
wire  transfer,  customers  who  expect  that 
their  average  monthly  bill  will  not 
exceed  $50,000  and  wdio  exped  special 
difficulties  in  meeting  this  requiranent 
may  request,  and  BPA  may  approve,  an 
exemption  from  this  requirement  Bills 
for  amounts  due  BPA  under  $50,000 
may  be  paid  by  dired  wire  transfer  or 
mailed  to  the  Bonneville  Power 
Administration.  P.O.  Box  6040, 
Portland.  Ongian  97228-6040.  or  to 
another  location  as  directed  bv  BPA. 
The  procedures  to  be  followed  in 
making  dired  %vire  transfers  will  be 
provided  by  the  Office  of  Financial 
Management  and  updated  as  necessary. 

1.  &mputation  of  Bills.  Demand  and 
energy  billings  for  power  purdiased 
under  each  rate  schedule  shall  be 
rounded  to  whole  dollar  amounts,  by 
eliminating  any  amount  which  is  less 
than  50  cents  and  increesing  any 
amount  from  50  cents  through  09  cents 
to  the  next  higher  dollar. 

2.  Estimated  Bills.  At  its  option.  BPA 
may  eled  to  render  an  estimated  bill  far 
that  month  to  be  followed  at  a 
subsequent  biUing  date  by  a  final  bill. 
Such  estimated  bill  shall  have  the 
validity  of  and  be  subjed  to  the  same 
payment  mtivisions  as  a  final  bilL 

3.  Due  JDMe.  Bills  shall  be  due  by 
dose  of  business  on  the  20th  day  after 
the  date  of  the  bill  (due  date).  This 
requirem«it  holds  also  for  revised  bills 
(see  section  6  below).  Should  the  20th 
day  be  a  Saturday.  Sunday,  or  holiday 
(as  celebnied  by  the  purdiaser).  the  due 
date  shall  be  the  next  following  business 
day. 

4.  Late  Payment  Bills  not  paid  in  full 
on  or  before  dose  of  business  on  the  due 
date  shall  be  sub)ed  to  a  penalty  charge 
of  $25.  In  addition,  an  interest  charge  of 
one-twentieth  percent  (0.05  percent) 
shall  be  applied  each  day  to  the  sum  of 
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the  unpaid  amount  and  tba  penalty 
chaige.  This  Intanat  diarga  shall  he 
asaaued  on  a  daily  baaia  until  such  time 
as  the  unpaid  amount  and  paoahy 
chaige  are  paid  in  fiilL 

Remittancsa  racaived  by  mail  will  be 
accepted  without  assessraant  of  the 
charges  lefeired  to  in  the  preceding 
paragraph  provided  the  postmark 
indicates  the  payment  wraa  mailed  on  or 
before  the  due  dirte.  Wheoever  a  power 
bill  or  a  pavtioo  thereof  remains  unpaid 
subsequent  to  the  due  data  and  after 
giving  30  dtiyn'  advance  notice  in 
writing,  BPA  may  cancel  the  contrect  for 
service  to  the  purdiaaer.  However,  smdi 
cancellation  shall  not  affect  the 
purchaser's  Uability  for  any  charges 
acCTued  prior  thereto  under  such 
contract. 

5.  Disputed  Billings.  In  the  event  of  a 
disputed  billing,  full  payment  shall  be 
rendered  to  BPA  and  the  disputed 
amount  noted.  Disputed  amounts  are 
subject  to  the  late  peyment  provisions 
specified  above.  BPA  shall  separately 
aca>unt  for  the  disputed  amount.  If  it  is 
determined  that  the  purchaser  is 
entitled  to  the  disputed  amount,  BPA 
shall  refund  the  disputed  amount  with 
interest,  as  determined  by  BPA's  Office 
of  Financial  Management. 

BPA  retains  the  right  to  verify,  in  a 
manner  satisfactory  to  the 
Administrator,  all  data  submitted  to 
BPA  for  use  in  the  calculation  of  BPA's 
rates  and  corresponding  rate 
adjustments.  BPA  also  retains  the  right 
to  deny  eligibility  for  any  BPA  rate  or 
coiresponchng  rate  adjustment  until  all 
submitted  data  have  been  accepted  by 
BPA  as  complete,  accurate,  and 
appropriate  for  the  rate  or  adjustment 
under  consideration. 

6.  Revised  Bills.  As  necessary,  BPA 
may  render  a  revised  bill. 

a.  If  the  amoimt  of  the  revised  bill  is 
less  than  or  equal  to  the  amount  of  the 
original  bill,  the  revised  bill  ^all 
replace  all  previous  bills  issued  1^  BPA 
that  pertain  to  the  specified  customer 
for  the  specified  billing  period  and  the 
revised  bill  shall  have  the  same  date  as 
the  replaced  bill. 

b.  Ii  a  revision  causes  an  additional 
amount  to  be  due  BPA  or  the  specified 
customer  beyond  the  amount  of  the 
original  bill,  a  revised  bill  will  be  issued 
for  the  diffierence  and  the  date  of  the 
revised  bill  shall  be  its  date  of  issue. 

Section  VII.  Variable  Industrial  Rate 
Parameters  and  Adjustments 

A.  Monthly  Average  Aluwinum  Price 
Determination. 

1.  Calculation  of  the  Monthly  Billing 
Aluminum  Price.  The  monthly  billing 
aluminum  price  shall  be  determined  by 
BPA  for  each  billing  mcmth.  For 


purposes  of  this  rate  sdiedula,  tha 
monthly  bilUng  aluminum  price  riiaU  be 
based  on  tha  avemge  price  of  alumintmi 
in  U.S.  markets  during  the  third 
calendar  month  prior  to  the  billing 
month.  The  average  price  for  aluminum 
in  U.S.  maricets  shall  be  defined  as  the 
average  U.S.  Transaction  Price  reported 
for  the  month  by  "Matala  We^."  in 
cents  per  pound,  rounded  to  the  nearest 
tenth  of  a  cent 

2.  Notification  of  the  Monthly  Avarage 
Aluminum  Price.  BPA  shall  provide,  45 
days  prior  to  the  billing  month,  written 
notification  to  purchasers  under  this 
rate  schedule  of  the  monthly  UUing 
aluminum  price  to  be  used  for  billing 
purposes.  Upon  written  request 
supporting  aocumentation  shall  be 
provided. 

3.  Changes  in  Aluminum  Price 
Indicators.  In  the  event  that  BPA 
determines  that  fecfors  outside  its 
control  render  the  monthly  average  U.S. 
Transaction  Price  unusable  as  an 
approximation  of  U.S.  market  prices, 
BPA  may  develop  and  substitute 
another  indicator  for  prices  in  U.S. 
markets.  BPA  shall  notify  interested 
parties  of  its  intent  to  do  so  at  least  120 
days  prior  to  the  billing  month  in  which 
the  change  would  become  effective.  In 
this  notification.  BPA  shall  explain  the 
reason  for  the  substitution  and  specify 
the  replacement  indicator  it  intends  to 
use.  BPA  also  shall  describe  the 
methodology  to  determine  the  monthly 
billing  aluminiun  price  to  be  used  for 
billing  purposes  under  this  rate 
schedule  and  shall  provide  the 
necessary  data  to  be  used  in  the 
calculation.  Interested  persons  will  have 
until  close  of  business  3  weeks  bom  the 
date  of  the  notificaticm  to  provide 
comments.  Cbnsideration  of  comments 
and  more  current  information  may 
cause  the  final  methodology  and  the 
substitute  aluminum  price  index  to 
difier  from  those  proposed.  BPA  shall 
notify  all  affected  parties,  and  those 
parties  that  submitted  comments,  of  its 
final  determination  90  days  prior  to  the 
billing  month  the  new  indicator  shall  be 
effective. 

B.  Annual  Adjustments  to  the  Lower 
and  Upper  Pivot  Aluminum  Prices.  On 
July  1, 1991,  and  every  July  1.  thereafter, 
the  Lower  and  Upper  Pivot  Aluminum 
Prices,  as  stated  in  section  III.B  of  the 
rate  schedule,  shall  be  subject  to  change 
for  billing  purposes  as  herein  described. 
The  term  "annual  adjustment  date" 
shall  refw  to  July  1  of  each  year. 

1.  Implementation  Procedures. 
Beginning  in  1991  and  every  year 
thereafter,  prior  to  April  1  of  that  year, 
BPA  shall  provide  the  purdiasers  under 
this  rate  schedule  preliminary  written 
estimates  of  proposed  adjustments  to 


the  Lower  and  Upper  Pivot  Aluminum 
Prices;  By  the  laat  wcoking  day  of  tha 
month  of  April.  BPA  shallnotify 
interested  parties  in  writing  of  BPA's 
revised  determinations  concerning 
changes  to  the  Lovrer  and  Upper  Pivot 
Aluminum  Prices.  BPA  slull  describe 
how  the  adjustments  were  determired 
and  provide  the  data  used  in  the 
calculaticms.  In  addition  to  written 
notification,  BPA  may,  but  is  not 
obligated  to,  hold  a  public  coooment 
forum  to  clarify  its  oeterminations  and 
solicit  comments.  Interested  persons 
may  submit  comments  on  the 
determinations  to  BPA  and  other 
parties.  Comments  Mrill  be  accepted 
until  close  of  business  on  the  lart 
working  Friday  in  May.  Consideration 
of  comments  and  more  current 
information  may  result  in  the  final 
adjustment  differing  from  the  proposed 
adjustment.  By  June  30  of  each  year. 
BPA  shall  notify  all  VI  piuchasers,  those 
parties  that  submitted  comments,  and 
parties  that  requested  notification,  of  the 
final  determination. 

2.  Aimual  Adjustment  procedures,  a. 
Annual  Adjustment  of  the  Lower  Pivot 
Aluminum  Price.  Beginning  with  the 
July  1, 1991,  annual  adjustment  date,  for 
eadi  year  that  the  Variable  Industrial 
rate  is  in  effect,  the  Lower  Pivot 
Aluminum  Price  as  stated  in  section 
m.B.l  of  the  rate  schedule  shall  be 
adjusted  on  the  July  1  annual 
adjustment  date.  The  Lower  Pivot 
Aluminiun  Price  shall  be  revised  by 
multiplying  59  cents  per  pound  by  the 
Cost  Escalation  Index  described  in 
section  VII.B.3.b  of  these  GRSPs  and 
rounded  to  the  nearest  tenth  of  a  cent. 
The  revised  Lower  Pivot  Aliuninum 
Price  shall  replace  the  Lower  Pivot 
Aluminum  Price  as  stated  in  section 
m.B.l  of  the  rate  schedule  and  shall  be 
used  to  determine  the  energy  rate  in  the 
subsequent  12  billing  months. 

b.  Annual  Adjustment  of  the  Upper 
Pivot  Aluminum  Price.  For  each  year 
that  the  Variable  Industrial  rate  is  in 
effect,  the  Upper  Pivot  Aluminum  Price 
as  stated  in  section  III.B.2  of  the  rate 
schedule  shall  be  adjusted  on  the  July 
1  annual  adjustment  date.  The  Upper 
Pivot  Aluminum  Price  will  be  adjusted 
such  that  the  Average  Historical 
Aluminum  Price  described  in  section 
VII.B.4  of  these  GRSPs  is  the  midpoint 
between  the  adjusted  Upper  Pivot 
Aluminum  Price  and  the  Average 
Historical  Lower  Pivot  Aluminum  Price 
described  in  section  VII.B.5  below, 
except  as  limited  to  the  greater  of  65 
cents  per  poimd  or  the  adjusted  Lower 
Pivot  Point  for  the  year. 

The  Upper  Pivot  Aliuninum  Price 
shall  equal  the  greater  of: 

(1)  (2){AAP)-ALP: 
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AAP>the  Avw^B  Hlttarical  Ahiminuiq  Price 

daKribad  in  section  VILB.4  of  theM 

GRSP*. 
ALP>the  Aven^a  Historial  Lower  Pivot 

Altiminum  Price  deecribed  in  Mction 

VILB.SofthaeeC»SPt. 

(2)  65.0  cents  per  pound  escalated  to 
current  dollars  using  the  Cost  Escalator 
for  the  Upper  Pivot  Aluminum  Price 
described  in  section  VILB.S.c  of  these 
GRSPs.  or 

(3)  The  adj\isted  Lower  Pivot 
Aluminum  Price  for  the  year. 

The  revised  Upper  Pivot  Aluminum 
Price  shall  supenede  the  Upper  Pivot 
Aluminum  Price  as  stated  in  section 
in.B.2  of  the  rate  schedule  and  shall  be 
used  to  determine  the  energy  rate  in  the 
subsequent  1 2  mcmths. 

3.  Cost  Escalators,  a.  The  cost  indices 
described  below  shall  be  used  in 
calculating  the  appropriate  cost 
escalators.  Each  index  shall  be  rounded 
to  the  nearest  one-tenth  of  a  percent,  or 
three  significant  places. 

(1)  Electricity  Cost  Index.  The  average 
VI  rate  in  mills  per  kilowatthour  based 
on  the  Plateau  Energy  Charge  and  the 
Discount  for  Quality  of  First  Quartile 
Service  in  effect  on  the  April  1 
preceding  the  annual  adjustment  date 
and  a  load  foctor  of  98.5  percent: 
divided  by  22.8  mills  per  kilowatthour 
(the  average  Vl-86  rate  assuming  the 
plateau  energy  charge  and  the  Discount 
for  Quality  of  First  Quaitile  Service  in 
1986). 

(2)  Labor  Cost  Index.  The  annual 
average  hourly  earnings  for  the  U.S. 
primary  alimiinum  industry  (SIC  3334) 
over  the  previous  complete  calendar 
year,  from  the  Employment  and 
Earnings,  published  by  the  U.S. 
Department  of  Labor,  Bureau  of  Labor    , 
Statistics  (BLS),  divided  by  $14.20  per 
hour  (the  value  of  SIC  3334  earnings 
reported  for  1985). 

(3)  Alumina  Cost  Index.  The  annual 
average  of  the  monthly  billing 
aluminum  prices  described  in  section 
Vn.A  of  the  GRSPs  for  the  previous  1- 
year  period  beginning  July  1  through 
June  30  divided  by  50.8  cents  per  pound 
(the  average  U.S.  Transaction  price  over 
the  period  April  1985  through  March 
1986). 

(4)  Other  Costs  Index.  The  annual 
average  Q4P  Implicit  Price  Deflator  for 
the  previous  complete  calendar  year,  as 
published  by  the  U.S.  Department  of 
Commerce,  Bureau  of  Economic 
Analysis,  divided  by  1.126  (the  value  of 
the  CMP  Implicit  Price  Deflator  for  1985 
with  1982*1.000). 

In  the  event  the  indices  delineated 
above  are  discontinued  or  revised  in  a 
manner  that  BPA  determines  renders 
them  unusable  for  calculating  a 


consistent  cost  index,  BPA  will  adjust  or 
substitute  another  similar  price  index, 
following  advance  notificatiim  and 
opportunity  for  public  comment  as 
described  in  section  VILB  J  of  these 
GRSPs. 

b.  The  Cost  Escalator  for  the  Lower 
Pivot  Aluminum  Price  shall  be  a 
weighted  average  of  the  four  indices 
contained  in  section  VII.B.3.a  above. 
The  following  weights  shall  be  assigned 
each  index: 


Electricity  Cost  Index 

Labor  Cost  Index ~ 

Alumina  Cost  Index  „.........m~~...~....~ 

.30 
.20 
.20 

Other  Costs  Index  _..- 

.30 

c  The  Coet£scalat(v  for  the  Upper 
Pivot  Alumintun  Price  shall  be  a 
weighted  average  of  the  Electricity  Cost 
and  Other  Cost  Escalators  as  stated  in 
secUons  Vn.B.3.a.(l)  and  Vn.B.3.a.(4) 
above.  The  following  weights  shall  be 
assigned  each  index: 

Electricity  Cost  Index - - 25 

Other  Costs  Index ..~ 75 


4.  Average  Historical  Aluminum 
Price.  Prior  to  the  July  1, 1991.  annual 
adjustment  date  and  every  annual 
adjustment  date  thereafter,  an  average 
historical  alumintmi  price  shall  be 
calculated  for  the  period  the  VI  rate  has 
been  in  effect  beginning  August  1986. 
The  average  historical  aluminum  price 
shall  be  determined  following  the 
procedures  set  forth  below: 

a.  Each  monthly  billing  aluminum 
price  determined  pursuant  to  section 
vn.A  of  these  GRSPs  for  the  period 
August  1, 1986,  through  June  30 
immediately  preceding  the  annual 
adjustment  date,  shall  be  escalated  to 
the  current  year  dollars  using  the  Price 
Deflator  procedures  described  in  section 
VII.B.6  below. 

b.  The  sum  of  the  escalated  monthly 
billing  aluminimi  prices  shall  be 
divided  by  the  number  of  months  in  the 
period.and  roxmded  to  the  nearest  tenth 
of  a  cent  to  obtain  Uie  Average 
Historical  Aluminum  Price. 

5.  Average  Historical  Lower  Pivot 
Aluminum  Price.  Prior  to  the  July  1, 
1991,  annual  adjustment  date  and  every 
annual  adjustment  date  thereafter,  the 
average  of  the  Lower  Pivot  Aluminum 
Prices  for  the  period  the  VI  rate  has  been 
in  effect  beginning  August  1986,  shall 
be  calculated  following  the  procedures 
set  forth  below: 

a.  The  Lower  Pivot  Aluminum  Price 
in  each  month  for  the  period  August  1, 
1986,  through  Jime  30  of  the  calendar 
year  preceding  the  annual  adjustment 
date,  shall  be  escalated  to  the  current 
year's  dollars  using  the  Price  Deflator 

Erocedures  described  in  section  Vn.B.6 
slow. 


b.  The  sum  of  the  escalated  monthly 
Lower  Pivot  Aluminum  Prices  shall  be 
divided  by  the  number  of  months  in  the 
period,  and  rounded  to  the  nearest  tenth 
of  a  cent  to  obtain  an  Average  Histnicsl 
Lower  Pivot  Altiminum  Price. 

6.  Price  Deflator  Procedures.  For 
purposes  of  converting  nominal  dollars 
to  real  dollars  in  the  calculation  of  the 
Average  Historical  Aluminum  Price  and 
the  Average  Historical  Lower  Pivot 
Aluminum  Price,  the  following  Price 
Deflator  procedures  shall  be  used: 

a.  Mmthly  billing  aluminum  prices 
and  Lower  Pivot  Aluminum  Prices  for 
any  calendar  months  July  through 
December  shall  be  inflated  by 
multiplying  the  price  by  the  ratio  of  the 
GNP  Implicit  Price  Deflator  for  the 
calendar  year  priw  to  the  annual 
adjustment  date  divided  by  the  Implicit 
Price  Deflator  for  the  calendar  year  in 
which  the  price  occiirred. 

b.  Monthly  billing  aluminiun  prices 
and  Lower  Pivot  Aluminimi  Prices  for 
any  calendar  months  January  through 
June  shall  be  inflated  by  multiplying  the 
price  by  the  ratio  of  the  Implicit  Price 
Deflator  for  the  calendar  year  prior  to 
the  annual  adjustment  date  divided  by 
the  Implicit  Price  Deflator  for  the 
calendar  year  prior  to  the  year  in  which 
the  price  occurred.  Each  price  shall  be 
rounded  to  the  nearest  tenth  of  a  cent. 

Issued  in  Portland,  Oregon,  on  January  5, 
1993. 

KandaUW.  Hardy. 
Administrator. 
[FR  Doc  93-042  Piled  1-14-93;  8:45  am] 


AvaUabllity  of  tho  Final  EnvlroniMntal 
Impact  Statamant  on 
Dacommiaaioning  of  BgM  Stirpkw 
Production  Raactora  at  tha  Hanford 
Stta,  Richland,  WA 

AGENCY:  U.S.  Department  of  Energy. 
action:  Notice  of  availability  of  the  final 
environmental  impact  statement 

SUMMARY:  The  U.S.  Department  of 
Energy  (DOE)  annotmces  the  availability 
of  the  Final  Environmental  Impact 
Statement  (FEIS)  on  "decommissioning 
of  Eight  Surplus  Production  Reactors  at 
the  Hanford  Site  Richland.  Washington" 
(DOE/EIS-0119F).  The  FEIS  consists  of 
the  draft  Environmental  Impact 
Statement  (DEIS)  and  an  Addendum. 
The  FEIS  provides  information  on  the 
potential  environmental  impacts  of 
decommissioning  the  eight  surplus 
plutonium  production  reactors  at  the 
Hanford  Site,  a  DOE  facility  located  near 
Richland.  Washington.  The  FEIS 
contains  public  and  agency  comments 
on  the  DOS  and  the  DOE's  responses  to 
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the  ooaunants,  and  UmMBfm  wde 
storage  followed  1^  defaried  one-pieoe 
removal  as  DWs  |M«faifed 
decommiadmiing  altemattve. 
AIXMC88E8:  ReqiMsU  for  co^es  of  the 
FQS  and  for  further  infocBMtkai  OD  the 
FEIS  should  be  directed  to  Mr.  Michael 
Talbot.  Acting  Director.  OtBce  of 
Communicatioiis.  DOE  RidilaDd  Field 
OfBce.  U.S.  Depaitmant  of  Bneigy. 
Richland.  Washington  99352. 
Telephone:  (509)  376-^501.  For  further 
information  on  Uie  National 
EnvinHunental  Pciky  Act  (NEPA) 
process  contact  Ms.  Carol  Boigstrom, 
Director.  Office  of  NEPA  Oversight.  EH- 
25,  U.S.  Department  of  Enofgy.  1000 
Independence  Avenue  SW.. 
Washington.  DC  20585. 

TelephoDe:  (202)  586-4600  or  (800) 
472-2756. 

8UPPI.EIIENTAIIV  MFORMAT10N:  DOE 
published  a  I^IS  in  March  1989  on 
decommissioning  the  eight  surplus 
plutonium  producticm  leectws  loceted 
at  the  Hanford  Site,  and  also  published 
a  notice  of  availabihty  of  the  IKIS  in  the 
Federal  Regialer  on  April  28. 1969  (54 
PR  18325).  During  a  90^y  comment 
period,  D(K  conducted  four  public 
hearings  and  received  written  comments 
on  the  DEIS.  Because  there  vrere  no 
additional  alternatives  identified  from 
the  public  and  agency  review  procees, 
and  beceuse  there  ware  no  additional 
analyses  required.  DOE  determined  that 
an  Addendum  to  the  DEIS  could  be 
prepared.  Comment  letters,  public 
hearing  transcripts,  and  the  DOE 
responses  to  comments  are  printed  in 
the  Addendum.  The  DEIS  end  the 
Addendum  constitute  the  FEIS  under 
the  Council  on  Envinounental  Quality 
(CEQ)  regulations  in  40  CFR  1503.4(c). 

IncluoBd  within  the  scope  of  the 
proposed  action  and  analyses  in  the  EIS 
are  the  reactors,  their  associated  fuel 
storage  besins.  and  the  buildings  that 
house  these  facilitiea.  Not  included 
within  the  scope  of  the  EIS  are  reactor 
ancillary  facilities  or  100  Area  cribs, 
burial  grounds,  and  settling  basins. 
These  facilitiea  are  being  evaluated 
within  the  scope  of  DC^'s 
responsihilities  under  the 
Comprehensive  Envlranmental 
RttqKinse,  Compensation,  and  Liability 
Act  of  1980,  and  the  Reaouroe 
Conservation  and  Recovery  Act.  as 
delineated  in  the  Hanford  Tri-Party 
Aneement 

The  Agreement  provides  that 
whenever  decommissioning  activities 
result  in  the  genera'ion  of  hazardous 
wastes  or  relaaaaa  (^hazardous 
substanoea.  the  treatment,  storage,  or 
disposal  of  those  wastes  or  any 
remediation  of  a  release  of  hazardous 


sidwtances  shall  be  so^ed  to  tbelH- 
Party  Agreement. 

DOE's  proposed  actioo  is  to 
decomm^on  the  eight  surplus 
production  reactors  to  mitigate  releaaes 
of  radioactiva  or  hazardoua  materiala  in 
a  maimer  protective  of  die  public  heehh 
and  welfare  in  accordance  with 
applicable  standards.  Alternatives 
considered  In  the  EIS  include: 

1.  Immediate  one-piece  removal  (i.e., 
dismantlement  and  removal  of 
contaminated  eouipmoit  and 
components  of  ue  fuel  storage  besin 
and  reactor  buildings  and  one-piece 
removal  of  the  reactor  block  assembly  to 
the  200  West  Area  at  Hanfard  for 
disposal); 

2.  Safe  storage  fcdlowed  by  deferred 
one-piece  removal  (i.e.,  ooodnuation  of 
current  maintenance,  monitoring,  and 
surveillance  activities  for  up  to  75  yeers 
followed  by  one-piece  removal); 

3.  Safe  storage  followed  by  deferred 
dismantlement  (i.e.,  safe-storage 
followed  by  piece-by-piece 
dismantlement  and  removal  of  the 
reactor-block  assembly  and  other 
contaminated  equipment  and 
components); 

4.  In  situ  decommissicming  (I.e.,  the 
sealing  and  stabilization  of  ue  reector 
facilities  at  their  present  location  under 
an  engineered  protective  eertben 
mound);  and 

5.  No  action  (i.e.,  continuation  of  the 
present  surveillance,  monitoring,  and 
maintenance  activities). 

fteferred  A/tematfve;  The 
environmental  impacts  of 
decommissioning  the  eight  surplus 
production  reactors  do  not  offer  a  strong 
oasis  for  8electi<»i  among  the 
alternatives.  Based  on  its  review  of  the 
environmental  impacts,  total  project 
cost,  and  the  results  of  the  public 
hearing  raooess,  DOR  identifies  safe- 
storage,  followed  by  deferred  one-piece 
removal,  as  its  preferred  altemative. 
DOE  proposes  to  complete  this  actim 
no  later  than  the  year  2019,  consistent 
with  related  activities  scheduled  under 
the  Hanford  Tri-Paity  Agreement  The 
shortened  safa-storage  pwiod  would 
resiilt  in  cost  and  envinmmental 
impacts  that  are  bounded  by  the 
immediate  and  the  deferred  one-piece 
removal  altemativee. 

Historic  Preservation:  TXSB  nominated 
the  B  Reactor  for  inclusion  in  the 
National  Register  of  Historic  Places  in 
accordance  with  the  opinion  of  the 
Washington  State  Historic  Preservation 
Officer  and  the  provisiaiU  of  36  CFR 
800.  "Protection  of  Historic  and  Cultural 
Propertiea."  On  April  3. 1992.  the 
National  Park  Service  entered  the  B 
Reactor  in  the  National  Register.  Actions 
to  preserve  this  historic  resource  may 


indude  extensive  reoordatian  by 
photographs,  drawings,  models, 
exhiUta.  and  writtan  hiatoriea.  and  may 
also  indude  pieaarvatlon  crfaome 
poitiona  of  the  B  Reactor  for  display  on 
or  near  its  preeent  location  or  at  some 
other  selected  location. 

Availability  of  the  FEIS:  Copies  of  the 
FEIS  have  been  distributed  to  Federal. 
State,  and  local  officials  and  agendea;  to 
oiganizationa  and  individuals  knowm  to 
be  interested  in  decommissi<Mung  of  the 
Hanford  surplus  production  reactors; 
and  to  persons  and  ageodea 
commenting  on  the  DEiS.  Additional 
copies  may  be  obtained  by  contacting 
Mr.  Talbot  at  the  above  addraaa. 

Copies  of  the  FEIS  and  copies  of  Ae 
documents  referenced  in  the  FQS.  as 
well  as  major  references  used  in 
preparing  die  DEIS,  are  available  for 
public  inspection  at  the  following 
locations: 

U.S.  Department  of  Energy  Public  Reading 

Room,  room  157  Federal  Building.  P.Oi 

Box  800,  RicUaBd.  WA  993S2.  (SOB)  376- 

8583. 
Portland  State  Unlvsrslty  Library.  Portland. 

OR  97201,  (503)  725-3000. 
U.S.  Department  of  Energy  Freedom  of 

Infonnatlon  Reading  Room,  Room  JE-190, 

Forrestal  BuUdlng.  1000  Independence 

Avenue  SW.,  Washington.  DC  20585. 
Pasco  Public  Ufarary,  1320  Wert  HopUns. 

Pasco.  WA  90301.  (509)  545-3481. 
Walla  Walla  Public  Library,  238  Bast  AMer, 

Walla  Walla.  WA  99362.  (500)  525-8353. 
Kennewick  PobUc  library.  405  South 

Daytoa.  Kennewick.  WA  90336. 1-800- 

572-6251  or  (509)  586-3156. 
Richland  Public  Library.  Swift  and 

Northgate.  Richland.  WA  99352,  (509)  043- 

9117. 
Yakima  Valley  Main  Public  Library,  102 

North  3rd.  Yakima,  W/t  96901,  (509)  4S1- 

8541. 
Public  RsfBrenca  Center.  Washington 

Department  crfEooiogy.  5826  Pacific 

Avenue.  Lacey.  WA  96503.  (206)  459- 

6675. 
Oosby  Library,  Gonzaga  Univereity.  East  509 

Boone.  Spdtane.  WA  99256.  (509)  484- 

2831. 
Suzzallo  Ubraiy.  Uoiversity  of  Washingtan, 

Seattle.  WA  08195.  (206)  54^-0158. 

Issued  in  Waahii^lao.  DC.  on  October  28. 
1992. 
LaoP.  Dnfly, 

Assistant  Secretary  for  Baviroaamntal 
Restoration  and  Watte  klanagBment 
[FR  Doc  93-645  Filed  1- 14-03: 8:45  am) 


4692 


Fadwd  lagister  /  Vol.  58,  No.  10  /  Frtday.  January  15,  1993  /  Notices 


omc»  ct  Enwhunmamal  n— torKlon 
■ndWi 


SoUcitalion  of  ComiMnls  From  tlw 
PuMIe  on  ttw  PralmlMry 
EnvtoonmMilal  Roolorallon  and  WMt* 
MwMOMiMnI  n«*>Yoor  Ptan.  Racal 
Yoara  (FY)  1994-1988 


agency:  OfBca  of  Environmental 
Restoration  and  Waste  Management, 
Departm«it  of  Energy  (DOE). 

ACTION:  Notice  of  availability. 


:  The  preliminary  version  of 
the  Department  of  Energy's  fourth 
Environmental  Restoration  and  Waste 
Management  Five- Year  Plan  is 
scheduled  for  release  on  January  15, 
1993.  This  fourth  plan,  which  covers 
Fiscal  Yeers  (FY)  1994-1998.  reaffirms 
DOE's  position  that  full  compliance 
with  applicable  environmental 
requirements  is  an  integral  part  of 
operating  DOE  facilities.  DOE's 
fundamental  goal  is  to  ensure  that  risks 
to  human  heuth  and  the  environment 
posed  by  the  Department's  past,  present, 
and  futura  operations  are  either 
eliminated  or  reduced  to  prescribed, 
safe  levels  by  the  year  2019. 

DATES:  The  comment  period  will  end  on 
March  30. 1993.  All  comments  received 
by  that  date  will  be  Csctored  into  the  FY 
1995  planning  process. 

A00RC88E8:  Persons  requiring  a  single 
copy  of  the  preliminary  plan  may 
submit  their  requests  in  writing  to: 
Richard ).  Aiken,  Director,  Five- Year 
Plan,  Office  of  Environmental 
Restoration  and  Waste  Management, 
EM-14,  Departmoit  of  Energy, 
Washington,  DC  20585.  A  copy  of  the 
plan  may  also  be  obtained  by  calling  the 
EM  HoUine  at  (301)  903-3555  and 
leaving  a  name  and  address  on  the 
automatic  recordiftg  device.  Written 
comments  on  the  preliminary  Five- Year 
Plan  should  also  be  sent  to  Mr.  Aiken 
at  the  above  address.  Multiple  copies  of 
the  plan  can  be  purchased  from  the 
Government  Printing  Office.  Please 
address  your  requests  to: 
Superintendent  of  Documents, 
Government  Printing  Office,  8610 
Cherry  Lane,  Laurel,  MD  20708.  The 
plan  will  also  be  available  in  the 
Department  of  Energy's  Public  Reading 
Rooms,  locations  of  which  are: 

California 

US  DOB-San  Prandsco,  1333  Broadway. 

Wells  Fargo  Building,  Oskland,  CA  94612, 

SlO/273-4428 

Colorado 

US  DOB-Gnnd  Junction  Area  OfDce,  2S97  B- 

3/4.  P.O.  Box  2S67.  Grand  Junction.  00 

81503. 303/248-aOlS 


US  DOB-Rocky  Flats.  Front  Rangs 
Community  CoUage,  3645  W.  112  Avenue. 
Westminster.  CO  80030. 303/460-443S 

New  Mexico 

US  DOB- Albuquerque,  National  Atomtc 
Museum.  Buildi^K  20358  Wyoming  Blvd., 
P.O.  Box  5400,  Albuquarqus,  NM  8716S- 
5400,  505/845-4378 

Oklahoma 

US  DOE-NIPER  Ubraiy,  220  N.  Virginia 

Avenue.  P.O.  Box  2128.  Bartlasville,  OK 

74003.  918/337-4372 
Pennsylvania 
US  DOE-Philadelphia  Support  Office,  1421 

Cherry  Street,  10th  Floor.  Philadelphia.  PA 

19102,  212/597-7898 

District  of  Columbia 

US  DOB-Headquaiteis,  Room  lB-190, 1000 

Independence  Avenue.  SW..  Washington, 

DC  20585.  202-586-6020 ' 

Geoigia 

US  DOE-Southeastem  Power  Adm.,  Samuel 

Elbeit  Building,  Public  Square,  Elberton. 

GA  30535,  404/283-9911 

Idaho 

INEL  Technical  Library  Center.  1776  Science 

Center  Drive.  P.a  Box  1625,  Idaho  Falls. 

ID  83415-1144.  208/526-1144 

Illinois 

US  DOE-Cliicago,  9800  S.  Gus  Avenue, 
Aigonne.  IL  60439. 312/972-2010 

Massachusetts 

US  DOE-Chicago,  Boston  Support  Office,  10 

Causeway  Street,  room  1197,  Boston.  MA 

02222-1035. 617/585-7703 

Nevada 

US  DOE-Nevada.  2753  S.  Hi^dand  Drive. 

P.O.  Box  98518.  Las  Vegas.  NV  89193- 

8518,  702/295-1128 

Pennsylvania 

Codiran  Mill  Road,  Building  95.  P.O.  Box 

10940.  Pittsburgh.  PA  15236-0940. 412/ 

892-4751 

Tennessee 

US  DOE-Oak  Ridge.  200  Administration 

Road.  P.O.  Box  2001,  Oak  Ridge.  TN 

237831-8510, 615/576-1218 

Texas 

US  D(%-Amarlllo,  2201  S.  Washington 

Street.  P.a  Box  30030.  Amariilo.  TX 

79120,  806/371-5400 
US  DOE-Dallas  Support  Office,  1440  W. 

Mockingt>ird  Lane.  Suite  305.  Dallas.  TX 

75247.  214/767-7040 

Washington 

US  DOE-Richiand.  825  Jadwin  Avenue.  P.O. 
Box  1970  Al-65.  Richland,  WA  99352, 
509/376-6583 

West  Virginia 

US  DOE-Mngantown  Energy  Technology 
Center  Library,  3610  Collins  Feny  Road, 
P.O.  Box  880,  Morgantown.  WV  26507  304/ 
291-4183. 

FOR  FURTHEII  WronHATIOM  CONTACT: 
Mr.  Richard  J.  Aiken  (202)  586-4373. 
fox  (202) 586-9172. 


SUPPLHeiTAIIV  mformation:  The 
preliminary  Five-Year  Plan  describes 
DOE's  plaiu  for  achieving  major 
environmental  cleanup  and  compliance 
ob}ectives  over  a  five-year  planning 
hori2on.  It  includes  a  detailed 
description  of  major  program  elements 
(Corrective  Activities  and  Waste 
Management.  Envinmmental 
Restoration.  Facility  Transition, 
Technology  Development,  and 
Transportation  Management)  and 
proviaes  summaries  ror  all  sites  and 
fodlitiee  in  the  DOE  complex  writh 
environmental  restcvation  and  waste 
management  responsibilities. 

This  preliminaiv  Five-Year  Plan  is  the 
product  of  expanded  prededsional 
involvement  by  external  parties  and  the 
general  public  The  plan  incorporates 
many  of  the  suggestions  and  comments 
received  from  the  public  regarding  the 
FY  1993-1997  Plan,  as  well  as 
comments  by  the  State  and  Tribal 
Government  Working  Group  and 
Stakeholden'  Forum  participants  in  the 
prededsional  veraion  of  this  plan.  As  a 
result,  this  Five-Year  Plan  is  mora 
concise  and  is  focused  on  crosacutting 
objectives,  major  initiatives,  and 
progress  made  during  the  past  jrear.  As 
much  as  possible,  duplication  of 
previously  published  information  has 
been  avoided. 

The  preliminary  Five-Year  Plan  is  a 
document  of  approximately  549  pages. 
The  first  volume  is  approximately  300 
pages  and  contains  the  first  tvro  parts  of 
the  plan.  Part  I  includes  updated 
mission  statements,  and  also  presents 
and  discusses  major  objectives  of  the 
EM  program.  Part  2  is  organized  around 
the  major  EM  programs:  Corrective 
Activities  and  Waste  Management, 
Environmental  Restoration,  Facility 
Transition  and  Management, 
Technology  Development,  and 
Transportation  Management.  EM's 
expanding  mission  is  reflected  in  the 
decision  to  include  a  separate 
discussion  of  EM  facility  transfer  and 
decontamination  and  decommissioning 
plans  in  this  section.  Both  parts  1  and 
2  are  structured  around  a  discussion  of 
accomplishments,  milestones,  issues, 
and  implementation  strategies.  Volume 
n  provides  a  comprehensive  overview  of 
EM  activities  at  each  site.  New  this  year 
is  a  strategic  outlook  section  that " 
presents  each  site's  long-term  strategy 
for  achieving  major  assessment, 
cleanup,  compliance,  land-use,  and 
technology  development  goals.  The 
thiid  volimie  of  the  plan,  to  be 
published  in  late  1992,  %vill  include 
detailed  discussion  of  comments 
received  during  this  pubUc  comment 
period. 


Issued  in  Wi 
1993i 
LooF.DttHy, 

Assistant  Sea 
Restoration  at 
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1.  Northeast 

(Docket  No.  E 


2.  Western  I 


(Docket  No.  E 
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Issued  in  Washington.  DC.  on  January  15, 
1993. 

LooP.Dolfy. 

Assistant  Secretary  fot  Environmental 
Restoration  and  Waste  Management. 
[FR  Doc  93-1115  Filed  1-14-93;  8:45  un] 
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Fadarai  Enargy  Reyilatory 
Commlaalon 

[Doetol  No*.  Em3-M7-^X».  at  aL] 

Norlhaaat  UtUMaa  Sarvica  Co.,  at  al.; 
Elactrlc  Rata,  Small  Powar  Production, 
and  IntartocUng  DIraetorata  Rlinga 

Take  notice  that  the  following  filings 
have  been  made  with  the  Commission: 

1 .  Northeast  Utilities  Senrica  Co. 

(Docket  No.  ER93-307-000] 
January  7, 1993. 

Take  notice  that  on  December  31. 
1992,  Northeast  Utilities  Service 
Company  (NUSCO),  on  behalf  of  The 
Connecticut  Light  and  Power  Company. 
Western  Massachusetts  Electric 
Company,  Holyoke  Water  Power 
Company,  and  Holyolce  Power  and 
Electric  Company,  tendered  for  fiUng  a 
Unit  Sales  Agreement  far  purchase  by 
New  England  Power  Company  (NEP). 

NUSCO  states  that  the  filing  is  in 
accordance  with  Section  35  of  the 
Commission's  Regulations. 

Comment  date:  January  22, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

2.  Western  Massachusetts  Electric  Co. 

(Docket  No.  ER92-45a-001] 
January  7, 1993. 

Take  notice  that  on  December  11. 
1992,  Western  Massachusetts  Electric 
Company  tendered  for  filing  its 
compliance  refund  report  pursuant  to 
the  Commission's  order  issued  on 
November  12. 1992. 

Comment  date:  January  21, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

3.  Mississippi  Power  Co. 

(Docket  No.  ER93-277-000) 
January  7, 1993. 

Take  notice  that  on  December  14, 
1992,  Mississippi  Power  Company 
(Company)  tendered  for  filing 
Superseding  Service  Delivery  Point 
Contracts  under  the  Company's  Electric 
Tariff.  First  Revised  Volume  No.  1. 

The  two  Service  Delivery  Point 
Contracts  replace  existing  agreement. 
The  revised  Contract  for  the  Ansley 
delivery  point  changes  the  delivery 
pressure  from  46,000  volts  to  115.000 
volts.  The  revised  contract  for  the  G.E. 


Plastics  delivery  point  changes  the 
delivery  point  from  Logtown  to  G£. 
Plastics.  These  contract  revisions  are 
necessary  to  accommodate  changes  to 
the  fadhties  and/or  needs  of  Coast's 
customers. 

Copies  of  the  filing  were  served  upon 
Coast.  Southeast  Mississippi  Electric 
Power  Association,  and  the  Mississippi 
Public  Service  Commission. 

Comment  date:  January  21. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

4.  Cogen  Energy  Technology  LJ. 

(Docket  No.  QF87-604-0031 
January  7, 1993. 

On  December  30. 1992.  Cogen  Energy 
Technology  UP.  (Applicant),  filed  a 
petition  with  the  Federal  Energy 
Regulatory  Commission  for  a  temporary 
waiver  of  the  efficiency  standard  for  the 
year  1992  pursuant  to  §  291.205(c)  of  the 
Commission's  Regulations.  No 
determination  has  been  made  that  the 
submittal  constitutes  a  complete  filing. 

The  62  MW  topping-cycle 
cogeneration  facility  which  is  located  in 
Castleton-on-Hudson.  New  York 
consists  of  a  combustion  turbine 
generator,  and  a  heat  recovery  boiler 
(HRB).  Steam  generated  in  HRB  will  be 
used  in  processes  at  the  Fort  Orange 
Paper  Company.  The  facility  uses 
natural  gas  as  its  primary  energy  source. 
Applicant  filed  notices  of  self 
certifications  in  Dockets  QF87-604-000, 
QF87-604-001,  and  QF87-604-002. 

Applicant  states  that  the  temporary 
waiver  is  requested  due  to  (1)  forced 
outage  of  the  facility  caused  by  the 
failed  steam  turbine  generator,  and  (2) 
the  limited  generation  of  power  without 
concurrent  use  of  thermal  output. 

Comment  date:  February  16, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

5.  Public  Service  Electric  and  Gas  Co. 

(Docket  No.  ER93-32-000] 
January  7, 1993. 

Take  notice  that  on  December  22. 
1992.  Public  Service  Electric  and  Gas 
Company  (PSE&G)  tendered  for  filing  an 
Initial  Rate  Schedule  to  provide 
transmission  service  to  American  Ref- 
Fuel  Company  of  Essex  Coimty  ("REF- 
FUEL")  for  delivery  of  the  power  output 
of  REF-FUEL'S  independent  power 
facility  located  in  Newark.  New  Jersey 
to  the  Jersey  Central  Power  k  Light 
Company  as  well  to  provide  for 
operation  and  maintenance  of  the 
interconnection  facility.  PSE&G 
submitted  the  first  Supplemental 
Agreement  and  additional  description 
and  explanatory  information  concerning 
the  interconnection  facilities  which  wiU 


be  used  to  provide  service  to  REF- 
FUEL. 

PSE&G  proposes  as  effective  date  of 
the  Initial  Rate  Schedule  as  of  January 
1. 1993.  therefore,  requests  waiver  of  the 
Commission's  notice  requirements. 

Copies  of  the  filing,  as  amended,  have 
been  served  on  REF-FUEL  and  the  New 
Jersey  Board  of  Regulatory 
Commissioners. 

Comment  date:  January  21, 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

6.  Green  Mountain  Powar  Corp. 

(Docket  No.  ER92-8O3-O0OI 

January  7, 1993. 

Take  notice  that  on  December  22. 
1992.  Green  Mountain  Power 
Corporation  tendered  for  filing 
unexecuted  copies  of  an  Amendment  to 
the  Sales  Agreement  in  the  above- 
referenced  docket. 

Comment  date:]anuaxy  21. 1993,  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

7.  Detroit  Edison  Co. 

(Docket  No.  ER93-91-001] 

January  7, 1993. 

Take  notice  that  on  December  24, 
1992,  Detroit  Edison  Company  tendered 
for  filing  its  refund  report  in  the  above- 
referenrod  docket. 

Comment  date:  January  21. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

B.  Central  Maine  Power  Co. 

(Docket  No  ER91-620-002] 

January  7, 1993. 

Take  notice  that  on  December  22. 
1992,  Central  Maine  Power  Company 
tendered  for  Tiling  its  refund  report  hi 
the  above-referenced  docket. 

Comment  dote:  January  21, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

9.  Sonthem  Company  Services,  Inc. 
{Docket  No  ER91-1S0-009) 

January  7, 1993. 

Take  notice  that  on  November  25. 
1992.  Southern  Company  Services,  Inc. 
tendered  for  fihng  its  compliance  refund 
report  in  the  above-referenced  docket. 

Comment  date:  January  20, 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  this  notice. 

10.  Nortbem  States  Power  Co. 

(Docket  No  EL91-2-0021 

January  7, 1993. 

Take  notice  that  on  December  28. 
1992.  Northern  States  Power  Company 
tendered  for  filing  revised  tariff  pages 
incorporating  the  modification  to  its 
fuel  adjustment  clauses  authorized  in 
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the  Conmissloo's  ordw  twued  Psbraaiy 
6. 1992. 

Coamiera  data:  jumitrj  21. 1993.  in 
accardmo*  with  Standard  Paragraph  E 
at  th«  and  oftfait  nodes. 


11.  Florida 


ftUghlCo. 


(Dockat  No  BX«»-«>»-OCIO) 

lanuary  7. 1993. 

Take  aotioa  that  on  December  31. 
1992,  Florida  Power  ft  U^t  Company 
(FPL)  tendered  for  filins  Amandmant 
Number  Five  to  Amended  Agreement  to 
Provide  Specified  Transmiaaion  Sarrice 
Between  Florida  Power  ft  Light 
Company  and  Seminole  Electric 
Cooperative.  Inc  (Amendment  No.  5). 
FPL  reqaesta  that  Amendment  No.  S  be 
made  effective  January  1, 1993. 

Comment  date:  January  22. 1993.  in 
accordance  wi^  Standard  Paragraph  E 
at  the  end  of  this  notice. 

12.  Black  HiUaGoqp- 

|Dod»t  No  EC93-7-4X»] 

January  7. 1993. 

Take  notice  that  on  January  4. 1993. 
Black  Hills  Corporation,  which  operates 
its  electric  utility  under  the  assumed 
name  of  Black  Hills  Power  and  Light 
Company  (BHPL).  pursuant  to  Sectitm 
203(a)  of  the  Federal  Power  Act.  16 
U.S.C  824b.  tendered  for  filing  an 
Application  for  an  order  authorizing 
BHPL  to  acqiiire  two  electric  generating 
units,  deacribed  as  Osage  Unit  #3 
(located  in  Weston  County.  Wyoming) 
and  Kirk  Unit  «4  (located  in  Lawranoa 
County.  South  Dakota),  from  Ibishniore 
Electric  Power  Cooperative,  Inc.  (REPC), 
a  rural  electric  generation  and 
transmission  cooperative.  Osage  Unit  #4 
is  an  ll.S  megawatt  (name  rating)  coal- 
fired  riectric  generating  plant  in  Weston 
County.  Wyoming  and  nas  been  in 
service  since  1952.  Kiik  Unit  *4  is  an 
18.75  megawatt  (name  rating)  coal-fired 
electric  generating  plant  which  has  been 
in  operatioa  in  Latrrenoa  County.  South 
I>ikota  since  1956.  Both  plants  include 
step-up  transformers  and  related 
transmission  equipment  interconnected 
to  BHFL's  intonated  transmission 
system.  BHPL  has  operated  the  two 
generati^  plants  since  their 
construction  under  a  lease  arrangement 
with  REPC  BHPL  proposes  to  pay  KQ^^ 
cash  equal  to  REPCs  actual  original 
cost,  depredated  as  carried  on  the  books 
of  account  of  REPC 

BHPL  generates,  transmits,  distributes 
and  sells  electricity  to  approximately 
51,680  retail  customers  and  one 
wholesale  customer  in  poitiaos  of 
eleven  coontiaa  in  weatara  South 
Dakota,  eastern  Wyoming  ^^ 
southeastam  Montana.  BHPL'a  retdl 
operatioBS  ara  s«ri>)act  to  regHlatiaB  by 


the  state  consiiaaians  of  Sooth  Ddcota. 
Wyoming  and  Montana.  Snfa^  to  the 
jurisdiction  of  the  Federal  Energy 
Regnktory  Commisaion.  BIffL  provMee 
partial  lequii  omenta  wdioleaale  to 
Gillette.  Wyoming  and  transmission 
service  to  rural  electric  cooperatrves  and 
purchases  electricity  from  neighboring 
utilities. 

REPC  is  a  rural  electric  transmiaaion 
and  generation  cooperative  whidi 
purchaaes  electricity  and  maells 
electricity  to  its  rural  electric 
distribution  memhan  locatad  in  waatara 
South  Dakota. 

BHPL  believes  that  the  acquisition  of 
Osage  Unit  «3  and  Kirk  Unit  #4  will  be 
in  the  best  interesU  of  the  pid>Uc  and  its 
customers  and  riiarriiolders  and  the 
members  of  REPC  in  that  BHPL  has 
utilized  substantially  all  of  tiie  energy 
produced  from  the  two  generating 
plants  and  will  continue  to  rely  upon 
the  two  plants  for  ah  indefinite  period 
of  time,  while  REPC  has  never  relied 
upon  the  energy  produced  from  the 
plants  and  does  not  intend  to  rely 
thereon  in  the  future. 

BHPL  has  requested  that  further 
notice  be  wraived  and  the  application  be 
expedited. 

Comment  date:  January  27. 1993,  in 
accordance  with  Standaid  Paragraph  E 
at  the  end  of  this  notice. 

13.  KFM  PepporeH,  inc 

(Docket  No  EG93-1(M)00} 
January  8. 1003. 

Take  notice  that  aa  December  31. 
1992.  KFM  PeppereU.  inc.  filed  an 
appUcaboo  ior  detenninatioo  of  Exempt 
W^olasale  Ganorator  status.  KFM 
Pepperell.  faic  states  that  it  operates  tlia 
PeppereU  Power  Facility,  an  eligible 
fadfity  under  tlie  Naticmal  Energy 
Policy  Act  of  1992. 

Coauneat  date:  January  29. 1993.  in 
accordance  with  Standard  Paragraph  E 
at  the  end  of  tills  mAice. 

14.  PeppereU  Po¥rer  Associates  Limitad 
Partnei^up 

(Docket  No  E0Q3-1 1-000] 
January  8, 1993. 

Take  notice  that  on  December  31, 
1992,  Pepperell  Power  Associatos 
Limited  Partnership  (PPALP)  filed  an 
application  far  determination  of  Exempt 
Wholesale  Generator  status.  PPALP 
states  that  it  is  a  Massadiuaetts  limited 
partnership  whose  prindpal  aseet  is  the 
Pepperell  Power  Facility,  a  topping 
cycle  cogeneration  Cadlity  loorted  in 
Pepperell.  Masaadiusetts. 

Coflmien<  dote:  Janouy  29. 19B3,  In 
aocorfmoB  with  Standard  Paiagiaph  E 
at  die  and  of  ttds  notica. 


E.  Any  person  desiring  to  be  liaatd  or 
to  prateat  aaid  filing  should  file  a 
motion  to  iatarvaoa  or  protest  with  the 
Federal  Energy  Sagulatoiy  Conunisaion. 
825  North  Capitol  Street.  NE.. 
Washington,  DC  20426,  in  accordance 
withRuiea  211  and  214  of  the 
Commissi(m's  Rulaa  of  Practice  and 
Procedure  (18  CFR  385.211  and 
385.214).  All  sudi  motions  or  protesU 
should  be  filed  on  or  before  the 
comment  date.  Proteats  Mdll  be 
considered  by  the  Commission  in 
determining  die  appropriate  action  to  be 
taken,  but  will  not  senre  to  make 
protaatants  paitieato  the  proceeding. 
Any  jparaon  «viahing  to  become  a  party 
must  file  a  motion  to  intervene.  Copies 
of  this  filing  are  on  file  vrith  the 
Commission  and  are  available  for  public 
inspection. 
Lok  D.  Caahell. 
Secretary. 

(PR  Doc  93-1010  Filed  1-14-93:  S:45  am] 
I  coea  snr-eMi 


[Docket  Nea.  CP9»-13»-00Q.  at  aL] 

Tannaaaai  Oaa  PlpaWna  Co„  a<  aL; 
National  Gaa  Cartificaia  FMnga 

Take  notice  that  the  following  filings 
have  been  oiade  with  the  Commissiwi: 

1.  Tenneaaee  Gaa  P^eliaa  Co.  • 

(Docket  No.  CP93-13»-O0(4 
January  7, 1993 

Take  notice  that  on  December  31. 
1992,  Tenneaaee  Ges  Pipeline  Company 
(Tennessee),  P.O.  Box  2511.  Houston. 
Texas  77252,  filed  in  Docket  No.  CP93- 
13&-000,  an  application  pursuant  to 
section  7(b)  of  the  Natural  Gas  Act  ior 
permission  and  approval  to  abandon  a 
natural  gas  transpmtation  service 
provided  to  Southera  National  Gas 
Company  (Southern)  under  Tennessee's 
Rate  Schedule  T-173.  all  as  more  fully 
set  forth  in  the  applicMion  which  is  on 
file  widi  tiie  Commission  and  open  to 
public  insp>6ction. 

Tennessee  states  that  by  order  issued 
February  20, 1985,  in  Docket  No.  CP84- 
133-000,  Tennessee  and  Columbia  Gulf 
Transmission  Company  (Columbte  Gulf) 
%vere  authorized  to  transport  on  a  firm 
basis  up  to  12.000  Mcf  par  day  aadi  for 
Southern  through  the  Jointly  owned 
South  Pass  77  {adlitiea  from  ofbhore 
Louisiana  to  Plaqueminea  Pariah, 
Louisiana.  Tenneaaee  further  states  that 
by  order  iaaued  fkmaim  10, 1992,  in 
Docket  Na  CP92-562-000.  Tannaaaaa 
vnB  authorized  to  partially  abandon 
Rate  Scfaadula  T-173  fajr  radudaa 
Soutbam'a  maximinn  daily  entJtlerBant 


under  the  Rat 
per  day  to  3,0 

TeimesseeJ 
longer  uses  oi 
3,000  dt  of  tn 
currently  avail 
T-173.  As  a  r 
Southern  has 
abandonment 

Tennessee: 
abandonment 
effective  Dea 
Southern's  d< 
Tennessee  ca 
date  in  accon 

No  fadlitie 
abandoned  h 

Comment  i 
accordance  « 
at  the  end  of 

2.  Frontier  G 

(Docket  No.  d 
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under  the  Rate  Sdiedule  from  12,300  dt 
per  day  to  3,000  dt  per  day.* 

Tennessee  indicates  that  Southern  no 
longer  uses  or  needs  the  remaining 
3,000  dt  of  transportation  service 
currently  available  under  Rate  Schedule 
T-173.  As  a  result.  Tennessee  states  that 
Southern  has  requested  a  full 
abandonment  of  Rate  Schedule  T-173. 

Tennessee  reoueets  that  the 
abandonment  of  service  to  Southern  be 
effective  December  31, 1002,  so  that 
Southern's  demand  chaige  bom 
Tennessee  can  be  eliminated  as  of  that 
date  in  accord  with  the  parties'  intent. 

No  facilities  are  proposed  to  be 
abandoned  herein. 

Coaunent  date:  January  28. 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

2.  Frontier  Gas  Storage  Co. 

(Docket  No.  CP85-221-010] 
January  7, 1993. 

Take  notice  that  on  December  21. 
1992,  Frontier  Gas  Storage  Company 
(Frontier),  c/o  Reid  k  Priest.  Maricet 
Square,  701  Pennsylvania  Ave.,  NW., 
Washington,  DC  20004,  in  compliance 
with  the  provisions  of  the  Commission's 
February  13, 1985  Order  in  Docket  No. 
CP82-487-000  et  al.,  submitted  an 
executed  Service  Agreement  under  Rate 
Schedule  LVS-1  providing  for  the 
possible  sale  of  up  to  1  Bdt  of  Frontier's 
gas  storage  inventory  on  an  "as 
metered"  basis  to  Western  Gas 
Resoiut»8,  Inc.  (Western).  The  Service 
Agreement,  dated  December  18, 1992, 
contemplates  the  possible  sale  to 
commence  January  4, 1993. 

Under  subpart  (o)  of  Ordering 
Paragraph  (Fj  of  the  Commission's 
February  13, 1985  Order,  Frontier  is 
"authorized  to  commence  this  sale  of  its 
inventory  imder  such  an  executed 
service  agreemoit  fourteen  days  after 
the  filing  of  the  agreement  with  the 
Commission  and  may  continue  making 
such  sale  unless  the  Commission  issues 
an  order  either  requiring  Frontier  to  stop 
selling  and  setting  the  matter  for  hearing 
or  permitting  the  sale  to  continue  and 
establishing  other  procedures  for 
resolving  the  matter." 

Comment  date:  Janxiary  17, 1993,  in 
accordance  with  the  first  subparagraph 
of  Standard  Paragraph  F  at  the  end  of 
this  notice. 

3.  Ifigh  Island  OflEdiore  System 

(Docket  No.  CP93-135-000] 
January  8, 1993. 

Take  notice  that  on  December  24. 
1992.  High  bland  Offshore  System 
(HIOS).  500  Renaissance  Center,  Detroit, 


*  TvuMWM  cuxNBtly  maatUTM  gM  In  dakathcrms 
rather  than  Md 


Michigan  48243,  filed  an  application 
pursuant  to  section  (7)(b)  of  the  Natural 
Gas  Act,  as  amended,  and  the  Rules  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commissi<m). 
for  authorization  to  abandon 
transportation  service  currmtly  being 
rendered  for  United  Gas  Pipe  Line 
Company  (United). 

In  its  application,  HIOS  proposes  to 
terminate  its  firm  transportation  swvice 
which  HIOS  is  rendering  in  accordance 
with  mOS'  Rate  Sdiedules  T-5  and  T- 
6,  as  well  as  associated  Interruptible 
Overrun  Transportation  Service 
rendered  in  accordance  with  HIOS  Rate 
Schedule  I.  HIOS  proposes  to  terminate 
these  services  at  the  end  of  the  primary 
term  of  Rate  Schedules  T-5  and  T-6 
elffective  March  31, 1993  and  August  19, 
1994,  respectively,  in  accordance  with 
the  terms  of  such  rate  schedules  and  in 
accordance  with  timely  notice  given  by 
United  to  HIOS. 

HIOS  requests  that  the  abandonment 
be  conditioned  upon  United  remaining 
subject  to  and  liutle  for  any  transition 
costs,  exit  fees,  or  other  similar  charges 
that  are  imposed  as  a  result  of  HIOS' 
restructuring  pursuant  to  Order  Nos. 
636,  et  seq. 

Comment  date:  January  29, 1992,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

4.  High  Island  OflEdiore  System 

(Docket  No.  CP93-142-0001 
January  8, 1993. 

Take  notice  that  on  January  4. 1993, 
High  Island  O&hore  System  (HIOS). 
500  Renaissance  Center,  Detroit, 
Michigan  48243,  filed  an  application 
pursuant  to  section  (7)(b}  of  the  Natiiral 
Gas  Act,  as  amended,  and  the  Rules  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commission), 
for  authorization  to  abandon 
transportation  service  currently  being 
rendered  for  Natxual  Gas  Pipeline 
Company  of  America  (Natural). 

In  its  application,  HIOS  proposes  to 
terminate  the  firm  transportation  service 
which  HIOS  is  rendering  in  accordance 
with  mOS'  Rate  Schedule  T-2,  as  well 
as  associated  Interruptible  Overrun 
Transportation  Service  volumes 
rendered  in  accordance  with  HIOS'  Rate 
Schedule  I.  HIOS  proposes  to  terminate 
these  services  at  the  end  of  the  primary 
term  of  Rate  Schedule  T-2,  effective 
April  17, 1993,  in  accordance  with  the 
terms  of  such  rate  schedule  and  in 
accordance  with  timely  notice  given  by 
Natural  to  HIOS. 

HIOS  requests  that  the  abandonment 
be  conditioned  upon  Natural  remaining 
subject  to  and  liable  for  any  transition 
costs,  exit  fees,  or  other  similar  charges 


that  are  imposed  as  a  result  of  HIOS' 
restructuring  pursuant  to  Order  Nos. 
636,  etseg. 

Comment  date:  January  29, 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

5.  High  Island  Offriiore  System 

[Docket  Na  C3>93-1 32-000] 

January  8, 1993. 

Take  notice  that  on  December  23, 
1992,  Hi^  Island  OCbhora  System 
(HIOS),  500  Renaissance  Center,  Detroit. 
Michigan  48243,  filed  an  application 
pursuant  to  section  (7)(b)  of  the  Natural 
Gas  Act,  as  amended,  and  the  Rides  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commission), 
for  authorization  to  abandon 
transportation  service  currently  being 
rendered  for  El  Paso  Natural  Company 
(El  Paso). 

In  its  application.  HIOS  proposes  to 
terminate  its  firm  transportation  service 
which  HIOS  is  rendering  in  accordance 
with  HIOS'  Rate  SdiediUe  T-13,  as  well 
as  associated  Interruptible  Overrun 
Transportation  Service  rendered  in 
accordance  with  HIOS'  Rate  Sdiedule  I. 
HIOS  proposes  to  terminate  these 
services  at  the  end  of  the  primary  term 
of  Rate  Schedule  T-13,  effective 
NovembOT  28, 1993,  in  accordance  with 
the  terms  of  such  rate  schedule  and  in 
accordance  with  timely  notice  given  by 
El  Paso  to  mOS. 

HIOS  requests  that  the  abandonment 
be  conditioned  upon  El  Paso  remaining 
subject  to  and  Uable  for  any  transition 
costs,  exit  fees,  or  other  similar  charges 
that  are  imposed  as  a  result  of  HIOS' 
restructuring  pursuant  to  Ordv  Nos. 
636,  et  seq. 

Comment  date:  January  29. 1993,  in 
accordance  with  Standard  Paragraph  F 
at  the  end  of  this  notice. 

6.  N<nthem  Gas  Co. 

(Docket  Na  CP93-126-0001 
January  8. 1993. 

Take  notice  that  on  December  21, 
1992,  Northern  Gas  Company 
(Northern),  P.O.  Box  281304,  Lakewood, 
Colorado  80228-8304,  filed  a  petition 
for  a  declaratory  order  in  Docket  No. 
CP93-1 26-000,  requesting  that  the 
Commission  declare  that  certain 
facilities  to  be  acquired  from  Williston 
Basin  Interstate  Pipeline  Company 
(Williston  Basin)  will  not  alter 
Northern's  status  as  a  Hinshaw  pipeline 
exempt  from  the  Commission's 
juriscuction  imder  section  1(c)  of  the 
Natural  Gas  Act  (NGA),  all  as  more  fully 
set  forth  in  the  petition  to  amend  which 
is  on  file  with  the  Commission  and  open 
to  public  inspection. 

The  facilibes  are  approximately  30 
miles  of  6-inch  transmission  pipeline 


46M 


Teimak  RegiatBr  /  Vol.  58.  No.  10  /  FWday.  |anu>ry  15.  1993  /  Notices 


located  in  Natrona  and  Cosnrane 
Counties,  Wyoming.  Tlie  pipeline  will 
extend  from  Northern's  existing  system 
30  miles  to  the  east  Tha  pipdine 
acquired  is  an  isolated  put  of  the 
WilUston  Basin  system. 

Comment  date:  January  29. 1992.  in 
accordance  with  the  first  subparagraph 
of  Standard  Paragraph  F  at  the  end  of 
this  notice. 

7.  High  Island  OfEdiara  System 

(Docket  N&  (m-xa-WH 

lanuaiy  B,  1993. 

T^e  fiotioe  that  on  December  23, 
1992.  Hi^  Island  Of&hore  System 
(HIOS).  500  Renaissence  Center.  Detroit, 
Michigan  48243.  filed  an  application 
pursuant  to  Section  (7Kb)  of  the  Natural 
Gas  Act,  as  amended,  and  the  Rules  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commission), 
for  authorization  to  ri>andon 
transp<»tation  service  currently  being 
rendered  for  Columbia  Gas 
Transmission  Corporation  (Columbia). 

In  iu  application,  HMDS  proposes  to 
terminate  its  firm  transportation  service 
with  HIOS  is  rendering  In  accordance 
with  HIOS'  Rate  Schedule  T-7.  as  well 
as  associated  Intecruptlbla  Ovemm 
Transportation  Service  rendered  in 
accordance  with  HIOS'  Rate  Schedule  L 
HIOS  proposes  to  terminede  these 
services  at  the  end  of  the  primary  term 
of  Rate  SrN>Hnl«  T-7.  efiactive  June  29. 
1993.  in  i»rrT>rf<anfift  with  tha  terms  of 
such  rata  schedule  and  in  accordance 
uith  timely  notice  given  by  Columbia  to 

mos. 

HIOS  nquasts  that  the  abandonmant 
be  conditioned  upon  Columbia 
remaining  aab}ect  to  and  liable  for  any 
transition  costs,  exit  fees,  or  other 
similar  charges  that  are  imposed  as  a 
resuh  of  HIOS'  restructuring  pursuant  to 
Order  Nos.  636.  et  seq. 

Comment  date:  January  29. 1993.  fai 
accordance  with  Standard  Paragraph  F 
at  the  end  of  the  notice. 

8.  Wind  River  Gathnteg  Ok 

(Dockat  No.  CP93-130-000] 

)anuary8.1993. 

Take  notioB  that  on  December  23. 
1992.  Wind  River  Gadmring  Company 
(Wind  Rivar).  120SS  West  2nd  Place. 
LakewoodL  Colondo  80228-8304.  filed 
a  petition  for  a  dedaiatory  order  in 
Docket  Na  CP«»-130-000.  requesting 
that  the  ComnyasiaB  dedaia  that  certain 
focilitiaa  to  be  acquired  from  WillistoB 
Basin  Interstala  Pipeline  Coaanany  an 
production  and  gathering  fKiiitias 
exanmt  from  tha  Commisston's 
Regulations  pursuant  to  section  1(b)  of 
Uie  Natoial  Gas  Act  (NGA).  all  as  aKN« 
fully  set  fartii  in  the  petition  to  amend 


which  is  on  file  with  the  Commission 
and  open  to  public  inspection. 

The  facilities  are  pipeline  facilities 
connecting  the  East  Riverton  Field. 
Riverton  Dome  Field.  Fuller  Reservoir 
Field.  Poison  Creek  Field.  Pavilion 
Field.  Muddy  Ridge  Field.  Howard 
Ranch  Field.  Bonneville  Unit.  Boysen 
Field,  and  Carter  Draw  Field  in  Fremont 
County,  Wyoming.  The  facilities  consist 
of  1 75  miles  of  two-inch  through 
twelve-inch  pipelines,  filed  soparation 
and  dehydration  facilities,  and  a  3.030 
rated  up  compressor  station  and 
dehydration  plant  in  the  Pavilion  field. 
Comment  date:  January  29. 1993,  in 
accordance  with  the  first  subparagra^ 
of  Standard  Paragraph  F  at  the  end  of 
this  notice. 

9.  High  Island  OflEshore  System 
(Docket  No.  CP93-143-0001 
January  8. 1993. 

Take  notice  that  on  January  4, 1993. 
High  Island  O&hore  System  (HIOS), 
500  Renaissance  Center,  Detroit. 
Michigan  48243,  filed  an  application 
pursuant  to  section  (7)(b)  of  the  Natural 
Gas  Act.  as  amended,  and  the  Rules  and 
Regulations  of  the  Federal  Energy 
Regulatory  Commission  (Commission), 
for  authorization  to  abandon 
transportation  service  currently  being 
rendered  for  CNG  Transmission 
Corporation  (CNG). 

In  its  application,  HIOS  propoaes  to 
terminate  the  firm  transportati<ni  service 
with  HIOS  is  rendering  in  accordance 
witii  HIOS'  Rate  Schedule  T-8.  as  well 
as  associated  Interruptible  Overrun 
Transportation  Service  rendered  in 
accordance  with  HIOS*  Rate  Sdiedule  L 
HIOS  proposes  to  terminate  these 
services  at  the  end  of  the  primary  term 
of  Rate  Sdiedule  T-8,  effective  August 
10. 1993,  in  accordance  with  the  terms 
of  such  rate  schedule  and  In  accordance 
wth  timely  notice  given  by  CNG  to 

mos. 

HIOS  requests  that  the  abandonment 
be  conditioned  upon  CNG  remaining 
subject  to  and  liable  for  any  transition 
costs,  exit  fees,  or  other  similar  charges 
that  are  imposed  as  a  result  of  HIOS* 
restructuring  pursuant  to  Order  Nos. 
636,  et  seq. 

Comment  date:  Janiiary  29. 1992,  in 
accordance  with  Standard  Paxagrepfa  F 
at  the  end  of  this  notice. 


Procedure  (18  CFR  385.211  and 
385.214)  and  the  Regulations  imder  the 
Natinal  Gas  Act  (18  CFR  157.10).  All 

Erotests  filed  with  the  Commission  wrill 
e  considered  by  it  in  determining  the 
appropriate  actifm  to  be  taken  but  will 
not  aerve  to  make  the  protestanU  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  to  a  proceeding  or  to 
participate  as  a  party  in  any  hearing 
therein  must  file  a  motion  to  intervene 
in  accordance  with  the  Commission's 

Rules. 

Take  fcuther  notice  that,  pursumit  to 
the  authority  contained  in  and  subiect  to 
jurisdiction  conferred  upon  the  Federal 
Energy  Regulatory  Commission  by 
sections  7  mwi  15  of  the  Natural  Gas  Art 
and  the  Commission's  Rules  of  Practice 
and  Procedure,  a  hearing  will  be  held 
without  further  notice  before  the 
Commission  or  its  designee  on  this 
filing  if  no  motion  to  intervene  is  filed 
vdthin  the  time  reqviired  herein,  if  the 
Commission  on  its  own  review  of  the 
matter  finds  that  a  grant  of  the 
certificate  is  required  by  the  public 
oinvenience  and  necessity.  If  a  motion 
for  leave  to  intervene  is  timely  filed,  or 
if  the  Commission  on  its  own  motion 
believes  that  a  formal  hearing  is 
required,  further  notice  of  such  hearing 
wUl  be  duly  given. 

Under  tlw  procedure  herem  provided 
for.  unless  otherwise  advised,  it  will  be 
unnecessary  for  the  applicant  to  appear 
or  be  represented  at  the  hearing. 
LoisD.Cailieil. 
Secretary. 

IFR  Doc  93-1012  Filed  1-14-93;  8:45  am) 
siLUNa  cooc  sm-st-M 


Standard  Paragraphs 

F.  Any  person  desiring  to  be  heard  or 
make  any  protest  with  reference  to  said 
file  %vith  the  Federal  Energy  Resuktoty 
Commission.  825  North  Capttol  Strei« 
NE..  Washington.  DC  20426.  a  motion  to 
intervene  or  a  protest  in  accordance 
with  the  requirements  of  ttie 
Commission's  Rules  of  Practioa  and 


(Docket  Nee.  CP«»-«2-000  end  CP93-M- 
0001 

IndlcMed  Shippers  V.  Arid*  Energy 
RMOuroM, «  Division  of  Arkla.  Inc. 
•nd  Ailda  Eiwrgy  RetourcM.  a 
Division  of  Arlda.  inc;  Notice  of 
Tschnicsl  Conlorenos 

Jaimaiy  7. 1993. 

A  technical  conference  will  be  held  to 
discuss  issues  raised  in  the  above- 
captioned  proceedings  on  Thursday. 
January  28. 1993.  at  10  a.m..  in  room 
6200  at  the  office  of  the  Federal  Energy 
Regulatory  Commission.  825  N.  Capitol 
Street.  NE.,  Washington,  DC  20426. 

All  interested  persons  and  Staff  are 
permitted  to  attend.  However, 
attendance  does  not  confer  party  status. 

For  additional  information,  contact 
Timothy  W.  Gordon  St  (202)  208-2059. 
UisaCaahdl. 
Secntary. 

(PR  Doc  93-1011  Filed  1-14-93;  8:45  amj 
aiuJNO  cooc  snr-oi-M 
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NotiMofAvaHabUlty 

RC8P0N8BUE  AQBICV:  0£Bc8  of  Federal 

Activitiet.  General  Infcnmation  (202) 

260-5078  OR  (202)  260-5075. 

Availability  of  Environmental  Impact 

Statements  Filed  January  4, 1993 

Throu^  January  8. 1993  Pursuant  to  40 

CFR  1506.9. 

EIS  No.  930000.  IKtAFr  QS,  AFS,  MN. 
Superior  National  Forest  Land  and 
Resource  Management  Plan.  Adoption 
of  Boundary  Waters  Canoe  Area 
(BWCA)  Wilderness  Management 
Plan.  Implementation,  Cook,  Lake  and 
St.  Louis  Counties,  MN,  Due:  March  1. 
1993,  Contact  James  H.  Rogers  (218) 
720-5492. 

EIS  No.  930001.  DRAFT  EIS,  OOE.  LA. 
MS.  LA.  West  Pearl  River  Navi^rtion 
Protect.  Operation  and  Maintenance. 
Portions  of  West  Pearl  River  to  the 
vicinity  of  Bogalusa,  Implementation. 
Washii^on  and  St  Tammany 
Parishes.  LA  and  Pearl  River  County, 
MS,  Due:  February  15, 1993,  Contact: 
Marvin  Cannon  (601)  631-5437. 

EIS  No.  930002.  FINAL  SUPPLEMENT. 
COE,  LA,  MS,  LA.  North  JefEsrson 
County  Wastewater  Treatment 
Facilities,  Updated  Information. 
Construction  Grant.  Jefferson  County. 
KY.  Due:  February  18, 1993,  Contact: 
Heinz  J.  Mueller  (404)  347-3776. 

EIS  No.  930003,  FINAL  EIS,  OOE.  CA, 
San  Rafeel  Canal  Flood  Control/Marin 
County  Shoreline  Study, 
Implementation.  City  oif  San  Rafael. 
Maiin  County.  CA,  Due:  February  IS, 
1993.  Contact:  Scott  Miner  (415)  744- 
3039. 

EIS  No.  930004.  FINAL  EIS,  DOE.  WA. 
Hanford  Site  Eight  Surplus  Plutonium 
Production  Reactors 
Decommissioning,  Implementation, 
Richland.  WA.  Due:  February  15, 
1993,  Contact:  Carol  Borgstrom  (202) 
586-4600. 

EIS  No.  930005,  FINAL  EIS.  SCS,  NV. 
Moapa  Valley  Unit,  Irri^tion 
Systems,  Irrigation  Water 
Management  Delivery  System 
Improvements,  CoUxado  River 
Salinity  Control  Program,  Funding 
and  Possible  Section  404  Permit, 
dark  and  Uncohi  Counties.  NV.  Due: 
February  15. 1993.  Contact:  William 
D.  Goddard  (702)  784-5883. 

£75  No.  930006.  DRAFT  EIS,  USN.  CA. 
San  Diego  Bay  Programmatic  Project. 
Implementation.  Dispoaal  of  Dredged 
Material,  San  Dtego  County,  CA.  Due: 
March  1. 1993.  Contact:  Loiwell 
Martin  (819)  532-2991. 


EIS  No.  930007,  DRAFT  SUPPLBmIENT. 
IBR.  NM,  Rio  (kande-Velarde  to 
Caballo  Dam,  Operation  and 
Maintenance.  Updated  Infannation  on 
River  Maintenance  Proyam,  Rio 
Grande  and  Mddle  Rio  Grande 
Project.  Elei^iant  Butte  Reservoir. 
MN,  Due:  March  15, 1993,  Contact 
Marc  Rucker  (505)  766-1753. 

Amended  Noticaa 

EIS  No.  920447,  DRAFT  EIS.  DOE.  AK. 
Healy  50  Megawatt-Electric  Coal  Fired 
Power  Plant  ConstructiaD  and 
Operation.  Cleen  Coal  Tedmologies 
Demonstration,  Funding,  NPDES  and 
Section  404  Permits,  Borough  of 
Denali,  AK,  Due:  January  20, 1993. 
Contact:  Dr.  Earl  W.  Evans  (412)  692- 
5709.  Published  FR— 11-20-02— 
Review  period  extended. 

EIS  No.  920486.  FINAL  SUPPLEMENT. 
UMC  NC,  Cherry  1  Military 
Operating  Areas  (MO A),  Craven, 
Beaufort,  Hyde,  Pamlico  and 
Washington  Counties  and  Core  MOA. 
North  Carolina  Outer  Banks/Cape 
Lookout  National  Seashore 
Establishments,  Additional  Mitigation 
Alternatives  and  Regional  Cumulative 
Effects  Analysis,  NC,  Due:  January  18, 
1993,  Contact:  CoL  A.  M.  Lloyd  (919) 
466-2343.  Published  FR— 12-18-92— 
Due  Date  Correction 

EIS  No.  920488.  DRAFT  EIS.  AFS.  ID. 
Trail  Creek  II  Tmiber  Sale. 
Implementation,  Timber  Harvest. 
Road  Construction  and 
Reconstructicm.  Trail.  Ninemile  and 
Packsaddle  Qreeks,  Boise  National 
Forest,  Lowman  Ranger  District, 
Valley  County,  ID.  Due:  February  16. 
1993.  Contact  Dautis  Pearson  (206) 
259-3361.  Published  FR— 12-18-92— 
Review  period  extended. 

EIS  No.  920494.  FINAL  EIS,  NOA, 
Atlantic  Ocean  Sharks  Fishery 
Management  Plan  (FMP), 
Implementation,  Possible  NPDES, 
COE  and  Coast  Guard  Permits, 
Exclusive  Economic  Zone  (EEZ)  the 
Gulf  of  Mexico,  Atlantic  Ocean  and 
the  Caribbean  Sea,  Due:  January  18, 
1993.  Contact:  Richard  H.  Sdiaefer 
(301)  713-2334.  Publiahed  FR— 12- 
18-92— Due  Date  Correction 

Dated:  January  12. 1993. 
Kichard  E.  Saadenon. 
Director,  Office  ofFedeml  Activities. 
(FR  Doc  93-1081  Filed  1-14-93:  8:45  am) 


{ER-Fm.^4«f4-q 

rriMlrniwwntal  bnoact  SlatoiiMnto  Mid 
R«eu>«t>«^  AvailabUity  of  EPA 

Availability  of  EPA  conuneots 
prepared  December  28, 1992  Through 
January  4, 1993  pursuant  to  the 
Environmental  Review  Process  (ERP). 
under  Section  309  of  the  Clean  Air  Act 
and  Section  102(2)(c)  of  the  National 
Enviroimiental  Policy  Act  as  ammded. 
Requests  for  copies  Of  EPA  comments 
can  be  directed  to  the  OfGce  of  Federal 
Activities  at  (202)  260-5076. 

An  explanation  of  the  ratings  assigned 
to  draft  environmental  impact 
statements  (EISs)  was  publi&hed  in  FR 
dated  April  10, 1992  (54  FR  12499). 

Draft  DSs 

ERP  No.  D-BlM-LB5i43-OR 

Rating  B02,  Klamath  Falls  Resource 
Management  Plan,  Implementation, 
Lakeview  District.  Klamath  County,  OR. 

Summary:  EPA  expressed 
environmental  objections  to  the 
proposed  project.  EPA's  objections  were 
based  on  the  lack  of  adequate  safeguards 
to  protect  currently  degraded 
watersheds;  adequate  riparian  zcme 
protection  for  first  and  second  mxier 
streams  which  may  cause  violations  of 
water  quality  standards  and  impacts  to 
benefit^  uses;  direct  health  and  saf^ 
effects  of  prescribed  burning  and 
firewood  programs,  and  potential  effects 
to  non-attainment  areas  for  particulates 
and  Class  I  wilderness  areas;  potential 
for  impacts  to  threatened  species  listed 
under  the  Endangered  Species  Act, 
including  the  northern  spotted  owl;  and 
lack  of  direction  regarding  futxue 
environmental  analysis  for  site-specific 
project  proposals. 

EfiPNo.  I^BLM-Ij65177-OR 

Rating  EC2,  Medford  District  Resource 
Management  Plan,  Implementation, 
Medford  District,  Douglas,  Jackson,  Coos 
and  Curry,  OR. 

Summary:  EPA  expressed 
environmental  concerns  about  the 
proposed  project.  EPA's  concerns  were 
based  on  the  lack  of  adequate  safeguards 
to  protect  currently  degraded 
watersheds;  adequate  riparian  zone 
protection  for  first  and  second  order 
streams  wrhicfa  may  cause  violations  of 
water  quality  standards  and  impacts  to 
beneficial  uses;  direct  health  and  safety 
effects  of  prescribed  burning  and 
firewood  programs,  and  potential  effects 
to  non-attainment  areas  tor  particuletes 
and  Class  I  wilderness  areas:  potential 
for  impacts  to  threatened  species  listed 
under  the  Endangered  Species  Act. 
including  the  northern  spotted  owl;  and 


4698 


Fvdaral  Register  /  Vol.  58.  No.  10  /  FWday.  January  15.  1993  /  Notlce« 


lack  of  diiectioi  regarding  future 
envinmmental  aiu^rtU  fm  ute-spedfic 
proi0Ct  propoMls. 

ERP  No.  D-B1M^JB5J  79-OR 

Rating  E02,  Salem  District  Resource 
Management  Plan,  Implementation. 
Several  Countiea.  OR. 

Summary:  EPA  expressed 
environmental  objac^ons  to  the 
proposed  project  EPA's  objections  were 
based  on  the  lack  of  adequate  safBguards 
to  protect  currently  degraded 
watersheds;  adequate  riparian  zone 
protection  for  first  and  second  order 
streams  which  may  cause  violations  of 
water  quahty  standards  and  impacts  to 
beneficial  uses;  direct  health  and  safety 
effiacts  of  prescribed  burning  and 
firewood  programs,  and  potential  effects 
to  non-attainment  areas  for  particulates 
and  Class  I  wilderness  areas;  potential 
for  impacts  to  threatened  species  Usted 
under  the  Endangered  Species  Act, 
including  the  northern  spotted  owl;  and 
lack  of  direction  regarding  future 
environmental  analysis  fat  site-specific 
project  proposals. 

ERP  No.  D-COE-E30035-NC 

Rating  EC2,  Carolina  Beach  and 
Vicinity/ Area  South  Project,  Beach 
Erosion  Control  and  Hurricane  Wave 
Protection,  Implementation,  New 
Hanover  County,  NC 

Summary:  EPA  bad  environmental 
concerns  about  assumptions  used  to 
characterize  lone-term  consequences  of 
the  proposal  and  requested  additional 
information. 

ERP  No.  D-COE-K361 07-CA 

Rating  3,  Bolsa  Chica  Project, 
Construction/Road  Construction. 
Restoration  and  Flood  Control 
Improvement,  Section  10/404  Permits 
and  Land  Use  Plan,  City  of  Huntington 
Beach,  Orange  County,  CA. 

Summary:  EPA  rated  the  proposal 
inadequate  because  it  lacked  sufficient 
information  to  assess  mitigation  for 
wetland  impacts,  impacts  to  threatened 
and  endangered  species,  or  potential 
violations  of  federal  air  quality 
standards.  EPA  recommended  that  the 
Army  Corps  of  Engineers  prepare  a 
revised  DEIS  to  address  these  issues. 
EPA  advised  that  a  failure  to  resolve  the 
issues  prior  to  releasing  the  final  EIS 
could  result  in  referral  of  the  project  to 
the  Council  on  Environmental  Quality. 

ERP  No.  D-FHW-LS0005-AK 

Rating  EC2,  Kenai  River  Bridge 
Crossing  Project,  Construction  from 
Sterling  Highway  to  Funny  River  Road, 
Funding,  COE  Section  10  and  404 
Permits.  US  CGD  Permit  and  EPA 
NPDES  Permit,  Kenai  Peninsula.  AK. 


Summary:  EPA  expressed 
environmental  concerns  baaed  on  the 
potential  for  adverse  water  quality 
impacts,  wetland  impacts  and  fisheries 
and  wildlife  impacts.  EPA  requested 
additional  information  on  these  issxies. 

ERP  No.  D-UAF-E11021-NC 

Rating  EC2,  Pope  Air  Force  Base 
(AFB)  Beddown  of  a  Composite  Wing 
imder  the  Air  Combat  Command  (AOGI). 
Implementation,  NC 

Summary:  EPA  expressed 
environmental  concerns  regarding 
potential  noise  impacts.  Aoditioiial 
information  is  requested  in  the  final 
document. 

ERP  No.  DS-AFS-E65029-NC 

Rating  EC2. 1986—2000  Nantahala 
and  Pisgah  National  Forests.  Additional 
Information  Land  and  Resource 
Management  Plan.  Amendment  5, 
Several  Counties,  NC 

Summary:  EPA  foimd  that  certain 
forestry  activities  may  harm  water 
quality  especially  in  environmentally 
sensitive  areas  of  the  forests.  Additional 
information  on  erosion  control  measures 
was  requested. 

ERP  No.  DS-COE-L91008-00 

Rating  EC2, 1992  Columbia/Snake 
Rivers  Salmon  Flow  Measiues,  Updated 
Information  concerning  Water 
Management  Activities, 
ImplemenUtion,  WA.  ID  and  OR. 

Summary:  EPA  had  concerns  about 
water  quality  impacts  resulting  from 
increases  in  dissolved  gas  levels, 
turbidity,  and  resuspension  of 
sediments,  and  potential  reductions  of 
wetland,  riparian,  and  shallow  water 
habitat. 

Additional  information  is  needed  to 
fully  assess  the  impacts  and  to  evaluate 
the  overall  net  (beneficial  vs.  adverse) 
effect  of  the  flow  measures  on  salmon 
survival. 

Dated:  January  12. 1993. 
Richard  E.  Saadanoa, 

Director,  Office  of  Federal  Activities. 

IFR  Doc  93-1085  Filed  1-14-93;  8:45  ami 
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Effluent  Guidelines  Task  Force  Open 
Meeting 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Effluent  GuideUnes  Task 
Force,  an  EPA  advisory  committee,  will 
hold  a  meeting  to  discuss  improvements 
to  the  Agency's  Efiluent  Guidelines 


Program.  The  meeting  is  open  to  the 
pumic 

DATIt:  The  meeting  will  be  held  on 
Febniary  9, 1993,  from  8:30  t-m.  to  5 
p.m..  and  Felmiary  10. 1993.  from  8:30 
a.m.  to  3  p.m. 

AOfWESSES:  The  meeting  will  take  place 
at  the  Sheraton  Crystal  City  Hotel,  South 
Eada  Street  at  18th  Street.  Arlington. 
Virginia. 

TOR  PURTNER  MTORMATION  OONTACT. 
Eric  Strassler.  Effluent  Guidelines  Task 
Force  Staff  Director.  Office  of  Water 
(WH-552).  401  M  Street.  SW.. 
Washington.  DC  20460;  telephone  202- 
260-7150.  fax  202-26(^-7185. 
SUPPLmENTARY  MTORMAHON:  Pursuant 
to  the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463).  the  Environmental 
Protection  Agency  (EPA)  gives  notice  of 
a  meeting  of  the  Effluent  Guidelines 
Task  Force  (EGTF).  The  EGTF  is  a 
subcommittee  of  the  Technology 
Innovation  and  Economics  Committee, 
imder  the  National  Advisory  Council  for 
Environmental  Policy  and  Technology 
(NACETT),  the  external  policy  advisory 
board  to  the  Administrator  of  EPA. 

The  EGTF  was  established  in  July  of 
1992  to  advise  EPA  on  the  Effluent 
Guidelines  Program,  which  develops 
regulations  for  dischargers  of  industrial 
wastewater  pursuant  to  title  III  of  the 
aean  Water  Act  (33  U.S.C.  1251  et  seq.). 
The  Task  Force  consists  of  22  members 
appointed  by  EPA  from  industry,  citizen 
groups,  state  and  local  government,  the 
academic  and  scientific  communities, 
and  EPA  regional  offices. 

On  January  31, 1992,  EPA  entered 
into  a  Consent  Decree  afiiecting  the 
entire  Effluent  Guidelines  Program 
[National  Resources  Defense  Council  et 
alv.  Reilly,  D.D.C  No  89-2980).  The 
litigation  leading  to  the  Decree  was 
brought  under  CWA  section  304(m). 
whi<^  requires  the  Agency  to  publish  a 
bieimial  plan  for  the  Program.  The 
Consent  Decree  required  EPA  to  adhere 
to  a  schedule  for  developing  regulations 
and  to  create  a  "Special  Task  Force"  to 
assist  the  Agency  in  planning  for  the 
Effluent  Guidelines  Program. 

The  Consent  Decree  defines  the  role 
of  the  Task  Force  as  "assist(ingj  the 
Agency  in  discharging  its  responsibiUty 
to  implement  the  Clean  Water  Act"  and 
offering  advice  on  the  long-term  strategy 
for  the  effluent  gmdelines  program.  As 
directed  by  the  Decree.  EPA  will  request 
the  Task  Force  to  "provide 
recommendations  with  respect  to  a 
process  for  expediting  the  promulgation 
of  effluent  guidelines,"  within  the  first 
year  of  the  Task  Force's  establishment. 
The  Task  Force  will  be  asked  to 
"consider,  among  other  pertinent 
matters,  EPA's  experience  in  issuing 
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regulations  iiiidar  the  Chan  Air  Act  Hid 
any  othar  ragulatiaos  aubfact  to 
expedttad  praondgatian  prooadmaa." 
The  Agency  wrili  ask  the  Task  Poioa  Cor 
supplemental  reoommandations  on 
expediting  the  nilemaking  procasa  at 
least  annually. 

The  meeting  aoenda  will  include 
reports  from  Tanc  Force  work  groups  on 
specific  problem  areas,  including: 
SelectioB  oitsria  and  methodology  far 
pralimioary  industry  studies,  the  rola  of 
noD-watar  quality  impacts  and  pollution 
prevention  in  e£Quent  guidelines,  and 
redesigning  the  data  collection  and/or 
rulemaking  processes  far  effluent 
guidelines. 

The  meeting  will  be  ojpan  to  the 
public  limitMl  aeating  fat  the  public  b 
available  on  a  fiist-come.  first-aarred 
basis.  The  public  may  suimiit  written 
comments.  Comments  submitted  by 
FebiTiaty  1  will  be  considered  by  the 
Task  Force  at  or  subaaquant  to  the 
meeting. 

Dsted:  fanuaiy  11. 19Q3. 
Alibjr  I*  PiiaM. 

mAcePT  DesignalBd  Fedmvt  Official. 
[FR  DcK.  83-1051  Filed  1-14-S3:  B:4S  am] 


[PP  703S2S/mi;  FRL  417»-7] 

Iprodlona;  flaoaiwi  d  •  Tawyonwy 
TolafMiM 

AOENCY:  Environmental  Protection 

Agency  (EPA). 

ACTION:  Notice.  - 

SUMMARY:  EPA  has  renewed  a  temporary 
tolerance  for  the  combined  reaiduas  of 
the  fungidde  iprodione  and  it  isomer  in 
or  on  the  raw  agricultural  conunodity 
field  com  grain  at  20  parts  per  million 
(ppm). 

DATES:  This  temporary  tolerance  expires 
December  31. 1992. 
FOR  FURTHER  JPOWMATWM  OONTACT.  By 
maik  Soaan  T.  Lewis.  Product  Manager 
(FM)  21.  Registratioa  Division 
(H750SC).  Office  of  Pesticide  Programs. 
Environmental  Protactian  Agency.  401 
M  St..  SW..Wasfalngton.  DC  20400. 
Office  location  and  teIq;>faone  number 
Rm.  220.  CM*2. 1921  JeSiBrson  Davis 
High%vay.  Arlington.  VA.  (703)  305- 
6900. 

SUPPtEMENTART  ■»0WMATI0li.  EPA 
issued  a  notice,  published  in  the 
Federal  ftagistar  of  Match  7. 1990.  (55 
FR  8192),  stating  diat  a  tamporary 
tolerance  had  been  established  far  the 
combined  reaiduas  of  the  fonglcida 
iprodione.  3-(3.5-dichlonqrfienyl)-M> 
(methyladiyl)-2.4-dia»»-l- 
imidazolidlnacaiboximida.  and  its 


isomer  3-(l-matiiyladiyl)-NK3.5- 
dichlorophenyl)-2,4-dioxo-l- 
imidazoudinecaaboximide.  expiessad  as 
iprodione  eqnivalants  in  or  on  the  raw 
agriciihural  conunodity  field  orii  grain 
at  20  parts  per  millian  (ppm).  Tliis 
tolerance  is  renewed  in  raapraiae  to 
pesticide  petition  (PP)  7G352S. 
submitted  by  Rhone-Poulanc 
Agricultural  Company,  P.O.  Box  12014. 
2  T.W.  Alexander  Drive.  Research 
Triangle  Padc.  NC  27709. 

The  company  has  requested  a  1-year 
renewal  of  a  temporary  tolerance  for 
residues  of  the  fung^de  to  permit  the 
continued  markwting  of  the  above  raw 
agricidtural  c(Hnmodity  wrhen  treated  in 
accordance  with  the  providons  of  the 
experimental  use  pennit  264-EUP-85, 
which  is  being  renewed  under  the 
Federal  Insecticide.  Fungidde,  and 
Rodentidde  Act  (FIFRA)  as  amended 
(Pub.  L.  95-396, 92  Stat.  819;  7  U.S.C 
136).  The  sdentific  data  reported  and 
other  relevant  material  ware  evaluated, 
and  it  was  determined  that  a  renewal  of 
the  temporary  tolerance  will  protect  the 
public  health.  Therefore,  the  temporary 
tolerance  hstt  been  renewed  on  the 
condition  that  the  pestidde  be  used  in 
accordance  with  Am  anMrimental  uaa 
pennit  and  with  the  fallawing 
provisions: 

1.  The  total  amount  of  the  active 
ingredient  to  be  used  must  not  exceed 
the  quantity  authorised  by  the 
expmlmental  use  permit. 

2.  Rhone-Poulenc  Agricultural  Co., 
must  immediately  notOy  tiie  EPA  of  any 
finding*  from  the  experimental  use  that 
have  a  bearing  on  salsty.  The  company 
must  also  keep  records  of  productian, 
distribution,  and  performance  and  on 
request  make  the  records  available  to 
any  authprised  officer  or  employee  of 
the  EPA  or  the  Food  and  Dr^g 
Administration. 

This  tolwance  expires  December  31. 
1992.  Residues  not  in  excess  of  this 
amount  remaining  in  or  on  die  lAxm 
raw  agricultural  commodity  after  thia 
expiration  date  ¥rill  not  be  considered 
action^le  if  the  pestidde  is  legally 
applied  during  the  term  of,  and  in 
accordance  with,  the  provisicms  of  tha 
experimental  use  permit  and  temporaary 
tolerance.  This  tolerance  may  be 
revoked  if  the  experimental  uaa  pennit 
is  revoked  or  if  any  experience  with  or 
adentific  dtfa  on  this  pestidde  indicate 
that  audi  revocation  is  naceasary  to 
proted  the  puUic  heaitk. 

The  Office  of  Management  and  Budget 
has  exempted  this  notice  from  the 
requirements  of  section  3  of  Executiva 
Order  12291. 

Pursuant  to  the  raquivamai^  of  the 
R^uletoiy  Flexibility  Act  pHd>.  L  06- 
354. 04  Stat  1164, 5  US.C.  601-612). 


the  Administrator  has  datennined  that 
regulations  satshilshlngnai 
<a  raising  tolaranoa  iavals  or 

requiiemanta  do  not  have  a  atgijfinant 
economic  impact  on  a  anbstantial 
number  of  small  entities.  A  oartificatian 
statement  to  this  aSsd  waa  pobliriied  in 
the  Fadarai  lagMar  ofMay  4. 1981  (46 
FR  24950). 

Aaihsriljr:  21  U.S.C  346aQ). 
Dsted:  Jaauaiy  4. 19B3. 


La«r«osl.4 

Acting  Dinctar.  AagMratioa  DMnoa.  Offiet 

ofPutiddtPngmBm. 

(FR  Doc.  •»-1049  Filed  1-14-43;  8:4S  am) 


FEDERAL  COMMUNICATIONS 
COMMISStON 

PubHc  InfoniMnon  CoMctlon 
RequirMMnt  SubanMad  to  Odloa  of 


ywauuy  8. 1903. 

The  Federal  Communications 
Commission  has  submitted  the 
following  infannatiai  collection 
requirement  to  OMB  for  review  and 
clearance  under  the  Paperwork 
Reduction  Ad  of  1980  (44  U.S.C  3507). 

Copies  of  this  submission  may  be 
purchased  from  the  Commission's  copy 
contractor.  Downtown  Copy  Center, 
1990  M  Street.  NW..  suite  640. 
Washington.  DC  20036,  (202)  452-1422. 
ForfurtEer  infonnatioa  on  this 
submission  contad  Judy  Boley,  Federal 

rjimmiinimtinn*  CommiSSlon.  (202) 

632-7513.  Persons  wishing  to  comment 

on  this  information  collection  should 

contad  Jonas  Neihardt,  Office  of 

Management  and  Budget,  room  3235 

NEOB,  Washington.  DC  20503,  (202) 

395-4814. 

OMB  Number:  3060-0355. 

Title:  Rate  of  Return  Report 

Fonn  NunUieiis):  POC  Forms  492  and 

492-A. 
Action:  Revision  of  a  currently  approved 

collection. 
Re$pcatdents:  Businesses  or  other  fior- 

profit 
Freqnencv  of  Response:  Quarterly, 
annually  and  Othar  Price  cap  carrian 
must  file  conedian  reports  within  15 
months  after  the  end  of  the  oalmdar 
year;  other  carriers  must  file 
adfustanents  by  9/30  of  the  year 
following  tiae  enforcement  period. 
Estimated  Aimual  Bmden:  148 
responses:  8  hours  averags  burden  per 
response;  1,184  hours  total  annual 
bunlen. 
Needs  and  Uses:  Filing  of  FOC  Fo 
492  and  4e2nA  la  laquiiad  by 
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Sections  1.795  and  65.600  of  tlie  FCC 
niies  and  Section  219  of  the 
Communications  Act  of  1934,  as 
amended.  Filing  of  the  FCC  ¥ana  492 
on  a  quarterly  basis  is  required  from 
each  local  exchange  carrier  or  group 
of  affiliated  carriers  which  is  not 
subject  to  Sections  61.41  through 
61.49  of  the  FCC's  rules  and  which 
has  filed  Individual  access  tariBs 
during  the  enforcement  period.  Each 
local  exchange  carrier  or  group  of 
affiliated  carriers  sub)ect  to  the 
previously  stated  sections  shall  file 
the  FCC  Form  492-A  report  with  the 
Commission  for  the  calendar  year. 
The  forms  are  necessary  to  enable  the 
Commission  to  mcmitor  the  access 
tariffs  and  to  enforce  maximum  rate  of 
retiim  prescriptions  and  price  cap 
earnings  levels.  FCC  Fwm  492  has 
been  slightly  modified  fat  the  creation 
of  FCC  Form  492-A.  This  has  been 
done  so  that  carriers  subject  to  price 
cap  regulation  %vill  be  able  to  file  a 
simplified  and  more  relevant  set  of 
information  as  required  by  the 
Commission's  rules.  A  copy  of  each 
report  must  be  retained  in  the 
principal  office  of  the  respondent  and 
shall  be  filed  in  such  manner  as  to  be 
readily  available  for  reference  and 
inspection.  The  Commission  does  not 
specify  a  retention  period.  The  data  is 
used  by  FCC  staff  for  enfcwcement 
purposes  by  the  public  in  analyzing 
the  indiistry.  The  reports  are  also  used 
by  the  Commission  staff  in  the  tariff 
review  process  and  provide  both  the 
Commission  and  the  carriers  with  an 
early  %iraming  system  if  rate 
ad|\iiBtments  are  necessary  to  correct 
significant  targeting  errors. 

Federal  Communications  CommiMion. 

Doona  K.  Searcy, 

Secntary. 

IFR  Doc  93-969  Filed  1-14-93;  8:45  tm] 
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Adviaory  CommMM  on  Advanced 
Telcvialon  Sarvio*:  Maattng 

A  meeting  of  the  Advisory  Committee 
on  Advanosd  Televisi(ui  Service  will  be 
held  on  Wednesday,  February  24. 1993. 
at  9:30  a.m.  in  room  856  of  the  Federal 
Communications  Commission,  1919  M 
Street,  NW..  Washington,  DC 

The  purpose  of  this  meeting  is  to 
receive  reports  from  the  SuboDmmittees. 
the  Testing  Laboratories,  and  a  Special 
Panel,  and  to  consider  a  draft  Advisory 
Committee  Report 

The  agenda  for  the  meeting  is  as 
follows: 

1.  Introductory  Ramariu  by  AdviKvy 
Committee  Chti™*n  Richard  B.  Wiley. 


2.  Adoption  of  the  Minutes  of  the  Last 
Meeting. 

3.  Remarks  by  FCC  Chairman. 

4.  Reports  of  the  Subcommittees. 

5.  Report  of  the  Testing  Laborataries. 

6.  Report  of  the  Special  Panel. 

7.  Draft  Advisory  Cranmlttee  Report. 

8.  Future  Work  Plans. 

9.  Financial  Report. 

10.  Other  Business. 

11.  Adjournment 

This  meeting  is  open  to  the  public. 
Parties  may  submit  written  statements 
prior  to  or  at  the  time  of  the  meeting. 
Oral  statements  and  discussion  willbe 
permitted  under  the  direction  of  the 
Advisory  Coitamittee  Chairman. 

Any  questions  regarding  this  meeting 
should  be  directed  to  Richard  E.  Wiley 
at  (202)  429-7010  or  William  H. 
Hassinger  at  (202)  632-6460. 

Federal  Communications  Commission. 

Donna  R.  Searcy. 

Secretojy. 

IFR  Doc  93-971  Filed  1-14-93;  8:45  am] 
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FEDERAL  MARITIME  COMMISSION 

Notloa  of  AgraamonUa)  HM;  Atlantic 
Containar  Una  AB  at  al. 

The  Federal  Maritime  Commission 
hereby  gives  notice  of  the  filing  of  the 
following  agreement(s)  pursxiant  to 
section  5  of  the  Shipping  Act  of  1984. 

Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington,  DC  Office  of  the  Federal 
Maritime  Commission,  800  North 
Capitol  Street.  NW.,  9th  Floor. 
Interested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary, 
Federal  Maritime  Commission, 
Washington,  DC  20573.  within  10  days 
after  the  data  of  the  Federal  Register  in 
which  this  notice  appears.  The 
requirements  for  comments  are  found  in 
S  572.603  of  title  46  of  the  Code  of 
Federal  Regulations.  Interested  persons 
should  consult  this  section  befdro 
communicating  with  the  Commission 
regarding  a  pending  agreement. 

Agnement  No.:  202-011375-003. 

Title:  Trans-Atlantic  Agreement. 

Parties:  Atlantic  Container  Line  AB.  Cho 
Yang  Shipping  Co..  Sea-Land  Service. 
Inc.,  Nedlloyd  Lijnen  BV.  Hapag 
Lloyd  AG,  Mediterranean  Shipping 
Co..  A.P.  MoUer-Maersk  Line,  Polish 
Ocean  Lines.  Orient  Overseas 
Container  Line  (UK)  Ltd..  DSR- 
Senator  Joint  Service.  PftO  Containers 
Limited. 

Synopsis:  The  proposed  amendment 
modifies  the  Independent  Action 
provisions  to  provide  for  a  uniform 
ten  days'  notice  period  for  all  parties 


to  act  independently  to  effect  a 
change  of  any  tariff  rate  and/or  service 
item  applicable  to  them  under  this 
Agreement 

By  Order  of  the  Federal  Maritime 
Coimnission. 

Dated:  January  11, 1993. 
Joseph  C  Polking. 
Secretary. 

IFR  Doc  93-993  Filed  1-14-93;  8:45  am] 
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Agraamant(a)  niad;  Maryland/Caraa  at 
al. 

The  Federal  Maritime  Commission 
hereby  gives  notice  of  the  filing  of  the 
following  agreement(s)  pursuant  to 
section  5  of  the  Shipping  Act  of  1984. 
Interested  parties  may  inspect  and 
obtain  a  copy  of  each  agreement  at  the 
Washington.  DC  office  of  the  Federal 
Maritime  Commission.  800  North 
Capitol  Street.  NW..  9th  Floor. 
Interested  parties  may  submit  comments 
on  each  agreement  to  the  Secretary. 
Federal  Maritime  Commission. 
Washington.  DC  20573.  within  10  days 
after  the  date  of  the  Federal  Register  in 
which  this  appears.  The  requirements 
for  comments  are  found  in  section 
§  572.603  of  title  46  of  the  Code  of 
Federal  Regulations.  Interested  persons 
should  consult  this  section  before 
communicating  with  the  Commission 
regarding  a  pending  agreement. 
Aereement  No.:  224-200165-011. 
Title:  Maryland/Ceres  Terminal 

Agreement. 
Parties:  Maryland  Port  Administration 

Ceres  Corporation. 
Synopsis:  Tne  amendment  extends  the 
term  of  the  Agreemoit  for  60  days, 
until  March  8. 1993. 
Aaeement  No.:  224-200332-004. 
Title:  Hie  San  Francisco  Port 
Commission/Nedlloyd  Lines  Marine 
Terminal  Agreement. 
Parties:  The  San  Francisco  Port 
Commission  ("Port")  Nedlloyd  Lines 
(U.S.A.)  Corp. 
Synopsis:  The  modification  amends  the 
basic  Agreement  to  extend  the  term  of 
the  Agreement  for  three  years; 
provides  that  Nedlloyd  will  pay 
dockage  and  wharfage  rates  at  less 
than  100  percent  of  the  rates  named 
in  the  Port's  tariff  No.  3-C:  and  states 
that  all  other  substantive  terms  and 
conditicms  remain  the  same. 

Dated:  January  12, 1993. 

By  Order  of  the  Federal  Maritime 
Commission. 
)oaspbCPelUi«. 
Secretary. 

IFR  Doc  93-1084  PUed  1-14-93;  8:45  am] 
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Saeurity  for  tlM  Protactlon  of  tlw 
Public  IndamnmcaUon  of  Paaaangara 
for  Nonparformanoa  of  Tranaportation: 
laauanoa  of  Cartiflcala  (Parformanca); 
Waat  Travaif  lnc« 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  for 
Indenmification  of  Passengers  for  Non- 
performance of  Tlansportation  pursuant 
to  the  provisions  of  section  3,  Public 
Law  8»-777  (46  U.S.C  817(e))  and  the 

Federal  Maritime  Cktmmission's 

implementing  regulations  at  46  CFR  part 
540,  as  amended: 

West  Travel,  Inc.  (d/b/a  Alaika  Sightseeing/ 
Qniise  West),  4th  ft  Battery  Bldg.,  suite 
700.  Seattle.  WA  98121. 

Vessel:  Spirit  of  98. 
Dated:  January  11, 1993. 

JoMph  C  Polking. 

Seaetaiy. 

[PR  Doc  93-1003  Piled  1-14-93;  8:45  am] 

■NjjNa  coca  sna-M-M 

Sacurlty  for  tha  Protaction  of  ttib 
Public  Indamnification  of  Paaaangara 
for  Nonparf ormanca  of  Tranaportation; 
Nollca  of  laauanca  of  CaitHf  cata 
(Parformanca) 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  for 
Indemnification  of  Passengers  for 
Nonperformance  of  Transportation 
pursuant  to  the  provisions  of  section  3, 
PubUc  Uw  89-777  (46  U.S.C.  817(e)) 
and  the  Federal  Maritime  Commission's 
implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Commodore  Cruise  Line  Limited,  800 
Douglas  Road.  Coral  Gables.  PL  33134. 

Vessels:  Enchanted  Isle  and  Enchanted  Seas. 
Dated:  January  11. 1993. 

Joaeph  C  Polking. 

Secretaiy. 

[PR  Doc.  93-999  PUed  1-14-93;  8:45  am] 


implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Kloster  Cruise  Limited  (dA>/a  Norwegian 
Cruise  Line),  Birka  Line  AB  and  Birka  Cruise 
Umited,  95  Merrick  Way.  Coral  Gables. 
Horida  33134. 

Vessel:  Sunwrard. 

Dated:  January  11, 1993. 
Joaeph  C  FoUdng. 
Secretary. 

(PR  Doc.  93-998  Piled  1-14-93;  8:45  am] 
■aiMO  cooc  sraa-ei-w 

Sacurlty  for  tha  Protaction  Of  tha 
Public  Hnandal  RaaponaibUlty  To 
Maat  Liability  Incurrad  for  Daath  or 
Iniury  to  Paaaangara  or  Otttar  Paraona 
on  Voyagaa;  Notloa  of  laauanca  of 
CarUflcata  (Caaualty) 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  to  Meet 
Liability  Inctured  for  Death  or  Injury  to 
Passengers  or  Other  Persons  on  Voyages 
pursuant  to  the  provisions  of  Section  2, 
Public  Uw  89-777  (46  U.S.C  817(d)) 
and  the  Federal  Maritime  Commission's 
implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Palm  Beach  Cruise  Line  Ina.  Palm  Beach 
Cruises  S.A.  and  Grundstad  Maritime 
Overseas,  Inc.;  2790  N.  Federal  Highway, 
Boca  Raton,  PL  33431. 

Vessel:  Viking  Princess. 

Dated:  January  11. 1993. 
Joseph  C  Polking. 
Secretary. 

[PR  Doc.  93-1000  Piled  1-14-93;  8:45  am] 
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MJJNQ 


CODE  STSO-ei-M 


Sacurlty  for  tha  Protaction  Of  tha 
Public  Financial  RaaponaibUlty  To 
Maat  Liability  Incurrad  for  Daath  or 
Injury  to  Paaaangara  or  CMhar  Paraona 
on  Voyagaa;  Notica  of  laauanca  of 
Cartiflcata  (Caaualty) 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  to  Meet 
Liability  Incurred  for  Death  or  Injury  to 
Passengers  or  Other  Persons  on  Voyages 
pursuant  to  the  provisions  of  Section  2, 
Public  Uw  89-777  (46  U.S.C  817(d)) 
and  the  Federal  Maritime  Commission's 


Sacurlty  for  tha  Protaction  of  ttia 
Public  Indamnification  of  Paaaangara 
for  Nonparformanoa  of  Tranaportation; 
Notica  of  laauanca  of  Cartiflcata 
(Parformanca) 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  for 
Indemnification  of  Passengers  for 
Nonperformance  of  Transportation 
pursuant  to  the  provisions  of  Section  3, 
PubUc  Uw  89-777  (46  U.S.C  817(e)) 
and  the  Federal  Maritime  Commission's 
implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Palm  Beach  Cruise  Line  Inc.,  Palm  Beach 
Quises  S.A.  and  Gnindstad  Maritime 
Overseas,  Inc:  2790  N.  Federal  Highway, 
Boca  Raton.  PL  33431. 

Vessel:  Viking  Princess 


Datad:  January  11, 1993. 
JoaaphCPoUdng. 
Secretaiy. 

[PR  Doc  93-1001  Piled  1-14-93;  8:45  am] 
aaiMQ  COM  tna-ot-M 


Sacurlty  for  tha  Protaction  of  ttM 
Public  Indamnlflcatton  of  Paaaangara 
for  Nonparformanoa  of  Tranaportation; 
Notica  of  laauanca  of  Cartiflcata 
(Parformanca) 

Notice  is  hereby  given  that  the 
following  have  been  issued  a  Certificate 
of  Financial  Responsibility  for 
Indemnification  of  Passengers  for 
Nonperformance  of  Transportation 
pursuant  to  the  provisions  of  Section  3, 
Public  Uw  89-777  (46  U.S.C.  817(e)) 
and  the  Federal  Maritime  Commission's 
implementing  regulations  at  46  CFR  part 
540,  as  amended: 

Seafest  Cruises,  Inc.  and  Sabella  Shipping 
Limited,  8751  W.  Broward  Blvd..  suite  502, 
Plantation.  PL  33324. 

Vessel:  Sapphire  Seas. 

Dated:  January  11, 1993. 
Joseph  C  Polking. 
Secrefoiy. 

[FR  Doc  93-1002  Filed  1-14-93;  8:45  am] 
BNjjNQ  cooc  srso-ei-ai 


FEDERAL  TRADE  COMMISSION 

Granting  of  Requaat  for  Early 
TarminaUon  of  ttia  Waiting  Parted 
Undar  tha  Pramargar  Notification 
Rulaa 

Section  7 A  of  the  Clayton  Act,  15 
U.S.C  18a,  as  added  by  title  II  of  the 
Hart-Scott-Rodino  Antitrust 
Improvements  Act  of  1976.  requires 
persons  contemplating  mergers  or 
acquisitions  to  give  the  Federal  Trade 
Commission  and  the  Assistant  Attorney 
General  advance  notice  and  to  wait 
designated  periods  before 
consummation  of  such  plans.  Section 
7A(b)(2)  of  the  Act  permits  the  agencies, 
in  individual  cases,  to  terminate  this 
waiting  period  prior  to  its  expiration 
and  requires  that  notice  of  this  action  be 
pubUshed  in  the  Federal  Register. 

The  following  transactions  were 
granted  early  termination  of  the  waiting 
period  provided  by  law  and  the 
premerger  notification  rules.  The  grants 
were  made  by  the  Federal  Trade 
Commission  and  the  Assistant  Attorney 
General  for  the  Antitrust  Division  of  the 
Department  of  Justice.  Neither  agency 
intends  to  take  any  action  with  respect 
to  these  proposed  acquisitions  during 
the  applicable  waiting  period. 
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Transactions  Granted  Early  Terkmnation  Between:  12-7-92  and  12-18-92 


of  aoquMng  paraon.  nwM  ol  aoqulrad  panon. 


otflOQulrad  wMy 


PiQMwfct  mduMrtaa.  he..  Nm«*  SA.  Aleon  LabonMm.  Inc 

cue  iiawiiiiimi.  LmgMUm  pJx,  Lmqmmiv  p-tc ~r~z"~r~ 

RMOvwy  Equty  mmlori.  LP..  Amwhan  RnwcW  CoipomHon.  Q«H  Tactmotogy.  mc 

DM  L  DuncMV  EPC  Pwnmn.  LTD.  EPC  Partnan.  LTD 

Dun  L  DuncM.  EPC  Vaaiiw.  Inc,  EPC  VaiAna.  mc  •  ••••-•--™— -r-^ 
QKH  hi»aa»Mrl^  LP..  Mounoif  Coipomfciv  MounQW  Caporrton^aj^^ 

AMR  CcMpoiallon.  MaW)  Alrthea.  Inc.  (DaWof-lrvPcanaaton).  IMroMgM.  mc 

Qanaial  ElacWc  Conwy.  Tiammal  Ciow.  Ciow  Houaion  Four,  LM 

Dan noraka  Mti  ,|iiililiii.  MWiaal R  Kulach.  Catax  Enargy.  mo 

Patoma  Paiman  LP..  Lomas  flnandal  Co«po»ailon,  Lomu  Fmandal  Coipoiaion 


Oooigar  W.  QMa,  m!  ADOSCO  mduatitaa.  mc..  AOOSCO  mduatrtaa.  mc 


„™_-  f  F^Mc  LMM  CoHtmnt.  Martd  «  Tachnii  Vartag  AWtangasalKhall,  M»T  PiMMng.  m* 

Tilwaal  InttuMonat  Fund.  L«t.  Horaaat  Coipo»a*>n.  NWCA,  mc  .  ......^^.^. 

OS  CwW  Paimara.  LP.,  Qtoba  Manutacluring  Co.,  Oloba  Manutarturtng  Co 

CtlmlilliaWii  ail  mit  l-rttiy  "■-" —  ^-p— ^  u.>>~«y^  u,.,^  «i  ■«wi.«in 

Bauach  A  Lob*  mcotpotalad.  Eaaanan  Kodili  Con)pany,  awing  \wm««p  mc  ___.-» 

PacACoip.  Pactt:  AtanMc  Syalama  Laartig.  mc..  Padte  Adartte  Syatan*  l^>img.  me  ■^■r~~-~ 

Bat  AManfc  Coipoiaion.  Padte  AUanilc  Syalama  Laaamg.  Inc.,  Padte  Atefte  SyMama  Laaaing.  mo . 

Aradaito  Palioiaum  Cotpoialon.  Aflante  RIchteW  Company,  Ailante  RicMald  Comply 

PoMlaum  Haal  ml  Poiwr  Co..  mc.  Agway  Inc..  AgiMy  Palrolaom  Coepoiatlon ■ • 

Qanaial  Elaclile  Cotnpmy.  AB  VoM),  Vol*o  Fmanea  North  Amartca,  me  ._ „.....™™..™».. — 

OavU  a  Parartcy  and  Lmda  K.  Paiaaky.  Mawtegion  mvasimania  UnHiad.  Ttwrnaa  C«)ofc  Partnaiihip 

Manim  J.  Hart).  Roddy  Coca-Cola  BoMng  Company,  mc.,  Roddy  Coca^kHa  BoMng  Company  mc  ■■■■■■■■""■—■■■■" 

Souftam  Fan»  Buraau  CaauaMy  mauranoa  Coinpany.  Floilda  Farni  Buraau  IMuai  mawanoa  Company.  Ftortda  Fann  Bunau  Mu- 

tual  mawanoa  Company „_____—  ....,.,,..— -     ™— ™.~.. 

NaUonaBanh  Coa>oartton.  Ovyaler  Comomten.  Ctwyalar  FW.  mc .- -~ 

Koana.  mc..  Ganaral  Elaclrte  Company,  Qanaial  ElacWc  Conning  San^toaa  Cov»ten 

Chamlctf  BaiMng  CoipowBon.  Laaf  Slaglar  Holdmga  Coip..  Laar  Slaglar  Oaytwur  Coip -..■■- --•- 

Qanaai  ElacM:  Con^iwiy.  E.I.  du  Port  da  Namoum  and  Company.  Du  Port  Conaumar  Fmandng  Onianballon 

MHati  Entfnaaimg  A  SNpbuMmg  Co..  Ud..  Solac  HoWmgi.  Inc..  Solac  HoMnga.  mc 

CquI— ■■  HoMng  Coip..  Caw*  Coip..  LFC  Na  25  Coip  — 

Jamaa  a  TuWi.  Sf..  Donald  E.  Ham.  Coppua  Engmaaimg  Coiponfcn "—"r— : "r" 

K-<ll  ConwMricatena  CoipoiMlon.  T^a  EdiMid  W.  Scrtppa  Tiu«.  Unted  FaaM*  Syndtata.  mc  .■...■.... * 

Ciaykin  A  Oubilar  Prtvata  Equ«y  Fund  IV  LP..  Xaax  Cofporaiton,  Van  Kampan  Manm  Companlaa.  mo 

CIBA-GEIBY  UmNad.  Royal  Dutch  Pawolaun  Company.  Trtion  Diagnoate  mc 

iqal  mga  Roidw.  WoMrtna  Wortd  \MdB,  Inc.,  Biooka  Shoa.  mc  _.._.__.„ 

Tha  Bartahha  Fund.  A  UmNad  Partnanhlp.  Oanaral  Eladite  Company.  Urtwaiaal  Bmd^  mc  „..„..„..-.-^.. 

OwM  &  Paiaaky  «id  Lmda  K.  Paia*y.  DavW  a  Panafcy  and  Unda  K.  Paraaky.  Thomae  Cook  PartnaraNp 

Athlanl  01.  mc  Quakar  SMa  Coipoiallon,  Giaal  Lakaa  Coal «  Dock  Company , 

DooMon  naaouicaa.  mc..  Hawy  L  HMman,  Emaiak]  Gas  Company 

Quanlum  Fund  N.V,  Qaiaki  A.  Boaka.  aOO  Exptoiatton  Company 

Bartdhira  lla»ia«iay  mc  Moraa  Shoa.  mc  Lo«»al  Shoa,  mc „ 

Ford  Mokir  Company.  LAI  Aoi|uMton  CoiporMkin,  Laadng  Aaaodalaa.  mc.-N1     ._^^..^ 

ReooMry  Equty  kwaakm.  LP..  Rocovaiy  Equky  mwaakys.  L.P..  McCam  Manutadurtng  Coip 

Saagul  Enargy  Coiporaton,  Artda.  mc..  Artda  Ejptoialton  Company 

vmiaga  Palioiaum.  mc..  Aiartto  RkMakI  Company.  AUante  RkMaU  Company  ,.,,_         ,.,,„■„.—-.- 

Urwom  Makonrt  Coiporaten.  Tmwnal  Ciow  Raal  Ealala  mvaakw.  Tiammai  Ciow  Raal  Ealala  mtiaalora 

WSW  SF  AoquWten  Company.  LP..  Tmta  Wamar  mc.  Sbi  Flaga  Ertartammart  Corpoiaten 

PNIp  Moma  Companlaa  mc  Taaaoo  mc  Tasaco  Ej^Axaiton  and  ProAictkjn  Inc 

ChaHaa  Schualaniian.  Oaodyna  Raaourcaa.  mc.  Qaodyna  Raoourcas.  Inc .^.-„„.„--„-.. — .- .-— 

Maicam  Coipomton.  miaawton^Buamaaa  Machmaa  Conwmilon.  mtamatt^ 


PMH  Ho. 


I  ktacNnaa  Coipomlton.  Marewn  CoipomHon,  Maicam  Coipomten 

J.  Bakar,  mc.  Moma  Shoa.  mc.  Moraa  Shoa,  mc  — •• 

Addmgkm  Raaowcaa.  mc.  PadKoip.  Vandaka  Mmmg  Coipomten.  Praapad  Land  and  ___-„-__ 

Oak  mduaMaa.  mc.  Ommn  Engmaaimg  AoquMton  Co .  mc,  Ofcart  Engmaadng  AcquWten  Co.,  mc  .- 

Spar  Aaioapaca  Umfcad.  CoroSkaam  Coipomten.  ComStream  Coipomten _ -.-: 

WWwn  a  Zbnmannan.  Coopar  mduaMaa.  mc.  Coopar  mckwtrtaa.  mc - ■"^":::"""rrz:z::i::iZZIZ:^ 

Manaterari  Duafcwaa  MaiWiai  Coipomten.  McOonnaB  Oouglaa  Coipomten.  McOonnal  Oouglaa  Aaioapaca  mkxmaten  San^ 


C«k»p,  Roi^d D.  Kkaten.  FFFO Houmg Coipomten --_ "— T"" i^zr^Tf^ZL.^ 

CapkM  Hokara  Coipomten.  Padte  Bw*.  Natenat  Aaaodaten,  CommomwaHt  mauranca  Promhjm  Flnanca  DMskm  ...__ 
Rochaalar  A  Pitebui\^  Co*  Convwiy.  BaMaham  SMal  Coiporaten.  BatHaham  Siaal  Coiporaten«a*iEnaigy  Mmaa.  me 

Mkaga  Raaoita.  mawpomiad.  Maaao  Manpakii.  Mmami  (Navada)  mooipomUd  -.. ~ 

PNte  Moma  ConvMlaa  mc.  Coipomdon  mduatrtal  Proa  SX  da  C.V..  Fomamo  Eoonomico  Moxicano  SX  da  CV 

Robaila  Ptanmnauteal  Coipomten.  E.I.  du  Port  da  Namoum  and  Company,  Ou  Port  Marck  Phannacauteal  Company  „ 

Robaitaon  dwKabla  Raw^ndaf  Unkniai.  TVS  Ertartammart  PLC.  TVS  Ertartammart  PLC  - 

Waiamart.  mc,  SUPERVALU  mc.  Ohkxuboo.  mc  ...- - 

SUPERVALU  mc,  Waramart.  mc  Waramart.  mc 

FkMRy  Natenri  Fm^cW.  mc.  Hairy  B.  Haknalay.  Sacurty  Tlte  maumnca  and  Quararty  Company 

GanHy  01 A  Gaa  Co^iomten.  Martm  Ej^kiiaten  Managamart  Company.  Martm  Exptomton  Managamart  Company  ._ 

Apogaa  Enlaipilaaa.  mc  Oom  Coipoiaten.  Crom  Coipomten „ - - 

Qtoba  Furatera  Rartak.  kc.  Fkal  mtamttla  Banooip,  QranTraa  Coipomten .  _„.™_™.^.„ _-... 

Fund  Amaifca  Vankima  Coq^omten.  Qk*al  Nakjml  Raaourcaa  mc.  Qtohal  Natuml  Raaourcaa  Coipomten  ol  Nawada 

BakJan  A  BMka  Coipomten.  PmafctoOl  Company.  PaakaEnaigy.mc  and  PaakaQpaming  Company 

RobartB  Plwnaeauteri  Coipomten.  Maick  A  Co..  mc.  Ou  Port  Marak  Phamweauteal  Compwiy 

U  S  WM.  mc  U  S  Waal,  mc  Qmnd  Foifca  Catelar  UmMad  Pannamhip  .„ 


93-0236 
83-0246 
93-4274 
83-0309 
93-0310 
93-0314 
99-0320 
93-0930 
93-0336 
93-0257 
93-0280 
93-0281 
93-0326 
93-0193 
93-0262 
93-0271 
93-0316 
93-0317 
93-0919 
89-0267 
93-0290 
03-0292 
93-0328 

93-0331 

93-0335 

93-0342 

93-0346 

93-0946 

93-0347 

99-0948 

93-0366 

83-0366 

83-0350 

03-0967 

83-0378 

83-0385 

83-0996 

99-0260 

99-0911 

93-0323 

93-0362 

93-0368 

93-0384 

99-0284 

93-0322 

93-0363 

09-0368 

93-0366 

99-0376 

93-0377 

93-0378 

93-0306 

93-0338 

93-0386 

83-0270 

83-0272 

83-0298 
93-0324 
93-0325 
93-0348 
83-0950 
83-0365 
83-0981 
83-0383 
83-0301 
83-0302 
93-0393 
93-0307 
93-0396 
934M14 
93-0417 
93-0420 
93-0426 
93-0427 


12«7/BS 
12/07»S 
12/07/92 
12^/92 
12^/92 
12/07/92 
12A)7/82 
12AI7/02 
12^7/92 
12na/92 
12^0M2 
12«8«2 
12A8«2 
12AIM2 
12^0^2 
12/10/92 

ia/io«2 

12/1(M2 
12/11/92 
1^1/92 
1V11/9f 
12/11/92 

12/1 1/oe 

12/11/82 
12/11/82 
1^1/92 
12/1 V92 
1^1/82 

12/11/92 
12/11/82 
11^1/92 
12/11/92 
12/11^92 
12/1 1/B2 
1^1/82 
12/14/92 
12/14/92 
12/14/92 
12/14/82 
i2/U/K 
12/14/92 
12/15/92 
12/18/82 
12/15/02 

i2na«2 

12/15/02 
12/16/92 
12/16/92 
12/16/92 
MfMIK 
1917/92 
12/17/92 

i^a«2 

1^8«2 

12^8/02 
12/1M2 
12/18«2 
12/18/82 
12nMS 
1^M8 
12/ia« 
12/18/82 
12nM2 
12/18/92 
12^8/92 

ia/iaM2 

1^8/82 
ian8/92 

i2na(82 

12/18/92 

i^af92 
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\ustm 

MJOTMZ 
12«7/a2 

i2n7/oe 

12^7/02 

i2na/92 
yanem 

^2J0UK 

^^nol92 

12/1(M2 
12^1/82 
1^1/02 
1^1/82 

12/1  vse 

12/11/92 

12/11/92 

12/11/92 

12/11/82 

12/11/92 

12ni^B2 

1^1/02 

12/1 1/B2 

12/11/92 

1^1/92 

12/11/82 

12/11/82 

12/1 1/B2 

1^1/92 

12^4^2 

12/14/82 

12/14/82 

12/14/82 

1^14/82 

12/14/82 

12/15/92 

12/18/92 

12/1  S«2 

12na«2 

12/1  S«2 

12/16/92 

12/16/92 

12/16/92 

1^7/82 

ian7/92 

12/17/92 

1^»92 

i2na/92 

12/1M2 
12/1V92 
12/1«92 
12nMe 
1^M2 

i2/iara2 

12/18/B2 
12nM2 
12/18/92 
12na«2 

i2na«2 

12/18/92 
12n8« 
12/18«2 
12/1M2 

i^a«2 

12/1Me 


FOR  PURTMER  »rOnMATIOM  CONTACT: 
Sandra  M.  Peay  or  Renee  A.  Horton, 
Contact  Representatives.  Federal  Trade 
Commission.  Premerger  Notification 
Office,  Bureau  of  Competiticm,  room 
303.  Washington.  DC  20580.  (202)  326- 
3100. 

By  Direction  of  the  Commissioa. 

Donald  S.  Oark. 

Seaetaiy. 

[PR  Doc  93-1048  Piled  1-14-93;  8:45  am] 
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GENERAL  ACCOUNTINQ  OFFICE 

Federal  Accounting  Standarda 
Advfaory  Board 

AGHBNCV:  General  Accounting  Office. 
ACIKM:  January  Meeting. 

SUMMARY:  Pursuant  to  section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act 
(Pub.  L.  No.  92-463),  as  amended, 
notice  is  hereby  given  that  the  monthly 
meeting  the  Federal  Accounting 
Standards  Advisory  Board  will  be  held 
on  Wednesday.  January  27  and 
Tliursday,  January  28. 1993  from  9  a.m. 
to  4  p.m.  in  room  7313  of  the  General 
Accounting  Office.  441  G  St.,  N.W.. 
Wasington.  DC 

The  agenda  for  the  meeting  includes: 
(1)  A  discussion  of  the  responses  to  the 
FASAB  Exposure  Draft  on  Accounting 
for  Direct  Loans  and  Loan  Guarantees, 
[2]  a  presentation  by  OMB 
representatives  of  a  balance  sheet  model 
for  the  federal  government.  (3) 
continued  discussion  of  liabilities 
issues,  and  (4)  a  discussion  of  future 
projects.  Other  items  may  be  added  to 
the  agenda;  interested  parties  should 
contact  the  Staff  Director  for  more 
specific  information  and  to  confirm  the 
date  of  the  meeting. 

Any  interested  person  may  attend  the 
meeting  as  an  observer. 

FOR  FURTHER  MFORMATKM  CONTACT: 
Ronald  S.  Young,  Staff  Director.  750 
First  St..  N.E..  Suite  1001.  Washington. 
DC  20002,  or  cail  (202)  512-7350. 

Authority:  Federal  Advisory  Committee 
Act  Pub.  L  No.  92-463,  Section  10(a/)(2).  66 
Stat.  770,  774  (1972)  (cunent  version  at  5 
U.S.C  app.  section  10(a)(2)  (1988);  41  CFR 
101-6.1015  (1990). 

Dated:  January  12, 1993. 
Roeaid  S.  Yoong. 
Executive  Director. 

(PR  Doc  93-1073  Filed  1-14-93;  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Adminiatration  for  CMIdren  and 
Famillaa 

Adminiatration  on  CMIdran,  Youth  and 
Famillea;  Family  and  Youth  Servlcea 
Bureau;  Agenqr  Information  Collection 
Under  OMB  Review 

ACTION;  Notice. 

Under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
chapter  35),  we  have  submitted  to  the 
Office  of  Management  and  Bu^et 
(OMB)  a  request  for  approval  of  a  new 
information  collection,  titled: 
"Evaluation  of  the  Transitional  Living 
Program  (TLP)  for  Homeless  Youth," 
This  request  is  made  by  the  Family  and 
Youth  Services  Bureau  within  the 
Administration  on  Children,  Youth  and 
Families  (ACYF)  of  the  Administration 
for  Children  and  Families  (ACF). 
ADDRESSES:  Copies  of  the  information 
collection  request  may  be  obtained  from 
Steve  Smith,  Office  of  Information 
Systems  Management,  ACF,  by  calling 
(202) 401-9235. 

Written  comments  and  questions 
regarding  the  requested  approval  for 
information  collection  should  be  sent 
directly  to:  Kristina  Emanuels,  OMB 
Desk  Officer  for  ACF,  OMB  Reports 
Management  Branch,  New  Executive 
Office  Building,  room  3002.  725  17th 
Street,  NW.,  Washington.  DC  20503, 
(202)  395-7316. 

Information  on  Document 

Title:  Evaluation  of  the  Transitional 
Living  (TLP  for  Homeless  Youth. 

OMB  No. :  New  Request. 

Description:  The  Transitional  Living 
Program  (TLP)  for  Homeless  Youth  is 
authorized  under  the  Runaway  Youth 
Act,  title  in  of  the  Juvenile  Justice  and 
Delinquency  Prevention  Act  (JJDPA)  of 
1974,  as  amended  in  1988.  A  homeless 
youth  is  defined  in  the  legislation  as  a 
youth  18  to  21  years  old  "  •  •  •  for 
whom  is  it  not  possible  to  live  in  a  safia 
environment  with  a  relative;  and  who 
has  no  other  safe  alternative  living 
arrangement."  The  goal  of  the  TLP 
program  is  to  promote  transition  to  self- 
sufficient  living  and  to  prevent  long 
term  dependency  on  social  services.  The 
TLP  is  implemented  through  grants  to 
State  and  local  governments  and  to 
private,  nonprofit  organizations.  Funds 
available  under  TLP  are  to  be  used  to 
enhance  the  capacities  of  youth-serving 
agencies  to  effectively  address  the 
service  needs  of  homeless  adolescents 
and  young  adults.  The  program  is  not 
designed  to  serve  youth  currently  imder 
the  jurisdiction  of  a  State  or  local 


welfare  agency  or  a  probation  or  parole 
program. 

Title  m,  part  D,  section  361(b)  of  the 
JJI^A  also  requires  the  Secretary  of  the 
U.S.  Department  of  Health  and  Human 
services  to  submit  an  annual  report  to 
Congress  on  the  status  and 
accomplishments  of  the  TLP  projects. 
To  meet  the  legislative  reporting 

S[uirements  and  to  provide  relevant 
ormation  in  its  reports  to  Congress, 
ACF  will  conduct  national  evaluation  of 
TLP.  The  overall  goal  of  the  evaluation 
is  to  answer  the  central  question  of  the 
effectiveness  of  TLP  projects.  More 
specifically,  the  study  «dll  provide 
essential  data  regarding:  (1)  The  number 
and  characteristics  of  homeless  youth 
serviced  by  such  projects;  (2)  the  types 
of  activities  carried  out  under  such 
projects:  (3)  the  effectiveness  of  such 
projects  in  alleviating  the  immediate 
problems  of  homeless  youth;  (4)  the 
effectiveness  of  such  projects  in 
preparing  homeless  youth  of  self 
sufficiency;  (5)  the  effiactiveness  of  such 
projects  in  helping  youth  decide  upon 
Kiture  education,  employment,  and 
independent  living;  and  (6)  the  ability  of 
such  projects  to  strengthen  family 
relationships,  and  encourage  the 
resolutions  of  intra-family  problems 
through  counseling  and  the 
development  of  self-sufficient  living 
skills. 

Annua/  Number  of  Respondents: 
1053. 

Annual  Frequency;  1  to  5. 

Average  Burden  Hours  per  Response: 
.58  to  1  hr. 

Total  Burden  Hours:  1,817. 

Dated:  December  22. 1992. 
Larry  Guuiwo, 

Deputy  Director.  Office  of  Infonnation 
Systems  Management 
[FR  Doc  93-1036  Filed  1-14-93;  8:45  am) 
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Food  and  Drug  Adminiatration 
[Dockot  Na  84F-0393] 

Intemetlonal  Flour  Salee  Corp.; 
Withdrawal  of  Food  AddMve  Petition 

AGENCY:  Food  and  Drug  Administration, 

HHS. 

ACnON;  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  the 
withdrawal,  without  prejudice  to  a 
future  filing,  of  a  food  additive  petition 
(FAP  5A3834)  proposing  that  the  food 
additive  regulations  be  amended  to 
provide  for  the  safe  use  of  powdered 
sugar  cane,  with  and  without  the 
naturally  occurring  sugar  extracted,  as  a 
dietary  fiber  soiuce  in  food. 


4704 


Fwiaral  Ragiiter  /  Vol.  58.  No.  10  /  Friday.  January  15.  1993  /  NoUcea 


kTKMCONTACT: 

Wesley  R.  Long,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-334).  Food 
and  Drug  Administration,  200  C  St.  SW., 
Washington.  DC  20204,  202-254-9519. 
SUPPLEMENTARY  MPOmiATlON:  In  a  notice 
published  in  the  Federal  Regiatar  of 
January  2. 1985  (50  FR 181),  FDA 
announced  that  a  food  additive  petition 
(PAP  5A3834)  bad  been  filed  by 
International  Flour  Sales  Corp.,  41-540 
Makakalo  St.,  Waimanalo,  HI  96795. 
This  petition  proposed  that  the  food 
additive  regulations  be  amended  to 
provide  for  the  safe  use  of  powdered 
sugar  cane,  with  and  without  the 
naturally  occurring  siigar  extracted,  as  a 
dietary  fiber  source  in  food. 
International  Flour  Sales  Corp.  has  now 
withdrawn  the  petition  without 
prejudice  to  a  future  filing  (21  CFR 
171.7). 

Dated:  January  7. 1993. 
FradR-ShMk, 

Dinctor.  Center  for  Food  Safety  and  Applied 
Nutrition. 

(FR  Doc  93-1046  Filed  1-14-93;  8:4S  ami 
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Oanbury  PtMrmacal.  inc..  •!  •!.: 
Withdravrai  of  Approval  of  24 
Abbraviatad  Naw  Drug  Applicationa 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACnOW:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  withdrawing 
approval  of  24  abbreviated  new  drug 
applications  (ANDA's).  The  holders  of 
the  ANDA's  notified  the  agency  in 
writing  that  the  drug  products  were  no 
longer  marketed  under  these 
applications  and  requested  that  the 
approval  of  the  applications  be 
withdrawn. 

EFFECTIVE  DATE:  February  16. 1993. 
FOR  FURTHER  MFORMATKM  CONTACT:  Lola 
E.  Batson,  Center  for  Drug  Evaluation 
and  Research  (HFD-360).  Food  and 
Drug  Administration.  7500  Standish  PI.. 
Rockville.  MD  20855.  301-295-8038. 
SUPPLEMENTARY  MFORMATION:  The 
holders  of  the  ANDA's  listed  in  the  table 
in  this  document  have  informed  FDA 
that  these  drug  products  are  no  longer 
marketed  under  these  applications  and 
have  requested  that  FDA  withdraw 
approval  of  the  applications.  The 
applicants  have  also,  by  their  request, 
waived  their  opportunity  for  a  hearing. 
The  drugs  covered  by  ANDA's  80-906, 
84-278.  and  84-630  held  by  Danbury 
Pharmacal,  Inc.  will  be  marketed  over- 


the-counter  under  the  agency's 
regulations  in  21  CFR  part  336. 


ANOA 
no. 

Onig 

f^fifMcart 

80-800 

Dlnwili)^lrtnala 
TabMsUSP. 
SOmMgmma 

(mg) 

Oai*uiy  PtMmwcal. 
mc,  131  Waal  St. 
Danhitfy.CT 
08810. 

83-353 

laomaiidTaliMi. 

300  mo - 

Solafiamaa  HM. 
810  NIar  Rd. 
S«jnnyMla,CA 
94086-5200. 

84-142 

SuMaoxazoia 
OtolMnina 
OpNhalmlcSo- 

Mlon,  4%  ...... 

Oa 

84-143 

SutacMMnlda 
SodkicnOph- 

• 

ttatmtcSolu- 

don  10% 

Do. 

84-144 

Knipafacavia  ny- 
drocWotda 
OfMhaMcSo- 

killon.  0.5%  .... 

Do. 

84-145 

SuKaniamida 
SodhNnCpit- 

VirimicSoiu- 

84-146 


84-147 


84-148 


84-149 


-150 


84-151 


84-168 


84-169 


84-170 


84-171 


84-172 


Oon.10% 

SuKacalainUa 
Sodium  Optv- 
tMimlcSotu- 
tlon.  30% 

Sutaoalamtda 
SodtumOph- 
tfwtmlcSolu- 
ton.  30% 

SuiNaoxazoia 
Dkiiamlna 
OpWialfnic  So- 
Wton,  4%  

B«noxlna(e  Hy- 
drocHorlda 
OphitwMcSo- 
luUon.  0.4%  .... 

Cyctopemoiala 
HydrocNorida 
Op»«hain«:  So- 
kiKon,  1% 

Preparacaina  Hy- 
OocWortda 
OpMhafenicSo- 
kjUon,  0.5%  .... 

Pradntaolone  So- 
dhjfn  PtKW- 
pttalaOpMwt- 
mlc  Sotutton, 
1% .._.. 

Pradnlaotona  So- 
dhimPhoa- 
phala  Ophthal- 
mic Sohillon, 
0.125%  

Daxamemasone 
Sodium  Phoa- 
phalaOphawl- 
micSoMlon. 
0.1% 

Ptadniaoiona  So- 
dkjmPhoa- 
phata  Ophltiai- 
micSohJaon, 

ai25% 

PraiMaolcna  So- 
dhjmPtwa- 
phala  Ophthal- 
mic SoiuHon, 
1% 


Do. 


Do. 


00. 


Oa 


Da 


Do. 


Do. 


Oo. 


Do. 


Da 


Do. 


Da 


ANOA 
no. 


Dfug 


84-173 


84-278 


84-430 


84-969 
87-260 


a9~956 


Oaxamaihasona 
SodhimPhoa- 
phala  Ophthal- 
mic SduMon, 
0.1% 

Madlzina  Hydro- 
cMoitdaTab- 
ials,  25  mg 

Madlzina  Hydro- 
chiortdaTab- 
lets.  12.5  mg  .. 

Qamma  Benzene 
Hexachlorlda 
Shampoal%. 

Qamma  Benzene 
HaMachioMa 
ixaon,  1% 

AzoHdlOOmg 


Appfcam 


Chioiphanlramine 
Maleate.  4mg  . 


Da 


Danbuiy  Phaimacal. 
Inc. 


Do. 
Sola/Bamaa  Hind 

Do. 

Rhona-Pouianc  Rofar 
Pham^taoautloaia 
inc..  500  Areola 
Rd..  P.O.  Box 
1200.  CotogavMe. 
PA  19426-0107. 

Pioneer  Phamia- 
ceuUcala.  mc.  209 
40lh  St.  Irvtnglon, 
NJ  07111. 


Therefore,  under  section  S05(e)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(21  U.S.C.  355(e)).  and  under  authority 
delegated  to  the  Director  of  the  Center 
for  Drug  Evaluation  and  Research  (21 
CFR  5.82).  approval  of  the  ANDA's 
listed  above,  and  all  amendments  and 
supplements  thereto,  is  hereby 
withdrawn,  effective  February  16, 1993. 

Dated:  January  4. 1993. 
CariCPeck. 

Director.  Center  for  Drug  Evaluation  and 
{.  Research. 
(FR  Doc.  93-1045  Filed  1-14-93;  8:45  am) 
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Consumar  Participation;  NoUca  of 
Opan  Maating 

AGENCY:  Food  and  Drug  Administration, 
HHS. 


ACTION:  Notice. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  the 
following  district  consumer  exchange 
meeting:  Minneapolis  District  Office, 
chaired  by  John  Feldman,  District 
Director.  The  topic  to  be  discussed  is 
food  labeling. 

dates:  Thursday.  January  21. 1993, 3:45 
p.m.  to  5  p.m. 

ADDRESSES:  University  of  Wisconsin 
Extension  Office,  1150  Bellevue  St.. 
Green  Bay.  WI  54302. 
FOR  FURTHER  MFORMATKM  CONTACT: 
Stephen  A.  Davis,  Public  Affairs 
Specialist,  Food  and  Drug 
Administration,  517  East  Wisconsin 


Fedaral  Register  /  VoL  58.  Na  10  /  Frtday.  January  15.  1993  /  Noticet 


4705 


Ave.,  MilwaukM.  WI 53202. 414-297- 
3097. 


,  1993,  3:45 


SUPPiaiENTARY  MRMMMION:  The 
purpoie  of  this  meeting  is  to  encourage 
dialogue  betwraen  consumen  and  FDA 
offidala.  to  identify  and  set  priorities  fior 
cuireot  and  hiture  health  concams,  to 
enhance  relationdiips  between  local 
consumers  and  FDA's  district  ofiBcas, 
and  to  contribute  to  the  agency's 
policymaking  dadsioas  on  vitid  issues. 

Dated:  Januaiy  t.  1W2. 
MidMei  K.  Taylar, 
Deputy  CoamUssioaerfor  PtJicy. 
|PR  Doc  0^-1047  Filed  1-14-03;  8:4S  am] 
aajjNQ  cooc  4i«»-at-f 


Health  Care  Financing  Admlnlatration 
IBPO-104-PN1 

ikiedlcaf*  Program:  Uniform  HoapHal 

Billingi 


AGENCY:  Health  Care  Financing 
Administration  tHCFA).  HHS. 
action:  Proposed  notica 

SUMMARY:  This  notice  announces  our 
intention  to  require  hospitals  to  bill 
intermediaries  elsctronically,  to  require 
that  the  peyment  mechanism  for  peying 
hospitals  be  through  direct  electronic 
deposits,  and  to  require  hospitals  to 
receive  electronic  remittance  advices. 
Althou^  these  dianges  represent  a 
major  step  toward  implementing 
HCFA's  goal  of  establishing  an 
electronic  billing,  payment,  and 
remittance  environment  for  all  Medicare 
contractors  and  providers,  this  would 
not  be  a  blanket  mandate  for  all 
Medicare  providers  to  submit  claims 
electronically.  This  notiCe  would  affect 
only  one,  generally  highly  sophisticated, 
provider-type.  Exceptions  would  be 
made  for  low  vcdume  hospitals  for 
which  a  conversion  to  an  electronic 
billing  and  payment  environment  would 
not  be  cost-effective  to  the  Medicare 
program  or  the  Institution.  This  policy 
would  result  in  substantial  cost  savings 
to  the  program  and  provide  a  foundation 
for  establishing  more  efficient  billing 
and  payment  environments  throughout 
the  Medicare  program. 

This  propoul  would  supplement  the 
policy  announced  in  a  final  notice  that 
we  published  on  October  21, 1992  (57 
FR  48033). 

0ATE8:  Comments  will  be  considered  if 
we  receive  them  at  the  appropriate 
address,  as  provided  below,  no  later 
than  5  p.m.  on  March  16, 1993. 
ADDRESSES:  Mail  written  comments  to 
the  following  address:  Health  Care 
Financing  Administration,  Department 
of  Health  and  Human  Services. 


Attmtian:  BPO-104-PN.  P.O.  Box 
26676.  Baltimore,  MD  21207. 

If  you  prefer,  you  may  deliver  your 
comments  to  one  of  the  following 
addrosses:  Room  309-G,  Hubert  H. 
Humphrey  Building,  200  Ind^tendence 
Avenue.  SW.,  Washington,  DC  20201.  or 
room  132,  East  Hi^  Rise  Building,  6325 
Security  Boulevard.  Baltimore, 
Muyland  21207. 

If  you  wish  to  subait  comments  on 
the  information  ocrflection  requirements 
contained  in  this  proposed  notice,  you 
may  submit  coounents  to:  Office  of 
Management  and  Budget,  OfBce  of 
Information  and  Regulatory  Affairs, 
Attn:  Allison  Herron  Eydt.  HCFA  Desk 
Officer,  room  3001,  Mew  Executive 
Office  Building,  Washington,  DC  20503. 

Due  to  staffing  and  resource 
limitations,  we  caimot  accept  facsimile 
(FAX)  copies  of  comments.  In 
commenting,  please  refer  to  file  code 
BPO-104-PN.  Comments  received 
timely  will  be  available  for  public 
inspection  as  they  are  received, 
generally  banning  approximately  3 
weeks  after  publication  of  a  document, 
in  room  309^  of  the  Department's 
offices  at  200  Independence  Avenue. 
SW.,  Washington,  DC,  on  Monday 
through  Friday  of  each  week  from  8:30 
a.m.  to  5  pan.  (phone:  (202)  245-7800). 
FOR  FURTHER  MFORMATION  CONTACT: 
Oaig  Brewer  (410)  966-7541. 

SUPPLEMENTARY  WrOnMATIOM; 
L  Electronic  Billing 

A.  Backgmund 

Under  Medicare.  HCFA,  acting  for  the 
Secretary  of  the  D^Mrtment  of  Health 
and  Htmian  Services,  enters  into 
agreements  with  fiscal  agents 
(intermediaries),  pursuant  to  section 
1816  of  the  Social  Security  Act.  to 
process  bills  submitted  by  hospitals  diat 

furnish  services  to  Medicare  

beneficiariea.  Our  regulations  at  42  CFR 
part  424.  subpart  C,  contain  our 
requirements  concerning  claims  for 
payment.  Section  424.32  contains  basic 
requirements  for  all  claims  and  lists 
appropriate  claims  forms.  All  claims 
must  be  filed  on  a  form  prescribed  by 
HCFA  and  in  accordance  with  HCFA 
instructions.  Currently,  manual 
instructions  (Section  3600  of  the 
Medicare  Intermediary  Manual)  provide 
details  regarding  the  preparation  and 
submission  of  Medicare  bills. 

Provider  bills  may  be  submitted 
electronically  or  in  paper  format 
Currently  there  tn  6,525  hospitals 
submitting  Medicare  bills.  TIm 
percentage  of  bills  submitted 
electronic^ly  by  hospital  provicbrs  to 
Medicare  intermediaries  was  92.2 


percent  far  hospital  inpatient  and  80.9 
percent  for  outpatient  bills  during  the 
period  October  1991-August  1992. 

B.  Discussion 

Electronic  media  claims  (EMC)  benefit 
fiscal  intermediaries  by  etiminating  data 
entry,  mailroom.  microfilm  and  o^hm 
handling  costs. 

Our  ejqierianoe  has  shown  that  when 
claims  ami  remittance  advices  (the 
summaries  of  approved  paymmit  by 
HCFA)  are  prepared  electronically  the 
provider  receives  a  number  of  benefits: 
— EMC  edits  facilitate  error 

identification  and  resolution  of 

missing  or  erroneous  information. 

Claim  errors  can  be  caught  sooner. 

thus,  the  process  would  avoid 

payment  delays. 
—EMC  claims  are  received  tfte  same  day 

that  they  are  transmitted  and  b]rpas8 

the  contractor's  mailroom  and  the 

sorting  functions.  As  a  result,  they 

enter  Uie  claims  process  more  quickly 

than  paper  claims. 
— Savii^  can  be  realised  through 

reduced  costs  of  paper  supplies. 

storage  and  postoee. 
— ^With  on-line  EMC  submission,  there 

is  instant  electronic  conformation  that 

a  claim  has  been  received. 
— ^An  audit  trail  is  immediately 

established. 
— ^IC  eliminates  the  opportunity  for 

error  because  contractors  are  not  re- 
keying  claims. 
—Good  software  maintenance 

arrangements  can  help  keep  pace  with 

change. 
— Accounts  receivable  can  be  posted 

through  electronic  remittance  advices. 

eliminating  manual  keying  and 

improving  the  tracking  S3rstom. 

C.  Imposed  Change 

In  this  notice,  we  propose  to  require 
all  hospitab  that  have  not  been  granted 
an  exemption  by  HCFA  to  submit  all 
inpatient  and  outpatient  bills 
electronically  using  a  HCFA-approved 
standard  EMC  format  Implementing 
this  procedure  would  be  cost  effective 
as  it  would  save  an  estimated  $.50  per 
bill  for  approximately  11  milli(»  bills, 
or  approximately  $5.5  million  total  per 
year.  The  proposal  would  result  in 
significant  administrative  savings  but 
would  have  no  effect  on  the  amount  %re 
pay  for  servioaa  furnished  to 
beneficiaries. 

We  propose  that  hospitals  meet  these 
electronic  billing  requirements  60  days 
after  the  final  notice  is  published. 
Currently  75  percent  of  participating 
hospitals  bill  riectronically.  Ahhouoh  a 
recently  omducted  siirvey  indicated 
that  approxiniatehr  80  parosnt  of  all 
rural  hospitals  bill  Medicare 
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electnmically.  we  would  consider 
temporary  exemptions  from  this  policy 
on  8  case-by-case  basis  for  any  low 
volume  hospital  that  cannot  implement 
the  electronic  billing  requirement 
timely.  Hospitals  desiring  temporary 
exemptions  must  submit  their 
exemption  requests  within  30  days  after 
the  final  notice  is  published  and  submit, 
by  the  end  of  the  tnird  month  following 
publication  of  the  final  notice,  a  plan  for 
submitting  bills  electronically.  We  will 
not  penalize  non-EMC  hospitals  that 
consistently  bill  a  very  low  volume  of 
Medicare  claims  (i.e..  Medicare 
utilizati(ui  rate  is  less  than  15  percent). 
These  hospitals  may  be  granted  an 
indefinite  exemption  from  the  electronic 
billing  requirements  of  this  notice. 

We  spedfirally  solicit  public 
comments  on  the  timeframes  proposed 
in  this  notice. 

n.  Electroiuc  Paymmts  and  Remittance 
Notioea 

A.  Background 

Section  1815(a)  of  the  Social  Security 
Act  provides  the  authority  for  the 
Secretary  to  pay  hospitals  for  Medicare 
services  at  such  time  or  times  as  the 
Secretary  believes  appropriate  (but  no 
less  frequently  than  monthly).  Under 
Medicare,  HCFA,  acting  for  the 
Secretary,  enters  into  agreements  with 
fiscal  agents  (intermediaries)  to  pay  bills 
submitted  by  hospitals  who  furnish 
services  to  Medicare  beneficiaries. 
Currently,  manual  instructions  provide 
details  regarding  the  preparation  and 
issuance  of  hard  copy  checks.  (Section 
1412  of  the  Medicare  Intermediary 
Manual.)  Although  there  are  no  existing 
regulations  that  prescribe  or  describe 
details  of  the  procedures  for  processing 
hospital  requests  for  payment,  the 
Medicare  Act  does  not  Umit  the  method 
of  making  payments.  In  foct,  sections 
1816  (a)(2)  and  (c)(3)  envision  that  the 
intermediary  can  make  payments  in  a 
manner  other  than  by  mailing. 
Specifically,  these  sections  state  that 
payments  may  be  "issued,  mailed,  or 
otherwise  transmitted  *  *  *". 
Accordingly,  we  conclude  that  we  have 
statutory  authority  to  require 
intermediates  to  make  electronic 
payments. 

Currently,  checks  are  drawn  on  the 
commercial  bank  servicing  the 
intermediary's  Medicare  account  and 
mailed  to  hospitals  with  a  remittance 
advice  that  summarizes  approved 
payments  by  HCFA.  HCFA  xmderwrites 
the  costs  of  postage.  On  the  average,  the 
hospital's  bank  accoimt  receives  the 
funds  three  days  bxua  the  date  that  the 
hard  copy  checks  are  mailed  by  the 
intermediary.  We  estimate  the  cost  of 


mailing  payment  and  remittance  advices 
to  providers,  including  the  cost  of  the 
checks,  to  be  $.35  per  payment. 

B.  Discussion 

We  published  a  final  notice.  "Revised 
Procedures  fat  Paying  Claims  from 
Providers  of  Services  (BPO-«3-4=N)"  on 
October  21. 1992  (57  FR  48033).  which 
specified  a  imiform  payment  policy  and 
procedures  for  paying  providers  of 
services  under  Medicare  Parts  A  and  B. 
The  new  procedures  allow 
intermediaries  and  carriers  to  pay 
providers  using  electronic  funds 
transfers  (EFTs):  that  is,  through  direct 
deposits  into  providers'  accounts  if 
certain  conditions  are  met. 
Additionally,  the  new  procedures 
require  that  those  providers  of  services 
that  receive  direct  deposits  accept 
electronic  remittance  advices  (ERAs)  in 
lieu  of  the  current  paper  remittance 
advices.  We  indicated  in  the  October 
21st  final  notice  that  we  would  issue 
appropriate  revised  instructions  in  the 
Medicare  Intermediary  Manual  and 
MedicareCarriers Manual,  part  I,  Fiscal 
Administration. 

C.  Proposed  Changes 

In  this  proposed  notice  we  also 
propose  to  implement  a  new  uniform 
mechanism  for  making  payments  to 
hospitals  for  services  furnished  under 
Medicare.  Limited  funding  for  Medicare 
contractor  operations  compels  us  to  use 
the  most  cost-effiactive  means  available 
to  process  and  pay  claims.  The 
migration  to  electronic  payment  and 
remittance  environments  at  most 
hospitals  would  result  in  greater 
efficiencies  for  the  institutions  and  the 
Medicare  program.  Our  c\irrent  proposal 
would  supplement  the  policy  contained 
in  the  October  21st  final  notice  in  regard 
to  hospitals.  We  propose  to  require 
hospitals  to  receive  all  payments  and 
remittance  advices  electronically  within 
60  days  after  publication  of  this  notice 
as  a  final  notice. 

At  this  time,  we  are  not  proposing  any 
further  changes  for  nonhospital 
providers'  receipt  of  remittance  advices 
or  their  billing  methods  nor  are  we 
proposing  any  further  changes  in 
billing,  payment  or  remittance  advices 
concerning  services  from  any  provider 
or  supplier  except  hospitals.  These 
providers  and  suppliers  would  continue 
to  have  the  option  as  specified  in  the 
October  21, 1992  final  notice  to  bill  and 
receive  payment  electronically. 

When  these  procedures  are  made 
final,  we  would  require  intermediaries 
to  pay  hospitab  through  direct  deposits 
(EFTs)  into  the  hospitals'  accounts.  We 
are  also  proposing  to  require 
intermediaries  to  furnish  electronic 


remittance  advices  (ERAs)  to  all 
hospitals  using  a  HCFA-approved 
format.  This  procedure  would  reduce 
the  cost  of  remittance  advices  through 
reduced  postage.  Implementing  EFT/ 
ERA  procedures  for  hospital  payments 
would  be  cost-efiiective  as  we  estimate  a 
net  savings  of  $.21  per  payment.  We 
estimate  the  total  savings  from  the  EFT/ 
ERA  requirement  to  be  $300,000  per 
year.  We  do  not  expect  this  proposal  to 
have  any  effect  on  benefit  payments; 
that  is,  benefit  payments  v^ll  not  be 
moved  between  fiscal  years. 

Consistent  with  current  policy, 
hospitals  would  continue  to  receive 
payment  as  frequently  as  they  do  now 
without  electronic  funds  transfers 
(EFTs).  We  propose  that  intermediaries 
make  direct  deposits  to  all  hospitals  that 
have  not  been  granted  an  exemption  to 
this  policy  through  the  electronic  funds 
transfer  method,  using  the  Automated 
Clearing  House  function  of  the  Federal 
Reserve  BankinB  System.  Intermediaries 
would  initiate  electronic  funds  transfers 
to  hospitals  no  sooner  than  the  15th  day 
following  electronic  receipt  of  the 
claims  in  accordance  with  current 
payment  policy.  This  policy  was  first 
established  under  section  4031  of  OBRA 
1987  and  has  been  maintained  since 
1989  in  order  to  ensure  a  consistent 
flow  of  payments  bom  the  Medicare 
trust  funds. 

As  stated  earlier,  we  propose  to 
require  that  all  hospitals  receive  their 
Medicare  program  payments  through 
EFTs,  and  also  accept  remittance  advice 
information  through  ERAs  no  later  than 
60  days  after  pubUcation  of  the  final 
notice.  Most  fiscal  intermediaries,  in 
accordance  with  HCFA's  Financial  Core 
Requirements,  currently  have  the 
capability  of  generating  EFT  payment 
files  and  electronic  remittances.  The 
remaining  intermediaries  should  have 
EFT/ERA  capability  by  early  1993.  If  a 
particular  intermediary  has  not 
implemented  EFTs  or  ERAs  prior  to 
publication  of  the  final  notice,  we 
propose  that  each  hospital  served  by 
that  particular  intermediary  be  required 
to  accept  both  EFTs  and  ERAs  within 
three  months  after  the  servicing 
intermediary  begins  EFT  and  ERA 
transmissions.  Once  this  three  month 
period  has  elapsed.  Medicare  would 
provide  no  paper  checks  or  remittance 
advices  to  hospitals  that  have  received 
no  official  exemption  bom  the 
requirements  in  the  final  notice. 
Immediately  following  publication  of 
the  final  notice,  manual  instructions 
would  be  distributed  to  all 
intermediaries  outlining 
implementation  details  pertinent  to 
electronic  funds  transfer  and  the  use  of 
electronic  remittance  advices. 


Attm 
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Again.  %ve  propote  that  these  general 
EFT/ERA  requirements  not  be  applied 
to  hospitals  with  Medicare  utilization 
rates  of  less  than  15  percent  However, 
note  that  ttiose  hospitals  with  EMC 
capability  that  submit  paper  claims,  in 
any  instance,  will  be  required  to  aoc^ 
EPTs  and  ERAs  writhout  exception. 

nL  ReqKHise  to  PaUic  Commei^ 

Because  of  the  larne  number  of  items 
of  correspondence  that  we  normally 
receive  on  a  proposed  dociunent,  we 
cannot  acknowledgB  or  respond  to  them 
individually.  However,  we  will  consider 
all  commenU  that  we  receive  by  the 
date  specified  in  the  "OAIE"  section  of 
this  notice  and  raqxtnd  to  them  in  the 
final  notice  that  is  issued  (crowing  this 
notice  with  comment  period 

IV.  Information  Qrflectioa 
Requiraneats 

This  notice  contains  information 
requirements  that  are  subject  to  review 
by  the  Office  of  Management  and 
Budget  under  the  authority  of  the 
Paperwork  Reduction  Act  of  1980. 
Specifically,  this  notice  announces  our 
intention  to  require  hospitals  to  bill 
intermediaries  electronically,  to  require 
that  the  payment  mechanism  for  paying 
hospitals  be  through  electronic  deposits, 
and  to  require  hospitals  to  receive 
electronic  remittance  advices.  Public 
reporting  burden  for  this  collection  of 
information  is  estimated  to  be  V4  hour 
per  hospital  to  arrange  for  direct 
deposit.  A  notice  wiU  be  published  in 
the  Federal  Register  when  approval  is 
obtained.  Other  organizations  and 
individuals  desiring  to  submit 
comments  regarding  the  biirden 
estimate  of  any  aspect  of  this  collection 
of  information,  including  suggestions 
for  reducing  this  burden,  should  direct 
them  to  the  Office  of  Information  and 
Regulatory  Affairs.  Office  of 
Management  and  Budget,  at  the  address 
listed  earlier  in  this  document. 

V.  Regulatoiy  In^iact  Statement 

Executive  Ordw  12291  (E.0. 12291) 
requires  us  to  prepare  and  publish  a 
regulatory  impact  analysis  for  any 
proposed  notice  that  meets  one  of  the 
E.0. 12291  criteria  for  a  "maior  rule": 
that  is,  that  would  be  likely  to  resuh 

hi— 

•  An  annual  eSsct  on  the  economy  of  $100 
million  or  more; 

•  A  major  Increase  In  costs  or  prices  for 
consumers,  individual  industries.  Federal, 
State,  or  local  government  aeaades,  or 
geographic  ra^^boos;  or 

•  Significant  advene  efiacts  on 
compedtioo,  employmaot.  iavestmeat, 
productivity,  innowatioo.  or  on  the  ttMtj  of 
United  States-based  entaipriaes  to  compete 


with  foceiga-tMsad  eotssprises  la  domestir  or 
export  markets. 

In  addition,  we^ienerelly  prepare  a 
regulatory  flexibility  analysis  that  ia 
consistent  vrith  the  Regulatory 
Flexibility  Act  (RFA)  (5.  U.S.C  601 
through  612)  unless  the  Secretary 
certifies  that  a  propoeed  notice  such  as 
this  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  endties.  For  purposes 
of  the  RFA,  all  hoqntals  are  considered 
to  be  small  eotitieB. 

Some  hospitals  may  incur  upfrtmt 
costs  in  order  to  comply  with  this 
notice.  Hospitals  would  incur  such  costs 
if  they  have  to  modify  their  billing  and 
accounting  sjfstems  to  accommodate 
electronic  hilling,  electronic  posting  of 
remittance  advioee.  and  electronic 
account  reconciliatioo.  However,  in 
most  cases,  hospitals  will  quickly 
recoup  this  investment  due  to  the 
benefits  and  effici«icies  associated  with 
electronic  hilling  and  payment.  Among 
other  benefits,  implementation  of  this 
notice  will  give  hospitals  the 
opportunity  to  receive  their  pajrments 
and  remittances  electronically,  thus 
enabling  them  to  pwform  reconcihation 
more  efficiently.  Hospitals  would  be 
assured  of  having  monies  in  their 
accounts  on  the  peyment  settlement 
date,  thus  eliminating  the  costs 
associated  with  controlling  and 
depositing  hard  copy  checks.  In  general, 
the  system  required  by  this  notice 
should  greatly  improve  hospitals'  cash 
management  controls. 

We  have  concluded  that  this  propoeed 
notice  is  not  a  major  rule  under  E.O. 
12291  since  it  would  not  have  an  effect 
on  the  economy  of  $100  million  or  more 
and  would  not  meet  any  of  the  other 
criteria,  nor  would  it  have  a  significant 
efiiect  on  a  substantial  number  of 
Medicare  participating  hospitals. 

Section  1102(b)  of  the  Act  requires  the 
Secretary  to  pr^>are  a  rural  impact 
statement  if  a  proposed  rule  may  have 
a  significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  Such  an  analysis  must 
conform  to  the  provisions  of  section  603 
of  the  RFA.  For  purposes  of  section 
1102(b)  of  the  Act.  we  define  a  small 
rural  hospital  as  a  hospital  that  is 
located  outside  of  a  MetropoUtan 
Statistical  Area  (MSA)  and  has  fewer 
than  50  beds. 

We  are  not  preparing  a  rural  impact 
statement  because  the  Secretary  certifies 
that  this  proposed  notice  would  not 
have  a  significant  economic  impact  on 
the  operation  of  a  substantial  number  of 
small  rural  hospitals. 
(Sec  181S(a)  of  the  Social  Security  Act:  42 
U.S.C  13^a)) 


(Catalog  of  Padsral  Damestlc  Aaabtaooe 
Program  Na  13.772— Medicare    Hospital 
InsuanraQ 

DatMi:  DKxmlMr  a,  1M2. 
WUUaaTahy. 

Actii^  Deputy  Adminktnior.  Htahk  Can 
FinanciagAdminiatration. 
(PR  Doc  ft3-96S  Filed  1-14-93;  8:45  mai 
oooceii 


AdmlnMraUon 

Final  Fundbig  PralaranM  for  Granto 
for  HaaUh  Caraara  Opportunity 


AQBICY:  Heahh  Resources  and  Servioes 
Administration.  HHS. 

ACnWi;  Correction. 

SUMMARY:  In  notice  document  92-31433. 
in  the  issue  of  Tuesday,  December  29, 
1992,  make  the  following  correction: 

Page  61915  in  the  first  column,  Item 
2.  should  read  as  follows: 

2.  The  cohort  of  first-year 
disadvantand  students  ratering  the 
health  or  afiied  health  professions 
school  in  September  1992  exceeds  the 
number  of  disadvantaged  students 
enrolled  in  the  firet-year  class  in 
September  1991  by  a  nimiber  equal  to  at 
least  50  percent  of  the  postbaccalaureate 
participants  projected  for  enrolled  in 
1992. 

Dated:  January  11. 1M3. 
Sobert  G.  Hasaaau 
Administrator 
(PR  Doc  93-079  Filed  1-14-93;  8:45  ami 


Advtaory  Council;  MaaUng 

In  accordance  with  section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act 
(Public  Law  92-463),  announcement  is 
made  of  the  following  National 
Advisory  body  scheduled  to  meet 
during  ue  month  of  February  1993. 

Name:  Subcommittee  on  Process  of  tiie 
Advisory  Commission  on  diildliood 
Vaccines. 

Date  and  Time:  Pefaniary  4, 1993, 9:30 
a.m.— 5  p.m. 

naca:  Conference  Room  C.  Parklawn 
Building.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

The  meeting  Is  (^wn  to  the  public 

Purpose:  This  Subcommittee  is  respoosibb 
fur  seeUng.  receiving,  and  analyilng 
systematic  fsedback  (from  interested  parents' 
groups,  petitioaen'  attorneys,  etc)  on  the 
Implementatioii  of  tlM  Vaodas  In^iiry 
GompeBsatiaa  Program  (VICP)  and  ior 
imHag  rwum"— "*■»*«'»  *»*  Hi«  fall 
Commissioe  far  appropriate  chsnass  la  the 
system  in  order  to  in^HOVs  the  I 
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procedum  uaed  by  tiw  wioua  partias 
involvwl  in  the  VICP. 

Aganda:  Th*  Suboommittfle  will  examine 
damagBe  proceM  issues  and  twvds  issues. 

Public  conunent  will  be  permitted 
prior  to  tbe  lunch  breek  and  at  the  end 
of  the  meeting.  Oral  presentations  will 
be  limited  to  5  minutes  per  public 
speaker.  Persons  intereaied  in  providing 
an  oral  presentaticm  should  submit  a 
writtm  request,  along  with  a  copy  of 
their  presentation  by  January  27  to  Mr. 
Matthew  B.  Barry,  Vaccine  Injury 
Compensation  Program,  Bureau  of 
Health  Professions.  Health  Resources 
and  Services  Administration,  room  702. 
6001  Montrose  Road.  Rockville, 
Maryland  20852.  Telephone  (301)  443- 

6593. 

Requests  should  contain  the  name, 
addrMS.  telephone  number,  and  any 
business  or  profBSsional  affiliation  of 
the  person  cMBiring  to  make  an  oral 
presentation.  Groups  having  similar 
interests  are  requested  to  combine  their 
comments  and  present  them  through  a 
single  representative.  The  allocation  of 
time  mav  be  adjusted  to  accommodate 
the  level  of  expressed  interest.  The 
Vaccine  Injury  Compensation  Program 
will  notify  each  presents  by  mail  or 
telephone  of  their  assigned  presentation 
time.  Persons  who  do  not  file  an 
advance  request  fat  presentation,  but 
desire  to  make  an  onl  statement,  may 
sign  up  in  ConfiBrence  Rooms  C  before 
10:00  a.m.  Thme  persons  will  be 
allocated  time  as  time  permits. 

Anyone  requiring  information 
regarding  the  subject  Commission 
should  contact  Mr.  Matthew  B.  Barry, 
Principal  Staff  Liaison,  Division  of 
Vacdne  Injury  Compensation,  Bureau  of 
Heahh  Professions.  Room  7-02, 6001 
Montrose  Road,  Rockville,  Maryland 
20852.  Telephone  (301)  443-6593. 

Agenda  hems  are  subject  to  change  as 
priorities  dictate. 

Date:  January  11. 1903. 
lacUeE-BMBH. 

Advisory  Committae  htanagBoient  Officer. 
HRSA. 

(FR  Doc  93-078  PUed  1-14-03: 8:45  am] 
000C4l«»-i 


been  submitted  to  OMB  since  the  list 

was  last  published  on  Friday,  January  8, 

1902. 

(Call  PHS  ReporU  Clearance  Officer  on 

202-690-7100  for  copies  of  requests) 

1.  HIV/ AIDS  Related  Laboratory 
Training  Needs— New— The  purpose  of 
this  survey  is  to  determine  the  training 
needs  of  laboratorians  who  perform  tests 
for  the  HIV-1  antibody  by  EIA  and 
CD4-T-cells  by  Floy  Cvtometry,  as  a 
result,  training  materials  can  be 
designed  to  fill  knowledge  gaps. 
Respondents:  Businesses  or  other  for- 
profits.  Small  businesses  or 
organizations.  State  or  local 
governments.  Number  of  Respondents: 
3,102;  Number  of  Responses  oer 
Respondent:  1;  Average  Burden  Per 
Response:  0.457  hours;  Estimated 
Annual  Burden:  1,419  hours. 

2.  Biomedical  and  Psychosocial  Risk 
Factors  for  Tooth  Loss  in  Older 
Americans— New— This  study  will 
collect  primary  data  by  telephone  and 
clinical  examination  from  adults  at  risk 
for  tooth  loss  to  identify 
sododemographic,  economic,  medical 
status,  attitudkial.  and  dental  care 
utilization  characteristics  that  place 
persons  at  increased  risk  for  tooth  loss. 
Data  will  be  collected  from  U.S.  aduhs, 
45  years  and  over,  and  other  high-risk 
populations,  and  their  dental  care 
providers.  This  information  is  expected 
to  fadUtate  more  cost-efiiBCtive 
prevention  of  tooth  loss.  Respondents: 
Individuals  or  households.  Businesses 
or  other  for-profit,  Small  businesses  or 
organizations. 


riMHC  neann  cMiinos 


AQsncy 
ol 


SubmNtod  to  ttw  OTHm 
andBudgalfor 


Each  Friday  the  Public  Health  Service 
(PHS)  publishes  s  list  of  information 
collection  requests  it  has  submitted  to 
the  Office  of  Msnagement  and  Budget 
(CX^)  for  clearance  in  compliance  with 
the  Paperwork  Raductioo  Act  (44  U.S.C 
chapter  35).  The  following  requests  have 


TMa 

Nurnber 

Number 

o(ie- 

■ponaee 

ipondtnl 

Average 
burden 
perre- 
iponee 

Household  Re- 
DenlalCaiis  ~ 

7.167 
67 

1 
1 

.11  hr. 
Jhr. 

Estimated  Total  Annual  Burden:  834 
hours. 

3.  OMAR  Quick  Laundi  Physidan 
Survey.  Instrument  1:  Hearing 
Impairment  in  Inlants— New — ^The 
Office  of  Medical  Applications  of 
Research  (C^4AR)  will  conduct  surveys 
of  physidans  to  evaluate  changes  in 
thdr  practice  behavior  related  to 
detection  of  childhood  deafriess.  the 
subjed  of  an  upcoming  Consensus 
Development  Conference  (CDC). 
Physidans  will  be  surveyed  twice,  just 
before,  and  one  year  following  the  CDC. 
Respondents:  Individuals  or 
households.  Businesses  or  other  for^ 
profit.  Number  of  Respondents:  1300; 
Numbw  of  Responses  per  Respondent: 
1;  Averc^  Bunlen  Per  Response:  .17 


hours;  Estimated  Annual  Burden:  306 
hours. 

4.  A  Study  of  Caregiving  and 
Dementia  in  the  Honolulu  Heert 
Program  Cohort— 0925-O374— Tbe 
purpose  of  the  projed  is  to  describe 
predidors  and  outcomes  of  caregiver 
burden  and  the  quality  of  life  in 
caregivers  of  elderly  men  with 
dementia.  Standard  questionnaires  will 
be  used  in  an  interview  format  to  obtain 
information  from  caregivers  and  control 
group. 

Respondents:  Individuals  or 
housenolds.  Number  of  Respondents: 
400;  Number  of  Responses  per 
Respondent:  1.94;  Average  Burden  Per 
Response:  .5  hours;  Estimated  Annual 
Bunlen:  39  hours. 
Desk  Officer:  Shaimah  Koss 

Written  comments  and 
recommendations  for  the  proposed 
information  collections  should  be  sent 
within  30  days  of  this  notice  directly  to 
the  OMB  Desk  Officer  designated  above 
at  the  following  address:  Human 
Resources  and  Housing  Branch,  New 
Executive  Office  Building,  room  3002. 
Washington.  DC  20503. 

Dated:  January  11, 1093. 
Jaaaee  Scankn, 

Director,  Division  of  Data  Policy,  Office  of 
Health  Planning  and  Evaluation. 
(FR  Doc.  93-973  Filed  1-14-03;  8:45  am] 
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DEPARTMENT  OF  HOUSMG  AND 
URBAN  DEVELOPMENT 

Office  of  Housing 

[Docket  No.  M-43-3963] 

Submi— ion  of  Propo— d  infomwtlon 
CoMoctiontoOMB 

AOaiCV:  Office  of  Housing.  HUD. 
ACnow:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
has  been  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  The  Department  is 
solidting  pxiblic  comments  on  the 
subjed  proposal. 

DATES:  Comments  due:  January  22. 
1993. 

A00RE88CS:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and  should  be 
sent  to:  Angela  Antonelli.  OMB  Desk 
Officer.  Office  of  Management  and 
Budget,  New  Executive  Office  Building. 
Washington.  DC  20503. 


Federal  Register  /  Vol  58.  No.  10  /  Friday,  January  15.  1993  /  Notlceg 


4709 


FOR  FURTHER  MFORMATION  CONTACT:  Kay 
F.  Weaver.  Reports  Management  Officer, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street. 
Southwest.  Washington.  DC  20410, 
telephcme  (202)  70a-O050.  This  is  not  a 
toll-free  number.  Copies  of  the  proposed 
forms  and  other  available  docvmients 
submitted  to  OMB  may  be  obtained 
from  Ms.  Weaver. 
SUPPLEMENTARY  MFORMAHON:  The 
Department  has  submitted  the  proposal 
for  the  collection  of  information,  as 
described  below  to  OMB  for  review,  as 
required  by  the  Paperworic  Reduction 
Act  (44  U.S.C.  chapter  35).  It  is  also 
requesting  that  OMB  complete  its 
review  of  that  form  within  seven  days 
of  this  publication. 

The  Notice  lists  the  following 
information: 

(1)  The  title  of  the  information 
collection  proposal; 

(2)  The  office  of  the  agency  to  collect 
information; 

(3)  The  description  of  the  need  for  the 
information  and  its  proposed  use; 

(4)  The  agency  form  number,  if 
applicable; 


(5)  What  members  of  the  public  will 
be  afiiscted  by  the  proposal; 

(6)  How  frequently  infannation 
submissions  will  be  required; 

(7)  An  estimate  of  the  total  number  of 
hours  needed  to  prepare  the  infonnaticm 
submission  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response; 

(8)  Whether  the  proposal  is  new  or  an 
extension,  reinstatement  or  revision  of 
an  information  collecticm  requirement; 
and 

(9)  The  names  and  telephone  numbers 
of  an  agency  official  familiar  with  the 
propoMl  and  of  the  OMB  Desk  Officer 
for  the  Department. 

AnOacity:  Section  3507  of  the  Papenvork 
Reduction  Act,  44  U.S.C  3507;  Section  7(d) 
of  the  Department  of  Housing  and  Uiban 
Development  Act,  42  U.S.a  3S35(d). 

Dated:  January  6, 1993. 
AiHuirl.HiU. 

Assistant  Secretary  for  Housii^— Federal 
Housing  Commissioner. 

Proposal:  Payment  Voucher  for 
Preservation  Technical  Assistance. 

Office:  Housing. 


Description  of  the  Need  for  the 
Information  and  Its  Proocmed  Use:  The 
Notice  of  Funding  Availability  fm  the 
Preservation  Technical  Assistance 
Planning  Grant  Funds  was  published  in 
the  Federal  »^y«»wr  an  September  3, 
1992.  These  fimds  have  been  made 
available  to  support  resident  suppoited- 
purchases  of  projects  eligible  for 
incentives  imder  the  Preservation 
Program.  The  first  applications  are  in 
the  process  of  being  approved  for  grant 
awaiid. 

The  form  assists  grant  recipients  in 
making  requests  for  disbursement  of     - 
funds  throuLgb  the  automated  Line  of 
Credit  ControWoice  Response  System, 
which  will  expedite  the  disbursement  of 
funds  to  the  recipient  The  form  also 
allows  HUD  field  staff  to  verify  requests 
for  funds. 

•Fonn  Number:  HUD-9738. 

Respondents:  Grant  recipients  of 
Preservation  Technical  Assistance 
Planning  Grants. 

Frequency  of  Submission: 
Periooically,  as  grant  funds  are 
expended  and  requested. 

Reporting  Burden: 


**ST      '^^SfT^    Hooper     .     B^mtm 

■pond-  "'•^  «-«««««       ■        hmm 


houn 


Inlonnaton  collections . 


120 


10 


.25 


300 


Total  Estimated  Burden  Hours:  300. 

Status:  New. 

Contact:  Betsy  Keeler.  HUD.  (202) 
708-1142.  Angela  Antonelli,  OMB  (202) 
395-6880. 

Dated:  January  6, 1993. 

Supporting  Statements.  Form  HUD- 
9738 

1.  Circumstances  that  make  the 
collection  of  information  necessary — 
legal,  administrative  requirements 

The  Notice  of  Funding  Availability  for 
the  Preservation  Technical  Assistance 
Planning  Grant  Funds  was  published  in 
the  Federal  Register  on  September  3, 
1992.  These  funds  have  been  made 
available  to  support  resident  supported- 
purchases  of  projects  eligible  for 
incentives  under  the  Preservation 
Program.  The  form  assists  grant 
recipients  in  making  reouests  for 
disbursement  of  funds  tnrough  the 
automated  Line  of  Credit  ControlA^oice 
Response  System,  which  will  expedite 
the  disbursement  of  funds  to  the 
recipient.  The  form  also  allows  HUD 
field  staff  to  verify  requests  for  funds. 


2.  How.  by  whom,  and  for  what 
purpose  wiU  the  information  be  used? 

Ibe  form  mil  be  used  by  grantees  so 
that  they  may  be  reimbursed  for  funds 
spent  under  the  Preservation  Technical 
Assistance  Grant 

This  information  will  be  used  by  the 
Department  to  assure  that  grantees  are 
vouchering  for  eligible  activities  under 
the  grant  and  to  monitor  funds  spent 

3.  How  might  use  of  improved 
information  technology  aniBCt 
collection? 

This  form  was  developed  in 
conjimction  with  the  Departments  Line 
of  Credit  Control  SystemA^oice 
Response  System  (LOCCSA^RS),  an 
automated  disbursement  system 
accessible  by  the  grantee  tnrotigh  a 
touchtone  phone.  Improved  technology 
would  not  affect  this  information 
collection. 

4.  Duplication: 

There  will  be  no  duplication  of 
information.  Funds  spent  under  this 
grant  are  not  documented  in  any  other 
HUDprogram. 

5.  Ijiere  is  no  similar  information 
already  available  which  could  be  used 
or  modified  for  this  purpose. 


6.  This  form  and  the  telephone 
vouchering  process  will  simpUfy  the 
vouchering  process  for  all  entities 
including  small  entities. 

7.  This  reporting  requirement  is 
necessary  to  efficimtly  disburse  grant 
funds. 

8.  There  are  no  special  circumstances 
requiring  the  collection  of  information 
that  is  inconsistent  with  the  guidelines 
in  5  CFR  1320.6. 

9.  The  Department  consulted  with  no 
outside  parties  on  the  development  of 
this  form. 

10.  There  are  no  assurances  of 
confidentiality  provided  to  respondents. 

11.  The  information  collected 
contains  no  items  of  a  sensitive  nature. 

12.  Costs  of  the  Information 
Collection. 

Cost  tq  respondents  is  estimated  using 
the  burden  hours  calculated  in  13  below 
and  a  collar  cost  of  $20  per  hour  which 
includes  both  labor  and  overiiead.  Cost 
to  the  Federal  Government  is  also 
estimated  using  an  hourly  labor/ 
overtiead  rate  of  $20. 
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ensBng  data  so 
estimate  o«  any 
Policies  and  S)r 
Reduction  Proj 


13.  Tabttlatioa  of  Burdon  Houn. 

The  amount  of  hinds  made  available 
under  the  NOFA  was  $15  million.  Hie 
Depeitraent  estimates  a  total  of  120 
grnts  to  be  awarded  under  the  NOFA. 
This  estimate  assumes  ail  grantees 
receive  die  maximum  award  for  all  three 
phases  of  the  tHOFA  or  $125,000.  The 
Deputment  forther  estimates  voucher 
recpiesls  far  foiids  to  be  made 


appnndinateiy  10  times  per  year  for 
eech  grantee.  At  .25  hours  par  form,  the 
total  annual  respondent  burden  is  300 
hours.  The  govemmant  processing 
burden  is  based  on  an  nsllmitn  that 
verification  of  eech  request  will  taios  .10 
hours. 

14.  This  infonnatiaa  coUectiao  is  the 
result  of  the  implamentatian  of  new 
statutory  lequiraraents. 


IS.  file  Department  does  not  plan  to 
tise  the  collection  of  this  infonnatioD  for 
any  published  statistical  use. 


t  Voucher  NunH 

037  1 

S  VoiC8  Rsspon 

e  Grant  No; 

9.    I 

jneltemr 

1010 

1020 

1030 

1040 

1050 

1060 

1070 

1080 

1090 

10.  Vouche 

PHvaeySUt 

the  Social  S< 

3S43.autnon 
prompily  a«li 
may  delay  m 
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U.S.  Department  of  Housing 
and  Urban  Development 

Office  of  Housing 


LOCCS/VRS 

Preservation  Technical  Assistance 

Planning  Grant  Payment  Voucher  Preservation  ot  Affordable  Housing     p^3  ^^^  ^  2S02.0000  (e,p.  «xxxx) 

Pub.,  repor.^  ^^  to,  m^  c^.ect.n  o,  .n,o.ma.on  .  ^:y'^'°^a°^^,^';^^S;rror't^^^^^^ 
ex«cngdatasources.ga!t«,mgarKlmaintair^meda^need^^^ 

^So^pfoS^2^>Wvashingt«rb^  20503.  Do  not  seod  th«  tcxm  to  either  o.  tt«se  addressees  wt^en  Med-in. 

4.  Type  ol  DIsUirsaineni: 

Qi  =  Partial   Qa-Final 


1 .  Voucher  Nurntwr : 

037 


S.  voice  Rwponse  No  (5  d-g"*.  ^pnen.S  more ) :  I  6.  Gtanlee  Orgaraialon 


J 1 


2.  LOCCS  Pgrm  A/ea: 

PTAG 


e  Grant  No: 


9.   Ur>e  Item  no. 


1010 


Developing  of  RCs  and  CBOs  (legal,  accounting,  organizational  costs) 


1020 


1030 


1040 


1050 


1060 


Architectural  and  Engineering 


Secure  Financing.  TPA  or  Mortgage  documents 


Training  and  Technical  Assistance 


Preparing  Expression  of  Interest 


1070 


Preparing  Purchase  Otter 


Developing  Management  Capacity 


1080 


1090 


Market  Studies 


(Other  eligible  activity): 


10.  Voucher  Total: 


I  hereby  certify  that  aU  the  infonnation  stated  herein,  as  weU  as  any  infonnaiion  provided  in  any  ^«:"J~"c!vSiS^^^  "^  "^ 
acctlraie    vSmilng:  HUD  wUl  piosecute  false  claims  and  statements.  Conviction  may  result  m  crunuui  and/or  c.v.l  penalt.es. 

(18  U.S.C.  1001. 1010.  1012;  31  U.S.C.  3729. 3802) 


1 1 .  Name  «  PtMoe  Number  (mdudteig  area  code)  o«  me 
Aultwriied  Per»on  »*»  oompteied  If*  lortn : 


12.  Signature : 


^V^I^^HUDWMU^SSN  Thedaiaanius«di09ri$ureltialirid)vWualt»*»r»looe<»''«Q*»««a»«»Un««>'^^ 

'p^:;re;:s.rrrr^':smanda«,_,Huous»H^^^ 


13.  Oaie  01  RequeM : 


.J  weollecia*  lt>emlorma«on  (eicept 

De»elopm«rwAcioll9e7.42U.S.C. 

_OCCS)  have  ine*r  aocas*  capabiliy 

KmMMt  tt>e  ntormation  requested 


zsrr..:s:^j'::^'i:::!:sJT.^'^'^^ 
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Instructions  for  the 

Preservation  of  Affordable  Housing  Program 

Tecnical  Assistance 

Planning  Grant  Payment  Voucher: 

The  Planning  Graul  Paymeat  Voucher  form  musl  be  completed  for 
each  request  of  Preservation  Technical  Assistance  funds.  Prcpan; 
the  Planning  Grant  Payment  Voucher  form  prior  to  calling  HUD  to 
request  funds  from  the  Line  of  Credit  Conlioi  System  (LCXXS). 
Telephone  the  Preservation  Voice  Response  System  (VRS)  at 
(703)  39 1- HOOand proYidc  yoursccuriiy  ID.  Aftcrcomplcting  the 
caD.  keep  the  original  of  the  fonii  in  the  Grantee's  Program  Tde.  A 
copy  of  the  form,  wid)  expense  documentation,  must  be  received 
by  the  HUD  Field  Office  within  seven  days  after  the  call-in. 


AGENCY:  Off 
Secretary  fo 
Commissi  01 
Commissiar 
Administral 


Instructions: 

Item  1 .  Voucher  Number:  Provided  by  LOCCS  /  VRS  at  the  time 
of  call-in. 

Item  2.  LOCCS  Program  Area:  The  program  code  (PTAG)  is 
preprinted  in  block  2. 

Item  4.  Type  of  Disbursement:  Check  Tuukl"  if  this  is  the  Hnal 
disbursement  for  this  phase  of  Preservation  Technical  Assis- 
tance Gram  Award.  Otherwise,  check  "partial." 

Item  5.  Voice  Response  No:  Enter  the  10  digit  Voice  Response 
Number  assigned  by  HUD. 

Item  6.  Grantee  Organization's  Namf :  Enter  the  lead  applicant 
identified  in  the  grant  agreement  who  is  legally  responsible 
for  completion  of  the  Preservation  Technical  Assistance 
Program  activities. 

Item  6a.  Grantee  Organization's  Tax  IdentHlcatton  No:  Enter  the 
Tax  (employer)  Identification  Number  ^lown  in  item  6  on 
Standard  Form  424  of  the  Preservation  Technical  Assistance 
Application  and  the  SF  1 199A  (direct  deposit  form). 


Item  8.  Grant  Number:  Enter  the  Grantee's  grant  number  shown  in 
the  Giant  Agreement 

Item  9.  Type  of  Funds  Requested:  Enter  the  amount  requested  in 
each  category  (boxes  10 10  through  1090)  and  the  total  funds 
requested  under 

Kern  10.  Voucher  Total.  The  voice  response  system  (VRS)  will 
confirm  the  amounts  requested  in  each  line  item  and  the  total 
amount  requested  at  the  end  of  the  call-in. 

Item  11.  Name  &  phone  numtwr  Oncluding  area  code)  of  the 
authorized  person  who  completed  (he  call-in  to  VRS.  The 
authorized  person  is  shown  on  line  3  of  form  HUD-270S4. 

Item  1 2.  Signature  of  the  person  identified  in  item  1 1 . 

Item  13.  Date  of  this  Request:  Enter  the  date  of  the  call-in  to 
request  funds. 


|FR  Doc  9»-1023  Filed  1-14-93;  8:45  am] 
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[Doetal  No.  N-»-34«r;  FR-aOt»-C-«q 

Housing  S«rvlcM  PiogrMii  NOFAfor 
HacftI  Yav  1982;  Comdion 

AGENCY:  OfiBce  of  the  Asristent 
Secretary  for  Homing— Federal  Houaing 
Commissioner,  HUD;  OfBoe  of  the 
Commissioner.  Fanners  Home 
Administration  (FinHA). 
ACTION:  Notice  of  funding  availabiUty 
for  fiacal  year  1992;  oontNDtion. 

SUMMARY:  On  December  8, 1992  (57  FR 
58056),  the  Department  publisheid  in  the 
Federal  Register,  a  Notice  of  Funding 
Availability  (NOFA)  that  announced  the 
funding  of  a  national  competition  for 
the  supportive  services  ctunponent  of 
the  CcHiigregate  Housing  Services 
Program  (CHSP).  The  purpose  ai  this 
document  is  to  insert  infcmnation  that 
was  inadvertently  omitted  from  the 
Application  Requirements  section  of 
that  NOFA. 

DATES:  Hie  deadline  date  for  sidmlssion 
of  an  appUcation  for  funding  under  the 
CHSP  is  on  or  before  3  pjn.,  Easton 
Standard  Time,  March  8. 1993. 

RECaPT  OF  APfUCATKMS:  HUD  will 
receive  applications  at:  U.S.  Department 
of  Housing  and  Urban  Development, 
Office  of  Procurement  and  Contracts 
(CK*C),  Program  Support  Division,  ACS- 
iGC  451  Seventh  Street,  SW..  room 
5256,  Washington,  DC  20410.  Upon 
receipt,  OPC  will  date-stamp  incoming 
applications  to  evidence  (timely  or  late) 
receipt,  and  upon  request,  provide  the 
applicant  with  an  acknowledgement  of 
receipt.  FAXed  applications  are  NOT 
acceptable.  Applications  wall  also  be 
sent  to  HUD  field  offices  or  FmHA  State 
offices,  as  appropriate. 
FOR  FURTHER  MFORMATION  CONTACT: 
For  general  infarmatian  ccmoeming 
grants  under  the  CHSP,  or  limited 
technical  assistance  by  telephone 
regarding  the  preparation  of  an 
application  for  the  CHSP,  potential 
applicants  may  contact  HUD  and  FtnHA 
headquarters  as  follows: 

For  questions  regarding  HUD  projects, 
contact  the  Services  Branch,  Housing  for 
Elderly  and  Handicapped  People 
Division,  Office  of  Elderly  and  Assisted 
Housing,  DepartmMit  of  Housing  and 
Urban  Development.  Please  tell  the 
person  who  answers  your  call  the  city 
and  State  the  project  is  located  in  and 
the  servicing  HUD  field  office,  if  known.. 
You  will  be  directed  to  the  appropriate 
staff  person.  The  number  is  (202)  708- 
3291.  (This  is  not  a  toll-free  number.) 
Hearing-impaired  individuals  may  reach 
the  Services  Branch  by  calling  the  TDD 
nun^r  of  the  Federal  Relay  Service.  1- 


800-877-TIH)Y.  and  request  a  transliBr, 
or  by  callina  (202)  708-4594. 

For  quesDons  regarding  FmHA 
projects,  call  the  Muhi&mily  Processing 
Division,  Special  Authorities  Branch, 
Fanners  Home  Administration, 
Department  of  Agriculture.  Callers  may 
request  either  Jol^  Pentecost  at  Sua 
Huris.  The  telephone  number  is  (202) 
720-1606.  (This  is  not  a  toll-free 
number.)  Hearing-impaired  individuals 
may  reach  FmHA  by  calling  the  central 
TDD  numbOT  of  (202)  245-0846,  or  by 
calling  the  TIX)  number  of  the  Federal 
Relay  Service,  1-800-877-TDDY  and 
request  a  transfer,  or  by  calling  (202) 
708-9300. 

SUPPLEMENTARY  MFORMATION: 
Accordingly,  the  Notice  of  Funding 
Availabittty  (FRDoc  9^29242), 
published  in  the  Federal  EwgistHr  on 
December  8, 1992  (57  FR  58056),  is 
corrected  on  page  58060,  in  the  third 
column,  in  section  II.B.6,  by  adding  a 
new  paragraph  "h".  to  immediately 
follow  paragraph  "g".  to  read  as  follows: 

n.  Appttcatioa  Process 


B.  Api^icatim  BequirementB 

•        •        *        •       • 

6.  •  *  * 

h.  For  those  projects  proposed  for 
CHSP  funds  and  in  which  oirrently 
exists  a  services  program(s),  the 
following  information  must  be 
submitted  for  project  supplied  services 
or  services  in  the  project  on-site  or  ofF- 
site  through  grant,  contract  or  third 
party  arrangement 

(1)  Documentation  for  current  services 
budget  including  amount  of  dollars  per 
service  Iwoken  out  by  line  item  and 
numbers  served  for  each  sovice 
provide:  and 

(2)  JustificatiMi  lot  why  additiooal 
funds  are  necessary  under  CHSP. 

Dated:  January  8, 1993. 
Grady  ).  Norris, 

Assistant  Geheroi  CovasdforBepthtions. 
(FR  Doc  93-944  Hied  1-14-93;  8:45  am) 


Ofric«  Of  tfw  AMlatant  Socratary  for 
Community  Planning  and 
Development 

[Dodwt  No.  N-«»-1S17:  FR-3350-N-141 

Federal  Property  Sultat>le  aa  FadlMea 
To  Aaalat  the  Homeless 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Community  Planning  and 
Development,  HUD. 
ACTION:  Notice. 


n  This  Notice  identifies 
unutilized,  nnderutilixed.  excess,  and 
surplus  Federal  property  ravievred  by 
HUD  fw  suitdnlity  for  possible  use  to 
assist  the  homeless. 
EFFECTIVE  DATE:  January  15, 1993. 
ADDRESSES:  For  further  information, 
contact  James  Forriierg,  Department  of 
Housing  and  Urban  Development,  room 
7262. 451  Seventh  Street  SW.. 
Washington,  DC  20410;  telephone  (202) 
708-4300;  TDD  number  for  the  hearing- 
and  speech-impaired  (202)  708-2565, 
(these  telephone  niunbCTs  are  not  toll- 
free),  or  oJl  the  toll-free  title  V 
information  Una  at  1-800-027-7588. 
SUPPLEMENTARY  MFORMATION:  In 
accordance  with  the  December  12. 1988 
court  order  in  National  Coalition  for  the 
Homeless  v.  Veterans  Administration, 
No.  88-2503-OG  P.D.C),  HUD 
publishes  a  Notice,  on  a  weekly  basis. 
identifying  imutilized,  imdwutilized, 
excess  and  surplus  Federal  buildings 
and  real  property  that  HUD  has 
reviewed  fw  suitability  for  use  to  assist 
the  homeless.  Today's  Notice  is  for  the 
piupose  of  announcing  that  no 
additional  properties  have  been 
determined  suitable  or  unsuitable  this 
week. 

Dated:  January  8. 1993. 
Paul  RoitBaa  Banlack, 
Deputy  Assistant  Secretary  for  Economic 
Development. 
(FR  Doc.  93-«74  Filed  1-14-93;  8:45  ami 


DEPARTMENT  OF  THE  MTBttOR 

Office  of  the  Secfwlary 

Exxon  VaMez  OH  SpKI  PubNc  Advlaory 
GrouD:  MeeHnos 

AGENCY:  Office  of  the  Secretary.  Interior. 
ACTION:  Notice  of  meeting. 

SUMMARY:  The  Department  of  the 
Interior  announces  a  public  meeting  of 
the  Exxon  Valdez  Oil  Spill  Public 
Advisory  Group  to  be  held  on  Frtmiary 
10, 1993,  at  9:30  a.m..  in  the  first  floor 
conferraoe  room,  645  G  Street. 
Anchorage,  Alaska. 
FOR  FURTHER  MFORMATION  CONTACT: 
Douglas  Mutter,  Department  of  the 
Interior,  Office  of  &ivironmental 
Affairs,  1689  C  Street,  stiite  119, 
Anchorage,  Alaska  (907)  271-5011. 
SUPPLEMENTARY  MFORMATION:  The  Public 
Advisory  Group  was  created  by 
Paragraph  V.A.4  of  the  Memorandiun  of 
Agreement  and  Consent  Decree  entered 
into  by  the  United  ^ates  of  America 
and  the  State  of  Alaska  on  August  27, 
1991,  and  approved  by  the  United  States 
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District  Court  for  the  District  of  Alaska 
in  settlement  of  United  States  of 
America  v.  State  t^  Alaska.  Qvil  Action 
Na  A91-4)ei  CV.  Iliis  meeting  will 
include: 

(1)  A  review  of  restoration  plan 
altenative  themes; 

(2)  A  review  of  habitat  protection 
activities;  and 

(3)  A  review  of  the  proposed  1994 
work  plan. 

Dated  January  11, 1993. 

Director.  Office  <^Knviroiunental  Affain. 
(FR  Doc.  93-1071  Piled  1-14-93;  8:45  am) 


(CA-OM-eioi^io-ONA:  CA-Maaiq 

HIddan  Vallay  naaourc—  nailduala 
napoaWofy,  San  Datwanino  County. 


UMI 


Bufaau  of  Land  ManagamanI 

[(AK-M7-«aO-1S),  AA-106«2] 
Alaafca  Natlva  Oalroa  Salertion 

In  accordance  with  Departmental 
regulation  43  CFR  2650.7(d).  notice  is 
hneby  given  that  a  decision  to  issue 
conveyance  under  the  provisions  of  Sec 
14(h)(1)  and  14(h)(7)  of  the  Alaska 
Native  Claims  Settlement  Act  of 
December  18. 1971. 43  U.S.C.  1601, 
1613(h)(7).  will  be  issued  to  Koniag,  Inc. 
The  lands  involved  are  in  the  vicinity  of 
Larsoi  Bay.  Alaska. 

T.  33  S..  R.  2S  W..  Sewatd  Meridian,  Alaska 

A  notice  of  the  decision  will  be 
publidwd  once  a  week,  for  four  (4) 
consecutive  «veeks.  in  the  Kodiak  Daily 
Mirror.  Copies  of  the  decision  may  be 
obtained  by  contacting  the  Alaska  State 
QEBce  of  the  Bureau  of  Land 
Management.  222  West  Seventh 
Avenue.  #13,  Anchorage,  Alaska  99513- 
7599<(907)  271-5960). 

Any  party  claiming  a  property  interest 
which  is  adversely  afiiscied  by  Uie 
decision,  an  agency  of  the  Federal 
government  or  regional  corporation, 
shall  have  imtil  February  16. 1993.  to 
file  an  appeal.  However,  parties 
receiving  service  by  certified  mail  shall 
have  30  days  Uxtm  the  date  of  receipt  to 
file  an  appeal.  Appeals  must  be  filed  in 
the  Bureau  of  Land  Management  at  the 
address  identified  above,  where  the 
requirements  for  filing  an  appeal  may  be 
obtained.  Parties  who  do  not  file  an 
appeal  in  acowdanoewith  the 
requirements  of  43  CFR  part  4.  subpart 
E,  shall  be  deemed  to  have  waived  their 
rij^ts. 

mWKVy  K«  iimmIi« 

Chief.  Brandt  ofKCS  Adfudkatkut 
[FtL  Doc  93-901  Piled  1-14-93;  8:45  am] 


CA,  Draft  Envlfonraanlal 
Raport/Environmanlal  Impact 
Statamant 

AQENCV:  Bureau  of  Land  Management, 
Interior. 

ACnON:  Notice  of  availability. 


Pursuant  to  secticm  102(2XC) 
of  the  National  Envinnunental  Policy 
Act  of  1969.  as  amended,  a  Draft 
Environmental  Impact  Statement  has 
been  prepaied  for  the  proposed  Hidden 
Valley  Resources  Residuals  Repository 
for  specified  hazardous  waste  La  the 
CaUfomia  Desert  Conservation  Area. 
San  Bernardino  County.  California.  The 
proposed  action  is  located  in  the  Cady 
Mountains,  approximately  35  miles  east 
of  the  Qty  of  Barstow  and 
approximately  10  miles  north  of 
Interstate  Highway  40.  This  document 
has  been  prepared  by  the  Bureau  of 
Land  Management  (BLM)  and  the 
County  of  San  Bernardino  as  a  )oint 
Environmental  Impact  Report/      ^^ 
Environmental  Impact  Statement  (EIR/ 
EIS)  to  meet  the  requirements  of  the 
National  Environmental  Policy  Act  and 
the  Califoraia  Environmefntal  Quality 
Act. 

Reading  copies  are  available  at:  BLM. 
Barstow  Resource  Area.  150  Coolwater 
Lane.  Barstow;  BLM.  California  Desert 
District.  6221  Box  Springs  Blvd. 
Rivnside;  San  Bernardino  County 
Government  Center.  385  N.  Arrowhead 
Avenue.  Third  Floor,  San  Bernardino; 
San  Bernardino  County  Building.  15505 
Civic  Drive.  Victorville;  Newberry 
Springs  Conununity  Center,  30887 
Newberry  Road,  Newberry  Springs  and 
libraries  in  Victorville,  Barstow,  and 
San  Bernardino. 

DATES:  Written  comments  on  the  draft 
must  be  delivered  or  postmarked  no 
later  than  March  19, 1993.  Oral  and/(v 
written  comments  may  also  be 
presented  at  public  meetings  scheduled 
at  the  followrhig  locations  and  dates: 


Location 

Data 

Tima 

HoaiaybnMSand 

Fiimaiy23, 

7-epjn. 

rwensme  Hoao. 

1983. 

VUonas.  CA  92392. 

Nainbawy  aprtnqi 

Fabnaiy24. 

7-9  pjn. 

CommunMy  Canlw, 

1863. 

30687  NawAMcry 

Hoea,  NsiMMny 

Sprfnga.  CA  82365. 

San  Bamardbio  County 

Fibfuwy  2Si 

7-8  pjn. 

Qovmvnani  Camar, 

188a 

nsanngi  wwiuar. 

366  N.  AiKMitiaad 

Avinua,8an 

QAflB^^HikMk    OA 

:  Written  comments  should  be 
addressed  to:  County  of  San  Bernardino, 
Planning  Departmoit.  385  N. 
Arrowhead  Avenue.  Third  Floor.  San 
Bernardino.  CA  92415-0182,  Attn:  Mr. 
Randy  Scott 

FOR  PURTMrn  ■POnHATIOM  CONTACT: 
}ohn  Kalish.  BLM  Project  Manager.  150 
Coolwater  Lane.  Barstpw.  CA  92311; 
telephone  (619)  256-3591. 
tUPPLBKNTARV  MFORHATION:  The  Draft 

EIR/EIS  identifies  and  describes  the 
probable  environmental  impacts  that 
would  remit  from  the  proposed 
construction  and  operation  of  a 
specified  hazardous  waste  disposal 
fodlity.  The  proposed  action  consists  of 
subsurface  containment  structures  on 
private  lands  designed  to  accept  up  to 
450,000  tons  annually  of  dry,  treated 
and  stabilized  hazardous  waste 
residuals  and  cleanup  waste  over  a  120 
year  period.  A  new  road  cmd  rail  access 
corridor  would  be  placed  on  public 
lands.  Administration  and  containment 
areas  total  5.260  acres  of  private  and 
public  lands. 

Issues  identified  through  the  scoping 
process  and  evaluated  in  the  EIR/EIS 
include  geology,  soils,  hydrology,  noise, 
biologicad  resources,  cultural  and 
paleontological  resources,  air  quality, 
water  supply  and  quality,  scenic/visual 
resources,  transportation,  land  use. 
wilderness  study  areas,  and  public 
heelth  and  safisty. 

Dated:  January  8, 1993. 
KariaKAl 


AnaManagBr. 

pit  Doc  93-841  Piled  1-14-93;  8:45  am] 
I  COOK  4aia-4a-M 


[CA-060^«3-7122  OS  1016;  CACA  27566] 

Raalty  Action;  San  Bamardino  County, 
CA 

AGENCY:  Bureau  of  Land  Management. 

Interior. 

ACTION:  Amendment  to  the  Notice  of 

Realty  Action  published  in  the  Federal 

Regi^er  June  11. 1992.  Volume  57,  No. 

113,  Pages  24809  and  24810. 


r:  This  amendment  eliminates 
all  of  section  21.  T.32  S..  R44  E..  Mount 
Diablo  Meridian,  California,  from  the 
exchange  and  adds  the  following  parcel 
containing  640  acres  of  ofiisred  private 
lands  in  San  Bernardino  County. 

Moynt  DIable  Maridian.  CaliferaU 

T.  31  S.,  R.  45  B. 

Sac  21,  All; 

Th«  sur&c8  and  all  minerals  will  be 
conveyed  to  the  United  States. 

;  DATE:  January  15, 1993. 


Dated:  Jan 
Henri  R.  Bis 

District  hf an 
IFRDoc.93- 


DairelG.Pi 

Acting  Distr 
(FRDoc93 
MLIMO  COOf 


-■* 
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FOR  FURTHER  MFORMATKM  CONTACT: 
Additional  information  about  this 
exchange  is  available  at  the  Barstow 
Resouroe  Area  Office,  150  Coolwater 
Lane,  Barstow,  CA  02311  (619)  256- 
3591,  and  the  California  Desert  District 
Office,  6221  Box  Springs  Blvd., 
Riverside.  CA  92507-0714.  For  a  period 
of  forty-five  (45)  days  from  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  interested  parties  may  submit 
comments  to  the  District  Manager, 
California  Desert  District  at  the  above 
address. 

Dated:  Jaouary  6, 1993. 
Henri  R.  Biawm. 
District  Manager. 

(FR  Doc  93-1086  Filed  1-14-93;  8:45  am) 
BHJJNO  COM  «1*-4»4I 

[MT-«21<M21(MM:  MTM  80345] 

Realty  Acbon;  Exchange  of  Public 
Lands  and  Minerals  In  Musselshell  and 
Yellowstone  Countlee,  MT;  Correction 

AOanCY:  Bureau  of  Land  Management, 
Miles  City  District  Office,  Interior. 
ACTION:  Correction. 

SUMMARY:  In  notice  document  92-30609 
on  page  60002  in  the  issue  of  Thursday, 
Deoember  17, 1992,  make  the  following 
correction: 

In  the  second  colimm,  under  Selected 
Federal  Coal  to  be  Acqiiired  by 
Meridian  in  Musselshell  County,  the 
description  was  as  follows:  T.  6  N.,  R. 
26  E..  Section  4,  all  Section  12,  all; 
Consisting  of  1257.55  acres  of  coal.  This 
should  be  changed  to  read  T.  6  N.  R.  26 
E..  Sections  12  and  14.  all;  Consisting  of 
1257.55  acres  of  coal. 
SUPPI^MENTARY  MFORMATION:  Detailed 

information  concerning  the  exchange  is 

available  at  the  Billings  Resource  Area 

office. 

Daml  G.  PistariM, 

Acting  District  Manager. 

(FR  Doc  93-966  Filed  1-14-93;  8:45  am] 

■tUMQ  COOC  43ie-ON-M 

(U>-043-421(M)6;  IOI-29692] 

Propoeed  Withdrawal  and  Opportunity 
for  Putilic  Meeting,  Idaho 

ACTION:  Notice. 

SUMMARY:  The  U.S.  Forest  Service, 
Department  of  Agriculture,  proposes  to 
withdraw  5.03  acres  of  Naticmal  Forest 
System  land  for  construction  of  the 
Salmon  Canyon  Copper  Boating  Site 
Recreation  Area.  This  notice  closes  the 
land  for  up  to  two  years  from  surface 
entry  and  mining.  The  land  will  remain 


open  to  mineral  leasing  and  aU  other 
uses  which  may  be  made  of  National 
Forest  System  lands. 
DATES:  Comments  and  requests  for  a 
meeting  should  be  received  on  or  before 
April  15, 1993. 

ADDRESSES:  Comments  and  meeting 
requests  should  be  sent  to  the  Idaho 
State  Director,  BLM,  3380  Americana 
Terrace,  Boise,  Idaho  83706. 
FOR  FURTHER  SIFORMATION  CONTACT: 
Lany  R.  Lievsay,  BLM,  Idaho  State 
Office,  (208)  384-3166. 
SUPPLEMENTARY  MFORMATION:  On 
January  4, 1993,  the  U.S.  Forest  Service, 
Department  of  Agriculture,  filed  an 
application  to  withdraw  the  following- 
described  National  Forest  System  lands 
from  settlement,  sale,  location  or  entry 
imder  the  general  land  laws,  including 
the  mining  laws,  subject  to  vaUd 
existing  rights: 

BoiM  Mvidlui 

T.  23  N..  R.  16  B., 

A  tract  of  land  being  that  part  of  the  SBV4 
of  unsuTveyed  sec.  26,  more  particularly 
described  as  follows: 

Beginning  at  Salmon  River  Road  GPS 
control  point  No.  9,  a  i^/i  inch  aluminum  cap 
on  a  1-inch  aluminum  drive-in  rod;  thence 
North  75"'15'58*  Bast,  2,148.09  feet  to  the 
ordinary  high  water  marie  of  the  right  bank 
of  the  Salmon  River  and  AP-1 ,  a  3  V^  inch 
aluminimi  cap  on  1-inch  aluminum  drive-in 
rod,  the  Point  of  Beginning  thence  North  5° 
SC  23"  West.  755.08  feet  to  AP-2,  a  3Vi  inch 
aluminum  cap  on  a  1-lnch  drive-in  rod; 
thence  N<vth  89*54'3S''  Bast,  640.79  Coet  to 
the  ordinary  high  water  mark  of  the  right 
bank  of  the  Salmon  River  and  AP-3,  a  3V^ 
inch  aluminimi  cap  on  a  1-inch  aluminum 
drive-in  rod;  thence  southwesterly  along  the 
ordinary  high  water  line  of  the  right  bank  of 
the  Sahnon  River  to  AP-1,  the  Point  of 
Beginning. 

The  area  described  contains  5.03  acres  in 
Lemhi  County. 

Notice  is  hereby  given  that 
opportimity  for  a  public  meeting  is 
afforded  in  connection  vdth  the 
proposed  withdrawal.  All  interested 
persons  who  desire  a  public  meeting  for 
the  purpose  of  being  heard  on  the 
proposed  withdrawal  must  submit  a 
written  request  to  the  Idaho  State 
Director  within  90  days  from  the  date  of 
publication  of  tliis  notice.  Upon 
determination  by  the  authorized  officer 
that  a  pubUc  meeting  will  be  held,  a 
notice  of  time  and  place  will  be 

fmbUshed  in  the  Federal  Register  at 
east  30  days  before  the  scheduled  date 
of  the  meeting. 

The  application  will  be  processed  in 
accordance  with  the  regulations  set 
forth  in  43  CFR  part  2300. 

For  a  period  of  2  years  from  the  date 
of  publication  of  this  notice  in  the 
Federal  Register,  the  lands  will  be 


segregated  as  specified  above  unless  the 
appUcation  is  denied  or  canceled  or  the 
withdrawal  is  approved  prior  to  that 
date.  The  temporary  tises  which  will  be 
permitted  during  this  segregative  period 
are  existing  valid  and  authorized  uses. 

Dated:  January  8, 1903 
William  E.  Ireland. 
Chief,  Realty  Operations  Section. 
(FR  Doc  93-1035  Filed  1-14-93: 8:45  am] 
■UMO  COOE  4S1»-0a-M 

[O-S1<M)»^)014-4210-0S;  NMNM  SSSSS] 

Notice  Of  Propoeed  Withdrawal  and 
Opportunity  for  PubUc  Meeting;  NM 

agency:  Bureau  of  Land  Management, 

Interior. 

ACTION:  Notice. 

SUMMARY:  The  United  States  Departmmt 
of  Agriculture.  Forest  Service,  has  filed 
an  application  to  withdraw 
approximately  4,887.56  acres  of 
National  Forest  System  lands  for  the 
East  Fork  River  Canyon  and  Scenic 
Byway  and  to  protect  high  recreation 
values.  This  notice  closes  the  land  for 
up  to  2  years  frt>m  location  and  entry 
under  the  United  States  mining  laws, 
subject  to  valid  existing  rights.  The 
lands  will  remain  open  to  all  other  uses 
whidi  may  be  made  of  National  Forest 
Systems  lands. 
DATES:  Comments  and  requests  for  a 

Eublic  meeting  should  be  received  on  or 
afore  April  15, 1993. 
ADDRESSES:  Comments  and  meeting 
requests  should  be  sent  to  the 
Albuquerque  District  Manager,  BLM, 
435  Montano  Road  NE.  Albuquerque, 
New  Mexico  87107. 
FOR  FURTHER  WTORMATION  CONTACT: 
Margie  Martinez.  BLM.  Albuquerque 
District  Office.  (505)  761-8907. 
SUPPLEMBfTARY  MFORMATION:  On 
December  15. 1992.  the  United  States 
Department  of  Agriculture  filed  an 
application  to  %vithdraw  the  following 
described  National  Forest  System  lands 
from  location  and  entry  imder  the 
United  States  mining  laws,  subject  to 
valid  existing  rights: 

New  Mexics  Priac^  MnidiaB 

Santa  Fe  National  Potest 

T.  18  N.,  R.  3  B., 

Sec  1,  k>ts  5  to  16.  inchuive,  SV^NBVSi,  and 
SBV4SEV^  (excluding  tliat  portion 
designated  as  the  Bast  Pork  of  tlie  }emez 
Wild  and  Scenic  River  as  described  in 
Pub.  L  101-306  of  June  6. 1990); 

Sec  2,  lot  1.  SViNBVi,  EViSWViNWVi, 
SBViNWV^SWViNWVi, 
SWV(.SWViNWViNWV4,  SEV.NWVI, 
NViSW\<i,  BVkBViSBViSWVi,  BViSEV«, 
NViNWV«SBVi,  N«ASV4NWV4SBV4, 
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WVhWVhSWVbSBVi. 
SB%fcSW%SW\4SBV(i.  and 
SVkSBV^SWV^SBVU  («dudia«  that 
portioa  dMigMtod  M  the  Bast  Pork  of  the 
jMsai  Wild  and  Scanlc  Mvar  as 
daaafbad  In  Pid>.  L 101-306); 

S«a  3.  lot  8.  SWV^NWVfc,  WV^SB\U4W\^ 
WVSSWVi.  WVtf  \^SWV«,  and  NBViSBV^ 
(axduding  that  poctioa  daaignatad  as  tha 
Bast  Pofk  of  tha  laoMK  Wild  and  Scanic 
Rlvar  as  daacribad  in  Puh.  L.  101-306): 

Sac.  4.  lots  3  to  6.  iochisiva.  SVkNV^ 
SWV^  NBV^SBVt.  and  SV^SBVi 
(axduding  that  poctioo  daaignatad  as  tha 
Bast  Ftark  of  tha  fsnas  Wild  and  SGenlc 
lUvar  as  daacribad  in  Pub.  L  101-306): 

Sac  S..  Iota  6  to  10.  iaduaiva.  SVU4B\«. 
and  SBVfc  (axduding  that  portion 
daaignatad  as  the  Bast  Pon  of  the  )emez 
WiUuid Soaalc Rivar  as  described  in 
Pnb.  L  101-306): 

Sec  ia  SViNWViNEV,,  SV/VtNEV*. 
NWMMBMMWV*.  SViNBVdNWV.. 

Hwyoiwyit,  SVU4WVI.  swvd. 

SWVMBVMEVtSBy^,  WV^NEViSBVi. 
WVkSBVtiNBViSBVi.  SEV4SEV«NEV4SBV«. 
W^^SEVi.  and  SEV«SEV«  (excluding  that 
poftkm  daaignatad  as  tha  Bast  Pork  of  tha 
Jemas  Wild  and  Scenic  River  as 
described  in  Pub.  L  101-306): 

Sec12.BVh; 

Sec13.N%NV^  :'■ 

Sec  14.  lots  1  and  2.  and  NV^NWV*. 
T.  18  hL.  R.  4  B.. 

Sec  3,  lots  17  and  18.  and  loU  22  to  24. 
inchiriva  (excluding  that  portion 
deaigmted  as  tha  Bast  Pon  of  the  Jemez 
WiMud  Scenic  River  as  described  in 
Pub.  L  101-306); 

Sec  4.  lots  e  Id  16.  indusive.  and  lots  19 
to  24.  Indusiva  (excluding  that  portioo 
designated  as  the  Bast  Pot  of  the  Jemas 
Wild  and  Scenic  River  u  described  in 
Pub.  L.  101-306); 

Sec  5.  lots  9  lo  17,  inchisive,  and  lots  21 
to  28.  lacfaisiva  (axduding  that  portioa 
desipHtod  as  tha  Bast  Pork  of  the  Jemez 
Wild  and  Scenic  River  as  described  in 
Pub.  L  101-306): 

Sec  6.  lots  7,  and  lots  12. to  26,  inclusive 
(eniuding  that  portion  designated  as  the 
Bast  Pork  of  the  ftmex  Wild  and  Scenic 
River  as  desoribed  in  Pub.  L  101-306): 

Sec  7.  lots  2. 3. 4. 6.  and  7.  BVi.  and 
BVhWV^ 

Sec  8.  SEViSEy«NBV«NEV..  NWV. 
NW\^NWViNEV..  SBV«NBV4. 
NB%NBV4NEy«NWVt. 
S'/iNBV«NBVihfWV4. 
NWViNWVdNBViNWVi. 
EVtSWVSiNEV4NWV4,  SEV^NBVtNWVi. 
WV^NWV4.  SEVWNWVd,  NViSW'A. 
NBV4SEV4.  and  SVtS^/t, 

Sec  9.  BVi.  NEV«NWVi. 
SEV4NKV«hWV4NWV4.  SViNWV4NWV4. 
S'/^NWV*,  and  SWV4  (exdudiog  that 
portion  designated  as  the  East  Fork  of  the 
iMDoex  Wild  and  Scenic  River  as 
dasalbed  hi  Pub.  L  101-306); 

Sec  10.  NWVi; 

Sec  17.  NVU4Vk: 

Sec  18.  lots  1.  NvU^V<i  and  NBV4NWVt. 

The  areas  described  aggregate 
appraxiaalBly  4487.56  acres  in  Sandoval 
County. 


The  purpoM  of  the  propoMd 
fvithdrawal  is  to  praasrv*  th* 
watersheds,  the  outdoor  recrestion 
oppoitunities.  aiid  the  visual  quality 
Mrithin  view  of  the  East  Pork  (rf  the 
Jemez  Wild  and  Scenic  River  and 
proposed  East  Fork  N^onal  RBcreation 
Trail  and  New  Mexico  State  Highway  4 
Scenic  Byway. 

For  a  period  of  90  days  from  the  date 
of  publication  of  this  notice,  all  persons 
who  wish  to  suhmit  comments, 
suggestions,  or  objections  in  connection 
with  the  proposed  withdrawal  may 
present  their  views  in  vniting  to  the 
Albuquerque  District  Manager,  Bureau 
of  Land  Manager. 

Notice  is  hereby  given  that  an 
opportunity  for  a  public  meetinc  is 
afforded  in  ooonection  with  the 
proposed  withdrawal.  All  interested 
persons  who  desire  a  public  meeting  for 
the  purpose  of  being  heard  on  the 
proposed  withdrawal  must  submit  a 
written  request  to  the  Albuquerque 
District  Manager,  Bureau  of  Land 
Management  within  90  days  from  the 
date  of  publication  of  this  notice.  Upon 
detennination  by  the  authorized  officer 
that  a  public  meeting  will  be  held,  a 
notice  of  the  time  and  place  will  be 
published  in  the  Federal  Eagistwr  at 
least  30  days  before  the  scheduled  date 
of  the  meeting.  , 

The  application  will  be  processed  in 
accordance  with  the  regulaticms  set 
forth  in  43  CFR  part  2300. 

For  a  period  of  2  years  from  the  date 
of  publication  of  this  notice  in  the 
Federal  Kegistar,  the  lands  will  be 
segregated  as  specified  above  Imless  the 
application  is  denied,  canceled,  or  the 
withdrawal  is  approved  prior  to  that 
date.  The  temporary  uses  which  may  be 
permitted  during  this  segregative  period 
are  land  uses  permitted  by  the  Forest 
Service  under  existing  laws  and 
regulations. 

The  temporary  segregation  of  land  in 
connection  writh  this  withdrawal 
application  or  proposal  shall  not  affact 
the  administrative  jurisdiction  over  the 
land,  and  the  segregation  shall  not  have 
the  effect  of  authorizing  any  use  of  the 
lands  by  the  United  States  Department 
of  Agriculture. 

Dated:  January  7, 1993. 
Patrkia  E.  McLean. 
Acting  District  MuK^er. 
(PR  Doc  93-967  Piled  1-14-93: 8:45  am] 
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AvatebWty  at  0«»^Jr??^?y'  »»>> 
OflltlMl  Pratracttoii  Di>QnMW 

AGfNCV:  Minerals  Management  Service. 

Interior. 

ACtlON:  Notice. 


•UMMARV:  Notice  ia  hereby  given  that 
effective  «vith  this  publicatian.  the 
followingrevised  outer  continental  ahelf 
Iocs)  Official  Protraction  Diagrams  are 
on  file  and  available  in  the  Alaska  OCS 
Region  office.  Anchorage.  Alaska.  These 
diagrams  are  based  on  North  American 
Datiun  1927  and  were  revised  to  reflect 
the  recent  survey  results  in  the  area  of 
Peerd  Bay  in  the  Beaufort  See  Planning 
Area.  Alaska. 


Oeacftpaon 

Revialondale 

tm  4-3.  WMnwitght 

NR  4-4.  Meads  RNar  — 

November  20, 1902. 
Novambar  20. 1908. 

t:  Opies  of  these  Official 
Protraction  Diagrams  may  be  purchased 
for  $2  each  frtun  the  Library.  Minerals 
Management  Service.  Alaska  OCS 
Region,  940  East  36th  Avenue. 
Anchorage.  Alaska  995D&-4302.  (907) 
271-6435. 

Dated:  January  7. 1993. 
Alan  D.  Powers, 

Regiooal  Director,  Alaska  OCS  Beffoa. 
IFR  Doc  93-1034  Piled  1-14-93:  8:45  ami 


National  Park  Swvico 

Gateway  National  Racreatlon  Araa 
Sandy  Hook  UnM,  NJ;  Environmanlal 
Aaaaawnant  for  Oavalopmant  at  Graat 
Kills  Pafk:  AvaflabiUty  and  PuMtc 
CommanI  Parted 

In  accordance  with  the  National 
Environmental  Policy  Act  (Pub.  L.  91- 
190)  the  National  Park  Service.  U.S. 
Department  of  the  Interior,  announces 
that  an  Environmental  Assessment  for 
Development  at  Gunnison  and  North 
Beaches,  Sandy  Hook  Unit.  Gateway 
National  Recreation  Aree,  New  leraey  is 
available  for  public  review  and 
comment. 

During  the  public  review  period  of 
January  19, 1993  through  February  19. 
1993.  interested  persons  may  review  the 
document  and  make  written  comments 
to  the  Superintendent.  Gateway 
National  Recreation  Area,  Floyd  Bennett 
Field.  Building  869.  Brooklyn.  New 
York.  11234. 

Limited  copies  of  the  document  are 
available  to  the  public  upon  request  by 
writing  to  the  above  address  or  calling 


Dated:  Jani 
Steven  H.  La 
Acting  Regio, 
IFR  Doc  93- 
aaJ4NQ  cooc ' 


INTERNATI 
COMMISSI 


CaftainCoi 
Products  G 
Air  Conditio 


Issued:  Jan 
Janet  0.  Saxi 
Administrati 
[PR  Doc  93- 
BHajNocooe 


Determinal 


'  The  impoi 
iovastigation  i 
rubber  latex,  c 
the  Hannonia 
States  (HTS). 

*ChainnaD 
and  Nuzuzn  v( 
Watsoo  and  O 
Crawford  vote 

'Section  33 
provide*  tliat ' 
divided  on  th« 
of  the  Trade  A 
agreed  upon  b 
be  considered 
of  the  Commii 

^Chairman 
and  Nuzum  m 
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Paul  (Skip)  Cole,  Site  Manager,  Sandy 
Hook  Unit  at  (908)  872-0115. 

Dated  January  8, 1993. 
Stovm  H.  Lawia, 
Acting  Reponal  Director. 
(FR  Doa  93-1070  Piled  1-14-93;  8:45  am] 
MJJNO  OODC  4ai*-ie-ii 


INTERNATIONAL  TRADE 
COMMISSION 

pmwtigMion  No.  337-TA-334] 

Caftain  CondwtMrs,  Part*  ThMwof  and 
Producta  Containing  Sama,  Including 
Air  CondiUonara  for  Automobilaa 

Notice  is  hereby  given  that  the 
prdiearing  conference  in  this  matter 
will  commence  at  9  a.m.  on  February  8. 
1993,  in  Courtroom  C  (room  217),  U.S. 
International  Trade  Commission 
Building.  500  E  St.  SW.,  Washington. 
DC,  and  the  hearing  will  commence 
immediately  thereafter. 

The  Secretary  shall  publish  this 
notice  in  the  Federal  Register. 

Issued:  January  4. 1993. 
Jaiwl  D.  SaxoB, 
Administrative  Law  Judge. 
IFR  Doc.  93-977  Filed  1-14-93;  8:45  ami 
MLUNQ  coot  TUO-M-H 


Raport  to  tha  PraaldanI  on 
InvMtigation  No.  TA-201-63:  Extrudad 
RubbarThfaad 

Delerminatkm 

On  the  basis  of  the  information 
developed  in  the  subject  investigation, 
the  Commission  was  equally  divided  on 
the  question  of  whether  extruded  rubber 
thread  *  is  being  imported  into  the 
United  States  in  such  increased 
quantities  as  to  be  a  substantial  cause  of 
serious  injury,  or  the  threat  thereof,  to 
the  domestic  industry  producing  an 
article  like  or  directly  competitive  with 
the  imported  article.*  '  The  Commission 
did  not  find  that  critical  circimistances 
exist.* 


1  The  imported  article  covered  by  this 
investigation  is  extruded  rubber  thread  of  natural 
rubber  latex,  classified  under  bearing  4007.00.00  of 
the  HannoniMd  Tariff  Schedule  of  the  United 
Suies  (HTS). 

2  Chairman  Newquist  and  Commissioners  Rohr 
and  Nuzimi  voted  in  the  affirmative.  Vice  Chairman 
Watson  and  Commissioners  Brunsdale  and 
Crawford  voted  in  the  negative. 

>  Section  330(dMl)  of  the  Tariff  Act  of  1930 
provides  that  when  the  Commission  is  equally 
divided  on  the  question  of  in)ury  under  section  201 
of  the  Trade  Act  of  1974,  "then  the  determinatian 
agreed  upon  by  either  group  of  Commissioners  may 
be  considered  by  the  Presioent  as  the  determination 
of  the  Commission." 

*  Chairman  Newquist  and  Commissioners  Rohr 
and  Nuzum  made  a  negative  determination  «rith 


Finding  and  Raoommmdatkm  on 
Remedy' 

Chairman  Newquist  and 
Commissioners  Rohr  and  Nuzum 
recommend  that  the  President  proclaim 
a  tariff-rate  quota  on  imports  of  such 
extruded  rubber  thread  for  a  5-year 
period: 

(1)  With  the  Quota  to  be  set  at  17  million 
pounds  for  the  first  2  yean  of  the  relief 
period  and  thereafter  adjusted  annually  so  as 
to  be  set  at  a  level  equal  to  50  percent  of 
domestic  consumption  ibr  the  i»ior  calendar 
year,  and 

(2)  With  existing  rates  of  duty  to  apply  to 
within-quota  imports,  and  with  the  following 
rates  of  duty,  in  addition  to  any  otlier  duties, 
to  apply  to  over-quota  imparts:  25  percent  ad 
valorem  in  the  fint  3  years,  15  percent  ad 
valorem  in  the  fourth  year,  and  10  percent 
and  valorem  in  the  fifth  year.* 

They  find  that  this  action  will  address 
the  serious  injiuy  found  to  exist  and 
does  not  exceed  the  amoimt  necessary 
to  remedy  such  injury,  and  that  such 
action  will  be  the  most  effective  in 
faciUtating  the  efforts  of  the  domestic 
industry  to  make  a  positive  adjustment 
to  import  competition.  They  further 
recommend  thuat  the  continuation  of  this 
relief  beyond  the  first  2  years  be 
conditioned  on  the  domestic  industry's 
making  reasonable  progress  in 
implementing  the  proposed  adjustment 
plan  and  that  such  relief  and  industry 
adjustment  be  the  stibject  of  anntial 
Commission  review  investigations 
imder  section  204  of  the  Trade  Act  of 
1974  after  the  second  year  of  relief  for 
such  period  that  relief  remains  in  effect. 


respect  to  the  issue  of  critical  circumstances.  Vice 
rhajpmn  Watson  and  Commissioners  Brunsdale 
and  Crawrford  did  not  reach  the  issue. 

■  Section  202(bM6)  of  the  Trade  Act  of  1974 
provides  that  "Only  those  members  of  the 
Commission  who  agreed  to  the  affirmative 
determination  under  subsection  (b)  are  eligible  (o 
vote  on  the  recommendation  to  be  made"  on 
remedy.  The  provision  further  states  that  "Members 
of  the  Commissicm  who  did  not  agree  to  the 
affirmative  determination  may  submit,  in  the 
ICommission's)  report  *  •  *  separate  views 
regarding  what  action,  if  any,  should  be  taken  under 
section  203"  by  the  President. 

*  Imports  from  Israel,  Canada,  and  beneficiary 
countries  under  the  Caribbean  Basin  Economic 
Recovery  Act  and  the  Andean  Trade  Preference  Act 
are  de  minimis  or  nil.  Accordingly,  this 
recommendation  does  not  apply  to  imports  from 
Israel  under  the  U.S.-Israel  Free  Trade  Agreement 
or  from  beneficiary  countries  tmder  the  Caribbean 
Basin  Economic  Recovery  Act  or  the  Andean  Trade 
Preference  Act  With  respect  to  imports  from 
r^fm/ta,  Chairman  Newquist  and  Commissioners 
Rohr  and  Nuzum  find  thjat  imports  of  extruded 
rubber  thread  from  Canada  are  not  substantial  and 
are  not  contributing  importantly  to  the  serioiu 
injury  to  the  domestic  industry  writhin  the  meaning 
of  section  302(b)  of  the  United  SUtes^Canada  Free- 
Trade  Agreement  Implementation  Act  of  1988,  and 
therefore  recommend  that  any  relief  action  not 
apply  (o  such  imports  from  Canada.  Accordingly, 
they  recommend  that  imports-from  Israel,  Caziada. 
and  the  CBDIA  and  Anoean  Preference  countries 
not  be  counted  within  the  quota  amounts. 


Vice  Chairman  Watson  and 
Commissiooen  Brunsdale  and 
Crawford,  having  made  a  negative 
determination,  did  not  participate  in  the 
vote  on  a  remedy  recommendation. 
However,  as  provided  for  in  the  statute, 
they  are  submitting  views,  which  are 
included  within  this  report,  stating  why 
they  believe  that  the  taking  of  a  remedy 
action  in  this  instance  would  be 
inappropriate. 

Background 

Following  receipt  of  a  petition  filed 
on  June  18. 1992,'  by  North  American 
Rubber  Thread  Co..  Inc..  Fall  River.  MA. 
the  United  States  International  Trade 
Commission,  effective  Jime  23. 1992, 
instituted  investigation  No.  TA-201-63 
imder  section  202  of  the  Trade  Act  of 
1974  to  determine  whether  extruded 
rubber  thread  is  being  imported  into  the 
United  States  in  such  increased 
quantities  as  to  be  a  substantial  cause  of 
serious  injury,  or  the  threat  thereof,  to 
the  domestic  industry  producing  an 
article  like  or  directly  competitive  with 
the  imported  article.  The  petitioner 
alleged  that  critical  circumstances  exist 
within  the  meaning  of  section 
203(b)(3)(B)  of  the  Trade  Act  and  sought 
provisional  relief. 

Notice  of  the  institution  of  the 
Commission's  investigation  and  of 
public  hearings  to  be  held  in  connection 
therewith  was  given  by  posting  copies 
of  the  notice  in  the  Office  of  the 
Secretary,  U.S.  International  Trade 
Commission,  Washington,  DC,  and  by 
publishing  the  notice  in  the  Federal 
Register  of  July  15. 1992  (57  FR  31387). 
The  hearing  in  connection  with  the 
injury  phase  of  the  investigation  was 
held  on  September  11, 1992.  and  the 
hearing  on  the  question  of  remedy  was 
held  on  November  3, 1992.  Both 
hearings  were  held  in  Washington.  DC; 
all  persons  who  requested  the 
opportunity  were  permitted  to  appear  in 
person  or  by  counsel. 

The  Commission  transmitted  its 
determination  in  this  investigation  to 
the  Secretary  of  Commerce  on  IDecember 
21, 1992.  The  views  of  the  Commission 
are  contained  in  USITC  Publication 
2563  (December  1992),  entitled 
"Extruded  Rubber  Thread:  Report  to  the 
President  on  Investigation  No.  TA-201- 
63  Under  Section  202  of  the  Trade  Act 
of  1974." 

Issued:  January  11, 1993. 
Paul  R.  Bardoa, 
Acting  Secretary. 

[FR  Doc  93-997  Filed  1-14-93;  8:45  am] 
Muwaoooc 


'The  petition  wra*  amended  on  June  23. 1992. 
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CwtainWoodwofUng. 

ISMMnoa  of  UniMad  ExdiMlon  Ofdar 

AOfNCV:  U.S.  IntomaHonil  Trade 

Commttrinn. 

AcnON:  NoCioa.         

summary:  Notica  U  haraby  givan  that 
the  ComminioD  has  iasuad  a  limited 
exclusion  order  in  the  above-captionad 
investigation. 

ran  FiOTTHcn  mformation  contact: 
C^tfaia  P.  Johnaoa.  Esq..  Office  of 
General  Counsel.  U.S.  International 
Trade  Commission,  telephone  202-20S- 

sumaerrARV  mfomhation:  The 
authority  for  the  Commission's 
determination  is  contained  in  section 
337  of  the  Tariff  Act  of  1930.  as 
amended  (19  U.S.C  1337).  and  in 
§  210.58  of  the  Commission's  Interim 
Rules  of  Practice  and  Procedure  (19  CFR 
210.58). 

On  November  25. 1991.  Cantlin.  Inc. 
("Cantlin")  of  Lincoln,  Massachusetts 
filed  a  complaint  and  a  motion  for 
temporary  relief  «vith  the  Commission 
pursuant  to  section  337.  Cantlin 's 
complaint  alleged  violations  of  section 
337  in  the  importation  and  sale  of 
certain  woodworidng  acceasories.  The 
complaint  alleged  infringement  of  all  18 
claims  of  CantUn's  U.S.  Letters  Patent 
4.805.505  ("the  '505  patent")  by  four 
firms:  (1)  Woodever  Products  Co.  Ltd.. 
("Woodever")  of  Taiwan;  (2)  Tai%van 
Zest  Industrial  Co..  Ud.  ("Taiwan  Zest") 
of  Taiwan;  (3)  Trend-Lines.  Inc. 
( "Trsndlines")  of  Maiden. 
Massachusetts;  and  (4)  An  Yun 
Industrial  Co..  Ud.  ( "An  Yun")  of 
Taiwan.  On  December  30. 1991.  the 
Commission  voted  to  institute  an 
investigation  of  Cantlin 's  complaint  and 
to  provisionally  accept  its  motion  for 
temporary  relief  and  refer  that  motion  to 
an  administrative  law  judge  ("ALJ"). 
Woodever,  Taiwan  Zest.  Trendlinee, 
and  An  Yun  were  named  respondents. 
A  notice  of  investigation  was  published 
in  the  Federal  Kai^rtar  on  January  6. 
1992. 57  FR  416.  The  motion  for 
temporary  relief  was  later  dismissed. 

Respondents  Taiwan  Zest  and 
Woodever  were  terminated  on  the  basis 
of  a  consent  order.  Respondent 
TrendUnes  was  found  not  to  be  a  proper 
party  to  the  Investigation. 

On  April  3, 1992.  the  presiding 
adminirtrative  law  )udge  issued  an 
initial  determination  ("ID")  findhtg 
respondent  An  Yun  in  defisuh.  The 
Commission  dalanninad  not  to  review 
that  ID.  57  ¥R  20505  (May  13. 1992). 

On  October  13, 1992,  Cantlin  declared 
that  pursuant  to  Commission  interim 


rule  210.25(c)  19  CFR  210.25(c).  it 
sought  a  limited  exclusion  order 
directed  against  req>ondent  An  Yun. 

The  Commission  solicited  comments 
from  the  parties,  inteieitod  govemmant 
agendas,  and  other  persons  ctmcaming 
the  issues  of  remedy,  the  public  interest, 
and  bonding.  57  FR  53337  (November  9. 
1992). 

Complainant  and  the  Commission 
investigative  attorney  filed  proposed 
remedial  orders  and  addressed  the 
issues  of  remedy,  the  public  interest, 
and  bonding.  No  comments  were  filed 
by  interested  government  agendea  or 
other  persons. 

Section  337(gKl)  of  the  Tariff  Act  of 
1930  provides  that  the  Commission 
shall  presume  the  facts  alleged  in  a 
complaint  to  be  true,  and  upon  request 
issue  a  limited  exdusion  order  and/or 
cease  and  desist  order  if:  (1)  A 
complaint  is  filed  gainst  a  person 
under  section  337,  (2)  the  complaint  and 
a  notice  of  investigation  are  served  on 
the  person.  (3)  the  person  feils  to 
respond  to  the  complaint  and  notice  or 
otherwise  fails  to  appear  to  answer  the 
complaint  and  notice,  (4)  the  person 
fails  to  show  good  cause  why  it  should 
not  be  found  in  default,  and  (5)  the 
complainant  seeks  relief  limited  solely 
to  that  person.  Such  an  order  shall  be 
issued  unless,  aftw  considering  the 
effect  of  such  exdusion  upon  Oie  public 
health  and  wel&re.  competitive 
conditions  in  the  United  States 
economy,  the  production  of  like  or 
directly  competitive  artides  in  the 
United  States,  and  United  States 
consumers,  the  Commission  finds  that 
such  exclusion  ^ould  not  be  issued. . 

Each  of  the  statutory  requirements  for 
the  issuance  of  a  limited  exdusion  order 
was  met  with  reaped  to  defaulting 
respondent  An  Yun.  The  Commission 
further  determined  that  the  public 
interest  fedors  enumerated  in  section 
337(g)(1)  did  not  predude  the  issuance 
of  such  relief.  The  Commission 
determined  that  bcmd  under  the  limited 
exclusion  order  during  the  Presidential 
review  period  shall  be  in  the  amount  of 
one  hundred  (100)  peromt  of  the 
entered  value  of  the  imported  articles. 

Copies  of  the  limited  exdusion  order 
and  ul  other  nonconfidential 
documents  filed  in  coimectitm  with  this 
investigation  are  available  for  inspection 
during  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secrstary,  U.S.  International  Trade 
Commission,  500  E  Street.  SW.. 
Washington,  DC  20436,  telephone  202- 
205-2000.  Hearing-impaired  persons  are 
advised  that  informatian  on  this  matter 
can  be  obtained  by  contacting  the 
Coounission's  TDD  terminal  on  202- 
205-1810. 


Iamed:)aiuiaiy4,lM3. 

By  order  of  the  Commisskm. 
FairiR.Baidoe, 
Acting  Secretary. 
(PR  Doc.  93-«76  Piled  l-t4-«3;  8:45  ( 


DEPARTMENT  OF  LABOR 

Emptoymant  Standards  AdmlnMrallon 

Minimum  Wagss  lor  Fsdsral  and 
Fadsrally  Asaiatad  Construction: 
Qofwral  Wage  Datsrmlnatlon  OacWons 

General  wage  determination  decisions 
of  the  Secretary  of  Labor  are  issued  in 
accordance  with  applicable  law  and  are 
based  on  the  information  obtained  by 
the  Department  of  Labor  from  its  study 
of  local  wage  conditions  and  data  made 
available  from  other  sources.  They 
spedfy  the  basic  hourly  wage  rates  and 
fiinge  benefits  which  are  determined  to 
be  prevailing  for  the  described  classes  of 
laborers  and  mechanics  employed  on 
construction  projects  of  a  similar 
charader  and  in  the  localities  spedfied 
therein. 

The  determinations  in  these  decisions 
of  prevailing  rates  and  fringe  benefits 
have  been  made  in  accord^ce  with  29 
CFR  part  1,  by  authority  of  the  Secretary 
of  Laoor  pursuant  to  the  provisions  of 
the  Davis-Bacon  Ad  of  March  3, 1931, 
as  amended  (46  Stat  1494,  as  amended. 
40  U.S.C.  276a)  and  of  other  Federal 
statutes  referred  to  in  29  CFR  part  1, 
appendix,  as  well  as  such  additional 
statutes  as  may  from  time  to  time  be 
enacted  CTint<»<n<"g  provisions  for  the 
payment  of  wages  determined  to  be 
prevailing  by  the  Secretary  of  Labor  in 
accordance  vrith  the  Davis-Bacon  Act 
The  prevailing  rates  and  fringe  benefits 
determined  in  these  dedsions  shall,  in 
accordance  with  the  provisions  of  the 
foregoing  statutes,  constitute  the 
minimum  wages  payable  on  Federal  and 
fodwally  assisted  constructicm  projects 
to  labcners  and  medianics  of  the 
spedfied  dasses  engaged  on  contrad 
work  of  the  charader  and  in  the 
localities  described  therein. 

Good  cause  is  hereby  found  for  not 
utilizing  notice  and  public  comment 
procedure  thereon  prior  to  the  issuance 
of  these  determinations  as  prescribed  in 
5  U.S.C.  553  and  not  providing  for  delay 
in  the  effective  date  as  prescribed  in  that 
section,  because  the  necessity  to  issue 
current  construction  industry  wage 
determinations  frequently  and  in  large 
volume  causes  procedures  to  be 
impractical  and  contrary  to  the  public 
interest 

General  «vafle  determination 
dedsions.  and  modifications  and 


Modificatin 
Detarminati 


General  Wa 
PubUcation 


At^tk 
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supersedeas  decisions  thereto,  contain 
no  expiratim  dates  and  are  effective 
from  their  date  of  notice  in  the  Federal 
Ragiatar.  or  on  the  date  writtoi  notice 
is  received  by  the  agency,  whichever  is 
earlier.  These  decisions  are  to  be  used 
in  accordance  with  the  provisions  of  29 
CFR  parts  1  and  5.  Aoctxrdingly,  the 
appUcabk  decision,  togethw  with  any 
modificatifuis  issued,  must  be  made  a 
part  of  every  contract  fior  perfdnnanoe  of 
the  described  work  within  the 
geographic  area  indicated  as  required  by 
an  applicable  Federal  prevailing  wage 
law  and  29  CFR  part  5.  The  wage  rates 
and  fringe  benefits,  notice  of  whidi  is 
published  herein,  and  which  are 
contained  in  the  Government  Printing 
OfBce  (GPO)  document  entitled 
"General  Wage  Determinations  Issued 
Undv  The  Davis-Bacon  And  Related 
Acts."  shall  be  the  minimum  paid  by 
contractors  and  subcontractors  to 
laborers  and  mechanics. 

Any  person,  organization,  or 
governmental  agency  having  an  interest 
in  the  rates  determined  as  prevailing  is 
encouraged  to  submit  wage  rate  and 
fringe  benefit  informaticm  for 
consideration  by  the  Department 
Further  information  and  self- 
explanatory  forms  for  the  purpose  of 
submitting  this  data  may  be  obtained  by 
writing  to  the  U.S.  Department  of  Labor. 
Employment  Standards  Administration. 
Wage  and  Hour  Divi^on.  Division  of 
Wage  Determinations.  200  Constitutian 
Avenue,  NW..  room  S-3014. 
Washington.  DC  20210. 

Modifikation  to  General  Wage 
Detemunatioa  Deciaions 

The  number  of  dedsiims  listed  in  the 
Government  Printing  Office  document 
entitled  "General  Wage  Determinations 
Issued  Under  the  Davis-Bacon  and 
Related  Acts"  being  modified  are  listed 
by  Volmne,  State,  and  page  numbar(8). 
E^tes  of  publication  in  the  Federal 
Regiater  are  in  parentheses  following 
the  deci»ons  being  modified. 
Volume  I 

Pennsylvania,        PA91-4    p.  AIL 
(Feb  22, 1991). 

I  VobinrnU 

\ovn,    IA91-1    (Feb    22.    p.  All. 

isgi). 

General  Wage  Determination 
PublicatioD 

General  wage  determinations  issued 
under  the  Davis-Bacon  and  related  Acts, 
including  those  noted  above,  may  be 
found  in  the  Government  Printing  Office 
(QPO)  document  entitled  "General  Wage 
Determinations  Isaued  Under  The  Davis- 
Bacon  And  Related  Acts".  This 
publication  is  available  at  each  of  the  50 
Regional  Government  Depository 


Libraries  and  many  of  the  1,400 
Government  Depository  Libraries  across 
the  country.  Subscriptions  may  be 
purchased  from:  Superintendent  of 
Documents.  U.S.  Govnnmeot  Printing 
Office.  Washington.  DC  20402  (202) 
783-3238. 

When  ordering  subscriptionCs).  be 
sure  to  specify  the  State(s)  of  interest, 
since  subscriptions  may  be  ordered  f^ 
any  or  all  of  tne  three  separate  volumes, 
arranged  by  State.  Subscriptions  include 
an  annual  edition  (iss;ied  on  or  about 
January  1)  which  includes  all  ainent 
general  wage  determinations  for  the 
States  covered  by  each  volume. 
Throughout  the  remainder  of  the  year, 
regular  weekly  updates  will  be 
distributed  to  subecribers. 

Signed  at  Washii^ton.  DC.  this  Btii  day  of 
January  1993. 

Alan  L.  Mass, 

Director.  Division  (rfWage  Determinations. 
[PR  Doc  93-815  Filed  1-14-93;  8:45  am) 
MLUNQ  COM  4B10-ar-ll 


NATIONAL  FOUNDATION  ON  THE 
A8TS  AND  THE  HUMANITIES 

HumanltiM  Panal;  Heating 

AGENCY:  National  Endowment  for  the 

Hiunanities 

ACTION:  Notice  of  meetings. 

SUMMARY:  Pursuant  to  the  provisions  of 
the  Federal  Advisory  Committee  Act 
(Public  Law  92-463.  as  amraded), 
notice  is  hereby  given  that  the  fbllovring 
meetings  of  the  Humanities  Panel  will 
be  held  at  the  Old  Post  Office.  1100 
Pennsylvania  Avenue,  NW.. 
Washington.  DC  20506. 
FOR  FURTHER  MFORHATION  CONTACT! 
David  C  Fisher,  Advisory  Committee 
Management  Officer,  National 
EndoMrment  for  the  Humanities, 
Washington,  DC  20506;  telephone  202/ 
606-8322.  Hearing-impaired  individuals 
are  advised  that  information  on  this 
matter  may  be  obtained  by  contacting 
the  Endowment's  TDD  terminal  on  202/ 
606-6282. 

SUPFLEMBfTARY  MF0RMAT10N:  The 
proposed  meetings  are  for  the  purpose 
of  panel  review,  discussion,  evaluation 
and  recommendation  on  applications 
for  financial  assistance  under  the 
National  Foundaticm  on  the  Arts  and  the 
Humanities  Act  of  1965,  as  ammided. 
including  discussion  of  information 
given  in  confidence  to  the  agoicy  by 
grant  applicants.  Because  the  proposed 
meetings  will  consider  infiimnation  that 
is  likely  to  disckwe:  (1)  Trade  secrets 
and  commercial  or  financial  infimnaticHi 
obtained  bom  a  person  and  privileged 


or  confidential;  or  (2)  information  of  a 
perstmal  nature  the  disclosure  of  which 
would  omstitute  a  clearly  unwarranted 
invasion  of  perscmal  privacy,  pursuant 
to  authority  granted  me  by  the 
Chairman's  Delegatim  of  Authority  to 
Close  Advisory  Committee  meetings, 
dated  September  9, 1991, 1  have 
determined  that  these  meetings  will  be 
closed  to  the  public  pursuant  to 
subsecticms  (cH4),  and  (6)  of  section 
S52b  c^ Title  5,  United  States  Code. 

1.  Date:  February  1, 1993 
Time:  9  a.ni.  to  5  pan. 
Room:  315 

Program:  This  meeting  will  review  RefereDca 
Materials  applications  in  Linguistics, 
submitted  to  the  Division  of  Research 
Programs,  far  proiectstieginning  after  )uly 
1, 1993. 

2.  Date:  Pebraary  2. 1993 
Time:  9  a.m.  to  5  p.m. 
Room:  415 

Program;  This  meeting  will  review 
applications  for  Elementary  and  Secondary 
Education,  submitted  to  the  Division  of 
Education  Programs,  for  projects  beginntng 
after  September  1, 1993. 

3.  Date:  February  4, 1993 
Time:  9  a.m.  to  5  p.m. 
Room:  315 

Program:  This  meeting  will  review 
appticaticMU  for  projects  in  Humanities  and 
Social  Sdutoas  in  Interpretive  Raaeaich. 
submitted  to  the  Division  of  Reeaarch 
Programs,  for  projects  twginning  after  July 
1, 1993. 

4.  Date:  February  4, 1993 
Hme:  9  a.m.  to  5  p.m. 
Room:  415 

Program:  This  meeting  will  review 
applications  in  Elementary  and  Secondary 
Education,  submitted  to  the  IMvision  of 
Education  Programs,  far  projects  beginning 
after  September  1, 1993. 

5.  Date:  February  8-9, 1993 
Time:  8:30  ajn.  to  5  pjn. 
Room:  415 

Program:  This  meeting  vrill  review 
applications  submitted  to  tlie  Humanltiat 
Projects  in  Museums  and  Historical 
Ortpmizations,  submitted  by  the  Division  of 
Public  Programs,  fcv  projects  beginning 
afterjuly  1, 1993. 

6.  Date:  February  9, 1993 
Time:  9  a.m.  to  5  p.m. 
Room:  315 

Program:  This  meeting  will  review 
applications  far  Elementary  and  Secondary 
Educatfam,  submitted  to  the  Division  of 
Education  Programs,  far  projects  beginning 
after  S^teml)«  1, 1993. 

7.  Date:  Vtimuiy  16, 1993 
Time:  9  a.m.  to  5  pjn. 
Room:  315 

Program:  This  meeting  will  review 
appUcatioBS  far  pn^acts  in  American 
History,  Politics,  Sdence,  and  Technology 
in  Inteqnetive  Research,  submitted  to  the 
Division  of  Research  Proftrams,  for  projects 
beginning  after  July  1, 1993. 

8.  Date:  February  18, 1993 
Time:  9  a.m.  to  5  p  jn. 
Room:  315 
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Pramm:  This  maetiag  will  raviaw 
■ppUcatkMia  ior  pn^Kto  In  Philotophy. 
Utantui*.  and  Aits  In  Intwprativ* 
lUMUch.  wfamltted  to  dM  Divisioo  of 
RMMidi  Prapuns.  ior  pro)acts  beginning 
•Hot  July  1.1M3. 

9.  Date:  Pabniuy  22. 1M3 

Time:  9  tJn.  to  5  pjn. 

Room:  315 

Pragram:  TliU  meeting  will  review 
■pplicetkxu  far  pn^scts  In  Worid  Histoiy, 
Politics.  Science,  and  Technology  in 
Interpretive  Research,  submitted  to  the 
Division  of  Reeeaich.  far  proiects  beginning 
eflerJulyl.lMa. 

Davy  C  Fisher. 

AdviMOiy  Coaunittee  ManagBOient  Officer. 

IFR  Doa  93-992  Piled  1-14-93;  8:45  am] 


NUCLEAR  REGULATORY 
COMMISSION 

[DocinlNe.4fr-M0q 

Quivtoa  Mining  Co.;  Finding  of  No 
StgnMcanllmpMl 

In  the  matter  of  Issuance  of  an  Amendment 
to  Souioa  Material  License  SUA-1473  for  the 
Quivira  Mining  Co.,  Ambrosia  Lake  Mill,  to 
Incorporate  Reclamation  Schedules, 
McKinley  County,  MM. 

ACaiCV:  U.S.  Nuclear  Regulatory 

Commission. 

ACTION:  Notice  of  a  Finding  of  No 

Significant  Impact. 

1 .  Proposed  Action 

The  administrative  action  is  issuance 
of  a  license  amendment  to  incorporate 
an  enforceable  reclamation  schedule  for 
the  Ambrosia  Lake  Mill  in  McKinley 
County,  New  Mexico. 

2.  Beasons  for  Finding  of  No  Significant 
Impact 

The  proposed  amendment  is 
administrative,  incorporating 
reclamation  milestones  into  the  license 
in  accordance  with  the  Memorandum  of 
Understanding  (MOU)  between  the 
Environmental  Protection  Agency  (EPA) 
and  the  NRC  which  was  published  in 
the  Federal  Regiiter  on  October  25, 

1991.  The  Notice  of  Intent  to  amend 
Source  Material  License  SUA-1473  for 
the  Ambrosia  Lake  Mill  to  incorporate 
reclamation  schedules  was  published  in 
the  Federal  Regiitar  on  October  29, 

1992.  The  NRC  accepted  comments  on 
this  proposed  licensing  action  for  45 
days.  No  comments  were  received.  In 
accordance  with  10  CFR  51.22(c)(ll). 
the  Commission  has  determined  that  no 
environmental  analysis  need  be 
performed  since  no  significant  impacts 
will  result  from  the  proposed  licensing 
actions. 


3.  Action 

The  Commisaion  action  is  to  amend 
Source  Material  Lioanae  SUA-1473 
upon  publication  of  this  Notice.  The 
action  is  baaed  on  thia  Finding  of  No 
Significant  Impact  and  no  comments 
being  received  to  the  Notice  of  Intent 
publiahed  on  October  29. 1992. 

This  Notice,  together  with  the  Notice 
of  Intent  to  Amend  Source  Material 
License  SUA-1473.  are  available  for 
public  inspection  and  copying  at  the 
Conmiission's  Uraniimi  Recovery  Field 
Office  at  730  Simms  Street.  Golden. 
Colorado,  and  at  the  Commission's 
Public  Document  Room  at  2120  L  Street, 
NW..  Washington.  DC  20555. 

Dated  at  Denver,  Colorado,  this  7th  day  of 
January  1M3. 

Por  the  Nuclear  Regulatory  Commission. 
laaMBE-Hall. 

Director,  Uranium  Recovery  Field  Office. 
|PR  Doc  93-1020  Piled  1-14-93;  8:45  am] 
cooiTisasi  M 


SECURITIES  AND  EXCHANGE 
COMMISSION 

insliasa  Na  34-31707;  FHe  No.  2S5-1«] 

Markal  Transactions  Adviaory 
Committaa;  Maating 

AGENCY:  Securities  and  Exchange 

Commission. 

ACTION:  Notice  of  meeting  of  the 

Securities  and  Exchange  Commission 

("Commission")  Market  Transactions 

Advisory  Committee^ 

SUMMARY:  This  is  to  give  notice  that  the 
Securities  and  Exchange  Commission 
Maricet  Transactions  Advisory 
Committee  will  meet  on  February  10. 
1993,  in  room  1C30  at  the  Commission's 
main  offices,  450  Fifth  Street  NW., 
Washington,  DC.  beginning  at  10  a.m. 
The  meeting  will  be  open  to  the  public 

FOR  FURTHER  MFORMA-nON  CONTACT^. 
Jack  Drogin,  Division  of  Market 
Regulation  at  (202)  504-2542,  or  Ari 
Burstein,  Division  of  Market  Regulation 
at  (202)  504-2933;  Securities  and 
Exchange  Commission,  450  Fifth  Street 
NW.,  Washington,  DC  20549. 
SUPPLEMENTARY  MFORMATKM:  In 
accordance  with  section  10(a)  of  the 
Federal  Advisory  Committee  Act,  5 
U.S.C  app  10a.  the  Securities  and 
Exchange  Commission  Market 
Transactions  Advisory  Committee 
("Committee")  hereby  gives  notice  that 
it  will  meet  on  February  10. 1993,  in 
room  1030  at  the  Commission's  main 
offices,  450  Fifth  Street  NW.. 
Washington,  DC.  beginning  at  10  a.m. 
The  meetii^  will  be  open  to  the  public. 


The  Committee  was  formed  under    \ 
section  17A({)  of  the  Securities 
Exchange  Act  of  1934.  The  Committee's 
responsibilities  include  assisting  the 
Commissicm  in  identifying  State  and 
Federal  laws  that  may  impede  the  safe 
and  efficient  clearance  and  settlement  of 
securities  transactions  and  in  advising 
the  Commission  on  the  use  of  the 
Commission's  authority  under  the 
Market  Reform  Act  of  1990  to  adopt 
uniform  federal  rules  regarding  the 
transfer  and  pledge  of  securities. 

The  purpose  of  the  meeting  will  be  to 
discuss  the  progress  of  the  Committee's 
subgroups  and  to  plan  the  continued 
progression  of  the  Committee's  worii.  In 
addition,  the  Committee  will  discuM  the 
stetus  of  the  pro)ect  to  revise  Article  8 
of  the  Uniform  Commercial  Code 
undertaken  by  the  National  Conference 
of  Commissioners  on  Uniform  Stete 
Laws. 

Dated:  January  8. 1993. 
loaatfaaa  G.  Kats. 

Advisory  Committee  Management  Officer. 
IFR  Doc.  93-987  Filed  1-14-93;  8:45  am] 
aajUNQ  coot  Mie-ei-n 


[miiaaa  No.  34-31710;  nie  Na  SA-Amex- 
91-31] 

SaH-Ragulatory  Organizations;  NoHca 
ol  niing  of  Pfoposad  Ruia  Changa  by 
tlia  Amarfcan  Stock  Exchanga,  Inc^ 
Ralating  to  tha  Addition  of  0|>tiona 
Sariaa  at  2V^  Point  Strika  Prica 
Intarvato  for  tlM  Major  Maritat  Indax 
Options 

January  8. 1993. 

Pursuant  to  section  ig(b)(l)  of  the 
Securities  Exchange  Act  of  1934 
("Act").  15  U.S.C  78s(b)(l).  noUce  is 
hereby  given  that  on  November  27. 
1991.  the  American  Stock  Exchange. 
Inc.  ("Amex"  or  "Exchange")  filed  with 
the  Securities  and  Exchange 
Commission  ("SEC"  or  "Commission") 
the  proposed  rule  change  as  described 
in  Items  I.  II  and  m  below,  which  Items 
have  been  prepared  by  the  self-  . 
regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  fiom  interested  persons. 

L  Self-Regulatory  Organization's 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Amex  proposes  to  alter  its  strike 
price  policy  in  order  to  introduce  near^ 
the-money  options  series  on  the  Major 
Market  Index  ("XMI"  or  "Index")  at  2*/.- 
point  strike  (exercise)  price  intervals.* 


>  On  Decembar  S.  1992.  the  Amex  anMnded  iU 
filing  to  Include  •  amnorandum  from  QiarlM  H. 
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The  text  of  the  proposal  is  available  at 
the  Office  of  the  Secretaiy,  Amex  and  at 
the  Commission. 

n.  Self-Regulatory  Organization's 
Statement  of  the  Purpooa  of,  and 
Sututory  Basis  for,  the  Pn^osed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  conconing  the  purpose  of 
and  basis  for  the  proposeo  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
sections  (A).  (B),  and  (C)  below,  of  the 
most  significant  aspects  of  such 
statements. 

(A)  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of.  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  1983,  when  the  Exchange  began 
trading  index  options,  options  series 
were  introduced  in  5-point  strike  price 
intervals  for  index  values  up  to  200  and 
10- point  increments  for  index  values 
above  200.  Subsequently,  the  Exchange 
obtained  Commission  approval  to  list 
index  options  with  5-point  strike  price 
intervals  when  the  value  of  the  relevant 
index  is  above  200.*  The  Amex 
continues  to  follow  this  policy  for  all  of 
the  Exchange's  index  options  with 
expirations  up  to  one  year;  for  longer- 
term  index  options,  the  Exchange  may 
have  strike  price  intervals  as  wide  as  25 
or  50  points. 

The  Amex  now  proposes  to  amend  its 
strike  price  policy  to  allow  the 
Exchange  to  list  near-the-money  options 
on  the  XMI  at  2Vi-point  strike  price 
intervals.  The  Amex  has  found  that  the 
current  policy  of  5-point  strike  intervals 
frequently  results  in  in-the-money 
options  that  are  often  "too  costly"  and 
out-of-the  money  options  that  yield  too 
little  premium  to  attract  uncovered  or 
covered  writers.  The  Amex  believes  that 
the  proposal  to  narrow  strike  price 
intervals  by  increasing  the  number  of 
available  near-the-money  strike  prices 
will  enable  customers  to  more  finely 


lOMndadiU 
D  Cliarlw  H. 


Faurot,  Amex,  to  Howard  Baker.  Amex,  dated 
December  2, 1992,  Mrhkh  diaciusea  the  ability  of 
the  Options  Price  Reporting  Authority  ("OPRA") 
and  market  information  vendors  to  accommodate 
the  additional  strike  prices  provided  for  under  the 
proposal  ("OPRA  Capacity  Statement").  See  letter 
from  Ellen  Kander,  Special  Counsel,  Derivative 
Securities,  Amex,  to  Thomas  Gira,  Branch  Chief, 
Options  Regulation.  Division  of  Maikal  Regulation, 
Commission,  dated  December  8, 1992. 

2  See  Saconties  ExdiaBge  Act  Release  No.  21644 
(January  9, 1985).  90  FR  2360  (order  approving  File 
No.  SR-Amex-84-31). 


tailor  their  options  positions  to  achieve 
their  intendml  investment  objectives.  In 
addition,  the  Amex  believes  that 
providing  customers  with  greater 
opportimities  and  flexibility  will  further 
enhance  the  depth  and  liquidity  of  the 
Amex's  index  options  maricets. 

The  Amex  also  believes,  in 
connection  with  the  recent  reduction  of 
the  XMI  to  one-half  its  previous  value,' 
that  the  addition  of  2V^point  strike 
intervals  for  near-the-money  options 
would  satisfy  requests  by  investors  to 
maintain  the  pre-split  "Index-to-strike 
price  ratio"  (e.g.,  from  a  640  Index  value 
with  5-point  strike  price  intervals  to  a 
320  Index  value  with  2V^-point  strike 
price  intervals). 

The  Amex  believes  that  the  proposed 
new  strike  price  policy  will  not  result  in 
a  prohferation  of  strike  prices  since  the 
2V^-point  intervals  will  only  be  added  to 
surroimd  the  XMI's  current  Index  value. 
In  addition,  the  Amex  represents  that 
listing  near-the-money  ^QAl  options 
series  at  2*/i-point  price  intervals  will 
not  adversely  impact  the  capacity  of 
OPRA  or  market  information  vendors.  In 
this  regard,  the  Amex  notes  that  the 
OPRA  system  was  upgraded  in  early 
November  1992  to  accommodate  up  to 
300  messages  per  second  ("MPS").  The 
Exchange  believes  that  this  capacity  is 
more  than  sufficient  to  accommodate 
the  requirements  of  all  OPRA 
participants,  including  the  proposed  2V^ 
point  strike  prices  for  the  ^QM,  since  the 
recent  peaks  in  message  traffic  for  all 
OPRA  participants  combined  have  been 
in  the  range  of  100-125  MPS.  In 
addition,  the  Amex  believes  that  the 
additional  options  series  necessitated  by 
the  proposed  2^/^  point  strike  prices  for 
the  XMI  will  have  no  impact  on  the 
ability  of  vendors  to  receive  and  process 
data.  Specifically,  the  Exchange  notes 
that  the  additional  XMI  strikes,  which 
will  equal  25,  at  most,  would  resuh  in 
a  0.05%  increase  in  a  vendor's  OPRA 
database.^ 

The  Amex  believes  that  the  proposal 
is  consistent  with  the  Act,  in  general, 
and  with  section  6(b)(5),  in  particular, 
because  it  is  designed  to  promote  just 
and  equitable  principles  of  trade  and  to 
protect  the  investing  public.  The  Amex 
believes  that  the  proposed  rule  change 
will  increase  the  flexibility  accorded 
market  participants  which  will,  in  turn, 
enhance  the  depth  and  liquitiity  of  the 
Exchange's  index  options  markets. 


>  See  Securities  Exchange  Act  Release  No.  29798 
(October  8, 1991),  56  FR  51976  (order  approving 
File  No.  SR-Amex-91-18). 

«  See  OPRA  Capacity  Statement,  $upta  note  1. 


(B)  Sdf-RegulaioTy  Organization's 
Statement  on  Burden  on  Competition 

The  Amex  believes  that  the  proposed 
rule  change  will  not  impose  a  burden  on 
competition. 

(C)  Self-Regulatory  Organization 's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members.  Participants  or  Others 

No  written  comments  were  either 
solicited  or  received. 

m.  Date  of  EfEsetiveneaa  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Actimi 

Within  35  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  vtrithin  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reason  for  so  finding  or  (ii) 
as  to  which  the  self-regulatory 
organization  consents,  the  Ccnnmission 
will: 

(a)  By  order  approve  such  proposed 
rule  change,  or 

(b)  Institute  proceedings  to  determine 
whether  the  proposed  rule  dbange 
should  be  disapproved. 

IV.  Solicitation  of  Conunents 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
argimients  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  NW., 
Washington,  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  Mrith  the 
provisions  of  5  U.S.C  552.  will  be 
available  for  inspection  and  copying  at 
the  Commission's  Public  Reference 
Section,  450  Fifth  Street,  NW.. 
Washington,  DC  Copies  of  such  filing 
will  also  be  available  for  inspection  and 
copying  at  the  princi{>al  office  of  the 
above-mentioned  self-regulatory 
organization.  All  submissions  siiould 
refer  to  the  file  number  in  the  caption 
above  and  should  be  submitted  by 
February  5, 1993. 
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IFR  Doc.  93-1056  FUad  1-14-03;  •AS  anl 


PrMtogtt  and  Of  Opportunity  tor 
HMring;  Bocton  Stock  Exchano*. 


|anu«yS.lM3. 

The  abovs  named  natiooal  securidM 
exchange  has  filed  applications  with  the 
Securities  and  Bxchangs  Commissicai 
("CooMniMkHi")  punuant  to  sectioQ 
12(Q(lXB)  of  the  Securities  Exchange 
Act  of  t«M  and  Rule  12f-l  thereunder 
for  unlisted  trading  privileges  in  the 
following  aecuritiea: 


AutoMBli  i  Sacurity  Hotdiagt  Pk 
Amaricaa  Dopoatey  notift.  No  Par  Vahia 
(File  Na  7-9929) 
Brillianca  China  Auto  Holding*.  Ltd 
Commoa  Stock.  $.01  Par  Value  (File  No.  7- 
9930) 
CMAC  Invaatmont  Corp. 
Coaanon  Stock.  $.001  Par  Value  (File  Na 
7-0931) 
MC  Shippiag.  Inc 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
0932) 
Morgan  Stanley  Group 
Depoaitofy  SiMrae.  No  Par  Value  (File  N& 
7-0033) 
NatkxialiUOotp. 
CooMMa  Sloik  No  Par  Value  (File  No.  7- 
0034) 

Commoa  Stock.  $.005  Par  Value  (File  Na 
7-903S) 
Pil^im  Prime  Rate  Trust 
.Share*  Beneficial  Intereat.  No  Par  Vahie 

(File  Na  7-0936) 
Ply-Gem  tadustrie*.  Inc. 
Commoa  Stock.  $.25  Par  VahM  (FUe  Na  7- 
9037) 
ViratBk.Inc 
Commoa  Stock.  $.10  Par  Value  (File  Na  7- 
903«) 
i\mericredtt  Corp. 
GaasoMa  Stock.  No  Par  Value  (File  Na  7- 
0039) 
Ameron.  Inc. 
Coounoa  Stock.  $2.50  Par  Value  (FUe  Na 
7-0040) 
Beta  LaboiatDcias.  lac. 
Commoa  Stock.  $.10  Par  Value  (Tile  Na  7- 
0041) 
First  Gotoay  Corp. 
Caannaa  Stock.  No  Par  Value  (File  Na  7- 
0042) 
Ganaial  Motor* 
DeposMonr  Shaiea  TERCS".  No  Par  Vahia. 
(nnl/4  di Pfd D) (File Na  7-0043) 
Majrbemne,  inc. 
Connaa  Sleek.  $.01  Par  VahM  (FUe  Na  7- 
0044) 
Rerco  (IXS.).  Inc 


I  Stock.  $1.00  Par  Vrioe  (File  Na 
7-094S) 
Value  Health,  lac. 
Coounon  Stock.  No  Par  Value  (Pile  Na  7- 

0046) 

Theee  securities  are  listed  and 
registered  on  ana  or  mora  other  natiooal 
securities  exchange  and  are  reported  in 
the  consolidated  transaction  rep<»ting 
system. 

Interested  persons  are  invited  to 
submit  on  ot  befora  February  1 ,  1993. 
written  data,  views  and  arguments 
concerning  ^e  rfxive-refsrenoed 
application.  Persons  desiring  to  make 
written  comments  should  file  three 
copiee  thereof  with  the  Secretary  of  the 
Securities  and  Exdiange  Commissioa. 
450  5th  Street.  NW..  Washington.  DC 
2054a  Polknidng  this  opportunity  for 
heerii^  the  Comaaisrion  will  approve 
the  applioAion  if  it  finds,  based  upon 
all  the  information  avaiU^  to  it,  that 
the  extensions  of  unlisted  trading 
privileges  pursuant  to  such  applications 
are  consistent  with  the  maintenance  of 
fair  and  orderly  markets  and  the 
protection  of  investors. 

For  dM  Commiaston.  by  the  Diviskm  of 
Market  RagMlatioa.  pursuant  to  delegated 
authority. 

CKala. 


(FR  Doc  «»-0«4  Filed  1-14-93;  $.-45  aa>| 
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lanuary  8. 1003. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exdiange  Act  of  1934 
("Actl.  IS  U.S.C  78s(b)(l).  noUce  is 
hare4>y  given  that  on  November  24. 
1992.  the  Chicago  Board  Options 
Exchange.  Inc.  ("CBOE"  or 
"Exchange")  filed  with  the  Securities 
and  ''^"•*»«"0«  Commission  ("SEC"  or 
"Commission")  the  propoeed  rule 
chaise  aa  deecribad  in  Hems  L  n  and  m 
below,  which  hems  have  been  prepared 
by  the  self^egulatory  organisation.  The 
Commisrioo  is  publishing  this  notice  to 
solicit  comments  oo  the  propoeed  rule 
changa  from  interested  persons. 

L  Self-Kegalatory  Orgaaiaatioa's 

t  ofthe  TanM  of  SubetMoa  af 


Tlie  CBOE  proposes  to  amend 
Interpietatioa  .01  to  Exdiange  Rule 


24.9.  'Tetms  of  Index  Option 
Coatracts."  to  ootttff  the  strike  nrioe 
interval  of  $2.50  for  reduced-value, 
long-term  index  options  ( "LEAPS")  and 
Russell  2000  Index  ("RusseU  2000") 
options  series  with  a  strike  price  below 
200.^  In  addition,  the  CBOE  proposes  to 
amend  Interpretation  .03  to  Exchange 
Rule  24.9  to  delete  inappropriate 
references  to  the  tidnr  symbob  for 
various  cu>ped-i^e  index  option 
contracts  rCAPS").  indudii^  Standard 
k  Poor's  C'SfcP")  100  Stodc  todex  TSftP 
100")  CAPS.  SftP  500  Stock  bdex  ("SftP 
500")  CAPS,  and  Russell  2000  CAPS, 
and  to  incorporate  into  Interpretation 
.03  various  provisions  applicable  to 
RusseU  2000  CAPS  whidi  ware 
approved  previously  by  the 
Commission.* 

The  text  of  the  proposed  rule  change 
is  available  at  the  Office  of  the 
Secretary.  CBOE  and  at  the  Commission. 

IL  Self-Regalatory  OrganizatioB's 
Statement  of  the  Puipoee  of.  and 
Statutory  BaaiB  fsr,  tta  Propoeed  Rule 
Qianga 

In  its  filing  «vith  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  its 
received  on  the  proposed  rule  change. 
Tlie  text  of  thes^  statements  may  be 
examined  at  the  places  spedfied  in  Item 
IV  below.  The  self-regulatory 
organization  has  prepered  summaries, 
set  forth  in  sections  (A).  (B),  and  (Q 
below,  of  die  most  significant  aspects  of 
sudi  statements. 

(A)  Sdf-Regulatory  Organixation's 
Statement  of  the  Proposed  of.  and 
Statutory  Basis  for,  the  Proposed  Rule 
Changfi 

The  CBOE  propoeas  to  amend 
Interpretation  .01  to  Exchange  Rule 
24.9.  'Terms  of  Index  Option 
Contracts."  to  codify  the  strike  price 
interval  of  $2.50  for  reduced  value 
LEAPS  and  Russell  2000  options  series 
with  a  strike  price  below  200.  In 
addition,  the  CBOE  proposes  to  amend 
Interpretation  .03  to  Exchange  Rule  24.9 
to  derate  inappropriate  references  to  the 
ticker  symbols  for  various  capped-style 
index  option  contracts,  including  S&P 
100  CAPS,  SAP  500  CAPS,  and  Russell 
2000  CAPS,  and  to  incorporate  into 


*  In  tis  oidar  approving  Ik*  Ustiag  aad  Mdlag  of 
Rnasan  SOOe  epboM  oo  tlM  C80B,  tha  ConalMioii 
approved  Bbfts  price  inliiTri*  of  a  172  points  far 


I  LEAPS  wfasn  the  Kaiadl  3000  is 
briow  a  level  of  n04n.  See  Secnritia*  Exchaags 
Act  RalsMe  Na  313S3  (Oddbsr  30. 1993).  S7  FR 
92803  (oHar  appravtM  nis  Na  SR-C8QB-e3-0>t 
fRMSsU  ApproMi  OHarn. 
■See  Russell  Approval  Onto,  swpra  note  1. 
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Interpretation  .03  various  provisions 
applicable  to  Russell  2000  CAPS  and 
S&P  100  and  S&P  500  CAPS  which  were 
approved  previously  by  the 
Commission.^ 

Specifically,  the  amendments  to 
Interpretation  .03  provide  that:  (i)  The 
cap  interval  for  SAP  100  and  SAP  500 
CAPS  shall  be  $30.00  and  the  cap 
interval  for  Russell  2000  CAPS  shall  be 
$20.00;  (ii)  initially,  the  Exchange  may 
Ust  one  at-the-money  call  and  put  with 
an  expiration  of  up  to  four  months  into 
the  future  for  S&P  100  CAPS  and  up  to 
one  year  in  the  future  for  S&P  500  and 
Russell  2000  CAPS,  and  the  Exchange 
may  list  additional  at-the-money  series 
every  two  months  with  expirations  up 
to  four  months  into  the  future  for  S&P 
100  CAPS  or  up  to  one  year  in  the  future 
for  S&P  500  and  Russell  2000  CAPS; 
and  (iii)  the  Exchange  may  add  series  to 
expiration  months  with  three  or  more 
months  remaining  to  expiration 
following  a  20-point  or  greater  move  in 
the  index  value  for  the  S&P  100  and  the 
S&P  500,  and  a  10-point  or  greater  move 
in  the  index  value  for  the  Russell  2000. 

The  CBOE  notes  that  the  Commission 
has  already  approved  two  tiers  of  strike 
prices  for  options  on  the  Russell  2000. 
Specifically,  the  strike  price  interval  is 
$2.50  if  the  strike  price  is  $200.00  or 
less;  in  all  other  cases,  the  strike  price 
interval  is  $5.00.*  The  CBOE  proposes 
to  amend  Interpretation  .01  to  Exchange 
Rule  24.9  to  formally  incorporate  this 
requirement  into  the  Exchange's  rules. 
In  addition,  the  CBOE  proposes  to 
clarify  Exchange  Rule  24.9. 
Interpretation  .01,  by  specifying  that  the 
reduced  value  index  options  referred  to 
therein  are  reduced-value  LEAPS,  as 
provided  in  Exchange  Rule  24.9. 
Interpretation  .02. 

Finally,  the  CBOE  proposes  to  amend 
Exchange  Rule  24.9.  Interpretation  .03, 
to  delete  inappropriate  references  to  the 
ticker  symbols  for  various  index  option 
contracts.  Those  symbols  are  descriptive 
of  particular  index  options,  but  do  not 
describe  CAPS,  for  which  separate 
ticker  symbols  exist.  The  CBOE  notes 
that  no  substantive  change  is  made  by 
the  amendments. 

The  CBOE  believes  that  the  proposal 
is  consistent  with  section  6(b)  of  the 
Act,  in  general,  and  furthers  the 
objectives  of  section  6(b)(5),  in 
particular,  in  that  it  is  designed  to 
clarify  the  application  of  the  rules  of  the 
Exchange,  thereby  promoting  just  and 
equitable  principles  of  trade  and 


*  S«e  Rustall  Apptoval  Onkr,  supra  not?  1,  and 
SacuiitiM  Exchange  Act  RalatM  No.  2Wes  (October 
28.  IWI).  56  FR  S62S9  (order  approviBg  File  Na 
SR-CBOE-ei-24). 

•  SoeJtf. 


protecting  investors  and  the  public 
interest. 

(B)  Self-Regulatory  Orgqnization's 
Statement  on  Bunien  on  (Competition 

The  CBOE  does  not  believe  that  the 
proposed  rule  change  will  impose  any 
burden  on  competition. 

(C)  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members.  Participants  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

m.  Date  of  Effisctiveness  of  the 
Proposed  Rule  Ouuige  and  Timing  for 
OHniniMian  Acdon 

The  foregoing  rule  change  constitutes 
a  stated  poUcy,  practice  or 
interpretation  with  respect  to  the 
administration  of  an  existing  CBOE  rule. 
Accordingly,  the  proposal  has  become 
efi^Bctive  pursviant  to  section  19(b)(3)(A) 
of  the  Act  and  subparagraph  (e)  of  Rule 
19b-4  thereunder.  At  any  time  within 
60  days  of  the  filing  of  such  proposed 
rule  change,  the  Commission  may 
summarily  abrogate  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary.  Securities  and  Exchange 
Commission.  450  Fifth  Street.  NW.. 
Washington.  DC  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
diange  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
pubUc  in  accordance  with  the 
provisions  of  5  U.S.Q  552,  will  be 
avail^le  for  inspection  and  copying  at 
the  Commission's  PubUc  Reference 
Section,  450  Fifth  Street,  NW., 
Washington,  DQ  Copies  of  stich  filing 
will  also  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
above-mentioned  self-regulatory 
organization.  All  submissions  shotild 
refer  to  the  file  nxmiber  in  the  caption 
above  and  diould  be  submitted  by 
February  8. 1993. 


For  the  Cammissioa.  by  the  Diviskm  of 
Market  Regulation,  pursuant  to  delegated 
authority.* 

MwgHifl  H.  McFarUnd. 
Deputy  Seaetaiy. 

[PR  Doc.  93-1057  FUed  1-14-93;  8:45  tm] 
■UMO  OOM  Mie-at-H 


Self-Regulatory  Organlzatlone; 
Appllcatione  for  Unlleted  Trading 
Privllegee  artd  of  Opportunity  for 
Hearing:  andnnaU  Stock  Exchange, 
Incorporated 

January  11, 1993. 

The  above  named  national  securities 
exchange  has  filed  applications  with  the 
Securities  and  Exchange  Commission 
("Commission")  pursuant  to  section 
12(f)(1)(B)  of  the  Securities  Exchange 
Act  of  1934  and  rule  12f-l  thereunder 
for  imlisted  trading  privileges  in  the 
following  securities: 

Ohio  Bdiaon  Ca 
7.36%  Pfd..  $100.00  Par  Value  (FUe  Na  7- 
9947) 
Ohio  Edison  Co. 
8.20%  Pfd.,  $100.00  Par  Value  (FUe  Na  7- 
9948) 
Ohio  Edison  Co. 

8.64%  Pfd..  No  Par  Vahie  (FUe  Na  7-9949) 
Ohio  Edison  Ca 
9.12%  Pfd..  $100.00  Par  Vahie  (File  Na  7- 
9950) 
Ohio  Power  Ca 
8.40%  Cum.  Pfd.,  $100.00  Par  Value  (File 
No.  7-9951) 
Ohio  Power  Ca 
7.60%  Cum.  Pfd.  B,  $100.00  Par  Value  (Hie 
No.  7-9952) 
Ohio  Power  Ca 
7.76%  Cum.  Pfd..  $100.00  Par  Value  (File 
No.  7-9953) 
Ohio  Power  Ca 
8.48%  Cum.  Pfd..  $100.00  Par  Value  (File 
No.  7-9954) 
Ohio  Power  Ca 
$2.27%  Cum.  Pfd.,  $25.00  Par  Value  (Hie 
No.  7-9955) 
Ohio  Power  Co. 
7.60%  Cum.  Pfd.  C  $100.00  Par  Vahie  (File 
No.  7-9956) 
Oklahoma  Gas  ft  Electric  Ca 
4%  Cum.  Pfd.,  $2a00  Par  Value  (File  No. 
7-9957) 
Oppenheimer  Capital,  LJ>. 
GcHnmon  Stock,  No  Par  Value  (File  Na  7- 
9958) 
Orion  Capital  Corp. 
2.125%  Conv.  Exch.  Pfd.,  $100.00  Par 
Value  (File  No.  7-9959) 
Orion  Capital  Corp. 
Adj.  Rte.  Pfd.,  $1.00  Par  Value  (File  No.  7- 
9960J 
Orin  Capital  Corp. 
$1.90  Conv.  Exch.,  $1.00  Par  Value  (File 
No.  7-9961) 
Pennsylvania  Power  ft  Light  Co. 
4.40%  Cum.  Pfd.  A,  No  Par  Value  (File  Na 
7-9962) 
Pennsylvania  Power  ft  Light  Co. 
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4.S0«  Ohb.  ph.  B.  No  P«  Vdue  (FUe  No. 
7-«W3) 
Pennsylvania  Powar  k  Li^  Ca 
$8.60  Pfd.  Ser.  G.  SlOaOO  Par  Valua  (Ptta 
No.  7-9964) 
Poansjrlvania  Powor  a  Ligltf  Co. 
$8.40  Cum.  Pfd.  Sar.  H,  No  Par  Valua  (FUa 
No.  7-9965) 
Pennsylvania  Powrar  a  Light  Co. 
S8.00  Pfd.  Sor.  J.  No  Par  Valua  (FUa  No.  7- 
9966) 
Petrolaum  a  Kasouicaa  Corp. 
$1,575  Omv.  P6L.  No  P»  Valoa  (Hla  Na 
7^M67) 
Philadelphia  Electric  Ca 
7%  Pfd.  E.  $10000  Par  Valua  (FUa  No.  7- 
9968) 
Philadetphia  Electric  Co. 
3.80%  PM.  Com.  A.  S100.00  Par  Vahw 
(FUe  Na  7-0969) 
Philadel|iUa  Blecirk  Ca 
4.40%  PU.  Gum.  C  S100.00  Par  VahM  (Fila 
Na  7-0970) 
Philadelphia  Blactric  Ca 
4.30%  Pfd.  Cum  B.  $10000  Par  Valua  (FUa 
Na  7-9971) 
Philadelphia  Electric  Co. 
4.68%  Pfd.  D.  S100.00  Par  Vahie  (FUe  No. 
7-9972) 
Philadelphia  Electric  Co. 
7  7S%  Pfd.  Cum.  I.  $100.00  Par  Vahie  (FUa 
No.  7-9973) 
Philadelphia  Electric  Co. 
7.80%  Pfd.  Cum.  J.  $100.00  Par  Value  (Hie 
No.  7-9974) 
Philadelphia  Electric  Ca 
7.85%  Pfd.  R,  $100.00  Par  Valua  (FUa  Na 
7-9975) 
Phi  ladelphia  Electric  Co. 
8.75%  Pfd.  G.  SIOO.OO  Par  Valua  (FUa  Na 
7-9976) 
Philadelphia  Electric  Ca 
9.50%  Pfd.  Cum.  K,  $100.00  Par  Valua 
(FUa  Na  7-9977) 
Philadelphia  Electric  Co. 
9.52%  Pfd.  Cum.  L.  $100.00  Par  Valua  (FUa 
Na  7-9978) 
Philadelphia  Electric  Co. 
9.50%  Pfd.  1986  Ser.  K.  $100.00  Par  Value 
(FUe  Na  7-9979) 
Pioneer  Financial  Services,  Inc 
Common  Stock,  $1.00  Par  Valua  (FUe  No. 
7-9980) 
Pioneer  Financial  Services,  Inc. 
$2,125  Cum.  Conv.  Exch.  Pfd..  No  Par 
Value  (File  No.  7-9981) 
PNC  Financial  Corp. 
$1.60  Cum.  Conv.  Pfd.  Ser.  C,  $1.00  Par 
Value  (FUe  No.  7-9982) 
PNC  Financial  Corp. 
$1.80  Cum.  Conv.  Pfd.  Ser.  D,  $1.00  Par 
Value  (File  Na  7-9983) 
PNC  Financial  Corp.  • 

$2.60  Non-Vot.  Pfd.  Sar.  E,  $1.00  Par  Value 
(File  No.  7-9984) 
Polygram  N.V. 
Commoo  Stock.  NGL  0-50  Par  Value  (FUe 
No.  7-9985) 
Potomac  Electric  Co. 
$2.44  Conv.  Ser.  of  1966  Ser.  Pfd..  $50.00 
Par  Value  (FHe  Na  7-9986] 
Potomac  Electric  Co. 
$3.37  Conv.  Ser.  of  1987  Ser.  Pfd..  $50.00 
Par  Value  (FUe  Na  7-9987) 
Pride  Companies  L.P. 


Conv.  Pfd.  Unite,  No  Par  Value  (FUa  Na  7- 
9988) 
Proler  International  Corp. 
Comaoa  Stock,  $1.00  Par  VahM  (FUa  Na 
7-9989) 
Promus  Companies.  Inc. 
Common  Stodi:.  $1.50  Par  Vahie  (FUa  Na 
7-9990) 
Prudential  Realty  Trust 
Income  Shane,  $.01  Par  Value  (FUa  Na  7- 
9991) 
PSI  Energy  Inc. 
4.16%  Cum.  Pfd.  B.  $25.00  Par  Valua  (File 
No.  7-9992) 
PSI  Energy  Inc. 
4.32%  Cum.  Pfd.  C,  $25.00  Par  Vahie  (FUe 
No.  7-9993) 
PSI  Energy  Inc. 
7.15%  Cum.  Pfd.  D,  $10000  Par  Valua 
(File  No.  7-9994) 
PSI  Energy  Inc. 
8.52%  Cum.  Pfd..  $100.00  Par  Value  (File 
No.  7-9995) 
PSI  Energy  Inc. 
8.38%  Cum.  Pfd.  G.  $100.00  Par  Value 
(FUa  No.  7-9996) 
PSI  Energy  Inc. 
8.96%  Cum.  Pfd.,  $1Q0.00  Par  Vahie  (FUe 
Na  7-9997) 
Public  Service  Company  of  Colorado 
7.15%  Cum.  Pfd..  $100.00  Par  Valu?  (FUe 
Na  7-9998) 
Public  Service  Electric  &  Gas  Co. 
4.08%  Cum.  Pfd.  A,  $100.00  Par  Value 
(File  Na  7-9999) 
Public  Service  Electric  a  Gas  Co. 
4.30%  Cum.  PH  C  $10000  Pv  Vahie  (Hie 
No.  7-1000) 
Public  Service  Electric  k  Gas  Ca 
4.18%  Cum  Pfd.,  $100.00  Par  Value  (FUe 
Na  7-1001) 
Public  Service  Electric  a  Gas  Co. 
5.05%  Cum.  Pfd.  D.  $100.00  Par  Value 
(File  No.  7-1002) 

These  securities  are  listed  and 
registered  on  one  or  more  other  national 
securities  exchange  and  are  reported  in 
the  consolidated  transaction  reporting 
system. 

Interested  persons  are  invited  to 
submit  on  or  before  February  3, 1993. 
written  data,  views  and  argiunents 
concerning  the  above-referenced 
applications.  Persons  desiring  to  make 
«vritten  comments  should  file  three 
copies  thereof  with  the  Secretary  of  the 
Securities  and  Exchange  Commission. 
450  Fifth  Street,  NW.,  Washington.  DC 
20S49.  Following  this  opportunity  for 
hearing,  the  O>mmission  will  approve 
the  applications  if  it  finds,  based  upon 
all  \he  information  available  to  it,  that 
the  extensions  of  unlisted  trading 
privileges  pursuant  to  such  appIkatioDS 
are  consistent  with  the  maintmaoce  of 
fair  and  orderly  markets  and  the 
protection  of  investors. 


For  the  Commission,  by  the  Division  of 
Market  Xagalatiaa,  pursiiaat  to  delegated 
authority. 
loaaihaa  G.  Kats. 
Secietaiy. 

[FR  Dot  93-1013  Filed  1-14-93;  8:45  ami 
aajJMi  eooe  aaia-ai-ai 

SotHtogulalory  Organiatfom; 
AppHcaHoiM  for  Unlistod  Trading 
PrlvHogaa  and  or  Opportunity  for 
Hearing;  MMivaat  Stock  Exchange,  Inc. 

January  8. 1993. 

The  above  named  national  securities 
exchange  has  filed  applications  with  the 
Securities  and  Exchange  Commission 
("Commission")  pursuant  to  section 
12(Q(1)(B)  of  the  Securities  Exchange 
Act  of  1934  and  Rule  12f-l  thereunder 
for  unlisted  trading  privileges  in  the 
following  securities: 

CompUSA.  Inc 
Commoo  Stock.  No  Par  Value  (File  Na  7- 
9902) 
Blackrock  1099  Term  Trust.  Inc. 
Common  Stock.  $.01  Par  Vahie  (FUe  Na  7- 
9903) 
Capital  American  Financial  Corporation 
Common  Stock.  N  Par  Value  (File  No.  7- 
9904) 
Hayes  Wheels  Int'l.  Inc. 
Ck>mmon  Stock.  $.01  Par  Vahie  (FUe  No.  7- 
9905) 
Nuveen  Insured  New  York  Premium  Income 
Municipal  Fund.  Inc. 
Common  Stock.  $.01  Par  Value  (FUe  Na  7- 
99061 
Nuveen  Insured  Premium  Income  Municipal 
Fund.  Inc. 
Common  Stock.  $.01  Par  Value  (File  Na  7- 
9907) 
Nuveen  Michigui  Premium  Income 
Municipal  Fund.  Inc. 
Common  Stock.  $.01  Par  Value  (File  Na  7- 
9908) 
Nuveen  New  Jersey  Premium  Income 
Municipal  Fund.  Inc. 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9909) 
Nuveen  Pennsylvania  Premium  Income 
Municipal  Fimd.  Inc 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9910) 
Brandon  Systems  Corporation 
Common  Stock,  $.10  Par  Value  (File  No.  7- 
9911) 
Carmike  Cinemas.  Inc 
Qass  A  Common  Stock.  $.03  Par  Value 
(File  No.  7-9912) 
Hadson  Energy  Resources  Carp. 
Common  Stock.  $.10  Par  Value  (File  No.  7- 
9913) 
Income  Opportunities  Fund  2000.  Inc 
Common  Stock,  $.10  Par  Value  (File  No.  7- 
9914) 
MunlYield  New  York  Insured  Fund,  UI,  Inc 
Dunmon  Stock.  $.10  Par  Value  (File  Na  7- 
9915) 
Student  Loan  Corp. 
Common  Stock.  $.01  Par  Value  (FUe  Na  7- 
9916) 
2002  Target  Term  Trust,  Inc 
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Caimnon  Stodc.  f.Om  Par  Vriim  (PUe  No. 
7-M17) 
Acceptano*  Innmno*  Companies,  Ina 
Common  Stock.  $.40  Par  Vahia  (Pile  Na  7- 
991t) 
General  Moton  Gofpocatkm 
Series  G  9.12%  Depoaitary  Shares  (eadi 
wpwiaantin§%aharBS  of  Series  G  9.11% 
Prateied  Stack).  No  Par  Value  (Pile  Na 
7-«919) 
McDonalds's  Corporation 
Depositary  Sbaras   (each    representing 
\/2ja00  share  of  7.72%  Cumulative 
Preferred  Stock,  Series  B)  (Pile  Na  7- 
9020) 
Thenno  Vohek  Corp. 
Common  Stock.  $.05  Par  Vahie  (File  No.  7- 
9921) 
Worldtex,  In& 
Common  Stock.  $.01  Par  Vahie  (Pile  No.  7- 
9922) 

These  securities  are  listed  and 
registered  on  one  or  more  other  national 
securities  exchange  and  are  reported  in 
the  consolidated  transaction  reporting 
system. 

hiterested  persons  are  invited  to 
submit  on  or  b^ore  February  1. 1993. 
written  data,  views  and  arguments 
concerning  the  above-referenced 
application.  Posons  desiring  to  mak* 
written  comments  should  file  three 
copies  thereof  with  the  Secretary  of  Am 
Securities  and  Exchange  Commission. 
450  Fifth  Street.  NW..  Washington.  DC 
20549.  Following  this  opportimity  for 
hearing,  the  Commission  will  approve 
the  application  if  it  finds,  based  upon 
all  the  information  available  to  it.  that 
the  extensions  of  unlisted  trading 
privileges  pursuant  to  sudi  application 
is  consistent  with  the  maintenance  of 
fair  and  orderly  maricets  and  the 
protection  of  investors. 

For  the  Commission,  by  the  Division  of 
Marlcet  Regulation,  pursuant  to  delegated 
authority. 
joDAlhan  G.  Kats. 
Secretoiy. 
(FR  Doc.  93-966  Piled  1-14-93: 8:45  ami 


[RelMwe  Na  I4-9170S;  FNe  No.  Sfl-NA8I>- 
92-0] 

SeM'Rogulalory  OrgantzatkMw; 
NatlwMl  AModaUon  of  SmutMm 
Dealtrs,  Inc.;  Ordar  Approving 
Propoaad  Rulo  Chango  flaiallng  to 
Offeringa  of  SacurRiaa  by  an  laauar 
That  MajorttyOwna  a  llombar 

(anuary  8, 1993. 

On  October  28, 1992,  the  National 
Association  of  Securities  Dealers.  Inc. 
("NASD"  or  "Association")  fitod  with 
the  Securities  and  Rxrhangs 
Commission  ("SEC"  or  "Commission") 
a  proposed  nile  changt  pursuant  to 
section  ig(b)(l)  of  the  Securities 


Exchanse  Act  of  1934  f 'Act")  *  and  Rule 
l^b-A  mereundar.'  Hm  proposal 
amends  Section  13  of  Scaaaula  E  to  die 
NASD  By-Laws  ("Section  13")  >  to 
provide  an  examptiao  from  the  NASD's 
Free-Riding  and  Withholding 
Interpretation  ("Free-Riding 
Interpretation")*  for  securities  of  an 
issuer  that  majority-owns,  but  does  not 
wholly  own,  the  member. 

Notice  of  the  proposed  rule  diange. 
togefter  with  its  terms  of  substance,  was 
provided  by  tba  issuance  of  a 
Commission  release  (Securities 
Exchange  Act  Release  No.  31521. 
November  25, 1992)  and  by  publication 
in  the  Federal  Regbtar  (57  FR  57521, 
December  4, 1992).  No  comments  were 
received  on  the  proposal.  This  order 
approves  the  proposed  rule  change. 

The  rule  change  approved  herein 
amends  Sdiedule  E  to  the  NASD's  By- 
Laws  to  provide  that  a  member  may  sell 
seciirities  to  its  employees  and  odier 
associated  persons  when  the  securities 
are  issued  by  an  entity  that  owns  at  least 
51%  of  the  outstanding  voting  stock  of 
the  member.  Currently,  the  NASD's 
Free-Riding  Interpretation  prohibits 
employees  and  otner  associated  persons 
of  NASD  member  firms  partially  owned 
by  large  holding  companies  fiom 
purchasing  shares  of  their  respective 
holding  company  in  a  public  offering. 
The  NASD  believes  that  it  is  appropri^e 
and  within  the  origin  intent  of  Section 
13  to  pwmit  such  persons  to  purchase 
the  securities  ofiiared  by  their  respective 
holding  companies. 

The  Interpretation  of  the  Board  of 
Goveroor»— "Frae-Riding  and 
Withholding"  under  Article  m.  Section 
1  of  the  NASD  Rules  of  Fair  Practice 
("Free-Riding  Interpretation")  requires 
NASD  memMrs  to  make  a  bona  fide 
public  distribution  at  the  public  offering 
price  of  securities  of  a  public  offering 
that  trade  at  a  premium  in  the  secondary 
market,  whenever  such  secondary 
market  begins.  The  Free-Riding 
Interpretation  is  based  on  the  NASD's 
belief  that  failure  to  make  a  bona  fide 
public  distribution  when  there  is 
demand  for  an  issue  can  be  a  factor  in 
artificially  raising  the  price  at  which  the 
security  trades  in  the  secondary  market. 
In  particular,  failure  to  make  a  bona  fide 
distribution  wdien  the  member  may  have 
infcmnation  relating  to  the  demand  for 
the  securities  or  other  bctors  not 
generally  known  to  the  public  is 
inconsistent  with  high  standards  of 


commercial  honor  and  )ust  and 
equitable  principles  of  trade  and  leads 
to  an  impaiiniflnt  of  public  coofidaDce 
in  the  founoss  of  the  investment 
banking  and  securities  bu tineas.' 

Section  13  provides  an  exemption 
from  the  Free-Riding  Interpretation  to 
permit  an  NASD  member  to  sell  certain 
securities  in  a  puUic  offering  that  trade 
at  a  pramiiun  in  the  secondary  maricet 
to  the  member's  employees;  to  potential 
employees  of  the  member  resulting  from 
a  mei^ger,  acquisition,  or  other  buiiiiesa 
combination  of  members  that  results  in 
one  public  successor  OHpcnation:  to 
persons  associated  with  the  men^Mr; 
and  to  the  immediate  family  of  such 
employees  or  associated  persons.  This 
exemption  is  applicable  only  to 
securities  that  are  ofiiraed  in  a  public 
ofiisring  by  (1)  die  member;  (2)  a  parent 
of  a  member;  (3)  an  entity  that  wholly 
owns  a  member;  *  or  (4)  an  issuer  treated 
as  a  member  or  parent  of  a  member 
pursuant  to  Section  9  of  Schedule  E.' 
The  Free-Riding  Interpretation 
exemption  provided  by  Section  13  is 
based  on  the  NASD's  belief  that 
employees  of  memben  may  naturally 
vfish  to  have  an  ownership  interest  in     - 
their  member-employer  or  its  parent 
that  is  a  public  company,  and  that 
investment  by  employees  in  their 
employen  is  beneficial  to  the  emplo]ree- 
employer  relationship. 

On  June  2, 1992,  the  NASD  filed  with 
the  Commission  a  proposed  rule  change 
(SEC  File  No.  SR-NASD-^-22)  that 
expanded  the  availability  of  the  Free- 
Riding  exemption  provided  by  Section 
13  to  situations  where  the  issuing 
company  is  an  entity  that  wholly  owns 
a  member.*  The  NASD  had  determined 
that  it  would  be  appropriate  and  within 
the  intent  of  Section  13  and  the  Free 
Riding  Interpretation  to  allow 
employees  and  other  Section  13  persons 
associated  or  related  to  NASD  members 
to  purchase  securities  of  entities  that 
wholly  own  the  member  but  do  not 
meet  Uie  definition  of  "parent"  under 
Schedule  E.  Section  2(h)  of  Schedule  E 
defines  the  term  "parent"  as  any  entity 
affiliated  with  a  member  from  which 
member  the  entity  derives  50%  or  more 
of  its  gross  revenues  or  in  which  it 


>  IS  use  78«(bXl)(iaS8). 
2 17  cm  240.19^-*  (19t2). 

>  NASD  Swaritlss  Da^HS  MmmI.  SdMdHU  B 10 
Um  By-Uws.  S«:tiaa  13.  OCH 1  ises. 

« /d.  el  Aitlde  m.  SecHoB  1  of  (Im  KoIm  of  Pair 
Pnctic*.  CCH 1 21S1.0e. 


>  S«e  NASD  SwniritiM  Daalm  Muual.  ArticU  m. 
Section  1  of  dM  Rulw  of  Fair  Practica.  OCH 
121S1JM. 

•TU«  pnnrialoa  waa  noaeHjr  qipaovad  ie 
SecMilttaa  Ihf rhaHgi  Act  aaliaii  Ho.  31279  (Octabar 
1,  lt«2).  57  PR  44417  (Octobar  S.  1982). 

^  Saction  9  of  Schadula  E  pFOTidaa  dial  oattaia 
offwinp  that  raanlt  In  Itia  Uniar'*  aflUiatian  willi 
or  tiM  public  owiMnWp  of  Oo  NASD  maabarihan 
bo  tubjact  to  Ike  provt^oM  of  Sdwduk  S  to  dM 
MBM  axlaat  aa  if  tlia  Hanaectioa  bed  oocaned  prior 
to  dM  filieg  of  die  oClarini. 

•Saa  Sacttritioi  Excfaango  Ad  Raiaaaa  Na  31279. 
fu/mnotal. 


4726 


Federal  Rflgiatar  /  Vol.  58.  No.  10  /  Riday.  January  15.  1993  /  Notices 


employs  50%  of  mora  of  its  assets. 
Lai^.  diversified  holding  companies 
often  do  not  meet  the  definition  of 
"parent"  of  a  member  due  to  the  fact 
that  the  activities  of  the  broker-dealer 
represent  only  a  small  portion  of  their 
overall  business. 

In  the  course  of  considering  and 
preparing  the  rule  change  filed  in  SR- 
NASD-92-22,  the  NASD  also 
considered  whether  to  exnand  Section 
13  to  permit  employees  of  a  member  to 
purchase  the  securities  of  an  issuer  that 
majority-owns,  but  does  not  wholly 
own.  the  member.  The  NASD  believes 
that  employees  of  members  naturally 
desire  to  have  an  ownership  interest  in 
their  employer-holding  company  and 
that  investments  by  employees  in  their 
employer-holding  company  is  beneficial 
to  the  employee-employer  relationship. 

The  rule  change  would  amend 
Section  13  to  expand  the  exemption 
from  the  Free-Riding  Interpretation  to 
issuances  of  securities  by  an  issuer  that 
owns  at  least  51%  of  the  outstanding 
voting  stock  of  the  member.  There  are 
two  situations  in  which  an  issuer  can 
meet  the  51%  threshold.  First,  the 
exemption  would  be  available  in 
connection  with  the  purchase  of 
securities  of  an  issuer  that  alone  directly 
owns  at  least  51%  of  the  outstanding 
voting  securities  of  the  member.  Second, 
the  exemption  woiild  be  available  in 
connection  with  the  purchase  of 
securities  of  an  issu«  that,  together  with 
the  ownership  interest  of  a  non-public 
and  wholly  owned  subsidiary,  in  the 
aggregate  owns  at  least  51%  of  the 
outstanding  voting  securities  of  the 
member.  An  issuer,  however,  may  not 
rely  on  the  exemption  to  aggregate  its 
holdings  with  its  holding  company 
where  the  subsidiary-issuer's  ownership 
interest  does  not  meet  the  51% 
threshold. 

The  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Act  and  the 
mles  and  regulations  thereunder 
applicable  to  the  NASD  and.  in 
particular,  the  requirements  of  section 
15A(b)(6)  of  the  Act."  Section  15A(b)(6) 
requires  that  the  NASD's  rules  be 
designed  to  promote  jiist  and  equitable 
principles  of  trade,  to  foster  cooperation 
and  coordination  with  persons  engaged 
in  regulating,  clearing  and  settling, 
processing  iaformation  with  respect  to. 
and  feciiitating  transactions  in 
securities,  to  remove  impediments  to 
and  perfect  the  mechanism  of  a  tree  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
Commissicm  believes  that  it  is 


appropriate  to  allow  employees  and 
other  Section  13  associated  persons  of 
NASD  members  that  are  maiority-owned 
by  large  holding  companies  to  purchase 
the  securities  ofiiered  by  such  entities 
even  though  the  holding  ctunpany  does 
not  come  within  the  Schedule  E 
definition  of  "parent"  It  is  the 
Conunission's  oelief  that  enabling  such 
persons  to  purchase  shares  of  their 
respective  holding  company  in  a  public 
offering  is  consistent  with  tne  poUcy  of 
permitting  employees  of  memben  to 
have  an  ownerehip  interest  in  their 
member-employen.  The  Commission 
beUeves  that  investment  by  employees 
in  their  employers  is  beneficial  to  the 
employee-employer  relation^p.  and 
thus,  is  in  the  interest  of  investors,  and 
in  the  public  interest.  For  this  reason, 
and  for  the  reasons  stated  above,  the 
Commission  believes  that  the  proposed 
rule  change  satisfies  the  requirements  of 
section  15A(b)(6)  of  the  Act. 

It  is  therefore  ordered,  Pursuant  to 
section  19(b)(2)  of  the  Act.  that  the 
instant  rule  change  be.'  and  hereby  is. 
approved. 

For  the  Commission,  by  the  Divisioii  of 
Market  Regulation,  pursuant  to  delegated 
authority.'" 

Margaral  H.  McFariaad. 
Deputy  Secretary. 

IFR  Doc.  03-980  Filed  1-14-93;  8:45  am] 
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SelMtogutatory  Organlations;  None* 
of  FHing  of  PropoMd  Rule  Change  by 
the  New  York  Stock  Exchango,  Inc. 
Relating  to  an  MerprataAlon  to  Rulo 
345  ("Employeaa    Regltration. 
Approval  Racorda**) 

January  8, 1993. 

Pursuant  to  section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
("Act").  15  U.S.C.  788(b)(1),  notice  is 
hereby  given  that  on  November  4, 1992. 
the  New  York  Stock  Exchange,  Inc. 
("NYSE"  or  "Exchange")  filed  with  the 
Securities  and  Exchange  Commission 
("Commission")  the  proposed  rule 
change  as  described  in  Items  I.  n  and  III 
below,  which  Items  have  been  prepared 
by  the  self-regulatory  organization.  On 
December  23, 1992.  the  NYSE  submitted 
to  the  Commission  Amendment  No.  1  to 
the  proposal.*  The  Commission  is 
publishing  this  notice  to  solicit 


comments  on  the  proposed  rule  change 
from  interested  parties. 

L  Self-Regnlatory  Organization's 
Statement  of  the  Terms  of  Substance  of 
the  Propoeed  Rale  Cluuige 

The  proposed  Rile  change  consists  of 
an  interpretation  with  respect  to  the 
meaning  and  administration  of  existing 
Exchange  Rule  345  ("Employees- 
Registration,  Approval.  Records").  Rule 
345  EMPLOYEE^-BEGISTRATION. 
APPROVAL.  RECORDS,  /04 
Compensation  to  Nonregistered  Foreign 
Persons  Acting  as  Finders. 

Memben  and  member  organizations 
may  pay  to  nonregistered  foreign 
persons  transaction-related 
compensation  based  upon  the  business 
of  customera  they  direct  to  memben  or 
member  organizations  if  the  following 
conditions  are  met: 

(a)  The  member  or  member 
organization  has  assumed  itself  that  the 
nonregistered  foreign  person  who  will 
receive  the  compensation  (the  "finder") 
is  not  i-equired  to  register  in  the  U.S.  as 
a  broker-dealer  and  has  further  assured 
itself  that  the  compensation 
arrangement  does  not  violate  applicable 
law; 

(b)  The  findere  are  foreign  nationals 
(not  U.S.  citizens)  domiciled  abroad; 

(c)  Tlie  customen  are  foreign 
nationals  (not  U.S.  citizens)  or  foreign 
entities  domiciled  abroad  transacting 
business  in  either  foreign  or  U.S. 
securities; 

(d)  Customers  receive  a  descriptive 
document,  similar  to  that  required  by 
Rule  206(4)-3(b)  of  the  Investment 
Advisere  Act  of  1940,  that  discloses 
what  compensation  is  being  paid  to 
finden;' 

(e)  Customen  provide  written 
acknowledgement  to  the  member  or 
member  organization  of  the  existence  of 
the  compensation  arrangement; 

(f)  Records  reflecting  payments  to 
findere  are  maintained  on  the  member's 
or  member  organization's  books  and 
actual  agreements  between  the  member 
or  member  organization  and  persons 
compensated  are  available  for 
inspection  by  the  Exchange;  and 

(g)  The  confirmation  of  each 
transaction  indicates  that  a  referral  or 
findere  fee  is  being  paid  pursuant  to  an 
agreement. 
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>•  17  Cnt  200.30-3<aXl2XlM2). 

>  Sm  laMar  frtn  Donald  van  WaaMl.  Managing 
Dlractor.  Ragulalory  AfUis.  NYSE,  to  Diana  Luka- 
Hopaoo.  Branch  Chief.  Exchange  Ragulabon. 
Coouniaiian,  dated  December  23. 1992.  See  infra 
note  2. 


lAmendnMnt  No.  1  to  the  propoaed  rule changa 
chuged  the  dtation  to  the  daacriptive  document  in 
Rule  34S  AM  bom  diat  required  by  lAA  Brochure 
Rule  2(M-3(a)  of  the  biTaatment  Adviaen  Act  of 
1940  to  that  requited  by  Rule  206(4)-<3(b)  of  the 
InveatBMnl  Adviaar*  Act  of  1940. 
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In  its  filing  with  the  Gmmiissiaa.  the 
self-regulalory  ocganizatiao  included 
statements  concerning  the  purpose  of 
and  basis  for  the  propoeed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-iegulatoiy  organization  has 
prepared  summaries,  set  forth  in 
sections  (A),  (B)  and  (Q  below,  of  the 
most  significant  aspects  of  such 
statements. 

A.  Self-Begulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  tne  Proposed  Rule 
Changfi 

1.  Purpose 

The  purpose  of  the  proposed  riile 
change  is  to  state  an  interpretation 
concerning  the  meaning  and 
administration  of  Exchange  Rule  345 
with  respect  to  the  pa3rment  of 
transaction'related  compensation  to 
nonregistered  foreign  persons  (or 
"finders")  who  refer  customer  business 
to  membcnrs  or  mettAter  organizatioas. 

Currently,  the  NYSE  "Interpretation 
Handbook"  contains  an  interpretation 
under  Rule  345  which  limits 
compensation  to  nonregistered  persons 
for  business  they  direct  to  membera  and 
member  organizations  other  than  on  an 
isolated  basis  and  only  to  persons  not 
routinely  engaged  in  making  such 
refsnals.  A  member  or  member 
oiganizstioo  is  prohibited  firom  paying 
to  nanregistered  persons  compmisatlon 
based  upon  the  business  of  customers 
they  direct  to  members  or  member 
organizations  if  the  compensation  is 
formulated  as  a  direct  percentage  of  the 
commissions  or  income  generated. 

The  existing  interpretation  is 
intended  to  ensure  that  persons  who 
regularly  solicit  customer  business  fw  a 
member  or  member  organization  and 
who  ate  paid  transaction-related 
compensation  are  associated  with  or 
registered  as  a  broker-dealer  and  are 
qualified  and  approved  to  perfann  the 
fimction  of  a  rm^tered  representative. 

The  proposecT interpretation  under 
Rule  345  is  limited  in  application  only 
to  compensation  arrangements  that 
involve  foreign  (i.e.,  non-U.  S.  citizens) 
finders  who  are  domiciled  abroad  and 
customers  who  are  not  U.S.  citizMis  or 
U.S.  institutions  who  are  also  dcnniciled 
abroad.  Additicmally,  as  one  of  the 
conditions  under  the  proposed 
interpretation,  customers  must  receive  a 
descriptive  document,  describing  the 


compSBsatian  anaagMnsat  and  ptovide 
a%yritt«»«daaow^Bdgwnentcrftho 
arrangement  If  all  tlM  ^Mcified 
conditions  of  the  pnq>osed 
intetMetrtioo  are  met,  mneben  and 
monoar  ofganizations  may  pay 
traasaction-ielated  compensation  to 
non-ragistered  foreign  finders  based  on 
the  business  of  non-U.S.  cuatomers  that 
the  fiiulers  refer  to  the  meaimt  or 
member  organization. 

While  the  foreign  fiiulers'  sola 
involvement  woi^  be  the  initial 
referral  to  a  member  or  member 
organization,  compensation  could  be 
made  on  an  ongoing  basis  and  tied  to 
such  variables  as  the  level  of  bushiess 
generated  or  assets  under  controL  All 
accounts  refarred  by  such  foreign 
finders  would  be  carried  on  the  books 
of  the  member  organization. 

The  proposed  interpretation  will 
allow  members  and  member 
organizations  the  opp<Ht\mity  to 
enhance  their  competitive  position  in 
foreign  countries  nvhere  new  accounts 
are  routinriy  opened  on  a  referral  basis 
with  ongoing  compensation 
arraBgements. 

2.  Statutory  Basis 

The  proposed  rule  change'is 
consistent  with  section  6(b)(5)  of  the  Act 
which  requires  that  the  rules  of  the 
Exchange  be  designed  to  prevent 
fi^udulent  and  manipulative  acts  and 
practices,  to  promote  iust  and  equitable 
principles  of  trade,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  fne  and  open  market, 
and,  in  general,  to  protect  investors  and 
the  pubuc  interest 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  Exchange  believes  that  the 
proposal  does  not  impose  any  burden 
on  competition  that  is  not  pecessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act 

C.  Self-Regulatoty  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members.  Participants  or  Others 

Comments  were  neither  sohdted  nor 
received. 

m.  Date  ofEfectiteueas  of  the 
Proposed  lole  Change  and  Timing  ior 
Commission  Action 

Within  35  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 

fmblishes  its  reasons  for  so  finding,  or 
ii)  as  to  which  the  self-regulatoty 


stion 


the  CoauDission 


organiat 
wlUi 

(A)  By  order  approve  the  propoeed 
rolediange,  or 

(B)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  SoUdtalkin  of  Comments 

Intereeted  parsons  are  invited  to 
submit  written  data,  views  and 
argimients  oonoeming  the  foregoing. 
Persons  making  written  submimions 
should  file  six  copies  thereof  with  the 
Secretary.  Securities  and  Exchange 
Commission,  450  Fifth  Street.  NW.. 
w.tthingtnn.  DC  20549.  Coplos  of  the 
submis^on.  all  si^MequAnt 
amendments,  all  written  statenents 
with  respect  to  the  propoeed  rule 
Changs  mat  are  filed  with  the 
Commission,  and  all  written 
commimications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  parson,  other  than 
.  those  that  may  be  withheld  from  tbe 
public  in  accordance  with  provisions  of 
5  U.S.C  552.  will  be  availaA>le  for 
inspection  and  copying  in  the 
Commission's  Public  Reference  Section, 
450  Fifth  Street,  NW..  Washington.  DC 
20549.  Copies  of  such  filing  will  also  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  NYSE.  All 
submissions  should  refer  to  File  No. 
SR-4>JYSE-92-33  and  should  be 
submitted  by  February  5. 1993. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursiiant  to  delegated 
authority. 

Maigarat  H.  McFarlaad. 
Deputy  Secretary. 

(PR  Doc  9;»-10S8  Filed  1-14-93;  8:45  ami 
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SaN-Ragulatory  Organizations; 
Applk^itioM  for  (MMad  Trading 
PrfvNogai  snd  olOpportonlly  for 
Hanring;  PmMc  Stock  Exchange.  Inc. 

January  ft.  1M3. 

The  ekM99  named  national  securities 
exchange  has  filed  applications  with  the 
Securities  and  Exdiange  Commission 
("CoBomission")  pursuant  to  section 
12(0(1)(B)  of  the  Securities  Exdianga 
Act  of  1934  and  Rule  12f-l  thereunder 
for  unlived  trading  privileges  in  the 
following  securities: 

Betz  Laboratories,  Inc. 
Common  Stock,  $.10  Par  Vahie  (Fiie  Na  7- 
9923) 
Qtizens  Utilities  Co. 
Claas  A  Cnmmnn  Stock.  S.2S  Par  Value 
(Tile  Na  7-0924) 
atizens  UtiUties  Ca 
das*  B  Cannnon  Stock,  S.2S  Par  Value 
CnieNa  7-9925) 
CooqiUSA,  Inc. 
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Cbaunon  Stock.  No  Pv  Value  (Pile  No.  7- 
9926) 
Mafgantten  Financial  Corp. 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9927) 
Old  Republic  International  Corp. 
Common  Stock.  Sl.OO  Par  Value  (File  No. 
7-9928) 

These  securities  are  listed  and 
registered  on  one  or  more  other  national 
securities  exchange  and  are  reported  in 
the  consolidated  transaction  reporting 
system. 

Interested  persons  are  invited  to 
submit  on  or  before  February  1, 1993, 
written  data,  views  and  arguments 
concerning  the  above-referenced 
application.  Persons  desiring  to  make 
written  comments  should  file  three 
copies  thereof  with  the  Security  of  the 
Securities  and  Exchange  Commission, 
450  5th  Street  NW.,  Washington,  DC 
20549.  Following  this  opportunity  for 
hearing,  the  Commission  will  approve 
the  application  if  it  finds,  based  upon 
all  the  information  available  to  it,  that 
the  extensions  of  unlisted  trading 
privileges  pursuant  to  such  applications 
are  consistent  with  the  maintenance  of 
fair  and  orderly  markets  and  the 
protection  of  investors. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 
Jonathan  G.  Kalx. 
Secretary. 

[FR  Doc  93-985  Filed  1-14-93;  8:45  am) 
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HIings  Undw  th«  Public  Utility  Holding 
Company  Act  of  1935  ("Act");  GPU 
Nucl—r  Corp. 

January  8. 1993 

Notice  is  hereby  given  that  the 
following  filing(s)  has/have  been  made 
with  the  Commission  pursuant  to 
provisions  of  the  Act  and  rules 
promulgated  thereunder.  All  interested 
persons  are  referred  to  the  application(s) 
and/or  declaration(s)  for  complete 
statements  of  the  proposed 
tr8nsaction(s)  summarized  below.  The 
appUcation(s)  and/or  declaration(s)  and 
any  amendments  thereto  is/are  available 
for  public  inspection  through  the 
Commission's  Office  of  Public 
Reference. 

Interested  persons  wishing  to 
comment  or  request  a  hearing  on  the 
application(s)  and/or  declaration(s) 
should  submit  their  views  in  writing  by 
February  1, 1993  to  the  Secretary, 
Securities  and  Exchange  Commission, 
Washington.  DC  20549,  and  serve  a 
copy  on  the  relevant  applicant(s)  and/or 


declarant(s)  at  the  addressCes)  specified 
below.  Proof  of  service  (by  affidavit  or, 
in  case  of  an  attorney  at  law,  by 
certificate)  should  be  filed  with  the 
request.  Any  request  for  hearing  shall 
identify  spedfioally  the  issues  of  fact  or 
law  that  are  disputed.  A  person  who  so 
requests  will  be  notified  of  any  hearing, 
if  ordered,  and  will  receive  a  copy  of 
any  notice  or  order  issued  in  the  matter. 
After  said  date,  the  application(8)  and/ 
qr  declarationCs),  as  filed  or  as  amended, 
may  be  granted  and/or  permitted  to 
become  effiactive. 

CPU  Nuclear  Corporation 

(70-81151 

GPU  Nuclear  Corporation  ("GPUNC"), 
One  Upper  Pond  Road,  Parsippany, 
New  Jersey  07054,  a  wholly-owned 
subsidiary  company  of  General  Public 
Utilities  Corporation,  a  registered 
holding  company,  has  filed  an 
application  under  sections  9(a)  and  10 
of  the  Act. 

GPUNC  has  submitted  a  proposal, 
together  with  S.  Cohen  &  Associates 
("SC&A"),  a  nonassociate  consulting 
company,  to  provide  consultation  and 
technical  support  services  ("Services") 
to  the  E)efense  Nuclear  Facilities  Safety 
Board  ("Board")  through  January  31, 
1996  on  a  cost  plus  fixed  fee  basis  plus 
profits.  Under  the  proposal,  SC&A 
would  be  the  prime  contractor  to  the 
Board  and  GPUNC  would  serve  as 
SC&A's  subcontractor.  The  Services  will 
be  in  the  areas  of  nuclear  chemistry  and 
radioactive  waste  processing,  electrical 
power  systems,  instrumentation  and 
control,  radiological  confinement 
systems,  remote  handling  equipment 
operation  and  design,  materials  and 

metallurgy. 

GPUNC  states  that  the  provision  of 
the  Services  will  not  interfere  with  its 
primary  operation  and  maintenance  of 
nuclear  generating  facilities  on  behalf  of 
its  associate  companies,  and  that,  by 
providing  the  Services,  GPUNC  will 
enhance  its  own  ability  to  provide  these 
types  of  services  for  its  associate 
companies  through  the  retention  of 
professional  and  technological  resources 
and  capabilities.  GPUNC  also  states  that 
the  Services  will  require  approximately 
12,500  man-hours  of  labor  and 
supervision  over  the  life  of  the  project. 

GPUNC  anticipates  that  the  total 
revenues  to  be  derived  from  the 
provision  of  the  Services  will  not 
exceed  0.25%  of  its  total  annual 
expenditures  for  the  operation, 
maintenance  and  construction  of  the 
GPU  system  nuclear  plants.  In  1991, 
such  expenditures  were  approximately 
$454  million.  In  addition,  aggregate 
profits  to  be  derived  are  expected  not  to 
exceed  0.025%  of  the  total  operating 


revenues  of  GPUNC  on  an  annual  basis. 
Any  such  profits  would  be  accounted 
for  in  such  a  manner  so  as  to  directly 
benefit  the  ratepayers  of  its  associate 
companies  by  offsetting  the  costs  of 
services  charged  to  its  associate 
companies. 

For  the  Cmnmission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authwity. 
Maigaral  H.  McFarlaod, 
Deputy  Secretary. 

IFR  Doc.  93-1055  Filed  1-14-93;  8:45  am) 
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Salf-ftoguUrtory  Ofganbationa; 
Appllcatlons  for  Unlistad  Trading 
Prtvllagaa  and  of  Opportunity  for 
Haaring;  PtiUadalphia  Stock  Exchanga, 
Incorporatad 

January  8, 1993. 

The  above  named  national  securities 
exchange  has  filed  applications  with  the 
Securities  and  Exchange  Commission 
("(Dommission")  pursuant  to  section 
12(f)(1)(B)  of  the  Securities  Exchange 
Act  of  1934  and  Rule  12f-l  thereimder 
for  unlisted  trading  privileges  in  the 
following  securities: 

Brandon  Systems  Corporation 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9884) 
Nuveen  Michigan  Premium  Income 
Municipal  Fund,  Inc. 
Conamon  Stock,  $.01  Par  Value  (File  No.  7- 
9885) 
Nuveen  New  Jersey  Premium  Income 
Municipal  Fund,  Inc. 
Conunon  Stock,  $.01  Par  Value  (File  No.  7- 
9886) 
Nuveen  Pennsylvania  Premium  Income 
Municipal  Fund,  Inc. 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9887) 
Nuveen  Insured  New  York  Premitmi  Income 
Municipal  Fund,  Inc. 
Common  Stock,  $.01  Par  Value  (File  No.  7- 
9888) 
Nuveen  Insured  Premium  Income  Municipal 
Fund,  Inc. 
Conmion  Stock.  $.01  Par  Value  (File  No.  7- 
9889) 
Blackrock  1999  Term  Trust,  Inc. 
Common  Stock,  $.01  Par  Value  (File  No.  7- 
9890) 
CompUSA,  Inc. 
Common  Stock.  No  Par  Value  (File  No.  7- 
9891) 
Capitol  American  Financial  Corporation 
Common  Stock,  No  Par  Value  (File  No.  7- 
9892) 
Hadson  Corporation 
Jr.  Cum.  Conv.  Pfd.  Stock.  $.01  Par  Value, 
When  Issued  (File  No.  7-9893) 
McDonalds  Corporation 
Depositary  Shares  7.72  Cum.  Pfd  Stock 
(File  No.  7-9894) 
Libeite  Investors 
Shares  of  Benefidal  Interest,  No  Par  Value 
(File  No.  7-9895) 
Income  Opportunities  Fund  2000  Trust 
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File  No.  7- 

oration 
File  No.  7- 


Common  Stock.  $.01  Pw  V«hM  (nb  Na  7- 
9896) 
Ganniks  Onemai,  Inc 
dan  A  Common  Stodu  S.03  Par  Value 
(PU«  No.  7-0897) 
Hadson  Bnargy  Reaouioaf  Cofpocation 
Common  Stock.  $.10  Par  Valua  (File  No.  7- 
9898) 
Acceptance  Insurance  Companies,  Inc. 
Common  Stock.  $.01  Par  Value  (File  No.  7- 
9899) 
Student  Loan  Corpoiation 
CiMnmon  Stock.  $.01  Par  Value  (File  Na  7- 
9900) 
Hayes  Wheels  International,  Ina 
Cunmon  Stock.  $.01  Par  Value  (File  Na  7- 
9901) 

These  securitiM  are  listed  and 
registered  on  one  or  more  other  national 
securities  exchange  and  are  reported  in 
the  consolidated  transaction  reporting 
system. 

Interested  persons  are  invited  to 
submit  on  or  before  February  1, 1993, 
written  data,  views  and  arguments 
concerning  the  above-referenced 
application.  Persons  desiring  to  make 
written  comments  should  file  three 
copies  thereof  with  the.Secretary  of  the 
Securities  and  Exchange  Commission, 
450  5th  Street  NW.,  Washington,  DC 
20549.  Following  this  opportunity  for 
hearing,  the  Commission  will  approve 
the  application  if  it  finds,  based  upon 
all  the  information  available  to  it,  that 
the  extensions  of  unlisted  trading 
privileges  pursuant  to  such  applications 
are  consistent  with  the  maintenance  of 
fair  and  orderly  markets  and  the 
protection  of  investors. 

For  tlie  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 
Jonathan  G.  Kal«, 
Stcntaiy. 

IFR  Doa  93-983  Filed  1-14-93: 8:45  am] 
BUMQ  coca  •eie-tt-n 


Pnv—tment  Company  Act  Ralaaee  Wo. 
19209:811-6473] 

DrayfiM  U.S.  GovvmmMit  InconM 
Fund;  Notic*  of  Application 

January  8, 1993. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

ACnON:  Notice  of  Application  for 

Deregistration  under  the  Investment 

Company  Act  of  1940  (the  "Act"). 

APPIXANT.  Dreyfus  U.S.  Government 

Income  Fund. 

RELEVANT  ACT  SECTION:  Order  requested 

under  section  8(f). 

SUMMARY  OF  APPUCATION:  Applicant 

seeks  an  order  declaring  that  it  has 

ceased  to  be  an  investment  company. 

nuNQ  date:  The  application  was  filed 

on  December  8, 1992. 


HEARMQ  OR  NOmCATION  OP  HiAIMia:  An 
order  granting  the  applicatian  will  be 
issued  unless  the  SEC  orders  a  bearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SECs 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  penonally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
February  3, 1993.  and  should  be 
accompanied  by  proof  of  service  on  the 
applicant,  in  thie  form  of  an  affidavit  or. 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Pwsons  may  request  notification  of  a 
hearing  by  writing  to  the  SEC's 
Secretary. 

ADDRESSES:  Secretary,  SEC.  450  Fifth 
Street  NW.,  Washington,  DC  20549. 
Applicant,  144  Glenn  Curtiss  Boulevard, 
Uniondale,  New  York  11556-0144. 

FOR  FURTHER  INFORMATKM  CONTACT: 
Diane  L.  Titus,  Paralegal  Specialist,  at 
.(202)  272-3023,  or  Barry  D.  Miller. 
Senior  Special  Counsel,  at  (202)  272- 
3018  (Division  of  Investment 
Management.  Office  of  Investment 
Company  Regulation). 

SUPPLEMENTARY  »<F0RMATK>N:  The 

following  is  a  siunmary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC's 
Public  Reference  Branch. 

Applicant's  Representations 

1.  Applicant  is  an  open-end, 
diversified  management  investment 
company  organized  as  a  trust  under  the 
laws  of  the  Commonwealth  of  - 
Massachusetts.  On  November  14, 1991. 
Applicant  filed  a  Notification  of 
Registration  on  Form  N-8A  pursuant  to 
section  8(a)  of  the  Act  and  a  registration 
statement  on  Form  N-lA  imder  section 
8(b)  of  the  Act  and  under  the  Securities 
Act  of  1993.  Applicant's  registration 
statement  was  declared  efiective  on 
February  4, 1992,  and  an  initial  public 
offering  of  its  shares  of  beneficial 
interest  commenced  on  March  6, 1992. 
However,  the  Applicant's  sponsor  and 
investment  adviser,  The  Dreyfus 
Corporation  ("Dreyfus"),  has  been  the 
sole  shareholder  of  the  Applicant. 

2.  The  Applicant's  Board  of  Trustees 
determined  that,  because  the  Applicant 
has  had  only  one  shareholder  since  its 
inception,  the  Applicant  should  be 
dissolved  and  that  the  proceeds  from 
liquidation  be  returned  to  Dreyfus  as  of 
the  close  of  business  on  November  25, 
1992.  Accordingly,  the  Board  of 
Trustees  instructed  Applicant  to  pay 
any  of  its  obligations  or  debts,  liquidate 
and  distribute  its  assets,  and  terminate 


its  existence  in  a  manner  wbidi  would 
not  adversely  affect  its  sharaholdar. 

3.  On  November  24. 1992. 8.802.8 
shares  of  beneficial  interest,  par  value 
$.0001  per  share,  ware  outstanding  at  a 
net  asset  value  of  $12.52  per  share.  At 
such  date,  aggregate  net  assets  of  the 
Applicant  were  $110,247.  All 
outstanding  shares  of  the  Applicant 
wem  liqui<)ated  oa  Novembn  25. 1092, 
at  the  then-current  net  asset  value  per 
share  of  $12.52. 

4.  In  OMmection  with  its  liquidatim, 
Applicant  incurred  expenses  of 
approximately  $2,500  consisting 
primarily  of  outside  legal  enienses.  all 
of  which  were  paid  by  Dreynis. 
Unamortized  organizational  costs  and 
initial  oSiaring  expenses  of  the 
Applicant,  amounting  to  approximately 
$52,000  were  reimbuuraed  to  the 
Applicant  by  Dreyfus. 

5.  As  of  the  date  of  this  application. 
Applicant  has  not  debts  or  liabilities 
ana  is  not  a  party  to  any  litigation  or 
administrative  proceeding.  Applicant  is 
neither  engaged  in,  nor  proposes  to 
engage  in,  any  business  activities  other 
thui  those  necessary  for  the  winding-up 
ofitsafhirs. 

6.  Applicant  is  current  Mdth  respect  to 
all  filings  required  under  the  Act, 
including  all  N-SAR  filings. 

7.  Applicant  intends  to  file  all 
documents  required  to  terminate  its 
existence  as  a  Massachusetts  business 
trust. 

For  the  SBQby  the  Division  of  Investment 
Management,  under  delegated  uithority. 
Margaret  H.  McFarlaad. 
Deputy  Secretary. 

(FR  Doc  93-988  Filed  1-14-93;  8:45  am) 
■LUNO  COM  asie-et-n 


pnveatmant  Company  Act  RaL  No.  19208: 
811-6528] 

Tha  Jackaon  Fund.  Inc.;  Application 

January  8, 1993. 

AGENCY:  Securities  and  Exchange 

Commission  ("SEC"). 

ACTION:  Notice  of  Application  for 

Deregistration  under  the  Investment 

Company  Act  of  1040  ("Act"). 

APPLICANT:  The  Jackson  fund,  Inc. 

RELEVANT  ACT  SECTION:  Order  requested 

under  section  8(f). 

SUMMARY  OF  APPIKATKM:  Applicant 

seeks  an  order  declaring  that  it  has 

ceased  to  be  an  investment  company. 

FUNO  DATE:  The  application  was  filed 

on  December  21. 1992. 

HEARMO  OR  NOTIFICATION  OF  HEARMQ:  An 

order  granting  the  application  will  be 

issued  unless  the  SEC  orders  a  hearing. 
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InterMtod  peraons  may  request  • 
hearing  by  Yrriting  to  the  SECs 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  penonally  or  hy 
m^.  Hearing  requests  should  be 
received  by  ^  SEC  by  5:30  p.m.  on 
February  3, 1993,  and  should  be 
accompanied  by  proof  of  service  on  the 
applicant,  in  the  rorm  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  sUte  the  nature 
of  the  writer's  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  who  wish  to  be  notified  of  a 
hearing  may  request  sudi  notification 
by  writing  to  dM  SECs  Secretary. 

ADOWESSf-  Secretary.  SEC.  450  Fifth 
Street  NW..  Washing.  DC  20549. 
Applicant.  31  West  52nd  Street.  New 
Yorii.  New  York  10019. 

FOR  nwTHEn  mfommtioncomtact: 
Diane  L.  Titus.  Paralegal  Spedalist.  at 
(202)  272-3023  or  Bany  D.  Miller. 
Senior  Special  Counsel,  at  (202)  272- 
3018  (Division  of  Investment 
Management.  Office  of  Investment 
Company  Regulation). 

tUPnJSMENTARY  MFORMATION:  The 

following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SECs 
Public  Reference  Branch. 

AppUcant's  Representations 

1.  Applicant  is  a  closed-end  non- 
diversified  management  investment 
company  that  is  orgsnizad  as  a 
corporation  under  the  laws  of  Maryland. 
On  January  14. 1992.  applicant 
registered  imder  the  Act  and  filed  a 
registration  statement  pursuant  to 
section  8(b)  of  the  Act  Applicant  also 
filed  a  registration  statement  under  the 
Securities  Act  of  1933  (the  "Securities 
Act")  to  register  11.500  shares  of 
applicant's  common  stock. 

2.  Applicant's  registraticm  statement 
under  the  Securities  Act  was  not 
declared  effective,  and  applicant  made 
no  initial  public  ofisring. 

3.  Appbcant  has  no  assists  or 
liabilities  and  has  never  had  any 
security  holders.  Applicant  is  not  a 
party  to  any  litigation  or  administrative 
proceeding.  Applicant  is  not  now 
engaged  in,  nor  does  it  intend  to  engage 
in,  any  business  activities  other  than 
those  necessary  for  the  wrinding  up  of  its 
affairs. 

For  the  SBC.  fay  the  Divisioa  of  iBVMtment 
Managament.  undar  dalepted  autfaority. 
Margarsi  H.  McFarlaad. 
Deputy  Seattary. 
(FR  Doc  93-«8«  PUad  1-14-a3: 8.-45  ami 


FWnga  Undar  Iha  Public  uyWy  HoMng 
ComfMNiy  Ad  of  19M  ("AcT*);  IMionai 
FualQaaCo. 

January  8. 1993. 

Notice  is  hereby  given  that  the 
following  filing(&)  has/have  been  made 
with  iba  Commission  pursuant  to 
provisions  of  the  Act  and  rules 
promulgated  thereunder.  All  interested 
persons  are  referred  to  the  application(s) 
and/or  declaration(s)  for  complete 
statements  of  the  proposed 
transaction(8)  summarized  below.  Tlie 
application(s)  and/or  declaration(s)  and 
any  amendments  thereto  is/are  available 
for  pubUc  inspection  through  the 
Commission's  Office  of  Public 
Reierence. 

Interested  persons  wishing  to 
comment  or  request  a  hearing  on  the 
application(s)  and/or  declaration(s) 
should  submit  their  views  in  writing  by 
February  1. 1993  to  the  Secretary, 
Securities  and  Exchange  Commissicm. 
Washington,  DC  20549,  and  serve  a 
copy  on  the  relevant  appUcant(s)  and/or 
declarantis)  at  the  addresstes)  specified 
below.  Proof  of  service  (by  affidJavit  or. 
in  case  of  an  attorney  at  law.  bv 
certificate)  should  be  filed  with  the 
request.  Any  request  for  hearing  shall 
identify  specifically  the  issues  of  feet  or 
law  that  are  disputed.  A  person  who  so 
requests  will  be  notified  of  any  hearing, 
if  ordered,  and  will  receive  a  copy  of 
any  notice  or  order  issued  in  the  matter. 
After  said  date,  the  appiication(s)  and/ 
or  declaration(s),  as  filed  or  as  amended, 
may  be  granted  and/or  permitted  to 
become  efiiective. 
National  Fuel  Gas  Company  (70-81 1 1] 

Notice  of  Prapoaal  To  Anand  Slock 
iMairtiv*  PUa«;  Ordar  Authorisiag 
SoUdlatkM  of  Proxies 

National  Fuel  Gas  Company  ("NFC"). 
30  Rockefeller  Plaza,  New  York,  New 
York  10112,  a  registered  holding 
company,  has  filed  a  declaration  undef 
sections  6(a).  7, 12(e)  of  the  Act  and 
Rules  50(a)(5),  62,  and  65  thereunder. 

NFC  proposes  to  amend  the  National 
Fuel  Gas  Company  1983  Incentive  Stodc 
Option  Plan  ("1983  Plan")  and  the 
National  Fuel  Gas  Company  1984  Stock 
Plan  ("1984  Plan")  (collectively,  "Stock 
Plans")  which  the  Commission 
approved  on  January  10, 1984  (HCAR 
No.  23197)  and  on  January  16. 1985 
(HCAR  No.  23575).  respectively.  Three 
of  the  amendments  are  substantially 
similar  for  both  Stock  Plans,  one 
amendment  would  affect  onfy  the  1983 
Plan. 

First,  the  Stock  Plans  would  be 
amended  to  require  shareholder 


approval  of  stock  plan  amendments 
when  such  amendments  would 
materially  increase  the  benefits 
available  to  participants,  materially 
increase  the  number  of  shares  available 
for  issuance,  or  materially  modify  the 
eligibility  requirements  for 
participation.  The  Stock  Plans  presently 
require  stockholder  approval  of 
amendments  which  would:  (1)  Increase 
the  max^""'"»  number  of  common  stodc 
or  restricted  stock  issuable  or  decrease 
the  minimum  purchase  price  of  shares 
of  common  aHodn  subject  to  an  option; 
(2)  extend  an  option's  exercise  term;  (3) 
extend  the  Stock  Plan's  term;  (4)  change 
the  class  of  employees  eligible  to  receive 
options  or  restricted  stock;  (5)  provide 
for  Stock  Plan  administration  by  other 
than  a  "disinterested  committee";  <x  (6) 
materialfy  increase  the  cost  of  the  Stock 
Plans  to  NFG. 

Second,  the  Stock  Plans  would  be 
amended  to  add  entirely  new  change  in 
control  and  change  in  ownership 
provisions.  In  the  event  of  a  change  in 
control  (as  defined  in  the  Stock  Plans), 
a  participant  whose  employment  is 
terminated  within  two  yeara  of  the  date 
of  such  event,  for  anason  other  than 
death,  diad>ility  or  cause  (as  defined  in 
the  Stock  Plans),  voluntary  resignation 
for  other  than  good  reason  (as  defined 
in  the  Stock  Plans),  or  retirement,  would 
be  entitled  to  the  following  treatment 
under  the  Stock  Plans:  (1)  All  of  the 
terms  and  conditions  in  effect  on  any  of 
the  participant's  outstanding  awards 
would  immediately  lapse;  (2)  all  of  the 
participant's  outstanding  awards  would 
automatically  become  one  himdred 
percent  vested:  and  (3)  all  of  the 
participant's  outstanding  stock  options, 
stock  appreciation  rights,  and  other 
stock-bMod  awards  would  be 
immediately  cashed  out  on  the  basis  of 
the  diange  in  control  price  (as  defined 
in  the  Stock  Plans).  Such  payments 
would  be  made  no  later  than  the  90th 
day  following  such  event. 

upon  a  chsuoge  in  ownership,  all 
participants,  regardless  of  whether  their 
employment  is  terminated,  would 
automatically  receive  the  same 
treatment  afforded  to  a  terminated 
participant  imder  the  Stock  Plans  in  the 
event  of  a  change  in  control.  The  Stock 
Plans  define  a  change  in  ownership  as 
change  vrhich  resulto  in  the  NFC's 
common  stock  ceasing  to  be  actively 
traded  on  the  New'York  Stock 
Exchange,  another  national  stock 
exchange,  or  the  National  Association  of 
Securities  Dealers  Automated  Quotation 
System. 

Third,  the  Stock  Plan's  existing 
provisions  regarding  withholding  taxes 
would  be  amended  to  allow  the 
payment  of  applicable  taxes  by 
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withholding  oommoB  ilBdcothafwiM 
issuable,  or  aUoidng  ■  pMtidp— t  to 
FSBrit  ■MfMOtsGOOUBOB  ilocktoNFG 
to  pay  applicable  withhnMlng  tncM. 

Tlie  final  propoaed  ■ModaMat  wovld 
effect  only  ttM  1983  Flaa.  It  wmld  dlow 
thaooBpaoaatiaii  ooaMnlttaa  (aa  dsfiasd 
in  the  1«B3  Plan)  wtthiB  tba  thraa 
moath  period  foUowfaogte  tennluliao 
of  an  optionee's  aaapkiyniaBt  to  cxland 
the  exenaae  period  of  hia  tnoantiiw 
stock  opticas  to  a  dnto  not  ktarthan  the 
data  on  whidi  audi  optioaa  would  have 
ceased  to  be  exarctaaUe  riMant  auch 
termination  of  empkiymaat  Prior  to  this 
amendmmit,  all  optioos  issued  panaant 
to  the  1983  Plan  gaoefally  ceeaa  to  be 
exevcisabte  three  mondis  after 
tarwinntion  of  employnwpt. 

NFG  inlands  to  aolidt  proxies  from  its 
cominon  aharehcrfders  to  aoprove  the 
propoaed  amendments  to  uw  Stock 
Flans  at  NPG's  Ananal  Meeting  of 
Stockholders  on  Febniaiy  IS.  1903.  NFG 
has  filed  its  proxy  atrficitation  aMtarial 
and  requests  that  the  efisctivnnasa  of  its 
dedaratioa  with  respect  to  the 
solidtatian  of  proxies  fior  voting  by  its 
shareholders  to  approve  the  propoBed 
amendments  to  the  Stock  Pluis  be 
permitted  to  beoome  efiective  iorthwitfa 
as  provided  in  Rule  62(d). 

h  appearing  to  the  CkxnmiasiaB  that 
MFC's  declaration  regarding  the 
propoaed  aolidtation  of  proadee  ahoald 
be  perraitled  to  become  efiectiva 
formwith.  pursuant  to  Rule  62: 

It  is  ordered.  That  the  dedaaation 
regarding  the  propoeed  aoUdtatioB  of 
proxies,  be,  and  it  hereby  is,  pennitted 
to  become  effactive  forthwith,  imder 
Rule  62,  and  subject  to  the  temu  end 
conditions  as  prescribed  in  Rule  24 
under  the  Act. 

For  the  ComniiMkm.  by  \h»  Division  of 
Investnwnt  Management,  punuaat  to 
delegated  authority. 
Haigant  H.  kIcFariaad. 
Deputy  Secretary. 
|FR  Doc.  93-981  Filed  1-14-93;  S:45  am] 


[RalaaeeNa3»-aS73q 

FUings  Undw  ttM  Public  Uimty  HoMlng 
Cwi^any  Ad  of  1935  C'Acll:  Nattonal 
FuriGasCo. 

fanuary  8, 1993. 

Notice  is  hereby  given  thJat  the 
following  filing(s)  has/have  been  made 
with  the  Commisaion  pursuant  to 
provisions  of  the  Act  and  rules 
promulgated  hereunder.  All  interasted 
persons  are  referred  to  the  applioationCs) 
and/or  H<»rian>Hf«n(i')  for  conpleto 
statements  of  the  propoaed 
transection(s)  aiimmarfnad  below.  The 


applicatioaM  < 

any  I 

for  pubUc  inspection  throng  the 

Cwwwnasion'a  Office  of  Public 

Refnence. 

Interested  peracns  widiing  to 
commeot  or  request  a  hearing  on  Ae 
applicatianU)  and/or  dedarationU) 
should  su^dt  their  views  in  wiiti^fay 
Fehniary  1. 1993  to  the  Sacrataiy, 
Securitiea  and  Kxchangs  Commfsrinn, 
Washii^ton.  DC20549.  and  aerve  a 
copv  on  the  relevant  applicantM  and/or 
declarant(s)  at  the  addraas(e^  yenified 
below.  Proof  of  service  (by  affiowit  or, 
in  caae  of  an  attorney  at  law.bv 
certificate)  diould  be  filed  wim  the 
request  Any  raqoect  fior  faearii^  shall 
identify  specifically  the  isauea  of  fatit  or 
law  that  are  disputed.  A  person  who  ao 
requests  will  be  notified  of  any  hearing, 
if  ordered,  end  will  receive  a  copy  of 
any  notice  or  order  issued  in  the  matter. 
After  said  date,  the  application(s)  and/ 
or  declaretion(s),  as  filed  or  as  amended, 
may  be  granted  and/or  pennitted  to 
become  effsctive. 

National  Fuel  Gas  Company  170-8109] 

Notice  of  Pnmoaal  to  Inqilemenl  Award 
and  Option  fW  Onier  Aalhaiiriag 
Solidtotioa  of  Praidaa 

National  Fuel  Gas  Company  rNPCT), 
30  RodcefeUer  Plaza,  New  Ycnk.  New 
York  10112.  a  registered  holding 
company,  has  filed  a  declaration  under 
sections  6(a).  7, 12(e)  of  the  Act  and 
Rules  S0(b)(5),  62,  and  6S  thereundn. 

NFC  seels  Commission  approval  of 
its  1993  Award  and  Option  Plan 
("Plan").  The  Plan  will  be  administered 
by  the  Compensation  Committee  of  the 
Board  of  Directors  or  another  committee 
so  designated  ("Commission-).  No 
member  of  the  Committee  is  eligttile  to 
be  selected  to  partidpate  in  the  Plan. 
The  Plan  authorizes  the  Committee,  at 
its  discretion,  to  grant  awards  from 
February  18, 1993  throu^  Februmy  17, 
2003  to  key  employees  of  NFG  or  any 
of  its  90%  or  more  owned  subaidiariea. 
Under  the  Pha,  1.6  milUcn  afawes  of 
common  stock  of  NFG  ere  available  lor 
grant 

The  NFG's  Board  of  Diredors  may 
8uq>end  or  temdnato  or  araaod  the  Plan 
at  any  time  but  may  not  without 
sharriiolder  approval,  adopt  any 
amendment  which  would  materially 
increase  the  beoefits  accruing  to 
partidpaata.  materially  increase  the 
maximum  number  of  shares  ladddi  auy 
be  issued  imder  the  Plan.  sub)ed  to 
equitable  edlnstment  or  matflrieUy 
modify  the  Plan's  eligibility 


The  foUowing  ^fpes  of  awards  aM^  be 
available  wider  the  Plaa:  (1)  Stodc 


options,  iachiding  tnoeutive  etock 
options;  (2)  etodc  appietiatiuM  rig^ 
("SARs"),  the  ri^  to  reosive  a  payment 
equal  to  the  appredetion  inmarimt 
value  of  a  stated  niunberof  Aaraa  of 
conunoa  etock  from  the  SABa'exeiciBB 
price  to  the  market  valae  of  the  date  of 
exercise;  (3)  common  stock  of  NFG, 
inrlnrting  laaUided  atock;  (4)  ooouaoa 
stock  units;  (5)  performance  aharea;  (6) 
perfarmance  units;  and  (7)  any  award 
established  by  the  Coniniittee  whidi  ia 
consistent  with  the  Plan's  purpose,  am 
as  described  in  the  Plan. 

The  Plen  provides  for  the  fbrfsitore  ef 
awards  .in  the  event  (rfterminatton  of 
employment  of  a  reason  other  than 
death,  diseijillly,  retirement  or  any 
approved  reason,  unleaa  tiie  award 
providea  otherwiae.  Flwhitme  is  dao 
required  if^  in  the  Coauuilleels  opinion, 
the  partidpant  competes  with  NFG 
widiout  its  Kvritten  consent  or  if  he  acts 
in  a  manner  Inimical  to  NFG's  beat 
interests. 

The  Committee  may  unilataraUy 
amend  any  award  if,  in  the  Committee's 
opinion,  audi  amendment  is  not  adverse 
to  tbe  partidpant  NFG  may  dedud 
from  any  payment  under  the  Plan  the 
amount  of  any  applicable  income  and 
employment  taxes,  or  may  require  the 
paitidpaBt  to  pay  such  taxes  as  a 
condition  to  nuldng  auch  payment  The 
Conunitlee  amy  allmr  tiie  pertidpent  to 
satisfy  this  obligation  by  withholding 
from  any  paymeirt  of  common  stock 
due,  or  by  detivning  to  NFG,  diares  of 
common  stock  with  a  bfr  mnket  vahie 
equal  to  the  amount  of  qypficable  taxes. 

NFG  intends  to  solidt  proxies  from  its 
commcm  shareholders  to  approve  die 
Plan  at  NPG's  Annual  Meeting  of 
Stodcholdars  on  February  IS,  1993.  NFG 
has  filed  its  proxy  aolidtation  material 
and  requests  that  the  efiediveness  of  its 
declaration  with  reaped  to  &e 
solicitation  of  proxies  for  vottz^  by  Its 
shareholders  to  approve  the  propoeed 
Plan  be  permitted  to  become  efbdiva 
forthwith  as  provided  in  Rule  62(d). 

It  appearing  to  the  Commission  that 
NFG's  declaration  reganfing  the 
proposed  solidtetion  of  prmdes  riioald 
be  permitted  to  become  affective 
forthwith,  pursuant  to  Rule  62: 

It  is  ordered,  That  ths  dedamtinn 
regarding  the  proposed  solidtetion  of 
proxies,  be,  and  it  hereby  is,  permitted 
to  become  efilBCti w  imtfawith.  under 
Rule  62,  and  sub)ed  to  the  tenw  and 
condiliaas  aa  pnscribed  in  Rale  24 
undertheAoL 
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For  tba  CommiMion,  by  the  Division  of 
Invactment  Managament,  punuant  to 
delagrtwi  audioritjr. 
MtfSH«lH.McFwkBdl. 
Deputy  Stattaty. 
(FR  Doc  93-M2  Filed  l-14-«3: 8:45  am] 


SMALL  BUSINESS  ADMINISTRATION 

reporting  and  Racordkaaping 
R«quiramanto  Undar  0MB  Raviaw 

ACnON:  Nodce  of  rap<Hting  lequiremente 
submitted  for  TBview. 

8MMAI1V:  Under  the  provisioiis  of  the 
Paperworic  Reduction  Act  (44  U.S.C 
chapter  35).  agencies  are  required  to 
submit  propoMd  reporting  and 
recordkeeping  requirements  to  OMB  fm 
review  and  approval,  and  to  publish  a 
notice  in  the  Federal  Ragiatar  notifying 
the  public  that  the  agency  has  made 
such  a  submission. 

DATES:  Comments  should  be  submitted 
on  or  before  February  16, 1993.  If  you 
intend  to  comment  but  cannot  prepare 
comments  promptly,  please  advise  the 
CA4B  Reviewer  and  the  Agency 
Clearance  Officer  before  the  deadline. 

cones:  Request  for  clearance  (S.F.  83). 
supporting  statement,  and  other 
documents  submitted  to  OMB  for 
review  may  be  obtained  from  the 
Agency  Clearance  Officer.  Submit 
comments  to  the  Agency  Clearance 
Officer  and  the  OMB  Reviewer. 

RM  FURTtlCR  MFOMMTION  CONTACT: 

Agency  Oearance  Officer:  Geo 
Veibillis.  Small  Business 
Administration,  409  3rd  Street.  SW.. 
Sth  Floor.  Washington.  DC  20416. 
Telephone:  (202)  205-6629. 

OMB  Reviewer:  Gary  Waxman.  Officer  of 
Information  and  Regulatory  Affairs. 
Office  of  Management  and  Budget. 
New  Executive  Office  Building, 
Washington.  DC  20503. 

Title:  The  Function  of  Failure  Study. 

SBAFoiwi  No.  :N/A. 

Frequency:  One  Time. 

Description  of  Respondents:  Small 
Business  Ovm»n. 

Annual  Responses:  100. 
Burden- 33. 

DatBd:  Jaouaiy  11, 1993. 
ClMVaibillM. 

Chief,  Adn'inistntive  Infonnation  Branch. 
IFR  Doc  93-1038  Filed  1-14-93. 8:45  ami 


Raqulramama  Undar  OMB  Ravtoar 

action:  Notice  of  reporting  requirements 
submitted  for  review. 

SUMMARY:  Under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C 
chapter  35),  agencies  are  required  to 
submit  propoMd  reporting  and 
recordkeeping  requirements  to  OMB  for 
review  and  approval,  and  to  publish  a 
notice  in  the  Federal  Register  notifying 
the  pubUc  that  the  agency  has  made 
such  a  submission. 

DATES:  Comments  should  be  submitted 
on  or  before  February  16. 1993.  If  you 
intend  to  comment  but  cannot  prepare 
comments  promptly,  please  advise  the 
OMB  Reviewer  and  the  Agency 
Clearance  Officer  before  the  deadline. 
COftES:  Request  for  clearance  (S.F.  83), 
supporting  statenient,  and  other 
docimients  submitted  to  OMB  for 
review  may  be  obtained  from  the 
Agency  Qearance  Officer.  Submit 
comments  to  the  Agency  Clearance 
Officer  and  the  OMB  Reviewer. 

Fon  FUfrmcR  mformation  contact: 

Agency  Clearance  Officer:  Qeo 

Vert)illis,  Small  Business 

Administration,  409  3rd  Street,  SW.. 

Sth  Floor.  Washington.  DC  20416. 

Telephone:  (202)  205-6629. 
OMB  Reviewer:  Gary  Waxman.  OfBce  of 

Information  and  Regulatory  Affairs, 

Office  of  Management  and  Budget, 

New  Executive  Office  Building. 

Washington.  DC  20503 
Title:  1992  SBA  Health  Insurance 

Survey 
SBA  Form  No.:  N/A 
Frequency:  One-Time 
Description  of  Respondents:  Small  and 

Large  Business 
Annual  Responses:  989 
Burden:  703 

Dated:  January  12, 1993. 
OeeVaAUlis. 

Chief,  Administmtive  Infonnation  Branch. 
IFR  Doc  93-1069  Filed  1-14-93;  8:45  am] 


February  4  and  February  23. 1993  at 
9:30  a.in.  in  room  1107  at  the 
Department  of  State.  2201  C  Street,  NW.. 
Washington.  DC  20520. 

The  agenda  for  the  February  4 
meeting  will  include  a  debrief  of  the 
COTT  Ad  Hoc  Group  for  Resolution  No. 
18  Meeting  and  its  joint  meeting  with 
the  COR  Resolution  No.  106  Ooup  that 
will  take  place  in  Geneva.  January  19- 
26, 1993  In  addition,  final  preparations 
for  the  CCITT  Xth  Plenary  Assembly 
(First  World  Telecommunications 
Standardization  Confarence)  will  take 
place  during  both  of  the  open  public 
meetings  dted  above. 

Memoers  of  the  general  public  may 
attend  these  meetings  and  join  in  the 
discussion,  subject  to  the  instructions  of 
the  Chair.  Admittance  of  public 
members  will  be  limited  to  the  seating 
available.  In  that  regard,  entrance  to  the 
Department  of  State  building  is 
controlled  and  entry  will  be  facilitated 
if  arrangements  are  made  in  advance  of 
the  meetings.  Persons  who  plan  to 
attend  should  advise  the  office  of  Earl 
Barbely,  Department  of  State,  (202)  647- 
0201.  FAX  (202)  647-7407.  The  above 
includes  government  and  non- 
government attendees.  Public  visitors 
will  be  asked  to  provide  their  date  of 
birth  and  Social  Security  number  at  the 
time  they  register  their  intention  to 
attend  and  must  carry  a  valid  photo  ID 
with  them  to  the  meeting  in  order  to  be 
admitted.  All  attendees  must  use  the  C 
street  entrance. 

Please  bring  50  copies  of  documents 
to  be  considered  at  tnese  meetings.  If  the 
document  has  been  mailed  to  the 
membership,  bring  only  10  copies. 

Dated:  January  11, 1993. 
EarlBaiMy. 

Director.  Tetecoaununications  and 
Information  Standards,  Chairman.  U.S. 
(XUTT  National  Committee. 
IFR  Doc.  93-1021  Filed  1-14-93;  8:45  am] 
MLLWQ  oooc  4na-«Mi 


DEPARTMENT  OF  STATE 

[Public  Nodoe  1754] 

UnMad  Stataa  Organization  for  tha 
Intamational  Taiagraph  and  Taiaphona 
Conaultatlva  ConMnittaa  (CCITT) 
National  CommHIaa;  Maaiinga 

The  Department  of  State  aimounces 
that  the  U  S.  Organization  for  the 
International  Telegraph  and  Telephone 
Consultative  Committee  (COTT) 
National  Committee  will  meet  on 


DEPARTMENT  OF  TRANSPORTATION 

Fadaral  AviaUon  Adminiatration 

Loa  Angalaa  Intamational  Airport;  Loa 
Angalaa,  CA;  Nodoa  of  Intant  to  Rula 

agency:  Federal  Aviation 
Administration.  DOT. 
ACTION:  Notice  of  Intent  to  Rule  on 
Application  to  impose  and  impose  and 
use  the  revenue  from  a  Passenger 
Facility  Charge  (PFC)  at  Los  Angeles 
International  Airport.  Los  Angeles, 
California.  

SUMMARY:  The  Federal  Aviation 
Administration  (FAA)  proposes  to  rule 
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and  invites  pabfic  ooaBiaDt  on  tte 
appliotioB  to  iiapoM  ndfaapoM  and 
usethstw— ueftwPPClLot 
taoMtional  Airport.  Lm 
,  Odifonit  ondar  tin  {iraviiiont 
of  tfas  AvwIioD  Sdiaty  and  Capadtjr 
Expnsioo  Act  of  1900  (TitlfB  DC  of  the 
Omnibus  Budget  RecondHation  Act  of 
19901  {Pub.  L.  101-508)  and  put  150  of 
the  Federal  Aviatku  Hegul^ioos  (14 
CFRputlSO). 

DAlCSt  Gonnnents  must  be  received  on 
or  befcns  February  16. 1993. 
AOONCOOet:  OomaanU  on  this 
apptioation  aaay  be  mailed  or  deiivarad 
in  tripUcrte  to  the  FAA  at  the  Mlofwfa^ 
addraee:  Fedanl  Aviation 
Administr8ti(«.  WestMn-Pacific  Regioa. 
Airports  Oivisioa.  AWP-600,  P.O.  Box 
92007.  WWPC.  Los  Angeles,  CA  90000. 

In  Wditian.  one  o^y  of  any 
comnaeots  submitted  to  the  FAA  murt 
be  floailed  or  delivered  to  Mr.  Oiftoo  A. 
Moore.  Executive  ENrector  of  the  Loe 
Angeles  DepMtment  of  Airports  at  the 
foUowii^  address:  Los  Angsles 
bepartaaaot  of  Airports,  One  World 
Way.  Loa  Angolot.  CA  90045. 

Air  camess  and  foreign  air  caixiers 
may  submit  copies  of  ivritten  comments 
previoBsly  fwovided  to  the  Los  Angeles 
Department  of  Airports  under  §  1SB.23 
of  part  150. 

RM  mRIMBt  WFORMATKM  CONTACT: 
Mr.  )6ba  P.  Ikfilligan,  Supervisor, 
Standaids  Section.  AWP-621.  Federal 
Aviation  Administration,  Airports 
Division.  tSOOO  Aviation  Blvd.. 
Ha«dMn«.CA  90261.  Tel  (310)  297> 
1029.  Tfaa  apohcation  may  be  reviewed 
in  person  «t  mis  same  location. 
SUPnEMENTMIV  MFONMATION:  The  FAA 
prt^oees  to  rule  and  invites  pubfic 
comment  on  tiie  application  to  impose 
and  impose  and  use  tiie  revenue  bom  a 
RFC  at  Los  Angeles  International 
Airport  under  the  provisions  of  Ae 
Aviation  Safety  and  Capacity  Expansion 
ActollOOO  (Title DC  of  the  Omnibus 
Budget  Reconciliation  Act  of  1990) 
(Pub.  L.  101-508)  and  part  158  of  the 
Fedetal  Aviation  Regulations  (14  CFR 
part  158). 

On  December  29. 1992,  the  FAA 
determined  that  the  application  to 
impoae  and  in^>ose  and  use  the  revenue 
from  a  PPG  at  Los  Angeles  International 
Airport  submitted  by  Los  Angeles 
Department  of  Airports  was 
substantially  complete  within  the 
requirements  of  §  158.25  of  part  ISO. 
The  FAA  will  approve  or  disapprove  the 
application,  in  whole  or  in  pert,  no  later 
than  Mardi  30. 1993. 

The  foHowing  is  a  brief  overview  <tf 
the  a|H»licatioB 
Level  of  the  pnpoted  RFC:  $3.00 


Propoa»dtbatgB9lffet^99&ae:}tltf\, 

IMS 
Proposed  chai§t  eatpiaaion  date:  fatta 

30,1998 
Total  estimated  PfC  immmae:  SSOOJO 

MilttoB 
Brief  deacaptioB  of  propoted  pnjeds: 

People  moear  ayalam;  Nate 

miligaliflB  pvagmni. 
Class  or  dsstes  ofwt  iM  i  ien  ifiHtfi  Die 
jnKMC  ngenc^  itos  mjvKred 
re^ueeted  not  he  re^uBBd  to  ooBect 
PFQk 

American  Tkans  Atr  Exaci^  CFt  iac. 

CFI.inc. 

Chiyalai  AviatkM 

Corporation  Fli^t.iBC. 

Elliott  Aviation 

Geneva  Irtamationai 

Key  Air 

Kltfil  Aviation 

Louisiana  Pacific  Corporation 

Mayo  Aviation.  Inc. 

Mcathco  Enterprises,  Inc. 

Modesto  Executive  Air  Charter 

Morgan  Equipment 

Rak^)et  Charter 

Samaritan  Health  Services 

Valko,  Inc. 

Windstar  Aviation  Corp. 

Yecny  Enterpiises.  Inc. 

Any  person  may  inspect  the 
apphcation  hi  person  at  the  FAA  office 
lirted  BDOve  tmder  **TCM  HOTIMER 
MFOftMAHON  OONncr'and  at  tiie  FAA 
regional  Airports  office  located  at: 
Federal  Building.  3nl  Floor,  room  3E23. 
15000  Aviation  Blvd..  Hawthorne.  CA 
90261. 

In  addition,  anv  pwson  may,  upon 
request,  inspect  the  application,  notioa 
and  other  documents  germane  to  Que 
application  in  parson  A  dw  Los , 
Ciepartaant  of  Airports. 
EUnvartliL.aMB. 

ActiagMeuager,  Airports  Divnha,  Wieslem 
PacifxReg^. 
f  PR  Doc  «3-«12  Filed  1-14-43: 8:45  aod 


Onlwio  IntBmaAioMri  Airport,  Onlario, 
C  A:  Molic*  of  Intant  to  RmI* 

AGENCY:  Federal  Aviation 
Administration.  DOT. 
ACTION:  Notice  of  Intent  to  Rule  on 
Application  to  impose  and  impose  and 
use  the  revenue  inmi  a  Passenger 
Facility  Charge  (PFC)  at  Ontario 
International  Airport  Ontario. 
Catifomia. 

txmmtmi  The  Federal  Aviation 
Administration  (jFAAi  proposes  (e  rule 
and  invites  public  comment  on  the 
application  to  impose  and  impose  and 
use  the  revanoeAoaa  a  PFC  at  OntBio 
IntematioNal  Aiiport,  Ontario. 


CalifaraiBi 

A  itoliuti  TTaiH)  and  Capacity  Bxpanaiaa 

Act  of  1990  (Title  DCof  tkaOanybas 

Bodsat  BaooKiltatiaQ  Act  of  1990) 

(Paki  L.  m-MD  «Bd  part  158  of  dH 

Federal  AviatkaJtagotatioM  (14  CFK 

part  158). 

DATB:  rmnnMwiu  mugt  be  received  on 

or  before  Wmiaiy  16, 1993. 

ADDRESSES:  Comments  on  ttiia 
application  may  be  mailed  or  delivered 
in  triplicate  to  the  FAA  at  the  following 
address:  Federri  Aviation 
Admiuistiaiion,  Weslefu-Pacific  Rai^on, 
Airports  ^vWon.  AWP-eoO,  P.O.Box 
92007,  WVIPC.  Loa  Angeles,  CA  90000. 

In  addition,  one  oi^>y  of  any 
cuBunants  submitted  to  tite  FAA  most 
be  mailed  or  tMiraiBd  to  Mr.  Qifton  A. 
Moore,  Executive  Director  of  the  Loa 
Angeles  Department  of  Airports  at  the 
following  address:  Los  Angeles 
Department  of  Airports,  One  World 
Wa^,  Loa  Angeles,  CA  9004S. 

Air  carriers  and  foreign  air  uuiieia 
may  submit  copies  of  written  commentt 
previa*]^  provided  to  tiie  Los  Angeles 
Department  of  Airports  under  $  1S8.Z3 
of  part  IS*. 
FOR  FURTHER  MFORMATION  CONTACT:  Mr. 

John  P.  MiUigan,  Supervisor,  Standards 
Section.  AWP-621.  Federal  Aviation 
Administration.  Airports  Division, 
15000  Aviation  Blvd.,  Hawthorae,  CA. 
90261 ,  Tel  (310)  297-1029.  The 
application  aaay  be  reviewod  in  peraon 
at  this  same  location. 
WffiUmMltmi  WOWATPN.  The  FAA 
proposes  to  rule  and  invites  public 
comm«it  on  the  application  to  impose 
and  iaopoae  and  use  the  revenue  firaaaa 
PFC  at  Ontario  Intemational  Airport 
under  the  provisians  of  the  A  viadOB 
Safety  and  Capacaly  Expansion  Act  of 
1990  (ntla  DC  of  the  Omn&us  Budget 
Recondiiation  Act  of  1990)  (Pub.  L 
101-508)  And  part  158  of  the  Federal 
Aviation  Regulations  (14  CFR  pert  1S8|. 

On  Deceaaber  29, 1992.  the  FAA 
determined  that  the  application  to 
impose  and  impoae  and  use  the  revenue 
firom  a  PFC  submitted  by  Los  Angeles 
Department  of  Airports  was 
substimtially  complete  «vithin  the 
requiremaots  of  S  158.25  of  part  158. 
The  FAA  will  Approve  or  disapprove  the 
application,  in  whole  or  in  part,  no  klar 
than  March  30, 1993. 

The  foUowing  is  a  brief  overview  of 
the  applioBtioa. 

Level  of  the  pnposed  PFC.  SiXM 
Proposed  charge  effective  date  Myl. 

1993 
Proposed  charge  expiration  dote-  ymm 

30.1990 
Tottd  ettimated  PfC  revertae.  f49.0 

Millioa 
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Brief  (hscripUon  of  proposed  projects: 

Construct  new  aiiiXHt  tennLaal;  Noiae 

mitigation  program. 
Class  or  classes  of  air  carriers  which  the 
public  agency  has  requested  not  be 
required  to  collect  PFCs  • 

Business  Air  Service  South 

Mayo  Aviatimi,  Inc. 

Modesto  Executive  Air  Chartw 

Ralei^  Jet  Charter 

Valko,  Inc. 

Yecny  Enterprises,  Inc. 

Any  person  may  inspect  the 
application  in  person  at  the  FAA  office 
listed  above  under  "ran  RMTNER 
MFOfMATlON  CONTACT"  and  at  the  FAA 
regional  Airports  office  located  at: 
Federal  B\iilding.  3rd  Floor,  room  3E23, 
15000  Aviation  Blvd.,  Hawrthome,  CA 
90261. 

In  addition,  any  person  may.  upon 
request,  inspect  the  application,  notice 
and  other  documents  germane  to  the 
application  in  person  at  the  Los  Angeles 
Department  of  Airports. 
Elkww1kL.ChaB. 

Acting  ManagBT,  Airports  Division.  Western 
PacifK  Region. 
|FR  Doc,  93-«13  Filed  1-14-93;  8:45  am] 


MaritkiM  AdrnMatraUon 
[Dodiat  No.  &4M] 

AiMrican  Praildant  Unaa,  Ltd.; 
Application  for  a  Waivar  of  Sactkm 
804(a)  of  tha  Mardianl  Marina  Act, 
1986,  aa  Amandad.  To  ParmH  Foraign- 
Flag  Slot  Chartara 

American  President  Lines,  Ltd.  (APL), 
by  application  dated  January  6. 1993. 
requests  waiver  of  the  provisions  of 
section  804  of  the  Merchant  Marine  Act. 
1936.  as  amended  (Act),  for  foreign-flag 
slot  charters  by  APL  on  a  vessel  of 
Companie  Maritime  d'Affietement 
(CMA)  pursuant  to  APL's  participation 
in  a  reciprocal  slot  exchange  and 
coordinated  sailing  agreement  and  in  a 
Slot  Charter  Agreement,  both  between 
APL  and  CMA. 

APL  currently  has  section  804  waiver 
authority  to  operate  two  foreign-flag 
ships  in  a  west  coast  India  fseder 
service.  APL  jmiposes  entering  into  the 
agreements  dted  above,  to  add  one 
CMA  vessel  to  this  service,  expanding 
the  geographic  coverage  to  the  Fuiayrah/ 
Colombo  range,  with  APL  and  CMA 
chartering  space  on  each  other's  shios. 

This  applicati<Hi  may  be  inspected  in 
the  Office  of  the  Secretary,  Maritime 
Administration.  Any  person,  firm,  or 
corporation  having  any  interest  in  such 
request  within  the  meaning  of  section 
804  of  the  Act  and  desiring  to  submit  . 


comments  concerning  the  application 
must  file  written  comments  in  triplicate 
with  the  Secretary.  Maritime 
Administration,  room  7300.  Nassif 
Building.  400  Seventh  Street,  SW.. 
Washington,  DC  20590.  Comments  must 
be  received  no  later  than  5  p.m.  on 
January  25, 1993.  This  notice  is 
published  as  a  matter  of  discretion  and 
publication  should  in  no  way  be 
considered  a  favorable  or  unfavorable 
decision  on  the  application,  as  filed  or 
as  may  be  amended.  The  Maritime 
Administrator  will  consider  any 
comments  submitted  and  take  such 
action  with  respect  thereto  as  may  be 
deemed  appropriate. 

(CaUlog  of  Federal  Dranestic  Assistance 
Program  No.  20.804  (Opentiiig-DiffiBrential 
Subsidies)) 

By  Order  of  the  Maritime  Admioistntor 
IaiaesE.Saari, 

Secretary,  Maiitime  Administration. 
(FR  Doc.  93-1066  Filed  1-14-93;  8:45  am] 
BNAJNe  COOC  4t1*-«1-M 


National  Highway  Traffic  SafOty 
Administration 

[Dodiel  No.  9a-S2;  Nodoo  21 

Datannination  That  Nonconfbrming 
1980  Haroadaa-Banz  5008L  Paaaangar 
Cara  Ara  BigiWa  for  Impoftation 

AOQCV:  Natifflial  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
ACTION:  Notice  of  determination  by 
NHTSA  that  nonconforming  1989 
Mncedes-Benz  500SL  passager  can  ara 
eligible  for  importation. 

SUMMARY:  This  notice  announces  the 
determination  by  NHTSA  that  1989 
Mercedes-Benz  500SL  passenger  can 
not  originally  manufectiired  to  comply 
with  all  applicable  Federal  motor 
vehicle  s^ety  standards  are  eligible  for 
importation  into  the  United  States 
because  they  are  substantially  similar  to 
a  vehicle  originally  manufectured  for 
importation  into  and  sale  in  the  United 
States  and  certified  by  its  manufacturer 
as  complying  with  the  safety  standards 
(the  1989  Mercedes-Benz  560SL),  and 
they  are  capable  of  being  readily 
modified  to  conform  to  the  standards. 
DATES:  The  determination  is  effective  as 
of  the  date  of  its  publication  in  the 
Federal  Register. 

FOR  njRTNER  tlFORMATION  CONTACT:  Ted 
Bayler,  Office  of  Vehicle  Safaty 
Compliance,  NHTSA  (202-366-5306). 

SUPPIEMDITARV  MFORMATION: 

Backgrooad 

Under  section  108(c)(3KAMi)  of  the 
National  Traffic  and  Motor  Veliicle 


Safety  Act  (the  Act),  15  U.S.C 
1397(c)(3)(A)(i),  a  motor  vehicle  that 
was  not  originally  manufactured  to 
conform  to  all  appUcable  Federal  motor 
vehicle  safaty  standards  shall  be  refused 
admission  into  the  United  States  on  and 
after  January  31. 1990,  unless  NHTSA 
has  determined  that 

(I)  the  motor  vehicle  is  *  *  *  substantially 
similar  to  a  motor  vehicle  originaUy 
manubctuied  fat  importation  into  and  sale 
in  the  United  States,  certified  under  section 
114  (of  the  Act],  and  of  the  same  model  year 
*  *  *  as  the  model  of  the  motor  vehicle  to 
be  compared,  and  is  capable  of  being  readily 
modified  to  coofonn  to  all  applicable  Federal 
motor  vehicle  safety  standards  *  *  *. 

Petitions  for  eligibility  determinations 
may  be  submitted  by  either 
manufacturen  or  importen  who  have 
registered  %nth  NHTSA  pursuant  to  49 
CFR  part  592.  As  specified  in  49  CFR 
593  7,  NHTSA  publishes  notice  in  the 
Federal  Kegister  of  each  petition  that  it 
receives,  and  affords  interested  persons 
an  opportunity  to  comment  on  the 
petition.  At  the  dose  of  the  comment 
period,  NHTSA  determines,  on  the  basis 
of  the  petition  and  any  comments  that 
it  has  received,  whether  the  vehicle  is 
eligible  for  importation.  The  agency 
then  publishes  this  determination  in  the 
Federal  Regieter. 

Champagne  Imports  Inc.  of  Lansdale, 
Pennsylvania  (Registered  Importer  R-90- 
009)  petitioned  NHTSA  to  determine 
whether  1989  Mercedes-Benz  500SL 
passenger  can  are  eligible  for 
unportation  into  the  United  States. 
NHTSA  published  notice  of  the  petition 
on  October  7, 1992  (57  FR  46239)  to 
afford  an  opportimity  for  public 
comment.  The  reader  is  referred  to  that 
notice  for  a  thorough  description  of  the 
petition.  No  comments  were  received  in 
response  to  the  notice.  Based  on  its 
review  of  the  information  submitted  bv 
the  petitioner,  NHTSA  has  determined 
to  grant  the  petition. 

Vdiide  Eligibility  Number  Am- Subject 
Vehidee 

The  importer  of  a  vehicle  admissible 
under  any  final  determination  must 
indicate  on  the  form  HS-7 
accompanying  entry  the  appropriate 
vehicle  eligibility  number  indicating 
that  the  vehicle  is  eligible  for  entry.  VSP 
#23  is  the  vehicle  eligibility  number 
assigned  to  vehicles  admissible  under 
this  notice  of  final  determination. 

Final  DatenninatioB 

Accordingly,  on  the  basis  of  the 
foregoing.  NHTSA  hereby  determines 
that  a  1989  Mercedes  Benz  500SL 
(Model  ID  129.066)  is  substantially 
similar  to  a  1989  Mercedes  Benz  560SL 
(Model  ID  107.048)  originally 
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manuCBctured  for  importation  into  and 
sale  in  the  United  SUtM  and  certifiad 
undar  taction  114  of  tlie  National  Traffic 
ttod  Motor  Vdiicle  Safiaty  Act.  and  is 
capAle  of  bring  raadily  modified  to 
conform  to  all  applicable  Federal  motor 
vehicle  safety  standards. 

AodMritjr:  IS  U.S.C.  1397(0)  (3)  (A)  (i)  (I) 
and  (C)  (U);  49  CFR  593.S;  delegitkms  of 
authority  at  49  CFR  1.S0  and  501.8. 

lasuad  on:  Januaiy  11, 1993. 
WilliaaiA.BoAljr. 

Associate  Administrator  for  Bnfmcmnent 
(FR  Doc  93-975  Piled  1-14-93;  8:45  am] 


Adminiatralion 

OMoa  o4  Hasafdoua  Malaflala 
AppUeaUom  for  EMmplloM 

AOENCV:  Research  and  Special  Proyams 
Administratian.  DOT. 

ACTION:  List  of  Applicants  fat 
Exemptions. 

SUMMARY:  In  accordance  with  the 

grociBdures  govoning  the  q>plicatiQn 
)r.  and  the  processing  of,  exemptions 
from  the  Department  of  Transportation's 
Hazardous  Matwials  Regulaticms  (49 
CFR  part  107,  subpart  B),  notice  is 
h«eby  given  that  the  Office  of 
Hazardous  Materials  Transportaticm  has 
received  the  applications  described 
herein.  Each  mode  at  tran^Ktrtatian  ba 
which  a  particular  exemption  is 
requested  is  indicated  by  a  number  in 

NEW  EXEMPTIONS 


the  "Natute  of  ^plication"  p<»tian  of 
the  td>le  below  as  follows:  1— Motor 
vehicle,  2— Rail  freis^t,  3— Cargo  vessel, 
4 — Cargo  aircraft  only,  5 — Passenger- 
carrying  aircraft 

DATES:  Comments  must  be  received  on 
or  before  February  16, 1993. 
ADDRESS  COMMENTS  TO:  Doduto  Unit. 
Research  and  Special  Programs, 
Administratiim.  U.S.  Department  of 
Transportation,  Washington,  DC  20590. 

Comments  should  rem  to  the 
applicaticm  niunber  and  be  submitted  in 
triplicate.  If  confirmation  of  receipt  of 
comments  is  desired,  include  a  aelf- 
addrewed  stamped  postcard  showring 
the  exemption  application  number. 
FOR  njRTHER  MFORMATION  CONTACT: 
Copies  of  the  applications  are  available 
fat  inspection  in  the  Dockets  Unit,  room 
8426.  Nassif  Building.  400  7th  Street 
SW..  Washington.  DC 


AppHcaSon  num- 
bar 


10998-N. 
10988-N. 

10M1-N. 

10M2-fi. 
10M4-N. 


10MS-N. 


109fie-N, 


AiiplamI 


Waaiveoo  Coiponllon.  New  Yortc. 

NY. 
/UroTacMSP.  Las  Vagas.  NV  — 


Union  PacMc  Ralmad  Company, 
Omaha.  NE. 


Oowal  ScMumbaigar,  Inc.  Houa- 

ton,TX 
PacMc  SdamNc.  HTLMn  Tach  U- 

vWofv  Ouarta^  CA. 


Pomona,  CA. 


AIno  Qaaaa  ol  Tha  BOC  Gfoup 
Inc^  Munsy  HH,  NJ. 


Ra0ulalion(s)  allactad 


49  CFR  174.87(0  - 

49  CFR  173,  Subpart  C 

49  CFR  174J3(b)  (4) 

49  CFR  173.243(c) 

49    CFR     17&304(aX1).     175.3. 
178.47. 


49   CFR    173.302(a).    173J04(a) 
175J. 


49  CFR  173.301(0. 173JQ2(a)(1) 


Nakira  of  aMmpSon  tiafaol 


To  aulhortza  chtoilna 

toadng  wShout  tfia 

To  auSwrtza  ttw 


MM  tank  cam  to 
eaanoaol 
of  modal  rookal 


eWariwd  durtno  un* 
(modo2.) 
(raloadWi) 


Sammabla  aoHd,  DMalon  4.1.  (modaa  1, 2, 4, 6.) 

To  auenrtza  a  placaniad  Mcar  to  ba  mowad  In  an  automaM, 
ackMlad.  fraigM  daaaMoallon  yaid  (hump  yard}  owar  lia  hump  and 
rol  traa  Into  vailoui^laiiWcaaon  lagta  uamg  a  conlwlad  mduo- 
Ion  of  momanfean  oompulor  ayatom.  (moda  2.) 

To  auSiotlia  Via  aNpmam  of  lammaMa  Iquid,  oonoaK 
3,  In  OCT  apacMcaaon  57  pofWMa  lanka.  (modaa  1, 2, 3.) 

To  auenilza  tw  manutackwa,  maik  and aalaat  ncrvOOT  i 
don  cylndaw,  oonobuctod  of  Manlum  malartai  oontomritiQ  to  DOT 
SpadicaHon  4DS  tor  uaa  In  eanaportlno  eompiaaaad  gaa  n.03., 
olaaaad  as  nontlammaUa  gaa.  DMalon  2.2  (modaa  1, 2, 4, 5.) 

To  audnrtza  8w  manutadwe,  made  and  aala  of  non^XJT  apacMca- 
Hon  IKiar  raMofoad  plaitic  lul  oompoaNa  eyindon  ooraeuctod  of 
aaamliaa  e06l-TB  aluminum  pnaaura  vaaaal  My  owanMappad 
wSh  MMnani  wlndbigi  tor  uaa  In  tiamportlnQ  wartoua  matoiW 
ctoaaad  as  8ammabla  and  nonlammabia  gaaaa.  Claia  2  (modaa 
1. 2. 3. 4. 6.) 

To  autiortza  8ia  Baniportolton  of  compraaaad  gaa,  Hammabla,  aoA. 
DMalon  2.1,  In  DOT  Spadfcaaon  41.  cyHndan  wSh  a  aarvtoa  praa- 
awa  of  212  palp  or  graator.  (moda  1.) 


This  notice  of  receipt  of  applications 
for  new  exemptions  is  published  in 
accordance  with  part  107  of  the 
Hazardous  Materials  Transportations 
Act  (49  U.S.C  1806: 49  CFR  1.53(e)). 

Issued  in  Washington.  DC,  on  )anuary  12. 
1993. 
loaeph  T.  Homing, 

DincttM;  Office  of  Hazardous  htaterialt. 
Exemptions  and  Approvals. 
IFR  Doc.  93-1067  Filed  1-14-43;  8:45  am] 
BNiiNQ  oooe  4aia 


Offloa  Of  HazardoutlMMtala  Saftty; 

EMmpliona  or  Applicatfona  To 
Bacoma  a  Party  to  an  Examptton 

AGENCY:  Research  and  Special  Programs 
Administration,  DOT. 
ACTION:  List  of  applications  for 
modification  of  exemptions  or 
applications  to  become  a  party  to  an 
exemption. 

SUMMARY:  In  accordance  with  the 
procedures  governing  the  application 
for.  and  the  processing  of.  exemptions 
from  the  Department  of  Transportaticm's 
Hazardous  Materials  Regulations  (49 
CFR  part  107.  subpart  B).  notice  is 
hereby  given  that  the  Office  of 


Hazardous  Materials  Safsty  has  received 
the  appUcations  described  herein.  This 
notice  is  abbreviated  to  expedite 
docketing  and  public  notice.  Because 
the  sections  affected,  modes  of 
transportation,  and  the  natiue  of 
application  have  been  shown  in  earlier 
Federal  Registar  publications,  they  are 
not  repeated  here.  Requests  for 
modifications  of  exemptions  (e.g.  to 
provide  for  additional  hazardous 
materials,  packaging  design  changes, 
additional  mode  of  transportatitm.  etc.) 
are  described  in  footnotes  to  the 
application  number.  Application 
numbms  with  the  suffix  "X"  denote  a 
modification  request.  Application 
numbers  with  the  suffix  "P"  denote  a 
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party  to  request  Tliese  applications 
nave  bem  separated  from  the  new 
applications  for  exemptions  to  fiadlitate 
prooeesing. 

DATES:  Comments  must  be  received  on 
or  before  February  1. 1993. 
Aooncss  COMMENT!  TO:  Dockets  Unit. 
Research  and  Special  Programs. 
Administratian.  U.S.  Department  of 
Transportation,  Washington,  DC  20590. 

Comments  should  reiw  to  the 
application  nmnber  and  be  submitted  in 
triplicate.  If  confirmation  of  receipt  of 
comments  is  desired,  include  a  self- 
addressed  stamped  postcard  showing 
the  exemption  number. 

FOR  RIRTHER  MFOfMATION  COMTACT: 
Copies  of  the  applicatioiu  are  available 
for  faispecticm  in  the  Dockets  Unit,  room 
8426,  Nassif  Building,  400  7th  Street 
SW.,  Washington.  DC 
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form  for  redemption  under  this  call  will 
be  found  in  Department  of  the  Treasury 
Circular  No.  300,  Revised,  dated  March 
4, 1973.  Coupon  bonds  must  have  all 
unmatured  coupons  attached  to  the 
security  upon  presentation  for 
redemption  at  par.  If  any  coupons  for 
the  interest  payment  dates  of  November 
15. 1993.  through  May  15. 1998.  are 
missing,  the  full  face  amount  of  the 
missing  coupons  will  be  deducted  from 
the  par  value. 

3.  Such  bonds  held  in  book-entry 
form  will  be  paid  automaticallv  on  May 
15, 1993,  whether  held  on  the  books  of 
the  Federal  Reserve  Banks  or  in 
TREASURY  DIRECT  accounts. 
Marcus  W.Paga, 
Deputy  Fiscal  Assistant  Secretary, 
IFR  Doc.  93-1206  Filed  1-13-93:  2:46  pm] 
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This  notice  of  receipt  of  applications 
for  renewal  of  exemptions  and  party  to 
an  exemption  is  published  in 
accordance  with  Part  107  of  the 
Hazardous  Materials  Transportations 
Act  (49  U.S.C.  1806;  49  CFK  1.53(e)). 

iMued  in  Washington,  DC.  on  January  12. 
1993. 
yeeephT.HorniBg, 

Director,  Office  of  Hazardous  Materials, 
Exemptions  and  Approvals. 
(PR  Doc.  93-1068  Filed  1-14-93;  8:45  am) 
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7  ParcMM  TrMMiry  Bonds  of  1983-M; 
Nolica  of  CaU  for  Rademptlon 

Washington,  January  15. 1993. 

To  Holders  of  7  Percent  Treasury  Bonds  of 

1993-98,  and  Others  Concerned: 

1.  Public  notice  is  hereby  given  that 
all  outstanding  7  percent  Treasury 
Bonds  of  1993-98  (CUSIP  No.  912810 
BP  2)  dated  May  15, 1973,  due  May  15, 
1998,  are  hereby  called  for  redemption 
at  par  on  May  15, 1993,  on  which  date 
interest  on  such  bonds  will  cease. 

2.  Pull  information  regarding  the 

Eresentation  and  surrender  of  such 
onds  held  in  coupon  and  registered 


BuraMJ  of  Alcohol,  Tobacco  aiMl 
FirMrms 

[NotiocNcTSq 

CotiNMroo  In  ExplosivM;  List  of 
ExpkMiva  Material* 

Pursuant  to  the  provisions  of  section 
841(d)  of  title  18,  United  States  Code, 
and  27  CFR  55.23.  the  Director,  Bureau 
of  Alcohol,  Tobacco  and  Firearms,  must 
publish  and  revise  at  least  annually  in 
the  Federal  Register  a  list  of  explosives 
determined  to  be  within  the  coverage  of 
18  U.S.C.  chapter  40,  Importation, 
Manufacture,  Distribution  and  Storage 
of  Explosive  Materials.  This  chapter 
covers  not  only  explosives,  but  also 
blasting  agents  and  detonators,  all  of 
which  are  defined  as  explosive 
materials  in  section  841(c)  of  title  18, 
United  SUtes  Code.  Accordingly,  the 
following  is  the  1993  List  of  Explosive 
Materials  subject  to  regulation  under  18 
U.S.C.  diapter  40,  which  includes  both 
the  list  of  explosives  (including 
detonators)  required  to  be  pubUshed  in 
the  Federal  Rqpster  and  blasting  agoits. 
The  list  is  intended  to  also  include  any 
and  all  mixtures  containing  any  of  the 
materials  in  the  list.  Materials 
constituting  blasting  agents  are  marked 
by  an  asterisk.  While  the  list  is 
comprehensive,  it  is  not  all  inclusive. 
The  fact  that  an  explosive  material  may 
not  be  (m  the  list  does  not  mean  that  it 
is  not  within  the  coverage  of  the  law  if 
it  otherwise  meets  the  statutory 
definitions  in  section  841  of  title  18, 
Untied  States  (}ode.  Explosive  materials 
are  Usted  alphabetically  by  their 
common  names  followed  by  chemical 
names  and  synonyms  in  brackets.  This 
revised  list  supersedes  the  List  of 
Explosive  Materials  dated  January  9, 


DATB  (diami 
DDNP  [diazo 
DEGDN(dietl 
Detonathig  a 
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1992.  (57  FR  950)  and  wrill  be  efiective 
as  of  the  date  of  publicatiao  in  the 
Federal  Kegialar. 

Liat  of  Expleatre  Matoiab 


AcetylJdes  of  heavy  metals. 
Aluminum  containing  polymaric 

propellant. 
Aluminimi  c^horite  explosive. 
Amatex. 
Amatol. 
AmmtHia). 
Ammonium  nitrate  e]q)loaive  mixtures 

(cap  soisitive). 
'Ammonium  nitrate  e^qplosive  mixture 

(non  cap  sensitive). 
Aromatic  nitro-compound  ejqtlosive 

mixtures. 
Ammonium  percblorate  explosive 

mixtures. 
Ammonium  perchlorate  composite 

propellant. 
Ammonium  picrate  (picrate  of 

ammonia.  Explosive  D). 
Ammimium  salt  lattice  with 

isomorphously  substituted  inorganic 

salts. 
*ANFO  (ammonium  nitrate-fuel  oil). 

B 

Baratol. 

Baronol. 

BEAF  [1, 2-bis  (2, 2-difluoro-2- 

nitroacetoxyethane)]. 
Black  powder. 

Black  powder  based  explosive  mixtures. 
'Blasting  agents,  nitro-carbo-nitrates, 

including  noa  cap  sensitive  slurry 

and  water-gel  explosives. 
Blasting  caps. 
Blasting  gelatin. 
Blasting  powder. 

BTNEC  Ibis  (trinitroethyl)  carbonate). 
Bulk  salutes. 

BTNEN  [bis  (trinitroethyl)  nitramine]. 
BTTN  (1,2.4  butanetriol  trinitrate). 
Butyl  tetryl. 


Calcium  nitrate  explosive  mixture. 
Cellulose  hexanitrate  explosive  mixture. 
Cliiorate  explosive  mixtures. 
Composition  A  and  variations. 
Composition  B  and  variations. 
Composition  C  and  variations. 
Copper  acetylide. 
Cyanuric  triazide. 

C^clotrimethylenetrinitramine  [ROX]. 
C^clotetrametbylenetetranitramine 

(HMX). 
Cyclonite  IRDX). 
C^cIotoL 

D       I 

DATE  (diaminotrinitrobenzane). 
DDNP  (diazodinitrophmoU. 
DEGCM  (diethyleneglycol  dinitrate). 
Detonathig  cord. 


Detonatora. 

Dimethylol  dimethyl  medmie  dinitnte 

compositian. 
Dinitroethy  leneurea. 
Dinitroglyoeriiie  iglycacol  dinitnte). 
Dinitropnenol. 
Dinitn^rfienolates. 
IMnitroidi«i]d  hjrdrazine. 
DinitroreBOTCinol. 
Dinitrotoluene-sodimn  nitrate  explosive 

mixtures. 
DIPAM. 

Dipicryl  sulftme. 
Dipicrylamine. 
Display  fireworks. 
DNDP  [dinitropentano  nitrile). 
DNPA  [2,2-dinitropropyI  acrylate). 
Dynamite. 


EDDN  (ethylene  diamine  dinitrate). 

EDNA. 

Ednatol. 

EDNP  [ethyl  4.4-dinitn^>entanoate). 

Erythritol  tetranitrate  explosives. 

Esters  of  nitro-substituted  alo^ols. 

EGDN  [ethylene  glycol  dinitrate). 

Ethyl-tetryl. 

Explosive  conitrates. 

Explosive  gelatins. 

Explosive  mixtures  containing  oxjFgan 

releasing  inorganic  salts  and 

hydrocarixms. 
Explosive  mixtures  containing  oxygen 

releasing  inorganic  salts  and  nitro 

bodies. 
Explosive  mixtures  oontainittg  oxygen 

releasing  inoiganic  salts  and  water 

insoluble  fuels. 
Explosive  mixtures  containing  oxygen 

releasing  inorganic  salts  and  water 

soluble  fuels. 
Explosive  mixtures  containing 

sensitized  nitromethane. 
Explosive  mixtures  containing 

tetranitromethane  (nitroform). 
Explosive  nitro  compounds  of  artHnatic 

hydrocarbons. 
Explosive  organic  nitrate  mixtures. 
Explosive  liquids. 
Explosive  powders. 


Flash  powder. 
Fulminate  of  merciuy. 
Fulminate  of  silver. 
Fulminating  gold. 
Fulminating  mercury. 
Fulminating  platinum. 
Fulminating  silver. 

G 

Gelatinized  nitrocellulose. 
Gem-dinitro  aliphatic  explosive 

mixtures. 
Guanyl  nitrosamino  guanyl  tetrazene. 
Guanyl  nitrosamino  guanylidene 

hydrazine. 
Guncotton. 


H 

Heavy  metal  azides. 

Hexanite. 

Hexanitrodiphenylamine. 

Hexanitrostiibme. 

Hexogan  [RDX). 

Hexogene  or  octogene  and  a  nitrated  N- 

methylaniline. 
He3a>lites. 
HMX  (cyclo-1.3.5,7-tetramethylene 

2,4.6,8-tetranitTamiiie;  Octogsn). 
Hydra^biium  nitrate/hydrazine/ 

aluminum  explosive  system. 
Hydrazoic  add. 

I 

Igniter  cord. 

^litere. 

Initiating  tube  systems. 

K 

KDNBF  (potassium  dinitrobenzo- 
furoxane). 

L 

Lead  azide. 

Lead  maimite. 

Lead  mononitroresoroinate. 

Lead  picrate. 

Lead  salts,  explosive. 

Lead  styphnate  [styphnate  of  lead,  lead 

trinitroresorcinate). 
Liquid  nitrated  polyol  and 

trimethylolethane. 
Liquid  oxygen  explosives. 

M 

Magnesium  ophorite  explosives. 

Mannitol  hexanitrate. 

MDNP  [methyl  4,4-dinitropentanoate). 

MEAN  [monoethanolamine  nitrate). 

Merciuic  fulminate. 

Mercury  oxalate. 

Mercury  tartrate. 

Metriol  trinitrate. 

Minol-2  (40%  TNT,  40%  ammonium 

nitrate,  20%  aluminimfi). 
MMAN  [mooomethylaniine  nitrate); 

methylamine  nitrate. 
Monoitrotoluene-nitrogljTcerin  mixture. 
Monopropellants. 

N 

NIBTN  [nitroisobutametriol  trinitrate). 
Nitrate  sensitized  with  gelled 

nitroparaffin. 
Nitrated  carbohydrate  explosive. 
Nitrated  glucoside  explosive. 
Nitrated  polyhydric  alcohol  explosives. 
Nitrates  of  soda  explosive  mixtures. 
Nitric  acid  and  a  nitro  aromatic 

compound  explosive. 
Nitric  add  and  carboxylic  fuel 

explosive. 
Nitric  add  explosive  mixtures. 
Nitro  aromatic  explosive  mixtures. 
Nitro  compounds  of  furane  explosive 

mixtures. 
Nitrocellulose  explosive. 
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Nitroderivative  of  uret  e]q>lotiv8 

mixture. 
Nitrogelatiii  axplosive. 
Nitrogsn  trichloride. 
Nitrogan  tri-iodide. 
Nitroglycerine  [NG.  RNG,  nitro,  glyceryl 

trinitrate,  trinitroglycerine]. 
Nitroglydde. 
Nitroglycol  (ethylene  glycol,  dinitrate. 

EGDtD 
Nitioguanidine  explodvee. 
Nitroperaffins  Explodve  Ckade  and 

ammonium  nitrate  mixtures. 
Nitroniimi  peichlorate  piopellant 

mixtures. 
Nitiostaich. 

Nitro-subetituted  caiboxylic  adds. 
Nitrourea. 


Octogen  (HMX1. 

Octul  175  percent  HMX.  25  percent 

TNTl. 
Organic  amine  nitrates. 
Organic  nitiamines. 

P 

PBX  [RDX  and  plastidzer]. 

Pellet  powder. 

Penthrinite  composition. 

Pentolite. 

Perchlorate  explosive  mixtures. 

Peroxide  based  e]q>losive  mixtures. 

PETN  Initropentaerythrite, 

pentaerythrite  tetranitrate, 

pentaerythritol  tetranitrate]. 
Picramic  add  and  its  salts. 
Picramide. 

Picrate  of  potassium  explosive  mixtures. 
Picratol. 
Picric  add  (manufiKtured  as  an 

explosive). 
Picxyl  dUoride. 
Picryl  fluoride. 
PLX  [95%  nitromethane.  5% 

ethyloMdiaminel. 
Polynitro  aliphatic  compounds. 
Polyolpolynitrate-nitrooellulose 

explosive  gels. 
Potassiimi  chlorate  and  lead 

sulfocyanate  explosive. 
Potassium  nitrate  explosive  mixtures. 
Potassium  nitroaminotetrazole. 
Pyrotedmic  compositions. 
PYX  (2,»-bis(picrylamino)-3,5- 

dinitropyridine. 

R 

RDX  [cyckmite,  bexogen,  T4,  cydo- 
13.5.-tiiBiethvlene-2,4.6.- 
trinitramine;  haxahydro-l,3.5-trinitro- 
S-triazine). 


Safatyfuae. 

Salutes  (bulk). 

Salts  of  organic  amino  sulfonic  add 

explosive  mixture. 
Silver  acetylide. 


SilvOT  azide. 

Silver  fulminate. 

Silver  oxalate  explodve  mixtures. 

Silver  styphnate. 

Silver  tartrate  explosive  mixtures. 

Silver  tetraxene. 

Slurried  explosive  mixtures  of  water, 
inorganic  oxidizing  salt,  gelling  agent, 
fuel  and  sensitizer  (cap  sensitive). 

Smokeless  powder. 

Sodatol 

Sodium  amatol. 

Sodium  azide  explosive  mixtiue. 

Sodium  dinitroHirtho-cresolate. 

Sodium  nitrate-potassium  nitrate 
explosive  mixture. 

Sodium  picramate. 

Spedal  nrewcvks. 

Squibs. 

Styphnic  add  explosives. 

T 

Tacot  (tetTanitro-2.3,5.6-dibenzo- 

l,3a,4,6a  tetrazapentalene]. 
TATB  Itriaminotrinitrobenzenel. 
TECam  Itriethylene  glycol  dinitrate). 
Tetrazene  [tetracene,  tetrazine.  1(5- 

tetrazolyl)-4-guanyl  tetrazene 

hydrate). 
Tetranitrocarbazole. 

Tetryl  {2.4,6  tetranitro-N-methylaniline). 
Tetrytol. 
Thickened  inorganic  oxidizer  salt 

slurried  explosive  mixture. 
TMETN  (trimethylolethane  trinitrate). 
TNEF  [trinitroethyl  formal). 
TNEOC  [trinitroeuiykvthocarbonate]. 
TNEOF  [trinitroethyl  orthoformate). 
TNT  (trinitrotoluene,  trotyl,  trilite. 

triton). 
Torpex. 
Trioite. 
Trimethylol  ethyl  methane  trimtrate 

composition. 
Trimetnylolthane  trinitrate- 

nitrocellulose. 
Trimonite. 
Trinitroenisole. 
Trinitrobenzane. 
Trinitrobenzoic  add. 
Trinitrocresol. 
"ninitro-meta-cresoL 
Trinitronaphthalene. 
"MnitroplMnetol. 
Trinitrophlorogludnol. 
TrinitroiesordnoL 
Trtional. 

U 

Urea  nitrate. 

W 

Water  bearing  explosives  having  salts  of 
oxidinng  Adds  and  nitrogen  bases, 
sulfates,  or  sulfamates  (cap  sensitive). 

Water-in-oil  emulsion  explosive 
compositions. 

X 

Xanthamonas  hydrophilic  colloid 
explosive  mixture. 


FOR  FWmiER  WtFOmkVOH  CONTACT: 
Linda  Deel,  Spedalist.  Firearms  and 
Explosives  Operations  Branch.  Bureau 
of  Alcohol.  Tobacco  and  Firearms,  650 
Massachusetts  Avenue,  NW.. 
Washington,  DC  20226  (202-927-8310). 

A{^>roved:  January  11, 1993. 
iE.HiniM. 


Dinctor. 

[FR  Doc.  93-1022  Filed  1-14-93: 8:45  am) 
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UNITEO  STATES  COMMISSION  ON 
IMPfK>VINQ  THE  EFFECTIVENESS  OF 
THE  UNITED  NATIONS 

MMling  and  Haaring 

AGENCY:  United  States  Commission  on 
Improving  the  Effectiveness  of  the 
United  Nations. 
ACTION:  Notice:  public  hearings. 


SUMMARY:  The  purpose  of  these  hearings 
is  to  obtain  information  on  the  subject 
of  United  Nations  reform  and  U.S. 
policy  toward  the  United  Nations,  and 
to  condud  other  Commission  business. 
The  meetings  will  be  open  to  the  public. 
DATES:  Los  Angeles.  Febriiary  1, 1993. 
8:30  a.m.  to  4  p.m.:  San  Frandsco, 
February  2. 1993. 9  a.m.  to  5  p.m. 
ADDRESSES:  The  Los  Angeles  hearing 
will  be  held  in  the  Second  Floor  Lounge 
of  Ackerman  Hall,  University  of 
California  Los  Angeles.  308  Westwood 
Plaza.  Los  Angeles,  CA.  The  San 
Frandsco  meeting  will  be  held  in  the 
Green  Room  of  the  War  Memorial 
Veterans  Building,  401  Van  Ness 
Avenue,  San  Francisco,  CA. 
FOR  FURTHER  MFORMATWN  CONTACT: 
Kathleen  O'Leary.  Administrative 
QfBcw.  1825  Connecticut  Avenue.  Suite 
1011  Washington.  DC  20009;  telephone: 
(202)  673-5012;  telefax:  (202)  673-5007. 

Experts  or  representatives  of 
interested  groups  wishing  to  present 
testimony  should  contad  the 
Administrative  Officer  and  submit  a 
simimary  of  their  presentation  by 
January  25. 

atixens  interested  in  testifying  at  the 
Los  Angeles  hearing  may  sign  up  at  the 
Second  Floor  Lounge  of  Ackerman  Hall 
at  2  p.m.  Testimony  will  be  heard  after 
2:30.  Witnesses  are  required  to  limit 
their  statement  to  one  minute.  Those 
interested  in  testifying  at  the  San 
Francisco  hearing  may  sign  up  at  the 
(keen  Room  of  the  War  Memorial 
Veterans  Building  between  9:30  a.m. 
and  11:30  a.m.  Testimony  will  be  heard 
after  3  p.m.  Witnesses  must  limit  their 
statements  to  three  minutes.  Citizen 
witnesses  at  either  hearing  will  be 
seleded  on  a  first-come,  first-served 
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baiis.  All  witnesses  may  submit 
additional  material  for  the  racord. 

The  U.S.  Commission  on  improring 
the  ESJBctiveness  of  the  Untted  Nations 
was  established  by  Public  Law  100-204, 
101  Stat  1934  (22  U.S.C  287  note).  The 
Commissiim  is  charged  with  praparing 
and  submitting  to  the  Prerident  and 
Ckmgress  a  report  oonlaining  a  detailed 
statammt  of  its  finrfingt,  conchiaions 
and  recommendaticuis  regarding  rafonn 


of  the  United  Nations  qrstera  and  dw 
role  of  the  United  States  in  the  United 
Nations  system.  Hie  Cooanissian  is 
bipartisan  and  is  privatehr  funded. 

The  Commission  membns  are: 
Representative  James  A.  Leadi  and 
Charles  M.  Tirhanrtetn.  Co-Chaiis: 
Thomas  F.  Kagiaton,  Edward  F.  Fai^ian. 
Edwin  ).  Feulner.  fr.,  Waltsr  Hofimann. 
Senator  Nam^  L.  Kassabaum.  Akn  L. 
Keyes.  Jaane  J.  iOrkpatiick.  FMer  M. 


LasUa.  Gaqr  B.  Madkn^d.  Ssvarand 
Ridiard  John  NeidMus.  Senator 
QaibamaPdl.  Jerome  J.  Shestack, 
Harris  O.  Sdioanbeig,  and  Jose  S. 
Sorzano. 

Dated:  jaaiMHty  12. 1993. 


[FR  Doc  9S-10aO  Plkd  l-14-«3;  «45  aat) 
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Sunshine  Act  Meetings 


F«dwidl 

VoL  M.  Na  10 
Friday.  January  IS,  1993 


TNS  Mdon  Of  ttw  FEDERAL  REGISTER 
conMw  noioM  ol  mMingi  puMahad  under 
•w -QoMmnwnt  m  tw  SuraNna  ACT  (Pub. 
L  94-408)  5  U.&C.  562b(«)<3). 


LEQAL  8ERVICSS  CORPORATION 
Board  of  Director*  Annual  Meeting 
TME  AND  DATE:  The  Legal  Services 
Corporation  Board  of  Directors  %vill  hold 
its  aimual  meeting  on  January  29, 1993. 
The  meeting  will  commmce  at  9:30  a.m. 
PLACC:  The  Legal  Services  Corporation. 
750  1st  Street,  N.E..  11th  Floor,  The 
Board  Room,  Washington.  D.C  20002. 
(202)  336-8S00. 

STATUS  OF  MEEETWO:  Open,  except  that 
a  portion  of  the  meeting  may  be  closed 
if  a  majority  of  the  Board  of  Directors 
votes  to  hold  an  executive  session.  At 
the  closed  session,  pursuant  to  receipt 
of  the  aforementicHied  vote,  the  Board 
ytiU  consider  and  vote  on  approval  of 
the  draft  minutes  of  the  executive 
session  held  on  December  7. 1992.  In 
addition,  the  Board  will  hear  and 
consider  the  report  of  the  General 
Counsel  on  litigation  to  which  the 
Corporation  is  a  party.  Further,  the 
Board  will  hear  and  consider  its  Special 
Counsel's  report  on  the  status  of  the 
matter  Gawler  v.  LSC.  et  al.  Finally,  the 
Board  will  be  consulted  by  the  President 
regarding  certain  personnel-related 
matters.  The  closing  will  be  authorized 
by  the  relevant  sections  of  the 
Govenunent  in  the  Sunshine  Act  (5 
U.S.C  Sections  S52b(c)(2)(5).  (6).  and 
(10)].  and  the  corresponding  regulation 
of  the  Legal  Services  Corporation  [45 
CF.R.  Section  1622.5(a).  (d).  (e).  and 
(h)I.»  The  closing  will  be  certified  by  the 


Corporation's  General  Counsel  as 
authorized  by  the  above-dted 
provisions  of  law.  A  copy  of  the  General 
Counsel's  certification  will  be  posted  for 
public  inspection  at  Uie  Corporation's 
headquarters,  located  at  750  First  Street. 
N.E..  Washington.  D.C.  20002.  in  its 
eleventh  floor  reception  area,  and  will 
otherwise  be  available  upon  request. 

MATTERS  TO  BE  C0N8OERE0: 

1.  Approval  of  Aganda. 

2.  Approval  of  Minutes  of  December  7. 1992 

Meeting. 

3.  Election  of  OfRcers. 

a.  election  of  Chairperson. 

b.  Election  of  Vice  Chairperson. 

4.  Formation  of  Standard  Operating  Board 

Committees. 

a.  Audit  and  Appropriations  Committee; 

b.  Office  of  the  Inspector  General  Oversight 
Committee: 

c  Operations  and  Regulations  Committee; 

and 
d.  Provision  for  the  Delivery  of  Legal 

Services  Committee. 

5.  Formation  of  Special  Board  Committees. 

a.  Special  Reauthorization  Committee. 

b.  Other. 

6.  Status  Report  on  the  Competition  Effort 

7.  PresenUtion  by  Representatives  of  the 

American  Association  of  Law  Schools  on 
the  Continued  Funding  of  Law  School 
Qlnlcal  Programs. 

8.  Chairman's  and  Member's  Repcwts. 

9.  Consideration  of  Operations  and 

Regulations  Committee  Report 
a.  Consideration  of  Amendments  to 
Sections  1610  and  1611  of  the 
Corporation's  Regulations. 

OPEN  SESSION:  (Continued) 
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b.  Consideration  of  Amendment  to  Section 
1612  of  the  Corpraation's  Regulations. 

10.  Consideration  of  Office  of  the  Inspector 

General  Oversight  Committee  Report. 

11.  Consideration  of  Provision  for  the 

Delivery  of  Legal  Services  Committee 
Report 

1 2.  Consideration  of  Audit  and 

Appropriations  Conupittee  Report 

13.  Consideration  of  SpeciarReauthorization 

Committee  Report 

14.  President's  Report 

15.  Inspector  General's  Report 

CLOSED  SESSION: 

16.  Consideration  of  Board's  Special 

Counsel's  Report  on  the  Matter  of  CoH-ter 
V.  LSC.  et  al. 

17.  Consideration  of  the  General  Counsel's 

Report  on  Pending  Litigation  to  which 
the  Corporation  is  a  Party. 

18.  Consultation  with  Board  by  President  on 

Personnel-Related  Matters. 

19.  Approval  of  Minutes  of  Executive  Session 

Held  on  December  7, 1992. 

OPEN  SESSION:  (Resumed) 

20.  Consideration  of  Other  Business. 

CONTACT  PERSON  FOR  MFORMATION: 
Patricia  Batie  (202)  336-6800. 

Upon  request,  meeting  notices  will  be 
made  available  in  alternate  formats  to 
accommodate  individuals  who  are  blind 
or  have  visual  impairment 

Individuals  who  have  a  disability  and 
need  an  accommodation  to  attend  the 
meeting  may  notify  Patricia  Batie  at 
(202) 336-8800. 

Dated  Issued:  January  13, 1993. 
PatrtdaaBatie, 
Corporate  Secretary. 

(PR  Doc  93-1229  Filed  1-13-93;  3:54  pm] 
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DEPARTMENT  OF  LABOR 

Office  of  the  Secratary 

29CFRPait34 

Implementation  of  the 
Nondiecrimlnation  and  Equal 
Opportunity  Requlrementa  of  the  Job 
Training  Partnerahip  Act  of  1M2 

agency:  Office  of  the  Assistant 
Secretary  for  Administration  and 
Management.  Labor. 
ACnOH:  Final  rule. 


SUMMARY:  This  rule  implements  the 
nondiscrimination  and  equal 
opportimity  provisions  of  the  Job 
Training  Partnership  Act  of  1982.  as 
amended  (JTTA).  Under  JTPA.  the 
Department  of  Labor  (DOL)  provides 
flnancial  assistance  to  certain  recipients, 
for  the  purposes  of  establishing 
programs  to  meet  the  job  training  needs 
of  youth  and  adults  facing  serious 
barriers  to  employment.  The 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  prohibit 
discrimination  on  the  ground  of  race, 
color,  religion,  sex.  national  origin,  a^, 
disability,  political  affiliation  or  belief, 
and  for  beneficiaries  only,  citizenship  or 
participation  in  JTPA.  The  Job  Training 
Reform  Amendments  of  1992  amended 
JTPA  to  impose  a  statutory  deadline  for 
final  r^ulations  implementing  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA.  A» 
amended,  JTPA  provides  that  such 
regulations  be  issued  within  90  days  of 
the  enactment  date  of  the  Job  Training 
Reform  Amendments  of  1992. 

This  rule  clarifies  the  application  of 
the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and 
provides  uniform  procedures  for 
implementing  them.  The  rule  applies  to 
recipients  of  Federal  financial  assistance 
under  JTPA.  Recipients  are  defined  as 
entities  to  which  Federal  financial 
assistance  under  any  title  of  JTPA  is 
extended  directly  or  through  the 
Governor  or  another  recipient  The  rule 
imposes  general  nondiscrimination  and 
equal  oppwtimity  requirements,  as  well 
as  certain  affirmative  obligations,  such 
as  data  collection  and  recordkeeping 
requirements. 

This  rule  does  not  add  significandy  to 
the  respoDsibilities  of  JTPA  recipients. 
Rather,  this  r\ile  genwally  codifies  and 
consolidates  requirements  to  which 
JTPA  recipients  ai»^sub)ect  under  the 
noodlscrlmination  and  equal 
opportunity  provisions  of  other  Federal 
financial  aieistance  laws  and 
regulations. 
EFfCCnvc  date:  Pebraary  16, 1993. 


A00RE8SES:  Copies  of  this  final  rule  an 
available  in  the  following  alternative 
fbrmats:  large  print:  electronic  file  on 
computer  disk:  and  audio  tape.  Copies 
may  oe  obtained  from  the  Department  of 
Labor,  Directorate  of  Ovil  Rights,  200 
Constitution  Ave.,  NW..  N.  4123. 
Washington.  DC  20210  or  by  calling 
(202)  219-8927  (VOICE)  or  (202)  219- 
7090  (TDD). 

FOR  Rjm>«RIMro«MATION  CONTACT: 
Annabelle  T.  Lockhart,  Director, 
Directorate  of  Civil  RighU,  (202)  219- 
8927  (VOICE)  or  (202)  219-7090  fTDD). 

SUPPLEMENTARY  INFORMATION: 
I.  Background 

Section  167  of  JTPA  contains  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTTA,  which 
prohibit  discrimination  on  the  ground  of 
race,  color,  religion,  sex,  national  origin, 
age,  disability,  political  affiliation  or 
belief,  and  for  beneficiaries  only, 
citizenship  or  participation  in  JTPA.  As 
amended  by  the  Job  Training  Reform 
Amendments  of  1992.  JTPA  provides 
that  final  regulations  implementing 
section  167  of  JTPA  be  issued  within  90 
days  of  the  enactment  date  of  the  Job 
Training  Reform  Amendments  of  1992. 
Secretary's  Order  2-81.  section  5a(2). 
authorizes  the  Assistant  Secretary  for 
Administration  and  Management 
(OASAM).  working  throu^  the 
Director.  Office  of  Qvil  Rights  (OCR), 
now  Directorate  of  Qvil  Rights  (DCR),  to 
establish  and  formulate  all  policies, 
standards  and  procedures,  as  well  as  to 
issue  rules  and  regulations,  governing 
the  dvil  rights  enforcement  programs 
under  grant-related  nondiscrimination 
statutes.  Secretary's  Order  2-85 
similarly  delegates  to  OASAM.  working 
through  the  Director,  OCR.  now  DCR, 
exclusive  authority  for  the 
implementation  and  enforcement  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA. 

Because  JlrA  recipients  are 
recipients  of  Federal  financial 
assistance,  such  recipients  are  subject  to 
the  req\iirements  of  29  CFR  parts  31  and 
32.  implementing  the  nondiscrimination 
and  equal  opportunity  provisions  of  title 
VI  of  Uie  Qvil  Rights  Act  of  1964,  as 
amended  (title  VI),  and  section  504  of 
the  RehabiliUtion  Act  of  1973,  as 
amended  (section  504). 

In  the  absence  of  regulations 
implementing  section  167  of  JTPA,  and 
pursuant  to  authority  delegated  to 
OASAM  by  the  Seaetanr,  DCR  bu 
proceesed  complaints  of  diacrinrination 
prohibited  by  JTPA  under  2»CFR  parts 
31  and  32.  Similarly,  for  the  purpoeee  of 
monitofing  compliance  with  section  167 
of  fTPA.  DCR  has  utihzed  the 


recordkeeping  requirements  and  othOT 
affirmative  obligations  already  imposed 
pursuant  to  29  CFR  parts  31  and  32. 
Thus,  while  this  rule  provides 
important  and  needed  clarification, 
codification,  and  consolidation  of 
responsibilities  and  procedures 
applicable  to  the  enforcement  of  the 
nondiscrimination  and  eaual 
opportujiity  provisions  of  JTPA,  it  does 
not  generally  impose  substantively  new 
obligations  or  call  for  significant 
changes  in  procediue. 

n.  Rulemaking  History 

On  October  19, 1992,  DOL  published 
a  notice  of  proposed  rulemaking 
(NPRM).  57  FR  47690,  settina  forth 
proposed  29  CFR  part  34  and  soliciting 
public  comment  on  the  following  topics: 
the  addition  of  applicant  information  to 
the  Standardized  Program  Information 
Record  (SPIR);  the  nature  of  any  costs, 
other  than  those  involved  in  satisfying 
recordkeeping  obligations,  imposed  by 
tlie  rule;  the  proposed  complaint 
processing  procedure;  additional  steps 
that  could  be  taken  to  minimize  any 
economic  burden  on  small  businesses; 
and  the  fiaasibility  of  requesting  certain 
information  from  grant  applicants. 

Section  IV  of  the  Supplementary 
Information,  below,  addresses 
comments  concerning  specific  sections 
of  the  proposed  rule.  In  particular,  the 
analysis  of  $  34.24  discusses  comments 
received  concerning  the  addition  of 
applicant  information  to  the  SPIR. 
Comments  concerning  specific  costs 
imposed  by  the  rule  other  than  those 
related  to  recordkeeping  are  addressed 
in  the  applicable  section  analyses. 
Comments  concerning  the  proposed 
complaint  procedure  are  addressed  in 
the  analysis  of  §  34.42.  No  commenters 
spedfiodly  recommended  steps  to 
minimize  the  economic  burden  on  small 
entities  or  addressed  the  feasibility  of 
requesting  certain  information  from 
grant  applicants. 

The  comment  period  ended 

November  3, 1992.  In  order  to  have  a 

reasonable  opportunity  to  comply  with 

the  statutory  deadline  imposed  by  the 

Job  Training  Reform  Amendments  of 

1902.  it  ¥ras  necessary  to  limit  the 

notice  and  comment  period  to  15  days. 

Howeyer,  to  ensure  that  affected  parties 

were  a«irare  of  the  proposed  rule  and 

bad  a  reasonable  opportimity  to 

comment,  DCR  distributed  copies  of  the 

NPRM  directly  to  Governors,  JTPA  and 

State  Employment  Security  Agency 

Adminiflttators,  State  Equal  Opportunity 

Ofllcen,  and  pertinent  private  interest 

groups. 
In  respcmse  to  the  NPRM.  DOL 

receivea  46  comments  from  interested 

groups  and  individuals.  In  many 


III.  Overvie 


rV.  Section- 
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instances,  comments  were  submitted  by 
State  JTPA  agencies  on  behalf  of  tbeir 
recipients  or  by  Private  Industry 
Councils  on  behalf  of  their  Sendee 
Delivery  Areas. 

These  comments  have  been  analyzed 
and  considered  in  the  development  of 
this  final  rule. 

Copies  of  the  written  comments  will 
remain  available  for  public  inspection 
during  normal  business  hours  at  the 
Directorate  of  Civil  Rights,  U.S. 
Department  of  Labor.  200  Constitution 
Avenue,  NW.,  room  N-4123, 
Washington,  DC.  20210.  Persons  who 
need  assistance  to  review  the  comments 
will  be  provided  with  appropriate  aids 
such  as  readers  or  print  magnifiers.  To 
schedule  an  appointment,  call  (202) 
219-^927  (VOICE)  or  (202)  219-7090 
(TDD). 

ni.  Overview  of  the  Rule 

Subpart  A — (a)  provides  definitions, 
(b)  delineates  statutory  coverage,  (c) 
establishes  enforcement  authority,  and 
(d)  sets  out  nondiscrimination  and  equal 
opportunity  provisions  applicable  to 
recipients. 

Subpart  B — sets  out  the  recordkeeping 
requirements  and  other  affirmative 
obligations  of  recipients. 

Subpart  C — describes  the  Governor's 
supplemental  responsibilities  to 
implement  the  nondiscrimination  and 
equal  opportunity  requirements  of 
)TPA. 

Subpart  D — describes  complaint 
handling  and  compliance  review 
procedures. 

Subpart  E — contains  the  Federal 
procedures  for  effecting  compliance, 
including:  (a)  actions  DOL  will  take 
upon  making  a  finding  of 
noncompliance  for  which  voluntary 
compliance  cannot  be  achieved;  (b)  the 
rights  of  parties  upon  such  a  finding; 
and  (c)  hearing  procedures. 

rv.  Section-by-Section  Analysis 

Subpart  A — General  Provisions 
Section  34. 1    Purpose;  Application 

This  section  describes  the  purpose 
and  application  of  the  rule. 

The  purpose  of  the  rule  is  to 
implemant  section  167  of  JTPA,  which 
contains  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA. 
Section  167  of  JTTA  prohibits 
discrimination  on  the  ground  of  race, 
color,  religion,  sex,  national  origin,  age, 
disability,  political  affiliation  or  belief, 
and  for  beneficiaries  only,  citizenship  or 
participation  in  JTPA.  Issuance  of  this 
rule  was  statutorily  mandated  by  the  Job 
Training  Reform  Amendments  of  1992, 
which  amended  section  167  of  JTPA  to 
require  that  the  Department  issue  final 


regulations  implementing  section  167 
■  within  90  days  of  the  passage  of  the  Job 
Training  Reform  Amendments  of  1992. 

As  revised,  this  part  applies  to 
recipients  only,  as  defined  in  §  34.2.  The 
term  recipient  is  defined  to  mean  any 
entity  to  which  Federal  financial 
assistance  imder  any  title  of  JTPA  is 
extended,  either  directly  or  through  the 
Governor  or  through  another  recipient 
(including  any  successor,  assignee,  or 
transferee  of  a  recipient),  but  excluding 
the  ultimate  beneficiary  of  the  Federal 
assistance  and  the  Governor.  The  scope 
of  the  rule  has  been  re-defined  to  focus 
on  the  obligations  of  recipients.  The 
NPRM  contained  references  to  entities, 
other  than  recipients,  operating  a 

[)rogram  or  activity.  The  final  rule  no 
onger  contains  a  distinction  between 
recipients  and  other  entities  operating  a 
program  or  activity,  but  rather  addresses 
the  obligations  of  recipients  only. 

This  diange  has  been  made  for  several 
reasons.  The  focus  on  recipient 
responsibilities  creates  a  simpUfied  rule, 
which  more  accurately  reflects  the 
actual  focus  of  OCR's  compliance 
activities.  The  revised  rule  also  provides 
for  greater  clarity  within  the  regulated 
commimity  concerning  the  coverage  of 
the  rule.  A  number  of  commenters  on 
the  NPRM  indicated  confusion 
regarding  the  proposed  rule's  coverage 
of  entities  other  than  recipients.  Some 
commenters  also  questioned  the 
availability  of  practicable  enforcement 
mechanisms  to  ensure  compliance  with 
the  nondiscrimination  and  equal 
opportunity  provisions  of  the  rule  by 
non-recipient  entities. 

As  in  me  NPRM,  subpart  A  of  this 
part  outlines  the  general 
nondiscrimination  and  equal 
opportimity  provisions  of  the  rule.  As 
noted  above,  the  application  of  the  rule, 
including  subpart  A,  is  limited  to 
recipients,  as  defined  in  §  34.2.  Subpart 
A  also  addresses  the  particular 
application  of  the  rule  to  the 
employment  practices  of  a  recipient.  As 
in  the  NPRM,  subparts  B-D  of  this  part 
contain  the  recordkeeping  requirements 
and  other  affirmative  obligations 
pertinent  to  recipients. 

Recipients  of  Federal  financial 
assistance  imder  JTPA  are  recipients  of 
Federal  financial  assistance,  and 
therefore  are  subject  to  the  applicable 
nondiscrimination  and  equal 
opportunity  provisions  of  title  VI  of  the 
Civil  Rights  Act  of  1964,  as  amended 
(title  VI)  and  section  504  dl  the 
Rehabilitation  Act  of  1973,  as  amended 
(section  504),  and  their  respective 
implementing  regulations  at  29  CFR 
parts  31  and  32.  Several  commenters 
appeared  to  be  unaware  of  the 
obligation  of  recipients  of  Federal 


financial  assistance  under  JTPA  to 
comply  with  laws  and  regulations 
pertaining  to  recipients  of  Federal 
financial  assistance. 

In  order  to  eliminate  the  burden  of 
complying  with  overlapping  regulatory 
requirements,  the  rule  provides  that  a 
recipient's  compliance  with  this  rule 
constitutes  compliance  with  29  CFR 
part  31  and  with  subparts  A,  D,  and  E 
of  29  CFR  part  32.  However,  this  rule 

does  not  incorporate  all  of  the 

requirements  contained  in  29  CFR  part 
32.  Therefore,  recipients  complying 
with  this  rule  remain  responsible  for  the 
obligations  imposed  by  subparts  B  and 
C  and  Appendix  A  of  29  CFR  part  32. 
which  pertain  to  employment  practices 
and  employment-related  training, 
program  accessibility,  and 
accommodations  under  section  504. 

For  recipients  who  receive  any 
funding  fit)m  the  Etepartment  under 
JTPA,  whether  or  not  funds  under  JTPA 
constitute  their  sole  source  of  funding 
from  the  Department,  compliance  with 
this  part  shall  constitute  compUance 
under  29  CFR  part  31  and  subparts  A, 
D,  and  E  of  29  CFR  part  32. 

In  addition,  recipients  that  are  also 
public  entities  or  public 
accommodations  as  defined  by  titles  II 
and  m  of  the  ADA,  should  be  aware  of 
the  obligations  imposed  pursuant  to 
those  titles. 

This  rule  does  not  apply:  to  programs 
or  activities  exclusively  funded  by  DOL 
under  laws  other  than  JTPA;  to  contracts 
of  insurance  and  guaranty;  to  federally- 
operated  Job  Corps  Centers;  or  to 
assistance  provided  to  individuals  who 
are  ultimate  beneficiaries.  One 
commenter  objected  to  these  exclusions, 
questioning  why  "SDAs  will  be  held 
accountable  to  far-reaching  and 
expensive  standards,  while  other 
entities  are  exempt."  The  rule 
implements  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA 
and,  therefore,  applies  only  to  recipients 
of  JTPA  funds,  as  defined  by  this  part. 
Federally-operated  Job  Corps  Centers 
are  not  "exempt"  from  coverage  under 
title  VI  or  section  504;  rather,  they  are 
subject  to  the  nondiscrimination  and 
equal  opportunity  regulations  of  the 
Federal  department  operating  the  Job 
Corps  Center. 

Section  34.2    Definitions 

To  the  extent  possible,  the  definitions 
contained  in  the  rule  are  consistent  with 
similar  terms  used  in  regulations 
implementing  the  nondiscrimination 
and  equal  opportunity  provisions  of 
other  legislation  provicUng  Federal 
financial  assistance.  Similarly,  to  the 
extent  feasible,  the  rule  uses  the  terms 
contained  in  JTPA  program  regulations 
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issued  by  the  Employment  and  Training 
Administration  (ETA)  ivithin  the 
Department  Furthermore,  the  role 
specifically  employs  the  definitions  of 
applicant,  eligible  applicant,  and 
participant  included  in  the 
Standardized  Program  Information 
Record  (SPK).  A  notice  concerning  the 
data  elements  to  be  included  in  the  SPK 
was  published  Novembw  12. 1992  in 
the  Federal  Register.  57  FR  53824.  A 
number  of  commenters  on  the  NPRM 
expressed  dissatisfaction  with  apparent 
discrepancies  between  the  definitions  of 
applicant  and  participant  contained  in 
DCR's  proposed  role  and  in  the  SPIR 
proposed  by  ETA  on  March  12, 1992,  57 
f  R  8820.  The  definitions  of  applicant, 
eligible  applicant,  and  participant 
contained  in  the  final  role  are  now 
substantively  ident^l  to  the  SPIR 
definitions  of  those  terms. 

Some  commenters  expressed 
disapproval  of  any  difference  in  the  use 
of  certain  definitions  in  the  NPRM  and 
in  ETA  regulations.  Because  this  role  is 
designed  for  use  in  civil  rights 
compliance  and  enforcement  activities, 
rather  than  for  programmatic  purposes, 
it  is  not  possible  to  use  identical 
definitions.  Therefore,  the  role  defines 
and  uses  certain  terms  as  terms  of  art, 
such  as  JTPA-funded  program  or 
activity  and  recipient. 

The  term  JTPA-funded  program  or 
activity  is  used  as  a  term  of  art  to  mean 
a  program,  operated  by  a  recipient  and 
funded  under  JTPA  for  the  provision  of 
services,  financial  aid,  or  other  benefit 
to  individuals.  One  commenter 
expressed  the  view  that  services 
purchased  by  a  participant  with  JTPA 
needs-based  payments  should  not 
constitute  a  JTPA-hinded  program,  now 
termed  a  JTPA-funded  program  or 
activity.  A  JTPA-funded  program  or 
activity,  as  defined  in  §  34.2.  does  not 
cover  services  purchased  by  a 
participant. 

The  term  recipient  is  used  as  a  term 
of  art  that  includes  anv  entity,  public  or 
private,  that  receives  mnding  from  the 
Department  under  any  title  of  JTPA, 
directly  or  through  the  Governor  or 
another  recipient  The  term  recipient 
includes,  but  is  not  limited  to.  State- 
level  agencies  that  administer  JTPA- 
fundeoprograms  or  activities.  State 
Employment  Security  Agencies 
(SESAs).  Private  Industry  Councils 
(PICs).  SOA  grant  recipienU  or 
administratlvB  entities,  substate 
grantees,  service  providers.  Job  Corps 
Centers,  and  National  Program 
recipients.  The  term  recipient  does  not 
include  federally  operated  Job  Corps 
Centers. 

In  the  final  rule,  the  definition  of 
recipient  has  been  revised  to  exclude 


the  Governor.  This  is  a  technical  change 
to  provide  greater  clarity  and  precision 
and  does  not  represent  any  substantive 
change  in  the  responsibilities  applicable 
to  recipients  or  to  the  Governor.  As  in 
the  proposed  role,  the  final  role 
provides  that  the  Governor  has  specific 
obligations,  outlined  in  subpart  C  of  this 
part,  to  ensure  that  recipients  comply 
with  the  nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  and  this 

part. 

In  a  related  technical  change,  the  term 
subrecipient  has  been  deleted  from  the 
final  role  as  superfluous  and  confusing. 
As  commenters  indicated,  the  term 
subrecipient  served  no  function,  since 
the  proposed  rule  already  Included 
subredpients  within  the  definition  of 
recipient  and  provided  that  all 
obligations  of  recipients  applied  to 
subracipients,  unless  otherwise 
provided  in  the  role.  As  in  the  proposed 
role,  the  final  rule  exempts  service 
providers  and  small  recipients  frtim 
certain  obligations  imposed  by  the  role. 

The  defiiutions  of  disability  and 
individual  with  a  disability  hiave  been 
revised  for  consistency  with  section  504 
of  the  Rehabilitation  Act  of  1973.  as 
recently  amended  by  the  RehabiliUtion 
Act  Amendments  of  1992.  Further, 
consonant  with  the  Rehabilitation  Act 
Amendments  of  1992,  the  Job  Training 
Reform  AmendmenU  of  1902  and  the 
ADA,  this  part  uses  the  term  disability 
in  place  of  the  term  handicap.  The  two 
terms  are  intended  to  have  identical 
meanings. 

One  commenter  critidzad  the 
definition  of  disability  contained  in  the 
proposed  ride,  on  the  ground  that  it  was 
excessively  broad.  However,  the 
definition  is  not  exclusive  to  this  role, 
but  rather  is  substantively  identical  to 
that  contained  in  section  504  of  the 
Rehabilitation  Act.  as  amended,  to 
which  recipients  of  Federal  financial 
assistance,  including  JTPA  funds,  are 
subject.  Because  the  rule  pertains  to 
nondiscrimination  and  eqiial 
opportunity  on  the  basis  of  disability, 
rather  than  program  eligibility,  the 
definition  of  disability  is  necessarily 
different  from  that  used  for  the  purposes 
of  making  program  determinations. 

Severu  comments  indicated  a  need 
for  clarification  of  the  term  auxiliary 
aids  and  services;  therefore,  a  definition 
of  the  term  has  been  added  to  the  final 
role.  Auxiliary  aids  and  services  pertain 
specifically  to  communications.  The 
alligations  of  recipients  concerning 
communications  with  individuals  with 
disabilities  are  outlined  in  §  34.6. 

Section  34.3    Discrimination  ProhAited 

This  section  sets  forth  a  general 
statement  of  prohibited  discrimination 


to  the  effect  that  no  person,  on  the 
ground  of  race,  color,  religion,  sex. 
national  origin,  age.  disability,  political 
affiliation  or  belief,  and  for  beneficiaries 
only,  citizenship  or  participation  in 
JTPA.  shall  be  excluded  from 
participation  in.  denied  the  benefits  of, 
or  subjected  to  discrimination  under  a 
JTPA-funded  program  or  activity.  The 
suggestion  of  one  commenter  that 
several  of  these  grounds  be  deleted  from 
inclusion  in  the  final  rule  has  not  been 
adopted,  because  the  section 
implements  the  specific  statutory 
prohibitions  on  discrimination 
mandated  by  section  167  of  JTPA. 

Section  34.4    Specific  Discriminatory 
Actions  Prohibited  on  the  Ground  of 
Face,  Color,  Religion.  Sex.  National 
Origin.  Age.  Political  Affiliation  or 
Belief.  Citizenship,  or  Participation  in 
JTPA 

For  the  purposes  of  this  section, 
prohibited  ground  is  defined  to  mean 
race,  color,  religion,  sex.  national  origin, 
age.  political  affiliation,  citizenship,  or 
participation  in  JTPA.  Specific 
discriminatory  actions  that  are 
prohibited  on  the  groimd  of  disability 
are  covered  in  §  34.5. 

This  section  delineates  specific 
actions  that  are  prohibited  by  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA.  In 
addition  to  the  specific  actions 
prohibited  under  paragraphs  (a)  (l)-(9) 
of  this  section,  paragraph  (a)(10)  of  the 
section  provides  that  a  recipient  may 
not  "otherwise  limit  on  a  prohibited 
ground  an  individual  in  enjoyment  of 
any  right,  privilege,  advantage,  or 
opportunity  enjoyed  by  others  receiving 
any  aid.  benefit,  service,  or  training." 
Thus,  the  enumeration  of  specifically 
prohibited  actions  is  not  intended  to 
imply  the  permissibility  of  actions  not 
specifically  enimierated.  One 
commenter  pointed  out  that  sexual 
harassment  was  not  specifically 
included  as  a  prohibited  action.  Sexual 
harassment  constitutes  a  form  of 
discrimination  on  the  basis  of  sex  and 
is  therefore  prohibited  under  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  and  this 
part. 

One  commenter  expressed  the  view 
that  the  list  of  prohibited  grounds  and 
actions  contained  in  this  section  was 
excessive.  The  list  of  grounds  on  whidi 
it  is  prohibited  to  discriminate  is 
contained  in  section  167  of  JTPA  itself, 
the  Tule  implements,  but  does  not 
extend,  the  statutory  prohibitions. 
Further,  the  list  of  prohibited  actions  is 
essentially  identical  to  that  contained  in 
the  regulations  implementing  title  VL 
As  noted  in  the  discussion  of  $  34.1. 
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recipients  of  Federal  financial  assistance 
from  IX)L,  including  funds  under  JTPA. 
are  already  subject  to  these  prohibitions. 

One  conunenter  requested 
clarification  as  to  whether  the  rule's 
prohibition  on  discrimination  on  the 
ground  of  participation  in  JTPA  would 
preclude  recipients  from  adopting 
policies  that  would  restrict  the  access 
and/or  delivery  of  services  to  prior 
participants,  llie  rule's  prohibition  on 
discrimination  on  the  ground  of 
participation  in  JTPA  implements 
§  167(a)(4)  of  JTPA,  which  provides  that 
individuals  who  are  participants  in 
activities  supported  tmder  JTPA  shall 
not  be  discriminated  against  solely 
because  of  their  status  as  such 
participants.  The  Department  does  not 
consider  reasonable  restrictions  on 
serving  prior  participants  to  constitute 
discrimination  prohibited  by  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  or  this 
part. 

Paragraph  (d)  of  this  section  permits 
the  exclusion  of  an  individual  because 
he  or  she  is  not  a  mmnber  of  the  class 
of  beneficiaries  to  which  participation 
in  the  program  is  limited  by  Federal 
statute  or  executive  order.  One 
conunenter  objected  to  this  provision, 
on  the  ground  that  paragraph  (d) 
"specifically  allows  illegal 
discrimination  against  persons  who  are 
not  members  of  protected  classes."  This 
perception  is  incorrect;  the  provision 
does  not  permit  "illegal 
discrimination,"  but  rather  is  included 
to  clarify  what  does  and  does  not 
constitute  illegal  discrimination.  The 
provision's  use  of  the  phrase  "Federal 
statute  or  executive  order"  is  intended 
to  indicate  that  a  Federal  statute,  such 
as  the  JTPA,  that  identifi^  a  population 
which  is  eligible  for  participation  in  the 
federally-funded  program  and  which 
specifically  provides  for  the  specific 
training  needs  of  certain  segments  of 
that  population,  does  not  per  se  violate 
the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part. 

Section  34.5    Specific  Discriminatory 
Actions  Prohibited  on  the  Ground  of 
Disability 

This  section  provides  that  a  recipient 
shall  not,  directly  or  through 
contractual,  licensing,  or  other 
arrangements,  take  certain  actions  with 
regard  to  individuals  with  disabilities. 
The  list  of  actions  prohibited  by  this 
section  is  substantially  the  same  as 
contained  in  29  CFR  32.4,  but  has  been 
revised  to  reflect  revisions  to  section 
504,  as  amended  by  the  Rehabilitation 
Act  Amendments  of  1992. 


One  conunenter  asked  for  clarification 
regarding  the  absence  in  the  proposed 
rule  of  the  term  reasoiuble 
accommodation  as  applied  to 
employment  As  provided  in 
§  34.1(d)(2),  this  rule  does  not  affect  in 
any  way  the  obligation  of  recipients  to 
comply  with  subparts  B  and  C  and 
appendix  A  of  29  CFR  part  32.  Thus,  the 
rule  does  not  purport  to  provide 
comprehensive  guidance  regarding 
employment-related  obligations  to 
provide  reasonable  accommodation. 
Such  guidance  is  provided  in  29  CFR 
part  32,  subpart  B,  which  coven 
employment  practices  and  employment- 
related  training  and  which  si>edfically 
discusses  the  concept  of  reasonable 
accommodation,  and  in  29  CFR  part  32, 
appendix  A,  which  provides  guidance 
and  technical  assistance  regarding  types 
of  accommodations.  Recipients  that  are 
also  employers  covered  by  titles  I  and  n 
of  the  ADA  should  also  be  aware  of 
obligations  imposed  pureuant  to  those 
titles. 

For  greater  clarity,  a  subsection  (e)  has 
been  added  to  $  34.7,  Emplojnnent 
practices,  to  indicate  that  §  34.7  does 
not  constitute  an  exhaustive  list  of 
employment-related  nondiscrimination 
and  equal  opportunity  obligations  on 
the  ground  of  disability. 

Paragraph  (g)  of  this  section  provides 
that  the  exclusion  of  an  individual 
without  a  disability  from  the  benefits  of 
a  program  limited  by  Federal  statute  or 
Executive  Order  to  individuals  with 
disabilities  or  the  exclusion  of  a  specific 
class  of  individuals  with  disabilities 
from  a  program  limited  by  Federal 
statute  or  Executive  Order  to  a  different 
class  of  individuals  with  disabilities  is 
not  prohibited  by  this  part.  This 
provision  is  essentially  identical  to  the 
provision  contained  in  29  CFR  32.4. 

A  new  paragraph  (h)  has  been  added 
to  this  section  to  clarify  that  a  recipient 
is  not  required  to  provide  to  individuals 
with  disabilities:  personal  devices,  such 
as  wheelchairs;  individually  prescribed 
devices,  such  as  prescription  eyeglasses 
or  hearing  aids;  readers  for  personal  use 
or  study;  or  services  of  a  personal  nature 
including  assistance  vrith  eating, 
toileting,  or  dressing.  The  standard 
imposed  by  this  paragraph  is  the  same 
as  imposed  pursuant  to  28  CFR  35  (DOJ 
regulations  implementing  title  n. 
subtitle  A  of  ADA).  New  paragraph  (h) 
replaces  a  similar  provision  in 
§  34.6(b)(2]  of  the  NPRM. 

Section  34.6    Communications  With 
Individuals  With  Disabilities 

This  section  outlines  the 
responsibilities  of  recipients  with  regard 
to  communications  with  individuals 


with  disabilities  and  the  provision  of 
auxiliary  aids  or  services: 

Paragraph  (a)  of  this  section  requires 
recipients  to  t^  appropriate  steps  to 
ensiue  that  commimications  with 
beneficiaries,  applicants,  eligible 
applicants,  participants,  applicants  for 
employment,  employees  and  membera 
of  the  pubhc  who  are  individuals  with 
disabihties  "are  as  effective  as 
communicaticms  with  othera."  These 
provisions,  including  the  phrase  "as 
effiective  as  communications  with 
others,"  are  substantially  the  same  as 
contained  in  the  Commimications 
provision  of  title  II  of  the  ADA,  as 
implemmted  by  28  CFR  part  35  (DOJ). 
Some  commenters  asked  that  the  phrase 
"as  effective"  be  changed  to  a  more 
specific  standard.  The  Department  has 
not  adopted  this  suggestion  for  several 
reasons.  The  use  of  a  term  other  than 
that  used  in  the  ADA  and  in  28  CFR  part 
35  could  give  the  erroneous  impression 
that  the  Department  is  imposing  a 
standard  for  required  communications 
that  differe  from  that  required  imder  the 
ADA.  Furthermore,  the  type  of  auxiliary 
aid  or  service  necessary  to  ensure 
effective  commimication  will  vary  in 
accordance  with  the  length  and 
complexity  of  the  communication 
involved.  Factora  to  be  considered  in 
determining  the  exact  type  of  auxiliary 
aid  or  service  include,  but  are  not 
limited  to,  the  context  in  which  the 
commimication  is  taking  place,  the 
number  of  people  involved,  and  the 
importance  of  the  communication. 

Section  34.6(c)  requires  that  where  a 
recipient  communicates  by  telephone 
with  beneficiaries,  applicants,  eligible 
applicants,  participants,  applicants  fm 
employment  and  employees,  such 
recipient  shall  use  TDDs  or  "equally 
effective  commimications  systems." 
This  requirement  is  substantively 
identical  to  the  requirement  imposed 
under  subtitle  A.  titie  II  of  die  ADA. 
One  commenter  interpreted  paragraph 
(c)  of  this  section  as  requiring  the 
acquisition  of  TDDs  and  objected  on  the 
grounds  that  complying  with  such  a 
requirement  would  result  in  prohibitive 
expense.  However,  this  section  does  not 
expressly  mandate  the  purchase  of 
TDDs.  A  recipient  which  does  not  have 
a  TDD  and  which  needs  to  communicate 
with  an  individual  who  uses  a  TDD,  or 
vice  versa,  may  be  able  to  use  a  relay 
service  that  permits  communications 
between  individuals  who  conununicate 
by  TDD  and  individuals  who 
communicate  by  the  telephone  alone. 
However,  TDDs  should  be  available 
where  services  provided  by  telephone 
are  a  major  function  of  the  JTPA-funded 
program  or  activity. 
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Former  paragraph  (b)(2)  of  this 
section,  concerning  "individually 
prescribed  devices."  "readers  for 
personal  use  or  study."  or  "other 
devices  of  a  personal  nature."  has  been 
deleted  from  this  section.  A  revised 
version  of  this  provision  is  now 
contained  in  paragraph  (h)  of  §  34.5. 

Section  34.7    Employment  Practices 

This  section  describes  the  application 
of  this  part  to  the  employment  practices 
of  a  recipient.  Discrimination  on  the 
groimd  of  race,  color,  religion,  sex. 
national  origin,  age.  disability  or 
poUtical  affihation  or  belief  is 
prohibited  in  the  employment  practices 
of  JTPA-funded  pro-ams  or  activities. 

As  provided  in  §§  34.1(d)(2)  and 
34.1(d)(3),  this  rule  does  not  affect  in 
any  way  the  (^ligation  of  recipients  to 
comply  with  subparts  B  and  C  and 
appendix  A  of  29  CFR  part  32.  However, 
for  greater  clarity,  a  subsection  (e)  has 
been  added  to  emphasite  that  §  34.7 
does  not  constitute  an  exhaustive  U^  of 
employment-related  nondiscrimination 
and  equal  opportunity  obUgations  on 
the  ground  of  disability.  Such  guidance 
is  provided  in  29  CFR  part  32.  subpart 
B,  which  covers  employment  practices 
and  employment-related  training  and 
which  specifically  discusses  the  concept 
of  reasonable  accommodation,  and  in  29 
CFR  part  32.  appendix  A,  which 
provides  guidance  and  technical 
assistance  regarding  types  of 
accommodations. 

Recipients  that  are  also  employers 
covered  by  titles  I  and  n  of  the  ADA 
should  be  aware  of  obligations  imposed 
pursuant  to  those  titles  and  of  technical 
assistance  available  from  the  pertinent 
Federal  enforcement  agencies. 

Section  34.10    [Reserved] 

The  provisions  contained  in  this 
section  have  been  deleted  from  the  final 
rule  because  they  are  duplicative  of  the 
provisions  contained  in  §  34.24. 
Comments  concerning  former  §  34.10 
are  discussed  in  the  analysis  of  §  34.24. 

SecUon  34.11    Effect  of  Other 
Obligations  or  Limitations 

This  section  contains  the  provision 
that  a  recipient  covered  by  this  part  may 
not  exclude  individuals  from 
participation  or  otherwise  limit  their 
opportunity  to  participate  in  JTPA- 
funded  training  programs  or  activities, 
based  on  the  perception  that  it  will  be 
unable  to  place  sudx  individuals  in  jobs 
after  training  because  of  their  race,  sex, 
age.  disability,  or  other  characteristic 
identified  as  a  prohibited  ground  of 
discrimination.  For  example,  a  recipient 
may  not  deter  a  woman  who  is  qualified 
for  a  training  program  in  the 


construction  trades  from  seeking  such 
training,  simply  because  such  recipient 
believes  that,  after  training,  it  will  be 
difficuh  to  place  the  woman  in  a 
construction  job.  One  commenter 
objected  that  this  provision  does  not 
"give  sufficient  grounds  for  excluding 
an  individual  from  a  particular  training 
program  when  the  program  would  lead 
to  a  future  job  which  has  a  bona  fide 
requirement  for  a  specific  gender,  age 
(etc.)."  The  commenter  did  not  give  an 
example  of  a  training  program  for  a 
specific  job  which  has  such  a  bona  fide 
requirement.  Although  Federal 
discrimination  law  provides  for 
exceptions  based  on  a  bona  fide 
occupational  qualification,  such 
exceptions  have  been  interpreted 
extremely  stringently  and  are  generally 
inapplicable. 

Subpart  B— Recordkeeping  and  Other 
Affirmative  ObUgations  of  Recipients 

Section  34.20    Assurance  Required: 
Duration  of  Obligption;  Covenants 

One  commenter  asked  for  clarification 
regarding  how  far  down  the 
procurement  chain  the  assurance 
required  by  this  section  apphes.  The 
assurance  requirement  applies  to  each 
application  for  Federal  financial 
assistance  under  JTPA,  as  defined  in 
§34.2. 

One  commenter  expressed 
disapproval  of  paragraph  (c).  which 
concerns  the  duration  and  scope  of  the 
application  of  the  assurance  specified  in 
paragraph  (a)  of  this  section,  and  of 
paragraph  (d),  which  provides  for 
covenants  containing  such  an  assurance. 
This  commenter  did  not  think  that 
receipt  of  Federal  financial  assistance 
imder  JTPA  for  the  provision  of,  or  in 
the  form  of,  real  property  should  impose 
on  the  recipient  any  continuing 
obligation  not  to  discriminate.  However, 
the  provisions  contained  in  paragraphs 
(c)  and  (d)  of  this  section  have  been 
retained  in  the  final  rule.  They  are 
substantively  identical  to  those 
currently  applicable  to  recipients  of 
Federal  financial  assistance  purauant  to 
29  CFR  31.6(a)  and  32.5  (b)  and  (c).  The 
language  of  the  section  has  been  revised 
and  simplified  for  greater  clarity. 

Section  34.21    Equitable  Services 

This  section  requires  recipients  to 
make  efi^orts  to  provide  equitable 
services.  Such  efforts  include,  but  are 
not  limited  to,  conducting  outreach 
efforts  to  broaden  the  composition  of  the 
pool  of  those  considered  for 
participation,  to  include  membere  of 
both  sexes,  the  various  race/ethnidty 
and  age  groups,  and  individuals  with 
disabilities.  A  number  of  commentera 


asked  for  clarification  of  the  term 
"equitable  services,"  and  were 
concerned  that  the  section  required  that 
services  be  provided  to  each  group  (e.g., 
individuals  with  disabilities)  in 
proportion  to  the  group's  representation 
in  tne  eligible  population.  This  section 
is  not  intended  to  impose  such  a 
requirement;  rather,  it  requires 
recipients  to  make  outreach  efforts  to 
ensure  that  membere  of  both  sexes,  the 
various  race/ethnicity  and  age  groups, 
and  individuals  with  disabilities  have 
fair  access  to  JTPA-funded  programs, 
activities,  or  services. 


Section  34.22    Designation  of  Equal 
Opportunity  Officer 

This  section  requires  each  recipient, 
other  than  a  small  recipient  or  service 
provider,  to  designate  an  Equal 
Opportunity  Officer  responsible  for 
coordinating  its  obligations  under  these 
regulations.  This  obligation  includes 
responsibility  for  developing, 
maintaining  and  updating  the 
recipient's  Methods  of  Administration 
pursuant  to  §  34.33.  as  well  as  ser\'ing 
as  the  recipient's  liaison  to  the 
Directorate.  The  requirement  imposed 
by  this  section  is  consistent  with 
existing  obligations  under  29  CFR  32.7. 
which  requires  recipients  of  Federal 
financial  assistance  to  designate  at  least 
one  person  to  coordinate  the  recipient's 
compliance  efforts  under  section  504.  A 
similar  requirement  is  contained  in 
DOJ's  title  VI  coordinating  rule  at  28 
CFR  42.410.  which  requires  the 
assignment  of  title  VI  responsibilities  to 
designated  State  personnel. 

The  proposed  rule  provided  for  the 
Equal  Opportunity  Officer  to  report 
directly  to  the  recipient's  Administrator. 
Secretary,  chief  elected  official, 
governing  board.  Executive  Director,  "or 
other  comparable  body."  Several 
commenters  objected  to  the  phrase  "or 
other  comparable  body"  on  the  grounds 
that  it  was  insufficiently  specific.  The 
final  rule  has  been  revised  to  indicate 
that  the  Equal  Opportunity  Officer  is  to 
report  directly  to  the  State  JTPA 
Director.  Governor's  JTPA  Liaison,  Job 
Corps  Center  Director.  SESA 
Administrator,  or  chief  executive  officer 
of  the  SDA  or  substate  grant  recipient, 
as  applicable. 

This  rule  does  not  require  that 
recipients  designate  a  separate  or 
additional  Equal  Opportunity  Officer  to 
comply  with  this  part,  but  permits 
recipients  to  use  their  existing  Equal 
Opportimity  Officer  and  staff. 
Furthermore,  this  rule  does  not  require 
that  recipients  establish  a  full-time 
position  responsible  solely  for  this  part. 
The  duties  described  in  this  section 
could  be  performed  by  an  individual  (or 
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individiMls)  who  nay  be  an^jned  othar 
duties. 

Paragraph  (a)  (^this  aectiao  /uither 
provides  that  tlie  Director  may  require 
that  the  Equal  Opportimity  Officer  and 
his  or  her  staff  undergo  training,  "the 
expenses  of  Mrhich  shall  be  the 
responsibility  of  the  redpient"  The 
NPRM  used  the  phrase  "the  expenses  of 
which  will  be  home  by  the  recipient." 
Several  coounentera  objected  to  this 
provision,  on  the  grounds  that  such 
training  should  be  voluntary  and  all 
coats  should  be  borne  by  DCR.  The 
Department's  responsibility  to  ensure 
compliance  with  the  nondiscriminatimi 
and  equal  opportunity  provisions  of 
JTPA  and  this  part  reqidres  that  the 
Director  have  authority  to  require 
necessary  training.  As  a  practical  matter, 
however,  DCR  generally  provides  the 
required  training  free  of  charge; 
recipients  are  u^ially  responsible  solely 
for  travel  and  accommodation  costs. 

Paragraph  (d)  of  this  section  provides 
that  service  providers,  as  defined  by 
S  34.2,  are  not  required  to  desienate  an 
Eqiial  Opportunity  Officer.  Rather,  the 
duties  described  in  this  section  are  the 
responsibilities  of  the  Governor,  the 
SDA  grant  recipient  or  the  Substate 
grantee,  as  provided  in  the  State's 
Methods  of^Administration.  A  number 
ofcommenters  expressed  approval  of 
this  provision,  as  a  means  of  lessening 
the  burden  of  compliance  on  service 
providers. 

Section  34  J3    IMssemination  of  Policy 

The  proposed  rule  provided  in 
paragraph  (a)  of  this  section  that 
recipients  take  initial  and  continuing 
steps,  using  the  notice  language 
specified  in  then-paragraph  (a)(1)  of  this 
section,  to  notify  "the  public, 
applicants,  eligible  applicants, 
participants,  beneficiaries,  refierral 
sources,  employees  and  applicants  for 
employment,  including  those  with 
impaired  vision  or  hearing,  and  unions 
or  profassional  organizatiaas  holding 
collective  bargaining  or  professional 
agreements  with  redpient"  that  it  does 
not  discriminate  on  any  prc^bited 
ground.  The  prescribed  notice  language 
included  information  concerning  the 
right  to  file  complaints  and  procedures 
applicable  to  complaints. 

A  number  of  commentera  objected  to 
the  requirement  that  pamphlets  and 
other  materials  ordinarily  distributed  to 
the  public  contain  the  specific  notice 
language,  particularly  the  information 
concerning  the'  right  to  file  complaints. 
These  commentera  expressed  concern 
regarding  the  feasibility  of  including  the 
full  text  of  the  notice  in  all  recruitment 
and  general  infbrmatiOD  publicatians, 
many  of  which  are  very  brief;  the 


necessity  of  diaeeminatiaginfannatian 
conoemlng  the  rig^t  to  file  complaints 
in  general  materiius  distrftnttad  to 
membos  of  the  public;  and  the 
significant  expense  that  would  be    - 
involved  in  revising  and  reprinting  all 
publications  to  include  the  full  noSooe. 

The  final  rule  has  been  revisad  to 
reflect  these  comments.  Paragraph  (a)  tA 
the  section  now  requires  initial  and 
continuing  notice  to  be  given  to: 
appUcants,  eligible  applicants, 
participants,  applicants  for 
employment,  employees,  and  memben 
of  the  public  Indumng  those  writh 
impaired  vision  or  heairing.  and  unicms 
or  professional  organizatians  holding 
collective  bargaining  or  professional 
agreements  with  the  recipient 
Paragraph  (a)(2)  of  this  section  has  been 
revlMd  to  clarify  that  the  iK)tioe 
obligation  imposed  purauant  to 
paragraph  (a)(1)  of  this  section  requires, 
at  a  minimum,  that  the  notice  specified 
in  paragraph  (a)(5)  of  this  section  be: 
posted  prominently,  in  reasonabfe 
numbers  and  plaoa»;  disseminated  in 
internal  memoranda  and  other  written 
communications;  included  in 
handbooks  and  manuals;  and  made 
available  to  each  participant  and  made 
a  port  of  the  participant's  file.  The 
obligation  to  provide  notice  to  the 
public  no  longer  requires  that  redpients 
indude  the  full  notice  language  in 
generally-distributed  materials.  Rather, 
as  discussed  below,  new  paragraph  (b) 
provides  for  the  inclusion  of  a  more 
concise  equal  oppfHtunity  statement 

New  paragraph  (a)(3)  indudes  the 
requirement  contained  in  paragraph 
(a)(2)  of  the  NPRM  that  redpients 
provide  the  required  initial  and 
continuing  notice  in  appropriate  formats 
to  individuals  vidth  visual  impairments. 
As  in  the  NPRM.  the  final  rule  further 
provides  that  a  record  that  such  notice 
has  been  given  be  made  a  part  of  the 
individual's  file.  However,  the  final  rule 
has  been  revised  to  indicate  that  a 
record  that  such  notice  has  been  given 
shall  be  made  a  part  of  the 
"partidpant's  file,"  rather  than  "the 
eligible  applicant's  file."  The  diange 
makes  clear  that  the  provision  does  not 
reguire  the  creation  of  additional  "files" 
on  eligible  applicants. 

In  the  finaj  rule,  paragraph  (b)  of  the 
section  clarifies  the  obligations  of 
redpients  with  regard  to  the  general 
public.  Redpients  are  not  required  to 
include  the  full  text  of  the  notice 
prescribed  in  paragraph  (a)(5)  of  this 
section  in  recruitment  brodbures  and 
other  materials  ordinarily  distributed  to 
the  public,  such  as  paroj^ets 
describing  JTPA-funded  programs  at 
activities  and/or  partidpatim 
requirements.  However,  redpients  must 


indicate  in  sodi  generally^stributed 
publications  that  the  JTPA-funded 
program  or  activity  is  an  "equal 
cq^Mrtunity  employer/program"  and 
that  "auxiliary  aids  and  servioes  are 
available  upon  request  to  individuals 
with  disdiflities.'*  Where  sudi  materials 
indicate  that  the  redpient  may  be 
reached  by  telephone,  they  must  also 
state  the  telephone  numba*  of  any  TDD 
or  relay  service  used  by  the  redpient 
pursuant  to  §  34.6. 

Paragraph  (bK2)  has  been  revised 
similanv  to  indicate  that  redpients 
reouired  by  law  or  regulation  to  publidi 
or  broadcast  program  information  in 
public  media,  must  ensure  that  sudi 
publicatioits  or  broadcasts  state  tiiat  the 
JTPA-funded  program  or  activity  in 
question  is  an  equal  opportimity 
employer/proeram  (or  otherwise 
incUcate  tmit  discrimination  in  the 
]TPA-4unded  program  or  activity  is 
prohibited  by  Federal  law),  and  indicale 
that  auxiliary  aids  and  services  are 
available  upon  request  to  individuals 
with  disabilities.  These  requirements 
are  substantially  the  same  as  those 
imposed  by  29  CFR  31.5(d),  29  CFR 
32.8(b),  and  28  CFK  42.405(c). 

The  provision  formerly  contained  in 
paragraph  (d)  of  this  section,  conoeming 
information  in  a  language  other  than 
English,  has  been  revisad  for  greater 
darity.  New  paragraph  (c)  provides  that, 
where  a  significant  number  of  the 
population  eligible  to  be  served,  or 
directiy  affeded  by  a  JTPA-funded 
program  or  activity,  requires  service  or 
information  in  a  language  other  than 
English,  redpients  must  take  reasonable 
steps  to  provide,  in  appropriate 
languagm:  (1)  Such  information;  (2)  the 
notice  required  pursuant  to  paragraph 
(a)  of  this  section;  and  (3)  such  written 
materials  as  are  distributed  pursuant  to 
paragraph  (b)  of  this  section.  Several 
commentera  requested  that  the  term 
"significant  number"  be  defined  more 
specifically.  The  final  rule  retains  the 
term  "significant  number,"  which  is 
used  in  the  analogous  requirement 
imposed  under  titie  VI  byDOJ's 
coordinating  rule  at  28  CFK 
42.405(dMl).  The  use  of  a  term  other 
than  that  used  in  the  DOJ  rule  could 
give  the  erroneous  impression  that  the 
Department  is  requiring  JTPA  redpients 
to  nwet  a  different  standard  for  the 
provision  of  materials  in  languages 
other  than  English  than  is  generally 
imposed  on  recipients  of  Federal 
finandal  assistance. 

Section  34^4    Data  and  Information 
Collection;  Confidentiality 

As  indicated  in  the  proposed  rule, 
DCK  and  ETA  have  agreed  to  use,  to  the 
extent  possible,  a  joint  management 
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information  system,  now  called  the 
Standardized  Program  Infbnnation 
Record  (SPK).  A  notice  concerning  the 
data  elements  to  be  included  in  the  SPIR 
was  published  in  the  Federal  Register 
on  November  12. 1992  (57  FR  53824). 
As  the  proposed  rule  indicated,  for  the 
purposes  of  complying  with  the 
nondiscrimination  and  equal 
opportunity  provisicms  of  JTPA  and  this 
part,  recipients  are  not  required  to 
maintain  a  recordkeeping  system  that 
duplicates  the  data  elements  contained 
in  the  SPIR.  However,  at  the  time  the 
NPRM  was  pubUshed.  a  proposal 
concerning  data  elements  to  be  included 
in  the  SPIR  had  appeared  in  the  Federal 
Register,  but  the  notice  had  not  yet  been 
published.  As  a  consequence,  a  number 
of  commenters  were  concerned  that  the 
DCR  and  ETA  recordkeeping  obligations 
would  not  be  consistent  These  concerns 
are  no  longer  applicable,  since  the  final 
rule  and  the  SPIR  contain  consistent 
requirements  and  definitions. 

This  section  has  been  reorganized  for 
greater  clarity.  New  paragraph  (a)  of  this 
section  provides  generally  that 
recipients  are  not  required  to  submit 
information  and  data  pursuant  to  this 
section  that  the  Directorate  can  obtain 
from  existing  sources,  including  those  of 
other  agencies,  if  the  source  is  known 
and  can  be  made  available  to  the 
Director. 

Paragraph  (a)(1)  of  this  section  sets 
out  the  basic  requirement  that  recipients 
collect  and  maintain  such  records,  in 
accordance  with  procedures  prescribed 
by  the  Director,  as  are  necessary  to 
determine  compliance  with  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  and  this 
part  Some  commenters  expressed 
concern  as  to  the  apparently  open- 
ended  nature  of  this  provision.  This 
provision  states  the  Director's  general 
authority  to  prescribe  procedures 
concerning  the  collection  and 
maintenance  of  such  information  as  is 
necessary  to  determine  compliance  and 
thus  has  been  retained  in  the  final  rule. 
New  requests  for  the  collection  of 
information  that  are  subject  to  the 
Paperwork  Reduction  Act  would  be 
submitted  to  0MB  in  accordance  with 
that  Act  for  approval  and  publication  for 
notice  and  comment 

Paragraph  (a)(2)  of  this  section 
provides  mat  the  records  required  to  be 
collected  and  maintained  pursuant  to 
paragraph  (a)(1)  of  this  section,  shall 
spedfic^ly  include,  but  are  not  limited 
to,  records  on  the  race/ethnidty.  sex, 
age.  and,  where  known,  disability 
status,  of  each  applicant,  eligible 
applicant,  participant,  terminee. 
applicant  for  employment  and 
employee.  Pursuant  to  29  CFR  parts  31 


and  32.  the  Department  already  requires 
that  recipients  maintain  much  of  this 
information,  including  data  regarding 
the  disability  status,  where  known,  of 
beneficiaries  and  participants. 

With  the  exception  of  data  on 
employees  and  applicants  for 
employment,  the  information 
specifically  requested  under  paragraph 
(a)(2)  of  this  section  will  be  included  in 
the  SPK  for  most  JTPA  State  proyams. 
Employers  are  already  reqxiired  to 
maintain  information  aa  the  race/ 
ethnicity,  sex.  and  age  of  employees  and 
applicants  for  employment  pursuant  to 
EEOC  regulations. 

The  proposed  rule  referred  to  data 
concerning  disability  status  "where 
voluntarily  self-identified."  In  the  final 
rule,  this  phrase  has  been  changed  to 
"where  known."  This  change  has  been 
made  for  several  reasons.  "Where 
known"  is  the  standard  applicable  for 
compliance  reporting  under  29  CFR  part 
32.  For  compliance  purposes,  it  is 
necessary  to  know,  not  only  the  number 
of  individuals  who  wish  to  identify 
themselves  as  individuals  with 
disabilities,  but  also  the  number  of 
individuals  who  are  perceived  by  the 
recipient  as  being  individuals  with 
disabilities.  Furthermore,  it  is  only 
permitted  to  ask  questions  regarding 
disability  status  in  certain  limited 
circumstances,  e.g.,  where  required  to 
determine  eligibility  for  a  federally- 
assisted  program  or  otherwise  required 
pursuant  to  a  Federal  law  or  regulation. 
If  disability  status  has  been  voluntarily 
self-identified  pursuant  to  such  a 
permitted  circumstance,  such  self- 
identification  can  provide  the  means  by 
which  the  disability  status  is  "known." 

One  commoiter  expressed  the  view 
that  section  102  of  the  ADA  prohibits 
any  "pre-enrollment  inquiries" 
regarding  disability  status.  Section  102 
of  the  ADA  pertains  to  pre-employment 
inquiries.  It  is  correct  that  pre- 
employment  inquiries  concerning  an 
individual's  disability  status  are 
generally  prohibited,  whether  or  not 
responses  to  such  inquiries  are 
voluntary.  However,  as  noted  above, 
this  prohibition  does  not  apply  to  such^ 
inquiries  as  are  necessary  to  determine' 
eligibility  for  federally  assisted 
programs.  Furthermore,  a  pre- 
employment  inquiry  about  a  disability 
is  permissible  if  it  is  required  or 
necessitated  by  another  Federal  law  or 
regulation.  Section  5.5(c)  of  the  EEOC 
Technical  Assistance  Manual  on  the 
Employment  Provisions  (Title  I)  of  the 
Americans  with  DisabilitiesAct. 
specifically  provides  that  such  inquiries 
as  are  necessary  to  determine  eligiDility 
for  JTPA  assistance  or  for  the  provision 


of  required  special  services  do  not 
violate  the  ADA. 

Paragraph  (a)(1)  of  the  proposed  rule 
containeda  provision  requiring 
recipients  to  ensure  that  the  information 
collected  pursuant  to  this  section  be 
kept  separate  from  the  application  or 
other  forms  and  otherwise  be  stored  to 
maintain  confidentiality.  Numerous 
commenters  objected  to  the  requirement 
that  sudi  information  be  kept  separate, 
on  the  ground  that  keeping  identifying 
data  segregated  from  the  application 
would  require  the  establishment  of  two 
diflierent  recordkeeping  systems.  These 
commenters  expressed  full  support  for 
goal  of  keeping  the  information 
confidential.  In  addition,  some 
commenters  objected  that  the  purpose  of 
the  "separate"  requirement  would  be 
defiaated  by  the  SPIR.  which  is  designed 
to  produce  a  single  record  and  whidi 
mandates  the  inclusion  of  such 
information. 

The  intent  of  the  "separate" 
requirement  contained  in  the  proposed 
rule  was  to  ensure  the  confidentiality  of 
identifying  information  and  to  prevent 
the  improper  use  of  such  information. 
The  final  rule  has  been  revised  to 
require  recipients  to  safeguard  the 
confidentiality  of  the  required 
information.  It  does  not  specifically 
require  that  such  information  be 
maintained  in  a  separate  file.  New 
paragraph  (a)(2)  of  this  section  retains 
the  requirement  of  old  paragraph  (a)(1) 
of  this  section,  that  the  information 
collected  pursuant  to  this  part  be  used 
only  for  the  purposes  of  recordkeeping 
and  reporting;  determining,  where 
appropriate,  eligibility  for  a  JTPA- 
funded  program  or  activity;  determining 
the  extent  to  which  the  recipient  is 
operating  its  JTPA-funded  program  or 
activity  in  a  nondiscriminatory  maimer; 
or  other  use  authorized  by  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part 

Re-numbered  paragraph  (a)(3)  of  this 
section  requires  grant  applicants  and 
recipients  to  notify  the  Director  of  any 
administrative  enforcement  actions  or 
lawsuits  filed  against  a  grant  applicant 
or  recipient  alleging  discrimination  on  a 
prohibited  ground;  to  provide  a  brief 
description  of  the  findings  in  any  dvil 
rights  compliance  review  or  complaint 
investigation  conducted  by  another 
Federal  agency  where  a  grant  applicant 
or  recipient  was  found  in 
noncompliance.  Under  paragraph 
(a)(3)(iii)  of  this  section,  each  redpient 
is  required  to  maintain  a  log  containing 
certain  information  regarding 
complaints  filed  with  it  under  this  part, 
and  to  submit  the  information  in 
accordance  with  procedures  determined 
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by  the  Director.  One  comnienter 
objected  to  the  "additioo"  of  the 
requirements  contained  in  paragraph 
(a)(3)  of  this  section.  These 
requirements  are  essentially  identical  to 
those  currently  imposed  by  the 
Department  pursuant  to  28  CFR  part  42 
(DOJ  coordinating  regulations 
implementing  title  VI). 

Paragraph  ta)(4)  of  this  section  states 
DCR's  authority  to  request  such 
information  and  data  as  are  necessary  to 
investigate  complaints  and  conduct 
compliance  reviews  concerning 
dittnimination  on  prohibited  grounds 
other  than  race/etlmicity,  sex.  age.  and 
disability,  such  as  national  origin, 
religion,  citizenship  and  political 
aviation  or  belief.  One  commenter 
objected  to  this  provision  on  the 
grounds  that  it  authorizes  "unnecessary 
'fishing  expeditions  or  witch  hunts.' " 
The  nondiscrimination  and  equal 
opportunity  provisions  contained  in 
section  167  of  jTPA  are  not  limited  to 
raoe/ethnicity,  sex,  age,  and  disability, 
but  also  include  national  origin, 
religion,  poUtical  affiliation  and  behef, 
and  for  beneficiaries  only,  citizenship 
and  participation  in  JTPA.  Therefore  in 
order  for  DCR  to  be  able  to  fulfill  its 
responsibility  to  ensure  compliance 
with  section  167  qf  JTPA,  DCR  must 
have  the  authority  to  request  such 
information  and  data  as  are  necessary  to 
investigate  complaints  and  conduct 
compliance  reviews  concerning 
discrimination  on  grounds  covered  by 
the  JTPA. 

As  in  the  proposed  rule,  the  final  rule 
requires  recipients  to  retain  records. 
including  records  regarding  complaints 
and  actions  taken  thereunder,  as  well  as 
applicant,  eligible  applicant, 
participant,  employee  and  applicant  for 
employment  records,  for  a  period  of  not 
less  than  three  years.  In  response  to  a 
suggestion  made  by  several  commenters, 
paragraph  (c)  has  been  revised  to  clarify 
when  the  three-year  retention  period 
begins.  AppUcant,  eligible  applicant, 
participant,  terminee,  applicant  for 
employment  and  employee  records  and 
such  other  records  as  are  reqtiired  by  the 
Director,  must  be  maintained  for  a 
period  of  not  less  than  three  years  from 
the  clo.se  of  the  applicable  program  year: 
Records  regarding  complaints  and 
actions  taken  thereunder  must  be 
maintained  for  a  period  of  not  less  than 
three  years  from  die  date  of  the 
resolution  of  the  complaint. 

Paragraph  (b)(2)  of  this  section 
provides  Uiat  "asserted  considerations 
of  privacy  and  confidentiality"  shall  not 
be  a  basis  for  withholding  information 
from  the  Directorate  and  shall  not  bar 
the  Directorate  frx>m  evaluating  or 
seeking  to  enforce  compliance  with  the 


nondiscrimination  or  equal  opportunity 
provisions  of  JTPA  or  this  part.  This 
provision  is  substantively  identical  to 
that  imposed  by  29  CFR  32.44(c). 
Several  commenters  requested  deletion 
of  this  provision,  and  in  particular  the 
phrase  "asserted  considerations  of 
privacy  and  confidentiality."  The  final 
rule  has  not  been  modified.  The 
provision  is  necessary  to  enable  the 
Directorate  to  fulfill  its  obligation  to 
ensure  that  Federal  funds  under  JTPA 
are  not  used  for  discriminatory 
purposes. 

Subpart  C — Governor's  Responsibilities 
To  Implement  the  Nondiscrimination 
and  Equal  Opportunity  Requirements  of 
JTPA 

Section  34.30    Application 

This  section  provides  that  subpart  C 
of  this  part  is  applicable  to  State 
Programs  as  defined  in  §  34.2.  Section 
34.32  provides  that,  imless  the  Governor 
has  taken  the  steps  deUneated  in  that 
section,  he  or  she  shall  share  liability 
with  the  recipient  for  any  finding  of 
noncompliance.  This  section  has  been 
revised  to  clarify  that  the  Governor's 
liabiUty  for  any  noncompliance  on  the 
part  of  a  SESA  cannot  be  waived.  Thus, 
as  provided  in  both  the  proposed  and 
final  rules,  the  provisions  of  34.32  (b) 
and  (c)  do  not  apply  to  State 
Employment  Security  Agency  (SESA) 
programs 

Sdction  34.33    tAethods  of 
Admmistration 

This  section  requires  each  State  to 
develop  a  Methods  of  Administration 
fo'  State  programs,  as  defined  by  §  34.2 
Several  commenters  expressed  approval 
of  this  requirement,  observing  that  it 
will  provide  a  clear  and  uniform 
standard  for  the  implementation  of  the 
nondiscrimination  and  equal 
opportimity  provisions  of  ITPA  and  this 
part. 

One  commenter  requested  that  the 
final  rule  add  the  words  "his  or  her 
designee"  to  paragraph  (b)(3)  of  this 
section,  whidi  provides  that  the 
Methods  of  Administration  shall  be 
signed  by  the  Governor.  This  suggestion 
has  not  been  adopted,  because  the 
definition  of  the  term  Governor 
provided  in  §  34.2  of  this  part  expressly 
includes  the  Governor's  designee. 

This  section  has  been  revised  to 
clarify  what  constitutes  the  "supporting 
documentation"  required  pursuant  to 
paragraph  (c)(2)(vi)  of  this  section. 

Subpart  D— Compliance  Procedures 

Section  34.40    Compliance  Reviews 

Paragraph  (c)(3)  of  this  section 
provides  Uiat  recipients  shall  be  notified 


through  a  Letter  of  Findings  of  the 
preliminary  findings  of  a  post-approval 
review.  Such  Letter  of  Findings  is  to  be 
issued  within  210  days  of  the  initiation 
of  a  post-approval  review  (except  where 
a  Notice  to  Show  Cause  is  issued  as 
provided  in  §  34.41(e)).  In  response  to  a 
comment,  this  provision  has  been 
revised  to  clarity  that  the  210  day  time 
fr^me  begins  with  the  issuance  of  a 
Notification  Letter  pursuant  to 
paragraph  (c)(2)  of  this  section. 

Section  34.42    Adoption  of 
Discrimination  Complaint  Processing 
Procedures 

This  section  requires  each  recipient  to 
adopt  and  publish  procedures  for 
processing  complaints  that  allege  a 
violation  of  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA  or 
this  part,  regardless  of  the  prohibited 
ground.  Under  29  CFR  part  31, 
individuals  alleging  complaints  of 
discrimination  pursuant  to  title  VI  have 
t)een  required  to  file  complaints  direcUy 
with  the  Directorate.  Under  29  CFR  part 
32,  however,  individuals  alleging 
complaints  of  discrimination  pursuant 
to  section  504,  have  been  required  to 
exhaust  local-level  procedures  before 
filing  with  the  Directorate.  Several 
commentera  expressed  approval  of  the 
NPRM's  provision  imifying  the 
procedures  applicable  to  discrimination 
complaints.  These  commenters  noted 
that  having  different  procedures  for 
complaints  brought  under  section  504 
and  title  VI  had  proven  confusing. 

One  commenter  objected  to  the 
requirement  that  recipients  be  required 
to  adopt  any  complaint  processing 
procedures  pursuant  to  the 
nondiscrimination  and  eoual 
opportunity  provisions  of  JTPA  and  this 
part.  This  commenter  expressed  the 
view  that  such  procedures  create  "an 
unnecessary  duplication  of  grievance 
processes"  already  provided  pursuant  to 
general  JTPA  requirements.  As 
indicated  above,  the  requirement  that 
recipients  be  required  to  adopt 
procedures  for  responding  to  complaints 
of  discrimination  is  not  new. 
Furthermore,  ETA's  JTPA  regulations  at 
29  CFR  part  636  expressly  provide  that 
part  636  is  not  applicable  to  complaints 
of  discrimination  pursuant  to  section 
167  of  JTPA,  but  rather  that  such 
complaints  are  to  be  handled  under  29 
CFR  parts  31  and  32,  in  accordance  with 
other  complaints  of  discrimination. 

Section  34.45    Notice  of  Violation; 
Written  Assurances:  Conciliation 
Agreements 

This  section  has  been  reorganized  for 
greater  clarity  and  amended  to  include 
new  paragraph  (c)(1),  which  expressly 
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provides  that  a  writtan  assurance  mtist 
contain  documentation  that  the 
violations  listed  in  the  Letter  of 
Findings.  Notice  to  Show  Cause,  or 
Initial  Determination,  as  applic^la. 
have  been  corrected. 

Section  34.47    Notice  of  Finding  of 
Noncompliance 

This  section  has  been  reorganized  for 
greater  clarity.  The  final  rule  provides 
that  when  a  compliance  review  or 
complaint  investigation  results  in  a 
finding  of  noncompliance,  the  Director 
shall  so  notify  the  Departmental 
granting  agency  and  the  Assistant 
Attorney  General. 

Subpart  E— Federal  Procedures  for 
Effecting  Compliance 

Section  34.52    Decisions  and  Post- 
termination  Proceedings 

This  section  has  been  reorganized  for 
greater  clarity.  A  new  paragraph 
(bldUvi)  has  been  added  to  the  final 
rule  to  provide  that,  where  exceptions  to 
the  initial  decision  and  order  of  the 
Administrative  Law  Judge  have  not  been 
filed,  the  Secretary  may.  on  his  or  her 
own  motion,  serve  notice  on  the  parties 
that  the  Secretary  shall  review  the 
decision. 

V.  Regulatory  Process  Matters 

Interagency  Coordination 

The  Department  of  Justice  (DOJ). 
pursuant  to  Section  1-201  of  Executive 
Order  12250  (45  FR  72995,  November  4. 
1980),  is  responsible  for  coordinating 
Federal  enforcement  of 
nondiscrimination  laws  in  federally 
assisted  programs.  Executive  Order 
12067  (43  FR  28967.  July  5. 1978) 
requires  consultation  with  the  Equal 
Employment  Opportunity  Commission 
(EEOC)  regarding  those  provisions  of 
regulatioiu  that  involve  equal 
employment  opportunity.  This  rule  has 
been  reviewed  and  approved  by  both 
DOJ  and  EEOC 

Executive  Ortfer  12291 

The  Department  has  determined  that 
this  rule  is  not  a  "major  rule"  under 
Executive  Order  12291.  It  is  not  likely 
to  result  in:  (1)  An  annual  effect  on  the 
economy  of  SlOO  miUion  or  more;  (2)  a 
major  increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal  State  or  local  government 
agencies,  or  geographic  regions;  or  (3) 
significant  adverse  effects  on 
competition,  employment,  investment, 
proouctivlty.  innovation,  or  on  the 
ability  of  United  Statea-based 
enterpriaaa  to  compete  with  foreign* 
based  enterprises  in  domestic  or  export 
markets. 


Regulatory  Flexibility  Ad 

This  rule  does  not  substantively 
change  the  existing  obligation  of 
recipients  to  apply  a  poUcy  of 
nondiscrimination  and  equal 
opportunity  in  employment  or  services. 
T^is  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  business  entities. 
Accordingly,  a  regulatory  flexibility 
analysis  pursuant  to  the  Regulatory 
Flexibility  Act  (5  U.S.C  601  et  seq.)  is 
not  required  for  this  rulemaking. 

Paperwork  Reduction  Act 

The  information  collection 
requirements  imposed  pursuant  to  the 
rule  have  been  submitted  to  OMB  for 
review  pursuant  to  the  Paperwork 
Reduction  Act.  While  the  majority  of 
recordkeeping  obligations  imposed  by 
the  rule  are  not  new  and  have 
previously  been  approved  by  OMB,  the 
final  rule  calls  for  DCR  and  ETA  to  use 
one  management  information  system, 
the  Standardized  Program  Information 
Record  (SPDR),  to  the  extent  possible. 
The  new  paperwork  submission  reflects 
this  arrangement. 

List  of  Subjects  in  29  CFRPart  34 

Administrative  practice  and 
procedure,  Aged.  Aliens,  Civil  rights. 
Equal  educational  opportunity.  Equal 
employment  opportunity.  Grant 
programs.  Individuals  with  disabilities. 
Investigations,  Reporting  and 
recordkeeping  requirements. 

Signed  at  Washington,  DC,  this  8th  day  of 
January,  1993. 
LjranMartia, 
Secre(iuyo//,abor. 

Accordingly,  title  29.  subtitle  A  of  the 
Code  of  Federal  Regulations  is  amended 
by  adding  part  34  to  read  as  set  forth 
below: 

PART  34-«yiPLEIIENTATION  OF  THE 
NONDISCRlMtNATION  AND  EQUAL 
OPPORTUNITY  REQUIREMENTS  OF 
THE  JOB  TRAINING  PARTNERSHIP 
ACT  OF  1902,  AS  AMENDED  (JTPA) 

Subpert  A— General  Provtelons 


s«:. 

34.1 
34.2 
34.3 
34.4 


Purpose;  application. 

Deftnitions. 

Discrimination  prohibited. 

Specific  dlacrimlnatory  actions 
promblted  on  Dm  ground  of  race,  color, 
reltgloo,  lex.  national  origia,  age. 
political  affUlatioa  or  belief,  dtlzaoship, 
or  puticipation  In  JTPA. 

34.5  Specific  discriminatory  actions 
prohibited  oo  the  ground  of  disability. 

34.6  Communicatlans  writh  individuals 
with  dlsabUlties. 

34.7  Bmpbyment  practices. 


Sk. 

34.8  Intimidation  and  retaliation 
prohibited. 

34.9  Designation  of  responsible  office: 
rulings  and  Interpretations. 

34.10  fReservedl. 

34. 1 1  Effect  of  otlier  obligations  or 
limitations. 

34.12  Delegation  and  coordination. 

Subpert  B— Recordkeeping  end  Other 
Affirmetlve  OMigatlone  of  Recipiente 

34.20  Assurance  required:  duration  of 
obligation;  covenants. 

34.21  EquiUble  services. 

34.22  Designation  of  Equal  Opportunity 
Officer. 

34.23  Dissemination  ofpolicy. 

34.24  Data  and  information  collection; 
confidentiality. 

Subpert  C— Govemor'e 
Responeibilitlee  to  Implement  the 
Nondiscrimlnetlon  and  Equal 
Opportunity  RequlreoMnte  of  JTPA 

34.30  Application. 

34.31  Recordkeeping. 

34.32  Oversight  and  liability. 

34.33  Methods  of  Administratioa 

34.34  Monitoring. 

Subpert  D— Compllence  Proeeduree 

34.40  Compliance  reviews. 

34.41  Notice  to  Show  Cause. 

34.42  Adoption  of  discrimination 
complaint  processing  procedures. 

34.43  Complaints  and  investigations. 

34.44  Corrective  and  remedial  action. 
"   34.45    Notice  of  violation;  *irritten 

assurances;  Conciliation  Agreements. 

34.46  Final  Determination. 

34.47  Notice  of  finding  of  noncompliance. 

34.48  Notification  of  Breach  of  Conciliation 
Agreement. 

Subpert  E— Federal  Procedures  for 
Effecting  Compliance 

34.50  General. 

34.51  Hearings. 

34.52  Decision  and  poat-termlnation 
proceedings. 

34.53  Suspension,  termination,  denial  or 
discontinuance  of  Federal  financial 
assistance  under  JTPA;  alternate  funds 
disbursal  procedure. 

Authority:  20  U.S.C  1681;  20  U.S.C  704, 
1501. 1551, 1573. 1574, 1575, 1576. 1577. 
1578, 1579:  42  U.S.C  2000d  et  seq.,  6101. 

Subpert  A— General  Provisions 

134.1    Purpeee:  appttcatien. 

(a)  Purpose.  The  purpose  of  this  part 
is  to  implement  the  nondiscrimination 
and  equal  opportunity  provisions  of  the 
Job  Training  Partner^p  Act  of  1982.  as 
amended  (JTPA),  wfaidi  are  contained 
in  section  167  of  JTPA.  Section  167 
prohibits  discrimination  on  the  grounds 
of  race,  cdor,  religion,  sex.  national 
origin,  age,  disability,  political 
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affiliation  or  belief,  and  for  beneficiaries 
only,  citizenship  or  participation  in 
JTPA.  This  part  clarifies  the  application 
of  the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and 
provides  uniform  procedures  for 
implementing  them. 

(b)  Application  of  this  part.  This  part 
applies  to  any  recipient,  as  defined  in 
§  34.2.  This  part  also  applies  to  the 
employment  practices  of  a  recipient,  as 
provided  in  §  34.7. 

(c)  Effect  of  this  part  on  other 
obligations. 

(1  j  A  recipient's  compliance  with  this 
part  shall  satisfy  any  obligation  of  the 
recipient  to  comply  with  29  CFR  part 
31,  implementing  title  VI  of  the  Civil 
Rights  Act  of  1964,  as  amended  (title 
VI),  and  with  subparts  A,  D  and  E  of  29 
CFR  part  32,  implementing  section  504 
of  the  Rehabihtation  Act  of  1973.  as 
amended  (section  504). 

(2)  However,  compliance  with  this 
part  shall  not  affect  any  obligation  of  the 
recipient  to  comply  with  subparts  B  and 
C  and  appendix  A  of  29  CFR  part  32, 
which  pertain  to  employment  practices 
and  employment-related  training, 
program  accessibility,  and 
accommodations  under  section  504. 

(3)  Recipients  that  are  also  pubhc 
entities  or  public  accommodations  as 
defined  by  titles  II  and  m  of  the 
Americans  with  Disabilities  Act  of  1991. 
(ADA),  should  be  aware  of  obligations 
imposed  pursuant  to  those  titles. 

(4)  Compliance  with  this  part  does  not 
affect,  in  any  way,  any  obligation  that  a 
recipient  may  have  to  comply  with 
Executive  Order  11246,  as  amended, 
section  503  of  the  Rehabilitation  Act  of 
1973,  as  amended  (29  U.S.C.  793),  the 
affirmative  action  provisions  of  the 
Vietnam  Era  Veterans'  Readjustment 
Assistance  Act  of  1974,  as  amended  (38 
U.S.C.  4212),  the  Equal  Pay  Act  of  1963. 
as  amended  (29  U.S.C  206d),  title  VH  of 
the  Civil  Rights  Act  of  1964.  as  amended 
(42  U.S.C.  2000e  et  seq.),  the  Age 
Discrimination  in  Employment  Act  of 
1967,  as  amended  (29  U.S.C.  621),  title 
IX  of  the  Education  Amendments  of 
1972.  as  amended  (20  U.S.C.  1681).  the 
Americans  with  Ehsabilities  Act  of  1990 
(ADA)  (42  U.S.C  12101  et  seq.)  and 
their  respective  implementing 
regulations. 

(5)  This  rule  does  not  preempt 
consistent  State  and  local  requirements. 

(6)  The  rule  generally  codines  and 
consolidates  already  existing 
nondiscrimination  and  equal 
opportunity  requirements.  However,  to 
the  extent  that  this  rule  imposes  any 
new  requirements,  it  is  not  intended  to 
have  retroactive  effect. 

(d)  Limitation  of  Application.  This 
part  does  not  apply  to: 


(1)  Programs  or  activities  funded  by 
the  Department  exclusively  under  laws 
other  than  JTPA; 

(2)  Contracts  of  insurance  or  guaranty; 

(3)  Federal  financial  assistance  to  a 
person  who  is  the  ultimate  beneficiary 
under  any  program; 

(4)  Federal  procurement  contracts, 
vtrith  the  exception  of  contracts  to 
operate  or  provide  services  to  Job  Corps 
Centers;  and 

(5)  Federally-operated  Job  Corps 
Centere.  The  operating  Department  is 
responsible  for  enforcing  tne 
nondiscrimination  and  equal 
opportunity  laws  to  which  such  Centers 
are  subject. 

S34.2    Definitions. 

As  used  in  this  part,  the  term: 

Administrative  Law  Judge  means  a 
person  appointed  as  provided  in  5 
U.S.C.  3105  and  5  CFR  930.203  and 
qualified  under  5  U.S.C.  557  to  preside 
at  hearings  held  under  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part. 

Applicant  means  the  person  or 
persons  seeking  JTPA  services  who  have 
filed  a  completed  application  and  for 
whom  a  formal  eligibility  determination 
has  been  made.  For  State  Employment 
Security  Agency  (SESA)  programs, 
applicant  means  the  person  or  persons 
who  make(s)  appUcation  to  receive 
benefits  or  services  from  the  State 
employment  service  agency  or  the  State 
unemployment  compensation  agency. 
See  also  the  definitions  of  eligible 
applicant  and  participant  in  this 
section. 

Applicant  for  employment  means  the 
person  or  persons  who  make(s) 
application  for  employment  with  a 
recipient  of  Federal  financial  assistance 
under  JTPA. 

Application  for  assistance  means  the 
process  by  which  required 
documentation  is  provided  to  the 
Governor,  recipient,  or  Department  prior 
to  and  as  a  condition  of  receiving 
Federal  financial  assistance  under  JTPA 
(including  both  new  and  continuing 
assistance). 

Application  for  benefits  means  the 
process  by  which  written  information  is 
provided  by  applicants  or  eligible 
applicants  prior  to  and  as  a  condition  of 
receiving  benefits  or  services  fi-om  a 
recipient  of  financial  assistance  from  the 
Department  of  Labor  under  JTPA. 

Assistant  Attorney  General  means  the 
Assistant  Attorney  General,  Civil  Rights 
Division,  United  States  Department  of 
Justice. 

Assistant  Secretary  means  the 
Assistant  Secretary  for  Administration 


and  Management,  United  States 
Department  of  Labor. 
Auxiliary  aids  or  services  includes- 

(1)  Qualified  interpretere,  notetakere, 
transcription  services,  written  materials, 
telephone  handset  amplifiers,  assistive 
listening  systems,  telephones 
compatible  with  hearing  aids,  closed 
caption  decodere,  open  and  closed 
captioning,  telecommunications  devices 
for  deaf  persons  (TDDs),  videotext 
displays,  or  other  efiiective  means  of 
making  aurally  delivered  materials 
available  to  individuals  with  hearing 
impairments; 

(2)  Qualified  readers,  taped  texts, 
audio  recordings,  brailled  materials, 
large  print  materials,  or  other  effective 
means  of  making  visually  delivered 
materials  available  to  individuals  with 
visual  impairments; 

(3)  Acquisition  or  modification  of 
equipment  or  devices;  and 

(4)  Other  similar  services  and  actions. 
Beneficiary  means  the  person  or 

peraons  intended  by  Congrass  to  receive 
benefits  or  services  from  a  recipient  of 
Federal  financial  assistance  imder  JTPA. 

Citizenship:  See  Discrimination  on 
the  ground  of  citizenship. 

Department  means  the  U.S. 
Department  of  Labor  (DOL),  including 
its  agencies  and  organizational  units. 

Director  means  the  Director, 
Directorate  of  Qvil  RighU  (DCR).  Office 
of  the  Assistant  Secretary  for 
Administration  and  Management,  U.S. 
Department  of  Labor,  or  a  designee 
authorized  to  act  fpr  the  Director. 

Directorate  means  the  Directorate  of 
Qvil  Rights  (DCR),  Office  of  the 
Assistant  Secretary  for  Administration 
and  Management,  U.S.  Department  of 
Labor. 

Disability  means,  with  respect  to  an 
individual,  a  physical  or  mental 
impairment  that  substantially  limits  one 
or  more  of  the  major  Ufa  activities  of 
such  individual;  a  record  of  such  an 
impairment;  or  being  regarded  as  having 
such  an  impairment. 

(l)(i)  The  phrase  physical  or  mental 
impairment  means — 

(A)  Any  physiological  disorder  or 
condition,  cosmetic  disfigurement,  or 
anatomical  loss  affecting  one  or  more  of 
the  following  body  systems: 
Neurological,  musculoskeletal,  special 
sense  organs,  respiratory  (including 
speech  organs),  cardiovascular, 
reproductive,  digestive,  genitourinary, 
hemic  and  lymphatic,  skin,  and 
endocrine; 

(B)  Any  mental  or  psychological 
disorder  such  as  mental  retardation, 
organic  brain  syndrome,  emotional  or 
mental  illness,  and  specific  learning 
disabilities. 
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(ii)  The  phnsa  physical  or  mental 
impairment  includes,  but  is  not  limited 
to.  such  contagious  and  noncontagious 
diseases  and  conditions  as  orthopedic 
visual,  speedi  and  hearing  impainnents. 
cerebral  palsy,  epilepsy,  muscular 
dystrophy,  multiple  sclerosis,  cancer, 
heart  disease,  diaoetes.  mental 
retardation,  emotional  illness,  specific 
learning  disabilities,  HIV  disease 
(whether  tymptomatic  or 
asymptomatic),  tuberculosis,  drug 
addiction,  and  alcoholism.  The  term 
impairment  does  not  include 
homosexuality  or  bisexuality. 

(2)  The  phrase  major  life  activities 
means  functions  sudi  as  caring  for  one's 
self,  performing  manual  tasks,  walking, 
seeing,  hearing,  speaking,  breathing. 
learning,  and  working. 

(3)  The  phrase  has  a  record  of  such 
an  impairment  means  has  a  history  of. 
or  has  been  misdassified  as  having,  a 
mental  or  physical  impairment  that 
substantially  limits  one  or  more  major 
hfe  activities.  . 

(4)  The  phrase  is  regarded  as  having 
an  impairment  means — 

(i)  Has  a  physical  or  mental 
impairment  that  does  not  sxibstantially 
Umit  major  life  activities  but  that  is 
treated  by  the  recipient  as  constituting 
such  a  limitation: 

(ii)  Has  a  physical  or  mental 
impairment  that  substantially  limits 
major  hfe  activities  only  as  a  result  of 
the  attitudes  of  others  toward  sudi 
impairment;  or 

(lii)  Has  none  of  the  impairments 
defined  in  paragraph  (1)  of  this 
definition  but  is  treated  by  the  recipient 
as  having  such  an  impairment. 

(5)  Consistent  with  amendments  to 
the  Rehabilitation  Act  of  1973  and  to  the 
ITPA.  and  with  the  ADA,  this  part  uses 
the  term  disability  in  place  of  Uie  term 
handicap.  The  two  terms  are  intended 
to  have  identical  meanings. 

Discrimination  on  the  ground  of 
citizenship  means  a  denial  of 
participation  in  programs  or  activities 
financially  assisted  in  whole  or  in  part 
under  fTPA  to  persons  on  the  basis  of 
their  status  as  citizens  or  nationals  of 
the  United  States,  lawfully  admitted 
permanent  resident  aliens,  lawfully 
admitted  refugees  and  parolees,  or  other 
individuals  authorized  by  the  Attorney 
General  to  woric  in  the  United  States. 

Ehpble  applicant  means  an  applicant 
who  has  beoQ  determined  eUgible  to 
participate  In  one  or  more  titles  under 
ITPA- 

Entity  means  any  corporation, 
partnership,  joint  venture, 
unincorporated  association,  or  State  or 
local  government,  and  any  agency, 
instnunentality  or  gubdivision  of  sudi  a 
govemmenL 


Facility  means  all  or  any  portion  of 
buildings,  structures,  equipmmt.  roads, 
walks,  parking  lots,  rolling  stock,  or 
other  real  or  personal  propwty  or 
interest  in  such  property. 

Federal  financial  assistance  under 
fTPA  means  any  grant,  cooperative 
agreement,  loan,  contract;  any  subgrant 
made  with  a  redpient  of  a  grant  or 
subcontract  made  pursuant  to  a  JTPA 
contract;  or  any  other  arrangement  by 
which  the  Department  nrovides  or 
otherwise  makes  available  assistance 
under  JTPA  in  the  form  of: 

(1)  Funds,  induding  funds  made 
available  for  the  acquisition, 
construction,  renovation,  restoration  or 
repair  of  a  building  or  fadbty  or  any 
portion  thereof; 

(2)  Services  of  Federal  personnel:  or 

(3)  Real  or  personal  property  or  any 
interest  in  or  use  of  such  property. 

induding:  ,       .       '     _ 

(i)  Transfers  or  leases  of  sudi  property 
for  less  than  fair  market  value  or  for 
reduced  consideration: 

(ii)  Proceeds  from  a  subsequent 
transfer  or  lease  of  such  property  if  the 
Federal  share  of  its  fair  mariiet  value  is 
not  returned  to  the  Federal  Government; 


or  ,     ^ 

(iil)  Any  other  thing  of  value  by  way 
of  grant,  loan,  contrad,  or  cooperative 
agreement  (oUier  than  a  procurement 
contract  or  a  contrad  of  insurance  or 
guaranty). 

Governor  means  the  chief  elected 
official  of  any  State  or  his  or  her 
designee. 

Grant  applicant  means  the  entity 
which  submits  the  required 
documentation  to  the  Governor, 
redpient,  or  the  Department,  prior  to 
and  as  a  condition  of  receiving  Federal 
finandal  assistance  under  JTPA. 

Guideline  means  written 
informational  material  supplementing 
an  agency's  regulations  and  provided  to 
grant  applicants  and  redpients  to 
provide  program-specific  interpretations 
of  their  responsibilities  under  the 
regulations. 

Illegal  use  of  drugs  means  the  use  of 
drugs,  the  possession  or  distribution  of 
which  is  unlawful  under  the  Controlled 
Substances  Act  Illegal  use  of  drugs  does 
not  indude  the  use  of  a  drug  taken 
under  supervision  of  a  licensed  health 
care  professional,  or  other  uses 
authorized  by  the  Controlled  Substances 
Act  or  other  provisions  of  Federal  law. 
Individual  ¥fith  a  disability  means  a 
person  who  has  a  disability,  as  defined 
in  this  section.  The  term  impairment 
does  not  Include  homosexuality  or 
bisexuality:  therefore,  the  term 
individual  with  a  disability  does  not 
Indude  an  Individual  on  the  basis  of 
homosexuality  or  bisexuality. 


(1)  The  term  individual  with  a 
disability  does  not  Include  an 
Individual  on  the  basis  of: 

(1)  Transvestism,  transsexualism, 
pedophilia,  exhibitionism,  voyeurism, 
gender  identity  disorders  not  resulting 
from  physical  impairments,  or  other 
sexual  behavior  disorders; 

(il)  compulsive  gambling, 
kleptomania,  or  pyromanla;  or 

(lil)  psydioactive  substance  use 
disorders  resulting  from  current  illegal 
useofdrugs.     .....     ,     .. 

(2)  The  term  individual  with  a 
disability  bUo  does  not  Include  an 
individual  who  Is  currently  engaging  In 
the  Illegal  use  of  drugs,  when  a  redpient 
acts  on  the  basis  of  such  use.  This 
limitation  should  not  be  construed  to 
exclude  as  an  individual  with  a 
disability  an  Individual  who: 

(i)  Has  successfully  completed  a 
supervised  drug  rehabilitation  program 
and  is  no  longer  engaging  In  the  Illegal 
use  of  drugs,  or  has  otherwise  been 
rehabilitated  successfully  and  Is  no 
longer  engaging  In  such  use; 

(il)  Is  parfidpatlng  in  a  supervised 
rehabilitation  program  and  is  no  longer 
engaging  in  such  use:  or 

Rii)  Is  erroneously  regarded  as 
engaging  in  such  use,  but  Is  not 
engaging  in  such  use,  except  that  it  shall 
not  be  a  violation  of  the 
nondiscrimination  and  equal 
opportxmity  provisions  of  JTPA  or  this 
part  for  a  redpient  to  adopt  or 
administer  reasonable  polides  or 
proc»dures.  Including  but  not  limited  to 
drug  testing,  designed  to  ensure  that  an 
Individual  described  in  paragraph  (2)(i) 
or  (2)(li)  of  this  definition  Is  no  longer 
enga^ng  In  the  Illegal  use  of  drugs. 

(3)  With  regard  to  employment,  the 
term  individual  with  a  disability  does 
not  Indude  any  Individual  who  Is  an 
alcoholic  whose  current  use  of  alcohol 
prevents  sudi  Individual  fitim 
performing  the  duties  of  the  job  In 
question  or  whose  employment,  by 
reason  of  such  current  alcohol  abuse, 
would  constitute  a  dired  threat  to 
property  or  the  safety  of  others. 
JTPA  means  the  Job  Training 
Partnerriiip  Ad  of  1982.  as  amended. 
Pubhc  Uw  97-300, 96  Stat,  1322  (29 
U.S.C.  1501  at  seq.),  Induding  the 
Nontradltional  Employment  for  Womwi 
Ad  of  1991.  Public  Law  102-235, 105 
Stat.  1806  (29  U.S.C  1501).  and  the  Job 
Training  Reform  Amendments  of  1992. 
Public  Law  102-367. 106  StoL  1021. 
JTPA'funded  program  or  activity 
means  a  program  or  activity,  operated 
by  a  redpient  and  funded  under  JTPA, 
for  the  provision  of  services,  finandal 
aid.  or  other  benefit  to  individuals 
(induding  but  not  limited  to  education 
or  training,  health.  welCue,  housing. 
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social  service,  rehabilitation  or  other 
services,  whether  provided  through 
employees  of  the  recipient  or  by  others 
through  contract  or  omer  arrangements 
with  the  recipient,  and  including  work 
opportunities  and  cash,  loan  or  other 
assistance  to  individuals),  or  for  the 
provision  of  facilities  for  furnishing 
services,  financial  aid,  or  other  benefits 
to  individuals.  It  also  includes  services, 
financial  aid.  or  other  benefits  provided 
in  facilities  constructed  with  the  aid  of 
Federal  financial  assistance  under  JTPA. 
It  further  includes  services,  financial 
aid.  or  other  benefits  provided  with  the 
aid  of  any  non-JTPA  funds,  property,  or 
other  resources  required  to  be  expended 
or  made  available  for  the  program  to 
meet  matching  requirements  or  other 
conditions  whidi  must  be  met  in  order 
to  receive  the  Federal  financial 
assistance  imder  ]TPA. 

Methods  of  Administration  means  the 
written  document  and  supporting 
documentation  developed  pursuant  to 
§34.33. 

National  Progmms  means  programs 
receiving  Federal  funds  under  JTPA 
directly  bom  the  Department.  Such 
programs  include,  but  are  not  limited  to. 
programs  funded  under  title  IV  of  JTPA, 
such  as  the  Migrant  and  Seasonal 
Workers  Programs,  Native  Americans 
Programs.  Job  Corps,  National  Activities 
and  such  Veterans'  Employment 
programs  as  are  funded  by  the 
Department  National  programs  also 
includes  programs  funded  under  certain 
titles  of  the  Nontraditional  Employment 
for  Women  Act. 

Noncompliance  means  a  failure  of  a 
recipient  to  comply  with  any  of  the 
appucable  requirements  of  the 
nondisoiminatton  and  equal 
opportunity  provisions  of  fTPA  or  this 
part. 

Participant  means  an  individual  who 
has  been  determined  to  be  eligible  to 
participate  in  and  who  is  receiving 
services  (except  post-termination  and 
foUow-up  services)  under  a  program 
authorized  by  JTPA.  Participation  shall 
be  deemed  to  commence  on  the  first 
day,  following  determination  of 
eligibility,  on  which  the  participant 
began  receiving  subsidized 
employment,  training,  w  other  services 
provided  under  JTPA. 

Parties  to  a  hearing  means  the 
Department  and  the  grant  appUcant(s)  or 
recipient(s). 

Prohibited  ground  means  any  basis 
upon  v^iic^  it  is  illegal  to  discriminate 
^under  the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  i.e..  race,  color,  religion,  sex, 
national  origin,  age,  disability,  political 
affiUation  or  belief,  and.  for 


beneficiaries  only,  citizenship  or 
participation  in  JTPA. 

Qualified  individual  mth  a  disability 
means: 

(1)  With  respect  to  employment  an 
individual  vfiih  a  disabiuty  vdio.  with 
or  without  reasonable  accommodation, 
is  capable  of  performing  the  essential 
functions  of  me  }ob  in  question; 

(2)  With  respect  to  services,  an 
individual  with  a  disability  who  meets 
the  essential  eligibility  requirements  for 
the  receipt  of  such  services; 

(3)  Wim  respect  to  employment  and 
employment-related  training  programs, 
an  individual  with  a  disability  who 
meets  the  eligibility  requirements  for 
participation  in  JTPA  and  who.  with  or 
without  reasonable  accommodation,  is 
capable  of  performing  the  essential 
functions  of  the  job  or  meets  the 
qualifications  of  the  training  program,  as 
applicable. 

Recipient  means  any  entity  to  which 
Federal  financial  assistance  under  any 
title  of  JTPA  is  extended,  either  directly 
or  through  the  Governor  or  through 
another  recipient  (including  any 
successor,  assignee,  or  transferee  of  a 
recipient),  but  excluding  the  ultimate 
beneficiaries  of  the  JTPA-funded 
program  or  activity  and  the  Governor. 
Recipient  includes,  but  is  not  limited  to: 
Job  Corps  Centers  and  Center  operators 
(excluding  federally-operated  Job  Corps 
Centers),  State  Employment  Security 
Agencies,  State-level  agencies  that 
administer  JTPA  funds,  SDA  grant 
recipients,  Substate  grant  recipients  and 
service  providers,  as  well  as  National 
Program  recipients. 

Respondent  means  the  grant  applicant 
or  recipient  against  which  a  complaint 
has  been  filed  pursuant  to  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part. 

SDA  grant  recipient  means  the  entity 
that  receives  JTPA  funds  for  a  service 
delivery  area  (SDA)  directly  from  the 
Governor. 

Secretary  means  the  Secretary  of 
Labor,  U.S.  Department  of  Labor,  or  his 
or  her  designee. 

Senrice  provider  means  the  operator 
of  any  JTPA-funded  program  or  activity 
that  receives  funds  from  or  through  an 
SDA  grant  recipient  or  a  Substate 
grantee. 

Small  recipient  means  a  recipient 
who  serves  fewer  than  15  beneficiaries, 
and  employs  fewer  than  15  employees 
at  all  times  during  a  grant  year. 

Solicitor  means  the  Solicitor  of  Labor, 
U.S.  Department  of  Labor,  or  his  or  her 
designee. 

State  means  the  individual  states  of 
the  United  States,  the  District  of 
Columbia,  the  Commonwealth  of  Puerto 


Rico,  the  Virgin  Islands.  American 
Samoa,  Guam,  Wake  Islanid,  the 
Conmionvrealth  of  the  Northern  Mariana 
Islands,  the  Federated  States  of 
Micronesia,  the  Republic  of  the 
Marshall  Islands,  and  Palau. 

State  Employment  Security  Agency 
(SESA)  means  the  State  agency  whidi, 
\mder  the  State  Administrator,  contains 
both  the  State  Employment  Service 
agency  (State  agency)  and  the  State 
imemployment  compensation  agency. 

State  Programs  means  programs 
funded  in  whole  or  in  part  under  JTPA 
wherein  the  Governor  and/or  State 
receives  and  disburses  the  grant  to  or 
through  SDA  grant  recipients  or 
Substate  grantees.  Such  programs 
include  but  are  not  limited  to  those 
programs  funded  in  whole  or  in  part 
under  titles  II  or  IE  of  JTPA.  State 
programs  also  includes  State 
Employment  Security  Agencies. 

Substate  grantee  means  that  agency  or 
organization  selected  to  administer 
programs  pursuant  to  section  312(b)  of 
JTPA.  The  Substate  grantee  is  the  entity 
that  receives  title  III  funds  for  a  substate 
area  directly  from  the  Governor. 

Terminee  means  a  participant 
terminating  during  the  applicable 
program  year. 

f34J    DiMrinrtratkMtpraliUtitad. 

No  individual  in  the  United  SUtes 
shall,  on  the  ground  of  race,  color, 
religion,  sex,  national  origin,  age, 
disability,  political  affiliation  or  belief, 
and  for  beneficiaries  only,  citizenship  or 
participation  in  JTPA,  be  excluded  from. 
participation  in,  denied  the  benefits  of, 
subjected  to  discrimination  under,  or 
denied  employment  in  the 
administration  of  or  in  connection  with 
any  JTPA-funded  program  or  activity. 

134.4    SpecHledtecrhninatoryaetloM 
prohNilted  on  the  ground  of  race,  eolor, 
raUgion,  aw.  national  ert^n,  age,  potWoil 
affiliation  or  balM,  cWzanahlp.  or 
participation  in  JTPA. 

(a)  For  the  purposes  of  this  section, 
prohibited  ground  means  race,  color, 
religion,  sax.  national  origin,  age. 
political  affiliation  or  belief,  and  fat 
beneficiaries  only,  citizenship  or 
participation  in  JTPA.  A  recipient  shall 
not  directly  or  through  contractual, 
licensing,  or  other  anangements.  on  a 
prohibited  ground: 

(1)  Deny  an  individual  any  service, 
financial  aid.  or  benefit  provided  under 
the  JTPA-fiinded  program  or  activity; 

(2)  Provide  any  aervice,  financial  aid, 
or  benefit  to  an  individual  whidi  is 
different,  or  is  provided  in  a  different 
maimw.  from  &at  provided  to  others 
imder  the  ITPA-fanded  program  or 
activity; 
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(3)  Subject  an  individual  to 
segregation  or  separate  treatment  in  any 
matter  related  to  nis  or  her  receipt  of 
any  service,  financial  aid,  or  benefit 
under  the  JTP A- funded  program  or 
activity 

(4)  Restrict  an  individual  in  any  way 
in  the  enjoyment  of  any  advantage  or 
privilege  enjoyed  by  others  receiving 
any  service,  financial  aid,  or  benefit 
under  the  JTPA-funded  program  or 
activity; 

(5)  Treat  an  individual  differently 
from  others  in  determining  whether  he 
or  she  satisfies  any  admission, 
enrollment,  eligibility,  membership,  or 
other  requirement  or  condition  for  any 
service,  financial  aid,  function  or  benefit 
provided  under  the  JTPA-funded 
program  or  activity; 

(6)  Deny  or  limit  an  individual  with 
respect  to  any  opportimity  to  participate 
in  the  JTPA-funded  program  or  activity, 
or  afford  him  or  her  an  opportunity  to 
do  so  which  is  different  from  that 
afforded  others  under  the  JTPA-funded 
program  or  activity; 

(7)  Deny  an  individual  the 
opportunity  to  participate  as  a  member 
of  a  planning  or  advisory  body  which  is 
an  integral  part  of  the  JTPA-funded 
proeram  or  activity; 

(8)  Aid  or  perpetuate  discrimination 
by  providing  significant  assistance  to  an 
agency,  organization,  or  person  that 
discriminates  on  a  prohibited  ground  in 
providing  any  service,  financial  aid,  or 
benefit  to  applicants  or  participants  in 
the  JTPA-funded  program  or  activity; 

(9)  Refuse  to  accommodate  a  person's 
religious  practices  or  beliefs,  unless  to 
do  so  would  result  in  undue  hardship: 
or 

(10)  Otherwise  limit  on  a  prohibited 
ground  an  individual  in  enjoyment  of 
any  right,  privilege,  advantage,  or 
opportunity  enjoyed  by  others  receiving 
any  aid,  benefit,  service,  or  training. 

(b)  In  determining  the  types  of 
services,  financial  aid  or  other  benefits 
or  facilities  that  will  be  provided  under 
any  JTPA-funded  program  or  activity,  or 
the  class  of  individuals  to  whom  or  the 
situations  in  which  such  services, 
financial  aid,  or  other  benefits  or 
facilities  will  be  provided,  a  recipient 
shall  not  use,  directly  or  through 
contractual,  licensing,  or  other 
arrangements,  standards,  procedures  or 
criteria  that  have  the  purpose  or  effect 
of  subjecting  individuals  to 
discrimination  on  a  prohibited  ground 
or  that  have  the  purpose  or  effect  of 
defeating  or  substantially  impairing,  on 
a  prohibited  ground,  accomplishment  of 
the  objectives  of  the  JTPA-funded 
program  or  activity.  This  paragraph 
applies  to  the  administration  of  JTPA- 
funded  programs  or  activities  providing 


services,  financial  aid,  benefits  or 
facilities  in  any  manner,  including,  but 
not  limited  to,  recruitment,  registration, 
counseling,  testing,  guidance,  selection, 
placement,  appointment,  training, 
referral,  promotion  and  retention. 

(c)  In  determining  the  site  or  location 
of  facilities,  a  grant  applicant  or 
recipient  may  not  make  selections  with 
the  purpose  or  effect  of  excluding 
individuals  bom,  denying  them  the 
benefits  of,  or  subjecting  them  to 
discrimination  on  a  prohibited  ground, 
or  with  the  piupose  or  effect  of 
defeating  or  substantially  impairing  the 
accomplishment  of  the  objectives  of  the 
program,  or  the  nondiscrimination  and 
equal  opportimity  provisions  of  JTPA  or 
this  part. 

(d)  The  exclusion  of  an  individual 
fttjm  programs  or  activities  limited  by 
Federal  statute  or  Executive  Order  to  a 
certain  class  or  classes  of  individuals  of 
which  the  individual  in  question  is  not 
a  member  is  not  prohibited  by  this  part. 

134.5    SpecHic  discriminatory  actiona 
prohU>it*d  on  tti*  ground  of  disability. 

(a)  In  providing  any  aid,  benefit, 
service  or  training  under  a  JTPA-funded 
program  or  activity,  a  recipient  shall 
not,  directly  or  through  contractual, 
licensing,  or  other  arrangements,  on  the 
ground  of  disability: 

(1)  Deny  a  qualified  individual  with  a 
disability  the  opportunity  to  participate 
in  or  benefit  from  the  aid,  benefit, 
service  or  training; 

(2)  Afford  a  quaUfied  individual  with 
a  disability  an  opportunity  to  participate 
in  or  benefit  from  the  aid,  benefit, 
service  or  training  that  is  not  equal  to 
that  afforded  others; 

(3)  Provide  a  qualified  individual 
with  a  disability  with  an  aid,  benefit, 
service  or  training  that  is  not  as  effective 
in  affording  equal  opportunity  to  obtain 
the  same  result,  to  gain  the  same  benefit, 
or  to  reach  the  same  level  of 
achievement  as  that  provided  to  others; 

(4)  Provide  different  or  separate  aid, 
benefits,  or  services  to  individuals  with 
disabilities  or  to  any  class  of  individuals 
with  disabilities  unless  such  action  is 
necessary  to  provide  qualified 
individuals  with  disabilities  with  aid, 
benefits,  services  or  training  that  are  as 
effective  as  those  provided  to  others; 

(5)  Aid  or  perpetuate  discrimination 
against  a  qualified  individual  with  a 
disability  by  providing  significant 
assistance  to  an  agency,  organization,  or 
person  that  discriminates  on  the  basis  of 
disability  in  providing  any  aid,  benefit, 
service  or  training  to  participants; 

(6)  Deny  a  qualifiea  individual  with  a 
disability  the  opportunity  to  participate 
as  a  member  of  plaiming  or  advisory 
boards; 


(7)  Otherwise  Umit  a  qualified 
individual  with  a  disability  in 
enjoyment  of  any  right,  privilege, 
advantage,  or  opportunity  enjoyed  by 
others  receiving  any  aid,  benefit,  service 
or  training. 

(b)  A  recipient  may  not  deny  a 

aualified  individual  with  a  disability 
le  opportunity  to  participate  in  JTPA- 
funded  programs  or  activities  despite 
the  existence  of  permissibly  separate  or 
different  programs  or  activities. 

(c)  A  recipient  shall  administer  JTPA- 
funded  programs  and  activities  in  the 
most  integrated  setting  appropriate  to 
the  needs  of  qualified  individuals  with 
disabilities. 

(d)  A  recipient  may  not,  directly  or 
through  contractual  or  other 
arrangements,  utilize  criteria  or 
administrative  methods: 

(1)  That  have  the  effect  of  subjecting 
qualified  individuals  with  disabilities  to 
discrimination  on  the  ground  of 
disability: 

(2)  That  have  the  purpose  or  effect  of 
defeating  or  substantially  impairing 
accomplishment  of  the  objectives  of  the 
JTPA-funded  program  or  activity  with 
respect  to  individuals  with  disabilities; 
or 

(3)  That  perpetuate  the  discrimination 
of  another  entity  if  both  entities  are 
subject  to  common  administrative 
control  or  are  agencies  of  the  same  state. 

(e)  In  determining  the  site  or  location 
of  facilities,  a  grant  applicant  or 
recipient  may  not  make  selections  with 
the  purpose  or  effect  of  excluding 
individuals  with  disabilities  from, 
denying  them  the  benefits  of,  or 
otherwise  subjecting  them  to 
discrimination  under  any  JTPA-funded 
program  or  activity,  or  with  the  purpose 
or  effect  of  defeating  or  substantially 
impairing  the  accomplishment  of  the 
objectives  of  the  JTPA-funded  program 
or  activity  or  this  part  with  respect  to 
individuals  with  disabilities. 

(0  As  used  in  this  section,  references 
to  the  aid,  benefit,  service  or  training 
provided  under  a  JTPA-funded  program 
or  activity  include  any  aid,  benefit, 
service  or  training  provided  in  or 
through  a  facility  that  has  been 
constructed,  expanded,  altered,  leased, 
rented,  or  otherwise  acquired,  in  whole 
oun  part,  with  Federal  financial 
assistance  under  JTPA. 

(g)  The  exclusion  of  an  individual 
without  a  disability  from  the  benefits  of 
a  program  limited  by  Federal  statute  or 
Executive  Order  to  individuals  with 
disabilities  or  the  exclusion  of  a  specific 
class  of  individuals  with  disabilities 
fi^om  a  program  limited  by  Federal 
statute  or  Executive  Order  to  a  different 
class  of  individuals  with  disabilities  is 
not  prohibited  by  this  part. 


i34J    Comn 
with  dsabiUtii 
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(h)  This  part  does  not  require  ■ 
recipient  to  provide  to  individiials  with 
disabilities:  personal  devices,  sudi  as 
wheelcfaairs:  individually  prescribed 
devices,  such  as  prescription  eyeglasses 
or  hearing  aids:  readers  for  personal  use 
or  study;  or  services  of  a  personal  nature 
including  assistance  in  eating,  toileting, 
or  dressing. 

{344    Communications  with  indhrktu^ 
wWi  dtoabiiWea. 

(a)  Recipients  shall  take  appropriate 
steps  to  ensure  that  communications 
with  beneficiaries.  applicanU.  eligible 
applicants,  participants,  applicants  for 
employment,  employees  and  members 
of  the  public  who  are  individuals  with 
disalHlities.  are  as  effective  as 
communications  with  others. 

(b)  A  redpimt  shall  furnish 
appropriate  auxiliary  aids  or  services 
where  necessary  to  afford  individuals 
with  disabilities  an  equal  opportunity  to 
participate  in.  and  enjoy  the  benefits  of. 
the  JTPA-hmded  program  or  activity.  In 
determining  what  type  of  auxiliary  aid 
or  service  is  neceasary.  such  recipient 
shall  give  primary  consideration  to  the 
requests  of  the  individual  with  a 
disability. 

(c)  Where  a  recipient  communicates 
with  beneficiaries,  applicants.  eUgible 
applicants,  participants,  applicants  for 
employment  and  employees  by 
telephone,  telecommimications  devices 
for  individuals  with  hearing 
impairments  (TDDs).  or  equally  effective 
communications  systems  shall  be  used.   . 

(d)  A  recipient  diall  ensure  that 
interested  persons,  including  persons 
with  visual  or  hearing  impairments,  can 
obtain  information  as  to  the  existence 
and  location  of  accessible  services, 
activities,  and  fecilities. 

(e)  A  recipient  shall  provide  signage 
at  a  primary  entrance  to  each  of  its 
inaccessible  facilities,  directing  users  to 
a  location  at  which  they  can  obtain 
information  about  accessible  facilities. 
The  international  symbol  for 
accessibility  shall  be  used  at  each 
primary  entrance  of  an  accessible 
facility. 

(f)  This  section  does  not  require  a 
recipient  to  take  any  action  that  it  cas 
demonstrate  would  result  in  a 
fundamental  alteration  in  the  nature  of 
a  service,  program,  or  activity  or  in 
undiM  financial  and  administrative 
burdens. 

(1)  In  those  drcumstancet  where  a 
recipient  believes  that  die  proposed 
action  would  fundamentally  alt«r  the 
JTPA-hmded  program,  activity,  or 
service,  or  would  result  in  undue 
financial  and  administrative  bordena, 
such  recipient  has  the  borden  of  prdving 


that  compliance  with  this  section  would 
result  in  such  alteration  or  burdens. 

(2)  The  decision  that  compliance 
would  result  in  sudi  alteration  or 
burdens  must  be  made  by  the  recipient 
after  considering  all  resources  available 
fbr  use  in  the  funding  and  operation  of 
the  JTPA-fimded  program,  activity,  or 
service  and  must  be  accompanied  by  a 
written  statement  of  the  reasons  for 
reaching  that  conclusion. 

(3)  If  an  action  required  to  comply 
with  this  section  would  result  in  such 
an  alteration  or  such  burdens,  the 
recipient  shall  take  any  other  action  that 
would  not  result  in  such  an  alteration  or 
such  burdens  but  would  nevertheless 
ensure  that,  to  the  maximiun  extent 
possible,  individuals  with  disabilities 
receive  Uie  benefits  or  services  provided 
by  the  recipient. 

{34.7    Empteymeni praetloea. 

(a)  As  used  in  this  part,  the  term 
"employment  practices"  includes,  but  is 
not  limited  to,  recruitment  or 
recruitment  advertising,  selection, 
placement,  layoff  or  termination, 
upgrading,  demotion  or  transfer, 
training,  participation  in  upward 
mobility  programs,  rates  of  pay  or  other 
forms  of  compensation,  and  use  of 
facilities  and  other  terms  and  conditions 
of  employment 

(b)  Discrimination  on  the  ground  of 
race,  color,  religion,  sex.  national  origin, 
age.  disabiUty,  or  political  affiliation  or 
belief  is  prohibited  in  employment 
practices  in  the  administration  of,  or  in 
connection  with,  any  JTPA-funded 

program  or  activity. 

{^Employee  selection  procedures.  In 
implementing  this  section,  a  recipient 
shall  comply  with  the  Uniform 
Guidelines  on  Employee  Selection 
Procedures.  41  CFR  part  60-3. 

(d)  Standards  for  employment-related 
investigations  and  reviews.  In  any 
investigation  or  compliance  review,  the 
Director  shall  consider  EEOC 
regulations,  guidelines  and  appropriate 
case  law  in  determining  whether  a 
recipient  has  engaged  in  an  unlawful 
employment  practice. 

(e)  As  provided  in  §  34.1(cM2)  of  this 
part,  this  rule  d^oes  not  affect  in  any  way 
the  (^ligation  of  recipients  to  "comply 
with  subparts  B  and  C  and  appendix  A 
of  29  CFR  part  32.  implementing  the 
requirements  of  section  504  pertaining 
to  employment  practices  and 
employment-related  training,  program 
accessibility,  and  accommodations. 
Therefore,  this  secticm  should  not  be 
understood  to  constitute  an  exhaustive 
list  of  employment-related 
nondiacrimination  and  equal 
opportimity  obUgattons  on  the  ground 
of  disabiUty. 


(f)  Recipients  that  are  also  employers 
covered  by  titles  I  and  II  of  the  ADA 
should  be  aware  of  obligations  imposed 
pursuant  to  those  titles.  See  29  CFR  part 
1630  and  28  CFR  part  35. 

(g)  This  rule  does  not  preempt 
consistent  State  and  local  requirements. 

{34.8   IndmidattonandrataMaikwi 


A  recipient  shall  not  discharge, 
intimidate,  retaliate,  threaten,  coerce  or 
discriminate  egainst  any  person  because 
such  person  has;  filed  a  complaint: 
opposed  a  prohibited  practice; 
furnished  ijiformation;  assisted  or 
participated  hi  any  manner  in  an 
investigation,  review,  hearing  or  any 
other  activity  related  to  admmistration 
of.  or  exercise  of  authority  under,  or 
privilege  secured  by.  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part;  or  oAerwise  exercised  any  rights 
and  privileges  under  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part.  The  sanctions  and  pcmalties 
contained  in  section  167  of  JTPA  or  this 
part  may  be  imposed  against  any 
recipient  that  engages  in  any  sudi 
proscribed  activity  or  fails  to  take 
appropriate  steps  to  prevent  such 
activity. 

{34A   OaalffnalionofraaponeiMeeMoa; 
rulings  and  hileipfetattona. 

(a)  The  Directorate  of  Qvil  Rights 
(DCR).  hi  the  Office  of  the  Assistant 
Secretary  for  Administration  and 
Management,  is  responsible  for 
administering  and  enforcing  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part  and  for  developing  and  issuing 
policies,  standards,  guidelines  and 
procedures  for  efiiacting  compliance. 

(b)  The  Director  shall  make  any 
rulings  under  or  interpretations  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part 

(34.10    [Reserved) 

{34.n    Effect  of  other  oMIgatioM  or 
Ibnitationa. 

(a)  Effect  of  Stale  or  local  law  <x-  other 
requirements.  The  oUigation  to  comply 
with  the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  shall  not  be  obviated  or  aUevialed 
by  any  State  or  load  law  at  other 
requirement  that,  on  a  prohibited 
ground,  prohibits  or  limits  an 
individual's  eligibility  to  receive 
services,  compenaaticm  or  bene&ta.  to 
ptftidpata  in  any  JTPA-fimded  fttopva 
at  activity,  orlo  be  em^ojwl  by  any 


^ 
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redpioit,  or  to  practice  any  occupation 
or  profession. 

(b)  ^ect  of  private  organization  rules. 
The  obligation  to  comply  with  the 
nondiscrimination  and  eoual 
opportunity  provisions  of  JTPA  and  this 
part  shall  not  be  obviated  or  alleviated 
by  any  rule  or  regulation  of  any  private 
organization,  club,  league  or  association 
that,  on  a  prohibited  ground,  prohibits 
or  limits  an  individucd's  eligibility  to 
participate  in  any  jTPA-funded  program 
or  activity  to  which  this  part  applies. 

(c)  Effect  of  the  availability  of 
employment  opportunities.  The 
availability  of  futiire  employment 
opportimities,  or  lack  thereof,  in  any 
occupation  or  profession  for  qualified 
individuals  with  disabilities  or  persons 
of  a  certain  race,  color,  religion,  sex, 
national  origin,  age,  political  affiliation 
or  belief,  or  citizenship  shall  not  be 
considered  in  recruiting,  selecting  or 
placing  individuals  in  programs  or 
activities. 

134.12    Deleortlon  and  cocf dinabon. 

(a)  The  Secretary  may  from  time  to 
time  assign  to  officials  of  other 
departments  or  agencies  of  the 
Government  (with  the  consent  of  such 
department  or  agency)  responsibilities 
in  connection  with  the  effectuation  of 
the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part  (other  then  responsibility  for  final 
decisions  pursuant  to  §  34.42). 
including  the  achievement  of  efiiective 
coordination  and  maximiun  iiniformity 
within  the  Department  and  within  the 
executive  branch  of  the  Government  in 
the  application  of  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  or  this  part  to  sin^ar  programs 
and  similar  situations. 

(b)  Any  action  talcen,  determination 
made,  or  requirement  imposed  by  an 
official  of  another  department  or  agency 
acting  pursuant  to  an  assignment  of 
responsibility  imder  this  subsection 
shul  have  the  same  effect  as  though 
such  action  had  been  taken  by  the 
Director. 

(c)  Whenever  a  compliance  review  or 
complaint  investigatian  under  this  part 
reveals  possible  violation  of  Executive 
Order  11246.  as  amended,  section  503  of 
the  Rdiabilitation  Act  of  1973.  as 
amended,  the  affirmative  action 
provisions  of  the  Vietnam  Era  Veterans' 
Readjustment  Assistance  Act  of  1974.  as 
amended  (38  U.S.C.  4212).  the  Equal 
Pay  Act  of  1963,  as  amended,  title  Vn 
of  the  Civil  Rights  Act  of  1964.  as 
amended,  the  Age  Discrimination  in 
Employment  Act  of  1967,  as  amended, 
the  Americans  With  Disabilities  Act.  or 
any  other  Federal  dvil  ridits  law,  that 
is  not  also  a  violatimi  of  the 


nondiscrimination  and  eoual 
opportunity  provisions  of  JTPA  or  this 
part,  the  Director  shall  attempt  to  notify 
the  appropriate  agency  and  provide  it 
with  all  relevant  documents  and 
information. 

Subpwt  &-H»cordk— ping  and  Othr 
Afflrmativ*  ObilgatloM  of  RMlpiwrts 

I34J0   Aaauranoe  required;  duration  of 


(a)  Assurance.  (1)  Each  application  for 
Federal  financial  assistance  under  JTPA. 
as  defined  in  §  34.2,  shall  include  an 
assiuance,  in  the  following  form,  with 
respect  to  the  operation  of  the  JTPA- 
funded  program  or  activity  and  all 
agreements  or  arrangements  to  carry  out 
the  JTPA-funded  program  or  activity: 

As  a  condition  to  the  award  of  financial 
assistance  under  JTPA  from  the  Department 
of  Labor,  the  grant  applicant  assuiet,  with 
respect  to  operation  of  the  JTPA-funded 
program  or  activity  and  all  agreements  or 
arrangements  to  carry  out  the  JTPA-funded 
program  or  activity,  that  it  will  comply  fully 
with  the  nondiscrbninstion  and  equal 
opportunity  provisions  of  the  Job  Training 
Partnership  Act  of  1982,  as  amended  QTPA), 
including  the  Nontraditional  Employment  for 
Women  Act  of  1 991 :  dtle  VI  of  the  Civil 
Rights  Act  of  1964.  as  amended:  section  504 
of  the  Rehabilitation  Act  of  1973,  as 
amended:  the  Age  Discrimination  Act  of 
1975.  as  amended:  tide  DC  of  the  Education 
Amendments  of  1972,  as  amended;  and  with 
all  applicable  requirements  impoeed  by  or 
pursuant  to  regulations  Impleinenting  those 
laws,  including  but  not  limited  to  29  CFR 
part  34.  The  United  States  has  die  right  to 
toA  )udidal  eniurcement  of  this  assurance. 

(2)  The  assurance  shall  be  deemed 
incorporated  by  opwation  of  law  in  the 
Krant.  cooperative  agreement,  contract 
or  other  arrangement  whereby  Federal 
financial  assistance  under  JTPA  is  made 
available,  whether  or  not  it  is  physically 
incorporated  in  such  document  and 
whether  or  not  there  is  a  written 
agreement  between  the  Department  and 
the  recipient,  between  the  Department 
and  the  Governor,  between  the  Governor 
and  the  recipient,  or  between  recipients. 
The  assurance  may  also  be  incorporated 
by  reference  in  such  grants,  cooperative 
agreements,  contracts  or  other 
arrangements. 

(b)  Continuing  State  programs.  Each 
apphcation  by  a  State  or  a  State  agency 
to  carry  out  a  continuing  JTPA-funded 
program  or  activity  shall,  as  a  condition 
to  its  approval  and  the  extension  of  any 
Federal  financial  assistance  under  JTPA 
pursuant  to  the  application,  provide  a 
statement  that  the  JTPA-funded  program 
or  activity  is  (or.  in  the  case  of  a  new 
JTPA-fimded  program  or  activity,  will 
be)  conducted  in  compliance  with  the 
nondiscrimination  and  eoual 
opportunity  provisions  of  JTPA  and  this 


part.  The  State  shall  certify  that  it  has 
developed  and  maintains  a  Methods  of 
Administration  pursuant  to  §  34.33. 

(c)  Duration  and  scope  of  obligation. 
(1)  Where  the  Federal  financial 
assistance  under  JTPA  is  to  provide  or 
is  in  the  form  of  personal  property  or 
real  property  or  interest  therein  or 
structures  tiiereon.  the  assurance  shall 
obligate  the  recipient,  or  (in  the  case  of 
a  subsequent  transfar)  the  transferee,  for 
the  period  during  which  the  property  is 
used  for  a  purpose  for  which  Feoeral 
financial  assistance  \mder  JTPA  is 
extended,  or  for  as  long  as  the  recipient 
retains  ownership  or  possession  of  the 
property,  whichever  is  longer. 

(2)  In  all  other  cases,  the  assurance 
shall  obligate  the  recipient  for  the 
period  during  which  Federal  financial 
assistance  under  JTPA  is  extended. 

(d)  Covenants.  (1)  Where  Federal 
financial  assistance  under  JTPA  is 
provided  in  the  form  of  a  transfer  of  real 
property,  structures,  or  improvements 
thereon,  or  interests  therein,  the 
instrument  efiiacting  or  recording  the 
transfer  shall  contain  a  covenant 
asstiring  nondiscrimination  and  equal 
opportunity  for  the  period  during  which 
the  real  property  is  used  for  a  purpose 
for  whidi  the  Federal  financial 
assistance  under  JTPA  is  extended. 

(2)  Where  no  Federal  transfer  of  real 
property  or  interest  therein  from  the 
Federal  Government  is  involved,  but 
real  property  or  an  interest  therein  is 
acquired  or  improved  under  a  program 
of  Federal  financial  assistance  under 
JTPA.  the  recipient  shall  include  such 
covenant  described  in  paragraph  (d)(1) 
of  this  section  in  the  instrument 
effecting  or  recording  any  subsequent 
transfer  of  such  property. 

(3)  When  the  property  is  obtained 
from  the  Federal  Government,  such 
covenant  described  in  paragraph  (d)(1) 
of  this  section  may  also  indude  a 
condition  coupled  with  a  right  of 
reverter  to  the  Department  in  the  event 
of  a  breach  of  the  covenant. 


134.21 

Redpients  shall  make  efforts  to 
provide  eouitable  services  among 
substantia  segments  of  the  population 
eligible  for  partidpation  in  JTPA.  Such 
efforts  shall  indude  but  not  be  limited 
to  outreach  efforts  to  broaden  the 
composition  of  the  pool  of  those 
considered  for  participation,  to  indude 
members  of  botn  sexes,  the  various  race/ 
ethnidty  and  age  mups,  and 
individuals  with  msabilities. 

134.22    Daaignation  of  Equal  Opportunity 
Officer. 

(a)  A  redpient.  other  than  a  small 
recipient  or  service  provider  as  defined 
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in  $  34.2,  shall  designate  an  Equal 
Opportunity  Officer  to  coordinate  its 
responsibilities  under  this  part  Such 
responsibilities  include,  but  are  not 
limited  to,  serving  as  the  recipient's 
liaison  with  the  Directorate  and 
overseeing  the  developmoit  and 
implementation  of  the  Methods  of 
Administration  pursuant  to  §  34.33.  The 
Equal  Opportunity  Officer  shall  report 
on  equal  opportxmity  matters  directly  to 
the  State  fTPA  Director,  Governor's 
JTPA  Liaison,  Job  Corps  Center  Director, 
SESA  Administrator,  or  chief  executive 
officer  of  the  SDA  or  substate  grant 
recipient,  as  applicable.  The  Director 
may  require  the  Equal  0^>ortunity 
Officer  and  his  or  her  staff  to  imdeivo 
training,  the  expenses  of  which  shaU  be 
the  responsibility  of  the  recipient  The 
recipient  shall  make  public  me  name, 
title  of  position,  address  and  telephone 
niunber  of  the  Equal  Opportimity 
Officer. 

(b)  Recipients  shall  assign  sufficient 
staff  and  resources  to  the  Equal 
Opportunity  Officer  to  ensure 
compliance  with  the  nondiscrimination 
and  equal  opportimity  provisions  of 
JITA  and  this  part 

(c)  Small  recipients  shall  designate  an 
individual  responsible  for  the  adoption 
and  pubUcation  of  complaint 
procedures  and  the  processing  of 
complaints  pursuant  to  §  34.42. 

(dj  Service  providers  as  defined  by 
$  34.2  shall  not  be  required  to  designate 
an  Equal  Opportunity  Officer.  The 
responsibility  for  ensuring  service 
provider  compliance  with  the 
nondiscrimination  and  eqiial 
opportunity  provisions  of  ]TPA  and  this 
part  shall  rest  with  the  Governor,  SDA 
grant  recipient  or  Substate  grantee,  as 
provided  in  the  State's  Methods  of 
Administration. 

134.23   OiesemiiMfllonofpoliey. 

(a)  Initial  and  Continuing  Notice.  (1)  A 
recipient  shall  provide  initial  and 
continuing  notice  that  it  does  not 
discriminate  on  any  prohibited  ground, 
to:  Applicants,  eligible  applicants, 
participants,  applicants  tor 
employment,  «nplo]^ees,  and  members 
of  me  pubUc,  including  those  with 
impaired  vision  or  hearing,  and  unions 
or  professional  organizations  holding 
collective  bargaining  or  professional 
agreements  with  the  recipient 

(2)  The  notice  requirement  imposed 
pursuant  to  paragraph  (a)(1)  of  this 
section  requires,  at  a  minimum,  that  the 
notice  specified  in  paragraph  (a)(S)  of 
this  section  be:  posted  prominently,  in 
reasonable  niunbers  and  places; 
disseminated  in  internal  memoranda 
and  other  written  communications: 
included  in  huidboc^  or  manuals;  and 


made  available  to  each  participant  and 
made  a  part  of  the  participant's  file.  The 
requirea  notice  to  me  ptiblic  applicable 
to  generally-disbibuted  publications  is 
contained  in  paragraf^  (b)  of  this 
section. 

(3)  The  recipient  shall  provide  that 
the  initial  andamtinuing  notice 
required  by  paragraph  (a)  of  this  section 
be  provided  in  appropriate  formats  to 
inmviduals  with  visual  impairments. 
Where  notice  has  been  given  in  an 
alternate  format  to  a  partidpent  with  a 
visual  impairment  a  record  that  such 
notice  has  been  given  shall  be  made  a 
part  of  the  participant's  file. 

(4)  The  notice  required  by  paragraph 
(a)  of  this  section  must  be  provided 
within  90  days  of  the  efCac^ve  date  of 
this  part  or  of  the  date  this  part  first 
applies  to  the  recipient  whichever 
comes  later. 

(5)  The  notice  required  by  paragraph 
(a)  of  this  section  shall  contain  the 
following  prescribed  language: 

Eqoal  Opportimity  Is  tfa*  Law 

This  FBciplent  It  prohibited  from 
discrimiiuiting  on  the  ground  of  race,  color, 
religion,  sex.  national  origin,  age,  disability, 
political  affiliation  m  belief,  and  for 
beneficiaries  only,  dtinnshlp  or 
participation  in  progrems  funded  under  the 
Job  Training  Partnership  Act,  as  amended 
OTPA),  in  admission  or  access  to, 
opportunity  or  treatment  in,  or  employment 
in  the  administration  of  or  in  connection 
%rith,  any  JTPA-funded  program  or  activity. 
If  you  think  that  you  have  been  subjected  to 
discrimination  under  a  )TPA>iimded  program 
or  activity,  you  may  file  a  complaint  within 
180  days  from  the  date  of  the  alleged 
violation  widi  the  ledpieDt's  Equal 
C^portunity  Officer  (or  the  Persian 
designated  for  this  purpose),  or  you  may  file 
a  oMnplaint  directly  with  the  Director, 
Directorate  of  Qvll  Rights  (DCR),  U.S. 
DefMrtment  of  Labor,  200  Constitution 
Avenue  NW.,  room  N-4123,  WasUngtpn,  DC 
20210.  If  you  elect  to  file  your  complaint 
with  the  recipient,  you  must  wait  until  the 
recipient  issues  a  decision  or  until  60  days 
have  passed,  whichever  is  sooner,  before 
fiUng  with  DCR  (see  address  above).  If  the 
recipient  has  not  provided  you  with  a  written 
decision  widiin  60  days  of  tlie  filing  of  the 
complaint  you  need  not  vrait  for  a  decision 
to  be  issued,  but  may  file  a  ocmplaint  with 
DCR  within  30  days  of  the  expiration  of  the 
60-day  pniod.  If  you  are  dissatisfied  with  the 
recipient's  rescdutlDD  of  your  complaint  you 
may  file  a  complaint  with  DCR.  Such 
complaint  must  be  filed  within  30  days  of  die 
date  you  received  notice  of  the  redpienf  s 
proposed  resolution. 

(6)  The  Governor,  the  SDA  grant 
recipient  or  the  Substate  grantee,  as 
determined  by  the  Governor  in  that 
State's  Methods  of  Adndnistretion.  shall 
be  resp<msible  fnr  meeting  the  notice 
requirement  of  para^aph  (a)  of  this 
section  with  req>ect  to  its  swvioe 
providers. 


(7)  Recipient's  responsibility  to 
provide  notice.  Whenever  a  recipient 
passes  on  Federal  financial  assistance 
under  JTPA  to  another  recipient,  the 
recipient  passing  on  sudi  assistance 
shall  provide  the  recipient  receiving  the 
assistance  with  the  notice  prescribed  in 
paragraph  (a)(5)  of  this  section. 

(bTPuhiications.  (1)  In  recruitment 
brodmres  and  other  materials  which  are 
ordinarily  distributed  to  the  public  to 
describe  programs  funded  under  JTPA 
or  the  reqiiirements  for  partidpation  by 
redpimts  and  partidpants,  recipients 
shall  indicate  that  the  JTPA-funded 
program  or  activity  in  question  is  an 
"eoual  opportimity  employer/program" 
ana  that  "a\ixiliary  aids  and  services  are 
avail^le  upon  request  to  individuals 
with  disabilities."  Where  such  materials 
indicate  that  the  redpient  may  be 
reached  by  telephone,  the  materials 
shall  state  the  telephone  number  of  the 
TDD  or  relay  service  used  by  the 
redpient  as  required  by  §  34.6. 

(2)  Redpients  required  by  law  or 
regulation  to  publish  or  broadcast   ' 
program  information  in  the  news  media 
shaU  ensure  that  such  publications  and 
broadcasts  state  that  the  JTPA-funded 
program  or  activity  in  question  is  an 
equal  opportunity  employer/program  (or 
otnerwise  indicate  that  discrimination 
in  the  JTPA-funded  program  or  activity 
is  prohibited  by  Federal  law),  and 
indicate  that  auxiliary  aids  and  services 
are  available  upon  request  to 
individuals  with  disabilities. 

(3)  A  redpient  shall  not  use  or 
distribute  a  publication  of  the  type 
described  in  paragraph  (b)  of  this 
section  which  suggests,  by  text  or 
illustration,  that  such  redpient  treats 
benefidaries,  applicants,  partidpants. 
employees  or  applicants  ror 
employment  diiterenUy  on  any 
pronibited  ground  specified  in  §  34.1(a), 
except  as  such  treatment  is  otherwise 
permitted  under  Federal  law  or  this 
part 

(c)  Services  or  information  in  a 
language  other  than  En^sh.  A 
significant  number  or  proportion  of  the 
population  eligible  to  be  served  or  likely 
to  be  directiy  afieded  by  a  JTPA-funded 
program  or  activity  may  need  service  or 
informaticm  in  a  language  other  than 
English  in  order  that  they  be  effectively 
informed  of  or  able  to  partidpate  in  the 
JTPA-fimded  program  or  activity.  In 
such  drcumstances,  the  redpient  shall 
talce  reasonable  steps,  consiaering  the 
scope  of  the  proonun  and  the  size  and 
concentration  ofsudi  population,  to 
provide  to  such  persons,  in  qipronriate 
languages,  the  infmmation  needed;  the 
initial  and  continuing  notice  required 
pursuant  to  paragon  (a)  of  this  section; 
and  such  written  materials  as  ara 
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dktiflNitKl  poisuaiit  to  puagrapb  (b)  of 

♦hfawctinn 

(d)  Oheatatioa.  The  recipiaDt  ihall. 
during  eech  pwpntation  to  orient  new 
paiticipeiits  and/or  new  amployeee  to 
its  JTPA-funded  program  or  activity, 
include  a  diacusaiai  of  partkdpents' 
and/or  employees'  riglrts  under  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part,  including  tbs  right  to  file  a 
complaint  ofdiscriminatiao  with  the 
recipient  or  the  Director. 

(e)  As  provided  in  f  34.6.  the  recipient 
shall  take  appropriate  steps  to  ensure 
that  f»mmunicatiaos  with  individuals 
with  disabilities  are  as  effective  as 
communications  with  others. 

%MM   Den  and  IwtenwHon  oollectieii; 


(a)  Data  and  infoanatkm  collection. 
The  DirectOT  shaU  not  require 
submission  of  data  that  can  be  obtained 
from  existing  reporting  requirements  or 
sources,  including  those  of  other 
agencies,  if  the  source  is  known  and 
available  to  the  Director. 

(1)  Each  recipient  shall  collect  sudi 
data  and  mnintain  ffudi  records,  in 
accordance  with  prooKhues  prescribed 
by  the  Director,  as  the  Director  finds 
necessary  to  determine  whether  the 
recipient  has  complied  or  is  complying 
with  the  mmdiacrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part. 

(2)  Such  rectwds  shall  inchide.  but  are 
not  limited  to.  records  on  applicants, 
eligible  applicants,  pntidpanU, 
terminees,  employees  and  applicants  for 
employment  Each  recipient  shall  record 
the  race/ethnidty,  sex.  age.  and  where 
known,  disability  status,  <rf  every 
applicant,  eligibM  applicant, 
participant,  terminee.  applicant  for 
amployment  and  employBe.  Such 
informatian  shall  be  stored  in  such  a 
manner  as  to  ensure  confidentiahty  and 
riiall  be  used  only  for  the  purposes  of 
recordkeeping  and  repotting: 
determining  eligibility,  wh«e 
appropriate,  for  JTPA-funded  programs 
or  activities:  determining  the  extent  to 
which  the  recipient  is  operating  its 
JTPA-funded  program  or  activity  in  a 
nondiscriminatory  manner:  or  othCT  use 
suthorized  by  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  or  this  part 

(3)  In  sdditiaB  to  the  information 
whidi  diall  be  collected,  maintained, 
and  upon  request,  submitted  to  the 
Directorate  pursuant  to  paragraphs  (aXD 
and  (aM2)  of  this  section: 

U)  Each  grant  applicant  and  recipient 
shall  promptly  nodfy  the  Director  of  any 
administrative  anforcement  actions  or 
lawsuits  filed  against  it  alleging 


cUscriadnatkai  en  the  gravnd  of 
cokv,  religion,  ssk.  national  origin,  age, 
disability.  poIMcal  affiUatian  or  belief, 
and  for  banefidariea  only,  dtiaanddp  or 
partidpation  in  JTPA; 

(ii)  Each  grant  applicant  (as  part  of  its 
applicationTand  recipient  (as  part  of  a 
compliance  review  conducted  pursuant 
to  S  34.40  (b)  or  (c).  or  monitoring 
activity  carried  out  pursuant  to  §  34.34) 
shall  provide:  the  name  of  any  other 
Federal  agmcy  that  conducted  a  dvil 
rights  complitttice  review  or  complaint 
investigation  diuing  the  t«vo  preosding 
years  in  which  the  grant  applicant  or 
redpient  was  found  to  be  in 
noncompUance;  and  shall  identify  the 
parties  to.  the  forum  of,  and  case 
numbers  pertaining  to,  any 
administrative  enforcement  actiims  or 
lawsuits  filed  agaiost  it  during  the  two 
years  prior  to  its  application  [at,  with 
resped  to  redpients.  its  renewal 
appUcation)  which  allege 
discrimination  on  the  ground  of  race, 
color,  religion,  sex.  national  origin,  age, 
disability,  political  affiliation  or  belief, 
dtizmship  or  partidpation  in  JTPA; 

(iii)  Eata  redpient  shall  maintain  a 
log  of  complaints  filed  with  it  that  allege 
discrimination  on  the  ground  of  race, 
color,  religion,  sex.  national  (urigin.  age. 
disability.  poUtical  affiliation  or  belief, 
citizenship  or  partidpation  in  JTPA. 
The  log  shall  indude:  the  name  and 
addims  of  the  complainant;  the  ground 
of  the  complaint,  i.e.,  race,  color, 
religion,  sex.  national  origin,  age, 
disability,  political  affiliation  or  belief, 
dtizanship  or  partidpation  in  JTPA;  a 
descripticm  of  the  complaint:  the  date 
the  complaint  was  filed;  the  disposition 
and  date  of  disposition  of  the  complaint; 
and  other.pertinent  information. 

(4)  At  the  discretion  of  the  Diredor, 
grant  applicants  and  redpients  may  be 
requiredto  provide  such  information 
and  data  as  are  necessary  to  investigate 
complaints  and  condud  compliance 
reviews  on  grounds  prohibitM  under 
the  nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part  other  than  raoe/ethnldty,  sex.  age, 
and  disability. 

(5)  At  the  discretion  of  the  Diredor, 
recipients  may  be  required  to  provide 
sudi  particulvixed  information  and/or 
to  submit  such  periodic  reports  as  the 
Diredor  deems  necessary  to  determine 
compliance  with  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  or  this  part. 

(6)  At  the  discretion  of  the  Diredor, 
grant  applicants  may  be  required  to 
submit  sudi  particiuarizad  information 
as  is  necessary  to  determine  whether  or 
not  the  grant  applicant  if  funded, 
would  Im  able  to  comply  with  the 
nondiscrimination  and  equal 


oppoitunity  paovialans  oC  JTPA  or  tills 

part. 

(7)  Service  Providers.  A  service 
-{Mvvider's  responsibility  for  collecting 
and  maintainiag  the  information 
required  pursusnt  to  this  section  may  be 
assumed  oy  the  Governor.  SDA  grant 
redpient  or  Substate  grantee,  as 
provided  in  the  State's  Methods  of 
Administration. 

(b)  Access  to  sources  of  information. 
(1)  Eadi  grant  applicant  and  redpient 
shall  permit  access  by  the  Director 
during  ncmnal  business  hours  to  its 
premises  and  to  its  employees  and 
partidpants,  to  the  extent  that  such 
individuals  are  on  the  premises  during 
the  course  of  the  investigation,  for  the 
purpose  of  conducting  complaint 
investigations,  compliance  reviews, 
monitoring  activities  associated  with  a 
State's  development  and 
implementation  of  a  Methods  of 
Administration,  and  inspecting  and 
copying  such  books,  records,  accounts 
and  other  materials  as  may  be  pertinent 
to  ascertain  compliance  with  and  ensure 
enfncement  of  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  or  this  part 

(2)  Asserted  considerations  of  privacy 
or  confid«itiality  shall  not  be  a  basis  for 
withholding  information  from  the 
Diredorate  and  shall  not  bar  the 
Directorate  from  evaluating  or  seeking  to 
enforce  compliance  with  the 
nondiscrimination  and  eaual 
opportunity  provisions  of  JTPA  and  this 
part.  Information  obtained  ptuvuant  to 
.the  requirements  of  this  part  shall  be 
used  only  in  coimection  with 
compliance  and  enforcement  activities 
pertinent  to  the  nondiscrimination  and 
equal  oppotunity  provisions  of  JTPA 
and  this  part  Whenever  any 
information  required  of  a  grant 
applicant  or  redpient  is  in  the  exdusive 
possession  of  another  agency  or 
institution  which,  or  person  who.  fails 
or  refuses  to  furnish  such  information, 
the  grant  applicant  or  redpient  shall 
provide  certification  to  the  Diredorate 
of  such  refusal  and  the  efforts  it  has 
made  to  obtain  the  information. 

(c)  Record  retention  requirements.  (1) 
Each  redpient  shall  maintain  for  a 
period  of  not  less  than  three  years  from 
the  dose  of  the  applicable  program  jrear. 
applicant  eligible  applicant, 
partidpant,  terminee.  employee  and 
applicant  for  employment  records;  and 
such  other  records  as  are  required  under 
this  part  or  by  the  Diredor.  (2)  Records 
regarding  complaints  and  actions  taken 
thereun^r  diall  be  maintained  for  a 
period  of  not  less  than  three  years  frtim 
the  date  of  resolution  of  the  complaint. 

(d)  Confidmtiaiity.  The  identity  of 
any  person  who  furnishes  information 
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mlating  to,  or  assisting  in.  an 
investigation  or  a  compliance  review 
shall  be  kept  confidential  to  the  extent 
possible,  consistent  with  a  feir 
determination  of  the  issues.  A  person 
whose  identity  it  is  necessary  to 
disclose  shall  be  protected  Gram 
retaliation  (see  §  34.8). 

(e)  Where  designation  of  persons  by 
race  or  ethnicity  is  required,  the 
guidelines  of  the  Office  of  Management 
and  Budget  shall  be  used. 

Subpart  C — Governor's 
Responsit>ilities  to  Imptement  the 
Nondiscrimination  and  Equal 
Opportunity  Requirements  of  JTPA 

S  34.30    Application. 

This  subpart  applies  to  State  Programs 
as  defined  in  §  34.2.  However,  the 
provisions  of  §  34.32  (b)  and  (c)  do  not 
apply  to  State  Employment  Security 
Agencies  (SESAs),  because  the 
Governor's  liability  for  any 
noncompliance  on  the  part  of  a  SESA 
cannot  be  waived. 

f  34.31    Recordkeeping. 

The  Governor  shall  ensure  that 
recipients  collect  and  maintain  records 
in  a  manner  consistent  with  the 
provisions  of  §  34.24  and  any 
procediues  prescribed  by  the  Director 
pursuant  to  §  34.24(a)(1).  The  Governor 
shall  further  ensure  that  recipients  are 
able  to  provide  data  and  reports  in  the 
manner  prescribed  by  the  Director. 

§34.32    Oversight andliabHity. 

(a)  The  Governor  shall  be  responsible 
for  oversight  of  all  JTPA-funded  State 
programs.  This  responsibility  includes 
ensuring  compliance  with  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part,  and  negotiating  with  the  recipient 
to  secure  voluntary  compliance  when 
noncompliance  is  found  under  §  34.45. 

(b)  The  Governor  and  the  recipient 
shall  be  jointly  and  severally  liable  for 
all  violations  of  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  and  this  part  by  the  recipient, 
unless  the  Governor  has: 

(1)  EstabUshed  and  adhered  to  a 
Methods  of  Administration,  pursuant  to 
§  34.33,  designed  to  give  reasonable 
guarantee  of  the  recipient's  compUance 
with  such  provisions; 

(2)  Entered  into  a  written  contract 
vtrith  the  recipient  which  clearly 
establishes  the  recipient's  obligations 
regarding  nondiscrimination  and  equal 
opportunity: 

(3)  Acted  with  due  diligence  to 
monitor  the  recipient's  compliance  with 
these  provisions;  and 

(4)  Taken  prompt  and  appropriate 
corrective  action  to  effect  compUance. 


(c)  If  the  Director  determines  that  the 
Governor  has  demonstrated  substantial 
compliance  with  the  requirements  of 
paragraph  (b)  of  this  sec^on.  he  or  she 
may  recommend  to  the  Secretary  that 
the  imposition  of  sanctions  against  the 
Governor  be  waived  and  that  sanctions 
be  imposed  only  against  the 
noncomplying  recipient 

134.33    Method*  of  AdminMraUen. 

(a)(1)  Each  Governor  shall  establish 
and  adhere  to  a  Methods  of 
Administration  for  Sute  programs  as 
defined  in  §  34.2.  In  those  States  in 
which  one  agency  contains  both  SESA 
and  JTPA  programs,  the  Governor  may 
develop  a  combined  Methods  of 
Administration. 

(2)  Each  Methods  of  Administration 
shall  be  designed  to  give  reasonable 
guarantee  that  all  recipients  will  comply 
and  are  complying  with  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part 

(b)  The  Methods  of  Administration 
shall  be: 

(1)  In  writing; 

(2)  Updated  periodically  as  required 
by  the  Director;  and 

(3)  Signed  by  the  Governor. 

(c)  The  Methods  of  Administration 
shall,  at  a  minimum: 

(1)  Describe  how  the  requirements  of 
§§34.20.  34.21,^34.22,  34.23,  34.24. 
34.31.  and  34.42  have  been  satisfied; 
and 

(2)  Include  the  following  additional 
elements: 

(i)  A  system  for  periodically 
monitoring  the  compliance  of  recipients 
with  this  part,  including  a 
determination  as  to  whether  the 
recipient  is  conducting  its  JTPA-funded 
program  or  activity  in  a 
nondiscriminatory  way; 

(ii)  A  system  for  reviewing  the 
nondiscrimination  and  equal 
opportunity  provisions  of  job  training 
plans,  contracts,  assurances,  and  other 
similar  agreements; 

(iii)  Procedures  for  ensuring  that 
recipients  provide  accessibility  to 
individuals  with  disabilities; 

(iv)  A  system  of  policy 
communication  and  training  to  ensure 
that  members  of>the  recipients'  staffs 
who  have  been  assigned  responsibilities 
pursuant  to  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA  or 
this  part  are  aware  of  and  can  effectively 
carry  out  these  responsibilities; 

(v)  Procediues  for  obtaining  prompt 
corrective  action  or,  as  necessary, 
applying  sanctions  when 
noncompliance  is  foimd;  and 

(vi)  Supporting  documentation  to 
show  that  the  commitments  made  in  the 


Methods  of  Administration  have  been 
and/or  are  being  carried  out  Supporting 
documentation  includes,  but  is  not 
limited  to:  policy  and  procedural 
issuances  conoeming-required  elements 
of  the  Methods  of  Administration; 
copies  of  monitoring  instruments  and 
instructions;  evidence  of  the  extent  to 
which  nondiscrimination  and  equal 
opportunity  policies  have  been 
developed  and  communicated  pursuant 
to  this  part;  information  reflecting  the 
extent  to  which  Equal  Opportunity 
training,  including  training  called  for  by 
§  34.22,  is  planned  and/or  has  been 
carried  out;  as  applicable,  reports  of 
monitoring  reviews  and  reports  of 
follow-up  actions  taken  thereunder 
where  violations  have  been  foimd, 
including,  where  appropriate,  sanctions; 
and  copies  of  any  notification  made  . 
pursuant  to  §  34.23. 

(d)  The  Governor  shall,  mthin  180 
days  of  the  effective  date  of  this  part 

(1)  Develop  and  implement  Methods 
of  Administration  consistent  with  the 
requirements  of  this  part,  and 

(2)  Submit  a  copy  of  the  Methods  of 
Administration  to  the  Director. 

f34^    MonHorlng. 

(a)  The  Director  may  periodically 
review  the  adequacy  of  the  Methods  of 
Administration  established  by  a 
Governor,  as  well  as  the  adequacy  of  the 
Governor's  performance  imder  that 
Methods  of  Administration,  to 
determine  compliance  with  the 
requirements  of  §  34.33.  The  Director 
may  review  the  Methods  of 
Administration  during  a  compliance 
review  under  §  34.40,  or  at  another  time. 

(b)  Nothing  in  this  subpart  shall  limit 
or  preclude  ihe  Director  from 
monitoring  directly  any  JTPA  recipient 
or  from  investigating  any  matter 
necessary  to  determine  a  recipient's 
compliance  with  the  nondiscrimination 
and  equal  opportimity  provisions  of 
JTPA  or  this  part 

(c)  The  procediues  contained  in 
subpart  D  of  this  part  shall  apply  to 
reviews  or  investigations  undertaken 
pursuant  to  paragraphs  (a)  and  (b)  of 
this  section. 

Subpart  D— Compliance  Procedures 

f  34.40    Complianc*  review*. 

(a)  The  Director  may  from  time  to 
time  conduct  pre-  and  post-approval 
compliance  reviews  of  grant  applicants 
for  and  recipients  of  Federal  financial 
assistance  under  JTPA  to  determine 
compliance  with  the  nondiscrimination 
and  equal  opportimity  provisions  of 
JTPA  and  this  part.  Tedmiques  used  in 
such  reviews  may  include  desk  reviews, 
on-site  reviews,  and  off-site  analyses. 
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(b)  Pre-approval  reviews.  (1)  A* 
appropriate  and  necMsary  to  ensure 
compliance  with  the  nondiscrimination 
and  equal  opportunity  provisions  of 
]TPA  or  this  part,  the  Director  may 
review  any  application,  or  class  of 
appUcations.  for  Federal  financial 
assistance  under  fTPA  prim  to  and  as  a 
condition  of  their  approval.  The  basis 
for  such  review  shall  be  the  assurance 
specified  in  §  34.20.  information  and 
reports  submitted  by  the  grant  applicant 
pursuant  to  this  part  or  guidelines 
published  by  the  Director,  and  any 
relevant  records  on  file  with  the 
Department 

(2)  Where  the  Director  determines  that 
the  grant  applicant  for  Federal  financial 
assistance  under  JTPA.  if  funded,  would 
not  comply  with  the  nondiscrimination 
and  equal  opportxmity  requirements  of 
JTPA  or  this  part,  the  Directw  shall 
issue  a  Letter  of  Findings.  Such  Letter 
of  Findings  shall  advise  the  grant 
applicant,  in  writing,  of: 

(i)  The  preliminary  findings  of  the 
review; 

(ii)  The  proposed  remedial  or 
corrective  action  pursuant  to  $  34.44 
and  the  time  within  which  the  remedial 
or  corrective  action  should  be 
completed; 

(iii)  Whether  it  will  be  necessary  for 
the  grant  applicant  to  enter  into  a 
written  Conciliation  Agreement  as 
described  in  $  34.45;  and 

(iv)  The  opportunity  to  engage  in 
volimtary  compliance  negotiations. 

(3)  If  a  grant  applicant  has  agreed  to 
certain  remedial  or  corrective  actions  in 
order  to  receive  Federal  financial 
assistance  under  JTPA,  the  Department 
shall  ensure  that  the  remedial  or 
corrective  actions  have  been  taken  or 
that  a  Conciliation  Agreement  has  been 
entered  into,  prior  to  approving  the 
award  of  further  assistance  under  JTPA. 
If  a  grant  applicant  refuses  or  feils  to 
take  remedial  or  corrective  actions  or  to 
enter  into  a  Conciliation  Agreement,  as 
sppHcable,  the  Director  shall  follow  the 
procedures  outlined  in  S  34.46. 

(4)  The  Director  shall  notify,  in  a 
timely  manner,  the  departmental 
granting  agency  of  the  findings  of  the 
pre-approval  compliance  review. 

(c)  Post-approval  reviews.  (1)  The 
Director  may  initiate  a  post-approval 
review  of  any  recipient  to  determine 
compliance  with  the  nondiscrimination 
and  equal  opportunity  provisions  of 
JTPA  and  this  part.  The  initiation  of  a 
review  may  be  based  on,  but  need  not 
be  limited  to,  the  following:  The  results 
of  routine  program  monitoring,  the 
nature  of  or  incidence  of  complaints,  the 
date  of  the  last  review,  and 
Congressional  or  community  concerns. 


(2)  Sudi  raview  shall  be  initiated  by 
a  Notification  Letter,  advising  the 
recipient  of. 

(i)  The  practices  to  be  reviewed; 
(ii)  The  programs  to  be  reviewed; 
(iii)  The  data  to  be  submitted  by  the 

recipient  within  30  day»  of  the  receipt 
of  the  Notification  Letter  and 

(iv)  The  opportxmity.  at  any  time  prior 
to  receipt  of  the  Pinal  Determination 
described  in  §  34.46.  to  make  a 
documentary  or  other  submission  which 
explains,  validates  or  otherwise 
addresses  the  practices  under  review. 

(3)  Except  as  provided  in  %  34.41(e). 
within  210  days  of  issuing  a  Notification 
Letter  initiating  a  review,  the  Director 

shall: 
(i)  Issue  a  Letter  of  Findings,  which 

shall  advise  the  recipient,  in  writing,  of: 

(A)  The  preliminary  findings  of  the 

review; 

(B)  Where  appropriate,  the  proposed 
remedial  or  corrective  action  to  be 
taken,  and  the  time  by  which  such 
action  should  be  completed,  as  provided 
in  §34.44; 

(C)  Whether  it  will  be  necessary  for 
the  recipient  to  enter  into  a  written 
assurance  and/or  Conciliation 
Araeement,  as  provided  in  §  34.45;  and 

(D)  The  opportunity  to  engage  in 
voluntary  compliance  negotiations. 

(ii)  Where  no  violation  is  found,  the 
recipient  shall  be  so  informed  in 
writing. 

(4)  Tne  time  limit  for  submitting  data 
to  the  Director  pursuant  to  paragraph 
(c)(2)(iii)  of  this  section  may  be 
modified  by  the  Director. 

134.41    NotfoetoShewCauea. 

(a)  The  Director  may  issue  a  Notice  to 
Show  Cause  to  a  recipient  failing  to 
comply  with  the  requirements  of  this 
part,  where  such  failure  results  in  the 
inability  of  the  Director  to  make  a 
finding.  Such  a  failure  includes,  but  is 
not  limited  to,  the  failure  or  refusal  to: 

(1)  Submit  requested  data  within  30 
days  of  the  receipt  of  the  Notification 
Letter, 

(2)  Submit  documentation  requested 
diuing  a  compliance  review;  or 

(3)  Provide  the  Directorate  access  to  a 
recipient's  premises  or  records  during  a 
compliance  review. 

(b)  The  Notice  to  Show  Cause  shall 
contain:  ^ 

(1)  A  description  of  the  violation  and 
a  citation  to  the  pertinent 
nondiscrimination  or  equal  opportunity 
provision{s)  of  JTPA  and  this  part; 

(2)  The  corrective  action  necessary  to 
achieve  compliance  or.  as  may  be 
appropriate,  the  concepts  and  principles 
of  acceptable  corrective  or  remedial 
action  and  the  results  anticipated;  and 

(3)  A  request  for  a  written  response  to 
the  findings,  including  commitments  to 


corrective  action  or  the  presentation  of 
opposing  facts  and  evidence. 

(c)  Such  Notice  to  Show  Cause  shall 
give  the  recipient  30  days  to  show  cause 
why  enforcement  proceedings  under  the 
nondiscrimination  and  equal 
opportunity  provisioos  of  JTPA  or  this 
part  should  not  be  instituted.  A 
recipient  may  make  such  a  showing  by. 
among  other  means: 

(1)  Correcting  the  violatioo(s)  that 
brought  about  Uie  Notice  to  Show  Cause 
and  entering  into  a  writtAi  assurance 
and/or  entering  into  a  Dmciliation 
Agreement,  as  appropriate,  pursuant  to 
§  34.45(d); 

(2)  Demonstrating  that  the  Directorate 
does  not  have  jurisdiction;  or 

(3)  Demonstrating  that  the  violation 
alleged  by  the  Directorate  did  not  occur. 

(d)  If  the  recipient  fails  to  show  cause 
why  enforcement  proceedings  should 
not  be  initiated,  the  Director  shall 
follow  the  procedures  outlined  in 
§34.46. 

(e)  The  210  day  requirement  provided 
for  in  §  34.40(c)(3)  shall  be  tolled  during 
the  pendency  of  a  Notice  to  Show 
Cause. 

134.42    AdopHenofdlecHmlnation 
compMnt  prooaaaing  procedurea. 

(a)  Each  recipient  shall  adopt  and 
publish  procedures  for  processing 
complaints  that  allege  a  violation  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part.  The  prt«edures  shall  provide  for 
the  prompt  and  equitable  resolution  of 
such  complaints.  In  the  case  of  service 
providers,  the  procedures  required  by 
this  paragraph  shall  be  adopted  and 
published  on  behalf  of  the  service 
provider  by  the  Governor,  the  SDA  grant 
recipient  or  the  Substate  grantee,  as 
provided  in  the  State's  Methods  of 
Administration. 

(b)  The  recipient's  Equal  Opportunity 
Officer,  or  in  the  case  of  a  small 
recipient,  the  person  designated 
pursuant  to  §  34.22(c],  shall  be 
responsible  for  the  adoption  and 
publication  of  procedures  pursuant  to 
paragraph  (a)  of  this  section,  and  for 
ensiuing  that  such  procedures  are 
followed. 

(c)  A  recipient  who  processes  a 
complaint  alleging  a  violation  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  shall  provide  the  complainant  with 
written  notification  of  the  resolution 
within  60  days  of  the  filing  of  the 
complaint.  Such  notification  shall 
include  a  statement  of  complainant's 
right  to  file  a  complaint  witn  the 
Director. 
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f  34.43   ConpWnla  and  lnwMii9*iloni. 

(a)  Who  may  file.  Any  penon  who 
believes  that  he  or  she  or  any  spedfic 
class  of  individuals  has  been  or  is  being 
subjected  to  disoimination  prohibited 
by  the  nondisciiminatiaii  and  equal 
oppoctunity  provisions  of  JTPA  or  this 
part  may  file  a  written  complaint  by  him 
or  henelf  or  by  a  representative. 

(b)  Where  to  file.  The  complaint  m^ 
be  fiied  either  with  the  recipient  or  with 
the  Director. 

(c)  Time  for  filing.  A  complaint  filed 
pursuant  to  this  part  must  m  filed 
within  180  days  of  the  alleged 
discrimination.  The  Director,  for  good 
cause  shown,  may  extend  the  filing 
time.  This  time  period  for  filing  is  for 
the  administrative  convenience  of  the 
Directorate  and  does  not  create  a 
defense  for  the  respondent. 

(d)  Contents  of  complaints.  Each 
complaint  shall  be  filed  in  writing  and 
shall: 

(1)  Be  signed  by  the  complainant  or 
his  or  her  authoriEed  representative; 

(2)  Contain  the  complainant's  name 
and  address  (or  specify  another  means 
of  oontacting  him  or  her); 

(3)  Identify  the  respondent;  and 

(4)  Describe  the  complainant's 
allegstioas  in  sufficient  detail  to  allow 
the  Director  or  tlu)  recipient,  as 
applicable,  to  determine  whether 

(i)  The  Directorate  or  the  recipient,  as 
applicable,  has  jurisdiction  ovw  the 
complaint; 

(ii)  The  complaint  was  timely  filed; 
and 

(iii)  The  complaint  has  apparent 
merit.  i.e.,  whemer  the  allMations,  if 
true.  %i^Duld  violate  any  of  the 
nondiscrimination  and  equal 
opportunity  provisions  or  )TPA  or  this 
part  The  information  remdred  by  this 
paragraph  may  be  provioiBd  by 
completing  and  suomitting  the 
Directorate's  Complaint  Information  and 
Privacy  Act  Consent  Forms. 

(e)  Right  to  Representation.  Each 
complainant  and  respondent  has  the 
right  to  be  represented  by  an  attorney  or 
other  individual  of  his  or  her  own 
choke. 

(f)  Election  t^  recipient-level 
complaint  processing.  Any  person  who 
elects  to  file  his  or  her  complaint  %vith 
the  recipient  shall  allow  the  recipient  60 
days  to  process  the  complaint 

(1)  If,  during  the  60-day  period,  the 
recipient  offers  the  complainant  a 
resolution  of  the  complaint  but  the 
resolution  offered  is  not  satisfactory  to 
the  complainant,  the  complainant  or  his 
or  her  representative  may  file  a 
complaint  with  the  Director  within  30 
days  after  the  recipient  notifies  the 
complainant  of  its  proposed  resolution. 


(2)  Within  60  days,  the  recipient  shall 
offer  a  resolution  of  the  complaint  to  the 
complainant  and  shall  notify  the 
complainant  of  his  or  her  rignt  to  file  a 
complaint  with  the  Director,  and  inform 
the  complainant  that  this  right  must  be 
exeroMd  within  30  days. 

(3)  If.  by  the  end  of  60  davs,  the 
recipient  has  not  completed  its 
processing  of  the  complaint  or  has  failed 
to  notify  the  complaiiunt  of  the 
resolution,  the  complainant  or  his  or  her 
representative  may,  within  30  days  of 
the  expiration  of  the  60-day  period,  file 
a  complaint  with  the  Director. 

(4)  The  Director  may  extend  the  30- 
day  time  limit  if  the  complainant  is  not 
notified  as  provided  in  paragraph  (f)(2) 
of  this  section,  or  for  other  good  cause 
shown. 

(5)  Notification  of  no  )urisdictioo.  The 
recipient  shidl  notify  the  complainant  in 
writing  immediately  upon  determining 
that  it  does  not  have  jxirisdiction  over  a 
complaint  that  alleges  a  violation  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  "The  notification  shall  also  include 
the  basis  for  such  detumination,  as  well 
as  a  statement  of  the  complainant's  right 
to  file  a  written  complaint  with  the 
Director  within  30  days  of  receipt  of  the 
notification. 

(g)  Complaints  filed  with  the  Director. 

(1)  Notification  of  acceptance  of 
complaint  Ihe  Director  shall  determine 
whether  the  Directorate  will  accept  a 
complaint  filed  pursuant  to  this  section. 
Where  the  Directorate  accepts  a 
complaint  for  investigation,  he  or  she 
shall: 

(i)  Acknowledge  acceptance  of  the 
complaint  for  investigation  to  the 
complainant  and  the  respondent  and 

(ii)  Advise  the  con^lainant  and 
respondent  of  the  issues  over  which  the 
Directorate  has  accepted  jurisdiction. 

(2)  Any  complainant,  respondent  or 
the  audiorized  representative  of  any 
complainant  or  respondent  may  contact 
the  Directorate  for  information  regarding 
the  complaint  filed  pursuant  to  this 
section. 

(3)  Where  a  complaint  contains 
insuifldent  information,  the  Director 
shall  seek  the  needed  informatioa  bom 
the  complainant  If  the  complainant  is 
unavailwle  after  reason^le  means  have 
been  used  to  locate  him  or  her,  or  the 
informatian  is  not-furnished  within  15 
days  of  the  receipt  of  such  request  the 
complaint  file  may  be  dosed  without 
prejudice  upon  notice  sent  to  the 
complainant's  last  known  address. 

(4)  The  Diredor  may  issue  a 
subpoena,  as  authorized  by  Section 
163(c)  of  JTPA.  directing  the  person 
named  therein  to  appear  and  give 
testimony  and/or  produce  documentary 


evidence,  before  a  designated 
representative,  relating  to  the  complaint 
being  investigated.  Such  attendance  of 
%vitnesses,  and  the  production  of  sudi 
documentary  evidence,  may  be  required 
from  any  fiux»  in  the  United  States,  at . 
any  designated  time  and  place. 

(5)  Where  the  Diredorate  lacks 
jurisdiction  over  a  complaint,  he  or  she 
shall: 

(i)  So  advise  the  complainant 
indicating  why  the  complaint  falls 
outside  the  coverage  of  the 
nondiscriminati(m  and  equal 
oppmtunity  i»ovisions  of  JTPA  or  this 
part;  and 

(ii)  Where  possible,  refer  the 
complaint  to  an  appropriate  Federal, 
State  or  local  authority. 

(6)  Where  a  complaint  lacks  apparent 
merit  or  has  not  been  timely  filed,  it 
need  not  be  investigated.  Where  a 
complaint  will  not  be  investigated,  the 
Diredor  shall  so  inform  the  complainant 
and  indicate  the  basis  for  that 
determination. 

(7)  Where  a  complaint  alleging 
discrimination  based  on  age  rails  within 
the  jurisdiction  of  the  Age 
Discrimination  Ad  of  1075,  as 
amended,  the  Director  shall  refer  tiae 
complaint  in  accordance  with  the 
provisions  of  45  CFR  90.43(c)(3),  and 
shall  so  advise  the  ounplalnant  and  the 
respondent 

(8)  Where  a  complaint  solely  alleges 
a  charge  of  individual  employment 
discrimination  covered  by  tlM 
nondiscriminati<Hi  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  and  by  tide  VII  of  the  Qvil  Rights 
Ad  of  1964,  as  amended  (42  U.S.C 
2000e  to  2000e-17),  the  Equal  Pay  Ad 
of  1963,  as  amended  (29  U.S.C  206(d)). 
or  the  Age  Discrimination  in 
Employment  Ad  of  1976,  as  amended 
(29  U.S.C.  621,  et  seq.),  the  Diredor 
shall  refer  such  "joint  complaint"  to  the 
Equal  Employment  Opportunity 
Commission  tot  investigation  and 
condliati<Hi  under  procedures  for 
handling  joint  complaints  at  29  CFR 
part  1691,  and  shall  advise  the 
complainant  and  the  respondent  of  the 
referraL 

(9)  Determinations.  The  Diredor  shall 
determine  at  the  oondusion  of  the 
investigation  of  a  complaint  whether 
there  is  reaaoDable  cause  to  believe  that 
a  violation  of  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA  or 
this  part  has  occurred. 

(i)  Upon  making  such  a  cause  finding, 
the  Diredor  shall  issue  an  Initial 
Determination.  The  Initial 
Determination  shall  notify  the 
complainant  and  the  rBq>ondent,  in 
writing,  of: 
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(A)  The  specific  findings  of  the 
investigation; 

P)  The  proposed  corrective  or 
remedial  action  and  the  time  by  which 
the  corrective  or  remedial  action  must 
be  completed,  as  provided  in  §  34.44; 

(C)  Whether  it  will  be  necessary  for 
the  respondent  to  enter  into  a  written 
agreement,  as  provided  in  §  34.45;  and 

(D)  The  opportxmity  to  engage  in 
volimtary  conl{)liance  negotiations. 

(ii)  Where  a  no  cause  determination  is 
made,  the  complainant  and  the 
respondent  shall  be  so  notified  in 
writing.  Sudi  determination  represents 
final  agency  action  of  the  Department. 

134.44   Corraetiv*  and  renwdW  aellon. 

(a)  A  Letter  of  Findings,  Notice  to 
Show  Cause,  or  Initial  Determination, 
issued  pursuant  to  S§  34.40.  34.41  or 
34.43  respectively,  shall  include  the 
s{>ecific  steps  the  grant  applicant  or 
recipient,  as  applicable,  must  take 
within  a  stated  period  of  time  in  order 
to  achieve  voluntary  compliance. 

(b)  Such  steps  shall  include,  but  are 
not  limited  to: 

(1)  Actions  to  end  and/or  redress  the 
violation  of  the  nondiscrimination  and 
equal  opportunity  provisions  of  JTPA  or 
this  part; 

(2)  Make  whole  relief  where 
discrimination  has  been  identified, 
including,  as  appropriate,  back  pay 
(which  ^aU  not  accrue  from  a  date 
more  than  2  years  prior  to  the  filing  of 
the  complaint  or  the  initiation  of  a 
compliance  review)  or  other  monetary 
relief;  hire  or  reinstatement;  retroactive 
seniority;  promotion;  benefits  or  other 
services  discriminatorily  denied;  and 

(3)  Such  other  remedial  or  affirmative 
relief  as  the  Director  deems  necessary, 
including  but  not  limited  to  outreach, 
recruitment  and  training  designed  to 
ensure  equal  opportunity. 

(c)  Monetary  relief  may  not  be  paid 
from  Federal  funds. 

f  34.45    Notiee  of  vioialion;  writlan 
MMirancM;  ConcMtation  AgreetiMnta. 

(a)  State  Programs.  (1)  Violations  at 
State-office  level.  Where  the  Director 
has  determined  that  a  violation  of  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  or  this 
part  has  occvirred  at  the  State-office 
level,  he  or  she  shall  notify  the 
Governor  through  the  issuance  of  a 
Letter  of  Findings,  Notice  to  Show 
Cause  or  Initial  Determination,  as 
appropriate,  pursuant  to  §§  34.40,  34.41 
or  34.43  respectively.  The  Director  may 
secure  compliance  with  the 
nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  and  this 
part  throu^,  among  other  means,  the 
execution  of  a  written  assurance  and/or 


Conciliation  Agreement,  pursuant  to 
parsffiraph  (d)  of  this  section. 

(ifViolations  below  State-office  level. 
Where  the  Director  has  determined  that 
a  violation  of  the  nondiscrimination  and 
equal  opportimity  provisions  of  JTPA  or 
this  part  nas  occurred  below  the  State- 
office  level,  the  Director  shall  so  notify 
the  Governor  and  the  violating 
redpientts)  through  the  issuance  of  a 
Letter  of  Findings,  Notice  to  Show 
Cause  or  Initial  Determination,  as 
appropriate,  pursuant  to  SS  34.40,  34.41 
or  34.43  respectively. 

(i)  Such  issuance  shall:  (A)  Direct  the 
Governor  to  initiate  negotiations 
immediately  with  the  violating 
recipient(s)  to  secure  compliance  by 
volimtary  means; 

(B)  Direct  the  Governor  to  complete 
such  negotiations  within  30  days  of  the 
Governor's  receipt  of  the  Notice  to  Show 
Cause  or  within  45  days  of  the 
Governor's  receipt  of  the  Letter  of 
Findings  or  Initial  Determination,  as 
applic^le.  The  Director  reserves  the 
right  to  enter  into  negotiations  with  the 
recipient  at  any  time  during  the  period. 
For  good  cause  shown,  the  Director  may 
approve  an  extension  of  time  to  secure 
voluntary  compliance.  The  total  time 
allotted  to  secure  voluntary  compliance 
shall  not  exceed  60  days. 

(Q  Include  a  determination  as  to 
whether  compliance  should  be  adiieved 
by:  Immediate  correction  of  the 
violation(s)  and  written  assiirance  that 
such  violations  have  been  corrected, 
pursuant  to  paragraph  (d)(1)  of  this 
section;  entering  into  a  written 
Conciliation  Agreement  pursuant  to 
paragraph  (d)(2)  of  this  section;  or  both, 
(iijlf  the  Governor  determines,  at  any 
time  during  the  period  described  in 
paragraph  (a)(2)(i)(B),  that  a  recipient's 
compliance  cannot  be  achieved  by 
voluntary  means,  the  Governor  shall  so 
notify  the  Director. 

(iii  j  If  the  Governor  is  able  to  secure 
voluntary  compliance  pursuant  to 
paragraph  (a)(2)(i)  of  this  section,  he  or 
she  shall  submit  to  the  Director  for 
approval,  as  applicable:  written 
assurance  that  the  required  action  has 
been  taken,  as  described  in  paragraph 
(d)(1)  of  this  section;  and/or  a  copy  of 
the  Conciliation  Agreement,  as 
described  in  paragraph  (d)(2)  of  this 
section. 

(iv)  The  Director  may  disapprove  any 
written  assurance  or  Conciliation 
Agreement  submitted  for  approval 
pursuant  to  paragraph  (a)(2)(iii)  of  this 
section  that  mils  to  satisfy  each  of  the 
applicable  requirements  provided  in 
paragraph  (d)  of  this  section. 

W  National  Programs.  Where  the 
Director  has  determined  that  a  violation 
of  the  nondiscrimination  and  equal 


opportimity  provisions  of  JTPA  or  this 
part  has  occurred  in  a  National  Program, 
he  or  she  shall  notify  the  National 
Program  recipient  by  issuing  a  Letter  of 
Findings,  Notice  to  Show  Cause  or 
Initial  Determination,  as  appropriate, 
pursuant  to  §§  34.40,  34.41  or  34.43 
respectively.  The  Director  may  secure 
compliance  with  the  nondiscrimination 
and  equal  opportimity  provisions  of 
JTPA  and  this  part  throxigh,  among  other 
means,  the  execution  of  a  written 
assurance  and/or  Qmciliation 
Agreement  pursuant  to  paragraph  (d)  of 
this  section,  as  applicable. 

(c)  Written  assurance:  Conciliation 
Agreement.  (1)  Written  assurance.  A 
written  assurance  developed  pursuant 
to  this  section  must  provide 
documentation  that  the  violations  listed 
in  the  Letter  of  Findings,  Notice  to 
Show  Cause  or  Initial  Determination,  as 
applicable,  have  been  corrected. 

[2)  Conciliation  Agreement.  A 
Conciliation  Agreement  developed 
pursuant  to  this  section  must: 

(i)  Be  in  writing; 

(ii)  Address  eacn  dted  violation; 

(iii)  Specify  the  corrective  or  remedial 
action  to  be  taken  within  a  stated  period 
of  time  to  come  into  compliance; 

(iv)  Provide  for  periodic  reporting,  as 
determined  by  the  Director,  on  the 
status  of  the  corrective  and  remedial 
action; 

(v)  Provide  that  the  violation(s)  will 
not  recur;  and 

(vi)  Provide  for  enforcement  for  a 
breach  of  the  agreement. 

134.46    Final  IMennifwtion. 

(a)  The  Director  shall  conclude  that 
compliance  cannot  be  secured  through 
informal  means  when: 

(1)  The  grant  applicant  or  rednient 
fails  or  refuses  to  correct  the  violation(s) 
within  the  applicable  time  period 
established  by  the  Letter  of  Findings, 
Notice  to  Show  Cause  or  Initial 
Determination;  or 

(2)  The  Director  has  not  approved  an 
extension  of  time  in  which  to  secure 
voluntary  compliance,  pursuant  to 
§34.45(a)(2)(i)(B),and: 

(i)  Has  not  received  notification 
pursuant  to  $  34.45(a)(2)(iii)  that 
voluntary  compliance  has  been 
achieved;  or 

(ii)  Has  disapproved  a  written 
assurance  or  CcmdUation  Agreement, 
pursuant  to  §  34.45(a)(2)(iv);  or 

(iii)  Has  received  notice  firom  the 
Governor,  pursuant  to  §  34.44(a)(2)(ii), 
that  voluntary  compliance  cannot  be 
achieved. 

(b)  Upon  so  conduding,  the  Director 
may: 

(1)  Issue  a  Final  Determination  which 
shall: 
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(i)  Specify  the  efforts  made  to  achieve 
voluntary  compliance  and  indicate  that 
those  efforts  have  been  unsuccessful: 

(ii)  Identliy  those  matters  upon  which 
the  Directorate  and  the  grant  applicant 
or  recipient  continue  to  disagree; 

(iii)  List  any  modifications  to  the 
finHingw  of  fact  or  conclusions  set  forth 
in  die  Initial  Determination,  Notice  to 
Show  Cause  or  Letter  of  Findingr. 

(iv)  Determine  the  liability  ofthe 
grant  applicant  or  recipient,  as 
applicune.  and  establish  the  extent  of 
the  liability,  as  appropriate: 

(v)  Describe  the  corrective  or  remedial 
action  that  must  be  taken  for  the  grant 
appUcant  or  recipient  to  come  into 
compliance: 

(vi)  Indicate  that  the  failure  of  the 
grant  applicant  or  recipient  to  coma  into 
compliance  within  10  days  of  the 
receipt  ofthe  Final  Determination  may 
result,  after  opportunity  for  a  hearing,  in 
the  termination  or  denial  of  the  grant,  or 
discontinuation  of  assistance,  as 
appropriate,  or  in  referral  to  the 
DBpartment  of  Justice  with  a  request  to 
file  suit; 

(vii)  Advise  the  grant  appUcant  or 
redpient  of  the  ri^t  to  request  a 
hearing,  and  reference  the  applicable 
procedures  at  §  34.51;  and 

(viii)  Determine  the  Governor's 
liability,  if  any,  in  accordance  with  the 
provisions  of  §  34.32;  or 

(2)  Refer  the  matter  to  the  Attorney 
General  tvlth  a  recommendation  that  an 
appropriate  civil  action  be  instituted;  or 

(3)  Take  such  other  action  as  may  be 
provided  by  law. 

534.47  Nodoe  of  finding  of 

Where  a  compliance  review  or 
complaint  investigation  results  in  a 
finding  of  noncompliaiKe,  the  Director 
shall  so  notify:  (a)  the  Departmental 
granting  agency;  and  (b)  the  Assistant 
Attorney  General 

134.48  Notification  of  Breach  of 
Conciliation  Agraanwnt. 

(a)  Where  a  Governor  is  a  party  to  a 
Conciliation  Agreement,  the  Governor 
shall  immediately  notify  the  Director  of 
a  recipient's  breach  of  any  such 
Conciliation  Agreement. 

(b)  When  it  becomes  known  to  the 
Director,  through  the  Governor  or  by 
other  means,  that  a  Conciliation 
Agreement  has  been  breached,  the 
Director  may  issxie  a  Notification  of 
Breach  of  Conciliation  Agreement. 

(c)  A  Notification  of  Breach  of 
Conciliation  Agreement  issued  pursuant 
to  this  section  shall  be  directed,  as 
applicable,  to  the  Govemw  and/or  other 
parities)  to  the  Conciliation 
AgreemMit 


(d)  A  Notification  of  Breach  of 
Conciliation  Agreement  issued  Dursuant 
to  paragraph  (ajof  this  section  null: 

(1)  Spaofy  the  efforts  made  to  achieve 
voluntary  compliance  and  indicate  that 
those  e^rts  have  been  unsuccessful; 

(2)  Identify  Uie  specific  provisions  of 
the  Conciliation  Agreement  violated; 

(3)  Determine  liaoiUty  for  the 
violation  and  the  extent  ofthe  liability, 
as  appropriate: 

(4)  Indicate  that  failure  ofthe 
violating  party  to  come  into  compliance 
within  10  days  of  the  receipt  of  the 
Notifici^(m  of  Breach  of  ConciUation 
Agreement  may  result,  after  opportunity 
for  a  hearing,  in  the  termination  or 
denial  of  the  grant,  or  discontiniiation  of 
assistance,  as  appropriate,  or  in  refiarTal 
to  the  Department  of  Justice  with  a 
request  finom  the  Department  to  file  suit: 

(5)  Advise  the  violating  party  of  the 
ri^t  to  request  a  hearing,  and  reference 
the  applicable  procedures  at  §  34.Sl(b): 
and 

(6)  Include  a  determination  as  to  the 
Governor's  liability,  if  any.  in 
accordance  with  the  provisions  of 
§34.32. 

(e)  Where  enforcement  action 
pursuant  to  a  Notification  of  Breach  of 
Conciliation  Agreement  is  commenced, 
the  Director  shall  so  notify:  the 
Departmmtal  granting  agency;  and  the 
Governor,  redpient  or  grant  applicant, 
as  applicable. 

Subpart  E— Fadarai  Procaduraa  For 
Effecting  CompUanca 

(a)  Sanctions:  fudicial  enforcement.  If, 
following  issuance  of  a  Final 
Determination  pursuant  to  §  34.46,  or  a 
Notification  of  Breach  of  CondUation 
Agreement  pursuant  to  §  34.48, 
compliance  has  not  been  achieved,  the 
Secretary  may: 

(1)  After  opportunity  for  a  hearing, 
suspend,  terminate,  deny  or  discontinue 
the  Federal  financial  assistance  under 
JTPA,  in  whole  or  in  part; 

(2)  Refer  the  matter  to  the  Attorney 
Gcmeral  with  a  recommendation  that  an 
appropriate  dvil  action  be  instituted;  or 

(3)  Take  such  action  as  may  be 
provided  by  law. 

(b)  Defenal  of  new  grants.  When 
termination  proceedings  under  §  34.51 
have  been  initiated,  the  Department  may 
defer  action  on  applications  for  new 
financial  assistance  under  JTPA  until  a 
Final  Decision  under  $  34.52  has  been 
rendered.  DefiaiTal  is  not  api»opriate 
when  financial  assistance  undw  JTPA  is 
due  and  payable  undOT  a  ptaviouily 
approved  application. 

(1)  New  Fadard  finandal  asaistanoe 
un<ter  JTPA  indudes  all  assiBtenca  for 


which  an  application  or  approval, 
including  renewal  or  continuation  of 
existing  activities,  or  authorization  of 
new  activities,  is  required  during  the 
deferral  period. 

(2)  New  Federal  finandal  assistance 
under  JTPA  does  not  indude  assistance 
approved  prior  to  the  beginning  of 
termination  proceedings  or  increases  in 
funding  as  a  result  of  changed 
computations  of  formula  awards. 


S  34.51 

(a)  Notice  of  opportunity  for  hearing. 
As  part  of  a  Final  Determination,  or  a 
Notification  of  Breach  of  a  Conciliation 
Agreement,  the  Director  shall  include, 
and  serve  on  the  grant  applicant  or 
redpient  (by  certified  mail,  return 
receipt  requested),  a  notice  of 
opportunity  for  hearing. 

(d)  Complaint;  request  for  bearing; 
answer. 

(1)  In  the  case  of  noncompliance 
which  cannot  be  voluntarily  resolved, 
the  Final  E)etermlnation  or  Notification 
of  Breach  of  Conciliation  Agreement 
shall  be  deemed  the  Department's 
formal  complaint. 

(2)  To  requb.it  a  hearing,  the  grant 
applicant  or  recipient  must  file  a  written 
answer  to  the  Final  E)etermination  or 
Notification  of  Breach  of  Conciliation 
Agreement,  and  a  copy  of  the  Final 
Determinafion  or  Notification  of  Breadi 
of  Condliation  Agreement,  with  the 
Office  of  the  Administrative  Law  Judges. 

(i)  The  answer  must  be  filed  within  30 
days  of  the  date  of  receipt  of  the  Final    ■ 
Determination  or  Notification  of  Breach 
of  Conciliation  Agreement.    . 

(ii)  A  request  for  hearing  must  be  set 
forth  in  a  separate  paragraph  of  the 
answer. 

(iii)  The  answer  shall  spedfically 
admit  or  deny  each  finding  of  fact  in  the 
Final  Determination  or  Notification  of 
Breach  of  Condliation  Agreement 
Where  the  grant  applicant  or  recipient 
does  not  have  knowledge  or  information 
sufficient  to  form  a  belief,  the  answer 
may  so  state  and  the  statement  shall 
have  the  effiad  of  a  denial.  Findings  of 
{act  not  denied  shall  be  deemed 
admitted.  The  answer  shall  separately 
state  and  idmtify  matters  alleged  as 
affirmative  defenses  and  shell  also  set 
forth  the  matters  of  fed  and  law  relied 
on  by  the  grant  appUcant  w  redpient 

(3)  The  grant  appUcant  or  redpient 
must  simultaneously  aerve  a  copy  of  its 
filing  on  the  Office  of  the  SoUdtor,  CivU 
Rights  Division,  Room  N-2464,  U.S. 
Department  of  Libot,  200  Constitution 
Avenue  NW.,  Washington  DC  20210. 

(4Mi)  The  fellure  of  a  grant  appUcant 
or  recipient  to  request  a  hearing  xmder 
this  paragraph,  or  to  appear  at  a  hearing 
for  which  a  data  has  bean  set  is  deemed 


.1    V..,.!^.*    /    Vnl 


liB   Nn   in  /  Friday.  Tanuarv  15.  1993  /  Rules  and  Regulations 


4765 


4764  Federal  Regbter  /  Vol.  58.  No.  10  /  Friday.  January  15.  1993  /  Rules  and  RegulatJona 


to  be  a  waiver  of  the  right  to  a  hearing; 
and 

(ii)  Whenever  a  hearing  is  waived,  all 
allegations  of  fact  contained  in  the  Final 
Determination  or  Notification  of  Breach 
of  Conciliation  Agreement  shall  be 
deemed  admitted  and  the  Final 
Determination  or  Notification  of  Breach 
of  Conciliation  Agreement  shall  be 
deemed  the  Final  Decision  of  the 
Secretary  as  of  the  day  following  the  last 
date  by  which  the  grant  applicant  or 
recipient  was  required  to  request  a 
hearing  or  was  to  appear  at  a  hearing. 
See  §  34.52(b)(3). 
.  (c)  Time  and  place  of  hearing. 
Hearings  shall  be  held  at  a  time  and 
place  ordered  by  the  Administrative 
Law  Judge  upon  reasonable  notice  to  all 
parties  and,  as  appropriate,  the 
complainant.  In  selecting  a  place  for  the 
hearing,  due  regard  shall  be  given  to  the 
convenience  of  the  parties,  their 
counsel,  if  any,  and  witnesses. 

(d)  Judicial  process:  evidence. 

(1)  The  Administrative  Law  Judge 
may  use  judicial  process  to  seciue  the 
attendance  of  witnesses  and  the 
production  of  documents  pursuant  to 
Section  9  of  the  Federal  Trade 
Commission  Act  (15  U.S.C  49). 

(2)  Evidence.  In  any  hearing  or 
administrative  review  conducted 
pursuant  to  this  part,  evidentiary 
matters  shall  be  governed  by  the 
standards  and  principles  set  forth  in  the 
Uniform  Rules  of  Evidence  issued  by 
the  Department  of  Labor's  Office  of 
Administrative  Law  Judges,  29  CFR  part 
18. 

134^    Decision  and  po«t4anninat<on 
procecdInQa. 

(a)  Initial  Decision.  After  the  hearing, 
the  Administrative  Law  Judge  shall 
issue  an  initial  decision  and  order, 
containing  findings  and  conclusions. 
The  initial  decision  and  order  shall  be 
served  on  all  parties  by  certified  mail, 
return  receipt  requested. 

(b)  Exceptions:  Final  Decision.  (1) 
Final  decision  after  a  hearing.  The 
initial  decision  and  order  shall  become 
the  Final  Decision  and  Order  of  the 
Secretary  unless  exceptions  are  filed  by 
a  party  or,  in  the  absence  of  exceptions, 
the  Secretary  serves  notice  that  the 
Secretary  shall  review  the  decision. 

(i)  A  party  dissatisfied  with  the  initial 
decision  and  order  may,  within  45  days 
of  receipt,  file  with  the  Secretary  and 
serve  on  the  other  parties  to  the 
proceedings  and  on  the  Administrative 
Law  Judge,  exceptions  to  the  initial 
decision  and  order  or  any  part  thereof. 

(ii)  Upon  receipt  of  exceptions,  the 
Administrative  Law  Judge  shall  index 
and  forward  the  record  and  the  initial 


decision  and  order  to  the  Secretary 
within  three  days  of  such  receipt. 

(iii)  A  party  filing  exceptions  must 
spedfioBlly  identify  the  finding  or 
conclusion  to  whidi  exception  is  taken. 
Any  exception  not  specifically  urged 
shall  be  deemed  to  have  been  waived. 

(iv)  Within  45  days  of  the  date  of 
filing  such  exceptions,  a  reply,  which 
shall  be  limited  to  the  scope  of  the 
exceptions,  may  be  filed  and  served  by 
any  other  party  to  the  proceeding. 

(v)  Requests  for  extensions  for  the 
filing  of  exceptions  or  replies  thereto 
must  be  received  by  the  Secretary  no 
later  than  3  days  before  the  exceptions 
or  replies  are  due. 

(vij  If  no  exceptions  are  filed,  the 
Secretary  may,  within  30  days  of  the 
expiration  of  the  time  for  filing 
exceptions,  on  his  or  hert)wn  motion 
serve  notice  on  the  parties  that  the 
Secretary  will  review  the  decision. 

(vii)  Fmal  Decision  and  Order.  (A) 
Where  exceptions  have  been  filed,  the 
initial  decision  and  order  of  the 
Administrative  Law  Judge  shall  become 
the  Final  Decision  and  Order  of  the 
Secretary  unless  the  Secretary,  within 
30  days  of  the  expiration  of  the  time  for 
filing  exceptions  and  any  replies 
thereto,  has  notified  the  parties  that  the 
case  is  accepted  for  review.  (B)  Where 
exceptions  have  not  been  filed,  the 
initial  decision  and  order  of  the 
Administrative  Law  Judge  shall  become 
the  Final  Decision  and  Order  of  the 
Secretary  unless  the  Secretary  has 
served  notice  on  the  parties  that  the 
Secretary  will  review  the  decision,  as 
provided  in  paragraph  (b)(l)(vi)  of  this 
section. 

(viii)  Any  case  reviewed  by  the 
Secretary  pursuant  to  this  paragraph 
shall  be  decided  within  180  days  of  the 
notification  of  such  review.  If  the 
Secretary  fails  to  issue  a  Final  Decision 
and  Order  within  the  180-day  period, 
the  initial  decision  and  order  of  the 
Administrative  Law  Judge  shall  become 
the  Final  Decision  and  Order  of  the 
Secretary. 

(2)  Final  Decision  where  a  hearing  is 
waived. 

(i)  If,  after  issuance  of  a  Final 
Determination  piusuant  to  §  34.46(a)  or 
Notification  of  Breach  of  Conciliation 
Agreement  pursuant  to  §  34.48, 
volimtary  compliance  has  not  been 
achieved  within  the  time  set  by  this  part 
and  the  opportimity  for  a  hearing  has 
been  waived  as  provided  for  in 
§  34.51(b)(3).  the  Final  Determination  or 
Notification  of  Breach  of  Conciliation 
Agreement  shall  be  deemed  the  Final 
Decision  of  the  Secretary. 

(ii)  When  a  Final  Determination  or 
Notification  of  Breach  of  Conciliation 
Agreement  is  deemed  the  Final  Decision 


of  the  Secretary,  the  Secretary  may. 
within  45  days,  issue  an  order 
terminating  or  denying  the  grant  or 
continuation  of  assistance  or  imposing 
other  appropriate  sanctions  for  the  grant 
applicant  or  recipient's  failure  to 
comply  with  the  required  corrective 
and/or  remedial  actions,  or  refiBrring  the 
matter  to  the  Attorney  General  for 
further  enforcement  action. 

(3)  Final  agency  action.  A  Final 
Decision  and  Order  issued  pursuant  to 
§  34.52(b)  constitutes  final  agency 
action. 

(c)  Post-tennination  proceedings.  (1) 
A  grant  applicant  or  recipient  adversely 
affected  t^  a  Final  Decision  and  Order 
issued  pursuant  to  paragraph  (b)  of  this 
section  shall  be  restored,  where 
appropriate,  to  full  eligibility  to  receive 
Federal  financial  assistance  under  JTPA 
if  it  satisfies  the  terms  and  conditions  of 
such  Final  Decision  and  Order  and 
brings  itself  into  compliance  with  the 
nondiscrimination  and  equal 
opportunity  provisions  of  JTPA  and  this 
part. 

(2)  A  grant  applicant  or  recipient 
adversely  affected  by  a  Final  Decision 
and  Order  issued  piu^uant  to  paragraph 
(b)  of  this  section  may  at  any  time 
petition  the  Director  to  restore  its 
eligibiUty  to  receive  Federal  financial 
assistance  imder  JTPA.  A  copy  of  the 
petition  shall  be  served  on  the  parties  to 
the  original  proceeding  which  led  to  the 
Final  Dadsion  and  Order  issued 
pursuant  to  paragraph  (b)  of  this  section. 
Such  petition  shall  be  supported  by 
information  showing  the  actions  taken 
by  the  grant  applicant  or  recipient  to 
comply  with  ihe  requirements  of 
paragraph  (c)(1)  of  this  section.  The 
grant  applicant  or  recipient  shall  have 
the  burden  of  demonstrating  that  it  has 
satisfied  the  requirements  of  paragraph 
(c)(1)  of  this  section.  Restoration  to 
eligibility  may  be  conditioned  upon  the 
grant  applicant  or  recipient  entering 
into  a  consent  decree.  While 
proceedings  under  this  section  are 
pending,  sanctions  imposed  by  the  Final 
Decision  and  Order  under  paragraphs 
(b)  (1)  and  (2)  of  this  section  shall 
remain  in  effect. 

(3)  The  EKrector  shall  issue  a  written 
decision  on  the  petition  for  restoration. 

(i)  If  the  Director  determines  that  the 
requirements  of  paragraph  (c)(1)  of  this 
section  have  not  been  satisfied,  he  or 
she  shall  issue  a  decision  denying  the 
petition. 

(ii)  Within  30  days  of  its  receipt  of  the 
Director's  decision,  the  recipient  or 
grant  applicant  may  file  a  petition  for 
review  of  the  decision  by  the  Secretary, 
setting  forth  the  groimds  for  its 
objection  to  the  Director's  decision. 
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(iii)  The  petition  shall  be  served  on 
the  Director  and  on  the  Office  of  the 
Solicitor.  Qvil  Rights  Division. 

(iv)  The  Director  may  file  a  response 
to  thepetition  within  14  days. 

(v)  "nie  Secretary  shall  issue  the  final 
agency  decision  denying  or  granting  the 
recipient's  or  grant  applicant's  request 
for  restoration  to  eligibility. 

134^    Suspension,  twmination,  denial  or 
diseontinuanee  of  Federal  financial 
•••istanee  under  JTPA;  aNamate  funda 
disbursal  procedure. 

(a)  Any  action  to  suspend,  terminate, 
deny  or  discontinue  Federal  financial 
assistance  under  ]TPA  shall  be  limited 
to  the  particular  political  entity,  or  part 
thereof  or  other  recipient  (or  grant 
applicant)  as  to  which  the  finding  has 
been  made  and  shall  be  limited  in  its 
efiiect  to  the  partiodar  program,  or  part 
thereof,  in  which  the  noncompliance 
has  been  found.  No  order  suspending, 
terminating,  denying  or  discontinuing 


Federal  financial  assistance  under  ]TPA 
shall  become  effective  until: 

(1)  The  Director  has  issued  a  Final 
Determination  pursuant  to  §  34.46  or 
Notification  of  Breach  of  Conciliation 
Agreement  pursuant  to  §  34.48; 

(2)  There  has  been  an  express  finding 
on  the  record,  after  opportunity  for  a 
hearing,  of  failure  by  the  grant  applicant 
or  recipient  to  comply  with  a 
requirement  imposed  by  or  pursuant  to 
the  nondiscrimination  and  equal 
opportimity  provisions  of  JTPA  or  this 
part; 

(3)  A  Final  i)ecision  has  been  issued 
by  the  Secretary,  the  Administrative 
Law  Judge's  decision  and  order  has 
become  the  Final  Decision  of  the 
Secretary,  or  the  Final  Determination  or 
Notification  of  Conciliation  Agreement 
has  been  deemed  the  Final  Decision  of 
the  Secretary,  pursuant  to  §  34.52(b); 
and 


(4)  Tlie  expiration  of  30  days  after  the 
Secretary  has  filed,  vrith  the  committees 
of  Congress  having  legislative 
jurisdiction  over  the  program  involved, 
a  full  written  report  of  the 
circumstances  and  grounds  for  such 
action. 

(b)  When  the  Department  withholds 
funds  from  a  recipient  or  grant  applicant 
under  these  regulations,  the  Secretary 
may  disburse  die  withheld  funds 
directly  to  an  alternate  recipient.  In 
such  case,  the  Secretary  will  require  any 
alternate  recipient  to  demonstrate: 

(1)  The  ability  to  comply  with  these 
regulations;  and 

<2)  The  ability  to  achieve  the  goals  of 
the  nondiscrimination  and  equal 
opportimity  provisions  of  JTPA. 

(FR  Doc.  93-829  Filed  1-14-93;  8:45  ami 
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ENVnONMENTAL  PROTECTION 
AGENCY 

40CFRPwt«2 


Pidt&eiaon  ol  Sbateapharte  Orona 

AOeCV:  Enviranmantal  Protection 

Agency  (Q*A). 

Acnow:  Final  rule. 

•UMMARV:  Thia  final  rule  eatablishes 
ragulationa  to  ban  noneaaential  products 
releasing  Class  I  ozone-depleting 
substances  xinder  section  610  of  the 
Clean  Air  Act  (the  Act),  as  amended. 
This  rulemaking  prohibits  the  sale, 
distribution,  or  oner  of  sale  or 
distribution,  in  interstate  commerce  of 
certain  products  containing  or  produced 
with'CFCs  after  specified  dates.  In 
addition,  it  restricts  the  sale  of 
chlorofluorocarbon-containing  cleaning 
fluids  for  electronic  and  photographic 
eqiiipment  to  commerdaJ  entities. 

The  products  affiscted  by  this 
rulemaldng  use  07  contain 
chlorofiuorocarbons  (CFCs),  the 
chemicals  designated  as  (koup  I  or 
Group  in  substances  by  the  Qean  Air 
Act.  as  amended  in  1900.  The  products 
affected  by  this  rulemaking  include 
chlorofluorocarbon-propelled  plastic 
party  streamers  and  noise  horns; 
chlorofluorocarbon-containing  cleaning 
fluids  for  electronic  and  photographic 
eqiiipment;  plastic  flexible  and 
packaging  foams  produced  writh  CFCs, 
except  foam  used  in  coaxial  cable;  and 
all  aerosol  products  and  pressurized 
dispmsers  containing 
chlorofluorocarboiu  except  the 
following  products:  certain  medical 
devicranubricants,  coatings  or  cleaning 
fluids  fbr  electrical  or  electronic 
equipment  that  contain  CFC-11,  CFC- 
12,  or  CFG-113.  but  no  other  CFCs.  for 
nonpropellant  purposes  only; 
lubricants,  coatings  or  cleaning  fluids 
for  aircraft  maintenance  that  contain 
CFC-11  or  CFC-113,  but  no  other  CFCs; 
mold  release  agents  that  contain  CFC-11 
or  CFC-113,  but  no  other  CFCs.  and  that 
are  used  in  the  production  of  plastic  and 
elastomeric  materials;  spinnerette 
lubricant/cleaning  sprays  that  contain 
CFC-114,  but  no  other  CFCs,  and  that 
are  used  fbr  synthetic  fiber  production; 
containers  of  CFCs  used  in  plasma 
etching:  document  preservation  sprays 
that  contain  CFC-113,  but  no  other 
CFCs;  and  red  pepper  bear  repellent 
sprays  that  contain  CFG-113,  but  no 
other  CFCs. 

DATES:  This  final  rule  bans  the  sale, 
distribution,  or  ofCer  of  sale  or 
distribution,  in  interstate  commerce  of 


the  products  specifically  mentioned  in 
S  82.66(a)  eCEsctivc  on  February  16, 
1993.  This  rulemaking  also  bns  ^  Mb 
or  distribution  of  the  products 
specifically  mentioned  in  f  82.66(b) 
effective  on  February  16, 1993.  Finally, 
this  rulemaking  bans  the  sala, 
distribution,  ot  offer  of  sale  or 
distribution,  in  interstate  cuuuuarca  of 
the  other  products  identified  in  thia 
rulemaking  as  nonessential  effscti'va 
January  17, 1994. 

AD0RE88C8:  Comments  and  matariab 
supporting  this  rulemaking  are 
contained  in  Air  Docket  No.  A-91-39 
(Docket)  at:  U.S.  Environmental 
Protection  Agency  (LE-131),  401  M 
Street,  SW.,  Washington,  DC  20460.  The 
Docket  is  located  in  room  M-1500,  Fiitt 
Floor  Waterside  Mall.  Materials  relevant 
to  this  rulemaking  may  be  inspected 
from  8:30  a.m.  to  12  noon  and  from  1:30 
to  3:30  p.m.  Monday  through  Friday. 

FOR  FURTHEK  KiFOmiATION  CONTACT: 
Matthew  C  Dinkel  at  (202)  233-9200, 
Stratospheric  Protection  Division,  Office 
of  Atmospheric  Programs,  Office  of  Air 
and  Radiation,  6202),  401  M  Street  SW.. 
Washington,  DC  20460. 

SUPPI^MENTARV  MFOfWATION:  The 
contents  of  today's  preamble  are  listed 
in  the  following  outline: 


•fP^lkPartklpallMi 


I.  Background 

A.  Ovanriaw  of  Problem 

B.  Aerosol  Ban  In  1978 
C  Montreal  Protocol 
D-ExdaaTax 

B.  London  Amandments  to  the  Montreal 
Protocol 

F.  Clean  Air  Act  AmendmenU  of  1990,  Title 

VI 

G.  Aocelonted  Pbaseout  of  CFC  Production 
H.  Requirements  of  Section  610 

1.  Clan  1  Products 

2.  Class  n  Products 

3.  Medical  Products 

1.  Notice  of  Proposed  Rulemaking 

1.  Specified  Class  I  Products 

a.  CFC-propelled  Plastic  Party  Streamers 

b.  CFC-propelled  Noise  Horns 

c.  CFC-containing  Qeaning  Fliiids  far 
Noncommercial  Electronic  and 
Photographic  Equipment 

2.  Qiteria 

a.  Oiteria  In  the  1978  ban 

b.  Qriteria  in  the  Clean  Air  Act 
Amendments  of  1990 

1.  Purpose  w  Intended  Use  of  the  Prodnct 

2.  Technological  AvsilabiUty  of  SubstUnlsa 

3.  Safety  and  Health 

4.  Other  Relevant  Fadocs 

3.  Other  Products 

a.  Flexible  and  Packaging  Foams 
Ck>ntaining  CFCs 

b.  Aerosols  and  Pressurixad  Dispanssw 
Containing  CFCs 

4.  Recordkeeping  Requirements 


m.  Raq^MMas  la  Mi^ar  PnUk  < 

A.  Scope  and  Specific  Provisions  of 

Nonessential  Rule 

1.  Support  far  the  Proposed  Rule  . 

2.  Scnr-a  of  Regulation 

3.  President's  Moratorium  on  Regulation 

4.  Section  608  and  EPA  Authority 

5.  Oiteria  far  Determining  NonessentlaUty 

6.  Definition  of  the  T«nn  "Product" 

7.  Definition  of  Interstate  Commerce  and 
Gnndfiitharing  Existing  Product 
Inventories 

8.  Verification,  Recordkeeping  and  Public 
Notice  Requirements 

9.  Imports  and  Exports 
ia  Future  Regulation 

11.  Regulatory  Impact  Analysis 

B.  Specific  End  Usee 

1.  Statutorily  Mandated  Products 

2.  Foams 

a.  Distinction  Between  Insulating  Foams 
and  Flexible  and  Packaging  Foams 

b.  Flexible  Polyurethane  Slabstock  Foam 
c  Integral  Skin  Foam 

dL  Closed  Cell  Polyurethane  Foam  Used  As 

Flotation  Foam 
e.  Coaxial  Cable 
t  Aerosol  Polyurethane  Foam 

3.  Aerosols  and  Pressurized  Dispensers 

a.  Impact  of  1994  Class  D  Nonessential 
Products  Ban 

b.  Clarification  of  " Aerosols.and  Other 
Pressurized  Dispensers" 

c.  Dusters  and  Freeze  Sprays 

d.  Lubricants,  Coatings,  and  Cleaning 
Fluids  far  Electrical  or  Electronic 
Equipment 

^jft^^innerette  LuMcant/Oeaning  Sprays 
IPlWna  Etching 

g.  RedPepper  Bear  Repellent  Sfnyt 
h.  Doctiment  Preservation  Spr^rs 

4.  Medical  ProducU 

5.  Halon  Fin  Extinguishers  far  Residential 
Use 

6.  Other  Products 

IV.  Soanary  of  Today's  final  Rule 

A  Authority 
B.  Purpose 
C  Definitions 
D.  Prohibitions 

B  Nonessential  Products  and  Exceptions 
F.  Verification  and  PubUc  Notice 
Requirements 

V.  EObctiva  Dates 

VI.  Judicial  Review 

Vn.  SosBsary  of  Sopporting  Aaalysas 

A.  Regulatory  Impact  Analysis 

B.  Regulatory  Flexibility  Analysis 
C  Paperwork  Reduction  Act 

vm. 


LBackgnmnd 

A.  Overview  of  the  Problem 

The  stratospheric  ozone  layer  protects 
the  earth  from  ultraviolet  (UV^) 
radiation.  Research  conducted  in  the 
19708  indicated  that  when  certain 
industrially  produced  halocaibons 
(including  chlorofluorocarbons,  halons. 
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caibon  tstrac^iarid*  aid  SMttiYl 
cfaloroforat)  ttn  ivlMMd  Into  Um 
enTfrouBcot.  they  fliipato  taito  tbs 
stratosplMra,  wfanra  tlwy  oontributo  to 
the  depMon  of  th«  asoBe  !>fir.  To  the 
extent  dqiletion  oocibs,  penetratiao  of 
the  atmosphere  by  UV-B  ndiation 
incareases.  Incraand  exposure  to  UV-B 
radiation  produces  health  and 
environmental  daoMge.  including 
increased  inddaooa  a  akin  cancer  and 
cataracts,  supprsaslon  of  die  immune 
system,  damiage  to  oopa  somI  aquatic 
organinns.  increased  formation  of 
ground-4evel  oEone  and  inoeased 
weethering  of  outdoor  plastics. 

B.  Aerosol  Ban  in  1978 

The  initial  hjrpothaais  linking 
chlorofluorocaifaons  and  daplotian  of 
the  stratos^ieric  onoe  layer  appavsd 
in  a  paper  by  Mario  J.  MoUna  and  P.S. 
Rowland  in  1974.  Since  that  time,  the 
sdsDtific  fxmununity  has  made 
remaricaUe  advances  in  understanding 
atmospheric  processes  aflecting 
8tntoq>heric  ozone  and  in  anar3rzing 
data  measuring  ozone  depMon,  both 
over  the  polar  regions  and  globally.  In 
response  to  the  initial  reaeigch 
indicating  that  CTCs  could  cause 
stratospheric  ozone  depletion.  Q*A,  the 
Ck)n8umer  Product  Safety  Commission, 
and  the  Pood  and  Drug  Administration 
(FDA)  acted  on  March  17, 1978  (43  PR 
11301;  43  PR  11318)  to  ban  the  use  of 
CFCs  as  aerosol  propellents  in  all  but 
"essential  applications."  During  the 
mid-1970s,  the  use  of  CFCs  as  aerosol 
propellents  constituted  over  50  percent 
of  total  CFC  consumption  in  the  United 
States.  The  1978  ban  reduced  the  use  of 
CFCs  in  aeroeols  in  this  country  b^ 
approximately  95  percent,  eliminating 
nearly  half  of  the  total  U.S. 
consumption  of  these  diamicals. 

Some 'CFC  aeroeol  products  were 
specifically  exempted  from  the  ban 
based  on  a  determinetion  of 
"essentiality"  (See  Essential  Use 
Determinations-Revised,  1978).  Other 
pressiuized  dispensers  containing  CFCs 
were  excluded  from  the  ban  because 
they  did  not  fit  the  narrow  definition  of 
"aerosol  propellent" 

In  the  years  following  the  aerosol  ban, 
CFC  use  increesed  significantly  in 
refrigeration,  foem  and  solvent 
applications.  By  1985,  CFC  use  in  the 
United  States  had  surpassed  pre-1974 
levels  and  representea  29  percent  of 
total  global  CPC  consumption. 

C.  Montreai  Protocol 

Sdantific  rseeardi  in  the  late  1970s 
and  early  1980s  produced  additional 
evidence  that  chlorine  and  bromine 
could  destroy  stratospheric  oaone  on  a 
global  bads.  In  1985.  scientists 


discovered  the  axistenoe  of  a  aubalantial 
seasonal  reduction  in  stratospheric 
ozone  (en  osone  "hole")  over  Autarrtlca 
each  year.  Subsequent  studies  Unkad 
this  phenomenon  to  CFCs  and  suggested 
that  some  depletion  of  global 
stratospheric  ozone  levels  had  already 
occxmed.  in  req>anse  to  this  research, 
many  members  of  the  international 
community  begm  discussing  the  need 
for  an  international  agreement  to  reduce 
global  production  of  ozcme-depleting 
substances.  Because  releaaos  of  CFCs 
from  all  areas  mix  in  the  atmosphere  to 
affect  stratospheric  ozone  globally, 
efforts  to  reduce  emissions  from  specific 
products  by  cmly  a  few  nations  could 
quickly  be  ofliret  by  increaaes  in 
emissions  from  other  nations,  leaving 
the  risks  to  the  ocone  layer  undianged. 
EPA  evaluated  the  risks  of  ozone 
depletion  in  Assessing  the  Ririw  of 
Trade  Gases  That  Can  Modify  the 
Stratosphere  (1987)  and  concluded  that 
an  international  approach  was  necessary 
to  effiactively  safeguard  the  ozono  layer. 

EPA  partidpated  in  negotiations 
organized  by  me  United  Nations 
Environment  Programme  (UNB>]  to 
achieve  an  international  agreement  to 
protect  the  ozone  layer.  In  September 
1987,  the  United  States  and  22  other 
countries  signed  the  Montreal  Protocol 
on  Substances  that  Deplete  the  Ozone 
Layer.  The  1987  Protocol  called  for  a 
freeze  in  the  production  and 
consumption  (defined  as  production 
plus  imports  minus  exports  of  bulk 
chemicals)  of  CPC-11,  -12,  -113,  -114, 
-115,  and  halon  1211, 1301  and  2402  at 
1986  levels  beginning  in  1989,  and  a 
phased  reduction  of  the  CFCs  to  SO 
percent  of  1986  levels  by  1998. 
Currently,  83  nations  representing  over 
90  percent  of  the  world's  consumption 
are  parties  to  the  Protocol. 

In  its  August  12, 1988  final 
rulemaking  (53  FR  30566)  EPA 
promulgated  regulations  implementing 
the  reouirements  of  the  1987  Protocol 
throu^  a  S3rstem  of  tradable  allowances. 
EPA  apportioned  these  allowances  to 
producers  and  importen  of  these 
"controlled  substances"  based  on  their 
1986  levels.  To  monitor  industry's 
compliance  with  the  production  and 
consumption  limits,  EPA  required 
recordkeeping  and  quarteriy  reporting 
and  conducted  periodic  compliance 
reviews  and  inspections.  This  regulation 
took  effect  July  1, 1989. 

D.  Excise  Tax 

As  part  of  the  Omnibus  Budget 
Recondliaticm  Act  of  1989,  the  United 
States  Confess  levied  an  exdse  tax  on 
the  sale  of  CFCs  and  other  chemicals 
v^ich  deplete  the  ozone  layer,  with 
spedfic  exemptions  for  exports  and 


recycling.  Um  tax  went  into  aChct  on 
]mmuxy  1. 1990,  and  increases  annuaDy. 
By  raising  the  cost  of  virgin  controlled 
substflmoes,  the  tax  has  ueated  at 
incoBtive  for  industry  to  shift  out  of 
theee  substanoes  and  increase  recycling 
activities,  and  it  has  encouraged  the 
development  of  a  maritet  for  alternative 
chemicals  and  processes.  The  original 
exdse  tax  was  amended  by  the  Omnibus 
Budget  RecondHation  Act  of  1990  to 
indude  methyl  dilorofbrm,  caibon 
tetrachloride  and  the  other  CFCs 
regulated  by  the  amended  Montreal 
Protocol  and  title  VI  of  the  Qean  Air 
Act,  as  amended  in  1990.  The  Energy 
Policy  Ad  of  1992  revised  and  further 
incrrased  the  exdse  tax  effactive 
January  1, 1993. 

E.  London  Amendmmits  to  the  Montreal 
Protocol 

Under  the  Montreal  Protocol,  the 
Parties  are  required  to  assess  the 
science,  economics  and  ahemative 
technologies  related  to  protection  of  the 
ozone  layer  every  twro  years.  In  response 
to  this  requirement,  the  Parties  issued 
their  first  scientific  assessment  in  1989 
(see  Environmental  EHiacts  Panel 
Report).  In  preparing  the  first  sdentific 
assessment  required  imder  the  Protocol, 
sdentists  examined  the  data  from  the 
land-based  monitoring  stations  and  the 
total  ozone  measurement  spectrometer 
(TOMS)  satellite  data  and<xmcluded 
that  there  had  been  global  ozone 
depletion  over  the  northern  hemisphere 
as  well.  The  sdentific  assessment 
reported  that  a  three  to  five  percent 
decrease  in  ozone  levels  had  occurred 
between  1969  and  1986  in  the  northern 
hemisphere  in  the  winter  months  that 
could  not  be  attribirted  to  known  natural 
processes.  In  addition,  further  studies  of 
the  Antardic  ozone  hole  implicated 
chlorine  as  the  main  cause  of  ozone 
depletion  over  the  Antarctic,  and  linked 
high  chlorine  concentrations  to  CFCs 
and  other  chlorinated  and  brominated 
compounds. 

At  the  Second  Meeting  of  the  Protocd 
Parties,  held  in  London  on  Jime  29, 
1990,  the  Parties  responded  to  this  new 
evidence  by  reassessing  and  ti^ening 
the  restrictions  placed  on  these 
chemicals.  The  Parties  to  the  Protocol 
passed  amendments  and  adjustments 
which  called  for  a  full  pheseout  of  the 
regulated  CFCs  and  halons  by  2000,  a 
phaseout  of  cartwn  tetrachloride  and 
"other  CFCs"  by  2000  and  a  phaseout  of 
methyl  chloroform  by  2005.  The  Parties 
also  passed  a  non-binding  resolution 
regarding  the  use  of 
hydrochlorofluorocarbons  (HCFCs)  as 
interim  substitutes  for  CFCs.  Partially 
halogenated  HCFCs  add  much  less 
chlorine  to  the  stratoq)here  than  the 
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fully  halogenated  CFCs.  but  still  poM  • 
significant  threat  to  the  ozone  layer  (See 
56  FR  2420.  January  22. 1991  for  more 
infmnation  on  the  relative  eCfects  of 
different  ozone-depleting  substances). 

F.  Clean  Air  Act  Amendments  of  1990, 
Title  VI 

On  November  15. 1990  the  Clean  Air 
Act  Amendments  of  1990  were  signed 
into  law.  The  Act  required  EPA  to 
publish  two  lists  of  ozone-depleting 
substances.  bMed  on  their  ozone- 
depleting  potMitials  (ODPs).  The  Act 
categorized  CFCs,  halons.  carbon 
tetrachloride  and  methyl  chloroform  as 
Class  I  substances,  substances  that 
possess  a  high  potential  for  destroying 
stratospheric  ozone  molecules.  It  also 
designated  hydrochlorofluorocaibons  as 
Class  n  substances,  substances  with  a 
lesser,  but  still  significant  ozone 
depletion  potential. 

The  other  requirements  in  title  VI  of 
the  amended  Act  include  phaseout 
controls  similar  to  those  in  the  London 
Amendments,  although  the  interim 
targets  are  more  stringent  and  the 
phaseout  date  for  methyl  chloroform  is 
earlier  (2002).  EPA  has  already 
promulgated  regulations  implementing 
the  phaseout  provisions  contained  in 
section  604  of  the  Act  (57  FR  33754, 
July  30, 1992).  Unlike  the  amended 
Montreal  Protocol,  the  Clean  Air  Act,  as 
amended,  also  restricts  the  uses  of 
controlled  ozone-depleting  substances, 
including  provisions  to  reduce 
emissions  of  controlled  substances  to 
the  "lowest  achievable  level"  in  all  use 
sectors  (section  608):  requires  the 
recovery  and  recycling  of  refrigerant 
when  servicing  motor  vehicle  air 
conditioners  (section  609);  bans 
nonessential  products  (section  610); 
mandates  warning  labels  (section  611); 
establishes  a  safe  alternatives  program 
(section  612);  and  requires  revision  of 
federal  procurement  policies  to 
minimize  government  use  of  ozone- 
depleting  substances  (section  613).  With 
the  exception  of  the  rulemakings 
implementing  the  phaseout  (57  FR 
33754,  July  30, 1992)  and  section  609 
(57  FR  31242,  July  14. 1992).  EPA  is 
currently  in  the  process  of  promulgating 
regulations  pursuant  to  these  statutory 
provisions. 

One  of  the  provisions  of  the  Act 
which  complements  the  nonessential 
products  ban  under  section  610  is  the 
Significant  New  Alternatives  Policy 
(SNAP)  program  established  under 
section  612.  The  SNAP  program  has 
been  established  to  evaluate  the  overall 
effects  on  human  health  and  the 
environment  of  the  potential  substitutes 
for  ozone-depleting  substances.  The 
SNAP  program  is  a  powerful  tool  to 


identify  substitutes  that  may  pose 
unnecessary  environmental  bawirdt. 
Through  review  of  substitutes,  the 
Agency  can  ensure  that  raivironmentally 
preferable  alternatives  will  be 
developed.  Rules  promulgated  imder 
SNAP  will  render  it  unlawful  to  replace 
on  ozone-depleting  subctanoe  with  a 
substitute  chemical  or  technology  that 
may  present  adverse  eSiacts  to  human 
healtn  and  the  environment  if  the 
Administrator  determines  that  some 
other  alternative  is  commercially 
available  and  that  this  alternative  poses 
a  lower  overall  threat  to  human  heislth 
and  the  environment. 

It  is  important  to  note  that  the  SNAP 
program  will  promote  the  widest  range 
of  environmentally  acceptable 
substitutes.  The  SNAP  program  will  in 
no  case  ban  all  of  the  available 
substitutes.  Under  section  612,  the 
SNAP  program  is  only  authorized  to 
prohibit  a  particular  substitute  for  a 
Class  I  or  Class  II  substance  when 
another,  less  environmentally  harmful 
substitute  is  available.  Consequently, 
there  is  no  possibility  that  the  effect  of 
today's  rulemaking  and  subsequent 
regulatory  action  under  section  612  will 
be  to  ban  the  use  of  all  available 
substitutes  in  a  particular  appUcation. 

G.  Accelerated  Phaseout 

Significant  scientific  advances  have 
continued  since  the  1989  Protocol 
assessments.  Several  reports  since  that 
time  have  indicated  that  ozone 
depletion  is  ocauring  more  rapidly  than 
was  previously  believed.  The  most 
recent  Protocol  Scientific  Assessment 
was  issued  on  December  17, 1991.  The 
report,  entitled  Scientific  Assessment  of 
Ozone  Depletion:  1991,  analyzed 
information  collected  from  ground-  and 
satellite-based  monitoring  instruments. 
This  information  indicated  that  there 
had  been  significant  decreases  in  total- 
column  ozone  in  winter,  in  both  the 
northern  and  southern  hemispheres  at 
middle  and  high  latitudes.  This  data 
also  indicated,  for  the  first  time,  the 
depletion  of  stratospheric  ozone  in  these 
latitudes  in  spring  and  summer  as  well. 
The  study  reportml  no  significant 
depletion  in  the  tropics.  The  TOMS  data 
indicated  that  for  the  period  1979  to 
1991,  decreases  in  total  ozone  at  45 
degrees  south  ranged  between  4.4 
percent  in  the  fall  to  as  much  as  6.2 
percent  in  the  summer,  while  depletion 
at  45  degrees  north  ranged  between  1.7 
percent  in  the  fall  to  5.6  percent  in  the 
winter.  Data  from  the  ground-based 
Dobson  network  confirmed  these  losses 
in  total  column  ozone  during  the 
twelve-year  period,  but  these  findings 
show  almost  twice  as  much  depletion  as 
the  average  rate  measured  by  the 


ground-baaed  network  alone  over  a 
twenty-year  period.  Baaed  on  this  new 
data,  adentiats  have  concluded  that  the 
ozone  in  the  stratosphere  during  the 
19808  disappeared  at  a  much  faster  rate 
than  experienced  in  the  previous 

The  recent  UNEP  Sdentific 
Assessment  also  included  new  data  on 
the  estimated  ozone  depletion  potentiab 
iODPt)  of  ozone-depleting  substances. 
The  assesamoit  placed  the  ODP  of 
methyl  bromide,  a  chemical  previously 
thought  to  have  an  insignificant  effect 
on  stratospheric  ozone,  at  0.6,  with  a 
range  of  uncertainty  between  0.44-0.69. 
The  Executive  Summary  of  the 
Assessment  stated  that,  "if  the 
anthropogenic  sources  of  methyl 
bromide  are  significant  and  their 
emissions  can  be  reduced,  then  each  ten 
percent  reduction  in  methyl  bromide 
would  rapidly  result  in  a  decrease  in 
stratospheric  bromide  of  1.5  optv  (parts 
per  trillion  by  volume),  whidi  is 
equivalent  to  a  reduction  in  chlorine  of 
0.045  to  0.18  ppbv  (parts  per  billion  by 
voliune).  This  gain  is  comparable  to  that 
of  a  three-year  acceleration  of  the 
scheduled  phaseout  of  the  CFCs." 

Several  months  after  the  release  of  the 
Scientific  Assessment,  on  February  3. 
1992,  NASA  released  preliminary  data 
acquired  by  the  ongoing  Arctic  Airborne 
Stratospheric  Experiment-II  (AASE-4I). 
a  series  of  high-altitude  instrument- 
laden  plane  flights  over  the  northern 
hemisphere  (see  Interim  Findings: 
Second  Airborne  Arctic  Stratospheric 
Expedition).  Additional  data  were  also 
obtained  from  the  initial  observations  by 
NASA's  Upper  Atmosphere  Research 
Satellite  (UARS).  launched  in 
September  1991.  The  measurements 
showed  higher  levels  of  chlorine  oxide 
(CIO)  (the  key  agent  responsible  for 
stratospheric  ozone  depletion)  over 
Canada  and  New  England  than  were 
observed  during  any  previous  series  of 
aircraft  flights.  These  levels  are  only 
partially  explainable  by  enhanced 
aerosol  surrace  reactions  due  to  the 
emissions  from  the  Mount  Pinatubo 
volcano.  The  expedition  also  foimd  that 
the  levels  of  hydrogen  chloride  (HCl).  a 
chemical  species  that  stores 
atmospheric  chlorine,  were  observed  to 
be  low.  providing  new  evidence  for  the 
existence  of  chemical  processes  that 
convert  stable  forms  of  chlorine  into 
ozone-destroying  species.  The  high  CIO 
and  bromide  oxide  (BrO)  levels 
observed  indicated  that  human-induced 
rates  of  ozone  destruction  could  be  as 
high  as  one  to  two  percent  per  day  for 
short  periods  of  time  beginning  in  late 
January. 

In  addition,  the  levels  of  nitrogen 
oxides  (NOJ  were  also  observed  to  be 
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low,  providiiig  ■videooa  of  vnotfoDS 
that  take  place  on  liw  mabcB  ofawoaoli 
that  dimini^  the  abilttT  of  the 
Bttaogpbme  to  oaittiol  me  buikfaip  ai 
chlorine  racBcak.  Now  obaarvatioos  of 
Ha  and  nitragao  oxide  (NO)  tmdty  that 
chlorine  end  faramkle  are  more  efflective 
in  destroying  osone  than  prarioaaly 
believwL 

The  NASA  fladlx^  indicite  that  in 
late  January  (rf  1992,  the  Arctic  air  was 
chemically  ''primed"  for  tlie  potential 
foraiation  of  a  apiingtiae  an»e  *nM)le" 
similar  to  that  fonnod  each  spring  over 
Antuctica.  Thsee  fhidinga  ako  tn 
consistent  with  theoties  that  oxono 
depletion  may  occur  on  aerosola 
anywhere  aroiimd  the  globe,  and  not 
only  on  polar  strato^iharic  douda  as 
was  previously  beli^od. 

After  delecting  mora  data,  NASA 
released  an  AprilaO,  1982  "End  of 
Mission  StateoMnt,"  which  indicated 
that  while  a  rise  in  stratoapharic 
temperatures  in  late  fanuaoy  apparently 
prevmted  severe  osone  depleticm  from 
occurring  in  the  Arctic  this  year, 
observed  ozone  leveb  were  nonetheless 
lower  than  had  previously  been 
recorded  for  this  time  of  year.  This 
informatian  has  further  increased  the 
Agency's  concern  that  significant  osme 
loss  mey  occur  over  populated  regioDS 
of  die  earth,  thus  expoaing  humans, 
plants  and  animals  to  harmful  levels  of 
UV-B  radiation,  and  adds  support  to  the 
need  for  further  efforts  to  limit 
emissions  of  anthropogenic  dilorine 
and  bromide. 

In  response  to  these  findings, 
President  Bush  announced  on  February 
11, 1992  that  the  United  States  would 
unilaterally  accelerate  the  phaseout 
schedule  far  ozone-dopleting 
substances,  and  ho  called  upon  other 
nations  to  agree  to  an  accelerated 
phaseout  schedule  as  welL  At  the 
Fourth  Meetii^  of  the  Parties  to  the 
Montreal  Frotoo^  held  in  Copenhagen, 
Denmark  on  Novonber  25, 1992,  die 
Parties  adopted  a  more  stringent 
phaseout  schedule.  Undw  the  new 
agreement,  CFC  production  will  be 
capped  at  25  percent  of  the  1986 
baseline  in  1994,  and  production  of 
CFCs,  carbcHi  tetradiloride,  and  methyl 
chloroform  for  all  but  essential  uses  wiU 
be  completely  jriMsed  out  by  1996. 
Production  of  halons,  except  for 
essential  uses,  will  be  phased  out  by 
1994.  EPA  has  begun  tne  rulemaking 
process  for  implementing  this 
accelerated  pbeseout. 

The  accriarated  phaseout  will  have  a 
significant  impact  upon  the  products 
affected  by  today's  rulemaking.  Hie 
combined  offsets  of  the  oxdsB  tax  and 
the  original  phaseout  schedule  have 
already  crsatsd  strong  incentives  for 


industry  to  find  sofastltutes  far  Class  I 
substances.  In  fact.  cnHient  U.S. 
production  of  Class  1  sobslMioes  is  more 
than  40  pevoent  below  Um  levels  set  by 
the  Mcmtrsd  Proloc^.  Hm  accelerated 
phaseout  will  signiilcaDtly  increase  the 
incentives  for  Cuss  I  simtance  users  to 
switch  to  ahemativee.  Consequently, 
even  where  a  particular  use  en  a  Ckss 
I  substmoe  is  not  included  in  the 
nonessential  products  ban,  die 
substance  in  question  will  rapidly 
become  scarce  and  expensive,  and 
industry  will  be  forced  to  find 
alternative  diemicals  or  processes. 

The  accelerated  phaseout 
dramatically  reduces  the  need  for 
aggressive  EPA  acti<Hi  under  section 
610.  When  Congress  passed  the  Clean 
Air  Act  AmMidments  of  1990,  it 
required  the  phaseout  of  the  production 
of  Qass  I  sulntences  by  the  year  2000. 
Consequently,  there  was  a  p«riod  of 
ei^t  yens  in  which  the  Cbss  I 
nonessential  products  ban  would  have 
had  an  effect  on  manufacturers  of  these 
products.  Hovrever,  the  Kfontreal 
Protocol  Parties'  decision  to  end 
production  of  CFCs  by  January  1, 1996 
means  that  the  ban  on  nonessential 
products  authorized  in  section  610(b)(3) 
will  only  be  in  efiiect  for  two  years 
before  the  complete  phaseout  takes 
effect.  As  a  result,  EPA  believes  that 
other  provisions  of  title  VI  provide  mora 
effective  and  efficient  means  of 
implementing  the  Act's  goals  of 
protecting  the  earth's  stratospheric 
ozone  layer. 

The  final  rule  reflects  this  belief  by 
banning  only  those  products  spedfled 
in  sections  610(b)  and  610(d)  uat 
contain  Class  I  substances.  Section 
610(dKl)  is  self-executing  and  bans  the 
sale  or  distribution  of  foam  and  aerosol 
products  containing  or  produced  with 
Class  n  substances  after  January  1. 1994 
unless  an  exception  is  granted  under 

Earagraph  610(d)(2).  The  Agency 
Blieves  that  aerosols  and  plastic 
flexible  and  packaging  foams  containing 
or  produced  with  Class  I  substances 
should  also  be  subject  to  the 
nonessential  products  ban  to  avoid 
providing  incentives  for  manufecturers 
to  revert  to  CFC  use  when  the  less 
environmentally  harmful  Qass  II 
substances  are  banned  in  these 
applications  aftn  January  1. 1994  under 
section  610(d).  Moreover,  the  Agency 
believes  that  ihB  use  of  CFCs  in  these 
two  sectors  is  nonessential;  as  discussed 
elsewhere  in  this  preamble,  a  niunber  of 
suAwtitutes  for  CFCs  have  already  been 
adopted  in  these  sertors.  The  fact  that 
the  affected  industries  have  already 
largely  made  the  transition  out  of  (3^ 
may  have  «KX)uraged  Congress  to  ben 
the  use  of  Class  II  substances  in  aerosols 


and  noninsulating  fcams  under  sactioB 

610(d)  of  the  statute. 

H.  ReqatrmaaOs  Umder  Section  6W 
1.  Chas  I  Products 

Title  VI  of  the  Act  divides  omne- 
depleting  chemicals  into  two  distinct 
clMses  based  on  their  ability  to  daitioy 
oaone  hi  the  stratosphere.  Qass  I 
substances  era  diose  sidMtancas 
identified  as  sudi  in  ssctioD  602,  as  well 
as  any  sobstancs  subssquentlv 
identified  that  has  an  ocoae  oepistiaD 
potential  (CH3P)  of  0.2  or  pwtar  (oaooa 
depletion  potential  reflects  the 
destructiveness  ol  an  osone-dqileting 
st^Mrtance  relative  to  CFC-11).  Claas  I  is 
comprised  of  CFCs,  halons,  caibon 
tetrachloride  and  mathyl  dilorofona. 
Class  n  substances  have  CMlPs  lower 
than  0.2;  at  thia  time.  Class  n  consists 
exclusively  of  HCFCs  (see  listing  notice. 
January  22, 1991;  56  FR  2420).  EPA  is 
ciuT«it}y  evaluating  other  substances  to 
determine  whether  th^  meet  the 
criteria  for  Class  I  or  Class  II  substances. 

Section  610(b)  of  the  Act  calls  on  EPA 
to  identify  nonessential  products  that 
release  Ctess  I  substances  into  the 
environment  (induding  any  releese 
during  manufacture,  use,  storage,  or 
disposal)  and  to  proh%it  any  person 
from  selling  m  distributing  any  such 
produd,  or  offering  any  sudi  produd 
for  sale  or  distribution,  in  interstate 
commerce. 

Section  610(b)  (1)  and  (2)  spedfies 
products  to  be  prohibited  under  this 
requiremmt,  induding 
"chlorofluorocarbon-propelled  plastic 
party  streamers  and  noise  homs"  and 
"chlorofluorocart>on-containing 
cleaning  fluids  for  noncommercial 
electronic  and  photographic 
equipment." 

Section  610(bK3)  extends  die 
prohibition  to  other  products 
determined  by  EPA  to  release  Class  I 
substances  and  to  be  noness«itiaL  In 
determining  whether  a  produd  is 
nonessential.  Q'A  is  to  consider  the 
following  criteria:  the  purpose  or 
intended  use  of  the  product,  the 
technological  availwility  of  substitutes 
for  such  produd  and  for  such  Class  I 
substance,  safety,  health,  and  other 
relevant  fadors. 

Section  610(a)  provides  that  EPA  is  to 
promulgate  fin^  regulations  for  the 
Class  I  products  ban  within  one  year 
after  enactment  of  the  Clean  Air  Ad 
Amendments  of  1990  (November  15, 
1991).  Section  610(b)  provides  that  24 
montiis  after  enactment  (November  IS, 
1992).  it  shall  be  unlawfiil  to  sell  or 
distribute  any  nonesasntial  produd  lo 
which  regulations  under  section  610 
apply.  Since  this  rulemaking 
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implementing  section  610(b)  has  been 
published  after  November  15, 1992, 
there  were  no  prohibitions  on 
nonessential  products  in  efiect.  This 
regulation  will  take  efiect  on  February 
16. 1993. 

2.  Class  n  Products 

Section  610(d)  (1)  states  Uiat  ailer 
January  1, 1994.  it  shall  be  unlawful  for 
any  person  to  sell  or  distribute,  or  offer 
for  sale  or  distribution,  in  interstate 
commerro— (A)  any  aerosol  product  or 
other  pressurized  dispense  which 
contains  a  Class  II  substance:  or  (6)  any 
plastic  foam  product  which  contains,  or 
is  manufactured  with,  a  Class  II 
substance.  Section  610(d)(2)  authori2»d 
EPA  to  grant  exceptions  to  the  Class  II 
ban  in  certain  circumstances. 

EPA  believes  that,  unlike  the  Class  I 
ban,  the  Class  II  ban  is  self-executing 
and  that,  consequently,  EPA  is  not 
required  to  promulgate  regulations 
within  one  year  of  enactment  under 
section  610  to  implement  the  Class  II 
ban.^  Section^lO(d)  bans  the  sale  of  the 
specified  Oass  II  products  without  any 
reference  to  required  regulations.  EPA 
believes  it  has  the  authority  to  issue 
regulations  as  necessary  to  implement 
the  Class  II  ban  under  sections  610  and 
301  of  the  Clean  Air  Act,  as  amended, 
and  intends  to  do  so  at  a  later  date  in 
order  to  establish  a  procedure  for 
granting  exceptions  under  section 
610(d)(2].  This  will  not,  however,  affect 
the  efiiective  date  of  the  Cass  II  ban. 
EPA  is  currently  in  the  process  of 
drafting  proposed  regulations  for  this 
piupose. 

3.  Medical  Products 

Section  610(e)  states  that  nothing  in 
this  section  shall  apply  to  any  medical 
devices  as  defined  in  section  601(8). 
Section  601(8)  defines  "medical  device" 
as  any  device  (as  defined^in  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (21  U.S.C 
321))  diagnostic  product,  drug  (as 
defined  in  the  Federal  Food,  Drug,  and 
Cosmetic  Act),  and  drug  delivery 
s>'8tem— (A)  if  sudi  device,  product, 
drug,  or  drug  delivery  system  utilizes  a 
Class  I  or  Class  II  subst^ce  for  which 
no  safa  and  effective  alternative  has 
been  developed  and,  where  necessary, 
approved  by  the  Commissioner  of  the 
Food  and  Drug  Administration  (FDA); 
and  (B)  if  such  device,  product,  drug,  or 
drug  delivery  system,  has,  after  notice 
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is  ottdMr  on  thi*  potot  Om  S«wto  Stataoiaal  of 
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and  opportunity  for  public  comment, 
been  approved  and  determined  to  be 
essential  by  the  Commissioner  in 
consiiltation  with  the  Administrator. 

The  FDA  currentiy  lists  12  medical 
devices  for  hiunan  use  as  essential  uses 
of  CFCs  in  21  CFR  2.125.  These  devices 
consist  of  certain  metered  dose  inhalers 
(MDIs),  contraceptive  vaginal  foams, 
intrarectal  hydrocortisone  acetate, 
polymyxin  B  sulfate-bacitracin-zinc- 
neomycin  sulfote  soluble  antibiotic 
powder  without  exdpients  for  topical 
use.  and  anesthetic  drugs  for  topical  use 
on  accessible  mucous  membranes  where 
a  cannula  is  used  for  application. 

No  medical  products  as  defined  above 
are  banned  by  the  provisions  of  today's 
rulemaking.  Today's  regulation 
specifically  exempts  medical  products 
contained  in  the  FDA's  list  of  essential 
uses  (21  CFR  2.125),  as  well  as  gauze 
bandage  adhesives  and  adhesive 
removers,  lubricants  for  pharmaceutical 
and  tablet  manufacture,  and  topical 
anesthetic  and  vapocoolant  products. 
Regulation  of  medical  products  may  be 
considered  at  a  later  date  tmder  the 
conditions  in  section  610(e)  and  section 
601(8). 

I.  Notice  of  Proposed  Rulemaking 

On  January  16, 1992.  EPA  published 
a  notice.of  proposed  rulemaking  (NPRM 
57  FR 1992)  addressing  issues  related  to 
the  prohibition  required  by  section  610 
of  the  Act  on  the  sale  or  distribution  in 
interstate  commerce  of  nonessential 
Class  I  products. 

In  developing  the  proposed  rule.  EPA 
was  assisted  by  a  subcommittee  of  the 
standing  Stratospheric  Ozone  Protection 
Advisory  Committee  (STOPAC).  The 
STOP  AC  consists  of  members  selected 
on  the  basis  of  their  professional 
qualifications  and  diversity  of 
perspectives  and  provides  balanced 
representation  bom  the  following 
sectors:  industry  and  business; 
academic  and  educational  institutions; 
federal,  state  and  local  government 
agencies;  and  environmental  groups. 
Since  its  formation,  the  STOPAC  has 
provided  advice  and  counsel  to  the 
Agency  on  policy  and  technical  issues 
related  to  the  protection  of  the 
stratospheric  ozone  layer. 

In  1990.  members  were  asked  to 
participate  in  subgroups  of  the  STOPAC 
to  assist  the  Agency  in  developing 
regulations  imder  the  new  requirements 
of  tiUe  VI  of  the  Clean  Air  Act,  as 
amended  in  1990.  To  date,  the 
Subcommittee  on  Nonessential  Products 
has  met  twice,  reviewing  two  in-depth 
briefing  packets  (contained  in  Docket 
A-91-39)  and  offering  comments  and 
technical  eniertise  on  the  January  16 
proposed  rule. 


In  its  NPRM.  EPA  proposed 
definitions  for  the  terms 
"chldrofluorocaibon."  "commercial." 
"consumer."  "distributor,"  "product." 
and  "release."  These  proposed 
definitions  woidd  apply  only  to 
legulations  under  section  610.  In 
describing  these  definitions.  EPA 
discussed  the  legal  and  policy  aspects  of 
the  various  options  considered,  "rhe 
NPRM  also  discussed  at  great  length  the 
criteria  used  to  determine  whether  a 
product  was  nonessential  under  section 
610(b)(3).  The  proposed  rule  listed  the 
products  identified  as  nonessential  by 
the  statute,  as  well  as  the  products 
which  the  Agency  proposed  to  identify 
as  nonessential.  The  proposed  rule 
called  for  banning  the  sale  or 
dlrtribution  of  the  CFC-containing 
products  specifically  mentioned  in  the 
statute,  and.  in  addition,  plastic  flexible 
or  packaging  foams  and  all  aerosol 
products  except  seven  uses  which  were 
specifically  identified.  The  NPRM  also 
explained  EPA's  decision  to  include 
aerosols  and  pressurized  dispensers 
containing  CFCs,  as  well  as  plastic 
flexible  and  packaging  foams  produced 
with  CFCs  in  the  Class  I  nonessential 
products  ban.  Finally,  the  NPRM 
requested  comments  on  whether  halon 
fire  extingiiishers  for  residential  use 
should  be  banned  as  nonessential 
products. 

1.  Specified  Class  I  Products 

a.  CFC-propelled  plastic  party 
streamers.  EPA  found  only  one  t)rpe  of 
product  that  fits  the  description 
"chlorofluorocarbon-propelled  plastic 
party  streamers"  as  set  forth  in  section 
601(b)(1).  String  confetti  is  a  household 
novelty  product  comprised  of  a  plastic 
resin,  a  solvent,  and  a  propellent  mixed 
together  in  a  pressurized  can.  When  the 
dispensing  nozzle  is  depressed,  blowing 
action  converts  the  resin  into  plastic 
foam  streamers  and  propels  them  a  few 
feet.  Once  popular  at  cltildren's  parties, 
string  confetti  was  commonly  known  by 
its  commercial  name  "silly  string." 

String  confetti  was  origmally 
manufactured  using  CFC-12  as  the 
blowing  agent.  However,  EPA  is 
tmaware  of  any  company  that  ciurenUy 
uses  CFCs  in  this  type  of  product.  The 
use  of  CFC-12  in  string  confetti  was  not 
prohibited  by  EPA's  1978  aeroool  ban 
because  tedmically  the  CFC  also  served 
as  an  active  ingredient  in  the  product 
and  not  exclusively  as  an  aerosol 
propellant.  Manufocturers  switched 
initially  to  hydrocarbon  systems  but, 
due  to  flammability  concerns,  have 
since  moved  to  HCFC-22  systems. 
HCFC-22  is  a  Class  II  substance  with  an 
ozone  depletion  potential  of  0.05  (one 
twentieth  that  of  CPC-12)  (see  listing 
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notice  of  ozone  depleting  substances  56 
FR  2420:  fonuary  22, 1991). 

EPA  believes  that  since  the  excise  tax 
and  production  limits  on  CFCs  will 
continue  to  raise  their  cost,  it  is  unlikely 
that  they  would  again  be  used  to  propel 
string  confetti.  Nonetheless,  as  required 
by  the  statute,  the  proposed  rule  called 
for  a  prohibition  on  this  sale  or 
distribution  of  any  CFC-propelled 
plasticparty  streamers. 

b.  CFC-propelled  noise  homs.  A  noise 
bom  is  generally  regarded  as  a  product 
from  wfaJch  the  high  dispensing 
pressure  of  a  propellent  produces  a  loud 
piercing  sound  that  can  travel  long 
distances.  EPA  is  aware  of  several 
products  that  could  fit  the  description  of 
"noise  homs"  in  section  610(b)(10), 
including  marine  safety  noise  horns, 
sporting  event  noise  homs,  personal 
safety  noise  homs,  wall-mounted 
industrial  noise  homs  used  as  alarms  in 
factories  and  other  work  areas,  and 
intruder  noise  homs  used  as  alarms  in 
homes  and  can. 

In  the  past,  many  boatere  used  noise 
homs  propelled  by  CFC-12  to  meet  U.S. 
Coast  Guard  regulations  requiring 
vessels  of  all  sizes  to  carry  a  noise- 
making  signalling  device.  One  of  the 
largest  manufactiirera  of  such  "marine 
safety"  noise  homs  reported  that  all  of 
its  bom  products  except  for  the  smallest 
canister  (2.1  ounces)  had  either  been 
reformulated  to  use  HCFC-22  or 
dropped  from  its  product  line. 
According  to  this  manufacturer,  the 
reason  that  CFC-12  is  still  used  in  its 
smallest  canister  is  that  the  Department 
of  Transportation  (DOT)  has  not  yet 
approved  a  canister  of  that  size  to 
accommodate  the  different  pressure  of 
HCFC-22. 

The  use  of  CFC-12  in  noise  homs  was 
not  prohibited  by  the  1978  aerosol  ban 
because  the  CFC  served  as  the  sole 
ingredient  in  the  product  and  not 
merely  as  a  propellent.  EPA's  report 
Alternative  Formulations  to  Reduce  CFC 
Use  in  U.S.  Exempted  and  Excluded 
Aerosol  Products  [Alternative 
Formulations)  states  that  as  of 
September  1989,  "several 
manufacturere"  of  noise  homs  had 
switched  from  CFC-12  to  HCFC-22. 
Noise  homs  propelled  with  HCFC-22 
meet  or  exceed  all  Coast  Guard 
requirements  and  are  available  in 
canisters  as  small  as  4.5  ounces.  EPA 
believes  that  4.S  ounce  canisters  are 
sufHciently  small  to  satisfy  consumer 
needs  for  all  recreational,  boating, 
automotive  and  home  uses,  and  should 
not  cost  significantly  more  than  the 
currently  available  2.1  ounces  size  that 
uses  CFC-12.  Other  altemative 
propellents  forlioise  homs  include 
HCFC-142b  (in  a  mixture  with  HCFC- 


22),  hydrocarbons,  and 
hydrofluorocaibon  (HFC)-134a. 
Hydrocarbons  have  not  been  commonly 
tised  due  to  flammability  concems. 
HFC-134a  appeare  promising  as  a  non- 
chlorinated  substitute  that  unlike 
HCFC-22  poses  no  threat  to  the  ozone 
layer.  HFC-134a  has  recently  become 
available  in  limited  commercial 
quantities.  EPA  beUeves  that  the  current 
and  potential  availability  of  effective 
substitutes  (including  either  the  use  of 
a  diffisrent  propellent  or  a  slightiy  larger 
canister  pending  DOT  approval  of  the 
smallest)  indicates  Congressional  intent 
to  prohibit  the  sale  and  distribution  of 
any  CFC-propelled  noise  homs, 
including  those  which  serve  as  safety 
devices. 

Other  products  propelled  with  CFCs 
that  appear  to  fit  the  description  "noise 
homs"  in  section  610(b)(1)  include 
sporting  event  noise  homs,  personal 
safety  noise  homs,  wall-mounted 
industrial  noise  homs  used  as  alarms  in 
factories  and  other  work  areas,  and 
intruder  noise  homs  used  as  alarms  in 
homes  and  cars.  The  availability  of 
substitutes  for  these  other  noise  bom  , 
products  is  similar  to  that  of  the  marine 
safety  noise  homs.  In  fact,  the  same 
noise  horn  product  may  perform  several 
of  the  uses.listed  above. 

As  with  the  party  streamera,  EPA 
believes  that  the  excise  tax  and  the 
limits  on  supply  have  raised  the  prices 
of  CFCs  so  much  that  it  may  already  be 
more  economical  to  use  substitutes  in 
noise  homs.  Nevertheless,  in  the 
January  16, 1992  NPRM,  EPA  proposed 
to  ban  all  noise  homs  propelled  with 
CFCs,  as  required  by  the  statute. 

c.  CFC-containing  cleaning  fluids  for 
noncommercial  electronic  and 
photographic  equipment.  Cleaning 
fluids  are  generally  used  to  remove 
oxides,  contaminants,  dust,  dirt,  oil, 
airbome  chemicals,  fingerprints,  and 
fluxes  (the  waste  produced  during 
soldering)  from  electronic  and 
photographic  equipment.  These  fluids 
are  currently  comprised  of  CFCs, 
HCFCs,  methyl  chloroform  or  alcohols, 
either  alone  or  in  mixtures. 

EPA  identified  several  products  that  it 
considered  to  be  CFC-containing 
cleaning  fluids  for  the  uses  described  in 
section  610(b)(2).  These  products  fall 
into  four  broad  categories:  solvent  wipes 
containing  CFC-1 13  (pre-moistened 
cloths),  liquid  packaging  containing 
CFC-113  (applied  with  a  cloth  or  other 
applicator),  solvent  sprays  containing 
CFC-113  and/or  CFC-1 1  (sprayed  from 
a  pressurized  container  throu^  a  nozzle 
or  tube),  and  gas  sprays  containing 
CFC-12  (pressurized  fluid  released  as  a 
gas  to  physically  blow  particles  from  a 
surface).  These  cleaning  fluid  products 


include  tape  and  computer  disk  head 
cleanera,  electronic  circuit  and  contact 
cleanera,  film  and  negative  cleanos, 
flux  removen,  and  camera  lens  and 
computer  keyboard  dustera. 

EPA  beUeves  that  the  tax  and  the 
limits  on  supply  are  providing  an  ever- 
increasing  incentive  for  iisera  of 
noncommercial  cleaning  fluids  to 
switch  from  products  containing  CFCs 
to  altematives.  Nevertheless,  the 
January  16, 1992  NPRM  proposed  to  ban 
the  nonconunerdal  use  of  these 
products,  as  required  by  the  statute. 

2.  Criteria 

Section  610  authorizes  the 
Administrator  to  identify  and  ban 
nonessential  products  in  addition  to 
those  specifically  addressed  in  the  Act. 
In  keeping  with  Congressional  intent, 
EPA  examined  products  that  were  not 
specifically  adcfressed  in  the  statute. 
Section  610(b)(3)  provides  that  in 
examining  these  products,  the 
Administrator  consider  the  purpose  or 
intended  use  of  the  product,  the 
technological  availability  of  substitutes 
for  such  product  and  for  such  Class  I 
substance,  safety,  health,  and  other 
relevant  factora.  The  statute  reouires 
EPA  to  consider  each  criterion  but  does 
not  outUne  either  a  ranking  or  a 
methodology  for  comparing  their 
relative  importance,  not  does  it  require 
that  any  minimum  standard  within  each 
criterion  be  met.  EPA  considered  all  of 
these  criteria  in  determining  whether  a 
product  was  nonessential.  In  addition, 
EPA  reviewed  the  criteria  used  in  the 
development  of  its  1978  ban  on  aerosol 
propellent  uses  of  CFCs  under  the  Toxic 
Substances  Contit)l  Act  (TSCA).  All  of 
these  criteria  are  discussed  below. 

a.  Criteria  in  the  1978  Ban.  The 
criteria  used  by  EPA  to  determine  which 
products  should  be  exempted  fiom  the 
1978  ban  as  "essential  uses"  were:  (1) 
"Nonavailability"  of  altemative 
products;  (2)  economic  significance  of 
the  product,  including  the  economic 
effects  of  removing  the  product  from  the 
market;  (3)  environmental  and  health 
significance  of  the  product:  and  (4) 
effects  on  the  "quality  of  life"  resulting 
fit)m  no  longer  having  the  product 
available  or  from  using  an  altemative 
produce  (See  Essential  Use 
Eteterminations— Revised,  1978).  These 
criteria  are  in  many  ways  comparable  to 
those  included  in  section  610. 

The  background  document  supporting 
the  1978  ban  states  that  when  granting 
"essential  use"  exemptions,  EPA 
believed  that  no  single  factor  was 
sufficient  to  determine  that  a  product  or 
particular  use  was  essential.  The  lack  of 
available  substitutes  alone,  for  example, 
was  not  sufficient  for  EPA  to  exempt  a 
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product  Th«  product  alto  liod  to 
provide  an  important  aocietsl  benefit  to 
obtain  an  "eaawitial  use"  axamption.  If 
an  alternative  did  exist  however.  EPA 
decided  that  this  product  or  use  was  not 
"essential."  and  tnat  it  was  not 
necessary  to  make  any  jodgemants 
concerning  the  other  crileria. 

In  other  words,  if  EPA  determined 
that  an  aaxveol  product  had  an  available 
alternative,  EPA  did  not  need  to  make 
a  determination  on  whether  its  purpose 
was  or  was  not  important  in  order  to 
deny  any  petition  for  exemption  for  that 
product  under  tfie  1978  rule. 

b.  Chtena  in  the  Clean  Air  Act 
Amendments  of  JflO*— 1.  The  Purpose 
of  Intended  Use  of  the  Product.  EPA 
interprets  this  criterion  as  relating  to  the 
importance  of  the  product  specifically 
whether  the  product  is  sufficiently 
important  that  the  benefits  of  its 
continued  production  outweigh  the 
associated  danger  from  the  continued 
use  of  a  Class  I  ozone-depleting 
substance  in  it.  or  alternatively,  whether 
the  prodact  is  so  unimportant  that  even 
a  lack  of  available  sub^tutes  might  not 
prevent  the  product  from  being 
considered  nonessential.  For  example. 
the  statute  seems  to  indicate  that  the 
purpose  or  intended  use  of  medical 
products  is  important  enough  to 
preclude  EPA  from  banning  as 
nonessential  any  medical  product 
without  an  "effective  alternative."  and 
that,  conversely,  perty  streamers  are  not 
important  enough  to  warrant  the 
continued  use  of  CFCs  regardless  of  the 
availahihty  of  substitutes. 

However,  the  other  examples  of 
nonessential  products  cited  by  Congress 
for  EPA  to  bea  at  a  minimum  do  not 
provide  as  clearK:ut  an  illustration  of 
this  criterion.  Noise  horns,  for  example, 
are  primarily  used  far  safety  reasons. 
Nor  is  the  use  of  cleaning  fluids  on 
noncommercial  photographic  and 
electronic  equipment  generally 
considered  to  be  frivolous.  EPA  believes 
that  these  examples  of  nonessential 
products  provided  by  Congress  show 
that  while  it  is  critical  to  consider  the 
purpose  or  intended  use  of  a  product 
along  with  the  other  specified  criteria. 
Congress  did  not  intend  to  limit  EPA's 
authority  to  consideration  of  only  the 
intended  use. 

A  possible  corresponding  criterion 
from  the  1978  aerosol  ban  is  the  eEect 
on  the  "quality  of  life"  of  no  longer 
having  the  product  available  or  of  using 
an  alternative.  As  discussed  above,  the 
product  had  to  provide  an  important 
societal  benefit  for  EPA  to  grant  an 
exemption  from  the  1978  ban.  even  if 
the  product  did  not  have  an  available 
alternativa  Consequttitly.  in  the  Class  I 
nonessential  products  ban  under  section 


610(b)(3).  EPA  considflvad  the 
contribution  to  the  quality  of  life  of  a 
product  using  a  Class  I  siibataaoe.  the 
impact  of  compelling  a  transition  to  a 
nibfitituie  rhemiral  or  prooeaa.  and  dM 
impact  of  the  product's  removal  bom 
the  market  ahcgrthar.  in  evaluating  this 
criterion. 

The  distinction  betvraen  a 
"nonessential  product"  and  a 
"nonessential  use  of  Class  I  substances 
in  a  product"  is  also  lelefvant  to  this 
criterion.  While  foam  cuahinning 
products  for  beds  and  furniture  are  not 
"frivolous,"  for  example,  the  use  of  a 
Class  I  substance  in  the  procass  of 
manufacturing  foam  cushioning  where 
substitutes  are  readily  available  could 
be  considered  nonessential.  EPA 
believes  that  the  extent  to  which 
manufacturers  of  a  product  have  already 
switched  out  of  Class  I  substances  is  a 
relevant  indicator  for  this  criterion.  For 
example,  the  Agwicy  believes  that  in 
sectors  where  the  grant  majority  of 
manufacturers  had  already  shifted  to 
substitutes,  the  use  of  a  Class  I 
substance  in  that  product  may  very  well 
be  nonessential;  EPA  is  also  aware  that 
in  certain  subsectors.  the  continued  use 
of  CFCs,  despite  the  imposition  of  the 
excise  tax  and  the  impending 
production  phaseout,  may  indicate 
failure  to  meet  one  or  more  of  the 
criteria  for  nonessentiahty.  such  as  the 
technological  availability  of  substitutes. 
Consequently,  EPA  carefully  examined 
sectors  in  which  most  of  the  market  had 
switched  out  of  CFCs. 

2.  The  Technological  Availability  of 
Substitutes.  EPA  interprets  this  criterion 
to  mean  the  existence  and  accessibility 
of  ahemative  products  or  alternative 
chemicals  for  use  in.  or  in  place  of. 
products  releasing  Class  I  substances. 
EPA  believes  that  the  phrase 
"technological  availability"  may 
include  both  currently  available 
substitutes  (i.e.,  presently  produced  and 
sold  in  commercial  quantities)  and 
potentially  available  substitutes  (i.e.. 
determined  to  be  technologically 
feasible,  environmuitally  acceptable 
and  economically  viable,  but  not  yet 
produced  and  sold  in  commercial 
quantities).  However.  EPA  considered 
the  current  availability  of  substitutes 
more  compelling  than  the  potentiai 
availability  of  substitutes  in  datumining 
whether  a  product  was  nonessential. 

The  corresponding  criterion  from  the 
1978  ban  is  the  "nonavailability  of 
alternative  products."  In  its  supporting 
documentation.  EPA  stated  that  this  was 
the  primary  criterion  for  detaonining  if 
a  product  has  an  "essential  use"  under 
the  1978  rala.  EPA  emphasized, 
however,  tfiat  the  absanra  of  an 


available  ^tamaliva  did  not  akaia 
disqualify  a  preduct  from  hafaig  banned. 

tIm  awailaoUity  of  subatitulas  is 
deariy  a  (TMcal  critanon  for 
dalarminiBgif  a  product  is  nouaanofitial. 
In  certain  oases,  a  auhstitute  that  is 
tadinok^icaUy  feastt>la. 
aovironmmitaUy  acceptable  and 
economically  viable,  but  not  yet 
produced  acid  sold  in  commercial 
quantities,  may  meet  this  critwion.  EPA 
brieves  that  where  suhetitotes  are 
raadily  avail^e.  the  use  of  cootroUad 
substuioes  could  be  considarad 
nonesaantial  even  in  a  product  that  b 
extremaly  important. 

It  should  be  noted,  however,  that  EPA 
does  not  nacaasarily  advocate  all 
substitutes  that  are  currently  being  used 
in  place  of  CFCs  is  the  products  EPA 
ideDtifiasas  nonessential.  Some 
manufacturers  have  switched  &t»m  CFCs 
to  substitutes  that  may  have  serious 
health  and  safety  concerns.  EPA  will  be 
loddng  carefully  at  the  relative  risks 
and  merits  of  different  substitutes  for 
ozone^e{deting  substances  as  it 
implements  section  612  (SNAP).  On  the 
other  hand,  EPA  wants  to  reassure  the 
public  that  the  section  610  and  the 
section  612  rulemakings  will  not,  akher 
intoitionally  or  inadvertently,  leave 
manufacturers  or  consumers  without 
appropriate  subelanoes  for  eadi 
essential  use. 

3.  Safety  and  Health.  EPA  mteiprets 
these  two  criteria  to  mean  the  effects  on 
human  health  and  the  environment  of 
the  products  releasing  Class  I  substances 
or  their  si^stitutes.  in  evaluating  these 
criteria,  EPA  confidered  the  dirwct  and 
indirect  afiects  of  product  use,  and  the 
direct  and  indirect  effects  of 
alternatives,  such  as  ozone-depletion 
potential,  flammabihty,  toxicity, 
corrosiveaess,  energy  efficiency,  ground 
level  air  hazards,  and  other 
environmental  iactors. 

If  any  safety  or  health  issues 
prevented  a  substitute  from  being  used 
in  a  given  product,  EPA  then  considered 
that  substitute  to  be  "unavailable"  at 
this  time  for  that  ^ledfic  product  or 
use.  As  new  infonnation  becomes 
avail^le  on  the  health  and  safety  effects 
of  possible  substitutes,  EPA  may  re- 
evaluate determinations  made  regarding 
the  noneseantiahty  of  products  not 
covered  in  today's  nilemakiog  or.  as 
stated  above,  the  Agency  may  take 
action  under  section  612. 

4.  CXher  Relevant  Factors.  Section 
610(bK3)  does  not  qMcify  that  EPA 
must  consider  the  economic  impact  of 
banniag  a  product,  as  in  the  1978  ban. 
but  the  Agency  did  consider  the 
economic  impact  of  such  an  action  as  an 
"other  relevant  factor."  EPA  believes 
that  it  has  the  authority  under  section 
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610(b)(3)  to  consider  any  relevant 
factors,  including  costs,  in  determining 
whether  products  are  nonessential. 

In  considering  the  immediate 
economic  impact  of  banning  the  use  of 
a  Class  I  substance  in  a  product,  EPA 
attempted  to  compare  the  cost  of  the 
possible  substitutes  and  the  cost  of  the 
Class  I  substance,  including  the  effects 
of  the  excise  tax  and  the  limits  on 
production  and  importation  under  the 
Clean  Air  Act,  when  this  information 
was  available.  EPA  believes  that  in 
many  cases  the  tax  and  supply  limits 
have  already  provided  a  compelling 
incentive  for  manufacturers  using  Class 
I  substances  to  switch  to  substitutes. 
EPA  also  considered  the  available 
information  on  manufecturing  costs 
associated  with  using  substitutes  or 
switching  to  alternative  market  lines. 
Finally,  EPA  attempted  to  assess  the 
societal  costs  of  eliminating  the  product 
altogether  where  appropriate. 

Another  relevant  lactor  that  EPA 
considered  was  the  impact  of  state  or 
local  laws  prohibiting  the  use  of  certain 
substances  commonly  used  as 
substitutes  for  ozone-depleting 
chemicals.  For  example,  Massachusetts, 
New  Jersey  and  California  all 
specifically  limit  the  use  of  methylene 
chloride,  which  is  used  as  a  CFC- 
substitute  for  some  flexible  foam 
products.  Other  areas  have  limits  on  the 
general  emissions  of  volatile  organic 
compounds  (VOCs).  If  the  only  available 
substitute  for  the  use  of  a  Class  I 
substance  in  a  product — including  both 
alternative  chemicals  and  product 
substitutes — ^was  a  chemical  whose  use 
was  prohibited  in  certain  areas,  EPA 
considered  substitutes  to  be  unavailable 
for  that  product  in  those  areas.  As  stated 
above,  however,  the  lack  of  available 
substitutes  did  not  automatically 
disqualify  a  product  from  being 
prohibited  as  nonessential. 

Finally,  after  publication  of  the 
proposed  rule.  EPA  received  comments 
on  a  niunber  of  products  not  specifically 
covered  in  the  proposed  rule.  A  number 
of  these  products,  such  as  tobacco 
expanded  with  CFCs  and  closed  cell 
pclyurethane  foam  used  as  a  flotation 
foam,  may  meet  the  criteria  for 
designation  as  nonessential  products 
subject  to  the  Class  I  nonessential 
products  ban.  EPA  believes,  however, 
that  it  would  be  inappropriate  to 
include  new  product  categories  in  the 
ban  which  were  not  considavd  by  the 
proposed  rule.  Consequently,  today's 
rulemaking  covers  only  products 
included  in  the  January  16. 1992 
proposed  rule.  EPA  has  the  authority  to 
consider  designating  as  nonessential 
other  products  which  release  ozone- 
depleting  substances  in  futiue 


rulemakings,  however,  and  the  Agency 
may  consider  such  action  if  at  a  later 
date  EPA  determines  that  these  products 
satisfy  the  criteria  for  nonessentiality. 
In  evaluating  products  for  inclusion 
in  the  Class  I  nonessential  products  ban, 
EPA  considered  all  of  the  criteria 
described  above.  Any  one  of  the  criteria 
outlined  above  could  be  the  deciding 
factor  in  relation  to  all  other  factors  in 
determining  whether  a  product  was.  or 
was  not.  covered  under  the  ban. 

3.  Other  Products 

In  determining  which  products  to 
prohibit  under  section  610(b)(3).  the 
Agency  considered  every  major  use 
sector  (although  not  each  individual 
product  or  brand)  of  each  Class  I 
substance  (CFCs,  halons.  carbon 
tetrachloride  and  methyl  diloroform), 
including  refrigeration  and  air 
conditioning,  solvent  use.  fire 
extinguishing,  foam  blowing,  and 
aerosol  uses.  Based  on  this  review,  the 
Agency  identified  three  broadly  defined 
products  for  further  preliminary 
evaluation:  aerosol  products  and 
pressiirized  dispensers  containing  CFCs. 
plastic  flexible  and  packaging  foams, 
and  halon  fire  extinguishers  for 
residential  use.  EPA  then  analyzed  these 
three  sectors  in  more  detail  before 
preparing  the  January  16, 1992  NPRM. 

£PA  had  reason  to  beUeve  that  in  each 
of  these  sectors  two  important 
conditions  existed:  substitutes  were 
already  available  for  the  product  or  the 
Class  I  substance  used  or  contained  in 
that  product;  and,  either  the  afiiected 
indiistry  had,  for  the  most  part,  moved 
out  of  the  Class  I  substances  or  the 
market  share  of  products  using  or 
containing  Class  I  substances  was  small 
and  shrinking. 

In  addition,  in  the  case  of  aerosols 
and  plastic  flexible  and  packaging 
foams,  section  610(d)  imposes  a  self- 
effectuating  ban  on  the  sale  or 
distribution  of  such  products  containing 
or  produced  with  Class  II  substances 
after  January  1, 1994.  The  Agency  was 
concerned  that  failure  to  ban 
nonessential  products  containing  or 
produced  with  Class  I  substances  in 
these  use  sectors  would  provide  an 
incentive  for  the  affected  industries  to 
switch  back  to  the  use  of  Class  I 
substances  after  that  date,  resulting  in 
increased  damage  to  the  environment. 

In  the  January  16, 1992  NPRM.  EPA 
proposed  to  ban  the  sale  or  distribution 
of  aerosols  and  pressurized  dispensers 
containing  CFCs  and  plastic  flexible  and 
packaging  foams  manufactured  with 
CFCs.  In  addition,  it  requested  public 
comment  on  the  advantages  and 
disadvantages  of  including  residential 
home  fire  extinguishers  in  the  ban,  but 


it  did  not  propose  including  these 
products  in  this  rulemaking.  The 
reasoning  behind  EPA's  dedsion  is 
described  in  greater  detail  below. 

Refrigeration  and  air-conditioning, 
including  mobile  air-conditioning, 
represent  the  largest  total  use  of  Class  I 
substances  in  the  United  States  (31.8 
percent  weighted  by  ozone-depletion 
potential  in  1987).  Substances  are 
available  for  some  refrigeration  and  air- 
conditioning  products.  EPA  believes 
that  substitutes  for  some  uses,  like 
refrigerant  in  motor  vehicle  air 
con^tioners,  are  already  available,  and  - 
that  the  affected  industries  are 
switching  to  these  alternatives  (the 
major  automobile  companies,  for 
example,  axe  introducing  new  models 
which  use  HFC-134a  rather  than  CFC- 
12  in  their  air  conditioning  systems). 
However,  potential  substitutes  for  other 
refrigeration  and  air-conditioning  uses 
are  still  being  evaluated.  For  example, 
HCFC-123  has  been  proposed  as  a 
replacement  for  CFC-11,  but  toxicity 
testing  of  HCFC-123  has  only  recently 
been  completed. 

EPA  did  not  include  prohibitions  on 
the  use  of  Class  I  substances  in 
refrigeration  or  air  conditioning  in  the 
proposed  rule  because  conclusions  on 
the  appropriate  substitutes  were  not 
anticipated  to  be  available  within  the 
time-fi«me  of  this  rulemaking. 
Accordingly,  EPA  could  not  conclude 
that  any  refrigeration  or  air  conditioning 
uses  were  nonessential  at  the  time  of 
proposal.  The  industry  continues  to 
investigate  chemical  substitutes  for 
CFCs  in  deep  freeze  applications,  as 
well  as  substitutes  for  CFC-114  and 
CFC-115.  EPA  plans  to  specifically 
address  refrigeration  and  air- 
conditioning  uses  of  Class  I  substances 
under  its  upcoming  section  608 
regulations  to  require  the  recovery  and 
reuse  of  refrigerants  in  these 
applications. 

Solvent  uses  of  Class  I  substances, 
including  commercial  electronics  de- 
fluxing,  precision  cleaning,  metal 
cleaning  and  dry  cleaning,  also 
represent  a  significant  use  in  the  U.S. 
(21.7  percent  weighted  by  OIM»  in  1987). 
Industry  has  identified  potentially 
available  substitutes  for  nearly  all  of  the 
thousands  of  products  currently 
manufactured  with  Class  I  solvents,  and 
many  companies  have  already  phased 
out  the  use  of  CFCs  in  certain  products. 

EPA  did  not  address  solvent  use  in 
the  proposed  regulations  because  the 
sheer  number  of  products  and  the  range 
of  potential  substitutes  (each  with 
specific  technical  and  health  and  safety 
issues)  made  it  impossible  for  EPA  to 
conclude  that  substitutes  are  currently 
available  for  any  of  these  specific  uses. 
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suMlHKH  n  W  sniBpinniBB 
appliorfi«M  in  to  initial  i«vi«w 
HdoM  «•  witWy  «Md  in  fif* 
extiagaMriBg  sjrilemt  today.  Thew  file 
extingaictateg  VfAams  include  both  total 
flooding  Bjf^umt  (suck  ••  stationary  fire 
HupimasiioB  tystoms  in  kgga  connwrter 
facilities)  Mid  sUiiiliig  syMeMS  (such 
as  haad'-Md  fin  Mtinsuislwrs).  In 
evaluatiag  ponibU  nonaasntitisl  uses  of 
halons  ia  fire  fighting,  tha  Agaacy 
divided  Ike  fire  piatactian  sector  into 
six  braad  and  uaaa:  (1)  Residential/ 
ConsuflMr  Streaming  Agaots.  (2) 
CoBUBaadal/Indiutrial  Streaming 
Agasits,  (3)  Military  Streaming  Agents. 
(4)  Total  Fioodins  Agnte  fer  Occupied 
Ann,  (S)  Total  Flooding  Agents  far 
Unoccupied  Anas,  and  |6)  Exploaian 

Inertion. 
Ahiaau^  faalona  are  axtremely 

effective  at  fighting  &as,  they  have 
extreasaly  hi^  OOPs.  hi  fact,  although 
total  baloa  production  (measured  in 
metric  tana)  compcisad  )ust  2  percent  of 
the  total  preductioo  of  Class  I 
substances  in  1986,  hakms  repteeeDted 
23  peicant  of  the  total  estimated  ozone 
dapietioB  potential  of  CFCs  and  halons 
combioad.  Cjonsequently,  halons  in  fire 
extinaoisiBng  aqnipment  represent  a 
sigmfioant  use  sector  in  tenns  of  ozone 
depleting  peleirtial,  and  the  Agency  has 
worked  ciosaly  with  iadusUy  and  the 
military  to  wtnfr*—  kalon  emissions 
and  encouisge  a  rapid  transition  to 
acceptable  s^Mtitutes.  Halon  recycling 
and  oaakxag  is  instramental  in  reducing 
hakm  amissiiini  and  tnll  extend  the 
availability  of  these  chemicals  past  the 
phaseout. 

The  fire  protactian  community  has 
made  cansidarri^  progress  in  adopting 
alternatives  to  hakas  in  fire  protection 
applicattoBB.  Moat  laoent  efforts  to 
devdoy  sAatitutas  far  hakm  lave 
ioouad  arimarily  on  hriocaiban 
chemifJk  bat  saaarai  "dtsmativa" 
sgents  svck  as  watat,  laibon  dioadde, 
foam,  and  dry  r*«— ■•'^^  are  ahaady  in 
1  use  as  fin  axtingtnshants 


wi , 

and  can  ka  axpectsd  to  find  use  as 
auLalittas  far  halons  in  masiy 
appBoatians. 

SnfaatllafeBS  far  halans,  whatkar  otlm 
hatocBifaona  ar  ritsmaiivBS  andh  as 
water,  AauU  meat  faor  ganaral  criteria 
to  provida  a  basis  far  dstamrining  that 
the  naa  <tf  kafan  in  laaideBtial  five 
extingoiskaBS  is  ■anaasBDtial.  They 
must  be  afiactiTa  fire  protactiaa 


tkayanstkaaaan , 

envsnaiBantal  iaoact.  day  nraat  ka«s  a 
low  tooddity.  and  mny  nmat  faa  lalrtiaaly 
clean  arvolatiia.  In  addiHtiw.  tkny  fiat 
ba  ooounorcisUy  avaiUbla  aa  a  baton 

leailsi  aiBimt  in  tka  near  irtura. 

Yheaxdaetaxonkalansisackedalad 
to  lisa  from  M^  par  poond  to  $13.65 
per  pound  far  faafan  1211  and  $43  JO 
par  pound  farkahin  1301  in  1M4.  EPA 
ntictpates  tint  this  dfamatic  incraaaa  in 
the  price  of  halons  will  provide  a 
significant  economic  incentive  for 
consumers  to  shift  from  hal(ms  to 
available  stdiatitutes,  smI  for  prodncars 
to  develop  brioB  substitutss  and 

substitute  products. 
Aftsr  its  initial  asviaw  of  this  usa 

sector,  EPA  oondadad  that  wfaila 
satisfactory  subatztutas  ware  not  yet 
available  in  most  oanunanial  and 
military  applications  within  the  ^ort 
statutory  time-frame  of  this  rulemaking, 
certain  substitutes  were  already 
commercially  available  for  hand-hdd 
halon  fire  extinguishers  in  residential 
settings.  Consequently,  the  Agency 
decided  to  evaluate  this  applicadon 
more  closely  in  order  to  determine 
whether  residential  fire  axtinguishars 
containing  laalon  should  be  designatBd 
nonessential  products,  or  wtiMhar  the 
continued  use  of  haltms,  despite  the 
imposition  oi  the  excise  tax  and  the 
impending  productioD  phaseout, 
indicated  that  this  a|^>lication  did  net 
meat  the  critaria  for  nonessentiality. 
With  this  and  in  mind,  tiie  propoeed 
rule  requested  comments  on  whether 
these  prod  acts  met  the  criteha  for 
nonassentiaiity  as  well  as  whether,  due 
to  the  eoccise  tsx  on  oeone-dapletisg 
substances,  Venning  ^lesa  prodiKls 
would  be  nnnecessary  in  order  to 
effectuate  the  statutory  goal  of  removing 
such  products  from  interstate 
comoaaice. 
EPA  considered  aerosols  and 

ftressurizad  dispensers  likely  candidates 
or  designation  as  nonessential  products 
because  a  great  deal  of  information  on 
sirixtitutas  far  CFCs  in  these 
applications  already  existed.  Research 
on  substitutes  for  CFCs  in  aerosol 
appjications  began  in  the  1970s  in 
response  to  the  early  studies  on 
stretoapfaeric  oaoae  depletion  aad  the 
1978  ban  OB  the  Mse  of  CFCs  as  aerosol 
propellsBts.  Conseouently.  extensive 
data  already  existed  on  posaiUe 
airiistitulas  for  most  remaining  aerosol 
nsas.  ETA's  evaluation  concaitfrated  on 
prgdv^"**  which  had  been  aiwirnfitad  or 
BBcduded  from  the  1478  ban  on  CFC 
proprilsots  bacausa  thaae  products  ware 
the  flidy  ■niaininfl  legal  applications  ef 
CFCs  hi  Ikis  aaa  sactar. 

The  1976  aerosol  ban  prahibiled  the 
manaiacttoe  of  aaieaol  products  using 


CFCs  sa  psoprilants.  Other  uaaa  of  CFCs 
in  anaaala  (such  M  advanlB.  adbva 
ingi  u  a  sta.  ar  sola  kipadisnf s)  uwaa 
not  indndii  te  tka  tan.  in  addkioQ. 
cBTtaki  "mtmtM  mm"  ofCTGsas 
aeraaol  nnipalbints  ware  aaamptad  from 
the  bsn  beonsa  no  adaqnate  st^Mtikitsa 

■vailaUaittkeltea. 

itkBi«kthaaaaofCPCs 
in  aeraaob  was  ladncad  diMlfadly  by 
the  1«78  baa.  ^B  praductian  of  a 
number  of  qiadfk:  asroaol  paodads 
containing  CFCs  is  stin  feosL  Tbase 
prodnds  indoda:  metaradfdoaa  inhalant 
drugs:  oofifcraoeptiva  vaginal  foam; 
tufancants  for  the  aroductian  of 
phamacautical  tablets;  nedical  aolvants 
siich  as  bandage  adbaeivea  and  abusive 
removers;  ridn  ddUars  far  nwdiod 
purposes;  asroeol  tire  inflators;  moid 
release  agents:  lubriossts,  coating  aad 
deaning  fluids  for  industrial/ 
institutianal  applications  to  electronic 
or  electrical  equipment;  special-use 
pestiddes;  aerosols  for  the  maintenance 
and  operation  of  aircraft;  aerosols 
mcessary  for  Ae  military  preperedness 
of  the  United  States  of  America; 
diamond  grit  spray;  single-ingredient 
dustere  and  freeze  sprays;  noise  boms; 
mercaptan  stench  warning  devices: 
presstsized  drain  openere:  aerosol 
polyurethane  foam  dispensers;  and 
whipped  toipping  stabilizers.  After 
examining  the  available  information 
(see  Background  Document  on 
Identificatian  of  Nonessential  Products 
that  Release  Class  I  SiAmtances  and 
Ahemative  Formulations  in  Dod»t). 
EPA  ooncteded  Aat  satisfadory 
siAistitutes  were  avaflable  for  most  uses 
of  CPCs  in  aerosols  and  pressurixad 
dispensers.  As  a  result,  uie  Agnocy 
proposed  banning  all  uses  of  CPCs  in 
aerosols  and  pressurized  dispensers 
except  for  certain  products,  sudi  as 
medical  devices,  that  it  specifically 
exempted. 

EPA  axamined  the  use  of  Class  I 
subetaaces  in  foam  products,  relying 
heavily  on  the  lasearch  coodudad  for 
the  1001  Ihiitad  Nations  Environmant 
Prograauae  (UNEP)  technical  options 
report  OB  foams  (see  Tedmical  QptJoos 
Report).  Ilia  UNEP  report  divided 
po^urethana  foan  into  three  major 
categoriea:  rigid  foam,  fiaxiblaiaam.  and 
intaoal  skin  foaaa.  If  futhar  subdivided 
ri^apolyurathaae  loams  into  foactional 
oategorier  open  cell  packMtng  loam 
and  doaed  oell  insalatiag  foam.  EPA 
used  the  same  oat^arias  in  the  sedioa 
010  nikimaHnfl  flannd  rr  *^*-  -~*"— ^^ 
the  AasBcy  propoaad  prohibiting  the 
■saaTCFCsififlaidklaaadpacka^Bg 
fbaiH  Inlhe  NPSlil  Hm  Agsncy 
fbcuaad  <»  tkasa  foam  sectors  due  to  the 
dear  availaWkty  efaabstitutas  auck  as 
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watarUovm  foam,  rafonnulated  foams, 
and  ahaniattva  chawtcals  such  aa 
HCFC-22  and  OMdiylsns  dikrkU.  EPA 
did  not  proposa  to  nrahibit  die  uas  of 
CFCs  in  innilating  foam,  expanded 
polystyrene  foam,  ptrfyvin^d  chloride 
foam,  or  integnl  sUn  ioanL  The  ieason» 
for  this  decision  are  deacrihed  below. 

EPA  did  not  pn^Miaa  the  inchiaitm  of 
insttlatina  fDams  manufactured  with 
CFCs  in  the  Class  I  nonessantial 
products  ban.  Aldiough  fisadble  and 
packaging  foams  have  cunently 
available  substitutes,  the  UNEP 
techninl  options  lepott  estimated  that 
the  elimination  of  CTCs  in  insulating 
foams  would  not  be  technical  feasible 
until  1995  in  developed  countries.  Rigid 
insulating  foams  using  CFCs  wrera 
exempt  from  the  excise  tax  in  1990,  and 
they  are  subject  to  a  reduced  tax  until 
1994.  The  required  ban  on  the  use  of 
Class  n  substances  in  foem  jmHlucts  in 
section  610(d)  also  qwcifically  exempts 
insulating  foains.  As  s  result.  EPA 
proposed  banning  only  flexible  and 
packaging  foams  in  the  NPRM.  The 
Agency  intoids  to  address  insulating 
foams  under  the  section  612 
rulemaking. 

While  polyvinyl  chloride  foam  and 
expanded  polystyrene  fosm  could  be 
considered  flexible  snd  pykaging 
foams,  EPA  did  not  prt^KMe  banning 
products  made  with  expanded 
polystyrene  foam  or  polyvinyl  chl<Hide 
foam  in  the  NPRM  because  the  1991 
UNEP  report  indic^es  that  CFCs  were 
never  used  in  the  production  of  either 
expanded  polystyrene  or  polyvinyl 
chloride  foams.  As  a  resuU.  Q>A 
believes  that  it  is  unnecessary  to 
formally  prohibit  the  use  of  CFCs  in 
these  products,  and  the  Agency  did  not 
include  them  in  the  propped  Class  I 
nonessential  products  ban.  However, 
EPA  reserves  the  right  to  take  action  in 
the  future  under  this  section  to  prohibit 
as  nonessential  the  use  of  CFCs  in  these 
products  should  it  eppear  spwopriate. 

EPA  also  considered  induoing 
integral  skin  foam  in  the  Class  I 
nonessential  products  bsn.  The  UNEP 
report  treated  polyurethane  int^ral  skin 
foam  as  a  separate  category  distinct  from 
rigid  insulating,  rigid  packaging,  and 
flexible  foams.  In  preparing  the 
prc^KMed  rule,  EPA  utilized  the  same 
categories  as  the  1991  UNEP  technical 
options  report  on  foams.  Consequently, 
EPA  does  not  consider  integral  skin 
foam  to  be  a  "flexible  or  packaging 
foam."  Integral  skin  foam  is  used  in  a 
number  of  applicatioDS.  including  motor 
vehicle  safsty  applications,  as  suggested 
by  section  eiO(d)(3)(B).  EPA  was  not 
able  to  conclusivriy  determine  in  the 
time  available  that  adequatesubstitutes 
for  integral  skin  foam,  or  for  the  use  of 


CFCs  in  the  pnducticm  of  integral  ddn 
foam,  were  aveil^de.  As  a  rssuk.  EPA 
did  not  include  Aem  in  the  psopoeed 
Class  I  nonesesntial  producta  ban. 
However.  EPA  must  ad(faeaa  integral 
skin  foams  in  its  rulemaking  for  the 
Class  n  nonessential  producta  ban. 
Section  610(dM2)(B)  exaaspla  faitagial 
skin,  rigid,  or  aemi-figid  ioam  utinxad  to 
provide  for  motor  vekide  safsty  in 
accordance  with  Federal  Motor  Vehicle 
Safety  Standards  where  im>  edequate 
subrtitute  substance  (other  than  a  Class 
I  or  Class  II  sidistance)  is  practicable  for 
effectively  meeting  such  Standards  from 
the  nonessential  fvoduds  ban  on  fbama 
containing,  or  manufecturad  with,  Qaas 
n  substances.  The  Agancy  leeerros  the 
right  to  take  action  undsr  section  610  to 
prohibit  the  use  of  CFCs  in  integral  skin 
foams  at  that  time,  or  some  other  future 
time,  if  necessary. 

EPA  did  not  pr<qK)se  banning  any 
products  releaidng  the  other  Class  I 
substances  (hakms,  carbon  tetrachloride 
and  methyl  chlorofnm)  in  the  NPRM, 
although  it  requested  comments  on  the 
need  to  ban  halon  fire  extinguishers  for 
residential  use  (for  a  discussion  of 
halons,  see  the  preceding  discussion  in 
this  section,  as  well  as  secti<«  IILB.S.  in 
today's  preamble).  EPA  estimates  that  in 
the  United  States  today,  most  carbon 
tetrachloride  is  consumed  in  the 
production  of  CFCs.  The  nonessential 
products  ben  is  directed  at  specific  end 
uses,  not  feedstocks,  and  therefore,  the 
Agency  has  decided  not  to  take  action 
on  this  chemical  under  section  610. 
Methyl  chloroform,  also  a  Class  I 
chemical,  is  widely  used  as  a  solvent  for 
metal  cleaning,  in  adhesives  and 
coatings,  and  in  aerosols.  Methyl 
chloroform  is  used  in  thousands  of 
diffiarent  products.  EPA  believes  that 
substitutes  are  available  for  many  of  the 
current  iises  of  methyl  chloroform,  but 
these  substitutes  could  not  be 
thoroughly  evaluated  writhin  the  time 
constraints  established  in  the  Act. 
Consequently,  EPA  could  not  ccmclude 
that  any  such  uses  were  nonessentiaL 
Thus.  EPA's  im>poaed  rule  did  not  cover 
many  use  sectora  or  products  which  use 
methyl  chloroform.  Nevertheless,  EPA 
has  reason  to  believe  that  substitutes 
exist  for  a  number  of  these  apphcations, 
and  many  of  these  uses  of  me&yl 
chlorofcHm  may  be  addressed  in  the 
Agency's  section  612  rulemaking. 

EPA  will  further  analyze  the  sectora 
described  above  on  whidi  it  has 
insufficient  information  at  this  time  snd 
may  take  further  regulatory  action  to 
ban  uses  in  such  sectora  as  appropriate 
once  the  agmcy  obtains  suffiident  data. 

EPA  selected  the  product  sectora 
identified  in  today's  notice  far  the 
following  reasons.  First.  EPA  believes 


th^  they  all  clearly  fit  the  czitsria 
specified  by  sectioa  6l0(b)0)  baaad 
upon  infarmatioii  end  anahrsis  die 
Agency  alrsady  hed  or  couM  obtain 
within  the  tight  reguletory  time-freme 
required  by  uw  statute.  In  feet.  aD  the 
idmtified  products  are  relatively  well- 
defined,  have  oommetdally  available 
aHamativea.  and  have  bean  the  sul^ect 
of  prior  fisdsral  or  stste-level 
rulemakings  or  vcduntary  sgreemsnts  to 
limit  the  use  of  ozone-depleting 
substances. 

EPA  also  took  into  considsration  the 
prohibition  reouirsd  bv  section  610(d) 
on  cntain  proaucts  reraasing  Class  n 
substances,  which  goes  into  efisct  in 
1994.  EPA  is  concerned  thet  benwing  the 
use  of  Class  n  substances  in  oartain 
products  in  1994.  while  permitting  the 
use  of  the  more  harmful  Qass  I 
substances  in  the  same  products,  could 
provide  an  environmentally  harmful 
incentive  that  encourages  the  use  of 
Class  I  substances  over  Class  S 
sub^ances.  Thus,  the  statutory 
prohibition  in  sectiim  BlO(d)  provided 
further  direction  in  choosing  products 
on  which  to  focus  at  this  time  under 
section  610. 

As  a  result  of  this  process,  the  NPRM 
proposed  prohibiting  the  sale  and 
distribution  of  flexible  and  packaging 
foam  using  CFCs  and  aerosols  and  other 
pressurized  dispensera  containing  CFCs. 
Below,  EPA  defines  these  product 
categories  aiui  then  presents  an 
overview  of  how  each  one  meets  the 
criteria  specified  by  section  610(bX3) 
and  discussed  i^xive  in  section  I.L1. 
More  detailed  analyses  of  the  "other" 
products  to  be  prohibited  are  provided 
in  the  background  dociiments 
accompanying  this  rulemaking  (see 
Docket  A-91-39). 

a.  Flexible  and  packaging  foam  using 
CFCs.  CFCs  have  been  wklely  used  in 
the  production  of  a  variety  of  foam 
plastics.  CFC-11.  -12.  -113,  and  -114 
nave  all  been  used  as  blowing  agents  in 
the  manufacture  of  foam  products  sudi 
as  building  and  appliance  insulation, 
cushioning  products,  packaging 
materials,  and  flotation  devices. 
According  to  the  1991  UNEP  Flexible 
and  Rigid  Foams  Technical  Cations 
R^>ort.  the  foam  plastics  industry  used 
approximately  174,000  metric  tons  of 
CFCs  worldwide  in  1990,  a  35  percent 
drop  from  the  industry's  estimated  CFC 
consumption  in  1986.  The  UNEP  report 
also  estimates  that,  of  the  CFCs 
consumed  by  the  foam  plastics  industry, 
approximately  80  percent  were  used  in 
building  and  appliance  insulation  while 
the  remaining  20  percent  found  use  as 
blowing  agents  in  apphcations  sudi  as 
packaging,  c\ishioning  and  flotation.  In 
the  United  States,  CFC  use  in  many 
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foam  types  has  decreased  dramatically 
since  1986.  In  some  applications, 
especially  in  flexible  and  packaging 
toams,  most  manufacturers  have  already 
phased  out  the  use  of  CFCs  completely. 

CFCs  have  been  widely  used  as 
blowing  agents  in  the  manufacturing 
process  of  many  foam  products  because 
they  possess  suitable  boiling  points  and 
vapor  pressures,  low  toxicity,  and  very 
low  thermal  conductivity;  in  addition, 
they  are  non-flammable,  non-reactive, 
and,  until  the  introduction  of  the  excise 
tax  and  production  limits,  cost-effective. 
The  excise  tax  levied  by  Congress  in 
1989  significantly  raised  the  price  of 
CFCs  (except  for  use  in  the  manufacture 
of  rigid  insulating  foam,  which  was 
exempt  from  the  tax  in  1990  and  is 
subject  to  a  greatly  reduced  tax  of 
approximately  $0.25  per  pound  until 
1994).  and  as  a  result,  foam 
manufacturers  have  switched  to  non- 
CFC  substitutes  in  many  areas. 

Even  before  the  tax  went  into  effect, 
several  groups  of  foam  manufacturers, 
including  the  Foodservice  and 
Packaging  Industry  and  the 
Polyurethane  Foam  Association,  made 
significant  voluntary  efforts  in 
cooperation  with  the  Agency  and 
several  environmental  groups  to 
eliminate  or  reduce  the  use  of  CFCs  in 
their  products  ahead  of  the  required 
phaseout  timetable.  In  addition,  one 
industry  group  has  worked  with  the 
Agency  to  develop  and  make  available 
an  in-depth  description  of  technical 
options  to  achieve  these  reductions  (see 
Handbook  for  Eliminating  and  Reducing 
Chlorofluorocarbons  in  Flexible  Foams). 
Among  the  many  commonly  used 
substitutes  for  CFCs  in  flexible  and 
packaging  foam  are  HCFCs. 
hydrocarbons  and  methylene  chloride 
(See  below  for  hirther  discussion  of 
these  substitutes). 

The  1991  UNEP  technical  options 
report  provides  information  on  potential 
substitutes  for  the  entire  foam  industry 
by  foam  type.  Each  type  of  foam  has  a 
distinct  set  of  product  and  process 
application  n^ds;  for  example,  an 
important  distinction  exists  between 
foam  plastics  where  the  cells  are  closed, 
trapping  the  blowing  agent  inside,  and 
those  with  open  cells  which  release  the 
blowing  agent  during  the  manufacturing 
process. 

For  the  purposes  of  today's 
rulemaking,  EPA  identifies  the 
following  categories  as  "flexible  and 
packaging  foam:"  Polyurethane  flexible 
slabstock  and  molded  foams,  open  cell 
rigid  polyurethane  packaging  foam, 
polyethylene  foam,  polypropylene  foam 
and  extruded  polystyrene  sheet  foams. 
The  included  polyurethane  foams  are 
open  cell  thermosetting  foams,  where 


the  blowing  agent  is  mixed  with 
chemicals  which  react  to  form  the 
plastic  The  other  included  foams  are 
closed  cell  thermoplastic  foams,  where 
the  blowing  agent  is  injected  into  a 
molten  plastic  resin  which  hardens 
upon  cooling. 

EPA  first  suggested  the  pMsibility  of 
banning  flexible  and  packaging  foams  In 
its  December  14. 1987  Proposed  Rule 
(52  FR  47489)  and  again  in  its  August 
12. 1988  Advanced  Notice  of  Proposed 
Rulemaking  (53  FR  30604).  Of  the  foam 
types  identified  as  "flexible  and 
packaging."  EPA  believes  that  the 
producers  of  polyurethane  flexible 
molded  foam,  open  cell  rigid 
polyurethane  poiued  foam, 
polyethylene  foam,  polypropylene  foam 
and  extruded  polystyrene  sheet  foam 
have  already  eliminated  the  use  of 
CFCs.  EPA  also  believes  that  CFC 
emissions  from  the  manufacture  of 
flexible  polyurethane  slabstock  foam 
can  be  reduced  to  zero  because 
manufacturers  have  largely  converted 
ftt)m  CFCs  to  readily  available 
substitutes  and  are  currently  exploring 
alternative  technologies. 

EPA  proposed  prohibiting  the  sale 
and  distribution  of  flexible  and 
packaging  foams  using  CFCs  in  the 
January  16, 1992  NPRM  primarily 
because  CFC  use  has  already  largely 
stopped  in  these  foam  types  following 
voluntary  efforts  and  the  imposition  of 
the  excise  tax.  In  addition,  the  Agency 
believes  that  if  CFCs  are  not  prohibited 
in  flexible  and  packaging  foams,  the 
self-effectuating  1994  ban  on 
noninsulating  foam  products  made  with 
or  containing  Class  II  substances  could 
set  up  an  environmentally  harmful 
incentive  for  foam  manufacturers  who 
have  not  switched  out  of  CFCs  to 
continue  to  use  them,  or  for  those  using 
HCFCs  to  switch  back  to  CFCs. 

In  making  its  determination  that 
flexible  and  packaging  foams  are 
nonessential.  EPA  examined  their 
purpose  and  intended  use.  Flexible  and 
packaging  foams  are  used  in  furniture 
and  upholstery,  transport  and  protective 
packaging,  cushioning,  protective  wrap, 
food  containers,  and  flotation  devices. 
EPA  does  no  consider  the  purposes  of 
flexible  and  packaging  foams 
"frivolous." 

EPA  determined,  however,  that 
adequate  substitutes  for  CFCs  in  the 
production  of  flexible  and  packaging 
foams  were  indeed  available.  Substitute 
options  currently  being  used  in  flexible 
and  packaging  foams  vary  depending  on 
the  foam  type  in  question.  Options  for 
,    flexible  polyurethane  slabstock  foam 
production  include  increased  foam 
density  or  the  use  of  more  water  in  the 
production  process,  as  well  as  the 


substitution  of  acetone,  HCFCs,  methyl 
chloroform,  and  methylene  chloride. 
Other  near-term  alternatives  available  to 
ehminate  CFCs  in  flexible  polyurethane 
slabstock  foam  include  new  polyol 
technology  which  increases  softness 
with  little  or  no  CFC  use  and  "AB" 
technology  which  uses  formic  acid  to 
double  the  quantity  of  gas  generated  in 
the  reaction  of  isocyanate  with  water. 
Alternatives  for  the  production  of  other 
flexible  and  padmging  foams  include 
hydrocarbons,  carbon  dioxide,  or 
HCFCs.  EPA  believes  that  the  fact  that 
the  great  majority  of  manufacturers  of 
these  products  have  already  switched 
our  ofCFCs  to  commercially  available 
substitutes  indicates  that  the  use  of 
CFCs  in  this  product  area  is 
nonessential. 

There  are  a  number  of  safety  and 
health  issues  associated  with  the 
possible  substitutes  for  CFCs  in  the 
production  of  plastic  flexible  and 
packaging  foams;  however.  EPA  believes 
that  with  the  proper  precautions,  each 
of  these  alternatives  can  be  used  safely. 

Methylene  chloride  is  classified  by 
EPA  as  a  B2  (probable  human) 
carcinogen  with  an  Occupational  Safety 
and  Health  Administration  Permissible 
Exposure  Umit  (OSHA  PEL)  of  25  parts 
per  million.  Af^)ropriate  worker  health 
and  safety  practices  must  be  followed  by 
flexible  foam  manufactures  in  those 
states  that  allow  the  use  of  this 
chemical. 

Hydrocarbons  and  acetone  are 
flammable.  Manufacturers  must  take 
special  safety  precautions,  including 
appropriate  ventilation,  when  using 
these  substances.  Hydrocarbons  and 
acetone  are  also  volatile  organic 
compoimds  (VOCs)  which  can 
contribute  to  the  formation  of  groimd- 
level  air  pollution.  States  must  consider 
VOC  emissions  in  meeting  requirements 
of  State  Implementation  Plans  (SIPs)  to 
attain  the  ground-level  ozone  National 
Ambient  Air  Quality  Standards 
(NAAQS).  ^   , 

HCFCs  (particularly-141b)  and  methyl 
chloroform,  although  they  have  much 
less  effect  on  stratospheric  ozone  than 
do  CFCs,  have  measurable  ozone- 
depletion  potentials  (see  listing  notice 
56  FR  2420;  January  22, 1991).  In 
addition,  these  substances  may  be 
regulated  elsewhere  in  title  VI  (sections 
604.  605. 606.  608. 609.  611. 612.  and 
613). 

The  formic  acid  used  in  AB 
technology  creates  carbon  monoxide 
and  has  a  Ph  of  3.  so  it  too  requires 
special  care  in  handling. 

EPA  believes  that  none  of  the  healtb 
and  safety  issues  described  above 
should  preclude  the  prohibition  of  CFC 
use  in  flexible  and  packaging  foams 
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under  section  610.  Eadi  technology 

E resents  its  own  associated  set  of 
axards,  induding  the  use  of  CFCs.  The 
Agency  bdievas,  howersr,  that  if  the 
proper  piecaotiaaary  ttapa  are  taken, 
these  altemativee  can  ha  used  safisly. 
EPA  does  not  necnasarily  mdorsa  all  of 
the  substitutes  cairently  hetog  used  by 
maou&ctuien  in  place  of  CFCs  and 
intends  to  carefiilfy  examine  the  issue  of 
safs  altemativea  under  section  612. 

In  making  its  determination  to  classify 
flexible  and  padcaging  foams  as 
nonessential.  Q*A  also  considaed 
several  other  relevant  fKlors.  As  noted 
eaiiier,  the  mafority  of  flaodble  uid 
packaging  foam  manufsctiuers  have 
already  phased  out  the  use  of  CFCs.  The 
excise  tax  and  the  phaseout  of  CFR 
production  provide  significant 
incentives  ba  those  manufactures  still 
using  CFCs  to  switch  to  substitutes.  In 
addition,  the  accelnated  phaseout 
should  provide  manufsctums  with  an 
additional  incentive  to  move  out  of  the 
use  of  Class  I  substances  as  rapidly  as 
possible.  As  a  result.  EPA  anticipates 
that  the  future  economic  impact  from 
today's  rulemaking  will  be  minimal, 
even  for  small  businesses  (see 
Background  Document). 

Finally,  EPA  recognizes  that  some 
states  limit  the  use  of  methylene 
chloride.  Flexible  foam  manufactiuers 
still  using  CFCs  in  these  areas  would  be 
unable  to  use  this  particular  substitute 
in  the  production  of  su{>er4oft  and  low- 
density  flexible  foams.  EPA  recognizes, 
however,  that  several  substitute  options 
apart  from  methylene  chloride  (e.g.. 
mcxiified  polyols  and  water-blown 
foam)  are  ourently  in  use  or  will  be 
available  in  the  near  future  as 
substitutes  for  these  foam  types 
(production  of  flexible  slafa«tock  foam  is 
discussed  in  greater  detail  in  section 
in.B.2.b.).  Therefore,  EPA  proposed 
banning  the  use  of  CFCs  in  areas  where 
methylene  chloride  use  is  restricted,  as 
well  as  in  areas  where  it  is  not 

b.  Aerosols  and  other  pressurized 
dispensers  containing  CFCs.  In  the  past, 
CFCs  have  been  used  extensively  in 
aerosol  products  worldwide,  mainly  as 
propellants,  but  also  as  solvents  and 
diluents,  and  as  the  active  ingredients  in 
some  products.  In  the  mid-ig70s  the  use 
of  CPC-11  and  -12  in  aerosols 
accounted  for  60  percent  of  the  total  use 
of  these  chemicals  worldwide.  Due  to 
mandatory  and  voluntary  reduction 
programs  in  several  countries,  including 
the  1978  ban  in  the  United  States,  this 
use  has  been  significanUy  reduced. 
However,  in  1986,  aerosol  use  was  still 
substantial,  accounting  for  300,000 
metric  tons,  representbig  27  percent  of 
the  global  use  of  CFCs.  In  the  United 
States,  9870  metric  tons  were  used  in 


aerosols  exempted  or  excluded  from  the 
1978  ban,  representing  approximately 
2.5  percent  of  all  Qass  I  substances 
(weighted  by  oxooe-dqilatian  potential) 
in  1988. 

In  the  January  16, 1992  NPRM.  EPA 
defined  "aerosob  and  other  pressurized 
dispensers  containing  CFCs"  to  include 
both  propellent  and  nan-fm^Mllant  uses 
of  CTCs,  Propellant  uses  of  GPCs  were 
banned  by  EFA  in  1978,  except  for 
essential  uses.  Non-propeOant  uses  of 
CFCs,  such  as  solvent  use.  woe 
excluded  from  the  1978  ban.  EPA  has 
re-examined  all  of  the  products 
excluded  from  the  1978  ban,  as  well  as 
those  spedficaUy  exempted  from  the 
1978  ban.  EPA  bias  also  examined 
products  identified  by  commenters  to 
the  proposed  rule.  As  EPA  stated  in  its 
August  12, 1988  Advuioed  Notice  of 
Proposed  Rulemaking  (53  FR  30604), 
several  alternative  propellants  and 
delivery  systems  have  oeen  developed 
since  the  original  aerosol  exemptions 
were  granted.  In  addition,  many 
previously  exempted  or  excluded 
products  no  longer  use  CFCs  (see 
Alternative  Formxilatioos)^^ 

EPA  proposed  banning  CFCs  in 
aerosols  and  other  pressurized 
dispensers  primarily  because  a  variety 
of  substitutes  for  CFCs  are  now  widely 
available  and  currently  in  use.  In 
addition,  the  Agency  believes  that  it  is 
important  to  ban  the  use  of  CFCs  in 
aerosols  and  pressurized  dispensers  due 
to  the  ban  on  the  use  of  Class  n 
substances  in  such  products  under 
section  610(d). 

Section  610(d)  bans  the  sale, 
distribution,  or  ofliar  of  sale  or 
distribution  in  interstate  commerce  of 
aerosols  or  presstuized  dispensers 
containing  a  Class  II  substance  efEisctive 
January  1, 1994.  EPA  believes  that  if  the 
aerosols  and  other  pressurized 
dispensers  containing  CFCs  are  not 
included  in  the  Class  I  nonessential 
products  ban,  the  ban  on  aerosols  and 
pressurized  dispensers  containing  Class 
n  substances  in  1994  could  set  up  an 
environmentally  harmful  incentive  for 
manufacturers  who  have  not  switched 
out  of  CFCs  to  continue  to  use  them,  or 
for  those  using  HCFCs  to  switch  back  to 
CFCs.  Because  the  ozone  depletion 
potentials  of  CFCs  are  so  much  greater 
than  those  of  HCFCs,  the  continued  use 
of  CFCs  in  this  application  would  have 
a  significant  adverse  impact  on  the 
environment. 

In  making  its  determination  that  the 
use  of  CFCs  in  aerosols  and  pressurized 
containers  was  nonessential,  EPA 
locd^ed  at  the  purpose  or  intended  use 
of  these  products.  CFCs  have  been  used 
in  aerosol  products  and  other 
pressurized  dispenser  products  as 


propellants.  solvents,  diluents,  and 
active  ingredients.  Those  uses  exempted 
or  exduoed  from  the  1978  ban 
included:  metered  dose  inhalant  drugs; 
cmitiaceptive  vaginal  foam;  hrfvlcants 
for  the  productira  of  pharmaceutical 
tablets:  medical  solvents  such  as 
bandage  adhesives  and  adhesive 
removers:  skin  chillers  for  medical 
purposes;  aerosol  tire  inflators;  mold 
release  agents;  lubricants,  coatings,  and 
cleaning  fluids  for  indusfrial/ 
institutional  applications  to  electronic 
or  electrical  equipment;  special-use 
pesticides;  aerosols  for  the  tyintif  nra 
and  operation  of  aircraft:  aerosols 
necessary  iot  the  military  preparedness 
of  the  United  States  of  Amsrica 
(primarily  pesticides,  aircraft  and 
electronics  maintenance  products,  and 
specialty  lubricants);  diamond  grit 
spray;  single  ingredient  dusters  and 
freeze  sprays:  noise  h<»ns;  merceptan 
stench  warning  devices;  pressiirixed 
drain  openers;  aerosol  polyiuethane 
foam  dispensers;  and  whipped  topping 
stabilizers.  EPA  believes  that  the 
purposes  of  these  aerosols  and 
pressurized  dispmisers  are  generally  not 
"frivolous." 

However,  EPA  determined  that 
adeqviate  substitutes  for  CFCs  in  the 
production  of  most  aerosol  products  and 
presstuized  dispensers  were  indeed 
available.  EPA  believes  that  the  fact  that 
the  great  majority  of  manufacturers  of 
these  products  have  svritched  out  of 
CFCs  (see  Background  Document) 
indicates  that  the  use  of  CFCs  in  this 
product  area  is  nonessential. 

CurrenUy  available  substitutes  for 
aerosols  and  other  pressurized 
dispensers  include:  hydrocarbons 
(predominanUy  propane  and  butane); 
other  higher  priced/special  use 
flammable  gases  (dimethyl  ether, 
HCFC-142b.  and  HFC-152a); 
nonflammable  compressed  gases  (sudi 
as  carbon  dioxide,  nitrogen  oxide,  and 
HCFC-22,  alone  or  in  mixtures);  solvent 
substitutes  (methylene  chloride  and 
dimethyl  ether/water  mixtiues);  non- 
aerosol  spray  dispensers  (finger  pumps, 
trigger  pumps,  and  mechanical  pressure 
dispensers);  and  non-spray  dispensers  . 
(solid  sticks,  roll-ons,  brushes,  pads, 
shakers,  and  powders).  Potentially 
available  substitutes  fbr  propellant  and 
solvent  uses  of  CFCs  in  aerosols  and 
other  pressiuized  dispensers  include 
HCFCfr-123,  -124.  -141b.  142b.  and 
HFC-134a- 

In  evaluating  possible  substitutes  fbr 
CFCs  in  aerosols  and  other  preasurized 
dispensers.  EPA  relied  heavily  on 
existing  Agency  research  due  to  the 
short  statutory  timeframe  tor  this 
rulonaking.  especially  its  1989  report 
Alternative  Fonnulations  to  Reduce  CFC 
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Use  in  U.S.  Exempted  and  Excluded 
AeifMol  Product*.  The  UNEP  Technical 
Options  Committee  report  on  aerosols, 
sterilants  and  miscellaneous  uses  of 
CFCs  also  provided  valuable 
information  on  possible  substitutes  for 
CFCs  in  these  applications  (see 
Aerosols).  In  addition,  many 
commenters  requesting  exemptions  for 
specific  products  provided  Information 
on  possible  substitutes,  as  did  several 
commenters  opposed  to  exemptions  for 
specific  imxiucts. 

EPA  believes  that  manufacturers  have 
been  working  to  identihr  substitutes  for 
CFCs  in  all  of  their  product  areas. 
However,  there  are  several  products  for 
which  EPA  has  not  identified 
satisfactory  substitutes,  and  which,  in 
iu  January  16, 1992  NPRM.  EPA 
proposed  to  exclude  from  the  ban  on 
aerosols  and  other  pressvirized 
dispensers  containing  CFCs.  These 
products  are:  contraceptive  vaginal 
foams;  lubricants  for  pharmaceutical 
and  tablet  manufacture;  metered  dose 
inhalation  devices:  gauze  ban -'age 
adbesives  and  adhesive  removers: 
commercial  products  using  CFC-11  or 
CFC-113.  but  no  other  CFCs.  as 
lubricants,  coatings  and  cleaners  for 
electrical  or  electronic  equipment: 
commercial  products  using  CFC-11  or 
CFC-113,  but  no  other  CFCs.  as 
lubricants,  coatings  and  cleaners  for 
aircraft  maintenance  uses;  and 
commercial  products  using  CFC-11  and 
CFC-113  as  release  agents  for  molds 
used  in  the  production  of  plastic  and 
elastomeric  materials.  In  addition,  EPA 
received  information  during  the  public 
comment  period  about  the  lack  of 
available  substitutes  for  certain  products 
of  which  the  Agency  had  previously 
been  unaware,  such  as  red  pepper  safety 
sprays  and  document  preservation 
sprays.  EPA  considered  requests  for 
exemptions  for  these  products  while 
preparing  the  final  rule,  and  on  the  basis 
of  tnis  information  excluded  certain 
additional  aerospace  applications  of 
CFCs  from  coverage  in  today's 
rulemaking  (for  additional  information 
on  the  products  mentioned  above,  see 
Alternative  Formulations  and 
Background  Document). 

There  are  a  number  of  safety  and 
health  issues  associated  with  the 
possible  substitutes  for  CFCs  in  the 
production  of  aerosol  products  and 
other  pressurized  dispensers:  however, 
EPA  believes  that  with  the  proper 
precautions  these  alternatives  can  be 
used  safely. 

Hydrocarbons  are  flammable. 
Manufectxirers  and  consumers  must  take 
special  safety  precautions,  including 
appropriate  ventilation,  when  using 
these  substances.  Hydrocarbons  are  also 


volatile  organic  compounds  (VOQs 
which  can  contribute  to  the  formation  of 
groimd-level  air  pollution.  States  must 
consider  VOC  emissions  in  meeting  the 
requirements  of  State  Implementation 
Plans  to  attain  the  ground-level  ozone 
National  Ambient  Air  Quality 
Standards.  ..     ■ 

HCFCs  (particidarly  -141b)  and 
methyl  chloroform,  although  they  have 
much  less  effect  on  stratospheric  ozone 
than  CFCs.  do  have  measurable  ozone- 
depletion  potentials  (see  listing  notice 
56  FR  2420;  January  22. 1991).  In 
addition,  these  substances  may  be 
regulated  elsewhere  in  title  VI  (sections 
604,  60S.  606,  608,  609. 611. 612.  and 

613). 

Methylene  chloride  is  classified  by 
EPA  as  a  B2  (probable  human) 
carcinogen,  with  an  Occupational  Safety 
and  Health  Administration  Permissible 
Exposure  Limit  (OSHA  PEL)  of  25  parts 
per  million.  Appropriate  worker  health 
and  safety  practices  must  be  followed  by 
aerosol  ana  pressurized  dispenser 
manufacturers  in  those  states  that  allow 
the  use  of  this  chemical. 

EPA  believes  that  none  of  the  health 
and  safety  issues  described  above  are 
persuasive  enough  to  preclude  the 
identification  of  CFC-use  in  aerosols 
and  other  pressurized  dispensers  as  a 
nonessential  product  under  the 
requirements  of  section  610.  However. 
EPA  does  not  necessarily  advocate  all 
substitutes  currently  being  used  by 
manubcturers  in  place  of  CFCs.  EPA 
intends  to  carefully  examine  the  issue  of 
safe  alternatives  under  regulations  to 
implement  section  612. 

In  making  its  determination  to  classify 
aerosols  and  other  press\irized 
dispensers  as  nonessential,  EPA  also 
considered  several  other  relevant 
factors.  First,  most  propellent  uses  of 
CFCs  have  been  baiuied  already  under 
the  Toxic  Substances  Control  Act 
(TSCA)  since  1978.  Today,  aerosols  and 
pressurized  dispensers  containing  CFCs 
make  up  only  a  small  percentage  of 
existing  aerosol  products:  consequently, 
EPA  estimales  that  the  economic  impact 
of  banning  CFC  use  in  these 
applications  will  be  minimal  (see 
Background  Document).  Second,  the 
excise  tax  provides  an  ever-increasing 
economic  incentive  for  manufecturers  of 
aerosol  and  pressurized  dispenser 
products  which  were  exempted  or 
excluded  bom  the  1978  baihto  svritch  to 
substitutes.  In  addition,  the  accelerated 
phaseout  of  CFC  production  will  force 
most  manufecturers  to  convert  to 
substitutes  as  quickly  as  possible.  As  a 
result.  EPA  anticipates  minimal  future 
economic  impact  from  banning  aerosols 
and  other  pressurized  dispensers 
containing  CFCs  under  section  610. 


4.  Recordkeeping  Requiremento 

In  the  NPRM.  EPA  proposed 
recordkeeping  requirements  to  monitor 
compliance  with  the  ban  on  the  sale  or 
distribution  of  chlorofluorocarbon- 
containing  cleaning  fluids  for 
noncommercial  electronic  and 
photographic  equipment. 
Recordkeeping  was  one  of  four  options 
considered  by  EPA  for  restricting  the 
sale  of  these  products  to  commercial 
users.  These  options  were  described  in 
the  January  16, 1992  NPRM. 

The  first  option  would  have  required 
that  CFC-containing  cleaning  fluids  be 
sold  in  bulk.  However.  EPA  recognized 
that  some  commercial  users  needed 
only  small  quantities  of  these  products, 
and  that  the  bulk  sales  reqiiirement 
would  impose  a  significant  burden  on 
such  entities.  Moreover,  this  restriction 
would  raise  the  cost  of  these  products 
for  noncommercial  users,  but  it  would 
not  prevent  noncommercial  users  from 
purchasing  them. 

The  second  option  EPA  proposed  was 
to  prohibit  the  sale  of  CFC-containing 
cleaning  fluids  by  outlets  which 
primarily  serve  noncommercial  users. 
However,  as  with  the  first  option,  this 
restriction  would  not  prevent 
noncommercial  users  from  purchasing 
these  products.  In  addition,  it  would  be 
a  burden  on  commercial  users  who 
purchase  these  products  at  retail  outlets. 
Moreover,  it  would  be  difficult  to 
adeqiutely  define  retail  stores  that  are 
predominantly  oriented  to 
noncommercial  users. 

The  third  option  EPA  proposed  would 
have  required  that  stores  post  notices 
stating  mat  the  sale  of  these  products  to 
noncommercial  users  was  prohibited; 
alternatively,  EPA  considered  requiring 
warning  labels  on  containers  of  these 
cleaning  fluids  indicating  that  they  were 
intended  for  commercial  use  only.  EPA 
did  not  include  either  of  these 
provisions  in  the  proposed  regulatory 
language  because  neither  of  these 
alternatives  by  itself  would  have 
promoted  effective  EPA  enforcement  of 
the  ban  on  the  sale  of  thase  cleaning 
fluids  to  noncommercial  users.  In 
addition,  the  EPA  was  concerned  that 
the  labeling  requirement  would  be 
costly  and  unnecessarily  burdensome, 
given  that  sudi  products  are  already 
also  subject  to  section  611  of  the  Act 
Section  611  reouires  warning  labels  on 
containers  of  Class  I  or  Class  II 
substances  and  products  containing  or 
manufactured  with  Class  I  substances. 
Consequently,  in  its  NPRM.  EPA  opted 
for  the  fourth,  mc»e  restrictive  option 
presented,  which  proposed 
recordkeeping  requirements,  because 
this  was  the  only  option  considmed 
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which  EPA  believed  would  allow  the 
Agency  to  eRiBctively  enforce  the 
prohibition  on  the  sale  of  these  products 
to  noncommercial  users. 

The  NPRM  discussed  two  potential 
recordkeeping  regimes,  one  requiring 
annual  records  of  sales  to  commercid 
users  and  one  which  was  transaction- 
specific.  In  each  case,  sellers  woxild 
require  purchasers  to  provide 
identifying  information,  as  well  as  a 
commercial  identification  niunber,  in 
order  to  verify  that  the  products  were 
being  purchased  for  conunerdal  use; 
consumers  without  commercial 
identification  niunbers  would  be  unable 
to  purchase  CFC-containing  cleaning 
fluids.  Ck>mmerdal  identification 
numbers  were  defined  in  the  proposed 
rule  as  fisderal  employer  identification 
numbers,  state  sales  tax  exemption 
numbers,  or  local  business  license 
numbers.  In  a  transaction-specific 
system,  distributors  would  be  required 
to  record  the  purchaser's  identifying 
information,  transaction  dates,  and  the 
quantities  of  cleaning  fluids  which  were 
purchased:  in  addition,  distributors 
would  be  required  to  maintain  records 
of  their  own  purchases  of  these 
products.  In  this  way,  EPA  could 
compare  distributors'  sales  and 
purdiases  of  these  products  to  ensure 
compliance.  Under  an  annual 
recordkeeping  system,  distributors 
would  be  required  to  maintain  records 
of  commercial  purchasers  but  not  of 
individual  transactions.  As  a  result,  EPA 
would  be  unable  to  verify  through 
annual  recordkeeping  that  a  distributor 
had  sold  these  products  exclusively  to 
commercial  users.  EPA  proposed  a 
transaction-specific  recordkeeping 
requirement  in  the  proposed  rule,  but  it 
requested  comment  on  the  advantages 
and  disadvantages  of  annual  and 
transaction-specific  recordkeeping 
requirements  in  the  preamble. 

In  connection  vdth  the  exemptions 

bom  the  1978  ban,  EPA  imposed 

reporting  requirements  under  40  CFR 
712.4  for  those  products  which  used  a 
CFC  propellent.  These  reporting 
requirements  expired  in  1982.  Since 
that  time,  the  1978  ban  has  functioned 
efiisctively  without  specific  reporting 
requirements  concerning  the 
commercial  uses  of  these  substances. 
EPA  believes  that,  as  a  result  of  the  1978 
ban,  noncommercial  use  of  CFC- 
containing  aerosol  lubricants,  coatings, 
aircraft  maintenance  products  and  mold 
release  agents  is  curroitly  negligible, 
llierefore.  EPA  did  not  propose 
recordkeeping  requirements  in  these 
areas. 


D.  SunuBwy  oiCoinimwita 

A  public  hearing  on  the  proposed  rule 
was  held  on  January  31, 1992.  Six 
groups  presented  oral  comments  on  the 
proposed  requirements,  and  five  of  them 
submitted  written  comments  to  the 
Agency  as  well.  A  transcript  of  the 
hearing  is  contained  in  the  public 
docket  (see  Docket). 

The  Agency  received  a  total  of  190 
comments  on  the  proposed  rule  (see 
Docket).  Many  commenters  expressed 
support  for  the  proposed  rule,  and  some 
suggested  expanding  the  types  of 
products  covered.  Other  commenters 
criticized  the  scope  of  the  rule,  the 
criteria  for  determining  whether 
products  are  nonessential,  and  the 
citation  of  section  608  as  additional 
authority  for  restricting  the  use  of  Class 
I  substances.  A  number  of  commenters 
made  suggestions  regarding  record- 
keeping requiroments,  and  several 
requested  clarification  of  the  definition 
of  "interstate  commerce."  Finally,  a 
number  of  commenters  objected  to  the 
possible  inclusion  of  a  number  of 
products  in  the  ban,  such  as  self- 
pressurized  containers,  medical  devices, 
and  residential  halon  fire  extinguishers. 

m.  Responses  to  Major  Public 
Comments 

A  document  summarizing  the  public 
comments  to  this  rulemaking  and 
responding  folly  to  all  significant 
comments  is  available  in  the  public 
docket  for  this  final  rule  (see  Response 
to  Comments  for  Proposed  Rule  on 
Nonessential  Products  Made  with  Class 
I  Substances).  The  major  issues  raised 
by  the  commenters  and  the  Agency's 
responses  to  them  are  described  below. 

A.  Scope  and  Specific  Pmvisions  of 
Nonessential  Rule 

1.  Sup[>ort  for  the  Proposed  Rule 

A  number  of  commenters  expressed 
their  support  for  the  proposed  rule.  One 
commenter,  an  industry  group, 
supported  the  proposed  rule  in  its 
treatment  of  available  substitutes, 
consideration  of  other  relevant  factors, 
and  the  selection  of  other  products. 
Another  industry  group  supported  the 
Agency's  general  approach  and  actions 
in  proposing  to  ban  the  products  listed 
in  the  NPRM.  Many  commenters  wrote 
to  urge  EPA  to  ban  the  sale  or 
distribution  of  all  nonessential  Class  I 
and  Class  II  substances  as  soon  as 
possible. 

2.  Scope  of  Regulation 

Several  commenters  expressed  the 
opinion  that  the  scope  of  the  proposed 
rule  was  too  great.  In  several  sections  of 
the  regulations,  EPA  used  the  language 


"including  but  not  limited  to"  in 
describing  the  products  subject  to  the 
nonessential  products  ban.  See  sections 
82.66  (a),  (b),  (c),  and  (d).  Several 
commenters  indicated  that  this  language 
was  not  sufficiently  specific  to  describe 
the  products  subject  to  the  ban. 
especially  in  light  of  detailed 
descriptions  of  certain  subcategories 
that  followed  such  language  in  those 
sections.  These  commenters  suggested 
that  the  phrase  be  deleted  and  that  only 
specifically  listed  product  subtypes  be 
subject  to  the  ban. 

EPA  believes  that  it  is  appropriate  to 
use  the  phrase  "including  but  not 
limited  to"  in  describing  the  products 
subject  to  the  ban.  Section  610  clearly 
gives  EPA  the  authority  to  ban  all 
products  writhin  a  certain  category,  such 
as  cleaning  fluids  for  electronic  and 

Ehotographic  equipment.  EPA  could 
ave  simply  listed  the  overall  product 
categories  in  the  rule.  It  is  true  that  the 
rules  must  clearly  identify  those 
products  subject  to  the  b^,  and  that  the 
descriptions  cannot  be  overly  vague. 
However,  EPA  does  not  believe  that 
there  is  anything  vague  about  the 
descriptions  used  in  the  rule.  EPA 
believes  that  they  are  all  terms  with 
clear  meaning  in  the  industries  affect^ 
and  that  any  manufacturers  or 
distributors  will  know  if  they  are 
handling  a  product  that  falls  within  the 
ban. 

The  fact  that  EPA  specifically  listed 
certain  subcategories  of  the  larger 
product  categories  subject  to  the  ban 
does  not  in  any  way  render  the  overall 
product  category  descriptions  vague  or 
unclear.  EPA  concludea  that  it  would  be 
helpfol  to  manufacturers  and 
distributors  to  specifically  list  as  many 
product  subcategories  as  the  Agency 
could  identify  in  the  rule  to  aid  the 
public  in  identifying  products  subject  to 
the  ban.  EPA  attempted  to  be 
comprehensive  in  this  listing,  but  could 
not  be  sure  that  it  had  identified  all 
product  subtypes  within  the  overall 
product  categories.  The  "including  but 
not  limited  to"  language  is  included  in 
the  final  rule  to  clarify  that  all  products 
within  the  stated  product  categories  are 
subject  to  the  ban  on  sale  of 
nonessential  products. 

Several  commenters  stated  that  the 
Agency  does  not  have  the  authority 
under  the  Act  to  ban  the  use  of  CFCs  in 
aerosols.  However,  it  is  clear  from  the 
language  of  section  610  that  EPA  is 
authorized  to  examine  all  products 
which  result  in  the  release  of  Class  I 
substances  into  the  atmosphere  for  the 
purpose  of  determining  whether  they 
are  nonessential.  Under  section 
610(b)(3),  the  Administrator  has  the 
audiority  to  restrict  the  use  of  Class  I 
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substances  ki  prodocM  Ih*  Coogiws* 
did  not  spedficdly  oiN.  CBOgrew 
provkied  the  Agency  with  cri»«i«  to 
determine  whether  •  CJmb  I  ?»•*** 
AomM  be  banned  <di«cmwd  it  iBBtfa 
in  eection  ffiA.S.i.  end  EPA  has  arted 
within  theea  paramelOTt  la  considering 
products  for  their  eKgWMty  for  the 
noiiesaeatial  products  ban.  The  tact  Uwt 
CFC  uae  in  aa«>aob  is  regulated  by  Ae 
1978  fan  dees  mit  eflaot  CPA's  authority 
to  legttlato  any  aetoaol  «aea  exempted  or 
eicchided  firmn  that  tea  under  section 

610.  .        . 

One  coiBBwnter  feh  tba*  ttie 

broadeBing  of  aecti«i  «1«  was  not 
jurtiliwi  in  hght  of  the  Preaideot's  plan 
to  accelerate  the  pfaeseout  of  ozone- 
depleting  chemicals.  The  commenter 
obeerved  that  the  accelerated  phaseout 
would  ehminate  the  production  of  O^Ca 
by  the  end  of  1995,  only  a  short  time 
after  the  noneseential  products  ban 
takes  effect.  The  commenter  questioned 
whether  the  environmental  benefits  of 
the  ban  during  the  period  would  justify 
the  burden  associated  with  expanding 
its  scope.  As  stated  in  section  I.G.  of  this 
preamble,  EPA  agrees  with  the 
commenter  for  the  moet  part. 
Consequently.  EPA  has  limited  the 
scope  of  today's  rule  to  the  product 
categories  affected  by  the  Qass  H  ban 
and  those  CFC-containing  prtkhicts 
specifically  listed  in  the  statute.  While 
LPA  believes  that  accelerated  phaseout 
dates  will  do  much  to  protect  the 
stratospheric  ozone  layer,  the  Agency  is 
still  required  to  promulgate  regulations 
to  ban  thoee  uses  of  ozone-depleting 
chemicals  it  determines  am 
nonessential.  ffA  believes  that  there  is 
still  a  compelUng  argument  for  banning 
the  use  of  CFCs  in  aerosol  products  and 
plastic  flexible  and  packaging  foams 
[see  section  I.G.  of  today's  preamble). 
The  primary  reason  for  pnAiibiting  the 
use  of  CFCs  in  these  sectors  is  to  force 
tiiem  to  move  to  alternatives  other  than 
CFCs  and  HCFCs  prior  to  January  1, 
1994.  when  the  Class  n  nonessential 
products  ban  takes  effect. 

One  commenter  suggested  that  the 
scope  of  the  projjoseornile  was  too 
narrow,  and  that  other  use  sectors,  such 
as  solvents  and  loathyl  chloroform, 
should  be  included.  This  commenter 
cited  examplee  in  which  manufacturers 
had  leased  out  the  Class  1  substances  in 
TOrious  use  sectors  to  justify  expanding 
the  scope  of  the  rule.  EPA  is  aware  that 
substitutes  exist  for  certain  solvent 
applications  of  CFCs  and  particular  uses 
of  methyl  chioroform.  However.  EPA 
could  not  properly  evaluate  the 
tremendous  nnmbar  of  |>redncts 
manufactured  with  methyl  chhwdfomi 
widiin  the  sfaart  atatutory  time-frame  of 
this  rulemaking.  The  Agency  also  iaU 


that  it  could 

jBsas  adaquataly  i>  this  section  610 
rulemaking,  aiaca  they  also  find  u»  in 
large  aunbaisaf  applicatioDS.  The 
Agency  haUanas  that  the  daac  I 
substances  «ad  use  sectors  not 
addressed  in  this  ruleaaking  can  be 
addressed  moM  efifecdvaly  under 
sections  606  or  612.  Finally,  given  the 
nun^Mr  of  appUc^ioDS  to  be 
considered,  andgivaa  H»A's  prafouMd 
approach  of  addrassing  pcodvcts  and 
applications  by  uae  catflgory  lather  than 

inSvidually.  the  Agency  foals  it  would 
be  impractical  and  inconaiatant  to  ban 
products  based  axciusively  on  the 
example  of  individual  uiMi. 

One  commentar  was  concerned  that 
there  may  be  some  confusion  over  the 
use  of  nonessantialprtxlucts and  the 
sales  prohibition.  The  commenter 
suggested  that  EPA  confirm  that 
nonessential  products  purchased  before 
the  effective  date  may  sull  be  used,  and 
that  the  Agency  is  not  regulating  the  use 
of  nonessential  products,  merely  their 
sale  aad  distribution.  The  Agency  agrees 
with  the  commenter  that  section  610  of 
the  Act  does  not  address  the  use  of 
products  which  are  determined  to  be 
nonessential.  The  use  of  nonessential 
products  purchased  prior  to  Ae 
effective  dates  for  the  nonesaential 
products  ban  is  not  subject  to  any 
restriction  in  this  regulation,  although 
other  laws  and  regulations  regarding  the 
release  of  ozone-depleting  substances 
may  apply  to  such  use. 
3.  President's  Moratorium  on  Regulation 
Two  commenters  questioned  whether 
the  nonessential  produtits  rule  would  be 
subject  to  President  Burfi's  rulemaking 
moratorium.  The  President's  directive 
does  not  allow  for  certain  categories  of 
regulations  to  be  promulgated  without 
delay.  Specifically,  government  agencies 
have  been  directed  not  to  postpone  any 
regulation  that  is  subject  to  a  statutory 
or  judicial  deadUne  which  falls  during 
the  period  of  the  moratorium.  Since 
section  610  contains  a  statutory 
deadline  for  the  publication  of  the  final 
rule,  as  well  as  an  effective  date  of 
November  IS.  1992.  the  wmessential 
rule  is  exempt  fro«>  the  regulatory 
moratorium. 


4.  Section  608  and  EPA  Authority 
One  comrB«»ter  objected  to  the 
citation  of  the  Lowest  Adiievable 
Emission  Level  (LAEL)  standards  in 
section  608  as  a  basis  for  restricting  the 
emissions  of  ozone  depleting 
substances.  According  to  the 
commentar,  Coagieaacleariy  intended 
to  confine  product  ra^rirtinns  to  section 
610.  in  paiticalar,  the  oomannter 
■Kggested  that  liie  LAEL  standards  iwaaB 


from  tlMnptane  a^  iafdnatrial 
pnxMaii&IBmtMa  aiarhet.  Tkm 
commenter  dtad  the  t^gialaHw  hiMary 
behind  the  crMtion  of  section  608  to 
support  its  intarpTBtation  of  Motion  608. 

The  EPA  diaa^eaa  with  the 
commentar's  sugf^atiaa  that  reliance  on 
section  608  as  additional  aufhoiity  for 
its  actions  ia  unwairanted.  EPA 
considers  section  608  to  be  a  mu^la 
phase  emission  contxol  program.  The 
Agency  believes  that  the  authority 
granted  under  section  608  (National 
Emission  Reduction  Program)  may  be 
applied  to  today's  ndenuldng.  and  that 
LAEL  stantlards  may,  in  certain 
ciicumstances,  have  Ae  same  prac^ied 
effect  as  the  noneaaential  products  ben 

■utiioriBed  in  section  610. 

It  is  dear  from  Ae  statute  tiiat  section 
608(a)(1)  of  the  National  Recycling  and 
Emission  Reduction  Prop«m  initially 
affects  only  appliances  and  industrial 
process  refrigeration,  and  the  Agency  is 
addraasing  the  recycling  of  refrigerant  in 
the  appUmoe  and  industrial  process 
lefrigeratioB  sector  in  Ae  section  608 
proposal  published  in  the  Federal 
Ra^tOT  on  December  10, 1992  <57  FR 
58644).  EPA  believea.  however,  that  the 
commenter  i*  incorrect  in  suggesting 
that  the  aection  608  LAEL  standards 
apply  only  to  appliances  and  industrial 
process  refrigetation.  Section  6G8(8)(2) 
requires  iPA  to  promulgate  regulations 
establishing  standards  and  requirements 
regarding  \ise  and  disposal  of  Class  I 
and  II  substances  not  covered  by 
paragraph  (1)  u>d  section  608(a)(3) 
requires  the  rechiction  of  the  use  and 
emission  of  such  substances  to  the 
lowest  achievable  level.  EPA  believes 
that  this  sUtutory  language  gives  the 
Agency  the  authority  to  apply  the  LAEL 
standards  to  all  sectors  using  Class]  and 
Class  n  substances. 

Where  adequate  sidistitutes  for  Class 
I  or  Class  II  substances  are  available. 
EPA  may  make  a  determination  that  the 
lowest  achievrfile  level  is  zero.  To 
implement  the  LAEL  standards,  the 
Agency  may  issue  regulations  requiring 
emission  controls,  woA  practices,  the 
use  of  rftemative  substances,  or  nraply 
setting  a  performance  standard.  A  2mo 
level  performance  standard  under 
section  606  would  amount  to  an 
effective  ban  on  the  «se  of  Class  I  or 
Class  n  substences  in  that  product 
category.  EPA  aiaukrly  b^seras  thrt  it 
has  authority  ua^er  aeotion  608  to 
leqime  the  «aa  of  akamativea  to  oartaia 
ozone-depleting  aidietanoee  in  specific 
uses.  CoMeqaentiy,  &e  Agency  haiieves 
that  the  raquirenuBts  of  sections  608 
and  610  aiay  Brariap  in  some  in^anoes, 
and  that  reference  to  the  section  606 


Federal  Regieter  /  Vol.  58,  No.  10  /  Friday.  January  15,  1993  /  Rules  and  Regulations  4783 


LAEL  standards  in  this  rulemaking  is 
appropriate. 

S.  Criteria  for  Determining 
Nonessentiality 

Several  commenters  felt  that  Congress 
only  banned  frivolous  products  or 
products  which  "when  used  by 
nonprofessionals  would  rwult  in  large 
unwarranted  releases  ofCFCs  when 
measured  against  the  expected 
beneficial  results  of  the  product's  use." 
and  that  EPA  in  the  proposed  rule  had 
overstepped  its  authority  by  attempting 
to  ban  products  that  are  considered 
extremely  impcHtant  EPA  believes  that 
the  specific  products  selected  by 
Congress  reflect  broader  criteria  for 
determining  a  product's  status  under 
section  610  than  utility  alone.  Congress 
specifically  dted  noise  horns  as 
products  in  which  the  use  of  Class  I 
substances  is  nonessential.  Noise  horns 
are  primarily  used  in  the  area  of  marine 
safety:  noise  horns  provide  warning  and 
maneuvering  signals  in  case  of  an 
emergency.  In  addition,  the 
noncommercial  use  of  cleaning  fliiids 
for  photographic  and  electronic 
equipment  is  generally  not  reviewed  as 
a  frivolous  end  use.  Nevertheless,  these 
products  were  specifically  dted  in  the 
statute  as  examples  of  nonessential  uses. 
Finally.  Congress  also  prohibited  the 
sale  or  distribution  of  aerosols  and 
certain  foam  products  containing  Class 
n  substances  after  January  1, 1994  in  the 
nonessential  products  ban.  The 
products  banned  in  section  610(d)  are 
clearly  not  all  frivolous,  and  yet 
Congress  banned  them  as  nonessential 
products.  These  examples  indicate  that 
Congress  relied  on  breeder  criteria  than 
the  utility  of  the  product  alone  in 
determining  a  product's  status  under 
section  610.  and  sectirai  610(b) 
spedfically  identified  criteria  other  than 
the  utility  of  the  product  for  EPA  to 
consider  in  determining  nonessentiality 
for  the  purposes  of  the  Class  I 
nonessential  products  ban. 
Consequently,  EPA  disagrees  with  the 
jCommenter's  contention. 
I    One  commenter  who  questioned  the 
application  of  the  ban  to  any  product 
other  than  frivolous  products  dted  the 
legal  doctrine  of  ejusdem  generis.  Under 
this  doctrine  of  statutory  intwpretation. 
where  general  words  foUow  spedfic 
words  in  a  statutory  eniuneration.  the 
general  words  are  construed  to  embrace 
only  objects  similar  in  nature  to  those 
objects  enumerated  by  the  preceding 
spedfic  words.  The  commenter 
concluded  that  under  this  doctrine 
EPA's  authority  to  ban  other  products  is 
limited  to  frivolous  products  oecause 
the  spedfically  eniunerated  products 


identified  in  sections  610(b)  (1)  and  (2) 
are  all  frivolous  products. 

EPA  believes  tnat  the  doctrine  of 
ejusdem  generis  is  inapplicable  here 
because  the  premise  underlying  the 
commenter's  conclusion  is  ialse.  The 
products  spedfically  listed  in  sections 
610(b)  (1)  and  (2)  are  not  all  frivolous 
products.  Only  the  first  product  listed  in 
610(b)(l],  plastic  party  streamers,  can  be 
considered  frivolous.  For  the  reasons 
given  above.  EPA  believes  that  the  other 
product  categories  listed  in  610(b)  (1) 
and  (2)  dearly  indude  products  which 
are  not  frivolous.  As  a  result.  EPA 
believes  that  the  spedfic  enumerations 
in  610(1)  and  (2)  do  not  limit  the 
Agency's  authority  to  identify 
nonessential  products  imder  610(b)(3) 
that  are  frivolous.  Rather.  EPA  is 
required  by  610(b)  to  consider  a  number 
of  factors  in  determining  whether  a 
product  is  nonessential,  including  the 
purpose  or  intended  use  of  a  produd, 
the  technological  availability  of 
substitutes,  safety,  health,  and  other 
relevant  fadors. 

One  commenter  suggested  that  even  if 
substitutes  for  Class  I  substances  were 
available.  EPA  had  no  authority  to  ban 
the  sale  or  distribution  of  "extremely 
important"  products  under  section  610 
unless  substitutes  were  available  for 
both  the  produd  and  the  Class  I 
substance  used  in  its  manufactiue.  As 
discussed  above  and  in  the  proposed 
rule.  EPA  believes  that  the  section  610 
statutory  ban  on  noise  horns.  CFC- 
containing  cleaning  fluids  for 
noncommerdal  electronic  and 
photographic  equipment,  as  well  as 
aerosols,  pressurized  dispensers,  and 
plastic  foam  products  containing  Class 
n  substances,  dearly  indicates 
congressional  intent  to  indude 
important  "nonfrivolous"  uses  of  ozone- 
depleting  substances  and  products 
produced  with  ozone-depleting 
substances  in  the  nonessential  products 
ban.  Moreover,  the  statute  direded  EPA 
to  consider  the  "technological 
availability  of  substitutes  for  such 
produd  and  for  such  Class  I  substance," 
as  well  as  the  purpose  or  intended  use 
of  the  produd.  in  determining  whether 
a  produd  was  nonessential.  However, 
the  statute  does  not  specifically  require 
EPA  to  determine  that  substitutes  are 
available  for  both  the  produd  and  the 
Qass  I  substance  used  in  its  production. 
Consequently.  EPA  believes  that  the 
statute  authorizes  the  Agency  to  ban  a 
produd  containing  or  manuradured 
with  Class  I  substances  if.  when  EPA 
evaluates  such  a  produd  against  the  five 
criteria  mentioned  in  section  610(b)(3). 
it  determines  that  adequate  substitutes 
are  available  for  either  the  produd  or 
the  use  of  Class  I  substances  in  its 


manufedure.  EPA  believes  that  in  cases 
where  such  substitutes  exist,  the 
Administrator  has  the  authority  to 
determine  that  products  manufedured 
with  Class  I  sub^ances  are  nonessential 
regardless  of  the  importance  of  these 
products.  In  each  case,  however.  EPA 
must  consider  all  five  of  the  criteria  in 
making  its  determination. 


6.  Definition  of  the  Term  "Produd" 

The  January  16. 1992  proposed  rule 
disciissed  EPA's  definition  of  the  term 
"product"  at  great  length.  EPA  reiterates 
its  belief  that  the  use  of  the  term 
"produd"  in  section  610  of  the  statute 
indicates  that  Congress  intended  to 
apply  this  term  to  any  type  or  category 
of  merchandise  or  commodity  offered 
for  sale,  as  well  as  any  use  of  a  Class  I 
substance  in  the  manufedure  or 
packaging  of  any  such  merchandise  or 
commodity.  • 

A  number  of  commenters  disputed 
EPA's  definition  of  the  term  "produd" 
Several  commenters  critidzed  EPA  for 
banning  entire  categories  of  products 
rather  than  individual  products.  H'A 
believes  that  such  an  approach  is 
appropriate,  and  that  it  is  justified  by 
the  criteria  listed  in  section  610(b).  the 
statutory  treatment  of  certain  groups  of 
products  manufacttired  with  or 
containing  Class  II  substances  in  section 
610(d),  and  by  the  tight  statutory 
deadline  for  promulgation  of  this 

Tlation. 
determining  whether  a  produd  is 
nonessential,  section  610(b)  of  the 
statute  directs  the  Administrator  to 
"consider  the  purpose  or  intended  use 
of  the  produd.  the  technological 
availability  of  substitutes  for  such 
produd  and  for  such  Class  I  substance, 
safety,  health,  and  other  relevant 
fadors".  EPA  reiterates  its  belief 
articulated  in  the  proposed  rule  that  the 
statutory  mandate  to  consider  the 
tedmological  availability  of  substitutes 
"for  such  produd  and  for  such  Class  I 
substance"  dearly  indicates 
Congressional  intent  to  focus  on  the  use 
of  Class  I  substances  in  broad  categories 
of  products  as  well  as  in  individual 
products  (see  NPRM  for  greater 
discussion  of  this  issue) . 

In  addition.  Congress  banned  entire 
cat^ories  of  products  in  section 
610(d)(2)  when  it  banned  aerosols, 
pressurized  dispensers,  and  plastic  foam 
products  containing  Class  II  substances. 
EPA  believes  that  the  statutory  language 
of  section  610(d)(2)  indicates 
Congressional  intent  to  address 
products  and  the  use  of  ozone-depleting 
substances  by  broad  use  categories, 
provided  that  some  mechanism  exists 
for  addressing  particular  appUcations 
within  those  categories  for  which  no 


4784 


ftd»d  «^i*ter  /  ¥ol.  5S.  No.  «)  /  Wd»y.  jmmmnf  15.  t99»  V  Ruiet  md  Begiiiiio- 


suitable  subitltates  exist,  or  for  yAiA 
other  impoitaiA  cancBrns  migfatin^tify 
an  exemption.  EPA  empioyea  sadi  a 
medianism  in  its  section  610 
rulemakii^  for  ttie  Class  I  nonessential 
products  ban.  In  its  NFVM,  EPA 
proposed  banning  flie  use  of  CPCs  in 
two  product  categories,  aerosol  products 
and  flexible  and  padcaging  fbanw,  but  It 
also  eaaomtad  pradaoU  far  which  tt  lad 
reason  lobelieve  that  no  satisfactory 
substitulae  were  cuneatly  available. 
EPA  t^^n  cu«fully  considered  requests 
for  exemptions  received  daring  the 
public  r""*"**"**  period  in  order  to 
address  a<Mitinnal  products  within 
thaca  jactors  for  whiiii  no  suiti^le 
substitatae  exist,  or  for  whicii  other 
coBcesBS  might  Justify  an  exemption.  As 
a  result  of  this  procedure,  the  final  rule 
includes  eyy'pHnp*  from  the 
nonessential  ban  for  several  additional 
products  (see  sections  III.B  and  IV.E.  of 
today 'spreamble). 

Finally,  there  are  hundreds  of 
thousands  of  diverse  end  uses  for  Class 
I  sutKtancBs,  and  EPA  clearly  could  not 
address  the  multitude  of  products  and 
end  uses  for  these  substances 
individually  given  the  tight  statutory 
time-frame  lor  promulgating  Uiis 
regulation.  CoiuequenUy.  ^A  adopted 
the  approach  taken  by  Congress  in 
section  610(d)(2)  and  proposed  baiming 
broad  categories  of  products  and  end 
uses  in  theNPRM.  EPA  then  considered 
any  ro'"'"«"^«  requesting  exemptions 
for  particular  a{^cations  within  these 
broad  categories  and  carefully  evaluated 
the  infocmatisn  provided  by  the 
commentaES  as  to  why  these  particiilar 
applications  should  not  be  covered  by 
the  Class  I  nonessential  products  ban. 
EPA  believes  that  this  approach  is 
equitable,  comprehensive,  and  that  it 
represents  the  most  effective  use  of  the 
Agency's  resources. 

7.  Definition  of  Intentato  Commerce  and 
r>^TK*f«thfing  of  FTJaHng  Product 
Inventories 

Many  cuuuneutei  s  adoresseo  uie 
impact  of  the  ban  on  existing 
inventories.  The  primary  concern  of  all 
these  connneBters  was  the  treatment  of 
existing  inventories  of  nonessential 
products  after  the  effiactive  date  of  the 
regulation.  One  cuuuueutar,  one  of  nie 
largest  producers  of  CFCs.  stated  that 
tbe  Novwaber  IStb  compliance  date 
coidd  affect  a  large  nunrtwr  of  products 
containing  up  to  SOJDOO  pount^  of 
CFCs. 

The  cumuienters  exptoaeed  concern 
tfiat  baiming  &e  sale  of  these  exietiag 
inventorias  wtndd  impose -significant 
economic  bui  dens  on  the  effected 
bssinessas.  Moiaover,  several 
commenters  observed  ttrtt  reowvery  end 


recycHng  of  CFCs  fren  eoHftl  aeicMol 
containers  is  difficolt  and  amaBshw, 
and  that  mudh  of  the  ocooe  m»letkig 
chenricri  used  to  prodoce  flexible  and 

Eack^ing  foams  is  ieleesed  in  fee  foem- 
lowing  process.  OensBqiMntly,  the 
recaR  of  sudi  products  ¥roidd  lesult  in 

little  environmentai  beaeftt 

Commenters  aiigB»«tad  (Aan^g  the 
treatment  of  axiettag  InweBtories  in  the 
find  rule.  One  oomBMnlBr.  a  aM)or 
mffiivfaoturing  asaocisftion.  Mt  tfaa«  the 
November  15tt  osmpUasKse  date  should 
not  apply  to  the  sdc  off  ptodacAs  to  the 
ultimate  cousumor.  Many  aAer 
commenters  proposed  grandfathering 
existing  invortories  of  products  Aat  had 
not  been  sold  by  Nofvember  15, 1992^ 
EFA  agrees  vnA  Asae  commeotars 
that  baiHiing  the  s^  of  existing 
inventories  after  November  15, 1992. 
would  adversely  affect  a  nund>er  <rf 
businesses  without  proxiding  any 
appreciable  environinental  benefit.  The 
Agency  is  well  awere  that  rededgning 
and  modifying  production  facilities 
cannot  be  accomplished  ovsmi^t  H'A 
is  also  aware  titat  some  of  ^  afiacted 
products,  eodj  as  spare  parts  for 
automdbiles,  whidi  are  packaged  with 
foam,  have  unusually  long  sheif  lives. 
Moreover,  HF*A  recognizee  that  the 
statute  contemplated  that  businesses 
would  have  tme  year  to  liquidate 
existing  stoAs  of  nonessential  products, 
and  that  the  late  publication  of  the  Hnal 
rule  allows  manufsctttrers,  distributors, 
and  retailers  insufficient  time  to 
liquidate  existing  inventories  and  revise 
manufacturing  processes.  Congress 
clearly  inteTjded  to  give  diese 
indivklaals  a  year's  notice  prior  to 
banning  these  products.  Given  the  late 
publication  dale  of  the  nde,  adhering  to 
the  November  15, 1992  date  for  ali 
nonessential  products  would  actually 
contradict  Congrassional  intent  in  this 
regard.  However,  as  of  Novaaabar  15, 
1992.  the  statute  dearly  ppotnbits  the 
sale,  distribution,  or  oSer  of  sale  or 
distribution,  in  interstate  commerce  of 
nonessential  prodw^  identified  in  EPA 
legulatiens  (after  the  affective  date  of 
such  regulations)  one  veer  altar 
pnHBulgati<m  of  Aa  Class  I  Dooessnitiel 

pnMhicts  boD  role. 
The  afisctad  indaslrias  oeuid  not  have 

known  far  certain  whether  such 
products  woald  be  banaad  until  final 
prtmiulgatian.  GoBsaqaently.  to  provide 
some  nwesure  of  relief  fof  certain 
iadustries.  with  reepect  to  any  sudi 
products  which  Canyaas  anticipated 
would  be  banned.  EPA  has  daddsd  to 
imke  January  17, 1«9«  the  affective  dale 
forthebanonpiodurtsdetHfiaadto 
be  aeuessaiitisl  lader  eection  <10(bN3|. 
TUs  action  will  aUaw  mamifartmars, 
distribniars,  snd  lataU  aslsLllshmanti 


addJKiaBal  time  «n  iiqaidato  aodatiflg 
inventories  of  Class  I  nonessentiri 

Kroducts.  and  to  phase  out  of  CFC  use 
1  these  applications  in  an  affident 

manner. 
EPA  bflliaaas.  hnanfar.  ttet  the 

manufaotuiw.  distribniara.  asid 
retailers  of  prnduds  apadficalhr 
mamknad  in  mctkam  61O0>XlJ  ^d 
610(bK2)  of  tha  Act  iiava  leoeived 
suffident  prior  nalioa  of  tfaasacbon. 
havteg  bean  on  netice  that  such 
products  wonkl  be  banned  since 
enactment  of  the  itatata.  Cansaooantly. 
chlorofluoracBibon-prafMlled  plastic 
pgty  sUeauiars  and  noiaa  homs  may  not 
be  sold,  disbibated.  or  ofisied  for  sale 
or  distributian  to  intantote  oommeroe  as 
of  Fabruny  lA.  19ta.  the  effective  date 
of  tiis  mle.  Smuhaiy.  cleaning  fluids 
for  electronic  and  photo^aphic 
equipment  which  contain 
(jiloroflttoracarbcas  may  i«ly  be  aold. 
distrSmted,  or  ofiared  iOT  sale  or 
djgtiibii^aB.  in  intsntate  comiaeroeio 
commercial  pBchasers  efiective  on 
February  16.  M93. 

EPA  baliavaa  that  sufficient  precedent 
exists  for  this  dadiann.  the  United 
States  Distrid  Court  for  the  Di^rid  of 
Columbia  Circuit  has  est^lished  a  four- 
pat  test  to  Judge  the  appropriataoass  of 
Agency  grandfathering  (see  Sierra  Club 
V.  EPA.  719  FJd  436  (D.C.  Or.  1963)1 
This  test  tovolvas  balancing  the  raeuks 
of  four  analyses,  induding  wbethw  tha 
new  rule  sepreaanis  an  abrupt  departure 
from  pmvvaaahf  esfablished  pradioa. 
the  extent  to  w^uch  a  party  relied  on  the 
previous  mla.  tha  da^ee  of  burden  thai 
application  of  the  new  rule  would 
impose  on  the  perty.  and  die  statitfory 
interest  in  appfying  the  new  rule 
immediately. 

For  tfie  ivasens  staled  above.  EPA 
believes  that  banning  the  sale, 
distribntian,  or  ofisr  of  sale  or 
distribution  in  interstate  commerce  of 
existing  inventonee  of  products  firrt 
designated  as  nonsenontial  products  m 
this  rulemaking  after  Novendiar  15, 
1992  would  constitute  an  abrrmt 
departure  from  pravioasly  estabhshed 
pnctioe  and  would  impoee  an 
unreasanabia  bio'dsn  on  a  niunber  of 
^fectad  parties  without  providing  any 
si^iificant  enviromnental  benefits  that 
nn^  justify  an  inunadiate  ban.  Prior  to 
the  pidtlicatian  of  tadav's  rulesnaking. 
individnab  sriling  or  dislzibttting  theae 
pndnols  faoad  no  restarictions  oa  their 
sale  nr  dMrifantion;  aoreover.  until 
today,  ^bsaa  individnakoaMkl  not  know 
for  certain  that  the  produds  affeded 
xindarfladfacratiaBary  authority  of 
sadiM«t<«i^)  of  tba  Act  Dvould  be 
itfantifiad  and  hannad  as  nonessential 

pvoduda. 
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Tcxiay's  rulemakli^  does  not  provide 
manufBcturera,  distrimiton.  or  ratailan 
of  products  spedflcally  mentioned  in 
section  6100>H1)  addition  time  to  phase 
out  these  nonessential  products: 
however,  because  EPA  Delieves  that 
their  listing  in  the  statute  provided 
sufficient  advance  notice,  publication  of 
the  final  rule  does  not  in  their  case 
constitute  an  abrupt  departure  from 
previ(Misly  eatabliahed  practice. 

In  addition,  today's  rule  maintains  the 
proposed  rule's  ban  on  the  sale  of 
chlorofluorocaibon-containing  cleaning 
fluids  for  electronic  and  photographic 
equipment  to  noncommercial 
purchasers  effective  on  F^ruary  16, 
1993.  Since  existing  inventories  of  CFC- 
containing  cleaning  fluid  products  not 
otherwise  affected  by  this  rulemaking 
may  still  be  sold  to  commercial 
pun^aaers,  on  February  16, 1993 
effective  date  will  not  impose  any 
signiticant  economic  burden  on  the 
affected  businesses.  Manufecturers, 
distributors  and  retailers  of  aerosol 
chlorofluorocarbon-containing  cleaning 
fluids  banned  under  section  610(b)(3) 
will  not  be  able  to  sell,  distribute,  or 
offer  to  sell  or  distribute,  these  products 
in  interstate  commerce  to  any  user, 
commercial  or  noncommercial,  after 
January  17. 1994,  the  effiective  date  of 
the  ban  on  products  identified  under 
section  610(b)(3).  As  described  above,  as 
with  the  other  nonessential  products 
banned  under  section  610(b)(3).  the 
affected  businesses  will  thus  have  an 
additional  year  to  liquidate  their 
existing  inventories  of  these  products 
after  promulgation  of  these  reeulations. 

One  cmnmenter  requested  that  EPA 
clarify  its  interpretation  of  interstate 
commerce  with  regard  to  sale, 
distribution,  ot  offer  of  sale  or 
distribution,  of  nonessential  products 
within  the  boundaries  of  a  single  state. 
EPA  agrees  with  the  commenter  that  the 
Act  does  not  ban  the  sale,  distribution, 
or  offer  of  sale  or  distribution,  of  a 
product  otherwise  afiiected  by  this 
rulemaking  that  is  manufectured, 
distributed,  and  sold  without  ever 
crossing  state  lines.  However,  the 
Agency  wishes  to  clearly  state  its 
position  that  to  avoid  coverage  by  this 
rulemaking,  an  affected  party  must 
provide  adequate  documentation  that 
not  only  was  the  product  manufactured, 
distributed,  and/or  sold  exclusively 
within  a  particular  state,  but  that  all  of 
the  components,  equipment,  and  labor 
that  went  into  manufiacturing, 
distributing,  selling,  and/or  offering  to 
sell  or  distribute  sudi  a  product 
originated  within  that  state  as  well. 
Finally,  EPA  wishes  to  clarify  its 
interpretation  of  sale,  distribution,  or 
offer  of  sale  or  distribution,  in  interstate 


commerce  with  regard  to  the  resale  of 
used  products.  The  Agency  recognizes 
that  more  than  one  consumar  often 
derives  utility  from  owning  and  using 
certain  durable  goods  affiatSad  by  this 
rulemaking,  such  as  automobiles,  boats, 
or  furniture.  Many  of  these  products 
contain  components  manufectured  out 
of  flexible  and  packaging  foam,  most 
notably  seat  cushions.  Restricting  the 
resale  of  such  used  durable  goods  before 
the  end  of  their  productive  lifetimes 
would  provide  littie,  if  any, 
environmental  benefit  because  the  CFCs 
used  to  blow  foam  for  these  products 
were,  for  the  most  part,  released  during 
their  manufacture.  Because  restricting 
the  resale  of  such  used  durable  goods 
would  impose  significant  economic 
hardship  on  a  great  many  consumers 
without  provimng  any  associated 
environmental  bOTJefits,  EPA  does  not 
feel  that  Congress  intended  to  ban  their 
resale.  Consequently,  while  EPA's 
interpretation  of  "interstate  commerce" 
is  such  that  interstate  commerce 
includes  the  entire  chain  of  sale  and 
distribution  from  the  manufacturer  of  a 
new  product  to  its  ultimate  consumer, 
the  Agency  recognizes  that  in  the  case 
of  durable  consimier  goods  such  as 
boats,  cars,  and  furniture,  resale  of  the 
product  to  additional  consimiers  may 
occiir  after  the  sale  of  the  new  product 
to  the  ultimate  consumer.  In  such  cases, 
EPA  does  not  consider  the  resale  of 
these  nonessential  products  to 
constitute  sale,  distribution,  or  offer  of 
sale  or  distribution,  in  interstate 
commerce  for  the  purposes  of  this 
rulemaking. 

ti.  Verification,  Recordkeeping  and 
Public  Notice  Requirements 

Over  60  commenters  considered  the 
recordkeeping  provisions  contained  in 
the  proposed  rule  to  be  burdensome  and 
unnecessary.  The  Agency  considered 
the  need  for  recordkeeping  requirements 
at  great  length  as  a  result  of  these 
comments.  EPA  was  concerned  by  the 
suggestion  that  the  burden  imposed  by 
these  requirements  far  outweighed  any 
health  and  environmental  bmiefits 
associated  with  them. 

Tlie  total  volume  of  CFCs  used  in  the 
U.S.  in  1988  for  both  commercial  and 
noncommercial  cleaning  fluids  for 
electronic  and  photographic  equipment 
was  approximately  3000  metric  tons,  or 
less  than  0.8  pwcent  of  the  total  use  of 
Class  I  substances  (weighted  for  ozone- 
depletion  potential).  EPA  estimates  that 
noncommercial  sales  represented  a 
small  but  not  insignificant  fraction  of 
this  total  1988  use  estimate  and  that 
total  sales  have  dropped  since  1988,  due 
to  the  tax  and  the  scarcity  of  CFCs 
caused  by  the  phaseout  regulations.  EPA 


beliavaa  that  the  excise  tax  oo  CFCs  and 
the  limits  oo  pcoducticm  and  imports 
have  already  raised  the  price  of  CFCs 
suffidentiy  ao  that  it  may  no  kmgar  ba 
economical  to  use  them  as  claaning 
fluids  for  noncommercial  equipment.  As 
a  result,  the  current  sales  of  cleaning 
fluids  for  electnmic  and  photographic 

auipment  to  noncommercial  users  are 
:ely  to  be  substantially  lower  than  the 
1988  level.  Nevertheless,  the  statute 
specifically  requires  EPA  to  ban  the  sale 
of  these  products  for  nraicommercial 
use.  Consequentiy,  the  Agency  sought  to 
devise  a  means  to  meet  the  statutory 
requirements  without  imposing  an 
imdue  biutlen  on  the  public. 

EPA  has  decided  to  eliminate  the 
specific  recordkeeping  requirements 
proposed  in  the  NPRM.  The  Agency 
agrees  with  the  commenters  that  these 
requirements  are  too  burdensome  when 
compared  to  the  associated 
environmental  benefits.  Instead  of 
requiring  distributors  to  maintain 
records  of  transactions  involving  CFC- 
containing  cleaning  fluids,  today's  final 
rule  merely  requires  sellers  and 
distributors  to  post  signs  stating  that 
sale,  distribution,  or  offer  of  sale  or 
distribution,  in  interstate  commerce  of 
these  products  to  noncommercial  users 
is  prohibited  and  that  purchasers  of 
these  products  must  provide  verificaticm 
that  they  are  commercial  users.  In 
addition,  sellers  and  distributors  are 
required  to  verify  that  purchasers  of 
these  products  are  commercial  users.  In 
order  to  purchase  these  products, 
commercial  users  would  have  to  prove 
that  they  are  indeed  commercial 
entities.  EPA  anticipates  that  purchasers 
could  fulfill  this  requirement  by 
presenting  any  number  of  documents, 
including  but  not  Umited  to  invoices, 
purchase  orders,  or  official 
correspondence,  containing  a 
commercial  identification  number. 
Sellers  and  distributors  would  have  to 
have  a  reasonable  basis  for  beUeving 
that  the  information  presented  by  the 
purchaser  is  accurate  and  thus  that  the 
purchaser  is  in  fact  a  commercial  user. 

EPA  believes  that  this  approach 
minimizes  the  burden  of  implementing 
the  Congressionally-mandated  ban  on 
the  sale  of  CFC-containing  cleaning 
fluids  for  noncommercial  electronic  and 
photographic  equipment.  The  Agency 
feels  that  some  form  of  verification  is 
necessary  to  ensure  that  these  products 
are  not  sold  to  noncommercial  users. 
Requiring  purchasers  to  present,  and 
sellere  and  distributors  to  verify,  some 
proof  of  their  commercial  status  is 
certainly  less  burd«isome  than  the 
recordkeeping  requirements  discussed 
in  the  proposed  rule.  EPA  could  not 
conceive  of  requirements  less 
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burdensome  than  these  that  would 
nonetheless  meet  the  statutory 
requirement  to  prevent  noncommercial 
users  firom  purcnasii>g  CFC-containing 
cleaning  fluids. 

One  commenter  recommended  that 
EPA  include  government  contract 
numbers  as  an  acceptable  identification 
option  in  the  sale  of  cleaning  fluids  for 
electronic  and  photographic  uses  to 
government  clients  who  would  not  have 
a  commercial  identification  number. 
The  Agency  believes  the  use  of  a 
government  contract  number  in 
verification  of  commercial  status  to  be  a 
sound  option  which  would  not 
compromise  the  sales  restriction  to 
noncommercial  sources. 

One  commenter  suggested  that  the 
definition  of  distributor  should  be 
revised  to  reflect  resale  of  CFC- 
containing  cleaning  fluids  to  other 
distributors  rather  than  sale  to  the 
ultimate  consumer  EPA  believes  that 
the  commenter  has  raised  a  valid  point. 
A  number  of  companies  that  sell  these 
products  to  consumers  also  use  the 
products  themselves  (for  example,  many 
computer  retailers  also  perform  service 
on  customers'  computer  equipment 
which  requires  the  use  of  cleaning 
fluids).  Given  the  nature  of  this 
industry,  it  may  be  difficult  for  any 
person  who  sells  or  distributes  these 
products  to  determine  whether  the 
purchaser  intends  to  use  them  or  resell 
them;  the  purt^ser  himself  may  not  be 
certain  at  the  time  of  purchase  whether 
he  intends  to  use  or  resell  these 
products.  Consequently,  EPA  has 
revised  the  definition  of  distributor  to 
include  resale  of  CFC-containing 
cleaning  fluids  to  other  distributors.  The 
Agency  would  like  to  point  out, 
however,  that  due  to  its  decision  to 
eliminate  recordkeeping  requirements, 
this  change  will  not  require  any 
additional  recordkeeping.  The  Agency 
believes  that  the  burden  involved  in 
verifying  that  a  distributor  who 
purdiases  these  products  is  a 
commercial  entity  vnll  be  minimal. 

9.  Imports  and  Exports 

Two  commenters  requested 
clarification  on  whether  the  import  of 
products  made  with  CFCs  would  be 
prohibited  under  the  ban.  EPA  believes 
that  both  the  import  of  any  product  for 
sale  or  distribution  within  the  United 
States,  or  the  initial  sale  or  distribution 
of  any  product  intended  for  ultimate 
export  from  the  point  of  manufacture  to 
the  point  of  export,  are  acts  of  interstate 
commerce  for  \he  purposes  of  section 
610  and  would,  accordingly,  be  affected 
by  this  regulation.  The  import  or  export 
of  products  affected  by  today's 
rulemaking  will  be  subject  to  the  same 


restrictions  as  the  sale,  distributiafi,  or 
ofier  of  sale  or  distributian,  in  the 
United  States  (for  a  discuMion  of  EPA's^ 
interpretation  of  "interstate  commerce." 
see  section  in.A.7.  of  today's  preamble). 
EPA  will  work  in  close  cocpovatian  with 
the  U.S.  Customs  Service  to  enforce  this 
restriction.  Because  today's  rulemaking 
prohibits  the  sale,  distribution,  or  offer 
of  sale  or  distribution,  in  interstate 
commerce  of  products  banned  pursuant 
to  section  610(b)(3)  effective  on  January 
17, 1994.  these  products  may  continue 
to  be  imported,  or  sold  «  distributed  for 
export,  until  January  17, 1994. 

10.  Future  Regulaticm 

Several  commenters  criticized  EPA 
for  limiting  the  scope  of  today's 
rulemaking  primarily  to  plastic  flexible 
and  packaging  foams  and  aerosols  and 
pressurized  dispensers  that  release 
CFCs.  In  addition,  several  commenters 
discussed  a  number  of  products  not 
covered  by  the  proposed  rule.  Several  of 
these  products  or  processes,  such  as 
tobacco  expansion,  aerosol  insulating 
foam,  and  the  use  of  closed-cell 
polyiuethane  foam  as  a  flotation  foam, 
may  meet  the  criteria  for 
nonessentiality:  nevertheless,  as 
discussed  elsewhere  in  today's 
rulemaking,  EPA  believes  that  it  would 
be  inappropriate  to  ban  them  in  today's 
final  rule  because  the  Agency  did  not 
propose  banning  these  products  in  the 
NPRM. 

The  status  of  methyl  chloroform 
under  the  nonessential  products 
regulation  was  raised  by  four 
commenters,  and  at  the  public  hearing, 
one  commenter  criticized  EPA  for  not 
covering  methyl  chloroform  in  the  Class 
1  nonessential  rule.  This  commenter 
cited  a  major  corporation's  policy  of 
phasing  out  the  use  of  methyl 
chlorokirm  by  the  end  of  1992  to 
support  the  inclusion  of  methyl 
chloroform  in  the  Class  I  nonessential 
products  ban.  The  Agency  encourages 
and  applauds  companies  that  have 
phased  out  the  use  of  ozone  depleting 
chemicals  as  quickly  as  possible,  and  it 
reiterates  its  belief  that  substitutes  are 
available  for  many  of  the  current  uses  of 
methyl  chloroform.  Methyl  chloroform 
is  a  chemical  with  many  extremely 
diverse  end  uses,  however,  and 
insufficient  time  was  available  for  the 
Agency  to  analyze  the  uses  of  methyl 
chloroform  systematically  given  the 
short  statutory  time-&«me  mandated  for 
this  rulemaking.  The  Agency  will 
continue  to  collect  information  on  the 
uses  of  methyl  chloroform. 

The  Agency  is  aware  that  the 
potential  exists  for  eliminating  other 
nonessential  uses  of  ozone-depleting 
substances.  In  that  regard,  EPA  wishes 


to  emphasize  that,  in  general,  other 
sections  of  the  Act  provide  sufficient 
controls  for  reducing  emissions  of 
ozone-depleting  siibstances.  The  use 
sectors  and  product  categories 
addressed  by  Uie  commenters  have 
already  been  affected  by  the  section  604 
phaseout  of  the  production  of  ozone- 
depleting  substances  and  the  excise  tax 
on  ozone-depleting  substances.  In 
addition,  it  is  possible  that  they  may 
also  be  specifically  addressed  in  a 
number  of  other  provisions  of  title  VL 
For  example,  the  Agency  is  currently 
developing  regulations  to  implement 
section  608.  concerning  emission 
limitations,  and  section  612,  concerning 
safe  substitutes,  as  well  as  the 
accelerated  phaseout  required  by  the 
recent  modifications  to  tne  Montreal 
Protocol.  The  products  and  use  sectors 
discussed  in  the  Class  I  nonessential 
products  ban  will  be  affected  by  these 
regulations  as  well. 

EPA  will  continue  to  collect 
information  on  the  use  of  CFCs  and 
acceptable  substitutes.  EPA  has  the 
authority  to  revise  the  list  of  products 
banned  under  sections  610(a)  and 
610(b),  and,  although  the  Agency  does 
not  at  this  time  anticipate  the  need  to 
add  other  products  to  the  list  of  banned 
Class  I  products,  it  reserves  the  right  to 
undertake  additional  rulemaking  in  the 
future  regarding  products  that  release 
Class  I  substances  into  the  environment 
as  necessary  and  appropriate. 

11.  Regulatory  Impact  Analysis 

One  commenter  suggested  that 
banning  the  use  of  CFCs  in  plasma 
etching  would  increase  the  costs 
associated  with  this  regulation  to  over 
$100  million.  Executive  Order  12291 
requires  agencies  to  conduct  a 
Regulatory  Impact  Analysis  for 
regulations  with  economic  impacts 
which  exceed  this  level.  Consequently, 
the  commenter  requested  that  EPA 
conduct  a  regulatory  impact  analysis 
(RIA)  for  the  Class  I  nonessential 
products  rulemaking  if  the  usaof  CFCs 
in  plasma  etching  was  banned.  EPA 
believes  that  the  commenter  is  correct  in 
observing  that  prohibiting  the  use  of 
Class  I  substances  in  plasma  etching 
would  significantly  increase  the 
economic  costs  associated  with  the 
Class  I  nonessential  products  ban. 
However,  as  discussed  elsewhere  in 
today's  rulemaking,  EPA  does  not 
intend  to  ban  the  use  of  Class  I 
substances  in  plasma  etching. 
Consequently,  the  Agency  believes  that 
the  cost  and  benefits  chapter  of  the 
background  document  adequately 
addresses  the  regulatory  impact  of 
section  610.  since  it  is  considered  to  be 
only  a  minor  rulemaking  (see 
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Background  Document).  EPA  believes 
that  preparing  an  RIA  is  not  required  by 
the  Executive  Order  for  the  Class  I 
nonesseBtial  products  bcm  rulmaaking. 
and  that  conaeauently.  preparing  such  • 
document  would  be  redundant  and 
inappropriate. 

B.  Specific  End  Uses 

1.  Statutorily  Mandated  Products 

Section  610  listed  three  specific 
products  to  whidi  the  Class  I 
nonessential  products  ban  applies: 
Chlorofluorocarbon-propelled  plastic 
party  streamers,  chlorofluorocarbon- 
propelled  noise  horns,  and 
chlorofluorocarbon-containing  cleaning 
fluids  for  noncommercial  electronic  and 
photographic  equipment. 

The  statute  left  EPA  little  discretion 
with  regard  to  the  treatment  of  these 
products  under  the  nonessential 
products  ban,  and  no  significant 
comments  were  received  regarding 
them,  with  the  exception  of  comments 
on  the  treatment  of  existing  inventories. 
As  mentioned  in  section  II.A.6.  of 
today's  preamble,  the  final  rule  bans  the 
sale,  distribution,  or  offer  of  sale  or 
distribution,  in  interstate  commerce  of 
these  products  efiiactive  on  February  16. 
1993. 

2.  Foams 

a.  DisUnciton  between  insulation 
foams  and  flexible  and  packaging 
foams.  One  commenter  suggested  that 
the  distinction  between  thermal 
insulation  foams  (which  are  excluded 
from  the  Class  I  nonessential  products 
ban)  and  flexible  and  packaging  foams 
(which  are  covered  by  the  Class  I  ban) 
should  not  be  reapplied  for  the  Class  U 
ban.  According  to  ihe  commenter,  the 
legislative  history  indicates  that  the 
definition  of  insulation  foams  to  be 
exempted  from  the  Class  II  ban  should 
be  expanded  beyond  thermal  insulation 
and  include  foam  cushioning  for  other 
uses  such  as  medical  and  electronic 
supplies.  However,  the  commenter  did 
not  question  EPA's  decision  to  exempt 
thermal  insulation  foams  produced  with 
CFCs  from  the  Class  I  nonessential 
products  ban.  EPA  will  consider  the 
commenter's  recommendations  cm  the 
definition  of  "foam  insulation  product" 
in  preparing  the  proposed  rule  for  the 
Class  n  ban. 

b.  Flexible  polyurethane  slabstock 
foam.  In  the  January  16, 1992  NPRM. 
EPA  proposed  to  ban  the  use  of  CFCs  in 
flexible  polyurethane  sl^Mtock  foam. 
The  Agency  also  requested  comment  cm 
the  potential  impacts  of  individual 
states'  limits  on  the  use  of  methylene 
chloride  (MeCi)  as  a  blowing  agent  in 
flexiUe  polyurethane  slabstock  foams. 


EPA  received  two  comments  arguing 
that  state  and  regional  restrictions  on 
the  use  of  MeCl  are  unlikely  to  impose 
significant  economic  burdens  on 
flexible  foam  manufacturers  because 
acceptable  alternative  technologies  are 
ciirrently  available.  The  Agency  also 
received  a  third  comment  arguing  that  a 
ban  on  the  use  of  CFC-11  in  flexible 
polyurethane  slabstock  foam 
production,  in  con|unction  with  the 
impending  1994  Class  II  nonessential 
products  biim  on  the  use  of  HCFCs  in  the 
production  of  certain  foams  and  the 
possible  future  restriction  on  methyl 
chloroform  use  as  well,  would  cause 
production  of  supw-soft  and  low- 
density  foams  to  cease  in  those  states 
that  limit  the  use  of  MeQ.  The 
commenter  also  urged  EPA  to  allow 
limited  exceptions  to  the  ban  until 
January  1, 1994  for  those  companies 
likely  to  be  adversely  affected  by  it.  EPA 
carefully  considered  these  comments  in 
developing  the  provisions  of  the  final 
rule  that  affected  the  production  of 
flexible  polyurethane  slabstock  foam. 

In  making  its  determination,  EPA 
examined  the  purpose  and  intended  use 
of  flexible  polyurethane  slabstock  foam. 
Flexible  polyurethane  slabstock  foam 
finds  use  in  cushioning  applications  for 
furniture,  carpet  underlay,  bedding, 
automobile  upholstery,  and  packa^g, 
among  others.  EPA  does  not  consider 
the  purposes  for  which  flexible 
slabstock  is  employed  to  be  "frivolous." 

EPA  determined,  however,  that 
adequate  substitutes  for  CFCs  in  the 
production  of  flexible  polyurethane 
slabstock  foam  were  indeed  available. 
According  to  the  1991  UNEP  Flexible 
and  Rigid  Foams  Technical  Options 
Report,  CFC-11  use  represents  only  a 
small  fraction  of  total  auxiliary  blowing 
agent  use  in  flexible  slabstock  foams. 
Because  the  vast  majority  of  flexible 
slabstock  producers  have  converted 
from  CFC-11  to  alternative  blowing 
agents  and  processes,  EPA  believes  that 
substitutes  for  CFCs  are  readily 
available  in  this  area  and  that  the  use  of 
CFCs  in  flexible  polyurethane  foam  is 
therefore  nonessential.  At  present,  there 
are  a  number  of  alternatives  to  the  use 
of  CFCs  in  flexible  polyurethane 
slabstock  foam.  MeCl  represents  the 
most  widely  used  and  widely  available 
alternative.  In  areas  that  restrict  the  use 
of  MeCl.  manufacturers  have  turned  to 
alternative  blowing  agents  such  as 
acetone,  HCFCs.  and  methyl  chloroform. 
Other  near-term  altonatives  are  also 
available.  For  example,  modifications  in 
polyoHedmology  and  the  use  of 
soft«iing  additives  can  reduce  or  even 
eliminate  the  need  for  certain  auxiliary 
blowing  agents.  "AB"  technology, 
which  uses  formic  acid  to  double  the 


quantity  of  gas  produced  during  the 
isoc^anate  reaction,  may  ofier  a  viable 
alternative  to  CFCs  in  those  areas  where 
other  substitutes  are  infeasible.  Finally, 
an  increase  in  the  density  of  foam 
produced  can  dramatically  reduce  the 
need  for  auxiliary  blowing  agents. 
There  are  a  number  of  safety  and 
health  issues  associated  with  the 
possible  substitutes  for  CFCs  in  the 
production  of  flexible  polyurethane 
slabstock  foam;  however,  EPA  believes 
that  with  the  proper  precautions  these 
alternatives  can  be  used  safely.  EPA  has 
classified  MeCl  as  a  probable  hiunan 
carcinogen  with  an  Occupational  Safety 
and  HeeJth  AdmLnistration  Permissible 
Exposure  Limit  (OSHA  PEL)  of  25  parts 
per  miUion.  Flexible  foam 
manufacturers  that  use  MeCl  must 
follow  apprt^riate  worker  health  and 
safety  practices.  Acetone  is  extremely 
flammable,  and  manufacturers  must 
ensure  that  ventilation  is  adequate,  and 
they  may  need  to  take  other  safety 
precautions  as  well.  Moreover,  acetone 
is  a  volatile  organic  compoimd  (VOC) 
that  can  contribute  to  the  formation  of 
ground-level  ozone  (smog).  States  have 
the  primary  responsibiUty  for  enforcing 
the  National  Ambient  Air  Quality 
Standards  (NAAQS)  that  relate  to 
ground-level  ozone,  and  the  use  of 
acetone  could  be  subject  to  restrictions 
in  those  regions  classified  as  ozone 
nonattainment  areas.  HCFCs  and  methyl 
chloroform,  although  they  have  much 
lower  potential  to  deplete  stratospheric 
ozone  than  CFCs,  have  measurable 
ozone-depletion  potentials; 
consequently,  other  sections  of  title  VI 
place  restrictions  on  HCFCs  and  methyl 
chloroform.  Finally,  the  formic  add 
used  in  the  "AB"  process  has  a  low  Ph 
and  requires  special  handling.  In 
addition,  the  carbon  monoxide 
produced  by  the  reaction  between  the 
isocyanate  and  the  formic  add  can 
prove  harmful  without  proper 
ventilation.  While  each  of  these 
alternatives  presents  some  degree  of  risk 
to  human  health  and  the  environment, 
EPA  believes  that  with  the  proper 
precautions,  each  can  be  considered  a 
possible  substitute  for  CFC-11  in  the 
production  of  super-soft  and  low- 
density  flexible  polyurethane  slabstock 
foam.  Consequently,  the  Agency 
believes  that  substitutes  are  available  for 
this  use  of  CFC-11,  and  that  flexible 
polyiirethane  slabstock  foam  produced 
with  CFC-11  is  a  nonessential  product 

In  maVipg  its  determination  to  classify 
CFC  use  in  flexible  and  paduging  foams 
as  nonessMitial,  EPA  also  considered 
several  other  relevant  fectors.  EPA 
believes  that  the  exdse  tax  on  CFC-11 
will  provide  a  continuing  incentive  for 
manufecturers  to  oonvwt  to  less  costly 
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•Itemativas.  Moisover,  in  those  areas 
where  Mea  use  is  restricted,  the  wide 
range  of  neai^term  ahematives  for  CFC- 
11  should  provide  flexible  slabstock 
manufacturers  with  sufficient 
opportunity  to  find  an  acceptable 
substitute.  As  a  result.  EPA  expects  the 
economic  impacts  associated  with  a  ban 
on  CFC  use  in  flexible  slabstock  foams 
to  be  minimal. 

Baaed  on  consideration  of  the  above 
criteria.  EPA  believes  that  the  use  of 
CFCs  in  flexible  polvurethane  slabstock 
foam  is  nonessential.  Thmefora.  today's 
final  rule  bans  the  use  of  CFCs  in 
flexible  polyurethane  slabstock  foam.  In 
response  to  the  commenter's  request  for 
a  limited  exemption.  EPA  seriously 
considered  allowing  companies  with 
foani  production  facilities  located  in 
NAAQS  nonattainment  areas  for 
ground-level  ozone  in  states  that 
prohibit  the  use  of  methylene  chloride 
to  petition  the  EPA  for  a  limited 
exemption  to  the  ban  until  January  1. 
1994.  For  EPA  to  grant  such  an 
exemption,  petitioners  would  have  had 
to  satisfactorily  document  the  reasons 
why  these  particular  fadUties  could  not 
modify  their  production  processes 
without  undue  hardship.  However,  the 
effective  date  in  today's  rulemaking  for 
the  ban  on  production  of  flexible  and 
packaging  foams  with  CFCs  is  January 
17. 1993.  Since  the  effective  date  of  the 
ban  on  CFC  use  in  flexible  slabstock 
foams  rou^ly  coincides  with  the  date 
requested  in  the  comment  for  the 
termination  of  the  limited  exemption, 
such  an  exemption  appears 
unnecessary. 

c.  Integral  skin  foam.  Two 
commenters  addressed  the  use  of 
polyurethane  integral  slun  loam  in 
automobiles.  Polyurethane  integral  skin 
foam  is  used  for  flexible  molded  foam 
steering  wheels  and  pads.  One 
commenter  was  concerned  that  integral 
skin  foam  may  be  covered  by  the  Class 
I  rulemaking  due  to  the  broad  regulatory 
language  under  the  plastic  flexible  foam 
and  packaging  foam  categories,  and 
requested  an  exemption  for  the  use  of 
CFC-11  in  the  production  of  integral 
skin  foam  imtil  January  1, 1994.  The 
other  commenter  asserted  that  it  had 
developed  a  process  for  producing 
int^rai  skin  foam  using  water  as  the 
blowing  agent.  EPA  wishes  to  clarify  the 
status  of  integral  skin  foam  under  the 
Class  I  nonessential  products 
rulemaking.  The  Agency  does  not 
consider  integral  sUn  foam  to  be  a 
plastic  flexible  or  packaging  foam 
product  (see  section  I.I.3.  of  today's 
preamble),  and  EPA  has  not  included 
integral  skin  foam  in  the  Class  I 
nonessential  products  ban. 
Consequently,  there  was  no  need  to 


consider  the  commenter's  request  for  an 
exemption  for  the  use  of  CFC-11  in  the 
production  of  integral  skin  foam. 
However,  the  phaaeout  of  the 
production  of  CFCs  by  1996  required 
under  the  newly-modified  Montreal 
Protocol  will  force  manufacturera  to 
adopt  alternatives  to  CFCs  within  a 
relatively  short  pwiod  of  time  regardless 
of  the  nonessential  products  ban.  In 
addition,  the  Agency  must  consider  the 
production  of  integral  skin  foam  during 
the  rulemaking  for  the  Class  D 
nonessential  products  ban. 
Consequently,  EPA  was  pleased  to  learn 
from  the  public  comments  that  the 
automobile  industry  expects  to 
completely  phase  out  the  use  of  CFCs, 
as  well  as  HCFCs,  in  the  production  of 
integral  skin  foam  by  January  1, 1994. 

d.  Closed  cell  polyurethane  foam  used 
as  flotation  form.  EPA  provided  several 
illustrative  examples  of  "noninsulating 
uses"  for  flexible  and  packaging  foams 
in  its  preamble  to  the  proposed  rule, 
incluaing  flotation  foam.  Since 

Eublication  of  the  proposed  rule,  EPA 
as  become  aware  that  closed  cell 
polyurethane  foam,  which  EPA  does  not 
consider  a  flexible  or  packaging  foam,  is 
used  as  a  flotation  foam  in  the 
manufacture  of  certain  boats.  At  least 
one  manufacturer  uses  a  CFC-blown 
foam  as  both  structural  and  flotation 
material  in  the  manufacture  of  its  boats. 
Consequently,  in  drafting  today's 
rulemaxing,  EPA  considered  whether  it 
should  indude  this  application  in  the 
Class  I  nonessential  products  ban. 
In  evaluating  this  application  of 
closed  cell  polyurethane  foam,  EPA 
examined  the  purpose  and  intended  use 
of  flotation  foam.  Flotation  foam  serves 
as  an  important  safety  feature  of  many 
small  watercraft.  In  addition,  in  at  least 
one  product  line,  dosed  cell 
polyurethane  foam  serves  as  a  structural 
element  as  well.  Consequently,  EPA 
does  not  believe  that  the  purpose  of 
dosed  cell  polyurethane  flotation  foam 
is  "frivolous." 

The  use  of  CFCs  in  this  product, 
which  EPA  does  not  consider  a  flexible 
or  packaging  foam,  may  not  be 
nonessentid  at  the  present  time.  One 
manufecturer  of  closed  cell 
polyurethane  flotation  foam  has 
indicated  its  intention  to  convert  from 
CFCs  to  HCFCs  in  the  near  future. 
However,  EPA  has  not  verified  that  all 
uses  of  dosed  cell  polyurethane 
flotation  foam  have  available  non-CFC 
alternatives  at  this  time. 

Flotation  foam  serves  an  important 
safety  function  in  the  design  and 
operation  of  boats,  and  EPA  does  not 
want  to  take  action  that  would 
jeopardize  the  continued  manufacture  of 
this  type  of  foam.  However.  EPA  is 


concerned  about  the  risks  to  human 
health  and  the  environment  posed  by 
continued  use  of  Class  I  substances  in 
the  manufKrture  of  dosed  cell 
polyurethane  flotation  foam  as  well.  As 
a  result,  the  Agency  intends  to  continue 
examining  the  need  to  prohibit  such 

U80> 

EPA  also  considered  several  other 
relevant  Eactors.  EPA  believes  that  the 
excise  tax  on  CFCs  will  provide  a 
continuing  incentive  for  manufacturers 
to  move  away  from  the  use  of  CFG-11 
where  possible.  In  addition,  the 
accelerated  phaseout  will  force 
manufecturen  to  adopt  alternatives 
within  a  relatively  short  period  of  time 
regardless  of  the  nonessential  products 
hen. 

Finally.  EPA  believes  that  it  would  be 
inappropriate  to  include  new  product 
categories  in  the  ban  that  were  not 
considered  by  the  proposed  rule.  EPA 
believes  that  the  Administrative 
Procedure  Act  and  section  307(d)  of  the 
Clean  Air  Act  require  EPA  to  propose 
rulemaking  and  take  comment  before 
proceeding  to  final  rulemaking.  In 

Ereparing  the  proposed  rule,  EPA  relied 
eavily  upon  the  research  conducted  for 
the  1991  UNEP  Flexible  and  Rigid 
Foams  Technical  Options  Report.  EPA 
partidpated  in  the  development  of  the 
definitions  of  product  categories 
utilized  in  the  UNEP  technical  options 
reports,  and  the  Agency  routinely 
employs  these  categories  in  its  own 
reports,  internal  documents,  and 
rulemakings.  The  UNEP  report 
categorizes  dosed  cell  polyurethane 
foam  as  an  insulating  foam  rather  than 
a  flexible  or  packaging  foam.  EPA.  too. 
categorizes  dosed  cell  polyurethane 
foam  as  an  insulating  foam,  not  a 
flexible  and  packaging  foam.  Because 
EPA  was  imaware  that  closed  cell 

Eolyurethane  foam  was  used  as  a 
otation  foam  at  the  time  the  NPRM  was 
published,  it  did  not  indude  the  use  of 
dosed  cell  polyurethane  foam  as  a 
flotation  foam  in  the  proposed  Class  I 
nonessential  products  ban. 

"Today's  rulemaking  covera  only 
products  proposed  in  the  January  16, 
1992  proposed  rule.  Consequently, 
closed  cell  polyurethane  flotation  foam 
is  not  induded  in  the  nonessential 
products  ban  implemented  by  today's 
rulemakinB.  However,  EPA  research 
indicates  that  the  use  of  CFC-blown 
dosed  cell  polyurethane  foam  as 
flotation  foam  may  indeed  meet  the 
critOTia  for  noneesentiality.  The  Agency 
is  also  aware  that  the  self-effectuating 
1994  ban  on  HCFC  use  in  noninsulating 
foams  could  encourage  movement  away 
from  HCFCs  and  back  to  CFCs.  Because 
the  Agency  intends  to  avoid  promoting 
such  environmentally  harmful  activity. 
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it  will  continue  to  examine  the  need  to 
prohibit  CFC  use  in  closed  cell 
polyurethane  flotation  foams.  EPA  has 
the  authority  to  ctmsider  designating  as 
nonessential  other  products  which  _ 
release  ozone-depleting  substances  in 
futiue  rulemakiiigs,  and  the  Agency  may 
consider  such  action  if  at  a  later  date 
EPA  determines  that  these  products 
satisfy  the  criteria  for  nonessentiality. 

e.  Coaxial  cable.  EPA  did  not  address 
the  issue  of  coaxial  cable  in  the 
preamble  to  the  proposed  rule.  At  the 
time  that  EPA  promulgated  the 
proposed  rule,  the  Agency  was  imaware 
that  CPCs  are  used  in  the  production 
coaxial  cable.  Moreover,  the  Agency 
received  no  formal  comments  regarding 
CFC  use  in  coaxial  cable.  However, 
since  promulgation  of  the  proposed 
rule,  manufactiuers  of  coaxial  cable 
have  informed  EPA  that  such  use  exists. 

Coaxial  cable  is  widely  used  as  a 
transmitter  of  telephone  and  television 
signals.  It  consists  of  two  conductors 
(e.g..  steel  and  aluminum)  separated  by 
a  dielectric  (nonconducting)  material. 
Manufacturers  claigi  that  acceptable 
dielectric  material  must  generate  a 
specific  wave  pattern  to  ensure  against 
problems  such  as  "signal  dropout."  As 
a  result,  the  foam  within  coaxial  cable 
must  confirm  to  stringent  performance 
standards. 

At  least  one  cable  manufacturer 
ciurently  employs  an  extruded 
polyethylene  foam  blown  with  CFC-12 
as  the  dielectric  material  in  its  coaxial 
cable.  The  same  manufacturer  is  in  the 
process  of  converting  to  a  non-ODP 
blowing  agent  to  replace  its  use  of  CFC- 
12;  however,  it  is  unclear  whether  other 
manufacturers  of  coaxial  cable  could 
take  advantage  of  this  process. 

In  evaluating  this  product.  EPA 
examined  the  purpose  and  intended  use 
of  coaxial  cable.  EPA  recognizes  that  the 
purposes  served  by  coaxial  cable  are  not 
"frivolous." 

EPA  has  not  been  able  to  determine 
that  adequate  substitutes  for  CFCs  in  the 
production  of  coaxial  cable  are 
available.  Therefore,  the  use  of  CFCs  in 
this  area  may  not  be  nonessential  at  the 
present  time.  It  appears  that  the  largest 
manufacturer  of  coaxial  cable  does  not 
use  CFCs  in  the  manufactiire  of  its 
product.  In  addition,  another 
manufacturer  of  coaxial  cable  has 
indicated  its  intention  to  convert  to  a 
non-ODP  blowing  agent  in  the 
manufacture  of  its  product.  However, 
EPA  knows  very  little  about  these 
substitutes  at  this  time,  and  the  Agency 
has  been  imable  to  confirm  that 
substitutes  for  CFCs  are  currently 
available  for  most  coaxial  cable 
manufactiirers. 


EPA  is  also  concerned  about  the 
tradeoff  between  the  risks  to  human 
health  and  the  environment  posed  by 
continued  use  of  Class  I  tub^ances  in 
the  manufacture  of  coaxial  cable  and  the 
risks  to  human  health  and  the 
environment  posed  by  the  \ue  of 
particular  substitutes.  As  a  result,  EPA 
intends  to  continue  collecting 
information  on  pcj^ble  CFC  substitutes 
for  this  application. 

EPA  also  considered  several  other 
relevant  factors.  A  ban  on  CFC  use  in 
the  manufactiue  of  coaxial  cable  could 
prove  harmful  to  some  coaxial  cable 
manufacturers.  Moreover,  EPA  believes 
that  the  excise  tax  on  CFCs  will  provide 
a  continuing  incentive  for  coaxial  cable 
manufacturere  to  move  away  from  the 
use  of  CFC-12  where  possible.  In 
addition,  the  accelerated  phaseout  will 
force  manufacturers  to  adopt 
alternatives  within  a  relatively  short 
period  of  time  regardless  of  the 
nonessential  products  ban. 

Consequently,  EPA  does  not  intend  to 
ban  the  use  of  CFCs  in  coaxial  cable  at 
this  time.  However,  the  Agency  wrill 
continue  to  examine  the  need  to  take 
action  in  the  fotiuw  to  prohibit  the  use 
of  CFCs  in  the  manufacture  of  coaxial 

cable. 

f.  Aerosol  polyurethane  foam.  Aerosol 
polyurethane  foam,  also  known  as  one 
component  foam,  is  used  by  both  the 
building  industry  and  by  do-it- 
yourselfers  in  a  variety  of  applications. 
These  include  draft-proofing  around 
pipes,  cable  runs,  doora  and  windows; 
sealing  doors  and  window  frames;  and 
joining  together  insulating  panels, 
roofing  boards,  and  pipe  insulation. 
CFC-12  has  traditionally  been  the 
blowing  agent  of  choice  for  aerosol 
foams  because  of  its  relatively  low 
boiling  point.  CFC-12  acts  both  as  a 
propellent  and  as  a  blowing  agent 
yielding  "&t)thed  foam"  that  does  not 
flow  away  from  the  site  of  its 
application.  In  recent  years,  there  has 
been  widespread  conversion  away  from 
CFC-12  and  toward  alternatives  such  as 
HCFC-22  and  hydrocarbons. 

EPA  did  not  address  aerosol  foams 
directly  in  the  preamble  to  the  proposed 
rule.  However,  the  Agency  wishes  to 
clarify  that,  for  the  purposes  of  this 
rulemaking,  aerosol  foams  will  be 
treated  as  foams  and  not  as  aerosols. 
EPA  beUeves  that  this  approach  is 
consistent  with  regulations  published 
by  the  Internal  Revenue  Service  (52  FR 
56303)  that  treat  spray  foam  as  an 
insulating  foam  product  for  tax 
purposes.  Despite  this  determination, 
EPA  did  evaluate  this  product  against 
the  criteria  in  section  610(b)(3). 

EPA  does  not  believe  that  either  the 
purpose  or  intended  use  of  aerosol 


polyurethane  foam  is  "frivolous." 
Moreover,  because  substitutes  for  CFCs 
in  aerosol  polyurethane  foam  may  not 
be  available  for  all  applications,  EPA 
did  not  determine  that  the  use  of  CFCs 
in  this  product  is  nonessential  at  this 
time. 

While  many  manufacturen  have 
converted  from  CFCs  to  alternatives 
such  as  HCFCs  and  hydrocarbons,  it  is 
not  clear  that  non-CFC  substitutes  are 
adequate  for  all  applications  at  the 

S resent  time.  Hydrocarbons  may  pose 
ammability  risks  both  at  the  point  of 
manufacture  and  at  the  point  of  tise.  In 
addition,  both  hydrocaroons  and  HCFCs 
lack  the  thermal  insulating  capabilities 
of  CFC-12. 

Hydrocarbons,  because  of  their 
flammabiUty,  may  pose  significant  risks 
to  safety  and  health  when  used  as 
propellants  and  blowing  agents  in 
aerosol  foams.  However.  EPA  is  also 
concerned  about  the  risks  to  human 
healtli  and  the  environment  posed  by 
continued  use  of  Class  I  substances  in 
aerosol  foams.  As  a  result,  the  Agency 
intends  to  continue  examining  the  need 
to  prohibit  such  use. 

ui  evaluating  aerosol  polyurethane 
foam,  EPA  also  considered  several  other 
relevant  factors.  Certain  manufacturers 
may  be  unable  to  convert  to  non-CFC 
alternatives  at  this  time  due  to 
considerations  of  safety,  energy 
efficiency,  or  technological  viability.  As 
a  result,  a  ban  on  the  use  of  CFCs  in 
aerosol  foams  may  be  undesirable. 
Moreover.  EPA  believes  that  the  excise 
tax  on  CFCs  will  provide  a  continuing 
incentive  for  manufacturers  to  move 
away  from  the  use  of  CFC-12  where 
possible.  In  addition,  the  accelerated 
phaseout  will  force  manufactiuers  to 
adopt  alternatives  within  a  relatively 
short  period  of  time  regardless  of  the 
nonessential  products  ban. 

Finally.  EPA  believes  that  it  would  be 
inappropriate  to  include  new  product 
categories  in  the  ban  that  were  not 
considered  by  the  proposed  rule.  EPA 
considers  aerosol  polyurethane  foam  to 
be  an  insulating  foam,  not  a  flexible  and 
packaging  foam.  Consequentiy.  this 
product  was  not  included  in  the 
proposed  Class  I  nonessential  products 
ban.  Today's  rulemaking  covers  only 
products  proposed  in  the  January  16, 
1992  proposed  rule;  consequently, 
aerosol  polyurethane  foam  is  not 
included  in  the  nonessential  products 
ban  implemented  by  today's 
rulemaking.  However,  preliminary  EPA 
research  indicates  that  the  use  of  CFCs 
in  aerosol  polyurethane  foam  may 
indeed  meet  the  criteria  for 
nonessentiality.  EPA  has  the  authority 
to  consider  designating  as  nonessential 
other  products  that  release  ozone- 
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depleting  substeBoee  in  Astiav 
rulonddngs.  and  the  Agency  nuy 
coiHider  Mdi  eetfen  if  at  a  later  date 
EPA  detarminee  tfiat  tbeae  products 
satiefy  the  criteria  for  ncoementiality. 

3.  Aerosols 

a.  Impact  of  1994  Ckas  U  nonessential 
prodoets  ban.  Several  cuuunentars 
argoed  that  the  propoeed  rulemaking's 
inclusion  of  aerosol  products  was 
unwarranted.  They  nh  that  EPA's 
concern  that  some  manufacturers  would 
switch  from  the  use  of  Class  n 
suhstances  to  Class  I  substances  in 
certain  products  after  January  1. 1994. 
was  unjustified.  The  commenters  stated 
that  mciriiLet  forces  would  prevent  Class 
I  substances  from  being  used  in  place  of 
Class  n  substances  after  1994.  In 
response,  the  Agency  wishes  to 
emphasize  that  it  is  encouraged  by 
steady  movement  of  the  aerosol  market 
Lito  non-ozone  depleting  compounds. 
EPA  believes  that  the  use  of  Class  I 
substances  in  place  of  Class  II 
substances  in  most  aerosol  oroducts 
after  January  1. 1994  is  unlikely. 
However,  without  a  regulatory 
restriction  on  the  use  of  CFCs  in 
aerosols,  there  are  possible  scenarios 
under  which  the  use  of  CFCs  may  be 
attractive  in  1994,  when  the  ban  on  the 
use  of  HCFCs  in  aeroeols  takes  afiiact. 
Consequently.  EPA  reiterates  the  view 
exprMsed  in  tlie  proposed  rule  that  the 
Class  I  ban  on  aerosols  is  necessary  to 
prevent  federal  policy  from  actually 
encouraging  additional  destruction  of 
the  stratoepheric  ozone  layer. 

One  conunentar  was  ctmcemed  that 
by  banning  the  uae  of  CFCs  in  aerosol 
products,  EPA  wras  dosing  the 
provisions  made  in  the  Act  for  granting 
exceptions  for  the  use  of  Class  II 
substances.  EPA  notes  that  the 
commentar  is  correct  in  obeerving  that 
today's  rulemaking  may  impact  the 
Class  n  ban  on  aerosol  products. 
However,  this  does  not  render  the 
exceptions  in  the  statute  irrelevant.  The 
Act  permits  the  continued  use  of  Class 
U  compounds  only  if  the  Administrator 
determines  that  the  aerosol  product  or 
pressurized  dispenser  is  essential  as  a 
resuh  of  flammability  or  worker  safety 
concerns  and  that  the  only  available 
substitute  is  a  legally  available  Class  I 
substance.  While  today's  rulemaking 
does  restrict  the  use  of  Class  I 
substances  in  aerosol  products,  this  is 
not  contrary  to  Congressional  intent. 
EPA  is  not  banning  all  uses  of  Class  I 
substances  in  aerosols;  consequently, 
while  today's  action  reduces  the  number 
of  poaaibla  candidates  for  exceptions  to 
the  Qaaa  II  ban  on  aoroad  products,  it 
does  not  pcachida  future  action  to 


except  uses  of  Clasa  B  scriMtances  in 
aerosols  or  presanrized  dispaBseta. 

Tka  featrtctions  on  Hw  naa  of  daaa  I 
subaluices  in  aatoaola  and  aAer 
pressurized  diqMoaars  undar  today's 
regulations  ve  rootad  in  tha  fKt  that  fcr 
many  aerraol  uaaa,  which  vrare 
exempted  undar  the  1078  aarasol  ban. 
substitutes  hava  since  bean  dav<riopad. 
EPA  has  shown  conaidaraMa  flexibility 
in  granting  exceptions  lor  Qaaa  I 
compoBBDds  where  a  subatitute  ia 
unavtilaMe  (MDb  and  mtAA  release 
agents,  for  example).  In  additi<m,  the 
exception  for  the  use  of  Qaaa  D 
compounds  due  to  flammability  and 
worker  aafaty  concerns  presents  another 
opportimity  for  the  Agency  to  grant 
limited  exceptiozu  for  the  naa  of  Qaaa 
n  substancea. 

b.  C/ari^aition  pflaeroaoli omf other 

pressurized  dispensers".  Oom 
commenter  raqiiested  that  EPA  examine 
the  use  of  the  phrase  "other  pressurized 
dispensers"  in  the  language  for  the 
aerosol  restrictions.  According  to  the 
commenter,  "other  pressuriaed 
dispensers"  could  be  interpreted  as 
applying  to  pressurized  containers 
("bulk  containers")  used  to  distribute 
materials  for  use  in  other  products 
because  these  materials  generally  are 
self-pressurised  when  so  contained.  The 
commenter  proposed  that  EPA  exclude 
any  presstirized  vessel  being  used  as  the 
containment  vessel  for  distribution 
purposes  when  the  material  therein 
contained  is  self-pressurized.  EPA 
agrees  with  the  commenter  that  further 
clarification  of  the  definition  of 
pressiirized  containers  is  necessary.  The 
use  of  the  p^u^se  "other  pressurized 
dispensers"  was  meant  to  include  non- 
aerosol  products  such  as  CFC-12 
dusters  and  freeze  sprays.  EPA  does  not 
believe  that  the  term  "other  pressurized 
dispensers"  applies  to  pressurized 
containment  vessels  sudi  as  small 
containers  of  motor  vehicle  refrigerant 
or  containment  vessris  for  recycled, 
recovered  or  reclaimed  refrigerant.  Such 
an  interpretation  would  have  a 
devastating  and  unintended  impact  on 
the  air  conditioning  and  refrigeration 
industry. 

As  a  result  of  this  comment,  EPA 
wishes  to  clarify  that  the  phrase 
"aerosol  product  or  other  pressurized 
dispenser"  does  not  include  containers 
which  are  used  for  the  transportation  or 
storage  of  Class  I  substances  or  mixtures 
(bulk  containers  are  described  in  40  CFR 
82.3(i)  and  the  July  30, 1992  final  rule 
implementing  section  604  and  related 
provisions  of  sections  603, 607,  and  616 
of  the  Act  (57  FR  33754)).  Such  a  bulk 
container  is  not  part  of  a  use  syston; 
rather,  as  specified  in  40  CFR  82.3(i). 
the  "subatanoe  or  mixture  must  first  be 


transfenad  front  a  baft  container  to 
another  container.  Teaael,  or  piece  of 
eqnipraent  in  order  to  raaHaa  ita 
intended  uae."  An  example  of  an 
ambigBOoa  situation^affBCtad  by  this 
clarification  ia  the  uae  of  a  l2-<mnca 
oontainer  of  CFC-12  used  to  ladiaqjaa 
motor  vehicle  air-oonditioner.  The  CFC- 
12.  while  it  la  in  die  contains,  ia  not 
acting  and  will  not  act  as  a  refrlgeraBt 
The  CFC  must  be  charged  into  the  motor 
vehicle  air  conditioning  system  befara  tt 
can  serve  aa  a  refrigerant  Once  the 
refrigerant  ia  diaorgad  into  the  air- 
can<3itioner,  the  container  is  discarded 
and  serves  no  purpoaa  in  the  oparatkn 
of  the  air-con<^onar.  Since  the 
container  only  sarvaa  to  transport  and 
store  the  chemical.  EPA  conaklars  tt  to 
be  a  bulk  container,  and  not  subfact  to 
the  Ckaa  I  noneaaential  prodncta  bn. 

c  Dusters  and  freewe  sprays.  One 
commenter  raqueated  an  exemptiaB  for 
the  use  of  CFC-12  in  freeze  sprays  used 
on  electronic  equipment.  Another 
comm«iter  expressed  its  belief  that  the 
Act  specifically  p^ibited  the  sale  or 
distribution  of  Oass  H  substancea  such 
as  HC7C-22  in  aerosols  after  January  1, 
1994.  but  allowed  the  continued  sale  or 
distribution  of  CFC-12  dusters.  The 
commenter  felt  that  the  use  of  CFC-12 
in  aerosol  dusters  was  an  unaocmtable 
loophole.  EPA  wishes  to  clarify  tnat 
while  the  Act  doea  not  specifically  ban 
the  use  of  Class  I  substances  in  aerosol 
dusters,  it  requires  EPA  to  identify  and 
ban  nonessential  products  containing 
Class  I  substaiuss.  ConsequenUy.  the 
final  rule  addresses  a  number  of  Class 
I  use  sectors  not  specifically  identified 
in  the  statute,  including  aerosols  and 
plastic  flexible  and  packaging  foams. 

Dusters  and  freeze  sprays  (also 
referred  to  as  freezants)  tynicallv 
contain  a  pressurized  fluid,  such  as 
CFC-12.  which  is  released  as  a  gas 
(duster)  or  as  a  liquid  (freezant).  Dusters 
and  fi^eeze  sprays  contain  only  one 
ingredient  and  are  used  for  both 
commercial  and  noncommercial 
applications.  The  noncommercial  use  of 
dusters  was  addressed  earlier  in  the 
preamble  (see  section  I.I. I.e.).  EPA 
considers  gas  sprays  containing  CFCs  to 
be  among  tiie  products  described  as 
CFC-containing  cleaning  fluids  for 
noncommercial  electronic  and 
photographic  equipment  in  section 
610(b)(2).  Consequently,  the  sale  of  gas 
sprays  to  noncommercial  purdiasers  is 
banned  by  today's  rulenialdng.  as 
required  by  the  stitue. 

Dusters  ate  primarily  used  in  the 
electronic  and  photographic  industries 
to  blow  fine  dirt  materials  and  dust 
away  from  products  vrhidi  need  to  be 
kept  dust-firee  and  v^ch  cannot  be 
wiped  clean.  Freeze  sprays  can  be  tised 
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for  a  variety  of  piuposes  including 
shrink  fitting  small  metal  products, 
testing  for  faults  in  electronic 
equipment,  some  medical  applications, 
and  the  removal  of  chewing  gum  and 
other  waxy  or  gummed  substances  from 
various  surfaces. 

Based  on  information  in  a  recent 
report  to  EPA's  Office  of  Research  and 
Development  and  information  provided 
by  commenters,  EPA  evaluated  dusters 
and  freeze  sprays  uainst  the  criteria  for 
nonessentiality  and  determined  that  the 
use  of  CFCs  in  these  aerosol  products, 
i.e.  as  propellent  or  sole  ingredient,  does 
not  Mranant  an  exemption  and, 
therefore,  should  be  banned  as 
nonessential. 

Dusters  and  freeze  sprays  serve  an 
important  and  nonfrivolous  purpose  for 
the  electronics  industry  as  well  as  other 
users.  EPA  has  not  determined  that  the 
purpose  and  intended  use  of  these 
products  is  nonessential.  However, 
because  there  are  commerdaliy 
available  substitutes,  EPA  believes  that 
the  use  of  CFX>12  in  dusters  and  freeze 
sprays  is  nonessential. 

Several  substitute  formulations  for  the 
use  of  CFC-12  in  dusters  and  freeze 
sprays  have  been  identified,  including 
HCTCs,  hydrocarbons,  and  inert  gases 
(e.g.,  carbon  dioxide  and  nitrogen 
oxide).  Non-aerosol  alternatives  are  also 
availt^le.  EPA  beUeves,  therefore,  that 
adequate  substitutes  are  readily 
available  for  CFC-12  as  the  sole 
ingredient  in  dusters  and  freeze  sprays. 

EPA  is  aware  that,  to  ensure  the  safety 
of  workers  in  the  electronics  industry, 
alternative  formulations  for  aerosol 
products  used  on  electronic  or  electrical 
equipment  must  be  nontoxic  and,  in 
most  applications,  nonflammable.  EPA 
believes,  however,  that  effective  and 
safe  non-CFC  propellents  are  readily 
available. 

In  making  its  determination  regarding 
these  products,  EPA  also  considered  the 
economic  impact  of  banning  these 
products.  EPA  acknowledges  that  any 
manufacturers  still  producing  CFC 
dusters  or  freeze  sprays  would  suffer 
some  economic  impact  as  a  result  of  this 
rule.  EPA  believes,  however,  that  given 
a  12-month  period  before  the  ban  on 
these  products  takes  efiisct,  these 
manufacturers  will  have  sufficient 
opportunity  to  liquidate  existing 
inventories  and  reformulate  their 
products  with  a  substitute  for  CFC-12. 
In  any  case,  manufacturers  will  have  to 
convert  to  a  non-CFC  substitute  soon, 
given  the  phaseout  of  CFC  production 
by  January  1, 1996  under  the  modified 
Montreal  Protocol 

In  conclusion,  EPA  has  determined 
that  the  use  of  Class  I  substances  such 
as  CFC-12  as  the  sole  ingredients  in 


dusters  or  freeze  sprays  is  nonessential 
and,  therefore,  dusters  and  freeze  sprays 
are  included  in  the  ban  on  nonessential 
products  promulgated  in  today's 
rulemaking.  Consequently,  the  loophole 
which  concerned  the  second  commenter 
will  not  exist 

d.  Lubricants,  coatings,  and  cleaning 
fluids  for  electrical  or  electronic 
equipment.  In  the  proposed  rule,  EPA 
proposed  to  ban  the  use  of  CFCt  in  all 
aerosol  products  and  pressurized 
dispensers  with  a  number  of 
exemptions,  including  the  use  of  CFC- 
11  or  CFC-113  in  lubricants,  coatings, 
and  cleaners  for  commercial  electrioal 
and  electronic  uses.  EPA  received  one 
comment  requesting  that  the  exemption 
for  commercial  electrical  {md  electronic 
uses  be  expanded  to  include  CFC-12. 

Lubricants  and  ooatings  typically 
contain  an  active  ingredient  (the 
lubricating  or  coating  material),  a 
solvent  or  diluent,  and  a  propellent 
Qeening  fluids  can  include  solvent 
sprays  and  gas  sprays  (gas  sprays  are 
disciissed  in  the  preceding  section  on 
dusters  and  freeze  sprays).  The  solvent 
sprays  typically  contain  a  solvent  and  a 

Eropellant  and  are  dispensed  as  a 
quid.  Lubricants,  coatings  and 
cleaning  fluids  can  contain  CFCs  as 
either  solvents  or  as  propellants.  CFC- 
11  and  CFC-113  are  the  most  common 
CFCs  used  as  solvents,  although  a 
commenter  claimed  that  CFC-12  is  also 
used  as  a  solvent  in  certain  applications. 
CFC-12,  however,  is  most  commonly 
used  as  a  propellent.  EPA  believes  that 
the  use  of  CFC-12  as  a  solvent  rather 
than  a  propellant  is  very  small. 

Based  on  information  in  a  recent 
report  by  EPA's  Office  of  Research  and 
Development  and  information  provided 
by  commenters,  EPA  evaluated 
lubricants,  coatings,  and  cleening  fluids 
for  electrical  and  electronic  equipment 
against  the  criteria  for  nonessentiality 
and  determined  that:  (1)  Use  of  CFCs  as 
solvents  or  diluents  in  these  aerosol 
products  should  not  be  banned,  but  that 
(2)  use  of  CFCs  as  propellants  in  these 
aerosol  products  does  not  warrant  an 
exemption  and,  therefore,  should  be 
banned. 

Lubricants,  coatings  and  cleaners  for 
electronic  and  electrical  eqxiipment 
serve  an  important  and  nonfrivolous 
purpose  for  the  electronics  industry. 
EPA  has  not  determined  that  the 
purpose  and  intended  use  of  these 
products  is  nonessentiaL 

EPA  research  indicates  that  adequate 
substitutes  for  the  tise  of  CFCs  as 
solvents  or  diluents  in  these 
applications  may  not  yet  be  available.  In 
November  1989,  EPA's  Office  of 
Research  and  Development  (ORD) 
published  an  evaluation  of  the  need  for 


continued  use  of  CFCs  in  both  exempted 
and  excluded  uses  of  CFCs  in  aerosols 
(see  Alternative  Fonnulations).  The 
ORD  report  concluded  that  adequate 
substitutes  did  not  yet  exist  for 
lubricants,  coatings  and  cleaners  using 
CFC-11  or  CFC-113  for  commercial 
electrical  and  electronic  equipment 
EPA  beUeves  that  adequate  substitutes 
have  still  not  been  found  for  CFCs  used 
as  solvents  or  diluents  in  these  aerosol 
products.  In  addition,  according  to  a 
commenter,  CFC-12  is  occasionally 
used  as  a  solvent  in  these  products.  EPA 
believes  that  the  use  of  CFO-12  as  a 
solvent  is  similar  to  that  of  CFC-11  and 
CFC-113  and  that  substitutes  may  not 
be  available  for  this  application  either. 

However,  several  substitute 
formulations  for  the  use  of  CFC-12  as  a 
propellant  have  been  identified, 
including  HCFCs,  hydrocarbcms.  and 
inert  gases  (e.g.,  carbon  dioxide  and 
nitrogen  oxide).  These  substitute 
propellants  are  suitable  for  use  as 
propellants  in  products  that  contain 
other  ingredients,  such  as  solvent 
sprays,  lubricants,  and  coatings.  Non- 
aerosol  alternatives  are  also  available. 
EPA  believes,  therefore,  that  adequate 
substitutes  are  available  for  CFC-12  as 
a  propellant  in  lubricants,  coatings,  and 
cleaners  for  commercial  electrical  and 
electronic  equipment 

EPA  is  aware  that,  to  ensure  the  safety 
of  workers  in  the  electronics  industry, 
alternative  formulations  for  aerosol 
products  used  on  electronic  or  electrical 
equipment  must  be  nontoxic  and,  in 
most  applications,  nonflammable.  Q'A 
believes  that,  while  effective  and  safe 
non-CFC  propellants  are  readily 
available,  nmi-CFC  solvents  may  not  be 
available. 

In  making  its  determination  regarding 
these  products,  EPA  also  considered  the 
economic  impact  of  banning  these 
products.  Since  substitutes  for  CFC 
solvents  in  aerosol  lubricants,  coatings, 
and  cleaners  for  electronic  equipment 
are  not  readily  available,  banning  these 
products  could  have  a  significant 
economic  impact  on  the  electronics 
industry. 

In  conclusion,  EPA  will  permit  the 
continued  use  of  CFC-11,  CFC-12,  and 
CFC-113  in  aerosol  lubricants,  coatings 
and  cleaners  for  electronic  and  electrical 

Siipment  if  the  CFCs  are  iised  as 
vents  or  diluents.  EPA  has,  however, 
determined  that  the  use  of  CFC-12  as  a 
propellant  is  nonessential  and, 
therefore,  its  use  is  banned.  As  noted 
above,  EPA  believes  that  the  use  of 
CFC-12  as  a  solvent  rather  than  as  a 
propellant  is  very  limited.  EPA, 
therefore,  expects  that  CFC-12  will  be 
used  in  very  few  aerosol  products  and 
only  in  situf  tions  when  the 
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\  d— riy  d«mon»ti«to 

thai  CFC-12  is  not  und  ■•  •  p(op*Ua>t- 
EPA  win  coatiaa*  to  «ocamliM  th*  need 
to  take actioB  fai  dMfatur*  ragwding  tlM 
remaining  oeae  of  CFCe  !■  kilttiaiita, 
coattnot.  oKi  denning  HoMb. 

In  addiition,  one  comnMoter  suggested 
that  the  tiaefteHit  of  hdvicant*.  coatings 
and  clTf"*"e  flidds  for  electrim)  or 
electronic  eonipnMt  in  the  propoeed 
rule  ws  ■mtwgJMWS  The  comments 
requested  dHificatian  aiMal  the  aOsct 
that  the  nhfesi  "other  then  thoee 
spedfiedebove"  in  f  82.ee(d)  had  on 
be  trasAment  of  theee  pradncts. 
In  diafting  the  Mopoeed  rule.  EPA 
intended  to  prohinit  aU  aaroeol  uses  of 
CFCs  in  hrfvicants,  coatings,  and 
d^aning  fluids  for  eiectiical  or 
electrooic  equipment  except  for  the  use 
of  CFC-11  and  CFC-113  far 
nonpfopallant  pnrpoees  in  such 
products.  The  {Heuable  to  the  )maaarj 
16, 1902 IVRM  deariy  expressed  this 
intent  (as  montiaDed  shove,  EPA  has 
subseqiiently  decided  to  indude  the  use 
of  CFC-12  for  nonpropeUant  purposes 
in  this  excqitiao).  EPA  acknowledges, 
however,  tiist  the  use  (rftfks  phrase 
"othsr  thsn  those  ■per.Hhid  ebove"  in 
§  82.66(d)  of  the  pwipoeed  rule  did  not 
clearly  expieas  tUs  intsnt,  because  it 
could  have  been  intarpreled  as 
exduding  additional  awwnerdai  uses  of 
such  deoing  flakb  in  ontain 
electronic  appUcatians  from  coverage 
under  the  ums  I  hen.  This  was  not 
EPA's  intent  Consequsntly,  in  response 
to  the  aunmentar's  inquest  for 
clarification,  the  pkmae  "other  than 
thoee  specified  eba««"  has  been 
changed  to  "other  tlian  tiioee  banned  in 
%  82.64(a)  or  §  82.64(b)"  hi  today's 
rulemaldng. 

e.  SfnnnerettB  hikaicant/cieaning 
spmy.  In  the  proposed  rtile,  EPA 
exempted  several  solvent  sppHcations 
of  CFCs  in  certain  aerosol  products  due 
to  a  lack  of  availaUa  substitutes.  One 
exempted  product  category  consisted  of 
relsese  agmts  far  mtdda  using  CFC-11 
or  CFC-113  in  the  production  of  plastic 
and  elestomeric  materials.  EPA  received 
one  comment  requesting  that  a  class  of 
somewhat  similn  products,  spinnerette 
lufarkant/cleanlng  sprays  used  far 
synthetic  fiber  production,  be  exempted 

from  the  ban  on  aerosols  and  

pressurised  dispensers  containing  CFCs. 

Daring  the  production  of  certain 
synthetic  fibers  such  ss  acrylic,  a 
silicone  procfaid  is  sptsyed  onto 
spinning  blocks  called  spinnersttes.  In 
certain  qiplicatians,  this  aarasol 
product,  conts^ning  CFG-114  as  the 
solvent  and  siUcone  aa  the  active 
iMTsdiant,  is  used  to  both  dean  end 
It&icato  the  spinnerettos  in  ardor  to 
remove  unwanted  residue  which 


otherwiee  boilde  up  on  then.  The 
famralatian  acts  both  as  a  lidnicoat  and 
as  a  deening  agent  ^linnerBtte 
lubricant/deaning  sprays  currently 
contain  CFCs,  bou  aa  solvents  and  as 
propellents.  CPC-114  is  prefaired  as  a  . 
solvent  because  it  is  nonflammabh, 
nontoxic  and  provides  adequate 
dispersion  of  the  active  ingredient 
CFC-12  is  used  as  the  propellant  The 
commenter  estimates  that  its  annual 
usage  of  CFC-114  is  ron^llly  9.000 
pounds  per  year. 

Based  on  the  infarmstion  provided  by 
the  commenter.  EPA  evaluated 
spiimerette  deening  lubricant  sprays 
against  the  criteria  far  nonessantiahty 
and  determined  that:  (1)  Use  of  CFCs  as 
solvents  in  these  serosol  products 
should  not  be  banned  as  nonessential 
products  at  diis  time,  but  that  (2)  use  of 
CFCs  as  propellsnts  do  not  warrant  an 
exemption  and.  therefiore,  should  be 
banned  as  nonessential  products. 

In  making  its  detenninatian.  EPA 
examined  the  purpose  and  intended  use 
of  spinnerette  lubricant/deaning  quays. 
EPA  acknowledges  the  importance  of 
this  product  for  the  production  of 
certain  synthetic  fibers  and  does  not 
consider  the  use  of  spinnerette 
lubricant/cleaning  sprays  to  be 
nonessential. 

The  commenter  indicated  that 
although  reseoch  on  altoruitivee  is 
cunenUy  underway,  no  solvent 
substitute  which  is  as  safe  and  efiiective 
as  the  CFC-114  formulation  for 
spinnerette  luhricant/deening  sprays  is 
svailable  at  thia  time.  However,  several 
substitute  formulations  for  the  uae  of 
CFC-12  as  a  prapellant  have  been 
identified  induding  HCFCa  and  inert 
gases  (e.g.,  carbon  dioxide  and  nitrogen 
oxide).  EPA  believee,  therefore,  that 
adequete  suhstitutee  are  available  fra* 
CFC-12  aa  a  propellant  in  qiinnerette 
deening  hriiricants  used  far  fiber 
production. 

To  ensure  wnwker  safsty.  spinnerette 
deaning  lubricants  should  be 
nonfkinmable  and  nontoxic  EPA 
believes  that,  while  safa  and  efbctive 
non-CFC  propellents  are  readily 
available.  non-CFC  solvent  altnnatives 
for  CFC-114  may  not  be  available  for  all 
applications  at  thia  time. 

In  making  ite  datormination,  EPA  alao 
considered  ths  economic  impact  at 
banning  tiie  use  of  CFC-114  in 
spinnerette  lubricant/deaning  sprays. 
Since  substitutes  far  the  GPC-l  14 
solvent  in  aerosol  spiiuieretto  lubricant/ 
deaning  sprays  sre  not  reedily 
svailabte,  W""fa>B  these  products  could 
hsve  a  significant  economic  impact  on 
the  fiber-procfaicing  industriee  using  this 
production  OMthod. 


The  axdse  tax  on  osone-depleting 
compounds  and  the  aocelerafted 
phaMout  will  farce  manufacturers  to 
adopt  alternatives  vrtthin  a  relatively 
short  period  (rftims  regardless  of  die 
nonessential  products  ban.  The  industry 
is  currently  conducting  research  on 
such  substitutes. 

EPA  has.Jherefore.  dedded  to  exenq>t 
the  use  of  CFC-114  as  a  solvent  in 
spinnerette  lubricant/deaning  spnya 
from  the  ban  on  aerosol  products  and 
pressurized  dispensers  containii^GPCs 
at  this  time.  However,  the  use  of  CFC- 
12  as  a  propellant  in  this  produd  is 
nonessential  and.  therefore,  such  use  is 
banned. 

f.  Plasma  etduag.  EPA  received 
sevwal  conunente  requesting  that  EPA 
exempt  the  use  of  CFCs  for  plasma 
etching  from  the  ban  on  aeroeol 
products  snd  pressurized  dispensers 
containing  CFCs. 

One  stop  in  the  manufacturing 
process  of  semicondudors  snd  other 
microcompuler  componente  requires  the 
sub-micron  etching  of  circuit  lines  on 
thin  sheete  of  silicon  crystaL  This 
technology  procees,  reHnrsd  to  as 
plasma  or  diy  etching,  uses  vuious 
chlorine-  snd  fhxsrine-oontsining 
chemicals  aa  halide  sources  to  oeete  a 
plasma  which  is  used  to  etch  die  siUcoo 
wafars  within  a  sealed  chamber.  The 
chemicals  used  voy  depending  on  the 
process  and  include  CFCs,  halons. 
carbon  tetracUnide,  and  methyl 
chloroform.  Theee  ozone  depleting 
substances  sre  transformed  into 
chemicals  with  no  oaone  depleting 
potential  in  the  ptesme  etching  procees. 

The  chemicala  used  for  this  procees 
are  usually  contained  in  stainlees  steel 
cylinders.  Containers  of  low  pressure 
substancea,  such  as  CFC-11  snd  methyl 
chloroform,  are  pressiuized  with 
nitrogen  or  carbon  dioxide;  containen 
of  high  pressure  substances  are  self 
pressurized.  Typically,  hoaee  and  odier 
dispwising  mecnanisms  are  sttadied  to 
the  containers  or  cylinders  prior  to  their 
use  for  plasma  etching  to  aUow  the 
chemical  to  flow  into  the  sealed 
chambers  at  carafally  regulated  rates. 

Based  on  informaldon  provided  by  the 
commenters  and  after  conducting 
further  reeeardi  into  this  procees.  EPA 
evaluated  prsssuriaed  <Bspenears  far 
plasma  etdiing  against  the  criteite  fat 
nonessentiality  and  determined  that 
they  should  not  bebmned  aa 
nonessential  products. 

In  making  its  determinetion.  EPA 
examined  the  purpoee  and  intended  use 
of  plasma  etching.  Preasuriaad 
dispeneen  contahiing  CFCi  for  plasms 
etching  provide  an  important  fuuctiuu 
for  the  computer  industry  In  the 
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manufBCtuie  of  semiconductors  and  are 


not 

EPA  also  evaluttod  the  availability  of 
substitutaa  for  tba  CFGs  naad  in  plasma 
alcfajng.  The  Agancy  is  aware  that 
mann&ctiueis  are  in  the  process  of 
developing  sidutitutas  for  the  Class  I 
substances  currently  used  for  plasma 
etching.  The  eniae  tax  on  osone- 
depleting  compounds  and  the 
acoelantod  phaseout  will  foroe 
manufacturers  to  adopt  alternatives 
within  a  relatively  short  period  of  time 
regardless  of  the  nonessential  products 
ban.  However,  do  such  substitutes  are 
cuxreotiy  available  for  immediate  use  at 
economical  prices.  The  cost  of 
convwtiog  away  from  CTCb  over  a  one- 
yaar  period,  as  %vould  be  required  if 
such  uses  were  included  in  the  ban  on 
nonessential  products — even  if  that 
conversion  is  technologically  feasible — 
is  eoonomically  prohibitive.  Industry 
estimates  suggest  that  costs  would 
approach  several  miUion  dollars  per 
facihty.  ThareSore,  EPA  does  not 
consider  that  substitutes  are  available 
within  the  time  frame  of  the 
nonessential  products  rule. 

EPA  is  not  aware  of  any  safety  or 
health  considerations  associated  with 
the  alternatives  for  CFCs  in  plasma 
etching.  However,  EPA  is  also  aware 
that,  since  virtually  all  of  the  CFCs  used 
for  plasma  etching  are  transformed,  the 
ozone  depleting  potential  of  the  CFCs 
used  in  making  these  products  is 
destroyed  in  the  plasma  etching  process. 
Consequently  banning  the  use  of  CFCs 
in  the  plasma  etching  process  would 
have  an  immeasurably  small 
environmental  benefit 

Due  to  the  lack  of  avaiiable  substitutes 
at  this  time,  EPA  has  decided  to  include 
the  use  of  CFCs  for  plasma  etching  in 
the  list  of  products  exempted  from  the 
ban  on  aerosol  products  and  pressurized 
dispensers.  The  accelerated  phaseout 
will  force  manufacturers  to  adopt 
alternatives  within  a  relatively  short 
period  of  time  regardless  of  the 
nonassantid  products  ban.  EPA 
encoitfages  the  industry  to  make  a  swift 
and  efficient  transition  to  these 
alternatives. 

g.  Red  pepper  bear  rep^lent  spray. 
EPA  received  one  comment  requesting 
that  red  pepper  defensive  spray  used  as 
a  bear  repelleni  be  exempted  from  the 
ban  on  nonessential  aerosol  products 
containing  CFCs.  The  commenter 
argued  that  its  product  did  not  meet 
EPA's  criteria  for  nonessentiality  and, 
thus,  should  not  be  banned. 

Red  pepper  spra3rs  are  aerosol 
products  used  to  temporarily  disable  an 
attacker.  They  contain  an  active 
ingredient  t^  essence  of  red  pepper) 
that  causes  temporary  blindness, 


breathing  difficulties,  and  severe  skin 
discomfort  to  animals  or  humans  dmt 
come  into  contact  with  it.  Red  pem)er 
sprays  ere  used  by  individuals  uad  law 
enforcement  agendes  for  a  variety  of 
purposes  Tvnging  from  personal 

C'  action  to  crowd  controL  fai  addition, 
repellent  spray  containing  red 
pepper  is  used  by  campers,  hikers,  and 
peik  md  forest  serfica  <^Bcials,  most 
typically  egainst  cfaerging  grizzly  bears. 
EPA  is  aware  that  CFC-113  is  used  as 
a  solvent  in  at  least  one  defensive  spray. 
EPA  is  not  aware  of  any  other  safety 
sprays  containing  CFCs  as  propellents. 

CFC-113  is  used  as  a  solvent  in  at 
least  one  defansiva  ^ray.  Hiis  product, 
developed  as  a  bear  repellent  spray, 
uses  CFC-113  to  propel  the  active 
ingredient  soma  distance  and  produce  a 
large  cloud  of  repellent  fog  that  remains 
in  the  air  long  enough  to  affect  a 
charging  bear.  The  commenter  argued 
that  no  available  substitute  could 
produce  the  necessary  cloud  of  repellent 
at  sufficient  distance.  The  commenter 
also  uses  CFC-113  because  it  is 
Donflammable,  nontoxic  and 
con^tible  vnth  the  active  ingredient. 

Based  on  information  provided  by  the 
commenter  and  after  conducting  further 
research  into  this  product,  EPA 
evaluated  red  pepper  sprays  against  the 
o-iteria  for  nonessentiality  and 
determined  that:  (1)  Use  of  CFCs  as 
solvents  in  red  pepper  sprays  used  as 
bear  repellent  should  not  be  banned;  but 
that  (2)  use  of  CFCs  as  solvents  in  other 
safety  sprays,  including  red  pepper 
sprays,  is  nonessential;  and  (3)  use  of 
CFCs  as  propellants  in  all  safety  sprays 
is  nonessential  and,  therefore,  should  be 
banned  under  this  rule.  An  exempticm 
to  the  ban  is  warranted  only  for  the  use 
of  CFC-113  as  a  solvent  in  bear 
repellent  sprays. 

In  making  its  determination,  EPA 
examined  the  purpose  and  intended  use 
of  red  pepper  spray.  EPA  acknowledges 
that  red  pepper  sprays  serve  an 
important  nonfrivolous  use  and  has  not 
concluded  that  the  use  of  red  pepper 
sprays  is  iwnessential.  However,  EPA 
has  determined  that  the  use  of  CFCs  in 
red  pepper  sprays  is,  in  most  cases, 
unnecessary  and  is,  therefore, 
nonessential. 

EPA  determined  that  adequate 
substitutes  for  CPCs  in  the  production  of 
red  pepper  spray  were  indeed  available 
for  all  applications,  with  the  possible 
exception  of  bear  repellents.  Several 
manufacturers  produce  non-CPC  aerosol 
formulations  of  red  pepper  and  other 
personal  safety  sprays  for  protection 
against  humans.  Solvents  in  these 
formulations  include  methyl 
chlorofonn,  HCPC-141b.  dimethyl 
ether,  and  water-based  compoimds.  As 


a  result,  EPA  has  concluded  that 
effective  sobatitutea  are  aveiMile  for  die 
CPC  solvent  in  red  pepper  and  other 
safety  sprajrs  used  against  humans,  and 
that  use  of  CFCs  in  oiese  red  pepper 
npny*  is  nonessential.  However,  no 
manufacturar  has  form«ilated  a  non-CFC 
beer  r^>ellent  q»ay  that  has  been 
proven  to  be  effective.  The  solvent  use 
of  CFCs  in  these  products  is  necessary 
to  allow  the  spray  to  travel  kmg 
distances  and  produce  adequate 
dispersim  to  stop  a  charging  bear. 
Therefore,  the  Agency  believes  that 
substitutes  may  ool  be  available  for 
application  against  beers. 

There  are  a  number  of  safety  and 
health  issxies  associated  with  the 
possible  substitutes  for  C3^Cs  in  the 
production  of  red  pepper  spray.  EPA 
imderstands  that,  because  of  potential 
dangers  posed  to  both  the  user  and  the 
intended  target,  formulations  (including 
solvents)  should  be  nontoxic  and 
nonflammaUe.  EPA  believes  that  non- 
CFC  formulations  currently  exist  for 
most  defensive  sprays  that  are  both 
effective  and  safe  to  use.  However,  since 
proven  st^>stitutes  for  CPC-113  in  bear 
repellent  have  not  been  tested  yet,  EPA 
concluded  that  a  safe  and  effec^e  luui- 
CFC  formulation  for  bear  repellent  may 
not  be  available. 

EPA  acknowledges  that  the 
manufacturer  producing  the  CFC 
formulation  would  suffer  some 
economic  impart  as  a  result  of  this 
rulemaking  (the  company  markets  this 
product  for  use  against  humans  as  well). 
EPA  believes,  however,  that  given  a  12- 
month  period  before  the  ban  lakes 
effect,  the  manufacturer  will  have 
sufficient  opportunity  to  reformulate  its 
product  for  use  against  humans  with  a 
substitute  for  the  CFC  solvent.  Howev^rr^ 
since  substitutes  for  CFC  solvents  in  red 
pepper  sprays  used  as  bear  repellent  aib 
not  readily  available  at  this  time. 
banning  these  products  could  cause 
more  significant  economic  injury  for  th* 
manufacturer  of  this  product.  In  any 
case,  the  manufacturer  will  have  to 
convert  to  a  lion-CFC  substitute  soon, 
given  the  phaseout  of  CFC  production 
by  January  1. 1996  under  the  modified 
Montreal  Protocol. 

In  conclusion.  EPA  will  permit  the 
continued  use  of  CPC-113  as  a  solvent 
in  red  pepper  sprays  used  as  bear 
repellent.  EPA  believes,  however,  that  it 
is  not  necessary  to  exempt  other  safety 
sprays,  including  red  pepper  sprays,  for 
use  against  humans  from  the  ban  on 
nonessential  products.  Therefore, 
aerosol  or  pressurized  dispensers  of  red 
pepper  sprays  containing  CFCs  which 
are  not  sold  as  bear  repellent  will  be 
included  in  the  ban.  EPA  has  also 
determined  that  the  use  of  CTC-12  as  a 
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propellant  in  safety  sprays  is 
nonessential  and.  therefore,  such  use  is 
banned.  EPA  will  continue  to  examine 
the  need  to  take  action  in  the  future  to 
prohibit  the  remaining  uses  of  CPCs  in 
red  pepper  safety  sprays  as  appropriate. 

h.  Document  preservation.  EPA 
received  one  comment  requesting  that 
processes  and  products  used  for  the 
preservation  oi  books  and  archival 
documents  be  exempted  from  the  ban 
on  aerosols  and  pressurized  dispensers 
containing  CFCs.  Further  research 
conducted  by  EPA  determined  that  at 
least  two  manufacturers  in  the  U.S. 
produce  aerosol  products  which  are 
used  for  document  preservation. 

Books,  documents,  and  works  of  art 
on  paper  can  be  preserved  through  the 
application  of  a  nonaqueous 
deaddification  treatment  which 
neutralizes  existing  acids  in  paper  and 
increases  its  expected  life  for  several 
hundred  years.  There  are  several 
application  methods  for  this  technology, 
including  a  dipping  method,  a  liquified 
gas  process  conducted  in  an  enclosed 
chamber,  and  an  aerosol  spray  method. 
Most  of  the  existing  methods  that  have 
proven  to  be  both  safe  and  effective  use 
CFC  solvents  (primarily  CFC-113)  to 
dissolve  the  preserving  and  alkalizing 
chemicals  and/or  act  as  carriers  to 
transport  them  to  the  paper.  CFC-113  is 
preferred  because  it  is  nonflammable, 
nontoxic,  evaporates  quickly,  is 
nonreactive  with  the  document 
material,  and  displays  little  or  no 
tendency  to  dissolve  inks,  dyes,  or 
bindings.  EPA  estimates  that  the 
production  of  aerosol  document 
preservation  sprays  uses  less  than 
10,000  pounds  of  CFCs  per  year. 

Most  documents  at  large  institutions 
are  preserved  through  a  non-aerosol 
mass  deacidiGcation  process.  This 
method  does  not  necessarily  require  the 
use  of  CFCs  but  is  not  generally 
available  to  outside  users.  However,  the 
aerosol  method,  which  involves 
spraying  the  preserving  chemicals 
directly  onto  documents  through  an 
aerosol  can  or  pressurized  dispenser,  is 
the  cnly  method  that  is  appropriate  and 
affordable  for  extremely  delicate  or 
valuable  documents  or  for  occasional 
and  small  volume  users  such  as 
librarians,  conservators,  and  archivists. 
Due  to  the  risk  of  loss  or  irreparable 
damage,  transportation  of  documents  to 
centralized  deaddification  fadlities 
may  often  not  be  possible. 

Based  on  the  information  provided  by 
the  commenter  and  by  other 
manufectiuere  of  this  product,  EPA 
evaluated  document  preservation  sprays 
against  the  criteria  for  nonessentiality 
and  detwmined  that  the  products 


should  not  be  banned  as  nonessential 
products  at  this  time. 

In  making  its  determination.  Q>A 
examined  the  purpose  and  intended  use 
of  document  preservation  sprays.  EPA 
acknowledges  the  importance  of  this 
product  for  preserving  valuable  and 
historic  dociunents  and  does  not 
consider  the  use  of  document 
preservation  sprays  to  be  nonessential. 
Manufacturers  have  indicated  that  no 
substitute  which  is  as  safe  and  effective 
as  the  CFC  formulation  for  aerosol 
document  preservation  sprays  is 
available  at  this  time.  The  exdse  tax  on 
ozone-depleting  compounds  and  the 
accelerated  phaseout  will  force 
manufactiiren  to  adopt  alternatives 
within  a  relatively  short  period  of  time 
regardless  of  the  nonessential  products 
ban.  EPA  is  aware  that  at  least  one 
manufadurer  is  currently  in  the  process 
of  developing  a  non-CFC  formulation  for 
its  aerosol  deaddification  produd. 
Development  of  this  formulation  is, 
however,  in  the  early  stages,  and  the 
technology  has  not  yet  been 
demonstrated  to  be  effedive  in  the  field. 
EPA  believes,  therefore,  that  safe  and 
effedive  solvent  substitutes  have  not  yet 
been  found. 

To  proted  the  safety  of  both  the  user 
and  the  document  to  be  preserved, 
document  preservation  sprays  should  be 
nonflammable  and  nontoxic.  EPA 
believes  that  safe  and  effedive 
alternatives  for  CFC-1 1 3  in  doounent 
preservation  sprays  are  m)t  available  at 
this  time. 

]n  making  its  determination,  EPA  also 
considered  the  impad  on  sodety  of 
banning  this  produd.  Since  non-CFC 
substitutes  for  CFC-113  in  document 
preservation  sprays  are  not  readily 
available,  banning  this  use  ot  CFC-113 
would  eliminate  a  produd  which  may 
be  the  only  preservation  technology 
available  to  occasional  and  small 
volume  usen.  EPA  acknowledges  that,  if 
these  preservation  sprays  were  banned, 
many  valuable  documents  might  not  be 
preserved.  The  deterioration  of  many  of 
these  documents  would  result  in  a  loss 
to  society  that,  although  difficult  to 
measure,  would  be  significant. 

EPA  has,  therefore,  dedded  to  exempt 
the  use  of  CFC-113  in  document 
preservation  sprays  from  the  ban  on 
aerosol  products  and  pressurized 
dispensers  containing  CFCs.  EPA  does 
not  believe  that  this  produd  is  a 
nonessential  produd  under  the  criteria 
spedfied  in  Section  610.  EPA  will, 
however,  continue  to  examine  the  need 
to  take  action  in  the  future  to  prohibit 
the  use  of  CFCs  in  document 
preservation  sprays  should  substitutes 
be  developed. 


4.  Medical  Products 

The  proposed  rule  exempted  certain 
medical  products  from  the  nan.  but  it 
requested  comments  on  the  need  for 
continued  CFC  use  in  medical  products. 
The  Agency  received  many  comments 
regarding  the  omission  bom  the 
regulatory  language  of  certain  products 
that  have  been  declared  essential  uses  of 
CFCs  by  the  Food  and  Drug 
Administration  (FDA).  One  commenter 
recommended  that  all  products  listed  as 
essential  by  the  FDA  should  be 
exempted  from  the  ban.  The  EPA  wants 
to  clarify  that  it  is  indeed  the  Agency's 
intent  to  exempt  all  products  listed  as 
essential  by  the  FDA  in  21  CFR  2.125. 
With  that  end  in  mind,  the  final  rule 
was  re-written  to  reference  21  CFR  2.125 
rather  than  to  list  spedfic  uses.  Today's 
final  rule  exempts  the  sale  or 
distribution  of  CFCs  in  the  medical 
products  listed  in  21  CFR  2.125.  EPA 
will  continue  to  work  in  close 
cooperation  with  the  FDA  to  monitor 
the  relevant  developments  in 
technology  and  to  evaluate  the  need  for 
CFCs  in  various  medical  applications.  If, 
at  some  point  in  the  future,  the  FDA 
removes  a  category  of  medical  device 
from  its  Ust  of  essential  uses  of 
chlorofluorocarbons,  that  produd  will 
meet  the  criteria  for  nonessentially  and 
be  subjed  to  the  Class  I  ban.  Other 
comments  addressed  the  spedfic 
products  described  below. 

Prior  to  the  public  comment  period, 
EPA  believed  that  the  industry  had 
phased  out  the  use  of  CFCs  for 
administering  intraredal  hydrocortisone 
acetate  and  in  anesthetic  drugs  for 
topical  use  on  accessible  mucous 
membranes  of  humans  where  a  cannula 
is  used  for  the  application.  As  a  result, 
it  did  not  list  these  uses  as  exempt  bom 
the  ban.  The  extensive  information 
provided  by  two  commentere 
sufficiently  demonstrated  the  continued 
use  of  CFCs  in  these  applications.  These 
applications  are  still  considered 
essential  uses  of  CFCs  by  the  FDA,  and 
are  so  listed  in  21  CFR  2.125.  The  final 
rule  spedfically  excludes  products 
listed  in  21  CFR  2.125  from  .the 
nonessential  produds  ban  on  Class  I 
substances;  consequently,  these 
products  are  exempt  from  the 
nonessential  products  ban  at  this  time. 
Another  commenter  filed  extensive 
comments  regarding  CFC  use  in  metered 
dose  inhalera  (MDIs).  EPA  appreciates 
the  detailed  nature  of  the  information 
presented  on  MDIs  and  is  encouraged  by 
research  on  alternative  chemicals  for 
use  in  MDIs.  However,  at  this  time,  no 
alternative  propellant  has  been 
approved  by  the  FDA,  and  MDIs  are  still 
listed  in  21  CFR  2.125  as  essential  uses 
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ofCFC^  Cansequently.  under  the  final 
rule,  metered  doae  inhalen  ere  exempt 
from  the  ooneweiitial  products  ban  ^ 
this  time. 

One  commenter  applied  for  an 
exemption  firom  the  nonessential 
products  ban  for  its  topical  anesthetic 
and  vapocoolant  products.  Since  the 
1978  aerosol  ban  restiictad  only  CFCs 
used  as  propellents,  the  use  of  CFCs  as 
active  ingredients  in  topical  anesthetic 
and  vapocoolants  Mras  not  8ub)ect  to  the 
1978  ban;  however,  in  explaiodng  the 
status  of  such  products,  tne  preamble  to 
the  1978  ban  expressed  the  FDA's  intent 
to  address  topical  anesthetic  and 
vapocoolMit  products  at  a  future  date. 

According  to  the  commenter,  its 
topical  ane^etic  and  vapocoolant 
products  fit  the  definition  of  medical 
devices  under  the  Federal  Food,  Drug 
and  Cosmetic  Act  (21  US.C.  §  321).  The 
commenter  alleged  that  when  its  topical 
anesthetic  product  is  applied  to  human 
skin,  it  acts  as  a  counter-irritant  to  blodc 
pain  associated  with  muscle  spasms. 
The  commenter  also  disputed  the 
findings  of  the  1989  EPA  report  on 
alternative  formulations  for  products 
which  were  exempted  or  excluded  itom 
the  1978  ban  on  the  use  of  CFCs  in 
aerosols  products  (see  Alternative 
Formulations).  The  commenter  claimed 
that  the  proposed  replacement  formula 
(HCFC-142b,  HCFC-22  and  ethanol). 
when  applied  to  human  skin,  would 
produce  temperatures  in  the  range  of 
-26  "C  to  -30  °C,  resulting  in  frostbite. 
The  commenter  noted  that  the 
temperature  of  the  proposed 
reformulation  coidd  be  raised  by 
increasing  die  proportion  of  HCFC-142b 
in  the  formulation,  but  that  this  change 
would  increase  the  flammability  ride 
simiBcantly. 

Finally,  tne  commenter  noted  that 
FDA  approval  is  necessary  for  the  use  of 
any  alternative  reformulation  in  medical 
devices,  and  that  the  FDA  has  not  yet 
approved  an  alternative. 

The  EPA  believes  that  the  definition 
of  medical  device  in  section  601(8)  of 
the  Act  applies  to  topical  anesthetic  and 
vapocoolant  products.  Consequently, 
the  continued  use  of  CFCs  in  this 
application  is  permitted  by  EPA  until 
FDA  takes  further  action  with  regard  to 
such  products.  If  and  when  FDA 
approves  a  safe  and  effective  alternative 
formula  for  ti^ical  anesthetics,  this 
product  will  no  longer  meet  the 
statutory  definition  of  medical  device  in 
section  601(8);  at  that  time.  EPA  will 
consult  the  FDA  and  consider 
promulgating  regulations  to  prt^bit  the 
sale,  distiibutimi,  or  ofiiar  of  sale  or 
distribution,  in  interstate  ounmeroe  of 
topical  ane^hetic  and  vapocoolant 
products  containing  my  ozone- 


depletii^  si^Mtanoe.  EPA  is  encouraged 
to  team  that  the  commenter  is  in  the 
process  of  applying  fca  FDA  ^iMt}val  of 
a  reformolatitMH  which  does  not  require 
the  use  <rf  either  CFCs  or  HCFCs.  EPA 
will  continue  to  monitor  these 
developments,  and  it  may  consider 
regulation  of  these  ^t)ducts  at  a  later 
date. 

5.  Residential  Halon  Fire  Extinguishers 

The  Agency's  request  for  comments 
on  banning  halon  fire  extinguishers  for 
residential  use  produced  a  number  of 
responses.  Many  commantars  supported 
a  ban  on  the  sale  and  distribution  of 
residential  halon  fire  extinguishers,  and 
a  number  of  conunecters  encouraged 
EPA  to  take  immediate  action  to  remove 
halon  fire  extinguishers  from  store 
Selves:  some  commenters  even  urged 
EPA  to  ban  the  use  of  all  fire 
extingiushers  containing  halons.  Despite 
their  differences,  all  of  these 
commenters  argued  that  substitutes 
were  currently  available  for  residential 
halon  fire  extinguishers,  and  thai  the 
need  to  reduce  emissions  of  ozone- 
depleting  chemicals  was  sufficient  to 
justify  bfuming  these  products. 

Several  other  commenters  opposed  a 
ban  on  residential  halon  fire 
extinguishers,  argtiing  that  currently 
available  alternatives  were  inadequate 
and  that  the  threat  posed  to  the 
environment  by  residential  fire 
extinguishers  was  minimal.  In  addition, 
these  commenters  argued  that  including 
these  products  in  the  ban  would  have  a 
significant  adverse  impact  on 
manufacturers  of  halon  fire 
extinguishers. 

Based  on  the  available  information 
(see  Background  Document  and  various 
comments  in  Docket),  EPA  evaluated 
residential  halon  fire  extinguishers 
against  the  criteria  for  nonessentiality 
and  determined  that  they  should  not  be 
currently  considered  nonessential 
products.  Consequently,  EPA  has 
decided  not  to  ban  residential  halon  fire 
extinguishers  at  this  time. 

In  making  its  determination,  EPA 
examined  the  piirpoae  and  intended  use 
of  residfflitial  halon  fire  extinguishes. 
Fire  extinguishers  for  residential  use  are 
critical  home  safety  products.  These 
products  are  clearly  not  frivolous. 

Although  there  are  alternatives  to 
halon  fire  extinguishers  commwcially 
available  for  residential  use,  the 
commoiters  raised  legitimate  concerns 
about  the  suitability  of  these  substitutes 
for  all  situations.  EPA  felt  that  the 
important  safety  function  served  by 
handheld  residential  fire  extinguidwrs 
obligated  the  A«ency  to  careliilly 
evaluate  the  safety  ccmcems  associated 
with  a  ban  on  the  sale  and  distribution 


of  hakn  fire  extinguishers  for 
residential  use.  As  a  result  of  its 
research,  however,  EPA  determined  th^ 
adequate  substitutes  for  halon  fire 
extinguishers  in  most  situations  were 
indewi  available.  In  feet,  smne  of  these 
substitutes  are  mon  eSactive  than 
halons  for  certain  t3rpes  of  fires,  such  as 
deep-seated  fires  (see  Background 
Document).  The  Agency  recognizes, 
howevw,  that  the  continued  use  of  these 
products  suggests  that  in  certain 
noocommercial  applications,  halon  fire 
extinguishers  do  not  meet  the  criteria 
for  nonessentiality. 

The  health  and  safiety  issues 
associated  tvith  the  possible  substitutes 
for  halon  in  residential  fira 
extinguishers  include  the  toxicity  of  the 
various  rhtunimlK  and  the  health  eSects 
associated  with  the  product's  impact  on 
stratospheric  ozone  depletion.  EPA 
believes  that  excluding  the  effects  of 
stratospheric  ozone  depletion,  currently 
available  substitutes  provide  an 
equivalent  level  of  fire  safety  protection 
without  posing  any  offeetting  threat  to 
safety  or  human  health.  When  the 
health  and  environmental  efiiects  ot 
stratospheric  ozone  depletion  are 
considered  as  well,  EPA  believes  that 
there  is  a  compelling  case  to  be  made  for 
phasing  out  halon  fire  extinguishers  for 
residential  use. 

However,  in  making  its  determination 
to  exclude  halon  fire  extinguishers  from 
the  Class  I  nonessential  products  ban. 
EPA  considered  several  othw  relevant 
factors  as  well.  While  the  EPA  believes 
that  adequate  substitutes  for  resid«itial 
halon  fire  extinguishers  ciurently  exist 
for  many  uses,  the  Agency  also  believes 
that  given  the  effective  date  of  today's 
rulemaking,  the  scheduled  increase  in 
the  excise  tax  on  halons,  and  the 
imminent  cessation  of  halon  production 
under  the  accelerated  phaseout,  little 
environmental  benefit  would  result 
fit>m  including  residential  halon  fire 
extinguidiers  in  the  Class  I  nonessential 
products  ban. 

The  dramatic  increase  in  the  tax  (m 
halons  which  takes  effect  January  1. 
1994  should  act  as  a  strong  incentive  for 
manufecturers  to  expedite  the  phaseout 
of  halons.  EPA  anticipates  that  the  tax 
alone  will  si^oificantly  reduce  sales  of 
halon  fire  extinguishers  for  residential 
uae.  Moreover,  halon  fire  extinguishers 
for  residttitial  use  represent  only  a 
small  fiection  of  totu  annual  ODS 
emissions  (for  less  than  one  percent  of 
annual  global  ODP-wei^bted  emissions). 
At  the  time  the  NPRM  was  published. 
EPA  believed  that  suffiaent  time 
remained  to  promulgate  its  final  rule 
well  before  the  November  IS.  1992 
effective  date  specified  in  the  statute. 
Consequently,  in  developing  the  January 
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16. 1992  NPRM.  the  Agency  believed 
that  the  practical  effect  of  including 
residential  halon  fire  extinguishers  in 
the  Class  I  nonessential  products  ban 
would  be  to  accelerate  the  phaseout  of 
these  products  by  14  months.  One  of  the 
concerns  expressed  by  EPA  in  the 
prop<MM9d  nue  was  whether  such  an 
action  would  be  worthwhile, 
considering  the  relatively  short  period 
of  time  during  which  the  ban  would 
have  any  impact.  Since  the  NPRM  was 
published,  Congress  has  increased  the 
tax  on  halons,  and  the  Parties  to  the 
Montreal  Protocol  have  agreed  to  phase 
out  the  production  of  halon  in  member 
countries,  except  for  essential  uses,  by 
January  1. 1994.  Given  that  the  eR^ective 
date  of  the  ban  for  products  identified 
under  section  610(b)(3)  in  today's 
rulemaking  nearly  coincides  with  the 
January  1. 1994  increase  in  the  excise 
tax  and  the  ban  on  halon  production 
under  the  Montreal  Protocol,  this 
concern  is  even  more  pertinent. 

EPA  believes  that  the  combined  effect 
of  the  exdse  tax  and  the  accelerated 
phaseout  will  be  to  end  the  sale  and 
distribution  of  halon  fire  extinguishers 
for  residential  use.  Consequently, 
although  EPA  believes  that  adequate 
substitutes  exist  for  halon  in  residential 
fire  extinguishers  in  many  situations, 
the  Agency  believes  that  the  use  of 
halon  in  these  products  will  be 
addressed  more  effectively  through  the 
excise  tax  and  the  accelerated  phaseout. 
and.  thus,  that  regulation  tmder  section 
610  is  unnecessary.  As  a  result, 
residential  halon  nre  extinguishers  are 
not  included  in  the  Class  I  nonessential 
products  ban. 

6.  Other  Uses 

EPA  received  one  comment 
requesting  that  expanded  tobacco 
produced  using  CFC-11  as  an  expansion 
agent  be  included  in  the  rule  as  a 
nonessential  product. 

The  CFC-11  tobacco  expansion 
process  is  a  patented,  physical  process 
that  uses  CFC-11  to  restore  cured,  aged 
tobacco  to  its  original  field  volume.  In 
this  process,  cured  tobacco  is 
impregnated  with  CFC-11.  The 
impregnated  tobacco  is  then  brought  in 
contact  with  hot  air  that  causes  the 
CFC-11  to  vaporize  and  the  tobacco  to 
expand.  The  CFC-11  is  then  recovered 
by  cooling  and  compressing.  EPA  is 
aware  that  other  tobacco  expansion 
methods  used  by  tobacco  companies 
include  process  using  carbon  dioxide, 
steam,  and  nitrogen.  Carbon  dioxide 
appears  to  be  the  most  promising  of 
these  substitutes,  as  it  can  achieve  the 
same  expansion  levels  as  the  CFC-11 
process.  Additional  information 
provided  to  EPA  8Ug{tests  that  tobacco 


processors  are  currently  engaged  in 
converting  from  the  CFC-11  process  to 
the  carbon  dioxide  process. 

EPA  investigated  the  possibility  of 
banning  the  use  of  CFC-1 1  for  tobacco 
expansion  as  a  nonessential  product  due 
to  the  availability  of  substitutes.  The 
Agency  believes  that,  due  to  the 
commercial  availability  of  substitutes 
for  CFC-11  in  this  process,  the  use  of 
CFC-11  in  tobacco  expansion  is 
nonessential.  However,  as  stated  in 
section  III.A.5..  EPA  boUeves  it  is 
inappropriate  to  ban  products  through 
this  final  rule  that  were  not  included  in 
the  proposed  rule.  Consequently,  the 
use  of  CFCs  in  tobacco  expansion  is  not 
banned  as  a  nonessential  product  in 
today's  rulemaking.  Given  that  CFC 
production  will  end  by  January  1. 1996. 
EPA  believes  that  there  is  a  strong 
incentive  for  companies  to  convert  all 
production  processes  to  non-CFC 
methods.  However,  EPA  will  continue 
to  examine  the  need  to  take  action  in  the 
future  to  prohibit  the  use  of  CFCs  for 
tobacco  expansion. 

IV.  Summary  of  Today's  Final  Rule 

This  section  briefly  describes  the 
provisions  of  today's  final  rule.  Any 
changes  made  to  the  rule  language  as  a 
result  of  the  public  comments  are 
described.  Various  minor  changes  to  the 
final  rule  that  have  been  made  for 
ptirposes  of  clarification  are  not 
described  herein. 

A.  Authority 

The  authority  citation  remains  the 
same  as  in  the  proposed  rule. 

B.  Purpose  (Section  82.60) 

This  section  states  that  these  rules 
implement  sections  608  and  610  of  the 
Clean  Air  Act  Amendments  of  1990 
regarding  emission  reductions  and  the 
Class  I  nonessential  products  ban.  There 
were  no  changes  in  this  section  based 
on  public  comment.  Minor  editing 
changes  were  made  to  improve  clarity 
and  consistency. 

C.  Definitions  (Section  82.62) 

This  section  contains  the  definitions 
of  the  terms  "chlorofluorocatbon." 
"commercial."  "consumer." 
"distributor."  "product."  and  "release." 

No  major  changes  were  made  in  this 
section  of  the  rule  since  proposal, 
although  the  definitions  of  "distributor" 
and  "commercial"  were  revised  to 
reflect  the  changes  made  in  section 
82.68  in  response  to  public  comments 
regarding  recordkeeping,  verification  of 
commercial  status,  and  commercial 
identification  numbers. 

The  definition  of 
"chlorofluorocarbon"  describes  the    ■ 


Class  I  substances  affected  by  this  rule. 
The  definition  of  "consumer"  is 
intended  to  distinguish  the  ultimata 
purchaser,  recipient  or  user  of  a  product 
from  a  manufectvirer,  seller,  or 
distributor.  The  definition  of  "product" 
is  intended  to  describe  an  item  or 
category  of  items  affected  by  today's 
rulemaking.  The  definition  of  "release" 
is  intended  to  identify  products  that  are 
affiected  by  today's  rulemaking. 

The  definition  of  "commercial"  is 
intended  to  identi^  purchasers  who  are 
not  prohibited  by  the  statute  from 
buying  cleaning  fluids  for  electronic  and 
electrical  equipment.  The  definition  of 
"distributor"  is  intended  to  identify 
individuals  who  have  responsibilities  in 
restricting  the  sale  of  CFC-containing 
cleaning  fluids  for  electronic  and 
photographic  equipment  to  commercial 
users.  The  definitions  of  "distributor" 
and  "commercial"  were  revised  in 
response  to  public  comment  to  include 
the  sale  of  a  product  to  another 
distributor.  In  addition,  the  definition  of 
"commercial"  was  changed  to  include  a 
government  contract  number  as  a 
commercial  identification  number  in 
response  to  public  comment.  Other 
minor  editing  changes  were  made  to 
improve  clarity  and  consistency. 

D.  Prohibitions  (Section  82.64) 

The  proposed  rule  contained  one 
prohibition  which,  effective  November 
15, 1992,  prohibited  any  person  bom 
selling,  distributing,  or  offiaring  to  sell  or 
distribute,  in  interstate  commerce  any 
product  identified  as  being  nonessential 
in  §  82.66.  The  final  rule  differs  from  the 
proposed  rule  in  that  it  implements  the 
nonessential  products  ban  with  three 
prohibitions  rather  than  one. 

The  first  prohibition  states  that 
effective  on  Frf)ruary  16. 1993.  no 
person  may  sell,  distribute,  or  offer  for 
sale  or  distribution,  in  interstate 
commerce  any  plastic  party  streamer  or 
any  noise  horn  which  is  propelled  by  a 
chlorofluorocarbon.  This  prohibition 
bans  the  sale,  distribution,  or  offer  of 
sale  or  distribution,  of  the  products 
specifically  mentioned  in  section 
610(b)(1)  of  the  Act.  The  efiiactive  date 
has  been  revised  to  reflect  the  actual 
publication  date  of  today's  rulemaking. 

The  second  prohibition  states  that 
e^ctive  on  FMniary  16. 1993.  no 
person  may  sell,  distribute,  or  offisr  for 
sale  or  distribution,  in  interstate 
commerce  any  cleaning  fluid  for 
electronic  and  photographic  equipment 
which  contains  a  chlorofluorocarbon  to 
anyone  who  does  not  provide  proof  that 
he  or  she  is  a  commercial  purdiaser.  as 
defined  imder  section  82.62.  This 
prohibition  makes  the  sale,  distribution, 
or  offer  of  sale  or  distribution,  in 
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interstate  commerce  of  the  products 
specifically  mentioned  in  section 
610(b)(2)  of  the  Act  to  noncommercial 
purchasers  unlawful,  as  required  by  the 
statute.  The  effective  date  has  been 
revised  to  reflect  the  actual  publication 
date  of  today's  rulemaking. 

Tlie  third  prohibition  states  that 
effective  on  January  17, 1994,  no  person 
may  sell,  distribute,  or  offer  for  sale  or 
distribution,  in  interstate  commerce  any 
product  listed  as  nonessential  in 
§  82.66(c)  and  $  82.66(d).  This 
prohibition  makes  it  unlawful  to  sell, 
distribute,  or  offer  for  sale  or 
distribution,  in  interstate  commerce  any 
of  the  products  determined  by  the 
Administrator  under  section  610(b)(3)  of 
the  Act  to  be  nonessential.  The  effiective 
date  has  been  revised  to  reflect  the 
actual  publication  date  of  today's 
rulemaking,  to  facilitate  the  liquidation 
of  existing  inventories,  and  to  allow 
manufacturers  sufficient  time  to 
redesign  and  modify  their  production 
facilities  and  manufacturing  processes, 
consistent  with  congressional  intent. 

E.  Nonessential  Products  and 
Exceptions  (Section  82.66) 

The  list  of  nonessential  products  in 
the  final  rule  diffiars  from  the  proposed 
rule  with  regard  to  exclusions  for  one 
foam  product  and  several  aerosol 
products  or  pressurized  dispensers.  In 
its  January  16, 1992  NPRM,  EPA 
specifically  excluded  several  products 
from  the  proposed  ban  on  aerosols  and 
other  pressurized  dispensers  containing 
CFCs.  These  products  were: 
contraceptive  vaginal  foams;  lubricants 
for  pharmaceutical  and  tablet 
manufacture;  metered  dose  inhalation 
devices;  gauze  bandage  adhesives  and 
adhesive  removers;  products  using 
CFX>11  or  CFC-113  as  lubricants, 
coatings  and  cleaners  for  electrical  or 
electronic  equipment;  products  using 
CFC-11  or  CFC-113  as  lubricants, 
coatings  and  cleaners  for  aircraft 
maintenance  uses;  and  products  iising 
CFY>-11  and  CFC-113  as  release  agents 
for  molds  used  in  the  production  of 
plastic  and  elastomeric  materials  (for 
additional  information  on  these 
products,  see  Alternative  Formulations 
and  Background  Document). 

Today's  rulemaking  differs  from  the 
proposed  rule  in  that  the  exclusions  for 
contraceptive  vaginal  foams  and 
metered  dose  inhalation  devices,  which 
were  originally  listed  separately,  have 
been  replaced  by  a  more  general 
exclusion  for  all  medical  devices  listed 
in  21  CFR  2.12S(e);  these  products  are 
included  on  that  list.  Intrarectal 
hydrocortisone  acetate,  anesthetic  drugs 
for  topical  use  on  accessible  mucous 
membranes  of  hiunans  where  a  cannula 


is  used  for  the  application,  and 
polymyxin  B  sulute-bacitradn-zinc- 
neomycin  sulfate  soluble  antibiotic 
powder  without  exdpients  for  topical 
use  on  humans  are  also  medical  devices 
listed  as  essential  uses  of  CFCs  in  21 
CFR  2.125(e)  and  are  therefore  excluded 
bom  the  nonessential  products  ban  at 
this  time.  In  response  to  comments, 
topical  anesthetic  and  vapocoolant 
products  have  also  been  excluded  from 
the  nonessential  products  ban,  as  have 
products  using  CFC-12  for 
nonpropellant  purposes  in  lubricants, 
coatings  or  cleaning  fluids  for  electrical 
or  electronic  equipment  Spinnerette 
lubricant/deaning  sprays  mat  contain 
CFC-11 4  and  are  used  in  the  production 
of  synthetic  fibers  have  also  been 
excluded  bt>m  the  nonessential 
products  ban,  as  have  products  using 
CFC-113  in  docimient  preservation 
sprays  and  bear  repellent  sprays,  and 
the  use  of  CFCs  in  plasma  etching.  In 
addition,  in  response  to  public 
comment,  the  Agency  has  excluded  the 
use  of  flexible  and  packaging  foam  in 
the  manufacture  of  coaxial  cable  from 
the  Class  I  products  ban  at  this  time. 
Other  minor  editing  changes  were  made 
to  improve  clarity  and  consistency. 

F.  Verification.  Public  Notice,  and 
Recordkeeping  Requirements  (Section 
82.68) 

The  January  16, 1992  NPRM 
presented  four  options  for  restricting  the 
sale  of  these  products  to  commercial 
users,  and  proposed  transaction-specific 
recordkeeping  requirements  to  help 
ensure  compliance  with  the  prohibition 
on  the  sale  of  cleaning  fluids  for 
noncommercial  electronic  and 
photographic  equipment. 

The  final  rule  differs  from  the 
proposed  rule  in  that  recordkeeping 
requirements  for  distributors  of  CFC- 
containing  cleaning  fluids  for  electronic 
and  photographic  equipment  have  been 
eliminated.  Distributors  need  not 
maintain  records  of  transactions 
involving  these  products;  instead, 
distributors  must  verify  that  purchasers 
are  commercial  users,  and  they  must 
post  a  sign  stating  that  the  sale  of  these 
products  for  noncommercial  use  is 
prohibited. 

V.  Effactive  Dates 

The  effective  date  for  the  proposed 
rule  was  November  15, 1992.  This  final 
rule  diffiars  &t>m  the  proposed  rule  in 
that  it  makes  it  imlawful  to  sell, 
distribute,  or  o%r  to  sell  or  distribute, 
in  interstate  commerce  the  products 
specifically  mentioned  in  40  CFR 
section  82.66(a)  effective  on  February 
16, 1993.  This  rule  also  restricts  the 
sale,  distribution,  or  offer  of  sale  or 


distribution,  in  interstate  commerce  of 
the  products  specifically  mentioned  in 
40  CFR  section  82.66(b)  effective  on 
February  16, 1993,  and  it  bans  the  sale, 
distribution,  or  offw  of  sale  or 
distribution,  in  interstate  commerce  of 
the  products  identified  in  40  CFR 
82.66(c)  and  82.66(d)  as  nonessential 
effective  on  January  17, 1994. 

VI.  ludkUl  Review 

Under  section  307(b)(1)  of  the  Qean 
Air  Act,  EPA  hereby  finds  that  these 
regulations  are  of  national  applicability. 
Accordingly,  judicial  review  of  this 
action  is  available  only  by  the  filing  of 
a  petition  for  review  in  the  United 
States  Circuit  Count  of  Appeals  for  the 
District  of  Columbia  Circuit  within  60 
days  of  publication.  Under  section 
307(b)(2)  of  the  Act.  the  requirements 
that  are  the  subject  of  today's  rule  may 
not  be  challenged  later  in  judicial 
proceedings  brought  to  enforce  these 
requirements. 

Vn.  Sunnaury  of  Supporting  Analyses 

A.  Executive  Order  12291 

Executive  Order  (E.O.)  12291  requires 
the  preparation  of  a  regulatory  impact 
analysis  for  major  rules,  defined  by  the 
order  as  those  likely  to  result  in: 

(1)  An  annual  effect  on  the  economy 
of  $100  million  or  more; 

(2)  A  major  increase  in  costs  or  prices 
for  consumers,  individual  industries, 
federal,  state  or  local  government 
agencies,  or  geographic  regions;  or 

(3)  Significant  adverse  effiects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

EPA  has  determined  that  this 
proposed  regulation  does  not  meet  the 
definition  of  a  major  rule  under  E.O. 
12291  and  has  therefore  not  prepared  a 
formal  regulatory  impact  analysis.  EPA 
has  instead  prepared  a  background 
document  (see  Backgroimd  Document), 
which  includes  a  qualitative  study  of 
the  economic  impact  of  this  proposed 
regulation  for  each  product  identified  as 
nonessential  and  prohibited  from  sale  or 
distribution. 

B.  Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act,  5 
U.S.C.  601-612,  requires  that  Federal 
agencies  examine  the  impacts  of  their 
regulations  on  small  entities.  Under  5 
U.S.C.  604(a),  whenever  an  agency  is 
required  to  publish  a  general  notice  of 
proposed  rulemaking,  it  must  prepare 
and  make  available  for  public  comment 
an  initial  regulatory  flexibility  analysis 
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(RFA).  Sudi  an  analyslc  tc  not  reouired 
if  tfM  hMd  of  tni^anqr  oartlll6S  thai  a 
rule  will  not  have  a  cipiificant 
econainlc  impact  on  a  substantial 
number  of  small  entities,  pursuant  to  5 

U.S.C  6<»(b).  ^      ^ 

The  Administrator  believes  that  the 

regufatkn  will  not  have  a  simiflcant 
impact  on  a  substantial  number  of  small 
entities  and  has  thereibre  concluded 
that  a  linmal  RFA  is  imneoessary.  A 
qudbtative  treatment  (rf  potential 
impects  on  small  entttiee  is  inchided  in 
EPA's  badcgronnd  document 
acoompamring  dds  regulation. 

EPA  bMevee  that  moat  companies  in 
the  industries  affected  by  this  regulation 
have  abeedy  ceased  uring  CPCs  in  the 
afiected  products.  In  addition.  EPA 
believea  that  the  rising  excise  tax  and 
the  scarcity  resulting  from  the  required 
incremental  reductions  of  these 
substances  wiU  provide  a  continually 
increasing  incantrve  to  switch  to 
substitutes  for  those  companies  that 
have  not  already  done  so.  EPA  also 
believes  that  the  prohibition  of  sales  to     - 
noncommercial  nsars  in  the  case  ai  the 
producU  identified  in  section  82.66(b) 
of  today's  rulemaking  (CFC-containing 
cleaning  fluids  for  electronic  and 
photographic  equipment)  allows 
manunchuers,  di^butors.  and 
retailers  to  continue  to  marlut  those 
products  to  commercial  users  with  little 
or  no  impact  Moreover,  EPA  would  like 
to  point  out  that  the  phaseout  in  the 
yeer  2000  of  the  proauction  and  impart 
of  Class  I  substances  provides  a  de  facto 
ban  tm  all  products  using  these 
substances.  Regardless  of  the 
nonessential  products  ban.  the  phaseout 
will  force  manufacturers  to  adopt  non- 
CFC  ahematives  in  the  near  future. 
Since  the  publication  of  the  proposed 
rule,  the  Parties  to  the  Montreal  Protocol 
have  agreed  to  phase  out  production  of 
Class  I  substances  by  January  1. 1906. 
and  the  President  has  announced  plans 
to  accelerate  the  phaseout  under  section 
606  of  the  Qean  Air  Act.  as  amended 
(see  section  LG.  of  today's  preamble); 
such  action  will  reduce  the  impact  of 
today's  rulemaking  even  mora.  EPA  will 
consider  the  economic  Impact  of  the 
accelerated  phaseout  in  its  rulemaking 
to  carry  out  its  obligations  under  the 
Montreal  Protocol  Consequently.  EPA 
anticipates  that  the  economic  impact  of 
today's  rulemaking  will  be  minimal. 
For  the  purposes  of  this  regulation. 
EPA  believes  that  identifying  companies 
by  Standard  Industrial  Classification 
(SIC)  code  is  inappropriate,  because 
most  of  the  affect  products  rapresent 
onhr  a  small  fraction  of  the  products 
within  each  SIC  cods.  In  addition,  since 
most  mar.ufacturara  have  already  ceased 
using  Class  I  substances,  only  a  few 


companies  wrlthln  eedi  daasification 
currently  manufiBCtiue  products 
rr>TM<»t"<wg  CFCs.  Due  to  the  small 
number  m  potentially  aAscted 
companies  vrithln  eaich  industry,  the 
definition  of  companies  as  laras  or  small 
is  based  for  the  most  part  on  the 
characterization  of  manufacturing 
process  by  industry  contacts,  rather  than 
on  a  standardized  measure  such  as 
numbor  of  employees. 

C.  Paperwork  Reduction  Act 

There  are  no  infrnmation  collection 
requirements  in  this  rule.  The  proposed 
rule  contained  recordkeeping 
reouiiements  associated  writh  the  sale  of 
chlorofluorcaibon-containing  cleaning 
fluids  for  electronic  and  photographic 
equipment,  but  these  requirements  have 
been  eliminated  in  the  final  rule  in  fovor 
of  a  public  disclosure  requirement.  No 
Information  Collection  Request  (ICR)  is 
required  for  a  public  disclosure 
requirement.  The  Information  Collection 
Reouest  document  prepared  by  EPA 
unoer  the  Paperwork  Reduction  Act.  44 
U.S.C  3501  0t  $eq.,  for  Uie  proposed 
rule  (ICR  No.  1592.01)  is  contained  in 
the  Docket  for  this  rulemaking.  A  copy 
may  be  obtained  by  writing  to  the 
Information  PoHcy  Branch,  U.S. 
Environmental  Protection  Agency,  401 
M  Street,  SW.  PM-223Y:  Washington. 
DC  20460  or  by  calling  (202)  260-2740. 

VULIsfcrncas 

United  Nations  Environment  Programme. 
Aerosols,  Storilants  and  Mitcananeous 
Uses  of  CPCs:  Report  by  die  Technical 
Optiou  Committee  Qune  30. 1989). 
United  Nations  Environment  Programme. 

Environmental  EllscU  Panel  Hsport  (1069). 
United  Nations  Bnvtranment  Programme. 
Final  Report  at  the  Halons  Technical 
Optkms  Coaamittae  (August  11, 1989). 
United  Nations  Bnvlroament  Prolamine. 
Finable  and  Rigid  Foams  Tachnicai 
Options  Report  (June  30. 1989). 
United  SUtes  Environmental  Protection 
Agency.  Atteraative  Formulations  to 
Reduce  CFC  Use  in  U.S.  Exempted  and 
Excluded  Aerosd  Products  (November 
1989). 
United  States  Bmrlionmental  Protection 
Agsocy.  Background  Document  on 
IdentiBcatian  of  Noneeeential  Products  that 
Release  Qass  I  Substances  (July  1, 1991). 
United  States  Environmental  Protection 
Agency.  Essential  Use  Dalannlnatinn— 
Revised:  Support  Document  Fully 
Halogenated  Chlorofluoroalkanes  (March 
17. 1978). 
United  States  Environmental  Protection 
Agency.  Handbook  ftar  Reducing  and 
EUmluliag  ChioroOuorocartions  is 
Flexible  Potyuradiane  Foams  (AprU  1991). 
United  States  Envtronnwatal  Prutectkin 
Agency.  Raepoos*  to  Cnmments  fcr 
Proposed  Rule  QD  Nonessential  Products 
Made  «vith  Class  1  Substances  (October  30, 
1992). 


List  of  Stdifects  In  40  CFR  Fart  92 

Administrative  practice  and 
procedure.  Air  pollution  ooDtroU 
Chemicals,  Chlorofluorocarbooa.  dean 
Air  Act  AmendmenU  of  1990.  Exports, 
hnports,  Nonessential  products. 
Recordkeeping  and  rsportioag 
requirements.  Stratospheric  oxone  kyer. 

Dated:  December  31, 1992. 
WiHiam  K.  KsUiy. 
AdmiwBtrator. 

Title  40.  Code  of  Federal  ReguIatkiM, 
part  82.  is  amended  to  read  as  foUows: 


PART  82-PIIOTECTlON  OF 
STRATOSPHERIC  OZONE 

1.  The  authwity  dtati<Hi  for  part  82 
continues  to  read  as  foDowr 

Avdaesily:  42  U.S.C  7414.  7601.  7671- 
7671  (q). 

2.  A  new  subpart  C  is  added  to  rsed 
as  follows: 


I 

82.60    Purpose. 

82.62    Definitions. 

82.64    Prohibitions. 

82.66    Nonessential  products  and 

exceptions. 
82.68    Verification  and  public  notice 

requirements. 

I82.S0    Purpoee. 

The  purpoee  of  this  subpart  is  to 
implem«)t  the  requirements  of  sections 
608  and  610  of  the  Clean  Air  Act 
AmendmenU  of  1990  on  emission 
reductions  and  nonessential  products. 

112^    DeAnWons. 
For  purpoees  of  this  subpart 

(a)  Oilorojfluomcarbon  means  any 
substance  listed  as  Class  I  group  I  or 
Class  I  group  in  part  82.  appendix  A  to 
subpart  A. 

(b)  Commercial,  when  used  to 
describe  the  purchaser  of  a  product, 
means  a  person  that  has  one  of  the 
following  identification  numben: 

(1)  A  federal  employer  identification 
number; 

(2)  A  state  sales  tax  exemption 
number; 

(3)  A  local  business  license  niunber. 
and 

(4)  A  government  contract  numlMr 
and  that  uses  the  product  in  the 
purchaser's  business  or  sella  it  to 
another  person. 

(c)  Consumer,  when  used  to  describe 
a  person  taking  action  with  regard  to  a 
product,  means  the  ultimate  purchaser, 
recipient  or  user  of  a  product 

(d)  Distributor,  whra  used  to  describe 
a  person  taking  action  with  regard  to  a 
product; 


environme 
use,  storag 
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(1)  Means  the  seller  of  a  product  or 
anotiier  distributor:  or 

(2)  A  pwson  who  sells  or  distributes 
that  product  in  commerce  for  export 
from  the  United  States. 

(e)  Product  means  an  item  or  category 
of  items  manufactured  from  raw  or 
recycled  materials  which  is  used  to 
perform  a  function  or  task. 

(f)  Release  means  to  emit  into  the 
environment  during  the  manufacture, 
use,  storage  or  disposal  of  a  product 

|«2M    ProhlbWon*. 

(a)  Effective  on  February  16. 1993,  no 
person  may  sell  or  distribute,  or  offer  to 
sell  or  di^bute,  in  interstate  commerce 
any  of  the  products  identified  as  being 
nonessential  in  §  82.66(a). 

Effective  on  February  16, 1993,  no 
person  may  sell  or  disbibute,  or  offer  to 
sell  or  distiibute,  in  interstate  commerce 
any  of  the  products  specified  in 
§  82.66(b)  to  a  person  who  does  not 
provide  proof  of  being  a  conunercial 
purchaser,  as  defined  under  §  82.62. 

(c)  Effective  on  January  17, 1994,  no 
person  may  sell  or  distribute,  or  ofbr  to 
sell  or  distribute,  in  interstate  commerce 
any  of  the  products  identified  as  being 
nonessential  in  §  82.66(c)  or  §  82.66(d). 

)82>6e    Noneeeentiw  producla  ana 
Moepliona, 

The  following  products  which  release 
a  Class  I  substance  (as  defined  in  part 
82,  appendix  A  to  subpart  A)  are 
identified  as  being  nonessential,  and 
subject  to  the  prohibitions  specified 
under  §  82.64: 

(a)  Any  plastic  party  streamer  or  noise 
horn  which  is  propelled  by  a 
chlorofluorocarbon,  including  but  not 
limited  to: 

(1)  String  confetti; 

(2)  Marine  safety  horns; 

(3)  Sporting  event  homs; 

(4)  Persomu  safety  homs; 

(5)  Wall-mounted  alarms  used  in 
factories  or  other  work  areas;  and 

(6)  Intruder  alarms  used  in  homes  or 
cars. 

(b)  Any  cleaning  fluid  for  electronic 
and  photographic  equipment  which 
contains  a  chlorofluorocarbon: 


(1)  Including  but  not  limited  to  liquid 
packaging,  solvent  wipes,  solvent 
sprays,  and  gas  sprays;  and 

(2)  Except  fat  those  sold  or  distributed 
to  a  commercial  purchaser. 

(c)  Any  plastic  flexible  or  packaging 
foam  product  which  is  manufactured 
with  or  contains  a  chlorofluorocarbcm; 

(1)  Including  but  not  limited  to: 
(i)  Open  cellpolyurethane  flexible 

slabstock  foam; 

(ii)  C^pen  cell  polyurethane  flexible 
molded  foam; 

(iii)  Open  cell  rigid  polyurethane 
poured  foam; 

(iv)  Closed  cell  extruded  polystyrene 
sheet  foam; 

(v)  Closed  cell  polyethylene  foam;  and 

(vi)  Closed  cellpoiypropjdene  foam. 

(2)  Except—- flexible  or  packaging 
foam  used  in  coaxial  cable. 

(d)  Any  aerosol  product  or  other 
pressurized  dispenser,  other  than  those 
banned  in  §  82.64(a)  or  §  82.64(b),  which 
contains  a  chlorofluorocarbon; 

(1)  Including  but  not  limited  to 
household,  industrial,  automotive  and 
pesticide  uses; 

(2)  Except— (i)  Medical  devices  listed 
in  21  CFR  2.12S(e); 

(ii)  Lubricants  for  pharmaceutical  and 
tablet  manufacture; 

(iii)  Cause  bandage  adhesives  and 
adhesive  removers; 

(iv)  Topical  anesthetic  and 
vapocoolant  products; 

iv)  Lulmcants.  coatings  or  cleaning 
fluids  for  electrical  or  electronic 
equipment,  which  contain  CFC-11, 
CFC-12.  or  CFC-113  for  solvent 
purposes,  but  which  contain  no  other 
CFCs; 

(vi)  Lubricants,  coatings  or  cleaning 
fluids  used  for  aircraft  maintenance, 
which  contain  CFC-11  or  CFC-113.  but 
which  contain  no  other  CFCs; 

(vii)  Mold  release  agents  used  in  the 
production  of  plastic  and  elastomeric 
materials,  which  contain  CFC-11  or 
CFC-113.  but  which  ccmtain  no  other 
CFCs; 

(viii)  Spinnerette  lubricant/cleaning 
sprays  umd  in  the  production  of 
synthetic  fibers,  which  contain  CFC- 
114.  but  whidi  contain  no  other  CFCs; 


(ix)  Containers  of  CFCs  used  as 
halogen  ion  sources  in  plasma  etching; 

(x)  Document  preservation  sprajrs 
which  contain  CFC-113,  but  «^iich 
contain  no  other  CFCs;  and 

(xi)  Red  pepper  bear  repellent  sprays 
wfaidi  contain  CFC-113.  but  «^ai 
contain  no  other  CFCs. 


182.68    V«  ^ 

feQWfwneiilB  lor  QwtiDutOfS  ofcsftsin 


(a)  Efiiactive  on  February  16, 1993,  any 
person  wdio  sells  or  distributes  any 
cleaning  fluid  for  electronic  and 
photographic  equipment  which  contains 
a  chlorofluorocaifoon  must  verify  that 
the  pitfchaser  is  a  commercial  entity  as 
defined  in  §  82.62.  In  order  to  verify  that 
the  purchaser  is  a  commercial  entity, 
the  person  who  sells  or  distributes  this 
product  must  be  presented  with 
documentation  that  proves  the 
purchaser's  conunercial  status  by 
containing  one  or  more  of  the 
commercial  identification  numbers 
specified  in  $  82.62.  The  seller  or 
distributor  must  have  a  reasonable  basis 
for  believing  that  the  information 
presented  by  the  purchaser  is  accurate. 

(b)  Effective  on  February  16. 1993, 
any  person  who  sells  or  distributes  any 
cleaning  fluid  for  electronic  and 
photographic  equipment  which  oHitains 
a  chloroflu(Mtx»ibon  must  prominently 
display  a  sign  where  sales  of  such 
product  occur  which  states:  "It  is  a 
violation  of  federal  law  to  sell, 
distribute,  or  offisr  to  sell  or  distribute, 
any  chlorofluorocarbon-containing 
cleaning  fluid  for  electronic  and 
photographic  equipment  to  anyone  who 
is  not  a  commercial  user  of  this  product 
The  penalty  for  violating  this 
prohibition  can  be  up  to  $25,000  per 
sale.  Individuals  purchasing  such 
products  must  present  proof  of  their 
commercial  status  in  accordance  with 
40  CFR  82.68(a)."  # 

[PR  Doa  93-757  Piled  1-14-83;  8:45  am) 
BMJNO  coos  WW  M  ■ 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRI^-466a-tl 

Envlronmenlal  Leadership  Program 

AOOICV:  Environmental  Protection 
Agency  (EPA). 

action:  Notice  of  intention  to  develop 
an  environmental  leadership  program 
and  request  for  comments. 

SUMMARY:  Thia  notice  solicits  comment 
on  the  creation  of  a  national  voluntary 
program  to  encourage  and  publicly 
recognize  environmental  leadership  and 
promote  pollution  prevention  in  tha 
manubcturins  section.  A  possible 
structure  for  this  program,  set  forth  in 
this  notice,  includes  two  components:  a 
Corporate  Statement  of  Environmental 
Principles,  and  a  Model  Facility 
Program.  A  pilot  test  of  the 
Environmental  Leadership  Program  in 
one  or  more  states  is  planned  to 
determine  the  feasibility  of  making  the 
Program  national  in  scope.  EPA  is 
seeking  responses  to  specific  questions 
as  well  as  general  comments. 
DATES:  A  comment  period  of  90  days 
will  begin  writh  the  publication  of  this 
notice,  closing  on  April  15.1993.  At 
least  one  working  public  meeting  will 
be  held  at  the  conclusion  of  the 
comment  period  under  the  auspices  of 
the  National  Advisory  Council  for 
Environmental  Policy  and  Technology. 
Additional  public  forums  for  dialogue 
are  likely  to  be  provided,  perhaps 
during  the  90  day  comment  period.  The 
date  and  location  of  any  such  meetings 
will  be  published  in  the  Federal 
Register  at  a  future  date. 
A00NES8E8:  Comments  on  this  proposal 
should  be  mailed  to:  EPA/OPPTS/ 
TIMB(TS793).  Public  Document  Office, 
room  0004.  Northeast  Mall.  401 M 
Street  SW..  Washington.  DC  20460. 
FOR  FURTNER  SffORMATION  CONTACT: 
Linda  Glass-Rimer.  United  States 
Environmental  Protection  Agency 
(1102).  Pollution  Prevention  Policy 
Staff.  401  M  Street  SW..  Washington,  DC 
20460.  telephone:  (202)  260-8616. 

SUPPLEMENTARY  SVORMATION: 

L  Introduction 

The  objective  of  this  Federal  Register 
notice  is  to  stimulate  public  discussion 
and  comment  on  a  potential  new 
dimension  to  the  Environmental 
Protection  Agency's  environmental 
program.  This  notice  proposes  the 
creetion  of  a  new  Environmental 
Leadership  Program  providing  special 
recognition  to  companies  and  facilities 
that  reflect  a  CEO-level  commitment  to 
prevention-oriented  environmental 


management  that  goes  beyond  mere 
compUance  with  regulations.  Qualifying 
companies  woiild  be  expected  to 
demonstrate  true  national  leadership 
through  a  statement  of  corporate 
commitment,  openness  to  public 
scrutiny,  model  compliance  records, 
and  measurable  reductions  of  the 
environmental  impacts  of  their 
production  process^  or  products. 

A  program  of  this  type  has  exdting 
potential  for  several  reasons.  First, 
American  businesses— often  applying 
principles  of  Total  Quality 
Management — see  competitive  and 
other  advantages  in  moving  beyond 
compliance  to  reduce  pollution  at  the 
source,  and  in  using  energy  and  other 
resources  more  efficiently.  The 
extensive  and  dramatic  participation  of 
companies  in  EPA's  targeted  voluntary 
toxics  reduction  ("33/50")  and  energy 
efficiency  programs  (Green  Lights, 
Energy  Star  Computers,  and  others)  is  a 
sign  of  how  much  environmental 
improvement  can  result  when 
progressive  companies  push  the  state  of 
the  art  without  waiting  for  regulations. 
With  positive  recognition  and 
appropriate  incentives  from  the  Federal 
Government,  these  companies  may 
decide  to  accelerate  their  development 
of  breakthrough  approaches  to 
environmentally  sound  production  and 
management. 

Second,  if  ultimate  success  in 
achieving  sustainable  development 
depends  on  providing  for  environmental 
concerns  in  the  design  stage  of  strategies 
and  projects,  then  it  is  critical  to 
encourage  marketplace  innovations  and 
leadership  from  our  business 
community.  James  Gustave  Speth.  while 
President  of  the  World  Resources 
Institute,  made  that  point  quite  clearly 
in  the  Foreword  to  Beyond  Compliance: 
A  New  Industry  View  of  the 
Environment,  WRI's  study  of  the 
voluntary  efforts  of  progressive 
companies: 

"Important  as  pressure  from 
environmentalists  and  governmental 
direction  are  to  stimulating  change,  in  the 
end  only  the  corporate  community  can 
efficiently  provide  the  necessary 
organization,  technology,  and  financial 
resources  needed  to  design  and  implement 
change  on  the  scale  required.  Companies  that 
are  trying  to  be  leaders  on  a  new  path  to  a 
sustainable  future  merit  our  encouragement 
and  support,  just  as  the  inevitable  backsliders 
deserve  a  vigorous  shove  onto  the  trail."  * 

EPA  can  advance  pollution 
prevention  by  encouraging— but  not 
dictating — superior  environmental 
management  systems  that  lead 


*  Snuit.  B.,  Beyond  Compliance:  A  Nmif  Indtutiy 
View  of  the  Environment  (1992:  World  RasourcM 
Instituta,  Washington.  K),  al  x. 


companies  to  design  and  develop  their 
own  innovative  ideas  and  breakthrough 
improvements.  Encouraging  a  CEO-level 
focus  through  a  comprehensive  national 
program  that  emphasizes  risk  reduction 

Eriorities  and  measurable  results  can 
elp  set  the  pace  for  these  voluntary 
efforts. 

In  this  notice,  EPA  has  endeavored  to 
envision  what  national  environmental 
leadwship  should  entail  and  to  present 
a  variety  of  ideas  as  candidate  criteria 
for  recognizing  a  company  or  fedlity  as 
an  environmental  leaders.  These 
concepts  are  designed  to  stimulate 
discussion — through  written  comments 
and  in  public  forums— on  what  should 
constitute  corporate  environmental 
leadership  today.  We  hope  and  expect 
that  the  state  of  the  art  will  continue  to 
advance.  The  Malcolm  Baldridge  Award 
for  management  excellence  can  serve  as 
a  good  model  in  this  regard.  The 
Program  must  have  objective  cilteria. 
but  EPA  welcomes  comment  on  which 
of  the  criteria  presented  here  do  not  ask 
enough,  or  ask  too  much,  given  today's 
realities.  We  also  invite  comment  on  the 
range  of  positive  incentives  for 
participation  which  are  both  consistent 
with  EPA's  mission  and  programs,  and 
which  appropriately  recognize  this  level 
of  corporate  commitment. 

Broad  public  discussion  of  this 
proposal  will  have  a  major  impact  on 
the  shape  of  the  Environmental 
Leadership  Program.  It  is  hoped  that  the 
cluster  of  concepts  presented  here  will 
help  EPA  develop  the  information 
needed  to  determine  more  specifically 
the  role  that  a  national  voluntary 
program  might  play  in  promoting 
sustainable  development  as  we  move 
toward  the  21st  century.  EPA  hopes  that 
interested  parties  will  take  the  time  to 
comment,  and  to  provide  the  Agency 
with  the  data  it  needs  to  develop  an 
Environmental  Leadership  Program  that 
inspires  the  private  sector  to  greater 
efforts,  and  enjoys  broad  public  support. 

The  proposal  is  organized  in  the 
following  way: 

I.  Introduction 

II.  Public  Review  Process 

m.  Fundamental  Assumptions 
Underlying  EPA's  Proposal 

FV.  Program  Scope  and  Application 
Process 

V.  Criteria  for  Participation 

VI.  Compliance  Screening  for  Model 

Facilities 
Vn.  Incentives  for  Participation 
Vm.  Summary  of  Questions 

n.  Public  Review  Process 

The  United  States  Environmental 
Protection  Agency  (EPA)  is  seeking 
comment  on  a  proposal  to  establish  a 
new  Environmental  Leadership  Program 


Please  See  i 
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to  recopiua  and  iviMfd  •  i 
commftamil  to  nutaiwM* 
developmeat  hj 

manufacturing  farililiM  Tba  Pioyam 
would  enooung*  companiM  togo 
beyond  coin[diBnoa  widi  te  law  bjr 
incorpotatmg  polhitian  prevantiaa  into 
the  full  range  oporatiaaav  inrhiriing.  Cor 
example,  purchjMins.  product  daaiyi. 
maimiacturing,  manating  aid 
distributksL 

This  proposal  if  baaed  in  part  an 
discussktns  lisld  ovar  tha  past  Bina 
months  writh  a  variaty  of  poups  and 
indisiduab  raproianting  statas,  trada 
associations,  environmantalists.  and 
industry,  tba  Agency  wishaa  to 
emphariTW.  however,  that  the  proposal 
is  in  the  eariy  stages  of  dsvelopinant, 
and  that  public  iiiiiiiiwl  will  be  crMcsl 
to  shaping  its  final  outcome.  What 
follows  for  public  review  and  reaction  is 
a  series  of  concepts  rather  than  a 
Hnished  proposal.  Following  public 
comment,  EPA  may  choose  to  accept, 
reject,  or  modify  one  at  man  of  theee 
concepts,  as  well  as  incorporate  new 
ideas  not  reflected  in  the  text  pubHriied 
today.  To  assist  EPA  in  organizing  and 
responding  to  puMic  comment, 
reviewers  are  encouraged  to  refsr  to  the 
questions  listed  at  the  end  of  this 
document.  (See  section  VID.) 

This  Federal  Register  Boti<»  is  one 
step  in  an  ongoing  process  of  obtaining 
advice  from  EPA's  consitituents — states, 
environmentalists,  industry,  and  other 
intevested  parties.  A  working  public 
meeting  will  be  cmducted  at  the 
concIusic»  ctf  the  comment  period, 
under  the  auspices  of  the  National 
Advisory  Council  for  Environmental 
Policy  and  Technology  (NACEPT). 
Additional  poUic  fcMruras  for  dialogue 
are  likely  to  be  fmivided,  perhaps 
during  the  90  day  comment  period. 

Finally,  the  Agency  plu>s  to  pilot  test 
the  Pro-am  in  one  or  nxwe  states.  A 
thorou^  evaluation  of  these  pilots  will 
be  undertaken  prior  to  any  decision  to 
make  the  Program  national  in  scope. 
EPA  expects  to  solicit  proposals  in  tiie 
spring  of  1993  from  states  interested  in 
these  pilot  projects. 

Please  See  Section  VUI.  Questions  i-€ 

III.  Fnndanietttal  Asamt^tiottS 
Underlying  EPA'a  Propoaal 

This  section  summarizes  the 
fundamental  assun^)tions  on  which  the 
Program  would  be  based.  The  specific 
criteria  for  participation,  outlined  in 
sections  V  and  VI.  have  bean  developed 
to  reflect  these  basic  concepts.  EPA 
welcomes  comments  on  each  of  these 
concepts,  as  well  as  suggestions 
regarding  additional  threshold  issues 
that  EPA  should  consider. 


A.  Recogmte  axtd  Rgwnrd  the Bett 

EPA  believes  the  Environmental 
Leadership  Ptogram  should  ba  stringent 
enough  to  recognine  onlv  tha  very  beak 
companies;  otherwise,  the  Prosram  is 
not  likely  to  be  credible  writh  ue  genoral 
public.  At  the  sane  time,  thecntairia 
should  be  practicri  eauug^  to  motivate 
many  companies  to  tipptj  for 
partidpetion,  so  that  the  Program  nHR 
result  in  widespread  fmpi  uvemouts  in 
mwiagement  pncticee.  As  discussed  in 
section  IV  B(Z),  EPA  is  seeking  comment 
on  whether  to  include  one  or  more 
additional  categories  of  participation  to 
recognize  companies  that  are  striving  to 
meet  the  Program's  stringent 
requirements  but  have  not  yet  attained 
them. 

B.  Compliance:  A  Tbreshold 
Requirement 

EPA  believes  tfiat  compHance  with 
applicable  environmental  laws  and 
regulations  should  be  the  threshold 
criterion  for  Environmental  Leadership, 
with  the  Program's  benefits  reserved  for 
those  companies  that  go  beyond 
compliance.  Accordingly,  EPA  will 
expect  excellent  compliance  records 
from  fadhties  that  apply  to  the  Program, 
and  will  expect  those  records  to  be 
maintained,  if  not  improved,  during 
partidpation. 

C.  PoUutiott  Prevention  and 

Sustainability 

EPA  believes  that  pollution 
prevention  and  sustainable 
development  should  be  key  components 
of  the  Envirtmmental  Laadlmship 
Pro^m.  ~P(rihition  prevention",  as 
defined  by  EPA,  means  "source 
reduction  and  odier  practices  that 
reduce  or  eliminste  the  creation  of 
pollutants  throu^: 

— increased  effidency  in  tiie  use  of  raw 
materials,  energy,  water,  or  other 
resources,  or 
— protection  of  natural  resources  by 
conservation".'  Tba  Pollution 
Prevention  Act  defines  "source 
reduction"  as  "uvy  practice  whidi — 
(i)  reduces  the  amount  of  any 
hazardous  substance,  pollutant,  or 
coitfaminsnt  entning  any  waste  stream 
or  otherwise  leieesed  into  tha 
environment  (including  fugitive 
emissions)  prior  to  recycling,  treatment. 
or  disposal;  and 

(ii)  reduces  the  hazards  to  public 
heakh  and  the  environment  assodated 


'  See  Memorandum  ftom  EPA  Deputy 
Adminis&ator  F.  Ikuijf  Itebfefaf  H,  dstoo  Miy  2e, 
1992.  Copioa  avitilbh  ta 
Policy  SliS  1  (292)  2Sa-SS2I. 


writh  the  release  of  such  i 
pollutants,  or  oontaminanta."  * 

CoBgiaae.  in  die  PoUution  1 
Act,  has  ako  dadasvl  that  poUodon 

Ereventi<Hi  is  die  faJghaat  tior  in  a 
ieraichy  of  aooaplabla  prackioaa, 
followed  in  daaranrihig  order  by 
recycling,  liaarniiatf,  and  disposal  of 
pollutants.^  EPA  woidd  not  axpact 
companiaa  partidpating  in  thia 
vohmtary  program  to  raly  aBBclnsivaly 
on  prevention  to  achieve  rasulls.  Radier. 
each  partidpant  would  ba  aakad  to 
pursue  pollution  prevention  options 
aggressively  bofore  prooaetBng  down  the 
other  steps  of  the  hiersrchy. 

In  its  1987  report,  Our  QNumon 
Future,  the  World  Commission  on 
Environment  and  Development  de&oed 
"sustainable  development"  as 
develc^ment  that  meets  the  needs  of  tfie 
present  without  oon^mmising  the 
ability  of  fiiture  generations  to  meet 
their  own  needs.  What  constitutes 
sustainable  development  must  be 
fleshed  out  with  concrete  examples 
which  industry  is  ofien  in  the  beet 
position  to  provide.  The  EPA  Sdence 
Advisory  Bowd's  1900  report,  Reducing 
Risk  (SA&-EC-90-O21).  recommended 
that  EPA  emphasize  pollution 
prevention  as  the  prefimed  option  for 
achieving  the  environmentally  sound 
economic  growth  diat  is  the  key  to 
sustainable  developmenL 

D.  Emphasize  Goals  and  Resutts 

The  Environmental  Leedership 
Program  should  encourage  companies  to 
embrace  polides  diet  promote^  pollution 
prevention  within  the  context  of 
sustainable  development.  However,  EPA 
wishes  to  avoid  duplicating  the  efforts 
of  private  sector  organizations,  such  as 
the  Global  Environmental  Management 
Initiative  (GEMI)  and  the  ReHKmsible 
Care  Program  of  the  Chemical 
Manufadurers  Association,  which  are 
dedicated  to  advancing  the  state  of  the 
art  with  resped  to  environmental 
management. 

EPA  will  look  for  corpwate  adherence 
to  certain  management  prindpies,  such 
as  operating  {H«vention-<menlad 
systems,  setting  goels,  and  msaauring 
progress,  but  will  try  to  svoid 
prescriptive  judgments  thouA  die  aoost 
effective  raanageoMAt  methods.  Inataad, 
the  Agency  would  prefar  to  amphasiiie 
results  by  measuring  actual  parfermanos- 
with  resped  to  coopliancs,  pt^ution 
prevention,  and  reduction  of  raiaaaas  to 
the  environment. 


>42U.S.C§Uie2(SKA). 


4804 


Fedval  Ragbter  /  Vol.  58.  No.  10  /  Friday.  January  15.  1993  /  Noticeg 


E.  Paitnenhip  With  States 

EPA  shares  jurisdiction  over 
environmental  regulation  with  the  fifty 
states.  aU  of  which  have  assumed 
substantial  raspiuisibility  for  writing 
and  issuing  permits,  ccmducting 
inspections,  and  taUng  mforcement 
actions  under  federal  and  state  law. 
Local  agencies  also  participate  in 
environmental  regulation  in  many 
locations.  Approximately  20  states  have 
enacted  planning  laws  that  either 
require  or  encourage  facilities  to 
identify  and  invest  in  pollution 
prevention  measures.  Finally,  several 
states  have  established  or  are 
considering  creating  voluntary  programs 
to  promote  pollution  prevention. 

EPA  believes  that  a  national  program 
should  add  to.  rather  than  duplicate  or 
compete  with,  those  initiatives  that  have 
placed  some  states  on  the  cutting  edge 
of  pollution  prevention.  In  particular, 
EPA  questions  whether  actions  taken  to 
comply  with  state  law  (such  as 
pollution  prevention  planning)  should 
be  recognized  or  rewarded  as  voluntary 
behavior  in  a  Federal  program.  The 
proposed  pilot  projects  (discussed 
above)  will  provide  opportunities  to 
further  explore  the  interaction  between 
a  national  Environment  Leadership 
initiative  and  state  programs. 

F.  Public  Accountability 

Ultimately,  both  industry  and 
government  must  be  accountable  to  the 
general  public  for  the  success  or  failure 
of  volimtary  initiatives.  The 
Environmental  Leadership  Program 
should  include  measures  of 
accountability  that  allow  the  public  to 
track  progress  toward  meeting  any  goals 
established  \mder  the  Program.  EPA 
recognizes  the  need  to  protect  trade 
secrets  within  the  arena  of  public 
accountability.  This  issue  is  discussed 
further  in  section  V.B. 

C.  Minimize  Red  Tape 

While  providing  flexibility  for 
innovation,  EPA  also  wants  to  develop 
criteria  for  participation  (e.g.,  consistent 
measurement  standards)  that  provide 
applicants  with  fair  and  objective 
standards  and  minimize  the  time 
needed  to  review  and  process 
applications.  The  criteria  should  be 
clearly  commimicated  at  the  outset  in 
order  to  establish  expectations  for  all 
parties,  and  should  be  publicly 
verifiable  to  the  extent  possible.  In  the 
absence  of  consistent  standards,  EPA 
would  be  forced  to  rely  on  subjective 
evaluations  of  potentially  himdreds  of 
different  applications.  Such  practices 
would  be  resource-intensive  and  could 
subject  both  the  Agency  and  industry 


applicants  to  charges  of  "second- 
guessing"  program  requirements. 

Please  See  Section  VJU,  Questiona  1-6 

IV.  Program  Scope  and  Applkatkm 
Process 

This  section  presents  EFA's  views 
regarding  the  possible  scope  of  the 
Environmental  Leadership  Program.  The 
Agency  seeks  comments  on  the  specific 
elements  proposed  below,  as  well  as  any 
recommendations  for  changes  in  scope. 

At  a  minimum,  the  Environmental 
Leadership  Program  should  recognize 
individual  manufacturing  plants  that 
reflect  state-of-the-art  investments  in 
environmental  management  and 
pollution  prevention  technologies.  Yet 
the  EPA  Science  Advis«y  Board's  1990 
report,  dted  previously,  round  that 
sustainable  development  also  requires 
fundamental  changes  in  the  design  and 
marketing  of  products  and  the  piirchase 
and  use  of  raw  materials.  Such  actions 
may  be  beyond  the  control  of  individual 
plant  managers  and  require 
commitments  at  the  highest  levels  of  the 
company. 

EPA  proposes  balancing  these 
considerations  through  a  two-part 
program:  a  Corporate  Statement  of 
Environmental  Principles,  and  a  Model 
Facility  Program.  The  basic  elements  of 
each  component  are  described 
immediately  below,  followed  by  a  brief 
discussion  and  request  for  comments. 

A.  Proposed  Scope  of  Program 

1.  Corporate  Statement  of 
Environmental  Principles 

EPA  is  proposing  to  create  a  Corporate 
Statement  of  Environmental  Principles, 
the  elements  of  which  would  be 
developed  or  outlined  by  the  Agency. 
EPA  is  seeking  comments  on  a 
Statement  which  would  have  several 
distinctive  features: 

•  The  Principles  would  apply  broadly 
to  the  way  corporations  design, 
manufacture,  market  and  distribute  their 
products. 

•  Companies  would  publicly 
subscribe  to  conducting  their  operations 
in  accordance  with  the  Principles.  The 
Program  would  provide  that  companies 
commit  to  specific  goals,  and  be 
publicly  accountable  for  their  progress. 
EPA  would  not  evaluate  or  certify  that 
companies  were  meeting  the  specific 
requirements;  instead  EPA  is 
considering  incorporating  into  the 
Principles  several  elements  that  would 
allow  the  public  to  monitor  a  company's 

progress. 

•  Companies  would  be  asked  to 
submit  letters  to  EPA  signaling  their 
intention  to  abide  by  the  Principles. 
These  would  be  maintained  in  a  public 


docket  to  allow  interested  parties  to 
examine  their  contents.  EPA  would 
periodically  publish  the  names  of 
participating  companies. 
•  Finally,  companies  wishing  to  have 

individual  plants  designated  as  "Model 
Facilities"  would  first  be  required  to 
stibscribe  to  the  Statement  of 
Environmental  Principles. 

EPA  is  aware  that  similar  initiatives, 
such  as  the  Global  Environmental 
Management  Initiative  (GEMI)  and  the 
Responsible  Care  Program  described 
above,  have  been  developed  in  the 
private  sector  ind  by  non-governmental 
groups,  and  would  be  interested  in 
public  comment  regarding  the  success 
of  these  efforts  in  motivating  changes  in 
corporate  behavior.  EPA  also  seeks 
comment  on  the  degree  to  which  public 
scrutiny  would  or  would  not  be 
sufficient  to  ensure  accountability. 

2.  Model  Facility  Program 

EPA  is  also  proposing  a  program  to 
publicly  designate  individual  plants 
that  meet  stringent  environmental 
criteria  as  "Modwl  Facilities." 
Participation  in  tlie  Model  Facility 
Program  would  differ  firom  subscribing 
to  the  Statement  of  Enviroimiental 
Principles  in  several  important  ways: 

•  Companies  would  submit 
applications  for  EPA  review  on  behalf  of 
individual  facilities,  based  on  criteria 
presented  in  Sections  V  and  VI. 

•  Because  EPA  would  be  certifying 
that  these  plants  met  high  standards,  the 
Agency  would  need  to  establish  a 
verification  process,  including  screening 
for  environmental  compliance.  (In 
contrast,  no  apphcation  or  verification 
would  be  required  of  a  company  that 
wished  to  simscribe  to  the  corporate- 
wide  Statement  of  Environmental 
Principles.) 

•  As  discussed  above,  the  company 
owning  the  facility  would  be  required  to 
subscribe  to  the  Statement  of 
Environmental  Principles  before  an 
individual  facility  could  qualify.  This 
requirement  is  intended  to  avoid 
rewarding  a  "showcase"  facility 
managed  by  a  company  without  a  strong 
overall  environmental  record. 

•  The  application  could  be  reviewed 
either  by  an  independent  "Blue  Ribbon" 
panel  of  experts  fit>m  government, 
industry,  and  public  interest  groups;  by 
the  Agency;  or  by  a  combination  of  both. 
EPA  is  interested  in  comment  regarding 
which  approach  would  be  the  most 
appropriate. 

•  EPA  is  proposing  that  states  play  a 
role  in  reviewing  the  applications.  A 
state's  disapproval  would  result  in 
denial  of  Model  Facility  status.  EPA  is 
also  considering  allowing  the  states  to 
assume  some  or  all  of  the  responsibility 
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for  administering  the  Program  in 
acc»rdance  with  the  national  criteria. 

•  Upm  approval  of  its  application, 
the  applicant  mdlity  would  be 
recognized  as  a  Model  Facility  for  a 
period  of  several  years  [e.g.,  two  or  three 
years),  after  which  it  would  be  required 
to  apply  for  renewal. 

•  If  an  application  is  rejected,  the 
applicant  would,  subject  to  needs  for 
confidentiality  regarding  pending 
investigations,  be  advised  confidentially 
of  the  basis  for  its  rejection,  but  would 
not  be  provided  with  the  opportunity 
for  a  hearing  or  appeal  of  the  decision. 

•  EPA's  review  of  a  participant's 
status  at  the  time  of  reapplication  would 
follow  the  same  basic  process  as  for  the 
initial  application:  information  would 
be  collected  from  the  applicant  and 
from  various  EPA  and  state  offices  and 
data  bases.  The  independent  panel,  if 
used  for  initial  appUcation  review, 
would  not  necessarily  be  involved  in 
reviewing  re-applications. 

For  recertification,  a  facility  would  be 
required  to  show  progress  toward  the 
goals  described  in  its  initial  application. 
The  Agency  seeks  comments  on  the  best 
process  to  assxire  that  the  facility  is 
making  adequate  progress  toward  those 
goals. 

B.  Alternatives  for  Scope  of  Program 

EPA  seeks  comment  on  the  following 
options  for  expanding  the  scope  or 
changing  the  application  process  for  the 
Environmental  Leadership  Program.  In 
each  case,  commenters  are  asked  to 
balance  the  benefits  of  the  option 
against  likely  EPA  and  industry 
resource  limitations  and  the  potential 
for  additional  administrative 
complexity. 

' .  Third  Party  Review  of  Application 

EPA  is  interested  in  the  role  that 
mdependent  third  parties  might  play  in 
the  Environmental  Leadership  Program. 
For  example,  as  noted  above,  EPA  might 
establish  a  panel  to  review  applications 
for  Model  Facility  status,  with  the 
authority  to  recommend  approval  to  the 
EPA  Administrator.  Independent 
auditors  might  play  a  valuable  role  in 
assessing  the  comphance  status  of 
facilities  as  part  of  this  process.  Finally, 
a  national  advisory  board  could  be 
established  to  provide  continuing 
advice  regarding  implementation  of  the 
Program. 

2.  Multiple  Tiers  for  Participation 

As  currently  envisioned,  the 
Environmental  Leadership  Program 
would  establish  stringent  criteria  for 
public  recognition  of  "state  of  the  art" 
environmental  management  of 
ndustrial  facilities.  Because  EPA  wants 


to  encoiirage  many  companies  to  move 
toward  this  ambitious  level  of 
achievement,  it  would  be  appropriate  to 
identify  ways  to  encourage  companies 
to  strive  for  interim  milestones.  EPA 
seeks  comment  on  whether  One  or  more 
preliminary  tiers  should  be  added  to 
encourage  participation  from  those 
companies  which  are  striving  toward 
environmental  leadership  and  need 
some  assistance  in  meeting  the 
Program's  stringent  requirements. 

3.  Consideration  for  Small  Business 

EPA  seeks  comment  on  whether 
special  provisions  should  be  included 
in  the  Program  to  encourage 
participation  by  small  businesses.  The 
Agency  is  particxilarly  interested  in 
whether  the  Program  should  include 
different  standards  for  small  businesses, 
and  whether  certain  types  of  outreach  or 
technical  assistance  might  be  needed  to 
accommodate  this  addition  to  the 
Program. 

4.  Multi-Sector  Participation 

The  Environmental  Leadership 
Program,  as  proposed  here,  is  designed 
primarily  for  the  manufacturing  sector. 
EPA  seeks  comment  on  whether  the 
Program  should  be  expanded  to  include 
other  sectors,  e.g.,  Federal  facilities, 
energy,  transportation,  services,  and 
municipaUties. 

Please  See  Section  Vni.  Qiiestions  7-16 

V.  Criteria  for  Participation 

EPA  is  seeking  comment  on  the 
following  six  categories  of  criteria  for 
both  the  Corporate  Statement  of 
Environmental  Principles  and  the 
Model  Facility  Program: 

A.  Risk  Reduction  Goals 

B.  Measures  and  Public  Accoimtability 

C.  Planning 

D.  Environmentally  Sound  Business 
Practices 

E.  Community  and  Employee 
Involvement 

F.  Compliance 

For  each  category,  a  general 
descriptive  statement  is  presented 
below,  followed  by  an  explanation  of 
how  the  criterion  would  be  applied  in 
the  Corporate  Statement  of 
Environmental  Principles  and  in  the 
Model  Facility  Program.  EPA  is 
interested  in  comments  both  on  the 
proposed  criteria  and  on  other  criteria 
that  might  be  included.  Readers  are 
encouraged  to  address  the  questions 
outlined  in  Section  VIII  when 
responding. 

A.  Risk  Reduction  Goals 

EPA  is  considering  establishing  a  set 
of  national  risk  reduction  goals  for  the 


Environmental  Leadership  Program. 
Companies  would  need  to  include  a 
plan  for  achieving  these  goals  when 
signing  on  to  the  Corporate  Statamant  of 
Environmental  Principles  and  applying 
for  Model  Facility  status  (sea  discussion 
on  planning.  Section  C).  EPA  does  not 
propose  specific  goals  in  this  Federal 
Ra^ster  notice;  rather,  the  Agency  asks 
whether  national  goals  should  be 
establidied  for  Environmental 
Leadership  and,  If  so.  what  these  might 
be. 

National  environmental  goals  offer  the 
advantage  of  setting  clear  expectations 
for  Program  participants,  so  that 
companies  are  not  "second-gueMad"  by 
EPA  during  the  application  process  or 
on  subsequent  review.  The  goals  also 
would  provide  a  basis  for  the  public  to 
evaluate  the  progress  of  this  new 
voluntary  program. 

EPA  is  considering  establishing 
national  goals  for  pollution  prevention, 
as  that  term  has  been  defined  by  the 
Agency.'  EPA  beUeves  these  goals 
would  provide  clear  incentives  to  focus 
on  reducing  waste  at  the  source  through, 
for  example,  process  changes  and  raw 
material  substitutions.  The  Agency 
seeks  comment  on  how  the  Program 
could  allow  for  the  cost-effective  use  of 
other  waste  management  options  such 
as  recycling  and  treatment. 

The  Toxics  Release  Inventory  (TRI)* 
and  the  Pollution  Prevention  Act' 
provide  a  basis  for  setting  national  goals 
and  measuring  progress  in  reducing 
waste  at  its  source.  If  EPA  estabUshes 
goals  for  pollutants  and  sources  not 
covered  by  TRI,  or  measures  of  energy 
efficiency  and  natural  resource 
conservation,  then  additional  data 
would  be  needed. 

The  pollutants  most  likely  to  be 
targeted  for  prevention  or  reduction  are 
those  which  present  potentially  high 
risk  to  the  environment  and/or  that  are 
difficult  to  control  exclusively  through 
conventional  regulatory  approaches.  As 
an  example  of  the  application  of  these 
criteria,  EPA  might  decide  to  target 
heavy  metals  and  other  toxics  with  a 
tendency  to  bioaccumulate  in  the 
environment,  and  potential  carcinogens 
found  in  the  home  or  work  place. 

Goals  need  not  be  limited  to  toxic 
pollutants;  for  example,  the  Program 
might  also  include  national  energy 
efficiency  goals.  Additional  emphasis 
could  be  placed  on  the  voluntary 
reduction  of  greenhouse  gas  emissions, 
allowing  companies  the  latitude  to 


•  S«e  Memorandum  from  EPA  Deputy 
AdminUtntor  F.  Henry  Habicht  II,  dated  May  2S. 
1992.  Copies  available  from  Pollution  Prevention 
Policy  Staff  at  (202)  260-«621. 

•42U.S.C511023. 

'42  U.S.C§  13106. 
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datennin*  how  tfaase  raductions  might 
be  achiavwL  The  Sdano*  Advisory 
Boaid'*  1980  rapoft.  Reducing  Aide, 
oflns  a  useful  atuting  point  far  the 
selecticm  of  risk  reduction  priorities. 

EPA  is  inquiring  whether  sudi 
national  risk  reduction  goals  should 
include  a  target  for  achieving  a 
nationwide  rediiction  in  specific  waste 
streams  or  pollutants,  and,  if  so. 
whether  establishing  a  deadline  for 
these  reductions  would  be  appropriate. 
The  Agency  recognizes  that  fixed 
perceotage  reduction  goals  may 
discriminate  against  companies  that 
have  already  made  substuitial  progress 
in  reducing  pollution,  and  seeks 
comment  on  how  this  issue  ^ould  be 
addressed  if  that  approach  were  to  be 
adopted.  EPA  is  also  interested  in 
whether,  and  if  so,  how.  to  establish 
more  qualitative  goals  such  as 
addressing  opportunities  to  protect 
wetlands  and  other  natural  habitats. 

B.  Measures  and  Public  Accountability 

EPA  believes  that  public  confidence 
in  corporate  voluntary  environmental 
programs  can  be  assured  through  clear 
and  consistent  measures  of 
environmental  performance  that  can  be 
verified  by  the  pubHc.  As  with  national 
goals,  measurement  can  help  establish 
fair  and  objective  expectations  for 
applicants  to  the  Environmental 
Leedership  Program,  reduce  the  time 
needed  to  review  applications,  and 
provide  a  mechanism  for  public 
involvement  in  assessing  the  progress  of 
voluntary  efforts.  Experience  with  the 
TRI  system  shows  that  effective 
measurement  and  reporting  systems  also 
help  companies  determine  where  source 
reduction  is  most  feasible. 

As  discussed  above.  TRI  and  the 
Pollution  Prevention  Act  provide  a 
starting  p<Hnt  for  measuring  both 
pollution  prevention  and  pollution 
reduction  through  other  means.  First. 
TRI  is  widely  accepted  by  the  general 
public  as  a  data  base,  and  second,  many 
companies  are  already  using  TRI  to 
track  their  own  progress.  TRI  still  has 
significant  variations  in  the  quality  of 
the  reported  data,  however,  and 
fmrraatly  does  not  cover  all  significant 
pollutants  OT  sources.  EPA  is  therefore 
proposing  several  additional  means  for 
gathering  pertinent  information  through 
the  CmfKirate  Statement  of 
Environmental  Principles  and  the 
Model  Facility  Program  (see  below).  The 
Agency  seeks  comment  on  these 
proposals,  as  well  as  on  options  for 
measuring  progress  in  areas  less 
susceptible  to  quantification  (e.g.. 
conservation  and  habitat  protection). 


1.  Corporate  Statement  of 

Environmental  Principles 

EPA's  proposed  Corporate  Statement 
of  Environmental  Principles  would 
invite  participating  companies  to 
observe  common  meesurement  and 
reporting  principles  designed  to  ensure 
public  accountabili^  at  all  of  their 
facilities.  This  information  could  be 
included  in  annual  TRI  data 
submissions  or  provided  in  a  separate 
annual  environmental  report.  EPA  seeks 

EubUc  input  on  both  the  costs  and  the 
anefits  of  calling  for  additional 
categories  of  data. 

EPA  seeks  comment  on  whether  a 
company  subscribing  to  the  Statement 
of  Environmental  Principles  should  be 
asked  to  take  the  following  actions 
beyond  those  currently  required  under 
TRI: 

•  Disclose  factors  responsible  for 
significant  dianges  in  the  level  of  TRI 
emissions  at  any  of  its  facilities,  and  the 
amount  of  change  associated  with  each 
factor.  The  potential  benefit  of  such 
disclosure  was  documented  in  a  recent 
survey  of  1,200  facilities  required  to 
report  under  TRI.  In  this  survey.  EPA 
found  that  the  respondents  collectively 
attributed  more  than  half  of  their 
aggregate  emission  reductions  for  1989- 
90  to  factors  other  than  pollution 
prevention,  such  as  declining  levels  of 
production,  the  use  of  different 
measuremmit  or  reporting  methods,  and 
the  impact  of  a  proposed  delisting 
action.  Companies  could  help  the  public 
interpret  such  data  by  providing  a 
concrete  explanation  for  any  apparent 
trends  at  their  fodlities. 

•  Furnish  TRI-equivalent  emissions 
data  for  facilities  located  outside  the 
United  States  that  are  owned  by  the 
company  or  its  subsidiaries.  With 
increasing  integration  of  the  global 
economy  and  environment,  companies 
aspiring  to  environmental  leadership 
should  move  toward  applying 
comparable  standards  of  pubUc 
disclosure  to  their  foreign  and  domestic 
operations,  opening  the  door  to 
expanded  international  coop«ation  in 
protecting  the  environment.  Already, 
some  multinational  companies  have 
voluntarily  disclosed  emissions  data  for 
their  overseas  facilities,  and  developed 
plans  to  reduce  high  levels  of  toxics 
released  from  certain  plants. 

2.  Model  Facility  Program 

EPA  is  considering  requesting  model 
facilities  to  provide  more  complete 
information  on  their  environmental 
performance  than  is  required  imder 
federal  law  or  embodied  in  the 
Statement  of  Envinxunental  Principles. 
One  way  to  approach  this  «rauld  be  to 


ask  partidpa^pg  plants  to  provide 
comprebenaiys  data  with  respect  to  all 
activitias  w^ittii^  relate  to  the  national 
risk  reduction  goals  or  have  a 
potentially  significant  impact  on  the 
surrounding  wivironment.  For  example, 
a  Model  FadUty  could  be  asked  to 
provide  aggregate  waste  and  emissions 
data  for  ma|ar  toxic  and  hazardous 
pollutants  frtxn  significant  sources 
within  the  plant,  induding  pollutants 
and  sources  not  covered  by  current 
Toxic  Release  Inventory  and  Pollution 
Prevention  Act  reporting  requirements. 
Voluntary  di«:loaurv  of  key  non-TRI 
releases  would  give  the  public  a  more 
complete  picture  of  the  fadlity's 
progress  in  reducing  emissions. 

In  addition.  Model  FadUties  could  be 
asked  to  publish  data  regarding  the 
consumption  of  energy,  water,  and  other 
raw  materials,  as  welTas  the  generation 
of  nonhazardous  solid  waste.  Such 
information  would  allow  the  company, 
EPA,  and  the  pubUc  to  evaluate  the 
fadlity's  progress  toward  more  effident 
use  of  natund  resources.  The  Agency 
seeks  comment  regarding  how  such 
information  could  be  made  public 
without  compromising  confidential 
business  inftuination  or  trade  secrets. 

C.  Planning 

Experience  shows  that  commitment 
and  support  from  the  highest  levels  of 
management  are  crudal  for 
environmental  leadership,  whether  in  a 
large,  multi-fadlity  corporation  or  in  a 
small  business.  Accordingly, 
partidpants  in  the  Environmental         "" 
Leaderehip  Program  should  submit  a 
plan  for  achieving  any  relevant  national 
goals  estabUshed  under  the  Program, 
and  for  measuring  progress. 

The  Corporate  Statement  of 
Environmental  Prindples  could  call  for 
subscribing  companies  to  develop  a 
general  plan  for  achieving  the  national 
goals  on  a  company-wide  basis.  This 
plan  would  be  included  in  the 
company's  letter  of  commitment 
pledging  to  abide  by  the  Statement  of 
Environmental  Prindples.  As  stated 
earlier,  the  plan  would  be  maintained  in 
a  public  docket,  but  not  subjed  to 
approval  by  EPA.  Mora  specific  plans 
would  be  required  as  part  of  the 
application  for  Model  Facility  status, 
and  would  be  evaluated  by  ETA.  As  this 
is  a  voluntary  program,  neither  the 
company-wide  nor  the  facility-spedfic 
plans  would  be  legally  enforceable. 

A  more  specific  discussion  of  possible 
elements  of  company  and  fadlity  plans 
follows.  EPA  se^  comment  on  the 
plan  elements  identified  below,  and  is 
particularly  intwested  in  thmr 
relationship  to  those  of  existing 
programs,  like  Responsible  Care  and  the 
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Global  Environmental  Management 
Initiative  (GEMI).  and  state  planning 
requirements. 

1.  Corporate  Statement  of 
Environmental  Principles 

As  evidence  of  senior  management 
support.  EPA  is  considering  asking 
participating  companies  to  publish  a 
plan  for  pomition  prevention  that  has 
been  endorsed  by  the  Chief  Executive 
Officer.  Such  a  plan  would  describe 
how  the  company  intends  to  contribute 
to  the  national  goals  discussed  above  by 
following  the  environmental  hierarchy 
outlined  in  the  Pollution  Prevention 
Act.  In  this  hierarchy,  source  reduction 
is  identified  as  the  preferred  means  for 
reducing  discharges  to  the  environment, 
followed  in  descending  order  by 
recycling,  treatment,  and  disposal." 

The  Agency  invites  comment  on  other 
elements  that  should  be  included  in  the 
plan.  Examples  might  include:  (a) 
Making  explicit  that  the  company's 
priority  is  to  eliminate  waste  at  the 
source,  and  to  enhance  efficiency 
through  reduced  use  of  energy,  water 
and  other  natiual  resources;  (b) 
establishing  public  goals  for  reducing 
both  hazardous  and  nonhazardous 
waste  releases  to  all  media,  and 
specifying  the  role  that  source  reduction 
would  play  in  meeting  those  goals;  (c) 
describing  the  company's  efforts  to 
promote  high  quality  environmental 
management  practices  by  engaging 
purchasing,  production,  and 
environmental  staff  at  all  levels  in 
developing  and  carrying  out  the  plan; 
and  (d)  rearming  the  company's 
commitment  to  the  other  program 
criteria  outlined  in  Section  V. 

2.  Model  Facility  Program 

Each  Model  Facility  would  develop  a 
plan  for  achieving  the  national  goals. 
The  plan  would  emphasize  pollution 
prevention  measures  that  reduce  waste 
through  appropriate  approaches  that 
might  include  product  design  or  process 
changes,  reducing  the  use  of  toxic 
chemicals  or  materials,  and 
implementing  water  and  energy 
conservation  practices  that  reduce 
nonessential  uses  of  natural  resources. 
The  plan  could  also  include  a  general 
statement  regarding  other  methods  (e.g., 
recycling  or  treatment)  that  could  also 
be  used  to  meet  national  goals.  It  might 
include  target  dates  for  implementing 
the  proposed  actions,  and  nimierical 
measures  of  performance  consistent 
with  the  criteria  to  be  established  for  the 
Program.  (See  Section  V.B.)  EPA  is  also 
interested  in  comment  regarding 
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measures  that  take  into  account  past 
progress. 

'Tne  success  of  voluntary  programs 
such  as  EPA's  33/50  Program  suggests 
that  many  companies  may  welcome  the 
opportunity  to  take  the  ii^tiative  in 
setting  broader  and  more  fiar-reaching 
elective  goals  that  make  environmental 
and  economic  sense  for  particular 
facilities.  As  in  the  Statement  of 
Environmental  Principles,  bdUties 
would  be  encouraged  to  <tovelop 
additional  objectives  beyond  those  EPA 
may  identify  as  national  goals. 

B>A  recognizes  that  many  states  have 
already  est^Ushed  pollution  prevention 
planning  requirements  for  various 
categories  of  industrial  facilities.  The 
Agency  wishes  to  avoid  duplication  of 
state  requirements  in  developing 
proposeid  plaiming  criteria  for  this 
program,  and  is  specifically  seeking 
comment  on  this  issue.  The  Agency  also 
wants  to  design  this  program  in  a  way 
that  minimizes  paperwork  requirements 
related  to  the  planning  process. 

D.  Environmentally  Sound  Business 
Practices 

Environmental  leadership  in  today's 
world  is  not  simply  a  matter  of  how 
companies  manage  their  facilities.  To 
demonstrate  leadership,  companies 
must  show  that  they  are  making 
environmental  considerations  a  more 
integral  and  salient  feature  of  the 
development  and  implementation  of 
their  business  plans.  A  leading  company 
will  consider  environmental  factors  in 
deciding  what  products  it  will 
manufacture,  what  materials  it  will  use, 
what  industrial  processes  it  will  adopt, 
and  even  how  it  will  approach  financial 
practices  (e.g.,  cost  accoimting)  and 
institutional  culture  (e.g.,  employee 
incentives). 

An  increasing  number  of  companies 
are  beginning  to  formalize  their 
commitment  to  the  environment  by 
incorporating  a  Design  for  Environment 
(DfE)  ethic  into  their  business 
operations.  The  Design  for  Environment 
concept  is  analogous  to  other  design 
improvement  initiatives  recently 
undertaken  by  companies  that  seek  to 
improve  the  quality  of  the  products  they 
make,  the  processes  they  use,  and  other 
aspects  of  their  operations.  A  company 
committed  to  Design  for  Environment 
will  seek  every  available  opportimity  to 
produce  safer  products,  use  less 
polluting  materials,  implement 
production  processes  that  minimize 
health  and  environmental  impacts,  and 
devise  institutional  systems  that 
encourage  environmental  stewardship. 
The  Environmental  Leadership  Program 
should  recognize  but  not  dictate  these 
actions,  acknowledge  the  industry 


pacesetters,  and  encour^  othen  to 
follow  their  lead,  thiu  advancing  the 
state  of  the  ait. 

The  Agency  is  seeking  advice  on  how 
to  incorporate  into  the  propoaed 
program  clear  encouragement  of 
environmentally  conscious  product 
design,  marketing,  and  raw  material  use, 
without  being  eiuer  prescriptive  or 
administratively  buraensome.  EPA  is 
interested  in  general  principles  that 
allow  ample  flexibilify  to  acccnunodate 
the  wide  variety  in  the  design, 
manufactiue,  and  use  of  products. 

What  follows  is  a  description  of 
several  efforts  under  development  at 
EPA  to  allow  for  accurate  measurement 
of  environmental  coats  and  benefits,  and 
identification  of  alternatives,  thro^hout 
a  company's  business  operations.  The 
Agency  invites  public  comment  on  how 
these  concepts  or  alternatives  might  be 
applied  in  the  Environmental 
Leadership  Program.  EPA  is  not  offering 
at  this  time  specific  proposals  for  how 
these  environmentally  sound  business 
practices  could  relate  to  the  Corporate 
Statement  of  Environmental  Principles 
or  the  Model  Facility  Program.  The 
concepts  seem  most  relevant  to  the 
Corporate  Statement  of  Environmental 
Principles,  but  EPA  welcomes  any 
suggestions  regarding  their  potential  use 
in  the  Model  Facility  Program. 

1.  Life  Cycle  Assessment 

"Life  cycle  assessment"  refan  to  a 
collection  of  concepts  and  methods 
used  to  assess  and  minimize 
environmental  impacts  that  result  from 
a  product,  process,  or  activity.  Impacts 
from  all  stages  of  a  life  cycle  are 
considered,  including  raw  materials 
acquisition,  manufacture,  use  and  final 
disposition,  taking  into  account  how 
these  activities  a^ct  all  media  at  all 
endpoints.  A  life  cycle  assessment 
(LCA)  comprises  three  stages:  an 
inventory  of  resource  inputs  and 
emission  outputs,  an  analysis  of  the 
impacts  that  result  bom  inputs  and 
outputs,  and  an  analysis  of  ways  to 
minimize  impacts.  Iliis  tool  can  be  used 
to  identify  design,  materials, 
production,  use,  or  disposal  changes 
that  have  the  potential  to  result  in  a  net 
reouction  in  potential  environmental 
impacts.  Moreover,  it  can  help  to  better 
insure  that  actions  which  reduce 
environmental  impacts  at  one  stage  of 
the  life  cycle  do  not  create  more 
significant  adverse  impacts  elsewhere  in 
the  Ufa  cycle. 

An  EPA  multi-office  task  force  led  by 
the  Office  of  Air  and  Radiation,  with 
representation  from  the  Offices  of  Solid 
Waste,  Pollution  Prevention  and  Toxics, 
and  Research  and  Development,  has 
recently  published  a  technical  report  on 
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volunluy  LCA  iwraolny  guklalioM  umI 
piinciptaa.  1V»  A««iCT  U  procswluig  to 
test  the  existing  guideUnes  and  to 
dev^  giridattnM  addraseing  impact 
analysis  mmI  data  quality.  These 
guidelines  ai«  b«i^|  developed  thiou^ 
a  cons8BBae4>aaed  process  in 
ooardinatiaa  with  me  Society  for 
Environmsntal  TexJaalogy  end 

Chemistnr  (SBTAC). 

While  (jCAs  have  been  used  to 
support  busiaess  dedsianmaking  for 
more  than  20  years,  the  developmoit  of 
EPA  guidanos  is  esqpected  to 
figniftr— itiy  iapiova  the  quality  of  life 
cycle  Bsssssmsnt  results.  Because 
infonnatiaB  developed  for  one  LCA  can 
oftso  be  used  in  othevs,  die  resources 
necessaiy  to  undertake  LCAs  are 
expected  tS' 


oraanizatiflos  complele  these  studies. 

l^or  further  infonnation.  please 
contact  Tim  Rsem.  MD-13.  Research 
Triangle  Park.  North  Carolina  27711. 

2.  Environmental  Cost  Accounting 

"Pull  Coat  Accounting"  and  'Total 
Cost  Assessment"  refer  to  accounting 
and  capital  budseting  practices  that 
improve  the  abiuty  of  a  company  to 
assess  (and  reduce)  the  "true"  cosU  of 
its  polluting  activitiea.  Such  methods 
include  explicit  considaration  of 
regulatory  compliance  costs  and 
liability  costs  and  proper  allocation  of 
environmental  costs  to  the  processes  or 
product  lines  that  produce  them.  In 
addition,  increeaea  revenue  from 
improved  product  quality  and  such 
intangiblee  es  anhanced  company  and 
product  image  are  factors  to  be 
considered  in  environmental  cost 
accoimting. 

A  recent  study  by  the  nonprofit 
organization  INFORM.  Environmental 
Dividends:  Cutting  More  Chemicai 
Waste  (1992).  shows  that  those 
companies  achieving  the  greatest 
benefits  from  adopting  pollution 
prevention  approaches  nad  instituted 
full  cost  accounting  practices  that 
allowed  them  to  identify  where  their 
pc^ution  and  compliance  costs  were 
originating,  and  act  to  reduce  them. 
Companies  that  are  environmental 
leaders  should  strive  to  integrate         ^ 
environaaental  oonsidevations 
throughout  their  accoxmting  and  capital 
budgeting  systems.  The  concept  of 
envinnunental  cost  accounting  is 
evolving  and  is  explained  more  fiilly  in 
the  EPA  pubUcation.  "Total  Cost 
Assessment:  Accelerating  Industrial 
Pollution  Prevention  through  Innovative 
Project  Financial  Analysis"  (EPA/741/ 
R-92/002).  This  document  can  be 
obtained  by  calling  the  Q>A  Polhition 
Prevention  Information  Clearinghouse  at 

(703)  821-MOO.  For  further  information. 


contact  Martin  Spitnr  at  (202)  260- 
4342. 

3.  Oher  Fxamplee  of  Integrating  the 
Environment  Into  Business  Decisions 

Companies  are  beginning  to  reflect 
their  commitm«it  to  the  environment 
by  adopting  othar  practicas  that  promote 
environmental  stevrardahip,  such  as 
implementing  oompeny-Wide  recycling 
programs  and  i»ocuring  materials  that 
minimize  mvironmental  damage. 

EPA  hes  established  a  new  Desipi  for 
Environment  initiative,  whose  ob)ective 
is  to  assist  companies  in  dereloping 
their  own  Design  for  Bavironment 
programs.  Administered  by  EPA's  Office 
of  Pollution  Prevention  and  Toxics,  this 
program  promotes  the  use  of  the  above 
tools  and  practices  as  well  as  a 
methodology  to  analyze  chemicals  and 
processes  to  identify  potential 
substitutes  for  commonly  used  toxics. 
For  further  information,  contact  Libby 
Parker  at  (202)  260-1670. 

E.  Community  and  Employee 
Involvement 

EPA  strongly  supports  the 
participation  of  woniers  in  identifying, 
implementing,  and  evaluating  pollution 
prevention  practices.  The  Voluntary 
Protection  Program  (VPP)  developed 
and  managed  by  the  Occupational 
Safety  and  Health  Administration 
(OSHA)  has  a  ten  year  history  which 
suggests  that  worker  participation  has 
significant  benefits.  (For  further 
information  on  OSHA's  VPP  Program, 
please  contact  Cathy  Oliver  at  (202) 
219-7266.)  In  addition,  the  1992  report 
by  the  nonprofit  group  INFORM, 
Environmental  Dividends:  Cutting  More 
Chemical  Waste,  showed  that  worker 
participation  was  a  major  factor  in 
determining  which  companies  were 
leaders  in  identifying  and  implementing 
pollution  prevention  practices.  EPA  also 
believes  that  employees  can  play  a 
major  role  in  companies'  compliance 
activities. 

Although  community  involvement 
and  community  interests  are  relatively 
new  concerns  lor  corporate  managers, 
evidence  suggests  that  these  concerns 
are  perceived  as  increasingly  important 
by  corporate  environmental  leaders. 

1.  Corporate  Statement  of 
Environmental  Principles 

The  Hazard  Communication 
Standard,  administered  by  the 
Occupational  Safety  and  Health 
Administration,  requires 
conmiunication  between  a  company  and 
its  employees  on  issues  related  to  health 


and  safety.*  The  Emergency  Planning 
and  CoaoflMmity  Ri^  to  Know  Act  (42 
U.S.C  8 11001  et  seq.),  adminiaterad  by 
the  Environmmital  Protection  Agency, 
requires  communication  between  a 
company  and  its  nrtghbors  on  issues 
related  to  taadcs  manufacture,  storage, 
and  use  within  a  facility. 

The  StateasMit  erf  Environmental 
Principles  might  require  compenies  to 
go  beyond  these  basic  requirements  for 
information  transfer  between  a  company 
and  its  workers  and  nei^bors. 
Emplojrees  and  commimity  residents 
could  be  viewed  es  "stakeholders"  of 
the  company,  vrith  an  interest  in 
infdrmatioa  related  to  environmental 
concerns  and  decisionmaking  related  to 
thoee  conoenis.  At  the  same  time,  EPA 
is  reluctant  to  preaciibe  soedfic  wraker 
training  or  oommtmity  relations 
programs,  given  the  diversity  of  the 
industrial  community  and  the 
likelihood  that  a  variety  of  approaches 
may  be  successful.  EPA  seeks  comment 
on  whether  the  Environmental 
Leadership  Program  diould  contain 
elements  aimed  at  empowering 
communities  and/or  workers,  and,  if  so, 
how  the  Program  could  achieve  that 
goal  without  being  unduly  prescriptive. 

2.  Model  Facility  Program 

EPA  is  particularly  interested  in 
public  commwit  on  possible  aspects  of 
community  and  worker  involvement  in 
the  Model  Facility  Program. 

EPA  is  considering  such  elements  as: 

•  active  worker  involvement  in 
training  and  education  related  to 
pollution  prevention  and  source 
reduction  opportunities  within  the 
facility,  and  to  maintaining  compliance; 

•  routine  facility  outreach  to 
commimity  residents  to  both  share  and 
gather  infonnation  on  issues  related  to 
environmental  health  and  safety; 

•  documentation  of  the  effectiveness 
of  worker  and  community  participaticm 
with  significant  outcome  measures 
(such  as  process  or  policy  changes  that 
occurred  as  a  consequence)  rather  than 
public  relations  metrics  (such  as  the 
number  of  newsletters  published  or 
community  focus  group  meetings  heldX 

F.  Compliance 

EPA  intends  to  design  a  program  in 
which  a  systematic  commitment  to 
compliance,  as  measured  against  actual 
performance,  is  a  fundamental  criterion 
for  program  participation.  EPA  believes 
this  commitment  to  compliance  can  best 
be  translated  into  performance  through 
the  participant's  adoption  of  a 
comprehensive  approach  to 
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Miwlwintimntol  iimiiigwiwot,  focnstng 
on  tke  uMtkpt^km  mad  arofdanoe  of 
compliance  problams  a*  waQ  aa  ^m 
swin  csonection  of  praUaiBa  wat  occur. 

1.  Corporate  Statement  of 
Environmental  Prindplea 

A  compamr  subsoibii^  to  ttte 
Statement  of  BnviitJiuueulai  rriBciplas 
might  be  asked  to  pledge  to  inatftitle  a 
company-wide  euviiuumental 
complimoe  management  system,  far 
promoting  aod  monitoring  compliance 
at  all  of  its  {KdUties.  Tbe  system  should 
include  a  self-auditing  component  The 
auditing  ftmctian  ooaid  be  perfonned 
either  in-honse  or  by  an  independent 
third  party.  Tboee  conducting  audits 
should  be  eooountable  to  top  corporate 
management 

Participating  companies  could  also  be 
asked  to  pledge  to  make  available  to  the 
public  an  annual  summary  of 
governmental  and  dtizan  environmental 
enforcement  actions  including  penalties 
and  fines  paid,  involviim  their  ndUties. 
This  information  ndght  be  provided  in 
an  annual  environmental  report  that 
included  TKI-related  emiasions  data  and 
ofter  measures  for  public 
accountabitity,  as  discussed  above. 

2.  Model  Facility  Program 

An  applicant  fadlitv  mi^  be 
required  to  have  estaUiahed  a 
comprehensive  environmental 
compliance  management  system  at  least 
two  years  prior  to  acceptance  into  the 
Model  FadliW  Program,  lliis  system 
should  indude  a  demonstrably  efiisctive 
self-evahiation  program  far  finding  and 
correcting  compliance  problems,  ta 
addition.  EPA  would  review  the 
applicant's  compliance  record  in 
accordance  with  the  criteria  and  process 
proposed  in  section  VI  below. 

E7A  welcomes  comment  on  suitable 
criteria  for  the  environmental 
compliance  management  systems  and 
aucfiting  programs  called  for  under  both 
the  Corporate  Statement  of 
Environmental  Principles  and  the 
Model  Facility  Program.  Such  systems 
should  include  the  omnponaits  listed  in 
the  Appendix  to  EPA's  1986  Auditing 
Policy  Statement.  51  Fed  Reg.  25004. 
25009  Ouly  9. 1986).  and  the  factors  set 
out  in  Uie  Justice  D^Mrtment's  1991 
policy,  'Tactors  in  Decisions  on 
Qiminal  Prosecutions  for 
Environmental  >^l^ons  in  the  Context 
of  Signifkant  Voluntary  CompHanoe  or 
Disclosuie  Efforts  by  the  Violator.  "U.S. 
Department  of  Justice.  July  1. 1991.  EPA 
also  anticipates  that  voluntary  industry 
standards  under  d&vtioptaaA  by  sevecal 
ital  bodies  will,  when 


finaUzed.  help  guide  the  Agency  in 


defining  compUanoe  management 
system  criteria  far  this  Program. 

EPA  recognlaas  fliat  issues  related  to 
envirannMntsl  auditing  continua  to 
generate  sisniflcsDt  dcoate.  Commenters 
are  advised  diat  dds  Program  is  not 
intended  to  lopieaont  a  comprehensive 
response  to  the  nqrriad  issues  that  have 
beni  raised  with  nspect  to 
environmental  auditing.  Rather,  EPA 
anticipates  diat  the  Program  will  serve 
as  a  laooratory  for  the  Aaaocy  to  gain  a 
better  understanding  of  ua  issues  and 
concerns  related  to  self«valuatioD  and 
compliance,  aa  the  Agnicy's  Office  of 
Enforcement  continuea  ita  broader 
efforts  to  addrees  theee  issues. 

Please  See  Section  VBT,  Questions  17-35 

Facdlitiea 

The  Environmental  Leedership 
Program's  credibility  will  suffer  if  EPA 
erroneoxisly  reoo^aiaes  facilities  with 
poor  compliance  records.  To  guard 
against  this  risk,  EPA  proposes  to 
include  a  rigorous  compliance  screening 
component  in  its  process  far  reviewing 
Model  Facility  Program  appBcations. 
Such  a  compliance  screen  should 
consist  of  criteria  that  defiiM  the 
compliance  history  expected  of  an 
"environmental  leader".  EPA  is 
interested  in  fashicming  criteria  that  can 
be  ai^lied  fairly  across  the  many 
difCOTent  types  of  facilities  that  may  seek 
partidpation  in  diis  Program. 

In  reviewing  the  following  proposed 
compliance  screening  criteria  and 
process,  oommentera  dionld  keep  in 
mind  that  EPA  welcomes  comments  on 
all  aspects  of  this  proposal,  not  fust  on 
those  points  for  wnich  a  specific 
question  has  been  posed  in  order  to 
elicit  more  focused  comment. 
Ultimately,  EPA  wants  to  encourage 
environmental  management  systems 
that  eliminate  signifiicant  non- 
compliance entimy.  The  compliance 
portion  of  the  Environmental 
Leadership  Program  %nll  be  designed 
with  an  eye  to  what  constitutes  ^ 
"best"  luular  current  realities.  But  even 
today,  a  strong  compliance  record 
would  be  a  preremiisite  for  participation 
in  the  Model  Facility  PrcgFam.  since  the 
Program's  goal  is  to  recognize  those 
fadhties  thai  have  oone  beyond 
compliance.  Accordingly,  while  the 
spedfic  elements  set  faith  below  are 
open  to  discnasion  and  comment  the 
Agency's  uhimale  deddcms  regarding 
compliance  screening  will  be  made  in 
light  of  the  need  for  an  objectively 
strong  record. 

In  Um  propoeal  aet  forth  below.  EPA 
would  sueen  applicants  for  an 
acceptable  compUanoe  status  through  a 


review  of  their  recent  compUanoe 
hiatoiy  (Subaectian  A  below)  and  an 
evaluatiaB  (rf  their  oomplianoe  Mains  at 
the  time  of  appBcatian  to  the  PmBmm 
(Subaectian  B  below).  A  aiiByar  tmimw 
would  occur  vpaa  renewal  itf  the 
appUcation  every  few  yean  (Subeection 
C  below).  In  additioB.  during 
partidpation  in  the  Program.  fadUtias 
wrould  ne  expedted  to  maintain  their 
excellent  compUanoe  records. 

A.FattCompbiu>09Hktoty 

1.  Criteria 

AppUcant  fiadUtiea  ahould  have 
supniOT  OHnplianoe  records.  Becauae 
EPA  raoogniaBS  that  iadUttae  arilh  peat 
environmsntal  oompoaBoe  {waUema 
can  turn  araond  to  bacone  tba  moat 
diUgHit  at  tediag  and  oosractiag  tfaair 
problams.  EPA's  leviow  ef  an 
applicant's  record  woaU  be  Itaailed  to 
the  recent  pest  EPA  is  conaiderii^ 
limiting  its  review  to  a  five-year  period 
preceding  application.**  EPA  propoaea 
to  evaluate  an  ai^>licHit  fadU^s  paat 
compliance  record  according  to  wiiathar 
a  federal  or  state  criminal,  dvil  judicial, 
or  major  administrative  enforcement 
action,  had  been  filed  against  it'*  Using 
the  filing  of  an  enfotcemert  actkm 
providea  several  advantagsa.  For 
example,  it  aaauras  that  EPA  would  not 
award  Model  Fadli^  status  to  a  fadUty 
about  to  be  adjudged  piilty  of 
environmental  crimes  or  hakim  tat 
violation  of  dvil  staftutoa.  It  also  givos 
potential  appUcaots  an  inoantive  to 
resolve  oi^oing  enforcement  pctions 
expeditiously,  and  protects  ^iothc 
confidence  in  the  integrity  of  the 
Program,  which  could  be  comimimised 
if  a  fadlity  were  admitted  into  the 
Program  while  several  ettdatcamasA 
actions  ware  pending  against  it 

Citizen  suits  can  ako  lafled  on  the 
quaUty  of  an  appUcant's  fXMBpUanoe 
record,  and  EPA  aoUdts  comment  on 
how  dtizen  suits  should  be  weired  to 
evaluating  an  appUcant'a  eligibiuty  far 
the  Program. 

2.  Process 

EPA  is  proposing  to  evahiato  an 
appUcant'a  paat  oompUanca  history  by 
refsrenoe  to  the  occurrence  of  fedaral  or 
state  dvil  judidal,  criminal,  and  major 
administrative  enfaroamant  actions  and. 
perhapa.  dtiaen  auita. 


••SPA  it  GooaidMiag  •  a«»iPMr 
ord*  to  minor  ttM  tjrpicit  Mabits  of 
govaming  aBviranaMBtil  wioniaaBt 
2SU.S.C{24e2. 

X  llii*  wonU  not  iKlud*  «]r  cML 
BMfv  •dmloWmttw 
«utt  to  which  «)iiilgwil  iwiliwil* 
th*  JttmAmt  or  whkh  ' 
Uabillty  OB  Iha  p«t  of  lb* 


to 
Sm 
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EPA  would  conduct  a  review  of  the 
applicant's  prior  enforcement  history 
through  a  review  of  the  Agency  docket 
and  computer  data  baaea,  and  through 
coordinated  information  sharing  among 
the  Office  of  Enforcement,  Regional 
Offices.  Headquarters  Program  Offices, 
and  state  and  local  enforcement 
personnel.  The  applicant  would  also 
provide,  as  part  of  its  application 
materials,  a  list  of  any  fsderal  or  state 
enforcement  actions  and  citizen  suits 
initiated  against  the  facility  in  the  last 
five  years. 

B.  Compliance  Status  at  Time  of 
Application 

Applicants  to  this  voluntary  program 
will  be  held  to  a  high  standard  of 
compliance  at  the  time  of  entry  into  the 
Program.  EPA  would  expect  applicant 
ficilities  to  have  conducted  a  diligent 
search  for  environmental  compliance 

Eroblems  and  to  have  addressed  any 
Down  outstanding  problems  (including 
those  not  known  to,  nor  subjected  to 
enforcement  by,  the  government)  before 
submitting  an  application  to  the  Model 
Facility  Program. 

1.  Criteria 

EPA  proposes  several  criteria  for 
determining  whether  an  applicant's 
compliance  status  at  the  time  of  entry 
into  the  Program  is  acceptable.  These 
criteria  are  intended  to  reflect  the  high 
standard  consistent  with  the  title  of 
"environmental  leader."  Most  of  \h6 
proposed  criteria  are  straightforward, 
objective  measures  of  performance 
whose  satisfaction  an  applicant  should 
be  able  to  ascertain  easily  for  itself 
before  submitting  an  application.  These 
criteria  include  the  following: 

•  at  the  time  of  application  to  the 
Program,  the  applicant  facility  has  no 
significant  violations  of  environmental 
laws  or  regulations  administered  by 
EPA  or  delegated  to  the  states.  EPA 
proposes  that  the  existing  definitions  of 
"significant  violation"  that  it  has 
developed  and  currently  employs  would 
apply  for  purposes  of  the  Program.*' 
(More  minor  violations  could  be  given 
less  weight  in  light  of  the  Program's 
expected  contribution  to  overall 
compli&nce  through  its  promotion  of  the 


development  of  efiisctive  compliance 
management  systems.); 

•  the  applicant  facility  is  not  the 
subject  of  an  imresolved  *>  ongoing  state 
or  federal  administrative  or  judicial 
enforcement  action  under  any 
environmental  statute  administered  by 
EPA  or  by  the  state.**  An  applicant 
facility  that  is  subject  to  an  ongoing  long 
term  compliance  schedule  imder  a 
consent  decree  mtlst  have  corrected  the 
violations  that  were  the  subject  of  the 
original  action,  and  must  be  in 
compliance  with  the  law  with  the  terms 
of  the  consent  decree. 

•  the  applicant  facility  is  in 
compliance  with  all  orders  issued  by 
EPA,  or  the  state  piloting  the  Program, 
related  to  environmental  conditions  or 
violations; 

•  the  applicant  facility  is  not  the 
target  of  an  ongoing  criminal 
investigation  or  prosecution  for 
environmental  violations  *';  and 

•  the  applicant  facility  is  in 
compliance  with  relevant 
environmental  laws  administered  by 
other  federal  agencies.  These  laws 
include,  but  would  not  necessarily  be 
limited  to,  the  Oil  Pollution  Act,  the 
Hazardous  Materials  Transportation 
Act,  the  Surface  Mining  Control  and 
Reclamation  Act,  the  Endangered 
Species  Act;  and  the  Migratory  Bird 
Treaty  Act. 

EPA  is  also  considering  evaluating 
two  other  a5p>ects  of  an  applicant's 
environmental  compliance  record  to 
determine  the  applicant's  qualifications 
for  this  Program.  EPA  welcomes 
comment  on  the  two  following  criteria, 
and  any  additional  criteria  that  might  be 
useful  in  evaluating  a  facility's 
compliance  record: 

•  the  company  owning  the  applicant 
facility  does  not  have  a  pattern  of  major 


^'See,  ».g.,  Cuirfancs  oo  tha  'Timely  and 
Appropriata  Enfotcamant  Raaponaa  to  Significant 
Air  PoUutiaa  Vlolaton."  Fateuary  7. 1902  (liaU 
lypa  of  violatioiia  that  qtialify  lourcaa  aa  Significant 
VioUtorj  under  liM  C3aa&  Air  Act):  Raviaad 
Eofofcsaiaal  Reapofue  PoUcy.  Oacamber  21, 19S7 
(defines  Clas*  I  violatioot  under  the  Resource 
Cooservation  and  Recovery  Act).  EPA  solicits 
commanl,  aapadally  bam  States,  on  other 
appropriate  guidaoca  lagaiiliin  what  constitutes  a 
"significant"  vioiaiiaa  thai  wrould  preclude 
admission  into  this  Propam. 


"An  "unresolved"  judicial  enforcement  action  is 
an  action  in  which:  a  settlement  has  not  been 
entered  in  court,  a  judgment  has  not  been  issued, 
an  appeal  of  a  judgment  is  pendmg  in  an  appellate 
court,  or  penalties  or  fines  levied  against  the 
defendant  bciliiy  remain  unpaid,  in  violation  of  a 
consent  decree  or  court  order.  An  "unresolved" 
administrative  action  is  an  action  in  which  a 
consent  order  has  not  been  executed,  a  final  order 
has  not  been  issued  by  an  administrative  law  judge 
or  hearing  officer,  or  an  order  is  on  appeal  to  tha 
EPA  Environmental  Appeals  Board,  or  penalties 
levied  against  the  defendant  facility  reinain  unpaid, 
in  violation  of  a  consent  decree  or  court  order. 

'♦This  criterion  would  apply  only  to  enforcement 
actions  filed  prior  to  the  proposed  five  year  period 
during  which  no  enforcement  actions  may  have 
been  filed  against  tha  facility  because  any  actions 
filed  within  five  yean  of  the  application  would 
independently  be  disqualifying  under  the 
enforcement  history  criteria  proposed  above. 

"  As  noted  above,  an  advantage  of  making  the 
commencement  of  a  criminal  investigation  or 
prosecution  an  eligibility  factor  is  the  protection  it 
provides  against  awarding  Model  Facility  statiu  to 
a  facility  that  is  about  to  be  indicated  or  adjudged 
guilty  of  environmental  crimaa. 


violations,  evidenced  by  multiple  dvil 
or  criminal  enforcement  actions,  at  its 
other  bcilities;  and 

•  the  applicant  facility  does  not  have 
a  persistent  pattern  of  minor  violations. 

2.  Process 

EPA  proposes  the  following  process 
for  determining  whether  an  applicant 
focility  has  met  the  proposed  critnia 
listed  above.  The  determination  would 
be  based  on  input  from  numerous 
sources:  the  applicant  facility,  EPA,  the 
relevant  states,  employees  of  the 
applicant,  and  the  community 
surrounding  the  applicant  facility. 

The  information  submitted  by  the 
applicant  facility  regarding  its  current 
compliance  status  would  include  two 
components: 

First,  EPA  proposes  that  the  facility 
would  provide  a  good  faith  self- 
certification,  signed  under  oath  by  a 
senior  company  official,  which  attests  to 
the  ourent  compliance  status  of  the 
facility.  Tlie  certification  would  include 
a  statement  of  all  compliance  problems 
detected  at  the  facility  through  an 
environmental  compliance  audit 
conducted  within  three  months  prior  to 
submitting  the  application.*"  EPA 
proposes  that  the  audit  may  be 
conducted  by  either  the  company's  own 
auditors  or  by  an  independent  auditor. 
EPA  would  determine,  using  objective 
criteria,  whether  the  problems  detected 
are  "significant"  violations  that  should 
preclude  the  facility  from  being 
accepted  into  the  Program. 

The  applicant  would  be  required  to 
describe  its  auditing  system  in  its 
application  and  certify  that  the  system 
includes  the  general  elements  set  out  in 
the  Appendix  to  the  Agency's  1986 
Auditing  Policy  Statement,  which 
remains  in  force.*'  The  applicant's 
auditing  system  will  also  be  evaluated 
in  terms  of  the  factors  set  out  in  the 
Justice  Department's  policy  on 
voluntary  compliance  and  disclosures.*" 

Second,  the  applic:ant  facility  would 
be  required  to  submit  additional 
information  pertaining  to  its  compliance 
status,  such  as  a  Ust  of  all  pending 
enforcement  actions  against  the  facility 
and  all  compliance  schedules  to  which 
it  is  subject  under  any  consent  decrees. 

In  addition  to  the  information 
received  from  the  applicant,  EPA  would 


**  Self-certifications  by  applicant  facilitiea  as  to 
their  compliance  status  at  time  of  applicatioa  to  the 
Program  is  intended  to  parallel  the  approach  taken 
under  existing  Federal  laws,  e.g..  the  Government 

>'S1  Fed.  Reg.  25004,  2S009  ()uly  9,  1986). 

**  See  "Factors  in  Decisions  on  Criminal 
Prosecutions  for  Environmental  Violabons  in  the 
Context  of  Significant  Voluntary  Compliance  or 
Disclosure  Efforts  by  the  Violator."  U.S.  Department 
of  justice,  July  1, 1991. 
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gather  ita  own  infonBatkNi 
indepemlenUy  oo  ^  oompltanca  statiis 
of  the  applicant  facility.  This  «x0rdae 
would  include  review  of  the  docket  uid 
computer  data  baaea  for  referrals  and 
enforcement  actiima,  review  of  recent 
inspection  records,  and  oHMuhation 
wi&  the  states.  %)ecial  inspections 
would  not  automoticallv  be  conducted 
in  ccHUiection  vrith  applicatians  to  the 
Program,  but  EPA  and  the  states  would 
retain  all  existing  ri^ts  to  conduct  such 
inspections. 

If  EPA  determined  that  the 
compHanoe  criteria  set  out  above  were 
met  by  the  facility  applicant,  the 
"screened"  application  would  then  be 
reviewed  in  U^t  of  all  other  admission 
criteria.  EPA  is  considering  whether  to 
utilize  an  independent  "Blue  Ribbon" 
panel  of  outside  experts  to  review 
screened  applications. 

Employees  of  an  applicant  fecility  and 
members  of  the  commxmity  surroundmg 
the  fecility  would  be  able  to  provide 
information  to  EPA  or  the  panel  that 
bears  on  whether  the  applicant  facility 
should  be  recognized  as  an 
environmental  leader.  EPA  welcomes 
comment  on  how  such  information 
should  be  gathered  and  utilized. 

Afler  reviewing  an  application,  the 
panel,  if  used,  would  make  a 
recommendation  to  the  EPA 
Administrator,  who  would  ultimately 
determine  whether  an  applicant  is 
accepted  into  the  Program. 

C.  Ongoing  Compliance  Expectations  for 
Participating  Facilities 

1.  Compliance  Evahiatituis 

Given  that  the  participant's  self- 
evaluation  system  is  a  major  element 
under  consideration  for  Program 
participation,  it  is  important  that  EPA 
and  the  public  be  assured  of  that 
system's  ongoing  effectiveness. 
Accordingly,  EPA  is  considoing  how  to 
monitor  participants'  compliance  status 
while  in  this  Program.  For  example, 
participants  might  be  asked  to  provide 
the  Agency,  in  the  years  between 
application  and  renewal,  with  self- 
certification  statements  reporting  on  the 
effectiveness  of  the  self-evaluati(»i 
system  and  the  facility's  compliance 
status.  EPA  solicits  comment  on  other 
appropriate  means  of  assuring 
participants'  ongoing  compliance  status. 

EPA  recognizes  that  a  program 
premised  on  compliance  evaluations 
and  self-certifications  could  place 
Program  applicants  and  participants  in 
the  position  of  notifying  the  government 
of  self-discovered  compliance  problems, 
the  disclosure  of  whidi  may  not 
otherwise  have  been  legally  required. 
EPA  has  long  recognized  that  a  self- 


discovered,  self-reported  compliance 
problem  that  has  been  prompUy 
corrected  may  warrant  CD  enfmcement 
response  that  differs  from  die  Agency's 
response  to  other  types  of  viohtions. 
The  major  envinmmental  statutes' 
penalty  assessment  criteria  and  EPA's 
current  civil  penalty  policies,  for 
instance,  provide  that  "gopd  faith  efforts 
to  comply"  is  a  mitigating  flKtor  in 
determining  a  penalty.**  In  addition,  the 
Department  of  Justice's  policy  on 
voluntary  compliance  and  diidoauie 
identifies  comprehensive  environmental 
compliance  programs  and  prompt  self- 
correction  01  self-reported  violatlans  as 
factors  to  be  weighed  favorably  in  the 
exercise  of  criminal  enfiuoement 
discretion.*" 

In  keeping  with  this  policy  backdn^, 
and  in  light  of  the  tmusual  and 
experimental  character  of  this  Program 
and  its  substantial  anticipated 
environmental  benefits.  EPA  invites 
comment  on  how  the  soverament 
should  respond  to  violations  which  are 
identified  solely  as  a  result  of 
participation  in  the  Program  and  which 
are  promptly  self-corrected  by  Pro-am 
participants. 

2.  Removal  from  the  Program 

As  a  general  mattw,  a  participant's 
continuing  suitability  fcnr  the  Program 
would  be  evaluated  at  the  time  the 
application  comes  up  for  renewal 
(discussed  below).  EPA  believes  that 
certain  types  of  events,  however,  should 
lead  to  suspension  or  immediate 
removal  firom  the  Program.  Such  events 
could  include: 

•  The  participating  faciUty  is  the 
subject  of  a  criminal  indictment, 
conviction,  or  guilty  plea  for  an 
environmental  violation. 

•  The  company's  top  corptM-ate 
officers  are  the  subject  of  an  indictmmit, 
conviction,  or  guilty  plea  for  an 
environmental  violation,  based  on  their 
personal  actions  at  a  facility  under  their 
control. 

•  A  federal  or  state  civil  judicial 
enforcement  action,  or  a  major 
administrative  action,  is  initiated 
against  the  facility. 

•  The  facility  is  in  violation  of  any 
federal  or  state  order  or  decree  [e.g., 
consent  order,  emergency  order),  or  is 
delinquent  in  payment  of  any 
adjudicated  penalties,  where  the 


'•See,  e.g..  Omii  Air  Act  Section  113(e)(1).  42 
U.S.C  S7413(eKl);  U.S.  Environmental  Protection 
Agency.  "RCRA  Qril  Penalty  Policy",  October 
1990.  M  33-34. 

"  "FactoB  in  DedciaBS  on  Criminal  Proeacutioiu 
for  Environmental  VioUtioDf  in  Ih*  CoBtKt  ol 
Significant  Volimtary  Compliance  or  Diadoaui* 
Efforts  by  the  Violator,"  U.S.  Department  of  Justica, 
July  1, 1991,  at ' 


government  has  movad  to  anfosoe  the 
order,  decree,  or  penalty  judgmant 

•  Violation  of  any  fadmlstatuta. 
including  nooenvironmantal  etatutae. 
that  led  to  lining  or  debarmant  of  the 
fedlity  from  govern  mant  oootracta. 

EPA  welooMDoaa  oommant  on  the 
appropriateneaa  of  thasa  raoaoval 
standards  and  oo  poasibla  additions  to 
this  list  EPA  ia  spacificaUy  intaraaled  in 
receiving  ccMnmeots  on  whethar  the 
initiation  of  an  enforcement  action,  the 
issuance  of  an  indictmant.  or  avidmoe 
of  significant  noncompliance  should 
trigger  removal  from  the  Program,  as 
opposed  to  allowii>g  partidpanU  to 
continue  in  the  Program  until  an 
enioiceinant  action  ia  settled  or 
adjudicated  to  comidatiaa.  EPA  alao 
seeks  comment  on  whether  it  would  be 
appropriate  to  provide  for  temporary 
suspoision  of  some  or  all  of  tlv 
Program's  beoefiU  pending  resohitioo  of 
an  enforcement  proceadkig. 

D.  Renewal  of  Applicatiott 

1.  Criteria 

Compliance-related  criteria  far 
readmission  to  the  Program  everv  few 
years  generally  would  be  equivalent  to 
the  initial  entrance  criteria.  EPA  is 
interested  in  comment  on  the 
appropriateness  of  this  approach,  and 
whether  other  considerations  should  be 
brought  to  bear  at  the  time  of 
reapplication. 

2.  Process 

EPA's  review  of  a  participant's 
compliance  status  at  the  time  of 
reapplication  would  follow  the  same 
basic  process  as  for  the  initial 
application:  information  would  be 
collected  from  the  applicant;  from 
various  EPA.  state,  and  local  offices  and 
information  soiuoes;  and  from  the 
public.  The  independent  panel,  if  used 
for  initial  application  review,  would  not 
necessarily  be  involved  in  reviewing 
application  renewals.- 

Plea-ie  See  Section  Vm.  Questions  36-53 

Vn.  Incentives  fior  Participation 

The  evidence  suggests  that  pubUc 
recognition,  in  particular,  will  pnjvide  a 
powerful  incentive  for  joining  the 
Environmental  Leedership  Program. 
When  pr««nted  with  a  series  of 
alternative  incentives,  participants  at  an 
OSHA  Voluntary  Protection  Program 
(\TP}  conference  in  August,  1992 
placed  the  highest  value  on  public 
recognition.  Additionally,  pubUc 
recognition  has  helped  to  attract  over 
1,000  participants  in  33/50  and  Green 
Lights,  EPA's  most  successful  vrfuntaiy 
initiatives  to  date. 
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As  stated  previously.  EPA  will  ofiiBr 
recognition  to  model  industrial  fodlities 
that  meet  applicable  criteria.  The 
Agency  expects  to  learn  from  OSHA's 
experience  with  the  VPP,  but  also  seeks 
comment  on  how  to  provide  appropriate 
public  recognition  to  qualifying 
(adlities.  EPA  anticipates  publicly 
announcing  the  newly  designated 
Model  Facilities  at  a  biannuial 
conference,  and  oroviding  qualifying 
facilities  with  a  nag  and/or  seal  bearing 
the  Program's  logo.  While  EPA  would 
not  offer  the  same  recognition  to 
companies  subscribing  to  the  Statement 
of  Environmental  Principles  (due  to  lack 
of  resources  for  evaluation),  the  Agency 
proposes  to  maintain  a  public  list  of 
companies  that  have  provided  EPA  with 
a  letter  of  commitmoit.  EPA  is 
interested  in  other  suggestions  for  an 
appropriate  public  recognition  program. 

EPA  welcomes  comment  on  tne  extent 
to  which  incentives  in  addition  to 
public  recognition  would  encourage 
participation  and  on  what  these 
incentives  might  be.  When  considering 
additional  incentives,  commenters 
should  keep  the  following  points  in 
mind: 

•  The  Environmental  Leadership 
Program  must  find  the  right  balance 
between  far-reaching  objectives  that  go 
beyond  a  company's  obligation  to 
comply  with  the  law,  and  incentives 
neeoed  to  elicit  those  ambitious 
commitments.  It  would  be  most  helpful 
for  commenters  to  identify  which 
specific  incentives  would  be  needed  to 
achieve  the  goals  of  the  Environmental 
Leadership  Program,  as  outlined  above, 
and  to  explain  why. 

•  The  Agency  is  not  at  this  time 
proposing  any  changes  in  statutory 
obligations  as  part  of  this  Program. 
Rather.  EPA  is  interested  in  incentives 
that  can  be  offered  under  existing  law 
using  administrative  authority,  and  that 
lie  clearly  within  EPA's  jurisdiction. 
Efforts  to  change  statutory  deadlines  or 
amend  environmental  standards,  or  that 
require  actions  by  other  agencies,  lie 
beyond  the  scope  of  this  proposal. 

•  The  Agency  is  particularly 
interested  in  reactions  from  the  states, 
with  which  it  shares  jurisdiction  over 
such  matters. 

•  Finally,  it  is  critically  important  for 
EPA  to  have  a  srase  of  the  relative 
importance  OMnmenters  place  on  the 
varioxis  types  of  incentives  that  they 
wish  the  Agency  to  consider. 
Accordingly,  commenters  who  would 
seek  additi(Hial  incentives  are  asked  to 
select  the  three  most  important 
categories  of  incentives  from  the  list 
below.  The  results  of  this  exercise  will 
help  guide  the  Agency  in  setting 
priorities  for  further  review. 


Please  select  any  three  of  the 
following: 

•  Public  Recognition:  Company's 
fecility  recognized  by  EPA  as  meeting 
"state  of  the  art"  standards  for 
environmental  leadership. 

•  Faster  Pennitting.- Accelerated 
review  of  permit  applications  and 
modifications. 

•  Faster  AagMintion:  Accelerated 
review  of  product  registration. 

•  Green  Product/uabeling:  PvhVic 
recognition  that  product  meets 
environmental  leadership  criteria. 

•  C^mpyiance  Gredft:  Environmental 
leadership  statua  taken  into  accoimt  in 
enforcement  actions. 

•  Reduced  Monitoring/Reporting 
Requirements:  Reduced  toope  and/or 
frequency  of  monitoring  and  reporting 
requirements. 

•  Multimedia  Permits:  Requirements 
consolidated  into  one  permit,  providing 
facility  with  greater  flexibility  in 
meeting  statutory  goals. 

•  "Cmifcudsman":  Access  to  Agency 
representative  who  will  assist  in  cutting 
agency  red  tape. 

•  Regulatory  Credit:  Companies 
allowed  to  offset  voluntary  actions 
against  future  regulatory  requirements. 

The  results  of  this  informal  survey 
will  not,  of  course,  be  binding  on  the 
Agency.  Rather,  they  may  be  used  to 
help  focus  discussion  in  public 
meetings  and  to  identify  specific  issues 
for  analysis  should  the  Agency  decide  to 
consider  additional  incentives  for 
participation.  Commenters  are,  of 
course,  free  to  expand  upon  their 
selection  or  suggest  substitute 
incentives. 

EPA  expects  the  public  recognition 
program  planned  for  Model  Facilities  to 
require  a  significant  resource 
commitment  from  the  Agency.  Requests 
for  additional  incentives  will  need  to  be 
evaluated  in  light  of  resource  and 
administrative  constraints  and  the 
impact  on  the  Program's  credibility, 
weighed  against  the  expected 
effectiveness  of  those  incentives. 

Please  See  Section  Vm,  Questions  51-53 

Vni.  Summary  of  Key  Questions 

The  following  section  summarizes 
specific  questions  to  which  commenters 
are  encouraged  to  respond.  Questions 
are  grouped  to  correspond  with 
individual  sections  of  this  notice. 

Introduction  and  Overview  (Sections  I- 

m 

(1)  Should  EPA  consider  establishing 
a  national  voluntary  program  to  publicly 
recognize  environmental  leadersnip? 
Why  or  why  not? 

(2)  Do  the  assumptions  identified  in 
this  notice  provide  an  appropriate 


foundaticHi  for  the  development  of  a 
national  voluntary  prognmt  Should  the 
assumptions  be  modified,  or  additicmal 
ones  considwed? 

(3)  Should  EPA  establish  objective 
and  consistent  criteria  to  giiide  this 
Program?  If  not.  what  is  the  appropriate 
basis  for  fairly  evaluating  applications? 

(4)  How  can  EPA  minunize 
administrative  complexity  and  reduce 
transaction  time  involved  in  reviewing 
applications,  while  protecting  the 
credibility  of  the  Program? 

(5)  What  is  the  appropriate  role  for  the 
public  in  a  national  voluntary  program? 

(6)  What  is  the  appropriate 
relationship  between  EPA's  proposed 
Program  and  existing  private  sector 
initiatives  such  as  the  Global 
Environmental  Management  Initiative 
and  Responsible  Care  Program?  Do  these 
efforts  ciirrently  establish 
environmental  goals  and  measures  of 
progress?  Do  they  have  sufficient 
credibility  with  the  general  public? 

Scope  of  the  Proposed  Program  (Section 

m 

(7)  Is  the  two-part  structure  proposed 
by  EPA  (Corporate  Statement  of 
&ivironmental  Principles  and  Model 
Facility  Program)  a  soimd  design  to 
achieve  the  Program's  goals? 

(8)  Given  resource  limitations,  should 
EPA  be  expected  to  verify  whether  a 
company  is  acting  in  accordance  with 
the  Statement  of  Environmental 
Principles?  Will  public  scrutiny  be 
sufficient  to  ensiire  accoimtability  for 
companies  subscribing  to  the  Statement 
of  Environmental  Principles? 

(9)  Is  it  reasonable  to  make  a 
company's  adoption  of  the  Statement  of 
Environmental  Principles  a  prerequisite 
to  that  company's  facilities' 
participation  in  the  Model  Facility 
Program?.If  not,  how  can  EPA  assure 
that  it  is  not  conferring  environmental 
leadership  status  on  "showcase" 
facilities  managed  by  companies  lacking 
strong  environmental  records? 

(10)  Should  the  application  process 
for  the  Model  Facility  Program  be 
administered  by  a  Blue  Ribbon  panel,  by 
EPA.  or  by  a  com'bination  of  both?  What 
role,  if  any,  should  independent 
auditors  play? 

(11)  Should  state  conourence  be  a 
condition  for  the  award  of  Model 
Facility  status?  Should  EPA  delegate 
this  Program  to  the  states? 

(12)  At  v^at  intervals  should  Model 
Facilities  be  required  to  apply  for 
renewal?  What  measures,  if  any,  should 
EPA  take  to  monitor  continuing 
adherence  to  Program  criteria? 

(13)  Is  there  benefit  to  creating  one  or 
more  "tiers"  to  acconunodate 
companies  that  have  set  a  goal  of 
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becoming  environmental  leaden,  but 
that  need  time  and  assistanoe  to  reach 
that  goal?  If  EPA  establishes  multiple 
tiers,  should  parddpating  companies  be 
aAad  to  support  the  Pro-am  through  a 
fee? 

(14)  Should  EPA  build  special 
provisions  into  this  Program  to 
accommodate  small  bu^esses? 

(15)  Should  the  Program  be  expanded 
beyond  the  manu&ctiuing  sector  to 
include  other  sectors  such  as 
transportation,  energy,  agriculture, 
services,  or  municipalities? 

(16)  Is  it  practical  to  expect  EPA  to 
launch  a  comprehensive  national 
voluntary  program  that  covers  multiple 
sectors,  includes  mora  than  one  tier,  and 
offers  special  provisions  for  small 
businesses?  Or  should  EPA  incorporate 
these  or  other  additional  elements  over 
time? 

Criteria  for  Participation  (Section  V) 

Risk  Reduction  Goals 

.   (17)  Should  EPA  establish  national 
risi  reduction  priorities  to  help  guide 
this  Program?  IS  so.  what  specific 
criteria  should  be  used  in  selecting 
these  priorities,  and  which  classes  of 
pollutants  clearly  meet  these  criteria?  If 
not,  what  other  dtematives  exist  for 
providing  Program  participants  with 
dear  expectations,  and  the  Agency  with 
a  basis  ror  evaluating  potential 
applicants? 

(18)  How  might  risk  reduction 
priorities  be  translated  into  goals  for  the 
Corporate  Statement  of  Environmental 
Principles?  For  the  Model  Facility 
Program? 

(19)  Should  EPA  establish  goals  based 
specifically  on  pollution  prevention  or 
source  reduction,  or  more  general  goals 
for  reducing  overall  releases  to  the 
environment?  If  the  latter,  how  can  EPA 
place  primary  emphasis  on  [>o)lution 
prevention  or  source  reduction? 

(20)  Should  the  public  goals  for  the 
Program  include  quantitative  reduction 
targets,  or  should  they  be  addressed  in 

Eurely  qualitative  terms?  Should  goals 
B  national  in  scope,  with  companies 
asked  to  docmnent  their  contribution  on 
a  company-wide  and  facility-specific 
basis? 

(21)  How  can  EPA  avoid 
discriminating  against  companies  that 
have  already  made  significant  progress 
in  preventing  pollution?  Should  EPA 
consider  asking  companies  to  establish 
goals  based  on  reducing  waste  per  unit 
of  product?  Should  niunerical  goals  be 
national,  or  applicable  on  a  company- 
wide  or  facility-specific  basis? 

Measurement 

(22)  What  is  the  best  way  to  establish 
clear  measures  of  progress  for  the 


Corporate  Statement  of  Environmental 
Principles?  For  the  Model  Facility 
Program? 

(23)  How  can  EPA  best  measure 
progress  toward  more  efficient  \ise  of 
energy  and  other  natural  resources  on  a 
company-wide  basis?  At  the  facility 
level? 

(24)  Does  the  informatioD  currently 
collected  under  the  Toxics  Release 
Inventory  (TRI)  and  the  Pollution 
Prevention  Act  provide  a  sufficient  basis 
for  measuring  pollution  prevention  and 
source  reduction  in  the  Environmental 
Leadership  Program? 

(25)  If  not,  how  can  the  Program  build 
on  the  information  currently  reported  to 
(a)  insure  that  it  is  accurate  and  reflects 
environmental  improvement  rather  than 
changes  in  measurement  techniques; 
and/or  (b)  addresses  major  contaminants 
and  sources  of  pollution  not  currently 
covered? 

(26)  Should  the  Environmental 
Leadership  Program  provide  public 
access  to  Program  participants' 
measurements  of  progress  toward 
Program  goals?  Would  public  access  to 
measurements  of  progress  affect  the 
Program's  credibility? 

(27)  How  can  facility-«)ecific 
information  be  expressed  in  a 
standardized  form  Mrithout  risking 
disclosure  of  legitimate  trade  secrets? 

(28)  Should  EPA  review  a  Model 
Facility's  reporting  practices  to  provide 
assurance  that  they  are  sound?  Should 
this  review  include  an  objective 
verification  of  actual  data  reported  by 
the  facility? 

Planning 

(29)  What  are  the  most  appropriate 
planning  criteria  for  the  company-wide 
Statement  of  Environmental  Principles? 
For  the  Model  Facility  Program? 

(30)  What  is  the  appropriate 
relationship  between  planning 
requirements  for  the  Environmental 
Leadership  Program,  and  state  pollution 
prevention  planning  laws? 

Envimnwentally  Sound  Business 
Practices 

(31)  How  can  EPA  best  encourage 
environmentally  sound  business 
practices  that  extent  to  design  and 
marketing  of  products,  as  well  as 
manufactxiring?  How  can  these  concepts 
be  promoted  mrough  a  Corporate 
Statement  of  Environmental  Principles? 
Could  such  concepts  be  usefully  applied 
in  a  Model  Facility  Program? 

(32)  How  can  EPA's  current  efforts 
with  respect  to  life  cycle  analysis,  full 
cost  accoimting,  and  Design  for  the 
Environment  be  applied  to  the 
Environmental  Leadership  Program? 


Employee  and  Community  Utvtdvement 

(33)  What  is  an  apiHt>priate  and 
meaningful  role  for  insuring  the 
involvwnent  of  employees  and  local 
oonmnmities  in  company 
environmental  practices,  as  defined  in 
the  Corporate  S^tement  of 
Environmental  Principles?  In  the  Model 
Facility  Program? 

(34)  What  types  of  measiires  can  be 
used  to  evalxiate  the  effects  of  employee 
and  community  participation  in 
environmental  leadership  activities? 

(35)  What  should  be  the  criteria  for  an 
acceptable  comprehensive 
environmental  self  management  system 
and  auditing  program? 

Compliance  Screening  for  Model 
Facilities  (Section  VI) 

(36)  What  is  the  appropriate  date, 
prior  to  application,  by  which  an 
applicant's  comprehensive 
environmental  compliance  management 
system  should  be  in  operation,  in  order 
to  allow  evaluation  of  the  system's 
effectiveness?  (EPA  has  proposed  two 
yean.) 

(37)  How  should  a  facility's  prior 
enforcement  history  be  evaluated? 
Should  the  focus  be  on  the  filing  of 
enforcement  actions,  or  on  other 
evidence  of  past  compliance? 

(38)  Should  the  seriousness  of  the 
violations  be  a  factor  in  evaluating  the 
relevance  of  judicial  enforcement 
actions  to  the  applicant's  eligibility  for 
the  Program? 

(39)  Should  EPA  require  applicants  to 
have  resolved  outstanding  enforcement 
actions  by  some  date  preceding 
application  (e.g.,  2  yean  before 
applying)? 

(40)  How  should  EPA  evaluate  an 
applicant's  past  compliance  history,  and 
measure  the  e^ctiveness  of  an 
applicant's  environmental  compliance 
management  system,  if  no  EPA  or  state 
inspection  of  the  facility  has  been 
conducted  for  several  yean  prior  to 
application?  For  example,  should  EPA 
conduct  multimedia  inspections  of  such 
applicants,  require  the  applicants  to  hire 
independent  auditora  to  conduct 
compliance  audits,  or  reqxiiro  them  to 
submit  additional  information? 

(41)  Should  EPA  consider  the 
occunence  of  accidental  releases  at  an 
applicant  fedlity  to  be  relevant  to  the 
facility's  compliance  record,  regardless 
of  whether  an  enforcement  action  was 
t^en  in  response  to  the  release? 

(42)  How  should  citizen  suits  be 
weighed  in  evaluating  a  feciUty's 
eligibility  fat  this  Pr(»ram?  EPA  is 
particularly  interested  in  whether  it 
should  consider  only  the  issuance  of  an 
adverse  judgment  or  a  settlement  in  a 
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dtizen  niit,  as  opposed  to  Am  fiKag  of 
a  dtizsa  s»iL  EPA  riso  series  a«iBMt 

on  whether  only  CBftota  types  of  oUmh 
suits  l#j.  suits  brought  lor  EPA-dsfined 
"significant  violations")  Aaald 
disqualiJ^  a  fKility  from  participating 
in  the  Prograss. 

(43)  b  it  appsoiwiate  todisngard  a 
faciUty'8  prior  violations  that  wwe  not 
ths  subisctofenfoiTwnant  actkns  in 
•vahiating  an  appticMit's  rii^Uty  for 
thePropan? 

(44)  EPA  seeks  cosaoMBt  on  how  to 
define  "mmpt  adminialxalivs 
enforcement  sdkjB"  for  purpoMS  of 
determimng  whslhv  sn  sdministiative 
action  is  of  sutfideot  gravity  to  prwdude 
a  fedlity  from  partidpating  in  the 
Program,  including  wraether  the 
definition  of  "major  administrative 
enf(Hcam«irt  actioa"  afaoidd  be  baaed  on 
the  type  of  vit^tion^  siie  of  penalty,  or 
nature  of  the  administrative  measures 
taken.  EPA  spedficilly  solidts 
Gonunant  from  states  oa  this  question. 

(45)  What  constitutes  an  unacceptable 
"pattara"  of  major  violatioas  at  a 
company's  fadlities  other  than  the 
applicant  Eadlity,  and  what  constitutes 
an  unacceptable  "pettem"  of  minor 
viotetions  at  the  applicant  facility? 

(46)  How  aboohl  a  facility's  status  as 
a  Superfund  site  or  CERCLA  Potentially 
Responsible  Party  affact  its  riigibility  for 
the  UofM  Fsdli^  Progran?  fai  the 
event  thst  certain  Sopeifund  sites  and 


PRPs  could  be  eligible  far  &e  Program, 
how  should  the  (bUowiag  bcton  be 
weighed:  the  degree  of  cooperaliott  in 
cleanup  activities.  compUnce  with 
state  wd  EPA  orders,  recakilrancs. 
frihira  to  leiBdnirae  thenvemment  for 
response  costs,  good  fiim  efforts  to 
resolve  liability,  and  the  stage  of 
cleenup  activities? 

(47)  Siiould  compliMce  solf- 
certificatioBS  be  employed  to  determine 
the  current  comirfience  status  of 
appUcantfadMtleeaBdpartkdpantsin 
the  Program,  or  should  other  methods  of 
gathering  compliance  infametieo  be 
used,  such  as  self-certifications  coupled 
with  inspedionsT 

(48)  If  a  self-certification  process  is 
employed  to  determine  the  compUanoe 
status  of  applicant  fadBtias  and 
partidpants  in  the  Program,  what 
company  officer  should  be  required  to 
sign  compliance  certifications  (e.g..  the 
chief  executive  officer  or  tfie  fadlity 
manager)? 

(49)  If  a  sdfcartificsftion  process  is 
employed  to  determine  the  compliance 
status  of  applicant  facilities  and 
participants  in  the  Program,  should 
audits  conducted  as  a  condition  of 
program  admission  be  performed  by 
independent  third  party  auditors? 

(5»)  What  role  should  employees  and 
the  commimity  surrounding  a  fadlity 
play  in  the  application  review  process? 


(51)  How  Aottld  the  govenment 
iMpond  to  violatiflns  «Aich  are 
idsDtified  as  a  lasuh  of  paxtidpatian  in 
^he  FK^am  and  which  are  pruniptly 
wlf-coireded  by  Proyam  partidpants? 

(52)  What  eventa  should  lead  to  a 
fadlity's  removal  from  the  Program? 
Should  a  farm  of  temporary  suspension 
be  available  for  cartafai  situstioas? 

(53)  What  sbeold  be  the  coraplisiice- 
related  criteria  for  reedanissimi  into  the 
Progrun  every  fcw  years? 

Incentives /or  Participalion  fS«lion  VD) 

(54)  Is  public  reoogpition  a  suffident 
incentive  for  pMtidpation? 

(55)  What  farm  of  piddic  recogpitkMi 
thould  be  ofbred  to  companies  that 
si^Mcribe  tn  the  Carposate  Statement  of 
Environmental  Prindples?  To  Model 
Facilities? 

(56)  Should  additional  incentives  bo 
offered?  If  so.  what  should  they  be? 
Please  identify  priorities,  as  <fiscussed 
in  Section  Vn. 

Dated:  )anuary  10. 19S3. 
Willi«BK.Kflaif. 
AdmintstTOtBr. 
F.  Hnry  Rdiidit  II. 
Deputy  Administrator. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  310 

rFRL-4102-8] 

RIN  2050— ACtI 

Reimbursement  to  Local  GovernmenU 
for  Emergency  Response  to  Hazardous 
Substance  Releases 

AGENCY:  Environmental  Protection 

Agency  (EPA). 

action:  Final  rule. 

summary:  The  Environmental  Protection 
Agency  (EPA)  is  issuing  a  final  rule  to 
provide  reimbursement  to  local 
governments  for  costs  of  temporary 
emergency  measures  taken  to  prevent  or 
mitigate  injury  to  human  health  or  the 
environment.  This  reimbursement 
program  is  authorized  under  the 
Comprehensive  Environmental 
Response.  Compensation,  and  Liability 
Act  of  1980  (CERCLA),  as  amended. 
This  regulation  should  help  to  alleviate 
significant  financial  burden  on  local 
governments  for  costs  incurred  in 
responding  to  releases  or  threatened 
releases  of  hazardous  substances  or 
pollutants  or  contaminants.  CERCLA 
requires,  however,  that  reimbursement 
must  not  supplant  local  funds  normally 
provided  for  response. 

EPA  believes  that  this  final  rule  is 
both  consistent  with  the  intent  of 
Congress  and  appropriate  for  effective 
emergency  response  at  the  local  level. 
EFFECTIVE  DATE:  This  regulation  is 
effective  October  14, 1992.  The 
incorporation  by  reference  of  certain 
publicationff  listed  in  this  regulation  is 
approved  by  the  Director  of  the  Federal 
Register  as  of  January  15, 1993. 
FOR  FURTHER  INFORMATION  CONTACT:  For 
information  on  specific  aspects  of  this 
final  rule  for  reimbursement  to  local 
governments  contact:  Elizabeth  Zeller, 
(703)  603-8780,  Local  Governments 
Reimbursement  (LGR)  Project  Officer, 
Emergency  Response  Division  (5202-G), 
Environmental  Protection  Agency.  401 
M  Street,  SW..  Washington,  DC  20460. 

SUPPLEMENTARY  MF0RMAT10N: 

Electronic  Availability:  This 
document  is  available  as  an  electronic 
file  on  the  Federal  Bulletin  Board  at  9:00 
a.m.  on  the  date  of  publication  in  the 
Federal  Register.  By  modem  dial  (202) 
512-1387.  This  file  is  also  available  in 
Postscript,  WordPerfect  and  ASCII. 
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clarifications. 

(3)  Final  rule. 

b.  Federal  contact  requirement. 
(1)  Interim  final  rule. 

(2]  Response  to  conunents  and 

clarifications. 
(3)  Final  pjIb. 

c.  Consistency  requirement. 

(1)  Interim  final  rule. 

(2)  Response  to  comments  and 
clarifications. 

(3)  Final  rule. 

d.  Restriction  on  supplanting  local  hmds. 

(1)  Interim  final  rule. 

(2)  Response  to  comments  and 
clarifications. 

(3)  Final  rule. 

e.  Attempt  to  recover  costs 


(1)  Interim  final  r\ile. 

(2)  Response  to  comments  and 
clarifications. 

(a)  Clarification  of  cost  recovery 
requirements. 

(3)  Final  rule. 

f.  Emergency  planning. 

(1)  Interim  final  rule. 

(2)  Response  to  conunents  and 
clarifications. 

(a)  Clarification  of  LEPC  participation. 

(3)  Final  rule. 

3.  Section  310.40  Allowable  and  Unallowable 
Costs 

a.  Interim  final  rule. 

b.  Response  to  comments  and 
clarifications.  > 

(1)  Equipment  replacement. 

(2)  Evacuation  costs. 

(3)  Unallowable  costs. 

(4)  Medical  expenses. 

c.  Final  rule. 

C.  Subpart  C— Procedures  for  Filing  and 
Processing  Beimbursement  Bequests 

1.  Section  310.50  Filing  Procedures 

a.  Interim  final  rule. 

(1)  Number  of  requests. 

(2)  Standard  form. 

(3)  Temporary  emergency  measures. 

(4)  Cost  recovery. 

(5)  Certification. 

(6)  Filing  deadline. 

(7)  Signature  authority. 

b.  Response  to  conmients  and 
clarifications. 

(1)  Change  in  filing  deadline. 

(2)  Change  to  signature  requirement. 

(3)  Clarification  of  application  package. 

(4)  Clarification  of  temporary  emergency 
measures. 

c.  Final  rule. 

2.  Section  310.60  Verification  and 

Reimbursement 

a.  Interim  final  rule. 

b.  Response  to  comments  and 
clarifications. 

c.  Final  rule. 

3.  Section  310.70  Records  Retention 

a.  Interim  final  rule. 

b.  Response  to  comments  and 
clarifications. 

c.  Final  rule. 

4.  Section  310.80  Payment  of  Approved 

Reimbursement  Requests 

a.  Interim  final  rule. 

b.  Response  to  conunents  and 
clarifications. 

c.  Final  rule. 

5.  Section  310.90  Disputes  Resolution 

a.  Interim  final  rule. 

b.  Response  to  comments  and 
clarifications. 

c.  Final  rule. 

VII.  Regulatory  Analyses 

A.  Executive  Order  No.  12291 

B.  Begulatory  Flexibility  Act 

C.  Paperwork  Beduction  Act 
I.  Statntory  Authority 

Section  123  of  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act  of  1980 
(CERCLA)  directs  the  EPA 
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Administiator  to  develop  a  legiilation 
containing  procedures  for  reimbursing 
local  governments  for  expenses  inciured 
in  carrying  out  temporary  emergency 
measures  in  response  to  hazardous 
substance  threats.  These  measures  must 
be  necessary  to  prevent  or  mitigate 
injury  to  human  health  or  the 
environment  from  a  release  or 
threatened  release  of  a  hazardous 
substance  or  a  pollutant  or  contaminant. 
Temporary  emergency  measures  may 
include  such  activities  as  erecting 
security  fencing  to  limit  access, 
responding  to  fires  and  explosions  and 
othef  measxires  that  require  immediate 
response  at  the  local  level.  CERCLA 
specifically  limits  reimbursement  to 
$25,000  per  single  response  and 
requires  that  reimbursement,  not 
supplant  local  funds  normally  provided 
for  response.  Any  general  purpose  unit 
of  local  government  that  incurs  costs  in 
response  to  a  release  or  threatened 
release  at  a  facility  within  its 

jurisdiction  may  apply  for         

reimbursement.  Section  111  of  CERCLA 
specifies  that  not  more  than  0.1  percent 
of  the  total  amount  appropriated  from 
the  Fund  may  be  used  for  local 
governments  reimbursement. 
Approximately,  $5.1  million  is 
authorized  for  the  three  year  period 
beginning  October  1, 1991. 

The  responsibility  for  promulgating 
today's  final  rule  rests  with  the 
president,  who  has  delegated  it  to  the 
Administrator  for  EPA.  The  authority  to 
receive,  evaluate,  and  make 
determinations  regarding  requests  for 
reimbursement  and  to  issue  payments  to 
qualified  applicants  was  delegated  to 
file  Assistant  Administrator  (AA)  for  the 
Office  of  Sold  Waste  and  Emergency 
Response  (OSWER).  The  AA  for  OSWER 
redelegated  local  governments 
reimbursement  authority  to  the  Director 
of  the  Emergency  Response  Division 
within  the  office  of  Emergency  and 
Remedial  Response.  Today's  rulemaking 
responds  to  public  comments,  discusses 
issues  arising  from  three  years  of 
administering  the  interim  final  rule 
(IFR),  and  clarifies  how  the 
reimbursement  program  works. 

n.  Background 

A.  Overview  of  the  Superfund  Program 

CERCLA  was  originally  enacted  in 
1980  and  established  the  authority  to 
tax  the  chemical  and  petroleum 
industries  to  finance  a  $1.6  billion 
response  trust  fund  (the  Superfund  or 
Fimd).  CERCLA  provides  broad  Federal 
authority  to  respond  directly  to  releaws 
or  threatened  releases  of  hazardous 
substances  and  pollutants  or 
contaminants  that  may  endanger  public 


health  or  welfare  or  the  enviionmoit 
EPA  is  primarily  responsible  for 
implementing  the  Superfund  program. 
On  October  17, 1986,  the  President 
signed  into  law  the  Superfund 
Amendments  and  Reauthorization  Act 
of  1986.  These  Amendments  added  $8.5 
billion  to  the  Superfund  Trust  Fund  and 
broadffli  the  Federal  Government's 
response  authority.  Congress  has 
extended  that  authority  through 
September  1995,  with  funding  of  $5.1 
billion  through  September  1994. 

Under  the  Superfund  program,  EPA 
may  take  legal  action  to  force  those 
responsible  for  hazardous  substance 
releases  to  clean  them  up  or  to 
reimburse  EPA  for  the  costs  of  cleanup. 
EPA  also  can  pay  for  the  cleanup  of 
hazardous  waste  rele«ises  when  those 
responsible  for  such  releases  cannot  be 
foimd  or  are  unwilling  or  unable  to 
conduct  a  cleanup  themselves. 

Response  actions  may  be  taken  to 
address  such  incidents  as  illegal 
disposal  of  hazardous  substances, 
improper  handling  or  disposal  of 
hazardous  substances  at  landfills  or 
industrial  areas,  spills  of  hazardous 
substances  when  a  truck  or  train 
overturns,  or  discharges  of  hazardous 
substances  into  the  air  or  water  during 
a  fire  or  other  accident.  Response 
actions  may  include,  but  are  not  limited 
to:  removing  hazardous  substances  frt)m 
the  release  site  to  an  EPA-approved, 
licensed  hazardous  waste  facility  for 
treatment,  containment  or  destruction; 
constructing  fences,  posting  warning 
signs  or  taking  other  security 
precautions  necessary  to  control  access; 
providing  a  temporary  alternate  water 
supply  to  local  residents;  temporarily 
relocating  affected  residents;  or 
containing  the  hazardous  substance  on 
site  so  that  it  can  safely  remain  there 
andpresent  no  forther  problem. 

CERCLA  responses  usually  are  joint 
efforts  by  Federal,  State  and  local 
agencies.  As  State  and  local  public 
safety  and  health  organizations  are 
normally  the  first  government 
representatives  at  the  scene  of  a 
hazardous  substance  release,  they  play  a 
critical  role  in  providing  temporary 
emergency  meas\u«s.  These  temporary 
emergency  measures  may  include 
security,  control  of  the  release  source, 
containment  of  the  substances  released, 
control  of  contaminated  runoff  and 
similar  activities  that  must  be  performed 
immediately  to  prevent  or  mitigate 
injury  to  human  health  or  the 
environment.  The  National  Oil  and 
Hazardous  Substances  Pollution 
Contingency  ?\an  (National 
Contingency  Plan  or  NCP,  found  at  40 
CFR  part  300),  the  main  Federal 
regulation  that  guides  the  Superfund 


program,  outlines  the  roles  and 
responsibilities  of  each  Federal  agency 
involved  in  responding  to  releases  of 
hazardous  substances,  and  describes 
State  and  local  participation  in 
hazardous  substance  releases.  In 
addition,  the  NCP  establishes 
procedures  that  are  to  be  followed  in 
conducting  appropriate  response 
actions. 

B.  Congressional  Intent 

The  original  Superfund  law  did  not 
provide  reimbursement  to  local 
governments  for  costs  incurred  in 
conducting  temporary  emergency 
measures.  The  Superfund  Amendments 
and  Reauth(»ization  Act  of  1986  (SARA) 
added  a  new  section  to  the  law  that 
specifically  allows  such  reimbursement, 
although  the  Conference  Report  makes  it 
clear  that  "reimbursement  under  this 
provision  shall  not  include 
reimbursement  for  normal  expenditures 
that  are  inclined  in  the  course  of 
providing  what  are  traditionally  local 
services  and  responsibilities,  such  as 
routine  emergency  firefighting."  With 
the  specific  requirement  in  section  123 
that  reimbursement  not  supplant  local 
funds  normally  provided  for  response, 
Congress  intends  that  local  governments 
continue  to  bear  some  share  of  expenses 
for  providing  temporary  emergency 
measures.  However,  Congress 
recognized  that  in  the  past,  conducting 
such  response  activities  has  placed  a 
significant  financial  burden  on  some 
IcNcal  governments.  Reimbiusement 
under  section  123  can  provide  some 
financial  relief  (limited  to  $25,000  per 
single  response)  to  local  governments 
most  seriously  affected  by  costs  above 
and  beyond  those  inaured  routinely 
and  traditionally.  This  $25,000  cap  on 
individual  responses  plus  the  limited 
availability  of  funds  for  the  program 
may  not  allow  EPA  to  reimburse  local 
governments  for  all  responses  that  may 
qualify. 
m.  Approach  to  Tliis  Rulemaking 

On  October  21. 1987,  EPA  published 
an  interim  final  rule  in  the  Federal 
Register  (40  CFR  part  310)  for 
reimbursing  local  governments  for 
temporary  emergency  measures  taken  in 
response  to  hazardous  substance 
releases  or  threats  of  releases.  This  rule 
was  promulgated  in  interim  final  form 
to  allow  the  Agency  to  implement  the 
reimbursement  program  immediately. 
This  approach  made  reimbursement 
money  available  quickly  and  afforded 
EPA  the  benefit  of  implementation 
experience  before  finalizing  the  rule. 
Public  comments  on  the  interim  final 
rule  were  accepted  for  60  days  after  its 
publication  date. 
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Thirteen  commentere  provided 
comments  on  the  interim  final  rule. 
These  commenters  represented  six  local 
governments  in  four  States,  three 
agencies  in  two  States,  two  Federal 
agencies  and  two  private  firms.  Public 
comments  were  separated  into  four 
major  categories:  (1)  clarification  of  the 
financial  biuden  formula:  (2)  effective 
date  for  reimbxusable  responses:  (3) 
State  role  in  appHcation  evaluation:  and 
(4)  clarification  of  eligible  costs.  In 
considering  these  comments,  the 
Agency  determined  that  some  of  the 
specific  requirements  of  the  interim 
final  rule  needed  clarification. 
Consequently,  EPA's  approach  to 
preparing  this  final  rule  is  to  expand 
and  clarify  in  the  preamble  explanations 
of  reimbursement  application 
requirements  and  Agency  policy 
regarding  the  reimbursement  process. 
The  preamble  to  today's  final  rule  also 
contains  an  overview  of  the  local 
governments  reimbursement  program. 
This  overview  presents  information  on 
the  intent  of  the  reimbursement 
program,  basis  of  reimbursement 
decisions,  State  role,  and  the 
reimbursement  process.  The  purpose  of 
including  this  information  in  the 
preamble  to  the  final  rule  is  to  provide 
a  comprehensive  understanding  of  the 
local  governments  reimbursement 
program  and  a  context  for  reviewing  the 
changes  presented  in  today's  rule.. 

The  section-by-section  analysis  in  the 
preamble  of  today's  final  rule  is 
organized  into  four  subsections:  content 
of  interim  final  rule;  response  to 
comments:  areas  of  clarification,  as 
apphcable:  and  content  of  final  rule. 
lie  majority  of  public  comments  on  the 
interim  final  rule  and  procedural  areas 
requiring  clarification  are  addressed  in 
this  preamble.  Only  minor  changes  have 
been  made  to  the  regulatory  text  of  the 
interim  final  rule. 

Since  the  promulgation  of  the  interim 
final  rule.  EPA  has  received  90 
applications  for  reimbursement.  These 
requests  have  come  bom  local 
governments  in  28  States.  EPA  has 
approved  a  total  of  $449,443  in 
reimbursements  to  36  eligible 
applicants. 

IV.  Overview  of  the  Local  Governments 
Reimbursement  Program 

A.  Intent  of  the  Reimbursement 
Regulation 

The  overall  purpose  of  the 
reimbursement  program  is  to  provide 
some  financial  relief  to  local 
governments  in  conducting  temporary 
emergency  measures  in  response  to 
releases  or  threats  of  releases  of 
hazardous  substances,  pollutants,  or 


contaminants.  This  response  may  be 
conducted  entirely  by  a  local 
government  or  may  be  a  response 
involving  State  or  Federal  assistance. 
The  intent  of  today's  final  rule  is  to 
alleviate  financial  burden  on  a  local 
government.  EPA  believes  that  this 
approach  achieves  the  intent  of  section 
123  of  CERCLA  to  channel  the  small 
pool  of  reimburs^ent  monies  to  the 
most  deserving  applicants:  therefore, 
local  governments  must  demonstrate 
that  a  response  has  created  expenses 
that  exceed  the  funds  normally  available 
for  temporary  emergency  response 
activities.  This  approach  also  is 
consistent  with  the  overall  poUcies  and 
goals  of  the  Superfund  program.  The 
Agency  wishes  to  emphasize,  however, 
that  reimbursement  under  section  123 
does  not  eliminate  the  requirement  to 
try  to  identify  potentially  responsible 
parties  (PRPs)  and  attempt  cost 
recovery,  but  is  available  as  a  measure 
of  financial  relief  when  PRP  search  and 
cost  recovery  actions  have  not  proven 
successful. 

B.  Basis  of  Reimbursement  Decisions 

As  discussed  above,  EPA  has 
determined  that  reimbursement  money 
should  be  distributed  to  applicants  who 
demonstrate  the  greatest  financial 
burden  from  conducting  emergency 
response  actions  that  adhere  to  the 
overall  policies  and  goals  of  the 
Superfund  program.  However,  due  to 
the  limited  funds  available  for  the 
reimbursement  program  (a  maximum  of 
0.1  percent  of  the  total  amount 
appropriated  for  the  Superfund,  or 
approximately  $5.1  million  for  the 
three-year  period  beginning  October  1, 
1991),  not  all  applicants  may  actually 
receive  reimbursement  monies.  For  this 
reason,  the  Agency  needs  criteria  for 
determining  which  requests  to 
reimburse. 

EPA  has  written  today's  final  rule  so 
that  reimbursement  decisions  are  based 
primarily  on  the  ratio  of  eligible 
response  costs  to  the  applicant  locality's 
per  capita  annual  income  adjusted  for 
population  with  consideration  given  to 
other  relevant  financial  information 
provided  at  the  applicant's  discretion. 
(For  example,  such  information  might 
include  cost  data  for  other  hazardous 
substance  responses  if  the  locality  has 
conducted  numerous  responses  over  a 
short  period  of  time.)  The  intention  of 
this  approach  is  to  ensiu«  that 
communities  with  limited  resources 
will  receive  priority  in  the 
reimbursement  program.  Basing 
reimbursement  decisions  primarily  on 
per  capita  income  statistics  provides  an 
objective  method  for  deciding  among 
requests.  Allowing  special  consideration 


of  other  relevant  data,  such  as  frequency 
of  recent  emergency  responses,  recent 
local  economic  changes  or  other 
financially  catastrophic  events,  provides 
flexibility. 

Per  capita  income  statistics  are  readily 
available  through  the  Biueau  of  Census. 
EPA  uses  the  Current  Population 
Reports,  Local  Population  Estimates, 
Series  P-26.  "1988  Population  and  1987 
Per  Capita  Income  Estimates  for 
Counties  and  Incorporated  Places." 
pubhshed  in  June  1990  by  the  U.S. 
Department  of  Commerce.  Bureau  of  the 
Census.  This  series  will  be  used  for  the 
reimbursement  program  unless  and 
until  superseded  by  more  recent  data. 
Additional  financial  information 
provided  by  the  applicant  should 
provide  the  opportunity  to  consider 
economic  factors  that  may  not  be 
represented  accurately  in  the  available 
income  statistics.  For  example,  if 
significant  population  shifts  have 
occurred  since  the  last  census,  the 
applicant  may  wish  to  supply  relevant 
financial  data  demonstrating  the 
economic  effects  of  that  shift  upon  the 
community. 

C.  State  Role 

Section  123  authorizes  reimbursement 
to  local  governments  for  costs  incurred 
in  conducting  temporary  emergency 
measures  related  to  hazardous 
substances  or  pollutants  or 
contaminants.  The  law  does  not 
authorize  reimbursement  to  States. 
Today's  rule  precludes  States  from 
requesting  reimbursement  under  section 
310.20(b)  either  for  themselves  or  on 
behalf  of  political  subdivisions  within 
the  State.  EPA  believes  this  approach 
helps  eliminate  the  potential  for  two 
parties  to  request  reimbursement  for  the 
same  response. 

D.  Reimbursement  Process 

The  reimbursement  process  comprises 
six  steps;  each  is  described  below.  The 
roles  and  responsibilities  of  EPA  and 
the  local  government  in  the  process  are 
discussed  as  well. 

1.  Response  to  Release 

The  reimbursement  process  begins 
with  a  local  government's  response  to  a 
release  or  threatened  release  of 
hazardous  substances  or  pollutants  or 
contaminants.  (Unlike  responses  to 
hazardous  substances,  which  cover 
threats  both  to  human  health  and  to  the 
environment,  responses  to  releases  of 
pollutants  or  contaminants  must 
specifically  address  the  imminent  and 
substantial  threats  to  human  health  or 
welfare  in  order  to  qualify  for  possible 
reimbursement  (see  CERCLA  section 
104(a){l)l).  This  response  may  be 
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conducted  by  the  local  govaniment 
solely  or  in  conjunction  with  State  or 
Federal  responders.  To  be  eligible  for 
reimbursement,  the  response  must  be 
consistent  with  CERCLA,  the  National 
Contingency  Plan  and.  if  applicable,  the 
local  emergency  plan  prepared  under 
section  303  of  the  Emergency  Planning 
and  Community  Right-to-Know  Act  of 
1986.  title  III  of  Public  Law  9»-499. 

The  Agency  believes  that 
reimbursement  may  be  appropriate  for 
activities  such  as  security,  control  of  the 
release  source,  containment  of  the 
substances  released,  control  of  runoff 
that  would  contaminate  drinking  water 
sources  and  similar  activities  that  must 
be  performed  within  minutes  or  hours 
of  ^e  release  to  prevent  or  mitigate 
injury  to  human  health  or  the 
environment. 

EPA  also  believes  that  actions  such  as 
ground-water  decontamination,  ongoing 
sampling  and  analysis  programs, 
construction  of  water  treatment  facilities 
or  installation  of  new  water  lines  are 
outside  the  scope  of  the  reimbursement 
program  because  they  do  not  constitute 
temporary  emergency  measures.  EPA 
wishes  to  make  clear  that  costs  of  such 
projects  are  not  reimbursable  under  this 
program.  Instead,  the  local  government 
may  want  to  contact  the  EPA  Regional 
ofBce  or  the  State  to  determine  whether 
a  Cooperative  Agreement  with  the 
Agency  would  be  appropriate  for 
preforming  long-term  response  projects. 
EPA  does  not  intend  that 
reimbursement  monies  be  used  for 
emergency  response  activities  that  are 
eligible  for  funding  from  other  sources. 

In  addition,  the  Agency  believes  that 
PRPs  should  be  identified  and  costs  of 
temporary  emergency  response 
measures  recovered  from  them, 
whenever  possible.  This  program 
expressly  i-equires  that  local 
governments  demonstrate  efforts  to 
recover  costs  prior  to  submitting  the 
request  for  reimbursement. 
Reimbursement  is  intended  only  as  a 
last  resort  when  funds  are  not  available 
from  other  sources. 

2.  Contact  With  the  Federal  Government 

Contact  with  a  Federal  response 
authority  is  a  necessary  condition  for 
reimbursement  under  today's  final  rule. 
The  purpose  of  this  contact  requirement 
is  to  give  EPA  or  the  U.S.  Coast  Guard 
(USCG)  an  opportunity  to  ascertain  if 
Federal  response  action  is  appropriate 
in  this  instance.  For  this  reason,  contact 
is  required  as  soon  as  possible,  but  not 
later  than  24  hours  after  response 
initiation. 

Contact  must  be  made  in  one  of  two 
ways.  The  local  government  can  use 
normal  response  communication 


channels  to  alert  EPA  or  the  USCG  to 
the  release.  Normal  channels  include 
notification  to  the  National  Response 
Center  (NRC)  or  establi^ed  Regional 
networks  that  link  local  agencies  with 
State  agencies  and  ultimately  with  EPA 
and/or  the  USCG.  Notification  of  the 
release  through  normal  response 
communication  networks  satisfies  the 
contact  requirement  in  this  rule. 

Alternatively,  if  the  locality  is  not  part 
of  an  established  communication 
network,  the  local  government  can 
contact  the  EPA  Regional  office  or  the 
NRC  directly  for  purposes  of  satisfying 
this  requirement.  (Appendix  I  of  today's 
rule  identifies  the  EPA  Regional  office 
for  each  State  and  Territory  and  notes 
their  and  the  NRC  telephone  numbers.) 
Contact  must  be  made  by  telephone  or 
radio  as  soon  as  possible,  but  not  more 
than  24  hours  after  response  initiation, 
to  meet  the  Federal  contact  requirement 
for  reimbursement. 

3.  Decision  to  Pursue  Reimbursement 

If  the  response  has  imposed 
significant  financial  burden  on  the 
community  and  appears  to  meet  the 
basic  requirements  for  reimbursement, 
as  specified  in  §  310.30  of  today's  final 
rule,  the  local  government  may  choose 
to  seek  reimbursement  and  proceed  to 
the  next  step. 

4.  Reimbursement  Request 

The  local  government  should  obtain  a 
reimbursement  application  package  by 
calling  the  RCRA/CERCLA  Hotline  at  1- 
800-424-9346  (toll  free)  or,  in  the 
Washington,  DC,  metropolitan  area,  at 
202-382-3000.  The  package  contains 
the  forms  and  detailed  instructions  for 
preparing  and  submitting 
reimbursement  requests.  Local 
governments  are  encouraged  to  obtain 
complete  application  packages  rather 
than  using  photocopied  forms  to  ensure 
that  applications  are  filled  out  properly. 
Application  packages  will  be  mailed  to 
the  locality  upon  request.  The 
completed  application  must  be  returned 
to  the  U.S.  Environmental  Protection 
Agency,  Emergency  Response  Division, 
Attn:  LGR  Project  Officer.  (5202-G).  401 
M  Street,  SW.,  Washington,  DC.  20460, 
within  one  year  of  completion  of  the 
response.  Local  governments  are 
encouraged  to  complete  the  application 
for  reimbursement  promptly  to  facilitate 
complete  and  accurate  documentation 
of  costs  and  cost  recovery  efforts  and  to 
expedite  processing  of  the  application 
by  EPA.  PRP  search  and  contact 
activities  should  begin  as  soon  as 
possible.  Cost  recovery  efforts  should 
begin  no  later  than  the  date  of  response 
completion.  Local  governments  should 
allow  at  least  60  days  for  PRP  response 


prior  to  submitting  the  Local 
Governments  Raimbursmnent 
application. 

Only  one  request  for  reimbursement 
will  be  accepted  for  response  to  any 
single  incident  When  more  than  one 
local  government  (e.g.,  a  city  and 
county)  has  participated  in  such  a 
response,  those  governments  must 
determine  which  one  of  them  will 
submit  the  appUcation  on  behalf  of 
them  all.  If  more  than  one  request  is 
received  for  a  single  incident,  all  will  be 
returned  with  appropriate  written 
explanation  and  instructions  for 
resubmitting  a  single,  coordinated 
application. 

5.  Preliminary  Screening 

Initially,  EPA  will  screen  the  request 
to  make  sure  that  it  meets  three 
preliminary  screening  criteria:  tJ)  the 
request  meets  basic  reimbursement 
criteria,  as  stated  in  today's  final  rule; 
(2)  it  complies  with  the  procedures  for 
filing,  as  defined  in  this  rule;  and  (3)  it 
is  complete.  A  request  that  does  not 
meet  the  requirements  for 
reimbursement  stipulated  in  §  310.30 
will  be  returned  to  the  local  government 
with  a  written  explanation  of  why  the 
application  has  been  rejected. 

An  application  that  meets  the  basic 
criteria  but  that  has  not  compiled  with 
the  filing  procedures  specified  in 
§  310.50  or  that  is  incomplete  will  be 
returned  to  the  local  government  with 
an  explanation  of  its  deficiencies.  If  the 
application  has  missed  the  filing 
deadline,  an  explanation  for  lateness 
must  accompany  the  application.  EPA 
will  determine  ihe  eligibiUty  of  late 
applications  on  a  case-by-case  basis, 
either  filing  or  completeness 
deficiencies  may  be  corrected  and 
resubmitted  to  EPA  within  60  days. 

If  all  reimbursement  criteria  and  filing 
requirements  have  been  met,  and  the 
appUcation  is  complete,  EPA  will  notify 
the  local  government  in  writing  that  the 
request  meets  the  preliminary  screening 
criteria  and  will  be  considered  for 
reimbursement.  Such  a  notice  in  no  way 
implies  that  reimbursement  is  assured. 
It  means  only  that  EPA  will  consider 
this  request  along  with  all  other  requests 
that  also  have  satisfied  this  initial 
screening. 

6.  Evaluation  of  Requests 

All  requests  for  reimbursement  will 
be  evaluated  on  their  own  merits  and 
with  respect  to  the  other  requests 
concurrently  under  review.  Because 
reimbursement  monies  are  limited  to  0.1 
percent  of  the  Superfund  appropriation 
(or  a  maximum  of  $1.7  million  for  each 
fiscal  year  beginning  October  1, 1986). 
the  Agency  will  rank  the  requests  and 
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distribute  the  monies  accordingly  until 
available  funds  are  disbursed.  The 
Agency  will  rank  requests  on  the  basis 
of  significant  financial  burden  incurred 
by  the  locality  in  performing  the  single 
response  for  which  reimbursement  is 
being  sought. 

The  financial  burden  for  the 
individual  applicant  is  defined  as  the 
ratio  of  the  project  cost  to  a  locality's 
aggregate  income  and  is  computed  as 
follows: 


B 


YxP 


Where:  B=buiden  on  applicant 
Cstotal  eligible  response  costs  minus 

reimbursement  firom  responsible  parties, 

States,  or  other  sources 
Ysper  capita  annual  income  for  the  locality 
Pspopulation  of  locality 

The  Agency  will  use  U.S.  Census 
Bureau  "Local  Population  Estimates" 
Series  P-26  in  conjunction  with 
response  cost  data  supplied  by  the 
applicant  to  compute  financial  burden 
on  the  locality.  Responses  with  higher 
costs  proportionate  to  local  aggregate 
income  (i.e.,  the  larger  fraction  resulting 
bom  the  financial  burden  calculation) 
will  be  ranked  higher  than  responses 
with  proportionately  lower  costs. 

In  general,  EPA  expects  that  financial 
burden  will  be  computed  on  the  basis  of 
the  single  response  for  which 
reimbursement  is  requested.  In 
exceptional  cases,  however,  the  Agency 
may  consider  other  financial  data 
demonstrating  financial  hardship 
incurred  by  the  commimity  in 
responding  to  hazardous  substance 
threats.  For  example,  a  small 
community  with  limited  resources  that 
has  had  to  respond  to  numerous 
hazardous  substance  emergencies  over  a 
short  period  of  time  may  choose  to 
supply  additional  information 
demonstrating  the  cost  impacts  of  those 
multiple  responses.  As  another 
example,  a  commimity  in  a  declared 
disaster  area  may  want  to  supply 
economic  impact  data  associated  with 
the  disaster  along  with  the  financial 
information  for  the  hazardous  substance 
response. 

Any  requests  not  reimbursed  because 
of  limited  availability  of  funds  will  be 
considered  for  up  to  one  year,  at  EPA's 
discretion,  after  the  initial  approval  of 
the  LGR  Review  Panel.  After  that  time, 
an  unreimbiused  request  will  no  longer 
be  considered  and  the  applicant  will  be 
notified  that  the  request  will  not  be 
reimbursed. 


V.  Summary  of  Oianges  to  the  Interim 
Final  Rule 

Changes  have  been  made  in  the 
following  sections  of  the  interim  final 
rule  to  address  public  comments  or 
reflect  program  experience:  (1)  Section 
310.40(a)(10)  has  been  added  to  include 
containerization,  transport,  and  disposal 
of  hazardous  wastes  as  allowable  costs: 
(2)  Section  310.50(a)  has  been  modified 
to  clarify  that  only  one  LGR  applicant  is 
allowed  per  incident:  (3)  Section 
310.50(d)  has  been  changed  to  extend 
the  deadline  for  filing  an  application 
from  six  months  to  one  year  from  the 
date  of  response  completion:  and  (4) 
Section  310.50(e)  has  been  changed  to 
clarify  the  application  signature 
authority. 

VI.  Section-by-Section  Analysis 


A.  Subpart  A — General 

Subpart  A  discusses  the  purpose, 
scope  and  applicability  of  Uie  local 
government  reimbursement  final  rule.  It 
also  provides  definitions  necessary  for 
the  proper  interpretation  and 
implementation  of  the  rule  and  outlines 
penalties  applicable  to  false  statements 
or  claims  made  as  part  of  an  application 
for  reimbursement  under  section  123  of 
CERCLA. 

1.  Section  310.05    Purpose,  Scope  and 
Applicability 

a.  Interim  Final  Rule 

The  purpose  of  the  local  government 
reimbursement  program  is  to  alleviate 
significant  financial  burden  imposed  on 
a  local  government  as  a  result  of 
conducting  temporary  emergency 
measures  to  prevent  or  mitigate  injury  to 
human  health  or  the  environment,  as 
authorized  under  section  123  of 
CERCLA.  This  purpose  is  consistent 
with  the  statutory  requirement  that 
reimbursement  not  supplant  funds 
normally  provided  for  response. 
Reimbursement  only  applies  to  local 
governments  (e.g..  a  county,  parish,  city, 
mimicipality,  township.  Federally- 
recognized  Indian  tribe  or  other  general 
purpose  unit  of  local  government). 
States  are  not  eligible  for  this  program. 

In  keeping  with  the  statutory  limits  on 
the  use  of  the  Superfund  set  forth  in 
sections  111  and  123  of  CERCLA,  the 
maximum  possible  reimbursement 
award  is  limited  to  $25,000  per  single 
response  and  the  amount  of  money 
available  to  the  overall  reimbursement 
program  is  restricted  to  0.1  percent  of 
the  total  amount  appropriated  from  the 
Superfund.  Due  to  tne  limited  amount 
of  money  authorized  for  reimbursement, 
some  requests  for  reimbursement  may 


never  be  paid  even  though  they  meet  all 
the  requirements  of  this  rule. 

b.  Response  to  Comments  and 
Clarifications 

One  commenter  suggested  that  the 
maximum  reimbursement  be  placed  on 
a  sUding  scale  based  on  population 
because  larger  cities  typically  have  more 
frequent  and  more  expensive  hazardous 
substance  emergencies.  Because 
unpredictability  is  the  nature  of 
hazardous  substance  releases,  the 
Agency  believes  it  would  be 
inappropriate  to  limit  the  maximum 
reimbursement  for  small  locales  to  less 
than  the  $25,000  per  response 
authorized  by  CERCLA.  Large  scale 
hazardous  substance  releases  can  occur 
'Siywhere,  and  the  intent  of  this 
regulation  is  to  alleviate  significant 
financial  burden  on  local  governments 
vrith  limited  resources  for  funding 
emergency  response  to  such  releases. 

c.  Final  Rule 

No  change  in  section  310.05  of  the 
interim  final  rule. 

2.  Section  310.10    Abbreviations  and 
Section  310.11    Definitions 

a.  Interim  Final  Rule 

Section  310.10  explains  the  acronyms 
used  in  this  rule.  Section  310.11  defines 
key  terms  used  in  the  rule.  In  an  effort 
to  be  consistent  with  the  requirements 
and  objectives  of  the  overall  Superfund 
program,  most  of  the  definitions 
contained  in  section  310.11  of  this  rule 
are  taken  from  CERCLA  and  the  NCP 
either  verbatim  or  with  minor  wording 
changes.  EPA  developed  the  definitions 
of  "General  Purpose  Unit  of  Local 
Government,"  "Single  Response"  and 
"Date  of  Completion"  specifically  for 
this  rule. 

b.  Response  to  Comments  and 
Clarifications 

Several  commenters  requested  more 
precise  definitions  of  terms  such  as 
"traditionally  local  services  and 
responsibilities"  and  "temporary 
emergency  measures."  This  regulation 
offers  guidelines  and  examples  of  the 
meanings  of  such  terms  but  does  not 
attempt  to  include  exhaustive  lists  that 
might  limit  the  Agency  in  determining 
the  eligibility  of  highly  variable 
response  activities. 

(1)  Clarification  of  Federally- 
permitted  releases.  Qne  commenter 
requested  clarification  of  whether  costs 
associated  with  responding  to  a 
federally  permitted  release  were  eligible 
for  reimbursement.  Releases  of  CERCLA 
hazardous  substances  that  are  federally 
permitted,  as  defined  in  CERCLA 
section  101(10).  are  exempt  from 
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CERCLA  reporting  requirements  under 
section  103  and  from  CERCLA  liability 
under  section  107.  Nevertheless,  a 
Federally  permitted  release  may  be 
subject  to  a  response  action  undertaken 
pursuant  to  sections  104, 106,  or  122. 
Thus,  a  local  government  may  obtain 
reimbursement  for  temporary 
emergency  measures  taken  at  the  site  of 
a  Federally  permitted  release  during 
either  Federal-lead  or  non-Federal-lead 
responses,  if  the  requirements  included 
in  today's  regulation  are  met.  However. 
CERCLA  section  107(j)«indicates  that 
recovery  for  response  costs  and  damages 
resulting  from  a  Federally  permitted 
release  must  be  sought  under  laws  other 
than  CERCLA.  Thus,  for  emergency 
response  measures  taken  at  the  site  of  a 
Federally  permitted  release,  efforts  to 
obtain  reimbiusement  from  all  known 
PRPs  must  rely  on  laws  other  than 
CERCLA. 

The  commenter  expressed  the 
concern  that  a  local  community  may 
believe  that  a  substantial  threat  of 
release  of  a  pollutant  or  contaminant 
exists  at  the  site  of  a  Federally  permitted 
release,  and  so  the  community  may 
respond  to  that  threat  and  seek 
reimbursement  from  the  Superfund.  To 
avoid  this  situation,  the  commenter 
suggests  deleting  "substantial  threat  of 
release"  from  the  definition  of  release 
and  excluding  Federally  permitted 
releases  from  the  same  definition.  The 
commenter's  concern  appears  to  reflect 
some  confusion  regarding  certain 
CERCLA  definitions  and  the  scope  of 
this  regulation.  Under  CERCLA  section 
104,  the  Federal  government  may 
respond  to  a  release  or  substantial  threat 
of  release  into  the  environment  of  a 
hazardous  substance  or  pollutant  or 
contaminant.  What  is  considered  a 
"pollutant  or  contaminant"  is  defined  in 
CERCLA  section  101(33);  this  regulation 
simply  incorporates  that  definition.  The 
definition  of  release  contained  in  this 
regulation  is  also  taken  from  CERCLA 
(section  101(22)),  with  the  addition  of 
the  final  sentence  indicating  that  release 
also  means  substantial  threat  of  release. 
This  addition  is  consistent  with  the 
definition  included  in  the  recent 
revisions  to  the  National  Contingency 
Plan  (NCP)  (40  CFR  part  300).  It  also 
might  be  noted  that  section  104  limits 
response  in  the  case  of  pollutants  or 
contaminants  to  situations  that  may 
present  an  imminent  and  substantial 
danger  to  the  public  health  or  welfare. 
These  definitions  thus  extend  to  this 
regulation  the  full  scope  of  situations 
where  CERCLA  response  activities  may 
be  undertaken.  However,  under  today's 
rule,  local  communities  may  seek 
reimbursement  for  temporary 
emergency  measures  only,  and 


reimbursement  may  not  exceed  $25,000 

per  single  response.  Further,  local 
actions  must  be  consistent  with 
CERCLA  and  the  NCP.  Local 
governments  are  not  eligible  ujider  this 
regulation  for  reimbursement  for  all 
CERCLA-eligible  response  costs 
incurred,  which  appears  to  be  the 
scenario  suggested  by  this  comment. 

The  final  issue  raised  by  this 
commenter  is  the  relationship  of  this 
rule  to  Federally  permitted  releases.  As 
clarified  in  the  preamble  to  this  final 
rule,  Federally  permitted  releases  may 
be  the  subject  of  a  response  action  under 
CERCLA,  thus  a  local  community  may 
seek  reimbursement  imder  this 
regulation  for  temporary  emergency 
measures  taken  during  Federally-lead  or 
non-Federal-lead  responses  at  the  site  of 
such  releases. 

(2)  Clarification  of  criteria  for 
emergency  response  to  hazardous 
substance  releases.  Clarification  was 
requested  in  public  comment  regarding 
the  conditions  under  which  a  hazardous 
substance  release  constitutes  an 
emergency  response  situation.  Under 
CERCLA  section  104,  an  emergency 
situation  exists  whenever  immediate 
response  is  required  to  prevent  or 
mitigate  injury  to  human  health  or  the 
environment. 

c.  Final  Rule 

No  change  in  §  310.05  of  the  interim 
final  rule. 

3 .  Section  310.12    Penalties 


123.  Three  types  of  conditions  are  set 
forth:  Eligibility  of  the  applicant  to 
receive  reimbiusement,  requirement  for 
reimbursement,  and  allowable  and 
imallowable  costs.  These  conditions  are 
included  to  ensure  that  (1)  the  intent  of 
Congress  is  carried  out  in  reimbursing 
local  governments;  (2)  reimbursement  is 
consistent  with,  and  complementary  to, 
the  rest  of  the  Superfund  program;  and 
(3)  expenditures  from  the  Superfund  are 
warranted  and  appropriate. 


1.  Section  310.20 
Reimbursement 


Eligibility  for 


a.  Interim  Final  Rule 
Section  310.12  imposes  penalties  for 

any  person  who  knowingly  gives  or 
causes  to  be  given  any  false  statement  or 
claim  as  part  of  any  application  for 
reimbursement  under  section  123  of 
CERCLA.  EPA  has  included  these 
penalties,  xmder  the  authority  of  the 
False  Statement  Act,  18  U.S.C.  1001, 
and  False  Claims  Act,  31  U.S.C.  3729,  to 
prevent  fraudulent  or  abusive  use  of  the 
Fund.  Failure  to  abide  by  the 
requirements  found  in  these  two  laws 
when  filing  a  reimbursement 
application  may  result  in  fines  and/or     , 
imprisonment. 

b.  Response  to  Comments  and 
Clarifications 

The  Agency  received  no  comments  on 
this  section  of  the  interim  final  rule. 

c.  Final  Rule 
No  change  in  §  310.12  of  the  interim 

final  rule. 

B.  Subpart  B— Reimbursement 

Subpart  B  of  this  rule  establishes 
conditions  that  must  be  met  for 
reimbursement  under  CERCLA  section 


a.  Interim  Final  Rule 

This  section  limits  eligibility  for 
reimbursement  to  genertd  piupose  units 
of  local  government.  These  may  include 
cities,  counties,  municipalities, 
parishes,  townships,  or  other  official 
poUtical  subdivisions  designated  by  a 
particular  State,  or  Federally-recognized 
Indian  tribes.  This  restriction  is 
consistent  with  section  123(a)  of 
CERCLA,  which  limits  applicability  to 
"(a)ny  general  purpose  imit  of  local 
government  for  a  political  subdivision 
which  is  affected  by  a  release  or 
threatened  release  .  .  ." 

Section  123  of  CERCLA  specifically 
designates  local  governments  as 
recipients  of  reimbursement  monies  and 
does  not  indicate  that  this  provision 
applies  in  any  way  to  States.  Therefore. 
State  governments  are  not  eligible  for 
reimbursement  \mder  §  310.20(b).  States 
also  are  precluded  bt>m  requesting 
reimbursement  on  behalf  of  political 
subdivisions  within  the  State.  This 
restriction  is  designed  to  avoid  any 
question  of  eligibility  when 
reimbursement  requests  are  reviewed  by 
EPA. 

b.  Response  to  Comments  and 
Clarifications 

The  Agency  received  no  comments  on 
this  section  of  the  interim  final  rule. 

c.  Final  Rule 

No  change  in  S  310.20  of  the  interim 
final  nile. 

2.  Section  310.30    Requirements  for 
Requesting  Reimbursement 

The  purpose  of  8  310.30  is  to  ensure 
consistency  vrith  the  requirements, 
policies  and  practices  of  the  Superfund 
program,  to  lend  support  to  related 
initiatives,  and  to  encourage  the  use  of 
established  procediu^s  in  conducting 
responses.  H'A  has  estabUshed 
requirements  to  ensure  an  equitable 
distribution  of  funds  to  the  most 
deserving  applicants. 
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a.  EOKthv  Dila  far  Kb^mhim 

(1)  Interim  final  rate.  Section 
3lb.30(a)  restricts  reimbursenient  to 
responses  initiated  on  or  after  the 
efiBCtrve  dote  of  the  interim  final  role, 
October  21. 1987.  In  order  to  qualify  far 
reiiubmsement  a  kxal  goremment  must 
meet  the  requirements  of  CERCLA,  the 
NCP,  end  the  Emergency  Planning  end 
Comnmnity  Rigtrt-to-Know  Act  (EPCRA 
or  Titie  IH),  and,  in  addition,  contact  the 
Federal  govemntent  within  24  hours 
after  response  initiadon  to  ensure  that 
these  requirements  are  understood  and 
can  be  met.  This  notice  requirement  is 
discussed  in  greater  detail  in  snbeectian 
2(b)  below. 

(2)  Response  to  comments  ami 
clarifications.  The  majority  of 
commenters  that  addressed  this  issue 
concurred  that  the  October  21, 1987, 
effective  date  for  eligible  responses  is  an 
appropriate  means  of  ensxiring  fair 
evaluation  of  all  applications.  One 
commenter  maintained  thai  the  effective 
date  should  be  retroactive  to  SARA. 

EPA  is  aware  that  limiting 
reimbursement  to  re^wmses  occurring 
after  promulgation  of  the  interim  final 
rule  precludes  reimbursement  of  some 
otherwise  valid  and  deserving  requests. 
However,  the  Agency  betieves  that  the 
mission  of  the  Soperfund  program,  and 
specifically  the  local  government 
reimbursement  program,  is  best  smred 
if  dl  requests  are  subiect  to  the  same 
requireoMOts,  theroby  helping  to  ensure 
uniiorm  maoageoient  at  liaoited 
'  reimbursement  funds. 

{3)FiaaUkJe. 

No  chaoge  in  inlenm  final  mie. 
October  21, 1987  raoMias  the  effective 
date  for  eligible  responses. 

b.  Federal  Contact  Requirement 

(1)  Interim  final  rule.  Section 
310.30(b)  requires  the  local  government 
to  contact  EPA  or  the  National  Response 
Center  (NRQ  as  a  condition  of 
reimbursement.  Contact  for  purposes  of 
reimbursement  is  to  be  made  as  soon  as 
possible,  but  not  more  than  24  hours 
after  response  initiation,  unless  EPA  or 
the  usee  has  been  informed  of  the 
response  through  a  release  notiRcation 
to  the  NRC  or  other  established  response 
communication  channels. 

Because  EPA  seeks  to  ensure  safe  and 
appropriate  responses  aad  appropriate 
use  of  the  Fund,  the  Agency  believes 
that  it  is  appropriate  for  EPA  or  the 
usee  to  tw  aware  of  a  response  for 
which  a  local  gofvamnieRt  seeks 
reirabursement.  Tifloeiy  contact  is  useful 
in  several  respects.  First,  it  can  help 
EPA  or  the  USC£  assess  locd  response 
capabilities  relatrvs  to  this  Msponse, 
ascertain  the  efliectivHWBS  of  load 


acboBS.  and  detonnine  whstfaer  Fsdoral 
technical  assistance  or  action  is 
appropriate  or  necessary.  Secood.  it 
allows  EPA  or  the  USQC  to  naake  sure 
the  local  rasponder  uodarstaads  Q'A 
criteria  and  requirements,  such  as  that 
response  actions  must  be  consistent 
with  the  NCP.  Finally,  it  provides  an 
opportunity  to  d^rraine  whether  a 
response  rnight  be  a  candidate  far 
reimbursement  This  can  prevent  a 
locality  from  pr^taring  an  applicaticn 
for  a  response  that  is  not  eligible  for 
reimbursement  (e.g.,  an  oil  spill). 
(2)  Response  to  comments  and 
clarifications.  The  majority  of 
commenters  supported  the  24-hour 
contact  requirement.  One  commenter  on 
the  interim  final  rule,  however, 
suggested  including  notification  of  State 
and  local  agencies,  as  promoted  under 
EPCRA  (Title  HI  of  SARA),  as  a 
requirement  for  reimbursement.  Title  III 
emergency  notiiicatiQn  (section  304) 
requirements  are  not  germane  to  this 
rule  and  exist  independently  of  it. 
although  they  also  may  be  triggered  by 
the  release.  The  LGR  regulation 
concerns  a  federally  administered 
program  for  providing  reimbursement  to 
local  governments  for  extraordinary 
expenses  incurred  by  providing 
emergency  response  to  a  hazardous 
substance  threat.  While  this  rule 
requires  that  local  governments  be  a  part 
of  the  Title  III  Local  Emergency 
Planning  Committee  (LEPC)  and 
respond  to  emergencies  accordingly,  no 
specific  State  or  local  agency 
notification  if  necessary  for  its  proper 
adrainistratioa.  However,  the 
appropriate  Federal  authority  (EPA. 
USCG,  Of  NRG)  must  be  notified  within 
the  required  24-hours  to  insure  that  LCR 
requirements  are  being  met  and  to 
determine  if  other  Federal  Tesponse  is 
needed. 

(3)  Final  rule.  No  change  in 
§  310.30(b)  of  the  interim  final  rule. 

c.  Consistency  Requirement 

(1)  Interim  final  rule.  Section 
310.30(c)  of  this  rule  stipulates  that 
response  actions  far  which 
reimbursement  is  sought  must  not  be 
inconsistent  with  CERCLA,  the  NCP. 
and,  if  applic^le,  the  local  emergency 
response  plan  required  under  section 
303(a)  of  the  EPCRA.  Responses  must 
comply  with  the  provisions  of  CERCLA 
even  to  be  eligible  for  this  use  of  the 
Fund.  In  addition,  section  104<aKl)of 
CERCLA  calls  for  "response  measure(s) 
consistent  with  the  National 
Contingency  Plan  •   *  *." 

The  NCP  provides  for  efficient, 
coordinated  and  effective  responses  to 
actual  or  threatened  releases  of 
hazanfaMis  substances  or  pollutants  or 


contaminants.  Local  govanuoeot  sboidd 
consuh  the  NCP  for  specific  procedures 
to  follow  in  conducting  temporary 
emergency  measures  to  satisfy  th^ 

consistency  requiranent  The  NCP  also 
specifies  the  division  of  responsibility 
among  the  Federal.  State  and  local 
governments  during  response  actions 
and  appropriate  roles  for  private  entities 
(NCP  §  300.21  through  S  300.25). 
Because  the  NCP  stipulates  the  basic 
requirements  for  (XRCLA-funded 
responses,  a  response  for  which 
reimbursement  is  requested  must 
ctmforra  to  the  NCP.  Likewise,  because 
the  Titie  III  local  ammgency  response 
plan  outtines  methods  and  procedures 
for  responders  that  are  specific  to  the 
community,  EPA  expects  local  agencies 
to  comply  with  that  plan. 

(2)  Responses  to  comments  and 
clarifications.  The  Agency  received  no 
comments  on  this  section  of  the  interim 
final  rule. 

(3)  Final  rale.  The  final  rule  changed 
"are  not  inconsistent**  to  "are 
consistent**  in  5  310.30(c)  of  the  interim 
final  rule.  This  change  was  made  to 
make  the  final  rule  language  uniform 
and  consistent. 

d.  Restriction  on  Supplanting  Local 
Funds 

(1)  Interim  final  rale.  Section 
310.30(d)  specifies  tfiat  reimbursement 
monies  may  not  supplant  non-Federal 
funds  normally  provided  for  emergency 
response  programs.  As  required  by 
section  123(b)l2)  of  CERCLA.  local 
governments  may  be  reimbursed  for  the 
costs  of  temporary  emergency  measures 
only  if  reimbursement  would 
supplement,  not  supplant,  non-Federal 
(State  and  local)  funds  that  would 
otherwise  be  made  available. 
Compliance  with  this  requirement 
entails  certification  and  demonstration 
that  reimbursement  does  not  supplant 
local  funds  normally  provided  for 
response.  (This  certification  is 
stipulated  in  §  310.50(cM3)  of  this  rule). 
In  addition,  EPA  may  request 
reimbursement  applicants  to  submit 
line-item  budgets  for  the  fiscal  year  in 
which  the  incident  for  which 
reimbursement  is  requested  occurred  as 
well  as  response  cost  information.  Since 
only  limited  funds  are  available  for  this 
program,  EPA  expects  that  the 
possibility  of  being  reimbursed  will  not 
provide  adequate  incentive  far  local 
governments  to  intentionally  decrease 
non-Federal  funding  for  response 
programs. 

{2}  Response  to  comatents  aad 
clarificatioas.  The  Agency  received  no 
comments  on  this  section  of  the  interim 
final  rule. 
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(3)  Final  rule.  No  change  in 
§  310.30(d)  of  the  interim  final  rule. 

e.  Attempt  to  Recover  Costs 

(1)  Interim  final  rule.  Section 
310.30(e)  of  this  rule  requires  applicants 
to  seek  other  funding  sources  before 
requesting  reimbursement  from  the 
Fund.  Local  governments  must  make  a 
good  faith  effort  to  recover  costs  from 
PRPs.  This  section  also  requires  that 
local  authorities  pursue  all  other 
sources  of  funds,  such  as  insurance  or 
State  reimbursement  monies,  before 
seeking  reimbursement  from  the 
Superfund  under  section  123  of 
CERCLA. 

(2)  Response  to  comments  and 
clarifications.  The  Agency  received  no 
comments  on  this  section  of  the  interim 
final  rule. 

(a)  Clarification  of  cost  recovery 
requirements.  EPA  recognizes  that  PR? 
searches  can  become  extensive  and 
costly;  therefore,  the  Agency  will  be 
satisfied  with  evidence  of  a  reasonable 
attempt  at  recovering  costs.  Such 
evidence  might  include  documents  such 
as  copies  of  return-receipt  letters 
requesting  payment,  with  certification 
that  payment  has  not  been  received,  or 
copies  of  letters  from  PRPs  stating 
refusal  to  pay  or  sworn  statements  fix)m 
local  officials  that  no  PRP  has  been  or 
can  be  identified,  see  Subpart  C.l.  on 
"Cost  Recovery."  These  documents 
constitute  sufficient  evidence  of  good 
faith  efforts  to  recover  costs  from  PRPs. 
The  evidence  of  attempt  to  recover  costs 
must  indicate  that,  where  a  PRP  was 
identified,  the  PRP  was  given  at  least  60 
days  to  satisfy  the  demand  for  cost 
recovery.  This  certification  is  discussed 
in  VI.C.  1 .  of  this  preamble  and 
stipulated  in  §  310.50  of  the  rule. 

In  general,  EPA  expects 
documentation  of  cost  recovery  efforts 
described  above  to  accompany  all 
applications  for  reimbursement.  The 
inclusion  of  such  documentation  will 
speed  the  reimbursement  process  by 
eliminating  the  need  for  repeated 
Agency  contact  with  the  applictmt  to 
verify  that  costs  could  not  be  recovered 
from  other  sources.  Furthermore, 
including  dociunentation  of  the  attempt 
to  identify  a  PRP  ensures  that  the 
applicant  is  not  responsible  for  the 
hazardous  substance  threat. 

EPA  has  denied  at  least  one  request 
for  reimbursement  on  the  groimds  that 
the  local  government  was  responsible 
for  the  release.  The  eligibility  of  other 
applications  is  in  question  until 
applicants  can  demonstrate  that  no 
department  or  agency  of  local 
government  was  responsible  for  the 
release.  Local  governments  should  note 
thatB  signed  application  certifies,  in 


good  faith,  that  applicants  have  met  the 
requirement  to  pursue  all  other  sources 
of  cost  recovery  to  the  best  of  their 
ability.  EPA  will  generally  accept  this 
certification  at  foce  value,  provided  that 
it  is  clear  that  the  appUcant  is  not  the 
responsible  party,  but  the  Agency  may 
request  appropriate  documentation  of 
these  efforts. 

The  cost  recovery  requiremmt  is 
achieving  its  goal.  Two  local 
governments  that  submitted 
applications  for  reimbursement  xmder 
the  interim  final  rule  have  recovered 
costs  from  the  liable  parties  as  a  result 
of  cost  recovery  efforts  undertaken  in 
accordance  with  the  reimbursement 
application  requirements.  These  cost 
recovery  successes  have  preserved 
funds  available  for  this  program  and 
provide  excellent  examples  of  the  way 
that  CERCLA  and  the  local  government 
reimbursement  program  are  intended  to 
function. 

(3)  Final  rule.  No  change  in 
§  310.30(e)  of  the  interim  final  rule.     .,^,. 

f.  Emergency  Planning 

(1)  Interim  final  rule.  Section 
310.30(0  of  this  rule  requires  that  after 
October  17, 1988,  the  applicant's 
jurisdiction  be  included  in  the 
comprehensive  emergency  response 
plan  completed  by  the  LQK^,  as 
stipulated  by  section  303(a)  in  Title  m 
of  SARA.  Because  establishment  of  an 
LEPC  is  the  resp>onsibility  of  the  State 
government,  EPA  will  waive  this 
requirement  for  localities  where  the 
State  emergency  response  commission 
has  not  yet  established  a  committee 
responsible  for  the  geographic  area  in 
which  the  applicant  is  located. 

(2)  Response  to  comments  and 
clarifications.  The  Agency  received  no 
comments  on  this  section  of  the  interim 
final  rule. 

(a)  Clarification  of  I£PC  participation. 
Under  Title  III  of  SARA,  local 
governments  are  required  to  participate 
in  State-established  emergency  response 
committees.  To  be  eligible  for 
reimbursement,  a  local  government 
must  be  included  in  the  comprehensive 
emergency  response  plan  and 
participate  in  the  LEPC  responsible  for 
the  geographic  area  in  which  the  local 
government  is  located,  if  the  State  has 
established  a  LEPC.  To  date,  EPA  has 
denied  one  reimbursement  request  for 
failure  of  the  local  government  to 
participate  in  the  State-established 
emergency  response  committee.  If  an 
applicant  was  denied  reimbursement 
due  to  nonparticipation,  the  appUcant 
may  reapply  after  satisfying  this 
requirement. 

(3)  Final  rule.  No  change  in  §  310.30(f) 
of  the  interim  final  rule. 


3.  Section  310.40    Allowable  and 
Unallowable  Costs 

a.  Interim  Final  Rule 

To  be  allowable  for  reimbursement, 
all  costs  for  temporary  emergency 
measures  for  which  reimbursement  is 
being  sought  must  be  consistent  with 
Section  111  of  CERCLA  ("Uses  of 
Fund")  and  with  the  Federal  cost 
principles  outlined  in  the  Office  of 
Management  and  Budget  (0MB) 
Circular  A-87,  "Cost  Principles  for  State 
and  Local  Governments."  These 
standard  requirements  apply  to  all 
Superfund  programs  involving  State 
and/or  local  governments  where  monies 
fit)m  the  Trust  Fund  are  spent.  In 
making  its  cost  determinations,  EPA 
also  considered  the  types  of  temporary 
emergency  measures  typically 
undertaken  during  a  response,  with 
special  consideration  given  to  the 
limited  funds  available  for  the 
reimbursement  program  relative  to  the 
number  of  potential  applicants. 

b.  Response  to  Comments  and 
Clarifications 

One  commenter  raised  a  question 
regarding  whether  general  revenues 
used  for  temporary  emergency 
responses  to  hazardous  substance 
releases,  in  the  absence  of  funds 
budgeted  specifically  for  such 
situations,  are  allowable  for    ■ 
reimbursement. 

This  regulation  stipulates  that 
reimbursement  will  not  supplant  funds 
normally  provided  for  response. 
Because  many  localities  do  not  budget 
funds  specifically  for  emergency 
responses  to  hazardous  substance 
threats,  general  revenues  expended  for 
temporary  emergency  response 
measures  are  eUgible  for  reimbursement 
These  expenditures  must  meet 
allowable  cost  requirements,  and  the 
application  should  state  that  the  local 
government  has  no  hazardous  substance 
emergencies  budget.  In  addition,  costs 
associated  with  the  prevention  of  a 
hazardous  substance  release  in  a  non- 
emergency  situation  (i.e.,  when 
immediate  response  is  not  required  to 
prevent  or  mitigate  injury  to  human 
health  or  the  environment)  are  not 
eligible  for  reimbursement.  These  costs 
would  supplant  funds  normally 
provided  for  prevention  and 
maintenance  in  such  activities  as  fixing 
roads  or  storage  facilities. 

Several  commenters  also  requested 
more  specific  guidelines  as  to  when  a 
cost  is  allowable.  For  example,  one 
commenter  suggested  that  costs  to 
containerize,  transport,  and  dispose  of 
hazardous  wastes  be  included  as 
allowable  costs.  The  Agency  provided 


/  Vol.  58.  No.  10  /  PH<Uy.  Hmiary  IS.  1993  /  Roies  aad  gflgulatioM 


general  ex— ntot  wrf  ^'^"^^^^^^ 
detennining  tne  eli^binty  of  ooats  to 
maintain  flexibility  in  cansidanog  the 
circuinstances  of  each  je»<msa.  see 
5  310.40  of  the  role.  The  dkmaUe  coet 
list  provided  tn  ^  rale  is  not  inchniTe 
and  does  not  (fallow  such  coats.  Sfaice 
packasiog  and  disjxising  of  hsxardows 
wastes  is  not  one  of  ihe  '*tradltionaI!y 
local  senrfces  and  responsibilities"  for 
which  local  governments  ara  expected 
to  budg^  funds,  diis  cost  wooKl  most 
IfkeiyDa  eficiUe  for  reimbursement 
despite  thenct  that  it  was  not 
spedficaDy  statsd  to  be  an  allovraUe 

cost  

fai  addition  one  commenter  suggested 
allowing  medical  costs  "where  adeqiiate 
coverage  does  not  exist**  The  Agency 
maintains  titat  reinfanrsing  medical 
expenses  woold  supplant  funds 
normany  provided  ay  employee  heahh 
insurance  and  Wofknan's 
Compensation  benefits. 

(1 )  Oai  ificatiott  af  ttjuipmtnt 
replacement.  In  dewaloping  d»e  interim 
final  rule,  the  Agency  addraased  the 
issue  of  replacement  of  equipiaeBt. 
because  the  potential  for  abuse  is 
significant  and  because  reimbursement 
monies  are  limited.  EPA  determined 
that  there  are  potential  response 
situations  where  such  costs  should  be 
considered  for  leimbuisement.  For 
example,  the  loss  of  breathing  apparatus 
and  hoses  due  to  irreversible 
contamination  and  coDtamtnation  of 
other  essential  response  equipment 
represents  a  consider^e  loss  to  local 
governments.  EPA  vriD  allow 
replacement  costs  for  equipment 
contaminated  beyond  rease  or  repair,  if 
the  applicant  can  demonstrate  that  the 
equipment  was  a  total  loss  and  that  ^e 
loss  occurred  during  the  response  for 
whkh  reinAoisemeut  b  bemg  sotigfat.  R 
should  be  noted  diat  since  tfte 
maximum  reimbui  seuient  anoont  is 
limited  to  $25,000.  it  is  likely  tfwt  large- 
scrie  equipment  replacement  will  net  be 
reimbursed  in  ftill.  Purchase  and  routine 
maintenance  of  equipment  for  response, 
however,  are  not  allowrijle  costs.  EPA 
views  these  as  costs  for  which  local 
funds  are  nonnally  provided. 

(2)  Clarificatioo  <^  evacuation  costs. 
Costs  associated  wi^  the  services, 
supplies  and  equipment  procured  for  a 
specific  evacuation  are  included  as 
allowable  costs.  EPA  ctsnsidars 
evacuation  to  be  a  tompomy  emergency 
meas\ire  and  evaouatioB  coats  incmred 
that  exceed  servicas  and  costs  normally 
provided  by  Ae  local  goveinment  may 
be  eli^Rne  for  reinibui  sement 

(3)  Clarification  of  uiw/kiwaMe  cost. 
Certain  costs  are  unallowsMe  for 
purposes  of  the  reimbursement  program. 
Dispoeabte  mateiiais  and  supplies 


ahuady  OMoed  by  a  local  govanuBSBt. 
but  oonsvowd  doing  rasponsa. 
constitute  items  wMnaHy  provided  far 
response  by  fte  local  gaweimieBts  aad. 
therefore,  are  not  aQowaiMe  oasts. 
Employee  fringe  benefits,  administrative 
costs  for  filing  retmbuiseuient 
applications,  employee  out-of-pocket 
expenses  normally  provided  far  in  dia 
applicant's  operating  budget,  and  legal 
expenses  that  may  be  incmred  as  a 
result  of  response  activities  are 
additional  unallow^la  costs.  Q'A  has 
determined  that  fringe  benafits,  certain 
employee  out-of-pocKet  expenses,  and 
legal  expenses  are  costs  normally 
provided  for  in  a  local  government's 
operatiog  budget.  EPA  considers 
administrative  costs  associated  with 
filing  a  request  for  reimburaament  not 
allowable,  since  it  is  the  responsibility 
of  the  local  government  to  determine 
whether  or  not  to  pursue  reimbursemept 
under  this  program. 

(4)  Clarification  of  medical  expense, 
ttfi  has  not  included  medical  expenses 
as  an  allowable  cost  because 
reimbursement  tor  such  coM  Dormally 
should  be  covered  by  insunaca  or 
Woriunes's  CompeBsatioii. 
Determination  of  what  constitutes 
adequate  otadical  coverage  is  outside 
the  scope  of  EPA  and  of  this  pro^ara. 
Therefan,  in  keeping  with  the 
Con^essiooai  iDtent  for  this  regulation, 
medical  coats  are  considered 
unallowable  because  reimbursement  for 
such  costs  nannally  should  be  covered 
by  insurance  or  Worker's  Compensati<m. 

c.  Final  Rule 

Section  3ia40(a)(10)  has  been    - 
amended  to  include  "oostaiDarization 
or  piy^'^"C  cost  indadiag 
traasportalian  and  disposal  of 
hazardous  wastes." 

C.  Subpart  C—Procedtms  for  Filing  and 
Processing  Reimbursement  Requests 

Subpart  C  efitabli«hae  the  procedures 
for  preparing  and  processing 
reimbursement  applications.  The 
purpose  of  defining  these  proceduias  is 
to  give  applicants  a  clear  understanding 
of  what  ijilonnation  EPA  needs  in 
considering  an  application,  to  provide  a 
consistent  oasis  on  which  to  evaluate 
reimburaament  requests,  and  to  improve 
prooeasii^  efikaaocy  by  aiaking  all 
forms  and  procedures  standard. 

J .  Section  310.50    FHing  Procedures 

a.  Interim  Final  Rule 

(1)  Niianberof  rsouests.  SeotioB 
310.50(a)  of  this  rule  limits  local 
governments  to  filing  only  one  request 
for  reimbursement  far  a  ^ven  response 
to  a  release  even  though  multiple 


agencies  (and  poeribW  jurisdictions) 
may  have  participated.  Tills 
requirement  is  naadad  to  ansura  tihat  the 
statutory  maximiun  of  S25.000  per 
single  response  is  not  exceeded  and  Aat 
payments  ere  not  duplicated.  EPA 
expects  that  local  officials  will  work 
together  to  determine  total  re^onse 
costs,  fte  relative  riiare  borne  by  eadi 
local  agency  and  jurisdiction,  and  the 
appropriate  official  who  will  assume 
responsibility  for  preparing  the 
application. 

(2)  Standard  farm.  Under  S310.SOfb) 
of  this  rule,  applicants  nnist  use  ihe 
standard  application  form  ilhistrated  in 
Appendix  II  of  the  rule  for  filing  their 
requests  for  rein^ursement.  EPA  has 
decided  to  use  a  standard  form  because 
it  reduces  confusion  abo\it  what 
information  is  to  be  supplied^  helps 
ensure  that  all  applicants  are  evaluated 
on  the  basis  of  comparable  information 
and  enables  reviewers  to  check 
applications  for  completeness  and 
consistency  quickly.  The  form  requests 
five  basic  pieces  of  information:  (1) 
identification  of  the  local  government 
requesting  reimbarsement;  (21 
information  about  the  inddant;  (3) 
information  about  the  response, 
induding  the  spedfic  temporary 
emergency  measuzas  for  which 
reimbursement  is  being  sought;  (4)  cost 
data;  and  (5)  certifications  and  signatma 
of  the  authorized  representative  who  Is 
the  higbast  ranking  offidal  of  the  local 
government.  Detailed  instructions  for 
completing  the  form  and  examples  are 
induded  in  the  application  package 
provided  by  EPA  to  potential  requesters. 

(3)  Temporary  emergency  nieasures. 
Section  3l0.50(bKl)  requires  Aat  the 
applicant  demoodtrate  uiot  costs  were 
incurred  for  temporary  emergency 
measures  necessary  to  proted  human 
heaMi  and  the  environment.  The 
Agency  has  not  attempted  to  explidtly 
define  "temporary  emergency- 
measures,"  owing  to  the 
unpredictability  and  variabiUtv  of 
hazardous  substance  releases,  out 
actions  that  may  quali^r  include 
security,  source  control,  release 
containment,  control  of  contaminated 
runoff  and  similar  steps  to  proted 
human  health  and  die  environment 
from  imminent  threats. 

Costs  must  be  identified  with  specific 
actions,  as  indicated  in  Table  1  of  the  ' 
application  form.  The  applicant  shotild 
briefly  state  the  spedfic  tamporaiy 
emergency  roeastire  for  wfaidi 
reimbursement  is  being  sou^it  and 
indicate  wbidi  local  agency  (e.g..  fire 
department.  AsntTs  office)  incurred  the 
cost  for  performing  this  measure.  Eadi 
cost  eleiueut  for  performing  this 
measure  should  be  spedfied  in  detail 
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(e^,  OTWitiaie,  decontimi  nation 
sanricas,  •quifMoant  rental)  and  matdiAd 
to  Uffl  specific  amount  expeoded. 
Estimated  amounts  will  not  be 
considered  far  wimbursBinent 

[A]  Qxt  recovery.  Section  31O3O0>X2) 
requires  the  applicant  to  demonstfate 
that  a  leasooule  effort  has  been  made 
to  obtain  leanbunement  from  sources 
otber  than  tlie  Superfund.  This  filing 
requirement  is  intended  to  document 
the  effort  to  recover  costs  (see 
§  310.30(e)  <^  this  rule).  Acceptable 
demonstrations  that  cost  recovery  has 
bem  attempted  include  copies  of  letters 
from  PRPs  bating  their  inc^ility  or 
refusal  to  pay,  or  copies  of  dateid  letters 
(with  ret\im-rec8ipt  requested)  from  the 
local  government  to  the  PRP  requesting 
payment,  with  a  statement  certifying 
that  the  PRP  has  failed  to  respond  to 
such  letters  within  at  least  60  days.  A 
summary  of  the  cost  recovery 
information  must  be  included  in  Table 
2  of  the  application.  Sworn  statements 
attesting  to  the  fact  that  no  PRP  could 
be  found  and  that  insurance  monies  or 
State  funds  are  not  available  to  cover  the 
costs  for  those  temporary  emergency 
measures  also  will  suffice. 

(5)  Certification.  Section  310.50(c) 
requires  the  applicant  to  certify  that:  (1) 
costs  were  inclined  specifically  for  this 
response  and  are  accurate;  (2)  Ae 
contact  requirement  in  §  310.30(b)  was 
met;  (3)  this  reimbursement  does  not 
supplant  local  funds  normally  required 
for  response;  (4)  PRP  cannot  be 
identified  or  is  unwilling  or  unable  to 
pay.  and  (5)  it  is  understood  that  if  the 
local  government  later  recovers  costs 
from  responsible  parties,  States  or 
insurance  after  those  costs  have  been 
reimbursed  from  the  Superfund,  the 
local  government  is  required  to  return 
the  reimbursement  monies  to  the  Fund 
in  the  amoxmt  of  the  recovery  up  to  the 
amount  of  the  reimbursement  All  five 
certification  requirements  are  necessary 
to  ensure  that  the  Superfund  is  used 
appropriately  and  that  the  provisions  of 
section  123(b)(2}  of  CERCLA  are  met. 

(6)  Filing  deadline.  Section  310.50(d) 
stipulates  that  the  local  government's 
request  for  reimbursement  must  be 
received  by  EPA  within  one  year  of  the 
date  of  completion.  For  piu^poses  of  this 
rule,  "date  of  completion"  is  defined  as 
the  date  when  all  field  work  has  been 
completed  and  all  project  deliverables 
have  been  received  by  the  local 
government  for  the  specific  response. 

(7)  Signature  authority.  Section 
310.50(e)  stipulates  that  the  application 
be  signed  by  the  authorized 
representative  who  is  the  highest 
ranking  local  government  official  (e^., 
chief  executive  ofiBcer,  mayor,  town 
supervisor,  diairperson  of  county  board, 


city  iii8D«eer,  fltc.)  or  his  or  bar  dal^ate. 
A  letter  of  dslegction  must  aocoapany 
the  apptiostion  if  authority  bmt  bean 
delegated.  The  highest  ramdng  official 
(or  delegate)  of  the  local  goveroiaent  by 
signing  the  application,  is  certifying  diat 
information  contained  in  the  request  for 
reimbursement  is  complete  and  accurate 
to  the  best  of  his  or  hm  knowledge. 

b.  Response  to  Commmits  and 
Clanfications 

The  Agency  received  no  comments  on 
this  sectiim  of  the  interim  final  rule. 

(1)  Change  in  filing  deadline.  The 
application  deadline  has  been  extended 
from  6  months  to  one  year  from  the  date 
of  response  completion  to  encourage 
applicants  to  complete  cost  lecovwy 
efforts  and  assemble  all  the  required 
supporting  dociunentaticHi  prior  to 
submitting  a  request  for  reimbursement. 
Most  applications  received  to  date  have 
seriously  inadequate  cost  recovery 
documentation.  The  extension  in  the 
deadline  should  ensure  that 
applications  are  complete  when  initially 
submitted. 

(2)  Change  to  signature  requirenient. 
It  is  parliaSarly  important  that 
applicants  for  reimbursement  pay  close 
attention  to  the  signature  requirements 
when  preparing  applications  for 
reimbursement.  Tne  interim  final  rule 
required  applications  to  be  signed  by 
the  chief  executive  officer.  In  the  final 
rule,  EPA  has  changed  "chief  executive 
officer"  to  "highest  ranking  local 
government  official"  to  ensure  that  the 
appropriate  governmental  entity  is 
certifying  the  application.  More  than 
half  of  the  applications  received  by  EPA 
since  the  promulgation  of  the  interim 
final  rule  have  been  returned  because 
the  signature  was  not  appropriate  (e.g.. 
fire  chief,  hazardous  materials 
specialist).  Although  these  applications 
were  not  considered  ineligible,  and 
applicants  were  given  the  opportunity 
to  comply  with  filing  procedures, 
applicahon  processing  time  has  been 
substantially  lengthened  due  to  this 
application  inadequacy.  The 
certification  requirement  (i.e.,  signature 
of  the  hi^iest  ranking  local  government 
official)  protects  the  local  government 
from  unauthorized  or  improper  attempts 
to  obtain  reimbursement  that  might  later 
preclude  a  legitimate  request.  It  also 
prtTvides  EPA  with  assurance  that  the 
request  is  legitimate,  and  thus  an 
appropriate  use  of  the  Superfund,  and 
can  be  considered  for  reimbursement. 

(3)  Clarjficaton  of  application 
paciooge.  Pctfential  applicante  are 
advised  to  obtain  the  entire  application 
package  rather  than  using  photocopied 
fonns  without  accompanying 
instnictioas.  Applixants  also  may  find  it 


helpful  to  nview  this  raguktian  in 
preparation  for  ooaplating  the 
application  (arm  to  easura  that  all 
requirements  and  filing  pracadures  are 
met.  Proper  oorapletioa  of  the  fonn 
expedites  application  prooeasing  and 
reimbursement. 

(4)  Oarification  oftemponuy 
emergency  measures.  The  applicatioo 
form  includes  a  ssction  for  explaining 
exactly  what  temporary  emergency 
measures  wwa  taken  and  why  tfaey  were 
necessary.  For  exampte,  an  acceptable 
demonstration  might  be:  "Erected  berms 
to  prevent  migration  of  pastiddes 
ieudng  frtim  niptured  drums  into  Fast 
Rivor,  the  drinldng  water  source  for  tha 
aty  of  Middletowrn."  By  contrast,  an 
assertion  along  die  lines  of  "source 
control  needed  to  protect  human 
health"  would  not  constitute  an 
acceptable  demonstration. 

c.  Final  Rule 

Section  310.50(d)  has  been  amended 
to  extend  the  filing  deadline  from  6 
months  to  one  yoex  from  the  date  of 
response  completion  and  §  310.50(e)  has 
been  amended  to  change  "chief 
executive  officer"  to  "highest  ranking 
official  of  the  local  govamment"  as  the 
signature  requirement. 

2.  Section  310.60  Verification  and 
Reimbursement 

a.  Interim  Final  Rule 

Section  310.60  specifies  the 
verification  and  reimbunement 
procedures  EPA  follows  in  evaluating 
and  processing  requests  for 
reimbursemeot  Tha  verification 
procedures  are  intended  to  ensure  that 
all  requests  are  complete  and  adequately 
documented.  Thus.  §  310.60(a)  allows 
EPA  to  return  an  incomplete  request  to 
the  applicant  with  written  notice  of  the 
deficiencies  and  §  310.eo(b)  gives  the 
applicant  60  days  in  whidi  to  respcmd. 
Under  S  310.60(c),  EPA  nttfifies  die 
applicant  when  the  Agency  has 
determined  diat  the  request  meets  all 
requirements  for  reimbursement  and 
complies  with  all  filing  procedures.  At 
that  point,  the  request  is  considered 
complete  and  can  be  evaluated  for 
reimbursonent.  Under  %  310.60(d),  if 
documentation  is  not  adequate  to 
demonstrate  the  reasonableness  of  the 
costs  claimed,  EPA  can  make 
adjustments  accordingly,  including 
asking  for  additional  information. 

Reimburaemem  procedures  are 
spedfiad  in  §  310.60  (e),  (f)  and  (g). 
Upon  reviewing  a  completed  request. 
EPA  will  compute  the  financial  burden 
borne  by  the  community  in  conducting 
the  response  and  rank  the  request 
relative  to  the  financial  burden 
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associated  with  other  requests. 
Financial  burden  will  be  computed  as  B 
a  C/(Y  X  P),  where  B  «  financial  burden 
on  apphcant,  C  « total  eligible  response 
costs  minus  reimbursement  from 
responsible  parties,  States  or  other 
sources,  Y  =  per  capita  annual  income 
for  the  locality,  and  P  =  population  of 
the  locality.  Depending  upon  the 
ranking  of  the  request  and  the  funds 
available  for  reimoursement,  EPA  will 
either  reimburse  the  request,  deny  it.  or 
hold  it  for  reconsideration.  Section 
310.60(f)  limits  EPA  to  reimbursing 
local  governments  only  for  (1)  costs  that 
are  allowable,  reasonable  and  necessary, 
and  (2)  the  extent  that  the  temporary 
emergency  measures  conform  to  the 
hazardous  substance  response  criteria 
set  forth  in  CERCLA,  the  NCP  and  the 
local  emergency  response  plan.  EPA 
will  notify  the  applicant,  in  writing,  of 
the  Agency's  decision. 

b.  Response  to  Comments  and 
Clarifications 

Commenters  on  the  interim  final  rule 
suggested  that  applications  be  directed 
to  the  State  Emergency  Response 
Commission  (SERC)  under  SARA  Title 
in  for  preliminary  evaluation  before 
submission  to  EPA  to  ensure  that 
responses  have  met  the  requirement  for 
consistency  with  the  local  emergency 
response  plan.  Further,  some  States 
have  expressed  an  interest  in  receiving 
copies  of  reimbursement  requests  in 
order  to  identify  local  areas  in  need  of 
financial  assistance. 

In  the  interest  of  streamlining  and 
expediting  the  application  review 
process,  EPA  will  continue  the  present 
system  of  Agency  review  of 
applications.  Local  officials  and  most 
State  officials  who  offered  comments  to 
EPA  in  developing  the  interim  final  rule 
believed  that  there  should  be  no 
administrative  role  for  States  in  the 
reimbursement  process.  Some  local 
officials,  however,  indicated  that  States 
might  assist  EPA  in  evaluating 
reimbursement  requests  since  they  may 
be  familiar  with  the  hazardous 
substance  incident  and  local 
government  response.  EPA  routinely 
notifies  the  appropriate  SERCs  of 
applications  for  local  government 
reimbursement  to  request  information 
regarding  the  applicant's  participation 
in  and  consistency  with  a  local 
emergency  response  plan. 

As  a  result  of  SERC  response,  the 
agency  has  denied  one  request  for 
reimbursement  due  to  noncompliance 
with  this  program  requirement.  EPA 
believes  that,  in  keeping  with  the 
expressed  intent  of  this  regulation,  the 
primary  burden  of  proof  of  response 
eligibility  and  the  degree  of  financial 


burden  resulting  from  the  response  rests 
with  the  local  government.  The 
reimbursement  application  was 
designed  so  that  sufficient  information 
for  a  fair  evaluation  by  the  Agency  is 
available  in  a  properly  completed 
application.  For  these  reasons,  the  State 
maintains  no  formal  or  routine  role  in 
the  administration  of  this 
reimbursement  program.  However,  EPA 
does  not  intend  for  this  rule  to  preclude 
or  interfere  with  existing  State  and  local 
response  procedures. 

The  Agency  received  several 
comments  which  suggested  that 
aggregate  income  (i.e.,  per  capita  income 
multiplied  by  population)  is  not  a 
reliable  indicator  of  the  size  of  a  local 

S;ovemment's  budget.  The  population 
actor  is  included  in  the  denominator  of 
that  formula  to  ensure  that,  when  a  large 
locale  and  a  small  locale  with  similar 
per  capita  incomes  are  being  considered 
for  reimbursement  concurrently, 
priority  will  be  given  to  the  applicant 
with  a  smaller  budget  proportionate  to 
the  eligible  costs  of  the  response. 

The  Agency  believes  that  the 
Congressional  intent  of  the  rule  is  to 
favor  small  local  governments. 
However,  relevant  financial  data  and 
other  factors  are  considered  when 
making  reimbursement  decisions.  In 
combination  with  additional  financial 
data  provided  by  applicants,  EPA  will 
use  the  present  ranking  to  distribute 
reimbursements  first  to  local 
governments  with  the  most  limited 
resources.  It  should  be  noted  that  the 
Agency's  expectation  that  some 
applications  may  not  be  reimbursed  due 
to  the  limited  availability  of  funds  has 
not  been  realized.  In  two  years  of 
implementing  the  local  government 
reimbursement  program,  no  applicant 
has  been  denied  reimbursement  because 
of  the  lack  of  available  funds.  This  is 
due,  in  part,  to  the  fact  that  many 
applications  have  documented 
allowable  costs  totalling  considerably 
less  than  the  $25,000  per  response  limit. 

Comments  on  the  interim  final  rule 
also  suggested  considering  reimbursing 
on  the  basis  of  a  local  government's  total 
annual  response  expenditures.  The 
Agency  considered  this  approach 
carefully  during  development  of  the 
interim  final  rule  and  maintains  its 
position.  Experience  with  screening 
reimbursement  requests  has  shown  that 
many  applicants  have  difficulty 
documenting  the  costs  associated  with  a 
single  response  that  occurred  recently. 
Information  on  annual  expenditures 
would  have  to  be  for  the  previous  year 
so  that  applicants  could  meet  the  filing 
deadline  for  the  specific  response  for 
which  reimbursement  is  requested.  The 
Agency  believes  that  requiring  local 


governments  to  compile  and  document 
expenditures  for  hazardous  substance 
responses  occurring  over  the  entire 
previous  year  would  be  inordinately 
burdensome  and  would  discourage 
them  from  submitting  applications. 
Furthermore,  not  all  responses 
occurring  in  a  year  are  eligible  for 
reimbursement  under  this  program.  It 
would  not  be  consistent  with  the  intent 
of  this  regulation  to  consider  the  costs 
of  ineligible  responses.  Information  on 
the  frequency  and  magnitude  of 
previous  responses  is  the  kind  of 
additional  supporting  data  that  EPA 
currently  considers  in  determining 
reimbursement  priority. 

c.  Final  Rule 

Section  310.60(e)  has  been  amended 
to  clarify  that  larger  burden  formula 
fi-actions  represent  a  greater  burden  than 
smaller  fractions. 

3.  Section  310.70  Records  Retention 

a.  Interim  Final  Rule 

This  section  stipulates  that  an 
applicant  receiving  a  reimbursement 
must  maintain  cost  documentation  and 
other  relevant  records,  and  must 
provide  EPA  access  to  these  materials 
for  ten  years  from  the  date  of 
reimbursement.  This  requirement 
ensures  the  availability  of  pertinent 
information  if  EPA  pursues  cost 
recovery  for  this  response.  Once  the  ten 
years  has  expired,  the  applicant  must 
notify  EPA  of  any  intention  to  destroy 
these  records.  If  EPA  chooses  not  to  take 
possession  of  them,  the  local  authority 
may  dispose  of  the  materials.  The 
requirements  of  this  section  do  not 
apply  to  requests  that  have  been  denied 
and  are  not  being  disputed  under 
§310.90. 

b.  Response  to  Comments  and 
Clarifications 

The  Agency  received  no  comments  on 
this  section  of  the  interim  final  rule. 

c.  Final  Rule 

No  change  in  §  310.70  of  the  interim 
final  rule. 

4.  Section  310.80  Payment  of  Approved 
Reimbursement  Requests 

a.  Interim  Final  Rule 

This  section  stipulates  that 
reimbursement  payments  can  be  made 
only  when  an  appropriation  in  the 
Superfund  is  available  and  that 
payments  will  be  in  the  order  in  which 
approved  requests  are  ranked,  according 
to  financial  burden  on  the  applicant. 
This  provision  is  consistent  with 
Section  111(e)(1)  of  CERCLA,  which 
restricts  payment  of  claims  against  the 


5.  Section , 
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Supeiiund  "in  excess  of  the  total  money 
in  the  Fund." 

b.  Response  to  Comments  and 
ClarificatioRS 

The  Ageacy  received  do  comments  on 
this  section  of  the  interim  final  rule. 

c.  Final  Rule 

No  change  in  §  310.80  of  the  interim 
final  rule. 

5.  Section  31030  Disputes  Resotatian 

a.  Interim  Final  Rule 

This  section  specifies  EPA's 
procedures  for  reviews  of  a  denial  of 
reimbursement  and  reviews  of  the 
amount  of  reimbursement,  either  of 
which  the  requester  may  choose  to 
dispute.  The  applicant  has  60  days  from 
the  date  of  die  reimbursement  decision 
to  request  a  review,  otherwise  that 
decision  constitutes  a  final  Agency 
action.  The  request  for  review  includes 
a  discussion  of  the  issue  involved  and 
a  statement  of  the  applicant's  objection. 
After  filing  for  review,  the  applicant  is 
entitled  to  an  informal  conference  with 
the  EPA  disputes  decision  official.  The 
requester  may  be  represented  by  counsel 
and  submit  evidence  for  inclusion  in  a 
written  record.  The  Agency  will  provide 
the  requester  with  a  written  decision 
specifying  the  outcome  of  the  review. 
This  decision  constitutes  final  EPA 
action  on  the  matter. 

b.  Response  to  Comments  and 
Clarifications 

One  commenter  noted  that  the 
dispute  resolution  process  may  be 
inadequate  because  it  considers 
disputed  requests  after  all  other  requests 
have  been  received.  Dispute  decisions, 
therefore,  might  be  made  on  the  basis  of 
availability  of  fimds  rather  than  merit. 

As  soon  as  the  Agency  receives  a 
request  for  review,  funds  in  the  amount 
of  the  total  reimbursement  requested 
may  be  set  aside  imtil  a  final 
detemiination  is  made.  The  Agency 
intends  to  process  disputes 
expeditiously  and  thus  does  not 
anticipate  that  a  set  aside  of  funds  will 
ordinarily  be  necessary. 

c.  Final  Rule 

No  change  in  §  310.90  of  interim  final 
rule. 

VIL  Regulatory  Analyses 

A.  Executive  Order  No.  J 2291 

Under  Executive  Order  No.  12291,  the 
Agency  must  judge  whether  a  regulation 
is  "major"  and  thus  subject  to  the 
requirement  of  a  R^ulatory  Impact 
Analysis.  The  notice  published  today  is 
not  major  because  the  rule  will  not 


result  in  an  effect  on  the  economy  of 
$100  million  or  mors,  will  not  nsult  in 
increased  costs  or  prices,  will  not  have 
significant  adverse  effects  on 
compedtion.  employment,  investment, 
productivity  and  innovation  and  will 
not  significantly  disrupt  dtMnestic  or 
e^qMHl  raaricets.  Therelors,  the  Agancy 
has  not  prepared  a  Regulatory  Iinpect 
Analysis  under  the  Executive  Ordar. 
This  regulatian  was  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  at  required  by 
Executive  Order  No.  12291. 

B.  Begalatory  Flexibitity  Act 

The  Regulatory  Flexibility  AxA  of  1980 
requires  ^t  a  Regulatory  FlexilHlity 
Analysis  be  perfonned  for  all  rules  that 
are  likely  to  have  "significant  econonic 
impact  on  a  stdistantial  number  of  small 
entities."  This  regidation  involves 
reimbursement  of  the  costs  of  local 
governments  for  responding  to  a 
hazardous  substance  release.  This  is  a 
benefit  authorized  by  CEkCLA,  and 
does  not  adversely  affect  the  private 
sector  economy  or  small  entities,  which 
may  include  local  governments,  and  in 
fact  provides  a  benefit  to  local 
governments  in  the  form  of 
reimbursement  to  offset  financial 
hardship  incurred  fitjm  re^wnses  to 
hazardous  substances  and  pollutants  or 
contaminants.  EPA,  therefore,  certifi'es 
that  this  regulation  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities. 

C.  Paperwork  Reduction  Act 

The  information  collectiaii 
requirements  contained  in  Ais  rule  have 
been  approved  by  the  Office  of 
Management  and  Budget  (OMB)  imder 
the  provisions  of  the  PapenvoHc 
Reduction  Act,  44  U.S.C.  3501  et  seq. 
and  have  been  assigned  OMB  control 
number  2050-0077. 

Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  18.25  hours  per  response, 
including  time  for  reviewing 
instructions,  searching  existing  data 
soruces,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 

Send  comments  regarding  the  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
Chief.  Information  Policy  Branch.  PM- 
223y,  U.S.  Environmental  Protection 
Agency,  401 M  St..  SW..  Washington, 
DC  20460;  and  to  the  Office  of 
Information  and  Regulatory  Afbirs. 
Office  of  Management  and  Budget, 
Washington,  DC  20503,  marked 
"Attention:  Desk  Officer  for  EPA." 


List  of  SufaiacU  in  40  CFR  Part  310 

Administrative  practice  and 
prooediBv.  Hazanloas  sufaslancas. 
Incorporation  by  lafaieuoa. 
Inteigovemmental  relations.  Local 
govammai^.  R<qmrt8ng  and 
recordkeeping  raqoirentents.  Supecfiisd. 

Dated:  October  14, 1992. 
William  K.  Reilly, 
Administrator. 

For  the  reasons  set  out  in  the 
preamble,  title  40,  chapter  I  of  the  Code 
of  Federal  Regulations  is  amended  by 
revising  Part  310  to  read  as  follows: 

PART  310— RESIBURSEMENT  TO 
LOCAL  GOVERNMENTS  FOR 
EMERGENCY  RESPONSE  TO 
HAZARDOUS  SUBSTANCE  RELEASES 

Subpart  A— General 

S«c 

310.0S  Purpose,  scape  and  appiicahSitf. 

310.10  AbbieviatioDS. 

310.11  Defiaitians. 

310.12  Penalties. 


Subpart  I 

310.20    EligAnlity  for  reimbnrseflieiit. 
310.30    Retirements  Cor  requesting 

reimbursemant. 
310.40    Allowable  and  unaQowrijla  ooats. 

Subpart  C    Procetfuree  for  FMng  and 
ProcesefnQ  ReiintMireanMfil  neqaeala 

310.50    Piling  procedures. 

310.60    Verification  and  reimbursemeBt 

310.70    Records  retaetkiB. 

310.ao    Payment  of  approved 

roimbuiMiiMRt  nqaests. 
310.90    Diqnites  resalution. 

Appendix  I  to  Part  310— EPA  Regioas 
and  NRC  Telephone  Lines 

Appendix  n  to  Part  310 — Application 
for  Reimbursement  to  Local 
Governments  for  Energency  Response 
to  Hazardous  Sabstanoe  Releases 
Under  CERCLA  Section  123 

Authority.  42  U.S.C  9611(cHl1).  9623. 

Subpart  A— <a«naral 

f310X)5    Purpoea,  scope,  and  appUcabitity. 

(a)  Purpose.  Through  this  part,  the 
Environmental  Protection  Agency  (EPA) 
is  establishing  the  procedures  for 
reimbursing  local  governments  for 
temporary  emergency  measures  to 

Erevent  or  mitigate  injury  to  human 
ealth  or  the  environment,  as 
authorized  under  section  123  of  the 
Comprehensive  Environmental 
Response.  Compensation,  and  Liability 
Act  of  1980  (CERCLA),  as  amended  by 
the  Superfund  Amendments  and 
Reauthorization  Act  of  1986  (SARA). 
This  program  is  intended  to  alleviate 
significant  financial  burden  on  local 
governments  for  response  to  releases  or 
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threatened  releases  of  hazardous 
substances  or  pollutants  or 
contaminants  and  will  not  supplant 
local  funds  normally  provided  for 
response.  Reimbursement  does  not 
apply  to  expenditures  incurred  in  the 
course  of  providing  what  are 
traditionally  local  services  and 
responsibilities,  such  as  routine 
Erefighting. 

(b)  Scope.  Applications  for 
reimbursement  lor  temporary 
emergency  measures  may  be  submitted 
only  throu^  the  procedures  established 
in  this  part.  Any  general  purpose  unit  of 
local  government  for  a  political 
subdivision  may  request 
reimbursement.  States  are  not  eligible 
for  this  program.  Under  this  part,  local 
governments  may  apply  for 
reimbursement  for  temporary 
emergency  measures  performed 
subsequent  to  October  21. 1987. 
Reimbursement  may  be  made  for 
temporary  emergency  measures 
conducted  during  either  Federal-lead  or 
non-Federal-lead  responses. 

(c)  Applicability.  Reimbursement  to 
local  governments  for  temporary 
emergency  measures  may  not  exceed 
$25,000  per  single  response,  nor  may 
reimbursement  supplant  local  funds 
normally  provided  for  response. 
Because  CERCLA  specifies  that  no  more 
than  0.1%  of  the  amount  appropriated 
from  the  Hazardous  Substance 
Superfund  (Superfund  or  the  Fund)  may 
be  allocated  to  the  reimbursement 
program  for  the  five  fiscal  years 
beginning  October  1. 1986,  some 
requests  may  not  ever  be  reimbursed 
even  though  they  meet  all  requirements 
of  this  part. 

f3iaiO    Abbreviation*. 

CERCLA— The  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act  of  1980 
(Pub.  L.  96-510.  42  U.S.C  %01-75).  as 
amended  by  the  Superfund 
Amendments  and  Reauthorization  Act 
of  1986.  also  known  as  Superfund. 

EPA  or  the  Agency — ^Environmental 
_ .  Protection  Agency 

NCP— National  Oil  and  Hazardous 
Substances  Pollution  Contingency  Plan 
also  known  as  the  National  Contingency 
Plan. 

OMB — Office  of  Management  and 
Budget. 

SARA— The  Superfund  Amendments 
and  Reauthorization  Act  of  1986  (Pub. 
L.  99-499.  42  U.S.C.  9601). 

USCG— U.S.  Coast  Guard. 


fSiail    OeAnMone. 

For  purposes  of  this  part  except  when 
otherwise  specified: 


(a)  Date  of  completion  means  the  date 
when  all  field  work  has  been  completed 
and  all  deliverables  (e.g..  lab  results, 
technical  expert  reports)  have  been 
received  by  the  local  government; 

(b)  Emergency  Planning  and 
Community  Right-To-Know  Act  of  1 986 
means  Title  HI— Emergency  Planning 
and  Community  Right-To-Know  Act  of 
the  Superfund  Amendments  and 
Reauthorization  Act  of  1986  (EPCRA) 
(Pub.  L.  99-499.  42  U.S.C  960); 

(c)  General  purpose  unit  of  local 
government  means  the  governing  body 
of  a  county,  parish,  municipality,  city, 
town,  township.  Federally-recognized 
Indian  tribe  or  similar  govemina  body; 

(d)  Hazardous  substance,  as  defined 
by  section  101(14)  of  CERCLA.  means: 

(1)  Any  substance  designated 
pursuant  to  section  311(b)(2)(A)  of  the 
Federal  Water  Pollution  Control  Act: 

(2)  Any  element,  compound,  mixture, 
solution,  or  substance  designated 
pursuant  to  section  102  of  CERCLA; 

(3)  Any  hazardous  waste  having  the 
characteristics  identified  under  or  listed 
pursuant  to  section  3001  of  the  Solid 
Waste  Disposal  Act  (but  not  including 
any  waste  the  regulation  of  which  under 
the  Solid  Waste  Disposal  Act  has  been 
suspended  by  Act  of  Congress); 

(4)  Any  toxic  pollutant  listed  under 
section  307(a)  of  the  Federal  Water 
Pollution  Control  Act; 

(5)  Any  hazardous  air  pollutant  listed 
under  section  112  of  the  Clean  Air  Act; 
and 

(6)  Any  imminently  hazardous 
chemical  substance  or  mixture  with 
respect  to  which  the  Administrator  has 
taken  action  pursuant  to  section  7  of  the 
Toxic  Substances  Control  Act. 

The  term  does  not  include  petroleum, 
including  crude  oil  or  any  fraction 
thereof  that  is  not  otherwise  specifically 
listed  or  designated  as  a  hazardous 
substcmce  imder  paragraphs  (d)(1) 
through  (d)(6)  of  this  section,  and  the 
term  does  not  include  natural  gas. 
natural  gas  liquids,  liquefied  natural 
gas,  or  synthetic  gas  usable  for  fuel  (or 
mixtures  of  natural  gas  and  such 
synthetic  gas); 

(e)  Local  emergency  response  plan 
means  the  emergency  plan  prepared  by 
the  Local  Emergency  Planning 
Committee  (LEPC)  as  required  by 
section  303  of  the  Emergency  Planning 
and  Community  Right-To-Know  Act  of 
1986  (SARA  TiUe  ffl)  (EPCRA); 

(f)  National  Contingency  Plan  means 
the  National  Oil  and  Hazardous 
Substances  Pollution  Contingency  Plan 
(40  CFR  part  300); 

(g)  National  Response  Center  means 
the  national  conununications  center 
located  in  Washington.  DC.  that  receives 
and  relays  notice  of  oil  discharge  or 


releases  of  hazardous  substances  to 
appropriate  Federal  officials; 

(h)  Pollutant  or  contaminant,  as 
defined  by  secUon  104(a)(2)  of  CERCLA. 
includes,  but  is  not  limited  to,  any 
element,  substance,  compound,  or 
mixture,  including  disease-causing 
agents,  which  after  release  into  the 
environment  and  upon  exposure, 
ingestion,  inhalation,  or  assimilation 
into  any  organism,  either  directly  from 
the  environment  or  indirectly  by 
ingestion  through  food  chains,  will  or 
may  reasonably  be  anticipated  to  cause 
death,  disease,  behavioral  abnormalities, 
cancer,  genetic  mutation,  physiological 
malfunctions  (including  malfunctions  in 
reproduction)  or  physical  deformations, 
in  such  organisms  or  their  offspring. 
The  term  does  not  include  petroleum, 
including  crude  oil  and  any  fraction 
thereof  that  is  not  otherwise  specifically 
listed  or  designated  as  a  hazardous 
substance  under  section  101(14)  (A) 
through  (F)  of  CERCLA.  noi  does  it 
include  natural  gas,  liquefitMl  natural 
gas.  or  synthetic  gas  of  pipeline  quality 
(or  mixtures  of  natural  gas  and  such 
synthetic  gas); 

(i)  Release,  as  defined  by  section 
101(22)  of  CERCLA,  means  any  spilling, 
leaking,  pumping,  pouring,  emitting, 
emptying,  discharging,  injection, 
escaping,  leaching,  dumping,  or 
disposing  into  the  environment,  but 
excludes:  any  release  that  results  in 
exposure  to  persons  solely  within  a 
wprkplace.  with  respect  to  a  claim  that 
such  persons  may  assert  against  the 
employer  of  such  persons;  emissions 
from  the  engine  exhaust  of  a  motor 
vehicle,  rolling  stock,  aircraft,  vessel,  or 
pipeline  pumping  station  engine; 
release  of  source,  by-product  or  special 
nuclear  material  from  a  nuclear 
incident,  as  those  terms  are  defined  in 
the  Atomic  Energy  Act  of  1954.  if  such 
release  is  subject  to  requirements  with 
respect  to  financial  protection 
established  by  the  Nuclear  Regulatory 
Commission  under  section  170  of  such 
act.  or.  for  the  purpose  of  section  104  of 
CERCLA  or  any  other  response  action, 
any  release  of  source,  by-product,  or 
special  nuclear  material  from  any 
processing  site  designated  imder  section 
122(a)(1)  or  302(a)  of  the  Uranium  Mill 
Tailings  Radiation  Control  Act  of  1978; 
and  the  normal  application  of  fertilizer. 
For  the  purposes  of  this  part,  release 
also  means  threat  of  release; 

(j)  Si/ig/e  response  means  all  of  the 
concerted  activities  conducted  in 
response  to  a  single  episode,  incident  or 
threat  causing  or  contributing  to  a 
release  or  threatened  release  of 
hazardous  substances  of  pollutants  or 
contaminants. 
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{310.12   PwmMm. 

Any  person  who  knowingly  gives  or 
causes  to  be  given  any  false  statement  or 
claim  as  part  of  any  application  for 
reimbursement  under  section  123  of 
CERCLA,  upon  conviction,  may  be  fined 
or  imprisoned  subject  to  the  False 
Statement  Act  (Pub.  L.  97-398. 18 
U.S.C.  1001)  and  the  False  Claims  Act 
(Pub.  L.  99-562.  31  U.S.C.  3729). 

Subpart  B — Reimbursement 

§310.20    EliglbUfty  for  r*imlHirswTMnL 

(a)  Any  general  purpose  unit  of  local 
government  may  request  reimbursement 
for  temporary  emergency  measures  if  all 
requirements  imder  §  310.30  are  met. 

(b)  States  are  not  eligible  for 
reimbursement  for  temporary 
emergency  measures  and  no  State  may 
request  reimbursement  on  its  own 
behalf  or  on  the  behalf  of  poUtical 
subdivisions  within  the  State. 

S  31 0.30    Raquirmnents  for  requesting 
reimbursement 

(a)  Response  must  have  been  initiated 
on  or  after  October  21. 1987.  the 
effective  date  of  the  interim  final  rule 
.which  governed  the  reimbursement 
process  prior  to  the  effective  date  of  this 
part. 

Cb)  The  local  government  must  inform 
EPA  or  the  National  Response  Center 
(NRC)  of  the  response  as  soon  as 
possible,  but  not  later  than  24  hours 
after  die  start  of  a  response,  imless  EPA 
or  the  USCG  has  been  contacted  via  the 
NRC  or  other  established  response 
communication  channel.  EPA  Regional 
offices  and  NRC  telephone  numbers  are 
listed  in  Appendix  I  of  this  part. 

(c)  Requests  for  reimbursement  must 
demonstrate  that  response  actions  are 
consistent  with  CERCLA.  the  NCP  and. 
where  applicable,  the  local 
comprehensive  emergency  response 
plan  completed  under  the  Emergency 
Planning  and  Community  Right-to- 
Know  Act  of  1986  (EPCRA). 

(d)  Requests  for  reimbursement  must 
provide  assurance  that  reimbursement 
for  costs  incurred  for  temporary 
emergency  measures  does  not  supplant 
local  funds  normally  provided  for 
response. 

(e)  Applicants  for  reimbursement 
must  first  present  requests  for  payment 
of  incurred  costs  to  all  known 
potentially  responsible  parties  (PRPs) 
and  permit  at  least  60  days  for  payment 
or  for  expression  of  intent  to  pay  or 
willingness  to  negotiate  prior  to 
submitting  a  reimbursement  request  to 
the  Agency.  Local  governments  also 
must  pursue  all  other  sources  of 
reimbiusemen .  (e.g.,  insurance, 
reimbursement  firom  the  State)  before 


seeking  reimbursement  from  EPA  under 
this  part 

(f)  After  CXlober  17, 1988,  the 
applicant's  jurisdiction  must  be 
included  in  the  comprehensive 
emergency  response  plan  completed  by 
the  Local  Emergency  Planning 
Committee  (LEPC)  as  required  by 
section  303(a)  of  EPCRA.  This 
requirement  does  not  apply  if  the  State 
Emergency  Response  Commission 
(SERC)  has  not  established  an  LEPC 
responsible  for  the  emergency  planning 
district(s)  encompassing  the  appUcant's 
geographic  boundaries. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2050-0077) 

f  31 0.40    Allowable  and  unailowable  costs. 

To  be  allowable,  costs  for  which 
reimbursement  is  sought  must  be 
consistent  with  CERCLA  and  with 
Federal  cost  principles  outlined  in  the 
OMB  Circular  A-87.  "Cost  Principles 
for  State  and  Local  Governments."  The 
local  government  may  also  seek 
assistance  firom  the  EPA  Regional  Office 
in  determining  which  costs  may  be 
allowable.  Final  determination  of  the 
reasonableness  of  the  costs  for  which 
reimbursement  is  sought  will  be  made 
by  EPA. 

(a)  Allowable  cost.  In  general, 
allowable  costs  are  those  project  costs 
are  eligible,  reasonable,  necessary  and 
allocable  to  the  project.  Costs  allowable 
for  reimbursement  may  include,  but  are 
not  limited  to: 

(1)  "Disposable  materials  and 
supplies"  acquired,  consumed,  and 
expended  specifically  for  the  purpose  of 
the  response  for  which  reimbursement 
is  being  requested  (hereafter  referred  to 
as  "the  response"); 

(2)  Compensation  for  unbudgeted 
wages  of  employees  for  the  time  and 
efforts  devoted  specifically  to  the 
response  that  are  not  otherwise 
provided  for  in  the  applicant's  operating 
budget  (e.g.,  overtime  pay  for  permanent 
full-time  and  other  than  full-time 
employees); 

(3)  Rental  or  leasing  of  equipment 
used  specifically  for  the  response  (e.g., 
protective  equipment  or  clothing, 
scientific  and  technical  equipment) 
(Note:  reimbursement  for  these  costs 
will  not  exceed  the  duration  of  the 
response); 

(4)  Replacement  costs  for  equipment 
owned  by  the  applicant  that  is 
contaminated  beyond  reuse  or  repair,  if 
the  applicant  can  demonstrate  that  the 
equipment  was  a  total  loss  and  that  the 
loss  occurred  during  the  response  (e.g., 
self-contained  breathing  apparatus 
irretrievably  contaminated  during  the 
response):  ^ 


(5)  Decontamination  of  equipment 
contaminated  during  the  response; 

(6)  Special  technical  services 
specifically  reqxiired  for  the  response 
(e.g.,  costs  associated  with  the  time  and 
efforts  of  technical  experts/speciafists 
not  otherwise  provided  for  by  the  local 
govenmient); 

(7)  Other  special  services  specifically 
required  for  the  response  (e.g.,  utilities)^ 

(8)  Laboratory  costs  for  purposes  of 
analyzing  samples  taken  during  the 
response; 

(9)  Evacuation  costs  associated  with 
the  services,  supplies,  and  equipment 
procured  for  a  specific  evacuation;  and 

(10)  Containerization  or  packaging 
cost  including  transportation  and 
disposal  of  hazardous  wastes. 

(b)  Unallowable  costs.  Unallowable 
costs  for  reimbursement  include,  but  are 
not  limited  to: 

(1)  Purchase  or  routine  maintenance 
of  equipment  of  a  durable  nature  that  is 
expected  to  have  a  period  of  service  of 
one  year  or  more  after  being  put  into  use 
without  material  impairment  of  its 
physical  condition,  except  as  provided 
in  paragraphs  (a)(4)  and  (a)(5)  of  this 
section; 

(2)  Materials  and  supplies  not 
piutihased  specifically  for  the  response; 

(3)  Employee  fringe  benefits; 

(4)  Administrative  costs  for  filing 
reimbursement  applications; 

(5)  Employee  out-of-pocket  expenses 
normally  provided  for  in  the  applicant's 
operating  budget  (e.g.,  meals,  fiiel); 

(6)  Legal  expenses  that  may  be 
incurred  as  a  result  of  response 
activities,  including  efforts  to  recover 
costs  for  potentially  responsible  parties; 
and 

(7)  Medical  expenses  incurred  as  a 
result  of  response  activities. 

(c)  Detailed  cost  documentation. 
Detailed  cost  documentation  must  be 
provided  by  the  local  government  and 
ensure  that  costs  inclined  are 
substantiated  and  that  cost 
documentation  is  adequate  for  an 
Agency  audit.  Documentation  of 
response  costs  must  include  at  a 
minimum. 

(1)  Specification  of  the  temporary 
emergency  measures  for  which 
reimbursement  is  requested; 

(2)  Specification  ot  the  local  agency 
incurring  the  cost; 

(3)  Detailed  breakdown  of  actual 
costs,  by  cost  element  such  as  overtime, 
equipment  rental; 

(4)  Supporting  documents  such  as 
invoices,  sales  receipts,  rental  or  leasing 
agreements;  and 

(5)  Generally  accepted  accounting 
practices  consistently  applied. 

(Approved  by  the  Office  of  Management  and 
Budget  imder  control  number  2050-077) 


Federal  Resistflr  /  Vol.  58.  No.  10  /  Friday.  Tanuarv  15.  1993  /  Rules  and  Reiiulations 


4831 


4830  Federal  Regieter  /  Vol.  58.  No.  10  /  Friday.  January  IS.  1993  /  Rules  and  Regulations 


forFWngand 


Subpwt 
ProceeimQ 


iSIOJO    FWng 

(a)  Only  on«  request  for 
reimbursement  will  be  accepted  for  each 
hazardous  substance  emergency 
requiring  immediate  response  at  the 
local  level.  When  more  ttian  one  local 
agency  or  government  has  participated 
in  such  a  response,  those  agencies  and 
governments  must  determine  which 
single  entity  will  submit  the  request  on 
behalf  of  them  all. 

(b)  A  request  for  reimbursement  must 
be  submitted  on  EPA  form  9310-1. 
illustrated  in  Appendix  n  of  this  part, 
and  must  demonstrate  that: 

(1)  Costs  for  which  reimbursement  is 
sou^t  were  incurred  for  temporary 
emergency  measxires  taken  by  the  local 
government  to  protect  human  health 
and  the  environment  from  releases  or 
threatened  releases  of  hazardous 
substances,  pollutants  or  contaminants: 
temporary*  emergency  measures  may 
include  security,  source  control,  release 
containment,  neutralization  or  other 
treatment  methods,  contaminated  runoff 
control  and  similar  activities  jpitigating 
immediate  threats  to  hiiman  health  and 
the  environment; 

(2)  Reasonable  effort  has  been  made  to 
recover  costs  from  the  responsible  party 
and  from  any  other  available  source  and 
that  such  effort  has  beea  unsuccessful; 
and 

(3)  Response  actions  were  not 
inconsistent  with  CERCLA.  the  NCP 
and,  if  applicable,  the  local  emergency 
response  plan  required  under  Title  III  of 
SARA. 

(c)  Applicants  must  certify  that: 

(1)  All  costs  are  accurate  and  were 
incurred  specifically  for  the  response  for 
which  reimbursement  is  being 
requested: 

(2)  The  local  government  complied 
with  the  requirement  to  inform  EPA  or 
the  USCG  of  the  response,  as  specified 
in  §  310.30(b); 

(3)  Reimbursement  for  costs  incurred 
for  response  activities  does  not  supplant 
local  funds  normally  provided  for 
response; 

(4)  The  Potentially  Responsible  Party 
(PRP)  cannot  be  identified  or  is 
unwilling  or  unable  to  pay;  and 

(5)  If  costs  subsequently  are  recovered 
from  responsible  parties  or  other 
sources  after  the  local  government  has 
received  reimbursement  from  the 
Superfund.  the  local  government  agrees 
to  return  to  EPA  the  reimbursement 
monies  for  which  costs  have  been 
recovered. 

(d)  Reimbursement  requests  must  be 
received  by  EPA  within  one  year  of  the 
date  of  completion  of  the  response  for 


which  reimbursement  is  being 
requested.  Late  applications  must 
include  an  explanation  of  the  delay  and 
will  be  considered  on  a  case-by-case 
basis. 

(e)  A  request  for  reimbursement  must 
be  signed  by  the  authorized 
representative  who  is  the  highest 
ranking  official  of  the  local  government 
or  his  or  her  delegate. 

(0  Completed  appUcation  and 
supporting  data  should  be  mailed  to  the 
LGR  Project  Officer,  Emergency 
Response  Division  (5202-G). 
Environmental  Protection  Agency,  401 
M  Street  SW..  Washington.  DC  20460. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  2050-0077) 

fSiaeo    Verification  and  rataiburMiiMnt 

(a)  Upon  receipt  of  a  reimbursement 
request,  EPA  vrill  verify  that  it  complies 
with  all  requirements.  Where  the 
request  is  incomplete  or  has  significant 
defects,  EPA  will  return  the  request  to 
the  applicant  with  written  notification 
of  its  deficiencies. 

(b)  A  request  returned  to  the.applicant 
for  correction  of  deficiencies  must  be 
resubmitted  to  EPA  within  60  days. 

(c)  For  purposes  of  this  part,  a 
reimbursement  request  is  deemed 
complete  when  EPA  determines  that  the 
request  compUes  fully  with  all 
requirements  for  reimbursement  and 
with  all  filing  procedures.  When  the 
request  is  complete,  a  notice  will  be 
provided  to  the  applicant  of  EPA's 
receipt  and  acceptance  for  evaluation. 

(d)  If  EPA  determines  that  it  cannot 
complete  its  evaluation  of  a  request 
because  the  records,  dociunents  and 
other  evidence  were  not  maintained  in 
accordance  with  generally  accepted 
accounting  principles  and  practices 
consistently  applied,  or  were  for  any 
reason  inadequate  to  demonstrate  the 
reasonableness  of  the  costs  claimed, 
EPA  may  reject  the  request  or  make 
adjustments,  if  possible.  Further 
consideration  of  such  amounts  will 
depend  on  the  adequacy  of  subsequent 
documentation.  Any  additional 
information  requested  by  EPA  must  be 
submitted  within  60  days  unless 
specifically  extended  by  EPA.  The 
failure  of  the  applicant  to  provide  in  a 
timely  manner  the  requested 
information  without  reasonable  cause 
may  be  cause  for  denial  of  the 
reimbursement  request. 

(e)  When  the  reimbursement  request 
is  completed,  EPA  will  rank  the  request 
on  the  basis  of  financial  burden. 
Financial  burden  will  be  based  on  the 
ratio  of  eligible  response  costs  to  the 
applicant  locality's  annual  per  capita 
income  adjusted  for  population,  with 
larger  fractions  representing  greater 


burden  than  smaller  fractions.  Per  capita 
income  and  population  statistics  used  to 
calculate  financial  burden  rfiall  be  those 
published  by  the  U.S.  Department  of 
Commerce,  Bureau  of  the  Censtis,  in 
Current  Population  Reports.  Local 
Population  Estimates,  Series  P-26, 
"1988  Population  and  1987  Per  Capita 
Income  Estimates  for  Counties  and 
Incorporated  Places,"  Vols.  88-S-SC, 
88-ENC-SC.  88-NE-SC.  88-W-SC.  88- 
WNC-SC,  March  1990.  This 
incorporation  by  reference  was 
approved  by  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  Part  51.  Copies  are 
available  from  the  Bureau  of  the  Census, 
Office  of  Public  Affairs.  Department  of 
Commerce,  Constitution  Avenue,  NE, 
Washington,  DC  20230  (1-202-763- 
4040).  Copies  may  be  inspected  at  the  . 
U.S.  Environmental  Protection  Agency 
401  M  Street.  SW.  Washington.  DC,  or 
at  the  Office  of  the  Federal  Register,  800 
N.  Capitol  Street  NW.,  7th  Floor,  suite 
700.  Washington,  DC.  In  ranking 
requests  on  the  basis  of  financial 
burden.  EPA  also  will  give 
consideration  to  other  relevant  financial 
information  supplied  by  the  applicant. 
Once  the  request  is  ranked,  EPA  will: 

(1)  Reimburse  the  request  or; 

(2)  Decline  to  reimburse  the  request; 


or 


(3)  Hold  the  request  for 
reconsideration  if  fiinding.for  the 
current  review  period  has  been 
exceeded. 

(f)  Reimbursement  will  be  made: 

(1)  Only  for  costs  that  are  allowable, 
reasonable  and  necessary:  and 

(2)  Only  to  the  extent  that  the 
temporary  emergency  measures 
conformed  to  response  criteria 
established  by  CERCLA,  the  NCP  and 
the  local  emergency  response  plan,  if 
applicable. 

(g)  The  EPA  reimbursement  official 
will  provide  the  requester  with  a  written 
final  decision.  Payment  of  approved 
requests  will  be  made  according  to 
§310.80. 

(h)  Requests  that  are  not  reimbursed 
after  initial  consideration  remain  open 
for  reconsideration,  at  the  EPA 
reimbursement  official's  discretion,  for 
one  year.  EPA  will  notify  the  requester 
in  writing  if  the  request  is  held  for  later 
review.  After  that  time,  an 
unreimbursed  request  will  no  longer  be 
considered  and  H>A  will  notify  the 
requester  in  writing  that  the  request  has 
been  denied. 

S  310.70    Reeorde  retention. 
An  applicant  receiving  a 
reimbursement  frtim  the  Superfund  is 
required  to  maintain  all  cost 
documentation  and  any  other  records 


§310.80    Pi 
retmbuTMm 
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relating  to  the  reimbursement  request 
and  to  provide  EPA  with  access  to  such 
records.  If,  after  ten  years  firom  the  date 
of  the  reimbursement  from  the 
Superfund,  EPA  has  not  initiated  a  cost 
recovery  action,  the  appUcant  need 
retain  the  records  no  longer.  The 
appUcant  must  provide  EPA  with  a  60 
day  notice  on  its  intent  to  destroy  the 
records.  This  notification  will  allow 
EPA  the  opportimity  to  take  possession 
of  these  records  before  they  are 
destroyed. 

§  310.80    Payment  of  approved 
reimburaamant  raquaata. 

A  reimbursement  from  the  Superfund 
can  be  paid  only  when  Superfund 
monies  are  available.  An  approved 
request  in  excess  of  Superfund 
appropriations  available  to  EPA  may  be 
paid  only  when  additional  money  is 
appropriated.  As  appropriations  in  the 
Superfund  become  available. 


reimbursements  will  be  made  in  the 
order  in  which  approved  requests  are 
ranked,  according  to  relative  financial 
burden. 

1310.90    Diaputaa  raaolution. 

The  procedures  in  this  section  apply 
to  reviews  of  denial  of  reimbursement 
and  reviews  of  amoimt  of 
reimbursement. 

(a)  The  EPA  reimbursement  official's 
decision  constitutes  final  Agency  action 
imless  the  requester  files  a  request  for 
review  by  registered  mail  within  60 
calendar  days  of  the  date  of  decision  to 
the  address  given  in  §  310.50(f). 

fb)  The  request  for  review  of  the  EPA 
reimbursement  official's  final  written 
decision  must  be  filed  with  the  disputes 
decision  official  identified  in  the  final 
written  decision. 

(c)  The  request  for  review  must 
include: 


(1)  A  copy  of  the  EPA  reimbursement 
offidal's  final  decision: 

(2)  A  statement  of  the  amount  in 
dispute; 

(3)  A  description  of  the  issues 
involved;  and 

(4)  A  concise  statement  of  the 
requester's  objection  to  the  final 
decision. 

(d)  After  filing  for  review,  the 
requester: 

(1)  Is  entitled  to  an  informal 
conference  with  the  EPA  disputes 
decision  official; 

(2)  May  be  represented  by  cotmsel 
and  may  submit  documentary  evidence 
and  briefs  for  inclusion  in  a  written 
record;  and 

(3)  Is  entitled  to  a  written  decision  by 
the  disputes  decision  official  within  45 
days  frt)m  receipt  of  the  request. 
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Appenok  1  TO  Part  310.-^PA  Regions  and  NRC  Telb>hone  Lines 
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Table  1 
Detailed  Cost  Breakdown 

Temporary  Emergericy  Measure 

Cost  Incurred  By 

Cost  Element 
(See  Attachment  1) 

Amount 

' 

1                    1 
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Attach  aupporting  documentation.  e.g.,  invoicea.  aalea  recelpta,  rental  aoreementa 
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Attachement  1.— Cost  Element  Cooes  and  Comments 


Codt 


PC 

TR 

RC 

OS 


CoMcaMgoiy 


ParaorvMl  Com- 


OVwr  Conmdual 
San^oM. 


Cost  clMMnl 


of  ttw  local  aganc/s 


PCI:  OvatOma— tor  ta(\rfcaa  In 

standard  «»oik  day  or  worti  waak. 

PC2:  Enartt  and  corauRanla-tor  aaivteaa  randarad  on  a  par 
dtam  or  laa  basis  or  tor  sarvlcaa  o(  an  MaimMant.  adviaoiy 


SM 


EQ 


Ei^u^pmanl 


TR1:  rasaanpsr  vaNda  rantal-tor  transportation  of  parsons 
during  swacuatlon. 

TR2:   Norvassangar  vaNda  lanlal   tor  transportation  of 

aquipmantorsuppiaa.  

nci:  mwsi   tor  powar.  «MMr.  alactrtdly  and  oVtar  san^caa 

awrSisTrs  nf  transpTTflarr  r-* "-- "-'~''~^ 
OSl:  Contracts  tor  ischnical  or  sdsntWc  analyala   tor  tasks 
(aquMng  spadalzad  hazardous  substanoa  raaponaa  aiqwr- 

OSac  OaoontammaUon  sarvteaa-tor  spadalzad  daaning  or 
daoomammatkin  procadurss  and  suppiaa  to  raMora  doth- 
mg.  aqutomant  or  olhsr  aamtoaabia  gaar  to  nonnal  tondlon- 

km 

SMI:  CowmodWas  tor  protocdva  gaar  and  dotNng.  daanup^ 
tods  and  supplsa  and  sMtor  niatarlals  purdtasad  ^Mcin- 
caly  tor.  and  «9>andsd  during,  tlw  rssponaa. 

E01:  Raplacsmanh-tor  dursWa  aqdpmant  dadarad  a  total 
loss  as  s  rssuH  of  contamination  durtng  tha  raaponsa. 

EQ2:  Rsnl»-tor  usa  of  aqulpmant  ownad  by  ottwrs 


Commants 


Connansalton  of  ovartkna  costs  Incurrad  spadAcaHy  for  a  rs- 
sponsa  wN  ba  oonsktarad  only  H  ovattkna  is  not  othanwisa 
provldad  tor  m  ttw  appNcanrs  oparsting  budgat. 


Pnaangar  and  nonpassangar  vafdda  rantal  costs  wM  ba  con- 
sidarad  lor  prtvaia  vafitolaa  not  omna  or  oparated  by  tha 
i^jplcant  or  olhar  unit  of  tocal  govammanL 


UIIMy  oosu  wm  ba  constoarsd  tor  privata  udHtlas  not  ownad  or 
oparatad  by  tha  appNcani  or  othar  unit  of  tocal  govammanl 

May  mduda  such  Kama  as  spadaNzad  labonrtory  analysas 
and  sanipling. 


May  Induda  such  Itams  as  chamk:al  toam  to  supprsss  a  firs: 

tood  purchasad  spacMcally  tor  an  avacuatton;  air  puilfying 
camstars  for  brsathing  appartua:  dtaposabla.  protactlva  suMs 

andgtovaaiandsampingsupplas.  

Equ^wnsnt  raplacamanl  ooats  wM  ba  oonaidarad  H  applcant 
can  damonstrsta  total  teas  and  propar  dtapoaal  of  oontaml- 

natad  aqulpmont 
Equtomani  rantal  oosu  wW  ba  oonsidarad  lor  prtvataly  ownad 
aquipmanl  not  ownad  or  oparMsd  by  tha  appCcant  or  othar 

unit  of  tocal  govemmant 
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Table2 
Cost  Recovery  Summary 

Note:  This  **Cost  Recovery  Summary**  must  accompany  each  request  for  reimbursement. 

You  Must  nil  Out  Each  Section  Of  This  Form. 

Name  and  Title  of 
Source  Contacted 

Date(s) 
Contacted 

i          . 

Brief  Summary  of  Response 

Details 
Attached  * 

AttMnptt  to  RMOvar  Cotis  from 
Potentially  RMpcntlbto  PartiM 
(indudina  PRP  Insurance) 

jf 

Attwnpts  to  Recover  Costs  from 
State  Funding  Sources 

Attempts  to  Recover  Costs  from 
Local  Government  Insurance 

' 

- 

EPA  Form  9310-1  (Rev'9^) 

IFR  Doc.  93-995  Filed  1-14-93;  8:45  am] 
amjMO  coot  mm  to  c 


'Attach  copies  of  letters,  response  documents,  records,  logs,  etc. 


I 


S 


< 

o 


en 

n 

Z 

o 


2 


CJI 


CO 

CD 


CD 
« 


I 


c 

O 
g 


VOL 


I  SS 


1993 


UMI 


LJi 


FHday 

January  15,  1993 


Part  VI 


n  1 


Office  of 
Management  and 
Budget 

Budget  Rescissions  and  Deferrals; 
Cumulative  Report;  Notice 


4840 


Fwlaral  Ragifter  /  Vol  58.  No.  10  /  Frtday.  January  15,  1993  /  Notices 


OFFICE  OF  MANAQEMEKT  AND 
BUDGET 

CumuMiv*  Report  on  RMdMiona  and 


1  0 


Juuaty  1, 1993. 

TUs  rapoit  is  submitted  in  fulfillment 
of  the  lequiiement  of  section  1014(e)  of 
the  Congressional  Budget  and 
Impoundment  Control  Act  of  1974 
(Pid)Uc  Law  93-344).  Section  1014(e) 
requires  a  monthly  report  listing  all 
budget  authority  for  this  fiscal  year  for 
which,  as  of  the  first  day  of  the  month, 
a  special  message  has  been  transmitted 
to  Congress. 

This  report  gives  the  status  of  nine 
deferrals  contained  in  two  special 


messagaa  fas  FT  1993.  These  i 

W8M  traasmittH  to  Congran  on  October 

1.  and  December  30. 1992. 

Resdssioos 

As  of  the  date  of  this  repait.  no 
rescission  proposals  are  pending  befbia 
the  Congress. 

Defiarrals  (Attachments  A  and  Bf 

Attachment  A  provides  die  status  of 
the  $3,760.0  million  in  budpt  nitheiity 
being  deferred  from  obligation  ae  of 
January  1, 1993.  Attachment  B  provides 
the  status  of  each  deferral  reported 
during  FY  1993. 


InfiMmatioB  from  ^Mdal  MsssagM 

The  special  messages  containing 
information  on  the  defiBrrals  that  are 
covered  by  this  cumulative  report  are 
printed  in  the  Federal  KegistefB  dted 
below:  57  FR  46730.  Friday.  October  9. 
1992. 

(The  second  special  message  for  FY 
1993  had  not  been  printed  in  the 
Federal  Reglstar  as  of  the  date  of  this 
report.] 

IkhardDwwm. 
Director. 
Atachments 
■UMQ  CODE  9ita-at-M 


Deferral 

Routine 

Overturr 


1993 


UMI 
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STATUS  OF  FY  1993  DEFERRALS 


Deferrals  proposed  by  the  President. 


Routine  Executive  releases  through  January  1,  1993 


Overturned  by  the  Congress. 


Amounts 

(In  millions 

of  dollars) 


4/113.4 
-353.4 


Currently  before  the  Congress. 


3,760.0 


ATTACHMENT  B 

Status  of  FY  1993  Deferrals  -  As  of  January  1 ,  1993 

(Amounts  in  thousands  of  dollars) 


Releases(-) 


Aqencv/Bureau/Account 


Amounts  Transmitted 
Deferral      Original     Subsequent 
Number      Request     Change  (-f ) 


_  _            Amount 

Cumulative  Congres-  Congres-  Cumulative  Deferred 

Date  of         0MB/         sionally        slonal       Adjust-  as  of 

Message      Agency  Required      Action     ment8(+)  1-1-93 


FUNDS  APPROPRIATED  TO 
THE  PRESIDENT 

International  Security  Assistance 

Economic  supportfund D93-1 

093-1A 

Foreign  military  flnancing  grants D93-8 

Foreign  military  financing  program D93-9 

Agency  tor  international  Development 
Oemobilizatton  and  transition  fund D93-2 

DEPARTMENT  OF  AGRICULTURE 

Forest  Sen/ice 

Cooperative  work D93-3 

Expenses,  brush  disposal D93-4 

D93-4A 

DEPARTMENT  OF  DEFENSE  -  CIVIL 

Wildlife  Conservatton,  Military 
Reservations 
Wildlife  conservation,  Defense D93-5 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Social  Security  Administration 

Limitation  on  administrative  expenses „..         D93-6 


49^736 


1,487,000 
149,200 


13,750 


2.175 


1,49a774 


10-1-92 
12-30-92 

12-30-92 
12-30-92 


16-1-92 


364.582 

lb-1-92 

40,241 

10-1-92 

5,835 

12-30-92 

1D-1-92 


7,267 


10-1-92 


214.428 
138,997 


1,771,083 

1,487,000 
10,203 


13,750 


364,582 
46,076 


2.175 


7,267 


en 


Pagel 


05-Jan-93 


Aoencv/Bureau/Acoount 


ATTACHMENT  B 

Status  of  FY  1993  Dsferrais  -  As  of  January  1, 1993 

(Amounts  in  thousands  of  dollars) 


IFR  Doc  03-1016  Piled  1-14-93;  8:45  am| 
■HUNQ  ooot  9t1«-tl-C 


Amounts  Transmitted 
Deferral      Original     Subsequent 
Number      Request     Change  (♦) 


Releases(-) 


^ AmouM 

Cumulative  Congres-  Congres-  Cumulative  Deferred 
Date  of         0MB/         sionally        sional        Adjust-  as  of 

Message      Agency       Required      Action     ment8(-i-)  1-1-93 


DEPARTMENT  OF  STATE  ^ 

Bureau  for  Refugee  Programs 
United  States  emergerx^y  refugee  and 

migration  assistance  fund 093-7 

D93-7A 

TOTAL.  DEFERRALS 


10,123 


47.761 


2,567.075         1,546,371 


10-1-92 
12-30-92 


57,884 


Page  2 


353,425 


0         3,760,021 


05-Jan-93 


I- 

I 


en 

s 

i 


w 


VOL 


1  ss 

1  0 

JA 
15 

1993 

UMI 


Friday 

January  IS,  1993 


Part  VII 


Department  of 
Commerce 

National  Telecommunications  and 
Information  Administration 

t 
■  ■  ^  ■  '     ^  I.  -  .  ... 

Comprehensive  Examination  of  U.S. 
Regulation  of  International 
Telecommunications  Services;  Notice 


n  J 


4846 


Federal  RegWer  /  Vol.  58,  No.  10  /  Friday,  January  15.  1993  /  Notices 


DEPARTMENT  OF  COMMERCE 

National  Talacommunlcatlona  and 
Infonnation  Adminiatration 

[Dectat  No.  921291-4351] 

Comprahanalva  Examination  of  U.S. 
Regulation  oflntamatlonal 
Talacommunlcatlona  Sarvlcaa 

AQfNCY:  National  Telecommunications 

and  Infonnation  Administration  (NTIA), 

Commerce. 

ACnON:  Nodce  of  inquiry;  request  for 

comments^ 

summary:  NTIA  is  imdertaking  a 
comprehensive  study  to  examine  the 
economic,  technological,  regxdatory,  and 
policy  factors  affecting  the  provision  of 
U.S.  international  telecommimications 
services  (hereinafter  identiHed  as  ITS), 
and  evaluate,  in  light  of  those  factors, 
alternative  regulatory  policy 
approaches.  Public  comment  is 
requested  on  the  issues  identified  in  the 
Notice.  After  analyzing  such  comments, 
NTIA  will  issue,  as  appropriate,  a 
report,  which  may  recommend 
substantive  and  proceduiral  changes  in 
the  existing  U.S.  regulattory  approach  to 
ITS. 

DATES:  Comments  must  be  filed  on  or 
before  April  20, 1993,  and  reply 
comments  must  be  filed  on  or  before 
May  28. 1993.  to  receive  full 
consideration. 

ADDRESSES:  Comments  (ten  copies) 
should  be  sent  to:  Office  of  International 
Affairs,  NTIA.  U.S.  Department  of 
Commerce.  14th  St.  and  Constitution 
Ave..  NW..  room  4701.  Washington.  DC 
20230. 

FOR  FURTHER  MFORMATKM  OOMfNCT:  )ean 
M.  Prewitt.  (202)  482-1304  or  Suzanne 
R.  Settle.  (202)  482-1866.  Office  of 
International  Affoirs. 

Aodiarily:  The  Telecommonkatioin 
Authorizatioo  Ad  of  IMZ.  Fob.  L.  No.  102- 

538. 106  Stat  3533  (1922). 

SUPPLEMENTARY  MFORMATWN: 


Tabis  of  ConMntt 


I,  iiiimijuctfofl 

II.  EMtuHon  ol  U.S.  RacruMoiy  Erwtran- 
rrwnttorlTS: 

A>  InCfooucsoA  ....•.*■•.<■<•**>•■•••>••*••>>>■•••■••••• 
a  Opanlng  ttw  U.S.  ITS  MaiKM  to  Com- 

pMMIon  

C.  R«guMo«y  Approach  Governing  ITS  . 

1.  wnfnnonm  dOTNmvw  OMwssn 
Carrtws  and  t)»  Impact  on  Cut- 
tofnari'  CaRng  RalM 

2.  Mwnattonai  niiali  ol  Prtvals  Unas 

3.  Mamatonai  Compaimva  Canlar 

4.  Vm  Faoiiiiaa  and  Scivioaa  Auihor- 
a  Sadton  214  AUhortiaBona 


Pam- 


TsMadContanti 

graph 

b.    AuMwrtzaliona    (or    SubnariM 

CttM  LWKino  Ucanaaa 

4t 

0.  Umlli  ol  U.S.  ITS  Regulation 

44 

III.  Ctwngmg  Martnl  EfMronmart 

aa 

A.  OcMlopmonii  m  Technology  — 

47 

B.  U.&  MaiKat  Stnictura  for  ITS 

54 

C.  Fonign  Marhal  Sinjcturas  lor  Donaa- 

He   wid   Intamabonal   JtkteoamamI- 

caaona  Saivloaa — 

sa 

IV.  MarM  Aooaas  MHatlvaa  of  tfia  Bmh- 

m 

A.  Trade  NagoUailona — 

m 

a  TttaoommunlcaUone  Policy  Conadte- 

none 

75 

7a 

V.  Polcy  Dtbm/Sfmt»c  QuaMlona 

at 

A.  MartcM  Stfuduras 

88 

a   Appicaten  ol  ExMng  Ragukloqr 

PoHclM  to  ITS 

8S 

a  Role  of  Via  Commlialoa-  mrtMoMlf 

1  w^ri  ^M^M 

91 

D.  flilalloniWp  Oafw— n  RagaMDiy  iind 

CMwr     Tatooommunicaliona     Pelcy 

Ooala - 

95 

VI.  Condurtjo — 

9a 

1.  Introduction 


1 .  Under  the  National 
Telecommimications  and  Information 
Administration  (NTIA)  Organizatiaii 
Act.'  NTIA  serves  as  the  Presidant'a 
principal  adviser  on  domestic  and 
international  telecommimications 
polk^.  Accordingty.  NTIA  conducts 
inqnfaies  and  devMops 
recommendations  regarding 
telecommunications  issues  and  presents 
such  recommendations  to  the  public, 
tha  Congraaa.  the  Federal 
Communications  Commission 
(hereinafter  referred  to  as  the 
Conmiisaian).  foreign  governments,  and 
others. 

2.  This  Notice  of  Inquiry  (Notice) 
raviaws  U.&  nguktion  of  intematianal 
teleconununications  services  (ITS), 
which,  for  purposes  of  this  Notice, 
includa  all  typea  of  telecommunications 
servicaa  (La.,  oaaic  and  enhanced,  voice 
and  non-voice)  provided  between  the 
United  States  and  other  countries.'  To 
the  extent  that  ITS  is  regulated,  such 
regulation  is  primarily  the  responsibility 
of  the  Commission,  which  is  dxaiged  by 
the  Communications  Act  of  1934  with 
"regulating  interstate  and  foreign 
commerce  in  communication  by  wixe 


17 
22 


23 
29 

32 


■  The  NTIA  Ortanixation  Act  iMcain*  Uw  as  part 
of  dta  Talacommunication*  AuthorUaUoB  Act  of 
1M2.  Pub.  L.  No.  l02-53a.  108  Stat  3S»(1Sa8). 
This  Act  codifiaa  tha  authority  previously 
to  NTIA  1^  tha  Prasidant  and  tha  SeuaUiy  of 
Commarca. 

>  Whila  wa  usa  a  broad  dafinition  foe  ITS.  w* 
baUava  tha  aioat  acoBomlcally  lignlUrt  niaiit 
sagnant  is  basic  coauBon  carriar  taUphony 
(t.«.,  intamatioiial  maaiaga  talaphona 
IMTS)  and  that  thU  U  tha  markat 
graataat  ralavanca  to  tha  isauaa  raisad  !■ 
IMTS  is  tha  lam  uaad  in  tha  itttanatiaail 
cootaxt  to  daaaiba  tha  basic  sarricas  caRiad  ovar 
public  switched  oatworks,  othar  than  intamational 
telegraph  and  International  telex  services. 


and  radio  so  as  to  make  available,  so  far 
as  possible,  to  all  the  people  of  the 
United  SUtes  a  rapid,  efficient,  Nation- 
wide, and  world-wide  wire  and  radio 
communication  service  with  adequate 
facilities  at  reasonable  charges,  •  *  *."' 
The  Notice  also  examines  the 
relationship  between  the  Commission's 
regulation  of  ITS  (which  extends  only  to 
ITS  within  its  specific  Title  II  or  Title 
in  authority  under  the  Communications 
Act)  and  the  Executive  Branch's  efforts 
in  \he  trade  and  diplomatic  arenas^  to 
open  foreign  markets  to  U.S.  service 
providere  and  encourage,  on  a 
worldwide  basis,  regulatory 
liberalization  (through,  inter  alia,  the 
adoption  of  pro-competitive  policies 
and  the  elindnation  of  unnecessary 
government  restrictions)  and  the 
privatization  of  government-owned 
service  providers. 

3.  In  shaping  its  regulatory  approach 
to  ITS  over  the  past  decade,  the 
Commission  has  drawn  on  its 
experience  in  successfully  developing 
pro-competitive,  deregulatory  policies 
for  domestic  telecommunications 
services.  It  does  not  regulate 
international  enhanced  services  and 
private  carriage,  and  has  opened  the 
door  to  competition  in  international 
basic  voice  and  data  common  carrier 
services.  In  contrast,  there  has  been  far 
less  pro-competitive  regulatory  change 
in  most  foreign  markets.  As  a  result,  an 
as3rmmetrical  international  regulatory 
environment  for  ITS  has  developed. 
Competing  U.S.  carriers  in  the 
liberalized  U.S.  market  are  still 
interacting  primarily  with  foreign 
monopoly  carriere  in  highly  restricted 
foreign  markets.  In  dealing  with  this 
regufatory  asymmetry,  the  Commission 
has  focused  primarily  on  protecting  U.S. 
ratepayers  from  anticompetitive  activity 
by  foreign  monopoly  carriere.  although 
a^o  expressing  concern  about  the 
opening  and  liberalization  of  forei^ 
markets. 

4.  U.S.  Government  officials  and 
telecommunications  industry 
participants  and  observen  have 
increasingly  shown  interest  in  the 
policy  questions  raised  by  foreign 
participation  in  the  U.S.  ITS  market.' 


'47U.S.Cl51(l»e8). 

'The  Notice  is  not  intended  to  evaluate  the 
underlying  bases  of  these  trade  and  diplomattc 
affbrts.  Rathar.  it  focusaa  on  tha  implicatioiu  of  die 
intaractiaa  batwsan  thaaa  efforts  and  tha 
riiiii^iilnn'i  ralatod.  but  not  always  parfsctly 
confraaat  ragulalocy  approadi  to  ITS. 

>  Saa  ««..  Letter  Crom  Carla  A.  Hills.  U.S.  Trade 
Bapaaawtativa,  to  Alirad  Sikas.  Chairman.  Federal 
CaaBanicatiaas  Commission  (April  17. 1992); 
Laaar  from  John  C  Danfortfa  and  Bob  Par^wood. 
U.S.  Senators,  to  Alfred  Sikas.  Chairman.  Federal 
Communicatlou  Commission  Quly  24. 1992):  Lattai 
from  John  Dlngril.  U.S.  Raptasantatlva  to  Alfrad 
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Some  parties  have  siiggested  that  the 
Conunission's  regulatory  aoproach 
should  take  into  account  a  oroader  range 
of  factors,  including  the  trade  and 
international  competitiveness  concerns 
that  the  Executive  Branch  has  pursued 
in  multilateral  and  bilateral  fora. 
According  to  these  parties,  a  new 
regulatory  approach  is  needed  because 
of  ma)or  economic  and  technological 
changes  in  the  international 
marketplace  and  the  slow  response  of 
foreign  countries  to  existing  Executive 
Branch  market-opening  and 
Uberalization  initiatives.  These  parties 
argue  that  the  noticeable  disconnect 
between  what  the  United  States  has 
been  seeking  and  what  it  has  been  able 
to  achieve  in  international  fora  requires 
more  aggressive  use  of  domestic 
regulatory  authority  as  a  tool  to  open, 
and  liberalize  the  regulation  of,  foreign 
markets. 

5.  Alternatively,  other  parties  assert 
that  the  Commission,  as  an  independent 
agency  charged  with  the  development  of 
specific  regulations  through  transparent 
public  proceedings,  should  remain 
focused  on  regulatory  objectives  clearly 
within  its  statutory  mandate  (e.g.. 
control  of  monopoly  pridng,  prevention 
of  anticompetitive  conduct  by  firms 
with  market  power,  and  removal  of 
barriers  to  competition)  and  should  not 
try  to  pursue  trade,  competitiveness,  or 
ouer  national  goals  that  arguably  go 
beyond  that  mandate.  According  to 
these  parties,  increased  competition  in 
the  U.S.  ITS  market  (through  both 
domestic  and  foreign  carriers)  has 
produced  substantial  benefits  for  U.S. 
business  and  non-business  consumers, 
which  should  not  be  imnecessarily 
jeopardized.  Furthermore,  they  assert, 
the  success  of  the  U.S.  model  exerts 
continual  pressure  on  other  nations  to 
likewise  open  and  liberalize  their 
telecommunications  markets.  These 
parties  ultimately  argue  that  proposals 
to  pursue  a  broader  range  of  national 
goals  through  the  Commission's 
regulatory  process,  even  though  well- 
intentioned,  are  fundamentally 
misguided:  such  approaches  not  only 
are  legally  dubious  and  institutionally 
inappropriate,  but  also  would  ultimately 
prove  counterproductive  in  effect. 

6.  NllA  beheves  it  is  necessary  and 
timely  to  examine  the  following  issues: 
(a)  The  underlying  premises  and 
specific  provisions  of  the  current  U.S. 
regulatory  regime;  (b)  the  underlying 
causes  of  asymmetries  between  U.S.  and 
foreign  regulatory  regimes  and  markets; 


SikM,  CM  ""Ml,  Federal  Comniunicatioiu 
CommiMkn  (Auguit  9, 1N2):  and  Lattar  from 
Robert  Allen.  Chainnan.  AT&T,  to  AUrad  Sikat, 
Chabman,  Federal  Conununicatkma  Conunisaion 
(September  30, 1992). 


(c)  the  interaction  between  U.S. 
regulation  and  the  broader  trade  and 
competitiveness  goals  that  the  United 
States  has  pxirsued  in  international  fora; 

(d)  consumer  benefits  from  continued 
application  of  pro-competitive  U.S. 
regulatory  policies;  (e)  comparative 
competitive  opportimities  for  U.S.  firms 
from  opening  and  liberalizing  foreign 
markets;  (f)  me  impact  of  changes  [i.e., 
regulatory,  economic,  and 
technological)  in  the  ITS  marketplace  on 
U.S.  public  policy;  and  (g)  the  types  of 
changes,  if  any,  needed  in  the  U.S. 
regulatory  approach  to  ITS  to  advance 
broader  national  goals  and/or  to  achieve 
a  higher  level  of  Integration  and 
consistency  in  U.S.  policy-maldne. 

7.  Through  this  Notice,  NTIA  also 
hopes  to  develop  a  strong  factual  record 
on  ITS  market  conditions  and  a  soimd 
analytical  fi^mework  for  assessing  the 
impact  of  U.S.  regulation  of  ITS  on  the 
ability  of  U.S.  users  to  reap  the  benefits 
of  pro-competitive  policies  and  the 
ability  of  U.S.  firms  to  compete  in  the 
global  marketplace.  NTIA  further  hopes 
&at  this  factual  record  and  analytical 
framework  will  provide  the  basis  for 
pohcy  insights  and  recommendations 
that  will  help  the  Commission,  the 
Executive  Branch,  and  the  Congress  in 
dealing  with  ITS  issues  over  the  next 
decade. 

8.  In  the  following  four  sections,  this 
Notice:  (a)  Describes  the  evolution  of 
U.S.  ITS  regulationr  (b)  Reviews  changes 
in  the  structure  of  the  U.S.  and  foreign 
telecommunications  markets,  which  are 
creating  new  challenges  for  U.S.  ITS 
policy-making;  (c)  describes  Executive 
Branch  efforts  to  achieve  parity  for  U.S. 
carriers  in  foreign  markets;  and  (d)  sets 
forth  a  series  of  questions  that  need  to 
be  addressed.  Parties  are  asked  to 
specifically  address  these  questions, 
found  in  Section  V,  in  their  comments. 

n.  Evolution  of  U.S.  Regulatory 
Environment  hr  US 

A.  Introduction 

g.  International  teleconuntmications 
services,  in  contrast  to  domestic 
services,  are  generally  provided  as  a 
cooperative  venture  between  national 
carriers  or  telecommimications  entities 
in  diffierent  countries,  irrespective  of 
maiket  or  regulatory  structures  in  each 
nation.  Historically,  especially  in  the 
earlier  part  of  this  century,  fairly  stable 
nationu  market  structiires  existed  for 
ITS.  Following  the  theory  of  "natxiral 
monopoly."  most  markets  were 
patterned  on  the  traditional  model  of  a 
regulated,  often  government-owned  or 
controlled,  monopoly  service  provider. 
Typically,  a  government-owned  Post, 
Telegraph,  and  Telephone  (PTT) 


operator'  held  exclusive  rights  for  all 
domestic  and  international  facilities, 
including  the  underlying  networii,  as 
well  as  for  services  provided  over  the 
network  and  equipment  attached  to  the 
network.  Foreign  monopoly  carriers  and 
their  sovereign  national  governments 
thus  controlled  the  foreign  end  of 
transmission  facilities  and  networics  to 
which  privately  owned  U.S.-based 
carriers  connected  in  order  to  provide 
ITS  bom  the  United  States  to  foreign 
points. 

10.  In  the  United  States,  privately- 
owned  entities  provided  government- 
regulated  ITS  to  the  public  However, 
U.S.  regulatory  policies  distinguished 
between  voice  services,  where  American 
Telephone  and  Telegraph  (AT&T)  held 

a  monopoly,  and  record  services 
(telegraph,  telex,  and  data),  where 
competition  existed.''  The  Commission's 
jurisdiction  over  ITS,  like  that  of  its 
foreign  counterparts,  was  limited  to  the 
end  within  its  own  country.' 

11.  Certain  legal  and  regulatory 
provisions  adopted  in  this  historical 
context  continue  to  have  an  impact  on 
the  provision  of  ITS  today.  These 
provisions  address  concerns  related  to 
national  seairity,  foreign  ownership, 
and  facilities  construction  and  use  for 
the  provision  of  ITS.  While  the  United 
States  has  generally  kept  its  market 
open  to  participation  by  foreign-owned 
entities,  based  on  a  longstanding  policy 
of  national  treatment  in  investment,' 
Congress  has  dealt  with  foreign 
ownership  issues  affiscting  ITS  in  a  few 
specific  contexts.  Over  time,  the 
Commission  has  also  considered  foreign 
ownership  in  certain  specific  instances, 
in  acting  on  its  public  interest  mandate 
under  the  Communications  Act. 

12.  For  example,  in  1921,  the 
Congress  enacted  the  Submarine  Cable 
Landing  License  Act'**  The  Act  requires 
prior  authorization  fit>m  the  U.S. 
government  to  land  a  cable  and  permits 
withholding  of  such  authorization,  or 
revocation  of  existing  authorization,  if 
U.S.  nationals  are  not  granted  reciprocal 
landing  rights  in  a  foreign  applicant's 


'  A*  •  result  of  restructuring,  many  PTTi  are  now 
identified  as  "Telecommunicatioiu 
Adminiatretiont";  both  tanni  are  uaad  in  this 
NoUce. 

^  Record  services  were  provided  by  regulated 
"international  record  canian"  (QtCs).  the  laigast  of 
which  were  Western  Unkn  International,  RCA 
Global  Communicationa,  and  ITT  Worldcom.  See 
infra  note  31. 

*  This  contrasts  with  interstate  domestic  services, 
where  the  Conunission's  jurisdiction  aoctands  from 
end  to  end.  47  U.S.C  1S1-1S2  (1960). 

«  See  e^.,  Letter  from  C3iarlas  H.  Dallara. 
Assistant  Secretary,  IntamaHorwl  AfUrs. 
Department  of  the  Tieaiuiy,  to  Donna  R.  Searcy. 
Secretary,  Federal  rif""'""«'^«*'""«  Commisaion 
Oan.  29, 1991). 

*«47U.S.C  34-39  (1988). 
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home  conntry."  WUto  the  Act  wo 
adopted  at  a  tinie  when  transocemic 
cabm  between  the  U.S.  and  ftvetgn 
points  were  owned  entirely  by  one 
entity,  it  also  applies  when  there  is  )oint 
provision,  as  is  tne  case  today." 

13.  Sinrihtriy,  in  1934.  the  Congress 
addressed  national  security  concerns  in 
the  Communicatians  Act.  Section  310 
prohibits  alien  or  foreign  corporations, 
and  certain  corpuiations  partially 
owned  or  controlled  by  an  alien  or 
foreign  entity,  from  obtaining  a 
"broadcast  or  connnon  carrier  or 
aeronaotica)  en  route  or  aeronautical 
fixed  radio  station  license."  "  This 
prohibition,  which  is  still  in  force  today, 
does  not  apply  to  the  resale  of 
teleconnnnnicatians  services,  so  foreign 
entities  may,  dxrongh  certain  resale 
activities,  enter  markets  otherwise 
covered  by  the  prohibition. 

14.  hi  the  1930s,  in  the  record  (or  non- 
voice)  market,  the  Commission 
recognized  that  asymmetric  regulation 
of  fbrei^  monopoHes  and  competitive 
U.S.  record  carriers  could  produce 
anticompetitive  effects  throu^ 
monopo^  leveraging  at  the  foreign  end. 
The  Commission  therefore  adopted  a 
"unifiimn  settlements  pohcy"  far 
dividing  revenues  between  U.S.  record 
carriers  and  their  foreign  counterparts.'* 
The  purpose  was  to  prevent  foreign 
monopmies  from  engpging  in 
"whipsawing.'*  i.e.,  using  their 
monopoly  power  to  play  one  U^. 
carrier  against  another  to  gain 
concessions  and  benefits,  ultimately 
harming  U.S.  ratepayers."  The 


unifonnity  poUcT  reqoirad  dut 
agreeoents  uiinJudad  between  U.S. 
carriers  and  foreign  correspondents  far 
the  provision  of  aarvioe  contain  unifarm 
terms  and  uniditluns.  inchxding 
imifbrm  accouutlBg  rates.  **  undbrm 
settlement  rates, '^  and  a  SO-50  dtvision 
of  the  acoountiiiB  rate.** 

1 5.  With  regard  to  nAei  oatl  uual 
fodHties.  tbB  derelopiMnt  of  sateflite 
technology  in  the  19608  created 
oppertunitiee  to  enhance  significantly 
the  range  and  quality  of  ITS."  ha  1964, 
at  the  initiative  of  the  United  Slates,  the 
Intamational  TalecoranunicatiaBS 
Satellile  Oganixation  (Intelsat)  was 
created  as  a  single  global 
telecommunicatioBS  satelhte  system  to 
provide  expended  services  to  all  uees  of 
the  world.^  htrisat  owns  and  operates 
the  spece  segment  (the  satelKtea  and  Ae 
tracking,  telemetry,  command,  contrtrf, 
monitoring  and  r^ted  fiKnlities  and 
eq«iipiBeBt),  while  the  earth  statimis 
handltBg  actual  traffic  ne  typically 
owned  and  operated  by  opwating 
entities  (called  "Signatories'*)  in  eadi  of 
the  member  countries.^'  The  U.S. 
Signatory,  the  Communications  SaleMite 
Corporation  (Consat),  a 
CongreaaioiMlfy-chartered..  private 
corpocation,  is  legulaied  aa  a  cooimcm 
carrier  by  the  Commiasioo.^ 


16.  The  Oammiaaion  also  instituted 
guidelines,  on  a  legion-by-raglan  basis, 
requiring  U.S.  carrien  to  disbibute 
circuits  used  to  provide  U.S.-fareign 
telephone  service  through  "balanced 
loacnng"  of  satellite  and  submarine 
cable  fectUtlea.''  The  "balanced 
loading"  method  sougbi  to  place,  to  the 
maximum  extant  possible,  an  equal 
number  of  circuits  on  each  type  of 
facility  used  to  provide  service  between 
the  United  States  and  a  given  country.^ 
This  method  piirported  to  maintain  the 
viability  of  the  global  satellite  system  by 
requiring  substantial  use  of  InteJsat's 
facilities  by  U.S.  carriers  that  served  end 
users  directly  and  also  held  investment 
interests  in  submarine  cables." 

B.  Opening  the  US.  ITS  Maiket  to 
CompeiHion 

17.  Prior  to  the  19708.  ITS  represented 
a  very  small  portioB  of  U.S. 
telarommimiratio""  traffic  Then,  a 
combination  of  improved  facilities  (such 
as  high  capacity  submarine  cables. 
satellites,  and  greater  availability  of 
priv^e  leased  circuits)  and  pent-up 
demand  stimulated  an  expan»on  in  ITS 
traffic^  In  this  environment,  the 


'i*a 


"  Af  By  laquhtug  wdt  wdprool  traatoMnt,  the 
Act  pMtKto 'dw  MmmM  of  O*  UMatf  SMM  Md 
itsdtlMQtlnlnwi^twtri— l»CTWiTlie«wafa 
tha  iMuanc*  af  cabte  tHdtog  BiM^"  F«r  a 
diKUMtaa  of  th«  history  of  this  statute,  taa  Tei- 
OpUkUd.,  Momofandxiin  Opinion  and  Order,  100 

FOC  M  ies3.  ie«2-44.  paia*.  21-23  (ises). 

"Seetemma»rTal-OptaiUd.,mpi9MfU.lM 
FO:  M  it  1^  tOU.  pan.  2X 

"47  US.C  MOM  Cisaa).  Tha  reMriOicm  appliee 
to  diansMii  tfaiix  raprmitMiYW  carporations 
oaiHiiaad  ondar  the  laws  of  foreign  governments; 
cofporaHaB*  wllk  aay  aiiea  officers  or  dfreetm.  or 
with  aioaa  IkBM  oaa-Ofa  stack  GMMiankir  bjr  akMa 
or  foreign  govemmeDts  or  their  tepreeantativee;  and 
corpor^loBa  directly  or  indirectly  mntiallad  by 
other  corporations  c^  which  any  ofBcar  or  mora 
than  ooa-fouith  of  the  diiactocs  are  alien*,  or  of 
%vfaich  mere  than  one-fourth  of  the  stock  is  owned 
or  rolad  by  aliacs.  their  represenUtivet.  or  by  any 
fianiyi  fftwrnmnmut  if  the  Commission  finds  that 
the  pakik  tataratf  will  be  aervad  by  (h*  refusing  or 
revofctag  of  a  Bcenaa. 

>*Tha  settlements  process  governs  the  anouiU  a 
carrier  in  one  country  pays  a  canier  in  another 
country  to  complete  calls. 

"  Modmy  Hadia  oad  TW.  Col.  fce..  2  FCC  S92 
(1936).  aff'd.  Uadtof  Radio  and  Tel.  Co..  Inc  v. 
FCC  97  F.Zd  t4\  (1938).  Without  the  uniformity 
policy,  fcrelgp  monopoliea  could  oegpttate  a  more 
advamagaon*  saRlainent  from  a  U.S.  carrte  seeking 
to  aniar  the  market  or  increase  its  market  share, 
poesibly  leading  to  higher  cosU  for  the  U.S.  cairiar 
.Old  th>)«  higher  ralea  for  U.S.  ralapaywt. 


"Mostoi 

COR«i1 


Maf 
relmbwi— « fat  sarrtea  that  ia  lacoaawd  by  >>a 
t^tHi^Hwg  tp'i  terMi"af-f**"^—  B^'fo«'n»«/ 
fnrfitccoujitiiv  ilota*.  Second  Report  and  Order 
and  Sacamd  Fatfkar  NoHca  ef  Piopeaad 
RaiaaMta^  CC  DKfat  No.  90-337,  Fkaaa  n.  FCC 
92-49a.  aJ  tsilaaia*  t*em.  27. 1999). 

■^  A  "sattleaaant  mla~  is  the  tale  of  wchanga  by 
which  an  accounting  rata  is  convartad  from  one 
cuneney  to  aastiMr.  Mot*  recantly,  this  term  also 
haabaaB  wad  to  Mfav  to  aacii  catsaapooMr&l^s 
pottlaa  af  Iha  accDutiag  nta.  gsMnUy  aM-ha)f. 

Id 

^reemanls  provide  that  the  two 
liw  att—Mag  rate  se-se.  U. 

'*SMdMa  psiidaa  Ka  Wafly  diacuaaad  aa 
backgtt>und  isforaatiaa  in  this  Notice  because  of 
their  relevancatotuM|iiMHTada»alo|>toils  totha 
ITS  facilitias  market.  This  NolioadDaa  aot  seek 
comment  on  competition  in  international  satellite 
services  per  te  in  light  of  the  Execativa  Braadi'a 
recent  maior  review  of  its  separate  satellile  systems 
poliqr  DiscMsad  in^at  pwa.  20. 

»Tbe  1964  pimiiienal  agii— I  creating 
Intelsat  waa  flnaliaad  in  ten  in  Iha  Agiaanant 
RelatiBg  to  lb*  lateaaliooal  TaUcaBmaioicatioas 
SatellitsOiganixatian.  Aug.  20. 1971,  23  U.S.T. 
3813.  T.LA.S.  No.  7532  ISntend  into  Fonx,  Feb.  12, 
1973). 

> '  Tka  karitol  csnaarttaaa  baa  gnam  to 
1 23  caiMtriai  and  new  ofarataa  a  watUwlde 
systMi  of  iilnnliM  — ^a»—  Simiiatly,  tha  Uoitod 
Slates  Is  ana  of  67  mambar-iiadans  of  the 
InteraaHonri  M^ltlasu  Satotlito  OigMfaaHan 
(INMA«SAT)L  wMch  u|iiinai  «  ^oba>  ■arithnn 
satellite  laleoaaMuiaicallen*  syaiant.  Coaaat  i*  th* 
U.S.  SigiMtary  and  markets  a  variety  of  maritime, 
land  aabBai,  and  — ouauticai  sarricai.  47  U.S.C 
731-957  (naal.  San  afanCanaaatian  on  th*krt1 
Manlte*SalaiUto(k|MiaHMa»  Sapl  3. 197*. 
revised  Utoikan.  )uly  la.  1979.  TiJLS.  No.  Saos.  31 
U.S.T.  1. 

»47U.S.Cr2l(M88^ 


"Thff  rrnrr^'Tf'""  ««'»""y  itHt—tad  tha 
quastiOD  of  drcuU  distiibution  when  considering  an 
appKcalion  br  authority  to  constract  a  tabmarina 
cabi*  Slad  idtor  tfca  advent  of  sataOM* 
commwnicaltons.  ITT  GaU»  and  Oadia^  tae.— 
Puerto  Rico.  *r  *<..  Maaoraadaa  Opinioa  and 
Order.  5  FCC  2d  823  (1966)  (poUcy  sUtamant)  and 
AT»T,  Memorandimi  Ophiion,  Order,  and 
Authorizalkin.  7  KX:  2d  959  fl9Sn  Th* 
Commissiani  drcntt  dfstribntian  poUdai  tfaan 
evolved  orver  Ha*  tn  diBemrt  legtona  as  past  at 
focilitias  planning  proceedings  or  as  part  of 
individual  transmission  system  authohzalioiu.  For 
additfooal  baJiy  eund  en  de^etopmeot  of  tllia 
policy,  aa*  FoUerfot  (ha  DiitAmtkm  of  U.SL  latt 
Carrier  CktMits  AmemgAmtOaUa  FaeOiliea  I>Mhr« 
the  Pott-IMS  Pviod.  Notice  of  Proposed 
Rulemaking,  2  FGCRcd  2109,  2109-21,  paras.  4- 
16  (1987). 

^See.  e.g..  ln^uiiy^i»»ii»Potkimtob» 
FoUvtmlm  tiwAatl»ttutiam  ofCoamnnOarriar 
Facilibat  to  MeeT  NoHk  Atlamlic 
Telecoaunuaication*  Needs  DuriMg  the  1985-1 995 
Period.  Second  Report  and  Order,  101  FCC  2d  1239, 
1261,  pwa.  3,  as  (1965). 

M  Policy  for  th»  [mr»mlian  ef  VS.  fctl  Qimsf 
Circuito  >lm^  A«a<taW»  focifiissa  Zkiriqg  i*a  l>Mt- 
]9«a  ftriod  Rafort  and  Order.  3  FCC  Red  Z1S6. 
2160.  para.  27  (1968).  Tha  Commission's 
iuvulvamast  in  circoit  distifbution  aroae  wie  to  its 
1966  policy  Itodiing  Coinsafs  role  fnisBastiy  to  that 
of  a  "CKiiar^  casstar.'*  paovidfng  aalaibto  dscidta 
to  otiMs  cairiaa  fat  Ibair  aaa  in  teniahing 
international  >•"""»"■  caniar  services  to  end  uaar^ 
under  all  but  excapttonal  circumstances.  Comsat 
conseqnantly  laHad  on  ATaTand  (he  interaatioBal 
record  csBiiaia  farnaaakr  aH  ol  te  HiAc.  Tha 
r,«— i^in  iiM  tnnrsfaid  ihst  -""  —^  •^- 

in  submarine  cabbs.  ml^  not  use  the  global 
system  developed  under  the  Satellite  Act  unless 
required  to  da  s»  M.  a*  3160^  part.  27.  n.1 1 . 
^  SeeynMnriyOaoav  CunuiiuniuutiuBi 
Servieat.  Report  and  Onfar,  92  PGC  2d  641, 634- 
57.  pans.  33-39  (TSeTh  NkTT  ralacaaummlcalions 
and  Informatian  Admin.,  U.S.  Dept  ofCDnuneroBb 
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I's  pdidfls  fiKvoiiog 
conpadtiao  in  dooMMic 
tAMyimmikatioa  wnrto— 
iiM  iiiMlii^ly  inflttBDoed  to  dev'^ipineBt 
of  policies  governing  ITS. 

18.  Over  dte  past  20  years,  the 
Conunission  has  advocated  competition 
in  domestic  xervioes  and  equipment  to 
fffyfflprflflff  incraased  innovation,  greater 
effidancy,  additioDal  service  options, 
and  raduoed  ntes  for  users.  The 
Commission  first  peonittod  Mnrioe 
competition  in  the  profvision  of 
interstalB  private  lines  and  gradually 
extended  this  policy  (with  some 
prodding  from  the  courts)  to  interstate 
switched  senricas.''  The  AT&T  consent 
decree  also  fostered  competition  by 
divesting  the  Bell  Companies  from 
ATftT  and  according  all  interstate  l(«g 
distaooe  providers  the  same  quality  of 
interconnection  to  the  local  exchange 
afforded  ATfcT."  Fiirthermore,  the 
deregulation  of  the  customer  premises 

X'pment  and  enhanced,  or  value- 
>d,  services  markets  resulted  in 
competition  and  a  wride  array  of  new 
choices  for  consumers.^  Finally,  as  a 
complement  to  promoting  competition 
among  common  carriers,  the 
Commissiao  also  permitted  users  to 
bvild  their  own  private  networks  and 
non-carriers  to  provide  private 
teleoomraunications  services  as 


altemetiMS  to  oowiHon  carrier 
offeriMts.* 

19.  Tne  Commissiao  began  to  apfdy 
these  procompetitive  policies  to  n^ 
throogh  a  series  of  dactsians  in  tfaa 
1980s.  With  CangreBsioDal  support,  the 
regulatory  distinction  between  voice 
and  raconl  ■enricoc  was  eliminated.^* 
The  Commisrion  further  ruled  that 
enhaaoad  aervioes  (including 
intaraatiooal  value-added  services)  were 
not  subject  to  traditional  common 
carrier  regulation  imder  Title  II  of  the 
Communications  Act; "  and  pomitted 
Comsat.  %irfaich  provided  satellite 
transmiiMion  fedlities,  to  save  both 
carrier  and  non-carrier  entities."  As  in 
the  domestic  arena,  these  steps  were 
taken  to  encourage  the  ITS  mariut 
structure  to  devMop  in  a  manner  that 
would  increaae  efficiency  in  the  uae  of 
services  and  Cadlities,  expand  consumer 
dioioe,  creats  more  diverse  service 
ofierings,  and  lower  rates  in  the  ITS 
market^ 

20.  The  Commission  also  promoted 
competitran  in  the  fiadlities  used  to 
provide  ITS."  Until  1984.  whmi  the 
United  States  adopted  a  policy  to  allow 
satellite  competition,  Intelsat  existed  as 
a  virtual  monopoly  supplier  of 
intemadoDal  satellite  services.  In  1984, 


NTIA  Special  Pub.  No.  88-21,  NTtA  Teiecom  2000: 
Cluil^timCovim  for  a  NmrCmbuy  A.  UltK). 

VAftK  ioflitatinc  •■  opaa  amy  policy  for 
private  line  canien,  tfa*  ComBiMteB  andiariMd 
ualiaMlad  ihitia|  Mid  ratai*  of  privala  iia« 
in  I  li  III  ■lanliiaTlj  illiiiitin  rnmpntltlTi  mnttlpli 
entry  into  all  liilwtlata  »witriiad  tnicm.  Sm 
5|fMciBltearf  GkMflKMi  Qwriaf  Sen'iciai,  Fliat  Raport 
aod  (Mar.  M  POC  Sd  S70  (ivn),  rKXMi.  diMiMi,  44 
FOC  Sd  4B7  (1S73),  o^d  fob  nan.  WuUnfhMi 
VUUim  &  Tmrntponatian  Comm'n  v.  FOC  913  F.2d 
1  MS  fMh  Or.  tSTS).  oart.  daniad,  Natl  Amtc.  of 
n^uktmf  VtaHyCamn^  423  U.S.  SaS  (1875); 
Aaaoie  «m(  Shorad  Ufa  of  CoaunoN  Oomar  SarvJOM, 
Report  aad  CMar.  60  FOC  2d  261  (ie7«),  iwrni.  SZ 
FCC  2d  588  (1977).  tfi'd  t\d)  nam.  AtPT  v.  FOC 
972  F.2d  17  (2d  Or.)  cert,  denied.  439  U.S.  678 
(1978). 

**  Modificatiaa  of  naal  Mgment.  t/iiitad  5lota> 
V.  Anr.  sat  rsmff.  i3i  (DJ).a  less).  affdm* 

nam.  Muyfand  v.  United  States,  460  U.S.  1001 
(1963).  A 1982  antitrust  consant  daoae.  aOactive  in 
1SS4  dhmlad  ATftT  of  Ml  local  taiepboaa 
coMpMlaa.  BOW  kMM  M  Bdl  OpandBg 
CaaMMiw  (B0C4.  Hm  BOCk.  which  piofida  local 
tslephooa  aarrtoa  to  about  60  panaot  of  tta  U.& 
popidrttna.wapaeriBdediMaawwmnaaol 
biuineaa  under  the  decraa,  inchiding  the  proidiioB 
oftreiaandiMthoUBitadStataa. 

•*-|i  rwi  Trill  I— mill  atlwr  irif' rr "" 

AAataL.  UX  Oapil  a(  OooMMMa,  NIIA  SpacW 
Pab.  No.  tl-ia.  na  ATIM  Cn^iairiraclufa  iiaport: 
TWtaMMMfcaffana  ia  tte  Afla  e^  Ja^iMnatfan 
a04-aOB  (tS6t|L  Saaoleo  Sooond  Caapatarbtquiiy. 
Final  Dedelaii.  77  FOC  2d  364.  mean.  64  KC  2d 
50  (1006)  (GMvoSara/kitfearracoB.  68  FOC  3d 
912  (1961).  o/fdaukMB.  Piapitirand 

riiiiaaMriiidtiiinirfai  im'h  i  frrntirTiiitn 

ODXl  Oh.  isaii  tart,  daniaal,  461  US.  636  (1SS3). 


''See§mmalfyDoB>e*licra»d-&itellHe 
Tnuuponder  Sales,  Uenrnfandiim  Opinion.  Order 
and  Aulfaarlxation.  90  TCC  2d  123B.  1246.  para.  21 
(liai).  aff^  WM  CoBummicaUonB,  Inc.  v.  FCC. 
739  F.2d  1469  {flJC  Or.  1064). 

*'  SeeATB-T.  Ilwiiiiiwdiii  Opinka.  Otdar and 
AnthcfteHoa.  79  FOC  2d  662  (isao) /Oolopihana;; 
IVartam  Union  bit'l.  Inc.  Manioranduni  Opinion. 
Order  and  Authorization.  70  FCC  2d  166  (1080) 
[Datelt  aTd.  WeHem  Uiiiott  Ml,  itie.  ▼.  FCC,  673 
F.2d  539  (D.C  Gr.  1982).  WOt  Ihaaa  orders,  tha 
CnaiMJMinn  parttelly  ramoTsd  tha  dJcfaoteary 
betiMaa  voice  and  laoord  services,  allowing  ATaT 
to  oSar  deta  serrioes  and  record  carrier*  to  oSir 
voice  sarvioes  under  Umttad  conditions.  Congress 
subeegnaway  dbnliAoH  this  did¥i»niy  co^Jateiy 
in  1961.  sea  47  U.SXX  222  (1066),  and  the 
Commission  thsn  implameBtad  this  statutory 
change.  See,  a  j..  bitt  Record  Cantos,  Policy 
StateoMBt  and  Order,  78  FOC  2d  115  (1960)  SBd 
Customer  Uw  flfmaa  5arv,  Bapoit  Order  and 
Further  hiotica  of  Proposed  Rulemaking,  78  FOC  2d 
61  (1980):  both  c^d  Mvb  nom.  Weitem  t/nion  ref. 
Co.  V.  FCC  665  F.2d  1126  P.C  dr.  1061). 

^  Computer  n,  supia  BotB  29. 

»  Sea  i¥ape«ad  Mod^^katioM  of  the 

I 's  Antihaitead  I/aar  Micy  Conoamiiv 


the  Eseecntiva  Braactt  doterminad  that 
separrta  intamatiimal  satellite  yatams 
were  re<piired  in  the  national  interest** 
and  set  forth  criteria  to  establish 
competitiva  satellite  systems,  while 
mimmiring  the  adverse  impact  on 
IntelsaL"  The  Commission  established 
the  regulatory  framework  for  tha 
authorization  of  separata  systams.^ 
wdiich  was  raoeatly  revised  pursuant  to 
further  Executive  Branch  guidance,"  to 
allow  for  a  graator  Fangs  (rf  aervioes  and 
the  evmtualaliminatioa  of  restrictions 
on  competition.^ 

21.  In  1988.  the  Commission 
tenninated  to  circuit  distribution 
guidelines.**  R  found  they  «»ere  no 
longer  needed  to  provide  a  firm  basis  for 
Intelsat's  operations,  due  to  Intelsat's 
growth  and  a  dear  commitment  by 
AT&T  to  make  substantial  use  of  Uia 
Intelsat  system,  as  avidmced  by  an 
agreement  between  ATfcT  and  Comsat 
In  addition,  the  Commission  determtoed 
that  guaranteeing  sudi  traffic  to  Intelsat 
created  disincentives  for  it  to  adapt  to 
an  increasingly  competitive 
environment  Furthermore,  the 
Commission  preferred  that  both  carriers 
and  users  be  permitted  to  make 
decisions  regarding  fadUties  and 
services  free  from  unnecessary 
regulatory  interference.^ 


Accaar  la  latV  StaCBMita  Sanioas  of  GoaaaC  Kanort 
and  Order,  90  FOC  2d  1394  (1962)  (Airifcoriaad  User 
i),  iwWng  AulhadaadCnttiaB  and  {/aen,  4  FOC  2d 
421  (1966):  Authodaod  UmtPohcr.  Saooad  Report 
and  Qnisc  MaMOCMdum  OpinioB  and  Ordat.  100 
FCC  2d  177  (1005)  (Aathortead  Mar  JQ:  Aitfteiiaad 
UierPtMef,  98  Rad.  Rag.  O^ftF)  213  (1B69),  affd 
MMaa  (Aiioa  Mt  Jnc  61  Rad.  Rag.  2d  (PftF)  094 
(DC  Clc  1666). 

""nil.  ij.rn<nihrra-|"~'-'r " 

pwa.  43;  Aatat  78  POC  2d  at  181-81.  paaaa.  48-48: 
~,  77  KC  xd  at  427-28.  paaas.  111-111. 
liledSMsaM'i 
FmeUbeeDmring 
tha  FM-lsas  fWod.  Rapart  a^  OHlac.  3  VOC  Red 
2188. 2188.  paaaa.  28-27  (1988)  (Mir  OoBto 
OremU^ 


»*Presidsntial  Dalamitoation  Na  89-2.  49  Fad. 
Rsg.  46.967  (1964).  By  1904,  six  U.S.  companies 
had  filed  aqppUcatloas  wMh  Hw  OoBodaeian 
proposiag  «a  fanBd,  tanw^  aad  operate  prtveto 
intern sliinal  sqiMsSs  samiiti  aystaaas  to  cinaipsti 
with  InteisaL  Thaee  appMctJons  promptwl  lbs  OS. 
govemaont  to  canvanean  EMcadve  Brandt  Senior 
faiteragency  Group  on  btematiaoal 
CoBMwunlcatioM  and  Infanneition  Policy  to  address 
the  need  iar  a  saw  ILS.  govaruMBt  policy,  wlrfc^ 
eventooUy  M  to  tka  1884  PreeideBtiai 
Determination. 

*^  Latter  Cram  GMirgs  P.  Shnlti.  Secretary  of  Stela 
and  Malcolm  BaMriga.  Secretary  of  Commerca,  to 
Mark  S.  Pawler,  ChaiiBMik  Federal 
Communications  Commission  (Nov.  28. 1084). 

»  EstohWMMsK  c^SotoOila  Srrtam  Aovkliqg 
laCi  awinMtnifBtions  (Sqpamla  Systems  Oldari. 
Report  and  Order,  101  FOC  2d  1046  (1069),  noon. 
61  Rad.  Rag- 2d  (PtF)  640,/»th8fraean.  1 RX  Red 
430  (1088).  Tha  CawBiasion  femd  4Mt  aepento 
systems  were  beneficial  to  users  but  it  prohibited 
their  iniarcoBnactioB  with  the  pdhlic  surik^ed 
network,  a  rasOrirtinn  it  considered  "laasnnsMs  sad 
worUbla."  id.at  1088. 1082, 1096^  paaas.  9. 36. 109. 
lespactivaly. 

>*  Latter  from  JaMS  A.  Baker.  BL  ^ 
Stoto  and  Bohart  MaabadMC  SacMlary  of 
.toAifcadSfkaa.! 

I  (Nov.  27.1881). 
ta|riAS.Uiisnaad*rt1 

fM7B5Mn.  Order;  7  roc  Bod  23U.  2312-14. 
. 8-8(1082)  (paoeidfcigiarlhaillialartiiiaaf 


^Polkyfortho 
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C.  ReguJatmy  Approach  Governing  ITS 

22.  Having  established  competition  as 
a  fundamental  premise  in  its  approach 
to  ITS.  the  Commission  has  sought  to 
apply  this  principle  to  specific  areas 
where  it  is  required  to  take  regulatory 
action.  We  discuss  below  a  niunber  of 
these  specific  areas,  including:  (1)  the 
international  accounting  and 
settlements  process:  (2)  rules  pertaining 
to  international  resale:  (3)  U.S. 
regulatory  treatment  of  carriers 
providing  ITS;  and  (4)  specific  requests 
for  authorization  to  provide 
international  facilities  or  services. 

1.  International  Settlements  Between 
Carriers  and  the  Impact  on  Customers' 
Calling  Rates 

23.  The  potential  for  anticompetitive 
leveraging  oy  foreign  monopolies 
through  "whipsawing",  earlier 
addressed  by  the  Commission,  remained 
a  concern  in  the  1980s.  In  reexamining 
the  uniform  settlements  policy,  the 
Commission  found  its  continued 
application  to  parallel  routes  to  be  in 
the  public  interest,  although  it 
annoxmced  that  it  would  consider 
waivers  on  a  case-by-case  basis,  and  that 
increased  competition  could  be  a  factor 
supporting  grant  of  a  waiver.*' 

24.  In  the  mid-19808,  the  Commission 
reaffirmed  the  application  of  its  imifbrm 
settlements  policy  (renamed 
"international  settlements  policy")  to 
record  carriers  and  determined  iat  the 
policy  should  also  extend  to  basic  voice 
services,  as  burgeoning  domestic 
competition  for  such  services  had 
enabled  foreign  PTTs  to  engage  in 
whipsawing.'**  The  Commission  further 
modified  its  rules  in  order  to  prevent 
foreign  monopolies  from  obtaining 
advantages  through  indirect  transit 
routes  for  telecommunications  traffic, 
although  it  sought  to  retain  some 
flexibiu^  for  carriers  in  making  route 
arrangements.*' 

25.  In  a  1990  rulemaking,  the 
Commission  for  the  first  time  turned  its 
attention  to  the  increasing  U.S.  net 
settlements  deficit  and  to  the  obstacles 


to  further  reductions  in  U.S.  accounting 
ntes  and  collection  charges  for 
intematianal  services.**  This  inquiry 
necessarily  focused  attention  on  the 
actual  accounting  rates  and  collection 
charges  of  foreign  Telecommimications 
Administrations.  The  Commission 
found  that,  by  1988.  following  the 
introduction  of  competition  in  the  U.S. 
rrS  maricet,  U.S.  collection  charges  had 
decreased.  However,  due  both  to  the 
greater  number  of  outboimd  telephone 
calls  from  the  United  States  and  to  the 
continuing  reluctance  of  foreign 
Telecommunications  Administrations  to 
reduce  accounting  rates,  the  United 
States  experienced  a  net  settlements 
deficit  of$2  billion.*'  The  Commission 
estimated  that  at  least  $1  billion  of  that 
deficit  was  a  direct  underwriting  by  U.S. 
carriers  and  ratepayers  of  foreign 
Telecommunications  Administrations.** 

26.  In  response  to  these  findings,  the 
Commission  adopted  procedural 
reforms  to  its  international  settlements 
policy.**  In  addition,  the  Commission 
directed  U.S.  carriers  to  negotiate  cost- 
based  accounting  rates  with  their 
foreign  correspondents.  It  also 
recommendeo  that  U.S.  delegations  to 
international  bodies,  such  as  the 
International  Telecommunication  Union 
(ITU),  advocate  cost-based  accoimting 
rates:  ***  these  efforts  are  discussed  infra 
at  paraD'aphs  75  and  76. 

27.  With  respect  to  collection  charges, 
the  Commission  found  that  while  rates 
charged  to  customers  in  the  United 
States  for  calls  to  foreign  countries  were 
lower  (in  many  cases,  much  lower)  than 
for  calls  from  such  foreign  countries, 
U.S.  international  rates  were 
nonetheless  significantly  higher  than 
U.S.  domestic  rates.  The  Commission 
expressed  concern  that  above-cost 
accoimting  rates  inhibited  further 
reductions  in  U.S.  calling  prices  which, 
in  turn,  put  pressure  on  the  U.S. 
structure  of  universal  service,  reduced 
economic  efficiency,  and  created 


incentives  to  bypass  the  international 
public  switched  telephone  network."* 
28.  The  Commission  also  found  that 
wide  disparities  existed  in  accoimting 
rates  between  regions  and  concluded 
that  such  disparities  had  no  legitimate 
cost  Justification."  Accordindy,  the 
Commission  established  bendunark 
accounting  rates  for  Europe.  Asia,  and 
other  regions,  where  wde  disparities  in 
accounting  rates  existed  (e.g.,  intra- 
European  rates  are  substantially  lower 
than  U.S.-European  rates).'*  In  order  to 
encourage  the  establishment  of  rates 
within  the  benchmark  ranges  and 
encourage  further  accoimting  rate 
reductions,  the  Commission  required 
the  five  largest  U.S.  fadlities-baiBed 
international  carriers  for  IMTS  **  to  file 
progress  reports  regarding  their  success 
in  reducing  settlements  rates  in  Europe 
and  Asia.*'  The  carriere  were  directed  to 
include  in  the  progress  reports  specific 
information  about  impediments  in 
countries  where  their  success  in 
negotiating  lower  accounting  rates  has 
been  limited.'" 

2.  International  Resale  of  Private  Lines 

29.  In  1976,  the  Commission  required 
carriers  to  permit  unlimited  resale  and 
sharing  of  private  line  services  and 
facilities  for  domestic  interstate 
services,  but  did  not  apply  that  policy 
to  ITS.''  In  1980,  the  Commission 
commenced  a  rulemaking**  to  consider 
extending  this  procompetitive  policy  to 


*^Unifbim  Settlement  HotM  on  Pamllelbtt'I 
Communications Routet.  HmitmtnAnm  Oplnioo 
■nd  Ontar,  84  FCC  2d  121, 123,  pwa.  S  (iseo). 

**  Implementation  and  Scope  of  the  Uniform 
Settkmenit  Pobcyfor  PataiM  btfl 
Cbminuiifcatiom  iioiitM,  S9  Rad.  Ilag.2d  (PaF)  9«2 
(loee)  [Unifoim  SetttementM  Policy).  SpwdficaUy.  a* 
th«  nunbar  of  U.S.  anion  owp«tiiig  for  voic* 
inffic  tnoMMd.  fonl^  BonofioUat  w««  baMar 
afala  to  play  off  iadMdnal  cwriart  asainst  aach 
othar.  Tht  CoaMniaakia  atao  conaidatad  apptying 
tfaa  intanational  latdaaianta  policy  to  anhancad 
■arricaa.  but  ultiaalaiy  daddad  apiiut  that  couna. 
ImplmentatioaandScopeofthelnflSettlementM 
Pojicyfor  Panllel  bit'l  Communicationt  Aouta*. 
Fiothar  Raconaidaration,  3  FCC  Red  1614  (issa). 

*>  Vntfonn  Settlements  Policy,  tupm  acta  44, 59 
Rad.  Rag.  2d  (PaF).  at  MS-«e.  paras.  2»-31. 


*•  Beguhtion  of  bit'l  Accounting  Hates,  Notica  of 
PropoMd  Rulamaking.  5  FOC  Red  4948  (lOeO). 

«'/d.  at  4948.  para.  1.  In  1991,  diaiialtattlanianti     ^^^ 
dafidi  inci«uad  to  an  aatimatad  $3.4  bUbon.  P*" 

Chairman  Alfred  C.  Sikes  Commends  bitemational 
Telephone  Hates  Agreement,  FOC  Nawa  (ralaaaad 
Oct  13, 1992). 

*•  Heguktion  ofM'l  Accounting  Hates,  supra 
nota  45,  5  FCC  Red  4948.  para.  1. 

*'  Hegulation  oflnl'l  Accountiitg  Rates,  Raport 
and  Ordar,  6  FOC  Red  35S2  (1991).  Tha  pracadural 
lafonni  Indudad  two  marhanttnn  for  carriara  to 
Mak  daviatkma  frtxn  tba  unifann  accounting  rata: 
(1)  a  notificatioB  option  for  raporting  timpla 
raductiona  in  Iha  accounting  rata;  and  (2)  a 
(traamUnad  valvar  procaaa  for  laaHng  parmiaiian 
to  vary  tha  rata,  baaad  on  Conmiaaion  gttidaiinaa 
aatabHahad  in  thia  ralamaking. 

■"OOTT  Study  Group  m  «raa  Idantiflad  aa  tha 
ratavant  body  far  aoch  woric.  wUdi  invohrad  dia 
drafting  of  a  rarlaad  OCMT  Raconmandatiaa  on 
intematioDal  accounting  lataa.  Id.  at  3S59,  pan.  23. 


"  Regulation  oflnt'l  Accounting  Hales,  Notica  of 
PropoMd  Rulemaking,  5  FCC  Red  4948. 4949,  para. 
7  (1990)  (footnptaa  omitted). 

•a  The  Commiaaion  noted  a  disparity  as  high  as 
316  percent  between  intra-Latin  American 
■ccounting  rataa  and  U.S.-Latin  American 
accounting  rataa:  a  diaparity  of  approximately  500 
percent  between  tntra-African  accounting  ratae  and 
U.S.-A&ican  accounting  rates;  and  a  diaparity  of 
approximately  500  percent  between  intra-Asian 
accounting  rataa  and  U.S.-Asian  accounting  rataa. 
Hegulation  of  btfl  Accounting  Rates,  Second  Raport 
a  Order  and  Second  Purdiar  Notica  of  Propoaed 
Rulemaking.  CC  Docket  No.  90-337,  Phase  n.  FCC 
92-496  (released  Nov.  27. 1992). 
■*;d  at  paras.  4, 10,  IS. 
MTheae  five  carriart  are  ATaT.MQ 
Intematiaaal.  US  Sprint,  TRT/FTC 
Communicatiana,  Inc.  and  GTE-Hawaiian.  Id.  at 
para.  22,  n.  48. 
■■/(f.  at  paras.  1.4. 

••/d.  at  para.  25.  While  the  Commission  indicated 
It  would  continue  to  require  proportianate  ratum 
traffic  and  equal  diviaion  of  toUa.  it  declined,  at  that 
time,  to  attaai  oonditlona  on  See  ion  214 
authorizaUons  filed  by  foriign.ownad  caniara  at 
that  time.  U.  at  paras.  30.  32. 

"  Regulatory  Policies  Concerning  Resale  and 
Shared  Use  of  Common  Carrier  Seivicet  and 
Facilities.  Raport  nd  Ordar,  60  FOC  2d  101  (1976), 
racon.  62  FOC  2d  888.  S93.  para.  10  (1977).  affd 
tub  nom.  American  Telephone  and  Ttiegmph  Co. 
V.  FCC,  572  F.2d  17  (2d  Cir.).  cart,  denied,  439  U.S. 
875  (1978). 
"  AanJkiloiv  fV>iici0(  CiMicanung  flasola  and 

Shared  Use  (^Common  Carrier  Int'l 
Commurticatioru  Services,  Notice  of  Propoaad 
Rulemaking.  77  FOC  2d  831. 832.  pane.  2, 7  (1980). 


subscribes  to  t 
tadliliaaafan 
communicatio 
(with  or  wilho 
Regidatton  oft 
and  Ordar.  7  F 
(footnote  omit 

*'Upoorea 
clarified  that  t 
apply  to  the  n 
private  tine  se 
i?a(ai;  Order  o 
Notica  of  Prop 
337,  Phase  a  i 
27.1992). 

**T1ieComi 
clarify  that  aai 
were  subject  t 
under  the  Oeo 
common  carri 
scope  of  the  p 

"Begulatio. 
Report  and  Oi 
10  (1991).  Sec 
of  proving  tha 
inchiding  aitfa 
haspufaUcly«J 
opportHniliea' 
indndiagl 
tha 
the! 
"equivakatoi 
ofCaada'aoi 
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•et.  Notice  of 
),  4949.  pan. 


ITS,  but  &is  wfawiaking  was  nevar 
amduded.  and.  because  of  its  stale 
record,  was  ultijiiately  tenniiiated  in  the 
CoaBinteioB's  1990  docket  on 
intoaadoiial  settlemenls.  in  which 
issues  pertaining  to  resale  were  laiaed.^ 

30.  In  this  proceeding,  the 
Coamission  found  that  intemationai 
resale  would  result  fai  increased 
customer  demand  and  redooed  prices 
far  BUMt  telecommunications  services, 
while  also  drivii^  intemationai 
accounting  rates  closer  to  costs.^  The 
Commission  thus  required  U.S.  carriers 
to  permit  resale  of  private  line  swvices 
for  connection  to  the  public  switched 
network.^  but  only  for  service  to  thoee 
countries  that  provide  "equivalent 
resale  opportunities"  for  sorrice  to  the 
United  States.^  To  eOactuate  this 
pottcy,  the  Commission  required  that  a 
Section  214  application  for  private  line 
resale  include  a  showing  of  "equivalent 
resale  opportunities"  in  the  destination 
country." 

31.  The  Commission's  primary  goal  in 
this  proceeding  was  to  advance  the 
benefits  of  two-way  resale— including 


^KegHkttioa  of  Ml  Accoimtinf  Bait.  Vux6m 
Nottc*  of  Propos«d  Rukmakiiu,  e  FCC  Red  3434. 
343S-37,  pan.  17  (1991).  The  CommiMian 
concluded  that  it  most  triw  additioaal  Mepe  to 
achieve  iirH-*"**^  accoiintiaB  aad  ooMKOai  ntM 
for  SMvioa  to  and  Gram  the  United  State*,  indtiding 
>v»ii«fa«j»^rton  nf  intetnartonoi  resale.  Id.  at  34M, 
para.1. 

"The  teim  "resale"  was  deSned  by  Iha 
ConMiisnon  as  "an  activity  whataia  ona  aati^ 
subscribes  to  the  communication  aaniCH  and 
tadlitt**  of  aaodMr  snbty  and  tbsB  laoOsn 
comnuinicatioiis  services  and  facilities  to  the  public 
(with  or  without  'adding  value')  for  profit". 
Reg^datiom  9flMl  Aeoomnting  Rat«t,  First  Report 
andOnkr.  7  ?CC  Red  SS9.  pan.  S  b.7  (ISSl) 
(footnote  omitted).  See  aito  U.  at  560.  pan.  11. 

*'  Upon  TWfmt''^^'<ti"''i  the  Conunissiao 
clarified  that  the  equivalency  requirement  does  not 
apply  to  the  resale  of  intemationai  private  lines  for 
private  Una  services.  Begulalion  of  Ml  ilcooantjqg 
Aotai;  Ontar  OB  Raconsidwatiaa  and  lliird  Fistfaar 
Notloe  of  Proposed  RuleaoaiEing.  CC  Docket  Na  90- 
337,  Phase  n.  FCC  92-617,  paras.  7-8  (rdeasad  Nov. 
27.1092). 

anw  Commission  denied  a  request  by  ATftT  to 
clarify  thit  aapacato  salaUita*  and  private  cabtaa 
were  subject  to  thasmne  regulatory  reqaiiasaants 
under  lito  Owambar  1991  laaala  order  as  U.S. 
common  carriers  because  this  issue  was  outside  the 
scope  of  the  proceeding.  Id.  at  para.  18. 

"  Regulation  of  Int'l  Accounting  Rates,  First 
Report  and  Order.  7  FCC  Bed  SS9,  see,  paras.  9- 
10  (1991).  Section  214  appUcaols  bear  tfaa  burden 
of  proving  that  "equivalent  opportnnitie*"  eadat.  by 
i.^V>Ji>ig  Mtbar  a  ■'-»«"—»  tiut  the  Coouniaakm 
has  ptMkif  daterasiaed  that  "aquivalant  raaala 
opportMoitiea"  anat  or  •vidanoe  of  opan  entry 
inchMling  Mtaas.  conditinns,  and  prices  similar  to 
thoae  »"-■*-<  forai^  compalitocs.  For  avamiitw, 
the  CaaasMlasion  Moaady  dataimiaad  that 
"equiv^st  opportanHiaa"  awiat  in  ranada, 
of  CsMk's  open  antry  and  aondiacximiMta 
treatatont  towMd  US.  cariian.  It 
the  first  intemaHimal  iinala  ap|Jli  athrn  aaiag  Iha 
••aqnlvalaBt  uppnttartMaa"  taat  POUCMOLA  Corp. 
and  BMI  Communicaaoas  Cmp^  ftiamaaMdnn 
Oplnioau  Oidar  Md  Cartifkaitaa.  7  KC  Red  7312 
(1902).  reran,  peadia^ 


competitive  pnasuree  to  reduoe  dxive- 
cost  aoooonting  rates    while  avoiding 
the  ■ngptJTn  consequences  of  one-way 
resale  Into  the  United  States.  The 
Comniasiaa  ¥ras  concerned  that 
without  the  equivalent  resale  policy, 
traffic  diverted  from  U.S.  carriers  would 
decrease  the  number  of  minutes  foreign 
entities  would  report  under  the 
intemationai  setti^ents  policy,  while 
U.S.  carrian'  outbound  traffic  volumes 
would  remain  the  same.  The  U.S.  net 
settlements  deficit  would  thus  increase, 
which  could  ultimately  burden  U.S. 
ratepayers  with  higher  rates.^ 

3.  Intemationai  Competitive  Carrier 
Policies 

32.  The  Commission's  interstate 
domestic  competitive  carrier  decisions 
in  the  early  IQSOs  served  as  a  model  far 
its  1985  intemationai  competitive 
carrier  decision."  The  Commission 
believed  that  relying  on  market  f<Ht:es 
and  reducing  regulatory  burdens  woidd 
allow  carriers  to  operate  more  efficiently 
and  to  better  respond  to  crustomers' 
needs.  As  U.S.  carriers  expanded  their 
overseas  operations  and  offered  new, 
innovative  services  on  a  global  basis,  the 
Commission  in  the  1965  decision 
reduced  the  reguUtoay  requirements  for 
those  intemationai  common  carriers 
that  faced  effective  marketplace 
competition  and  did  not  have  raariLot 
power,  treating  them  as  "non- 
dominant"'^ 


**  Regekaion  ofbit'l  Accoimting  Ralm.  supra.  7 
FCC  Red  at  561.  para.  19. 

*^  Int'l  Competitive  Carrier  Policies,  Report  and 
Order.  102  POC  2d  812.  814.  para.  2  (footnote 
omitted)  does),  moon,  denied,  60  Rad.  Reg.2d 
(PaF)  1435  (1986).  For  domestic  interstate  services. 
the  rmamliilnn  delennioed  that  only  ATAT  was 
dominant  and  &arefore  subject  to  full  Title  n 
regulation,  while  competitors  sudi  as  MQ  and 
Sprint  sesre  aon^kuninant  and  thereafter  sut^ect  to 
foiheaiancafraB  foil  Title  n  regulation.  Policy  and 
Rules  Comoentiag  Rates  for  Coapetitive  Carrier 
Services  and  Facilities  A  uthorizations  Therefor. 
First  Report  and  Order.  8S  FCC  2d  1  (1980):  Second 
Report  and  Order,  91  FCC  2d  S9  (1982):  TUrd 
Report  and  Order.  48  Fed.  Rag.  467*1  (Od  14. 
1983):  Foitftb  Report  and  Order.  95  FOC  2d  554 
(1983):  nfih  R^Mrt  and  Order.  98  FCC  2d  1191 
(1984):  Sixth  Report  and  Order,  99  FCC  2d  1020 
(1985):  •nr'daacriaaMMdad  sab  aoB.  MCr 
Te/acommuniaitMns  Cotp.  v.  FCC  7es  F  Jd  IISS 
(D£.  Cir.  1985).  As  part  of  iU  feitaearance  policy 
for  domestic  services,  the  Commissicm  held  that 
non-doannant  carriers  ware  not  raqnirad  to  fila 
tariSi  far  Ihair  aarvioas.  This  "paoniasive 
detariffing"  policy  was  laoantlv  overturned  bnr  a 
Fedanl  Court  of  Appeals  panel  on  the  ptnmd  that 
it  was  inconsistent  wift  the  raqniraments  of  dn 
Conmanicaltons  Act  A7»r  v.  FCC  97S  F.2d  727 
P.C  Cir.  loot).  The  decision  did  not  diractly 
address  international  services,  which  are  subject  to 
streamlined  regulation  rather  than  farbaaxance  (See, 
e.g.,  Regafation  of  Ml  ComsMR  OanierSortieot. 
Nolic*  oTPiapoMd  Rnlemakittg,  7  POC  Red  577, 
578.  n.10  (1992)).  However,  tite  dadaion  raqoins 
examination  in  the  intemationai  context. 

•>«  Int  7  CoovsMfva  Cairiar  Ai/iciaa,  Report  and 
Order.  102  fVC  2d  SIX  SSI.  paia.  22  (18BS). 
denied,  80  Rad.  Iag.2d  iff)  1455  (less^ 


33.  After  analysing  the  service 
offerings  of  intonational  common 
carriers  in  terras  of  product  and 
geographic  markets,  the  Conuniasion 
detenalDed  that  ATAT  was  dominant 
for  IMTS  and  that  Comsat,  as  the  sole 
provider  of  some  services,  was 
dominant  in  its  provision  of  those 
senrioes.^  All  other  U.S.-owned 
intemationai  carriers  were  classified  as 
non-dominant  The  Commission  also 
concluded  that  the  most  efficient  way  to 
eocourege  the  granting  of  operating 
agreements  and  to  discourage  market 
distortions  was  to  classify  all  foreign- 
owned  **  carriers  as  dominant  in  their 
provision  of  all  ii^emational  common 
carrier  services  to  all  foreign  points. 
Dominoxt  earners  were  sid>)ect  to 
greater  regolatory  requirements  than 
non-doninant  intemationai  tairiers. 
whii:h  could  take  advantage  of 
streamlined  tariffing  and  facilities 
authorization  proc»dures.^  The 
Ck>mmis8i(m  also  plaimed  to  monitor 
operating  practices  of  foreign-owned 
carriers,  to  consider  conditioning 
SecticD  214  authorizations  on  the 
granting  of  operating  agreements  (i.e.. 
reciprocal  entry),  and  to  require  filing  of 
specific  traffic  and  revenue  data.^ 

34.  In  1992.  the  Commission 
reexamined  its  1965  policy.  Rather  than 
imposing  dominant  classification  on  all 
&neign-(ywned  carriws  ita  all 
international  services  end  routes,  the 
Commission  decided  to  apply  that 
classification  on  the  basis  of  a  route-bjr- 
route  analysis.  Thus,  an  intemationai 
carrier,  whether  U.S.  or  foreign-owned, 
would  be  considered  dominant  only  oa 
those  routes  where  a  foreign  affiliate  of 
the  carrier  had  the  ability  to 
discriminate  in  its  favor  in  the  prtivision 
of  services  or  fadUties  used  to  terminate 
U.S.  intemationai  traffic'" 


«*  M.  at  an,  838-842.  p«as.  22. 63-72. 

"  A  carrier  that  was  over  15%  diiactly  or 
indirectly  owned  by  a  foreign  telecommiiniratinns 
entity,  or  on  whose  board  of  directors  a 
representative  of  such  a  foreign  entity  sits,  was 
coaaidared  "fcreignHnvned."  U.  at  842.  para.  72. 
n.74. 

**In  brief,  non-dominant  intemationai  carriers 
were  subject  to  a  general  streamlining  of  regulatory 
burdens  (not  forbearance  from  filing  as  applicable 
to  non-dominant  domestic  carrien).  For  example, 
dominant  carriers  were  required  to  obtain  new 
Section  214  certification  for  any  additional  circuits, 
while  non-dominant  carriers  were  only  required  to 
obtain  initial  Section  214  authority.  Id.  at  844.  para. 
78.  Dominant  carriers  were  also  required  to  comply 
with  a  longer  notice  period  and  to  cost-support 
their  tariffs  with  data,  while  tariffs  of  non-domiaant 
carriers  were  presumed  lawful.  Id.  at  843-844, 
paras.  76-77. 

^/d.  at  842,  paias.  72-74. 

^•ftagnlattenafMK 
Report  and  Older.  7  POC  Red  7331, 7332.  para.  4 

(1992).  The  Commission  spedficaBy  did  net  aaodify 
the  present  dominant  status  of  ATkT  i 
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35.  An  international  canrier  affiliated 
with  a  monopoly  carrier  in  the 
destination  market  is  presumptively 
classified  as  dominant,  and  an 
international  carrier  with  no  affiliation 
with  a  foreign  carrier  in  the  destination 
market  is  prasimiptively  classified  non- 
dominant."  If  a  U.S.-intBmational 
carrier  is  affiliated  with  a  foreign  carrier 
that  is  not  a  monopoly  in  the 
destination  mari^et,  the  Commission 
will  scrutinize  the  situation  more 
closely  to  determine  whether  the  foreign 
carrier  possesses  the  ability  to 
discriminate  against  other  U.S.- 
international  carriers.'^ 

36.  In  addition,  a  presumption  of  non- 
dominance  applies  to  U.S.-intemational 
carrieis,  regardless  of  any  foreign 
affiUation,  if  they  provide  service  on  a 
particular  route  solely  through  the 
resale  of  an  unrelated  fadhties-based 
U.S.-intemational  carrier's  switched 
services.'*  Finally,  each  foreign- 
affiliated  U.S.-intemational  carriOT  is 
required  to  certify  in  its  section  214 
application  that  it  has  not  agreed  to 
accept  special  concessions  from  any 
foreign  carrier  or  government  on  any 
intemational  route.  This  requirement 
discourages  such  a  carrier  from 
attempting  to  gain  an  imfair  competitive 
advantage  on  unaffiliated  routes.'^ 

37.  In  developing  the  new  policy,  the 
Commission  noted  that  U.S.  carriers  had 
been  increasingly  successful  in 
obtaining  operating  agreements  for 
IMTS  service  and  that  carriers  such  as 
MQ  and  Sprint  were  competing  with 
AT4T  in  19  of  top  20  foreign  markets.'* 
The  Commission  also  noted  that  foreign 
Administrations  were  making  increased 
efforts  to  privatize,  to  open  their 
markets  to  new  providers,  and  to  take 
other  steps  to  make  their  markets  more 
competitive  for  the  provision  of 
telecommimications  services." 
Accordingly,  the  Commission  sought  to 
redirect  regulation  to  those  instances 
where  a  relationship  between  a  U.S.- 
intemational  carrier  and  a  foreign 
carrier  presented  some  substantial  risk 
of  anticompetitive  conduct."  This  new 


for  cartain  internatioiMl  ««rvices.  Id.  at  7331.  n.2. 
Tba  Cominission  otherwise  declined  to  make  any 
ipecjfic  rulings  on  the  regulatory  status  of 
particular  earners  on  any  given  route,  but  provided 
that  they  could  petition  the  Commission  for  a 
change  in  statu*  from  dominant  to  non-dominant, 
based  on  the  criteria  set  forth  in  the  order.  Id.  at 
7337. 

"id.  at  7334.  para.  19. 

"M. 

^/d.  at  7335,  para.  31. 

^Id.  at  7335.  para.  27. 

''*  ReguUttioa  oflnt'l  Common  Carrier  Seivict*. 
Notice  of  Proposed  Rulanaklog.  7  FCC  Red  577, 
560.  para.  23  (1992). 

"M.  at  5S0,  paraa.  2S-25. 


policy  addressed  the  dame  to  which 
regulatory  burdens  should  be  imposed 
on  U.S.-intematlonal  carriers  re^rdless 
of  ownership,  but  not  the  broader  issue 
of  whether  or  under  what  circumstances 
foreign-owned  carriers  should  be 
permitted  entry  into  the  U.S.  maricet." 

4.  The  Fadhties  and  Service* 
Authorization  Process 

a.  Section  214  authorizations.  38.  The 
Commission  regulates  entry  into  the 
U.S.  market  for  intemational  common 
carrier  services  through  its  section  214 
process.  Under  this  Section,  common 
carriers  seeking  to  provide  international 
services  must  obtain  authorization  from 
the  Commission  to  build  fadUties, 
acquire  capadty  on  existing  fadlities. 
and  provide  service.**  The  governing 
standard  is  whether  grant  of  the 
authorization  would  serve  the  "present 
or  future  pubUc  convenience  and 
necessity."" 

39.  Guided  by  this  broad  pubhc 
interest  standard,  the  Commission's 
determinations  are  made  on  a  case-by- 
case  basis,  acconiing  to  the  specifics  of 
each  section  214  application.  This 
process  is  the  primary  mechanism 
whereby  the  Commission  confronts 
issues  related  to  foreign  ownership, 
affiliations  with  foreign  monopoUes, 
and  the  impact  on  U.S.-owned  carriers 
and  consumers  of  permitting  certain 
service  offerings  by  such  carriers. 
Increasingly,  that  examination  has 
invited  discussion  of  complex 
ownership  schemes,  the  demonstrable 
benefits  of  broad  open  entry  into  the. 
U.S.  market,  and  the  role  of  Commission 
action  in  the  long  term  development  of 
the  ITS  marketplace. 

40.  The  Commission  has  attempted  to 
deal  with  these  questions  by  granting 
the  authorizations  so  that  the  service  in 
question  can  be  provided  for  the  benefit 
of  U.S.  consumers,  while  imposing 
spedfic  conditions  to  ensure  that  these 
benefits  will  not  be  undermined  by 
anticompetitive  behavior  in  the 
intemational  arena.  For  example,  in 
1991,  the  Commission  considered  a 
section  214  application  to  lease  and 
operate  fadlities  to  provide 
intemational  switched  services."  Even 
though  the  applicant,  Atlantic  Tele- 
Network,  Inc.  (ATN),  is  a  100  percent 
U.S.-owned  corporation,  the 
Commission  was  concerned  that  ATN, 
with  a  controlling  share  (80  percent)  of 
the  sole  provider  of  local  services  in 


Guyana,  could  exclude  new  U.S. 
entrants  into  the  U.S.-Guyana  market  or 
provide  unequal  interconnection  for 
competing  U.S.  carriers."  Therefore,  the 
Commissicm  conditioned  ita  approval:  It 
required  ATN  to  seek  authorization  for 
additional  circuits  or  private-line 
services;  submit  quarterly  revenue  and 
traffic  reports;  file  any  operating 
agreements;  file  a  tariff  pursuant  to 
section  203  of  the  Communicatians  Att; 
and  accept  only  its  proportionate  share 
of  return  traffic."  Moreover,  ATN  was 
forbidden  from  handling  or  • 
interchanging  any  traffic  denied  to  other 
U.S.  carriers.^ 

41.  Recently,  Cable  &  Wireless 
Communications,  Inc.  (CWd)  received 
only  a  conditional  grant  to  resell, 
pursuant  to  contract,  intemational 
switched  voice  and  data  commimication 
services  of  TRT/FTC  Intemational,  Inc. 
(TRT/FTC).*  The  conditions  were 
premised  on  the  Commission's  concern 
regarding  the  potential  for  preferential 
treatment  among  the  parties,  and 
consequently,  discrimination  against  ■ 
competing  U.S.  carriers.  Accordingly. 
CWQ's  application  was  granted  subiect 
to  the  requirement  that  the  contract,  or 
summary  of  the  contract,  between  CWCI 
and  TRT/FTC  be  publicly  filed  in 
accordance  with  section  203  of  the 
Communications  Art.  Furthermore,  a 
condition  was  imposed  that  the  services 
must  be  generally  available  to  similarly 
situated  customers  on  the  same  terms 
and  conditions." 

b.  Authorizations  for  submarine  cable 
landing  licenses.  42.  In  reviewing  its 
submarine  cable  licensing  polides  in 
the  mid-1980s,  the  Commission  again 
looked  to  domestic  pro-competitive 
policy.  From  the  domestic  arena,  it 
borrowed  the  concept  of  permitting  the 
development  of  private,  non-carrier 
fadlities.  The  Commission  determined 
that  alternative  "private  cable"  systems, 
in  which  bulk  capacity  would  be  sold  or 
leased  on  a  non-common  carrier  basis, 
would  introduce  more  meaningful 
competition  in  the  provision  of 
transmission  fadUties.  It  reasoned  that 
this  increased  competition  would 


"^  Sm  Regulation  oflnt'l  Common  Carrier 
Setvicei.  7  FCC  Red  7331.  7332.  para.  4  11.9  (1992). 

•»47  VS.C.  214(a)  (1968). 

•'/d. 

**  Atlantic  Tele-Network,  Inc..  Order. 
Authoriiatian  and  Cartiflcate.  6  FCC  Rod  6529 
(Chief,  Common  Carrier  Burean  1991). 


"  Id.  at  6529-6531 ,  paras.  6,  21 .  22. 

•*  Id.  at  6532,  paras.  23-24. 

*>/d.atpara.24. 

**  Cable  »  Wiriest  CommxmkatioM,  Inc.,  Order, 
AuthorizaUon  and  Cartificate,  7  FCC  Red  6633 
(Chief,  Common  Carrier  Bureau  1992).  This  order 
was  pramised  on  the  Commission's  treatment  of 
CWCr  a*  a  dominant  canier  under  its  1965  policy. 
While  there  are  new  nila*  that  would  potantially 
alter  the  filing  requireoMBts  of  cartaiB  foreipi- 
owned  carriers,  Ihaae  carrier*  muM  first  petition  (ha 
Commisaiaa  far  a  change  of  status  from  dominant 
to  non-dominant  Regaiation  oflnt'l  Common 
Carrier  Sernoe$.  Report  and  Order,  7  FCC  Red  7331. 
7337,  pwaa.  47-4S  (1992). 

"  Cable  and  Wieht*  Communicationt,  Inc.. 
supra.  7  FCC  Red  6653.  paras.  5.  7. 


v.uJ..^  VrnMrntm-  I  Vnl    M    Mn    ifl  /  Vridmv.  bnuarv  15.  1993  /  NotiOM 


Federal  Register  /  Vol.  58,  Na  10  /  Friday.  January  15,  1993  /  Notices 


4853 


provide  many  of  the  same  user  benefits 
that  were  offered  by  the  private  sale  of 
domestic  satellite  transponders, 
including  stimiilatlng  technology  and 
service  development."  The  Commission 
ruled,  however,  that  a  private  cable 
operator  must  obtain  a  landing  license 
bom  the  Commission  before  connecting 
a  submarine  cable  to  the  United  States. 
Thus,  privately  owned  cables  iised  on  a 
non-common  carrier  basis  require  a 
Imirfitig  license,  but  not  section  214 
authority,  while  cables  used  for 
common  carrier  purposes  need  both." 

43.  The  Commission's  continuins 
concerns  about  maintaining  control  of 
the  U.S.  end  of  submarine  cables  and 
ensuring  U.S.  participation  in  the 
manufacturing,  installation,  and 
maintenance  of  cables,  is  reflected  in  its 
imposition  of  Uoensing  conditions  on 
some  foreign  entities.  For  example,  in 
one  case,  the  Commission  imposed 
conditions  to  encourage  participation  by 
U.S.  interests  in  the  construction  of  the 
cable  and  to  ensure  ma}ority  U.S. 
ownership  and  control  of  the  cable  at 
the  U.S.  end^  In  another  case,  the 
Commission  allowed  the  transfer  of 
cable  landing  rights  and  section  214 
authorizations  from  a  U.S.  to  a  foreign- 
owned  company,  with  the  condition 
that  the  transfer  comply  with  the 
Commission's  regulatory  filing 
requirements  for  intemationaldominant 
carriers.*'  RecenUy,  the  Commission 
approved  the  proposec^ale  of  assets  of 
a  domestic  corporatioifio  an  entity  with 
seventy-nine  percent  indirect  ownership 
by  Spain's  govenunent-controlled 
monopoly  telephone  company.  The 
Commission  imposed  a  number  of 
conditions  to  prevent  discrimination 
against  comp^ing  U.S.  carriers, 
including  a  prohibition  against  routing 
traffic  to  or  from  third  countries  without 
first  seddng  section  214  authorization.*' 

D.  Umits  of  U.S.  ITS  Regulation 

44.  The  Commission's  efibrts  over  the 
past  12  years  have  successfully 
advanced  competition  in  the  U.S.  ITS 


**  TV-Qpdk  Ltd.,  Mamomutum  Opinkm  and 
Order,  100  POC  2d  1033. 1040-41,  pom.  IS  (ISSS). 

*"Soe  <d.  at  I04e-4S.  pwM.  27-31. 

*o  Aid/Ic  Tthcom  CoUo,  be.  CdMe  Landing 
UcwiM.  4  POC  Red  SOei.  SOSS  (ISSS). 

**  Wettem  Union  Corp.  and  World 
CommiuiioaUons.  Inc.,  Ktomonndum  Oplaion  and 
OrAm.  4  FCC  Red  2219, 2221.  paras.  14-lS  (Oiiai. 
Cwnmon  Cuiiar  Buiaau  19S9). 

**ComittMonAppn¥mAt$igiunaatef 
^utiiorisotiont  of  ralefanioo  OMando  Db  Puorto 
Rico,  Manonndtutt  Optnioo,  Otim,  AuthoriiatioD 
and  OHtificata.  FOC  S2-S53  (ralaaaad  Dae.  18. 
1092).  Tba  CommiMloa  nolad  that  anilcainpatitiva 
conduct  is  unlikely  bacauM  Iha  aiMis  induda  only 
a  limitad  munlMr  of  dicuits,  and  tnOc  originatas 
only  from  Puarto  Rioo  and  tha  VS.  Viigin  Islands 
to  owssai  points,  with  no  intvconnacted 
latemaHonal  privata  line  sarrioa. 


market  and  represent  a  clear  effort  to 
ensure  that  regulation  is  responsive  to 
changing  mancet  conditiims. 
Nev«rtheless,  there  are  a  number  of  ITS 
issues,  particularly  those  related  to  trade 
and  international  competitiveness,  that 
are  not  addressed  by  tne  Commission's 
regulatory  efforts. 

45.  Prior  to  raising  specific  questions 
regarding  that  gap,  it  is  important  to 
examine  other  factors  afbcting  the 
environment  for  ITS.  Accordingly,  the 
following  two  sections  describe  (a) 
technological  changes  and  market 
structure  affecting  overall  ITS  policy- 
making and  (b)  efforts  by  the  Executive 
Brandi  to  address  trade  and 
international  competitiveness  issues 
through  non-regulatory  mechanisms. 

IIL  Changing  Market  Environment 

46.  The  market  environment  for  ITS 
in  the  United  States  and  foreign  maricets 
has  been  shaped  by  evolving  regulatory 
r^imes  (discussed  above),  changing 
telecommunications  technologies,  and 
related  user  demands.  By  way  of 
background,  the  following  section 
outlines  some  key  developments  in 
technology  and  ITS  markets. 

A.  Developments  in  Technology 

47.  Advances  in  telecommunications 
technology  have  significanUy  expanded 
the  range  of  telecommunications 
services  available,  blurring  the 
traditional  distinctions  between  voice 
and  data,  and  between  mobile  and  fixed 
communications.  The  availability  of 
new  services  has.  in  turn,  stimulated 
demand  for  further  technological 
innovation,  putting  further  pressure  on 
government  policy-makers.  The 
devefopment  of  these  new  advanced- 
technology  capabilities  has  been 
prompted,  in  large  part,  by  the 
increasingly  global  economy  and  the 
corresponmng  telecommunications 
needs  of  globd  businesses  operating  in 
that  economy  with  its  woridwide 
production  and  distribution  networks. 
The  ability  to  communicate  rapidly, 
reli^ly,  and  inexpensively  can  be  a       .. 
source  of  significant  competitive 
advantage  for  manubcturing  or  s«vice 
companies  with  multinational 
operations.  Among  U.S.  companies 
competing  globally,  the  importance  of 
telecommunications  to  thefr  operations 
creates  strong  demand  for  the  same  high 
quality  and  efficiency  (including  cost)  of 
services  internationally  that  they 
currenUy  enjoy  domestically. 

48.  In  the  last  decade,  broadband 
services,  which  make  possible  a  wide 
variety  of  business  applications  ranging 
from  voice  to  high  speed  data  to  video 
teleconferencing,  have  emerged  in  the 
international  services  marketplace. 


Smaller  satellite  earth  stations, 
combined  with  more  powerful  and 
sophistk:ated  satellites,  have  made 
advanced  telecommunications  services 
available  where  no  service  existed 
previously.  Integrated  Services  Digital 
Network  (ISDN)  techndogy  is  emerging 
with  the  capability  of  providing  a  wide 
range  of  senrices,  frtmi  narrowband  to 
broadband,  on  an  as-needed  basis.  In 
addition,  the  now  widespread 
availability  of  high  quality,  digital 
private  leased  lines  has  offned  users 
further  control  over  service  availability 
and  networic  design. 

49.  Technologioal  advances  have  also 
dramatically  increased  the  capacity  of 
facilities.  In  the  case  of  submarine 
cables,  the  introduction  of  fiber  optic 
technology  has  made  available 
hundreds  of  thousands  of  additional 
circuits,  capable  of  handling  diverse 
demands  [e.g.,  voice,  bulk  data  transfer, 
video  conferencing,  realtime  computer 
interlinks)."  Relatively  low-cost 
branching  points  can  be  used  to  connect 
multiple  countries  direcUy  to 
international  cable  trunks.  Low-cost, 
repeater-less  fiber  optic  cables  have 
been  developed  for  short-distance 
applications,  and  laser  pump 
technology  %vill  massively  expand  the 
capacity  of  inter-continental  cables. 
Such  increases  in  caoadty  have  altered 
the  economies  of  scale  of  services  and 
service  areas. 

50.  In  the  case  of  satellite  systems, 
technological  improvements  such  as  - 
digital  compression  have  increased  the 
independent  voice  chaimel  capacity  of 
one  64  kilobit/s  bearer  chaimel. 
Depending  upon  frequency  reuse 
teamiques.  satellite  transponder 
configuration,  and  other  technical 
diaracteristics,  a  modem 
commtmications  satellite  may  support 
as  many  as  90,000  circuits.** 

51.  New  forms  of  mobile  satellite 
communications  have  been  proposed  to 
make  "global"  communications  a 


"  U.S.  Dep't  of  Coaunerca,  NTIA  Pub.  No.  hTTTA- 
CR-91-42.  i990  World's  Submarine  Ta/aphoine 
GoMe  Syteau  43  (1991)  (coaapeadtum  praparad  by 
Haibart  H.  Scfaanck  a  Lao  Waldick  of  Undenaas 
Cable  Bnginaws.  Inc.  ior  tbe  Natl 
TalecommimiraHons  and  Infonsaliaa  Admin.). 

**  Despite  the  rq>id  growth  in  the  daploymant  of 
intscnatioaal  fiber  optic  cables.  sataUitas  coatinua 
to  play  a  critical  role  in  the  ptorlsiaa  of  ITS.  Global 
beams  allow  the  ptoTiskm  of  sarrioe  to  large,  lightly 
populated  area  where  running  fibar  or  othsr 
tarrastriel  faciUtlae  U  impracticaL  Spot  beems 
concentrate  mmamntrattons  capAUlties  on 
smdUar,  more  discrete  eroas  with  laigsr  amounts  of 
traffic.  Also,  satellite  polnt-to-multipoint 
connectivity  provides  piacttcal  eincienries  over 
other  technologies  for  services  such  as  video 
distribution.  Pinally,  satellites  provide  a  vahiible 
back-up  for  IraOc  carried  over  cable  fadlilies. 
which  are  subtact  to  interruptiaas  in  sarrioe  from 
physicel  damMa  to  tha  cables  caused  by  a  numbar 
of  sources,  inrfiiding  fishing  boats  and  sharks. 
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reality.  For  exwnplw.  tsvanl  US. 
companiaa  have  propoaad  Low-Earth 
CMiit  (LEO)  sateUita  syitama  to  Mrra 
poftabla  tamdnals  with  a  cnmhinatlwi 
of  voioa.  data,  and  poaitianiiig  aanrioaa 
on  a  global  baaia.  Moat  of  thaaa 
pnqwaala  would  uaa  a  ddal-|Mipoaa 
bandaet  that  wranld  aadc  Snt  to  utiliaa 
tematzial  cellular  ayataaoa  and  iiae  the 
LEO  MtdUte  qrttama  only  whan 
terrestrial  cellular  Mrvice  waa  not 
available. 

52.  In  tain,  wnlce  pnnldai  are 
imeiilnfl  to  a|>ply  advuioad  tadmoloelM 
to  meet  tidt  growing  danand  for  global 
teleconununicationa  niYicaa.  Advanced 
undareaa  cable  and  aalaUlla  hdtitiaa  are 
being  intwcoimectad  to  aaata  global 
netwQcka,  multiple  iwloe  providers 
from  diflinent  countiiaa  are  farming 
strategic  alUanoee  to  provide  sarvicea  on 
a  ^^mI  beats,  and  new  entrants  are 
tapping  the  growing  demand  for  lower- 
cost  ITS." 

53.  The  pace  of  technological  change 
is  clearly  afbcted  by  diffarences  in  the 
regulatory  structures  of  diflarant 
countries.  Nonetheless,  in  the 
davelopfaag  global  economy,  rq>id 
changes  in  technology,  together  with 
essodated  changes  in  customer  demand 
and  commercial  oyniMtion.  also  have 
an  increasingly  asnous  Imnact  on  the 
eSsctiveness  of  those  regulatoiy 
structures.  Service  pravidets  and  their 
maJOT  customers  are  adopting  a  strategy 
of  maximizing  available  tedmolag'o' 
and  commeicial  opportunitias  in  the 
most  liberal  markets  in  ordar  to  secure 
the  ITS  capahilitias  they  need  to 
compete  in  the  global  ecopoiny. 
GoveromaBt  DoUqr-makeis,  particularly 
regulatofrpcuicv-makars,  ignore  this 
trend  at  the  perD  of  dieir  country's 
intemationa]  competitivi 


B.  US.  idarkei  StructunforiTS 

54.  Over  the  past  12  yeers.  pro- 
competitive  regulatory  initienves  have 
produced  significant  positive  rhsngss  in 
the  U.S.  ITS  market.  New  service 
providers  have  entered  the  market, 
offering  businees  and  reaidantial 
consumers  ahesnativae  to  the  treditiaiial 
carriers.  Estimeted  total  U.S. 
international  revenues  have  increesed 
from  $2.25  billion  in  1980  to  $9.3 
bilUon  in  1901.  neerty  $10.5  bilhon  in 
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1992.  and  are  aaqpectad  to  inaeess  to 
$1U  fafllian  in  1993.**  Ihaaa  flguras 
reflect  ftfl"***^"*  growth  in  non-faaaic  aa 
waU  as  bask  nMrtataagnanta.  For 
eaiampla.  a  variety  of  anhanoed  service 
providais  («^  IBM.  EDS.  and  GEIS) 
have  puMuad  an  international  business 
strategy  in  response  to  growing  user 
dMnands  for  international  asrvioea.  And 
many  laigs  businsas  users  (e^<  banka. 
insurance  oompeniea.  and  m^or 
manufocturers)  have  ^eatly  expended 
their  privataintsmatiaoal  natwrarks  to 
fodlitata  the  increasing  global  nature 
of  thair  oomaaardal  activitiae. 

55.  Aooosdii^  to  the  U.S.  DepaitmaBt 
of  Commerce  1902  hidnatiial  Outlook, 
thoe  are  appraxiaBatdy  SSOTTS 
providan  in  the  United  Stataa.  of  whkfa 
some  seventy-one  oomnaniea  (indudimi 
some  wholly  or  partially  foreign-owned 
finm)  provide  international  basic  voice 
tdephooe  esrvice.  eidier  on  a  fadlitiee 
or  resale  baaia.**  bi  intematianal  basic 
service,  for  example,  MQ  sod  Sprint 
actively  oompote  wtdi  ATkT  for  traffic 
to  virtually  all  aoajor  points  around  the 
globe.**  Ratee  for  IMTS  declined  from 
$2.25  per  minute  faa  1075  to  $1.20  per 
minute  in  lOOO.'^'and  kaaad  llnaa  ratea 
decreased  subsUntially.  IMTS  rovenuee 
increesed,  as  a  res\ilt  of  increesed 
demand  and  new  ssrvica  offoiings,  from 
$590  miOian  In  1075  to  $4.3  UlUon  in 
1090.  representing  an  amnud  compound 
growth  rate  of  14.2  percent'*' 

56.  taifseesingly.  foreign  companies 
are  loddng  to  competitive  opportunities 
in  the  United  States.  What  fioUovrs  are 
some  examples  of  foreign  oompenies 
that  partidpato  in  the  U.S.  ITS 
muket.'"  Briti^  Telecom  ofiers  private 
line  and  private  carriage  services,  ss 
well  as  international  value-added 


network  sasTioaa.*<°  British-owned 
Cable  and  WiMleea  (CftW).  among  the 
top  seven  U.S.lai«diatanoeceiiiacs.'^  , 
currently  {Hovidea  international  aarvioa 
on  a  reeala  basis  and  is  seeking  to 
expand  its  intaraatiooal  services 
operatians.  "**  Oft W  alao  bolda  twasity 
percent  ownership  interest  in  the  U  A 
end  of  a  private  Padflc  submarine 
cable.  ^"^  TRT/FTC  Intemetional.  Greeted 
as  a  result  of  s  1B90  meigw.  is  14.9% 
owned  by  France  Telecom  and  offon 
international  services  on  both  e  focilitiea 
and  reeala  baaia.'*"  WorldCom,  a  Swiaa- 
owned  company,  was  authorixad  to 
provide  intsmatlonal  fadUtias  bseed 
servioee  in  1909  "*  end  has  recently 
been  acquired  by  IDB.  In  addition,  there 
have  been  recent  submarine  cable 
landing  licanae  applicatians  inviJving 
foreign  ownardiip  intereets."" 
57.  Significant  rectrictiona  on 
domestic  and  intemetionel  services 
competition  remain  in  the  United 
States.  For  example,  local  exchanaw 
telephone  services,  reproeenting  ebout 
two-ttiirds  of  the  U.S.  oesic  ssrvioee 
maiket.  ere,  in  needy  ell  cases,  provided 
by  carrien  vrith  govemment-sanctiaBied 
monopoUee  or  at  least  some  degree  of 
government  protactian  from  hill 
competition.  Economic  and 
technological  diangee  in  the 
marketplace  and  rcmilatary  refbrma  at 
both  the  state  and  the  federal  level, 
however,  era  paving  the  wey  for 
compatitioa  in  the  local  exchange."* 
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With  respect  to  foreign  participation  in 
the  overall  U.S.  teleronununications 
market,  the  restrictions  of  section  310(b) 
of  the  Communications  Act  remain  in 
place,  limiting  foreign  investment  in 
companies  holding  certain  U.S.  radio- 
based  licenses.'"  These  restrictions 
apply  not  only  to  traditional  radio-based 
common  carrier  facilities,  sudi  as 
microwave  links,  but  also  to  rapidly 
growing  wireless  commimications 
services,  such  as  cellular  radio  (if  they 
are  classified  as  common  carrier 
services)."'  Moreover,  firms  with 
foreign  affiliations  participating  in  some 
segments  of  the  U.S.  ITS  market  are  still 
more  heavily  scrutinized  throughout  the 
licensing  process  and  may  be  subject  to 
different  regulatory  treatment, 
including,  under  certain  circumstances, 
regulation  as  a  "dominant"  carrier  or 
the  imposition  of  operatiog  and/or 
reporting  conditions  on  cable  landing 
licenses  or  section  214 
authorizations."' 

58.  Nevertheless,  the  U.S. 
telecommunications  market  is,  overall, 
increasingly  open  and  competitive.  In 
particular,  the  presence  of  a  significant 
niunber  of  foreign  firms  attests  to  the 
openness  of  the  U.S.  ITS  markets.  Those 
firms  operate  under  a  regulatory  regime 
requiring  efficient,  non-discriminatory 
access  and  interconnection  to  local 
networks  (including  cost-based  rates, 
unbundling  of  tari&,  network 
information  disclosure,  separate  cost 
accounting,  and  other  safeguards  against 
improper  cross-subsidization).  This  pro- 
competitive  regulatory  regime  is 
generally  not  duplicated  throughout  the 
rest  of  the  world. 

C.  Foreign  MaHcet  Structures  for 
Domestic  and  International 
Telecommunications  Services 

59.  The  pro-competitive  restructuring 
of  the  U.S.  domestic  and  ITS  markets 
was  not  immediately  matched  by 
comparable  liberalization  in  foreign 
markets.  Foreign  PTTs  and  their 
governments  initially  resisted  the 
"export"  of  U.S.  pro-competitive 
deregulatory  policies.  With  respect  to 
rrS,  many  PTTs  were  reluctant  to  enter 
into  operating  agreements  with  new 
U.S.  carriers,  often  preferring  to 
maintain  long-established  relationships. 
In  addition,  most  PTTs  maintained 
restrictive  policies  regardingTE^  use  of 
international  leased  circuits,\out  of 


Cable  Communications  Policy  Act  of  1964,  Pub.  L 
No.  98-549.  $  2(b).  98  SUt  2779,  2785  (codified  in 
the  CommunicationB  Act  of  1934,  as  amended,  47 
U.S.aS  533(b)  (1988)). 

■*'47U.S.C  310(b)  (1988). 

'"See  supra  para.  13  for  a  discussion  of  Section 
31U. 

'■'See  supra  Section  D. 


concern  that  use  of  these  circuits  would 
"bypass"  their  bdlities  and  service 
monopolies,  reaultiiu  in 
"creamskimmine"  of  revenues. 

60.  By  the  mia-19808,  however,  as 
telecommunications  began  to  be 
recognized  as  a  critical  element  in 
overall  economic  growth,  more  foreign 
governments  b^an  to  focus  attention  on 
the  benefits  to  bs  gained  &t>m  injecting 
some  competition,  even  on  a  limited 
basis,  into  their  domestic  and 
international  telecommimications 
sectors.  Business  users  in  foreign  . 
markets  became  more  vocal  about  their 
need  for  advanced  telecommunications 
services  as  a  way  of  enhancing  their 
competitiveness.  Increasingly,  foreign 
countries  began  to  introduce  some 
liberalizing  reforms  to  their 
telecommunications  regimes,  although 
restrictions  on  competition  in  domestic 
and  international  basic  services  were 
generally  retained. 

61.  For  example,  in  a  series  of  actions 
between  1981  and  1987,  the  United 
Kingdom  (UK)  created  a  duopoly  for  the 
provision  of  telecommunications 
services  by  authorizing  a  second 
provider.  Mercury  (owned  by  Cable  and 
Wireless),  to  compete  with  the 
incumbent  monopolist,  British  Telecom. 
The  UK  also  liberalized  the  provision  of 
terminal  equipment  and  value-added 
networks  and  services,  established  an 
independent  regulatory  body,  began 
licensing  cable  television  companies 
and  permitted  them  to  provide  non- 
cable  telecommunications  services 
within  their  fi-anchise  areas,  and  issued 
licenses  to  two  cellular  radio 
companies. 

62.  In  Japan,  the  government  in  1985 
abolished  its  domestic  and  international 
telecommunications  service  monopolies 
and  sought  to  encourage  new  market 
entrants  by  creating  a  regulatory 
dichotomy  based  on  ownership  versus 
leasing  of  facilities.  By  1989,  there  were 
three  fedlities-based  (Type  I)  carriers 
providing  international  telephone  and 
leased  circuit  services,  and  by  1991, 
there  were  25  companies  (Special  Type 
n)  offering  value-added  services  over 
circuits  leased  from  Type  I  carriers."*  In 
addition,  the  provision  of  terminal 
equipment  and  value-added  services 
were  liberalized. 

-^    63.  Canada  and  the  European 
Community  (EC)  initiated 
telecommunications  liberalization  in  the 
terminal  equipment  and  value-added 
services  market  segments.  Canada 
permitted  the  resale  and  sharing  of 
leased  circuits  in  1984  for  the  provision 


of  enhanced  services  and  opened  the 
terminal  equipment  market  to 
competition.  In  1987,  the  EC  issued  a 
"blueprint"  for  competition  in 
telecommunications  equipment  and 
services,* "  which  subsequently  took 
operationoal  shape  in  the  form  of  specific 
Directives  to  be  implemented  over  the 
next  several  yean  by  the  twelve  EC 
member  states."'  In  addition  to 
introducing  competition  in  several 
market  segments,  the  EC  Commission 
has  sought  to  harmonize  network 
infrastructures  among  the  twelve 
member  states  (e.g.,  the  Open  Network 
Provision  concept).  More  recently,  the 
EC  Commission  has  targeted  satellite 
communications  for  further 
Uberalization."^ 

64.  Pro-competitive  regulatory 
liberalization  in  foreign  markets,  albeit 
in  many  different  forms,  was  a  clearly 
identifiable  trend  by  the  late  1980s.  This 
trend  was  complemented  by  new 
institutional  distinctions  between  the 
regulatory  and  operational  functions  of 
telecommunications  administrations 
and,  in  a  few  cases,  with  the  application 
of  new  forms  of  pro-competitive 
regulatory  safeguards  (such  as  separate 
cost  accounting  and  tariff  unbundling, 
for  example).  Moreover, 
"privatization" — that  is,  the  conversion 
of  the  telephone  operating  entity  fit)m  a 
state-owned  to  a  privately-owned 
enterprise — was  a  major  factor  in  some 
countries.  The  UK  and  Japan  have 
privatized  substantial  portions  of  their 
government-owned  telephone 
companies,  with  plans  to  convert  100% 
to  private  ownership  in  the  foture,"* 
while  Germany  is  in  the  midst  of 


■I*  Ministry  of  Posts  and  Telecommunications. 
Japan,  White  Paper  on  Communications  in  Japan  11 
(1992). 


'"See,  e.g..  Green  Paper  on  the  Development  of 
the  Common  Market  for  Telecommunications 
Services  and  Equipment  (COM(87)290,  30  06.87). 
noted  in  Status  Report  on  EC  Telecommunications 
Policy,  Commission  of  the  European  Communities, 
XIII/50-EN(92).  5  (Brussels.  )an.  1992). 

'"^ In  a  continuing  process,  the  EC  Commission 
has  issued  Directives  on  competition  in  terminal 
equipment,  mutual  recognition  of  type  approval  of 
terminal  equipment,  telecommunications  services,  a 
framework  for  open  network  provision  (ONP),  and 
a  separate  ONP  directive  on  leased  lines.  ONP  is 
also  intended  to  apply  to  packet-switched  data 
services,  voice  telephony,  and  ISDN. 

"''  See,  e.g..  Green  Paper  on  a  Common  Approach 
in  the  Field  of  Satellite  Communications  in  the 
European  Community  (COM(90)  490,  20.11.90), 
noted  in  Status  Report  on  EC  Telecommunications 
Policy,  Commission  of  the  European  Communities. 
tol/50-EN(92).  17  (Brussels,  Jan.  1992). 

■  ■*  In  the  UK.  for  example,  the  government  began 
selling  its  shares  in  BT  in  1984  and  the  sale  of  iu 
remaining  22  percent  is  under  consideration.  Japan 
began  privatizing  the  Nippon  Telegraph  and 
Telephone  Company  (NTT)  in  1985.  although  the 
government  maintains  over  50  percent  ownership 
and  NTT  retains  the  predominant  share  of  the 
domestic  services  market.  In  1992.  Japan  passed 
laws  to  allow  up  to  one-fifth  foreign  investment  in 
NTT  and  the  international  carrier,  KOD. 
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govenunent  raview  of  privatization 

po8Sibibtie«."» 

65.  While  theM  trenda  wrara  initially 
limited  to  a  handful  of  laige  countriea, 
this  is  no  longer  the  case.  Indeed,  there 
have  been  significant  developments 
recently  in  smaller  and  leas 
economiodly  developed  countries.  For 
example,  some  Latin  American,  newly 
independent  Eastern  European  naticms. 
and  smaller  or  less  developed  Asian 
nations  have  begun  to  consider 
privatization  and  other  means  of 
attracting  foreign  investment  (sudb  as 
dpening  certain  market  segments  to 
competition)  in  order  to  upgrade  their 
public  network  infrastructure  and 
improve  their  overall  national  economic 
performance.'* 

66.  The  mobile  services  market  was 
another  market  segment  in  which 
movement  towrard  liberalization 
occurred.  For  example,  a  small  ntmiber 
of  countries  began  to  make  regtilatory 
changes  to  introduce  further 
competition  in  market  segments  such  as 
cellular  radio  swvices.'" 

67.  Basic  voice  telephone  services — 
still  the  largest  and  most  profitable 
market  segment  in  most  countries — 
typically  remain  subject  to  restrictions 
on  bc^  competition  and  foreign 
investment.  Although  a  few  coimthes, 
including  the  UK,  Sweden,  Australia. 
Japan,  Cuiada,  and  New  21ealand,  have 
begim  to  apply  pro-competitive  policies 
to  basic  telephone  services.*"  monopoly 


"TniMwnii  haa  bean  rwchad  within  th* 
govcnuiMnt  on  the  naad  (or  prhrttizatioo.  but  th« 
lonn  i«  (till  uadar  dhcmiten  (i.«..  public  hoMiag 
cowpiy  v«cM  •  tktn  hoMiag  oarporaUan). 

»Par  caMipi*.  CUh.  VibotiIs.  AifBliM  od 
Mexico  ha««  {niwtiMd  liMir  carri**.  which 
nonathelsM  ratain  monopoly  statnt  for  baaic 
Mfvicat.  Pakistan  is  In  the  midat  of  piivaiiaiiig  lU 
mowopoly  cadiar  and  Stafapon  wlU  bagla 
privatizing  in  1903.  but  will  alao  Mate  a  Bonopoly 
carriM'  structora.  htdoMaiia  aUowa  prtrala 
coapanias  to  aialJt  Iha  now-dttopoottic  aabaoal 
basic  sarvicas  carrian  (both  will  laoMte  ftala- 
ownad)  through  ravanna-shviag  tchaoMa  for 
tnfraitructun  construction,  and  India  baa 
annooaoad  plans  to  privatiaa  its  national  caniar, 
but  will  "—'»«*'■'  a  national  ■tonnpoly. 

>»  In  Aaia  awi  Latin  A»arica  aaJMciaily.  th« 
mohila  aanteaa  MariMi  nay  ba  tka  only  ana  whaM 
tuHipatltioB  is  allowad  far  mica  satrloas.  Oftaa 
mobila  aarvioaa  act  aa  a  lakstituta,  not  a 
complaoiant.  to  basic  voioa  lanrioaa  cBriad  orar  a 
naiianal  wiraUna  inftaatnictiiia.  te  Asia  [•4.,  Japan. 
Indooaaia.  Hoi^  Kcag.  I  lalirila.  Taiw^  Naw 
Zaaland.  Australia.  TTiallMif.  Ktmm.  hdia.  and 
Pakistan)  (Mi  in  Latin  Amarica  (aj..  VaMRMia. 
Ai^Htina.  Maprico.  Chilai  and  Parw).  aMny 
couatrias  bar*  iatroduoad  or  aaa  in  tha  praoaas  of 
Introducing  various  lonu  dnobila  aarvicaa 
compatitian.  Aaacng  US.  companisa.  Motorola,  tha 
Regional  BaU  Oparabna  Conpanias.  lifiUicon. 
McCaw.  and  CTE  ata  all  playing  laadhag  rolaa  in  tha 
Asian  and  Latin  American  oalh^  maAat 
developmanls. 

<°  For  axnpla.  Iha  inc  haa  parMtm 
domeatic  long  distanca  ooMpatitian  and. 
cartatai  ccnditions.  inlamalional  rasalai  AnstialU 
created  a  domeatic  duopoly  tar  natwosk  facilitiaa 


proviaioo  and  restrictions  on 
partidpatian  by  foreign  finna  in  thia 
maricet  segment  nevertheless  remain  the 
rule,  and  compatitian  the  exception. 

IV.  Market  Accaaa  Initiativee  of  tka 
Exacvtif*  Branch 

68.  From  the  mid-1980a  to  the 

Sreeent.  the  United  States  Government 
JSG)  haa  engaged  in  a  variety  of 
bilateral  and  multilatwal  conaultatiana. 
discussions,  and  negotiatiooa  aimed  at 
obtaining  accaas  for  U.S.  companies  to 
foreign  telect^mmunications  mariiets 
and  to  this  end.  encouraging  a  mora 
liberal  and  pro-competitive 
telecommunications  regulatory  structure 
worldwide.  Specifically,  in  the  services 
area,  USG  gous  include:  Increased 
competition  in  basic  services,  on  both  a 
facilities  and  resale  basis;  competition 
in  the  provision  of  enhanced  (or  value- 
added)  services:  access  to  imderlving 
network  transport  fecilities  in  order  to 
provide  enhanced  and  other 
telecommimications-dependent  services 
(e.g.,  banking,  travel,  and  toiirism); 
transparency  in  regulatory  development 
and  implementation;  and  the  right  to 
invest  in  telecommunications  ventures 
in  foreign  markets. 

A.  Trade  Negotiations 

69.  The  broadest  USG  trade  effort  to 
seek  access  to  foreign 
telecommimications  services  markets 
has  occurred  in  the  General  Agreement 
on  Tariffs  and  Trade  (GATT)  Uruguay 
Roimd  negotiations.  Throxidi  GATT,  the 
USG  has  developed  a  multilateral  trade 
regime  for  trade  in  services,  including 
telecommunications.  Three  separate  sets 
of  negotiations  related  to 
telecommunications  are  imderway:  (1) 
GATT  Parties  (now  108)  have  negotiated 
a  Services  Framework  agreement  to 
govern  international  trade  in  services; 
(2)  the  "request/offer"  negotiations 
discussed  below;  and  (3)  because  of  the 
dual  natiire  of  telecommunications  as 
both  a  service  in  itself  and  a  means  to 
provide  other  services  [e.g..  financial 
transactions,  travel  reservations),  the 
Parties  have  also  negotiated  a 
Telecommunications  Services  Annex  to 
the  Services  Framework  Agreement, 
which  seeks  to  secure  non- 
discriminatory access  to  and  xxte  of 


and  allo«ra  full  domeatic  and  intaraabonal  rasala. 
Resale  and  soma  long  diatanca  conpatltion  la  now 
permitted  is  f^l—^  I^mb  aUowt  bmiled 
compatitian  in  denmtir,  fang  iWefri.  and 
hitemational  aarricaa.  bnl  mttaUtm  fanign 
ownership  reatrictiana  and  panhihititiwa  on  tha 
resale  of  baaic  voice  teUphony  aarvioaa.  Sweden 
and  New  Zadand  hare  aflbnativaly  opanod  all 
market  segments,  including  intematioiial  switched 
aervicas.  to  cowpatition.  Hong  Kang  annnimrad  fall 
competition  in  aon-voioa  basic  aanteaa  in  fuly  1982 
(voice  to  be  added  In  IMS). 


telecommunications  network  Catdlities 
and  servioas  bx  those  services  a  Party 
has  included  in  its  schedule  of 
commitments. 

70.  Both  the  Fhunewoak  and  the 
Annex  have  been  under  intense 
negotiation  for  the  past  three  years.  In 
the  "requeat/oSier"  phase  of  negotiaticoa 
now  underway,  Partiea  negotiate 
bilaterally  to  obtain  oommitments  from 
other  Partiea  to  allow  acoeaa  to  their 
markets  for  pacific  categoriea  of 
services  condstent  with  the  principles 
of  national  treatment  (i.e.,  receiving  the 
best  treatment  offered  to  domestic  firms) 
and  Most-Favored  Nation  (MFN) 
treatment  [i.e..  treeting  all  Partiea  in  the 
same  manner).  Under  the 
Telecommunications  Services  Annex 
provisions.  Parties  must  then  provide 
access  to  and  use  of  basic  networii 
facilities  for  all  such  scheduled  services 
(e.g.,  banking,  tourism). 

71.  With  respect  to 
telecommimications  services.  Parties  to 
date  have  generally  offered 
commitments  related  solely  to 
enhanced,  or  value-added,  services.  The 
USG.  however,  has  "offered"  to 
negotiate  a  binding  commitment  with 
respect  to  its  long-distance  basic 
services  market.'^  if  a  significant 
number  of  Partiea  with  major 
telecommunications  markets  do 
likewise.  If  this  offer  is  pursued  bv  other 
Parties,  these  negotiations  would  likely 
take  piece  on  an  extended  two-year 
timetable,  to  be  completed  no  later  than 
January  1. 1995,  during  which  time  the 
Commission's  current  regulatory 
authority  over  these  services  would  be 
unaffected. 

72.  Bilateral  telecommunications 
trade  negotiations  have  been  imdertaken 
in  accordance  with  the  provisions  of  the 
Telecommunications  Trade  Act  of 
1988.'^  The  Trade  Act  sets  forth 
national  policy  goals  for  greater 
telecommunications  market  access 
within  specific  market  segments  (e.g.. 
basic  and  value-added  services, 
customer  premises  equipment)  in 
foreign  markets.  The  Trade  Act  also 
addresses  specific  trade  barriers  (e.g.. 
high  equipment  tari^.  non-transparent 
standardMetting  processes,  lack  of  right 
of  establishmant  for  U.S.  companies) 
that  should  be  ranedied  writhin  any 
identified  markets. 

73.  These  Trade  Act  negotlationa  have 
produced  some  success  in  individual 
markets.  Bilateral  negotiations  were 


■^  Aa  ptawtaualy  Botad.  Oia  marical  is  canandy 
op«n  to  oompetitioa.  However,  IfaeM  ia  no  treaty 
commitment  to  maintain  that  alalna.  N  ia  that 
conunitment  which  is  at  isaoa  la  the  GATT  piooaas. 

"<Tabcommnnicationa  Tnda  Ad  d  isaa.  PaliUc 
Uw  100-118. 102  Stat.  1216  (1966).  raprintad  in  IS 
use  3101  etaaq-daaa). 
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held  with  Kovea  andthe  EC  betwreen 
1980  and  1992.  As  •  result,  a 
comprehensive  agreemwit  was  raeched 
with  Korea  in  February.  1992,  «4ai)e 
teleoommunicatians  services  issues 
with  the  EC  vrere  subsumed  under  the 
GATT  Services  negotiations,  and  aame 
teleoonununications  equipment  issues 
remain  outstanding. 

74.  Other  m^or  negotiations  include 
the  North  American  Free  Ttade 
Agreement  (NAFTA).  In  October  1992, 
the  United  States.  Mexico  and  Canada 
conchided  the  NAFTA  negotiations, 
which  contain  an  entire  chapter 
liberalizing  investment  in  and 
relation  of  enhanced,  as  opposed  to 
basic,  telecommunications  services. 
There  have  also  been  a  number  of 
bilateral  negotiations  with  select 
couatiies  on  the  provision  of 
International  Value-^dded  Netwtvk 
Services  (IVANs).  Such  negotiations 
fociis  on  the  regulatory  provisions 
affecting  the  use  of  international  leased 
circuits  by  business  users  and  FVANs 
providers  in  the  United  States  and 
foreign  coimtries.  Beginning  with  the 
United  Kingdom  in  1986,  the  USG  has 
successfully  concluded  FVANs 
negotiation&with  several  countries, 
induding  Japan,  Hong  Kong,  Korea,  the 
Netherlands,  and  Germany. 
Consultations  in  progress  with  Sweden 
and  Australia  are  expected  to  lead  to 
rVANs  arrangements  in  the  near  future, 
and  other  countries  are  under 
consideration  for  an  IVANs 
arrangement 

B.  Telecommunications  Policy 
Consultations 

75.  Multilaterally.  the  USG  has 
advanced  telecommunications  policy 
reform  through  the  preeminent 
international  organization  dealing  with 
telecommunications,  the  International 
Telecommunication  Uriion  (ITU).'" 
Primarily  oriented  towards  the 
development  of  international  standards, 
facilities  harmonization,  spectrum  use 
coordination,  and  infrastructure 
development  issues,  the  ITU  also 
addresses  a  number  of  tariffing  and 
policy  questions  which  are  related  to 
the  btematiraal  Telecommunications 
and  Intematioual  Radio  Regulations. 
Over  the  past  ten  years,  the  United 
Stales  has  fcHtsefully  advocated 
regulatory  liberaliation  in  sudi  key 


'**Coinpanbla  afforti  toward  ragulatory  rafonn 
by  the  ExscntfTe  Buncfa  an  dinctad  toward  tfaa 
work  ofthaOnMilttao  far  BconoBtlcCoopacatlon 
and  Detalopinaat  (OBCD).  tha  Aaia  Pacific 
Econoaatc  Coopontlaa  (AFK)  WwUng  Group  on 
TriecoqaaaatcaHona.  Iba  OigiwiTatinn  for 
AaasicaB  Stalaa  OonivaBca  on  iBtar-Aflaailcaii 
TelacoBUMBlcaikiiis  fLl'FISL).  hunanat,  and 
Intebat. 


areas  as:  redttcing  the  scope  of 
international  telecommunications 
regulations;  liberalizing  the  terms  and 
con(ytions  for  use  of  international 
leaaed  circuits;  reorienting  the 
international  accounting  and 
settlements  mocess  toward  the 
principles  m  cost-based  pricing, 
transparency,  and  non-discrimination; 
aiKl  implementing  technological 
innovations. 

76.  S<xne  specific  examples  of  success 
in  these  wees  include:  Acceptance  of 
more  Bberal,  rather  than  restrictive,  new 
iatemational  telecommunicatims 
regulations  through  the  World 
Administrative  Telegraph  and 
Telephone  Conference  (WATTC);  '*  and 
the  revision  of  CCITT  D.l 
Recommendation  on  international 
leased  circuits  to  permit  more  liberal 
use  of  such  circuits  among  like-minded 
coimtries,  which  is  critical  to  the 
provision  and  use  of  IVANs.  More 
recently,  a  revised  CCITT  D.140 
Recommendation  has  been  approved, 
advocating  the  application  of  the 
principles  of  transparency,  non- 
discrimination, and  cost-oriented 
pricing  to  international  accounting 
rates.  •" 

77.  In  addition,  the  USG  has  engaged 
in  periodic  bilateral  policy  discussions 
wiu  a  number  of  European  countries, 
Japan,  Canada,  Mexico,  Brazil,  and  other 
countries  in  Latin  America,  in  which 
issues  n^ted  to  telecomm\mications 
liberalization  are  discussed.  In  addition 
to  these  formal  sessions,  USG  officials 
conduct  a  large  number  of  less  formal 
discussions  with  Ministers  of 
Communication  and  other 
telecommunications  policy  officials 
from  foreign  countries  to  exchange 
views  on  die  pace  and  direction  of 
telecommunications  liberalization. 

C.  Summary 

78.  Since  the  mid-19808,  while  the 
scope  of  competition,  including  foreign 
entry,  in  the  U.S.  ITS  maiiiet  has  been 
progressively  expanded,  the  USG  has 
enga^  in  a  continual  process  of 
sedung  further  opening  and 
liberalization  of  telecommunications 
maikets  in  foreign  countries.  USG  trade 
and  telecommunications  policy  efforts 
have  achieved  some  measure  of 
success — e.g.,  more  regulatory 
transparency,  lower  equipment  tariffs, 
improved  access  to  network  fecilities  to 
provide  enhanced  services,  resolution  of 
market-specific  trade  barriws.  Some  of 


these  successes  were  hard  vma  and 
signified  fairly  dramatic  negotiating 
achievements  in  the  fece  of  considerable 
resistance  by  the  foreign 
telecommunications  poHcy-makers. 
Othw  changes  were  made,  in  large  part, 
in  response  to  internal  pressure  in 
foreign  countries —  from  usen  who 
wanted  to  enjoy  the  benefits  of 
competition  and  fitim  policy-makers 
who  wished  to  use  competition  to 
stimulate  development  in  their 
telecommxmications  sectora. 

79.  However,  USG  efforts  have  not  yet 
achieved  the  degree  of  openness  and 
liberalization  that  the  United  States 
ultimately  desires  in  the  international 
telecommunications  maricatplace.  For 
example,  the  provision  of  Icmg-distanca 
services,  which  is  fully  open  to 
competition  in  the  United  States,  is 
substantially  restricted  in  most 
countries,  llie  concept  of  private 
carriage,  which  permits  providers  to 
offer  services  on  a  non-common  carrier 
basis  in  the  U.S.  market  virtually  free  of 
regulatory  restrictions,  is  not  an  option 
in  the  vast  majority  of  other  countiles. 
Moreover,  competition  in  the  provision 
of  international  basic  services  is 
substantially  limited  except  in  a  few 
instances. 

80.  USG  efforts  to  secure  greater 
access  for  U.S.  companies  to  foreign 
telecommunications  markets  have 
moved  forward  wdiile  the  Commission 
has  been  reshaping  the  U.S.  ITS 
regulatory  regime.  The  increasing 
complexities  of  the  international 
telecommunications  environment  have 
heightened  interactions,  and  the 
potential  for  conflict,  between  the  trade 
and  diplomatic  initiatives  of  the 
Executive  Branch  and  the  Commission's 
regulatory  efforts.  For  example,  the 
timing  and  direction  of  a  Commission 
decision  in  any  given  regulatory  docket 
may  have  important  implications 
(negative  or  positive)  for  the  goals  and 
strategies  being  pursued  by  the 
Executive  Branch.'"  These  tensions  are 
explored  in  the  form  of  questions  in 
Section  V  below. 

V.  Policy  DebatWSpKific  QoestiaM 

81.  The  combination  of  fectors  noted 
above — in  particular,  tlw  peraistent 
regulatory  and  market  asymmetries 
between  the  U.S.  and  foreign 
countries — suggest  that  U.S.  ITS 
regulation  and  U.S.  international 
telecommxmications  policy  more 
broadly  are  at  a  crossroads. 


■^  J>il«tiia(MmW  TatacwMBitiuoaiion  Ifegitiatiam: 
Final  Aatt  cfOte  m>iU  AOmmiUmate  nhpnpk 
and  Tdephome  Ctifetmee.  kUtboiuna  sate. 
Intematkioal  TaVacomaitinifation  Unioa,  Gaoava. 
1969. 

■'^Saapan.  26,  npm. 


^"Sm.  t^.  Lattar  from  Ciria  A.  rails.  U.S.  Trada 
RapiasaoMim  to  Albad  Sikaa.  ChateiBan.  Fadaral 
ComnmnicatiBBa  Cowmriaainn  tApr.  17. 1992); 
Lener  bom  John  C.  Danforth  and  Bob  Packwood, 
U.S.  Sanaton.  to  Alfrwi  Sikat.  Chainnan.  Fadanl 
Communicationi  Commiuion  Ouly  28, 1992). 
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82.  As  discussed  earlier,  there  is  now 
substantial  debate  about  the  scope  and 
piirpose  of  U.S.  regulation — ^whether 
action  in  discrete  regulatory  dockets  in 
isolation  does  or  does  not  constitute  an 
adequate  response  to  the  array  of  ITS- 
related  issues  confronting  the  United 
States.'^  On  one  hand.  U.S.  regulation 
is  under  increasing  pressure  to  take  the 
new  global  dynamic  into  account.  On 
the  other  hand,  the  limits  of  regulation 
are  becoming  more  evident. 

83.  NTIA  has  identified  the  following 
broad,  interrelated  categories  of  issues 
for  comment  through  this  Notice.  These 
include:  (1)  A  factual  record  of  the  ITS 
market  in  the  U.S.  and  abroad;  (2) 
application  of  specific  regulatory 
poUcies  to  ITS;  (3)  the  role  of  the 
Commission;  and  (4)  potential  actions  to 
institute  changes  in  regulation, 
including  improved  coordination  with 
Executive  Branch  policy  goals. 

84.  Parties  are  also  invited  to  identify 
and  address  other  issues  that  they 
believe  are  relevant  to  the  concerns  and 
themes  discussed  in  this  Notice.  Parties 
are  strongly  urged,  however,  to  focus 
their  comments  with  some  specificity. 
Factual  assertions  should  be  supported 
with  data  and  legal/regulatory  assertions 
with  citations  to  available  sources. 
Assertions  about  particular  concerns. 
e.g.,  potential  anticompetitive  (or  other 
improper)  behavior  in  U.S.  markets  by 
affiliates  of  foreign  carriers  with 
protected  positions  in  their  home 
markets,  snould  be  described  precisely, 
with  the  concern  and  the  proposed 

Eolicy  response,  as  Well  as  the  link 
atween  the  two,  identified  clearly. 
Where  possible,  general  observations 
should  be  illustrated  by  specific 
examples.  In  this  way,  we  hope  that  a 
strong  record  will  be  compiled  through 
this  Notice,  which  we  believe  is 
necessary  for  both  government  policy 
makers  and  industry  participants  to 
adequately  address  the  complex  issues 
raised  in  this  area. 

A.  Market  Structures  - 

85.  Based  on  the  factors  discussed 
above,  it  appears  that  the  degree  of 
procompetitive  deregulation  in  the  U.S. 
ITS  market  has  not  yet  been  matched  by 
a  general  opening  and  liberalization  of 
foreign  markets.  It  is  true  that  several 
countries  have  undertaken  significant 
transformations  in  their  regulatory 
environments,  and.  in  a  few  cases,  have 
arguably  gone  beyond  even  the  United 
States  in  certain  market  segments. 
Nevertheless,  most  countries  have 
introduced  only  limited  forms  of 
competition  into  the  basic  services 
market.  Even  the  trend  toward 


"*  See  pans.  4-S.  $upn. 


privatization  and  foreign  investment  in 
some  countries  has  not  diminished 
government  control  or  led  to  the 
introduction  of  competition  in  basic 
services.  This  is  particularly  true  in  the 
international  basic  services  market, 
where  restrictions  on  foreign 
participation  and  competi^on  are,  by 
far,  the  rule  rather  than  the  exception. 

86.  What  impact  this  "glass  half-full/ 
glass  half-empty"  situation  with  respect 
to  telecommimications  liberalization  in 
foreign  countries  should  have  on  U.S. 
regulatory  policy  is  a  major  issue  we 
hope  to  address  in  this  Inquiry.  Should 
U.S.  policy-makers  take  this  situation 
into  account  in  reaching  regulatory 
decisions  and,  if  so,  how?  Should  U.S. 
policy-makers  seek  to  influence  this 
situation  through  their  regulatory 
decisions  and,  if  so,  how? 

87.  In  this  Notice,  we  have  provided 

a  brief  description  of  changes  in  the  U.S. 
market  structure  and  in  foreign  market 
structures,  as  well  as  some  of  the 
technological  developments  pushing 
these  changes,  over  the  past  ten  years. 
We  ask  parties  to  address  current  and, 
more  importantly,  future  developments 
in  market  structures  and  technology  that 
will  affect  ITS. 

a.  What  is  the  size  of  the  IMTS 
market,  in  terms  of  revenues,  nimiber 
and  identity  of  participants?  What  is  the 
significance,  in  financial  as  opposed  to 
regulatory  terms,  of  this  market  segment 
compared  to  the  overall  ITS  market? 

b.  What  is  the  oirrent  state  of  play  in 
telecommunications  liberalization? 
Which  national  mailiets  (or  market 
segments)  are  open  or  closed?  Is  there 
sufficient  information  to  document 
trends  toward  increased  competition  in 
foreign  markets?  What  is  the  best  means 
of  obtaining  and  updating  this 
information? 

c.  What  are  the  appropriate  indicators 
of  liberalization  in  foreign  markets? 
What  weight,  for  U.S.  regulatory 
purposes,  should  be  given  to  partial  or 
sectoral  hberalization  (for  example, 
liberalization  limited  to  the  value-added 
services  market  segment)?  What  weight 
should  be  given  to  the  presence  of  U.S. 
firms  in  foreign  markets,  even  if  U.S. 
investment  and  market  presence  is  in 
market  segments  other  than  basic  voice 
telephony  (and/or  carries  with  it  only 
the  rights  of  an  investor,  rather  than 
those  of  an  operator)?  Does  the  factual 
record  of  marketplace  conditions 
warrant  further  deregxilation  of  ITS  in 
the  United  States? 

d.  If  national  identity  of  carriers  or 
other  telecommunications  service 
providers  remains  relevant  for  U.S. 
policy-makers,  how  should  it  be 
defined?  In  particular,  how  should 
multinational  firms,  consortia,  joint 


ventures,  and/or  strategic  alliances 
among  competing  carriers  be  treated? 
How  should  U.S.  policy-makers  deal 
with  the  ongoing  transition  from  closed, 
tightly  regulated  foreign  markets  to 
greater  openness  and  liberalization? 

e.  What  new  services  will  technology 
make  possible?  What  services  will  users 
dwnand?  And  what  effect  will  these 
developments  have  on  (1)  market 
structure  [e.g.,  is  the  apparent  trend 
toward  "globalization"  through 
multinational  consortia  or  joint  ventures 
likely  to  increase  or  decrease  in  the 
future);  and  (2)  regulatory  and  other 
telecommunications-related  policies 
both  in  the  United  States  and  in  foreign 
countries? 

f.  What  are  the  major  factors 
underlying  the  recent  rapid  grovrth  in 
the  U.S.  net  settlements  deficit?  What 
accoimts  for  the  significant  disparities 
between  outbound  and  inboimd  calling 
volumes  for  U.S.  international  traffic? 
Are  there  factors  other  than  diffiarences 
in  collection  rates  at  play? 

g.  What  impact  do  so-called  "country 
direct  services"  have  on  the  settlements 
deficit?  *^  How  many  minutes  of  traffic 
are  now  placed  through  such  plans  and 
what  percentage  of  the  total  volume  of 
international  traffic  do  they  represent? 
What  are  the  motivations  of  foreign 
Administrations  in  agreeing  to  permit 
such  plans  to  operate  in  their  countries? 
To  what  extent  does  use  of  such  plans 
substitute  for  other  types  of  calling  that 
conceivably  could  worsen  the  overall 
U.S.  balance  of  payments?  "'  What 
other  forms  of  nontraditional  calling 
currenUy  exist  (e.g..  "dial  back")?  What 
impact  do  such  other  non-traditional 
service  arrangements  have  on  the 
settlements  deficit?  How  should  such 
arrangements  be  addressed  in  the 
international  regulatory  context? 


■>°  With  country  direct  calling,  a  outmner  in  a 
foreign  country  places  a  call  directly  with  a  U.S. 
carrier  and  the  call  is  handled  and  billed  as  a  U.S.- 
originated  call  (e.g..  USA  Direct.  MQ  CALL  USA 
and  Sprint  Express). 

■>■  For  example,  consider  a  U.S.  traveller  in  a 
foreign  country  who  places  two  calls  to  the  U.S. 
from  a  hotel  room.  The  calls  are  identical  in  all 
respects  (duration,  time-of-day,  etc.),  except  that  the 
first  call  is  placed  through  the  hotel  switchboard 
and  costs  SM)  (including  hotel  sxircharges)  and  the 
second  is  placed  through  one  of  the  direct-calling 
plans  of  a  U.S.  carrier  and  cosU  S20.  The  first  call 
would  improve,  and  the  second  call  would  worsen, 
the  U.S.  net  settlemenU  deficit  with  that  country. 
However,  the  relative  impact  of  the  two  calls  on  the 
overall  U.S.  balance  of  payments  with  that  country 
is  less  clear.  How  would  the  various  payments 
involved  in  the  two  types  of  calls  (among  the 
customer,  the  hotel,  the  U.S.  carrier,  and  the  foreign 
Administration)  be  bctored  into  the  overall  U.S. 
iMlance  of  paymentsT 


Fedwl  Ragiater  /  Vol  58.  No.  10  /  Friday.  jaaMaiy  15,  1983  /  Notices 


iMtomer  in  a 
with  a  U.S. 
died  aa  a  U.S.- 
I  CALL  USA 

ivellar  in  a 
I  to  th«  U.S. 
ttical  in  all 
,  except  that  the 
iwitchboard 
arges)  and  the 
direct -calling 
The  first  call 
would  worsen, 
that  country, 
two  call*  on  the 
Ih  that  country 
payment* 
nongthe 
and  the  foreign 
overall  U.S. 


fi.  Apfdicatkm  of  Existing  Regulatory 
PotidestoITS 

88.  It  is  not  clear  that  existing 
ragulatian  can  Bieet  \h»  donwnoii  of  the 
evolving  global  envinmmant  for  ITS.  In 
the  cinrent  debate  over  the  direction  of 
U.S.  lesulatioo,  some  have  argued  that 
particular  policies  [e.g.,  open  entry  for 
all  sarvioe  providers,  including  tlMwe 
aniliated  with  foreign  carriers  with 
protected  positions  in  their  home 
markets)  that  have  been  successful  in 
the  U.S.  domestic  market  are  not 
directly  transferrable  to  ITS  and,  indeed, 
are  increasingly  out  of  step  with 
emerging  global  market  realities. 

89.  Others  have  identified  some  gaps 
or  inconsistencies  in  existing  regulation: 
For  example,  while  there  is  a  new 
"entry  standard"  for  private  line  resale 
when  connected  to  the  public  switched 
net¥rork  (i.e.,  "equivalmt 
opportunities"),  there  is  no  articulated 
entry  standard  for  bcilities-based 
services.  In  addition,  existing  U.S. 
regulation  appears  to  provide  foreign 
companies  with  opprntunities  in  the 
United  States  imavailable  to  U.S. 
conqMnies  in  foreign  markets  (e.g.. 
private  cables,  private  carriage).  Further, 
there  is  currently  no  well-defined 
distinction  between  privately  owned 
foreign  entities  and  government-owned 
entities  seeking  authorization  in  the 
U.S.  to  provide  ITS. 

90.  In  this  section,  we  ask  parties  to 
address  specific  regiilatory  policies 
affecting  ITS. 

a.  How  should  the  U.S.  policy  goals 
of  increased  competition  and  reduced 
regulation,  so  successful  in  the  domestic 
area,  be  advanced  in  the  international 
context?  Does  U.S.  regulation  address 
fully  the  possibilities  of  anticompetitive 
leveraging  by  affiliates  of  foreign  firms 
with  market  poww  in  their  home 
countries? 

b.  What  are  the  principal  difierences 
between  U.S.  and  foreign  regulation  of 
ITS?  Are  existing  U.S.  regulatory 
policies  responsive  to  new  issues 
presented  by  the  combination  of 
increased  foreign  participation  in  the 
U.S.  market  and  lack  of  comparable 
f(»eign  market  opportunities  fcH'  U.S. 
firms? 

c.  Recognizing  that  the  Executive 
Branch,  as  well  as  the  Commission,  is 
involved  in  determinations  under  the 
Submarine  Cable  Landing  Act.  what 
factors  ^ould  be  weighed  in 
determining  whether  a  foreign  market 
meets  the  "reciprocity"  test  of  the 
statute?  Is  it,  as  has  been  suggested,  a 
test  that  should  encompass  market 
access  issues  beyond  the  simple 
question  of  cable  landing  rights?  If  so. 


whidi  bfaoch  of  government  should 
make  such  determinations? 

d.  Will  tbn  implementatiim  of 
intematioTial  simple  resale  in  the 
current  international  regulatory 
enviroiuneat  yield  reductions  in  above- 
cost  accounting  rates?  Is  the  "equivalent 
opportunities"  test  developed  for 
international  resale  an  appropriate 
standard?  How  should  "equivalent 
opportimities"  be  defined  and  the  facts 
substantiated  in  the  Commission's 
process?  Is  there  a  connection  between 
the  private  line  resale  "equivalent 
opportunities"  standard  and  the 
"reciprocity"  standard  in  the  Submarine 
Cable  Landing  License  Act? 

e.  Should  an  "equivalflDt 
opp<ntimitias"  or  nsiiltf  test  be  used  in 
considoing  Commission  authorization 
of  other  services?  In  the  global 
telecommunications  context  (and 
particulaiiy  in  view  of  multinational 
consortia),  how  would  sudi  a  test  be 
defined  and  apphed  aa  a  standard? 
Should  the  de&iition  and  resulting 
procedure  for  applying  the  standard 
involve  Executive  Branch  coordination 
and/or  approval? 

1  What  ere  the  imphcatiitts  of 
"dominant"  versus  "non-dominant" 
carrier  status,  in  terms  of  promoting 
further  competition  in  the  U.S.  ITS 
market— or  in  terms  of  promoting  the 
intematiaoal  c(Hnpetitivenes8  of  the 
U.S.  telecommtuiications  industry?  Does 
the  recent  Court  of  Appeals  decision, 
overturning  the  Commissim's  dedsicm 
on  faibearanoe  (or  permissive 
detariffing),  have  any  impact  <m  the 
Commissiao's  international  competitive 
carrier  policy?  '^^ 

g.  Is  tne  Commission's  ciirrent 
approach  to  international  accounting 
and  settlements  an  appropriate  one?  Has 
the  Commission  gaae  as  far  as  it  can  in 
developing  a  response  to  above-cost 
accoimting  rates  and  the  increasing  U.S. 
net  settlements  deficit  or  are  there  other 
mechanisms  which  ^ould  be 
considered?  Has  an  adequate  factual 
record  been  created  to  guide  these 
determinations  [e.g.,  how  should  the 
impact  of  country  direct  service  be 
factored  into  the  Commission's 
decision-making  process)? 

h.  In  the  cmrteja  of  the  changing 
msrivt  stractures  for  ITS.  should  the 
Commission's  approach  to  private 
carriage,  private  oibles,  eta — wdiich 
involves  less  regulatory  oversight  than 
common  cairiagia— be  re-evahiated? 

i.  Are  there  trade-offs  between  the 
greater  competition  and  maAet 
flexibility  that  these  U.S.  regulatory 
policies  have  promoted  and  the 
possibilities  of  anticompetitive  or  other 


imdesiiaUe  b^iaviar  whoi  they  are 
applied  to  affiliates  of  foreign 
tsteooaununications  monopolies? 

).  What  eSact  do  curreitf  U.S. 
regulatory  restrictions  on  foreign 
participati(Hi  in  the  market  have  oo  tfaa 
ability  of  foreign  firms  to  enter  the  MS. 
market  and  campete  faiily  and 
effectively  with  U.S.  firms?  How  do 
these  restrictions  compare  as  "burdens" 
with  restrictions  on  U.S.  firms  in  foreiga 
countries?  Should  the  U.S.  liberalize  its 
own  rules  further?  If  so,  should  sudi 
action  be  taken  imilaterally  or  only  in 
re^KHise  to  comparable  liberalization  in 
foreign  countries? 

C.  Role  of  the  Commission: 
Institational/Legcd  Issues 

91.  The  continuing  imbalance 
between  the  structures  of  the  U.S.  and 
foreign  markets  has  prompted  concerns 
about  the  best  approach  for  achieving 
the  U.S.  policy  goals  of  promoting 
competition  in  the  U.S.  market  for  ITS; 
preventing  the  leveraging  of  monopoly 
power  of  foreign  carriers  to  the 
disadvantage  of  U.S.  carriers  and 
ratepayers;  and  encouraging  foreign 
coimtries  to  open  their  markets  and 
liberalize  their  regulatory  regimes 
through  the  adoption  of  pro-competitive 
and  non-discriminatory  regulatory 
policies. 

92.  However,  the  current  debate 
regarding  the  xise  of  U.S.  regulatory 
policy  as  a  tool  to  promote  increased 
competition,  not  only  in  the  U.S. 
market,  but  in  foreign  maricets  as  well 
(e.g.,  by  conditioning  access  to  the  U.S. 
market  for  foreign  firms  on  comparable 
access  for  U.S.  firms  in  foreign 
countries)  has  to  be  considered  in  light 
of  the  Commission's  statutory  authority. 
The  responsibilities  of  the  Commission 
as  an  independent  regulatory  body  are 
established  in  the  Communications  Act 
of  1934,  which,  in  relation  to  ITS, 
broadly  include:  The  development  of 
rules  and  regulations;  approval  for  the 
construction  and  operation  of 
telec(unmunications  facilities  and  the 
offering  of  services;  review  of  tariffs, 
including  rates  charged  and  other  terms 
and  conditions;  and  assignments  of 
radio  frequencies  to  non-Fed«al 
Government  users.'" 

93.  The  Commission  has  been 
successful,  for  the  most  part,  in 
exercising  these  ^ecific  regulatory 
responsibilities,  as  well  as  in  furthering 
two  of  its  principal  underlying  policy 
goals  of  the  last  two  decades— 4hat  is. 
increasing  competition  in 
telecomnmnications  markets  and,  where 
competitive  conditions  warrant. 


">  See  wpm  note  fiS. 
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radudng  or  eliminating  unnecessary 
regulation. 

94.  The  Conununications  Act  does  not 
generally  distinguish  between  domestic 
and  international  common  carrier 
facilities  and  services,  and  the  broad 
"public  interest"  standard  contained  in 
the  Act  applies  to  all  facilities  and 
services.  As  a  result,  there  is  no  explicit 
requirement  for  the  Commission  to  take 
into  account  such  considerations  as  the 
foreign  policy,  trade,  or  international 
competitiveness  aspects  of  ITS 
regulation.  In  fact,  when  the 
Commission  in  the  past  has  sought  to 
address  these  larger  concerns, 
particularly  the  impact  of  restrictive 
foreign  telecommunications  practices, 
there  was  considerable  opposition  from 
a  number  of  parties,  including  the 
Executive  Branch,  to  the  initiation  of 
regulatory  action  by  the  Commission  on 
trade  or  foreign  poUct  groxmds.***  To 
explore  these  issues  nirther,  we  ask 
parties  to  address  the  following 
questions: 

a.  How  should  the  "public  interest" 
be  defined  by  the  Commission  in  the 
changing  global  environment  for  ITS? 
How  should  developments  in  foreign 
markets,  including  entry  by  U.S.  firms 
in  those  markets,  be  factored  into 
"public  interest"  determinations  by  the 
Commission?  How  much  flexibility  does 
the  Commission  have  in  defining  the 
"public  interest"  standard  of  the 
Commxmications  Act  in  order  to  achieve 
desirad  goals  in  regulating  ITS?  What 
factors  are  within  the  scope  of  the 
Commission's  authority  to  weigh  in 
making  such  determinations? 

b.  C^  U.S.  regulation  be  used 
efiiectively  to  moidify  the  behavior  of 
foreign  carriers  and/or  governments?  Is 
it  appropriate  to  use  regulatory  policy  as 
a  tool  to  attempt  to  open  foreign 
markets?  If  so,  what  policy  would  be 
most  effiactive  for  this  purpose  and  who 
decides  when  and  how  it  should  be 
used?  What  are  the  costs  of  attempting 
to  use  U.S.  regulatory  policy  in  tliis 
fashion,  for  example,  in  terms  of  the 
development  and  implementation  of 
U.S.  trade  or  foreign  policy— or  in  terms 
of  the  reaction  of  foreign  governments? 

c.  To  what  extent  can  the 
Commission,  under  its  statutory 
authority  and  independently  of  the 
Executive  Branch,  evaluate  the  state  of 
competition,  or  other  factors,  in 
overseas  markets?  For  example,  while 
the  Commission  is  not  empowered  to 
make  foreign  policy  or  trade 
determinations,  should  it  take  any  such 
determinations  regarding  foreign 


countries  by  other  USG  agencies  into 
account  in  either  instituting  or 
implementing  regulatory  action  under 
the  Communications  Act,  and  if  so,  to 
what  extent? 

d.  How  can  the  Commission  best 
approach  the  regulation  of  ITS  to  avoid 
a  piecemeal  or  case-by-case  approach 
while  providing  industry  with  greater 
certainty  and  transparency  regarding  the 
state  of  Commission  regulation? 

D.  Relationship  Between  Regulatory  and 
Other  Telecommunications  Policy  Goals 

95.  The  relationship  between 
Commission-developed  regulatory 
poUcy  and  other  international 
telecommimications  policies  advanced 
in  different  venues  by  the  Executive 
Brandi  is  an  important  issue  in  the  ITS 
debate.  For  the  most  part,  the  policy 
goals  of  the  Commission  and  tne 
Executive  Branch  are  complementary.  In 
addition,  there  is  a  great  deal  of 
infwmal  coordination  between  the  FCC 
and  the  Executive  Branch  in  advancing 

96.  Notwithstanding  the  generally 
complementary  nature  of  the  policy 
goals  pursued  by  the  Commission  and 
the  Executive  Branch,  there  are  some 
significant  differences  in  policy 
execution  [e.g..  regulatory  proceedings 
versus  international  negotiations, 
advocacy,  and  agreements)  and  the 
scope  of  various  policy  goals  (e.g., 
ensuring  "rapid,  efficient,  •  •  •  service 
with  adequate  facilities  at  reasonable 
charges*  *  •"•'•versus enhancing 
trade  opportunities,  international 
competitiveness,  or  foreign  policy 
goals). 

97.  Some  argue  that  these  differences 
are  increasingly  significant  in  terms  of 
the  substance,  pro^iuvs,  timing,  and 
results  of  overdl  U.S.  ITS  policy.  In 
addition,  they  point  out  that  there  is  no 
affirmative  coordination  mechanism  for 
balancing  Executive  Branch  and 
Commission  actions  in  pursuit  of 
overall  U.S.  international 
telecommunications  policy  goals.  As 
NTIA  observed  in  1988,  while  there  are 
a  number  of  channels  of  communication 
between  the  Executive  Branch  and  the 
Commission,  "in  almost  all  instances 
the  FCC  is  neither  legally  required  to 
accept  the  Executive  Branch's  point  of 
view,  nor  obligated  to  accord  it 
particular  weight  or  deference." '"  To 


■^  See  Feguhtory  Polidet  and  btfl 
TetecommuiucaUonM.  4  FCC  Red  7387. 7389  tl  ptn. 
2(1968). 
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"•47  U.S.C  151  (1988). 

"^  Nat'I  T*lTffmmiip*f»t*^>"T  and  Information 
Admin.,  U.S.  Dep't  of  Commerce.  NTIA  Spec  Pub. 


assist  our  consideration  of  these  issues, 
we  ask  parties  to  address  the  following 
questions. 

a.  Are  there  specific  examples  of  cases 
where  the  above-noted  difiierences  have 
in  fact  yielded  inconsistent  Commission 
and  Executive  Branch  policies?  If  so, 
what  efiiect  have  such  inconsistencies 
had  on  U.S.  policies  and  U.S.  users  and 
services  providers? 

b.  Is  there  a  need  for  a  more 
comprehensive  "framewoA"  for 
telecommimications  policy?  What 
should  a  more  comprehensive 
framework  include?  How  would  such  a 
framework  be  developed  and 
administered? 

c.  Should  there  be  greater 
coordination  (through  consultation  or 
some  other  means)  between  the 
Executive  Branch  and  the  Commission 
in  the  development  and  implementation 
of  policies  affecting  ITS?  For  example, 
there  is  currently  a  statutory 
requirement  for  the  Commission  to 
obtain  Executive  Branch  views, 
coordinated  by  the  Department  of  State, 
before  issuing  submarine  cable  landing 
licenses — should  this  requirement  be 
extended  to  other  facilities  and  services 
authorizations?  In  1988,  NTIA 
recommended  that  the  Executive  Branch 
be  given  greater  authority  to  establish 
policy  (which  the  Commission  could 
then  implement)  or  to  "disapprove  FCC 
action,  at  least  in  matters  of  overriding 
national  security,  foreign  policy, 
international  trade,  or  economic 
policy."  "*  Parties  are  invited  to  address 
this  approach  as  well. 

d.  Does  the  current  regulatory  and 
other  telecommunications  policy- 
making structure  in  the  United  States 
provide  sufficient  support  for  U.S. 
companies  seeking  more  competitive 
opportunities  abroad?  Should  it?  Would 
consumers  benefit  from  such  an 
approach? 

e.  Is  legislative  action  needed  to 
improve  the  ability  of  the  Commission 
or  the  Executive  Branch  to  cany  out 
their  respective  statutory  mandates  as  to 
ITS?  Or  to  increase  intra-go\'emmental 
coordination? 

VI.  Conclusion 

98.  NTIA  requests  that  comments  be 
filed  in  response  to  the  questions  set 
forth  in  this  Notice  on  or  before  April 
20, 1993.  Reply  comments  should  be 
filed  on  or  before  May  28, 1993. 


No.  88-21 JVTM  TeJecofli  2000:  Chatting  the  Courte 
for  a  New  Cmtiuy  182  (1988). 
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Dated:  January  8, 1993. 
bagory  F.  Chapsdot, 
Assistant  Secretary  of  Commerce  for 
Ctmununications  and  Informatitm. 
[FR  Doc  93-937  Piled  1-14-93: 8:45  am] 
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nEPARTMENT  OF  EDUCATION 

neieerch  In  Education  c4  Indlvlduaie 
WW)  Dieabiiitles  Program 

AGENCY:  Department  of  Education. 
ACTION:  Notice  of  final  priorities  for 
Fiscal  Years  1993  and  1994. 


academic  achievement  called  for  by  the 
National  EdocatioD  Goals. 


SUMMARY:  The  Secretary  announces  final 
funding  priorities  for  the  Research  in 
Education  of  Individuals  with 
Disabilities  Program.  The  Secretary 
announces  these  priorities  to  ensure 
effective  use  of  program  funds  and  to 
direct  funds  to  areas  of  identified  need 
during  fiscal  years  1993  and  1994. 
EFFECTIVE  DATE:  These  priorities  take 
efiisct  either  45  days  after  publication  in 
the  Fad«al  Register  or  later  if  the 
Congress  takes  certain  adjournments.  If 
you  want  to  know  the  effective  date  of 
these  priorities  call  or  write  the 
Depaitment  of  Education  contact 
person. 

FOR  FURTHER  WTORMATION  CONTACT: 
Linda  Glidewell,  U.S.  Department  of 
Education,  400  Maryland  Avenue  SW., 
room  3095.  Switzer  Building, 
Washington.  DC  20202-2640. 
Telephone:  (202)  205-9099.  Deaf  and 
hearing  impaired  individuals  may  call 
the  Federal  Dual  Party  Relay  Service  at 
l-«00-877-8339  (in  the  Washington. 
DC  202  area  code,  telephone  708-9300) 
between  8  a.m.  and  7  p.m.,  Eastern  time. 
SUPPLEMENTARY  INFORMATION:  The  . 
Research  in  Education  of  kdividuak 
with  Disabilities  Program,  authorized  by 
part  E  of  the  Individuals  with 
Disabilities  Education  Act  (20  U.SXl 
1441-1443).  provides  supoort  to 
advance  and  improve  the  knowledge 
base  and  liupitrfe  the  practice  of 
professionals,  pvents.  end  othen 
providing  eariy  iatervendoa.  special 
education,  and  related  services, 
including  prafaesionals  in  regvWr 
education  environments,  to  provide 
children  with  disabilities  effective 
instruction  and  enable  them  to 
successfully  learn;  and  for  research  and 
related  purposes,  siu-veys.  or 
demonstrations  relating  to  physical 
education  or  recreation,  including 
therapeutic  recreauon,  for  infants, 
toddlers,  children,  and  youth  with 
disabilities. 

On  September  8, 1992,  the  Secretary 
published  a  notice  of  proposed 
priorities  for  this  program  in  the  Federal 
Renster  (57  FR  40994-40996). 

Inese  priorities  support  AMERICA 
2000.  the  President's  strategy  for  moving 
the  Nation  toward  the  National 
Education  Goals,  by  improving 
imderstanding  and  practice  and  thereby 
enabling  children  and  youth  with 
disabilities  to  reach  the  high  levels  of 


The  publication  of  these  fiaoi 
priorities  does  not  obligate  the 
Department  of  Education  to  fend 
projects  in  any  or  all  of  these  areas. 
Fimding  of  particular  projects  depends 
on  the  availability  of  funds  aad  the 
quality  of  the  application  recaived.  The 
publication  of  these  priorities  does  not 
preclude  the  Secretary  from  prapoeiag 
additional  priorities,  nor  does  it  Irndt 
the  Secretary  to  funding  only  these 
priorities,  subject  to  meeting  applkable 
rulemaking  requirements. 

Note:  This  notice  of  final  fundlagpiiuiMM 
does  not  solicit  applications.  A  nottoa 
Inviting  applications  under  that* 
competitions  is  published  ia  ■  aparate 
notice  in  this  issue  of  the  ~  *      '  ~ 


Analysis  oC  Comments  end 

In  response  to  the  Secfetacy's 
invitation  in  the  notice  of  propoeed 
priorities,  five  parties  submitted 
comments.  An  analysis  of  the  comments 
and  of  die  changes  in  the  propoeed 
priorities  follows.  Technical  and  other 
minor  r>i«ng««,  as  well  as  suggested 
changes  the  Secretary  is  not  lagilly 
authorised  to  nake  under  the  applicable 
statutory  authority,  are  not  addressed. 

Comments  on  Priority  1:  Interventions  to 
Support  Junior  High  School  Aged 
Stodotfs  Who  Are  at  Risk  ofDmp^ttg 
OattjfSdiool 

Qnmenf :  Gbe  oommenter  noted  that 
the  requirement  under  "site  selectign" 
to  locate  the  project  sites  in  schools 
with  a  significntly  higher  drep-oot  rate 
for  students  with  disabilities  may  not  be 
helpful  since  most  schools  will  find  a 
hi^ier  drop-out  rate  for  the  spedel 
edacation  atadenta.  The  oommenter 
further  stated  that  the  DepartmaiU  may 
wish  to  incorporate  other  standards  of 
scrutiny,  such  as  consumer,  parent, 
student,  or  community  involwamont 

Discussion:  The  Secretary  has 
included  the  "site  selection" 
requirement  to  ensure  that  potential 
applicants  choose  sites  where  the  drop- 
out rate  for  students  with  disdbilities  is 
significantly  higher  than  for  indents 
who  do  not  have  disabilities.  Abo.  the 
Secretary  notes  that  the  types  of 
activities  recommended  by  the 
commenter  regarding  consunar,  parent, 
student,  or  community  involvenMOt  are 
included  as  part  of  the  outconMS  in  die 
priority  under  the  "project  plaming" 
section  and  should  not  be  a  piereqoisite 
to  funding. 

Changes:  None. 


Comments  on  Priority  2:  Increasing 
Participation  in  General  Education 
Development  iYognuns  (GED)  Among 
Youth  With  Disdbilities 

Comment:  One  commenter  expressed 
concern  that  the  GED  may  not  be  an 
appropriate  option  for  special  education 
youth  because  (1)  the  GED  has  evolved 
into  a  fairly  difficult  test  that  most 
special  education  students  could  not 
pass,  regardless  of  the  type  of 
tetervention  proposed;  (2)  many  schools 
would  be  attracted  to  "drop"  students 
into  the  type  of  programs  being  sought, 
thus  absolving  the  Khool  of  any 
responsibility  to  educate  those  students; 
(3j  most  GED  preparation  programs  are 
short  term  in  nature  and  are  not  likely 
to  be  able  to  close  the  knowledge  and 
skill  gap  between  drop-outs  and  non- 
drop-outs; and  (4)  the  GED  is  not  a  high 
school  diploma,  nor  is  it  viewed  as  its 
equal. 

Discussion:  As  written,  the  focus  of 
the  priority  is  on  research  projects  that 
study  the  implications  of  programs 
designed  to  assist  students  in 
completing  high  school  graduation 
requirements,  not  the  relative  merits  of 
the  GED  as  opposed  to  a  high  school 
diploma.  The  Secretary  also  believes 
that  the  coneems  raised  by  the 
commenter  will  be  addressed  by 
projects  as  part  of  the  evaluation 
process. 

Changes:  None. 

Comnente  on  Priority  3:  Enhancing 
Language  Acquisition  Among  Students 
Who  Are  Deaf  or  Hard  of  Hearing 

Comment:  Four  commenters 
requested  that  cued  speech  be  specified 
as  one  of  the  comparison  means  of 
communication.  One  of  the  four 
commenters  stated  that  any  comparative 
study  of  English  language  acquisition  in 
children  who  are  deaf  or  hard  of  hearing 
is  incomplete  unless  it  includes  cued 
speech. 

Discussion:  The  Secretary  concurs 
that  cued  speech  should  be  specified  as 
one  of  the  comparison  means  of 
communication . 

Changes:  The  priority  has  been 
clarified  to  include  cued  si)eech  as  a 
mode  of  communication  that  could  be 
used  to  evaluate  the  relative 
effectiveness  of  American  Sign 
Language  (ASL)  in  improving 
achievement  in  reading  and  writing  for 
children.  5-18  years  of  age,  who  are 
deaf  or  hard  of  hearing. 

PriorWes 

Under  34  CFR  75.105(c)(3)  the 
Secretary  gives  an  absolute  preference  to 
applications  that  meet  the  following 
priorities.  The  Secretary  funds  imder 
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these  compattnon^  opty  wpftiajAan^ 
that  meet  one  of  these  priorities. 

Priority  t—brtltrvtiitions  t»  Support 
Junior  Hi^  Schooi  Agtd  Sbidents  Mfto 
AreatHiskofDrofipmgOvitefSf^teol 
(CFDA  84.033C^ 

Backgrouad 

One  of  the  National  Education  Goats 
is  to»ciease  thahig^  schaoi  g^aduatkm 
rate  to  at  least  90  percent  by  th»  yaar 
2000.  The  currant  grsduatita  nl*  for 
children  with  disinilitias,  {orty-oos 
percent,  fieklls  substantially  below  tb» 
average  for  aU  chikkoB  aad  waU  bekiw 
the  national  goal  of  ainaty  paicaBt 
(National  Longitudinal  Study.  199rl)> 
The  findings  of  recent  research  md  the 
consistently  very  poor  rates  of  high 
schoo!  completian  reported  by  Slates  for 
children  with  disabilities  support  the 
need  for  research  to  develop  and 
implement  interventions  tKat  will 
increase  student  engagement  in  school 
duriag  Iks  year  that  tkar  baconw  at  ^o 
greatest  risk  at  drofrpisg  oak  and  to 
evaluate  tb*  effactiveaess  oi^tmm 
interventions  on  prapass  towards 
graduation. 

Priority 

This  priority  wtB  support  research 
projects  to  develop,  Hn^riement,  anet 
evaluate  the  effectiveness  of 
interventions  that  incrame  stadent 
engagoraent  in  school.  Project  must 
focus  on  students  witfk  learning 
disabilities  and  ^ose  with  serious 
emotional  disturbance. 

Site  Selectio».  Projoet  sites  must  b»ni 
schools  where'  the  drop-otit  rato  fat 
studanks  with  disabifiries  Is  significantly 
higkar  tbatt  for  children  ¥A»  are  nel 
disabled.  Sites  must  MKOurage  Ae 
implementaboB  of  sdkoolrbased 
intervantiaas  witbtn.  ganen)  edacatioa 
settings. 

Project  Plaaaiag.  Projects  may 
dedicate  up  to  12  taoaA»  to  pkia  ibr 
and  develop  the  kaplamMttatioA  of 
interventions  wi&  facial  and  genera) 
educators,  adauBistratois.  falated 
service  staff,  parents,  commuirity 
agencies  and  gcoups..  aad  others  as 
appropriate.  Tba  pfan  must  iaduda 
activitMS  thai  dswalop  aad  BMtaiate 
ongoing  school,  ciMnmuarty r  and  faanYf. 
I  iiiiiiaalaaiil  ta  imphwnwtf  the 
interventions.  Pfamiing  activities  aiyst 
include  HI  the  idealfficariea  el  adieet, 
home,  and  community  variables  that  are 
related  to  student  engagement  in 
learning  and  the  development  of 
intervei^ons  rrialed  to  diese  varieMes; 
(2)  the  specificalioo  of  tiM  procedures 
and  participaBtsrequaed  to  ini  {lament 
the  intaeventions;  and  {3^>  procelforee  far 
evaluating  the  implementation  and 


impact  of  Aai 

project.  Variables  of  studeOli 

must  be  developed  through  a 

consensual  process  and  must  include 

school;,  hoiaa»  aad  I 

that  have  a  fligaifin 

relatioQship  with  student  diop-oat  ] 

ImplfmamtatitM  t^bttermttioBS. 
Projects  must  iaplanaBt  Aak 
intecventioBS  over  a  three  yoar  period. 
Projects  must  select  a  cohwt  of  students 
with  learning  disabilitiaa  and  serioua 
emotional  disturbance  who  are  enrolled 
at  the  seventh  through  tenth  grade  (erel 
(the  "study  graup"!.  Intarve&tiona  must 
be  implemented  for  these  students  for 
three  successive  years. 

Studying  ^ects  and  Implementatioa 
of  the  Project,  During  die  first  tvtro  yeais 
of  impleaentAtian^  project  effects  must 
be  described  wnth  respect  to  the 
variables  of  student  engagemenL 
Information  must  be  reported 
longitudinally  on  a  control  groi^t  of 
students  with  learning  (Usabilities  and 
serious  emotional  disturbance  within 
the  school  district  r*the  control  group") 
who  d&  not  receive  the  interventions. 
Data  collection  and  analyses  must 
permit  the  statement  of  finding  for 
student  subgroups  reflecting  each 
'  disability  group  inchided  in  the  sample. 

Information  must  also  be  providea 
regarding  the  process  and  Itwels  of 
implementation  of  the  project  and  a 
description  of  commufitty,  sdiool,  and 
student  characteristics. 

ColtabomtioR.  Projects  must  vrork 
with  the  other  projects  funded  mider 
this  priority  and  with  related  projects 
and  must  budget  for  two  annnal 
meetings;  one  with  tfie  other  grantoes 
under  this  priority  and  one  of  all  projiact 
directors. 

Priority  2—lacreasiag  Paeticipaliou  ia 
General  Education  HivelofHoent 
Progmms  CGEDj  Ataoi^  Youth  With 
Disabilities  (CFDA  94  Ji23Pi 

Background 

One  of  the  National  Education  Goals 
is  to  increase  the  high  school  graduation 
rate  to  at  least  90  percent  by  tha  year 
2000.  Forty-one  perdant  of  all  youth, 
with  disabilities  diop  out  of  schoot 
without  completing  nigh  school 
graduation  requirements  CNaiional 
Longitmifnar  Study.  1991).  NatioaaHy. 
most  students  who  do  not  cmnplete 
high  school  in  tte  tradlticHial  fashion 
eventually  obtain  a  higb  school  diploma 
trough  the  Geoerd  Education 
Development  (GEDI  propam.  This 
compares  sharply  with  students  with 
disabihties  who  nave  dropped  out  or 
withdrawn  from  school,  less  than  five 
percent  of  whom  ever  receive  a 
diploma. 


■dah 


Haviagahi^t 
represents  oi 
credadtiaba; 
to  access  many  of  I 
opportunities  associated  with 
successful,  f 
outcomes,  indadiagi 
to  Uihar  oducatiao  a 
employmaaL  ThaNatkmd  Longitadteal 
Study  (1991>  has  ptewidad  rnaipelHwg 
evidanca  that  these  b  a  ceaaiaBBat  gap 
between  fltudeBta  with  di»bililiaB  was* 
drop  out  as  coaspasad  to  dwaa  wha 
cxM^Iele  hi^  schaoi  graduatiaa 
reqitiieaients  with  le^Mct  to  soeatai 
outcomes,  and  that  tha  dieoefaacy 
increases  over  tiaoe. 

Priority 

This  priority  will  support  researcb 
projects  to  develop,  impiemaBt.and 
evaluate  intsrveations  that  wiQ  fauaeaaa 
the  participation  in  and  successful 
completion  of  GED  programs  for 
students  with  disabUities  who  have 
either  withdrawn  from  or  dropped  out 
of  school.  Projects  must  focus  on 
students  with  learning  disatuKties  and 
those  with  serious  emotional 
disturbance. 

Activities 

Site  Selection.  Project  sites  must  be  hi 
schools  in  communities  where  die  drap> 
out  rate  for  students  wi^  disabilities  is 
significantly  hi^er  than  for  children 
who  are  not  dinUed.  Stee  nant 
encourage  the  implementatien  of 
schocrf-based  faiterventiens  wittia 
general  education  settings. 

Project  Planning,  Grantees  iney 
dedicate  up  to  12  months  to  plan  for 
and  develop  the  implemeotatiim  of 
interventions  that  will  increase  the 
successful  participation  of  students  with 
disabilities  in  GED  programs.  The  plea 
must  be  prepared  by  a  pnup  that 
includes  those  kn^wde^eable  legarding 
the  needs  of  student*  who  have 
withdrawn  or  dropped  ouL  The  plan 
must  include  activities  that  ensure  tiaa 
involvement  of  GED  program  staff  and 
others  to  implement  the  interventions. 
The  plan  must  include  (1)  a  aite-based» 
descriptive  study  of  the  factors  and 
barriers  associated  with  the  decisioa  by 
young  aduhs  with  disabilities  to  seek  a 
GED  diploma,  and  a  syndtesis 
describing  bctors  (student, 
administrative,  financial,  etc)  related  to 
the  successful  completion  of  GED 
programs  by  students  with  disahflUies; 
(2)  the  new  or  adapted  interveotiens  to 
be  studied^  C3l  the  procedures  and 
participants  required  to  implement  tha 
interventions,  including  how  studeitta, 
will  be  identified  and  raoouted;  (4)  a 
description  of  how  a  GED  program  that 
efiectively  accommodates  the  special 
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learning  needs  and  drciunstances  of 
youth  with  disabilities  will  be 
developed:  and  (5)  procedures  for 
evaluating  the  impact  of  the 
interventions. 

Implementation  of  Interventions. 
Projects  must  implement  their 
interventions  and  operational  plan  over 
a  three-year  period.  Projects  must 
annually  select  a  cohort  of  youth  with 
disabilities  (three  cohorts,  total)  that  is 
participating  in  the  GED  program  and  is 
6  monUis  past  the  compulsory 
minimum  age  for  exiting  from  sdiool.  as 
determined  oy  State  law  or  regulations. 
Information  is  also  to  be  reported  for  a 
control  group  of  students  with 
disabilities  within  the  community,  but 
who  are  not  participating  in  the  GED 
program. 

Studying  Effects  and  Implementation 
of  the  Project.  During  the  first  two  years 
of  implementation,  projects  must  study 
project  effects  and  the  process  of 
implementation  of  the  project.  Data 
collection  and  analyses  must  include 
the  statement  of  findings  for  student 
subgroups  reflecting  each  disability  area 
included  in  the  sample.  Information 
describing  community,  school,  and 
student  characteristics  must  be 
included. 

Collaboration.  Projects  must  work 
with  the  ckher  projects  funded  under 
this  priority  and  with  related  projects 
and  must  budget  for  two  annual 
meetings:  one  with  the  other  grantees 
under  this  priority  and  one  of  all  project 
directors. 

Priority  3— Enhancing  Language 
Acquisition  Among  Students  Who  Are 
Deaf  or  Hard  of  Hearing  (CFDA 
84.023T) 

Badt:ground 

As  reported  by  the  Commission  on 
Education  of  the  Deaf  (COED),  in  its 
1988  report,  Towards  Equality,  "the 
educational  system  has  not  been 
successful  in  assisting  the  majority  of 
students  who  are  deaf  or  hard  of  hearing 
to  achieve  reading  skills  commensurate 
with  those  of  their  hearing  peers." 
Competence  in  imderstanding  and  using 
vocal,  visual,  and  written  language 
represents  an  especially  critical  and 
difficult  accomplishment  for  children 
viho  are  deaf  or  hard  of  hearing.  As  the 
COED  report  notes,  "(a]  child  without  a 
strong  language  and  communication 
base  Caces  significant  barriers."  The 
findings  of  this  and  other  recent 
research  and  policy  studies  document 
the  need  to  enhance  the  levels  of 
language  acquisition  for  individuals 
who  are  deaf  or  hard  of  hearing  so  as  to 


improve  levels  of  achievement  and 
other  outcomes. 

Priority 

This  priority  will  support  research 
projects  to  evaluate  the  effiectiveness  of 
American  Sign  Language  (ASL)  relative 
to  other  modes  of  communication  such 
as  signed  English  or  cued  speech  in 
improving  adiievement  in  reading  and 
writing  for  children,  5-18  years  of  age, 
who  are  deaf  or  hard  of  hearing. 

Activities 

Projects  must  examine  achievement  in 
reading  and  writing,  other  relevant 
variables,  e.g.,  other  relevant  child 
outcomes  (including  social  and 
behavioral  variables),  and  the 
satisfaction  of  service  providers.  Project 
participants  must  include  elementary 
and  secondary-aged  students.  Projects 
designs  must  produce  information  on 
ASL  relative  to  other  modes  of 
communication  to  which  it  is  being 
compared  by  age  and  achievement  level. 

Projects  must  study  the  effectiveness 
of  using  ASL  relative  to  other  modes  of 
communication  to  which  it  is  being 
compared  in  relation  the  severity  of 
hearing  loss,  who  provides  (service 
provider)  the  interventions,  and  where 
the  interventions  are  provided  (setting). 
Projects  must  also  study  and  relate  the 
e^ctiveness  of  using  ASL  and  the  other 
interventions  to  the  age  of  the  child  at 
the  onset  of  deafiaess  and  time  of  first 
intervention,  respectively,  and  the 
natxire  and  scope  of  family  and 
community  supports.  Projects  must 
examine  the  effectiveness  of  ASL 
relative  to  other  modes  of 
communication  to  which  it  is  being 
compared  in  academic  and 
nonacademic  settings  and  in  integrated 
and  nonintegrated  settings.  Service 
providers  may  include,  for  example, 
parents,  hearing  or  nonhearing  peers, 
and  special  and  regulator  educators. 
Projects  must  report  information 
describing  special  accommodations,  if 
relevant,  associated  with  using  ASL 
relative  to  the  other  modes  of 
communication  to  which  it  is  being 
compared  in  various  settings,  e.g., 
within  the  home  or  in  school 
environments  with  normally-hearing 
children.  Projects  must  also  report 
information  describing  the  appropriate 
alternative  reading  and  writing 
assessment  systems  and  procedures  that 
are  best  suited  to  docimient  the  reading 
and  writing  acquisition  skills. 

Dissemination.  Projects  must  report 
and  exchange  their  information  and 
findings  in  formats  useable  to  the 


research  community  and  to  service 
providers. 

Collaboration.  Projects  must  work 
with  the  other  projects  funded  under 
this  priority  and  other  related  projects 
and  must  budget  for  two  annual 
meetings:  one  with  the  other  grantees 
imder  diis  priority  and  one  of  all  project 
directors. 

Applicable  Program  Roguiations:  34  CFR 

part  324  (1992). 

Program  AotlioritT:  20  U.S.C  1441-1443. 
(Catalog  of  Federal  Domestic  Assistance 
Number  84.023,  Research  in  Education  of 
Individuals  with  Disabilities  Program) 

Dated:  December  30. 1992. 
Lamar  Akxander, 
Secretary  of  Education. 
(FR  Doc  93-1008  Filed  1-14-93;  8:45  am] 
■LUNQ  COOe  4000-ai-ll 


[CFDA  No.:  S4il23] 

Research  in  Education  of  Individuait 
With  DisabUitiee  Program;  Notice 
Inviting  AppUcatione  for  New  Awards 
for  Fiscal  Year  (FY)  1993 

Purpose  of  Program:  To  advance  and 
improve  the  knowledge  base  and 
improve  the  practice  of  professionals, 
parents,  and  others  providing  early 
intervention,  special  education,  and 
related  services,  including  professionals 
in  regular  education  environments,  to    . 
provide  children  with  disabilities 
effective  instruction  and  enable  them  to 
successfully  learn. 

These  priorities  support  AMERICA 
2000,  the  President's  strategy  for 
achieving  the  National  Education  Goals, 
by  improving  our  understanding  of  how 
to  enaole  children  and  youth  with 
disabilities  to  reach  the  high  levels  of 
academic  achievement  called  for  by  the 
goals. 

Eligible  Applicants:  Eligible 
applicants  are  State  and  local 
educational  agencies,  institutions  of 
higher  education,  and  other  public 
agencies  and  nonprofit  private 
oi^anizations. 

Applicable  Regulations:  (a)  The 
Education  Department  General 
Administrative  Regulations  (EDGAR)  in 
34  CFR  parts  74,  75. 77, 80,  81, 82, 85, 
and  86:  end  (b)  The  regulations  for  this 
program  in  34  CFR  part  324. 

Applications  Available:  February  22, 
1993. 

Priorities 

The  priorities  in  the  notice  of  final 
priorities  for  this  program,  as  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  apply  to  these  competitions. 
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lAoplcation  noMcM  lor  ileal  yMT  1993] 


TWe  and  CFOA  No. 


IncfMSing  parttdpaUon  In  genemi  education  devotoofnent  prooramt 
(GEO)  among  youth  with  dtaabWtlea  (CFDA  84.023P). 

Enhancing  language  aoquWIIon  among  students  who  are  deaf  or  hard  of 
hearing  (CFDA  84.231). 


OeadkMtor 
In 
ol 


tlona 


04/1 M3 
04/1  Sm 


funds 


$1,000,000 
450,000 


Esttnalad  size  Ol  aiMids 


$2,000,000  per  year  * 
150,000  par  year'  ..... 


EaflmaM 

numbarol 


NOTi:  Ttw  OwuiMni  at  EducMlon  ia  raN  bound  by  any  mtlnM*  In  ihia  noliM. 


'^J? 


P»- 


Up  10  48. 
Up  10  36. 


FOR  APPUCATIONS  CONTACT:  Darlene 
Cnimblin.  Telephone:  (202)  205-9864. 
E)eaf  and  hearing  impaired  individuals 
may  call  the  Federal  Dual  Party  Relay 
Service  at  1-800-877-8339  (in  the 
Washington,  DC  202  area  code, 
telephone  708-9300)  between  8  a.m. 
and  7  p.m..  Eastern  time. 

FOR  FURTHER  MFORUATION  CONTACT:  For 

information  on  the  Increasing 
Participation  in  General  Education 
Development  Programs  (GED)  Among 
Youth  with  Disabilities  competition 


please  contact  Dr.  Helen  Thornton,  U.S. 
Department  of  Education,  400  Maryland 
Avenue  SW.,  room  3529,  Switzer 
Building.  Washington.  DC  20202-2640. 
Telephone:  (202)  205-5910.  For 
information  on  Enhancing  Language 
Acquisition  Among  Students  Who  Are 
Deaf  or  Hard  of  Hearing  competition 
please  contact  Judith  Fein,  U.S. 
Department  of  Education.  400  Maryland 
Avenue  SW.,  room  3524,  Switzer 
Building,  Washington,  DC  20202-2640. 
Telephone:  (202)  205-8116.  Deaf  and 


hearing  impaired  individuals  may  call 
the  Federal  Dual  Party  Relay  Service  at 
1-800-877-8339  (in  the  Washington. 
DC  202  area  code,  telephone  708-4300) 
between  8  a.m.  and  7  p.m..  Eastern  time. 

Program  Antlmtty:  20  U.SX1 1441-1443. 
Dated:  January  11, 1993. 
Robert  R.  Oavila, 

Assistant  Secretary,  Office  of  Special 
Education  and  Rehabilitative  Services. 
IFR  Doc.  93-1007  Filed  1-14-93;  8:45  am) 
MLUNG  cooc  4ooe-ei-M 
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DEPARTMENT  OF  HOUSMQ  AND 
URBAN  DEVELOPyENT 

Office  Of  the  Aaalstani  Secretary  tor 
Houeing— Federal  Houehtg 
CommlMloner 

24CFRPart248 

IDoGtol  Na  R-03-1622;  FI»-3377-MiSI 

Pieeervatton  Of  Muitifamlly  Low 
Income  Houaing 

AOBCY:  Office  of  the  Assistant 
Secretary  for  Housing— Federal  Housing 
Commissioner,  HUD. 
ixenow:  Interim  rule. 

SUMMARY:  This  interim  rule  implements 
section  302  of  the  Housing  and 
Community  Developmmt  Act  of  1992 
by  amendhig  part  248  of  title  24  of  the 
Code  of  Federal  Regulations  which  sets 
forth  the  policies  and  procedures  of  the 
Department  of  Housing  and  Urban 
Development  for  preserving  eligible  low 
income  multibmily  housing  projects.  In 
brief,  this  amendment  requires 
appraisers,  when  appraising  eligible  low 
income  housing  under  title  VI  of  the 
r,r«iirtnn.nftnMla»Nati£inal  AffordaMe 
Housing  Act.  the  Low  Income  Housing 
Preservation  and  Resident 
Homeownership  Act  of  1990.  to  assume 
that  all  Federal  rental  assistance 
terminates  upon  a  mortgage  repayment. 
DATES:  Effective  date:  January  15. 1993. 
Comment  due  date:  Nfaich  16. 1993. 
A00RES8E8:  Submit  written  comments 
to  the  Office  of  the  General  Counsri. 
Rules  Docket  Oerk,  Room  10276. 
Department  of  Housing  and  Urban 
Development.  451  Seventh  Street.  SW.. 
Washington.  DC  20410. 
Communications  should  refer  to  the 
above  docket  number  and  title.  A  copy 
of  each  communicrtion  submitted  will 
be  available  for  public  inspection  and 
copying  during  regular  business  hours 
(7:30  a.m.-5:30  p.m.  Eastern  Standard 
Time)  at  the  above  address. 
FOR  FURTHER  MFORMATION  CONTACT: 
Kevin  J.  East.  Office  of  Multifamily 
Housing  Preservation  and  Property 
Disposition.  Department  of  Housing  and 
Url^  Development.  451  7th  Street, 
SW..  Washington.  DC  20410.  Telephone, 
voice  (202)  706-2300;  TDD,  (202)  708- 
4594.  (These  are  not  toll-fiee  telephone 
numbers). 

SUPPLEMEiaARY  MFORMATION:  Subtitle  A 
of  title  ID  of  the  Housing  and 
Community  Development  Act  of  1992 
(Pub.  L.  102-550  (106  Stat.  3672). 
approved  October  28. 1992)  ("title  ID") 
amends  title  VI  of  the  Cranston- 
Gonzalez  National  Affordable  Housing 
Act.  the  Low  Income  Housing 


Preservatioa  aod  Resident 
Honeo%inieiship  Act  of  1990  (Pub.  L. 
101-6ZS:  12  U.S.C.  4102  et  mq. 
("LIHPRHA").  the  successor  to  tttla  n  of 
the  Housing  and  Community 
Development  Act  of  1987.  tha 
Emergency  Low  Income  Housing 
PreservaUon  Act  of  1987  (Prf».  L.  !(»- 
242;  12  U.S.C.  1715/ note)  ("BLIHPA"). 
governing  the  preservation  of  privately- 
owned  multifamoily  low  incame 
housing.  The  history  of  the  praewatkm 
programs  is  set  forth  in  an  intvioi  nda 
implementing  LIHPRHA  wdikh  «ras 
published  on  April  8. 1992  at  57  FR 
11992.  (the  "April  1992  interim  rala'^ 
and  will  not  be  repeated  here. 

This  interim  rule  implements  tmikm 
302  of  title  in  by  amending  section 
248.111  of  the  DepartuMofs  lagulatkws, 
as  addresMd  in  the  following 
discussion.  This  amendment  was 
intended  to  be  included  in  tha  interim 
rule  amending  part  24«  of  title  24  of  the 
CFR.  published  by  the  Department  oo 
December  3, 1992  at  57  FR  54312. 
however,  it  was  inadvertently  omitted 
from  the  final  published  version  of  that 
rule.  The  Department  expects  to  ^ 
implement  the  remaining  provisions  of 
title  in  in  another  interim  rule  which 
will  be  pubhshed  shortly. 

Section  248.1 1 1    (Appraisal  and 
Preservation  Value  of  Eligible  Low 
Income  Housing) 

Section  302  of  Title  in  ameodr  section 
213(c)  of  LIHPRHA  which  requires  &e 
Department  to  establish  written 
apprabal  guiddines  requiring 
apprrisen  to  make  certain  assumptions 
whw  calculating  preservation  value. 
Section  213(c)  of  LIHPRHA  requires  that 
the  appraisal  guidelines  assume 
repayment  of  the  existing  federally- 
assisted  mortgage,  termination  of  the 
existing  low-tncone  affordability 
restrictions  and  costs  of  compliance 
with  any  State  or  local  laws  of  general 
applicability.  Final  appraisal  guiddines 
complying  with  Section  213(c)  were 
pnUi^ed  on  May  8, 1992  at  57  FR 
19970  in  a  notice  entitled  "Appraisals  of 
Preservation  Value  Under  the  Low- 
Income  Housing  Preservation  and 
Resident  Homeownership  Act  of  1990" 
(the  "Appraisal  Guidelines"). 

In  addition  to  the  assiunptions 
required  under  section  213(c)  of 
LIHPRHA,  the  Appraisal  Guidelines 
also  require  appraisers  to  assume  that 
'any  Federal  rental  assistance,  such  as 
Section  8  project-based  assistance, 
which,  by  the  terms  of  its  contract,  is 
not  coterminous  with  the  mortgage, 
would  remain  in  effect  until  the  contract 
terminates.  Where  a  Federal  rental 
assistance  contract  would  extend  past 
the  date  of  repayment  of  the  mortgage. 


the  cost  (or  benefit)  of  the  rental 
assistance  contract  would  be  deemed  a 
conversion  cost  for  purposes  of 
determining  preservation  value. 
However,  section  302  of  title  m  amends 
section  213(c)  of  LIHPRHA  to  require 
appraisers  to  make  the  opposite 
assumption:  that  there  is  simultaneous 
termination  of  any  Federal  rental 
assistance. 

The  Appraisal  Guidelines  have  been 
amended  to  reflect  this  statutory  change. 
Although  the  Department  orimnally 
pubUshed  the  Appraisal  Guidelines  in 
the  Federal  Re^er.  future  copies  of 
the  Guidelines  will  be  provided  to 
owners  and  appraisers  in  up-to-date, 
amended  form  upon  an  owner's 
submission  of  a  notice  of  intent  imder 
LIHPRHA.  Affected  persons,  therefore, 
will  have  actual  notice  of  any  future 
amendment  to  the  Appraisal  Guidelines. 
Amendments  to  the  Guidelines  will  be 
published  in  the  Federal  Ri^ister.  and 
public  comments  will  be  solicited,  only 
in  instances  where  the  changes  to  be 
made  present  substantive  issues 
meriting  prior  notice  and  comment 
before  their  effectiveness. 

Section  248.111  of  the  April  1992 
interim  rule,  which  governs  appraisals, 
is  silent  as  to  the  effect  of  Federal  rental 
assistance  on  preservation  value. 
However,  paragraph  (d)  of  section 
248.111  Usts  the  assumptions  of  section 
213(c)  of  LIHPRHA  and  provides  for  the 
inclusion  of  conversion  costs  in 
determining  value.  This  rule  amends 
section  248.111(d)  to  include  the 
language  added  to  section  213(c)  of 
LIHPRHA  by  section  302  of  title  m. 
The  Department  began  processing 
under  LIHPRHA  on  May  8. 1992.  the 
efiiective  date  of  the  April  1992  interim 
rule.  Since  that  date,  owners  have  been 
conducting  appraisals  on  their  property 
and  as  of  the  effective  date  of  this  rule 
many  will  not  yet  have  completed  the 
appraisal  process.  Section  248.111.  as 
amended,  and  the  revised  Appraisal 
Guidelines  will  apply  to  all  owners  who 
have  not  receiveo.  as  of  January  15. 
1993.  the  information  from  the  Secretary 
under  §  248.131(b).  Where  an  owner  and 
HUD  have  not  exchanged  appraisals 
under  §  248.111(1).  both  the  owner's 
appraiser  and  HUD's  appraiser  will  be 
directed  to  comply  witn  the  revised 
Appraisal  Guidelines.  Where  an  owner 
has  already  completed  its  appraisal,  but 
HUD  has  not,  HUD's  appraiser  will 
comply  with  the  revised  Appraisal 
GuioeUnes  and  the  owner  may  rely  on 
HUD's  appraisal  or  adjust  its  appraisal. 
Where  HUD  has  completed  its  appraisal, 
but  lite  owner  has  not,  both  the  owner's 
appraiser  and  HUD's  appraiser  will 
comply  with  the  revised  Appraisal 
Guidelines.  If  both  appraisals  have  been 
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completed,  but  the  information  imder 
§  248.131(b)  has  not  been  received  by 
the  owner.  HUD  and  the  owner  will 
adjust  the  appraisals  during  the 
negotiation  process  under  $  248.111(j).  If 
HUD  and  the  owner  cannot  reconcile 
the  differences  between  the  two 
appraisals  using  the  revised  Appraisal 
Guidelines,  a  third  appraisal  will  be 
conducted  using  the  revised  Appraisal 
Guidelines  and  will  be  binding  on  both 
parties,  in  accordance  with  §  248.111(j). 

Findings  and  Other  Matters 

A.  Regulatory  Impact 

This  rule  does  not  constitute  a  "major 
rule"  as  that  term  is  defined  in  section 
1(d)  of  Executive  Order  12291  (Hi 
Federal  Regulations  issued  by  the 
President  on  February  17, 1981.  An 
analysis  of  the  rule  indicates  that  it  does 
not  (1)  have  an  annual  effect  on  the 
economy  of  $100  million  or  more;  (2) 
cause  a  major  increase  in  costs  or  prices 
for  consumers,  individual  industries. 
Federal,  State,  or  local  government 
agencies,  or  geographic  regions;  or  (3) 
have  a  significant  adverse  effect  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
^ility  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

B.  Environmental  Impact 

A  Finding  of  No  Significant  Impact 
with  respect  to  the  environment  has 
been  made  in  accordance  with  HUD 
regulations  in  24  CFR  part  50.  which 
implement  section  102(2)(O^f  the 
National  Environmental  Policy  Act  of 
1969.  42  U.S.C.  4332.  The  Finding  of  No 
Significant  Impact  is  available  for  public 
inspection  during  regular  business 
hours  in  the  Office  of  General  Counsel, 
Rules  Docket  Clerk,  room  10276,  451 
Seventh  Street.  SW..  Washington.  DC 
20410. 

C.  Executive  Order  12612,  Federalism 

The  General  Counsel,  as  the 
Designated  dffidal  under  section  6(a)  of 
Executive  Order  12612,  Federalism,  has 


determined  that  the  policies  contained 
in  this  rule  will  not  have  substantial 
direct  effects  on  States  or  their  political 
subdivisions,  or  the  relationship 
between  the  Federal  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibiUties  among  the 
various  levels  of  government.  As  a 
result,  the  rule  is  not  subject  to  review 
imder  the  Order. 

D.  Executive  Order  12606,  The  Family 

The  General  Coimsel,  as  the 
Designated  Official  imder  Executive 
Order  12606.  The  Family,  has 
determined  ihat  some  of  the  policies  in 
this  rule  vnll  have  a  significant  impact 
on  the  formation,  maintenance  and 
general  well-being  of  the  family. 
Achievement  of  homeownership  by  low 
income  families  imder  the  regulation 
can  be  expected  to  support  family 
values,  by  helping  families  to  achieve 
security  and  independence,  by  enabling 
them  to  live  in  decent,  safe  and  sanitary 
housing,  and  by  giving  them  the  skills 
and  means  to  live  independently  in 
mainstream  American  society.  Since  the 
impact  on  the  family  is  beneficial,  no 
further  review  is  necessary. 

E.  Regulatory  Flexibility  Act 

Under  section  605  of  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601),  HUD 
certifies  that  this  rule  does  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities, 
because  it  carries  out  statutorily- 
mandated  limitations  on  prepayment  of 
the  afiiacted  mortgages.  Any  economic 
impact  is  a  direct  consequence  of  the 
statute  and  is  not  separately  imposed  by 
this  rule. 

F.  Regulatory  Agenda 

This  rule  was  not  listed  in  the 
Department's  Semiannual  Agenda  of 
Regulations  pubUshed  on  November  3. 
1992  (57  FR  51392)  in  accordance  with 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act. 

The  Catalog  of  Federal  Domestic 
Assistance  program  number  is  14.137 
(Mortgage  Insurance — Rental  and 


Cooperative  Housing  Cor  Low  and  Moderate 
Income  FamiUes). 

List  crf^Subjects  in  24  CFR  Part  248 

Intergovernmental  relations.  Loan 
programs— housing  and  commimity 
development,  Low  and  moderate 
income  hoxising,  Mortgage  insurance, 
Reporting  and  recordkeeping 
requirements. 

Accordingly,  the  Department  am«ids 
title  24.  part  248  of  the  Code  of  Federal 
Regulations  as  follows: 

PART  24»-PRESERVATION  OF 
MULTIFAMILY  LOW  INCOME  HOUSINQ 

1.  The  authority  citation  for  part  248 
continues  to  read  as  follows: 

Authority:  12  U.S.C  1715i  note;  12  U.S.C 
4101.  et  seq.;  42  U.S.C  3535(d). 

2.  In  §  248.111,  paragraph  (d)  is 
revised  to  read  as  follows: 


1248.111    Appraiadi 

value  of  eligiMe  low  Income  heualng. 

(d)  Guidelines.  The  Commissioner 
shall  provide  to  the  owner  and  the 
appraiser  retained  by  the  Commissioner 
guidelines  for  conducting  the  appraisal. 
The  guidelines  establishcNd  by  the 
Commissioner  shall  be  consistent  with 
customary  appraisal  standards.  The 
guidelines  snail  assume  repayment  of 
the  existing  federally-assisted 
mortgage(s).  termination  of  the  existing 
Federal  low  income  affbrdability 
restrictions,  simidtaneous  termination 
of  any  Federal  rental  assistance,  and 
costs  of  compliance  with  any  State  or 
local  laws  of  general  applicability.  The 
guidelines  may  permit  reliance  upon 
assessments  of  rehabilitation  needs  and 
other  conversion  costs  determined  by  an 
appropriate  State  agency,  as  determined 
by  the  Commissioner. 
*        •        •        •        • 

Dated:  January  5, 1993. 
James  E.  Scfaoenberger, 
Associate  General  Deputy,  Assistant  Secretary 
for  Housing— Federal  Housing  Coaunissioner. 
|FR  Doc.  93-1024  Filed  1-14-93;  8:45  am] 
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FEDERAL  TRADE  COMMISSION 
16CFRPwt307 

Regulatione  Under  the  Comprehensive 
Smokeless  Tobacco  Health  Education 
Act  of  1966 

agency:  Federal  Trade  Commission. 
ACTION:  Amendment  to  final  rule. 


SUMMARY:  The  Commission  is  amending 
the  regulations  on  smokeless  tobacco 
advertising  that  deal  with  the  rotation  of 
health  warnings  on  point-of-sale  and 
non-point-of-sale  promotional  materials 
("promotional  materials").  The  existing 
provisions  on  rotation,  which  were 
issued  in  1991.  are  revoked  and 
replaced  by  the  provisions  that  were 
originally  issued  in  1986.  The 
Commission  is  taking  this  action 
because  it  believes  that  it  did  not 
received  adequate  public  comment  on 
the  1991  amendments. 
EFFECTIVE  DATE:  January  15. 1993. 
FOR  FURTHER  INFORMATION  CONTACT: 
Phillip  Priesman.  (202)  326-2484  or 
Judith  P.  Wilkenfeld.  (202)  326-3150. 
Division  of  Advertising  Practices. 
Federal  Trade  Commission.  6th  & 
Pennsylvania  Ave.,  NW..  Washington. 
DC  20580. 

SUPPI^MENTARY  INFORMATION:  The 
Commission  has  decided  to  amend  the 
portion  of  §  307.12(b)  of  16  CFR  part  307 
(1992)  that  deals  with  the  rotation  of 
health  warnings  on  point-of-sale  and 
non-point-of-sale  promotional  materials 
("promotional  materials")  becau^Ut 
believes  that  it  did  not  receive  adequate 
public  comment  on  the  1991 
amendments.  Prior  to  March  1991. 
§  307.11(b)  provided  that  rotation  plans 
could  be  based  either  on  the  dates  when 
promotional  materials  were 
disseminated  or  on  the  dates  when  the 
materials  were  ordered.  51  FR  40015 


(Nov.  4. 1988).  The  1991  amendment 
replaced  S  3.11(b)  with  a  new 
§  307.12(b).  which  required  that 
rotational  plans  be  based  solely  on  the 
date  of  dissemination.  56  FR  11653 
(Mar.  20. 1991).  The  Commission  is  now 
amending  §  307.12(b)  to  delete  the 
amended  language  and  revert  to  the 
requirements  originally  applied  to 
promotional  materials  (while  keeping 
intact  the  portion  of  the  1991 
amendments  that  dealt  with  utilitarian 
obiects).  Thus,  rotational  plans  based  on 
either  dates  of  dissemination  or  dates  of 
order  will  again  be  permissible  for 
promotional  materials.  The  Commission 
believes  that  it  is  unnecessary  to  invite 
public  comment  on  this  amendment 
because:  (a)  No  public  interest  would  be 
served  by  soliciting  comment  on*lhe 
adequacy  of  the  comments  previously 
received,  and  (b)  all  interested  parties 
will  have  the  opportunity  to  comment 
in  a  separate  rulemaking  proceeding  on 
the  merits  of  various  approaches  to 
rotation  of  warnings  for  promotional 
materials.  See  the  Notice  of  Proposed 
Rulemaking  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

List  of  Subjects  in  16  CFR  Part  307 

Health  warnings.  Smokeless  tobacco. 
Trade  practices.  

Accordingly,  part  307  of  16  CFR  is 
amended  as  follows: 

PART  307-nEGULATIONS  UNDER 
THE  COMPREHENSIVE  SMOKELESS 
TOBACCO  HEALTH  EDUCATION  ACT 
OF  1986 

1.  The  authority  for  part  307 
continues  to  read  as  follows: 

Authority:  15  U.S.C  4401  et.  seq. 

2.  Section  307.12(b)  is  amended  by 
removing  the  last  three  sentences  and 
adding  the  following  four  sentences: 


1307.12  Rot«k)0.dtepley,*»d 
disMmination  of  warning  staleir 
smokaleM  tobacco  advsftMng. 

•        •        •        •        • 

(b)  *  •  'A  satisfactory  plan  for 
point-of-sale  and  non-point-of-sale 
promotional  materials  such  as  leaflets, 
pamphlets,  coupons,  direct  mail 
circulars,  paperback  book  inserts,  or 
non-print  items  could  provide  for 
rotation  according  to  the  time  that  the 
material  is  scheduled  to  be 
disseminated  or  the  order  date  for  the 
material.  A  satisfactory  plan  for 
utilitarian  objects  shall  provide  for 
rotation  according  to  the  date  the  objects 
are  disseminated.  Because  the 
Commission  recognizes  that  the  rotation 
requirement  for  utilitarian  objects  may 
produce  hardship  for  companies  that 
cannot  foresee  at  the  time  of  ordering 
what  their  distribution  schedule  will  be. 
the  Commission  will  consider  in 
compliance  with  this  provision  a  plan 
under  which  the  objects  comprising 
each  order  display  all  three  warnings  in 
equal  proportion,  and  are  disseminated 
either: 

(1)  In  groups  displaying  a  single 
warning  in  sequence  per  four-month 
period  over  a  total  dissemination  period 
of  three  or  more  such  four-month 
periods,  or 

(2)  At  random,  if  dissemination  is  to 
occur  in  fewer  than  three  such  periods. 

The  plan  may  specify  that  items 
having  a  useful  life  of  significantly  more 
than  4  months,  such  as  clocks,  electric 
signs,  and  durable  dispensers  may  be 
rotated  less  frequently. 
•        •        •        •        • 

By  direction  of  the  Commission. 
Donald  S.  Qark. 
Secretary. 
IFR  Doc.  93-1076  Filed  1-14-93;  8:45  am] 
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FEDERAL  TRADE  COMMISSION 

16CFRPart307 

Regulations  Under  the  i 

Smokeless  Tobacco  Health  Education 

Act  of  1986 

AGENCY:  Federal  Trade  Conmrfssioa. 
ACnON:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Commission  has  decided 
to  consider  for  repromutgation,  subject 
to  a  30-day  notice  and  comment  period, 
the  portion  of  §  307.12(b)  removed  by 
the  rule  amendment  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  The  language  proposed  for 
repromulgation  was  originally  issued  in 
March  1991.  It  concerns  the  rotation  of 
health  warnings  for  point-of-sale  and 
non-point-of-sale  promotional  materials 
("promotional  materials")  for  smokeless 
tobacco  products.  The  Commission  is 
taking  this  action  because  it  believes 
that  it  did  not  receive  adequate  public 
comment  in  1991  respecting  these 
materials.  All  persons  are  hereby  given 
notice  of  the  opportunity  to  submit 
written  data,  views,  and  arguments 
concerning  the  merits  of  the  proposed 
rulemaking. 

DATES:  Written  comments  will  be 
accepted  on  or  before  February  16, 1993. 
ADDRESSES:  Send  comments  to  the 
Secretary,  Federal  Trade  Commission, 
6th  4  Pennsylvania  Ave.  NW., 
Washington.  DC  20580. 
FOR  FURTHER  INFORMATION  CONTACT: 
Phillip  Priesman,  (202)  326-2484,  or 
Judith  P.  Wilkenfeld,  (202)  326-3150. 
Division  of  Advertising  Practices. 
Federal  Trade  Commission,  6th  & 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20580;    • 
SUPPLEMENTARY  INFORMATION: 

Section  A — Background 

On  March  20, 1991,  the  Federal  Trade 
Commission  ("the  Commission")  issued 
final  regulations  (56  FR  11653  (1991)) 
amending  16  CFR  part  307,  the 
Commission's  regulations  implementing 
the  Comprehensive  Smokeless  Tobacco 
Health  Education  Act  of  1986.  The 
amendments  added  utilitarian  objects  to 
the  items  covered  by  the  regulations  and 
required  that  the  rotation  of  health 
warnings  for  both  utilitarian  objects  and 
promotional  materials  be  based  on  the 
dates  when  these  items  are 
disseminated  (16  CFR  307.12(b)).  Prior 
to  March  1991,  §  307.11(b)  provided  that 
rotation  plans  for  promotional  materials 
could  be  based  either  on  the  dates  when 
the  materials  were  disseminated  or  on 
the  dates  when  the  materials  were 
ordered.  51  FR  40015  (Nov.  4, 1986). 
The  1991  amendment  replaced  §  3.11(b) 


with  a  new  §  307.12(b).  wfaidi  raquixed 
that  rotational  plans  be  beaed  solely  on 
the  date  of  dissemination.  56  FR  116S3 
(March  20, 1991).  The  Commlssiaa  has 
concluded  that  inadequate  public 
comment  was  laceived  on  tne  1991 
amendments  affecting  rotation  of 
warnings  on  promotional  materials. 
Therefore,  the  Commission  has  deleted 
those  rotation  requirements  and 
reverted  to  the  rotation  requirements 
that  applied  previously.  {Sae  the  notice 
of  Amendment  to  Final  Rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register].  The  Commission  is  now 
seeking  comment  on  the  merits  of  the 
rotation  plan  language  issued  in  1991. 

Section  B — Questions 

Although  the  proposed  method  for 
rotation  of  warning  labels  is  identical  to 
that  mandated  by  the  Commission  in 
March  1991,  the  Commission  has  not 
determined  whether  adoption  of  the 
proposed  method  at  this  time  is 
desirable.  The  Commission  seeks  a  full 
range  of  comments  respecting  this  issue, 
and  particularly  solicits  information  on 
the  following  questions: 

Question  1.  What  is  the  likely  effect 
of  the  proposed  requirements  for  the 
rotation  of  health  warnings  on 
promotional  materials  on  the  costs, 
profitability,  competitiveness,  and 
employment  of  small  business  entities? 

Question  2.  The  Smokeless  Tobacco 
Act  requires  smokeless  tobacco 
companies  to  submit  plans  to  the 
Commission  that  specify  the  method 
they  will  use  to  rotate,  display  and 
distribute  the  required  health  warning 
statements  on  their  packaging  and 
advertising.  The  original  requirement 
for  the  submission  of  plans  by  marketers 
of  smokeless  tobacco  products  was 
submitted  to,  and  approved  by,  the 
Office  of  Management  and  Budget.  0MB 
Control  No.  3084-0082.  The 
Commission  is  seeking  additional  0MB 
clearance  for  the  information  collection 
requirements  contained  in  the  proposed 
amendments  to  the  regulations 
implementing  the  Smokeless  Tobacco 
Act.i 

By  changing  the  requirements  for  the 
rotation  of  the  health  warnings  on 
promotional  materials,  the  proposed 
amendments  may  require  some 
smokeless  tobacco  companies  to  revise 
their  rotational  plans  for  such  materials 
to  provide  for  rotation  according  to  the 
method  outlined  in  16  CFR  307.12(b) 
excerpted  above.  What  are  the  possible 
paperwork  burdens  that  the  promotional 


'  See  Notice  of  application  to  0MB  under  the 
Paperwork  Reduction  Act,  which  may  also  be  found 
elsewhere  in  this  issue  of  the  Federal  Regiater. 


materials  amendment  to  16  CFR  307.12 
may  imi>ose? 

Qu^tion  3.  What  are  the  poeslble 
leguletoiy  ahenurthras  diet  leould 
reduce  the  ecooaeBlc  iapact  of  the 
proposed  rotational  requirements  for 
warning  labels  on  promotional 
materials,  yet  fiiUy  implement  the 
regulatory  mandate  of  the  Snu^less 
Tobacco  Act? 

Sectioa  C— Regulatory  FkxibUity  Ad 

When  the  Smokeless  Tobecco 
Regulations  were  first  proposed,  the 
FTC  COTtified  that  the  Regulatory 
Flexibility  Act  requirement  for 
regulatory  analysis  was  not  af^licaUe 
bMiause  the  regulations  did  not  appear 
to  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  51  FR  24378  (1986).  The 
Commission  has  re-examined  this  issue 
with  resi>ect  to  the  proposed 
amendment  for  promotional  materials, 
and  has  preliminarily  determined  that 
the  proposed  amendment  does  not  affect 
the  earlier  determination.  The 
amendment  merely  requires 
manufacturers  of  smokeless  tobacco  to 
modify  slightly  an  already  existing 
schedule  by  which  they  rotate  the  three 
required  warnings  on  promotional 
materials.  In  order  to  ensure,  however, 
that  no  substantial  economic  impact  is 
being  overlooked,  the  Commission  is 
requesting  public  comment  on  the  effiact 
of  the  proposed  regulations  on  costs, 
profitability,  competitiveness,  and 
employment  in  small  entities. 
Subsequent  to  the  receipt  of  public 
comments,  the  Commission  will 
determine  whether  the  preparation  of  a 
final  regulatory  flexibility  analysis  is 
warranted. 

In  light  of  the  above,  the  Commission 
certifies  that  the  proposed  amendments 
will  not  have  a  significant  economic 
impfict  on  a  substantial  number  of  small 
entities.  5  U.S.C.  605(b)  (1982). 

List  of  Subjects  in  16  CFR  Part  307 

Heaith  warnings.  Smokeless  tobacco. 
Trade  practices. 

Accordingly,  it  is  proposed  that  part 
307  of  16  CFR  be  fended  as  follows: 

PART  307— REGUUkTIONS  UNDER 
THE  COMPREHENSIVE  SMOKELESS 
TOBACCO  HEALTH  EDUCATION  ACT 
OF  1986 

1.  The  authority  for  part  307 
continues  to  read  as  follows: 

Authority:  15  U.S.C  4401  et.  seq. 

2.  Section  307.12(b)  is  amended  by 
removing  the  last  four  sentences  (see  the 
version  set  forth  in  the  notice  of  the 
Amendment  to  Final  Rule  published 
elsewhere  in  this  issue  of  the  Federal 
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Register)  and  adding  the  following  three 
sentences: 

1307.12   nolallon^Ajpiay.and 
of  wenwiQ 


(b)  *    *    *  A  satisfactory  plan  for 
point-of-sale  and  non-point-of-sale 
promotional  materials  such  as  leaflets, 
pamphlets,  coupons,  direct  mail 
circulars,  paperoack  book  inserts,  or 
non-print  items  or  for  utilitarian  objects 
shall  provide  for  rotation  according  to 
the  date  the  materials  or  objects  are 
disseminated.  Because  the  Commission 
recognizes  that  the  rotation  requirement 


for  promotional  materials  and  utilitarian 
objects  may  produce  hardship  for 
companies  that  cannot  foresee  at  the 
time  of  ordering  what  their  distribution 
schedule  will  tw,  the  Commission  will 
consider  in  compliance  with  this 
provision  a  plan  imder  which  the 
materials  or  objects  comprising  each 
order  display  all  three  warning  in  equal 
proportion,  and  are  disseminated  either: 

(1)  In  groups  displaying  a  single 
warning  in  sequence  per  four-month 
period  over  a  total  dissemination  period 
of  three  or  more  such  four-month 
periods,  or 

(2)  At  random,  if  dissemination  is  to 
occur  in  fewer  than  three  such  periods. 


The  plan  may  specify  that  items 
having  a  useful  life  of  significantly  more 
than  4  months,  such  as  clocks,  electric 
signs,  and  durable  dispensers  may  be 
rotated  less  frequently. 

By  direction  of  the  CommiMion. 
Donald  S.  Qaric 
Secretary. 
IFR  Doc  93-1077  Filed  1-14-93: 8:45  ami 
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FEDERAL  TRADE  COMMISSION 

Request  for  0MB  Clearance  of 
Information  Colleetlon  Reqtilremente; 
RegiHationt  Under  the  Comprehensive 
Smokeless  Tobacco  Health  Education 
Act  of  1986 

AGENCY:  Federal  Trade  Commission. 
ACTION:  Notice  of  application  to  OMB 
under  the  Paperwork  Reduction  Act  (44 
U.S.C.  3501-35180)  for  clearance  of 
information  collection  requirements 
contained  in  proposed  amendments  to 
regulations  under  the  Comprehensive 
Smokeless  Tobacco  Health  Education 
Act  of  1986. 

SUMMARY:  The  FTC  is  seeking  OMB 
clearance  for  information  collection 
requirements  contained  in  proposed 
amendments  to  the  regulations 
implementing  the  Stnokeless  Tobacco 
Health  Education  Act.  15  U.S.C.  4401 
(Smokeless  Tobacco  Act).  16  CFR  part 
307. 

The  Smokeless  Tobacco  Act  requires, 
among  other  things,  that  manufacturers, 
packagers,  and  importers  of  smokeless 
tobacco  products  include  health 


warnings  on  packages  and  in 
advertisements.  The  Act  also  requires 
each  manufectiirer,  packager,  and 
importer  of  a  smokeless  tobacco  product 
to  submit  a  plan  to  the  Commission  that 
specifies  the  method  used  to  rotate, 
display,  and  distribute  the  warning 
statements  required  to  appear  in 
advertising  and  labeling.  Section  3(d) 
directs  the  Commission  to  approve 
plans  that  provide  for  the  rotation, 
display,  and  distribution  of  the  warning 
statements  in  accordance  with  the 
regulations.  The  proposed  amendment 
would  require  affected  firms  to  submit 
new  plans  for  Commission  approval  in 
connection  with  promotional  materials. 

The  Supporting  Statement  submitted 
with  the  Request  for  OMB  Review 
includes  an  estimate  that  the  total 
annual  paperwork  burden  for  the  rule  is 
2,000  hours.  The  basis  for  this  estimate 
is  described  in  more  detail  in  the 
Supporting  Statement. 

The  amendment  of  previously 
submitted  plans  to  incorporate 
rotational  plans  for  promotional 
materials  should  require  less  time  than 
was  devoted  to  the  original  submissions. 


Because  we  have  no  substantial  basis  for 
calculating  the  proportion  of  the  1986 
burden  estimate  that  will  be  attributable 
to  the  amendment  process,  we  propose 
to  retain  the  existing  burden  estimate. 
DATES:  Comments  on  this  application 
must  be  submitted  on  or  before  February 
16, 1993. 

ADDRESSES:  Send  comments  to  Mr.  Don 
Arbuckle,  FTC  Desk  Officer,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget,  New 
Executive  Office  Building,  room  3228. 
Washington,  DC  20503.  Copies  of  the 
application  may  be  obtained  from  the 
Public  Reference  Section,  room  130,    . 
Federal  Trade  Commission. 
Washington,  DC  20580. 
FOR  FURTHER  MF0RMAT10N  CONTACT: 
Elaine  W.  Crockett,  Attorney,  Office  of 
the  General  Coimsel,  Federal  Trade 
Commission,  Washington,  DC  20580 
(202)  326-2453. 

Donald  S.  Clark, 

Secretary. 

[FR  Doc  93-1078  Filed  1-14-93;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Tranatt  Admlniatratlon 

49CFRPart630 

(OeelMt  No.  90-B] 
RIN2132-AA36 

Uniform  Syatem  of  Aecounta  and 
RKorda  and  Reporting  Syatam 

agency:  Federal  Transit  Administration. 

DOT. 

action:  Final  rule. 

summary:  This  document  implements  a 
number  of  changes  to  the  structure  and 
content  of  the  Uniform  System  of 
Accounts  and  Records  and  Reporting 
System  (the  "Section  15  system").  These 
changes  are  the  result  of  an  extensive 
evaluation  completed  by  the  Federal 
Transit  Administration  (FTA)  of  the 
future  direction  of  the  Section  15 
system,  and  reflect  recommendations 
from  the  public  transit  industry.  These 
changes  reduce  the  burden  of  reporting 
information  to  the  FTA  and  improve  the 
value  of  the  reported  data  for  analysis. 
EFFECTIVE  DATE:  The  regulation  is 
effective  on  February  16, 1993.  and 
applies  to  all  Section  15  reporting  years 
beginning  with  1992.  The  1992 
reporting  year  covers  local  transit 
agencies'  fiscal  years  ending  on  or 
between  January  1. 1992  and  December 
31. 1992. 

FOR  FURTHER  ^FORMATION  CONTACT: 
Marvin  Futrell.  Chief.  Audit  Review  and 
Analysis  Division.  Office  of  Capital  and 
Formula  Assistance.  Federal  Transit 
Administration.  TGM-13.  (202)  36fr- 
1610. 
SUPPtiMENTARY  INFORMATION: 

Table  of  Contents 


1.  Bacl(ground 

A.  The  Rulemaking  Process. 

B.  The  Uniform  System  of  Accounts  and 
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Appendbi  to  Part  630— Overview  and 
Explanation  of  the  Urban  M%ss 
Transportation  Industry  Uniform  System 
of  Accounts  and  Records  and  Reporting 
System. 

I.  Background 

A.  Tiie  Rulemaking  Process 

This  final  rule  implement* 
comprehensive  changes  to  the  structure, 
content,  and  operations  of  the  SecUon 
15  Uniform  System  of  Accounts  md 
Records  and  Reporting  System  (the 
Section  15  system),  and  represents  a 
major  stage  in  the  fourteen  year 
evolution  of  the  Section  1 5  system. 
After  the  production  of  thirteen  annual 
data  bases,  the  FTA  began  a  major 
evaluation  of  the  hindamental  objectives 
of  the  Section  15  system,  including  its 
strengths  and  weaknesses. 

The  evaluation  employed  the 
rulemaking  process  to  solicit  public 
comments  on  structural  and  procediu-al 
proposals  to  modify  the  systems,  and 
related  issues.  The  changes  to  the 
Section  15  system  implemented  in  this 
final  rule  are  the  result  of  this 
rulemaking  process.  These  changes 
should  result  in  a  less  complex  structure 
for  the  systems,  less  burdensome 
reporting  requirements,  and  a  more 
accurate  and  useful  data  base. 

The  FTA  began  this  evaluation  with  a 
consideration  of  the  fundamental 
purpose  of  Section  15  system,  to 
determine  whether  the  systems  should 
continue  or  be  modified.  In  identifying 
changes  to  improve  the  system,  the  FTA 
considered  both  the  interests  of 
reporting  agencies,  generally  supporting 
a  simpler  structure  with  a  less  detailed 
data  base,  as  well  as  the  interests  of 
current  and  potential  data  users, 
supporting  a  more  detailed  and 
comprehensive  data  base.  The  overall 
goal  was  to  improve  the  balance 
between  the  benefits  of  the  data 
collected  against  the  costs  and  burden  of 
reporting,  and  the  FTA  data  base 
production  costs. 

As  part  of  this  review  to  determine 
the  future  direction  for  the  section  15 
system,  prior  to  initiation  of  this 
rulemaking,  the  FTA  received 
comments  and  recommendations  from 
experts  representing  transit  operators; 


other  Federal,  state,  and  local  ptibhc 
agencies:  the  private  sector;  academla; 
and  other  consUtuendes  of  the  pubUc 
transit  industry.  The  FTA  received 
detailed  recommendations  and 
proposals  from  the  FTA  Section  15 
Reporting  System  Advisory  Committee, 
the  American  Public  Transit  Assodation 
(APTA)  Section  15  Committee,  and  the 
Transportation  Research  Board. 
This  final  rule  is  the  result  of  a 

rulemaking  process  that  began  with  an 
Advance  Notice  of  Proposed 
Rulemaking  (ANPRM)  pubUshed  m  the 
Federal  Register  (55  FR  33078)  on 
August  13, 1990.  In  the  ANPRM,  the 
FTA  requested  public  comments 
concerning:  the  future  direction  of  the 
Section  15  system;  a  broad  range  of 
proposals  to  change  the  structure  and 
content  of  the  Section  15  systems;  and 
various  related  issues. 

On  August  12, 1991,  the  FTA 
published  a  Notice  of  Proposed 
Rulemaking  (NPRM)  in  the  Federal 
Register  (56  FR  38256)  which  proposed 
a  comprehensive  revision  of  the 
regulation.  The  FTA  developed  the 
proposals  in  the  NPRM  based  on  an 
evaluation  of  59  comments  on  the 
ANPRM  from  the  public,  transit 
operators,  state  departments  of 
transportation,  the  private  sector,  and 
other  industry  representatives.  In 
addition  to  publication  of  the  NPRM  in 
the  Federal  Register,  the  FTA  sent  the 
NPRM  to  every  section  15  reporting 
agency.  The  FTA  discussed  and 
responded  to  the  ANPRM  comments  in 
the  NPRM.  ,       ^        ,     ^^ 

This  final  rule  is  based  on  the  26 
public  comments  made  in  response  to 
the  proposals  in  the  NPRM,  and 
includes  summaries  and  responses  to 
those  comments.  References  to 
comments  in  this  final  rule  refer  to 
those  received  in  response  to  the  NPRM. 
The  comments  were  submitted  by  21 
public  transit  authorities,  three  regional 
planning  organizations,  one  public 
transit  trade  organization,  and  one 
public  accountants  trade  organization. 
Most  commenters  supported  some 
proposals,  but  raised  concerns  with  or 
offered  alternatives  to  other  proposals. 
The  comments  were  carefully 
considered  by  the  FTA  in  formulating 
this  final  rule. 

The  FTA  will  continue  to  make 
required  annual  Improvements  to  the 
system,  which  will  be  formally 
announced  in  either  the  annual 
Reporting  Manual  or  regulatory 
amendments.  Any  reference  documents 
issued  by  the  FTA,  including  the 
Reporting  Manual,  are  only  procedural. 
Oianges  made  in  the  Reporting  Manual 
involve  clarification  of  definitions  and 
modified  reporting  procedures. 
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SiriMteBtiM  changes  to  tlM  SecsttoB  IS 
systoBA.  «uck  as  tbe  additiaai  or 
eliaioatioa  rrf  ra^pTT'Tf  of  daU  or 
TBpnftii^  friren.  fir  iTtnirMrii^  of  Iho 
lyttaoM.  t^  be  aada  tbfcnwh  the 
rulemaking  process.  Thece  cMngei  wMl 
be«MoiMMsd  in  the  Fedknl  r 
landi  an  oppertuotty  far  imAIic 


Sy  tfsm  aad  stnidnnl  cbany 
desctftied  in  dw  rule  am  afieoUve  lor  the 
1462  nport  ymr,  nolav  otfaeniriaa 
indkated.  and  apply  to  all  aMitkin  IS 
latwliiig  yan»  baginning  with  1992. 
The  19S2  Mpofttog  year  covers  local 
transit  agencies'  fiscal  years  andii^  ob 
or  bstwweM  feauoy  1. 1902  Old 
December  31, 1992.  Report  due  dates 
foUow  repofting  agencies'  fiscal  year 
end  dales,  end  lange  bma  Octo^jer  28. 
1992  to  April  30, 1993  for  the  1992 
report  year. 

B.  The  Utufoan  SyOem  of  Accounts  aad 
Records  and  Reportiag  System 

The  Uniform  ^stem  of  Accounts  and 
Records  end  Repotting  System  were 
adftorized  in  1974  under  section  15  of 
the  Federal  T^mnt  Act,  as  amended, 
and  prescribed  in  famiary  1977,  as 
called  far  in  the  Act.  Section  15  requires 
the  FTA  Administrator  (as  delegated  by 
the  Secretary  of  Transportation)  to 
establish  a  uniform  system  of  eccounts 
and  records  and  a  reporting  system  to 
collect  aad  disseminate  public  mass 
transportation  financial  and  operating 
data.  Tlte  section  15  system  is  used  by 
over  500  public  transit  agencies  to 
record  summary  information  in  annud 
reports  filed  with  the  FTA.  The  FTA 
then  appHes  quality  checks  to  the 
reported  data,  works  with  reporting 
agencies  to  correct  errors,  and 
distributes  data  in  published  reports 
and  on  computer  media. 

Section  15  inlonnaiion  is  used  for 
managmnant  and  planning  by  transit 
systems,  and  policy  analysis  and 
investment  dscisioas  at  all  levels  of 
government  This  information  provides 
a  resource  for  consultants,  resaarchers. 
and  industry  suppliers.  Additionally, 
the  section  9  formula  grant  program 
apportions  approximately  $1.7  billion  in 
FTA  grant  funds  annually  based  on  a 
statutory  formula  which  uses  section  15 
data.  No  grant  can  be  issued  under 
section  9  unless  the  applicant  and  any 
person  or  organization  to  receive 
benefits  directly  bom  that  grant  are  each 
subject  to  both  the  RapiRting  System 
and  the  Unifonn  System  of  Accounts 
aad  Records  ptesoibed  by  section  15. 
Section  15  ofthe  Federal  Traasit  Act.  as 
amuMiad.  loqniiaa  appltcania  and  direct 
beneficiaries  of  gmnts  uadar  aaotioa  9  of 
the  Federal  Transit  Act  to  natntaia  and 


report  unifami  finandal  and  qpaiating 
information. 

n.  Oiateiiw  of  «he  Flaal  Maim 

This  nde  implements  two  types  of 
dunges  to  49  OH  pert  630,  the  Unifann 
System  of  Accounts  and  Records  and 
fteporting  System  (die  "Saction  15 
system*!. 

(1)  The  text  of  part  630,  «*ldcii 
pwiuWies  the  Setitian  IS  praoaduial 
requireBMOts.  Ims  been  alMrtanad  and 
siBi|4iSad.  Howevw,  die  actual 
piooedural  paquiiemwits  and  findtess 
remains  aeaontially  the  aama.  Aa  wim 
the  pravious  rule,  Part  630  will  ooaUmie 
to  define  the  procedural  requireoMoAs 
for  ooapUance  with  die  Section  IS 
syslaHi.  for  example,  procedures  for 
filing  auditor  statements  or  reqoeiAiag 
extansiaos  on  due  dales.  Part  630 
smnaurizes  the  purposes  and 
madiodolagy  of  the  Section  15  system, 
but  does  not  describe  the  structure  and 
contaat  of  the  Section  15  system  in 
dataiL  Rsportiag  agencies,  data  users, 
and  othecs  are  referred  to  the  cunant 
referaaoe  xlacuments  (tiie  Uniform 
System  ol  Accounts  and  Records  and 
tlM  Reporting  Manual)  for  completa 
descriptions  of  details,  for  example,  the 
required  nuRrt>er  of  operating  expense 
details. 

(2}  This  Tola  also  implranents  me|or 
clwnges  to  the  structure  and  content  of 
the  Section  15  system.  These  dianges, 
which  will  substantially  reduce  die 
boniaa  on  reporting  agencies,  are 
summarized  in  the  next  sectioB. 

m.  Ovarview  ofthe  Major  Changes  to 
the  Section  IS  System 

This  rule  implements  a  number  of 
changes  to  49  CFR  Part  630  (Uniform 
System  of  Accounts  and  Records  and 
Reportiag  System).  Appendix  which 
affoct  the  structure  and  content  ofthe 
Unifonn  System  of  Accounts  and 
Records  and  Reporting  System  (the 
"Sedkm  IS  system").  These  chang^ 
reduce  the  burden  of  reporting  while 
improving  the  analytical  value  of  the 
data.  All  dtanges  are  the  resok  of  an 
extensiva  evaluation  completed  by  the 
Federal  Transit  Administration  (FTA)  to 
detaraune  Am  fiiture  directitm  of  the 
Section  15  sy^m. 

The  evaluation  balanced  tiade-oOs 
between  the  usefulness  of  the  data  base 
against  the  burden  of  reporting.  In  this 
evaluation,  the  FTA  considered  public 
comments  received  in  response  to  an 
Advanced  Notice  of  Proposed 
Rulemaking  (ANPRKO  published  in  the 
Federd  Babbler  (55  FR  33078)  and  die 
subsequfot  Notice  of  Proposed 
Rulemaking  (NPRM)  published  in  the 
Federal  Sagister  (56  FR  38256) 
requesting  comments  on  the  direction  of 


the  Sadion  15  ayatam  and  propoaab  to 


Ail 

comaaati  ace  avaiUda  far  pidrik: 
inspection  in  iDOM  9316  ol  the  DOT. 

nnjiiliwlalflnaiiiiiiMtgi  Maaif 
BaiMii«.  900  71k  SU  SW^  Washii«tan. 
DC20S90. 

Predicated  on  the  resnlteaf  this 
evaluation,  ifaa  FTA  knnl— antod  the 


and 


(1)  Simplification  of  the  basic 
lapaiti^gatnictMiia.  Three 


with  a  sin^  raqaivad  npoiting  levaL  In 
addition,  asporting  agendaa  have  the 
aplbn  to  aaport  a  aouUar  sat  of 
additional  finaaiiai  and  operational 
detaik. 

(2)  Redaction  of  tknrtilailiaaad  to 
report  oparatiag  axpansoa  (tha  most 
complex  componant  of  the  syatams)  by 
95%  for  the  reporting  i^gancies  choosing 
to  provide  optional  details. 

(3)  Increasing  the  number  of 
purchased  tmasportation  contracts  that 
can  be  r^KHtod  using  a  solhaet  of 
required  Infarmatioa.  The  tfarediold  for  ^ 
coatplete  reports  on  service  provided 
\mder  a  puichaeed  transportation 
contnot  is  raised  from  the  pravious  50 
or  more  vehicles  operated  in  maadmum 
service  to  100  or  more  vehicles. 
Formerly,  reporting  t^uxam  oontracting 
for  service  provklBd  widi  lass  than  59 
v^ides  opantad  in  maximum  aanrioa 
wiare  able  to  provide  a  reduced  amotmt 
df  information  for  that  aanrioe.  This 
exception  to  a  oompleto  report  has  been 
eidanded  to  contracted  service  provided 
with  less  than  100  vehides  operated  in 
maximum  service. 

(4)  Transferring  secoiity  aad  ticketing 
costs  from  the  administiatson  to  the 
operations  grouping.  These  changes 
respond  to  inditttiy  conoeou  AsA  the 
systems  exaggerated  administrative 
costs.  The  disadva^age  from  this  mora 
logical  alignmeflt  is  a  reduction  in  the 
historical  continuity  of  summary 
expenses  for  most  reporting  agencies. 

(5^  Revision  of  capital  reporting  by  the 
addition  of  sources  and  uses  of  capital 
in  place  of  the  balance  sheet.  This 
change  overcomes  a  ma)or  weakness  in 
the  ai^thoation  of  section  15  data.  The 
absence  <rf  capital  costs  had  encouxagsd 
an  over-empha^  oa  operating  rather 
than  capital  costs,  thereby  distorting 
coBiparisms  between  modes  or  transit 
operators  w^  diSennt  labor  or  capital 
intensity. 

(6)  Ki^inatinn  of  employee 
oontribations  oa  tiia  fringe  benefits 
schedule.  This  revision  simplifies 
reporting  with  ta  insignificant  loss  of 
data. 
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(7)  Simplification  and  redefinition  of 
employee  labor  categories.  To  improve 
consistency,  labor  is  measured  in  hours 
worked  instead  of  labor  years,  which 
had  been  defined  by  using  a  single 
standard  that  was  inapplicable  to  all 
transit  operators.  The  FTA  reduced  the 
niunber  of  labor  categories  bom  ten  to 
seven  to  parallel  reduced  operating 
expense  details. 

(8)  Consolidation  of  fleet  inventory 
information  from  three  different  forms 
onto  a  single  form. 

(9)  Restructuring  and  simplification  of 
reports  of  transit  operators'  work  time. 
This  change  reduces  the  reporting 
burden  with  only  a  minor  loss  of  data. 

(10)  Addition  of  an  option  to  indicate 
paid  hours  by  part-time  employees, 
including  revenue  vehicle  operators. 
These  valuable  data  enhance 
assessments  of  the  effect  of  part-time 
labor  on  performance. 

(11)  Elimination  of  required  reporting 
of  all  service  supplied  (vehicle  miles 
and  hours)  and  consumed  (unlinked 
trips)  measures  by  peak  and  other  time- 
of-day  periods.  Time-of-day  reporting 
for  these  measures  is  optional;  vehicles 
in  operation  by  time  period  is  required. 
This  change  reduces  the  reporting 
burden  while  adequately  indicating 
peaking  characteristics  of  transit  supply 
and  demand. 

(12)  Complete  allocation  of  joint 
expenses.  Reporting  agencies  must 
allocate  all  joint  expenses  by  function 
and  object  class.  This  change  increases 
the  value  of  data  for  analysis  of  modal 
costs,  which  offsets  any  additional 
efforts  required  of  reporters  to  perform 
addition^  cost  allocations. 

(13)  Elimination  of  two  required 
reporting  forms  because  their  reporting 
burden  negates  the  analytical  value  of 
the  reported  data. 

(i)  Pension  plans.  Inapplicable  to 
many  agencies,  difficult  to  compile,  and 
seldom  used  in  analysis. 

(ii)  Balance  sheet.  These  object  classes 
are  inconsistently  reported  and  of 
minimal  value  to  analysts. 

IV.  Summary  of  Qianges  and 
Comments 

As  part  of  its  review,  the  FTA 
considered  the  fundamental  purpose  of 
the  Section  15  system,  and  wnether  the 
system  should  continue  or  be 
significantly  modified.  To  focus  and 
encourage  conuaents,  the  FTA  framed 
the  questions  and  identified  the  issues 
in  the  ANPRM  and  NPRM.  The 
evaluation  considered  all  concerns 
related  to  the  systems.  Additional  issues 
and  changes  related  to  the  specific 
forms  referred  to  in  this  section  are 
discussed  in  section  IV. 


A.  General  Issues  and  Change 

(1)  Does  the  Section  15  system  satisfy 
legislative  intent?  How  suooessfuUy 
does  the  system  serve  the  requirements 
of  a  broad  range  of  current  and  potential 
data  users? 

As  stated  in  section  15  of  the  Act.  the 
Uniform  system  of  Accoimts  and 
Records  and  the  Reporting  System  were 
to  be  designed  to  provide  information 
on  which  to  base  planning  for  public 
transportation  services  and  public  sector 
investment  decisions  at  all  levels  of 
government.  General  comments 
received  suggest  that  this  legislative 
intent  has  been  satisfied. 

The  FTA  asked  how  effiactively  the 
Section  15  system  provides  information 
for  the  overall  transit  industry, 
including  Federal,  state,  and  regional 
policy-makers.  The  FTA  also  considered 
the  difficulty  of  satisfying  all  the  needs 
of  all  the  data  users,  while  limiting  the 
costs  and  burdens  of  the  reporting 
requirements.  Industry  comments  found 
Section  15  to  have  a  broad  range  of 
applications,  including:  a  source  of 
standardized  definitions;  a  resource  for 
academic  research;  and  a  tool  for  local 
management. 

The  FTA  posited  several 
modifications  to  the  structiue.  format, 
and  content  to  present  a  compromise 
among  competing  interests.  The  FTA 
implemented  several  operational 
improvements  to  ease  the  reporting 
burden,  while  retaining  valuable  data 
for  analysis. 

(2)  What  should  be  the  direction  of 
the  Section  15  system?  Should  it 
continue? 

All  comments  from  the  transit 
industry  and  public  supported 
continuing  the  Section  15  system.  There 
was  strong  support  for  the  overall 
revised  structure,  as  proposed  in  the 
NPRM.  Of  the  26  NPRM  responses, 
nineteen  either  endorsed  the  entire 
NPRM,  or  endorsed  it  with  limited 
comments.  Two  NPRM  comments 
suggested  that  the  FTA  develop  a 
routine  process  to  review  planned 
changes  to  the  Section  15  system  with 
industry  representatives. 

The  FTA  also  received  numerous 
comments  requesting  a  reduction  in  the 
level  of  reqiiired  data,  particularly  for 
smaller  agencies,  and  operational 
improvements  to  streamline  reporting 
and  improve  data  access. 

Actions.  In  response  to  these 
comments,  the  FTA  implemented  the 
following  measures: 

(1)  Development  of  automated 
reporting  procedures.  The  FTA 
developed  software  for  the  1992  report 
year  to  permit  interested  reporting 
agencies  to  perform  basic  validation 


before  their  Section  15  report  is  filed 
with  the  FTA.  The  reporting  agencies 
may  file  Section  15  reports  in  a  form 
that  can  be  read  directly  by  computer. 
This  capability  was  supported  in  nine 
NPRM  comments. 

(2)  Reduction  in  efforts  required  to 
report  contract  service.  The  requirement 
for  a  full  Section  15  report  for  contract 
service  has  been  raised  from  50  to  100 
vehicles  in  maximiun  service.  This  is  a  ' 
substantial  reduction  in  the  burden  for 
reporting  information  on  the  growing 
number  of  contract  services.  Additional 
details  are  provided  in  section  IV.A  of 
this  preamble. 

(3)  Reduction  of  the  reporting  burden 
for  small  systems.  The  FTA  will 
continue  to  waive  specific  reporting 
requirements  that  are  particularly 
burdensome  for  small  r^rarters. 
Reporting  agencies  with  25  or  fewer 
revenue  vehicles  operated  in  maximum 
service  (the  peak  period  when  the 
greatest  niunber  of  vehicles  are 
operating  in  revenue  service)  are 
currentiy  not  required  to  provide  data 
on  operators  wages  (Form  321),  fringe 
benefits  (Form  331),  and  pension  plans 
(Form  332).  In  addition,  sampling  or 
other  procedures  that  meet  prescribed 
precision  and  confidence  levels  need 
only  be  applied  every  third  year  by 
reporting  agencies:  (a)  That  serve 
uroanized  areas  of  less  than  500,000 
population;  (b)  that  direcUy  operate 
fewer  than  100  revenue  vehicles  for  all 
modes  in  maximum;  or  (c)  that  purchase 
transportation  services  (use  private  or 
public  carriers  to  provide  transit  service 
under  contract  to  a  public  agency). 
Purchased  service  contractors  that 
submit  separate  Section  15  reports  are 
not  included. 

(4)  Improvement  of  data  access  and 
applications.  The  majority  of  changes  in 
this  rule  simplify  and  rationalize  the 
content  and  structure  of  the  systems. 
The  combination  of  streamlined 
reporting  procedtues,  coupled  with 
these  changes,  should  improve  the 
quality  of  the  data  base  and  provide  the 
foimdation  for  the  next  stage  in  the 
evolution  of  the  Section  15  system, 
which  will  emphasize  improved  data 
applications  by  all  industiy  groups.  To 
increase  die  usefulness  of  the  data  base, 
the  FTA  is  developing  improved 
computerized  access,  new  reports,  and 
training  and  user  guides  to  encourage 
data  applications. 

B.  Structural  Issues  and  Changes 

This  section  focuses  on  changes  to 
fundamental  aspects  of  the  structure  of 
the  Section  15  systems.  These 
modifications  and  related  issues  cut 
across  several  components  of  the 
systems  or  address  areas  identified  in 
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the<aRnMatiM  najw  > 

ModifioB&MM  «f  specific  aoBpoaaiiU  of 
the  ■yrtiMS,  JBchtdiag  <kto  wpwted  tm 
maay  of  the  fooBS  aaaatianari  ia  tUs 
s8ctio«.  sfBtflabanitMl  iipon  *a  aadioB 
IV. 
(1)  Tha  jwaBftwr  of  voluntaiy  or 

iBmiiiadaeportMig  lawoit 

BbSbm  cAME^M  ia  lhi«  nku  « iBBJor 
chwsKtenstic  i>f  Iha  Bapoitisg  ^»tflB 
struduro  uws  tlM  ■>•  of  dtEEarant 
raporti^  IstnaU.  Tbe  nquiisd  (R)  ievd 
Implied  to  all  li^aadas  and  tpvcifiad  tha 
minimufli  data  tbst  muat  be  lefMwtad  by 
all  benefidwies  of  FTA  caction  9  fcrnds. 
Agencies  had  the  option  of  reporting 
additional  details  at  any  of  three 
voluntary  (A,B.  or  Q  hm/k.  fa  order  of 
detaiKbe  A  lewal  lasiiMd  the  most 

information.  foUowad  by  B.  C  and  R 
1 1, 

The  oaly  diffafence  between  the 
reqimadand  volii&tary  levels  of 
reporting  was  the  aaoouBt  of  defeail 
provided  for  operatiqg  awpeaaes  and 
nyanaes.  AH  olber  infofSMtioa  was 
reqiiixed  of  ail  vqwittag  agencies  and 
was  nied  on  the  same  focms.  Voluntary 
levels  of  expense  and  revenues  had  the 
same  basic  structuro  as  the  required 
level,  but  ej^aoded  into  greater  detail. 
There  was  no  diSBtenoe  in  ^e 
underiying  UmJoraa  System  of  Aooouats 
andReooids. 

Although  the  FTA  suggested  thai 
agencies  with  certain  fleet  sizes  npoit  at 
specific  vtdantary  levels,  this  was  not  a 
requiremeat  Several  of  the  largest 
agencies  reported  at  the  lequiied  leveL 
«^le  eome  small  agencies  Teported  at 
the  more  detailed  vohmttfy  levels. 
Agencies  that  received  FTA  ^ants  ior 
Management  faiforraatioD  Systems  (MISJ 
were  oU^ated  to  report  at  voluntary 
levels.  Beginning  with  the  1991  report 
year,  reporting  agencies  that  received 
MB  gjraots  wen  abte  to  report  at  either 
the  reqnind  or  voluntary  levels  (see 
section  IV  J)]. 

The  FTA  considered  wh^her  to 
continue  vohmtary  reportii^g, 
considering  the  usefulness  of  a  data  base 
that  provides  different  levels  of 
financial  details  for  diSerant  fancies. 
The  FTA  was  interested  in  whether  a 
subset  of  the  national  data  base  with 
more  detailed  iBfomation  was  of  vahie 
for  important  analysis,  or  if  it 
encouraged  biased  results.  The  FTA 
solicited  comments  on  whether  the 
system  was  tmaeaessarily  burdensoHM 
or  cacesMvely  deteitod;  on  how  many 
levels  te  yovida;  and  oa  iMfihetber 
selection  of  level  ahenld  be  required  or 
voluntary.  ^ 

Few  ettiie  26  NHtM  coHHeenters 
addcessad  npoitiBg  iav^  aither  in 
general  xir  in  detail.  Of  the  three 
comments  that  appoeed  the  aisaf^ified 


NPRM  approach  of  one  xB(|uindand 

one  1Tipfi'T"f '  >^"»l.  *wn  ■iif|irwtarf  m 

single  MUiisad  level,  and  a  third 
suifMrtad  having  all  wportlng  t^gwnrias 
pcowida  the  aame  required  inmrmaHnn. 
using  one  or  two  lavels.  with  no 

commanlan  either  samlidtly  suppoitad 
the  prepoeed  approach  to  wportipg 
levels,  or  supported  the  ovanll  NRRM 
structiire,  ana  did  not  directly  refer  to 
reporting  levels.  Hw  na^or  pfopoead 
structural  change. 

The  FTA  reached  the  fottowing 
condusioas  in  its  evahiatinn  of 
proposals  to  f^^Twa  the  approach  to 
ny"'1«"g  e.xpansHS  and  revenues: 

lal  The  previous  structure  was 
unnecessuily  complex;  the  value  of  a 
large  nunSier  of  voluntaiy  expense  and 
revenue  details  to  analysts  was 
insufficient  to  justify  their  continued 


.b)  The  previous  required  level  alone 
did  not  provide  enou^  details  on  costs 
and  revenues  to  meet  Section  15  system 
objectives  of  providing  data  to  support 
management,  policy,  and  investment 
analysis. 

(cf  Financial  reporting  requirements 
could  not  be  increased  for  ^e  large 
number  of  agencies  repoitiitg  at  tiie 
previous  required  level  who  would  have 
increased  requirements  under  any 
proposals  for  two  or  more  required 
levels. 

(d)  Most  large  agencies  have  internal 
accounting  systems,  based  on  the 
Section  15  Accounting  System,  with  a 
greater  level  of  detail  than  the  previous 
reauired  level. 

\e)  Forms  or  data  cells  that  are 
inapplicable  to  most  agencies  do  not 
create  a  reporting  burden  for  those 
agencies.  For  example,  the  existence  of 
expense  details  on  maintenance  of 
roadway  and  track  or  communications 
systems  do  not  create  a  burdea  to  the 
majority  of  agencies  who  can  ignore 
these  costs  items. 

(f)  Data  reported  for  some  but  sot  all 
ageiKaes  can  have  valid  aad  impoitant 
applications.  Valuable  and  undifitorted 
analysis  can  be  performed  using  an 
incomplete  data  set,  if  eources  are 
identified  and  no  imiversal  conclusions 
are  attempted  without  statistically  valid 
methods.  For  example,  optional  costs 
such  as  fare  coUectioBu  maintenanoe  of 
roadway  and  track  and  passenger 
stations,  and  aecvrity  could  be  useful  in 
deriving  vnit  costs  for  anaiyBis  of 
investments  in  alternative  modes,  even 
if  reported  by  somelnit  not  aU  agencies. 

The  following  modifications  we  based 
on  the  above  «onclasioBS. 

ActioB.  The  FTA  has  reduced 
re^Fting  levels  from  three  voluntary 
and  one  required  to  «  single  basic  iwA, 


baaed  on  the  previous  cequired  (R)  level, 
to  be  Jifiortea  by  jfll  JspcaiOng  uencies. 
In  addition,  reporting  ■fl*nri««  have  the 
option  of  providiog  a  limiteil  auaaibar  of 
additional  details  usiqg  the  same  baiic 
level  es^ense.  TBvanua,  and  xnecitiaos 
lams.  Such  dalaik  ai  sMdal  one  ata  of 
valne  to  a  fanaed  nqgi  of  industiy 
andiyte.  bat  aw  not  uniwerseily 
coDeiatad  by  aepoitii^  aganrias 

For  tlia  aepoFtii^  aaandBs  choosiag  to 
provide  aU  optional  datails.  the  new 
single  basic  lawel  caduoH  the  Jionber  of 
expense  details  paavaauafy  repeitad  at 
the  aroit  detailed  vohmtaiy  level  by 
M%.  Tile  reporting  levels  are  described 
in  the  owBt  edition  of  the  Hepartia^ 
ManoaL 

Action:  The  FTA  wiU  provide  all  data 
in  arrnsaihh  microconaputar  formats  to 
enoourage  laigf  ^^ancias  and  othon  that 
have  the  optional  details  available  to 
contribute  to  the  aatiooal  data  base. 
Improved  aooeas.  ocrabined  with 
improved  d^  quality,  will  provide  the 
foundation  lar  toe  eaxt  stage  ia  the 
evolution  of  the  Section  15  sjuleak 
which  is  an  emphasis  on  ia^prowed  data 
applications  by  all  iadustiy  groaps. 

U)  Seportiiig  froquaacy. 

There  were  no  comments  in  resjf 
to  the  proposal  to  continue 
reporting. 

Actioa:  The  FTA  wiU  continue  annual 
reportijig.  The  burden  xif  annual 
reporting  was  mitigated  by  the  overall 
reduction  in  required  forms. 

13)  Reports  im  overall  operations  of  a 
transit  system  or  se^paration  of  some 
details  by  jnode. 

From  Its  original  design,  the  Section 
15  system  has  required  that  reporting 
agencies  submit  some  data  by  mode  and 
other  data  based  on  the  overall 
operations  of  the  transit  system.  For 
example,  reporting  agencies  are 
currently  required  to  submit  operators' 
wages,  labor  years,  ridership  data,  and 
service  statistics  by  nude.  Operatii\g 
expenses  by  function  {operations. 
vehicle  and  non-vehicle  maintenance, 
and  acbunistration)  were  also  reported 
by  mode.  However*  reporting  agencies 
submitting  operating  expenses  by  x^bject 
class  (for  example,  wages,  contracts,  and 
fuel)  have  not  been  required  to  report 
these  data  separately  by  mode;  typically, 
there  was  a  nsidual  category  of  ioint 
expenses  that  were  aot  allocked  to 
mode.  No  commei^rs  on  the  l^ff^RM 
op>posed  the  contiouatioQ  of  laodal 
reporting  for  some  orperating  and  service 
statistics. 

Action .  Tlie  FTA  has  inaantained  the 
currant  structure  of  modal  separation  (or 
operating  statistics.  In  addition  to 

Cvious  modal  separations,  the  FTA 
added  allocation  of  all  operatiiK 
expenses  to  modes,  «rifii  no  residual 
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joint  expenses.  This  change,  which  will 
improve  the  description  of  modal  costs, 
is  discussed  in  detail  in  section  IV. 

(4)  Revision  or  expansion  of 
demographic  data. 

At  5e  time  of  the  ANPRM.  each 
reporting  agency  was  required  to  submit 
a  statement  from  the  local  Metropolitan 
Planning  Organization  (MPO)  stating  the 
agency's  service  area  and  population, 
and  describing  the  planning  methods 
used  to  determine  tnat  service  area. 
The  FTA  assigns  a  single  Census- 
defined  urbanized  area  code  (UZA), 
with  population  and  surface  area,  to 
each  reporting  agency.  This  code,  which 
is  used  to  apportion  section  9  funds,  can 
be  an  inexact  measure  of  service  area 
and  population. 

Action:  Consistent  with  the  general 
objectives  of  increasing  accuracy  and 
simplifying  reporting,  the  FTA 
eliminated  the  requirement  for  a 
summary  from  the  MPO  stating  the 
operating  agency's  service  area  and 
population.  However,  because  the 
Census  data  provide  an  inexact  measure 
of  service  area  and  population,  the  FTA 
has  added  service  area  and  population 
to  the  transit  system  identification  form. 
There  were  no  comments  on  the  NPRM 
proposal  to  continue  reporting 
demographic  data. 

(5)  Modification  of  the  current 
method  of  access  to  the  data  base. 

All  data  submitted  to  the  FTA  by 
section  15  reporting  agencies  are  stored 
on  magnetic  tapes  available  for  public 
use.  A  subset  of  the  complete  data  base, 
containing  some,  but  not  all.  required 
level  data,  is  published  in  the  Annual 
Report  and  distributed  on  diskettes  for 
use  on  microcomputers.  For  example, 
much  of  the  revenue  and  financial 
details  provided  by  voluntary  level 
reporting  agencies  are  available  only  on 
tape  for  use  with  mainframe  computers. 
Some  required  level  details,  including 
vehicle  operators'  time  and  fleet 
inventories,  are  also  only  available  on 

The  FTA  received  comments  that 
analysts  find  access  to  the  tapes  to  be 
very  difficult.  Commenters  requested 
better  automated  access  to  the  data  base 
through  new  computer  formats  or  on- 
line access. 

Action:  The  FTA  is  improving  access 
to  the  data  base.  The  entire  data  base 
described  in  this  rule  will  be  accessible 
to  the  public  for  use  on  microcomputers 
running  standard  spreadsheet  and  data 
base  software.  Beginning  with  the  1990 
data  base,  all  operating  expense  and 
revenue  data,  including  that  which  has 
in  the  past  only  been  available  on  tape, 
will  be  available  for  microcomputer 
applications.  Beginning  with  the  1992 
report  year,  the  FTA  improved  the  ease 


of  access  to  and  application  of 
important  data  by  developing  three  new 
products:  (1)  Summary  reports  for 
individual  reporting  agencies,  with  key 
data  items,  performance  measures,  and 
graphic  displays;  (2)  a  new  aimual 
report  of  national  transportation  trends; 
and  (3)  an  analysis  data  base  of  key 
information  for  use  with  standard  data 
base  management  software. 

V.  Modifications  to  the  Detailed 
Structure  i^the  Section  IS  Systems, 
With  Related  Issues 

Section  III.B  focused  on  proposals  to 
change  fundamental  characteristics  of 
the  systems,  such  as  reporting  by  mode. 
In  contrast,  this  section  presents 
modifications  to  more  specific 
components  of  the  system  and 
formulates  related  issues. 

General  comments  on  reducing 
voluntary  level  details:  In  restructuring 
and  simplifying  the  number  of 
voluntarily  reported  expense  and 
revenue  details,  the  FTA  intended  to 
carefully  balance  reporting  burdens 
against  any  losses  of  valuable  detail  for 
analysis  and  historical  continuity.  The 
FTA  used  the  following  criteria  to 
consolidate  the  number  of  required  and 
optional  details. 

(a)  Consolidate  minor  cost  items  (in 
terms  of  dollars  and  reporting  agencies 
providing  that  item); 

(b)  Report  major  types  of  costs  as 
separate  details; 

(c)  Retain  easy-to-collect  items; 

(d)  Avoid  irrelevant  or  analytically 
meaningless  items; 

(e)  Retain  items  that  are  key  decision 
variables; 

(0  Avoid  realignments  from  one 
category  to  another  in  the  interest  of 
preserving  the  continuity  of  twelve 
years  of  historical  data. 

A.  Basic  Information 

Purchased  Transportation  Services 

Transportation  service  provided 
under  contract  is  described  on  several 
reporting  forms.  Form  002  describes 
contractual  relationships.  Costs  of 
contracts  are  reported  as  expenses  on 
the  300-series  forms.  Complete  reports 
had  to  be  filed  for  or  by  contractors 
providing  over  50  revenue  vehicles.  A 
public  agency  contracting  for  under  50 
revenue  vehicles  also  described  contract 
service  on  separate  Forms  004  and  408 
for  vehicles  operated,  403  for  transit 
way  mileage,  and  406/407  for  service 
supplied  and  ridership. 

Tne  FTA  proposed  that  the 
information  on  service  provided  under 
purchased  service  contracts  to  public 
agencies  be  decreased  by  changing  the 
fleet  size  level  at  which  a  complete 


Section  15  report  must  be  filed.  This 
change  would  be  consistent  with  the      ' 
FTA's  objective  of  easing  the  reporting 
burden  for  small  transit  agencies.  No 
commenters  opposed  this  proposal. 

Action:  The  threshold  level  for 
submission  of  a  separate  Section  15 
report  by  a  purchased  transportation 
provider  has  been  raised  from  50  to  100 
vehicles  in  maximimi  service  (the  peak 
period  when  the  greatest  number  of 
vehicles  are  operating  in  revenue 
service).  This  change  is  consistent  with 
the  FTA's  objective  of  easing  the 
reporting  burden  for  small  transit 
agencies. 

B.  Capital  Expenses 

The  Reporting  System  previously 
collected  a  limited  amount  of 
information  on  capital  expenses  relatlvei 
to  the  detail  provided  on  operating 
expenses.  Capital  expense  information 
included  a  balance  sheet  (Form  101)    , 
with  basic  financial  information  on 
assets,  liabilities,  and  capital  at  the  efld 
of  the  financial  year.  Rolling  stock, 
facilities,  and  equipment  were 
combined  into  a  single  category.  Unlike 
operating  expenses,  which  are 
structured  to  allow  modal  separation  of 
costs,  reporting  agencies  did  not 
separate  capital  accounts  by  mode. 

m  addition,  a  single  depreciation 
figure  for  all  modes  combined  is 
reported  on  the  expense  forms  (300 
series)  with  no  separations  to  identify 
depreciation  of  vehicles  or  other  asset 
categories  or  assets  by  mode.  The 
Accounting  System  does  not  provide  or 
recommend  standardized  approaches  to 
depreciation  or  require  reporting 
agencies  to  identify  the  approaches  they 
use.  The  amount  and  source  of  public 
assistance  funds  dedicated  to  capital  are 
also  identified  for  all  modes. 

It  is  likely  that  the  previous  lack  of 
capital  cost  data  encouraged  over- 
emphasis on  operating  costs  in  analyses 
of  performance  and  alternative 
investments,  and  limited  thorough 
evaluation  of  total  expenses,  revenues, 
and  outputs.  Capital  expenses  data  can 
include  purchases  and  depreciation  of 
capital  assets,  including  rolling  stock, 
plant,  or  other  equipment.  They  were  no 
NPRM  comments  on  the  proposed 
sources  and  uses  of  the  capital  data    ' 

form. 

Action:  The  capital  data  form  has 
been  revised  to  report  sources  and  uses 
of  capital.  The  revised  form  combined 
previously  reported  information  on 
private  and  public  sources  of  revenues 
for  Apital  with  new  information  on 
uses  of  capital,  including  purchases  of 
rolling  stock  and  facilities.  This  new 
information  will  provide  some  valuable 
information  far  analysis  without  adding 
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to  the  reporting  burden.  All  major 
categories  for  use  of  capital  are 
identified  by  mode. 

To  compensate  for  the  new 
informational  requirement  to  report  uses 
of  capital,  the  FTA  eliminated  the 
balance  sheet  Tliere  is  support  in  the 
industry  to  retain  the  balance  sheet,  but 
the  FTA  suggests  that  this  information 
does  not  provide  a  useful  description  of 
capital  expmises:  it  is  often  inconsistent, 
and  is  of  limited  value  for  analysis.  In 
the  interest  of  limiting  the  information 
in  the  national  data  base  to  that  which 
is  most  useful  for  analysis,  the  FTA 
beheves  that  sources  and  uses  of  capital 
should  replace  the  balance  sheet. 

C.  Revenues 

Information  on  revenues  is  reported 
in  several  different  categories,  "nie 
reoulred  level  Form  201  contains 
innirmation  on  fares,  other  earnings, 
and  Federal,  state,  and  local  grants,  with 
identification  of  total  subsidies  for 
handicapped,  senior,  or  student 
passengers  combined.  Form  202, 
formerly  used  by  all  voltmtary  level 
reporting  agencies,  expanded  the  Form 
201  structure  into  greater  detail.  For 
example.  Form  202  expanded  the  single 
fare  total  on  201  into  seven  categories. 
Fonns  201  and  202  identified  revenues 
for  publicly  operated  but  not  contracted 
service.  Multi-mode  agencies  only 
provided  system-wide  totals  on  Forms 
201  and  202.  although  all  reporting 
agencies  had  the  option  of  separating 
fares  by  mode.  The  Annual  Report  and 
the  Section  15  diskettes  contain 
voluntary  revenue  details  consolidated 
to  the  required  level  Complete  revenue 
information  was  previously  available 
only  on  computer  tape. 

Ine  previous  Forms  103  and  203 
described  revenues  by  governmental 
source  (Federal,  state,  and  local)  and  by 
means  used  to  collect  revenues  (sales, 
income,  and  gasoline  taxes  and  tolls)  for 
operating  and  capital  assistance. 

Action:  Consistent  with  the  proposed 
approach  to  reporting  optional  details 
described  in  section  m.B.l.  the  FTA 
eliminated  Form  202  and  added  a 
limited  number  of  optional  details  to 
Form  201.  which  is  completed  by  all 
reporting  agencies.  Optional  items 
include  lares  by  mode  and  type  (adult, 
senior,  and  student),  and  other  revenues 
(investment  income).  The  new  structure, 
which  is  detailed  in  the  current  edition 
of  the  Reporting  Manual,  was  the  result 
of  applying  the  criteria  described  in  the 
introduction  to  section  IV. 

Voltmtary  or  required  level  reporting 
agencies  have  had  the  option  of 
allocating  fiares  by  mode  since  the  1984 
report,  but  few  did  so  even  though  most 
agencies  collect  this  information  for 


their  own  use.  Although  analysts  are 
interested  in  modal  fares,  few  use  this 
informaticm  because  of  the  eEf(»t 
required  to  extract  data  from  the 
computer  tapes. 

Action:  The  FTA  encourages  reporting 
of  modal  £ares  by  highlighting  this 
option  in  the  Reporting  Manual  and 
improving  access  to  modal  fares  through 
puolished  reports  and  microcomputer 
files.  The  FTA  recognizes  the  high  level 
of  interest  by  analysts  in  modal  splits  of 
fares,  which  would  allow  Section  15 
data  to  be  used  to  analyze  a  broad  range 
of  important  modal  performance 
measures,  including  farebox  recovery 
rates,  and  average  feres  and  subsidies 
per  rider.  The  FTA  decided  not  to 
require  modal  fares  because  of  the 
difficulty  this  presents  for  agencies  with 
large  numbers  of  transfers  and  monthly 
or  other  passes. 

D.  Operating  Expenses 

Transit  systems  use  the  300-series 
Forms  to  report  operating  expenses  in 
hmction  (operations,  vehicle  and  non- 
vehicle  mahitenance.  and  general 
administration)  and  object  class  (wages, 
fringe  behefita.  and  other)  categories. 
Before  the  changes  in  this  rule, 
reporting  agencies  at  the  required  level 
used  the  basic  four  functions  and 
fourteen  object  classes.  These  details 
expanded  for  agencies  at  any  of  the 
three  volimtary  levels  up  to  44  functions 
and  47  (A)ject  classes  at  the  most 
detailed  A  level.  Voluntary  expense 
details  were  consolidated  to  the 
required  level  in  the  Annual  Report  and 
on  the  Section  15  diskettes.  Complete 
expense  information  was  available  only 
on  computer  tape. 

Functions  and  object  classes  could  be 
cross-classified,  allowing,  for  example, 
fringe  benefita  paid  to  vehicle  operators 
to  be  identified.  There  was.  however, 
only  a  limited  ability  to  separate  modal 
costa  for  multi-mode  agencies.  Modal 
costa  could  be  separated  by  function  (for 
example,  light  rail  vehicle 
maintenance),  but  usually  not  by  object 
class  (for  example,  light  rail  wages)  or 
by  function  and  object  class  (for 
example.  Ught  rail  operators'  wages). 
Reporting  agencies  with  more  than  one 
mode  typically  did  not  allocate  all 
object  code  costa  by  mode,  and  instead 
retained  a  category  of  unallocated  or 
residual  "joint  expenses."  Joint  costa 
limited  the  ability  to  evaluate  some 
important  costa  by  mode. 

m  the  NPRM,  the  FTA  proposed  two 
reporting  levels;  the  requked  level 
would  be  maintained,  and  the  previous 
three  voluntary  levels  would  be 
simplified  into  a  single  voluntary  level 
with  21  functions  and  26  object  classes. 
No  NPRM  commenta  were  received  in 


support  of  the  existing  system  of  one 
required  and  three  voluntary  operating 
expense  levels.  The  consensus  was  that 
the  expense  structure  should  be 
simplified.  Seven  commenta  supported 
the  NPRM  proposed  structure  or  a 
further  reduction  in  detail  Of  these,  one 
supported  a  single  required  level  for  all 
reporting  agencies,  one  endorsed  either 
one  or  two  required  levels,  and  one 
supported  the  NPRM  proposal 

Action:  In  response  to  the  absence  of 
public  commenta  in  support  of  the 
original  system  of  four  detailed 
reporting  levels,  and  broad  support  fat 
simplified  reporting,  the  FTA  has 
streamlined  tne  operating  expense 
reporting  structure.  The  previous 
required  level  ta  the  foundation  for  a 
new  basic  level  to  be  reported  by  all 
reporting  agencies:  a  small  set  of 
aoditional  expense  details  are  optional  ^ 
All  reporting  agencies  will  use  a  single 
form.  Hie  FTA  has  eliminated  all  other 
forms. 

The  new  financial  reporting  structiue 
has  the  following  characteristics: 

(1)  The  four  R  and  C  level  expense 
functions  (Vehicle  Operations,  Vehicle 
and  Non- Vehicle  Maintenance,  and 
General  Administration)  are  maintained. 

(2)  All  reporting  agencies  will  use  the 
same  set  of  fourteen  object  class 
expenses.  This  is  a  reduction  of  70% 
from  the  maximum  of  47  expense 
details  reported  by  voluntary-level 
reporting  agencies. 

(3)  Reporting  agencies  have  the  option 
of  providing  a  limited  set  of  optional 
fiinctions.  which  are  componenta  of  the 
four  basic  functions,  using  the  same 
basic  level  operating  expense  form. 
These  optional  details  are: 
Administration  and  Support,  Revenue 
Vehicle  Operations.  Ticketing  and  Fare 
Collection,  and  System  Security  for 
Vehicle  Operations.  Although  Uiese 
details  are  of  value  to  a  broad  range  of 
industry  analysta.  they  are  not  coUected 
by  all  reporting  agencies,  particularly 
smaller  agencies. 

(4)  The  FTA  has  realigned  two 
previous  A  level  functions— Ticketing  k 
Fare  Collection  (151)  and  System 
Security  (161)-^m  the  General 
Administration  to  the  Vehicle 
Operations  category,  in  response  to  an 
industry  proposal.  These  functions  were 
the  fourth  and  fifth  largest  of  the  44  A 
level  cost  functions  previously  reported. 
The  logic  of  moving  these  items  into 
operations  outweigns  the  disruption  to 
the  continuity  of  fourteen  yean  of 
historical  costa  caused  by  the 
realignment.  The  definitions  and  value 
of  Vehicle  Operations  and  General 
Administration  will  change.  Historical 
continuity  is  assured  for  reporting 
agencies  identifying  optional  costa  for 
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Hckedng  and  Para  CoUaction,  and 
Security:  historical  contimiity  will  not 
be  possible  for  other  laporting  agendas. 
There  were  two  NPRM  comments  in 
support  of  the  laalignment.  and  no 
comments  in  opposition. 

(5)  Reporting  agendas  must  now 
allocate  joint  expenses  bv  function  and 
objed  daas  for  each  mode.  Previously, 
allocations  were  only  required  by 
function.  This  change  inovases  the 
valxie  of  data  for  analysis  by  eliminating 
residual  joint  expenses  that  limited  the 
ability  to  evaluate  objed  class  expenses 
by  mode  for  multi-modal  agendes. 
Additional  efforts  required  for  dired 
allocation  of  all  joint  expenses  are  offset 
by  a  simplified  reporting  strudure  and 
tbe  improved  usefulness  of  data  for 
analysis  of  modal  costs. 

These  revisions  to  the  Uniform 
System  of  Accounts  and  Records  and 
Reporting  System  reduce  the  number  of 
expense  details  at  the  most  detailed 
volimtary  level  by  over  95%  for  the 
reporting  agendes  choosing  to  provide 
the  optiond  details.  The  new  structure 
is  detailwl  in  the  current  edition  of  the 
Reporting  Manual. 

E.  Other  Financial  Data 

Operators  Wages  and  Houn  Schedule 

The  Operators  Wages  and  Hours 
Schedule  on  Form  321  provided  a 
detailed  breakdown  of  ih«  hours  and 
wages  paid  to  revenue  vehicle  operators, 
including  major  categories  of  wages  and 
hours  for  operating  and  non-operating 
paid  work.  In  the  NPRM.  the  PTA 
proposed  to  simplify  reporting  operators 
wages  and  hours  by  consolidating 
categories.  There  were  no  comments 
opposing  this  proposed  consolidation. 

Action:  The  FTA  simplified  the 
Operators  Wages  and  Hours  Sdiedule 
by  consolidating  details  to  less  than  half 
the  previous  number  of  time 
classifications.  The  new  strudiue  is 
detailed  in  the  current  edition  of  the 
Reporting  Manual. 


Fringe  Benefit  Contributions 

Fringe  benefit  contributions  of  both 
employers  and  employees  are  reported 
on  Form  331.  The  PTA  proposed 
elimination  of  employee  contributions 
to  fringe  benefits  in  the  NPRM  to 
simplify  reporting.  Two  commenters 
agreed  with  the  FTA's  proposal  to 
eliminate  Form  331  becaiiae  of 
questionable  value  of  data.  There  vrere 
no  comments  opposing  this  proposal. 

Action:  The  FTA  eliminated  reports  of 
employee  contributions  to  fringe 
benefits.  This  dianga  is  consistent  with 
spedfic  comments  on  fringe  benefits 
and  general  support  for  simplifying 
reporting. 


Pension  Plans 

InformaUon  on  the  coat  components 
of  the  varioiu  pension  plans  that 
reporting  agendes  provide  for  their 
employeaa  wwe  reported  on  Form  332. 
Pension  plan  data  were  not  publiahed  in 
the  Annual  Report. 

No  commenters  supported  the 
collection  of  this  data.  Employee 
contributions  to  fringe  benefits  ware 
propoaed  to  be  eliminated  because 
employee  contributions  come  out  of 
wages,  which  are  already  reported  by 
the  agendes.  Consequently,  the 
indusion  of  employee  contributions 
would  result  in  doubleKXiunting.  In 
addition,  pension  plan  data  are  of 
limited  value  for  analysis  because  the 
data  involve  plan-specific  details. 

Action:  Hie  FTA  has  eliminated  Form 
332.  Pension  Plan  Questionnaire.  This 
change  is  consistent  with  the  comments 
on  the  minimal  value  of  pension  data 
and  general  support  for  simplifying 
reporting  and  redudng  the  number  of 
forms,  loe  total  cost  of  pension  olans 
will  continue  to  be  included  writhin  the 
costs  of  fringe  benefits. 

F.  Non-Financial  Operating  Data 

The  Reporting  System  uses  several 
forms  to  collect  information  on  a  broad 
range  of  non-finandal  characteristics  of 
transit  service,  including  maintenance 
of  vehicles,  fleet  inventories, 
infrastrudure,  labor  resources,  safety, 
service  supplied,  and  ridership. 

Fleet  Inventory 

Prior  to  the  changes  in  this  rule,  the 
Reporting  System  recorded  several  types 
of  fleet  information  on  several  different 
forms.  Forms  003  and  004  contained  the 
number  and  type  of  vehides  required 
and  available  to  meet  peak  or  maximum 
several  reqxiirements  measured  at  the 
time  of  year  when  maximum  service 
occurs.  Forms  406  and  407  recorded  the 
number  of  vehicles  in  operation  during 
average  daily  time  periods.  Form  408 
measured  all  vehiclea  in  the  total  fleet, 
including  vehicles  that  are  active, 
stored,  and  awaiting  sale.  In  the  NPRM, 
the  FTA  proposed  a  reduction  in  the 
number  of  reporting  forms  by 
consolidating  the  forms  used  to  report 
fleet  inventory  data.  Two  NPRM 
comments  encoiuaged  the  FTA  to 
eliminate  Forms  003  and  004.  These 
comments  agreed  with  the  FTA's 
proposal  to  consolidate  tbe  information 
on  ttiese  forms  with  Form  406, 407,  and 
408.  The  FTA  received  no  comments 
opposing  the  proposal. 

Action:  Consistent  writh  numerous 
NPRM  responses  requesting  general 
simplification  of  reporting  and 
reduction  in  the  number  of  forms,  the 


FTA  eliminated  Forms  003  snd  004  by 
incorporating  the  information  from 
those  forms  Sito  Forms  406  and  407. 

Service  Periods 

Time  periods  of  transit  service  for 
each  mode,  indudlng  a.m.  and  p.m. 
peaks,  midday  and  hours  of  service  for 
weekdays,  Saturdays,  and  Sundays  were 
reported  on  Form  401.  These  data  were 
not  published  in  the  Aimual  Report.  In  - 
the  NPRM,  the  FTA  propoeed  to 
eliminate  Form  401  and  incorporate  this 
information  on  Forms  406  and  407.  The 
FTA  received  no  comments  opposing 
this  proposal  as  published. 

Action .  To  simplify  reporting  and  to 
reduce  the  number  of  forms,  the  FTA 
eliminated  Form  401.  Information  on 
service  period  schedules  is  incorporated 
onto  Forms  406  and  407. 

Service  Reliability-^loadcalls 

Data  on  roadcalls  for  mechanical 
failure  and  other  reasons  are  reported  on 
Form  402. 

The  FTA  considered  if  reports  of 
roadcalls  are  of  value,  if  definitions 
should  be  revised  to  make  the  data  more 
useful,  or  if  alternative  data  items 
should  be  substituted  to  measme 
reli^ility. 

Commentators  expressed 
dissatisfaction  with  the  approach  to 
reporting  roadcalls— Two  commenters 
proposed  elimination  of  roadcall 
information  from  Section  15  reporting, 
and  two  siiggested  either  elimination  of 
roadcalls  or  development  of  standard 
definitions. 

Action:  Since  roadcalls  are  a  crudal 
asped  of  pcnrformanoe.  the  FTA  has 
retained  tne  definition  of  roadcalls.  The 
FTA  will  work  with  the  transit  industry 
to  develop  an  improved  measiue  of 
reliability  for  future  inclusion  in  Sedion 
15. 


Transit  System  EmployM  Counts 

Prior  to  this  rule,  syste^^w^e  hours 
woriced  were  categorised  by  (mferent 
fundioiw  on  Form  404.  Fot  simplidty,  ^ — f 
these  hours  were  divided  by  208&«nd^       / 
reported  as  full-time  equivalents;  there         j 
were  no  distincti(ms  between  labor  of 
full-and  part-time  employees.  The 
proposal  in  the  NPRM  to  report  annual 
work  hours  instead  of  annual 
equivalents  was  supported  in  one 
comment  and  oppoMd  in  another.  The 
NPRM  also  propoaed  adding  a  check-off 
box  to  indicate  use  of  part-time 
operators,  and,  on  a  trial  basis, 
providing  the  option  of  Indicating  the 
percentage  paid  hours  for  revenue 
vehide  operations  provided  by  part- 
time  operators.  Tlie  only  comment  on 
the  propoaed  additional  information  on 
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part-time  6mplo)rees  was  one  opposing 
required  reporting  of  this  information. 

Action.  TTie  FTA  has  modified  The 
Transit  System  Employee  Count 
Schedule  to  report  work  hour  instead  of 
equivalent  work  years.  This  change 
avoids  the  arbitnuiness  of  the  previous 
definition  of  full-time  equivalent 
employees. 

Action:  The  FTA  has  added  a  dieck- 
off  box  to  Form  404  to  indicate  use  of 
part-time  employees  in  revenue  vehicle 
operators  and  other  categories,  hi 
addition,  all  reporting  agencies  have  the 
option  of  indicating  the  paid  hours  for 
part-time  employees  for  all  labor 
classifications.  The  reporting  agency 
must  summarize  the  local  definition  of 
part-time  on  Form  005.  The  FTA 
believes  that  these  data  are  of  value  in 
assessments  of  the  effect  of  part-time 
labor  on  performance,  including  on 
costs,  service,  and  safety. 

Action:  The  FTA  reduced  the  number 
of  labor  categories  from  ten  to  seven  to 
parallel  reduced  operating  expenses 
details  and  simplify  reporting. 

Service  Supplied  and  Consumed 

Service  supplied  (vehicle  miles  and 
vehicle  hours)  and  service  consumed 
(ridership)  information  is  reported  on 
Form  406  for  non-rail  modes  and  on 
Form  407  for  rail  modes.  Information 
includes  measures  of  the  quantity  of 
service  supplied,  including  vehicle 
miles  and  hours,  actual  and  scheduled 
vehicle  revenue  miles,  and  capacity 
miles;  and  unlinked  passenger  trips  and 
passenger  miles.  Some  items  on  these^ 
forms  were  reported  by  time-of-day 
(peak  and  base,  and  day  of  week 
averages). 

On  the  seven  NPRM  commenters 
supporting  simplified  service  consumed 
and  supplied  reporting,  two  were 
particularly  concerned  with  the 
complexity  of  time-of-day  reporting. 

tluee  NlPRM  commenters  supported 
eliminating  capacity  miles,  which  are 
determined  by  multiplying  seating  and 
standing  capacity  by  vehicle  revenue 
miles.  Capacity  miles  can  be  a  useful 
measure  of  service  supplied  in 
comparisons  between  agencies  with 
different  size  vehicles  operating  the 
same  or  different  modes.  One  NHPRM 
commenter  supported  development  of 
new  measures  of  service  quality. 

Action:  To  reduce  the  reportmg 
burden,  the  FTA  eUminated  required 
reporting  of  the  five  service  consumed 
and  supplied  measures  by  peak  and 
other  time-of-day  periods.  Reporting 
agencies  are  only  required  to  provioe 
vehicles  in  operation  by  time  period, 
but  are  able  to  continue  reporting  the 
time-of-day  statistics  as  an  option.  The 
FTA  believes  that  this  reduced  level  of 


information  adequately  indicates  the 
peaking  characteristics  of  transit  supply 
and  demand  for  a  broad  range  of 
analyses,  including  for  regional  analysis 
of  transit  and  automobile  use  in  regions 
with  congestion  or  air  quality  problems. 

Action:  Although  the  FTA  has  not 
added  measures  of  service  quality,  it  has 
improved  access  to  reports  of  actual  and 
scheduled  vehicle  revenue  miles,  which 
were  reported  prior  to  this  rule. 
Scheduled  vehicle  revenue  miles  were 
previously  available  only  on  tape. 
Comparisons  of  actual  and  scheduled 
vehicle  revenue  miles  can  provide  a 
measure  of  one  aspect  of  service 
reliability. 

Action:  The  FTA  eUminated  the 
reporting  of  capacity  miles.  This  can  be 
a  valuable  measure  of  service  supplied, 
but  inconsistencies  in  local  policies  on 
seating  and  standing,  and  different  seat 
configurations  created  inconsistencies 
between  reporting  agencies  and 
encouraged  biased  comparisons. 
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Obtaining  Demand  Responsive  Bus  System 
Operating  Data  Required  Under  the  Section 
15  Reporting  System,  July  1988. 

Circular  2710.4A,  Revenue  Based  Sampling 
Procedures  for  Obtaining  Fixed  Route  Bus 
Operating  Data  Required  Under  the  Section 
15  Reporting  System,  July  1988. 

Transit  Profiles— The  Thirty  Largest  Agencies 
for  the  1990  Section  15  Report  Year, 
Federal  Transit  Administration,  November 
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Transit  Profiles— Agencies  in  Urbanized 
Areas  Exceeding  200,000  Population  for 
the  1990  Section  15  Report  Year,  Federal 
Transit  Administration,  November  1991. 

Transit  Profiles — Agencies  in  Urbanized 
Areas  with  a  Population  of  Less  Than 
200,000  for  the  1990  Section  15  Report 
Year,  Federal  Transit  Administration, 
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Data  Tables  for  the  1990  Section  15  Report 
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Programs  Administration/John  A.  Volpe 
National  Transportation  Systems  Center, 
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Vn.  ^pendix 

Attached  to  Part  630  is  Appendix  A, 
which  explains  the  overall  structure  of 


the  Section  15  Uniform  System  of 
Accounts  and  Records  and  Reporting 
System.  This  Appendix  provides  a 
general  overview  of  the  Systems.  It  is 
important  to  emphasize  that  in  the 
actual  preparation  of  a  report,  reporting 
agencies  must  use  part  630,  the 
Reporting  Manual,  and  any  other 
materials  provided  by  the  FTA.  The 
Appendix  describes  the  level  of 
reporting  and  recordkeeping  used  in  the 
Reporting  and  the  Accounts  and 
Records  Systems,  and  the  use  and 
structure  of  the  Systems. 

Vm.  Regulatory  AnalyMS  and  Notices 

A.  Executive  Order  12291 

This  action  has  been  reviewed  under 
Executive  Order  12291,  and  it  has  been 
determined  that  it  is  not  a  major  rule.  It 
will  not  result  in  an  annual  effect  on  the 
economy  of  $100  million  or  more.  This 
regulation  is  not  significant  under  the 
Department's  Regulatory  Policies  and 
Procedures.  The  FTA  finds  that  the 
economic  impact  of  this  regulation  is  so 
minimal  that  a  full  regulatory  evaluation 
is  not  required. 


B.  Regulatory  Flexibility  Act 

In  accordance  with  5  U.S.C.  605(b),  as 
added  by  the  Regulatory  Flexibility  Act, 
Pub.  L.  96-354.  the  FTA  certifies  that 
this  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  vtdthin  the 
meaning  of  the  Act.  To  the  extent  the 
new  regulation  will  be  more  easily 
understood  and  will  more  clearly  state 
the  basic  reporting  procedures,  it  may 
save  small  entities  time  in  determining 
their  rights  and  responsibilities. 

C.  Environmental  Impacts 

This  final  regulation  would  not 
adversely  affect  the  environment. 

D.  Paperwork  Reduction  Act 

The  collection  of  information 
requirements  in  the  present  rule  are 
subject  to  the  Paperwork  Reduction  Act, 
Public  Law  96-511, 44  U.S.C.  chapter 
35.  and  have  been  approved  by  the 
Office  of  Management  and  Budget  as 
number  2132-0008. 

List  of  Subjects  in  49  CFR  Part  630 

Mass  transportation.  Reporting  and 
recordkeeping  requirements.  Uniform 
System  of  Accounts. 

Accordingly,  for  the  reasons  stated 
above,  the  FTA  revises  49  CFR  part  630 
as  follows: 
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PART  630-UNIFOWI  fY«TlM  Of 
ACCOUNTS  AND  RECORDS  AND 
REPGRTMQ  SYSTEM 

S«c. 

630.1  PurpoM. 

630.2  Scope. 

630.3  DefinittoM. 

630.4  ReouirBmentt. 

630.5  Pailura  to  rvport  data. 

630.6  Late  and  inoomplete  reports. 

630.7  Pailuie  to  respood  to  quectkms. 

630.8  Quattionable  daU  iteau.   -<! 

630. 9  Notice  of  FTA  Actloa 

630. 1 0  Waiver  of  reporting  requiremenU. 

630.11  Data  adjustments. 

630.1 2  Oicplay  of  OMB  control  numbers. 

Appendix  to  Pari  63fr— Ovanriew  aad 
Explanation  of  the  Uiban  Mass 
Transpoitatioa  Industnr  UnifiDnn 
System  of  Accounto  and  Racords  and 
Reporting  System 

Aotfaeritr  Sec.  111.  Pub.  L  93-603.  88 

Stat  1573  (49  U.S.C  1611);  Sees.  303(a)  and 

304(c),  Public  Law  97-424,  96  Stat.  2141  (49 

U.S.C  1607);  and  49CFR  1.51. 
t 

1630.1    Purpoae. 

Tlie  purpose  of  this  part  is  to 

prescribe  requirements  and  procedures 

necessary  for  compliance  with  the 

Uniform  System  of  Accounts  and 

Records  and  Reporting  System 

mandated  by  section  15  of  the  Federal 

Transit  Act.  as  amended,  49  U.S.C. 

1611,  and  to  set  forth  the  procedures  for 

addressing  a  reporting  agency's  failure 

to  comply  with  these  requirements. 


1630.2 

This  part  applies  to  all  applicants  and 
beneficiaries  of  Federal  financial 
assistance  under  section  9  of  the  Federal 
Transit  Act.  aa  amended  (49  U.S.C 
1607a). 

16303    DeOnitiona. 

(a)  Except  as  otherwise  provided, 
terms  defined  in  the  Federal  Transit 
Act,  as  amended  (49  U.S.C  1601  et 
seq.),  are  used  in  this  partis  so  defined. 

(d)  Terms  defined  in  the  current 
editions  of  the  Urban  Mass 
Transportation  Industry  Uniform 
System  of  Accoimts  and  Racords  and 
the  annual  Reporting  Manual,  are  used 
in  this  part  as  so  defined. 

(c)  For  purposes  of  this  part: 

Administrator  means  the  Federal 
Transit  Administrator  or  the 
Administrator's  designee. 

Applicant  means  an  applicant  for 
assistance  under  section  9  of  the  Federal 
Transit  Act.  as  amended. 

Assistance  means  Federal  financial 
assistance  for  the  acquisition, 
utnstruction,  or  operation  of  public 
mass  transportation  services. 

Beneficiary  means  any  organization 
operating  and  delivering  urban  transit 


services  that  directly  receives  benefits 
from  assistance  under  section  9  of  the 
Federal  Transit  Act.  as  amended. 

Chief  Exacvtive  Officar  (CEO)  maana 
the  principal  executive  in  duiga  of  and 
responsible  for  the  reporting  agency. 

Current  edition  of  the  Urban  Mass 
Transportation  Industry  Uniform 
System  of  Accounts  and  Racords  and 
the  Reporting  Manual  means  the  most 
recent^  issued  edition  of  the  reference 
documents. 

Days  mean  calendar  days. 

The  Federal  Transit  Act  means  the 
Federal  Transit  Act,  as  amended  (49 
U.S.C.  1601a  et  seq.) 

Mass  Transportation  Agency  or  transit 
agency  means  an  agency  authorized  to 
transport  people  by  bus,  rail,  or  other 
conveyance,  either  publicly  or  privately 
o>vned.  and  which  provides  to  the 
public  general  or  special  service  (but  not 
including  school,  charter,  or  sightseeing 
service)  on  a  regular  and  continuing, 
scheduled  or  unscheduled,  basis. 
Transit  agencies  are  classified  according 
to  the  mcxie  of  transit  service  operated. 
A  multi-mode  transit  agency  operates 
two  or  more  modes,  which  are  defined 
in  the  ourent  editions  of  the  Urban 
Mass  Transportation  Industry  Uniform 
System  of  Accounts  and  Records  and 
the  Reporting  Manual. 

Reference  Docuinent(s)  means  the 
current  editions  of  the  Urban  Mass 
Transportation  Industry  Uniform 
System  of  Accounts  and  Records,  and 
the  Reporting  Manual.  These  documents 
are  subject  to  periodic  revision. 
Beneficiaries  and  applicants  are 
responsible  for  using  the  current 
editions  of  the  reference  documents. 

Reporting  agency  means  the  agency 
required  to  submit  a  report  under 
section  15. 

S  630.4    Requlrementa. 

(a)  Uniform  system  of  accounts  and 
records.  Each  applicant  for  and  direct 
beneficiary  of  Federal  financial 
assistance  under  section  9  of  the  Federal 
Transit  Act  mvist  comply  with  the 
applicab-e  requirements  of  the  section 
15  Uniform  System  of  Accounts  and 
Records,  as  set  forth  in  the  current 
edition  of  the  "Urban  Mass 
Transportation  Industry  Uniform 
System  of  Accounts  and  Records";  the 
"Reporting  Manual";  Circulara;  and 
other  reference  docimtientation. 

(b)  Reporting  system.  Each  applicant 
for.  and  direct  Denefidary  of.  Federal 
financial  assistance  under  section  9  of 
the  Federal  Transit  Act  must  comply 
with  the  applicable  requirements  of  the 
section  IS  Reporting  System,  as  set  forth 
in  the  current  edition  of  the  "Urban 
Mass  Transportation  Industry  Uniform 
System  of  Accounts  and  Racords";  the 


"Reporting  Manual";  Circulars:  and 
other  reference  documentation. 

(c)  Copies.  Copies  of  these  referenced 
documents  are  available  firom  the 
Federal  Transit  Administration.  Office 
of  Grants  Management.  Audit  Review 
and  Analysis  Division,  P.O.  Box  61126, 
Washington,  DC  20039-1126.  These 
reference  documents  are  subject  to 
periodic  revision.  Revisions  of  these 
documents  will  be  mailed  to  all  persons 
required  to  comply  and  a  notice  of  any 
significant  channs  in  these  reference 
documents  will  be  published  in  Federal 
Register. 

f  630.5    Failure  to  Report  IMa. 

Failure  to  report  data  in  accordance 
with  this  part  will  result  in  the  reporting 
agency  being  ineligible  to  receive  any 
section  9  grants  directly  or  indirectly 
(e.g.,  a  public  agency  receiving  The  FTA 
funds  through  another  public  agency 
rather  than  directly  fi-om  the  FTA).  This 
ineligibility  applies  to  all  reporting 
agencies  without  regard  to  the  size  of 
the  urbanized  area  served  by  the 
reporting  agency. 

5630.6  Lata  and  IneompMeReperta. 

(a)  Late  reports.  Each  reporting  agency 
shall  ensure  that  its  report  is  received  by 
the  FTA  on  due  dates  prescribed  in  the 
annual  Reporting  Manual.  A  reporting 
agency  may  request  an  extension  of  30 
days  after  the  due  date.  The  FTA  will 
treat  a  failure  to  submit  the  required 
report  by  the  due  date  as  failure  to 
report  data  imder  §630.05. 

(b)  Incomplete  reports.  The  FTA  will 
treat  any  report  or  submission  which 
does  not  contain  all  the  necessary 
reporting  forms,  data,  or  certifications 
for  services  directly  operated  by  the 
reporting  agency  in  substantial 
conformance  with  the  definitions, 
procedures,  and  format  requirements  set 
out  in  the  section  15  Uniform  System  of 
Accoimts  and  Records  and  Reporting 
System  as  failtire  to  report  data  imder 

§  630.05.  The  FTA  will  treet  the 
submission  of  a  report  with  incomplete 
data  or  missing  fonns  for  services 
provided  under  contract  to  the  reporting 
agency  by  private  or  public  carriers  as 
feilure  to  report  data  under  §  630.05 
provided  that  the  reporting  agency  has 
exhausted  all  poeeibilities  for  obtaining 
this  information. 

1630.7  FaMure  lo  neepond  to  QueaHowa. 
The  FTA  will  review  each  section  18 

report  to  verify  the  reasonableness  of  the 
data  submitted.  If  any  of  the  data  do  not 
appear  reasonable,  the  FTA  will  notify 
the  reporting  agency  of  this  fact  end 
request  written  justification  to 
document  the  accuracy  of  the 
questioned  data.  Failure  of  a  reportii^ 
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Hw  TTA  may  OBtar  a  nro  or  o^mt 
any  (juostiuuaun  nsts  nBiu\Si  in  a 
reporting  agency's  section  IS  report 
used  in  computing  die  section  9 
appoftionment.  These  ad)ust&iants  may 
be  joads  if  any  data  ayp— »•  ioaccuxals 
or  have  not  baeo  cBlkCLadand  vefKKiad 
in  aocardanoe  wilh  dw  FTA'a 
deiiAitions  and/or  OHafidoace  and 
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feaoif   NaMeooTfTA, 

Before  takwg  final  action  ander 
§630.5.  §630.«,  §630.7  or  §630.8.  Hie 
FTA  will  transmit  a  written  request  to 
the  reporting  agencies  to  provide  Ae 
necessary  information  within  a 
specified  leasonahle  period  of  time.  The 
FTA  will  advise  the  reporting  agency  of 
its  final  decision  in  this  ragaid. 

f63ai0   Waiver  of  Dapoftkig 
Requiramaiila. 

Waivers  of  oae  or  more  sections  of  the 
reporting  requiremants  may  be  yanted 
■t  (he  diecratioB  «f  the  Admiotstxator  on 
a  wxiMaa  showing  that  the  party  sadung 
the  waiver  cannot  furnish  the  required 
date  without  unreesonable  expense  and 
inconveBience.  Each  waiver  will  be  for 
a  specified  period  of  time. 


Errors  in  the  data  used  in  making  the 
appoi  tioument  may 'be  discovered  after 
any  particular  year's  apportionment  is 
completed.  If  so,  the  FTA  shall  make 
adjustments  to  correct  these  errors  in  a 
subsequent  year's  apportioament  to  the 
extent  feasible. 

j 

§530.12    ISajriay  of  OiiB  Control  Nunbara. 

All  of  the  informatioii  collection 
requests  in  this  part  have  been  ai^>roved 
by  the  Office  of  ManageraeBt  and 
Budget  under  control  mimber  2132- 
0008. 

Appendix  A  to  Part  630— Overview  aad 
Explanation  of  the  UrtMn  Mass 
Transportation  Industry  Uuifuiui  System  of 
AcoaHii  and  Kaoorde  ead  Reportiog  SyiAea 


A.  Introduction 

Section  15  of  the  Federal  Transit  Act,  as 
amended,  provides  for  establishment  of  two 
information-gathering  analytic  systems:  A 
Uniform  System  of  Accounts  and  Records, 
and  a  Reporting  System  for  the  collection  and 
dissemination  of  public  mass  transportation 
financial  and  operating  data  by  uniform 
categories.  The  purpose  of  these  two  Systems 
is  to  provide  information  on  which  to  base 
public  transportation  planning  and  public 
sector  investment  decisions.  The  section  15 
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categories;  and 

•  Definitions  of  practices  far  •yrteBBatic 
colloection  and  recording  irfeadi 
information. 

•  VRnxe  a  speciKc  acLuuirelug  sysfcn  ts 
reconnDeiiueQ  for  tins  TBCorflfcaeptng,  it  ts 
possible  to  make  a  translation  from  most 
existing  acccumting  systems  to  umiply  wi6i 
the  Section  15  Heportiqg  Syttmn,  wfaidi 
consists  of  foma  and  prooedurer 

•  For  transmitting  data  from  transit 
agencies  to  the  FTA; 

•  For  editii^  and  storing  the  data:  and 

•  For  the  FTA  to  report  infoimatiQn  to 
various  groups. 

Under  the  terms  of  section  1 5  of  the 
Federal  Transit  Act,  as  amended,  all 
applifjintR  for,  and  beneCciaries  of.  Federal 
assistance  under  section  9  of  the  Act  [under 
the  fonnula  grant  programs)  must  comply 
with  the  Reporting  System  and  the  Uniform 
System  of  Accounts  and  Records  in  order  to 
t>e  eligible  for  Federal  grants.  It  should  be 
notad  ♦h"*  sepasate  and  oompletB  Section  15 
reports  must  be  submitted  by  or  for  each 
piirrhasad  transpottation  service  provider 
that  operates  100  or  more  revenue  vehicles 
for  the  purchased  service  during  the 
nta*tp'^»«p  service  period. 

B.  Purpoae  of  This  Appendix 

This  appendix  presents  a  general 
introduction  to  the  stmcture  and  operation  of 
the  two  Systems.  It  is  not  a  detailed  set  of 
instnictioBS  for  roT"p^<**'""  of  a  Section  15 
report  or  establishraeat  of  a  System  of 
AccouiUs  and  Records.  Persons  in  need  of 
more  infotHutioa  should  refer  to  the  cuirent 
editions  of  the  Ud>an  Mass  Transportation 
Industry  Unifonn  System  of  Accounts  and 
Records  and  the  Reporting  Manual,  available 
from:  Federal  Transit  Administiatioa.  Audit 
'  Review  and  Analysis  Division,  Office  of 
Capital  and  Formuia  As&istanca,  VXl  Box 
61126,  Washington,  DC  20039-1 12fi. 

The  FTA  periodically  updates  these 
reference  documents  or  supptoments  thea  to 
revise  or  clarify  section  15  defuations. 
reporting  forms  and  instructions.  Section 
630.4  makes  deer  that  reporting  agencies 
muat  use  the  naaet  recent  edition  of  refOTsnce 
documents  and  reporting  farms  to  comply 
with  the  section  15  requirements.  The  FTA 
thereface  encourages  load  officials  1o  check 
with  the  FTA  before  completing  a  Sactioa  IS 
report  to  avoid  unnecessary  efforts  and 
delays. 

C.  Special  (Reduced)  Reporting  Requirements 

Certain  information  collection  and 
recording  requirements  were  tailored  to 
accommodate  the  unique  characteristics  of 
certain  transportation  modes.  Reduced 
requirements  were  permitted  during  limited 
time  periods  to  ease  transition  to  complete 
reporting  for  these  modes.  Reduced  reporting 
requirements  for  commuter  rail  systems  and 


vaapoal  sarvioM  aodad  hi  She  Iflir 
year.  In  addition,  the  radaDednqiai 
requirements  for  pnvala  subscriptian  aad 
priaats  aoncoobact  convantioaal  bus  servica 
is  aUasioated  for  the  1902  report  year. 

O.  A  SJngteWmuiied  Levcf  efSectiom  IS 
Reportufg  9in  HBcaraHBeping 

The  FT  A  has  develaped  a  single  required 
reporting  format  far  use  by  all  transit 
agencies.  The  single  rafohad  level 
accommodates  variations  in  sizcL  local  laws, 
and  modes  of  tsaaspoct 

The  Uniform  Systems  also  contain  a 
limited  aaiaiint  «f  addirtonal  aaoaa  dataOed 
fiMHKial  aad  apaiattaaal  data  that  can  ba 
submitted  at  the  separttog  at^cy's  optioa. 
Bacaaaa  the  apttaaal  aahcatsgiaiias  of  data 
can  ha  aaa^liDd  «s  the  xaqaiBad  lavfli.  these 
subcatavaiias  dafiaa  the  aaaaa  avatrtad 
daU  Tlai  liaf^iiliaai  fai  iaii  fnpnaTsrl  at  the 
reqaiaed  iaaal  an  coBsialsnt  with,  aiad 
soBuaarizad  6«B.  these  Jar  the  mare  detailed 
optiaaali 


E.  The  Untfann  System  of  Accounts  and 
Records 

The  Uaifom  Systaa  of  AccdudU  aad 
Records  (USOA)  consists  of  a  financial 
accounting  and  opera tinaril  reoosdkaepiag 
systen  rleiigaad  far  nass  baBspartation 
iiiiiii^iii  aad  piaaaats.  Us  Mtafarmity 
permits  naoae  tfaarau^andaccacaio 
comparisons  aad  aaalysas  oCdiCEBienrt  tEaaait 
agencies'  opoatiag  coats  and  afficJeacias 
than  if  each  had  a  imique  recordkeepiagaad 
accounting  system.  The  System  aetahlisfaes 
various  calagarias  of  acoanats  and  rsooeds  isr 
daaaifring  mass  taa^ortatiea  opatating  aad 
finandal  data,  and  iachidas  predsa 
deHnitians  af  traaaportatina  termfawlogy  to 
ensiue  that  all  users  tban  a  >:nanmrm 
'""hiiilaarting  of  bow  to  aaa  and  inteipiat 
the  rniiartad  data. 
(1)  Use  of  Ae  Accounts  and  Records  System 

Beneficiaries  of.  and  applicants  for,  Federal 
assistance  are  not  reqnirad  to  use  the 
Uniform  System  of  Accouats  aad  Records  in 
keeping  their  own  records.  If  an  applifant  or 
beneficiary  chooses  not  to  use  the  Systaoi. 
however,  it  must  nevertheless  be  able  to 
translate  its  accounts  and  records  system  to 
the  accounts  prescribed  in  the  System.  The 
accounting  system  that  the  reporting  agency 
uses  must  permit  preparation  of  financial  aad 
operating  data  that  caafarm  to  the  Unifona 
System  directly  ban  its  ncords  at  the  end 
of  the  fiscal  year,  and  aiast  be  coosisteot 
with  the  following: 

(i)  The  data  ouist  have  been  devek^iad 
using  the  accrual  method  of  accounting. 
Those  transit  systems  that  use  cash-basis 
accounting,  in  whole  or  in  part  must  make 
work  sheet  adjustments  in  their  account 
books  to  record  the  data  on  the  accrual  basis. 

(ii)  Reporting  agencies  must  follow  or  be 
able  to  directly  translate  their  system  to  the' 
accounting  treatment  specified  in  the 
publication  "Uniform  System  of  Accounts 
and  Records." 

(iii)  The  reporting  agency's  accounting 
categories  (chart  of  accounts)  must  be 
correctly  related,  using  a  clear  audit  trail,  to 
the  accounting  categories  prescribed  in  the 
Uniform  System  of  Accounts  and  Records. 
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(2)  General  Structtin  of  Uniform  System  of 
Accounts  and  Records 

In  the  Section  15  Uniform  System  of 
Accounts  and  Records,  operating  expenses 
incurred  by  the  transit  system  are  classified 
by  transit  mode.  The  FTA  developed  expense 
classifications  in  two  dimensions  for 
uniformity  and  to  enhance  the  usefulness  of 
the  data  collected  under  section  15.  The 
classifications  are  typical  of  those  of  most 
transit  accoimting  systems.  The  two 
dimensions  are: 

(i)  The  type  of  expenditure  (expense  object 
class):  and 

(ii)  The  function  or  activity  performed. 

Operating  expenses  can  be  identified  either 
in  function  or  object  class  categories,  or 
cross-classified,  allowing  identification  using 
both  categories.  Tne  Uniform  System  also 
categorizes  expenditures  by  four  basic 
functions  submitted  by  all  reporting  agencies. 
A  limited  number  of  additional  details  are 
optional.  All  reporting  agencies  are  required 
to  use  a  single  set  of  object  class  categories. 

The  Uniform  System  has  a  single  set  of 
revenue  object  classes  to  be  used  by  all 
reporting  agencies,  and  provides  a  limited 
number  of  additional  details  that  are 
optional. 

The  Uniform  System  provides  a 
classification  for  sources  and  uses  of  capital 
to  be  submitted  by  all  reporting  agencies. 
These  classifications  replace  capital 
information  previously  required  on  the 
balance  sheet  and  capital  subsidiary 
schedule. 

The  Uniform  System  of  Accounts  and 
Records  also  includes  collecting  and 
recording  of  certain  operating  data  elements. 

Details  and  definitions  of  the  expense 
object  classes,  functions,  revenue  object 
classes,  sources  and  uses  of  capital,  and 
operating  data  elements  are  contained  in  the 
current  edition  of  the  "Reporting  Manual," 
which  is  updated  aimually,  and  the  USOA 
reference  documents. 

P.  The  Beporting  System 

(1)  The  Section  15  Reporting  System 
consists  of  forms  and  procedures  for 
transmitting  data  from  transit  agencies  to  the 
FTA.  All  beneficiaries  of  Federal  financial 
assistance  must  submit  the  required  forms 
and  information  in  order  to  allow  the  FTA  to: 
(1)  Store  and  generate  information  on  the 
Nation's  mass  transportation  systems:  and  (2) 
calculate  apportionment  allocations  for  the 
section  9  formula  grant  program  (for 
urbanized  areas  of  2t)0,000  or  more 
inhabitants).  Agencies  submitting  Section  15 
reports  may  only  submit  data  for  transit 
services  which  they  directly  operate  and 
purchase  under  contract  from  public  agencies 
andyor  private  carriers. 


Separate  and  complete  Section  15  repeats 
must  be  submitted  by  or  for  each  purchased 
transportation  service  provider  that  operates 
100  or  more  revenue  vehicles  for  the 
purchased  service  during  the  maximum 
service  period.  The  reporting  requirements 
include  the  following  major  segments,  which 
are  based  on  information  assembled  through 
the  Uniform  System  of  Accounts  and 
Records: 

1.  Capital  report. 

2.  Revenue  report 

3.  Expense  repent 

4.  Nonfinancial  operating  data  reports. 

5.  Miscellaneous  auxiliary  questionnaires 
and  subsidiary  schedules. 

6.  Data  declarations. 

(2)  The  Section  15  Reporting  System 
includes  two  data  declarations. 

(a)  The  Chief  Executive  Officer  (CEO) 
Certification. 

The  CEO  of  each  reporting  agency  is 
required  to  submit  a  certification  «dth  each 
annual  Section  15  report.  The  certification 
must  attest: 

•  To  the  accuracy  of  all  data  contained  in 
the  Section  15  report: 

•  That  all  data  submitted  in  the  Section  15 
report  are  in  accord  with  Section  15 
definitions: 

•  If  applicable,  that  the  reporting  agency's 
accounting  system  used  to  derive  all  data 
submitted  in  the  Section  15  report  is  the 
section  15  Uniform  System  of  Accoimts  and 
Records  and  that  a  Section  15  report  using 
this  system  was  certified  by  an  independent 
auditor  in  a  previous  report  year, 

•  If  applicable,  the  fact  that  the  reporting 
agency's  internal  accounting  system  is  other 
than  the  Uniform  System  of  Accoimts  and 
Records,  and  that  its:  (i)  accounting  system 
uses  the  accrual  basis  of  accounting,  (ii) 
accounting  system  is  directly  translated, 
using  a  clear  audit  trail,  to  the  accounting 
treatment  and  categories  specified  by  the 
section  15  Uniform  System  of  Accounts  and 
Records,  and  (iii)  accounting  system  and 
direct  translation  to  the  Uniform  System  of 
Accounts  and  Records  are  the  same  as  those 
certified  by  an  independent  auditor  in  a 
previous  reporting  year,  and 

•  That  a  100%  count  of  passenger  mile 
data  was  conducted  or  that  the  sampling 
method  used  to  collect  passenger  mile  data 
for  each  mode/type  of  service  meets  the  FTA 
requirements. 

(b)  Auditor  Statement  on  Section  15 
Financial  Data  Reporting  Forms  and  Section 
9  Data. 

Reporting  agencies  must  submit  with  their 
Section  15  report  a  statement  signed  by  an 
independent  public  accountant  or  other 
responsible  independent  entity  such  as  a 
state  audit  agency.  This  statement  must 
express  an  opinion  on  whether  the  financial 


data  reporting  forms  in  the  Section  15  report 
present  fairly,  in  all  material  respects,  the 
information  required  to  be  set  forth  therein 
in  accordance  with  the  Uniform  System  of 
Accounts  and  Records.  The  statement  shall 
also  indicate  whether  any  of  the  reporting 
forms  or  data  elements  do  not  conform  to  the 
section  15  requirements,  and  describe  the 
discrepancies.  The  statement  must  consider 
both  required  and  optional  data  entries. 

Each  agency  is  required  to  file  an  Auditor 
Statement  unless  it  received  a  vfritten  waiver 
from  the  FTA.  The  criteria  In  either 
Condition  1  or  Condition  n  for  granting  a 
financial  data  waiver  are: 

Condition  I.  The  reporting  agency  (1)  has 
adopted  the  Industry  Uniform  System  of 
Accounts  and  Records  (USOA)  and  (2)  has 
previously  submitted  a  Section  15  report  that 
was  compiled  using  the  USOA  and  was 
reviewed  by  an  independent  auditor,  or 

Condition  B.  The  reporting  agency  (1)  uses 
an  internal  accounting  system  other  than  the 
accoimting  system  prescribed  by  the  USOA, 
(2)  uses  the  accrual  basis  of  accotmting,  (3) 
directiy  translates  the  system  and  accounting 
categories,  using  a  clear  audit  trail,  to  the 
accounting  treatment  and  categories  specified 
by  the  USOA,  and  (4)  has  previously 
submitted  a  Section  15  report  that  was 
compiled  using  the  same  internal  accounting 
system  and  translation  to  the  USOA  and  was 
reviewed  by  an  independent  auditor. 

For  agencies  that  have  received  a  waiver, 
the  CEO  annual  Certification  must  verify  that 
the  financial  data  meet  one  of  the  above  two 
conditions.    . 

Additionally,  all  reporting  agencies  that  are 
in  or  serve  urbanized  areas  with  populations 
of  200,000  or  more  and  whose  report  covers 
100  or  more  vehicles  in  annual  maximum 
service  across  all  modes  and  types  of  service 
must  have  an  independent  auditor  review  all 
section  15  data  used  in  the  section  9  formula 
allocation.  The  statement  should  discuss,  by 
mode  and  type  of  service:  directional  route 
miles,  vehicle  revenue  miles,  passenger 
miles,  and  operating  cost,  and  include  both 
directly  operated  and  purchased  service.  The 
independent,  certified  public  accountant 
shall  perform  the  verification  in  accordance 
with  the  "Statements  on  Standards  for 
Attestation  Engagements"  issued  by  the 
American  Institute  of  Certified  Public 
Accountants.  The  specific  procedures  to  be 
reviewed  are  described  in  tiie  most  recent 
Section  15  Reporting  Manual. 

Issued  on:  January  12, 1993. 
Roland  ).  Mroaa, 
Deputy  Administrator. 
[FR  Doc  93-1061  Filed  1-14-93;  8:45  am) 
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Guide  to 
Record 
Retention 
Requirements 

in  the  Code  of 

Federal  Regulations  (CFR) 

GUIDE:  Revised  Januaiy  1.  1992 

The  GUnffil  to  record  retnntion  is  a  useful 
reference  tool,  compiled  from  agency 
regulations,  designed  to  assist  anyone  with 
I^eral  recordkeeping  obligations. 

The  various  abstracts  in  the  GUIDE  tell  the 
user  (1)  what  records  must  be  kept,  (2)  who  must 
keep  them,  and  (3)  how  kmg  thc^  must  be  kept. 

The  GUIDE  is  formatted  and  numbered  to 
parallel  the  CODE  OF  FEDERAL  REGULAnONS 
(CFR)  for  uniformity  of  citation  and  easy 
reference  to  the  source  document. 

Compiled  by  the  Office  of  the  Federal 
Register,  National  Archives  and  Records 
Administration. 


Superintendent  of  Documents  Publications  Order  Form 

0*r  PncMiIno  CedK 

CU  YES,  please  send  me  the  following: 


PS 


CfMrg*  your  order. 
/(%Essyf 


r  ^  ^ 
L  ^  J 


MHHM 


lb  fox  your  orders  (202)  512-2250 


.copies  of  the  1992  GUIDE  TO  RECORD  RETENTION  REQUIREMENTS  IN  THE  CFR 
S/N  069-000-00046-1  at  $15.00  each. 


The  total  cost  of  my  order  is  t  International  customers  please  add  25%.  Prices  include  regular  domestic 

postage  and  h^tn^Hng  and  are  subject  to  change. 

Please  Choose  Method  of  Riyment: 

n  Check  Playable  to  the  Superintendent  of  Docmnents 

^      ]-n 


(ComfMiiy  or  Fenooal  Name) 


(Pkiaae  type  or  print) 


(Alklitioiial  address/attention  line) 


(Street  address) 


(Cky.  Stale,  ZIP  Code) 


(Daytiine  phone  including  area  code) 


(PurdMte  Order  Ma) 
Mqrn 


YES    NO 


I    I  GPO  Deposit  Account 

r~l  VISA  or  MasterCard  Account 


(Credit  card  expiration  dale) 


Thank  you  for 
your  order! 


(Authorizing  Signature) 

MaU  lb:    New  Orders,  Superintendent  of  Documents 
PXX  Box  371954,  Pittsburgh.  PA  15250-7954 


t02)  512-2250 
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FEDERAL  REGISTER  SUBSCRIBERS: 

IMPORTANT  INFORMATION 

ABOUT  YOUR  SUBSCRIPTION 

After  6  years  without  an  adjustment,  it  has  become  necessary  to  increase  the  price  of  the  Federal 
Register  in  order  to  begin  recovering  the  actual  costs  of  providing  this  subscription  service. 
Effective  October  1 ,  1992,  the  price  for  the  Federal  Register  will  increase  and  be  offered  as 
follows: 

(1)  FEDERAL  REGISTER  COMPLETE  SERVICE— Each  business  day  you  can  continue 
to  receive  the  daily  Federal  Register,  plus  the  monthly  Federal  Register  Index  and  Code 
of  Federal  Regulations  List  of  Sections  Affected  <LSA),  all  for  $415.00  per  year. 

(2)  FEDERAL  REGISTER  DAILY  ONLY  SERVICE— With  this  subscription  service,  you 
will  receive  the  Federal  Register  every  business  day  for  $375.00  per  year. 

HOW  WILL  THIS  AFFECT  YOUR  CURRENT  SUBSCRIPTION? 

You  will  receive  your  current  complete  Federal  Register  service  for  the  length  of  time  remaining 
in  your  subscription. 

AT  RENEWAL  TIME 

At  renewal  time,  to  keep  this  important  subscription  coming— you  can  continue  to  receive  the 
complete  Federal  Register  service  by  simply  renewing  for  the  entire  package,  or  you  can  select 
and  order  only  the  parts  that  suit  your  needs: 

•  renew  your  entire  Federal  Register  Service  (complete  service) 

or  select. . .  * 

•  the  daily  only  Federal  Register  (basic  service) 

•  and  complement  the  basic  service  with  either  of  the  following  supplements:  the  monthly 
Federal  Register  Index  or  the  monthly  LSA 

When  your  current  subscription  expires,  you  will  receive  a  renewal  notice  to  continue  the 
complete  Federal  Register  service.  At  that  time,  you  will  also  receive  an  order  form  for  the  daily 
Federal  Register  basic  service,  the  Federal  Register  Index,  and  the  LSA. 

To  know  when  to  expect  the  renewal  notice,  check  the  top  line  of  your  subscription  mailing  label 
for  the  month  and  year  of  expiration  as  shown  in  this  sample: 

A  renewal  notice  will  be  sent 
approximately  90  days  before 
the  end  of  this  month. 
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For  those  of  you  who  must  keep  informed 
about  PiMktonIM  Proclanwthms  and 
EMCUtNa  Ofdara,  there  is  a  convenient 
reference  source  that  will  make  researching 
these  documents  much  easier. 

Arranged  by  subject  matter,  this  editnn  of 
the  Codification  contains  proclamations  and 
Executive  orders  that  were  issued  or 
amended  during  the  period  April  13, 1945, 
through  January  20,  1989.  and  which  have  a 
continuing  effect  on  the  publia  For  those 
documents  that  have  been  affected  by  other 
proclamations  or  Executive  orders,  the 
codified  text  presents  the  amended  version. 
Therefore,  a  reader  can  use  the  Codification 
to  determine  the  latest  text  of  a  document 
without  having  to  "reconstrucT  it  through 
extensive  research. 

Special  features  include  a  comprehensive 
index  and  a  table  listing  each  proclamation 
and  Executive  order  issued  during  the 
1945-1989  period -atong  with  any 
amendments— an  irxfication  of  its  current 
status,  and,  where  applicable,  its  location 
in  this  volume. 
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Supeiintendent  of  Documents  Publications  Order  Form 
Ontm  processing  code:  C/wrge  your  order. 

*  6661  in  Easf! 

n  YES.  please  send  me  the  following:  lb  hx  your  orders  (202)-512-2250 
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copies  of  CODIFICATION  OF  PRESIDENTIAL  PROCLAMATIONS  AND  EXECUTIVE  ORDERS. 


S/N  069-000-00018-5  at  $32jOO  each. 


The  total  cost  of  my  order  is  $__ Intematknal  customers  please  add  25%.  Prices  include  regular  domestic 

postage  and  handling  and  are  subject  to  change. 

Please  Ctaooee  Method  of  Biyment: 

I    I  Check  Payable  to  the  Superintendent  of  Documents 
D  GPO  Deposit  Account        1    1    1    I    I    I    I    l~l — | 
LJ  visa  or  MasterCard  Account 


(Company  or  Personal  Name) 

(Ptease  type  or  print) 

(Additional  address/attention  line) 

(Street  address) 

(City.  Stale,  ZIP  Code) 

(Daytime  phone  including  area  code) 

f 

(Purchase  Order  No.) 


VES     NO 

-»czi  im 


1  1  1 

1      M  M  M  M 

II     III 

1  (Crrtdit  card  cxpintiaa  date) 

MM 

Thant  you  for 
your  order! 

(Authorizing  Signature) 
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Mail  lb:    New  Orders,  Superintendent  of  Documents 

P.O.   Box  371954.  I»ittsburgh.  PyV  15050-7954 
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Thank  you  for 
your  order! 
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